NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAULIMHCKUTE CTICLUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 30 mukporpaMa/o3a KOHIEHTPAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pJIAKOH C JIMJIABO Kamaye U ChIbpIKaHUETO My TpsiOBa Jla ce pa3peu npenn
yrotpeoa.

Enun dnaxon (0,45 ml) ceappixa 6 mo3u no 0,3 ml cnex pa3pexnane, BuxTe TOYKH 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama to3uHamepat (tozinameran), uPHK Bakcuna cpemry
COVID-19 (BkiroveHa B JTUIMHIHA HAHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponsseznena c
U3M0JI3BaHe Ha Oe3kiIeThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIMOHHA AUCIIEpCHsl (CTEPUIICH KOHLIEHTPAT)

Bakcunata nipejictaBisBa 0s1a 10 mouTtH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. K/IMHUYHU JAHHHA

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 30 mukporpama/o3a KOHICHTPAT 32 MH)KEKIIMOHHA JJUCIICPCHs € TIOKa3aHa 3a aKTHBHA
MMYHHU3alMs 3a npeBeHuus Ha 3adonsaBanero COVID-19, mpuunneno ot SARS-CoV-2, Ha nuua Ha
BB3pacT 12 u moBede roAWHU.

VYnorpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYMH HA MPUJIO’KEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce mpujara HHTPaAMyCKYJTHO CJIe]T pa3pexiaHe KaTto mbpBUUEH Kypc oT 2 mo3u (o 0,3 ml

Bcsika). [IpermopruBa ce BTOpaTa /103a J1a Ce IPUIIOKHU 3 CeIMUIIN CIIe TbpBaTa m1o3a (BX. TOUku 4.4
ub.1).



Teorcko uMyHOKOMNPOMEMUPArU Iuya Ha ev3pacm 12 u noseve 200uHU
Ha nuna, xouTo ca TeXKO MMyHOKOMITPOMETHPAHH, TPETa J03a OT MPBUYHHS KypC MOXKE Ja ce
HPUIOKH UHTPAMYCKYIIHO Haii-Maiiko 28 JTHU ciie]] BTopata 703a (BK. Touka 4.4).

Bzaumozamensemocm

B3anmozamensiemoctTa Ha Comirnaty ¢ Bakcuuu cpemry COVID-19 ot apyru npou3BoguTeNn 3a
3aBBpIIIBAHE HA ITEPBUYHUS KypC He € ycTaHoBeHa. JIuia, Ha KouTo e npuiiokeHa no3a Comirnaty,
TpsiOBa Aa mpoawkkar ¢ Comirnaty, 3a 1a 3aBbPIIAT IBPBUYHUS KypC.

Hozute Comirnaty 30 Mukporpama/1o3a KOHIEHTPAT 32 HHKEKIMOHHA AUCTIEPCHS CIIE] pa3pekaaHe

(mocTtaBsiH BBB (u1akoH ¢ nuiaBo kanade) u Comirnaty 30 MukporpaMa/mo3a HHXEKLIMOHHA
Jucriepeust (JOCTaBsH BbB (DIIAKOH ChC CHBO Kallaue) ce CYUTAT 32 B3aMMO3aMCHSICMH.

bycmep 0oza

Bycrep nozara Comirnaty e 0,3 ml, mpunoXeHa HHTPaMYCKYITHO.

Bycrep mo3a Moke 11a ce pUIIOKHY Ha JIMIIA Ha Bh3pacT 12 u moBeue roguHu. TpsOBa qa mMa HHTEpPBaI
OT Haii-Maiko 3 Mecera MeXIy npuiokeHneTo Ha Comirnaty u npeauiHaTa, MocIeaHO IPHI0KEHA,

no3a BakcuHa cpemy COVID-19.

Heduampulma nonyiaauus

[penara ce meauaTpuyHa JekapcTBeHa (GopMa 3a JHIa Ha BB3pacT 6 Mecena a0 4 rouHu. 3a
moapoOHa nH(pOpMAITHs, MOJIS BIDKTE KpaTKaTa XapaKTepUCTHKA Ha TpoaykTa 3a Comirnaty
3 MUKpOrpama/103a KOHLIEHTPAT 3a MH)KEKIINOHHA JUCIICPCHSL.

[Ipennara ce neauaTpuyHa JekapcTBeHa Gopma 3a Juna Ha Bb3pacT 5 1o 11 rogunu (T.e. Ha Bb3pacT 5
1o of 12 ronuuam). 3a nonpodHa uH(pOpMaIIKs, MOJIS BIKTE KpaTKaTa XapaKTepUCTHKa Ha MPOIYKTa

3a Comirnaty 10 Mukporpama/no3a KOHLEHTPAT 332 HHXEKIIMOHHA TUCTIEPCHSL.

be3onacHocTTa U ehukacHocTTa Ha Comirnaty mpu KbpMadeTa Ha Bb3pacT 1oj] 6 Mecella Bce Ollle He
ca yCTaHOBEHH.

Honynayus 6 cmapuecka 8b3pacm

He ce nanara KOpUrupaHe Ha J03aTa IMpu Jinla B CTapuCCKa Bb3pacT > 65 T'OOWHH.

Hauue Ha npuiioxxkeHue

Comirnaty 30 Mukporpama/no3a KOHIICHTpAT 32 MH)KEKIIMOHHA JIMCIIepCHs TPSIOBa J1a ce Ipuiiara
HHTPAMYCKYJIHO CJIe] pa3pexaaHe (BxK. Touka 6.6).

Crnen paspexnane ¢akonnte Comirnaty chabpkat 6 no3u BakcuHa 1o 0,3 ml. 3a na ce uzrerysr

6 no3u oT equH (pyakoH, TpIOBa Ja e M3MOI3BAT CIPUHIIOBKY H/WJIM UIJIM C MaIbK (HEU3ITOI3BaCM)
MBPTHEB 00eM. KoMOMHAIMTA OT CIIPUHIIOBKA U WIJIA C MATBK MBPTHB 00€M TpsiOBa J1a UMa MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € U3IMO3BAT CTAHJAPTHU CIPUHIIOBKY U UTIH, MOXKE Ja
HsIMA JIOCTaTh4eH 00eM 3a M3TETJISIHE Ha IIECT JT03U OT eIuH ¢uakoH. He3aBucuMo oT Bua Ha
CIIPUHITIOBKATA U UTJIaTa;

. Bceska noza tpsaoBa na ceappika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIAKOHA BAaKCHHA HE MOXeE Ja JOCTAaBU €lHA LisIa 1032
ot 0,3 ml, u3xBBpiere GrakoHa U U3TUIIHUS 00EM.

. He cp0upaiiTe m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

HpeIIHO‘II/ITaHOTO MACTO € OCITOUIHUAT MYCKYJI B TOpHaTa 4aCT Ha pbKaTa.



He umxektupaiite BakcrHaTa HHTPaBaCKyJIapHO, TIOJKOKHO MITH HHTPAIEPMAaTHO.

Bakcunata He TpsOBa Ja ce cMecBa B €/IHA U ChIla COIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBECHH
MPOAYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsiOBa Ja ObJaT B3€TH MPEAH MPHIOKEHUE HAa BAKCHHATA, BUXKTE
Touka 4.4.

3a yka3zaHus OTHOCHO pa3Mpas3siBaHETO, paboTaTa U U3XBBPIISIHETO Ha BAKCHHATA BHXKTE TO4Ka 6.6.
4.3 IIpoTuBOMOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIH KBM HIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHM mpeaynpe;kaeHUs U MpeANa3sHu MepPKH NPU ynoTpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpocCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlicCBar.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u aHad)uJZCZKCM}Z

HNma C’I)06H_ICHI/I$I 3a CHOUTHS HA aHa(I)I/I.]'IaKCI/IH. Bunaru TpSI6Ba Ja UMa Ha pa3lO0JOKCHUC TOAXOAAIIO0
MCIUIIMHCKO JICYCHUE U Ha6J'IIOI[€HI/Ie B cnyqaﬁ Ha aHa(l)I/IJ'IaKTI/I‘-IHa peaKknuA CJIc MPUIOKCHUC Ha
BaKCHHarTa.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,Z[eHI/Ie B IPOABJDKCHUC HA Hai-manako 15 MUHYTH CJICA
BakcuHamusTa. He Tpﬂ6Ba Jla C€ mpujiara cji€aBaila n03a OT BaKCMHATa Ha JInla, IMOJIy4YnJIn

aHaduIakcHs ciies npeauimaa go3a Comirnaty.

Muokapoum u nepuxapoum

ChlniecTByBa OBUIICH PUCK OT MUOKAPIHT U MEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkurte Ha 14 mau. Te ca HaOIFOMaBaHM 1MO-9ECTO CJIC]T BTOpaTa BaKCHHAITUS M TI0-9€CTO TIPH FOHOIITH
U TIO-MJIaJX Mbke. HannyHuTe qaHHM oKa3BaT, Y€ MPOTUYAHETO Ha MHOKAPANT U MIEPUKAPIUT CIIES]T
BAaKCHHAIMATA HE CE Pa3invaBa OT TOBA MPH MHOKAPIUT WIIK MEPUKAPAUT KaTo 1510 (BXK. Touka 4.8).

MeaUIMHCKHUTE CIICHUAINCTH TPsOBa 1a ObaaT OAMTEIHY 32 IPU3HALIUTE ¥ CHMITOMUTE Ha
MUOKapIUT U IEpUKApANT. BakcnHupaHuTe muila (BKIFOYUTEITHO POAUTEIUTE WA OOTPHIKBAIIINTE
JMIa) TpsOBa 1a ObJaT MHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUIIMHCKA ITOMOII], aKO Pa3BHSIT
CHUMITTOMH, TTOKA3aTETHH 32 MHOKAPIUT WA TEPUKAPANT, KaTo (0CTpa U MPOIbIDKUTETHA) 00JIKa B
T'BPAUTE, 3ayX WIH MAIMUTALUY CIE] BAKCUHALNAATA.

MeaUIMHCKHUTE CICHUAINCTH TPsOBa 1a HAIPaBAT CIpaBKa ¢ PhKOBOJICTBATA W/UJIM CIICIIUAIMCTUTE 32
JIMaTHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

Peakyuu, cevpszanu ¢ mpesooicrnocm

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIIUi, CBbP3aHu C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BAraTHN PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAINS WA PEAKIHH,
CBBP3aHU ChC cTpeca (HaIp. 3aMastHOCT, MAJIUTAINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HAJATaHE, MAPECTE3us, XUIICCTE3Us U U3MOTsABaHe). Peakiiuure, CBbp3aHHU ChC CTpeca, ca



MIPEXOIHU M OT3BY4aBaT OT caMo cebe cr. Xopara TpsOBa a ObaT IOCHBETBAHY J1a MH(OPMHEpPAT 32
TE3W CUMIITOMH BaKCHHHPAIIH I'M 32 OlleHKa. BaxkHO e J1a ce B3eMaT Mpe/Ia3Hu MEepPKH, 3a Jia ce
MPEIOTBPATH HapaHsIBaHE OT MPHITAaHE.

Convmemeawio 3abo.56aie

Bakcunanusra TpssOBa 1a ce OTJIOKH NPH JIUIA, CTPAJAIIHN OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHe
Wi octpa uHekius. Hamnauero Ha Jieka nHQEKIUS W/WIH HEBHCOKA TEMITepaTypa He TpsoOBa a
CTaBa MPUYMHA 32 OTJaraHe Ha BAaKCHHAIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPYUWEHUA HA KPbBOCbCUpearnemo

KakTo mipu qpyrv M”HTpaMyCKYJTHH WHKEKIMH BaKCHHATA TPSOBA J1a Ce Mpuiiara BHUMATEITHO MPH
JIUIA, TIOyYaBaIld aHTUKOATYJIaHTHA TEPAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIeHne Ha KPhbBOCKCUPBAHETO (KaTo XeMO(QWIHNs), Thi KAaTO MPH TE3H JIHMIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHJIOKEHHE.

Hmynoxomnpomemupanu auya

EdukacHoctTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH ITPU UIMyHOKOMIIPOMETHPAHH JIUIIA,
BKITFOUUTEITHO TE3H, MOTyYaBallld IMyHOCypecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKAa MPH UIMYHOKOMIIPOMETHPAHH JTUIIA.

[Ipenopbkara aa ce 00CHIU MPUIOKEHUE Ha TPETa 032 IIPU TEKKO UMYHOKOMITPOMETUPAHU JIUIIA CE
0a3upa Ha OrpaHWYCHU CEPOJIOTUYHH JIAHHH B JINTEpaTypara OT CepHsl CIIydau OT OBIIQ/ISBAHETO Ha
KJIMHUYHUTE CUMIITOMHU IIPY TAILIMEHTH C STPOTCHHA HMYHOCYIIPECHs CJIe]] TpaHCILIaHTAIUs Ha
comuJieH opras (Bx. Touka 4.2).

HDO@'b]lDfCume]lHOCI’n Ha 3awumama

IIpoabmKUTENHOCTTA HA 3alUTaTa, IPEJOCTaBsiHA OT BAKCUHATA, HE € U3BECTHA, Thil KATO TS BCE OILIE
ce OIpe/ieNst B TEKYIIH KIMHUYIHH TPOyIBaHUSI.

OZD(IHM‘[@HZ/L}Z Ha ed)ekmueﬂocmma HA saKcuHama

KaxTo npu Besika BakcuHa, BakcuHarusATa ¢ Comirnaty MOXe 1a He 3allUTH BCHIKA BaKCUHUPAHH.
JIuua Mo3e 1a He ca HaIThJIHO 3aIMTEHU A0 7-MHUA JIEH CJIeNl BTOpaTa J03a OT BaKCHHATA.

ITomontHm BemecTBa

Ta3u BakcuHa ChIbpKa MO-MajKko oT 1 mmol kanuit (39 mg) Ha 103a, T.e. MOXKE Ja ce Kaxe, 4e
HPaKTUYECKU HE ChIbPrKa KaJuil.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKE Aa ce Kaxe, 4e
IPaKTUYECKU HE ChIbprKa HATpUil.

4.5 B3aumopneiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHE
He ca npoBexaanu npoy4yBaHusl 32 B3aUMOJIEHCTBUSATA.

CropreTBanoTo NpriiokeHne Ha Comirnaty ¢ Ipyru BAKCHHHU HE € IPOYUEHO.

4.6 @epTHaANTET, )PEMEHHOCT U KbPMEHe

Bbpemennoct

UTI'onemust o6eM ot JaHHU, TIOJTY4YCHHU OT Ha6J'IIOZ[€HI/I€T0 Ha 6peM€HHI/I JKCHU, BAKCUHUPAHU C



Comirnaty mipe3 BTOpHS U TPETHsI TPUMECTB, HE TTOKA3BaT yBEIMYAaBaHE HA CIIydanTe Ha OpeMEeHHOCT
C HeXellaH U3Xo1. Makap 4e JaHHUTE 3a U3XO0J1 OT OPEeMEHHOCTTA Clie]l BAKCHHAIWS, TIPOBEICHA TI0
BpeMe Ha ITBPBUS TPUMECTHD, TOHACTOSIIIEM ca OTPAaHUYCHH, HE c€ HAOJI0/1aBa MOBUIIICH PUCK OT
crioHTaHeH abopT. [IpoyuBaHusATa IPHU JKUBOTHU HE MTOKA3BAT MTPEKHU WM HEIIPEKH BPEAHU e()EKTH,
CBBbp3aHH ¢ OPEeMEHHOCTTa, EMOPHOHAITHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO WM MIOCTHATATHOTO
passutHe (BX. Touka 5.3). Comirnaty MOXe J1a ce Ipriiara o BpeMe Ha OpeMEHHOCT.

Kspmene
He ce ovakBat eexTr mpu KbPMEHU HOBOPOICHH/KbpMaUeTa, Thi KaTO CUCTEMHATa SKCIIO3UITUS Ha
Comirnaty nmpu kbpMadkaTa ¢ He3HaUnTeTHA. JJaHHUTE OT HAOJIIOACHUETO HA KEHH, KOUTO ca

KbPMEJIH CIIe/T BAKCHHAIIUS, HE ITOKA3BaT PUCK OT HEeXellaHH e(eKTH NPU KbPMEHU
HOBOpOJIeHU/KbpMadeTa. Comirnaty MoXke Jia ce Ipuiiara B Iepuojia Ha KbpMEHE.

DepTunurer

IIpoyuBaHUATA TIPH KUBOTHH HE MIOKA3BAT PEKH WIIH HEMPEKH e(DEKTH, CBbP3aHH C PEMPOLYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BbpXy cioco0HocTTA 32 ogupaHe u padora ¢ MAIIUHA

Comirnaty He MMOBJIHMSIBA WK ITOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a ImodupaHe u padoTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIUSST
CHoCOOHOCTTA 32 mopupaHe WiKk padoTa ¢ MALIUHU.

4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumia Ha Oe30macHOCT

Yuacmuuyu na évspacm 16 u noseue 200unu — cied 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca TOTYIHIN Hal-
Mankoto 1 no3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MoBeUe TOAMHU ca
MOTy4YmIH Tutane6o (BrarounTenHo 138 u 145 ronomm Ha 16- u 17-rouIHa BB3pacT ChOTBETHO B
rpymara ¢ BakCHHATa 1 rpymnara ¢ miame6o). Oomro 20 519 ygactauim Ha Bb3pacT 16 win moBede
roauHu ca mosryamiu 2 m1o3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
IU1a11e00-KOHTPOIMPAHUS 3aciIelleH IIepHo Ha [IPOCIIeIsBaHe O AaTUTE Ha pa3cielsBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, monyuywnnu Comirnaty, u 12 620, momyunnu
iane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca IpocieIsIBaHu B IPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyunau Comirnaty, u 7 407, monyannu
wianebo) yqacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiMy MMPH yYaCTHUIIMTE HA BB3PacT 16 u moBeve roJAWHH, TIOTYIHIN

2 11031, ca 60JIKa Ha MSCTOTO Ha HHXekTupane (> 80%), ymopa (> 60%), rnmaBobosue (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), mupekcus ¥ HoAyBaHe Ha MSACTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIGKH WM YMEPEHH TI0 HHTCH3UTET U OT3BYyUYaBaT B PAMKHUTE
Ha HSKOJIKO THH CJIe]] BAKCHHaUuATa. MaJKo o-Majka 4ecToTa Ha CbOMTHATA HAa PEaKTOI€HHOCT ce
CBBP3Ba C MO-TOJIIMA Bb3pacT.

[IpodunbT Ha Ge3omacHOCT NpH 545 ydacTHUIM Ha Bb3pacT 16 v moBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca omnu ceporo3ntTuBHE 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
HaOII0JaBaHYs TP 001IaTa MMOMYJIAIHS.



FOnowu na evspacm 12 0o 15 2oounu — cned 2 0osu

[Ipu ananu3 Ha JaHHKUTE OT ABITOCPOYHOTO MpociesBane 3a OezonacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronoru (786, Bakcunupanu ¢ Comirnaty u 773, moiay4uiu mianedo) ca
MpOCIIeAIBaHN B MIPOIBIDKEHHE Ha > 4 Meceria cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUTE
3a 6e3onacHocT B [IpoyuBane 2 nmpoabinkasa.

OomwmsT npoduin Ha 6ezomacHocT Ha Comirnaty mpu IOHOIIH Ha Bh3pacT 12 10 15 roauHu € noj00eH
Ha HaOJII0JaBaHus P yYacTHULM Ha Bb3pacT 16 u nmoeye rogunu. Haii-uecture HesxelaHU peakuu
IpU IOHOIIX Ha BB3pacT 12 10 15 roauHu, nonydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHKEKTUPaHE
(> 90%), ymopa u rnaBobonme (> 70%), muanrust u Brpucane (> 40%), apTpanrus U MAPEKCHs

(> 20%).

Yuacmuuyu na evzpacm 12 u noseue 200unu — cied bycmep 003a

W3BoauTe 1Mo OTHOIIICHHE Ha Oe30macHoCTTa Ha OycTep mo3a Comirnaty mpu y4acTHHUIM Ha BB3pacT 12
Y TIOBEYE TOJIMHU C€ OCHOBABaT Ha JAaHHUTE 32 0€30IaCHOCT OT MPOYYBaHUs Ha OycTep 103a
Comirnaty npu y4acTHUIM Ha Bb3pacT 16 1 moBeye roANHH.

Enna moarpyna ysactaunu BbB ¢aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o
55 ronuHu, 3aBBpIIIIA IBPBOHAYATHIS 2-1030B Kypc ¢ Comirnaty, ca moJryqauiia OycTep 103a
Comirnaty npubnusurenHo 6 mecera (auanasoH 4,8 1o 8,0 mecena) cien Jlo3za 2.

O6mumaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus cief 2 g1o3u. Haii-
YeCTUTE HEXKENAaHHU PEaKIIMK MPH YYaCTHUIIUTE Ha BB3pacT 18 1o 55 romunu ca 60iKa Ha MIACTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rmaBobonue (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).

B IIpoyuBane 4, miane60-KOHTPOIUPAHO NPOYUBAHE C MPUIIOKEHUE HAa OycTep 03a, YIaCTHULU Ha
BB3pacT 16 u nmoBeue rofauHu, Habpanu ot [IpoyuBane 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuIM) Hail-MaJKo 6 Mecelia cjej] BTopaTa 103a
Comirnaty. Karto msu1o, mpu y4acTHHITUTE, KOUTO Ca TOMYyYHIN OycTep 1032, MEIaHaTa Ha BPEMETO
Ha IpocJieAsBane ciel Oycrep go3aTa A0 JaTara Ha 3akirouBaHe Ha naHaute (5 okromBpu 2021 r) e
2,5 mecena. He ca ycTaHoBeHM HOBHU HeXeJlaHU peakiwn Ha Comirnaty.

Yuacmuuyu na évspacm 12 u noseye 200unu — cied nociedsauia bycmep 003a

W3BoauTe 10 OTHOILIIEHKE Ha 6e30macHocTTa Ha GycTep mo3a Comirnaty mpu y4acTHHIN Ha BB3pacT 12
Y TIOBEYE TOJIMHU CE€ OCHOBABaT Ha JaHHUTE 3a 0€30ITACHOCT OT MPOYYBaHUsS Ha OycTep /103a
Comirnaty mpu yyacTHHUIM Ha Bb3pacT 18 1 moBeye TOTUHH.

IToarpyma ot 325 BB3pacTHH Ha BB3pacT 18 1o < 55 roguHu, 3aBbpIIIIIN BaKCHHAIMS C 3 JT03H
Comirnaty, ca momyumiu 0yctep (4eTBbpra n0o3a) Comirnaty 90 no 180 aum cnen Jlo3za 3.
YyactHuiuTe, nojayumiu oyctep (deTBbpta 103a) Comirnaty, ca UMajiy EPHOJ Ha MPOCIISAsIBaHE C
MeauaHa 1,4 Mecena 10 JaTata Ha 3aKiarouBaHe Ha naHHuTe 11 maprt 2022 r. Haii-uectuTe HEeXellaHU
peaKIuK IpH Te3W YYaCTHHUIM ca OOJIKa Ha MSCTOTO Ha MHXKeKTupane (> 70%), ymopa (> 60%),
rnaBooomnue (> 40%), muanrus u Brpucane (> 20%), u aptpanrus (> 10%).

B noarpyna ot IIpoyusane 4 (da3za 3) 305 Bp3pacTHU Ha BB3pacT > 55 rouHu, 3aBbPIIIH
BakcuHauus ¢ 3 go3u Comirnaty, ca momyuunu Oycrep (dueTBbpra n1o3a) Comirnaty 5 1o 12 mecena
cnen Jlo3a 3. Yuactaummte, morydauiiu 0ycrep (4eTBbpTa q03a) Comirnaty, ca ©Mad epruoI Ha
npociensBaHe ¢ MeauaHa Hali-Manko 1,7 Mecena 10 JaTtaTa Ha 3aKJIFOYBaHE HA JAHHUTE

16 mait 2022 r. O6uusT npoduin Ha 6e3omacHOCT 3a Oyctepa (deTBbpTaTa 103a) Comirnaty e mogobex
Ha TO3H, HaOmoaaBaH ciex Oycrepa (Tperarta no3a) Comirnaty. Haif-uecture HexenaHu peakuu Mpu
YYaCTHHIM Ha Bb3pacT > 55 rounu ca 60ska Ha MICTOTO Ha HHXKeKTHpaHe (> 60%), ymopa (> 40%),
rnaBobomnue (> 20%), muanrus u Brpucane (> 10%).



bBycmep 0o3a cned nvpeuyna eakcunayus ¢ 0pyaa paspeuwtena 3a ynompeba saxcuna cpewy COVID-19

B 5 HezaBucumu npoyuBaHus 3a ynorpedara Ha Oycrep g03a Comirnaty npu Jiniia, 3aBbpIIHINT
IIFPBUYHA BAaKCHHAITHS C APYyTa pa3penieHa 3a ynorpeda Bakcuna cpenry COVID-19 (xereponokaa

Oycrep 1034a), HE Ca YCTAHOBEHN HOBH JAHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Todka 5.1).

CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha Bb3pacT 12 ¥ MOBeYE TOJUHU, B TAOJUYCH BUI

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 110 YECTOTA:

Msuoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
Mtuoro peaxu (< 1/10 000),
C HemsBecTHa YecToTa (OT HATMYHHUTE JaHHHU HE MOKE JIa Ob/Ie HallpaBeHa OIEHKA).

Tabaunma 1:  HexesiaHu peakuuu oT KJIMHUYHMTe Npoy4yBaHus Ha Comirnaty u ot
NMOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA Bh3pacT 12 U noBeye roinHu
Cucremo- MHoro YecTn Heuectu Penxn MHoro C Heu3BecTHa
opraHeH 4ecTH (>1/100 mo | (=1/1000 o | (=1/10000 penKu yecToTa (0T
KJ1ac (=1/10) < 1/10) < 1/100) 10 (< 1/10 000) HATHYHUTE
< 1/1 000) JAHHU He
MO3ke 1a 0bae
HANIpaBeHA
OIleHKA)
Hapyiienus Jumobane-
Ha KPHBTa U HoOmaTus®
nuMpHaTa
cucTemMa
Hapymenuns Peakuun Ha Amnadunaxcus
Ha CBpPBX-
WMyHHaTa qyBCTBU-
cucTemMa TEITHOCT
(namp. oOpus,
HIpYpUTYC,
ypTHKapus’,
aHruoeem®
Hapymenuns Hamanen
Ha amneTHuT
MeTabonn3mM
au
XpaHEHETO
Ilcuxuynu bescpHue
HApYIICHUS
Hapymenus | ['maBoGomme 3amaiiBane”; | Octpa [Tapecresns”;
Ha HepBHaTa Jleraprus nepudepHa Xunecre3us"
cucTemMa TUIeBa
napanusa’
Copaeunu Muokapaut';
HapyIIeHus Tlepukapaut”
Cromammao- | Jwmapus” T'anene;
YpeBHU [oBpbuiane”

HapylIeHUs




Hapymenns Xunep- Epurema
Ha KoXKaTa U XUApO3a; MynTudopme”
MOJIKOXKHATA Homun
ThKaH M3MOTsBA-
HUSA
Hapymenust | Aptpanrus; boinka B
Ha Muanrus KpalHUK"
MYCKYJIHO-
CKeJleTHaTa
cucreMa u
CBHEIUHUTEI
HaTa ThKaH
Hapymienust Texko
Ha MEHCTpPYyaJTHO
BB3IPOU3BO KbpBEHE®
JuTenHaTa
cucreMa u
rbpJaTa
OO0 bonka na 3auepBsBaHe| ACTEHHUS; OObumpen
HapylleHus | MSACTOTO Ha | Ha msictoto | Hepasmo- OTOK Ha
U epeKTH Ha | WHXKEKTH- Ha UHXEKTHU-| JIOXKCHHUE; BAKCUHUPAHUS
MSICTOTO Ha | paHe; paHe [Ipypuryc KpalHUK';
MPWIOKEHUE | YMOpa; Ha MACTOTO Otok Ha
Brpucase; Ha UHXXEK- JIALEeTO™
ITupexcus®; THpaHe
OToK Ha
MACTOTO Ha
UHXEKTU-
paHe
a. Ilo-romsma gecrora Ha muMmdaneHonatus (2,8% copsmo 0,4%) e HaOmogaBaHa IPY YIACTHUIIH, TIOTYIHIH

X o R

Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIU, TOIYYMIN 2 TO3H.

KareropusTa mo gectora 3a ypTUKapHs U aHTHOEIEM € “penkn’”.

IIpe3 meproaa Ha MPOCIEAIBAHETO 33 0€30MACHOCT Ha KIMHUYHOTO Ipoy4Bane, 10 14 Hoemspu 2020 r.,
octpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpuMa yuacTHHIM B rpynara ¢ u”PHK BakcuHara
cpemty COVID-19. [osiBata Ha nuneBa napanuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactHuka) u [Iau 3, 9 u 48 cien [o3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JTUieBa
napajiusa B IpymnaTa ¢ miameoo.

Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3peliaBaHe 3a ynorpeoa.

OrtHacs ce 3a pbKara, Ha KOSITO € IIOCTaBeHa BaKCHHATA.

[To-roxsiMa yecToTa Ha IHPEKCHs € HaOIro1aBaHa Ciell BTOpara J103a B CpaBHEHHE C ITbpBATa J03a.
Cro0maBa ce 3a OTOK Ha JILETO TP PEIMIACHTH Ha BAKCHHATA, Ha KOUTO € OMJI MEYKEKTUPaH JepMaleH
(rTEp TIpe3 MOCTMApKETHHTOBHS MIEPUO]T.

[ToBeueTo ciryyan U3rIIeKIa HE Ca CEPHO3HH U Ca C BPEMEHEH XapaKTep.

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muokapoum u nepuxapoum

[ToBumIEHUAT PUCK OT MUOKAPIUT ciel BakcuHaIus ¢ Comirnaty € Hali-BUCOK IIPH FOHOIIIH U TI0-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojeMu GapmMakoenuaeMUOIOTHYHH TPOYUBaHUs, IPOBeAeHN B EBpomna oLeHsBaT Mo-BUCOKHS
PHCK OT MHOKapAXT ITPU FOHOIIM U MO-MJIa i MbXe ciiell Bropara no3a Comirnaty. Enxo npoy4Bane
MOKa3Ba, ue 3a MepHoJ OT 7 IHH Cjie]] BTopaTa 103a uMa okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiHy 10HOMIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excrio3uus. B apyro npoyusane 3a nepuog ot 28 nHu ciel Bropara go3a uMa 0,56 (95%
AU: 0,37 - 0,74) moreiauTeHE cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-rouITHE IOHOIIN U
MBKE, B CpPaBHEHHE C XOpa 0€3 eKCIO3ULIHSL.



OrpaHuYeHH JaHHHU TI0Ka3BaT, Y€ PUCKBT OT MUOKAPIUT U IIEPUKAPAUT clie BakcuHausa ¢ Comirnaty
TIPH JIeTla Ha BB3pacT oT 5 70 11 roauHu u3riex/ia mo-HuChK, OTKOJIKOTO MPHU T€3H Ha BH3PacT OT 12
1o 17 ronuHu.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHHN PEAKITHH

Cro0ImaBaHeTo Ha IMOI03MPaHN HEXKEJIaHHM PEaKIIMU ciie]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIDKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JIeKapCcTBeHUS NPoAyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChoOIIaBaT BCAKA
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYEHA B
[punoxenue V U 1a BKIIOYAT MAPTUIHAS HOMED, aKO € HaJTUYeH.

4.9 Ilpepo3upane

Wma Hanu4YHU TaHHY 32 TPEeIo3UpaHe MpH 52-Ma YYaCTHUIM, BKIFOYEHH B KITIMHUYHOTO U3IUTBAHE,
KOUTO TIOPaJIX TPEIIKa B pa3pekaaHeTo ca noaydwiu S8 mukporpama Comirnaty. Bakcuaupanute He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WITH HEXKEIaHU PEaKIIHH.

B cnyyait Ha ipeno3upaHe ce mpernopbuBa MPOCIE/IBaHEe HA KU3HECHUTE (DYHKITUH U BH3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. DAPMAKOJIOI'MYHU CBOUCTBA

5.1 ®apmakoauHAMU4YHU CBOWCTBA

dapmakoTepaneBTU4HA rpyna: BakCUHH, Apyru BupycHu Bakcunu, ATC koza: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxkneosuano momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTMITAIHH
HAaHOYAaCTHLN, KOETO MO3BOJIABA JOCTaBsIHETO Ha Hepemunupama ce PHK B kinerkure
TOCTONPUEMHHLIY, 32 1a HACOUYH MpexogHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTanusra Ha Te3U JBE aMUHOKUCEIMHU J0 MPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IPOM3BOCTBO Ha HEYTPAIM3UPAIM aHTUTENA, TaKa U KIIEThUYEH UMYHEH OTTroBOp KbM S (Spike)
aHTUTEHA, KOETO MOJKe JIa JToTprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAIIMOHATHO, PAaHAOMHU3NPAHO, IJ1aie00-KOHTPOINPAHO,
3acienceHo 3a Habmroaarens nmpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CENCKIUS Ha
KaHIU/IaTH 32 BaKCHHA U e(hUKACHOCT IIPH yYaCTHHUIIM Ha Bb3pacT 12 u moBeye roguHM.
PanmoMuzanmsiTa € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- o 55-rogumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpynara

> 56 roguan. OT MpOydYBaHETO ca U3KIFOYCHN YYaCTHHIU, KOUTO Ca UMYHOKOMITIPOMETUPAHU, H
YYaCTHHIM € TPEIUIIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YYaCTHUIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00JsBaHe, ONPeAeIIeHO KaTo 3a00IIsBaHe, KOETO HE
HaJiara 3HauMMa MPOMSIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJAMMIN MPEIU BKIFOUBAHETO, KATO YUYACTHHIIY C M3BECTHA CTAOMIHA MH(PEKIINS C YOBCIIKH
umyHoaedunuter supyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Ecduxacrocm npu yuacmuuyu na évzpacm 16 u nogeue 200unu — cieo 2 0o3u

B gacrra aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 noemspu 2020 .,
npubnuzutenso 44 000 yyactHHLIN ca paHAOMHU3MpPaHH OPAaBHO U TpsOBa aa nmomydat 2 no3u nPHK
BakcuHa cpery COVID-19 unu miane6o. AHaIU3bT 3a €PUKACHOCT BKIIIOYBA YYACTHULIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMKuTe Ha 19 mo 42 muu cien mhpBaTa BakcuHanys. [loedyero
(93,1%) BakcuHHMpaHU ca MOTYy4UIIU Bropata f03a 19 no 23 nuu cien dosa 1. [lnanupano e
ydacTHUIHTE Aa ObaaT npocneasBanu 10 24 mecena cien [{o3a 2 3a onieHka Ha 6e30mMacHOCTTa
epukacrHoctTa cperry COVID-19. B kMTMHUYHOTO MTpOyYBaHe OT YYaCTHHUIIUTE C€ € M3UCKBAJIO A
cbOM01aBaT UHTEPBAJ OT MUHUMYM 14 THY Npeau U ciell IPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHa, 3a Jia nosryyat win mianedo, win nPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
MPOyYBaHE OT YYACTHHUIIUTE C€ € M3UCKBAJIO /1a ChOII0AaBaT HHTEpBaJI OT MUHUMYM 60 THU TIpenu
WIN CJIe/l KaTO ca UM OMITH MIPUIIOKECHU KPbBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
MMYHOTTIOOYJIMHU B PAaMKHTE Ha BPEMETO 10 3aBbPILIBAHE Ha MPOYYBAHETO, 3a Aa MOIydaT WK
iane6o, wn nPHK Bakcuna cpemry COVID-19.

[lomynanusara 3a aHanu3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseye roguau (18 242 B rpynara ¢ n”PHK Bakcunara cpemy COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nanau 3a npenuinHa napexms cbe SARS-CoV-2 no 7 auu ciies BTopara
no3a. JlomeianTeHO MMa 134 yuacTHHIM Ha Bb3pacT Mexkay 16 u 17 rogunam (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miaune6o) u 1 616 yyactauu - Ha Bb3pacT 75 U
noeeue roaunu (804 B rpynarta ¢ uPHK Bakcunara cperry COVID-19 u 812 B rpynara ¢ miane6o).

K®bM MOMEHTa Ha MbPBUYHHUS aHAIH3 32 €PUKACHOCT YYACTHHIIUTE Ca MPOCIEASIBaHH 32 CAMIITOMH Ha
COVID-19 B npoabmkenue Ha 06110 2 214 yoekoroauuu B rpynara ¢ MPHK BakcuHaTa cpery
COVID-19 u 06110 2 222 40BEKOTOAMHHU B TpyIaTa ¢ 1miamneoo.

Hsima KITMHMYHO 3HAYUMHM Pa3IuKH B 00IaTa e(pUKaCHOCT Ha BaKCHHATA IPH YYACTHULM C PUCK OT
texka ¢popma Ha COVID-19, BKITIOYMTETHO Te3U ¢ | WM MOBEYE ChITHTCTRAINU 3200 IIBaHUS, KOUTO
yBeNMM4aBaT pucka ot Texxka opma Ha COVID-19 (mamnp. actma, uHnekc Ha tenecHara maca (UTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHS).

HHupopmarusaTa 0THOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabuia 2.

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus 1eH cien Joza 2 — nonyyanus, oneHuMa 3a epuxacHoct (7 1HH)

bpBa nosisa Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npenuinHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% JAN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
TOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBbpEHHTE CiTyyau ca ONpeIeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MoOBHIIEHA TeMIIepaTypa, HOBOTIOSIBHJIA

CE WJIN 3aCHJIeHa KallUTAIIA, HOBOMOSIBUII C€ WJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKyJIUTE, HOBOTIOSIBHJIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JUAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHY JaHHU (TIpeay 7-Mus JIEH Clie]
nocJie/iHara 7103a) 3a MuHana nadekius cbc SARS-CoV-2 (1.e. otpunartensu 3a aururena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3anna HaTpuBka] Ha Busurtu 1 u 2) u ¢ oTpuiatenex pe3ynrar
ot NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIaHUPaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

N1 = Bpoii yyacTHHIM, OTTOBAPSILM Ha ONPEAEICHUETO 3a KpaiiHaTa TOUKa.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YJacTHHIM BBB BCSIKA PUCKOBA IPyIa IO OTHOIIEHHE Ha KpaliHaTa To4uka. BpemeBusT nepuox 3a
HaTtpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus geH cnen J{o3a 2 no xpas Ha ieproa Ha HaOIioIeHAE.

r. n2 = 0poil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a eprkacHOCT HAa BakCUHATA € MOy4eH Ha 0azaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [I/ He € KopUrupaH 3a MHOXKECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHuunsITa Ha IbpBa MOsIBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yuacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0e3 JoKa3aTeNCTBa 3a
npenuirHa nHpekus cbe SARS-CoV-2.

JIOT'BITHUTEIHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa TTOKa3Ba CXOJIHH OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YIACTHULN ChC
CBITHTCTBAIIY 3a00JIIBaHMS, CBHP3aHH C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

W3BBpiIeHr ca akTyaln3upaHu aHAINM3U 33 €(PUKaCHOCT P HATMYMETO Ha TOITBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3aceNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBaIaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuma 3.

Taoauna 3: EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Jo3a 2, o Bp3pacToBH NOATPYNH — YYACTHULU €3 JaHHM 32 NpPeJUlIHA
undexuus cb¢ SARS-CoV-2* npenu 7-mus aeH cien Jlo3a 2 — nonysanus,
oleHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOIT
Ha MpocieasiBaHe

nPHK Bakcnna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Ciyuan Ciyyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)
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3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0OpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA

e KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBUJIA CE 3ary0a Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananm3a ca BKIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCSKA HETJIAaHUpPaHa BU3NUTA

npesu 7-must JeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B IOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TO4Ka.

B. OO nepuox Ha HaOmoenue B xwisyin (1 000) yoBekoroanHM 3a ajeHara KpaiHa To4Ka IpU BCHUYKH
YJacTHHIM BBB BCSIKA PUCKOBA IPyIIa MO OTHOIICHHE HA KpalHaTa To4YKa. BpeMeBHAT nepros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTy4deH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 roaunu: 0 B rpynata ¢ uPHK Bakcunara
cpeury COVID-19; 16 B rpynara c miare6o.

o

B akryanusupanuTe aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien Jo3a 2 B cpaBHeHHe ¢ mianebo e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuona, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMUHHpPAIIUTE TUPKYIUPAILH AMOBE MPH yYaCTHULXTE B MOIyJIanusiTa, OlleHMMa 3a e(pUKacHOCT,
chC Wi 0e3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’BJ'IHI/ITCJ'IHO AKTYAJIM3UPAHUTC aHAJIN3U 34 e(i)I/IKaCHOCT 10 MOATPYIIN MOKAa3BaAT CXOAHU TOYKOBHU
OIICHKH 3a e(i)I/IKaCHOCT B I'PyHNUTE 110 I1OJI, ETHUYCCKA NPHUHAJICKHOCT, reorpaQ)CKo IMOJIOKECHHUE U TIpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIA 3a00/I1BaHKs U 3aTIIBbCTABAHE, CBbP3aHU C BUCOK PUCK OT TCXKKa

¢opma vHa COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyajM3upaH aHaJU3 Ha BTOPUYHUTE KpailHU TOYKH 32 eUKacHOCT moakpens non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 3a yYacCTHHIM Che Win 0e3 npenumHa nHpekws cbe SARS-CoV-2 (Tabnumna 4), Teil KaTo
Oposr Ha ciyuante Ha COVID-19 nipu yuactHunm 6e3 npeauniaa uadeknus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3U NPH YYaCTHUIM Che MM Oe3 npeaniiHa nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nnane6o.

Ta6auma 4:  EdukxacHocT Ha BaKCHHATA — TbPBA MOsiBa Ha Texkka ¢opma Ha COVID-19 npu
YYaCTHHIU cbc MM 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6a3ara Ha
onpeieJieHUETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBata (Food
and Drug Administration, FDA)* caen Jo3a 1 uiam ot 7-mus xeH cien Joza 2 B
Nepuoia Ha MpocielsiBaHe Ha IIane00-KOHTPOJMPAHOTO IPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
nabaogenne (N2°%) nabroaenne (N2° (95% ")
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau caen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eIeHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
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crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UJTH 3aCHIIHIIA

Ce KaIUTHIa; HOBOIIOSIBIJI C€ MJIM 3aCHUIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIIM yBEIMUMIIA ce OOJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJIEHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texxka popma Ha COVID-19, kakro e onpeneneno ot FDA, e motspnen COVID-19 u Hannune Ha Hai-MaJKo

1 ot caenHure:

e  KiuHMYHM MpU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BaumBaHMs B MMHYTa, ChpJieuHa 4ecToTa > 125 ynapa B MUHYTa, KUCIIOpo/Ha caTyparus <93%
Ha CTaeH BB3AyX Ha MOPCKOTO PAaBHUIIE WIIM CHOTHOILICHUE HA apTEPUATHOTO MapIHaIHO HAJIsTaHe Ha
KUCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTemHa HEJOCTATHYHOCT [ONpeesieHa KaTo HyXk/a OT I0/IaBaHe Ha KUCIIOPOJI C BUCOK TOTOK,
HEUWHBA3MBHA BCHTUJIAMA, MEXaHUYHA BCHTUJIAWA UKW €KCTPAKOPpIOpaJIHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHM 3a IIOKOBO CHCTOSIHUE (CUCTONMYHO KpBhBHO Haisrane < 90 mm Hg, nuacTommaHo KPHBHO
Hamsrade < 60 mm Hg wim HyXIa OT Ba30mpecopn);

e 3naumMa ocTpa ObOpedHa, YepHOAPOOHA MIIM HEBPOJIOTHYHA TUCQYHKIIHUS;

e [IpuemaHe B OTIIENIEHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoit yqacTHHIIH, OTTOBapAIIM Ha ONPEACICHUETO 3a KpaiHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanHusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJII0JICHUE.

r. EdukacHoct, onienena Ha 6a3ara Ha Isiata HamnuHa (Moaudunupana intent-to-treat) momymnarwus ot
y4yactHUM, nosyunnu Jlo3a 1, 3a olieHKa Ha epUKaCHOCTTa, KOSITO BKJIIOYBA BCUYKU PaHIOMU3UPAHU
YYaCTHHUIH, TIOTYIMIA Hali-MaJaKoTo 1 103a OT H3MMTBaHaTa MHTECPBECHIIU.

n.  O6m meprox Ha HaOroneHue B xmwsian (1 000) 9oBeKOroAWHY 3a JaJicHaTa KpaifHa TOYKa MPH BCUYKH
YYaCTHHUIM BHB BCSIKA PECKOBA IPyIIa IO OTHOIICHHE Ha KpaliHaTa TOYKa. BpeMeBHAT IMeprol 3a HATPYIIBAHE
Ha ciyvad Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOICHUE.

e EduxacHocr, orleHeHa Ha 6a3arta Ha ITOMYJNIAIMATA, OIICHUMATa 3a e(h)UKacHOCT (Ha 7-MHUs JIcH), KOATO
BKJIIOYBA BCUYKH MOAXOOAIIN paHAOMU3UPAHU YUaCTHUIU, MTOJTYYHUIIM BCUYKH T03U OT U3IIUTBaHATA
HMHTEPBEHIIUS, KaKTO Ca PaHIOMHU3UPAHU B IIPEBAPUTEIIHO ONPEesIeHHs IIPO30peL, 0e3 APYrH ChIIECTBEHH
OTKJIOHEHHs OT MPOTOKOJIA, KAKTO € ONPEEICHO OT KIMHHIKCTA.

xk. OO nepuona Ha HabmoaeHue B Xuisian (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOuKa Py BCUYKH
YYacTHHUIIM BbB BCAKA PUCKOBA IpyIia 110 OTHOILIEHUE HA KpaliHaTa Touka. BpeMeBusT nepuos 3a HaTpynBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 kpas Ha TieproJia Ha HaOII0IeHHE.

Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu nmppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
POAB/KUTEITHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 maHHH 3a MPeIuIIHa HHPEKIN,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nosryani 1oiane6o. ToukoBara oneHka 3a eukacHoct e 100% (95% mosepurenen unrepsan 75,3;
100,0). IIpu yuacTHuIM cbc MU O€3 NaHHM 32 NpeauinHa nHpekuus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TI1a11e00.
ToBa chII0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaJlu3upaHy aHAIM3H 32 €PUKACHOCT ca HalpaBeHU MPH JOMbIHUTEIIHA IOTBHPICHU ClIyyal Ha
COVID-19, Bp3HuKHANIH IO BpEMe Ha 3aCJIETICHO I11ae00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
IpeacTaBisaBa 10 6 Mecena ciie 1o3a 2 B MOIMyJalusTa 3a e()uKacHOCT.

B aktyanuszupanus ananus 3a epukacHocT Ha [Ipoyusane 2 npu roHOImM Ha Bb3pacT 12 1o 15 roaunwy,
0e3 JaHHU 3a MpeauilHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHUIM, NOTYYHIN BaKCHHATA, U UMa
28 ciydast ipu 1 030 yuactauim, nonyumu iane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, Korato BapuaHThT Aji(a € JOMUHUPAIIHST
uupKynupan maM. [Ipu yuactHum cbe wim 0e3 1aHHM 32 npeauiiHa uapekuust nma 0 ciaydas npu

1 119 yyactaunu, nomyywnnu BakcuHata, u 30 cimydas npu 1 109 yvacTauim, nony4min miane6o.
ToBa ChIIO MOKA3Ba, Y€ TOUKOBaATA OlleHKa 3a eduxacHocT ¢ 100% (95% nosepuresen nnrepsan 87,5;
100,0).
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B IlpoyuBane 2 € mpoBeIE€H aHaIN3 HAa TUTPUTE Ha HEYTPAIN3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cien [o3a 2 npu u30paHa Ha CllydacH MPUHIIMII MOATPYIa y4aCTHHIINA O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHaja nHdexus cbc SARS-CoV-2 no 1 mecen cnen
Ho3a 2, cpaBHsBall 0TTOBOpa MPH IOHOIIN Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu

YYaCTHHUIM Ha Bb3pacT 16 qo0 25 rogunu (n = 170).

CHOTHOIIEHUETO HA CPETHO TEOMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacroBara
rpyna 12 no 15 rojauau cripsiMo Be3pacrosara rpyma 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CnenoBateHo € JOCTUTHAT KPUTEPHUSAT 3a HE M0-MaJika e()UKaCHOCT, KOMTO €
cboTHOLEHME 1,5 , Thil KaTo fosHaTa rpaHuna Ha 2-ctpanHus 95% JIU 3a cpeqHO reoMeTpUIHOTO
chOTHOILIEHHE (geometric mean ratio, GMR) e > 0,67.

HMVHOZ@HHOCW[ npu y4acmruyu Ha evb3pacm 18 u noseue 200unu — cieo 6VCW£€D 003a

EdexruBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OILICHKA Ha TUTPUTE Ha
HeyTpanusupanure anturena cpenry SARS-CoV-2, HamansBaniu BUpycHaTa akTUBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa npoyuBane Oyctep Jo3arta € IpuIoKeHa 5 10

8 meceria (Meauana 7 Mecelia) cieq Bropara a03a. B [Ipoyusane 2, ananusure Ha NT50 1 mecery cien
OycTep mo3ara, CpaBHSABAHH C Te3W | Mecell clie/] MbpBUYHATa Cepus, TIPH JIKIa Ha BB3pacT 18 mo

55 ronunu 6€3 cepoNOrHYHH WIIM BUPYCOJIOTHYHH JaHHU 3a MUHaia nHpexkus cbc SARS-CoV-2 no
1 mecen cien OycTep BakCHHALMS [TOKa3BaT He MO-MaJika e(pUKacHOCT 10 OTHOILLIEHHE KaKTO Ha
cperHo reoMeTpuaHOTO choTHOMeHNEe (GMR), Taka u Ha pa3juKaTa B CTEIIEHTa Ha CEPOIOTHUEH
o1roBop. CeponornyHusAT OTTOBOP IPH €IUH YYACTHHUK CE ONPEnesis KaTo MOCTUTaHe Ha > 4 IbTH
nosuirenue Ha NT50 oT n3xoaHo HUBO (TIpeu MbpBUYHATA ceprs). Te3u aHamu3u ca 0000IeHH B

Tabimmna 5.

Taéauua 5: Tecr 3a neyrpaausanus Ha SARS-CoV-2 - NT50 (tutbp)' (SARS-CoV-2
USA_WA1/2020) — cpaBaenune Ha GMR u ceposioruunusi oTroBop 1 Mecen cien
Oycrep n03a cipsimo 1 Mecell cjiel TbPBUYHA CepUsl — YYAaCTHULM HA Bb3pacT 18 1o
55 ronunau 0e3 1aHHu 32 HHPeknus A0 1 Mecelr ciex dycrep 03a* —momyJauus,
OLlEHMMA 32 MMYHOT€HHOCT Ha OycTep j103a*

1 mecen ciien

oycrep no3a/- | IlocTturnara
1 mecen ciaen | 1 mecen cjiex | meJI 3a He IO-
1 mecerr ciien IbPBUYHA IbPBUYHA MaJIKa
oycrep a03a cepusi cepusi epuxacHocT
AHajan3 N (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpeano
reoMeTpuYeH TUTHP
Ha
HeyTpaJu3upammre
aHTHTEJIA,
HAMAJISABAL
BHpYCHATA
akTuBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2128 (2202,6; 2760,8) | (656,2; 858,6) (2,77; 3,90) Jr
CreneH Ha
CepoJIOTHYeH
otrosop (%) npu
TUTHP HA
HeyTpaJu3nupammre
aHTHTEJA,
HAMAJISABAL 199¢ 196¢
BHpYCHaTa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200" (97,2%; 100,0%) |(95,0%; 99,5%)| (-0,7%; 3,7%>) "

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpudeH TUTHP; LLOQ = nosHa rpaHMIia Ha KOJIMYECTBEHO OnpeesiHe; N-CBbp3Balll = CBbP3BAalll
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HykieonporenHa Ha SARS-CoV-2; NAAT = tect 3a amrummgukanus Ha HykjaenHoBH kucenuHu; NTS50 = tursp
Ha HEYTPaJIU3UPAIINTE aHTUTENIa, HaMaJIsBalll BUpycHaTa akTuBHOCT ¢ 50%; SARS-C0V-2 = TeXBK OCTBP
pecnpaTopeH CHHIApoM KopoHasupyc 2; JI/H = na/ne.

T SARS-CoV-2 NT50 e onpenernen ¢ mOMOIITa Ha TECT 32 MUKpoHeyTpanu3amus Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3non3Ba GpayopecleHTeH PEnopTep BUPYC, MOTyUeH OT Iama

USA _WA1/2020, u BUpycHaTa HEyTpalu3alys Ce OTYNTA BBB Vero KieThuHu MoHocoeBe. NT50 Ha

poOuTe ce onpeaes KaTo peluIpoOYHOTO CEPYMHO paspexaane, npu koeto 50% ot Bupyca ce

HEeyTpaJlu3upa.

B ananmza ca BKIIOYEHU y4acTHUIHU O€3 CEpOoJIOTHYHM WIIM BUPYCOJIOTHYHH JaHHU (10 1 Mecen cien OycTep

no3a Comirnaty) 3a MmuHana nHpekuus cb¢ SARS-CoV-2 (1.e. orpunarennu 3a N-CBbp3Bally aHTUTENA

[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT

(Ha3anmHa HATPWBKA) MPH BCSAKA HEIUIAaHWPaHa BU3UTA 10 | Mecer cirex OycTep mo3a.

Benukn mopxoasmuy y9acTHUIHM, OMyqnin 2 1o3u Comirnaty, KakTo ca paHIOMH3UPaHU ITbPBOHAYAIIHO, C

npuioxena J[o3a 2 B paMKUTE Ha MPEIBAPHUTEIHO OTPeAeIeHNUs po3opetl (B pamkute Ha 19 1o 42 mau cien

Hoza 1), momyunnu 6ycrep no3a Comirnaty, ¢ moHe | BaluaeH W ONpPEAEIeH Pe3ynTar 32 IMyHOTE€HHOCT

ciient Oycrep 103a IpH B3eMaHe Ha KPbB B PAMKUTE Ha MOAXOSII MPo30pel (B paMKHTe Ha 28 10 42 1HH

ciient Oycrep no3ara) ¥ 0e3 JpYrH ChLIECTBEHH OTKJIOHEHHUS OT MPOTOKOJIA, KAKTO € ONPEENICHO OT

KIMHULIUCTA.

a. n = Opoi yYaCTHHIIM C BIW/IHU U SICHU PE3YNITATH OT TECTa U B IBETE BPEMEBU TOUKH 33 B3eMaHe Ha 1poda
B PaMKHTE Ha OIIPEeNICHH TPO30PeLl

6. GMT u 2-ctpannute 95% JIU ca n3umncneHn upe3 cTeNeHyBaHe HA CpeIHATa JOTApUTMUYHA CTOHHOCT Ha
tuTpute U choTBeTHUTE [IU (Ha G6azata Ha t-pasnpenenenuero Ha Student). Pesynrarure ot aHanuza moja
LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% AU ca n3umcieHy 4pe3 CTENEHYBaHE HA CPEIHATA PA3JIMKa B JIOTAPUTMUUHUTE
CTOMHOCTH OT aHanm3a u ckoTBeTHUTE JIU (Ha Gasara Ha t-pasnpeneneHuero Ha Student).

r. He no-manka edukacHocT € gekIapupana, ako A0JIHaTa rpaHuna Ha 2-ctpannus 97,5% I 3a GMR e
> (0,67 u ToukoBaTta orenka 3a GMR e > 0,80.

J. N = Opoii y9aCTHHIM C BAJIMAHU U SICHU PE3yJITaTH OT TECTA 3a MOCOYEHHS aHAIM3 HA U3XO/HO HUBO, 1 Mecer
ciex Jlo3a 2 u | mecen cien Oyctep Jo3aTa B paMKHUTE Ha ONpeesieHns po3opell. Te3u cToifHoCTH ca
3HaMEHATENN TIPH MPOICHTHUTE N3YNCIICHNUS.

e. Opoif yJaCTHHUIN CHC CEPOIOTHYEH OTTOBOP 32 JIaICHUS aHAIN3 MIPH JaJeHaTa 103a/BpeMeBa TOUKa 3a
B3emaHe Ha npoba. Touen 2-ctpanen /I, 6a3upan Ha meTona Ha Clopper u Pearson.

. Pasiuka B ChOTHOIIEHHSATA, U3pa3eHu Kato nporueHT (1 Mecerr cien Oycrep mo3a — 1 mecen cien J{o3a 2).

Kopurupan 2-crpanen I na Wald 3a pa3nikara B CbOTHOLIEHHSITA, U3pa3eHa KaTo IPOLICHT.

He mo-manka edukacHoCT € Aexiapupana, ako JoHATa TpaHuNa Ha 2-ctpaHHus 97,5% [ 3a npomneHTHaTa

pasnuka ¢ > -10%.

I+

= w

Omuocumenna epukacHocm Ha 6aKCUHAMA NPU YYACmHUYY Ha 6b3pacm 16 u noseye 200uHu — cieo
bycmep 003a

B enun MexauHeH aHanm3 3a edukacHOCT oT [IpoyuBane 4, Turae00-KOHTPOIUPAHO MPOYIBAHE C
NpUIIoKeHUe Ha OycTep 103a, mpoBeaeHo npu npudausurenano 10 000 ygactHHIM Ha BB3pacT 16 u
noBeve roguHu, Habpanu ot [IpoyuBane 2, ca oLleHeHN TaHHHM 32 TOTBBpAeHH cinydan Ha COVID-19,
HaTpyIaHU Hali-paHo OT /-MHMs A€H ciell OycTep BaKCHHALMATA J0 JaTaTa Ha 3aK/II0YBaHe HA JaHHUTE
5 oktomBpu 2021 T., TOBa Cce SABSBA IMEPUOJT HA TIPOCIEASIBAHE ClIes OycTep /103a ¢ MearnaHa

2,5 mecena. byctep nosara e npunoxkena 5 no 13 mecena (menuana 11 mecena) ciex Bropara 103a.
OrneHeHa e ehMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUIHATA CEPUS
B CpaBHEHHE C IpylaTta ¢ 1anedo BMecTo Oycrep 103a, oJydusia caMo IIbpBUYHATA CEPUS.

HudopmanusaTa 3a OTHOCUTENHATA e(UKACHOCT Ha BAKCHHATA TPH YYACTHHUIIM HA BH3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OTtHocHTeHATa e(UKACHOCT HAa BAKCHHATA MTPU YYACTHHIIU ChC M 0€3 JaHHU 3a MPEIUIITHA HHPEKIIHS
cbC SARS-CoV-2 e 94,6% (95% noseputenen uarepsai 88,5% no 97,9%), mogoOHO Ha Tasw,
HaOJIro/1aBaHa MPY YYaCTHHUIM Oe3 JaHHM 3a TpeInIIHa HHPEKIUs. BposT Ha MEPBUYHKTE CITy4an Ha
COVID-19, na6monaBanu oT 7-Mus JieH ciiej| OycTep BakCHHAIMTA, € 7 B Tpynara ¢ Comirnaty u
124 B rpynara c mnaue6o.
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Ta6auna 6: EdukacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus JeH cjien
O0ycTep BAaKCHHALMA — YYACTHUIM HA Bbh3pacT 16 U noBeye roaunu 0e3 JaHHU 3a
HH(peKIUs — MONyJIalus, ONeHnMa 32 epUKACHOCT

II'spBa nosia Ha COVID-19 ot 7-Mus neH cijieq 6ycrep 1032 IPU yYACTHUIM 0e3 JaHHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*

Comirnaty Inane6o
N2=4 695 N2=4 671
Ciayvan Cayyan OTtHocHuTeTHA
n1% n1® eduracHocT Ha
Bpeme Ha Haononenune® | Bpeme Ha HaOmoneHue® BakcuHata" %0
(n27) (n2") (95% JAU°)
ITbpBa nosiBa Ha
COVID-19 ot 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCHHAIHS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieH: Ype3 MoIMMepa3Ha BepIKHa peakys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE I 3aCHIIHIA

Ce KaIlUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUIIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIJIM yBEIMUMIA ce 0OJKa B

MyCKmeTe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MUPWC; BB3MAJICHO I'bPJI0; AUAPHS; IOBPHIIAHE).
B ananu3a ca BKIFOUCHH YYaCTHHITU 0€3 CEPOIOTUYHU M BUPYCOJIOTHYHH JaHHU (TIPEAU 7-MHUS JCH CIIC]T
Oyctep BakcuHaNuUATa) 3a MuHaia uHpekiwms cb¢ SARS-CoV-2 (T.e. oTpHLATETHH 32 aHTHTENA C
N-cBbp3BaHe [cepym] Ha Busura 1 u nHeotkputr SARS-CoV-2 ¢ NAAT [HazanHa HatpuBka] Ha Busnuta 1 uc
orpunatencH pe3ynratr or NAAT [Ha3anHa HaTpuUBKa] MPH BCAKA HETUTAHHUpPAHA BU3UTA TIPEIU 7-MHUS JICH
ciesi OycTep BaKCHHAIIUATA).

a. N = bpoii yuacTHULIM B IOCOYEHATA IPyMa.

nl = Bpoii yyacTHULIM, OTrOBapsILK Ha ONPEJEIICHUETO 3a KpaliHaTa TOUKa.

B. O0m neprox Ha HabmroneHne B xwsian (1 000) woBexoroanHu 3a JaeHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIIM BBB BCSIKA PHCKOBA TPYIa IT0 OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-mus neH ciiex Oyctep BaKCHHAIIUATA 0 Kpasi Ha IEpHo/ia Ha HAOMIOJCHHE.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIIICHNE HA KpaifHaTa TOYKa.

. OtHocuTeNHa epUKACHOCT HA BAaKCHHATA B Tpymata ¢ Oycrep jo3a Comirnaty B cpaBHeHue ¢ miaiebo
rpynara (6e3 Oycrep 103a).

e. JlByctpanuusT noseputenicH uatepsai (1) 3a oTHOcUTEIHA €PUKACHOCT HA BAKCHHATA € MOJYYCH Ha Oazara
Ha Metoza Ha Clopper u Pearson, kKopurupas 3a BpeMeTo Ha HaOJIr0IcHHE.

o

HUmynozennocm na 6ycmep 003a cied nbpeuyHa 6aKCUHAyUs ¢ 0py2a paspeuiend 3a ynompeba
sakcuna cpewy COVID-19

U3BoauTe 1o oTHOLIEHNE Ha epeKTUBHOCTTA Ha OycTep no3a Comirnaty (30 pg) npu nuna,
3aBBPIIMIM IbPBHYHA BAKCHHAIIMS C Apyra pa3pelleHa 3a ynorpebda BakcuHa cpemry COVID-19
(xereponokHa OycTep A03a), ce€ OCHOBABAT HA JAHHUTE 32 IMYHOT€HHOCT, MTOJTy4YeHH OT HE3aBUCHMO
OTKPHUTO KJIMHUYHO npoyuBane (paza 1/2 na Hanmonanuure 3apasau unctutytr (National Institutes of
Health, NIH) (NCT04889209), mpoBezero B CheIUHEHHUTE IATH. B TOBa Mpoy4YBaHe BH3PaCTHH
(mmamnazon 19 mo 80 rogwHM), KOUTO ca 3aBBPIIMIH TEPBUYHA BAKCHHAIIASA CHC CEPUS OT 2 03U
Moderna 100 pg (N = 51, cpenna Bp3pact 54+17), equnnuna go3a Janssen (N = 53, cpeana Bp3pact
48+14) unu cepus ot 2 no3u Comirnaty 30 pug (N = 50, cpenna Be3pact 50+18) Haii-manko

12 cepMuIM ipeid BKIFOYBAHETO UM B IMMPOYYBAHETO U B aHAMHE3aTa Ha KOUTO HE ce ChOoOIIaBa 3a
uHpeknus cbc SARS-CoV-2, ca momyumnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty naaynupa yBenndasane Ha GMR Ha TuTpute Ha HeyTpanuzupamre anturena 36, 12 u 20
IIBTH CHOTBETHO CIIe] IbPBUYHKTE 103K Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHaus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneto CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHAus ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHU yUaCTHUIH (C MEIHaHA
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTUICH Anana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cpemry COVID-19 na AstraZeneca, niceBaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
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THTPHUTE HA HEYTPATU3MPAIIUTE aHTUTEIIA ce yBeardaBa 21,6 IbTH ¢ TIPUIIAraHETO Ha XETEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

Hmynoeennocm npu yuacmuuyu va 8vb3pacm> 55 2o0unu — cred dycmep 003a (vemsvpma 003a)

Comirnaty (30 ug)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E) 305 yuactHum Ha BB3pact
> 55 roauuu, 3aBspimIn cepust oT 3 mo3u Comirnaty, ca moixyumnu Comirnaty (30 ug) xato 6ycrep
no3a (qeTBbpTa 103a) 5 mo 12 mecena cnex Jlo3a 3. 3a maHHWTE OT MOATPYIIATa 32 UMYHOTEHHOCT

BokTe Tabmuna 7.

Umynozennocm npu yuacmuuyu na evzpacm 18 0o <55 coounu — cneo 6ycmep 0oza (vemsvpma

0oza) Comirnaty (30 pq)

B Iomanpoyusane D [moarpyma ot Ilpoyusane 2 (Pa3a 3) u IlpoyuBane 4 (Paza 3)] 325 yuacTHuUIM
Ha BB3pacT 18 o < 55 roauum, 3apbpiumnm cepust ot 3 go3u Comirnaty, ca momyqwmmu Comirnaty

(30 pug) xato Oycrep a03a (deTBbpTa 103a) 90 10 180 muu cneq Jo3a 3. 3a maHHKUTE OT MOATPyNarTa 3a
UMYHOTEHHOCT BIDKTE Tabima 7.

Tabauna 7. O0001meHn JaHHU 32 UMYHOTeHHOCT OoT yuacTHuuu B [loanpoyuBane D nHa
npoyusane C4591031 (mpJjiHa pa3mmpeHa rpyna Ha koxopra 2) u [loanpoyusane E
(moarpymna 3a HMYHOT€HHOCT Ha pa3lIMpeHaTa Koxopra), moayuuu Comirnaty
30 pg kaTo OycTep (4eTBBHPTA 4032) — YHACTHUIU 0e3 AaHHH 32 HHeKIus 10
1 mecerr cJie OycTep 1032 — MOMYJIAIMS, OLIEHHMA 32 HMYHOI'€HHOCT

Jo3za/
BpeMeBa TOYKA
3a B3eMaHe Ha

HoanpoyuBane D
(BB3pacT 18 1o
< 55 rogunn)

HoanpoyuBane E
(BB3pact > 55 rogunn)

npooa* Comirnaty 30 ug Comirnaty 30 ug

GMT GMT
GMT NS (95% ") N® (95% aun")
Tect 3a 1/npenu 315,0 67,5
HEyTpaTu3aius Ha BaKCHUHAIUATA 226 (269,0; 368,9) 167 (52,9; 86,3)
SARS-CoV-2-
Omicron BA.1 - NT50 1063,2 455,8
(TuTBp) 1/1 mecent 228 (935,8; 1207,9) 163 (365,9; 567,6)
Tect 3a 1/npenu 3999,0 1389,1
HEyTpalInu3aliis Ha BaKCHHAIIATA 226 (3529,5; 4531,0) 179 | (1142,1; 1689,5)
SARS-CoV-2 -
pedepenteH mam — 12009,9 5998,1
NT50 (tutsp) 1/1 mecent 227 | (10744,3;13424,6) | 182 | (5223,6; 6887,4)
CreneH Ha
CepoJIOru4eH OTroBOP
Ha 1-Bus Mecel cJieq n* (%) n* (%)
Jo3a 4 N® (95% JIN°) N® (95% JIN°)
Tecr 3a
HEyTpaNu3aIus Ha
SARS-CoV-2 -
Omicron BA.1 - NT50 91 (40,3%) 85 (57,0%)
(THTBp) 1/1 mecent 226 (33,8; 47,0 149 (48,7, 65,1)
Tecr 3a
HeyTpaju3alys Ha
SARS-CoV-2 -
pedepenteH mam — 76 (33,8%) 88 (49,2%)
NT50 (tutsp) 1/1 mecent 225 (27,6; 40,4) 179 (41,6; 56,7)
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Coipauienus: JJU = nosepurenen untepsan; GMT = cpenno reomerpuder Tuthbp; LLOQ = nonHa rpanuia Ha

KOJIMYECTBeHO onpezensiHe; N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NAAT = tecr 3a

aMIMuKanus Ha HykinernHoBH kucenuad; NT50 = TuTbp Ha HeyTpanu3UpalUTe aHTUTEla, HaMalIgBalll BUPYCHATA

akTuBHOCT ¢ 50%; SARS-COV-2 = TexbK OCTBp PECIUPATOPEH CHHAPOM KOPOHABUPYC 2.

3abenexka: Menuanata Ha Bpemeto oT J{o3a 3 1o J{o3a 4 ma Comirnaty 30 pg e 4,0 mecena B Koxopra 2 Ha

IMoampoyusare D u 6,3 mecena B pasmmupenara koxopra Ha [Toanpoyusane E.

3abenexka: [IpnHa pasmmpena rpyna B [Tloanpoyusane D = KoxopTa 2 ¢ u3kitoueHne Ha KOHTpoJIHATa rpyma; [loarpyma 3a

nmyHorenHocT B [Toanpoyusane E = npon3Bonna n3Bagka ot 230 y9acTHHIM OT TPYIHTE BAKCHHUPAHH, M30paHU OT

pasImIpeHara Koxopra.

3abenexka: B aHanu3a ca BKIIOYEHH y4aCTHHIM 0€3 CEpOIOTMYHH WM BUPYCOJIOTHYHHU JaHHHU (IPEAN B3EMAHETO Ha KPhBHA

mpoba Ha 1-Busi Mecel] clie/l BAKCHHALMATA B IPOYYBAaHETO) 32 MuHaa uHpekuus cb¢ SARS-CoV-2 (1.e. oTpunarensu 3a

anTuTena ¢ N-cBbp3BaHe [cepyM] Ha BU3UTHUTE 33 BAKCHHAIMS B MPOYYBAHETO U | Mecel ciiel] BAKCHHALUATA B IPOYYBAHETO,

¢ orpunareinet pesynrar o NAAT (Ha3aiaHa HaTpHUBKA) Ha BU3NUTATA 332 BAKCHHALWS B IIPOYYBAHETO M Ha BCAKA

HeIUTaHWpaHa BU3WTA IIpeii B3eMaHeTO Ha KpbBHA IIpo0a Ha 1-Bus Mecell clie]] BAKCHHALUTA B IIPOYYBAHETO), KaKTo U 0e3

anamHe3a 3a COVID-19.

3abenexxka: CepoJIOTHYHUSAT OTTOBOP ce Ae(UHIPa KaTo NOCTUTAHE > 4 IITH ITOBUILICHUE OT U3XOIHO HUBO (IIpeau

BaKCHHALMATA B IPOYYBAHETO). AKO CTOHHOCTTA ITPU U3MEPBAHETO Ha M3XOIHOTO HUBO € mox LLOQ, croitHocTH

>4 x LLOQ cnen BakCHHAIMATA C€ CYUTAT 33 CEPOIOTUIEH OTTOBOP.

a.  OmpezeneHo MO MPOTOKOJ BpeMe 3a B3eMaHe Ha KPbBHH IpoOu.

6. N =0poit yyacTHHIHU C BaJMIHU U SICHH PE3yNTAaTH OT TECTA 32 IIOCOYCHHSI aHAIIN3 B Ja/IeHAaTa BpeMeBa TOUKa 3a
B3EMaHe Ha Ipooa.

B. N =0poii yuacTHHIM C BAJIMHHM | SICHU PE3yJITaTH OT TECTA 3a MOCOUCHHUS aHAIN3 KaKTO BBB BpeMeBaTa TOUYKa IpeH
BaKCHHAIMATA, TaKa U B J]aJieHaTa BpeMeBa To4YKa 3a B3eMaHe Ha Ipooa.

r. GMT u 2-ctpannute 95% /1Y ca n3unciaeHy upe3 CTENEHyBaHe HA Cpe/iHAaTa JIOTapUTMUYHA CTOMHOCT HA TUTPUTE U
cporBetHUTE /I (Ha 6a3ara Ha t-pasnpenenenuero Ha Student). Pesynrarure ot ananusa mox LLOQ ca 3amanenu karo
0,5 x LLOQ.

I. N =0poi y4aCTHUIN ChC CEPOJIOTHIEH OTTOBOD 3a AAACHMS aHAIW3 IPH JafeHaTa BpeMeBa TOUKa 3a B3eMaHe Ha Ipooa.

e. Touen 2-crpanen JIU, 6a3upan Ha metoaa Ha Clopper u Pearson.

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.

Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

52 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHH TO31 33 X0pa
BEJIHBXK CEIIMUYHO, TEHEPHPAIIN OTHOCUTEIIHO BUCOKH HHUBA TIPH ILTHXO0BE TIOPAIH PA3IHUHUITA B
TEJECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEIIMYaBaHE Ha
0ennuTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM HA Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aIl¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku eextu ca Ounu odpaTumu.

I'enorokcuuHOCT/ KaHIICPOrCHHOCT

He ca mpoBexxanu npoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.
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PenponykTuBHA TOKCHYHOCT

PenponykTrBHATa TOKCHYHOCT U TOKCHYHOCTTA 32 Pa3BUTHUETO Ca W3CICABAHU NPH ILTHXOBE B
KOMOMHHpaHO MpOoy4YBaHe Ha (epTUIINTETa U TOKCUYHOCTTA 33 Pa3BUTUETO, TpU KoeTo Comirnaty e
HpUIarad HHTPAMYCKYJIHO Ha )KEHCKHM IUTbXOBE Ipeau Yu(TOCBaHE U IO BpeMe Ha recTanus
(momy4aBaiy 4 HIHU 103U 3a X0pa, TeHepHpaIi OTHOCUTEITHO BUCOKH HUBA IPH IUTHXOBE ITOpaIu
pasnuyuATa B TEJIECHOTO TETJI0, B IIepHoaa Mexay IeH 21 npenn undToCBaHETO U recTallHOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanusupany antutena cpenry SARS-CoV-2 uma npu :KUBOTHHTE
MaiKH OT nieproia npeau YudToCBaHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
npu ¢erycute U nokoneHnero. Hsama cebp3anu ¢ BakcuHata eeKkTy BbpXy hepTuiinTera,
OpeMeHHOCTTa WK eMOpro(eTaTHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJeHHETO. JIuncBaT naHHu 3a
Comirnaty 0THOCHO TIPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATa B MIISIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTmi)azaneanm )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanermnaneramug (ALC-0159)
1,2-nucreapou-sn-riunepo-3-pocdoxonuu (DSPC)

Xodgectepon

Kanues xnopug

Kamues nuxunporendocdar

Harpues xnopun

HunatpueB gocdar auxuapat

3axapo3za

Bona 3a nmxeknuu

Hatpues xuapoxcuy (3a kopekius Ha pH)

XmopoBoAopoaHa KrcenuHa (3a Kopeknus Ha pH)

6.2 HecbpBMecTUMOCTH

To3u JiekapcTBEH MPOAYKT He TPsiOBa Jia ce cMecBa C IPYTH JICKAPCTBEHHU MPOYKTH, C U3KITIOUCHHE HA
[IOCOYEHUTE B TOUYKA 6.6.

6.3 Cpok Ha rogHocT

HeotBopen duakon

3ampasen aakon

18 meceria, korato ce chxpansiea npu -90°C mo -60°C.

B pamkute Ha 18-MeceyHHs CpOK Ha TOTHOCT HEOTBOPCHUTE (DIIAKOHU MOXKE J1a CE ChXPaHsBAT U
Tpancnoptupart mpu -25°C no -15°C 3a eqHOKpaTeH EPHUO 10 2 CSAMUITH, CIIe]] KOSTO MOXKE JIa Ce
BBPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C.

Koraro ce cpxpansBart 3ampazenu npu -90°C no -60°C, onakoBkute cbe 195 (akoHa BakcrHaA MOTat
na ce pasmpassr mpu 2°C 1o 8°C 3a 3 yaca, a eTMHUYHU (JIAKOHU MOT'aT Ja Ce pa3MpassT P CTaliHa

temneparypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen praxon

1 mecen npu 2°C o 8°C B pamkute Ha 18-MeceuHHs CpOK Ha TOAHOCT.

B pamkute Ha 1-MecedHus cpok Ha FOJJHOCT IpH yCIoBUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpaHCIIOPTHUPAHE MOXKE JIa C€ MU3IOI3BaT 10 48 Jaca.

[Ipenun ynotpeda HEOTBOpEHHAT UIAKOH MOXKeE J]a c€ ChXpaHsBa 10 2 yaca Ipu Temneparypa 1o 30°C.
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C pasMpazenute GIakoHU MOKE Jia ce paOOTH B YCIIOBHSI HA CTaiiHA CBETIIHHA.
Cuaen pa3mpassiBaHe BAKCMHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmkKJIOHEeHUA ced u3Baxncoane om d)pu3epa

JlanHuTE 3a CTAOWMITHOCT MTOKA3BaT, Y€ HEOTBOPSHUAT (DJIAKOH € CTa0WIICH J0:

. 24 gaca, KOraTo ce ChbxpassBpa IpH temieparypa ot -3°C go 2°C

. 001110 4 gaca, koraTo ce chxpaHsaBa mpu temrneparypa ot 8°C mo 30°C; ToBa BKIIIOUBa 2-Ta Jaca
pu Temreparypa 10 30°C, onricaHu 1mo-rope

Tasu I/IH(l)OpMaI_II/I}I € MpcaHa3Ha4YCHa Ja YI'bTU MCAUIHUHCKUTC CIICHUATIUCTHA CaMO B cnyqaﬁ Ha
BPEMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

Tpancgep na 3ampazenu aakonu, Coxpanasany npu cepvxuucka memnepamypa (< -60°C)

. [InuTkuTe KYyTHH ¢ QIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaZIEHH OT ChXPAaHEHHE B 3aMPA3€HO ChCTOSHHUE MIPU CBPBXHICKA Temrepatypa (< -60°C),
MOTarT Jla OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [nutkuTe KyTHH ¢ IAKOHU, HA KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
mo-Manko ot 195 ¢uakona, cien KaTo ca U3BaJACHU OT ChXPAHCHUE B 3aMPa3eHO ChCTOSIHUE TIPU
CBpBXHHCKA Temmeparypa (< -60°C), Morart n1a ocranat Ha Temmeparypa 1o 25°C He moBede oT
3 MHUHYTH.

o Crnen kaTto KyTUUTE ¢ (JIAKOHU C€ BbPHAT 00OPAaTHO 32 ChXPAaHCHHE B 3aMPa3eHO ChCTOSHUE CIIE]T
eKCIO3UIMsl Ha Temreparypa 10 25°C, Te TpsOBa Jla OCTaHaT Ha ChbXPaHEHHE B 3aMPa3eHO
CHhCTOSTHUE B MPOJBIDKCHUE Ha HAl-MaJIKko 2 Yaca, MPEIX Ja MOTaT Ja ObJaT U3BaJICHU OTHOBO.

Tpanceep na sampaszenu paaxonu, cvxparasanu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTostHue (-25°C no -15°C), morar jga ocTaHaT Ha
TeMmreparypa a0 25°C He nmoBeue OT 3 MUHYTH.

o [MnutkuTe KyTHH ¢ hIAKOHU, HA KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca W3BaJICHU OT ChbXPAaHEHUE B 3aMPa3CHO ChCTOSHUE
(-25°C mo -15°C), morat ga ocraHar Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Criet KaToO BEJJHBK J1a/icH ()JIaKOH € U3BAJICH OT IUTMTKAaTa KyTHs ¢ (JIaKOHU, TOH TpsiOBa J1a ce
pasmpasu 3a ynotpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Jloka3aHa e XuMHYHA U pU3UYHA CTAOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 gaca mpu 2°C mo 30°C ciex paspeskaane B Hatpres xiopua 9 mg/ml (0,9%)
MHXXEKIHOHEH pa3TBOp. OT MHUKPOOHOIOrHYHA TJIe/IHA TOUKA, OCBEH aKO METOIbT Ha Pa3perkiaHe
U3KJTI0YBA PUCK OT MHUKPOOHA KOHTAMHHAIIWS, IPOJAYKTHT TPOBa J1a ce M3M0J3Ba BeHara. AKo He ce
U3I0J13Ba BEJJHAra, BPEMETO U YCIOBHUSTA Ha ChXPaHCHHUE 10 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
NOTPEOUTEINS.

6.4 Cneuua.mm yYdioBusl Ha CbXpaHEHUE

[a ce cpxpanssa BbB hpusep npu -90°C no -60°C.

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPEea3u OT CBETIINHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30srBaiTe
M3JaraHe Ha Ipsika CITbHYEBA CBETJIMHA U YJITPABHOJIETOBA CBETIIHHA.

3a ycIoBHATa HA ChXPAaHECHUE CIIE/ pa3MpassiBaHe M pa3pexkaaHe Ha JEKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.
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6.5 Bwuau chbabp:kaHue HA ONMAKOBKAaTa

0,45 ml xOHIIEHTpAT B MPO3padyeH MHOTr0/1030B (iakoH (cTbkiio Tum 1) 2 ml cbe 3amymanka
(cuHTeTHYHA OPOMOOYTHIIOBA I'yMa), ¢ ATyMUHHEBa 0OKaTKa M OTUYIBAIIO CE JIMJIABO [IACTMAcOBO

kamade. Beeku (hiiakoH chabpika 6 103H, BUXKTE Touka 6.6.

Bun onmakoBka: 195 ¢irakona

6.6 CneuuajHu npeanas’Hu MepPKH NPHU U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty TpsiOBa a c€ MPUTOTBU OT METUITMHCKH CIICITHAUCT, KaTO CE U3IOJI3Ba aCENTHYHA
TEXHHKa, 33 J]a Ce TapaHTHpa CTEPUITHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHHEHTPAT 3A
NHXEKIIMOHHA JMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

JInnaBo kamaue

Caen paspexnane

[IpoBepete ganu GIaKOHBT € C JINIABO
IIACTMACOBO Karaue.

AKoO (pIIaKOHBT € ChC CHBO TUIACTMACOBO
Karade, MOJIs, HalIpaBeTe CIIPaBKa C
KpaTKaTa XapaKTepHCTHKa Ha MPOIYKTa
3a Comirnaty 30 Mukporpama/nosa
MHXEKIMOHHa nuctiepeusi, Comirnaty
Original/Omicron BA.1

(15/15 muxporpama)/noza
WHKEKIIMOHHA JTUCTIEPCHUST WITH
Comirnaty Original/Omicron BA.4-5
(15/15 muxporpama)/noza
WHKEKIIMOHHA JUCTICPCHSL.

AKO (JTaKOHBT € C OPAHKEBO
TUTACTMACOBO Karade, MOJIsl, HalpaBeTe
CTpaBKa ¢ KpaTKara XapaKTepUCTHKa Ha
npoaykra 3a Comirnaty

10 mMukporpama/no3a KOHIEHTPAT 32
WHKEKIIMOHHA JIMCTIEPCHS WITH
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/mo3a KOHIIEHTPAT 3a
MHKCKIIMOHHA JIUCTICPCHSL.

AKO (QIIakoHBT € ¢
Ka(sBO-4CPBCHUKABO IJIACTMACOBO
Kamaue, MOJIs, HalpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MPOIyKTa
3a Comirnaty 3 MUKporpama/mo3a
KOHLICHTPAT 332 HHKEKI[HOHHA
JHCTIEPCHSI.
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PABMPA3ABAHE IIPEJIU PA3SPEXK/IAHE HA COMIRNATY 30 MUKPOI'PAMA/JIO3A
KOHIEHTPAT 3A THXKEKIIMOHHA JMCIIEPCUS (JIMIIA HA 12 1 ITOBEYE

T'OJINHN)

He noBeue ot
2 yaca npH cTaiiHa
TeMmeparypa
(mo 30°C)

\

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsiOBa Jia ce pa3Mpasu
npeau pa3pexaane. 3aMpa3eHUTe
(hnakoHu TpsIOBa Ja ce MpeHecar B
cpema ¢ Temmeparypa 2°C go 8°C, 3a
Jla ce pa3Mpasir; pa3Mpa3siBaHETO Ha
€JlHa OTaKoBKa chC 195 (akoHa Moxke
Ja oTHeMe 3 yaca. Bp3MoxkeH e chIo
JpyT BapHaHT, IPH KOMTO 3aMpa3eHUTe
(hakoHM Ja ce pa3Mpasar 3a

30 munyTH 1ipu Temrieparypa 10 30°C
3a He3abaBHa yrmoTpeoa.
HeotBopenust ¢uakon Moxe aa ce
ChXpaHsBa 3a nepuoj 1o 1 Mecen npu
2°C no 8°C, 0e3 na ce npeBHUIlIaBa
OTIIeYaTaHUAT cpok Ha rogHoct (['oxgen
110:). B paMkute Ha 1-MeceqHUs CpOK
Ha rogHoct mpu 2°C go 8°C, 3a
TPaHCIIOPTUPaHE MOXKE Jia ce
n3noia3Bat go 48 Jaca.

OcraBete pa3Mpa3eHUAT (QIaKoH aa
JNOCTHUTHE CTaiiHa Temneparypa. [Ipequ
yrnoTpeda HEOTBOPEHUSAT (DIaKOH MOXKE
Jla ce ChXpaHsBa J0 2 yaca Mpu
temneparypa go 30°C. C
pasMpaseHuTe GIaKOHU MOXKeE Ja ce
paboTu B yCIIOBHS Ha CTaifHa CBETJIHHA.
Buumarenno oospHeTe rrakoHa

10 mpTH npenu paspexnane. He
pa3KiaanTe.

[Ipenu paspexnane pazMpaseHaTa
JMCTIEpCUsl MOXKE J1a ChIbprka Oesn 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTHUIIH.
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PA3PEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA//I0O3A KOHIHHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

e PasmpaseHara BakcuHa TpsOBa 1a ce
paspenu B HelHHsI OpUTHHATICH (QIIaKOH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTO ce
n3moa3Ba uria 21 G, wim no-TeHKa, 1
acenTUYHA TEXHHKA.

1,8 ml narpues xaopun 9 mg/ml (0,9%)
MHKEKI[HOHEH Pa3TBOP

e l3paBHeTe HANATAHETO BHB (PrrakoHa
TIPEJIU J1a U3BaUTE UTJIaTa OT HETO,
karo u3rerure 1,8 ml Bb3ayX B
W3Ipa3HeHaTa CIPHUHIIOBKA Ha
paspenurens.

H3reraere 6yTajioro a0 1,8 ml, 3a na
OTCTPaHHTE Bb31yXa OT (p1aKkoHa.
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7

Buumarenano 10 nbTn

Buumarenno o0bpHeTe pa3peneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara Bakcuna TpsiOBa na
IPE/ICTaBIISABA OYTH OsiIa TUCTICPCHS
0e3 Buaumu yactuiy. He m3nonzpaiite
paspeneHaTa BaKCHHA IIPU HAJIMYHUE Ha
YacTULM WIN IIPOMSIHA B L[BETA.

Yac 3a
U3XBbpPJIHE

O
3anuiere CbOTBETHUTE JaTa 1 4yac.

Ja ce n3mosI3Ba B paMKHTe Ha 6 4aca cJie
pa3pe:xaane.

Ha paspenennte pnaxonu tpsodBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

Crnen pa3pexaane, CbXpaHsIBalTe Mpu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymorpeoa.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UHXKEKIHIMOHHA JUCIIEPCUSA (IMLA
HA 12 1 ITIOBEYE I'OJAMHHN)

o Ciren paspexnane GJIakOHBT ChAbPIKa
2,25 ml, ot xouToO Morar ga ce
m3TerT 6 posu mo 0,3 ml.

e Karo n3non3Bare acenTHYHA TEXHHUKA,

~ MOYUCTETE 3aIlylajgKaTa Ha (hJIakoHa C

TaMITOH 3a €THOKpaTHA yroTpeda,

HAIIOCH C aHTUCENTHYEH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty
Tps0Ba na ce N3M0I3BaT CIPUHIIOBKH
W/WIY UIJIN C MAJIBK MBPTHB
(Hewsnon3BaeM) obem, 3a ja ce
M3TETJISIT WECT 03U OT eAUH (IIaKoH.
KomOunHanusaTa OT CIpUHIIOBKA U UTJIA
C MaJTbK MBPTBB 00€eM TpsIOBa 12 UMa
MBPTHB 00€M HE MO-TOJISM OT
35 MUKponuTpa.

0,3 ml pa3penena Bakcuna AKO ce M3M0JI3BaT CTaHJAPTHH
CIIPUHIIOBKY M MTJIH, MOXE JIa HiIMa
JocTaThueH 00eM 3a U3TETJIsHE Ha
MIECT 03U OT €IUH (hIaKOH.

e Bcska no3a TpsoBa aa cpappka 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHajaTa BbB
(h1akoHa BaKCHHA HE MOJKE J1a JJOCTaBH
eaHa 1siia q1o3a ot 0,3 ml, u3xBbpriere
(nakoHa 1 M3TUILHUS 00eM

e l3xBBpieTe HEU3IOI3BAHATA BAKCUHA
B PaMKHUTE Ha 6 4aca ciie]] pa3pexaaHe.

UsxBbpasiHe

Hewnsnon3BaHusT IeKapCTBEH MPOIYKT WIN OTHAIPUHATE MATEPUAIIH OT HETO TPsIOBa Jla ce U3XBBHPIISIT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

dakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001
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9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha ppBO paspemanane: 21 gexkemepu 2020 .
Jata na nocnexno noxHoBsiBane: 10 okromBpu 2022 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nnpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponeiickaTta
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIU OTHOCHO Oe30macHoCcTTa. OT MEAUIMHCKUTE CTICHUAIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MOA03MPaHa HeXXelaHa peakiys. 3a HaunHa Ha ChOoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Comirnaty 30 mukporpama/103a MHXEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e eqHOI030B WJIM MHOT01030B (hJIAKOH ChC CHBO Kamade. J{a He ce pa3pexaa nmpeau ynorpeoa.
Ennu eqrono3os dhaakod ceaspka 1 mo3a ot 0,3 ml, Bikre Touku 4.2 1 6.6.

Enua MHOTO1030B rtakoH (2,25 ml) chaspika 6 go3u no 0,3 ml, Bukre Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceappxa 30 mukporpama tosunamepan (tozinameran), uPHK Bakcuna cperity
COVID-19 (BkirrodeHa B JTUIHIHA HAHOYACTHIIN).

To3unamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), npoussenena c
U3Mo3BaHe Ha Oe3KiIeThuHa iN Vitro Tpanckpumnus ot cbotBeTHUTE JJHK-MaTpHim, koaupamm

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUSA CIIUCHK HA TOMOIIHUTE BEIECTBA BUXKTE Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

HNuxexkunonHa aucnepcus

Bakcunara nipejictaBiisBa 0sta 10 moutH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 30 Mukporpama/o3a HHKEKIIHOHHA UCTIEPCHS € TIOKa3aHa 3a akTHBHA MMYHHU3AITHS 32
npeBeHIMs Ha 3abonsBaneto COVID-19, npuunneno ot SARS-CoV-2, Ha nmnia Ha Bb3pact 12 u
II0BCYEC I'OJUHH.

Ynorpebara Ha Ta3u BakCHHA TPsIOBaA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 ]Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce nmpujiara HHTPaMyCKyJIHO KaTo MbpBHYeH Kypc oT 2 po3u (1o 0,3 ml Bcsika).
IIpenopbuBa ce BTOpaTa 03a a Ce MPUIIOKHU 3 CEIMHIIU Clie] MbpBarta j103a (Bk. Touku 4.4 u 5.1).
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Teorcko uMyHOKOMNPOMEMUPAHU Iuya Ha ev3pacm 12 u noseve 200uHU
Ha nuna, xouTo ca TeXKO MMyHOKOMITPOMETHPAHH, TPETa J03a OT MPBUYHHS KypC MOXKE Ja ce
HPUIOKH UHTPAMYCKYIIHO Haii-Maiiko 28 JTHU ciie]] BTopata 703a (BK. Touka 4.4).

Bzaumoszamensemocm

B3anmozamensiemoctTa Ha Comirnaty ¢ Bakcuuu cpemry COVID-19 ot apyru npou3BoguTeNn 3a
3aBBpIIIBAHE HA ITEPBUYHUS KypC He € ycTaHoBeHa. JIuia, Ha KouTo e npuiiokeHa no3a Comirnaty,
TpsiOBa 1a npoabiikar ¢ Comirnaty, 3a a 3aBbpIIaT IbPBUYHUS KYPC,

Hozute Comirnaty 30 MuKkporpama/1o3a KOHIEHTpAT 32 HHKEKIMOHHA AUCHIEPCHSA CJIEH pa3pexJaHe

(mocTtaBsiH BBB (u1akoH ¢ nuiaBo kanade) u Comirnaty 30 MukporpaMa/mo3a HHXEKLIMOHHA
Jucriepeust (JOCTaBsH BbB (DIIAKOH ChC CHBO Kallaue) ce CYUTAT 32 B3aMMO3aMCHSICMH.

bycmep 0oza

Bycrep nozara Comirnaty e 0,3 ml, mpunoXeHa HHTPaMYCKYITHO.

Bycrep mo3a Moke 11a ce pUIIOKHY Ha JIMIIA Ha Bh3pacT 12 u moBeue roguHu. TpsOBa qa mMa HHTEpPBaI
OT Haii-Maiko 3 Mecera MeXIy npuiokeHneTo Ha Comirnaty u npeauiHaTa, MocIeaHO IPHI0KEHA,

no3a BakcuHa cpemy COVID-19.

Heduampulma nonyiaauus

[penara ce meauaTpUyHa JekapcTBeHa (opMa 3a JHIa Ha Bb3pacT 6 Mecena a0 4 rouHu. 3a
moApoOHa nH(pOpMAITHs, MOJIS BIDKTE KpaTKaTa XapaKTepHUCTHKa Ha poaykTa 3a Comirnaty
3 MUKpOrpama/103a KOHLEHTPAT 3a MH)KEKIIMOHHA JUCIICPCHSL.

[Ipennara ce nmeauarpudHa JiekapcTBeHa (hopmMa 3a Jiuia Ha Bb3pacT S5 1o 11 rojaunu (T.€. Ha BB3pacT
5 o mox 12 rogunam). 3a moapoOHa HHPpOPMAIIHS, MOJIS BIXKTE KpaTKaTa XapaKTepUCTHKA Ha

npoxykra 3a Comirnaty 10 MuUKkporpaMa/mo3a KOHIEHTPAT 38 WHKEKLIMOHHA JUCIIEPCHSL.

be3onacHocTTa U ehukacHocTTa Ha Comirnaty nmpu KbpMadera Ha Bb3pacT 1oJ] 6 Mecella BCe Ollle He
ca yCTaHOBEHH.

Honynayus 6 cmapuecka 8b3pacm

He ce nanara KOpUrupaHe Ha J03aTa IMpu Jinla B CTapuCCKa Bb3pacT > 65 T'OOWHH.

Hauue Ha npuiioxxkeHue

Comirnaty 30 Mukporpama/no3a MHXEKIMOHHA TUCTICpCHs TPsOBa Ja ce MpUiara HHTPaMyCKyJTHO
(Bx. Touka 6.6). [la He ce pa3pexna nmpeau ynorpeoa.

[IpennodnTaHoTO MACTO € AEATOUIHUAT MYCKYJ B TOpHaTa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBaCKyJIapHO, TIOJKOKHO MITH HHTPAIEPMaTHO.

Bakcunara He TpsOBa Jja ce cMecBa B €/1Ha U ChIla COPUHIIOBKA C APYTH BAKCUHH WIIN JIEKAPCTBECHH
MIPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPSAOBa Jja OBIAT B3E€TH MPEAH MPIIIOKEHNE HA BAKCHHATA, BUKTE
Touka 4.4,

3a YKa3aHusl OTHOCHO pasMpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCHUHATA BUIKTC TOYKaA 6.6.
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Eonooo3zo06u paakonu

EnnonoszoBute (hakonu Comirnaty ceappkat 1 mo3a Bakcuna ot 0,3 ml.
e Usrernere equnangna go3a Comirnaty or 0,3 ml.
o 1I3xBBpieTe QrakoHa W W3ITUITHUSI 00EM.

e He cb0upaiite M3NMHUIIBLUTE BAKCHHA OT HAKOJIKO (DJIaKOHa.

MHnoz000306u dhraxonu

Mmuorono3oeute (akonu Comirnaty cbabppxkar 6 103u Bakcuna mo 0,3 ml. 3a ga ce u3TeriasaT 6 103u
OT euH (IaKkoH, TpsIOBa a ce U3MOJI3BAT CHIPUHIIOBKY W/WJIN UTJIH C MATBK (HEU3IOJI3BaeM) MbPTHB
o0em. KomOuHanusTa oT CIpHHLOBKA U UIJIa C MATBK MBPTHB 00€M TpsiOBa 1a ©IMa MBPTHB 00eM He
HO-TOJISIM OT 35 MUKpOJUTPa. AKO ce U3ION3BaT CTAaHAAPTHH CHPUHIIOBKY M UIJIH, MOXKE /1a HsIMa
JocTaTh4eH 00eM 3a U3TeIIsIHE Ha IIECT A03H OT eauH ¢iakoH. He3aBucumo ot Buia Ha
CIPUHIIOBKATA U UIJIATa:

o Besika mo3a TpsioBa na chabpxka 0,3 ml BakcuHa.

o AKO KOIMYeCTBOTO Ha OCTaHajiaTa BbB (pJlakOHA BaKCHHA HE MOXKE Ja JOCTAaBH €/IHa IIsa 1032
ot 0,3 ml, u3xBwpuere GiakoHa U U3UIITHUS 00EM.

. He cnOupaiite m3mumrpnuTe BaKCHHA OT HAKOJKO (prrakoHa.

4.3 IIpoTruBOmOKA3aHUS

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BECIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHM mpeaynpe;kaeHUs U Mpeana3sHu MepKH NpU ynorpeda

IIpocnenumoct

3a ma ce moo0pu MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIIOKEHUS MPOTYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

OO011H IPEnOPHLKU

CGD'b)C‘lVGCWlGquEJZHOCWl u ClHCld)MJZaKC‘u}Z

HNma C’I)06H_ICHI/I$I 3a CHOUTHS HA aHa(I)I/I.]'IaKCI/IH. Bunaru TpSI6Ba Ja UMa Ha pas3lOoJOKCHUC TTOAXOAAIIO0
MCIUIIMHCKO JICHCHUE U Ha6J’IIOI[€HI/Ie B cnyqaﬁ Ha aHa(l)I/IJ'IaKTI/I‘-IHa peaKknuA CJIC MPUIOKCHUC Ha
BaKCHHarTa.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,Z[eHI/IC B IPOABJIDKCHUC HA Hai-manko 15 MUHYTH CJICA
BaKCHHaIuATa. He TpH6Ba Ja C€ mpujiara cjieaBallla 103a OT BAKCUHATA Ha JIMa, IMOJTy4YUIn

aHaduIaKcHs ciies npeauimaa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrlmecTByBa MOBUIIICH PUCK OT MUOKAPIUT M TIEpUKapauT ciie BakcuHanms ¢ Comirnaty. Tesu
3a00JIIBaHUSI MOTAT JIa CE Pa3BUSAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEJAUMHO B
pamkurte Ha 14 mau. Te ca HAOIFOMaBaHM 1MO-9ECTO CJICT BTOpaTa BaKCHHAITUS M TI0-9€CTO TPH FOHOIITH
¥ TIo-MJIaW MbKe. HanmaHnuTe JaHHY 1MOKa3BaT, 4e MPOTHIAHETO Ha MUOKAPANT U NIEPUKAPANT CIIC]
BAaKCHHAIIMATA HE CE Pa3invaBa OT TOBA MPU MHOKAPIUT WIIK MEPUKAPAUT KaTo 1510 (BXK. Touka 4.8).

MeaUIMHCKHUTE CIeUAINCTH TPsOBa 1a ObaaT OAMTEHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MUOKapIUT U TIEpUKApANT. BakcuHupaHuTe muia (BKIFOYUTETHO POAUTEINTE WA OOTPHIKBAIIINTE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO METUITMHCKA ITOMOII], aKO Pa3BHSIT
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CHUMIITOMH, ITOKA3aTETHNA 32 MUOKAPIUT WIH IEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTENHA) O0IKa B
TbPANTE, 330yX WIH MaJIUTAINHU ClIe] BAKCHHALIMATA.

MeauuyHCcKuTe CIICIaJInCTH TpH6Ba Ja HarlpaBAT CIIpaBKa C pPbKOBOACTBATA W/ WIIH CIICIUAJIMCTUTEC 3a
JAUAarHoCTUIHPAHE U JICHCHUC HAa TOBA 3a00JIsIBaHE.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

B®B BpB3Ka Chc caMust IPOIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIlii, CBbP3aHu C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BAraTHN PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAINS WA PEAKIHH,
CBBP3aHU ChC cTpeca (Hamp. 3aMastHOCT, NAJITUTALNH, YCKOPEHa ChpJIeYHa 4eCTOTa, IPOMEHH B
KPBBHOTO HAaJATaHE, MapecTe3ns, XUIIecTe3us M U3NoTsABaHe). Peakiunre, CBbp3aHu ChC CTpeca, ca
NPEXOJHU M OT3BYYaBaT OT caMo ceOe cu. Xopara TpsOBa aa ObaT HOCHBETBAaHH Ja HHPOPMHUPAT 32
TE3W CUMITOMH BaKCHHHPALINS T 32 OLICHKa. BakHO € J1a ce B3eMart mperna3Hi MepKH, 3a Ja ce
NPEZI0TBPATH HapaHsIBaHE OT MPHIAIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanusra TpsOBa 1a ce OTIIOKH IIPH JIAIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpriTHO 3200 IBaHe
wim octpa uHpekus. Hammurero Ha neka nH(EKIMS 1/Wii HEBUCOKA TeMIIepaTypa He TpsaOBa j1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPYWEeHUA HA KPbBOCbCUpearemo

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATa TPSOBa J1a ce Mprijiara BHUMATEITHO MPH
JIUIa, TTOyYaBalld aHTUKOATYJIaHTHA TePAIHs WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MWiIHsl), Thi KaTO MIPH TE3H JIUIA MOTaT Ja Bb3HUKHAT
KbPBEHE WM 00pa3yBaHe HA CHHHHU CJIE]] HHTPAMYCKYJTHO MPIIIOKCHUE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacHocTTa 1 6€3011acHOCTTa Ha BaKCHHATA HE ca OIICHESHH NP MMYyHOKOMITPOMETUPAHH JIHIIA,
BKIIFOUUTEITHO TE3H, MOTy4YaBally HIMyHOCynpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe n1a
€ MO-HUCKAa MPU UMYHOKOMIIPOMETUPAHU JIUIIA.

Ipenopwkara 1a ce 00CHAN MPUIIOKEHNE Ha TPETA 103 TIPU TEKKO HMYHOKOMIIPOMETUPAHU JIMIA Ce
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JAaHHU B JINTEpATypaTa OT CEpHsl CIIydad OT OBJIA/IIBAHETO HA
KIMHUYHHATE CUMITOMH TIPH TALMEHTH C ATPOTCHHA UMYHOCYIIPECHS CJIe]l TPAHCILTaHTALS Ha
conuieH oprad (Bx. To4ka 4.2).

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTta, IpeaocTaBsiHa OT BAaKCHMHATa, HE € U3BCCTHA, THil KaTO TS BCE OIIE
CC OMpPEACiid B TCKYIIU KIIMHUYHHA MTPOYyYBAHUS.

OZDCZHL[’!@HH}Z Ha ed)ekmueyocmma HA eaKkcunama

KakTo npu Bcsika BakcuHa, BakcuHanmata ¢ Comirnaty Moke Ja HE 3alllUTH BCUYKH BaKCHHUPAHH.
Jluma Mosxe 1a He ca HaIThJIHO 3aIIUTEHU A0 7-MHUS JIeH CJIeI BTOpaTa J03a OT BaKCHHATA.

4.5 B3aumopneiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu HA B3auMoJeldcTBHE
He ca npoBexxaanu nmpoy4yBaHusl 32 B3aUMOJICHCTBUSATA.

C’LH’BTCTBaH_[OTO IMPUJIOKCHUC HA Comirnaty C Ipyru BaKCMHU HE € TPOYYCHO.
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4.6 @epTuanTeT, GPEMEHHOCT U KbPMEHE

Bbpemennoct

TonemusT 06eM OT JaHHU, OTYYCHU OT HAOIOICHUETO HA OpEeMEHHH )KEHH, BAKCHHUPAHU C
Comirnaty mipe3 BTOpHUS U TPETHsI TPUMECTHP, HE TTOKA3BaT yBEIMYABaHE HA CIIydanTe Ha OpeMEeHHOCT
C HEeXKeNaH u3xoJ. Makap ue JJaHHUTE 32 U3XO0Jl OT OPEMEHHOCTTA CJIe]l BAKCHHAIMS, TPOBE/ICHA I10
BpeMe Ha ITbPBUsI TPUMECTB], IIOHACTOSIIEM Ca OTPaHUYCHH, HEe ce HAOII01aBa TIOBUILIEH PHCK OT
crioHTaHeH abopt. [IpoyuBaHHsTa MPH KUBOTHU HE MOKA3BAT MPEKU MM HEMPEKU BpeIHU e(heKTH,
CBBp3aHH ¢ OPEMEHHOCTTa, eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAXKIAHETO WM TTOCTHATAITHOTO
pasButue (Bxk. Touka 5.3). Comirnaty Moke fja ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

Kopmene
He ce ouakBaT epexTs mpu KbPMEHH HOBOPOICHH/KbpMaydeTa, Thil KAaTO CUCTEMHATa €KCIIO3UIIUS Ha
Comirnaty mpu kbpMadKaTa € He3HAUNTeIHa. JJAHHUTE OT HAOIIOAEHHETO Ha KEHH, KOUTO ca

KbPMEJH CIIe/T BAKCHHAITUS, HE MTOKA3BaT PUCK OT HEXeNaHu e(eKTH NPU KbPMEHU
HOBOpoJieHW/KbpMadeta. Comirnaty Moe Jja ce Tpuiiara B epruoJia Ha KbpMeHe.

DepTUIuTeT

[TpoyuBaHuATa IPH KUBOTHH HE TIOKA3BAT IPEKH MIIM HETIPEKH e(heKTH, CBBP3aHH C PEIPOIyKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BpXy COCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty He MOBIHsIBA WM TIOBJIHSIBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a oupaHe U padboTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIUSST
CIOCOOHOCTTA 3a 1Io(UpaHe Wi paboTa ¢ MAITHHH.

4.8 Hexenanm JiekapcTBeHH peaKUUH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Yuacmuuyu na evzpacm 16 u noseue 200unu — cieo 2 003u

B IIpoyusane 2 o6mo 22 026 yyacTHHIIM HA BB3pacT 16 uiu nmoBeye roAMHU ca MOIyYHIId Haid-
mankoTo 1 no3a Comirnaty u o6mio 22 021 yyactHuIM Ha BB3pacT 16 win moBede roIuHH ca
noyTyqriTy Totare6o (Brmrountenno 138 u 145 ronomm Ha 16- 1 17-roguimHa Bb3pacT ChOTBETHO B
rpymara ¢ BakCMHaTa U rpynara ¢ miane6o). O6mo 20 519 yyactauiu Ha Bb3pacT 16 unm moseye
roAuHU ca noxydmnu 2 go3u Comirnaty.

KbMm MomenTa Ha ananmsa Ha [IpoyuBane 2 ¢ maTa Ha 3akiTrouBaHe Ha ganauTe 13 Mapt 2021 1. 32
1ane00-KOHTPOIMPAHUS 3acylelieH IepHo Ha pociensaBaHe 0 JaTUTE Ha pa3ciensBaHe Ha
yuacTHUIMTE, 00110 25 651 (58,2%) yyactaumm (13 031, momyurnu Comirnaty, u 12 620, momyuunu
miare60) Ha Bh3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IPOIBDKEHUE Ha > 4 Mecena cien
BTOpaTa jo3a. Tosa BrmouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyuniu miamnedo) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-uectute HexenaHu peakiuy P YYaCTHUIIMTE Ha Bb3pacT 16 ¥ moBeye roAWHH, TTOTYIHIN

2 1o3u, ca 0oJka Ha MACTOTO Ha uHXKekTupane (> 80%), ymopa (> 60%), rmaBodosue (> 50%),
muanrus (> 40%), srpucane (> 30%), aprpanrus (> 20%), IUpeKCHs U MOyBaHe Ha MICTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JICKH WM YMEPEHH 110 MHTEH3UTET U OT3BYy4YaBaT B PAMKHUTE
Ha HAKOJIKO THU CJIe]] BAKCHHAIMATA. MaJIko Mo-MaJika 4ecToTa Ha ChOMTHUSTA Ha pEaKTOTCHHOCT Ce
CBBP3Ba C MMO-TOJISIMA Bb3PACT.
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IIpodunbT Ha O€30MaCHOCT MPH 545 y4acTHUIU HA Bh3pacT 16 U moBede roJuHH, BAKCUHUPAHU C
Comirnaty, KouTO ca omin ceporno3utTuBHH 3a SARS-COV-2 Ha M3X0AHO HHBO, € TOJ00CH Ha
HaO0JII0IaBaHus TIPU 00IIAaTa MOy IaIys.

FOnowu na evspacm 12 0o 15 2o0unu — cned 2 0osu

[Ipu ananu3 Ha JaHHKUTE OT IBITOCPOYHOTO MpociesBane 3a OezonacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumim miare60) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiu mianedo) ca
MIPOCIIEIIBaHU B MPOIBIDKCHHE Ha > 4 Mecena ciiefl Bropara no3a Comirnaty. OnieHKaTa Ha JaHHUTE
3a 6e3onacHoct B [IpoyuBane 2 nmpoabinkasa.

O6mwmsT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu e nogobex
Ha HaOJI01aBaHMs [IPU YYaCTHHULIM HA BB3pacT 16 u nmoBeve rogunu. Hail-uecTure HexenaHu peakuu
NpY FOHOMIX Ha BB3pacT 12 1o 15 roxuHu, monydmiu 2 1034, ca 00Ka Ha MSICTOTO HA MHKEKTHPaHe
(> 90%), ymopa u rmaBobonue (> 70%), muanrust u BTpucane (> 40%), apTpanrus U MAPEKCHs

(> 20%).

Yuacmuuyu na evzpacm 12 u noseue 200unu — cied bycmep 003a

W3Boaute mo oTHOIIEHHE Ha Oe30macHOCTTa Ha Oyctep jpo3a Comirnaty mpu yyacTHHIM Ha Bb3pact 12
Y TIOBEYE TOJIMHU C€ OCHOBABaT Ha JaHHUTE 32 0€30IaCHOCT OT MPOYYBaHUsS Ha OycTep 103a
Comirnaty mpu yyacTHHUIM Ha Bb3pacT 16 1 OBeUEe TOTUHH.

Enna moarpyna yuactHuiu BB ¢asa 2/3 Ha [IpoyuBane 2 - 306 Bb3pacTHH Ha Bb3pacT 18 10
55 ronuHu, 3aBBpIIIIINA IBPBOHAYATHES 2-1030B Kypc ¢ Comirnaty, ca MoJyqIuiid OycTep 103a
Comirnaty npubnusurenHo 6 mecera (auanasoH 4,8 1o 8,0 mecena) cien Jlo3za 2.

O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus ciex 2 go3u. Haii-
YECTHUTE HEXKEIAHU PEAKIMY NIPU YYACTHULIUTE Ha Bh3pacT 18 10 55 roxuHu ca 6oaka Ha MSCTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rmaBooonue (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).

B IpoyuBane 4, miane60-KOHTPOIUPAHO TPOYUBAHE ¢ MPHUIIOKEHHUE HAa OyCTep 1034, YUACTHUIU Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunmu 6ycrtep mo3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjej] BTopaTa 103a
Comirnaty. Kato 1710, mpy y4acTHHIIUTE, KOUTO Ca MOMYYHIN OycTep 103a, MeMaHaTa Ha BPEeMETO
Ha TIpocIie/siBaHe ciiel OycTep o3aTa JI0 JaTara Ha 3aKirouBaHe Ha naHHute (5 okromepu 2021 1) e
2,5 mecena. He ca ycTaHoBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

Yuacmuuyu na évspacm 12 u noseye 200unu — cied nociedsauia bycmep 003a

W3BoauTe 10 OTHOIIIEHKE Ha Oe30macHocTTa Ha OycTep mo3a Comirnaty mpu y4acTHHIN Ha BB3pacT 12
Y TIOBEYE TOJIMHYU C€ OCHOBABAaT Ha JaHHUTE 3a 0€30IAaCHOCT OT MPOYYBaHUsS Ha OycTep /103a
Comirnaty npu y4acTHUIM Ha Bb3pacT 18 1 moBeue rogAnHH.

