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 Kamadye U ChIbpPIKaHUETO My TpsiOBa J1a ce pa3peu npenu
yrotpeoa.

Enun dnaxon (0,45 ml) ceappixa 6 mo3u no 0,3 ml cnex pa3pexaane, BuxTe TOUKU 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/mo3a KOHICHTPAT 32 MH)KEKIIMOHHA JIUCIICPCHs € 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).

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 npoabikar ¢ Comirnaty, 3a 1a 3aBbpIIAT IBPBUYHHS KYPC.

Hozute Comirnaty 30 Mukporpama/io3a KOHIEHTPAT 32 HHKEKIIMOHHA AUCIIEPCHS CIIE] pa3pexaaHe

(moctaBsiH BBB (u1akoH ¢ nuiiaBo kKanaue) u Comirnaty 30 MukporpaMa/mo3a HHXEKINOHHA
Jucriepcust (JOCTaBsSH BbB (DJIAKOH ChC CHBO Kallaue) ce CYMTAT 33 B3aMMO3aMEHSICMHU.

bycmep 0oza

Bycrep mo3a Comirnaty TpsioBa fa ce NpHiI0KH HHTPaMyCKYJTHO HE IO-paHo OT 3 Mecela cliex
mbppBUYHUS Kypce ¢ Comirnaty Ha Mna Ha Bb3pacT 12 u moBeye roAMHU.

Comirnaty Mo’ke CBITIO Jia Ce MPUIIOKHU KaTo OycTep m03a Ha JINIA Ha BB3pacT 18 u moBeue ToauHuy,
MOJYYHIIH TBPBUYEH KypC, CheTOsI ce oT apyra MPHK BakcuHa uiu aJieHOBUPYCHA BEKTOPHA

BaKCHHa.

Heduamputma nonyaayus

[Ipennara ce nmeguaTpuyHa JiekapcTBeHa hopmMa 3a aena Ha Bb3pacT 5 10 11 rogunu (T.e. Ha Bb3pacT 5
no mox 12 roauun). 3a moapoOHa nH(OpPMAITUs, MOJISI BIXKTE KpaTKaTa XapaKTepUCTHKA Ha TIPOIYKTa
3a Comirnaty 10 Mukporpama/ao3a KOHIICHTPAT 32 WHXKEKIIMOHHA JTUCTICPCHSL.

bezonacHocTTa 1 e(bI/IKaCHOCTTa Ha Comirnaty Inpu A€1a Ha Bb3PpacT IOJ 5 TOAMHHK BCE OLIC HE Ca
YCTAaHOBCHH.

Honynayus 6 cmapuecka 8b3pacm

He ce nanara KOpUTrupaHe Ha A03aTa IIpU JIula B CTapUCCKa Bb3pacT > 65 T'OOWHH.

Hauun Ha OPHUITOKCHUC

Comirnaty 30 Mmukporpama/mno3a KOHIIEHTPAT 3a MEKEKIIMOHHA TUCIIEPCHs TPSAOBa /1a ce mpuiara
HHTPAMYCKYJIHO CJIe] pa3pexaaHe (BxK. Touka 6.6).

Cren paspexaane ¢uiakonnte Comirnaty chabpikat 6 go3u BakcuHa 1o 0,3 ml. 3a na ce u3rerysr

6 no3u oT equH (pyakoH, TpIOBa Aa Ce M3MOI3BAT CIPUHIIOBKY /MM UIJIM C MaTbK (HEU3ITOI3BACM)
MBPTHB 00eM. KoMOUMHaIMATa OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa J]a ©Ma MBPTHB
00eM He Mo-roJisM OT 35 MUKpOIUTPa. AKO € U3IMOJ3BAT CTAHIAPTHU CIIPUHIIOBKY U UTIH, MOXKE Ja
HsIMa JIOCTaThueH 00eM 3a U3TETIISIHE Ha IIeCT J103H oT enuH (rakoH. HezaBucumo ot Buia Ha
CIIPUHIIOBKATA U UTJIATa:

. Besika mo3a TpsioBa ma ceaspka 0,3 ml BakcuHa.

o AKO KOIMYEeCTBOTO Ha OCTaHajiaTa BbB (pJlakOHA BaKCHHA HE MOJXKE J]a JOCTABH €/IHa I[s1a 1032
ot 0,3 ml, u3xBbprere ¢akoHa ¥ U3TUIIHAS 00EM.

. He cp0upaiite m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

HpeZ[HO‘II/ITaHOTO MACTO € ACITOUAHUAT MYCKYJI B TOpHATa YaCT HA pbKaTa.

He nmxekTupaiite BakcuHaTa HHTPAaBACKYJIApHO, TIOJKOKHO MM UHTPAIePMaJIHO.



Bakcunara He TpssOBa /1a ce cMecBa B €IHA U ChIIIA CIIPUHITOBKA C APYTH BAKCHHU WIIH JICKAPCTBEHU
MIPOTYKTH.

3a mpenanasHuTe MEPKU, KOUTO TPSAOBA J1a OBAT B3ETH MPEAH MPIIOKEHUE HA BAKCUHATA, BUKTE
Touka 4.4,

3a ykazaHHUsATa OTHOCHO pa3MpassiBaHEeTO, paboTara U U3XBHPJITHETO HA BAKCHHATA BUKTE TOUYKa 6.6.
4.3 IlpoTMBONOKA3aHUS

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

4.4  CpoeuuajHu npeaynpe:kaeHUst U Npeana3Hu MepPKH NPH ynoTpeda

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa SCHO J1a CE 3amMCBarT.

OO0 OpenopbKu

CspvxuyscmeumenHocm u aHaguiaxcus

Nma cpoOienus 3a ch0uTHA Ha aHadrakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TTOAXOISII0
MEAMIIMHCKO JICYCHHUE U Ha0JII0ICHUE B Cydai Ha aHa(UIaKTHYHA PEeaKIys CIIe]] MPUIOKEHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEITHO HAOIIO/IECHUE B MTPOIBIDKCHUE Ha Hal-Malko 15 MUHYTH ciief
BakcuHaIusATa. He TpsiOBa ma ce mpuiara ciieqipamia J03a OT BAKCHHATA Ha JIUIA, TTOTYIHITH
aHadumakcus cien npeauiiaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTBYBA IMOBHILEH PUCK OT MUOKAPIUT U MEpUKapauT cien BakcuHarmsa ¢ Comirnaty. Te3u
3a00JsIBaHMS MOTAT J1a CE PA3BUAT JI0 HAKOJKO JTHM CJICJ BAKCHHALUATA U HACTHIIBAT MIPEIUMHO B
pamkute Ha 14 nuu. Te ca HaGmIOaBaHU MO-YECTO CJIe]] BTOpaTa BAaKCHHAIUS U [T0-YE€CTO NMPH FOHOIIH
U TIO-MJIaJX MBXKe (BX. Touka 4.8). Hannuaute 1anHu NMokas3BaT, 4e MPOTUYaHETO HA MUOKApAUT U
NEePUKAPIUT CJICA BAKCHHALMATA HE C€ pa3indaBa OT TOBA IPH MUOKAPIUT WIH HEPUKAPAUT KaTo
LSUI0.

MenunuHCKHUTE CIIeHAINCTH TPsOBa 1a ObJaT OAUTENHN 3a IPU3HALUTE K CHMIITOMUTE Ha
MHUOKapIUT U TIepUKapAnT. BakcnHupanuTe muia (BKIFOYUTEITHO POAUTEINTE WIIH OOTPHIKBAIIIATE
JuIa) TpsOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TTOKA3aTETHH 32 MHOKAPIUT WK MIEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTETHA) 00JIKa B
I'bPIUTE, 380yX WIH NaJIUTALUN CJIC] BAKCUHALIUATA.

MGZ[I/IHI/IHCKI/ITG CIICINaJInCTH Tp516Ba Ja Ha1rmpaBAT CIIpaBKa C pPbKOBOACTBATa H/WIn CIICIUAJIMCTUTEC 3a
JAUArHOCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

Puckbt oT MuokapauT ciient Tpera qo3a Comirnaty Bee OIlie HE € OXapaKTepH3UpaH.

Peakyuu, cevpzanu c mpegoscnocm

BoB BPpB3Ka CbC CaMUs IMPOLEC Ha BAKCUHALIMA MOTraT Jia Bb3HUKHAT pCaKur, CBbP3aHu C
TPEBOXKHOCT, BKJIIFOUUTEIIHO Ba30BAarallH PeaKIMU (CUHKOI), XUIIEPBEHTUIIALMS WM PeaKiiH,
CBBP3aHU ChC CTpeca (Hamp. 3aMastHOCT, MAJIHUTALINH, YCKOpEHa ChpIedHa 4eCTOoTa, IPOMEHH B
KPBBHOTO HAJIITaHEe, ITApeCcTe3us, XUIeCTe3Hs M U3MOTABaHe). Peakunure, CBBp3aHU ChC CTpeca, ca
IPEXOJHU U OT3BY4aBaT OT caMo cebe cu. Xoparta Tps0Ba aa ObJaT HOCHBETBAaHU Aa MHGOPMUpAT 3a



TE3W CHMIITOMH BaKCHHUPAIIKS TH 3a OIICHKAa. BakHO € 7a ce B3eMaT IpeIa3Hu MEpKH, 3a Jla Ce
MpeI0TBpaTH HapaHsSIBaHE OT IPUITaIaHe.

Cvnvmcemeawo 3abona6arne

Bakcunanusra TpsiOBa 1a ce OTJIOKH IPH JIMLA, CTPAJAIH OT OCTPO TEXKO (HeOpUITHO 3a00IsIBaHe
uii octpa uHdpeknusa. HamudareTo Ha eka nH(EKIHS 1/WId HEBUCOKA TeMIlepaTypa He TpsOBa 1a
CTaBa MPUYKHA 3a OTJIaraHe Ha BAaKCHHAIIUATA.

Tpomboyumonenus u HapyuwieHUs Ha KPbBOCHCUPEAHEMO

KakTo nipu qpyru MHTpaMyCKYJTHH WH)KEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JUIa, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOIIUTOTICHHSI UM HIKAKBO
HapyIIeHUE Ha KPhBOCHCUPBAHETO (KaTO XeMO(DUIIKs), Thil KaTO IIPH TE3H JIMIIA MOTaT Jia Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHHHU CJIE]] HHTPAMYCKYJTHO TIPIJIOKEHUE.

HUmynokomnpomemupanu auya

EdukacHocTTa 1 6e30macHOCTTa Ha BAKCHHATA HE ca OLICHEHU TP UMYHOKOMIIPOMETHPAHH JINIIA,
BKJIIOUMTEITHO TE3H, MOIyYaBalld UIMyHocynpecuBHa Tepanusi. E¢pukacnoctra Ha Comirnaty Moe n1a
€ TI0-HHMCKa MPH UMYHOKOMIIPOMETHPAHH JIUIIA.

[Ipenopbkara 1a ce 00CHIM MPUIOKEHUE HA TPETA J103a MPU TEKKO UMYHOKOMIIPOMETHPAHH JIUIA Ce
0a3upa Ha OrpaHUYCHU CEPOJIOTUYHH JIAHHH B JIMTEpATypaTa OT CepHsl CIydau OT OBJIA/ISIBAHETO HA
KIIMHUYHUTE CUMIITOMH TIPY TAIIMEHTH C STPOTCHHA UMYHOCYIIPECHUs CJIe]] TpaHCILIaHTAIlUs Ha
conuzieH oprad (Bx. Touka 4.2).

HpOObJZDfCMmeJZHOCWl Ha 3awumama
HpOIL’bH)KI/ITeHHOCTTa Ha 3amuTraTta, NpeaocTaBsiHa OT BaKCHUHATa, HE € U3BCCTHA, THH KaTo TS BCE oIe
C€ onpeacid B TCKYIIU KIIMHUYHUA ITPOYYBaHUA.

Ozcpanuuenus Ha epexmusHoOCmMma Ha 8aKCUHAMA
KaxkTo mpu Bcsika BakcwHa, BakcuHanmaTa ¢ Comirnaty Moke Ja HE 3alllUTH BCUYKH BaKCHHHUPAHH.
Jluma Mosxe 1a He ca HAIBIIHO 3alUTeHH A0 7-MUs JIeH ClIe] BTOpaTa /1032 OT BaKCHHATA.

ITomontHm BemecTBa

Tasm BakcHHA ChABPIKA IMO-MaJIKo OT 1 mmol kanuit (39 mg) Ha m03a, T.e. MOXKE Ja ce Kaxke, ue
NPaKTUIECKU HE ChIbPiKa KA.

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

4.5 B3aumopneiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHe
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.
CrpreTBanioTo NprtokeHre Ha Comirnaty ¢ Ipyrd BAKCHHU HE € IPOYYEHO.

4.6 @epTHIANTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Ul onemusiT 06eM OT JaHHHM, MOTYYCHH OT HAOIIOJJCHUETO Ha OPEMEHHH KECHHU, BAKCHHUPAHU C
Comirnaty mipe3 BTOpHUS U TPETHsI TPUMECTHP, HE TTOKA3BaT yBEIMYABaHE HA CIIydanTe Ha OpeMEeHHOCT
C HeXellaH U3Xo1. Makap 4e JJaHHUTE 3a U3XO0Jl OT OpPeMEHHOCTTA clie]l BAKCHHAIHS, TIPOBEJICHA TI0
BpEME Ha IbPBUS TPUMECTBP, OHACTOSILEM Ca OTPAaHUYCHH, HE ce HAaOJII01aBa MIOBHIICH PUCK OT
crioHTaHeH abopT. [IpoyyBaHusTa IPH )KUBOTHU HE TIOKA3BAT MPEKH MM HETIPEKU BPEIHU e(DEKTH,
CBBp3aHU ¢ OPEeMEHHOCTTa, EMOPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO WM MOCTHATATHOTO
pasButHe (Bk. Touka 5.3). Comirnaty Moske Jja ce mpuiiara 1o BpeMe Ha OpeMEHHOCT.



Kspmene
He ce ovakBat eexTr mpu KbpMEHH HOBOPOICHH/KbpMadeTa, Thil KATO CUCTEMHATa SKCIIO3UITUS Ha
kbpMaukara Ha Comirnaty € He3HaunTeTHA. JJaHHUTE OT HAOIIOACHUETO Ha JKEHH, KOUTO ¢a KbpMEITH

CJIe]] BAKCHHAIIWS, HE TIOKa3BaT PUCK OT HEXeNNaH! e()eKTH MPHU KbpMEHH HOBOPOJICHN/KbpMadeTa.
Comirnaty MoXe Ja ce mpujara B epuoJa Ha KbPMEHE.

DepTunuTer

IIpoyuyBaHUATA TIPH KUBOTHH HE TIOKA3BAT MPEKH WITH HEMPEKH e(DEKTH, CBBP3aHH C PEMPOIYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BbpXy cnioco0HocTTa 32 ogupaHe u padora ¢ MAIIUHA

Comirnaty He TIOBIIASIBA WJIN TIOBJIHSIBA TIPEHEOPESKMMO CITIOCOOHOCTTA 3a modupane u padboTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO Ja TOBIUSST
CITocoOHOCTTA 3a modupaHe Wi paboTa ¢ MaIuHU.

4.8 Hexkenanm iekapcTBeHH peaKlUH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha BB3pacT 16 WK MoBeYe TOAMHHU Ca TMOIYUMIH [TOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYE FOJUHH Ca HOIYIHIN
wiane6o (BkrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCHHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyacTHuLM Ha BB3pacT 16 WM moBeye roAMHU ca
nosryamiiy 2 o3 Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouyBaHe Ha naHHUTe 13 mapt 2021 1. 3a
U1a11e00-KOHTPOIMPAHUS 3aciIeleH IIepHOo Ha IIPOCIIeIsBaHe O AaTUTE Ha pa3cliensBaHe Ha
ydactHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
wiane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca NpocieIsiBaHu B IPOIBJDKEHUE HA >4 Mecela Cllek
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyunau Comirnaty, u 7 407, monyannu
wianedo) yqacTHuIm ot 16- 10 55-roauiinna 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 roJAWHU, TIOTYIHIN

2 no3u, ca 6oska Ha MACTOTO Ha HHXKekTHpane (>80%), ymopa (>60%), rmaBodonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), nupekcus 1 MogyBaHe HA MSICTOTO HAa MHKEKTUPaHE
(>10%) 1 0OMKHOBEHO ca JIEKH WM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JIHU cJie]] BAKCHHAIMATA. MaJIko M0-MaJika 4ecToTa Ha ChbOMTHUSATA Ha PEaKTOTEHHOCT CE CBBP3Ba C IO~
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouTo ca omu ceporo3uTuBHE 32 SARS-C0OV-2 Ha U3X0AHO HHBO, € MOI00CH Ha
HaOJII0/IaBaHUs TIPU 00IIAaTa IMOIYIaIHs.

FOnowu na év3pacm 12 0o 15 200unu — cned 2 0o3zu

[Tpu aHanu3 Ha JaHHKUTE OT JBJITOCPOUHOTO MPOCHesBane 3a bezomnacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyuniu miare60) ca Ha Bb3pact 12 1o
15 roguuu. Ot 11X 1 559 ronoru (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiun mianedo) ca
NpoCieIIBaHu B MPOIBIDKCHUE HAa > 4 Mecena ciiesi BTopata qo3a Comirnaty. OtieHKaTa Ha JaHHUTE
3a 6e3onacHoct B [IpoyuBane 2 nmpoabinkasa.



O6mmaT mpoduni Ha 6e3omacHocT Ha Comirnaty py FOHOIIN Ha BB3pacT 12 mo 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, nonydnnu 2 1034, ca 00jKa Ha MSICTOTO HAa MHKEKTUPaHE

(>90%), ymopa u rmaBodomnue (>70%), muanrus u Brpucane (>40%), aprpanrus u nupexcus (>20%).

Yuacmuuyu na éwv3pacm 16 u noseue 200unu — cied dycmep 003a

Enna moarpymna yyactauiu BbB ¢a3za 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 10
55 roauHu, 3aBBPIUININ IBPBOHAYAIHUSA 2-1030B Kypc ¢ Comirnaty, ca moiyduiau Oycrep 103a
Comirnaty npubiuszuteaHo 6 mecena (auanason 4,8 10 8,0 Mecena) cien nony4aane Ha J{o3a 2.

OO0muAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara ¢ MoAo0cH Ha HaOIroAaBanus cief 2 po3u. Haii-
YECTHTE HEXKEIAHU PEAKIMU IIPY YYACTHULIMTE Ha Bh3pacT 18 10 55 roauHu ca 60j1Ka Ha MICTOTO Ha
umkektupane (>80%), ymopa (>60%), rnaBobomnue (>40%), muanrus (>30%), BTprcaHe U apTpairus
(>20%).

B IlpoyuBane 4, mnae60-KOHTPOJIUPaHO MPOYyIBAHE C MPUIOKEHNE HA OyCcTep /1032, YIaCTHHUITH Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrep mo3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yyacTHuim) Haii-MaJko 6 Mecelia cje] BTopaTa 103a
Comirnaty. Karo 1151710, pu yuacTHHLIUTE, KOMTO ca MONY4YHIH OycTep /1033, MeAMaHaTa Ha BPEMETO
Ha NPOCIIeAsSBaHe Clie]l MPHIOKEHUETO Ha OyCcTep Jo3ara 10 AaTata Ha 3aKJIF0YBaHE HA TAaHHUTE

(5 oxromBpu 2021 1) e 2,5 mecena. He ca ycTaHOBeHM HOBH HexellaHu peakiuu Ha Comirnaty.

bycmep 003a creo nvpsuuna eaxcunayus ¢ opyea paspeutena 3a ynompeba eaxcuna cpewsy COVID-19
B 5 HesaBucHMHU mpoyuBaHus 3a yrorpebara Ha 6yctep qo3a Comirnaty mpH JIHIA, 3aBbPIIIN
ITbPBUYHA BAKCHHAIIMS C IpyTa paspeliena 3a ynorpeda akcuna cpemry COVID-19 (xerepomoxna
Oycrep 103a), HE Ca YCTAHOBEHH HOBH JaHHM, CBhP3aHHu ¢ Oe3omacHocTTa (Bxk. Touka 5.1).

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

Hexenanute peakiuu, HabII0aBaHu 110 BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30pPOSHH MO-10ITy,
CBIJIACHO CIICTHUTE KATETOPUH MO YECTOTA!

MHoro gectn (>1/10),

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

Heuectu (>1/1 000 o <1/100),

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

Mpuoro peaxu (<1/10 000),

C Hens3BecTHA 4eCTOTa (OT HAJIMYHHUTE JJAHHU HE MOYXe J1a Ob/Ic HAlpaBeHa OICHKA).

Ta6auna 1:  Hexesanu peakiuu oT KJIMHUYHATE Npoy4uBaHusi Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI OITUT MPH JIMIA HA Bbh3pacT 12 U noBeyve rofuHu
Cucremo- MHoro Yectu Heuectn Penxn MHuoro C
OpraHeH 4ecTH (>1/100 xo | (=1/1 000 no | (= 1/10 000 peaxku HEM3BEeCTHA
KJIac =1/10) <1/10) <1/100) 10 (<1/10 000) gyecToTa (0T
<1/1 000) HATHYHUTE
JaHHM He
MOKe 1a
Oobae
HATIpaBeHAa
OleHKa)
Hapymenus Jlumdanme-
Ha KPBBTa U HOMIaTus"
muMm¢HaTa
cucTema




Hapymenns Peaknuu Ha Amnadunaxcus
Ha CBPBX-
MMyHHaTa YYBCTBH-
cucTema TETHOCT
(Hamp. oOpuB,
[IpypUTyC,
ypTuKapus®,
aHruoenem®
Hapymenns Hamanen
Ha amneTuT
MeTaboII3M
an
XpaHEHETO
[Meuxuuau bescwvhue
HapyIICHHS
Hapymenus | ['maBoGosnme Jletaprus Octpa [TapecTesus’;
Ha HepBHATa nepudepHa XunecTe3us"
cucremMa JMLEeBa
napaumsa’
Cepacanu Muokapaut';
HapyIICHUS ITepukapaut”
CromaiuHo- | Tuapus” T'anene;
YpEBHU [ToBpri1ane
HapyLIeHUS r
Hapymenus Xunep- Epurema
Ha KOXKara u XUJ[PO3a; MynTudopme”
IIOJKOXKHaTa Homan
ThKaH HA3MI0TSBA-
HUS
Hapymenuns | Aprtpanrus; bonxka B
Ha Muanrust KpaitHuK"
MYCKYJTHO-
CKeJIeTHaTa
cucremMa u
ChEIMHUTEN
HaTa ThKaH
OO0mu Bonka Ha 3auepBsiBaH | ACTCHUS; OOmupeH
HapylIeHHs | MSCTOTO HA | € Ha Hepaszmo- OTOK Ha
U eeKTU Ha | HHKEKTH- MSICTOTO Ha | JIOXKCHHE; BaKCHHHUPaHU
MSICTOTO Ha | paHe; uwkektu- | [pyputyc sl KpalHUK",;
NPWIOKEHH | YMopa; pane Ha MSICTOTO Otok Ha
e Brpucasne; Ha UHXXEK- JIALETO™
ITupexcus®; TUpaHe
Otok Ha
MSICTOTO Ha
WHKCKTH-

pane




a. Ilo-romsima uecrora Ha umdanenonatus (2,8% crapsimo 0,4%) e HaOM0jaBaHa PU YYACTHUIIM, TOTYIHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIN, ITOTYYHIN 2 TO3H.

6. Kareropusra mo gyecToTa 3a ypTHKapHus U aHTHOCIEM € “peiKu’.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30MACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

ocTpa neprdepHa JIUIeBa Mapain3a € CboOIIeHa OT YeTHpuMa yJacTHHI B rpynata Ha ”PHK BakcunaTta

cperry COVID-19. ITosBara Ha nuiieBa nmapanmsa e Ha [len 37 cnex o3a 1 ([lo3a 2 He e npuioxeHa Ha

yuactauka) u Iau 3, 9 u 48 cien [o3a 2. Hama choOleHus 3a ciiydau Ha ocTpa nepudepHa JTuieBa

napajiusa B IpymnaTa Ha miane0o.

Hexenana peakiusi, yCTaHOBEHA CIie/l pa3peliaBaHe 3a yrnoTpeoa.

OTHacs ce 3a ppKara, Ha KOSATO € TIOCTABCHA BAaKCHHATA.

[o-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.

Cro0I1aBa ce 3a OTOK Ha JIMLETO MPHU PEIMIUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI HHIKCKTUPAH JICPMaJICH

(rrep Tpe3 MOCTMAapKETHHTOBHS TIEPUO]T.

¥ o R

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum
[ToBUILIEHUAT PUCK OT MUOKAPIUT cjiel BakcuHaiusa ¢ Comirnaty € Hali-BHCOK IIPH FOHOIIM U I10-
MJIaid MBXkKe (BXK. Touka 4.4).

JBe rojeMu GapMakoeuIeMUOIOTHYHY TPOYIBaHUS, IPOBEICHH B EBporia olieHsBaT MO-BUCOKHS
PHUCK OT MHOKApJIUT MPH FOHOIIX U IO-MJIaJN MBXKe cief BTopara g03a Comirnaty. EnqHo mpoyuBaHe
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa j03a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTENHHU ciiydas Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIHM U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro npoyusane 3a mepuoj ot 28 qHU ciien Broparta go3a uma 0,57 (95%
JU: 0,39 - 0,75) nonbmaUTEenTHN ciydas Ha Muokapaut Ha 10 000 npu 16 1o 24-roAWITHY FOHOIIH U
MBXe, B CPaBHEHHUE C Xopa 0e3 eKCITO3UIIHSL.

C’B06H_IaBaHe Ha 110J03MpPaHu HEXKCJIaHU PCAKITNH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEJIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BaykHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICHUATIICTH C€ U3UCKBA J]a ChOOIIaBaT BCsIKa
HOI03MpaHa HeKEJIaHa PeaKIys uype3 HaIl[MOHaIHa CHCTEMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenue V v 1a BKIIOYAT HAPTUAHUS HOMED, aKO € HAJTMYCH.

4.9 Ilpepo3upane

Wma Hanu4yHM JaHHM 32 IpeI03UpaHe MpU 52-Ma YYaCTHULH, BKIIOUEHH B KIIMHUYHOTO U3MIUTBAHE,
KOHUTO MOPaJX TPelIKa B paspekJaHeTo ca nmonyynin 58 mukporpama Comirnaty. Bakcuaupanute He
chOOIIABAT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIn.

B ciyuaii Ha npeno3upaHe ce mpernopbyBa MpociieAsBaHe Ha )KU3HEHUTE QYHKIMH U Bb3MOKHO
CHMIOTOMAaTHYHO JICUCHHE.

5. DOAPMAKOJIOT'NYHU CBOUCTBA

51 dapmakoaMHAMMYHU CBOIiCTBa

dapmakoTeparneBTHYHA rpyra: BakCUHH, 1pyru BupycHu Bakcunu, ATC koxa: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAHOYACTHILIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepemmiupama ce PHK B knetkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJuMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU J0 NPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUT€HHO MpEATIOYNTaHa pedy3HOHHA CTPYKTypa. BakcnHaTa npen3BUKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPATU3UPAIIN aHTUTENIa, TaKa U KJIEThbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a IoTpHrHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOI'OHALIMOHAJIHO, PAaHAOMU3UPAHO, I1a1e00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTes s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEJICKIIUA Ha
KaHAMJATH 32 BaKCHHA U €PUKACHOCT MPH YYaCTHUIIM Ha Bb3pacT 12 u moBeye roJuHu.
Panpomusanusita e crparuduurpana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pACT, WK Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronuan. OT NpOyYBaHETO ca U3KIIOUEHH YYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YUYaCTHHUILM C MPEAUIIHA KIMHIYHA WK MUKpoOuonornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHIIECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeNIeHO KaTo 3a00JIsIBaHe, KOETO HE
Hayiara 3HauMMa IMPOMsIHA B TepaNUsITa WM XOCIUTAIN3aIMs TIOpaIy BIOIIaBaHe Ha 3a00IIBaHETO
npe3 6-Te CeAMUIM NPEAH BKIIOUYBAHETO, KATO yYACTHHUIIM C U3BECTHA CTAOMIHA HH(PEKIHS C YOBELIKH
umyHoaedunuter Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 2o0unu — cieod 2 0o3u

B gacrra aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 10 14 Hoemspu 2020 1.,
npubnusutenHo 44 000 ygacTHUIM ca paHAOMHU3MpaHH TIOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cpeiry COVID-19 unu mnane6o. AHanM3bT 3a €pUKaCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpAaTa BaKCHHALMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu crnex mppBara BakcuHanus. [loBedero
(93,1%) BakcuHMpaHH ca MONYUHIH BTopaTa f03a 19 1o 23 aum ciex Jlo3a 1. ITnanupano e
yUacTHUIMTE J1a ObaT mpociesBanu 10 24 mecena cien [loza 2 3a olieHKa Ha 0e30MaCHOCTTa H
e¢puxacHocrra cpeury COVID-19. B kmuHUYHOTO pOyyYBaHe OT yYACTHULUTE CE € M3UCKBAJIO Ja
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THU peau U ciell NPHIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHa, 3a Jia mosry4yat win miane6o, win nPHK Bakcuna cpenry COVID-19. B kiimHHYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja ChOM0aBaT HHTEPBAJI OT MUHUMYM 60 ITHU Ipeau
WK CJIE KaTo ca UM OMJIM MPHUJIOKEHU KPBBHH MPOAYKTH/IPOAYKTH OT KPbBHA IJIa3Ma WK
UMYHOTTIOOYJIMHH B paMKHTE Ha BPEMETO JI0 3aBbPIIBaHE Ha MPOYYBAHETO, 3a Ja MOTy4aT HiTH
iane6o, wmn nPHK Bakcuna cpemry COVID-19.

[Nomynanwmsra 3a aHaM3 Ha TBPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynarta nHa uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 qaHHu 3a npeaumHa nHpeknus cbe SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lomsmauTenHO nMa 134 ygacTHHIN Ha BB3pacT Mexay 16 u 17 roguaum (66 B rpynara Ha nPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha mnane6o) u 1 616 yuacTHuIM - Ha Bb3pact 75 u
noede roauan (804 B rpynarta Ha n”PHK Bakcunara cperry COVID-19 u 812 B rpymnaTa Ha 1utane6o).

KbM MOMeHTa Ha MbPBUYHMS aHAJH3 33 €PUKACHOCT YYACTHULIUTE Ca MPOCIEsIBAHU 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 00110 2 214 yoBekoroaunu B rpynara Ha ”PHK BakcuHarta cpenry
COVID-19 u 06m10 2 222 40BEeKOTOJIMHY B IpyIaTa Ha 1mianeoo.

HsMa xTMHHYHO 3HAYMMHM Pa3JIMKK B 0011aTa e()UKaCHOCT Ha BAKCHHATA NIPU YYACTHUIU C PUCK OT
texka popma Ha COVID-19, BKITIOUNTENHO TE3U ¢ | MM TIoBeYe ChITHTCTBAIIM 3200/ ISIBAHMUS, KOUTO
yBeIMYaBaT prucka oT Texkka ¢popma Ha COVID-19 (manp. actma, mHAEKC Ha TenecHaTa Maca (U TM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sIBaHe, 3aXapeH quabeT, XUIepPTOHHS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabnuna 2.
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Tadauna 2:

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

Jlo3a 2, o BB3pacTOBH NOATPYNH — YYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus e ciaen Jlo3za 2 — momysaauusi, oueHuMa 3a epukacHoct (7 AHn)

npenuimHa nHdpexuus cs¢c SARS-CoV-2*

IInpBa nmosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIMA 0e3 TaHHU 3a

uPHK Bakcuna
cpemy COVID-19 Inauedo
N2 =18 198 N2 =18 325
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon na Ilepuoa Ha BaKcuHaTa, %
Moarpyna Haomonenne” (N2") Hadmogenne” (N2") (95% AN)*
Bceuuku yyactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 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 TOINHHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHNTE CiTydan ca ONpPEEIeHN Upe3 IOJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummntowm,
cpotBercTBail Ha COVID-19 [*Omnpenenenue 3a ciry4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIM 3aCUJIeHA KalllIUIa, HOBOMOSIBIII C€ WM 3aCHJICH 33yX, BTPUCaHe, HOBOIOSBUJIA C€ UM yBEJINYEHa
0oJIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHUC, BB3IAJIEHO I'bPJI0, IUAPHUS HITH

MOBPBIIAHE. |
*

B anamu3za ca BKIIoYeHU y4JacTHULI 0e3 CCPOJIOTMYHU U BUPYCOJIOT'MYHN JaHHU (r{pe,un 7-mus JCH CJICO

MIPHUJIOKEHUE Ha MMOCjIeIHaTa 103a) 3a MuHaaa nadpexus cb¢ SARS-COV-2 (T.e. oTpHIIaTEIHN 32 aHTHTENA
¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTkpuT SARS-COV-2 € Tect 3a amrumdukanys Ha HyKIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKA) IPH BCsAKA HEIUTAHUpaHa BU3NTA MpeAn 7-MHS ACH

cnen Jloza 2.

a. N = bpoii yyacTHHLIM B MOCOUEHATA TPYIIA.

o

nl = Bpoizi y4aCcTHULIA, OTTOBapsAIIN Ha OMPCACIICHUCTO 3a KpaﬁHaTa TOYKa.

B. OOw neprox Ha Habmoaenne B xwisian (1 000) yoBekorouHu 3a JajieHaTa KpaiHa TOYKa IPH BCHYKH
YUYaCTHUIIM BB BCAKA PUCKOBA IPyIa [0 OTHOLIEHUE Ha KpaliHaTa Touka. BpemeBusT nepuop 3a
HarpynBaHe Ha ciiydau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha iepuojia Ha HaOJIroIeHue.

r. n2=0poii Ha yYaCTHHLIMTE B PUCK 10 OTHOILIEHUE Ha KpalHaTa TOUKa.

n.  JIByctpaHHUAT noBeputeneH uatepBai (JIN) 3a epuxacHOCT Ha BakcMHATA € TIOJTy4eH Ha O6a3ara Ha MeToja
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. JIU He e Kopurupas 3a MHOXKECTBEHH

aHaJIn3H.

Eduracunoctra Ha uPHK Bakcunara cperry COVID-19 mipu npeBeHnMsTa Ha ITHpBa MOsSBa HA
COVID-19 ot 7-mus aen ciex Jo3za 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputesieH HHTEpBa
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JJoKa3aTeCTBa 3a
npenuniHa nadpeknus cbe SARS-CoV-2.

JIOTBITHUTEITHO €MH TOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA IIOKa3Ba CXOJHU OIICHKU Ha
TOYKAaTa 32 e(UKaCHOCT B TPYIHTE IO TI0JI, ETHUYECKA NPUHAICKHOCT M YIACTHUIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpIeHn ca akTyanu3upaHu aHAIH3H 32 €(PUKaCHOCT MPH HATHMYUETO Ha JOMBIHATEHH,

noTBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCjIeIeHOTO IIale00-KOHTPOIHPAHO
pociensBane, 00XBaramo nepuoaa 10 6 Mecena cuen Jloza 2 B momynanusara 3a epUKacHOCT.

Akrtyanu3upaHata nHbopMalius 3a epUKacHOCTTa Ha BAKCHHATA € mpejacraBeHa B Tadnuia 3.
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Taéauna 3:

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

Jlo3a 2, 1o BL3pacToBU NOATPYNH — YYACTHHIM 0e3 JaHHM 3a NpeJHIIHa
undexuus c¢ SARS-CoV-2* npeau 7-mus nen ciaen Jo3a 2 — monynanus,
oleHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha MJIaNe00-KOHTPOJIUPAHHUS MePHOIT
Ha npocJjeasiBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢uxacHoct Ha
Ilepnoa na Ilepnox na BaKcHHaTa, %
Ioarpyna Ha0oaenne® (n24) Haooxenne® (n2°) (95% am”)
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 o 64 roguHu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
oBeYe TOIMHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 ropuHN 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
1oBeYe TOIMHH 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpEHHUTE CiTyyau ca ONpeesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA
ce KallTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUTIII CE 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM yBEIMYIMIIA ce 0OJKa B
MyCKyJII/ITe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC HJIF MHUPHC; BB3MAJICHO T'bPJI0; AUAPHS; OBPHIIAHE).
B ananu3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a
anTuTena ¢ N-cBbp3Bane [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 BU3NUTA
npesu 7-must feH cien J{o3a 2.

IS

N = bpoii yqacTHHLIM B TIOCOYEHATA IpyHa.
nl = Bpoii ygyacTHHIIM, OTTOBAPSIIIY HA OIPEAEIECHUETO 3a KpalfHaTa TOUKa.

B. OO0 nepuox Ha HaOmoxenue B xwisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpU BCUYKH
YUaCTHUIIM BB BCSKa PUCKOBA Ipyma [0 OTHOIIEHUE Ha KpalfHaTa Touka. BpeMeBUAT nepuos 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha epuojia Ha HaOJIroIcHHE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

n. JByctpannust 95%-eH nosepurenex unrepsai (1) 3a epukacHocT Ha BakCHHATa € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTO Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydyau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynara Ha ”PHK

BakcuHata cpenry COVID-19; 16 B rpynara Ha mare6o.

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK BakcunaTa cpemry COVID-19
npu npeBeHuusnTa Ha nosisa Ha COVID-19 ot 7-mus cnen J{o3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyaCTHHIIUTE B MOMYJIANUATA, OLEHIUMA 332 e()UKACHOCT, ChC WIH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.

I[OHTJJIHI/ITSJIHO AKTYaJIM3UPAHUTE aHAJIN3HU 3a e(i)I/IKaCHOCT IO MOATPYIIN IMMOKa3BaT CXOAHU TOYKOBU

OIIEHKH 3a e()MKACHOCT B TPYNHUTE TIO TOJI, €ETHUYECKa MPHUHAIEKHOCT, reorpad)cKo MOI0KEeHHE U TIPU

YYaCTHUIIMTE ChC ChITBTCTBAIIM 3a00JISIBAaHUS U 3aTIBCTABAHE, CBBP3aHU C BUCOK PUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacnocm cpewy meowcka ¢popma na COVID-19
AKTyal3upaH aHaJIu3 Ha BTOPUYHATE KPAHN TOYKH 3a e(PUKACHOCT moAKperrs mon3ata oT nPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsia Texka gopma 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 yyactaunm 6e3 npeanmna nadekuus csc SARS-CoV-2 e
CBIIUAT KAaTO TO3MU MPH YYaCTHUIHM ChC WM Oe3 npeauiina uHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

E¢uxacHocT Ha BAKCHHATA — MBPBA MOsIBAa HA Te:kka opma Ha COVID-19 npu
YYaCTHHIM cbc HiaH 0e3 npeaumna undexuus cb¢c SARS-CoV-2 na 6azara na
onpeJeeHNETO HA AreHIMTA 32 KOHTPOJ Ha XpaHuTe U jJekapcrearta (Food
and Drug Administration, FDA)* caen Jo3a 1 uiam ot 7-mus xeH cien Joza 2 B
NepUOoJa HA Poc/ielsiBaHe HA INIALe00-KOHTPOJIHPAHOTO IPOYyYBaHe

Taoauna 4:

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayuaun Cayuaun
nl* n1? Eduxacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
naomonenne (N2°) Hatumonenue (N2°) (95% ")
1 30 96,7
Cnen 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: [IoTBBbpIECHHUTE CiTyyan ca ONpEesICH! Ype3 IoJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

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

ce KalllIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 3a/1yX; BTPHCAHEe; HOBOIOSBUIIA CE MJIM yBEJIWYMIIa ce OOJIKa B

MYCKYJIMTE; HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; AUApUs; MOBPBIIAHE).

* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-MaIko

1 ot cneguuTe:

e  KiuHMYHM MpU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IUXaTellHa YecToTa
>30 BIumIBaHUS B MHUHYTA, ChbPACYHA YecToTa >125 ynapa B MUHYTa, KUCIOpOIHA caTypanus <93% Ha
CTaeH BH3AyX Ha MOPCKOTO PaBHHUIIE WM CHOTHOIICHNE HA apTePHUATHOTO MTAPIHATHO HAIATaHE Ha
KHCIIOpPO/a KbM (pakimsaTa Bauiian kuciaopon <300 mm Hg);

e JluxaTenHa HEAOCTATBUHOCT [ONpe/ieeHa KaTo HyXX/Ja OT [T0JJaBaHe Ha KHCIIOPO/]] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHWYHA BEHTWIALMS WM EKCTPAKOPIIopaiHa MeMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a LIOKOBO CHhCTOSIHKE (CUCTONMYHO KpBbBHO Hansirane < 90 mm Hg, nuacTonn4Ho KpbBHO
Hassirane < 60 mm Hg wiu Hyka ot Ba3onpecopn);

e  3HaunMma octpa ObOpedHa, YepHOAPOOHA MITH HEBPOJIOTUYHA TUCHYHKIUS,;

e [IpuemaHe B OTICNeHIE 32 HHTCH3UBHU TPHXK;

e  CwmbpT.

a. nl = bpoif yqacTHHIIH, OTTOBapSAIIHN Ha OTPEACIICHAETO 3a KpaiHaTa TOUKa.

n2 = bpoii Ha y4aCTHULIUTE B PUCK [0 OTHOLICHHWE Ha KpaiiHaTa TOUKa.

B. JIBycTpaHHmAT nmoeepureneH uaTepsai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoa
Ha Clopper u Pearson, kopurapas cpsiMo BpeMeTO Ha HaOIIIOIeHHUE.

r. EdukacHocr, oneHena Ha 6a3ara Ha msuiata HajanuHa (Moaudumnupana intent-to-treat) momymanust y4acTHUIH,
nonyyniu J{o3a 1, 3a onieHka Ha e(hMKacHOCTTA, KOSITO BKJIFOYBA BCHYKH PAHIOMHU3UPAHH yYaCTHULIH,
HOJIy4YHJIH TIOHE | /1033 OT N3NKMTBaHATA HHTEPBEHIIMS.

1. O6m nepuon Ha HaOmoaeHue B xuwisian (1 000) woBekorouHM 3a AajieHaTa KpailHa TOYKa pU BCUYKH
Y4YaCTHHUIM BBB BCSIKA PUCKOBA IPyIIa 110 OTHOIICHHE Ha KpaiiHaTa Touka. BpeMeBHAT Nepros 3a HaTpynBaHe
Ha ciyyan Ha COVID-19 e ot [o3a 1 1o kpast Ha repro/a Ha HaOIIOACHUE.

e EduxacHocr, onleHeHa Ha 6a3arta Ha IMOMyJAIMATA, OIICHUMATA 33 e(hUKACHOCT (Ha 7-MUS JICH), KOSATO
BKITIOYBA BCUYKHU TTOAXOSIIN PAHIOMHU3UPAHH YIaCTHHIIN, TOTYYIHIH BCUYKH 03U OT U3IUTBaHATA
WMHTEPBEHIIN, KaKTO ca PaHIOMHU3HPAHU B IIPEBAPUTEITHO ONPEeIeH s IPO30peL, 0e3 APyrH ChIIECTBEHH
OTKJIOHEHHS OT MPOTOKOJIA, KAKTO € ONPEEICHO OT KIMHHIICTA.

). OOm nepuon Ha HaOmoaeHue B Xuwisian (1 000) HoBekoroAwHM 3a AajieHaTa KpaifHa TOUKa pY BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOILICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJIIoIcHHE.

o
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Eguxacrnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cieo 2 003u

IIpu mppBOHAvaeH ananu3 Ha [IpoyuBane 2 mpu roHOIN Ha BB3pacT 12 mo 15 roguam (¢ MequaHa Ha
POAB/DKUTEIHOCTTA Ha MpocieasBane >2 mecera ciena Jloza 2) 6e3 maHHU 3a npeauiiHa HQEKIINs,
HsMa cirydad ripu 1 005 yyacTHUIM, TOTyYHIIM BaKCHHATA, M uMa 16 cirydast ipu 978 yyacTHHLIH,
noyryuni roiane6o. ToukoBara oreHka 3a epukacHoct e 100% (95% noepurenen unrepsan 75,3;
100,0). ITpu yuacTHUIM cbe MM O3 TaHHM 32 npenuinHa nHpexnust uma 0 caydas npu 1 119-te
YYACTHUIIH, TIOTYYWIIN BakcuHaTa, U 18 ciryuast pu 1 110-te yyactaunm, momy4wy miame6o. Topa
CBIIIO TTOKa3Ba, Y€ TOUYKOBaTa oreHKa 3a edpuxacuoct e 100% (95% nosepurenen natepsan 78,1;
100,0).

AKTyallu3upaHy aHAIM3H 32 €(PUKACHOCT ca HalpaBEHH MPH JOMbIHUTEIHO OTBbPACHH CIydYan Ha
COVID-19, Br3uukHanu 10 6 mecena ciexa Jloza 2 mo BpeMe Ha 3acieneHoTO MIale00-KOHTPOIUPAHO
MPOCJeIIBaHe B MOMYJIAIMITA 32 e(h)UKACHOCT.

B akryanusupanus ananus 3a eukacHoct Ha [IpoyuBane 2 mpu 1oHOMX Ha BB3pacT 12 mo 15 roaunmy,
0e3 JaHHM 3a penITHA UHDEKIHS, CTydan Ha 3a00JIsiBaHe HE ca HAOII0JaBaHu MIPU

1 057 ygacTHUIM, OJy4YrInd BakcuHaTa, a ipu 1 030 monyuunnu mnane6o nma 28 ciaydas. ToukoBaTa
oreHka 3a eukacuHoct e 100% (95% mosepurenen untepsan §86,8; 100,0). [Ipu ygacTHUIM ChC HITH
0e3 nanHu 3a npeguiHa nHexuus uma 0 ciryyast npu 1 119 nonyunnu BakcuHaTa, a npu

1 109 yyactauim, momy4ymnin mwianedo uma 30 cirydas. ToBa chllo oka3Ba, 4e TOYKOBATA OLCHKA 32
epukachoct e 100% (95% nosepurenen unrepsan 87,5, 100,0).

B IIpoyuBane 2 e npoBeieH aHAIM3 HA TUTPUTE HA HEYTPAIU3UPAIIUTE AHTUTENA CPEITY
SARS-CoV-2 1 mecen cien Jlo3a 2 npu n30paHa Ha CliydacH MPUHIIMII IOATPYyIa y4acTHHIIN 0e3
CEPOJIOTMYHH MJIM BUPYCOJIOTUYHM JaHHM 32 MUHasa HHekius cb¢ SARS-CoV-2 no 1 mecer cien
Ho3a 2, cpaBHsABaL 0TTOBOpA MPH IOHOLIM Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
yYaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CHOTHOIIEHHETO HA CPEeTHUTE TeOMETPUYHH TUTPH (geometric mean titres, GMT) mpu Bbp3pacToBaTa
rpyna 12 no 15 rogunu cripsMo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-crpanen 95% AU
1,47 no 2,10. CneroBaTeiHO € JOCTUIHAT KPUTEPUSAT 3a HE M0-MaJika e(hUKACHOCT, KOKUTO €
choTHOUIeHue 1,5 , Thil KaTo monHaTa rpaHuna Ha 2-ctpanHus 95% JIU 3a cpeAHOTO TeoMETPUIHO
choTHOIIeHue (geometric mean ratio, GMR) e >0,67.

Hmynoeennocm npu yuacmuuyu na evspacm 18 u noseue coounu — cneo oycmep 0o3a
EdextuBHOCTTa Ha eqHa Oycrep no3a Comirnaty ce 6a3upa Ha OIIEHKA HA THTPUTE Ha
HeyTpanuzupammre antutena cpemy SARS-CoV-2, namansBaiy BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B IIpoyuBane 2. B ToBa npoy4Bane Oyctep go3ara € IpriIokeHa 5 10

8 Mecena (Meamnana 7 Mecera) cies] Bropara go3a. B [Ipoyusane 2, anammsure Ha NT50 1 mecery cnen
OycTep A03aTta, CpaBHSIBAHU C Te3W | Mecel] ciell MbPBUYHATA Cepys, IIPH JIUIa Ha Bh3pacT 18 10

55 roauHM 6€3 CepoJIOrMYHY WU BUPYCOJIOTHYHY TaHHU 3a MuHana nHpeknus cbe SARS-CoV-2 1o
1 mecen cnen OycTep BaKCHHAIMS [TOKA3BaT HE MMO-MaJlka ePUKACHOCT 110 OTHOILICHHE KAKTO Ha
cpenHOTO reomeTprdHO choTHomeHne (GMR), Taka 1 Ha pa3rKara B CTETIEHTa Ha CEPOJIOTHICH
o1roBop. CeporIOorHYHUST OTTOBOP NPH €IUH YYACTHHUK CE ONpPEelis KaTo MOCTUTaHe Ha >4 TbTH
noBumienne Ha NT50 oT u3xoHo HUBO (TIpeAr MbpBUYHATA ceprs). Te3u aHanmu3u ca 0000IIeHH B
Tabnuua 5.
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Tabauua 5. Anaaus Ha HeyTpaausupanero Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenue Ha GMR u ceposoruunus orrosop 1 mecen ciaen
OycTep mo3a cupsiMo 1 Mecen cJjiel MbPBUYHA cepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 roqunan 0e3 naHHu 32 nHQekuus A0 1 Mecels ciea dycrep 103a* —nomyaanus,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 Mecen ciien

Oycrep no3a/- | Ilocturuara
1 mecen ciien | 1 mecern cien | mes 3a He TO-
1 mecen ciien IbPBHYHA MbPBUYHA MaJjKa
OycTtep 1032 cepust cepust eduxacHoct
Ananus N (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuiex
THTBP HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJIIBAIIL
BHpYyCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 212* | (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) ar
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3nupammre
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%°) -

Cokpamenuns: [ = noBepurenen uarepsain, GMR = cpeano reomerpuyHo chotHomeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosHa rpaHnIia Ha KOJIMYECTBEHO OnpenesiHe; N-CBbp3Balll = CBbP3BAalll
Hykneonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanms Ha HyKJIeHHOBH Kuceinnu, NT50 =
TUTBP Ha HEYTpAIM3HUPALINTE aHTUTENA, HaMaJIsBalll BUpycHaTa akTuBHOCT ¢ 50%; SARS-CoV-2 = Texbk
OCTBpP PECHMPATOPEH CHHAPOM KopoHasupyc 2; /I/H = na/ue.
SARS-CoV-2 NT50 e onpezernen ¢ noMomIra Ha AHann3 Ha MUKpoHeyTpanusanusira Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3noszBa GpyopeclueHTeH pernopTep BUPYC, MOIyYeH OT Iama
USA WA1/2020, n BupycHaTa HeyTpaJH3alys c€ OTYNTA BBB Vero KieThIHr MoHOocnoeBe. NT50 Ha
IpoOHTE ce OIpeIeNist KaTo PEUIPOYHOTO CEPYMHO pa3pexaaHe, mpu koeto 50% ot Bupyca ce

HeyTpalu3mpa.

B ananm3a ca BKIIIOYEHH yIaCTHUIM 0€3 CEPOIIOTUYHH MIIH BUPYCOJIOTHYHHU TaHHH (10 1 Mecer cren

noiyyaBaHe Ha Oyctep mo3a Comirnaty) 3a MuHana uapeknus cb¢ SARS-CoV-2 (T.e. orpumartentu 3a
N-cbp3Bamy anturena [cepyM] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anmHa HaTpuBKa]) U ¢
oTpuuareneH pe3yntat oT NAAT (HazanHa HaTpHUBKa) MpHU BCSKA HEIUTAHUpPaHa BU3UTA A0 1 Mecel cien

Oyctep no3a.

I+

Benukn NoAXOAdH Yy4aCTHULIN, HOJTYHYNIN 2 J031 Comirnaty, KaKTO Cca paHAOMU3HUPAHU ITBbPBOHAYAIHO, C

npuiioxkeHa /loza 2 B paMKuTe Ha NpEeABApUTEIIHO ONpe/eieHus po3opel (B pamkure Ha 19 no 42 nuu
cient Jlo3a 1), momyamim Gycrep noza Comirnaty, ¢ moHe | BaJIM/IeH 1 ONIpeJiesieH pe3yJITar 3a
UMYHOTEHHOCT cie] OycTep [03a IPH B3eMaHe Ha KPBB B PAMKHTE HA ITOJIXO/IAII IIPO30pel (B paMKUTE Ha
28 mo 42 nau cnex OycTep mo3ara) u 6e3 IPYTH ChIIECTBEHH OTKJIIOHEHHUS OT MMPOTOKOJIA, KAKTO €

OMPEACIICHO OT KIIMHUOUCTA.

a. n = Opoil y4aCTHHUIIM C BIUIHU U ONPEAEICHH PE3YJITATH OT aHAJIH3a U B JIBETC BPEMEBH TOUKH 32
B3E€MaHe Ha KPbB B PAMKHUTE Ha ONPEACICHHs IPO30per]

6. GMT u 2-ctpannute 95% JIU ca n3uncieHn upe3 eKCIIOHCHIMOHNPAHE Ha CpeHATa JIOTapUTMHYHA
CTOMHOCT Ha TUTpUTE U choTBeTHHTE U (Ha Oa3aTa Ha pasmpeneneHuero Ha Student t). Pesynararute ot

ananmusa mox LLOQ ca 3aganenu karo 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIU ca uzuncieHn upe3 eKCIOHEHIIMOHUPAHE Ha CpeiHaTa pa3juKa B
JIOTapUTMHUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE JIU (Ha 6azaTta Ha pasmpeznenenuero Ha Student t).

r. He no-manka edukacHocT e Aekiiapupana, ako JoJiHaTa rpaHuna Ha 2-crtpannaus 97,5% JI1 3a GMR e
>(0,67 u ToukoBara ouenka 3a GMR e >0,80.
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J. N = Opoi y4aCTHHLM C BaJUIHU U ONPENEIICHN PE3YJITAaTH OT aHAM3a IIPH KOHKPETHHUS aHaJIM3 Ha U3XOTHO
HUBO, 1 Mecer cnen Jloza 2 u 1 mMecery ciex OycTep 103a B paMKHUTE Ha ONpeesieH s mpo3operl. Te3un
CTOHHOCTH Ca 3HAMEHATEIH MPU IMPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yJaCTHHIN CHC CEPOIIOTUICH OTTOBOP 32 JIaJICHUS aHAIN3 IIPH JaJeHaTa J103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipobOa. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnnka 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 no-manxka epukacHOCT € JeKiiapupaHa, ako JIoJHaTa rpaHuna Ha 2-crpanuus 97,5% U 3a

NpOLIEHTHATA pa3yiuka e >-10%.

= @»

Omunocumenta eqpukacHOCm Ha AKCUHAMA NPU YHACHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
bycmep 003a

B enun mexauHeH aHanu3 3a edukacHocT ot [IpoyuBaHe 4, mnare00-KOHTPOJIUPAHO MPOYYBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTerHo 10 000 ygacTHUIM Ha BB3pacT 16 u
MoBeYe TOAMHU, HaOpaHu ot [Ipoy4Bane 2, ca OLIEHEHH JaHHH 3a MOTBbpAeHHU cirydan Ha COVID-19,
HaTpyHaHH Hal-paHO OT 7/-MUs J€H cieql OycTep BaKCHHAIMATA J0 JaTaTa Ha 3aKIf0YBaHe HA JAHHUTE
5 oxromBpu 2021 r., TOBa ce sSBsBa NIEPUOJI HA MPOCIIEAIBaHE Ciie] OycTep /103a ¢ MeruaHa

2,5 mecena. bycrep no3ara e mpuiioxkena 5 10 13 mecena (meauana 11 mecena) ciie Bropara J103a.
OrneHena e epUKacHOCTTa Ha BaKCHUHATA B rpynara ¢ Oycrep mo3a Comirnaty cie mbpBUYHATA CEPUS
B CpaBHEHHE C rpynara Ha miarnedo BMecTo OycTep 103a, MOTyYHiia caMO TbPBUYHATA CEPHS.

Wudopmanusra 3a oTHOCHTETHAaTa e(UKACHOCT Ha BAKCHHATA ITPH YYACTHHUIN HA BB3pacT 16 1 moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrapena B Tabmuia 6.
OtHocuTenHaTa epUKACHOCT Ha BAKCHMHATA [IPU YYACTHHUIU ChC M 0€3 JaHHU 3a MpeJUIIHa HHPEKIUs
cbc SARS-CoV-2 e 94,6% (95% noeepurenen uarepsan 88,5% no 97,9%), mogobHO Ha Ta3w,
HaOIr0aBaHa IpH yYacTHUIM 0e3 JaHHM 3a IpeAnInHa HHGEKua. BposT Ha MbpBUYHUTE CITy4au Ha
COVID-19, nabmronaBanu ot 7-Musi IeH cien Oyctep BakCHHaUuUsATa, € 7 B rpynara Ha Comirnaty u
124 B rpynata Ha mane6o.

Ta6auna 6: EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus 1eH cjien
OycTep BAKCMHAIMA — YYACTHULM HA Bb3pacT 16 U noBeye roaunu 6e3 JaHHU 32
HH(eKIus — NOmyJIalusi, OeHUMa 32 e(PUKACHOCT

IIbpea nosiea Ha COVID-19 ot 7-must ieH cjiex 0ycrep /1032 NPU yYacTHHIU 0e3 JaHHH 3a

npenuiHa nHpexknus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N?=4 695 N=4 671
Cayyan Ciyuan OTtHocHuTeIHA
n1® n1® eduracHoCcT Ha
Bpeme Ha HaO1ronenne”® | Bpeme Ha HaOuroneHue® |  BakcuHaTa" %0
(n2") (n2") (95% JIN®)
[IspBa nmosiBa 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: [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 BKIIOUBAT: MOBUIIEHA TEMIIEPATYPa; HOBOMOSBUIIA CE UITU

3acIMiIa ce KalllINIA; HOBOTIOSBIII C€ VI 3aCHIIMII Ce 3a/1yX; BTPHUCAHE; HOBOIOSABIIIA CE MM YBEIUYNIIA CEe

60n1<a B MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC WJIM MHUPHC; BB3MAIICHO I'bPIIO; IHAPHSL; TOBPBIIAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHU U 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 Busura 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc
orpumnatenex pesynrtat or NAAT [Ha3anmHa HaTpHUBKa] MPH BCSAKA HETUTAHMpaHa BU3UTA TIPEId 7-MHUsS I€H
ciies1 OycTep BaKCHHALUATA).

a. N = Bpoii yyacTHHIIU B TOCOYEHATA IPYIIA.

nl = bpoii yuacTHUIIM, OTrOBapsIIIH HAa ONPE/ICJICHUETO 32 KpaiHaTa TOYKa.

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
YYACTHHUIIM BHB BCSKA PHCKOBA TPyIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBUAT mepro/1 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Oycrtep BakCHHALIMATA 10 Kpas Ha Ieprojia Ha HabroaeHue.

o
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r. n2 = 0poil Ha YYaCTHUIUTE B PHCK [0 OTHOIICHUE HA KpaiiHaTa TOYKa.
OtHocuTeHa epUKaCHOCT HA BAKCHHATA B IpyImata ¢ 6ycrep go3a Comirnaty B cpaBHeHue ¢ 11ane6o
rpymaTta (6e3 Oycrep 1o3a).

e. JIBycrpanuusr nosepurenet unrepsai (JJ1) 3a otHocuTenHa epUKaCHOCT HA BAKCHHATA € TIOJYy4eH Ha
6a3ata Ha MeTozna Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJI0eHHE.

Hmynozennocm na 6ycmep 003a cied NbpEULHA BAKCUHAYUSL C OpYea paspeuieHa 3a ynompeba
saxcurna cpeusy COVID-19

EdexruBHoctTa Ha Oycrep no3a Comirnaty (30 pg) npu jmna, 3aBbpUIMIN ITbPBUYHA BAKCHHAIIMS C
Jipyra paspeieHa 3a ynorpeda pakcuna cpemry COVID-19 (xereposokaa OycTep 103a) € U3BEeIeHa OT
JIAHHHUTE 32 IMyHOTCHHOCT, TTOJy4€HH OT HE3aBHCUMO OTKPUTO KJIMHHYHO MpoyuBaHe ¢asza 1/2 Ha
Haumnonannure 3apasau uactutytn (National Institutes of Health, NIH) (NCT04889209), nposeneno
B ChremuHennTe matu. B ToBa npoyusane Bp3pacTau (muama3on 19 mo 80 roauum), KOUTO ca
3aBBPIININ IBPBHYHA BaKCUHAIHSA Che cepust ot 2 no3u Moderna 100 pg (N = 51, cpeana Be3pact
54+17), emuanyna no3a Janssen (N = 53, cpenna Bb3pact 48+14) wiu cepust ot 2 go3u Comirnaty

30 pg (N = 50, cpenna Bp3pact 50+18) Haii-manko 12 ceaMHUIH Ipeay BKIOYBAHETO M B
MIPOYYBAHETO M B aHAMHe3aTa Ha KOUTO He ce ¢hoOInaBa 3a uadekiusa cbec SARS-CoV-2, ca
noyuyrian oycrep no3a Comirnaty (30 pg). Bycrep Bakcunaumsta ¢ Comirnaty uaayimpa
yBenuyaBaHe Ha GMR Ha TuTpuTe Ha HeyTpanusupamuTe antutenaa 36, 12 u 20 mbTH ChOTBETHO ClIET
mppBUYHUTE 103U Janssen, Moderna, u Comirnaty.

XerteponoxHa Oyctep BakcuHanus ¢ Comirnaty e ouenena cpiio u B mpoyusanero CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIHPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHanms ¢ Tpeta go3a cperry COVID-19, B koeto 107 Be3pacTHH yuacTHHIHN (¢ MeTHaHA
Ha Bb3pacTTa /1 rofnHu, MHTEPKBApPTUIICH AHana3oH 54 10 77 TOIUHM) ca paHIOMU3UPaHU
Hai-Masko 70 quu cien 2 no3u BakcuHa cpeiry COVID-19 Ha AstraZeneca. Cien mbpBUYHATA CEPHUs
¢ BakcuHa cpenry COVID-19 na AstraZeneca, icesmoupyc (mus tum), mpomsiiata B GMR na NT50-
TUTPUTE HAa HEYTPAJTH3UPAIINTE aHTUTENA ce yBear4yaBa 21,6 TbTH ¢ MpuiIaraHeTo Ha XeTepOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTe OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(popMaLus OTHOCHO YHOTpeda B IEAUATPUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo yCIoBHe".
ToBa o3HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT CE OYaKBaT AOIBIHUTENHH JaHHU. EBponelickaTa
arcHIys 110 JICKapCTBaTa 1€ U3BLpIIBa IMPErJICa Ha HOBaTa I/IH(i)OpMaHI/ISI 3a TO3M JICKapCTBECH MPOAYKT
MOoHE BeIHbK roauiiHo U Ta3u KXII choTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnuHuTe JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MIPOYYBAHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, PenpoLyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOTydaBaiiy 3 ITBIHM T03U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INIMSITA B
TEJIECHOTO TETJIO), MIOKa3BaT MAIBK OTOK W €pUTEM Ha MSICTOTO Ha MHXCKTHPAHE U YBEIHMYaBaHEe HA
OennTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
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OTrOBOp, KAKTO M BaKyOJIM3aI¥sl HA MOPTATHUTE XENAaTONUTH Oe3 TaHHU 32 YepHOPOOHO YBpEKIaHE.
Bceuuku edektn ca 6mmm 00paTUMHU.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

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

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHAaTAa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 PA3BUTHETO Ca M3CJIEIBAHU MPH IITHXOBE B
KOMOWHHUpPaHO MPOyYBaHe Ha PEepTUINTETa M TOKCHIHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
MpuUjarad HHTPaAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpear 9n(TOCBaHE U TI0 BpEMe Ha recTarus
(momyuaBaiy 4 HJIHU 103H 33 XOpa, FTeHEPUPALY OTHOCUTEITHO BUCOKM HUBA MPH TUTBXOBE MOpaan
pa3nuyuATa B TEJIECHOTO TETJI0, B IIeproa Mexay JeH 21 npenn undTocBaHETO U recTallHOHEH

nen 20). OTroBopu ¢ nosiBa Ha HeyTpanusupany antutena cpey SARS-CoV-2 uma npu KUBOTHHTE
MalKy OT eproia pean YuTOCBaHETO A0 Kpasi Ha MPOYYBAaHETO B MOCTHATaJeH JeH 21, KakTo u
nipu (eTycute U MoKoseHueTo. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY PepTHIINTETA,
OpeMeHHOCTTa HITH eMOPHO(ETATHOTO PA3BUTHE WITH PA3BUTHETO HA MOKOJIEHUETO. JIuTicBaT naHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAHETO HA BAKCHHATA MpPE3 IJIALEHTaTa WM €KCKPEIHsATa B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 CnuchbK Ha IOMOIIHHMTE BELIECTBA

((4-xunpoxcubyTmin)azaneaumn )ouc(xekcan-6,1-numn)ouc(2-xekcmwigekanoat) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-auterpanenmnaneramuy (ALC-0159)
1,2-nucreapomi-sn-riunepo-3-pochoxonun (DSPC)

Xonectepo

Kanues xnopun

Kanues nuxuaporendocdar

Hatpues xnopun

HunatpueB gocdar auxuapat

3axapo3a

Bona 3a nnxeknuu

Harpues xunpokcns (3a kopekuus Ha pH)

XJI0pOoBOAOPOAHA KUCETHHA (3a Kopekuus Ha pH)

6.2 HecbBMECTUMOCTH

To3u iekapcTBEH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYTH JIEKAPCTBEHM MTPOAYKTH, C U3KIIIOUECHUE Ha
[IOCOYEHUTE B TOUKA 6.6.

6.3 Cpok Ha rogHoct

HeortBopen ¢uakon

3ampazen praxon

15 mecera, korato ce chxpansiea npu -90°C mo -60°C.

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

Koraro ce cpxpansBat 3ampazenu mpu -90°C no -60°C, onakoBkute cbe 195 akoHa BakcrHa MOrat
na ce pasmpassr mpu 2°C 1o 8°C 3a 3 yaca, a eTMHUYHU (JIAKOHU MOT'aT Ja Ce pa3MpassT P CTaliHa
temrepatypa (1o 30°C) 3a 30 MUHyTH.
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Paszmpaszen gpraxon

1 mecen npu 2°C o 8°C B pamkute Ha 15-MeceuHust CpoK Ha TOAHOCT.

B pamkuTe Ha 1-MecedHus Cpok Ha FOJJHOCT IpH ycIoBUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpaHCIIOPTUPAHE MOXKE J1a ce u3moi3BaT 1o 48 gaca.

[Ipenu ynorpeba HEOTBOPEHUAT (hIIAKOH MOYXKE J1a C€ ChXpaHsBa 110 2 yaca npu temmeparypa ao 30°C.
C pa3mpasenute hIakoOHU MOKE J1a ce pabOTH B YCIIOBHSI Ha CTaiiHa CBETIIMHA.

Caen pasMpa3ssiBaH€¢ BaKCHHaTa HE TpﬂﬁBa aa ce 3aMmpa3siBa OTHOBO.

Paboma npu memnepamypuu omxionenus cied ussadcoare om gpuzepa

JlanHuTe 3a CTAaOMIIHOCT TIOKa3BaT, Ye HEOTBOPEHUAT (NIAKOH € CTabuIleH J0:

o 24 yaca, KOraTo ce chbXpaHsBa npH temmeparypa ot -3°C go 2°C

. o010 4 yaca, Korato ce cbxpansBa npH Temneparypa ot 8§°C no 30°C; ToBa BKIIIouBa 2-Ta yaca
npu Temnepatypa 1o 30°C, onucanu mo-rope

Tasu uadopmarus e npeaHasHaueHa A2 YIITH MEIUIIMHCKUTE CIICIIHATUCTH CaMo B CIIydai Ha
BPEMEHHO TEMIIEPATYPHO OTKJIOHEHHUE.

Tpanceep na sampazenu rakonu, CoXpanasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ GIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJZIeHH OT ChXPaHEHHE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temreparypa (<-60°C),
Morar Jja OcTaHat Ha TemrepaTtypa Ao 25°C He moBede OT 5 MUHYTH.

o [MnutkuTe KyTHH ¢ hIAKOHU, Ha KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca U3BaJACHU OT ChXPAHCHUE B 3aMPa3eHO ChCTOSHUE TIPU
CBpBXHHCKA Temrneparypa (<-60°C), moraT ma ocTaHat Ha Temmeparypa o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTuHTE ¢ (JIaKOHH ce BBPHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSHUE CIIE]
eKCIo3uIMsl Ha Temreparypa Jo0 25°C, Te TpsOBa Jla ocTaHAT Ha ChbXpaHEHUE B 3aMPa3eHO
CHCTOSTHUE B MPOIBIDKEHNE Ha Hall-MaJko 2 Jaca, Mpear Aa MoraT aa ObJaT U3BaJleH!u OTHOBO.

Tpancghep na 3ampasenu paaxonu, coxpanssanu npu -25°C 0o -15°C

. [IouTkuTe 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
TeMmreparypa a0 25°C He nmoBeue OT 3 MUHYTH.

o [nutkuTe KyTHH ¢ QIAKOHU, HA KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
no-mainko ot 195 ¢nakona, crnesn KaTo ca W3BaACHU OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C no -15°C), morat aa octaHat Ha Temneparypa 1o 25°C He moBeye OoT 1 MUHYTa.

Cren kaTo BeAHBXK AaJcH (DJIaKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHH, TOH TpsOBa 1a ce
pasmpasu 3a ynotpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMHYHA 1 pU3UYHA CTAOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 aca mpu 2°C mo 30°C ciex paspeskaane B Hatpres xiopua 9 mg/ml (0,9%)
MHXXEKIHOHEH pa3TBOp. OT MHUKPOOHOIOrHYHA TIe/IHA TOYKA, OCBEH aKO METOIbT Ha Pa3pekiaHe
U3KJTI0YBA PUCK OT MHUKPOOHA KOHTaMHHAIIWS, IPOJAYKTHT TPIOBa J1a ce M3M0J3Ba BeHara. AKo He ce
U3II0J13Ba BEJJHAra, BPEMETO U YCIOBHUSTA Ha ChXPaHCHHUE 110 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
NOTPEOUTEIS.

6.4 Cneuuamm yYdioBus Ha CbXpPaHEHUE

[a ce cpxpanssa BbB hpuzep npu -90°C mo -60°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a C€ MPEIa3u OT CBETIINHA.

[To BpeMe Ha chbXpaHEHHE CBEJIeTE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
u3J1araHe Ha NpsKa CIbHYEBa CBETIMHA U YJITPaBUOJIETOBA CBETIMHA.
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3a yCIIOBHSATA HA ChbXPAaHEHHUE CJICH Pa3MpassiBaHe U pa3perkIaHe Ha JICKAPCTBECHUS MPOIYKT BHIKTE
TOouKa 6.3.

6.5 Buau cbIbpiKaHHE HA ONIAKOBKATA

0,45 ml xoHIIEHTpaT B MPO3pavyeH MHOTr0/1030B (piakoH (cTbkio Tum 1) 2 ml che 3amymanka
(cuHTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBa 00KATKa W OTYYIBAIIO CE JIMJIABO IJIaCTMACOBO
karaye. Beeku hiiakoH chabpika 6 1034, BUXKTE Touka 6.6.

Bup onakoska: 195 ¢akona

6.6 CneuuaJHu nNpeana3’Hu MepPKH NPH U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIMUHCKHU CIICHHUAIMCT, KATO CC MU3IIOJI3BA ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUWIHOCTTA Ha IPUTOTBCHATa JUCIICPCUS.

ITPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/1IO3A KOHIHEHTPAT
3A MHXKEKIIMOHHA JUCHEPCHUS (JIMIIA HA 12 M TIOBEYE I'OAWHH)

o [IpoBepere gamu QIIakoHBT € C

JInnaBo kanave JINJIABO IJIACTMACOBO Karaye.

e AKkO (IaKOHBT € ChC CUBO
TIACTMACOBO Karade, MoJs,
HampaBeTe CIpaBKa C KpaTKara
XapaKTePUCTUKA Ha TIPOTyKTa 3a
Comirnaty 30 mukporpama/mosa
WH)XEKI[OHHA JTUCTIEPCHSI.

