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/103a KOHIIEHTPAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pJIAKOH C JIMJIABO Kamaye U ChIbpIKaHUETO My TpsiOBa J1a ce pa3peu npenu
yrotpeoa.

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

Enna no3a (0,3 ml) ceaspxa 30 mukporpama to3unamepat (tozinameran), uPHK Bakcuna cpemry
COVID-19 (BkiroveHa B JTUIHIHA HAHOYACTHIIN).

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

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

3a IBJIHUA CHUCHK Ha IIOMOIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIMOHHA AUCIIEpCHsl (CTEPUIICH KOHLIEHTPAT)

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

4. KJIMHUYHU JAHHHA

4.1 TepaneBTUYHHU MOKAZAHUS

Comirnaty 30 mukporpama/o3a KOHICHTPAT 32 MH)KEKIIMOHHA JTUCIICPCHs € TIOKa3aHa 3a aKTHBHA
HMYHHU3a1Ms 3a npeBeHuus Ha 3adonsaBanero COVID-19, mpuunneno ot SARS-CoV-2, Ha nuua Ha
BB3pacT 12 u moBede rOIWHU.

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

4.2 J103MpOBKA M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus

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 KOJIMYECTBOTO HA OCTaHAJIaTa BbB ()JIAKOHA BAKCHHA HE MOXeE Jla IOCTABU €]lHA IIs1a 7032
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 HHTPABACKYJIApHO, TIOJKOKHO MM UHTPAIePMaJTHO.



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 cr0uTHs Ha aHadunakcus. Bunaru TpsOBa 1a iMa Ha pa3oIOKEHUE TIOAXOAII0
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

ChIlecTBYBA IMOBHILICH PUCK OT MUOKAPIUT U MEpUKapauT cien BakcuHarms ¢ Comirnaty. Te3u
3a00JsIBaHMSI MOTAT J1a CE PA3BUAT 10 HAKOJKO JHM CJICJ BAKCHHALMATA U HACTBIIBAT MPEIUMHO B
pamkute Ha 14 nuu. Te ca HaGmIoaBaHU MO-YECTO CJIe]] BTOpaTa BaKCHHAIUS U [T0-YE€CTO NMPH FOHOIIH
U TIO-MJIaJX MBXKe (BX. Touka 4.8). Hannuaute 1anHu NMokas3BaT, 4e MPOTUYaHETO HA MUOKApAUT U
NEePUKAPINUT CJICA BAKCHHALMATA HE C€ pa3indaBa OT TOBA IPH MUOKAPIUT WIN HEPUKAPAUT KaToO
LSUI0.

MenunuHCKHUTE CIIeHAINCTH TPsOBa 1a ObJaT OAUTENHN 3a IPU3HALUTE K CHMIITOMUTE Ha
MHUOKapIUT U TIepUKapAnT. BakcnHupanuTe muia (BKIFOYUTEITHO POAUTEINTE WIIH OOTPHIKBAIIIATE
JuIa) TpsOBa 1a ObJIaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO METUITMHCKA 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 CIICuaJInCTu Tpﬂ6Ba Ja HarmpaBAT CIIpaBKa C pPbKOBOACTBATa W/ 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 BpB3Ka CbC CaMUs IMPOLEC Ha BAKCUHALIMA MOTraT Jia BbABHUKHAT pCaKliur, CBbP3aHu C
TPEBOXKHOCT, BKJIIFOUUTEIIHO Ba30BAarallH PeaKIMU (CUHKOI), XUIIEPBEHTUIIALMS WM PeaKiiH,
CBBP3aHU ChC CTpeca (Hamp. 3aMastHOCT, MAJIHUTALINH, YCKOpEHa ChpIedHa 4eCTOoTa, IPOMEHH B
KPBBHOTO HAJIITaHEe, MTApeCcTe3us, XUIeCTe3Ns M U3MOTABaHe). Peakunure, CBbp3aHu ChC CTpeca, ca
IPEXOJHU U OT3BY4aBaT OT caMo cebe cu. Xoparta Tpsa0Ba Aa ObJaT HOCHBETBAaHU Aa MH(GOPMUpAT 3a



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
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)KEKIIMH BaKCHHATA TPSOBA J1a Ce Mpuiiara BHUMATEITHO MPH
JUIa, TIOy4YaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapyIIeHUE Ha KPhBOCHCUPBAHETO (KaTO XeMO(DMIIKs), 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,
BKJIIOUMTENTHO TE3H, MOIydYaBallyd UMyHocynpecuBHa Tepanusi. E¢ukacnocrta 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 UMYHOCYIIPECHs CJIe]] TpaHCILIaHTAIUs 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 B3aumopaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHe
He ca npoBexxaanu mpoy4yBaHus 32 B3aUMOJICHCTBUSATA.
CrpreTBanioTo NprItokeHre Ha Comirnaty ¢ Ipyryd BAKCHHU HE € IPOYYEHO.

4.6 @epTHIANTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Ul onemusiT 06eM OT JaHHH, OTYYCHH OT HAOIIOJCHUETO Ha OPEMEHHH KCHHU, BAKCHHUPAHU C
Comirnaty mipe3 BTOpHUS U TPETHsI TPUMECTHP, HE TTOKA3BaT yBEIMYABaHE HA CIIydanTe Ha OpeMEeHHOCT
C HeXellaH U3Xo1. Makap 4e JJaHHUTE 3a U3XO0Jl OT OpeMEHHOCTTA clie]l BAKCHHAIHS, IIPOBEJICHA TI0
BpEME Ha IbPBHUS TPUMECTBP, OHACTOSILEM Ca OTPAaHUYCHH, HE C€ HAaOJII01aBa TIOBHUIICH PUCK OT
crioHTaHeH abopT. [IpoyyBaHusTa IPH )KUBOTHU HE TIOKA3BAT MPEKH MM HETIPEKU BPEIHU e(DEKTH,
CBBp3aHU ¢ OPEeMEHHOCTTa, EMOPHOHAITHOTO/(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. JlaHHUTE OT HAOMIOACHUETO Ha JKEHH, KOUTO ¢a KbpMEITH

CJIe]] BAKCHHAIIWS, HE TIOKa3BaT PUCK OT HEXeNNaHU e()eKTH MPHU KbpPMEHH HOBOPOJICHN/KbpMadeTa.
Comirnaty MoXxe Ja ce mpujara B epuoJa Ha KbpMEHE.

DepTunuTer

IIpoyuBaHUATA TPH KUBOTHH HE TIOKA3BAT MPEKH WITH HEMPEKH e(DEKTH, CBBP3aHH C PEMPOIYKTHBHA
TOKCHYHOCT (BXK. 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 Wi moBeye rOAMHU ca
nosryamiii 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouyBaHe Ha naHHUTe 13 mapt 2021 1. 3a
1a11e00-KOHTPOIMPAHUS 3aciIeleH IEpUO Ha IIpociesiBaHe [0 NaTUTE Ha pa3ciensiBaHe Ha
yuacTHUIMTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, moyuunu
wiane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca NpocieIsiBaHu B IPOIBJDKEHUE HA >4 Mecela Clle]
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyunau Comirnaty, u 7 407, monyannu
mwiane6o) yqacTHUIm 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 u moBeve roJAWHU, TOTYIHIN

2 no3u, ca 6oska Ha MACTOTO Ha HHXKekTHpane (>80%), ymopa (>60%), rmaBobonue (>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 ChbOMTHUATA 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 6w ceporo3uTuBHE 32 SARS-C0V-2 Ha U3X0HO HHBO, € MOI00EH Ha
HaOJII0/IaBaHUs TIPU 00IAaTa IMOIYJIaIHs.

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 mpodui Ha 6e3omacHocT Ha Comirnaty pH FOHOIIN Ha BB3pacT 12 1o 15 rogunu e mogobeH
Ha HaOJII01aBaHMs TIPH YYaCTHUIM Ha Bb3pacT 16 u moBeye roanHu. Haif-uectuTe HeXxXenaHu peakiuu
NpU IOHOIIX Ha BB3pacT 12 1o 15 roauHu, monydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHKEKTUPaHE

(>90%), ymopa u rmaBodomnue (>70%), muanrust 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 npubnu3uteaHo 6 mecena (auanason 4,8 10 8,0 Mecena) cien nony4asane Ha J{o3a 2.

OO0muAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara ¢ MoAo0cH Ha HaOIroAaBanus cief 2 po3u. Haii-
YECTHTE HEXKEJIAHU PEAKIMU IIPU 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-KOHTPOJIUPaAHO MPOYyIBAHE C MPUJIOKEHNE HA OyCcTep 1032, YIaCTHHUITH Ha
BB3pacT 16 1 moBede roauuu, Habpanu ot [Ipoyusane 2, ca momyunnu 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 MOIYYHIH OycTep /1033, MeHaHaTa Ha BPEeMETO
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 pa3peliena 3a ynorpeda sakcuna cpemry COVID-19 (xerepomoxna
Oycrep 103a), HE Ca YCTAHOBEHM HOBH JaHHHM, 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 peakiuy, HabI0JaBaHM 110 BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30pOSHH MO-10ITy,
CBIJIACHO CIICTHUTE KATETOPUH MO YECTOTA!

MHoro gectn (>1/10),

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

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

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

Mpuoro peaku (<1/10 000),

C Hens3BecTHA 4eCTOTa (OT HAJIMYHHUTE JJAHHU HE MOYXe J1a ObJIc HalpaBeHa OICHKA).

Ta6auna 1:  Hexesanu peakiuu oT KJIMHUYHATE Npoy4uBaHusi Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI OITUT MPH JIMIA HA Bb3pacT 12 ¥ noBeyve rofuHu
Cucremo- MHoro YecTn Heuectn Penxn MHuoro C Heu3BecTHa
OpraHeH 4ecTu (=1/100 to | (>1/1 000 no | (=1/10000 peaxku 4yecToTa (0T
KJ1ac =1/10) <1/10) <1/100) hi () (<1/10 000) HATHYHUTE
<1/1 000) JAHHU He
MoxKe 1a 0bjae
HATIpaBeHA
OIICHKA)
Hapymenns Jlumdane-
Ha KPBbBTa U HOmaTus”
nuMpHaTa
cucTemMa




Hapymenns Peakuun Ha Amnadunaxcus
Ha CBpPBX-
UMyHHAaTa YyBCTBH-
cucremMa TEJIHOCT
(mamp. obpuB,
HpypuTyc,
ypTHKapus’®,
aHruoeem®
Hapymenns Hamanen
Ha arneTuT
MeTaboIu3M
au
XpaHEHETO
Icuxuunn bescbHue
HapylIeHUs
Hapymenus | I'maBoGoue Jleraprus Octpa ITapecte3ust’;
Ha HEpBHaTa nepudepHa Xunecre3us
cucTemMa JUeBa
napanusa’
Copaeunn Muokapaut';
HapyLIeHUs [lepukapaut”
Cromamzo- | [Inapus” T'anene;
YpPEBHU [ToBpriIane”
HapylIeHUs
Hapymenns Xunep- Epurema
Ha Ko)XkKaTa XUAPO3a; mystadopme”
IIOJIKOXKHaTa Homan
TbKaH H3I0TsBA-
HUS
Hapymenus | Aptpanrus; Bonxka B
Ha Muanrus KpalHUK"
MYCKYJIHO-
CKeJeTHaTa
cucrema u
CBHEIUHUTEN
HaTa ThKaH
OO0 Bonka Ha 3adepBsBaHe| ACTCHUS, OOmupeH
HapylleHus: | MACTOTO Ha | Ha msicroro | Hepasmo- OTOK Ha
U epekTu Ha | MHXKEKTU- Ha WH)XEKTU-| JIOXKEHHE; BaKCHHHUPaHUS
MSICTOTO Ha | paHe; pane [pyputyc KpaiHuK",
MIpUJIOKEHUE | YMOpa; Ha MSCTOTO OtoK Ha
Brpucane; Ha MHXEK- JULETO™
TIupexcus®; TUpaHe
OToK Ha
MSCTOTO Ha
WH)KEKTH-

pane




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

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

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

ocTpa neprdepHa JIUIeBa napain3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpymnata 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 cinen [o3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JUieBa

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 PEIMITUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI MHXKCKTUPAH JIEpMaiCH

(rrep 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 GpapMaKkoeHIeMUOIOTHYHY TPOYYBaHUS, IPOBEICHU B EBporia olleHsBaT 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 103a uMma okoio 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTENHHU ciiydas Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIN U MBbKE, 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) nonbmaUTEeNHN ciydas Ha Muokapaut Ha 10 000 npu 16 1o 24-roAWITHY FOHOIIH U
MBKe, B CpaBHEHHUE C XOpa 03 eKCIO3HIINA.

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 nmonyunin 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
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


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

LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te3U JBE aMUHOKHCEIMHU 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 crparuduuupana 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 IpOyYBaHETO ca UKIIOUEHH YYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YYaCTHHUILM C MPEIUIIHA KIMHIYHA WIK MUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeTIeHO KaTo 3a00JIsBaHe, KOETO HE
HaJlara 3HauuMa MpOMsIHa B TEPaIUsITa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHe Ha 3200 SIBAHETO
mpe3 6-Te CeAMUIH MTPEeIH BKIIOYBAHETO, KATO YUYACTHHUIIM C U3BECTHA CTAOMIIHA HH(PEKIUS ¢ YOBEIIKU
umyHoaedunurer Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 10 14 Hoemspu 2020 .,
npubnusutenHo 44 000 ygacTHUIM ca paHAOMHU3MpaHH TIOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cpeiry COVID-19 unu mnane6o. AHanU3bT 3a €pUKaCHOCT BKIIIOYBA YYACTHHUIIN, HA KOUTO
BTOpAaTa BaKCHHALMS € 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
ydacTHHUIMTE Aa ObJaT npocneasBanu 10 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30mMacHOCTTa U
edpuxacHocrra cpeury COVID-19. B kmuHUYHOTO NpOyyYBaHe OT yYaCTHULIUTE CE € M3UCKBAJIO Ja
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THY Npeau U ciel NPIIOKEHUETO Ha NPOTUBOTPUITHA
BaKCHHa, 3a Jia mosry4yart wim miane6o, win uPHK Bakcuna cpenry COVID-19. B kiimHHYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja CHON0aBaT HHTEPBAJI OT MUHUMYM 60 ITHU Ipenu
WK CJIeA KaTo ca UM OWJIM MPHUJIOKEHU KPBBHH MPOAYKTH/IPOAYKTH OT KPbBHA IJIa3Ma WK
UMYHOTTIOOYJIMHHU B paMKHTE Ha BPEMETO JI0 3aBbpPIIBaHE Ha MPOYYBAHETO, 3a Ja MOTy4aT HiTH
iane6o, win nPHK Bakcuna cpemry COVID-19.

[Nomynanwmsra 3a aHaM3 Ha TBPBUYHATA TOYKA 3a ePUKACHOCT BKJItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 u noseve rogunau (18 242 B rpynarta Ha uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 qaHHu 3a npeaumHa nHpekmnus cbe SARS-CoV-2 10 7 nHu cnen BTopaTta
nmo3a. lomsmauTenHo nMa 134 ygacTHHIM Ha Bb3pacT Mexay 16 u 17 roguaun (66 B rpynara Ha nPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha miane6o) 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 1u1aie6o).

KbM MOMeHTa Ha MbPBUYHHMS aHAH3 338 €PUKACHOCT YYACTHHUIIUTE Ca MPOCICAsBAHU 32 CHMIITOMH Ha
COVID-19 B mpoabpmxenue Ha o010 2 214 yoBekoronuuu B rpynarta Ha ”PHK BakcuHata cpemry
COVID-19 u 06110 2 222 40BeKOTOJMHY B IpyTaTa Ha 1miamneoo.

HsMa xTMHHYHO 3HAYMMHM Pa3JIMKK B 0011aTa e()UKACHOCT Ha BAKCHHATA NIPU YYACTHHUIU C PUCK OT
texka popma Ha COVID-19, BKITIOUNTEHO TE3U ¢ | MM TIOBeYe ChITHTCTBAIIM 3200 ISIBAHNS, KOUTO
yBeIMYaBaT prucka oT Texxka ¢popma Ha COVID-19 (mamp. actMma, mHIEKC Ha TenecHaTa Maca (U TM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH qUabeT, XUIePTOHHMS).

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 cien

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus e ciaen Jlo3a 2 — momyJsiauusi, oueHuMa 3a epukacHoct (7 AHn)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuiHa nHpexknus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Ciayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN)"
Bceuuku yyactHunm 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 TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBpAECHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0paTHa

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

cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA

Ce WJIN 3aCUIIeHa KallUIHIla, HOBOIIOSIBUII C€ MJIM 3aCHJICH 3a/lyX, BTPUCaHe, HOBOIIOSIBUIIA CE MJIM yBEIMYeHa

00Jika B MyCKYJIUTE, HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC MJIM MUPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHULM O€3 CEPOIOTHYHH ¥ BUPYCOJIOTHYHHM JIaHHU (TIpey 7-Musl JIEH Clie]
NPUJIOKEHUE Ha MTOCIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3anna HaTpuBka] Ha Bm3utn l n2) m c
orpunatenex pe3ynratr oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA Ipean 7-MHUs ICH
cnen Jo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

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

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHy 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
Y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 10 OTHOLIEHHE Ha KpailiHaTa To4uka. BpemeBusT nepuon 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpas Ha repuoja Ha HaOJII0JeHUE.

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

. JIByctpaHHuUST nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BaKCHMHATA € MOTyYeH Ha 6a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. JIM He e KopurupaH 3a MHO>KECTBECHN
aHaJIN3M.

o

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 3a e(UKACHOCT B TPYIHTE 110 TI0JI, ETHUYECKA MIPUHAISKHOCT ¥ YJaCTHHIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

V3BbpIIeHN ca aKTyaTn3npaHH aHAIN3H 33 e(PUKACHOCT NPH HAJTWYIUETO Ha JOIBIHUTEIIHH,
noTBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCjIeIeHOTO IIale00-KOHTPOIHPAHO

OpoCICAABAaHC, 06XBaH.[aH_IO nepuoga a0 6 MEce1a CiIcq I[osa 2B rnomyJjiangudTa 3a e(l)I/IKaCHOCT.

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, no Bb3pacTOBU MOATPYNH — YYACTHUIHU 0€3 JaHHH 32 MPeIHIIHA
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 NMpocCjieAsiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenne”® (N2") (95% an™)
Beuuky ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
1oBeYe TOTUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOTUHU 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 noHe 1 cummTom,

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

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

MyCKyJII/ITe HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IIAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananm3a 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 BCsIKa HEIJIAaHUPaHa BU3MUTA

npesu 7-must JaeH cien J{o3a 2.

N = bpoii yqacTHHLIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIHN, OTrOBapsIIIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoenue B Xy (1 000) yoBekoroanHy 3a JajeHara KpaiHa To4Ka IIpyu BCUYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 110 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 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 noTBBpAECHHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha mare0o.

IS

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 ¢ manebo e 91,1%
(95% AU ot 88,8% 1o 93,0%) npu yyaCTHHIIUTE B IMOMYJIANUATA, OLEHIUMA 332 €()UKACHOCT, ChC WIH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.

JIOTTBTHATETHO aKTyaTM3UpaHUTE aHAIHM3H 32 €(PUKACHOCT IO MTOATPYIH MTOKA3BaT CXOAHH TOUKOBH
OIIEHKH 3a e()MKAaCHOCT B TPYIIUTE T10 TI0J, ETHUYECKa MPUHAIIIEKHOCT, Teorpad)CKo MON0KEHNE U TTPH

YYaCTHUIIMTE ChC ChITBTCTBAIIM 3a00JISIBAHUS M 3aTIBCTABAHE, CBBP3aHU C BUCOK PUCK OT TEXKKa
dhopma Ha COVID-19.

Eguxacnocm cpewyy mesicka popma na COVID-19
AKTyalM3upaH aHajJIu3 Ha BTOPUYHATE KPAHN TOYKH 3a e(PUKACHOCT moAKperrs mon3ata oT nPHK
BakcuHara cperry COVID-19. Bakcunara npegotspatsiBa Texka popma nHa 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 nHpekius cbec SARS-CoV-2 (Tabmauna 4), Thii KaTo
Oposar na ciyyaute Ha COVID-19 npu yyactaunm 6e3 npeanmna nadekuus csc SARS-CoV-2 e
CBIIUAT KAaTO TO3U MPH YYaCTHUIM ChC WM Oe3 npeauiina uHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Ta6auna 4:  EduxacHocT Ha BAKCHHATA — TbPBA N0siBa HA Te:kka ¢opma Ha COVID-19 npu
YYaCTHHIH cbc HiH 0e3 npeauimHa ungexuus cb¢c SARS-CoV-2 na 6azara na
omnpe/e/ieHHEeTO Ha AreHIUsATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBara (Food
and Drug Administration, FDA)* ciex lo3a 1 wiau ot 7-mus aen ciaen o3a 2 B
NepUoJa HA Mpoc/elsiBaHe HA INIALe00-KOHTPOJIHPAHOTO IPOYyYBaHe

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

3abenexka: [IoTBBbpEeHHUTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakius ¢ o0paTHa

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

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

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

MYCKYJIMTE; HOBOIIOSIBHJIA Ce 3ary0ba Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; ANAPUs; MOBPBIIAHE).

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

1 ot caenuute:

e  KiuHMYHM MpHU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
>30 BaumIBaHUS B MHUHYTA, ChbPACYHA YecTOTa >125 ynapa B MUHYTa, KHCIOpOIHA caTypanus <93% Ha
CTaeH BH3AyX Ha MOPCKOTO PaBHHUIIE WM CHOTHOIICHNE HA apTePHUATHOTO MTAPIHATHO HAIATaHE Ha
KHCIIOpOJia KbM (pakiusTa Bauman kuciaopoa <300 mm Hg);

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

e  JlaHHHM 32 IOKOBO CHCTOSIHUE (CHCTOJIMYHO KpbBHO Hamsirane < 90 mm Hg, nnactoanyHo KpbBHO
Hasrane < 60 mm Hg winu Hyk1a ot Ba3onpecopn);

e 3HaunMa octpa ObOpeyuHa, YepHOAPOOHA MITH HEBPOJIOTUYHA TUCHYHKIUS;

e [IpuemaHe B OTICJICHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoif yqacTHHIIH, OTTOBapSIIH Ha OTPEACIICHAETO 3a KpaiHaTa TOYKa.

n2 = bpoii Ha y4aCTHULIUTE B PUCK [0 OTHOLICHHUE Ha KpailHaTa TOYKa.