[onrpyna ot 325 Bp3pacTHH Ha Bb3pacT 18 10 < 55 rogunu, 3aBbPIININ BAKCHHALHA C 3 103U
Comirnaty, ca noxyunnu O6ycrep (ueTBbpTa 103a) Comirnaty 90 mo 180 auu cnen Jo3a 3.
VYyactHuiuTe, nojayuuiu oyctep (deTBbpta m103a) Comirnaty, ca UMajiy EPHOJ Ha MPOCIISAsIBaHE C
Meanana 1,4 Mecena 1o fatara Ha 3aKirouBane Ha nanHute 11 maprt 2022 r. Haii-uectuTe HeXelaHU
peaKuK IpH Te3W YYaCTHHUIIM ca OOJIKa Ha MSCTOTO Ha MHXKeKTupane (> 70%), ymopa (> 60%),
rnaBobosue (> 40%), muanrus u Brpucane (> 20%), u aptpanrus (> 10%).

B noarpyna ot IIpoyusane 4 (da3za 3) 305 Bp3pacTHU Ha BB3pacT > 55 rouHu, 3aBbPIIIH
BakcuHauus ¢ 3 no3u Comirnaty, ca momyunnu Oycrep (4eTBbpra n1o3a) Comirnaty 5 1o 12 mecena
cien [lo3a 3. YyactaummTe, morydauiiun oycrep (4eTBbpTa q03a) Comirnaty, ca ©Mad ImepruoI Ha
npocieasBaHe ¢ Meauana Hali-mManko 1,7 Mecena 10 JaraTa Ha 3aKJIIOYBaHE HAa JaHHUTE
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16 maii 2022 r. O0musT mpoduia Ha Oe30macHOCT 3a Oycrepa (4eTBbpTara 103a) Comirnaty e moao0eH
Ha TO3H, HabOmIoaBaH cien Oycrepa (Tperarta mo3a) Comirnaty. Haif-decTure HexkeIaH! peaKIiu Py

YYaCTHHIM Ha Bb3pacT > 55 roaunu ca 00ika Ha MACTOTO Ha HHXKeKTHpaHe (> 60%), ymopa (> 40%),

rnaBobomnue (> 20%), muanrus u Brpucane (> 10%).

bBycmep 0o3a cned nvpeuyna eakcunayus ¢ 0pyaa paspeuwtena 3a ynompeba saxcuna cpewyy COVID-19

B 5 He3aBucuMu mpoyuBaHus 3a yrorpedara Ha Oycrep qo3a Comirnaty mpH Juia, 3aBbPIIAINA
IIFPBUYHA BAaKCHHAITHS C APYyTa pa3penieHa 3a ynorpeda Bakcuna cpenry COVID-19 (xerepomokaa
OycTep 103a), HE ca YCTAHOBCHU HOBH JIJaHHH, CBbP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CouchK Ha HEXKETAHU PEaKIMK OT KIMHUYHHA W3IUTBAHUSA M OT TOCTMAPKETHHTOBHS OTIHT, IIPH JIAIIA
Ha BB3pacT 12 1 moBeye roJiHU, B TA0JHYEH BUI

Hexenanute peakiuy, HabII0JaBaHM IO BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30POSHH MO-10ITy,
CBTJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Msoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),

Heuectu (> 1/1 000 no < 1/100),

Peaxu (> 1/10 000 mo < 1/1 000),

Mpuoro peaxu (< 1/10 000),

C HensBecTHA 4eCcTOTa (OT HAJIMYHHUTE JJAHHU HE MOXe J1a ObJIc HAlpaBeHa OICHKA).

Ta6auma 1:  HekesiaHU peakuu OT KJIMHUYHHUTE NpoyuBaHus Ha Comirnaty u ot
NMOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA Bh3pacT 12 U nmoBeye roinHu
Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
opraHeH qecTn (>1/100 no |(=>1/1000 no| (=1/10000 penkn yecToTa (OT
KJ1ac (= 1/10) < 1/10) < 1/100) 10 (< 1/10 000) HAJTHYHHUTE
< 1/1 000) JaHHU He
MoOxke 1a 0bae
HalpaBeHa
OI[€HKA)
Hapymenns Jlnmbane-
Ha KPHBTa U HomaTus"
nuMpHaTa
cucTemMa
Hapymenns Peaxmun Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBHU-
TEJIHOCT
(narmp.
00puB,
[IpypUTyC,
ypTukapus®,
aHTHOEIEM®
Hapymienust Hamanen
Ha aTneTuT
MeTabonu3mMa
1 XPaHEHETO
Ilcuxuynu bescbHue
HApYIICHUS
Hapymenns I'maBoGonue 3amaiiBane”; | Octpa [Tapecresust';
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucTemMa TUIIeBa
napaumsa’

34




Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
opraHeH YecTH (>1/100 go |(=>1/1000 xo| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) hi (1 (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Copaeunu Muoxkapaut';
HapyIIeHus ITepuxapaut”
CromarnrHo- Huapwust” T'anene;
YPEBHH [oBpbuiane”
HapyIIeHUs
Hapymenns Xwurnep- Epurema
Ha KOXKaTa u XU/IPO3a; myatadopme”
MOJIKOYKHATA Homan
ThKaH U3MOTSIBa-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpalHUK"
CKeJeTHaTa
cuUcCTeMa 1
ChEIUHUTEITHA
Ta ThKaH
Hapymienust Texxo
Ha MEHCTPYyaJTHO
BBH3NPOU3BOAH KbpBEHE®
TeHAaTa
cucTeMa u
rbpjara
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; Obmmpen
HapyIIeHUs U | MCTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WHXKEKTH-| JIOKEHHE; BaKCHHHPaHUSA
MSICTOTO Ha pase; pane [Ipyputyc KpaiHUK';
OpUWIOKEeHHEe | YMopa; Ha MSICTOTO OTok Ha
Brpucasne; Ha UHXKEK- JIALETO™
[upexcuss; THpaHe
OTtok Ha
MSCTOTO Ha
WHKEKTH-
paHe

a. [Ilo-romsima yecrora Ha umdanenonarus (2,8% cupsimo 0,4%) e HaOm0aBaHa NPU YYaCTHUIIN, TTOITYYHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIN, TOTYYMIN 2 TO3H.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEEM € “penkn’”.

B. IIpe3 meproma Ha MPOCIENIBAHETO 32 0€30MACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa ydacTHHIH B rpymata ¢ nPHK Bakcunara
cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [len 37 cnex Hoza 1 ([lo3a 2 He e npuiioxeHa Ha
yuactauka) u am 3, 9 u 48 cnen [loza 2. Hama cho01mmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa
napajiusa B rpymnaTa ¢ miamebo.

¥ o R

(uTBp NMpe3 NOCTMapKETHHTOBUSI IEPHO.
3 IloBedero cirydyan u3riexaa He ca CEPUO3HH U Ca C BpEMEHEH XapakTep.
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Hexenana peakiusi, yCTAaHOBEHA CIie/l pa3peliaBaHe 3a yrnoTpeoa.
OrHacs ce 3a pbKaTa, Ha KOSITO € MOCTaBeHa BaKCHUHATA.
[To-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.

Cro0I1aBa ce 3a OTOK Ha JIMLETO MPHU PEIMITUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI MHXKCKTUPAH JIEPMaJiCH




Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum u nepuxapoum

[oBHIIEHUAT PUCK OT MUOKApIUT ciie]] BakcuHanus ¢ Comirnaty € Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

JBe rojeMu GapMakoenuIeMHOIOTHYHH TPOYYBAHNS, IPOBEICHU B EBpoIa olieHsIBAT TO-BHCOKHSI
PHCK OT MHOKap/IUT MPY FOHOIIN M MO-MIIQJIM Mbxke ciej] BropaTa go3a Comirnaty. Enno npoyuBane
MOKa3Ba, ue 3a MepPHoJI OT 7 IHU ciie]] BTopaTa 103a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOMIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excro3unus. B npyro npoy4sane 3a mepuoj ot 28 qHU ciien Broparta go3a uMa 0,56 (95%
AU: 0,37 - 0,74) nonbyitaATETHY cirydast Ha MuokapauT Ha 10 000 mpu 16 1o 24-roauIHy IOHOIIH |
MBKe, B CpaBHEHHUE C XOpa 0e3 eKCIO3HIINA.

OI‘paHI/I‘-IeHI/I JaHHU TTOKAa3BaT, Y€ PUCKBT OT MUOKAPAUT U NCPUKAPAUT CJICA BAKCUHAILIUA C Cornirnaty
Ipu A€1a Ha Bb3pacT OT 5 a0 11 TOAVWHHA U3TJICKA MO-HUCHK, OTKOJIKOTO ITPU TE3U HA BB3PACT OT 12

1o 17 ronuan.

C’B06H_IaBaHC Ha 1OJ03MPaHy HCXKCJIaHU PCAKIINH

Cro0I1maBaHeTo Ha IMOI03MPAHN HEXKEJIaHHM PEaKIUU ciie]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJIABA A2 NPOIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATIICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
MOJIO3UPaHa HeXellaHa Peakius uype3 HallMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAIMYCH.

4.9 Ilpeno3upane

WMa HammyHM JaHHM 32 TIPEI03UpaHe PU 52-Ma YYaCTHUIIU, BKIIFOUCHU B KIIMHUYHOTO U3IUTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pexkaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WJTH HEXKEaH! PEaKIIHH.

B cnyuait Ha ipeno3upaHe ce mpernopbuBa MPOCIE/IBaHEe HA KU3HECHUTE (DYHKITUH U BH3MOXKHO
CHUMITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

dapmakoTeparneBTH4HA rpyra: BakCUHH, Ipyru BupycHu Bakcunu, ATC koxa: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunupanara nanpopmaunonsa PHK B Comirnaty e nog ¢popmara Ha aunuaHu
HaHOYAaCTHLIM, KOETO MO3BOJIABA JOCTaBsAHETO Ha Hepemnuiupama ce PHK B kietkure
TFOCTONPUEMHHIIH, 34 J1a HACOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBe aMUHOKUCEITUHH J0 MPOJIMH CTaOUIH3Hpa
S (spike) mpoTenHa B aHTHT'CHHO MPEIIOYNTaHa IpeQy3nOHHA CTPYKTYypa. BakcuHaTa nmpeau3BrUKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a ToTIprHece 3a 3amuTa cpeury COVID-19.
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EdukacHocT

[IpoyuBaHe 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAaHJIOMU3UPAHO, I1ae00-KOHTPOINPAHO,
3acienceHo 3a Habmroaarens nmpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CEICKIUS Ha
KaHIU/IaTH 32 BaKCHHA U e()UKACHOCT IIPH YYAaCTHHUIIM Ha Bb3pacT 12 u moBeye roguHM.
PanmoMuzanmsiTa € crpaTuduIupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacT, 16- 1o 55-rogumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpynara

> 56 roguan. OT Mpoy4YBaHETO ca U3KIFYCHU YYaCTHHIIM, KOUTO Ca UMYHOKOMIIPOMETHUPAHH, 1
YYaCTHHIM € TIPEUITHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YYaCTHUIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00MsBaHe, ONPeACIIeHO KaTo 3a00IIsBaHe, KOETO HE
HaJiara 3HauuMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJAMMIIN MPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHozaeduuuter supyc (HIV), Bupyca na xenatut C (HCV) wn Bupyca na xenatut B (HBV).

Ecduxacrocm npu yuacmuuyu na évzpacm 16 u nogeue 200unu — cieo 2 0o3u

B gacrra aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 noemspu 2020 r.,
npubm3utenHo 44 000 yyacTHHIIM ca paHIOMHU3UPaHU IIOPABHO U TPsAOBa 1a mony4dar 2 nqo3u uPHK
BakcuHa cpery COVID-19 unu mnane6o. AHaIu3bT 3a €PUKACHOCT BKIIIOUBA YYACTHULIM, HA KOUTO
BTOpAaTa BaKCHHAILMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu cnen mppBarta BakcuHanus. [loBedeTo
(93,1%) BakcuHHMpaHU ca MOTYy4UIIU BTopata j03a 19 no 23 nuu cien dosa 1. [lnanupano e
ydacTHHUIHTE Aa ObaaT npocneasBanu 10 24 mecena cnex [lo3a 2 3a oneHka Ha 6e30MacHOCTTa U
edpukacHocrta cpeury COVID-19. B kmuHUYHOTO pOyUYBaHe OT yYACTHUIIUTE CE € M3UCKBAJIO Ja
cbOMI01aBaT UHTEPBAJ OT MUHUMYM 14 THY Npeau U ciell NIPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHa, 3a Jia moyry4yar wim miane6o, win uPHK Bakcuna cpenry COVID-19. B kimHUYHOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO /Ia ChOII0AaBaT HHTEPBaJI OT MUHUMYM 60 JHU TIpeau
WIN CJIE/l KaTO ca UM OMITH MIPUIIOKECHU KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
MMYHOTTIOOYJIMHU B PAaMKHTE Ha BPEMETO 10 3aBbPLIBAHE HAa MPOYYBAHETO, 33 Aa MOIydaT WK
iane6o, un nPHK Bakcuna cpemry COVID-19.

[lomynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 yyacTHHIN Ha
BB3pacT 12 u noseue roguau (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nannau 3a npeauinHa nHpekms cbe SARS-CoV-2 no 7 aau cies BTopara
no3a. lombnanTennHO nMa 134 yuacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaum (66 B rpynara ¢ uPHK
BakcuHata cpemy COVID-19 u 68 B rpynara c miane6o) u 1 616 ygactHUIM - Ha Bb3pacT 75 u
noBeve roaunu (804 B rpynara ¢ uPHK Bakcunata cpenry COVID-19 u 812 B rpynara ¢ miane6o).

K®bM MOMEHTa Ha MbPBUYHUS aHAIH3 32 €PUKACHOCT YYACTHHIIUTE Ca MPOCIIEASIBAHHN 32 CHMIITOMHU Ha
COVID-19 B npoabmkenue Ha 061110 2 214 yoBekoroauuu B rpynara ¢ MPHK BakcuHaTa cperry
COVID-19 u o6mio 2 222 40BEeKOTOAWHHU B TpyIIaTa C 1miamedo.

Hsma kMMHUYHO 3HAYMMU pa3ivKH B 00maTa e(pUKACHOCT Ha BAKCUHATA MPH YYACTHHUIIN C PHCK OT
texka ¢popma Ha COVID-19, BKITIIOYMTETHO Te3U ¢ 1 MM MOBEYE ChITHTCTRAIIY 3200 IIBaHUS, KOUTO
yBeNIH4aBaT pucka ot Texxka opma Ha COVID-19 (manp. actma, uHnekc Ha tenecHara maca (UTM)

> 30 kg/m?, xporn4HO GenoapPOOHO 3a00IBaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

WNndopmanusata 0THOCHO epUKacCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuna 2.
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Tadauna 2:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHULH §e3 JaHHH 32 HHGeKI U npeau
7-mus faeH cien Jlo3a 2 — nomyianus, oneHnMa 3a epukacaoct (7 1Hu)

bpBa nosisa Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% AN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYEe TOTUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roquHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1OBeYEe TOUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBbpIeHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

crotBercTBan] Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MOBHIIIEHA TeMIIepaTypa, HOBOTIOSIBHJIA

CE WIN 3aCHJICHa KallUTHIIA, HOBOMOSBIII C€ WJIHM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKYJIUTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JUAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHM JaHHU (TIpeay 7-MuUs JICH Clie]
mocjieaHara 103a) 3a MuHaaa uapeknus cb¢ SARS-CoV-2 (T.e. oTpuiiateany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3anna HatpuBka] Ha Busurtu 1 u 2) u ¢ oTpuiiatenex pe3ynrar
ot NAAT (Ha3aiHa HaTpHUBKa) NPH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TO4Ka.

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpH BCUYKH
YJacCTHHIM BBB BCSIKA PUCKOBA IPyIa IO OTHOIIEHHE Ha KpaliHaTa To4uka. BpemeBusT nepuox 3a
HaTtpynBaHe Ha cirydan Ha COVID-19 e ot 7-mus nen cuen J{o3a 2 1o xpas Ha ieproa Ha HaOIroIeHAe.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHuUAT moBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BakCUHATA € IMOJTyYeH Ha 0a3zaTa Ha METoa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopurupaH 3a MHO>KECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLusITa Ha IbpBa MOsBa Ha
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBaI
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 ¥ TTOBEeYe TOJUHY ChC WU 0€3 J0Ka3aTeICcTBa 3a
npenunaa nHpekus cbe SARS-CoV-2.

JIOTIBITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha IbPBUYHATA KpaiHa TOYKa MTOKa3Ba CXOJ[HHM OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNHUTE IO MOJI, ETHUYECKA IPUHAJICKHOCT U YIACTHULN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpiIeHr ca akTyaln3upaHu aHAIKM3HU 32 €(PUKAaCHOCT MPHU HATMYMETO Ha JOITBIHUTEIIHH,
notBspaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBalaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuma 3.
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Tadauna 3:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jlo3a 2, 1o Bb3pacTOBU MOATPYNH — YYACTHUIU 0€3 JaHHH 32 NPeIHIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aex cien Jo3a 2 — nonysanus,

oneHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha IJIane00-KOHTPOJTHPAHUS IePHOT

Ha nmpocjaecasaBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Beuuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
NOBeYEe TOUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roquHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA

e KalllJINI[a; HOBOTIOSIBUI C€ MJIM 3aCHIINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananmu3a ca BKIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeoTkput SARS-CoV-2 ¢ NAAT [nHazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCKA HETJIAaHUpPaHa BU3UTA

npesu 7-must faeH cien J{o3a 2.

N = Bbpoii yqacTHHLIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoenue B xwiisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka Ipu BCUYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHaTa Touka. BpeMeBUAT nepros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o Kpast Ha ieproza Ha HabJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 roaunu: 0 B rpynata ¢ uPHK Bakcunata
cpeury COVID-19; 16 B rpynara c mare6o.

IS

B akryanusupanute aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien J{o3a 2 B cpaBHeHHe ¢ mwianebo e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuosa, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHUHHPAIIUTE TUPKYIUPAILH IAMOBE MPH yYaCTHULXTE B MOIMyJIalusiTa, OLleHMMa 3a e(pUKacHOCT,
chC WM 0e3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’LJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(i)I/IKaCHOCT 110 MOATPYIIN MOKAa3BaT CXOJHU TOYKOBU
OIICHKH 3a e(l)I/IKaCHOCT B I'pynyTE 110 IO0JI, ETHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo IMMOJIOXXCHUC U IIpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIIN 3a00JI9BaHUA U 3aTIIBCTABAHC, CBbP3aHU C BUCOK PUCK OT TCXKKa

¢opma Ha COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyajM3upaH aHaJU3 Ha BTOPUIHUTE KpailHU TOYKH 32 eUKacHOCT moakperns non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorspatsiBa Texka ¢popma Ha COVID-19.
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Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpelny Texka ¢popma Ha COVID-19 e npeacraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauiiHa uHpekius cb¢c SARS-CoV-2 (Tabmauna 4), Thid KaTo
Oposar na ciyyaute Ha COVID-19 npu yuactaunm 6e3 npeaumna nadekuus csc SARS-CoV-2 e
CBIIUAT KAaTO TO3U MPH YYaCTHUIM ChC WM Oe3 npeauiina uHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Tab6auna 4:  EdukxacHocT Ha BAKCHHATA — TbPBA NosiBa Ha Te:kka gopma Ha COVID-19 npu
YYACTHMIIU ChC WM 0e3 npeaumHa uHpeknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpejeleHNETO HA ATeHIMSITA 32 KOHTPOJ Ha XpaHuTe u jJekapcrBara (Food
and Drug Administration, FDA)* caen Jlo3a 1 uam ot 7-mus nex ciaea Joza 2 B
NEepPUOoa HA Mpoc/esiBaHe HA MUIALe00-KOHTPOJIHPAHOTO NPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Ilnanedo
Ciayvan Ciyuan
nl? ni? EduxacHoct Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBbpCHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnrom,

cpoTBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA

ce KaIUINIa; HOBOIIOSIBIJI CE MJIM 3aCHUTHII Ce 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM yBEIMUMIA ce OOJKa B

MYCKYJIHTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC HIIM MUPHC; BH3NAJICHO T'bPII0; AUAPHS; IOBPHIIAHE).

* Texxka popma Ha COVID-19, xakto e onpenenero ot FDA, e motespaer COVID-19 u Hanmune Ha Hali-Mako

1 ot caenuure:

e  KiuHMYHM MpHU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IIABaHe (IrXaTellHa YecToTa
> 30 BauIIBaHUS B MUHYTA, ChpJIcUHa uecToTa > 125 ynapa B MuHyTa, KUCIOpOHA caTypaius <93%
Ha CTacH BH31yX Ha MOPCKOTO paBHUIIC WX CbOTHOMICHUE HA apTCPUATHOTO IMapuruaIHO HAJATaHC Ha
KHCIIOpO/a KbM (pakimsaTa Baumiad kuciaopon < 300 mm Hg);

e JluxaTenHa HEJOCTaTBUHOCT [ONpeAeeHa KaTo HyX/1a OT IOJaBaHe Ha KUCIIOPOJI C BUCOK MOTOK,
HEUWHBA3MBHA BCHTUJIAMA, MEXaHUYHA BCHTUJIAWA UKW EKCTPAKOPIIOpaJIHa MeMﬁpaHHa OKCHUI'CHALluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHM 3a IIOKOBO CHCTOSIHUE (CUCTONMYHO KpBhBHO Hansrane < 90 mm Hg, nuacTomuaHO KPHBHO
Hamsrare < 60 mm Hg wim HyXa oT Ba30mpecopn);

e 3HaumMa octpa ObOpedHa, YepHOAPOOHA MIIM HEBPOJIOTHYHA TUCQYHKIIUS;

e [IpuemaHe B OTIICIICHUE 32 WHTCH3UBHU TPIDKY;

e  CwmppT.

a. nl = bpoit yqacTHHIIH, OTTOBapSAIIM Ha ONPEACICHUETO 3a KpaiHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanuusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3ara Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/IeHUe.

r. EdukacHoct, onienena Ha 6a3ara Ha 1siata HamnuHa (Moaudunupana intent-to-treat) momymarwus ot
ydacTHUIM, oxyamwd J{o3a 1, 3a orieHKa Ha e(hUKAaCHOCTTA, KOSTO BKITFOUBA BCHUKH PAaHIOMU3UPAHH
YYaCTHHUIH, TOTYIMIA Hali-MaJaKoTo 1 n03a OT H3NuTBaHaTa HHTCPBCHIIU.

n.  O6m mepron Ha HaOroneHue B xwsian (1 000) 4oBeKOroAWHY 3a JaJicHaTa KpaifHa TOYKa IPH BCUYKH
YYaCTHHUIM BHB BCSIKAa PEICKOBA IPyTIa IO OTHOIICHHUE Ha KpaliHaTa TOYKa. BpeMeBHAT Mepro.T 3a HATPYIIBAHE
Ha ciy4an Ha COVID-19 e ot lo3a 1 1o kpast Ha repruoia Ha HaOFOICHUE.

e EduxacHocr, onieHeHa Ha 6a3aTta Ha IOMyJNAIMATA, OIICHIMA 3a e(pUKacHOCT (Ha 7-MHus JI€H), KOSTO BKITFOUBa
BCHUYKU OAXOAANIN paHIOMU3UPAHU YUYaCTHUIIN, ITOJTYUYUIIU BCUYKH 03U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO ca paHIOMU3UPAHH B IPEABAPUTEIHO OTIPEAEeNICHHS IPO30peL, O3 IPYTH ChIECTBEHH OTKIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPE/ICTIEHO OT KIIMHHUIINCTA.

k. OO6m nepuon Ha HaOmoaeHue B Xuwisian (1 000) woBekoroAwHY 3a AajieHaTa KpailHa ToOUKa IpY BCUYKH
YYaCTHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpaliHaTa Touka. BpeMeBuAT mepro 3a HaTpyIBaHe
Ha ciyvyan Ha COVID-19 e ot 7-mus nen ciien Jlo3a 2 o kpas Ha Iepuo/ia Ha HaOIIoICHHE.
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Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu mppBOHauaneH ananu3 Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
NPOIBIDKUTEIHOCTTA Ha MpociieAsBane > 2 Mecena cien Jlo3a 2) 6e3 JaHHu 3a mpeauiiHa nH}pexuus,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nonyurin tiane6o. ToukoBara oneHka 3a epukacuoct € 100% (95% nosepurenen natepsan 75,3;
100,0). IIpu yuacTHuIM cbc MU O€3 NaHHM 32 NpenuinHa nHpeknust uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYYWIH TIa11e00.
ToBa chII0 MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepsan 78,1;
100,0).

AKTyaJlu3upaHy aHAIH3H 32 €PUKACHOCT ca HalpaBeHU MPH JOMbIHUTEIIHA TOTBHPICHU ClIyyal Ha
COVID-19, Bp3HuKHANH IO BpEMe Ha 3aCIJIETICHO I11ane00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
TpeacTaBisBa 10 6 Mecena ciie 1o3a 2 B IMOMyJaIusITa 3a e()uKacHOCT.

B akryanmsupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu oHOImM Ha BB3pacT 12 no 15 roaunmy,
0e3 JaHHU 3a MpeJuIlHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCHHATA, U UMa
28 cinyuast nipu 1 030 yuactauim, nonyumu iane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nosepurenen natepsan 86,8; 100,0) mpe3 mepronaa, Korato BapuaHTsT Asda € JOMUHUPALITHST
nupkynupan mam. [Ipu ygactaumm cbe unu 0e3 JaHAM 3a peauirHa nHdekps nMa 0 crydas mpu

1 119 yvactaum, nomyuyniv BakcuHata, u 30 ciyqas mpu 1 109 yuacTHunm, moxy4niu miareoo.
ToBa chIIO MOKA3Ba, Y€ TOUKOBaTA OlleHKa 3a eduxacHocT ¢ 100% (95% nosepuresen nnrepsan 87,5;
100,0).

B IIpoyuBane 2 e mpoBeeH aHAJIW3 HA TUTPUTE HA HEYTPAIU3UPAIINUTE aHTUTENA CPELTY
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClydacH MPUHIIMIT IOATPYIa yYaCTHHUIIN 0e3
CEPOJIOTHYHH WJIM BUPYCOJIOTUYHH JaHHH 32 MuHana ek cb¢ SARS-CoV-2 no 1 mecern cien
Jo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
y4YaCTHHIM Ha Bb3pacT 16 1o 25 rogunu (n = 170).

CBHOTHOIIEHHETO Ha CPETHO TEOMETPUYHUTE TUTPH (geometric mean titres, GMT) nipu BB3pacToBaTa
rpyna 12 no 15 rogunu cripsiMo Be3pactoBata rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTeHo € TOCTHIHAT KPUTEPUSAT 3a HE MO-MaJika e(DUKACHOCT, KOUTO €
cboTHOWIEHHE 1,5 , Tl KaTo HosHaTa rpaHuLa Ha 2-ctpanHust 95% JIU 3a cpeqHO reoMeTpudHOTO
chOoTHOIIEHHE (geometric mean ratio, GMR) e > 0,67.

HMVHOZ@HHOCW[ npu y4acmruyu Ha ev3pacm 18 u noseue 200unu — cieo 6VCW£€D 003a

EdexruBHOCTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OILICHKA Ha TUTPUTE Ha
HeyTpanusupauure anturena cpemy SARS-CoV-2, namansaBamu BUpycHaTa akTUBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa npoyuBane Oyctep qo3arta € IpuiIoKeHa 5 10

8 mecerna (Meauana 7 Mecelia) cien Bropara a03a. B [Ipoyusane 2, ananusute Ha NT50 1 mecery cien
OycTep mo3ara, CpaBHSABAHH C Te3U | Mecel clie] MbpBUYHATA Cepus, TIPH JIUIA Ha BB3pacT 18 mo

55 ronunu 6€3 cepoNOrMYHH WIIM BUPYCOJIOTHYHH JaHHU 3a MUHana nHpexkaus cbc SARS-CoV-2 no
1 mecen cien OycTep BaKCHHAIMS MTOKa3BaT HE MO-Malika e(pUKaCHOCT 10 OTHOIIICHNE KaKTO Ha
cpeaHo reoMeTpuaHOTO choTHOMeHNEe (GMR), Taka u Ha pa3iuKaTa B CTEIICHTa Ha CEPOIOTHUEH
o1roBop. CeposornyHusAT OTTOBOP NP €IUH YYACTHHUK CE OINpeesis KaTo MOCTUTaHe Ha > 4 IbTH
nosuuienue Ha NT50 oT u3xoaHo HUBO (Ipear IbpBUYHATA ceprs). Te3u aHanmu3u ca 0000IeHH B
Tabmuna 5.
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Taoauna 5: Tecr 3a Heyrpanusanus na SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne na GMR u ceposiornynust otroBop 1 Mecelr ciien
OycTep mo3a cupsiMo 1 Mecen cJjie] MbPBUYHA CepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunu 6e3 nanHu 32 nHpexkuus A0 1 mecely cjea dycrep 103a* — momyJaanusi,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 mecen ciren

Oycrtep no3a/- | Ilocturnara
1 mecen ciien | 1 mecelr cjien | meJt 3a He TO-
1 mecen ciien IbPBHYHA IbPBHYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenno
reoMeTpu4eH TUTHP
HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJISIBAIIL
BHpYCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2120 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) I
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3upalmre
aHTHTe]Aa,
HaMaJIsiBalI| 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200" | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%") I

Cokpamenuns: [ = noseputenen uarepsai, GMR = cpenno reomerpuyuno crotHomeHne; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO onpeesiHe; N-CBbp3Balll = CBbP3BAalll
nykneonporenta Ha SARS-CoV-2; NAAT = recr 3a ammindukaius Ha HyKJIeuHoBH kucennnu; NT50 = tutsp
Ha HeyTpaJI3UpaliTe aHTUTeIIa, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTopeH CHHApPOM KopoHasupyc 2; JI/H = na/me.
t SARS-CoV-2 NT50 e onpejienieH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanusaius Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3non3Ba (GuyopecleHTeH pernopTep BUPYC, MOJIyUeH OT Iama
USA_WAL1/2020, u BupycHaTa HeyTpaau3aIys ce OTINTa BbB Vero KieThuHr MoHocioese. NT50 Ha
poOuTe ce Ompeaens KaTo peHUIPOIHOTO CEPYMHO paspexaane, mpu koeto 50% ot Bupyca ce

HEYTpaJIu3upa.

B ananm3a ca BKIIOYEHN y9acTHUIHU 0€3 CEpPOJIOTHYHHM MIIH BUPYCOJIOTHYIHHU JaHHU (10 1 Mecen cnen OycTep

no3a Comirnaty) 3a muHaxa nHpeKwst cb¢ SARS-CoV-2 (T.e. orpunaTtenHu 3a N-cBbp3BaIly aHTHUTENA
[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT
(Ha3anHa HATPUBKA) NIPU BCSAKA HEIUIAaHMpaHa BU3UTa J10 1 Mecel] cient OycTep 103a.

I+

Benuku nmoxxonsimuy y4acTHUIM, noiy4ynin 2 1o3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIHO, C

npuioxkeHa J[oza 2 B paMKuUTe Ha MpeABApUTETHO onpeaesieHus mpo3opel (B pamkute Ha 19 1o 42 nuu crnen
Ho3a 1), monyuunu Oyctep no3a Comirnaty, ¢ moHe 1 Baju/IeH U ONPE/ISIICH PE3yaTaT 32 UMYHOTC€HHOCT
ciez OycTep /03a MPH B3eMaHe Ha KPBB B PAMKHTE HA MOJXOAI Mpo3opell (B paMkute Ha 28 10 42 1HU
cien Oycrtep mo3aTa) U 0€3 IPYTH CHIIECTBEHU OTKIOHCHHS OT IPOTOKOJIA, KAKTO € OTPEIEIICHO OT

KIIMHUIIUCTA.

a. 1n=0poif yYaCTHHUIIM C BAJIUIHU U ACHU PE3yIATATH OT TECTa U B IBETE BPEMEBH TOYKH 32 B3eMaHe Ha Mpobda
B PaMKHTE Ha OTIPEICHHUS ITPO30PeIT

6. GMT u 2-ctpannte 95% AW ca u3uncieHn uype3 CTENEeHyBaHe Ha CPEAHATA JIOTAPUTMUYHA CTOMHOCT Ha
tutpuTe U chorBeTHUTE JIU (Ha Oa3ara Ha t-pasnpeneneHuero Ha Student). Pesynratute ot aHamm3a mox
LLOQ ca 3amangenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIU ca u3uncieHn upes3 cTEICHyBaHe Ha CpeHATa PAa3IUKa B IOTAPUTMUIHHUTE
CTOMHOCTH OT aHanm3a u cboTBeTHUTE /IU (Ha O6a3ata Ha t-pasnpenenenuero Ha Student).

r. He mo-maska eukacHOCT € JeKIapupaHa, ako JoJHaTa rpaHuia Ha 2-ctpanuust 97,5% I 3a GMR e
> 0,67 1 ToukoBaTa oreHka 3a GMR e > 0,80.

J. N = Opoi y4aCTHHILM C BAJMAHU U SICHU PE3YJITAaTH OT TECTA 3a MOCOYEHUs aHAIN3 HA M3XO/HO HUBO, 1 Mecer
cien Jlo3a 2 u 1 mecer ciien Oycrep 1o3aTa B paMKHUTE Ha ONpeIeHHsI Tpo3opetl. Te3u CTOMHOCTH ca
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3HAMEHATEIU MPH MPOICHTHATE U3YUCICHUS.

e. Opoil yyacTHHIM ChC CEPOJIOTHUEH OTTOBOP 32 Ja/ICHHs aHAIN3 TIPH Jla[IeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipooOa. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnuka B ChOTHOIICHUATA, M3pa3eHu KaTo mporeHT (1 mecerr cien Gycrep mo3a — 1 mecern cien J{o3a 2).

Kopurupan 2-ctpanen /I na Wald 3a pa3nnkara B ChOTHOIIEHUATA, U3pa3eHa KaTo MPOIICHT.

He mo-manka edukacHOCT € Aexiapupana, ako JoHATa TpaHuNa Ha 2-ctpaHHus 97,5% [ 3a npomneHTHaTa

pasnuka e > -10%.

w

Omnocumenna eqpuxacHocm Ha 6aKCURAMA NPU VYACMHUYY Ha 8b3pacm 16 u noseue 200unu — cieo
bycmep 0o3a

B eaunn mexannen aHanu3 3a epukacHoct ot [IpoyuBaHe 4, mane00-KOHTPOIUPAHO MPOYYBAHE C
NpUIIOKEeHUE Ha OycTep 03a, mposeaeHo npu npudausutenano 10 000 ygactHUIM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot IIpoy4BaHe 2, ca OLlEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HaTpyllaHU Hali-paHo OT /-MHMs JA€H ciiesl OycTep BaKCHHALMATA J0 aTaTa Ha 3aK/II0UBaHE HA JaHHUTE
5 oxtomBpu 2021 r., TOBa ce sABABa NEpUO Ha MPOCIEAsIBaHE cliell OycTep A03a C MeAnaHa

2,5 mecena. byctep no3ara e npunoxxena 5 no 13 mecena (Mmenuana 11 mecena) ciex Bropara 103a.
OrneHeHa e ehMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUIHATA CEPUS
B CpaBHEHHE C TpymaTa ¢ mianedo BMecTo OycTep 1032, MOJyduiia caMo IbPBUYHATA CEPHSL.

Wudopmanusra 3a oTHOCHTeTHATa €(UKACHOCT HA BAKCHHATA IIPH YYACTHUIN HA BB3pacT 16 1 moBeue
roauHu 0e3 AaHHU 3a npeauiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OtHocuTenHaTa ehUKaCHOCT Ha BAaKCHHATA IPH YYaCTHUIIM ChC U 0€3 TaHHU 3a MPEIUIIHA HHPEKIUSI
c¢bc SARS-CoV-2 ¢ 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogo0HO Ha Ta3u,
HaOJIro/1aBaHa MPY YYaCTHHIM Oe3 JaHHM 3a TpeIMiIHa HHPEKIUs. BposT Ha MEPBUYHKTE CITyvan Ha
COVID-19, nabmogasanu oT 7-Musl IeH cieq OycTep BakCHHALMATA, € 7 B rpynara ¢ Comirnaty u

124 B rpynara c miane6o.

Ta6iuna 6: EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus eH cien
OycTep BAKCHHAIMSA — YYACTHUIH Ha Bb3pacT 16 1 noBeve roannu 0e3 JaHHU 3a
HH(peKIH — MONYyJalus, OleHnMa 32 eUKACHOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq OycTep 1032 NPH YYACTHUIIM 0€3 TaHHHU 32
npeauimHaa nHpexnus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N2=4 695 N=4 671
Cayuyau Cayuaun OTHocuTeIHA
n1% n1® eduxacHocT Ha
Bpeme Ha Haoaonenune® | Bpeme Ha HaOmoneHue® BakcuHata" %0
(n2") (n2") (95% JAN°)
[IspBa nosiBa Ha
COVID-19 or 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCUHALIWS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpICHUTE ClTyyau ca OMpPEICIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpPa; HOBOIMOSBUIIA CE UJIH 3acHIInIa

Ce KallUTHIA; HOBOIIOSIBIII CE WJIM 3aCHIIUII CE 3alyX; BTPUCAHE; HOBOIOSIBUIIA CE WM YBEIHUYWIIA ce OOJIKA B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPWC; BB3MAJICHO I'bPJI0; JUAPHS; IOBPHIIAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPONIOTHYHU W BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]
Oycrep BakcuHanusTa) 3a MuHana uadexius cb¢ SARS-COV-2 (T.e. OTpHLIATEIHH 32 aHTHUTENA C
N-cBbp3Bane [cepym] Ha Busuta 1 u HEeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc
orpumnatener pesynrtatr oT NAAT [Ha3anmHa HaTpHUBKa] IPH BCsAKA HEIUTAHMpaHa BU3UTA TIpenn 7-MHUs I€H
cien OycTep BaKCHHALIUATA).

a. N = bpoii yuacTHMLIM B IOCOYEHATA IPyIa.

nl = bpoif yuacTHHIIM, OTrOBapsILK Ha ONPEJICICHUETO 3a KpaiHaTa TOUKa.

B. OO nepuon Ha HabOmoaeHue B xwsiau (1 000) woBekoroanHu 3a AajicHaTa KpaiHa TOYKa MPH BCUUKU
Y4aCTHUIIM BbB BCsKa PUCKOBA IpyIia MO0 OTHOIICHUE HA KpailHaTa Touka. BpemeBusT nepuoj 3a HaTpynBaHe
Ha ciaydaun Ha COVID-19 e ot 7-must ieH ciier OycTep BaKCHHAIIUSATA JI0 Kpasi Ha MepHo/ia Ha HaOJII0ICHHE.

r. n2 = 0poil Ha YYaCTHUIUTE B PHCK IO OTHOIICHUE HA KpaiiHaTa TOYKa.

o
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na.  OtHocutenHa eUKACHOCT HA BaKCHHATA B Ipymata ¢ Oycrep jo3a Comirnaty B cpaBHeHue ¢ miarebo
rpynara (6e3 Oycrep 103a).

e. JIBycrpannusT noBeputenieH uateppai ([I1) 3a oTHocuTeHa e(hUKacHOCT Ha BAKCHHATA € IOJTydeH Ha OazaTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJroieHue.

Hmynocennocm na 6ycmep 003a cied NbpeudHa 8aKCUHAYUA ¢ 0py2a paspeuiena 3a ynompeoa
saxcuna cpewy COVID-19

M3BoawuTe 110 oTHOMICHHE HAa e(peKTUBHOCTTA Ha OycTep mo3a Comirnaty (30 ug) mpu nwia,
3aBBPIIMIM MbPBHYHA BAKCHHAIIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemry COVID-19
(xereposiokHa OycTep 703a), C€ OCHOBABAaT HA JAHHUTE 32 IMYHOTC€HHOCT, MTOJTyYeHH OT HE3aBUCHMO
OTKPMTO KIMHUYHO IpoyuBaHe (asza 1/2 na Hanmonanuure 3npasau uncrutytu (National Institutes of
Health, NIH) (NCT04889209), nposeneHo B ChequHEHNTE IATH. B TOBa Mpoy4BaHe Bb3pacTHU
(mmamnazon 19 mo 80 roaMHM), KOUTO ca 3aBBPIIIN ITHPBUYHA BAKCUHAIIUS ChC CEPUS OT 2 J03H
Moderna 100 pg (N = 51, cpeana Bs3pact 54+17), enuanuna fgo3a Janssen (N = 53, cpeaHa Bb3pacT
48+14) unu cepus ot 2 no3u Comirnaty 30 ug (N = 50, cpeana B3pacT 50+18) Haii-Maiko

12 ceqmuIy mpeny BKIIOYBAHETO UM B IPOYYBAHETO M B aHAMHE3aTa Ha KOUTO HE ce ChoOIaBa 3a
uHpeknus cbc SARS-CoV-2, ca momyunnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty uaaynupa yBenndaBane Ha GMR Ha TuTpuTe Ha HeyTpanu3upamure anTurena 36, 12 u 20
BTH CHOTBETHO CJie] MbpBUYHKTE 103K Janssen, Moderna, u Comirnaty.

XereponokHa Oyctep BakcuHaius ¢ Comirnaty € olieHeHa ¢hIno u B mpoyuBaneTo CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHanus ¢ Tperta jo3a cpeary COVID-19, B koeto 107 Bp3pacTHU YYaCTHUIM (C MeIUaHa
Ha BB3pacTTa 71 roguHu, MHTEPKBAPTHIIEH Tuana3oH 54 10 77 roquHU) ca paHAOMHU3HUPAHU
Hai-manko 70 muau cien 2 mo3u BakcuHa cpenty COVID-19 na AstraZeneca. Cien mspBUYIHATA CEPHUS
¢ BakcuHa cperry COVID-19 na AstraZeneca, riceBnoBupyc (aus Tum), npomsinata B8 GMR na NT50-
TUTPUTE Ha HEYTPAIM3UPALIUTE aHTUTENA ce yBenudana 21,6 MbTH ¢ MPUIIaraHeTo Ha XeTEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

HUmynoeennocm npu yuacmuuyu va 8b3pacm> 55 200unu — cred dycmep 003a (vemsvpma 003a)

Comirnaty (30 pg)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E) 305 yuactHum Ha BB3pact
> 55 roauuu, 3aBspmIn cepust ot 3 mo3u Comirnaty, ca moxyummu Comirnaty (30 ug) xato 6ycrep
no3a (deTBbpTa 103a) 5 mo 12 mecena cnex Jlo3a 3. 3a maHHWTE OT MOATPYIIATa 32 UMYHOTEHHOCT
BokTe Tabnuna 7.

Umynozennocm npu yuacmuuyu na evzpacm 18 0o <55 coounu — cneo 6ycmep 0oza (vemsvpma
do3za) Comirnaty (30 u)

B Ioanpoyusane D [moarpyma ot Ilpoyusane 2 (Pa3za 3) u IlpoyuBane 4 (Paza 3)] 325 yuacTHuIM
Ha BB3pacT 18 mo < 55 roauuwu, 3aBbpiumnm cepust ot 3 go3u Comirnaty, ca momyqwmmu Comirnaty

(30 pg) kato Gyctep no3a (derBbpra q03a) 90 1o 180 muu ciex o3a 3. 3a qaHHHTE OT MOATpYyIATa 32
MMYHOT€HHOCT BrkTe Tabmuna 7.
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Tabauua 7. O000IIeHU JAHHH 32 HMYHOTeHHOCT OT yuacTHUIM B [lognpoyuBane D Ha
npoyuBane C4591031 (mbpJjiHa pa3mmpeHna rpyna Ha koxopra 2) u [loanpoyusane E
(moArpyna 3a UMYHOT€HHOCT Ha pa3lIMpeHaTa Koxopra), moy4uuaun Comirnaty
30 pg kaTo GycTep (4eTBBPTA 103a) — YYACTHUIU (€3 JaHHH 32 HHpeKIus 10
1 mecen cJie OycTep 1032 — NONMYJIALMSA, OLEHUMA 32 HMYHOT€HHOCT

Jo3za/
BpeMeBa TOYKA
3a B3eMaHe Ha

Hoanpoyusane D
(BB3pacr 18 1o
< 55 rogunm)

HoanpoyusBane E
(BB3pact > 55 rogunan)

npoba’ Comirnaty 30 ug Comirnaty 30 ug

GMT GMT
GMT NS (95% ") N® (95% ")
Tecr 3a 1/mpenu 315,0 67,5
HEyTpaTu3aius Ha BaKCHUHAIUATA 226 (269,0; 368,9) 167 (52,9; 86,3)
SARS-CoV-2 -
Omicron BA.1 - NT50 1063,2 455,8
(THTBp) 1/1 mecent 228 (935,8; 1207,9) 163 (365,9; 567,6)
Tect 3a 1/npenu 3999,0 1389,1
HEyTpaInu3aliis Ha BaKCHHAIIAATA 226 (3529,5; 4531,0) 179 | (1142,1;1689,5)
SARS-CoV-2 -
pedepenteH mam — 12009,9 5998,1
NT50 (tutsp) 1/1 mecent 227 | (10744,3;13424,6) | 182 | (5223,6; 6887,4)
CreneH Ha
CepoJIOruveH OTroBOP
Ha 1-Bus Mecel cJieq n* (%) n* (%)
Ho3a 4 N®= (95% JIN°) N® (95% JIN°)
Tecrt 3a
HeyTpau3alys Ha
SARS-CoV-2 -
Omicron BA.1 - NT50 91 (40,3%) 85 (57,0%)
(TUTBp) 1/1 mecent 226 (33,8; 47,0) 149 (48,7, 65,1)
Tect 3a
HeyTpau3aius Ha
SARS-CoV-2 -
pedepenteH mam — 76 (33,8%) 88 (49,2%)
NT50 (tutsp) 1/1 mecent 225 (27,6; 40,4) 179 (41,6; 56,7)
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Coipauienus: JJU = nosepurenen untepsan; GMT = cpenuo reomerpudeH tutbp; LLOQ = nonHa rpanuia Ha

KOJIMYeCTBeHO onpezensiHe; N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NAAT = tecr 3a

aMIMuKanus Ha HykinenHoBH kucenuHd; NT50 = TuTbp Ha HeyTpanu3UpalUTe aHTUTEIa, HaMalliBalll BUPYCHATa

akTUBHOCT ¢ 50%; SARS-COV-2 = TexbK OCTBp PECIUPATOPEH CHHAPOM KOPOHABUPYC 2.

3abenexka: Menuanata Ha Bpemeto oT J{o3a 3 1o J{o3a 4 na Comirnaty 30 pg e 4,0 mecena B Koxopra 2 Ha

IMoampoyusare D u 6,3 Mecena B pasmupenara koxopra Ha [Toanpoyusane E.

3abenexka: [IpnHa pasmmpena rpyna B [Tloanpoyusane D = KoxopTa 2 ¢ u3kiitoueHne Ha KOHTposIHaTa rpyma; [loarpyma 3a

nmyHorerHocT B [Toanpoyusane E = npon3Boina n3Bagka ot 230 y9acTHHIM OT TPYIHTE BAKCHHUPAHU, N30paHU OT

pasImIpeHara Koxopra.

3abenexka: B aHanu3a ca BKIIOYEHH y4aCTHHIM 0€3 CEpOIOTMYHH WM BUPYCOJIOTHYHHU JAHHHU (IIPEIN B3EMAHETO Ha KPhBHA

mpoba Ha 1-Busi Mecel] clie/l BAKCHHALMATA B IPOYYBaHeTO) 3a MuHaa uHpekuus cb¢ SARS-CoV-2 (1.e. oTpunarentu 3a

anTuTena ¢ N-cBbp3BaHe [cepyM] Ha BU3UTHUTE 3a BAKCHHAIMS B POYYBAHETO U | Mecel ciie]] BAKCHHALUATA B IPOYIBAHETO,

c orpunareneH pesyarar or NAAT (Ha3anHa HaTpUBKa) HA BU3UTATa 32 BAKCHHALMS B IPOYYBAHETO M Ha BCSKA

HeIUTaHWpaHa BU3WTA IIpe]I B3¢MaHeTO Ha KpbhBHA IIpo0a Ha 1-Bus Mecell clie]] BAKCHHALUTA B IIPOYYBAHETO), KaKTO U Oe3

anamHe3a 3a COVID-19.

3abenexxka: CepoJIOTHYHUST OTTOBOP ce Ae(UHIPa KaTo NOCTUTAHE > 4 IIBTH ITOBUILICHUE OT U3XOIHO HUBO (IIpeIH

BaKCHMHALMATA B IPOYYBAHETO). AKO CTOHHOCTTA IIPH U3MEPBAHETO Ha M3XOIHOTO HUBO € mox LLOQ, croitHocTH

>4 x LLOQ cnen BakCHHAIMATA C€ CYUTAT 33 CEPOIOTUIEH OTTOBOP.

a. OmnpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPBBHU IPOOH.

6. N =0poit yyacTHUIN C BaJMIHU U SICHH PE3YyNITATH OT TECTA 32 TIOCOUCHUSI aHAIN3 B a/IeHAaTa BpeMeBa TOUKa 3a
B3eMaHe Ha Ipooa.

B. N =0poii yuacTHHIM C BAJIMHHM | SICHU PE3yJITaTH OT TECTA 32 OCOUCHHUS aHAIN3 KaKTO BBB BpeMeBaTa TOUYKa ey
BaKCHHAIMATA, TaKa U B J]aJieHaTa BpeMeBa TOUYKa 3a B3eMaHe Ha Ipooa.

r. GMT u 2-ctpannute 95% /1Y ca u3unciaeHy ype3 CTENCHyBaHe HA Cpe/lHAaTa JIOrapUTMUYHA CTOMHOCT Ha TUTPUTE U
cporBetHUTE /I (Ha 6a3ara Ha t-pasupenenenuero Ha Student). Pesynrarure ot ananusa mox LLOQ ca 3amanenu karo
0,5 x LLOQ.

I. N =0po# y4aCTHUIHN ChC CEPOJIOTHIEH OTTOBOD 3a AAACHHS aHAIW3 IPH JafeHaTa BpeMeBa TOUYKa 3a B3eMaHe Ha IIpooa.

e. Touen 2-crpanen JIU, 6a3upan Ha metoaa Ha Clopper u Pearson.

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.

Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHH TO31 33 X0pa
BEJIHBXK CEIIMUYHO, TEHEPHPAIIN OTHOCUTEIIHO BUCOKH HHUBA TIPH ILTHXOBE TIOPAIH Pa3IHUIHUITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO HAa WHKEKTHPAHE U yBEIIMYaBaHE Ha
OennuTe KPbBHHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MNAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aI¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku edextu ca Ounu odpaTumu.

I'enorokcuuHOCT/ KaHIICPOrCHHOCT

He ca mpoBexxanu npoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHata (Jiumuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.
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PenponykTuBHA TOKCHYHOCT

PenponykTuBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 Pa3BUTHUETO Ca W3CIEABAHU MPH ILTHXOBE B
KOMOMHHpaHO MpOoy4YBaHe Ha (PEepTUIINTETa U TOKCUYHOCTTA 33 Pa3BUTUETO, TpU KoeTo Comirnaty e
HpUIarad HHTPAMYCKYJIHO Ha )KEHCKHM IUTbXOBE Ipeau Yu(TOCBaHE U IO BpeMe Ha recTanus
(momy4aBaiy 4 IHIHU 1031 32 XOpa, TeHEPHPAI OTHOCUTEIHO BUCOKH HUBA IPH IUIBXOBE ITOPaIH
pasnu4uATa B TEJIECHOTO TETJIO, B IepHoaa Mexay AeH 21 npenn undToCBaHETO U reCTallHOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanusupany antutena cpemy SARS-CoV-2 uma npu KUBOTHHTE
MaiKH OT nepuojia npean YuhTOCBaHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo u
npu erycute 1 okosneHneTo. Hiama cebp3anu ¢ BakcuHata eeKkTu BbpXy hepTuiinTera,
OpeMeHHOCTTa Wi eMOpruo(eTaIHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJIEHUETO. JIUIcBaT JaHHu 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATa B MIISIKOTO.

6. DODAPMAIIEBTUYHHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

((4-xumpoxcubyTrn)azaneaumn )ouc(xekcan-6,1-nuwmn)ouc(2-xekcunaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapom-sn-riuunepo-3-pocdoxonuu (DSPC)

Xogecrepon

Tpomeramon

TpomMeTamMoIIOB XHUAPOXIIOPHT

3axaposa

Bopa 3a nexexuun

6.2 HecbBMecTHMOCTH

To3u jekapcTBEH MPOAYKT He TPsAOBa Jla Ce CMecBa C IPYTH JIEKapPCTBEHHU MPOILYKTH.

6.3 Cpok Ha rogHOCT

HeortBopeHn ¢uakoH

Sampazen haakou

18 mecena, korato ce cpxpansia npu -90°C no -60°C.

Baxkcunara ce nonydaa 3aMpaszeHna npu -90°C go -60°C. Cnen nosyyaBaHe 3aMpa3eHaTa BaKCUHA
MOXe Ja ce chxpansaBa uiu mnpu -90°C o -60°C, nnu npu 2°C go 8°C.

Eonooozoeu graxonu

Koraro ce cpxpansiat 3ampasenu npu -90°C no -60°C, onakoBkure ¢ 10 eqH01030BH (1akoHa
BakcuHa Morar ja ce pazmpasst npu 2°C no 8°C 3a 2 yaca, a eiMHUYHY (PIIaKOHU MOTaT Jia ce
pasMpassT npu ctaitHa Temmepatypa (10 30°C) 3a 30 MUHyTH.

MHnoe000306u praxonu

Koraro ce chxpansBat 3ampasenu npu -90°C no -60°C, onakoBkute ¢ 10 MHOr0/1030BH (hjIaKOHA
BaKcHHa Morat Ja ce pazmpasat npu 2°C no 8°C 3a 6 yaca, a eqTMHUYHHN (GIIAKOHU MOTAT Jia ce
pasmpasar npu craiina remneparypa (10 30°C) 3a 30 MUHyTH.

Paszmpazen praxon

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C o 8°C B pamkute Ha 18-MecedHus cCpok Ha
TOJIHOCT.
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. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OIIaKoOBKa Tpsi0Ba J1a ce 3alMIle HOBUAT CPOK Ha 'OJHOCT U BaKCHHATa TpsAOBa Jia ce U3I10JI13Ba
WIN J1a € U3XBBPJIU ChOOPa3HO TO3U CPOK. IIbpBOHAUAIIHUAT CPOK Ha TOIHOCT TpsiOBa J1a ce
3azpacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa 1a ce cpxpansasa npu 2°C go 8°C.
CpoKBT Ha TOTJHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWil KOpUTHpaH, 3a Ja 0Tpa3siBa
CpOKa Ha TOTHOCT MIPH ChbXPAaHEHUE B XJIAIMITHUK U TBPBOHAYAITHUAT CPOK Ha TOJHOCT TPsOBa
Jla e OwT 3a/IpacKaH.

[Mpeau ynotpeba HeOTBOpEeHHUTE (PIIAKOHM MOTAT JIa c€ ChXpaHsBar 0 12 vaca rnpu TeMiieparypa
Mexay 8°C u 30°C.

C pa3Mpa3CcHUTC (I)J'IaKOHI/I MOXKE Oa CC paGOTI/I B YCJIOBU: Ha CTaiiHa CBETJIMHA.
Caen padMpassiBaHe¢ BAKCUHATa HE TpﬂﬁBa Aa ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypHu OmxKJIOHEeHUA NpU CbXpaHeHue 6 XAAOUTHUK

o JanHuTe 3a CTAOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (IIakoH € ctabuieH 10 10 ceqmuiy,
KOraTo ce CbXpaHsBa Ipu temnepatypa ot -2°C go 2°C, B pamkure Ha 10-ceIMUYHHA IEPHOA
Ha chxpanenue mexnay 2°C u 8°C.

. JlanHuTe 3a CTAaOMITHOCT MOKa3Bart, e (PIakoHbT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Mpu
temriepatypa 8°C mo 30°C, BximrounTesHo 10 12 gaca ciex mspBOTO IPOOUBaHEe Ha
3alymankara Ha (JIaKkoHa.

Tasu naopmarus e npeaHasHadeHa Aa YIIbTH MEIUIIMHCKUTE CTIICIIHATUCTH CaMo B CITydai Ha
BPEMEHHO TEMIIEPATyPHO OTKJIOHEHUE.

OtBOpeH Q1akoH

Joka3ana e xumMu4Ha 1 pU3MYHA CTAaOMITHOCT 10 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
KOETO BKJIIOUBA JI0 6 "aca BpeMe 3a TpaHcrnopTupane. OT MEKpOOHOJIOTYHA TJIeTHA TOYKA, OCBEH aKO
HAYMHBT HAa OTBApsIHE M3KIFOUBA PHCKOBE OT MUKPOOHA KOHTAMHHAIIMS, TPOLYKTHT TPsiOBa 1a ce
M3M0J13Ba BegHara. AKO He ce M3I0JI3Ba BeHAra, BpEMETO U YCIOBHUITA Ha ChbXpaHEHUE 110 BpeMe Ha
ynoTpeba ca OTTOBOPHOCT Ha MOTPEOUTESL.

6.4 CnenmnaJHM ycJI0BUS HA CbXpaHeHUe

Ja ce cbxpansiBa BbB (pusep mpu -90°C no -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3Hh OT CBETIHHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U H30ATrBaiTe
M3J1araHe Ha NpsKa CIIbHYEBA CBETIMHA U YJITPaBUOJIETOBA CBETIMHA.

3a ycrnoBusTa Ha ChXpaHEHUE CIIE/ pa3Mpa3sBaHe U ITbPBOHAYAIHO OTBAPSIHE BIKTE TOYKA 6.3.
6.5 Buau chabp:kaHue HA ONAKOBKAaTa

Comirnaty mucniepcust ce goctassi B ipo3paden (iakon (ctbkito Tui 1) 2 ml cbe 3amymanka
(cuHaTeTHYHA OGPOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKaTKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO

Kamayde.

Enun enHom030B ¢utakoH chabpka 1 mo3a ot 0,3 ml, Biwxre Touku 4.2 u 6.6.
Ennn MHOTO030B piakoH (2,25 ml) ceabpixka 6 no3u no 0,3 ml, BikTe Touku 4.2 1 6.6.

Bun omakoBka ¢ enHomo308u ¢uakonu: 10 drakona.

Bunore onakoBku ¢ MHOT01030BH (uiakonu: 10 dnakona wim 195 pnakona
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He Bcwuku BHIOBE ONAaKOBKH MOTaT J1a Ob/IaT ITyCHATH Ha T1asapa.

6.6 CrhenuaJHu NpeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

VYkazanus 3a pabora

Comirnaty TpsiOBa 1a ce MPUTrOTBH OT MEIUIIMHCKH CIICI[HAIUCT, KaTO CE U3I0JI3Ba aCeNTHYHA
TEXHUKA, 33 J]a CC TapaHTHpa CTEPIITHOCTTA Ha MIPUTOTBEHATA TUCIICPCHSL.

YKA3AHMUSA, ITPUJIIOKUMU KAKTO ITPU EAHOJO30BUTE, TAKA U IIPU

MHOI'OJJO30BUTE ®JIAKOHU

IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/I03A HH)KEKIIMOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

CuBo kanaue

Ja He ce
pa3peskna

ITposepere ganu GIakOHBT € ChC CUBO
IUIACTMACOBO Karlaye U CUB KOHTYP,
OTpaKIAIl €TUKETA, U IAJId UMETO Ha
npoaykra ¢ Comirnaty

30 Mukporpama/no3a HHKEKIIOHHA
JUCTIICPCHSL.

[TpoBepere ganu GIakoHBT € €THOI030B
WIJTK MHOTOJI030B M CJICIBAKTE
NPUIOKUMHUTE YKa3aHuUs 3a paboTa 11o-
T0ITy.

AKoO (pJIaKOHBT € ChC CHBO TUTACTMACOBO
Karade U CUB KOHTYp, OTpaskali
eTUKEeTa, U UIMETO Ha MPOIYKTa €
Comirnaty Original/Omicron BA.1
(15/15 mukporpama)/no3a HHXEKITHOHHA
aucnepcus win Comirnaty
Original/Omicron BA.4-5

(15/15 muxporpama)/no3a HHXEKIIHOHHA
JICTIEPCHS], MOJISI, HATIPaBeTE CIIpaBKa ¢
KpaTKaTa XapaKTepHCTHKa Ha IPOAYKTa
3a Tasu GopMa.

AxO0 (pNIaKoHBT € ¢ JIMITABO MIACTMACOBO
Karaue, MOJisl, HaljpaBeTe CIIPaBKa C
KpaTKaTa XapaKTepHCTHKa Ha IPOIYKTa
3a Comirnaty 30 Mukporpama/nosa
KOHIICHTPAT 32 HHKEKI[HOHHA
THCTIEPCHSI.

AXO (ITaKOHBT € C OPAHKEBO
TUIACTMACOBO Karayue, MOJIsI, HallpaBeTe
CTpaBKa Cc KpaTKara XxapakTepHUCcTHKa Ha
npoaykTa 3a Comirnaty

10 mukporpama/mo3a KOHIIEHTPAT 3a
MHKCKIIMOHHA JAUCTICPCHUS WIIN
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/mo3a KOHIIEHTpAT 3a
WHKEKIIMOHHA JNUCTIEPCHSL.

AKo (py1akoHBT € ¢ KadsBO-ICPBEHUKABO
IUIACTMACOBO Karayue, MOJIs, HalpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepUCTHUKA Ha
npoaykra 3a Comirnaty

3 MUKpoOrpama//103a KOHIIEHTPAT 3a
MHKCKIIMOHHA JIUCTIEPCHSL.
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HPEJU YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/1O3A HHXKEKIITMOHHA
JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

>

Ja ce cbxpansiBa 10
10 cexmumu npu
2°C no 8°C,
KOpHUrupaiite cpoka
HA FOAHOCT BbPXY
KapTOHEHATA
ONAKOBKA.

AKO €IHO/I030BUST U MHOTOZ030BHUSAT
(akoH ce chXpaHsBa 3aMpaseH, TOH
TpsiOBa Ja ce pa3mMpasu mpeau
ynotpeba. 3ampazeHute GIakoHU
TpsiOBa Ja ce mpeHecaT B cpena ¢
temrrepatypa 2°C mo 8°C, 3a ma ce
pasMpasst. YBepeTe ce, ue QIIakoHUTe
Ca HAITBJIHO pa3Mpa3eH! Mpean
yrotpeoa.

0 EnHono3oBu duiakoHu:
Pa3mpassBaneTo Ha eHA OMTaKOBKA
¢ 10 eqHOMO30BY (h1akoHA MOXKE Ja
oTHeMe 2 Jaca.

0 MHoro/1030BH (hIaKOHH:
Pa3mpazsBaneTo Ha eHa OMMaKOBKa
¢ 10 MmHOTOIO30BH (Pr1aKOHA MOXKE
a oTHEMe 6 yaca.

Crnen mpemecTBaHe Ha (DIaKOHUTE 3a

cpxpanenue npu 2°C no 8°C,

KOpHUTHpalTe CpoKa Ha TOAHOCT BBPXY

KapTOHEHaTa OTIaKOBKa.

HeotBopenure durakoHu mMorar 1a ce

chxpaunsBar 10 10 cenmunu npu 2°C 1o

8°C, 0e3 na ce mpeBHIIaBa

OTIIEYaTaHUAT CPOK Ha rogHocT (['oxen

J0:).

Bb3MoxeH e Apyr BapUaHT, IPU KOKUTO

eIMHUYHY 3aMpa3eHu (IIaKOHU MOXKeE Ja

ce pa3mpasar 3a 30 MUHYTH IIpH
temriepatypa g0 30°C.

[peau ynorpeba HEOTBOPEHHAT (PIIAKOH

MOXKeE J1a ce ChXpaHsaBa 1o 12 gaca npu

temneparypa a0 30°C. C pa3mpaszeHute

(rakoHH MOXe Ja ce paboTH B YCIIOBHS

Ha cTaliHa CBETJIMHA.

g

Buumareano 10 nbTH

Buumarenno pa3zmecere, KaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pazmecBane pa3mpaseHaTa
JIUCTIEPCHUST MOXKE JIa ChIbpKa Oenun 10
MOYTH O€JIM HEMPO3pauHu aMOp(HH
YaCTHULIH,

Crnen pa3mecBaHe BaKCHHATA TPsAOBa J1a
TpeJICTaBIIsIBa Osta 10 MouTH Osta
nucrepcus 0e3 BuauMu yactuiu. He
W3IOJI3BATEe BaKCHHATA TIPY HATHYNC
HA YaCTHIIY WM MPOMSHA B IIBETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A UHXKEKLHMOHHA JUCIHIIEPCHUS (JIMLA HA 12 1 ITIOBEYE

T'OJINHN)

0,3 ml BakcuHa

Ennono3o0Bu dhiaakoHu

Wsrernere eqMHUYHA 1034 BAKCHHA OT
0,3 ml.

UzxBbprieTe GaakoHa W UIJTHIITHUAS
obeMm.

MHoro10308u (hrakoHu

Bcekn MHOT01030B ()J1aKOH ChIBpKa
6 go3u mo 0,3 ml.

Kato m3non3Bare acentuyHa TEXHUKA,
MOYMCTETE 3alyIIaikaTa Ha JIaKoHa ¢
TaMIIOH 3a €IHOKpaTHa ynoTpeoa,
HAIlOCH C aHTUCETITHYEH Pa3TBOP.
Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MOI3BAT CIPHUHIIOBKH
W/WJIH UTIIN C MalTbK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
U3TETIIAT 6 J03M OT eAVH (DIaKOH.
KoMOuHamnusTa OT CIpUHIIOBKA U UIJa C
MaJTbK MBPTHB 00eM TpsiOBa Ja ©Ma
MBPTHB 00EM HE MO-TOJISIM OT

35 MUKponUTpa.

AKO ce M3M0I3BaT CTaHAApTHH
CHPUHIIOBKY M UTJIH, MOXeE /1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETJIsIHE Ha [IeCT
JIO3H OT eIuH (HIIaKoH.

Bcesika no3a tpsioBa 1a ceaspxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BbB
(h1akoHa BakCHHA HE MOKE J]a TOCTaBH
eaHa 1s1a qo3a ot 0,3 ml, u3xBbprere
(hakoHa U M3MUILHUSL 00eM

3amnuineTe CbOTBETHUTE AaTa/dyac BPXY
(nakoHa. M3xBBppiere Hen3moa3BaHaTa
BakcuHa 12 waca ciex mppBOTO
npoOuBaHe Ha 3aIyliankara Ha
(hnaxona.

UsxBbpasiHe

Hewnsnon3BaHusT IeKapCTBEH MPOILYKT WIX OTHAIbUHATE MATEPUAIIH OT HETO TPsIOBa Jla Ce U3XBBHPIIST

B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAaHH.




7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Ennonososu uiakonn

EU/1/20/1528/013

MHoro103084 (hilaKOHH

EU/1/20/1528/002
EU/1/20/1528/003

9. JATA HA TbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIHHOTPEBA

[Hara na mppBo paspemasane: 21 nexkemspu 2020 .
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € IMPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHmus o Jiekapcersara http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAULIMHCKUTE CTICLUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 10 mukporpama/1o3a KOHIIEHTpAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (DJIAKOH C OpAaHKEBO Kamadye U ChIbPIKAaHUETO My TPsiOBa J1a ce pa3peu npenu
yrotpeoa.

Enun dnaxon (1,3 ml) ceaspxka 10 mo3u no 0,2 ml cnex pa3pexnane, BUxTe TOUKH 4.2 1 6.6.

Enna no3a (0,2 ml) ceaspxa 10 mukporpama to3unamepat (tozinameran), uPHK Bakcuna cpemry
COVID-19 (BkiroveHa B JTUIHIHA HAHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponsseznena c
U3M0JI3BaHe Ha Oe3kiIeThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IIOMOIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHmenTpaT 3a MHXEKIIMOHHA JUCTIepCHs (CTEpHIeH KOHIIEHTPAT)

Bakcunata npejictaBisBa 0s1a 10 mouTH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKAZAHUS

Comirnaty 10 mukporpama/mo3a KOHICHTpPAT 32 MH)KEKIIMOHHA JJUCIICPCHs € TIOKa3aHa 3a aKTHBHA
MMYHHU3aus 3a npeBeHuus Ha 3adonsaBanero COVID-19, mpuunneno ot SARS-CoV-2, na aeua na
Bb3pacT 5 1o 11 rogunmu.

VYnotpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus

Heya na ev3pacm 5 0o 11 200unu (m.e. Ha 8v3pacm 5 00 noo 12 2o0unu)

Comirnaty 10 Mukporpama/no3a ce mpuiiara HHTpaMyCKyJIHO CIe]] pa3pekIaHe KaTo MbPBHYCH KypPC
ot 2 no3u (o 0,2 ml Besika). IIpenopbuBa ce BTOparta 1032 Ja ¢e IPUI0KH 3 CEAMMIIM CIIe] IIbpBaTa
no3a (Bx. Touku 4.4 u 5.1).
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TeacKo UMYHOKOMAPOMEMUPAHY TUYA HA 8b3PACT 5 U noGeue 200UHU
Ha nuna, xouro ca T&XKO MMyHOKOMIIPOMETHPAHH, TPETa 103a OT IbPBUYHUSA KYypC MOXKE Ja ce
NPUIOKH UHTPAMYCKYIIHO Haii-Maiiko 28 JTHU ciie]] BTopata J03a (BK. Touka 4.4).

AKO eIHO J1eTe HaBbpIIU 12 TOIMHU B MHTEPBAJia MEXKAY MPUIOKEHHETO Ha JTO3UTE OT Kypca Ha

I'bPBUYHA BaKCHHAIWSA, TOBA JIeTe TPsIOBa J]a 3aBBPIIH CEpHATa Ha CHIIOTO T030BO HUBO OT
10 mukporpama.

bycmep 0oza
bycmep 0ozama npu deya na év3pacm om 5 0o 11 200unu
Bycrep no3za Comirnaty 10 MmukporpamMa Moke Jia ce Mpuirara MHTpaMyCKyIHO Haii-Manko 6 Mecera

cie/ MbPBUYHMS KypC MPH JIelia Ha Bb3pacT oT 5 10 11 roaunu.

Bzaumoszamensemocm

BsaunmoszamensiemoctTa Ha Comirnaty ¢ Bakcunu cpeury COVID-19 ot apyru npon3BoanTenu 3a
3aBbpIIBaHE Ha IBPBUYHUS KypC HE € yCcTaHoBeHa. JIula, Ha kouTo e nmpuioxeHa no3a Comirnaty,
TpsiOBa Aa mpoabkkar ¢ Comirnaty, 3a 1a 3aBbPIIAT IBPBUYHUS KypC.

Heduamputma nonyaayus

[pemara ce meauaTpuyHa JeKapcTBeHA GopMa 3a KbpMadeTa | Jielia Ha Bb3pacT 6 Mecena 10
4 rogunu. 3a moapodHa HH(GOPMAIIKs, MOJIS BIKTE KpaTKara XapaKTepUCTHKA Ha TIPOIYKTa 3a
Comirnaty 3 mukporpama/mo3a KOHIIEHTPAT 338 HHKEKITHOHHA IUCIIEPCHSL.

bezonacHocTTa 1 e(bI/IKaCHOCTTa Ha Comirnaty IIpU KbpMauCTa HAa BbB3PACT I1OJ 6 MEcCfla HE ca
YCTAaHOBCHH.

Hauun Ha OPUITOKCHUC

Comirnaty 10 Mmukporpama/mo3a KOHIIEHTPAT 3a MEKEKIIMOHHA TUCIIEPCHs TPSAOBa /1a ce mpuara
HHTPAMYCKYJIHO CJIe] paspexaane (BxK. Touka 6.6).

Crnen paspexaane ¢iiakonnte Comirnaty cpappikar 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce u3rerisaT
10 mo3u oT enuH (uiakoH, TPSOBA Ja ce U3IOJ3BAT CIPUHIIOBKH M/WJIH MIJIH C MaJIbK (HEU3IIOI3BACM)
MBpPTHB 00eM. KoMOUMHaIMATa OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa J]a ©Ma MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € U3IMOJI3BAT CTAHJAPTHU CIIPUHIIOBKY U UTIIH, MOXKE Ja
HsIMa JOCTaThueH 00eM 3a m3rerisiHe Ha 10 mo3u ot equn ¢uiakod. HezaBucuMo oT Buaa Ha
CIIPUHIIOBKATA U UTJIATa:

. Bcsika mo3a TpsioBa nma ceaspika 0,2 ml BakcuHA.

o AKO KOIMYEeCTBOTO Ha OCTaHajiaTa BbB (pJlakOHA BaKCHHA HE MOJXKE J]a OCTABH €/IHa I[s1a 1032
ot 0,2 ml, u3xBwprere GiakoHa U U3ITUITHUS 00EM.

. He cp0upaiitTe m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

IIpennodnTaHoTO MACTO € AEATOUTHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKaTa.
He umxektupaiite BakcuHaTa HHTPaBaCKyJIapHO, IOJKOKHO WM UHTPAIePMaJTHO.

Bakcunata He Tps0Ba a ce cMecBa B €/1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHU
MPOYKTH.

3a mpenrasHuTe MEPKH, KOUTO TPsAOBa Jja OBIAT B3E€TH MPEAH MPIIIOKEHNE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a YKa3aHusl OTHOCHO pa3sMpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCHUHATA BUIKTC TOYKa 6.6.
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4.3 IIporuBomoka3aHus

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO HIJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:RIeHUsi U NpeIna3Hu MePKH NPH ynoTpeda

IIpocnenumoct

3a fa ce moIo0py MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMEp Ha MPIJIOKEHHUS MPOIYKT TPsiOBa SCHO J1a CE 3amMcBarT.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u anad)uﬂakcwz

Mma cpobimeHus 3a chOuTHS Ha aHadmwIakcus. BuHaru TpsoBa ga uMa Ha pa3oIoKeHUE TIOIXO A0
MEIUIHCKO JIeUeHre U HAOIoIeHUE B CITy4yail Ha aHaQUIIaKTHYHA PEeaKIus clie]| MPIIIOKEHHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE Ha HAall-MaKo 15 MUHYTH clief
BakcuHanusATa. He TpsOBa ;1a ce mpruiara ciieBaiia 03a OT BAKCHHATA Ha JIUIIA, TIOTYYHIN

aHa(uakcus ciel npeamiHa go3a Comirnaty.

Muokapoum u nepuxapoum

ChlnecTByBa OBUIICH PUCK OT MUOKAPIHT U MEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIBaHMS MOTAT J]a C€ PA3BUAT JI0 HAKOJIKO JHU CJie]l BAKCHHAIMATA U HACTHITBAT MPEANMHO B
pamkute Ha 14 qau. Te ca HaOIrOaBaHU MO-YECTO CJIE]l BTOpaTa BAKCHHAIIUS M IMO-4ECTO MMPU FOHOITH
Y TIO-MJIaJX MBbke. HannuHuTe JaHHM oKa3BaT, Yye MPOTUYAHETO Ha MUOKAPANT U MIEPUKAPIUT CIIS]T
BaKCHHAIIMATA HE CE pa3jinyaBa OT TOBA IPU MHUOKAPAUT WK MEPUKAPAUT KaTO 15110 (BXK. Touka 4.8).

MenunHCKUTE CIeHATUCTH TPsIOBa Ja ObaaT OMMTENHU 32 IPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcnHupanuTe nuia (BKIIOYATEITHO POJAUTEINTE WM OOTPHKBAIIUTE
nvna) TpsioBa Jia ObJIaT MHCTPYKTHPAHH Jia MOTHPCAT He3a0aBHO METUIIMHCKA TIOMOII, aKO Pa3BUAT
CHUMIITOMH, ITOKA3aTEIHU 32 MUOKAPANUT W NMEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) O0IKa B
IbPAUTE, 380yX WIH NAIIUTALUY CJIEe] BAKCUHALUATA.

MG,Z[I/ILII/IHCKI/ITG CIICaJInCTH Tpﬂ6Ba Ja Ha1ripaBAT CIIpaBKa C pPbKOBOACTBATA W/ WIIH CIICIHUAJIMCTUTE 3a
AUATrHOCTULIUPAHEC U JICHCHUC HA TOBA 3a00IsBaHe.

Peakuyuu, cevpzanu ¢ mpesooicrnocm

BbB Bpb3Ka ChC caMusl IPOIIEC Ha BAKCHHAIMSI MOTAT J]a Bb3HUKHAT PEaKInu, CBbP3aHH C
TPEBOXHOCT, BKJIFOUMTEITHO Ba30BarajiHU peakiny (CHHKOI ), XUIIEPBEHTUIIAIIMS HJIH PEaKIlny,
CBBP3aHH ChC CTpeca (Hamp. 3aMastHOCT, MAJIMUTALINH, YCKOPEHa ChpcUHa YeCTOTa, TPOMECHHU B
KPBBHOTO HAJATaHE, MAPECTe3us, XUIICCTE3UsT U U3MOTsABaHe). Peakiuure, CBbp3aHU ChC CTpeca, ca
MIPEXOJIHU M OT3By4YaBaT OT caMo cebe cu. XopaTa TpsgOBa jaa ObIaT MOChBETBAHU Ja HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCHHHPAIIHUS TH 33 OlleHKa. BaXKHO € Ja ce B3eMaT Mpe/na3Hu MepKH, 3a Ja ce
NpPEIOTBPATH HapaHsIBaHE OT MPHIMAJaHe.

Convmemeawio 3abo.56aue

Bakcunanumsra TpsiOBa 1a ce OTJIOKH NPH JIUIA, CTPAJAIIHN OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
Wi octpa uHekiusa. Hamnauero Ha Jieka nHQEKIUS W/WIH HEBHCOKA TEMITepaTypa He TpsoBa a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.
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Tp0M60uum0nesz U HApYUuerHuAa Ha Kpvbeocvcupearnemo

KakTo mipu qpyru MHTpaMyCKYJTHH WH)KEKIMH BaKCHHATA TPSOBA J1a Ce Mpuiiara BHUMATEITHO MPH
JIUIa, TTOyYaBaIld aHTHUKOATYJIaHTHA TePAIHs WITH JIUIA C TPOMOOIIUTONICHHSI UM HAKAKBO
HapylIeHne Ha KPhbBOChCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JHIIA MOTAT J1a Bb3HUKHAT
KbPBEHE WM 00pa3yBaHe HA CHHHHU CJIE]] HHTPAMYCKYJTHO MPIJIOKCHUE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UIMyHOKOMIIPOMETHUPAHH JIHIIA,
BKIIFOYUTEITHO TE3H, MOTyYaBally IMyHOCynpecuBHa Tepanusi. EdukacHocTTa Ha Comirnaty Moxe 1a
€ MO-HUCKAa MPYU UMYHOKOMIIPOMETUPAHU JIUIIA.

Ipenopskara qa ce 00CHaM MPUIOKEHHE HA TPETa 71032 MPU T€KKO UMYHOKOMIIPOMETHPAHH JINIA Ce
0a3upa Ha OrpaHUYECHU CEPOJIOTUYHU JIaHHU B JINTepaTypara OoT CepHsl CIIlydau OT OBJIa/IsIBAHETO Ha
KJIIMHUYHUTE CUMIITOMU IIPY BB3PACTHU MAllMEHTH C ATPOr€HHA UMYHOCYIIPECHUS CIIE]
TpaHCIUIAHTAIMS Ha COJIUJICH opraH (BXK. Touka 4.2).

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, npeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, ThHi KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYYBAHUS.

OZDCZHL[’!@HH}Z Ha ed)ekmueyocmma HA eaKkcunama

Kakro IIpU BCAKa BaKCHMHA, BAKCUHANUATaA C Comirnaty MOZKC Ja HC 3alllUTU BCUYKN BAKCUHUPAHU.
.HI/ILIa MOXXE Ja HE Ca HAITbJIHO 3allUTCHU O0 7-mus ACH CJICJ BTOpaTa A103a OT BaAKCHUHATA.

4.5 B3aumoaeiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu HA B3auMoeldcTBHE
He ca nmpoBexx1aHu Ipoy4YBaHUs 3a B3aUMOJEHCTBUATA.
CoopreTBanoTo Npriiokenne Ha Comirnaty ¢ Ipyru BAKCHHU HE € IPOYUEHO.

4.6 @epTHaANTET, GPEMEHHOCT U KbPMEHe

Bbpemennoct

lonemusiT 00eM OT JaHHU, MOYYCHU OT HAOIIOACHUETO HA OPEMEHHH KCHU, BAKCUHUPAHU C
Comirnaty nipe3 BTOpUs U TPETHsI TPUMECTHD, HE ITOKA3BaT yBEeIUYaBaHe Ha CIydanTe Ha OPEeMEHHOCT
C HeXellaH U3Xo1. Makap 4e JaHHUTE 3a U3XO0J1 OT OPEMEHHOCTTA Clie]l BAKCHHAIHSI, TIPOBEJICHA TI0
BpeMe Ha ITbPBUsI TPUMECTB], IIOHACTOSAIIEM Ca OTPaHUUYCHH, HE ce HAOII0/1aBa TIOBUILIEH PHCK OT
crioHTaHeH abopT. [IpoyuBaHusATa IPU JKUBOTHU HE MMOKA3BAT MPEKHU UM HEIIPEKH BPEAHU e()EKTH,
CBBbp3aHU ¢ OPEeMEHHOCTTa, EMOPHOHAITHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO WM MTOCTHATATHOTO
pasButHe (BXK. Touka 5.3). Comirnaty MoKe J1a ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

Kopmene

He ce ouakBat eexTr mpu KbpPMEHU HOBOPOICHH/KbpMadeTa, Thil KaTO CUCTEMHATa SKCIIO3UITUS Ha
Comirnaty mpu kbpMadkaTa ¢ He3HaunuTeTHA. JJaHHUTE OT HAOIIOACHUETO HA KEHH, KOUTO ca
KbPMEJIH CIIe/I BAKCUHAIIUS, HE ITOKA3BaT PUCK OT HEeXellaHH e(eKTH NPU KbPMEHU
HOBOpoJieHW/KbpMadeta. Comirnaty Moe Jja ce Tpuiiara B epruoJia Ha KbpMeHe.
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DepTunuTer

[IpoyuBanusiTa Npu >KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(EKTH, CBbP3aHU C PEPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty He TIOBIIASIBA WY TIOBJIHSIBA TIPEHEOPESKIMO CITIOCOOHOCTTA 3a Mmodupane u padoTa ¢
MamuHe. Bee mak HIKou oT eeKTHTe, MOCOYeHH B TOUKa 4.8, Morat BpeMEHHO J1a TOBITUSISIT
CHocoOHOCTTA 32 mopupaHe WK padoTa ¢ MALIHHU.

4.8 Hexenanm JiekapcTBeHH peaKuH

Pesrome Ha mpodumia Ha Oe30macHOCT

JHeuya na evzpacm 5 0o 11 200unu (m.e. Ha evb3pacm 5 00 noo 12 200unu) — cred 2 0osu

B Ilpoyusane 3 o6mro 3 109 nena Ha Bb3pacT 5 10 11 roguHu ca moIydriId Hai-MaJlkoTo 1 m1o3a
Comirnaty 10 pg 1 o6mo 1 538 nena Ha Bb3pacT 5 10 11 rogunu ca noxyunnu miane6o. Kem
MOMEHTA Ha aHaiu3a Ha ¢a3a 2/3 Ha [IpoyuBane 3, ¢ JaHHM 10 JaTaTa Ha 3aKJIIOUBAHE HA JaHHHUTE

20 maii 2022 1., 2 206 (1 481, momyuyniu Comirnaty 10 ug, u 725, noxyuwnnu riane6o) aena ca
HpOCIeAsBaHH B IPOABIDKEHNE HA Hall-MaJKo > 4 Mecela ciiesl BTopara J103a B
1a1e60-KOHTPOIMPaHHUs 3aciieNieH eproA Ha rpocneasBane. OneHKaTa Ha JaHHUTE 3a 0e30MacHOCT
B [IpoyuBane 3 npoaskasa.

OO6uwmsar npodun Ha GezonacHocT Ha Comirnaty mpy y4acTHUIM Ha Bb3pacT 5 1o 11 rogunu e
noo0eH Ha HaOJIro1aBaHus PU YYaCTHULM Ha Bb3pacT 16 u noBede roannu. Hail-uecture Hexenanu
peaKIny TpH Jiera Ha BB3pacT 5 1o 11 roguHn, KOUTO ca MoTyqrin 2 103H, ca 00JIKa Ha MSCTOTO Ha
umwkekTupane (> 80%), ymopa (> 50%), rimaBooonue (> 30%), 3auepBsBaHe U MMOAyBaHE HAa MSACTOTO
Ha uHKekTupane (> 20%), muanrus, Brpucane u auapus (> 10 %).

JHeua na evzpacm om 5 0o 11 2o0unu (m.e. om 5 0o noo 12 2oounu) — cied bycmep 0o3a

B nmoarpyna na [IpoyuBane 3 00mmo 401 nema Ha BB3pacT oT 5 10 11 rogunu nomyuuxa Oycrep g03a
Comirnaty 10 ng Haii-manko 5 Mecena (nuamna3oH ot 5 10 9 Mecena) ciell 3aBbpIlIBaHe Ha ITbPBUYHATA
cepus. AHaIM3bT Ha moarpymnara ¢asa 2/3 na I[IpoyuBane 3 ce 0OCHOBaBa Ha JJaHHH JI0 JaTara

22 mapt 2022 r. (MearaHa Ha BPEMETO 3a Mpocieaspane ot 1,3 mecera).

OO6uwmsT npoduin Ha Oe3omacHOCT 3a OycTep Jo3ata € ToA00eH Ha HaOmoJaBanHs Clie/l TbPBUYHUS
Kypc. Haif-guecTute He)kenmaHu peakIuy IpH Aera Ha Bb3pacT oT 5 10 11 rogunu ca 601Ka Ha MSICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rmaBobonue (> 30%), Muanrus, BTpUcaHe, 3a4epBsIBaHe U
HO/yBaHE Ha MACTOTO Ha WHXKekTupane (> 10%).

FOnowu na evspacm 12 0o 15 2oounu — cned 2 0osu

[Ipu ananu3 Ha JaHHKUTE OT IBITOCPOYHOTO MpociesBane 3a OezonacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumim miaie6o) ca Ha Bs3pact 12 10
15 rogunu. Ot Tsx 1 559 ronomm (786, Bakcunupanu ¢ Comirnaty u 773, nonyuniu miane6o) ca
HpOCIeAsBaHH B IPOIBIDKEHHE Ha > 4 Mecella ciie] Bropara qo3a. OleHKara Ha JaHHUTE 3a
6e3omacHoct B [IpoyuBane 2 nmpoabkasa.

OO6mwmsaT npodun Ha OezonacHocT Ha Comirnaty mpu 10HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJII01aBaHMsI ITPH YYaCTHHIIM Ha BB3pacT 16 1 moBede rojauHu. Hail-uecTure HexenaHu peakiiuu
NpY FOHOMIX Ha BB3pacT 12 1o 15 roxuan, monydmu 2 1034, ca 00Ka Ha MSICTOTO HA HHKEKTHPaHe
(> 90%), ymopa u rmaBoboiue (> 70%), muairus u Brpucaune (> 40%), apTpairus U MHPEKCHs

(> 20%).
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Yuacmuuyu na evzpacm 16 u noseue 200unu — cied 2 003u

B IIpoyusane 2 o6mo 22 026 yyacTHHIIM HA BB3pacT 16 uiu nmoBeye roAMHU ca MOIyYHIId Haid-
Mmankoro 1 mo3a Comirnaty 30 pug u o610 22 021 yyactHuUIM Ha Bh3pacT 16 Win oBeYe roIuHH ca
noJTy4mIy Tutane6o (BrrountenHo 138 u 145 ronomm Ha 16- 1 17-rouIIHA BB3pacT ChOTBETHO B
rpymara ¢ BakCHHATa 1 rpymnara ¢ miame6o). Oomro 20 519 ygactauim Ha Bb3pacT 16 win moBede
roauHu ca moyryamiu 2 m1o3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBaHe 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1a11e00-KOHTPOIMPAHUS 3acyIelleH IepUOo Ha IIpociesiBaHe [0 JaTUTE Ha pa3cielnsiBaHe Ha
yuacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, momyunnu
wiane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca MpOoCcieIsIBaHN B MPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyurau Comirnaty, u 7 407, monydannu
wianedo) yqacTHuIm ot 16- 10 S5-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve ToAWHU, TIOTYIHIN

2 11o3u, ca 060JKa Ha MACTOTO Ha UIKekTupane (> 80%), ymopa (> 60%), rmaBobdosue (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), mupexcus U moayBaHe Ha MSICTOTO Ha
umkektupane (> 10%) 1 00MKHOBEHO ca JIEKH WK YMEPEHH 110 MHTEH3UTET W OT3BYYaBaT B PAMKHUTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANUATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOMTHATA HA PEaKTOTeHHOCT ce
CBBP3Ba C MO-TOJIIMAa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 yd4acTHUIM Ha Bb3pacT 16 1 oBede TOIWHH, BAKCHHUPAHU C
Comirnaty, kouto ca 6mu ceporo3utTiuBHE 32 SARS-C0OV-2 Ha U3X0AHO HHBO, € MOI00EH Ha

HaOJII0/ITaBaHUS TIPU 00IIAaTa IMOIYJIaIHs.

Yuacmuuyu na évspacm 16 u noseye 200unu — cied 6ycmep 003a

Enna moarpyna yuactHunu BB ¢asa 2/3 Ha [IpoyuBane 2 - 306 Bb3pacTHH Ha Bb3pacT 18 10
55 ronuHu, 3aBBpIIIIA IBPBOHAYATHIS 2-1030B Kypc ¢ Comirnaty, ca moJryqIuiia OycTep 103a
Comirnaty npubnusurenHo 6 mecera (auanasoH 4,8 1o 8,0 mecena) cien Jlo3za 2.

O6mumaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus cief 2 go3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYACTHULIUTE Ha Bh3pacT 18 10 55 roxuHu ca 6oiaka Ha MACTOTO Ha
umkextupane (> 80%), ymopa (> 60%), rimaBodonue (> 40%), muanrus (> 30%), BTpucane u
aprpanrus (> 20%).

B IpoyuBane 4, miane60-KOHTPOIUPAHO MPOYUBAHE C MPHUIIOKEHHUE Ha OyCTep 034, YIACTHUIU Ha
BB3pacT 16 1 moBede roauuu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrtep mo3a Comirnaty

(5 081 yuacTauim) unn mwiane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjej] BTopaTa 103a
Comirnaty. Kato 1si710, mpy y4acTHHIIUTE, KOUTO ca MOMYYHIH OyCcTep 103a, MeMaHaTa Ha BPEeMETO
Ha TIpocIie/siBaHe ciiel OycTep o3aTa JI0 JaTara Ha 3aKirouBaHe Ha naHHute (5 okromepu 2021 1) e
2,5 mecena. He ca ycTaHOBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

Bycmep 003a cned nvpsuuna eaxcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoyduBaHms 3a yrmoTpedarta Ha 6yctep nmo3a Comirnaty mpy JIMia, 3aBbPITHIH
I'bPBUYHA BaKCHHAIIMS C Ipyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
Oycrep 1034a), HE Ca YCTAHOBEHN HOBH JAHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Todka 5.1).

CruchbKk Ha HEXKEJIaHU PCAKIMHU OT KIMHUYHHW U3MMUTBAHUA W OT IIOCTMAPKETHHI'OBUA OIUT, ITPH JIUIIA
Ha BB3pacT 5 ¥ moBeYe TOAMHU, B TA0IUYCH BU

Hexemanure pcaKkuuu, Ha6J'IIOI[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBhIVIACHO CJICAHUTC KaTCTOPHUHU 10 YCCTOTA:
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Msoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 mo < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
Mpuoro peaxu (< 1/10 000),
C HemsBecTHA YecToTa (OT HAUIMYHUTE JaHHW HE MOXKe J1a OblIe HAaITpaBeHa OIICHKA).

Ta6auma 1:  HekeslaHU peakluu oT KJIMHUYHHUTE NMpoyuBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA BB3PACT 5 M moBeYe roAHHI
Cucremo- MHoro YecTn Heuvectn Penxn Mmnoro C HeusBecTHA
OpraHeH YecTH (=1/100 g0 |(=1/1000 no| (=1/10000 penkn yecToTa (0T
KJ1ac (= 1/10) < 1/10) < 1/100) hi () (< 1/10 000) HAJTHYHHUTE
< 1/1 000) JAHHU He
MoOxke 1a 0bae
HalpaBeHa
OI[€HKA)
Hapymenns Jlumdane-
Ha KPHBTa U HoOmaTus®
nuMpHaTa
cucTemMa
Hapymenns Peakuun Anadunakcus
Ha UMyHHATa Ha CBPBX-
cucTemMa qyBCTBU-
TEJHOCT
(Hamp.
o0puB,
[IpypUTYC,
ypTuKapus’,
aHruoeeM®
Hapymienust Hamanen
Ha aTneTHT
MeTabonn3mMa
1 XPaHEHETO
Ilcuxuynu bescpHue
HApYIICHUS
Hapymenns I'maBoGonme 3amaiiBane"; | OcTpa [Tapecresust';
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucTemMa TUIeBa
napanusa’
Copaeunu Muoxkapaut';
HapylieHus ITepuxkapaut”
CromarmrHo- Huapust” lanene;
YPEBHH [ToBpwmiane”
HapyIICHUS
Hapymienust Xunep- Epurema
Ha KOXKaTa u XHUIPO3a; myatadopme”
MOJIKOXKHATA Homan
ThKaH M3MOTSBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKYyJIHO- | Muanrus KpalHUK"
CKeJIeTHaTa
cUCTeMa U
ChCIMHUTEITHA
Ta ThKaH
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Cucremo- MHuoro Yectu Heuectn Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 xo |(=1/1000 no| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) ao (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Texxko
Ha MEHCTPYyaJTHO
BB3MPOU3BOIN KbpBEHE"
TEeHAaTa
cuUcTeMa u
rppAaTa
OO0 Bonka Ha 3auepBsiBaHe| ACTEHUS; Obummpen
HApyIICHUS U | MICTOTO Ha | Ha MsicToTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WH)XEKTH-| JIOKEHHE,; BaKCHHHPaHUSA
MSICTOTO Ha pase; pane® IIpyputyc KpailHUK';
MPUJIOKEHHE | YMOpa; Ha MSCTOTO OTok Ha
Brpucasne; Ha UHXXEK- JIALETO™
ITupexcus®; TUpaHE
OTtok Ha
MSICTOTO Ha
WHKEKTH-
paHe

¥ o R

)51

[To-Bucoka yecToTa Ha MMMdageHonaTHs € HaloJaBaHa MpU YYaCTHUIM OT 5 110 11-roxuinHa Bb3pact B
Ipoyusane 3 (2,5% crpsimo 0,7%) n ipu yuactauiu Ha 16 1 noBeue roaunu B [Ipoyusane 4 (2,8% cnpsimo
0,4%), noxyuwsu OycTep 7032, B CpaBHEHHE C yYaCTHULIUTE, ITOJIYYMIN 2 JT03H.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEIEM € “penkn’”.
IIpe3 neproaa Ha pociesIBaHeTo 3a 0€30MaCHOCT Ha KIIMHUYHOTO Tpoy4BaHe, 1o 14 Hoemspu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIN B rpynara ¢ nPHK Bakcunarta
cperry COVID-19. ITosBara Ha nurieBa mapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuiioxeHa Ha
yuactauka) u 1am 3, 9 u 48 cnen [lo3a 2. Hama cro01mmeHns 3a cirydan Ha ocTpa nepudepHa JUIeBa
napanmsa B TpymnaTa ¢ miamnebo.
Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3peliaBaHe 3a ynorpeoa.
OrtHacs ce 3a pbKara, Ha KOSTO € IIOCTaBeHa BaKCHHATA.
[o-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.
CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH
(Gurbp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.
3aqepBﬂBaHe Ha MSACTOTO Ha MHKCKTUPAHE Bb3HUKBA C IIO-T'0JIIMa YC€CTOTa (MHOFO ‘{eCTl/I) Ipy aeua Ha
BB3pacT 5 10 11 rogunu.
[ToBeueTo ciryyan U3rIIeKIa HE Ca CEPHO3HH H Ca C BPEMEHEH XapakTep.

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muokapoum u nepuxapoum

TloBumenusr PUCK OT MUOKaApAUT CJICA BAKCHHAIUSA C Cornirnaty € Hali-BHCOK IIpU FOHOIIH U T10-

MITagu MBxKe (BXK. Touka 4.4).

[Be rojzeMu gapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeHH B EBpomna oLeHsBaT Mo-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe ciiell BToparta f1o3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHU CjIe] BTopaTa 103a uMa okoo 0,265 (95% JIU: 0,255 - 0,275)
JOIIBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excrio3uus. B apyro npoyusane 3a nepuoz ot 28 nHu ciel Bropara go3a uMa 0,56 (95%
JAU: 0,37 - 0,74) moreauTeHE cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-roUIITHE IOHOIIA U
MBKe, B CpaBHEHHUE € XOpa 0e3 eKCIO3HIIHA.
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OrpaHrYeHH TaHHH TIOKa3BaT, 4Ye PUCKBT OT MUOKAPIUT U MEPUKApAUT ciel BakcuHaims ¢ Comirnaty
TIPH JIeT1a Ha BB3pacT oT 5 10 11 roawHm U3riiexkaa Mmo-HuChbK, OTKOJIKOTO TP Te3H Ha BB3pacT OT 12
no 17 ronunu.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH ClIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JeKapcTBeHUS MpoayKT. OT MEAUIMHCKUTE CTIEHUAINCTH CE M3MCKBA J]a ChOOIIaBaT BCAKA
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, IOCOYEHA B
[punoxenue V 1 na BKIIOYAT MapTUAHKAS HOMED, aKO € HaJU4ueH.

4.9 Ilpepo3upane

WMa HanmmyHM JaHHA 32 IPEeJo3UpaHe MPU 52-Ma YIaCTHUIIH, BKIIFOYEHH B KIIMHUYHOTO M3ITMTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOLIABAT 32 MOBHUILIEHA PEAKTOTCHHOCT MJIM HEXKEIaH! PEaKLIUH.

B cnyuyait Ha npeno3upaHe ce npernopbyuBa MPOCIE/IABaHe Ha KU3HEHUTE QYHKIIMHM U Bh3MOXKHO
CHUMIITOMATHYHO JICUCHHE.

5. DOAPMAKOJIOT'NYHHA CBOUCTBA

51 @apmakoguHAMUYHM CBOMiCTBA

dapmakoTepaneBTU4HA rpyna: BakCUHH, Apyru BupycHu Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEHCTBUE

Hyxneosugno mogudunupanara nanpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha aunuaHu
HAaHOYAaCTHLIN, KOETO ITO3BOJIABA JOCTaBsIHETO Ha Hepemunupama ce PHK B kinerkure
TFOCTONPUEMHHIIH, 32 J1a HACOYM MpeXoaHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABE TOYKOBU MYyTallUH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU 10 MPOJIMH CTaOUIM3upa
S (spike) mpoTerHa B aHTHTCHHO MPEIIOYNTAaHA IPeQy3UOHHA CTPYKTYypa. BakcuHaTa nmpeu3BrKBa
KaKTO IIPOM3BOJCTBO HA HEYTPAJU3UPAIIN aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdwukacHoct

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOTOHAIIMOHAIHO, PAHJIOMH3HPAHO, TIIANe00-KOHTPOIHPAHO,
3acieneHo 3a HaOroaaTe s mpoyuBane ¢asa 1/2/3 3a ycTaHOBsBaHE HA J03aTa, CEJCKIIUA Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha Bb3pacT 12 u moBeye roJuHu.
PanmoMuzanmsita € crpatuduIimpana 1mo Bp3pact: 12- 1o 15-roxumraa Bs3pacT, 16- o 55-roaumiHa
BB3pAcT, WX Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

> 56 roguan. OT IPOYYBAHETO €A U3KIIOYEHH YYACTHHIIM, KOUTO Ca UMYHOKOMIIPOMETHPAHH, U
YUYaCTHHUILM C MPEeIUIIHA KIMHIYHA WK MUKpoOHoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Ye CHINECTBYBAIO CTAOMITHO 3a00sIBaHe, OPEeAETIeHO KaTo 3a00JIsBaHe, KOETO HE
Hajara 3Ha4uMa IpOMsHA B TEPaIMATa WU XOCTIUTAIU3AINS TOPAIH BIOIIaBaHe Ha 3200 IsIBAHETO
mpe3 6-Te CeAMUIH MTPEeI BKIIOYBAHETO, KATO YUYACTHHUIIM C U3BECTHA CTAOMIIHA HH(PEKIUS C YOBEIIKU
umyHoaedunurer supyc (HIV), Bupyca na xenatur C (HCV) wim Bupyca na xenatut B (HBV).

Edurxacnocm npu yuacmuuyu na evspacm 16 u noseue 200unu — cied 2 003u

B yactra (hasa 2/3 Ha [IpoyuBane 2, Ha Oa3ata Ha HaTpymaHu AaHHU 10 14 HoemBpu 2020 1.,
npubnuzutenso 44 000 yyacTHULIN ca paHAOMHU3MPaHH IOPABHO U TpsOBa aa nomydat 2 no3u nPHK
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BakcuHa cperry COVID-19 unu mnane6o. AHaIU3bT 3a €PUKACHOCT BKIIIOUBA YYACTHUIIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMKuTe Ha 19 mo 42 mHu cien mbpBaTa BakcuHanuys. [loedyero
(93,1%) BakcuHHpaHU ca MOJTy4MIIU BTopata j03a 19 no 23 nuu cien dosa 1. [Inanupano e
yuacTHULMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jo3a 2 3a onjeHka Ha Oe30macHOCTTa U
euracuoctta cpemry COVID-19. B KTHHUIHOTO MPOYYBaHE OT YIACTHHUITUTE CE€ € U3UCKBAJIO Ja
CHOITI01aBaT MHTEPBAJ OT MUHIUMYM 14 THU Npeau H Clie/l NPHI0KEHUETO Ha IIPOTHBOTPUITHA
BaKCHHa, 3a J1a nmosryyat wim mianebo, win nPHK Bakcuna cpeury COVID-19. B kimuHHYHOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO /1a ChOII01aBaT MHTEPBAI OT MUHUMYM 60 THU Tipean
WIN CIIeJT KaTO ca UM OMITU MPHUIIOKESHU KPBBHH MPOIYKTH/TIPOAYKTH OT KPBBHA IJ1a3Ma WIIH
MMYHOTTIOOYJIMHU B PaMKHTE Ha BPEMETO 10 3aBbPLIBAHE Ha IPOYYBAHETO, 33 Aa MOIydaT WK
iane6o, win nPHK Bakcuna cpemy COVID-19.

[omynanusara 3a aHanu3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHUIIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynarta ¢ uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nanau 3a npenuinHa napexms cbe SARS-CoV-2 no 7 nau ciex BTopara
no3a. JlombaauTtenno uMa 134 yyacTHUIM Ha Bb3pacT Mexkay 16 u 17 rogunau (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miaune6o) u 1 616 yqacTauu - Ha Bb3pacT 75 1
noeeue roaunu (804 B rpynata ¢ uPHK Bakcunara cperry COVID-19 u 812 B rpynara ¢ miane6o).

KbM MOMeHTa Ha MBPBUYHUS aHATIH3 32 €(PUKACHOCT YYaCTHHUIIUTE ca IPOCIEIIBaHY 32 CHMIITOMHU Ha
COVID-19 B mpogpmxkenue Ha 06110 2 214 yoBexoronuuu B rpynara ¢ ”PHK BakcnHaTa cperry
COVID-19 u 06110 2 222 40BEeKOTOAMHHU B TpyIiaTa ¢ Imiamneoo.

Hsima kITMHUYHO 3HAYUMHM Pa3IuKH B o0IaTa e(pUKaCHOCT Ha BaKCHHATA IIPH YYACTHUIM C PUCK OT
texka ¢popma Ha COVID-19, BKITIOYMTETHO Te3U ¢ 1 MM MOBEYE ChITHTCTRAINU 3200 IIBaHUS, KOUTO
yBennuaBaT pucka ot Texka gopma Ha COVID-19 (aamp. actma, nHnekc Ha TenecHata Maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHUS).

HHupopmarusaTa 0THOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmuia 2.

Taoauna 2:

EduxacHoct Ha BakcuHaTa — nbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus jaeH cien Joza 2 — nonmyianus, oneHuma 3a epuxacHoct (7 1HH)

[IspBa nosiea Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 3a
npeauimHaa nHpexknus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inanedo
N =18 198 N? =18 325
Ciyuan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN)"
Bceuuku yyactHunum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronquuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBbpEHHTE CiTyyau ca ONpeIeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MoBHIIEHA TeMIIepaTypa, HOBOTIOSIBHJIIA

Ce WJIM 3acCHJIeHa KalllUIHIa, HOBOIIOSIBHJI C€ WUTM 3aCHJICH 3ayX, BTpHCaHe, HOBOIIOSBIIIA CE MJIHM yBEeITMUEHA

00JKa B MyCKYJHTE, HOBOIIOSBHJIA ce 3ary0a Ha BKYC MIIF MHPHC, BB3MAJICHO I'bPIIO, THAPHS WITH

MOBpBIIAHE. |

* B ananmsa ca BKIIIOYEHH YYACTHHUIM O€3 CEpOJIOTHYHH U BUPYCOJIOTHYHH JaHHH (TIpey 7-Mus IeH ciel
nocJie/iHara 7103a) 3a MuHana nadekius cbc SARS-CoV-2 (1.e. otpunartensu 3a aururena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammuudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3anna HaTpuBka] Ha Busurtu 1 u 2) u ¢ oTpuiatenex pe3ynrar
or NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = Bpoii yuacTHHIIM B TOCOYEHATA TpyIMIa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOo4Ka.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSIKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpaifHaTa Touka. BpemeBusT mepuo 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus nen cuen J{o3a 2 no xpas Ha ieproa Ha HaOIroIeHAE.

r. n2 = 0poil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHuUAT nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HAa BaKCHMHATA € ITOJTyYeH Ha 6a3zaTa Ha MeToa
Ha Clopper u Pearson, kopurupan cpsiMo BpeMeTo Ha HabmoaeHue. [V He e KopurupaH 3a MHOKECTBEHH
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHuunsITa Ha IbpBa MOsIBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yuacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0e3 JoKa3aTeNCTBa 3a
npenuirHa nHpekus cbe SARS-CoV-2.

JIOT'BITHUTEIHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa TTOKa3Ba CXOJIHH OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YIACTHULN ChC
CBITHTCTBAIIY 3a00JIIBaHMS, CBHP3aHH C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

W3BBpiIeHr ca akTyaln3upaHu aHAINM3U 33 €(PUKaCHOCT P HATMYMETO Ha TOITBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3aceNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBaIaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuma 3.

Taoauna 3: EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Jo3a 2, o Bp3pacToBH NOATPYNH — YYACTHULU €3 JaHHM 32 NpPeJUlIHA
undexuus cb¢ SARS-CoV-2* npenu 7-mus aeH cien Jlo3a 2 — nonysanus,
oleHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOIT
Ha MpocieasiBaHe

nPHK Bakcnna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Ciyuan Ciyyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)
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3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0OpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA

e KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBUJIA CE 3ary0a Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananm3a ca BKIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCSKA HETJIAaHUpPaHa BU3NUTA

npesu 7-must JeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B IOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TO4Ka.

B. OO nepuox Ha HaOmoenue B xwisyin (1 000) yoBekoroanHM 3a ajeHara KpaiHa To4Ka IpU BCHUYKH
YJacTHHIM BBB BCSIKA PUCKOBA IPyIIa MO OTHOIICHHE HA KpalHaTa To4YKa. BpeMeBHAT nepros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTy4deH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 roaunu: 0 B rpynata ¢ uPHK Bakcunara
cpeury COVID-19; 16 B rpynara c miare6o.

o

B akryanusupanuTe aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien Jo3a 2 B cpaBHeHHe ¢ mianebo e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuona, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHUHHpPAIIUTE TUPKYIUPAILH IAMOBE MPH yYaCTHULXTE B MOIMyJIalusiTa, OLleHMMa 3a e(puKacHOCT,
chC Wi 0e3 JaHHU 3a npeauiiHa uHpekus cbec SARS-CoV-2.

I[OH’BJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(i)I/IKaCHOCT 110 MOATPYIIN MOKAa3BaAT CXOJHU TOYKOBU
OIICHKH 3a e(i)I/IKaCHOCT B I'PyYHNUTE 110 I1OJI, ETHUYCCKA NPHUHAJICKHOCT, FeOFpa(i)CKO IMOJIOXKCHHUE U IIPpU
Y4aCTHUIUTE CHC CHIIBbTCTBAILIIA 3a00JIABaHUs U 3aTIIBCTABAHC, CBbP3aHU C BUCOK PUCK OT TCXKKa

¢opma va COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyajM3upaH aHaJU3 Ha BTOPUYHUTE KpailHU TOYKH 32 eUKacHOCT moakpens non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 3a yYacCTHHIM Che Win 0e3 npenumHa nHpekws cbe SARS-CoV-2 (Tabnumna 4), Teil KaTo
Oposr Ha ciyuante Ha COVID-19 nipu yuactHunm 6e3 npeauniaa uadeknus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3U NPH YYaCTHUIM Che MM Oe3 npeaniiHa nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nnane6o.

Ta6auma 4:  EdukxacHocT Ha BaKCHHATA — TbPBA MOsiBa Ha Texkka ¢opma Ha COVID-19 npu
YYaCTHHIU cbc MM 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6a3ara Ha
onpeieJieHUETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBata (Food
and Drug Administration, FDA)* caen Jo3a 1 uiam ot 7-mus xeH cien Joza 2 B
Nepuoia Ha MpocielsiBaHe Ha IIane00-KOHTPOJMPAHOTO IPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
nabaogenne (N2°%) nabroaenne (N2° (95% ")
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau caen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eIeHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
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crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UJTH 3aCHIIHIIA

Ce KaIUTHIa; HOBOIIOSIBIJI C€ MJIM 3aCHUIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIIM yBEIMUMIIA ce OOJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJIEHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texxka popma Ha COVID-19, kakro e onpeneneno ot FDA, e motspnen COVID-19 u Hannune Ha Hai-MaJKo

1 ot caenHure:

e  KiuHMYHM MpU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BaumBaHMs B MMHYTa, ChpJieuHa 4ecToTa > 125 ynapa B MUHYTa, KUCIIOpo/Ha caTyparus <93%
Ha CTaeH BB3AyX Ha MOPCKOTO PAaBHUIIE WIIM CHOTHOILICHUE HA apTEPUATHOTO MapIHaIHO HAJIsTaHe Ha
KUCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTemHa HEJOCTATHYHOCT [ONpeesieHa KaTo HyXk/a OT I0/IaBaHe Ha KUCIIOPOJI C BUCOK TOTOK,
HEUWHBA3MBHA BCHTUJIAMA, MEXaHUYHA BCHTUJIAWA UKW €KCTPAKOPpIOpaJIHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHM 3a IIOKOBO CHCTOSIHUE (CUCTONMYHO KpBhBHO Haisrane < 90 mm Hg, nuacTommaHo KPHBHO
Hamsrade < 60 mm Hg wim HyXIa OT Ba30mpecopn);

e 3naumMa ocTpa ObOpedHa, YepHOAPOOHA MIIM HEBPOJIOTHYHA TUCQYHKIIHUS;

e [IpuemaHe B OTIIENIEHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoit yqacTHHIIH, OTTOBapAIIM Ha ONPEACICHUETO 3a KpaiHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanHusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJII0JICHUE.

r. EdukacHoct, onienena Ha 6a3ara Ha Isiata HamnuHa (Moaudunupana intent-to-treat) momymnarwus ot
y4yactHUM, nosyunnu Jlo3a 1, 3a olieHKa Ha epUKaCHOCTTa, KOSITO BKJIIOYBA BCUYKU PaHIOMU3UPAHU
YYaCTHHUIH, TIOTYIMIA Hali-MaJaKoTo 1 103a OT H3MMTBaHaTa MHTECPBECHIIU.

n.  O6m meprox Ha HaOroneHue B xmwsian (1 000) 9oBeKOroAWHY 3a JaJicHaTa KpaifHa TOYKa MPH BCUYKH
YYaCTHHUIM BHB BCSIKA PECKOBA IPyIIa IO OTHOIICHHE Ha KpaliHaTa TOYKa. BpeMeBHAT IMeprol 3a HATPYIIBAHE
Ha ciyvad Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOICHUE.

e EduxacHoct, onieHena Ha 6a3aTta Ha IMOMyNAIMATA, OIICHIMA 32 e(pUKacHOCT (Ha 7-MHus A€H), KOSATO BKITFOUBa
BCHUYKU OAXOOAIIN paHIOMU3UPAHU YUYaCTHUIIU, TOJTYUYUIIU BCUYKH 03U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO Ca paHJOMH3UPAHH B IIPEABAPUTEITHO OPEICIICHUs TPO30peL], O€3 IPYrH ChIIECTBEHH OTKIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OTPE/IECTIEHO OT KIIMHHUIIACTA.

k. OO6m nepuon Ha HaGmoaeHue B Xxuwisian (1 000) HoBekoroAwHM 3a AajieHaTa KpailHa TOYKa pY BCUYKH
Y4aCTHHUIIM BbB BCSKA PUCKOBA IpyIia 110 OTHOILIEHUE Ha KpaliHaTa Touka. BpeMeBusAT nepuos 3a HaTpynBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cnen Jlo3a 2 10 kpas Ha TieproJia Ha HaOJI0IeHHE.

Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu nmppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
IPOAB/KUTEITHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 JaHHH 3a MPpeauIIHa HHPEKI,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nosryani 1oiane6o. ToukoBara oneHka 3a eukacHoct e 100% (95% mosepurenen unrepsan 75,3;
100,0). IIpu yyacTHuIM cbc MU O€3 NaHHM 32 NpeauinHa nHpeknus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TI1a11e00.
ToBa chII0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaJlu3upaH¥ aHAIHM3H 32 €(PUKACHOCT ca HalpaBeHU MPH JOMbIHUTEIIHA IOTBHPICHU ClIyyal Ha
COVID-19, Bp3HuKHANH TTO0 BpEMe Ha 3aCJIeTICHO I11ane00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
IpeacTaBisgBa 10 6 Mecela ciie 1o3a 2 B IMOMyJalusITa 3a e()uKacHOCT.

B aktyanuszupanus ananus 3a epukacHocT Ha [Ipoyusane 2 npu roHOImM Ha Bb3pacT 12 1o 15 roaunwy,
0e3 JaHHU 3a MpeJuilHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTyYHIN BaKCHHATA, U UMa
28 cinydast npu 1 030 yuactauim, nonyunu miane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nosepurenen natepsan 86,8; 100,0) mpe3 mepronaa, Korato BapuaHTsT Asda € JOMUHUPALITHST
mupKynupa mam. [Ipu ygactHunM cbe uian 6e3 JaHHU 3a npeauiHa nHpekuus uma 0 cirydas npu

1 119 yvactauiy, nonyuniau BakcuHarta, u 30 ciydas npu 1 109 yuactHum, nomydmiym mianeoo.
ToBa ChIIO MOKA3Ba, Y€ TOUKOBaTA OleHKa 3a eduxacHocT ¢ 100% (95% nosepuresnen unrepsan 87,5;
100,0).
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B IlpoyuBane 2 € mpoBeIE€H aHaIN3 HAa TUTPUTE Ha HEYTPAIN3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cien [o3a 2 npu u30paHa Ha CllydacH MPUHIIMII MOATPYIa y4aCTHHIINA O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdexus cb¢ SARS-CoV-2 no 1 mecen cnen
Ho3a 2, cpaBHsIBal1 0TTOBOpa MPH IOHOLIN Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
YYaCTHHUIM Ha Bb3pacT 16 qo0 25 rogunu (n = 170).

CHOTHOIIEHHETO HA CPETHO T€OMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacTroBara
rpyna 12 no 15 roaunu cripsiMo Be3pacrosara rpyma 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnenoBateHo € JOCTUTHAT KPUTEPHUSAT 3a HE M0-MaJika e(h)UKACHOCT, KOMTO €
cbhoTHOWEHME 1,5 , Thil KaTo fosiHaTa rpaHuia Ha 2-ctpaHHus 95% JIU 3a cpeqHO reoMeTpUYHOTO
ChOTHOILEHHE (geometric mean ratio, GMR) e > 0,67.

Edurxacnocm u umynozennocm npu deya na evspacm 5 0o 11 2oounu (m.e. na 6v3pacm 5 00 noo
12 200unu) — creo 2 dosu

IIpoyuBane 3 e npoyuBaHe (aza 1/2/3, BKIFOYBAIIO YaCT, KOSITO € OTKPHUTO mpoyuBane (dasa 1) 3a
oTIpeJieIsIHe Ha J103aTa Ha BakCHMHATa U 4acT (¢a3za 2/3), KosSTO € MHOTOLEHTPOBO, MHOTOHAIIIOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOIOTHYCH PA3TBOP KaTo IIaedo, 3aciieneHo 3a
U3CJIeZI0BaTeNsl IPOYYBAaHE, B KOETO ca BKJIFOUEHH yJacTHHUIM Ha Bb3pacT 5 1o 11 roxunu. Ilosedero
(94,4%) ot paHIOMH3UPAHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIY4WIH BTOpa A03a 19 1o 23 nuum criex
Hoza 1.

[IspBOHAYATTHHUTE NECKPUNITUBHU PE3YITATH 32 e(hUKACHOCTTA HA BAKCHHATA MPH JICIa HA B3pacT

5 mo 11 rogunau 0e3 nanuu 3a npeauinHa nHpeknus cbe SARS-CoV-2 ca npencraBenu B Tadmuna 5.
He ca nabmonaBanu ciydan Ha COVID-19 HuTO B rpynara ¢ BAKCHMHATa, HUTO B IpyIara ¢ miamneo
IIPH YYACTHHMIIM C IaHHU 3a npeauiinHa uapeknus cb¢c SARS-CoV-2.

Tab6auna 5:  EdukacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus eH ciaen
Jlo3a 2: yuacTHMIY 0e3 TaHHM 3a HHpeKIUs npeau 7-mus aeH ciaex Joza 2 —
¢aza 2/3 —monynanusi, oueHnMa 3a e(pUKACHOCT, CHCTOSINA Ce OT Jela Ha
Bb3pacT S 10 11 ropnnm

IIspBa nosiea Ha COVID-19 ot 7-mus aen ciaen Jdo3a 2 npu nena Ha su3pact 5 10 11 roqunu 6e3
JAHHM 32 npegumHa nHpexkuus cbec SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInanedo
N*=1305 N*=663
Cayyan Ciyuan
n1® n1® E¢ukacroct Ha
IMepuon na Ilepuoa Ha BaKkcuHaTa %
Habonenne® (n24) Habonenne® (n2") (95% JAN)
Heua Ha BB3pact 5 10 3 16 90,7
11 roguan 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBBpIEeHNTE CiTydaH ca ONpeaesieH: Ype3 MoIMMepa3Ha BeprKHa Peakiys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE I 3aCHIIHIA

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHJINII CE 33/1yX; BTPHCAHEe; HOBOIOSBIIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MyCKy'J'H/ITe HOBOIIOSIBUJIA ce 3ary0a Ha BKYC WJIM MHUPHC; BB3IAJICHO I'bPJIO; ANApHs; MOBPBIIAHE).
B ananu3a ca BKIIFOUeHM yyacTHHIM Oe3 AaHHU 32 MuHana uHpekms cbc SARS-CoV-2 (1.e. oTpruaTennu 3a
anrurena ¢ N-cebp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Buzutu 1 1 2), u ¢ orpunarenen pesyinratr or NAAT (HazanHa HaTpHUBKa) IPH BCSIKA HETUIAaHUPaHa BU3HUTA
npemu 7-mus el ciex Jlosa 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TPyTIa.

nl = Bbpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEICTICHUETO 3a KpaifHaTa TOYKa.

B. OO6u neprox Ha HaGmoaeHue B xursian (1 000) yoBekoroauMHHM 3a qajaeHara KpaiHa TouKa Ipyu BCHYKH
YYaCTHHUIIM BB BCSIKa PUCKOBA TPyIa IT0 OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIIBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpas Ha meproja Ha HabroaeHue.

o
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r. n2 =bpoil Ha yyaCTHULIUTE B PUCK MO OTHOILIEHUE HA KpailHaTa TOYKa.

Hampapen e ananu3 3a eukacHOCT Ha 0a3a IMpeBAPUTEITHO ONPEICIICHU XUTIOTE3! TPU
JIOTBJIHUTEIHN NOTBBpAcHU ciaydan Ha COVID-19, Bb3HUKHANM 110 BpeME Ha 3aCJICTICHO
1a1e00-KOHTPOJUPAHO MPOCeasIBaHe, KOETO MpeacTaBisBa 10 6 mecena cien J1o3a 2 B
MOy IaIusATa 3a e(UKaCHOCT.

B ananu3a 3a epukacuoct Ha [Ipoyusane 3 nipu niena Ha Be3pact 5 1o 11 ronunu, 6e3 1aHHY 3a
npeauniHa nHdeknus, ca Hadmoaasanu 10 ciryyas npu 2 703 yyacTHUIIH, TOJyYUITA BAKCHHATA, U
42 cnyvas ipu 1 348 yyactHuIM, nmoyuwin miane6o. ToukoBara oneHka 3a eukacHoct ¢ 88,2%
(95% noeeputenen untepsan 76,2; 94,7) mpes nepuoja, KOraTo BApHaHTHT Jlenra ¢ JOMHUHUPAIIHST
upKy/upani mam. [Ipu ygacTHHUIM ¢hC WM 0€3 JaHHU 3a IpeAuiiHa nHeKus uma 12 ciaydas nmpu
3 018 yyacTHUIIM, TOTYYHIIM BakCHHATA, U 42 ciyyast ipu 1 511 ygacTHHLM, MOMyYHIIH 11ane6o.
ToukoBara oreHka 3a edukacHoct e 85,7% (95% nosepurencu unrepsain 72,4; 93,2).

B Ipoyusane 3 npu aHaM3 Ha TUTPUTE HA HEyTpaiu3upamure anturena cpemy SARS-CoV-2,
HaMassiBaly BupycHata aktuHoCT ¢ 50% (NT50), 1 mecerr cnen o3a 2 npu n30paHa Ha ciydacH
MIPUHLMI HOATPYHa YYaCTHUIIM € IEMOHCTPHPaHa e(peKTUBHOCT C OMOILITA Ha ,,AMYHOJIOTHYEH
OpWIKMHT HA IMYHHHU OTTOBOPH 32 CPaBHEHHE Ha Jienia Ha Bh3pacT 5 1o 11 rogunu (T.€. Ha BB3pacT
5 no mox 12 romuuam) B yactra ¢asza 2/3 na [IpoyuBane 3 ¢ yuacTHUIM Ha BB3pacT 16 10 25 roquHu B
yactTa (haza 2/3 nHa [IpoyuBane 2, kouTo ca 6e3 CepoJIOrMYHHU UM BUPYCOJIOTHYHH JJaHHH 32 MUHAJIA
unpeknus cb¢c SARS-CoV-2 no 1 mecen cien J[o3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEIIHO
OTIpE/ICIICHUTE KPUTEPHUH 32 ,,AMYHOJIOTHYEH OPUKUHT KAKTO 110 OTHOIICHHE Ha CPEITHO
reOMETPUYHOTO ChOTHOLIEHUE (geometric mean ratio, GMR), Taka u o oTHOLICHNE HA pa3UKaTa B
CEPOJIOTMYHUSI OTTOBOP, ONPE/ICIICH KAaTO MOCTUTaHEe Ha Hal-MaJiko 4 mbTH NoBuiieHre Ha SARS-
CoV-2 NT50 ot uzxonno uuso (npemau J{o3a 1).

GMR na SARS-CoV-2 NT50 1 mecen cien Jlo3a 2 mpu gena Ha Bb3pacT 5 1o 11 rogunm (T.€. Ha
BB3pacT 5 10 nox 12 roguHM) cpsMO TOBa MPH MJIaax Bh3pacTHU Ha Bb3pacT 16 g0 25 ronunu e 1,04
(2-ctpanen 95% JIU: 0,93; 1,18). Cpex yyacTHHIMTE O€3 MPEAUIIHN JaHHU 33 HHeKus cbc SARS-
CoV-2 no 1 mecen cnen Jlo3a 2, 99,2% ot nenara Ha Bb3pact 5 g0 11 rogunu u 99,2% ot
YUYaCTHUIIMTE HA BB3pacT 16 10 25 ronnHu MMat cepojoruyeH oTroBop Ha 1-Bus mecer ciex Jlo3za 2.
PaznukaTa B CbOTHOIIIEHHETO Ha Y4aCTHUIUTE CHC CEPOJIOTUYEH OTTOBOP MEKIAY 2-Te BB3pacTOBU
rpynu (neua — mutaau Bb3pacTtu) € 0,0% (2-ctpanen 95% JU: -2,0%, 2,2%). Ta3u nadopmanus e
npencraseHa B Tabnuia 6.
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Ta6auna 6: O6o01eHne HA CPETHO TeOMETPUYHOTO CHLOTHOIIIEHHE HA TUTPUTE HA
HeyTpaJu3upaluTe aHTUTEJa, HAMAJISIBALM BUPYCHATAa aKTUBHOCT ¢ 50%, u
Pa3/MKaTa B IPOLEHTUTE HA YYACTHHIH ChC CEPOJIOTHY€eH OTTOBOP — CPABHEHHE
Me:kay Aena Ha Bb3pacT 5 10 11 roquan (IlpoyuBane 3) n yyacTHHIM Ha Bb3pacT 16
10 25 roqunu (IlpoyuBane 2) — yuacTHulM 0e3 JaHHU 3a HHPexkuus 10 1 Mmecen cjaen
Jo3a 2 — moarpyna 3a ,,HMYHOJIOTHY€eH OPUIKUHT® — ¢a3a 2/3 —nomyauusi, oneHuMa
32 HMYHOI'€HHOCT

uPHK Bakcuna cpemry COVID-19
10 pg/no3a 30 ug/mo3a
5 no 11 roqunu 16 mo 25 ronuHu 5 no 11 rogunu/
N2=264 N2=253 16 10 25 ronuHu
IMocTurnara ues
npH ,,AMYHO-
Bpemera GMT* GMT* GMR" OpuIKHT ™"
To4yKa® (95% JIN"®) (95% JIN"®) (95% JIN") (A/H)
Cpeano
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BHpYCHATA
akTHBHOCT ¢ |1 Mecenn
50%° cies 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) I
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4Ka® (95% JII®) (95% JII®) (95% ") (JI/H)
CreneH Ha
cepoJIoTnYeH
otrosop (%)
NpH THTHP
Ha
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%* JHoza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Cokpamenuns: JIU = noseputenen uarepsain, GMR = cpenno reomerpuuno chotHOmeHne; GMT = cpeaHo
reometpudeH TUTHP; LLOQ = mosHa rpaHuIa Ha KoudecTBeHO onpeneisine; NAAT = Tect 3a aMIITUpUKAITAS
Ha HyKJenHoBU kucesinHy; NTS50 = TUTBp Ha HEYTpAIM3UpAIIUTE aHTUTENA, HaMallsIBalll BUPyCHAaTa aKTUBHOCT C
50%; SARS-CoV-2 = TexBbK OCTBpP PECIIMPATOPEH CHHIIPOM KOPOHABHPYC 2.
3abenexka: B ananuza ca BKIIOYEHH ydyacTHHIU O€3 CEPOJIOTMYHU WIIM BUPYCOJIOTMYHH JIaHHU (IIPH B3eMaHe Ha
KpbB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuus cb¢ SARS-CoV-2 (T.e. oTpuiaTesHu 3a anTuTena ¢ N-
cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecerr cien Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa
HaTpuBKa] Ha Busutnre 3a [Jo3a 1 u [lo3a 2 u ¢ orpunateneH pe3ynarar oT NAAT (HazanHa HaTpUBKA) IpH
B3E€MaHE Ha KPBB Ha BCSIKa HEIUTAHMpPAHa BU3UTA 10 eAnH Mecel caer [lo3a 2), kakTo 1 0e3 aHaMHe3a 3a
COVID-19.
3abenexxka: CepoJOrHIHHUAT OTTOBOP ce AepUHMpa KaTO MOCTHTaHe Ha > 4 T MOBHIIICHHAE OT U3XOTHO HIUBO
(mpenn Jlo3a 1). Ao cToHOCTTA TP U3MEPBAHETO HA M3XOOHOTO HHUBO € o LLOQ, pesynraT oT aHanmm3 ciex
BakcuHanwmATa > 4 X LLOQ ce cunra 3a cepoIorudeH OTroBOpP.
a. N = bpoii yyacTHHIM ¢ BaJMJHU U SICHU PE3yJITaTH OT TECTa Ipey BakcuHanuaTa u 1 mecen ciexn Jlo3a 2.
Te3u CTOMHOCTH CBIIO TaKa ca 3HAMEHATEIIH, U3II0JI3BaHH TP IIPOLIEHTHUTE U3YUCIICHUS 3a CTENIEHTa Ha
CEepOJIOrUYEH OTIOBOP.
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6. OmnpeneneHo 1o MPOTOKOJI BpeMe 32 B3eMaHe Ha KPbBHH IPOOH.

B. GMT u 2-ctpannute 95% JAU ca n3umncnenn upe3 CTENeHyBaHe HA CpeHATA JOTAPUTMUYHA CTOHHOCT Ha
tuTpuTe U choTBeTHUTE [ (Ha Ga3ata Ha t-pasnpenenennero Ha Student). Pesynrarure ot aHanm3a mox
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-crpannute 95% /I ca n3uncienn upes3 cTeneHyBaHe Ha CpeHaTa Pa3iinka B JIOTApUTMHIHHUTE
CTOHHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 roguman muHyC BB3pact 16 no 25 roauan) u crorBeTHHs AU (Ha
Oazara Ha t-pasmpenenenuero Ha Student).

I. . MyHonoroueH OpumxuHr Ha 6azata Ha GMT e neknapupan, ako JgoJiHaTa rpaHula Ha 2-cTpaHHust 95%
JIN 3a GMR e no-rossima ot 0,67 u ToukoBaTa oreHka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpepelieH ¢ moMorra Ha TeCT 32 MUKpoHeyTpainuzanus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanuza ce u3nonspa ¢uryopeclieHTeH pernopTep BUPYC, MOJIy4eH OT ama
USA WA1/2020, u BupycHaTa HeyTpaJli3auus ce OTYUTa BbB Vero KieTbyHu MoHocoeBe. NTS50 Ha
npoOuTe ce onpesieNs KaTo PelUIPOYHOTO CEPYMHO paspexaane, npu koeto 50% oT Bupyca ce
HeyTpalu3mpa.

K. n = Bbpoil yaacTHHIIN CBC ceporoTHIeH OTroBOp Ha Oa3ara Ha NTS50 1 mecer cien J{o3a 2.

Touen 2-ctpanen 11, 6a3upan Ha metona Ha Clopper u Pearson.

u. Pa3nmka B CHOTHOIICHUSTA, H3Pa3eHH KaTo MPOLEHT (BB3pacT 5 mo 11 rognan MuHyc BB3pacT 16 no
25 roaunm).

i. 2-ctpanen 11, Ga3upan Ha MeToja Ha Miettinen n Nurminen 3a pa3nukarta B CbOTHOIICHHSTA, U3pa3eHa
KaTo MPOIICHT.

K. ,JIMyHOnoruueH OpumKuHr", 6a3upaH Ha CTENEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTAaHOBEH, aKo JI0JIHATa
rpanuia Ha 2-ctpanHus 95% JIU 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mno-rossiMa ot -10,0%.

w

Umynozepennocm npu deya na evspacm om 5 0o 11 2oounu (m.e. 5 0o nod 12-200uwina ev3pacm) —
cned bycmep 003a

Byctep no3za Comirnaty e nagena Ha 401 mpou3BoJiHO U30panu yyactHuiM B [IpoyuBane 3.
EdekruBHOCTTA Ha OycTep 103a MPH BB3PacT OT 5 10 11 roguHu ce onpeness OT IMyHOICHHOCTTA.
Ta3u umynorennoct 6e ouenena upe3 NT50 cnpsimo pedepentrnus mam nHa SARS-CoV-2
(USA_WA1/2020). Anannzu va NT50 1 mecen cnen Oycrep 03a B cpaBHEHHUE ¢ peau Oycrep 103a
JEMOHCTpUpAT ChliecTBeHO yBesnueHue Ha GMTs npu nuua ot 5 1o 11-roauiHa Bb3pacT, KOUTO HE
ca UMaJIi CEPOJIOTUYHHU WJIM BUPYCOJIOTUYHH JT0Ka3aTencTsa 3a MuHana SARS-CoV-2 undekuus no
1 mecenr cnen no3a 2 u O6ycrep no3a. To3u ananu3s € 06001IeH B Tabimna 7.

Ta6auna 7: O0600menne Ha cpeaHo reoMeTpuaHuTe TUTPH — NT50 — yyacTHHIIU 0€3
AoKa3aTecTBa 3a mHpekuus — ¢pa3a 2/3 — HaGop NMYHOTEHHOCT — OT 5 10
11-rogumHa Bb3pacT —MONYJIANHS OLIEHHMA 32 HMYHOI€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpoda”

1 mecen ciiex 6ycrep

1 mecen cex Oycrep

1 mecen cirex mo3a 2

no3a/

no3a (n°=67) (n%=96) 1 mecerr ciaex g03a 2
GMT® GMT® GMR"
AHaau3 (95% CI®) (95% CI*) (95% CI")
Tect 3a HEYyTpanU3aUs
Ha SARS-CoV-2 - 27209 1253,9 2,17
NT50 (TuTsp) (2 280,1; 3 247,0) (1116,0; 1 408,9) (1,76; 2,68)

Cokpamenus: I = noseputenen uatepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanys
Ha HyKJIenHOBU kucenuan; NT50 = THTBp Ha HEYTpaIM3UPAIIUTE AHTHTENA, HAMAIABaIll BUPYCHATa aKTUBHOCT C
50%; SARS-C0OV-2 = TexBK OCTBp peciupaTopeH CHHIPOM KOPOHABUPYC 2.

a. OmpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPhbBHH MPOOH.

6. n=Dbpoil ydacTHUIIM C BaIWAHU U SICHU PE3YNTATH OT TECTA 3a MOCOYCHUS aHAIHN3 NIPH JaJICHaTa 103a/B
JlaJIcHaTa BPEMEBA TOYKA 3a B3eMaHe Ha Ipoda.

B. GMT u 2- crpannute 95% JIU ca uzdnciaeHu upe3 CTENeHyBaHe Ha CpelHaTa JOrapUTMUYHA CTOIHOCT Ha
tutpute U crotBeTHUTE JIU (Ha 6azaTa Ha t-pasnpenenenuero Ha Student). Pesynrarute ot ananusa nox
LLOQ ca 3amanenu karo 0,5 x LLOQ.

r. GMR u 2 crpannute 95% 1M ca n3umncieHu 4pe3 CTENIEHYBaHE HA CPEAHATA Pa3/IUKa B JIOTAPUTMHYHHUTE
croiiHocTH Ha TuTpHTe (1-MecedHa mocT-0ycrepa g03a MuHyc 1-mMecedHa cren n103a 2) u cbotBeTHus AU
(na Oa3ara Ha t-pasnpenenenuero Ha Student).
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IlenuaTpuyHa momyJsamus

EBporiefickara areHmus 1Mo JeKapcTBarta oTiiara 3abDKEHUETO 3a MPEAOCTaBsIHE Ha PEe3YNITaTUTE OT
npoyuBanusaTa ¢ Comirnaty B rieIdaTpuyHaTa momyaius npy npeserius Ha COVID-19 (k.

Touka 4.2 3a “H(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 dapMaKkoKHHETHYHH CBOCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HeknuHandHUTE NaHHU HE TIOKa3BaT OCOOSH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHATHUTE
NPOYYBAaHUSA 34 TOKCUYHOCT IIPU MHOTOKPATHO IIpUJIaraHe, perIpoAyKTHUBHA TOKCHYHOCT U TOKCHUYHOCT

3a pa3BUTHETO.

OO0111a TOKCHUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycCKyJTHO (TIOTy4aBaliy 3 MbJIHU JT03U 32 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJIECHOTO TEIJI0), MOKa3BaT MaJlbK OTOK M €PUTEM Ha MSICTOTO Ha MHXKEKTHpPAHE U YBEJIHUYaBaHE Ha
OenuTe KPBBHU KIETKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3NAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIMs Ha MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Bewnuku edextu ca Omm obpaTuMu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4yBaHUs HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuau 1 ”PHK) na uMat reHoTOKCHYEeH MMOTEHITUAI.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTUETO Ca M3CJICBAHU MPH ILTHXOBE B
KOMOWHHUpPAHO MpOoyYBaHe Ha PEpTUINTETa K TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
NpUJIarad UHTPAMYCKYJIHO Ha JKEHCKH TUThbXOBE Mpean Yi(TOCBAHE U 110 BPEME Ha IeCTaIHs
(momyyaBammy 4 HJIHYU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKH HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEIECHOTO TETJI0, B TIEpHojIa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ nosiBa Ha HeyTpaau3upaiiy anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MalKy OT epro/ia peu YuGTOCBaHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATaJeH JeH 21, kakTo u
nipu (heTycute U mokosieHueTo. Hama cBbp3anu ¢ BakcMHaTa e)eKTH BBPXY (PEpTHUIINTETA,
OpemMeHHOCTTa WK eMOPHO(dETATHOTO Pa3BUTHEC WK PA3BUTHETO Ha TIOKOJIeHNETO. JIMTICBAT JaHHM 3a
Comirnaty 0THOCHO TIPEMHHABAaHETO HA BAKCHHATA MPE3 TUIAIICHTATa WIIK €KCKPEIHUATa B MIISIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTrin)azane i )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucteapomnn-sn-riaumepo-3-pochoxonun (DSPC)

Xogectepon

TpomeTamon

TpomMeTamMoIOB XHUAPOXIOPHUT

3axaposa

Boga 3a uHKeKIuu

70



6.2 HecnbBMecTHMOCTH

To3u ekapcTBEH MPOAYKT HE TPsIOBA 1a Ce CMECBa C PYTH JICKAPCTBEHU MPOYKTH, C H3KITIOUCHHE Ha
[IOCOYEHHUTE B TOUYKA 6.6.

6.3 Cpok Ha rogHoCT

HeotBopen duakon

3ampasen aakon

18 mecena, koraro ce cpxpansia npu -90°C no -60°C.

Bakcunara ce mony4daBa 3ampasena npu -90°C no -60°C. Cnex mosrydaBaHe 3aMpa3eHaTa BaKCHHA
MOJXKe 11a ce cbxpansaBa win npu -90°C mo -60°C, nau npu 2°C mo 8°C.

Korato ce cwxpanssat 3ampaszenu npu -90°C mo -60°C, omakoskute ¢ 10 ¢rakoHa BakCHHA MOTAaT Ja
ce pasmpasar npu 2°C no 8°C 3a 4 gaca, a eqMHUYHH (PIAKOHM MOTAT /1a CE pa3MpassT MPHU cTalHa

temneparypa (1o 30°C) 3a 30 MUHYTH.

Paszmpazen praxon

10 cenmunu cpxpaHenue u TpaHcnoptupane npu 2°C o 8°C B pamkute Ha 18-MecedHus Cpok Ha
TOJIHOCT.

. Crnen mpemecTBaHe Ha BakCHHaTa 3a cbxpaHeHue npu 2°C 1o 8°C BbpxXy KapTOHEHaTa
OTaKkoBKa Tps0Ba /1a ce 3amuile HOBUAT CPOK Ha TOJHOCT U BaKCHHATA TPAOBa Jla ce M3I10JI3Ba
WIN J1a C€ U3XBBPJIU ChbOOPa3HO TO3U CPOK. IIbpBOHAUAIIHUAT CPOK Ha TOIHOCT TpsiOBa J1a ce
3apacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa 1a ce cpxpansasa npu 2°C go 8°C.
CpoKBT HAa TOMTHOCT BHPXY KapTOHEHATa OMaKoBKa TPsiOBa Jja € OWJI KOpUTHPaH, 3a Ja 0Tpa3siBa
CPOKa Ha TOTHOCT MPH ChbXpAaHEHUE B XJIAAWIHUK, 1 TbPBOHAYAIHUAT CPOK Ha TOAHOCT TPsiOBa
Ila e OwT 3a/IpacKaH.

[Ipenu ynorpeba HeoTBOpeHUTE (pIIakOHM MOTaT Jia Ce ChXpaHsaBaT /10 12 yaca mpu TemrmepaTrypa
Mexay 8°C u 30°C.

C pa3Mpa3CcHUTC (I)J'IaKOHI/I MOXKE ga CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.
C.Tlell pasMpa3siBaH¢ BaKCUHaTa HE TpﬂﬁBa aa ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypru OmkKJIOHEeHUA NO 6peMe HA CbXPAHEHUE 6 XAAOUTHUK

. JlanHuTe 3a CTAOMIIHOCT ITOKA3BaT, Y€ HEOTBOPEHUAT (pi1akoH e ctabuieH 1o 10 ceamuiy,
KOTaToO ce ChXpaHsBa Mpu Temreparypa oT -2°C mo 2°C, u B pamkute Ha 10-cemMUIHIS TIEpHO
Ha cbxpaHeHue mexay 2°C u 8°C.

. JanauTe 3a CTAOMITHOCT MMOKa3BaT, ue (IakKOHBT MOXKE Ja C€ ChbXpaHsABa A0 24 Jaca nmpu
temmepatypa 8°C mo 30°C, BximrounTenHo 10 12 gaca ciex mspBOTO IPOOUBaHEe Ha

3aImymaikara Ha (JIakoHa.

Tazu uadopmanus e npeaHa3HaueHa J1a YI'bTH MEAUIIMHCKUATE CIIEIUATNCTH CaMO B ciy4ail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIIOHEHUE.
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Paspenen jekapcTBEH MPOAYKT

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
cieq] paspexxaane ¢ Hatpue xyopua 9 mg/ml (0,9%) nHxeKIHOHEH Pa3TBOP, KOETO BKIIOYBA JI0

6 gaca Bpeme 3a TpaHcropTupane. OT MUKPOOHOJIOTHYHA TJI€AHA TOYKA, OCBEH aKO METOABT Ha
paspekaHe U3KJI0YBA PUCK OT MUKpOOHA KOHTAMUHAIHS, IPOAYKTHT TPSAOBa J1a ce N3MO0I3BA
BeaHara. AKoO He ce M3M0JI3Ba BelHara, BpeMETO U YCIIOBHATA HA ChbXpaHEHHUE 10 BpeMe Ha yrnoTpeda
ca OTTOBOPHOCT Ha MOTPEOUTES.

6.4 ChenmuaJHM ycJI0BHUS HA CbXpaHeHUe

[a ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

Jla ce cpxpaHsBa B OpUTHHAJIHATA OMAKOBKA, 33 JIa Ce MPEIa3u OT CBETIINHA.

ITo Bpeme Ha ChXpaHEHUE CBEETE 10 MUHUMYM M3JIaraHeTo Ha CTaifHa CBETIMHA U U30srBaiiTe

H3Ji1araHe Ha IIpsgKa CJIbHYCBA CBETIIMHA U YJITPAaBUOJICTOBA CBETIIMHA.

3a yCcIoBHATA HA CbXPaHEHHUE CIIeN Pa3MpassiBaHe U pa3pek/IaHe Ha JICKAPCTBEHUS MTPOIYKT BUKTE
TO4YkKa 6.3.

6.5 Bwungu chabp:KaHNE HA ONAKOBKATA

1,3 ml KoHIIEHTpAT 3a AUCTIEPCHS B IPO3pavyeH MHOTro1030B (hirakoH (cTbkio tun 1) 2 ml cbe
3amyIanka (CHHTeTHYHa OpOMOOYTIIIOBA TyMa), C AlyMHHHEBA O0KaTKa M OTUYIBAIIO CE OPAHKEBO
I1acTMacoBo Kamade. Beekn ¢makon cpappika 10 103m, BUkTe TOUKa 6.6.

Bunose onakosku: 10 guakona i 195 drakona

He Bcuuky BHoBe OMakoBKU MOTar ja ObJaT IyCHATH Ha Iasapa.

6.6 CrhenuajaHu NpeIna3Hu MePKHU NMPH U3XBHPJIsiHE U padoTa

Ykazanus 3a pabora

Comirnaty 10 mukporpama/mo3a TpsiOBa fa ce NPUrOTBH OT MEAMIIHCKHU CHECLUAIINCT, KaToO e
M3II0JI3BA ACENTUYHA TEXHUKA, 32 J1a C€ FapaHTHpa CTEPUIIHOCTTA HA IPUTOTBEHATA JUCIICPCHSI.
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MPOBEPKA HA ®JIAKOHA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WH)XEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJAWHM)

10 ug

Opan:keBO Kanmave

Caen pa3pexnane

[IpoBepere manu QIakOHBT € C
OpaHXeBO IJIACTMACOBO Kamade 1
OpaHXeB KOHTYP, OTpakJalll
eTUKETa, U 1Al IMETO Ha
mpoaykra e Comirnaty

10 mukporpama/o3a KOHIIEHTpAT
3a HHYKEKLIMOHHA JTUCTICPCHSI.
AKoO (PIIaKOHBT € C OpaHKEeBO
IUIACTMACOBO Karade U OPaHKeB
KOHTYpP ¥ HIMETO Ha POJYKTa €
Comirnaty Original/Omicron
BA.4-5 (5/5 mukporpama)/mosza
KOHLICHTPAT 32 HH)KEKI[OHHA
JMCIIEPCHS], MOJISL, HAT[PaBeTe
CIIpaBKa C KpaTkaTa
XapaKTepUCTUKA HA POJYKTA 32
Tasu gopma.

AXO (ITaKOHBT € C JIHIIaBO
TUIACTMACOBO Karaye, MOJIs,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA HA MPOJYKTA 32
Comirnaty 30 mukporpama/mosa
KOHIICHTPAT 33 HMHKEKI[HOHHA
JUCTICPCHSI.

AKO (JIaKOHBT € ChC CUBO
IUIACTMACOBO Karaye, MOJIs,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA HAa MPOJYKTa 32
Comirnaty 30 mukporpama/mosa
WHKEKIIMOHHA JANCTIePCHs,
Comirnaty Original/Omicron BA.1
(15/15 muxporpama)/no3a
WHKCKIIMOHHA JUCTICPCHST UITH
Comirnaty Original/Omicron
BA.4-5 (15/15 mukporpama)/no3a
WHKEKIIMOHHA JUCTICPCHSL.

AKO (QIIaKkoHBT € ¢
Ka(sBO-4CPBCHUKABO
IUIACTMACOBO Karayue, MO,
HarpaBseTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA HAa MPOIYKTa 32
Comirnaty 3 mukporpama/mosa
KOHIOCHTpAT 3a MHXXCKIIMOHHA
JMCTICPCHSL.

73




MPEJU YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/JTIO3A KOHLIEHTPAT 3A
WH)XEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJAWHM)

Ja ce cbxpansiBa
xo0 10 cexmunm
npu 2°C no 8°C.

AKO MHOTOZI030BUST (hIIaKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampaszenute GIaKoHH TPSOBA Aa
ce IpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na ce
pa3Mpasar; pa3mMpassiBaHETO Ha
eaHa omakoBka ¢ 10 ¢urakona
MOJKe J1a oTHeMe 4 yaca. YBepere
ce, e (pIakoHHTE ca HAITbITHO
pa3MpaseHu mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE
3a cexpanenne npu 2°C mo 8°C,
KOpUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHCHATa OMaKOBKa.
HeoTBopenuTe ¢uiakoHu Morar a
ce cpxpansBart 1o 10 ceamuiy npu
2°C no 8°C, 6e3 na ce mpeBuIaBa
OTIEYATaHUSAT CPOK Ha TOIHOCT
(Tomen mo:).

BB3MOKeH € ChIIo APYT BapHaHT,
IPU KOMTO €IMHUYHU 3aMpPa3eHU
(b1aKoHN MOXKeE J1a ce pa3Mpassr 3a
30 MUHYTH IIpH TEMIIEpaTypa A0
30°C.

[penu ynotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa JIo
12 vaca npu Temmieparypa o
30°C. C pasmpazenure G1akoHH
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaliHa CBETJIMHA.
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CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A WHPKEKIIMOHHA JIMCIIEPCHS (JEIIA HA 5 JIO 11 TOJIWHN)

e QOcraBere pa3Mpa3eHUAT QIaKoH
Jla TOCTHUTHE CTaliHa TeMIeparypa
¥ BHUMATEJTHO TO 00BbpHETE
10 meTH npeau paspexaane. He
pa3KJialanre.

o Tlpenu paspexaaHe pa3mpaseHara
JUCTIEPCHS MOXKE J1a ChIBPIKA
0emu 10 oUTH OeNn HeMPO3payHU
aMop(HU YaCTHIIH.

J

Buumarenano 10 nbTn

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (IELIA HA 5 IO 11 TOJAWHHN)

e Pa3mpasenara BakcuHa TpsiOBa Ja
Ce pa3peny B HEWHUS OpUTHHAJICH
(aaxoH ¢ 1,3 ml HaTpueB XJIOpU
9 mg/ml (0,9%) nmkexuoHeH
pa3TBOp, KaTO CE M3MOJ3Ba Uria
21 G, uu no-ThHKA, M aCENTUYHA
TEXHUKA.

| /

1,3 ml narpues xaopux 9 mg/ml (0,9%0)
WHIKEKIHOHEH Pa3TBOP
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H3reraere 6ytajioro a0 1,3 ml, 3a na
OTCTPaHHUTE Bb3IyXa OT (pIaKoHA.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
1,3ml BB3IYyXx B WH3MIpa3HEHaTa
CIPUHIIOBKA Ha pa3peanuTeIs.

=

Buumarenano 10 noTn

BuauMatenHo o0bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osu1a 0 IoYTH Osita
aucriepcus 0e3 BUIMMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHa [IPU HAJIM4YUE HAa YacTULU
WM IPOMSIHA B LIBETA.
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N 4

Yac 3a
U3XBbpPJIHE

;}

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObaaT oTOeNsI3aHN CHOTBETHUTE
Jata ¥ Jac.

Cren paspexnaHe, CbXpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIHIMOHHA JUCIIEPCHUSA (AELIA HA

5 JTO 11 TOJAWHM)

0,2 ml pa3penena Bakcuna

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce ureraar 10 mo3u mo 0,2 ml.
Karo n3nonzeare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (hJ1aKoHA C TAMIIOH 32
eHOKpaTHa yrnoTpeba, HAloeH C
AHTHCETITUYEH Pa3TBOpP.
Usrernere 0,2 ml Comirnaty 3a
Jeria Ha B3pacT S g0 11 roguHu.

TpsbBa na ce u3nonspar
CTIPUHIIOBKH W/WMJIM UTJIH C MaTbK
MBPTHB (HEU3IOI3BaeM) o0eM, 3a
na ce uzteraar 10 mo3m oT eauH
¢nakon. KomOunanusira ot
CTIIPUHIIOBKA M UTJIa C MaTbK
MBPTHB 00eM TpsIOBa J]a UMa
MBPTHB 00€M HE MO-TOJISM OT

35 MUKponuTpa.

AKO ce U3MnoJI3BaT CTaHIapTHU
CTIPUHIIOBKHM ¥ UTJIH, MOXE J1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETJIsIHE Ha
JIECET JO3H OT eauH (PIIaKOH.
Besika 103a TpsiOBa 1a ChabpKa
0,2 ml Bakcuna

AKO KOJIMYECTBOTO HA OCTaHajaTa
BBB (pJ1aKOHA BAKCHHA HE MOXKE J1a
JIOCTaBU e€1Ha Ligia go3a ot 0,2 ml,
U3XBBPIIETE (IIAKOHA U M3ITHITHHS
obem

N3xBBHprieTe HEW3MOJI3BaHATA
BaKCHHA B paMKUTe Ha 12 Jaca
CJIe]] pa3pexkiaHe.
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H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tp}16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004

EU/1/20/1528/005

9. JATA HA TIbPBO PASPEIIABAHE/ITIOJHOBSIBAHE HA PASPELIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemanane: 21 nexemBpu 2020 .

[ara Ha nocnenHo nonHoBsiBaHe: 10 oktomBpu 2022 T.

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIHs 3a TO3M JIEKAPCTBEH MPOYKT € IpeaocTaBeHa Ha yebcaiita Ha EBporeiickara
areHIus 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIUS OTHOCHO Oe30macHoCcTTa. OT MEAUIWHCKUTE CTICLUAIIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MOA03MPaHa HeXelaHa peakus. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTEKAPCTBEHUS TIPOAYKT

Comirnaty 3 mukporpamal/no3a KOHIIEHTPAT 38 HHKCKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Toa e MHOT0/1030B (h11aKoH ¢ Ka(hsiBO-YEPBEHUKABO Kaladye U ChIIbPKAHUETO My TPsIOBa J1a ce
paspenu npeau yrnorpeoa.

Enun dnaxon (0,4 ml) ceaspxka 10 mo3u no 0,2 ml cnex pa3pexnane, BUxTe TOYKU 4.2 1 6.6.

Enna no3a (0,2 ml) ceaspxa 3 mukporpama tozuHamepas (tozinameran), uPHK Bakcuna cperiry
COVID-19 (BkiroveHa B TUIHIHA HAHOYACTHIIN).

To3uHamepaHn e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponssenena c
U3M0JI3BaHe Ha Oe3KIeThuHa IN Vitro TpaHckpumius ot choTBeTHUTe JJHK-MaTpuim, komupanu

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIMOHHA AUCIIEpCHsl (CTEPUIICH KOHLIEHTPAT)

BakcunaTa npejicTaBisBa 0s1a 10 mouTH Osta 3ampasena aucnepcus (pH: 6,9 — 7,9).

4. K/IMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 3 MmukporpamMa/io3a KOHIIGHTPAT 32 WHKSKIIMOHHA AUCTIEPCHs € M0Ka3aHa 3a aKTHBHA
UMyHH3anus 3a npeseHuus Ha 3abonsBanero COVID-19, npuunneno ot SARS-CoV-2, na kppmauera
U JieTa Ha Bb3pacT 6 Mecena 10 4 TOIUHH.

VYnorpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYHMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kvpmauema u deua na ev3pacm 6 meceua 00 4 2o0unu

Comirnaty 3 Mukporpama/no3a ce npuiara HHTpaMyCKyJTHO cJIe]] pa3pekiaHe KaTo MbPBHYCH KypC OT
3 no3u (o 0,2 ml Besika). [IpenopbuBa ce BropaTa j03a Ja ce IPUI0KH 3 CEAMUIIN CIIe]] TbpBaTa
7103, TIOCJIE/IBAHO OT TPETa 703a, MPUIIOKEHA Hali-MaJKo 8 CeIMHUIIM Clie]l BTOpaTa /1032 (BiX.

touku 4.4 u 5.1).
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AKO e/1HO J1eTe HaBBPIIHU 5 TOAMHH B HHTEPBaIa MEX/y IPUIOKECHUETO Ha JO3UTE OT
BaKCHHAIMOHHMSA KypC, TOBA JIeTe TPpsiOBa J1a 3aBBPIIH CEPHUATA HAa CHIIOTO JO30BO HUBO OT
3 MUKporpama.

Bzaumoszamensemocm

BsaunmoszamensiemoctTa Ha Comirnaty ¢ Bakcunu cpeury COVID-19 ot apyru npon3BoanuTeNH 3a
3aBbpIIBaHE Ha IBPBUYHUS KypC HE € yCcTaHoBeHa. JIula, Ha kouTo e mpuioxeHa no3a Comirnaty,
TpsiOBa Aa mpoabkar ¢ Comirnaty, 3a 1a 3aBBpPIIAT IBPBUYHUS KYpPC.

Heduamputma nonyaayus

[Ipennara ce meauarpudHa JiekapcTBeHa (hopmMa 3a Jiuia Ha Bb3pacT 5 1o 11 rojgunu (T.€. Ha B3pacT
5 mo mox 12 ronunm). 3a moxpoOHa nHMOpPMAITUS, MOJIS BUXKTE KpaTKaTa XapaKTePUCTUKA Ha
npoaykra 3a Comirnaty 10 Mukporpama/mo3a KOHIIEHTPAT 3a HH)KEKIIMOHHA JUCIICPCHUL.

BbesomacHoctTa 1 ehukacHocTTa Ha Comirnaty mpu KbpMaueTa Ha Bb3pacT moj| 6 Mecena He ca
YCTaHOBEHH.

Hauun Ha OPHUITOKCHUC

Comirnaty 3 Mukporpama/mo3a KOHIIEHTPAT 38 HHKEKITHOHHA IUCIIEPCHs TPpsiOBa [1a ce Tpuiara
MHTPAaMYCKYJIHO Clie]l pa3pekaaHe (BkK. Touka 6.6).

Crnen paspexaane ¢iakonnte Comirnaty chappikar 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce u3rerisaT
10 mo3u oT enuH (uiakoH, TPSOBA Ja ce U3I0J3BAT CIPUHIIOBKH /WU UIJIH C MalIbK (HEU3IIOI3BACM)
MBPTHB 00eM. KoMOUMHaIMATa OT CIIPUHIIOBKA U UTJIa ¢ MATBK MBPTHB 00eM TpsiOBA J]a ©Ma MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € U3IMOJI3BAT CTAHJAPTHU CIPUHIIOBKY U UTIH, MOXKE Ja
HsIMa JOCTaTh4ueH 00eM 3a m3rerisiHe Ha 10 mo3u ot equH ¢uiakod. HezaBucuMo oT Bua Ha
CIIPUHIIOBKATA U UTJIATa:

. Bcesika mo3a TpsioBa nma ceaspika 0,2 ml BakcuHA.

o AKO KOIMYeCTBOTO Ha OCTaHajlaTa BbB (pJlakOHA BaKCHHA HE MOJXKE J]a JOCTABH €/IHa I[s1a 1032
ot 0,2 ml, m3xBbprere ¢akoHa ¥ U3TUIIHAS 00EM.

. He cp0upaiiTe m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

HpI/I KbpMauc€Ta Ha BbB3PaCT OT 6 J0 IIO-MaJIKO OT 12 Mecena, nNpeArnOIruTaHoToO MACTO Ha
HMHXCKTHUPAHE € IPEAHO-CTPaHUYHATa 4aCT Ha 66I[p0TO. HpI/I JIMIia Ha Bb3pacT 1 v noBeue ToaAMHNU
IMPEIMOPBUYNUTCIIHOTO MACTO Ha MHIKCKTHUPAHE € IIPEAHO-CTpaHNYHATa 4aCT Ha GCI[pOTO N
ACITOUIHUAT MYCKYIJI.

He umxektupaiite BakcuHaTa HHTPaBaCKyJIapHO, IOJKOKHO MM UHTPAIEPMAaJIHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPsAOBa Jja OBIaT B3ETH MPEAH MPIIIOKEHHE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a yka3aHus OTHOCHO pa3MpassBaHeTo, padoTaTa U U3XBBPIJIIHETO Ha BAKCMHATA BUXKTE TOUKa 6.6.
4.3 IIporuBomoxka3zaHus

CBpPBXYIyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.
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4.4  Chneuuaj Hu mpexynpeskaeHus U Npeana3Hu MeEPKU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

CGD'b)C‘lVGCWlGquEJZHOCWl u ClHCld)MJZaKC‘u}Z

Nma cpobimeHus 3a chOUTHS Ha aHadwIakcus. BuHaru TpsoBa 1a iMa Ha pa3IoIoKeHUE TIOIXO A0
MEMIIMHCKO JICYCHHUE U HAaOJIIOICHUE B CyYail Ha aHA(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE Ha HAall-MaKo 15 MUHYTH clief
BakcuHanusATa. He TpsOBa ;1a ce mpruiara ciiesaiia 03a OT BAKCHHATA Ha JIUIIA, TIOTYYHIN

aHaduIaKcHs ciies npeauinaa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrplrecTByBa MOBHUIICH PUCK OT MHOKapANT U MEPUKApAUT cien BakcuHarus ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE Pa3BUAT JI0 HAKOJIKO JTHH CJIC]T BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkute Ha 14 qau. Te ca HaOIrOaBaHU MO-YECTO CJIE]l BTOpaTa BAKCHHAIIUS M ITO-4ECTO IMPU FOHOITH
Y TIO-MJIaZN MbXe. HannyHuTe JanAn mokas3BaT, ye MPOTUIAHETO HA MHOKAPAWT U MIEPUKAPIUT CIIE]T
BaKCHHAIIMATA HE CE pa3jinyaBa OT TOBA PU MHUOKAPAUT WK MEPUKAPAUT KaTO 15110 (BXK. Touka 4.8).

MenumHCKATE CIeUATUCTH TPsIOBa Ja ObaaT OMUTENHHU 32 IPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcnHupanuTe nuia (BKIIOYATETHO POJAUTEINTE WM OOTPHKBAIIUTE
nuna) TpsioBa 1a ObIaT HHCTPYKTHPAHH Ja NOTHPCAT He3a0aBHO MEIUIIMHCKA IOMOIL, aKO Pa3BUST
CHUMIITOMH, [TOKA3aTEIHU 32 MUOKAPANUT WM NEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) OOIKa B
IbPIAUTE, 3a0yX WIH NaJIUTALUU CJIE€] BAKCUHALAATA.

MenunuHCKHUTE CIeHAINCTH TPSOBa 1a HATPABAT CIPaBKa ¢ PhKOBOJICTBATA W/MJIH CIIESITUAMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

B®B BpB3Ka ChC camusi IPOIEC HAa BAKCHHAIIMS MOTAT Jia Bb3HUKHAT PEaKIii, CBbP3aHu C
TPEBOXKHOCT, BKJITFOUUTEITHO Ba30BAaraIHU PEaKIMU (CHHKOI ), XUIICPBESHTHIIAIIMS WM PEaKIUH,
CBBP3aHH ChC cTpeca (Harp. 3aMastHOCT, TANIUTAIINH, YCKOPEHA ChpJCYHA YeCTOTa, IPOMEHU B
KPBBHOTO HaJATaHE, MapecTe3ns, XUIecTe3us M U3NoTsABaHe). Peakiuure, CBbp3aHU ChC CTpeca, ca
MIPEXOJIHU M OT3By4YaBaT OT caMo cebe cu. XopaTa TpssOBa aa ObIaT MOCHBETBAHU A3 HHGOPMUPAT 3a
TE3HW CUMIITOMH BaKCHHUPAIIHS TH 32 OllcHKa. BaykHO € /1a ce B3eMaT Mpea3Hu MepKH, 3a J1a Ce
MPEIOTBPATH HapaHsIBaHE OT MPHIIAIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanmsra TpsOBa 1a ce OTIIOXKH IIPH JIUIIA, CTPAIAIIH OT OCTPO TEXKKO (heOpriTHO 3200 sIBaHe
i octpa uHpekws. Hammurero Ha neka nH(EKIMS W/Wii HEBUCOKA TeMIIepaTypa He TpsaOBa j1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.
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Tp0M60uum0neHu;z U HApYuwerHuAa Ha Kpvbeocvcupeanemo

KakTo mipu qpyrv M”HTpaMyCKYJTHH WHXKEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIA, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIeHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIMIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UIMyHOKOMIIPOMETHPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld UIMyHOCyTpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKa MPH UIMYHOKOMIIPOMETHPAHH JIUIIA.

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi1 KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYyYBAHUS.

OZDCZHL[’!@HH}Z Ha ed)ekmueyocmma HA eaKkcunama

KaxkTo mpu Bcsika BakcuHa, BakcuHarmsTa ¢ Comirnaty MoO>Ke Jia He 3alllUTH BCUYKH BAKCUHUPAHHU.
Jluma Mosxe 1a He ca HaIThJIHO 3aIIUTEHHU A0 7-MUS JIeH CJIeI IbPBUYHUAS KypC OT 3 103U BaKCHHA.

4.5 B3aumopaeiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoeldcTBHE
He ca npoBexxaanu npoy4yBaHusi 32 B3aUMOJICHCTBUSATA.

CropreTBanoTo Npriiokenne Ha Comirnaty ¢ Ipyru BAKCHHHU HE € IPOYUEHO.

4.6 @eprHanTeT, )PEMEHHOCT H KbPMEHe

Comirnaty 3 Mukporpama/103a KOHIIEHTPAT 32 HHXKEKIIMOHHA JIUCTIEPCHsI HE € MpeHa3HaYCHA 3a JIUIa
Ha Bb3pacT HaJ| S5 TOJANHHU.

3a nmoxpoOHa nH(OpMAIHs OTHOCHO yIoTpeda MpH JINIAa Ha Bb3pacT Haja 5 TOIUHHU, MOJIS, HallpaBeTe
CTpaBKa C KpaTkara XapaKkTepuCcTHKa Ha npoaykTa 3a Comirnaty 30 MUKporpaMa/mo3a KOHIIGHTpAT 3a
MHXKeKIroHHa mucnepcust, Comirnaty 30 MUKporpama/no3a HHXEKIIMOHHA qucrepcus win Comirnaty
10 mMukporpama/no3a KOHUEHTPAT 33 HHKEKIIMOHHA TUCTICPCHUSL.

4.7 Edextu BbpXy cioco0HocTTA 32 IogupaHe u padora ¢ MALIUHU

Comirnaty He OBJIUSIBA WU MOBJIMSABA IPEHEOPEKNMO CIOCOOHOCTTA 3a IIO(UpaHe, KapaHe Ha
Besocurie U pabota ¢ MammHK. Bee nak HiIkou OT eekTuTe, TOCOYeH! B Touka 4.8, MOraT BpeMEHHO
Jla IOBJIMSIAT CIIOCOOHOCTTA 32 mo(dupaHe, KapaHe Ha BEJIOCUIIE WM padoTa ¢ MaIIMHU.

4.8 Hexkenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

Kvpmauema na evspacm 6 0o 23 meceya — cieo 3 0o3u

B ananus ua Ipoyusane 3 (haza 2/3), 1 776 kppmauera (1 178, momyunnu Comirnaty 3 ug u 598,
MOJIy4YHIIH TUTae0o0) ca Ha Bb3pacT 6 10 23 mecena. Ha Ga3aTa Ha JaHHU OT IepUO/Ia HA 3aCJICIICHO,
T1a1e00-KOHTPOJIUPAHO MPOCIEIIBaHE JI0 laTaTa Ha 3aKirouBane Ha nanHute 29 anpun 2022 1.,
570 xkppmaueTa Ha Bb3pacT 6 10 23 Mecela, MOIy4mIv MbPBUYCH Kype oT 3 1o3u (386, momydniu
Comirnaty 3 ug u 184, monyunnu mane6o) ca mpociaeaeHu 3a IepHo ¢ Meauana 1,3 Mecena ciex
Tperara Jio3a.
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Haii-uecTute HexxemaHM peakiiuyl MPU KbpMaveTa Ha Bb3pacT 6 10 23 Mecera, MOTy4YHIn KOsTO U J1a €
J103a OT ITBPBUYHHMS KYPC, ca pasapasHUTenHocT (> 60%), cbHnmuBocT (> 40%), MOHMKEH aleTHT

(> 30%), 9yBCTBHUTEIHOCT Ha MSICTOTO Ha MHXeKkTUpaHe (> 20%), 3auepBsiBaHe HA MICTOTO Ha
HHKEKTUpAHe U IMOBHIIEHa TeMiepatypa (> 10%).

Jleya na evspacm 2 00 4 200unu — cried 3 0o3u

B anamus na Ipoyusane 3 (¢aza 2/3) 2 750 mema (1 835, momyqwau Comirnaty 3 pg u 915, momyumnu
wiare0o) ca Ha BB3pacT 2 10 4 roguan. Ha 0a3ata Ha TaHHU OT MEPHOa Ha 3aCNICNCHO,
TTane00-KOHTPOJIUPAHO MPOCIEIIBaHE JI0 laTaTa Ha 3aKirouBane Ha nanHute 29 anpun 2022 1.,

886 mema Ha BB3pacT 2 10 4 TOAWHHY, TIOIYUHIN IEPBHYEH Kypc OT 3 mo3u (606, momyuran Comirnaty
3 pg u 280, monyuwiu mianebo) ca MPOCNIeACHH 3a Mepro ¢ Meauana 1,4 Mecena e Tperara J03a.

Haii-yectute HexxelaHM peakiuy MpH Jienia Ha Bb3pacT 2 10 4 TOJAWHU, TIOTYYMIH KOSITO U JIa € 1032
OT IBPBUYHHUS KYPC, BKIIFOUBAT OO0JIKAa Ha MSICTOTO Ha MHXKEKTHpaHe U ymopa (> 40%), 3auepBsiBaHe Ha

MSICTOTO Ha MHXKEKTUpaHE M TOBHIICHa Temmeparypa (> 10%).

JHeuya na evzpacm 5 0o 11 200unu (m.e. Ha evb3pacm 5 00 noo 12 200unu) — cred 2 0osu

B IIpoyusane 3 o6mo 3 109 geua na Bb3pacT 5 10 11 roguHu ca noxyumnu Hai-maiakoto 1 nosa
Comirnaty 10 pg 1 o6mo 1 538 nena Ha Bb3pacT 5 10 11 rogunu ca noxyunnu miane6o. Kem
MOMEHTA Ha aHaim3a Ha ¢a3a 2/3 Ha [IpoyuBaHe 3, ¢ JaHHM 10 JaTaTa Ha 3aKJIIOUBAHE HA JaHHHUTE

20 maii 2022 1., 2 206 (1 481, momyuymniu Comirnaty 10 ug, u 725, noxyuwnnu riane6o) aena ca
IpocieisBaHy B IPOIBJKEHUE Ha Hali-MaJIKo > 4 Mecella cliel BTopara /103a B
1a1e00-KOHTPOIMPAaHHUS 3aciielieH IepHoA Ha npocieasBane. OneHKaTa Ha JaHHUTE 3a 0e30MacHOCT
B [IpoyuBane 3 npoaskasa.

OO61muaAT npodui Ha 6e3omacHocT Ha Comirnaty Mpu y4acTHUIM Ha Bh3pacT 5 10 11 roaunHu e
no1o0eH Ha HaOJr0JaBaHus MPU YYaCTHUIIM Ha Bb3pacT 16 u moBede rognnHu. Haii-uectuTe HexelnaHu
peakuuu npu ena Ha Bb3pacT 5 10 11 roguHu, KOUTOo ca morydmin 2 1034, ca 00JIKa Ha MSCTOTO Ha
umwkekTupane (> 80%), ymopa (> 50%), rimaBooonue (> 30%), 3auepBsBaHe U MMOAyBaHE HAa MACTOTO
Ha uHKekTupane (> 20%), muairus, Brpucane u auapus (> 10%).

JHeua na evzpacm om 5 0o 11 2o0unu (m.e. om 5 0o noo 12 2oounu) — cied bycmep 0o3a

B nmoarpyna na [Ipoyusane 3 00mmo 401 nema Ha BB3pacT oT 5 10 11 rogunu nomyuuxa Oycrep g03a
Comirnaty 10 ng Haii-manko 5 Mecena (n1uamna3oH ot 5 10 9 Mecena) ciell 3aBbpIlIBaHEe Ha ITbPBUYHATA
cepusi. AHaNMU3bBT Ha moArpynara ¢asa 2/3 Ha [Ipoyusane 3 ce ocHOBaBa Ha JaHHU [0 AaraTa

22 mapt 2022 r. (MearaHa Ha BPEMETO 3a Mpocieaspane ot 1,3 mecera).

OO6uwmsT npoduin Ha Oe3omacHOCT 3a OycTep Jo3aTa € ToA00eH Ha HaOMIoJaBanHs Clie/ MbPBUYHUS
Kypc. Haif-guecTute He)kenmaHu peakIuy IpH Aera Ha Bb3pacT oT 5 10 11 rogunu ca 601Ka Ha MSICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rmaBobonue (> 30%), Muanrus, BTpucaHe, 3a4epBsBaHe U
NO/yBaHe Ha MACTOTO Ha WHXKekTupane (> 10%).

FOnowu na evspacm 12 0o 15 2oounu — cned 2 0osu

[Ipu aHanW3 Ha JaHHHUTE OT ABITOCPOYHOTO MPOCIeasBaHe 3a 6e3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumiam miaie60) ca Ha Bs3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, Hoay4uiu mianedo) ca
MPOCIIeIIBaHU B MPOIBIDKCHHE Ha > 4 Mecella cie/] Bropara jo3a. OleHKaTa Ha JaHHHUTE 32
6e3omacHoct B [IpoyuBane 2 nmpoabkasa.

OO6mwmsT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bb3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHus [IPU YYaCTHHULIM Ha BB3pacT 16 u noBeve rognnu. Hail-uecTure HexenaHu peakuu

NP IOHOIIX Ha BB3pacT 12 1o 15 roxuau, monydmu 2 1034, ca 00JKa Ha MSICTOTO Ha HHKEKTHPaHe
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(> 90%), ymopa u rmaBodomue (> 70%), muairus u Brpucane (> 40%), apTpairus U MHPEKCHs
(> 20%).

Yuacmuuyu na évspacm 16 u noseue 200unu — cied 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca MOTYIHIN Hal-
Mmankoto 1 mo3a Comirnaty 30 pug u o610 22 021 ygactHuIM Ha Bb3pacT 16 Win 1oBede roIuHu ca
MoJTy4mIy Tutane6o (BrarountenHo 138 u 145 ronomm Ha 16- 1 17-rouIIHA BB3pacT ChOTBETHO B
rpymnara ¢ BakCHHaTa 1 rpynara c miane6o). O6mo 20 519 yyactHunu Ha Bb3pacT 16 unn moseye
roauHu ca moyryamiu 2 m1o3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1a11e00-KOHTPOIMPAHUS 3acyIeleH IEpUO Ha IIpociesiBaHe [0 JaTUTE Ha pa3cielnsiBaHe Ha
yuacTHUIMTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, momyuunu
wiane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca IpoCcieIIBaHN B IPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpaTa jo3a. Toea BrimouBa 06mo 15 111 (7 704, monyunnu Comirnaty, u 7 407, momy4minu
wianebo) yqacTHuIm ot 16- 10 55-roauiina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxelaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHH, TIOTYIHIN

2 no3u, ca 60IIKa Ha MACTOTO Ha MIKeKTHpaHe (> 80%), ymopa (> 60%), rmaBo6ore (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), mupexcus U moayBaHe Ha MSCTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIEKH WK YMEPEHH 110 MHTEH3UTET W OT3BYYaBaT B PAMKHUTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANUATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOUTHATA Ha PEaKTOTeHHOCT ce
CBBP3Ba C MO-TOJIIMA Bb3PacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 moBeve TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca 6mu ceporo3uTuBHE 32 SARS-C0OV-2 Ha U3X0AHO HHBO, € MOI00CH Ha

HaOJII0/IaBaHUs TIPU 00IIAaTa IMOMYJIays.

Yuacmuuyu na evzpacm 16 u noseue 200unu — cied bycmep 003a

Enna moarpyna yuactHuiu BB ¢asa 2/3 Ha [IpoyuBane 2 - 306 Bb3pacTHH Ha Bb3pacT 18 10
55 ronuHu, 3aBBpIIIIIA IBPBOHAYATHIS 2-1030B Kypc ¢ Comirnaty, ca moJyqduiia OycTep 103a
Comirnaty npubnusurenHo 6 mecera (auanason 4,8 1o 8,0 mecena) cien Jlo3za 2.

O6mmaT mpoduna Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus cief 2 g1o3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYaCTHUIIUTE HA Bh3pacT 18 10 55 ronuHu ca 6oika Ha MACTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rmaBo6omnue (> 40%), muanrus (> 30%), BTpricane u
aprpanrus (> 20%).

B ITpoyuBane 4, miane60-KOHTPOIUPAHO MPOYYBAHE C MPUIOKECHUE Ha OycTep 1033, YYaCTHHUIIM Ha
BB3pacT 16 u nmoBeue rofauHu, Habpanu ot [IpoyuBane 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 yuacTauim) unn mwiane6o (5 044 yyacTHuim) Haii-MaJko 6 Mecelia cjel] BTopaTa 103a
Comirnaty. KaTo 115010, Ipy y9acTHUIMTE, KOUTO Ca MOIYYHIIA OyCTep 7033, MeIMaHaTa Ha BPEeMETO
Ha TIpocIie/siBaHe ciel OycTep o3aTa JI0 JaTara Ha 3aKirouBaHe Ha naHHute (5 okromepu 2021 1) e
2,5 mecena. He ca ycTaHOBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

Bycmep 003a cned nvpsuuna eaxcunayus ¢ opyea paspeuwena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoyduBaHus 3a yrmoTpedarta Ha 6yctep nmo3a Comirnaty mpy JIMia, 3aBbPITHIH
I'bPBUYHA BaKCHHAILIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), HE ca YCTAHOBCHU HOBH JIJaHHH, CBbP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CruchbKk Ha HEXKEJIaHU PCAKIMHU OT KIMHUYHHW U3MMUTBAHUA W OT IOCTMAPKECTHHI'OBUA OIUT, ITPH JIUIIA
Ha BB3pacT 6 MEC€1a U Oo-TOJICMHU, B TabJINYEH BU
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Hexenanute peakiuu, HabII0JaBaHM IO BpeMe Ha KIIMHIYHUTE MIPOYYBaHUs, ca W30POSHH MO-10ITy,
CBTJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Msoro uectu (> 1/10),

Yectu (> 1/100 no < 1/10),
Heuectu (> 1/1 000 mo < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
Mpuoro peaxu (< 1/10 000),
C Heu3BecTHA 4eCTOTa (OT HAIMYHUTE JJAHHU HE MOXeE J1a Ob/iec HAlpaBeHa OICHKA).

Tabaunma 1:  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI ONUT NMPH JIMIA HA BB3PacT 6 Mecela M MO-ToJieMHU
Cucremo- MHoro YecTn Heuectn Penxn MHoro C HeusBecTHA
opraHeH 4ecTu (>1/100 |(=1/1000 no| (> 1/10000{ peaxun yecToTa (0T
KJIac (= 1/10) hi () < 1/100) hi () (<1/10 000 HAJTHYHHUTE
< 1/10) < 1/1 000) ) JAHHU He MO3Ke
aa 0bae
HampaBeHa
OI[€HKA)
Hapymenus Jlumdanme-
Ha KPHBTa U HomaTHsa®
nuMpHaTa
cucTemMa
Hapymenuns Peaxmun Amnadunakcus
Ha UMyHHATa Ha CBPBX-
cucTema YyBCTBHU-
TETHOCT
(narmp.
00puB",
[IpypUTyC,
ypTUKapHs,
aHruoenem®
Hapymienust Hamanen
Ha ameTur”
MeTabonm3mMa
1 XPaHEHETO
Tlcuxuanu Paznpaznu- bescbHme
HapylIeHUs TEITHOCT"
Hapymenus | I'maBoboinue; 3amaiiBane”; | OcTpa [Tapecresns”;
Ha HepBHaTa | ChHIMBOCT® Jleraprus nepudepHa Xunecre3us"
cucTemMa TUIeBa
napanusa’
Crpreunn Muoxkap-
HApPYILICHUS OuT",
Ilepuxap-
ouT"
CromarHo- Huapus® lanene;
YpEBHU TloBpbia-
HapyLIeHus He'
Hapymenns Xurnep- Epurema
Ha KOXaTa u XHUIPO3a; myntudopme”
MTOJIKOKHATa Houaun
ThKaH M3IIOTSIBA-
HUS
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Cucremo- MHoro Yectn Heuvectn Penxn MHoro C HeusBecTHA
opraHeH YecTH (>1/100 ((=1/1000 no| (= 1/10000| peaku yecToTa (0T
KJIac (= 1/10) ao < 1/100) hi (1 (< 1/10 000 HAJTUYHHUTE
<1/10) < 1/1 000) ) JAHHU He MOKe
na obae
HalpaBeHa
OIleHKA)
Hapymenus | Aptpanrus; bonxka B
Ha Muanrust KpaitHuK"
MYCKYJIHO-
CKeJeTHaTa
cuUcTeMa u
ChEeIUHUTEI-
HaTa ThKaH
Hapymenns Texxo
Ha MEHCTpPYyaJTHO
BB3IPOU3BO/I KbpBEHE"
UTeIHaTa
cucTeMa u
rppAaTa
OO0 Bonka Ha 3auepBs- | AcTeHus; OO6mmpen oTok
HapylIeHus ¥ | MACTOTO Ha | BaHe Ha | Hepasmo- Ha
edexTn Ha WHKEKTH- MSICTOTO | JIOXKCHHE; BaKCHHHUPAHHS
MSICTOTO Ha pase; Ha IIpyputyc KpailHuK';
npunoxkenue | UyBcTBH- WHXXEKTH- | Ha MSACTOTO Otok Ha
TETHOCT HA | paHe® HA UHXCEK- JIIETO™
MSICTOTO Ha THUpaHe
WH)KEKTH-
paHe’;
Ymopa;
Brpucase;
[upexcuss,
OTok Ha
MSCTOTO Ha
WH)KEKTH-
paHe

X ok

w

T

ITo-Bucoka dectora Ha TuM(aaeHONaTHs € HaOIoAaBaHa MpY YYaCTHHUIM OT 5 10 11-roaumniHa Bb3pacT B
Ipoyusane 3 (2,5% crpsimo 0,7%) u nipu ydactauiu Ha 16 u noBeue roaunu B [Ipoyusane 4 (2,8% crupsimo
0,4%), momyuawmiu 6ycTep 7032, B CPaBHEHHE C yJaCTHHUIUTE, TOIYIMIN 2 T03H.
Kareropusita no uectoTa 3a aHTHOEIEM € “peaKu’’.
[Ipe3 nmepronaa Ha mpOCIeAIBaHETO 3a 0€30MaCHOCT Ha KIIMHUYHOTO Npoy4BaHe, 10 14 Hoemepu 2020 .,
octpa nepudepHa JUIeBa Mapajinsa ¢ ChoOIIeHa OT YeTHpuMa yuacTHHIM B rpynara ¢ uPHK Bakcunara
cpery COVID-19. [MosiBata Ha nuneBa napanusa e Ha [en 37 cnen Jlo3a 1 (JJo3a 2 He e npuiioxeHa Ha
yuactauka) u 1au 3, 9 u 48 cinen [Jo3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JTUieBa
mapajmsa B rpymnata ¢ mianeoo.
Hesxxenana peakius, yCTaHOBEHa CIIe/l pa3pelIaBaHe 3a yrnoTpeoa.
OTHacs ce 3a ppKaTra, Ha KOATO € IOCTaBeHa BaKCHHATA.
[o-roxsiMa yecToTa Ha IHPEKCHs € HaOIro1aBaHa ciell BTOpara J103a B CpaBHEHHE C ITbpPBATa J03a.
Cro01maBa ce 3a OTOK Ha JILETO TP PEIMIACHTH Ha BAKCHHATA, Ha KOUTO € OMJI MEKEKTHUPaH JepMaleH

(uITBp NMpe3 NOCTMapKETHHTOBUSI IEPHO.

3auepBsiBaHE Ha MACTOTO Ha MH)KEKTHPAHE BH3HHUKBA C I10-TOJsIMA 4eCTOoTa (MHOTO YECTH) IIPH Y4ACTHHIH
Ha BB3pacT 6 Mecena a0 11 rogusn.

Kareropusita o yectoTa 3a 00puUB € ,,4eCTU" TIPU yUYACTHHUIM HA BB3pacT 6 10 23 meceria.

KareropusTa mo dyectora 3a MOHIKEH alleTHT € ,,MHOTO YECTH * TP YUACTHHUIIM Ha Bb3pacT 6 1o 23 Mecena.
,»Pa3pasHUTETHOCT", ,,4yBCTBUTEIHOCT Ha MSCTOTO Ha MH)KEKTHUpaHe U ,,ChbHIUBOCT' c€ OTHACSAT 3a

YYacTHMIM Ha BB3pacT 6 10 23 Mmecena.
[ToBeueTo ciyuan M3IIIekKAa HE Ca CEPUO3HU U Ca C BPEMEHEH XapakTep.
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Onrcanve Ha N30paHN HEKETAHU PEaAKITHH

Muoxapoum u nepuxapoum

[oBHIIEHUAT PUCK OT MUOKAPIUT ciie]] BakcuHanus ¢ Comirnaty e Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

JBe rojeMu GpapMakoeuIeMIOIOTHYHY TPOYYIBaHUS, IPOBEICHH B EBporia olleHsBaT MO-BUCOKHS
PHCK OT MUOKaP/IUT MPY FOHOIIX M MO-MIIQJIM Mbxe cief] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU ciie]] BTopaTa 103a uma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4ane 3a mepuoj ot 28 qHU ciien Bropara go3a uma 0,56 (95%
JU: 0,37 - 0,74) nonbauTenHN cinydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIITHY FOHOIIH U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHA.

OrpaHn4eHu TaHHH TIOKa3BaT, 4Y¢ PUCKBT OT MUOKAPIIUT U MEPUKApAUT cies BakcuHaiwms ¢ Comirnaty
IIPH Jella Ha Bb3pacT oT 5 10 11 roanHu usraexa no-HUChK, OTKOJIKOTO MPH TE€3H Ha Bb3pacT oT 12

1o 17 roguuu.

C’B06H_IaBaHC Ha 1OJ03MPaHu HECXKCJIaHU PCAKIINH

CpoOmaBaHeTo Ha TIOI03UPAHH HEXKEIIAaHN PEaKIUH CIIe]] pa3peraBaHe 3a ynorpeda Ha JeKapCTBEHUS
OPOIYKT € BaykHO. TOBa MO3BOJISABA A2 NPOIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapcTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIIEHUATIICTH C€ U3UCKBA J]a ChOOIIaBaT BCsIKa
HOI03MpaHa HeKEJIaHa PeaKIys uype3 HaIllOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenue V v 1a BKIIOYAT HAPTUAHUS HOMED, aKO € HAJTMYCH.

4.9 Ilpepo3upane

Wma Hanu4yHM JaHHM 32 IpeIo3upaHe Mpu 52-Ma yYaCTHULM, BKIIOYEHH B KIMHUYHOTO U3MIMTBAHE,
KOHTO [OpaJiy TPpelika B pa3peskaaneTo ca noixyumwntn 58 Mmukporpama Comirnaty. Bakcunupanure He
cbOOIIABAaT 3a MOBUIICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIni.

B ciyuaii Ha npeno3upaHe ce mpernopbyBa MpociieAsBaHe Ha )KU3HEHUTE QYHKIMH U BH3MOXKHO
CHMITOMAaTHYHO JICUCHHE.

5. DAPMAKOJIOT'NYHHA CBOUCTBA

5.1 ddapmakoaMHAMMYHU CBOIiCTBa

dapmakoTeparneBTHYHA rpyra: BakCUHH, 1pyru BupycHu Bakcunu, ATC kox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosunno momuduiupanata nadopmaimonna PHK B Comirnaty e mox hopMaTa Ha JTMITAIHH
HaHOYACTHILIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B knetkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexogHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHATa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEIMHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO ITPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENA, TaKa U KJIETbYeH UMYHEH OTrOBOp KbM S (spike)
aHTUTEHA, KOETO MOJKe Jia JIoTprHece 3a 3ammura cpenry COVID-19.
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EdukacHocT

[IpoyuBaHe 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAaHJIOMU3UPAHO, I1ae00-KOHTPOINPAHO,
3acienceHo 3a Habmroaarens mpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J03aTa, CEICKIUS Ha
KaHIU/IaTH 32 BaKCHHA U e(hUKACHOCT IIPY yYaCTHHUIIM Ha Bb3pacT 12 u moBeye roguHM.
PanmoMuzanmsiTa € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacT, 16- 1o 55-roaumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpynara

> 56 roguan. OT MpOyYBaHETO ca U3KIFOYCHU YYaCTHHIIM, KOUTO ¢4 UMYHOKOMIIPOMETHPAHH, 1
YYaCTHHIM € TIPEUITHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YYaCTHUIIM C BEY€ CHINECTBYBAIO CTAOMITHO 3a00MsBaHe, ONPeAEIIeHO KaTo 3a00JIsBaHe, KOETO HE
HaJiara 3HauMMa MPOMsIHA B TepanusaTa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJAMMIIN MPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHozaeduuuten supyc (HIV), Bupyca na xenarur C (HCV) win Bupyca na xenatut B (HBV).

Ecduxacrocm npu yuacmuuyu na évzpacm 16 u nogeue 200unu — cieo 2 0o3u

B gacrra aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 noemspu 2020 r.,
npubm3utenHo 44 000 yyacTHHIIM ca paHIOMHU3UPaHU IIOPABHO U TPsOBa 1a mony4dar 2 no3u uPHK
BakcuHa cpery COVID-19 unu miane6o. AHaIu3bT 3a €PUKACHOCT BKIIIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHAIMS € HallpaBeHa B paMKuTe Ha 19 1o 42 auu cnen mppBarta BakcuHanus. [loBedeTo
(93,1%) BakcuHHpaHU ca MOTYy4UIIU BTopata f03a 19 no 23 nuu cien dosa 1. [lnanupano e
yYacTHUIHTE Aa ObaaT npocneasBanu 10 24 mecena cien [{o3a 2 3a onieHka Ha 6e30mMacHOCTTa 1
e¢pukacHocrta cpeury COVID-19. B kMuHUYHOTO pOyUYBaHe OT yYACTHUIIUTE CE € M3UCKBAJIO J1a
cbOMI01aBaT UHTEPBAJ OT MUHUMYM 14 THU NIpeau U ciell NIPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHA, 3a J1a nony4at win riane6o, wim nPHK Bakcuna cperry COVID-19. B xnmnan4HOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO J1a ChOII0AaBaT HHTEpBaiI OT MUHUMYM 60 JHU TIpeau
WIN CJIE/l KaTO ca UM OMITH MPUJIOKECHU KPbBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
MMYHOTTIOOYJIMHU B PAaMKHTE Ha BPEMETO 10 3aBbPLIBAHE HAa MPOYYBAHETO, 3a Aa MOIydaT WK
iane6o, unmn nPHK Bakcuna cpemry COVID-19.

[lomynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 yyacTHHIM Ha
BB3pacT 12 u noseue roguau (18 242 B rpynata ¢ n”PHK Bakcunara cpemy COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nanau 3a npenuinHa nHpexms cbe SARS-CoV-2 no 7 aau ciies BTopara
no3a. lombnanTennHO nMa 134 yuacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaum (66 B rpynara ¢ uPHK
BakcuHata cpemy COVID-19 u 68 B rpynara c miare6o) u 1 616 yuactHUIM - Ha Bb3pacT 75 u
noBeve rogunu (804 B rpynara ¢ uPHK Bakcunata cpenry COVID-19 u 812 B rpynara ¢ miane6o).

KbM MOMeEHTa Ha TbPBUYHHS aHATH3 32 e(UKACHOCT YYACTHHUIIUTE Ca MPOCIIC/SBAHU 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 061110 2 214 yoBekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u o6mio 2 222 40BeKOTOAWHHU B TPyIIaTa C 1iamnedo.

Hsma kMMHUYHO 3HAYMMU pa3iMKH B 00maTa e(pUKACHOCT Ha BAKCHMHATA MPH YYACTHHIIM C PHCK OT
texka ¢popma Ha COVID-19, BKIIOYUTETHO Te3U ¢ 1 MM MOBEYE ChITHTCTRAINY 3200 ISIBaHUS, KOUTO
yBeNnn4aBaT pucka ot Texxka opma Ha COVID-19 (manp. actma, uHnekc Ha tenecHara maca (UTM)

> 30 kg/m?, xporn4HO GenoapPOOHO 3a00IBaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

WNndopmanusata 0THOCHO epUKacCHOCTTa Ha BaKCHHATa € mpeactaBeHa B Tabmuma 2.
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Tadauna 2:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHULH §e3 JaHHH 32 HHGeKI U npeau
7-mus faeH cien Jlo3a 2 — nomyianus, oneHnMa 3a epukacaoct (7 1Hu)

[InpBa mosiea Ha COVID-19 ot 7-must e ciex Jlo3a 2 npu y4acTHUIH 0€3 TaHHHU 3a
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% AN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYEe TOTUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 rogunu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1OBeYEe TOUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBbpIeHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

crotBercTBan] Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MOBHIIIEHA TeMIIepaTypa, HOBOTIOSIBHJIA

CE WJIN 3aCHJICHa KallUTHIIA, HOBOMOSIBUII C€ WJIHM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKyJINTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JUAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHM JaHHU (TIpeay 7-MuUs JICH Clie]
mocjieaHara 103a) 3a MuHaaa uapeknus cb¢ SARS-CoV-2 (T.e. oTpuiiateany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3anna HatpuBka] Ha Busurtu 1 u 2) u ¢ oTpuiiatenex pe3ynrar
ot NAAT (Ha3aiHa HaTpHUBKa) PU BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TO4Ka.

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHy 3a JaaeHara KpaHa To4Ka IpU BCHYKH
YJacTHHIM BBB BCSIKA PUCKOBA IPyIa IO OTHOIIEHHUE Ha KpaliHaTa To4uka. BpemeBusT nepuox 3a
HaTtpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus nen cnen J{o3a 2 no xpast Ha ieproa Ha HaOIroIeHAe.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a ehrkacHOCT Ha BakCUHATA € MOTy4eH Ha 0a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopurupaH 3a MHO>KECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLusITa Ha IbpBa MOsBa Ha
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBaI
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 ¥ TTOBEeYe TOJUHY ChC WU 0€3 J0Ka3aTeICcTBa 3a
npenunaa nHpekus cbe SARS-CoV-2.

JIOIIBITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha IIbPBUYHATA KpaiHa TOYKa TIOKa3Ba CXOJIHH OIICHKU Ha
TOYKaTa 32 €PUKACHOCT B TPYNHUTE IO MOJI, ETHUYECKA IPUHAJICKHOCT U YIACTHULN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BBpiIeHr ca akTyalnu3upaHu aHAINM3H 32 €(pUKAaCHOCT MPHU HATMYMETO Ha JOMBIHUTEIIHH,
notBspaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBalaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanuzupanata nHpopmMaLus 3a epUKacCHOCTTa Ha BAKCHHATA € IpeacTaBeHa B Tabmuua 3.
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Tadauna 3:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jlo3a 2, 1o Bb3pacTOBU MOATPYNH — YYACTHUIU 0€3 JaHHH 32 NPeIHIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aex cien Jo3a 2 — nonysanus,

oneHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha IJIane00-KOHTPOJTHPAHUS IePHOT

Ha nmpocjaecasaBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Benuku ygacTHHIH® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
NOBeYEe TOUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roquHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA

Cce KalllINI[a; HOBOTIOSIBUII C€ MJIM 3aCHJINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananmu3a ca BKIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u Heotkput SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) MPU BCSKA HETJIAaHUpPaHa BU3NUTA

npesu 7-must JeH cien J{o3a 2.

N = Bbpoii yqacTHHLIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIN, OTrOBapsILIHM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO0 nepuox Ha HaOmoxenue B xwisyan (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka Ipu BCHYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHaTa Touka. BpeMeBHAT epros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o Kpast Ha ieproja Ha HaOIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepnan (1) 3a epukacHoCT Ha BakCHHATA € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

€. BxirouBa noTBBbpAECHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunara
cpeury COVID-19; 16 B rpynara c miare6o.

o

B akryanusupanute aHanu3u 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien Jlo3a 2 B cpaBHeHHe ¢ mwiane6o e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuosa, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHHUPAIIUTE HUPKYIHPALIN IIAMOBE IPH YYaCTHUIMTE B TIOMYJIAIMATA, OLICHUMA 32 e(PUKACHOCT,
chC Wi 0e3 JaHHU 3a npeauiiHa uHpekus cbc SARS-CoV-2.

I[OH’LJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(i)I/IKaCHOCT 10 MOATPYIIN MOKa3BaT CXOAHU TOYKOBU
OIICHKHU 3a e(l)I/IKaCHOCT B I'pynyTe 110 I0JI, ETHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo IMMOJIOXXCHUC U IIPpU
Y4aCTHUIUTE CHC CBIIBbTCTBALIA 3a00JI9BaHuA U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TEKKa

¢opma Ha COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyajM3upaH aHaJU3 Ha BTOPUIHUTE KpailHU TOYKH 32 eUKacHOCT moakperns non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorspatsiBa Texka ¢popma Ha COVID-19.
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Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpely Texka ¢popma Ha COVID-19 e npeacraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauiiHa uHpekius cb¢c SARS-CoV-2 (Tabmauna 4), Thid KaTo
Oposar na ciyyaute Ha COVID-19 npu yyactaunm 6e3 npeanmna nadekuus csc SARS-CoV-2 e
CBIIUAT KAaTO TO3MW MPH YYaCTHUIHM ChC WM Oe3 npeauinna nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Tab6auna 4:  EdukxacHocT Ha BAKCHHATA — TbPBA N0siBa HA Te:kka ¢opma Ha COVID-19 npu
YYACTHMIIU ChC WM 0e3 npeaumHa uHpeknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpeieJieHUETO HA ATEHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jlo3a 1 uam ot 7-mus nex ciaea Joza 2 B
Nepuoia HAa MpocJeasiBaHe Ha IJIane00-KOHTPOJMPAHOTO POYyYBaHe

uPHK Bakcuna
cpemy COVID-19 Ilnanedo
Ciayvan Ciyuan
nl? ni? EduxacHoct Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBbpCHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnrom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA

ce KalUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHITIII Ce 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WJIM yBEIMYMIIA ce OOJKa B

MYCKYJIHTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC HIIM MUPHC; BB3NAJICHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-Mako

1 ot caenuute:

e  KiuHMYHM MpHU3HALHN B TIOKOMH, TIOKA3aTEITHHU 3a TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BauIIBaHUS B MUHYTA, ChpJIcUHA yecToTa > 125 ynapa B MuHyTa, KUCIOpOIHA caTypaius <93%
Ha CTacH BBH31yX Ha MOPCKOTO paBHUIIC WX CbOTHOMICHUE HA apTCPUATHOTO IMapuruaJIHO HAJIATaHEC HA
KHCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTenHa HEJOCTaTBUHOCT [ONpeAeeHa KaTo HyXk/la OT II0JaBaHe Ha KUCIIOPOJI C BUCOK MOTOK,
HCUHBA3WBHA BEHTWIAUA, MCXaHNYHA BEHTWIAIUA UKW CKCTPpaKopImopaiHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSTHHE (CHCTOMMYHO KPBBHO Hassrane < 90 mm Hg, aunacTonmyHO KPBEBHO
Hamsrade < 60 mm Hg wim HyXza oT Ba30mpecopn);

e 3naumMa octpa OpOpedHa, YepHOAPOOHA WIIM HEBPOJIOTHYHA TUCQYHKIIUS;

e [IpuemaHe B OTICJICHUE 32 WHTCH3UBHU TPIIKY;

e  CwmppT.

a. nl = bpoit yqacTHHIIH, OTTOBapSAIIM Ha ONPEACICHUETO 3a KpaHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa ToYKa.

B. JIByctpanuusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha siata HaMuHa (Moaudunupana intent-to-treat) momymarus ot
yuacTHUIH, oydmd J{o3a 1, 3a orieHka Ha e(pUKaCHOCTTA, KOATO BKIIFOUBA BCHUKH PAHIOMHU3UPAHH
YYaCTHUIIH, TIOTYYMIIN Hali-MankoTo 1 1032 OT M3MUTBaHATA MHTCPBEHIIHS.

n.  O6m neprox Ha HaOroneHue B xwsian (1 000) 9oBeKOroauHY 3a JaJicHaTa KpaifHa TOYKa IIPH BCUYKH
YYACTHUIIM BB BCSAKA PHCKOBA TPyIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIIBaHe
Ha ciyvyan Ha COVID-19 e ot o3a 1 1o kpast Ha repruo/ia Ha HaOIFOICHUE.

e EduxacHocr, onleHeHa Ha 6a3aTta Ha IMOMyNAIMATA, OIICHIMA 3a e(pUKacHOCT (Ha 7-MHus ACH), KOSTO BKITFOYBa
BCHUYKH OAXOAANIN paHAIOMU3UPAHU YUYaCTHUIN, ITOJTYYUIIM BCUYKH 03U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO ca paHIOMU3UPAHH B IPEABAPUTEIHO OTIPEACIICHHUS IPO30peL, O3 IPYTH ChIIECTBEHH OTKIIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPE/ICTICHO OT KIMHHUIINCTA.

k. OOm nepuon Ha HaOmoaeHue B Xuwisian (1 000) HoBekoroAwHM 3a AajieHaTa KpailHa ToOUKa Py BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha ciyvyan Ha COVID-19 e ot 7-mus nen cien Jlo3a 2 1o kpas Ha Iepuo/ia Ha HaOIIoICHHE.
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Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu mppBOHauaneH ananu3 Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
NPOIBIDKUTEIHOCTTA Ha MpociieAsBane > 2 Mecena cien Jlo3a 2) 6e3 jaHHu 3a npeauiHa nH}exnus,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nonyurin tiane6o. ToukoBara oneHka 3a epukacuoct € 100% (95% nosepurenen natepsan 75,3;
100,0). IIpu yuacTHuIM cbe MU O€3 NaHHM 32 NpenuinHa nHpeknus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, u 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TIa11e00.
ToBa chII0 MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepsan 78,1;
100,0).

AKTyaJlu3upaH¥ aHAIM3H 32 ePUKACHOCT ca HalpaBeHH MPH JOMbIHUTEIIHA IOTBHPICHU ClIyyal Ha
COVID-19, Bp3HuKHANH IO BpEMe Ha 3aCJIETICHO I11ane00-KOHTPOIUPAHO MPOCTeIIBaHe, KOETO
IpeacTaBisaBa 10 6 Mecena ciie] 1o3a 2 B IMOMyJaIusITa 3a e()uKacHOCT.

B akryanmsupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu oHOIM Ha BB3pacT 12 no 15 roauHy,
0e3 JaHHU 3a MpeJuIlHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTyYHIN BaKCHHATA, U UMa
28 cinydast ipu 1 030 yuactauium, nonyumu miane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Ajida € JOMUHUPAIIHST
nupkynupan mam. [Ipu ygactaum cbe unu 0e3 JaHAM 3a peauirHa naHdekys nMa O crydas mpu

1 119 yvactHum, nomyuyniy BakcuHata, U 30 cimyqas mpu 1 109 yuacTHunm, noxy4niu miaredo.
ToBa ChIIO MOKA3Ba, Y€ TOUKOBATA OIcHKa 3a eduxacHocT ¢ 100% (95% nosepuresen nnrepsan 87,5;
100,0).

B IIpoyuBane 2 e mpoBeieH aHAJIU3 HAa TUTPUTE HA HEYTPAIU3UPAIINUTE aHTUTENA CPELTY
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClydacH MPUHIIMIT IOATPYIa yYaCTHHUIN O0e3
CEPOJIOTHYHH WJIM BUPYCOJIOTUYHH JaHHH 32 MuHana ek cbc SARS-CoV-2 no 1 mecern cien
Jo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
y4YacTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CBHOTHOIIEHHETO Ha CPETHO TEOMETPUYHHUTE TUTPH (geometric mean titres, GMT) nipu BB3pacToBaTa
rpyna 12 no 15 rogunu cripsiMo Be3pactoBara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTeHo € TOCTHIHAT KPUTEPUSAT 3a HE MO-MaJika e(DUKACHOCT, KOUTO €
cboTHOIIEHHE 1,5 , Tl KaTo mosHATa rpaHMLa Ha 2-ctpanHust 95% U 3a cpeqHO reoMeTpudHOTO
chOTHOIIEHHE (geometric mean ratio, GMR) e > 0,67.

Edurxacnocm u umynozennocm npu deya na evspacm 5 0o 11 2oounu (m.e. na 6b3pacm 5 00 noo
12 200unu) — creo 2 dosu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkrouBaIio yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
oTIpeJieIsiHE Ha J103aTa Ha BakCHMHATa u 4acT (¢a3za 2/3), KosSTO € MHOTOLICHTPOBO, MHOTOHAIIIOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo IUIaredo, 3aciieneHo 3a
U3CJIEeZI0BaTeNs] IPOYYBAHE, B KOETO Ca BKJIFOUEHH yJacTHHUIIM Ha Bb3pacT 5 10 11 roxunu. Ilosedero
(94,4%) ot paHIOMH3UPAaHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIY4WIH BTOpa A03a 19 1o 23 nuum crnex
Joza 1.

[IspBOHAYATHUTE JECKPUNITUBHY PE3yATaTH 32 ()UKACHOCTTA Ha BAKCHHATA TIPH JIella Ha Bh3pacT

5 mo 11 rogunu 6e3 nanuu 3a npeauinHa nHpeknus cbe SARS-CoV-2 ca npencrasenu B Tadmura 5.
He ca nabmonaBanu ciydan Ha COVID-19 HuTO B rpynara ¢ BAKCHHATa, HUTO B IpyIara ¢ miamne0o
NpY YYaCTHHULM C JaHHU 3a npeauina nHdekuus cbc SARS-CoV-2.
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Tadauua 5:  EduxacHoct Ha BakcuHaTa — mbpBa mosiea Ha COVID-19 ot 7-mus el cien
Jlo3a 2: yuacTHMIM 0e3 JaHHM 3a HHPeKIus npeau 7-mus aeH ciaex Joza 2 —
¢aza 2/3 —monynanusi, oueHnMa 3a e(pUKACHOCT, CHCTOSINA Ce OT Jela Ha
BBb3pacT S 10 11 ropnnm

I[IspBa nosiea Ha COVID-19 ot 7-musn nen cien Jo3a 2 npu nena Ha Bu3pact 5 10 11 roqunu 6e3
JAHHM 32 npegumHa nHpexkuus cbec SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInanedo
N*=1305 N*=663
Cayyan Ciyuan
n1® n1® E¢ukacHoct Ha
IMepuon na Ilepuoa Ha BaKkcuHaTa %
Habonenne® (n24) Habonenne® (n24) (95% JIN)
Heua Ha BB3pact 5 10 3 16 90,7
11 roguan 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydan ca OIpeaesieHH Ype3 MoIMMepa3Ha BeprKHa Peakus ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

cpotBercTBal Ha COVID-19 (cuMTOMUTE BKIIOYBAT: IOBHIIIEHA TEMIICPATyPa; HOBOIOSIBHJIA CE€ MJIH 3aCHIIMIA

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHEe; HOBOIOSBIIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MYCKYITUTE; HOBOMOSIBIJIA C€ 3ary0ba Ha BKYC WJIH MHPHC; B3MMAICHO I'bPJIO; AUAPHS; MOBPBILAHE).

* B ananm3a ca BKJIIOYEHH YYaCTHHLM Oe3 JaHHM 3a MuHana nHdekus cbc SARS-CoV-2 (1.e. otpunatensu 3a
anrurena ¢ N-cebp3BaHe [cepyMm] Ha Busura 1 n Heotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Buzutu 1 1 2), u ¢ orpunarenex pesyinratr or NAAT (HazanHa HAaTpHUBKa) IPH BCSIKA HETUIAHWpPaHa BU3HUTA
npesu 7-must el cien Jlo3a 2.

a. N = bpoii yyacTHHIIM B TTOCOYEHATA TpyTIa.
nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m mepuoy Ha HabmoneHne B Xwisian (1 000) oBekoroMHU 3a TajieHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproja Ha HaOIroieHue.

r. n2 = bpoii Ha yYaCTHHUIIUTE B PUCK IO OTHOIIIEHUE HA KpaiiHaTa TOYKa.

Hampapen e ananmu3 3a eukacHOCT Ha 0a3a MpEABAPUTEITHO ONPEICIICHU XUTIOTE3! TIPU
JIOTBJIHATETHN MOTBEpAcHA ciaydan Ha COVID-19, Br3HUKHAIH 110 BpeME Ha 3aCJICTICHO
1are00-KOHTPOIMPAHO MPOCiie/IsBaHe, KOeTo MpecTaBisBa 10 6 mecera ciex Jlo3a 2 B
TMOITYJIAIUSATA 32 €PUKACHOCT.

B ananuza 3a euxacHocT Ha [IpoyuBane 3 npu aena Ha Bb3pacT 5 10 11 rogunu, 63 1aHHH 3a
npeauniHa nHdpekuus, ca Hadmogasanu 10 ciryyast npu 2 703 yyacTHUIHM, TOJTyYUIIM BAKCHHATA, U
42 ciyyast ipu 1 348 ygactaunm, nomyuyniu miane6o. ToukoBaTa oneHka 3a edukacHocT e 88,2%
(95% noseputenen unrepsan 76,2; 94,7) mpes meproa, KOraTo BApHAHTHT JlenTa € JOMHUHUPAIIHST
uupKynupan maM. [Ipu yuacTHum cbe wim 0e3 IaHHM 3a npenuinHa nHpeknust uma 12 cnydast npu
3 018 yyacTHUIIM, TOTYYHIIM BakCHHATa, U 42 ciyyast ipu 1 511 ygacTHHLM, MOMYYHIIH M1ane6o.
ToukoBaTa orenka 3a edpukacHocT e 85,7% (95% noseputenen unrepsan 72,4; 93,2).

B IlpoyuBane 3 npu aHa/In3 Ha TUTPUTE HAa HeyTpaiusupamure anturena cpemy SARS-CoV-2,
HaMaJIsBanM BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecerr cien Jlo3a 2 nmpu n3bpaHa Ha ciaydacH
MIPHUHIIMI MOATPYIa YYACTHHUIU € JEMOHCTpUpaHa e()eKTUBHOCT C TIOMOIITA HA ,,AMYHOJIOTHYCH
OpWIKHUHT HAa UMYHHH OTTOBOPH 32 CpaBHEHHE Ha Jiella Ha Bb3pacT 5 1o 11 rojauau (T.€. Ha BB3pacT
5 mo mox 12 ronuHm) B yactTa ¢aza 2/3 Ha [IpoyuBane 3 ¢ ydacTHHIM Ha BB3pacT 16 10 25 roauHu B
yactTa (aza 2/3 Ha [IpoyuBane 2, kouTo ca 6e3 CepoJIOTUYHYU WM BUPYCOJIOTUYHH JIAHHH 32 MUHAJIA
unpeknus cb¢c SARS-CoV-2 1o 1 mecernr cien Jlo3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEIIHO
OTIpeIeTICHUTE KPUTEPUH 32 ,,IMyHOJIOTHYEH OPHHKIHT KaKTO IO OTHOIICHHE Ha CPETHO
reOMETPUYHOTO ChOTHOIIIeHUE (geometric mean ratio, GMR), Taka u o oTHOIIEHNE HA pa3iKaTa B
CEpOJIOTUYHHS OTTOBOP, ONPEACNICH KaTo MOCTUTaHe Ha Hall-MaiKko 4 bTH noBuieHue Ha SARS-
CoV-2 NT50 ot uzxoano uuso (npeau J{o3a 1).
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GMR na SARS-CoV-2 NT50 1 mecer caen Jlo3a 2 mpu aera Ha Bb3pact 5 70 11 roguuu (T.€. Ha
BB3pacT 5 110 oy 12 ToauHM) CIIpsSMO TOBA MPH MITAIH BB3paCcTHU Ha Bb3pacT 16 mo 25 roaunu ¢ 1,04
(2-ctpanen 95% JAU: 0,93; 1,18). Cpen yyacTHuIMTEe O€3 MPEAUIIHY JaHHM 32 nH}ekuus cbc SARS-
CoV-2 no 1 mecen cien [lo3a 2, 99,2% ot nenara Ha Bb3pact 5 10 11 rogusan u 99,2% ot
YYaCTHHUIIMTE Ha BB3PacT 16 10 25 roArHU UMaT CEPOJIOrHYeH OTroBop Ha 1-Bus Mecenl cien Jlo3a 2.
Pa3znukara B CbOTHOIIEHHETO HA YYACTHUIIUTE CHC CEPOJIOTHUEH OTTOBOP MEXY 2-T€ BB3PACTOBU
rpynu (nena — muaau Bp3pacTau) e 0,0% (2-ctpanen 95% AU: -2,0%, 2,2%). Ta3u nndopmanus e

npezcraBeHa B Tadmuia 6.

Ta6una 6: O6001eHne HA CPeTHO TeOMeTPUYHOTO CHOTHOIIIEHHE HA TUTPUTE HA
HeyTPATU3UPALIUTE AHTHTEJIA, HAMAJISIBAIIH BUPYCHATA aKTUBHOCT ¢ 50%, n
pa3jMKaTa B IPOLEHTUTE HA YYACTHHIH ChC CEPOJIOrHYeH OTTOBOP — CPABHEHUe
Me:kay Aena Ha Bb3pact 5 10 11 roquaun (IlpoyuBane 3) u yyacTHHIM Ha Bb3pacT 16
10 25 ronunu (IIpoyuBane 2) — yuacTHunu 0e3 1aHHU 3a uH$exuus 10 1 mecen cien
Jo3a 2 — moarpyna 3a ,,HMyHOJIOTHY€H OPUIKUHT® — (pa3a 2/3 —momyaanusi, olleHuMa
32 HMYHOT€HHOCT

uPHK Bakcuna cpemny COVID-19
10 pg/no3a 30 pg/noza
5 no 11 roqunu 16 mo 25 ronuHun 5 no 11 rogunu/
N?=264 N?=253 16 10 25 rogunn
ITocTurnara neJ
npH ,,AMYHO-
Bpemena GMT® GMT® GMR' OpuKHHT "
To4yKa® (95% JIN®) (95% JIN®) (95% JIN") (A/H)
Cpenno
reoMeTpuveH
THTBP HA
HeyTpaJu3u-
pauure
aHTHUTEJ]Ia,
HaMaJIsIBaI]
BHpYyCHATA
akTuBHOCT ¢ |1 Mecen
50%* cren 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) pl|
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4yKa® (95% JIN®) (95% JIN®) (95% JAU") (A/H)
CreneH Ha
cepoJIornveH
otrosop (%)
NpH THTHP
HA
HeyTpaJu3u-
pammure
aHTHUTEJIA,
HAMaJIIBAI]
pupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%° Joza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Cokpamenuns: JIU = noseputenen uarepsain, GMR = cpenno reomerpuyuno crotHomeHne; GMT = cpeaHo
reomerpudeH TUTHP; LLOQ = mosHa rpaHuIia Ha KomdecTBeHO onpenessine; NAAT = Tect 3a aMIITUpUKaIAs
Ha HyKJIenHOBH kKucenuHn; NT50 = TUThp Ha HEyTpaM3UpaNIiTe aHTUTENa, HaMaJIBalll BUPYCHATa aKTHBHOCT C
50%; SARS-C0OV-2 = TexbK OCTBp peciupaTopeH CHHIPOM KOPOHABUPYC 2.

3abenexka: B ananmmza ca BKITIOYEHN YIaCTHULIN 0€3 CEPOIOTUIHH WM BUPYCOJOTUIHH JTAaHHU (TIPH B3eMaHe Ha
kpwB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuuns cb¢ SARS-CoV-2 (1.e. oTpuiaTesHu 3a antuTena ¢ N-
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cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecers cien [Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa

HaTpuBKa] Ha Busuture 3a Jlo3a 1 u Jlo3a 2 u ¢ orpunaresneH pesynrat oT NAAT (HazamHa HATpUBKA) TIPH

B3eMaHe Ha KPBB Ha BCsSKa HETUIAaHUpPaHa BU3WTA JI0 eWH Mecell cien J[o3a 2), kakTo u 6e3 aHaMHe3a 3a

COVID-19.

3abenexka: CeposIOrHIHUAT OTTOBOP ce AeUHUpPA KaTO MIOCTUTAHEe Ha > 4 ITBTH NMOBHUIIICHUE OT W3XOIHO HHBO

(mpemu Jlo3a 1). Ako cTOMHOCTTA MPU U3MEPBAHETO HA M3XOAHOTO HUBO € moa LLOQ, pe3ynraTt oT aHaJIHU3 cliej

BakcuHanuaATa > 4 X LLOQ ce cuuTa 3a cepoIoTHIEH OTTOBOP.

a. N = bpoii yyacTHHIM ¢ BaJMIHU U SICHU PE3yJITaTH OT TECTa Ipey BakcuHanuaTa u 1 mecen ciexn Jloza 2.
Te3u cTOMHOCTH CBINIO TaKka ca 3HAMEHATENH, U3MOI3BaHU NIPH IPOLIEHTHUTE U3YHCIICHUS 3a CTENICHTa Ha
CepOJIOTUYEH OTIOBOP.

6. OmpeneneHo Mo MPOTOKOJ BpeMe 32 B3eMaHe Ha KPbBHH IPOOH.

B. GMT u 2-ctpannute 95% JIU ca n3umncneHu upe3 cTeNEeHyBaHe HA CpeiHaTa JOTapUTMUYHA CTOMHOCT Ha
tutpure U crorBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenenuero Ha Student). Pesynrarute ot ananusa noj
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-ctpannure 95% JIU ca nzuncneHn 4pe3 cTeneHyBaHe Ha CpelHATa pa3lIMKa B JIOTApUTMUYHHUTE
CTOHHOCTH Ha TuTpuTe (BB3pacT 5 1o 11 rogman MuHyC BB3pact 16 no 25 ronuan) u crorBeTHHa AU (Ha
Oazara Ha t-pasmpeneneHuero Ha Student).

1. ,.JMmyHomoroueH OpumxuHr' Ha 6azata Ha GMT e nekmapupan, ako JOJIHATa IpaHKIA Ha 2-CTpaHHUs 95%
JI1 3a GMR e nmo-roasma ot 0,67 u ToukoBara orieaka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpeperneH ¢ moMoITa Ha TeCT 32 MUKpoHeyTpanu3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3nonspa QJryopecueHTeH pernopTep BUPYC, MOIy4eH OT ama
USA_ WA1/2020, u BupycHaTa HeyTpali3auus ce OTYUTa BbB Vero KieTbyHu MoHochoeBe. NTS50 Ha
poOUTE ce oIpeesis KaTo PEUIPOYHOTO CEPYMHO pa3pekaane, mpu koeto 50% ot Bupyca ce
HEYTpaJIu3upa.

K. n = Bpoil yaacTHHIIN CBC cepoNoTHIcH OTroBOp Ha Oa3ara Ha NTS50 1 mecer cien J{o3a 2.

3. Touen 2-ctpanen /111, 6a3upan Ha Metona Ha Clopper u Pearson.

u. Pa3nmka B CHOTHOIICHUSTA, H3Pa3eHHU KaTo MPOLEHT (BB3pacT 5 mo 11 roauan MuHyc BB3pacT 16 no
25 roaunm).

i. 2-ctpanen 11, Gasupan Ha MeTona Ha Miettinen n Nurminen 3a paznukarta B CbOTHOIICHHSTA, U3pa3eHa
KaTo IPOLIEHT.

K. ,JIMyHOnoruueH OpumKkuHr', 6a3upaH Ha CTENIEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTaHOBEH, aKo JI0JIHATa
rpanula Ha 2-ctpanHus 95% JI 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mno-rosisiva ot -10,0%.

Umynozepennocm npu deya Ha évspacm om 5 0o 11 2oounu (m.e. 5 0o nod 12-200uwina ev3pacm) —
cned bycmep 003a

Bycrep no3za Comirnaty e nanena Ha 401 mpousBoaHo n36panu yuyactHuiu B [Ipoyusane 3.
EdekruBHOCTTA Ha OycTep 103a MPH BB3PacT OT 5 10 11 roguHu ce onpeneis OT IMyHOICHHOCTTA.
Ta3u umyHoreHHocT Oe oneHeHa upe3 NT50 cipsimo pedepentaus mam Ha SARS-CoV-2
(USA_WA1/2020). Anannzu na NT50 1 mecen cnen Oycrep 03a B cpaBHEHHUE ¢ peau Oycrep 103a
JIEMOHCTpHpAT ChIlecTBEHO yBennuenne Ha GMTs npu nuna ot 5 1o 11-ronumiaa Bb3pact, KOUTO HE
ca MMaJii CepPOJIOTHYHHN MIIM BUPYCOJIOTHYHU JToKa3arencTsa 3a muHana SARS-CoV-2 undekuus 1o
1 mecenr cnen no3a 2 u O6ycrep no3a. To3u ananu3 € 06001eH B Tabiuna 7.

Ta6auna 7: O06o006menne Ha cpeaHo reoMeTpuaHuTe TUTPU — NT50 — yyacTHHIIM 0€3
JA0Ka3aTecTBa 3a mHpekuus — ¢pa3a 2/3 — Habop UMYHOTEHHOCT — OT 5 /10
11-rogumHa Bb3pacT —MONYJIALHs OLIEHHMA 32 HMYHOI€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpoda”

1 mecen ciex 6ycrep

1 mecen cex 6ycrep

1 mecen ciiex mo3a 2

no3a/

no3a (n%=67) (n%=96) 1 mecen ciex 103a 2
GMT* GMT* GMR"
Ananus (95% CI?) (95% CI7) (95% CI")
Tect 3a HeyTpanu3anus
Ha SARS-CoV-2 - 2720,9 1253,9 2,17
NT50 (turbp) (2 280,1; 3 247,0) (1116,0; 1 408,9) (1,76; 2,68)

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanms
Ha HykJIenHoBU kucenunu; NT50 = TuThp Ha HeyTpalu3upaluTe aHTUTeNa, HaMaJIsBalll BUPYCHATa aKTUBHOCT C
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50%; SARS-CoV-2 = TexBbK OCTBpP PECIIMPATOPEH CUHIPOM KOPOHABHUPYC 2.

a. OmpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPBbBHH MPOOH.

6. n=Dbpoil ydacTHUIIM C BaIWAHU U SICHU PE3YNTATH OT TECTA 3a MOCOYCHUS aHAIN3 NIPH JaJICHaTa 103a/B
JlaJIlcHaTa BpPEMEBa TOYKa 3a B3eMaHe Ha Ipoda.

B. GMT u 2- crparnute 95% [ ca n3uncienn upe3 CTENeHyBaHe Ha cpelHaTa JOrapUTMUYHA CTOHHOCT Ha
tutpuTe U chorBeTHUTE J{U (Ha 6a3ara Ha t-pasnpeneneHuero Ha Student). Pesynratute ot aHamM3a 1Mo
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2 crpannute 95% JIM ca n3uncieHu 4pe3 CTENIEHYBaHE HA CPEIHATA Pa3jIuKa B JIOTAPUTMUYHHUTE
croiiHocTH Ha TuTpHTe (1-MecedHa mocT-Oycrepa g03a MuHyc 1-mMecedHa cren n103a 2) u cbotBeTHus AU
(na Oa3zara Ha t-pasnpenenenuero Ha Student).

Eduxacrnocm u umynozenHocm Ha Nopeuder Kypc om 3 003U npu KepMmadema u 0eyd Ha 6b3paAchl
6 meceya 0o 4 200unu

Ananu3bT 3a eukacHocT npu [Ipoyusane 3 e U3BBpIICH B KOMOMHUPAaHATA MOMYJauus OT YIaCTHULN
Ha BB3pacT 6 Mecena 10 4 TonuHu Ha 0a3zaTa Ha MOTBBPACHU cliydan cpea 873 ydacTHHLIM B rpymara ¢
nPHK Bakcuna cperry COVID-19 u 381 ygacTHUITH B Tpynara ¢ miarne6o (CbOTHOIEHNE TP
panzoMuzanusTa 2:1), mosy4uau BCHUYKUTE 3 103U OT MHTEPBEHLUATA IO IPOYYBAHETO 110 BPEMETO
Ha IIepHo/ia Ha 3aClIeNeHO TpocieasBaHe, korato BapuanTbT Omicron Ha SARS-CoV-2 (BA.2) e
JIOMUHUPAII IAPKYJIApaIl BApUAHT (1aTa Ha 3aKifouBaHe Ha nanauTe 17 roru 2022 1.).

Pesynrarute 3a eukacHOCTTa Ha BakcuHata cief Jlo3a 3 mpu ydacTHUIM Ha BB3pacT 6 Mecera J1o
4 ronuHu ca npeacTaBeHu B TadOmuia 8.

Tab6auna 8:  EduxacHocT Ha BakcuHaTta —ibpBa nosisa Ha COVID-19 ot 7-Mus eH cien
Jo3a 3 — mepuoa Ha 3acjieneHo NMPOoC/ieAsiBaHe — YYACTHUIU CbC U 0€e3 JaHHU 32
undexuus npeaun 7-mus aeu ciaen Joza 3 — ¢paza 2/3 — Ha Bb3pacT 6 Mecena 1o
4 roguHM — monyJiauus, oleHuMa 3a epukacHoct (cjaex 3 1o3m)

IIspBa nossBa Ha COVID-19 ot 7-mus fen ciaen {o3a 3 npu ydacTHAIM 0e3 TaHHM 3a NPeANIIHA
uHpexkmusa cb¢c SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19 3 pg/no3a IInanedo
N2=873 N2=381
Cayuan Cayuan
n1° n1° EduxacHoct Ha
Ilepnox Ha Ilepnox Ha BaKkcuHaTa %
Moarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% A"
6 mecena 10 13 21 73,2
4 ronuHr” 0,124 (794) 0,054 (351) (43,8; 87,6)
9 13 71,8
2 10 4 roMHU 0,081 (498) 0,033 (204) (28,6; 89,4)
6 mecena 10 4 8 75,8
23 mecena 0,042 (296) 0,020 (147) (9,7;94,7)
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Corpamenns: NAAT = Tect 3a aMIuTU(UKaNUs Ha HYKICHHOBU KUCEIHHU; N-CBbP3BaHE = CBHP3BaHE C

HykiaeonporenHa Ha SARS-CoV-2; SARS-CoV-2 = TeXbK OCTBD PECIHPATOPCH CHHAPOM KOPOHABUPYC 2;

VE = edukacHOCT Ha BaKCHHATA.

* B ananmsa ca BKIIIOYCHH YYACTHUIH O€3 CEpPOJIOTHYHH WIHA BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS A€H cIex

Jo3a 3) 3a munana nadeknus cb¢ SARS-CoV-2 (1.e. oTpumiateHy 3a anTuTena ¢ N-cBbp3BaHe [cepyM] Ha

Busuture 3a Jlo3a 1, 1 mecer cien Jlo3a 2 (ako ca mHanuanu) u 3a Jlo3a 3 (ako ca Hamu4HU), HEOTKpUT SARS-

CoV-2 ¢ NAAT [Ha3amHa HaTpuBKa| Ha BU3UTHTE IT0 TpoyuBaHeTo 3a [lo3a 1, oza2 u [lo3a3 nc

otpunatencH pesynratr or NAAT [Ha3amHa HAaTpUBKa| Ha BCsIKA HETUIAHMPAaHA BU3UTA MPEIU 7-MUS JICH CIE]T

Jo3a 3), kakto u 0e3 anamHe3a 3a COVID-19.