Cuien paspexaane e  AKO (IaKOHBT € C OPAHKEBO

TTACTMACOBO Karade, MoJs,

HaIpaBeTe CIpaBKa C KpaTKara

XapaKTepHCTHKA Ha IPOTyKTa 3a

Comirnaty 10 mukporpama/mo3a

KOHIICHTPAT 32 HHXEKIMOHHA

JUCTIEPCHSL.
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PA3ZMPA3ABAHE IIPEJIU PASPEKJIAHE HA COMIRNATY 30 MUKPOTPAMA/JIO3A
KOHUEHTPAT 3A UH)KEKIIMOHHA JUCIHEPCUS (JIMIIA HA 12 U1 IIOBEYE

T'OJIMHM)

He noBeue ot
2 yaca npu craiina
TeMIeparypa
(mo 30°C)

\

MHOro1030BHAT (hJIAKOH CEe
ChXpaHsBa 3aMpa3cH U TpsiOBa Jia ce
pasMpasu npeau pa3pexaaHe.
3ampasenute (aakoHu TpsOBa Ja ce
npeHecar B cpejia ¢ TeMIiepaTrypa
2°C no 8°C, 3a na ce pa3Mpasir;
pa3Mpa3sBaHETO Ha €JTHA OMAaKOBKa
cwe 195 durakoHa MOXKe J1a OTHEME
3 waca. Be3moxkeH e chIo apyr
BapHaHT, IIPU KOMTO 3aMpa3eHUTE
(hakoHM Ja ce pa3Mpassr 3a

30 MHHYTH IIpH TEMITEPATypa 10
30°C 3a HezabaBHa ymoTpeoda.
HeotBopenusr dhiakoH Moxe aa ce
ChXpaHsBa 3a nepuoj o 1 mecen
mipu 2°C no 8°C, 6e3 na ce
MPEBHUINIABA OTICYATAHUST CPOK Ha
roguoct (Ionmen nmo:). B pamkure Ha
1-mMecedHus CpOK Ha TOAHOCT TPU
2°C po 8°C, 3a TpaHCIOpPTHPAHE
MOJKe J1a ce M3Moa3BaT 10 48 yaca.
OcraBeTe pa3mMpaseHUsIT GIaKoH Ja
JIOCTUTHE CTallHa TeMreparTypa.
[Ipenn ymorpeba HEOTBOPEHUAT
(h1aKoH MOJKeE J1a ce ChXpaHsIBa JI0
2 yaca ripu Temneparypa 10 30°C. C
pasmpaseHuTe GJIaKOHU MOXKeE Ja ce
paboTH B yCIIOBUS Ha cTaiiHa
CBETJIMHA.

Buumarenno o0bpHeTe (iakoHa

10 neTH npenu paspexaane. He
paskianjanre.

[Ipenu pazpexmane pazmpaseHaTa
JIUCTIEPCHUST MOXKE JIa ChIbpiKa Oenn
JI0 ITOUTH OeJIM HEmpOo3pauHu
aMop(HU YaCTHUIIH.
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PA3ZPEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHHEHTPAT 3A
NHXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 M1 TIOBEYE I'OJIMHHN)

e Pa3mpasenara BakcuHa TpsiOBa 1a ce
pa3pelu B HEHHUSI OpUTMHAJICH
(nakoH ¢ 1,8 ml HaTpueB XIOpHT
9 mg/ml (0,9%) nmxekunoneH
pas3TBOp, KaTO Cce M3IMOJI3BA UIJIa
21 G, win o-ThbHKa, ¥ aCENTHIHA
TEXHUKA.

1,8 ml narpues xmopux 9 mg/ml (0,9%)
HHIKEKI[MOHEH Pa3TBoOP

e l3paBHeTe HaMsATaHETO BHB (piIaKOHA
MIPe/IN J1a U3BA/INTE UIJIaTa OT HETo,
karo uarernure 1,8 ml BB3MyX B
n3npa3HeHaTa CIPUHIIOBKA Ha
pa3peauTes.

H3rersere 6yranoro o 1,8 ml, 3a na
OTCTPAaHHUTE Bb3AyXa OT (pIaKkoHa.
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7

Buumarenano 10 nbTn

Buumarenno o0bpHeTe paspeneHara
nucnepcus 10 meTu. He
paskiamnianre.

Paspenenara BakcuHa TpsiOBa 1a
NpeACTaBIsABa MOYTH Osina
mucriepeust 0e3 BuaumMu dactunu. He
U3I0JI3BaiiTe pa3pe/ieHaTa BaKCHHa
IpY HAJM4YUE Ha YaCTUIY WIN
MIPOMSIHA B LIBETA.

Yac 3a
H3XBBPJIsSTHE

O
3anumere CHLOTBETHHUTE aTa M Yac.

Ja ce u3mosI3Ba B paMKHTe Ha 6 yaca cJiesy
pa3pe:xaaHe.

Ha paspenennte pnaxonu tpsodBa na
Obaar oTOeNsI3aHN CHOTBETHHUTE J1aTa
U yac.

Cren paspexnaHe, CbXpaHsBanTe
npu 2°C go 30°C u usnon3paiite B
pamkuTe Ha 6 4aca, BKIIIOYUTEITHO
BpPEMETO 32 TPAHCIIOPTHUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspezneHaTa nucriepcusi. Ako e Ona
MOCTaBEeHA B XJIAJUIIHHUK, OCTABETE
paspezieHaTa JUCTIepCHs 1a
JIOCTUTHE CTaliHa TeMIeparypa
npeau ynorpeoa.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A KOHIEHTPAT 3A HTHXKEKIIMOHHA JUCIIEPCUA (JIMIA
HA 12 1 ITIOBEYE I'OAUHHN)

o Cren paspexnane GIakOHBT
chabpKa 2,25 ml, OT KOUTO MOTaT 1a
ce usrernaT 6 mosu mo 0,3 ml.

o Karo n3non3Bare acenTUdHa

N TEXHHKa, TOYMCTETE 3aITylanKaTa

Ha (hJ1aKOHA C TAMIIOH 3a ¢JIHOKpaTHa

yrnoTpeda, HAMOCH C aHTUCENITHYEH

pasTBop.

e Usrernere 0,3 ml Comirnaty
TpsiOBa fa ce U3MoNa3BaT CIIPUHIIOBKU
W/VJIH UITJIN ¢ MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
U3TETJIAT IIECT 103H OT €ANH
¢nakon. KomOunanusira ot
CIPUHIIOBKA U UTJIa C MaTbK MBPTHB
00eM TpsiOBa Jja ”Ma MBPTHB 00eM
HE MO-TOJISIM OT 35 MUKPOJIATPA.

0,3 ml pa3penena BakcuHa

AKO ce U3MnoJI3BaT CTaHIapTHU
CIIPUHIIOBKY M HMIJIH, MOXE JIa HsIMa
JIOCTaThUCH 00EM 3a M3TETJISTHE Ha
IIECT J03U OT eAWH (hIaKOH.

e Bcsaka mo3a TpsOBa ma Chabpika
0,3 ml BakcuHa

e  AKO KOJMYECTBOTO HA OCTaHAJIaTa
BBB (hJIaKOHA BAKCHHA HE MOXKE J1a
JIOCTaBU e1Ha Lgia go3a ot 0,3 ml,
U3XBBHpIETe (IIaKOHA U H3ITHITHUS
obem

e lI3xBBpreTe HEU3ON3BaHATA
BaKCHHA B paMKHTE Ha 6 yaca cliejt
paspexaHe.

H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Ja CC USXBBPIIAT
B CHbOTBCTCTBUC C MCCTHUTC U3MCKBAHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

(hakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha mepBO paspemanane: 21 gexkemepu 2020 .
Jara Ha nocnenno moxHoBsBaHe: 03 HoemBpu 2021 .

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € IMPEeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHIws 1o Jiekapcrsata 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 30 Mukporpama/io3a MHXEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (hJIaKOH ChC CUBO Kamaue. [la He ce pa3zpexaa npeau ynorpeoa.

Ennn dnaxon (2,25 ml) ceaspxa 6 qo3u no 0,3 ml, BiskTe Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama tosunamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BxiroyeHa B JIMIUIHA HAHOYACTHIIN).

TosuHamepan e exHOBepmKHA, 5’ -Kenupana nHpopmannonaa PHK (uPHK), nmpoussenena c
U3M0JI3BaHe Ha Oe3kieThuHa IN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupaniu

BupycHus S (spike) nporenn na SARS-CoV-2.

3a IBJIHUA CIIUCHK HA [TOMOIIHUTE BEI[ECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

NHxexunoHHa Tucnepeus

BakcunaTa nipencrasiisisa Osita 10 mouTu Osita 3ampasena aucrepeus (pH: 6,9 — 7,9).

4. K/IMHUYHU JAHHHA

4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty 30 mukporpama/o3a HHKEKIIMOHHA JUCTIEPCHSI € MTOKa3aHa 3a aKTHBHA MMYHHU3AIIUS 32
npeBeHnus Ha 3a0osaBaHeTo COVID-19, npuunneno or SARS-CoV-2, Ha nuiia Ha Bb3pact 12 u
MoBeYe FOJMHH.

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

4.2 J103MpOBKA M HAYMH HA MPUJIOKEHHE

gO?»H[}OBKa

KVDC HA Nbp6UHHA 6AKCUHAYUUA

Jluya na év3pacm 12 u noseue 2oounu
Comirnaty ce mpuiara HHTPaMyCKYJIHO KaTo bpBUYeH Kypc oT 2 1o3u (1o 0,3 ml Bcsika).
[penoppuBa ce Bropara 7j03a a ce NPUIOKH 3 CEIMHUIM CIIe/ ITbpBaTa 103a (BK. Touku 4.4 u 5.1).
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Teorcko uMyHOKOMNPOMEMUPArU Iuya Ha ev3pacm 12 u noseve 200uHU
Ha nuna, xouTo ca TeXKO MMyHOKOMITPOMETHPAHH, TPETa J03a OT MbPBUYHHS 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 na npoabiikar ¢ Comirnaty, 3a a 3aBbpIIaT IbPBUYHMS 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 mo3a Comirnaty TpsioBa 1a ce IpuiIoKH HHTPAMYCKYJIHO HE TT0-PaHo OT 3 Mecela clie/t
mbppBUYHUS Kypce ¢ Comirnaty Ha Mna Ha Bb3pacT 12 u moBeye roAMHU.

Comirnaty Mo’ke CBITIO Jia ce MPUIIOKHU KaTo OycTep m03a Ha JINIa Ha BB3pacT 18 u moBeye ToauHwy,
NOJYYHIIM TBPBUYEH KypC, CheTOosI ce oT Apyra MPHK BakcuHa vy aieHOBHpPYCHA BEKTOPHA

BaKCHHa.

Heduampulma nonyiaauusi

[Ipennara ce mequarpudHa JiekapcTBeHa (hopma 3a jaena Ha Bb3pacT 5 1o 11 rogunw (T.€. Ha BB3pacT 5
no mox 12 roaunn). 3a moapoOHa HH(OpPMAIIKs, MOJISI BUXKTE KpaTKaTa XapaKTepUCTHKA Ha IPOAYKTa
3a Comirnaty 10 MuKporpama/z03a KOHIICHTPAT 32 HHKEKI[MOHHA TUCIICPCHSL.

BesomacHoctTa n ehukacHocTTa Ha Comirnaty mpu jieria Ha Bb3pacT MO 5 TOJIMHU BCE OIIIe HE ca
YCTaHOBEHH.

Honwzauuﬂ 6 cmap4eckKka 6v3pacm

He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B CTap4ecka Bb3pacT > 65 rojauHu.

HauuH Ha npuiioxxeHue

Comirnaty 30 Mukporpama/no3a HHXEKIMOHHA TUCTIEpCHs TPsOBa 1a ce Mpuiiara HHTPaMyCKyJTHO
(Bk. Touka 6.6). Jla He ce pa3pexaa mpeau ynorpeoa.

®nakonute Comirnaty chabpkaT 6 1031 BakcuHa 1o 0,3 ml. 3a 1a ce u3Terssar 6 103u OT eAuH
(hnaxoH, TpsOBa /1a ce M3MON3BAT CIPUHIIOBKH W/WJIH UTIIU C MATBK (HEU3IOI3BaeM) MBPTEB 00eM.
KomOunHanusTa OT CipUHIIOBKA B UTJIa ¢ MATEK MBPTHB 00eM TPOBa J]a UMa MbPTHB 00eM He T10-
roJIsiM OT 35 MHUKpOJIUTPa. AKO C€ M3I0JI13BaT CTAHIAPTHU CIPUHIIOBKY U UTJIM, MOXKE J1a HAMA
JIocTaThueH 00eM 3a M3TETIITHE Ha IIeCT 03| OT eAuH (hnakoH. HezaBucumo ot Buja Ha
CIIPUHIIOBKATA U UTJIaTa:

. Bceska noza tpsabdBa na ceabpika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BaKCHHA HE MOXeE Jia JOCTAaBU €/lHa LisIa 1032
ot 0,3 ml, u3xBBpieTe GrakoHa U U3TUIIHUS 00EM.

o He cpOupaiite M3nuIIpIKTe BAKCHHA OT HAKOJKO (hIaKoHA.

HpeIIHO‘II/ITaHOTO MACTO € ACITOUIHUAT MYCKYJI B rOpHaTa 4aCcT Ha pbKaTa.

He unxextupaiiTe BakcHHaTa HHTPABACKYJIAPHO, IIOAKOXKHO WM HHTPAACPMAIHO.
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Bakcunara He TpssOBa /1a ce cMecBa B €IHA U ChIIa CIIPUHITOBKA C APYTH BAKCHHU M JICKAPCTBESHU
MIPOTYKTH.

3a mpenanasHuTe MEPKU, KOUTO TPSAOBA J1a OBAT B3ETH MPEAH MPIIOKEHUE HA BAKCUHATA, BUKTE
Touka 4.4,

3a ykazaHHUsATa OTHOCHO pa3MpassiBaHEeTO, paboTara U U3XBHPJITHETO HA BAKCHHATA BUKTE TOUYKa 6.6.
4.3 IlpoTMBONOKA3aHUS

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

4.4  CpoeuuajHu npeaynpe:kaeHUst U Npeana3Hu MepPKH NPH ynoTpeda

IIpocnenumoct

3a ma ce moo0pH MPOCIETUMOCTTa Ha OHMONIOTMYHHUTE JIEKAPCTBEHHU MPOYKTH, UMETO U MIAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPsOBa ACHO J1a CE 3amrcBarT.

OO0 OpenopbKu

CspvxuyscmeumenHocm u aHaguiaxcus

Nma cpoOienus 3a ch0uTHA Ha aHadrakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TTOAXOISII0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B CIydai Ha aHa(QUIaKTHYHA PEeaKIys CIIe]] MPUIOKEHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEITHO HAOIIO/IECHUE B MTPOIBIDKCHUE Ha Hal-Manko 15 MUHYTH ciief
BakcuHaIusATa. He TpsiOBa ma ce mpuiara ciieqipamia J03a OT BAKCHHATA Ha JIUIA, TTOTYIHITH
aHadumakcus cien npeauiiaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTBYBA IMOBHILEH PUCK OT MUOKAPIUT U MEpUKapauT cien BakcuHarmsa ¢ Comirnaty. Te3u
3a00JsIBaHMSI MOTAT J1a CE PA3BUAT JI0 HAKOJKO JHM CJIC] BAKCHHALUATA U HACTHIIBAT MPEIUMHO B
pamkute Ha 14 nuu. Te ca HaGmIoaBaHU MO-YECTO ClIE]] BTOpaTa BaKCHHAIUS U MTO-YE€CTO NMPH FOHOIIH
U TIO-MJIaZN MBKe (BXK. Touka 4.8). Hannuaute naHHM MOKa3BaT, 4e MPOTUYaHETO HAa MUOKAPAUT U
NEePUKAPINUT CJICA BAKCHHALMATA HE C€ pa3indaBa OT TOBA IPH MUOKAPIUT WIK NEPUKAPAUT KaTo
LSUIO.

MeaunuHCKHUTE CIeUAINCTH TPsOBa 1a ObJaT OAUTENHN 3a IPU3HALIUTE K CHMITOMUTE Ha
MUOKapIUT U TIepUKapANT. BakcnHupanuTe muia (BKIFOYUTETHO POAUTEINTE WA OOTPHYKBAIIINTE
JUIa) TpsOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMIITOMH, TTOKA3aTEIHHA 32 MHOKAPIUT WX MIEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTETHA) 00JIKa B
I'bPIAUTE, 380yX WIH NaJIUTALUK CJIe] BAKCUHALIUATA.

MeaUIMHCKHUTE CIICIUAINCTH TPSOBA J1a HAIPABAT CIPaBKa C PhKOBOJICTBATA W/HUJIM CIICITUAIMCTUTE 32
JMUATHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

PuckbT oT MuOKapauT ciiest Tpera qo3a Comirnaty Bee Ol HE € OXapaKTepH3upaH.

Peaxyuu, cevpzanu c mpesosicnocm

BbB Bpb3Ka chCc caMus Ipollec Ha BAKCHHAIMS MOTaT Jla Bb3HUKHAT peaKklii, CBbP3aHH ¢
TPEBOXHOCT, BKJIFOUHUTEIIHO Ba30BAaralH PeaklMU (CUHKOIM), XUIEPBEHTUIIALMS WU PeaKIiH,
CBBP3aHU ChC CTpeca (Halp. 3aMastHOCT, MAJINUTALNH, YCKOPEHa ChpJeyHa YecToTa, IPOMEHU B
KPBBHOTO HaJATaHE, IApPECTe3Ms, XUIIeCTE3Us U U3N0TsBaHe). Peakiunre, cBbp3aHu ChC CTpeca, ca
IPEXOJHU U OT3BY4aBaT OT caMo cebe cu. Xoparta Tpsa0Ba aAa ObJaT HOCHBETBAaHU Aa MHGOPMUpAT 3a
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TE3W CHMIITOMH BaKCHHUPAIIKS TH 3a OIICHKAa. BakHO € 7a ce B3eMaT IpeIa3Hu MEpKH, 3a Jla Ce
MpeIOTBpaTH HapaHSIBaHE OT IPHITaIaHe.

Cvnvmcemeawo 3abona6arne

Bakcunanusra TpsiOBa 1a ce OTJIOKH IPH JIMLA, CTPAJAIH OT OCTPO TEXKO (HeOpUITHO 3a00IsIBaHe
Wi octpa uHpeknusa. HanudareTo Ha ieka nH(EKIHS 1/WId HEBUCOKA TeMIlepaTypa He TpsioBa 1a
CTaBa MPUYKHA 3a OTJIaraHe Ha BaKCHHAIIMATA.

Tpomboyumonenus u HapyuwieHUs Ha KPbBOCHCUPEAHEMO

KaxkTo nipu qpyru MHTpaMyCKYJTHH WH)KEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JUIa, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOIIUTOTICHHSI UM HIKAKBO
HapyIIeHUE Ha KPhBOCHCUPBAHETO (KaTO XeMO(DMIIKs), Thil KaTO IIPH TE3H JIMIIA MOTaT Ja Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHHHU CJIE]] HHTPAMYCKYJTHO TIPIJIOKEHUE.

HUmynoxomnpomemupanu auya

EdukacHocTTa 1 6e30macHOCTTa Ha BAKCHHATA HE ca OLIEHEHU TP UMYHOKOMIIPOMETHPAHH JINIIA,
BKJIIOUMTEITHO TE3H, MOIyYaBally UMyHocynpecuBHa Tepanusi. E¢ukacnoctra Ha Comirnaty Moxe z1a
€ TI0-HHMCKa NMPH UMYHOKOMIIPOMETHPAHH JIUIIA.

[Ipenopbkara 1a ce 00CHIM MPUIOKEHUE HA TPETA J103a MPU TEKKO UMYHOKOMIIPOMETHPAHH JIUIA Ce
0a3upa Ha OrpaHUYCHU CEPOJIOTUYHH JIAHHHM B JIMTEpaTypaTa OT CepHsl CIydau OT OBJIASIBAHETO HA
KIIMHUYHUTE CUMIITOMH TIPY TAIIMEHTH C STPOTCHHA UMYHOCYIIPECHUs CJIe]] TpaHCILIaHTAIlUs Ha
conuzieH oprad (Bx. Touka 4.2).

HpOObJZDfCMmeJZHOCWl Ha 3awumama
HpOIL’bH)KI/ITeHHOCTTa Ha 3amuTraTta, NpeaocTaBsiHa OT BaKCHUHATa, HE € U3BCCTHA, THH KaTo TS BCE oIe
C€ onpeacid B TCKYIIU KIIMHUYHUA ITPOYYBaHUA.

Ozcpanuuenus Ha epexmusHoOCmMma Ha 8aKCUHAMA
KaxTo mpu Bcsika BakcuHa, BakcuHarmsaTa ¢ Comirnaty MoXke Jja He 3alllUTH BCUYKH BaKCHHUPAHH.
Jluma Mosxe 1a He ca HAIBIIHO 3alUTeHH A0 7-MUs JIeH ClIe] BTOpaTa /1032 OT BaKCHHATA.

45 B3aumoneiicTBHe ¢ APYIH JIeKAPCTBEHH MPOAYKTH M APYrd (JopMu HA B3auMo/elcTBHE
He ca npoBexxnanu npoy4yBaHus 32 B3aUMOJIECHCTBUATA.
CrIrpTCTBaNIOTO MpHIIOKeHUEe Ha Comirnaty ¢ IpyTy BAKCHHU HE € MPOYyYeHO.

4.6 @epTHaANTET, )PEMEHHOCT H KbPMEHe

Bbpemennoct

TonemusT 06eM OT JaHHU, OTYYCHU OT HAOIIOCHUETO HA OPEeMEHHH )KEHH, BAKCHHUPAHU C
Comirnaty nipe3 BTOpHUs U TPETHsI TPUMECTHD, HE MOKA3BaT YBEIUYaBaHE Ha CIydanTe Ha OPEMEHHOCT
C HeXellaH U3Xo1. Makap 4e JJaHHUTE 3a U3XO0Jl OT OpeMEHHOCTTA Clie]l BAKCHHAIHS, TIPOBEJICHA TI0
BpeMe Ha ITbPBHsI TPUMECTBD, IIOHACTOSIIEM Ca OTPaHUUCHH, HE ce HAOII0/1aBa TIOBUILIEH PHCK OT
crioHTaHeH abopT. [IpoyuBaHusTa IPU JKUBOTHU HE MMOKA3BAT MPEKHU UM HEIIPEKH BPEAHU e(EKTH,
CBBbp3aHH ¢ OPEMEHHOCTTa, eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAXKIAHETO WM TTOCTHATAITHOTO
pasButHe (BXK. Touka 5.3). Comirnaty MoKe J1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT.

Kopmene

He ce ouakBar edexTs pu KbPMEHH HOBOPOJICHW/KbpMaUeTa, Thii KATO CUCTEMHATa EKCTIO3UIIHS Ha
kbpMaukara Ha Comirnaty ¢ He3HauuTeNHa. JlaHHUTE OT HAOMIOJCHUETO Ha )KEHU, KOUTO Ca KbpPMETH
CJIe]l BAKCHHAIIMSI, HE TIOKa3BaT PUCK OT HEXKENaHU €PEKTH MPU KbpMEHU HOBOPOJICHH/KbpMayeTa.
Comirnaty Mo’ke J1a ce mpujiara B epuoia Ha KbpMeHe.
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DepTunuTer

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

4.7 EdexTn BpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty He TIOBIIASIBA WY TIOBJIHSIBA TIPEHEOPESKIMO CITIOCOOHOCTTA 3a modupane u padboTa ¢
MaiuHe. Bee mak HIKou oT eeKTHTe, MOCOYeHH B TOUKa 4.8, Morat BpeMEHHO Jia TOBITUSISIT
CHOCOOHOCTTA 32 mopupaHe WiK padoTa ¢ MALIHHU.

4.8 Hexenanm JiekapcTBeHH peaKuH

Pesrome Ha mpodumia Ha Oe30macHOCT

Yuacmnuyu na evspacm 16 u noseue 200unu — cieo 2 0o3u

B IIpoyusane 2 o6mo 22 026 yuacTHUAIM Ha Bb3pacT 16 Wiy noBeve roAWHH ca MOTyUYHIN TOHE

1 no3a Comirnaty u 060110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYe FOJUHH Ca HOIYIHIN
mwiane6o (BkarounteaHo 138 u 145 roxomu Ha 16- 1 17-roauiiHa Bb3pacT ChOTBETHO B IpyInara Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye roAUHU ca
noxyurwin 2 go3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiato4yBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1ane00-KOHTPOIMPAHUS 3aciielieH IepHo/l Ha MIpociesiBaHe 0 JaTHTE Ha pa3ciensBaHe Ha
ydacTHUIHTE, 001110 25 651 (58,2%) yuactarmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
miare60) Ha Bh3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IIPOIBDKEHNE HA >4 Mecela Cie/
BTOpaTa jo3a. Tosa BrimouBa 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 miamne0do) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe MOUHHU.

Haii-uectute HexenaHu peakiMy MPH YYaCTHUIIMTE Ha Bb3pacT 16 ¥ moBeye roANHH, TTOTYYHINA

2 no3u, ca 0oJKa Ha MSCTOTO Ha MHXKeKkTHpane (>80%), ymopa (>60%), rmaBobonue (>50%), Muanrus
(>40%), Brpucane (>30%), aprpanrus (>20%), TUpEeKCHs U TIOTyBaHE HA MSICTOTO Ha HHXKEKTHUPAHE
(>10%) 1 OOMKHOBEHO ca JIeKU HIM YMEPEHH 110 MHTEH3UTET M OT3BYy4YaBaT B PAMKHTE Ha HAKOJIKO
JTHH CJIeJl BaKCHHANuUATa. Majko mo-mMajKka 4ecToTa Ha CbOUTHSATA Ha PEaKTOTeHHOCT €€ CBBP3Ba C I10-
roJsiMa Bb3pacT.

[Ipodunpt Ha Ge30macHOCT mpu 545 ydacTHUIM HA BB3pacT 16 U moBede roANHH, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI00CH Ha
HaOJIr01aBaHMs pU 00IIaTa HOMyJIaLusl.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0o3u

[Ipu aHanu3 Ha TaHHKUTE OT JBITOCPOUHOTO MPOCIIEsiBane 3a Oe3onacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu riane6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiu mianedo) ca
MpOCIIeIBaHU B MTPOIBIDKEHUE Ha > 4 Mecelia cien Bropara qo3a Comirnaty. OneHkaTa Ha JaHHUATE
3a 6e3onacHocT B [IpoyuBane 2 nmpoabinkasa.

OO6muaAT npodui Ha 6e3omacHocT Ha Comirnaty NMpH FOHOIIH HA Bb3pacT 12 10 15 rogunu e nogo0eH
Ha HaOJIFO/1aBaHUs IPU YYACTHUIIM Ha BB3pacT 16 u noBede roquuu. Hali-uecTute HeXXeIaHu peakIuu
TIPH IOHOIIX Ha BB3pacT 12 1o 15 roauHu, mony4uinu 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTUPaHEe

(>90%), ymopa u rmaBo6omue (>70%), muanrus u Brpucane (>40%), aprpanrus u mupekcust (>20%).

Yuacmuuyu na ev3pacm 16 u noseye coounu — cied 6ycmep 0osa

Enna moarpymna yuyactauiu BbB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 1o
55 roauHu, 3aBbPUINIM TBPBOHAYAIHUSA 2-1030B Kypc ¢ Comirnaty, ca monyduiau Oycrep 1o03a
Comirnaty npubnmsurenso 6 mecerna (auamnasoH 4,8 1o 8,0 Mecerna) cien nony4aBane Ha J{o3a 2.
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O6mumaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus el 2 1o3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYACTHULIUTE Ha Bh3pacT 18 10 55 ronuHu ca 6oika Ha MACTOTO Ha
umkekTupane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane u
aprpanrus (>20%).

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

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuIM) Haii-MaJKo 6 Mecelia cjel] BTopaTa 103a
Comirnaty. Karto msu10, mpu y4acTHHITUTE, KOUTO Ca TOMYYMIN OycTep 103a, MEINaHaTa Ha BPEMETO
Ha [IpoCJIeAsiBaHe ciiell IPIIOKEHUeTo Ha OycTep Jo3ara [0 AaTaTa Ha 3aK/II0YBAHE HA JaHHUTE

(5 oxromBpu 2021 1) e 2,5 mecena. He ca ycTaHOBeHM HOBH HexellaHu peakiuy Ha Comirnaty.

bycmep 0o3a cred nvpeuuna saxcunayus ¢ opyea paspeulena 3a ynompebda saxcuna cpewyy COVID-19
B 5 HezaBucuMu npoyuBaHus 3a ynorpebara Ha Oyctep no3a Comirnaty npu Juna, 3aBbpIIINd
IbPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynotpeba Bakcuna cpemry COVID-19 (xereponoxna
OycTep 103a), HE ca YCTAHOBCHU HOBH JTaHHH, CBBP3aHHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CruchbKk Ha HEXKEJIaHU PCAKIMHU OT KITMHUYHHW U3MMHUTBAHUA W OT IOCTMAPKECTHHI'OBUA OMUT, ITPH JIUIIA
Ha BB3pacT 12 v moBeve rOAMHH, B TAOIUYEH BU

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
ChIVIACHO CJICAHUTC KaTCTOPHUHU 10 YCCTOTA:

Mporo uectu (>1/10),

Yectu (>1/100 no <1/10),

Heuectu (>1/1 000 mo <1/100),

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

MHoro peaxku (<1/10 000),

C HeusBecTHA YecToTa (OT HATMUHHUTE TAHHHU HE MOXE Jla Ob/ie HAMTpaBeHa OICHKA).

Tabiauna 1:  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA BB3pacT 12 U noBeye roinHu
Cucremo- MHoro YecTn Heuectu Penxn MHoro C
OpraHeH 4yecTu (>1/100 xo |(>1/1 000 xo| (=1/10 000 peaxu HEM3BEeCTHA
KJac (=1/10) <1/10) <1/100) ao (<1/10000) | uectora (oT
<1/1 000) HAJIMYHUTE
JAHHHU He
MOZKe 12
obae
HanmpaBeHa
OIICHKA)
Hapymenns Jlumdane-
Ha KPBBTa U HOMaTus”
nuMpraTa
cucremMa
Hapymenns Peakuun Amnadunakcus
Ha UMyHHaTa Ha CBPBX-
cucremMa qyBCTBHU-
TEJIHOCT
(mamp.
00puB,
HpypUTYC,
ypTHKapus’®,
aHruoenemM®
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Cucremo- MHoro YecTn Heuectu Penxn MHuoro C
OpraHeH 4ecTu (>1/100 xo |(>1/1 000 xo| (=1/10 000 peaxu HEM3BEeCTHA
KJiac (=1/10) <1/10) <1/100) ao (<1/10000) | uectoTa (oT
<1/1 000) HATMYHUTE
JaHHM He
MOKe 1a
obae
HATIpaBeHAa
OLICHKA)
Hapymenus Hamanen
Ha amneTHuT
MeTabonm3ma
Y XpaHEHETO
[Mcuxuanu bescrHue
HapyIICHHS
Hapymenus I'maBoGonme Jletaprus | Octpa [TapecTesus’;
Ha HepBHATa nepudepHa XunecTe3us”
cucTema JUIICBa
napaumsa’
Cepacanu Muoxapaut
HapyIICHUS r
ITepuxkapaut”
CroMmarnirHo- Huapust” T"anene;
YpEBHU [ToBpriIane
HapyIICHHUS r
Hapymenus Xunep- Epurema
Ha KOXKara u XHIPO3a; MynTudopme”
IIOJKOXKHaTa Homan
THKaH M3MOTSBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKYJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cCUCTEeMa U
ChEIIMHUTEITH
aTa ThKaH
OO0mu Bonka Ha 3aueppsiBaH | ACTCHUS; OOmupeH
HapyIIeHUs U | MSCTOTO HA | € Ha Hepasno- OTOK Ha
edexTn Ha WHKCKTH- MSICTOTO Ha | JIOXKCHUE; BaKCHHHUPaHH
MSICTOTO Ha paHe; umkekTu- | [pyputyc sl KpalHUK",;
MPWIOKEHUE | YMopa; paHe Ha MSCTOTO Otok Ha
Brpucasue; Ha UHXEK- JIALETO™
IMupexcus®; TUpaHe
Otok Ha
MSICTOTO Ha
WHKCKTH-
paHe
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a. Ilo-romsima uecrora Ha umdanenonatus (2,8% crapsimo 0,4%) e HaOM0jaBaHa PY YYACTHUIIM, TOTYIHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIN, ITOTYYHIN 2 TO3H.

6. Kareropusara mo gecToTa 3a ypTHKapus U aHTHOEIEM € “peaKu’.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30MACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpUMa yJacTHHIH B rpynata Ha MPHK BakcunaTta

cperry COVID-19. ITosBara Ha nuiieBa nmapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e nmpuioxeHa Ha

yuactauka) u Iau 3, 9 u 48 cien [Jo3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JTUieBa

nmapanusa B IpymnaTa Ha mianeoo.

Hesxenana peakiusi, ycTaHOBEHA CIIe pa3pellaBaHe 3a yrnoTpeoa.

OTHacs ce 3a ppKara, Ha KOSATO € IOCTABCHA BAaKCHHATA.

[To-rossiMa YecToTa Ha MUPEKCHS ¢ HaOII0JaBaHa CJIe]] BTOpaTa /103a B CpaBHEHHE C IbPBATa J103a.

Cro01aBa ce 3a OTOK Ha JIMLETO MPHU PEIMITUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI HHXKCKTUPAH JICPMaJICH

(rTEp Tpe3 MOCTMAapKETHHTOBHS TIEPUO]T.

¥ o R

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum
[ToBUILIEHUAT PUCK OT MUOKAPIUT cjiel BakcuHaiusa ¢ Comirnaty ¢ Hali-BUCOK IIPH FOHOIIM U I10-
MJIaid MBXkKe (BXK. Touka 4.4).

JBe rojeMu GapMakoeuIeMUOIOTHYHY TPOYIBaHUS, IPOBEICHH B EBporia olieHsBaT MO-BUCOKHS
PHUCK OT MUOKAPJIWT MPH FOHOIIX U IO-MJIaJN MBXKe ciel Bropara g03a Comirnaty. EnqHo mpoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa 103a uMma okoio 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTENHHU ciiydast Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4sane 3a mepuoj ot 28 qHU ciien Bropara go3a uma 0,57 (95%
JU: 0,39 - 0,75) nonbaUTEenHN cinydas Ha Muokapaut Ha 10 000 npu 16 1o 24-roAWIITHY FOHOIIH U
MBKe, B CpaBHEHHUE C XOpa 0€3 eKCIO3HIINA.

C’B06H_IaBaHC Ha 1003 pPaHy HCXKCJIaHU PCAKITNH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEJIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BaykHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAULIMHCKUTE CIICUATIICTH CE U3UCKBA Ja ChOOLIaBaT BCSIKa
HOI03MpaHa HeKEJIaHa PeaKIys uype3 HaIl[MOHaIHa CHCTEMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenue V v 1a BKIIOYAT HAPTUAHUS HOMED, aKO € HAJTMYCH.

4.9 Ilpepo3upane

Wma Hanu4yHM JaHHM 32 IpeI03UpaHe MpU 52-Ma YYaCTHULH, BKIIOUEHH B KIIMHUYHOTO U3MIUTBAHE,
KOHUTO MOPaJaX TPelIKa B paspekJaHeTo ca nmonyunin 58 mukporpama Comirnaty. Bakcuaupanute He
cb0OIIABAaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIni.

B cityuaii Ha npeno3upaHe ce mpernopbyBa MpocieAsBaHe Ha )KU3HEHUTE QYHKIHH U Bb3MOXKHO
CHMITOMAaTHYHO JICYCHHE.

5. DPAPMAKOJIOT'NYHHA CBOUCTBA

51 dapmakoaMHAMMYHU CBOIiCTBa

dapmakoTeparneBTHYHA rpyra: BakCUHH, Ipyru BupycHu Bakcunu, ATC kox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAHOYACTHIIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepemmiupama ce PHK B knetkure
TOCTONPUEMHHIIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJuMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
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LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTanusra Ha Te3U JBE aMUHOKHCEIMHHU 10 MPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUT€HHO MpEATIOYNTaHa pedy3HOHHA CTPYKTypa. BakcnHaTa npen3BUKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPATU3UPAIIN aHTUTENIa, TaKa U KJIEThbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a IoTpHrHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOI'OHALIMOHAJIHO, PAaHAOMU3UPAHO, I1a1e00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTes s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEJICKIIUA Ha
KaHAMJATHU 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha Bb3pacT 12 u moBeue roJuHu.
PanpomusanusiTa e crparuduumpana mno Be3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pACT, WK Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronuan. OT IpOyYBaHETO ca UKIIOUEHH YYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YYaCTHHUIM C MPEAUIIHA KIMHIYHA WK MUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHIIECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeNIeHO KaTo 3a00JIsIBaHe, KOETO HE
HaJslara 3HauuMa MpoMsiHa B TEPAITUsTa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHE Ha 3200 SIBAHETO
npe3 6-Te CeAMUIM NPEAH BKIIOUYBAHETO, KATO yYACTHHUIIM C U3BECTHA CTAOMIHA HH(PEKIHS C YOBELIKH
umyHoaedunuter Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 2o0unu — cieod 2 0o3u

B uacrra da3za 2/3 na [IpoyuBane 2, Ha 6a3aTa Ha HaTpynaHu qaHHu 10 14 mHoemspu 2020 r.,
npubmusutenHo 44 000 yyacTHUIM ca paHAOMHU3MpaHH TIOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cpeiry COVID-19 unu mnane6o. AHanU3bT 3a €pUKaCHOCT BKIIIOYBA YYACTHHUIIN, HA KOUTO
BTOpAaTa BaKCHHAILMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu crnex mppBara BakcuHanus. [loBedero
(93,1%) BakcuHMpaHU ca MONYUHIH BTopaTa fA03a 19 1o 23 aum ciex Jlo3a 1. ITnanupano e
y4acTHHUIMTE Aa ObJaT npocneasBanu 10 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30mMacHOCTTa U
edpuxacHocrra cpeury COVID-19. B kmuHUYHOTO pOyyYBaHe OT yYACTHULIUTE CE € M3UCKBAJIO Ja
cbOM01aBaT UHTEPBAI OT MUHUMYM 14 THU peau U ciell NPIIOKEHUETO Ha MPOTUBOTPUIIHA
BaKCHHa, 3a Jia moyry4yat win miane6o, win uPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja CHOM0JaBaT HHTEPBAJI OT MUHUMYM 60 ITHU mpenu
WM CJIe KaTo ca UM OMJIM MPHUJIOKEHU KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
UMYHOTTIOOYJIMHU B paMKHTE Ha BPEMETO JI0 3aBbPIIBaHE Ha MPOYYBAHETO, 3a Ja MOTy4aT HiTH
wiane6o, win nPHK Bakcuna cpemy COVID-19.

[Nomynanmsra 3a aHaIM3 Ha TBPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynarta nHa uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 JaHHu 3a npeaumHa nHpeknms cbe SARS-CoV-2 10 7 nHU cnen BTopaTta
no3a. lomsmauTenHO nMa 134 ygacTHHIN Ha BB3pacT Mexay 16 u 17 roguaum (66 B rpynara Ha nPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha mnane6o) u 1 616 yuacTHuIM - Ha Bb3pacT 75 u
moede roauan (804 B rpynarta Ha n”PHK Bakcunara cperry COVID-19 u 812 B rpymnaTa Ha 1utare6o).

KbM MOMeHTa Ha MbPBUYHMS aHAJH3 33 €PUKACHOCT YYACTHULIUTE Ca MPOCIEsIBAHU 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 00110 2 214 yoBekoroaunu B rpynara Ha ”PHK BakcuHara cpenry
COVID-19 u 06110 2 222 40BEeKOTOJIMHY B IpyIaTa Ha 1mianeoo.

HsMa xTMHHYHO 3HAYMMHM Pa3JIMKK B 0011aTa e()UKaCHOCT Ha BAKCHHATA NIPU YYACTHUIU C PUCK OT
texka popma Ha COVID-19, BKITIOUNTENHO TE3U ¢ | MM TIoBeYe ChITHTCTBAIIM 3200/ ISIBAHMUS, KOUTO
yBeIMYaBaT prucka oT Texkka ¢popma Ha COVID-19 (manp. actma, mHIEKC Ha TenecHaTa Maca (U TM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sIBaHe, 3aXapeH quabeT, XUIepPTOHHS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabnuna 2.
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Tadauna 2:

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

Ho3a 2, 1o Bb3pacTOBH MOATPYNH — YYACTHHIHM 0e3 TaHHU 32 MH(peKIus npeau
7-mus el ciaen Jlo3za 2 — momyJsiauusi, oueHuMa 3a epukacHoct (7 AHn)

npenuimHa nHdpexuus cs¢c SARS-CoV-2*

IInpBa nmosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIMA 0€3 TaHHHU 3a

uPHK Bakcuna
cpemy COVID-19 Inauedo
N2 =18 198 N2 =18 325
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon na Ilepuoa Ha BaKcuHaTa, %
Moarpyna Haomonenne” (N2") Hadmogenne” (N2") (95% AN)*
Bceuuku yyactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 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 TOINHHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHNTE CiTydan ca ONpPEEIeHN Upe3 IOJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummntowm,
cpotBercTBail Ha COVID-19 [*Omnpenenenue 3a ciry4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIM 3aCUJIeHA KalllIUIa, HOBOMOSIBIII C€ WM 3aCHJICH 33yX, BTPUCaHe, HOBOIOSBUJIA C€ UM yBEJINYEHa
0o0JIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHC, B3IAJIEHO I'bpJI0, IUAPUS HIIH

MOBPBIIAHE. |
*

B anamu3za ca BKIIoYeHU y4JacTHULI 0e3 CCPOJIOTMYHU U BUPYCOJIOT'MYHN JaHHU (r{pe,un 7-mus JCH CJICO

MIPHUJIOKEHUE Ha MMOCjIeIHaTa 103a) 3a MuHaaa nadpexus cb¢ SARS-COV-2 (T.e. oTpHIIaTEIHN 32 aHTHTENA
¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTkpuT SARS-COV-2 € Tect 3a amrumdukanys Ha HyKIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKA) IPH BCsAKA HEIUTAHUpaHa BU3NTA MpeAn 7-MHS ACH

cnen Jloza 2.

a. N = bpoii yyacTHHLIM B MOCOUEHATA TPYIIA.

o

nl = Bpoizi y4aCcTHULIA, OTTOBapsAIIN Ha OMPCACIICHUCTO 3a KpaﬁHaTa TOYKa.

B. OOw neprox Ha Habmoaenne B xwisian (1 000) yoBekorouHu 3a JajieHaTa KpaiHa TOYKa IPH BCHYKH
YUYaCTHUIIM BB BCAKA PUCKOBA IPyIa [0 OTHOLIEHUE Ha KpaliHaTa Touka. BpemeBusT nepuop 3a
HarpynBaHe Ha ciiydau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha iepuojia Ha HaOJIroIeHue.

r. n2=0poii Ha yYaCTHHLIMTE B PUCK 10 OTHOILIEHUE Ha KpalHaTa TOUKa.

n.  JIByctpaHHUAT noBeputeneH uatepBai (JIN) 3a epuxacHOCT Ha BakcMHATA € TIOJTy4eH Ha O6a3ara Ha MeToja
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. JIU He e Kopurupas 3a MHOXKECTBEHH

aHaJIn3H.

Eduracunoctra Ha uPHK Bakcunara cperry COVID-19 mipu npeBeHnMsTa Ha ITHpBa MOsSBa HA
COVID-19 ot 7-mus aen ciex Jo3za 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputesieH HHTEpBa
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JJoKa3aTeCTBa 3a
npenuniHa nadpeknus cbe SARS-CoV-2.

JIOTBITHUTEITHO €MH TOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA IIOKa3Ba CXOJHU OIICHKU Ha
TOYKAaTa 32 e(UKaCHOCT B TPYIHTE IO TI0JI, ETHUYECKA NPUHAICKHOCT M YIACTHUIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpIeHn ca akTyanu3upaHu aHAIH3H 32 €(PUKaCHOCT MPH HATHMYUETO Ha JOMBIHATEHH,

noTBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCjIeIeHOTO IIale00-KOHTPOIHPAHO
pociensBane, 00XBaramo nepuoaa 10 6 Mecena cuen Jloza 2 B momynanusara 3a epUKacHOCT.

Akrtyanu3upaHata nHbopMalius 3a epUKacHOCTTa Ha BAKCHHATA € mpejacraBeHa B Tadnuia 3.
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Taéauna 3:

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

Jlo3a 2, 1o BL3pacToBU NOATPYNH — YYACTHHIM 0e3 JaHHM 3a NpeJHIIHa
undexuus c¢ SARS-CoV-2* npeau 7-mus nen ciaen Jo3a 2 — monynanus,
oleHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha MJIaNe00-KOHTPOJIUPAHHUS MePHOIT
Ha npocJjeasiBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢uxacHoct Ha
Ilepnoa na Ilepnox na BaKcHHaTa, %
Ioarpyna Ha0oaenne® (n24) Haooxenne® (n2°) (95% am”)
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 o 64 roguHu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
oBeYe TOIMHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 ropuHN 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
1oBeYe TOIMHH 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpEHHUTE CiTyyau ca ONpeesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ HITH 3aCHIIHIIA
ce KallTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUTIII CE 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM yBEIMYIMIIA ce 0OJKa B
MyCKyJII/ITe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC HJIF MHUPHC; BB3MAJICHO T'bPJI0; AUAPHS; OBPHIIAHE).
B ananu3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a
anTuTena ¢ N-cBbp3Bane [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 BU3NUTA
npesu 7-must feH cien J{o3a 2.

IS

N = bpoii yqacTHHLIM B TIOCOYEHATA IpyHa.
nl = Bpoii ygyacTHHIIN, OTTOBAPSIIIY HA OIPEAEICHUETO 3a KpaliHaTa TOUKa.

B. OO nepuox Ha HaOmoxeHue B Xy (1 000) yoBekoroanHy 3a JajeHara KpaiHa To4Ka Ipyu BCHYKH
YUaCTHUIIM BB BCSKa PUCKOBA Ipyma [0 OTHOIIEHUE Ha KpalfHaTa Touka. BpeMeBUAT nepuos 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha ieprojia Ha HaOJIroIcHHE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

n. JByctpannust 95%-eH nosepureneH unrepsai (1) 3a epukacHocT Ha BakCHHATa € NIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

€. BxirouBa noTBBpAECHHU Cilydau IpU Y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha ”PHK

BakcuHata cpenry COVID-19; 16 B rpynara Ha muare0o.

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK BakcunaTa cpemry COVID-19
npu npeBeHuusnTa Ha nosisa Ha COVID-19 ot 7-mus cien J{o3a 2 B cpaBHeHue ¢ miane6o e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyaCTHHIIUTE B MOMYJIANUATA, OLEHIUMA 332 e()UKACHOCT, ChC WIH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.

JIOTTBTHATETHO aKTyaTH3UpaHUTE aHAIHM3H 32 €(DUKACHOCT IO MTOATPYIH MTOKA3BaT CXOAHH TOUYKOBH

OIIEHKH 3a e()MKACHOCT B TPYNHUTE TIO TOJI, €ETHUYECKa MPHUHAIEKHOCT, reorpad)cKo MOI0KEeHHE U TIPU

YYaCTHUIIMTE ChC ChITBTCTBAIIN 3a00JSBAHUS U 3aTIBCTABAHE, CBbP3aHU C BUCOK PUCK OT TEXKKA
dhopma Ha COVID-19.

Eduxacnocm cpewy meowcka ¢popma na COVID-19
AKTyal3upaH aHaJIu3 Ha BTOPUYHATE KPAHN TOYKH 3a e(PUKACHOCT moAKperrs mon3ata oT nPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsia Texka gopma Ha COVID-19.
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Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpeliy 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 TO3U 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:  EduxacHocT Ha BAKCHHATA — TbPBA N0siBa HA Te:kka ¢opma Ha COVID-19 npu

YYaCTHHIM cbc HiaH 0e3 npeaumna undexuus cb¢c SARS-CoV-2 na 6azara na
omnpeaejieHHETO HA AreHIMATA 3a KOHTPOJ Ha XpaHuTe u jJekapcrara (Food
and Drug Administration, FDA)* caen Jo3a 1 uiam ot 7-mus xeH cien Joza 2 B
nepuoa HA MPocJieIsiBaHe HA MJIae00-KOHTPOJIUPAHOTO MPOYyIYBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayuaun Cayuaun
nl* n1? Eduxacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
naomonenne (N2°) Hatumonenue (N2°) (95% ")
1 30 96,7
Cnen 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: [IoTBBpICHHUTE ClTyYau ca OMpPECIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOUBAT: MOBUIIEHA TEMIIEPATYpPa; HOBOIMOSBUIIA CE UJIH 3acCHIIMIa
Ce KallUTHIa; HOBOIIOSIBIJI CE WJIM 3aCHIIUII CE 3alyX; BTPHUCAHE; HOBOIOSIBUIIA CE WM YBEIHUYWIA ce 0OJIKA B
MYCKYJIUTE; HOBOIOSIBIJIA C€ 3ary0a Ha BKYC HJIM MUPHC; BB3MAJICHO T'bPJI0; JUAPHS; TOBPBIIAHE).

* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-Mako
1 oT cnexHUTE:

o

e  KiuHMYHM MpU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IUXaTellHa YecToTa
>30 BIumIBaHUS B MHHYTA, ChbPACYHA YecToTa >125 ynapa B MUHYTa, KUCIOpOIHA caTypanus <93% Ha
CTaeH BH3AyX Ha MOPCKOTO PaBHUIIE WM CHOTHOIICHNE HA apTePHUATHOTO MTAPLIHAITHO HAIATaHE Ha
KHCIIOPO/a KbM (pakimsaTa Bauiian kuciaopon <300 mm Hg);

e JluxaTenHa HEAOCTATHUHOCT [ONpe/eeHa KaTo HyK/Ja OT [T0JlaBaHe Ha KHCIOPO/]] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALMS, MEXaHWYHA BEHTWIALMS WM EKCTPAKOPIIOpaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 32 LIOKOBO CHhCTOSIHHE (CUCTOIMYHO KpBbBHO Hansirane < 90 mm Hg, nuacTonn4Ho KpbBHO
Hassrane < 60 mm Hg wiu Hyka ot Ba3onpecopn);

e 3HaumMa ocTpa ObOpeYHa, YepHOAPOOHA MITH HEBPOJIOTHYHA TUCQYHKITUS;

e [IpuemaHe B OTICNeHIE 32 HHTCH3UBHU TPHXK;

e  CwmbpT.

nl = Bpoi#l yuacTHHLIM, OTrOBapsIIMN HA ONPEACIECHUETO 32 KpaliHaTa TOUKa.

n2 = bpoii Ha y4aCTHULIUTE B PUCK [0 OTHOLICHHWE Ha KpaiiHaTa TOUKa.

JBycTpaHHuAT noBeputereH uaTepsal (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha MeToa

Ha Clopper u Pearson, kopurupas cpsiMo BpeMeTO Ha HaOIIIOAeHHUE.

EdukacHocr, oneHeHa Ha 06a3ara Ha msiaTa HajandHa (Moauduimpana intent-to-treat) momynamms yaacTHUIIH,

nonyyniu J{o3a 1, 3a onieHka Ha e(hHKacHOCTTA, KOSITO BKJIFOYBA BCHYKH PAHIOMHU3UPAHU yYaCTHULIH,

HOJIy4YHJIH TIOHE | /1033 OT N3NKMTBaHATA HHTEPBEHIIMS.

O6m nepuon Ha HaOmoaeHue B Xy (1 000) yoBekorouHM 3a JajieHaTa KpaifHa TOYKa MPU BCUIKH

Y4YaCTHHUIM BBB BCSIKA PUCKOBA IPyIIa 10 OTHOIICHHE HA KpaiiHaTa To4YKa. BpeMeBHAT epros 3a HaTpynBaHe

Ha cimyyan Ha COVID-19 e ot [o3a 1 10 kpast Ha repro/ia Ha HaOIIOACHUE.

EdukacHocT, onieHeHa Ha 0a3ara Ha MOMYJIAUATa, OIICHUMA 33 €(PUKACHOCT (Ha 7-MUS [ICH), KOSTO BKIIIOYBA

BCHYKH TOJIXOJISIIN PAHIOMUAZUPAHHN YYACTHUIIH, TIOTyYHIIH BCHIKH JJO3H OT H3IUTBAHATA HHTCPBCHITHS,

KaKTO Cca paHIOMHU3UPaHU B PEABAPUTEITHO ONIPEISIICHHS IPO30peL, Oe3 IPYTH CHIIECTBEHH OTKIOHEHUS OT

MIPOTOKOJIA, KAKTO € OTPE/IENICHO OT KIMHUINCTA.

O6m nepron Ha HaOmoaeHue B Xy (1 000) yoBekoroIMHM 3a JajicHaTa KpaifHa TOYKa MPU BCHIKH

YYaCTHHUIIM BBB BCSKa PHCKOBA TPyIa [0 OTHOIICHNE HA KpaifHaTa Touka. BpeMeBUAT mepro[ 3a HaTpyIBaHe

Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha iepro/ia Ha HaOJIIoICHHE.
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Eguracnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cied 2 003u

IIpu mppBOHavaneH ananu3 Ha [IpoyuBane 2 mipu roHOIX Ha BB3pacT 12 mo 15 roguam (¢ MequaHa Ha
MPOIBLIDKUTETHOCTTA Ha TIpociensBaHe >2 Mecena cien Jlo3a 2) 6e3 qaHaM 3a IpeaulTHa HHOEKITHs,
HsMa cirydad ripu 1 005 yyacTHUIM, OTyYHIIM BaKCHHATA, M uMa 16 cirydast ipu 978 yyacTHHILIH,
noyryuni roiane6o. ToukoBara oreHka 3a epukacHoct e 100% (95% noepurenen unrepsan 75,3;
100,0). ITpu yuacTHUIM cbe MM O3 NaHHM 32 npenuinHa nHpexnust uma 0 caydas npu 1 119-te
YYACTHUIIH, TIOTYYWIIN BakcrHaTa, U 18 ciryyas pu 1 110-te yyactaunm, momy4uy miamnebo. Topa
CBIIIO TTOKa3Ba, Y€ TOUYKOBaTa oreHKa 3a edpuxacuoct e 100% (95% nosepurenen natepsan 78,1;
100,0).

AKTyallu3upaHy aHAIM3H 32 €(PUKACHOCT ca HalpaBEHH MPH JOMbIHUTEIHO OTBbPACHH CIydan Ha
COVID-19, Br3uukHanu 10 6 mecena ciexa Jloza 2 mo BpeMe Ha 3acieneHoTO MIale00-KOHTPOIUPAHO
MPOCJeIIBaHe B MOMYJIAIMITA 32 e(h)UKACHOCT.

B akryanusupanus ananus 3a epukacHoct Ha [IpoyuBane 2 mpu roHOmH Ha BB3pacT 12 mo 15 roaunmy,
0e3 JaHHM 3a penIIHA UHDEKIHs, Clydan Ha 3a00JIsiBaHe HEe ca HAOII0JaBaHu [IPU

1 057 ygacTHUIM, OJy4YrInd BakcuHaTa, a ipu 1 030 monyuunnu mnane6o nma 28 ciaydas. ToukoBaTa
oreHka 3a eukacuHoct e 100% (95% mosepurenen untepsan §86,8; 100,0). [Ipu ygacTHUIM ChC UITH
0e3 naHHu 3a npeauiHa nHexuus uma 0 ciryyast npu 1 119 nonyunnu BakcuHaTa, a npu

1 109 yyactauim, momy4ymnin mwianedo uma 30 cirydas. ToBa chIlo 1oka3Ba, 4e TOYKOBATA OLCHKA 32
epukacuoct e 100% (95% nosepurenen unrepsan 87,5, 100,0).

B IIpoyuBane 2 e npoBeieH aHAIM3 HA TUTPUTE HA HEYTPAIU3UPAIINUTE AaHTUTENA CPEITY
SARS-CoV-2 1 mecen cien Jlo3a 2 npu n30paHa Ha CliydacH MPUHIIMII IOATPYIa y4acTHHIIN 0e3
CEPOJIOTMYHH MJIM BUPYCOJIOTUYHM JaHHM 32 MuHasa HHekius cb¢ SARS-CoV-2 no 1 mecer cien
Ho3a 2, cpaBHsABaL 0TTOBOpA MPH IOHOLIM Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
yYaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CHOTHOIIEHHETO HA CPEeITHUTE TEeOMETPUYHHU TUTPH (geometric mean titres, GMT) mpu Bbp3pacToBaTa
rpyna 12 no 15 rogunu cripsmo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-crpanen 95% AU
1,47 no 2,10. CneoBaTeniHo € JOCTUIHAT KPUTEPUSAT 3a HE M0-MaJika e(hUKaCHOCT, KOKUTO €
choTHOUIeHue 1,5 , Thil KaTo monHaTa rpaHuna Ha 2-ctpanHus 95% JIU 3a cpeAHOTO TeOMETPUIHO
choTHOIIeHue (geometric mean ratio, GMR) e >0,67.

Hmynoeennocm npu yuacmuuyu na evspacm 18 u noseue coounu — crneo oycmep 0o3a
EdextuBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce 6a3upa Ha OIIEHKA HA THTPUTE Ha
HeyTpanuzupamure antutena cpeury SARS-CoV-2, namansBamy BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B IIpoyuBane 2. B ToBa npoy4Bane Oyctep jo3ara € IpriIokeHa 5 10

8 Mecena (Meamnana 7 Mecera) cies] Bropara go3a. B [Ipoyusane 2, anammsure Ha NT50 1 mecery cnen
OycTep A03aTa, CpaBHSIBAHU C Te3W | Mecel] ciell MbPBUYHATA Cepys, IIPH JIUIa Ha Bh3pacT 18 10

55 roauHu 6€3 CepoIOrMYHYU WU BUPYCOJIOTHYHY TaHHH 3a MuHaNa nHpeknus cbe SARS-CoV-2 1o
1 mecen cnen OycTep BaKCHHAIMS [TOKAa3BaT HE MMO-Malka ePUKACHOCT 110 OTHOILIEHHE KAKTO Ha
cpenHOTO reomeTprydHO choTHOomeHNe (GMR), Taka 1 Ha pa3nrKara B CTETIEHTa Ha CEPOJIOTHICH
o1roBop. CeporIorHYHUSAT OTTOBOP NPH €IUH YYACTHHUK CE ONPEeNisi KaTo MOCTUTaHe Ha >4 TbTH
noBumienne Ha NT50 oT u3xoHO HUBO (TIper TbpBUYHATA ceprs). Te3u aHan3u ca 0000IIeHH B
Tabnuua 5.
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Tabauua 5. Anaaus Ha HeyTpaausupanero Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenue Ha GMR u ceposoruunus orrosop 1 mecen ciaen
OycTep mo3a cupsiMo 1 Mecen cJjiel MbPBUYHA cepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunau 6e3 naHHu 32 nHQexkuus A0 1 mecely cjiea dOycrep 103a* — momyJaanus,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 Mecen ciien

Oycrep no3a/- | Ilocturuara
1 mecen ciien | 1 mecern cien | mes 3a He TO-
1 mecen ciien IbPBHYHA MbPBUYHA MaJjKa
OycTtep 1032 cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuiex
THTBP HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJIIBAIIL
BHpYyCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 212* | (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) ar
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3nupammre
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%°) -

Cokpamenuns: [ = noBepurenen uarepsain, GMR = cpeano reomerpuyHo chotHomeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosHa rpaHnIia Ha KOJIMYECTBEHO OnpenesiHe; N-CBbp3Balll = CBbP3BAalll
Hykieonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanys Ha HyKJIeHHOBH Kuceinnu, NT50 =
TUTBP Ha HEYTpAIM3HUPALINTE aHTUTENA, HaMaJIsBalll BUpycHaTa akTuBHOCT ¢ 50%; SARS-CoV-2 = Texbk
OCTBpP PECHMPATOPEH CHHAPOM KopoHasupyc 2; /I/H = na/ue.
SARS-CoV-2 NT50 e onpezernen ¢ moMomnIra Ha AHanIn3 Ha MUKpoHeyTpanuzanusita Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3noszBa GpyopeclueHTeH pernopTep BUPYC, MOIyYeH OT Iama
USA WA1/2020, n BupycHaTa HeyTpaJH3alys c€ OTYNTA BBB Vero KieThIHr MoHOocnoeBe. NT50 Ha
IpoOHTE ce OIpeIeNist KaTo PEUIPOYHOTO CEPYMHO pa3pexaaHe, mpu koeto 50% ot Bupyca ce

HeyTpalu3mpa.

B ananm3a ca BKIIIOYEHN YIaCTHUIM 0€3 CEPOIIOTUYHH MIIM BUPYCOJIOTHYHHU TaHHH (10 1 Mecern cren

noiyyaBaHe Ha Oyctep mo3a Comirnaty) 3a MuHana uapeknus cb¢ SARS-CoV-2 (T.e. orpumartentu 3a
N-cbp3Bamy anturena [cepyM] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa]) U ¢
oTpuuateneH pe3ynTtat oT NAAT (HazanHa HaTpHUBKa) IpU BCSAKA HEIUTAHUpPaHa BU3UTA A0 1 Mecel cien

Oyctep n03a.

I+

Benukn NoAXOAdH Yy4aCTHULIN, HOJTYHYNIN 2 J031 Comirnaty, KaKTO Cca paHAOMU3HUPAHU ITBbPBOHAYAIHO, C

npuiioxkeHa /loza 2 B paMKuTe Ha NpEeABApUTEIIHO ONpe/eieHus po3opel (B pamkure Ha 19 no 42 nuu
cient Jlo3a 1), momyamim Gycrep noza Comirnaty, ¢ moHe | BaJIM/IeH 1 ONIpeJiesieH pe3yJITar 3a
UMYHOTEHHOCT cie] OycTep 703a IPH B3eMaHe Ha KPBB B PAMKHTE HA ITOJIXO/IAII ITPO30pel (B paMKUTE Ha
28 mo 42 nau cnex OycTep mo3ara) u 6e3 IPYTH ChIIECTBEHH OTKJIIOHEHHUS OT MMPOTOKOJIA, KAKTO €

OMPEACICHO OT KIIMHUIOUCTA.

a. 1n = 0poil yYaCTHHUIIM C BAINAHU U OTIPEACITICHN PE3YNITaTH OT aHAJN3a U B ABETE BPEMEBH TOUKH 32

B3E€MaHe Ha KPbB B PAMKHUTE Ha ONPEICHHS IPO30PeIl

6. GMT u 2-ctpanute 95% AN ca n3uncineHn 4pe3 eKCIOHSHIIMOHUPAHE Ha CpeaHaTa JIOTapUTMHYHA
CTOMHOCT Ha TUTpUTE U choTBeTHHTE U (Ha Oa3aTa Ha pasmpeneneHuero Ha Student t). Pesynrarute ot

ananmusa mox LLOQ ca 3amanenu karo 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIU ca uzuncieHn upe3 eKCIOHEHIIMOHUPAHE Ha CpeiHaTa pa3juKa B
JIOTapUTMHUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE JIU (Ha 6a3zaTta Ha pasnpenenenuero Ha Student t).

r. He no-manka edukacHocT e Aekiiapupana, ako JoJiHaTa rpaHuna Ha 2-ctpannaus 97,5% JI1 3a GMR e
>(0,67 u ToukoBara ouenka 3a GMR e >0,80.
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J. N = O0poi y4aCTHHILM C BaJUIHU U ONPENEIICHN PE3YJITAaTH OT aHAJIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOJHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep 1032 B paMKHUTE Ha OTIPEACHHUS Tpo3opell. Te3n
CTOHHOCTH Ca 3HAMEHATEIH MPU MPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yJaCTHHUIN CHC CEPOIIOTHYEH OTTOBOP 3a JaJICHUS aHANN3 MIPH AaJicHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipobOa. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnmka B ChOTHOIICHUATA, M3pa3eHu kKaTo mporeHT (1 mecerr cien Gycrep mo3a — 1 mecerr cien J{o3a 2).

Kopurupan 2-ctpanen /I na Wald 3a pa3inkara B CbOTHOIIEHUATA, U3pa3eHa KaTO MPOIICHT.

He no-manxka epukacHOCT € JeKiiapupaHa, ako JIoJHaTa rpaHuna Ha 2-crpanuus 97,5% U 3a

NpOLIEHTHATA pa3yiuka e >-10%.

= @»

Omunocumenta eqpukacHOCm Ha AKCUHAMA NPU YHACHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
bycmep 003a

B enun mexauHeH aHanu3 3a edukacHocT ot [IpoyuBaHe 4, mnare00-KOHTPOJIUPAHO MPOYYBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTerHo 10 000 ygacTHUIM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot [Ipoy4Bane 2, ca OLIEHEHH JaHHH 3a MOTBbpAeHHU cirydan Ha COVID-19,
HATpYyTaHU Hail-paHo OT 7/-Mus JIeH ciefl OycTep BaKCHHALMATA 10 IaTaTa Ha 3aKIF0YBaHE HA TaHHUTE
5 oxromBpu 2021 r., TOBa ce sABsBa NEPUOJI HA TPOCIIEAIBaHE Ciie OycTep J103a ¢ MeruaHa

2,5 mecena. bBycrep no3ara e npuioxxkena 5 10 13 mecena (meauana 11 mecena) ciien Bropara J103a.
OrneHeHa e epUKacHOCTTa Ha BaKCHUHATA B rpynara ¢ Oycrep no3a Comirnaty cie mbpBUYHATA CEPUS
B CpaBHEHHE C rpynara Ha miarnedo BMecTo OycTep 103a, MOTyYHiia caMO TbPBUYHATA CEPHS.

Wudopmanusra 3a oTHOCHTeTHATa e(PUKACHOCT Ha BAKCHHATA ITPH YYAaCTHHUIN HA BB3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrapena B Tabmuia 6.
OtHocuTenHaTa epUKACHOCT Ha BAKCHMHATA [IPU YYACTHHUIU ChC M 0€3 JaHHU 3a MpeJUIIHa HHPEKIHs
c¢bc SARS-CoV-2 ¢ 94,6% (95% noeeputeiien uarepnai 88,5% no 97,9%), nogo0HO Ha Ta3H,
HaOIr0aBaHa IpH yYacTHUIM 0€3 JaHHM 3a IpeAnInHa HHGEKHa. BposT Ha MbpBUYHUTE CITy4au Ha
COVID-19, nabmronaBanu ot 7-Musi ieH cien Oyctep BakCHHaUuUsATa, € 7 B rpynara Ha Comirnaty u
124 B rpynara Ha mane6o.

Ta6auna 6: EdukacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus 1eH cjien
OycTep BAKCHMHAIMA — YYACTHU LM HA Bb3pacT 16 u noBeye roaunu 6e3 JaHHU 32
HH(eKIus — NOmyJIalusi, OeHNMa 32 e(PUKACHOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq OycTep 1032 NP YYACTHUIM 0€3 TaHHHU 32

npenuiHa nHpexknus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N?=4 695 N=4 671
Cayyan Ciyuan OTtHocHuTeIHA
n1® n1® eduracHoCcT Ha
Bpeme Ha HaO1ronenne”® | Bpeme Ha HaOuroneHue® |  BakcuHaTa" %0
(n2") (n2") (95% JIN®)
[IspBa nmosiBa 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: [IoTBBbpEHHUTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKJIIOYBAT: MOBUIIEHA TEMIIEPATYPa; HOBOMOSBUIIA CE UITU

3acIHiIa ce KalllINIA; HOBOTIOSBIII C€ VI 3aCHIIMII Ce 3a/1yX; BTPHUCAHE; HOBOIOSABIIIA CE€ WM YBEIUYNIIA CEe

6OHKa B MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC WJIM MHUPHC; BB3MAIICHO I'bPIIO; AP, TOBPBINAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHU M 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 HeoTkpuT SARS-C0oV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc
orpumnatenex pesynrtatr oT NAAT [Ha3anmHa HaTpHUBKa] PH BCSAKA HEIUTAHMpaHa BU3UTA TIPEIH 7-MHUS A€H
ciies1 OycTep BaKCHHALUATA).

a. N = bpoil yuacTHULIM B IOCOYEHATA IPyIa.

nl = Bpoii ygyacTHHIIM, OTTOBAPSIIY HA OIPEAEICHUETO 3a KpalfHaTa TOUKa.

B. OO nepuox Ha HaOmoxeHue B xwisyan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpH BCUYKH
YUYACTHHUIIM BHB BCSKA PHCKOBA TPyIIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBHAT mepro/1 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Oycrtep BakCHHALIMATA 10 Kpas Ha Ieprojia Ha HabroaeHue.

o
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r. n2 = 0poil Ha YYaCTHUIUTE B PHCK [0 OTHOIICHUE HA KpaiiHaTa TOYKa.
OtHocuTeHa epUKaCHOCT HA BAKCHHATA B IpyIata ¢ Oycrep go3a Comirnaty B cpaBHeHue ¢ 1iane6o
rpymaTta (6e3 Oycrep 1o3a).

e. JIBycrpanuusr nosepurenet unrepsai (JJ1) 3a orHocuTenHa eprUKacHOCT HA BAaKCHHATA € TTOJy4eH Ha
6a3ata Ha MeTozna Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJI0eHHE.

Hmynoeennocm na 6ycmep 003a cied NbpeUdHA 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcurna cpeusy COVID-19

EdexruBHoctTa Ha Oycrep mo3a Comirnaty (30 pg) npu iuna, 3aBbpUIMIN ITbPBUYHA BAKCHHAIINS C
Jipyra paspeieHa 3a ynorpeda pakcuna cpemry COVID-19 (xereposokaa OycTep 103a) € U3BEeIeHa OT
JaHHUTE 32 UMYHOT'€HHOCT, IOJY4YEeHHU OT HE3aBUCHMO OTKPUTO KIMHUYHO NpoyuBaHe (aza 1/2 Ha
Haumnonannure 3npasau uactutytu (National Institutes of Health, NIH) (NCT04889209), mposeneno
B CphenuHEHHTE TATH. B TOBa mpoy4uBaHe Bh3pacTHH (quana3zoH 19 mo 80 roguHm), KOUTO ca
3aBBPIININ MTbPBUYHA BaKCHHAIMS Che cepust oT 2 103u Moderna 100 pug (N = 51, cpenna Bb3pact
54+17), emuanyna no3a Janssen (N = 53, cpenna Bp3pact 48+14) unu cepust ot 2 go3u Comirnaty

30 pg (N = 50, cpenna Bb3pact 50+18) Hali-mMaako 12 ceMHUITH PN BKIIOYBAHETO MM B
MIPOYYBAHETO M B aHAMHe3aTa Ha KOUTO He ce ¢hoOInana 3a uHdekiusa cb¢c SARS-CoV-2, ca
noxyunwin oycrep no3a Comirnaty (30 ng). bycrep Bakcunanusta ¢ Comirnaty nHAyLHpa
yBenmaaBane Ha GMR Ha TuTpuTe Ha HeyTpanu3upanmTe anturena 36, 12 u 20 mbTH CHOTBETHO CIIEN
IBPBUYHATE 103U Janssen, Moderna, u Comirnaty.

Xeteponoxxna Oycrep BakcuHaus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneto CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHanms ¢ Tpera qo3a cpemy COVID-19, B koeto 107 Bb3pacTHH yyacTHHIH (C MeIUaHa
Ha Bb3pacTTa 71 ronuHM, HHTEPKBApPTWICH Auana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-manko 70 muau cien 2 mo3u BakcuHa cpenty COVID-19 na AstraZeneca. Cien mspBUYIHATA CEPUS
¢ BakcuHa cperry COVID-19 na AstraZeneca, niceBaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
TUTPHUTE Ha HEYTPAIU3UPALIUTE aHTUTENA ce yBeaudana 21,6 MbTH ¢ MPUIIaraHeTo Ha XeTEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTe OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(popMaLus OTHOCHO YHOTpeda B IEAUATPUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo yCIoBHe".
ToBa o3HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT CE OYaKBaT AOIBIHUTENHH JaHHU. EBponelickaTa
arcHIys 110 JICKapCTBaTa 1€ U3BLpIIBa IMPErJICa Ha HOBaTa I/IH(i)OpMaHI/ISI 3a TO3M JICKapCTBECH MPOAYKT
MOoHE BeIHbK roauiiHo U Ta3u KXII choTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnuHuTe JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MIPOYYBAHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, PenpoLyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOTydaBaiiy 3 ITBIHM T03U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INIMSITA B
TEJIECHOTO TETJIO), MIOKa3BaT MAIBK OTOK W €pUTEM Ha MSICTOTO Ha MHXCKTHPAHE U YBEIHMYaBaHEe HA
OennTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
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OTrOBOp, KAKTO M BaKyOJIM3aI¥sl HA MOPTATHUTE XENAaTONUTH Oe3 TaHHU 32 YepHOPOOHO YBpEKIaHE.
Bceuuku edektn ca 6mmm 00paTUMHU.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4YBaHUs HATO 32 TEHOTOKCHYHOCT, HUTO 32 KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuau 1 ”PHK) na uMat reHoTOKCHYeH MOTCHITUAI.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PA3BUTHETO Ca M3CJIEABAHH MPH IITHXOBE B
KOMOWHHUpPAHO MPOyYBaHe Ha PEepTUINTETa M TOKCHYHOCTTA 33 Pa3BUTHETO, pu kKoeTo Comirnaty e
MpuUjIarad HHTPAMYCKYJTHO Ha KEHCKH ITbXOBE Mpear Yn(TOCBaHE U TI0 BpeMe Ha TeCTalus
(momyuaBaiy 4 HJIHU 103H 33 XOpa, FTeHEPUPAIX OTHOCUTEITHO BUCOKM HUBA MPH IUTBXOBE MOpaan
pa3nu4uATa B TEJIECHOTO TETJI0, B Ieproja Mexay IeH 21 npenn undToCBaHETO U recTalliOHEH

nen 20). OTtroBopu ¢ nosiBa Ha HeyTpanuzupany antutena cpey SARS-CoV-2 uma npu KUBOTHHTE
MaiKy OT eproia pean YuTOCBaHETO A0 Kpasi Ha MPOYYBAaHETO B MMOCTHATAJIeH JeH 21, KaKkTo u
npu (eTycute U MoKoseHuero. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY PepTHIINTETA,
OpeMeHHOCTTa WITH eMOpHO(ETATHOTO Pa3BUTHE WITH PA3BUTHETO HA MOKOJIEHUETO. JIuTicBaT maHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAHETO HA BAKCHHATA MpPe3 IUIALEHTaTa WM €KCKPEIHsATa B MIIIKOTO.