B. JIBycTpaHHmAT nmoBepureneH uaTepBai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoaa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocr, onieHena Ha 6a3ata Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4actHUIH,
noxyannu J{o3a 1, 3a orieHKa Ha e(pUKaCHOCTTA, KOSITO BKJIIOYBA BCHUKU PaHIOMU3HUPAHU YUYACTHUIIH,
MOJTY4YMITH TIOHE | 71032 OT M3MUTBAHATA UHTEPBEHIHS.

n.  O6mr nepuon Ha HaOmoaeHue B Xxuisian (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOYKa MpY BCUYKH
YYaCTHHIM BBB BCSIKA PUCKOBA IPyIIa 110 OTHOIICHHE Ha KpaliHaTa Touka. BpeMeBHAT MepHo/ 32 HATpyNBaHe
Ha ciyvyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIFOICHUE.

e EduxacHocr, onieHeHa Ha 6a3aTta Ha IMOMyJNAIMATA, OIICHUMATA 33 e(PUKACHOCT (Ha 7-MUS JICH), KOSTO
BKITIOYBA BCUYKH ITOAXOSIIN PAHIOMHU3UPAHN YIaCTHHIIH, TOIYYHIH BCUYKH JIO3U OT U3IUTBaHATA
HMHTEPBEHIIM, KaKTO Ca PaHIOMHU3HPAHU B IIPEBAPUTEITHO ONPEeIeHHs IIPO30peL, 0e3 APYrH ChIIECTBEHH
OTKJIOHEHHMS OT MPOTOKOJIA, KAKTO € ONPEEICHO OT KIMHHIICTA.

k. OO6m nepuon Ha HaGmoaeHue B Xuwisian (1 000) voBekoroAWHY 3a AajieHaTa KpailHa TOYKa IpH BCUYKH
YYaCTHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHNE 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 HaOII0IeHHE.

o
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Egukacrnocm 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 (¢ Mequana Ha
MPOIBLIDKUTETHOCTTA Ha TIpociensBaHe >2 Mecena cien Jlo3a 2) 6e3 qaHaM 3a IpeaulTHa HHOEKITHs,
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 NaHHM 32 npenuinHa nHpexnust uma 0 caydas npu 1 119-te
YYACTHUIIH, TIOYYWIIN BakcuHaTa, U 18 ciryuast ipu 1 110-te yyactaunm, momy4wy miamne6o. 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 eukacHoct Ha [IpoydBane 2 pu 10HOIX 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 momyuunnu mrane6o nma 28 ciaydas. ToukoBaTa
oreHka 3a epukacHoct e 100% (95% mosepurenen untepsan §86,8; 100,0). [Ipu ygacTHUIM ChC UITH
0e3 nanHu 3a npeauiHa nHexuus uma 0 ciryyast npu 1 119 nonyunnu BakcuHaTa, a pu

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

B IIpoyuBane 2 e npoBeieH aHAIN3 HA TUTPUTE HA HEYTPAIU3UPAIINUTE AaHTUTENA CPETY
SARS-CoV-2 1 mecen cien Jlo3a 2 npu u30paHa Ha ClIydacH MPUHIIMII IOATPYIa y4aCTHHIIN 0e3
CEPOJIOTMYHH WUJIM BUPYCOJIOTUYHM JaHHM 32 MUHasa HHPekius cbe SARS-CoV-2 o 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. CneoBaTeiHo € JOCTUIHAT KPUTEPUSAT 3a HE M0-MaJika e(hUKaCHOCT, KOMTO €
choTHOLIeHue 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 OycTep no3a Comirnaty ce 0a3vpa Ha OlleHKa Ha TUTPHUTE Ha
HeyTpanuzupamure antutena cpeury SARS-CoV-2, namanssaiy BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B IIpoyuBane 2. B ToBa npoy4Bane Oyctep go3ara € IpriIokeHa 5 10

8 Mecena (MeamnaHa 7 Mecera) cies] Bropara ao3a. B [Ipoyusane 2, anammsure Ha NT50 1 mecer cnen
OycTep A03aTa, CpaBHSIBAHU C Te3W | Mecel] ciell MbPBUYHATA Cepys, IIPH JIUIa Ha Bh3pacT 18 10

55 roauHM 6€3 CepoIOrMYHY WU BUPYCOJIOTHYHY TaHHU 3a MuHaNa nHpeknus cbe SARS-CoV-2 1o
1 mecen cnen OycTep BakCHHAIMS [TOKa3BaT HE MMO-MaJlka e)UKACHOCT 110 OTHOILIEHHE KAKTO Ha
cpenHOTO reomeTprdHO choTHOomeHNe (GMR), Taka 1 Ha pa3nrKara B CTETIEHTa Ha CEPOJIOTHICH
o1roBop. CeporIorHYHUST OTTOBOP NPH €IUH YYACTHHUK CE ONPEeIis KaTo MOCTUTaHe Ha >4 TbTH
noBumienne Ha NT50 oT u3xoHo HUBO (TIper MbpBUYHATA ceprs). Te3u aHanmn3u 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
Oycrep 103a cnpsimo 1 Meceln cjie] MbPBUYHA cepUsl — yYaCTHULM HA Bb3pact 18 1o
55 roqunan 0e3 1aHHu 32 nHPekuus A0 1 Mmecely ciea dycrep 103a* —nomyaanus,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 mecen ciien
Oycrtep no3a/- | Ilocturnara
1 mecen ciaen | 1 mecen ciiex | meJI 3a He IO-
1 mecerr cjien IbPBHYHA IbPBHYHA MAaJIKa
Oycrep 103a cepust cepust eduxacHoct
Ananus N (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuYeH TUTHP
Ha
HeyTpaJu3nupammre
aHTHTEJIA,
HAMAJIABALL
BHpYCHATA
aKTHBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2128 (2202,6; 2760,8) | (656,2; 858,6) (2,77; 3,90) Jr
CreneH Ha
CepoJIOTHYeH
otrosop (%) npu
THTBP HA
HeyTpaJu3upammre
AHTHTEA,
HAMAJIABAL 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |[(95,0%; 99,5%) | (-0,7%; 3,7%>) I

Cokpamenuns: [ = nosepurenen uarepsain, GMR = cpeano reomerpuyHo chotHomeHne; GMT = cpenen
reomeTpudeH TuThp; LLOQ = nonHa rpannna Ha KOJIMYECTBEHO OIpeaesnsHe; N-CBbP3Balll = CBhP3BaIl]
nykneonporenta Ha SARS-CoV-2; NAAT = recr 3a ammindukaims Ha HyKJIenHoBH kucennnu; NT50 = tutsp
Ha HeyTpaJIM3UpaliTe aHTUTea, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTopeH CHHApPOM KopoHasupyc 2; JI/H = na/me.

t SARS-CoV-2 NT50 e onpejelnien ¢ moMoniTa Ha AHaIu3 Ha MUKpOHeyTpanusanusTta Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3noszBa GpuyopecleHTeH pernopTep BUPYC, MOIyYeH OT Iama

USA WA1/2020, n BupycHaTa HeyTpaJH3alHs C€ OTINTA BBB Vero KieThIHr MoHOocioeBe. NT50 Ha

poOuTe ce ompeeNns KaTo peUIpPOYHOTO CEPYMHO pa3pexaane, mpu koeto 50% ot Bupyca ce

HEyTpaJIu3upa.

B ananm3a ca BKIIIOYEHH YIaCTHUIM 0€3 CEPOIIOTUYHA WIIM BUPYCOJIOTHYHHU TaHHH (10 1 Mecern cren

noiy4aBaHe Ha Oyctep mo3a Comirnaty) 3a muHana uapeknus cb¢ SARS-CoV-2 (t.e. orpumartentu 3a

N-cBbp3Barm anTutena [cepyM| u HeoTKpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HATpUBKA]) U C OTPHUIIATEIICH

pesynrat or NAAT (HazanHa HaTpHMBKa) IIpH BCSIKa HEIUIAaHMpaHa BU3MTA 70 1 Mecel cient OycTep o3a.

Benuku nmoxxonsmy y4acTHUIM, noiyuynin 2 1o3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIIHO, C

npuioxeHa J[oza 2 B paMKUTe Ha MpeABapUTETHO onpeaesieHus mpo3opetl (B pamkute Ha 19 1o 42 nuu crnen

Ho3a 1), monyuunu O0yctep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/IENICH PE3yaTaT 32 UMYHOTCHHOCT

cien 6ycTep J03a MPpU B3eMaHe Ha KPBB B paMKUTE Ha MOAXOASI po3opetl (B paMkuTe Ha 28 1o 42 nHu

cien Oycrep mo3aTa) U 0e3 IPYTH ChIIECTBEHH OTKIOHCHHS OT IPOTOKOJIA, KAaKTO € OMPEEIICHO OT

KITMHULACTA.

a. 1n=0poif yYaCTHHUIIN C BAIUAHU U OTIPEACIICHA PE3YNITaTH OT aHAJN3a U B ABETE BPEMEBH TOUKH 32 B3eMaHE
Ha KPBB B pAMKHTE Ha ONpPEICIICHHS MTPO30pel]

6. GMT u 2-ctpannure 95% JI1 ca n3uncieny 4pe3 eKCIIOHEHIMOHUPAaHE Ha CPeIHATa JOTaPUTMHUYHA
CTOHHOCT Ha THTpHTE U choTBeTHHUTE JIU (Ha 6a3aTa Ha pasmpeneneHuero Ha Student t). Pesynrarure ot
ananm3a mox LLOQ ca 3amagenu xkato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% JIW ca u3ducieHu upe3 eKCIIOHSHIIMOHUPAHEe Ha cpeHaTa pa3jinka B
JIOTAPUTMUYHHUTE CTOMHOCTHU OT aHaju3a u chorBeTHUTE I (Ha 6a3ara Ha pasmpeneieHueTo Ha Student t).

r. He mo-manka epuxacHOCT e nekiapupaHa, ako JoJHaTa rpanuna Ha 2-ctpanuus 97,5% /I 3a GMR e >0,67
1 ToukoBaTa orieHka 3a GMR e >0,80.

J. N = O0poi y4aCTHHIM C BaJUIAHU U ONPEIEIICHN PE3YITAaTH OT aHAIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOTHO
HUBO, 1 Mecer cnexn Jloza 2 u 1 Mecery ciie OycTep 103a B paMKHTE Ha ONpeesieH s mpo3operl. Te3un

I+
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CTOHHOCTH Ca 3HAMCHATEIH MPU MPOLCHTHUTE U3UHCIICHHS.
e. Opoil yyacTHHIM ChC CEPOJIOTHUEH OTIOBOP 32 JIa/ICHHs aHAIN3 TIPH Jla[IcHaTa 103a/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 mecer cien J{o3a 2).
Kopurupan 2-ctpanen /I na Wald 3a pa3nnkara B ChOTHOIIEHUATA, U3pa3eHa KaTo MPOIICHT.
He mo-manka edukacHoCT € Aexmapupana, ako JoHATa TpaHuma Ha 2-ctpanHus 97,5% [ 3a npomeHTHaTa
pasnuka ¢ >-10%.

w

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

B enun MexauHeH aHann3 3a epukacHoCcT oT [Ipoyusane 4, Turaie00-KOHTPOIUPAHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTerHo 10 000 ygacTHUIM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot [IpoydBaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HaTpyHaHu Hal-paHO OT 7-MUs JICH ciie]] OyCTep BaKCHUHAIIMATA JI0 JIaTaTa Ha 3aKII0YBaHE HA JAHHUTE
5 oxromBpu 2021 r., TOBa ce sSBsBa NIEPUOJ HA MPOCIEAIBaHE ciie OycTep 103a ¢ MeruaHa

2,5 mecena. bycrep no3ara e mpuioxkena 5 10 13 mecena (mequana 11 mecena) ciien Bropara J103a.
OrneHeHa e eMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUYHATA CEPUS
B CpaBHEHHE C rpynara Ha miaredo BMecTo OycTep 103a, MOTy4Yhiia caMO TbPBUYHATA CEPHS.

HNudopmanusaTa 3a OTHOCHTENHATA ehUKACHOCT Ha BAKCHHATA MPH YYaCTHHUIIM Ha Bh3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OTHOcHTeTHATa e(UKACHOCT HAa BAKCHHATA MTPH YYACTHHIIU ChC M 0€3 TaHHU 3a MPEIUITHA HHPEKIIUS
cbc SARS-CoV-2 e 94,6% (95% nosepurenen unrepsai 88,5% mo 97,9%), nogoOHO Ha Ta3w,
HaOJI0/1aBaHa IPH yYacTHUIM 0e3 JaHHU 3a npeauniHa nHdekmnus. bposr Ha mbpBUYHKTE CITyYan Ha
COVID-19, nabnronaBanu ot 7-Musi JieH ciell Oycrep BakCHHaNUATa, € 7 B rpynara Ha Comirnaty u
124 B rpynara Ha mane6o.

Taoauna 6: EdukacHoct Ha BakcunaTa — mbpBa nosisa Ha COVID-19 ot 7-mus aeH cien
OycTep BakCHHALMSA — YYACTHHIM Ha Bb3pacT 16 U nmoBeve roannu 0e3 JaHHU 3a
HH(eKIHs — NONmyJIalusi, OeHUMa 32 e(PUKACHOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq 0ycTep 1032 NP YYACTHUIM 0€3 TaHHHU 32
npeauimHaa nHpexknus cb¢c SARS-CoV-2*

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

3abenexka: [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 (cuMnTomMuTe BKIIOUBAT: MOBUIIIEHA TEMIIEPATYPa; HOBOIMOSBUIIA CE UJIM 3acHIInIa

Ce KallUTHIa; HOBOIIOSIBIJI C€ WJIM 3aCHIIUII CE 3a]lyX; BTPHUCAHE; HOBOIOSBUIIA CE WM YBEIHUYWIA ce DOJIKA B

Mycxynme HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPWC; BB3MAJICHO I'bPJI0; UAPHS; IOBPHIIAHE).

B ananm3a ca BKIIIOYCHH YIaCTHHIN 0€3 CEPOIOTHYHHU 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 HEeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc

orpumnatenex pesynratr oT NAAT [Ha3anmHa HaTpHUBKa] PH BCSAKA HEIUTAHMpPaHa BU3UTA TIPEIN 7-MHUS A€H

cien OycTep BaKCHHALIUATA).

N = Bpoil yyacTHUIIM B [TIOCOYEHATA rpyna.

nl = Bpoii yyacTHUIM, OTTOBAPSIIIU HA OIPEACICHUETO 32 KpaliHaTa TOYKa.

B. OO nepuon Ha HabmoaeHue B xwisiau (1 000) yoBekoroanHu 3a AajicHaTa KpaHa TOYKa PH BCUUKU
YUYaCTHHUIIM BHB BCSIKA PUCKOBA IPyIia [0 OTHOIICHUE HA KpaiiHaTa Touka. BpeMeBUAT mepro/ 3a HaTpyIBaHe
Ha ciaydaun Ha COVID-19 e ot 7-must ieH ciier OycTep BaKCHHAIUATA JI0 Kpasi Ha IIepHo/ia Ha HaOJII0ICHHE.

r. n2=0poii Ha y4aCTHUIIUTE B PUCK 10 OTHOIICHUE HAa KpaliHaTa TOYKa.

na.  OtHocuTeNHa eHKACHOCT Ha BAaKCHHATA B IpyIaTa ¢ Gycrep mo3a Comirnaty B cpaBHeHue ¢ 11ane6o

IS

16




rpymarta (6e3 0ycrep 103a).
e. JIBycrpannusT noBeputeneH uateppai (1) 3a oTHocuTeHa e(hUKaCHOCT Ha BAKCHMHATA € IMOJIydeH Ha Oa3aTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HabOJroieHue.

Hmynozennocm na 6ycmep 003a cied NbpeULHA BAKCUHAYUSL C OpYea paspeuieHa 3a ynompeba
saxcuna cpeuty COVID-19

EdexruBHoctTa Ha Oycrep mo3a Comirnaty (30 pg) npu iuna, 3aBbpUIMIN ITbPBUYHA BAKCHHAIIMS C
Jipyra paspeiieHa 3a ynorpeda sakcuna cpemry COVID-19 (xerepososkaa OycTep 103a) € U3BEeIeHa OT
JAHHUTE 32 UMYHOT€HHOCT, TIOJYYECHU OT HE3aBUCHMO OTKPUTO KIIMHUYHO TipoyuBaHe (asa 1/2 Ha
Haumnonannure 3npasau uactutytn (National Institutes of Health, NIH) (NCT04889209), nposeneso
B ChremuHennTe matu. B ToBa npoyuBane Bp3pactau (muama3on 19 mo 80 roauum), KOUTO ca
3aBBPIININ TBPBUYHA BaKCHHAIMS ¢he cepust oT 2 no3u Moderna 100 pug (N = 51, cpenna Bp3pact
54+17), emuanyna no3a Janssen (N = 53, cpenna Bb3pact 48+14) wnu cepus ot 2 go3u Comirnaty

30 pg (N = 50, cpenna Bp3pact 50+18) Haii-manko 12 ceaqMHUIH IPeaH BKIOYBAHETO M B
MIPOYYBAHETO U B aHAMHe3aTa Ha KOUTO He ce ChoOInaBa 3a uHdekiusa cbec SARS-CoV-2, ca
noyuyrian oycrep no3a Comirnaty (30 pg). Bycrep Bakcunaumsta ¢ Comirnaty uaayimpa
yBenuuaBane Ha GMR Ha TuTpuTe Ha HeyTpanusupamuTe antutena 36, 12 u 20 mbTH ChOTBETHO clel
mppBUYHUTE 103U Janssen, Moderna, u Comirnaty.

XerteponoxHa Oyctep BakcuHanus ¢ Comirnaty e ouenena cbiio u B mpoyusanero CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIHPAHO MPOyUYBaHe (asa 2 Ha
Oycrep BakcuHamms ¢ Tpeta go3a cperry COVID-19, B koero 107 Be3pacTHu yuacTHHIHN (¢ MeTHaHa
Ha Bb3pacTTa /1 roJnHu, MHTEPKBApPTUIICH AHana3oH 54 10 77 TOIUHM) ca paHIOMU3UPaHU
Haii-manko 70 guu cnen 2 no3u BakcuHa cpeury COVID-19 na AstraZeneca. Cien mppBUYHATA CEpUs
¢ BakcuHa cpenry COVID-19 na AstraZeneca, rceBaoBupyc (nus tum), mpomsiata B GMR na NT50-
TUTPUTE HAa HEYTPATH3UPAIINTE aHTUTENA ce yBeanyaBa 21,6 TbTH ¢ MpuiIaraHeTo Ha XeTepOJIOKHA
Oycrep no3a Comirnaty (n = 95).

IlenuaTpuyHa momysamus

EBpomneiickaTa areHmus o JiekapcTBaTa oTiiara 3aJJbJDKEHHETO 3a TIPEIOCTaBIHE Ha PE3yITATUTE OT
npoyuBanusaTa ¢ Comirnaty B rieaMaTpuyHaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a nHPOpPMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3peniaBaHe Mo ycIoBHe".
ToBa o3HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT C€ OYaKBaT AONBIHUTENHH JaHHU. EBpomnelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKs 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeIHBK roauiiHo U Ta3u KXII chOoTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuuanaHuTe NaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
NPOYYBaHUS 38 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, penpoLyKTHBHA TOKCUYHOCT U TOKCUYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydYaBaiiy 3 IThIHH T03U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MaJIbK OTOK M €PUTEM Ha MSCTOTO Ha MHKEKTHPAHE U yBEIIMYaBaHE Ha
0ennTe KPbBHU KJICTKH (BKIIOYUTETHO 02300 UM U €03MHOGUIH), ChOTBETCTBAIIM HA Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aIl¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOIPOOHO YBpEKIaHE.
Benuku eextu ca Ounn odpaTumu.
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FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

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

PenpoaykTHBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 33 Pa3BUTHUETO Ca U3CJICIBAHU MPH ILTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()SPTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, Ipu KoeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpean Yn(TOCBAHE U TI0 BPEME Ha recTalus
(moryuaBainy 4 ILJIHU JIO3M 3a XOpa, FTeHEPHPAIH OTHOCUTEITHO BUCOKH HUBA MPH TUTHXOBE MOPaIN
pa3In4usATa B TEIIECHOTO TEIJIO, B IEPHOJIA MEeX Ty JieH 21 npeayu yndToCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT Iepro/ia peu YUPTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATAJICH JicH 21, KaKkTo u
nipu (heTycute U mokosieHueTo. Hama cBbp3aHu ¢ BakcUHATa e)eKTH BBPXY (PEpTUIINTETA,
OpeMeHHOCTTa MK eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO Ha MOKOJICHUETO. JIuncBaT naHHu 3a
Comirnaty 0THOCHO IPEMHHABAHETO HA BAKCHHATA MPE3 TUIAICHTaTa WK eKCKPEIHATA B MIISIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 CnuchbK HAa IOMOIIHHMTE BELIECTBA

((4-xumpoxcubyTrn)azaneaumi )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuermnenrankon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucteapownn-sn-riautepo-3-pochoxonun (DSPC)

XoJgectepon

Kanues xnopun

Kammes nuxuaporendocdar

Hatpues xnopug

Junarpuer pocdat 1uxumpar

3axaposa

Boja 3a uHKeKIuu

Harpues xuapokcns (3a kopekius Ha pH)

XIT0poBOAOPOIHA KHCETHHA (32 KopekIusa Ha pH)

6.2 HecbBMecTHMOCTH

To3u ekapcTBEH NPOAYKT HE TpsIOBa Ja ce CMECBa ¢ APYrH JICKAPCTBCHM MTPOAYKTH, C U3KIIIOUECHUE Ha
OCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoCT

HeortBopeH ¢uakoH

3ampazen praxon

15 mecena, koraro ce cpxpansisa npu -90°C no -60°C.

B pamxuTe Ha 15-MeceuHuUs CPOK HA TOJHOCT HEOTBOPEHUTE (DIIAKOHHM MOXKE J1a CE ChbXpaHIBaT U
Tpancnoptupart mpu -25°C no -15°C 3a exqHOKpaTeH EPHUO 10 2 CSAMUITH, CIIe]] KOSTO MOXKE JIa Ce
BbpHAT 00paTHO 3a chXpaHeHue npu Temmneparypa -90°C go -60°C.

Korato ce chxpansBat 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 eTuHUYHM (IJIAKOHM MOTaT J1a Ce pa3MpassT Npu cTaiiHa

temmneparypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gprarxon
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1 mecernr ipu 2°C no 8°C B pamkute Ha 15-MecedHus Cpok Ha TOTHOCT.

B pamxuTe Ha 1-MecedHHs CpOK Ha TOAHOCT IIPH YCIIOBHUATA Ha chXxpaHenue ot 2°C mo 8°C, 3a
TpaHCIOPTUPaHe MOKE Jla ce M3MoII3BaT a0 48 yaca.

[Ipenn ynotpeba HEOTBOpEHHAT IIAKOH MOXKeE J]a c€ ChXpaHsBa 10 2 yaca Ipu Temneparypa 1o 30°C.
C pa3mpasenuTte GrakoHH MOXKe J1a ce padOTH B YCIIOBHUS Ha CTaliHa CBETJIMHA.

Cnen pasMpassiBaHe¢ BAKCUHATa HE TpﬂﬁBa aa ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru omkioHeHus cied u3eaxcoare om gpuzepa

JanHuTe 3a cCTaOMIIHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (JIAKOH € cTaOUIIeH J10:

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

. 00110 4 yaca, Korato ce cbxpansBa npH Temneparypa ot 8§°C no 30°C; ToBa BKIIouBa 2-Ta yaca
npu Temnepatypa 1o 30°C, onucanu mo-rope

Tasu I/IH(i)OpMaLII/I?[ € MpeAHa3Ha4YCHa Ja YII'bTU MCAUIUHCKUTC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPECMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

Tpancegep na sampazenu rakonu, CoXpana8aHu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Kalald, Chabpkam 195 ¢makona,
W3BAJICHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE P CBPbXHHCKA Temreparypa (<-60°C),
MOTarT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [InuTkuTe KyTHH ¢ (IaKOHU, Ha KOUTO KamalliuTe ca OTBOPEHH, WIIH TE3U, KOUTO ChABPKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octaHaT Ha Temneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (IAKOHH Ce BhPHAT 00PAaTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CIIe]]
eKCTIO3UIH Ha TeMriepaTypa a0 25°C, Te TpsOBa ga ocTaHAT Ha ChXPAHEHHUE B 3aMPa3eHO
CBCTOSIHUE B MPOIBIDKEHUE HA Hal-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.

Tpancghep na sampasenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar Jga ocTaHaT Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MHUHYTH.

o [InuTkuTe KyTHH ¢ HIAKOHHU, Ha KOUTO KamalliuTe ca OTBOPEHH, WM TE3U, KOUTO ChABPKAT
no-maiko ot 195 ¢nakona, cie KaTo ca U3BaJCHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), moraT ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BEAHBXK AaJcH (DJIAKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHHM, TOH TpsOBa 1a ce
pasMpasu 3a yroTpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha yrnoTpeba, BKIIOYUTENHO M0 BpeMe Ha
TpaHcropTupane, 3a 6 yaca npu 2°C no 30°C ciex paspexnane B HarpueB xsopug 9 mg/ml (0,9%)
MHXEKINOHEH pa3TBop. OT MUKPOOHOJIOTHYHA TJI€HA TOUYKA, OCBEH aKO METOABT Ha pa3pekIaHe
U3KIII0YBA PUCK OT MHUKPOOHA KOHTaMHMHALUS, IPOAYKTHT TPAOBa Ja ce M3M03Ba BeaHara. AKo He ce
M3M0J13Ba BeJHAra, BpeMEeTO 1 yCIOBUATa Ha ChXpaHEHHE M0 BpeMe Ha yroTpeba ca OTTOBOPHOCT Ha
noTpeduTens.

6.4 ChenmuaJHM ycJI0BHUS HA CbXpaHeHUe
Ja ce cbxpansiBa BB (hpusep mpu -90°C no -60°C.
Jla ce cpxpaHsBa B OpUTHHAJIHATA ONAKOBKA, 32 JIa Ce MPEeIa3u OT CBETINHA.