N = Opoii yyacTHHIHM B IIOCOYEHATA IpyTIa.

N1 = Bpoii ydacTHHUIM, OTTOBaPSIIN Ha ONIPECICHACTO 3a KpaifHaTa TOYKA..

B. OO nepuon Ha HabmoaeHue B xwsiau (1 000) yoBekoroanHu 3a AajieHaTa KpaiHa TOYKa IPH BCUYKU
YUYACTHHUIIM BbB BCSKA PUCKOBA IPyIia [0 OTHOIIICHUE Ha KpaiiHaTa Touka. BpeMeBUAT mepro/1 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must e cnen J{o3a 3 1o kpast Ha ieproza Ha HaOJIroIeHHe.

r. n2=Dbpoll Ha yYaCTHULXTE B PUCK IO OTHOILIEHUE HA KpailHaTa TOYKa.

n.  Jsyctpanauar 95%-en nosepurencu unrepsai (J{1) 3a VE e momyuen Ha 6a3ara Ha metona Ha Clopper u
Pearson, kopurupas 3a BpeMeTo Ha HaOIroIeH e,

o

EduxacHoctra Ha BakCHHATa PU YYaCTHHULM ChC U O0e3 npeanmna nHdekuus cbc SARS-CoV-2 e
noo0Ha Ha Ta3u MpH yyacTHULHM Oe3 npeaunHa nadekuus csc SARS-CoV-2.

Kpurepunre 3a texxka popma Ha COVID-19 (kakTo ca onrcanu B IpoTOKoIa Ha 6a3ara Ha
onpenenenHrero Ha FDA u moguduuupanu 3a aeua) ca M3mbJIHEeHH pu 12 cirydast (8 mpy HOTydnInTe
nPHK Bakcuna cperry COVID-19 u 4 npu nonmyuniuTe mianedo) cpex YIaCTHHIUTE Ha BB3PacT

6 Mecera 10 4 ronuan. Cpesl yYaCTHHIIMTE Ha Bb3pacT 6 Mecena 10 23 Mecella KPUTEPUUTE 3a TEKKa
¢opma Ha COVID-19 ca uznbanenu npu 3 ciydas (2 npu nonyannute nPHK Bakcuna cperry
COVID-19 u 1 npu noayuunure miameoo).

AHaNM3bT 32 UMYHOT'€HHOCT € IIPOBEICH B OATPYyINaTa 3a ,,AMyHOJIOTUYEeH OPUIKUHT OT

82 yuactauuu B [Ipoyusane 3 Ha Bp3pacT 6 1o 23 mecena u 143 yuactauiu B [IpoyuBane 3 Ha
BB3pacT 2 1o 4 rogunu 6e3 nanHu 3a nHdeknus no 1-Bus mecer cien [loza 3 kbM Jararta Ha
3aK/IIOYBaHe Ha JaHHUTE 29 anpun 2022 T.

CpaBHABAT C€ TUTPUTE HA HEYTpalu3upamuTe antutena cpeiry SARS-CoV-2, namansBamy
BUpycHaTa akTuBHOCT ¢ 50% (NT50), Mexay moarpyra 3a oleHka Ha IMyHOT€HHOCTTa OT YYaCTHUILIN
BB Daza 2/3 Ha BB3pacT 6 10 23 Mecena u Ha Bh3pact 2 110 4 ronuau ot [IpoyuBane 3 Ha 1-Bus
Mecell clie/l MBPBUYHUS Kype OT 3 J103H, ¥ n30paHa Ha cIy4aeH MPHUHIUI MOJrpyIa OT YYaCTHUIIH B
[IpoyuBane 2 ¢a3za 2/3 Ha BB3pacT 16 10 25 roaunu 1 Mecel ciiefi MbpBUYEH Kypce OT 2 J03H.
Wznon3BaH e TecT 3a MUKpoHeyTpanu3anus cipsamo pedepenter mam (USA WA1/2020).

[Ipu mepBUYHUS aHATU3 32 ,,AMYHOJIOTHYEH OPUKUHT™ ca CpaBHEHH CPEIHO FEOMETPUYHHUTE TUTPU
(c n3momn3BaHe Ha CpeIHO TeoMEeTpUIHOTO choTHowmeHne [GMR]) u yectorara Ha ceponorniyexH
OTTOBOP (OTIpeAeeH KaTo MOCTUraHe Ha Haii-Manko 4 meTH nmoBumienne Ha SARS-CoV-2 NT50 ot
M3XO0JHO HUBO Ipenu J{o3a 1) B momymnamusTa, olleHuMa 3a IMyHOT€HHOCT, BKJIFOYBAIA YYaCTHHUILIN
0e3 maHHu 3a npeauniHa nHpeknus cb¢ SARS-CoV-2 no 1-sus mecen cien Jlo3a 3 npu yyacTHHIIM Ha
BB3pacT 6 10 23 mecena u Ha Bb3pact 2 10 4 roauHu, Kakto u Ao 1 meceu caex Josza 2 npu
YYaCTHHULIM Ha Bb3pacT 16 10 25 ronunu. IlpenBapuTenHo onpeaeneHuTe KpUTEpUH 3a
»AMYHOJIOTHYEH OpHDKAHT ca mocTUrHaTu kKakTo 3a GMR, Taka ¥ 3a cepoJIOrHYHuUsI OTTOBOP U IPU
nBete Bh3pactoBu rpynu (Tadmuma 9).
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Taéauna 9: SARS-CoV-2 GMTs (NT50) u pa3iuka B NpOleHTHTE HA YYACTHHIU ChC
cepoJIoTYeH OTroBop Ha 1-Busi Mecell cjie]] BAKCHHAIMOHHUS Kypc — MOArpyna 3a
»AMYHOJIOTHYEH OPHIZKMHT® - yYaCTHHIM Ha Bb3pacT 6 Mecena 10 4 roxMHH
(ITpoyuBane 3) 1 mecen ciaex /[o3a 3 u yyacTHHIIM HAa BB3pacT 16 10 25 roxunn
(ITpoyusane 2) 1 mecen cien Jo3a 2 — 6e3 ganuu 3a uHpexnus cb¢ SARS-CoV-2 -
MOMmyJialys, OlleHUMAa 32 UMYHOT€HHOCT

SARS-CoV-2 GMTs (NT50) Ha 1-Bus Mecenl cj1el BAKCHHAIIMOHHAS KYPC

Tect 3a Heyrpanmzanus Ha SARS-CoV-2 - NT50 (tutsp)®

GMT?® GMT?®
(95% JIN°®) (95% JIN°®)
(1 mecen caen (1 mecent GMR®r
Be3pact | N° Ho3a 2) Bu3pact | N? |caex do3a 2)| Be3pact (95% JIN)
2 1o
1180,0 4 rogunan/
2 1o 1535,2 16 o (1066,6; 16 no 1,30
4 ropuHA 143 |(1388,2; 1697,8)| 25 romguuu | 170 1305,4) 25 ronuHn (1,13; 1,50)
6 10
1180,0 23 mecena/
6 1o 1406,5 16 o (1066,6; 16 no 1,19
23 mecena 82 1(1211,3;1633,1)| 25 romuum | 170 1305,4) 25 ronuHn (1,00; 1,42)

Pa3nuka B NpoleHTHTE HA YYACTHHUIU ChC CEPOJIOTHYEH OTTOBOP Ha 1-Busl Mecelr cJief
BAKCHHAIIMOHHUS KYPC

Tecr 3a Heyrpanuzauus Ha SARS-CoV-2- NT50 (tutsp)*

n¢ (%) n¢ (%) Pazinka B
(95% JI*) (95% JI*) CepoIOrHIHUS
(1 mecen caen (1 mecent otrosop %"° (95%
Bw3pacr N? Ho3a 3) Bu3pact | N* |caex do3a2)| Bu3pact Jm#
2 o
4 ronuun/
2 1o 141(100,0) 16 1o 168 (98,8) 16 1o 1,2
4 roguHA 141 (97,4;100,0) |25 romuun 170 | (95,8; 99,9) |25 rogunm (1,5,4,2)
6 1o
23 mecena/
6 1o 80 (100,0) 16 1o 168 (98,8) 16 1o 1,2
23 mecena 80 (95,5; 100,0) |25 rommun| 170 | (95,8; 99,9) |25 rogunm (3.4; 4,2)

Cokpamenuns: JIU = nosepurenen uarepsain, GMR = cpenno reomerpuyno chotHomenne; GMT = cpenHo

reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo omnpenensne; NAAT = tecr 3a ammndukanys

Ha HyKJIenHOBU kucesinHn, N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NT50 = tursp Ha

HEeyTpaJIM3UpaliTe aHTHTella, HaMalsiBalll BUpycHaTa akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK ocTbp

pecrupaTopeH CHHAPOM KOPOHAaBUPYC 2.

3abenexka: B anannza ca BKIIIOYEHH ydacTHHLM O€3 CEPOJIOTMYHU MM BUPYCOJIOTUYHH JaHHU [(TIpH B3eMaHETO

Ha KpbBHa npoba 1o 1 mecen cnen J{oza 2 (ITpoyusane 2) wiu 1 mecen cinexn osza 3 (Ilpoyusane 3)] 3a MuHamna

nHekns cbe SARS-CoV-2 [(1.e. oTpunarensu 3a anTutena ¢ N-cBbp3BaHe [cepyM]| Ha BUIUTHTE 110

npoyuBaneto 3a Jlo3a 1, Jlo3a 3 (Ilpoyusane 3) ul mecer; cnen o3a 2 (ITpoyusane 2) mim 1 mecen ciexn [o3a 3

(ITpoyusane 3), nHeotkputr SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpHUBKa| HA BUSUTHUTE N0 TpoyuBaneTo 3a Jlo3a 1,

Jo3za 2 u lo3a 3 (IlpoyuBane 3) u ¢ orpunateneH pe3ynrat oT NAAT [Ha3zanHa HaTpUBKA| IpW B3EMaHETO Ha

KpbBHa IIpo0a Ha BCsAKa HeTDIaHupaHa Bu3uTa A0 1 mecen ciex Joza 2 (Ilpoyusane 2) mwim 1 mecert cien Jo3za 3

(ITpoyusane 3)], xakto u 6e3 anamuesa 3a COVID-19.

3abenexka: CepoJOruyHUAT OTTOBOP C€ JAePHUHUpPA KaTO MOCTUraHe Ha > 4 MbTH MOBUIIICHUAE OT U3XOIHO HUBO

(npenu Jlo3a 1). Axo cToHOCTTa ITPU U3MEPBAHETO HA U3XOAHOTO HUBO € o LLOQ, pesynrtat oT aHanus cien

BakcuHanuaTa > 4 X LLOQ ce cuuta 3a ceposIoTHYeH OTTOBOP.

a. N = Bpoii yyacTHUIM C BAJIUIHU U ICHU PE3yJITATH OT TECTA 3a MOCOUCHUSI aHAIM3 [P JaJIcHaTa J103a/B
JlaJileHaTa BpeMeBa To4Ka 3a B3eMaHe Ha npo6a 3a GMT u Opoii y4acTHUIIM C BAIUIHU U SICHU PE3YNITaTU OT
TecTa 3a MOCOYEHHSI aHaJIN3 KaKTO Ha M3XOJHO HUBO, TaKa W IPH JaJcHATa 103a/B JaJeHaTa BPEMeBa TOUKa
3a B3eMaHe Ha Ipoda 3a OLeHKa Ha CEPOJIOTUYHUS OTTOBOD.

6. GMT u 2-crpannure 95% JIU ca n34ucieHn 4pe3 CTeeHyBaHe Ha CpeIHATa JOTapUTMHUYHA CTOWHOCT Ha
tutpute 1 crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenenuero Ha Student). Pesynratute ot ananusa moz
LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannante 95% A ca u3uucieHn 4pe3 CTETIEHyBaHEe Ha CpeAHATA Pa3IiKa B JIOTAPUTMUYHHUTE

98



CTOMHOCTH Ha TUTpHTE (TpyINa C o-MajKa Bb3pacT Ha y4acTHULUTE MUHYC Bb3pacT 16 1o 25 roaunu) u
crotBeTHUs JIW (Ha 6a3ara Ha t-pasmpenenenueTo Ha Student).

r. 3aBcsKa Tpyla ¢ Mo-MaJjika Bb3pacT Ha yyactHUOHTE (2 10 4 roaunu, 6 10 23 Mecena) ,,AMyHOJIOTHYEH
OpmmkuHr, 6asupan Ha GMR, e ycTaHOBeH, ako JoHATa TpaHUIla Ha 2-cTpaHHust 95% U 3a
crotHOIeHneTo HAa GMR e mo-rossima ot 0,67 1 onteHkata Ha GMR 3a BpemeBara Touka ¢ > 0,8.

n. SARS-CoV-2 NT50 e ompenenieH ¢ OMOIITa Ha TeCT 3a MUKpoHeyTpaimm3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanm3a ce n3monsBa (GIyopecueHTeH PernopTep BUPYC, MOIYIEH OT mama
USA WAT1/2020, u BupycHaTa HeyTpaju3alus ce OTYNTa BbB Vero KieTbuHr MoHocnoese. NT50 Ha
npoOuTe ce ompeielisi KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, Ipu koeto 50% ot Bupyca ce
HeyTpaIu3upa.

e. n = bpoil yuacTHHIIM ChC CEPOIOTUYEH OTTOBOP 33 OCOUYEHHS aHAJIM3 32 JIaJIeHaTa J103a/BpeMeBa TOUKa 3a
B3eMaHe Ha mpoda.

k. Touen 2-ctpanen JIW, 6a3upan Ha MeTo/1a Ha Clopper u Pearson

3. Pasmmka B chOTHOIICHUATA, U3pa3eHa KaTO MPOIEHT (TPyIia C IM0-MaJlka Bh3pacT Ha YYaCTHUIIUTE MIHYC
BB3pact 16 1o 25 ronuHm).

u. 2-ctpanes I, 6a3upan Ha MeTona Ha Miettinen 1 Nurminen 3a pa3iiKaTa B CbOTHOIIICHUATA, H3pa3eHa
KaTo MPOIICHT.

H. 3a BcsKa rpyna ¢ mo-Maika Bh3pacT Ha ygacTHUIUTe (2 10 4 roaunw, 6 1o 23 Mecena) ,,AMyHOJIOTHICH
OpwmKUHT, 0a3UpaH HA CTEIIEHTa Ha CEPOIOTHIEH OTIOBOP, € yCTAaHOBEH, aKo JI0JTHATA TPAHMIIA Ha
2-ctpannus 95% JIU 3a pasznukara B ChOTHOIICHHATA € Mo-TossiMa oT -10,0%, npu ycioBue 4e ca
MOCTUTHATH KPUTEPUUTE 32 ,,AMyHOJIOTHYEH OpnkuHr™ Ha 6azata Ha GMR.

IlenuaTpuyHa momysamus

EBpomneiickaTta areHIus 10 JIeKapcTBaTa 0Tiara 3aJbJDKEHHETO 3a IPEIOCTaBIHE Ha PE3YATaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHara nomymnanus npu npesernus Ha COVID-19 (Bx.

Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpuioxumo.

5.3 IpeaxkIMHMYHHU JaHHH 32 6€30MACHOCT

HexnuHnuHuTE 1aHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOTydaBamty 3 ITBIHM TO3U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MAJIbK OTOK M €PUTEM Ha MSCTOTO Ha MHKCKTHPAHE U yBEIIMYaBaHE Ha
OennTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIHs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YEPHOPOOHO YBPEKIaHE.
Benuku eextu ca Ounn obpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca nmpoBexmanu poy4YBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.

PenpoaykThBHA TOKCHYHOCT

PenpoaykTuBHaTa TOKCUYHOCT U TOKCUYHOCTTA 32 PA3BUTHETO Ca U3CJCIBAHU MPU TUTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA (EPTUIIMTETA M TOKCHYHOCTTA 32 Pa3BUTUETO, pH KoeTo Comirnaty e
MpuUjIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpean Yn(TOCBaHE U TI0 BpeMe Ha recTarus
(momygaBamu 4 HJIHU 103U 32 XOpa, TeHEPUPAIN OTHOCUTEITHO BICOKH HUBA MPH ILTHXOBE MOPAIH
pasnuuusATa B TEIECHOTO TETJI0, B IEpHoa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH
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neH 20). OTroBopu ¢ mosiBa Ha HeyTpaiau3upaly anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MaiKH OT Tieproia mpeau YuTOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
nipu (heTycute U mokosieHueto. Hama cBbp3anu ¢ BakcuHaTa e)eKTH BBPXY (PEPTUIINTETA,
OpeMeHHOCTTa HITH eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO Ha IMOKOJICHUETO. JIuTicBaT naHHu 3a
Comirnaty OTHOCHO IIPEMHHABAaHETO HA BAKCHHATA MPE3 TUIAIICHTATa WIIH eKCKPEIHATA B MIISIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa MIOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTm)a3zaneani )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmwiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapou-sn-riunepo-3-pocdoxonuu (DSPC)

Xognectepon

Tpomeramon

TpoMeTaMOIIOB XUIPOXIOPHT

3axaposa

Boga 3a nexkexkuun

6.2 HecbBMecTHMOCTH

To3u JiekapcTBEH MPOAYKT He TPsiOBa Jia ce CMecBa C PYTH JICKAPCTBEHU MPOYKTH, C U3KITIOUCHHE Ha
IOCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHOCT

HeortBopeHn ¢uakoH

3ampasen aakon

18 meceria, korato ce chbxpansiea npu -90°C mo -60°C.

Bakcunata ce momyuaa 3ampaseHa mnpu -90°C o -60°C. Cnen nonyuaBaHe 3aMpa3eHaTa BAKCHHA
MOXe na ce cbxpansaBa win npu -90°C mo -60°C, nmu npu 2°C mo 8°C.

Koraro ce cpxpansiBat 3ampazenu npu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHA MOTAT Jia
ce pasmpasat npu 2°C 1o 8°C 3a 2 yaca, a eJMHUYHHU (JIAKOHU MOTaT J1a c€ pa3MpassT IpH cTaiiHa

temrepatypa (1o 30°C) 3a 30 MUHyTH.

Pa3MDa3€H d)ﬂaKOH

10 ceamuiu cbxpanenue U Tparcnoprupane npu 2°C 1o 8°C B pamkute Ha 18-MeceuHus CpoK Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakCcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OIaKkoBKa Tps0Ba Jia ce 3amuilie HOBUAT CPOK Ha FOJTHOCT W BaKCHHATA TPOBA J]a Ce M3II0JI3Ba
WM J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3azipacka.

. Axo BakcuHata ¢ nonydeHa npu 2°C no 8°C, Ts1 TpsoOBa na ce cexpansasa npu 2°C mo 8°C.
CpOKbT Ha TOJTHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWIJI KOPUTHPAH, 3a Jia 0Tpa3siBa
CpOKa Ha TOJTHOCT MIPH ChXPaHECHUE B XJIaIMITHHUK, U ITbPBOHAYAIIHUAT CPOK HA TOAHOCT TPsiOBa
Jla e OWII 3apacKaH.

[Mpeau ynotpeba HeOTBOpEeHHUTE (PIIAKOHM MOTAT JIa c€ ChXpaHsBar 0 12 vaca npu TeMIiepaTtypa
mexny 8°C u 30°C.
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C pasMpazenute GIakoHU MOKE Jia ce pa0OTH B YCJIOBHSI HA CTaiiHA CBETIIHHA.
Cuaen pa3mpassiBaHe BAKCMHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmkKJIOHEeHUS NOo e6peme Had CbXPAHEHUe 6 XAAOUTHUK

o JanHuTe 3a CTAOMIHOCT MOKAa3BaT, Y€ HEOTBOPEHUSAT (pyiakoH e ctabuieH 1o 10 ceamuimy,
KOraTo ce cbXpaHsBa Ipu temneparypa ot -2°C g0 2°C, u B pamkuTe Ha 10-ceqMUUHUSA TIEPUOJT
Ha chxpaHenue mMexmay 2°C u 8°C.

. JlanHuTe 3a CTAOMITHOCT MMOKA3BaT, ue (hJIAKOHBT MOXKE Ja C€ ChbXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BrkmrounTtenHo 0 12 yaca cien mbpBOTO NPOOUBaHE Ha

3aIymankara Ha (JIakoHa.

Tazu I/IH(l)OpMaI_II/I}I € MpcAHa3Ha4YCHa Ja YI'bTU MCAUIHUHCKUTEC CIICHUAIUCTH CaMO B cnyqaﬁ Ha
BPECMCHHO TEMIICPATYPHO OTKIIOHCHHUC.

Paspenen jekapcTBEH MPOAYKT

JlokazaHa e XuMH4Ha U GU3MYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
cies| paspexiane ¢ Hatpues xyopua 9 mg/ml (0,9%) WHXEKIIMOHEH Pa3TBOP, KOSTO BKJIFOYBA JIO

6 yaca Bpeme 3a TpaHcmoptupane. OT MUKPOOHOJIOTHYHA TJIeTHA TOYKA, OCBEH aKO METOABT Ha
paspekaaHe U3KITF0YBA PUCK OT MUKPOOHA KOHTaAMUHAIIWSI, TPOAYKTHT TPSOBA JIa CE U3II0JI3BA
BejiHara. AKO He ce M3I0JI3Ba BeJlHAra, BpeMETO U YCIIOBHATA Ha ChXpaHEHHUE 10 BpeMe Ha yrnoTpeba
ca OTTOBOPHOCT Ha MOTpeOUTENs.

6.4 ChnenuaJHM ycJI0BUS HA ChbXpaHeHHUe

[a ce cpxpanssa BbB hpusep npu -90°C no -60°C.

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPENa3u OT CBETIINHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe

H3JIaraHe Ha MpsKa CJIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTJIMHA.

3a yCIIOBHATA HA ChbXPAaHEHHUE CJICH Pa3MpassiBaHe U pa3perkIaHe Ha JICKAPCTBEHUS MPOIYKT BUXKTE
TO4ka 6.3.

6.5 Buau chabpkaHue HA OMAKOBKAaTa

0,4 ml KOHIIEHTpAT 3a AUCIIEPCHUs B IPO3padeH MHOT01030B (uiakoH (cThkito Tril 1) 2 ml cbe
3amymranka (CHHTeTHIHa OpOMOOYTHIIOBa TyMa), ¢ alyMIHHEBa 00KaTKa M OTYYIIBAIIO Ce
Ka(sIBO-4epPBEHNKABO IJIacTMAacOBO kanaue. Beeku duakon cpabpka 10 go3u, BikTe Touka 6.6.
Bunose onakosku: 10 ¢uakoHa

6.6 CrhenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Ykazanus 3a pabora

Comirnaty 3 Mukporpama/no3a TpsOBa Ja ce IPUTOTBH OT MEAUIIMHCKH CIICHAIHCT, KaTo Ce
M3II0JI3Ba aCENTHYHA TEXHUKA, 3a J1a CE FapaHTHpa CTEPHJIHOCTTA HA IPUTOTBEHATA TUCIIEPCHSI.
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ITPOBEPKA HA ®/IAKOHA COMIRNATY 3 MUKPOITPAMA/03A KOHLIEHTPAT 3A UHXXEKLIMOHHA
AUCNEPCUA (KbPMAYETA U AELLA HA 6 MECELLA 10 4 TOAUHW)

Kadsaso-
YepBEHNKABO
Kamnaue

Caen pa3pexaane

3 g

[TpoBepete nanu GpuakoHBT € ¢
Ka(sBO-4YCPBCHUKABO IJIACTMACOBO
Kamaue.

A0 (ITaKOHBT € C JIHIaBO
TUIACTMACOBO Karaue, MOJIs,
HarpaseTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOJYKTa 3a
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 332 HHKEKI[HOHHA
JTCTICPCHSI.

Ax0 (pIIaKoHBT € ChC CHBO
IUIACTMACOBO Karaue, MOJIs,
HarpaBseTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/mnosa
MHKEKIIMOHHA JAUCTIePCHS,
Comirnaty Original/Omicron BA.1
(15/15 muxporpama)/no3a
MHXCKIIUOHHA AUCTICPCUA UIN
Comirnaty Original/Omicron
BA.4-5 (15/15 mukporpama)/no3a
HMHXCKIIUOHHA AUCTICPCHUs.

AXO (ITaKOHBT € C OPaHKEBO
TUIACTMACOBO Karaye, MOJIs,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA Ha MPOJIYKTa 32
Comirnaty 10 mukporpama/mnosa
KOHLICHTPAT 332 HHKEKI[OHHA
mucniepeus wiar Comirnaty
Original/Omicron BA.4-5

(5/5 mukporpama)/no3a KOHIIEHTpAT
3a MH)KEKLIMOHHA JTCIICPCHSI.
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MPEJU YIIOTPEGA HA COMIRNATY 3 MUKPOTPAMA/JIO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (KbPMAYETA W IEIA HA 6 MECEIIA 10 4 TOJWHM)

[a ce cbxpansiBa
10 10 cexmunm
npu 2°C no 8°C.

AKO MHOTOZI030BUST (hIIaKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampaszenute GIaKoHH TPSOBA Aa
ce IpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na ce
pa3Mpasar; pa3mMpassiBaHETO Ha
eaHa omakoBka ¢ 10 ¢urakona
MOJKe J1a OTHEMe 2 yaca. YBepere
ce, e (pIakoHHTE ca HAITbITHO
pa3MpaseHu mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE
3a cexpanenne npu 2°C mo 8°C,
KOpUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHCHATa OMaKOBKa.
HeoTBopenuTe ¢uiakoHu Morar a
ce cpxpansBart 1o 10 ceamuiy npu
2°C no 8°C, 6e3 na ce mpeBuIaBa
OTIEYATaHUSAT CPOK Ha TOIHOCT
(Tomen mo:).

BB3MOKeH € ChIIo APYT BapHaHT,
IPU KOMTO €IMHUYHU 3aMpPa3eHU
(b1aKoHN MOXKeE J1a ce pa3Mpassr 3a
30 MUHYTH IIpH TEMIIEpaTypa A0
30°C.

[penu ynotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa JIo
12 yaca npu Temmieparypa o
30°C. C pasmpazenure G1akoHH
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaliHa CBETJIMHA.
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CMECBAHE IIPE/IM PASPEXJIAHE HA COMIRNATY 3 MUKPOT'PAMA/IO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMTHU)

J

Buumarenno 10 nbTn

OcraBete pa3MpaseHHAT QIaKOH
1a IOCTUTHE CTaifHa TeMIiepaTypa
¥ BHIMATEITHO T'0 0OBbpHETE

10 meTH npeau paspexaane. He
pasKIaanre.

[Ipenu paspexxgane pazMpaseHaTa
JMCTIEPCHUS MOXKE J1a ChABbpPKA
0eJy 10 MoYTH OEJIu HeMpO3pavyHu
aMOp(HH YaCTHIIH.

PA3SPEXJIAHE HA COMIRNATY 3 MUKPOTPAMA/IO3A KOHUEHTPAT 3A
NHXEKINMOHHA JTUCHEPCHUS (KbPMAYETA U JIEHHA HA 6 MECELIA 10 4 T'OAWHH)

i =
— 4
_ L /1 )

2,2 ml narpues xjaopua 9 mg/ml (0,9%) nH:KeKIHOHEH
pa3TBoOp

Pa3mpasenata BakcuHa TpsiOBa 1a
ce pa3pe/lld B HEMHUS OpUTUHAJICH
¢akoH ¢ 2,2 ml HaTpHUeB XJIOpHUL
9 mg/ml (0,9%) nHxekunoHeH
pas3TBOp, KAaTO Ce€ U3IIOJI3BA UIJIA
21 G, uu Mo-ThHKA, M aCENTUYHA
TEXHUKA.
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H3rernere 0yranoro 10 2,2 ml, 3a 1a oTcTpaHUTE BH31yXa
oT gaxoHa.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
2,2ml BB3AYX B H3Npa3HEHATa
CIPUHIIOBKA Ha pa3peanuTeIs.

Buumarenano 10 noTn

BuauMatenHo 00bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osuta 0 IoYTH Osita
aucriepcus 0e3 BUIUMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHA [IPY HAJIM4YUE HA YacCTULH
WM IPOMSIHA B LIBETA.
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Yac 3a
U3XBbpPJIHE

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3mos3Ba B pamkute Ha 12 yaca ciex pa3pexjaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObIaT 0TOeNsA3aHN CHOTBETHUTE
JlaTa u 4ac.

Cren paspexnaHe, CbXxpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.
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MNPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY 3 MUKPOT'PAMA/JIO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCIHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMHU)

0,2 ml pa3penena BakcuHa

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce usreryar 10 gosu mo 0,2 ml.
Karo n3nonseare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (IaKoHa C TAMIIOH 32
eHOKpaTHA yrmoTpeba, HAloeH C
AHTHCETITUIEH Pa3TBOpP.
Usreraere 0,2 ml Comirnaty 3a
KbpMaueTa U Jielia Ha Bb3pacT

6 Mecena /10 4 ronuHU.

TpsiOBa 1a ce U3MOI3BaT
CTIPUHIIOBKH W/WJIH UTJTH C MATbK
MBPTHB (HEU3IOI3BaeM) o0eM, 3a
na ce nzreraar 10 1o3u oT enuH
(hnaxon. KomOuHarusra ot
CTIIPUHIIOBKA ¥ UTJIa C MATTBK
MBPTHB 00eM TpsIOBa a nMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHITOBKY U UTJIH, MOYXKE J1a HAMa
JocTaThuyeH 00eM 3a M3TErJIIHE Ha
JeceT 103 OT e€ANH (PIIaKoH.
Bcsika mo3a TpsiOBa 1a chabpika
0,2 ml Bakcuna

AKXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pi1akOHa BaKCHMHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBpIETE (DIIAaKOHA U U3JTUITHUS
obeMm

W3xBBHpIeTe HEU3MoN3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe/l pa3pexiaHe.

H3xBBpasiHe

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO TpH6Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHUA.

7. HNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

(dakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/010

9. JATA HA TbPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoOHa uHoOpMaIKs 3a TO3M JCKApPCTBEH HPOAYKT € IPeIoCcTaBeHa Ha yeOcalita Ha EBponeiickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIMs OTHOCHO Oe30nmacHOCTTa. OT METUITMHCKHUTE CIICIIHATTUCTH Ce
M3KCKBA J]a ChOOIIaBaT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChOoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUSA IMTPOAYKT

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a HHXEKINOHHA AUCTICPCHST

nPHK Bakcuna cperry COVID-19 (mykneo3unno moaudumpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pI1aKOH Che CHBO Kamade. [la He ce pazpexa mpeau ynorpeoda.

Enun ¢nakon (2,25 ml) ceappska 6 nos3u mo 0,3 ml, Bukre Touku 4.2 u 6.6.

Enna noza (0,3 ml) ceabspxa 15 mukporpama to3uHamepaH (tozinameran) u 15 Mukporpama
punrozunamepat (riltozinameran), uPHK Bakcuna cpenty COVID-19 (BkiitoueHa B JTUMHAHH
HAaHOYACTHIIH).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponssesena c
U3I0J13BaHe Ha Oe3KkiIeThuHa iN Vitro tpanckpumiws ot chotBetHuTe JJHK-Marpuim, koguparin
BupycHus S (spike) nporenn Ha SARS-CoV-2 (opurunanna). Puiro3unamepan € eTHOBEPIIKHA,
5’-kenmpana unpopmarnnonsa PHK (uPHK), npoussenena ¢ usnon3paHe Ha Oe3kieTbyHa in Vvitro
TpaHcKkpumws ot chotBeTHHTe JIHK-MaTprnu, konupantu BupycHus S (spike) mpotenH Ha

SARS-CoV-2 (Omicron BA.1).

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JJEKAPCTBEHA ®OPMA

WmKeKMoHHa AUCTIepCust

Bakcunara npejictaBisaBa 0s1a 10 mouTtH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HHXESKIIMOHHA AUCTIEPCHSI € T0Ka3aHa 3a
aKTHBHA UMYHH3aIIUs 32 peBeHIus Ha 3abonsBanero COVID-19, npuunneno or SARS-CoV-2, Ha
JMIA Ha BB3pacT 12 U rmoBede roJJMHY, OIYYHIH IPEIH TOBA HA-MaJIKOTO KypC Ha ITbPBUYHA
BakcuHanus cpemry COVID-19 (Bxk. Touku 4.2 u 5.1).

Ynorpebara Ha Ta3u BakCHHA TPsIOBaA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETTOPHKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus
Hozara Comirnaty Original/Omicron BA.1 e 0,3 ml, mpunarana ©HTpaMycKyJHO.
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TpsOBa ma Ma HHTEPBAT OT HA-MaJIKO 3 Mecena Mexay pmiokeHneTo Ha Comirnaty
Original/Omicron BA.1 u npeauiHara, mocjaeIHo IpUIoKeHa, 103a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.1 e moka3ana camo Ipy JIMIA, NOJXYYUIH IPEAU TOBAa HalH-MaJIKOTO
Kypc Ha mbpBUYHA BakcuHarus cpemry COVID-19.

3a noapoOHa nHpOpPMaLUs OTHOCHO Kypca Ha TbPBUYHA BAaKCHHALIMS 32 Bb3pacToBata rpyna 12 u
MOoBeUe TOJMHHU, BIJKTE KpaTKaTa XapakTeprucTHKa Ha mpoaykTa 3a Comirnaty 30 Mukporpama/mosa
KOHIICHTpAT 332 MHKeKIMoHHA jaucniepcust 1 Comirnaty 30 MUKporpaMa/mo3a HHKEKIIMOHHA
JUCTiepcusl.

Heduampulma nonyiaauusi

BbesonacHoctTa 1 euxacHoctTa Ha Comirnaty Original/Omicron BA.1 npu aena Ha Bb3pacT 1moj
12 roauHuM Bee omie He ca ycTaHOBEeHU. JIMICBaT qaHHU.

HO}’IVJZCIUU}Z 6 cmap4yeckKka 6v3pacm

He ce nanara kopurupaHe Ha Jj03ata IpH JIMIA B CTApYecKa Bb3pacT > 65 rojauHu.

Hauun Ha OPHUITOKCHUC

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a HHXEKIIMOHHA AUCTIEPCHs TPsIOBa J1a ce
mpujiara MHTPaMyCKYITHO (BXK. Touka 6.6). /la He ce pa3pexaa npeau yrnoTpeoa.

®dnakonnte Comirnaty Original/Omicron BA.1 ceabpikar 6 no3u Bakcuna 1o 0,3 ml. 3a ma ce
U3TErJIAT 6 03K OT eiH (JIaKOH, TPsAOBA Ja CE U3IOJI3BAT CIPUHIIOBKH M/HJIA MIJIH C MATBK
(Heusnon3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPUHIIOBKA M MIJIA C MATbK MBPTHB 00€M TpsiOBa
Jla IMa MbPTBB 00€M HE TI0-TOJISIM OT 35 MHUKPOJIUTPA. AKO C€ M3IOJI3BAT CTAaHIAPTHH CIIPHHIIOBKH U
U, MOXeE J1a HAMa J0CTaThueH 00eM 3a M3TETIIsSIHE Ha IIECT J03H OT eauH (iaakoH. HezaBucumo ot
BHJIa HA CIIPUHIIOBKATA U MIJIaTa:

. Besika mo3a TpsioBa nma ceaspika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HAa OCTaHAJIaTa BHB ()JIaKOHA BAKCHHA HE MOXeE J]a JJOCTABU €JlHA IIs1a 1032
ot 0,3 ml, u3xBBpiere hIaKoHa ¥ U3IHITHAST 00eM.

o He cpOupaiite n3numrpiuTe BaKCHHA OT HAKOJKO (prrakoHa.

IIpenmnodnTaHOTO MACTO € AENTOUITHHUAT MYCKYJl B TOpHATa YacT Ha pbhKaTa.
He unxektupaiite BakcrHaTa HHTPABACKYJIapHO, TIOJIKOKHO HITU HHTPAIEPMAITHO.

Baxkcunara He Tpsi0Ba ja ce cMecBa B €JHa U ChIla CIIPUHIIOBKA C APYTH BAaKCHHU WUJIH JIEKAPCTBEHU
MPOLYKTH.

3a npeanasHuTe MEPKH, KOUTO TPSOBa J1a OBbJAT B3€TH NMPEAH MPHIOKEHUE HAa BAKCHHATA, BUXKTE
Touka 4.4.

3a yKkaszaHHs OTHOCHO pa3Mpa3siBaHETO, paboTaTa U U3XBBPJISIHETO Ha BAKCHHATA BHKTE TouKa 6.6.
4.3 IIpoTruBOmOKA3aHUS

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOE OT IIOMOIIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.
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4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

CGD'b)C‘lVGCWlGquEJZHOCWl u ClHCld)MJZaKC‘u}Z

Mma cpobimeHns 3a chOUTHS Ha aHadwIakcus. BuHaru Tps0Ba ga iMa Ha pa3oIoKeHUE TIOIXO A0
MEMIIMHCKO JICYCHHUE U HAaOJIIOICHUE B CyYail Ha aHA(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa HAall-MaaKo 15 MUHYTH clief
BakcuHanusATa. He TpsiOBa /1a ce mpuiiara ciieBaiia 03a OT BAKCHHATA Ha JIUIIA, TIOJTYYHIN

aHaduIakcHs ciies npeauinaa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrplrecTByBa MOBHUIICH PUCK OT MHOKapANT U MEPUKApAUT cien BakcuHarus ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE Pa3BUAT JI0 HAKOJIKO JTHU CJIe]l BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkute Ha 14 qau. Te ca HaOIrOaBaHU MO-YECTO CJIE]l BTOpaTa BAKCHHAIIUS M ITO-4ECTO IMPU FOHOITH
Y TIO-MJIaZN MbXe. HannyHuTe JanAn mokas3BaT, ye MPOTUIAHETO HA MHOKAPAWT U MIEPUKAPIUT CIIE]T
BaKCHHAIIMATA HE CE pa3jinyaBa OT TOBA PU MHUOKAPAUT WK TMEPUKAPAUT KATO 15110 (BXK. Touka 4.8).

MenumHCKATE CIeUATUCTH TPsIOBa Ja ObaaT OMUTENHHU 32 IPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcnHupanuTe nuia (BKIIOYATETHO POJAUTEINTE WM OOTPHKBAIIUTE
nuna) TpsioBa 1a ObaT HHCTPYKTHPAHH Ja MOTHPCAT He3a0aBHO MEITUIIMHCKA IOMOIL, aKO Pa3BUST
CHUMIITOMH, [TOKA3aTEIHU 32 MUOKAPANUT WM NEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) OOIKa B
IbPIAUTE, 3a0yX WIH NaJIUTALUU CJIE€] BAKCUHALAATA.

MeaunuHCKATE CIeHAINCTH TPSOBa 1a HAIPABAT CIPaBKa ¢ PhKOBOJICTBATA W/WJIH CIIESITUATMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

BbB Bpb3Ka ChC caMusl POIIEC Ha BAKCHHAIMSI MOTAT Jia Bh3HUKHAT PEaKInu, CBbP3aHH C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BAraIHN PEAKIINU (CHHKOI ), XUTICPBCHTHIIAIUS MU PEAKIHH,
CBBP3aHU ChC CTpeca (Hamp. 3aMastHOCT, MAJMUTALINH, YCKOPEHa ChpcUHa YeCTOTa, TPOMECHHU B
KPBBHOTO HAJISITaHEe, MApPECTe3usl, XUIIECTEe3Ms M U3MOTsABaHe). Peakiuure, CBbpP3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3BydYaBaT OT caMo cebe cu. XopaTa TpsOBa jaa ObIaT MOCHBETBAHU Ja HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCHHHPAIIHUS T'H 32 OlleHKa. BaXKHO € J1a ce B3eMaT Mpe/na3Hu MepKH, 3a Ja ce
NPEOTBPATH HapaHsIBaHE OT MPHIaIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH JIUIIA, CTPAIAIIH OT OCTPO TEXKKO (heOpriTHO 3200 1sIBaHe
i octpa uHpekws. Hammarero Ha neka nH(EKIMS U/Wii HEBUCOKA TeMIIepaTypa He TpsiOBa j1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.
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Tp0M60uum0neHu;z U HApYuwerHuAa Ha Kpvbeocvcupeanemo

KakTo mipu qpyry M”HTpaMyCKYJTHH WHKEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIIA, TIOyYaBaIld aHTUKOATYJIaHTHA TePAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyleHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIHIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€3011acHOCTTa Ha BAKCHHATA HE Ca OIIEHCHU MPH UMYyHOKOMIIPOMETHPAHH JIHIIA,
BKJTFOUMTEITHO TE3H, MOJTydYaBallld MMyHoCynpecuBHa Tepanusi. EpukacHoctra Ha Comirnaty
Original/Omicron BA.1 moxe 1a € mo-HUCKa [TPH UMYHOKOMIIPOMETHPAHH JIUIIA.

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi1 KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYyYBAHUS.

OZDCZHH’{QHH}Z Ha ed)ekmueyocmma HA eaKkcunama

Kakro npu Besika BakcuHa, BakcuHanusata ¢ Comirnaty Original/Omicron BA.1 mosxe na He 3amutu
BCHYKU BaKCHHHPAHH.

45 B3aumopaeiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu HA B3auMoelcTBHE
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.

CorbreTBanoro npuinoxkenne Ha Comirnaty Original/Omicron BA.1 ¢ apyru BakcuHu He €
HPOYYCHO.

4.6 @epTHaANTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Bce oitie nuricBaT n1aHHU OTHOCHO yroTpebaTta Ha Comirnaty Original/Omicron BA.1 mo Bpeme Ha
OpEeMEHHOCT.

Bce nak rosism o6eM JTaHHHM, OJTYy4YeHH OT HaOJI0ICHHETO Ha OPEMEHHH JKCHH, BAKCHHUPAHHU C
'bPBOHAYAIHO pa3pelieHara 3a ynorpebda Bakcuna Comirnaty rnpe3 BTOpHUS U TPETHUsI TPUMECTB, HE
NIOKa3BaT yBEJIMYaBaHE Ha CIydanTe Ha OPEMEHHOCT C HeKellaH U3Xo/1. Makap 4e TaHHUTE 3a U3XO0J
OT OpPEeMEHHOCTTA CJie]] BAKCHHAIIMS, IPOBEICHA [0 BPeMe Ha IIbPBHSI TPUMECTBP, TIOHACTOSILEM Ca
OrpaHHMYCHH, HE ce HaOJIF01aBa MOBHILCH PUCK OT CIIOHTaHeH a0opT. [IpoyuBaHusTa IPU )KUBOTHU HE
NIOKa3BaT NPEKH WIIM HEMPEKH BPEIHU e(PeKTH, CBbP3aHU ¢ OPEeMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH MOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
Twii KaTo pa3IMKUTE MEX/Y MPOIYKTUTE Ca OTPAHUYCHH JI0 CEKBEHIIMATA HA HIUTIOBHS MIPOTEHH U
HSIMa KJIIMHWYHO 3HAYMMU pa3iIMKH B peakrorenHocTTa, Comirnaty Original/Omicron BA.1 moxe na
ce mpuiiara 1o BpeMe Ha OpeMEeHHOCT.

Kopmene

Bce oitie nuricBat gaHHU 0THOCHO yrniotpebaTta Ha Comirnaty Original/Omicron BA.1 B mepuoja Ha
KbpPMEHE.

Bce mak He ce odakBat e(heKTH IpU KbPMEHU HOBOPOACHU/KbpMadeTa, Thil KaTO CHCTEMHATa
EKCITO3UITUS Ha BaKCUHATA IPU KbpMavKaTa € He3HaunTelHa. JJaHHuTe 0T HAaOIIOCHUETO Ha JKCHH,
KOHTO ca KbPMEITH CJie]] BAKCHHAIIMS C TbPBOHAYAITHO pa3pelicHaTa 3a ynorpeba BakcuHa Comirnaty,
HE TOKa3BaT PUCK OT HEXKENaHU ¢(EKTH MPU KbpMEHH HOBOpoAeHH/KbpMadeTa. Comirnaty

112



Original/Omicron BA.1 moxe ma ce mpujara B epruojia Ha KbpMEHE.

DepTUnuTeT

Ipoy4BaHusATA IPU KMBOTHH HE MMOKA3BAT MPEKH WK HENPEKH ()EKTH, CBBP3aHHU C PEIIPOIYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTn BBpXy CIOCOOHOCTTA 3a moupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.1 He moBnusBa WM MOBIUSIBA TPEHEOPEKUMO CIIOCOOHOCTTA 32
modupane u paboTa ¢ MamHU. Bee mak HAKou OT eeKTUTe, MOCOYCHH B TOUKa 4.8, MOraT BpeMEHHO
Jla TIOBJIMSISIT CIIOCOOHOCTTA 32 1modupaHe Wik padoTa ¢ MalluHH.

4.8 Hesxenanm JiekapcTBeHH peaKUUH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Comirnaty Original/Omicron BA.1

Yyacmuuyu na ev3pacm > 55 200unu — cneod 6ycmep 0oza Comirnaty Original/Omicron BA.1
(wemevpma 003a)

B moarpyma ot Ipoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT > 55 rouHu, 3aBbPIININ
BakcuHauus ¢ 3 go3u Comirnaty, ca momyuunu Oycrep (4eTBbpra n1o3a) Comirnaty

Original/Omicron BA.1 (15/15 pg) 4,7 no 11,5 mecena caen [lo3a 3. YyacTHHIUTE, HOTYyYHIH OycTep
(ueTBBpTa M032) Comirnaty Original/Omicron BA.1, ca uManu nepro Ha npociie/isBaHe ¢ MeTuana
Hai-majko 1,7 mecena.

OO6musAT mpodui Ha Oe30macHOCT 3a Oycrepa (uepTBbpTara 103a) Comirnaty Original/Omicron BA.1
€ mo100eH Ha TOo3HW, HabmomaBaH ciex OycTtepa (Tperarta mo3a) Comirnaty. Hait-uecturte HeXxxenmaHu
peaxIiy Mpy YIaCTHUIM Ha Bb3pacT Hal 55 roauHu ca 00Jka Ha MSICTOTO Ha HHXekTupane (> 50%),
ymopa (> 40%), rnmaBobonue (> 30%), muanrus (> 20%), Brpucane u aptpanrus (> 10%). He ca
YCTaHOBSHHM HOBH HeKejlanu peakiuu Ha Comirnaty Original/Omicron BA. 1.

Yuacmuuyu na év3pacm 18 0o <55 coounu — cieo 6ycmep 0oza monosanenmua Omicron BA.1
(vemevpma 003a)

Bbe3omacHoctTa Ha OycTep mo3a Comirnaty Original/Omicron BA.1 npu nuiia Ha Bb3pacT

18 1o <55 roguHu e eKcTpanonupaHa oT JaHHUTE 3a 0€30MacHOCT OT moArpyna ot 315 Bp3pacTHH Ha
BB3pacT 18 10 <55 roauuu, nonyunim Oycrep (4eTBbpTa 1032) Omicron BA.1 30 g (MOHOBaJIEHTHA)
cJeN 3aBbpIIBaHe HA BakcHHANMATA ¢ 3 mo3u Comirnaty. Haii-uecTuTe HeXKeTaHU PEakIIny IIPH TE3H
YYaCTHHIM Ha Bb3pacT 18 10 <55 roauHu ca 6osika Ha MACTOTO Ha WHKekTupane (> 70%),

ymopa (> 60%), rimaBodosue (> 40%), muanrust (> 30%), Brpucane (> 30%) u aprpanrus (> 20%).

Comirnaty 30 ug

Yuacmnuyu na evspacm 16 u noseue 200unu — cieo 2 0o3u

B IIpoyusane 2 o6mo 22 026 yyacTHHIIM HA BB3pacT 16 uiu nmoBeye roAMHU ca MOIyYHIId Haid-
Mmankoto 1 no3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MoBeue TOAMHU ca
noTy4riiy Totare6o (Brmrountenao 138 u 145 ronomm Ha 16- u 17-roguiiHa Bb3pacT ChOTBETHO B
rpymnara ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactauiu Ha Bb3pacT 16 unm moseye
TrOJMHU ca noxydmnu 2 go3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1ane00-KOHTPOIMPAHUS 3acilelieH IepHo Ha pociesiBaHe 0 JaTHTE Ha pa3ciensBaHe Ha
yuacTHUIMTE, 00110 25 651 (58,2%) yyactaumm (13 031, momyuwnu Comirnaty, u 12 620, momyuunnu
miare60) Ha BB3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBAaHN B IPOIBDKEHNE Ha > 4 Mecena ciiel
BTOpaTa jo3a. Tosa BrmouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
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mare00) ygactHunu ot 16- 1o 55-rogumiaa Be3pact u 0610 10 540 (5 327, nonyunnu Comirnaty, u
5 213, nmonyuniu miamnedo) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-yecTute HesKeNIaHM PEAKIIMU NMPH YYACTHUIIMTE HA BB3pAcT 16 v moBeYe TOAWHH, TOTYUHIH

2 1o3u, ca 0oJka Ha MACTOTO Ha uiKekTupane (> 80%), ymopa (> 60%), rmaBodomue (> 50%),
muanrus (> 40%), srpucane (> 30%), aprpanrus (> 20%), nupekcus 1 mogyBaHe Ha MSICTOTO Ha
utkextupane (> 10%) 1 0OMKHOBEHO Ca JISKH HITH YMEPSHHU TI0 HHTESH3UTET U OT3BYUYaBaT B PAMKHUTE
Ha HIKOJIKO JIHHU CJIe/l BAKCHHAIIMATA. MaJIKO I0-MaJika 4YeCTOTa Ha ChbOUTHUITA HAa PEaKTOTeHHOCT CE
CBBP3Ba C MO-TOJISIMA Bh3pacT.

[IpodurbT Ha Ge3omacHOCT npu 545 yyacTHULM HA Bb3pacT 16 1 moBeve roANHH, BAKCHHUPAHU C
Comirnaty, kouTo ca ounu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI00CH Ha
HabJI01aBaHMsI IPY 00IATa HOMyJIaLusl.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0osu

[Ipu ananu3 Ha TaHHKUTE OT JBITOCPOUHOTO MPOCIIEsiBaHe 3a Oe3onacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, Hoay4uiu miaedo) ca
MpoCIeAsIBaHU B MIPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUTE
3a 6e3onacHocT B [IpoyuBane 2 npoabinkasa.

OomwmsT npoduin Ha 6ezomacHocT Ha Comirnaty mpu IOHOIIH Ha BB3pacT 12 10 15 roauHu € nojo0eH
Ha HaOJI01aBaHMs [IPY YYaCTHHULIM Ha BB3pacT 16 u nmoBeue roaunu. Hail-uecTure HexenaHu peakuu
IpHY IOHOIIX Ha BB3pacT 12 10 15 roauHu, nonydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHXXEKTUPaHE
(> 90%), ymopa u raBobonme (> 70%), muanrust u Brpucane (> 40%), apTpanrus U MAPEKCHs

(> 20%).

Yyacmuuyu na evspacm 16 u nogeue coounu — cred bycmep 0o3a

Enna moarpymna ygactaHunu BbB (aza 2/3 nHa [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 10
55 romuHHM, 3aBBPIIWIN MEPBOHAYATHUS 2-1030B Kypc ¢ Comirnaty, ca moiay4uin OycTep 103a
Comirnaty npubnusurenHo 6 mecera (auanasoH 4,8 no 8,0 mecena) cien Jlo3za 2.

O6mumaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus cief 2 go3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYaCTHUIIUTE Ha Bh3pacT 18 10 55 roxuHu ca 6oiaka Ha MACTOTO Ha
umkektupane (> 80%), ymopa (> 60%), rnaBobonue (> 40%), muanrus (> 30%), BTpucane u
aprpanrus (> 20%).

B IlpoyuBane 4, miane60-KOHTPOIUPaHO MPOYYBaHE C IPUIIOKESHUE Ha OycTep 103a, yYaCTHHIM Ha
BB3pacT 16 1 moBede roauuu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrep mo3a Comirnaty

(5 081 ygyactauum) nim mwiane6o (5 044 yqacTHUIIN) Hai-Manko 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karo 1151710, mpu yuacTHHIIUTE, KOMTO ca MOIYYHIH OycTep /1033, MeAHaHaTa Ha BPEMETO
Ha TpocieasiBaHe cie OycTep mo3aTa 10 JaTaTa Ha 3aKiIrouBaHe Ha gaHHute (5 okromepu 2021 1) ¢
2,5 mecena. He ca ycTaHOBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

bBycmep 0o3a cned nvpeuyna eakcunayus ¢ 0pyaa paspeuwtena 3a ynompeba saxcuna cpewy COVID-19

B 5 HezaBucuMu npoyuBaHus 3a yrnorpebara Ha Oyctep no3a Comirnaty npu Jina, 3aBbpIIInd
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna
Oycrep 103a), HE Ca YCTAHOBEHN HOBH JAaHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CnuchK Ha HEXKEJNAHU PEaKUK OT KIMHUYHYU n3nutBanug Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctMapketunrosus onut ¢ Comirnaty, Ipu Jinma Ha Bb3pacrt 12 u

NOBCYC I'OAWHH, B TabIMYeH BUT

Hexenanure pCaKkuuu, Ha6J'I}O)_IaBaHI/I IO BpEMC Ha KIIMHWUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I nmo-aoJy,
CBIVIACHO CJICIHUTE KaTCTOPHHU 110 YECTOTA:
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Msoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 mo < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
Mpuoro peaxu (< 1/10 000),
C Heu3sBecTHa YyecToTa (OT HAJIMYHUTE JaHHH HE MOXe Ja ObJie HalpaBeHa OLCHKaA).

Ta6auna 1:  Hexesanu peaknuu oT KIMHUYHUTE npoyuBanus Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u oT noctmapkeTuHroBusi onut ¢ Comirnaty npu Junma
Ha Bb3pacT 12 1 nopeyve roiMHM
Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
opraHeH YecTH (>1/100 go |(=>1/1000 mo| (=1/10000 peaKu yecToTa (0T
KJ1ac (= 1/10) < 1/10) < 1/100) hi () (< 1/10 000) HAJTHYHHUTE
< 1/1 000) JaHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenuns Jlnmbane-
Ha KPbBTa U HOMaTus"
nuMpHaTa
cucremMa
Hapymenns Peaxmun Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucremMa YYBCTBH-
TEJIHOCT
(mamp.
00puB,
LIpypHTYC,
ypTHKapus’®,
aHTHOEEM®
Hapymenuns Hamanen
Ha amneTuT
MeTabonmn3ma
1 XPaHEHETO
Icuxuunn bescrhue
HapylIeHus
Hapymenus I'maBoGonme 3amaiiane"; | OcTpa ITapecresus’;
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucremMa JULEeBa
napanmza®
Copaeunn Muoxkapaut';
HapylIeHUs [epukapaut"
CromarHo- Huapus® lanene;
YpEBHU TloBpbiane’
HapyIICHUS
Hapymienust Xwunep- Epurema
Ha KOXaTa u XHUIPO3a; myatudopme”
MOJIKOYKHATA Hourau
ThKaH M3IIOTSIBA-
HUS
Hapymenns Aptpanrus; bonxka B
Ha MYCKyJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cucTema u
ChEIUHUTEITHA
Ta ThKaH
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Cucremo- MHoro YecTn Heuectu Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 go |(=>1/1000 xo| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) hi (1 (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Texxko
Ha MEHCTPYyaJTHO
BB3MPOU3BOIN KbpBEHE®
TEeHAaTa
cuUcTeMa u
rppAaTa
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; Obummpen
HApyIICHUS U | MICTOTO Ha | Ha msctoTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WHXKEKTH-| JIOKEHHE; BaKCHHHPaHUSA
MSICTOTO Ha pase; paHe IIpyputyc KpailHUK';
OpUIOKEeHHEe | YMopa; Ha MSICTOTO Otoxk Ha
Brpucasne; Ha UHXXEK- JIALETO™
ITupexcus®; TUpaHE
OTtok Ha
MSICTOTO Ha
WHKEKTH-
paHe

a. [Ilo-romsima yecrora Ha umdanenonarus (2,8% cupsimo 0,4%) e HaOmoaBaHa NPU YYaCTHUIIN, TTOITYYHIN
Oycrep no3a B [IpoyuBane 4, B CpaBHEHHUE C YYaCTHHIIHU, NOJTYYWIN 2 JIO3U.

6. Kareropusra no uecrora 3a ypTUKapusi 1 aHTHOEJIEM € “peaku’”.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynara ¢ n”PHK Bakcunarta

cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e nmpuiioxeHa Ha

yaactauka) u Jau 3, 9 u 48 cnen [lo3a 2. Hama cpoOImmeHus 3a cirydan Ha ocTpa nepudepHa JTUIeBa

napanmsa B TpymnaTa ¢ miamnebo.

Hexenana peakiusi, yCTaHOBEHA CIle/l pa3peliaBaHe 3a yrnorpeoa.

OrtHacs ce 3a pbKara, Ha KOSITO € TIOCTaBeHa BaKCHHATA.

[To-rosnsiMa yecToTa Ha MUPEKCHs € HAOJII0laBaHa cje]] BTopara J103a B CpaBHEHHUE C ITbpBaTa 703a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OWJI MHXKEKTHUPaH JepMajieH

($urBp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

3 IloBeyero ciryyan u3riex/ja He ca CEPUO3HH U Ca C BpEMEHEH XapakTep.

¥ o R

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum u nepuxapoum

[ToBUILIEHUAT PUCK OT MUOKAPIUT cjiel BakcuHalus ¢ Comirnaty € Hali-BUCOK IPH FOHOIIM U T10-
MIIaid MBXkKe (BXK. Touka 4.4).

JlBe ronemu (hapMakoeHIEMHOIOTHYHH IPOYYBAHYS, TIPOBEICHH B EBpoma oreHsBaT mo-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe ciiell BToparta qo3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa 03a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JIOIBITHUTENHHU ciiydast Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIN U MBbKE, B CPABHEHHE C
xopa 0e3 excrio3uus. B apyro npoyuBane 3a nepuog ot 28 nHu ciel Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbmauTenHN cinydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIITHY FOHOIIH U
MBKe, B CpPaBHEHHUE € XOpa 0e3 eKCIO3HIINA.

OI‘paHI/I‘IeHI/I JAaHHU TTOKa3BaT, Y€ PUCKBT OT MUOKAPAUT U NNCPUKAPAUT CJICA BAKCUHALIUA C Comirnaty

MIPH JIe11a Ha BB3pacT oT 5 10 11 roawHu U3riexaa mo-HuChbK, OTKOJIKOTO TP Te3W Ha B3pacT OT 12
1o 17 roouuu.
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Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIUU CIIe]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOIYKT € BaykHO. ToBa M03BOJIABA A2 POIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIIUATIICTH CE U3MCKBA J]a ChOOIIaBaT BCSIKA
MOJI03MPaHa HeXellaHa Peakius uype3 HaMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HATMYCH.

4.9 Ilpeno3upane

WMa HamyHM JaHHM 32 TIPeI03UpaHe MPU 52-Ma YYaCTHUIIU, BKJIIFOYCHU B KIIMHUYHOTO U3IIUTBAHE,
KOWTO TIOPaJIH TPEIKa B pa3pekaaHEeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
CHOOIIABAT 3a OBUIIICHA PEAKTOTCHHOCT MJIM HEXEIIaHU PEaKIny.

B ciyuaii Ha mpeo3upane ce mpernopbyuBa MPOCeAsBaHe Ha )KU3HEHUTE QYHKIMH U BE3MOKHO
CHUMIITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMHMYHHU CBOIiCTBa

dapmakoTeparneBTH4Ha rpyna: BakCUHH, Apyru BupycHu Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e mog ¢popmara Ha TunuaHu
HaHOYAaCTHILIM, KOETO MO3BOJIABA JOCTaBsAHETO Ha Hepemnuiupama ce PHK B knetkure
TFOCTONPUEMHHIIH, 34 J1a HACOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABE TOYKOBU MYyTallUH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEIUHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTerHa B aHTHT'CHHO MPEIIOYNTaHa IpeQy3nOHHA CTPYKTYypa. BakcuHaTa nmpeau3BrUKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

Comirnaty Original/Omicron BA.1

OmHocumenHa uMyHo2eHHOCM HA 8AKCUHAMA NPU YYACMHUYY HA 8b3pacm > 55 eodunu — cied
bycmep oosa Comirnaty Original/Omicron BA.1 (vemsvpma doza)

[Ipu MexxauHeH aHanu3 Ha nmoarpyna ot [Ipoyusane 4 (Iloanpoyusane E), 610 Bb3pacTHU Ha Bb3pacT
HaJ 55 ToauHM, 3aBBPIIIN cepus oT 3 go3u Comirnaty, kato 6ycTep mo3a (4eTBbpTa 103a) ca
noyurin 1 ot caeqaute: Comirnaty (30 pg) mmm Comirnaty Original/Omicron BA.1 (15/15 pg).
GMR ¥ cTeneHTa Ha CEPOIOTHYCH OTTOBOP Ca OICHsABaHU Ha 1-Busi Mecel] cie/] OycTep BaKCHHAIUS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narara Ha 3akarouBaHe Ha gaHHHUTE 16 Maii 2022 T.,
TOBA Ce sIBSIBa IIEPUO/] Ha IpociesBaHe cies Oycrep no3a ¢ meauana 1,7 mecena. bycrep no3ara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npunarana 4,7 no 11,5 mecena (Meauana 6,3 mecera)
Clle/l TpeTaTta J103a.

[IppBUYHATA LIE)T HA aHATU3a € 1a Ce HAIpaBH OLIEHKA 3a MPEBB3X0ACTBO, TI0 OTHOLIEHHE HAa HUBOTO
Ha TUTHPA HAa HEYTPaJIM3UPAIIUTE aHTUTENA, U 32 He M0-MaJika e()UKaCHOCT, [0 OTHOIICHUE Ha
CTETIEHTa Ha CEPOJIOTHYEH OTIOBOP, Ha IMYHHHS OTTOBOD cpenry Omicron, HHIYIUPaH OT J103a
Comirnaty Original/Omicron BA.1 (15/15 pg), B cpaBHEHHE ¢ OTTOBOpA, IPEAU3BUKAH OT /1032
Comirnaty (30 pg), mpuaokeHa KaTo YeTBbPTa 1034, IPU YUACTHHIIN, KOMTO BeUe ca OHIH
BakcuHupanu ¢ Comirnaty, Ha Bb3pacT HaJa 55 TOAUHU.
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ITocturnaro e mpeBb3xoacTBo Ha Comirnaty Original/Omicron BA.1 (15/15 ug) cipsimo Comirnaty
(30 pg), Twit kaTo mosHATA rpaHua Ha 2-ctpanuus 95% JIW 3a GMR e > 1 (Ta6nuna 2).

CeponoTHYHUAT OTrOBOP ce ehMHUpPa KaTo MOCTUTaHEe > 4 IbTH MOBUINICHUE OT U3XOIHO HUBO
(Ipenu BakCHHAIMATA B IPOYYBAHETO). AKO CTOWHOCTTA TIPY H3MEPBAHETO Ha U3XOJHOTO HUBO € T0]T
LLOQ, croiinoctn > 4 x LLOQ cien BakCHHAIMATA CE CYUTAT 33 CEPOJIOTUIEH OTTOBOP.

Paznukara B IMPOLCHTUTE HAa YYaCTHUIIN, TIOCTUTI'HAJIN CEPOJIOTUUCH OTTOBOP KbM BapuaHTa Omicron,
Mmexay rpynara ¢ Comirnaty Original/Omicron BA.1 (71,6%) u rpynata ¢ Comirnaty (57%) e 14,6%

(2-ctpanen 95% JIU: 4,0%; 24,9%). CrnenoBateHo € IOCTUTHATA HE TO-MaJika e(hHUKACHOCT.

Ta6auna 2: MoagnpoyuBane E - Cpeqno reoMeTpuyHO CHOTHOLIIEHUE IPU CPABHEHUETO MEKIY

rpynuTe Ha BAKCHHHUTE — y4acTHUIM Oe3 faHHU 32 nHGexknusa 10 1 mecer cien
Jo03a 4 — pa3mupeHa KOX0OpTa — NOArpyna 3a UMYHOT€HHOCT — YYACTHHUIHM HA
Bb3pacT HajJ S5 roaHu — nonyJiaums, OleHUMa 32 HMYHOT€HHOCT

Bpemena
TOYKA 32
I'pyna Ha BakcuHa B3eMaHe
(xaKTo ca Ha GMT GMR
AHayu3 PAHIOMHU3UPAHH) npoba® | N° (95% JAN®) (95% JIN")
Tect 3a Comirnaty 4558
HeyTpaju3alys Ha (30 pg) 1 mecenr | 163 | (365,9; 567,6)
SARS-CoV-2 - Comirnaty
Omicron BA.1 - Original/Omicron BA.1 711,0 1,56
NT50 (Tutsp) (15/15 pg) 1wmecery | 178 | (588,3;859.2) | (1,17; 2,08)
Tecr 3a Comirnaty 5998,1
HeyTpaju3alus Ha (30 pg) 1 mecenr | 182 |(5223,6; 6 887,4)
SARS-CoV-2 - Comirnaty
pedepenTeH mam - Original/Omicron BA.1 5933,2 0,99
NT50 (tTutsp) (15/15 pg) 1 mecenr | 186 |(5188,2; 6 785,2)| (0,82; 1,20)

Cokpamenus: JIU = noseputenen uarepsain, GMR = cpenHo reomerpuuno crotHomenne; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = nosHa rpaHuna Ha KOIMYECTBEHO OMpeAeisHe; N-CBbp3BaHE = CBBP3BAHE C
nHykieonporenHa Ha SARS-CoV-2; NAAT = rect 3a amminukanums Ha HyKJIeMHoBH kucenunu; NT50 = tutep
Ha HeyTpaJIM3UpaliTe aHTUTela, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK oCTBp
pecrupaTopeH CHHAPOM KOPOHAaBUPYC 2.

3abenexka: [loarpyna 3a UMyHOr€HHOCT = ITPOM3BOJIHA U3BajKa OT 230 yyacTHHIM OT TPYIUTE BAKCHHUPAHHU,

n30paHu OT pa3lIMpeHaTa KoXopTa.

3abenexka: B ananuza ca BKIIOYEHH ydyacTHHIU O3 CEPOJIOTMYHU MIIM BUPYCOJIOTHYHU JIaHHU (Ipein

B3€MaHETO Ha KPbBHA MP0o0a Ha |-BHs Mecel] ciiel BAKCHHAIMATA B TIPOYYBAHETO) 32 MUHAIA HHPEKIHUS ChC

SARS-CoV-2 (1.e. oTpuniatensu 3a antutena ¢ N-cBpp3BaHe [cepyM| Ha BU3UTHTE 32 BAKCHHALIUS B

MPOYYBAHETO W | MeceI clie] BAKCHHAIMATA B IIPOYYBAHETO, ¢ OTpHHaTeneH pe3ynrat oT NAAT (HazanHa

HaTPHUBKA) HA BU3NTATA 32 BAKCHHAIMA B IPOYIBAHETO U HA BCSIKA HEIUIAHMPAHA BU3HTA MIPEAN B3EMAaHETO HA

KpBBHA IIpoba Ha 1-BHs Mecell cliel BAKCHHAIIMATA B POYYBAHETO), KakTo U 0e3 anamHe3a 3a COVID-109.

a. OmpeneneHo MO MPOTOKOJ BpEeME 3a B3eMaHE Ha KPBBHU MPOOH.

6. N =0poii y4acCTHUIM C BaJMHU U SICHU PE3YyJITaTH OT TECTa 3a IOCOYCHHUS aHAIIU3 B J]aJIeHaTa BpeMeBa
TOYKa 32 B3eMaHe Ha 1pooa.

B. GMT u 2-ctpannure 95% JIW ca nzuucieHn upe3 CTeNeHyBaHe Ha CpeHaTa JOrapuTMUYHA CTOMHOCT Ha
tuTpuTe U choTBeTHUTE JIU (Ha Oa3ara Ha t-pasnpenencHuero Ha Student). Pesynaratute ot aHamu3a mnoa
LLOQ ca 3amanenu karo 0,5 x LLOQ.

r. GMR u 2-ctpanrute 95% JIU ca n3uncienn ape3 CTENeHyBaHEe HA CpeIHATA PAa3JIMKa B JIOTAPUTMHIHHUTE
CTOWHOCTH Ha TUTpHTE (TPyIa Ha BAKCHHATA HA ChOTBeTHUS pex - Comirnaty [30 Hg]) u ceotBetHus JIU (Ha
Oa3zata Ha t-pasnpenenenuero Ha Student).

Comirnaty 30 pug

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOTOHAIIMOHAIHO, PaHJIOMH3UPAHO, TIIANe00-KOHTPOIHPAHO,
3acienceHo 3a Habmroaarens nmpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J103aTa, CEICKIUS Ha
KaHJU/IaTH 32 BaKCUHA U e()UKACHOCT IIPU YYACTHHIIM Ha BB3pacT 12 1 moBeye rouHH.
PanmoMuzanmsiTa € crpaTuduIIMpana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacT, 16- 1o 55-roaumiHa
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BB3pACT, WK Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

> 56 roxuan. OT MPOYYBAHETO Ca U3KIIOYEHH YIACTHUIIN, KOUTO Ca UMyHOKOMIIPOMETHPAHH, U
YUYACTHUIM C MPEAUIIHA KIMHIYHA WK MUKpoOuonornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIECTBYBAILO CTAOMIIHO 3a00IsIBaHe, OMpeIesIeHO KaTo 3a00IsBaHe, KOETO He
Hajiara 3Ha4YMMa IPOMSIHA B TEPAIUTA WM XOCHHTAIN3aLKs [TOPAIH BIOIIaBaHe Ha 3a00IIBAaHETO
npe3 6-Te CeIMHIH MTPEAN BKJIIOYBAHETO, KATO YYACTHUIIN C U3BECTHA CTAOMIHA HH(EKIHUS C YOBEIIKU
umyHozaeduuuter supyc (HIV), Bupyca na xenarut C (HCV) nnun Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 0o3u

B gacrra aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau a0 14 Hoemspu 2020 .,
npubsmzutento 44 000 yyacTHUIM ca paHIOMHU3UPAaHU IOPABHO U TpsOBa Aa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanu3bT 32 €pUKaCHOCT BKITIOYBA YYACTHUIIH, HA KOUTO
BTOpaTa BaKCHUHALM € HalpaBeHa B paMkuTe Ha 19 1o 42 nuu ciiex mppBata BakcuHanus. [loBeuero
(93,1%) BakcuHMpaHu ca MONy4YUiId Bropata no3a 19 no 23 nuu cnen Jlosa 1. [lnanupano e
y4acTHHUIIMTE Aa ObJaT npocieasBanu 10 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30MacHOCTTa U
epukacHocrra cpeury COVID-19. B KMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Jia
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THY Npeau U ciell NIPIIOKEHUETO Ha NPOTUBOIPUIIHA
BaKCHHa, 3a Jia moyryyat win miane6o, win uPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
NpOy4YBaHe OT YUYACTHHUIUTE CE € M3UCKBAJIO JIa ChOII0AaBaT HHTEPBAI OT MUHUMYM 60 JTHU Tipean
WK CJIeJ KaTo ca UM OMJIM NMPHUJIOKEHH KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
HUMYHOIJIOOYJIMHY B pAMKHUTE Ha BPEMETO /10 3aBbPILIBAHE Ha MIPOYUBAHETO, 3a Ja NOTy4aT HIIH
mtane6o, win nPHK Bakcuna cpemry COVID-19.

[Monymnanusra 3a aHaM3 HA TbPBUYHATA TOYKA 32 €(PUKACHOCT BKJII0YBa 36 621 ydacTHUIN Ha
BB3pacT 12 u noBeue rogunu (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymnara ¢ miane6o), 6e3 nannu 3a npeauinHa nHpexus cbe SARS-CoV-2 no 7 auu ciex BTopara
no3a. JlomsimanTenHo nMa 134 ygacTHHIN Ha BB3pacT Mexay 16 u 17 roguaun (66 B rpynara ¢ nPHK
BakcuHaTa cpemy COVID-19 u 68 B rpymara c miane6o) u 1 616 ygacTHuny - Ha BB3pacTt 75 u
noseue roaunu (804 B rpynata ¢ uPHK Bakcunata cperry COVID-19 u 812 B rpynara ¢ iane6o).

KbM MOMeHTa Ha TbPBUYHHS aHAJIN3 32 PUKACHOCT YYACTHUIIUTE Ca MPOCIIE/SIBAHN 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 061110 2 214 yoekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u 06110 2 222 40BEeKOTOAWHY B IpymaTa ¢ mianeoo.

Hsima kTMHAYHO 3HAYUMHM Pa3HKH B 00IaTa e()MKaCHOCT Ha BaKCHHATA TPH YUYACTHUIIH C PUCK OT
texka Gpopma Ha COVID-19, BKITIOYUTETHO Te3U ¢ | WM MOBEYE ChITHTCTRAINY 3200 ISIBaHSI, KOUTO
yBeIM4aBaT pucka ot Texxka opma Ha COVID-19 (manp. actma, nHnekc Ha tenecHara maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHUS).

WNndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabmuna 3.

Ta6auna 3:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus 1eH cien Joza 2 — nonyyanus, oneHuMa 3a epuxacHoct (7 1HH)

bpBa nosisa Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU €3 JaHHU 32
npenuinHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% AN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)

119




Ha Bb3pacT 65 u 1 19 94,7
MOBeYE TOANHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBHIIA

Ce WJIN 3aCUIIeHa KallUIHIa, HOBOIIOSBUII C€ MJIM 3aCHJICH 3a/lyX, BTpUCaHe, HOBOIIOSIBUIIA CE MJIM yBEIMYeHa

60Jika B MyCKYJIUTE, HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MUPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHULM O€3 CEpOIOTHYHH ¥ BUPYCOJIOTHYHHM JIaHHU (TIpey 7-MuUsl JIH Clie]
mocjieaHara 103a) 3a MuHaaa uadexnus cb¢ SARS-CoV-2 (T.e. oTpurateany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busuta 1 u meotkputr SARS-CoV-2 ¢ Tect 3a ammmndukaris Ha HyKJIEHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [Ha3amHa HaTpuBKa| Ha Busutn 1 1 2) 1 ¢ oTpHIIaTeNeH pe3yaraTt
ot NAAT (Ha3ayiHa HATPUBKA) IPH BCSKA HEIIAHWpPaHa BU3WUTA MIPeH 7-Musl JeH ciex J{o3a 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA IpyTIa.

Nl = Bpo#i y4acTHUIH, OTTOBAPSIIIN HA ONIPEISICHUETO 3a KpaiHaTa TovKa.

B. OO0 nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa To4Ka IpU BCUYKH
Y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 10 OTHOLIEHHE Ha KpaliHaTa Touka. BpeMeBuAT nepuon 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpas Ha repuoja Ha HaOJIIoJeHHeE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

n. JByctpannust noseputesneH unrepsai (J{1) 3a edpukacHOCT Ha BakcHHATa € MOJIyYeH Ha 06a3zaTa Ha MeToza
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. JIM He € KopurupaH 3a MHO>KECTBECHN
aHaJIN3M.

o

Edukacuocrra Ha u”PHK Bakcunara cperry COVID-19 npu npeBeHILUsATa Ha IIbpBa MOsIBa Ha
COVID-19 ot 7-mus aeu ciex o3za 2, B cpaBHeHHE ¢ m1anedo, e 94,6% (95% noBeputesieH HHTEpBaI
ot 89,6% 1o 97, 6%) npu yyacTHHALIM Ha 16 1 TTOBeYe TOJUHY ChC WU 0e3 JJ0Ka3aTeCcTBa 3a
npeauirHa uadpekius cbe SARS-CoV-2,

JlonrbIHUTENHO €AMH MOATPYTIOB aHAIN3 Ha IbPBUYHATA KpaiiHa TOUKa MOKa3Ba CXOJHH OLICHKU Ha
TOYKaTa 332 €PUKACHOCT B TPYINHUTE IO MOJ, ETHUYECKA PUHAUIC)KHOCT U YIACTHHUIIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBBP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

I/ISB’prHeHI/I Ca aKTyaJIu3upaHu aHaJIM3U 3a e(i)I/IKaCHOCT IIpY HAJIMYMUETO Ha AOITBJIHUTCIIHHA,
notBbpAcHU cnydan Ha COVID-19, Hatpynanu ce o BpemMe Ha 3acJeneHOTO MIare00-KOHTPOIMPaHO

OpoCICASABAHC, O6XBaH.IaI]_IO nepuoga a0 6 MEcCCa CiIcq I[osa 2B nomyJiiagudaTa 3a e(I)I/IKaCHOCT.

Axryanu3upanara nHpopManus 3a ehUKacHOCTTa Ha BAKCHHATA € Tpe/icTaBeHa B Tabmnuma 4.

Tabauna 4:  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH caen
Jo3a 2, no Bb3pacToBU NOATPYNH — YYACTHHIH (€3 IaHHM 32 MPeIUIIHA
undexuus cb¢ SARS-CoV-2* npeau 7-mus aeH cien Jlo3a 2 — nonysaanus,
oueHnMa 3a epuxkacHoct (7 IHM), 10 BpeMe HA MJIane00-KOHTPOJIMPAHUS MEePHO]
Ha npocJjeasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N#=20 998 N#=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Beuuku ygacTHHIH® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9;92,7)
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Ha Bb3pacT 65 u 7 124 94,5
MOBeYE TOANHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieHH Ype3 MoIMMepa3Ha BeprKHa peakiys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUIIA CE UJIH 3acHIInIa

Ce KallUTHIA; HOBOIIOSIBIII CE WJIM 3aCHIIUII CE 3alyX; BTPHUCAHE; HOBOIOSIBIIIA CE WK YBEIHUYWIIA ce OOJIKA B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPUC; BB3MAJICHO I'bPJI0; UAPHS; IOBPBIIAHE).
B ananu3a ca BKJIFOUCHH YYAaCTHHIM O¢3 TaHHU 3a MuHana uHpekims cbc SARS-CoV-2 (1.e. oTpunaTenHu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Bmswutu 1 u 2) u ¢ otpunarenes pesynrat or NAAT (Ha3amHa HaTpUBKA) TIPU BCSIKA HETIAaHUpPaHa BU3HUTA
npemu 7-must AaeH ciex J{o3a 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TPyTIa.

nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEICTICHUETO 3a KpaifHaTa TOYKa.

B. OO0m mepuox Ha HabmoaeHne B Xxwisian (1 000) oBekoroMHY 3a TajieHaTa KpaiiHa TOYKa MPH BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPyIa IT0 OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha iepuojia Ha HaOJIroIcHHE.

r. n2 = 0poil Ha YYaCTHUIIUTE B PHCK IO OTHOIICHUE HA KpaiiHaTa TOYKa.

n. JByctpannust 95%-eH nosepureneH uarepsai (1) 3a epukacHocT Ha BakCHHATa € NIOJTy4YeH Ha Oa3ara Ha
merona Ha Clopper u Pearson, kopurupas crpssMo BpeMeTo Ha HaOJIIOICHUE.

e. BxiiouBa moTBBpACHU Cilydau MpU yYaCTHULIM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunata
cpemry COVID-19; 16 B rpynara ¢ mare6o.

o

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK Bakcunata cpemry COVID-19
npu npeBeHuunTa Ha nosisa Ha COVID-19 ot 7-mus cien J{o3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuona, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHMHHUPAIIUTE IUPKYIUPAIIN IIaMOBE NP YYaCTHUIMTE B HOMYJIAIMATA, OLIEHUMA 32 e(UKACHOCT,
cbc win 0e3 gaHHM 3a npeauinHa uHpekust cbec SARS-CoV-2.

HOHBHHI/ITCHHO AKTYaJIM3UPAHUTEC aHAJIN3U 3a e(i)I/IKaCHOCT 110 IOATPYIIX ITOKa3BaT CXOAHU TOYKOBU
OIICHKHU 3a e(i)I/IKaCHOCT B I'PyHNUTE 110 I10JI, ETHUYCCKA NPHUHAJICKHOCT, reorpa(i)CKo IMOJIOXKECHHUE U IIPpU
YUYACTHHUIIUTE ChC CHIIBTCTBAIIM 3a00JSIBAHUS U 3aTUILCTSABAHE, CBhP3aHHU C BUCOK PHUCK OT TEKKa
dhopma Ha COVID-19.

Eduracrnocm cpewy mescka popma na COVID-19
AKTyanv3upaH aHaJdu3 Ha BTOPUYHUATE KPaHU TOYKH 3a €PUKACHOCT MoAKperrs mon3ata ot nPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorBpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATA cpelty Texka popma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauniHa uHpekus cbe SARS-CoV-2 (Tabnuma 5), Thid KaTo
oposT Ha ciydaute Ha COVID-19 npu yuactHunm 6e3 npeauiiHa uadekmus cbe SARS-CoV-2 e
CBINUAT KATO TO3W IPH YIACTHUIM ChC WM Oe3 mpeauinHa nHpexus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cpemry COVID-19 u Ha muiane6o.
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Tabdauuna 5:  EduxacHocT Ha BakcHHATa — TbpPBa MosiBa Ha Texkka popma Ha COVID-19 npu
YYACTHMIIM ChC WM 0e3 npeauimHa uHdexknus cbec SARS-CoV-2 Ha 6a3ara Ha
onpeieJIeHHETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe u Jekapcrearta (Food
and Drug Administration, FDA)* ciex lo3a 1 wiau ot 7-mus nen ciaen lo3a 2 B
nepuoAa Ha MpocJjesiBaHe Ha MIane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Ciayyan Cayvan
ni? ni? Eduxacnoct Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
naduonenne (N2°) nadsonenne (N2° (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu caen Joza 2° 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieH: Ype3 MoIMMepa3Ha BepIKHa peakys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA

Ce KalUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUITIII Ce 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM yBEIMUYMIIA ce OOJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJICHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanmuue Ha Hai-Maiko

1 ot cnexnure:

e  KiuHMYHM NpPHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsiBaHe (JIMXaTeTHa YecToTa
> 30 BaumBaHMs B MMHYTa, ChpJieuHa 4ecToTa > 125 ynapa B MUHYTa, KUCIOpoaHa caTyparus <93%
Ha CTaeH BB3yX Ha MOPCKOTO PAaBHUILE MM CHOTHOLICHHE HAa apTEPUATHOTO NMaplMaIHO HAJIsIraHe Ha
KHCJIOPO/a KbM (pakimsaTa Bauinad kuciopoa < 300 mm Hg);

e JluxaTemHa HEAOCTaTHYHOCT [OIIpe/eIeHa KaTo Hy)XK/Ja OT IT0JaBaHe Ha KMCIIOPO]] C BUCOK IMOTOK,
HEMHBa3MBHA BEHTHJIAINS, MEXaHIMYHA BEHTIJIAINS WIH eKCTPAaKOpIIopaiHa MEMOpaHHa OKCHTCHAIUS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a MIOKOBO CHCTOSTHHE (CHCTONMYHO KPBBHO Hassrane < 90 mm Hg, aunacTonmyHO KPBEBHO
Hamsrade < 60 mm Hg wim Hy)Ia oT Ba30mpecopn);

e 3HauuMa ocTpa ObOpeYHa, YepHOAPOOHA MITK HEBPOJOTHYHA TUCQYHKITU;

e [IpuemaHe B OT/IC/IEHUE 32 HHTCH3UBHU TPHXKHY;

e  CwmbppT.

nl = bpoit yuacTHHIIH, OTTOBAPSILIN HA OTIPE/ICIICHUETO 3a KpalfHaTa TO4Ka.

n2 = Bpoii Ha yyaCTHHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa ToYKa.

B. JIBycTpaHHmAT noBepureneH uaTepBai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoa
Ha Clopper u Pearson, kopurupas cupsiMo BpeMeTO Ha HaOIIIOCHHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha 1puiata HanuHa (Moaudunupana intent-to-treat) momymnarwus ot
yYacTHUIM, oy4dmy J{o3a 1, 3a orljeHKa Ha e(pUKACHOCTTA, KOATO BKIIFOUBA BCHUKH PAHIOMHU3UPAHH
YYaCTHUIIH, TIOTYYMIIN Hali-ManKkoTo 1 1032 OT 3MUTBaHATA MHTCPBCHIIHS.

n. 06w nepuon Ha HaOroneHue B xwsian (1 000) 9oBekoroAnHY 3a JaJicHaTa KpaifHa TOYKa IIPH BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHHE Ha KpaliHaTa Touka. BpeMeBUAT mepuo 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot [lo3a 1 1o kpast Ha meproia Ha HaOJII0IeHUE.

e EduxacHocr, oneHena Ha 6a3aTta Ha IOMyJIAIUATA, OIIEHIMA 3a e(hrKacHOCT (Ha 7-Mus A€H), KOSITO BKITIOUBA
BCHYKH IOJIXOSIINA PAaHIOMHU3UPAHH YYaCTHUIIM, HOTYYHIM BCHYKH 03K OT U3MTMUTBAHATA HHTEPBEHIIMS,
KaKTO ca paHIOMU3UPAHH B IPEABAPUTEIHO OTIPEAEIICHHUS IPO30peL, 03 IPYTH ChIIECTBEHH OTKIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPE/ICICHO OT KIIMHHUIINCTA.

x. OOwm neprox Ha HabmoaeHue B xwrsian (1 000) yoBekorouHu 3a a/ieHaTa KpaifHa TOUYKa IIPH BCHUIKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIIa 110 OTHOIIEHHE HA KpalHaTa Touka. BpeMeBHAT repros 3a HaTpynBaHe
Ha ciyvyan Ha COVID-19 e ot 7-mus nen cien Jlo3a 2 1o kpas Ha Iepuo/ia Ha HaOIIoICHHE.

S

Eguxacnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cied 2 003u

[Tpu mepBoHavaneH ananu3 Ha [IpoyuBane 2 npu roHOMmM Ha BB3pacT 12 g0 15 romuau (¢ MenuaHa Ha
NPOIBIDKUTEIIHOCTTA Ha MpociieAsBane > 2 Mecena cien Jlo3a 2) 6e3 JaHHu 3a mpeauiIHa nH}pexuus,
Hama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciydas npu 978 ydacTHHIIH,
nosryunid toiane6o. ToukoBara orneHka 3a epukacHoct e 100% (95% nosepurenen unrepsan 75,3;
100,0). IIpu yuacTHuIM cbe WU O€3 NaHHM 32 IpenuinHa nHpeknus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, u 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TI1a11e00.
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ToBa chIIo MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT ¢ 100% (95% nosepurenen natepsan 78,1;
100,0).

AKTyaM3upaH¥ aHAIH3M 32 €(PUKACHOCT ca HalpaBeHU MIPH JIOMMBIHUTEITHA TOTBHPICHU CITyyau Ha
COVID-19, Bb3HuKHAIH 10 BPEME Ha 3aCJICNEHO I11ae00-KOHTPOJIUPAHO MPOCIeasiBaHe, KOETO
npejIcTaBIsiBa JIo 6 Mecela ciiel 7103a 2 B IOMyJiausTa 3a eQukacHoCT.

B axtyanuzupanus ananus 3a euxacHocT Ha [IpoyuBane 2 npu 1oHOImHN Ha Bh3pacT 12 1o 15 rogunm,
0e3 TaHHY 3a NMpeuITHa HHPEKIys, HaMa cirydan nipu 1 057 ydacTHHIM, MOMYYHIIM BaKCUHATA, U UMa
28 cnyvas npu 1 030 yuactaunm, nomyuniu riane6o. ToukoBaTa ouenka 3a epukacaoct € 100%
(95% noseputenen untepsan 86,8; 100,0) npe3 nepuona, korato BapuaHTbT Ajia € JOMHUHHPALIUST
nupKynupani mam. [Ipu ygacTHUIM che Wi Oe3 TaHHM 32 MpeauinHa nHpekims uma 0 cirydas npu

1 119 yvactauim, nomyuniau BakcuHata, v 30 ciaydas npu 1 109 yuactHunm, nomydwin mianeoo.
ToBa chI110 MOKa3Ba, Ye TOUKOBaTa oleHKa 3a eduxacHocT ¢ 100% (95% nosepurenen unrepsai 87,5,
100,0).

B IlpoyuBane 2 e npoBeieH aHAIIM3 HA TUTPUTE HA HEYTPAIM3HPAIINTE AaHTHUTENA CPEILY
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClTydacH MPUHIIMIT MOATPYa y4acTHHUIN 0e3
CEPOJIOTMYHH UJIM BUPYCOJIOTUYHM JTaHHM 32 MUHasa uH(ekius cbe SARS-CoV-2 o 1 mecer cien
Jo3a 2, cpaBHsBaIIl OTTOBOPA ITPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u nmpu
y4YaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CBHOTHONICHHETO Ha CPETHO TEOMETPUYHHUTE TUTPH (geometric mean titres, GMT) nipu BB3pacToBaTa
rpyna 12 no 15 rogunu crpsiMo Be3pacroBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CiemoBaTeiHO € TOCTHIHAT KPUTEPHUAT 3a HE Mo-MaJika e(DUKaCHOCT, KOMTO €
choTHOIIeHHE 1,5 , Thil KaTo JoNMHATa TpaHuia Ha 2-ctpanaus 95% JIU 3a cpeiHo reOMETPUIHOTO
choTHOIIeHHE (geometric mean ratio, GMR) e > 0,67.

HUmynoeennocm npu yuacmuuyu na vspacm 18 u noseue 2oounu — cneo bycmep 0o3a
EdextuBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce 6a3upa Ha OIIEHKa Ha THTPUTE Ha
HeyTpanuzupammre antutena cpeury SARS-CoV-2, namansBaiiyu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [TpoyuBane 2. B ToBa npoyuBane Oyctep Jo3aTa € IpuIoKeHa 5 10

8 Mecena (Meanana 7 Mecera) cieq Bropara go3a. B [Ipoyusane 2, ananusute Ha NT50 1 mecery cnen
OycTep A03aTa, CpaBHSIBAHU ¢ Te3W | Mecell ciell MbpBUYHATA Cepus, PH JIUIa Ha BB3pacT 18 mo

55 roguau 6€3 CepOIOTHYHH WIIM BUPYCOJIOTHYHH JaHHU 3a MUHaia nHpekusa cbc SARS-CoV-2 no
1 mecen cnen OycTep BakCHHALUS ITOKAa3BaT HE MO-MaJika ePUKACHOCT 110 OTHOILIEHHE KaKTO Ha
cpemaHo reoMeTpuaHOTO choTHOMeHHe (GMR), Taka n Ha pa3iauKaTa B CTEIICHTAa Ha CEPOJIOTHUYEH
o1roBop. CeponornyHusAT OTTOBOP NP €IUH YYaCTHHUK CE€ OIIpeesis KaTo IOCTUIraHe Ha > 4 IbTH
nosuienne Ha NT50 oT u3xoqHO HUBO (Ipear TbpBUYHATA cepusi). Te3u aHan3u ca 0000IIeHH B
Ta6mmna 6.
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Taoauna 6: Tect 3a HeyTpanusanus Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne na GMR u ceposiornynust otroBop 1 Mecelr ciien
OycTep mo3a cupsiMo 1 Mecen cJjie] MbPBUYHA CepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunau 6e3 naHHu 32 nHpexkuns A0 1 mecely ciea dycrep 103a* — momyJaanusi,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 mecen ciren

Oycrtep no3a/- | Ilocturnara
1 mecen ciien | 1 mecelr cjien | meJt 3a He TO-
1 mecen ciien IbPBHYHA IbPBHYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenno
reoMeTpu4eH TUTHP
HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJISIBAIIL
BHpYCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2120 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) I
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3upalmre
aHTHTe]Aa,
HaMaJIsiBalI| 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200" | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%") I

Cokpamenuns: [ = noseputenen uarepsai, GMR = cpenno reomerpuyuno crotHomeHne; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO onpeesiHe; N-CBbp3Balll = CBbP3BAalll
nykneonporenta Ha SARS-CoV-2; NAAT = recr 3a ammindukaius Ha HyKJIeuHoBH kucennnu; NT50 = tutsp
Ha HeyTpaJI3UpaliTe aHTUTeIIa, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTopeH CHHApPOM KopoHasupyc 2; JI/H = na/me.
t SARS-CoV-2 NT50 e onpejienieH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanusaius Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3non3Ba (GuyopecleHTeH pernopTep BUPYC, MOJIyUeH OT Iama
USA_WAL1/2020, u BupycHaTa HeyTpaau3aIys ce OTINTa BbB Vero KieThuHr MoHocioese. NT50 Ha
poOuTe ce Ompeaens KaTo peHUIPOIHOTO CEPYMHO paspexaane, mpu koeto 50% ot Bupyca ce

HEYTpaJIu3upa.

B ananm3a ca BKIIIOYEHN YIaCTHUIM 0€3 CEPOIOTHYHU WIIN BUPYCOJIOTHYHHU NaHHE (10 1 Mecer cnen Oycrep

no3a Comirnaty) 3a muHaxa nHpEKIws cb¢ SARS-CoV-2 (T.e. orpunaTenau 3a N-cBbp3BaIly aHTUTENA
[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) 1 ¢ oTpuuareneH pesynrar or NAAT
(Ha3anHa HATPUBKA) NIPU BCSAKA HEIUIAaHMpaHa BU3UTa J10 1 Mecel] cien OycTep 1o3a.

I+

Benukn nmopxonsimuy y4acTHUIM, noiy4ynin 2 1o3u Comirnaty, KaKTo ca paHIOMHU3UPaHU ITbPBOHAYAITHO, C

npuioxkeHa J[oza 2 B paMKuUTe Ha MpeABapUTETHO onpeaesieHus mpo3opet (B pamkute Ha 19 1o 42 nuu crnen
Ho3a 1), monyuunu Oyctep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/ISIICH PE3yaTaT 32 UMYHOTCHHOCT
ciez OycTep /03a MPHU B3eMaHe Ha KPBB B PAMKHTE Ha MOJXOAI Mpo3opell (B paMkute Ha 28 10 42 1HU
cien Oycrtep mo3aTa) U 0€3 IPYTH CHIIECTBEHU OTKIOHCHHS OT IPOTOKOJIA, KAKTO € OTPEIEIICHO OT

KIIMHUIIUCTA.

a. N =0poif yYaCTHUIIN C BAIUIHU U ACHU PE3yNATATH OT aHAIH3a U B IBETE BPEMEBH TOUKH 32 B3eMaHE Ha
po6a B paMKUTE Ha OMPEICHUS TIPO30PeIl

6. GMT u 2-ctpanute 95% AW ca u3uncieHn upe3 CTENEeHyBaHe Ha CPEAHATA JIOTApUTMUYHA CTOIHOCT Ha
tutpuTe U chorBeTHUTE JIU (Ha Oa3ara Ha t-pasnpeneneHuero Ha Student). Pesynratute ot aHamm3a mox
LLOQ ca 3amangenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIU ca u3uncieHn upes3 cTEICHyBaHe Ha CpeHATa PAa3IUKa B IOTAPUTMUIHHUTE
CTOMHOCTH OT aHanm3a u cboTBeTHUTE /I (Ha O6azata Ha t-pasnpenenenunero Ha Student).

r. He mo-manka epukacHOCT € JekIapupaHa, ako JA0JHaTa rpaHuia Ha 2-ctpanuus 97,5% JI1 3a GMR e
> 0,67 1 ToukoBaTa oreHka 3a GMR e > 0,80.

J. N = Opoi y4aCTHHLM C BAJMAHU U SICHU PE3YJITAaTH OT TECTA 3a IOCOYEHUS aHAIN3 HA M3XOHO HUBO, 1 Mecer
cien Jlo3a 2 u 1 mecer ciien Oycrep 1o3aTa B paMKHUTE Ha ONpeIeHHsI Tpo3opetl. Te3u CTOMHOCTH ca
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3HAMEHATEIU MPH MPOICHTHATE U3YUCICHUS.

e. Opoil yyacTHHIM ChC CEPOJIOTHUEH OTTOBOP 32 Ja/ICHHs aHAIN3 TIPH Jla[IeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipoba. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnnka B ChOTHOIICHUATA, M3pa3eHu Kato mporeHT (1 mecerr cien Gycrep mo3a — 1 mecer cien J{o3a 2).

Kopurupan 2-ctpanen /I na Wald 3a pa3nnkara B ChOTHOIIEHHUATA, U3pa3eHa KaTo MPOIICHT.

He mo-manka edukacHOCT € Aexapupana, ako JoHaTa TpaHuma Ha 2-ctpaHHus 97,5% [ 3a npomneHTHaTa

pasnuka e > -10%.

w

Omunocumenta eqpuKacHOCm Ha AKCUHAMA NPU YHACIHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
bycmep 003a

B enun MexauHeH aHanm3 3a edukacHOCT oT [IpoyuBane 4, Turae60-KOHTPOIUPAHO MPOYIBAHE C
NpUIIOKeHUe Ha OycTep 103a, mpoBeaeHo npu npudausurenano 10 000 ygactHUIM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot IIpoy4BaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HaTpyIlaHU Hali-paHo OT /-MHMs JA€H ciiesl OycTep BaKCHHALMATA J0 JaTaTa Ha 3aK/II0UBaHE HA JaHHUTE
5 oxtomBpu 2021 r., TOBa ce ABSBa NEpUO Ha MPOCIEAsIBaHE cliell OycTep A03a C MeanaHa

2,5 mecena. byctep no3ara e npunoxkena 5 no 13 mecena (menuana 11 mecena) ciex Bropara 103a.
OrneHeHa e ehMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUIHATA CEPUS
B CpaBHEHHE C IpylaTa ¢ 11anedo BMecTo Oycrep 103a, oJydusia caMo IIbpBUYHATA CEPUS.

HNudopmanusTa 3a OTHOCUTENHATA e(DUKACHOCT Ha BAKCUHATA TIPH YYACTHUIIM HA BB3pacT 16 U moBeue
roauHu 0e3 AaHHU 3a npeauinHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 7.
OtHocuTenHaTa ehUKaCHOCT Ha BAaKCHHATA IPH YYaCTHUIIM ChC U 0€3 TaHHU 3a MPEIUIIHA HHPEKIUSI
cbC SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogoOHO Ha Ta3w,
Ha0JIf01aBaHa TP YYaCTHUIM O€3 IaHHU 3a npeauinHa HHPEeKIHs. BposT Ha MbPBUYHUTE CIIy4an Ha
COVID-19, nabmogasanu oT 7-Mus IeH cieq OycTep BakCHHALMATA, € 7 B rpynara ¢ Comirnaty u

124 B rpynara c miaue6o.

Tabauua 7: EduxacHocT Ha BakcuHaTa — nbpBa nosisa Ha COVID-19 ot 7-must aeH cJien
O0ycTep BAKCHHAIMSA — YYACTHMIH Ha Bb3pacT 16 1 noBeve roanHu 0e3 JaHHU 3a
uH(peKnus — nonyaanus, oeHuMa 3a epuKacHoOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq 0ycTep 1032 NP YYACTHUIIM 0€3 TaHHHU 32
npenuimHaa nHpexnus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N2=4 695 N=4 671
Cayuyau Cayuaun OTHocuTeIHA
n1% n1® eduxacHocT Ha
Bpeme Ha HaOmonenune® | Bpeme Ha HaG0neHne” BakcuHara" %
(n2") (n2") (95% JAU°)
ITbpBa nosiBa Ha
COVID-19 or 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCUHALIWS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpICHHUTE ClTydau ca OMpPECIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKIus ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUIIA CE UJIH 3acHIIMIa

Ce KallUTHIA; HOBOIIOSIBIII CE WJIM 3aCHIIWII CE 3alyX; BTPUCAHE; HOBOIOSBUIIA CE WM YBEIHUYWIIA ce OOJIKA B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPHC; BB3MAJICHO I'bPJI0; JUAPHS; IOBPHIIAHE).

B ananu3a ca BKJIFOUCHH YYaCTHHITU 0€3 CEPOIOTUYHU M BUPYCOJIOTHYHH JaHHU (TIPEAU 7-MHS JCH CIIC]T

Oycrep BakcuHanusTa) 3a MuHana uadexus cb¢ SARS-COV-2 (T.e. OTpHLIATENHH 32 aHTHUTENA C

N-cBbp3Bane [cepym] Ha Busuta 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc

orpumnatener pesynratr oT NAAT [Ha3anmHa HaTpHUBKA] IPH BCSAKA HEIUTAHMpPaHa BU3UTA TIPeIH 7-MHUsS I€H

cien OycTep BaKCHHALIUATA).

N = Bpoil yyacTHUIIM B [TIOCOYEHATA rpyna.

nl = bpoif yuacTHHIIM, OTTOBapsILK Ha ONPEJICIEHUETO 3a KpaliHaTa TOUKa.

B. OO nepuon Ha HabmoaeHue B xwisiau (1 000) oBekoroanHu 3a AajicHaTa KpaiHa TOYKa IPH BCUYKU
Y4aCTHUIIM BbB BCsKa PUCKOBA IpyIia MO0 OTHOIICHUE HA KpaitHaTa Touka. BpemeBusT nepuoj 3a HaTpynBaHe
Ha ciaydaun Ha COVID-19 e ot 7-must ieH ciier OycTep BaKCHHAIIUATA JI0 Kpasi Ha epHo/ia Ha HaOJII0ICHHE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

na.  OtHocutenHa eUKACHOCT HA BAaKCHHATA B Ipymata ¢ Oycrep jo3a Comirnaty B cpaBaeHue ¢ mianebo

IS
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rpymarta (6e3 0ycrep 103a).
e. JIBycrpannusT noBeputeneH uateppai (/1) 3a oTHocuTeHa e(hUKacCHOCT Ha BAKCHHATA € IMOJTydeH Ha OazaTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HabOJroieHue.

Hmynoeennocm na 6ycmep 003a cied NvbpeUdHa 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcuna cpeuty COVID-19

U3BoauTe 1o oTHOLIEHNE Ha epeKTUBHOCTTA Ha OycTep no3a Comirnaty (30 pg) npu nuna,
3aBBPIIMIY MbPBUYHA BAKCHHAIIMS C Apyra pa3pelineHa 3a ynorpebda Bakcuna cpemry COVID-19
(xereponokHa OycTep 103a), ce OCHOBABaT Ha JAHHUTE 32 IMYHOT€HHOCT, MTOJTy4YeHH OT HE3aBUCHMO
OTKPHUTO KJIMHUYHO npoyuBane (paza 1/2 na Hanmonanuure 3apasau unctutytr (National Institutes of
Health, NIH) (NCT04889209), mpoBezero B CheUHEHHUTE ATH. B TOBa Mpoy4YBaHe BH3PaCTHH
(mmamnazon 19 mo 80 rogwHM), KOUTO ca 3aBBPIIMIH ITEPBUYHA BAKCHHAIIUSA CHC CEPHS OT 2 03U
Moderna 100 pg (N = 51, cpenna Bwp3pact 54+17), equnnuna go3a Janssen (N = 53, cpeana Bp3pact
48+14) unu cepus ot 2 no3u Comirnaty 30 ug (N = 50, cpeana B3pacT 50+18) Haiit-Manko

12 cepMuIM ipeid BKIFOYBAHETO UM B IMMPOYYBAHETO U B aHAMHE3aTa Ha KOUTO HE ce ChOoOIIaBa 3a
uHpeknus cbec SARS-CoV-2, ca momyunnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty naaynupa yBenndasane Ha GMR Ha TuTpute Ha HeyTpanuzupamre anturena 36, 12 u 20
IIBTH CHOTBETHO CJIe IbPBUYHKTE 103K Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHanus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneTo CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHIOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
OycTtep BakcuHAus ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHH yUaCTHUIH (C MEIaHA
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTUICH Anana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cperry COVID-19 na AstraZeneca, nicesaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
TUTPHUTE Ha HEYTPAIM3UPALIUTE aHTUTENA ce yBenu4dana 21,6 MbTH ¢ MPUIIaraHeTo Ha XeTEPOJIOKHA
Oycrep no3a Comirnaty (n = 95).

IlenuaTpuyHa momysamus

EBporefickarta areHIust 1o JeKapcTBara oTiiara 3aIbDKEHHETO 3a MPEA0CTaBsIHE Ha PE3yNTaTUTe OT
npoyuBanusaTa ¢ Comirnaty B rieaMaTpuyHaTa momyaius npu npeserius Ha COVID-19 (k.

Touka 4.2 3a nHPOpPMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexknuHanaHuTe TaHHN HE TIOKAa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHUTE
MIPOYYBAHUS 32 TOKCUYHOCT IPU MHOTOKPATHO MPHJIaTaHe, PEPOAYKTHUBHA TOKCHYHOCT M TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycCKyJTHO (TIOTy4aBaiiy 3 MbJIHU JT03U 32 X0pa
BEIHBK CEIMUYHO, TEHEPUPAIIM OTHOCUTEIHO BUCOKH HUBA IIPH IUTHXOBE MOPaIH PA3INIMsITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJbK OTOK M €PUTEM Ha MSICTOTO Ha MHXKEKTHpAHE U YBEJIHUYaBaHE Ha
OenuTe KPBBHU KIETKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIHs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Bewnuku edextu ca Omim oOpaTuMu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4YBaHUs HATO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuan 1 ”PHK) na uMat reHoTOKCHYEH MOTCHITUAI.

126



PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca M3CJICBAHU MPH ILTHXOBE B
KOMOWHHUpPaHO MpOoyYBaHe Ha PEpTUINTETa M TOKCUYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
NpUJIarad HHTPAMYCKYJIHO Ha JKEHCKH TUThXOBE Mpean Yi(TOCBAHE U 110 BPEME Ha I'eCTaIus
(monyyaBamy 4 HJIHU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pa3In4usATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MKy JieH 21 mpeau yndToCBaHETO U TeCTallnOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanuaupaniy antutena cpemy SARS-CoV-2 uma npu KUBOTHHTE
MalKy OT epro/ia peu YUPTOCBaHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATAJECH JieH 21, KaKkTo
nipu (heTycute U nmokosieHueto. Hama cBbp3anu ¢ BakcHHaTa e)eKTH BBPXY (PEpTUIINTETA,
OpemMeHHOCTTa WM eMOPHO(ETATHOTO Pa3BUTHEC WM PA3BUTHETO HA TIOKOJIEHNETO. JIMTICBAT JaHHM 3a
Comirnaty OTHOCHO TIpEMHUHABAHETO HAa BAKCHHATA Mpe3 TUIANEHTAaTa WIN €KCKPEIUATa B MIIIKOTO.

6. DAPMAIIEBTUYHHU JAHHU

6.1 Cnucbk Ha HIOMOIIHHUTE BELIECTBA
((4-xumpoxcubyTrin)azane i )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuetunenrnukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapomnn-sn-riunepo-3-hochoxonun (DSPC)

Xonectepon

Tpomeramon

TpoMeTamMoIIOB XHUAPOXIIOPHL

3axaposa

Bo/a 3a uHXeKIuH

6.2 HechbBMeCcTHMOCTH

To3u jekapcTBEH MPOAYKT He TPsOBa Jla Ce CMeCBa C IPYTH JIEKapPCTBEHHU MPOLYKTH.

6.3 Cpok Ha rogHOCT

HeotBopen duakon

3ampasen aaxon

18 meceria, korato ce chbxpansiea npu -90°C mo -60°C.

Baxkcunara ce nosnydaa 3aMpaszeHna npu -90°C go -60°C. Cnen nosyuyaBaHe 3aMpa3eHaTa BaKCUHA
MO3Ke 1a ce chxpansaBa win npu -90°C g0 -60°C, wu npu 2°C g0 8°C.

Koraro ce cpxpansiBat 3ampazenu mpu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHa MOTAT Jia
ce pasmpasar mpu 2°C no 8°C 3a 6 gaca, a eMHUIHA (PIIAKOHU MOTAT J]a Ce pa3MpassT MpHU CTaitHa

temrepatypa (1o 30°C) 3a 30 MUHYyTH.

Pa3MDa3€H d)ﬂaKOH

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C o 8°C B pamkute Ha 18-Mecednus cpok Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OlakoBKa Tps0Ba Jia ce 3aluilie HOBUAT CPOK Ha FOJTHOCT U BaKCHHATA TPSIOBA Jla ce M3I10JI3Ba
WK J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3aJipacka.
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. Axo BakcuHata ¢ noinydeHa npu 2°C mo 8°C, T TpsoOBa 1a ce cpxpansasa npu 2°C mo 8°C.
CpOoKBT Ha TOMHOCT BHPXY KaPTOHEHATA OITAKOBKA TPsiOBa /1a € OWIT KOpUTHpaH, 3a 1a 0Tpa3sBa
CpOKa Ha TOJTHOCT MPH ChbXPaHEHUE B XJIAJIWIHUK U TbPBOHAYAITHHUAT CPOK HA TOJTHOCT TPIOBa
Jla € OWII 3apacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (JIAKOHU MOT'aT Ja Ce ChXPaHABAT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpasenuTe QakoHH MOXKeE Jla ce pabOTH B YCJIOBHS Ha CTallHa CBETIIMHA.
Cuaen pa3mpassiBaHe BAKCHHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmxKJIOHEeHUA NpU CbXpaHeHue 6 XAAOUTHUK

o JanHuTe 3a cCTaOMIHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (iakoH € ctabuieH 1o 10 ceqmuiy,
KOraTo ce CbXpaHsBa Ipu temneparypa oT -2°C go 2°C, B pamkute Ha 10-ceIMUYHHA IEPHOA
Ha cpxpanenue mexnay 2°C u 8°C.

. JlanHuTe 3a CTAaOMIIHOCT MOKa3BaT, 4e (PIIakoHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Mpu
temneparypa 8°C no 30°C, BkmtounTtenHo a0 12 gaca cien mbpBOTO IpoOHUBaHE Ha
3aImyIaikara Ha (JiakoHa.

Tazu uaopmanus e npeaHa3HaueHa J1a YI'bTH MEAUIIMHCKATE CIIEINAINCTH CaMO B ClTy4ail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIIOHEHUE.

OtBOpeH G1akoH

Joka3zana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT IO BpeMe Ha ynoTpeba 3a 12 waca mpu 2°C mo 30°C,
KOETO BKJIIOYBA /10 6 yaca Bpeme 3a TpaHcriopTupane. OT MUKpOOHOIOTHYHA TII€HA TOYKA, OCBEH aKO
HAYMHBT HAa OTBApsIHE M3KIFOYBA PHCKOBE OT MUKPOOHA KOHTAMHHALMSA, TPOIYKTHT TPsiOBa 1a ce
M3M0J13Ba BegHara. AKO He ce M3MO0JI3Ba BEHAra, BpEMETO U YCIOBHUTA Ha ChbXpaHEHUE 110 BpeME Ha
yrnorpeba ca OTTOBOPHOCT Ha TOTPEOHUTEIS.

6.4 CneuuaJHM ycJI0BHUS HA CbXpaHeHUe

Ja ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja CE MPE/IIa3h OT CBETIHHA.

[lo BpeMe Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U U30sATrBaiTe
W3JIaraHe Ha NpsiKa CI'IbHYEBA CBETIMHA U YJITPaBUOJIETOBA CBETIIMHA.

3a ycioBUsTa Ha ChbXpaHEHHE CIIE Pa3MpassiBaHe U IbPBOHAYATIHO OTBApsHE BUXKTE TOUKa 6.3.
6.5 Bwuau chbabp:kaHue HA ONAKOBKAaTa

2,25 ml qucniepcus B mpo3paveH MHOT01030B ¢uiakoH (cTekio tut |) 2 ml cbe 3amymanka
(cunaTeTHYHA OPOMOOYTHIIOBA TYMa), C aATyMUHHEBA O0KATKa W OTYYIBAIIIO CE€ CHBO IJIACTMACOBO
karnade. Beeku ¢uiakoH cbibpika 6 103U, BUXKTE TOUKa 6.6.

Bunose onakosku: 10 guakona i 195 diakona

He Bcuukn BHIOBEC OIMAKOBKH MOTIarT Ja 6T>,Z[aT IIyCHATHU Ha I1a3apa.
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mo3a Tps6Ba a ce MPUTOTBH OT MEAUIIAHCKH
CIICIHAIIKCT, KaTO CE M3II0JI3Ba aCENTHYHA TEXHHKA, 3a J]a CE rapaHThUpa CTEPUITHOCTTA Ha

MMpUroTBCHATAa JUCIICPCHA.

INPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA JUCHEPCHUS (JIMLA HA 12 1

HNOBEYE I'OAMHMN)

CuBo kanaue

Original/

Jla He ce

Comirnaty

Omicron BA.1

paspe:xna

[porepete nanu GpIakoHBT € ChC CHBO
TUTACTMACOBO Karade U CUB KOHTYD,
OrpaxkJialll eTHKeTa, U JIaId KIMETO Ha
npoaykra ¢ Comirnaty
Original/Omicron BA.1

(15/15 mukporpama)/no3a MHKEKIIMOHHA
JUCTICPCHSL.

AXO (ITaKOHBT € ChC CHBO TIACTMACOBO
Karaye U CUB KOHTYP U HIMETO Ha
npoaykra ¢ Comirnaty

30 MuKporpama/m03a HHKEKIIHOHHA
aucnepeuns win Comirnaty
Original/Omicron BA.4-5 (15/15
MHUKpOTpamMa)/no3a HHXEKIIHOHHA
JMCIIEPCHsI, MOJIsI, HAlIpaBeTe CIIpaBKa ¢
KpaTKaTa XapakTepUCTHKA Ha MPOJAYKTa
3a Tasu Gopma.