6. DPAPMALNEBTUYHHU JAHHHU

6.1 Cnucbk Ha MIOMOILHHTE BelecTBA

((4-xunpoxcubyTrin)azaneanmn )ouc(xekcan-6,1-numn)ouc(2-xexcmwigekanoat) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-aurerpanermnaneramuy (ALC-0159)
1,2-nucreapomi-sn-riumnepo-3-dhochoxonun (DSPC)

Xonectepo

TpomeTtamon

TpomMeTaMoJI0B XUAPOXJIOPU]

3axaposa

Bona 3a umxekuuu

6.2 HecbBMeCTHMOCTH

To3u nekapcTBEH MPOAYKT HE TPsOBA J1a Ce CMECBa C IPYTH JEKAPCTBEHH MPOITYKTH.

6.3 Cpok Ha rogHoCT

HeotBopen duakon

3ampazen praxon
12 mecena, koraro ce cpxpansia npu -90°C no -60°C.

Baxkcunara ce nosnydaa 3aMpaszeHna npu -90°C no -60°C. Cnen nosyyaBaHe 3aMpa3eHaTa BaKCHHA
MOKe J1a ce chxpaHnsaBa wi npu -90°C go -60°C, i npu 2°C go 8°C.

Korato ce cpxpanssat 3ampaszenu npu -90°C mo -60°C, omakoskute ¢ 10 ¢rakoHa BakCHHA MOTAaT Aa
ce pasmpasat npu 2°C 1o 8°C 3a 6 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa
temrepatypa (1o 30°C) 3a 30 MUHyTH.

Paszmpazen gpraxon

10 cenmunu cpxpanenue u Tpancnoptupane npu 2°C o 8°C B paMmkute Ha 12-MecedHus: CpoK Ha
TOJIHOCT.
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. Cren mpeMecTBaHe Ha MPOIyKTa 3a chxpanenue mpu 2°C no 8°C BrpXy KapTOHEHATa OIaKOBKa
TpsiOBa J1a ce 3alMIile HOBUAT CPOK Ha FOJHOCT U BaKCHHATa TPsiOBa Aa ce U3II0JI3Ba UM Ja ce
U3XBBPIIU CbOOPa3HO TO3U CPOK. [IbpBOHAYATHUAT CPOK Ha FOAHOCT TPsIOBA Aa ce 3apacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa 1a ce cvxpanssa npu 2°C go 8°C.
CpoKBT Ha TOTHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWJI KOpUTHPaH, 3a a 0Tpa3siBa
CpOKa Ha TOTHOCT MPH ChbXPaHEHUE B XJIAAWIHUK U TbPBOHAYATHUAT CPOK HA TOJHOCT TPAOBa
Jla e OwT 3a/IpacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT Ja Ce ChXpaHsABaT 10 12 yaca mpu Temmneparypa
Mexay 8°C u 30°C.

C pa3Mpa3CcHUTC (I)J'IaKOHI/I MOXKE Oa CE pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.
C.]'lell pasMpa3siBaH¢ BaKCUHaTa HE TpflﬁBa aa ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypru omkioHeHUs NPU CoXPAHeHUe 8 XAAOUTHUK

. JlaHHWTE 3a CTAOMIIHOCT TOKa3BaT, 4€ HEOTBOPCHUAT (pr1akoH ¢ cTabuieH a0 10 cenmuim,
KOraTo ce ChbXpaHsBa Mpu Temneparypa ot -2°C go 2°C, B pamkure Ha 10-ceIMUIHHS TIEPHO
Ha cpxpanenue mexay 2°C u 8°C.

. JlanHuTE 32 CTAOMITHOCT MOKA3BaT, 4e (IAKOHBT MOXKE Ja C€ ChXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BxmtountenHo a0 12 yaca ciex mbpBOTO IPOOUBaHE Ha
3aryniankara Ha (JakoHa.

Tazu HH(bOpMaL[I/ISI € MpCIHa3Ha4YCHa Ja YIbTU MCANIHUHCKUTEC CIICHUATIUCTH CaMO B Cﬂy‘laﬁ Ha
BPEMCHHO TEMIICPATYPHO OTKIOHCHUC.

OTtBOpeH GaaKkoH

JlokazaHa e XuMH4Ha 1 GU3MIHA CTAOMIHOCT 110 BpeMe Ha yrorpeba 3a 12 gaca mpu 2°C mo 30°C,
KOETO BKJIIOYBA JI0 6 "aca BpeMe 3a TpaHcmopTupane. OT MEKpOOHOJIOTHYHA TJIeTHA TOYKA, OCBEH aKO
HAYMHBT HAa OTBAPSHE M3KIIFOYBA PUCKOBE OT MUKPOOHA KOHTAMUHAIINS, IPOAYKTHT TPsiOBa 1a ce
W3M0JI3Ba BeHara. AKO HE ce M3MO0JI3Ba BEJHAra, BPEMETO U YCIIOBUITA Ha ChXPaHEHUE 110 BpEMe Ha
yroTpeda ca OTTOBOPHOCT Ha MOTpeOUTEIIsI.

6.4 CnenmnaJHM ycJI0BHUS HA CbXpaHeHHUe

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

[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPE/a3y OT CBETIHHA.

[To BpeMe Ha cbXpaHEeHHE CBeJIeTE IO MUHIUMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
u3JIaraHe Ha npsiKa CIbHYeBa CBETIMHA U YJITPaBUOJIETOBA CBETIIMHA.

3a yciIoBUsTa Ha ChbXpaHEHHE CIIEH Pa3MpassiBaHe U IbPBOHAYATIHO OTBAapsHE BUXKTE TOUKa 6.3.
6.5 Buau chbabpKaHue HA ONAKOBKAaTAa

2,25 ml aucnepcus B po3padeH MHOT0/1030B (uiakoH (cThkito Tui 1) 2 ml che 3amymanka
(cunTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA O0KATKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO
karade. Beeku hnmakoH chabpika 6 1031, BUXKTE Touka 6.6.

Bunose onakosku: 10 duakona mmu 195 diakona

He Bcuukn BHAOBEC OIMAKOBKH MOIaT Ja 6T>,HaT ITyCHATHU Ha I1a3apa.
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa 1a ce IPUTOTBH OT MEIUITMHCKHA CIICITHAIKCT, KAaTO CE M3IT0JI3BA aCEIITHIHA
TEXHUKA, 33 J1a Ce TApaHTUPa CTEPHIIHOCTTA HA MPUTOTBEHATA IUCTICPCHSI.
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ITPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/IO3A
NHXKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJIMHHN)

CuBo Kamaue

Ja He ce
pa3pexna

IIpoBepete nanu GIaKOHBT € ChC
CHBO ITACTMACOBO Karaye U CUB
KOHTYD, Orpa)k[Iall] €THKeTa, 1 IajIu
uMeTo Ha mpoaykra ¢ Comirnaty

30 MuKporpama/mno3a HHXEKIIMOHHA
JIMCTICPCHSI.

AKO0 (QJIaKOHBT € ¢ JTUITABO
MTaCTMACOBO Kamaye, MOJIs,
HaTpaBeTe CIpaBKa ¢ KpaTkara
XapaKTepUCTHKA Ha MTPOIYKTa 32
Comirnaty 30 mukporpama/no3a
KOHIICHTPAT 38 WHKEKI[HOHHA
JIMCTICPCHSI.

AKO (JIaKOHBT € C OPAHIKEBO
IJIaCTMACOBO Karade, MoJIs,
HampaBeTe CIpaBKa ¢ KpaTkara
XapaKTEepUCTHKA Ha MTPOIYKTa 32
Comirnaty 10 mukporpama/mosa
KOHIICHTPAT 328 WHKEKI[HOHHA
JIMCIEPCHSI.

HPEJIN YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/IO3A UH KEKIITMOHHA

JAUCHEPCHUSA (JIMIA HA 12 1 IOBEYE I'OJIMHN)

™

Ja ce cbxpaHsiBa 10
10 cexmuiu npu
2°C no 8°C,
KOpPUTHpaiiTe CpoKa
HA T'OJHOCT BBPXY
KapTOHeHaTa
ONaKOBKA.

J/

AKO MHOTOI030BHSAT (hJIAKOH CE€
ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jia
ce pa3Mpasy npeau yrnorpeoa.
3ampaszenute GhaKoHU TPsOBa 1a ce
TIpeHecaT B cpefa ¢ remmeparypa 2°C
1o 8°C, 3a aa ce pa3Mpassr;
pa3MpassiBaHETO Ha €/1Ha OMAKOBKa C
10 ¢pnakona Moke J1a oTHeMe 6 yaca.
VYBepere ce, ye GrakoHHTE ca
HAIThJIHO pa3Mpa3eHu Mpein
ymoTpeoa.

Cren npemecTBaHe Ha (hIIaKOHHUTE 32
cwxpanenune pu 2°C go 8°C,
KOpUTHpaiTe CpoKa Ha TOTHOCT
BBPXY KapTOHEHATa OMAaKOBKa.
HeorBopenure dprnakoHu Morat na ce
cexpansBar 10 10 cemmunu ipu 2°C
1o 8°C, 6e3 na ce nmpeBuIIaBa
OTIEYATaHUSAT CPOK Ha TOIHOCT
(Tomen mo:).

Bb3MokeH e Ipyr BapuaHT, pu
KOUTO eTUHUYHU 3aMpa3eHH (I1aKoHH
MOJKe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temneparypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT
(h1aKkoH MOJKE J1a Ce ChXpaHsBa J10

12 yaca npu temneparypa no 30°C. C
pa3mpaszeHuTe GpIakoHu MOXe Jia ce
paboOTH B YCIIOBHS Ha CTaiiHa
CBETIIMHA.
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3

Buumarenno 10 nbTn

BuuMatenHo pasMeceTe, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3Kiiaianre.

[Ipenu pa3mecBane pa3mMpaszeHaTa
JUCTIEPCHUS MOXKE JIa ChAbpKa Oenu
JI0 TIOYTH OeH HENMpO3pauyHu
aMop(HU YaCTHIIH.

Crnen pa3mecBaHe BakCHHATA TPSOBa
Jla TIpeICTaBIIsABA Osi1a 10 TIOYTH Osiia
mucriepcus 0e3 Buaumu dactui. He
HM3II0JI3BalTe BAKCUHATA IIpy HAJIM4YKHE
Ha 4aCTUIIY WX ITIpOMsIHA B IIBE€TA.

MNPUT'OTBSIHE HA UHAUBUYAJIHU 103M1 0,3 ml COMIRNATY
30 MUKPOT'PAMA/IO3A NTHXXEKIHIMOHHA JTUCIIEPCUS (JIMLIA HA 12 1 IOBEYE

T'OJNHH)

0,3 ml Bakcuna

Kato u3mnosnsBate acenTtuaHa
TCXHUKA, TOYNUCTCTC 3allylIaJIKaTa Ha
(hakoHa C TAMIIOH 33 €THOKpAaTHA
ymotrpeba, HaloeH ¢ aHTUCENTHIEH
pasTBop.

Hzrernere 0,3 ml Comirnaty

TpsabBa na ce U3MONI3BAT CIIPUHIOBKH
W/WIIN UK C MATBK MBPTHB
(Heusmnon3BaeM) obeM, 3a Jia ce
M3TETIIAT 6 03U OT €AuH (PIIaKOH.
KoMm0OunanusTa oT CHpUHIIOBKA H
WTJIa ¢ MATbK MBPTHB 00eM TpsOBa 1a
uMa MBPTHB 00eM He MO-TOJISIM OT

35 mukponurpa.

AKO ce M3T0JI3BaT CTaHIapPTHH
CIIPMHIIOBKY U MIJIM, MOJKE J1a HsIMa
IocTaThbueH 00eM 3a M3TErVIIHE Ha
IIECT JIO3H OT SIUH (DJIAKOH.
Bcesika no3a TpsiOBa a chbppxka
0,3 ml Bakcuna

AKO KOJIHMYECTBOTO Ha OCTaHaIaTa
BBB ()IIaKOHA BAKCHHA HE MOXKE J1a
IocTaBu efHa Lsuia go3a or 0,3 ml,
M3XBBPIIETE (DIIaKOHA U U3JIHMITHUSL
obeM

3anuiiere CbOTBETHUTE JaTa/yac
BBPXY (prakona. M3xBBpiere
HEM3IIoJI3BaHaTa BakcuHa 12 vaca
cJell TbPBOTO NMPOOUBaHE Ha
3amyIraigkaTta Ha (hJaKoHa.
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H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBAHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/002

EU/1/20/1528/003

9. JATA HA TbPBO PA3PEINABAHE/IIOJHOBSBAHE HA PASPEHLIEHUETO 3A

YIIOTPEBA

Jara Ha rEpBO pazpemanane: 21 gexemBpu 2020 .
[ara Ha nocnenHo nonHosiBaHe: 03 HoemBpu 2021 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIKs 3a TO3M JIEKAPCTBEH MPOYKT € IpeaocTaBeHa Ha yebcaiita Ha EBporeiickara
areHmus o Jiekapceraata 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 Oe30macHoCcTTa. OT MEAUIWHCKUTE CTICLUAIICTH 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 10 mukporpama/o3a KOHIEHTPAT 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 OpaHKEBO Karadye U ChIbpPIKAaHUETO My TpsIOBa Jla 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 € eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), npousseznena 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

KonmenTpaT 3a MHXEKIIMOHHA JUCTIepCHs (CTEpHIeH KOHIIEHTPAT)

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

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUS

Comirnaty 10 mukporpama/o3a KOHICHTPAT 32 MH)KEKIIMOHHA JTUCIICPCHs € TIOKa3aHa 3a aKTHBHA
UMyHH3anus 3a npeseHuus Ha 3abonssanero COVID-19, npuunneno ot SARS-CoV-2, na geua na
Bb3pacT 5 1o 11 rogunmu.

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

4.2 J103MpOBKA M HAYHMH HA MPUJIOKEeHHE

AOBI/I[ZOBKa

lleya na sev3pacm 5 0o 11 2o0unu (m.e. na 6v3pacm 5 0o noo 12 2o0unu)

Comirnaty 10 Mmukporpama/mosa ce mpuiiara HHTPaMyCKYJIHO CIIE] pa3pekIaHe KaTo IIbPBHYEH KypC
ot 2 no3u (mo 0,2 ml Besika). [IpemopbuBa ce BTOpaTa 703a 1a e MPUIIOKHU 3 CEIMHUIIM CIIe]T TbpBaTa
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 703a (BK. Touka 4.4).

Bzaumoszamensemocm

B3anmozamensiemoctta Ha Comirnaty ¢ Bakcuuu cpemry COVID-19 ot apyru npou3BoguTeNn 3a
3aBBpIIIBAHE HA ITPBUYHUS KypC HE € ycTaHoBeHa. JIuia, Ha KOuTo e npuiiokeHa no3a Comirnaty,
TpsiOBa na npoabiikar ¢ Comirnaty, 3a 1a 3aBbpIIAT IBPBUYHHS KYPC.

Comirnaty 10 mukporpama/mo3a TpsiOBa 1a ce U3I0JI3Ba CaMo TIpH Aela Ha Bb3pact 5 10 11 roauHw.

Ileduampuuna nonyrayus
BbezomacHoctTa 1 ehukacHocTTa Ha Comirnaty Tipu fieria Ha Bb3pacT IO 5 TOIMHU HE Ca YCTaHOBEHHU.

Hauue Ha npuiioxxeHue

Comirnaty 10 mukporpama/mo3a KOHIICHTpAT 32 MH)KEKIIMOHHA JIMCIIepCHs TPSIOBa J1a ce Ipuiiara
HHTPAMYCKYJIHO CjIe] paspexaaHe (BxK. Touka 6.6).

Crnen pa3pexnane ¢akonnte Comirnaty chabpkar 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce usrernsaT
10 mo3u oT enuH (uiakoH, TPsIOBa Ja ce U3IMOJI3BAT CIIPUHIIOBKY H/WITU UIJIH C MAITBK (HEU3IIOI3BACM )
MBPTHB 00eM. KoMOMHaMsITa OT CIIPUHIIOBKA M UTJIa ¢ MATBK MBPTHB 00€M TPsIOBa 1a MMa MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € U3IMO3BAT CTAHJAPTHU CIPUHIIOBKY U UTIH, MOXKE Ja
HsIMA JIOCTaTh4eH 00eM 3a m3TerisiHe Ha 10 m1o3u oT enuH ¢uiakoH. HesaBucuMo oT Bua Ha
CIIPUHIIOBKATA U UTJIaTa:

. Bceska noza tpsabBa aa ceabpika 0,2 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIAKOHA BaKCHHA HE MOXeE Jia JOCTAaBU €/lHa LisIa 1032
ot 0,2 ml, u3xBBpiaere GirakoHa U U3TUIIHUS 00EM.

. He cnOupaiiTe M3munrbuTe BaKCHHA OT HAKOJIKO ()IaKoHa.

HpeIIHOLII/ITaHOTO MACTO € OCITOUIHUAT MYCKYJI B TOpHaTa 4aCcT Ha pbKaTa.
He PIH)KGKTHpaﬁTe BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMAIHO.

Baxcunara He Tpsi6Ba 1a ce cMecBa B €JHa U ChIlla CIIPUHIIOBKA C APYTH BAaKCHHU WM JIEKapCTBEHU
MPOLYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsIOBa J1a OBbJAT B3€TH NMPEAH MPHIOKEHUE Ha BAKCHHATA, BUXKTE
Touka 4.4.

3a ykaszaHusATa OTHOCHO pa3MpassiBaHEeTO, paboTaTa U U3XBHPJISHETO HA BAKCHHATA BUXKTE TOUKa 6.6.
4.3 TIlpoTruBOMOKAa3aHHUSA

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 CneunmajHM npexaynpe:kaeHus U Mpeana3Hu MepKH Npu ynorpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I MmpocCJICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlrcCBar.
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OO011 TPENOPHKHU

CspvxuyscmeumenHocm u aHaguiaxcus

NwMa cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsiOBa 1a ©Ma Ha pa3IoIOKEHUE TTOAXOISII0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B CIydai Ha aHa(HUIaKTHYHA PEeaKIUs ClIe]] MPUIOKEHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B ITPOIBIDKCHUE HA Hall-MaJKo 15 MUHYTH cief
BakcuHauusaTa. He Tpa6Ba na ce npuiara ciejBaiia 103a 0T BAKCHHATa Ha JINIA, TOJIy4mIn
aHa(uIakcus ciel npeauiHa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChbIecTByBa MOBHUILIECH PHUCK OT MHOKAPIUT U MEPUKApAUT ciel BakcuHaimsa ¢ Comirnaty. Tesu
3a00JIsIBaHMSI MOTAT J1a CE PA3BUAT JI0 HAKOJKO JHH CJIC] BAKCHHALMATA U HACTHIIBAT MPEIUMHO B
pamkute Ha 14 nau. Te ca HaGmIoaBaHU MO-YECTO e BTOpaTa BaKCHHAIUS U [TO-YE€CTO NMPH FOHOIIH
Y TIO-MJIaJX MBXe (BX. Touka 4.8). Hannuaute 1anHM MOKa3BaT, 4e MPOTUYAHETO HA MUOKAPAUT U
NEePUKAPINUT CJICA BAKCHHALMATA HE C€ pa3indaBa OT TOBA IPH MUOKAPIUT WIN IEPUKAPAUT KaTo
ISU10.

MenunuHCKHUTE CIeHAINCTH TPsOBa 1a ObJaT OAUTEHN 3a IPU3HALINTE K CHMITOMUTE Ha
MHUOKapIUT U TIepUKapANT. BakcnHupanuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIINTE
JuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMITOMH, ITOKA3aTETHA 32 MHOKAPWUT WA TIEPUKAPANT, KaTo (OCTpa U MPOIBIDKUTENTHA) OOTKa B
I'bPIUTE, 3a0yX WIH NaJIUTALUH CJIC] BAKCUHALIUATA.

MGZ[I/IHI/IHCKI/ITG CIICIaJInCTu Tpﬂ6Ba Ja Ha1ripaBAT CIIpaBKa C pPbKOBOACTBATa W/ WIIH CIICIUAJIMCTUTEC 3a
JAUArHoCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

Puckbt oT MuOKapauT ciiest Tpeta qo3a Comirnaty Bee OIle HEe € OXapaKTepH3UpaH.

Peaxyuu, cevpzanu c mpesosicnocm

BbB Bpb3Ka chCc caMus Ipollec Ha BAKCHHAIMS MOTaT Jla Bb3HUKHAT peaklii, CBbP3aHH ¢
TPEBOXKHOCT, BKJIFOUUTEIIHO Ba30BAaralH PeaKIMU (CUHKOI), XUIEPBEHTUIIALMS WM peaKiiH,
CBBP3aHH ChC CTpeca (Halp. 3aMastHOCT, MAJINUTAlH, YCKOPEHa ChpJeyHa YecToTa, IPOMEHHU B
KPBBHOTO HaJIsITaHe, apecTe3ns, XUMEecTe3us U U3NOoTsABaHe). Peakiunre, CBbp3aHu Che CTpeca, ca
NPEXOJHU U OT3BY4aBaT OT caMo ceOe cu. Xoparta TpsiOBa 1a ObAaT MOCHBETBAHU 2 HHQOpMUpaT 3a
T€3U CUMITOMH BaKCHHHpAIY I'M 32 oLleHKa. BaxXHO € 1a ce B3eMaT npeana3Hyu MEpKH, 3a Aa ce
HpeOTBPaTH HapaHsIBaHE OT NPHUIATAHE.

Covnvmcemesauio 3abonssane

Bakcunanmsra TpsOBa 1a ce OTIIOKH IPH JIAIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpHiTHO 3200 1IBaHe
i octpa uHpekms. Hanmmurero Ha neka nH(EKIKS 1/Wii HEBUCOKA TeMIIepaTypa He TpsiOBa Jia
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.

Tpomboyumonenus u HApyWeHUs Ha KPbBOCHCUPBAHEMO

KakTo mipu qpyru M”HTpaMyCKYJTHH WHKEKIMH BaKCHHATA TPSOBA J1a CE Mpuiiara BHUMATEITHO MPH
JIUIA, TTOyYaBaIld aHTHUKOATyJIaHTHA TePaHsl WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapylIeHne Ha KPhbBOCHCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIMIIA MOTAT J1a Bb3HUKHAT
KbPBEHE WM 00pa3yBaHe HA CHHHHU CJI]] HHTPAMYCKYJTHO MPIIIOKEHUE.

Hmynoxkomnpomemupanu auya

EdwukacHoctTa 11 6e30macHOCTTa Ha BAKCHHATA HE Ca OLEHEHH ITPH UMyHOKOMIIPOMETHUPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTy4YaBalld UIMyHOCynpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe Jia
€ TI0-HUCKA P UMYHOKOMITPOMETHUPAHHU JIUTIA.

HpenopLKaTa Ja ce 06C’L,Z[I/I MMPUJIOKCHUC HAa TPETAa A03a IIPHU TCIKKO UMYHOKOMIIPOMCTHUPAHH JIUIA CC
6a31/1pa Ha OIrpaHUYCHU CCPOJIOTUYHU JaHHHU B JIUTEpATypara OT CEpHU Ciiydau OT OBJIAAABAHCTO HA
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KIMHAYHUATE CUMITTOMH TIPU BB3PACTHH MAIMEHTH C SITPOTCHHA HMYHOCYTIPECHS CIIE]T
TPaHCIUIAHTAIUA HA CONMAEH opraH (BXK. Touka 4.2).

Ipoovisxcumennocm na 3awumama
[IpoapKUTETHOCTTA Ha 3aIlIUTaTa, MPEIOCTaBsIHAa OT BAaKCHHATA, HE € M3BECTHA, Thi KaTO TS BCE OIIIE
ce OIpe/ieNst B TEKyIIH KIMHUYIHH TPOyYBaHUSI.

OzpaHuquwz Ha eqbekmueﬁocmma HA eakcunama
Kakro ITpU BCAKa BaKCHMHA, BAKCMHaNuATa C Comirnaty MOXE€ Ja HE 3alllUTU BCUYKU BaKCHUHHWPAHU.
Hnua MOXKE Ja HE Ca HAITbJIHO 3alllUTCHU O0 7-mus ACH CJICJ BTOpaTa 103a OT BaAKCHUHATA.

4.5 BzaumopeiicTBHe ¢ IPYrH JIeKAPCTBEHN MPOAYKTH U APYru (popMH Ha B3auMoaelicTBHe
He ca npoBexxnanu mpoy4yBaHus 3a B3aUMOJICHCTBUATA.
CrpTeTBanioTo NpritokeHre Ha Comirnaty ¢ Ipyryd BAKCHHU HE € IPOYYCHO.

4.6 @epTHanTeT, GPEMEHHOCT U KbPMEHe

Bbpemennoct

l'onemusiT 00eM OT AaHHU, MOYYEeHU OT HAOIIOAEHNETO Ha OPEMEHHH KeHU, BAKCHHUPAHH C
Comirnaty nipe3 BTOpHUs ¥ TPETHUS TPUMECTHP, HE NIOKA3BaT yBEJIIMUaBaHE HA CIydauTe Ha OPEMEHHOCT
C HeXeJlaH n3XoA. Makap 4e JaHHUTE 3a U3X0J OT OpeMEeHHOCTTA cJie]l BAKCHHALMSA, IIPOBECHA TI0
BpeMe Ha ITbPBHsI TPUMECTBD, IIOHACTOSIIEM Ca OTPaHUUCHH, HE ce HAOIF0/1aBa TIOBUILIEH PHCK OT
crioHTaHeH abopt. [IpoyuBaHHsATa MPH KUBOTHU HE MOKA3BAT MPEKU HIIM HETPEKU BpeIHU e(heKTH,
CBBbp3aHH ¢ OPEeMEHHOCTTa, EMOPHOHATHOTO/(hETATHOTO pa3BUTHE, PAXKIAHETO UIIM MOCTHATAIIHOTO
pasBuTHe (BX. Touka 5.3). Comirnaty Moxe Aa ce mpuiara 1o BpeMe Ha OpeMEeHHOCT.

Kopmene
He ce ouakBaT ehexkTr mpu KbPMEHH HOBOPOICHH/KbpMayueTa, Thil KaTO CUCTEMHATa eKCIIO3UIUS Ha
kbpMaukara Ha Comirnaty € He3HaunTeTHA. JJaHHUTE OT HAOMIOACHUETO Ha JKEHH, KOUTO ¢a KbpMEITH

CJIe]l BAKCHHAIMSI, HE TIOKA3BaT PUCK OT HEXKENaHU €PEKTH MPU KbpMEHH HOBOPOJICHH/KbpMayeTa.
Comirnaty Mo’ke J1a ce mpujiara B epuojia Ha KbpMEHe.

DepTUIuTeT

[TpoyuBaHuATa IPH KUBOTHH HE TIOKA3BAT MPEKH WIIN HETIPEKH e(heKTH, CBBP3aHH C PEIPOIyKTHBHA
TOKCHUYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty He MOBIHsIBA WM TIOBJIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mogupaHe U paboTa ¢
MaiuHe. Bee mak HIKou oT eeKTHTe, MOCOYeHH B ToUKa 4.8, Morat BpeMeHHO J1a TTOBIHUSIST
CIOCOOHOCTTA 3a 1Io(UpaHe Wi paboTa ¢ MaITHHH.

4.8 Hesxenanm JiekapcTBeHH peaKUUH

Pesrome Ha mpodumiia Ha Oe30macHOCT

leya na sév3pacm 5 0o 11 coounu (m.e. na 6v3pacm 5 00 noo 12 2oounu) — caeo 2 0o3u

B Ipoyusane 3 o6mo 1 518 nena Ha BB3pacT 5 10 11 rogunun ca moayumim moue 1 mo3a Comirnaty

10 pg u o6mo 750 meua Ha Be3pacT 5 10 11 rogunm ca mony4uiau miane6o. KbM MOMeHTa Ha aHaIn3a
Ha (aza 2/3 Ha [IpoyuBane 3, ¢ JaHHU 0 AaTaTa HA 3aKJIIOYBaHE HA MaHHUTE 6 centemBpu 2021 T.,

2 158 (95,1%) (1 444, nomyuynnu Comirnaty 10 pg, u 714, noxyunnu miane6o) aema ca mpocieasiBaHu
B IPOABJDKCHUE Ha HAl-MalKo 2 Mecena ciiesl Bropara no3a Comirnaty 10 pg. AHanu3 Ha TaHHUTE 32
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HEeXeJlaHu peakiuu BbB (paza 2/3 Ha [IpoyuBane 3 Bkimousa oimie 2 379 yuactaunu [1 591, nonyumnu
Comirnaty 10 ng, u 788, nomyuwnu miane6o], ot kouto 71,2% ca ¢ neproj Ha IpocIieiiBaHe Hai-
Mauiko 2 ceamuim cief Jlosa 2 10 narata Ha 3akiitouBaHe Ha gJaHHUTE 8 okToMBpH 2021 1. OneHkaTa
Ha JaHHUTe 3a Oe3omacHoCT B [IpoyuBaHe 3 nmpoabmkasa.

O6mmaT mpodui Ha 6e3omacHocT Ha Comirnaty Ipu YIaCTHHIIM HA BB3pacT 5 1m0 15 roawam e
mo00eH Ha HaOII0JaBaHUs TIPH YIACTHHIIN HA Bb3pacT 16 1 moBede ronuHn. Hali-uectruTe HeXeITaH
peakuuu npu jiena Ha Be3pact 5 1o 11 rogunam ca 0oJika Ha MSICTOTO Ha mHKeKTupane (>80%), ymopa
(>50%), rmaBobonue (>30%), 3auepBaBaHe U NOAYBaHE Ha MACTOTO Ha WHXKeKTHpaHe (>20%),
muanrus u Brpucane (>10%).

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0o3u

[Ipu ananu3 Ha TaHHKUTE OT JBITOCPOUHOTO MPOCIIEsiBaHe 3a Oe3onacHocT B [IpoyuBane 2,

2 260 ronomm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu riane6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiy miaedo) ca
MpoCIIeIBaHU B MTPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OmneHkaTa Ha JaHHUATE
3a 6e3onacHocT B [IpoyuBane 2 npoabinkasa.

OO6muaT npodui Ha 6e3omacHocT Ha Comirnaty Mpu FOHOIIH HA Bb3pacT 12 10 15 rogunu e nogo0eH
Ha HaOJIFO/IaBaHUs IPU YYACTHUIIM Ha BB3pacT 16 u noBede roquuu. Hali-uecTure HeXXeIaHu peakiiu
TIPH IOHOIIX Ha BB3pacT 12 1o 15 roauHu, mony4uiau 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTUPaHEe

(>90%), ymopa u rmaBo6omue (>70%), muanrus u Brpucane (>40%), aprpanrus u mupekcust (>20%).

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 00110 22 026 yyacTHHIIM Ha BB3pacT 16 Wi MoBeYe TOAMHHU Ca MOYUMIH [TOHE

1 no3a Comirnaty 30 ug u o6mo 22 021 ygyacTHUIM Ha Bb3pacT 16 WK moBeve TOIUHH ca MOTyYHITH
miare6o (BxmrounTeHo 138 u 145 roromm Ha 16- u 17-roguimHa Be3pacT CHOTBETHO B TpylaTa Ha
BaKCWHATa ¥ rpymara Ha 1wiane6o). O6mo 20 519 ygacTaumm Ha Bb3pacT 16 Win moBeye TOAUHH ca
nonmyuniu 2 no3u Comirnaty.

KbMm MomenTa Ha ananm3a Ha [IpoyuBane 2 ¢ maTa Ha 3akiTrouBaHe Ha ganauTe 13 Mapt 2021 1. 32
1ane00-KOHTPOIMPAHUS 3aciielieH IepHo Ha pociesiBaHe 0 JaTUTE Ha pa3ciensBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, momyuyunu Comirnaty, u 12 620, momyunnu
miare60) Ha Bp3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IIPOIBDKEHNE Ha >4 Mecela Cie/
BTOpaTa jo3a. Tosa BrmouBa 06mio 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyuwniu miamnedo) y4acTHUIIM Ha Bb3pacT 56 U MOBEYE MOUHHU.

Haii-uectute HexenaHu peakiMy P YYaCTHUIIMTE Ha Bb3pacT 16 ¥ moBeye roAWHH, TTOTYIHINA

2 no3wu, ca 0osKa Ha MACTOTO Ha MHXekTupaHe (>80%), ymopa (>60%), rmaBodomnue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), TUpEKCHs U TIOTyBaHE HA MSCTOTO Ha MH)KEKTHUPAHE
(>10%) 1 OOMKHOBEHO ca JIeKU HIH YMEPEHH 110 MHTEH3UTET M OT3BYy4YaBaT B PAMKHTE HA HAKOJIKO
JIHU cJIe]] BAKCUHAIMATA. MaJlko Mo-MaJika 4ecToTa Ha ChOUTHUSTA Ha pEaKTOTEHHOCT CE CBHP3Ba C IO~
roJisiMa Bb3pacT.

[Ipodunet Ha Ge30macHOCT mpu 545 ydacTHUIM HA BB3pacT 16 U moBede roANHA, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI00CH Ha
Ha0JI01aBaHus IIPH 0011aTa MOMyIalKs.

Yuacmuuyu na evspacm 16 u nogeue coounu — creo bycmep 0o3za

Enna moxrpyna y4actauiy BsB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 10
55 roauHwM, 3aBBPIIMIN TBPBOHAYATHHS 2-1030B Kypc ¢ Comirnaty, ca moixydusnu Oycrep go3a
Comirnaty npubnmsurenso 6 Mecerna (auana3oH 4,8 1o 8,0 Mecera) cien moiry4aBane Ha J{o3a 2.

O6mmaT mpoduna Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabmomaBanus ciuex 2 go3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYACTHUIIUTE Ha Bh3pacT 18 10 55 ronuHu ca 6oika Ha MACTOTO Ha
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umkekTupane (>80%), ymopa (>60%), rmaBobomnue (>40%), muanrus (>30%), BTprcane u
aprpanrus (>20%).

B IlpoyuBane 4, miane60-KOHTPOIUPAHO MPOYYBAHE C MPUIOKECHUE Ha OycTep 1033, YYaCTHHUIIM Ha
BB3pacT 16 u nmoBeue rofauHu, Habpanu ot [IpoyuBaHe 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 yuactauim) win miane6o (5 044 yuacTHuUIM) Hali-Manko 6 Mecelia e/ BTopaTa 1032
Comirnaty. Karto msu1o, mpu y9acTHHITUTE, KOUTO ca TONYyYMIN OycTep m103a, MEAaHaTa Ha BPEMETO
Ha TIpOCIie/IsIBaHE CIIe] IPUIIOKEHUETO Ha OycTep o3aTa 10 JaTara Ha 3aKII0YBaHe Ha JTaHHHUTE

(5 oxromBpu 2021 1) e 2,5 meceria. He ca ycraHOBEHH HOBH HEKeNNaHHU peaknud Ha Comirnaty.

bycmep 0o3a cred nvpeuuna saxcunayus ¢ opyea paspeuiena 3a ynompeba saxcuna cpewyy COVID-19
B 5 me3zaBucumu npoyduBaHms 3a yrmoTpedarta Ha 6ycTep mo3a Comirnaty mpy JuIa, 3aBbPIITAIN
IbPBUYHA BaKCHHALIMS C ApyTa pa3pelieHa 3a ynotpeba Bakcuna cpemy COVID-19 (xereponoxna

OycTep 103a), HE ca YCTAHOBCHU HOBH JIaHHH, CBbP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

Cruchbk Ha HEXKEIIaHU PCAKIMHU OT KIMHWYHHW U3MMUTBAHHUA W OT IOCTMAPKECTHHI'OBUA OIUT, ITPH JIUIIA

Ha BB3pacT 5 u moBeue T'OIMHH, B TabJIUYEH BU

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
ChIVIACHO CJICAHUTC KAaTCTOPHUHU 10 YCCTOTA:

Mmoro gectu (>1/10),
Yectu (>1/100 no <1/10),

Heuectu (>1/1 000 o <1/100),
Peaxu (>1/10 000 mo <1/1 000),

MHoro peaxku (<1/10 000),
C HeusBecTHA 4eCTOTa (OT HAIMYHUTE JAHHU HE MOXeE J1a Ob/iec HAlpaBeHa OIICHKA).

Tabiauna 1:  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI ONTUT MPH JIMIA HA BB3PACT 5 M noBeYe rOAHHHU
Cucremo- MHoro YectHn Heuectn Penxu Mmuoro C Hen3BecTHA
opraHeH YecTH (>1/100 xo |(>1/1 000 xo| (= 1/10 000 peaKu yecToTa (0T
KJiac (=1/10) <1/10) <1/100) ao (<1/10 000) HAJIMYHUTE
<1/1 000) JAAaHHH He
MoO:Ke 1a Obae
HaNpaBeHa
OleHKa)
Hapymenns Jlumdane-
Ha KPbBTa U HoOmaTus®
muMm¢HaTa
cucTeMa
Hapymenus Peaxrun Anadumakcus
Ha IMyHHarTa Ha CBPBX-
cucTema YyBCTBU-
TEITHOCT
(Hamp.
00puB,
HIpypUTYC,
ypruKapus’,
anruoenem’
Hapymenns Hamanen
Ha amneTHuT
MeTadom3Ma
Y XpaHEHETO
[Mcuxuanmn bescbaue
HapyIICHUS
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Cucremo- Mmnoro Yectn Heuectn Penkn MHoro C HensBecTHA
OpraHeH 4ecTu (>1/100 xo |(>1/1 000 xo| (=1/10 000 peaxu yecToTa (0T
KJiac (=1/10) <1/10) <1/100) ao (<1/10 000) HAJIMYHHUTE
<1/1 000) JAHHU He
MoOzKe 1a 0bae
HallpaBeHa
OIICHKA)
Hapymenns I'maBoGonme Jleraprus | Octpa [Tapecresns”;
Ha HepBHaTa nepudepHa Xunecre3us”
cucremMa JHLEBa
napanmza®
Coepaeunu Muoxkapaut
HapyLICHUS r
[lepuxkapaut"
CromarrHo- Huapus® T'anene;
YpEBHU TloBpbiiane
HapylIeHHs r
Hapymenns Xunep- Epurema
Ha Ko)Kara U XHIPO3a; myntudopme”
IIOJKOXKHaTa Homan
ThbKaH H3I0TsBA-
HUS
Hapymenns Aptpanrus; Bonxka B
Ha MYCKyJHO- | Muanrus KpalHUK"
CKeJIeTHaTa
cucrema u
ChEIVHUTEIH
aTa TbKaH
OO6um Bonka Ha 3auepBsBaH | ACTEHUS; OObumpen
HapylIeHHs U | MSACTOTO HA | € Ha Hepasno- OTOK Ha
edexTH Ha WH)XEKTH- MSCTOTO Ha | JIOKCHHUE; BaKCUHUPaHUS
MSICTOTO Ha pase; uwxkektu- | [pypuryc KpaiHuK';
HNpUIOXKEHUEe | YMopa; pane’ Ha MACTOTO Otoxk Ha
Brpucase; Ha MHXKEK- JULETO™
[upexcuss, THpaHe
OToK Ha
MSCTOTO Ha
WH)XEKTH-
paHe

[To-ronsima vecrora Ha umpanenonarus (2,8% crnpsimo 0,4%) e HaOi01aBaHa NPU YYACTHULM, MTOIYYHIN
Oycrep no3a B [IpoyuBane 4, B CpaBHEHHUE C YYaCTHHIIU, NOJTYYWIU 2 JIO3U.
Kareropusra mo gectora 3a ypTUKapHs U aHTHOEAEM € “penKn’”.

IIpe3 meproaa Ha mpocensIBaHeTo 3a 0€30MaCHOCT Ha KIIMHWUYHOTO TMpoy4BaHe, 1o 14 noemspu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € CboOIIeHa OT YeTHpruMa yJacTHHIH B rpynata Ha UPHK BakcunaTta
cperry COVID-19. ITosBara Ha nurieBa nmapanisa e Ha [len 37 cnex oza 1 ([lo3a 2 He e npuiioxeHa Ha
yuactHuka) u 1au 3, 9 u 48 cnen [lo3a 2. Hama cro0mmeHns 3a cirydan Ha ocTpa nepudepHa JUIeBa
rmapajmsa B TpyrnaTa Ha 1amnefo.

¥ o R

GbwIbp npe3 MOCTMAPKETUHTOBHS TICPUO/T.
3auepBsiBaHE Ha MSICTOTO HA MHIKEKTHPAHE Bb3HUKBA C TIO-TOJIsIMA YecToTa (MHOTO YECTH) TIPH Jiella Ha
Bb3pacT 5 10 11 rogunu.
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Hexenana peakiusi, yCTaHOBEHA CIie/l pa3peliaBaHe 3a yrnoTpeoa.
OTHacs ce 3a pbKaTa, Ha KOATO € IIOCTaBeHa BaKCHHATA.
[o-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIfo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.

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




Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

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

[Be rojeMu gapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeHN B EBpomna oLeHsBaT Mo-BUCOKHSA
PHCK OT MUOKapJIUT NP FOHOIIX M MO-MIIQJIM Mbxke ciel] BropaTa g03a Comirnaty. Enxno npoyuBane
MOKa3Ba, ue 3a MeproJ 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 ekcrio3uus. B apyro npoyusane 3a nepuog ot 28 nHu cieq Bropara go3a uMa 0,57 (95%
JAU: 0,39 - 0,75) morpiauTeHE cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-roUIITHY IOHOIIN U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCIO3ULIHAL.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH CiIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHHETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
neKapcTBeHUs MpoayKT. OT MEANIMHCKUTE CTIEHUAINCTH C€ M3MCKBA J]a ChOOIIaBaT BCAKa
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOUYCHA B
[punoxenue V 1 na BKIIOYAT MapTUAHKAS HOMED, aKO € HaJU4ueH.

4.9 Ilpepo3upane

WMa HanmMYHM JaHHA 32 TIPEeo3UpaHe MpU 52-Ma YIaCTHHUIIM, BKITFOYEHH B KIIMHUYHOTO M3IIMTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHeTo ca Moaydmin 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOLIABAT 32 MOBHUILEHA PEAKTOTCHHOCT MJIM HEXKENaH! PEaKIHH.

B cnyuyait Ha npeno3upaHe ce npernopbyuBa MPOCIe/IABaHe Ha KU3HEHUTE QYHKIIMH U Bh3MOXKHO
CHUMIITOMATHYHO JICUECHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 ®apmakoguHAMUYHM CBOMiCTBA

dapmakoTeparnieBTU4HA Ipyna: BaKCUHH, ApyrH BupycHHU Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEHCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha aunuaHu
HAaHOYAaCTHLIN, KOETO IO3BOJIABA JOCTaBsIHETO Ha Hepemuupama ce PHK B kinerkure
FOCTONPUEMHMIIH, 32 J1a HACOYM MpeXoaHaTa ekcrnpecus 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 A0 NPOJIMH CTaOUIM3upa
S (spike) mpoTerHa B aHTHI'CHHO MPEIIOYNTAaHA IPeQy3UOHHA CTPYKTYpa. BakcuHaTa nmpean3BrKBa
KaKTO IIPOM3BOJCTBO HA HEYTPAJU3UPALIU aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBop KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTIpHHece 3a 3amuTa cpeury COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHAIHO, PAHAOMHU3NPAHO, IJ1aie00-KOHTPOIHNPAHO,
3acieneHo 3a HaOroaaress npoyuBane ¢asa 1/2/3 3a ycTaHOBsIBaHE HA J03aTa, CEJCKIIUA Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha Bb3pacT 12 u moBeye roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pACT, WX Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUIIUTE B Ipymara

>56 ronuan. OT IpOyYBaHETO ca U3KITIOUEHH YYaCTHHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, U
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

YYIACTHHIIM C TIPSANIINTHA KIIMHUIHA WITH MUKpoOHonorudna quarsosa 3a COVID-19. Bxirodenu ca
YYIACTHHIIM C BeUe CHINECTBYBAIIO CTA0OMITHO 3a00sIBaHEe, ONpeIesicHO KaTo 3a00siBaHe, KOSTO HE
HaJiara 3HauuMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJIMUIIN TIPS BKIIFOUBAHETO, KATO YUYACTHHIIN C M3BECTHA CTAOMITHA WH(EKIUS C YOBEIIKH
umyHonedunmren Bupyc (HIV), Bupyca na xemarur C (HCV) wiu Bupyca Ha xematut B (HBV).

Edhuxacnocm npu yuacmuuyu na ¢v3pacm 16 u nogeue 200unu — creo 2 003u

B gacrra (aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpymnanu naHau 10 14 Hoemspu 2020 T.,
npubnusutenHo 44 000 yyacTHUIM ca paHAOMHU3MpaHH TIOPABHO U TpsiOBa ja nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanu3bT 3a €pUKacCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpAaTa BaKCHHALMS € HallpaBeHa B paMkuTe Ha 19 1o 42 nuu cnen mppBarta BakcuHanus. [loBeueTo
(93,1%) BakcuHMpPAHU ca MOIYYHIN BTopaTa f03a 19 no 23 num ciex Jlo3a 1. ITnanupano e
yyacTHUIMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a orjeHKa Ha Oe30macHOCTTa U
edpuxacHocrta cpeury COVID-19. B kmuHUYHOTO pOyUYBaHe OT yYACTHULIUTE CE € U3UCKBAJIO J1a
chONI0IaBaT UHTEPBAT OT MUHUMYM 14 THH NIpEH U ciie]l TPUIOKEHUETO Ha POTUBOTPUITHA
BaKCHHa, 3a Jia moyry4yat wim miane6o, win uPHK Bakcuna cpenry COVID-19. B kimHUYHOTO
NpOy4BaHe OT YYACTHULUTE CE € M3UCKBAJIO 1a ChOI0AaBaT MHTEPBal OT MUHUMYM 60 THU npeau
WIW CJIe/T KaTO ca UM OMITH MTPHUIIOKEHU KPBBHH MPOIYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIIN
UMYHOTTIOOYJIMHH B paMKHTE Ha BPEMETO JI0 3aBhPIIBaHE Ha MPOYYBAHETO, 3a Jja MOTy4aT HITH
rrane6o, unmn nPHK BakcunHa cpemry COVID-19.

[MomynanusTa 3a aHaIM3 Ha MbPBUYHATA TOYKa 32 e(hUKacHOCT BKI0ouBa 36 621 yuacTHUIM Ha
BB3pacT 12 u noBeye rogunau (18 242 B rpynara va uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpynara Ha miane6o), 6e3 nanau 3a npeaumraa nHpeknus cbe SARS-CoV-2 no 7 nau cien BTopara
no3a. lombaHuTtenno uMa 134 yyacTHUIIM Ha Bb3pacT Mexay 16 u 17 rogunau (66 B rpynara Ha uPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha rutane6o) u 1 616 yuacTHUIM - Ha Bb3pacT 75 u
noseue roaunu (804 B rpynarta Ha ”PHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

K®sM MOMeHTa Ha IIbPBUYHUA aHAJIU3 34 C(I)I/IKaCHOCT Y4aCTHUIUTE Ca NPOCJICAABAHU 3a CUMIITOMU Ha
COVID-19 B npoapinkenue Ha 00110 2 214 yopekoroaunu B rpynaTta Ha u”PHK Bakcunata cpernty
COVID-19 u 06110 2 222 40BEeKOTOJIMHY B IpyIaTa Ha rmianeoo.

Hsima kMTMHAYHO 3HAYMMHM Pa3HKH B 00IaTa e()MKaCHOCT Ha BaKCHHATA MPH YUYACTHUIIH C PUCK OT
Texka ¢popma Ha COVID-19, BrmounTe THO Te3M ¢ | Win moBede ChITbTCTBAIIN 3200 ISIBaHIS, KOUTO
yBeIMuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHaTa Maca (MUTM)
>30 kg/m?, xporruHo 6enoapo6HO 3a60sABaHe, 3aXapeH IUa0eT, XUIIEPTOHHS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabmuna 2.

Ta6auna 2:  EduxacHocT Ha BakcuHAaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien
Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHUIH §e3 JaHHH 32 HHGeKIUs npeau

7-mus neH cien Jlo3za 2 — nomyianus, oneHnMa 3a epukacHoct (7 1HH)

II'spBa nosia Ha COVID-19 ot 7-mus nen cien Jloza 2 npu yyacTHUIU 0€3 TaHHU 32
npeaumna nadexknus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2 =18 198 N2 =18 325
Cayuaun Cayuaun
n1® n1® E¢ukacnoct Ha
Ilepnox Ha Ilepnox na BaKcHHATa, %
Hoarpyna Ha0mogenne” (N2") Habmogenne” (N2") (95% JAN)*
Benuku ygacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 o 64 roguHu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
oBeYe TOIMHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
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65 no 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 TOIMHH 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAeHHTE CiTyuau ca ONpeeIeHn Ype3 oJInMepa3Ha BeprKHa peakiys ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u mone 1 cumrrom,

croTBeTcTBam Ha COVID-19 [*Onpenenenne 3a cimydaii: (moHe 1 0OT) MOBHIIIEHA TeMIIepaTypa, HOBOIOSIBHIIA

Ce WJIM 3aCHJICHA KAlllINIA, HOBOIIOSIBIJI C€ WIIM 3aCHJICH 33 yX, BTpHCaHe, HOBOTIOSBIJIA CE€ WM YBEINYeHa

00JKa B MYCKYJINTE, HOBOIIOSIBIJIA Ce 3ary0a Ha BKYC WJIM MHUPHC, BB3IAICHO I'bPIIO, AUAPHS WIH

MTOBPBIIAHE. |

* B ananmm3a ca BKIIIOYCHH YIaCTHUIN O€3 CEPOIOTHYHH W BUPYCOJIOTHYHH JaHHH (TIpeAn 7-MHUS A€H CIeN
NIPWIJIOKEHUE Ha TIoCIIeJHaTa 103a) 3a MuHaia nHdekus cbc SARS-CoV-2 (1.e. OTpULATEIHY 32 aHTHTENA
¢ N-cbp3Bane [cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ Tect 3a ammmndukanys Ha HyKJIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3anna HaTpuBka] Ha Busut 1 u2) u ¢
orpunareinet pedynratr or NAAT (HazanHa HaTpuBKa) NIPH BCsKa HEIUIAaHUpPAHa BU3HUTA NIPEH 7-MHUs JIeH
caen Jlo3a 2.

a. N = bpoii yyacTHHLIM B TOCOYEHATA IPYTIA.

nl = Bbpoii yyacTHULIM, OTTOBAPSIIM HA OTIPEJICJICHUETO 33 KpailHaTa TOYKa.

B. OO6m nepuon Ha Ha6moaeHue B Xxuisian (1 000) yoBekoroAWHY 3a AajieHaTa KpailHa ToOYKa Py BCUYKH
YYaCTHHUIM BBB BCSIKA PECKOBA TPpyIia 10 OTHOIIICHNE Ha KpaifHaTa Touka. BpemeBusT mepnon 3a
HaTpymnBaHe Ha ciydan Ha COVID-19 e ot 7-must nen cnen J{o3a 2 1o kpast Ha ieproza Ha HaOJroieHe.

r. n2 =0poif Ha yYaCTHUINTE B PHCK IO OTHOIICHHE Ha KpaifHaTa TOYKa.

. JBycrpannusT noBeputesneH uarepsai (J{M) 3a edpukacHOCT Ha BakcHHATA € ITOJIyYeH Ha 6a3zaTa Ha METo/a
Ha Clopper u Pearson, kopurupan crpsiMo BpemeTo Ha Habmoenue. U1 He e Kopurupas 3a MHOXKECTBEHH
aHaJIM3H.

o

E¢uxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHLuMsITa Ha IbpBa MMOsIBa Ha
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBeYe TOJUHY ChC WK 0€3 JJ0Ka3aTeICcTBa 3a
npeauirHa uadpekus cbe SARS-CoV-2.

JIOTIBITHUTEHO €MH TOATPYIOB aHAIN3 Ha MhbPBUYHATA KpaiHa TOUKA MOKa3Ba CXOHH OIICHKU Ha
TOYKATa 32 PUKACHOCT B TPYMHUTE IO MOJ, ETHUYESCKA PUHAICKHOCT U YUACTHUIH ChC
CBIIBTCTBAIIN 3a00JIsIBAaHHUS, CBbP3aHH C BUCOK PUCK OT Texkka hopma Ha COVID-19.

W3BbpiIeHn ca akTyalnn3upaHu aHAINU3U 32 €(pUKaCHOCT P HAJTMYMETO Ha JTOITBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO L1are00-KOHTPOIUPAHO
npocieasBaHe, 00XBaao nepronaa 10 6 mecena ciexn Jlosa 2 B momynanusaTa 3a e(pUKacHOCT.

AxTyanu3upanata nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € TpecTaBeHa B Tabmuma 3.

Ta6auna 3:  EduxacHocT Ha BakcHHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, o Bb3pacTOBU MOATPYNH — YYACTHUIM 0€3 TaHHU 32 MpeIuIIHA
uHpexknust cbe SARS-CoV-2* npean 7-must aeH caen Jo3a 2 — momyJiamusl,
olneHHMa 3a epukacHocT (7 AHH), IO BpeMe Ha IJIane00-KOHTPOJIUPAHHS NePHOIT
HA MPOoCJIeasiBaAHE

uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢ukacroct Ha
Ilepnox Ha Ilepnox na BaKcHHaTa, %
Ioarpyna Haomoaenne”® (N2") Hadmoaenune” (N2") (95% JAN*)
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuHNu 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 TOINHHU 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 TOINHHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ oOpaTHa

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

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

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

MyCKy'J'H/ITe HOBOIIOSIBUJIA ce 3ary0a Ha BKYC WJIM MHUPHC; BB3IAJICHO I'bPJIO; AUAPUS; MOBPBIIAHE).
B ananm3a ca BKIIFOUEHM yyacTHHIM Oe3 JaHHU 3a MuHana uHpekus cbc SARS-CoV-2 (1.e. oTpruaTensu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur 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 = Bbpoif yuacTHHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiflHaTa TOYKa.

B. OO0m mepuox Ha HabmoaeHne B Xwisian (1 000) YoBekoroMHY 3a TajeHaTa KpaiiHa TOUKa MPH BCUUKH
YJaCTHHIM BBB BCSIKA PUCKOBA IPyIa MO OTHOIICHHE HA KpalHaTa To4YKa. BpeMeBHAT neproa 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproza Ha HabIroieHue.

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

n.  JByctpannust 95%-eH nosepureneH unrepsai (1) 3a epukacHocT Ha BakCHHATa € TIOJTy4YeH Ha Oa3ara Ha
merona Ha Clopper u Pearson, kopurupan cripssMo BpeMeTo Ha HaOJII0JCHUE.

e. BxouBa NOTBBPAEHU CiIydau NPH yYaCTHUIM Ha B3pacT 12 no 15 rogunu: 0 B rpynara Ha ”PHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha mare6o.

o

B akryanmsupanute aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHuusTa Ha nosiea Ha COVID-19 ot 7-mus cien J{o3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yuyaCTHHIINTE B MOMYJIANKATA, OIEHIMA 33 e(hUKACHOCT, ChC WIIH
0e3 maHHu 3a npeauiiHa napeknus cbec SARS-CoV-2.

JIOTIBITHUTEHO aKTyaTM3UPAHNTE aHATU3H 38 e(DUKACHOCT 0 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OLICHKH 3a e(h)UKACHOCT B TPYIMTE T10 MOJI, ETHHYECKA MPUHAIICIKHOCT, Teorpad)CKo MOJOKESHUE U TIPH
YUYACTHHUIIUTE ChC CHIIBTCTBAIIH 3a00JSIBAHUS M 3aTIILCTABAHE, CBHP3aHHU C BUCOK PHUCK OT TEKKA
dhopma Ha COVID-19.

Eduxacnocm cpewy meoicka popma na COVID-19
AKTyajM3upaH aHaJIu3 Ha BTOPUYHUTE KPaiHU TOUKH 3a epuKacHOCT moakpens non3ara ot uPHK
Bakcunara cperry COVID-19. Bakcunara npenorpatsisa 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 npeauiiHa nHpekus cbec SARS-CoV-2 (Tabmnumna 4), Thid KaTo
opost Ha ciydaute Ha COVID-19 npu yuactaunu 6e3 npeauiiHa uadeknus cbe SARS-CoV-2 e
CBIIMAT KAaTO TO3M MPH YYaCTHULM Che WM Oe3 npeauina uapekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nnane6o.

58



Tadauua 4: EdukxacHocT Ha BaKCHHATa — MbPBa MosiBa Ha Texkka ¢gopma Ha COVID-19 npu
YYaCTHHIHU cbc HiH 0e3 mpeauinHa uHdexuus cb¢c SARS-CoV-2 na 6a3ara na
onpeieJiecHHETO HA ATEeHIIUATA 32 KOHTPOJI Ha XpaHuTe U JekapcreaTta (Food
and Drug Administration, FDA)* ciex lo3a 1 wiu ot 7-mus nen ciaen Jo3a 2 B
Nepuoa HA MpocJiessBaHe Ha MJIane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayyan Cayyan
nl* n1? Eduxacnoct Ha
Ilepuon na Ilepuoa Ha BaKcHHaTa, %
nadsonenne (N2°) naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen 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: [IoTBBbpEHHTE CiTyyau ca ONpEesICH! Ype3 TIoJIMMEpa3Ha BEPHKHA peakius ¢ 00paTHa

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

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

ce KaIlTHIa; HOBOIIOSIBIJI C€ MIIM 3aCHUIIII Ce 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE MIIM yBEIMYMIIA ce OOJKa B

MYCKYJIHTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC HIIM MUPHC; BB3NAJICHO T'BPII0; AUAPHS; OBPHIIAHE).

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

1 ot caenuute:

e  KiuHMYHM MpHU3HALHN B TIOKOMH, TIOKA3aTEITHHU 3a TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
>30 BOuIIBaHMA B MHHYTA, Chbp/I€YHA YeCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTaeH BB3yX Ha MOPCKOTO PaBHHUIIE UM CHOTHOIIEHHE HA apTepUAIHOTO MAapLUAIHO HAJIATaHe Ha
KHCIIOpO/Ia KbM (pakimaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HEAOCTATHUHOCT [ONpe/ieieHa KaTo HyK/Ja OT [T0laBaHe Ha KHCIIOPO/]] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHWYHA BEHTWIALMS WM EKCTPAKOPIIOpaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSTHHE (CHCTOMMYHO KPBBHO Hasisrane < 90 mm Hg, aumacTonmyHO KPBEBHO
Hamsrase < 60 mm Hg wim Hy)Ia oT Ba30mpecopn);

e 3HaumMa octpa ObOpedHa, YepHOAPOOHA WIIM HEBPOJIOTHYHA TUCQYHKIIUS;

e [IpuemaHe B OTIEJICHUE 32 HHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoif yqacTHHIIH, OTTOBapSAIIM Ha ONPEAEICHUETO 3a KpaHaTa TOUKa.
n2 = bpoii Ha yyaCTHUIUTE B PUCK 10 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanuusT nosepurenen unrepsai (JJ1) 3a epukacHocTTa Ha BaKCHHATA € MOJIy4YeH Ha 0a3ara Ha MeToza
Ha Clopper u Pearson, kopurupas cpsiMo BpeMeTO Ha HaOII0AeHHE.

r. EdukacHocr, onieHenHa Ha 6a3ara Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4acTHUIH,
noxyannu J{o3a 1, 3a orieHka Ha e(pUKaCHOCTTa, KOSITO BKJIFOYBA BCHUKU PaHIOMU3HUPAHU YUYACTHHUIH,
TTONTYYHJIH TTOHE | 1032 OT M3NHUTBaHATA MHTCPBCHITHS.

n. 06w neprox Ha HaOroneHue B xwsian (1 000) 9oBekOroaWHY 3a JaJicHaTa KpaifHa TOYKa IIPH BCUYKH
YYACTHUIIHM BBB BCSAKA PHCKOBA TPyIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBUAT mepro/] 3a HaTpyIIBaHe
Ha ciyvyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOCHUE.

e EdwuxacHocrt, onleHeHa Ha 6a3aTa Ha MOIMyJIalUsITa, OLCHNMA 32 e(PUKACHOCT (Ha 7-MHMs JIeH), KOSTO BKJIIOUBA
BCHYKH IOJXOSIIN PaHJOMHU3UPAHH YYaCTHHUIM, TOIYYHIM BCHYKH 03U OT U3ITUTBAaHATAa MHTEPBEHIINS,
KaKTO ca paHIOMU3UPAHH B IPEABAPUTEIHO OTIPEACIICHHUS IPO30peL, O3 IPYTH ChIECTBEHH OTKIIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPE/IECTIEHO OT KIIMHHUIINCTA.

k. OOm nepuon Ha HaOmoaeHue B Xuwisian (1 000) woBekoroAwHM 3a AajieHaTa KpailHa ToOYKa IpY BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOLICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJI0ICHHE.

Egukxacnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cieo 2 003u

IIpu mppBOHAvaneH ananu3 Ha [IpoyuBane 2 mpu roHOIN Ha BB3pacT 12 mo 15 roguam (¢ MequaHa Ha
MPOIBIDKUTETHOCTTA Ha TIpociiensBaHe >2 Mecena cien Jlo3a 2) 6e3 maHau 3a mpeaulTHa HHOEKITHs,
HsaMa ciaydad pu 1005 ygacTHHITH, TOTYYIMIH BaKCHHATA, M IMa 16 cirydas ripu 978 ydacTHHIH,
nosryumin Tuiane6o. ToukoBara onenka 3a epukacHocT € 100% (95% nmoseputeneH uHTepBai 75,3;
100,0). IIpu yuacTHUIM cbc MM O3 TaHHM 32 npenuinHa nHpexnus uma 0 crydas npu 1119-te
YUYaCTHUIIH, TIOYYWIIM BakcHHaTa, U 18 cirywas mpu 1110-Te yuacTHum, nonyunnu mwiane6o. Toa
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CBIIIO MTOKa3Ba, Y€ TOUYKOBaTa oreHKa 3a eduxacuoct € 100% (95% nosepurenen nateppan 78,1;
100,0).

AKTyaM3upaHy aHATU3K 32 e(UKACHOCT Ca HAMPABECHU MPH JOMBIHUTEIHO MOTBBPACHHU CIyYan Ha
COVID-19, Bp3uukHamu 10 6 Mecena cien Jlo3a 2 o Bpeme Ha 3acjIeNeHOTO I1ane00-KOHTPOIHPaHO
npOoCIeIIBaHe B MOMyanuaTa 32 e(HUKACHOCT.

B axryann3upanus ananus 3a euxacHocT Ha [IpoyuBane 2 npu 1oHOImHN Ha Bh3pacT 12 o 15 rogunm,
0e3 1aHHU 3a npeauiiHa HHPEKINS, ClIydad Ha 3a00JIABaHe HE ca HaOJIF01aBaHu IIpU

1 057 yvacTauiy, nomyuniu BakcuHarta, a npu 1 030 monmyuninm mnanedo uMa 28 ciryyasi. ToukoBaTta
oreHka 3a epuxactuoct e 100% (95% nosepurenen unatepsan 86,8; 100,0). [Ipu ydacTHUIM ChC MU
0e3 nanHu 3a npeauirHa nHekus uma 0 ciryyas npu 1 119 nonyunnm BakcuHaTa, a npu

1 109 yuactauiy, nomyunin rianedo nma 30 cnyyas. ToBa cbilo mokas3ea, 4e TOYKOBATa OLICHKA 3a
edpuxacaoct e 100% (95% nosepurenen unrepsai 87,5, 100,0).

B IlpoyuBane 2 e mpoBeAeH aHAIN3 HA TATPUTE Ha HEYTPAIU3UPALLIUTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen [o3a 2 npu n3bpana Ha cilyyaeH OpUHIHMI IOATPYTa y4acTHULHU Oe3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHY JJaHHU 32 MuHana nHdekus cbc SARS-CoV-2 no 1 mecen cnen
Jlo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha Bb3pacT 12 no 15 rogunu (n = 190) ¢ To3u npu
y4YaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CHOTHOIIEHUETO HA CPEeIHUTE TEOMETPUYHHU TUTPH (geometric mean titres, GMT) mpu Bb3pacToBaTa
rpyna 12 no 15 rogunu cripsiMo Be3pacroBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CnemoBaTeHO € TOCTHTHAT KPUTEPHUSAT 32 HE TI0-Mallka e()UKaCHOCT, KOUTO €
choTHoLIeHue 1,5 , Thil KaTo osHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUyHO
ChOTHOILIEHHE (geometric mean ratio, GMR) e >0,67.

Eduxacnocm u umynoeennocm npu oeya Ha év3pacm 5 0o 11 200unu (m.e. na év3pacm 5 00 noo

12 200unu) — cieo 2 0o3zu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkIrouBaIo yact, KOSTO € OTKpUTO IpoyuBaHe (¢asa 1) 3a
oTIpeJieIsIHE Ha J103aTa Ha BakCHMHATa U 4acT (¢a3za 2/3), KosSTO € MHOTOLICHTPOBO, MHOTOHAIIIOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo IUIanedo, 3aciieneHo 3a
M3CIe0BaTENs IPOYYBaHEe, B KOETO ca BKJIIOUEHH yYacTHUIM Ha Bb3pacT 5 1o 11 ronunu. IloBedero
(94,4%) ot paHIOMH3UpAaHUTE BAKCHHUPAHU YYaCTHHULIM ca MOIY4WIH BTOpa A03a 19 1o 23 nuum crnex
Joza 1.

JleckpunTUBHUTE pe3yaTaTh 32 e(hUKACHOCTTA Ha BAKCHHATA TIPH Jiella Ha Bb3pacT 5 1o 11 roguam 6e3
JlaHHY 3a npenuiHa nHpekius cbe SARS-CoV-2 ca npencraBenu B Tadnuna 5. He ca HabnronaBanu
ciaydan Ha COVID-19 HEUTO B rpymnaTta Ha BaKCHHATA, HUTO B TpyIaTa Ha TU1ane0o Mpu YIaCTHHUITH C
JlaHHM 3a mpeauinHa nadpekius cb¢ SARS-CoV-2.
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Taoauna 5:

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

Jo3a 2: yuacTHuuu 6e3 1annu 3a uHdexuus npeau 7-mus aed ciex Joza 2 —
¢a3za 2/3 —monynanusi, oueHnMa 3a epUKACHOCT, CHCTOSINA Ce OT Jela Ha
BBb3pacT 5 10 11 ropnnm

IInpBa nosia Ha COVID-19 ot 7-mus aen cien Jloza 2 npu aena Ha Bb3pact 5 10 11 ronuHu
0e3 1aHHHU 3a npeauiHa HHpeknus cb¢c SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a Inawedo
N*=1305 N*=663
Cayuyau Cayuaun
n1% n1® E¢ukacroct Ha
Ilepnox Ha Iepnoa Ha BakcnHaTta %
Haooaenue® (N2 Hadonenue”® (N2") (95% AN)
Jlena Ha BB3pacT 5 10 3 16 90,7
11 rogunn 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [ToTBbpAeHHTE CiTyuau ca ONpeelieHn Ype3 oJIMMepa3Ha BeprKHa peakiys ¢ o0paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u mone 1 cumrrom,
croTtBeTcTBam Ha COVID-19 (cuMnToMuTe BKIIIOYBAT: MTOBHUIIICHA TEMIIEPATypa; HOBOIIOSIBIJIA CE MITH
3aCHIIMIIA C€ KalIIHIa; HOBOIIOSIBHII C€ MIIM 3aCHIIMII CE 33yX; BTPHCAHE; HOBOIMOSBIIIA CE MM YBEINYNIIA CE
60m<a B MYCKYJINTE; HOBOITIOSIBAJIA CE 3ary0a Ha BKYC WJIM MUPHC; Bb3MAJICHO I'bPJI0; IUAPHS; HOBPBILAHE).
B aHanmu3a ca BKIIIOYCHH YIaCTHUIM Oe3 TaHHHU 3a MuHajaa nHpeknus cb¢ SARS-COV-2 (1.e. oTpunaTeHun
3a anTHtena ¢ N-cebp3Bane [cepyM] Ha Busuta 1 u Heotkpur SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpHBKa]
Ha Busutu 1 u 2), u c orpunarenen pesynrar or NAAT (HazayiHa HaTpUBKa) NPH BCSKa HEIUIAaHUpaHa
BU3HWTA Npeau 7-Musl feH cien Jo3a 2.

a. N =Dbpoil yuacTHUIIU B IOCOYEHATA IpyTa.

nl = Bpoil yuacTHUIIM, OTTOBAPSIU HA ONPEAETICHUETO 32 KpaHaTa TOUKa.

B. OO nepuox Ha Habmoaenne B xwisian (1 000) yoBekoroMHM 3a JajieHaTa KpaifHa TOYKa IPH BCHYKH
YUYaCTHUIIM BB BCAKA PUCKOBA IpyIa MO OTHOLIEHUE Ha KpaliHaTa Touka. BpemeBusT nepuop 3a
HarpynBaHe Ha ciydyau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha iepuojia Ha HabJroIeHue.

r. n2 = Dbpoii Ha yyaCTHULIUTE B PUCK IO OTHOIIEHNE Ha KpaiHaTa TOYKa.

o

B IlpoyuBane 3 mpu aHaIM3 HAa TUTPUTE HA HEYTpaau3upaliure antureia cpemy SARS-CoV-2,
HaMaJsBaly BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecen cien [lo3a 2 nmpu u3bpaHa Ha ClyvacH
MIPUHLMI TOATPYa YYaCTHHUIIM € IEMOHCTPHPaHa e(peKTUBHOCT C MOMOIITA Ha ,,AMYHOJIOTUYEH
OpMIKMHT HAa IMYHHHU OTTOBOPH 32 CpaBHEHHE Ha Jiena Ha Bb3pacT 5 1o 11 rogunu (T.€. Ha BB3pacT
5 no mox 12 rogunmn) B yactta ¢aza 2/3 Ha [Ipoyusane 3 ¢ yuacTHuIM Ha Bb3pacT 16 10 25 rogunu B
gactTa ¢aza 2/3 Ha [IpoyuBane 2, KOUTO ca 0€3 CEPOTOTUIHH WIIM BUPYCOJIOTHIHH TaHHU 32 MUHAJIA
nHpeknus cb¢c SARS-CoV-2 no 1 mecerr ciiea [1o3a 2 v KOUTO OTFOBAPSAT HA IIPEABAPUTEITHO
oTpeeNIeHUTe KPUTEPUH 32 ,,IMyHOJIOTHYEH OPHHKUHT KaKTO IT0 OTHOIIEHHE Ha CPETHOTO
reOMETPUYHO ChOTHOLIeHUE (geometric mean ratio, GMR), Taka u Mo oTHOIIEHHE HA pa3UKaTa B
CEpOJIOTHYHHS OTTOBOP, ONpEJIeNieH KaTo MOCTUTraHe Ha Hall-Masiko 4 mbTH nosuiieHne Ha SARS-
CoV-2 NT50 ot uzxonno uso (npeau J{o3a 1).