Ilo BpPEMC Ha CbXPAaHCHUC CBCACTC 1O MUHUMYM H3JIaraHCTO Ha cTaliHa CBETJIMHA U U30srBaiTe
H3Ji1araHe Ha IIpsgKa CJIbHYCBA CBETIIMHA U YJITPAaBUOJICTOBA CBETIIMHA.
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3a yCcIoBHsTa HA ChbXpaHEHHUE CIIeN pa3Mpa3siBaHe U pa3perk/IaHe Ha JIEKapCTBEHUS MPOIYKT BHKTE

TO4YKa 6.3.

6.5 Buau chabpKaHue HA ONAKOBKAaTa

0,45 ml xoHIIEHTpAT B IIpo3paueH MHOT0030B (aakoH (cThkio Tl 1) 2 ml ¢be 3amymmanka
(cuHTeTHYHA OPOMOOYTHIIOBA TYMa), C ATyMHHHEBA 00KATKa U OTUYIBAIIO CE JIMIABO MIaCTMACOBO

kamaye. Beeku hiiakoH chabpika 6 103H, BUKTE Touka 6.6.

Bun omakoBka: 195 ¢makona

6.6 CnenuajaHu npeanasHu MepKHU MPH U3XBHPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Tpsi06Ba 1a ce MPUTOTBH OT METUIIMHCKHU CTICIIUAIHMCT, KATO CE M3MOJI3Ba aCeTHYHA
TEXHHKa, 33 J]a Ce TapaHTHpa CTEPUITHOCTTA HA TIPUTOTBEHATA JCIIEPCHSL.

INPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOT'PAMA/IO3A KOHLHEHTPAT 3A
NMHKXEKHUOHHA JUCHEPCHS (IMLA HA 12 U1 TIOBEYE I'OAWHH)

JInnaBo kamaue

Cunen pa3zpexxnane

[IpoBepete ganu GIaKOHBT € C JIUIABO
MJIaCTMACOBO Karade.

AKO (IIaKOHBT € ChC CHBO MIIACTMACOBO
Karaue, MOJIsl, HallpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha IIPOIYKTa
3a Comirnaty 30 Mukporpama/nosa
WH)KEKLIIMOHHA TUCTIEPCHSI.

AKO (PJIaKOHBT € C OpaHKEeBO
IUIACTMACOBO Karayue, MOJIsl, HallpaBeTe
CTIpaBKa C KpaTKaTa XapaKTepPUCTHKA Ha
npoaykTa 3a Comirnaty

10 mMukporpama/so3a KOHIIEHTPAT 32
WH)KEKIIMOHHA JTUCTIEPCHSI.
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PABMPA3ABAHE IIPEJIU PA3SPEXK/IAHE HA COMIRNATY 30 MUKPOI'PAMA/JIO3A
KOHIEHTPAT 3A THXKEKIIMOHHA JMCIHIEPCUS (JIMIA HA 12 1 ITOBEYE

T'OJINHN)

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

\

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

30 munyTH 1ipu Temrieparypa 10 30°C
3a He3abaBHa yrmoTpeoa.
HeotBopenust ¢nakon Moxe aa ce
ChXpaHsBa 3a nepuoj 1o 1 Mecen npu
2°C mo 8°C, 6e3 ma ce mpeBuUIaBa
OTIIeYaTaHUAT cpoK Ha roaHoct (I'ogen
10:). B pamkute Ha 1-MeceuHUs CPOK
Ha rogHoct npu 2°C go 8°C, 3a
TPaHCIIOPTUPaHE MOXKE JIa ce
n3noissar 10 48 gaca.

OcraBete pa3Mpa3eHUAT (QIaKoH aa
JOCTHTHE CTaiiHa Temneparypa. [Ipequ
yrnorpeba HEOTBOPEHUT (IaKOH MOXKE
Jla ce ChXpaHsBa 710 2 yaca Mpu
temneparypa go 30°C. C
pasmpaseHuTe GIaKOHU MOXKeE Ja ce
paboTu B yCIIOBHS Ha CTaifHa CBETJIHHA.
Buumarenno o6spHeTe (akoHa

10 opTH npenu paspexaane. He
pasKiamanTe.

[Ipenu paspexnane pazMpaseHaTa
JMCTIEpCUsl MOXKE J1a ChIbprka Oesn 10
o4ty O6eIu Hempo3pauyHu aMopPHU
YaCTHUIIH.
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PA3PEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA//I0O3A KOHIHHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

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

1,8 ml marpuen xxopux 9 mg/ml (0,9%)
MHKEKI[HOHEH Pa3TBOP

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

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

Buumarenano 10 nbTn

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

Yac 3a
U3XBbpPJIHE

O
3anuiere CbOTBETHUTE JaTa 1 4yac.

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

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

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

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

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

e Karo n3non3Bare acenTHYHA TEXHHUKA,

~ MOYUCTETE 3aIlylajgKaTa Ha (hJIakoHa C

TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,

HAIIOCH C aHTUCENTHYEH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty
TpsiOBa 1a ce U3MON3BAT CIIPUHIIOBKH
W/WITY UK ¢ MAITBK MBPTHB
(Hew3non3BaeM) obem, 3a j1a ce
W3TETJIAT IIECT 03U OT €IUH (PJIaKOH.
KoM0unanusTa oT CHpUHIIOBKA U UTJIA
¢ MaJTbK MBPTHB 00eM TpsiOBa 1a uMa
MBPTHB 00€M HE MMO-TOJISIM OT
35 Mukponutpa.

0,3 ml paspenena Bakcuna AKO ce M3M0I3BaT CTaHAAPTHU
CIIPUHIIOBKY M HMIJIH, MOXE JIa HsIMa
JIOCTaThueH 00eM 3a M3TETIISTHE Ha
IIECT 03U OT eIUH (hIaKOH.

e Bcska no3a TpsoBa ga ceappka 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(hmaxoHa BakCHHA HE MOXKE Ja JOCTABU
eaHa 1si1a qo3a ot 0,3 ml, u3xebpriere
(hrrakoHa ¥ U3TUITHAS 00eM

e lI3xBBpreTe HEM3MOI3BAHATA BAKCUHA
B PaMKHTE Ha 6 "aca ciief] pa3pekaaHe.

H3xBBpasiHe

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Ja CC U3XBBPIIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

TI'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001
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9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha mppBO paspemanane: 21 gexemepu 2020 .
[ata Ha nocienHo nmoaHoesiade: 03 Hoemepu 2021 r.

10. [OATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nnpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiiTa Ha EBponeiickaTta
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(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).

26



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 ynorpedata Ha Oycrep no3a Comirnaty npw Jinia, 3aBbpLIAIN
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 1 moBeye roJiHU, B TA0JHYEH BUI

Hexemanure pcaKkuuu, Ha6J'IIOI[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 o <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
NMOCTMAPKETHHIOBHSI ONUT NMPH JMIA HA Bb3pacT 12 u noBeye roiMHu
Cucremo- MHoro YecTn Heuectu Penxn MHoro C HeusBecTHA
OpraHeH 4ecTH (>1/100 no |{(=>1/1 000 no | (= 1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000)| (<1/10 000) HAJTUYHHTE
JaHHHU He
MosKe 1a 0bae
HalpaBeHa
OLIEHKA)
Hapymenuns Jlnmbane-
Ha KPHBTa U HomaTus"
TuMQHaTa
cucTemMa
Hapymienust Peakiuun Anaduaakcus
Ha UMyHHATa Ha CBPBX-
cucTemMa YyBCTBU-
TETHOCT
(mamp.
00puB,
[IpypUTyC,
ypTukapus®,
aHruoenem®
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Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
OpraHeH 4yecTH (=1/100 go |(=1/1 000 x0 | (= 1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000)| (<1/10 000) HAJTUYHHTE
JAHHHU He
MoO:Ke 1a Obae
HanpaBeHa
OIIeHKA)
Hapymenns Hamanen
Ha amneTuT
MeTaboIu3Ma
U XpaHEHETO
Icuxuunn bescpaue
HapyLIeHUs
Hapymenns I'maBoGonue Jletaprus OcTtpa [Tapecresust';
Ha HEpBHaTa nepudepHa Xunecresus
cucremMa JMLEeBa
napanmsa®
Cepreunn Mpuoxkapaut "
HapylIeHUs [epukapaut"
CromarHo- Huapus® T'anene;
YpPEBHU TloBpbiane’
HapylIeHus
Hapymenuns Xunep- Epurema
Ha KoxXaTa U XU/IPO3a; myatudopme”
MOAKOXKHAaTa Houruu
TbKaH H3II0TSBa-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKYyJIHO- | Muanrus KpalHUK"
CKeJIeTHaTa
CUCTEMA U
ChEIUHUTEIIHA
Ta ThKaH
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; OObmmpen
HapylIeHus U | MCTOTO Ha | Ha msictoto | Hepasmo- OTOK Ha
edexT Ha WHXEKTH- Ha UHXKEKTHU-| JIOKEHHUE; BaKCHHHUPaHUS
MSICTOTO Ha pase; paHe IIpypuryc KpailHUK';
OpUIOXKEHHE | YMopa; Ha MACTOTO OToK Ha
Brpucasne; Ha UHXXEK- JIALETO™
[upexcuss, THpaHe
OToK Ha
MSCTOTO Ha
WH)XEKTH-
pase

¥ o R

Io-ronsima yecrora Ha tumpaaenonarus (2,8% crapsimo 0,4%) e HaOMI0[aBaHa PU YYACTHUIIM, TOTYIHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIN, TOTYYHIN 2 TO3H.
Kareropusra mo gectora 3a ypTHKapHs 1 aHTHOEAEM € “penku’.

IIpe3 meproaa Ha pocieNsIBaHeTo 3a 0€30MaCHOCT Ha KIMHUYHOTO Tpoy4BaHe, 1o 14 Hoemspu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpUMa yJacTHHIH B rpynata Ha MPHK BakcunaTta
cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuiioxeHa Ha
yuactauka) u uu 3, 9 u 48 cien [Jo3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JTUieBa
nmapajiusa B IpymnaTa Ha miane0o.
Hesxenana peakiusi, ycTaHOBEHA CIIe pa3pellaBaHe 3a yrnoTpeoa.
OTHacs ce 3a ppKara, Ha KOSATO € IOCTaBCHA BAaKCHHATA.
[To-rossiMa YecToTa Ha MUPEKCHS ¢ HaOJII0JaBaHa CJIe]] BTOpaTa /103a B CpaBHEHHE C IbPBATa J103a.
Cro011aBa ce 3a OTOK Ha JIMLETO MPHU PEIMITUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI MHXKCKTUPAH JICPMaJiCH
(rTEp TIpe3 MOCTMAPKETHHTOBHS TIEPUO]T.
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Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muokapoum
[ToBHIICHUAT PUCK OT MUOKAPIUT ciie]] BakcuHanus ¢ Comirnaty e Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

JlBe rosieMu (hapMakoeuIEMUOJOTHYHY IPOYYBaHUs, TPOBeAcHH B EBpoma OlieHsIBAT [0-BUCOKHUS
PHUCK OT MHOKApAMT IPU IOHOIIHK M ITO-MJIaid MBxKe ciiel] Bropara jo3a Comirnaty. EqHo npoy4BaHe
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa 103a uma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4sane 3a mepuos ot 28 qHU ciien Bropara go3a uma 0,57 (95%
JU: 0,39 - 0,75) nonbmaUTEenTHN ciydas Ha Muokapaut Ha 10 000 npu 16 1o 24-roAIIHY FOHOIIH U
MBKe, B CpaBHEHHUE C XOpa 03 eKCIO3HIINA.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHHN PEAKITHH

Cro0ImaBaHeTo Ha IMOI03MPaHN HEKEJIaHHU PEaKIIMU ciie]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIDKH HAOIO/ICHUETO Ha ChOTHOIIICHUETO TI0JI3a/pUCK 32
JeKapCcTBeHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIIUAIMCTH CE U3UCKBA Ja ChOOIIaBaT BCAKA
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, IOCOYEHA B
[punoxenue V U 1a BKIIOYAT MAPTUIHUAS HOMED, aKO € HaJTUUeH.

4.9 Ilpepo3upane

Wma Hanu4YHU TaHHY 32 TIPeIo3UpaHe MPpU 52-Ma YYaCTHUIM, BKIFOYEHH B KITIMHUYHOTO U3IUTBAHE,
KOUTO TIOPaJIX TPEIIKA B pa3pekaaHeTo ca noayqwiu S8 mukporpama Comirnaty. Bakcuaupanute He
CHOOIIABAT 3a OBUIIICHA PEAKTOTCHHOCT MJIH HEXEIIaHU PEaKIlny.

B cnyuyait Ha ipeno3upaHe ce mpernopbuBa MPOCHE/IBaHEe HA KU3HECHUTE (VYHKIIUH U BH3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. DAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apmakoauHAMU4YHU CBOWCTBA

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

MexaHU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITATHH
HAaHOYAaCTHLN, KOETO IO3BOJIABA JOCTaBsIHETO Ha Hepemuupama ce PHK B kinerkure
TOCTONPUEMHHLIY, 32 1a HACOUYH MpexogHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOJMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
LIEHTpaJIHAaTa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU 10 MPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPAJU3UPALIN aHTUTENIA, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe JIa JIonprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOIICHTPOBO, MHOTOHAITHOHAIHO, PAaHAOMH3UPAHO, TUIAIe00-KOHTPOIUPAHO,
3acienceHo 3a HaOmroaarens nmpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CENCKIUS Ha
KaHJU/IaTH 32 BaKCUHA U e()UKACHOCT IIPU YYACTHHIIM Ha Bb3pacT 12 1 moBeye rouHHu.
PanmoMuzanmsita € cTpaTuduIiupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- 1o 55-rogumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpynara
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>56 ronuan. OT NIPOYYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYIACTHHIIM C TIPSANIITHA KIIMHUIHA WITH MUKpoOHonorudaa quarsosa 3a COVID-19. Bxmodenu ca
YYaCTHUIIM C BEYE CHINECTBYBAIO CTAOMITHO 3a00MsBaHe, ONPEACIICHO KaTo 3a00IsIBaHe, KOSTO HE
HaJiara 3HauMMa MPOMsIHA B TeparUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeAMUIIM NPEH BKIIOUYBAHETO, KATO YYACTHHIIN C U3BECTHA CTAOMITHA HH(EKITHS C YOBEIIKH
umyHonedummren Bupyc (HIV), Bupyca na xemarur C (HCV) winu Bupyca Ha xematut B (HBV).

Ecuxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B uvacrra a3za 2/3 Ha I[IpoyuBane 2, Ha 6a3ara Ha HaTpymnaHu AanHu 10 14 Hoemspu 2020 r.,
npubnuzutenHo 44 000 yyacTHHLIM ca paHAOMHU3MPaHH IOPABHO U TpsAOBa aa nomyyat 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 BakcuHaIus. [loBedero
(93,1%) BakcuHMpaHu ca MONy4YMiId BropaTa n1o3a 19 no 23 nuu cnex Jlosa 1. Ilnanupano e
yyacTHULMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a onjeHka Ha Oe30macHOCTTa U
edpuxacnocrra cpeatry COVID-19. B kKMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBANIO JIa
chONI0/IaBaT UHTEPBAT OT MUHUMYM 14 THH NIpeH U ciie]l IPUIOKEHUETO Ha IPOTUBOTPUITHA
BaKCHHa, 3a J1a mony4art win rianebo, i nPHK Bakcuna cperry COVID-19. B ximmHU9YHOTO
NpOYYBaHe OT YUYACTHUIUTE CE € M3MCKBAJIO JIa CHhOIII0aBaT HHTEPBAI OT MUHUMYM 60 JTHU Tipean
WIW CJIe/T KaTO ca UM OMITH MIPHUIIOKESHU KPBBHH MPOJLYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIIN
MMYHOTTIOOYJIMHU B PaMKHTE Ha BPEMETO JI0 3aBbpPILIBAHE Ha IPOYUYBAHETO, 3a Ja MOTy4aT Uil
rrane6o, unmn nPHK Bakcuna cperry COVID-19.

[lomynanusara 3a aHanu3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKItOYBa 36 621 yyacTHHIM Ha
BB3pacT 12 u noBede roguau (18 242 B rpynara va uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnata Ha miane6o0), 6e3 JanHu 3a npeaumHa nHpeknus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lombaHuTtenHo 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 ygacTHunu - Ha Bb3pacTt 75 u
noseue roaunu (804 B rpynata Ha ”PHK Bakcunata cpenry COVID-19 u 812 B rpynara Ha miane6o).

KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(UKACHOCT YYaCTHHUIUTE ca IPOCIEIIBaHH 32 CHMIITOMHU Ha
COVID-19 B npoabinkenue Ha o010 2 214 yopekoroaunu B rpynaTta Ha nPHK Bakcunata cpernry
COVID-19 u 06110 2 222 40BEKOTOJMHHM B TpyIara Ha miame0o.

Hsima KTMHUYHO 3HAYMMH pa3NIUKH B 001IaTa e(pMKaCHOCT Ha BAKCHHATA IPH YYaCTHHUIN C PUCK OT
Texkka popma Ha COVID-19, BkmounTENHO TE3H ¢ | WM MOoBeYe ChITBTCTBAIIM 3a00JIIBaHMsI, KOUTO
yBeIMuaBaT pucka ot Texka gopma nva COVID-19 (namnp. actma, nHnekc Ha TeaecHata maca (MTM)
>30 kg/m?, xpornaHo Genoapo6HO 3a60sBaHeE, 3aXapeH AMabeT, XUIEPTOHHUS).

HHupopmarusaTa 0OTHOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tadmura 2.

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jo3a 2, no Bb3pacToBU NMOATPYNH — YYACTHULM 0e3 TaHHU 32 WH(eKUHUA mpean
7-mus 1aeH ciaen Joza 2 — nonmysanus, oneHuma 3a epuxacHoct (7 1HH)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 3a
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N =18 198 N2 =18 325
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenne”® (N2") (95% AN)"
Bceuuku yyactHunum 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)

34



Ha Bb3pacT 65 u 1 19 94,7
MOBeYE TOANHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

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

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

cporBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciryyaid: (moHe 1 oT) noBHIIeHa TeMIIEpaTypa, HOBOTIOSIBHIIA

Ce WJIN 3aCUIIeHa KallUIHIa, HOBOIIOSBUII C€ MJIM 3aCHJICH 3a/lyX, BTpUCaHe, HOBOIIOSIBUIIA CE MJIM yBEIMYeHa

00Jika B MyCKYJIUTE, HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MHPHC, Bb3IAJICHO I'bPJI0, JUAPHS HITH

HOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHULM O€3 CEpOIOTHYHH ¥ BUPYCOJIOTHYHHM JIaHHU (TIpey 7-MuUsl JIH Clie]

NPUIOKEHUE Ha MTOCIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA

¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA

kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBka] Ha Bm3utn l n2) u c

orpumnatenex pesynratr oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA IIpean 7-MHUs ACH

caen Jo3a 2.

N = Bpoii yyacTHHUIIM B IOCOYEHATA IPyTIa.

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

B. OO0 nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa To4Ka IpU BCHYKH
Yy4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 10 OTHOLIEHHE Ha KpalHata Touka. BpeMeBusT nepuon 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cnen Jlosa 2 10 kpast Ha repruoja Ha HaOJIIoJeHUeE.

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

. JIByctpaHHuUAT nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BaKCHMHATA € MOJTy4eH Ha 6a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. JIM He e KopUrupaH 3a MHOXKECTBECHN
aHaJIN3M.

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

OpOoCICAABAHC, 06XBaH.[aH_IO nepuoga a0 6 MEcCC1a CiIcq I[osa 2B rnomyJjianudTa 3a e(l)I/IKaCHOCT.

AkrtyanuzupaHata nHbopMalius 3a epUKacHOCTTa Ha BAKCHHATA € mpejacTtaBeHa B Taduuia 3.

Ta6auna 3:  EduxacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus 1eH cien
Jo3a 2, 1o Bb3pacTOBH MOATPYNH — YYACTHHIM 0€3 JaHHU 32 NMPeJIUIIHA
undexuus c¢ SARS-CoV-2* npeau 7-mus nen ciaen Jo3a 2 — nonynanus,
olieHnMa 3a eukacHocT (7 IHM), 10 BpeMe Ha M1ane00-KOHTPOJIUPAHUS IePHO
Ha npocJieisiBaHe

nPHK Bakcnna
cpemy COVID-19 Inanedo
N#=20 998 N#=21 096
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% An*)
Bceuuku yyactaunu® 77 850 91,3

6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
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16 mo 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
1OBeYEe TOJUHU 1,233 (4192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 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 TOTUHU 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€ FITH 3aCHIIHIIA

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

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

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

anTuTena ¢ N-cBbp3BaHe [cepyM] Ha Bmsura 1 u Heotkput SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) MPU BCKA HETJIAaHUpPaHa BU3MUTA

npesu 7-must JeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B TIOCOYEHATA rpyHa.

nl = Bbpoii yuacTHUIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 3a KpaliHaTa TOYKa.

B. OO0 nepuox Ha HaOmonenue 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 epuojia Ha HaOJroIcHHE.

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.

€. BxirouBa noTBBbpAECHHU Cilydau INpU Y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha mare6o.

o

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK Bakcunata cpemry COVID-19
mpu npeBeHnmsITa Ha 1mosisa Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ miare6o € 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyaCTHHIIUTE B MOMYJIANUATA, OLEHIUMA 332 ()UKACHOCT, ChC WIIH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.

JIOBJIHUTEIIHO aKTyaTU3uPaHUTE aHATH3H 3a €(DUKACHOCT TI0 TMOAIPYIIH MTOKA3BaT CXOAHN TOYKOBH
OIICHKH 3a e(UKACHOCT B TPYITUTE TI0 MOJI, STHHYECKA MMPUHAICKHOCT, Teorpadcko MoIoKeHNE U TIPH
YYaCTHHIIMTE ChC CHITBTCTBAIIH 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBBP3aHH 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 cpelry Texka Gpopma Ha COVID-19 e mpencraBena
caMo 3a YYaCTHUIM Cbc Wi 0e3 npeaninna nHpekuus cb¢c SARS-CoV-2 (Tabnuua 4), Tl KaTo
Oposar na ciryyante Ha COVID-19 npu yuactaunm 6e3 npeanmna nadekuus cs¢c SARS-CoV-2 e
CBINUAT KATO TO3M IPH YUYACTHHUIIM ChC WM Oe3 mpeauinHa nHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha miane6o.
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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 ATeHIIUATA 32 KOHTPOJI Ha XpaHuTe U JekapcreaTta (Food
and Drug Administration, FDA)* ciex lo3a 1 wiu ot 7-mus nen ciaen o3a 2 B
Nepuoaa HA MpocJiessBaHe Ha MJ1ane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Ciyvan Ciyuan
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBBbpIEeHHTE CiTyyau ca ONpe/esICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakius ¢ 00paTHa

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

cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKIIOUBAT: MOBUIIIEHA TEMIIEPATYpPa; HOBOIMOSBUIIA CE UJIM 3acHIIMIa

ce KaIlTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUTIII CE 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM 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 cneguuTe:

e  KiuHMYHM NpU3HALIHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
>30 BOMIIBaHMA B MUHYTA, Chbp/I€YHA YeCcTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTaeH BB3AyX Ha MOPCKOTO PaBHHUIIE UM CHOTHOIIEHHE HA apTepUAIHOTO MApLUAIHO HAJIATaHEe Ha
KHCIIOpO/Ia KbM (pakimsaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HEAOCTATHUHOCT [ONpe/ieieHa KaTo HyXK/Ja OT [T0JlaBaHe Ha KHCIIOPO/]] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHWYHA BEHTWIALMS WIH EKCTPAKOPIIOpaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSHHE (CHCTOMMYHO KPBBHO Hajsrane < 90 mm Hg, aumacTonmyHO KPBHBHO
Hamsrase < 60 mm Hg wim HyXIa oT Ba30mpecopn);

e 3Haumma ocTpa ObOpedHa, YepHOAPOOHA MITM HEBPOJIOTHIHA THC(YHKITHS,

e [IpmemaHe B OTICNCHIE 32 MHTCH3UBHU TPHXK;

e  CwmbprT.