A0 ()ITaKOHBT € C JIMJIaBO IIACTMACOBO
Karage, MOJIs, HalpaBeTe CIIpaBKa C
KpaTKaTa XapakTepUCTHKA Ha MPOJAYKTa
3a Comirnaty 30 MUKporpama/mo3a
KOHLCHTpAT 3a MHXXCKIITMOHHA
THCTIEPCHSI.

Ax0 (pIaKoOHBT € C OpaHKEBO
TUIACTMACOBO Karaue, MOJIsi, HalpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha
npoaykra 3a Comirnaty

10 mMukporpama/no3a KOHLEHTPAT 3a
HWHXCKIIMOHHA AUCTICPCHUA UIN
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/no3a KOHIIEHTpAT 3a
HMHXCKIIMOHHA TUCTICPCHUs.

AKko (py1akoHBT € ¢ KahsBO-ICPBEHUKABO
TUTACTMACOBO Karade, MOJIsl, HalpaBeTe
CTpaBKa ¢ KpaTKara XapakTepHUCTHKA Ha
mpoaykra 3a Comirnaty

3 MUKporpama//103a KOHIIEHTPAT 3a
WHKCKIIMOHHA JUCTICPCHSL.
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HOPEAN YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCUS (JIMLIA HA 12 1

HNOBEYE I'OAMHMN)

~

Jla ce cbXxpaHsiBa /10
10 ceamuuu npu
2°C no 8°C,
KOpPUTHpaiiTe cpoka
HA TOIHOCT BBPXY
KapToHeHaTa
OMaKOBKA.

AKO MHOTOJJ030BUSIT ()JIaKOH ce
ChbXpaHsBa 3aMpa3eH, Toil TpaOBa 1a ce
pasMpasu npeau ymorpeoa.
3ampazenute (aakoHu TpsOBa Ja ce
NpeHecar B cpefa ¢ Temneparypa 2°C
1o 8°C, 3a 1a ce pa3Mpassr;
pa3Mpa3siBaHETO Ha eJHa OMaKOBKa C

10 ¢nakoHa Moxe 1a oTHeMe 6 Jaca.
YBepere ce, ue QIIaKOHUTE Ca HAITBITHO
pa3mpaseHu mpeau yrnorpeoda.

Crnen npemecTBaHe Ha (pIakoHHUTE 32
cwxpanenune mipu 2°C mo 8°C,
KOPUTHpPANTe CPOKa Ha TOXHOCT BHPXY
KapTOHEHaTa OMaKOBKa.

HeotBopenure ¢rakoHu Morar fa ce
cexpansBat 10 10 cemmumm ipu 2°C 1o
8°C, 0e3 1a ce mpeBHIIaBa
OTIIEYaTaHUAT CPOK Ha rogHocT (['oxen
Io:).

BB3MorkeH e Apyr BapHaHT, IpU KOUTO
€AMHUYHY 3aMpa3eHu QIIaKOHU MOXKeE /12
ce pasmpasar 3a 30 MHHYTH ITpH
temneparypa no 30°C.

[Ipenu ynotpeba HEOTBOPEHUSAT (IIAKOH
MOJK€ Ja ce ChXpaHsBa A0 12 yaca npu
temmepatypa 10 30°C. C pa3mpaszeHuTe
(rakoHM MOXe Ja ce paboTH B YCIIOBHS
Ha cTaiiHa CBETJIMHA.

7

Buumartenno 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBA Aa
MpeacTaBIsiBa Osy1a 10 OYTH Osita
nucnepcus 6e3 BuauMu gactuiy. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIY WIK IIPOMSIHA B L[BETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOT'PAMA)/103A TH)KEKIITUOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE I'OAMHMN)

0,3 ml BakcuHa

Karo m3mnoisBaTte acentnyHa TCXHHKA,
MOYUCTCTC 3allylIajikaTa Ha (bHaKOHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Uzrernere 0,3 ml Comirnaty
Original/Omicron BA.1.

TpsiOBa 1a ce U3MON3BaT CIIPUHIIOBKH
W/WITH UK ¢ MATBK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
U3TETJIAT 6 03U OT eJMH (ITaKOH.
KomOuHanusTa OT CpUHIIOBKA U UTTIA €
MaJbK MbPTHB 00eM TpsIOBa Ja UMa
MBPTHB 00€M HE MO-TONSIM OT

35 MUKponuTpa.

AKO ce M3M0JI3BaT CTaHJAPTHH
CHPUHIIOBKY H UTJIH, MOXKE /1a HsIMa
JOCTaTb4eH 00eM 3a M3TErJIsIHE Ha LIeCT
JIO3HM OT €IMH (PJIAKOH.

Bcesika no3a tpsioBa na ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BbB
(h1akoHa BakCHMHA HE MOKE J]a TOCTaBH
eaHa 1s1a 1o3a ot 0,3 ml, u3xBbpiere
(h1aKoHa W U3THMIITHUS 00eM

3anuiueTe CbOTBETHUTE AaTa/dyac BPXY
(nakona. M3xBbpiere HeHU3Mmoa3BaHaTa
BakcuHa 12 yaca cies mbpBOTO
npoOWBaHe Ha 3aIylanKkara Ha
(hraxoHa.

H3xBBpasiHe

Hewnsnon3BanusT JeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAIIH OT HETO TPsIOBa Jla ce U3XBBHPIIST

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

dakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006
EU/1/20/1528/007
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9. JATA HA TbPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JlaTa Ha ppBO paspemaBane: 21 gexemspu 2020 .
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JCKApPCTBEH IPOAYKT € IPeIoCcTaBeHa Ha yeOcalita Ha EBponeiickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIIHO HAOM0eHre. ToBa 111e mo3Boiau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH Ce
W3KCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HaulHa Ha ChOoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/o3a MHXEKIHOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e eqHO1030B WJIM MHOT01030B (hJIAKOH ChC CHBO Kamade. J{a He ce pa3pexaa nmpeau ynorpeoa.
Ennu eqrono3oB dhaakod ceaspka 1 mo3a ot 0,3 ml, Bikre Touku 4.2 u 6.6.

Enua MHOTO1030B (rtakoH (2,25 ml) chaspika 6 go3u no 0,3 ml, Bukte Touku 4.2 u 6.6.

Enna noza (0,3 ml) ceappka 15 mukporpama to3uHamepat (tozinameran) u 15 Mukporpama
¢amro3zunamepan (famtozinameran), ”PHK Bakcuna cpemry COVID-19 (BkiroueHa B TUITUAHU
HAaHOYACTHUIIN).

Tosmramepan e emHOBepKHA, 5’ -Kenmupana nHpopmannonaa PHK (nPHK), npoussenena c
U3I0J13BaHe Ha Oe3KiIeThuHa iN Vitro tpanckpumniws ot chotBetHuTe JJHK-Marpuim, koauparin
BupycHus S (spike) nporenn Ha SARS-CoV-2 (opurunanna). @amMmro3nHaMepaH € eTHOBEPIIKHA,
5’-kenmpana unpopmarnmonra PHK (nPHK), mpoussenena ¢ usnonspane Ha 6e3kieTbyna in Vitro
Tparckpurius oT cboTBeTHUTE JJHK-Matputy, kogupamm BupycHus S (spike) nmporenH Ha

SARS-CoV-2 (Omicron BA.4-5).

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIECTBA BHKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

HmKeKInOHHA TUCTIEPCHS

Bakcnnara npejictaBisaBa 0s1a 10 mouTH Osuta 3ampasena aucrtepcus (pH: 6,9 — 7,9).

4, KIMHNUYHU JAHHHA

41 TepaneBTHYHM MOKA3AHMS

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a HMHXXEKIIMOHHA TUCIIEPCHS € ITOKa3aHa
3a aKTHBHA UMYHHU3allMs 3a IpeBeHIus Ha 3abomaBaneTo COVID-19, npuunneno ot SARS-CoV-2, Ha
JIMIIA Ha BB3PacT 12 U MoBeYe rOJUHU, MOTYUHIIH MPEIH TOBA HAW-MAIKOTO KypC Ha MbPBUYHA
BakcuHars cpemry COVID-19 (k. Touku 4.2 u 5.1).

YI'IOTpe6aTa Ha Ta3u BaKCHHa TpSI6Ba Ja € B CbOTBETCTBUC C 0(1)I/I]_[I/IaJ'IHI/ITC MMPCIIOPBKHU.

4.2 ]lo3upoBKa U HAYMH HA NMPUJIOKEHHE

gO?»H[}OBKa

Kypc na nvpsuuna eaxcunayus
Hozara Comirnaty Original/Omicron BA.4-5 e 0,3 ml, mpuiarana ©HTpaMycKyJIHO.
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TpsOBa ma Ma HHTEPBAT OT Ha-MaJIKo 3 Mecena Mexay pmiokeHneTo Ha Comirnaty
Original/Omicron BA.4-5 u npenuimHara, ocieHo MpuIokKeHa, 1o3a Bakcuna cpeury COVID-19.

Comirnaty Original/Omicron BA.4-5 e moka3ana caMo TIpH JIKIIA, TIOJIYYHIIN IPEIU TOBA HAf-MaIKOTO
Kypc Ha mbpBUYHA BakcuHarus cperry COVID-19.

3a moapoOHa nH(OpPMAaIIKsA OTHOCHO Kypca Ha ITbPBUYHA BAKCHHAIIUS 3a Bb3pacToBara rpymna 12 u
MOBeYe TOAMHHU, BIJKTE KpaTKaTa XapakTeprucTHKa Ha mpoaykTa 3a Comirnaty 30 Mukporpama/mosa
KOHIIEHTPAT 32 HHXEKIMOHHA auctiepcus U Comirnaty 30 MUkporpaMa/no3a WHKEKIIMOHHA
JUCTIepCusl.

Heduamputma nonyaayus

IIpennara ce nmeguaTpuyHa JiekapcTBeHa (hopmMa 3a Jiuia Ha Bb3pacT 5 1o 11 rogunu (T.e. Ha Bb3pacT
5 o mox 12 rogunam). 3a moapoOHa HHGpOPMAIIHS, MOJIS BI)KTE KpaTKaTa XapaKTepHUCTHKA Ha
npoxaykra 3a Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIIEHTpAT 3a
WHXKEKIIUOHHA JIUCTICPCHSL.

besonacunoctTa 1 eukacHoctTa Ha Comirnaty Original/Omicron BA.4-5 npu nena Ha Bb3pacT moj
12 ronvHM Bee OILe HE ca ycTaHOBEHH. JIurcBar gaHHu.

HO}’IVJZCIUU}Z 6 cmap4eckKka 6v3pacm

He ce nanara kopurupaHe Ha Jjo3ata IpH JIMIA B CTApUecKa Bb3pacT > 65 rojauHu.

Hauun Ha OPHUITOKCHUC

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a HHKEKIIHOHHA UCIIEPCHS TPSAOBa 1a
ce mpuIlara MHTPaMycKyJIHO (BK. Touka 6.6). Jla He ce paspekaa npeau yrnorpeoa.

[IpenmnounTaHOTO MACTO € AEATOUIHHUAT MYCKYJ B TOpHATa YacT Ha pPhKaTa.
He umxektupaiite BakcruHaTa HHTPABACKYJIapHO, TIOJIKOKHO HITU HHTPAIEPMAITHO.

Bakcunara He TpssOBa /1a ce cMecBa B €IHA U ChIIlA CIIPUHITOBKA C APYTH BAaKCHHU WIIH JICKAPCTBEHU
MPOIYKTH.

3a npenanasHuTe MEPKU, KOUTO TPSIOBA Ja ObJAT B3E€TH MPEAH MPHIOKEHUE HA BAKCHHATA, BUKTE
Touka 4.4.

3a yKkaszaHus OTHOCHO pa3Mpa3siBaHETO, paboTaTa U U3XBBPJISIHETO Ha BAKCHHATA BHKTE To4Ka 6.6.

Eonooososu paaxonu

EnnomoszoBute dhakoau Comirnaty ceappskar 1 mo3a Bakcuaa ot 0,3 ml.
) Usrernere equanuna g03a Comirnaty ot 0,3 ml.
. W3xBbpiiete (1akoHa W U3IHIIHUS 00EM.

L He C’B6HpaﬁTe HU3JIMITBIIUTEC BAKCHHA OT HAKOJIKO q)HaKOHa.

MHnozo00306u dhraxonu

Msuorozno3osute ¢uakonn Comirnaty Original/Omicron BA.4-5 ceabpxat 6 1o3u Bakcuna o 0,3 ml.
3a ;a ce U3TerIAT 6 103U OT eMH (hIIaKoH, TPSIOBa J1a e M3MOI3BAT CIPUHIIOBKY HM/UITH UIIIH C MaTbK
(Hew3mnoia3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPUHIIOBKA U UIJIa ¢ MAIBK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M HE IO-TOJISIM OT 35 MHKPOJIHUTPA. AKO Ce M3II0JI3BAT CTaHIAPTHU CIIPUHIIOBKH U
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UTJIA, MOKE JIa HAMa JOCTAaThUCH 00eM 3a M3TETIIIHE Ha IIeCT J03H OT eanH ¢urakoH. HezaBucumo ot
BH/Ia HA CIIPUHIIOBKATA M WUTJIaTa;

. Bceska noza tpsabBa na ceabpika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJlaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU €llHA LsIa 1032
ot 0,3 ml, u3xBbpiere GrakoHa U U3TUIIHUS 00EM.

. He cw0upaiite M3MUnIpIMTe BAKCHHA OT HAKOJKO (hJIaKoHa.

4.3 IIporuBomoka3aHus

CBpPBX4IyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUATE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4 CpoeuuajHu npeaynpe:RIeHUs! U NpeaNna3sHu MePKH MPH ynoTpeda

IIpocnenumoct

3a 1a ce moo0pH MPOCIEAUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MIAPTHIHUSIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPsOBa SCHO J1a CE 3amrcBarT.

OO01111 TPENOPHKHU

CGD'b)C‘lVGCWlGquEJZHOCWl u ClHCld)MJZaKC‘u}Z

Nma cpobimeHus 3a chOuTHS Ha aHadmwIakcus. BuHaru TpsoBa ga iMa Ha pasIoIoKeHUE TIOIXO A0
MEMIMHCKO JICYCHHUE U HAOJIIOICHUE B CIyYail Ha aHA(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE Ha HAall-MaaKo 15 MUHYTH clief
BakcuHanusATa. He TpsiOBa ;1a ce mpruiara ciiesaiia j03a OT BAKCHHATA Ha JIUIIA, TIOTYYHIN

aHaduIakcHs cies npeauimaa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrlrecTByBa MOBHUIIEH PUCK OT MHOKApANUT U MIEPUKAPAUT cien BakcuHaius ¢ Comirnaty. Te3u
3a00JIIBaHMS MOTAT J]a C€ PAa3BUAT JI0 HAKOJIKO JHU CJie]l BAKCHHAIMATA U HACTHITBAT MPEANMHO B
pamkute Ha 14 qau. Te ca HaOIrOaBaHU MO-YECTO CJIE]l BTOpaTa BAKCHHAIIUS M IMO-YECTO IMPU FOHOITH
¥ TIO-MJIaZu MBbXe. HannyauTe JanAn mokas3BaT, ye MPOTUYAHETO HA MHOKAPANT U MIEPUKAPIUT CIIE]T
BaKCHHAIIMATA HE CE pa3jinyaBa OT TOBA PU MHUOKAPAUT WK MEPUKAPAUT KaTO 15110 (BXK. Touka 4.8).

MenunHCKNTe CIeUATUCTH TPsIOBa Ja ObaaT OMMTENHU 32 IPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcnaupanuTe nuia (BKIIOYATEITHO POJAUTEINTE WM OOTPHKBAIIUTE
nuna) TpsioBa 1a ObIaT HHCTPYKTHPAHH Ja NOTHPCIT He3a0aBHO MEIUIIMHCKA IIOMOIL, aKO Pa3BUST
CHUMIITOMH, ITOKA3aTEIHU 32 MUOKAPANUT WM NEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) O0IKa B
TbPIAUTE, 3a0yX WIH NaJIUTALUU CJIE] BAKCUHALAATA.

MenunuHCKHATE CIeHAINCTH TPSOBa 1a HAIPABAT CIPaBKa ¢ PhKOBOJICTBATA W/WJIH CHIEITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

BbB Bpb3Ka ChC caMusl POIIEC Ha BAKCHHAIMSI MOTAT J]a Bh3HUKHAT PEaKIuu, CBbP3aHH C
TPEBOXKHOCT, BKIFOUUTEITHO BA30BAraIHU PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAIUS WA PEAKIHH,
CBBP3aHH ChC CTpeca (Hamp. 3aMastHOCT, MAJMUTALINH, YCKOPEHa ChpcUHa YeCToTa, TPOMECHHU B
KPBBHOTO HAJISITaHEe, MApECTe3usl, XUIIECTEe3Ms M U3MOTsABaHe). Peakiuure, CBbpP3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3By4YaBaT OT caMo cebe cu. XopaTa TpssOBa ja ObIaT MOCHBETBAHU Ja HHGOPMUPAT 3a
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TE3W CHMIITOMH BaKCHHUPAIIKS TH 3a OIICHKAa. BakHO € 7a ce B3eMaT IpeIa3Hu MEpKH, 3a Jla Ce
MpeIOTBpaTH HapaHSIBaHE OT IPHITaIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH JIUIIA, CTPAIAIIN OT OCTPO TEXKKO (heOpriTHO 3200 IBaHe
wim octpa uHpekws. Hammurero Ha neka nH(EKIMS W/Wii HEBUCOKA TeMIIepaTypa He TpsiOBa j1a
CTaBa MPUYHHA 32 OTJIaraHe Ha BaKCHHAIIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPYUWEHUA HA KPBbBOCbCUpearnemo

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITH BaKCHHATA TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIA, TIOyYaBaIld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOIUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MWiIHsl), Thid KaTO MIPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HAa CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHUE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacHocTTa 11 6€301acHOCTTA HAa BAaKCHHATA HE Ca OLICHEHU ITPU HUMYHOKOMIIPOMETHPAHH JIUIIA,
BKJTFOYHMTEITHO TE3H, TIOJTyYaBallyd KIMyHocynpecuBHa Tepanus. E¢ukacnoctra Ha Comirnaty
Original/Omicron BA.4-5 moxe 1a e mo-HucKa Npyu MIMyHOKOMIIPOMETHUPAHH JIUIIA.

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

[IpoapKUTETHOCTTA Ha 3aIlIUTaTa, MPEIOCTaBsIHA OT BAaKCHHATA, HE € U3BECTHA, Thil KaTO TS BCE OIIIE
ce OIpe/eNst B TEKyIIH KIMHUYIHH TPOyYBaHUSI.

OZD(IHM‘[@HZ/L}Z Ha ed)ekmueﬂocmma HA saKcuHama

Kakro npu Besika BakcuHa, BakcuHanusta ¢ Comirnaty Original/Omicron BA.4-5 moxe 1a He 3ammTi
BCHYKH BaKCHHUPAHH.

4.5 BzaumopeiicTBHe ¢ IPYrd JIeKAPCTBEH! MPOAYKTH U APYru (popMH Ha B3aumMojaelicTBHe
He ca npoBexxaanu npoy4YBaHusl 32 B3aUMOJICHCTBUSATA.

CorbreTBanioTo npuiokenne Ha Comirnaty Original/Omicron BA.4-5 ¢ npyru BakcuHH He €
IPOYYECHO.

4.6 @epTHaNTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Bce orie numncBar qanHu 0THOCHO yrorpedara na Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
OpEeMEHHOCT.

Bce mak roxsiM o6eM JaHHHM, TOTY4YeHH OT HAOJIIOICHNETO Ha OpeMEHHH JKeHU, BAKCHHUPAHH C
'bPBOHAYAIHO pa3pelieHara 3a ynorpebda Bakcuna Comirnaty rnpe3 BTOpHUS U TPETHUsI TPUMECTB, HE
NIOKa3BaT yBEJIMYaBaHE Ha CIydanTe Ha OPEMEHHOCT C HeXKellaH U3Xo/1. Makap 4e TaHHUTE 3a U3XO0J
oT OPEMEHHOCTTa CJIe/l BaKCHHALUS, IPOBEICHA 110 BpeMe Ha ITbPBUS TPUMECTHP, TOHACTOSIIEM ca
OTpaHMYEHH, HE ce HabJIr01aBa MOBUIIEH PUCK OT CIIOHTaHEeH abopT. [IpoyuBaHusaTa Ipy )KUBOTHU HE
NIOKa3BaT NPEKH WIIM HEMPEKH BPEIHU e(PEKTH, CBbP3aHU ¢ OPEeMEHHOCTTA,
eMOPHOHAITHOTO/(DETATHOTO pa3BUTHE, PAXKJAHETO WITU MMOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3). Bw3
OCHOBA Ha HAJIMYHKTE JIAHHM TIPH JAPYTH BapraHTH Ha BakcuHarta, Comirnaty Original/Omicron
BA.4-5 moxke na ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.
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Kspmene

Bce orie numcBar qanau 0THOCHO yrorpedara Ha Comirnaty Original/Omicron BA.4-5 B nepuoza na
KbpPMCHE.

Bce nak He ce ouakBaT eeKTH IPH KbPMEHH HOBOPOJICHH/KbpMAaveTa, Thil KATO CHCTEMHATA
EKCITO3HUIIMS Ha BAKCHHATA ITPU KbpPMaYKaTa ¢ He3HauuTe Ha. JJaHHUTE OT HAOJIIOICHUETO Ha KEHH,
KOHTO Ca KbPMEJIH CJIe]] BAKCHHALIMS C TbPBOHAYAIHO pa3pelieHara 3a ynorpeba Bakciaa Comirnaty,
HE MOKAa3BaT PUCK OT HEXeaHu e()eKTH PH KbPMEHH HOBOPOAeHH/KbpMaueTa. Comirnaty
Original/Omicron BA.4-5 moxe ma ce mpujara B eprojia Ha KbpMEHE.

DepTUnuTer

[TpoyuBaHuATa IPH KUBOTHH HE TIOKA3BAT IPEKH WIIN HETIPEKH e(heKTH, CBBP3aHH C PEIPOIyKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.4-5 He noBiusiBa WK MOBIHSIBA IPSHEOPEKUMO CIIOCOOHOCTTA 32
mogdupane 1 paboTta ¢ MalIMHU. Bee mak HAKou OT eeKTUTE, TOCOUYCHHU B TOUKa 4.8, MOraT BpEMEHHO
Jia TIOBIUSIAT CHOCOOHOCTTA 3a modupaHe Wik padoTa ¢ MAlIHHU.

4.8 Hexenanm iekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

W3BojauTe 10 OTHOIIEHKE Ha Oe30macHocTTa Ha 6ycTep mo3a Comirnaty Original/Omicron BA.4-5 ce
OCHOBABAT Ha JJAHHUTE 3a 0€30MMacHOCT Ha OycTep /1032 aganTupana BakcuHa cperry Omicron BA.1
IPH JIMIA Ha BH3pacT 18 W moBeve roHHM, KAaKTO M Ha OycTep /103a OT MbPBOHAYATHO pa3pelieHara 3a
yroTtpeba Bakcura Comirnaty mpu JIMiia Ha B3pacT 5 U MOBeY€e T'OIUHH.

Comirnaty 30 ug

Yyacmuuyu na év3pacm 16 u noseue 200unu — cieod 2 003u

B IIpoyusane 2 o6mo 22 026 yyacTHHIIM HA BB3pacT 16 uiu nmoBeye roAMHU ca MOITYyYHIId Hai-
Mmankoro 1 no3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MoBeUe TOAMHU ca
noTyuriiy Ttare6o (Brmrountenno 138 u 145 ronomm Ha 16- 1 17-roguiiHa Bb3pacT ChOTBETHO B
rpymara ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactaunu Ha Bb3pacT 16 unm moseye
roauHu ca moiryamiu 2 m1o3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiato4yBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1ane00-KOHTPOIMPAHUS 3acylelieH IepHol Ha pociesiBaHe 0 JaTUTE Ha pa3ciensBaHe Ha
ygactHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
iane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca MpocieIIBaHN B IPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpaTa jo3a. Tosa BrmouBa 06mo 15 111 (7 704, monyunnu Comirnaty, u 7 407, momy4unnu
wianedo) yqacTHuIm ot 16- 10 55-roauiina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nmony4wniu miamnedo) y4acTHUIIY Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-yectute HexxellaHM peakiMy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHH, TIOTYIHIN

2 1o3u, ca 0oJka Ha MACTOTO Ha ukektupane (> 80%), ymopa (> 60%), rmaBodosue (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), mupexcus U moayBaHe Ha MSICTOTO Ha
umwkektupane (> 10%) 1 00MKHOBEHO ca JICKH WM YMEPEHH M0 UHTCH3UTET M OT3BYYaBaT B PAMKHTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANUATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOUTHATA HA PEaKTOTeHHOCT ce
CBBP3Ba C MO-TOJIIMA Bh3pacT.
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IIpodunbT Ha O€30MaCHOCT MPH 545 y4acTHUIU HA Bh3pacT 16 U moBede roJuHH, BAKCUHUPAHU C
Comirnaty, KouTO ca omin ceporno3utTuBHH 3a SARS-COV-2 Ha M3X0AHO HHBO, € TOJ00CH Ha
HaOII0JaBaHYs TP 00IIaTa MOMYJIAIHS.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0osu

[Ipu ananu3 Ha JaHHKUTE OT JBITOCPOUHOTO MPOCIIEsiBane 3a Oe3onacHocT B [IpoyuBaHe 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4ui mianedo) ca
MpoCIeIBaHN B MTPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUTE
3a 6e3onacHoct B [IpoyuBane 2 npoabinkasa.

OO0t npodui Ha 6e3omacHocT Ha Comirnaty NMpH FOHOIIM HA Bb3pacT 12 10 15 roguHu e nogo0eH
Ha HaOJIF0/1aBaHUs IPU YYACTHUIIM Ha BB3pacT 16 u noBede roquuu. Hali-uecTure HeXXeIaHu peakiiuu
TIPH IOHOIIX Ha BB3pacT 12 1o 15 roauHu, mony4uiau 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTUPaHEe
(> 90%), ymopa u rmaBobonme (> 70%), muanrust u Brpucane (> 40%), apTpanrus U MAPEKCHs

(> 20%).

Yuacmuuyu na év3pacm 16 u noseue 2o0unu — cied bycmep 003a

Enna moarpymna ygactaHunu BbB (aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 10
55 roauHwU, 3aBBPUINIIM TEPBOHAYAITHUS 2-1030B Kypc ¢ Comirnaty, ca momydniu 0ycrep 103a
Comirnaty npubnmsurenHo 6 mecera (auanasoH 4,8 1o 8,0 mecena) cien Jlo3za 2.

OO0musAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara e moAo0eH Ha HaOroaBanus cief 2 po3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPY YYACTHULIUTE Ha Bh3pacT 18 10 55 ronuHu ca 6oka Ha MACTOTO Ha
umkektupane (> 80%), ymopa (> 60%), rnaBobonue (> 40%), muanrus (> 30%), BTpucane u
aprpanrus (> 20%).

B IlpoyuBane 4, miane60-KOHTPOIUPaHO MPOYYBaHE C IPUIIOKESHUE Ha OycTep 103a, yYaCTHHIM Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrep mo3a Comirnaty

(5 081 ygyactHuim) nim mwiane6o (5 044 yqacTHUIIN) Hal-Manko 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karo 1151710, mpy yuacTHHIIUTE, KOMTO ca MOIYYHIH OycTep /1033, MeAHaHaTa Ha BPEMETO
Ha TpocieasiBaHe ciie OycTep Jo3aTa 10 JaTaTa Ha 3aKiIrouBaHe Ha gaHHute (5 okromepu 2021 1) ¢
2,5 mecena. He ca ycTaHoBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

bycmep 003a creo nvpsuuna eaxcunayus ¢ opyea paspeutena 3a ynompeba eaxcura cpewsy COVID-19
B 5 HezaBucuMu npoyuBaHus 3a ynorpebara Ha Oyctep no3a Comirnaty npu Juna, 3aBbpIIINd
I'bPBUYHA BaKCHHAILIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna

Oycrep 103a), HE Ca YCTAHOBEHN HOBH JAaHHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Todka 5.1).

Aoanmupana Comirnaty cpewyy Omicron

Yuacmuuyu na éw3pacm > 55 2o00unu — cneo 6ycmep 0oza Comirnaty Original/Omicron BA.1
(wemevpma 003a)

B moarpyma ot Ipoyusane 4 (®Pasza 3) 305 Be3pacTHH Ha BB3pacT > 55 roauHu, 3aBbPIIHIN
BakcuHaIms ¢ 3 go3u Comirnaty, ca moryamin 0ycrep (deTBspTa mo3a) Comirnaty

Original/Omicron BA.1 (15/15 pg) 4,7 no 11,5 mecena caen [lo3a 3. YyacTHHIUTE, TOTYyYHIH OycTep
(uetBBpTa H032) Comirnaty Original/Omicron BA.1, ca umManu neproa Ha mpociieAsSBaHe ¢ MeIuaHa
Hai-majko 1,7 mecena.

OO0musAT mpodu Ha Oe30macHOCT 3a Oycrepa (uepTBbpTara 103a) Comirnaty Original/Omicron BA.1
€ mo100eH Ha TOo3HW, HabmomaBan ciex Oyctepa (Tperarta mo3a) Comirnaty. Hait-uecture HeXxxenmaHu
peaKIyu IPH YYACTHUIM Ha BB3pacT Haj 55 roauuu ca 60jKa Ha MICTOTO Ha HEKekThupane (> 50%),
ymopa (> 40%), rmaBodomnue (> 30%), muanrus (> 20%), Brpucane u aprpanrus (> 10%). He ca
yCTaHOBEHH HOBH HekenaHu peakuuu Ha Comirnaty Original/Omicron BA.1.
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Yuacmuuyu na évzpacm 18 0o <55 2oounu — creo 6ycmep doza monosanenmua Omicron BA.1
(vemevpma 003a)

BesonacnoctTa Ha Oyctep no3a Comirnaty Original/Omicron BA.1 npu nuna Ha BB3pacT

18 1o <55 roguHu e eKcTpanonupaHa oT JaHHUTE 3a 0€30MacHOCT OT moArpyna ot 315 Bp3pacTHH Ha
BB3pacT 18 1o <55 roauuu, nonyunnu Oycrep (deTBbpTa H03a) Omicron BA.1 30 Ug (MOHOBaJIEHTHA)
clie]l 3aBbpIIBaHe Ha BakcMHanusATa ¢ 3 1o3u Comirnaty. Hali-uecTuTe He)XXeTaHU peakyy IpH Te3U
YYaCTHHIM Ha Bb3pacT 18 1o <55 roauHu ca 6osika Ha MACTOTO Ha WHKekTupane (> 70%),

ymopa (> 60%), rimaBobosue (> 40%), muanrust (> 30%), Brpucane (> 30%) u aprpanrus (> 20%).

CHuchK Ha HEXKEJIAHU pEeaKUY OT KIMHUYHY u3nuTBauus Ha Comirnaty u Comirnaty

Original/Omicron BA.1 u ot noctMapketunrosus onut ¢ Comirnaty, Ipu Jinma Ha Bb3pacrt 12 u

NOoBCYC I'OAWHH, B TabJIUYeH BUT

Hexenanute peakium, HabII0JaBaHH 110 BpeMe Ha KIIMHIYHUTE MIPOYYBaHUs, ca W30pPOSHH MO-10ITy,
CBIJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Msuoro uectu (> 1/10),
Yectu (> 1/100 o < 1/10),

Heuectu (> 1/1 000 no < 1/100),

Penaxu (> 1/10 000 mo < 1/1 000),
Mhuoro peaku (< 1/10 000),
C HeusBecTHA 4ecTOTa (OT HAJIMYHHUTE JAHHU HE MOXKE J1a ObJIe HAlpaBeHa OLEHKA).

Ta6auna 1:  Hexesanu peaknuu oT KIMHUYHUTE npoyyBanus Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTuHroBusi onut ¢ Comirnaty npu Junma
Ha Bb3pacT 12 1 nopeye roiMHM
Cucremo- MHoro Yectn HeuecTn Penkn MmHoro C HeusBecTHA
opraHeH YeCcTH (>1/100 go |(=>1/1000 xo| (=1/10000 peaKu yecToTa (0T
KJ1ac (= 1/10) < 1/10) < 1/100) 10 (< 1/10 000) HAJTHYHHUTE
< 1/1 000) JaHHU He
MoxKe 1a 0bae
HalnpaBeHa
OIleHKA)
Hapymenns Jlnmbane-
Ha KPbBTa U HOIaTus"
nuMpHaTa
cucremMa
Hapymenuns Peaxmun Anadunakcus
Ha UMyHHaTa Ha CBPbX-
cucremMa YYBCTBH-
TEJIHOCT
(mamp.
00puB,
pypuTyc,
ypTuKapus®,
aHTHoEIEM®
Hapymienust Hamanen
Ha amneTuT
MeTabonmn3ma
U XpaHEHETO
Icuxuunn bescbaue
HapylIeHus
Hapymenus I'maBoGonme 3amaiiBane"; | OcTpa ITapecresus’;
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucremMa JULEeBa
napaumsa’
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Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
opraHeH YecTH (>1/100 go |(=>1/1000 xo| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) hi (1 (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Copaeunu Muoxkapaut';
HapyIIeHus ITepuxapaut”
CromarnrHo- Huapwust” T'anene;
YPEBHH [oBpbuiane”
HapyIIeHUs
Hapymenns Xwurnep- Epurema
Ha KOXKaTa u XU/IPO3a; myatadopme”
MOJIKOYKHATA Homan
ThKaH U3MOTSIBa-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpalHUK"
CKeJeTHaTa
cuUcCTeMa 1
ChEIUHUTEITHA
Ta ThKaH
Hapymienust Texxo
Ha MEHCTPYyaJTHO
BBH3NPOU3BOAH KbpBEHE®
TeHAaTa
cucTeMa u
rbpjara
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; Obmmpen
HapyIIeHUs U | MCTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WHXKEKTH-| JIOKEHHE; BaKCHHHPaHUSA
MSICTOTO Ha pase; pane [Ipyputyc KpaiHUK';
OpUWIOKEeHHEe | YMopa; Ha MSICTOTO OTok Ha
Brpucasne; Ha UHXKEK- JIALETO™
[upexcuss; THpaHe
OTtok Ha
MSCTOTO Ha
WHKEKTH-
paHe

a. [Ilo-romsima yecrora Ha umdanenonarus (2,8% cupsimo 0,4%) e HaOm0aBaHa NPU YYaCTHUIIN, TTOITYYHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIU, TOIYYHIN 2 TO3H.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEIEM € “penKn’”.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 710 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHI B rpynara ¢ n”PHK Bakcunarta
cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha
yaactauka) u Jau 3, 9 u 48 cnen [lo3a 2. Hama cpoOImmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa
napaiusa B rpynarta ¢ mianeoo.

¥ o R

(uTBp NMpe3 NOCTMapKETHHTOBUSI IEPHO.
3 IloBedero cirydan M3riexaa He ca CEPUO3HHU U Ca C BPEMEHEH XapakTep.
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Hesxenana peakiusi, ycTaHOBEHA CIIe] pa3pelliaBaHe 3a yrnmoTpeoa.
OTHacs ce 3a ppKara, Ha KOSATO € TIOCTABCHA BAaKCHHATA.
[To-rossiMa YecToTa Ha MUPEKCHS ¢ HaONII0JaBaHa CJIe]] BTOpaTa /103a B CpaBHEHHE C IbPBAaTa J103a.

Cro011aBa ce 3a OTOK Ha JIMLETO MPHU PEIMITUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI HHXKCKTUPAH JICPMaICH




Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum u nepuxapoum

[oBHIIEHUAT PUCK OT MUOKAPIUT ciie]] BakcuHanus ¢ Comirnaty e Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

JBe rojeMu GpapMakoeuIeMUOIOTHYHY TPOYYIBaHUS, IPOBEICHH B EBporia olleHsSBaT MO-BUCOKHS
PHCK OT MUOKaP/IUT MPHY FOHOIIX M MO-MIIQJIM Mbxe ciej] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, 4e 3a MepHoJI OT 7 IHU ciie]] BTopaTa 103a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4ane 3a mepuoj ot 28 qHU ciien Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbmaUTEenHN ciydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIITHY FOHOIIH U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHAL.

OrpaHn4eHu TaHHH TIOKa3BaT, 4Y¢ PUCKBT OT MUOKAPIUT U MEPUKApAUT ciel BakcuHaims ¢ Comirnaty
IIPH Je1la Ha Bb3pacT oT 5 10 11 roanHu usraexa no-HUChK, OTKOJIKOTO MPH TE€3H Ha Bb3pacT oT 12

1o 17 roguuu.

C’B06H_IaBaHe Ha IOJ03WPaHu HEXKCIaHU pCAKIINH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEIIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJIABA A2 POIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO T0I3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIIEHUATIICTH C€ M3UCKBA J]a ChOOIaBaT BCIKa
HO03MpaHa HeKEJIaHa PeaKIys ype3 HallMOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYEHa B
[punoxkenue V v 1a BKIIOYAT HAPTUAHUS HOMED, aKO € HAJTMYCH.

4.9 Ilpepo3upane

Wma Hanu4yHM JaHHM 32 IpeIo3UpaHe MpH 52-Ma yYaCTHULH, BKIIOYEHH B KIIMHUYHOTO U3MUTBAHE,
KOHTO [OpaJiy TPpelika B pa3peskaaneTo ca noixyumwntn 58 Mmukporpama Comirnaty. Bakcunupanure He
cb0OIIaBAaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKInH.

B cityuaii Ha npeno3upaHe ce mpernopbyBa MpocieAsBaHe Ha )KU3HEHUTE QYHKIMH U BE3MOXKHO
CHMITOMAaTHYHO JICYCHHE.

5. DPAPMAKOJIOT'NYHHA CBOUCTBA

51 d@apmakoaMHAMHMYHU CBOIiCTBa

dapmakoTeparnieBTHYHA rpyra: BaKCUHH, Ipyru BupycHu Bakcunu, ATC kox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmaimonna PHK B Comirnaty e mox hopMaTa Ha JTMITAIHH
HAHOYACTHILIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B kinetkure
TOCTONIPUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOZMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C JABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTa0UIU3Hpa
S (spike) mpoTenHa B aHTUI€HHO MPEANOYNTaHA IPePy3UOHHA CTPYKTYypa. BakcuHaTa nmpeau3BrKBa
KaKTO ITPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTENA, TaKa U KJIEThYEH UMYHEH OTTOBOp KbM S (spike)
aHTUTEHA, KOETO MOJKe Jia TonprHece 3a 3ammura cpeury COVID-19.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

EdukacHocT

Aoanmupana Comirnaty cpewyy Omicron

W3BoauTe 10 OTHOIIEHKE Ha epHKacHOCTTa Ha Gycrep mo3a Comirnaty Original/Omicron BA.4-5 ce
OCHOBABaT Ha TAHHUTE 32 UMYHOTEHHOCT Ha ajanTHpaHa BakcuHa cpenty Omicron BA.1 mpu nura Ha
BB3pacT 55 U oBeye roJJuHu.

Comirnaty Original/Omicron BA.1

Omuocumenna UMyHO2eHHOCM HA 8AKCUHAMA NPU YYACMHUYY HA 8b3pacm > 55 200uHu — cied
bycmep ooza Comirnaty Original/Omicron BA.1 (vemsvpma 0o3a)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E), 610 Bp3pacTHu Ha BB3pacT
Hax 55 roauHu, 3aBbpnIa cepus ot 3 go3u Comirnaty, kaTo Oycrep A03a (YeTBbpTa 103a) ca
noayuamwin 1 ot creaante: Comirnaty (30 pg) mmm Comirnaty Original/Omicron BA.1 (15/15 ug).
GMR u creneHTa Ha CEpOJIOrHYCH OTTOBOP ca OIICHSIBAHU Ha |-BHS Mecell cliel OycTep BaKCHHAIIHS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narara Ha 3akito4yBaHe Ha JaHHuTe 16 mait 2022 r.,
TOBA ce SBsIBa TIEPUO/I Ha Mpociie/isiBane ciel Oycrep g03a ¢ Menuana 1,7 mecena. bycrep nosara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npuiarana 4,7 1o 11,5 mecena (meauana 6,3 mecerna)
ClIe]] TpeTaTa 103a.

[IppBUYHATA 1IE)T HAa aHATTU3A € JIa Ce HATIPaBH OIIEHKA 3a MTPEBB3X0CTBO, TI0 OTHOIIEHHE HA HUBOTO
Ha TUTHPA Ha HEYTPaJIM3UPALIUTE aHTUTENA, U 3a HE M0-MaJlka e()UKaCHOCT, [10 OTHOLICHUE Ha
CTETIEHTa Ha CEPOJIOTHUYEH OTIOBOP, HA UIMYHHUS OTTOBOP cperry Omicron, HHAyIHUpPaH OT 1034
Comirnaty Original/Omicron BA.1 (15/15 ng), B cpaBHeHHE ¢ OTTOBOpa, MPEIU3BUKAH OT 7032
Comirnaty (30 ug), mpuaoxeHa KaTo YeTBHPTA 1034, IPH YIACTHHIH, KOMTO BeYe ca OMIn
BakcuHupanu ¢ Comirnaty, Ha Bb3pacT HaJ 55 TOANHM.

IMTocturaaro e npeBb3xoacTBO Ha Comirnaty Original/Omicron BA.1 (15/15 pg) cnpsmo Comirnaty
(30 pg), Thit kKaTO HOoNMHATA rpanuna Ha 2-ctpanuus 95% /I 3a GMR e > 1 (Tabmauna 2).

CepoJIOrHYHUSAT OTTOBOP ce Ae(hUHUpA KaTo MOCTUTAaHE > 4 ITBTH MOBHUILEHHUE OT U3XOJHO HUBO
(mpeny BakCHHALIMATA B MPOYYBAHETO). AKO CTOMHOCTTA IPY U3MEPBAHETO HAa U3XOJHOTO HUBO € MOJ
LLOQ, croiiHocTH > 4 x LLOQ ce cuuTat 3a CepojIoruyeH OTroBOpP.

Pasznukara B MMPOLCHTUTE HA YYaCTHUIIN, TIOCTUTI'HAJIN CEPOJIOTNYUCH OTTOBOP KbM BapuaHTa Omicron,
Mmexay rpynara ¢ Comirnaty Original/Omicron BA.1 (71,6%) u rpynata ¢ Comirnaty (57%) e 14,6%
(2-crpanen 95% JIN: 4,0%; 24,9%). CnenoBaTeHO € MOCTUIHATA HE TI0-Maika e(hUKACHOCT.

Ta6auna 2: IloagnpoyuBane E - Cpenqno reoMeTpuyHO CHOTHOLIIEHUE MPU CPABHEHUETO MEKTY
rpynuTe Ha BAKCHHUTE — YYACTHULHU 0e3 TaHHM 32 HHpeKus 10 1 Mecel cJien
Jo3a 4 — pa3mupeHa KOX0opTa — NOArpyna 3a HMYHOT€HHOCT — YYACTHHIM HA
BB3pacT HajJ 55 roguHu — momyJianusi, OHeHUMa 32 HMYHOT€HHOCT

Bpemesa
TOYKA 32
I'pyna Ha BakcuHa B3eMaHe
(kakTo ca Ha GMT GMR

AHayu3 PAHIOMHU3HPAHH) npoba® | N° (95% An®) (95% JAN")
Tecr 3a Comirnaty 455,8
HeyTpaju3alus Ha (30 pg) 1 mecenr | 163 | (365,9; 567,6)
SARS-CoV-2 - Comirnaty
Omicron BA.1 - Original/Omicron BA.1 711,0 1,56
NTS50 (tutsp) (15/15 pg) 1 mecen | 178 | (588,3;859.2) | (1,17;2,08)
Tecr 3a Comirnaty 5998,1
HeyTpalu3aius Ha (30 pg) 1 mecenn | 182 |(5223,6; 6 887,4)
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SARS-CoV-2 - Comirnaty
pedepeHTeH mam - Original/Omicron BA.1 5933,2 0,99
NT50 (Tutsp) (15/15 pg) 1 mecerr | 186 |(5188,2; 6 785,2)| (0,82; 1,20)

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TUThp; LLOQ = nojHa rpaHuna Ha KOJIMYECTBEHO ompeaesine; N-cCBbp3BaHe = CBbP3BaHE C
nykneonporenHa Ha SARS-CoV-2; NAAT = recr 3a ammnukanus Ha HyKJIeMHoBH kucennnu; NT50 = tutep
Ha HeyTpaJIM3UpaliTe aHTUTelIa, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK o0CTBp
peCIpaTopeH CHHAPOM KOPOHABUPYC 2.

3abenexka: [Toarpyma 3a UMyHOT€HHOCT = TIPOM3BOJIHA W3BaAKa OT 230 yU4aCTHUIM OT TPYIIUTE BAKCHHUPAHH,

M30paHu OT pa3lIMpeHaTa KOXOopTa.

3abenexxka: B ananm3a ca BKIIFOYCHN YIaCTHUIM 0€3 CEPOIOTUYHH MIIH BHPYCOJIOTHYHH TaHHU (TIpean

B3EMaHETO Ha KPbBHA NMP0o0a Ha |-BHs Mecel] ciiel BAKCHHAIMATA B IPOYYBAHETO) 32 MUHAIA HHPEKIHUS ChC

SARS-CoV-2 (1.e. oTpuniatensu 3a antutena ¢ N-cBbp3BaHe [cepyM| Ha BUSUTHTE 332 BAKCUHALIUS B

NpOy4YBaHeTO M | Mecel] ciiel BAKCHHAIMATA B IPOYYBAHETO, ¢ oTpuliateneH pe3ynrat oT NAAT (nazanna

HaTpHBKa) Ha BU3UTATa 32 BAKCHHAIIMS B IPOYYBAHETO U Ha BCSKA HEIUIAHMPaHa BU3NTA IPE/IN B3EMaHETO Ha

KpbBHa Ipo0a Ha 1-BUs Mecell clie]] BAKCHHALIUSTA B IPOYYBaHETO), KakTo U Oe3 aHamHe3a 3a COVID-19.

a. OmpeneneHo 1o MPOTOKOJ BpeMe 3a B3eMaHE Ha KPBBHU MPOOH.

6. N = 0poil yuaCTHUIU C BaIUIHU U SICHU PE3yJITATH OT TeCTa 3a IOCOYCHUS aHAIM3 B Jja/leHaTa BpeMeBa
TOYKa 32 B3€MaHe Ha 1pooa.

B. GMT u 2-crpannute 95% JIW ca u3uuCiIeHH 4pe3 CTENEHYBAaHE HA CpPeIHATA JOTAPUTMHUYHA CTOMHOCT Ha
tutpute 1 crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenenuero Ha Student). Pesynratute ot aHanusa moz
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-ctpanrute 95% JIU ca n3uncienn ape3 CTENCHyBaHEe HA CpeIHATA PAa3JIMKa B JIOTAPUTMHIHHUTE
CTOWHOCTH Ha TUTpHTE (TPyIa Ha BAKCHHATA HA ChOTBETHUS pex - Comirnaty [30 Hg]) u crorBeTHus JIU (Ha
6azara Ha t-pasnpenenenueTo Ha Student).

Comirnaty 30 ug

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTe s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEICKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(UKACHOCT IIPH YYaCTHUILIM Ha Bb3pacT 12 u noseue roJuHu.
Panpomusanusita e crparuduumpana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseye ronuHu, ¢ MUHUMYM 40% OT yJacTHUIIUTE B Ipynarta

> 56 roguan. OT IPOYYBAHETO Ca M3KITIOYCHH YYaCTHHIIN, KOUTO Ca UMYHOKOMIIPOMETUPAHH, U
YUYaCTHHUILM C MPEIUIIHA KIMHIYHA WIK MUKpoOuoiornyHa auarnosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00JIsBaHe, OMpPeIesIeHO KaTo 3a00IIsiBaHe, KOETO He
HaJlara 3HauuMa MpoMsIHA B TEPaITUsITa WK XOCITUTAIH3ALUS TOPaJIH BIIOIIAaBaHe Ha 3200 SIBAHETO
npe3 6-Te CeJAMMIIM MPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
nmyHoneduuuter Bupyc (HIV), Bupyca nHa xenatur C (HCV) nnu Bupyca Ha xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na sv3pacm 16 u noseue 200unu — cied 2 003u

B uacrra aza 2/3 na [IpoyuBane 2, Ha 6a3aTa Ha HaTpynanu qaHuu 10 14 Hoemspu 2020 .,
npubnmzutento 44 000 yyacTHHIM ca paHAOMHU3UPAHU OPABHO U TpsOBa Aa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu rmane6o. AHanu3bT 32 €pUKacCHOCT BKITIOYBA YYACTHUIIHM, HA KOUTO
BTOpaTa BaKCHHAIIMA € HalpaBeHa B paMKuTe Ha 19 1o 42 quu cien mbpBaTa BakcuHauus. [loBeueto
(93,1%) BakcuHHpaHH ca MOJyYHIH Bropata j103a 19 mo 23 auu ciexn losa 1. [lnanupano e
y4acTHHUIMTE Aa ObJaT npocieasBanu 10 24 mecena cnex [lo3a 2 3a oneHka Ha 6e30MacHOCTTa U
epuracHocrra cpeury COVID-19. B kKMUHUYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Ja
cbOM01aBaT UHTEPBAI OT MUHUMYM 14 THY peau U ciell NPIIOKEHUETO Ha MPOTUBOIPUITHA
BaKCHHA, 3a Jia moxydaT uin rmiarebo, wm nPHK Bakcuna cperry COVID-19. B xiinHIYHOTO
NpOy4YBaHe OT YUYACTHHUIUTE CE € M3MCKBAJIO /1a ChOI0AaBaT MHTEPBAI OT MUHUMYM 60 THU Tpean
WIH CJIe KaTo ca UM OWJIM MPHUJIOKEHU KPBBHH MPOAYKTH/IPOAYKTH OT KPbBHA IJIa3Ma WIN
HUMYHOJIOOYJIMHY B PAMKHUTE Ha BPEMETO 10 3aBbPIIBaHE Ha MIPOYIBAHETO, 3a Ja MOTy4aT HIIH
wiane6o, wmn nPHK Bakcuna cpemry COVID-19.

[Tonymnanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 32 e(hUKaCHOCT BKIItouBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymnara ¢ miane6o), 6e3 nannu 3a npeauiHa nHpexaus cbe SARS-CoV-2 no 7 anu ciex BToparta
no3a. lomsmauTenHo nMa 134 ygacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaum (66 B rpynara ¢ uPHK
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BakcuHaTa cpernty COVID-19 u 68 B rpymara c mramne6o) u 1 616 ygacTHUIIN - Ha BB3pacT 75 U
noeeue roaunu (804 B rpynata ¢ uPHK Bakcunata cpemry COVID-19 u 812 B rpynara ¢ miane6o).

KbM MOMEHTa Ha TbPBUYHHS aHAH3 38 SUKACHOCT YYACTHHUIIUTE Ca MPOCIC/SBAHN 32 CHMIITOMH Ha
COVID-19 B npoabsmkenue Ha 001110 2 214 yopekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u 06110 2 222 40BEKOrOAMHHU B Ipymata ¢ 1miamnedo.

Hsima KITMHAYHO 3HAYUMHM Pa3HKH B 00IIaTa e()MKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka Gpopma Ha COVID-19, BKIIOYMTETHO T€3H ¢ 1 WM MOBEYE ChITBTCTRAIIN 3200 IsIBaHMS, KOUTO
yBennuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actma, nHzaekc Ha TenecHata Maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6Ho 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHUS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabmuna 3.

Ta6auna 3:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus 1eH cien Joza 2 — nonyyanus, oneHuMa 3a epuxacHoct (7 1HH)

bpBa nosisa Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npenuiHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% JAN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 roquHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [loTBBbpEHHTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA
C€ WJIM 3aCUJIEHA KallUIMIA, HOBOIOSIBUII C€ MJIM 3aCHUJICH 3ayX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEeJIUUEHa
6oJika B MyCKyJIUTE, HOBOTIOSIBHJIA CE 3ary0a Ha BKYC MJIM MUPHC, BB3IAJICHO I'bPII0, JHAPHS HIIH

MOBpBIIAHE. |
*

B ananm3a ca BKIIOYCHH YIACTHHITN 0€3 CEPONIOTHYHU U BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]
mocjieaHara 103a) 3a MuHaaa uadeknus cb¢ SARS-CoV-2 (T.e. oTpuiareany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busuta 1 u mHeotkpur SARS-CoV-2 ¢ TecT 3a ammmndukaris Ha HyKJIEHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBKa| Ha Busutu 1 u 2) 1 ¢ oTpHIIaTeNeH pe3yaraTt
ot NAAT (Ha3ayiHa HATPUBKA) IPU BCSIKA HEIIAHMPAHA BU3KTA MpeIu 7-Musl eH ciien Jlo3a 2.
a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

o

N1 = Bpoii yyacTHHIM, OTTOBAPSILM Ha ONPEAEICHUETO 3a KpaiiHaTa ToUKa.

B. OO0 nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpU BCHYKH
Y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 10 OTHOLIEHHE Ha KpaiiHata Touka. BpemMeBusT nepuon 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpas Ha repuoja Ha HaOJIIoIeHUeE.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHuUST nmoBeputesieH uHTepBal (JJN) 3a ehrkacHOCT HA BakCMHATA € MOTy4eH Ha OazaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KOpUrupaH 3a MHO>KECTBECHN

aHaJIn3u.

144




Edukacuocrra Ha u”PHK Bakcunara cperry COVID-19 npu npeBeHIUsATa Ha IbpBa MOsIBa Ha
COVID-19 ot 7-mus aeH ciex Jlo3a 2, B cpaBHEHHE ¢ 1m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBall
ot 89,6% 1o 97, 6%) npu yuyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JoKa3aTeNCTBa 3a
npenuiraa nHdpekus cbe SARS-CoV-2.

JIOI'BITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa MOKa3Ba CXOJIHHU OIICHKU Ha
TOYKaTa 3a e)UKACHOCT B TPYITUTE II0 MOJI, ETHUYECKA MPUHAIIEKHOCT U YYACTHHUIU ChC
CHIIBTCTBAIIN 3a00JIsIBAaHUS, CBbP3aHH C BUCOK PUCK OT Texkka hopma Ha COVID-19.

W3BbpiIeHr ca akTyalnu3upaHu aHAIN3U 3a €(pUKaCHOCT IPHU HAJTMYMETO Ha JAOIBIHUTEIIHH,
notebpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3acleneH0TO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBalaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a e(UKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuua 4.

Taoauna 4: Eduxacnoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cjien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — YYACTHHIM 0€3 JaHHU 32 NMPeJIUIIHA
uHpekus cbe SARS-CoV-2* npenn 7-musi aeH ciaen Jlosza 2 — monyaanus,
oneHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOT
HA MpocieasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
N2=20 998 N2=21 096
Ciayvan Ciyvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Moarpyna Hadmogenne” (N2") Ha0mogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
TOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IOTBbPAEHUTE Cllyuar ca ONpeNesIeHd Ype3 MOJUMEPa3Ha BEPUIKHA PeaKids ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUIIA CE UJIH 3acHIInIa

Ce KallUTHIa; HOBOIIOSIBIII CE WJIM 3aCHIIUII CE 3a]lyX; BTPUCAHE; HOBOIOSIBIIIA CE WM YBEIHUYWIIA ce OOJIKA B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC MJIM MUPWC; BB3MAJICHO I'bPJI0; UAPHS; IOBPBIIAHE).
B ananu3a ca BKJIFOUCHU YYAaCTHHIM O¢3 TaHHU 3a MuHana uHdpekims cbe SARS-CoV-2 (1.e. oTpunaTenHu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCSKA HETJIAaHUpPaHa BU3NUTA
npemu 7-mus aeH cien J{o3a 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TpyTIa.

nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaifHaTa TOYKa.

B. OO0m1 mepuox Ha HabmoaeHne B Xxwiisian (1 000) oBekoroMHY 3a TajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPYIa [0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha iepuojia Ha HaOJroIcHHE.

r. n2 = 0poil Ha YYaCTHUIIUTE B PHCK IO OTHOIICHUE HA KpaiiHaTa TOYKa.

n. JByctpannust 95%-eH nosepureneH uarepsai (1) 3a epukacHocT Ha BakCHHATa € TIOJTy4YeH Ha Oa3ara Ha
merona Ha Clopper u Pearson, kopurupas cripssMo BpeMeToO Ha HaOJIIOICHUE.

e. BxiiouBa moTBBpACHU Cilydau MpU yYaCTHULIM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunata
cpeury COVID-19; 16 B rpynara c miare6o.

o

B akryanusupanute aHainsu 3a epukacHoct, epukacHoctTa Ha ”PHK BakcunaTa cpemry COVID-19
npu npeBeHuusATa Ha nosisa Ha COVID-19 ot 7-mus cien J{o3a 2 B cpaBHeHue ¢ mianebo e 91,1%
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(95% U ot 88,8% mo 93,0%) mpe3 nepuosa, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHMHHUPAIIUTE NUPKYIUPAIIN IIAMOBE NP YYaCTHUIUTE B HOIMYJIAIMATA, OLIEHUMA 32 e(PUKACHOCT,
cbc Wi 0e3 gaHHu 3a npeauinHa uHpeknus cbec SARS-CoV-2.

JIOIBJIHUTEIIHO aKTya Iu3uPaHUTE aHATH3H 3a €(UKACHOCT 10 MOArPYIIH TOKA3BaT CXOAHU TOYKOBH
OLICHKH 3a e(hUKACHOCT B TPYIUTE TI0 MOJI, STHHYECKA MPUHAICKHOCT, TeorpadcKo MoI0KeHNE U TIPH
YUYACTHHUIIUTE ChC CHITBTCTBAIIH 3a00JSIBAHUS M 3aTIILCTSABAHE, CBHP3aHHU C BUCOK PUCK OT TEXKKA
dhopma Ha COVID-19.

Eduxacrnocm cpewy mescka popma na COVID-19
AKTyanu3upaH aHaJli3 Ha BTOPUYHUTE KpailHU TOUKH 3a eukacHOCT nojakperns nomnszara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATa cpelty Texka opma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeaumiHa uHpekius cbec SARS-CoV-2 (Tabaumna 5), Tei KaTo
oposT Ha ciydaute Ha COVID-19 npu yuactHunm 6e3 npeaunina uHdeknus cbe SARS-CoV-2 e
CBINUAT KATO TO3W IPH YIACTHUIIM ChC WM Oe3 mpeauinHa nHpekius cbc SARS-CoV-2 u B aBeTe
rpynu — Ha ”PHK Bakcunara cpemry COVID-19 u Ha rutane6o.

Tadauna 5:  EduxacHocT Ha BakCHHATa — TbPBa NosiBa Ha Te:kka ¢opma Ha COVID-19 npu
Y4YacTHHIM cbc MM Oe3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6azara Ha
onpejeIeHNETO HA ATeHIMSITAa 32 KOHTPOJ Ha XpaHuTe u jJekapcrBara (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus nex ciaen Joza 2 B
NEepPUO/a HA Mpoc/esiBaHe HA IUIALe00-KOHTPOJIHPAHOTO NPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Ciayvan Ciyuan
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% JH")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBBbpCHHUTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpoTBercTBall Ha COVID-19 (cuMnToMuTe BKIIIOYBAT: MOBUIIEHA TEMIEPATypa; HOBOMOSBUIIA C€ WU 3aCHIMIIA
ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B
MYCKYJINTE; HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; ANAPHS; MOBPBINAHE).

* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-Mako
1 ot caenuute:

e  KimHWYHM NpHU3HAIM B TIOKOH, TOKA3aTEITHH 32 TEKKO CHCTEMHO 3a00IIsBaHe (MXaTeTHa YeCTOTa
> 30 BaumBaHUs B MHHYTA, ChpJIEUHa 4ecToTa > 125 ynapa B MUHYTa, KHCIIOpOAHa caTypanust <93%
Ha CTaeH BB3/yX Ha MOPCKOTO PAaBHUILE MM CHOTHOLICHHE HAa apTEPUATHOTO NMaplMaIHO HAJIsIraHe Ha
KHCIIOpO/a KbM (pakimsaTa Baumiad kuciaopon < 300 mm Hg);

e JluxaTenHa HEJOCTaTBUHOCT [ONpeeeHa KaTo HyXk/1a OT II0JaBaHe Ha KUCIIOPOJI C BUCOK MOTOK,
HEMHBA3MBHA BEHTUJIALNS, MEXaHUYHA BEHTUJIAINS WIN eKCTPaKOPIOpaIHa MEMOpaHHA OKCUTE€HAITHS
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHHM 32 IOKOBO CHCTOSIHUE (CHCTOJIMYHO KpbBHO Hamsirane < 90 mm Hg, nnactoanyHo KpbBHO
Hamsrade < 60 mm Hg wim HyXIa oT Ba30mpecopn);

e  3HaunmMa ocTpa ObOpedHa, YepHOAPOOHA MM HEBPOJIOTUYHA TUC(HYHKIHS;

e [Ipuemane B OoT/eNeHNE 32 HHTEH3UBHU TPHXKH;

e  CwMmbpT.

a. nl = bpoii yuacTHHUIIN, OTrOBapSIIH Ha ONPEICICHNETO 3a KpaifHaTa TOUKa.

n2 = bpoii Ha y4yaCTHUIIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa ToYKa.

B. JIByctpanHusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BaKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza

Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJII0/ICHUE.
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r. EdukacHocT, onienena Ha 6a3ara Ha 1saTa HarduHa (Moaquunupana intent-to-treat) momysarus ot
ygacTHUIH, Toy4dm J{o3a 1, 3a orjeHka Ha epHKaCHOCTTA, KOATO BKIIFOUBA BCHUKH PAHIOMHI3HPAHH
YYaCTHHUIIH, TIOTYYMIINA Hali-MaIKoTo 1 103a OT N3MUTBaHATAa MHTEPBEHITHS.

n.  O6m nepuon Ha HaOmoaeHue B Xwisian (1 000) 4oBeKOroMHM 3a JAajieHaTa KpaitHa TOYKa PHU BCUYIKH
YYaCTHHUIM BB BCSIKa PUCKOBA TPyIa IT0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot lo3a 1 1o kpast Ha reproa Ha HaOIOACHHUE.

¢ EduxacHocr, orieHeHa Ha 6a3ara Ha MOMyJAIMATA, OIICHUMA 32 e(pUKacHOCT (Ha 7-MHUsl JICH), KOSTO BKITIOYBA
BCUYKH TOJXOSIIY PAHIOMU3UPAHH YYACTHUIIH, TOJTYYHITH BCUYKH JJO3U OT M3MUTBAHATA HHTCPBCHITHS,
KaKTO Cca paHﬂOMI/I3I/IpaHI/I B HpeﬂBapl/lTeﬂHO onpeﬂeneﬂml nposopeu, 633 )lpyFI/I CBILUICCTBECHHU OTKJIOHCHUS OT
MPOTOKOJIA, KAKTO € ONPEIEIICHO OT KIMHHUIIUCTA.

k. OO neproa Ha HaOroaeHue B xuisian (1 000) 4oBeKOroMHY 3a Ja/icHaTa KpaiiHa TOUKa IPU BCUYKH
YUYACTHHUIIM BHB BCSIKA PUCKOBA IPyIia [0 OTHOIIICHUE Ha KpaiiHaTa Touka. BpeMeBUAT rmepro/ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o kKpast Ha ieproja Ha HaOJIroIeHHe.

Egurxacnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cieo 2 003u

[Ipu mppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIW Ha BB3pacT 12 mo 15 ronunu (c MeanaHa Ha
NPOIBIDKUTEIIHOCTTA Ha MpociieAsBane > 2 Mecena cuen Jlo3a 2) 6e3 JaHHu 3a MpeauiIHa nH}peKnus,
Hama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciydas npu 978 ydacTHHIIH,
noxyumin rane6o. ToukoBara oneHka 3a epukacHoct e 100% (95% nosepurenen natepsan 75,3;
100,0). IIpu yuacTHuIM cbe WU O€3 NaHHM 32 IpenuinHa nHpeknust uma 0 caydas npu

1 119 yvacTHHIM, MOMYYHIM BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIN TI1a11e00.

ToBa chI0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaHI/ISI/IpaHI/I AaHaJIU3M1 3a e(i)I/IKaCHOCT Ca HaIllpaBCHU IIPU AOIIBJIHUTCIIHNA IIOTBBPACHH ClIydau Ha
CQOVID-19, Bb3HUKHAJIH [0 BpEME Ha 3aCJICICHO MIarie00-KOHTPOIUPAHO HPOCIIeasBaHe, KOCTO
IpecTaBisiBa 10 6 Mecela ciie 1o3a 2 B IMOMyJalusTa 3a e()uKacHOCT.

B akryanmsupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu oHOIH Ha BB3pacT 12 no 15 roauHwy,
0e3 JaHHU 3a MpeJuilHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCUHATA, U UMa
28 cinyvas npu 1 030 yuactanny, noayuniu mwiane6o. ToukoBaTa oueHka 3a epukacaoct € 100%
(95% nosepurenen natepsan 86,8; 100,0) mpe3 meproma, korato BapuaHTsT Asda € JOMUHUPALITUST
uupKyaupan maM. [Ipu yuactHunm cbe wim 0e3 1aHHM 3a npeauinHa uHpeknust uma 0 ciaydas npu

1 119 ygactaumm, nomyuniy BakcuHata, U 30 ciyqas mpu 1 109 yuacTHunm, noxy4niu miareoo.

ToBa chIIO MOKA3Ba, Y€ TOUKOBATA OIlcHKa 3a euxacHocT ¢ 100% (95% nosepuresen nnrepsan 87,5;
100,0).

B IIpoyuBane 2 e mpoBeeH aHAJIU3 HAa TUTPUTE HA HEYTPAIU3UPAIINUTE aHTUTENA CPELTY
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClIydacH MPUHIIMIT IOJTPYIa yYaCTHHIIN O0e3
CEPOJIOTHYHH WJIV BUPYCOJIOTUYHH JaHHH 32 MuHana ek cbc SARS-CoV-2 mo 1 mecern cien
Jo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
y4YaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CHOTHOIIIEHHETO Ha CPETHO TEOMETPUYHUTE TUTPH (geometric mean titres, GMT) npu BB3pacToBaTa
rpyna 12 no 15 rogunu cripsMo Be3pactoBara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnenoBaTenHo € TOCTHIHAT KPUTEPUSAT 3a HE N0-MaJika e(hUKACHOCT, KOUTO €
cpoTHOWEHKE 1,5 , Tl KaTo HosIHATa rpaHuLa Ha 2-ctpanHust 95% JIU 3a cpeqHO reoMeTpudHOTO
ChOTHOIIEHHE (geometric mean ratio, GMR) e > 0,67.

HUmynozennocm npu yuacmuuyu Ha 8v3pacm 18 u noseue 200unu — cned b6ycmep 003a
EdextuBHOCTTA Ha eqHa OycTep no3a Comirnaty ce 0a3vpa Ha OlleHKa Ha THTPHUTE Ha
HeyTpanu3upamure antutena cpeury SARS-CoV-2, namansBauiu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa npoyuBane Oyctep J03aTa € IpuIoKeHa 5 10

8 mecena (MenmaHa 7 Mecenia) cieq; Bropata fo3a. B [Ipoyusane 2, ananmusurte Ha NTS50 1 mecer cien
Oycrtep no3ata, CpaBHSBAHM C Te3U 1 Mecel] cie]] TbpBUYHATA CEpHs, IIPH JIMIA Ha Bb3pacT 18 1o

55 rogunau 6€3 CepONOTHYHH WIIM BUPYCOJIOTHYHH JaHHU 3a MuHala nHpexuus cbe SARS-CoV-2 no
1 Mecer cien OycTep BaKCHHAIMS ITOKA3BaT HE TO-MaiKka e(h)UKaCHOCT TT0 OTHOIIIEHHE KaKTO Ha
cpemHo reoMeTpuaHOTO choTHOMeHue (GMR), Taka 1 Ha pa3nukaTa B CTEIICHTAa Ha CEPOJIOTHUICH
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otroBop. CepoNornIHUAT OTTOBOP TIPH SIUH YYACTHUK CE OIPEeJIelis KAaTo MOCTUTaHe Ha > 4 IbTH
nosumeHre Ha NT50 ot u3xoaHo HEBO (TIpenn MbpPBUYHATA cepusl). Te3n aHamu3u ca 00001IeHH B

Tabnuma 6.

Taoauna 6: Tect 3a Heyrpanusanus na SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne na GMR u ceposiornynust otroBop 1 Mecelr ciien
OycTep mo3a cupsiMo 1 Mecen cJjie] MbPBUYHA CepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunm 6e3 n1anHu 3a uHdekuus a0 1 mecen cjen oycrep x03a* — momyJiamnusi,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 mecern ciien
Oycrtep no3a/- | Ilocturnara
1 mecen ciien | 1 mecen ciaen | meJi 3a He TMO-
1 mecen ciien MbpPBHYHA IbPBUYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
AHanu3 n (95% an) (95% an) (97,5% aAN) (4/H)
Cpenno
reoMeTpu4eH THTHP
HA
HeyTpaJu3upammre
aHTHTEJAa,
HAMaJISIBAIIL
BHpYyCHATA
akTHBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMTYH) 2122 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) iy
CreneH Ha
cepoJIoTnYeH
otrosop (%) npu
THTBP HA
HeyTpaJu3upammre
aHTHUTe]Aa,
HaAMAJISIBAII] 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200" | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%") i

Cokpamenuns: JIU = noseputenen uarepsait, GMR = cpenHo reomerpuyuno chotHomenne; GMT = cpeaHo
reomerpuyeH TUTHP; LLOQ = nosHa rpaHuiia Ha KOJIMYECTBEHO onpesesiHe; N-CBbp3Balll = CBbpP3Balll
nykneonporenHa Ha SARS-CoV-2; NAAT = recr 3a amminukanms Ha HyKJIeMHoBH kucenunu; NT50 = tutsp
Ha HeyTpaJI3UpaliTe aHTUTela, HaMansBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK oCTBp
pecniupaTopeH CUHApPOM KopoHaBupyc 2; JI/H = na/me.

t SARS-CoV-2 NT50 e onpejiefieH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanusaius Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3mnon3Ba GpryopecleHTeH PEnopTep BUPYC, MOTyUeH OT Iama

USA_WAL1/2020, u BupycHaTa HeyTpaau3aIys ce OTInuTa BbB Vero KieThuHr MoHocoese. NT50 Ha

poOuTe ce Onpeaens KaTo peHUIPOIHOTO CEPYMHO pa3pexaane, mpu koeto 50% ot Bupyca ce

HEyTpalu3upa.

B ananmza ca BKIIOYEHU ydacTHULHU O€3 CEpOJIOTHYHHM MIIM BUPYCOJIOTHYHH JaHHu (10 1 Mecen cnen OycTep

noza Comirnaty) 3a MmuHana nHpekuus cb¢ SARS-CoV-2 (1.e. orpunarensu 3a N-CBbp3Balli aHTUTENA

[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT

(HazanHa HaTpPHBKA) IPH BCsIKa HETJIaHMpaHa BU3MTa J0 1 mMecel ciient Oycrep 1o3a.

Benuku nmoxxonsmuy y4acTHUIM, noiy4ynin 2 1o3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIHO, C

npuioxxeHa J[oza 2 B paMKuUTe Ha MpeABApUTETHO onpeaesieHus mpo3opet (B pamkute Ha 19 1o 42 nuu cnen

Hoza 1), momyunmm 6ycrep no3a Comirnaty, ¢ moHe | BalnuaeH W ONpPEAEIeH pe3ynTar 32 IMyHOTE€HHOCT

ciien Oycrep 103a IpH B3eMaHe Ha KPBB B PAMKUTE Ha MOAXOSII MPO30pel (B paMKHUTE Ha 28 10 42 1HH

ciient Oycrep no3ara) u 0e3 IpyTH ChIIECTBEHH OTKJIOHEHHUS OT MPOTOKOJIA, KAKTO € OTPENEIICHO OT

KIIMHUIHCTA.

a. N = Opoi yJaCTHUIIM C BAIIWAHU U SICHU PE3YNTATH OT TECTa U B IBETE BPEMEBU TOUKH 32 B3€MaHe Ha 1poda
B PaMKHUTE Ha ONPEACHHS PO30per]

6. GMT u 2-ctpanute 95% I ca n3umcieHn 4pe3 CTENEHyBaHe HA CPeIHATa JOTapUTMUYHA CTOHHOCT Ha
tutpute U choTBeTHUTE [IU (Ha Gazata Ha t-pasnpenenenuero Ha Student). Pesynrarure ot aHanuza moja
LLOQ ca 3amangenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIU ca uzuncneHu upes cTeNeHyBaHe Ha CpeHATa Pa3IuKa B JOTapUTMUYHHUTE

I+
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CTOMHOCTH OT aHanu3a u choTBeTHHTe JIU (Ha Oa3aTa Ha t-pasnpenencaueTo Ha Student).

r. He mo-manka edukacHOCT € Aexnapupana, ako JOJIHATa TpaHuIa Ha 2-ctpanuus 97,5% /I 3a GMR e
> (0,67 1 ToukoBara orenka 3a GMR e > 0,80.

I. N = Opoif y4aCTHHUIIN C BAIUIHHU U SICHH PE3YNITATH OT TECTa 3a IIOCOYEHHSI aHAJIN3 Ha M3XO0THO HHUBO, | Mecen
cien oza 2 u | mecen cnexx OycTep go3aTa B paMKUTE Ha ONIpeaeHNUs mpo3opel]. Te3u cToitHocTH ca
3HaMEHATEN! TIPH MPOIICHTHATE H3YNCIICHHS.

e. Opoif yJaCTHHUIN CHC CEPOIOTHYEH OTTOBOP 32 JaJICHUS aHAIN3 MIPH JAaJicHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha rnpoba. Touen 2-ctpanen /IU, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnuka B chOTHOIICHUATA, M3pa3eHH kaTo mpoueHT (1 mecerr cien 6ycrep mosa — 1 mecen cien J{o3a 2).

Kopurupan 2-crpanen /I na Wald 3a pa3nukara B CbOTHOLIEHHSATA, U3pa3eHa KaTO MTPOLICHT.

He no-manka epukacHOCT € IeKapupaHa, ako JIoJHaTa rpaHulia Ha 2-crpanuus 97,5% JIU 3a npoueHTHara

pasnuka e > -10%.

= w

Omuocumenta e(pukacHOCM HA AKCUHAMA NPU YHACTHUYU HA 8b3pacm 16 u nogeue 200unu — cieod
bycmep 003a

B enun mexauHeH aHanmu3 3a edukacHocT ot [IpoyuBane 4, mnare00-KOHTPOJIMPAHO MPOYIBAHE C
MPIIIOKEHUE Ha OycTep 103, mpoBeacHo mpu mpuomm3uTerHo 10 000 ygacTHUIM HA BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot IIpoy4BaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HATPYIaHU Hail-paHo OT 7-Mus JieH ciiel] OycTep BaKCHHAIMATA JI0 IaTaTa Ha 3aKIF0YBAHE HA TaHHUTE
5 oktomBpu 2021 T., TOBa Cce SABSBA IMEPUOJT HA TIPOCIEASIBAHE ClIes OycTep /103a ¢ MeanaHa

2,5 mecena. Bycrep no3ara e npunoxkena 5 10 13 mecena (Meauana 11 mecera) ciiea BTopara J103a.
OrneHena e epUKacHOCTTa Ha BaKCHUHATA B rpynara ¢ Oycrep no3a Comirnaty cie mbpBUYHATA CEPUS
B CpPaBHEHHE C rpynara ¢ mianedo BMecTo Oycrep /103a, MoJIydniia caMo IbpBUYHATA CEPUS.

HNudopmanusaTa 3a OTHOCUTENHATA ¢(UKACHOCT Ha BAKCHHATA TMPH YYACTHHUIIM HA BH3pacT 16 u moBeue
roquHu 0e3 AanHU 3a npeauiHa uadekims cbc SARS-CoV-2 e npencrasena B Tabnuia 7.
OTtHocuTeHaTa €pUKACHOCT HAa BAKCHHATA MPH YYACTHHUIIM ChC M 0€3 TaHHU 3a MPeaUITHa HHPEKIUI
c¢bc SARS-CoV-2 ¢ 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogo0HO Ha Ta3u,
HaOJIF0/IaBaHa MPU YYACTHUIM Oe3 TaHHM 3a TpeanIiiHa HHPEKIUs. BposAT Ha MEPBUYHUTE CyYan Ha
COVID-19, nabmonaBanu oT 7-Mus JieH ciiej; OycTep BakCHHAIMATA, € 7 B Tpynara ¢ Comirnaty u

124 B rpynara c ruiane6o.

Taouauna 7: EdukacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus eH cien
O0ycTep BAKCHHALMA — YYACTHUIH HA Bb3pacT 16 U noBeye roanHu 0e3 JaHHU 3a
HH(peKI — MONYJIalus, OLeHNMa 32 eUKACHOCT

II'spBa nosia Ha COVID-19 ot 7-Mus neH cijieq 6ycrep 1032 IPU yYACTHUIM 0e3 JaHHHU 32
npenuiHa nHpexnus cb¢c SARS-CoV-2*

Comirnaty Inane6o
N?=4 695 N?=4 671
Ciyvan Cayyan OTtHocHuTeTHA
n1% n1® eduracHocT Ha
Bpeme Ha HaOuionenune” | Bpeme Ha HaO/1101eHHE” BakcuHaTa" %
(n2Y) (n2Y) (95% JAN°)
[IspBa nosiBa Ha
COVID-19 ot 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCHHAIHSI 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBbpCHHTE CiTyyau ca ONpeeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UITH 3aCHIIHIIA
ce KaIlUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHIIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WJIM yBEIMYMIA ce OOJKa B
MyCKyHI/ITe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC WJIF MUPWC; BB3MAJICHO T'bPJI0; AUAPHS; IOBPHIIAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHU U BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]
Oycrep BakcHHaNuUATa) 3a MuHana uHpekiwms cb¢ SARS-CoV-2 (T.e. oTpHLIATETHH 32 aHTHTENA C
N-cBbp3BaHe [cepym] Ha Busura 1 u nHeotkpur SARS-CoV-2 ¢ NAAT [Ha3anHa HatpuBka] Ha Busznta 1 uc
otpunareneH peynratr oT NAAT [Ha3zayiHa HaTpUBKa| NpH BCsKa HEIUIAHUpaHa BU3NUTA IIPEH 7-MUs JIeH
ciiest OycTep BaKCHHALUATA).
a. N = bpoii yuacTHULIM B IOCOYEHATA IPyIa.
6. nl = Bpoii yyacTHHIM, OTTOBAPSILY Ha ONPEAEICHUETO 32 KpaiiHaTa TOUKa.
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B. OO nepuox Ha HaOmoxeHue B xwiisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IIpU BCHYKH
YYaCTHHUIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must neH criex OycTep BaKCHHAIIUATA 0 Kpasi Ha IIepHo/ia Ha HAOMIOJCHHE.

r. n2 =0poii Ha yYaCTHUIIMTE B PUCK MO OTHOIIICHUE HA KpaifHaTa TOYKa.

. OtHocuTenHa eHKACHOCT HA BAKCHHATA B IpyIaTa ¢ Gycrep go3a Comirnaty B cpaBHeHue ¢ 1Iane6o
rpymarta (6e3 Oycrep no3a).

e. JIBycrpannusT noBeputeneH uateppai (/1) 3a oTHocuTeHa e(hUKacHOCT Ha BAKCHMHATA € IMOJTydeH Ha OazaTta
Ha Metoa Ha Clopper n Pearson, kopurupas 3a BpeMeTo Ha HaOIoeHHeE.

Hmynoeennocm na 6ycmep 0o3a cied nvpsuyHa 6akcunayus ¢ opyaa paspeutena 3a ynompeoa
saxcurna cpeusy COVID-19

M3BoawuTe 110 OTHOMICHHE HA e(peKTUBHOCTTA Ha OycTep mo3a Comirnaty (30 ug) mpu niwia,
3aBBPIIMIM MbPBUYHA BAKCHHAIIMS C ApYyra pa3pellneHa 3a ynorpebda Bakcuna cpemry COVID-19
(xereposiokHa OycTep 703a), C€ OCHOBABAT HA JAHHUTE 32 IMYHOTC€HHOCT, MTOJIyYE€HH OT HE3aBUCHMO
OTKPMTO KIMHUYHO IpoyuBaHe (asza 1/2 na Hanmonanuure 3npasau uncrutytu (National Institutes of
Health, NIH) (NCT04889209), nposeneHo B ChequHEHUTE IATH. B TOBa Mpoy4BaHe Bb3pacTHU
(mmamnazon 19 mo 80 roanHM), KOUTO ca 3aBBPIIIN THPBUYHA BAKCUHAIIUS ChC CEPUS OT 2 J03H
Moderna 100 pg (N = 51, cpeana Bs3pact 54+17), enuanuna fgo3a Janssen (N = 53, cpeaHa Bb3pacT
48+14) unu cepus ot 2 no3u Comirnaty 30 ug (N = 50, cpeana B3pacT 50+18) Hait-Maiko

12 ceqmuIy pey BKIFOYBAHETO UM B TIPOYYBAHETO M B aHAMHE3aTa Ha KOUTO HE ce ChoOIaBa 3a
undexnus cb¢c SARS-CoV-2, ca momyuunu 6yctep f03a Comirnaty (30 pg). Byctep BakcuHaiusTa ¢
Comirnaty uaaynupa yBenndaBane Ha GMR Ha TuTpuTe Ha HEyTpanu3upamure anTurena 36, 12 u 20
BTH CHOTBETHO CJie] MbpBUYHKTE 03U Janssen, Moderna, u Comirnaty.

XereponokHa Oyctep BakcuHaius ¢ Comirnaty € olieHeHa ¢hIno u B mpoyuBaneTo CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PaHJIOMHU3UPAHO, KOHTPOIUPAHO TpoyuBaHe (Ba3a 2 Ha
Oyctep BakcuHanms ¢ Tpera qo3a cpemy COVID-19, B koeto 107 Bb3pacTHH yyacTHHIH (C MeITUaHa
Ha BB3pacTTa 71 roguHu, MHTEPKBAPTHIIEH Muana3oH 54 10 77 roIuHU) ca paHAOMHU3HUPAHU
Haii-manko 70 muau cien 2 mo3u BakcuHa cpenty COVID-19 na AstraZeneca. Cien mspBUYIHATA CEPHUS
¢ BakcuHa cperry COVID-19 na AstraZeneca, iceBnoBupyc (aus Tum), npomsinata B8 GMR na NT50-
TUTPUTE Ha HEYTPAIU3UPALIUTE aHTUTENA ce yBeaudana 21,6 IbTU ¢ IPUIaraHeTo Ha XETEPOJIOAKHA
Oycrep mo3a Comirnaty (n = 95).

[lenuarpuyna nomnyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomymnanus npu npesernus Ha COVID-19 (Bx.

Touka 4.2 3a “H(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuHanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3aTa Ha KOHBEHI[MOHATHUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCUYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty € mpriIaraHa HHTPaMyCKYJIHO (TIOJy4YaBamty 3 ITBIHM T03U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJIECHOTO TETJI0), MOKa3BaT MAJI'bK OTOK M €PUTEM Ha MSCTOTO Ha MHKCKTHPAHE U yBEIIMYaBaHE Ha
0ennuTe KPbBHU KJICTKH (BKIIOYUTETHO 02300 UM U €03MHOGUIIH), ChOTBETCTBAIIM HA Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIM3aIl¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku eextu ca Ounu odpaTumu.
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FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca MMPOBCKAAHU TPOYUYBAHUA HUTO 3a TCHOTOKCUYHOCT, HUTO 34 KaHIICPOTCHHOCT. He ce ouakBa
KOMIIOHCHTHUTC Ha BaKCHHAaTa (J'II/IHI/II[I/I u uP HK) Ja uMaT rCHOTOKCHUYCH IMOTCHIIHMAJI.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 PA3BUTHETO Ca M3CJIEABAHH MPH IITHXOBE B
KOMOWHHUpPAHO MpOoyYBaHe Ha PEpTUINTETA M TOKCUYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
npuiIarad UHTPaMyCKYJIHO Ha KEHCKH TUTbXOBE Mpean Yi(TOCBAaHE U 110 BpEME Ha FeCTaLHs
(momyuaBaiy 4 BJIHU 103H 33 XOpa, FTEHEPUPAIY OTHOCUTETHO BUCOKM HUBA MPH IUTBXOBE MOpaan
pa3In4usATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MKy JieH 21 mpeau Y ToCBaHETO U TeCTallnOHEH

nen 20). OtroBopu ¢ nosiBa Ha HeyTpanuzupauy antutena cpeuy SARS-CoV-2 uma npu KUBOTHHTE
MaiKH OT nepuoza npeau YuToCBaHETO IO Kpas Ha MIPOYUYBAHETO B MOCTHATAJIEH AeH 21, KakTo u
npu Gerycute u okosieHneTo. HsaMa cBbp3anu ¢ BakcuHata eeKTr BbpXy hepTuimTera,
OpemMeHHOCTTa WK eMOPHO(dETATHOTO Pa3BUTHEC WM PA3BUTHETO HA TIOKOJIeHNETO. JIMTICBAT JaHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAHETO HA BAKCHHATA MPE3 IUIALICHTATa WM EKCKPELHATa B MIIIKOTO.

6. DPAPMAIIEBTUYHU JTAHHHA

6.1 CnucbK HAa IOMOLIHHUTE BelecTBa

((4-xumpoxcubyTrin)azaneaumi )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuermnenrankon)-2000]-N,N-gurerpanermnareramu (ALC-0159)
1,2-nucreapomnn-sn-riunepo-3-hochoxonun (DSPC)

Xonectepon

Tpomeramon

TpoMeTaMoIIOB XHIPOXIOPHT

3axaposa

Boga 3a uHXeKIuu

6.2 HechbBMeCTHMOCTH

To3u IekapcTBEH MPOAYKT He TPSIOBA 1a Ce CMeCBa C APYTH JEKAPCTBEHH MPOAYKTH.

6.3 Cpoxk Ha rogHoct

HeotBopen duakon

3ampasen aakon

18 meceria, korato ce chxpansiea npu -90°C mo -60°C.

Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen moyyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke aa ce chxpansaBa win npu -90°C go -60°C, wu npu 2°C g0 8°C.

Eonooozosu graxonu

Koraro ce cpxpansBat 3ampazenu npu -90°C o -60°C, onakoBkute ¢ 10 enHO1030BH (priakoHa
BakcHHa Morar jaa ce pa3mpasst npu 2°C no 8°C 3a 2 yaca, a eAMHUYHY (PIIaKOHU MOTaT Ja ce
pasmpasar npu craitna remneparypa (10 30°C) 3a 30 MUHyTH.

Mnozooososu graxonu

Koraro ce cpxpansBat 3ampaszenu npu -90°C no -60°C, onakoskure ¢ 10 MHOrog0308u QuakoHa
BaKcHHa Morat Ja ce pazmpasat npu 2°C no 8°C 3a 6 yaca, a eqTMHUYHHU (IIAKOHU MOTAT Jia ce
pa3mpazsT npu craiina Temmeparypa (1o 30°C) 3a 30 MUHYTH.
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Pasmpazen praxon

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C o 8°C B pamkute Ha 18-MecedHus cpok Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OIakoBKa Tps0Ba Jia ce 3amuilie HOBUAT CPOK Ha TOJTHOCT U BaKCHHATA TPSIOBA Jla ce M3I10JI3Ba
WM J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3apacka.

. Axo BakcuHata ¢ nonydeHa nipu 2°C no 8°C, T TpsoOBa na ce cexpanssa mpu 2°C mo 8°C.
CpOKBT Ha TOJTHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWIJI KOPUTHPAH, 3a Jia 0Tpa3siBa
CpOKa Ha TOJTHOCT MIPH ChXPaHECHUE B XJIAIMITHUK U ITBPBOHAYAHUAT CPOK Ha TOJTHOCT TPSIOBa
Jla e OWII 3apacKaH.

[Ipenun ynotpeba HEeoTBOpEeHHUTE (IIAKOHM MOT'aT J1a ce ChbXpaHsBar A0 12 yaca npu Temmeparypa
Mmexny 8°C n 30°C.

C pa3mpasenuTe GrakoHH MOXeE Jia ce pabOTH B YCJIOBHS Ha CTallHa CBETIIMHA.
Cunen pa3mpa3ssiBaHe BAKCHHATA He TPsidBa /1a ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru OmrKJIOHEeHUA NPpU CbXPAHEHUE 6 XAAOUHUK

. JlaHHUTE 3a CTAOMITHOCT ITOKa3BaT, 9€ HEOTBOPEHUAT (D1akoH e craduieH no 10 cemMuiiy,
KOTaToO ce ChXpaHsABa MpH Temreparypa ot -2°C mo 2°C, B pamkute Ha 10-cemMuaHus Iepro
Ha cbxpaHeHue mexay 2°C u 8°C.

o JlanHuTE 3a CTAOMITHOCT MMOKA3BaT, 4e (hJIAKOHBT MOXKE Ja Ce ChbXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BxmtountenHo g0 12 yaca ciex mbpBOTO IPOOUBaHE HA
3amymaigkara Ha GJaKoHa.

Tazu I/IH(i)OpMaLII/IH € Mp€AHa3Ha4YCHa Ja YI'bTU MCAUIHUHCKUTC CIICHUATIUCTHA CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIIEPATYPHO OTKIIOHCHUC.

OTtBOpeH GaaKkoH

Jlokazana e XuMH4Ha U GU3MYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
KOETO BKIIOYBA JI0 6 Yaca BpeMe 3a TpaHcnoptupane. OT MUKpOOHOJIOTHYHA TJIIHA TOYKa, OCBEH aKo
HAYMHBT HAa OTBAPSHE M3KIIFOYBA PHCKOBE OT MUKPOOHA KOHTAMUHAIIHS, IPOAYKTHT TPsiOBa 1a ce
W3M0JI3Ba BeHara. AKO HE ce M3MO0JI3Ba BEJHAra, BPEMETO U YCIIOBHUITA Ha ChXPaHEHUE 110 BpEME Ha
yrnoTpeda ca OTTOBOPHOCT Ha MOTPeOUTEIISI.

6.4 CneumnaJHM ycJI0BHUS HA CbXpaHeHUe

[a ce cpxpanssa BbB (hpusep npu -90°C no -60°C.

[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPE/a3u OT CBETIMHA.

[To BpeMe Ha chXpaHEeHHE CBEJIeTE IO MUHIMYM W3JIaraHeTo Ha CTaiiHa CBETIIMHA U M30sTBaiTe
U3JIaraHe Ha IpsiKa CI'TbHYEBA CBETJIMHA M YJITPABUOJIETOBA CBETIIMHA.

3a ycrnoBusTa Ha CbXpaHEHHUE CJIE/l pa3Mpa3siBaHe U ITbPBOHAYAIHO OTBAPSIHE BIKTE TOUKa 6.3.
6.5 Buau chbabpKaHue HA ONAKOBKaTAa

Comirnaty nmucniepcust ce goctassi B ipo3padeH (iaakon (ctbkiio Tui 1) 2 ml che 3amymanka
(cuHTeTHYHA OpOMOOYTHIIOBA I'yMa), C ATyMUHHEBA OOKaTKa M OTYYIBAIIIO CE CUBO ITACTMACOBO
Karaye.

Ennu eqrono30B dhiaakod ceaspka 1 mo3a ot 0,3 ml, Bikre Toukn 4.2 u 6.6.
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Enun MHOrom0308 duakos (2,25 ml) ceaspika 6 go3u o 0,3 ml, Bukre Touku 4.2 1 6.6.
Bun omakoBka ¢ enHomo0308u duakonu: 10 dpnakona.

Bunose onakoBku ¢ MHOT010308H Quiakonu: 10 diakona wmm 195 puakona

He Bcuuku BUIOBE OMaKOBKK MoraT Jia ObJaT MyCHATH Ha Ta3apa.

6.6 CroenuajHu nMpeINa3Hu MEPKH NMPH U3XBHPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/no3a TpsiOBa 1a ce MPUTrOTBU OT
MEIUIUHCKHU CIICIIMAITUCT, KaTO CE M3I0JI3Ba aCeNITHYHA TEXHUKA, 32 J]a CC TapaHTUpPa CTCPUITHOCTTA
Ha IIPUTOTBEHATA TUCIICPCHSI.
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YKA3AHMUSA, ITPUJIIOKUMU KAKTO ITPU EAHOJO30BUTE, TAKA U IIPU
MHOI'OJJO30BUTE ®JIAKOHU

MNPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA .4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA JUCHEPCUS (JIMLIA HA 12 1

INOBEYE I'OAMHMN)

CuBo kKamaue

Comirnaty
Original/
Omicron BA.4-5

Ja He ce

pa3pexna

[TpoBepete nanu GrakoOHBT € ChC CUBO
IIACTMACOBO Karlaue U CUB KOHTYP,
OrpaKIall eTUKETa, U IAJIM UMETO Ha
npoaykra ¢ Comirnaty
Original/Omicron BA.4-5

(15/15 mukporpama)/no3a HHXEKIIMOHHA
JHCTICPCHSL.

[Tposepere manu GIakOHBT € €THON030B
WJIX MHOTOJI030B U CIIeBalTE
NPUIOKUMHUTE YKa3aHus 3a paboTa 11o-
J0TTy.

AKoO (pJIaKOHBT € ChC CHBO TUTACTMACOBO
Karade ¥ CUB KOHTYP U HIMETO Ha
npoaykra ¢ Comirnaty

30 Mukporpama/no3a HHKEKIIMOHHA
mucrepenst wian Comirnaty
Original/Omicron BA.1

(15/15 mukporpama)/o3a MHXEKIIHOHHA
JICTIEPCHST, MOJISI, HATIPaBeTe CIIpaBKa ¢
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Ta3u opma.

AXO0 ()ITaKOHBT € C JHJIaBO IIACTMACOBO
Kamage, MOJIs, HalpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Comirnaty 30 Mukporpama/nosa
KOHLICHTPAT 332 HHKEKI[OHHA
JCTIEPCHSI.

AKO0 (pNIaKOHBT € C OpaHKEBO
MIACTMACOBO Karade, MOJIsl, HalpaBeTe
CIIpaBKa C KpaTKaTa XapakTepUCTHKA Ha
npoaykTa 3a Comirnaty

10 mMukporpama/no3a KOHLIEHTPAT 32
WHKCKIIMOHHA JUCTICPCHST UITH
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/no3a KOHIIEHTPAT 3a
WHKEKIIMOHHA JUCTICPCHSL.

Axo0 (1aKOHBT € ¢ Ka(hsIBO-UCPBEHUKABO
TUIACTMACOBO Karaue, MOJIsi, HalpaBeTe
CTIpaBKa C KpaTKaTa XapaKTepPUCTHKA Ha
mpoaykra 3a Comirnaty

3 MUKpOrpaMa/no3a KOHIEHTpAT 3a
MHKCKIIMOHHA JAUCTIEPCHSL.
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HOPEAN YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA .4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCUS (JIMLIA HA 12 1

HNOBEYE I'OAMHMN)

~

Jla ce cbXxpaHsiBa 10
10 cenmuuu npu
2°C no 8°C,
KOpPUTHpaiiTe cpoka
HA TOIHOCT BBPXY
KapTOHeHaTa
ONAKOBKA.

AKO €HO/I030BUSIT HJIU MHOTOZI030BHUST
(hmakoH ce chXpaHsABa 3aMpa3cH, TOH
TpsiOBa Ja ce pa3mMpasu mpeau
yrnotpeba. 3ampazeHute GIakoHU
TpsOBa J1a ce IpeHecaT B cpelia ¢
temmepatypa 2°C no 8°C, 3a na ce
pasmpasst. YBeperte ce, 4e (IakoHuTe
Ca HAITBJIHO pa3Mpa3eHH Mpean
ynotpeoa.

0 EnHono3oBu dhiakoHu:
Pa3mpazsBaneTo Ha eHa OMMaKOBKa
¢ 10 exHo1030BM (prrakoHa MOKE 11
oTHeMe 2 yaca.

0 MBHOro/1030BU (QJIAKOHU:
Pa3mpassBaneTo Ha eHa OMTaKOBKA
¢ 10 MHOTOO30BH (hi1aKOHA MOXKE
Jla oTHeMe 6 Jaca.

Crnen npemecTBaHe Ha (pIakoHUTE 32

cwxpanenune mpu 2°C mo 8°C,

KOPHUTUpPANTE CpOKa Ha TOTHOCT BHPXY

KapTOHEHaTa OTaKOBKa.

HeorBopenure pnakonu Morat Ja ce

cexpansBar 10 10 cemvunu ipu 2°C 1o

8°C, 0e3 na ce mpeBHIIaBa

OTIeYaTaHUAT CPOK Ha romHocT (['omen

J10:).

Bb3morkeH e npyr BapuaHT, Opu KOHTO

eIMHUYHY 3aMpa3eHn QIIAKOHU MOXKeE J1a

ce pazmpassar 3a 30 MUHYTH TTpU
temneparypa no 30°C.

[Ipenu ymotpeba HEOTBOPEHUSAT (IIAKOH

MOJKE Ja ce ChXpaHsBa A0 12 yaca npu

temmepatypa 1o 30°C. C pasmpaszeHnuTe

(hakoHU MOXKe J1a ce pabOTH B YCIIOBUS

Ha CTaliHa CBETIUHA.
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Buumareano 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6eau Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBa Aa
TpeacTaBIsiBa Osy1a 10 OYTH OsiTa
mucniepeus 0e3 Bunumu yactuuu. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIM WIX IIPOMSHA B L[BETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.4-5 (15/15 MUKPOT'PAMA)/103A UH)KEKIITMOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE I'OAMHMN)

0,3 ml BakcuHa

Ennonososu uiakonn

Usrernere equHuyHa 10332 BAKCHHA OT
0,3 ml.

UzxBbprieTe GaakoHa W UIJTHIITHUSL
obeMm.

MHoro10308u (hrakoHn

Bcekn MHOT01030B ()J1aKOH ChIBpKa
6 go3u mo 0,3 ml.

Kato m3non3Bare acentuyHa TEXHUKA,
HOYHCTETE 3alyIIaikaTa Ha JIaKoHa ¢
TaMIIOH 3a €IHOKpaTHa ynoTpeoa,
HAIlOCH C aHTUCETITHYEH Pa3TBOP.
Uzrernere 0,3 ml Comirnaty
Original/Omicron BA.4-5.

Tpsi0Ba 1a ce U3MoN3BaT CIIPUHIOBKU
W/WIY UIJIK C MAJITBK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
U3TETJIAT 6 103H OT eUH (PIaKoH.
KomOuHanusTa OT COpMHIIOBKA U UTJIa €
MaJIlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJSIM OT

35 MUKponuTpa.

AKO ce U3M0I3BaT CTaHAAPTHU
CTIIPUHIIOBKH M UTJIH, MOXeE J1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETIIsIHE Ha [IeCT
JI03M OT eIuH (hIIaKoH.

Bcesika no3a tpsioBa 1a ceaspixa 0,3 ml
BaKCHHA

AKO KOMYeCTBOTO Ha OCTaHajaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
eana 1sia no3a ot 0,3 ml, u3xebpriere
(hakoHa U M3MUILHUSA 00eM

3amuineTe ChOTBETHUTE J1aTa/dac BPXY
(nakona. M3xBwprere Hen3mon3BaHaTa
BakcuHa 12 gaca cies mbpBOTO
npoOuBaHe Ha 3alyIIaikaTa Ha
(hnakoHa.

UsxBbpasiHe

Hewsnon3BaHusT IeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAIIU OT HETO TPsIOBa Jla ce U3XBBPIIST

B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.




7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Ennonososu uiakonn

EU/1/20/1528/014

MHoro103084 (hilaKOHH

EU/1/20/1528/008
EU/1/20/1528/009

9. JATA HA TbPBO PA3ZPEINABAHE/TIOJHOBSBAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

[ara na mppBo paspemasane: 21 nexkemspu 2020 r.
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € IMPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHmus o Jiekapcersara http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIIHO HAOM0eHre. ToBa 111e mo3Boiau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIMATTUCTH CEe
M3KCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIDKTE Touka 4.8.

1. HNME HA JTEKAPCTBEHUS TIPOAYKT

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIEHTPAT 32 HHKEKIHOHHA
JCIIepCHs

nPHK Bakcuna cperry COVID-19 (mykneo3unno moaudurmpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (hJIAKOH C OPAHIKEBO Kallaue U ChbPKAHUETO My TPsIOBa Jja ce pa3pely Ipean
yroTpeoa.

Enun dnaxon (1,3 ml) ceaspxka 10 mo3u no 0,2 ml cnex pa3pexnane, BUxTe TOUKU 4.2 1 6.6.
Enna nosa (0,2 ml) ceaspxa 5 mukporpama tosuHamepas (tozinameran) u 5 mukporpama
¢amrosunamepan (famtozinameran), uPHK Bakcuna cperry COVID-19 (BkiroueHa B JTHITHIHA
HAaHOYACTHIIN).

To3uHamepan e eqHOBepIKHA, 5’ -Kenupana nHpopmarmonaa PHK (nPHK), mpoussenena c
U3I0JI3BaHe Ha Oe3KiIeThuHa iN Vitro tpanckpumiws ot chotBetHuTe JJHK-Marpuim, koguparin
BupycHus S (spike) mporenn Ha SARS-CoV-2 (opurunanna). ®amro3nHaAMEpaH € eTHOBEPIIKHA,
5’-kenupana unpopmarmonra PHK (nPHK), mpoussenena ¢ usnon3pane Ha 6e3ki1eTbuHa in Vitro
Tparckpurus ot cboTBeTHUTE JJHK-Matpumm, kogupamm BupycHus S (spike) nmporenH Ha

SARS-CoV-2 (Omicron BA. 4-5).

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIMOHHA AUCIIEpCHs (CTEPHIICH KOHIICHTPAT)

Bakcunata npencrasisisa Osita 10 mouTu Osita 3ampasena aucrepeus (pH: 6,9 — 7,9).

4, KJIMHUYHHU JAHHHU

4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/mo3a KOHIIEHTPAT 3a HHKEKITHOHHA
JIICTICPCHS € TIOKa3aHa 32 aKTUBHA MMYHH3AIIMs 3a peBeHIus Ha 3abonsBanero COVID-19,
npuurHeHo oT SARS-CoV-2, na geua Ha Bb3pact 5 10 11 roguHu, MOMyYHiId Npeau TOBa Hal-

MaJKOTO Kypc Ha mbpBUYHa BakcuHanms cperty COVID-19 (Bx. Toukn 4.2 11 5.1).

yHOTp€6aTa Ha Ta3u BaKCHMHa Tpﬂ6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITe OpEeNOPBKHU.
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4.2  Jlo3uUpoBKAa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

JHeua na evzpacm 5 0o 11 200unu (m.e. Ha ev3pacm 5 00 noo 12 2o0unu)
Iozara Comirnaty Original/Omicron BA. 4-5 e 0,2 ml, mpunarana HHTpaMyCKYJIHO.

TpsiOBa 1a MMa MHTEPBAJI OT Hal-MaJIKo 3 Mecella MeKIY npuioxkeHueTo Ha Comirnaty
Original/Omicron BA. 4-5 u npeauiHata, OCIEIHO MPUIOKEHA, 103a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA. 4-5 e noka3zana caMo TpH JIMIA, TTOJYyYHIN TIPEIH TOBA Haii-
MAaJIKOTO KypC Ha mbpBUYHA BakcuHaius cpenry COVID-19.

3a noapoOHa nHGOpPMaLUs OTHOCHO Kypca Ha ITbPBUYHA BAKCHHALIMS MPH Jelia Ha BB3PAcCT 5 10
11 roauHu, BIXKTE KpaTKaTa XapakTepucThKa Ha npoaykra 3a Comirnaty 10 Mukporpama/mosa

KOHIOCHTPAT 3a MHXKCKIIMOHHA TUCIICPCHUL.

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/TpssOBa 1a ce mpriiara camo TIpu Jera Ha
BB3pact 5 1o 11 roguam.

Heduamputma nonyaayus

besonacuoctTa 1 eukacHoctTa Ha Comirnaty Original/Omicron BA.4-5 npu nena Ha Bb3pacT moj
5 ronuHu He ca ycTaHOBeHU. JIUTICBaT JaHHH.

HauuH Ha npuiioxxeHue

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHLIEHTPAT 32 HHKEKIIHOHHA
JMCTIepcHs TpOBa Ja ce Ipulara HHTPaMyCKYJTHO CJIell pazpexaane (Bx. Touka 6.6).

Cnen paspexnane guakonute Comirnaty Original/Omicron BA.4-5 chabprkat 10 1031 BakcHHAa 110
0,2 ml. 3a aa ce ustersaT 10 103u OT eauH (HIAKOH, TPOBA 1a CC M3I0JI3BAT CIPUHIIOBKH W/WJIH UIJIH
C MaJTbK (HEHM3IOJI3BacM) MBEPTHB 00eM. KoMOMHamusTa OT CIPUHIIOBKA M UTJIa ¢ MAThK MBPTHEB 00eM
TpsiOBa J1a ©Ma MBPTHB 00E€M HE TIO-TOJISIM OT 35 MUKPOIUTPa. AKO Ce M3MOA3BAT CTAHIAPTHH
CIIPHUHIIOBKHY M WIJIHA, MOXeE J]a HsIMa JOcTaTh4ueH o06eM 3a u3teriisiHe Ha 10 103u ot eanH (i1akoH.
He3aBucumo ot BUla Ha CIIpYMHIOBKATa U HIJjara:

. Bceska noza tpsosa na ceabpika 0,2 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BAaKCHHA HE MOXeE Ja JOCTAaBU €lHA LisIa 1032
ot 0,2 ml, u3xBBpieTe GrakoHa U U3TUIIHUI 00EM.

. He cp0upaiiTe m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

[IpeanounTaHoTo MSICTO € ASITOUAHUAT MYCKYJI B TOpHATa 4acT Ha pbKara.
He umxektupaiite BakcuHaTa HHTPaBacKyJIapHO, TOJKOKHO MM HHTPAIePMaJIHO.

Bakcunata He Tps0Ba a ce cMecBa B €/1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHU WX JIEKAPCTBEHH
MPOIYKTH.

3a mpenrasHuTe MEPKH, KOUTO TPsAOBa Jja OBbAT B3E€TH MPEAH MPUIIOKEHHE HA BAKCHHATA, BUKTE
Touka 4.4.

3a YKa3aHUust OTHOCHO pa3sMpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCHUHATA BUIKTC TOYKaA 6.6.
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4.3 IIpoTuBomoka3aHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4  ChneumajHu mpeaynpeskaeHus U Npeana3Hu MepPKHU MPHU yrnoTpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpoCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIllricCBar.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u anad)uﬂakcwz

Nma cpoOienus 3a ch0uTHs Ha aHadrakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TTOAXOISII0
MEAMIMHCKO JICYCHHUE U HAaOJII0ICHUE B Cydai Ha aHa(HUIaKTHYHA PEeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATA.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,I[eHI/IG B IPOABJIDKCHUC HA Hai-manako 15 MUHYTH CJIC
BakcuHamusTa. He Tpﬂ6Ba Jla C€ pujiara cjae€aBaila n03a OT BaKCMHATa Ha JInla, IMOJIy4YnIn

aHaguakcus ciel npeauiHa go3a Comirnaty.

Muokapoum u nepuxapoum

ChlniecTByBa MOBUIICH PUCK OT MUOKAPIHT U MEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE Pa3BUAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkurte Ha 14 qau. Te ca HaOIFOMaBaHM 1MO-9ECTO CJIC]T BTOpaTa BaKCHHAITUS M TI0-9€CTO TIPH FOHOIITH
Y TIO-MJIaJX MBbke. HannuHuTe JaHHN OKa3BaT, Y€ MPOTUYAHETO Ha MHOKAPAWT U MIEPUKAPIUT CIIS]
BAaKCHHAIMATA HE CE Pa3indyaBa OT TOBA MPH MHOKAPIUT WK MIEPUKAPAUT KaTo 1510 (BXK. Touka 4.8).

MeauIMHCKHUTE CIeUAINCTH TPsOBa 1a ObaaT OJAMTEHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MUOKapIUT U IEpUKApANT. BakcnHupaHuTe muia (BKIFOYUTEITHO POAUTEINTE WIA OOTPHIKBAIIIUTE
JuIa) TpssOBa 1a ObJaT MHCTPYKTUPAHU J1a OThPCAT He3a0aBHO MEIUIIMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TIOKA3aTETHH 32 MHOKAPIUT WA TEPUKAPANT, KaTo (0CTpa U MPOIBIDKATETHA) 00JIKa B
T'BbPAUTE, 3a1yX WIH MAINUTALUYN CIE] BAKCUHALAATA.

MeaUIMHCKHUTE CICHUAINCTH TPSOBa 1a HAIPaBAT CIpaBKa ¢ PhKOBOJCTBATA W/UJIM CIICIIUAIMCTUTE 32
JIMaTHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

Peakuyuu, cevpszanu ¢ mpesooicrnocm

BBB Bph3Ka ChC caMus IPOIIEC HA BAKCHHAIIMS MOTAT J1a Bh3HUKHAT PEaKIuu, CBhP3aHHU C
TPEBOXKHOCT, BKJIFOUATEITHO Ba30BAaralHN PEAKINU (CHHKOI), XUIIEPBEHTHIIAIIMS WM PEaKIiH,
CBBP3aHH ChC CcTpeca (Hamp. 3aMastHOCT, ANMUTAINH, YCKOPEHa ChpAeYHa YeCTOTa, IPOMEHH B
KPBBHOTO HaJsITaHe, MapecTe3ns, XUMIECTe3Us. U U3NOTIBaHe). Peakiumnre, CBbp3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3BYUYaBaT OT caMo ceOe cu. XopaTa TpsiOBa ja ObJaT MOCHBETBaHU J1a HHGOPMUPAT 3a
TE3M CUMIITOMH BaKCHHHUPAIIIHS T'M 32 OllcHKa. BaykHO € /1a ce B3eMaT Mpeaa3Hd MEPKH, 3a J1a Ce
MIPEeIOTBPATH HApaHSIBAHE OT MPHITAaHE.

Convmemeawio 3abo.56aue

Bakcunanusra TpsiOBa J1a ce OTJIOKH MPH JIMLA, CTPAAALIHN OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hannuuero Ha yieka nH(EKIUs 1/Win HEBUCOKa TeMIlepaTypa He Tps0OBa 1a
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCUHALIUATA.

161



Tp0M60uum0neHu;z U HApYuwerHuAa Ha Kpvbeocvcupeanemo

KakTo mipu qpyrv M”HTpaMyCKYJTHH WHKEKIMHM BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIA, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIleHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIHIIA MOTAaT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHIOKEHHUE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€3011acHOCTTa Ha BAKCHHATA HE Ca OIIEHCHU MPH UMYyHOKOMIIPOMETHPAHH JIHIIA,
BKJTFOUMTEITHO TE3H, MOJTy4YaBallld MMyHOCynpecuBHa Tepanusi. Epukacroctra Ha Comirnaty
Original/Omicron BA.4-5 mMoke 1a e mo-HUCKa ITPH UMYHOKOMITPOMETHPAHH JIUIIA.

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi1 KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYyYBAHUS.

OZDCZHL[’!@HH}Z Ha ed)ekmueyocmma HA eaKkcunama

Kakro npu Besika BakcuHa, BakcuHanusta ¢ Comirnaty Original/Omicron BA.4-5 moxe 1a He 3ammti
BCHYKU BaKCHHHPAHH.

4.5 B3aumoaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popMu HA B3auMoJelcTBHE
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.

CorbrerBanioto npuinokenne Ha Comirnaty Original/Omicron BA.4-5 ¢ npyru BakcuHH He €
HPOYYEHO.

4.6 @epTHIANTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Bce oitie nuricBaT n1aHHU 0THOCHO yroTpebaTta Ha Comirnaty Original/Omicron BA. 4-5 mo Bpeme Ha
OpEeMEHHOCT.

Bce mak roxsiM o6eM JaHHH, TOTY4YeHH OT HAOJIIOICHNETO Ha OpeMEHHH JKeHU, BAKCHHUPAHH C
I'bPBOHAYAIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty rnpes BTOpUS U TPETHUsI TPUMECTBP, HE
MOKAa3BaT yBEIMYaBaHE Ha ClydyanTe Ha OpEMEHHOCT ¢ HexKellaH u3xoJ. Makap ue TaHHUTE 3a U3X0X
oT OPEMEHHOCTTa CJIe/l BaKCHHALUS, IPOBEICHA 110 BpeMe Ha ITbPBUS TPUMECTHP, TOHACTOSIIEM ca
OrpaHMYeHH, HE ce HaOJIF01aBa MOBHILCH PUCK OT CIIOHTaHeH a0opT. [IpoyuBaHusTa MPU )KUBOTHU HE
MOKAa3BaT NPEKU WM HENPEKH BpEAHU e(heKTH, CBbp3aHH ¢ OPEeMEHHOCTTa,
eMOPHOHAITHOTO/(DETATHOTO pa3BUTHE, PAXKJAHETO WITU MMOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3). Bw3
OCHOBA Ha HAIMYHUTE JIAHHU TIPH JPYTH BapraHTH Ha BakcnHata, Comirnaty Original/Omicron
BA.4-5 Moxe 51a ce mpwiiara o Bpeme Ha OpeMeHHOCT.