GMR na SARS-CoV-2 NT50 1 mecen cien Jlo3a 2 mpu Aena Ha Bb3pacT 5 10 11 rogusu (T.€. Ha
BB3pacT 5 10 moj 12 ToauHM) CrIpsMO TOBA IMPU MITaIH BB3PAaCTHU Ha BB3pacT 16 mo 25 rogunau e 1,04
(2-ctpanen 95% JAU: 0,93; 1,18). Cpexn yyacTHumte 6€3 NpeANIIHE JaHHK 32 nH}ekus cbc SARS-
CoV-2 no 1 mecen cnen Jloza 2, 99,2% ot aenara Ha Bb3pacT 5 1o 11 roguau u 99,2% ot
YYaCTHHUIIMTE Ha BB3pacT 16 10 25 TOAMHN UMAT CepoJIOTHYEeH OTroBOp Ha 1-Bust Mecen ciexn Joza 2.
Paznukara B CbOTHOIIEHHETO HA YYaCTHULIUTE ChC CEPOJIOTMUYECH OTIOBOP MEXIYy 2-T€ Bb3PacTOBU
rpynu (neua — mutaau Bb3pacTtHu) € 0,0% (2-ctpanen 95% JU: -2,0%, 2,2%). Ta3u napopmarus e
npencraseHa B Tabnuia 6.
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Ta6auna 6: O6o01eHne HA CPETHOTO FT€OMETPHYHO CHLOTHOIIIEHHE HA TUTPUTE HA
HeyTpaJu3upaluTe aHTUTEJa, HAMAJISIBALM BUPYCHATAa aKTUBHOCT ¢ 50%, u
Pa3JINKaTa B MPOLEHTA HA YYACTHHIMTE ChC CEPOJIOTHYEH OTTOBOP — CPABHEHHE
Me:kay Aena Ha Bb3pacT 5 10 11 roquan (IlpoyuBane 3) n yyacTHHIM Ha Bb3pacT 16
1o 25 ronuau (IIpoyuBane 2) — yuyacTHUIM 0e3 1aHHU 3a uHGekuust 10 1 Mecelr cien
Jlo3a 2 — moArpyna 3a ,,HMyHOJIOTHY€eH OpUIKUHT* — ¢a3a 2/3 —nomyiauus, oneHuMa
3a HMYHOT€HHOCT

uPHK Bakcuna cpemry COVID-19
10 pg/no3a 30 ug/mo3a
5 no 11 roqunu 16 1o 25 roqunn 5 no 11 rogunn/
N?=264 N?=253 16 10 25 rogunn
IMocTurnara ues
npH ,,AMYHO-
Bpemera GMT* GMT* GMR" OpuIKHT ™"
To4yKa® (95% JIN"®) (95% JIN"®) (95% JAU") (A/H)
Cpenen
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BHpYCHATA
akTuBHOCT ¢ |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) )|
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paznuka %"| OpuaKHHT®
To4Ka® (95% JII®) (95% JII®) (95% JAU") (JI/H)
CreneH Ha
cepoJIoTn4eH
otrosop (%0)
NpH THTHP
Ha
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BUpycHata |1 mecen
AKTHUBHOCT € |CJIE] 262 (99,2) 251 (99,2) 0,0
50%* JHoza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Crokpamenuns: [ = noBepurenen uarepsain, GMR = cpeano reomerpuyHo chotHOmeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = mosHa rpaHuIia Ha KoimdecTBeHO onpenessine; NAAT = Tect 3a aMIITUpUKaIAS
Ha HyKJenHoBU kucesuHy; NTS50 = THTBp Ha HeyTpaJIM3UpaIUTe aHTUTEJIA, HAMAJISBAIll BUPYCHATa aKTHBHOCT
¢ 50%; SARS-CoV-2 = TexbK 0CTBp peclpaTopeH CUHAPOM KOPOHABUPYC 2.
3abenexka: B ananuza ca BKIIOYEHU yyacTHHLM O3 CEPOJIOTMYHU MIIM BUPYCOJIOTMYHH JIaHHU (IIPH B3eMaHe
Ha KpbB 10 | Mecen ciex J{o3a 2) 3a munana uapexuust cb¢ SARS-C0OV-2 (T.e. oTpulaTesIHu 3a aHTUTEeNa ¢ N-
cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecerr cien JJo3a 2, Heotkputr SARS-CoV-2 ¢ NAAT [HazanHa
HaTpuBKa] Ha Busutnre 3a [{o3a 1 u [lo3a 2 u ¢ orpunaTeneH pe3ynarar oT NAAT (Ha3zanHa HaTpHBKA) IpH
B3€MaHe Ha KPhB Ha BCsAKA HETUIaHWpaHa BU3WTA 110 eANH Mecell cien J{o3a 2), kakTo u 6e3 aHaMHe3a 3a
COVID-19.
3abenexxka: CepoJOrHIHIAT OTTOBOP CE OTPEIeNs KaTo MOCTUTaHe Ha >4 ITHTH IMOBUIICHUE OT U3XOAHO HUBO
(mpenn J{o3a 1). Ao n3MepBaHeTO Ha M3XOMHO HUBO € mox LLOQ, pe3ynrat oT aHanu3 ciel BaKCHHAIUATA >4
x LLOQ ce cunra 3a CepoJIOTHYCH OTTOBOP.
a. N = bpoii yyacTHUIM ¢ BaJMIHU U ONPEEICHHU Pe3yNITaTh OT aHaIu3a IpeIy BakCUHausiTa 1 1 Mecen
cnen Jlo3a 2. Te3n CTOWHOCTH ChIIO Taka ca 3HaMEHATEJN, N3MO0JI3BAHU ITPU IPOLICHTHUTE N3YHCIICHUS 32
CTEIIeHTa Ha CEPOJIOTMYEH OTTOBOP.
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6. OmpeneneHo BpeMe 3a B3eMaHe Ha KPbBHU MTPOOU 110 MPOTOKOJL.

B. GMT u 2-ctpannute 95% JIU ca n3zuncienn ape3 eKCIIOHCHINOHNPAHE Ha CpeHATa JIOTapUTMHIHA
CTOHHOCT Ha THTpUTE U choTBeTHHUTE [IU (Ha Ga3aTa Ha pasmpernenenuero Ha Student t). Pesymnrature ot
ananu3a nmoj LLOQ ca 3amanenu kato 0,5 X LLOQ.

r. GMR u 2-ctpannure 95% /I ca n3uncieHn upes3 eKCIIOHSHIIMOHUPaHe Ha CpeHATa pa3inKa B
JIOTAPUTMAYHHUTE CTOMHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 roxuan MuHyc BB3pacT 16 1o 25 roauHmn) u
croTBeTHUS JIU (Ha 6azarta Ha pasmnpeneneHueTo Ha Student t).

I. . myHomoroueH OpumxuHr Ha 6azata Ha GMT e neknapupan, ako JoJiHaTa rpaHuIa Ha 2-cTpaHHus 95%
JU 3a GMR e no-rossima ot 0,67 u ToukoBaTa onenka Ha GMR >0,8.

e. SARS-CoV-2 NT50 e onpenernen ¢ noMomnra Ha AHann3 Ha MUKpoHeyTpanu3auusita Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3nonspa uryopecieHTeH pernopTep BUPYC, MOJIy4eH OT ama
USA WA1/2020, u BupycHaTa HeyTpalli3auus ce OTYUTa BbB Vero KieTbyHu MoHocoeBe. NTS50 Ha
npoOuTe ce onpesiess KaTo peHUIpoOYHOTO CEPYMHO paspexaane, npu koeto 50% oT Bupyca ce
HeyTpalu3mpa.

K. N = Bpoit yaacTHHIIN CBC cepooTHIeH OTroBop Ha Oa3ara Ha NTS50 1 mecer cien J{o3a 2.

Touen 2-ctpanen 1, 6a3upan Ha metona Ha Clopper u Pearson.

Pasnmuka B chOTHOIICHUATA, U3PA3eHH KAaTO MPOIEHT (BB3pacT 5 a0 11 roguan MuHYyC BB3pact 16 1o

25 roaunm).

i. 2-ctpanen /111, 6Ga3upan Ha MeTona Ha Miettinen n Nurminen 3a pa3nukaTta B CbOTHOIICHHSTA, U3pa3eHa
KaTo MPOIICHT.

K. ,JIMyHonoruueH OpumKuHr", 6a3upaH Ha CTENIEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTaHOBEH, aKo JI0JIHATa
rpanuia Ha 2-ctpanHus 95% JIU 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mno-rosisiva ot -10,0%.

w

IlenuaTpuyHa momysamus

EBporiefickarta areHIus 1o JeKkapcTBarta oTiiara 3abJDKEHUETO 3a MPEA0CTaBIHE HA PE3YJITaTUTE OT
npoyuBanusaTa ¢ Comirnaty B rieqMaTpuyHaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

To3u nexkapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe MmoJl ycIoBHue".
ToBa o3HavaBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT C€ OYaKBaT AOMBJIHUTENHHU NaHHU. EBponeiickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKUS 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeHBkK roauiHo 1 Ta3u KXII choTBETHO 111€ ce akTyanusupa.

5.2 dapmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHUTE
MIPOYYBaHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO MpHUJIaraHe, PepoayKTHUBHA TOKCHYHOCT M TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBaliy 3 MbJIHU JI03U 3a X0pa
BEJIHBK CEIMUYHO, TEHEPUPAII OTHOCUTEIHO BUCOKH HUBA IIPH IUTHXOBE MOPaIH PA3INIMsITA B
TEJECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO Ha WHKEKTHPAHE U yBEIIMYaBaHE Ha
OenuTe KPBBHU KJIETKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO M BaKyOJIM3allMs Ha MOPTATHUTE XEMATOUUTH 0€3 JaHHH 32 YEPHOAPOOHO YBPESKIaHE.
Bewnuku edextu ca Omim obpaTuMu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca MPOBCKAAHU NTPOYUYBAHUA HUTO 3a TCHOTOKCUYHOCT, HUTO 34 KaHIICPOICHHOCT. He ce ouakBa
KOMIIOHCHTHUTC Ha BaKCHHAaTa (J'II/IHI/II[I/I u uP HK) Ja uMaT rCHOTOKCHUYCH IMOTCHIIHAJI.
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PenponykTuBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT ¥ TOKCHYHOCTTA 32 Pa3BUTHETO Ca U3CIICABAHU TIPH IUTHXOBE B
KOMOWHHPAHO NPOYYBaHE HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 PAa3BUTUETO, IpU KoeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE MpeaIn Yu(TOCBAHE U TI0 BPEME Ha recTalus
(nmonyyaBainy 4 HJIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pa3In4usATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MEeX Ty JieH 21 npeau Y ToCBaHETO U TeCTallnOHEH

neH 20). OtroBopu ¢ 1osiBa Ha HeyTpaiau3upaiiy anturena cpeiry SARS-CoV-2 uma npu sKMBOTHHUTE
MalKu OT Iepuojia npeau YnudrocBaHeTo 10 Kpasi Ha MPOYYBAHETO B TIOCTHATAIIEH JieH 21, KakTo u
nipu (heTycute U moKosieHueTo. Hama cBbp3aHu ¢ BakcMHATa e)eKTH BBPXY (PEpTUIIUTETA,
OpeMEeHHOCTTa WM eMOPHUO(ETATHOTO PA3BUTUE WITU PA3BUTUETO HA MOKOJICHUETO. JIUTICBaT naHHM 32
Comirnaty OTHOCHO IPEMUHABAHETO HA BAKCUHATA MPE3 TUIAICHTATA W SKCKPEIUATA B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 CHoucbk Ha NIOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTuim)azaneaunn)onc(xekcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-muterpanenmnaneramuy (ALC-0159)
1,2-nucreapounn-sn-raunepo-3-pocdoxonun (DSPC)

Xonecrepo

Tpomeramon

TpomeTamoII0B XUAPOXIOPHIT

3axapo3a

Bona 3a unmxeknuu

6.2 HecbBMecTHMOCTH

To3u iekapcTBEeH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYTrH JIEKAPCTBEHM MTPOAYKTH, C U3KIIIOUEHUE Ha
IOCOYEHUTE B TOYKa 6.6.

6.3 Cpok Ha rogHoCT

HeortBopeHn ¢uakoH

3ampazen praxon
12 mecena, korato ce cpxpansia npu -90°C no -60°C.

Bakcunara ce nmony4dasa 3ampasena rnpu -90°C no -60°C. Cnex mosryuaBaHe 3aMpa3eHaTa BaKCHHA
MOJKe a ce cbxpaHsaBa win npu -90°C go -60°C, unu npu 2°C no 8°C.

Korato ce cvxpanssat 3ampazenu npu -90°C mo -60°C, omakoskute ¢ 10 ¢rakoHa BakCHHa MOTaT Aa
ce pasmpasat npu 2°C 1o 8°C 3a 4 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa
temmneparypa (1o 30°C) 3a 30 MUHyTH.

Paszmpasen ¢praxon
10 cenmunm cpxpanenue u Tpancnoptupane npu 2°C o 8°C B pamkute Ha 12-MecedHus: CpoK Ha
TOJHOCT.

. Crnen mpemecTBaHe Ha BakcHHaTa 3a cbxpanenue mpu 2°C 1o §°C BbpXy KapTOHEHaTa
OITaKOBKa TPsiOBa Jja ce 3aIlvIlIe HOBHAT CPOK HA TOJHOCT M BaKCHHATa TPsiOBa Ja ce M3MO3Ba
WIN J1a C€ U3XBBPIIHU ChOOpa3HO TO3U CPOK. [IbpBOHAUAIHUAT CPOK Ha TOIHOCT TpsiOBa z1a ce
3aapacka.

. Axo BakcuHata e noinydeHa npu 2°C mo 8°C, T TpsoOBa na ce cexpansasa mpu 2°C mo 8°C.
CpoKbT Ha TOHOCT BHPXY KapTOHEHAaTa OMaKOBKa TPSOBa /1a € OMJI KOPUTHPaH, 3a 1a 0Tpa3siBa
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CpOKa Ha TOJHOCT MPH ChbXPAaHCHUE B XJIQIWIHUK, H TbPBOHAYAIHHUAT CPOK HA TOJHOCT TPsiOBa
Jla e OwT 3a/IpacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a C€ ChXpaHABaT 10 12 yaca mpu Temmneparypa
Mexay 8°C u 30°C.

C pasmpazenure GIakoHU MOXe Jla ce paboTH B YCIIOBHS Ha CTaiiHA CBETIIMHA.

Caen pa3mpa3siBaHe BAKCHHATA He TPAOBa /1a ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypuu omkionenus no epeme Ha CoXpaHeHue 8 XAA0UTHUK

. JlanHuTe 3a CTAOMIIHOCT IMOKA3BaT, Y€ HEOTBOPEHUAT (pi1akoH e cTtabuieH 1o 10 ceamuiy,
KOTaTo ce ChXpaHsBa Mpu Temreparypa ot -2°C mo 2°C, u B pamkute Ha 10-cemMuIHIS TIEpHO
Ha cbxpaHeHune Mexay 2°C u 8°C.

. JlanHuTe 3a CTAaOMITHOCT MOKa3Bart, e (pIakoHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Ipu
temriepatypa 8°C mo 30°C, BximrounTesHo 10 12 9aca ciaex mspBOTO IPOOMBaHEe Ha

3amymraigkara Ha (hJaKoHa.

Tasu uadopmarus e npeaHasHadeHa ga YIIbTH MEIUIIMHCKUTE CTIICIIHAMCTH CaMo B CIydai Ha
BPEMEHHO TEMIIEPATyPHO OTKIIOHEHHUE.

P a3pCACH JCKAPCTBCH NPOAYKT

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
cieq] paspexaane ¢ Hatpue xyopua 9 mg/ml (0,9%) nHxeKIHOHEH pa3TBOP, KOETO BKIIOUBA J10

6 gaca Bpeme 3a TpaHcropTupane. OT MUKPOOHOJIOTHYHA TJI€AHA TOYKA, OCBEH aKO METOABT Ha
paspekiaHe U3KJI0YBA PUCK OT MUKpOOHA KOHTAMUHAIHS, IPOAYKTHT TPSAOBa J1a ce N3MO0I3BA
BeaHara. AKo He ce M3M0JI3Ba BelHara, BpeMETO U YCIIOBHATA HA ChbXpaHEHHUE 10 BpeMe Ha yrnoTpeda
ca OTTOBOPHOCT Ha MOTPeOUTEIS.

6.4 ChenuajJHM ycJI0BHUS HA CbXpaHeHUe

[a ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja CE MPE/IIa3Hh OT CBETIHHA.

ITo Bpeme Ha ChXpaHEHUE CBEIETE 10 MUHUMYM M3JIaraHeTo Ha CTaifHa CBETIIMHA U H30srBaiTe

H3Ji1araHe Ha IIpsKa CJIbHYCBA CBETIIMHA U YJITPAaBUOJICTOBA CBECTIIMHA.

3a ycJ0BUsTa HA ChbXPAaHEHUE CIIEM pa3Mpa3siBaHE U pa3pexkaaHe Ha JCKAPCTBEHUS IPOIYKT BUKTE
TOouKa 6.3.

6.5 Bwungu chabp:KaHNE HA ONAKOBKATA

1,3 ml KoHILIEHTpAT 3a AUCTIEPCHS B IPO3pavyeH MHOTro1030B (hirakoH (cTbkio tui 1) 2 ml cbe
3amymaika (CHHTeTHYHa OpoMOOyTHIIOBa F'yMa), ¢ AlyMHMHHEBA 00OKaTKa U OTYYIBAIIIO CE OPAHKEBO
IIacTMacoBo Kamade. Beekn ¢makon cpabpika 10 1o3m, BukTe TOUKa 6.6.

Bunose onakosku: 10 guakona mmu 195 drakona

He Bcuuky BHoBE OMaKOBKU Morar j1a ObJaT IyCHATH Ha Iasapa.

6.6 CrhenuajaHu NpeIna3Hu MePKHU NMPH U3XBHPJIsiHEe U padoTa

Ykazanus 3a pabora

Comirnaty 10 mukporpama/mo3a TpsiOBa fa ce NPUrOTBH OT MEAMIIHCKHU CICUAIIMCT, KaToO e
M3M0J13Ba aCENTHYHA TEXHHKA, 32 J1a CE TapaHTHpa CTEPUIIHOCTTA Ha IPUTOTBEHATa JUCTICPCHUSI.
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MPOBEPKA HA ®JIAKOHA COMIRNATY 10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A
WHKEKIIMOHHA JIMCIIEPCHS (IEIA HA 5 JIO 11 TOJIMHM)

OpamlceBo Kamaie

Cuen pa3pe:xnaHe

10 ug

[IpoBepete nanu GIakoHBT € €
OpaH)KEBO TUIACTMACOBO Karaye.
AKO (ITaKOHBT € C JINITaBO
IUIACTMACOBO Karade, MO,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTeprCTUKa Ha IPOIYKTa 3a
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 332 MH)KEKI[OHHA
JUCTIEPCHSL.

AKO (pJIaKOHBT € ChC CUBO
IJIaCTMACOBO Karade, MOJI,
HalpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOJYKTa 3a
Comirnaty 30 mukporpama/nosa
WH)KEKLIMOHHA TUCTIEPCHSI.

MPEM YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WHKEKIIMOHHA JIMCIEPCHS (IEIA HA 5 JIO 11 TOJIMHM)

Ja ce cbxpansBa
10 10 cexMmum
npu 2°C go 8°C.

AXO MHOTOJIO30BHSIT ()JTAKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasy Mpeau ynorpeoda.
3ampaszenute GIakoHU TpsOBa 1a
ce IpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na
Ce pa3MpassT;, pa3Mpas3sBaHETO Ha
enHa omakoBka ¢ 10 ¢urakona
MOXe /1a oTHeMe 4 Jaca. YBepere
ce, e (pIakoHHUTE ca HAITbITHO
pa3MpaseHu npeau ynorpeoa.
Crnen npemecTBaHe Ha (IIAaKOHUTE
3a cexpanenue npu 2°C mo 8°C,
KOpHUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHEHATa OMaKOBKa.
HeorBopenure prnakoHu Morat
na ce cpxpansBar 10 10 cemmumu
nipu 2°C no 8°C, 6e3 na ce
NpEeBHIIAaBA OTIICYATAHUSIT CPOK
Ha roguoct (I"ogen mo:).
BB3MOKeH € ChILo ApYr BapHaHT,
NPU KOMTO eIMHUYHU 3aMpPa3eHU
(irakoHN MOXKeE /1a ce pa3MpassaT
3a 30 MUHYTH NIpU TEMIIeparypa
1o 30°C.

[penu ynotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa
no 12 gaca mpu Temmeparypa 10
30°C. C pa3mpazenure (1akoHU
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaifHa CBETJIMHA.

66




CMECBAHE IPEJIU PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/1O3A
KOHIIEHTPAT 3A WH)KEKIIMOHHA JIMCIIEPCHS (IEIIA HA 5 JIO 11 TOJWHHN)

,

Buumareano 10 nTH

OcraBeTe pa3MpaseHHAT QIaKOH
Jla TOCTUTHE CTaifHa TeMIiepaTypa
¥ BHUMATEJTHO TO 00BbpHETE

10 meTH npeau paspexaane. He
pa3Kiiaianre.

Ipenu paspexaane pazMpaseHaTa
JUCTIEPCHS MOXKE J1a ChIBPIKA
Oenu 10 mouTH O6enu
HETPO3pavyHu aMOP(HHH YACTHIIH.

PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHXEKIIMOHHA JMCHEPCHS (IEIIA HA 5 IO 11 TOJWHN)

o

J

1,3 ml narpues xyaopux 9 mg/ml (0,9%0)

HHKEeKIIUOHEH Pa3TBOP

PasmpasenaTa BakcuHa TpsOBa 1a
ce paspenu B HEHHUS OpUTUHAIEH
(aaxoH ¢ 1,3 ml HaTpueB XJIOpU
9 mg/ml (0,9%) umxexkunoHeHn
pa3TBOp, KaTO CE U3IMOJ3BA UIJIa
21 G, wiu 1o-ThHKA, ¥ aCENTHYHA
TEXHHKA.

67




e Il3paBHeTe  HANATAHETO  BHB
(¢makoHa Tpenu A U3BAAMTE
WrjiaTa OT HEro, KaTto HW3TErNIuTe
1,3ml BB3AyX B WH3MNpa3HEHATa

CIIPHHIIOBKA Ha pa3peiuTes.

H3rersere 6yranoro xo 1,3 ml, 3a na
OTCTPaHHUTE BB3AyXa OT (1aKkoHa.

o BHumatenHo oObpHETE
paspenenata aucnepcust 10 nbTH.
He pazxnamaiite.

e Pa3pejenara BakcuHa TpsOBa aa
npecTaBisiBa Osiia 10 OYTH
Osiia gucriepcus 0e3 BUIUMU
yactuiy. He usnomnspaiite
paspeneHaTa BaKCHHA MTPH
HaJIMYUE HA YaCTUIU WU
MPOMSIHA B IIBETA.

/
|

Buumareano 10 nbTH
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Yac 3a
H3XBBPJIsSHE

O
3anuiere CLOTBETHHUTE 1aTa U Yac.
Ja ce u3nmoa3Ba B pamkute Ha 12 yaca cieq pa3pexaaHe.

Ha pa3penenunte dakoHu TpssOBa
na Opaar oToesI3aHu
CBHOTBETHUTE JaTa U 4ac.

Cren paspexnaHe, CbXpaHsIBanTe
nipu 2°C go 30°C u uznosnspaiite
B paMKuTe Ha 12 yaca.

He 3ampa3zsipaiite wiu
paskIialiaiite pazpeeHaTa
muctiepcusi. Ako e Omra
MOCTaBeHAa B XJIaJUITHUK,
OCTaBeTe paspelieHara Juclepcus
Jla OCTUTHE CTalHa TeMIepaTypa
npeau ynorpeoa.
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MPUTOTBSIHE HA UHAUBUIY AJTHU 103U 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A MHKEKIIMOHHA JUCHEPCHS (IELA
HA 5 JIO 11 TOJUHM)

e Cren pazpexnane GIIaKOHBT
ChABpKa 2,6 ml, OT KOUTO MOTaT
na ce usreryar 10 gosu mo 0,2 ml.

e Karo u3nonzeare acenTuuHa
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (IaKoHA C TAMIIOH 32

™ eHOKpaTHa yrnoTpeba, HAaloeH C
AHTHCETITUIEH Pa3TBOpP.

e Usrernere 0,2 ml Comirnaty 3a

| Jleta Ha Bb3pacT 5 1o 11 roguumu.

Tpsi6Ba na ce u3non3par
CTIPUHIIOBKHU W/WJIHM UTJIH C MaTbK
Y, MBPTHB (HEH3TOI3BaeM) 00eM, 3a
na ce nreraar 10 1o3u OT enuH
¢nakon. KomOunanusira ot
CIPUHIIOBKA U UTJIa C MaJTbK
MBPTHB 00eM TpsIOBa a nMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKH ¥ WUTJIH, MOXE Ja
HsMa JOCTaThUEH 00eM 3a
HM3TErISHE Ha IECET JO3H OT €IUH
(hrmakoH.

e Bcska no3a TpsbBa qa chabpika
0,2 ml BakcuHa

e AKO KOJIMYECTBOTO Ha OCTaHajaTa
BbB (hJIaKOHA BaKCHHA HE MOJKE J1a
JIOCTaBH €Ha Is171a 103a OT
0,2 ml, usxpbpiiere ¢uiakoHa U
M3IUIIHUS 00eM

e l3xBBprere HEM3MON3BaHATA
BaKCHHA B paMKuTe Ha 12 yaca
ClIe]T pa3pexiaHe.

0,2 ml paspenena Bakcuna

H3xBBpasiHe

Hewnsnon3BanusT IeKapCTBEH MPOIYKT WIN OTHAIbUYHATE MaTEPUAII OT HETO TPsIOBa Jla ce U3XBBHPIIST
B CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.

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/1/20/1528/004

EU/1/20/1528/005

9. JATA HA ITbPBO PABPEIIABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.

Hata na nocinenno noxHoBsiBane: 03 moemBpu 2021 T.

10. JATA HA AKTYAJIM3UPAHE 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 JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBIHUTEIIHO HAOMoeHre. ToBa 111e mo3Boau Obp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIMs OTHOCHO Oe30macHOCTTa. OT METUITMHCKHUTE CIICIIHATTUCTH Ce
W3KCKBA JIa ChOOIIaBaT BCAKaA MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChOoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HHXEKIMOHHA JIUCTICPCHST

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e MHOT0030B (hJIaKOH ChC CUBO Kamaue. [la He ce pa3zpexaa npeau ynorpeoa.

Ennn dnaxon (2,25 ml) ceaspxa 6 qo3u no 0,3 ml, BikTe Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceaspxa 15 mukporpama to3unamepan (tozinameran) u 15 mukporpama
punrosunamepan (riltozinameran), "PHK Bakcuna cperry COVID-19 (BkiroueHa B JTUITHIHA
HAaHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponssenena c
U3M0JI3BaHe Ha Oe3kiIeThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau
BupycHus S (spike) mporeun Ha SARS-C0oV-2 (opurunaina). Puiro3uHamMepaH € eIHOBEPIIKHA,
5’-kenmpana unpopmarnmonra PHK (nPHK), mpoussenena ¢ usnon3BaHe Ha 6e3kieTbyHa in Vitro
TpaHckpurims ot ckoTBeTHUTe JJHK-Matpuiy, kogupanm BupycHus S (spike) nporenH Ha

SARS-CoV-2 (Omicron BA.1).

3a IBJIHUA CHUCHK Ha MOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

MHxekIMoHHa AUCTIepCHs

Bakcnnara npejictaBisaBa 0s1a 10 moutH Osuta 3ampasena aucruepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHM MOKA3AHMS

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a WHXSKIIMOHHA AUCTICPCHsI € TOKa3aHa 3a
AKTUBHA UMYHU3aIUs 3a npeBeHIws Ha 3a0onsBaneTro COVID-19, npuunneno or SARS-CoV-2, Ha
JIUIIAa Ha BB3pacT 12 W moBeue roJUHH, MTOTYYHITH IPEIH TOBA IOHE KypC Ha MbPBUYHA BAKCHHAIIHS
cpeury COVID-19 (Bxk. Toukn 4.2 u 5.1).

Yrorpebara Ha Ta3u BaKCHHA TPSOBA Ja € B ChOTBETCTBHE C OHUITMATTHUTE TPETIOPHKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna eaxcunayus
Ho3ara Comirnaty Original/Omicron BA.1 ¢ 0,3 ml, npuiaraHa HHTPaMyCKyJIHO.
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TpsOBa ma Ma HHTEPBAT OT HA-MaJIKo 3 Mecena Mexay prmiokeHneTo Ha Comirnaty
Original/Omicron BA.1 u nocnenHara npeauiiHa 103a Bakcuna cpeury COVID-19.

Comirnaty Original/Omicron BA.1 e moka3aHna camMo IpH JIUIIa, MOJTYYWIIU IPEIH TOBA IOHE KypC Ha
mbpBUYHA BakcuHanus cpemy COVID-19.

3a moapoOHa nH(OpPMAIIKsA OTHOCHO Kypca Ha IIbpBUYHA BAKCHHALIUS 3a Bb3pacToBara rpymna 12 u
MoBeYe TOJMHH, BIKTE KpaTKaTa XapaKTepUCTHKA Ha mpoaykTa 3a Comirnaty 30 Mmukporpamal/nosa
KOHIICHTpAT 3a UHKeKIHoHHA aucnepcust 1 Comirnaty 30 mukporpama/no3a HHKEKIIMOHHA
JUCTIepCHs.

Heduamputma nonyaayus

BesomacuocrTa u edpukacHocTra Ha Comirnaty Original/Omicron BA.1 npu fena Ha BB3pacT MO
12 roauHU BCe OIIE HE ca yCTaHOBEHH. JIUICBAT JaHHU.

Honynayus 6 cmapuecka 8vb3pacm

He ce nanara KOpUTrpaHe Ha A03aTa IIpU JIula B CTapUCCKa Bb3pacT > 65 T'OOWHH.

Hauun Ha OPHUITOKCHUC

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mo3a HHKEKIIHOHHA JUCIIEPCHS TPSIOBa 1a ce
TprJIara MHTPaMycKyiTHO (BX. Todka 6.6). [la He ce pa3pekaa mpeau ymorpeoda.

®nakonnte Comirnaty Original/Omicron BA.1 ceabpikar 6 no3u Bakcuna 1o 0,3 ml. 3a 1a ce
U3TETIIAT 6 7031 OT eIMH (hJIaKOH, TPAOBA Ja ce M3IOJI3BAT CIPUHI[OBKH W/ UIJIH ¢ MaTbK
(Heusmnon3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPUHIIOBKA M MIJIA C MATbK MBPTHB 00€M TpsiOBa
Jla IMa MbPTHB 00€M HE TO-TOJISIM OT 35 MUKPOJIHUTPa. AKO Ce H3IOJI3BAT CTaHIAPTHU CIIPUHIIOBKH U
UIJTH, MOYKE JIa HIMa JTOCTAaThueH 00eM 3a U3TETJIsIHE Ha MIECT J03M OT eauH (akoH. HezaBucumo ot
BH/Ia Ha CIIPUHI[OBKATA U UIJIATa:

. Bcesika mo3a TpsioBa nma ceaspika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB ()JIAKOHA BAKCHHA HE MOXeE Jla IOCTABU €]lHA IIs1a 71032
ot 0,3 ml, u3xBBpIieTe hIaKoHa ¥ U3IHITHAT 00eM.

. He cw0upaiite M3MunIpIUTe BAKCHHA OT HAKOJKO (hjIaKoHa.

IIpennounTaHOTO MACTO € AEATOUIHUAT MYCKYJ B TOpHATa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBaCKYJIapHO, TIOJKOKHO MITH HHTPAIEPMAaJTHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1Ha U ChIla COIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPSAOBa J1a OBIAT B3ETH MPEAH MPUIIOKEHHE HA BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHusATa OTHOCHO pa3MpassiBaHEeTo, paboTaTra U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 IIpoTMBONOKA3aHUS

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTRA,
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

CspvxuyscmeumenHocm u aHaguiaxcus

Nma cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TIOAXOISII0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B Cydai Ha aHa(QHUIaKTHYHA PEeaKIys CJIe/] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEIIHO HAOIO/IEHNE B MTPOABIDKEHNE Ha Hal-Mako 15 MuHYTH cief
BakcuHauusaTa. He Tpa6Ba na ce npuiara cienBaiia 103a OT BAKCHHATa Ha JIMIA, TOITy4uIn
aHaguakcus ciel| npeauiHa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrlnecTByBa OBHIICH PUCK OT MUOKAPAHT U MIEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHU CJIe/l BAKCHHAIUATA U HACTHITBAT MPEANMHO B
pamkute Ha 14 nHu. Te ca HaOMIOIaBaHU IO-YECTO CJIe]] BTOpAaTa BAKCHHAIUS U [TO-YE€CTO MPH FOHOIIH
Y TIO-MJIaJN MBbXke (BX. Touka 4.8). HannuHuTe 1aHHM TIOKa3BaT, Ye MPOTUIAHETO HA MHOKAPAUT U
MIEPUKAPIUT CJICA BAKCUHAIIUATA HE CE pa3indyaBa OT TOBA MPU MUOKAPIUT WA TIEPUKAPINUT KaTO
ISUT0.

MenunuHCKHUTE CIeHAINCTH TPSOBa 1a ObJaT OAUTENHN 3a IPU3HALIUTE H CHMITOMUTE Ha
MHUOKapIUT U TIepUKapANT. BakcnHupanuTe muia (BKIFOYUTETHO POAUTEINTE WA OOTPHIKBAIIINTE
JuIa) TpsOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMITOMH, ITOKA3aTETHA 32 MHOKAPUT WIH TIEPUKAPANT, KaTo (OCTpa W MPOIBIDKUTENTHA) OOTKa B
I'bPIUTE, 380yX WIH NaJIUTALUN CJIC] BAKCUHALIAATA.

MGZ[I/IHI/IHCKI/ITG CIICIaJInCTH Tpﬂ6Ba Ja Ha1ripaBAT CIIpaBKa C pPbKOBOACTBATa H/WIH CIICIUAJIMCTUTEC 3a
JAUArHOCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

PuckbT oT MuOKapaut cien 0yctep no3a Comirnaty unu Comirnaty Original/Omicron BA.1 Bce orme
HE € OXapaKTepH3npaH.

Peaxyuu, cevpzanu c mpesosicnocm

B®B BpB3Ka ChC camusi IPOIEC HAa BAKCHHAIIMS MOTAT Jia Bb3HUKHAT PEaKIlii, CBbP3aHU C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BArATHU PEAKIINU (CHHKOI ), XUTICPBEHTUIIAIUS WU PEAKITHH,
CBBP3aHU ChC cTpeca (Hamp. 3aMastHOCT, MaJIHUTAIH, YCKOpPEeHa ChpJeyHa YecToTa, IPOMEHHU B
KPBBHOTO HaJISITaHe, MapecTe3ns, XUMIECTe3Us U U3NOTIBaHe). Peakuure, CBbp3aHu ChC CTpeca, ca
MIPEXOTHU M OT3ByUYaBaT OT caMo cede cu. XopaTa TpsOBa j1a ObaT MOCHBETBaHU 1a WHPOPMUPAT 3a
TE3W CUMIITOMU BaKCUHUPAIIINS TH 32 OlIcHKa. BaykHO € /1a ce B3eMaT Mpela3Hu MEpKH, 3a J1a e
MIPEIOTBPATH HAPaHSIBAHE OT MPHITAaHE.

Covnvmcmeauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
i octpa nHpeknus. Hanmanero Ha eka nHPEKITHS U/WIN HEBUCOKA TeMIIepaTypa He TpsSOBa 1a
CTaBa MPUYKHA 32 OTJIaraHe Ha BaKCHHAIIMATA.

Tpomboyumonenus u HApYUWeHUs HA KPbBOCHCUPBAHEMO

KaxTo mpu apyru H”HTpaMyCKYITHA WH)KEKITH BaKCHHATa TPSOBa J1a ce Mpuiiara BHUMATEITHO MPH
JIUIIa, TTOy4YaBalld aHTHUKOATYJIaHTHA TePaIHs WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapyIICHHE Ha KPHBOCHCUPBAHETO (KaTO XeMO(hWiIvsl), Thii KaTO MPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HAa CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.
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Hmynokomnpomemupanu iuya

EdukacHocTTa 1 6€3011acHOCTTa Ha BAKCHHATA HE Ca OIIEHCHU MPH UMYyHOKOMIIPOMETHPAHH JIHIIA,
BKJTFOUMTEITHO TE3H, MOJTydYaBallld MMyHocynpecuBHa Tepanus. Epukacroctra Ha Comirnaty
Original/Omicron BA.1 moxe 1a € mo-HUCKa [TPH UMYHOKOMIIPOMETHPAHH JIUIIA.

Tlpooviscumennocm na 3awumama
ITpoaBIDKUTETHOCTTA HA 3alUTaTa, IPEAOCTaBsIHA OT BAKCHHATA, HE € N3BECTHA, Thil KaTO TS BCE OIIe
ce ompeens B TEKYIIH KIMHAYHK TPOYIBAHMUS.

OepaHulteHuﬂ HA e([)ekmuemocmma Ha eaxkcuHama
Kakro mpu Besika BakcuHa, BakcuHanusaTa ¢ Comirnaty Original/Omicron BA.1 moske 1a He 3aIuTh
BCHYKH BaKCHHUPAHH.

45 B3aumoneiicTBHe ¢ IPYrH JIeKAPCTBEHH MPOAYKTH M APYrd (JopMHU HA B3auMo/ielicTBHE
He ca npoBexaanu Mpoy4YBaHUs 3a B3aUMOICHCTBUATA.

CwrpreTBamioTo npritokerne Ha Comirnaty Original/Omicron BA.L ¢ apyru BakCHHM HE €
IPOYUCHO.

4.6 @epTuanTeT, GPEMEHHOCT U KbPMEHE

Bbpemennoct

Bce oitie nuricBat g1aHHU OTHOCHO yrioTpebaTta Ha Comirnaty Original/Omicron BA.1 mo Bpeme Ha
OpEeMEHHOCT.

Bce maxk rosisiM 00eM JaHHH, TOTYYEHH OT HaOJIOICHUETO HAa OPEMEHHH JKCHU, BAKCHHUPAHH C
IIbPBOHAYAHO pa3pelieHara 3a ynorpeba Bakcuna Comirnaty mpe3 BTOpHUS U TPETUS TPUMECTBP, HE
HIOKa3BaT yBeJIMYaBaHe Ha CIIy4yauTe Ha OPEMEHHOCT C HeXelaH M3Xo. Makap ue JaHHUTE 33 U3XO0J1
oT OPEMEHHOCTTA CJIe/l BAKCHHALIUS, TIPOBE/ICHA IO BPEME Ha ITbPBUSI TPUMECTH, MOHACTOSAIIEM ca
OrpaHHWYEHH, HE ce HaOJIF01aBa OBUIIICH PUCK OT CIIOHTaHeH a0opT. [IpoyuBaHusTa PU )KUBOTHU HE
HI0Ka3BaT MPEKH MM HENPEKU BPEAHU epeKTH, CBbP3aHHU ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH MOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
Twit KaTO pa3IMKUTE MEXY MPOIYKTUTE Ca OTPAHUYCHH JI0 CEKBEHIIMATA Ha IINTIOBHS IIPOTEHH U
HsIMa KJIIMHUYHO 3HAYMMH pa3iiiKu B peakrorenHoctta, Comirnaty Original/Omicron BA.1 moxe 1a
ce mpuiiara 1o BpeMe Ha OpeMEeHHOCT.

Kopmene

Bce omie nuncar ganau oTHOcHO ynotpebaTta Ha Comirnaty Original/Omicron BA.1 B nepuoaa Ha
KbpMEHE.

Bce nmak He ce ouakBaT eeKTH IPU KbPMEHH HOBOPOICHH/KbpMayeTa, Thil KATO CHCTEMHATA
EKCITO3HUIIMS Ha KbpMauKaTa Ha BAKCHHATA € He3HaYHTe HA. JJ[aHHUTE OT HAOJIFOICHUETO Ha KEHH,
KOHUTO ca KbPMEITH CJIe]] BAKCHHAIIHS C ITbPBOHAYAIHO pa3pelieHaTa 3a ynorpeoa sakcuna Comirnaty,
HE MOKa3BaT PUCK OT HEXeaHu e()eKTH PH KbPMEHH HOBOPOAeHH/KbpMaueTa. Comirnaty
Original/Omicron BA.1 moske ma ce mpuiara B IEpHOa Ha KbPMEHE.

DepTUIuTeT

[TpoyuBaHuATa IPH KUBOTHH HE TIOKA3BAT IMPEKH WIIN HETIPEKH e(heKTH, CBBP3aHH C PEIPOIYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).
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4.7 EdexTu BbpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.1 He nmoBnusBa WM MOBIUSIBA IIPEHEOPEKUMO CIIOCOOHOCTTA 32
modupane 1 padora ¢ MammHU. Bee nak HiIKou OT eheKTuTe, IOCOYeHHU B TouKa 4.8, MOraT BpeMEHHO
Jla TIOBJIMSISIT CIIOCOOHOCTTA 32 1odupaHe WK padoTa ¢ MallluHH.

4.8 Hexenanm JiekapcTBeHH peaKIUH

Pesrome Ha mpoduiia Ha 6€30IMacHOCT

Comirnaty Original/Omicron BA.1

Yuacmuuyu na evspacm >55 coounu — cred 6ycmep ooza Comirnaty Original/Omicron BA.1
(vemevpma 003a)

B moarpyma ot Ipoyusane 4 (Pasza 3) 305 Bp3pacTHH Ha BB3pacT >55 roauHu, 3aBbPIIHIH
BakcuHanus ¢ 3 go3u Comirnaty, ca momyuunu 6ycrep (deTBbpTa 103a) Comirnaty

Original/Omicron BA.1 (15/15 pg) 4,7 no 11,5 mecena cien karo ca nonyuyuin J{o3a 3. YyacTHuIuTE,
noxyuyunian oycrep (detBbpra n1o3a) Comirnaty Original/Omicron BA.1, ca umanu nepron Ha
npocJie/siBaHe ¢ MeMana Haii-maiko 1,7 mecena.

Oo6mmsT mpodui Ha Ge3omacHOCT 3a 6ycrepa (uepTBBpTaTa 103a) Comirnaty Original/Omicron BA.1
e moo0eH Ha TO3H, HabroMaBaH ciex Oycrepa (Tperara mosa) Comirnaty. Haii-uectuTe HeKenaHn
peaKuK NpU yYacTHHIM Ha Bh3pacT Haja 55 roanHu ca 0oJika Ha MACTOTO Ha MHKekTupane (>50%),
ymopa (> 40%), rnaBobonue (>30%), muanrus (>20%), Brpucane u aprpairus (>10%). He ca
yCTaHOBEHH HOBH HexxenaHu peakimu Ha Comirnaty Original/Omicron BA.1.

BezonacuoctTa Ha 6yctep mo3a Comirnaty Original/Omicron BA.1 nipu nuna Ha Bb3pact

18 10 <55 roauHM € eKCTpaoaupaHa OT JaHHUTE 3a 0€30MacHOCT OT MoArpymna ot 315 Bb3pacTHH Ha
BB3pact 18 1o <55 roanuHu, moayumim Oycrep (ueTBbpTa mo3a) Omicron BA.1 30 g (MoHOBaNIeHTHA)
clie]] 3aBbpIIBaHe Ha BakcHHANuMATa ¢ 3 mo3u Comirnaty. Haii-uecTuTe HeKeTaHU pEakiiu Py TE3U
YYaCTHHUIM Ha Bh3pacT 18 mo <55 roamuu ca 601IKa Ha MACTOTO Ha HIKekTHpane (>70%),

ymopa (>60%), rmaBo6omue (>40%), muanrus (>30%), srpucane (>30%) u aprpanrus (>20%).

Comirnaty 30 g

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 00110 22 026 yyacTHHIIM Ha BB3pacT 16 Wil MoBeYe FOAMHHU Ca MOIYUMIH ITOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYe FOJUHH Ca HOIYIHIN
wiane6o (BkrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCWHATa ¥ rpymnara Ha miane6o). O6mo 20 519 ygacTaumm Ha Bb3pacT 16 win moBeye TOAUHH ca
nosryamiiy 2 mo3u 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 pa3ciiensBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, momyunnu
iane0o0) Ha Bb3pacT 16 U moBeye roJuHU ca NpocieIsiBaHu B IPOIBJDKEHUE HA >4 Mecela Clle]
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyurau Comirnaty, u 7 407, monyannu
wianedo) ydacTHuIm ot 16- 10 S5-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, 1
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiuy NP yYACTHUIIMTE HA BB3pacT 16 v moBeve roAWHH, TIOTYIHIN

2 mo3u, ca 60yika Ha MSCTOTO Ha wHXKekTupane (>80%), ymopa (>60%), rmaBobonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), nupekcus 1 MogyBaHe HA MSICTOTO HAa MHXEKTUPaHE
(>10%) 1 0OMKHOBEHO ca JIEKH WM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JTHH CJIeJ] BaKCHHANUATa. Majko mo-mMajka 4ecToTa Ha CbOUTHSATA Ha PEaKTOTeHHOCT C€ CBBP3Ba C T10-
rojsiMa Bb3pacT.
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IIpodunbT Ha O€30MaCHOCT MPH 545 y4acTHUIU HA Bh3pacT 16 U moBede roJuHH, BAKCUHUPAHU C
Comirnaty, KouTO ca Omin ceporno3uTuBHH 3a SARS-COV-2 Ha M3X0AHO HHBO, € TOJI00CH Ha
HaOJIF0IaBaHus IPU 00IIaTa MOMyJIaius.

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 npoabikasa.

OO0t npodui Ha 6e3omacHocT Ha Comirnaty NMpu FOHOIIM Ha Bb3pacT 12 10 15 rogunu 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, mony4uinu 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTUPaHEe

(>90%), ymopa u rmaBo6omme (>70%), muanrus u Brpucane (>40%), aprpanrus u mupekcust (>20%).

Yuacmuuyu na ev3pacm 16 u noseye 2oounu — cied 6ycmep 0o3a

Enna moxrpymna y4actauiy sB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pact 18 10
55 roauHu, 3aBBPIUININ TBPBOHAYAIHUSA 2-1030B Kypc ¢ Comirnaty, ca moiyduiau Oycrep 1o03a
Comirnaty npubnmsurenso 6 mecena (auanasoH 4,8 1o 8,0 Mecera) cien nony4aBane Ha J{o3a 2.

O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus ciel 2 go3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYACTHUIIUTE HA Bh3pacT 18 10 55 roxuHu ca 6oaka Ha MACTOTO Ha
umkekTupane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane u
aprpanrus (>20%).

B IIpoyuBane 4, miane60-KOHTPOIUPAHO NPOYUBAHE C MPUIIOKEHHE HAa OycTep J03a, Y4aCTHULU Ha
BB3pacT 16 u nmoBeue roguHu, Habpanu ot [IpoyuBaHe 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 yuacTauim) unn mwiane6o (5 044 yuacTHuIM) Haii-MaJKko 6 Mecelia cje/] BTopaTa 103a
Comirnaty. Karto msu1o, mpu y9acTHHITUTE, KOUTO Ca TOMYyYMIN OycTep m03a, MEIaHaTa Ha BPEMETO
Ha IIpOCJIeAsiBaHe ciie]l IPUIOKEHUeTO Ha OycTep Jo3ara 10 AaTaTa Ha 3aKJII0YBAHE HA JaHHUTE

(5 oxromBpu 2021 1) e 2,5 mecena. He ca ycraHOBeHM HOBH HexellaHu peakiuu Ha Comirnaty.

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

B 5 me3zaBucumu npoyduBaHms 3a yrmoTpedarta Ha 6yctep no3a Comirnaty mpy JIia, 3aBbPITHIH
IbPBUYHA BaKCUHAIIWS C Ipyra paspeiieHa 3a ynorpeba BakcuHa cpemry COVID-19 (xeTeposoxkHa
OycTep 103a), HE ca YCTAHOBCHU HOBH JIAHHM, CBhP3aHHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CnuchK Ha HEXKEJNAHU PEaKLUK OT KIMHUYHYU u3nutBanug Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctMapketunrosus onut ¢ Comirnaty, Ipu JiMma Ha Bb3pacrt 12 u
MoBeYE TOJANHMU, B TAOJIHYEH BUI

Hexenanute peakiuy, HabII0aBaHu 10 BpeMe Ha KIIMHHYHUTE MIPOYYBaHUs, ca W30POSHH MO-10ITy,
CBIJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Mmuoro gectu (>1/10),

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

Heuectu (>1/1 000 o <1/100),

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

Mpuoro peaku (<1/10 000),

C Heu3BecTHA YecTOTa (OT HAIMYHUTE JJAHHU HE MOXeE J1a Ob/Iec HAlpaBeHa OIICHKA).
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Taoauna 1:

Hesxesanu peakuuy oT KIMHUYHUTE NpoyuBanusi Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTunrosusi onut ¢ Comirnaty npu anmna
Ha Bb3pacT 12 ¥ noBeye roMHU

Cucremo- MHoro YecTn Heuectu Penxn MHoro C
opraHeH YecTH (>1/100 xo |(>1/1 000 xo| (= 1/10 000 peaKu HEeM3BeCTHA
KJIac =1/10) <1/10) <1/100) hi () (<1/10000) | wuyecrora (oT
<1/1 000) HAJIMYHHTE
JaHHH He
MOKe 1a
obae
HaNpaBeHa
OleHKa)
Hapymenns Jlumdane-
Ha KPbBTa U HomaTus®
muMm¢HaTa
cucTeMa
Hapymenus Peakrun Anadumakcus
Ha UMyHHaTa Ha CBPBX-
cucTema YYBCTBU-
TEITHOCT
(mamp.
00puB,
HIpypUTYC,
ypTHKapus’®,
anruoenem’
Hapymenns Hamanen
Ha amneTHuT
MeTabonm3ma
Y XpaHEHETO
[Meuxuuau bescrHue
HapyIICHUS
Hapymenus I'maBoGonme Jletaprus | Octpa [TapecTesus';
Ha HepBHATa nepudepHa XunecTe3us”
cucTema TUIeBa
napaumsa’
Coepaeunu Muoxkapaut
HapyIICHUS r
ITepuxkapaut”
CromarrHo- Huapus® T'anene;
YpEBHU [ToBpriIane
HapyIICHUS r
Hapymenus Xunep- Epurema
Ha KOXKarta u XHIPO3a; MynTudopme”
IIOJKOXKHaTa Homan
THKaH M3MOTSBA-
HUS
Hapymenns Aptpanrus; Bonxka B
Ha MYCKYJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
CUCTEMa U
ChEIIMHUTEITH
aTa ThKaH
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Cucremo- MHoro YecTn Heuectu Penxn MHuoro C
OpraHeH 4ecTu (>1/100 xo |(>1/1 000 xo| (=1/10 000 peaxu HEM3BEeCTHA
KJiac (=1/10) <1/10) <1/100) ao (<1/10000) | uectoTa (oT
<1/1 000) HATMYHUTE
JaHHM He
MO3Ke 1a
obae
HATIpaBeHAa
OLICHKA)
O6mmm bonka Ha 3adepBsBaH | ACTeHUS; O6mmpeH
HapyIIeHHs U | MSCTOTO HA | € Ha Hepasno- OTOK Ha
edexTn Ha WHKEKTH- MSICTOTO Ha | JIO)KEHUE; BaKCHHHUPAaHH
MSICTOTO Ha paHe; umkekTu- | [pyputyc sl KpalHUK",
MPWIOKEHUEe | YMopa; paHe Ha MSCTOTO Otok Ha
Brpucase; Ha WHKCK- JUIETO™
IMupexcus®; TUpaHe
Otok Ha
MSCTOTO Ha
WHKCKTH-
paHe

a. Ilo-romsma gecrora Ha muMdaneHonatus (2,8% copsmo 0,4%) e HaOm0gaBaHa IPY YIACTHHUIIH, TIOTYIHIH
Oycrep no3a B [IpoyuBane 4, B CpaBHEHHUE C YUYaCTHHIIU, NOJTYYWIU 2 JIO3H.

6. Kareropusra no uecrora 3a ypTuKapusi 1 aHTHOEJIEM € “penku’”.

B. [lIpe3 nepuoja Ha MpocieIBaHEeTO 32 OE30MACHOCT HA KIIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 T,

octpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpUMa yJacTHUIM B rpyrnara Ha uPHK BakcunHaTta

cpemty COVID-19. [osiBata Ha nunesa napaiuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 2 He e npuiioxeHa Ha

yuactauka) u Iau 3, 9 u 48 cinen [Jo3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JUieBa

mapajmsa B TpyrnaTa Ha 1amnefo.

Hexenana peakius, yCTaHOBEHa CIIe/l pa3pelIaBaHe 3a yrnoTpeoa.

OTHacs ce 3a ppKaTa, Ha KOSATO € TIOCTaBeHA BaKCHHATA.

[o-roxsiMa yecToTa Ha IHPEKCHUs € HaOIro1aBaHa ciell BTOpara J103a B CpaBHEHHUE C ITbpPBATa J03a.

Cro0maBa ce 3a OTOK Ha JIILETO TP PEIMIACHTH Ha BAKCHHATA, Ha KOUTO € OWJI MEKEKTHPaH JepMaleH

¢rTEp TIpe3 MOCTMAapKETHHTOBHSA TIEPUOT.

X ok

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muoxapoum
[ToBUIICHUAT PUCK OT MUOKAPIUT ciel BakcuHaius ¢ Comirnaty € Hali-BUCOK IIPU FOHOIIIH U TI0-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojeMu gapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeHH B EBporna oLeHsBaT Mo-BUCOKHSA
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJK MBKe cliell BToparta f1o3a Comirnaty. Eano npoyuBane
OKa3Ba, 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 nepuog ot 28 nHu ciel Bropara go3a uMa 0,57 (95%
JAU: 0,39 - 0,75) momrbimuuTeHE cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-rOUIITHE IOHOIIN U
MBKe, B CpPaBHEHHUE C XOpa 0e3 eKCIO3HIIHA.

C’B06H_IaBaHe Ha 1003 pPaHu HCXKCJIaHU PCAKIINH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIe] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MM03BOJIsBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO IT0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
[I0I03UPaHa HeXKEIaHa Peakiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, MOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAITMYCH.
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4.9 Ilpeno3upane

Vima Hanu4YHU TaHHY 32 TIpe03upaHe Ipu 52-Ma y4acTHHIH, BKIIOYCHH B KIIMHUYHOTO U3IHUTBAHE,
KOWTO TTOpaJIy IPelIka B pa3pexkIaHeTo ca nmoiaydmin 58 mukporpama Comirnaty. Bakcunupanure He
cb0OIIaBAaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIny.

B cnydaii Ha ipefjo3upaHe ce MpernopbyBa NPOCIIeIIBaHe Ha )KU3HEHUTE (QYHKIUH U Bh3MOKHO
CHUMIITOMATHUYHO JICYUCHUC.

5. DPAPMAKOJIOI'MYHU CBOUCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

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

MexaHnU3bM Ha IEWCTBUE

Hyxneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTMITAIHH
HAHOYACTHILIM, KOETO MO3BOJIsIBAa JOCTaBsiHETO Ha Hepemmiupama ce PHK B knetkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOJMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C JBE TOUKOBU MyTallMH B
LEHTpaJIHATa YacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEMHH A0 MPOJIMH CTa0MIH3Hpa
S (spike) mpoTenHa B aHTUTeHHO MPEANOYMTaHa Ipey3nOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO ITPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENA, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe Jia JIonprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

Comirnaty Original/Omicron BA.1

OmHocumenna UMyHO2eHHOCM HA 6AKCUHAMA NPU YYACMHUYU HA 8b3pacm >55 2o0unu — creo oycmep
0o3a Comirnaty Original/Omicron BA.1 (vemeéwvpma 003a)

Ipu MexxauHeH aHanu3 Ha moArpyma ot Ilpoyusane 4 ([Tognpoyusane E), 610 Bp3pacTHH Ha BB3pacT
Haj 55 roauny, 3aBbpM cepus ot 3 nozu Comirnaty, ca nomyuwnu 1 ot ciaeqaute kato oycrep
no3a (derBbpra qo3a): Comirnaty (30 pg) mim Comirnaty Original/Omicron BA.1 (15/15 pg). GMR u
CTEINEHTa Ha CEepOJIOTHUCH OTTOBOP Ca OICHsABaHU Ha 1-Bus Mecell ciel OycTep BaKCHHALUS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narata Ha 3akito4BaHe Ha AanHuTe 16 mait 2022 r.,
TOBA Ce SIBSBA IIEPUO]] Ha NIpoCieAsBaHe ciien Oycrep no3a ¢ Mmeauana 1,7 mecena. bycrep mo3ara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npunarana 4,7 no 11,5 mecena (Meauana 6,3 meceria)
CJIeJ] TpeTara Jio3a.

[TbpBUYHATA 1€ HA aHAIKM3a € [a CE HAIIPABH OLIEHKA 3a IPEBB3XO0/CTBO, 110 OTHOIIEHHE HA HUBOTO
Ha THThPA Ha HEYTPAJIM3HUPAILUTE AaHTHTENIA, U 33 HE TI0-MajIKa e(hUKACHOCT, 110 OTHOIIEHHE Ha
CTEIEeHTa Ha CEPOJIOTHYCH OTTOBOP, HAa HMYHHHS OTrOBOp cperry OmiCron, HHAyIupaH OT J103a
Comirnaty Original/Omicron BA.1 (15/15 pg), B cpaBHEHHE C OTTOBOpPa, MPEIU3BUKAH OT 1034
Comirnaty (30 Jg), mprtoxeHa KaTo YeTBbPTA 1034, IPH YIACTHHIIN, KOUTO BeUe ca OMmn
BakcuHupanu ¢ Comirnaty, Ha Bb3pact Hax 55 roauHu.

ITocturnaro e mpeBb3xoacTBO Ha Comirnaty Original/Omicron BA.1 (15/15 pg) cripsmo Comirnaty
(30 uQ), Twit kaTo gonHaTa rpanuiia Ha 2-ctpanaus 95% JIU 3a GMR e >1 (Ta6nura 2).

CepoJIOTHYHUAT OTTOBOP C€ OMPEENIs KaTo MOCTUTaHe >4 MbTH MOBHUIIIEHHE OT U3XOIHO HUBO (ITpeIu

BaKCHHAIIMATA B POYYBAHETO). AKO MU3MEPBaHEeTO Ha U3X0qHO HUBO € noa LLOQ), usmepsane cien
BakcuHanusATa >4 x LLOQ ce cuuta 3a CEpOIOrH4eH OTTOBOP.
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Paznmkara B IIPOIICHTA HAa YYaCTHHUIINTE, TOCTUTHAIIN CEPOJIOTHYEH OTTOBOP KBM BapuanTa Omicron,
Mexay Tpymnara #Ha Comirnaty Original/Omicron BA.1 (71,6%) u rpymara ma Comirnaty (57%) e
14,6% (2-ctpanen 95% JIU: 4,0%; 24,9%). CneqoBaTeHO € MOCTUTHATA HE MO-MaKa e(UKACHOCT.

Ta6auna 2: TlognpoyuBane E - Cpenqno reoMeTpuyHO CHOTHOLIIEHUE IPU CPABHEHUETO MEKIY
rpynuTe HA BAKCHHHUTE — YYACTHUIU 0e3 JaHHM 3a nHexkus 10 1 mecen cien
Jlo3a 4 — pa3mmMpena KOXo0pTa — MOATPYNa 32 HMYHOTE€HHOCT — YYACTHHIH HA
BB3pacT Haj 55 roguHu — nomyJianusi, OeHHMA 32 UMYHOT€HHOCT

Bpemena
TOYKA 32
I'pyna Ha BakcuHa B3eMaHe
(kakToO ca Ha GMT GMR
Ananms PaHIOMHU3HUPAHH) npo6a® | N° (95% aun*) (95% An")
Comirnaty 455,8
SARS-CoV-2 (30 pg) 1 mecen | 163 | (365.9; 567,6)
HEeyTPATH3AIHOHEH Comimaty
anayims - Omicron - .
BA.1 - NT50 (tursp) Original/Omicron BA.1 711,0 1,56
(15/15 pg) 1 mecen | 178 | (588,3;859.2) | (1,17, 2,08)
Comirnaty 5998,1
(30 o) (5 223,6;
SARS-CoV-2 1 mecenr | 182 6 887,4)
HEYTpaJnu3allMOHEH Comirnaty 5933,2
ananms - pepepenren| Original/Omicron BA.1 (5188,2; 0,99
mam - NT50 (tutsp) (15/15 pg) 1 mecer; | 186 6 785,2) (0,82; 1,20)

Coipamenns: I = noseputeneH uatepsar; GMR = cpenno reomerpuuno choTHOImEHHE; GMT = cpencH
reomerpuueH THTHP; LLOQ = noxnHa rpaHuna Ha KOJIM4eCTBEHO onpeneisine; N-cBbp3BaHe = CBbp3BaHe C
nykieonporernra Ha SARS-CoV-2; NAAT = tect 3a ammmndukamnys Ha HykienHoBH kucenuan; NT50 = tuTep
Ha HeyTpaJM3UpaIINTe aHTUTENa, HaMaJsBall BUpycHaTa akTuBHOCT ¢ 50%; SARS-CoV-2 = Texpk
pecrupaTopeH CHHAPOM KOPOHABUPYC 2.

3abenexka: [loarpyna 3a *UMyHOr€HHOCT = Mpou3BoIIHA 1poda oT 230 yyacTHUIM B Tpynarta Ha BCSKA BAKCHHA,

n30paHu OT pa3lIMpeHaTa KoXopTa.

3abenexxka: B aHanm3a ca BKIFOYCHH YYaCTHHIM 0€3 CEPOJOTHYHU HIIM BUPYCOJOTHYHU NaHHH (Tpean

B3eMaHETO Ha KpbBHa Mpoba Ha 1-BHs Mecel] clie]] BAKCHHALMSTA B TIPOYYBAHETO) 32 MUHAIA HHPEKLHS ChC

SARS-CoV-2 (1.e. otpunarensu 3a auturena ¢ N-cebp3BaHe [cepyM] Ha BUBUTHTE 38 BAKCHHALIMS B

poy4yBaHeTo U 1 Mecer ciresr BAKCHHAIMATA B IIPOYYBAHETO, ¢ OTpHHaTeneH pe3ynTrat oT NAAT (HazanHa

HaTPHUBKA) HA BU3NTATA 32 BAKCHHAIMS B IPOYIBAHETO M HA BCSIKA HETIAHMPAaHA BU3WTA IIPEIH B3€MAaHETO Ha

KpBBHA ITpoba Ha 1-BHs Mecell cliel BAKCHHAIIMATA B POYYBAHETO), KakTo 1 0e3 anamHe3a 3a COVID-109.

a. OmpeneneHo BpeMe 3a B3eMaHe Ha KPBBHH POOH T10 TIPOTOKOI.

6. N =0poii y4acTHUIM C BaJMIHU U ONIPEAEICHHU PE3YNTaTH OT aHAIK3a 32 JaJICHHs aHAJIN3 TIPH JaJicHaTa
BpeMeBa TOYKa 3a B3eMaHe Ha 1pooa.

B. GMT u 2-ctpannute 95% JIW ca nzuuciieHn upe3 eKCIOHEHIIMOHUPAHE Ha CpeTHaTa IOTapUTMUYHA
CTOMHOCT Ha THTpUTE U choTBeTHHUTE JIU (Ha Ga3aTa Ha pasmpeneneHuero Ha Student t). Pesyararute ot
ananm3a nmox LLOQ ca 3amagenu kato 0,5 x LLOQ.

r. GMR u 2-ctpannute 95% JIU ca n3uncneHu upe3 eKCIOHEHIIMOHYPAHE HAa CPEeHATa pa3IiKa B
JIOTapUTMHUYHUTE CTOMHOCTH Ha TUTPUTE (IPyMa HA BaKCHHATa Ha ChOTBEeTHHUSA pex - Comirnaty [30 pg]) u
crotBeTHUs JIM (Ha 6a3ara Ha pasmpenenenneTo Ha Student t).

Comirnaty 30 pug

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAHAOMHU3NPAHO, IJ1ae00-KOHTPOIHNPAHO,
3acjeneHo 3a HaOmoaaTens npoyusane ¢asa 1/2/3 3a ycraHoBsiBaHe Ha 103aTa, CEJICKIMS Ha
KaHJU/IaTH 32 BaKCUHA U e(h)UKACHOCT IIPU YYACTHHIIM Ha BB3pacT 12 1 moBeye rouHM.
PanmoMuzanmsiTa € crpaTuduImpana 1mo Bp3pact: 12- mo 15-rogumraa Bs3pacT, 16- 1o 55-roaumniHa
BB3pAcCT, WA Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronuan. OT NpOyYBaHETO ca U3KIIOUEHH YYaCTHHUILIN, KOUTO Ca MUMYHOKOMIIPOMETHPAHH, U
YYaCTHHUILHM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacCTHHIIM C BE€Ye CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeNIeHO KaTo 3a00JIsBaHe, KOETO HE
HaJiara 3HauMMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
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npe3 6-Te CeAMUIIM NIPEIN BKIIOYBAHETO, KATO YYACTHHIIN C U3BECTHA CTAOMITHA HH(EKITHS C YOBEIIKH
umyHonedunmter Bupyc (HIV), Bupyca na xemarutr C (HCV) wiu Bupyca Ha xematut B (HBV).

Edurxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 0o3u

B uactra (haza 2/3 Ha [IpoyuBane 2, Ha Oa3ata Ha HATpymaHu AaHHU 10 14 HoemBpu 2020 1.,
npubmm3urenHo 44 000 yyacTHHIIM ca paHIOMHU3UPaHU TIOPABHO U TPsOBa 1a mony4dar 2 nqo3u uPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanU3bT 3a €pUKaCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMkuTe Ha 19 mo 42 mHu cien mhpBaTa BakcuHaiys. [loBedyero
(93,1%) BakcuHMpPAHU ca MOMY4YHIN BTopaTa fn03a 19 no 23 num ciex Joza 1. Ilnanupano e
yyacTHULMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a onjeHka Ha Oe30macHOCTTa U
edpuxacaocrra cpeury COVID-19. B kmMUHUYHOTO pOyUYBaHe OT yYACTHULIHTE CE € M3UCKBAJIO J1a
chONI0/IaBaT UHTEPBAT OT MUHUMYM 14 THH NIpEH U ciie]l TPUIOKEHUETO Ha IPOTUBOTPUITHA
BaKCHHa, 3a a noxydaT win mwianebo, umu nPHK Bakcuna cpemry COVID-19. B kinuHu4HOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Aa ChOM0aBaT HHTEPBAJI OT MUHUMYM 60 THU mpeau
WIW CIIE/T KaTO ca UM OMITU MPHUIIOKECHU KPBBHH MPOLYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIIN
UMYHOTTIOOYJIMHU B paMKHTE Ha BPEMETO JI0 3aBhPIIBAHE Ha MPOYYBAHETO, 3a Jia OTYy4aT HITH
miane6o, wu uPHK Bakcuna cperry COVID-19.

[Nomynanmsra 3a aHaM3 Ha TBPBUYHATA TOYKA 3a eUKACHOCT BKJItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynata Ha u”PHK Bakcunara cpeury COVID-19 u 18 379 B
rpynara Ha miane6o), 6e3 nanHu 3a npeauaa nHpeknus cbe SARS-CoV-2 no 7 nau cien BTopara
no3a. lombaHuTenHo uMa 134 yyacTHUIIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynara Ha uPHK
BakcuHaTa cpemy COVID-19 u 68 B rpymara Ha mnamne6o) u 1 616 ygacTHHIN - HA BB3pacT 75 u
noBede roauan (804 B rpynarta Ha ”PHK Bakcunara cperry COVID-19 u 812 B rpynaTa Ha 1utane6o).

KbM MOMeHTa Ha MbPBUYHHMS aHAJIH3 338 €PUKACHOCT YYACTHHUIIUTE Ca MPOCIEsBAHU 32 CHMIITOMH Ha
COVID-19 B npoxpmxenue Ha 00110 2 214 gosexoroaunu B rpynara Ha nPHK BakcuHata cpemry
COVID-19 u 060 2 222 40BEeKOTOAMHHM B TpyIaTa Ha 1iamnedo.

Hsima KITMHUYHO 3HAYMMH pa3NIUKH B 001IaTa e(pMKaCHOCT Ha BAKCHHATA IPH YYaCTHHUIIN C PUCK OT
texka popma Ha COVID-19, BrmtounTeTHO Te3u ¢ | Win moBede ChITbTCTBAIIN 3200 ISIBaHSI, KOUTO
yBenMuaBaT pucka ot Texka gopma Ha COVID-19 (namnp. actma, nHnekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH qUabeT, XUIEPTOHHMS).

HHupopmarusaTa 0THOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmura 3.

Ta6auna 3:  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, no Bb3pacToBH NMOATPYNH — YYACTHULM 0e3 TaHHU 32 WH(eKUHUA mpean
7-mus e cien Jloza 2 — nonmysanus, oneHuma 3a epuxacHoct (7 1HH)

II'spBa nosia Ha COVID-19 ot 7-mus nen cien Jloza 2 npu yyacTHUIU 0€3 TaHHU 32
npeaumHa nadexknus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2 =18 198 N2 =18 325
Cayuaun Cayuaun
n1® n1® E¢ukacroct Ha
Ilepnox Ha Ilepnox Ha BaKcHHATa, %
Ioarpyna Haomoaenne”® (N2") Hadmoaenune” (N2") (95% AN)"
Benuku ygacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 o 64 roguHu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
oBeYe TOIMHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 ronuHn 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
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Ha BB3pacT 75 u 0 5 100,0

MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)
3abenexka: [loTBbpAEHHUTE CiTydan ca ONPEEIICHN Ype3 IoIMMepa3Ha BEpIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cumnrom,
cpotBercTBail Ha COVID-19 [*Omnpenenenue 3a ciry4aii: (moHe 1 oT) MoBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA

Ce WY 3acuiieHa KallIHIa, HOBOIIOSIBUII CE MITH 3aCHIICH 33/1yX, BTPUCAHE, HOBOIIOSIBIIIA CE WJIM YBEJIHYECHA

0oJIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHC, B3IAJIEHO I'bpJI0, IUAPUS HITH

MOBPBIIAHE. |

* B ananu3a ca BKJIIOYEHH YYaCTHUIM O€3 CEpOJIOTUYHH ¥ BUPYCOJIOTUYHH JaHHU (IpeIy 7-MHUsl JICH Clie]l

MIPHUJIOKEHUE Ha MMOCjIeIHaTa 103a) 3a MuHaaa nadpekms cb¢ SARS-COV-2 (T.e. oTpHIIATEIHN 32 aHTHTENA

¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTkpuT SARS-COV-2 ¢ Tect 3a amrumdukanys Ha HyKIeHHOBa

kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKa) IPH BCsAKa HEIUTAHUpaHa BU3NTA MpeAn 7-MHUS ACH

cnen Jloza 2.

N = bpoii yqacTHHIIM B IOCOYEHATA TpyTa.

nl = Bpoil yuacTHULIM, OTTOBAPSILY HA ONPEAETICHUETO 3a KpaliHaTa TOUKa.

B. OOw neprox Ha Habmoaenne B xwisian (1 000) yoBekorouHM 3a JajieHaTa KpaiHa TO4Ka IPH BCHYKH
y4YacTHHUIM BbB BCSIKA PUCKOBA I'pyIIa 110 OTHOILIGHHE Ha KpaliHaTa Touka. BpemeBusT nepron 3a
HarpynBaHe Ha ciydau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha epuojia Ha HabJIoIeHue.

r. n2=0poii Ha yYaCTHHILIMTE B PUCK I10 OTHOILIEHUE Ha KpalHaTa TOUKa.

. JBycrpannusT noBeputesneH uarepsain (J{M) 3a edpukxacHOCT Ha BakcHHATA € ITOJIyYeH Ha 6a3zaTa Ha METo/a
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. [V He e Kopurupas 3a MHOXKECTBEHH
aHAJIM3H.

IS

Eduracunoctra Ha nPHK Bakcunara cperry COVID-19 mipu npeBeHnMsTa Ha IThpBa MOsBa HA
COVID-19 ot 7-mus aen ciex o3a 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputesieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JJoKa3aTeJCTBa 3a
npenuirHa nadpeknus cbe SARS-CoV-2.

JIOITBITHUTEITHO €MH MOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA TIOKa3Ba CXOJHU OIICHKU Ha
TOYKAaTa 32 e(UKACHOCT B TPYIHTE IO TI0JI, ETHUYECKa MPUHAISKHOCT ¥ YJaCTHHIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

U3BbpieHn ca akTyaln3upaHd aHAIN3H 33 €(PUKACHOCT MTPH HATMYUETO Ha JIOITBIHUTEITHH,
noTBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCjIeIeHOTO IIale00-KOHTPOIHPAHO

OpOoCICAABAHC, 06XBaH.[aH_IO nepuoga a0 6 MEcCC1a CiIcq I[osa 2B rnomyJjianudTa 3a e(l)I/IKaCHOCT.

Axryanu3upanarta nHpopManus 3a ehUKacHOCTTa Ha BAKCHHATA € Tpe/icTaBeHa B Tabmwua 4.

Ta6auna 4:  EduxacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus 1eH caen
Jo3a 2, 1o Bb3pacTOBH MOATPYNH — YYACTHHIM 0e3 JaHHU 32 MPeJIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aex cien Jlo3a 2 — nonysanus,
oneHnMa 3a epuxacnoct (7 1HH), 10 BpeMe HA IIANE60-KOHTPOJIUPAHHUS MEPHO
Ha npocJieisiBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
N#=20 998 N?=21 096
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN")
Bcewnukn yyactHunm® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuuu 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 TOINHHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
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65 no 74 ropuHn 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)

Ha BB3pacT 75 u 1 26 96,2

1oBeYe TOIMHH 0,239 (842) 0,237 (847) (76,9; 99,9)

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

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

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

e KalllJINI[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 ananm3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTpumaTtenHu 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 (Ha3anHa HaTpUBKa) MPU BCKA HETJIaHUpPaHa BU3MUTA

npesu 7-must faeH cien J{o3a 2.