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

B. /JIByctpanHusT nosepurenen unrepsai (1) 3a epukacHocTTa Ha BaKCMHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas cpsiMo BpeMeTO Ha HaOIIIOAeHHUE.

r. EdukacHocr, oneHena Ha 6a3ara Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4actHUIM,
nomyaniu J{o3a 1, 3a orieHka Ha e(pUKaCHOCTTa, KOSITO BKJIIOYBA BCHUKU PaHIOMU3HUPAHU YUYACTHHUIH,
MTOJTYYHIIN TTOHE | 1032 OT M3NMHUTBaHATA MHTSPBCHITHS.

n. 06w neprox Ha HaOroneHue B xusian (1 000) 4oBeKoroAWHY 3a JaJicHaTa KpaifHa TOUKa IPH BCUYKH
YYACTHUIIM BBB BCSAKA PHCKOBA TPYIIa [0 OTHOIICHUE HA KpaiiHaTa Touka. BpeMeBUAT mepro]1 3a HaTpyIBaHe
Ha cimyyan Ha COVID-19 e ot [o3a 1 1o kpast Ha repro/ia Ha HaOIIOACHUE.

e EduxacHocr, onleHeHa Ha 6a3arta Ha IMOMyJNAIMATA, OIICHUMA 32 e(pUKacHOCT (Ha 7-MHus IEH), KOSTO BKITIOYBa
BCHYKH IOJXOSIIIN PaHJOMHU3UPAHH YYaCTHHUIM, HOIYyYHIH BCHYKH J03H OT M3MTMUTBAaHATAa MHTEPBEHIINS,
KaKTO ca paHIOMHU3UPaHH B MPEABAPHTEIHO OTIPEISIICHHS PO30peL, 03 IPYyTH ChIIECTBEHH OTKIOHEHUS OT
MIPOTOKOJIA, KAKTO € OTPEAEICHO OT KIMHHUIINCTA.

K. OOm nepuon Ha HaOmoaeHue B Xwisian (1 000) woBekorouHM 3a AajieHaTa KpaifHa ToOYKa P BCUIKH
YYaCTHHUIIM BB BCSKa PUCKOBA TPyIa [0 OTHOIICHNE HA KpaifHaTa Touka. BpeMeBUAT mmepro[ 3a HaTpyIIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha ieproJia Ha HaOJIIoICHHE.

Eguxacnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cred 2 003u

IIpu mppBOHavaeH ananu3 Ha [IpoyuBane 2 mipu roHOIN Ha BB3pacT 12 mo 15 roguam (¢ Mequana Ha
MPOIBIDKUTETHOCTTA Ha TIpociiensBaHe >2 Mecena cien Jlo3a 2) 6e3 maHau 3a mpeaulTHa HHOEKITHs,
Hama ciydad npu 1 005 yyacTHuIM, TOAYYHId BaKCHHATa, U uMa 16 ciydas npu 978 ydacTHHIIH,
nosryuni roiane6o. ToukoBara oreHka 3a epukacHoct e 100% (95% nosepurenen unrepsan 75,3;
100,0). ITpu yuacTHUIM cbe MM O3 NaHHM 32 npenuiHa nHpexnust uma 0 caydas npu 1 119-te
YYaCTHUIIM, TIOJTYYHIIM BakcuHaTa, U 18 cimyyas npu 1 110-te ygacTHuim, nomyywim iane6o. Tosa
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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, Bp3uukHamm 10 6 Mecena cien Jlo3a 2 1o BpemMe Ha 3aCjIeIeHOTO IIane00-KOHTPOIHPaHO
NpOoCIeIIBaHe B MOMyJanuaTa 32 e(UKACHOCT.

B axryanu3upanus ananus 3a euxacHocT Ha [IpoyuBane 2 npu 1oHOImHN Ha BB3pacT 12 o 15 rogunm,
0e3 maHHU 3a IpeaniiiHa HHPEKIN, ClIydad Ha 3a00JIABaHe HE ca HaOJIF01aBaHu IPU

1 057 yvacTHuM, nomy4Yniau BakcuHata, a npu 1 030 momyunnm mianedo 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 mpoBeieH aHAIN3 Ha TATPUTE Ha HEYTPAIU3UPALIUTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen [o3a 2 npu n3bpana Ha cilyyaeH NpUHIMII TOATPYTa y4acTHULHU Oe3
CEpOJIOTMYHH WJIM BUPYCOJIOTHYHY JJaHHU 32 MuHana nHdekus cbc SARS-CoV-2 no 1 mecen cnen
Jlo3a 2, cpaBHsBaI OTTOBOpPA MPH IOHOIIX Ha Bb3pacT 12 no 15 rogunu (n = 190) ¢ To3u npu
y4YaCTHHIM Ha Bb3pact 16 g0 25 rogunu (n = 170).

CBOTHOIIEHUETO 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% AU
1,47 no 2,10. CnemoBaTeHO € TOCTHTHAT KPUTEPHUSAT 32 HE TI0-Mallka e(DUKACHOCT, KOUTO €
choTHoUIeHue 1,5 , Thil KaTo oynHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUyHO
ChOTHOILIEHHE (geometric mean ratio, GMR) e >0,67.

HUmynoeennocm npu yuacmuuyu na evspacm 18 u noseue 2oounu — cneo oycmep 0o3a
EdextuBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OIICHKA Ha TUTPUTE Ha
HeyTpanuzupammre antutena cpeury SARS-CoV-2, namansBaiiyu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WAL1/2020) B ITpoyuBane 2. B ToBa npoy4Bane Oycrep j03ara € IpuiIoxeHa S 10

8 Mecena (Meaunana 7 Meceria) cieq Bropara jo3a. B [Ipoyusane 2, ananuzure Ha NT50 1 mecery cnen
OycTep A03aTta, CpaBHSIBAHU C Te3W | Mecell ciell TbpBUYHATA Cepusl, PH JTUIla Ha BB3pacT 18 mo

55 rouam 6€3 cepoNIOTMYHM WIIM BUPYCOJIOTHYHH JJAHHU 32 MUHana nHdpekus cbe SARS-CoV-2 no
1 mecen cnen OycTep BakCHHALUS [TOKA3BaT HE MO-MaJIka eUKACHOCT 110 OTHOILIEHHE KAKTO Ha
cpeaHoTo reoMeTpuuHO choTHomeHne (GMR), Taka 1 Ha pasnuKara B CTETIGHTa Ha CEPOJIOTHYEH
otroBop. CepoIOTHYHUAT OTTOBOP MPH €NH YYaCTHHK CE OIIPE/Ies KaTo MOCTUTaHe Ha >4 TbTH
nosuienne Ha NT50 oT u3xoqHO HUBO (IpeAr TbpBUYHATA cepHst). Te3u aHaIn3u ca 0000IeHH B
Tabnuna 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 ronunu 0e3 naHHu 32 nHQexkuns A0 1 mecely cjiea dOycrep 103a* — momyJsaanus,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 mecen ciien
Oycrtep no3a/- | Ilocturnara
1 mecen ciaen | 1 mecen ciiex | meJI 3a He IO-
1 mecerr cjien IbPBHYHA IbPBHYHA MAaJIKa
Oycrep 103a cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuYeH TUTHP
Ha
HeyTpaJu3nupammre
aHTHTEJIA,
HAMAJIABALL
BHpYCHATA
aKTHBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2128 (2202,6; 2760,8) | (656,2; 858,6) (2,77; 3,90) Jr
CreneH Ha
CepoJIOTHYeH
otrosop (%) npu
THTBP HA
HeyTpaJu3upammre
AHTHTEA,
HAMAJIABAL 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |[(95,0%; 99,5%) | (-0,7%; 3,7%>) I

Cokpamenuns: [ = noBeputenen uarepsain, GMR = cpeano reomerpuyuno chotHomeHne; GMT = cpenen
reomeTpudeH TuThp; LLOQ = nonHa rpannna Ha KOJIMYECTBEHO OIpeaesnsHe; N-CBbP3Balll = CBhP3BaIl]
nykneonporenta Ha SARS-CoV-2; NAAT = tecr 3a ammiindukanums Ha HyKJIenHoBH kucennnu; NT50 = tutsp
Ha HeyTpaJI3UpaliTe aHTUTeIIa, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTopeH CHHApPOM KopoHasupyc 2; JI/H = na/me.

t SARS-CoV-2 NT50 € onpejenieH ¢ moMoniTa Ha AHaIu3 Ha MUKpOHeyTpanusanusTa Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3noszBa (GyopecleHTeH pernopTep BUPYC, MOIyUeH OT Iama

USA WA1/2020, n BupycHaTa HeyTpaJH3alys c€ OTYNTA BBB Vero KieThIHr MoHOocioeBe. NT50 Ha

poOuTe ce ompeerns KaTo peUIpPOYHOTO CEPYMHO pa3pexaane, mpu koeto 50% ot Bupyca ce

HEyTpaJIu3upa.

B ananm3a ca BKIIIOYEHN yIaCTHUIM 0€3 CEPOIIOTUYHA WIIH BUPYCOJIOTHYHHU TaHHH (10 1 Mecen cren

noiy4aBaHe Ha Oyctep mo3a Comirnaty) 3a muHana uapeknus cb¢ SARS-CoV-2 (t.e. orpumartentu 3a

N-cBbp3Barm anTutena [cepyM| u HeoTKpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HATpUBKa]) U C OTPHUIIATEIICH

pesynrat or NAAT (HazanHa HaTpHUBKa) ITpH BCIKa HEIUIaHMpaHa BU3KTA 70 1 Mecelr ciiest OycTtep 11o3a.

Benuku nmoxxonsmuy y4acTHUIM, noiyuynin 2 go3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIIHO, C

npuioxeHa J[o3a 2 B paMKuUTe Ha MpeABapUTETHO onpeaesieHus mpo3opell (B pamkute Ha 19 1o 42 nuu crnen

Jo3a 1), monyuunu 0ycrep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/IENICH Pe3yITaT 32 UMYHOTCHHOCT

cien 6ycTep J03a MpHU B3eMaHe Ha KPBB B PAMKUTE Ha MOAXOIAI Mpo3opell (B pamkute Ha 28 1o 42 nHu

cien Oycrep mo3aTa) M 0e3 APYTH CHIECTBEHN OTKIOHCHHS OT IPOTOKOJIA, KAKTO € OTIPEIEIICHO OT

KITMHHULIACTA.

a. 1n=0poif yYaCTHHUIIN C BAIUAHH U ONPEACIICHH PE3YNITaTH OT aHAJN3a U B IBETE BPEMEBU TOUKH 32 B3EMaHE
Ha KPBB B paMKUTE Ha OMPEICHUS PO30pel]

6. GMT u 2-ctpannte 95% A ca u3uncieHn ype3 eKCIOHESHIMOHUPAHe Ha CpelHaTa JIOTAPUTMHIHA
CTOHHOCT Ha THTpHTE U choTBeTHHUTE U (Ha 6a3aTa Ha pasmpeneneHuero Ha Student t). Pesynratute ot
ananm3a mox LLOQ ca 3amamenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% JIW ca u3ducieHu upe3 eKCIIOHSHIIMOHUPaHe Ha cpeHaTa pa3jnka B
JIOTaPUTMUYHUTE CTOMHOCTH OT aHaNInM3a U choTBeTHUTE JIU (Ha Ga3arta Ha pasmpeneneHueTo Ha Student t).

r. He mo-manka epuxacHOCT e nekiapupaHa, ako JoJHaTa rpanuna Ha 2-ctpanuus 97,5% /I 3a GMR e >0,67
u ToukoBaTa orieHka 3a GMR e >0,80.

J. N = O0poi y4aCTHHIM C BaJUIAHU U ONPEIEIICHN PE3YITAaTH OT aHAIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOTHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep 1032 B paMKHUTE Ha OTIPEACHHUS Tipo3opell. Te3n

I+

39




CTOHHOCTH Ca 3HAMCHATEIH MPU MPOLICHTHUTE U3UHCIICHHS.
e. Opoil yyacTHHIM ChC CEPOJIOTHUEH OTIOBOP 32 JIa/ICHHs aHAIN3 TIPH Jla[IcHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha nipobOa. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.
k. Pasnuka B ChOTHOIICHUATA, M3pa3eHu kaTo mporeHT (1 mecerr cien Gycrep mo3a — 1 mecerr cien J{o3a 2).
Kopurupan 2-ctpanen /I na Wald 3a pa3inkara B ChOTHOIIIEHUATA, U3pa3eHa KaTo MPOIICHT.
He mo-manka edukacHoCT € Aexmapupana, ako JoHATa TpaHuma Ha 2-ctpanHus 97,5% [ 3a npomeHTHaTa
pasnuka ¢ >-10%.

w

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

B enun MexauHeH aHann3 3a epukacHoCcT oT [Ipoyusane 4, Turaie00-KOHTPOIUPAHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTerHo 10 000 ygacTHUIM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot [Ipoy4BaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HATpyHaHu Hal-paHO OT 7-MUs JICH ciie]] OyCTep BaKCHUHAIIMATA JI0 JiaTaTa Ha 3aKJI0YBaHE HA JAHHUTE
5 okromBpu 2021 r., TOBa ce sABsBa NEPUOJ HA MPOCIEAIBaHE ciie OycTep 103a ¢ MeruaHa

2,5 mecena. bycrep no3ara e mpuioxxena 5 f10 13 mecena (meauana 11 mecena) ciien Bropara J103a.
OrneHeHa e eMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUYHATA CEPUS
B CpaBHEHHE C rpynara Ha miaredo BMecTo OycTep 103a, MOTy4Yhiia caMO TbPBUYHATA CEPHS.

HNudopmanusaTa 3a OTHOCHTENHATA ehUKACHOCT Ha BAKCHHATA MPH YYaCTHHUIIM Ha Bh3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OTHOcHTeTHATa e(UKACHOCT HAa BAKCHHATA MTPH YYACTHHIIU ChC M 0€3 TaHHU 3a MPEIUITHA HHPEKIIUS
cbc SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogoOHO Ha Tasw,
HaOJI0/IaBaHa ITPU YYacTHUIM 0e3 JaHHU 3a npeauiiHa nHdeknus. bposar Ha MbpBUYHKTE CITyYan Ha
COVID-19, nabnronaBanu ot 7-Musi JieH ciell Oyctep BakCHHaNuUsATa, € 7 B rpynara Ha Comirnaty u
124 B rpynara Ha miane0o.

Tabauna 6: EdukacHoct Ha BakcunaTa — mbpBa nosisa Ha COVID-19 ot 7-mus aeH cien
OycTep BakCHHALMSA — YYACTHHIM Ha Bb3pacT 16 U nmoBeve roannu 0e3 JaHHU 3a
HH(eKIHs — NONmyJIalusi, OeHUMa 32 e(PUKACHOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq 0ycTep 1032 NP YYACTHUIM 0€3 TaHHHU 32
npenuimHaa nHpexnus cb¢c SARS-CoV-2*

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

3abenexka: [IoTBBpICHHUTE ClTyyau ca OMpPECIICHH Ype3 MoJdMMepa3Ha BepKHA PeaKIlns ¢ 00paTHa

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

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

Ce KallUTHIa; HOBOIIOSIBIJI C€ WJIM 3aCHIIUII CE 3alyX; BTPUCAHE; HOBOIOSIBUIIA CE WM YBEIHUYWIA ce OOJIKA B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPWC; BB3MAJICHO I'bPJI0; UAPHS; TOBPBIIAHE).

B ananm3a ca BKIIOYCHH YIACTHHITN 0€3 CEPONIOTHYHU U BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]

Oycrep BakcuHaiusTa) 3a MuHana uadekius cb¢ SARS-COV-2 (T.e. OTpHLIATEIHH 32 aHTHUTENA C

N-cBbp3Bane [cepym] Ha Busuta 1 u HEeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc

orpumnatener pesynrtatr oT NAAT [Ha3anmHa HaTpHUBKa] PH BCSAKA HEIUTAHMpaHa BU3UTA TIpean 7-MHUS A€H

cien OycTep BaKCHHALIUATA).

N = Bpoil yyacTHUIIM B [TIOCOYEHATA rpyna.

nl = Bpoii yyacTHHIM, OTTOBAPSIIIY HA OIPEACICHUETO 3a KpaliHaTa TOYKa.

B. OO nepuon Ha HabmoaeHue B xwsiau (1 000) woBekoroauHu 3a AajicHaTa KpaHa TOYKa MPH BCUUKU
YUYACTHHUIIM BHB BCSIKA PUCKOBA IPyIia [0 OTHOIICHUE HA KpaiiHaTa Touka. BpeMeBUAT mepro/1 3a HaTPyIBaHe
Ha ciaydaun Ha COVID-19 e ot 7-must eH ciier OycTep BaKCHHAIUSATA J0 Kpasi Ha IIepHo/ia Ha HaOJI0ICHHE.

r. n2=0poii Ha y4aCTHUIIUTE B PUCK 10 OTHOILICHUE HA KpaliHaTa TOYKa.

na.  OtHocuTeNHa eHKACHOCT Ha BAaKCHHATA B IpyIaTa ¢ Gycrep mo3a Comirnaty B cpaBHeHue ¢ 11ane6o

IS
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rpymarta (6e3 0ycrep 103a).
e. JIByctpanHusT noBeputenieH unteppai ([I1) 3a oTHocuTeHa e(hUKaCHOCT Ha BAKCHHATA € IMOJIydeH Ha 0azaTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJroieHue.

Hmynoeennocm na 6ycmep 003a cied NbpeUdHAa 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcuna cpeuty COVID-19

EdexruBaoctTa Ha Oycrep mo3a Comirnaty (30 pg) npu nuna, 3aBbpIIMIA IBPBUYHA BAKCHHALINS C
Jipyra paspeieHa 3a ynorpeda sakcuna cpemry COVID-19 (xerepososkna OycTep 103a) € U3BeIeHa OT
JAHHUTE 32 UMYHOT€HHOCT, TIOJY4YEeHHU OT HE3aBUCHMO OTKPUTO KIIMHUYHO TipoyuBaHe (a3a 1/2 Ha
Haumnonannure 3npasau uactutytu (National Institutes of Health, NIH) (NCT04889209), mposeneno
B CpenuHEeHHTE TATH. B TOBa mpoy4uBaHe Bb3pacTHH (quamna3zoH 19 mo 80 roguHm), KOUTO ca
3aBBPIININ TBPBUYHA BAaKCHHAIMS Che cepust oT 2 no3u Moderna 100 pug (N = 51, cpenna Bp3pact
54+17), enuanyuna no3a Janssen (N = 53, cpenna Bb3pact 48+14) mnu cepus ot 2 no3u Comirnaty

30 pg (N = 50, cpenna Bp3pact 50+18) Haii-mMaako 12 ceMHUITH IPEIN BKIIOYBAHETO MM B
MIPOYYBAHETO M B aHAMHe3aTa Ha KOUTO He ¢e ¢hoOInaBa 3a uHdekiusa cb¢c SARS-CoV-2, ca
noxyunin oyctep no3a Comirnaty (30 pug). bycrep Bakcunanusta ¢ Comirnaty uHAyHpa
yBennyaBaHe Ha GMR Ha TuTpuTe Ha HeyTpanusupamuTe anturena 36, 12 u 20 mbTH CHOTBETHO CIEN
IBPBUIHATE 1031 Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHanus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneTo CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHIOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oycrtep BakcuHAus ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHU yUaCTHUIH (C MEIHaHA
Ha Bb3pacTTa 71 ronuHM, HHTEpKBApPTWICH Auana3oH 54 10 77 ToArHN) ca paHAOMH3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cperry COVID-19 na AstraZeneca, nicesaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
TUTPHUTE Ha HEYTPAIM3UPALIUTE aHTUTENA ce yBenn4dana 21,6 MbTH ¢ MPUIIaraHeTo Ha XeTEPOJIOKHA
Oycrep no3a Comirnaty (n = 95).

IlenuaTpuyHa momysamus

EBpomneiickaTa areHmus o JiekapcTBaTa oTiiara 3aJJbJDKEHHETO 3a TIPEIOCTaBIHE Ha PE3yITATUTE OT
npoyuBanusaTa ¢ Comirnaty B rieaMaTpuyHaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a nHPOpPMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo yciIoBHue".
ToBa o3HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT C€ OYaKBaT AONBIHUTENHH JaHHU. EBpomnelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKS 3a TO3H JIEKapCTBEH MPOIYKT
MOHE BeIHbK roauiiHo U Ta3u KXII chOoTBETHO 11I€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HeknuHanaHMTE TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoLyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydYaBaiiy 3 IThIHH T03U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MaJIbK OTOK M €PUTEM Ha MSCTOTO Ha MHKEKTHPAHE U yBEIIMYaBaHE Ha
0ennTe KPbBHU KJICTKH (BKIIOYUTETHO 02300 UM U €03MHOGUIH), ChOTBETCTBAIIM HA Bh3MAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aIl¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOIPOOHO YBpEKIaHE.
Benuku eextu ca Ounn odpaTumu.
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FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxanu mpoy4BaHUsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca M3CJICBAHU MPH ITHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 PAa3BUTUETO, IpU Koeto Comirnaty e
MpUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpeay Yu(TOCBAHE U TI0 BPEME Ha recTallus
(mosryuaBainy 4 ILJIHU JIO3M 3a XOpa, FTeHEPHPAIH OTHOCUTEITHO BUCOKH HUBA MPH TUTHXOBE MOPaIN
pa3In4uATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MEX Ty JieH 21 npeau Y ToCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaiau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT Iiepro/ia peu YUPTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATAJICH JicH 21, KaKkTo
npu (heTycute U mokosieHueTo. Hama cBbp3aHu ¢ BakcMHATa e)eKTH BBPXY (PEpTUIINTETA,
OpeMeHHOCTTa MM eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO Ha MOKOJICHUETO. JIuncBaT naHHu 3a
Comirnaty OTHOCHO IPEMHHABAaHETO HA BAKCHHATA MPE3 TUIAICHTaTa WIIH eKCKPEIHATA B MIISKOTO.

6. DAPMAIIEBTUYHHU JAHHU

6.1 Chnucbk HA MOMONIHUTE BellleCTBA

((4-xumpoxcubyTrn)azaneaumi )ouc(xekcan-6,1-nuwmn)ouc(2-xexcmiaekanoat) (ALC-0315)
2-[(monmuermnenrankon)-2000]-N,N-gurerpanermnareramus (ALC-0159)
1,2-nucteapownn-sn-riunepo-3-pochoxonun (DSPC)

XoJectepon

TpomeTamorn

TpomMeTaMoJI0B XUAPOXJIOPU]

3axapo3a

Bona 3a nexexkuuu

6.2 HecbBMecTHMOCTH

To3u JekapcTBEeH MPOAYKT He TPsiOBa [1a ce CMecBa C IPYTH JIEKapCTBEHHU MPOILYKTH.

6.3 Cpok Ha rogHoct

HeotBopen duakon

3ampazen praxon
12 mecera, korato ce chbxpansiea rnpu -90°C mo -60°C.

Baxkcunara ce nosnydasa 3aMpaszeHna npu -90°C go -60°C. Cnen nosyuyaBaHe 3aMpa3eHaTa BaKCUHA
MO3Ke 1a ce chxpansaBa win npu -90°C go -60°C, wiu npu 2°C g0 8°C.

Korarto ce cpxpansiBat 3ampaszenu npu -90°C o -60°C, onakoBkure ¢ 10 prnakoHa BakcHMHa MOTaT 1a
ce paszmpasar mpu 2°C ngo 8°C 3a 6 gaca, a eqMHUIHA (PIIAKOHU MOTAT J]a CE pa3MpassT MpHU cTaitHa
temrepatypa (1o 30°C) 3a 30 MUHYyTH.

Pasmpazen gprarxon

10 cenmuiu chxpanenue U Tpancnoprupane npu 2°C 1o 8°C B paMmkuTe Ha 12-MeceuHus CPOK Ha
TOJTHOCT.
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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/1O3A HH)KEKIIMOHHA

JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

CuBo kanaue

Ja He ce
pa3pexnaa

IIposepete nanu GaakoHBT € ChC CHBO
TUTACTMACOBO Karadye U CHB KOHTYP,
OrpaxkJiall eTHKeTa, U JIaId KMETO Ha
npoaykta ¢ Comirnaty

30 Mukporpamal/103a HEKEKITHOHHA
JTUCTICPCHSI.

AKO (QJIaKOHBT € ¢ JTUIABO MIACTMACOBO
Karaue, MOJisl, HAlPaBeTe CIPaBKa C
KpaTKaTa XapakTepUCTHKA Ha MPOJAYKTa
3a Comirnaty 30 MHUKporpama/mo3a
KOHIICHTPAT 328 WHKEKIHOHHA
JUCTICPCHSL.