Kspmene

Bce omie nmuncar ganau oTHOCHO ynoTtpebata Ha Comirnaty Original/Omicron BA. 4-5 B nepuona na
KbpPMEHE.

Bce nak He ce oyakBat epeKTH P KbPMEHN HOBOPOJICHH/KbpMaydeTa, Thil KATO CHCTEMHATa
EKCIIO3UIUS Ha BaKCUHATA IPU KbpMavKaTa € He3HaunTelHa. JJaHHuTe 0T HAOIIOJCHUETO Ha JKEHH,
KOUTO Ca KbPMEJIH CJIe]] BAKCUHAIIMS C ITbPBOHAYAITHO pa3pelieHara 3a ynoTpeda Bakcuaa Comirnaty,
HE TOKa3BaT PUCK OT HEXKENaHU eeKTH MPU KbpMEHH HOBOpOAeHH/KbpMadeTa. Comirnaty
Original/Omicron BA. 4-5 mose 11a ce ipuiiara B Iieprojia Ha KbpPMEHE.
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DepTunuTer

IIpoyuBaHUATA TPH KUBOTHH HE TIOKA3BAT MPEKH WITH HEMPEKH e(DEKTH, CBBP3aHH C PEMPOIYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BbpXy cioco0HocTTA 32 ogupaHe u padora ¢ MAIIUHA

Comirnaty Original/Omicron BA.4-5 He mosiusBa WK MOBIUABA TPEHEOPEIKUMO CIIOCOOHOCTTA 32
mogupane u pabora ¢ MamHu. Bee mak HIKoM OT epeKTUTe, MOCOUeHHU B Touka 4.8, MOraT BpeMEeHHO
J1a TIOBJIMSST CIOCOOHOCTTA 3a o(upane Wik padborta ¢ MalIuHH.

4.8 Hexenanm JiekapcTBeHH peaKluH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

W3Boaute mo oTHOIIEHKE Ha Oe3omacHOCTTa Ha Oycrep mo3a Comirnaty Original/Omicron BA. 4-5 ce
OCHOBABaT Ha TaHHUTE 3a 0€30IaCHOCT Ha OycTep /032 afanThupana BakcuHa cpenry Omicron BA.1
TIpH JIMIIa Ha BB3pacT 18 u moBede TouHu, KaKTo M Ha OycTep J03a OT IIbPBOHAYAIHO pa3pelieHara 3a
ynotpeba Bakcuaa Comirnaty mpu Jua Ha Bb3pacT 5 ¥ OBe4e TOANHH.

Comirnaty

Heya na eév3pacm 5 0o 11 200unu (m.e. Ha 8v3pacm 5 00 nod 12 2o0unu) — cieo 2 0o3u

B Ilpoyusane 3 o6mro 3 109 nena Ha Bb3pacT 5 10 11 roguHu ca moIydriId Hai-MaJlkoTo 1 mo3a
Comirnaty 10 pg 1 o6mo 1 538 nena Ha Bb3pacT 5 10 11 rogunu ca noxyunnu miane6o. Kem
MOMEHTA Ha aHaiu3a Ha ¢a3a 2/3 Ha [IpoyuBane 3, ¢ JaHHM 10 JaTaTa Ha 3aKJIIOUBAHE HA JAaHHHUTE

20 mait 2022 1., 2 206 (1 481, momyuwau Comirnaty 10 ug, u 725, monyunnu miamne6o) mera ca
npocIeIIBaHu B MPOIbIDKEHUE HA Hall-MaJIKo > 4 Mecelia clie/i BTopara Jio3a B
T1a1e00-KOHTPOIMPAHUS 3aciielieH epuol Ha mpociensBane. OneHkaTa Ha JaHHUTE 32 0€301acHOCT
B [IpoyuBane 3 npoasmxkasa.

OO6uwmsar npoduin Ha GezonacHocT Ha Comirnaty mpy y4acTHHIM Ha Bb3pacT S5 1o 11 rogunu e
noo0eH Ha HaOIr0aBaHKs IPU YYaCTHULIM Ha Bb3pacT 16 u noBeye rogunu. Hail-uecture Hexenanu
peaKIuy TpH Jera Ha Bb3pacT 5 1o 11 roguHn, KOUTO ca MoTyqrin 2 103H, ca 00JIka Ha MSCTOTO Ha
umwkekTupane (> 80%), ymopa (> 50%), rimaBooonue (> 30%), 3auepBsBaHe U MMOAyBaHE HAa MACTOTO
Ha umkektupane (> 20%), Muanrus, Brprcane u auapus (> 10%).

leya na ev3pacm om 5 0o 11 2oounu (m.e. om 5 00 noo 12 coounu) — cneo 6ycmep 003a

B nmoarpyna na [IpoyuBane 3 00mo 401 nema Ha Bp3pacT oT 5 10 11 rogunu nomyuuxa Oycrep g03a
Comirnaty 10 pg maii-manko 5 Mecelia (auamasoH oT 5 10 9 Mecena) cje/ 3aBbpIlBaHe Ha TbPBUYHATA
cepusi. AHaNMU3bT Ha moArpynara ¢asa 2/3 Ha [Ipoyusane 3 ce ocHOBaBa Ha JaHHU [0 AaTaTa

22 mapt 2022 r. (MearaHa Ha BPEMETO 3a Mpocieaspane ot 1,3 mecera).

OO6uwmsT npoduin Ha Oe3omacHOCT 3a OycTep Jo3ata € Togo0eH Ha HaOmIoJaBarHs Clie/ MbPBUYHUS
Kypc. Haii-uecture HexxenaHu peakuuy MpH Aela Ha Bb3pacT oT 5 10 11 roannu ca 0oika Ha MICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rmaBobonue (> 30%), Muanrus, BTpucaHe, 3a4epBsiBaHE U
HO/yBaHe Ha MACTOTO Ha WHxkektupane (> 10%).

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0osu

ITpn ananu3 Ha JaHHHUTE OT ABJITOCPOYHOTO TpOCesBane 3a 6e3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronoru (786, Bakcunupanu ¢ Comirnaty u 773, moiay4uiu mianedo) ca
IpOCIeAsBaHM B IPOABIDKEHNE HA > 4 Mecemna cie]] Bropara fo3a. OneHkara Ha JaHHHUTE 3a
6e3onacHoct B [IpoyuBane 2 npoabkasa.
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O6mmaT mpoduni Ha 6e3omacHocT Ha Comirnaty pu FOHOIIN Ha BB3pacT 12 1o 15 rogunu e mogobeH
Ha HaOJII01aBaHMs TIPH YYaCTHUIM Ha Bb3pacT 16 u moBeye roanHu. Haif-uectuTe HeXxXenaHu peakiuu
NpU IOHOIIX Ha BB3pacT 12 1o 15 roauHu, monydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHKEKTUPaHe
(> 90%), ymopa u rnaBodomue (> 70%), muanrus u Brpucane (> 40%), apTpairus ¥ MUPEKCHs

(> 20%).

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeYe FOJUHM Ca TOTYIHIN Hal-
mankoTo 1 no3a Comirnaty 30 pg u o6mio 22 021 yyacTHuIM Ha BB3pacT 16 Win noBeye roJuHu ca
noTyuriTy Totare6o (Brmrountenno 138 u 145 ronomm Ha 16- u 17-roguimHa Bb3pacT ChOTBETHO B
rpymaTa ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactaunm Ha Bb3pacT 16 uinm moseye
TOMHHM ca noy4rian 2 go3u Comirnaty.

KbMm MomenTa Ha ananm3a Ha [IpoyuBane 2 ¢ maTa Ha 3akiTrouBaHe Ha ganauTe 13 Mapt 2021 1. 32
1ane00-KOHTPOIMPAHUS 3aciielieH IePUo Ha IpociesiBaHe 0 JaTHTE Ha pa3ciensBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, momyunnu
miare60) Ha Bh3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IPOIBDKEHNE Ha > 4 Mecena ciien
BTOpaTa jo3a. Tosa BrmouBa 06mo 15 111 (7 704, monyunnu Comirnaty, u 7 407, momy4mnnu
anedo0) y4acTHUIM OT 16- 10 S5-roaumiHa Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, 1
5 213, nmonyuniu miamne0do) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-yecTuTe HE)XENaHU Peaklny MPH YIACTHUIIMTE Ha Bb3pacT 16 u moBeyve roANHH, TOIYIUITH

2 1o3u, ca 0oJKa Ha MACTOTO Ha UHXkekTupane (> 80%), ymopa (> 60%), rmaBodosue (> 50%),
muanrus (> 40%), srpucane (> 30%), aptpanrus (> 20%), IUpeKcHs U Mo yBaHe Ha MSICTOTO Ha
urxkektupane (> 10%) 1 0OMKHOBEHO ca JICKU WK YMEPEHH M0 MHTEH3UTET U OT3BYYaBaT B PAMKHTE
Ha HSKOJIKO JTHH CJIe/l BAKCHHAIUsTA. MaJIKo T0-Majka 4eCTOTa Ha ChbOUTHATA HAa PEaKTOTeHHOCT Ce
CBBP3Ba C MMO-TOJISIMA Bb3PACT.

[Ipodunet Ha Oe30macHOCT 1pu 545 y4acTHUIM HA BB3pacT 16 U moBeve roANHNA, BAKCHHUPAHU C
Comirnaty, kouTo ca ounu ceporo3utuBHHU 32 SARS-C0V-2 Ha W3X0HO HUBO, € MOJJI00CH Ha
HaOJIro/IaBaHKs TIPY 00IaTa TOMyJIalusl.

Yuacmuuyu na ev3pacm 16 u noseue 200unu — cned dycmep 003a

Enna moarpyna yuactaunu BbB ¢aza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 10
55 romuHwM, 3aBBPIIWIN MEPBOHAYATHUS 2-1030B Kypc ¢ Comirnaty, ca moiay4uiu OycTep 103a
Comirnaty npubnm3urenso 6 mecera (auanazoH 4,8 no 8,0 mecena) cien Jlo3za 2.

OO0musAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara e moAo0eH Ha HaOro1aBanus cief 2 po3u. Haii-
YECTHTE HEXKEITAHU PEAKIMY NIPU YYACTHUIIUTE Ha Bh3pacT 18 10 55 roxuHu ca 6oiaka Ha MCTOTO Ha
umkektupane (> 80%), ymopa (> 60%), rnaBodonue (> 40%), muanrus (> 30%), BTpucane u
aprpanrus (> 20%).

B IlpoyuBane 4, miane60-KOHTPOIUPaHO MPOYYBaHE C IPUIIOKESHUE Ha OycTep /103a, yYaCTHHIM Ha
BB3pacT 16 u moseue rofwnu, Habpanu ot IIpoyuBane 2, ca moiayumian Oycrep mo3a Comirnaty

(5 081 yuyactanim) nim mwiane6o (5 044 yyacTHUIIN) Hal-Manko 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karo 1151710, mpy yuacTHHIIUTE, KOMTO ca MOIYYHIH OycTep /1033, MeHaHaTa Ha BPEMETO
Ha MpOoCIIeAsBane cien OycTep Jgo3aTa [0 JaTara Ha 3akirouBane Ha gaHauTe (5 okromspu 2021 1) €
2,5 mecena. He ca ycTaHOBeHM HOBHU HeXelaHU peakiwn Ha Comirnaty.

bycmep 003a cneo nvpsuuna eaxcunayus ¢ opyea paspeutena 3a ynompeba eaxcura cpewsy COVID-19
B 5 me3zaBucumu npoyduBaHms 3a yrmoTpedarta Ha 6ycTep mo3a Comirnaty mpy JuIa, 3aBbPITAII
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemry COVID-19 (xereponoxna
OycTep 103a), He ca YCTAHOBCHU HOBH JTaHHHM, CBBP3aHHU ¢ Oe30macHocTTa (BXK. Touka 5.1).
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Aoanmupana Comirnaty cpewy Omicron

Yyacmuuyu na ev3pacm > 55 200unu — cneod 6ycmep 0oza Comirnaty Original/Omicron BA.1
(wemevpma 003a)

B moarpyma ot Ilpoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT > 55 roauHu, 3aBbPIIHIN
BakcuHaIms ¢ 3 qo3u Comirnaty, ca moryarin 0ycrep (deTBspTa mo3a) Comirnaty

Original/Omicron BA.1 (15/15 pg) 4,7 no 11,5 mecena caen [lo3a 3. YyacTHHIUTE, TOTYyYHIH OycTep
(ueTBBpTa M03a) Comirnaty Original/Omicron BA.1, ca uManu niepro Ha npociie/isBaHe ¢ MeTuana
Hai-majko 1,7 mecena.

O6uwmsar npoduin Ha GezomacHOCT 3a Oycrepa (uepTBbpTaTa 103a) Comirnaty Original/Omicron BA.1
e mogo0eH Ha To3u, HaOJ0AaBaH cien OycTepa (Tperara po3a) Comirnaty. Hali-uecture HexxeaaHu
pEaKIMH PU yYaCTHHIM Ha BB3pacT HaJ 55 roauHu ca 60Jika Ha MSICTOTO Ha HHXekTupane (> 50%),
ymopa (> 40%), rmaBo6osue (> 30%), muanrust (> 20%), Brpucane u aptpairus (> 10%). He ca
yCTaHOBEHH HOBH Hekenanu peaknuu Ha Comirnaty Original/Omicron BA.1.

Yuacmuuyu na évspacm 18 0o <55 2oounu — cned 6ycmep doza monosanenmna Omicron BA.1
(vemevpma 0o3a)

BezonacnocrTa Ha Oyctep nmo3a Comirnaty Original/Omicron BA.1 npu numa Ha BB3pact

18 o < 55 ronuHu € excTpanonupaHa OT JaHHUTE 3a 0€30MaCHOCT OT MOATrpyma ot 315 Be3pacTHU Ha
BB3pacT 18 10 < 55 roxunu, nomyumiu Oycrep (ueTBbpra 1o3a) Omicron BA.1 30 pg (MoHOBajIeHTHA)
clle]l 3aBbpIIBaHe Ha BakcuHanusTa ¢ 3 1o3u Comirnaty. Haii-uectuTe HexkenaHu peakiuy Ipu Te3U
YYaCTHHIM Ha Bb3pacT 18 10 <55 roauuu ca 60ska Ha MACTOTO Ha UHKeKTUpaHe (> 70%),

ymopa (> 60%), rmaBobosue (> 40%), muanrust (> 30%), srpucane (> 30%) u aprpanrus (> 20%).

CrinchbK Ha HeXXeJIaHU PeaklMy OT KJIMHUYHYU m3nuTBanus Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTuHrosus ornut ¢ Comirnaty, npu auia Ha Bb3pact S u
IoBeYe TOAUHHU, B TaOJIUUYEH BUI

Hexemanure pcaKkuuu, Ha6J'IIOI[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
ChIVIACHO CJICAHUTC KAaTCTOPHUHU 10 YECTOTA:

Msoro dectu (> 1/10),

Yectu (> 1/100 mo < 1/10),

Heuectu (> 1/1 000 1o < 1/100),

Penxu (> 1/10 000 mo < 1/1 000),

MHoro peaxu (< 1/10 000),

C HeusBecTHA YecToTa (OT HATMUHHUTE JTaHHHU HE MOXE Jla ObJie HAlpaBeHa OICHKA).

Ta6auna 1:  HexeaHu peaKuuu oT KJIMHUYHUTE npoyuBaHust Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkerunrosusi onut ¢ Comirnaty npu jiuna
HA BB3PACT 5 M noBevye rOAUHA
Cucremo- MHoro YecTn Heuectn Penxn MHoro C HeusBecTHA
OpraHeH qecTn (=1/100 no |(>1/1 000 no| (=1/10000 penkn yecToTa (OT
KJI1ac (= 1/10) < 1/10) < 1/100) ao (< 1/10 000) HAJIUYHHUTE
< 1/1 000) JAHHU He
MoOxke 1a 0bae
HATNIpaBeHa
OLIEHKA)
Hapyiienus Jumobane-
Ha KPbBTa U HoOmaTus®
nuMQHarTa
cucTemMa
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Cucremo- MHoro Yectu Heuectn Penxn MHoro C Hen3BecTHa
opraHeH YecTH (=1/100 a0 |(=>1/1 000 10| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) ao (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Peakuun Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBU-
TEJHOCT
(mamp.
o0puB,
HpYpHUTYC,
ypTuKapus’,
aHruoeemM®
Hapymienust Hamanen
Ha aTneTHT
MeTabonmn3ma
1 XPaHEHETO
Icuxuunn bescrHue
HapYIICHUS
Hapymenus I'maBoGonme 3amaiiBane"; | Octpa ITapecresus’;
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucremMa JUIeBa
napanusa’
Copaeunn Muoxkapaut';
HapylIeHus ITepuxapaut”
CroMariHo- Huapust” I'anene;
YpEBHU IToBpbiane’
HapyIIeHUs
Hapymienust Xunep- Epurema
Ha KOXKaTa XHUIPO3a; MynTudopme”
MOJIKOKHATA Homan
ThKaH M3MOTSBA-
HUS
Hapymenns Aptpanrus; Bonxka B
Ha MYCKYyJIHO- | Muanrus KpalHUK"
CKeJIeTHaTa
cucTema u
ChCIMHUTEITHA
Ta ThKaH
Hapymienust Texxo
Ha MEHCTPYaTHO
BB3IIPOU3BOIH KbpBeHE"
TeTHaTa
cuUcTeMa u
rbpjara
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Cucremo- MHoro YecTn Heuvectn Penxn Mmnoro C HeusBecTHA
opraHeH YecTH (=1/100 a0 |(=>1/1 000 10| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) ao (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
OO0 Bonka Ha 3auepBsiBaHe| ACTEHUS; Obummpen
HapyIIeHUs U | MICTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WH)XEKTH-| JIO’KEHHE,; BaKCHHUPaHUSA
MSICTOTO Ha pase; pane’ [Ipyputyc KpaiiHUK';
MpUJIOKEHHEe | YMopa; Ha MSICTOTO OTok Ha
Brpucasne; Ha UHXXEK- JIALETO™
[upexcuss; THpaHe
OTtok Ha
MSCTOTO Ha
WHKCKTH-
paHe

a. [lo-Bucoka yectoTra Ha TUMGaJCHONATHS € Ha0II0JaBaHa MPH YIaCTHULM OT 5 110 11-roguniHa Be3pacT B
IIpoyusane 3 (2,5% crpsimo 0,7%) u pu ygacTHUIM Ha 16 u moBeue ronuau B [Ipoyusane 4 (2,8% cmpsmo
0,4%), momyuawmu 6ycTep 7032, B CPaBHEHHE C yJaCTHHUIUTE, TOIYIWIN 2 TO3H.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEAEM € “penkn’”.

B. [IIpe3 meproma Ha MpOCIENIBAHETO 32 0€30MACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
octpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpuMa yuacTHHIM B rpynara ¢ u”PHK BakcuHara
cpemty COVID-19. [osiBata Ha nunesa napaiuza e Ha Jlen 37 cnen J{oza 1 (Jlo3a 2 He e npuiioxeHa Ha
yuacTHuka) u Iau 3, 9 u 48 cien [o3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JuieBa
napaiusa B rpyrnarta ¢ mianeoo.

X o R

(rTEp Tpe3 MOCTMApKETHHTOBHS TIEPUO]T.
3. 3ayepBsBaHE HA MSICTOTO Ha MHKEKTHpPAaHE BH3HMUKBA C IMO-TOJSIMA YeCcTOTa (MHOTO YECTH) MIPH Aela Ha
BB3pacT 5 10 11 rogunu.
u [loBedero ciryuam W3riexkaa He ca CEPHO3HH H ca C BPEMEHEH XapakTep.

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKIInu

Muokapoum u nepuxapoum

Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3pelaBaHe 3a ynorpeoa.
OTHacs ce 3a pbKaTa, Ha KOATO € IIOCTaBeHa BaKCHHATA.
[To-ronsiMa "yecToTa Ha MUPEKCHs € HaOIoaBaHa clie]l BTOpaTa 103a B CpaBHEHHE C ITbpBATa J103a.

CpoOmiaBa ce 3a OTOK Ha JIMLETO IIPH PELUITUEHTH Ha BAKCHHATA, HA KOUTO € OWII MHXKEKTHPaH JepMaJicH

[MoBHIIEHUAT PUCK OT MUOKAPIUT ciie]] BakcuHanus ¢ Comirnaty e Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojeMu GapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeH B EBpomna oLeHsBaT Mo-BUCOKHS
PHCK OT MUOKapJIUT MPY FOHOIIN M MO-MIIQJIM MbXke ciej] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, 4e 3a MepHoJI OT 7 IHU ciie]] BTopaTa 103a uma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4ane 3a mepuoj ot 28 qHU ciien Broparta go3a uMa 0,56 (95%
AU: 0,37 - 0,74) moreauTeHY cirydas Ha Muokapaut Ha 10 000 ipu 16 10 24-rOMUTITHE IOHOIIA U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHAL.

OrpaHr4eHu TaHHH TIOKa3BaT, 4Ye PUCKBT OT MUOKAPIIUT U MEPUKApAUT ciel BakcuHaims ¢ Comirnaty

TIpH JeTla Ha BB3pacT oT 5 70 11 roauHu u3riex/ia mo-HuChK, OTKOJIKOTO MPHU T€3H Ha BH3PacT OT 12
1o 17 ronuHu.
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Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIe] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJIABA A2 POIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATIICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
MOJI03UPaHa HeXellaHa Peakius Yype3 HallMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HATMYCH.

4.9 Ilpeno3upane

WMa HammyHM JaHHM 32 TIPeI03UpaHe MPpU 52-Ma YYaCTHUIIU, BKIIFOYCHU B KIIMHUYHOTO U3IIUTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHETO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
CHOOIIABAT 3a OBHIIICHA PEAKTOTCHHOCT MJIH HEXEIIaHU PEaKInu.

B ciyuaii Ha peio3upane ce mpernopbyuBa MPOoCieAsBaHe Ha )KU3HEHUTE QYHKIMH U Bh3MOXKHO
CHUMITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOIiCTBa

dapmakoTepaneBTH4HA rpyna: BakCUHH, Apyru BupycHu Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunupanara nanpopmaunonsa PHK B Comirnaty e nog ¢opmara Ha aunuaHu
HaHOYAaCTHILIM, KOETO MO3BOJIABA JOCTaBsAHETO Ha Hepemnuiupama ce PHK B kierkure
TFOCTONPUEMHHIIH, 34 J1a HACOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABE TOYKOBU MYTallUH B
LEHTpaJHATa YacT Ha crupanaTa. MyTanusTa Ha Te3d JBE aMUHOKHCEUHH J0 MPOJIMH CTAa0MIU3Hpa
S (spike) mpoTerHa B aHTHTCHHO MPE/IIOYNTaHa TIpeQy3UOHHA CTPYKTypa. BakcuHaTa mpeau3BrKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
AaHTUTCHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

Aoanmupana Comirnaty cpewyy Omicron

W3Boaute mo oTHOIIEHKE Ha epuKkacHOCTTa Ha Oyctep mo3a Comirnaty Original/Omicron BA. 4-5 ce
OCHOBABAaT Ha JJAHHUTE 32 UMYHOTCHHOCT Ha aJanTHpaHa BakcuHa cpeiry Omicron BA.1 npu nuna Ha
BB3pacT 55 U noBeye roJAuHHU.

Comirnaty Original/Omicron BA.1

OmHocumenna UMyHO2eHHOCM HA 8AKCUHAMA NPU YYACMHUYU HA 8b3pacm > 55 coounu — cieo
b6ycmep oosa Comirnaty Original/Omicron BA.1 (vemsvpma doza)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilognpoyusane E), 610 Bb3pacTHH Ha BB3pacT
HaJ 55 ToauHM, 3aBBPIWIN cepus oT 3 go3u Comirnaty, kato 6ycTep mo3a (4eTBbpTa 103a) ca
nomyuwin 1 ot cnequute: Comirnaty (30 pg) mmu Comirnaty Original/Omicron BA.1 (15/15 pg).
GMR u crenenTa Ha cepoJIOrHYEeH OTTOBOP Ca OLEHABAHU Ha |-BHs Mecel clies OycTep BaKCHHAIMSA C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narara Ha 3akarouBaHe Ha gaHHuUTE 16 Maii 2022 T.,
TOBa ce sSBsBa TIEPHOJI Ha Mpociie/isBane ciel Oycrep go3a ¢ Mmenuana 1,7 mecena. bycrep nosara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npunarana 4,7 no 11,5 mecena (Meauana 6,3 mecera)
clle]] TpeTaTa 103a.
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[IbpBUYHATA 1€ HAa aHATTU3A € JIa Ce HATPaBH OIIEHKA 32 MTPEBH3X0ICTBO, TI0 OTHOIIEHUE HA HUBOTO
Ha TUTHPA HAa HEYTPaJIM3UPAIIUTE AaHTUTENA, U 32 He M0-MaJlka e()HKaCHOCT, [0 OTHOIICHUE Ha
CTEINCHTA Ha CEPOJIOTUUCH OTTOBOP, HA UMYHHHS OTTOBOP cpeiry Omicron, HHAYIMpPaH OT 1032
Comirnaty Original/Omicron BA.1 (15/15 pg), B cpaBHEHHE ¢ OTrOBOpa, MPEIU3BHKAH OT 1032
Comirnaty (30 ug), mpuaoxeHa KaTo 4eTBBPTA 1034, TIPH YIACTHHIH, KOMTO Bede ca OMIn
BakcuHupanu ¢ Comirnaty, Ha BB3pacT HaIl 55 TOIUHH.

ITocturnaro e mpeBb3xoacTBo Ha Comirnaty Original/Omicron BA.1 (15/15 ug) cripsimo Comirnaty
(30 pg), Twit kaTo gonHaTa rpanuna Ha 2-crpanuus 95% JIU 3a GMR e > 1 (Ta6muma 2).

CeposIOrn4HUAT OTTOBOP ce AehUHUpa KaTo MOCTUTaHE > 4 TbTH MOBHUILIEHHE OT U3XOJHO HUBO
(Tpeny BakCHHALIMATA B IPOYYBAHETO). AKO CTOMHOCTTA TP U3MEPBAHETO HA U3XOTHOTO HUBO € MOJ
LLOQ, croitroctr > 4 x LLOQ ce cuuTar 3a ceposorTudeH 0TTOBOp.

Pasnukara B IpOIICHTUTE HA YYaCTHHUIIU, IIOCTUTHAIM CEPOJIOTUYCH OTTOBOP KbM Bapranta Omicron,
Mexay rpynara ¢ Comirnaty Original/Omicron BA.1 (71,6%) u rpynata ¢ Comirnaty (57%) e 14,6%
(2-ctpanen 95% JIN: 4,0%; 24,9%). CneqoBaTeHO € MOCTUIHATA HE TIO-Maika e(hUKACHOCT.

Ta6auna 2: MoagnpoyuBane E - Cpenqno reoMeTpuyHO CHOTHOLIIEHNE IPU CPABHEHUETO MEKIY
rpynuTe HAa BAKCMHHUTE — YYacCTHUIU 0e3 JaHHM 32 nHpekuusa 10 1 Mecen ciien
Jo3a 4 — pa3mmpeHa KOXopTa — NOArpPyna 3a UMYHOT€HHOCT — YYACTHHUIIM Ha
BB3pacT HajJ S5 roaHu — NomyJiaums, OleHUMA 32 HMYHOT€HHOCT

Bpemena
TOYKA 32
I'pyna Ha BakcHHA B3eMaHe
(kakKTo ca Ha GMT GMR
AHayu3 PAHIOMHU3HUPAHH) npoba® | N° (95% JAN®) (95% JIN")
Tect 3a Comirnaty 4558
HeyTpaju3alus Ha (30 pg) 1 mecenr | 163 | (365,9; 567,6)
SARS-CoV-2 - Comirnaty
Omicron BA.1 - Original/Omicron BA.1 711,0 1,56
NT50 (Tutsp) (15/15 pg) 1 mecenr | 178 | (588,3;859.2) | (1,17; 2,08)
Tecr 3a Comirnaty 5998,1
HeyTpaju3alus Ha (30 pg) 1 mecenr | 182 |(5223,6; 6 887,4)
SARS-CoV-2 - Comirnaty
pedepenTeH mam - Original/Omicron BA.1 5933,2 0,99
NT50 (TuTsp) (15/15 pg) 1 mecenr | 186 |(5188,2; 6 785,2)| (0,82; 1,20)

Cokpamenuns: JIU = noseputenen uarepsait, GMR = cpenno reomerpuyno chotHomenne; GMT = cpenHo
reomerpuyeH TUThp; LLOQ = nosHa rpaHuna Ha KOJIMYECTBEHO ompeaeisine; N-CBbp3BaHe = CBbP3BaHE C
Hykieonporenna Ha SARS-CoV-2; NAAT = recr 3a amminukanms Ha HyKJIeMHoBH kucenunu; NT50 = tutep
Ha HeyTpaJIM3UpalUTe aHTUTeIIa, HaMalsBalll BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecrupaTopeH CHHAPOM KOPOHABUPYC 2.
3abenexka: [loarpyna 3a UMyHOr€HHOCT = ITPOM3BOJIHA U3BajKa OT 230 yyacTHHIM OT TPYIHUTE BAKCHHUPAHHU,
n30paHu OT pa3lIMpeHaTa KoXopTa.
3abenexxka: B ananm3a ca BKIIOYCHN YIaCTHUIM 0€3 CEPONIOTHYHH MIIH BHPYCOJIOTHYHH TaHHY (TIpean
B3E€MaHETO Ha KPbBHA MP0o0a Ha |-BHs Mecel] ciiel BAKCHHAIMATA B TIPOYYBAHETO) 32 MUHAIA HHPEKIHUS ChC
SARS-CoV-2 (1.e. oTpuniatensau 3a antutena ¢ N-cBpp3BaHe [cepyM| Ha BU3UTHTE 32 BAKCHHALIUS B
MPOYYBAHETO W | MeceI clies; BAKCHHAIMATA B IIPOYYBAHETO, ¢ OTpHIaTeneH pe3ynTtat oT NAAT (HazanHa
HaTPHUBKA) HA BU3NTATA 32 BAKCHHAIMA B IPOYIBAHETO U HA BCSIKA HEIUTAHMPAHA BU3HUTA MIPEAN B3EMAaHETO HA
KpbBHA Ipo0a Ha 1-BUs Mecel] Clie/l BAKCHHAINMATA B IPOYYBAHETO), KakTo U Oe3 anamHe3a 3a COVID-109.

a. OmpeneneHo MO MPOTOKOJ BpEeMe 3a B3eMaHE Ha KPBbBHU MPOOH.

6. N =0poii y4acCTHUIM C BaJMHU U SICHU PE3yJITaTH OT TECTa 32 IOCOUCHHUS aHAIIU3 B J]aJIeHaTa BpeMeBa
TOYKa 32 B3eMaHe Ha 1pooa.

B. GMT u 2-ctpannure 95% JIW ca nzuuciieHu upe3 CTereHyBaHe Ha CpeHaTa JOrapuTMHUIHA CTOIMHOCT Ha
tuTpuTe U choTBeTHUTE JIU (Ha Oa3ara Ha t-pasnpenencHuero Ha Student). Pesynaratute ot aHamu3a mnoa
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-ctpanrute 95% JIU ca n3uncienn ape3 CTENCHyBaHE HA CpeIHATA PAa3JIMKa B JIOTAPUTMHIHHUTE
CTOWHOCTH Ha TUTpHTE (TPyIa Ha BAKCHHATA HA ChOTBETHUS pex - Comirnaty [30 Hg]) u crorBeTHus JIU (Ha
6azara Ha t-pasnpenenenueTo Ha Student).
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Comirnaty

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTe s mpoyuBane ¢asa 1/2/3 3a ycTaHOBsBaHE HA J03aTa, CEICKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(PUKACHOCT IIPH YYaCTHUILIM Ha Bb3pacT 12 u noseue roJuHu.
PanpomusanusiTa e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaumina
BB3pacCT, WX Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUIIUTE B Ipymara

> 56 roguan. OT IPOYYBAHETO Ca M3KIIOYEHH YIACTHHIIN, KOUTO ca UMYHOKOMIIPOMETHUPAHH, U
YUYaCTHHUILM C MPEIUIIHA KIMHIYHA WIK MUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIESCTBYBAILO CTAOMIIHO 3a00JIsBaHe, ONpPeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJjlara 3HauuMa MpoMsiHa B TEPaIUsITa WK XOCITUTATH3ALMS TOPaJIH BIIOIIAaBaHe Ha 3200 SIBAHETO
mpe3 6-Te CeAMULH MTPeaH BKIIOYBAHETO, KATO YYACTHHUIIM C U3BECTHA CTAOMIIHA HHPEKIHS C YOBELIKH
nmyHoneduuuter Bupyc (HIV), Bupyca nHa xenatur C (HCV) nnu Bupyca Ha xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na sv3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na IIpoyuBane 2, na 6a3ara Ha HaTpynanu naHau a0 14 Hoemspu 2020 r.,
npubmusutenHo 44 000 ygacTHUIM ca paHIOMHU3MpaHH TTOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKacHOCT BKITIOYBA YYACTHUIIH, HA KOUTO
BTOpaTa BaKCHHALMS € HalpaBeHa B paMkuTe Ha 19 1o 42 nuu criex mppBata BakcuHanus. [loBedero
(93,1%) BakcuHHMpaHU ca MOJTyYUIH Bropata f03a 19 mo 23 auu ciex Jlosa 1. Ilnanupano e
y4acTHHIMTE Ja ObJaT npocieasBanu A0 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30MacHOCTTa U
edpukacHocrra cpeury COVID-19. B knuHUYHOTO NpOyyYBaHe OT yYaCTHULUTE CE € M3UCKBAJIO J1a
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THU peau U ciel NPIIOKEHUETO Ha NPOTUBOIPUIIHA
BaKCHHa, 3a Jia mosry4at win miane6o, win uPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
NpOy4BaHe OT YUYACTHHUIUTE CE € U3UCKBAJIO /1a ChOI0AaBaT HHTEPBAT OT MUHUMYM 60 THU Tpean
WK CJIe KaTo ca UM OWJIM MPHUIIOKEHN KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
UMYHOTJIOOYJIMHY B PAMKHUTE Ha BPEMETO /10 3aBbPIIBaHE Ha IPOYIBAHETO, 3a Ja MOTy4aT HIIH
iane6o, win nPHK Bakcuna cpemry COVID-19.

[Tonymanusara 3a aHamM3 Ha MFPBUYHATA TOYKA 32 e(hUKAaCHOCT BKIItOuBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noBeye rogunau (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymnara ¢ miane6o), 6e3 nannu 3a npeaumrHa nHpexus cbe SARS-CoV-2 no 7 anu crex BToparta
no3a. JomeimanTenHo nMa 134 ygacTHHIN Ha BB3pacT Mexay 16 u 17 roguau (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpymnata ¢ minane6o) u 1 616 yyactHuLHM - Ha BB3pacT 75 U
noseye roaunu (804 B rpynara ¢ uPHK Bakcunata cperry COVID-19 u 812 B rpynara ¢ mane6o).

KbM MOMEHTa Ha TbPBUYHHMS aHAJIH3 32 PUKACHOCT YYACTHUIIUTE Ca MPOCICSBAHU 32 CHMIITOMH Ha
COVID-19 B mpoabmxenue Ha 00110 2 214 yoBekoroaunu B rpynata ¢ uPHK Bakcunara cperry
COVID-19 u 06110 2 222 40BEeKOTOAMHY B IpymaTa ¢ 1ianeoo.

HsMa kTMHHYHO 3HAYMMH Pa3JIMKK B 0011aTa e()UKaCHOCT Ha BAKCHHATA NIPU YYACTHUIU C PUCK OT
Texka popma Ha COVID-19, BmtounTeTHO Te3U ¢ 1 WK moBeve ChITbTCTBAINY 3200 ISIBaHSI, KOUTO
yBeIMYaBaT prucka oT Texxka ¢popma Ha COVID-19 (manp. actma, mHIEKC Ha TeinecHaTa Maca (U TM)
> 30 kg/m?, xporn4HO GenoapOOHO 3a00I9BaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

WNndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuna 3.
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Tadauna 3:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHULHM §e3 JaHHU 32 HHGEeKIUs npeau
7-mus neH cien Jlo3a 2 — nomyianus, oneHnMa 3a epukacaoct (7 1Hu)

bpBa nosisa Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% AN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYEe TOTUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roquHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1OBeYEe TOUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBbpIeHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

crotBercTBan] Ha COVID-19 [*Omnpenenenue 3a caydaii: (moHe 1 0T) MoBHIIIEHA TeMIIepaTypa, HOBOTIOSIBHJIIA

CE WJIN 3aCHJICHa KallUTHIIA, HOBOMOSBIII C€ WJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKYJINTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JHAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHM JaHHU (TIpeay 7-MuUs JICH Clie]
mocjieaHara 103a) 3a MuHaaa uapeknus cb¢ SARS-CoV-2 (T.e. oTpuiiateany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBka] Ha Busutu 1 1 2) 1 ¢ oTpHIaTeIeH Pe3ynTaT
ot NAAT (Ha3aiHa HaTpHUBKa) NPH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIHN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpH BCUYKH
YJacCTHHIM BbB BCSIKA PUCKOBA IPyIa IO OTHOIIEHHE Ha KpaliHaTa To4uka. BpemeBusT nepuox 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus gen cnen J{o3a 2 1o xpas Ha ieproa Ha HaOIroIeHAE.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a ehrkacHOCT Ha BakCUHATA € MOTy4eH Ha 0a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmonenue. [IM He € KopUrupaH 3a MHOXKECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLusITa Ha IbpBa MOsBa Ha
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBaI
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 ¥ TTOBEeYe TOJUHY ChC WU 0€3 J0Ka3aTeICcTBa 3a
npenunaa nHpekus cbe SARS-CoV-2.

JIOTIBITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha IbPBUYHATA KpaiHa TOYKa MTOKa3Ba CXOJ[HHM OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNHUTE IO MOJI, ETHUYECKA IPUHAJICKHOCT U YIACTHULN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpiIeHr ca akTyaln3upaHu aHAIKM3HU 32 €(PUKAaCHOCT MPHU HATMYMETO Ha JOITBIHUTEIIHH,
notBspaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBalaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuua 4.
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Taoauna 4.

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Jlo3a 2, 1o Bb3pacTOBU MOATPYNH — YYACTHUIU 0€3 JaHHH 32 NPeIHIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aex cien Jo3a 2 — nonysanus,

oneHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha IJIane00-KOHTPOJTHPAHUS IePHOT

Ha nmpocjaecasaBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Beuuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
NOBeYEe TOUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roquHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA

e KalllJINI[a; HOBOTIOSIBUI C€ MJIM 3aCHIINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananmu3a ca BKIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeoTkput SARS-CoV-2 ¢ NAAT [nHazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCKA HETJIAaHUpPaHa BU3UTA

npesu 7-must faeH cien J{o3a 2.

N = Bbpoii yqacTHHLIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoeHue B xwisyin (1 000) yoBekoroanHy 3a JajeHara KpaiHa To4Ka Ipyu BCHYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHaTa Touka. BpeMeBUAT epros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poil Ha YIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

€. BxirouBa noTBBbpAECHHU Cilydau OpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunara
cpeury COVID-19; 16 B rpynara c miare6o.

IS

B akryanusupanute aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu nipeBeHnuATa Ha osiea Ha COVID-19 ot 7-must cien Jlo3a 2 B cpaBHeHHe ¢ miane6o e 91,1%
(95% U ot 88,8% mo 93,0%) mpe3 nepuosa, koraro Bapuantute Wuhan/mus tum u Anda ca
JOMHUHHPAIIUTE TUPKYIUPAIIH IAMOBE MPH yYaCTHULXTE B MOIMyJIalusiTa, OLleHUMa 3a e(pUKacHOCT,
chC Wi Oe3 JaHHU 3a npeauiiHa uHpekus cbec SARS-CoV-2.

I[OH’BJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTC aHAJIN3U 34 e(l)I/IKaCHOCT 10 MOATPYII MOKa3BaT CXOJHU TOYKOBU
OIICHKHU 3a e(l)I/IKaCHOCT B I'pynMTE 110 IO0JI, ETHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo IMMOJIOXXCHUC U IIPpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIA 3a00JIABaHUA U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TEKKa

¢opma Ha COVID-19.

Eduxacnocm cpewy mesicka ¢popma na COVID-19
AKTyanu3upaH aHaJlN3 Ha BTOPUYHUTE KPailHU TOYKH 32 eUKacHOCT mojkpers non3ara ot uPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsiBa Texka hopma nHa COVID-19.

Ot 13 mapT 2021 1. edukacHOCTTa Ha BaKCHHATA cpelny Texka ¢popma Ha COVID-19 e npeacraBena
caMo 3a yYacCTHHIIU Che WiH 0e3 npeaumHa nHpeknust cbc SARS-CoV-2 (Tabnumna 5), Thit KaTo
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oposT Ha ciydaute Ha COVID-19 npu yuactHunu 6e3 npeaunina uHdekmus cbe SARS-CoV-2 e
CBIIUAT KATO TO3M MPH YUACTHHUIM ChC WK Oe3 mpeauinHa uHdpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nane6o.

Tabdauua 5.  EdukacHocT Ha BakcHHATa — IbPBAa MOsiBa Ha Texkka popma Ha COVID-19 npu
YYACTHMIIU ChC WM 0e3 npeaumHa uHpexkust cbe SARS-CoV-2 na 6a3ara Ha
onpeieJieHNETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U Jekapcrsara (Food
and Drug Administration, FDA)* ciex lo3a 1 wiau ot 7-mus aen ciaen o3a 2 B
MepUoa HA MPocJesiBaHe HA IUIALe00-KOHTPOJIHPAHOTO MPOYiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nl? ni? Eduxacnoct Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
nabaogenne (N2°) nabroaenne (N2° (95% A"
1 30 96,7
Caen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBBpIeHNTE CiTydal ca ONpeaesieH: Ype3 MoIMMepa3Ha BeprKHa peakiys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA

ce KalllIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHJINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIa ce OOJIKa B

MYCKYJIUTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MJIM MUPHC; Bb3MAICHO I'bPJIO; AUAPUS; TOBPBIIAHE).

* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanuuue Ha Hai-Maiko

1 ot cnexnure:

e  KinHWYHM NPHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsIBaHe (JIXaTeIHa YeCToTa
> 30 BaumBaHUS B MHHYTA, ChpJIeYHa 4ecToTa > 125 ynapa B MUHYTa, KHCIIOpOAHa caTyparust <93%
HA CTaeH BB3yX Ha MOPCKOTO PABHHUIIE WIIM CHOTHOIIICHHUE Ha apTEPHATHOTO MapIHaIHO HaJIsTaHe Ha
KHCIIOpoJia KbM (pakiusTta Bauman kuciaoposa < 300 mm Hg);

e JluxaTemHa HEJOCTaTHYHOCT [ONpeaeieHa KaTo HyK/Ia OT IT0aBaHe Ha KUCIOPOJI C BUCOK ITOTOK,
HEMHBa3MBHA BEHTHJIAINS, MEXaHIMYHA BEHTIJIAINS WIH eKCTPAKOpIIopaiHa MEMOpaHHa OKCHTCHAIUS
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHM 32 IIOKOBO CHCTOSIHUE (CHCTOJIMYHO KpbBHO HassiraHe < 90 mm Hg, nnactoanyHo KpbBHO
Hansirane < 60 mm Hg wnu Hy»/1a 0T Ba3onpecopn);

e 3Hauuma ocTpa ObOpeyHa, YepHOAPOOHA UIIM HEBPOJOTHYHA TUCQYHKITU;

e [IpuemaHe B oT/eNeHHE 32 HHTEH3UBHU TPUKH;

e CwmbppT.

a. nl = bpoif yqacTHHIIH, OTTOBaPSIIH Ha ONPEACICHAETO 3a KpaliHaTa TOUKa.

n2 = bpoii Ha y4aCTHUIIUTE B PUCK 10 OTHOLIEHHE Ha KpaliHaTa TOUKa.

B. JIBycTpaHHmAT noBepureneH uaTepBai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoa
Ha Clopper u Pearson, kopurupas cpsiMo BpeMeTO Ha HaOIIIOICHHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha 1puiata HanuHa (Moqudunupana intent-to-treat) momymnanws ot
ydacTHAIM, oayama J{o3a 1, 3a orieHKa Ha e(hUKaCHOCTTA, KOSTO BKITFOUBA BCHUKH PAaHIOMHU3UPAHH
YYaCTHHUIIM, TOJYYHIIN Hail-MalIKoTo 1 no3a OT M3NUTBaHATA MHTEPBEHIIUSL.

1.  O6m nepuon Ha HabmoaeHue B Xxuisian (1 000) voBekoroAwHyM 3a AajieHaTa KpailHa TOYKa Py BCUYKH
YYaCTHHUIM BBB BCSIKA PUCKOBA TPYyIIa 110 OTHOIICHHE Ha KpaliHaTa Touka. BpeMeBHAT IepHo/ 32 HATpyNBaHe
Ha cirydan Ha COVID-19 e ot lo3a 1 1o kpast Ha meproa Ha HaOJII0IeHUE.

e Eduxacnocr, oneHena Ha 6a3aTta Ha MOMyJIAIUATA, OIIEHIMA 3a e€(hUKacHOCT (Ha 7-MHs IeH), KOSATO BKIIFOUBA
BCUYKH MOJXOSIIN PAaHIOMHU3UPAHH YYACTHHUIIM, HONTYYHIM BCHYKH JI03H OT U3MTMUTBAHATA HHTEPBEHIIMS,
KaKTO Ca paHJOMHM3HPAHH B ITPEABAPUTEITHO ONPEICIICHUS TPO30peL], O€3 IpyrH ChIIECTBEHH OTKJIOHEHHUS OT
MIPOTOKOJIa, KaKTO € OTPE/EIICHO OT KIMHUINCTA.

x. OOwm neprox Ha HabmoaeHue B xwisian (1 000) yoBekoroauHM 3a fajieHaTa KpaifHa TOYKa IPH BCHYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA I'PyIIa 110 OTHOIIEHHE HA KpalHaTa Touka. BpeMeBHAT repros 3a HaTpynBaHe
Ha ciyvan Ha COVID-19 e ot 7-mus e ciien Jlo3a 2 1o kpas Ha Iepuojia Ha HaOJIOICHHE.

o

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 o0unu — cied 2 0o3u

[Tpu mepBoHavaneH ananu3 Ha [IpoyuBane 2 npu roHOmM Ha BB3pacT 12 g0 15 romunu (¢ MenuaHa Ha
POABKUTEIIHOCTTA Ha MpocieasBane > 2 Mecella cien Jlo3a 2) 0e3 JaHHH 3a MPeauIIHa HHPEKI,
Hama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciydas npu 978 ydacTHHIIH,
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nonyurin tiane6o. ToukoBara oneHka 3a epukacHoct e 100% (95% mosepurenen natepsain 75,3;
100,0). IIpu yuacTHUIM ChC WK O3 JaHHU 3a npeauinHa nHdeknus uma 0 cirydas npu

1 119 yvacTHuIM, MOMYYHIH BakcuHata, v 18 ciaydas npu 1 110 yuacTHuIM, TOTyYmIn mianeo.
ToBa chI1I0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen unrepsan 78,1;
100,0).

AKTyalM3upaH¥ aHAIH3M 32 €(PUKACHOCT ca HalpaBeHU MIPH JOMMBIHUTEITHA TOTBHPICHU CITyyau Ha
COVID-19, Bb3HuKHAIH 110 BpEME Ha 3aCJICNECHO I11a1e00-KOHTPOJIUPAHO MPOCIeIsIBaHe, KOETO
npesicTaBIsiBa 1o 6 Mecela ciie1 71o3a 2 B MOoMyJausTa 3a eQukacHoCT.

B akryanusupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu roHOmM Ha Bb3pact 12 no 15 roguswy,
0e3 MaHHU 3a MpeuIHa HHPEKIHs, HaMa cirydan Tipu 1 057 ydacTHHIM, MOMYYHIN BaKCUHATA, U UMa
28 cnyvas npu 1 030 yuactauy, nomyuniu miane6o. ToukoBaTa ouenka 3a epukacaoct € 100%
(95% nosepurenen unatepnan 86,8; 100,0) npe3 nepuona, Korato BapuaHThT Asda € JTOMUHUPALUST
nupKynupani mam. [Ipu ydacTHUIM che Wi Oe3 TaHHM 3a MpeauinHa nHpekms uma 0 cirydast npu

1 119 yvactauiy, nonyuniau BakcuHarta, u 30 ciaydas npu 1 109 yuactHuM, OMydmym miamneo.
ToBa chIIO MOKa3Ba, 4e TOUKOBaTa oleHKa 3a eduxacHocT ¢ 100% (95% nosepurenen nateppan 87,5;
100,0).

B IlpoyuBane 2 e mpoBeeH aHaIN3 Ha TATPUTE Ha HEYTPAIN3UPALLINTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu n30paHa Ha CiTydaeH MPUHIIMIT TOJITPYyTIa yYaCTHHIIN Oe3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHY JaHHU 32 MuHana nHdekus cbc SARS-CoV-2 no 1 mecen cnen
Jo3a 2, cpaBHsBAII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
yYaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CBHOTHOIIEHUETO HA CPETHO TEOMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacroBara
rpyna 12 no 15 rogunu crpsiMo Be3pacroBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTenHO € TOCTHTHAT KPUTEPUST 32 HE T0-Mallka e()UKACHOCT, KOUTO €
choTHoLIeHue 1,5 , Thil KaTo JosHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeiHO TeoMeTpUYHOTO
choTHOIIeHHE (geometric mean ratio, GMR) e > 0,67.

E¢urxacnocm u umynocennocm npu deya Ha v3pacm 5 0o 11 eodunu (m.e. na 6v3pacm 5 00 noo

12 200unu) — caeo 2 0oszu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkrouBaIio yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
omnpezeisHe Ha J03aTa Ha BaKCHMHATa U 4acT ((a3a 2/3), KoATO € MHOTOLIEHTPOBO, MHOI'OHAI[MOHAJIHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo ILIaedo, 3aciieneHo 3a
M3CIe0BaTeNs IPOyYBaHe, B KOETO ca BKJIIOUEHH yYacTHUIM Ha Bb3pacT 5 1o 11 ronunu. IloBedero
(94,4%) ot pannOMH3UpaHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIY4WIH BTOpa A03a 19 1o 23 nuum criex
Joza 1.

[TbpBOHAYATHUTE AECKPUNITUBHU PE3YJITATH 32 SPUKACHOCTTA HA BAKCHHATA IIPH JIela Ha Bb3pacT

5 mo 11 roaunu 06e3 naHHu 3a npeauiinHa napexnus cbe SARS-CoV-2 ca npencrasenu B Tadnuia 6.
He ca nabmonaBanu ciydan Ha COVID-19 HuTO B rpynara ¢ BAKCHMHATa, HUTO B IpyIara ¢ miamneoo
NpY YYaCTHHLM C JaHHU 3a npeauiina ndekuus cbc SARS-CoV-2.
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Ta6auna 6:  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jlo3a 2: yuacTHMIM 0e3 JaHHM 3a HHPeKIus npeau 7-mus aeH ciaex Joza 2 —
¢aza 2/3 —monynanusi, oueHnMa 3a e(pUKACHOCT, CHCTOSINA Ce OT Jela Ha
BBb3pacT S 10 11 ropnnm

[Ibpra mosiea Ha COVID-19 ot 7-must xen cien Jlo3a 2 npu aena Ha Bb3pact 5 10 11 rogunu oe3
JAHHM 32 npegumHa nHpexkuus cbec SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInanedo
N*=1305 N*=663
Cayyan Ciyuan
n1® n1® E¢ukacHoct Ha
IMepuon na Ilepuoa Ha BaKkcuHaTa %
Habonenne® (n24) Habonenne® (n24) (95% JIN)
Heua Ha BB3pact 5 10 3 16 90,7
11 roguan 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydan ca OIpeaesieHH Ype3 MoIMMepa3Ha BeprKHa Peakus ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UITH 3aCHIIHIA

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHEe; HOBOIOSBIIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MYCKYJIMTE; HOBOIIOSIBHJIA Ce 3ary0ba Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; ANApUs; MOBPBIIAHE).

* B ananm3a ca BKJIIOYEHH YYaCTHHLM Oe3 JaHHM 3a MuHana nHdekus cbc SARS-CoV-2 (1.e. otpunatensu 3a
anrurena ¢ N-cebp3BaHe [cepyMm] Ha Busura 1 n Heotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Buzutu 1 1 2), u ¢ orpunarenex pesyinratr or NAAT (HazanHa HaTpHUBKa) IPH BCsIKA HETUIAHUPaHa BU3HUTA
npesu 7-must el cien Jlo3a 2.

a. N = bpoii yyacTHHIIM B TTOCOYEHATA TpyTIa.
nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO6m1 mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroMHY 3a TajeHaTa KpaiHa TOYKa MPH BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT mepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = bpoii Ha yYaCTHUIIUTE B PUCK IO OTHOIIIEHUE HA KpailHaTa TOYKa.

Hampapen e ananmu3 3a eukacHOCT Ha 0a3a MpEABAPUTEITHO ONPEICIICHU XUTIOTE3! TIPU
JIOTBJIHATETHN MOTBEpAcHA ciaydan Ha COVID-19, Br3HUKHAIH 110 BpeME Ha 3aCJICTICHO
Iane00-KOHTPOIMPAHO MPOCIie/IsIBaHe, KOeTOo MpeicTaBsBa 10 6 mecera ciex Jlo3a 2 B
TMOITYJIAIUSATA 32 €PUKACHOCT.

B ananuza 3a euxacHocT Ha [IpoyuBane 3 npu aena Ha Bb3pacT 5 10 11 rogunu, 63 1aHHH 3a
npeauniHa nHdpekuus, ca Hadmogasanu 10 ciryyast npu 2 703 yyacTHUIHM, TOJTyYUIIM BAKCHHATA, U
42 ciryyast ipu 1 348 yyactHunm, nomy4yunin mianedo. ToukoBaTa oneHka 3a eukacHocT e 88,2%
(95% nomeputenen unrepsan 76,2; 94,7) mpes meproja, KOraTo BApHAHTHT JlenTa € JOMHUHHUPAIIHST
uupKynupan maM. [Ipu yuactHum cbe wim 0e3 JaHHM 3a IpeauinHa nHpeKus uma 12 cnydast npu
3 018 yyacTHUIIM, TOTYYHIIM BakCHHATA, U 42 ciyyast ipu 1 511 ygacTHHLM, MOMyYHiH 11ane6o.
ToukoBata orenka 3a edukacHocT e 85,7% (95% noseputenen unrepsan 72,4; 93,2).

B IlpoyuBane 3 npu aHa/In3 Ha TUTPUTE HAa HEyTpaiusupamure anturena cpemy SARS-CoV-2,
HaMaJIsBan BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecerr cien Jlo3a 2 npu n3bpaHa Ha ciayJ4acH
MIPHUHIIMI MOATPYIa YYACTHHUIU € JEMOHCTpHUpaHa e()eKTUBHOCT C TIOMOIITA Ha ,,AMYHOJIOTHYCH
OpWKHUHT HAa UMYHHH OTTOBOPH 32 CpaBHEHHE Ha Jiella Ha Bb3pacT 5 1o 11 rojauau (T.€. Ha BB3pacT
5 mo mox 12 ronuHm) B yactta ¢aza 2/3 Ha [IpoyuBane 3 ¢ ydacTHHIM Ha BB3pacT 16 10 25 roauHu B
yactTa (aza 2/3 Ha [IpoyuBane 2, kouTo ca 6e3 CepoJIOTUYHYU WM BUPYCOJIOTUYHH JIAHHH 32 MUHAJIA
unpeknus cb¢c SARS-CoV-2 1o 1 mecernr cien Jlo3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEIIHO
OTIpeIeTICHUTE KPUTEPHUH 32 ,,IMyHOJIOTHYEH OPHHKIHT KaKTO IO OTHOIICHHE Ha CPETHO
reOMETPUYHOTO ChOTHOIIIeHUE (geometric mean ratio, GMR), Taka u o oTHOIIEHNE HA pa3iKaTa B
CEpOJIOTUYHHS OTTOBOP, ONPECNICH KaTo MOCTUraHe Ha Hal-MaiKko 4 bTH noBuieHrne Ha SARS-
CoV-2 NT50 ot uzxoano uuso (npeau J{o3a 1).
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GMR na SARS-CoV-2 NT50 1 mecer caen Jlo3a 2 mpu aera Ha Bb3pact 5 70 11 roguuu (T.€. Ha
BB3pacT 5 110 oy 12 ToAuHM) CIIpsSMO TOBA IPH MITAIH BB3pAaCTHHU Ha Bb3pacT 16 mo 25 roaunu ¢ 1,04
(2-crpanen 95% JAU: 0,93; 1,18). Cpen yyactHuIMTe O3 MPEANIIHY JaHHM 32 nH}ekuus cbc SARS-
CoV-2 no 1 mecen cien [lo3a 2, 99,2% ot nenara Ha Bb3pact 5 10 11 rogusan u 99,2% ot
YYaCTHHUIIMTE Ha BB3PacT 16 10 25 roarHu UMaT CEpOJIOrHyYeH OTroBop Ha 1-Bus Mecerl cien Jlo3a 2.
Pa3znukara B CbOTHOIIEHNETO HA YYACTHUIIUTE CHC CEPOJIOTHUEH OTTOBOP MEXTy 2-T€ BH3PACTOBU
rpynu (nena — muaau Be3pacTau) e 0,0% (2-ctpanen 95% AU: -2,0%, 2,2%). Ta3u nndopmanus e

npeacraBeHa B Ta0muma 7.

Ta6una 7: O6001eHne HAa CPeTHO TeOMeTPUYHOTO CHOTHOIIIEHHE HA TUTPUTE HA
HeyTPATU3UPALINUTE AHTHTEJIA, HAMAJISIBAIIH BUPYCHATA aKTUBHOCT ¢ 50%, n
pa3jMKaTa B IPOLEHTUTE HA YYACTHHIH ChC CEPOJIOTHYeH OTTOBOP — CPAaBHEHHUe
Me:kay Aena Ha Bb3pact 5 10 11 roqguaun (IlpoyuBane 3) u yyacTHHIM Ha Bb3pacT 16
10 25 ronunu (IIpoyuBane 2) — yuacTHuuu 0e3 1aHHU 3a uH$exuus 10 1 mecen cien
Jo3a 2 — moarpyna 3a ,,HMYHOJIOTHY€H OPUIKUHT® — (pa3a 2/3 —momyaanusi, olleHuMa
32 HMYHOT€HHOCT

uPHK Bakcuna cpemny COVID-19
10 pg/no3a 30 pg/noza
5 no 11 roqunu 16 mo 25 ronuHun 5 no 11 rogunu/
N?=264 N?=253 16 10 25 rogunn
ITocTurnara neJ
npH ,,AMYHO-
Bpemena GMT® GMT® GMR' OpuKHHT "
To4yKa® (95% JIN®) (95% JIN®) (95% JIN") (A/H)
Cpenno
reoMeTpuveH
THTBP HA
HeyTpaJu3u-
pauure
aHTHUTEJ]Ia,
HaMaJIsIBaI]
BHpYyCHATA
akTuBHOCT ¢ |1 Mecen
50%* cren 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) pl|
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4yKa® (95% JIN®) (95% JIN®) (95% JAU") (A/H)
CreneH Ha
cepoJIornveH
otrosop (%)
NpH THTHP
HA
HeyTpaJu3u-
pammure
aHTHUTEJIA,
HAMaJIIBAI]
pupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%° Joza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Cokpamenuns: JIU = noseputenen uarepsain, GMR = cpenno reomerpuuno chotHomeHne; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = mosHa rpaHuIia Ha KomdecTBeHO onpenessine; NAAT = Tect 3a aMIITUpUKaIAs
Ha HyKJIenHOBH KucenuHn; NT50 = TUThp Ha HEyTpalM3upaNIuTe aHTUTENa, HaMaJIsBaIll BUPyCHATa aKTHBHOCT C
50%; SARS-C0OV-2 = TexbK OCTBp peciupaTopeH CHHIPOM KOPOHABUPYC 2.

3abenexka: B ananmza ca BKITIOYEHH YIaCTHULIN 0€3 CEPOIOTHIHH WM BUPYCOJOTUIHH JTAaHHU (TIPH B3eMaHe Ha
kpwB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuuns cb¢ SARS-CoV-2 (1.e. oTpuiaTesHu 3a antuTena ¢ N-
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cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecers cien [Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa

HaTpuBKa] Ha Busuture 3a Jlo3a 1 u Jlo3a 2 u ¢ orpunaresneH pesynrat oT NAAT (HazamHa HATpUBKA) TIpH

B3eMaHe Ha KPBB Ha BCsSKa HETUIAaHUpaHa BU3WTA JI0 eWH Mecell cien J[o3a 2), kakTo u 6e3 aHaMHe3a 3a

COVID-19.

3abenexka: CeposIOrHIHUAT OTTOBOP ce AeUHUpPA KaTO MIOCTUTAHEe Ha > 4 ITBTH NMOBHUIIICHUE OT W3XOIHO HHBO

(mpemu Jlo3a 1). Ako cTOMHOCTTA MPU U3MEPBAHETO HA M3XOAHOTO HUBO € moa LLOQ, pe3ynraTt oT aHaJIHU3 cliej

BakcuHanuaATa > 4 X LLOQ ce cuuTa 3a cepoIoTHIEH OTTOBOP.

a. N = bpoii yyacTHHIM ¢ BaJMIHU U SICHU PE3yJITaTH OT TECTa Ipey BakcuHanuaATa u 1 mecen ciexn Jlo3a 2.
Te3u cToMHOCTH CBINO TaKka ca 3HAMEHATENH, U3MOI3BaHU NIPH IIPOLIEHTHUTE U3YHCIICHUS 3a CTENICHTa Ha
CepOJIOTHYEH OTTOBOP.

6. OrmpeneneHo o IPOTOKOJ BpeMe 3a B3eMaHe Ha KPbBHU MPOOH.

B. GMT u 2-ctpannute 95% JIU ca n3umncneHu upe3 cTeNeHyBaHe HA CpeiHaTa JOTapUTMUYHA CTOMHOCT Ha
turpure U crotBeTHUTE JU (Ha 6azaTa Ha t-pasnpenenenuero Ha Student). Pesynrarute ot ananusa noj
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-ctpannure 95% JIU ca n3uncneHn 4pe3 cTeneHyBaHEe Ha Cpe/lHATa pa3iiiKa B JIOTApUTMUIHHUTE
CTOHHOCTH Ha TUTpUTe (BB3pacT 5 1o 11 rogman MuHyC BB3pact 16 no 25 roauan) u crorBeTHHa AU (Ha
Oazara Ha t-pasmpenenenuero Ha Student).

I. ,.JmyHomoroueH OpumxuHr' Ha 6azata Ha GMT e neknapupan, ako JoJIHATa FpaHKIA Ha 2-CTpaHHUs 95%
JI1 3a GMR e no-roasma ot 0,67 u ToukoBara onieaka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpezeneH ¢ moMoITa Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu ananu3za ce u3nosn3sa (GpayopecueHTeH penoprep BUPYC, NOIyUYeH OT Iama
USA_ WA1/2020, u BupycHaTa HEyTpalli3alus ce OTYUTa BBB Vero KieTbyHu MoHochoeBe. NTS50 Ha
poOUTE ce oIpeesis KaTo PELUIIPOYHOTO CEPYMHO pa3pekaane, mpu koeto 50% ot Bupyca ce
HEYTpaJIu3upa.

kK. n = Bbpoil ydacTHHIIN CBC cepooTHIcH 0TroBOp Ha Oa3ara Ha NTS50 1 mecer cien J{o3a 2.

3. Touen 2-ctpanen /111, 6a3upan Ha metona Ha Clopper u Pearson.

u. Pa3nmka B CHOTHOIICHUSTA, H3Pa3eHU KaTo MPOLEHT (BB3pacT 5 1o 11 roguan MuHyc BB3pacT 16 no
25 roauHm).

i. 2-ctpanen /111, 6Ga3upan Ha MeTona Ha Miettinen n Nurminen 3a paznukara B CbOTHOIICHHSTA, U3pa3eHa
KaTo IPOLICHT.

K. ,JIMyHOnoruueH OpumKkuHr', 6a3upaH Ha CTENIEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTAaHOBEH, aKo JI0JIHATa
rpanula Ha 2-ctpanHus 95% JI 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mno-rosisiva ot -10,0%.

Hmynoepennocm npu deya na ev3pacm om 5 0o 11 ecoounu (m.e. 5 0o noo 12-eoouwina svspacm) —
cned oycmep 003a

Bycrep no3za Comirnaty e nanena na 401 nmpousBoaHo n3dpanu yuactHuiu B [Ipoyusane 3.
EdexktuBHOCTTA Ha OycTep 103a MPH BB3pacT OT 5 10 11 roguHu ce onpeneis OT IMyHOTC€HHOCTTA.
Ta3u umyHoreHHocT Oe oneHeHa upe3 NTS50 cipsimo pedepentaus mam Ha SARS-CoV-2
(USA_WA1/2020). Ananuzu Ha NT50 1 mecerr ciieq Oycrep /103a B CpaBHEHHE € Ipeu OycTep 103a
JIEMOHCTpUpAT chllecTBeHO yBennuenue Ha GMTs npu numa ot 5 1o 11-ronuinHa Bb3pacT, KOUTO HE
ca MMaJii CepPOJIOTHYHHN HIIM BUPYCOJIOTHYHU JIoKa3arencTsa 3a muHaia SARS-CoV-2 undekuus 1o
1 mecern cien 103a 2 u Oycrep mo3a. To3u aHanu3 € 00001eH B Tabuia 8.
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Ta6auna 8: O06o6meHne HA cpeaHo reoMeTpuyHuTe TUTPH — NT50 — yyacTHuIU 0e3
J0Ka3aTecTBa 3a mHpexuus — paza 2/3 — HaGOp UMYHOTEHHOCT — OT 5 /10
11-roguirHa Bb3pacT —MONMyJIANNUs ONEHNMA 32 HMYHOT€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpoda®
1 mecen cjiex 6ycrep
1 mecen ciien 0ycrep 1 Mecen cjiex 103a 2 no3a/
no3a (n°=67) (n%=96) 1 mecen ciex 103a 2
GMT® GMT® GMRT
AHaaus (95% CI®) (95% CI®) (95% CI")
Tect 3a HeyTpanu3anus
Ha SARS-CoV-2 - 27209 1253,9 2,17
NT50 (Tutsp) (2 280,1; 3 247,0) (1116,0; 1 408,9) (1,76; 2,68)

Cokpamenus: I = noseputenen uatepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukarys
Ha HyKJenHoBU kucesinHy; NTS50 = TUTBp Ha HEYTpaIM3UPAIIUTE aHTUTEINA, HaMallsIBalll BUPyCHATa aKTUBHOCT C
50%; SARS-CoV-2 = TexBbK OCTBpP PECIIMPATOPEH CHHIIPOM KOPOHABHPYC 2.

a. OmpeneneHo MO NPOTOKOJI BpeMe 3a B3eMaHe Ha KPbBHU NPOOH.

6. n=Dbpoil ydacTHUIIM C BAJIMIHU U SICHU PE3YNITATH OT TECTA 3a NOCOYCHUS aHAJIM3 NPH JaJIeHaTa 103a/B
JlaJIlcHaTa BPEMEBA TOYKA 3a B3eMaHe Ha Ipoda.

B. GMT u 2- crpannute 95% AU ca n3uncienn upe3 CTeNeHyBaHe Ha cpelHaTa JOrapUTMUYHA CTOMHOCT Ha
tutpuTe U chorBeTHUTE J{U (Ha 6a3ara Ha t-pasmpeneneHuero Ha Student). Pesynratute ot aHamM3a 1mox
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2 crpannunte 95% 1M ca n3umncineHn 4pe3 CTENeHyBaHe HA CPEIHATA PA3/IMKa B JIOTAPUTMHIHHUTE
croifHoctH Ha TuTpHTe (1-MeceuHa mocT-0ycrepa 103a MUHYC 1-MecedHa cien 103a 2) u choTBeTHus [N
(na 0Oa3ara Ha t-pasnpenenenuero Ha Student).

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 10 JIeKapcTBaTa 0Tiara 3aJbJDKEHHETO 32 IPEIOCTaBIHE Ha PE3YATaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHarta nomymnanus npu npesernus Ha COVID-19 (Bx.

Touka 4.2 3a “H(GOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpuioxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuanunuTe 7aHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[HOHAJTHUTE
MIPOYYBAHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, PenpoLyKTUBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHM TO3U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAIH PA3INYMSITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO Ha WHKEKTHPAHE U yBEIIMYaBaHE Ha
0ennuTe KPbBHHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3NAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aIMsl HA MOPTATHUTE XENaTONUTH Oe3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku edextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxanu nmpoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.
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PenponykTuBHA TOKCHYHOCT

PenponykTuBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 Pa3BUTHUETO Ca W3CIEABAHU MPH ILTHXOBE B
KOMOMHHpaHO MpOoy4YBaHe Ha (PEepTUIINTETa U TOKCUYHOCTTA 33 Pa3BUTUETO, TpU KoeTo Comirnaty e
HpUIarad HHTPAMYCKYJIHO Ha )KEHCKHM IUTbXOBE Mpeau Yu(TOCBaHE U IO BpeMe Ha recTanus
(momy4aBaiy 4 HIHU 103U 3a XOpa, TeHEPHPAIM OTHOCUTEIHO BUCOKH HUBA IPH IUIBXOBE ITOPaIH
pasnu4uATa B TEJIECHOTO TETJIo, B IepHoaa Mexay AeH 21 npenn undTocBaHETO U recTallHOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanuaupany antutena cpemy SARS-CoV-2 uma npu KUBOTHHTE
MaiKH OT nepuojia npean Y TOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo u
npu gerycute 1 okoneHneTo. Hiama cebp3anu ¢ BakcuHata eeKkTy BbpXy hepTuiinTera,
OpeMeHHOCTTa WK eMOpruo(eTaIHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJIEHUETO. JIMIcBaT JaHHY 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATa B MIISIKOTO.

6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTuin)azaneaumn )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-gurerpanermianeramu (ALC-0159)
1,2-nucreapou-sn-riuunepo-3-pocdoxonuu (DSPC)

Xogecrepon

Tpomeramon

TpomeTaMoII0B XUIPOXIOPHT

3axapo3sa

Bona 3a naxexuuu

6.2 HecbBMecTHMOCTH

To3u JekapcTBEH MPOAYKT He TPsiOBa J1a ce cMecBa C IPYTH JICKAPCTBEHU MPOJYKTH, C U3KITIOUCHUE HA
IOCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoOCT

HeotBopen duakon

3ampasen aaxon

18 meceria, korato ce chbxpansiea npu -90°C mo -60°C.

Bakcunata ce momyuaa 3ampaseHa mpu -90°C o -60°C. Cnen nonyuaBaHe 3aMpa3eHaTa BAKCHHA
MOXe 1a ce cbxpansaBa win npu -90°C mo -60°C, nau npu 2°C mo 8°C.

Koraro ce cpxpansiBat 3ampazenu mpu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHa MOTAT Jia
ce pasmpasar npu 2°C no 8°C 3a 4 gaca, a eqMHUYHH (PIAKOHM MOTAT /1a C€ pa3MpassT MpH cTaiiHa

temrepatypa (1o 30°C) 3a 30 MUHYyTH.

Pa3MDa3€H d)ﬂaKOH

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C o 8°C B pamkute Ha 18-MecedHus Cpok Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OlaKkoBKa Tps0Ba Jia ce 3aluilie HOBUAT CPOK Ha FOJTHOCT U BaKCHHATA TPOBA Jla ce M3II0JI3Ba
WM J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3aJipacka.
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. Axo BakcuHata ¢ noinydeHa npu 2°C mo 8°C, T TpsoOBa 1a ce cpxpansasa npu 2°C mo 8°C.
CpOoKBT Ha TOMHOCT BHPXY KAPTOHEHATA OITAKOBKA TPsIOBa /1a € OWIT KOpUTHpaH, 3a 1a 0Tpa3sBa
CpOKa Ha TOJTHOCT MPH ChbXPAaHCHUE B XJIQIWIIHUK, ¥ TbPBOHAYAIHUAT CPOK HA TOJHOCT TPsiOBa
Jla € OWII 3apacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (JIAKOHU MOT'aT Ja Ce ChXPaHABaT 10 12 yaca mpu TeMIiepaTypa
Mexay 8°C u 30°C.

C pa3mpasenuTe GakoHH MOXeE Jia ce pabOTH B YCIIOBUS Ha CTaliHA CBETJIMHA.
Cuaen pa3mpassiBaHe BAKCHHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmkKJIOHEeHUS NOo e6peme Had CbXPAHEHUE 6 XAAOUTHUK

o JanHuTe 3a CTAOMIHOCT NOKAa3BaT, Y€ HEOTBOPEHHUSAT (priakoH e ctabmiieH 1o 10 ceamurmy,
KOraTo ce ChbXpaHsaBa Ipu Temnepatypa ot -2°C g0 2°C, u B pamkuTe Ha 10-ceqMUYHUSA TIEPUOJT
Ha chxpaHenue Mexay 2°C u 8°C.

. JlanHuTe 3a CTAOMITHOCT MTOKA3BaT, ue (hIAKOHBT MOXKE Ja C€ ChXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BkmtounTtenHo g0 12 yaca ciex mbpBOTO NPOOUBaHE Ha

3amymaigkara Ha ¢iaKkoHa.

Tasu I/IH(l)OpMaI_II/Iﬂ € NMp€AHa3Ha4YCHa Ja YI'bTU MCAUIHUHCKUTEC CIICHUATINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

P a3pCACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMH4Ha U GU3MYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
cies| paspekiane ¢ Hatpues xyopua 9 mg/ml (0,9%) WHXEKIIMOHEH Pa3TBOP, KOSTO BKJIFOYBA JIO

6 yaca Bpeme 3a TpaHcmoptupane. OT MUKPOOHOJIOTHYHA TJIeTHA TOYKA, OCBEH aKO METOABT Ha
paspexaHe U3KII0YBa PUCK OT MUKPOOHA KOHTAMHHAIINS, MPOAYKTHT TPSOBA Jla Ce U3IO3Ba
BejiHara. AKO He ce M3I0JI3Ba BeJlHAra, BpeMETO U YCIIOBHATA Ha ChXpaHEeHHUE 10 BpeMe Ha yrnoTpeba
ca OTTOBOPHOCT Ha MOTpeOUTENs.

6.4 ChnenuaJHu ycJI0BUS HA ChbXpaHeHHUe

[a ce cpxpanssa BbB (hpusep npu -90°C mo -60°C.

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPENa3u OT CBETIINHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe

H3JIaraHe Ha MpsKa CJIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTIIMHA.

3a ycI0oBHsATa HA ChXPAaHECHUE CIIEH pa3MpassiBaHEe U pa3pexkaaHe Ha JCKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.

6.5 Buau chabpikaHue HA ONIAKOBKATA

1,3 ml KOHIIEHTpAT 3a AUCTIEPCHs B MPO3pavyeH MHOr01030B (hi1akoH (cTbkio tui 1) 2 ml cbe
3amymaika (CHHTeTHYHa OpoMOOyTHIIOBA F'yMa), ¢ TlyMHHHEBA O0OKAaTKa U OTYYIBAIIIO CE OPAaHKEBO
IUIacTMAacoBo Kamave. Beekn iakoH chabpxa 10 mo3u, BIkTe Touka 6.6.

Bunose onakoBku: 10 ¢urakona wiu 195 duakona

He Bcuuku BuIOBE OMaKOBKH MOraT Ja ObJaT MyCHATH Ha Ta3apa.
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6.6 ChnenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHEe U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/mo3a TpsiOBa 1a ce IPUTOTBH OT METUIIMHCKU
CIICIHAIIKCT, KATO CE M3I0JI3Ba aCENTHYHA TEXHHKA, 3 J[a CE TapaHTHpa CTEPUITHOCTTA Ha
IPUTOTBEHATA JUCTIEPCHSL.
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IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA .4-5
(5/5 MUKPOT'PAMA)/TIO3A KOHLIEHTPAT 3A UH)XEKIIUOHHA JUCITEPCHUSA (JELIA

HA 5 JIO 11 TOJJUHH)

OpamlceBo Kamaie

Comirnaty
Original/
Omicron BA.4-5

Caen paspexnane

5/5 ug

[IpoBepete nanu GrakoHBT € C
OpaHXEeBO IIACTMACOBO Karaye
U OpaHXeB KOHTYP, OTpaKaall
€THKETa, U JIAJIH UMETO Ha
npoxaykra e Comirnaty
Original/Omicron BA.4-5

(5/5 muxporpama)/mo3a
KOHIICHTPAT 32 WHXKEKI[OHHA
JUCTIEPCHSI.

AKX0 (IIaKOHBT € C OPaHKEBO
IUIACTMACOBO Karaue u
OpaHXeB KOHTYp U HMETO Ha
npoaykra € Comirnaty

10 mMukporpama/mo3a
KOHLICHTPAT 32 MH)KEKIIMOHHA
JICTIEPCHSI, MOJISI, HAIpaBeTe
CIpaBKa C KpaTkaTa
XapaKTepUCTHKA Ha TIPOTyKTa
3a ta3u popmMma.

AKO (IIaKOHBT € C JHIABO
IUIACTMACOBO Karaue, MOJIs,
HarpaBeTe ClpaBKa ¢ KpaTKaTa
XapaKTepUCTHUKA Ha TIPOTyKTa
3a Comirnaty

30 mukporpama/nosa
KOHIICHTPAT 32 MH)KEKI[OHHA
JIHCIIEPCHSI.

AKO (QJIaKOHBT € ChC CHUBO
IUIACTMACOBO Karaue, MOJIs,
HaIpaBeTe ClpaBKa ¢ KpaTKara
XapaKTCpUCTHUKA Ha ITPOAYKTa
3a Comirnaty

30 mukporpama/mosa
WHKCKIIMOHHA JIUCTICPCHS,
Comirnaty Original/Omicron
BA.1 (15/15 mukporpama)/mno3a
WHXCKIIMOHHA AUCIICPCHUA UIIN
Comirnaty Original/Omicron
BA.4-5 (15/15
MHUKpOTpaMa)/103a
HMHXCKIIMOHHA AUCIICPCHL.
AKko QraKoHBT € ¢
Ka(sBO-4YEPBCHUKABO
TUTACTMACOBO Karave, MOJI,
HalpaBeTe ClpaBKa ¢ KpaTkaTa
XapaKTEePUCTUKA Ha MPOIYKTa
3a Comirnaty

3 MHUKpOTpama/103a KOHIIEHTPAT
32 MH)KEKIIMOHHA JTUCTICPCHS.
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MPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIHEHTPAT 3A UHXKEKIITMOHHA JUCHEPCHUS (AELTA

HA 5 10 11 TOJJMHM)

Ja ce cbxpansiBa
10 10 cenmunm
npu 2°C g0 8°C.

AKO MHOTOJI030BHSAT (hJIAKOH CE
ChXpaHsBa 3aMpa3eH, TOH TpIOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampaszenute GIakoHU TpsOBa 1a
ce MpeHecar B cpejia C
temmepatypa 2°C mo 8°C, 3a ga ce
pa3Mpasar; pa3mMpassiBaHeTO Ha
enHa onakoBka ¢ 10 ¢uakona
MOXe J1a oTHeMe 4 "aca. YBepeTe
ce, e (pIakoHHTE ca HAITbIIHO
pasmpaseHH mpeau ynorpeoa.
Cren npemecTBaHe Ha (hIakOHHUTE
3a cexpanenue npu 2°C o 8°C,
KOpHUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHCHATa OMaKOBKa.
HeorBopenure pnakonu Morat na
ce cpxpansaBar 70 10 cexmMury npu
2°C nmo 8°C, 6e3 ga ce nmpeBuIaBa
OTIEYATaHUAT CPOK Ha TOIHOCT
(F'omen no:).

BB3MoKeH e ChIIo Ipyr BApUaHT,
MIPU KOWTO €IMHUYHU 3aMpa3eHU
(rakoHM MOXe J]a ce pa3MpassT 3a
30 MUHYTH [IpH TEMIIEpaTypa A0
30°C.

[Ipenu ynotpeba HEOTBOPEHHUSAT
(h1aKoH MOJKE J1a Ce ChXpaHsBa J10
12 gaca npu Temnepartypa 10
30°C. C pa3mpasenute (rakoHH
MOJKE J1a c€ paOOTH B YCIIOBHS Ha
cTaliHa CBETJIMHA.
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CMECBAHE IPEIU PA3PEK/IAHE HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIHEHTPAT 3A UHXKEKIITMOHHA JUCHEPCHUS (AELTA

HA 5 10 11 TOJJMHM)

g

Baumartenno 10 neTH

OcraBete pa3MpazeHHAT (PIaKoH
71a TOCTUTHE CTaifHa TemIepaTypa
W BHUMATEJHO T0 00BbpHETE

10 mpTH npenu paspexaane. He
pa3kiiaianre.

[Ipenu pa3pexnane pazmpaseHaTa
JHCTIEPCHS MOXKE 1a ChIABPXKA
0enu 10 mouTy Oeny HeMpo3padHu
aMop(HU YaCTHIIH.

PA3PEXKIAHE HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIIEHTPAT 3A MHKEKIIMOHHA JUCHEPCHUS (IELIA

HA 5 JIO 11 TOJJMHH)

o

J

1,3 ml narpues xaopux 9 mg/mi (0,9%0)

HHKEKIHOHEH Pa3TBOP

Pa3mpazenara BakcuHa TpsiOBa ga
ce pa3pe/ld B HEMHUS OpUTHUHAJICH
(bmakon ¢ 1,3 ml HaTpueB XI0pUg
9 mg/ml (0,9%) nHxeKkunoHeH
pa3TBOp, KaToO C€ M3MOJ3Ba Urja
21 G, win 1o-ThHKA, ¥ aCENTHYHA
TEXHHKA.
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H3reraere 6ytajioro a0 1,3 ml, 3a na
OTCTPaHHUTE Bb3IyXa OT (pIaKoHA.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
1,3ml BB3IYyXx B WH3Npa3HEHaTa
CIPUHIIOBKA Ha pa3peanuTeIs.

=

Buumarenano 10 noTn

BuauMatenHo o0bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osu1a 0 IoYTH Osita
aucriepcus 0e3 BUIMMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHa [IPU HaJIM4YUE HAa YacTULU
WM IPOMSIHA B LIBETA.
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Yac 3a
U3XBbpPJIHE

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObIaT 0TOeNsA3aHN CHOTBETHUTE
JlaTa ¥ Jac.

Cren paspexnaHe, CbXxpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
pa3KIamiaiTe papeaeHara
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa Tucrepcus na
JIOCTUTHE CTailHa TeMIepaTypa
npeau ynorpeoa.
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MNPUT'OTBSAHE HA UHAUBUAYAJIHU 103U 0,2 ml COMIRNATY ORIGINAL/OMICRON
BA.4-5 (5/5 MUKPOT'PAMA)/I03A KOHHEHTPAT 3A UH)KEKIIMUOHHA JUCHEPCUSI

(AEIA HA 5 IO 11 TOJMHHN)

0,2 ml pa3penena Bakcuna

Crnen paspexaane GJIaKOHBT
chabpka 2,6 ml, OT KOUTO MOTaT
na ce uzreraar 10 mo3u mo 0,2 ml.
Karo u3non3sare acentuvna
TEXHHKA, TOYMCTETE 3aIMyIanKaTa
Ha (hJ1aKoHA C TAMIIOH 3a
€IHOKpaTHA yroTpeba, HAIoeH C
AHTHUCETITUYCH Pa3TBOP.
Uzrernere 0,2 ml Comirnaty
Original/Omicron BA.4-5 3a nerna
Ha BB3pacT 5 10 11 rogwam.

TpsiOBa ia ce U3MOA3BAT
CIIPUHIIOBKH ¥/WITH UTJIH C MAITBK
MBPTHB (HEH3MOI3BaeM) 00eM, 3a
na ce uzternar 10 no3u oT eauH
(hnaxon. KomOuHarusra ot
CIIPUHIIOBKA U MIJIA C MAITBK
MBPTHB 00eM TpsIOBa aa UMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce U3MnoJ3BaT CTaHIapTHU
CIIPUHITOBKY U UTJIH, MOXKE J1a HAMa
JIOCTAaThYCH 00EM 3a M3TETIISHE Ha
JICCET JO3H OT eIuH (PIIaKOH.
Bcsika mo3a TpsiOBa 1a chabpika
0,2 ml Bakcuna

AKO KOJIMYECTBOTO HA OCTaHaiaTa
BBB (hJJaKOHA BAKCHHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBPJICTe (DJIAKOHA U U3JTHIITHHUS
obeM

W3xBBHpreTe HEU3MoN3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe pa3pekIane.

UsxBbpasiHe

Hewnsnon3BaHusT IeKapCTBEH MPOILYKT WIX OTHAIbUHATE MATEPUAIIH OT HETO TPsIOBa Jla Ce U3XBBHPIIST

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaHM.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

dakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/011

EU/1/20/1528/012

9. JATA HA ITbPBO PABPEIIABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.

Jata na nocnenxno noxHoBsiBane: 10 okromBpu 2022 T.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[Honpobna nHpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponeiickaTta
areHIws 1o jiekapcraata http://www.ema.europa.eu.
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MNPUJIIOKEHHUE 11
MNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEINECTBA U ITPOU3BOAUTEJIN, OTTOBOPHMU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIIOBUSA WJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIIOBUSA NJIN OTPAHUYEHNS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHUTE BEIIECTBA "
MNPOU3BOJUMTEJIN, OTT'OBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IU

Hme n aapeC HAa MPOU3BOAMTCINTE HA OUOJIOTUYHO aKTI/IBHOTO(I/ITe) BCH_ICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

BioNTech Manufacturing Marburg GmbH
Emil-von-Behring-Strasse 76

35041 Marburg

I'epmanus

Pfizer Ireland Pharmaceuticals
Grange Castle Business Park
Clondalkin

Dublin 22

Upnanaus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'epmannus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CALLL

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOXKAAaBaHE HA MAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV

Rijksweg 12

2870 Puurs

benrus

IleuyaTHaTa 1HCTOBKA Ha JICKApCTBCHUSA NPOAYKT TpSI6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
IMPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)K,Z[aBaHeTO Ha CbOTBETHATA MapTHaa.

b. YCJIOBHUSA WU OIT'PAHUYEHNSA 3A TOCTABKA U YIIOTPEBA
.HeKapCTBCHI/IHT MNPOAYKT CC OTITYCKaA IO JICKAPCKO MPCANNCaHUC.

o O¢unuanno ocBodo:kIaBaHe HA NAPTUAHU

CwritacHo wi. 114 ot Iupextura 2001/83/EO oduiraaHoTo 0CBOOOKIaBaHE HA TTAPTHINUTE CE
U3BBPIIBA OT JIbPIKABHA JJAOOPATOPHS HITH JTaOOpaTOPHsl, OIPE/IC/ICHa 3a Ta3H eI,
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B. JPYI' YCJIOBUA U N3NCKBAHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
. IMepuoguynm akTyaausupanm aokiaau 3a o0ezonacuoct (ITAIB)

W3uckBanusra 3a nonasane Ha [IAJIb 3a To31 1eKapCTBEH MPOAYKT Ca IIOCOYEHH B CITUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), npensuzaes B wi. 1078, an. 7 ot
Hupextrsa 2001/83/EO, 1 BEB BCUYKH CJIE/IBAIIM aKTyaJIN3aI[|H, TTyOJHUKYBaHH Ha
eBpOIeNcKus yeOrmopTa 3a JeKapcTBa.

[Ipurexatensat Ha pa3pemennero 3a ynorpeda (IIPY) tps6sa na nogane mepsus [1AJIb 3a To3u
IPOLYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

r. YCJI0BHUA NJIN OIT'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. ILnan 3a ynpasJjenue Ha pucka (ITYP)

[Ipurexarensar Ha pa3pemenuero 3a ynorpeda (IIPY) tpsOBa na n3BbpiIBa N3UCKBAHUTE
JICHHOCTH U ICHCTBHUS, CBBP3aHHU C MPOCJICAIBaHEe Ha JIEKAPCTBEHATa 0€30MaCHOCT, TIOCOYCHHU B
onoopenus [TYP, npeacrasen B Moy 1.8.2 Ha pa3peliieHHeTo 3a yrnoTpeda, KakTo U BbB
BCHUYKH CIIEIBAIIN O00peHH akTyanu3aimu Ha [TYP.

Axryanmsupan [TYP Tps6Ba na ce mopasa:

. 10 uckaHe Ha EBporieiickara areHIys 1o JIeKapcTBaTa;

. BHHArH KOT'aTO C€ U3MEHsI CHCTEMaTa 3a yIpaBJICHHE HA PUCKA, 0COOCHO B pe3yJITar Ha
HoJTy4aBaHe Ha HOBA MH(OPMALHs, KOSITO MOXeE JIa IOBE/C 10 3HAYUMHU IIPOMEHU B
CHOTHOLICHHUETO MOJI3a/PUCK, UITH ClIe]] JOCTUTaHe HAa BAXKCH €Tall (BbB BPBh3Ka C MPOCIIC/IsSBaHE
Ha JIKapcTBeHaTa 0€301aCHOCT WM CBEX/IAHE Ha PUCKA 10 MUHUMYM).
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NPUJIOXEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET HA KYTUATA

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpama/no3a KOHIIEHTPAT 33 MHXKEKIIMOHHA TUCIIEPCHS
Bb3pacTHy 1 FOHOITH, HABBPITIIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

2.

OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Cren paspexaane Bceku (GakoH chabpika 6 go3u mo 0,3 ml.

3.

CIINCBK HA IOMOIIIHUTE BEIIECTBA

IMomonrau Bemecta: ALC-0315, ALC-0159, DSPC, xonectepoi, KaJlueB XJIOpU/I, Kalues
nuxuaporendocdar, HaTpUEB XJIOPHU, AMHATPHEB pocdaT TUXUIPAT, 3aXapo3a, Bojia 3a HHKEKIINH,

HATPHUCB XUAPOKCHU, XJIOPOBOAOPOAHA KUCCIINHA

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

KonieHTpaT 3a MHXEKITMOHHA JUCTIEPCHSI
195 mHOTO1030BH (hakoHa

5.

HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

WHTpamMycKyIHO NPUIOKEHUE CIIe]] pa3pexKaaHe.
[Ipenn ynotpeba mpoyereTe INCTOBKATA.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npeau yrnorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpuer xmopun 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOpP.

6.

CIIEIMAJIHO NIPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA M IOCEI'A HA JIELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

| 7.

JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaoct 1pu 2°C 1o 8°C: .......o.eee.
(Makcumym 1 mecen. 3agpackaiiTe IpeANIIHUS CPOK Ha TOJHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

[Ipenu paspexnane, na ce cbxpansisa npu -90°C no -60°C B opurnHanHata OnakoBKa, 3a J1a ce
Ipeirnasy OT CBETJIMHA.

Crnen paspexaane, cbxpansaBaiite Bakcunata rpu 2°C no 30°C u s u3non3BaiiTe B paMKuTe Ha 6 yaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opManus Ha bpaiinoBa azoyka.

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiByn3MepeH OapKoj ¢ BKIIOUEH YHUKAJICH UICHTU(PHUKATOD
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‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY 30 ug crepuiieH KOHIIEHTPAT
nPHK Bakcuna cpemry COVID-19
TO3MHAMEPaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

6 no3u ot 30 pg crex pa3pexaane

| 6. JIPYIO

Yac 3a HU3XBBPJIAHC!
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (10 ¢1akona)
ETHKET HA KYTHSITA (195 daakona)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

COMIRNATY 30 mukporpama/1o3a HHIKEKITHOHHA IUCIIEPCHST
BB3PACTHH U IOHOIIY, HABBPIIWIN 12 ToAnHU

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Mmoguduuupana)
TO3MHaMepaH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

EnnomosoBu uakonn
Bceeku ¢uakon chabpxa 1 mo3a ot 0,3 ml.

MHoro0/1030B4 (hi1aKkoH#
Bceeku ¢umakon cpabpixa 6 go3u mo 0,3 ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xomectepoi1, TpOMEeTaMoJ1, TPOMETaMOJIOB
XUIPOXIIOPHU/I, 3aXap03a, BOAA 33 HHKCKIIUN

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

I/IH)KCKLII/IOHHEI Aucnepcus

Ennomo30Bu hiaakoHu
10 emHOM030BH (hnakoHa

MHoro1030BH (J1aKOHH
10 MHOTO1030BH (hi1aKOHA
195 MHOTO/1030BH (pr1aKOHA

‘ 5. HAYYH HA ITPUJIOKEHHUE U ITbT(MIITA) HA BBBEK/JIAHE

HnTpamycKyIHO IPUIIOKEHHE
[a He ce paspexna npeau ynorpeba.

Ckanupaiite QR kona 3a noBede HHPOpPMAITHSL.
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URL: www.comirnatyglobal.com

6. CIHEHUAJIHO NPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHITHO 3a AC1aA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no (pu -90°C no -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....ooevneen.
(Makcumym 10 ceamuriy. 3aapackaiTe MPEAUIICH CPOK HA TOTHOCT. )

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CobxpaHeHue:

Ha ce cexpanssa npu 2°C no 8°C cien nonydaBaHne. [la He ce 3aMpa3sBa MOBTOPHO CJIE]T
pa3mpassiBaHe.

[a ca cpxpaHsBa B OpUTHHATIHATA OTTAKOBKa, 32 Jja C€ TPEeAa3d OT CBETIHHA.

[penu ymoTtpeda ¥ 3a JOMBIHATEHA HHPOPMAITUS OTHOCHO HAYMHA HA ChXPaHEHHE MPoYeTe
JUCTOBKATA.

MHoro1030B1 (JIaKOHH
Cren mppBOTO NpOOHBaHE Ha 3amylIajikaTa Ha (iakoHa, aa ce cbxpanssa npu 2°C no 30°C u na ce
U3II0JI3Ba B paMKuUTE Ha 12 yaca.

10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

Ennomo3o0Bu dhiaakoHu
EU/1/20/1528/013

MHoro1030BH (hJI1aKOHH
EU/1/20/1528/002 10 mHOT01030BH (hiakoHa
EU/1/20/1528/003 195 muoro0308u (haakoHa
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13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpMalus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiByn3MepeH OapKoj ¢ BKIIOUEH YHUKAJICH UICHTU(PHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXK/IAHE

COMIRNATY 30 ug urkexuus
nPHK Bakcuna cpemry COVID-19
TO3UHaMepaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

Jla He ce pazpexna.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4, NAPTUJAEH HOMEP

ITapt. Neo

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

Ennomo30Bu hiaakoHu
1 no3a

MHO0ro103084 (hilaKOHH
6 no3u ot 30 g

| 6.  JIPYTO

MHorom1030Bu (GJaKoHH
Yac 3a U3XBBIISHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (10 ¢1akona)
ETHKET HA KYTHSITA (195 daakona)

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

COMIRNATY 10 mukporpama/no3a KOHIIEHTPAT 33 MHXKEKIIMOHHA TUCIIEPCHS
Heua na Bb3pacT 5 g0 11 rogunu

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMepaH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Cren paspexaane Bceku (GaakoH chabpska 10 gosu mo 0,2 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xomecTepoi1, TpoMeTaMoJ1, TPOMETaMOJIOB

XUAPOXJIOpUA, 3aXxapo3a, BoAa 3a MHKCKIINU

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

KonieHTpaT 3a MHXEKITMOHHA JUCTIEPCHSI
10 MHOT0/1030BH (pi1akOHA
195 MHOT0/1030BH (hI1aKOHA

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

WHTpaMyCKyITHO TIPHUIIOKEHHE CIIeN pa3pekaaHe.

[Ipenu ynoTpeba mpoyerere TMCTOBKATA U 3a IOIBIHUTETHATa WHPOPMAIIS OTHOCHO HAYWHA Ha

ChbXpaHCHUC.

Ckanupaiite QR koja 3a nmoBede uHpopmarys.

Paspenere npenn ynorpeba: Paspenere Bceku daakon ¢ 1,3 ml Harpues xmopun 9 mg/ml (0,9%)

HWHXXEKIHUOHEH Pa3TBOP.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a AC1aA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpoxk Ha rogdoct npu 2°C 10 8°C: ..........e. e
(Makcumym 10 cenmunu. 3aapackaiiTe NpeJUIIHAS CPOK HA TOTHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

[a ce cpxpansBa npu 2°C o 8°C cnen nonydaBase. Jla He ce 3aMpa3siBa IOBTOPHO CIIEN
pasmpassiBaHe.

[la ce cpxpaHsBa B OpUTMHAIHATA OMAKOBKa, 3a Jja C€ MpeAna3u OT CBETIHHA.

Crnen pa3pexaase, cbxpansaBaiTe BakcuHarta npu 2°C 10 30°C 1 1 u3n0a3BaliTeE B paMKUTE HA
12 gaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/004 10 mMHOr0/1030BH (hIakoHa
EU/1/20/1528/005 195 mHOT0/1030BH (hiiakoHA

13. TMAPTHUJAEH HOMEP

ITapT. Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opMarus Ha bpaiinoBa azoyka.

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JiByn3MepeH OapKo ¢ BKIIOUEH YHUKAJICH UICHTU(PHUKATOD
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‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIJEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIA) HA BBBEXK/IAHE

COMIRNATY 10 ug crepuiieH KOHIIEHTPAT
nPHK Bakcuna cpemry COVID-19
TO3MHAMEPaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 mo3u ot 10 pg ciien paspexaaHe

| 6. JIPYIO

Yac 3a HU3XBBPJIAHC!
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

|1

HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 3 mukporpama/mo3a KOHIIEHTPAT 38 HHKEKIIHOHHA JUCIIEPCHS
Jena Ha 6 Mecena 10 4 roguHH

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

2.

OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Cren paspexaane Bceku Guakon cbabpika 10 g03u mo 0,2 ml.

3.

CIINCBK HA IOMOIIIHUTE BEIIECTBA

[Homomxm BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMeTaMoll, TPOMETaMOJIOB

XUAPOXIIOPH]I, 3aXap03a, BOAA 32 HHKCKITUU

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

KoHIeHTpaT 3a HHKEKIIMOHHA TUCIICPCHS
10 MHOT01030BH (hi1aKOHA

5.

HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

WHTpaMyCKyITHO TIPHUIIOKEHHE CIIeN pa3pekIaHe.

Hpe):m yHOTpe6a MMPOYCTCTC JIUCTOBKATA U 34 JOIIBJIHUTCIIHATA I/IH(l)OpMaI_II/I}I OTHOCHO Ha4YMHaA Ha

ChXpaHEeHHE.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npeau ynorpeba: Paspenere Bceku duakon ¢ 2,2 ml Hatpues xiopua 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOP.

6.

CIIEIMAJIHO NIPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

| 7.

JAPYTI'U CHEHNUAJIHU ITPEAYIIPEXXIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaoct 1pu 2°C 1o 8°C: .......o.eee.
(Makcumym 10 cenmunu. 3aapackaiiTe NpeJUIIHAS CPOK HA TOTHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

[a ce cpxpansBa npu 2°C o 8°C cnen nony4aBase. Ja He ce 3aMpa3siBa IOBTOPHO CIIEN
pasmpassiBaHe.

[la ce cpxpaHsBa B OpUIMHAJIHATA OMAKOBKa, 3a Jja C€ MpeAna3u OT CBETIHHA.

Crnen paspexaase, cbxpansaBaiite BakcuHarta npu 2°C 10 30°C 1 1 u3n0a3BaiiTe B paMKUTE HA
12 gaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, ['epmanus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/010

13. TTAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opManus Ha bpaiinoBa a3oyka.

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD
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18. YHUKAJIEH WIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY 3 pug crepuieH KOHICHTpAT
nPHK Bakcuna cpemry COVID-19
TO3MHAMEPaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 mo3u oT 3 pug cnen paspexaaHe

| 6. JPYIO

Yac 3a HU3XBBPJIAHC!
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (10 ¢1akona)
ETHKET HA KYTHSITA (195 daakona)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

COMIRNATY Original/Omicron BA.1 (15/15 mukporpama)/mo3a HHKXEKIIMOHHA TUCTIEPCHS
BBH3PACTHH U IOHOILIY, HABBPIIWIN 12 ToAnHU

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEPaH/PUIATO3HHAMEPaH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceku ¢uakon cpabpixa 6 go3u mo 0,3 ml.
Enna no3a ceappika 15 Mukporpama To3uHamepaH U 15 MUKporpama puiTo3nHaMepaH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IHomomam BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMETaMoll, TPOMETaMOJIOB
XUIPOXJIOPU, 3aXap03a, BOAA 32 HHKECKIINN

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmKeKIMoHHa AUCTIepCHUst
10 MHOT01030BH (hi1aKOHA
195 MHOT0/1030BH (hi1aKOHA

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

WHTpaMyCKyITHO NPHIIOKEHUE
Ja He ce paspexaa npeau ynorpeoa.

Ckanupaiite QR koja 3a moBede uHpopmarys.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTVIEJA U IOCEI'A HA IELA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUS, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no (pu -90°C g0 -60°C):
Cpox Ha rogaoct 1pu 2°C 10 8°C: .........eee.
(Makcumym 10 ceamury. 3aapackaiTe MPEAUIICH CPOK HA TOTHOCT. )
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CexpaHeHue:

[a ce cpxpansBa npu 2°C o 8°C cnen nonydaBase. Jla He ce 3aMpa3siBa HIOBTOPHO CIIEN
pa3mpassiBaHe.

[la ca cpxpaHsiBa B OpUI'MHAJIHATa OMAKOBKa, 3a Jja C€ MpeANa3t OT CBETIHHA.

[Ipenn ynotpeba 1 3a fombIHKUTENTHA HHPOPMALIUS OTHOCHO HAUWHA HA ChXPaHEHHE MpoUeTe
JUCTOBKATA.

Cren mbpBOTO IPOOKMBAHE Ha 3almyliajikara Ha (jakoHa, aa ce cbxpansasa npu 2°C g0 30°C u xa ce
U3MO0JI3Ba B paMKUTe Ha 12 yaca.

10. CHELHUAJIHU IIPEANTASHU MEPKHU IMPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006 10 mMHOr01030BH (hiiakoHa
EU/1/20/1528/007 195 mHOT0/1030BH (hiiakoHA

13. TAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYCH YHUKAIECH HACHTU(DUKATOD
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‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

212



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY Original/Omicron BA.1 15/15 pg nmkexims
nPHK Bakcuna cpemry COVID-19
TO3MHAMEPaH/pUIITO3HHAMEPAH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

Jla He ce pazpexna.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4, NAPTUJAEH HOMEP

ITapt. Neo

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

6 no3u 15/15 g

| 6.  JIPYIO

Yac 3a u3XBbpIIsSHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (10 ¢1akona)
ETHKET HA KYTHSITA (195 daakona)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

COMIRNATY Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a MHKEKIIMOHHA TACTIEPCHS
BB3PACTHU U IOHOIIY, HABBPIIWIN 12 ToAnHU

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3nHaMepaH/paMTo3HHAMEpaH

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna no3a ceappika 15 Mukporpama To3uHamepaH u 15 MukporpaMa paMTO3HMHAMEPaH.

Ennono3oBu durakoHu
Bceku ¢uakon cpappika 1 moza ot 0,3 ml.

MHoro10308u (hrakoHu
Bceku ¢uakon cpabpixa 6 go3u mo 0,3 ml.

‘ 3. CIINCBK HA IOMOIIIHUTE BEIIECTBA

[Homomam BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMETaMoll, TPOMETaMOJIOB
XUAPOXIIOPU, 3aXapo3a, BOJA 32 HHKEKIINH

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekimoHHa Aucnepcus

Ennom030BH (iakoHn
10 exHom030BH (h1akoHA

MHoro10308u (hrakoHu
10 MHOTO1030BH (hi1aKOHA
195 MHOT0/1030BH (hi1aKOHA

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

MHTpaMyCKyTHO MPIITIOKEHUE
Jla He ce paspex/a npeau ynorpeoda.
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Ckanwupaiite QR koja 3a nmoBeue uHpopmarys.
URL: www.comirnatyglobal.com

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a JICIia.

‘ 7. APYI'U CHEIUAJIHU TPEAYIPEXJIEHUSA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJAHOCT

T'onen no (pu -90°C g0 -60°C):
Cpox Ha rogaoct 1pu 2°C 10 8°C: .........eee.
(Makcumym 10 cenmunm. 3aapackaiite NpeJuIIeH CPOK Ha TOAHOCT.)

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CexpaHeHue:

[a ce cpxpansBa npu 2°C go 8°C cnen nonydasase. Jla He ce 3aMpa3siBa IOBTOPHO CIEN
pasmpassiBaHe.

[a ca cpxpaHsBa B OpUIMHAJIHATA ONAKOBKA, 3a 1a CE IPEANa3y OT CBETJIMHA.

[Ipenn ynotpeba 1 3a fOoMbIHKATENTHA HHPOPMALIUS OTHOCHO HAUWHA HA ChXPaHEHHE MpoUeTe
JUCTOBKATA.

MHoro103084 (JIaKOHH
Cren mppBOTO NpOOHBaHE Ha 3amylIajikaTa Ha (iakoHa, aa ce cbxpanssa npu 2°C no 30°C u na ce
W3I0JI3Ba B paMKHUTE Ha 12 gaca.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Ennomo30Bu (haakoHu
EU/1/20/1528/014

MHoro10308u (hrakoHu
EU/1/20/1528/008 10 mMHOro/030BH (hiakoHa
EU/1/20/1528/009 195 mHOrom0308BH (hrrakoHa
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13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpMalus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH HIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY Original/Omicron BA.4-5 15/15 ug umkexims
nPHK Bakcuna cpemry COVID-19
TO3MHaMepaH/(paMTo3HHAMEpaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

Jla He ce pazpexna.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4, NAPTUJAEH HOMEP

ITapt. Neo

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

Ennomo30Bu hiaakoHu
1 no3a

MHO0ro103084 (hilaKOHH
6 no3u 15/15 g

| 6.  JIPYTO

MHo0ro103084 (hilaKOHH
Yac 3a U3XBBIISHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (10 ¢uakona)
ETHKET HA KYTHSITA (195 daakona)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

COMIRNATY Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIIEHTPAT 33 MHXKEKIIMOHHA
JUCTIEPCUS

Jleta Ha Bb3pacT 5 ao 11 rogunu

nPHK Bakcuna cperry COVID-19 (mykneo3unno moauduimpana)
TO3MHaMepaH/paMTo3MHAMEpaH

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Cren paspexaane Bceku (uakoH cbabpka 10 g03u mo 0,2 ml.
Enna no3a chabpika 5 MUKporpaMa TO3MHAMEPAH U 5 MUKporpama (paMTo3nHaMepaH.

3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

[Homomam BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMETaMoll, TPOMETaMOJIOB
XUAPOXIIOPUJ, 3aXapo3a, BOJA 32 HHKEKIIHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

KoHIIeHTpaT 32 HHKEKIIMOHHA TUCTICPCHS
10 MHOT01030BH (hI1aKOHA
195 MHOTO/1030BH (pr1aKOHA

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

WHTpamMycKyIHO PUIOKEHUE CIIe]] pa3pexkKaaHe.
[Ipenun ynotpeba npoyereTe IMCTOBKATA U 3a AOMBIHUTEIHATA HH(OpPMALKs OTHOCHO HAYMHA Ha
CbXpaHEHHUE.

Ckanmpaiite QR koja 3a moBede uHpopmarus.

Paspenere npeau ynorpeba: Paspenere Bceku diaxon ¢ 1,3 ml matpues xmopua 9 mg/ml (0,9%)
WHXKEKIIMOHEH Pa3TBoOP.

6. CIHEHUAJIHO NPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEINA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHITHO 3a ACIA.

‘ 7. JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaoct 1pu 2°C 1o 8°C: .......o.eee.
(Makcumym 10 cenmunu. 3aapackaidTe NpeJUIIHAS CPOK HA TOIHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

[a ce cpxpansBa npu 2°C o 8°C cnen nonydaBase. Jla He ce 3aMpa3siBa IOBTOPHO CIIEN
pasmpassiBaHe.

[la ce cpxpaHsBa B OpUIMHAJIHATA OMAKOBKa, 3a Jja C€ MpeAna3u OT CBETIHHA.

Crnen paspexaane, cbxpansaBaiite BakcuHarta npu 2°C 10 30°C 1 1 u3n0a3BaiiTe B paMKUTE HA
12 gaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/011 10 mMHOr0/1030BH (hakoHa
EU/1/20/1528/012 195 mHOT01030BH (hiiakOHA

13. TMAPTHUJAEH HOMEP

ITapT. Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opMarus Ha bpaiinoBa azoyka.

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JiByn3MepeH 0apKoj ¢ BKIIOUCH YHUKAJICH HICHTU(PUKATOP
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‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY Original/Omicron BA.4-5 5/5 pg crepuiied KOHIIEHTPAT
nPHK Bakcuna cpenry COVID-19

To3uHaMepan/pamMTo3MHAMEpaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 mo3u 5/5 pg cien paspexaaHe

| 6. JIPYIO

Yac 3a HU3XBBPJIAHC!
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b. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mukporpama/no3a KOHIIEHTPAT 32 HHKEKIHOHHA THCIIEPCHST
Bb3pacTHu U I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (nykieo3uaHo moauguuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)

vTOBI/I JICKApPCTBCH MPOAYKT NOAJIC)KU HA JOMIBJIHUTCIHO Ha6J'HOZ[€HI/Ie. ToBa 1€ MMO3BOJIH 6’Bp3OTO
YCTAHOBABAHC HA HOBA I/IH(l)OpMaLII/IH OTHOCHO Oe30omacHOCTTa. MokeTe Aa 1aaceTe CBOs IMPUHOC KATO
C’I)OGIHI/ITC BCsKa HEXCEJIaHa pCaKIUA, KOATO CTC MOJTYyUYUIIN. 3a HauMHa Ha CLOGHIaBaHe Ha HEXCJIaHU
PCaKIMM BUXXTC Kpast Ha TOYKa 4,

IIpoyeTeTe BHUMATEIHO AJIaTa JUCTOBKA, IpeaAu 1a Bu 0b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

L4 3ama3ere Ta3u IUCTOBKA. Moke Ja €€ HAJIOKU a A MPOYCTCTEC OTHOBO.

L4 Axo nmaTte HIKaKBU AOI'BJIHUTCIIHA BBIIPOCH, nonuTanTe Bamms JICKap, Q)apMaueBT nin
MCIUIIMHCKA CeCTpa.

® Axo IMMOJIYYUTC HAKAKBH HCXKCIJIAaHU PCaKIIUN, YBEIOMETC Bamus JICKap, (i)apMaueBT nIn

METUITMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINH, HEOUCaH! B
Ta3u JIUCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tps0Ba na 3Haere, npeau na Bu 6bae npunoxed Comirnaty
Kak ce npunara Comirnaty

BBb3MOXHU HEKEIaHU PEAKLUU

Kak na cpxpansBate Comirnaty

ChabppxaHue Ha ONAKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

ok wnE

1. Kakso npeacraBiasgBa Comirnaty u 3a KaKBO ce H3M10JI3Ba

Comirnaty e BakCHHa, KOSATO C€ M3I0JI3Ba 3a npenassade ot 3adonssane or COVID-19, npuunHeHo
ot SARS-CoV-2.

Comirnaty 30 Mukporpama/z03a KOHIICHTPAT 3a MHKEKIIMOHHA TUCTIEPCHS Ce MpUiara Ha Bb3pacTHH U
IOHOIIIY, Ha BB3pacT 12 u nmoBeve roJuHH.

BakcuHara cTaBa nmpuuMHa UMyHHATa CUCTeMa (€CTECTBEHUTE 3aIUTHU CHIIM Ha OPraHU3Ma) Ja
MPOM3BEKa AaHTUTENIA U KPHBHU KJIETKU CPEILy BUPYCa, KaTO TaKa OCUTYPSIBA 3al[UTa CPEILY
3a0omsiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMYHUTET, TS HE MOXKE JIa TPUYUHA
3aboisiBane or COVID-19.

2. Kaxkso TpsdBa na 3Haete, npeau na Bu 0b1e npuiioxked Comirnaty

Comirnaty He TpsdBa 1a ce mpujiara
o AaKO CTC aJICPrUYHU KbM aKTUBHOTO BEHICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTAaBKKU HA TOBA
JIeKapcTBO (M30pOeHHU B TOUKA 6).

IpenynpesxneHus: 4 Mpeana3sHu MEPKU

I'oBoperte ¢ Bamus nexap, hapmaleBT nim MEAUIIMHCKA CECTpa, npeau Aa Bu 0b1e npunoxeHa
BaKCHHATa!