N = bpoii yqacTHULIM B IOCOYEHATA IpyHa.

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

B. OO0 nepuox Ha HaOmoenue B xwiisyin (1 000) yoBekoroanHM 3a aeHara KpaiHa To4Ka Ipu 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 Jo3a 2 10 kpast Ha niepuojia Ha HaOJroIcHHE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

n. JByctpannust 95%-eH nosepureneH unrepsai (1) 3a epukacHocT Ha BakCHHATa € NIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTo Ha HaOJIOICHIE.

e. BxirouBa noTBBbpACHHU Cilydyau IpU Y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha muare0o.

IS

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK Bakcunata cpemry COVID-19
mpu npepeHnusTa Ha mosiea Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ miane6o ¢ 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyaCTHHIIUTE B MOMYJIANUATA, OLEHIUMA 332 €(h)UKACHOCT, ChC WIH
0e3 maHHu 3a npeauiHa nHpeknus cbe SARS-CoV-2.

JIOTBITHUTEIHO aKTyaTH3UPAHNTE aHAITU3H 32 e(DUKACHOCT TI0 TIOATPYITHA OKa3BaT CXO{HH TOYKOBU
OIICHKH 32 e(h)MKACHOCT B TPYIIHTE I10 IOJI, ETHHYECKA MPUHAIICIKHOCT, Teorpad)CcKo MOJIOKEHUE U TIPH
YUYACTHUIINTE ChC CHITBTCTBAIIM 3a00JISIBAHUS U 3aTIILCTABAHE, CBHP3aHH C BUCOK PUCK OT TEXKKA
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka ¢popma na COVID-19
AKTyalv3upaH aHaJIu3 Ha BTOPUYHATE KPAHN TOYKH 3a e(PUKACHOCT moAKperrs mon3ata oT nPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsia Texka gpopma nHa COVID-19.

Or 13 mapt 2021 r. edmkacHOCTTa Ha BaKCHHATa cperry Texka popma Ha COVID-19 e mpencraBena
caMo 3a yYaCTHUIH Cbc Wi 0e3 npeaninna nadekuus cb¢c SARS-CoV-2 (Tabnuua 5), T KaTo
Oposar na ciyyante Ha COVID-19 npu yuactHunm 6e3 npeanina nadexuus cs¢c SARS-CoV-2 e
CBIIUAT KATO TO3M IPH YUYACTHHUIM ChC WK Oe3 mpeauinHa nHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Tabauuna 5: EdukacHocT Ha BakcHHATa — IbPBAa MosiBa Ha Texkka popma Ha COVID-19 npu
YYaCTHHIM cbc MM 0e3 npeaumna ungexuus cb¢c SARS-CoV-2 na 6azara na
onpeieJieHNETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus aeH ciaea Joza 2 B
nepuoja HAa MpocJelsBaHe Ha MIane00-KOHTPOJHPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayyan Cayyan
nl* n1? Eduxacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
nadsonenne (N2°) naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
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1 21 95,3

7 mum coent Jlosa 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0OpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpoTtBercTBall Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MOBUIIEHA TEMIIEPATypa; HOBOMOSBUIIA C€ WU 3aCHIMIIA

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MYCKYJIMTE; HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPUs; MOBPBIIAHE).

* Texka ¢popma Ha COVID-19, xakTo e onpezneneHo ot FDA, e norsspaes COVID-19 u Hanmuue Ha Hai-Maiko

1 ot cnenuuTe:

e  KnnHWYHM NpHU3HAIM B TIOKOH, TOKA3aTEITHH 32 TEKKO CHCTEMHO 3a00IIsBaHe (MXaTeTHa YeCTOTa
>30 BaumIBaHUS B MHHYTA, ChbPACYHA YecTOTa >125 ynapa B MUHYTa, KHCIOpOIHA caTypanus <93% Ha
CTaeH Bb3AyX Ha MOPCKOTO PAaBHUIIE WII CHOTHOLICHNE Ha apTEPUATHOTO NMapIUaTHO HAJITAaHE Ha
KHCIIOpOJia KbM (pakiusTa Bauian kuciaopoa <300 mm Hg);

e JluxaTedaHa HEAOCTATHYHOCT [OINIPEEIeHa KaTo HyK/a OT I0/IaBaHe Ha KHCIOPO/]l C BUCOK MOTOK,
HEMHBAa3WBHA BEHTHJIANNS, MEXaHWYHA BEHTHJIALUS WIN EKCTPAKOPIIOpaIHa MEMOpaHHA OKCHTCHALHS
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHHM 32 IIOKOBO CHCTOSIHUE (CHCTOJIMYHO KpbBHO Hassirane < 90 mm Hg, nnactoanyHo KpbBHO
Hansrane < 60 mm Hg wiu HykJa ot Ba3onpecopn);

e 3Hauuma ocTpa ObOpeYHa, YepHOAPOOHA UITH HEBPOJOTHYHA TUCQYHKITU;

e [IpuemaHe B OT/IC/IEHUE 32 HHTCH3UBHU TPHXKHY;

e  CwMmbpT.

a. nl = bpoii yuacTHHUIN, OTrOBapSIIH Ha ONPEICICHNETO 3a KpalfHaTa TOUKa.

n2 = bpoii Ha y4aCTHUIIUTE B PUCK 10 OTHOLICHHUE Ha KpailHaTa TOUKa.

B. /JIByctpannusT noseputerneH nurepsai (1) 3a epukacHOCTTa Ha BaKCHHATA € MOJy4eH Ha 6azaTa Ha MeToza
Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTO Ha HAaOJII0ICHHE.

r. EdukacHoct, oneHeHa Ha 0a3arta Ha msuiata HajauvHa (Moauduumpana intent-to-treat) momynauus y4acTHUIH,
noxyannu J{o3a 1, 3a orieHKa Ha e(pUKaCHOCTTA, KOSITO BKJIIOYBA BCHUKU PaHIOMU3HUPAHU YUYACTHUIIH,
MTOJTYYHIIH TTOHE | /1032 OT M3NUTBAaHATA HHTEPBEHITHS.

n.  O6m nepuon Ha HaOmoaeHue B Xuisian (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOYKa Py BCUYKH
YYaCTHHUIM 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 mepuoia Ha HaOJII0IeHUE.

e EdwuxacHocrt, oleHeHa Ha 6a3aTa Ha MOIMyJIalUsITa, OLCHNMA 32 e(pUKACHOCT (Ha 7-MHMs JIeH), KOSTO BKJIIOUBA
BCUYKH MOJXOSIIN PaHIOMHU3UPAHH YYaCTHHUIM, OIYYHIM BCHYKH 03K OT U3ITMUTBAaHATAa HHTEPBEHIINS,
KaKTO Ca paHJOMHM3HPAHH B ITPEABAPUTETHO OPEICIICHUS TPO30peL], O€3 IpyrH ChIIECTBEHH OTKJIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OIPEAEIECHO OT KIMHUIIUCTA.

x. OOwm nepnox Ha HabmoaeHue B xwrsian (1 000) yoBekorouHu 3a fajieHaTa KpaifHa TOYKa IIPH BCHYKH
YUYaCTHUIIM BB BCAKA PUCKOBA IPyIa [0 OTHOLIEHUE HA KpaliHaTa Touka. BpeMeBuAT nepuos 3a HaTpynBaHe
Ha cirygan Ha COVID-19 e ot 7-mus aen cnen Jlo3a 2 10 Kpas Ha TieproJia Ha HaOI0ICHHE.

o

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 2o0unu — cied 2 0o3u

IIpu mppBOHavaeH ananu3 Ha [IpoyuBane 2 mpu roHOIN Ha BB3pacT 12 mo 15 roguam (¢ Mequana Ha
MPOABIDKUTEITHOCTTA Ha MpocieasBane >2 mecena cien Jloza 2) 6e3 naHHu 3a npeauliiHa UHQEKIUs,
HsMa cirydad ripu 1 005 yyacTHUIM, TOTyYHIIM BaKCHHATA, M uMa 16 cirydast ipu 978 yyacTHHLIH,
nosryuni 1oiane6o. ToukoBara oreHka 3a epukacHoct e 100% (95% nosepurenen unrepsan 75,3;
100,0). ITpu yuacTHUIH Cbe WU O3 TaHHHM 32 TpenuinHa nHpeknpst uma 0 caydas npu 1 119-te
YYACTHUIIH, TIOTYYWIIN BakchHaTa, U 18 ciryuast ipu 1 110-te yyactaunm, momy4wy miame6o. Topa
CBHIIIO TTOKa3Ba, Y€ TOYKOBaTa oreHKa 3a eduxacuoct e 100% (95% nosepurenen natepsan 78,1;
100,0).

AKTyaJlu3upaHy aHAIH3M 32 €(PUKACHOCT ca HAlpaBeHH MPH JIOMMBIHUTEIHO TIOTBBPICHH CIy4Yan Ha
COVID-19, Bp3uukHamu 10 6 Mecenia ciiea Jloza 2 mo BpeMe Ha 3acIeeHOTO IIae00-KOHTPOIUPAHO
MPOCJIeIIBaHe B MOMYJIAIMITA 32 e(h)UKACHOCT.

B akryanusupanus aHamus 3a epukacHoct Ha [IpoyuBane 2 mpu roHOImH Ha BB3pacT 12 1o 15 roaunmy,
0e3 maHHU 3a MpeaniiHa HHPEKINS, ClIydad Ha 3a00JABaHe HE ca HaOJIF01aBaHU IIPU

1 057 ygactHunm, momy4uian BakcuHata, a npu 1 030 momyynnu miane6o nMa 28 ciryyasi. ToukoBaTta
oreHka 3a epukacuoct e 100% (95% nosepurenen uatepsai 86,8; 100,0). [Ipu yaacTHUIM ChC WIN
0e3 nanHu 3a npeauirHa nHekus uma 0 ciryyas npu 1 119 nonyunnm BakcuHaTa, a Py

1 109 ygyactaunm, nomy4yuian mwianedo uMa 30 ciryyast. ToBa chIIo MoKa3Ba, 4Ye TOUKOBATa OLICHKA 32
epukacHoct e 100% (95% nosepurenen unrepsan 87,5, 100,0).
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B IlpoyuBane 2 € mpoBeEH aHAIN3 HAa TUTPUTE Ha HEYTPAIU3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen [lo3a 2 nmpu n3bpana Ha cilyyacH NpUHIIMII TOATPYTa y4acTHULN Oe3
CEpOJIOTMYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHana nHdexnus cb¢ SARS-CoV-2 no 1 mecen cnen
Jo3a 2, cpaBHSBAI OTTOBOpA IIPH FOHOIIH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ To31M npu

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

CBHOTHOIIEHNETO Ha CPETHNUTE TEOMETPHYHH TUTPH (geometric mean titres, GMT) nmpu Bb3pacToBara
rpyna 12 no 15 roauau cripsiMo Be3pacrosara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CriiegoBaTenaHO € JOCTUIHAT KPUTEPHT 32 HE O-MajKa e()UKacHOCT, KOWTO €
choTHOWEHHE 1,5 , Thil KaTo fosHaTa rpaHuna Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUYHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

Hmynozennocm npu ywacmuuyu na év3pacm 18 u nogeue 200unu — crned dycmep 003a

EdextuBHOCTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OLICHKA Ha TUTPUTE Ha
HeyTpanusupaimuTe antutena cpeiry SARS-CoV-2, namanspaiiy BUpycHaTa akTUBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B IIpoyuBane 2. B ToBa npoyuBane Oyctep Jo3aTa € NpUIOKeHa 5 10

8 Mecena (Meauana 7 Meceria) cieq Bropara go3a. B [Ipoyusane 2, ananusure Ha NT50 1 mecery cien
OycTep 703aTa, CpaBHABAHU ¢ Te3U 1 Mecell cjiell IbpBUYHATA Cepus, PH JIKIla Ha Bh3pacT 18 1o

55 roanHM 6€3 CepoJIOTHYHY WM BUPYCOJIOTHYHH JIaHHY 32 MuHaANa nHpeknus cbc SARS-CoV-2 no
1 mecerr cnen OycTep BaKCHHAIIMS IOKA3BaT HE MO-MaJika e()UKaCHOCT IO OTHOIIIEHUE KaKTO Ha
cpeaHoTo reomeTpuyHo choTHoIeHne (GMR), Taka 1 Ha pa3nuKaTa B CTEIICHTa Ha CEPOJIOTUYCH
otroBop. CepoIOTHIHUAT OTTOBOP NPY €IMH YYAaCTHHK CE€ OTIPENes KaTo OCTUTaHe Ha >4 MbTH
noBuieHue Ha NT50 oT u3X01HO HHUBO (TIpeIy TbpBUYHATA cepus). Te3n aHamu3u ca 0000IIeHH B

Tabnuma 6.

Ta6auua 6: Anaans Ha HeyTpaausupanero na SARS-CoV-2 - NT50 (tursp)' (SARS-CoV-2
USA_WA1/2020) — cpaBaenune Ha GMR u ceposiormuausi otroBop 1 mecei ciex
Oycrep n03a cipsimo 1 Mecell cjiel NbPBUYHA CepUsl — YYaCTHULM HA Bb3pacT 18 1o
55 ronunau 0e3 1aHHu 32 nHQekuus A0 1 mecely ciea dOycrep 103a* — momyaanusi,
OLlEHMMA 32 MMYHOT€HHOCT Ha OycTep j103a*

1 Mecen ciien

O0ycrtep no3a/- | IlocTuruara
1 mecen ciien | 1 mecer cien | mes 3a He TO-
1 mecern ciien IbPBUYHA bPBUYHA MaJjIKa
Oycrep 103a cepus cepus eukacHocT
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuiex
THTBHP HA
HeyTpaJu3nupammre
aHTHUTEJIA,
HaMaJIsIBaI]
BHpYCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 212* | (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) ar
CreneH Ha
CepoJIOTHYeH
otrosop (%) npu
THTBHP HA
HeyTpaJu3nupammre
aHTHUTEJIA,
HaMaJIsiBalI| 199¢ 196¢
BHpYCHATA 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%7) ar

Coxpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHomeHue; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosHa rpaHMIia Ha KOJIMYECTBEHO OnpeesiHe; N-CBbP3Balll = CBbP3BAalll
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HykieonporenHa Ha SARS-CoV-2; NAAT = tect 3a aMruimgukanus Ha HyKJIenHoBHU kucenuuu; NT50 =
TUTBP Ha HEYyTPAJIU3UPALIUTE aHTUTENA, HAMAJIsIBaLl BUpycHaTa akTuBHOCT ¢ 50%; SARS-C0OV-2 = Texbk
OCTBp pECIUpaTOpeH CUHAPOM KopoHasupyc 2; JI/H = na/ne.

t  SARS-CoV-2 NT50 e onpenenen ¢ moMoInTa Ha AHaIN3 Ha MUKpOHeyTpamm3anusaTta Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3mnon3Ba GpIyopecleHTEH PENopTep BUPYC, MOTyUeH OT Iama

USA WA1/2020, u BupycHaTa HEeyTpaJIM3alys ce OTYNTa BBB Vero KieTbuyHrn MoHocsioeBe. NT50 na

npoOuTe ce ompeielisi KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, npu koeto 50% ot Bupyca ce

HeyTpalu3upa.

B ananm3a ca BKIIOYEHU y4acTHUIM 0€3 CEpOJIOTHYHH WM BUPYCOJIOTHYHHM aHHU (10 1 Mecer crent

noxyyaBane Ha Oyctep no3a Comirnaty) 3a muHana uHpekuus cs¢ SARS-CoV-2 (1.e. oTpunarensu 3a

N-cbp3Bamy anturena [cepyM] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa]) U €

otpumnateneH pe3ynrtatr oT NAAT (HazainHa HaTpWBKA) MPH BCSKA HEIUTAHWPaHA BU3UTA 0 1 Mecer cien

Oyctep mo3a.

Benukn mopxonsmu y9acTHUIHM, noayqynin 2 no3u Comirnaty, KaKTo ca paHIOMHU3UPAHU ITbPBOHAYAIIHO, C

npwiokeHa J[o3a 2 B paMKHTE Ha TpeBApHUTETHO ONpeesieHus mpo3oper (B pamkute Ha 19 1o 42 nan

cien [loza 1), momyunnm 6yctep mo3a Comirnaty, ¢ oHe | BalMACH M OTPEIEIeH pe3yiTaT 3a

MMYHOTEHHOCT cjie]] OycTep /103a IpU B3eMaHe Ha KPbB B pAMKHTE Ha ITOJIXOJIAII TIpo3opel (B paMKUTE Ha

28 1o 42 muu ciey Oycrep po03aTta) U 0e3 IPYTH ChIIECTBEHU OTKIOHCHHUS OT IPOTOKOJIA, KaKTO €

OIIpEe/IeIeHO OT KIMHUIUCTA.

a. n = Opoi y4aCTHHUIM C BJIJHU U ONPEACICHH PE3YJITATH OT aHAJIM3a U B JIBETE BPEMEBH TOUKH 32
B3E€MaHe Ha KPbB B PAMKHUTE Ha ONPE/ICHHS IIPO30pel

6. GMT u 2-ctpanute 95% AU ca u3uucieHn upe3 eKCIOHESHIIMOHUPAHEe Ha Cpe/lHaTa JIOTApUTMHYHA
CTOHHOCT Ha THTpHUTE U choTBeTHHTE [IU (Ha Ga3aTa Ha pasmpernenenuero Ha Student t). Pesymrature ot
anamm3a moa LLOQ ca 3amanenu xato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% /1Y ca n3uncieHn 4pe3 eKCIOHEHIIMOHNPAHE Ha CPeIHATa Pa3/nKa B
JIOTApUTMAYHHUTE CTOMHOCTH OT aHaim3a u cborBeTHUTE [ (Ha O6a3ara Ha pasmpeneneHneTo Ha Student t).

r. He no-manka edukacHOCT € AeKIapupana, ako JoJIHaTa rpaHuna Ha 2-ctpanaus 97,5% JI1U 3a GMR e
>(0,67 u ToukoBara ouenka 3a GMR e >0,80.

a. nN= 6p0171 Y4aCTHULIN C BAJIMAHU U OMPECACIICHU PEIYJITATU OT aHaJIM3a IPU KOHKPETHUA aHAJIM3 HAa U3XOJHO
HuBO, 1 Mecen cnexa Jloza 2 u 1 mecer| cnen OycTep 1032 B paMKUTE Ha ONpeAeHUs Tipo3opell. Te3u
CTOMHOCTH Ca 3HAMEHATEIN IpH MPOUCHTHUTE U3YNCITICHUS.

e. Opoil yyacTHHIIM ChC CEPOJIOTUUESH OTIOBOP 3a JIa/ICHHs aHAJIN3 NIPH JiaJIeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha npoba. ToueH 2-ctpanen 1M, 6asupan Ha metona Ha Clopper u Pearson.

k. Pasnmka B chOTHOIICHMATA, N3pa3eHH KaTo mpoueHT (1 mMecer cnen 6ycrep nosa — 1 mecen ciexn [{o3a 2).

Kopurupasn 2-ctpanen I na Wald 3a pasnukara B ChOTHOIICHHUATA, H3pa3eHa KaTo MPOIICHT.

He no-manka edukacHoCT € qexinapupana, ako AOJHATa TpaHuIa Ha 2-ctpanuus 97,5% JIU 3a

NpOIIeHTHATa pasiuka e >-10%.

I+

w

Omunocumenta eqpuKkacHOCm HaA 8AKCUHAMA NPU YHACIHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
b6ycmep 003a

B enun MexauHeH aHanmm3 3a epukacHoCcT oT [IpoyuBane 4, Turae00-KOHTPOIUPAHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu nmpuomm3uTeHo 10 000 ygacTHUIM HA BB3pacT 16 u
noBeve roguHu, Habpanu ot [IpoyuBane 2, ca oLleHeHN 1aHHHM 32 TOTBBpAeHH cinydan Ha COVID-19,
HATPYIaHU Hall-paHo OT 7-Mus JIeH ciiej] OycTep BaKCHHAIMATA JI0 IaTaTa Ha 3aKIF0YBAHE HA TAHHUTE
5 oxtomBpu 2021 1., TOBa ce ABSBa NEpUO Ha MPOCIEAsiBaHe cliell OycTep A03a C MeaAnaHa

2,5 mecena. Bycrep no3ara e npunoskena 5 10 13 mecena (meauana 11 mecera) ciiea Bropara J103a.
OrneHeHa e ehMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUIHATA CEPUS
B CpaBHEHHE C TpymaTa Ha rianebo BMecTo OycTep /1032, MOTy4riia CaMO TbPBHYHATA CEPHS.

HudopmanusaTa 3a OTHOCHTENHATA e(UKACHOCT Ha BAKCHHATA TPH YYACTHHUIIM HA BH3pacT 16 U moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekus cbc SARS-CoV-2 e npencrasena B Tabmuia 7.
OTtHocHTeHATa ePUKACHOCT Ha BAKCHHATA MTPH YYACTHUIIN ChC M 0€3 TaHHU 32 MPeUITHA HHPEKIIHS
cbc SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogoOHO Ha Tasw,
HaOJIro/IaBaHa MPU YYaCTHHUIM O3 JaHHM 3a TIpeIUIIHA HHPEKIUs. BposT Ha MEPBUYHUTE CITy4an Ha
COVID-19, nabmonaBanu oT 7-Mus JieH ciej| OycTep BakCHHAIMTA, € 7 B Tpynara Ha Comirnaty u
124 B rpynara Ha mane6o.

87



Tadauua 7: EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien
0ycTep BAKCHHAIUS — YYaCTHULM HA Bb3pacT 16 u noBeye roaunu 6e3 JaHHHU 32
HH(peKIUs — MONyJIalus, OLeHnMa 3a eUKACHOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq OycTep 1032 NP YYACTHUIM 0€3 TaHHHU 32

npenuiHa nHpexnus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N?=4 695 N=4 671
Cayyan Ciyuan OTtHocHTeEHA
n1® n1® eduracHocT Ha
Bpeme Ha HaOronenne”® | Bpeme Ha HaOumroneHue® | BakcuHaTa" %0
(n2") (n2") (95% JAU°)
[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: [IoTBbpCHHTE CiTyyan ca ONpE/IeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBercTBanl Ha COVID-19 (cuMnToMUTE BKITIOYBAT: TIOBHIIICHA TEMIIEPATypa; HOBOIOSIBHJIA CE FITU
3acHIIMIIA C€ KAlUTMIA; HOBOTIOSIBIJI C€ MJIM 3aCHIIMJI C€ 3aJlyX; BTpHCAHE; HOBOIOSIBIIA CE WIIH YBEIHUMIIA CE
60Jn<a B MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC WJIM MHUPHC; BB3MAIICHO I'bPIIO; AP, TOBPBINAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHHU U 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 HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc
orpumnatenex pesynrtatr oT NAAT [Ha3anHa HaTpHUBKa] IPH BCSAKA HEIUTAHMpaHa BU3UTA TIpenn 7-MHUs I€H
ciies1 OycTep BaKCHHALUATA).
N = bpoii yyacTHULIA B IOCOYEHATA IPyMa.
nl = Bbpoii yyacTHUIHN, OTTOBapSILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.
B. OO nepuon Ha HabmoaeHue B xwisiau (1 000) woBekoroanHu 3a AajicHaTa KpaHa TOYKa IPH BCUUKU
Y4YaCTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIICHHE HA KpalHaTa Touka. BpeMeBHAT nepuos 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must eH ciiei OycTep BaKCHHAIUATA JI0 Kpasi Ha MepHo/ia Ha HaOJII0ICHHE.
r. n2 = 0poif Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.
OtHocuTenHa eUKaCHOCT Ha BaKCHHATA B rpyrnarta ¢ Oycrep j03a Comirnaty B cpaBHeHue ¢ miaredo
rpymarta (6e3 Oyctep 1o3a).
e. JIByctpanHusT noBeputeneH uatepsai (M) 3a oTHOCHTETHA €PUKACHOCT HAa BAKCHHATA € ITOJYYeH Ha
6a3ara Ha MeTozna Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOI0IeHHE.

o

Hmynoeennocm na 6ycmep 003a cied NbpeUdHa 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcuna cpeusy COVID-19

EdexruBHocTTa Ha Oyctep m03a Comirnaty (30 ug) npu Jiniia, 3aBbPIIHIN TBPBUYHA BAKCUHAIHS C
Jipyra paspeiieHa 3a ynorpeda pakcuna cpemry COVID-19 (xerepososkna OycTep 103a) € U3BeIeHa OT
JIAHHUTE 32 UMYHOTEHHOCT, ITOJIYYeH! OT HE3aBUCUMO OTKPUTO KIIMHUYHO Mpoy4uBane daza 1/2 Ha
Haumnonannure 3apasau uactutytu (National Institutes of Health, NIH) (NCT04889209), nmposeneno
B CpenuHEeHHTE TAaTH. B TOBa mpoy4uBaHe Bh3pacTHH (quana3zoH 19 mo 80 roguHum), KOUTO ca
3aBBPIININ MTbPBUYHA BaKCHHAIMS Che cepust oT 2 103u Moderna 100 pug (N = 51, cpenna Bs3pact
54+17), enuandaHa go3a Janssen (N = 53, cpeana Be3pact 48+14) wm cepust ot 2 no3u Comirnaty

30 pg (N = 50, cpenna Bp3pact 50+18) Haii-mMaako 12 ceMHUITH IIPEIH BKIIOYBAHETO MM B
NpPOYYBaHETO M B aHAMHe3aTa Ha KOUTO He ce choOiasa 3a napekuus cec SARS-CoV-2, ca
noxyunin oycrep no3a Comirnaty (30 png). bycrep Bakcunanusta ¢ Comirnaty nHAyIHpa
yBenmaaBane Ha GMR Ha TuTpuTe Ha HeyTpanu3upanmTe anturena 36, 12 u 20 mbTH CHOTBETHO CIIENT
IBPBUIHATE 103U Janssen, Moderna, u Comirnaty.

XereponokHa 0yctep BakcuHaius ¢ Comirnaty € olieHeHa ¢hIno 1 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 rouHM, UHTEPKBAPTHIIICH MUana3oH 54 10 77 roauHU) ca paHIOMU3UPAHH
Haii-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-
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TUTPHUTE HA HEYTPATU3HMPAIIMTE aHTUTEIIA Ce yBeardaBa 21,6 bTH ¢ TIPUIIAraHETO Ha XETEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuyHara nomymiauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

Paspemapane moJ1 yciioBue

To3u nexapcTBEH MPOAYKT € pa3pelieH 3a ynorpeda 1o T. Hap. CXeMa ,,pa3peliaBaHe ToJ] YCIOBUe .
ToBa 03Ha4aBa, ye 3a TO3M JIGKAPCTBEH MPOAYKT CE OYaKBAT AOIBIHUTENHH JaHHU. EBponelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiel Ha HoBaTa HH(POPMAaLUS 3a TO3H JIEKaPCTBEH MPOIYKT
MOoHE BeHbK roauitHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

5.2 @apmMakoKHMHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

HexnuHn4HuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEH[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, pernpoaLyKTHBHA TOKCHYHOCT U TOKCUYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e mpriaraHa HHTPaMyCKYJIHO (TIOJydaBaity 3 ITBIHM T031 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MaJ'bK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEIIMYaBaHE Ha
0ennuTe KPbBHHU KJICTKH (BKIIOYUTETHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM HA Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIM3aIHsl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku eextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxanu npoy4BaHUsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenponykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 33 Pa3BUTHUETO Ca U3CJICIBAHU MPH ILTHXOBE B
KOMOWHHPAHO NPOYYBaHE HA ()ePTUIIMTETA M TOKCUYHOCTTA 32 Pa3BUTUETO, pU KoeTo Comirnaty
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpear Yu(TOCBAHE U 110 BPEME Ha recTalus
(mosryuaBainy 4 ILJIHU JTO3M 33 XOpa, FTeHEPHPAIH OTHOCUTEITHO BUCOKH HUBA MPH TUTHXOBE MOPaIN
pa3In4uATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MEX Ty JieH 21 npeayu yn(TOCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MalKy OT epro/ia peu YUPTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATAJICH JicH 21, KakTo u
nipu heTycute U mokosieHuero. Hama cBbp3anu ¢ BakcuHaTa e)eKTH BBPXY (PepTUIINTETA,
OpeMeHHOCTTa MU eMOPHUO(ETATHOTO PA3BUTUE HITU PA3BUTUETO Ha MOKOJICHUETO. JIUTNCBaT NaHHM 3a
Comirnaty OTHOCHO IPEMHHABAaHETO HA BAKCHHATA MPE3 TUIAIICHTaTa WIIH eKCKPEIHATA B MIISIKOTO.
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6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha IOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTuin)azaneaunn)ouc(xexcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-aurerpanermnaneramu (ALC-0159)
1,2-nucreapounn-sn-riunepo-3-pocdoxonun (DSPC)

Xodgectepo

Tpomeramon

TpomeTaMoII0B XUIPOXIOPHT

3axapo3sa

Bona 3a nmxeknuu

6.2 HecbBMecTHMOCTH
To3u TekapcTBEH MPOAYKT He TPSOBA 1a Ce CMeCBa C APYTH JEKAPCTBEHHU MPOAYKTH.
6.3 Cpok Ha rogHoCT

HeortBopen ¢uakon

3ampazen praxon
12 mecena, korato ce cpxpansisa npu -90°C no -60°C.

Bakcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen moiyyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke 1a ce chxpansaBa win npu -90°C g0 -60°C, wu npu 2°C g0 8°C.

Korarto ce cpxpansiaT 3ampaszenu npu -90°C o -60°C, onakoBkure ¢ 10 prnakoHa BakcuHa MOTaT 1a
ce pasmpasar mpu 2°C no 8°C 3a 6 gaca, a eqMHUIHA (PIIAKOHU MOTAT J]a CE pa3MpassT MpHU cTaitHa
temmneparypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gpraxon
10 cenmuim chbxpanenue U Tpancnoprupane npu 2°C 1o 8°C B paMmkuTe Ha 12-MeceuHuUs CPOK Ha
TOIHOCT.

. Crnen mpemecTBaHe Ha MpoAyKTa 3a cbxpaHeHue npu 2°C po 8°C BppXy KapTOHEHaTa ONaKOBKa
TpsiOBa J1a ce 3alMIlIe HOBUAT CPOK Ha FOJHOCT M BaKCHHATa TPSIOBa Ja ce M3II0JI3Ba MIIH Ja ce
U3XBBPJIN CHOOPa3HO TO3U CPOK. [IbpBOHAYATTHUAT CPOK Ha TOAHOCT TPsAOBA J1a ce 3apacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 Tps6Ba 1a ce cpxpansasa npu 2°C go 8°C.
CpoKBT Ha TOJHOCT BBPXY KapTOHEHATa ONAaKOBKa TPsIOBa Ja € OWJI KOpUTHPaH, 3a a 0Tpa3siBa
CpOKa Ha TOJHOCT MPH ChbXpaHEHUE B XJIAAWIHMK U TbPBOHAYATHUAT CPOK HA TOJHOCT TPAOBa
Jia € OWJI 3apacKaH.

[Ipenun ynotpeda HEoTBOpeHHUTE (JIAKOHM MOTaT J1a € ChbXpaHsBar A0 12 yaca mpu TeMIiepaTtypa
mexny 8°C u 30°C.

C pa3mpasenute hIakoHU MOKeE J1a ce padOTH B YCIIOBHSI Ha CTaiiHa CBETIIMHA.
Cnen pasmpassiBaHe BAKCHHATa He TPAOBa /1a ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypnu omkioHenus Npu coXpaneHue 6 XaaouirHuK

o JaHHuTe 3a CTAOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHHAT (IIakoH € ctabuieH a0 10 ceqmuiy,
KOrarto ce ChbXpaHsBa Mpu temmepatypa ot -2°C g0 2°C, B pamkure Ha 10-ceIMUYHNA IEPUO
Ha chxpanenue mexay 2°C u 8°C.

o JlaHHuTe 3a CTAOMIIHOCT MOKAa3BaT, ye (PIakoHBT MOXKeE Ja ce ChXpaHsBa 10 24 yaca npu
temmneparypa 8°C no 30°C, BrimounTesnHo a0 12 yaca cien mbpBOTO NpoOMBaHE Ha
3aIymankara Ha (JiakoHa.
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Tasu napopmarus e npeaHasHadeHa Aa YIIbTH MEIUIIMHCKUTE CIICIIHAIMCTH CaMo B CIydail Ha
BPEMEHHO TEMIIEPATypPHO OTKJIOHEHUE.

OtBOpeH Qu1akoH

Joka3ana e xuMu4Ha 1 pU3MYHA cTaOMITHOCT IO BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
KOETO BKJIIOUBA JI0 6 "aca BpeMe 3a TpaHcmopTupane. OT MEKpOOHOJIOTYHA TJIeTHA TOYKA, OCBEH aKO
HAYMHBT HAa OTBApsIHE M3KIIOUBA PHCKOBE OT MUKPOOHA KOHTAMHHALMS, TPOIYKTHT TPsiOBa 1a ce
M3M0J3Ba BegHara. AKO He ce M3MO0JI3Ba BeHAra, BpEMETO U YCIOBHUITA Ha ChbXpaHEHUE 110 BpeMe Ha
ynoTpeba ca OTTOBOPHOCT Ha MOTPEOUTEL.

6.4 CneuuajaHu ycja0BUsI HA CbXPaHEHHe

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

Ja ce cpxpaHsiBa B OpUTHHAIHATA OTAKOBKA, 33 J1a CE MPE/Ia3h OT CBETIHHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U H30sATrBaiTe
u3JIaraHe Ha npsiKa CI'IbHYEeBa CBETIUHA U YIITPaBUOJIETOBA CBETIIMHA.

3a ycioBUsTa Ha ChbXpaHEHHE CIIEH Pa3MpassiBaHe M IbPBOHAYATIHO OTBApsHE BUXKTE TOUKa 6.3.

6.5 Buau chabpikaHue HA ONIAKOBKATA

2,25 ml qucniepcus B mpo3padeH MHOr01030B ¢uakoH (cTokio Tut |) 2 ml che 3amyanka
(cuHTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKATKa U OTYYIBAIIO CE CHBO IJIACTMACOBO
karnade. Beeku QuiakoH cbibpika 6 103U, BUXKTE Todka 6.6.

Bunose onakoBku: 10 ¢urakona wmu 195 durakona

He Bcuuky BUOBE ONaKoBKM Morar a ObAaT MMyCHATH Ha rasapa.

6.6 CneuuajHu mpeanasHu MepPKH NPHU U3XBbPJsiHe U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.1 tpsibBa 1a ce IpUTrOTBH OT MEAUIIMHCKH CIIEIUAIINCT, KaTO Ce
M3I10J13Ba aCeNTHYHA TEXHUKA, 34 JIa C€ TapaHTHpa CTEPHITHOCTTA Ha IPUTOTBEHATA TUCIIEPCHSL.
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IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA JTUCHEPCHUS (JIMLIA HA 12 U

HOBEYE I'OJAVMHHN)

CuBo kamaye

Comirnaty
Original/
Omicron BA.1

Jla He ce

paspe:xna

IpoBepere nanu GraKOHBT € ChC
CHBO IUIACTMACOBO Karayie U CHB
KOHTYp, OTpayKIalll eTHUKETa, U JIaH
UMeTO Ha npoaykTa ¢ Comirnaty
Original/Omicron BA.1

(15/15 muxporpama)/noza
WHXKEKIIUOHHA JIUCTICPCHSL.

AKO (IIaKOHBT € ChC CHUBO
IUIACTMACOBO KaIlaue U CUB KOHTYp U
UMeTO Ha npoaykra ¢ Comirnaty

30 MuKporpama/mn0o3a HHXEKIIMOHHA
JIUCTIEPCHSI, MOJISl HAIIPpaBeTe CIpaBKa
C KpaTKaTa XapaKTepHCTHKa Ha
NpOJyKTa 3a Tazu (opma.

AKO ()JIaKOHBT € C JINIABO
TUTACTMACOBO Karave, MOJIS,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/mosa
KOHIOCHTPAT 3a MHXKCKIIUOHHA
JHCIIEPCHSI.

AKO (JIaKOHBT € C OPAHIKEBO
TUTACTMACOBO Karave, MO,
HalpaBeTe CIpaBKa ¢ KpaTkaTa
XapaKTEepUCTUKA Ha MPOIYKTa 32
Comirnaty 10 mukporpama/mo3a
KOHIICHTPAT 32 WHXKEKI[OHHA
JIMCHIEPCHSI.
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NPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA ITUCHEPCHUS (JIMLIA HA 12 U

HOBEYE I'OJAVMHHN)

\

Ja ce cbxpansBa 10
10 ceqmuiu mpu
2°C no 8°C,
KOpUTHpaiiTe cpoka
HA TOTHOCT BBPXY
KapTOHeHaTa

OIMaKoOBKa.

AKO MHOTOJ1030BUST (DJIaKOH ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa 11a
ce pa3Mpasy Ipean ynorpeoa.
3ampaszenute GhIaKoHU TPsOBa 1a ce
IpeHecaT B cpefia ¢ remnepatypa 2°C
1o 8°C, 3a ma ce pa3Mpassr;
pa3Mpa3siBaHETO Ha €Ha OMaKOBKa C
10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, ue QrakoHUTE ca
HAITBJIHO pa3Mpa3eHu Mpean
ynorpe0a.

Cren npemecTBaHe Ha (hJIaKOHHUTE 32
cbxpanenue npu 2°C no 8°C,
KOpUTHpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeotBopenute dnakonu morat 1a ce
chxpansBar 10 10 cemmunu mpu 2°C
1o 8°C, 6e3 na ce npeBHILIaBa
OTIIEYaTaHUAT CPOK HA TOTHOCT
(Tomen mo:).

BB3MoskeH e Apyr BapuaHT, Ipu
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOJKe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temnepatypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT
(h1aKkoH MOJKE J1a Ce ChXpaHsBa J10

12 gyaca npu temneparypa 10 30°C. C
pasmpazeHuTe QIaKOHH MOXKE Jia ce
pabOTH B YCIIOBHS Ha CTaiiHa
CBETJIMHA.

Buumarenno 10 nbTn

BuuMatenHo pazMeceTe, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3kJiaianre.

[Ipenu pa3mecBane pazmpaseHara
JICTIEPCHUST MOJKE JIa ChABPIKA Oeln
JI0 TIOYTH OeH HENMpOo3pavyHu
aMOp(HU YaCTHIIH.

Cren pazmecBaHe BakCHHATa TPsiOBa
Jla TIpeICTaBIIsABA Os1a 10 TIOYTH Osiyia
mucriepcus 0e3 Buaumu yactuiu. He
M3MOJ3BaliTe BAKCUHATA MPH HATHYNE
Ha YaCTHUIM WU MPOMSIHA B I[BETA.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOI'PAMA)/103A UH)KEKIITMOHHA
JAUCIIEPCHUA (JIMIA HA 12 U ITOBEYE 'OAUHMN)

o Kato u3mnosnsBaTe acentuaHa
TCXHHUKA, TOYNUCTCTC 3allylIaJIKaTa Ha
(hakoHa C TAMIIOH 32 €THOKPAaTHA
ymotrpeba, HaloeH ¢ aHTUCETHICH
pasTBoOp.

~N e Isrernere 0,3 ml Comirnaty

Original/Omicron BA.1.

TpsabBa na ce U3M0I13BaT CIPUHIIOBKU
W/WIIN UM C MATBK MBPTHB

4 (Heusmnomn3Baem) obeM, 3a Jia ce

y W3TETIST 6 A03U OT e1H (IIaKoH.
KomOuHanusTa OT COpUHIIOBKA U
WIJIa ¢ MaTbK MBPTHB 00eM TpsOBa 1a
uMa MBbPTHB 00€M HE MO-TOJISIM OT

35 mukponurpa.

AKO ce U3Mnoa3BaT CTaHJapTHU
CIIPUHITOBKY U UTJIH, MOXKE J1a HIMa
JocTaThuyeH 00eM 3a U3TETJIIHE Ha
MIECT JO3H OT €IUH (hIaKOH.

e Bcska o3a TpsOBa 1a Chabpika
0,3 ml Bakcuna

e AKO KOJIMYECTBOTO Ha OCTaHaJIaTa
BBB (hJ1aKOHA BaKCHHA HE MOXKE Ja
oCcTaBu efHa msuia go3a or 0,3 ml,
M3XBBPIIETE (DIIaKOHA U U3JIHITHUSL
obeMm

e 3ammiere CbOTBETHUTE JaTa/Jyac
BBPXY (prakona. M3xBBpiere
HEeW3II0JI3BaHaTa BakcuHa 12 vaca
cJel IbPBOTO NpOOUBaHEe Ha
3amyInanakaTa Ha ¢JiakoHa.

0,3 ml Bakcuna

H3xBBpasiHe

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

TI'epmanus

ten.: +49 6131 9084-0

(hakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006

EU/1/20/1528/007

9. JATA HA TbPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[Hara na mppBo paspewmasane: 21 nexkemspu 2020 r.
[Jara na mocnenno nmonHossiBane: 03 HoemBpu 2021 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IMoapo6Ha uHbOpMAaIKs 3a TO3W JIEKAPCTBEH MPOYKT € MPeJocTaBeHa Ha yebcaiita Ha EBporneiickara
areHuus 1o Jiekapcraara 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 MOI03UPaHa HeKellaHa peakius. 3a HaurHa Ha ChoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/o3a MHXEKIMOHHA TUCTICPCHS
nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduumupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e MHOT0030B (hJIaKOH ChC CUBO Kamaue. [la He ce pa3zpexaa npeau ynorpeoa.

Ennn dnaxon (2,25 ml) ceaspxa 6 qo3u no 0,3 ml, BiskTe Touku 4.2 u 6.6.

Enna noza (0,3 ml) ceappka 15 mukporpama to3uHamepat (tozinameran) u 15 Mukporpama
(damrosnnamepan (famtozinameran), nPHK Bakcuna cpemry COVID-19 (BkiIroueHa B JIHITHIHA
HAaHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), npoussenena c
U3M0JI3BaHe Ha Oe3kieThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau
BupycHus S (spike) mporenn Ha SARS-CoV-2 (opurunanna). ®amMTo3MHAMEPaH € STHOBEPIDKHA,
5’-kenmpana unpopmarnmonra PHK (uPHK), mpoussenena ¢ usnon3pane Ha 6e3kieTbyHa in Vitro
TpaHckpurims oT ckoTBeTHUTEe JJHK-Matpuiy, kogupamm BupycHus S (spike) nporenH Ha

SARS-CoV-2 (Omicron BA.4-5).

3a IBJIHUA CHUCHK Ha MOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

MHxekimoHHa AUCTIEpCUs

Bakcnnara npejicraBisaBa 0s1a 10 moutH Osta 3ampasena aucruepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHA

41 TepaneBTHYHM MOKA3AHMSA

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/no3a HHXEKIIMOHHA UCTICPCHS € TIOKa3aHa
3a aKTHBHA UMYHU3allUs 3a peBeHIus Ha 3a0omsaBaneTo COVID-19, npuunnaeno ot SARS-CoV-2, Ha
JUIa Ha BB3pacT 12 U moBede TOAMHH, TOTYUIIIN IPEr TOBA TOHE KypC Ha TbPBUYHA BAKCHHAITUS
cpeuary COVID-19 (Bx. Toukn 4.2 u 5.1).

YmoTtpebara Ha Ta3u BaKCHHA TPSOBA Ja € B ChOTBETCTBHE C O(WHITMATTHUTE TPETIOPHKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna eaxcunayus
JHo3ara Comirnaty Original/Omicron BA.4-5 ¢ 0,3 ml, npuiarada HHTPaMyCKyJIHO.
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TpsOBa ma Ma HHTEPBAT OT HA-MaJIKo 3 Mecena Mexay prmiokeHneTo Ha Comirnaty
Original/Omicron BA.4-5 u mocnenHara npeauinHa g03a Bakcuna cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e nmoka3zana camo npu JIiIa, NOJXYYHIH IPEAU TOBA TIOHE Kypce Ha
mbpBUYHA BakcuHaus cpery COVID-19.

3a moapoOHa nH(OpPMAIIKsA OTHOCHO Kypca Ha IIbPBUYHA BAKCHHAIIKS 3a Bb3pacToBara rpymna 12 u
MOBEYE IOJIMHH, BIXKTE KpaTKaTa XapakTepUCTHKA Ha mpojykTa 3a Comirnaty 30 Mmukporpama/mo3a
KOHIIEHTPAT 32 HHXEKIMOoHHA auctiepcus U Comirnaty 30 MUkporpama/o3a WHKEKIIMOHHA
JUCTIEpCHSL.

Heduamputma nonyaayus

BesomacuoctTa u edpukacHocTra Ha Comirnaty Original/Omicron BA.4-5 mipu meria Ha BB3pacT o
12 roauHU BCe OIIE HE ca yCTaHOBEHH. JIUICBAT JaHHU.

Honynayus 6 cmapuecka 8b3pacm

He ce nanara KOpUTrpaHe Ha A03aTa IIpU JIula B CTapUCCKa Bb3pacT > 65 T'OOWHH.

Hauun Ha OPHUITOKCHUC

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a HHKEKIIHOHHA UCTIEPCHS TPSAOBa 1a
ce TIpriIara HHTPaMyCKYJTHO (BXX. Touka 6.6). Jla He ce pa3pekma mpenu ynorpeda.

®dnakonnte Comirnaty Original/Omicron BA.4-5 ceabpsxaT 6 mo3u Bakcuna mo 0,3 ml. 3a ma ce
U3TETIIAT 6 703K OT eIMH (hJIaKOH, TPAOBA Ja ce M3IOJI3BAT CIPUHI[OBKH W/ UIJIH C MaTbK
(Heusmon3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPUHIIOBKA M MIJIA C MATbK MBPTHB 00€M TpsiOBa
Jla IMa MbPTHB 00€M HE TO-TOJISIM OT 35 MUKPOJIHUTPa. AKO Ce M3IOJI3BaT CTaHIAPTHU CIIPUHIIOBKH U
UIJTH, MOYKE JIa HAMa JTOCTAaThueH 00eM 3a U3TETJIsIHE Ha MIECT J031 OT eauH (akoH. HezaBucumo oT
BH/Ia Ha CIIPUHI[OBKATA U UIJIATa:

. Bcsika mo3a TpsioBa nma ceaspka 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB ()JIAKOHA BAKCHHA HE MOXeE Jla IOCTABU €]lHA IIs1a 71032
ot 0,3 ml, u3xBBpIieTe hIaKoHa ¥ U3IHITHAT 00eM.

. He cw0upaiite M3MunIpIUTe BAKCHHA OT HAKOJKO (hjIaKoHa.

IIpennodnTaHoTO MACTO € AEATOUTHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBaCKYJIapHO, TIOJKOKHO MITH HHTPAIEPMAaITHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1Ha U ChIla COIPUHIIOBKA C APYTH BAKCUHH WIIN JIEKAPCTBECHH
MIPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPSAOBa J1a OBIAT B3ETH MPEAH MPIIIOKEHUE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHHUsATa OTHOCHO pa3MpassiBaHEeTo, paboTara U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 IIpoTMBONOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.
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4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a ma ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

CspvxuyscmeumenHocm u aHaguiaxcus

Nma cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TIOAXOISII0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B CIydai Ha aHa(HUIaKTHYHA PeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B TPOIBIDKCHUE HA Hal-MalKko 15 MUHYTH cief
BakcuHauusaTa. He Tpa6Ba na ce npuiara cienBaiia 103a OT BAKCHHATa Ha JIMIA, TOITy4uIn
aHaguakcus ciel| npeauiHa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrlnecTByBa OBUIICH PUCK OT MUOKAPAHT U MIEPUKAPIUT e BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUS MOTAT J]a CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIe/l BAKCUHAIUATA U HACTHITBAT MPEANMHO B
pamkute Ha 14 nau. Te ca HaOMIOIaBaHU O-YECTO CJI]] BTOpPATa BAKCHHAIUS U [T0-YE€CTO MPH FOHOIIH
U TIO-MJIaJN MBbxke (BX. Touka 4.8). HannuHuTe 1aHHM TIOKa3BaT, Ye MPOTUIAHETO HA MHOKAPIUT U
MIEPUKAPIUT CJICA BAKCUHAIIUATA HE CE pa3indyaBa OT TOBA MPU MUOKAPIUT WA TIEPUKAPINUT KaTO
ISUT0.

MenunuHCKHATE CIeHAINCTH TPsOBa 1a ObJaT OANTENHN 3a IPU3HALIUTE K CHMITOMUTE Ha
MUOKapIUT U TIepUKapANT. BakcnHupaHuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIINTE
JuIa) TpsOBa 1a ObJaT MHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMIITOMH, ITOKA3aTETHA 32 MHOKAPUT WIH TIEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTENTHA) OOTKa B
I'bPIUTE, 380yX WIH NaJIUTALUN CJIC] BAKCUHALIAATA.

MGZ[I/IHI/IHCKI/ITG CIICIaJInCTH Tpﬂ6Ba Ja Ha1ripaBAT CIIpaBKa C pPbKOBOACTBATa H/WIH CIICIUAJIMCTUTEC 3a
JAUArHOCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

PucksT o1 Muokapaut ciien 0ycrep no3a Comirnaty winu Comirnaty Original/Omicron BA.4-5 Bce
olIe He € OXapaKTepU3UpaH.

Peaxyuu, cevpzanu c mpesosicnocm

B®B BpB3Ka ChC camust MPOIEC HAa BAKCHHAIIMS MOTAT Jia Bb3HUKHAT PEaKIlii, CBbP3aHu C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BAralTHN PEAKIINU (CHHKOM ), XUTICPBEHTUIIAIS WITH PEaKITHH,
CBBP3aHU ChC cTpeca (Halp. 3aMastHOCT, MaJIMUTALKH, YCKOpeHa ChpJeyHa YecToTa, IPOMEHHU B
KPBHBHOTO HaJIsITaHe, MapecTe3ns, XUIIECTe3Us U U3NOTsIBaHe). Peakuure, CBbp3aHu ChC CTpeca, ca
MIPEXOIHU B OT3BYUYaBaT OT caMo cede cu. XopaTa TpsOBa ga ObaT MOCHBETBaHU J1a HHPOPMUPAT 3a
TE3U CUMIITOMU BaKCUHUPAIIIHS TH 32 OllcHKa. BaykHO € /1a ce B3eMaT Mpea3Hu MEpKH, 3a J1a Ce
MIPEIOTBPATH HApaHSIBAHE OT MPHITAaHE.

Covnvmcemesauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH PH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
i octpa nHpeknus. Hanmanero Ha ieka HHPEKITHS U/WIN HEBUCOKA TeMIIepaTypa He TpsIOBa 1a
CTaBa NMPUYHHA 32 OTJIaraHe Ha BaKCHHAIIMATA.

Tpomboyumonenus u HApYUWeHUs HA KPbEOCHCUPBAHEMO

KaxTo mpu apyru H”HTpaMyCKYITHA WH)KEKITH BaKCHHATa TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIA, TTOyYaBaIld aHTHUKOATYJIaHTHA TePausl WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(hWIHst), Thid KaTO IIPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HAa CHHUHU CJI€]] HHTPAMYCKYJHO MPHJIOKEHUE.
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Hmynokomnpomemupanu iuya

EdukacHocTTa 1 6€3011acHOCTTa Ha BAKCHHATA HE Ca OIIEHCHU MPH UMYyHOKOMIIPOMETHPAHH JIHIIA,
BKJTFOUMTEITHO TE3H, MOJTydYaBallld MMyHocynpecuBHa Tepanus. Epukacroctra Ha Comirnaty
Original/Omicron BA.4-5 mMoke 1a e mo-HUCKa ITPH UMYHOKOMIIPOMETHPAHH JIUIIA.

Tlpoovuscumennocm na 3awumama
ITpoaBIDKUTETHOCTTA HA 3alUTaTa, IPEAOCTaBsIHA OT BAKCHHATA, HE € N3BECTHA, Thil KaTO TS BCE OIIe
ce ompeens B TEKYIIH KIMHAYHK TPOYIBAHMUS.

OepaHulteHuﬂ HA e([)ekmuemocmma Ha eaxkcuHama
Kakro mpu Besika BakcuHa, BakcuHanusaTa ¢ Comirnaty Original/Omicron BA.4-5 moxe 1a He 3amuTu
BCUYKH BaKCHHUPAHH.

45 B3aumoneiicTBHe ¢ IPYrH JIeKAPCTBEHH MPOAYKTH M APYrd (JopMHU HA B3auMo/ielicTBHE
He ca npoBexaanu Mpoy4YBaHUs 3a B3aUMOICHCTBUATA.

CwrpreTBamnioTo nprinokerne Ha Comirnaty Original/Omicron BA.4-5 ¢ apyru BakCHHE HeE €
IPOYUCHO.

4.6 @epTuanTeT, GPEMEHHOCT U KbPMEHE

Bbpemennoct

Bce otiie aumncBat gaHHE OTHOCHO yrotpebara Ha Comirnaty Original/Omicron BA.4-5 mo Bpeme Ha
OpEeMEHHOCT.

Bce nak roisim 06eM JaHHU, TOTYYEeHH OT HAOII0ACHHETO HAa OpeMEHHH JKEHH, BAKCUHUPAHU C
I’bPBOHAYAIHO pa3pelieHara 3a ynorpeba sakcuaa Comirnaty mpe3 BTOpUS U TPETHs TPUMECTB, HE
MOKAa3BaT yBEIMYaBaHE Ha ClydyanTe Ha OpEMEHHOCT ¢ HexKellaH u3xoJ. Makap ue TaHHHUTE 3a U3X0X
0T OPEMEHHOCTTA CJie/l BAKCHHALIUS, TPOBEIeHa [0 BpeMe Ha IbPBHS TPUMECTBP, TIOHACTOSIIEM Ca
OTpaHMYEHH, HE ce HaOJII01aBa MOBHIIECH PUCK OT CIIOHTaHEeH abopT. [IpoyuBaHusaTa Ipy )KUBOTHU HE
NIOKa3BaT IPEKH WIINM HETPEKH BPeIHH eeKTH, CBbP3aHU ¢ OPEeMEeHHOCTTa,
eMOpPHOHAITHOTO/(PETaTHOTO Pa3BUTHE, PAXKIAHETO HIIM MIOCTHATATHOTO pa3BHTHE (BXK. Touka 5.3). Bb3
OCHOBA Ha HAJIMYHMTE JIAHHH TP APYTY BapuaHTH Ha BakcuHarta, Comirnaty Original/Omicron
BA.4-5 moxe na ce mpuiara mo BpeMe Ha OpeMEHHOCT.

Kopmene

Bce otiie numncBat gaHHE OTHOCHO yrotpebara Ha Comirnaty Original/Omicron BA.4-5 B nepuosa Ha
KbpMEHE.

Bce nmak He ce odakBaT eeKTH IMPU KbPMEHH HOBOPOJICHH/KbpMayeTa, Thil KATO CHCTEMHATA
EKCITO3HUIIMS Ha KbpMauKaTa Ha BAaKCHHATA € He3HaYHTeHA. JJaHHUTE OT HAOJIOICHUETO Ha KEHH,
KOWTO Ca KbPMEJIH CJIe]] BAKCHHAIIMS ¢ ITbPBOHAYAIHO pa3peleHara 3a yrnorpeba Bakcuna Comirnaty,
HE MOKa3BaT PUCK OT HEXeIaHu e()eKTH PH KbPMEHH HOBOPOAeHH/KbpMadueTa. Comirnaty
Original/Omicron BA.4-5 moxe ma ce mpujara B meprojia Ha KbpMEHE.

DepTUnuTer

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

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.4-5 He noBnusiBa Wi MoBiHsiBa MPEHEOPEKUMO CIIOCOOHOCTTA 32
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modupane 1 paboTa ¢ MamUHU. Bee mak HIKOH OT epeKTHUTE, TOCOUYCHH B TOUKa 4.8, MOraT BPEMEHHO
Jla TIOBJIHSISIT CIIOCOOHOCTTA 32 1odupaHe Wix padoTa ¢ MallluHH.

4.8 Hexenanm iekapcTBeHH peaKIuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

BesomachoctTa Ha 6ycTep mo3a Comirnaty Original/Omicron BA.4-5 e usseena oT JaHHUTE 32
Oe3omacHocT Ha OycTep J03a aganTupaHa BakcuHa cpeiry Omicron BA.1, kakto 1 Ha OycTtep 103a
opurunaiHa Comirnaty.

Comirnaty 30 pg

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B IIpoyusane 2 o6mo 22 026 ygacTHUAIM Ha Bb3pacT 16 Wiy moBeve roAWHH ca MOTyUYHIN TOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBEYE FOJUHH Ca TOIYIHIN
wiane6o (BrrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye rOJUHU ca
nosryuamiii 2 o3 Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ njaTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
IU1a11e00-KOHTPOIMPAHUS 3aciIelleH IIEPUO Ha IIPOCIIeIsBaHe O AaTUTE Ha pa3cielnsBaHe Ha
ygactHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
iane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca MpociesiBaHu B IPOIBJDKEHUE Ha >4 Mecela Clle]
BTOpaTa jo3a. Tosa BrmouBa 06mio 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
wiane6o) ydacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, 1
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiy MMPH yYaCTHUIIMTE HA BB3pacT 16 u moBeve roAWHU, TOTYIHIN

2 no3u, ca bonka Ha MICTOTO Ha HHXekTupane (>80%), ymopa (>60%), rmaBodonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), nupekcus 1 MogyBaHe HA MSICTOTO HAa HHXEKTUPaHE
(>10%) 1 0OMKHOBEHO ca JIEKH WM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JTHH CJIeJl BaKCHHANUATa. Majko mo-mMajKka 4ecToTa Ha CbOUTHSATA HAa PEaKTOTeHHOCT C€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT NpH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouro ca 6unu ceporno3utuBau 32 SARS-COV-2 Ha MU3X0HO HHBO, € MOJ00EH Ha
HaOJIr01aBaHKs pU 00IIaTa HOMyJIaLusl.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0o3u

[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 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiu mianedo) ca
npocieisBaHy B MPOIbJKEHUE Ha > 4 Mecena ciiesl BTopata fo3a Comirnaty. OueHkara Ha JaHHUTE
3a 6e3onacHocT B [IpoyuBane 2 npoabinkasa.

OomumsT npoduin Ha 6ezomacHocT Ha Comirnaty mpH IOHOIIH Ha Bh3pacT 12 10 15 roauHu € noj00eH
Ha HaOJI01aBaHus [IPU YYaCTHHULIM Ha BB3pacT 16 u nmoBeue roannu. Hail-uecTure HexenaHu peakuu
NpY FOHOIIX Ha BB3pacT 12 1o 15 roxuau, monydmu 2 1034, ca 60Ka Ha MSICTOTO Ha HHKEKTHPaHe

(>90%), ymopa u rmaBo6omue (>70%), muanrus u Brpucane (>40%), aprpanrus u upekcust (>20%).

Yuacmuuyu na ev3pacm 16 u noseye coounu — cied 6ycmep 0o3a

Enna moxrpymna y4actauiy eB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pact 18 10
55 ronunu, 3aBBPIIWIN IBPBOHAYATHUS 2-1030B Kypce ¢ Comirnaty, ca moiay4uian OycTep 103a
Comirnaty npubnmsurenso 6 mecerna (auanasoH 4,8 1o 8,0 Mecera) cien nony4aBane Ha J{o3a 2.
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O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabmomaBanus ciuex 2 go3u. Haii-
YeCTUTE HEXKENaHHU PEaKIIMK MPH YYaCTHUIIUTE Ha BB3pacT 18 1o 55 romunu ca 60iKa Ha MACTOTO Ha
umkekTupane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane u
aprpanrus (>20%).

B IlpoyuBane 4, mnae60-KOHTPOJIUPaHO MPOYyIBAHE C MPUIOKEHNE Ha OyCcTep 1032, YIaCTHHUITH Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrep mo3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjel] BTopaTa 103a
Comirnaty. Karo 1151710, Ipy yuacTHHLIUTE, KOMTO ca MONYYHIH OycTep /1033, MEeMaHaTa Ha BPEMETO
Ha NpOCIIeAsBaHe Clie]l MPHIOKEHHETO Ha OycTep A03arTa 10 AaTara Ha 3aKJII0YBaHE HA JAHHUTE

(5 oxromBpu 2021 1) e 2,5 mecena. He ca ycraHOBeHM HOBH HexellaHu peakiuu Ha Comirnaty.

bycmep 003a creo nvpsuuna saxcunayus ¢ opyea paspeutena 3a ynompeba saxcuna cpewy COVID-19
B 5 HezaBucumu npoyuBaHus 3a ynorpebdara Ha Oycrep g03a Comirnaty npu Jinia, 3aBbpITHINT
IEPBUYHA BAaKCHHAITHS C APYyTa pa3penieHa 3a ynorpeda Bakcunaa cpenry COVID-19 (xerepomokaa
Oycrep 1034a), HE Ca YCTAHOBEHN HOBH JAaHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Todka 5.1).

Yuacmnuyu na evspacm >55 200unu — crned 6ycmep doza Comirnaty Original/Omicron BA.1
(vemsvpma 003a)

B moarpyma ot Ipoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT >55 roanHu, 3aBbPIIHIH
BakcuHanus ¢ 3 no3u Comirnaty, ca monyuminu Oycrep (4eTBbpTa q03a) Comirnaty

Original/Omicron BA.1 (15/15 ug) 4,7 no 11,5 mecena cien karo ca nonyuywnin Jlo3a 3. YyacTHumre,
nosryumii 0yctep (uetBbpra no3a) Comirnaty Original/Omicron BA.1, ca umanu nepuoj Ha
TpociiesIBaHe ¢ MeIraHa Hal-Manko 1,7 mecemna.

OO6muaAT mpoduit Ha Ge30macHOCT 3a Oycrepa (ueprBbpTara 103a) Comirnaty Original/Omicron BA.1
e mojo0eH Ha To3u, HabronaBaH cien Oycrepa (Tperara no3a) Comirnaty. Hali-uectuTe Hexxenanu
peaxkuy Ipy YYacTHULM Ha Bb3pacT Hall 55 rognHu ca 00yka Ha MSCTOTO Ha HHXeKTHpaHe (>50%),
ymopa (> 40%), rmaBobonue (>30%), muanrus (>20%), Brpucane u aprpairus (>10%). He ca
YCTaHOBSHHM HOBH HeKeslanu peakiuu Ha Comirnaty Original/Omicron BA. L.

BesonacuoctTa Ha Oyctep no3a Comirnaty Original/Omicron BA.1 npu numa Ha BB3pacT

18 1o <55 roauHu 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 g (MOHOBaJIEHTHA)
clie]] 3aBbpIIBaHe Ha BakcMHauuATa ¢ 3 1o3u Comirnaty. Hali-uecTuTe He)XXelIaHU peakuy IpH Te3U
YYaCTHHUIM Ha Bb3pacT 18 1o <55 rogunu ca 60yika Ha MSICTOTO Ha HHKeKTHpaHe (>70%),

ymopa (>60%), rmaBo6omue (>40%), muanrus (>30%), Brpucane (>30%) u aprpanrus (>20%).

CnuchK Ha HEXKEJNAHU PEaKUK OT KIMHUYHYU u3nutBadug 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

Hexenanute peakiuy, HabII0JaBaHH 110 BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca N30POSHH MO-10ITy,
CBTJIACHO CIIEHUTE KaTEeTOPUH 110 YeCTOTA:

Mmoro gectu (>1/10),

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

Heuectu (>1/1 000 mo <1/100),

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

Mtuoro peaku (<1/10 000),

C Hem3BecTHa YecTOTa (OT HATUYHHUTE JaHHHM HE MOKE JIa Ob/Ie HallpaBeHa OIEHKA).
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Taoauna 1:

Hesxesanu peakuuy oT KIMHUYHUTE NpoyuBanusi Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTunrosusi onut ¢ Comirnaty npu Jaunmna
Ha Bb3pacT 12 ¥ noBeye roMHU

Cucremo- MHoro YecTn Heuectu Penxn MHoro C
opraHeH YecTH (>1/100 xo |(>1/1 000 xo| (= 1/10 000 peaKu HEeM3BeCTHA
KJIac =1/10) <1/10) <1/100) hi () (<1/10000) | wuyecrora (oT
<1/1 000) HAJIMYHHTE
JaHHH He
MOKe 1a
obae
HaNpaBeHa
OleHKa)
Hapymenns Jlumdane-
Ha KPbBTa U HomaTus®
muMm¢HaTa
cucTeMa
Hapymenus Peakrun Anadumakcus
Ha UMyHHaTa Ha CBPBX-
cucTema YYBCTBU-
TEITHOCT
(mamp.
00puB,
HIpypUTYC,
ypTHKapus’®,
anruoenem’
Hapymenns Hamanen
Ha amneTHuT
MeTabonm3ma
Y XpaHEHETO
[Meuxuuau bescrHue
HapyIICHUS
Hapymenus I'maBoGonme Jletaprus | Octpa [TapecTesus';
Ha HepBHATa nepudepHa XunecTe3us”
cucTema TUIeBa
napaumsa’
Coepaeunu Muoxkapaut
HapyIICHUS r
ITepuxkapaut”
CromarrHo- Huapus® T'anene;
YpEBHU [ToBpriIane
HapyIICHUS r
Hapymenus Xunep- Epurema
Ha KOXKarta u XHIPO3a; MynTudopme”
IIOJKOXKHaTa Homan
THKaH M3MOTSBA-
HUS
Hapymenns Aptpanrus; Bonxka B
Ha MYCKYJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
CUCTEMa U
ChEIIMHUTEITH
aTa ThKaH
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Cucremo- MHoro YecTn Heuectu Penxn MHuoro C
OpraHeH 4ecTu (>1/100 xo |(>1/1 000 xo| (=1/10 000 peaxu HEM3BEeCTHA
KJiac (=1/10) <1/10) <1/100) ao (<1/10000) | uectoTa (oT
<1/1 000) HATMYHUTE
JaHHM He
MO3Ke 1a
obae
HATIpaBeHAa
OLICHKA)
O6mmm bonka Ha 3adepBsBaH | ACTeHUS; O6mmpeH
HapyIIeHHs U | MSCTOTO HA | € Ha Hepasno- OTOK Ha
edexTn Ha WHKEKTH- MSICTOTO Ha | JIO)KEHUE; BaKCHHHUPAaHH
MSICTOTO Ha paHe; umkekTu- | [pyputyc sl KpalHUK",
MPWIOKEHUEe | YMopa; paHe Ha MSCTOTO Otok Ha
Brpucase; Ha WHKCK- JUIETO™
IMupexcus®; TUpaHe
Otok Ha
MSCTOTO Ha
WHKCKTH-
paHe

a. Ilo-romsama gecrora Ha muMmdaneHonatus (2,8% copsmo 0,4%) e HabmMogaBaHa IPY YIACTHHUIIH, TIOTYIHIH
Oycrep no3a B [IpoyuBane 4, B CpaBHEHHUE C YUYaCTHHIIHU, NOJTYYWIU 2 JIO3U.

6. Kareropusra no uecrora 3a ypTuKapusi 1 aHTHOEJIEM € “penku’”.

B. [lIpe3 nepuoja Ha MpociesIBaHeTo 32 OE30MACHOCT HA KIIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 T,

octpa nepudepHa JUIeBa napajin3a ¢ ChoOIIeHa OT YeTHpUMa yJacTHHIM B rpymnara Ha uPHK BakcunHaTta

cpemty COVID-19. [osiBata Ha nuneBa napanuza e Ha Jlen 37 cnen J{oza 1 (Jlo3a 2 He e npuiioxeHa Ha

yuactHuka) u Iau 3, 9 u 48 cinen [o3a 2. Hama choOleHus 3a ciiydau Ha 0cTpa nepudepHa JTUieBa

mapannsa B TpymnaTa Ha 1miane0o.

Hexenana peakius, yCTaHOBEHa CIIe/l pa3pelIaBaHe 3a yrnoTpeoa.

OTHacs ce 3a ppKaTa, Ha KOATO € TIOCTaBeHA BaKCHHATA.

[o-roxsiMa wecToTa Ha IHpPEKCHs € HaOII01aBaHa ciell BTOpara /103a B CpaBHEHHE C ITbPBATa J03a.

Cro0maBa ce 3a OTOK Ha JILETO TP PEIMITACHTH Ha BAKCHHATA, Ha KOUTO € OMJI MEYKEKTUPAH JepMalieH

(rrEp Tpe3 MOCTMApKETHHTOBHS TIEPUOT.

X ok

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

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

[Be rojeMu gapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeHH B EBporna oLeHsBaT Mo-BUCOKHSA
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe ciiell BToparta qo3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHU cjie]] BTopaTa 103a uMa okoio 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 nepuog ot 28 nHu ciel Bropara go3a uMa 0,57 (95%
JAU: 0,39 - 0,75) momrpmuuTeHE cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-roUITHE IOHOIIN U
MBKe, B CpPaBHEHHE € XOpa 0e3 eKCIO3HIIHA.

C’B06H_IaBaHe Ha 1003 pPaHu HCXKCJIaHU PCAKIINH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MM03BOJIsBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO IT0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
[I0I03UPaHa HeXKEIaHa Peakiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, IOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAITMYCH.
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4.9 Ilpeno3upane

Vima Hanu4YHU TaHHY 32 TIpe03UpaHe IpH 52-Ma yYaCTHHIH, BKIIOYCHH B KIIMHUYHOTO U3IHUTBAHE,
KOWTO TTOpaJiy IPelIKa B pa3pexkIaHeTo ca nmoiaydmin 58 mukporpama Comirnaty. Bakcuaupanure He
cb0OIIaBaT 3a MOBUILICHA PEAKTOTCHHOCT WJI HEKEJIAaHN PEaKIn.

B cnyyaii Ha ipejo3upane ce npernopbyBa NPOCiieIBaHe Ha )KU3HEHUTE (QYHKIUH U Bh3MOXKHO
CHUMIITOMATUYHO JICYCHUC.

5. DPAPMAKOJIOI'NYHU CBOUCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

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

MexaHnU3bM Ha IEWCTBUE

Hyxneosuano momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
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
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJIHaTa YacT Ha crnupanaTa. MyTanusra Ha Te3u JBE aMUHOKUCEIUHH A0 MPOJIMH CTa0MIH3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYrTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO MPOM3BOICTBO Ha HEYTPAIM3UPAIIM AHTUTENA, TaKa U KIIEThUeH UMYHEH OTTrOBOp KbM S (Spike)
aHTUTEHA, KOETO MOJKe JIa JIonprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

Aoanmupana Comirnaty cpewyy Omicron

Edukacuocrra Ha 6ycrep moza Comirnaty Original/Omicron BA.4-5 e u3BemeHa 0T UMyHOT€HHOCTTA
Ha ajanThpaHa BakcuHa cpenty Omicron BA.1.

Comirnaty Original/Omicron BA.1

Omunocumenna UMyHO2EHHOCH HA GAKCUHAMA HPU YHACMHUYU HA 8b3pACcm >55 200uHu — cied bycmep
0o3za Comirnaty Original/Omicron BA.l (vemsvpma 0o3a)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E), 610 Bp3pacTHH Ha BB3pacT
HaJ 55 TOAMHM, 3aBBPIIMIN cepus oT 3 Ao3u Comirnaty, ca oayduian 1 OT cliegHuTe KaTo OycTep
no3a (derBbpra n03a): Comirnaty (30 pug) mim Comirnaty Original/Omicron BA.1 (15/15 pg). GMR u
CTETEHTa Ha CEPOJIOTHYEH OTTOBOP Ca OLICHSIBaHM Ha 1-Bus Mecel] cie OycTep BaKCHHALMS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narara Ha 3akarouBaHe Ha maHHATE 16 Maii 2022 r.,
TOBA Ce sABsABa IIEPUOJ Ha IpociieAsBaHe ciel Oycrep no3a ¢ menuana 1,7 mecena. bycrep nosara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npunarana 4,7 no 11,5 mecena (meauana 6,3 mecena)
CJIeJ] TpeTaTa Jio3a.

[IppBUYHATA LIE)1 HA aHANU3a € /1a Ce HAIpaBH OLIEHKA 3a MIPEBB3X0ACTBO, TI0 OTHOLIEHHE HAa HUBOTO
Ha TUTHPA Ha HEYTPAJIM3UPALIUTE aHTUTENA, U 3a HE M0-MaJlka e()UKaCHOCT, [10 OTHOLICHUE Ha
CTETIEHTa Ha CEPOJIOTHUEH OTIOBOP, Ha IMYHHHS OTTOBODp cpenry Omicron, HHIYIUPaH OT 1032
Comirnaty Original/Omicron BA.1 (15/15 pg), B cpaBHeHHE € OTTOBOpPa, MPESIU3BUKAH OT 032
Comirnaty (30 pg), npraoKeHa KaTo YeTBbPTA /1034, IPH YYACTHHIH, KOUTO BEeYe ca Oin
BakcuHupanu ¢ Comirnaty, Ha Bb3pacT Haj 55 TOIUHHL.