AKoO (PJIaKOHBT € C OpaHKEeBO
TUTACTMACOBO Karade, MOJIsl, HalpaBeTe
CIpaBKa C KpaTKara XapaKTepUCTHKA Ha
mpoaykTa 3a Comirnaty

10 mukporpama/o3a KOHLIEHTPAT 3a
WH)KEKIIMOHHA JTUCTIEPCHSL.

HPEJU YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/IO3A HHXKEKIITMOHHA

JAUCIIEPCHUA (JIMIA HA 12 1 TIOBEYE I'OAMHMN)

[ ]
N
Ja ce cbxpansiBa 10
10 cenmMuuu npu
2°C no 8°C,
KOpPUTHpaiiTe cpoka
HA IOIHOCT BbPXY
KapTOHEeHATa
OIAKOBKa.

J

AKO MHOTOJJ030BUSIT ()JIaKOH ce
ChbXpaHsBa 3aMpa3eH, Toil TpaOBa 1a ce
pasMpasu npeau ymorpeoa.
3ampasenute (aakoHu TpsOBa Ja ce
NpeHecar B cpefa ¢ Temneparypa 2°C
1o 8°C, 3a ga ce pa3Mpasst;
pa3Mpa3siBaHETO Ha €JHa OMaKOBKa C

10 ¢nakoHa Moxe 1a oTHEMe 6 Jaca.
YBepere ce, ue QIIaKOHUTE Ca HAITBITHO
pasmpaseHu mpeau yrnorpeoda.

Crnen npemecTBaHe Ha (pIakoHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpHUT'HpaiTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OTaKOBKa.

HeorBopenute pnakoHu Morat Ja ce
cexpansBar 10 10 cemvunm ipu 2°C 1o
8°C, 6e3 na ce npeBuILaBa
OTIeYaTaHUAT CPOK Ha romHocT (['omen
J0:).

Bnb3morkeH e npyr BapuaHT, Ipu KOHTO
€IMHUYHY 3aMpa3eHn (JIAKOHU MOXKeE J1a
ce pazmpasar 3a 30 MUHYTH TTpU
temneparypa a0 30°C.

[Ipenu ynotpeba HEOTBOPEHUSAT (IIAKOH
MOJKE Ja ce ChXpaHsBa A0 12 yaca npu
temmepatypa 10 30°C. C pa3mpaszeHure
(rakoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaiiHa CBETJIMHA.
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Buumareano 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6eau Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBa Aa
TpeacTaBIsiBa Osy1a 10 OYTH OsiTa
mucniepeus 0e3 Bunumu yactuuu. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIM WIX IIPOMSHA B L[BETA.

MPUT'OTBSAHE HA UHIAUBUAYAJIHHU 103M1 0,3 ml COMIRNATY
30 MUKPOTPAMA/NO3A NTHXKEKIHIMOHHA JUCIIEPCHUSA (JIMLIA HA 12 1 ITIOBEYE

TOJIMHH)

0,3 ml BakcuHa

Karo m3mnosnsBaTte acentnuHa TCXHHKA,
MOYUCTCTC 3allylIajikaTa Ha (bHaKOHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MOA3BAT CIPUHIIOBKH
W/WJIH UTIIN C MalTbK MBPTHB
(memsmon3BaeM) oOeM, 3a Ja ce
U3TETJIAT 6 03 OT eAH (IIaKOH.
KoM0OunanusTa OT CIpUHIIOBKA U UTJIa C
MaJTbK MBPTHB 00eM TpsOBa Ja nMa
MBPTHB 00EM HE TO-TOJISIM OT

35 Mukponutpa.

AKoO ce u3noJ3BaT CTaHIapTHU
CIPUHIIOBKHY M UTJIH, MOXKE /1a HsIMa
JOCTaThb4eH 00eM 3a M3TErJIsIHE Ha LIeCT
JI03M OT eIuH (hIaKoH.

Bcesika no3a TpsioBa 1a ceaspixa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO Ha OCTaHAJIaTa BbB
(h1akoHa BakCMHA HE MOKE J]a TOCTaBH
exna 1s1a no3a ot 0,3 ml, u3xBepiere
(hrakoHa ¥ U3TUIITHAS 00eM

3amuineTe CbOTBETHUTE AaTa/dac BPXY
(nakona. MI3xBBpiere Hen3moa3BaHaTa
BakcHHa 12 yaca cies mbpBOTO
MpoOMBaHe Ha 3aIyIIankara Ha
(hakoHa.
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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.

47



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 NMPH JIMIA HA BB3PACT 5 M MoBeYe rOAHHHU
Cucremo- Mmuoro YectHn HeuecTn Penxu MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 xo |(=1/1 000 xo| (=1/10000 peaKu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1 000) (<1/10 000) HAJTUYHHUTE
JaHHHU He
Mo:Ke 1a Obae
HalpaBeHa
OI[€HKA)
Hapymenns Jlumdane-
Ha KPbBTa U HoOmaTus®
TuMQHaTa
cucTemMa
Hapymienust Peakuun Anaduaakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBU-
TEITHOCT
(Hamp.
00puB,
HIpypUTYC,
ypTuKapus’,
anruoenem’
Hapymenns Hamanen
Ha amneTHuT
MeTabom3Ma
1 XPaHEHETO
Tlcuxuaau bescrHue
HapYIICHUS
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Cucremo- MHuoro Yectu Heuectn Penxn MHoro C Hen3BecTHa
OpraHeH 4ecTH (>1/100 xo |(=>1/1 000 no | (=1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000) (<1/10 000) HAJTUYHHTE
JaHHH He
MosKe 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns I'maBoGonme Jletaprus OcTtpa [Tapecresust';
Ha HEpBHATA nepudepHa Xunecte3us
cucTemMa TUIeBa
napanmsa’
Crpreunn Muoxkapaut "
HapyIICHUS [epukapaut”
CromarrHo- Huapust” I'anene;
YpPEBHU IToBpbiane’
HapyIIeHUs
Hapymienust Xunep- Epurema
Ha KOXKaTa u XHUIPO3a; MynTudopme”
IMOJIKOXKHaTa Howan
ThKaH HU3M0TsIBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKYyJIHO- | Muanrus KpaitHuK"
CKeJIeTHATa
cucTema u
ChEIMHUTEITHA
Ta ThKaH
OO0 bonka Ha 3auepBsiBaHe| ACTCHUS; O6mmpeH
HApyIICHUS U | MICTOTO Ha | Ha MactoTo | Hepasmo- OTOK Ha
eexTn Ha WHKCKTH- Ha WHXKCKTHU-| JIOKEHUE, BaKCHHUPAaHHUS
MACTOTO Ha paHe; pane® [pypuryc KpaiHUK';
MpUJIOKEHHEe | YMopa; Ha MSICTOTO OTok Ha
Brpucasne; Ha UHXXEK- JIALETO™
ITupexcus®; TUpaHe
OTtok Ha
MSICTOTO Ha
WHKCKTH-
pane

X o R

IMo-rossima yecrora Ha tumpaaenonarus (2,8% crupsimo 0,4%) e HaOI0jaBaHa IPU YYACTHUIIM, TOTYIHIN
Oyctep no3a B [IpoyuBane 4, B cpaBHEHHE C YIaCTHHIIN, ITOTYYHIN 2 TO3H.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEAEM € “penKn’”.

IIpe3 meproaa Ha pociensIBaHeTo 3a 0€30MaCHOCT Ha KIIMHMYHOTO Tpoy4BaHe, 1o 14 voemspu 2020 r.,
octpa nepudepHa JUIeBa Mapain3a ¢ ChoOIIeHa OT YeTHpUMa yJacTHHIM B rpymnara Ha ”PHK BakcuHaTta
cpeury COVID-19. [MosiBata Ha nuneBa napanusa e Ha [en 37 cnex Jlo3a 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactauka) u [Iau 3, 9 u 48 cinen [Jo3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JUieBa
mapajmsa B rpynaTa Ha miane0o.
Hexenana peakiusi, yCTaHOBEHA CIIe/l pa3pelliaBaHe 3a yrnoTpeoa.
OTHacs ce 3a ppKara, Ha KOSATO € TIOCTABCHA BAaKCHHATA.
[Mo-roxsiMa yecToTa Ha THPEKCHs € HaOIroIaBaHa Ciell BTOpara 103a B CpaBHEHHE C ITbpBATa J03a.
Cro0ImaBa ce 3a OTOK Ha JINIETO IPH PEIMIACHTH Ha BAKCHHATA, Ha KOUTO € OMJI MEKEKTHUPaH JepMaleH
¢rTEp TIpe3 MOCTMApKETHHTOBHA TIEPUO]T.
3auepBsBaHe Ha MACTOTO Ha HH)KEKTHPaHE BH3HUKBA C IO-TOJISIMA YecTOTa (MHOTO YECTH) MIPH Jera Ha
BB3pacT 5 10 11 rogunu.
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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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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.,
npubmusutenHo 44 000 ygacTHHUIM ca paHIOMHU3UPaHH TIOPABHO U TpsiOBa ja nomydar 2 no3u uPHK
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).

HNudopmanusaTa oTHOCHO e(hMKaCHOCTTA HA BaKCHHATA € MpecTaBeHa B Tabmura 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)

bpBa nosisa Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npeaumna naexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Iepnoa Ha BaKCcHHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% JAN)*
Bewuky yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYe TOUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
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65 1o 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)

Ha Bb3pacT 75 u 0 5 100,0

1OBeYEe TOJUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [loTBbpEHHTE CiTyyau ca ONpeesicH! Ype3 IoJIMMEpa3Ha BEPHKHA peakiysi ¢ 00paTHa

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

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

CE WJIN 3aCHJIeHa KallUTAIA, HOBOMOSBIII C€ WIJIM 3aCHJICH 3a/lyX, BTPHUCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

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

MOBpBINAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHM JaHHU (TIpeay 7-Mus JICH Clie]
NPWIOKEHHUE Ha ITocieHaTa /103a) 32 MuHaia uHpekmsa cbc SARS-CoV-2 (1.e. oTprnaTenHu 3a aHTUTENIa
¢ N-cbp3Bane [cepym] Ha Buzuta 1 1 Heotkpur SARS-CoV-2 ¢ TecT 3a ammndukanms Ha HyKJIEHHOBA
kucennHa (nucleic acid amplification tests, NAAT) [Ha3anna HatpuBka] Ha Busutu 1 u2) uc
orpunareinet pesynratr oT NAAT (Ha3zayiHa HaTpUBKA) NMPH BCsIKa HEIUIAHUpaHa BU3UTA TIPEH 7-MUs JICH
cien Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

nl = bpoii yuacTHULIA, OTTOBAPSIIIM HA ONPEICTICHUETO 3a KpaiflHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YJacCTHHIM BBB BCSIKA PUCKOBA IPyIIa IO OTHOIIEHHE Ha KpaliHaTa To4uka. BpemeBusT nepuox 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus geH cnen [{o3a 2 no xpas Ha ieproa Ha HaOIroIeHAE.

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

n. JByctpannusT noseputesneH nunrepsai ([{1) 3a edpukacHOCT Ha BaKCHHATA € MOJTy4YeH Ha 0a3ara Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha Habmoenue. JIM He e KopurupaH 3a MHOXKECTBEHU
aHaJIN3M.

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 MPOoCIeasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Iepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Beuuku ygacTHHIH® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
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Ha Bb3pacT 65 u 7 124 94,5
MOBeYE TOANHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [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.
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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
Nepuoaa HA MpocJiessBaHe Ha MJ1ane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Ciyvan Ciyuan
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [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

59



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.

Tab6auna 5:  EdukacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus 1eH ciaen
Jo3a 2: yuacTHUIM 0€3 NaHHHU 3a HH(peKIus npean 7-mus aeH ciaex Jo3a 2 —
¢aza 2/3 —monynanusi, oueHnMa 3a e(pPUKACHOCT, CHCTOSINA Ce OT Jela Ha
BBb3pacT 5 10 11 roanuu

[IspBa nosisa Ha COVID-19 ot 7-mus aen ciaen Jo3a 2 npu neua Ha Bs3pact S 10 11 roqunu 6e3
JAHHH 32 npeauinHa nHpekuus cb¢ SARS-CoV-2*

uPHK BakcunHa cpemy

COVID-19
10 pg/no3a IInanedo

N*=1305 N?*=663

Cayuaun Cayuyau

n1® n1® E¢ukacroct Ha
Ilepnoa Ha Ilepnox Ha BaKkcuHaTa %
Ha0aoaenne® (n24) Haomoaenne” (N2") (95% AN)
Jlena Ha BB3pact S5 70 3 16 90,7
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| 11 romunu | 0,322 (1273) | 0,159 (637) | (67,7; 98,3)

3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0paTHa

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

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

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

MyCKyHI/ITe HOBOIIOSIBUJIA C€ 3ary0a Ha BKYC MJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHST; MOBPBINAHE).
B ananm3a ca BKIIFOUeHM yyacTHHIM Oe3 naHHU 32 MuHana uHpekms cbc SARS-CoV-2 (1.e. oTpruaTennu 3a
anrurena ¢ N-cebp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Buzutu 1 1 2), u ¢ orpunarenex pesyinratr or NAAT (HazanHa HaTpUBKa) IPH BCsSIKA HETUIAaHWpPaHa BU3HUTA
npesu 7-must el cien J{o3a 2.

a. N = bpoil yuacTHUIM B TOCOUEHATA IPyIIa.

nl = Bpoil ygyacTHHIIM, OTTOBAPSIIIY HA OIPEAEIECHUETO 3a KpaliHaTa TOUKa.

B. OO nepuox Ha HaOmoxenne B xwiisyan (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpH BCHYKH
YUaCTHUIIM BB BCSKa PUCKOBA IpyMa [0 OTHOILIEHUE Ha KpalfHaTa Touka. BpeMeBUAT nepuos 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHHe.

r. n2 = bpoii Ha yYaCTHUIIUTE B PUCK IO OTHOIIIEHUE HA KpaiiHaTa TOYKa.

o

B IlpoyuBane 3 mpu aHaIM3 HAa TUTPUTE HA HEYTpaau3upaiiure antureia cpemy SARS-CoV-2,
HaMaJsBaly BUpycHara aktuBHOCT ¢ 50% (NT50), 1 mecen cien [lo3a 2 nmpu u3bpaHa Ha ClyvacH
MIPUHIIAT TIOATPYTIa YYaCTHHIIN € IEMOHCTpHpaHa e(eKTUBHOCT ¢ TIOMOIITA Ha ,,AMYHOJIOTHYEH
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
yactTa (aza 2/3 Ha [IpoyuBane 2, kouTto ca 0e3 CepOoJIOrMYHHU WM BUPYCOJIOTUYHH JIaHHH 32 MUHAJA
nnpexnus cb¢ SARS-CoV-2 no 1 mecerr ciiea [1o3a 2 1 KOUTO OTTOBAPSAT HA IIPEABAPUTEITHO
oTIpeieTIeHUTe KPUTEPUH 32 ,,IMyHOJIOTHYEH OPHHKIHT KaKTO IT0 OTHOIIEHHE Ha CPETHOTO
TeOMETPUYHO CHhOTHOIIeHHE (geometric mean ratio, GMR), Taka u 1o oTHOIIEHNE HA pa3nHuKaTa B
CEpOJIOTHYHHS OTTOBOP, ONpPEJIeNieH KaTo MOCTUTraHe Ha Hall-Masiko 4 mbTH mosuiieHne Ha SARS-
CoV-2 NT50 ot uzxonno uuso (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 1o moj 12 ToauHM) CrIpsMO TOBA IMPY MITAIA BB3PACTHU Ha BB3pacT 16 mo 25 rogunau e 1,04
(2-ctpanen 95% JIN: 0,93; 1,18). Cpexn yuactauimre 6e3 NpenInHu JaHHA 3a nHpekust cbe SARS-
CoV-2 no 1 mecen cnen Jloza 2, 99,2% ot aenara Ha Be3pacT S5 1o 11 roguau u 99,2% ot
YYaCTHUIIMTE Ha BB3pacT 16 10 25 TOAMHN UMAT CepoJIOTHYEeH OTroBOp Ha 1-Bust Mecen ciex Joza 2.
Paznukara B ChOTHOIIEHHETO HA YYaCTHULIUTE ChC CEPOJIOTMUYCH OTTOBOP MEXIY 2-T€ Bb3PacTOBU
rpynu (neua — mutaau Bb3pacTHu) € 0,0% (2-ctpanen 95% JU: -2,0%, 2,2%). Tasu napopmarus e
npencraBeHa B Tabnuma 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
32 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% JIN") (A/H)
Cpenen
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BHpYCHATA
akTHBHOCT ¢ |1 Mecenn
50%° cies 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) I
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4Ka® (95% JII®) (95% JII®) (95% ") (JI/H)
CreneH Ha
cepoJIoTnYeH
otrosop (%0)
NpH THTHP
Ha
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%* JHoza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Crokpamenuns: [ = nosepurenen uarepsain, GMR = cpeano reomerpuyaHo chotHOmeHne; GMT = cpenen
reometpudeH TUTHP; LLOQ = mosHa rpaHuIia Ha KomdecTBeHO onpenessine; NAAT = Tect 3a aMImTUpUKaIAs
Ha HyKJenHoBU kucesinHy; NTS50 = TUTBp Ha HEYTpAIM3UpAIIUTE aHTUTENA, HaMallsIBalll BUPyCHAaTa aKTUBHOCT C
50%; SARS-CoV-2 = TexBbK OCTBpP PECIIMPATOPEH CHHIIPOM KOPOHABHPYC 2.
3abenexka: B ananuza ca BKIIOYeHU yyacTHHLM 03 CEPOJIOTMYHU MIIM BUPYCOJIOTMYHH JIaHHU (IIPU B3eMaHe Ha
KpbB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuus cb¢ SARS-CoV-2 (T.e. oTpuiaTesHu 3a anTuTena ¢ N-
cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecerr cien Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa
HaTpuBKa] Ha Busutnre 3a [Jo3a 1 u [lo3a 2 u ¢ orpunateneH pe3ynarar oT NAAT (HazanHa HaTpUBKA) IpH
B3€MaHE Ha KPBB Ha BCSAKa HEIUTAHWpPaHa BU3UTA 10 eAnH Mecel caen Jlo3a 2), kakTo 1 0e3 aHaMHe3a 3a
COVID-19.
3abenexxka: CepoJOrHIHHUAT OTTOBOP CE OIPENeNs KaTo MOCTUTraHe Ha >4 ITHTH IMOBUIICHUE OT U3XOAHO HUBO
(mpenn J{o3a 1). Ako n3MepBaHeTO Ha U3XOMHO HUBO € mox LLOQ, pe3ynrat oT aHanu3 ciel BaKCHHAIUATA >4
x LLOQ ce cumrta 3a CepoJIOTHYEH OTTOBOP.
a. N = bpoii yyacTHUIM ¢ BaJIMIHH U ONIPEJCIICHN Pe3yJITaTH OT aHaJIM3a Pe/In BakcuHanusTa u 1 Mecer| cien
Jloza 2. Te3u CTOMHOCTH CHIIO Taka ca 3HAMEHATEIIH, U3II0JI3BaHH NP MTPOLIEHTHUTE U3UNCIICHHUS 3a
CTEIIeHTa Ha CEPOJIOTMYEH OTTOBOP.
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6. OmpeneneHo BpeMe 3a B3eMaHe Ha KPbBHU MTPOOU 110 MPOTOKOIL.

B. GMT u 2-ctpannute 95% JIU ca n3zuncienn ape3 eKCIIOHCHINOHNPAHE Ha CpeHAaTa JIOTapUTMHIHA
CTOHHOCT Ha THTpHUTE U choTBeTHHUTE JIU (Ha Ga3aTa Ha pasmpeneneHuero Ha Student t). Pesynararute ot
ananu3a nmoj LLOQ ca 3amanenu kato 0,5 X LLOQ.

r. GMR u 2-ctpanaure 95% JIU ca u3uncieHn upes3 eKCIIOHSHIIMOHUPAHe Ha CpeIHATa Pa3inKa B
JIOTAPUTMAYHHUTE CTOMHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 roxuan MuHyc BB3pacT 16 1o 25 roguHmn) u
croTBeTHUS JIU (Ha 6azarta Ha pasmnpeneneHueTo Ha Student t).

I. .myHonoroueH OpumxuHr™ Ha 6a3ata Ha GMT e meknapupan, ako JoJiHaTa rpaHula 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 ¢ noMomnira Ha AHann3 Ha MUKpoHeyTpanu3auusita Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3nonspa uryopeclieHTeH pernopTep BUPYC, MOJIy4eH OT ama
USA WA1/2020, u BupycHaTa HeyTpalli3auus ce OTYUTa BbB Vero KieTbyHu MoHocoeBe. NTS50 Ha
npoOuTe ce onpeiess KaTo peHUIpoYHOTO CEPYMHO paspexkaane, npu koeto 50% oT Bupyca ce
HeyTpalu3mpa.

K. n = bpoil yaacTHHIIN CBC ceporoTHdeH 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 Ao 11 roguan MuHYyC BB3pact 16 1o

25 roqunm).

i. 2-ctpanen /111, 6Ga3upan Ha MeTona Ha Miettinen n Nurminen 3a pa3nukarta B CbOTHOIICHHSTA, U3pa3eHa
KaTo MPOIICHT.

K. ,JIMyHonoruueH OpumKuHr", 6a3upaH Ha CTENIEHTA Ha CEPOJIOTHYEH OTTOBOP, € YCTAaHOBEH, aKo JI0JIHaTa
rpanuia Ha 2-ctpanHus 95% /I 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mo-rosisiMa ot -10,0%.

w

IlenuaTpuyHa momyJsamus

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 Mperiies Ha HoBaTa HH(POPMAaLKs 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

HexnuHUYHUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3ara Ha KOHBEHI[MOHATHHUTE
MPOYYBAHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO MpHJIaraHe, PerpoayKTUBHA TOKCHYHOCT M TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBaliy 3 MbJIHU JI03U 3a X0pa
BEIHBK CCIMUYHO, FTEHEPUPAII OTHOCUTEIIHO BUCOKH HUBA IIPH IUTbXOBE MOPaJH PA3INYMsITA B
TEJECHOTO TETJI0), MOKa3BaT MaJI'bK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEIIMYaBaHE Ha
OenuTe KPBBHU KJICTKH (BKIIOYUTETHO 02300 MM U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO U BaKyOJIM3allMs Ha MOPTATHUTE XEMATOLUTH 0e3 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 ()SPTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, IpU KoeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE MpeaIr Yu(TOCBAHE U TI0 BPEME Ha recTarus
(monyvaBaiy 4 JIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pa3In4uATa 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 nieproia npeau Yu(hTOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
nipu (heTycute U mokosieHueTo. HaMa cBbp3aHu ¢ BakcMHATa e)eKTH BBPXY (PEpTUIINTETA,
OpeMeHHOCTTa HITH eMOPHO(ETATHOTO PA3BUTHE W PA3BUTHUETO HA MOKOJICHUETO. JIMTICBAT TaHHM 3a
Comirnaty OTHOCHO TIPEMUHABAHETO HAa BAKCUHATA MPe3 TUIAICHTATa WM SKCKPEIHUATA B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk Ha HIOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTun)azaneaumn)ouc(xexcan-6,1-numm)ouc(2-xexcunaekanoar) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-murerpanenmnaneramuy (ALC-0159)
1,2-nucreapounn-sn-riaunepo-3-pocdoxonun (DSPC)

Xonecrepon

Tpomeramon

TpomeTamoII0B XUAPOXIOPHIT

3axaposa

Bona 3a nnxeknuu

6.2 HecbBMecTHMOCTH

To3u iekapcTBEH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYTH JIEKAPCTBEHM MTPOAYKTH, C U3KIIIOUECHUE Ha
IIOCOYEHUTE 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 KOHLIEHTPAT 3A
WHKEKIIMOHHA JJMCITEPCHSI (IEIIA HA 5 IO 11 TOJIMHM)

10 ug

OpamlceBo Kamaie

Caen pa3pexnane

[IpoBepete nanu GIakoHBT € €
OpaH)KEBO TUIACTMACOBO Karaye.
AKO (ITaKOHBT € C JINITaBO
IUIACTMACOBO Karade, MO,
HarpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTUKa Ha IPOIYKTa 3a
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 32 HH)KEKI[OHHA
JUCTIEPCHSL.

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

MPEM YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHKEKIIMOHHA JJMCIIEPCHSI (IEIIA HA 5 IO 11 TOJIMHM)

Ja ce cbxpansiBa
xo0 10 cexmunm
npu 2°C g0 8°C.