. aKo HJIKOTa CTE€ UMAIIM TeKKa aJepruyHa PeaKIis WiTd MPOOIEMH C TUIIAHETO CIe
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WIKEKTHpaHe Ha HAKaKBa JIpyra BaKCHMHA WK ciien kKato Bu e 6ma npmiokena Comirnaty B

MHHAJIOTO.

L axo Bu MNPUTCCHABA NPOUCCHT HA BAKCUHUPAHE WK HAKOI'a CTC IIpUllafain CJICA MMOCTaBAHC HA
MHXKXCKIIUSA C UIjia.

L aKO MMAaTe TEXKKO 3a00J1BaHe HUIIU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

6’]))_ICTC BAaKCHMHHUPAHU, aKO UMATC JICKO MMOBUILICHA TEMIICPpATYypa UJIU JICKa I/IH(bCKLII/IH Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate Ipo0iieM ¢ KPbBOChCUPBAHETO, JIECHO IOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a Mpe/Ia3BaHe OT I1051Ba HA KPbBHU ChCHPELH.
o aKo “Mate oTciabeHa MMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep uadexnus ¢ HIV, i

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU A, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrpliecTByBa HOBHIIEH PUCK OT MHOKAPANT (Bb3MaJIEHUE HAa ChPACUYHUS MYCKYIT) U IEPUKAPIUT
(BB3MasnieHUe Ha BHHINHATA OOBUBKA HA ChPIIETO ciiea BakcuHanus ¢ Comirnaty (Bx. Touka 4). Tesu
3a00JISIBAHUS MOTAT JIa CE PA3BUAT JI0 HAKOJKO JHH CJIC/ BAKCHHANUATA U MPSTUMHO B paMKuTe Ha 14
qun. Te ca HaOIIOMABaHM MO-YECTO CJIe BTOPAaTa BAKCHHALINS ¥ [TO-4ECTO TPH FOHOIIHN M TI0-MJIa 11
MBKe. PUCKBT OT MUOKApJIUT M MIEPUKAPTUT U3TIICK A TTO-HUCHK MPH JIela Ha Bh3PAacT OT 5 10

11 roauHu B CpaBHEHME C PUCKA TIPH Jiela, Ha Bh3pacT oT 12 no 17 romqunn. Cries BakcuHanus TpsioBa
Ja ObJieTe OMUTETHN 32 TPU3HALM Ha MUOKAPIUT U MEPUKAPIUT, HATIPUMEP 33]1yX, ChpIIeOHEeHE HITH
00JIKa B I'bpIIUTE, U TPsIOBa He3a0aBHO J1a MOTHPCUTE JICKapCKa MOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuau, Comirnaty MOXe J1a HE 3al[UTH HAIIbJIHO BCUYKU BAKCUHUPAHHU U HE €
M3BECTHO KOJIKO JIBJITO 111e OBJCTE 3alUTCH(a).

Moxe aa noxyuute Oyctep no3a Comirnaty. E¢uxacHocTra Ha Comirnaty, 1opu cien Oycrep 103a,
MOYe J]a € TIO-HUCKa TPH Xopa ¢ oTcnabeHa MyHHa cricteMa. B Te3u ciryuan TpsOBa na
HPOJBIDKHUTE J1a ca3BaTe GU3MYECKUTE PeIIa3Hu MEpKH, 3a J1a IOMOTHETE 3a MPEBEHIUITA Ha
COVID-19. Ocgen ToBa Onm3kuTe Bu koHTakTHU NrTia TpsiOBa na ObAaT BAKCHHUPAHH, aKo €
nogaxonsmo. O6chaeTe MOIXOAANINTE HHANBUIYAIHH MIPEOpbKY ¢ Bamms nekap.

Jeuna
Comirnaty 30 mMukporpama/mno3a KOHIICHTpAT 3a MH)KEKIIMOHHA JIMCIIEPCUs HE Ce MPENopbhyiBa MpH
Jlelia Ha B3pacT noj 12 roauHu.

I[Ipennara ce meanaTpuyHa JeKapcTBeHa opma 3a KbpMadeTa  Jielia Ha Bb3pacT 6 Mecena 10
4 rogunu. 3a noapoOHa uHpOpMaLKs, MOJIS BIXKTE JIMCcTOBKaTa Ha Comirnaty 3 MuKporpama/no3a
KOHIICHTPAT 32 MH)KEKLOHHA JUCIICPCHSL.

[Ipemnara ce nmeauaTpuyHa JiekapcTBeHa (hopMa 3a Jienia Ha Bb3pacT 5 1o 11 rojunu (T.e. Ha Bb3pacT
5 o mox 12 ropuun). 3a noapoOHa nHGOpPMAIIUs, MOJISI BUXKTE TUCTOBKaTa Ha Comirnaty
10 Mukporpama/n03a KOHIICHTPAT 32 HHKEKIIMOHHA JTUCTICPCHSI.

Comirnaty He ce mpenopbyuBa MPH KbpMadeTa Ha Bb3pacT moj 6 Mecera.

JApyru aexapcrBa u Comirnaty
Tps0Ba na kaxere Ha Bamus nexap wiu hapMaLeBT, ako U3I0I3BAaTe, HACKOPO CTE U3MOI3BAIM WIH €
BB3MOKHO J1a M3II0JI3BATE IPYTH JIEKapCTBa, WM HACKOpo By e mpuiiokeHa HIKaKBa Apyra BaKCHHA.

BpemenHOCT M KbpMeEHe
AKko cTe OpeMeHHa WU cMsITaTe, ye MOXKe Jla cTe OpeMeHHa, KakeTe Ha Barms nekap, MeTuIMHCKa
cectpa win hapMarieBT, peau a1a Bu O0b1e npuiokeHa Ta3u BaKCHHA.

Comirnaty Moxe fa ce mpujara 1o BpemMe Ha OpemeHHocT. ['onemusiT o6em ot uupopmanms,
MoJTydeHa OT HaOJIFOIEHNETO Ha OpeMeHHH JKeHH, BakcHupanu ¢ Comirnaty mpe3 BTOpHS M TPETHS
TPUMECTBD, HE TI0Ka3Ba BAKCHHANMATA J1a UMa HEOJIaronpusiTHU e()eKTH BbPXY OPEMEHHOCTTa WIIN
HOBOPOJIEHOTO. Makap 4ye undopmanusTa 3a eQeKTUTe BbpXy OpeMEHHOCTTa UIH HOBOPOJEHOTO ClIe]
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BaKCHHAIIUS Tpe3 ITbPBUS TPUMECTHP € OTpaHIueHa, He ce HaOMro1aBa MpoMsHa 10 OTHOIIICHUE Ha
pHCKa OT CTIOHTaHEH abopT.

Comirnaty MoXxe fa ce mpujara B epruoJa Ha KbpMEHE.

Ilodupane u paéora ¢ MAIIMHH

Hsxkou ot edekTuTe Ha BakcHHATa, yIioMeHaTH B Touka 4 (Bbh3MOXKHU HE:KENaHU peaKIUuy) MOTatT
BPEMEHHO J1a TIOBJIUSAT criocoOHocTTa B 3a modupane unu padora ¢ Mamuau. M3yakaiiTe, 10KaTo
Te3u epeKTH OTIIYMST, IPEJIH Ja MmodupaTe WK J1a paboTHTE ¢ MAITUHH.

Comirnaty cbabp:ka KaJaui 1 HATPHI
Tasm BakcHHA ChABPIKA IMO-MaJIKo OT 1 mmol kanuit (39 mg) Ha m03a, T.e. MOXKE 1a ce Kaxke, ue
MIPAKTHYECKU HE ChABPIKA KaJHIA.

Tas3u BakCHHA ChIBPIKa MO-MaaKo oT 1 mmol Hatpuii (23 MQ) Ha 1034, T.€. MOXKeE Ja ce Kaxe, e
IIPaKTUYECKH HE ChABPKA HATPUIL.

3. Kak ce npuiaara Comirnaty

Comirnaty ce mpuiara ciefi paspexaane kato nmxkekus ot 0,3 ml B MycKys B ropHaTa yacT Ha
pbBKaTa.

Ille Bu Ob1aT HanipaBeHU 2 WHKEKITHUH.

HpenoquBa C€ BTOpaTa a03a OT ChllaTa BaKCHHA Ja CC IIPUIOKHN 3 CCIMUIIU CJIEO ITbpBaTa /1034, 3a
Ja €€ 3aBbpIIN BAKCUHALIMOHHUAT KYPC.

AKxo cre ¢ oTciabeHa IMyHHA cucTeMa, TpeTa 103a Comirnaty Moxe J1a oJy4YuTe Hail-Manko 28 aHu
clles1 BTOpara J103a.

Bycrep no3a Comirnaty Moske 1a ce IPHIIOKK Hal-MaJIKo 3 Mecelia cje/ MmocieHaTa 103a BaKCHHA
cpeury COVID-19 Ha yiniia Ha Bb3pacT 12 U 1oBeYe FOUHH.

Mougs, nonuraiite Bammsa MEIUIIMHCKY CENUATIUCT, KOWTO 1€ OCTaBd BaKCHHATa, 1aJId OTrOBapsITe
Ha YCJIOBHUSATA M KOTa € TIOJXO/ISII0TO BpeMe 3a OycTep Jo3aTa.

AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbP3aHH ¢ ynorpedara Ha Comirnaty, monuraire
Bamus nexap, GpapmaneBT WM MEJUIIUHCKA CECTPA.

4, Bb3MOKHHE HeKeJTaHU peakuuun

Kakro Bcnuku Bakcuau, Comirnaty MOXXe /1a Ipein3BUKa HEXKEJIaHU PEAKLUH, BBIIPEKH Y€ HE BCEKU
T TOJIy4aBa.

MHoro YecTH HeKeJIaHH PeaKIUu: MOTaT Jia 3acerHat noeeue ot 1 Ha 10 aymm
Ha MSCTOTO Ha HHKEKTHUpaHe: 00JIKa, OTOK

ymopa

riaaBo0oIIHe

0oJika B MyCKYJIUTE

BTpHCaHE

00JIKa B CTaBUTE

IUapus

MOBHILIEHA TEMIIEPaTypa
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Hsixom OT Te3n HeXeNaHu Peakiuy ca MAJIKO IMO-9eCTH MPH FoHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPHU BB3PACTHHU.

YecTn HexxeTaHU peaKIMM: MOraT Jia 3acersHat 1o 1 Ha 10 gymm

o 3auepBsBaHE HA MACTOTO Ha WHIKEKTUPAHE
o rajicHe
o MOBpBIaHE

HeuecTn HeskeaHu peakiuu: Morat aa 3acerHat a0 1 Ha 100 gy
yrojieMeHu TUMQHH Bb31M (HabJIroaBa ce mo-yecto cief Oycrep 103aTa)
HEPa3oJIOKECHUE

OoJika B pbKaTa

Oe3chHHE

ChpOEX Ha MICTOTO HA HH)KEKTUPAHE

AJEPTUYHHU PEaKkUy KaTo OOPUB WM CHPOEK

ycemane 3a caadocT Wi JIMICa Ha €HEPrUsl/ChbHINBOCT
HaMaJleH alleTUT

3amaiiBaHe

MPEKOMEPHO M3MOTSIBaHE

HOLIHU U3NOTSIBaHUS

Penku HexeaHu peakuum: Morat jia 3acersat a0 1 Ha 1 000 gy
° BPEMEHHO €THOCTPAHHO YBHUCBAHE HA JIUIETO
. AJIEPTUYHHU PEAKIIMK KaTO YPTUKAPHUS WK MTOyBaHE Ha JUIETO

MHoOro peaku He:keJlaHH peakuuu: Moxke 11a 3acersHat 1o 1 Ha 10 000 nymwm
] BB3MAJICHUE HA ChbPACYHHS MYCKYJ (MHOKapIUT) MU Bh3MAIICHUE HA BHHIIHATA OOBMBKA Ha

ChpLETO (TICPUKAPIIUT), KOSTO MOXKE JIa JIOBEE J0 3aayX, ChpLcOMCHE WK OOJIKa B I'bPIUTE

C Heu3BecTHA 4ecTOTAa (OT HATUYHUTE TaHHU HE MOXe /1a ObJie HallpaBeHa OIICHKa)

. TEXXKa aJIEPrUYHa PeaKkuus

J OOIIMpPEH OTOK Ha BAKCHHUPAHUS KPaHUK

J OTOK Ha JIMLETO (IOAYyBaHE Ha JIMLETO MOXE Aa Ce MOSIBY IPH NMALMEHTH ¢ AepMajeH GUiIbp)
. KOXKHA peakus, nox ¢popMata Ha YepBEHHU II€THA WK OOpUB 110 KOXaTa, KONTO MOXKe J1a

M3TIIeKIa KaTo ,,MHAIIeHa" WIH ,,0MBOJICKO OKO* C TBMHO YePBEH IIEHTHP, OKOJIO0 KOHTO UMa I10-
CBETJIM YepBEHH KPBroBe (epuremMa My ITugdopme)

o HeOoOWYaifHO yCelaHe 1Mo KoKaTa, KaTo H3TPhIIBaHe WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIsIBaHE Ha YCEIIaHUATa WM YyBCTBUTEITHOCTTA, 0OCOOCHO Ha KOXKaTa (XUIEeCTe3Ns)

. TEKKO MEHCTPYaJTHO KbpBEeHE (MIOBEUETO CIyYan M3TJIeKkK/Ia He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Cpho01aBaHe HA HEXKeJIAHU PeaKIun

AKO TToy4YuTe HIKAKBU HEXKEJIAaH! JICKAaPCTBEHH peaKIny, yBeAoMeTe Bamms nekap, papMmareBT win
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA BCUUYKU BH3MOKHU HEOMMCAHU B Ta3U JUCTOBKA HEXKEIIaHU
peakmun. MoKeTe ChITO Ja ChOOINUTE HEXKEITAHH PEaKIny JUPEKTHO Upe3 HaI[HOHATHATa CUCTEMa 3a
choOIIaBane, mocoyecHa B [Ipunokenue V, U 1a BKIOYUTE TApTUAHUS HOMEP, ako ¢ HaaudeH. Kato
CHOOIIaBaTE HEXKEIAHN PEAKIIUY, MOXKETE Jla IaJIeTe CBOS MIPUHOC 3a IMOJIy9aBaHEe Ha ITOBEYC
nH(pOpMAIUI OTHOCHO 0€30MMacCHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak na cexpansiBate Comirnaty
Jla ce cpXxpaHsiBa Ha MSCTO, HEAOCTBHITHO 3a JIETa.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e npeHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

226


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsA3aH BEPXY KaPTOHEHATA OMAaKOBKA H
eTrKeTa cien ,,l ofeH 10:“. CpOoKbT HA TOJHOCT OTIOBaps Ha MOCICIHHS ACH OT MOCOUCHHS MECEIL.

Ia ce cbxpansea BbB (pusep npu -90°C g0 -60°C. HeorBopenute piiakoHu MOKE 13 C€ ChbXPaHABaT U
Tpancnoptupart mnpu -25°C no -15°C 3a enuHAYEH TEPHO 10 2 CEAMHUITH, CIIST KOSTO MOXKE JIa Ce
BbpHAT 00paTHO 3a chXxpaHeHue npu temneparypa -90°C no -60°C, 6e3 na ce npeBuIIaBa
oTmeYaTaHuaT cpok Ha rogHocT (['omeH 10:).

I[a CC ChbXpaHABa B OpUI'MHAJIHATA OIIAaKOBKA, 3a Jia CC€ pCaAIa3nu OT CBCTIIMHA.

Koraro ce chxpansBat 3ampasenu npu -90°C o -60°C, onakoBkute ¢be 195 (1akoHa BakCHHA MOrat
na ce pasmpaszar npu 2°C go 8°C 3a 3 yaca, a eTUHUYHU (IIAKOHM MOTaT J1a C€ Pa3MpassT Npu cTaiiHa
temmneparypa (1o 30°C) 3a 30 MUHYTH.

Tpancgep na s3ampazenu raxonu, CoXpanasaru npu cepvxuucka memnepamypa (< -60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Kalald, Chabpkau 195 ¢makona,
M3BAJICHN OT ChbXPaHEHHE B 3aMpa3eHO ChCTOSHKE NP CBPBbXHUCKA Temiieparypa (< -60°C),
MOTarT Jla OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o IInutkuTe KyTUu ¢ HIaKoHHU, Ha KOUTO KalaluTe ca OTBOPEHHU, MU T€3U, KOUTO ChAbpPKAT
no-Manko ot 195 ¢iaxona, ciex kaTo ca M3BaAEHHN OT ChXPAaHEHUE B 3aMPa3eHO ChCTOSIHUE TIPU
CBpBXHHUCKaA Temreparypa (< -60°C), MmoraT na ocraHat Ha Temmeparypa 10 25°C He nmoBede oT
3 MUHYTH.

o Crnen kaTo KyTHUTE C ()JIAaKOHU C€ BHPHAT 00pPAaTHO 3a ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE CIIE]
eKCTIO3UIHS Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHaT Ha CbXPAHCHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBJDKEHUE HA Half-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.

Tpancghep na sampasenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJICHU OT ChbXpaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar Jga ocTaHaT Ha
Temmeparypa 10 25°C He nmoBeve OT 3 MHUHYTH.

o [lnuTkuTe KyTHH ¢ (hIAKOHU, HA KOUTO KalalluTe Ca OTBOPEHH HITH TE€3H, KOUTO ChIIBPKAT
mo-mMaiko ot 195 ¢nakoHa, cies KaTo ca U3BaJCHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), moraT ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Crnen kaTo BeIHBXK JaJicH (JIaKOH € U3BaJICH OT TUIMTKATa KyTus ¢ (pIIlakoHU, TOW TpsOBa jaa ce
pasMpasu 3a yroTpeoa.

Cren pasMpassBaHe BaKCHHATa TpsIOBa Jia ce pa3pean U Ja ce M3I0JI3Ba BeaHara. Bee mak naHauTe 3a
CTaOWJIHOCT B IIEPHO/Ia Ha N3MOJI3BaHE MTOKA3BaT, Ue CIIe U3BaKAaHe oT (pu3epa Hepa3peaeHaTa
BaKCHHA MOXE J1a Ce chXpaHsBa 3a nmepuoj 10 1 mecer npu 2°C mo 8°C, 6e3 1a ce npeBuIiaBa
oTneyaTaHusAT cpok Ha rogHoct (I'ogen no:). B pamkure Ha 1-Meceunus cpok Ha rogHocT mpu 2°C 1o
8°C 3a TpaHCcopTHpaHe MOXe Jia ce u3mou3Bar 10 48 daca. [Ipean ynorpeba HeoTBOpeHaTa BaKCHHA
MOJKE J1a C€ ChXpaHsiBa 70 2 Jaca mpu temrepatypa g0 30°C.

C PasMpa3CHUTC (bHaKOHI/I MOXKE a CC pa6OTI/I B YCJIOBHA Ha CTaiiHa CBETIIMHA.

Crnen paspexxaane, ChbxpaHsBaiiTe u Tpancnoprupaiite Bakcunarta mpu 2°C no 30°C u s u3mon3BaiiTe B
paMkuTe Ha 6 yaca. 3xBbpiiere HEU3Moa3BaHaTa BAKCHUHA.

Cren u3Bakaane ot ppusepa u paspexkaane BppXy GuiakoHuTe TpsOBa 1a ObIaT 03HAUYCHH HOBUTE
JlaTa 1 yac 3a u3xBbpisgHe. Cien pa3mMpassBaHe BaKCHHATA HE MOKE JIa Ce 3aMpa3siBa MMOBTOPHO.

He u3snosn3paiite Ta3u BakCHHA, aKO 3a0€JICKNUTE BUIMMH YaCTHIIA B Pa3peicHaTa JUCIICPCHS WITH
MPOMSHA B IIBETA.
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He uzxBbpsiite nekapcTBaTa B KaHAJIU3aIUsATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms ¢papmarieBT Kak Ja U3XBBPISATE JEKapCcTBaTa, KOUTO Bede He U3Moi3Bare. Te3n Mepku 1e
CIIOMOTHAT 32 OMa3BaHE Ha OKOJIHATA Cpela.

6. Cun)pmalme Ha OIMAaKOBKATa U J1O0II'bJHHUTEIHA I/lH(l)OpMalII/lH

KakBo cbabpika Comirnaty

. AxTusno BemmectBo: MPHK Bakcuna cpenty COVID-19, Hapedena Tozunamepan. Cren
paspexmaane GiakoHBT Chabpka 6 mo3m 1Mo 0,3 ml, Beska ¢ 30 MuUKporpamMa TO3HHAMEPaH.
o Jpyru chCcTaBKu:
- ((4-xunpoxcubyTmT)azaneAnm )orc(XeKcaH-6,1- 1w )ouc(2-XeKCHIIIeKaHOaT)
(ALC-0315)

— 2-[(monuerunenrnukon)-2000]-N,N-nuterpanermnamneramu (ALC-0159)
- 1,2-nucreapowi-sn-riunepo-3-pochoxonmn (DSPC)
- XOJIECTEPOI

- KaJIUEeB XJIOPHT

- KaJiueB auxuaporendocdar

- HATPUEB XJIOPHU]I

- JIUHATpUEB Qocdar AUXUIPAT

- 3axapo3a

- BOJIa 332 UH)KCKIIMU

- HaTpueB XUApoKcus (3a kopekuusa Ha pH)

- XJIOPOBOJIOPOJIHA KHCeNMHA (32 Kopekius Ha pH)

Kak n3raexaa Comirnaty u KakBo ChIbp:Ka 0NMAKOBKATa

Bakcunata ¢ Osu1a 10 moutu 6suta mucnepeust (pH: 6,9 — 7,9), nocraBsiia B MHOT01030B (hJIAKOH €
6 1o3u — mpo3padueH ¢uakoH (cTekio Tum ) 2 ml, ¢ rymeHa 3amymianka u ¢ atyMUHHEBa 00KaTKa U
OTYYMBAIIO CE JIMJIABO TIACTMACOBO Karaye.

Bun omakoska: 195 ¢makona

IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

TI'epmanus

ten.: +49 6131 9084-0

(dakc: +49 6131 9084-2121
service@biontech.de

ITpousBoauTenu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a AomBIHNATETHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MPEICTABUTEI HA TIPUTEXATENS Ha pa3pelIeHueTo 3a yrnorpeba:
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Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00
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Kbapog United Kingdom (Northern Ireland)

Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited
TnA: +357 22 817690 Tel: +44 (0) 1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

I[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JUCTOBKaTa

CkanwnpaiiTe Koza ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

[TonpoOHa uHOpMaIKs 3a TOBA JIEKAPCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
no nekapcreata http://www.ema.europa.eu.

Ta3u nurcroBka e HajnnyHa Ha Bcuuku e3uti Ha EC/EUII Ha yeOcaiita Ha EBporieiickara areHIus mo
JIEKapCTBAaTa.

IocouyenaTa no-g0J1y MH(pOpMaLKs € MPeJHAZHAYEHA CAMO 32 MEAMIUHCKH CIEHATUCTH:

[Mpunaraiite Comirnaty HHTpaMyCKYJIHO CIIEJl pa3pexIaHe Kato mbpBuieH Kypc ot 2 go3u (0,3 mi
BCSIKA) IIPE3 MHTEPBAJ OT 3 CEAMULIH.

Ha numa cbe cuHO oTcliabeHa MMyHHA CHCTEMa TPETa J103a MOXKE Jla Ce MPUIIOKHU Hail-Maimko 28 q1HU
clienl BTopara J03a.

Bycrep no3za Comirnaty (0,3 ml) moxe ma ce mpuaoxu Haii-MaaKo 3 Mecela Ciiel IOCIeqHaTa 103a
BakcuHa cpeily COVID-19 Ha nuiia Ha Bb3pacT 12 U moBede roauHH.

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpoCJICAMMOCTTA Ha OHOJIOTUYHUTE JICKAPCTBCHU MPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlrMcCBar.

Yxka3anus 3a padora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIMHCKHU CIICHHUAIINCT, KaTO CC U3I0JI3Ba ACCITUYHA
TE€XHHUKA, 3a Jla C€ rapaHTUupa CTCPUIIHOCTTA Ha IPUTIOTBECHATa JUCIICPCUS.
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IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHHEHTPAT 3A
NHXXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M TIOBEYE I'OJIMHN)

JIniaaBo kamaue

Caen paspexnane

ITpoepere manu GIakoOHBT € C JIUIABO
IUIACTMACOBO Karaye.

AKoO (pIIaKOHBT € ChC CHBO TUIACTMACOBO
Kamaue, MOJIs, HalIpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepHCTHKa Ha MPOIYKTa
3a Comirnaty 30 MHKporpama/mo3a
MHXXEKIMOHHa nucnepcust, Comirnaty
Original/Omicron BA.1

(15/15 mukporpama)/noza
WHXXCKIMUOHHA AUCTICPCHU U
Comirnaty Original/Omicron BA.4-5
(15/15 muxporpama)/noza
HMHXCKIIUOHHA TUCTICPCHUs.

Ax0 (pIIaKOHBT € C OpaHKEBO
TUIACTMACOBO Karade, MOJIsl, HallpaBeTe
CIpaBKa C KpaTKaTa XapaKTepHCTHKA Ha
npoaykTa 3a Comirnaty

10 mMukporpama/no3a KOHIEHTPAT 32
WHKEKIIMOHHA JANUCTIEPCHUS NI
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/no3a KOHIIEHTPAT 3a
MHKEKIIMOHHA JIUCTICPCHSL.

AKO (QIIakoHBT € ¢
Ka(sBO-4epBEHUKABO IJIACTMACOBO
Karage, MOJIs, HalIpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha IIPOIYKTa
3a Comirnaty 3 MUKporpaMa/mo3a
KOHLICHTPAT 32 HMH)KEKI[OHHA
THCIEPCHSL.

PABMPA3ABAHE IIPEJIU PA3PEXK/IAHE HA COMIRNATY 30 MUKPOTI'PAMA/JIO3A
KOHIEHTPAT 3A THXIKEKIIMOHHA JMCIIEPCUS (JIMIIA HA 12 1 ITOBEYE

TOJMHHN)
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He noseue ot
2 yaca npu cTaiHa
TeMIeparypa
(mo0 30°C)

MHOrom030BHAT (QIIAKOH CE ChXpaHsIBa
3aMpaseH U TpsiOBa J1a ce pa3mpasu
Tpev pa3pexaane. 3aMpa3cHUTe
(akoHu TpAOBa Ja ce MpeHecar B
cpena c remnepatrypa 2°C o 8°C, 3a
Jla ce pa3Mpasir; pa3MpassiBaHETO Ha
e/IHa OTaKoBKa ¢bC 195 ¢1akoHa MoXKe
J1a oTHEMe 3 Jaca. Bp3MokeH e ChIIo
JpYyT BapUaHT, IPU KOMTO 3aMpa3eHUTE
(hakoHM Ja ce pa3Mpassr 3a

30 munyTH 11pu Temrepatypa 10 30°C
3a He3abaBHa ymoTpeoda.
HeotBopenusr dhiakoH Moxe aa ce
ChXpaHsBa 3a nepuoj 1o 1 Mecen npu
2°C no 8°C, 0e3 na ce npeBHUIlIaBa
oTneyaTaHusT cpok Ha rogHoct (I'ogen
10:). B pamMkuTe Ha 1-MecedHus Cpok
Ha rogHoct pu 2°C no 8°C, 3a
TPaHCIOPTUPaHE MOXKE JIa ce
U3M0J3Bat 10 48 yaca.

OcraBeTe pa3MpaseHUsIT GIaKoH Jia
JIOCTUTHE cTaiiHa Temneparypa. [Ipenu
ynoTpe6a HEOTBOPEHUSAT (DIaKOH MOXKE
Jla ce ChXpaHsABa JI0 2 yaca Ipu
temneparypa a0 30°C. C
pasmpaseHuTe GJIaKOHA MOXKeE Ja ce
paboTu B yCIIOBHS Ha CTaiiHa CBETJIMHA.
Buumarenno o0bpHeTe (iiakoHa

10 neTH npenu paspexaane. He
paskiamanre.

[Ipenu paspexxnane pasMpaseHaTa
JHCTIEpCUst MOXKE J1a ChIbpyKa Oesn 10
no4ty O6eIy Hempo3payHu aMopPHU
YACTUIIH.
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PA3PEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHIHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

e PasmpaseHara BakcuHa TpsOBa 1a ce
paspenu B HelHHs OpUTHHATICH (QIIaKOH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTo ce
n3moa3Ba uria 21 G, win no-TeHKa, 1
acenTHYHA TEXHHKA.

1,8 ml narpues xaopun 9 mg/ml (0,9%)
MHKEKI[HOHEH Pa3TBOP

e II3paBHeTe HaJAraHETO BbB (piIaKOHA
npeay Aa U3BaJAUTE UIJIaTa OT HEro,
kato u3ternute 1,8 ml B3ayX B
U3IIpa3HeHaTa CIPHUHIOBKA Ha
paspeaures.

H3reraere 6yTajioro a0 1,8 ml, 3a na
OTCTPaHHUTE Bb3yXa OT (pIaKoHA.
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7

Buumarenno 10 nbTn

Buumarenno o0bpHeTe pa3peneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara Bakcuna TpsiOBa na
IPE/ICTaBIISABA OYTH OsiIa TUCTICPCHS
0e3 Buaumu yactuiy. He m3nonzpaiite
paspeneHaTa BaKCHHA IIPU HAJIMYHUE Ha
YacTULM WIN IIPOMSIHA B L[BETA.

Yac 3a
U3XBbpPJIHE

O
3anumiere CLbOTBETHUTE AAaTa U YAac.

Ja ce n3mosI3Ba B paMKHTe Ha 6 4aca cJie
paspexnane.

Ha paspenennte pnaxonu tpsodBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

Crnen pa3pexaane, CbXpaHsIBalTe Mpu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEHA B XJIAJINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymorpeoa.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UHXKEKIHIMOHHA JUCIIEPCUSA (IMLA
HA 12 1 ITIOBEYE I'OJAMHHN)

o Ciren paspexnane GIakOHBT ChAbPIKa
2,25 ml, ot xouToO Morar ga ce
m3TerT 6 posu mo 0,3 ml.

e Karo n3non3Bare acenTHYHA TEXHHUKA,

~ MOYUCTETE 3aIlylajgKaTa Ha (hJIakoHa C

TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,

HAIIOCH C aHTUCENTHYEH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty
Tps0OBa na ce N3M0I3BAT CIPUHIIOBKH
W/WITM UTJIN C MAJIBK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
M3TETJISIT WECT 03U OT eAUH (IIaKoH.
KomOunHanusaTa OT CIpUHIIOBKA U UTJIa
C MaJTbK MBPTBB 00eM TpsIOBa 1a UMa
MBPTHB 00€M HE MO-TOJISM OT
35 MuKponuTpa.

0,3 ml pa3penena Bakcuna AKO ce M3M0JI3BaT CTaHIAPTHH
CIIPUHIIOBKY M MTJIA, MOXE JIa HsIMa
JocTaThueH 00eM 3a M3TETJIsHE Ha
IIECT JI03U OT eAMH ()JIaKOH.

e Bcska no3a TpsoBa aa ceappka 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHaIaTa BbB
(hnaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1s1a qo3a ot 0,3 ml, u3xBbprere
(hakoHa U M3MUILHUSA 00eM

e lI3xBBpreTe HEM3MOI3BAHATA BAKCUHA
B PaMKHUTE Ha 6 4aca cliiel] pa3pexaaHe.

H3xBBpIIsiHe
Hewunsnon3BanusT nexkapcTBeH NPOLYKT WIK OTHaIbUYHUTE MaTEpUalId OT HETro TPsiOBa J1a ce U3XBBHPIIST
B CbOTBETCTBHUE C MECTHUTE U3UCKBAHMU.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mukporpama/no3a HHKeKIIMOHHA TUCIIEPCHS
Bb3pacTHH U I0OHOIIM, HABBPIIWIM 12 roauHu
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauuuupana)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)

vT031/1 JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO HabmoneHre. ToBa 1ie mo3Boiu Obp30TO
yCTaHOBSIBaHE HAa HOBa MH(pOPMAITHI OTHOCHO Oe30macHoCTTa. MOXKeTe 1a JaJeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYYWIN. 32 HAaYMHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peaknuu BUKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMAaTETHO LAJIATa JUCTOBKA, Mpeau 1a Bu 0be npuiokeHa Ta3u BAKCHHA, Thil
KATO T CbAbPsKa BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JIUCTOBKA. MoJKe /1a ce HaJIOXKH J1a 5 POYETETe OTHOBO.

. AKO UMaTe HAKaKBH JIOIBJIHUTETHN BBIIPOCH, TTONTMTaiiTe Bamms iekap, hapMareBT wim
MEIUIMHCKA CEeCcTpa.

. AKO TOJTyYHTe HAKAKBU HEXKEJIAaHU Peakiluu, yBeJoMeTe Baius nekap, papManesT wiu

MCIUIMHCKA CECTpa. ToBa BKII0OYBA U BCHYKH BB3MOKHHU HEXKEIIaHU pC€aKnnun, HEOIMUCaHU B
Ta3u JUCTOBKa. BrkTe TOuka 4.

KakBo chabp:ka Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps6Ba na 3Haere, npeau na Bu 6bae npunoxen Comirnaty
Kak ce nmpunara Comirnaty

BBb3M0XHU HEKENaHU PEAKLIUU

Kak na cpxpansBate Comirnaty

ChabpkaHue Ha ONIAaKOBKATa M JOIBIHUTEIIHA HH(POPMAIUS

IZEAESRCINE -

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBo ce H3I0JI3Ba

Comirnaty e BakCHHa, KOSTO Ce€ M3M0JI3Ba 3a npena3BaHe ot 3adonssane or COVID-19, npuynHeHo
ot SARS-CoV-2.

Comirnaty 30 Mmukporpama/no3a HHXXEKIIMOHHA JUCTIEPCHS Ce MTpHjIara Ha Bb3PacTHH U IOHOIIIM, Ha
BBb3pacT 12 u noBeye roJuHU.

BakcuHara cTaBa mpuuMHa UMyHHATa CUCTEMa (€CTECTBEHHUTE 3al[UTHH CHJIM Ha OpraHu3Ma) aa
MPOM3BEXKIa AHTHUTENIA U KPbBHU KJIETKH CPELIy BHPYCa, KATO TaKa OCUTYPsIBa 3aIlUTa CPELLy
3abomsBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3/1a/le IMYHUTET, TS HE MOKE JIa IPUYUHA
3abomsBane ot COVID-19.

2. Kakso TpsadBa 1a 3Haete, npeau Aa Bu 0b1e npuwioxked Comirnaty

Comirnaty He Tpsi0OBa 1a ce mpuJjara

o aKo CTe AJIEPrHYHH KbM aKTHBHOTO BEIIECTBO MJIM KbM HAKOSI OT OCTAHAIIMTE ChCTABKH HA TOBA
JeKapcTBo (M30poeHH B ToUKa 6).
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IIpenynpe:xkaeHus: U MpeIna3sHu MEPKH
I'oBopere ¢ Bamus nekap, papMaieBT WM MEIUIIMHCKA CecTpa, Ipeau n1a Bu Obae npuioxeHa
BaKCUHATa:

L AaKO HsKOra CTC MMaJIM TCXKKaA aJICpruiHa pCaxkuusa uin HpO6HCMI/I C JUIIAaHCTO CIIC
HWHXXCKTHUPAHC HA HAKAKBaA IpyTra BaKCUHA UJIU CJICA KaTO Bu e 6una MMPpUJIOKCHA Comirnaty B
MHUHAJIOTO.

L ako Bu MIPUTECHABA NPOUECHT HA BAKCUHUPAHE WJIN HAKOI'a CTC IIpUIlafain CJIIC IIOCTaBAIHE Ha
WHXXCKIIMA C Urjia.

L aKo MMAaTe TEXKKO 3a00J1BaHe HUITU I/IH(l)GKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

6’])}_ICTC BAKCHMHHPAHU, aKO UMATC JICKO MMOBUILICHA TEMIICPATYypa HUJIU JICKa I/IH(i)GKLII/ISI Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate Ipo0iieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4aBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeANa3BaHe OT MOsiBa Ha KPHBHU ChCUPEITH.
o aKo “MaTe oTciabeHa MMyHHa CHCTeMa opaau 3adonsBane, Hanpumep undexnus ¢ HIV, nin

IMPUCM Ha JICKAPCTBO, KaTO KOPTHUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrlecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAJICHUE HA CHPACUYHUS MYCKYJT) U TICPUKAPIUAT
(BB3MaJIeHNe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO THU CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOIrIogaBaHu MO-9E€CTO CJIE BTOpAaTa BAKCHHAIUS U TIO-YECTO MIPH FOHOIIN U TIO-MJIaIH
MBXE. PUCKBT OT MUOKapAUT U IEPUKAPAUT U3TIICK 1A TIO-HUCHK MIPH JIeTIa Ha BB3PaCT OT 5 110

11 ronuHU B cpaBHEHHE C T€3H Ha Bh3pacT oT 12 1o 17 rogqunn. Cnex BakcuHaIus TpsiOBa a Obaere
OJMTETHM 33 IPU3HAIIA HA MUOKAPIUT U NIEPUKAPINUT, HAIIPUMED 3a]1yX, ChplieOMeHE WK 00JIKa B
rbpANTE, ¥ TPSIOBA HE3a0ABHO J1a MOTHPCUTE JICKAPCKA TIOMOIII, aKO T€ HACTBIIAT.

KaxTo Bcuukm Bakcuan, Comirnaty Moxe J1a He 3al[UTH HAITBJIHO BCUYKU BAaKCUHUPAHU U HE €
M3BECTHO KOJIKO JIBJITO I1I¢ OBJICTE 3alUTCH(a).

Mosxe ma momyuurte Oycrep no3a Comirnaty. E¢ukacHoctTa Ha Comirnaty, nopu cienx OycTep 103a,
MO2Ke€ J1a € II0-HUCKa IIPH Xopa ¢ oTciaadeHa UMyHHa cucteMa. B te3u ciyuau TpsiOBa na
MPOABIDKHUTE J1a cTia3BaTe (pru3nvecKuTe Mpeana3Hu MepKH, 3a a TOMOTHETE 3a MPEBEHIUATA Ha
COVID-19. Ocgen ToBa 0nm3kuTe Bu KoHTaKkTHU NTHTia TpsiOBa a ObAaT BAaKCHHUPAHH, aKo €
noaxonsmo. O6chaeTe MOIXOAANINTE HHANBUIYAIHHU MIPETOPBKH ¢ Bamus nekap.

Jena
Comirnaty 30 mMukporpama/no3a HHXEKIIHOHHA TUCTIEPCHS He Ce PETophUBa MPH Jella Ha Bh3PacT
nox 12 roguHu.

I[pemnara ce mequaTpryHa JIeKapcTBeHa (popMa 3a KbpMadeTa U Jiera Ha Bb3pacT 6 Mecera 10
4 rogunu. 3a noapoOHa nHpOpMaLus, MOJIs BIXKTe ucToBKaTa Ha Comirnaty 3 MUKporpama/nosa
KOHIICGHTPAT 32 MH)KEKI[HOHHA AUCTICPCHS.

[Ipemtara ce memuaTpudHa JIeKapcTBEHA popMa 3a Jelia Ha Bh3pacT 5 10 11 rogunu (T.€. Ha BB3pacT
5 no mox 12 ronuum). 3a moxpoOHa uH(pOpMAaIUs, MOJISI BUXKTE TUCTOBKaTa Ha Comirnaty
10 mukporpama/03a KOHIIEHTPAT 3a MH)KEKIIMOHHA JUCIICPCHS.

Comirnaty He ce mpenopbYBa IPU KbpMadeTa Ha Bh3pacT Mo 6 Mecera.

Apyru nexapcrBa u Comirnaty

TpsiOBa na kaxxete Ha Bammms nexap win (papMaiieBT, ako U3I0JI3BaTe, HACKOPO CTE M3MOI3BAIH UIIH ©
BB3MOXKHO J1a U3I0JI3BaTE APYTH JIEKAPCTBA, WIM HACKOPO Bu e mpuiioxkeHa HiKaKBa JIpyra BaKCHHA.,
BpemenHocT n KbpMeHe

AKko cTe OpeMeHHa WU CMATaTe, Y€ MOXKeE Jla cTe OpeMeHHa, KaxeTe Ha Baius iekap, MeuIIMHCKa
cecTpa i ¢apmManeBT, npean Aa Bu 0b1e npunokeHa Ta3u BaKCHHA.
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Comirnaty Mo’ke J1a ce mpujiara 1o BpemMe Ha OpeMeHHoCT. [ onemMusaT o6em ot nHbopmartus,
MOJTIyYCeHA OT HaOJIIOICHNETO Ha OpeMEeHHH JKeHHU, BakcuHUpaHu ¢ Comirnaty mpe3 BTOPHUS U TPETHS
TPUMECTHD, HE MOKA3Ba BAKCHHAITUATA JIa UMa HEOIAronpusTHU ePeKTH BbPXy OPEeMEHHOCTTa W
HOBOPOJIcHOTO. Makap 4e nnpopMarusaTa 3a eeKTUTe BbpXy OPEMEHHOCTTA WIH HOBOPOACHOTO CJIE
BaKCHHAIIUS Tpe3 TbPBUSI TPUMECTHP € OTpaHIueHa, He ce HabJro1aBa MpoMsiHa 10 OTHOIIICHUE Ha
pHUCKa OT CTIOHTaHEH abopT.

Comirnaty Moke Jia ce mpuiiara B Ieprojia Ha KbpMEHe.

Ilo¢upane n padoTa ¢ MAIIUHA

Hsikon ot edexTrTe Ha BaKCHHATA, YIIOMEHATH B TOUKa 4 (Bb3MOXXHU HEXeJIaH! peaKuK) MOTraT
BpPEMEHHO J1a TIOBNIUSAT criocoOHOCTTa BU 3a modupane wim padota ¢ MammHu. V3vakaiite, JoKaTo
Te3u e(peKTH OTIIYMSAT, IPeH Aa mopHupaTe Wid 1a paboTHTE C MAILIUHH.

3. Kak ce npuiara Comirnaty
Comirnaty ce mpuiara karo urkekius ot 0,3 ml B MycKyJ B TopHaTa 4acT Ha pbKara.
Ille Bu Ob1aT HanpaBeHU 2 WHKEKITUH.

HpenoquBa C€ BTOpaTa A03a OT ChllaTa BaKCHHA Ja CC IMPUIJIOKHN 3 CCIMUIIU CJIEA ITbpBaTa /1034, 3a
Ja €€ 3aBbpIIN BAKCUHALIMOHHUAT KYPC.

Axo cre ¢ oTciabeHa IMyHHA cucTeMa, TpeTa 103a Comirnaty Moxe Jia oJIy4uTe Haii-Manko 28 aHu
cliesl BTopata J103a.

Bycrep mo3a Comirnaty Moske Ja ce IPUIIOKH Hall-MaJIko 3 Mecela clie/] MocieHaTa 103a BaKCHHa
cpeury COVID-19 Ha yiuiia Ha Bb3pacT 12 W oBeYe FOUHH.

Mons, nonuraiTe Bamms MeIMIMHCKY CHEUAINCT, KOUTO L€ NOCTaBsl BAKCUHATA, 1ajld OTTOBAPSTE
Ha YCJIOBHUATA M KOTa € TIOJXO/ISII0TO BpeMe 3a OycTep Jo3aTa.

AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbP3aHH ¢ ynorpedara Ha Comirnaty, monuraire
Bamus nexap, GpapmaneBT WM MEJUIIUHCKA CECTPA.

4, Bb3MOXKHU HeKeJTaHU peakuuu

Kakro Bcnuku Bakcuau, Comirnaty MOXXe 1a Ipein3BUKa HEXeEJIaHU PEaKLUH, BBIIPEKH Y€ HE BCEKU
' [I0JTy4aBa.

MHOro 4ecTH He:KeJIAaHU PeaKIMU: MOraT Jia 3acerHar moseye ot 1 Ha 10 gymu
Ha MSCTOTO Ha WHXKEKTUpaHe: OOJIKa, OTOK

ymopa

rj1aBo0oJIHe

00JKa B MYCKYJIUTE

BTpHCaHE

00JIKa B CTaBUTE

JIUapus

MMOBHILIEHA TEMIIEpaTypa

Hsxou ot Te3u HekeNnaHu peakluy ca MajKo MO-4€CTH IIpH I0HOIIN Ha 12 10 15 ronnHu, 0TKOJIKOTO
NpY BB3PACTHHU.

YecTH HeKeJIaHH PeaKIUU: MOTaT Jia 3acernat o 1 Ha 10 gymm
o 3a4epBABAHE HA MIACTOTO HA MH)KEKTUPAHE
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o rajicHe
o MOBpBIaHEe

HeuecTn He:keaHu peakiuu: Morat aa 3acerHat a0 1 Ha 100 gy
yrojieMeHu TUMQHH Bb31M (HabIr01aBa ce mo-yecTo cief OycTep 103arta)
HEPa3oJIOKECHUE

Oonka B ppKaTa

Oe3cpHUE

CbpOeX Ha MACTOTO HA HH)KEKTUPAHE

AJIePrUYHU PEaKIMU KaTo OOPUB WM ChPOeK

ycemlane 3a caadocT Wi JUICa Ha €HEPTUsl/ChHINBOCT
HaMaJleH alleTUT

3amaiiBaHe

MPEKOMEPHO M3MOTSIBAHE

HOIIHM U3NOTSBaHMSA

Penku Hexxenanu peakuum: Morat ja 3acersat 1o 1 #a 1 000 gymm
° BPEMEHHO €IHOCTPAHHO YBHUCBaHE Ha JIUIIETO
. aJIePrUYHK PEaKIUi KaTo YPTUKAPHUs WX NIOyBaHEe Ha JIUIETO

MHOro peaku He:keJIaHH peakuuu: Moxke J1a 3acerHat 1o 1 Ha 10 000 nymwm
° BB3MAJICHUE HA CHPICYHHS MYCKYJ (MUOKAp/IUT) WK Bh3IAJICHNE Ha BHHITHATA OOBUBKA Ha

ChpIETO (TIEPUKAPIUT), KOETO MOXKE J1a IOBEAE A0 3aayX, ChpleOreHe Win O0JKa B ThPAUTE

C Hen3BecTHA YecTOTa (OT HAJTUYHUTE JAHHU HE MOXeE J1a Ob/Ie HallpaBeHa OIICHKA)

. TEXKa aJlepruuHa peaxuus
. OOIIMPEH OTOK Ha BAKCHHUPAHUS KPaHUK

. OTOK Ha JIMLETO (IOAYyBaHE Ha JIMLETO MOXKE Aa Ce MOSIBY NPH MALMEHTH ¢ AepMajeH GUIbp)
J KOXKHA peakuus, noxa ¢popMata Ha YEpBEHHU IE€THA WK OOpPUB 110 KOXAaTa, KOHTO MOXe J1a

M3TIIekKIa KaTo ,,MHAIIeHa" WX ,,0MBOJICKO OKO® C ThMHO YepPBEH IIEHTHP, OKOJIO0 KOHTO UMa I10-
CBETIIM YepBEHH KPBroBe (epuremMa My ITugdopme)

o HEoOMYaifHO ycellaHe 1Mo KoXarta, KaTo U3TPhIIBaHEe WM MpaBydKaHe (MapecTe3us)

J HaMmaJsBaHe Ha yCEHIaHUATa WM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIeCTe3usl)

. TEKKO MEHCTPYaJIHO KbpPBEHE (IIOBEUETO CIydau U3IJIEXk1a He Ca CEPUO3HU U Ca C BpEMEHEH
XapakTep)

CphodmaBaHe HA He;KeJIAHU PeaKIIuu

AKO ToITyunTe HIKaKBU HEKEJaHH JICKApCTBEHU Peakiyy, yBegpoMere Bammus nekap, GpapmanesT nim
MEIMIIMHCKA cecTpa. ToBa BKIIFOYBA BCHYKU BH3MOXKHH HEOIHMCAHU B Ta3H JIUCTOBKA HEXEIIaHU
peaknuu. Moxere ChIo Aa ChOOIIUTE HEXKEIAHN PeaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a
choOIaBaHe, mocoueHa B [Ipwiokenue V, 1 1a BKIIOYUTE TAPTHIHHUS HOMED, aKo ¢ HainveH. Karo
ChOOIIaBaTe HEXEIAHH PEaKIFH, MOXKETE JIa JIaJIeTe CBOS MPUHOC 3a MMOJTyYaBaHe Ha TIOBEYe
nH(pOpPMAIUI OTHOCHO 0€30MMacCHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak na cexpansiBate Comirnaty
Jla ce cbxpaHsBa Ha MSCTO, HEAOCTBHITHO 3a JIETa.

CJ'IC,Z[BaH_IaTa I/IH(l)OpMaL[I/IH OTHOCHO CBbXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € MMpeJHa3Ha4YCHa 3a
MCIHUIIMHCKHU CIICIHUAJINCTH.

He u3non3Baiite TOBa JIEKapCTBO CJIE]l CPOKa HAa TOHOCT, OTOEA3aH BbPXY KaPTOHEHATA OMAKOBKA U
eTukera cien ,,l'omen 10:“. CpoKbT Ha TOMHOCT OTTOBAaps Ha MOCJICTHUS JCH OT TOCOYCHHS MECeIl.

[a ce cpxpanssa BbB hpusep npu -90°C no -60°C.
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I[a CC€ ChbXpaHsBa B OpUTMHAIHATa OIIaKOBKa, 3a a CC MPEAIasu OT CBECTIINHA.

Baxkcunara ce nosnydasa 3aMpaszena npu -90°C no -60°C. Cnen nosyyaBaHe 3aMpa3eHaTa BaKCUHA
MO3Ke 1a ce chxpansaBa win npu -90°C go -60°C, wu npu 2°C g0 8°C.

EnnonosoBu ¢nakonu: Koraro ce cpxpansBat 3ampazenu npu -90°C no -60°C, onakoBKHTE C
10 exHom030BH (h1akoHA BakcHHA Morar jJa ce pasmpasar npu 2°C go 8°C 3a 2 yaca, a eIUHHYHU
(hmakoHM MOTAT J1a Ce pa3MpassT mpu craiiHa remmneparypa (1o 30°C) 3a 30 MuHyTH.

MHuorozno3osu ¢nakonu: Korato ce cbxpansBar 3ampasenu npu -90°C no -60°C, onakoBKuTe ¢
10 ¢axoHa BakcuHa MoraT j1a ce pasmpasst rnpu 2°C no 8°C 3a 6 yaca, a efMHUYHU (JIAKOHU MOTaT
Ja pa3MpasaT rnpu ctaiiHa temmeparypa (1o 30°C) 3a 30 MuHyTH.

Pasmpaszenu dhmakonn: Creq KaTo BEIHBXK € M3BajieH OoT (hpu3epa, HCOTBOPSHUAT )IIAKOH MOXKE J1a ce
ChXpaHsBa U TpaHcnopTupa B ximaguiaHuk mpu 2°C go 8°C mo 10 cenmuim, 6€3 1a ce mpeBuInana
otreyatanusT cpok Ha rogHocT (["oxen no:). Bepxy kapToHeHaTa orakoBKa TpsiOBa a ce OTOCIeKH
HOBATa Jarta, 0 KOATO TPAOBa 1a ce m3XBhPiu ciieq cbxpanenue mpu 2°C mo 8°C. Ciex KaTo BEIHBXK
€ pa3MpaseHa, BAKCHHATa HE MOXKE JIa Ce 3aMpa3siBa TIOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a Ce ChXpaHABaT 10 12 yaca mpu Temmneparypa
Mexay 8°C u 30°C.

C PasMpa3CHUTE (bJ'IaKOHI/I MOXKE ga CC pa6OTI/I B YCJIOBHU Ha cTaiiHa CBETIIMHA.

OtBopenu duakonu: Creq MbPBOTO MPOOUBAHE Ha 3alylaikara Ha QJIakoHa, ChXpaHsIBalTe
BakcuHarta npu 2°C 1o 30°C u s u3non3BaiTe B paMkuTe Ha 12 yaca, KOeTo BKIIIOUBA A0 6 yaca Bpeme
3a TpaHCIOpTUpPaHe. MI3XBBpiieTe HEU3MoN3BaHaTa BAKCHHA.

He u3non3paiite Tazu BaKCHHa, akoO 3a0€eNeKHTe BUJUMU YaCTUIIU UJIK NIPOMSHA B IIBCTA.

He u3xBbprsiite nekapcTBaTa B KaHaJU3alUsATa UM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuraiite
Bamus apMalieBT Kak Ja U3XBbPJIATE JICKapCcTBaTa, KOUTO Be4Ye HE U3MoJ3Bare. Te3u MEepKH I
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kaxkso cpabp:ka Comirnaty
o AxtuBHO BemecTBo: UPHK Bakcuna cpenry COVID-19, napeuena To3nHamepaH.
—  Enun eanono308 ¢utakon ceabpxa 1 mo3a ot 0,3 ml ¢ 30 mukporpama To3uHaMepaH.
—  Egun MHOr01030B (priakoH chabpika 6 qo3u mo 0,3 ml, Beska ¢ 30 mukporpama
TO3WHAMEpaH.
. Hpyru chcTaBKu:
- ((4-xumpoxcubyTrT)azane i )ouc(xekcan-6,1- ) ouc(2-X eKCHIIICKaHOAT)
(ALC-0315)
- 2-[(monmuetmnenraunkon)-2000]-N,N-gurerpanermnareramug (ALC-0159)
- 1,2-nucreapoui-sn-riuiepo-3-pochoxonun (DSPC)
- XO0JIECTEPOT
- TPOMETaMOJI
- TPOMETAMOJIOB XHUJIPOXJIOPH]T
- 3axaposa
- BOJIa 32 UHXKEKIUU
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Kak usrie:xxia Comirnaty m KakBo ChIbp:kKa ONaKOBKaTa
Bakcunara e 6sma 1o mouts Osta gucrepens (pH: 6,9 — 7,9), nocrassua nnm B

e  ¢/1HO0/030B (uakoH ¢ 1 103a — npo3payeH ¢uakoH (cTbkio Tun 1) 2 ml, ¢ ryMeHa 3ammymanka u
C aTlyMHHMEBA O0OKaTKa M OTYYIBAILO CE CHBO IJIACTMACOBO Kamaye, Wid B
e  MHOroJ030B ()MIaKOH C 6 1031 — po3paycH ¢uakoH (cThkio THIl 1) 2 ml, ¢ rymeHa 3amymanka

U C aIlyMHUHHCBA oOKaTKa U OTUYIBAIMIO CC CUBO INIACTMACOBO Kalaue.

Bun omakoBka ¢ enHom0308H (uakonu: 10 diaakona.

Bunose onakoBku ¢ MHOrog0308u (nakonu: 10 ¢nakona wim 195 pnakona. He Bcnuku Bugose
OTAaKOBKM MOTaT Jja ObJaT IyCHATH Ha Ta3apa.

IIpurexkaTes Ha pa3pelIeHHETO 32 yHoTpeda

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

tel.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

IIpousBoauTenu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOIIBJIHUTCIIHA HH(i)OpMaLII/I}I OTHOCHO TOBa JIEKApCTBO, MOJId, CBBPKETE CE C JIOKAJTHUA

MIPE/ICTaBUTEN Ha MIPUTEXKATEIS Ha pa3perIeHneTo 3a yrorpeoda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbnarapus

[ aiizep Jlrokcemoypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Lietuva

Pfizer Luxembourg SARL filialas Lietuvoje

Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01



Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvmpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 33561 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

I[aTa Ha IOCJCIHO NMpepasrjeckKaaHe Ha JIMCTOBKaTa

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOﬁCTBO, 3a [1a MOJYYUTEC JIMCTOBKATA HA pa3JIMYHU C3ULU.

URL: www.comirnatyglobal.com



ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o JiekapcTBata http://www.ema.europa.eu.

Tasu nucroBka e HannyHa Ha Bcnuku ez Ha EC/EUII Ha yeGcaiita Ha EBpornieiickara areHIus 1o
JieKapcTBara.

ITocouenara mo-aA0Jay PIH(l)OpMaIII/lﬂ € MpeaHasHayeHa camMo 3a MEAUIUHCKH CIICEHMHATUCTH:

[Ipunaraiire Comirnaty MHTpaMyCKyJTHO KaTo bpBHYeH Kypc oT 2 no3u (0,3 ml Bcska) npes
WHTEPBAJI OT 3 CEIMUITH.

Ha Jnia CbC CUJIHO oTcnabeHa HMYHHA CUCTEMaA TPETA N03a MOXKEC [1a CC MPUIIOKHU Haii-manako 28 JHHA
CJIC BTOpaTa 103a.

Byctep no3a Comirnaty (0,3 ml) Moxe na ce mprioxu Hai-Maiko 3 Mecera ciie/l MocieHaTa 103a
BakcuHa cpeily COVID-19 Ha nuiia Ha Bb3pacT 12 U moBede rouHH.

IIpocnenumoct

3a f1a ce moIo0pu MPOCIEAUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO 1A CE 3aI1CBaT.

Ykazanus 3a padora

Comirnaty TpsiOBa 1a c€ MPUTOTBH OT MEIUIIMHCKH CIICI[HAIIUCT, KaTO CE U3I0JI3Ba aceNTHYHA
TEXHUKA, 33 J]a Ce rapaHTUpa CTEPUJIHOCTTA Ha MIPUTOTBEHATA AUCIIEPCHSL.
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YKA3AHMUSA, ITPUJIIOKUMU KAKTO ITPU EAHOJO30BUTE, TAKA U IIPU

MHOI'OJJO30BUTE ®JIAKOHU

IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/IO03A HH)KEKIIMOHHA

JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

CuBo kanaue

Jla He ce
pa3pexna

ITpoBepere nanu GIakOHBT € ChC CUBO
IUIACTMACOBO Karlaye U CUB KOHTYP,
OTpaKIAIl €TUKETA, U IAJId UMETO Ha
npoaykra e Comirnaty

30 Mukporpama/no3a HHKEKIHOHHA
JUCTICPCHSL.

[TpoBepere ganu GIakoHBT € €THOI030B
WJIM MHOTOJI030B U CJICIBANTE
NPUIOKUMHUTE YKa3aHuUs 3a paboTa 11o-
T0ITy.

AKoO (PJIaKOHBT € ChC CHBO TUTACTMACOBO
Karmade ¥ CUB KOHTYD, OTpasKall
eTUKEeTa, U UIMETO Ha MPOIYKTa €
Comirnaty Original/Omicron BA.1
(15/15 mukporpama)/no3a HHXEKIIHOHHA
aucnepcus win Comirnaty
Original/Omicron BA.4-5

(15/15 mukporpama)/no3a HHKXEKIIHOHHA
JHCTIEPCHsl, MOJIS, HAllpaBeTe CIpaBKa C
KpaTKaTa XapaKTepHCTHKa Ha IPOAYKTa
3a Ta3u GopmMa.

AxO0 (pIIaKoHBT € ¢ JIMITABO MIACTMACOBO
Karaue, MOJisl, HallpaBeTe CIpaBKa C
KpaTKaTa XapaKTepHCTHKa Ha IPOIYKTa
3a Comirnaty 30 MUKporpama/mo3a
KOHIICHTPAT 328 HHKEKI[HOHHA
THCTIEPCHSI.

AXO ()ITaKOHBT € C OPAHKEBO
TUIACTMACOBO Karaue, MOJIsI, HalpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha
mpoaykra 3a Comirnaty

10 mukporpama/mo3a KOHIIEHTPAT 3a
HWHKCKIIMOHHA AUCTICPCHUA WIN
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/mo3a KOHIIEHTPAT 3a
WHKEKIIMOHHA JNUCTICPCHSL.

AKko (py1akoHBT € ¢ KahsBO-IEPBEHUKABO
IUIACTMACOBO Karaue, MOJIsl, HallpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepUCTHKA Ha
npoaykra 3a Comirnaty

3 MUKpoOrpama//103a KOHIIEHTPAT 3a
WHKCKIIMOHHA JIUCTIEPCHSL.
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HPEJU YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/1O3A HHXKEKIITMOHHA
JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

>

Jla ce cbXpaHsiBa 10
10 cexmumu npu
2°C mo 8°C,
KOPHUTHpPAaiiTe CPOKa
HA TOAHOCT BHPXY
KapToHeHAaTa

ONaKOBKa. )

AKO €IHO/I030BUST U MHOTOZ030BHUSAT
(akoH ce chXpaHsBa 3aMpaseH, TOH
TpsiOBa Ja ce pa3mMpasu mpeau
ynotpeba. 3ampazeHute GIakoHU
TpsiOBa Ja ce mMpeHecaT B cpena ¢
temrrepatypa 2°C mo 8°C, 3a ma ce
pasMpasst. YBepeTe ce, ue QIIakoHUTe
Ca HAITBJIHO pa3Mpa3eHH Mpean
yrotpeoa.

0 EnHono3oBu duiakoHu:
Pa3mpassBaneTo Ha eHA OMTaKOBKA
¢ 10 eqHOMO30BY (h1akoHA MOXKE Ja
oTHeMe 2 Jaca.

0 MHoro/1030BH (hIaKOHH:
Pa3mpazsBaneTo Ha eHA OMMaKOBKa
¢ 10 MmHOTOIO30BH (Pr1aKOHA MOXKE
a oTHEMe 6 yaca.

Crnen nmpemecTBaHe Ha (DIaKOHUTE 3a

cpxpanenue npu 2°C no 8°C,

KOpHUTHpalTe CpoKa Ha TOAHOCT BBPXY

KapTOHEHaTa OTIaKOBKa.

HeotBopenure durakoHu mMorar 1a ce

chxpaunsBar 10 10 cenmunu npu 2°C 1o

8°C, 0e3 na ce mpeBHIIaBa

OTIIEYaTaHUAT CPOK Ha rogHocT (['oxen

J0:).

Bb3MoxeH e Apyr BapUaHT, IPU KOWUTO

eIMHUYHY 3aMpa3eHu (IIaKOHU MOXKeE Ja

ce pa3mpasar 3a 30 MUHYTH IIpH
temriepatypa g0 30°C.

[peau ynorpeba HEOTBOPEHHAT (PIIAKOH

MOXKeE J1a ce ChXpaHsaBa 1o 12 gaca npu

temneparypa a0 30°C. C pa3mpaszeHute

(rakoHH MOXe Ja ce paboTH B YCIIOBHS

Ha cTaliHa CBETJIMHA.

g

Buumareano 10 nbTH

Buumarenno pa3zmecere, KaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pazmecBane pa3mpaseHaTa
JIUCTIEPCHUST MOXKE JIa ChIbpKa Oenun 10
MOYTH O€JIM HEMPO3pauHu aMOp(HH
YaCTHULIH,

Crnen pa3mecBaHe BaKCHHATA TPsAOBa J1a
TpeJICTaBIIsIBa Osta 10 MouTH Osta
nucrepcus 0e3 BuauMu yactuiu. He
W3IOJI3BATEe BaKCHHATA TIPY HATHYNC
HA YaCTHIIY WM MPOMSHA B IIBETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A UHXKEKLHMOHHA JUCIHIIEPCHUS (JIMLA HA 12 1 TIOBEYE

T'OJINHN)

0,3 ml BakcuHa

Ennono3o0Bu dhiaakoHu

Wsrernere eqMHUYHA 1034 BAKCHHA OT
0,3 ml.

UzxBbprieTe GaakoHa W UIJTHIITHUAS
obeMm.

MHoro10308u (hrakoHn

Bcekn MHOT01030B ()J1aKOH ChIBpKa
6 go3u mo 0,3 ml.

Karo n3non3BaTe acenTuuHa TEXHUKA,
MOYKCTETE 3amyIIajkaTa Ha (IakoHa ¢
TaMIIOH 3a €IHOKpaTHa ynoTpeoa,
HAIlOEH C aHTHCENTHYCH Pa3TBOP.
Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MOI3BAT CIPHUHIIOBKH
I/I/I/I.HI/I HUI'JIN C MaJIbK M’pr’bB
(Hew3non3BaeM) obem, 3a ja ce
U3TEIIAT 6 71034 OT eAuH (DJIaKOH.
KoM0OuHamnusTa OT CIpUHIIOBKA U UTJa ¢
MaJbK MBPTHB 00eM TpsiOBa Ja ©Ma
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAAPTHH
CTIIPUHIIOBKH M UTJIH, MOXE J1a HsIMa
JIOCTaTh4CH 00eM 3a M3TETJISTHE Ha IIECT
JIO3HM OT €IUH (PJIAKOH.

Bcsika no3a tpsioBa na ceaspxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTAHAJIATA BHB
(hakoHa BakCHMHA HE MOJKE JIa TOCTaBH
eaHa 1s1a 1o3a ot 0,3 ml, u3xBbprere
(haKoHa W U3HMIITHUS 00eM

3amuineTe ChOTBETHUTE aTa/uac BPXY
(rakoHa. M3xBBpieTe HEU3MOA3BaHATA
BakcuHa 12 vaca ciea mbpBOTO
poOKMBaHE Ha 3alyliaikara Ha
(hakoHa.

HN3xBbpasine

Hewnsnon3BaHusT IeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAII OT HETO TPsIOBA Jla Cce U3XBBPIISIT

B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.




JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 10 Mmukporpama/no3a KOHIIEHTPAT 32 HHKEKIHOHHA THCIIEPCHST
Jeua na 5 1o 11 rogunn
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauduuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)

vTosn JIEKapPCTBEH MPOAYKT MOJICKH Ha JOBIIHUTEIHO HAOM0qeHre. ToBa 11e mo3Boau Obp30TO
YCTaHOBSIBAaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlys, KosSTo Balero neTe e moayduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEXEJIaHU PeaKIluu BIDKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHUMATEIHO AJ1aTa JUCTOBKA, IpeaAu 1a Bu 6b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo THA ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKA. Moske 1a ce HaJ0XkH J1a sl IPOYETETE OTHOBO.

. AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, IoNUTainTe Bamms nekap, papmaneBT uin
MEJULMHCKA CecTpa.

. Axko Bamero nete noyun HIKaKBH HEXEIaHU peakiny, yBegoMeTe Bamms ekap, papmaiieBt

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKU BH3MOKHU HEXKEIIAHU PEAKITUHU, HEOITNCAHU B
Ta3y JIUCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tps6Ba na 3Haere, npeau Comirnaty ga Obae npuiiokeH Ha BameTo gete
Kak ce npunara Comirnaty

BBb3MOXHU HEXKEIaHU PEAKLUU

Kak na cpxpansBate Comirnaty

ChbabppxaHue Ha ONIAKOBKATa M JOIBIHUTEIIHA HH(POPMALIUS

ok wnE

1. Kakso npeacraBiasgBa Comirnaty u 3a KakBO ce H3I0JI3Ba

Comirnaty e BakCHHa, KOSTO C€ M3I0JI3Ba 3a npena3sade ot 3adoisane or COVID-19, npuynHeHo
ot SARS-CoV-2.

Comirnaty 10 mukporpama/mno3a KOHIICHTpAT 3a MH)KEKIIMOHHA JIMCIIEPCHs ce TpHIara Ha Jiela Ha
BB3pacT oT 5 1o 11 rogunm.

BakcuHara craBa npMuMHa UMyHHATa CUCTEMa (€CTECTBEHUTE 3allUTHU CUJIM Ha OpraHu3Ma) aa
MIPOM3BEKa aHTUTENA U KPBBHU KJIETKH CPELLy BUPYyCa, KaTO Taka OCUTYpsBa 3alUTa CPELLy
3abomsBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3Ja/le IMyHUTET, TOH HE MOXKE J1a TPUUHNHH
3a0omsiBane ot COVID-19 na Bamero nerte.

2. Kaxkso TpsoBa 1a 3Haete, npeau Comirnaty n1a 6bae npuiioxxen Ha Bamero nere
Comirnaty He TpsdBa 1a ce mpujiara

o ako Bamiero nere e anepruuyHO KbM aKTUBHOTO BEILIECTBO MJIM KbM HSKOS OT OCTaHAJIUTE
ChCTaBKH Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA 6).
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IIpexynpe:xaeHusi U mpeana3sHu MePKH
I'oBopere ¢ Bamus nekap, papMaiieBT Wik MEIUIIMHCKA CECTPa, IIPEAX BaKCHHATA J1a ObJe
npuiiokeHa Ha Bammero nere:

o aKo MMa TeXKKa aJiepriuyHa peakiys WK IpoOJIeMH ¢ AUIIAHETO CIIe MHKCKTUPaHEe Ha HIKaKBa
JIpyra BaKCHHA WU CJIe]] KaTo My € Onna mproxkeHa Comirnaty B MUHAJIOTO.

o aKo 'O MPUTECHSBA MPOIECHT HA BAKCHHUPAHE WIIM HIAKOTA € MPHUIAIAII0 CIIe/l IOCTaBsSIHE Ha
WHXKEKIIUS C UIJIa.

. aKo MMa TEXXKO 3a00Js1BaHe WM HHPEKINS ¢ BUCOKa Temmeparypa. Obade BameTo gete Moxe

Ja ObJie BAKCHHUPAHO, aKO UMa JIEKO TIOBUIIIEHA TEMITepaTypa WK Jieka HH(PEKIIUs Ha TOPHUTE
JUXaTeJTHH ITbTUINA, KATO HACTUHKA.

. aKo “Ma NpobJIeM ¢ KpPbBOCHCUPBAHETO, JIECHO N0JIyYaBa CHHUHU MJIM U3I0JI3Ba JIEKApCTBO 32
nmpeanasBade OT MmosABa Ha KPbBHU CHCUPCLU.
. ako nMa oTciabeHa MyHHA ciucTeMa ropaau 3abonsBane, HarpuMep uHdpeknus ¢ HIV, unm

IIPUEM Ha JICKAPCTBO, KATO KOPTUKOCTEPOU A, KOETO IMOBJIMABA UMYHHATa CUCTEMA.

ChliecTByBa HOBHIIEH PUCK OT MUOKAPAHT (Bb3MAIEHUE HA ChPACUYHUS MYCKYIT) U TIEPUKAPTUT
(BB3MaJicHUE Ha BhHIHATA OOBMBKA Ha ChpIETO ciiel BakcuHalus ¢ Comirnaty (BxK. Touka 4). Te3u
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJie]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nmaU. Te ca HaOMoJaBaHM MMO-YECTO CIIE ] BTOpaTa BAKCHHAIMS U TI0-9€CTO IIPH FOHOIIH U TTO-MIIaIH
MBXE. PUCKBT OT MUOKapAUT U IEPUKAPAUT U3TIICK 1A TIO-HUCHK MIPH JIeTIa Ha BB3PaCT OT 5 110

11 ronuHu B cpaBHEHHE C T€3H Ha Bh3pacT oT 12 1o 17 rogunu. Ciex BakCHHAIUSA TPsOBa 11a ObaeTe
OMTeNHM 3a IPU3HAIIA HA MUOKAPIUT U NIEPUKAPINT, HAPUMED 3ayX, ChplieONeHe Win 00JIKa B
bpANTE, U TPSIOBA HE3a0ABHO J1a MOTHPCUTE JIEKAPCKA MIOMOIII, aKO T¢ HACTBIIAT.

KaxTo Bcuukm Bakcuan, Comirnaty Moxe J1a He 3al[UTH HAITBJTHO BCUYKU BAKCHHUPAHU U HE €
M3BECTHO KOJIKO JBJITO ITe OBACTE 3aIUTeH(a).

Bameto gere Mmoxe na moxyum Tpera goza Comirnaty. Edukacroctra Ha Comirnaty, nopu cien
TpeTa 103a, MOXe Ja € MO-HUCKA IIPH X0pa C 0TciIadeHa UIMyHHA cucTema. B te3u ciyyan TpsOBa na
NPOABIDKHTE J1a cTia3BaTe (PU3NUecKUTe Mpea3Hu MEpPKH, 3a a IOMOTHETE 3a MIPEBEHIHATA Ha
COVID-19. Ocgen ToBa 0au3kuTe Bu KOHTaKTHU Jina TpsOBa J1a ObIaT BAKCHHUPAHU, aKO €
nogxozsmo. O6chaeTe MOAXOAAIINTE HHANBUIYAIHH IIPEOPBKY ¢ Bamus nexap.

Jena

IIpennara ce nexuarpuyHa JekapcTBeHa (hopMma 3a KbpMaueTa U ela Ha Bb3pacT 6 Mecena 10

4 ronuHu. 3a moapoOHa HH(OpPMAIKs, MOJISI BIDKTE TucToBKaTta Ha Comirnaty 3 Mukporpama/mo3a
KOHIICHTPAT 32 MH)KEKIIMOHHA IUCTICPCHS.

Comirnaty He ce mpernopbyBa IpH KbpMaueTa Ha Bb3pacT moj 6 Mecera.

JApyru nexkapctBa u Comirnaty

TpsiOBa ma kaxxeTe Ha Bamms nexap win ¢apmaneBT, ako Bameto gere u3non3Ba, HACKOPO €
W3I0JI3BAJIO WM € Bb3MOXKHO 12 U3I0JI3Ba IPYrH JISKApCTBa, WIIK HACKOPO MY € MPUJIOKEHA HIKaKBa
JIpyra BakCHHa.

BpeMeHHOCT 1 KbpMeHe
Axo Bamero nere e OpeMeHHO, kaxeTe Ha Bamus nekap, MeAMIIMHCKA cecTpa WK (papMareBT, Ipean
Ja My OBJie IPUIIOKEHA Ta3U BaKCHHA.

Comirnaty Moxe Ia ce mpujara 1o BpemMe Ha OpemeHHocT. ['onemusiT o6em ot uHpopManms,
MoJy4eHa OT HabJoAeHueTo Ha OpeMeHHH JKeHH, BakcuHupanu ¢ Comirnaty mpe3 BTOpHS U TPETHUst
TPUMECTHP, HE TIOKa3Ba BAKCUHAIIUATA J1a UMa HeOJIaronpusaTHA e(eKTH BbpXYy OPEMEHHOCTTA HITH
HOBOpPOJeHOTO. Makap 4e nHpopMarusiTa 3a eQeKTuTe BbpXy OPEMEHHOCTTa WIIH HOBOPOACHOTO CIIE]
BaKCHHAIIUS Mpe3 IbPBUS TPUMECTHD € OTpaHNueHa, He ce HabJIo1aBa MpOMsHA [0 OTHOLICHUE Ha
pHCKa OT CTIOHTaHEH abopT.

Comirnaty MoOXe Jia ce pujiara B [iepruoja Ha KbpMEHe.
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Ilodupane u paéora ¢ MAIIMHH

Hsxkou ot edexkTuTe Ha BakcMHATa, yrioMeHaTH B Touka 4 (Bbh3MOXHU HE)KENaHU PEeaKIUuK) MOTatT
BPEMEHHO J1a TIOBJIUSAT CIIOCOOHOCTTA 32 paboTa ¢ MAIllMHU WU MPEANPUEMaHe Ha ISHHOCTH KaTo
KapaHe Ha Beyocurnen. M3vakaiite, 1oKaTo Te3u eeKTH OTIIyMSIT, IPear Bb30OHOBSIBaHE Ha
JEHHOCTUTE, KOUTO M3UCKBAT ITHJTHO BHUMAaHHE.

3. Kak ce mpuwiara Comirnaty

Comirnaty ce mpuiara ciefi paspexaane kato nmkekus ot 0,2 ml B MycKyJ B TOpHaTa yacT Ha
pbKara.

Ha Bamero JCTC IS 6’B,I[aT HampaBCHU 2 MHXKXCKIHH.

HpenoquBa C€ BTOpaTa a03a OT ChllaTa BaKCHHA Aa CC IPUIIOKH 3 CCIMUIIU CJIEN ITbpBaTa /1034, 3a
Ja C€ 3aBbpIIN BAKCUHALIMOHHUAT KYPC.

Axko Bamero niete e ¢ orciabena MMyHHa cucTeMa, Tpera j1o3a Comirnaty Moxe Ja NOJTy4d Haid-
MaJjko 28 AHM cJel BTopaTa 103a.

AKO eIHO J1eTe HaBbpIIU 12 TOIMHU B MHTEPBaJia MEXKAY MPUIIOKEHHETO Ha JI03UTE OT Kypca Ha
I'bPBUYHA BaKCHHAIIMS, TOBA JeTe TPSAOBaA JAa 3aBbPIIN CEPHSITA HAa CHLIOTO J030BO HUBO OT
10 mukporpama.

Byctep no3a Comirnaty Moxe Jia ce mpujiara Hail-mMmajako 6 Mecela ciie/i Kypca Ha ITbpBUYHA
BaKCHHALMS IPU Jiela Ha Bb3pacT oT 5 1o 11 ronuHu.

AKO MMaTe HSKAKBU JOIBIHUTEIHHA BBIIPOCH, CBBbp3aHH ¢ yrorpedara Ha Comirnaty, monuraiire
Bamus nexap, papManeBT WiM MEIULIMHCKA CECTpa.

4, Bb3MOKHHU HeKeJTaHU peakuuuun

KakTo Bcuuku Bakcunau, Comirnaty MoOKe Ja MpeIu3BUKa HEXKEJIaH! PEaKIIUU, BBIIPEKH Y€ HE BCEKU
TU TIOJTy4JaBa.

MHOro 4ecTH HeKeJIaHM PeaKUMU: MOraT Ja 3acersar nosede ot 1 Ha 10 qymmu
Ha MACTOTO Ha MHXKEKTUpPaHe: 00JIKa, OTOK

yMmopa

riaBoOome

00JIKa B MyCKYyJIUTE

BTpHCaHe

0oJKa B CTaBUTE

Iapust

MIOBHILIEHA TEMIIEpaTypa

YecTu HexkeTaHU PpeaKkIUM: MOTaT J1a 3acerHat 1o 1 Ha 10 gymm

. rajicHe
. MOBPBIIIAHE
. 3a4yepBsiBaHE Ha MACTOTO HA MH)KEKTHpaHe (,,MHOro 4ecTH' Ipu Bb3pacT 5 10 11 roannm)

HeuecTn He:xkennaHu peakuum: MoraT aa 3acerHat Ao 1 va 100 gymm

. yrojeMeHH! JTMM(HU BB3IH (HaOII0gaBa ce Mo-4ecTo Clies] OycTep 103aTa)
. HEPa3IoJIOKEeHNE
° 0oJjiKa B pbKaTa
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Oe3chHME

CHpOEX Ha MICTOTO Ha HHKEKTHUPAHE

aJICPTUIHH PEaKIMK KaTo 0OpUB TN CHPOEIK

ycellane 3a c1aboCT HiTH JIUIICa Ha CHEPTHsI/CHHINBOCT
HaMaJIeH arleTUuT

3amaiiBaHe

MIPEKOMEPHO U3IOTSBaHE

HOIITHU U3IIOTSABAHUA

Penxu HexxenaHu peakuum: MoraT jna 3acersat a0 1 va 1 000 gymun
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIUIETO
. aJIePTUYHU PEaKIMU KaTO YPTUKAPHUS WU MTOyBaHE Ha JIUIETO

MHoro peaxu HexxeJIaHH peaKIMH: Moxe 1a 3acerHat 1o 1 Ha 10 000 gymm
. BB3MAJICHUE Ha ChPICYHHUS MYCKY (MUOKApIUT) WK Bh3IAJI€HNE Ha BhHIITHATA OOBUBKA Ha

CBHPIETO (TIEPUKAPIUT), KOETO MOKE Ja TOBEJE 10 3aayX, ChbpIieONeHE iIK OOJKa B T'bPIUTE

C Hen3BecTHA YeCcTOTA (OT HaJIWYHUTC JaHHU HC MOXKE Ia 6"[),[[6 HaIrpaBCHa OLIGHKa)

. TEXKa aJIeprUIHa PeaKIIHsI
. OOIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIUIETO (MOyBaHE Ha JIUIIETO MOXKE Ja CE MOSIBU NPH MAIUCHTH C JAepMajicH QUIIbD)
. KOXKHA peakiys, o1 (opMaTa Ha YepBEHH TEeTHA WM OOPUB 110 KOXAaTa, KOUTO MOXe Jia

M3TIIeKIa KaTo ,,MUIIeHa" Wi ,,0MBOJICKO OKO*‘ ¢ THhMHO YEPBEH IIEHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YepBEHH KPBroBe (epuremMa MynTHdopMe)

o HeoOMYaifHO ycelane 1o Kokara, KaTo H3TphIIBaHe WM MpaBy4KaHe (apecTes3ns)

. HaMaJIsiBaHE Ha YCEUIaHWsTa WX YyBCTBUTEIHOCTTA, OCOOCHO Ha KOXKaTa (XUITECTE3MsI)

o TEKKO MEHCTPYaJTHO KbpBEHE (IIOBEYETO CITydan M3TIICKIa He Ca CEPHO3HU H Ca C BpEMEHEH
XapakTep)

Cho0maBaHe Ha HeKeJaHH peaKINu

Axko Bamero nete nonyun HIKakBH HEXEJIaHU JISKApPCTBEHU peakliy, yBegomere Bamus nekap,
(hapManeBT WM MEJUIMHCKA cecTpa. ToBa BKIIOYBA BCUYKH Bh3MOYKHH HEOMMCAHH B Ta3H JHCTOBKA
HEXeJIaH! peakuy. MoxeTe ChIIo Ja ChOOINTE HeXKENaH!U PEeaKIMy TUPEKTHO Ype3 HallMOHATHATA
cucTeMa 3a choOlIaBaHe, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE TaPTUIHUS HOMED, aKo €
HanuueH. Kato cpobuiaBate HexenaHu peakiy, MO>KETe Ja JaieTe CBOS MPUHOC 3a MoJydaBaHe Ha
noBeue HHpOpManus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBaTte Comirnaty

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

Crenarata nHGOpPMAIHSI OTHOCHO ChbXPaHEHHETO, CPOKA Ha TOTHOCT M paboTaTa € mpeHa3HaueHa 3a
MEUIUHCKU CTICIIUATUCTH.

He usmnosn3BaiiTe TOBa JIEKapCTBO CJIE]] CPOKaA Ha FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTukera cien ,,l'omen 10:“. CpoKbsT Ha TOMHOCT OTTOBAPS Ha MOCJICTHUS JCH OT TOCOYCHHS MECEIl.

[a ce cpxpanssa BbB hpuzep npu -90°C no -60°C.
[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPENa3y OT CBETIMHA.

Bakcunara ce nmonydaa 3ampasena rnpu -90°C o -60°C. Cnex mosiyuaBaHe 3aMpa3eHaTa BaKCUHA
MOXe Jia ce cbxpansaBa win npu -90°C no -60°C, nu npu 2°C no 8°C.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Koraro ce chxpansiBat 3ampasenu npu -90°C mo -60°C, onakoekute ¢ 10 ¢rakoHa BakCHHA MOT'aT Ja
ce pasmpassar mpu 2°C no 8°C 3a 4 gaca, a eqUHUIHA (PIIAKOHU MOTAT J]a CE pa3MpassT IMpHU cTaifHa
temmeparypa (1o 30°C) 3a 30 MUHYTH.

Cren xaTo BeTHBXK € U3BaJIcH OT Gpu3epa, HEOTBOPEHUAT (DIAKOH MOXKE Jia ce ChXpaHsIBa U
Tpancnoptupa B xiaaamwrHuk npu 2°C no 8°C mo 10 cexmurm, 6€3 1a ce mpeBUIiaBa OTICYaTaHUSAT
cpok Ha roaHocT (['oxen no:). Bepxy kaproHeHaTa omakoBka TpsiOBa J1a ce OTOEIeKH HOBaTa J1aTa, 10
KOSTO TpsiOBa Aa ce m3XxBbpiu cief cbxpanenue mpu 2°C go 8°C. Crnen kaTo BEAHBXK € pa3MpaseHa,
BaKCHHA HE MOJKE Jla ce 3aMpa3siBa MOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a C€ ChXpaHABaT 10 12 yaca mpu Temneparypa
Mexay 8°C u 30°C.

C PasMpa3CHUTC (l)J'IaKOHI/I MOXKE a CC pa6OTI/I B YCJIOBHA Ha CTaiiHa CBETIIMHA.

Crnen paspexaane, cbxpansBaiite Bakcunarta mmpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 gaca, koeTo BKITIOYBa 110 6 Yaca BpeMe 3a TpaHCTIopTUpaHe. M3xBbpriere Hen3noa3BaHaTa BAKCHHA.

He usmnosn3Bpaiite Ta3u BakCHUHA, aKO 3a0€ICKUTE BUIUMHU YACTHUIIM B pa3peicHaTa JUCIICPCHS UK
MPOMSHA B IIBETA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTHaablu. [lonuTaiite
Bamms ¢papmMarieBT kak ga U3XBBPIATE JEKapCTBaTa, KOUTO BeUe HE U3IMoN3Bare. Te3n MepKu Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPENa.

6. CpabpikaHue HA ONIAKOBKATA M I10NbJIHUTEIHA UHpopManus

Kakso cpabp:ka Comirnaty

. AxtuHo BemecTBo: UPHK Bakcuna cpenry COVID-19, napeuena Tosunamepas. Cnen
paspexnane haakoHbT chabpxka 10 go3u mo 0,2 ml, Besika ¢ 10 Mukporpama To3MHaMepaH.
. Hpyru cbcTaBKu:
- ((4-xumpoxcubyTrT)azaneaniI )orc(xekcan-6,1- 1w )ouc(2-X eKCHITICKaHOAT)
(ALC-0315)

- 2-[(monuetunenrankon)-2000]-N,N-gurerpanermnareramu (ALC-0159)
- 1,2-nucreapoui-sn-riuiepo-3-pochoxonun (DSPC)

- X0JIeCTEPOIT

- TPOMETaMOJT

- TPOMETAMOJIOB XUAPOXJIOPHT

- 3axaposa

- BOJIA 33 UHIKEKLUN

Kak usriexxaa Comirnaty m KakBo ChAbp:ka ONaKOBKAaTa

Bakcunara e 6su1a 1o mouTs Osta quctepenst (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hJIaKOH €
10 no3u — npo3paueH ¢uakoH (cTbkio Tu 1) 2 ml, ¢ rymMeHa 3amymanka 1 ¢ alyMUHHEBa 00KaTKa 1
OTYYMBAILO CE OPAH)KEBO TIACTMACOBO Karaye.

Bunose onakosku: 10 ¢guaxona i 195 diakona

He Bcwuku BHIOBE OIAaKOBKH MOTaT J1a ObJIaT IIyCHATH B IIPoOIaXoa.
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IIpuTe:kaTesn Ha pa3pelieHUETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

IIpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AOBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN HAa MPUTEKATENS Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. sr.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500



France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35775

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

I[aTa Ha IOCJCIHO NMpepasrjaeckKaaHe Ha JIMCTOBKaTa

CkanmnpaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INIHU €3UITH.

URL: www.comirnatyglobal.com

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus

1o JiekapcTBata http://www.ema.europa.eu.

Ta3u nucToBKa € HanMuyHa Ha Becuuku e3unu Ha EC/ENII Ha yeOcaiita Ha EBporelickata areHIus 1Mo

JeKapcTBara.

ITocouenara mo-a0Jay I/IH(l)OpMaIII/IH € NMpeJHasHa4YeHa caMo0 3a MCIUIIUHCKHA CIICHIHATUCTHU:

[Ipunaraiire Comirnaty HHTpaMyCKYJIHO CJIe] pa3pexaane kato kype ot 2 no3u (0,2 ml Besika) npes

WHTEPBAI OT 3 CEIMUIIH.


http://www.comirnatyglobal.com/
http://www.ema.europa.eu/

Bycrep moza Comirnaty Moske Jia ce mpujara Haii-Manko 6 Meceria ciiesl Kypca Ha TbpBUIHA
BaKCHHAITUS TIPH JIeTa Ha BB3pacT oT 5 1o 11 roxuHw.

Ha Jnia CbC CUJIHO oTciabeHa HMYHHA CUCTEMaA TPETa N103a MOXKC [1a CC MPUIIOKHU Haii-manako 28 JHHA
CJIC BTOparTa a103a.

IIpocnenumoct

3a 1a ce moo0pu MPOCIETUMOCTTa Ha OHMONIOTHYHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Ykazanus 3a padora

Comirnaty 10 mukporpama/mo3a TpsiOBa 1a ce NPUrOTBH OT MEAMIIHCKHU CICLUAIIMCT, KaTo Ce
M3M0J13Ba aCeNTHYHA TEXHHKA, 32 J1a CE TapaHTHpa CTEPUIIHOCTTA Ha IPUTOTBEHATa JUCTICPCHUSI.
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MPOBEPKA HA ®JIAKOHA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WH)XEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJIWHM)

10 ug

Opan:keBO Kanmave

Caen pa3pexnane

[IpoBepeTe nanu GIaKOHBT € C
OpaHXeBO ITACTMACOBO Kamaye u
OpaHXeB KOHTYP, OTPaXKIaIll
€THKeTa, M 1AM IMETO Ha MPOIYKTa
e Comirnaty 10 muxporpama/mosa
KOHIICHTPAT 32 HH)KEKI[HOHHA
JIHCIICPCHSI.

AKO (JIaKOHBT € C OPAHIKEBO
IUTACTMACOBO Karlaye U OpaHKeB
KOHTYp ¥ UMETO Ha TPOAYKTa €
Comirnaty Original/Omicron
BA.4-5 (5/5 mukporpama)/mosza
KOHIICHTPAT 32 MH)KEKI[HOHHA
JMCIIEPCHsI, MOJISL, HAaIlpaBeTe
CIpaBKa C KpaTkaTa
XapaKTepUCTHKA Ha MTPOIYKTa 32
Tasu Gopma.

AXO (IIaKOHBT € C JHITABO
IJIaCTMAcOBO Karade, MOoJIs,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/nosa
KOHIICHTPAT 32 HH)KEKI[MOHHA
JICTICPCHSI.

AKO (pJIaKOHBT € ChC CHBO
IUIaCTMACcOBO Karage, MOoJIs,
HaIrpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/mosa
WHXEKIIMOHHA JIUCTICPCHS,
Comirnaty Original/Omicron BA.1
(15/15 mukporpama)/noza
WHKCKIIMOHHA JAUCTIEPCHS W
Comirnaty Original/Omicron
BA.4-5 (15/15 mukporpama)/mo3a
MHKCKIIMOHHA TUCTICPCHSL.

AKO (QIIakoHBT € ¢
Ka(sBO-4CPBCHUKABO IJIACTMACOBO
Karage, MOJIs, HalIpaBeTe CIIpaBKa C
KpaTkaTa XapakTepUCTHKa Ha
npoaykra 3a Comirnaty

3 MUKporpama//103a KOHLIEHTPAT 3a
WHKCKIIMOHHA JIUCTIEPCHSL.
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MPEJU YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/JTIO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJAWHM)

™
Ja ce cbxpansiBa
10 10 cenmunm
npu 2°C no 8°C.
| e

AKO MHOTOJI030BUSIT ()JIaKOH ce
ChbXpaHsBa 3aMpaseH, ToH TpsOBa
Jla ce pa3Mpasu npeau ynorpeoa.
3ampazenute aakoHu TpsOBa Aa
ce IpeHecar B cpefia C TeMIeparypa
2°C no 8°C, 3a na ce pa3Mpasir;
pa3MpassBaHETO Ha e1Ha OIIaKOBKa
¢ 10 akoHa MOke Jja OTHEME

4 yaca. YBepere ce, ue QpraKoHuTe
ca HaI'bJIHO pa3MpaseHH Mpeau
yrnorpeoa.

Cnen nmpemecTBaHe Ha (hIaKOHUTE
3a cexpanenue mpu 2°C go 8°C,
KOpHUT'HpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeoTBopenute (akoHu Morar a
ce cpxpansBar a0 10 ceqmuny npu
2°C mo 8°C, 6e3 na ce mpeBuIaBa
OTIICYATAHUAT CPOK Ha TOAHOCT
(Tomen mo:).

BB3MOXEH € ChIIO APYT BAPUAHT,
IPY KOMTO €MHUYHY 3aMpPa3eHN
(hmaxoHM MOKE J1a ce pa3MpassT 3a
30 MUHYTH TIpH TEMIIEpaTypa 10
30°C.

[Ipenu ymorpeba HEOTBOPEHUSAT
(haKoH MOJKe /1a ce ChXpaHsIBa 10
12 gaca npu temneparypa go 30°C.
C pasmpasenute (HIakoHT MOXKE Ja
ce paboTH B yCIIOBHUS Ha CTaiiHa
CBETJIMHA.
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CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A MHPKEKIIMOHHA JIMCITEPCHS (JEIIA HA 5 JIO 11 TOJIWHH)

CS

J

Buumareano 10 nTH

OcraBeTte pazMpa3eHUAT (HIaKOH Ja
JIOCTUTHE CTaifHa TeMIepaTypa u
BHUMATEJIHO TO 00bpHeTe 10 mbTH
npeau paspexnane. He
paskiamnjanre.

[Ipenu paspexnane pasmMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIabpika Oenn
JI0 IOYTH O€IH HepOo3pauHH
aMOp(HU YaCTHITH.

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (IELIA HA 5 IO 11 TOJAWHHN)

|

J/

1,3 ml narpues xaopux 9 mg/ml (0,9%0)

HHKEKIHOHEH Pa3TBOP

Pa3mMpasenata BakcruHa TpsiOBa Ja
ce paspeiv B HeWHUSI OpUTHHATICH
(hnaxoH ¢ 1,3 ml HaTpHEB XJIOPUL
9 mg/ml (0,9%) uHxeknnoHeH
Pa3TBOP, KAaTO CE U3MOJ3Ba UIJIa
21 G, unu mo-ThHKA, U aCEITHYHA
TEXHUKA.
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H3reraere 6ytaioro xo 1,3 ml, 3a na
OTCTPaHHUTE Bb3ayXa OT (pJIaKoHa.

Uzpasuete HaJIATaHETO BbB
(¢makoHa TpeaM A  W3BaaMTe
UriaTa OT HEro, KaTo W3TErJHTe
1,3ml BB3AYyX B WH3Npa3HEHATa
CHPUHIIOBKA HA Pa3penuTes.

Buumartenano 10 nbTH

BuumMareHo 00bpHETE
paspeneHara nucriepcus 10 mpTH.
He pasknamaiite.

Paspenenara BakcuHa TpsiOBa 1a
MpeJICTaBIIsiBa Osuta 10 mouTH Osia
Jucriepcus 6e3 BUIUME YaCTHIIH.
He uznon3paiite pa3speneHara
BaKCHHA NIPY HAJIMYKE HA YACTHUIIH
WM TTPOMSTHA B IIBETA.
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N 4

Yac 3a
U3XBbpPJIHE

O
3anuiere CbOTBETHUTE JaTa 1 4yac.

Jla ce n3noJi3Ba B paMKkuTe Ha 12 yaca cJien
pa3pexnane.

Ha paspenenunte dprakonu tpsaoBa
Ja ObaaT oTOeNsI3aHu ChOTBETHUTE
JaTa ¥ vac.

Cren paspexnaHe, CbXpaHsBanTe
npu 2°C go 30°C u usnonspaiite B
pamkure Ha 12 gaca.

He 3ampazsiBaiiTe win paskiamiante
paspezneHaTa aucnepcust. AKo e
Ouiia moctaBeHa B XJIaJUIHUK,
OCTaBeTe pa3pelneHarTa AUCIIePCHs
Jla TOCTUTHE CTaiiHa TeMieparypa
nmpeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOT'PAMA/IO3A KOHUEHTPAT 3A UHX)KEKHUOHHA JUCIIEPCHUS (IELIA

HA 5 10 11 TOJJMHM)

0,2 ml pa3penena BakcuHa

Crnen pa3pexnane GpIaKkoHbT
ChabpKa 2,6 ml, OT KOUTO MOTaT J1a
ce m3teryat 10 go3m mo 0,2 ml.
Karo uznomnssare acentuuHa
TEXHHUKA, MOYUCTETE 3aIyIiaaKaTa
Ha (1aKOHA C TAMIIOH 32
eIHOKpaTHa yrmoTpeba, HAMOCH C
AQHTHUCENTHYCH Pa3TBOP.

Hzrernere 0,2 ml Comirnaty 3a
nera Ha Bb3pacT 5 1o 11 rogunm.

TpsiOBa na ce u3non3Bar
CHPUHIIOBKHU W/HJIM UTJIH C MaTbK
MbPTHB (HeU3Moi3BaeM) odeM, 3a J1a
ce uzreryt 10 1o3u ot equH
(hmaxon. KomOuHanusara ot
CIPUHIIOBKA M UTJIA C MaJTbK MBPTHB
00eM TpsOBa 1a UMa MbPTHB 00eM
HE TO-TOJISIM OT 35 MUKPOJIUTPA.

AKO ce M3noa3BaT CTaHJapTHU
CIIPUHITOBKY U UTJIH, MOKE J1a HIMa
IOCTAThUYEH 00EM 3a M3TEINISHE Ha
JIECET 103U OT €AHH (JIAKOH.

Bcska mo3a TpsOBa 1a chabpika

0,2 ml BakcuHa

AKXO KOJIMYECTBOTO Ha OCTaHaJIaTa
BbB (DJITaKOHA BaKCHHA HE MOXKE Ja
IOCTaBH enHa msuta no3a ot 0,2 ml,
M3XBBpJIeTe (PIIaKOHA W U3ITUTITHIS
06em

WzxBBpreTe Hensmo3BaHara
BaKCHHA B paMKuTe Ha 12 daca cien
paspexaaHe.
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HN3xBbpasine
Hewsnon3BaHusT NeKapCTBEH NPOAYKT WU OTHAABYHUTE MaTepPHAIId OT HEro Tpsi0Ba Ja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 3 Mmukporpama/a03a KOHIEHTPAT 32 HHKEKIIHOHHA IMCIIEPCHsT
KbpMmadera n 1ena Ha 6 Mecena 10 4 roqiMHH
uPHK Bakcuna cpemy COVID-19 (HykJieo3uIHO MOAH(PUIIIPAHA)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)

vTosn JICKaPCTBEH MPOAYKT TOJJICKH Ha JOIBJIHUTEIIHO HAOM0eHre. ToBa 111e mo3Boau Obp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaITUsl OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIINTE BCSAKA HEXKEIaHA peaKIys, KOsSTo Balero neTe e mojayduiio. 3a HauMHa Ha ChoOIaBaHe Ha
HEXEJTaHW PEaKIIMX BIDKTE Kpas Ha TO4Ka 4.

IIpoueTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, Ipeau 1a Bu 0bae NpwioskeHa Ta3u BAKCHUHA, Thil
KaTo TA ChABbP:Ka BaxkHa 3a Bac undopmanusi.

o 3amazere Ta3u JIMCTOBKAa. MOJKe /1a ce HaJOXH JIa sl MPOYETETE OTHORBO.

o AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, ITonuTaiiTe Bamus nekap, papmanest nim
MEAHIINHCKA CECTpa.

o Ako Barieto nere moy4u HIKaKBU HEXEIIAaHU peakiuy, yBegomere Bamus nekap, GapmaieBt

WM MCAUIIMHCKA CeCTpa. ToBa BKII0YBA M BCHUKU Bh3MOXKHU HEXKCIaHU pCaKknun, HCONMCaHu B
Ta3u JIUCTOBKA. BmwkTre Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

Kakso npencrasnssa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tpsi0Ba yna 3Haere, npeau Comirnaty ga ObJie npritokeH Ha BamreTo iete
Kax ce npuiara Comirnaty

BB3MoXHHN HEXeTaHu peakun

Kak na cpxpansBate Comirnaty

CT)I['bp)KaHI/Ie Ha OIlaKOBKaTa W JOIIBJIHUTCJIIHA I/IH(bOpMa]_[I/ISI

SoacwhE

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBoO ce U3M0J13Ba

Comirnaty e BakcuHa, KOSITO c€ U3M0I3Ba 3a npeanaspane oT 3abonssane ot COVID-19, npuunneno
ot SARS-CoV-2.

Comirnaty 3 Mukporpama/o3a KOHIEHTPAT 3a HHXKSKIHOHHA AUCTIEPCHS Ce MPIIara Ha KbpMadeTa u
Jleria Ha Bb3pacT oT 6 Mecera /10 4 roIuHU.

BakcuHara cTaBa npMuMHa UMyHHATa CUCTEMa (€CTECTBEHUTE 3allUTHU CUJIM Ha OpraHu3Ma) aa
MPOM3BEXKa AHTUTENIA ¥ KPHBHU KJIETKH Cpelly BHPYCa, KATO TaKa OCUTYpPsIBa 3alllUTa CPELLy
3abomsiBane ot COVID-19.

Toit kato Comirnaty He chABpKa BUpYcCa, 3a 1a Ch3Ja/le IMyHUTET, TOH HE MOXKE /1a IPUUHUHH
3abomsiBane ot COVID-19 na Bamero nere.

2. Kaxkso TpsaoBa 1a 3Haete, npeau Comirnaty na 6b1e npuiaoxxken Ha Bamero nere
Comirnaty He Tpsi0OBa a ce mpuJjara

J ako Bamero nere e aneprudHo KbM aKTHBHOTO BEIIECTBO HJIM KBM HSKOS OT OCTaHAINTE
ChCTaBKH Ha TOBA JIEKApCTBO (M30pPOCHHU B TOUKA 6).
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IIpexynpe:xaeHusi U mpeana3sHu MePKH
I'oBopere ¢ Bamus nekap, papMaiieBT Wik MEIUIIMHCKA CECTPa, IIPEAX BaKCHHATA J1a ObJe
npuiiokeHa Ha Bammero nere:

o aKo MMa TeXKKa aJiepriuyHa peakiys WK IpoOJIeMH ¢ AUIIAHETO CIIe/ MHKCKTUPAaHEe Ha HIKaKBa
JIpyra BaKCHHA WU CJIe]] KaTo My € Onna mproxkeHa Comirnaty B MUHAJIOTO.

o aKo 'O MPUTECHSBA MPOIECHT HA BAKCHHUPAHE WIIM HIKOTa € MPHUIAIAI0 CIie/ TOCTaBsSHE Ha
WHXKEKIIUS C UIJIa.

. aKo MMa TEXXKO 3a00Js1BaHe WM HHPEKINS ¢ BUCOKa Temmeparypa. Obade BameTo gete Moxe

Ja ObJie BAKCHHUPAHO, aKO UMa JIEKO TIOBUIIIEHA TeMITepaTypa WK Jieka HH(PEKIIUs Ha TOPHUTE
JUXaTeJTHH ITbTUINA, KATO HACTUHKA.

. aKo “Ma NpobJIeM ¢ KPbBOCHCUPBAHETO, JIECHO N10JIyYaBa CHHUHU WJIM U3I0JI3Ba JISKApCTBO 3a
nmpeanasBade OT MmosABa Ha KPbBHU CHCUPCLU.
. ako nMa oTciabeHa MyHHA ciucTeMa ropaau 3abonsBane, HarpuMep uHdpeknus ¢ HIV, unm

IIPUEM Ha JICKAPCTBO, KATO KOPTUKOCTEPOU I, KOETO IMOBJIMABA UMYHHATa CUCTEMA.

ChliecTByBa HOBHIIIEH PUCK OT MHOKAPAWT (Bb3MAICHUE HA ChPACUYHUS MYCKYII) U IIEPUKAPTUT
(BB3MaJIcHUE Ha BhHIHATA OOBMBKA Ha ChpIETO ciiel BakcuHalus ¢ Comirnaty (BxK. Touka 4). Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO THU CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nmau. Te ca HaOMOJaBaHM MO-YECTO CIIE] BTOpaTa BAKCHHAIIMS U TI0-9€CTO MIPH FOHOIIH U TO-MIIaIH
MBXE. PUCKBT OT MUOKapAUT U IEPUKAPAUT U3TIICK 1A TIO-HUCHK MIPH JIeTIa Ha BB3PaCT OT 5 110

11 ronuHu B CpaBHEHHE C T€3H Ha Bh3pacT oT 12 10 17 rogunu. Ciex BakCHHAIUS TPsOBa 11a ObaeTe
OMTeNHM 3a IPU3HAIA HA MUOKAPIUT U NIEPUKAPINT, HAPUMED 33yX, ChplieONeHe Win 00JIKa B
bpANTE, U TPSIOBA HE3a0ABHO J1a MOTHPCUTE JIEKAPCKA MIOMOIII, aKO T¢ HACTBIIAT.

KaxTo Bcuuku Bakcuan, Comirnaty Moxe J1a He 3al[UTH HAITBJTHO BCUYKU BAKCHHUPAHU U HE €
M3BECTHO KOJIKO JBJITO ITe OBACTE 3aIIUTeH(a).

Edukacnocrra Ha Comirnaty, Topu ciiefl TpeTa 103a, MOXKe Jia € To-HHUCKa IIPH Xopa ¢ oTciaadeHa
WMYHHA cucTeMa. B Te3u ciaydan TpsiOBa fa MpOobIDKATE 1A Cria3BaTe PU3NIECKUTE Tpearna3Hu
MEpKH, 3a Ja momoruere 3a npepennusata Ha COVID-19. Ocsen ToBa 0su3kute By KOHTaKTHHU JIHIIA
Tp516Ba na oOpaar BaKCUHHUPAHH, aKO € IMOAXOIIIIO. OO0cBeTE MOAXOMALLIUTE WHIUBULYAITHA
npenopbKy ¢ Bamus nekap.

Jena

Comirnaty 3 mukporpama/03a KOHIIEHTPAT 38 HHXKEKIIMOHHA JUCTIEPCHUSI HE CE MPENophyBa MpH Je1a
Ha BB3pacT 5 roguan A0 11 roguau. [Ipennara ce meguarpudHa iekapcTBeHa GopMa 3a jena Ha

5 romuuu o 11 rogunam. 3a noapoOHa nHGOpMAIKs, MOJIsi BUKTE JucToBkaTa Ha Comirnaty

10 Mukporpama/z03a KOHIIEHTPAT 32 HHXECKIIMOHHA JTUCTICPCHSI.

Comirnaty He ce mpenopbyuBa MpH KbpMadeTa Ha Bb3pacT moj 6 Mecena.

JApyru aexapcrBa u Comirnaty

TpsiOBa ma kaxkete Ha Bamms jnexap win apmaneBT, ako BameTo gere m3non3Ba, HACKOPO €
M3II0JI3BAJIO MJTH € Bh3MOXKHO J1a U3M0JI3Ba JPYTHU JIEKapCTBa, MM HACKOPO MY € NMPHIIOKEHA HIKaKBa
Jpyra BakCHHa.

BpemeHHOCT 1 KBpMeHe
Comirnaty 3 mukporpama/i03a KOHIIGHTPAT 32 MH)KEKIIMOHHA IUCTIEPCHsl He € MpeHa3HaYCHa 3a JINIa
Ha Bb3pacT HaJ| S5 TOAUHHU.

3a nmoapoOHa uH(OpMAaIKs OTHOCHO ynoTpebaTa Mpu JIUia Ha Bb3pacT Hajl S5 TOJUHH, MOJIS,
HaIpaBeTe CIpaBKa ¢ JimcToBkara Ha Comirnaty 30 MuKporpama/no3a KOHIICHTPAT 32 HHKEKITMOHHA
nucnepeust, Comirnaty 30 MUKporpamMa/no3a HHKeKIMOHHa quctepeus wid Comirnaty

10 mukporpama/mo3a KOHIIEHTPAT 33 HMHXKEKIIMOHHA JUCTICPCHSL.
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Ilodupane u paéora ¢ MAIIMHH

Hsixom ot edekTrTe Ha BaKCMHATA, YIOMEHATH B TOUKa 4 (Bb3MOKHN HEXEITaHU Peakiliy) MOTaT
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTA 3a paboTa ¢ MaIllMHU WU MPEATNPUEMaHe Ha IEHHOCTH KaTo
KapaHe Ha Benocurnen. M3uakaiite, 1okaTo Te3u epeKTH OTITYMST, IPEAr Bb30OHOBSBaHE Ha
JEHHOCTUTE, KOUTO M3UCKBAT ITBJTHO BHUMAaHHE.

3. Kak ce npuiaara Comirnaty

Comirnaty ce mpuiara cieq paspexaane kato Hmkekus ot 0,2 ml B Myckyn Ha 6eIpoTo mpu
KbpMadeTa Ha Bb3pacT oT 6 10 mo-manko ot 12 mecena. Ilpu kppmauera u nena Ha Bb3pacT 1 roquna
i no-rojemMu Comirnaty ce mpuiiara ciiesi pa3peskaane karo umkekis ot 0,2 ml B Myckys1 Ha
0eIpoTo WK B MYCKYJI B TOpHATa yacT Ha pbKaTa.

Ha Bameto nete e Ob1aT HANPaBEeHH 3 UHXKEKIUH.

IIpenoppuBa ce BTOpaTa 1032 OT ChIATa BAKCHHA J1a Ce MPUJIOKHU 3 CEAMULIU CIEN IbpBaTa 103a,
MOCIIEABAHO OT TpeTa /103a Hall-MaJIko 8 CeIMHUIIN CIIe/l BTOpaTa /103a, 3a JIa Ce 3aBbPILU
BAKCUHAIMOHHUAT KypC.

AXO e/THO J1eTe HaBbPIIHU 5 TOANHH B HHTEPBaIa MEX/y IPUIOKESHUETO Ha JO3UTE OT
BaKCHHAIIMOHHUS KypC, TOBa JieTe TPsIOBa /1a 3aBbPILN CEPHUATA Ha CHIIOTO J030BO HUBO OT
3 MHKpoTpama.

AKO UMaTe HAKAaKBH JIOMBIHUTEIIHHA BBIIPOCH, CBhP3aHH ¢ yroTpedara Ha Comirnaty, monuraire
Bamus nekap, hapmaiieBT win MEAMIIMHCKA CECTpa.

4, Bb3MOKHHU HeKeTaHN peakuuuun

Kakro Bcnuku Bakcuau, Comirnaty MoXKe 1a IpeAn3BHKa HEKEJIaHU PEaKLUH, BIPEKH Y€ HE BCEKH
TH MOJIy4aBa.

MHOro 4ecTH HexKeJIaHM PeaKUMU: MOrat Ja 3acersar rnoseve ot 1 Ha 10 qymm
pasapazHutenHocT (6 Mecena 10 < 2 TOJAMHN)

Ha MSICTOTO Ha MHXKEKTUpaHe: OoNKa/3auepBsiBaHe, OTOK
ymopa

riaBoOoJme

CBhHIMBOCT (6 Mecena 10 < 2 TOTUHH)

0oJKa B MyCKyJIUTE

BTpHUCAHE

OoJika B CTaBUTE

JHapust

MOBUILICHA TEMIIepaTypa

YecTH HexkeJTaHM PpeaKUMU: Morat Aa 3acersat o 1 va 10 qymmum

. raJicHe
. MOBpBIaHE
. 3a4yepBsBaHE Ha MACTOTO HAa MH)KEKTHpaHe (,,MHOT0 4ecTH' Ipu Bb3pactT 5 10 11 roaunn)

HeuecTn He:xkeaHu peakuuu: MoraT jaa 3acernat Ao 1 Ha 100 gymm

. yrojieMeHu JIuM¢pHH Bb311 (HabIr0AaBa ce mo-uecto cien Oycrep po3aTa)
o HEPa3IOIOXKEHNE

. Oonka B pbKaTa

o 0e3chHHE

o cbpOex Ha MACTOTO HA MH)KEKTUPAHE
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aJIeprUYHHU PEakilui KaTo 00OpUB MM ChPOEK (,,9eCTH IIpH Bb3pacT 6 Mecena < 2 TOIMHH)
yceliane 3a c1aboCT HiTH JIUIICa Ha CHEPTHSI/ChHINBOCT

HaMaJIeH aneTUuT(,,MHOI'0 YeCTH" IIPH Bb3pacT 6 Mecena < 2 TOIAMHH)

3amaliBaHe

MIPEKOMEPHO M3IOTSBaHE

HOIITHM U3IIO0TABAHUA

Penkxu HexenaHu peakuum: Morat jia 3acersat a0 1 va 1 000 gymun
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIUIIETO
. aJIePTUYHU PEaKIMU KaTO YPTUKAPHUS WU MOyBaHe Ha JIUIETO

MHoOro peaku He:keJIaHU peakuu: Moxke 1a 3acerHat 1o 1 Ha 10 000 nymum
. BB3MAJICHUE HA CHPICIHUS MYCKYJ (MHOKApINT) WX Bh3MaJicHuEe Ha BHHITHATa OOBUBKA Ha

CBHPIETO (TIEPUKAPINT), KOETO MOXKE Ja TOBEJE 10 3aayX, ChbpIieONeHE MM OOKa B THPIUTE

C Hen3BecTHA YeCcTOTA (OT HaJIWMYHUTC JaHHH HC MOXKC Ia 6’[),[[6 HaIrpaBCHa OL[CHKa)

. TEXKa aJIEPTUIHA PEAKITHS
. OOIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIUIETO (MOyBaHE Ha JIUIIETO MOXKE Ja CE MOSIBU NPH TAIUEHTH C JAepMalicH QUIIbD)
. KOXKHA peakius, o1 opMaTa Ha YepBEHH TEeTHA WM OOPUB 110 KOXAaTa, KOHTO MOXe Jia

M3TIIeK 1A KaTo ,,MUIIIeHA" WITH ,,0MBOJICKO OKO*‘ ¢ THhMHO YEPBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETIIM YePBEHH KPBIroBe (epuremMa MyinTugopme)

. HEoOMYaiHO ycellaHe 1Mo KoXKara, KaTo U3TPBIIBAHE HIM MpaBydKaHe (IapecTe3us)

. HaMaJsIBaHE Ha yCEIIaHUsTa WM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIecTe3usl)

o TEKKO MEHCTPYaJTHO KbpBEHE (IIOBEYETO CITydan M3TIICKIa He Ca CEPHO3HU H Ca C BpeMEHEH
XapakTep)

Cho0maBaHe Ha HeKeJaHH peaKINu

Axko Bameto nete nonyun HIKakBH HEXEJIaHU JICKAPCTBEHU peakiy, yBegoMmere Bamus nekap,
(hapManeBT WM MEJUIMHCKA cecTpa. ToBa BKIIOYBA BCUYKH Bh3MOYKHH HEOMHMCAHH B Ta3H JHCTOBKA
HEXKeJIaH! peakuy. MoxeTe ChIIo Ja ChOOINTE HEeXKENaH! PEeaKIUy TUPEKTHO Ype3 HallMOHATHATA
cucTeMa 3a choOlIaBaHe, mocoueHa B [lpuwioskenue V, u 1a BKIIOYUTE TaPTUIHUS HOMED, aKo €
HanuueH. Karo cpobuiaBate HexxeIaH! peakiy, MOXKETe Ja JaieTe CBOS MPUHOC 3a MoJydYaBaHe Ha
noBeue HHOpManus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBaTte Comirnaty

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

Crenariata nHGOpPMAILHSI OTHOCHO ChbXPaHEHHETO, CPOKA Ha TOTHOCT M paboTaTa e MmpeHa3Ha4YeHa 32
MEUIUHCKU CTICIIUATUCTH.