IMocturnato e npeBb3xoacTBo Ha Comirnaty Original/Omicron BA.1 (15/15 pg) cnpsimo Comirnaty
(30 pg), Thit kKaTo MoHATA TpaHua Ha 2-cTpanuus 95% JIU 3a GMR ¢ >1 (Tabmuna 2).
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Ceponoru4HUAT OTTOBOP CE ONPEeNis KaTo MOCTUTaHe >4 MbTH MOBUIIIEHHE OT U3X0AHO HHUBO (TIpean
BaKCHHAITUATA B TIPOYIBAHETO). AKO M3MEPBAHETO Ha M3X0MHO HUBO ¢ moa LLOQ, u3smepBane cien
BakcuHanusaTa >4 X LLOQ ce cunTa 3a CEpoNOrH4eH OTTOBOD.

Pasnnkara B IpoIIEHTa Ha YYaCTHHUIIMTE, IIOCTUTHAIM CEPOJIOTMYCH OTTOBOP KbM BapuaHTa Omicron,
Mexy rpynara Ha Comirnaty Original/Omicron BA.1 (71,6%) u rpynara aa Comirnaty (57%) e
14,6% (2-ctpanen 95% JIU: 4,0%; 24,9%). CnefoBaTenHO € MOCTUTHATA HE MO-Maka eUKACHOCT.

Ta6auna 2: MoagnpoyuBane E - Cpenqno reoMeTpuyHO CHOTHOLIIEHUE IPU CPABHEHUETO MEKIY
TpyNnuTe HA BAKCHHHUTE — y4acTHULM Oe3 NaHHU 32 nHGexknusa 10 1 mecer cien
Jo03a 4 — pa3mupeHa KOX0opTa — NOArpyna 3a UMYHOT€HHOCT — YYACTHHUIM HA
Bb3pacT HajJ 55 roaHu — NonyJiauus, OleHUMa 32 HMYHOT€HHOCT

Bpemena
TOYKA 32
I'pyna Ha BakcuHa B3eMaHe
(kakTo ca Ha GMT GMR
AHayu3 PAHIOMHU3UPAHH) npoba® | N° (95% JAU®) (95% JIN")
Comirnaty 4558
SARS-CoV-2 (30 pg) 1 mecen | 163 | (365.9; 567,6)
HEYTPaTH3aIHOHCH Comirnaty
ananus - Omicron - .
BA.1 - NT50 (turhp) Original/Omicron BA.1 711,0 1,56
(15/15 pog) 1 mecen | 178 | (588,3;859.2) | (1,17, 2,08)
Comirnaty 5998,1
(30 o) (5 223,6;
SARS-CoV-2 1 mecenr | 182 6 887,4)
HEyTpaJIN3allMOHEH Comirnaty 5933,2
ananus - pepepenrer| Original/Omicron BA.1 (5188,2; 0,99
maM - NT50 (tutep) (15/15 pg) 1 meceny | 186 6 785,2) (0,82; 1,20)

Cokpamenuns: [ = noseputenen uarepsain, GMR = cpeano reomerpuyno crotHomeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = noiHa rpaHnna Ha KOIMYECTBEHO OMpeAensHe; N-CBbp3BaHE = CBBP3BAHE C
nykneonporenHa Ha SARS-CoV-2; NAAT = recr 3a amminukanms Ha HyKJIeMHOBH kucenunu; NT50 = tutep
Ha HeyTpaJIM3UpaliTe aHTHTela, HaMalsiBalll BUpycHaTta akTHBHOCT ¢ 50%; SARS-CoV-2 = texbk
pecrupaTopeH CHHAPOM KOPOHABUPYC 2.

3abenexka: [loarpyna 3a UMyHOT€HHOCT = NPOM3BOJIHA ITpoba oT 230 y4acTHHUIM B TpynaTa Ha BCSKA BAKCHUHA,

n30paHu OT pa3lIMpeHaTa KoXopTa.

3abenexka: B aHanuza ca BKIIIOYEHH ydyacTHHIU O3 CEPOJIOTMYHU WIIM BUPYCOJIOTMYHH JIaHHU (Ipein

B3€MaHETO Ha KPbBHA NP0o0a Ha |-BHs Mecel] ciiel BAKCHHAIMATA B TIPOYYBAHETO) 32 MUHAIA HHPEKIHUS ChC

SARS-CoV-2 (1.e. oTpuniatensu 3a antutena ¢ N-cBpp3BaHe [cepyM| Ha BUBUTHTE 32 BAKCHHALIUS B

MPOYYIBaHETO M 1 Mecell cliel BAKCHHANIKATA B IPOYYBAHETO, ¢ oTpuraTencH pe3yirat oT NAAT (ma3anHa

HaTPHUBKA) HA BU3NTATA 32 BAKCHHAIMS B IPOYIBAHETO M HA BCSIKA HETIAHMPAaHA BU3WTA IIPEIH B3€MAaHETO Ha

KpBBHA ITpoba Ha 1-BHs Mecell cliel BAKCHHAIMATA B IPOYYBAHETO), KakTo 1 Oe3 anamue3a 3a COVID-19.

a. OrmpeneneHo BpeMe 3a B3eMaHe Ha KPBbBHU ITPOOU 110 MPOTOKOJL.

6. N =0poii y4acTHUIM C BaJMIHU U ONIPEEIICHHU PE3YNITaTh OT aHajlK3a 3a JIaICHHs aHAJIN3 TIPH JaJieHaTa
BpeMeBa TOYKa 3a B3eMaHe Ha 1pooa.

B. GMT u 2-crpannute 95% JIM ca u3uucieHu 4pe3 eKCIOHECHIIMOHUPAHE Ha CpelHaTa JJIOTapUTMUYHA
CTOMHOCT Ha TUTpUTE U choTBeTHHTE JIU (Ha Oa3aTa Ha pasmpeneneHuero Ha Student t). Pesyararute ot
ananu3a mox LLOQ ca 3amamenu kato 0,5 x LLOQ.

r. GMR u 2-ctpanrute 95% JIU ca n3umncieHn 4pe3 eKCIIOHCHINOHNPAHE Ha CPeJHATA Pa3iIiKa B
JIOTAPUTMHUYHHUTE CTOMHOCTH Ha TUTPHUTE (IPyra Ha BAKCHHATA HA CHOTBETHHs pex - Comirnaty [30 Ug]) u
crotBeTHUs JIM (Ha 6a3ara Ha pasmpenenenneTo Ha Student t).

Comirnaty 30 pug

IIpoyuBane 2 € MHOTOIICHTPOBO, MHOTOHAITHOHAIHO, PAaHAOMH3UPAHO, TUIAIIe00-KOHTPOIUPAHO,
3acienceHo 3a Habmroaarens npoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J103aTa, CEICKIUS Ha
KaHJUIaTH 32 BaKCUHA U e()UKACHOCT IIPU YYACTHHIIM Ha Bb3pacT 12 1 moBeye rouHHu.
PanmoMuzanmsiTa € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa BB3pacTt, 16- 1o 55-roaumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpymnara
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>56 ronuan. OT NIPOYYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYIACTHHIIM C TIPSININTHA KIIMHUIHA WITH MUKpoOHonorudaa quarsosa 3a COVID-19. Bxmodenu ca
YYaCTHUIIM C BEYE CHINESCTBYBAIO CTAOMITHO 3a00JsBaHe, ONPEACICHO KaTo 3a00JIsIBaHe, KOSTO HE
HaJiara 3HauMMa MPOMSIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeAMUIIM NIPEH BKIIOUYBAHETO, KATO YYACTHHIIN C U3BECTHA CTA0MITHA HH(EKITHUS C YOBEIIKH
umyHonedunmren Bupyc (HIV), Bupyca na xemarur C (HCV) wu Bupyca Ha xematut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 Hoemspu 2020 T.,
npubnuzutenso 44 000 yyactHULIM ca paHAOMHU3HpPaHH OPABHO U TpsOBa aa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanu3bT 3a €pUKacCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMKuTe Ha 19 1o 42 muu cien mhpBaTa BakcuHaus. [loBedero
(93,1%) BakcuHMpaHu ca MONyYUiId BropaTa n1o3a 19 1o 23 nuu cnex Jlosa 1. [lnanupano e
ydacTHUIMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a onjeHka Ha Oe30macHOCTTa U
epukacaoctra cpeary COVID-19. B kMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBANIO JIa
chOMI0/IaBaT UHTEPBAT OT MUHUMYM 14 THH NIpeH U ciie]l TPUIOKEHUETO Ha POTUBOTPUITHA
BaKCHHA, 3a J1a mony4art win rianebo, i nPHK Bakcuna cperry COVID-19. B ximmHU9YHOTO
NpOYYBaHe OT YUYACTHHUIUTE CE € M3MCKBAJIO JIa CHhOIII0aBaT MHTEPBAI OT MUHUMYM 60 JTHH Tpean
WIIW CJIe/T KaTO ca UM OMITU MTPHUIIOKESHU KPBBHH MPOJLYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIN
MMYHOTTIOOYJIMHU B PaMKHTE Ha BPEMETO /10 3aBbPIIBaHE Ha IPOYUYBAHETO, 3a Ja MOTy4aT Uil
rrane6o, unmn nPHK BakcunHa cpemry COVID-19.

[lomynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKIItOYBa 36 621 yyacTHHIM Ha
BB3pacT 12 u noBeye roguau (18 242 B rpynara va uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qanHu 3a npeaumnia nHpeknus cb¢ SARS-CoV-2 no 7 nuu cnen BTopaTta
no3a. lombaHuTtenno uMa 134 yyacTHUIIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynara Ha uPHK
BakcuHaTa cpemry COVID-19 u 68 B rpymara Ha mnane6o) u 1 616 ygacTHwunu - Ha Bb3pacTt 75 u
noseue roaunu (804 B rpynata Ha ”PHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(PUKACHOCT YYaCTHHIUTE ca IPOCIEIIBAaHY 32 CHMIITOMH Ha
COVID-19 B npoabinkenue Ha o610 2 214 gopekoroaunu B rpynaTta Ha nPHK Bakcunata cpernry
COVID-19 u 06110 2 222 40BEKOTOJMHHM B TpyIara Ha iamnedo.

Hsima KHUYHO 3HAUYMMH pa3lIUKH B 001IaTa e(pMKaCHOCT Ha BAKCHHATA IPH YYaCTHHUIIN C PUCK OT
Texkka popma Ha COVID-19, BkimounTeNHO TE3H ¢ | WM MoBeYe ChITBTCTBAIM 3a00JIIBaHMsI, KOUTO
yBennuaBaT pucka ot Texka gopma va COVID-19 (namp. actma, nHnekc Ha TenecHaTa maca (MUTM)
>30 kg/m?, xpornaHo Genoapo6HO 3a60sIBaHeE, 3aXapeH AMabeT, XUIEPTOHHUS).

HHupopmarusaTa 0OTHOCHO e(hUKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmuia 3.
Ta6auna 3:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus jeH ciaen
Jo3a 2, no Bb3pacToBH MOATPYNH — YYACTHUIM 0e3 TaHHU 32 WH(eKUHUA mpean
7-mus neH cien Joza 2 — nonmyianus, oneHuma 3a epuxacHoct (7 1HH)

IInpBa nmosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIUA 0€3 TaHHHU 3a
npeaumua nadexknus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Mnamedo
N# =18 198 N2 =18 325
Cayuan Cayuaun
n1® n1® E¢ukacroct Ha
Ilepnox Ha Ilepnox Ha BaKcHHaTa, %
Ioarpyna Haomoaenune”® (N2") Hadmoaenune” (N2") (95% AN)"
Bceuuku yuactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
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Ha BB3pacT 65 u 1 19 94,7
MOBEYE TOINHHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHNTE CiTydan ca ONpEEIeHH Upe3 OJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa

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

cpotBercTBall Ha COVID-19 [*Omnpenenenue 3a city4aii: (moHe 1 oT) MoBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA

Ce WJIM 3acuiieHa KalllIHIa, HOBOIIOSIBUII CE MJTM 3aCHJICH 33/1yX, BTPUCAHE, HOBOIIOSIBIIIA CE WJIM yBEJIHMYECHA

0oJIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHC, BB3IAJIEHO I'bPJI0, IUAPUS HIIH

MOBPBIIAHE. |

* B ananu3a ca BKJIIOYEHH YYaCTHULM O€3 CEpOJIOTMYHH ¥ BUPYCOJIOTUYHH JaHHU (IpeIy 7-MHUsl JICH Clie]l

MIPHUJIOKEHUE Ha MMOCjIeIHaTa 103a) 3a MuHaaa nadpekms cb¢ SARS-COV-2 (T.e. OTpHIIaTEIHN 32 aHTHTENA

¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTKpuT SARS-COV-2 ¢ Tect 3a amrumdukanys Ha HyKIeHHOBa

kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKa) IPH BCsAKA HEIUTAHUpaHA BU3NTA MpeAn 7-MHS ACH

cnen Jloza 2.

N = bpoii yqacTHHIIH B IOCOYEHATA TpyTa.

nl = Bpoil yuacTHULIM, OTTOBAPSILY HA ONPEAETICHUETO 3a KpalHaTa TOUKa.

B. OO neprox Ha Habmoaenne B xwisian (1 000) yoBekoroauHM 3a JajieHaTa KpaiHa TOYKa IPH BCHYKH
y4YacTHHUIM BBB BCSIKA PUCKOBA I'pyIIa 110 OTHOIIEHHE Ha KpalHaTta Touka. BpemeBusT nepron 3a
HarpynBaHe Ha ciyyau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha iepuojia Ha HabJIroIeHue.

r. n2=0poii Ha y9aCTHHLIMTE B PUCK 10 OTHOILIEHUE Ha KpalHaTa TOUKa.

n.  JIByctpaHHUAT noBeputeseH uatepBa (JIN) 3a epuxacHOCT Ha BakcHHATA € TIOJIy4eH Ha 6azara Ha MeToja
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. [V He e Kopurupas 3a MHOXKECTBEHH
aHaJM3H.

IS

Eduracunoctra Ha n”PHK Bakcunara cperry COVID-19 nipu npeBeHnMsTa Ha THpBa MOsSBa HA
COVID-19 ot 7-mus aen ciexn Jo3a 2, B cpaBHeHHE ¢ m1anedo, e 94,6% (95% noBeputesieH HHTEpBaI
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JJoKa3aTeCTRa 3a
npenuiHa nadpeknus cbe SARS-CoV-2.

JIOITBITHUTEITHO €IMH TOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA TIOKa3Ba CXOJHN OIICHKU Ha
TOYKAaTa 3a e(UKACHOCT B TPYIHTE IO TI0JI, ETHUYECKA MIPUHAISKHOCT ¥ YJaCTHHIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

U3BbpieHn ca akTyaln3upaHd aHAIN3H 33 €(PUKACHOCT MTPH HATMYUETO Ha JIOITBIHUTEITHH,
noTBbpaeHu ciydan Ha COVID-19, naTpynaiiu ce 1o BpeMe Ha 3aCjIeIeHOTO IIale00-KOHTPOIHPAHO
mpocJieasBane, 00XBaramo nepuoaa 10 6 Mecena cuen Jloza 2 B momynanusara 3a epUKacHOCT.

Axryanu3upanarta nHpopManus 3a ehUKacHOCTTa Ha BAKCHHATA € Tipe/icTaBeHa B Tabmwua 4.

Ta6auna 4:  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus 1eH caen
Jo3a 2, 1o Bb3pacTOBH MOATPYNH — YYACTHHIM 0€3 JaHHU 32 NMPeJIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aen cien Jlo3a 2 — nonysanus,
oneHnMa 3a epuxacnoct (7 1HH), 10 BpeMe Ha IIANE60-KOHTPOJIUPAHHUS MEPHO
Ha npocJieisiBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
N2=20 998 N2=21 096
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
Moarpyna Ha0mogenne” (N2") Habmogenne” (N2") (95% A"
Bcewnukn yyactHunm® 77 850 91,3

6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
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16 no 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
MoBeYe TOIMHH 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 ropuHn 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
oBeYe TOIMHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBBbpCHHTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ o0paTHa

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

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

€ KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIJIMII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM yBEIWYMIIA ce OOJIKa B

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

B ananmm3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTtenHu 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 JaeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B TIOCOYEHATA rpyHa.

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

B. OO nepuox Ha HaOmoenue B xwisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpU BCUYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHara Touka. BpeMeBUAT epros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 kpast Ha iepuojia Ha HaOJIroIcHHE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHNE HAa KpaliHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepureneH uaTepnan (JJ1) 3a epukacHOCT Ha BakCHHATA € MOTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTo Ha HaOJIOICHIE.

e. BxirouBa noTBBbpACHHU Cilydyau IpU Y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha mare6o.

IS

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK Bakcunata cpemry COVID-19
mpu npepeHnusTa Ha mosiea Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ miane6o ¢ 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyaCTHHIIUTE B MOMYJIANUATA, OLEHIUMA 332 e()UKACHOCT, ChC WIH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.

JIOIBJIHUTEIIHO aKTyaTu3uPaHUTE aHATH3H 3a €(DUKACHOCT TI0 MOATIPYIIH TOKa3BaT CXOAHN TOYKOBH
OIICHKH 3a e(UKACHOCT B TPYITUTE TI0 MOJI, STHHYECKA MMPUHAICKHOCT, Teorpadcko MoIoKeHNE U TIPH
YYaCTHHITMTE ChC ChITHTCTBAIIH 3a00JIIBAaHUs U 3aTIBCTIBAHE, CBP3aHH C BUCOK PHUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka ¢popma na COVID-19
AKTyanv3upaH aHaJIu3 Ha BTOPUYHATE KPAHN TOYKH 3a e(PUKACHOCT moAKperrst mon3ata ot nPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsia Texka gopma Ha COVID-19.

Or 13 mapt 2021 r. edmkacHOCTTa Ha BaKCHHATa cperry Texka popma Ha COVID-19 e mpencraBena
caMmo 3a YYaCTHUIM Cbc Wi 0e3 npeaninna napekuus cbc SARS-CoV-2 (Tabnuua 5), T KaTo
Oposar na ciryyante Ha COVID-19 npu yuactaunm 6e3 npeanmna nadekuus cs¢c SARS-CoV-2 e
CBIIUAT KATO TO3M IIPH YUIACTHHUIIM ChC WK Oe3 mpeauinHa nHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha ”PHK Bakcunara cperry COVID-19 u Ha mane6o.
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Tadauuna 5:  EdukacHocT Ha BakcHHATa — MbPBa MosiBa Ha Texkka ¢gopma Ha COVID-19 npu
YYaCTHHIHU cbc HiH 0e3 mpeauinHa uHdexuus cb¢c SARS-CoV-2 na 6a3ara na
omnpeieJIeHHETO HA ATeHIIUATA 32 KOHTPOJI Ha XpaHuTe U JekapcreaTta (Food
and Drug Administration, FDA)* ciex lo3a 1 wiu ot 7-mus nen ciaen o3a 2 B
Nepuoa HA MpocJiessBaHe Ha MJIane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayyan Cayyan
nl* n1? Eduxacnoct Ha
Ilepuon na Ilepuoa Ha BaKcHHaTa, %
nadsonenne (N2°) naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen 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: [IoTBBEpCHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakius ¢ o0paTHa

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

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

ce KaIUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHITHII Ce 3alyX; BTPHCAaHE; HOBOIIOSBIIIA CE MIIM YBEIMYIMIIA ce OOJKa B

MYCKYJIHTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC HIIM MUPHC; BH3NAJICHO 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, TIOKA3aTEITHN 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
>30 BOMIIBaHMA B MHHYTA, Chbp/I€YHA YeCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTaeH BB3AyX Ha MOPCKOTO PaBHHUIIE UM CHOTHOIIEHHE HA apTePUAIHOTO ApLUAIHO HAJIATaHe Ha
KHCIIOpO/ia KbM (pakimaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HEAOCTATHUHOCT [ONpe/ieieHa KaTo HyK/Ja OT [T0laBaHe Ha KHCIIOPO/]] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHNYHA BEHTWIALMS WM EKCTPAKOPIIOpaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IIOKOBO CHCTOSTHHE (CHCTOMMYHO KpBBHO Hasrane < 90 mm Hg, arnacTonmyHO KPBEBHO
Hamsrase < 60 mm Hg wim Hy)Ia oT Ba30mpecopn);

e 3HaumMa octpa ObOpedHa, YepHOAPOOHA WIIM HEBPOJIOTHYHA TUCQYHKIIUS;

e [IpuemaHe B OTICNICHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoit yqacTHHIIH, OTTOBapSAIIM Ha ONPEAEICHUETO 3a KpaHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa ToYKa.

B. /JIByctpanuusT nosepurenen untepsai (JJ1) 3a epukacHocTTa Ha BAKCMHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocr, onieHeHa Ha 6a3ata Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4actHUIM,
noxyannu J{o3a 1, 3a orieHka Ha e(pUKaCHOCTTA, KOSITO BKJIFOYBA BCHUKU PaHIOMU3HUPAHU YUYACTHUIIH,
MTOJTYYHJIH TIOHE | /1032 OT M3NHUTBaHATA HHTCPBCHIHS.

n.  O6m nepron Ha HaOroneHue B xwsian (1 000) 9oBekoroAWHY 3a JaJicHaTa KpaifHa TOYKa IPU BCUYKH
YYaCTHUIIM BBB BCAKA PHCKOBA TPyIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBuAT mepro 3a HaTpyIIBaHe
Ha ciyvan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIFOICHUE.

e EduxacHocr, onleHeHa Ha 6a3aTta Ha IMOMyJNAIMATA, OIICHIMA 3a e(pUKacHOCT (Ha 7-MHus JI€H), KOSTO BKITFOUBa
BCUYKH IMOJXOSIIN PaHJOMHU3UPAHH YYaCTHHUIM, HOIYyYHIN BCHUKH 03K OT U3ITMUTBAaHATAa MHTEPBEHIINS,
KaKTO ca paHIOMH3UPAHH B IPEABAPUTEITHO OTIPEAeNICHHS PO30peL, O3 IPYTH ChIIECTBEHH OTKIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPE/ICTICHO OT KIIMHHUIIACTA.

k. OOm nepuon Ha HaOmoaeHue B Xuwisian (1 000) HoBekoroAwHY 3a AajieHaTa KpailHa TOYKa pH BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha cirygan Ha COVID-19 e ot 7-mus aen cnen Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJII0ICHHE.

Egukxacnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cieo 2 003u

IIpu mppBOHavaeH ananu3 Ha [IpoyuBane 2 mpu roHOIN Ha BB3pacT 12 mo 15 roguam (¢ Mequana Ha
MPOIBIDKUTETHOCTTA Ha TIpociiensBane >2 Mecena cien Jlo3a 2) 6e3 JaHaM 3a IMpeaulTHa HHDEKITHs,
Hama ciydad npu 1 005 yuacTHuIM, TOIYYUId BaKCHHATa, U uMa 16 cirydas npu 978 ydacTHHIIH,
nosryuni roiane6o. ToukoBara oreHka 3a epukacHoct e 100% (95% nosepurenen unrepsan 75,3;
100,0). IIpu yuacTHuIM cbe WU Oe3 NaHHM 32 npenuinHa nHpeknus uma 0 ciaydas npu 1 119-te
YYaCTHUIIM, TIOTYYHIIM BakcuHaTa, U 18 cimyyas npu 1 110-te ygactHum, nomyywiu iane6o. Tosa
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CBIIIO MTOKa3Ba, Y€ TOUYKOBaTa oreHKa 3a eduxacuoct € 100% (95% nosepurenen nateppan 78,1;
100,0).

AKTyalM3upaH¥ aHAIH3M 32 €PUKACHOCT ca HApaBeHH MPH JOMTBIHUTEITHO OTBBPICHH CIydYan Ha
COVID-19, p3uukHamu 10 6 Mecena cien Jlo3a 2 1o Bpeme Ha 3acjIeIeHOTO I1aie00-KOHTPOIHPaHO
MPOCIIEABaHE B MOMyJauaTa 3a ¢(hUKaCHOCT.

B axryanuzupanus ananus 3a euxacHocT Ha [IpoyuBane 2 npu 1oHOIHN Ha BB3pacT 12 1o 15 rogunm,
0e3 1aHHU 3a IpeauiiiHa HHPEKIINS, Clydad Ha 3a00J1BaHe He ca HaOJF0AaBaHu PU

1 057 yvacTHum, nomy4yniau BakcuHata, a npu 1 030 momyynnm mnanedo uma 28 ciryyasi. ToukoBata
oreHka 3a epuxacuoct e 100% (95% nosepurenen unatepsan 86,8; 100,0). [Ipu yyacTHUIM ChC MU
0e3 nanHu 3a npeauinHa nHpekus uma 0 ciryyas npu 1 119 nonyunnm BakcuHaTa, a npu

1 109 yvactauim, nomyunin rianedo nma 30 cayyast. ToBa cbIno mokas3sa, 4e TOYKOBATa OLICHKA 3a
edpuxacaoct e 100% (95% nosepurenen untepsai 87,5, 100,0).

B IlpoyuBane 2 e mpoBeieH aHAIN3 HA TATPUTE Ha HEYTPAIU3UPALINTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen caen [o3a 2 npu n3bpana Ha cilyyaeH OpUHIMII IOATPYTa y4acTHULHU Oe3
CEPOJIOTMYHH WJIM BUPYCOJIOTUYHM JaHHM 32 MUHasIa uH(ekius cbe SARS-CoV-2 no 1 mecer cien
Jlo3a 2, cpaBHsBaIl OTTOBOpPA MPH IOHOIIX Ha BB3pacT 12 no 15 rogunu (n = 190) ¢ To3u npu
y4YaCTHHIM Ha Bb3pact 16 g0 25 roqunu (n = 170).

CBHOTHOIIEHUETO HA CPEIHUTE TEOMETPUYHHU TUTPH (geometric mean titres, GMT) npu Bb3pacToBaTa
rpyna 12 no 15 rogunu crpsiMo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTeHO € TOCTHTHAT KPUTEPHUSAT 32 HE T0-Malika e(DUKaCHOCT, KOUTO €
choTHOLIeHue 1,5 , Thil KaTo osHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUyHO
ChOTHOILIEHHE (geometric mean ratio, GMR) e >0,67.

Hmynoeennocm npu yuacmuuyu na vspacm 18 u noseue 2o0unu — cneo bycmep 0o3a
EdextuBHocTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OLIEHKA HAa TUTPUTE Ha
HeyTpanuzupammre antutena cpeury SARS-CoV-2, namansBaiiyu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa mpoyuBaHe Oyctep /03aTa € IpriIokKeHa 5 110

8 Mecena (Meauana 7 Mecera) cieq Bropara jo3a. B [Ipoyusane 2, ananusure Ha NT50 1 mecery cnen
OycTep A03aTa, cpaBHSIBAaHU C Te3u | Mecell ciell TbpBUYHATA Cepus, PH JIUIa Ha Bh3pacT 18 mo

55 romuam 6e3 cepoNIOTMYHH WM BUPYCOJIOTHYHY JaHHU 32 MUHaNa nHdpekims cbc SARS-CoV-2 no
1 mecen cnen OycTep BaKCHHALUS MTOKAa3BaT HE MO-MaJika eUKACHOCT 110 OTHOILIEHHE KaKTO Ha
cpeaHoTo reoMeTpuuHO choTHOMmeHne (GMR), Taka 1 Ha pasnuKara B CTENIEHTa HA CEPOIOTHYEH
otroBop. CepoJIOTHYHUAT OTTOBOP MPH €ANH YJaCTHHK CE OIIPEIEs KaTo MOCTUTaHe Ha >4 ITbTH
nosuienne Ha NT50 oT u3xoqHO HUBO (IIpeAn TbpBUYHATA cepusi). Te3u aHan3u ca 0000IIeHH B
Tabnuna 6.
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Tabauua 6: AHaau3 Ha HeyTpaausupaneTo Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenue Ha GMR u ceposoruunus orrosop 1 mecen ciaen
OycTep mo3a cupsiMo 1 Mecen cJjie] MbPBUYHA CepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunau 0e3 1aHHu 32 nHPexkuus A0 1 mecely ciea dycrep 103a* — momyaanus,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 Mecen ciien

Oycrep no3a/- | Ilocturuara
1 mecen ciien | 1 mecern cien | mes 3a He TO-
1 mecen ciien IbPBHYHA MbPBUYHA MaJjKa
OycTtep 1032 cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuiex
THTBP HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJIIBAIIL
BHpYyCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 212* | (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) ar
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3nupammre
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%°) -

Cokpamenuns: [N = noBeputenen uarepsait, GMR = cpeano reomerpuyHo chotHOmeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosHa rpaHnIia Ha KOJIMYECTBEHO OnpenesiHe; N-CBbp3Balll = CBbP3BAalll
Hykneonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanms Ha HyKJIeHHOBH Kuceinnu, NT50 =
TUTBP Ha HEYTPAIM3HUPALINTE aHTUTENA, HaMaJIsBalll BUpycHaTa akTuBHOCT ¢ 50%; SARS-CoV-2 = Texbk
OCTBpP PECHMPATOPEH CHHAPOM KopoHasupyc 2; /I/H = na/ue.
SARS-CoV-2 NT50 e onpezernen ¢ noMomIra Ha AHann3 Ha MUKpoHeyTpanusanusira Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3noszsa GpuyopecleHTeH pernopTep BUPYC, MOIyYeH OT Iama
USA WA1/2020, n BupycHaTa HeyTpaJH3alHs c€ OTYNTA BBB Vero KieThIHr MoHOocToeBe. NT50 Ha
IpoOHTE ce OIpeIeNist KaTo PEUIPOYHOTO CEPYMHO pa3pexaaHe, mpu koeto 50% ot Bupyca ce

HeyTpalu3mpa.

B ananm3a ca BKIIIOYEHN YIaCTHUIM 0€3 CEPOIIOTHYHA WIIM BUPYCOJIOTHYHHU TaHHH (10 1 Mecer cren

noiyyaBaHe Ha Oyctep mo3a Comirnaty) 3a MuHana uapeknus cb¢ SARS-CoV-2 (T.e. orpumartentu 3a
N-cbp3Baiu anturena [cepyM] u HeotkpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa]) ¥ €
oTpuuateneH pe3yntat oT NAAT (HazanHa HaTpHUBKa) IPHU BCSKA HEIUTAHUpPaHa BU3HUTA A0 1 Mecel cien

Oyctep mo3a.

I+

Benukn NoAXOAdH Yy4aCTHULIN, HOJTYHYNIN 2 J031 Comirnaty, KaKTO Cca paHAOMU3HUPAHU ITBbPBOHAYAIHO, C

npuiioxkeHa /loza 2 B paMKuTE Ha NpeABapUTEIIHO ONpe/eieHus npo3oper (B pamkure Ha 19 no 42 nuu
cient Jlo3a 1), momyamim Gycrep noza Comirnaty, ¢ moHe | BaJIM/IeH 1 ONIpeJiesieH pe3yJITar 3a
UMYHOTEHHOCT cie] OycTep [03a IPH B3eMaHe Ha KPBB B PAMKHTE HA ITOJIXO/IAII IIPO30pel (B paMKUTE Ha
28 mo 42 nau cnex OycTep mo3ara) u 0€3 IPYTH ChIIECTBEHH OTKJIIOHEHHUS OT MPOTOKOJIA, KAKTO €

OMPEACICHO OT KIIMHUIOUCTA.

a. 1n = 0poil yYaCTHHUIIM C BAINAHU U OTIPEACITICHN PE3YNITaTH OT aHAJN3a U B ABETE BPEMEBH TOUKH 32

B3€MaHE Ha KPbB B PAMKHUTE Ha ONPEICHHS IPO30PeIl

6. GMT u 2-ctpanute 95% I ca n3uucieHn 4pe3 eKCIOHSHIIMOHUPAHE Ha CpeaHaTa JIOTapUTMHYHA
CTOMHOCT Ha TUTpUTE U choTBeTHHTE U (Ha Oa3aTa Ha pasmpeneneHuero Ha Student t). Pesynrarute ot

ananmusa mox LLOQ ca 3aganenu karo 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JI1 ca uzuncieHu upe3 eKCIIOHEHIIMOHUPAHE Ha CpeiHaTa pa3jiuKa B
JIOTapUTMUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE JIU (Ha 6aszaTta Ha pasmpezneneHuero Ha Student t).

r. He no-manka edukacHocT e Aekiiapupana, ako JoJiHaTa rpaHuna Ha 2-crtpannaus 97,5% JI1 3a GMR e
>(,67 u ToukoBara ouenka 3a GMR e >0,80.
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J. N = O0poi y4aCTHHILM C BaJUIHU U ONPENEIICHN PE3YJITAaTH OT aHAJIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOJHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep 1032 B paMKHUTE Ha OTIPEACHHUS Tpo3opell. Te3n
CTOHHOCTH Ca 3HAMEHATEIH MPU IMPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yJaCTHHUIN CHC CEPOIIOTHYEH OTTOBOP 3a JaJICHUS aHAIN3 MIPH JaJieHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipoba. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnmka 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 no-manxka epukacHOCT € JeKiiapupaHa, ako JIoJHaTa rpaHuna Ha 2-crpanuus 97,5% U 3a

NpOLIEHTHATA pa3yiuka e >-10%.

= @»

Omunocumenta eqpukacHOCm Ha AKCUHAMA NPU YHACHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
bycmep 003a

B enun mexauHeH aHanmu3 3a edukacHocT ot [IpoyuBane 4, mnare00-KOHTPOJIMPAHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoeacHo mpu mpuomm3uTerHo 10 000 ygacTHUIM HA BB3pacT 16 u
MoBeue ToAMHU, HaOpauu ot [Ipoy4BaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAeHHU cirydan Ha COVID-19,
HATpPYyTaHU Hail-paHo OT 7/-Mus JIeH ciefl OycTep BaKCHHALMATA 10 1aTaTa Ha 3aKIF0YBAHE HA TaHHUTE
5 okromBpu 2021 r., TOBa ce ABsBa NEPUOJI HA TIPOCIISASIBAHE Cie]| OycTep J103a C MeIuaHa

2,5 mecena. bBycrep no3ara e nmpuinoxxena 5 10 13 mecena (menuana 11 mecena) ciies Bropara J103a.
OrneHena e epUKacHOCTTa Ha BaKCHUHATA B rpynara ¢ Oycrep mo3a Comirnaty cie mbpBUYHATA CEPUS
B CpaBHEHHE C rpynara Ha rmianedo BMecTo OycTep 103a, MOTyduiia caMo MbPBUYHATA CEPHS.

Wudopmanusra 3a oTHOCHTETHATa €(UKACHOCT HA BAKCHHATA NTPH YYACTHUIN HA BB3pacT 16 1 moBeue
roauHu 0e3 AaHHU 3a npeauinHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 7.
OtHocuTenHaTa epUKACHOCT Ha BAKCHMHATA [IPH YYACTHHULU ChC M 0€3 JaHHU 3a MpeJUIIHa HHPEKIUs
c¢bc SARS-CoV-2 ¢ 94,6% (95% noseputeien unrepsai 88,5% no 97,9%), nogo0HO Ha Ta3u,
HaOJIf01aBaHa MPH yYaCTHUIM O€3 aHHU 3a npeauInHa HHpEeKIysa. bposT Ha MbPBUYHUTE CIIy4au Ha
COVID-19, nabmogaBanu oT 7-Mus IeH cie OycTep BakCHHALMATA, € 7 B rpynara Ha Comirnaty u
124 B rpynara Ha mane6o.

Tabauua 7: EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien
OycTep BaKCMHAIMA — YYACTHU LM HA Bb3pacT 16 U noBeye roaunu 6e3 JaHHU 32
HH(eKIus — NomyJIanus, OeHUMa 32 e(PUKACHOCT

IIbpea nosiea Ha COVID-19 ot 7-must ieH cjiex 0ycrep /1032 NPU yYacTHHIU 0e3 JaHHH 3a
npenuiHa nHpexknus cb¢c SARS-CoV-2*
Comirnaty Mnauedo
N?=4 695 N#=4 671
Cayyan Ciyuan OTtHocHuTeIHA
n1® n1® eduracHoCcT Ha
Bpeme Ha Habaionenue”® | Bpeme Ha HabioneHune” BakcuHarta" %0
(n2") (n2") (95% JAU°)
[IspBa nmosiBa Ha
COVID-19 or 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCHHAIHSI 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 BKIIOUBAT: MOBUIIEHA TEMIIEPATYPa; HOBOMOSBUIIA CE UITU

3aciIMiIa ce KalllINIa; HOBOTIOSBIII C€ VIJIH 3aCHIIMI Ce 3a/IyX; BTPHCAHE; HOBOIOSBMIIA C€ HIIHM YBEJIMYMIIA Ce

60n1<a B MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC WJIM MHUPHC; BB3IAIICHO I'bPIIO; IHAPHSL; TOBPBIIAHE).
B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHU U 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 Busura 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc
orpumnatenex pesynrtat or NAAT [Ha3anmHa HaTpHUBKa] MPH BCSAKA HETUTAHMpaHa BU3UTA TIPEId 7-MHUsS I€H
ciies1 OycTep BaKCHHALUATA).

a. N = Bpoii yyacTHHIIU B TOCOYEHATA IPYIIA.

nl = bpoii yuacTHUIIM, OTrOBapsIIIH HAa ONPE/ICJICHUETO 32 KpaiHaTa TOYKa.

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
YYACTHHUIIM BBB BCSIKA PHCKOBA TPyIia [0 OTHOIICHUE HA KpaliHaTa ToOuka. BpeMeBHAT mmepro]1 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Oycrtep BakCHHALIMATA 10 Kpas Ha Ieprojia Ha HabroaeHue.

o
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r. n2 = 0poil Ha YYaCTHUIUTE B PHCK [0 OTHOIICHUE HA KpaiiHaTa TOYKa.
OtHocuTeHa epUKaCHOCT HA BAKCHHATA B IpyIata ¢ Oycrep go3a Comirnaty B cpaBHeHue ¢ 11ane6o
rpymarta (6e3 Oyctep no3a).

e. JIBycrpanuusr nosepurenet unrepsai (JJ1) 3a otHocuTenHa epUKaCHOCT HA BAKCHHATA € TIOJYy4eH Ha
6a3ata Ha MeTozna Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJI0eHHE.

Hmynoeennocm na 6ycmep 003a cied NbpeUdHAa 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcurna cpeusy COVID-19

EdextuBnocTTa Ha Oyctep mo3a Comirnaty (30 ug) npu Jinna, 3aBbPIIIN TEPBUYHA BAKCUHAIHS C
Jipyra paspeiieHa 3a ynorpeda pakcuna cpemry COVID-19 (xereposokna OycTep 103a) € U3BeIeHa OT
JIAHHUTE 32 UMYHOTEHHOCT, ITOJIYY€H! OT HE3aBUCUMO OTKPUTO KIIMHUYHO Mpoy4uBane (aza 1/2 Ha
Haumnonannute 3npasau uactutytu (National Institutes of Health, NIH) (NCT04889209), nmposeneno
B CphenuHEHHTE TAaTH. B TOBa mpoy4uBaHe Bh3pacTHH (quana3zoH 19 mo 80 roguHu), KOUTO ca
3aBBPIININ MTbPBUYHA BaKCHHAIMS Che cepust oT 2 103u Moderna 100 pug (N = 51, cpenna Bs3pact
54+17), enuanyna no3a Janssen (N = 53, cpeana Bb3pact 48+14) unu cepus ot 2 no3u Comirnaty

30 pg (N = 50, cpenna Bb3pact 50+18) Hali-mMaako 12 ceMHUITH PN BKIIOYBAHETO MM B
MIPOYYBAHETO U B aHAMHE3aTa Ha KOUTO He ce ¢hoOInaBa 3a uHdekiusa cb¢c SARS-CoV-2, ca
noxyunin oycrep no3a Comirnaty (30 ug). bycrep Bakcunanusta ¢ Comirnaty nHAyIHpa
yBenmaaBane Ha GMR Ha TuTpuTe Ha HeyTpanu3upanmTe anturena 36, 12 u 20 mbTH CHOTBETHO CIIEN
IBPBUYHATE 71031 Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHanus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneto CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHanms ¢ Tpera go3a cpemry COVID-19, B koeto 107 Bb3pacTHH yyacTHHIH (C MeTUaHa
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTWICH Auana3oH 54 10 77 roArHN) ca paHAOMHU3HPaHH
Haii-manko 70 muau cien 2 mo3u BakcuHa cpenty COVID-19 na AstraZeneca. Cien mspBUYIHATA CEPUS
¢ BakcuHa cpemry COVID-19 na AstraZeneca, ncesaoBupyc (auB tui), npomsiHatra B GMR Ha NTS50-
TUTPUTE HA HEYTPAJTH3UPAIIUTE aHTUTENA ce yBear4yaBa 21,6 IbTH C MPUJIaraHEeTO Ha XETePOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHara nomymnanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(popMaLus OTHOCHO YHOTpeda B IEAUATPUATA).

PaspemaBane noja yciaoBue

To3u nexapcTBEeH MPOAYKT € pa3pelieH 3a ynorpeda 1o T. Hap. CXeMa ,,pa3peliaBaHe ToJ] yCIOBUe .
ToBa o3HawaBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT C€ OUaKBaT AOMBJIHUTENHU naHHu. EBponeiickata
areHUys 1o JIeKapcTBaTa Lie U3BBPIIBA Mperiie Ha HoBaTa HH(POPMAaLKS 3a TO3H JIEKapCTBEH MPOIYKT
MoHEe BeAHBK roauiHo U Ta3u KXII choTBETHO 11€ ce akTyanusupa.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Henpunoxumo.

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

HexknuHandHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHNATE
MIPOYYBAHUS 332 TOKCUYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpogyKTHBHA TOKCUYHOCT U TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priiaraHa HHTPaMyCKYJIHO (TIOJy4YaBaiiy 3 IIBIHM TO3U 33 X0pa
BEJIHBXK CEIIMUYHO, TEHEPHPAIIN OTHOCUTEIIHO BUCOKH HHUBA TIPH ILTHX0BE TIOPAIH Pa3IHUIUITA B
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TEJIECHOTO TETJIO), MIOKa3BaT MAIBK OTOK U €PUTEM Ha MSICTOTO HA MHXCKTHPAHE W YBEIHMYaBaHE HA
0enuTe KPbBHU KJICTKH (BKIIOYUTETHO 0230 UIN U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aLMsI HA MOPTATHUTE XENaTOUUTH 0e3 TaHHM 3a YepHOAPOOHO yBpEKAaHE.
Benuku eextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxmanu IpoydYBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.

PenpoaykThBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PAa3BUTHETO Ca U3CJICABAHU TPH IUTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, pU Koeto Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpeay Yu(TOCBAHE U 110 BPEME Ha recTalus
(nmonyvaBaiy 4 JIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pa3In4usATa B TENIECHOTO TEIJIO0, B IEPHOJIA MEeX Ty JieH 21 npeau yndToCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MaiKH OT niepuojia npeau Yu(TOCBaHETO IO Kpas Ha MPOYYBAHETO B MIOCTHATAJICH JIeH 21, KakTo U
npu (heTycute U mokosieHueTo. Hama cBbp3aHu ¢ BakcUHATa e)eKTH BBPXY (PEpTUIIUTETA,
OpeMeHHOCTTa MK eMOPHUO(ETATHOTO PA3BUTUE HITU PA3BUTUETO Ha MOKOJICHUETO. JIuncBaT naHHu 3a
Comirnaty oTHOCHO PEMHHABAHETO HA BAKCHHATA TIPE3 MJIAIICHTATA HJIH EKCKPEIUATA B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTuin)azaneaunn)ouc(xexcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(monmuermnenrankon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapounn-sn-raunepo-3-pocdoxonun (DSPC)

Xonecrepou

Tpomeramon

TpomeTaMOoII0B XUIPOXIOPHT

3axapo3a

Bona 3a nnxxeknuu

6.2 HecbBMecTHMOCTH
To3u TekapcTBEH MPOAYKT He TPSOBA 1a Ce CMeCBa C APYTH JEKAPCTBEHHU MPOAYKTH.
6.3 Cpok Ha rogHoCT

HeortBopeH ¢uakoH

3ampazen praxon
12 mecena, korato ce cpxpansisa npu -90°C no -60°C.

Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen mosyyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke 1a ce chxpansaBa win npu -90°C g0 -60°C, wiu npu 2°C g0 8°C.

Korato ce chxpanssat 3ampazenu npu -90°C mo -60°C, omakoskute ¢ 10 ¢rakona BakCHHa MOTAaT Aa
ce paszmpasar mpu 2°C o 8°C 3a 6 gaca, a eIMHUYHA (PITAKOHU MOTAT J]a Ce pa3MpassT MpHU cTaitHa

temmneparypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gprarxon
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10 ceamuin chxpanenue U Tparcnoprupane npu 2°C 10 8°C B paMkuTe Ha 12-MeceuHHUs CPOK Ha
TOJTHOCT.

. Cren mpeMecTBaHe Ha IPOIyKTa 3a chXxpaneHue mpu 2°C mo 8°C BpXy KapTOHEHATa ONaKOBKa
TpsiOBa Jia ce 3amuIlie HOBUAT CPOK HA FOJJHOCT U BaKCHHATa TPsOBA Ja ce U3IT0JI3Ba HITH Jia ce
U3XBBPIU ChOOPa3HO TO3H CPOK. [IbpBOHAYATHHST CPOK Ha TOJTHOCT TPSIOBA JIa Ce 3a/Ipacka.

. Axo BakcuHata e noinydeHa npu 2°C mo 8°C, Ts TpsoOBa na ce cpxpansasa npu 2°C mo 8°C.
CpOoKBT Ha TOTHOCT BHPXY KAPTOHEHATA OITAKOBKA TPsIOBa /1a € O¥IT KOpUTHpaH, 3a 1a 0Tpa3sBa
CpOKa Ha TOJTHOCT MPH ChbXPAaHEHUE B XJIAJIWIHUK U TbPBOHAYAITHHUAT CPOK HA TOJTHOCT TPSIOBa
Jla € OWII 3apacKaH.

[Ipenu ynotpeba HEOTBOPEHUTE (PJIAKOHU MOT'aT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexnay 8°C u 30°C.

C pa3mpasenuTe GakoHH MOXKeE Jla ce pabOTH B YCJIOBHS Ha CTallHAa CBETIIMHA.
Caen pa3mpassiBaHe BAKCHHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru omkioHeHus NPU coXpaneHue 6 XaaourHuK

o JanHuTe 3a CTaOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (iakoH € ctabuien 10 10 ceqmuy,
KOraTo ce CbXpaHsBa Ipu Temnepatypa ot -2°C go 2°C, B pamkure Ha 10-ceIMUYHHA IEPHOA
Ha cbxpaHeHue mexay 2°C u 8°C.

. JlaHHUTE 3a CTA0MITHOCT MOKAa3BaT, ue (pIakoHbT MOXKeE Jla ce ChXpaHsBa JIo 24 Jaca npu
temneparypa 8°C no 30°C, BkmtounTenHo a0 12 gaca cien mbpBOTO IpoOHUBaHE Ha
3amymaigkaTa Ha (JIaKoHa.

Ta3u nHpOpMaIUs e peTHA3HAYCHA J]a YITBTH MEIUIIMHCKUTE CIICIUAINCTH CaMo B CITydail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIOHEHUE.

OTtBOpeH GaaKkoH

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
KOETO BKJIIOYBA JI0 6 "yaca BpeMe 3a Tpancnoptupane. OT MUKpOOHOJIOTHYHA TJIEAHA TOYKA, OCBEH aKO
HAYMHBT HAa OTBApsIHE M3KIIFOUBA PHCKOBE OT MUKPOOHA KOHTAMHUHAIMS, TPOLYKTHT TPsiOBa 1a ce
M3I0JI3BA BeJHAra. AKO He ce W3I0JI3Ba BeIHAra, BpEMETO U YCIIOBUATA Ha CbXPAHEHHUE 10 BpeMe Ha
ynoTpeba ca OTTOBOPHOCT Ha MOTPEOUTEL.

6.4 ChnenmuajJHM ycJI0BUS HA ChbXpaHeHHe

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

Ja ce cbxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 32 /1a C€ MPEIa3u OT CBETIINHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U M30sATrBaiTe
u3J1araHe Ha NpsKa CI'IbHYEBa CBETJIMHA U YJITPaBUOJIETOBA CBETIIMHA.

3a ycrnoBusTa Ha CbXpaHEHHUE CJIE/l pa3Mpa3siBaHe U ITbPBOHAYAIHO OTBAPSIHE BIKTE TOUKa 6.3.
6.5 Bwuau chabpkaHue HA ONAKOBKAaTa

2,25 ml qucniepcus B mpo3padeH MHOT01030B ¢uiakoH (cTrkio Tut |) 2 ml cbe 3amymanka
(cunTeTnyHa OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKaTKa U OTYYIBAIIO CE€ CHUBO IJIACTMACOBO
karnade. Beeku ¢uiakoH cbibpika 6 103U, BUXKTE ToUKa 6.6.

Bunose onakosku: 10 ¢urakona wiu 195 durakona

He Bcuuku BUIOBE ONAKOBKK MOTraT Ja ObJaT IMyCHATH Ha Ia3apa.
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.4-5 tps6Ba 1a ce IPUrOTBY OT MEIUIIMHCKH CIIEIIMAIIKCT, KaTO Ce
M3II0J13Ba aCeNTHYHA TEXHUKA, 3a JIa C€ TapaHTHpa CTEPHITHOCTTA Ha IPUTOTBEHATA TUCIIEPCHSL.

HOBEYE I'OJIVMHHN)

ITPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCHUS (JIMLIA HA 12 U

CuBo kamaye

Comirnaty
Original/
Omicron BA.4-5

Jla He ce
paspexna

IpoBepere nanu GprakoHBT € ChC
CHBO TJTACTMACOBO Karaue 1 CUB
KOHTYP, OTpayKIaIll eTHUKETa, U JIaIH
uMeTo Ha mpoaykta ¢ Comirnaty
Original/Omicron BA.4-5

(15/15 mukporpama)/noza
WHXKEKIIUOHHA JIUCTICPCHSL.

AKO (IIaKOHBT € ChC CHUBO
MUTACTMACOBO Karaye U CUB KOHTYP U
UMeTO Ha npoaykTa ¢ Comirnaty

30 MuKporpama/mno3a HHXEKIIMOHHA
JUCTICPCHS, MOJISl HATIPABETE CIPaBKa
C KpaTKaTa XapaKTepHCTHKA Ha
MPOYKTa 3a Ta3u popma.

AKO (IIaKOHBT € ¢ JTUIABO
TUTACTMACOBO Karave, MO,
HaMpaBeTe CpaBKa ¢ KpaTkaTa
XapaKTepUCTHKA Ha MTPOIYKTa 33
Comirnaty 30 mukporpama/mosa
KOHIICHTPAT 332 WHXKEKI[HOHHA
JHCTIEPCHSI.

AKO (JIaKOHBT € C OPAHIKEBO
TUTACTMACOBO Karave, MO,
HampaBeTe CrpaBKa ¢ KpaTkaTa
XapaKTePUCTHKA HA MIPOIYKTa 3a
Comirnaty 10 mukporpama/mosa
KOHIICHTPAT 32 WHXKEKI[OHHA
JIMCHIEPCHSI.
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NPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA 4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCHUS (JIMLIA HA 12 U

HOBEYE I'OJAVMHHN)

\

Ja ce cbxpansBa 10
10 ceqmuiu mpu
2°C no 8°C,
KOpUTHpaiiTe cpoka
HA TOTHOCT BBPXY
KapTOHeHaTa
ONAKOBKA.

AKO MHOTOJ1030BUST (DJIaKOH ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa 11a
ce pa3Mpasy Ipean ynorpeoa.
3ampaszenute GhIaKoHU TPsOBa 1a ce
IpeHecaT B cpefia ¢ remnepatypa 2°C
1o 8°C, 3a ma ce pa3Mpassr;
pa3Mpa3siBaHETO Ha €Ha OMaKOBKa C
10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, ue QrakoHUTE ca
HAITBJIHO pa3Mpa3eHu Mpean
ynorpe0a.

Cren npemecTBaHe Ha (hJIaKOHHUTE 32
cbxpanenue npu 2°C no 8°C,
KOpUTHpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeotBopenute dnakonu morat 1a ce
chxpansBar 10 10 cemmunu mpu 2°C
1o 8°C, 6e3 na ce npeBHILIaBa
OTIIEYaTaHUAT CPOK HA TOTHOCT
(Tomen mo:).

BB3MoskeH e Apyr BapuaHT, Ipu
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOJKe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temnepatypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT
(h1aKkoH MOJKE J1a Ce ChXpaHsBa J10

12 gyaca npu temneparypa 10 30°C. C
pasmpazeHuTe QIaKOHH MOXKE Jia ce
pabOTH B YCIIOBHS Ha CTaiiHa
CBETJIMHA.

Buumarenno 10 nbTn

BuuMatenHo pazMeceTe, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3KJialanre.

[Ipenu pa3mecBane pazmpaseHara
JICTIEPCHUST MOJKE JIa ChABPIKA Oeln
JI0 TIOYTH OeH HENMpOo3pavyHu
aMOp(HU YaCTHIIH.

Cren pazmecBaHe BakCHHATa TPsiOBa
Jla TIpeICTaBIIsABA Os1a 10 TIOYTH Osiyia
mucriepcus 0e3 Buaumu yactuiu. He
M3MOJ3BaliTe BAKCUHATA MPH HATHYNE
Ha YaCTHUIM WK MPOMSIHA B I[BETA.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.4-5 (15/15 MUKPOTPAMA)/103A UH)KEKIITUOHHA
JAUCIIEPCHUA (JIMIA HA 12 U ITOBEYE 'OAUHMN)

o Kato u3mnosnsBaTe acentuaHa
TCXHUKA, TOYNUCTCTC 3allylIaJIKaTa Ha
(hakoHa C TAMIIOH 33 €THOKpAaTHA
ymotrpeba, HaloeH ¢ aHTUCETHICH
pasTBoOp.

~N e Isrernere 0,3 ml Comirnaty

Original/Omicron BA.4-5.

TpsabBa na ce U3M0II3BaT CIPUHIIOBKU
W/WIIN UM C MATBK MBPTHB

4 (Heusmnon3BaeM) obeM, 3a Jia ce

y W3TETIST 6 J03U OT eUH (IIaKoH.
KomOuHanusiTa OT COpHHIIOBKA U
WTJIa ¢ MaTbK MBPTHB 00eM TpsOBa 1a
nMa MBbPTHB 00€M HE MO-TOJISIM OT

35 mukponurpa.

AKO ce M3noa3BaT CTaHJapTHU
CIIPUHITOBKY U UTJIH, MOYKE 1a HIMa
JocTaThuyeH 00eM 3a U3TETJIIHE Ha
MIECT JO3H OT €IUH (hIaKOH.

e Bcska 03a TpsOBa 1a Chabpka
0,3 ml Bakcuna

e AKO KOJIMYECTBOTO Ha OCTaHaJIaTa
BBB (hJ1aKOHA BaKCHHA HE MOXKE Ja
ocTaBu efHa Lsuia go3a or 0,3 ml,
M3XBBPIIETE (DITaKoOHA U U3JIHUIITHUSL
obeMm

e 3ammiere CbOTBETHUTE JaTa/Jyac
BBPXY (prakona. M3xBBpiere
HEW3II0JI3BaHaTa BakcuHa 12 Jaca
cJel MbPBOTO NPOOUBaHE Ha
3amyIiangkaTa Ha ¢JraKkoHa.

0,3 ml Bakcuna

H3xBBpasiHe

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

TI'epmanus

ten.: +49 6131 9084-0

(hakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/008

EU/1/20/1528/009

9. JATA HA TbPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[Hara na mppBo paspewmasane: 21 nexkemspu 2020 r.
[Jara na mocnenno nmonHossiBane: 03 HoemBpu 2021 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IMoapo6Ha uHbOpMAaIKs 3a TO3W JIEKAPCTBEH MPOYKT € MPeJocTaBeHa Ha yebcaiita Ha EBporneiickara
areHuus 1o Jiekapcraara 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 UBUCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIIOBUSA NJIN OTPAHUYEHNS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBIITbJIHEHUE HA MEPKH
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 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

35401 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 MHCTOBKA Ha JICKApCTBCHUSA NPOAYKT TpSI6Ba Aa CbAbprKa UMCTO U aJpeCa 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' YCJIIOBUA 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 CIIEIBAIIM aKTyJIN3aI[|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. YCJI0BUA NWIN OI'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 M ICHCTBHS, CBBP3aHHU C MPOCJICAIBaHE Ha JICKAPCTBEHATa 0€30MaCHOCT, MOCOYCHU B
onoopenus [TYP, npeacrasen B Moy 1.8.2 Ha pa3pelieHHeTo 3a yrnoTpeda, KakTo U BbB
BCHUYKH CIIEIBAIIN O00peHH akTyanu3aimu Ha [TYP.

Axryanmsupan [TYP Tps6Ba na ce mopasa:

. 10 uckaHe Ha EBporieiickara areHIys 1o JIeKapcTBaTa;

. BHHArM KOT'aTO C€ U3MEHsI CHCTEMaTa 3a yIpaBJCHHE 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 JIKapcTBEeHaTa 0€30I1aCHOCT WIIM CBEX/IAHE Ha PUCKA 10 MUHUMYM).

A.  KOHKPETHO 3AABJKEHUE 3A U3IIBJIHEHUE HA MEPKH CJIE]]
PA3BPEIIABAHE 3A YIIOTPEBA 110 YCJIOBHUE

Toga e pa3penienue 3a yrnorpeda moj ycioBre u csriacHo wi. 14-a ot Pernmament (EO) Ne 726/2004 B
onpezeneHus cpok [IPY TpsOBa i1a U3IIBIHU CIICTHUTE MEPKH:

Onucanune Cpok

3a na ce moTBBpAM epuKacHOCTTa U Oe3onacHocTTa Ha Comirnaty, [TPY nexeMBpH 2023 T.
TpsiOBa J1a Mojajie OKOHYATEeIHU JOKIal OT paHIOMU3UPAHOTO, I1a1e6o-
KOHTPOJIMPaHO, 3aciienieHo 3a HabmoaaTens npoyusane C4591001.

3a na ce moTBbpAU eduKacHOCTTa U Oe3omacHocTTa Ha Comirnaty, [IPY tonu 2024 r.
TpsOBa J1a MOAaJIe OKOHYATEIIHUS JOKIIA] OT PAaHIOMHU3UPAHOTO, IIarne0o-
KOHTPOJIMPaHO, 3aciienieHo 3a HabmoaaTens npoyusane C4591007.
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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 KAPTOHEHATA KYTUA

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpamMa/no3a KOHIEHTpAT 3a HHXCKIHOHHA TUCIICPCHUs
Bwb3pacThu u roHOIM, HAaBBPIIMIK 12 roanHu

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, KalueB
nuxuaporendocdar, HaTpUEB XJIOPHU I, AMHATPHEB pocdaT TUXUAPAT, 3aXapo3a, BoJia 3a HHKEKIINH,

HATpHUCB XUAPOKCHU, XJIOPOBOAOPOAHA KUCCIIMHA

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.
[Ipenu ynorpeda npouerere IMCTOBKATA.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npemu yrnorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpues xmopum 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOpP.

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 CIHIEHNUAJIHM IIPEAYIPEXXKIEHUA, 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. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
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

127



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIJEKAPCTBEHUSA IMTPOAYKT U TbT(MIIA) 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

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpama/f03a HHXEKIHOHHA TUCTICPCHUS
Bb3pacTHy 1 FOHOIITH, HABBPITIUIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceku ¢uakon chabpxa 6 go3u mo 0,3 ml.

‘ 3. CIINCBK HA IOMOIIIHUTE BEIIECTBA

[Homomam BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMETaMoIl, TPOMETaMOJIOB
XUIPOXJIOPU, 3aXapo3a, BOJa 32 HHKEKIIUH

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekimoHHa aAucnepcus
10 MHOT01030BH (hi1aKOHA
195 MHOTO/1030BH (pr1aKOHA

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

HnTpamycKyIHO NPUIIOKEHHE
[a He ce paspexna npenu ynorpeba.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHdBa Ha MACTO, HCAOCTBHIIHO 3a JICIIA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnetnn.
(Makcumym 10 cenmunu. 3aapackaiitTe NpeJUILICH CPOK HA TOIHOCT.)
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‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

Ha ce cexpanssa mpu 2°C no 8°C cien nmorydaBane. /[a He ce 3aMpa3siBa IIOBTOPHO CJIEIT
pa3mpassBaHe.

Ja ca cpxpansiBa B OpUrHHAIHATA OTIAKOBKA, 33 1a CE MPEATNa3n OT CBETIIHMHA.

[Tpenn ynorpeba u 3a gombHUTEIHA HH(GOPMALUS OTHOCHO HAUYMHA HAa ChXPaHEHUE pOYeTe
JIMCTOBKATA.

Cren mppBOTO NpOOMBaHE Ha 3alylIajikaTa Ha (iakoHa, aa ce cbxpanssa npu 2°C no 30°C u na ce
M3II0JI3Ba B paMKuTe Ha 12 yaca.

10. CHEIWMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU 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/1/20/1528/002 10 mHOT01030BH (hiakoHa
EU/1/20/1528/003 195 muOro10308BHu (hakoHa

‘ 13. TAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpMalus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHHU 3A YETEHE OT XOPA

PC
SN
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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 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

6 no3u ot 30 g

| 6.  JIPYIO

Yac 3a u3XBbpIIsSHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

|1

HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 10 mukporpama/no3a KOHIEHTPAT 3a HHKXCKIIHOHHA TUCIICPCHUs
Jena Ha BB3pacT 5 go 11 roguau

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.

CIIMCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMeTaMoll, TPOMETaMOJIOB

XUAPOXIIOPH]I, 3aXap03a, BOAA 3a MHKEKITUH

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

KoHieHTpaT 32 MHXEKITMOHHA JUCTIEPCHSI
10 MHOT01030BH (hi1aKOHA
195 mHOTrO1030BH (hakoHa

5.

HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

MHTpaMyCKyITHO MPUIIOKEHHE CIEN Pa3pekaaHe.

[Ipenu yrmorpeda npoyereTe IUCTOBKATA H JOIBIHATENHATA HHQOPMAIIHS OTHOCHO HAYMHA Ha

ChXpaHEeHHE.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Pazpenere npenn ynorpeba: Paspenere Bceku daakon ¢ 1,3 ml Harpues xmopun 9 mg/ml (0,9%)

HWHXCKIIMOHCH pa3TBOpP.

6.

CIHEHUAJIHO TPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a ICIA.

| 7.

APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO
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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 nonydaBase. Jla He ce 3aMpa3siBa IOBTOPHO CIIEN
pasmpassiBaHe.

[la ce cpxpaHsBa B OpUIMHAJIHATA OMAKOBKa, 3a Jja C€ MpeAna3u OT CBETIHHA.

Crnen paspexaase, cbxpansaBaiite BakcuHata npu 2°C 10 30°C u 1 u3no0a3BaiiTe 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 U 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/1/20/1528/004 10 mMHOT01030BH (hi1aKOHA
EU/1/20/1528/005 195 mHoromo30BH (hriakoHa

13. TMAPTHUJAEH HOMEP

ITapT. Ne

‘ 14, HAYMH HA OTIITYCKAHE

‘ 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

134



‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
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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 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

JlaTta/gac 3a U3XBBPIISHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY Original/Omicron BA.1 (15/15 mukporpama)/mo3a HHKXEKIIMOHHA TUCTIEPCHS
BB3PACTHHU U IOHOIIH, HABBPIIIIN 12 TOTUHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH/pUITO3HHAMEPaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceku ¢uakon chabpxa 6 go3u mo 0,3 ml.
Enna no3a ceappika 15 Mukporpama To3mHaMepaH U 15 MUKporpamMa priiTo3nHaAMEPaH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xomecTepoi1, TpoMeTaMoJ1, TPOMETaMOJIOB
XUIPOXIIOPHU/I, 3aXap03a, BO/IA 33 HHKCKIIUN

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

MHxekimoHHa Aucnepcus
10 MHOT0/1030BH (pI1akOHA
195 MHOT0/1030BH (hI1aKOHA

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

HHaTpamMycKyIHO IPUIIOKEHHE
Jla He ce pa3pexia npenu ynorpeoa.

Ckanmpaiite QR koja 3a moBede uHpopmarms.

6. CIHEHUAJIHO TPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a ACIaA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no (pu -90°C no -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnetnn.
(Makcumym 10 ceqmuriy. 3aapackaiTe MpeAUIIeH CPOK HA TOTHOCT. )
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‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

[a ce cpxpansBa npu 2°C go 8°C cnen nonydasase. Jla He ce 3aMpa3siBa IOBTOPHO CJEN
pasmpassBaHe.

[a ca cpxpaHsBa B OpUIMHAJIHATa ONAKOBKA, 3a 1a CE IPEANa3y OT CBETJIMHA.

[Ipenn ynotpeba 1 3a fOMbIHKUTENHA HHPOPMALIUS OTHOCHO HAUWHA HA ChXPaHEHHE poYeTe
JIMCTOBKATA.

Cren mbpBOTO MPOOKMBAHE Ha 3almyliajikara Ha (jaKoHa, aa ce chxpansasa npu 2°C g0 30°C u na ce
M3II0JI3Ba B paMKuTe Ha 12 aca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
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/1/20/1528/006 10 mMHOro030BH (hakoHa
EU/1/20/1528/007 195 mHOr0/1030BH (h1akoHa

13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY Original/Omicron BA.1 15/15 pg nmxexims
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 mosum 15/15 ug

| 6.  JIPYIO

Yac 3a u3XBbpIIsSHE:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY Original/Omicron BA.4-5 (15/15 mukporpama)/mno3a MHKEKIIMOHHA TACTIEPCHS
BB3PACTHHU U IOHOIIH, HABBPIIIIN 12 TOTUHA

nPHK Bakcuna cpemry COVID-19 (nykneo3unno Mmoguduuupana)
TO3MHaMepaH/paMTo3MHAMEpaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ¢uakon chabpxa 6 go3u mo 0,3 ml.
Enna no3a ceapprka 15 Mukporpama To3nHamepaH u 15 MukporpaMa paMTO3MHAMEPaH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomomrau BemectBa: ALC-0315, ALC-0159, DSPC, xomecTepoi1, TpOMEeTaMoJ1, TPOMETaMOJIOB
XUIPOXJIOPHU/I, 3aXap03a, BO/IA 33 HHKCKIIUN

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

MHxekimoHHa Aucnepcus
10 MHOT0/1030BH (pI1akOHA
195 MHOT0/1030BH (hI1aKOHA

‘ 5. HAYUH HA INTPUJIOKEHUME U ITT(MIIIA) HA BBBEKJIAHE

HHaTpamMycKyIHO IPUIIOKEHHE
Jla He ce pa3pexia npeau ynotpeoa.

Ckanmpaiite QR koja 3a moBede uHpopmarms.

6. CIHEHUAJIHO TPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a ACIaA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no (pu -90°C no -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnetnn.
(Makcumym 10 ceamuriy. 3aapackaiTe MPEAUIICH CPOK HA TOTHOCT.)
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‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

[a ce cpxpansBa npu 2°C go 8°C cnen nonydasase. Jla He ce 3aMpa3siBa IOBTOPHO CJEN
pasmpassBaHe.

[a ca cpxpaHsBa B OpUIMHAJIHATa ONAKOBKA, 3a 1a CE IPEANa3y OT CBETJIMHA.

[Ipenn ynotpeba 1 3a foMbIHKUTENHA HHPOPMALIUS OTHOCHO HAUWHA HA ChXPaHEHHE poYeTe
JIMCTOBKATA.

Cren mbpBOTO MPOOKMBAHE Ha 3almyliajikara Ha (jaKoHa, aa ce chxpansasa npu 2°C g0 30°C u na ce
M3II0JI3Ba B paMKuTe Ha 12 aca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN 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/1/20/1528/008 10 mMHOro/030BH (hiakoHa
EU/1/20/1528/009 195 mHOro1030BH (hrakoHa

13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA
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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 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 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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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 Oe3omacHOCTTa. MokeTe Ja 1aaeTe CBOA MPUHOC KATO
C’I)OGIHI/ITC BCsKa HEXCEJIaHAa pCaKIUA, KOATO CTC MOJTYUYHUIIN. 3a HauMHa Ha CLOGHIaBaHe Ha HEXCJIaHU
PCaKIMM BUXKTC Kpast Ha TOYKa 4,

IIpoyeTeTe BHMMATEIHO AJIaTA JUCTOBKA, IpeaAu 1a Bu 6b1e 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'BJIHUTCIIHUA BBIIPOCH, nonuTaiTe Bamms JICKap, Q)apMaueBT nin
MCIUIMHCKA CeCTpa.

L Axo IMMOJIYYUTC HAKAKBH HCXKCIIaHU PCaKIIUN, YBEIOMETC Bammus JICKap, Q)apMaueBT nIn

METUITMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKH BH3MOXKHH HE)KEJIaHU PEaKIINH, HEOUCaH! B
Ta3y JIMCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO ce U3I0JI3Ba

Kakso Tps6Ba na 3Haere, npeau n1a Bu 6bae npunoxed Comirnaty
Kak ce mpunara Comirnaty

BBb3M0XHU HEXKEaHU PEAKLUU

Kak na cpxpansBate Comirnaty

ChbabppxaHue Ha ONIAKOBKATa M JOIBIHUTENIHA HH(OPMALIUS

ook wnE

1. Kakso npexacraBiasgsa Comirnaty u 3a KakBoO ce H30J13Ba

Comirnaty e BakCHHa, KOSTO C€ M3I0JI3Ba 3a npena3saHe ot 3adoissane or COVID-19, npuynHeHo
ot SARS-CoV-2.

Comirnaty 30 Mukporpama/z03a KOHIICHTPAT 3a MHXKEKIIMOHHA TUCTIEPCHS CE MpUiara Ha Bb3pacTHH U
FOHOIIIY, Ha BB3pacT 12 u nmoBeye roJuHH.

BakcuHara cTaBa mpUuMHa UMYHHATA CUCTeMa (ECTECTBCHHUTE 3alUTHU CHJIM HA OpraHUu3Ma) Ja
MPOU3BEKA AHTUTENIA M KPHBHU KJICTKH CPEILy BUPYCa, KaTO TaKa OCUTYPSIBA 3al[UTa CPEILy
3aboisiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/ie IMYHUTET, TS HE MOXKE JIa IPUYUHU
3abossieane or COVID-19.

2. Kakso TpsdBa na 3Haete, npeau Aa Bu 0b1e npuiioxked Comirnaty

Comirnaty He Tpsi0OBa a ce mpuJjara
o AdKO CTC aJICPrUYHU KbM aKTUBHOTO BEIICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTaBKKU HA TOBA
JiekapcTBO (M36pOEHH B TOUKa 6).

IpenynpesxneHust 4 Mpeana3sHu MEPKU

I'oBoperte ¢ Bamus nexap, papmarieBT uiiu MEIUIIMHCKA CECTpa, npeau Aa Bu 0b1e npunoxeHa
BaKCHHATa!

° aKo HJIKOTa CTE€ UMAIIM TeKKa aJepruyHa PeaKIis Wit 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 HAa BAKCUHUPAHE WK HAKOI'a CTC MIpUllafalin CJICA MMOCTaBAHC HA
MHXKXCKIIUA C UIjia.

L aKO MMAaTe TEXKKO 3a00JIBaHe HUIIU I/IH(I)GKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

6’])}_'[eTC BAaKCMHHPAHU, aKO UMATC JICKO NMMOBUILICHA TEMIICPATYypa UJIU JICKa I/IH(I)CKLII/IFI Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate Ipo0ieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4yaBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a Npe/Ia3BaHe OT I10siBa HA KPbBHU ChCHPELH.
o aKo “Mate oTciabeHa MIMyHHa CUCTeMa Mopaau 3abonaBane, Hanpumep nadexnus ¢ HIV, wim

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATAa Bu cucrema.

CrplriecTByBa HOBHIIEH PUCK OT MHOKApANT (Bb3MaJIEHNE HAa ChbPACUYHUS MYCKYIT) U IEPUKAPIUT
(Bp3MasneHue Ha BbHIIHATA OOBUBKA Ha CHPLETO ciel BakcuHanus ¢ Comirnaty (Bx. Touka 4). Tesu
3a00JIsIBaHMSI MOT'AT J1a CE PA3BUAT JI0 HAKOJKO JTHM CJI] BAKCHHALMATA U MIPETUMHO B paMKuUTe Ha 14
nuU. Te ca HabMOJaBaHH MMO-YECTO CIIe ] BTOpaTa BAKCHHAIMS U TIO-9€CTO MPH IOHOIIN U TO-MJIaJH
MBbke. Cnesl BakCHHALMS TPpAOBa fa ObeTe OMUTETHM 3a MPU3HALM Ha MHOKAPIUT U IEPUKAPIUT,
HanpUMep 3a1yX, CbpleOrueHe il 00JKa B IbpAUTE, H TPsOBa He3a0aBHO Ja MOTHPCHUTE JIEKapCKa
MOMOIII, aKO T€ HACTBIIAT.