AXO MHOTOJIO30BHSIT ()JTAKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasy Npeau ynorpeoda.
3ampaszenute GIakoHU TpsOBa 1a
ce IpeHecar B cpefia ¢
temneparypa 2°C no 8°C, 3a na ce
pa3MpassT; pa3MpassaBaHETO Ha
enHa omakoBka ¢ 10 ¢urakona
MOXe /1a oTHeMe 4 Jaca. YBepere
ce, 4e (hJIaKOHHUTE Ca HAITBJIHO
pasMpaseHH mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE
3a cexpanenue npu 2°C mo 8°C,
KOpHUTHpaiTe CpoKa Ha TOTHOCT
BBPXY KapTOHEHATa OMaKOBKa.
HeoTBopennTe ¢uiakoHn Morar a
ce cpxpansBart 1o 10 ceamuiy npu
2°C no 8°C, 6e3 na ce mpeBHIIaBa
OTIEYATAHUAT CPOK Ha TOAHOCT
(Tomen mo:).

BB3MoskeH e chIIo aApyr BapHaHrT,
NPU KOMTO eIMHUYHU 3aMpPa3eHU
(1akoHN MOXe /1a ce pa3Mpassr 3a
30 MUHYTH IIpH TEMIIEpaTypa A0
30°C.

[penu ymotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa JIo
12 gyaca nipu Temreparypa 0
30°C. C pa3mpazenure (1akoHU
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaifHa CBETJIMHA.

66




CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A WHPKEKIIMOHHA JIMCIIEPCHS (JEIIA HA 5 JIO 11 TOJIWHN)

e QOcraBere pa3Mpa3eHUAT QIaKoH
Jla TOCTHUTHE CTaliHa TeMIeparypa
¥ BHUMATEJTHO TO 00BbpHETE
10 meTH npeau paspexaane. He
pa3KJialanre.

o Tlpenu paspexaaHe pa3mpaseHara
JUCTIEPCHS MOXKE J1a ChIBPIKA
0emu 10 oUTH OeNn HeMPO3payHU
aMop(HU YaCTHIIH.

J

Buumarenano 10 nbTn

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WH)XEKIIMOHHA JMCHEPCHS (IELIA HA 5 JTO 11 TOJAWHMN)

e Pasmpa3zenara BakcuHa TpAOBa J1a
ce pa3pe/ld B HEMHUS OpUTHUHAJICH
(makon ¢ 1,3 ml HaTpueB XJI0pug
9 mg/ml (0,9%) umxexkunoHeHn
pa3TBOp, KaToO CE M3MOJ3Ba Urja
21 G, wiu 1o-ThHKA, ¥ aCENTHYHA
TEXHHKA.

o v

1,3 ml narpues xaopux 9 mg/mi (0,9%0)
HHIKEKIIMOHEH Pa3TBoOp
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H3reraere 6ytajioro a0 1,3 ml, 3a na
OTCTPaHHUTE Bb3AyXa OT (MIaKoHa.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
1,3ml BB3IYyXx B WH3MIpa3HEHaTa
CIPUHIIOBKA Ha pa3peanuTeIs.

=

Buumarenano 10 noTn

BuauMatenHo o0bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osu1a 0 IoYTH Osita
aucriepcus 0e3 BUIMMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHa [IPU HAJIM4YUE HAa YacTULU
WM IPOMSIHA B LIBETA.
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N 4

Yac 3a
U3XBbpPJIHE

;}

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObaaT oTOeNsI3aHN CHOTBETHUTE
Jata ¥ Jac.

Cren paspexnaHe, CbXpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIHIMOHHA JUCIIEPCHUSA (AELIA HA

5 JTO 11 TOJAWHM)

0,2 ml pa3penena Bakcuna

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce ureraar 10 mo3u mo 0,2 ml.
Karo n3nonzeare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (hJ1aKoHA C TAMIIOH 32
eHOKpaTHa yrnoTpeba, HAloeH C
AHTHCETITUYEH Pa3TBOpP.
Usrernere 0,2 ml Comirnaty 3a
Jeria Ha B3pacT S g0 11 roguHu.

TpsiOBa 1a ce U3MOI3BAT
CIPUHIIOBKH W/WJIH UTJIH C MaTbK
MBPTHB (HEH3MOI3BaeM) 00eM, 3a
na ce uzteraar 10 mo3u oT eauH
¢nakon. KomOunanusira ot
CIIPUHIIOBKA U HMIJIa C MAIIbK
MBPTHB 00eM TpsI0Ba 1a UMa
MBPTHB 00€M HE MMO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY W MTJIH, MOXE JIa HsIMa
JocTaThuyeH 00eM 3a M3TErJIIHE Ha
JIECeT JI03M OT eAWH (PIIaKOH.
Besika mo3a TpsOBa 1a Chabppika
0,2 ml Bakcuna

AKXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pi1akOHa BaKCHMHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBpJIeTe (DJIAKOHA U U3JTUIITHHUS
obeMm

W3xBBHpIeTe HeU3MmoN3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe/l pa3pexaHe.
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H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tp}16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004

EU/1/20/1528/005

9. JATA HA IbPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemanane: 21 nexemBpu 2020 .

[ara Ha nocienHo nonHosiBaHe: 03 HoemBpu 2021 r.

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIKs 3a TO3M JIEKAPCTBEH MPOYKT € IpeaocTaBeHa Ha yebcaiita Ha EBporeiickara
areHIus 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 JTUCTICPCHST

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH 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 1 6.6.

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

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), npousseznena c
U3M0JI3BaHe Ha Oe3kiIeThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau
BupycHus S (spike) mporenn Ha SARS-C0OV-2 (opurunanna). Puiaro3uHamMepaH € eHOBEPIDKHA,
5’-kenupana unpopmarnmonra PHK (nPHK), mpoussenena ¢ usnon3Bane Ha 6e3kieTbyHa in Vitro
TpaHckpurims ot choTBeTHUTe JJHK-Matpuiy, kogupanm BupycHus S (spike) nporenH Ha

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

3a IBJIHUA CHUCHK Ha MIOMOIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

MHXekIMoHHa AUCTIepCHs

Bakcnnara npejicraBisaBa 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)/no3a WHXSKIIMOHHA AUCTICPCHsI € TOKa3aHa 3a
AKTUBHA UMYHU3aIUs 3a npeBeHIws Ha 3a0onsBaneTro COVID-19, npuunneno or SARS-CoV-2, Ha
JWIA Ha BB3pacT 12 ¥ moBeve TOAMHY, MOTYYHIIN MPEH TOBA MIOHE KypC HAa MbPBUYHA BAKCUHAIIUS
cperty COVID-19 (Bx. Touku 4.2 u 5.1).

Yrorpebara Ha Ta3u BaKCHHA TPSOBA J1a € B ChOTBETCTBHE C O(DHUITMATTHUTE TPETIOPHKH.

4.2 Jlo3upoBKa U HAYMH HA NPUIOKEHHE

AOBI/I[ZOBKa

Kypc na nvpsuuna saxcunayus
Hozara Comirnaty Original/Omicron BA.1 e 0,3 ml, mpuiarana HHTpaMyCKYIIHO.
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TpsiOBa 1a MMa MHTEPBAJI OT Hai-MaJKo 3 Mecella MeKIY IpuioxkeHreTo Ha Comirnaty
Original/Omicron BA.1 u nocnennara npeauiiHa 103a Bakcuna cpeury COVID-19.

Comirnaty Original/Omicron BA.1 e moka3ana camMo IpH JIUIIa, MOJTYYWIIU IPEIM TOBA OHE KypC Ha
mbpBUYHA BakcuHanus cpemy COVID-19.

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

Heduamputma nonyaayus

Besomacuocrra u edpukacHocTra Ha Comirnaty Original/Omicron BA.1 npu fena Ha BB3pacT MO
12 roauHU Bee OIIE HE ca yCTaHOBEHH. JIMICBAT 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.1 (15/15 mukporpama)/mo3a HHKEKIIHOHHA JUCIIEPCHS TPSOBa 1a ce
TpHIara MHTPaMyCcKyITHO (BX. Touka 6.6). [la He ce pa3pexma mpeau ymorpeoda.

®dnakonnte Comirnaty Original/Omicron BA.1 ceabpikar 6 no3u Bakcuna 1o 0,3 ml. 3a ma ce
U3TErIIAT 6 703K OT eAH (DJIaKOH, TPSOBA J1a Ce M3MOI3BAT CIIPUHIIOBKH H/WUIIH UIJIH C MaTbK
(Hewsnon3BaeM) MBPTHB 00eM. KoMOMHAIMATA OT CIIPUHIIOBKA U UTJIA ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00eM He TIO-TOJISIM OT 35 MUKPOJIUTPA. AKO CE U3MOJ3BAT CTAHIAPTHU CIIPHHIIOBKH U
UIJIM, MOXKE J]a HAMa JA0CTaTh4YeH 00eM 3a U3TETJIsTHE Ha IIECT 03U OT eauH ¢uiakoH. HesaBucumo ot
BHJa Ha CIIPUHIIOBKATa U UIJIaTa:

o Besika mo3a Tps6oBa na ceabpxka 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 € AEATOUIHUAT MYCKYJ B TOpHATa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBaCKYJIapHO, TIOJKOKHO MITH HHTPAIEPMAaITHO.

Bakcunata He Tps0Ba ja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MIPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPAOBa Jja OBIAT B3E€TH MPEAH MPIIIOKEHUE HA 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 Chneumaj Hu mpexynpesaeHus U Npeana3Hu MepPKU MPHU 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 aHadrnakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoOIOKEHUE TIOAXOISII0
MEAMIIMHCKO JICYCHHUE U HAa0JII0ICHUE B Cydai Ha aHa(QHUIaKTHYHA PEeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B TPOIBIDKCHUE HA Hal-MalKko 15 MUHYTH cief
BakcuHauusaTa. He Tpa6Ba na ce npuiara ciejBaila 103a 0T BAKCHHATa Ha JIMIA, TOIy4WIn
aHa(uakcus ciel npeauiHa go3a Comirnaty.

Muoxapoum u nepuxapoum

CrlnecTBYBa OBHUIICH PUCK OT MUOKAPAHT U MIEPUKAPIUT e BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUS MOTAT JIa C€ PA3BUAT JI0 HAKOJIKO JTHU CJie]l BAKCUHAIUATA U HACTHIIBAT MPEAUMHO B
pamkute Ha 14 nHu. Te ca HaOMIOIaBaHHU IO-YECTO CJIe]] BTOpAaTa BAKCHHAIUS U [T0-YE€CTO MPH FOHOIIH
Y TIO-MJIaAN MBbxke (BXk. Touka 4.8). HannuHuTe 1aHHM TIOKa3BaT, Ye MPOTUIAHETO HA MHOKAPIUT U
MIEPUKAP/IUT CJICA BAKCUHAIIUATA HE CE pa3indaBa OT TOBA MPU MUOKAPIUT WIIA TIEPUKAPINUT KATO
ISU10.

MeaunuHCKHTE CIeUAICTH TPsOBa 1a ObJaT OAUTENHY 3a IPU3HALIUTE K CHMITOMUTE Ha
MHUOKapIUT U TIepUKapANT. BakcnHupanuTe muia (BKIFOYUTETHO POAUTEINTE WA OOTPHIKBAIIINTE
JUIa) TpsOBa 1a ObJIaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMIITOMH, ITOKA3aTETHA 32 MHOKAPIWUT WIH TIEPUKAPANT, KaTo (OCTpa W MPOIBIDKUTENTHA) OOTKa B
I'bPIUTE, 330yX WIH NaJIUTALUN CJIe] BAKCUHALIAATA.

MeaUIMHCKHUTE CIICIUATINCTH TPsOBa J1a HAIPABAT CIPaBKa ¢ PhKOBOJICTBATA W/UJIH CIICITUAIMCTUTE 32
JMUATHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

Puckbt oT Muokapaut cien Oycrep no3a Comirnaty i Comirnaty Original/Omicron BA.1 Bce ome
HE € OXapaKTepU3HPaH.

Peaxyuu, cevpzanu c mpesosicnocm

B®B BpB3Ka ChC camusi MPOIEC HAa BAKCHHAIIMS MOTAT Jia Bb3HUKHAT PEaKIIii, CBbP3aHU C
TPEBOXKHOCT, BKITFOUHTEITHO BA30BAraTHN PEAKINU (CHHKOM ), XUTICPBEHTUIIAIS WU PEaKITHH,
CBBP3aHH ChC cTpeca (Halp. 3aMastHOCT, MAJIMUTALKH, YCKOpeHa ChpJeyHa YecToTa, IPOMEHHU B
KPBHBHOTO HaJISITaHE, MapecTe3ns, XUIIECTe3Us U U3NOTIBaHe). Peakuure, CBbp3aHu ChC CTpeca, ca
MIPEXOIHU B OT3BYUYaBaT OT caMo cede cu. Xopara TpsOBa j1a ObaT MOCHBETBaHU J1a WHPOPMUPAT 3a
TE3W CUMIITOMH BaKCUHUPAIIINS TH 32 OlIcHKa. BayKHO € /1a ce B3eMaT Mpea3Hu MEpKH, 3a J1a e
MIPEIOTBPATH HApaHSIBAHE OT MPHITAaHE.

Covnvmcemesawio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH PH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HheOpHITHO 3a00IsIBaHe
i octpa nHpeknus. Hanmanero Ha eka HHPEKITHS U/WIH HEBUCOKA TeMIIepaTypa He TpsIOBa a
CTaBa MPUYKHA 32 OTJIaraHe Ha BaKCHHAIIUATA.

Tpomboyumonenus u HApyWeHus Ha KPbBOCHCUPBAHEMO

KaxTo mpu apyru H”HTpaMyCKYITHA WH)KEKITMH BaKCHHATa TPSOBa J1a ce Mpuiiara BHUMATEITHO MPH
JUIa, TTOyYaBaIld aHTUKOATYJIaHTHA TepaIus WU JIUIA C TPOMOOIIUTONICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MMIHsl), Thid KaTO MIPH 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.1 moxe 1a e 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 BaKCHHUpaHHU. JIMIla MOXe J1a He ca HAITBJIHO 3AIlUTEHH JI0 7-MHs JICH CJIe]l BTOpaTa J103a OT
BaKCHHATA.

4.5 BzaumopeiicTBHe ¢ IPYrd JIeKAPCTBEHN MPOAYKTH U APYru (popMH HA B3aumMoaelicTBHe
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.

CorbreTBanoro npuinoxkenne Ha Comirnaty Original/Omicron BA.1 ¢ npyru BakcuHu He €
IPOYYCHO.

4.6 @epTHaNTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Bce omre nuncBar nanau oTHOCHO ynorpedara Ha Comirnaty Original/Omicron BA.1 no Bpeme Ha
OpEeMEHHOCT.

Bce nmaxk roxsiM o6em JaHHH, MTOTYYEHH OT HAOJIOICHNETO Ha OpeMEHHH JKeHU, BAKCHHUPAHH C
ITbPBOHAYAHO pa3pelieHara 3a ynorpebda sakcuaa Comirnaty mpe3 BTOpHUS U TPETHs TPUMECTBD, HE
MOKAa3BaT yBEIMYaBaHE Ha ClydyanTe Ha OpEMEHHOCT ¢ HexKellaH u3xoJ. Makap ue TaHHHUTE 3a U3X0X
0T OPEMEHHOCTTA CJIe/l BAKCHHALIMS, TPOBEIeHa [0 BpeMe Ha IbPBHS TPUMECTBP, TIOHACTOSIIEM Ca
OrpaHWYEHH, HE ce HaOJIr01aBa MOBHIIEH PUCK OT CIIOHTaHEeH abopT. [IpoyuBaHusaTa Ipy )KUBOTHU HE
NIOKa3BaT IPEKH WIIN HEMPEKH BpeIHN e(eKTH, CBbP3aHU ¢ OPEeMEHHOCTTa,
eMOpPHOHAITHOTO/(PEeTaTHOTO Pa3BUTHE, PAXKIAHETO WM IIOCTHATATHOTO pa3BHUTHE (BXK. TOUKa 5.3).
Tl KaTO pa3IMKHUTE MEX]y TIPOYKTUTE Ca OTPAHHYCHH JI0 CEKBEHIIUATA Ha IMUTIOBUSI IPOTCHH U
HsIMa KIIMHUYHO 3HAYMMH pa3iivKu B peakrorenHoctta, Comirnaty Original/Omicron BA.1 moxe 1a
ce mpuJjiara 1o BpemMe Ha OpeMEeHHOCT.

Kspmene

Bce omre nuncBat nanHu oTHOCHO yrotpedara Ha Comirnaty Original/Omicron BA.1 B nepuona Ha
KbPMEHE.

Bce nak He ce oyakBat epeKTH P KbPMEHN HOBOPOJICHW/KbpMaydeTa, Thil KATO CHCTEMHATa
EKCIIO3HITUS Ha KbpMauKaTa Ha BaKCHHATA € He3HauuTenHa. JJaHHUTe OT HaOJII0ICHUETO Ha YKEeHH,
KOUTO Ca KbPMEJIH CJIe]] BAKCUHAIIMS C ITbPBOHAYAITHO pa3pelieHara 3a ynorpeda Bakcuaa Comirnaty,
HE TI0Ka3BaT PUCK OT HEXKENaHU ¢(eKTH MPU KbpPMEHH HOBOpOAeHH/KbpMadeTa. Comirnaty
Original/Omicron BA.1 moske ma ce puiara B IEpHOa Ha KbPMEHE.

DepTUIuTeT

[IpoyuBanusiTa Npu >KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(EKTH, CBbP3aHU C PEPOAYKTHBHA
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 noBnusBa WM MOBIUSIBA TIPESHEOPEKUMO CIIOCOOHOCTTA 32
modupane u padora ¢ MalmHU. Bee nak HiIKou OT eheKTuTe, IOCOYeHHU B TouKa 4.8, MOraT BpeMEHHO
Jla TIOBJIHSISIT CIIOCOOHOCTTA 32 1odupaHe WK padoTa ¢ MallluHH.

4.8 Hesxenanm JiekapcTBeHH peaKUH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

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 Jlo3a 3. YvyacTHUIMTE,
noxyuyuniau oycrep (detBbpra n1o3a) Comirnaty Original/Omicron BA.1, ca umanu nepron Ha
npocJie/siBaHe ¢ MeIMana Hail-maiko 1,7 mecena.

Oo6mmsaT mpodui Ha Ge3omacHOCT 3a 6ycrepa (uepTBBpTaTa M03a) Comirnaty Original/Omicron BA.1
€ momo0eH Ha TO3H, HabroMaBaH ciex Oycrepa (Tperara mosa) Comirnaty. Haii-uectuTe HeKenaHn
peaKuK NpU yYacTHHIM Ha B3pacT Haja 55 roanHu ca 60ika Ha MACTOTO Ha MHKekTupane (>50%),
ymopa (> 40%), rnaBo6onue (>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 nuima Ha Bb3pacT

18 10 <55 roauHM € eKCTpanoaupaHa OT JaHHUTE 3a 0€30MacHOCT OT moArpymna ot 315 Bb3pacTHH Ha
BB3pact 18 1o <55 roauuu, moayumiu Oycrep (ueTBbpTa mo3a) Omicron BA.1 30 g (MoHOBasIeHTHA)
clie]l 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
BaKCHHATAa ¥ rpymara Ha 1iane6o). O6mmo 20 519 ygacTaumm Ha Bb3pacT 16 win moBede 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 IIepHOo Ha IIPOCIIeIsBaHe O AaTUTE Ha pa3ciensBaHe Ha
yuacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, momyunnu
wiane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca MpocieIsiBaHu B IPOIB/DKEHUE HA >4 Mecela Clle]
BTOpara go3a. Tosa Bxmousa 06mio 15 111 (7 704, monyunau Comirnaty, u 7 407, monydannu
wiane6o) 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 u moBede TroAWHU, 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 MmoBeye roJuHH, BAKCUHUPAHU C
Comirnaty, KouTo ca oumin ceporno3utuBHH 3a SARS-COV-2 Ha M3X0AHO HHBO, € TOJ00CH Ha
HaOII0JaBaHYs TP 00IIaTa MOMYJIAIHS.

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

[Ipu ananu3 Ha JaHHKUTE OT JBITOCPOUHOTO MPOCIIEsiBane 3a Oe3onacHocT B [IpoyuBaHe 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4ui mianedo) ca
MpoCIeIBaHN B ITPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUTE
3a 6e3onacHocT B [IpoyuBane 2 npoabinkasa.

OO6muaAT npodui Ha 6e3omacHocT Ha Comirnaty NMpu FOHOIIN HA Bb3pacT 12 1o 15 rogunu e nogo0eH
Ha HaOJIFO/1aBaHUs TIPU YYACTHUIIM Ha BB3pacT 16 u noBede roquuu. Hali-uecTute HeXeIaHu peakIiuu
TIPH IOHOIIX Ha BB3pacT 12 1o 15 roauHu, mony4nnu 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTHPaHEe

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

Yuacmuuyu na ev3pacm 16 u noseye coounu — cied o6ycmep 0o3a

Enna moarpymna y4actauiy BbB ¢aza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pact 18 1o
55 roauHu, 3aBBPUININ TBPBOHAYAIHUSA 2-1030B Kypc ¢ Comirnaty, ca monyduiau Oycrep ao03a
Comirnaty npubnmsurenso 6 mecerna (auamnasoH 4,8 1o 8,0 Mecerna) cien nony4aBane Ha J{o3a 2.

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

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

(5 081 yuacTauim) winn miane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjel] BTopaTa 103a
Comirnaty. Karto msu1o, mpy y4acTHHITUTE, KOUTO ca TOMYyYMIN OycTep 103a, MEIaHaTa Ha BPEMETO
Ha [IpOCJIeAsIBaHe ciie]l IPUIOKEHUETO Ha OycTep Jo3ara 10 JaTaTa Ha 3aKJII0YBAHE HA JaHHUTE

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

Bycmep 0o03a cned nvpsuuna eaxcurnayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoyduBaHms 3a yrmoTpedarta Ha 6yctep no3a Comirnaty mpy JIia, 3aBbPITHIH
I'bPBUYHA BaKCHHALIMS C Ipyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna
Oycrep 103a), HE ca yCTAaHOBEHH HOBM JIaHHH, CBBP3aHH ¢ Oe30macHocTTa (BK. Touka 5.1).

CrnuchK Ha HEXKEJIAaHU PEaKMK OT KIMHUYHY 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 no <1/100),

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

Mpuoro peaku (<1/10 000),

C Hem3BecTHa YecTOTa (OT HAJMYHHUTE JaHHHM HE MOKE JIa Ob/Ie HallpaBeHa OIEHKA).

76



Taoauna 1:

Hexenanu peaknuu oT KJIMHHYHUTE npoyuBanust Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTunrosusi onut ¢ Comirnaty npu Jnmna
HA Bb3pacT 12 1 noBeyve roMHM

Cucremo- MHoro YecTn Heuectu Penxn MHoro C HeusBecTHA
opraHeH YecTH (>1/100 xo |[(>1/1 000 xo | (= 1/10 000 peaKu yecToTa (0T
KJ1ac (=1/10) <1/10) <1/100) | mo <1/1 000) (<1/10 000) HAJTHYHHUTE
JaHHHU He
MoOxke 1a 0bae
HATI[paBeHAa
OI[€HKA)
Hapymenus Jlumdanme-
Ha KPBbBTa U HOIaTus"
TuMQHaTa
cUCTeMa
Hapymienust Peakiuun Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBHU-
TETHOCT
(narmp.
o0pusB,
[IpypUTyC,
ypTHKapus®,
aHTHOEEM®
Hapymenns Hamanen
Ha aTneTuT
MeTabonn3mMa
Y XPaHEHETO
Ilcuxuynu bescbHue
HapYIICHUS
Hapymenns I'maBoGonue Jletaprus OcTtpa [Tapecresust';
Ha HEpBHATA nepudepHa Xurmecte3us"
cucTemMa TUIeBa
napanmza®
Cepreunn Muoxkapaut "
HapyIICHUS [epukapaut”
CromarrHo- Huapust” T"anene;
YpPEBHU TloBpbiane’
HapyIIeHUs
Hapymienust Xwunep- Epurema
Ha KOXKaTa u XU/IPO3a; MynTudopme”
IIOAKOXKHAaTa Houruu
ThKaH U3IIOTSIBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpaitHuK"
CKeJIeTHATa
cucTeMa u
ChCIMHUTEITHA
Ta ThKaH
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Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
OpraHeH 4yecTH (=1/100 go |(=1/1 000 x0 | (= 1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000)| (<1/10 000) HAJTUYHHTE
JaHHH He
MosKe 1a 0bae
HalpaBeHa
OIIeHKA)
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; Obummpen
HApyIICHUS U | MICTOTO Ha | Ha msctoto | Hepasmo- OTOK Ha
edexTn Ha WHXEKTH- Ha WHXKEKTH-| JIOKEHHE; BaKCHHUPAaHUSA
MSICTOTO Ha pase; paHe IIpypuryc KpailHUK';
MpUIoKeHHe | YMopa; Ha MSCTOTO OTok Ha
Brpucase; Ha WHKEK- JULETO™
[upexcuss; TUpaHe
OTtok Ha
MSCTOTO Ha
WHKEKTH-
paHe

a. [Ilo-romsima yecrora Ha umdanenonarus (2,8% cupsimo 0,4%) e HaOmoaBaHa NPU YYACTHUIIN, TTOITYYHIN
Oycrep no3a B [IpoyuBane 4, B CpaBHEHHUE C YYaCTHHIIN, NOJTYYWIU 2 JI03U.