He usmnosn3Baiite TOBa JIEKAPCTBO CJIE]] CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAKOBKA U
eTukera ciuen ,,l'omen 10:“. CpoKbT Ha TOMHOCT OTTOBAPS Ha MOCJICTHUS JCH OT TOCOYCHHS MECeIl.

[a ce cpxpanssa BbB hpuzep npu -90°C no -60°C.
[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPEAMa3y OT CBETIMHA.

Bakcunara ce nmonydasa 3ampasena rnpu -90°C o -60°C. Cnex mosiyuaBaHe 3aMpa3eHaTa BaKCHHA
MOe J1a ce cbxpansaBa win npu -90°C no -60°C, niu npu 2°C no 8°C.

Koraro ce chxpansiBat 3ampa3senu npu -90°C o -60°C, onakoskute ¢ 10 ¢rakoHa BakCHHa MOTaT Jia

ce pasmpassar npu 2°C no 8°C 3a 2 yaca, a eqMHUYHY (PIIAKOHM MOTAT Jia Ce pa3MpassT NP cTaliHa
temneparypa (o 30°C) 3a 30 MuHyTH.
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Crnen KaTo BEJHBK € U3BaJICH OT (ppHu3epa, HEOTBOPEHHAT (DIAKOH MOXKE J1a c€ ChXpaHsBa U
TpaHncnoptupa B xnaguiHuk mpu 2°C no 8°C no 10 ceqmuiu, 6e3 1a ce IpeBUILIaBa OTIICYATAHUAT
cpok Ha roaHocT (['omen no:). Bepxy kaproHeHaTa omakoBka TpsiOBa J1a ce 0TOeIe M HOBATa J1aTa, 10
KOSATO TPsIOBa 11a ce M3XBBPiH ciie chxpanenue mpu 2°C qo 8°C. Crnen kaTo BEIHBXK € pa3MpaseHa,
BaKCHHA HE MOJKE [1a C€ 3aMpa3siBa I0BTOPHO.

[penu yrnotpeda HEOTBOpEeHHTE (IIAKOHM MOTAT JIa € ChXpaHsBar JIo 12 vaca npu TemIieparypa
Mexay 8°C u 30°C.

C PasMpa3CHUTE (1)J'IaKOHI/I MOXKE a CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.

Crnen paspexxaane, cbxpansBaiite Bakcunarta rmpu 2°C 1o 30°C u s u3nosi3BaiTe B pAMKUTE Ha
12 gaca, koeTo BKITIOUBa 110 6 Yaca BpeMe 3a TpaHCTIopTUpaHe. M3XBbprere Hen3noa3BaHaTa BAKCHHA.

He u3nomn3Baiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIA B Pa3pelicHAaTa JUCIICPCHS WITH
MPOMSHA B IIBETA.

He u3xBbprsiitTe 1ekapcTBaTa B KaHAJIU3alMATa WM KOHTEWHEpa 3a JoMallHu oTHaabiu. [lonuTaiite
Bamms ¢papmMarnieBT Kak a U3XBBPIATE JIEKapCTBaTa, KOUTO Bede He U3Mo3Bare. Te3u MepKu e
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPENa.

6. CpabpskaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopManus

Kakso cpabp:ka Comirnaty
. AxtusHoO BemecTBo: HPHK Bakcuna cpery COVID-19, napeuena Tosunamepan. Cnen
paspexiane GpuakoHbT chabpika 10 mo3u mo 0,2 ml, Besika ¢ 3 MUKporpaMa To3MHaMEpaH.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTrn)azane i )ouc(xekcan-6,1-1mmn)onc(2-XeKCHIIIeKaHOAaT)
(ALC-0315)
- 2-[(monmuetmnenrankon)-2000]-N,N-qurerpanermnareramug (ALC-0159)
- 1,2-nucreapouni-sn-riuiepo-3-¢pochoxonun (DSPC)
- XO0JIECTEPOI
- TpPOMETaMOJI
- TPOMETaMOJIOB XUIPOXJIOPHU
- 3axaposa
- BOJIa 32 NHKEKIHH

Kak m3raexaa Comirnaty 1 KakBo ChIbp:Ka 0NMAKOBKATA

Bakcunata ¢ 0su1a 10 moutu 6suta mucnepeus (PH: 6,9 — 7,9), noctaBsiHa B MHOT01030B (hJIaKOH €
10 no3u — ipo3paden ¢uakon (cThkio Tum 1) 2 ml, ¢ rymena 3amyIanka u ¢ aTyMHHAEBA 00KaTKa U
OTYyMBAIIO ce KadsBo-4epBEHUKABO TIACTMACOBO Karaye.

Bunore onakorku: 10 ¢uiakona
He Bcuukm BHI0BE ONTAKOBKU MOTAT Aa OBJIAT IyCHATH B POAAXKOA.

IIpuTtexaTes Ha pa3pelIeHHETO 3a yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

TI'epmanus

ten.: +49 6131 9084-0

dakc: +49 6131 9084-2121
service@biontech.de
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IIpousBoauTesnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaI_II/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsA, CBBPKETC CC C JIOKAJTHUSA
MNpEACTABUTCII HA NPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbnarapus

[ aiizep Jrokcemoypr CAPJI, Kiton
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00
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Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAGG A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

I[aTa Ha IOCJCIHO NMpepasrjeckKaaHe Ha JIMCTOBKaTa

CKaHHpaﬁTe Koaa C MOOHUIHO YCTPOP’ICTBO, 3a [1a MOJIYUUTEC JIMCTOBKATA HA pa3JIMYHA C3ULHU.

URL: www.comirnatyglobal.com

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
110 JiekapcTBata http://www.ema.europa.eu.

Tasu nucroBka e HannyHa Ha Bcuuku e3ui Ha EC/EUII Ha yeGcaiita Ha EBpornieiickara areHIus 1o
JieKapcTBara.

ITocouenaTa no-goJ1y MH(poOpManus e NpeJHA3HAYEHA CAMO 32 MEAMIUHCKH CIENHATUCTH:
[Ipunaraiire Comirnaty MHTpaMyCKyJTHO cliefl pa3pexkaane kato Kype ot 3 go3u (0,2 ml Besika);

BTOpaTa 103a OT ChIllaTa BAKCHHA, IIPUIIOKECHA 3 CCIMUIIM CJIC ITbpBaTa J03a, IIOCJICABAHO OT TPETa
J03a Hali-MaJko 8 ceaAMUIIM CJICA BTOpAaTa 1034, 3a 1d CC 3aBbpPIIN BAKCMHAIIMOHHUAT KYPC.
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IIpocnenumoct

3a Ja ce HOZ[O6pI/I MMpoCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT

HOMCP Ha MPUWJIOKCHUSA TPOAYKT TpSI6Ba SICHO Ja C€ 3aIllMCBar.

Ykazanus 3a padora

Comirnaty 3 Mukporpama/no3a TpsOBa Ja ce IPUTrOTBH OT MEAUIIMHCKY CIICHAIHCT, KaTo Ce
U3I0J13Ba aCENTHYHA TEXHUKA, 3a J1a CE TapaHTHpa CTEPUIIHOCTTA Ha IPUIOTBEHATa JUCIIEPCHUSL.

MMPOBEPKA HA ®J1AKOHA COMIRNATY 3 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (KbPMAYETA 1 JIEIA HA 6 MECEIA JIO 4 TOJNHN)

Kadsnso-
YepBEeHUKABO
Kamnaue

Caen pa3pexaane

319

[IpoBepeTe nanu GIIaKOHBT € C
Ka(sBO-4EPBEHUKABO IIACTMACOBO
Kamaue.

AXO (JIaKOHBT € C JHITABO
IJIaCTMACOBO Karaye, MoJIs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/mo3a
KOHIICHTPAT 32 MH)KEKI[MOHHA
JIMCTICPCHSI.

AKO (IIaKOHBT € ChC CHUBO
IJIaCTMACOBO Kamaye, MOoJIs,
HarpaBeTe ClpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MTPOIYKTa 32
Comirnaty 30 mukporpama/nosa
WHXEKIIMOHHA JIUCTICPCHS,
Comirnaty Original/Omicron BA.1
(15/15 mukporpama)/mo3a
WHXCKIIMOHHA JUCTICPCHUS NI
Comirnaty Original/Omicron
BA.4-5 (15/15 mukporpama)/mosa
WHKCKIIMOHHA TUCTICPCHSL.

AKO QIIaKOHBT € C OPaHIKEBO
IJIaCTMACOBO Karade, MoJis,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 10 mukporpama/nosa
KOHIICHTPAT 32 MH)KEKI[MOHHA
mucniepcust wiu Comirnaty
Original/Omicron BA.4-5

(5/5 muxporpama)/mo3a KOHIIEHTpAT
32 MH)KEKIIMOHHA TUCTICPCHS.
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MPEJU YIIOTPEGA HA COMIRNATY 3 MUKPOTPAMA/JIO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (KbPMAYETA 1 JIEIA HA6 MECEIIA JIO 4 TOJWHH)

Ja ce cbxpansiBa
xo0 10 cexmunm
npu 2°C no 8°C.

AKO MHOTOZI030BUST (hIIaKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampaszenute GIaKoHH TPSOBA Aa
ce IpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na ce
pa3Mpasar; pa3mMpassiBaHETO Ha
eaHa omakoBka ¢ 10 ¢urakona
MOJKe J1a OTHEMe 2 yaca. YBepere
ce, e (pIakoHHTE ca HAITbITHO
pa3MpaseHu mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE
3a cexpanenne npu 2°C mo 8°C,
KOpUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHCHATa OMaKOBKa.
HeoTBopenuTe ¢uiakoHu Morar a
ce cpxpansBart 1o 10 ceamuiy npu
2°C no 8°C, 6e3 na ce mpeBuIaBa
OTIEYATaHUSAT CPOK Ha TOIHOCT
(Tomen mo:).

BB3MOKeH € ChIIo APYT BapHaHT,
IPU KOMTO €IMHUYHU 3aMpPa3eHU
(b1aKoHN MOXKeE J1a ce pa3Mpassr 3a
30 MUHYTH IIpH TEMIIEpaTypa A0
30°C.

[penu ynotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa JIo
12 yaca npu Temmieparypa o
30°C. C pasmpazenure G1akoHH
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaliHa CBETJIMHA.
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CMECBAHE IIPE/IM PASPEXJIAHE HA COMIRNATY 3 MUKPOT'PAMA/IO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMTHU)

J

Buumarenno 10 nbTn

OcraBete pa3MpaseHHAT QIaKOH
1a IOCTUTHE CTaifHa TeMIiepaTypa
¥ BHIMATEITHO T'0 0OBbpHETE

10 meTH npeau paspexaane. He
pasKIaanre.

[Ipenu paspexxgane pazMpaseHaTa
JMCTIEPCHUS MOXKE J1a ChABbpPKA
0eJy 10 MoYTH OEJIu HeMpO3pavyHu
aMOp(HH YaCTHIIH.

PA3SPEXJIAHE HA COMIRNATY 3 MUKPOTPAMA/IO3A KOHUEHTPAT 3A
NHXEKINMOHHA JTUCHEPCHUS (KbPMAYETA U JIEHHA HA 6 MECELIA 10 4 T'OAWHH)

% |

-

/

2,2 ml narpues xaopua 9 mg/mil (0,9%) nHxeKIHOHEH

pa3TBop

Pa3mpasenata BakcuHa TpsiOBa 1a
ce pa3pe/lld B HEMHUS OpUTUHAJICH
¢makoH ¢ ,2,2 ml HaTpHUEB XJIOPHU]
9 mg/ml (0,9%) nHxekunoHeH
pas3TBOp, KAaTO Ce€ U3IIOJI3BA UIJIA
21 G, uu Mo-ThHKA, M aCENTUYHA
TEXHUKA.
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H3reriiere 6yTanoro o 2,2 ml, 3a 1a oTcTpaHuTe Bb3AyXa
ot (puiakona.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
2,2ml BB3AYX B H3Npa3HEHATa
CIPUHIIOBKA Ha pa3peanuTeIs.

Baumartenno 10 neTH

Braumatenno o0bpHETE
paspenenata aucriepcust 10 IbTH.
He paskmnamaiire.

Paspenenara BakcuHa TpsiOBa 11a
MpeICTaBIIsiBa Osu1a 10 TOYTH Osita
mucriepcus 0e3 BUJUME YaCTHUIIH.
He uznon3zaiite pa3zpeneHara
BaKCHHA [TPHU HATMYUE HA YaCTUIN
WJIM TIPOMSTHA B IIBETA.
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Yac 3a
U3XBbpPJIHE

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3mos3Ba B pamkute Ha 12 yaca ciex pa3pexjaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObIaT 0TOeNsA3aHN CHOTBETHUTE
JlaTa u 4ac.

Cren paspexnaHe, CbXxpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcus. AKo € Omra mocTaBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.
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MNPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY 3 MUKPOT'PAMA/JIO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCIHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMTHU)

0,2 ml pa3penena BakcuHa

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce usreryar 10 gosu mo 0,2 ml.
Karo n3nonseare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (IaKoHa C TAMIIOH 32
eHOKpaTHA yrmoTpeba, HAloeH C
AHTHUCETITUYEH Pa3TBOpP.
Usreraere 0,2 ml Comirnaty 3a
KbpMaueTa U Jiella Ha Bb3pacT

6 Mecena /10 4 ronuHU.

TpsiOBa 1a ce U3MOI3BaT
CTIPUHIIOBKH W/WJIH UTJTH C MATbK
MBPTHB (HEU3IOI3BaeM) o0eM, 3a
na ce nzreraar 10 103 OT enuH
(hnaxon. KomOuHarusra ot
CTIIPUHIIOBKA ¥ UTJIa C MATTBK
MBPTHB 00eM TpsIOBa Jja uMa
MBPTHB 00€M HE MMO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHITOBKY U UTJIH, MOYXKE J1a HAMa
JocTaThuyeH 00eM 3a M3TErJIIHE Ha
JeceT 103 OT e€ANH (PIIaKoH.
Bcesika mo3a TpsOBa 1a Chabppika
0,2 ml Bakcuna

AKXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pi1akOHa BaKCHMHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBpIETE (DIIAaKOHA U U3JTUITHUS
obeMm

W3xBBHpIeTe HEU3MoN3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe/l pa3pexiaHe.

HN3xBbpasine

Hewusnon3sanusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tpﬂ6Ba Ja C€ USXBBPIIAT

B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBaAHM.
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JlncroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HH:KeKIIMOHHA TUCIIEPCHS
Bb3pacTHu u 10HOIIH, HABBPIIMWIN 12 TOAMHHA
uPHK Bakcuna cpemy COVID-19 (nykiieo3uano MmoauuiupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
TO3MHaMepaH/puiTo3uHamepa (tozinameran/riltozinameran)

vTOSI/I JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOITBIHUTEITHO HaboneHre. ToBa 1e mo3Boin Obp30TO
YCTaHOBSIBAaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXeTe Ja JajieTe CBOsI MPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSTO CTE MOJYyYWId. 3a HAaUMHA Ha ChOOIIaBaHe Ha HEXEIIaHU
peakIuy BIDKTE Kpas Ha Touka 4.

IIpouyeTeTe BHUMATEIHO LSIJIATA JIUCTOBKA, Ipeau 1a Bu 0be Npwio:keHa Ta3u BAKCHUHA, Thil
KaTo TA ChABbP:Ka BaxkHa 3a Bac undopmanusi.

o 3amazere Ta3u JIMCTOBKA. MOJKe /1a ce HaJIOXKH J1a sl POYETETE OTHOBO.

o AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, TonuTaiiTe Bamus nekap, papmanest nin
MEIHIINHCKA CECTpa.

. AKO TIONTyYHnTe HAKAKBU HEXEJIaHU pEaklnuy, yBeaoMeTe Bamus siekap, papmarieBt wim

MCIUIIMHCKA CeCTpa. ToBa BKJII0YBA M BCHYKH Bb3MOXKHH HEXKETIaHU pcaKknnu, HECONMUCAaHU B
Ta3u JUCTOBKa. BiokTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty Original/Omicron BA.1 u 3a kakBo ce u3nomn3sa

Kakso TpsiOBa na 3naere, npeau ga Bu 0b1e npunoxen Comirnaty Original/Omicron BA.1
Kak ce npunara Comirnaty Original/Omicron BA.1

BB3MOXHHN HEXeTaHU peakun

Kak na cpxpansiBare Comirnaty Original/Omicron BA.1

ChbabpkaHue Ha ONAaKOBKATa M JOIBIHUTEIIHA HH(POPMAITUS

BRI .

1. Kakso npeacrasasiBa Comirnaty Original/Omicron BA.1 u 3a kakBo ce H310J13Ba

Comirnaty Original/Omicron BA.1 e BakcuHa, KOSATO ce U3I0JI3BA 32 MPENa3BaHe OT 3a00JIIBaHE OT
COVID-19, npuunneno ot SARS-CoV-2. [Ipunara ce Ha B3pacTHH W FOHOIIIW HA Bb3pacT 12 u
HOBEYE TOJINHH.

Comirnaty Original/Omicron BA.1 e camo 3a Juiia, MOTy4YHIH IPEId TOBa Hali-MaJIKOTO KypC Ha
mbpBUYHA BakcuHanwms cpemry COVID-19.

BakcuHaTa cTaBa NpuYMHa KIMyHHATa CHCTEMa (ECTECTBEHHUTE 3aIllUTHU CHUJIM HA OpraHu3Ma) 1a
MPOM3BEIKa AHTHUTENIA M KPBBHHU KIIETKH CPEIy BHPYCa, KATO TaKa OCUTYPsIBa 3alllUTa CPEIy
3aboisisane or COVID-19.

Twit karo Comirnaty Original/Omicron BA.1 He cbabpika BUpYca, 3a J1a Ch3/1aJIc IMYHHUTET, TS HE
MoOe Ja npuuuHu 3aboisBane or COVID-19.
2. Kakso TpsadBa na 3Haete, npeau Aa Bu 0b1e npuiioxked Comirnaty
Original/Omicron BA.1.
Comirnaty Original/Omicron BA.1 ne Tpsi6Ba 1a ce mpujara

o aKo CTe aJIePTUYHU KbM aKTHBHOTO BEIIECTBO MJIM KbM HSIKOS OT OCTAHAIWTE ChCTaBKH Ha TOBA
JieKapcTBO (M30pOCHU B TOUKA 6).
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IIpenynpe:xkaeHus: U MpeIna3sHu MEPKH

I'oBopere ¢ Bamus nekap, papMaieBT WM MEIUIIMHCKA CecTpa, Ipeau n1a Bu Obae npuioxeHa

BaKCHHATA!

o aKO HIKOTa CTE UMAJIM Te)KKA alepruyHa PEaKIlisl HiTH MPOOJIEMHU C TUIIIAHETO CIIE]T
WH)KEKTHpaHe Ha HIKaKBa Jpyra BaKCUHA WK clie] kato Bu e 6mia npuinoxena Comirnaty wim
Comirnaty Original/Omicron BA.1 B muHaoTo.

® ako Bu MPUTECHABA NPOUECHT HA BAKCUHUPAHE W HAKOI'a CTC IIpUIlaialin CJIIC IOCTaBAHE Ha
WHXCKIIHA C Urjia.
L aKO MMAaTe TEXKKO 3a00J11BaHe UITH I/IH(I)CKL[I/ISI C BUCOKa TeMIIepaTypa. O0Oaue Bue moskeTe Ja

6’B,Z[CTC BAaKCHMHHPAHU, AKO UMATC JICKO ITOBUIIICHA TEMIICpATYypa UJIU JICKa I/IH(i)eKI_II/IH Ha
TOPHUTEC NUXATCIIHU IbTHUIIA, KATO HACTHHKA.

. aKo uMate Ipo0ieM ¢ KPbBOChCUPBAHETO, JIECHO NOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeANa3BaHe OT M0siBa Ha KPHBHU ChCUPEITH.
. aKo “MaTe oTciabeHa MIMyHHa CUCTeMa opaau 3abonaBane, Hanpumep ungexnus ¢ HIV, i

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrpliecTByBa HOBUIIEH PUCK OT MHOKAPAUT (Bb3MaJIEHUE HAa ChbPACUHUS MYCKYIT) U IEPUKAPIUT
(BB3ManeHue Ha BbHIIHATA OOBUBKA Ha ChPILETO ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIsIBAHUS] MOTAT J1a C€ Pa3BUAT 10 HAKOJIKO AHU Clie]l BAKCHHALUATA U IPEIUMHO B paMKuTe Ha 14
nmau. Te ca HaONrOIaBaHM MO-YECTO CIie]l BTOpaTa BAKCHHAINS M [TO-YECTO TPU FOHOIIU U TIO-MJIaIu
MBKe. PUCKBT OT MUOKapUT ¥ MIEPUKAPIUT U3TIIEK A TO-HUCHK TPH JIelia Ha Bb3pacT OT 5 110

11 roguHu B cpaBHEHHE C T€3U HA BB3pacT oT 12 1o 17 roquan. Crex BakcuHauus TpsiOBa 1a ObaeTe
OIUTETHH 32 IPU3HALM Ha MHOKAPIUT U TIEPUKAPIUT, HATIPUMED 3a]1yX, ChpiieOreHe 1in 00JKa B
IBpIUTE, ¥ TPIOBa HE3a0ABHO JIa MOTHPCUTE JIEKAPCKa TIOMOII, aKO T€ HACTBIISAT.

Kakro Bcuuku Bakcuuu, Comirnaty Original/Omicron BA.1 moske J1a He 3allIUTH HAITBJIHO BCUYKH
BaKCHHUPAHH U HE € U3BECTHO KOJIKO JABJITO Iie ObAeTe 3aIuTeH(a).

Edukacuocrra Ha Comirnaty Original/Omicron BA.1 Mose 1a ¢ mo-HuCKa IpU Xopa ¢ oTciabeHa
UMYyHHa cucTteMa. B Te3u ciyuan TpsiOBa J1a MPOIBIDKUTE Aa cHa3Bare GU3MUSCKUTE PpeAra3Hu
MEpKH, 3a Ja momoruere 3a npepennusata Ha COVID-19. Ocsen ToBa Osu3kuTe By KOHTaKTHHU JIHIIA
Tps0Ba 1a OBAAT BAKCHHUPAHH, aK0 € moaxo 0. OOChAeTe MOAXOAANINTE WHANBUY A THH
IpenopbKy ¢ Bamus nekap.

Jena
Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HHXEKIIMOHHA JUCTIEPCHS HE Ce
npernopbyBa MPH Jela Ha B3pacT 1o 12 roauHu.

JApyru aexapcrBa u Comirnaty Original/Omicron BA.1
Tps0OBa na kaxere Ha Bamus nexap wiu papManeBT, ako U3I0I3BAaTEe, HACKOPO CTE U3MOI3BATIH WIIH €
BB3MOKHO J1a M3MI0JI3BATE IPYTH JIEKapCTBa, MM HacKopo By e mpuiokeHa HIKakBa Jpyra BaKCHHA.

BpemMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa MK cMsTaTe, 4Ye MOKe Jla cTe OpeMeHHa, KakeTe Ha Bamms nekap, MeTuIMHCKa
cectpa win dapmanesT, npeau 1a Bu 6bae npunokeHa Ta3u BaKCHHA.

Bce omie nuncBaT qanHu 0THOCHO yrotpedaTta Ha Comirnaty Original/Omicron BA.1 mo Bpeme Ha
OpemenHocT. Bee mak rommsiMm 00eM uH(popMarlus, ojydeHa OT HaOIIoICHUETO Ha OpEMEHHH JKEHH,
BaKCHHHPAHHU C TbPBOHAYATIHO pa3pelnicHaTa 3a ynorpeba BakcnHa Comirnaty mpe3 BTOPHS U TPETHS
TPUMECTBP, HE TI0Ka3Ba Ja MMa HeOJIaronpusaTHH epeKTH BbpXy OPEMEHHOCTTa K HOBOPOJACHOTO.
Makap 4e uHpOpMaIHsATa 3a eHeKTHTE BbPXY OPEMEHHOCTTA MM HOBOPOACHOTO CJIE/l BAKCHHAIIUS
npe3 MbPBUSI TPHMECTHP € OrpaHUICHA, He ce HaOJIro1aBa MPOMSIHA TI0 OTHOIIIEHHE Ha PHCKA OT
criontareH abopt. Comirnaty Original/Omicron BA.1 moske 1a ce npuiiara mo BpeMe Ha OpeMEHHOCT.

Bce ome nuricBat qanHu oTHOCHO yrnoTpedara Ha Comirnaty Original/Omicron BA.1 B mepuona Ha
KbpMeHe.Bcee miak He ce oyakBat epeKTH BbpXY KbPMEHOTO HOBOPOJICHO/KbpMaueTo. JlaHHuTE,
MOJTyYEHH OT HAOFOICHUETO Ha KEHU, KOUTO KbPMSAT CJIE]] BAKCUHAIIHS C ITbPBOHAYAITHO
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paspeleHara 3a ynorpeba BakcuHa Comirnaty, He OKa3BaT PUCK OT HeXKeIaHu e(heKTH IpH
KbpPMEHHUTE HOBOpOAeHH/KbpMadeTa. Comirnaty Original/Omicron BA.1 mMoske 1a ce mpuiara B
MepUo/ia Ha KbPMCHE.

Ilodupane u paéora ¢ MAIIMHH

Hsixom ot edekTrTEe Ha BaKCMHATA, YIIOMEHATH B TOUKa 4 (BB3MOKHY HEXEITaHU Peakiliy) MOTaT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 32 modupane wim padora ¢ mamuan. U3yakaiite, 10kato
Te3u epeKTH OTIIYMST, IPeJIH Ja mopupaTe WK J1a paboTHTE ¢ MAITUHH.

3. Kak ce npuiara Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 ce npunara xaro urmxekuus ot 0,3 ml B MycKyJ1 B TOpHATa 4acT Ha
pbKarta.

Comirnaty Original/Omicron BA.1 moxe aa ce mpriIoku Hail-Maako 3 Mecelia cje/l MoCIeHaTa 1032
BakcuHa cpemry COVID-19.

Comirnaty Original/Omicron BA.1 e moka3an camo 3a JIuIa, TOJyYHIH TPEIU TOBA Hail-MaJIKOTO
Kypc Ha IbpBHYHa BakcuHauus cpemry COVID-19.

Mougs, nonuraiite Bammsa MeIUIIMHCKY CIENUATIUCT, KOWTO 1€ OCTaBd BaKCUHATa, 1aJId OTrOBapsTe
Ha YCJIOBHUSATA M KOTa € TIOJXO/ISII0TO BpeMe 3a Oycrep mo3aTa.

3a noapoOHa HHpOPMAIUS OTHOCHO Kypca Ha ITbPBUYHA BAKCUHALIUS MIPH JIMLA HA BB3pacT 12 u
noBeve TOAMHU, MOJIsI, BUKTE TUcTOBKaTa 3a Comirnaty 30 MUKporpaMa/mo3a HHKEKIIMOHHA
mucniepeust uian Comirnaty 30 MUKporpama/o3a KOHLEHTPAT 33 HHKEKLMOHHA TUCIIEPCHS.

AKO UMaTe HIKaKBH JIOMBIHUTEIIHH BBIIPOCH, CBbP3aHu ¢ yroTpedara Ha Comirnaty
Original/Omicron BA.1, momuraiite Bamus nekap, (hapManeBT Wi MEIUIIMHCKA CECTpa.

4, Bb3MOKHU HeKeJTaHU peakumuu

Kakro Bcuuku Bakcunu, Comirnaty Original/Omicron BA.1 moxe ia npeu3BruKa HeKeNaHH PeaKilny,
BBIIPEKHU Y€ HE BCEKH ' TIOJTy4aBa.

MHOro0 4ecTH HesKeJIaHU peaKUUM: MOrar Jia 3acertar noseve ot 1 Ha 10 ngymm
Ha MICTOTO Ha MHXKEKTUpaHe: 00JIKa, OTOK

yMopa

riaBo0oJme

00JIKa B MyCKYyJIUTE

BTpHUCaHE

0oJKa B CTaBUTE

THapUst

MOBUILICHA TEMIIepaTypa

Hsixom OT Te3n HeXeNaHu peakIny ca MaJIKO IMO-9eCTH MPH FoHOIH Ha 12 10 15 ToguHu, OTKOIKOTO
MIPH BB3PACTHU.

YecTn HexxeTaHU peaKIMM: MOraT Jia 3acerHat 1o 1 Ha 10 gymm

o 3a4epBsBaHE HA MACTOTO HA WH)KEKTUPAHE
o rajicHe
o MOBpBIaHEe
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HeuecTu HexkeTaHU peakiuu: MoraT aa 3acerHat Ao 1 Ha 100 gy
yrojaemMeHu JIuM(pHU Bb3IH (HaOII0AaBa ce MO-9eCTo clie] OycTep 103aTa)
HEPA3MOI0KEeHHE

Ooika B pbKaTa

Oe3chHME

C'Bp6e)K Ha MACTOTO Ha MHKCKTUPAHE

aJepTUYHU PEaKIny KaTo OOPUB MM ChPOEK

ycellane 3a c1aboCT HiTH JIUIICa Ha CHEPTHsI/CHHINBOCT
HaMalleH aleTUT

3amMaiiBaHe

MPEKOMEPHO H3MOTSIBaHE

HOIIIHU U3II0TABAaHUA

Penku Hexxenanu peakuum: Morat ja 3acersat a0 1 #a 1 000 gymm
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIUIIETO
. QJICPTUYHH PEAKIIMU KaTO YPTHUKAPUS WM MOJyBaHE HA JTUIIETO

MHoOro peaku He:KeJIaHu peakuuu: Moxke 1a 3acertat o 1 #a 10 000 mymm
. BB3MAICHUE HA CHPACYHUS MYCKYT (MHOKAPIUT) MU Bh3MAJICHHE HA BHHINHATA OOBHBKA HA
ChpIETO (MEPUKAPIINT), KOSTO MOXKE Jia TOBEJE 70 3a1yX, ChplicOneHe WIN 00K B IbPIUTE

C Hen3BecTHa YecTOTa (OT HAIMYHUTE JaHHU HE MOXe Ja ObJie HallpaBeHa OLCHKaA)

o TEKKa aJepruiHa peaxius

o OOIIMPEH OTOK Ha BaKCHHUPaHUS KPalHUK

. OTOK Ha JIMIETO (IOAYyBaHe Ha JIMIIETO MOXKE Ja Ce MOSBU NPH MAUEHTH ¢ AepMaieH GHiIbp)

. KOXKHa peakius, moj GopMara Ha YepBEHHU MEeTHA WK OOpUB MO KOXAaTa, KOUTO MOXe J1a
U3TIIeKJa KaTo ,,MHUIIEeHA™ HIIH ,,0MBOJICKO OKO™ C TBMHO YE€PBEH LEHTBP, OKOJIO KOMTO NMa I10-
CBETJIM YePBEHU KPBIroBe (epuTemMa MynTHPOpME)

o HEoOMYaitHO ycellaHe 1o Ko)Kara, KaTo M3TPhIIBAHE WIIM MpaBy4KaHe (apecTe3us)

o HaMaJIsiBaHE Ha YCCUIaHUsTa W YyBCTBUTEITHOCTTA, OCOOCHO Ha KOXKaTa (XUIIEeCTE3usl)

o TEKKO MEHCTPYaJIHO KbPBEHE (IIOBEYETO CITyyan U3IJIeXK/a He ca CepPHO3HU U ca C BpEMEHEH
XapakTep)

ChodaBaHe HA HesKeJIAHU PeaKIIuu

AKO TIONTyunTe HIKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIINH, yBeoMeTe Bamist nekap, hapMaieBT Win
MeIUIHCKA cecTpa. ToBa BKIIFOUBa BCHUKH BE3MOXKHU HEOITMCAHU B Ta3U JINCTOBKA HEXEIIAHH
peaknuu. Moxere ChIo Aa ChOOIINTE HEXKETAHN PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a
choOIIaBaHe, mocoueHa B [Ipuioxkenue V, u 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo ¢ HanudeH. Kato
CchOOIIaBaTe HEXEIAHH PEaKIFH, MOXKETE JIa JIaJIeTe CBOS MPUHOC 3a MMOJTyYaBaHe Ha TIOBEYe
UHQOpPMAITUS OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak 1a chxpansBare Comirnaty Original/Omicron BA.1

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

CJ'ICI[BaH_IaTa I/IH(l)OpMaI_II/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HAa TOAHOCT U pa60TaTa € IIpcAHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICIUAJINCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsI3aH BEPXY KAPTOHEHATA OMAKOBKA H
eTrkeTa cien ,,l ojeH 10:“. CpOKbT HA TOJJHOCT OTrOBaps Ha MOCICHHS ACH OT MOCOUCHHS MECEII.

Ia ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

I[a CC CbXpaHsBa B OpUTMHAIHATA OIIAKOBKA, 3a Aa CC MPEAIa3u OT CBCTIIMHA.
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Bakcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen moy4aBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke aa ce chxpansaBa win npu -90°C go -60°C, wu npu 2°C g0 8°C.

Koraro ce chxpansiBat 3ampazenu npu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHA MOTAT Jia
ce pazmpassar mpu 2°C mgo 8°C 3a 6 gaca, a equHUIHH (DITAKOHW MOTAT J]a pa3MpassT Mpy CTaitHa
temueparypa (1o 30°C) 3a 30 MUHyTH.

Crnen KaTo BEJHBK € M3BaJICH OT (ppH3epa, HEOTBOPEHHAT (DIAKOH MOXKE J1a c€ ChbXpaHsBa U
Tpancnoptupa B xiaaawrHuk npu 2°C no 8°C mo 10 ceqmurm, 6€3 1a ce mpeBUIlaBa OTICYaTaHUAT
cpok Ha roaHocT (['omen o:). Bepxy kapToHeHaTa omakoBka TpsiOBa J1a ce OTOEIeKH HOBATa J1aTa, 10
KOSITO TpsiOBa /1a ce U3XBBPIH ciel chxpanenue npu 2°C no 8°C. Crnen KaTo BEIHBX € pa3MpaseHa,
BaKCHHATa HE MOXeE Ja Ce 3aMpa3siBa IIOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOTAT Jia C€ ChXpaHABaT 10 12 yaca mpu TeMneparypa
Mexay 8°C u 30°C.

C PasMpPa3CHUTE (I)J'IaKOHI/I MOXKE ga C€ pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.

Crnen mbpBOTO IPOOKMBAHE Ha 3amyliajkara Ha (pjlaKoHa, chxpaHsaBaiiTe BakcuHara npu 2°C g0 30°C u
sl U3MOJI3BaiiTe B paMKuUTe Ha 12 yaca, KOETO BKIIIOUBA 710 6 4aca BpeMe 3a TPaHCHOPTUPAHE.
M3xBbpreTe HEU3MOI3BaHATA BAKCHHA.

He u3non3paiite Tazun BaKCHHa, akoO 3a0€eNexKnTe BUJUMHU YaCTUIIU UJIK IPOMSHA B LIBCTA.

He u3xBbprsiitTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus gapMalieBT Kak Ja U3XBBPJIATE JICKapCcTBaTa, KOUTO BeYe HE U3MoJ3Bare. Te3u MEepKH Iiie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chabp:kaHue Ha OIAKOBKATA M JOIbJIHUTETHA HHpoOpManus

Kaxkso cpabp:ka Comirnaty Original/Omicron BA.1
. Axtusnu BemectBa Ha UPHK Bakcunara cpenry COVID-19: To3uHamepan u puiITo3nHaMepaH.
®nakoHBT Chabprka 6 103w 1o 0,3 ml ¢ 15 Mukporpama To3uHamMepaH (OpUrHHAIHA) U
15 muxporpama puitosunamepas (Omicron BA.1) Ha no3a.
. Hpyru cbecTaBku:
- ((4-xumpoxcubyTun)azane i )ouc(xekcan-6,1-1umm)ouc(2-XeKCHIIIeKaHOAaT)
(ALC-0315)
- 2-[(monuerunenrankon)-2000]-N,N-gurerpanermnareramug (ALC-0159)
- 1,2-nucreapouni-sn-riuiepo-3-¢pocdoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOT
- TPOMETAaMOJIOB XUAPOXJIOPHT
- 3axapo3a
- BOJIa 32 MHXEKIIUU

Kaxk u3raexaa Comirnaty Original/Omicron BA.1 n kakBo chbABp:Ka OaKOBKAaTa
Bakcunara e 6s1a 1o moutu 6sta qucnepenst (PH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hJIaKoH ¢
6 no3u — po3pauen ¢uakon (cTbkiro Tum 1) 2 ml, ¢ rymena 3amyIainka u ¢ aTyMHHAEBa 00KaTKa U
OTYYIBAIIO CE CUBO TUIACTMACOBO Karaye.

Bunose onakosku: 10 guaxona wiu 195 diakona

He Bcuuky BuIOBE OMaKOBKM MOTaT Ja OBJaT IMyCHATH Ha Ta3apa.
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IIpuTe:kaTesn Ha pa3pelieHUETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

IIpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AOBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha PUTEKATENSI Ha Pa3pelIeHHEeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. sr.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500



France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

CkanmnpaiiTe Koza ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3IINYHU €3UITH.

URL: www.comirnatyglobal.com

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus

no nekapcreata http://www.ema.europa.eu.

Ta3u nucroBka e HajnnmuHa Ha Bcuuku e3ui Ha EC/EUII Ha yeOcaiita Ha EBpornieiickara areHIus mo

JeKapcTBara.

IMocouenara no-gosay nudopMmanus e NpeJHaA3HAYEHA CAMO 32 MEJUIUHCKH crenuaauctuf:

Hozara Comirnaty Original/Omicron BA.1 e 0,3 ml, mpuiarana ©HTpaMycKyJTHO.



TpsiOBa 1a MMa MHTEPBAJI OT Hal-MaJIKo 3 Mecella MeKIY IpuioxkeHreTo Ha Comirnaty
Original/Omicron BA.1 u npeauiHara, mocjaeIHo IpUIoKeHa, 103a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.1 e moka3ana camo Ipy JIMIA, NOJXYYUIH IPEAU TOBAa HalH-MaJIKOTO
Kypc Ha mbpBUYHA BakcuHarus cpeiry COVID-19.

IIpocnenumoct

3a 1a ce moI00pH MPOCIIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTHIHHSAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

VYkazanus 3a padora

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mo3a TpsiOBa J1a ce MPUTOTBU OT METUIUHCKA
CIICLIAINCT, KaTO Ce U3I0JI3Ba aCENTUYHA TEXHHKA, 3a JIa C€ FapaHTHpa CTEPUIIHOCTTA Ha
HPUTOTBEHATA TUCTICPCHSL.

INPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIITMOHHA JUCHEPCUS (JIMLA HA 12 1
INOBEYE I'OAMHMN)

e [IpoBepere nanu GrakOHBT € CC CUBO
IUIACTMACOBO Karlaye U CUB KOHTYP,
OrpakIall eTUKETa, U IAJId UMETO Ha

CuBo kanaye npoxykra ¢ Comirnaty
Original/Omicron BA.1
(15/15 mukporpama)/no3a HHXEKIIHOHHA
JUCTICPCHSL.

e AKO ()IaKOHBT € ChC CHBO IIACTMACOBO
Karaye U CUB KOHTYp U HIMETO Ha
npoaykra ¢ Comirnaty
30 Mukporpama/no3a HHKEKIMOHHA
mucrepcust wiau Comirnaty
Original/Omicron BA.4-5
(15/15 muxporpama)/no3a HHXEKIIHOHHA
JICTICPCHsI, MOJIsI, HAlIpaBeTe CIpaBKa ¢
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Ta3u opma.

e AKoO (IaKOHBT € C JHJIABO IIACTMACOBO
Karage, MOJIs, HalpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Comirnaty 30 Mukporpama/nosa
KOHLICHTPAT 332 HHKEKI[OHHA
JUCTICPCHSI.

e AKO (JIaKOHBT € C OPaHKEBO
TIACTMACOBO Karaye, MOJIsl, HalpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepUCTHKA Ha
npoaykTa 3a Comirnaty
10 mMukporpama/no3a KOHLIEHTPAT 32
WHKCKIIMOHHA JNUCTICPCHST UITH
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama) 03a KOHIICHTPAT 3a
WHKCKIIMOHHA JUCTICPCHSL.

e Axo (IaKOHBT € ¢ Ka()sIBO-UCPBECHUKABO
TUIACTMACOBO Karaue, MOJIsi, HalpaBeTe
CTIpaBKa C KpaTKaTa XapaKTepPUCTHKA Ha
mpoaykra 3a Comirnaty
3 MUKpOrpaMa/no3a KOHIEHTpAT 3a
WHKCKIIMOHHA JIUCTICPCHSL.

Comirnaty
Original/
Omicron BA.1

Ja He ce
pa3penaa
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NPEAU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCUS (JIMLIA HA 12 1

HNOBEYE I'OAMHMN)

~

Ja ce cbxpansiBa 10
10 ceamuuu npu
2°C no 8°C,
KOpHUTHpaiiTe cpoka
HA TOIHOCT BBPXY
KapTOHeHATa

onakoBka.

AKO MHOTOJJ030BUSIT ()JIaKOH ce
ChbXpaHsBa 3aMpa3eH, Toil TpaOBa 1a ce
pasMpasu npeau ymorpeoa.
3ampazenute (aakoHu TpsOBa Ja ce
NpeHecar B cpefa ¢ Temneparypa 2°C
1o 8°C, 3a 1a ce pa3Mpassr;
pa3Mpa3siBaHETO Ha eJHa OMaKOBKa C

10 ¢nakoHa Moxe 1a oTHeMe 6 Jaca.
YBepere ce, ue QIIaKOHUTE Ca HAITBITHO
pa3mpaseHu mpeau yrnorpeoda.

Crnen npemecTBaHe Ha (pIakoHHUTE 32
cwxpanenune mipu 2°C mo 8°C,
KOPUTHpANTe CPOKa Ha TOXHOCT BHPXY
KapTOHEHaTa OMaKOBKa.

HeotBopenure ¢rakoHu Morar fa ce
cexpansBat 10 10 cemmumm ipu 2°C 1o
8°C, 0e3 1a ce mpeBHIIaBa
OTIIEYaTaHUAT CPOK Ha rogHocT (['oxen
Io:).

BB3MorkeH e Apyr BapHaHT, IpU KOUTO
€AMHUYHY 3aMpa3eHu QIIaKOHU MOXKeE /12
ce pazmpassar 3a 30 MUHYTH TTpU
temneparypa no 30°C.

[Ipenu ynotpeba HEOTBOPEHUSAT (IIAKOH
MOJK€ Ja ce ChXpaHsBa A0 12 yaca npu
temmepatypa 10 30°C. C pa3mpaszeHuTe
(rakoHM MOXe Ja ce paboTH B YCIIOBHS
Ha cTaiiHa CBETJIMHA.

7

Buumartenno 10 nbTH

Buumarenno pa3zmecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBA Aa
MpeacTaBIsiBa Osy1a 10 OYTH Osita
nucnepcus 6e3 BuauMu gactuiy. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIY WIK IIPOMSHA B L[BETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOT'PAMA)/103A TH)KEKIITUOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE I'OAMHMN)

0,3 ml Bakcuna

Karo m3mnoinsBate acentnyHa TCXHHKA,
MOYUCTCTC 3allylIajikaTa Ha (bHaKOHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Uzrernere 0,3 ml Comirnaty
Original/Omicron BA.1

TpsiOBa 1a ce U3MON3BaT CIIPUHIIOBKH
W/WITH UK ¢ MATBK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
U3TETJIAT 6 03U OT eJMH (ITaKOH.
KomOuHanusTa OT CpUHIIOBKA U UTTIA €
MaJbK MbPTHB 00eM TpsIOBa Ja UMa
MBPTHB 00€M HE TO-TOJISIM OT

35 MUKponuTpa.

AKO ce M3M0JI3BaT CTaHJAPTHH
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JOCTaTb4eH 00eM 3a M3TErJIsIHE Ha LIeCT
JIO3HM OT €IMH (PJIAKOH.

Bcesika no3a tpsioBa na ceabpixa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAaJIaTa BHB
(hnaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1s1a no3a ot 0,3 ml, u3xBbprere
(h1aKoHa U U3JMIITHUS 00eM

3anuiieTe ChOTBETHUTE JaTa/dyac BbPXY
(hnaxona. M3xBbpiieTe HeM3MNOI3BaHATA
BakcuHa 12 waca cjex mspBOTO
poOKMBaHE Ha 3alylaikara Ha
(hakoHa.

HN3xBbpasine

Hewnsnon3BaHusT JeKapCTBEH MPOIYKT WIN OTHAIbUYHATE MATEPUAII OT HETO TPsIOBa Jla Ce U3XBBPIISIT

B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.




JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/no3a HHKeKIIMOHHA TUCIIEPCHS
Bb3pacTHu 1 I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (nykieo3uaHo moauguuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHaMepaH/pamro3nHamepan (tozinameran/famtozinameran)

vTom JICKaPCTBEH MPOAYKT IOICHKH Ha JOMBJIHUTEIHO HaOmoaeHue. ToBa 1i1e 03BOIH OBP30TO
yCTaHOBSIBaHE HAa HOBa MH(OPMAITHSI OTHOCHO O6e30macHoCcTTa. MOXKeTe /1a JaeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYyYWIH. 3a HAaYWHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peaknuu BUXKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO 1ISAJ1aTa JUCTOBKA, peau 1a Bu 0be npuiokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbPiKa BaxkHa 3a Bac nudgopmanus.

. 3amazere Ta3u JIMCTOBKA. MOJKe /1a ce HaJIOXH JIa sl MPOYETETE OTHOBO.

. AKO MMaTte HAKaKBH JIOIBIHUTEITHN BBIIPOCH, TTONTUTaiiTe Bammus iekap, hapMareBT wim
MEIUIMHCKA CecTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIaHU Peakilny, yBeJoMeTe Baius nekap, GpapManeBT uiu

MCIOUIIMHCKA CECTpa. ToBa BKII0YBA ¥ BCHYKH BB3MOKHHU HEXXEIIaHU p€aKknun, HEOIMUCaHU B
Ta3u JIUCTOBKa. BikTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnsBa Comirnaty Original/Omicron BA.4-5 1 3a kakBo ce U3M0I3Ba

Kakso tpsi0Ba na 3Haere, npeau na Bu 6pae npunoxxern Comirnaty Original/Omicron BA.4-5
Kak ce nmpunara Comirnaty Original/Omicron BA.4-5

BBb3M0XHU HEXKETaHU pEeaKLUU

Kak na cpxpansBare Comirnaty Original/Omicron BA.4-5

ChabpkaHre Ha OTIAKOBKATa M JOMBIIHUTEIHA HHPOpMAIIUS

IZECHESNC RN .

1. Kakso npeacrasiasiBa Comirnaty Original/Omicron BA.4-5 u 3a KaKBO ce H3N0JI3Ba

Comirnaty Original/Omicron BA.4-5 e BakcuHa, KOSITO ce M3M0JI3Ba 3a MPENa3BaHe OT 3a00JsIBaHe OT
COVID-19, npuuuneno or SARS-CoV-2. [Ipunara ce Ha Bb3pacTHH U IOHOILIH Ha Bb3pacT 12 u
MOBEYE TOANHHU.

Comirnaty Original/Omicron BA.4-5 e camo 3a juiia, MoJy4riiy Mped TOBa Hai-MaJKOTO Kype Ha
mbpBUYHA BakcuHanus cpenry COVID-19.

BakcuHaTa cTaBa NpUYHHA KIMyHHATa CUCTEMa (€CTECTBEHUTE 3aIllUTHU CHIIM HA OpPraHM3Ma) 1a
NPOU3BEK/IA AHTUTENIA U KPBBHU KJIETKH CPEIIy BUPYCa, KATO TaKa OCHTYPSIBA 3aIlHTa CPEIILy
3aboissane or COVID-19.

Twit karo Comirnaty Original/Omicron BA.4-5 He cbappka BEpYyca, 3a 1a Ch3/1aJe IMYHHUTET, TS HE

MoKe Jia puuuHu 3abomsaBane or COVID-19.

2. KakBo Tpsi6Ba 1a 3HaeTe, npeau 1a Bu 0b1e npunoxken Comirnaty
Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ne TpsioBa aa ce nmpuiiara

o aKO CTC aJICPIr'UYHU KbM aKTUBHOTO BECIICCTBO WM KbM HAKOA OT OCTAHAJIMTE CbCTABKU HAa TOBA
nekapcTBO (M36poeHn B TOUKa 6).
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IIpenynpe:xkaeHus: U MpeIna3sHu MEPKH

I'oBopere ¢ Bamus nekap, papMaieBT WM MEIUIIMHCKA CecTpa, Ipeau n1a Bu Obae npuioxeHa

BaKCHHATA!

o aKO HIKOTa CTE UMAJIM Te)KKA aJlepruyHa PEaKIisl HiTH MPOOJIEMH C TUIIIAHETO CIE]T
WH)KEKTHpaHe Ha HIKaKBa Jpyra BaKCUHA WK clie] kato Bu e 6mia npuinoxena Comirnaty wim
Comirnaty Original/Omicron BA.4-5 B muHasnoTo.

L ako Bu MIPUTECHABA NPOLUECHT HA BAKCUHUPAHE WJIN HAKOI'a CTC IIpUIlafaiv CJIIC IIOCTaBAHE Ha
WHXXCKIIMA C Urjia.
L aKO MMAaTe TEXKKO 3a00J1BaHe HUITU I/IH(l)GKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

6’])}_ICTC BAKCHMHHUPAHU, aKO UMATC JICKO NMOBUIIICHA TEMIICPpATYypa UJIU JICKa HH(bCKHHH Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate Ipo0ieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4aBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeANa3BaHe OT MOsiBa Ha KPHBHHU ChCUPEITH.
o aKo “Mate oTciabeHa MMyHHa CUCTeMa Iopaau 3abonsaBane, Hanpumep uadexnus ¢ HIV, wim

IIPUCM Ha JICKAPCTBO, KaTO KOPTHUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATa Bu cucrema.

ColiecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAJICHUE HA CHPACUYHUS MYCKYJT) U TICPUKAPIUAT
(BB3MasIeHUe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO THH CJie/l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOIrIogaBaHU MO-9E€CTO CJIE BTOpAaTa BAKCHHAIUS U TI0-YECTO MIPH FOHOIIN U TIO-MJIaIH
MBXE. PUCKBT OT MUOKApAUT U IEPUKAPAUT U3TIICK 1A TIO-HUCHK MIPH JIeTIa Ha BB3PaCT OT 5 110

11 ronuHU B cpaBHEHHE C T€3H Ha Bh3pacT oT 12 1o 17 roguan. Cnex BakcuHaIus TpsiOBa 11a Obaere
OJMTETHM 33 IPU3HALIM HA MUOKAPIUT U NIEPUKAPINUT, HAIIPUMED 331yX, ChplieOMeHE WK 00JIKa B
rbpANTE, ¥ TPSIOBA HE3a0ABHO J1a MOTHPCUTE JIEKAPCKA MIOMOIII, aKO T¢ HACTBIIAT.

Kaxkro Bcnuku Bakcuuu, Comirnaty Original/Omicron BA.4-5 moske 1a He 3allIUTH HAITBJIHO BCHYKH
BaKCHHUPAHH U HE € U3BECTHO KOJIKO JABJITO Iie ObJeTE 3aluTeH(a).

Edukacuocrra Ha Comirnaty Original/Omicron BA.4-5 moxe 1a € mo-HUCKa TP Xopa ¢ oTciaabeHa
UMYyHHa cucTeMa. B Te3u ciyuan TpsiOBa J1a MpOIBIDKUTE Aa cHa3BaTe PU3MUSCKUTE Mpeana3Hu
MEpKH, 3a Ja momoruere 3a npepennusata Ha COVID-19. Ocsen ToBa Oiu3kute By KOHTaKTHHU JTHIIA
Tpsi0Ba a 0BT BAKCHHUPAHH, aKO € MoAXo 0. OOChAeTe MOAXOAIINTE UHANBUATYATHH
IpenopbKy ¢ Bamus nekap.

Jena
Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/no3a HHXEKIIHOHHA TUCTIEPCHSI HE Ce
npernopbyBa MpH Jela Ha Bb3pacT Mo 12 roauHw.

IIpennara ce meguarpudHa JiekapcTBeHa (hopmMa 3a Aera Ha Bb3pacT 5 10 11 roguan. 3a mogpoOHa
uHpopmarus, MoJis BikTe aucToBkata Ha Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/103a KOHIIEHTPAT 33 HHKECKIIMOHHA TUCTICPCHS.

JApyru aexapcrBa u Comirnaty Original/Omicron BA.4-5
Tpsi6Ba na kaxere Ha Bamms nexap uim gapmaneBT, ako U3M0I3BaTe, HACKOPO CTE W3MOI3BANN HITH €
BB3MOJKHO J1a M3M0JI3BATe JPYTH JIEKApCTBa, MIIM HACKOPO By e mpuokeHa HAKaKBa Apyra BaKCHHA.

bpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa MU cMsITaTe, ye MOXKe Jla cTe OpeMeHHa, KakeTe Ha Barms nexap, MeTuIMHCKa
cectpa win hapMareBT, peau a1a Bu O0b1e npuiokeHa Ta3u BaKCHHA.

Bce ome numncBar nanHu oTHOCHO ynorpedara Ha Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
opemenHocT. Bee mak royssm 06em nHpOpMaIus, oJydeHa OT HaOII0AeHUETO Ha OpEeMEHHH KEHH,
BaKCHHUPAHU C ITbPBOHAYAITHO pa3pelleHaTa 3a yrnorpeda BakcuHa Comirnaty npes BTOPHS U TPETHS
TPUMECTHP, HE T0Ka3Ba J1a MMa HeOIaronpuaTH epekTH BbpXy OPEMEHHOCTTa H HOBOPOJICHOTO.
Makap ye napopmanusra 3a epeKTHTe BbpXy OPEMEHHOCTTA WM HOBOPOACHOTO CJIe]] BAKCHHAIIHS
1pe3 IbPBUSI TPUMECTHP € OrpaHHYCHa, He ce HaOJI01aBa MPOMSIHA 110 OTHOLICHHUE Ha PUCKA OT
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criontaneH abopt. Comirnaty Original/Omicron BA.4-5 Mosxe aa ce mpuiiara 1mo BpeMe Ha
OpeMEeHHOCT.

Bce omie nmuncrar ganau oTHocHO ynotpebaTta Ha Comirnaty Original/Omicron BA.4-5 B mepuoaa Ha
KbpMeHe. Bee nmak He ce ouakBat epekTH BbpXy KbpMEHOTO HOBOPOAEHO/KbpMadeTo. JlaHHuTe,
HOJTyYeHU OT HaOJIIOAEHHETO Ha KCHH, KOUTO KBPMST CJIe]] BAKCHHAIMSA C TbPBOHAYAIHO
paspemieHaTa 3a ynorpeba BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXXeJIaHu eeKTH IpH
KbpMEHHUTE HOBOpOIeHH/KbpMadeTa. Comirnaty Original/Omicron BA.4-5 moxe n1a ce npusara B
nepuoja Ha KbpMEHE.

Ilo¢upane n padoTa ¢ MAIIUHA

Hsaxow ot edextuTe Ha BakcHHaTa, yIioMeHaTH B Touka 4 (BBp3MOXHM HEe)KENaH! peaKIny) Morat
BpPEMEHHO J1a IOBIHUSAT criocoOHOCTTa BU 3a modupane nim padota ¢ Mammuu. M3vakaiite, JOKaTo
Te3u e(peKTH OTIIYMSAT, IpeH Ja opupaTe WK 1a paboTHTE C MAILIUHH.

3. Kak ce npuiara Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ce npuiiara karo urxeknus ot 0,3 ml B MycKyJsI B TOpHaTa 4acT
Ha pBKara.

Comirnaty Original/Omicron BA.4-5 moxe /1a ce pHIoKHU Hail-Majako 3 Mecena ciel mocjieaHara
no3a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e moka3an camo 3a JuIia, MoJy4YriIn MPEId TOBA Hai-MaaKoTo
Kypc Ha TbpBHYHA BakcuHanus cpery COVID-19.

Monsi, monuTaiTe Banivs METUIIMHCKHN CIICIHATICT, KOMTO IIe MOCTaBsl BAKCUHATA, JTATH OTrOBapsATe
Ha YCJIOBHATA U KOTa € TOIXOIAII0TO BpeMe 3a OycTep Jo3ara.

3a noapoOHa nHGOPMaIUs OTHOCHO Kypca Ha IIbPBUYHA BAKCHHALIMS MIPH JIMLA HA Bb3pacT 12 u
noBeve TOAMHU, MOJIsI, BUOKTE JTucToBKaTa 3a Comirnaty 30 MUKporpamMa/mo3a HHKEKIIMOHHA
mucriepeust win Comirnaty 30 MUKporpama/o3a KOHIIEHTPAT 33 HHKCKIIMOHHA TUCTIEPCHSI.

AKO UMate HAKaKBH JIOMBIHUTEIIHA BBIIPOCH, CBhP3aHH ¢ yroTpedara Ha Comirnaty
Original/Omicron BA.4-5, monutaiite Bamus nekap, GapMarieBT Wik METUIIMHCKA CeCTpa.

4, B1b3MOKHH HeKeJTaHH peakuuun

KaxkTo Bcnuku Bakcuan, Comirnaty Original/Omicron BA.4-5 moxe fa mpean3BUKa HEXKETaHN
peaxiuu, BHIIPEKH Y€ He BCEKH I'M MOTy4aBa.

MHOro 4ecTH HesKeJIAaHU peaKUUM: MOrar Ja 3acertar noseve ot 1 Ha 10 nymmnm
Ha MSICTOTO HA MHXKEKTHUpPaHe: 00JIKa, OTOK

yMopa

riaBoOosme

00JKa B MyCKYJIHTE

BTpHCaHE

0oJNKa B CTaBUTE

Japus

MOBUILICHA TEMIIepaTypa

Hsixon oT Te3u HexeNnaHu peakluy ca MaJKo MO-4eCTU MPpH IOHOMHU Ha 12 10 15 roguHu, OTKOIKOTO
MIPHU BB3PACTHHU.
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YecTH HeKeJIaHH PeaKIUU: MOTaT Jia 3acerHat o 1 Ha 10 gymm

o 3auepBsBaHE HA MACTOTO HA WHIKEKTUPAHE
o rajicHe
o MOBpBIaHEe

He4ecTu Heskes1aHH peaknmu: Morar Aa 3acersar jo 1 Ha 100 gymm
yroyieMeHu JIMM(pHU Bb3H (Ha0IF0/1aBa Ce 1Mo-4ecTo ciiel] OycTep mo3aTa)
HEPA3MNOI0KEHNE

Oonka B ppKaTa

Oe3chHHE

ChpOEXK Ha MICTOTO HA MHKEKTUPAHE

aJIeprUYHU PEaKIUu KaTo OOPHB WUITH ChPOeK

ycelaHe 3a caboCT UITH JIUTICA Ha €HEPTHs/CHHIUBOCT
HaMaJIeH aleTuT

3amaiiBaHe

MTPEKOMEPHO U3IMOTSBAHE

HOIIIHU W3MOTSBaHUS

Penku HexxenaHu peakuum: Morat jia 3acersat a0 1 Ha 1 000 gy
. BPEMEHHO €THOCTPAHHO YBHCBAHE Ha JIUIIETO
. AJICPTUYHU PEAKIMH KaTO YPTUKAPHUS WK MTOyBaHE Ha JIUIIETO

MHoOro peaku He:keJlaHH peakuuu: Moxke J1a 3acerHat 1o 1 Ha 10 000 nymwm
. BB3MAJICHUE HA ChbPACYHHS MYCKYJ (MHOKapIUT) MU Bh3MAJICHUE HA BHHIHATA OOBHBKA HA
ChpLETO (TIEPUKAPIUT), KOSTO MOXKE JIa JIOBEAE J0 3ayX, ChpLcOMEeHE WK OOJIKa B TbPIAUTE

C Heu3BecTHA 4ecTOTa (OT HATUYHUTE TAHHU HE MOXe /1a ObJie HallpaBeHa OIIeHKa)

. TEXKa aJICPrUYHa PeAKIIHS

. OOIIMpPEH OTOK Ha BAKCUHUPAHUS KPaiHUK

. OTOK Ha JIMIETO (TIOyBaHE Ha JIMIIETO MOXKE JIa CE TOSBHU PU MAIIMESHTH C JIepMajieH (QUITbp)

o KOXKHa peakius, moj hpopMaTa Ha YepBEHU METHA WU OOPUB 10 KOXKATa, KOWTO MOXE Ja
M3MJIeKIA KaTo ,,MHUIICHA"™ WIX ,,0MBOJICKO OKO® C ThMHO YEPBEH IICHTHP, OKOJIO KOHUTO UMa I10-
CBETJIM YEPBEHU KPBroBe (epUTEMa MyJITHPOPME)

o HeOOWYaifHO yCellaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHe WM MpaBy4YKaHe (ITapecTe3ns)

° HaMaJIsIBaHE Ha YCEIIaHUsATa WU YyBCTBUTEITHOCTTA, 0OCOOCHO Ha KOXKaTa (XHUIIEeCTE3Hs)

. TEKKO MEHCTPYaJTHO KbpBeHE (MOBEUETO CIyYan M3TJIeKkK/Ia He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Cho0uaBaHe HA HeXKeJIAHH PeaKINu

AKO TIOJTyunTe HIKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIvy, yBeomere Bams nekap, hapMaieBT Win
MEIMIIMHCKA cecTpa. TOoBa BKIIFOYBA BCHYKU BH3MOXKHH HEONMCAHU B Ta3U JIUCTOBKA HEXEIIAaHU
peakun. MoXKeTe ChITO Ja ChOOINUTE HEXKEITAHN PEaKIIny JUPEKTHO Upe3 HaI[MOHATHATa CUCTEMA 3a
choOIIaBane, mocoyeHa B [Ipunokenue V, 1 1a BKIIOYUTE NAPTUAHUS HOMEp, aKo ¢ HaaudeH. Kato
CHOOIIIaBaTe HEXKEIAHN PEAKIIMU, MOXKETE Jla TAJIeTE CBOS MPUHOC 3a IMOJIy4aBaHEe Ha IMOBEYC
uHGOpMAIUS OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak na csxpansiBate Comirnaty Original/Omicron BA.4-5
Jla ce cbXxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIeTia.

CrenpamaTa HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOJAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

He usmnomn3Baiite TOBa JIEKapCTBO CJIE CPOKaA HAa FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTuketa cien ,,l'ogen 10:“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIEIHMS JICH OT IIOCOYCHHS MECEIl.
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Ja ce cpxpansiBa BbB (hpusep mpu -90°C go -60°C.
Ila ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 Ja CC MPE/a3y OT CBETIIMHA.

Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen mosryyaBaHe 3aMpa3eHaTa BaKCHHA
MOXe Ja ce chxpansaBa uiu mnpu -90°C o -60°C, nnu npu 2°C o 8°C.

Ennonososu ¢urakonu: Korato ce cbxpansasat 3ampazenu npu -90°C g0 -60°C, ormakoBKHUTE C
10 ennono30BHU ¢iakoHa BakCHMHA Morart ja ce pasmpasst npu 2°C go 8°C 3a 2 yaca, a eTMHUYHH
(h1akoHM Morar aa ce pa3mMpassT Iipu ctaiiHa temneparypa (1o 30°C) 3a 30 MUHYTH.

Muorozno3osu ¢nakonu: Korato ce cexpansiBar 3ampasenu npu -90°C no -60°C, onakoBKuTe ¢
10 ¢naxona BakcuHa Morat fa ce pazmpasat npu 2°C no 8°C 3a 6 yaca, a eTMHUYHHU (JIAKOHU MOTaT
Jla pa3Mpasst npu craiina remmeparypa (1o 30°C) 3a 30 MunyTH.

Pasmpasenu dakonn: Cren KaTo BEIHBK € M3BaJICH OT (pru3epa, HEOTBOPSHHAT (hJIaKOH MOXKE Jia ce
ChXpaHsBa u TpaHcnopTupa B ximaguaHuk mpH 2°C go 8°C mo 10 cenmuim, 6€3 Aa ce mpeBuInana
oTmedaTaHuAT cpok Ha romHocT (I'omeH 10:). BepXy KapToHEeHATa OmaKoBKa TPSOBa 1a ce OTOCTIEKH
HOBATa JaTa, JI0 KOSITO TPsOBa Ja ce u3xBhpiu cien cbxpanenue npu 2°C no 8°C. Cnex KaTto BEIHBK
€ pa3MpaseHa, BAKCMHATa HE MOXKE Jia Ce 3aMpa3siBa MOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a C€ ChXpaHABaT 10 12 yaca mpu TemmnepaTtypa
Mexnay 8°C u 30°C.

C pasmpazenute (HIakoHH MOXKeE Jia ce pabOTH B YCIIOBHS Ha CTaifHa CBETJIMHA.

OtBopenu ¢uaxonu: Crnex mbpBOTO MPOOKBAHE Ha 3amylIaikaTa Ha (JIlakoHa, ChXpaHsBaiiTe
BakcuHata pu 2°C 1o 30°C u s n3non3Baiite B paMkuTe Ha 12 yaca, KOeTO BKIIFOUBa 710 6 gaca Bpeme
3a TpaHcropTupaHe. M3xBbpiere Hen3noa3BaHaTa BAaKCHHA.

He u3non3paiite Ta3m BakCHHA, aKO 3a0€IEKUTE BUTUMHU YaCTUIINA WU TIPOMSHA B I[BETA.

He u3xBbpIsiiTe nekapcTBaTa B KaHAIM3aLUATa WM KOHTEHHepa 3a JoMallHu oTnaabuu. [lonuTaiite
Bammus ¢apmarneBT kak 1a U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He U3Moi3Bare. Te3n MepKH Ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. C’b)]’bp)l(a]—ll/le Ha OIMAKOBKAaTa U JO0IIbJHHUTE/IHA I/IH(l)OpMaIII/IH

Kaxso cbabp:ka Comirnaty Original/Omicron BA .4-5
. AxtuBnu BeniectBa Ha MPHK Bakcunara cpeury COVID-19: To3unamepaH u (haMTO3MHAMEpaH.
—  Enun eqnomo3os ¢iakoH ceabspxka 1 mo3a ot 0,3 ml ¢ 15 mukporpaMa To3uHaMepaH u
15 mukporpama damrosunamepan (Omicron BA.4-5) na no3a.
—  Enun MHOrom0308B yiakoH chabpika 6 qo3u o 0,3 ml ¢ 15 Mukporpama ro3uHamepaH
(opurunanua) u 15 mukporpama pamrozunamepan (Omicron BA.4-5) Ha no3a.
o Jlpyru chCTaBKU:
- ((4-xumpoxcubyTrN)azane i )ouc(xekcan-6,1- 1w )ouc(2-X eKCHIIICKaHOAT)
(ALC-0315)
- 2-[(monmuermnenrankon)-2000]-N,N-gurerpanermnarneramug (ALC-0159)
- 1,2-nucreapou-sn-riuiepo-3-¢pochoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETaMOJIOB XUAPOXJIOPHT
- 3axapo3sa
- BO/JIa 32 WHXKEKIUH
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Kak n3raexna Comirnaty Original/Omicron BA .4-5 u kakBo ChIbPiKa ONMAKOBKATA
Bakcunarta e 6sma o moutu Osuta qucnepeus (pH: 6,9 — 7,9), noctaBsHa B eMH OT JBaTa BUAA
¢nakoHu:
e Ennomoszos (makon ¢ 1 mo3a — mpospaven ¢iaakon (ctokiao Tum |) 2 ml, ¢ ryMeHa 3amyaika
U ¢ AlyMHHUEBa 00KaTKa M OTYYIBAIIO CE CHBO TUIACTMACOBO Karaye.
e  Mumuorozo308B (aakoH ¢ 6 1031 — npo3padeH ¢uakoH (cTekio tam 1) 2 ml, ¢ rymena
3aIymanka ¥ ¢ afyMUHHeBa 00KaTKa U OTYYIBaIIO ce CHBO IJIACTMACOBO Karaue.

Bun onmakoBka ¢ ennono3oBu (irakonu: 10 ¢pmakona

Bunose onakoBku ¢ MHOroa0308u ¢uakonu: 10 ¢nakona wim 195 gnakona. He Bcuuku Bugose
OTAaKOBKM MOTaT Ja ObJaT IyCHATH Ha Ta3apa.

IIpuTtexaTes Ha pa3pelIeHHeTO 3a yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

(dakc: +49 6131 9084-2121
service@biontech.de

ITpousBoauTesnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a 1ombIHUTEIHA HHPOPMALMS OTHOCHO TOBA JIEKApCTBO, MOJIS, CBBPIKETE CE C JTOKAIHHS
MIPEICTaBUTEN HA IPUTEXKATENs Ha pa3pelieHUeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A/N.V. Tel. +370 52 51 4000
Tel/Tel: +32 (0)2 554 62 11

Boarapus Magyarorszag
Iaiizep JTrokcemoypr CAPJI, Kiion Pfizer Kft

Bwarapus Tel: +36 1 488 3700
Ten: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. s r.0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
Danmark Norge

Pfizer ApS Pfizer AS

TIf: +45 44 201 100 TIf: +47 67 526 100
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Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAAGG A.E. (Cyprus Branch)
Tnh: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

JlaTa Ha mocJieaHo npepasriexkaaHe Ha Jucropkata {MM/I'TTT}
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CkanmnpaiiTe KoJja ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTYYHTE JINCTOBKATA HA PA3INIHU €3UITH.

URL: www.comirnatyglobal.com

IToapoGHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o JiekapcTBata http://www.ema.europa.eu.

Ta3u nucroBka e HanuyHa Ha Bcuuku e3uii Ha EC/EUIT Ha yeOcaiita Ha EBporieiickara areHIus 1o
JIEKapCTBaTA.

IMocouenara mo-gosy nndopMmanus e NpeJHa3HAYEHA CAMO 32 MEJUIUHCKH crenuaauctuf:
Hozara Comirnaty Original/Omicron BA.4-5 e 0,3 ml, mpuiarana ©HTpaMycCKyJTHO.

Tps0Ba 1a Ma HHTEPBA OT Hal-MaJIKO 3 Mecela MeX 1y Ipuiioxennero Ha Comirnaty
Original/Omicron BA.4-5 u nipenuiiHara, mocieHo MpUIIokKeHa, 103a Bakcuna cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e mokasaHa camo IpH JIHIIA, TOJTYYHIH PEIX TOBA Hal-MaIKOTO
Kypc Ha IbpBUYHa BakcuHauus cpeury COVID-19.

IIpocnenumoct

3a f1a ce moIo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIIIOKEHHUS MPOTYKT TPsiOBa SCHO J1a CE 3aIMCBarT.

Yxka3anus 3a padora

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mosa Tps6Ba 1a ce IPUTOTBH OT
MEIMIIMHCKH CIICLIHAINCT, KaTO CE M3IMO0JI3Ba aCCNTHYHA TEXHHUKA, 3a JIa CE TapaHTHPa CTEPHIHOCTTA
Ha MPUTOTBEHATA THCIICPCHS.
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YKA3AHMUSA, ITPUJIIOKUMU KAKTO ITPU EAHOJO30BUTE, TAKA U IIPU
MHOI'OJJO30BUTE ®JIAKOHU

MNPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA .4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA JUCHEPCUS (JIMLIA HA 12 1

INOBEYE I'OAMHMN)

CuBo kanaue

Comirnaty
Original/
Omicron BA.4-5

Jla He ce

pa3zpexaa

[TpoBepete nanu GrakoOHBT € ChC CUBO
IIACTMACOBO Karlaue U CUB KOHTYP,
OrpaKIall eTUKETa, U IAJIM UMETO Ha
mpoaykra e Comirnaty
Original/Omicron BA.4-5

(15/15 mukporpama)/no3a HHXEKIIMOHHA
JHCTICPCHSL.

[TpoBepere manu GIaKOHBT € €THON030B
WJIX MHOTOJI030B U CIIeBalTE
NPUIOKUMHUTE YKa3aHus 3a paboTa 11o-
J0TTy.

AKoO (pJIaKOHBT € ChC CHBO TUTACTMACOBO
Karade ¥ CUB KOHTYP U HIMETO Ha
npoaykra ¢ Comirnaty

30 Mukporpama/no3a HHKEKIIMOHHA
mucrepenst wian Comirnaty
Original/Omicron BA.1

(15/15 mukporpama)/no3a MHXEKIIHOHHA
JICTIEPCHST, MOJISI, HATIpaBeTe CIIpaBKa ¢
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Ta3u opma.

AXO ()ITaKOHBT € C JHJIaBO IIACTMACOBO
Karmage, MOJIs, HalpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa
3a Comirnaty 30 Mukporpama/nosa
KOHLICHTPAT 332 HHKEKI[HOHHA
JCTIEPCHSI.

AKO (pNIaKOHBT € C OpaHKEBO
TIACTMACOBO Karade, MOJIsl, HalpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepUCTHKA Ha
npoaykTa 3a Comirnaty

10 mMukporpama/no3a KOHLEHTPAT 32
WHKSKIIMOHHA JUCTICPCHST WITH
Comirnaty Original/Omicron BA.4-5
(5/5 mukporpama)/no3a KOHIIEHTPAT 3a
WHKEKIIMOHHA JUCTICPCHSL.

Axo0 (1aKOHBT € ¢ Ka(hsIBO-UCPBEHUKABO
TUIACTMACOBO Karaue, MOJIsi, HalpaBeTe
CTIpaBKa C KpaTKaTa XapaKTepPUCTHKA Ha
mpoaykra 3a Comirnaty

3 MUKpOrpaMa/no3a KOHIEHTpAT 3a
MHKCKIIMOHHA JAUCTIEPCHSL.
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OPEAN YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA .4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCUS (JIMLIA HA 12 1

HNOBEYE I'OAMHMN)

~

Ja ce cbxpansiBa 10
10 ceamuuu npu
2°C no 8°C,
KOpHUTHpaiiTe cpoka
HA TOIHOCT BBPXY
KapTOHeHATa

onakoBka.

AKO €HO/I030BUSIT HJIU MHOTOZI030BHUST
(hmakoH ce chXpaHsABa 3aMpa3cH, TOH
TpsiOBa Ja ce pa3mMpasu mpeau
yrnotpeba. 3ampazeHute GIakoHU
TpsOBa J1a ce IpeHecaT B cpelia ¢
temmepatypa 2°C no 8°C, 3a na ce
pasmpasst. YBeperte ce, 4e (IakoHuTe
Ca HAITBJIHO pa3Mpa3eHH Mpean
ynotpeoa.

0 EnHono3oBu dhiakoHu:
Pa3mpazsBaneTo Ha eHa OMMaKOBKa
¢ 10 exHo1030BM (prrakoHa MOKE 11
oTHeMe 2 yaca.

0 MBHOro/1030BU (QJIAKOHU:
Pa3mpassBaneTo Ha eHa OMTaKOBKA
¢ 10 MHOTOO30BH (hi1aKOHA MOXKE
Jla oTHeMe 6 Jaca.

Crnen npemecTBaHe Ha (pIakoHUTE 32

cwxpanenune mpu 2°C mo 8°C,

KOpHUTUpPaNTe CpoKa Ha TOAHOCT BBPXY

KapTOHEHaTa OTaKOBKa.

HeorBopenure pnakonu Morat Ja ce

cexpansBar 10 10 cemvunu ipu 2°C 1o

8°C, 0e3 na ce mpeBHIIaBa

OTIeYaTaHUAT CPOK Ha romHocT (['omen

J10:).

Bb3morkeH e npyr BapuaHT, Opu KOHTO

eIMHUYHY 3aMpa3eHn (JIAKOHU MOXKeE J1a

ce pazmpassar 3a 30 MUHYTH TTpU
temneparypa no 30°C.

[Ipenu ymotpeba HEOTBOPEHUSAT (IIAKOH

MOJKE Ja ce ChXpaHsBa A0 12 yaca npu

temmepatypa 1o 30°C. C pasmpaszeHnuTe

(hakoHU MOXKe J1a ce pabOTH B YCIIOBUS

Ha CTaliHa CBETIUHA.
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Buumareano 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6eau Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBa Aa
TpeacTaBIsiBa Osy1a 10 OYTH OsiTa
mucniepeus 0e3 Bunumu yactuuu. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIM WIX IIPOMSHA B L[BETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.4-5 (15/15 MUKPOT'PAMA)/103A UH)KEKIITMUOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE I'OAMHMN)

0,3 ml BakcuHa

Ennonososu uiakonn

Usrernere equHuyHa 10332 BAKCHHA OT
0,3 ml.

UzxBbprieTe GaakoHa W UIJTHIITHUSL
obeMm.

MHoro10308u (hrakoHn

Bcekn MHOT01030B ()J1aKOH ChIBpKa
6 go3u mo 0,3 ml.

Kato m3non3Bare acentuyHa TEXHUKA,
HOYHCTETE 3alyIIaikaTa Ha JIaKoHa ¢
TaMIIOH 3a €IHOKpaTHa ynoTpeoa,
HAIlOCH C aHTUCETITHYEH Pa3TBOP.
Uzrernere 0,3 ml Comirnaty
Original/Omicron BA.4-5

Tpsi0Ba 1a ce U3MoN3BaT CIIPUHIOBKU
W/WIY UIJIK C MAJITBK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
U3TETJIAT 6 103H OT eUH (PIaKoH.
KomOuHnanusTa OT CpMHIIOBKA U UTJIa C
MaJIlbK MBPTHB 00eM TpsiOBa J1a UMa
MBPTHB 00€M HE MO-TOJSIM OT

35 MUKponuTpa.

AKO ce U3M0I3BaT CTaHAAPTHU
CTIIPUHIIOBKH M UTJIH, MOXeE J1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETIIsIHE Ha [IeCT
JI03M OT eIuH (hIIaKoH.

Bcesika no3a tpsioBa 1a ceaspixa 0,3 ml
BaKCHHA

AKO KOMYEeCTBOTO Ha OCTaHaJaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
eana 1sia no3a ot 0,3 ml, u3xebpriere
(hakoHa U M3MUILHUSA 00eM

3anumrere CbOTBETHUTE /1aTa/9ac BPXY
¢naxona. M3xBbprieTe HEM3MOI3BaHATA
BakcuHa 12 waca cjex mspBOTO
npoOuBaHe Ha 3amylIaikaTa Ha
(hnakoHa.

H3xBBpIIsiHe

Hewusnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.




JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/n03a KOHIEHTPAT 32 MHMKEKIIHOHHA
Aucnepcust
Jeua na 5 no 11 rogunm
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)/pamrosunamepan (famtozinameran)

vTosn JIEKapPCTBEH MPOAYKT TOJICKH Ha JOMBIIHUTEIHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMaIUsi OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKiys, KosSTo Balero nete e mojayduio. 3a HaunHa Ha ChoOIaBaHe Ha
HEe)KEJIaHW PEaKINY BIKTE Kpasi Ha TOYKa 4.

IIpoyeTeTe BHUMAaTEIHO LAJIATa JUCTOBKA, Mpeau 1a Bu 0be npuiokeHa Ta3u BAKCHHA, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKA. MoJKe 1a ce HaJIOkKH J1a sl IPOYETETE OTHOBO.

. AKO UMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTainTe Bammms nekap, papmaneBT uin
MEJUIMHCKA CeCTpa.

. Axko Bamero nete nomyun HIKaKBH HEXENaHU peakiny, yBeqoMeTe Bamms nekap, papmaiieBt

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKU BH3MOKHU HEXKEIIAHU PEAKITUH, HEOITNCAHU B
Ta3y JIMCTOBKA. BipkTe Touka 4.

KakBo cbhabpika Ta3u JUCTOBKA

1.  Kakso mpezacrasisiea Comirnaty Original/Omicron BA.4-5 u 3a kakBo ce u3rosn3sa

2.  Kakso Tps6Ba ma 3uaere, npeau Comirnaty Original/Omicron BA.4-5 na 6b1e npuiokeHa Ha
Bamero gere

3. Kak ce npuiara Comirnaty Original/Omicron BA.4-5

4. BB3MOXHM HEXETaHU peakluu

5. Kak na cexpansiate Comirnaty Original/Omicron BA.4-5

6.  ChabpikaHKe Ha OMAKOBKATA U JIOMBJIHUTEIHA HHDOPMALIUS

1. Kakso npeacrasiasiBa Comirnaty Original/Omicron BA.4-5 u 3a kakBoO ce H3N0JI3Ba

Comirnaty Original/Omicron BA.4-5 e BakcuHa, KOSTO Ce U3MOJI3BA 3a MPEANa3BaHe OT 3a00IIsBaHE OT
COVID-19, npuunnaeno ot SARS-CoV-2. [Ipunara ce Ha fena Ha Bb3pacT oT 5 10 11 roxuHu.

Comirnaty Original/Omicron BA.4-5 e camo 3a juia, moJy4uiy Mpear TOBa Hai-MaJKoTO Kype Ha
mhpBUYHA BakcuHanus cpenry COVID-19.

Bakcunara craBa mpuunHa IMyHHAaTa clcTeMa (€CTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) aa
IPOM3BEXKA aHTUTENA M KPBBHU KJICTKH CPEIy BHPYCa, KaTO Taka OCUTYpsiBa 3alluTa CPEIry
3abomsBane or COVID-19.

Toii kato Comirnaty Original/Omicron BA.4-5 ue chabpixa Bupyca, 3a 1a Ch3/ai¢ IMyHUTET, TS He
Moke aa puauHn 3abomsaBane or COVID-19 na Bamrero nere.

2. Kakgo Tpsa6Ba 1a 3Haete, npeau Comirnaty na 6b1e npuioxkena Ha Bamero aere
Comirnaty Original/Omicron BA.4-5 He TpsioGBa 1a ce mpujara

o ako Barmero nere € anepruyHo KbM aKTUBHOTO BEIIECTBO WIIH KbM HSKOSI OT OCTAHAIIUTE
CHhCTaBKHM Ha TOBA JIEKApCTBO (M36poeHM B TOUKa 6).
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Ilpenynpe:xneHus U npeanasHu MepKU

I'oBopere ¢ Bamus nekap, papMaiieBT Wik MEIUIIMHCKA CECTPa, IIPEAX BaKCHHATA J1a ObJe

IMPUJIOKCHA Ha Barmero JCTC:

o AdKO MMa TCXKKa aJICpruyHa pCaKiusd Uin HpO6J’IeMI/I C JUIIIAHCTO CJICO MHIKCKTUPAHC HA HAKAKBa
Jpyra BaKCHHA WK CJel KaTo My e Omia npuiioxena Comirnaty mim Comirnaty
Original/Omicron BA.4-5 B muHasoro.

L aKO I'0 ITPUTECHABA NPOLCCHT HA BAKCMHUPAHE WJIM HAKOT'a € IpuIiagajio CJICA IMOCTaBAHE Ha
WHXXCKIIUA C Urjia.
L4 aKo0 MMa TEXKKO 3a00J1sBaHE WUIH I/IH(i)eKI_II/I}I C BUCOKa TeMIIepaTrypa. O6aue Bameto JACTC MOXKE

Ja 6’1;}_'[6 BAKCMHHPAHO, dKO MMa JICKO MOBUIIICHA TCMIICPATypa WX JICKA I/IH(l)eKLII/Iﬂ Ha TOPHHUTC
JAUXAaTCIIHU IThbTUIIA, KATO HACTHUHKA.

o aKo “Ma NpobJIeM ¢ KpPbBOCHCUPBAHETO, JIECHO N10JIyYaBa CUHUHU MJIM U3I0JI3Ba JICKApCTBO 3a
MpeJina3BaHe OT MOsSBa HAa KPbBHU CHCHUPEIIH.
o aKo nMa oTciabeHa MMyHHa ciUcTeMa ropanu 3abomnsBane, Harpumep nHpekuus ¢ HIV, unn

IIPUCM Ha JICKAPCTBO, KATO KOPTUKOCTCPOU, KOCTO IMOBJIMIBA UMYHHATa CUCTCMaA.

CrolecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAICHIE HA CHPACYHUS MYCKYJT) ¥ TIEPUKAPIUT
(BB3MaNIeHNe Ha BHHIIIHATA OOBUBKA Ha CHPIIETO cien BakcuHaius ¢ Comirnaty (Bx. Touka 4). Tesn
3a00JIIBaHUS MOTAT 1A CE€ PA3BUAT JI0 HAKOJIKO THU CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOJIOJaBaHK MTO-YECTO CJIE BTOpaTa BAKCUHAIIMS U TO-4€CTO IPH FOHOIIN U MO-MJIadH
MBXKE. PUCKBT OT MUOKApAUT U IEPUKAPAUT U3TIICK A TIO-HUCHK MIPH JIeTIa Ha BB3PacT OT 5 110

11 ronuHU B cpaBHEHHE C T€3H Ha Bb3pacT oT 12 1o 17 roqunn. Cnex BakcuHaIus TpsioBa f1a Obaere
OJMTEITHM 32 IPU3HAIIA HA MUOKAPIUT U NIEPUKAPINT, HAIIPUMED 3a]1yX, ChplieOMeHE WK 00JIKa B
TBPIUTE, U TPSOBA HE3a0aBHO J1a MOTHPCUTE JIEKapCKa MOMOIII, aKO T€ HACTBIISIT.

KakTo Bcnuku Bakcuuu, Comirnaty Original/Omicron BA.4-5 moske 1a He 3alllUTH HAITBJIHO BCHYKH
BaKCHHUPAHH U HE € U3BECTHO KOJIKO JABJITO Iie ObJeTE 3alIuTeH(a).

Edukacuocrra Ha Comirnaty Original/Omicron BA.4-5 moxe /1a € mo-HUCKa TP Xopa ¢ oTciaabeHa
UMyHHa cucTeMa. B Te3u ciyuan TpsOBa J1a MpOIbIKUTE Aa cHa3BaTe PU3MUSCKUTE Mpeana3Hu
MEpKH, 3a Ja momMorHere 3a npepennusata Ha COVID-19. Ocsen ToBa Osu3kute By KOHTaKTHHU JIHIIA
Tpsi0Ba Ja 0BT BAKCHHUPAHH, aKO € MoAXo 0. OOCHAETe MOAXOAIINTE HHANBATYATHH
IpenopbKy ¢ Bamus nekap.

Jena
Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIIEHTPAT 32 HHKEKITHOHHA
JMCIIEPCHS HE Ce TPEMoPbYBa MPH Jiela Ha Bb3PACT TOJ] 5 TOIMHH.

Opyru gexapcerBa u Comirnaty Original/Omicron BA.4-5

Tps6Ba na kaxxere Ha Bamms stexap win dapmarest, ako Bamrero gere n3nomnssa, HaCKOpO €
M3I10JI3BAJIO WITH € BE3MOYKHO J1a M3I10JI3Ba APYTH JIGKApCTBa, MM HACKOPO My € IPHUIIOKEHA HIKaKBa
Jpyra BaKCHHA.

BpemeHHOCT M KbpMeEHe
Axo Bamero nere e 6peMeHHO, KaxkeTe Ha Bamms nekap, MeIuIIMHCKA cecTpa Wir (hapMaieBT, Ipean
JIa My ObJie IPUIIOKEHA Ta3H BaKCHHA.

Bce omie nuncBaT qanHu 0THOCHO yrotpedata Ha Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
OpemenHocT. Bee mak roism o6em nHbopMaIys, morydeHa oT HaOM0IeHHETO Ha OpeMEeHHH JKeHH,
BaKCMHHUPAHHU C MbPBOHAYAIIHO pa3pelieHaTa 3a ynorpeda BakcuHa Comirnaty mpe3 BTOPHS U TPETHUS
TPUMECTHP, HE IOKa3Ba BAKCHHALIMATA A2 UMa HeOJIaronpusiTHA eeKTH BbpXYy OpEeMEHHOCTTa HIIH
HOBOpPOJeHOTO. Makap 4e nHpopMarusaTa 3a eheKTuTe BbpXy OPEMEHHOCTTa WIIH HOBOPOACHOTO CIIE]
BaKCHHAIIUS TIpe3 IIbPBUSI TPUMECTHp € OTpaHHueHa, He ce HabMro/1aBa MPOMsHA 10 OTHOIIICHUE Ha
pucka ot cioHtaneH abopt. Comirnaty Original/Omicron BA. 4-5 mosxe n1a ce npuiara o Bpeme Ha
OpeMeHHOCT.
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Bce orie numcar gJaHHM OTHOCHO yroTpebaTta Ha Comirnaty Original/Omicron BA.4-5 B meprona Ha
KbpMeHe. Bee mak He ce ouakBaT epekTH BhPXY KbPMEHOTO HOBOPOJIEHO/KbpMaueTo. JlaHHuTE,
HOJIyYCHH OT HAOJIIOEHHETO Ha KCHH, KOUTO KBPMST CJIe]] BAKCHHALIMS C TbPBOHAYAIIHO
paspereHaTa 3a ynorpeba Bakcuna Comirnaty, He MOKa3BaT PUCK OT HEKeENaHH ePEKTH Mpu
KbpPMEHHUTE HOBOpOAeHH/KbpMadeTa. Comirnaty Original/Omicron BA.4-5 mosxe na ce mpuara B
HIeprojia Ha KbpMEHE.

Ilodupane u padoTa ¢ MAIIUHU

Hsaxow ot edexTuTe Ha BakcHHaTa, yIioMeHaTH B Touka 4 (BBp3MOXHM HE)KENaH! peaKIuy) MOorat
BPEMEHHO /12 TIOBJIUSAT CIIOCOOHOCTTA 3a paboTa ¢ MAIIMHY WIX IpeAlpueMaHe Ha JeMHOCTH KaTo
KapaHe Ha Besocunes. M3uakaiite, 1okato Te3u eheKTH OTIIYyMST, Ipean Bb300OHOBSIBaHE Ha
JIeTHOCTUTE, KOUTO M3UCKBAT ITBJTHO BHUMAaHHE.

3. Kak ce mpuaara Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ce npuiara cies paspexaane kato nekekmus ot 0,2 ml B
MYCKYJI B TOPHATa 4acT Ha pbKara.

Comirnaty Original/Omicron BA. 4-5 moske J1a ce MpUIIOKH Hali-MaJIKO 3 Mecera Clie]l mocjeHaTa
no3a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA. 4-5 e nokasana camo 3a JIHIia, HOJTy4YHIH MPEIX TOBA Hall-MaIKOTO
Kypc Ha TbpBUYHA BakcuHaIms cperry COVID-19.

Mougs, nonuraiite Bamuysa MEIUIIMHCKY CENUATIUCT, KOWTO IIE OCTaBd BaKCUHATa, 1aJId OTrOBapsTe
Ha yCJIOBHATA M KOTa € MOIXOAIIOTO BpeMe 3a OycTep jo3ara.

3a noapoOHa HHPOPMAIU OTHOCHO Kypca Ha ITbPBUYHA BAaKCHHALIWS TIPH JIMIIA HA BB3PACT 5 10
11 romwaM, Mo, BIKTE JIMcTOBKaTa 32 Comirnaty 10 MuKporpama/mo3a KOHIIEHTpAT 3a
WHKEKIIMOHHA JANUCTIEPCHSL.

AKO MMate HIKaKBH JOMBIHUTEIHH BBIIPOCH, CBbp3aHH ¢ yroTpebara Ha Comirnaty
Original/Omicron BA.4-5, nonuraiite Barms gekap, GpapMareBT Wik MEIUIUHCKA CECTPA.

4, Bb3MOKHE He)KeJIaHU pPeakIun

Kakro Benuku Bakcuau, Comirnaty Original/Omicron BA.4-5 Moske 1a mpein3BrKa HeXeJIaH!
peaKiiu, BBIPEKH Y€ HE BCEKH I'M MOJTy4aBa.

MHOro 4ecTH He:KeJIAHU PeaKIMU: MOraT Ja 3acerHar moseye ot 1 Ha 10 gymm
Ha MSICTOTO Ha MHXKEKTHUpPaHe: 00JKa, OTOK

yMopa

ri1aBo0oJIne

00JIKa B MYCKYJIUTE

BTPHICaHE

00JIKa B CTaBUTE

JHApHsT

MTOBUINIEHA TEMITEpPaTypa

YecTH HexkeTaHU peaKIMM: MOTaT Ja 3acerHar a0 1 Ha 10 gymm

o rajicHe
o MOBPBIIIAHE
. 3ayepBsBaHE Ha MACTOTO Ha WHXKEKTUpaHE (,,MHOTO 4eCTH" IIpHu Bb3pacT 5 10 11 roanHm)
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HeuecTu HexkeTaHU peakiMu: MoraT jaa 3acerHat A0 1 Ha 100 gy
yrojaemMeHu JIuM(pHU Bb3IH (HaOII0AaBa ce MO-9eCTo clie] OycTep 103aTa)
HEPA3MOI0KEeHHE

Ooika B pbKaTa

Oe3chHME

c1:p6e>x< Ha MACTOTO Ha MHKCKTUPAHE

aJepTUYHU PEaKIny KaTo OOPUB MM ChPOEK

ycellane 3a c1aboCT HiTH JIUIICa Ha CHEPTHsI/CHHINBOCT
HaMalleH aleTUT

3amaiiBaHe

MPEKOMEPHO H3MOTSIBaHE

HOIITHN U3II0TABAHUA

Penku Hexxenanu peakuum: Morat ja 3acersat 1o 1 #a 1 000 gymm
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIUIIETO
. QJICPTUYHH PEAKIIUU KaTO YPTHUKAPUS WM MOJyBaHE Ha JTUIIETO

MHoOro peaku He:KeJIaHu peakuuu: Moxke fa 3acertat o 1 #a 10 000 xymm
. BB3MAICHUE HA CHPACYHUS MYCKYJ (MHOKAPIUT) MU Bh3MAJICHHE HA BhHINHATA OOBHBKA HA

chpreTo (IepUKapanT), KOETO MOXKE J1a JOBEe 10 3aIyX, ChpIeOnueHe nin 00JKa B TbPIUTE

C Heu3BecTHA 4eCcTOTAa (OT HATMYHUTE TAHHU HE MOXe J1a ObJIc HAallpaBeHa OLICHKA)

o TEKKa aJepruiHa peaxius
o OOIIMpPEH OTOK Ha BaKCHHUPAHUS KPalHUK

. OTOK Ha JIMIETO (IOAYyBaHe Ha JIMIIETO MOXKE Ja ce MOSBU NPH MAMEeHTH ¢ AepMaiieH GHIbp)
. KOXKHa peakius, moj GopMarta Ha YepBEHHU MEeTHA WK OOpUB MO KOXaTa, KOUTO MOXe J1a

U3TIIeXJa KaTo ,,MHUIIEeHA™ HIIH ,,0MBOJICKO OKO™ C TBMHO YE€pPBEH LEHTBP, OKOJIO KOMTO NMa I10-
CBETIM YePBEHU KPBIroBe (epuTeMa MynTHPOpME)

o HEoOMYaitHO ycellaHe 1o Ko)Kara, KaTo M3TPhIIBaHE WIIK MpaBy4KaHe (apecTe3us)

o HaMaJIsIBaHE Ha YCCUIaHHsTAa WK YyBCTBUTEIHOCTTA, OCOOCHO Ha KOXKaTa (XUIIECTE3Msl)

o TEKKO MEHCTPYaJIHO KbPBEHE (IIOBEYETO CITyyau U3IJIeXK/a He ca CepPHO3HU U ca C BpEMEHEH
xXapakTep)

ChodaBaHe HA HesKeJIAHU PeaKIuu

Ako Barmieto nere moiy4n HIKaKBH HEXEJIaHU JIEKAPCTBEHU PEaKIInH, yBeaoMere Bamms nekap,
(hapManeBT WM MEJUIIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH Bh3MOXKHH HEOMMCAHH B Ta3H JHCTOBKA
HEeXeNaHW peakui. MOoXKeTe ChINOo J1a ChOOIUTE HEXEIaH! PEaKIu TUPEKTHO Ype3 HallMOHATHATA
cUCTeMa 3a ChoOIIaBane, mocoueHa B [lpmiokenue V, u 1a BKIFOYUTE TAPTUIHUAS HOMEP, aKO €
Hanmu4ieH. Karo cho0niaBate HexeIaH! peakiiy, MOXKETe Jia aJIeTe CBOS MIPUHOC 3a MOJy4YaBaHe Ha
noBeve HHPOPMAIHsI OTHOCHO OE30MIACHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak 1a chxpansBare Comirnaty Original/Omicron BA.4-5

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

CJ'ICI[BaH_IaTa I/IH(l)OpMaI_II/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HAa TOAHOCT U pa60TaTa € IMpcAHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICIUAJINCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsA3aH BEPXY KaPTOHEHATa ONAaKOBKA H
eTukeTa cien ,,[ ojeH 10:“. CpoKbT HA TOJHOCT OTrOBaps Ha MOCIEHHS ACH OT MOCOUCHHS MECEII.

Ja ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

I[a CC CbXpaHsBa B OpUT'MHAJIHATA OIIAKOBKA, 3a Aa CC MPEAIasu OT CBCTIIMHA.

299


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Bakcunara ce mony4daBa 3aMmpasena rnpu -90°C mo -60°C. Crnex mosrydyaBaHe 3aMpa3eHaTa BaKCHHA
MOXe 11a ce cbxpansaBa win npu -90°C mo -60°C, nau npu 2°C mo 8°C.

Koraro ce cpxpansiaT 3ampaszenu npu -90°C no -60°C, onakoBkure ¢ 10 prnakoHna BakcuHa MOTaT Ja
ce pasmpassar mpu 2°C no 8°C 3a 4 gaca, a equHUIHA (PIIAKOHU MOTAT J]a CE pa3MpassT IMpH cTaitHa
temriepatypa (1o 30°C) 3a 30 MUHYTH.

Cren xaTo BeTHBXK € U3BaJIcH OT Gpu3epa, HEOTBOPEHUAT (DIAKOH MOXKE JIa Ce ChXpaHsIBa U
Tpancnoptupa B xiaaamwtHuk npu 2°C no 8°C mo 10 cexmurm, 6€3 1a ce mpeBUIlaBa OTIeYaTaHUSAT
cpok Ha roaHocT (['omen no:). Bepxy kaproHeHaTa omnakoBka TpsiOBa J1a ce 0TOeIeXH HoBaTa J1aTa, 10
KOSITO TpsiOBa J1a ce U3XBBPIH ciel chbxpaneHue npu 2°C o 8°C. Cnen KaTo BEIHBX € pa3MpaseHa,
BaKCHHa HEe MOXKE Jla Ce 3aMpa3siBa MOBTOPHO.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT Jia C€ ChXpaHABaT 10 12 yaca mpu TemmnepaTtypa
Mexay 8°C u 30°C.

C pa3mpasenute hIaKkoOHH MOKE J1a ce paOOTH B YCJIOBHSI Ha CTailHa CBETIIMHA.

Crnen paspexaane, cbxpansBaiite Bakcunarta mpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 gaca, koeTo BKITIOUBa /10 6 "aca BpeMe 3a TpaHCTIopTUpaHe. M3XxBbprere Hen3noa3BaHaTa BAKCHHA.

He usnomn3paiite Ta3u BakCHUHA, aKO 3a0€ICKUTE BUIMMHU YACTHUIIM B pa3peicHaTa JUCIICPCHS UK
MPOMSHA B IIBETA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIM3alUATa WM KOHTEWHEpa 3a JoMallHu oTHaablu. [lonuraiite
Bamus apMarnieBT Kak Ja U3XBbPIIATE JICKapCTBaTa, KOUTO Be4Ye HE U3MoJ3Bare. Te3u MEepKH Iie
CIIOMOTHAT 3a OIa3BaHE HAa OKOJIHATA CPENa.

6. Chabp:kaHHe HA OMIAKOBKATA M TOMbJIHUTETHA HHpopManus

Kakso cbabp:xa Comirnaty Original/Omicron BA.4-5
. AxtuBnu BeniectBa Ha MPHK Bakcunara cpeury COVID-19: To3unamepan u (haMTO3MHAMEPaH.
Crnen paspexaane ¢iakoHbT chabpka 10 go3u no 0,2 ml ¢ 5 Mukporpama To3uHamMmepaH
(opurunanna) u5 mukporpama pamrozuHamepan (Omicron BA.4-5) na no3a.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmin)azane i )ouc(xekcan-6,1-1mumn)ouc(2-XeKCHIIeKaHOaT)
(ALC-0315)
- 2-[(monuetmnenrankon)-2000]-N,N-gurerpanermnareramug (ALC-0159)
- 1,2-nucreapowni-sn-riuiepo-3-pocdoxonun (DSPC)
- XOJIECTEPOIT
- TPOMETaMOJ
- TPOMETAaMOJIOB XHPOXJIOPU]L
- 3axaposa
- BOJIa 32 MHKEKIHH

Kak m3rae:xaa Comirnaty Original/Omicron BA.4-5 1 KakBo ChIbPsKa 0OMAKOBKATA
Bakcunata e 0sta 10 nmoutu Osuta mucnepeus (PH: 6,9 — 7,9), nocraBsiHa B MHOT01030B (hJIAKOH €
10 no3u — npo3paueH ¢uakoH (cTbkio THI 1) 2 ml, ¢ rymMeHa 3amymanka 1 ¢ alyMUHHEBa 00KaTKa 1
OTYYTIBAILO CE OPAHKEBO IIACTMACOBO Karayge.

Bunose onakosku: 10 ¢uakona i 195 drakona

He Bcuuku BHIOBE OIIAKOBKU MOTaT fa ObJAT MyCHATH B IPOAaKOa.
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IIpuTe:kaTesn Ha pa3pelieHUETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

IMpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benarus

3a AOBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN HAa PUTEKATEISI HA Pa3pelIeHHETO 3a yrnorpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. sr.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500



France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

JlaTa HaA moCJIeAHO npepa3riexaane Ha yucropkara {MM/TTTIT}

CkanmpaiiTe Kozja ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOTYYHTE JINCTOBKATA HA PA3IUYHU €3UITH.

URL: www.comirnatyglobal.com

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus

1o JiekapcTBata http://www.ema.europa.eu.

Ta3u nucToBKa ¢ HanMuyHa Ha Becuuku e3unu Ha EC/ENII Ha yeOcaiita Ha EBporeiickaTa areHIus o

JIeKapcTBaTa.

ITocouenara mo-10Jay I/IH(l)OpMaIII/IH € NMpeIHasHa4YeHa CaMoO 3a MCIUIIUHCKH CIICHIHUATUCTH:

Hoszara Comirnaty Original/Omicron BA.4-5 ¢ 0,2 ml, npusiarana HHTPaMyCKYJTHO.


http://www.comirnatyglobal.com/
http://www.ema.europa.eu/

TpsiOBa 1a Ma HHTEPBAJI OT Hal-MaJIKO 3 Mecella MeXIy mpuiokeHuero Ha Comirnaty
Original/Omicron BA.4-5 u mpeauiHara, mocaeIHo IPHIoKEHa, 103a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e nmoka3zana camo npu JIMIA, HOJXYyYHIH IPEIU TOBa Hal-MaJIKOTO
Kypc Ha mbpBUYHA BakcuHarus cpemry COVID-19.

IIpocnenumoct

3a f1a ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO 1A CE 3aIUCBaT.

VYkazanus 3a padora

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a TpsOBa jia ce IPUrOTBUA OT MEIUIIMHCKH
CIICIIAJINCT, KaTo Ce U3IO0JI3BA aCeNTUYHA TEXHUKA, 3a Jla C€ FapaHTHpa CTEPUIIHOCTTA Ha
IPUTOTBEHATA TUCIICPCHSL.
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IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIHEHTPAT 3A UHXKEKIITMOHHA JUCHEPCHUS (AELTA

HA 5 10 11 TOJJMHM)

5/5 pg

Opan:keBO Kamave

Comirnaty
Original/
Omicron BA.4-5

Caen paspexnane

[IpoBepeTe nanu GIIaKOHBT € C
OpaHXeBO ITACTMACOBO Kamaye u
OpaHXeB KOHTYP, OTPasKIalll
€THUKETa, U IaJI MIMETO Ha POIYKTa
e Comirnaty Original/Omicron
BA.4-5 (5/5 mukporpama)/no3a
KOHIICHTPAT 32 MH)KEKI[MOHHA
JIHCTICPCHSI.

AKXO (JIaKOHBT € C OPaHIKEBO
IUIACTMACOBO Karayde M OPaHKeB
KOHTYp ¥l HIMETO Ha IPOAYKTa €
Comirnaty 10 mukporpama/no3a
KOHILICHTPAT 32 MHKEKIIMOHHA
JMCIIEPCHs], MOJISI, HAallpaBeTe
CIIpaBKa C KpaTkaTa
XapaKTEepUCTHKA Ha MIPOIYKTa 32
ta3u GpopMma.

AKXO (JIaKOHBT € C JTHITABO
IUIACTMACOBO Karaue, MOJIS,
HalpaBeTe CIpaBKa C KpaTKara
XapaKTEepUCTHKA Ha MIPOIYKTa 32
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 32 MH)KEKIIMOHHA
JIMCTICPCHSI.

AKO (QIIaKOHBT € ChC CHUBO
IJIACTMACOBO Karade, MoJIs,
HarpaBeTe CIpaBKa C KpaTKara
XapaKTepUCTHKA Ha MPOIYKTA 32
Comirnaty 30 Mmukporpama/mno3a
WHKEKIIMOHHA AHUCTIEPCHs,
Comirnaty Original/Omicron BA.1
(15/15 muxporpama)/noza
WHKEKIIMOHHA JNUCTIEPCHUS W
Comirnaty Original/Omicron
BA.4-5 (15/15 mukporpama)/no3a
WHXCKIIMOHHA AUCIICPCHL.

AKko QraKoHBT € ¢
Ka(sBO-4YEPBEHUKABO IIACTMACOBO
Karade, MOJIsi, HallpaBeTe CIIPaBKa ¢
KpaTKaTa XapaKTepHUCTHKa Ha
npoaykra 3a Comirnaty

3 MUKporpaMa/no3a KOHIEHTPAT 3a
MHKCKIIMOHHA TUCTICPCHSL.
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MPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIHEHTPAT 3A UHXKEKIITMOHHA JUCHEPCHUS (AELTA

HA 5 10 11 TOJJMHM)

Ja ce cbxpansiBa
10 10 cenmunm
npu 2°C g0 8°C.

AKO MHOT'0JI030BHSAT (hJTaKOH Ce
ChXpaHsIBa 3aMpa3cH, TOH TpsOBa
Jla ce pa3Mpasu npeau ynorpeoa.
3ampazenute (IakoHH TPAOBa Ja
ce MpeHecar B cpejia ¢ TeMIeparypa
2°C mo 8°C, 3a ga ce pa3Mpassr;
pa3MpassBaHETO Ha eTHA OMAKOBKa
¢ 10 dakoHa MOXke Jja OTHEME

4 qyaca. YBepere ce, ue prakoHUTE
Ca HAITBJIHO pa3Mpa3eHH Mpean
ynotpeoa.

Crnen npemecTBaHe Ha (rIakoHUTE
3a cexpanenue npu 2°C mo 8°C,
KOpHUT'HpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeorBopenure ¢grakoHu MoraTt na
ce cpxpansBar 10 10 ceqMuIy npu
2°C no 8°C, 0e3 na ce mpeBHIlIaBa
OTIIEYATAHUAT CPOK Ha TOTHOCT
(C'onen mo:).

Bb3moikeH e cblilo Apyr BapuaHT,
NPY KOWTO eIMHUYHH 3aMpa3cHU
(h1akoHM MOXeE Jla ce pa3Mpassr 3a
30 MUHYTH TIpH TEMIIEpaTypa 10
30°C.

[Ipean ymoTpe6a HEOTBOPEHUST
(hmakoH MOKE J1a ce ChXpaHsIBa 10
12 gaca npu temneparypa mo 30°C.
C pa3mMpasenute (IakoHH MOXKeE Ja
ce paboTH B yCIIOBUS Ha CTaiHa
CBETIIMHA.
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CMECBAHE IPEIU PA3PEK/IAHE HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOTPAMA)/I03A KOHIHEHTPAT 3A UHXKEKIITMOHHA JUCHEPCHUS (AELTA

HA 5 10 11 TOJJMHM)

g

Buumarenno 10 meTn

OcraBete pa3MpazeHHAT (PIaKoH
71a TOCTUTHE CTaifHa TemIepaTypa
W BHUMATEJHO T0 00BbpHETE

10 mpTH npenu paspexaane. He
pa3kiiaianre.

[Ipenu pa3pexnane pazmpaseHaTa
JHCTIEPCHS MOXKE 1a ChIABPXKA
0enu 10 mouTy Oeny HeMpo3padHu
aMop(HU YaCTHIIH.

PA3PEK/IAHE HA COMIRNATY ORIGINAL/OMICRON BA.4-5
(5/5 MUKPOT'PAMA)/IO3A KOHIUEHTPAT 3A UHXXEKIIMOHHA JUCHEPCHUS (AELHA

HA 5 JIO 11 TOJUHM)

b (.

/

1,3 ml narpues xaopux 9 mg/mi (0,9%0)

HHKEKIHOHEH Pa3TBOP

Pa3mpasenata BakcuHa TpsiOBa 1a
ce pa3pe/ld B HEMHUS OpUTHUHAJICH
¢makon ¢ 1,3 ml HaTpueB xJI0pug
9 mg/ml (0,9%) nHxekunoHeH
pas3TBOp, KAaTO Ce€ U3IOJI3BA UIJIA
21 G, uu Mo-ThHKA, M aCENTUYHA
TEXHUKA.
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H3reraere 6ytajioro a0 1,3 ml, 3a na
OTCTPaHHUTE Bb3IyXa OT (pIaKoHA.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
1,3ml BB3IYyXx B WH3Npa3HEHaTa
CIPUHIIOBKA Ha pa3peanuTeIs.

=

Buumarenano 10 noTn

BuauMatenHo o0bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osu1a 0 IoYTH Osita
aucriepcus 0e3 BUIMMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHa [IPU HaJIM4YUE HAa YacTULU
WM IPOMSIHA B LIBETA.

307




Yac 3a
U3XBbpPJIHE

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObIaT 0TOeNsA3aHN CHOTBETHUTE
JlaTa u 4ac.

Cren paspexnaHe, CbXxpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY ORIGINAL/OMICRON
BA.4-5 (5/5 MUKPOI'PAMA)/103A KOHIEHTPAT 3A UHXXEKIITMOHHA JUCIIEPCHUS

(IELA HA 5 JIO 11 TOJJAHHN)

0,2 ml pa3penena BakcuHa

Crnen pa3pexaane GJIaKOHBT
ChABpKa 2,6 ml, OT KOUTO MOTaT
na ce usreryar 10 gosu mo 0,2 ml.
Karo n3nonseare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (IaKoHa C TAMIIOH 32
€IHOKpaTHa ynoTpeda, HaloeH ¢
AHTHCETITUIEH Pa3TBOpP.
Uzrernere 0,2 ml Comirnaty
Original/Omicron BA.4-5 3a nena
Ha BB3pact 5 10 11 roguxy.

TpsiOBa 1a ce U3MOI3BAT
CTIPUHIIOBKH W/WJIH UTJTH C MATbK
MBPTHB (HEU3IOJI3BaeM) o0eM, 3a
na ce nzreraar 10 1o3u oT enuH
(hnaxon. KomOuHarusra ot
CTIIPUHIIOBKA ¥ UTJIa C MATThK
MBPTHB 00eM TpsIOBa Ja UMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHITOBKY U UTJIH, MOYXKE J1a HAMa
JocTaThuyeH 00eM 3a M3TErJIIHE Ha
JeceT 103 OT e€ANH (PIIaKoH.
Bcesika mo3a TpsOBa 1a Chabppika
0,2 ml Bakcuna

AKXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pi1akOHa BaKCHMHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBpIETE (DIaKOHA U U3TUITHUS
obeMm

W3xBBHpIeTe HEU3MoN3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe/l pa3pexiaHe.

HN3xBbpasine

Hewusnon3pauusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaAHM.
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