KaxTo Bcnuku BakcuHm, Comirnaty Moxe /1a He 3al{UTH HAITHJTHO BCUYKU BAaKCHHUPAHH U HE €
M3BECTHO KOJIKO JIBJITO I1I¢ OBJCTE 3alUTCH(a).

Moske na momyuute Tpera go03a Comirnaty. E¢ukacroctra Ha Comirnaty, 1opH cien Tpera 103a,
MOe JIa € TI0-HUCKa TPH Xopa ¢ oTcaadeHa MMyHHA cicTteMa. B Te3u ciyuan TpsOBa na
MPOABIDKUTE JIa CTia3BaTe PU3NUESCKUTE NPEa3Hi MEPKH, 3a Jla IOMOTHETE 3a IPEBEHIIUATA Ha
COVID-19. Ocgen ToBa 0nm3kuTe Bu koHTaKkTHU Nvia TpsOBa na ObAaT BAKCHHUPAHU, aKo €
nonxo 0. OO0ChIeTe MOAXOAIINTE UHANBHAYaTHY MIPEeTopbku ¢ Bamms igexap.

Hena
Comirnaty 30 Mukporpama/mo3a KOHIIEHTPAT 3a HHKEKIIMOHHA JMCIIEPCHs HE Ce MPENopbhuBa MpH
Jlelia Ha Bh3pacT noj 12 roauHH.

IIpennara ce meguatpudHa JiekapcTBeHa (hopmMa 3a aera Ha Bb3pacT 5 10 11 roguan. 3a moxpoOHa
nHpOpMaIUs, MOJIA BIXKTe JrcToBKaTa Ha Comirnaty 10 MuKporpama/mo3a KOHIIEHTpPAT 3a
WHXEKIIMOHHA JUCTICPCHSL.

Apyru sexkapersa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap wiu apManeBT, ako U3MOI3BATE, HACKOPO CTE U3MOI3BATIH WIIH €
BB3MOKHO J1a U3M0JI3BaTe APYTH JIEKapcTBa, WK Hackopo B e mpuioxkeHa HAKaKkBa JIpyra BakKCHHa.

BpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WK cMsITaTe, ye MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms nekap, MeIuIHCKa
cecTpa unu dapMalieBT, npeau Aa Bu 0b/e npunokena Ta3u BaKCHHA.

Comirnaty Moxe fia ce mpuJara 1o BpemMe Ha OpemeHHocT. ["onemusiT o6em ot uHpopmanms,
HOJTy4eHa OT HaOJI0CHNEeTO Ha OpeMEeHHH KeHH, BakcuHupanu ¢ Comirnaty rmpe3 BTOPUSI U TPETHS
TPUMECTHD, HE TI0Ka3Ba BAKCHHALIMATA JIa UMa HEOJIaronpusTHU e(peKTH BbPXY OpEeMEHHOCTTa WIN
HOBOPOJIEHOTO. Makap 4e nHdopmarumsaTa 3a eGexTuTe BbpXy OPEeMEHHOCTTA MIIM HOBOPOJEHOTO CIIE]
BaKCHHAIIMS MIPe3 IbPBHUSI TPUMECTBP € OrpaHHuCHa, He ce HaOJII0/1aBa MPOMsIHA 10 OTHOILICHUE Ha
pHUCKa OT CTIOHTaHEeH abopT.

Comirnaty MOJKCE€ J1a CC Ipujara B n€puoaa Ha KbpMCHE.
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Ilodupane u paéora ¢ MAIIMHH

Hsixom ot edekTrTe Ha BaKCMHATA, YIOMEHATH B TOUKa 4 (Bb3MOKHN HEXEITaHU Peakiliy) MOTaT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 32 modupane wim padora ¢ mamuan. M3yakaiite, 10Kato
Te3u e()eKTH OTIIYMSIT, IPeau Aa modupare win Aa paboTHTE C MAITUHM.

Comirnaty cbabp:ka Kajauid U HaTpuid
Ta3u BakcuHa ChabpKa MO-Majko oT 1 mmol kanuit (39 mg) Ha 103a, T.€. MOXKE Aa ce Kaxe, 4e
IPaKTUYECKU HE ChIbPrKa KaJuil.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

3. Kak ce npuiiara Comirnaty

Comirnaty ce mpuJara cieji papexane kato umkekius ot 0,3 ml B MycKyJ B TOpHaTa 4acT Ha
phKarta.

IIle Bu 6b1aT HapaBeH 2 WHXKEKITUH.

IIpenopbuBa ce BTopaTa J103a OT ChlIaTa BaKCHHA J1a CE€ MPWIOKH 3 CEAMMIH CIIE] MbpBaTa 1034, 3a
Jla ce 3aBbPIIY BaKCUHAI[MOHHUAT KypC.

AKo cte ¢ oTcnabeHa UIMyHHa cucTeMa, Tpera 1o3a Comirnaty MoXxe Ja MOJIy4YuTe Hal-Masko 28 THH
cJie]] BTopaTta 103a.

Bycrep no3a Comirnaty Tpsi6Ba 1a ce mpUiIoXKH HE MO-PaHO OT 3 Mecewa ciiel Kypca Ha IbpBUYHA
BakcuHauus ¢ Comirnaty Ha JMIa Ha Bb3pacT 12 u noBeve roAnHHU.

Comirnaty Moe ChIIO Ja ce MPUIIOKH KaTto OycTep /103a Ha JIMIla Ha B3pacT 18 1 moBeue roavHy,
MOJIYYHJIM KypC Ha MbPBUYHA BaKCUHALINS, ChCTOALL ce oT Apyra n”PHK BakcuHa wiu ageHOBUpyCHA
BEKTOpHA BakcuHa. Mous, nonuTaite Bamus MEIUIMHCKA CTIEIUATUCT, KOMTO 11I€ MOCTaBs
BaKCHHATA, JaJl OTrOBapsATE HAa YCIOBHUATA U KOTa € TIOIXOISAIIOTO BpeMe 3a OycTep mo3ara.

AKO UMaTe HIKaKBH JIOTBJIHUTEIIHA BBIIPOCH, CBhP3aHu ¢ yroTpedara Ha Comirnaty, monuraiite
Bamus nekap, papmManeBT uiau MEIUIIMHCKA CECTpa.

4, B13MOXKHM HeKeJIaHU peakiun

Kakro Bcnuku BakcuHu, Comirnaty MOXXe 1a IpeAn3BHKa HEXKEJIaHU PEaKLUH, BIPEKH Ye HE BCEKH
TH TOJIy4aBa.

MHOro 4yecTH He:KeJIAHM PeaKIMu: MOoraT Ja 3acerHar rmosede ot 1 Ha 10 gymm
Ha MACTOTO Ha MHXKEKTUpPaHe: 00JIKa, OTOK

yMopa

riaBo0oJme

00JKa B MyCKYyJIUTE

BTpHUCAHE

0oJKa B CTaBUTE

JHapust

MOBUILICHA TEMIIepaTypa

Hsixou oT Te3u HexeNnaHu peaklvy ca MajIKo MO-4e€CTU MPH IOHOIHU Ha 12 10 15 roauHu, OTKOIKOTO
MIPH BB3PACTHU.
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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

HeuecTn HexkeaHu peakiuu: Morat aa 3acerHar a0 1 Ha 100 gy
yrojemMeHu JJuM(HU Bb3IH (HaOII0gaBa ce Mo-4ecTo clies] OycTep /103aTa)
HEepasIoJIOKECHNE

0omka B ppKaTa

Oe3chHUE

ChpOeXK HA MSICTOTO HA WH)KEKTUPAHE

aJIePTUYHU PEaKIMy KaTo OOpPHUB I ChPOEK

yceliane 3a caaboCT Wi JIMICA Ha €HePTUsl/ChHINBOCT
HaMalleH aleTUT

MPEKOMEPHO M3MOTSIBaHE

HOIIHH U3MOTSABAHHS

Penku HexxenaHu peakuum: Morat ja 3acersat a0 1 va 1 000 gy
. BPEMEHHO €THOCTPAHHO YBHUCBAHE HA JIUIETO
. aJIEPTUYHH PEAKIIUU KaTO YPTHUKAPHUS WK MTOAyBaHe Ha JHUIIETO

MHOro peaku HexKeJaH!u peakuuu: Moxke 1a 3acersar o 1 #Ha 10 000 mymm
. BB3MAJICHUE HA CHhPICYHHS MyCKYJ (MUOKAP/IUT) WIIK Bh3IAJICHUE Ha BHHIITHATA OOBUBKA Ha

ChpUETO (TIEPUKAPIUT), KOETO MOXKE J1a IOBEAE 10 3a1yX, ChpleOreHe WK O0JIKa B ThPIUTE

C Hen3BeCcTHA YecTOTA (OT HAJIMYHUTC JaHHHU HC MOXC Ja 6’[::,[[6 HallpaBCHa OI_[eHKa)

° TCIXKKa aJICpruiHa peakuus

° 06IHI/IpeH OTOK Ha BAKCHMHUPAHUA KpaﬁHHK

° OTOK Ha JIMIETO (HO,E[YBaHC Ha JIMIIETO MOXKE 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (1)I/IJTI>p)
L KO’KHa pCaKuus, noa (l)opMaTa Ha YCPBCHU IICTHA WJIN 06pI/IB 10 KOXKarTta, KOHTO MOXe Ja

M3TIIekKIa KaTo ,,MHAIIeHa" WX ,,0MBOJICKO OKO™ C ThMHO Y€pPBEH IICHTHP, OKOJIO KOHTO UMa I10-
CBETIIM YepBEHH KPBIroBe (epuremMa MyiITugdopme)

o HEoOMYaifHO ycellaHe 1Mo KoXara, KaTo U3TPhIIBaHEe WM MpaBydKaHe (MapecTe3ns)

. HaMaJIIBaHE Ha yCeIlaHUATa UM YyBCTBUTEIIHOCTTA, 0COOEHO Ha KOXKaTa (XUIeCcTe3ns)

Chol0maBaHe HA HeKeJIAHH PeaKIHU

AKo nosryunTe HSIKaKBY HEXEJIaHU JICKapCTBEHU peakiuy, yBeapomere Bamus nekap, GpapmanesT nnu
MEIUIMHCKA cecTpa. ToBa BKIIFOYBA BCUUKU Bb3MOXKHHU HEOIIMCAHU B Ta3HU JIMCTOBKA HEXEJIaHU
peakuu. MoskeTe chIIo 1a ChOOIINTE HEXENaH! PEaKiy TMPEKTHO Ype3 HAIlMOHAHATA CHCTEMa 32
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE TApTHIHUA HOMED, ako € HainveH. Karto
cboOLIaBaTe HeXEJaHU PeaKIK, MOXKETe Jla JaJleTe CBOsI IPUHOC 3a M10JIyYyaBaHEe Ha II0BeYe
MHQOpMAIUsI OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak 1a cexpansBate Comirnaty

I[a CC€ CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICHa.

CJ'ICI[BaH_IaTa I/IH(l)OpMaI_II/I}I OTHOCHO CBhXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € IMpeAHa3Ha4YCHa 3a
MCIUMIIMHCKHU CIICIUAJINCTH.

He u3non3Baiite ToBa JIeKapcTBO Cie]] CPOKa Ha TOJHOCT, OTOEISI3aH BEPXY KAPTOHEHATA OMAaKOBKA H
eTrkeTa cien ,,[ ojeH 10:“. CpoKbT HA TOJJHOCT OTrOBaps Ha MOCICHHS JACH OT MOCOUCHHS MECEII.

Ia ce cbxpansiBa BbB (hpusep npu -90°C 1o -60°C. HeorBopenute irakoHu MOKeE 13 C€ ChbXPaHABaT U
Tpa"cnoptupar npu -25°C go -15°C 3a eauHUYEH EpUOA 10 2 CEAMUIIM, CIIE] KOETO MOXKeE Ja ce
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BbPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C, 6e3 na ce npeBuinaBa
OTIeYaTaHUAT CPOK Ha romHocT (I'omeH 1o0:).

I[a CC CbXpaHsBa B OpUTMHAJIHATa OIIAKOBKaA, 3a Aa CC MPCAINasu OT CBCTIINHA.

Korato ce cexpansBat 3ampazenu npu -90°C mo -60°C, omakoBkute cbe 195 dhmakoHa BakcrHa MOTaT
na ce pasmpaszar npu 2°C go 8°C 3a 3 yaca, a eTUHUYHU (IIAKOHM MOTaT J1a Ce Pa3MpassT Npu cTaiiHa
temrepatypa (1o 30°C) 3a 30 MUHYTH.

Tpancgep na sampazenu raxonu, coxpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOMTO ca 3aTBOPEHH C Karali, Chabpkau 195 ¢makona,
M3BaJICHN OT ChbXPAaHEHHE B 3aMPa3eHO ChCTOSHHE TP CBPbXHHCKA Temreparypa (<-60°C),
MOTarT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [InutkuTe KyTHU ¢ HIAKOHH, HA KOUTO KalaluTe ca OTBOPEHH, MU T€3U, KOUTO ChABPKAT
mo-mMajnko ot 195 ¢nakoHa, cien KaTo ca U3BaJACHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octaHaT Ha Temneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Crnen kaTo KyTHUTE C ()JIAKOHU C€ BHPHAT 00pPAaTHO 3a ChbXPaHEHHE B 3aMPa3CHO ChCTOSHHE CIE]
eKCTIo3uIHs Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHaT Ha CbXPAaHCHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBIDKEHUE HA Hall-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.

Tpancghep na sampasenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

o [InuTkuTe KyTHU ¢ HIAAKOHHU, KOMTO ca 3aTBOPEHH C Karali, Chabpkamu 195 ¢nakona,
M3BaJICHU OT ChXpaHEHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar ga ocTaHaT Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MHUHYTH.

o [MnutkuTe KyTHU ¢ HIAKOHW, HA KOUTO KAIallUTe ca OTBOPEHH WIIN TE€3H, KOUTO ChIBPKAT
mo-mMaiko ot 195 ¢nakoHa, ciesr KaTo ca U3BaJACHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C no -15°C), morat aa octaHat Ha Temneparypa 1o 25°C He moBeye OoT 1 MUHYTA.

Crien KaTo BEJJHBK J1aJicH ()JIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TOH TpsiOBa 11a ce
pasmpasu 3a ynotpeoa.

Cren pasMpassBaHe BaKCHHATa TPsIOBa Jja ce pa3peau U Ja ce M3MO0JI3Ba BeaHara. Bee mak naHauTe 3a
CTaOMIIHOCT B MEpUO/a HA U3I0JI3BaHE TTOKA3BaT, Y€ Clie] N3BaXKIaHe oT ¢ppusepa HepaspeaeHaTa
BaKCHHA MOXE Ja ce chXpaHsBa 3a nepuoA 1o 1 mecert npu 2°C mo 8°C, 6e3 aa ce mpeBuIana
oTnedaTaHusAT cpok Ha rogHoct (I'ogen no:). B pamkure Ha 1-Meceunus cpok Ha rogHocT mpu 2°C 1o
8°C 3a TpaHcmopTHpaHe MoXe Ja ce u3nonsBar 10 48 gaca. [Ipean ynorpeba HeoTBOpeHaTa BaKCHHA
MOJKE J1a C€ ChXpaHsBa 70 2 Jaca mpu temrepatypa a0 30°C.

C PasMpa3CHUTE (bJ'IaKOHI/I MOXKE Ja CC pa6OTI/I B YCJIOBHU Ha CTaiiHa CBETJIMHA.

Crnen paspexaane, ChbxpaHsBaiiTe u Tpancnoptupaiite Bakcunarta mpu 2°C o 30°C u s u3mon3BaiiTe B
pamMkuTe Ha 6 yaca. I3XBbplieTe HEU3MOI3BaHATa BAKCUHA.

Crnen m3Bakaane ot ppusepa u paspexkaane BppXy ¢uiakoHuTe TpsOBa 1a ObIaT 03HAUYCHH HOBUTE
JlaTa U yac 3a u3xBbpisHe. Cien pasmMpassBaHe BaKCHMHATa HE MOKE J1a C€ 3aMpa3siBa MOBTOPHO.

He u3non3BaiiTe Ta3u BakCHHA, aKo 3a0€IeKUTE BUIUMH YaCTHIIM B pa3peicHaTa JUCTICPCUS UITH
MpOMsIHA B IIBETA.

He HSXB’LpHHﬁTe JICKApCTBATa B KaHAJIU3allUATa UIIN KOHTCﬁHepa 3a JOMAIllHU OTIIaAbIIN. [Tonmraiite

Bamms papmaneBT Kak 1a M3XBBPIIATE JIEKApCTBaTa, KOUTO Beue HE M3MON3Bare. Te3u MEepKH 11e
CIIOMOTHAT 3a OIa3BaHE Ha OKOJHATA cpela.

150



6. Cumpmarme Ha OIMIAKOBKATa U JO0II'bJIHHUTEIHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty
. AxtusHo BemecTBo: UPHK Bakcuna cpeury COVID-19, napeuena Tosunamepas. Cnen
paspexaane GprakoHbBT chabpxka 6 103w 1o 0,3 ml, Besika ¢ 30 MukporpaMa TO3MHAMEPAH.
. Jpyru cbcTaBKU:
- ((4-xunpoxcubyTum)azaneaumn)ouc(xexcan-6,1-numm)ouc(2-XeKCHUITIEKaHoaT)
(ALC-0315)
- 2-[(momuerunenriukoin)-2000]-N,N- nuterpanermnaneramus (ALC-0159)
- 1,2-nucreapowi-sn-riunepo-3-pochoxonn (DSPC)
- XOJIECTEPOT
- KaJIMeB XJIOPH]
- KaJHueB AUXuaporeHdocdar
- HATPHUEB XJIOPHU]L
- IuHaTpueB Gocdar AUXUIPAT
- 3axaposa
- BOJIa 32 MHXEKIUHU
- HaTpHUEB XUIPOKCHUN (3a Kopekuus Ha pH)
- XJIOPOBOJIOPOJIHA KHCeNrHA (3a Kopekiws Ha pH)

Kak m3rne:xxga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA

Bakcunara e 6s1a 1o moutu Ostta qucnepens (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hJIaKOH ¢
6 mo3u — po3pauen ¢uakon (cTekiro UM 1) 2 ml, ¢ rymena 3amyIanka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIMBAIIO CE JHJIABO TIACTMACOBO Kamave.

Bun omakoBka: 195 ¢urakona

IIpuTe:kaTesn Ha pa3pelIeHUETO 32 ynorpeoda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IIpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a mombIHUTETHA WH(GOPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPKETE CE€ C JIOKATHUS
MpeCTaBUTEN Ha TIPUTEXKATENs Ha pa3pelieHHeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A/N.V. Tel. +370 52 51 4000

Tél/Tel: +32 (0)2 554 62 11
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bbarapus

[Iaitzep Jlrokcemoypr CAPJI, Kion
bobarapus

Tem: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

EA\rada
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espafa
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

Kvbmpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690
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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
Laboratdrios 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

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢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



Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NTaHHHU. EBponeiickaTa areHnus mo
JIEKapcTBaTa II¢ U3BHPIINBA Mperiie/ Ha HoBaTa MHPOPMAIIXS 3a JICKApCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koza C MOOUIHO YCTPOﬁCTBO, 3a [1a MMOJIYUUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

IMoapobua nHpOpMAaIKs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
no nekapcreata http://www.ema.europa.eu.

Ta3zu nucToBka € HannyHa Ha Bcuuku e3unn Ha EC/ENII Ha yebcaiita Ha EBporneiickaTta areHus mo
JIEKapCcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMalII/IH € MpeaHasHayeHa caMo 3a MEAUIHHCKH CIICHHATUCTH:

[Mpunaraiite Comirnaty ”HTpaMyCKYJIHO Clie]] pa3pekaaHe Kato mbpBuYeH Kype ot 2 go3u (0,3 ml
BCSIKA) IIPe3 MHTEPBAJ OT 3 CEAMULIH.

Ha Jnia ¢CbC CUJIHO oTcnabeHa HMYHHA CUCTEMaA TPETA A03a MOXKE [1a CC MPUIIOKHU Haii-manako 28 JHHA
CJICQ BTOpaTa 403a.

Byctep no3a Comirnaty TpsioBa aa ce MPHIOKHU HE TTO-PaHO OT 3 Mecella cliell Kypca Ha MbpBHYHA
BakcuHanusa ¢ Comirnaty Ha jvIia Ha Bb3pacT 12 v moBeve roAnHHU.

Comirnaty moske CBIIO 1a Ce TIPUIIOKH KaTo OycTep 103a Ha JIKIA Ha BB3pacT 18 u moBeue roauHy,

MOJIYYWJIN KYPC Ha IbpBUYHA BaKCUHALIWA, CHCTOALL CC OT ApyTa nPHK Bakcuna nim aJICHOBHPYCHA
BCKTOpPHA BaKCHUHA.

IIpocnenumoct

3a fma ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPsOBa SCHO J1a CE 3ar1cBarT.

Yxka3anus 3a padora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIMHCKHU CIICHHUAINCT, KaTO CC U3IOJI3BAa ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIHOCTTA Ha IPUT'OTBCHATa JUCTICPCUS.
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ITPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/1IO3A KOHLHEHTPAT
3A UHAKXEKHNMOHHA JUCIIEPCHUSA (JIMLIA HA 12 M TTIOBEYE 'OJUHMN)

JInjiaBo kamaue

Caen pa3pexaane

[IpoBepeTe nanu GIIaKOHBT € C
JIMJIaBO TUIACTMACOBO Karaue.
AKO (JIaKOHBT € ChC CUBO
IJIaCTMACOBO Karade, MoJIs,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTEepUCTHKA Ha MTPOIYKTa 32
Comirnaty 30 mukporpama/mosa
WHKCKIIMOHHA TUCTICPCHSL.

AKXO (JIaKOHBT € C OPaHIKEBO
TUTACTMACOBO Karave, MO,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTEepUCTHKA Ha MPOILYKTa 32
Comirnaty 10 mukporpama/nosa
KOHLCHTPAT 3a WHXKCKIIUOHHA
JIMCTICPCHSI.

PABMPA3SBAHE INIPEJIU PASPEKJAHE HA COMIRNATY 30 MUKPOTPAMA/1IO3A
KOHIEHTPAT 3A UHXKEKIIMOHHA JUCIIEPCHUS (JIMIIA HA 12 1 IIOBEYE

T'OJNHHN)

\

He noseue ot
2 yaca npu cTaiiHa
TeMIiepaTypa
(mo 30°C)

MHOTrom030BHAT (JIAKOH CE
ChbXpaHsBa 3aMpa3eH U TpsOBa aa ce
pa3Mpasu mpeau pazpexaaHe.
3ampazenute (IakoHH TPAOBa Ja ce
npeHecar B cpejia ¢ TeMIiepaTypa
2°C mo 8°C, 3a ga ce pa3Mpassr;
pa3Mpa3sBaHETO Ha eTHA OMAaKOBKA
cbe 195 ¢uakona Moxe 1a OTHEMe
3 yaca. Be3morkeH e chIIo IpyT
BApUAHT, IPU KONUTO 3aMpa3eHUTE
(hakoHM Ja ce pa3MpasarT 3a

30 MUHYTH IIpH TeMIIEpaTypa A0
30°C 3a He3abaBHa yrmoTpeoa.
HeoTtBopenust ¢uakon Moxe aa ce
ChbXpaHsBa 3a nepuop 1o 1 mecen
npu 2°C go 8°C, 6e3 na ce
IPEBHIIABA OTIIEYATAHUAT CPOK HA
roxuaocT (I'omen no:). B pamkure Ha
1-meceunus CpoK Ha FTOAHOCT IPU
2°C mo 8°C, 3a TpaHCTIOPTHpPAHE
MOXe J]a ce M3IoII3Bar Jio 48 aca.
OcraBete pa3Mpa3eHUAT QIaKoH aa
JOCTHTHE CTaliHa TeMIleparypa.
[Ipenu ynorpeba HEOTBOPEHUSAT
(hmakoH MOKe J1a ce ChXpaHsIBa 110
2 yaca nipu temmneparypa 10 30°C. C
pasmpaseHuTe GIIaKOHU MOXeE Ja ce
paboTtu B yCJIOBHS Ha CTaifHa
CBETJIMHA.

Buumarenno o6spHeTe (1akoHa

10 mpTH npenu pazpexnaane. He
paskiamanre.

IMpenn pa3pexaane pazMpaszeHarta
JMCIepCHsl MOXKe Jla ChIabpxkKa Oenn
JI0 IOYTH O€IHM HepOo3pauHH
aMOp(HM YaCTHILIH.
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PA3ZPEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHHEHTPAT 3A
NHKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJIMHHN)

e Pa3mpasenara BakcuHa TpsiOBa 1a ce
pa3pelu B HEHHUSI OpUTMHAJICH
(nakoH ¢ 1,8 ml HaTpueB XIOpHT
9 mg/ml (0,9%) nmxekunoneH
pas3TBOp, KaTO Cce M3IMOJI3BA UIJIa
21 G, win o-ThbHKa, ¥ aCENTHIHA
TEXHUKA.

1,8 ml narpues xsmopux 9 mg/ml (0,9%)
HHIKEKI[MOHEH Pa3TBoOP

e l3paBHeTe HaMATaHETO BHB (hIIaKOHA
IIpey a U3BaJiUTe UIjlaTa OT Hero,
karo usrernure 1,8 ml BB31yX B
H3Mpa3HeHaTa CIPUHLIOBKA HA
paspeaurens.

H3rersere 6yranoro o 1,8 ml, 3a na
OTCTPAaHHUTE Bb3AyXa OT (pIaKkoHa.
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Buumarenno 10 nbTn

Buumarenno o0bpHeTe pa3peneHara
nucnepcus 10 meTu. He
paskiamnianre.

Paspenenara BakcuHa TpsiOBa 1a
NpeACTaBIsABa MOYTH Osina
mucriepeust 0e3 BuaumMu dactunu. He
U3I0JI3BaiiTe pa3pe/ieHaTa BaKCHHa
IpY HAJM4YUE Ha YaCTUIY WIN
MIPOMSIHA B LIBETA.

Yac 3a
H3XBBPJIsSTHE

| —_—

3anuiuere CbOTBETHUTE AaTA U Yac.
Ja ce u3mosI3Ba B paMKHTe Ha 6 yaca cJiesy
pa3pesknane.

Ha paspenennte pnaxonu tpsodBa na
Obaar oTOeNsI3aHN CHOTBETHHUTE J1aTa
¥ Jac.

Cren paspexnaHe, CbXpaHsBanTe
npu 2°C go 30°C u usnon3paiite B
pamkuTe Ha 6 4aca, BKIIIOYUTEITHO
BPEMETO 32 TPAHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspenenaTa aucrepcust. Ako e omna
MOCTaBEeHA B XJIAUIIHHUK, OCTABETE
paspezieHaTa JUCTiepcust na
JIOCTUTHE CTaliHa TeMIeparypa
npeau ynorpeoa.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1034 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A KOHIEHTPAT 3A UTHXKEKIIMOHHA JUCIIEPCUA (JINLA
HA 12 1 ITIOBEYE I'OAUHHN)

o Cren paspexnane GIakOHBT
chabpKa 2,25 ml, OT KOUTO MOTaT 1a
ce usrernaT 6 mosu mo 0,3 ml.

o Karo n3non3Bare acenTUdHa

N TEXHHKa, MOYMCTETE 3aIlylanKaTa

Ha (hJ1aKOHa C TAMIIOH 3a ¢JIHOKpaTHa

yrnoTpeda, HAMOCH C aHTUCENITHYEH

pasTBop.

e Usrernere 0,3 ml Comirnaty
TpsiOBa fa ce U3MoNa3BaT CIIPUHIIOBKU
W/VJIH UITJIN ¢ MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
U3TETJIAT IIECT 103H OT €ANH
¢nakon. KomOunanusira ot
CIPUHIIOBKA U UTJIa C MaTbK MBPTHB
00eM TpsIOBa Jja ”Ma MBPTHB 00eM
HE MO-TOJISIM OT 35 MUKPOJIATPA.

0,3 ml pa3penena BakcuHa

AKO ce U3MnoJI3BaT CTaHIapTHU
CIIPUHIIOBKY M HMIJIH, MOXE JIa HsIMa
JIOCTaThUCH 00EM 3a M3TETJISTHE Ha
IIECT J03U OT eAWH (hIaKOH.

e Bcsaka mo3a TpsOBa ma Chabpika
0,3 ml BakcuHa

e  AKO KOJMYECTBOTO HA OCTaHAJIaTa
BBB (hJIaKOHA BAKCHHA HE MOXKE JIa
JIOCTaBU e1Ha Lgia go3a ot 0,3 ml,
U3XBBHpIETe (IIaKOHA U H3ITHITHUS
obem

e lI3xBBpreTe HEU3ON3BaHATA
BaKCHHA B paMKHTE Ha 6 yaca cliejt
paspexaHe.

HN3xBbpasine
Hewnsnon3BaHusT NeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAIIH OT HETO TPsIOBa Jla ce U3XBBHPIISIT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

157



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 HEXKEJIaHU Peakiluu, yBeJoMeTe Baius nekap, GpapManeBT wiu

MCIOUIMHCKA CECTpa. ToBa BKII0OYBA U BCHYKH BB3MOKHHU HEXKEIIaHU pC€aKnnun, HEOIMUCaHU B
Ta3u JUCTOBKa. BrkTe TOuka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty u 3a KakBO ce W3I0J3Ba

KaxBo Tpsi0Ba 1a 3Haere, npeau aa Bu 6b1e npunoxen Comirnaty
Kak ce npunara Comirnaty

BB3MOXHM HEXETaHU peakluu

Kak na cpxpansBate Comirnaty

ChbabpkaHre Ha ONAaKOBKATa M JOIBIHUTEIIHA HH(POPMAIIUS

Sk wdE

1. Kakso npeacraBiasBa Comirnaty u 3a KakBoO ce U3IM0JI3Ba

Comirnaty e BakCHHa, KOSTO Ce€ M3M0JI3Ba 3a npe/nasBane ot 3adonssane or COVID-19, npuynHeHo
ot SARS-CoV-2.

Comirnaty 30 Mmukporpama/no3a HHXKEKIIMOHHA TUCIIEPCHS Ce MTpHJIara Ha Bb3PacTHHU U IOHOIIIH, Ha
BB3pacT 12 1 noBeye roIUHU.

Baxcunara ctaBa mpuunHa HMyHHAaTa crcTeMa (eCTeCTBEHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) Ja
MPOM3BEKA AHTHUTENIA M KPBBHU KJIETKHU CPEIly BHPYCa, KATO TaKa OCUTYpsIBa 3alllUTa CPEILY
3aboisiBane ot COVID-19.

Toii kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3/1a/ie IMYHUTET, TS HE MOXKE JIa IPUYUHA
3abomsiBane ot COVID-19.

2. Kakso Tps6Ba 1a 3Haete, npeau Aa Bu 0b1e npuwioxked Comirnaty

Comirnaty He Tpsi0OBa 1a ce mpuJjara
. aKO CTe aJepru4HU KbM aKTMBHOTO BELIECTBO WM KbM HIKOS OT OCTaHAJIMTE ChCTaBKM Ha TOBA
JekapcTBo (M30poeHH B ToUKa 6).

Ipenynpesxxnenust U NpeAnasHu MepKH
I'oBopere ¢ Bamms nekap, ¢papMaleBT WiIu MEAULIMHCKA cecTpa, ipean aa Bu 0bae npunoxeHna
BaKCHHATA!
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o aKO HSKOTa CTe MMAJIH TeXKKa aJlepTUYHa PEaKIys WK MPOOJIEMH ¢ TUIIAHETO CIe]]
WIKEKTHpaHe Ha HAKAKBa JIpyra BaKCUHA WA ciiex kato Bu e 6ma npmioxkena Comirnaty B

MHHAJIOTO.

L axo Bu MPUTCCHABA NPOUCCHT HAa BAKCUHUPAHC WX HAKOTr'a CTC IpUIlaiain CJICA MMOCTaBsIHC HaA
MHXKXCKIIUA C UI'jia.

L aKoO MMAaTe TEXKKO 3a00J1BaHe HUITU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxete Ja

6’]))1€TC BAaKCHMHHUPAHU, aKO UMATC JICKO MMOBUIIICHA TEMIICpATYypa UJIU JICKa I/IH(I)CKLII/IFI Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate 1po0ieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a MPEANa3BaHe OT M0sIBa Ha KPbBHU ChCUPELIH.
o aKo “Mate oTciabeHa MIMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nHdexus ¢ HIV, wim

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrliecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAICHUE HA CHPACUYHUS MYCKYJT) U TICPUKAPIUAT
(BB3MasieHUe Ha BHHITHATA OOBHBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3n
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHU CJie]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nau. Te ca HaONrOIaBaHM MO-YECTO CJIe]l BTOpaTa BAKCHHAIIWS ¥ MTO-9ECTO TPH FOHOIIHU U TIO-MJIald
MBke. Cren BakcuHaIMs TpsOBa na ObaeTe OUTEITHH 32 MPU3HAIN Ha MUOKAPINUT U TIEpUKAPINUT,
HampuMep 3a1yX, chpiieOrneHe win 00JKa B I'bPANTE, U TPsOBa He3a0aBHO J1a IOTHPCUTE JeKapcKa
MTOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuan, Comirnaty MoXxe J1a He 3al[UTH HAITBJTHO BCUYKU BAKCHHUPAHU U HE €
M3BECTHO KOJIKO JIBJITO 111e ObJICTE 3alUTCH(a).

Moske ma moyuure Tpera no3a Comirnaty. E¢ukacroctra Ha Comirnaty, 1opu cies TpeTa 103a,
MOJKe J1a € TI0-HICKa PH Xopa ¢ o0TciaadeHa MMyHHa cucteMa. B te3u ciryyan TpsiOBa na
MPOIBIDKHUTE J1a cTia3BaTe (pU3NUYecKuTe Mpeara3Hu MEpKH, 3a a TOMOTHETE 3a MPEBEHIUATA Ha
COVID-19. OcgeHn ToBa Onm3kuTe Bu KoHTaKkTHU NrTia TpsiOBa fa ObAaT BAKCHHUPAHH, aKo €
noaxoxasmo. O0ckaeTe MOAXOAAIINTE HHINBHIYAHH IPETIOPBKU ¢ Bamms exap.

Jena
Comirnaty 30 Mukporpama/mo3a HHXEKIIHOHHA TUCTIEPCHS He Ce TPEOphUBa MPH Jelia Ha Bh3PacT
nox 12 roguHu.

[Ipenmnara ce meauaTpuyHa JieKapcTBeHa (hopMa 3a Jera Ha Bb3pacT 5 1o 11 roguaun. 3a moapodHa
nH(pOpMAIHs, MOJIS BIXKTe JTrcToBKaTa Ha Comirnaty 10 MuKporpama/mo3a KOHIIEHTPAT 3a
HMHXCKIIMOHHA OUCTICPCHL.

JApyru aexkapcrBa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap win hapMaieBT, ako U3MOI3BATE, HACKOPO CTE U3MON3BATIH WIH €
BB3MOXKHO J1a M3II0JI3BATE JIPYTH JIEKApCTBa, WIIM HACKOpOo By e mpuiiokeHa HAKaKBa JApyra BaKCHHA.

BpemenHocT M KbpMeHe
AKko cTe OpeMeHHa WK cMsTaTe, Ye MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms nekap, MeIMIIMHCKa
cecTpa i dapMaleBT, npeau Aa Bu 0b/1e npunokeHa Ta3u BaKCHHA.

Comirnaty Moxe fa ce mpujara 1o BpemMe Ha OpemeHHocT. ["onemusiT o6em ot uHpopmanms,
MoJy4eHa OT HaboAeHueTo Ha OpeMeHHH KeHH, BakcHHUpanu ¢ Comirnaty mpe3 BTOpHsS U TPETHUs
TPUMECTBD, HE TI0Ka3Ba BAKCHHALMATA J1a UMa HEOJIaronpusaTHU e()eKTH BbPXY OpEMEHHOCTTa WIH
HOBOPOJIEHOTO. Makap 4ye undopmamusra 3a eQeKTUTe BbpXy OpeMEHHOCTTa UIH HOBOPOJEHOTO CIIE]
BaKCHHALIMS Mpe3 IbPBUS TPUMECTHD € OTpaHrueHa, He ce HabJIo1aBa MpOMsHA [0 OTHOLICHUE Ha
pHCKa OT CTIOHTaHEH abopT.

Comirnaty MO3IKE [1a C€ Ipujiara B ri€pruoJia Ha KbpMCEHC.
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Ilodupane u paéora ¢ MAIIMHH

Hsixom ot edekTrTe Ha BaKCMHATA, YIOMEHATH B TOUKa 4 (Bb3MOKHN HEXEITaHU Peakiliy) MOTaT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 32 modupane wim padora ¢ mamuan. M3yakaiite, 10Kato
Te3u e()eKTH OTIIYMSIT, IPeau Aa modupare win Aa paboTHTE C MAITUHM.

3. Kak ce npmiiara Comirnaty
Comirnaty ce npuiiara karo urxekuus ot 0,3 ml B MycKyJI B TOpHATa 4acT Ha pbKara.
Ille Bu Ob1aT HanpaBeHU 2 WHKEKITHUH.

HpenoquBa CC€ BTOpaTa A03a OT ChlIaTa BAKCHHA [a CC IMPUIIOKHN 3 CCAMUIIM CJICA ITbpBAaTa 1034, 3a
Ja €€ 3aBbpIIN BAKCUHALIMOHHUAT KYPC.

AKo cTe ¢ oTcnabeHa MIMyHHA cucTeMa, Tperta fo3a Comirnaty MoXke Ja MOJTy4YnuTe Hall-Masko 28 mHH
clell BTopaTa J03a.

Byctep no3a Comirnaty TpsiOBa Jia ce MPHIIOKHK HE MO-paHo OT 3 Mecela ciell Kypca Ha TbpBUYHA
BakcuHanus ¢ Comirnaty Ha JIMIIa Ha BB3pacT 12 U moBeYe TOuHH.

Comirnaty MoXe CBIIO JIa Ce MPUIOXKHU KaTo OycTep 7032 Ha JIMIa Ha Bb3pacT 18 W moBeye roJIluHH,
MOJTYYHIIA KypC Ha ITbPBUYHA BaKCHHAIM, CHCTOSI ce oT apyra nPHK BakcuHa nim aneHOBHpYCHA
BEKTOpHA BakcrHAa. Mors, monuTaiTe Barvsi MeIUIIMHCKY CIISITUATUCT, KOWTO IIe TTOCTaBS
BaKCHHaTa, JaJId OTTOBapsTE Ha YCIOBUATA M KOTa € MOAXOII0TO BpeMe 3a OycTep /03aTa.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yrnorpedara Ha Comirnaty, monuraiire
Bamus nexap, papManeBT WM MEIULMHCKA CECTpa.

4, Bb3MOKHH HeKeJTaHU PeaKIuu

KakTo Bcuuku BaKCHUHU, Comirnaty MOXE J1a NPCAU3BHUKA HEKCIIaHU PCAKIINH, BBIIPEKH Y€ HE BCCKU
TU 1moJry4daBa.

MHoro 4ecTH He:KeJIaHH peaKIMU: MOraT ja 3acerHar noseue ot 1 Ha 10 qymm
Ha MSCTOTO Ha WHXKEKTUpaHe: OOJKa, OTOK

ymopa

rj1aBo0oJIHe

00JKa B MYCKYJIUTE

BTpHUCaHE

00JKa B CTaBUTE

JUapus

MOBHIIICHA TeMITEpaTypa

Hsikou oT Te3u HexenaHu peakliiu ca MajKo Mo-4ecTH IpH IoHOMHN Ha 12 10 15 ronnHu, 0TKOJIKOTO
NpY BB3PACTHH.

YecTH HexKeJIaHM PeaKMU: MoTaT Aa 3acerHar o0 1 Ha 10 mymm

. 3auepBsBaHE HA MICTOTO HAa HHXKEKTUPAHE
° rajeHe
° MOBPBILaHE

HeuecTn He:kenaHu peakuum: MoraT aa 3acerHat Ao 1 Ha 100 gymm
. yrojieMeHu TuMQHH Bb3/IU (HabIroaBa ce mo-uecto cieq Oycrep 103aTa)
. HEPa3IoJIOKEeHNE
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Ooika B ppKaTa

Oe3chHHE

ChpOEXkK Ha MACTOTO HA MHIKEKTUPAHE

aJIEpTUIHH PEaKIMK KaTo 0OpUB MIIH CHPOEK

yceniane 3a caaboCT Wil JIUICa Ha €HEePTHUsl/ChHINBOCT
HaMalleH aleTUT

NPEKOMEPHO M3MOTSIBAHE

HOIIIHN N3IIO0TABAaHUA

Penxu Hexxenanum peakuuu: Morat fa 3acersat 1o 1 Ha 1 000 gymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JIMLIETO
o AJIEPTUYHU PEaKIMU KaTo YPTUKAPHUS WU [IOlyBaHe Ha JINLETO

MHoOro peaku He:keJIaHU peakuu: Moxke Ja 3acerHart 1o 1 Ha 10 000 nymum
. BB3MAJICHUE HA ChPACYHHUS MYCKYJ (MUOKApIUT) WK Bh3MAJICHNE Ha BHHITHATA OOBUBKA Ha
CBHPIETO (TIEPUKAPINT), KOETO MOKE Ja TOBEJE 10 3aayX, ChbpIIeONEHE TN OOKA B THPIUTE

C Hen3BecTHA 4ecTOTa (OT HATUYHUTE JIAHHU HE MOXe J1a ObJic HAIlpaBeHa OIICHKA)

. TEXKa aJlepTUIHa PeaKIThs

. OOIIMPEH OTOK Ha BAKCHHUPAHUS KpaHHUK

. OTOK Ha JIMIETO (MOAyBaHe Ha JHUIIETO MOXKE Jia C€ TIOSBU IIPH MAI[MEHTH C IepMajicH (Guibp)

° KOXKHA peakifus, 1o ¢oopMaTa Ha YepBEHH METHA MK OOPHUB 10 KOXKaTa, KOMTO MOXKE Ja
M3TIIEK 1A KaTo ,,MUIIIeHA" WiTH ,,0MBOJICKO OKO*‘ ¢ THhMHO YEPBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHH KPBIOBe (epuTemMa MylaTugdopme)

. HEOOWYAIHO yCellaHe 1Mo KoXKaTa, KaTo H3TPhIIBAHE WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUsATa MM YyBCTBUTEITHOCTTA, OCOOCHO Ha KOXKaTa (XUIIECTE3Hs)

Cho0maBaHe Ha HeKeJaHH peaKInu

AKO MoNTyynTe HSIKaKBU HEKEJIaHH JISKapCTBEHU peaklyy, yBegomere Bamus nekap, GpapmaneBT nim
MEIUIUHCKA cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXeJaHH
peakin. MokeTe ChII0 ja ChOOIIUTE HEXKENAaHH PEaKIUU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 32
cbo0mmaBane, nocoveHa B [Ipunokenne V, u 1a BKIIOYNTE TAPTUAHUS HOMEp, aKo € HainmdeH. Kato
cboOIIaBaTe HeXXEJAHU PEaKIK, MOXKETe Jla aieTe CBOS MPUHOC 32 MOJyyaBaHe Ha MOBEYe
nH(OpPMAIIST OTHOCHO 0€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Comirnaty
[a ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 32 JeLa.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKA Ha TOAHOCT M paboTaTa e npelHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

He usmnomn3Baiite TOBa JIEKapCTBO CJIE CPOKaA HAa FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTukeTa cien ,,l'oxen 10:“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIEIHMS JICH OT IIOCOYCHHS MECEIl.

[a ce cpxpanssa BbB hpuzep npu -90°C no -60°C.
[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja CE MPENa3y OT CBETIMHA.

Baxkcunara ce monmydaa 3ampazena npu -90°C no -60°C. Crnen mosyyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke J1a ce chxpansaBa win npu -90°C g0 -60°C, wiu npu 2°C g0 8°C.
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Korato ce cexpansBat 3ampaszenu npu -90°C mo -60°C, omakokute ¢ 10 ¢rakona BakCHHA MOTAaT Aa
ce pasmpassar mpu 2°C o 8°C 3a 6 gaca, a eqUHUIHA (DITAKOHU MOTAT J]a pa3MpassT Py CTaiiHa
temmeparypa (1o 30°C) 3a 30 MuUHyTH.

Cren xaTo BeIHBXK € M3BaJICH OT (ppu3epa, HEOTBOPEHUSAT (PIIaKOH MOXKE 1a Ce ChbXpaHsBa U
TpaHncnoptupa B xnaguiHuk mpu 2°C no 8°C no 10 ceqmuiu, 6e3 1a ce IpeBUILIaBa OTIICYATAHUAT
cpok Ha rogaocT (["omeH 10:). BepXy KapToHEHaTa OIIaKOBKA TPsIOBA Ja ce 0TOEIe)KM HOBaTa JaTa, 110
KOSATO TPsIOBa 11a ce u3XBhPiH ciie chxpanenue mpu 2°C qo 8°C. Crnen kaTo BEIHBXK € pa3MpaseHa,
BaKCHHATa HE MOJKE JIa CE€ 3aMpa3siBa MOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'aT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpaseHuTe GprakoHH MOXKe J1a ce padOTH B YCIIOBHS Ha CTaliHa CBETJIMHA.

Cren mbpBOTO NPOOMBaHE Ha 3alylIaikara Ha (akoHa, cbXxpaHsBalite BakcuHara npu 2°C no 30°C u
s NU3II0JI3BalTe B paMKUTE Ha 12 yaca, KOETO BKIIIOYBaA J10 6 yaca BpeMe 3a TPaHCIIOPTHPAHE.
W3xBBpreTe HEU3MoN3BaHATa BAKCHHA.

He u3non3Baiite Ta3u BakcHHa, aKo 3a0esIeKUTe BUAMMHU YAaCTULHU WM IPOMSIHA B LIBETA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alMATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bammus ¢apmManeBT kak Aa U3XBBPIATE JIEKapCcTBaTa, KOUTO Bede HE U3MOa3BaTe. Te3n MepKu 1ie
CIIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA Cpeja.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kakso cbabp:xa Comirnaty

. AxtusHO BemecTBo: HPHK Bakcuna cpeury COVID-19, napeuena To3nHamepaH. OakoHbT
cpabppka 6 go3u no 0,3 ml, Besika ¢ 30 MUKporpaMa TO3HHAMEpaH.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTrn)azaneani )orc(xekcan-6,1-1umm)ouc(2-XeKCHIIIeKaHOAT)
(ALC-0315)

- 2-[(monuerunenriukoin)-2000]-N,N-tuterpanermnaneramus (ALC-0159)
- 1,2-nucreaponn-sn-riunepo-3-pochoxoiun (DSPC)

- XO0JIECTEPOIT

- TPOMETaMOJ

- TPOMETAMOJIOB XHPOXJIOPHU/L

- 3axapo3a

- BOJIA 338 HH)KEKITHH

Kak uzraexna Comirnaty U KakBo CbAbp:Ka OIIAKOBKATA

Bakcunara e 6s1a 1o mouts 6stta qucnepens (pH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hjIaKoH ¢
6 no3u — po3pauen ¢uakoH (cThkio TUM 1) 2 ml, ¢ rymena 3amyIanka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAIIO CE CHBO TUIACTMACOBO Karaye.

Bunore onakosku: 10 ¢urakona wiu 195 durakona

He Bcuuku BUIOBE OMaKOBKM MOTaT Ja ObIaT MyCHATH Ha Ta3apa.
IIpuTe:kaTes Ha pa3pelIeHHETO 32 yOTpeda

BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz
T'epmanus
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ten.: +49 6131 9084-0
taxc: +49 6131 9084-2121
service@biontech.de

IIpousBoauresnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTp66aI

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A/N.V.

Tel/Tel: +32 (0)2 554 62 11

Bbuarapus

[Iaitzep Jlrokcemoypr CAPJI, Kion
bobarapus

Tem: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

EA\rada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafa
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40
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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
Laboratdrios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00



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

Kvnpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35775

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢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}

ToBa nexkapcTBO € pa3pemieHo 3a ynorpeda o T. Hap. cXema ,,pa3periaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponeiickaTa areHIus o
JieKapcTBara 1€ U3BbpIIBA IIPErJiel Ha HoBaTa MH(GOpMaLus 3a JEKapCTBOTO IIOHE BEAHBX I'OAUIIHO
Y Ta3M JIUCTOBKA CHOTBETHO WIE CE aKTyaJIu3upa.

CkanmpaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

IMoxpo6Ha uH(pOpMaIHs 32 TOBA JICKAPCTBO € MPeI0CTaBeHa Ha yebcaiita Ha EBporneiickaTa areHuust
1o jekapcrara http://www.ema.europa.eu.

Ta3u nucroBka e HanuyHa Ha Bcnuku e3uti Ha EC/EUII Ha yeGcaiita Ha EBporeiickara areHIus mo
JIeKapCTBAaTa.

IMocouyenara mo-nos1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEAHIMHCKH CIIEIUATUCTH:

[punaraiire Comirnaty HHTpaMyCKYyJTHO KaTo ITbpBHYEH Kypc oT 2 no3u (0,3 ml Bcska) npes
MHTEPBAJ OT 3 CeAMUIIH.
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Ha numa cbe crmHO oTctabeHa MMyHHA CHCTEMa TPETa 1032 MOXKE JIa Ce TMPUIIOKU Hal-Mallko 28 THU
clien BTOpata J03a.

Byctep no3a Comirnaty TpsioBa aa ce MPHIOKHU HE TMO-PaHO OT 3 Mecela cliell Kypca Ha MbpBHYHA
BakcuHalusa ¢ Comirnaty Ha JIMIla Ha Bb3pacT 12 U MOBEYE FOUHHU.

Comirnaty moske CBIIO J1a Ce TIPUIIOKHU KaTo OycTep 103a Ha JIKIA Ha BB3pacT 18 u moBede roauHy,
MOJYYHIM KypC Ha TbPBUYHA BaKCHHAIINS, ChCTOSI ce oT apyra MPHK BakcuHa mim ajieHOBHpyCHA
BEKTOPHA BaKCHHA.

IIpocnenumoct

3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMED Ha MPHIIOKEHUS MPOAYKT TPsIOBa SICHO J]a ce 3alnCBarT.

Yxka3anus 3a padora
Comirnaty TpsiOBa 1a ce IPUTOTBH OT MEAMIIMHCKH CIEIHAIHCT, KaTO Ce U3I0JI3Ba aceNTUIHA
TEXHUKA, 33 Ja Ce rapaHTUpa CTEPUIHOCTTA HA IIPUrOTBEHATA AUCIIEPCHS.

IMPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOT'PAMA/IO3A
NHXKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJAMHMN)

e [IpoBepere nanu (IIaKOHBT € ChC
CHBO IUIACTMACOBO Karayie U CHB
KOHTYD, OTpa)<JIalll €THUKETa, ¥ TaJIH
UMeTO Ha mpoaykra e Comirnaty
30 MuKporpama/0o3a HHXEKIHOHHA
JHCTICPCHSI.

e  AKo (IaKOHBT € C JIUIaBO
IUIACTMACOBO Karade, MOoJIs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTEepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/mosa
KOHIICHTPAT 32 HH)KEKI[HOHHA
JIHCIIEPCHSI.

® AKO ()JIaKOHBT € C OPAHIKEBO
IJIaCTMACOBO Kamaye, MoJIs,
HaIpaBeTe CIIpaBKa ¢ KpaTKara
XapaKTEepUCTUKA Ha MTPOIYKTa 32
Comirnaty 10 mukporpama/mosa
KOHIICHTPAT 32 MH)KEKIIMOHHA
JMCHEPCHsL.

CuBo kamaye

Ja He ce
pa3pe:xaa
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IIPEM YIIOTPEBA HA COMIRNATY 30 MUKPOTI'PAMA/IO3A HTH)KEKIIMOHHA
JAUCIIEPCHUA (JIMIA HA 12 M TTOBEYE 'OAWHMH)

e AKO MHOTOZIO30BHUSAT (hJIAaKOH CE

o ChXpaHsBa 3aMpa3eH, TOH TpsOBa Ja
ce pasMpasu Ipeau yrnorpeoa.
Jla ce chxpansBa 10 3ampaseHute QriakoHu TpsOBa 1a ce
10 ceqmunu npu TIpeHecaT B cpefa ¢ remneparypa 2°C
2°C no 8°C, 1o 8°C, 3a 1a ce pa3mMpassr;

pa3MpassBaHETO Ha eHa OMAaKOBKa C
10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, ye GrakoHUTE ca
HaIbJIHO pa3Mpa3eHH Npean
ynorpe0a.

e (Cren mpemMecTBaHe Ha (QIIAKOHHUTE 32
cexpanenune npu 2°C mo 8°C,
KOpUTHpalTe CpoKa Ha TOJHOCT
BBPXY KapTOHEHATa OMAaKOBKa.

e HeotBopeHure ¢uiakoHA MOTAT J1a ce
cexpansBar 10 10 cemmunu mipu 2°C
1o 8°C, 6e3 ma ce mpeBHUIIaBa
OTIEYATAHUAT CPOK Ha TOAHOCT
(Tonen mo:).

e BB3MOXEH € IpYT BapuaHT, pH
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOXeE J1a ce pazmMpassar 3a 30 MUHYTH
pu Temnepatypa o 30°C.

e Ilpenu ynotpedba HEOTBOPEHUST
(h1akoH MOKe J1a ce ChXpaHsBa J0
12 gaca npu temneparypa no 30°C. C
pasmpa3zeHuTe QIaKOHH MOXKeE Jia ce
paboTu B yciioBHs Ha cTaiiHa
CBETIIMHA.

KOpPUTHpaiiTe CpoKa
HA FOAHOCT BbPXY
KapTOHEeHaTa

ONaKoOBKa. )

e BuumaTenHo pa3Mecere, KaTo
oo0wpHeTe durakonute 10 mbTH. He

pasKiaIanre.
- e [Ipenu pazmecBaHe pazMpaseHara
r JHCTIEPCHUST MOJKE J1a ChABpKa Oenn
- IO TIOYTH O€JTH HETPO3pavYHU

aMop(HU YaCTHIIH.

e Cnen pa3MecBaHe BaKCHHATA TPSOBa
Jla TpeicTaBisaBa Osia 10 mouTH Osa
nucrepcus 0e3 BuauMu dactuiy. He
M3M0JI3BAiTe BAKCHHATA TIPH HAJTUYLE
Ha YaCTHUIM WM TIPOMSHA B I[BETA.

7

Baumartenano 10 nvTH
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T'OJNHN)

MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
30 MUKPOTI'PAMA/JO3A MHXXKEKLHUMOHHA JUCIHIIEPCHUS (IMLA HA 12 U IIOBEYE

0,3 ml Bakcuna

Kato u3mnomn3Bare acenTuaHa
TEXHHUKA, TOYNCTETE 3aImyIajKkaTa Ha
(baKoHa ¢ TAMITOH 3a €THOKpaTHA
yrmotrpeba, HaloeH ¢ aHTUCETHIEH
pasTBop.

Uzrernere 0,3 ml Comirnaty

TpsiOBa fa ce U3MON3BaT CHPUHIIOBKH
W/WJIH UTIIN C MaTbK MBPTHB
(memsmon3BaeM) odeM, 3a Ja ce
M3TETIIAT 6 03U OT €AUH (PIIaKOH.
KoMm0OuHanusTa OT CIpuHIIOBKA U
WrJia C MaTbK MBPTHB 00eM TpsiOBa Ja
“Ma MBPTHB 00€M HE MO-TOJISIM OT

35 MukponuTpa.

AKO ce M3T0JI3BaT CTaHIaAPTHH
CIIPUHIIOBKY U WMIJIH, MOXKE J1a HIMa
JIOCTaThueH 00EM 32 U3TETIISTHE Ha
IIECT JJO3H OT EIUH (DJIAKOH.
Bcesika nosza TpsioBa a chappxka
0,3 ml Bakcuna

AKO KOJIMYECTBOTO HA OCTaHajIaTa
BBB (DJITaKOHA BaKCHHA HE MOXKE Ja
IOCTaBH efHa Isia go3a ot 0,3 mi,
H3XBBpJIeTe (PIaKoHa U U3IMIITHUS
obeMm

3anuieTe ChOTBETHUTE JaTa/dac
BBPXY (prakona. U3xBbprere
HeM3MoJI3BaHaTa BakcuHa 12 qaca
cliel IIbPBOTO MPOOUBAHE Ha
3arynrajgKaTta Ha (hJaKoHa.

HN3xBbpasine

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaHM.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 10 mukporpama/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 JOBJIHUTEIHO HAOMoaeHre. ToBa 11e mo3Boau Obp30TO
YCTaHOBSIBAaHE HAa HOBAa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajeTe CBOs MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlys, KosSTo Balero neTe e mojayduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEXEJIaHU PeaKIluu BIDKTE Kpas Ha TOYKa 4.

IIpoyeTeTe BHUMATEIHO AJIATA JUCTOBKA, IpeaAu 1a Bu 6b1e npuiaokeHa 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, oNuTainTe Bamms nekap, papmaneBT uin
MEJULMHCKA CecTpa.

. Axko Bamero nete nomydn HIKaKBHM HEXEaHU peakiny, yBegoMeTe Bamms nekap, papmaiieBt

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHUKU BH3MOKHU HEXKEIIAHU PEAKITUHU, HEOITNCAHU B
Ta3u JIMCTOBKA. BibkTe TouKka 4.

KakBo cbabp:ka Ta3H JJHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tps0Ba na 3Haere, npeau Comirnaty ga Ob1e npuiiokeH Ha BameTo gete
Kak ce mpunara Comirnaty

BBb3M0XHU HEXETaHU pEeaKLUU

Kak na cpxpansBate Comirnaty

ChbabppkaHue Ha ONAKOBKATa M AOIBIHUTENIHA HH(POPMALUS

AL

1. Kakso npeacraBiasgBa Comirnaty u 3a KaKBO ce H3M0JI3Ba

Comirnaty e BakCHHa, KOSATO C€ M3M0J13Ba 3a npena3sade ot 3adoisaBane or COVID-19, npuunHeHo
ot SARS-CoV-2.

Comirnaty 10 mukporpama/mo3a KOHIIEHTpAT 3a MHKSKIIMOHHA AUCIICPCHUS Ce MpUiara Ha Jiela Ha
BB3pacT oT 5 1o 11 rogunm.

BakcuHaTa cTaBa mpuYMHA UMyHHATa CHCTeMa (€CTECTBEHUTE 3aIMTHH CHITH HA OpPraHu3Ma) Ja
MPOU3BEKa AaHTUTEJIA U KPHBHU KJICTKU CPEIly BUPyCa, KaTO TaKa OCUTYPSIBA 3alUTa CPEILY
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABpKa BUPYCa, 3a 1a Ch3Ja/le IMyHUTET, TOM HE MOXKE J1a TPUUUHH
3abonsBane or COVID-19 na Bameto gere.

2. Kakso TpsoBa na 3Haete, npeau Comirnaty na 6b1e npuiioxeH Ha Bamero nerte

Comirnaty He TpsdBa Ja ce mpujara
o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEILIECTBO WJIM KBM HSKOS OT OCTAaHAJIUTE
ChCTaBKM Ha TOBA JIEKApCTBO (M30pOCHH B TOUKa ).

IIpexynpeskaenusi ¥ NpeAnasHu MepKU

I'oBopete ¢ Bamust nexap, papmaneBT Wiy MEAUIIMHCKA CECTpa, IPEAN BaKCUHATa 1a Obe
IpuwiIokeHa Ha Bamero nere:

. aKO MMa TeXXKa aJIEpruyHa peakuus Wi MpodaeMy ¢ JUIIAHETO Clie] NH)KEKTUPaHe Ha HAKaKBa
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JIpyra BaKCWHA WJIU CJIe] KaTo My € Oma mprioskeHa Comirnaty B MHHAJIOTO.

L aKO I'0 ITPUTECHABA IPOLECCHT HA BAKCMHUPAHE WUJIM HAKOTa € IIpuIiagajio CJICa IIOCTaBAHE Ha
HWHXXCKIUA C UI'J1a.
L aKo0 MMa TEXKKO 3a00JsBaHe UIH I/IH(l)eKI_[I/I}I C BUCOKa TeMIICpaTrypa. O6aue Bameto JCTC MOXKE

Ja 6’[)).'[6 BAKCMHHPAHO, dKO MMa JICKO MOBUIIICHA TCMIICPATypa WX JICKA I/IH(l)eKLII/IH Ha TOPHHUTC
JAUXATCIIHU ITbTUIIA, KaTO HACTHUHKA.

o aKo MMa Mpo0IieM ¢ KPbBOCHhCUPBAHETO, JIECHO MOTy9aBa CHHIUHH WIJIH U3II0JI3BA JIEKAPCTBO 32
Mpe/ina3BaHe OT MOSBa HA KPbBHU CHCHPEIIH.
. aKo MMa oTciiabeHa HMyHHA CHCTeMa Mopaay 3adossiBane, Hanpumep uHdpekiusa ¢ HIV, niu

IMPUCM Ha JICKAPCTBO, KATO KOPTUKOCTCPOU, KOCTO IMOBJIMIBA UMYHHATa CUCTCMaA.

CrplriecTByBa HOBHIIEH PUCK OT MHOKAPANT (Bb3MaJIEHNE HAa ChbPACUYHUS MYCKYII) U IEPUKAPIUT
(BB3MasIeHre Ha BHHITHATa OOBUBKA HA CHPIIETO ciien BakcuHarws ¢ Comirnaty (Bx. Touka 4). Tesun
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nmaU. Te ca HaOMoJaBaHM MMO-YECTO CIIE BTOpAaTa BAKCUHAIIMS U TI0-4€CTO IIPH FOHOIIN U TTO-MJIaIH
Mbke. Cren BakcuHaIMs TpsiOBa 1a ObjieTe OJUTEIIHY 3a MPU3HAIIM Ha MUOKAPUT U IIEPUKAPINUT,
HampuMep 3a1yX, ChplieOrneHe win 00JIka B TbPANTE, U TPsIOBA He3a0aBHO J1a IOTHPCUTE JIeKapcKa
MOMOII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuau, Comirnaty MOXe Jia HE 3alUTH HAIIbJIHO BCUYKU BAKCUHUPAHHU U HE €
M3BECTHO KOJIKO JBJITO IIe OBACTE 3aIlIUTCH(a).

Bameto gere Moxe na noiayuu tpera go3a Comirnaty. Eduxacnoctra Ha Comirnaty, a0pu cien
TpeTa J103a, MOXe Jia € MO-HUCKA MPH Xopa ¢ 0TCIabeHa UMyHHA cucTeMa. B Te3u ciyyau TpsoBa na
MPOJBIDKUTE J1a Cria3BaTe (PU3NIESCKUTE MPEANa3Hu MEPKH, 32 J]a TOMOTHETE 3a MPEBEHIUATA Ha
COVID-19. Ocgen ToBa Oau3kuTe Bu koHTakTHU Jinia TpsiOBa J1a ObIaT BAKCUHUPAHU, aKO €
nojxosmio. O0chaeTe MOIXOAANIMTE HHANBUYAIHU MPENOpbKY ¢ Barus nekap.

Jena
Comirnaty He ce mpenopbYBa MPH Jielia Ha Bh3pacT MoJ] 5 TOAMHU.

JApyru nexkapcrBa u Comirnaty

Tps0Ba na kaxxere Ha Bamus nexap win ¢apmaienT, ako BareTo nere u3nomnassa, HACKOPO €
M3I0JI3BAJIO WM € Bb3MOXKHO 2 U3I0JI3Ba APYrH JIKApCTBa, WIIM HACKOPO MY € MPUJIOKEHA HIKaKBa
Jpyra BakCHHa.

BpemeHHOCT M KbpMeHe
Axo Bameto nere e 6peMeHHO, KaxxeTe Ha Bamms nekap, MeIuIHCKa cecTpa win (apMaieBT, Ipean
Ja My OBJie IPUIIOKEHA Ta3U BaKCHHA.

Comirnaty Moke J1a ce Tpuiiara mo Bpeme Ha OpemeHHOCT. ['onemusT o6em ot nHpOpManms,
MoJTydeHa OT HaOJIFOIEHNEeTO Ha OpeMeHHH JKeHH, BakcHupanu ¢ Comirnaty mpe3 BTOpHS M TPETHS
TPUMECTHP, HE TIOKa3Ba BAKCUHALIMATA Aa UMa HEOJIaronpusTHH ePeKTH BbpXY OpeMEHHOCTTa HITH
HOBOpPOJeHOTO. Makap 4e nHpopMarusiTa 3a eeKTuTe BbpXy OPEMEHHOCTTa WIIH HOBOPOACHOTO CIIE
BaKCHHAIIUS Tpe3 bPBUS TPUMECTHP € OTpaHHuYeHa, He ce HaOJro1aBa MPOMsiHA TI0 OTHOIICHUE Ha
pHCKa OT CIIOHTaHEeH abopT.

Comirnaty Mo’ke J1a ce TIpujiara B mepruoia Ha KbpMEHe.

lodupane u padora ¢ MAIIUHU

Hsxown oT edekTTe HA BAKCHHATA, YIIOMEHATH B ToUKa 4 (BB3MOXHU HEXXETIaH! PEeaKITiN) MOTaT
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTA 32 paboTa ¢ MAIIMHU TN IpeANprueMane Ha TeHHOCTH KaTo
KapaHe Ha Benocunen. M3uakaiite, 1oKaTo Te3u €PEKTH OTIIYMSIT, IPEIU Bb30OHOBSIBaHE HA
JIEHHOCTUTE, KOUTO U3NCKBAT ITHITHO BHUMAaHHE.
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3. Kak ce mpuiara Comirnaty

Comirnaty ce mpuiara ciefi paspexaane kato nmkekus ot 0,2 ml B MycKyJ B TOpHaTa yacT Ha
pbKara.

Ha Bamrero mere mie ObAaT HaNIpaBEeH! 2 HHXKEKITHH.

[IpenopbuBa ce BTOpara [03a OT ChIllaTa BAKCHHA J]a c€ NPHJIOKH 3 CeAMULM CIIE IIbpBaTa 1103a, 3a
Jla ce 3aBbPIIY BAKCUHALMOHHMAT KypC.

Axko Bamiero nere e ¢ orciiabeHa UMyHHA cucTeMa, TpeTa o3a Comirnaty MoXke Ja IMOJTydr Haii-
Majko 28 JHH cJe BTopaTa 103a.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ ynorpedara Ha Comirnaty, monuraiire
Bamms nekap, papManeBT WM MEIUIIMHCKA CECTpa.

4, Bb3MOKHU HeKeJTaHU peakuuun

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKE [1a IPpCAN3BUKA HCIKCIIAHNU PCAKIINH, BBIIPCKH Y€ HE BCCKU
' TI0JIy4aBa.

MHOro 4ecTH HeKeJIaHM PeaKUMU: MOraT Ja 3acersar noseve ot 1 Ha 10 qymmu
Ha MSICTOTO Ha MHXXEKTUpPaHe: 00JIKa, OTOK, 3a4epPBsIBaHE

yMmopa

raaBo0oIIHe

0oJKa B MyCKYJIUTE

BTpHICaHE

0OJIKa B CTaBUTE

TUapus

MTOBHIIIEHA TEMITEpaTypa

YecTH HexkeJIaHM PeaKkUMU: MOraT Aa 3acerHat o 1 va 10 mymmum
° rajgcHe
° MOBPBILaHE

HeuecTn He:kenaHu peakuuM: MoraT aa 3acerat Ao 1 va 100 gymm
yroieMmenu TnM(pHU Bb3H (Ha0II0/1aBa ce mo-decTo ciies; Oycrep mo3aTa)
HEpa3IoIOKEHNE

0oJKka B pbhKaTa

0e3cnHHue

CHpOEK HA MACTOTO HA MHXKCKTHUPAHE

aJIeprUYHM PEaKIMK KaTo OOPUB WIIH ChPOEIK

ycellaHe 3a cJ1a00CT WJIH JIUIICA Ha CHEPIHs/ChHIMBOCT
HaMaJieH alleTUT

MIPEKOMEPHO U3IOTSIBaHE

HOIITHU U3IOTSABAHN

Penku Hesxenanu peakuuu: Morat 1a 3acersat o 1 Ha 1 000 qymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JIULETO
o JIEPTUYHH PEAKINHU KaToO YPTUKApUs HIIH MOJyBaHE Ha JIUIETO
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MHOr0 peKd HeKeJIaHu peakuuu: Moxke na 3acersat 1o 1 Ha 10 000 mymm
o BB3MAJICHUE HA ChPJICYHHUS MYCKYJ (MUOKApPIUT) WIK Bh3MAJICHNE HA BHHIITHATA OOBUBKA Ha
ChpreTo (TIEPUKAPIUT), KOSTO MOXKE JIa JAOBEAC JI0 3ayX, ChpIeOUCHE WK 00JIKa B I'bPIUTE

C HeH3BeCTHA 4eCTOTA (OT HATMYHUTE JIAHHU HE MOXKeE Jia ObJIc HallpaBeHa OIICHKA)

° TEXKa aJIEPTUYHA PEAKIIHS

. 0OIIMpPEH OTOK Ha BAKCHHUPAHUS KPaTHUK

. OTOK Ha JIMIETO (IOAyBaHE Ha JIMIIETO MOXKE Ja Ce TOSBU NPU NAIMECHTH C JIepMajicH (QUIbp)

° KOXHa peakiIysi, Mo jopMaTa Ha YepBEHH IETHA WU OOPUB IO KOXKATa, KOMTO MOXKE Ja
W3IIIeKAA KaTo ,,MUIICHA™ MK ,,0MBOJICKO OKO™ C ThMHO YE€pPBEH IICHTHP, OKOJIO KOMTO MMa I10-
CBETJIM YEPBECHH KPBIOBeE (epUTeMa MyITH(POpME)

. HEOOMYaHO ycelaHe 1o KoXaTa, KaTo U3TPBIIBAHE WIIM MpaBYyYKaHe (TIapecTe3wsl)

. HaMaJlsIBaHE Ha yCEIIaHUATa WU IyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XUTIECTE3Ms)

Cpo0IaBaHe HA HeKeJIAHU peaKklun

Axo Barmeto gere moyydn HSIKaKBU HEXXEJIAaHHU JICKAPCTBEHH pEaKIv, yBeaoMeTe Bamms nekap,
(hapmarieBT WM MEAMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOXKHHM HEOIMMCAHU B Ta3H JHUCTOBKA
HEeXeNaHU peakui. MOoXKeTe ChINO J1a ChOOIUTE HEXEIaH! PEaKI[UK TUPEKTHO Ype3 HallMOHATHATA
cUCTeMa 3a ChoOIIaBane, mocoueHa B [lpmiokenue V, u 1a BKIFOYUTE TAPTUIHUAS HOMEP, aKO €
HanudeH. Kato cho0mmaBaTe HeXKeIaH! PEeaKITuy, MOXKETE /1a JaJAeTe CBOs IMIPUHOC 32 MoTydaBaHe Ha
noBeue MHPOpPMAIUI OTHOCHO 0€30MaCHOCTTa Ha TOBa JICKAPCTRO.

5. Kak 1a cexpansBate Comirnaty

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBITHO 3a ACHA.

CJ'ICI[BaH_IaTa I/IH(i)OpMaI_II/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HAa TOAHOCT U pa60TaTa € MMpcAHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICUAJINCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsI3aH BEPXY KAPTOHEHATA ONAaKOBKA H
eTrkeTa cien ,,[ ojeH 10:“. CpoKbT HA TOJHOCT OTrOBaps Ha MOCIEHHS ACH OT MOCOUCHHS MECEIL.

Ja ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 Ja CE MPE/Na3y OT CBETIIMHA.

Bakcunara ce momyuaBa 3ampaseHa mpu -90°C o -60°C. Cnen nonydaBaHe 3aMpa3eHaTa BAKCHHA
MOXe J1a ce cbxpaHsiBa unu npu -90°C no -60°C, unu npu 2°C go 8°C.

Koraro ce chxpansiBat 3ampa3senu npu -90°C mo -60°C, onakoekute ¢ 10 ¢rakoHa BakCHHA MOTaT J1a
ce pasmpasat npu 2°C 1o 8°C 3a 4 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a C€ Pa3MpassT IpH cTaiiHa
temmepatypa (1o 30°C) 3a 30 MunyTH.