6. Kareropusra no uecrora 3a ypTuKapusi 1 aHTHOEJIEM € “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 mapanmsa e Ha [len 37 ciex Hoza 1 ([{o3a 2 He e npuiioxeHa Ha

yuactauka) u au 3, 9 u 48 cnen [lo3a 2. Hama cho0mmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa

mapannsa B TpymnaTa Ha 1miane0o.

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

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

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

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH

(burbp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

¥ o R

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

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

JBe rosieMu apMakoenuIeMUOIOTUYHY POYYBaHsI, TPOBeIcHH B EBpoma OleHsIBaT Mo-BUCOKHUS
PHCK OT MUOKapJIUT NP FOHOIIX M MO-MIIQJIM Mbxke cie]] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, 4e 3a MepHoJI OT 7 IHU cJie]] BTopaTa 103a uMma okoio 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 6e3 excriozunus. B npyro npoy4sane 3a mepuojt ot 28 qHU ciien Bropara go3a uma 0,57 (95%
JAU: 0,39 - 0,75) morpnuuTeHE cirydas Ha Muokapaut Ha 10 000 ipu 16 10 24-roUIITHE IOHOIIA U
MBJKe, B CPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHAL.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIE]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBEHUS NPOAyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChoOIIaBaT BCAKA
MOTO3UPaHa HEXKEIaHa PeaKIns Ype3 HAITMOHAIHA CUCTeMa 3a ChOOIaBaHe, IIOCOYCHA B
[punoxenne V u na BKIIOYAT MAPTHIHUS HOMEP, aKO € HaJTHYCH.
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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 nmpernopbyBa NPOCIeIsiBaHe Ha )KU3HEHUTE (PYHKIUH U Bh3MOXKHO
CHUMIITOMATUYHO JICYCHUC.

5. DPAPMAKOJIOI'NYHU CBOUCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

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

MexaHU3bM 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
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHATa YacT Ha crupanaTa. MyTanusTa Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTa0UIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IIPOM3BOJICTBO Ha HEYTPAIU3UPAIIN aHTUTENA, TaKa U KJIEThYEH UMYHEH OTTOBOp KbM S (spike)
aHTUTEHA, KOETO MOJKe JIa JTonprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

Comirnaty Original/Omicron BA.1

OmHocumenna UMyHO2eHHOCM HA 6AKCUHAMA NPU YYACMHUYU HA 8b3pacm >55 coounu — creo oycmep
0osza Comirnaty Original/Omicron BA.1 (vemeévpma do3za)

IIpu MexauHeH aHanu3 Ha moArpyma ot Ilpoyusane 4 (ITognpoyusane E), 610 Bp3pacTHH Ha BB3pacT
Haj 55 roauny, 3aBbpiM cepus ot 3 1oz Comirnaty, ca nomyuwnu 1 ot ciaeqaute kato oycrep
no3a (gerBbpra no3a). Comirnaty (30 pg) mimm Comirnaty Original/Omicron BA.1 (15/15 pg). GMR u
CTEINEHTA Ha CepOJIOTHUCH OTTOBOP Ca OICHABAHU Ha 1-Bus Mecerl e OycTep BaKCHHALUS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narata Ha 3akito4BaHe Ha qanHuTe 16 Mait 2022 1.,
TOBa ce ABABa IEPHO Ha MpociieAsBaHe cien Oycrep go3a ¢ menuana 1,7 mecena. bycrep nozara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npuiarana 4,7 no 11,5 mecena (meauana 6,3 meceria)
ClIe/ TpeTara J103a.

[TbpBHYHATA 11€J1 HA AHAJIM3A € JIa CE HallPaBH OLICHKA 3a PEBB3X0CTBO, 10 OTHOILECHUE HA HUBOTO
Ha TUThpa HAa HEYTPAIM3HUPAIIUTE AaHTHTEIIA, U 3a HE TI0-MajIKa e()UKACHOCT, 110 OTHOIIECHHE Ha
CTEIICHTA Ha CEPOJIOTHYCH OTTOBOP, HA UMYHHHUS OTTOBOP cperry OmiCron, HHAyIHUpaH OT 103a
Comirnaty Original/Omicron BA.1 (15/15 pg), B cpaBHEHHE ¢ OTTOBOpPa, MPEIU3BUKAH OT 103a
Comirnaty (30 pg), mpuiaoXeHa KaTo YeTBBPTA 1034, IPH YIACTHHIH, KOMTO Bede ca OMiIn
BakcuHupanu ¢ Comirnaty, Ha Be3pacT Hax 55 roauHu.

ITocturnato e mpeBb3xoacTBO Ha Comirnaty Original/Omicron BA.1 (15/15 pg) cripsimo Comirnaty
(30 ug),Tpii kaTo monHaTta rpanuna Ha 2-ctpanaus 95% JI1U 3a GMR e >1.

CepoJIOTHIHUAT OTTOBOP C€ OMPEEIIs KaTo MOCTUTaHe >4 IMBTH MOBUIIIEHUE OT U3XOIHO HUBO (ITPeIH

BaKCHHAIIMATA B MPOYYBAHETO). AKO M3MepBaHeTo Ha U3X0aHO HKBO € noa LLOQ, nuzmepsane cien
BakcuHaIuATa >4 x LLOQ ce cumra 3a ceponornieH OTroBop.
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Paznmkara B IIPOIICHTA HAa YYaCTHHUIINTE, TOCTUTHAIIN CEPOJIOTHYEH OTTOBOP KBM BapuanTa Omicron,
Mexay rpymnara #Ha Comirnaty Original/Omicron BA.1 (71,6%) u rpymara ma Comirnaty (57%) e
14,6% (2-ctpanen 95% JIU: 4,0%; 24,9%). CrneoBaTeHO € MOCTUTHATA HE MO-MaKa eUKACHOCT.

Ta6auna 2: TllognpoyuBane E - Cpeqno reoMeTpuyHO ChOTHOLIIEHUE IPU CPABHEHUETO MEKIY
rpynuTe HA BAKCHHHUTE — YYACTHUIU 0e3 JaHHM 3a nHexus 10 1 mecen cien
Jlo3a 4 — pa3mmMpena KOXo0pTa — MOATPyNa 3a 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) npoda® N© (95% An*) | (95% Jau")
Comirnaty 455,8
SARS-CoV-2 (30 pg) 1 vecen | 163 | (3659; 567.6)
HEeYTPATH3AIHOHEH Comimaty
ananu3 - Omicron - .
BA.1 - NT50 (tursp) Original/Omicron BA.1 711,0 1,56
(15/15 pg) 1wmecen | 178 | (588,3; 859.2) | (1,17;2,08)
Bakcuna cpenry COVID-19 5998,1
na Pfizer-BioNTech (5 223,6;
SARS-CoV-2 1 mecenn | 182 6 887,4)
HEYTpaJu3alluOHEH JIByBaseHTHA BaKCHHA 5933,2
aHanms - pepepenren | (Opurunamaa u Omicron (5188,2; 0,99
maMm - NT50 (tutsp) BA.1) 1 mecerr | 186 6 785,2) (0,82; 1,20)

Coipamenns: I = noseputeneH uatepsar; GMR = cpenno reomerpuuno choTHOIEHHE; GMT = cpencH
reomerpuueH THTHP; LLOQ = noxnHa rpaHuna Ha KOJIn4ecTBeHO onpeneisiae; N-CBbp3BaHe = CBbp3BaHE C
nykneonporenta Ha SARS-CoV-2; NAAT = tecr 3a amminukanus Ha Hykiennou kucennau; NT50 = tutsp
Ha HEyTpaJIM3UpAIINTe aHTHUTENa, HaMaJIsBaIl BUpycHarta akTuBHOCT ¢ 50%; SARS-CoV-2 = TexbK
pecrupaTopeH CHHAPOM KOPOHAaBUPYC 2.

3abenexka: [loarpyna 3a UMyHOT€HHOCT = Mpou3BoIIHA 1poda oT 230 yyacTHUIM B Ipynarta Ha BCSKA BAKCHHA,

n30paHu OT pa3lIMpeHaTa KoXopTa.

3abenexka: B aHanm3a ca BKIFOYCHH YYaCTHHIM O€3 CEPOJOTHYHU HIIA BUPYCOJIOTHYHU NaHHH (TIpean

B3eMaHETO Ha KpbBHa Mpoba Ha 1-BHs Mecel] cliel] BAKCHHALIMSTA B IPOYYBAHETO) 32 MUHAIA HHPEKLUS ChC

SARS-CoV-2 (1.e. otpunarentu 3a auturena ¢ N-cBbp3BaHe [cepyM] Ha BUBUTUTE 38 BAKCHHALIMS B

poy4yBaHeTo U 1 Mecer cires BAKCHHAIMATA B IIPOYYBAHETO, ¢ OTpHHaTeneH pe3ynTat oT NAAT (HazanHa

HaTPHUBKA) HA BU3NTATA 32 BAKCHHAIMA B MPOYIBAHETO M HA BCSIKA HEIUTAHMPAHA BU3HUTA MIPEAN B3EMAaHETO HA

KpBBHA ITpoba Ha 1-BHs Mecell cliel BAKCHHAIIHMATA B POYYBAHETO), KakTo U 0e3 anamHe3a 3a COVID-109.

a. OmpeneneHo BpeMe 3a B3eMaHe Ha KPBBHH IPOOH 110 TIPOTOKOI.

6. N =0poil yJacCTHUIM C BaJIMIHU U ONIPEAEICHHU PE3YNTaTH OT aHAIN3a 32 JIaJICHNs aHAJIN3 TIPH AaJicHaTa
BpeMeBa TOYKa 3a B3eMaHe Ha 1pooa.

B. GMT u 2-ctpannure 95% JIW ca uzuuciieHn upe3 eKCIOHEHIIMOHUPAaHE Ha CpeiHaTa JIOTapUTMUYHA
CTOMHOCT Ha TuTpUTE U choTBeTHHUTE JIU (Ha Ga3aTa Ha pasmpeneneHuero Ha Student t). Pesynararute ot
ananmusa mox LLOQ ca 3aganenu karo 0,5 x LLOQ.

r. GMR u 2-ctpannute 95% JIU ca n3umncneHu upe3 eKCIOHEHIIMOHYUPAHE HA CPEeHATa pa3IiKa B
JIOTapUTMHUYHUTE CTOMHOCTH HAa TUTPUTE (IPyNa HA BaKCHHATa Ha ChOTBEeTHHU:A pex - Comirnaty [30 pg]) u
crotBeTHUs JIM (Ha 6a3ara Ha pasnpenenenneTo 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()UKACHOCT IIPU YYACTHHIIM Ha BB3pacT 12 1 moBeye rouHMU.
PanmoMuzanmsiTa € crpaTuduImpana 1mo Bp3pact: 12- mo 15-rogumraa Bs3pacT, 16- 1o 55-roaumniHa
BB3pACT, WK Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUIIUTE B Ipymara

>56 ronuan. OT NpOyYBaHETO ca U3KIIOUEHH yYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YYaCTHHUILHM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacCTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeNIeHO KaTo 3a00JIsIBaHe, 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
umyHonedunmren Bupyc (HIV), Bupyca na xemarur 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 mony4ar 2 nqo3u uPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanU3bT 3a €pUKacCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMkuTe Ha 19 mo 42 mHu cien mhpBaTa BakcuHaiuys. [loBedyeto
(93,1%) BakcuHMpPAHU ca MOIYYHIN BTopaTa fn03a 19 no 23 num ciex Jo3a 1. Ilnanupano e
yyacTHULMTE 1a ObaaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a onjeHKa Ha Oe30macHOCTTa U
edpukacaocrta cpeury COVID-19. B kKMUHUYHOTO POyUYBaHe OT yYACTHULUTE CE € U3UCKBAJIO J1a
chOI0/IaBaT UHTEPBAT OT MUHUMYM 14 THH NIpEH U ciie]l TPUIOKEHUETO Ha IPOTUBOTPUITHA
BaKCHHa, 3a J1a nosryyat win mianebo, win nPHK Bakcuna cpenry COVID-19. B kiiuHHYHOTO
NpOy4BaHE OT YYACTHULUTE CE € M3UCKBAJIO 1a ChOI0AaBaT MHTEPBaI OT MUHUMYM 60 THM npeau
WIN CIIE/T KaTO ca UM OMITU MPHUIIOKECHU KPBBHH MPOLYKTH/TIPOAYKTH OT KPBBHA IJ1a3Ma WIIH
UMYHOTTIOOYJIMHH B paMKHUTE Ha BPEMETO JI0 3aBhPIIBAHE Ha MPOYYBAHETO, 32 J]a MOTYy4aT HITH
rrane6o, unmn nPHK Bakcuna cpemry COVID-19.

[Nomynanwmsra 3a aHaM3 Ha TBPBUYHATA TOYKA 3a €UKACHOCT 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 npeauiaa nHpeknus cbe SARS-CoV-2 no 7 nau cnen BTopara
no3a. lombaHuTenHo 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 ygacTHunu - Ha BB3pacTt 75 u
noseue roaunu (804 B rpynata Ha ”PHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

K®sM MOMeHTa Ha IIbPBUYHUA aHAIU3 34 C(i)I/IKaCHOCT Y4aCTHUIUTE Ca NPOCICAABAHU 3a CUMIITOMU Ha
COVID-19 B npogpmxenue Ha 00110 2 214 yosexoroaunu B rpynara Ha nPHK BakcuHata cpemry
COVID-19 u 060 2 222 40BeKOTOAMHHM B TpyIaTa Ha 1iamnedo.

Hsma KITMHIYHO 3HAYMMH pa3lIuKH B 00mIaTa e(pMKaCHOCT Ha BAKCHHATA ITPH YYaCTHHUIIN C PUCK OT
texka popma Ha COVID-19, BrmtounTeTHO Te3M ¢ | WK moBede ChIThTCTBAIIN 3200 ISIBaHS, KOUTO
yBeIMuaBaT pucka ot Texka gopma Ha COVID-19 (namnp. actma, nHnekc Ha TenecHaTa maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIePTOHHMS).

HHupopmarnsaTa 0OTHOCHO e(h)MKACHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmuia 3.

EduxkacHoct Ha BakcuHaTa — nbpBa nosisa Ha COVID-19 ot 7-mMus nen cJexn
Jo3a 2, no Bb3pacToBH NMOATPYNH — YYACTHULM 0e3 TaHHU 32 WH(eKUHUA mpean
7-mus e cien Jloza 2 — nonmysanus, oneHuma 3a epuxacHoct (7 1HH)

Tadauna 3:

bpBa nosisa Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU €3 JaHHU 32
npeaumna nadexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% AN)"
Bewuky yyacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYe TOTUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
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Ha BB3pacT 75 u 0 5 100,0
MOBeYE TOANHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0paTHa

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

cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA

Ce WJIN 3aCUIIeHa KallUTHI[a, HOBOIIOSIBUII C€ MJIM 3aCHJICH 3a/lyX, BTpUCaHe, HOBOIIOSBUIIA CE MJIM yBEIMYeHa

60Jika B MyCKYJITE, HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MUPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLM O€3 CEpOIIOTHYHH ¥ BUPYCOJIOTHYHHU JIaHHU (TIpey 7-MuUsl JIEH Clie]

NPUJIOKEHUE Ha MTOCJIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA

¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA

kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anna HaTpuBka] Ha Bmsutn l u2) u c

orpunatenex pesynratr oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA IIPEaN 7-MHUs ACH

caen Jo3a 2.

N = Bpoii yyacTHHUIM B IOCOYEHATA IPyTIa.

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

B. OO nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHy 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
Y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 10 OTHOLIEHHE Ha KpaiHaTa To4uka. BpemMeBusT nepuon 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpas Ha 1epuoja Ha HaOJIIoJeHUeE.

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

n. JIByctpannusT noBeputesneH unrepsai ([{1) 3a edpukacHOCT Ha BaKCHHATA € MOJTy4YeH Ha 0a3ara Ha MeToza
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopurupaH 3a MHOXKECTBECHN
aHaJIN3M.

o

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

nPHK Bakcnna
cpemy COVID-19 Inanedo
N#=20 998 N#=21 096
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmonenne” (N2") (95% An™)
Bceuuku yyactaunu® 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 TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
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65 1o 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)

Ha Bb3pacT 75 u 1 26 96,2

1oBeYEe TOJUHU 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 HA MpocJelsiBaHe Ha MIane00-KOHTPOJHPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Ciayvan Ciyvan
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
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1 21 953
7 e cnen 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. CnemoBaTeHO € JOCTHTHAT KPUTEPUSAT 32 HE M0-MaJika e(DUKACHOCT, KOUTO €
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. CepoNorHIHUAT OTTOBOP NIPY €IMH YYAaCTHHK CE€ OTPENeys KaTo IOCTUTaHe Ha >4 MbTH
noBuieHue Ha NT50 oT u3X0MHO HHUBO (TIpen TbpBUYHATA cepus). Te3n aHamu3u ca 00001IeHH 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

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

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno 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 amrummgukanus Ha HykjaenHoBH kucennHu; NT50 = tursp
Ha HeyTpalM3UpalIUTe aHTHUTENa, HaMallsBall BUpycHaTa akTHBHOCT ¢ 50%; SARS-C0OV-2 = Texbk 0cThp
pecnpaTopeH CHHIApoM KopoHasupyc 2; JI/H = na/ne.

T SARS-CoV-2 NT50 e onpezernes ¢ moMoIITa Ha AHaIN3 Ha MUKpoHeyTpamm3anusaTra Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3mnon3Ba GpIyopecleHTEH PENopTep BUPYC, MOTyUeH OT Iama

USA WA1/2020, u BupycHaTa HeyTpaJIn3alys ce OTINTa BbB Vero KieTbyHn MoHocsoeBe. NT50 na

npoOuTe ce ompeielisi KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, npu koeto 50% ot Bupyca ce

HeyTpalu3mpa.

B ananm3a ca BKIIOYEHU y4acTHUIHM O€3 CEpOJIOTHYHH WM BUPYCOJIOTHYHHM JaHHU (10 1 Mecer crent

nony4yaBane Ha Oyctep no3a Comirnaty) 3a muHana uHpexuus cb¢ SARS-CoV-2 (1.e. otpunarensu 3a

N-cBbp3Barm anTutena [cepyM| u HeoTKkpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HATpUBKA]) U C OTPHUIIATEIICH

pesynrat ot NAAT (HazanHa HaTpHWBKA) IPH BCSAKA HEIUTAHWPaHA BU3UTA 10 1 Mecen ciex OycTep mo3a.

Benukn moxxoasmuy y9acTHUIM, oaydnin 2 go3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIIHO, C

npuioxerna J[o3a 2 B paMKUTE Ha MPEIBAPHUTEIHO OTpPeAeIeHUs po3opetl (B pamkute Ha 19 1o 42 mau ciexn

Hoza 1), momyunnu 6ycrep no3a Comirnaty, ¢ moHe | BalnnuaeH W ONpPEAEIIEH Pe3ynTaT 32 IMyHOTCHHOCT

cyient Oycrep 103a IpH B3eMaHe Ha KPbB B PAMKUTE Ha MOAXOJISI PO30pel (B paMKHUTE Ha 28 10 42 1HA

ciies1 Oycrep no3ara) ¥ 63 JPYr ChLUIECTBEHH OTKJIOHEHHUS OT MPOTOKOJIA, KAKTO € OTPEENICHO OT

KIIMHUIUCTA.

a. n=0poi yJaCTHHUIM C BAINAHU U ONPEAETICHN Pe3yNTaTH OT aHAJIN3a U B ABETE BPEMEBU TOUKH 32 B3eMaHe
Ha KPBB B paMKHUTE Ha OTMPEACHUS IIPO30pPeI

6. GMT u 2-ctpanute 95% AW ca u3uucieHn upe3 eKCIOHEHIIMOHUPAHe Ha Cpe/lHaTa JIOTAPUTMHYHA
CTOMHOCT Ha TUTpuTe U choTBeTHUTE JIU (Ha G6a3aTa Ha pasnpenenenuero Ha Student t). Pesynararure ot
ananm3a moa LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% U ca n3uncieHy 4pe3 eKCIOHEHIIMOHUPAHE HA CPeHATa Pa3iIiKa B
JOTapUTMUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE JIU (Ha 6a3zaTta Ha pasnpeneneHuero Ha Student t).

r. He no-manka edukacHoCT € AekIapupana, ako J0JIHaTa rpaHuna Ha 2-ctpannaus 97,5% AU 3a GMR e >0,67
1 ToukoBaTa oreHka 3a GMR e >0,80.

I. N = Opoi y4aCTHHIM C BAJUIHU U ONPENEIICHN PE3YITATH OT aHAIM3a IIPH KOHKPETHHUS aHAIHN3 Ha U3XOHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep 1032 B paMKHUTE Ha OTIpEACHHUS Tipo3opell. Te3n
CTOHHOCTH Ca 3HAMEHATEIH MIPU IPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yJaCTHHUIM CHC CEPONIOTHYEH OTTOBOP 3a JIaJCHUS aHAIN3 IIPH JaJeHaTa J103a/BpeMeBa TOUKa 3a
B3eMaHe Ha npoba. Touen 2-ctpanen JIM, 6a3upan Ha metona Ha Clopper u Pearson.

K. Pasinka B ChOTHOIIEHHSTA, U3pa3eHu KaTo mporeHt (1 mecerr ciex Oycrep mo3a — 1 mecerr cien J{o3a 2).

Kopurupan 2-crpanen /I na Wald 3a pa3nukara B CbOTHOLIEHHATA, U3pa3eHa KaTO MMPOIIECHT.

n. He mo-manka epukacHOCT e AeKIapupaHa, ako J0JHATa TpaHuna Ha 2-ctpaHuust 97,5% [ 3a npomneHTHaTa
pasnuka ¢ >-10%.

I+

w

Omunocumenta eqpukacHoCm Ha AKCUHAMA NPU YHACHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
b6ycmep 0o3a

B enun MexauHeH aHann3 3a edukacHOCT oT [IpoyuBane 4, Turae00-KOHTPOIUPAHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTeHo 10 000 ygacTHUIM HA BB3pacT 16 u
noBeve roguHu, Habpanu ot [IpoyuBane 2, ca oLleHeHN 1aHHHM 32 TOTBbpAeHH ciydan Ha COVID-19,
HATPYIaHU Hall-paHo OT 7-Mus JIeH ciiel] OycTep BaKCHHAIMATA JI0 IaTaTa Ha 3aKIF0YBAHE HA TAHHUTE
5 oxtomBpu 2021 1., TOBa ce ABSBa NEpUO Ha MPOCIEAsiBaHe cliell OycTep A03a C MeanaHa

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 TpylaTa Ha rianebo BMecTo OycTep /1032, MOTy4Hiia CaMO ITbPBHYHATA CEPHS.