Crnen kKaTo BeIHBXK € U3BaJICH OT (hpu3epa, HEOTBOPEHUAT (DIIAKOH MOXKE J1a C€ ChXpaHsABa U
Tpancnoptupa B xjaawtHuk npu 2°C no 8°C mo 10 ceamurm, 6€3 1a ce mpeBUIliaBa OTIeYaTAHUSAT
cpok Ha roaHoct (I"oxeH 1o:). Bepxy kapToHEeHaTa onakoBKa TpsOBa J1a ce OTOENIEeKU HOBaTa JiaTa, J0
KOSTO TpsiOBa Aa ce u3XBbpiu ciel chxpanenue mpu 2°C go 8°C. Crnen kaTo BEAHBXK € pa3MpaseHa,
BaKCHHA HE MOXKE J]a Ce 3aMpassiBa MOBTOPHO.

[Ipenu ynotpeda HEOTBOpEeHHUTE (JIAKOHM MOTAT JIa € ChXpaHsBar 0 12 vaca npu TeMiiepaTtypa
mexay 8°C u 30°C.

C pa3mpasenute hIakoHU MOKE J1a ce pabOTH B YCJIOBHSI Ha CTaiiHa CBETIIMHA.
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Crnen pa3pexxnane, chxpansBaiite Bakcunaarta mmpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 gaca, koeTo BKJIIOUBA JI0 6 Yaca BpeMe 3a TpaHCIopTUpaHe. M3XBbpIieTe HEM3IOJI3BaHATa BaKCHHA.

He usnon3paiite Tazu BaKCHHa, ako 3a0€NIeKHTE BUJUMHU YaCTUIU B pa3peCcHaTa JUCIICPCUS UIIN
IIpoOMsAHa B IBETA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3aLUUATa WM KOHTEeHHepa 3a JoMallHu oTnaabuu. [lomuTaiite
Bammst ¢papmarieBT Kak Ja U3XBBPIATE JEKapCTBaTa, KOUTO Bede HE U3Moi3Bare. Te3u MepKu 1e
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpefa.

6. Cun)pmalme Ha OIMAKOBKAaTa U JO0IIbJHHUTEC/IHA I/lH(l)OpMalII/lH

KakBo cpabp:ka Comirnaty

o AxtuHo BemecTBo: UPHK Bakcuna cpeury COVID-19, napeuena tosunamepan. Cnen
paspexaane GpaakoHbT chabpxka 10 go3u o 0,2 ml, Besika ¢ 10 MukporpaMa To3MHaMEpaH.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTr)azaneani )ouc(xekcan-6,1-1numm)ouc(2-XeKCHIIIeKaHOAT)
(ALC-0315)

. 2-[(momuetmnenrnukon)-2000]-N,N-murerpanermnaneramus (ALC-0159)
— 1,2-nucreapowmi-sn-riunepo-3-pocdoxonma (DSPC)

- XOJIECTEPOI

- TPOMETaMOI

- TPOMETAMOJIOB XUAPOXJIOPHT

- 3axapo3a

- BOJIA 32 WHXKEKIIUH

Kaxk m3riexxaa Comirnaty u KakBo ChIbp:Ka OMaKOBKaTa

Bakcunara e 6s1a 1o moutu Ostta qucnepenst (pH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hIaKoH ¢
10 no3u — npo3paueH ¢uakoH (cThkito TH 1) 2 ml, ¢ rymMeHa 3amymanka i ¢ alyMUHACBAa 00KaTKa H
OTYYIIBAILO CE OPAHKEBO MIACTMACOBO Karayge.

Bunogse onakosku: 10 ¢makona wmu 195 durakona
He Bcuuku BHOBE OMAaKOBKH MOTaT Aa ObAAT IMyCHATH B Mpojaaxoa.

IIpuTe:kaTesn Ha pa3pelIecHUETO 32 ynorpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

ITpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus
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3a gombIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
TIPE/ICTABUTEN Ha MIPUTEXKATENS Ha pa3penIeHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

bbarapus

[aiizep Jlrokcembypr CAPJI, Ko
bovarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

EArLGoa
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
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

173

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

Slovenské republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040



Italia Sverige

Pfizer S.r.l. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00

Konpog United Kingdom (Northern Ireland)
Pfizer EAAGg A.E. (Cyprus Branch) Pfizer Limited

TnA: +357 22 817690 Tel: +44 (0) 1304 616161

Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35775

JaTa Ha nocjeano npepasriexiaade Ha aucropkara {MM/IT'TTT}

Toa JlekapcTBO € pa3pemnieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane mona ycimosue™. ToBa
03Ha4yaBa, 4e 3a JIEKAPCTBOTO CE OUAKBAT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa 1€ U3BBPIIBA Mperiie] Ha HoBaTa HHPOPMAaIXSA 32 JIEKapCTBOTO TIOHE BEIHBXK TOJUIITHO

1 Ta3u JJMCTOBKA CbOTBETHO LIC CC aKTyalIu3upa.

CKaHHpaﬁTe Koga C MOOUIHO yCTpOfICTBO, 3a [1a MMOJYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[TonpoOHa uHOpMaIKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o jiekapctBata http://www.ema.europa.eu.

Tasu nuctoBka e HannyHa Ha Bcuuku ez Ha EC/EUII Ha yeOcaiita Ha EBponeiickara areHIus 1o
JeKapcTBara.

ITocoyenara mo-x0Jay HH(l)OpMalII/lH € MpeaHasHayeHa camMo 3a MEAUIHHCKH CIICEHHAJTUCTH:

[punaraiire Comirnaty HHTpaMyCKyJTHO clie/l pa3pexkaane karo kype ot 2 no3u (0,2 ml Besika) mpes
WHTEPBAI OT 3 CEIMUIIH.

Ha Jnia CbC CUIHO oTcnabeHa HMYHHA CUCTEMaA TPETAa N03a MOKEC 1a CC MMPUITOKHA Hai-mManako 28 JHHA
CJIC] BTOpaTa J103a.

IIpocnenumoct

3a f1a ce moo0pu MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Yxkazanus 3a padora

Comirnaty 10 mukporpama/mnosa TpsOBa a ce IPUTOTBH OT METUIIMHCKHU CIIEI[HAIIMCT, KaTo CE
W3M0JI3Ba aCENTHYHA TEXHHKA, 3 JIa CE TapaHTHpa CTEPUITHOCTTA HA MPUTOTBEHATA TUCTICPCHUS.
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MPOBEPKA HA ®JIAKOHA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT
3A MTHJKEKIIMOHHA JJMCHEPCHS (IELIA HA 5 IO 11 TOAWHHN)

OpanikeBo Kanaue

Caen paspexnane

10 ug

[Iposepete nanu GpIakoHbBT € ¢
OpaHXeBO ITACTMACOBO Karadye.
AKO (QIIaKoHBT € ¢ TUITaBO
IUIACTMACOBO Karade, MOJIs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MIPOIYKTa 32
Comirnaty 30 mukporpama/nosa
KOHLICHTPAT 32 MH)KEKLIMOHHA
JACTIEPCHSI.

AKO (JIaKOHBT € ChC CHUBO
IUIACTMACOBO Karaue, MOJIs,
HarpaBeTe CIpaBKa C KpaTkara
XapaKTEepUCTHKA Ha MIPOIYKTa 32
Comirnaty 30 mukporpama/mosa
WHXECKIIMOHHA TUCTICPCHSL.

MPEIA YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHKEKIIMOHHA JIMCIIEPCHS (IEIA HA 5 JIO 11 TOJIMHM)

Ja ce cbxpansiBa
10 10 cexmunm
npu 2°C no 8°C.

AKO MHOT'0JI030BHUSAT (hJTAKOH CE
ChbXpaHsBa 3aMpa3eH, TOH TpsiOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampazenuTe (akoHH TPIOBaA 1a
ce MpeHecar B cpejia ¢
temriepatypa 2°C mo 8°C, 3a na
Ce pa3MpassT; pa3MpassBaHETO
Ha e/lHa orakoBka ¢ 10 ¢rmakona
MOXe Jla OTHeMe 4 yaca. YBepere
ce, e (JIAKOHUTE Ca HAIbJIHO
pasmpaseHu mpeau ynorpeoa.
Cren npemecTBaHe Ha
(hakoHHTE 32 ChXpaHEHUE PU
2°C no 8°C, xopurupaiite cpoka
Ha FOJTHOCT BBPXY KapTOHEHATa
OTIaKOBKA.

HeotBopenure ¢rakonu Morar
na ce cpxpansaBar a0 10 ceqmurm
mpu 2°C no 8°C, 6e3 na ce
NPEBUIIABA OTIEYATAHUSIT CPOK
ma roguoct (I"omen mo:).
Bb3moxeH e cbio apyr
BapUaHT, IPH KOWTO €AUHUIHU
3aMpa3eHd (IIAKOHH MOXKeE Jia ce
pa3Mpassar 3a 30 MUHYTH ITpH
temneparypa ao 30°C.

[Ipenn ymorpeba HEOTBOPEHUSAT
(haKoH MOJKE /1a ce ChXpaHsIBa
1o 12 gaca mpu TemmepaTypa 10
30°C. C pa3mpazenure (rakoHU
MOXe J1a ce paboTH B YCIOBHS HA
cTaliHa CBETJIMHA.
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CMECBAHE ITPEJM PASPEXKJTAHE HA COMIRNATY 10 MUKPOI'PAMA/IO3A
KOHIEHTPAT 3A MH)KEKIIMOHHA JJMCHHEPCHUSA (JELHA HA S 10 11 TOAMHN)

9

Buumarenano 10 nbTn

OcraBeTte pa3Mpa3eHUAT (HIaKOH
Jla TOCTUTHE CTaiiHa
TEeMIIepaTypa ¥ BHUMATEITHO T'O
o0bpreTe 10 mbTH npean
pazpexnane. He paskiaiaire.
[Ipenu pazpexnane
pasMpa3seHaTa JUCTIEPCHUS MOXKE
Jla ChIbpaKa OCNM 10 IOYTH OeNn
HETpOo3pavyHu aMOPPHH YACTHIIH.

PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHXEKIIMOHHA JTMCHEPCHS (IELIA HA 5 IO 11 TOJWHN)

< /

1,3 ml narpues xyaopux 9 mg/ml (0,9%0)
HHIKEKIIMOHEH Pa3TBOpP

Pa3mpa3seHnaTa BakcuHa TpsOBa
Jla ce pa3pelid B HeiHus
opuruHaieH ¢akos ¢ 1,3 ml
HatpueB xyuopug 9 mg/ml (0,9%)
HHKEKIIMOHEH Pa3TBOp, KaTo ce
n3moa3Ba uria 21 G, win no-
THHKA, U aCCNTHYHA TEXHHUKA.
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e I3paBHeTe  HaNATaHETO  BBHB
(hmakoHa TIpenu Jga  W3BAIUTE
WTIIaTa OT HETo, KaTO HM3TErIUTe
1,3ml BB3AYX B W3MpazHEHaTa

CIIPHHIIOBKA Ha pa3peIuTels.

N3rersere 6yranoro o 1,3 ml, 3a na
OTCTPAHHUTE Bb3AyXa OT (pJIaKoHa.

e BuumarenHo oObpHETE
paspeneHaTa quCIepcus
10 metu. He pazkiamaiite.

e Pa3penenara BakcuHa TpsiOBa aa
MpeICTaBIsIBa Osl1a 10 IOYTH
Osta ucriepenst 6e3 BUIUMH
yactuuy. He usnosnssaiite
paspeneHaTa BakCHHA MIPH
HaJIM4Yie Ha YaCTUIH WU
MIPOMSIHA B IIBETA.

4
{

Baumartenno 10 nvTH
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Yac 3a
H3XBBPJIsSHE

O
3anumere CbOTBETHHUTE AaTa M Yac.

Jla ce u3moJi3Ba B paMKuTe Ha 12 yaca cien
pa3pexnane.

Ha paspenenute daakoHu
TpsOBa a ObAAT OTOCIIA3aHN
CHOTBETHHUTE JaTa U 4ac.

Crnen pa3pexaaHe, CbXpaHsABanTe
npu 2°C go 30°C u usnon3paiite
B paMKuTe Ha 12 vaca.

He 3ampazsiBaiite wimn
pasKiamanTe pazpeaeHara
nucriepcusi. Ako e Ouna
MOCTaBEHA B XJIa/IUITHHK,
OCTaBeTe pa3peaeHara
JUCTIEpCHS 1a JOCTUTHE CTaifHa
TeMIeparypa npeau ynorpeoa.
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HA 5 JIO 11 TOJUHM)

MNPUT'OTBSAHE HA UHAUBU Y AJIHU 1031 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIIMOHHA JUCIIEPCHUSA (AELNA

0,2 ml pa3penena BakcuHa

Cnen pa3pexnane GIakOHBT
chabpka 2,6 ml, OT KOUTO MOTAT
na ce usrenyAr 10 gos3u o 0,2 ml.
Karo u3nonzeare acentuuna
TEXHHKA, TIOYNCTETE
3aryIraigKaTta Ha (hJaKoHa ¢
TaMIIOH 32 €JHOKpaTHA yroTpeoa,
HAIlOEH C aHTHUCENTHYEH Pa3TBOP.
Uzternere 0,2 ml Comirnaty 3a
Jena Ha Bb3pacT 5 10 11 rogunu.

Tpsabsa na ce u3mon3sar
CTIPUHIIOBKY H/WJIH UTJTH C MaTbK
MBPTHB (HEH3IOJI3BaeM) 00eM, 3a
na ce uzreraat 10 mo3u oT equH
¢nakon. KomOunamusira ot
CTIPUHIIOBKA U UTJIa C MaTbK
MBPTHB 00eM TpsAOBa Ja UMa
MBPTHB 00€M HE TIO-TOJISIM OT

35 MuKpomuTpa.

AKO ce M3noa3BaT CTaHJapTHU
CIIPUHIIOBKY U HMTJIH, MOXE JIa
HsIMa JOCTaThUE€H 00eM 3a
M3TETIISIHE Ha JECET JO3M OT €IUH
(hmakomH.

Bcska mo3a TpssOBa ma chIbpika
0,2 ml Bakcuna

AKO KOJIMYECTBOTO Ha
OCTaHajaTa BbB (hJIakOHA BAaKCHHA
HE MOJKE J1a JOCTaBU €HA L1
no3a ot 0,2 ml, U3XBBpIICTE
(hmaxkoHa M U3TUIITHIS 00eM
WzxBBpreTe Hensmo3BaHara
BAaKCHHA B paMKuTE Ha 12 daca
cJel pa3pexkiaHe.

HN3xBbpasine

Hewusnon3sanusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HH:KeKIIHOHHA TUCIIEPCHS
Bb3pacTHu 1 I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (nykieo3uaHo moauguuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH/punro3nHamepan (tozinameran/riltozinameran)

vTOSI/I JICKaPCTBEH MPOAYKT IOICKH Ha JOMBJIHUTEIHO HaOmoaeHue. ToBa 1i1e mo3Boau Obp30TO
yCTaHOBSIBaHE HAa HOBa MH(POPMAITHI OTHOCHO Oe30macHoCTTa. MOXKETe 1a JaJeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYYWId. 3a HAaYMHA Ha ChOOIIaBaHe Ha HEXEIIaHU
peakuuu BUKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO SAJ1aTa JUCTOBKA, peaAu 1a Bu 6b1e npuiaokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbPiKa BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl POUYETETE OTHOBO.

. AKO MMaTte HAKaKBH JIOITBIIHUTETHN BBIIPOCH, TTONMTaiiTe Barmms iekap, hapMareBT wim
MEIUIMHCKA CEeCTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIaHU Peakilnu, yBeJoMeTe Baius nekap, GpapManerT uiu

MCIOUIIMHCKA CECTpa. ToBa BKII0OYBA U BCHYKH BB3MOKHHU HEXXEIIaHU p€aKknnun, HEOIMMCaHU B
Ta3u JUCTOBKA. BrkTe Touka 4.

KakBo chbIbp:ka Ta3H JUCTOBKA

Kaxo mpexcrasnssa Comirnaty Original/Omicron BA.1 u 3a kakBo ce 30382

KaxkBo Tpsi0Ba 1a 3Haere, npeau aa Bu 6b1e npunoxen Comirnaty Original/Omicron BA.1
Kaxk ce mpuiara Comirnaty Original/Omicron BA.1

BB3MOXHU HEXKEaHU PEAKLUU

Kak na cexpanssare Comirnaty Original/Omicron BA.1

ChbIbppKaHKe HAa OMTAKOBKATA ¥ JIOMBJIHATEIHA HHPOPMAIHS

gk wdE

1. Kakso npeacrasasisa Comirnaty Original/Omicron BA.1 u 3a kakBo ce U310/13Ba

Comirnaty Original/Omicron BA.1 e BakcuHa, KOSTO e M3M0JI3Ba 3a MPENa3BaHe OT 3a00JIsIBaHE OT
COVID-19, npuunneno ot SARS-CoV-2. [Ipunara ce Ha Bb3pacTHH U IOHOILM Ha Bb3pacT 12 u
MOBEYEe TOAUHHU.

Comirnaty Original/Omicron BA.1 e camo 3a Juiia, TOJYYHIH TIPEIU TOBA MMOHE KYPC HA MbPBUYHA
BakcuHaius cperry COVID-19.

BakcuHaTa cTaBa NpUYHHA KIMyHHATa CHCTEMa (€CTECTBEHHUTE 3aIllUTHU CHIIM HA OpraHM3Ma) 1a
NPOU3BEXK/IA AHTUTENA U KPBBHU KJIETKH CPEIIy BUPYCa, KATO TaKa OCHTYPSIBa 3aIUTa CPEIILy
3aboissane or COVID-19.

Twit kato Comirnaty Original/Omicron BA.1 He chrbpika BUpYca, 3a JIa Ch3/1a/ie IMYHHTET, TS HE

MoKe J1a npuuuHu 3abomnsaBane or COVID-19.

2. KakBo Tpsi6Ba 1a 3HaeTe, npeau 1a Bu 0b1e npuiosxken Comirnaty
Original/Omicron BA.1.

Comirnaty Original/Omicron BA.1 ne TpsiGBa 1a ce npujara

° aKO CTC aJICPIrUYHU KbM aKTUBHOTO BECIICCTBO WJIN KbM HAKOA OT OCTAHAJIMUTE CbCTABKU HA TOBA
nekapcTBO (M30poeHU B TOUKaA 6).
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IIpenynpe:xkaeHus: U MpeIna3sHu MEPKH
I'oBopere ¢ Bamus nekap, papMaieBT Wil MEIUIIMHCKA CeCcTpa, Ipeau aa 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 ¢ 6una OPpUIOKCHA Comirnaty B
MHUHAJIOTO.

L ako Bu MIPUTECHABA NPOLUECHT HA BAKCUHUPAHE W HAKOI'a CTC IIpHIIaialin CJIC IIOCTAaBAHE 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 Ipo0iieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4aBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeANa3BaHe OT MOsiBa Ha KPHBHU ChCUPEITH.
o aKo “Mate oTciabeHa MMyHHa CUCTeMa Iopaau 3abonsaBane, Hanpumep uadexnus ¢ HIV, wim

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

ChlrecTByBa HOBHIICH PUCK OT MHOKAPAMT (Bb3MAJICHUE HA ChPCUHUSA MYCKYII) U IEPUKAPIUT
(BB3naJIeHNe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO THU CJIe]l BAKCUHAIUATA U IPEJUMHO B paMKuTe Ha 14
nuu. Te ca HaOJIIOJaBaHM MO-YECTO CJIE BTOpPAaTa BAKCUHALIMS U TO-4€CTO IPH FOHOIIN U TO-MJIaIH
Mbxke. Cien BakcuHaIMs TpsiOBa 1a ObjaeTe OMUTEIIHY 3a MPU3HAIIM Ha MUOKAPUT U IICPUKAPIUT,
HampUMep 3a1yX, ChplicOUeHE WK 00JIKa B IbPIUTE, U TPAOBA HE3a0ABHO Jia MOTHPCUTE JIEKapCKa
ITOMOII], aKO T€ HACTHIIAT.

Kakro Bcuuku Bakcuun, Comirnaty Original/Omicron BA.1 Moske 1a He 3aIlUTH HAITBJIHO BCUYKH
BaKCHHUPAHU U HE € M3BECTHO KOJKO JIBJITO i€ ObJeTe 3aluTeH(a).

Edukacuocrra Ha Comirnaty Original/Omicron BA.1 Mose aa ¢ mo-HUCKa IPU Xopa ¢ oTciabeHa
MMyHHa cucTeMa. B Te3u ciydau TpsiOBa a MPOIBIDKHTE Ja Cria3BaTe PU3MIECKUTE Mpena3Hi
MEpKH, 3a Ja momorHere 3a npepennusata Ha COVID-19. Ocsen ToBa 0su3kuTe By KOHTaKTHHU JIHIIA
Tps6Ba 1a ObAT BAKCHHUPAHHU, aKO € TOoaX0s1110. OOChAeTe MOAXOSIIUTE HHANBHUILYaTHH
npenopbKy ¢ Bamus nekap.

Hena
Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a HHXCKIIMOHHA JUCTIEPCHUSI HE CE
MpenopbYBa Npu Aela Ha Bb3pacT oA 12 roauHu.

Npyru aexaperBa u Comirnaty Original/Omicron BA.1
TpsiOBa ma kakeTe Ha Bamms jgexap wim (hapMareBT, ako U3IOJI3BaTe, HACKOPO CTE M3MOI3BAIH WM €
BB3MOXHO [ia U3M10JI3BATE APYTr'U JICKApCTBa, WX HACKOPO Bue IMPUJIOKCHA HAKAKBA ApyTra BaKCHUHA.

BpeMeHHOCT 1 KbpMeHe
AKko cre OpeMeHHa MU cMATaTe, Ye MOXKeE Jla cTe OpeMeHHa, KakeTe Ha Bamms nexap, MequuHCcKa
cecTpa win GapmMalesT, Ipeau 1a Bu 0bae npuiioxkeHa Ta3u BaKCHHA.

Bce orie smmicBat qanHu 0THOCHO yrorpedara va Comirnaty Original/Omicron BA.1 o Bpeme Ha
OpemenHocT. Bee mak roism o6em nHbopMalus, mojyuyeHa OT HaOIIICHUETO Ha OPEeMEHHU JKEHH,
BaKCHHUPAHH C ITbPBOHAYAIIHO pa3pelieHara 3a ynorpeda Bakcuaa Comirnaty pe3 BTOpUS U TPETHS
TPUMECTHP, HE TIOKa3Ba Jia UMa HeOIaronpusaTHH epeKTH BbPXY OPEeMEHHOCTTa H HOBOPOJICHOTO.
Makap ue uadopmarusra 3a eheKTHTE BbPXY OPEMEHHOCTTA UIIH HOBOPOJCHOTO CJIE]T BAKCHHAIHS
npe3 MbPBHUSI TPUMECTHD € OTPaHUYCHA, He ce HaOJI0JaBa MPOMSIHA 110 OTHOIIIEHHE Ha PUCKA OT
cronTadeHd abopt. Comirnaty Original/Omicron BA.1 Moxe aa ce npuiara mo BpeMe Ha OpeMEHHOCT.

Bce omie nuncar ganau oTHOcHO ynotpebaTta Ha Comirnaty Original/Omicron BA.1 B neproaa Ha
KbpMeHe.Bee mak He ce oyakBaT eeKTH BpXy KbPMEHOTO HOBOPOAEHO/KbpMadeTo. JlaHHuTe,
HOJIyYeHU OT HaOJIIOAEHNETO Ha )KeHH, KOUTO KBPMST CJIe]] BAKCHHAIHSA C TbPBOHAYAIHO
paspenieHara 3a ynorpeda Bakcuna Comirnaty, He TOKa3BaT PUCK OT HEXKeNaHU e(eKTH MpH
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KbpPMEHHUTE HOBOpOAeHH/KbpMaueTa. Comirnaty Original/Omicron BA.1 moske na ce mpuiara B
HIeprojia Ha KbpMEHE.

Ilo¢gupane u padéora ¢ MaIIMHHA

Hsixom ot edekTrTe Ha BaKCMHATA, YIOMEHATH B TOUKa 4 (BB3MOKHN HEXEITaHU PEaKIliy) MOTaT
BPEMEHHO J1a IIOBJIUSAT criocoOHocTTa B 3a modupane unu padora ¢ Mamuau. M3yakaiiTe, 10KaTo
Te3u e()eKTH OTIIYMST, IPean Aa modupare win aa paboTHTE C MAITUHH.

3. Kak ce mpuiara Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 ce npunara karo urkeknus ot 0,3 ml B MycKyJ1 B TOpHaTa 4acT Ha
pbKarta.

Comirnaty Original/Omicron BA.1 moxe aa ce IpHIoKH Haii-MaIko 3 Mecelia cje/l MoCiIeHaTa 1032
BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.1 e moka3an camo 3a JiMIa, KOUTO MPEIH TOBA ca MOIYYHIH OHE
Kypc Ha mbpBUYHA BakcuHarus cperry COVID-19.

Mougs, nonuraiite Banmsg MeIMIIMHCKY CIEUATIUCT, KOWTO 1€ TOCTaBd BakCUHATa, 1aJIi OTroBapsiTe
Ha yCJIOBUATA 1 KOTa € MMOAXO/ISIIIOTO BpeMe 3a OycTep Jo3ara.

3a noapoOHa HHpOPMAITUS OTHOCHO Kypca Ha ITbPBHYHA BAKCHHAIIWS MIPH JIMIA HA BB3pacT 12 u
noBeve TOIMHU, MOJIsI, BUKTe JTucToBKara 3a Comirnaty 30 Mukporpama/mo3a WHXEKIIMOHHA
nmucniepeus uian Comirnaty 30 MuKporpama/no3a KOHLEHTPAT 32 HHXCKIIMOHHA TUCTIEPCHSI.

AKO MMate HIKaKBH JOMBIHUTEIHE BBIPOCH, CBbP3aHHu ¢ yroTpebara Ha Comirnaty
Original/Omicron BA.1, nonwuraiite Bammus iekap, papMaieBT Wix MEAUIMHCKA CECTpa.

4, B1b3MOKHH HeKeJTaHH pPeakuuun

Kakro Bcnuku Bakcuuu, Comirnaty Original/Omicron BA.1 moxe 1a npeau3BUKa HEKEIAHH PEaKIlny,
BBIIPEKHU Y€ HE BCEKH I'M TI0JIy4aBa.

MHOro 4ecTH HesKeJaHU peaKUUM: MOrar Ja 3acertar noseve ot 1 Ha 10 ngymu
Ha MSICTOTO Ha MHXKEKTUpaHe: 00JIKa, OTOK

ymopa

riaaBoboime

00JIKa B MYCKYJIHTE

BTPHCAHE

00JIKa B CTaBUTE

Uapust

MOBHIIIEHA TEMITEpPaTypa

Hsixon OT Te3u HexeNnaHu peakliy ca MaJKo MO-4e€CTU IIPU FHOWHX Ha 12 10 15 roguHu, OTKOJIKOTO
IIPU BB3PACTHH.

YecTH HexkeJIaHU PeaKUMU: MoTaT Aa 3acersar o 1 Ha 10 gymm

o 3a4yepBsBaHe Ha MSCTOTO HAa MH)KEKTHPAaHE
o rajeHe
o HOBpPBILAHE

HeuecTH He:KeJIaHM peakmuu: Morat fa 3acersHat o 1 va 100 qymm
. yroyieMeHu TuM(pHU Bb31IH (Ha0IF0/1aBa ce Mo-4ecTo ciielf OycTep mo3aTa)
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HEpa3IoJI0KEeHUE
Ooika B ppKaTta

Oe3cpHUE

CbpOeX Ha MACTOTO HA NH)KEKTUPAHE

aJepTUYHU PEaKIIny KaTo OOPUB MITH ChPOEK

yceniane 3a caaboCT Wil JIUICa Ha €HEePTHUsl/ChHINBOCT
HaMalleH aneTUT

MPEKOMEPHO H3MOTSIBaHE

HOITHH U3NOTSBaHHUS

Penku Hexenanu peakuum: Morat na 3acersat 10 1 #a 1 000 gymm
° BPEMEHHO €IHOCTPAaHHO YBHCBaHE Ha JUIETO
° aJIepTUYHU PEaKIMU KaTo YPTHKAPHUS WIH NIOJyBaHEe Ha JIUIETO

MHoro peaku He:keJIaHU peakuu: Moxke Ja 3acerHat 1o 1 Ha 10 000 nymum
. BB3MAJICHHE HA ChPACYHHS MYCKYJI (MUOKApIUT) WIIK Bh3IAJICHUE Ha BhHIIIHATA OOBUBKA Ha
CBHPIIETO (TIEPUKAPINT), KOETO MOKE Ja TOBEJE 10 3aayX, ChbpIIeONEHE MM OOJIKa B THPIUTE

C Hen3BecTHA 4ecTOTAa (OT HATMYHUTE JIAHHU HE MOXe J1a ObJic HAaIlpaBeHa OILICHKA)

. TEXKa aJlepruIHa PeaKITus

. OOIIMPEH OTOK Ha BAKCHHUPAHUS KpaHHUK

. OTOK Ha JIMIETO (MOAyBaHe Ha JMIIETO MOXKE Jla C€ TOSBU IPH MAI[MEHTH C IepMajicH GuiIbp)

° KOXKHA peakifus, o ¢opMaTa Ha YepBEHH METHA MM OOPHUB 110 KOXKaTa, KOMTO MOXKE Ja
M3TIISKIa KaTo ,,MUIIIeHA" WITH ,,0MBOJICKO OKO*‘ ¢ THhMHO Y€PBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHH KPBIOBe (epuTemMa MylITugopme)

. HEOOWYaHO yCellaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIsIBaHE Ha YCEIIaHUsATa WM YyBCTBUTEITHOCTTA, 0OCOOCHO Ha KOXKaTa (XUIIECTE3Hs)

Chol0maBaHe Ha HeKeJaHH peaKInu

AKO MoNTyynTe HSIKaKBU HEXEJIaHH JISKapCTBEHU peakluy, yBegomere Bamus nekap, GpapmaneBT nin
MEIUIMHCKA cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHU HEOIMCAHU B Ta3U JIMCTOBKA HEXeJaHH
peakin. MokeTe ChII0 ja ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 32
cboOmmaBane, nocoveHa B [Ipunokenne V, u 1a BKIIOYNTE MAPTUAHUS HOMEp, aKo € HainmdeH. Kato
cboOIIaBaTe HeXXEJAaHU PEaKK, MOXKETe Jla aieTe CBOS MPUHOC 3a MOJyYyaBaHe Ha IIOBEYe
nH(OpMAIIST OTHOCHO O€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Comirnaty Original/Omicron BA.1
Jla ce cbXxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIeTia.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOJAHOCT M padoTaTa e npeHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

He usmnomn3BaiiTe TOBa JIEKapCTBO CJI CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTukeTa cien ,,l'ogex 10:“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIEIHUS JIEH OT IIOCOYCHHS MECEIl.

[a ce cpxpanssa BbB (hpuzep npu -90°C no -60°C.
[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPENa3y OT CBETIMHA.

Baxkcunara ce monmydana 3ampasena npu -90°C no -60°C. Cnen mosryyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke J1a ce chxpansaBa win npu -90°C g0 -60°C, wiu npu 2°C g0 8°C.
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Korato ce cexpansBat 3ampaszenu npu -90°C mo -60°C, omakokute ¢ 10 ¢rakona BakCHHA MOTAaT Aa
ce pasmpassar mpu 2°C o 8°C 3a 6 gaca, a eqUHUIHA (DITAKOHU MOTAT J]a pa3MpassT Py CTaiiHa
temmeparypa (1o 30°C) 3a 30 MuUHyTH.

Cren xaTo BeIHBXK € M3BaJICH OT (ppu3epa, HEOTBOPEHUSAT (PIIaKOH MOXKE 1a Ce ChbXpaHsBa U
TpaHncnoptupa B xnaguiHuk mpu 2°C no 8°C no 10 ceaqmuiu, 6e3 1a ce IpeBUILIaBa OTIICYaTAHUAT
cpok Ha rogaocT (['omeH 10:). BepXy KapToHEHaTa OIIaKOBKA TPsIOBA Ja ce 0TOEIe)KM HOBaTa JaTa, 110
KOATO TPsIOBa 11a ce M3XBBPiH ciie chxpanenue mpu 2°C qo 8°C. Crnen kaTo BEIHBXK € pa3MpaseHa,
BaKCHHATa HE MOJKE JIa CE€ 3aMpa3siBa IMOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'aT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pasmpazenute GIakoHU MOKE Jia ce padOTH B YCJIOBHSI HA CTaiiHa CBETIIHMHA.

Cren mbpBOTO NPOOMBaHE Ha 3alylIaikara Ha (akoHa, cbXxpaHsBalite BakcuHara npu 2°C no 30°C u
s N3II0JI3BalTEe B paMKUTE Ha 12 yaca, KOETO BKIIIOYBA 10 6 yaca BpeMe 3a TPaHCIIOPTUPAHE.
W3xBbpIieTe HeU3NOI3BaHAaTa BaKCHUHA.

He u3non3paiite Tazu BaKCHHa, akoO 3a0€NIeKHTE BUJUMHU YaCTUIIU UJIK IPOMSHA B IIBCTA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alMATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms dapMarnieBT kak 1a U3XBBPIATE JEKapCcTBaTa, KOUTO Bede HE U3IMo3Bare. Te3u MepKu Iie
CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA CpeJia.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kakso csabpaxa Comirnaty Original/Omicron BA.1
. AxtusHo BemecTBo: UPHK Bakcuna cpenry COVID-19, napeuena
To3uHaMepaH/puito3uHamepat. OnakoHsT chabpika 6 1o3u mo 0,3 ml ¢ 15 Mmukporpama
To3uHamepaH u 15 Mukporpama punrozuaamepat (Omicron BA.1) Ha no3a.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmn)azane i )onc(xekcan-6,1-aumn)ouc(2-XeKCHIIIeKaHOAT)
(ALC-0315)
- 2-[(momuetunenrnukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
- 1,2-nucteapomn-sn-rauuepo-3-pocdoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOT
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 33 MHXXEKLNHU

Kak m3raexxaa Comirnaty Original/Omicron BA.1 u KakBo ChAbp:Ka ONIAKOBKATA
Bakcunara e 6sta 1o moutn 6sta qucnepenst (PH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hJIaKOH ¢
6 1031 — po3paueH ¢uakoH (cTrkio THM 1) 2 ml, ¢ rymMeHa 3amnyInanka u ¢ aTfyMHHHEBa 00KAaTKa U
OTYYIIBAIO CE€ CHBO IUTACTMACOBO Karaye.

Bunose onakoBku: 10 ¢umakona wimu 195 ¢makona

He Bcruuky BuoBe 0nmakoBKH MOrar a ObAaT MycHATH Ha masapa.
IIpuTeskaTes Ha pa3pelIeHHeTO 3a ynoTpeda

BioNTech Manufacturing GmbH

An der Goldgrube 12
55131 Mainz
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T'epmanus

ten.: +49 6131 9084-0
tbakc: +49 6131 9084-2121
service@biontech.de

IIpousBoauresnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AoNBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha MPUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A/N.V.

Tél/Tel: +32 (0)2 554 62 11

bbarapus

[Iaitzep JlrokcemOoypr CAPJI, Kion
bovarapus

Tem: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

E\rada
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40
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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
Laboratdrios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00



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

Kvnpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35775

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢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}

ToBa nexkapcTBO € pa3pemieHo 3a ynorpeda o T. Hap. cXema ,,pa3periaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponeiickaTa areHIus o
JieKapcTBara 1€ U3BbpIIBA IIPErJiel Ha HoBaTa MH(GOpMaLus 3a JEKapCTBOTO IIOHE BEAHBX I'OAUIIHO
Y Ta3M JIUCTOBKA CHOTBETHO WIE CE aKTyaJIu3upa.

CkanmpaiiTe Kofja ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

IMoxpo6Ha uH(pOpMaIHs 32 TOBa JICKAPCTBO € MPeI0CTaBeHa Ha yebcaiita Ha EBporeiickaTa areHuust
1o JekapcrBara http://www.ema.europa.eu.

Ta3u nucroBka e Hainu4yHa Ha Bcnuku e3uii Ha EC/EUII Ha yeOcaiita Ha EBpornieiickara areHIus mo
JIeKapCTBAaTa.

IMocouenaTa mo-x0,1y uHGOpMAIMS € MPeTHAZHAYEHA CAMO 32 MEIUIUHCKH crnienuaaucTuf:

Hozara Comirnaty Original/Omicron BA.1 e 0,3 ml, mpuiarana ©HTpaMycKyJHO.
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Tps6Ba Ha ©Ma HHTEPBAI OT Hal-MaJIko 3 Mecela MeKIy IpritokeHnero Ha Comirnaty
Original/Omicron BA.1 u nocnennara npeauiiHa g03a Bakcuna cpeury COVID-19.

Comirnaty Original/Omicron BA.1 e noka3ana camo IpH JIUIIA, TOJTYYUIIU MIPEIH TOBA OHE KypC Ha
mbpBUYHA BakcuHaus cpery COVID-19.

IIpocnenumoct

3a fa ce moo0py MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMED Ha MPHIIOKEHUS MPOAYKT TPsIOBa SICHO J]a ce 3alucBart.

Yxka3anus 3a padora
Comirnaty Original/Omicron BA.1 tpsibBa a ce IPUTrOTBU OT MEIUIIMHCKH CIICIIUATNCT, KaTO CE
M3I0JI3Ba aceNTHYHA TEXHHUKA, 32 J1a CC TapaHTHpa CTEPUITHOCTTA HA MPUTOTBEHATA TUCTICPCHUS.

IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA JJUCIHEPCHUS (JIMLIA HA 12 1
INOBEYE I'OJIMHN)

e [Iposepere namu GuIaKOHBT € ChC
CHBO IUTaCTMACOBO Karayde U CHB
KOHTYp, OTpaK/Ialll €TUKETa, U TalTi

CuBo xanave uMeTo Ha poaykra e Comirnaty
Original/Omicron BA.1
(15/15 muxporpama)/noza
WH)KEKLIMOHHA TUCTIEPCHUSI.

e  AKO (IaKOHBT € ChC CUBO
IUIACTMACOBO Karaye U CUB KOHTYp U
“MeTo Ha npoaykra ¢ Comirnaty
30 MuKporpama/no3a HHXEKIHOHHA
JMCIepCHsl, MOJISI HaIIpaBeTe CIIpaBKa
C KpaTKaTa XapaKTepHCTHKA Ha
NPOJYyKTa 3a Ta3u popma.

® AKO ()JIaKOHBT € C JINIIABO
IJIaCTMACOBO Karade, MoJIs,
HarpaBeTe CIpaBKa ¢ KpaTkaTa
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/no3a
KOHIICHTPAT 32 WH)KEKI[MOHHA
JUCTICPCHSI.

e AKO (IaKOHBT € C OPaHKEBO
IJIaCTMACOBO Karaye, MoJIs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTEepUCTHKA Ha MIPOIYKTa 32
Comirnaty 10 mukporpama/mnosa
KOHIICHTPAT 32 HH)KEKIIHOHHA
JMCHEpCHs.

Comirnaty
Original/
Omicron BA.1

Ja He ce
pa3penaa
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NPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA ITUCHEPCHUS (JIMLIA HA 12 U

HOBEYE I'OJAVMHHN)

\

Ja ce cbxpansBa 10
10 cexmuiu npu
2°C no 8°C,
KOpHUIupaiiTe Cpoka
HA T'OJHOCT BBPXY
KAapTOHeHaTa

OIIAKOBKA. J

AKO MHOTOJ1030BUST (DJIaKOH ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa 11a
ce pa3Mpasy Ipean ynorpeoa.
3ampaszenute GhIaKoHU TPsOBa 1a ce
IpeHecaT B cpefia ¢ remnepatypa 2°C
1o 8°C, 3a ma ce pa3Mpassr;
pa3Mpa3siBaHETO Ha €Ha OMaKOBKa C
10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, ue QrakoHUTE ca
HAITBJIHO pa3Mpa3eHu Mpean
ynorpe0a.

Cren npemecTBaHe Ha (hJIaKOHHUTE 32
cbxpanenue npu 2°C no 8°C,
KOpUTHpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeotBopenute dnakonu morat 1a ce
chxpansBar 10 10 cemmunu mpu 2°C
1o 8°C, 6e3 na ce npeBHILIaBa
OTIIEYaTaHUAT CPOK HA TOTHOCT
(Tomen mo:).

BB3MoskeH e Apyr BapuaHT, Ipu
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOJKe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temnepatypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT
(h1aKkoH MOJKE J1a Ce ChXpaHsBa J10

12 gyaca npu temneparypa 10 30°C. C
pasmpazeHuTe QIaKOHH MOXKE Jia ce
pabOTH B YCIIOBHS Ha CTaiiHa
CBETJIMHA.

Buumarenno 10 nbTn

BuuMatenHo pazMeceTe, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3KJialanre.

[Ipenu pa3mecBane pazmpaseHara
JICTIEPCHUST MOJKE JIa ChABPIKA Oeln
JI0 TIOYTH OeH HENMpOo3pavyHu
aMOp(HU YaCTHIIH.

Cren pazmecBaHe BakCHHATa TPsiOBa
Jla TIpeICTaBIIsABA Os1a 10 TIOYTH Osiyia
mucriepcus 0e3 Buaumu yactuiu. He
M3MOJ3BaliTe BAKCUHATA MPH HATHYNE
Ha YaCTHUIM WK MPOMSIHA B I[BETA.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOI'PAMA)/103A UHXKEKIITMOHHA
JAUCIIEPCHUA (JIMIA HA 12 U ITOBEYE 'OAUHMN)

o Kato u3mnosnsBaTe acentuaHa
TCXHHUKA, TOYNUCTCTC 3allylIaJIKaTa Ha
(hakoHa C TAMIIOH 33 €THOKpAaTHA
ymotrpeba, HaloeH ¢ aHTUCETHICH
pasTBoOp.

~N e Isrernere 0,3 ml Comirnaty

Original/Omicron BA.1

TpsabBa na ce U3M0II3BaT CIPUHIIOBKU
W/WIIN UM C MATBK MBPTHB

4 (Heusmnon3Baem) obeM, 3a J1a ce

y W3TETIST 6 A03U OT e1H (IIaKoH.
KomOuHanusiTa OT COpUHIIOBKA U
WTJIa ¢ MaTbK MBPTHB 00eM TpsOBa 1a
nMa MBbPTHB 00€M He O-TOJISIM OT

35 mukponurpa.

AKO ce M3noa3BaT CTaHJapTHU
CIIPMHIIOBKY U MIJIM, MOJKE J1a HsIMa
IocTaThbueH 00eM 3a M3TErVIIHE Ha
MIECT JO3H OT €IUH (hIaKOH.

e Bcska fo3a TpsOBa 1a Chabpka
0,3 ml Bakcuna

e  AKO KOJIMYECTBOTO Ha OCTaHaIaTa
BBB ()IIaKOHA BAKCHHA HE MOXKE J1a
ocTaBu efHa msuia gosa or 0,3 ml,
M3XBBPIIETE (DIIakoHA U U3JIHITHUSL
obeMm

e 3ammiiere CHOTBETHHUTE /1aTa/gac
BbpXY (piakoHa. M3xBbpiere
HEM3II0JI3BaHaTa BakcuHa 12 Jaca
CJIe]] THPBOTO MPOOUBAHE Ha
3amyiiajgkata Ha (hJaKoHa.

0,3 ml Bakcuna

H3xBBpIIsiHe
Hewnsnon3BaHusT JeKapcTBEH NPOLYKT WIN OTHAIbUYHUTE MaTEPUAIU OT HEro TpsioBa J1a ce U3XBBPIIT
B CbOTBETCTBHUE C MECTHUTE U3UCKBAHMUA.
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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)
To3uHaMepan/pamrosnHamepan (tozinameran/famtozinameran)

vTOSI/I JICKapPCTBEH MPOAYKT IOICKH Ha JOMBJIHUTEIHO HaOmoaeHue. ToBa 1i1e o3BoIH OBP30TO
yCTaHOBSIBaHE Ha HOBA MH(OPMAITHSI OTHOCHO Oe30macHoCcTTa. MOXKeTe /1a JaeTe CBOSI IPHHOC KaTo
CHOOIINTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MONYyYWIH. 3a HAaYWHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peaknuu BUXKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO 1SAJ1aTa JUCTOBKA, peaAu 1a Bu 6be npuiaokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbP:Ka BaxkHa 3a Bac nndopmanus.

. 3amazere Ta3u JMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

. AKO MMaTe HAKaKBH JOITBIIHUTETHHN BBIIPOCH, TTONTMTaiiTe Bamms iekap, hapMareBT wim
MEIUIMHCKA CecTpa.

. AKO TIOJTyYHTE HAKAKBU HEXKEJIaHU Peakiluu, yBeJoMeTe Baius nekap, GpapMareBT uiu

MCIOUIIMHCKA CECTpa. ToBa BKII0YBA X BCHYKH BB3MOKHHU HEXXEIIaHU p€aKknrun, HEOIMMCaHU B
Ta3u JIUCTOBKa. BikTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty Original/Omicron BA.4-5 1 3a kakBo ce U3M0I3Ba

Kakso Tpsi0Ba na 3Haere, npeau na Bu 6pae npunosxkern Comirnaty Original/Omicron BA.4-5
Kak ce nmpunara Comirnaty Original/Omicron BA.4-5

BBb3MOXHU HEXKETaHU PEAKLINU

Kak na cexpansBare Comirnaty Original/Omicron BA.4-5

ChabpkaHre Ha OTIAKOBKATa M JOMIBIHUTEIHA HHPOpMAIIUS

IZECHESNC RN .

1. Kakso npeacrasiasiBa Comirnaty Original/Omicron BA.4-5 u 3a kakBoO ce H3N0JI3Ba

Comirnaty Original/Omicron BA.4-5 e BakcuHa, KOSTO ce U3M0JI3Ba 3a MPENa3BaHe OT 3a00JIIBaHe OT
COVID-19, npuuuneno or SARS-CoV-2. [Ipunara ce Ha Bb3pacTHH U IOHOIIY HA Bb3pacT 12 u
MOBEYEe TOIUHHU.

Comirnaty Original/Omicron BA.4-5 e camo 3a suiia, OJyYriIn PEIH TOBA MMOHE KypC HA MbPBHYHA
BakcuHaius cperry COVID-19.

BakcuHaTa craBa mpUYHHA KIMYHHATa CHCTEMa (€CTECTBEHHUTE 3aIllUTHU CHIIM HA OpraHM3Ma) 1a
MPOM3BEXK/Ia AHTUTEA K KPHBHH KJIETKH CpEIIly BHPYCa, KaToO TaKa OCUTYPsIBA 3all[HTa CPEIILy
3aboisBane or COVID-19.

Twit karo Comirnaty Original/Omicron BA.4-5 He cbappxka BUpyca, 3a 1a Ch3/1ae IMYHHUTET, TS HE
MoKe J1a puuuHu 3abomsaBane or COVID-19.
2. KaksBo Tpsi6Ba 1a 3HaeTe, npeau 1a Bu 0b1e npunoxken Comirnaty
Original/Omicron BA.4-5
Comirnaty Original/Omicron BA.4-5 ne TpsioBa 1a ce nmpuiara

o aKO CTC aJICPIr'UYHU KbM aKTUBHOTO BECHICCTBO 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
BaKCUHATa:

L AaKO HsKOra CTC MMaJId TCXKKaA aJICpruiHa pCakuusa uin HpO6HeMI/I C JUIIAaHCTO CIIC
HWHXCKTHUPAHC HA HAKAKBA IpyTra BAKCUHA UJIU CJICA KaTO Bu ¢ 6una OPpUIOKCHA 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 UITU I/IH(I)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 Ipo0diieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeANa3BaHe OT MOsiBa Ha KPHBHHU ChCUPEITH.
o aKo “Mate oTciabeHa MMyHHa CUCTeMa Iopaau 3abonsaBane, Hanpumep uadexnus ¢ HIV, wim

IMPUCM Ha JICKAPCTBO, KaTO KOPTHUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

ChlrecTByBa HOBHIICH PUCK OT MHOKAPAMT (Bb3MAJICHUE HA ChPCUHUSA MYCKYJI) M IEPUKAPIUT
(BB3naJIeHNe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOJIOJaBaHK MTO-YECTO CJIE BTOpAaTa BAKCUHALIMS U TO-4€CTO IPH FOHOIIN U TO-MJIadH
Mbke. Cien BakcuHaIMs TpsiOBa qa ObjaeTe OJUTEIIHY 3a MPU3HAIIM Ha MUOKAPUT U IICPUKAPIUT,
HaMpUMep 3a1yX, ChplicOUeHE WK 00JKa B IbPIUTE, U TPAOBA HE3a0ABHO Jia MOTHPCHUTE JIEKapCKa
ITOMOII], aKO T€ HACTBIIAT.

KaxkTo Bcuuku Bakcuuu, Comirnaty Original/Omicron BA.4-5 moske 1a He 3alllUTH HAITBJIHO BCHYKH
BaKCHHUPAHU U HE € M3BECTHO KOJKO JBJITO IIe ObJeTe 3aluTeH(a).

Edukacuocrra Ha Comirnaty Original/Omicron BA.4-5 moxe 1a € mo-HUCKa TP Xopa ¢ oTciaabeHa
MMyHHA cucTeMa. B Te3u ciydau TpsiOBa [a IPOIBIDKHUTE JIa Cla3BaTe (pU3MIECKUTE MPe/Ia3Hu
MEpKH, 3a Ja momMorHere 3a npepennusata Ha COVID-19. Ocsen ToBa 0iu3kute By KOHTaKTHHU JIHIIA
Tps6Ba 1a ObAT BAKCHHUPAHHU, aKO € TOaX0s1110. OOChaeTe MOAXOSIIUTE HHANBULYTHH
npenopbKy ¢ Bamus nekap.

Hena
Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/no3a HHXEKIIHOHHA TUCTIEPCHSI HE CE
MpenopbYBa Npu Aela Ha Bb3pacT oA 12 roauHu.

Npyru aekapersa u Comirnaty Original/Omicron BA.4-5
TpsiOBa na kaxere Ha Bamms ekap win GapmareBT, ako U3MOI3BaTe, HACKOPO CTE M3IOJI3BAIIN HITH €
BB3MOXKHO JIa U3M0JI3BaTe JAPYTH JIEKApCTBA, HJIM HACKOPO B € mpuiiokeHa HsIKakBa JIpyra BaKCHHA.

BpeMeHHOCT 1 KbpMeHe
Axko cre OpeMeHHa WIU cMATaTe, Ye MOXKeE Jla cTe OpeMeHHa, KakeTe Ha Bammus ekap, MeguIuHCKa
cecTpa wiu GapmalesT, npeau 1a Bu 0bJe npuiioxkeHa Ta3u BaKCHHA.

Bce orie smmcBat qanHu OTHOCHO yrotpedara na Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
OpemMenHocT. Bee mak roism o6eM nHbopMarus, mojydeHa OT HaONIACHUETO Ha OPEeMEHHU JKEHH,
BaKCHHUPAHH C ITbPBOHAYAIIHO pa3pelieHara 3a ynorpeda Bakcuaa Comirnaty npe3 BTOpUS U TPETHS
TPUMECTHP, HE TIOKa3Ba Jia UMa HeOIaronpusTHH ePeKTH BbPXY OPEeMEHHOCTTa H HOBOPOJICHOTO.
Makap ue uadopmanusra 3a epeKTUTE BbPXy OPEeMEHHOCTTA HIIM HOBOPOJCHOTO CJIE/I BAKCHHAIUS
pe3 MbPBUS TPUMECTHP € OTPaHWYCHA, He ce HaOJIF01aBa MPOMSHA 110 OTHOIIICHUE HA PUCKA OT
croHTadeH abopt. Comirnaty Original/Omicron BA.4-5 Mose n1a ce mpuiiara 1mo Bpeme Ha
OpeMEeHHOCT.

Bce orie numcar qaHau 0THOCHO yroTpebara Ha Comirnaty Original/Omicron BA.4-5 B eprona Ha
KbpMeHe. Bee mak He ce ouakBaT epekTH BhPXY KbPMEHOTO HOBOPOJIEHO/KbpMaueTo. JlaHHuTE,
HOJTy4CHHU OT HAOJIOEHHETO Ha )KEHH, KOUTO KBPMSIT CJI€]] BAKCHHALHS C TbPBOHAYATHO
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paspeleHara 3a ynorpeba BakcuHa Comirnaty, He OKa3BaT PUCK OT HeXKeIaHu e(heKTH IpH
KbPMEHHUTE HOBOpOAeHH/KbpMadeTa. Comirnaty Original/Omicron BA.4-5 moxe na ce mpunara B
MepUo/ia Ha KbPMCHE.

Ilodupane u paéora ¢ MAIIMHH

Hsixom ot edekTrTe Ha BaKCMHATA, YIOMEHATH B TOUKa 4 (Bb3MOKHN HEXEITaHU Peakiliy) MOTaT
BPEMEHHO J1a TIOBIUSAAT criocoOHocTTa Bu 3a modupane winm padora ¢ mamuan. U3yakaiite, 10Kato
Te3u epeKTH OTIIYMST, IPeJIH Ja mopupaTe WK J1a paboTHTE ¢ MAITUHH.

3. Kak ce npuiara Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ce npuiara karo umxekuus ot 0,3 ml B MycKys1 B TOpHaTa 4acT
Ha pBKaTa.

Comirnaty Original/Omicron BA.4-5 moxe /1a ce npuiioku Hail-Majako 3 Mecena ciiejl mocjieHara
no3a BakcuHa cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e noka3an camo 3a Juia, KOUTO MPEIH TOBA Ca MOIYYHIH MOHE
Kypc Ha MbpBUYHA BakcuHanus cpemy COVID-19.

Mougs, nonuTaiite Bammsg MeIUIIMHCKY CHEUATUCT, KOWTO 1€ IOCTaBsd BaKCUHATA, 1aJld OTrOBapsITe
Ha YCJIOBHATA M KOTa € MOJIXOAIIOTO BpeMe 3a OycTep jJ03arta.

3a moapoOHa HHPOPMAITUS OTHOCHO Kypca Ha ITbPBHYHA BAKCUHAIIWS TIPH JIMIA HA BB3pacT 12 u
MoBeYe FOJMHHU, MOJIS, BUXKTE JIncToBKaTa 3a Comirnaty 30 MUKporpaMa/no3a HHXEKIIMOHHA
nmucniepeust win Comirnaty 30 MUKporpama/1o3a KOHIEHTPAT 332 HHKEKIHOHHA AUCTICPCHSL.

AKO MMate HIKaKBH JAOMBIHUTEIHH BHIPOCH, CBbP3aHH ¢ yrnoTpebara Ha Comirnaty
Original/Omicron BA.4-5, nonmraiite Barus gekap, GpapManeBT il MEIUIIHHCKA CECTPA.

4. BB3MoKHE HekeTaHU peakuuu

KakTo Bcnuku Bakcuam, Comirnaty Original/Omicron BA.4-5 Moxe na npein3BUKa HEKETaHN
peaKIiy, BIIPEKH Ye HEe BCEKH I'Ml MOTy4aBa.

MHOr0 YecTH HeKeJIaHH PeaKIMu: MOTaT Ja 3acerHat moeseue ot 1 Ha 10 gymm
Ha MSICTOTO Ha MH)KEKTHUpPaHe: 00JIKa, OTOK

ymopa

rJ1aBoooIMe

00JKa B MyCKYJIHTE

BTpHCaHE

0o0JKa B CTaBUTE

Japust

MOBHIIICHA TEMIIepaTypa

Hsxou oT Te3u HeXenaH! peaklny ca MaJKo MO-4ecTH IpHu IoHOmH Ha 12 10 15 romnHu, OTKOIKOTO
MIpH BB3PACTHH.

YecTH HexkeTaHU peaKIUM: MOTAT a 3acerHat a0 1 Ha 10 gymm

L4 3a4CPBABAHC HA MACTOTO HAa MHKCKTHUPAHE
L raacHe
L MOBPBIIAHC
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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

MPEKOMEPHO H3MOTSIBaHE

HOIIIHN U3II0TABaHUA

Penxu HexxenaHu peakuum: Morat jia 3acersat a0 1 va 1 000 gymun
. BPEMEHHO €IHOCTPAHHO YBHUCBAaHE Ha JIMIIETO
. aJIePTUYHHU PEaKIMU KaTO YPTUKAPHUS FIIH [TOyBaHe Ha JIUIETO

MHoro peaku HexeJIaHU peaKIMM: Moxe 1a 3acerHat 1o 1 Ha 10 000 gymm
. BB3MAJICHUE HAa CHPACYHUS MYCKYJ (MHOKapIUT) MU Bh3MaJICHUE Ha BhHIIHATA OOBHBKA Ha

ChpLCTO (HepI/IKap,Z[I/IT), KOCTO MOKC a JOBCAC N0 3aayX, C’BpLIe6I/IeHC HIn OOJIKA B T'bpAUTC

C Hen3BecTHA YecTOTA (OT HaAJIWMYHUTC JaHHH HC MOXKEC a 6’[),[[6 HaIrpaBCHa OL[CHKa)

° TCIXKKa aJICpruiHa peakuus

o 06IHI/Ip€H OTOK Ha BaKCHMHUPAHUA KpalePIK

° OTOK Ha JIMIETO (HO,Z[YBaHe Ha JIMIETO MOXKE 1a CC MOABU IIPU MANUCHTU C ACPMAJICH q)HJ'I’Lp)
° KO’KHa pCaKuus, oA (I)OpMaTa Ha YCPBCHU IICTHA UJIN 06pHB 10 KOXKarta, KONTO MOXeE Ja

U3IIIeKJa KaTo ,,MHUILIEeHA™ UJIH ,,0MBOJICKO OKO™ C TBMHO YEPBEH LEHTHP, OKOJIO KOMTO NMa I10-
CBETJIM YEPBEHH KPBIOBe (epuTemMa MylITugopme)
HEOOMYaiHO ycelllaHe 1Mo Ko)KaTa, KaTo U3TPhIIBaHe WM MpaBy4YKaHe (I1apecTe3ns)

. HaMaJsBaHe Ha yCElIaHUsTa UM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIeCTe3usl)

Cpo0imaBaHe HA HeKeJTAHH PeaKIHH

AKO TIOJTyYHTe HAKAKBU HEKEIIAHU JICKAPCTBEHH PEaKlny, yBeaoMeTe Bamus jiekap, hapMareBT win
MeIMIMHCKa cectpa. ToBa BKIIOYBA BCHYKH Bh3MOXKHHU HEONHUCAHN B Ta3W JIMCTOBKA HEKEIIAHH
peaximu. MojkeTe ChIIo Ja ChOOIINTE HEKEIaH| PEAKIUK TUPEKTHO Ype3 HAI[MOHATHATA CHCTEMA 38
choOImaBane, nocoveHa B [puiokenne V, v 1a BKIIOYUTE TTAPTUAHKUS HOMEp, ako € HaaumdeH. Kato
ChOOIIIaBaTe HEKETAHH PEAKIMU, MOKETE J1a IAICTE CBOS IIPUHOC 3a TOJIyYaBaHe Ha TI0BEYE
UH(pOpMAIHUsE OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKaPCTBO.

5. Kak 1a chxpanaBare Comirnaty Original/Omicron BA.4-5

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpeHa3HaueHa 3a
MEIUIUHCKY CTICIIHATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsA3aH BEPXY KaAPTOHEHATA ONAaKOBKA H
eTukeTa cien ,,[ ojaeH 10:“. CpOoKbT Ha TOJJHOCT OTrOBaps Ha MOCIEHHS ACH OT MOCOUCHHS MECEII.

Ja ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 Ja CE MPE/Na3y OT CBETIIMHA.

Baxkcunara ce monmydaa 3ampasena npu -90°C no -60°C. Crnen mosy4aBaHe 3aMpa3eHaTa BaKCHHA
MO3e Ja ce cbxpansBa wim npu -90°C no -60°C, wmu nipu 2°C go 8°C.
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Korato ce cexpansBat 3ampaszenu npu -90°C mo -60°C, omakokute ¢ 10 ¢rakona BakCHHA MOTAaT Aa
ce pasmpassar mpu 2°C o 8°C 3a 6 gaca, a eqUHUIHA (DITAKOHU MOTAT J]a pa3MpassT Py CTaiiHa
temmeparypa (1o 30°C) 3a 30 MuUHyTH.

Cren xaTo BeIHBXK € M3BaJICH OT (ppu3epa, HEOTBOPEHUSAT (PIIaKOH MOXKE 1a Ce ChXpaHsBa U
TpaHncnoptupa B xnaguiHuk mpu 2°C no 8°C no 10 ceaqmuiu, 6e3 1a ce IpeBUILIaBa OTIICYaTAHUAT
cpok Ha rogaocT (I'omeH 10:). BepXy KapToHEHaTa OIIaKOBKA TPsIOBA Ja ce 0TOEIe)KM HOBaTa JaTa, 110
KOSATO TPsIOBa 11a ce m3XBhPiH ciie chxpanenue mpu 2°C qo 8°C. Crnen kaTo BEIHBXK € pa3MpaseHa,
BaKCHHATa HE MOJKE JIa CE€ 3aMpa3siBa MOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'aT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIiepaTypa
Mexay 8°C u 30°C.

C pazMpazenute (hIakoHH MOXKE Jia ce pabOTH B YCIIOBHS Ha CTaifHa CBETJIMHA.

Cren mbpBOTO NPOOMBaHE Ha 3alylIaikara Ha (akoHa, cbXxpaHsBaiite BakcuHara npu 2°C mo 30°C u
s N3II0JI3BaliTE B paMKUTE Ha 12 yaca, KOETO BKIIIOYBA 0 6 yaca BpeMe 3a TPaHCIIOPTUPAHE.
W3xBbprieTe HeU3NOI3BaHAaTa BaKCHUHA.

He u3non3paiite Tazun BaKCHHa, akoO 3a0€eNIeKHTE BUJUMHU YaCTUIIU UJIK IPOMSHA B IIBCTA.

He u3xBbprsiite nekapcTBaTa B KaHaJIU3alMsATa WM KOHTEHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms ¢apMarnieBT kak Ja U3XBBPIATE JIEKapCcTBaTa, KOUTO Bede HE U3Mo3Bare. Te3u MepKu Iie
CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpelia.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kaxkso cbabp:ka Comirnaty Original/Omicron BA .4-5
. AxtusHo BemectBo: ”PHK Bakcuna cpemry COVID-19, napeuena
To3uHaMepaH/paMro3nHamepat. OaakoHbT chabpika 6 1o3u o 0,3 ml ¢ 15 Mukporpama
To3uHaMepaH u 15 mukporpama pamrosunamepan (Omicron BA.4-5) na no3a.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmn)azaneani )ouc(xekcan-6,1-1numn)onc(2-XeKCHIIIeKaHOAT)
(ALC-0315)
- 2-[(momuerunenrnukon)-2000]-N,N-gurerpanermianeramu (ALC-0159)
- 1,2-nucteapomn-sn-rauuepo-3-pocdoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOT
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 33 MHXXEKLNHU

Kak m3raexxga Comirnaty Original/Omicron BA.4-5 n kakBo chabp:ka OMaKoBKaTa
Bakcunara e 6sta 1o moutn 6sta qucnepens (PH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hJIaKOH ¢
6 1031 — po3paueH ¢uakoH (cTrkio THM 1) 2 ml, ¢ rymMeHa 3amyIanka u ¢ aTfyMHHHEBa 00KAaTKa U
OTYYIIBAILO CE€ CHBO IUTACTMACOBO Karaye.

Bunose onakoBku: 10 guakona wu 195 dakona

He Bcuuky BuoOBe OMakoBKH MOrar a ObAaT MyCHATH Ha masapa.
IIpuTeskaTes Ha pa3pelIeHHeTO 3a ynoTpeda

BioNTech Manufacturing GmbH

An der Goldgrube 12
55131 Mainz
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T'epmanus

ten.: +49 6131 9084-0
tbakc: +49 6131 9084-2121
service@biontech.de

IIpousBoauresnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AoNBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha IPUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnoTpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A/N.V.

Tél/Tel: +32 (0)2 554 62 11

bbarapus

[Iaitzep JlrokcemOoypr CAPJI, Kion
bovarapus

Tem: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

E\rada
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40
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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
Laboratdrios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00



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

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

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢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}

ToBa nexkapcTBO € pa3pemieHo 3a ynorpeda o T. Hap. cXema ,,pa3periaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponelickaTa areHius mno
JieKapcTBara 1€ U3BbpIIBA IIPErJiel Ha HoBaTa MH(GOpMaLus 3a JEKapCTBOTO IIOHE BEAHBX I'OAUIIHO
Y Ta3M JIUCTOBKA CHOTBETHO WIE CE aKTyaJIu3upa.

CkanmpaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

IMoxpo6Ha uH(pOpMaIHs 32 TOBA JICKApPCTBO € MPeI0CTaBeHa Ha yebcaiita Ha EBporneiickaTa areHuust
1o JekapcrBara http://www.ema.europa.eu.

Ta3u nucroBka e HanuyHa Ha Bcuuku e3uii Ha EC/EUII Ha yeOcaiita Ha EBpornieiickara areHIus mo
JIEKapcTBaTa.

IMocouenara no-gosay nndopmanus e NpeJHa3HAYEHA CAMO 32 MEJUIUHCKH crenuanuctuf:

Hoszara Comirnaty Original/Omicron BA.4-5 ¢ 0,3 ml, npusiarana HHTpaMycKyJIHO.
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TpsiOBa 1a MMa MHTEPBAJI OT Hal-MaJIKo 3 Mecella MeKIY IpuioxkeHreTo Ha Comirnaty
Original/Omicron BA.4-5 u mocnenHara npeauinHa g03a Bakcuna cperry COVID-19.

Comirnaty Original/Omicron BA.4-5 e nmoka3zana camo Ipu JIMIa, NOJXYYUIH PEAU TOBA TIOHE Kypce Ha
mbpBUYHA BakcuHaus cpery COVID-19.

IIpocnenumoct

3a fa ce moo0py MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMED Ha MPHIIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alnCBarT.

Yxka3anus 3a padora
Comirnaty Original/Omicron BA.4-5 Tpsi0Ba 1a ce MpUroTBU OT MEITUIMHCKU CIICIIMAIUCT, KaToO Ce
M3M0JI3Ba aCENTUYHA TEXHHKA, 33 J1a CE rapaHTUpa CTCPHIHOCTTA Ha IIPUTOTBEHATA TUCTICPCHSL.

INPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA JJUCIHHEPCHUS (JIMLIA HA 12 1
INOBEYE I'OJIMHN)

e [Iposepere namu GuIaKOHBT € ChC
CHBO IUTaCTMACOBO Karayde U CHB
KOHTYp, OTpaK/Ialll €TUKETa, U TalTu

CuBo xanave uMeTo Ha poaykra e Comirnaty
Original/Omicron BA.4-5
(15/15 muxporpama)/noza
WH)KEKLINOHHA TUCTIEPCHUSI.

e  AKO (IaKOHBT € ChC CUBO
IUIACTMACOBO Karlaye U CUB KOHTYp U
“MeTo Ha npoaykra ¢ Comirnaty
30 MuKporpama/no3a HHXEKIHOHHA
JMCIepCHsl, MOJISI HaIIpaBeTe CIIpaBKa
C KpaTKaTa XapaKTepHCTHKA Ha
NPOJYyKTa 3a Ta3u popma.

® AKO ()JIaKOHBT € C JINIIABO
IJIaCTMACOBO Karade, MoJIs,
HarpaBeTe CIpaBKa ¢ KpaTkaTa
XapaKTepUCTUKA Ha MPOIYKTa 32
Comirnaty 30 mukporpama/no3a
KOHIICHTPAT 32 WH)KEKI[MOHHA
JUCTICPCHSI.

e AKO (IaKOHBT € C OPaHKEBO
IJIaCTMACcOBO Kamaye, MoJIs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTEepUCTHKA Ha MIPOIYKTa 32
Comirnaty 10 mukporpama/mnosa
KOHIICHTPAT 32 HH)KEKIIHOHHA
JMCHEpCHs.

Comirnaty
Original/
Omicron BA.4-5

Ja He ce
pa3peiknaa
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NPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA 4-5
(15/15 MUKPOT'PAMA)/103A UH)KEKIIMOHHA TUCHEPCHUS (JIMLIA HA 12 U

HOBEYE I'OJAVMHHN)

\

Ja ce cbxpansBa 10
10 cexmuiu npu
2°C no 8°C,
KOpHUIupaiiTe Cpoka
HA T'OJHOCT BBPXY
KAapTOHeHaTa

OIIAKOBKA. J

AKO MHOTOJ1030BUST (DJIaKOH ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa 11a
ce pa3Mpasy Ipean ynorpeoa.
3ampaszenute GhIaKoHU TPsOBa 1a ce
IpeHecaT B cpefia ¢ remnepatypa 2°C
1o 8°C, 3a ma ce pa3Mpassr;
pa3Mpa3siBaHETO Ha €Ha OMaKOBKa C
10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, ue QrakoHUTE ca
HAITBJIHO pa3Mpa3eHu Mpean
ynorpe0a.

Cren npemecTBaHe Ha (hJIaKOHHUTE 32
cbxpanenue npu 2°C no 8°C,
KOpUTHpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeotBopenute dnakonu morat 1a ce
chxpansBar 10 10 cemmunu mpu 2°C
1o 8°C, 6e3 na ce npeBHILIaBa
OTIIEYaTaHUAT CPOK HA TOTHOCT
(Tomen mo:).

BB3MoskeH e Apyr BapuaHT, Ipu
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOJKe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temnepatypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT
(h1aKkoH MOJKE J1a Ce ChXpaHsBa J10

12 gyaca npu temneparypa 10 30°C. C
pasmpazeHuTe QIaKOHH MOXKE Jia ce
pabOTH B YCIIOBHS Ha CTaiiHa
CBETJIMHA.

Buumarenno 10 nbTn

BuuMatenHo pazMeceTe, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3KJialanre.

[Ipenu pa3mecBane pazmpaseHara
JICTIEPCHUST MOJKE JIa ChABPIKA Oeln
JI0 TIOYTH OeH HENMpOo3pavyHu
aMOp(HU YaCTHIIH.

Cren pazmecBaHe BakCHHATa TPsiOBa
Jla TIpeICTaBIIsABA Os1a 10 TIOYTH Osiyia
mucriepcus 0e3 Buaumu yactuiu. He
M3MOJ3BaliTe BAKCUHATA MPH HATHYNE
Ha YaCTHUIM WK MPOMSIHA B I[BETA.

198




MNPUT'OTBSAHE HA UHAUBU Y AJIHA 1031 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.4-5 (15/15 MUKPOTPAMA)/103A UH)KEKIITUOHHA
JAUCIIEPCHUA (JIMIA HA 12 U ITOBEYE 'OAUHMN)

o Kato u3mnosnsBaTe acentuaHa
TCXHUKA, TOYNUCTCTC 3allylIaJIKaTa Ha
(hakoHa C TAMIIOH 33 €THOKpAaTHA
ymotrpeba, HaloeH ¢ aHTUCETHICH
pasTBoOp.

~N e Isrernere 0,3 ml Comirnaty

Original/Omicron BA.4-5

TpsabBa na ce U3M0II3BaT CIPUHIIOBKU
W/WIIN UM C MATBK MBPTHB

4 (Heusmnon3BaeM) obeM, 3a Jia ce

y W3TETIST 6 J03U OT eUH (IIaKoH.
KomOuHanusTa OT CIpUHIIOBKA U
WTJIa ¢ MaTbK MBPTHB 00eM TpsOBa 1a
nMa MBbPTHB 00€M HE MO-TOJISIM OT

35 mukponurpa.

AKO ce M3noa3BaT CTaHJapTHU
CIIPMHIIOBKY U MIJIM, MOJKE J1a HsIMa
IocTaThbueH 00eM 3a M3TErVIIHE Ha
MIECT JO3H OT €IUH (hIaKOH.

e Bcska 03a TpsOBa 1a Chabpka
0,3 ml Bakcuna

e  AKO KOJIMYECTBOTO Ha OCTaHajIaTa
BBB ()JIaKOHA BAKCHHA HE MOXKE J1a
ocTaBu efHa Lsuia go3a or 0,3 ml,
M3XBBPIIETE (DITaKoOHA U U3JIHUIITHUSL
obeMm

e 3ammiiere CHOTBETHHUTE /1aTa/gac
BbpXY (piakoHa. M3xBbpiere
HEM3II0JI3BaHaTa BakcuHa 12 Jaca
CJIe]l TbPBOTO MPOOUBAHE Ha
3amyiiajgkata Ha (hJaKoHa.

0,3 ml Bakcuna

H3xBBpIIsiHe
Hewnsnon3BaHusT JeKapcTBEH NPOLYKT WIN OTHAIbUYHUTE MaTEPUAIU OT HEro TpsioBa J1a ce U3XBBPIIT
B CbOTBETCTBHUE C MECTHUTE U3UCKBAHMUA.
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