HudopmanusaTa 3a OTHOCHTENHATA e(UKACHOCT Ha BAKCHHATA TPH YYACTHHUIIM HA BH3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauinHa uHdekus cbc SARS-CoV-2 e npencrasena B Tabmuma 7.
OTtHocHTeHATa ePUKACHOCT Ha BAKCHHATA ITPH YYACTHUIIN ChC M 0€3 TaHHU 3a MPeUITHA HHPEKIHS
cbc SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogoOHO Ha Tasw,
HAOJII01aBaHa MTPU YYaCTHUIM 0€3 JaHHU 3a MpeauiiHa HHeKusa. BposT Ha TbPBHYHKUTE CIy4Yan HA
COVID-19, nabmonaBanu oT 7-Mus JieH ciej OycTep BakCHHAIMTA, € 7 B Tpynara Ha Comirnaty u
124 B rpynara Ha rane6o.
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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
npenuimH#a nHpexnus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N?=4 695 N?=4 671
Ciayvan Cayyan OTtHocHuTeTHA
n1% n1® euxacHocT Ha
Bpeme Ha HaOonenune® | Bpeme Ha HaOaroneHue® 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: [loTBbpEHHTE CiTyyau ca ONpeesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

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

cpotBercTBall Ha COVID-19 (cuMnTOMUTE BKIIOYBAT: IOBUIIICHA TEMIICPATyPa; HOBOMIOSIBUIIA CE HITH 3aCHIIHIIA

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

MyCKmeTe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MHUPWC; BB3MAJICHO I'bPJI0; AUAPHS; IOBPHIIAHE).

B ananm3a ca BKIIOYCHH YIaCTHHITN O€3 CEPONIOTHYHU 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 [Ha3amHa HaTpuBKa] Ha Busura 1 nc

orpumnatener pesynrtatr oT NAAT [Ha3anHa HaTpHUBKA] IPH BCSAKA HEIUTAHMpaHa BU3UTA TIpenn 7-MHUs I€H

ciiest OycTep BaKCHHALUATA).

N = bpoii yuacTHULIA B IIOCOYEHATA IPyMa.

nl = Bbpoii yuacTHUIHN, OTTOBapSILIA HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuon Ha HabmoaeHue B xwisiau (1 000) oBekoroanHu 3a AajicHaTa KpaHa TOYKa IPH BCUUKU
Y4YacCTHHIM BBB BCSIKA PUCKOBA IPyIIa 10 OTHOIIEHHE Ha KpalHaTa ToYka. BpeMeBHAT epros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must ieH ciien OycTep BaKCHHAIUATA JI0 Kpasi Ha MepHo/ia Ha HAOJII0ICHHE.

r. n2 = 0poif Ha yIaCTHUINTE B PHCK [0 OTHOIICHNE HA KpaifHaTa TOYKa.

1. OtHocuTenHa eUKACHOCT Ha BaKCHHATa B rpynata ¢ Oycrep j03a Comirnaty B cpaBHeHue ¢ 1miaredo
rpymarta (6e3 Oyctep 1o3a).

e. JIBycrpannusT noBeputeneH uateppai (1) 3a otHocuTeHa e(hUKacCHOCT Ha BAKCHMHATA € IOJIydeH Ha OazaTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HaOJroieHue.

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-

87




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 IpUTOTBH OT MEAUIIMHCKH CIIEIUANINCT, KaTO Ce
U3II0JI3Ba aCeNTHYHA TEXHUKA, 34 JIa C€ TapaHTHpa CTEPHITHOCTTA Ha IPUTOTBEHATA TUCIIEPCHSL.
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IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOI'PAMA)/J0O3A UH)XEKIITUOHHA JJUCIIEPCUS (IMLIA HA 12 1

INOBEYE I'OAMHMN)

CuBo kKamaue

Comirnaty
Original/
Omicron BA.1

Ja He ce

pa3pexna

IIposepete nanu GaakoHBT € ChC CHBO
TUTACTMACOBO Karade U CHB KOHTYD,
OTpaXIalll eTUKETa, U TN KMETO Ha
npoaykra ¢ Comirnaty
Original/Omicron BA.1

(15/15 mukporpama)/no3a MHKEKIIMOHHA
JUCTICPCHSL.

AKoO (pIIaKOHBT € ChC CHBO TUTACTMACOBO
Karave ¥ CUB KOHTYpP U KIMETO Ha
npoaykra ¢ Comirnaty

30 mukporpama/no3a MHKEKIIMOHHA
JHCIIEPCHsl, MOJIS HAaIIPaBeTe CIIPaBKa C
KpaTKara XapaKkTepUCTHKa Ha MPOITYKTa
3a Ta3u opma.

Axo0 ()ITaKOHBT € C JIMJIaBO IIACTMACOBO
Karaue, MOJis, HAlPaBeTe CIPaBKa C
KpaTKaTa XapaKTepUCTUKA Ha IPOAYKTa
3a Comirnaty 30 MHUKporpama/mo3a
KOHIICHTPAT 32 WHKCKI[HOHHA
JHCTIEPCHSL.

AKO (PJIaKOHBT € C OpaHKEBO
TUTACTMACOBO Karade, MOJIsl, HalpaBeTe
CTpaBKa ¢ KpaTKkara XapakKTepHUCTHKA Ha
mpoaykTa 3a Comirnaty

10 mukporpama/mo3a KOHLIEHTPAT 3a
WH)KEKIIMOHHA JTUCTIEPCHSL.
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MNPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOI'PAMA)/J0O3A UH)XEKIITUOHHA JJUCIIEPCUS (IMLIA HA 12 1

INOBEYE I'OAMHMN)

>

Jla ce cbXpaHsiBa 10
10 cexmumu npu
2°C mo 8°C,
KOPHUTHpPAaiiTe CPOKa
HA FOIHOCT BHPXY
KapToHeHAaTa
OIAKOBKA.

AKO MHOT'0JI030BHSAT (hJTaKOH CE
ChXpaHsBa 3aMpaseH, Tol TpsiOBa 1a ce
pasmpasu npeau ynorpeoa.
3ampazenute (IakoHH TPAOBa Ja ce
mpeHecar B cpefa ¢ remreparypa 2°C
1o 8°C, 3a ga ce pa3Mpassit;
pa3MpassBaHEeTO Ha elHa OMAaKOBKa C

10 ¢pmakoHa Moxe na oTHeMe 6 Yaca.
VYBepere ce, ye (hIaKOHUTE Ca HAITBIIHO
pa3mpaseHu mmpeau ynorpeoa.

Cren npemecTBaHe Ha (DIakOHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpPHUTHpaNTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OMAaKOBKa.

HeotBopenute ¢pnakonu mMorat na ce
chxpaunsBar 10 10 cenmunu npu 2°C 1o
8°C, 0e3 na ce mpeBHIlIaBa
OTIIEYaTaHUAT CPOK Ha rogHoct (['oxen
J0:).

Bb3MoXeH € Ipyr BapHaHT, IPU KOUTO
€MHUYHY 3aMpa3eHu GIIaKOHU MOXKeE /1
ce pa3mpasar 3a 30 MUHYTH IIpH
temriepatypa g0 30°C.

[peau ynotpeba HEOTBOPEHHAT (PIIAKOH
MOXeE J1a ce ChXpaHsaBa 1o 12 gaca npu
temneparypa a0 30°C. C pa3mpaszeHute
¢1akoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.

g

Buumartenno 10 nbTH

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

Crnen pa3MecBaHe BaKCHHATA TPsAOBa J1a
MpeJICTaBIIsIBa Osta 10 MouTH Osta
qucrepcus 0e3 BuauMu yactuiu. He
W3II0JI3BATE BaKCHHATA TPY HATHYNC
HA YaCTHUIIM WK MPOMSHA B IIBETA.
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MPUTOTBSIHE HA MHINBUIYAJIHUA 03U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOTPAMA)/IO3A UH)KEKLIHOHHA
JIMCITEPCHS (JINTIA HA 12 1 TOBEYE I'OJMHMN)

0,3 ml BakcuHa

Kato u3non3sare acernrruuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €AHOKpAaTHa yHOTp€6a,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Usrernere 0,3 ml Comirnaty
Original/Omicron BA.1.

TpsiOBa fa ce U3MON3BaT CIIPUHIIOBKU
W/WJIH UTIIN C MaTbK MBPTHB
(memsmonm3BaeM) obeM, 3a Ja ce
U3TETJIAT 6 03 OT eAuH (PIIaKOH.
KomOuHanusTa OT CIpMHIIOBKA U UTJIa €
MaJlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJSM OT

35 Mukpomutpa.

AKoO ce u3noJ3BaT CTaHIapTHU
CIIPUHIIOBKY M MIJIM, MOXE JIa HsIMa
JIOCTaThUEH 00EM 3a U3TETIITHE Ha IIeCT
JIO3H OT €ITUH (PIIaKOH.

Besika mo3a tpsa6Ba ga ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHaJIaTa BHB
(bnakoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1s1a no3a ot 0,3 ml, u3xebpriere
(hrmakoHa ¥ U3TUIITHAS 00eM

3anuineTe ChOTBETHUTE JaTa/yac BbpPXy
(hnakona. M3xBbpiieTe HeM3MOI3BaHATA
BakcuHa 12 daca cien mbpBOTO
poOMBaHe Ha 3aIlyIankara Ha
(hrmakoHa.

H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHUA.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006
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EU/1/20/1528/007

9. JATA HA II'BPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PABPEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha ppBO paspemaBane: 21 gexemepu 2020 .
Hata na nocnenno nonHossisane: 03 noemBpu 2021 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IToapoOHa uHOpMaLKs 3a TO3M JCKApPCTBEH IMPOAYKT € IPeIocTaBeHa Ha yeOcalita Ha EBponeiickara
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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MNPUJIIOKEHHUE 11
MNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEINECTBA U ITPOU3BOAUTEJIN, OTTOBOPHMU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIIOBUSA WJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U UBUCKBAHUA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIIOBUSA WJIN OTPAHUYEHNS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBITbJIHEHUE 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 aipeCa Ha
IMPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)K,Z[aBaHeTO Ha CbOTBETHATA MapTHaa.

b. YCJIOBHUSA WU OIT'PAHUYEHNSA 3A TOCTABKA U YIIOTPEBA
.HeKapCTBCHI/IHT MNPOAYKT CC OTITYCKaA IO JICKAPCKO MPCANNCaHUC.

o O¢unuanno ocBodo:kIaBaHe HA NAPTUAHU

CwritacHo wi. 114 ot Iupextura 2001/83/EO oduiraaHoTo 0CBOOOKIaBaHE HA TTAPTHINUTE CE
U3BBPIIBA OT JIbPIKABHA JJAOOPATOPHS HITH JTaOOpaTOPHsl, OIPE/IC/ICHa 3a Ta3H eI,
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B. JPYI' 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 CIIE/IBAIIM aKTyaJIN3aI[|H, TTyOJHUKYBaHH Ha
eBpOIencKus yeOrmopTa 3a JeKapcTBa.

[Ipurexatensat Ha pa3pemennero 3a ynorpeda (IIPY) tps6sa na nogane mepsus [1AJIb 3a To3u
IPOLYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

r. YCJI0BUA NWIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. ILnan 3a ynpasJjenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3pemenuero 3a ynorpeda (IIPY) tpsOBa na n3BbpiIBa N3UCKBAHUTE
JICHHOCTH ¥ ICHCTBHS, CBBP3aHHU C MPOCJICIIBaHE Ha JICKAPCTBEHATa 0€30MaCHOCT, TOCOYCHU B
onoopenust [TYP, npeacrasen B Moy 1.8.2 Ha pa3pelieHHeTo 3a yrnoTpeda, KakTo U BbB
BCUYKH CIIEBAIN O00peHH akTyanu3armu Ha [TYP.

Axryanmsupan [TYP Tps6Ba na ce mopasa:

. 10 uckaHe Ha EBporieiickara areHIys 1o JIeKapcTBaTa;

. BHHArH KOT'aTO C€ U3MEHsI CHCTEMaTa 3a yIpaBlICHHE HA PUCKA, 0COOCHO B pe3yJiTar Ha
HoJTy4aBaHe Ha HOBAa MH(POPMALHs, KOSITO MOXeE JIa JIOBE/C 10 3HAYUMHU IIPOMEHU B
CHOTHOLICHHUETO MOJI3a/PUCK, UITH ClIe]] JOCTUTaHEe HAa BAYKCH €Tall (BbB BPh3Ka C MPOCIIC/IsABAHE
Ha JIKapcTBeHaTa 0€30I1aCHOCT WM CBEXJIAHE Ha PUCKA 10 MUHUMYM).

A.  KOHKPETHO 3AABJKEHUE 3A U3ITBJIHEHUE HA MEPKH CJIE]]
PA3BPEIIABAHE 3A YIIOTPEBA 110 YCJIOBHUE

Toga e pa3penienune 3a yrnorpeda moj yciosue u csriacHo wi. 14-a ot Pernmament (EO) Ne 726/2004 B
onpezeneHus cpok [IPY TpsOBa j1a U3IIBIHU CIICTHUTE MEPKH:

Onucanue Cpox

3a ma ce moTBBPAM epuKacHOCTTa U Oe3onmacHocTTa Ha Comirnaty, ITIPY TpsioBa | nexemspu 2023 1.
Jla 110J1a/Ie OKOHYATEIHUS A0KJIal OT PaHAOMHU3UPaHOTO, Il1ae6o-
KOHTPOJIMPAHO, 3aciieneHo 3a HabmomaTens npoyusane C4591001.

3a nma ce moTBBpAU euKkacHOCTTa U Oe3omacHocTTa Ha Comirnaty, [IPY TpsioBa | romm 2024 T.
Jla TIofiaJie OKOHYATETHHS JJOKJIA OT PaHIOMHU3UPAHOTO, IUare0o-
KOHTPOJIMPAHO, 3aciieneHo 3a HabmomaTens 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
Bb3pacTHy 1 FOHOITH, HABBPITIIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3HMHAMEPaH

2.

OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Cren paspexaane Bceku (GakoH chabpika 6 go3u mo 0,3 ml.

3.

CIINCBK HA IOMOIIIHUTE BEIIECTBA

IMomonrau Bemecta: ALC-0315, ALC-0159, DSPC, xonectepoi, KaJlueB XJIOpU/I, Kalues
nuxuaporendocdar, HaTpUEB XJIOPHU, AMHATPHEB pocdaT TUXUIPAT, 3aXapo3a, Bojia 3a HHKEKIINH,

HATPHUCB XUAPOKCHUT, XJIOPOBOAOPOAHA KUCCIIMHA

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

KonieHTpaT 3a MHXEKITMOHHA JUCTIEPCHSI
195 mHOTO1030BH (hIakoHa

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 ynorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpuer xmopua 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 CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaoct 1pu 2°C 1o 8°C: .......o.eee.
(Makcumym 1 mecen. 3agpackaiiTe IpeANIIHUS CPOK Ha TOJHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

[Ipenu paspexnane, na ce cbxpansisa npu -90°C no -60°C B opurnHanHata OnakoBKa, 3a J1a ce
Ipeirnasy OT CBETJIMHA.

Crnen paspexaane, cbxpansaBaiite Bakcunata rpu 2°C no 30°C u s u3non3BaiiTe B paMKuTe Ha 6 yaca.

10. 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 PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opManus Ha bpaiinoBa azoyka.

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiByn3MepeH OapKoj ¢ BKIIOUEH YHUKAJICH UICHTU(PHUKATOD
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‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JJEKAPCTBEHUA IMTPOAYKT U ITbT(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 FOHOITH, HABBPITIIH 12 TOMUHA

nPHK Bakcuna cpemry COVID-19 (nykneo3unno Mmoguduuupana)
TO3MHAMEPaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceku ¢uakon chabpxa 6 go3u mo 0,3 ml.

‘ 3. CIINCBK HA IOMOIIIHUTE BEIIECTBA

[Homomxm BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMeTaMoll, TPOMETaMOJIOB
XUAPOXJIOPU, 3aXapo3a, BOJa 32 HHKEKIUH

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

HnTpamMmycKyIHO IPUIIOKEHHE
[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

109



‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY 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 ceamury. 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 JOMbIHKATENHA HHPOPMALIUS OTHOCHO HAUWHA HA ChXPaHEHHE poYeTe
JIMCTOBKATA.

Crnen mbpBOTO IPOOKMBAHE Ha 3amyliajikara Ha (jakoHa, aa ce cbxpansasa 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 PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006 10 mMHOro/030BH (hakoHa
EU/1/20/1528/007 195 mHOro0/1030BH (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

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 Original/Omicron BA.1 15/15 pg nmxexims
nPHK Bakcuna cpemry COVID-19
TO3UHAMEpPaH/pUITO3HHAMEPAH

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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Bb. 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 N
MCIUIIMHCKA CeCTpa.

® Axo IMMOJIYYUTC HAKAKBH HCXKCIJIAaHU PCaKIIUN, YBEIOMETC Bamus JICKap, (I)apMaHeBT nIn

METUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HE)KEJIaHU PEaKIINH, HEOHUCaH! B
Ta3u JIUCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO ce U3I0JI3Ba

Kakso Tps6Ba na 3Haere, npeau n1a Bu 6bae npunosxked Comirnaty
Kak ce mpunara Comirnaty

BBb3M0XHU HEKETaHU PEAKLIUU

Kak na cpxpansBate Comirnaty

ChbabppKaHue Ha ONIAKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

SOk whE

1. Kakso npexacraBiasgsa Comirnaty u 3a KakBo ce H3M0JI3Ba

Comirnaty e BakCHHa, KOSTO C€ M3I0JI3Ba 3a npena3sade ot 3adoisane or COVID-19, npuynHeHo
ot SARS-CoV-2.

Comirnaty 30 Mmukporpama/z03a KOHIICHTPAT 3a MHXKEKIIMOHHA TUCTIEPCHS CE MpUiiara Ha Bb3pacTHH U
FOHOIIIY, Ha BB3pacT 12 u nmoBeve roJuHH.

BakcuHara cTaBa mpUYMHa UMYHHATA CUCTeMa (€CTECTBCHHUTE 3alUTHU CHJIM HA OpraHu3Ma) aa
MPOU3BEKA AaHTUTENA 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/le IMYHUTET, TS HE MOXKE JIa IPUYUHA
3abossieane or COVID-19.

2. Kakso TpsadBa na 3Haete, npeau na Bu 0b1e npuiioxked Comirnaty

Comirnaty He Tpsi0OBa a ce mpuJjara
o AaKO CTC aJICPIrUYHU KbM aKTUBHOTO BEIICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTaBKKU HA TOBA
JieKapcTBO (M30pOEHH B TOUKa 6).

IpenynpesxaeHust 4 MpeIna3sHu MEPKU

I'oBoperte ¢ Bamus nekap, papmarieBT uiim MEIUIIMHCKA CECTpa, npeau Aa Bu 0b1e npuinoxeHa
BaKCHHATa!

° aKo HJIKOTa CTE€ UMAIIM TeXKKa aJepruyHa PeaKIis WiTd MPOOIEeMH C TUIIAHETO CIeN
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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
MHXKXCKIIUSA C UIjia.

L aKO MMAaTe TEXKKO 3a00J1BaHe HUIIU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

6’]))_ICTC BAaKCHMHHUPAHU, aKO UMATC JICKO MMOBUILICHA TEMIICPpATYypa UJIU JICKa I/IH(bCKLII/IH Ha
TOPHUTE TUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate Ipo0iieM ¢ KPbBOChCUPBAHETO, JIECHO IOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a MpeIa3BaHe OT [1051Ba HA KPbBHU ChCUPELU.
o aKo “Mate oTciabeHa MMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep uadexnus ¢ HIV, i

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU A, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrpliecTByBa HOBHIIEH PUCK OT MHOKAPANT (Bb3MaJIEHNE HAa ChbPACUYHUS MYCKYIT) U TIEPUKAPIUT
(BB3ManeHue Ha BBHIIHATa OOBUBKA Ha ChpLETO ciiea BakcuHanus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIsIBaHMSI MOT'AT J1a CE PA3BUAT JI0 HAKOJKO JTHH CJIE BAKCHHALIMATA U MPETUMHO B paMKuTe Ha 14
nHU. Te ca HaOMOJaBaHM MMO-YECTO CIIe] BTOpaTa BAKCHHAIMS U TI0-9€CTO MPH IOHOIIN U TO-MJIaJH
MBbke. Cnesl BakCHHALMS TPpAOBa fa ObeTe OMUTEHH 3a IPU3HALN Ha MHOKApIUT U IEPUKAPAUT,
HanpHUMep 3al1yX, cbpleOueHe il 00JKa B I'bpAUTE, U TPsOBa He3a0aBHO Ja MOTHPCHUTE JIEKapCKa
MTOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuukm Bakcuan, Comirnaty MoXxe J1a He 3al[UTH HAITBJTHO BCUYKU BAaKCUHUPAHU U HE €
M3BECTHO KOJIKO JBJITO 11I¢ OBJCTE 3alUTCH(a).

Mosxe na momyuurte Tpera noza Comirnaty. Edukacroctra Ha Comirnaty, gopu ciefq TpeTa 103a,
MOJKe J1a € TI0-HUCKA TP Xopa ¢ oTciadeHa MMyHHa ciuctemMa. B Te3u ciyuau TpsOBa na
MPOBIDKHUTE JIa Cria3BaTe (PU3NUECKHUTE NPE/ra3Hi MEPKH, 3a Jla IOMOTHETE 3a IIPEBEHIIUATA Ha
COVID-19. OcgeHn ToBa 0nm3kuTe Bu koHTakTHY NnIia TpsiOBa a ObAaT BAKCHHUPAHU, aKO €
nonxojsmio. OGChIeTe MOAXOIAIINTE WHANBHYaTHY MIPEeTopbke ¢ Bamms jgexap.

Jena
Comirnaty 30 mMukporpama/o3a KOHIIEHTPAT 3a HHKEKIIMOHHA JMCIIEPCHs HE Ce MPEropbhuBa MpH
Jlelia Ha BB3pacT noj 12 roauHu.

[Ipennara ce meauaTpuyHa JiekapcTBeHa (hopMa 3a ena Ha Bb3pacT 5 1o 11 roguan. 3a mompodHa
nH(pOpMaIUs, MOJIS BIKTe JJrcToBKaTa Ha Comirnaty 10 Mukporpama/mo3a KOHIIEHTpAT 3a
WHXEKIIMOHHA JUCTICPCHSL.

JApyru nexapcrBa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap wiu hapMalLeBT, ako U3MOI3BATE, HACKOPO CTE U3MOI3BAIM WIIH €
BB3MOKHO J1a M3II0JI3BATE IPYTH JIEKapCTBa, WIIM HACKOpo By e mpuiiokeHa HAKaKBa JApyra BaKCHHA.

BpemeHHOCT M KbpMeHe
AKko cTe OpeMeHHa WU cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa, KakeTe Ha Barms ekap, MeTUIIMHCKA
cectpa win dapmanesT, npeau 1a Bu 6bae npunokeHa Ta3u BakCHHA.

Comirnaty Moxe Jia ce puJjara 1o BpemMe Ha OpemeHHocT. ['onemusT o6em ot uHpopManms,
NoJTy4eHa OT HaOJII0JICHUEeTO Ha OpeMEeHHH KeHH, BakcuHupanu ¢ Comirnaty rmpe3 BTOPHS U TPETHS
TPUMECTBD, HE TI0Ka3Ba BAaKCHHALMATA J1a UMa HEOIaronpusiTHU e()eKTH BbPXY OPEMEHHOCTTa WIIH
HOBOPOJICHOTO. Makap 4e nHdopmarusaTa 3a eGexTuTe BbpXy OPEeMEHHOCTTA MIIM HOBOPOJCHOTO CIIEJ
BaKCHHAIIMS MIPE3 IbPBHUSI TPUMECTBP € OrpaHUuCHa, He ce HaOJII0/1aBa MPOMSIHA 110 OTHOILICHHE Ha
pHUCKa OT CIIOHTaHEeH a0opT.

Comirnaty MOJKE J1a C€ Ipujara B n€pruoaa 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 B 3a modupane wim padora ¢ mamuan. U3yakaiite, 10Kato
Te3u e()eKTH OTIIYMSIT, IPean Aa modupare win Aa paboTHTE C MAITUHM.

Comirnaty cbabp:ka Kajauid U HaTpuid
Ta3u BakcuHa ChabpKa MO-MajKko oT 1 mmol xanuit (39 mg) Ha 103a, T.€. MOXKE Ja 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 HATPHIL.

3. Kak ce nmpniara Comirnaty

Comirnaty ce npuiara cieq pa3pexaaHe karo urxekuus ot 0,3 ml B MycKyJ1 B TOpHATa 4acT Ha
pbKara.

Ille Bu 6p1aT HapaBeH 2 WHXKEKITUH.

IIpenopbuBa ce BTopaTa J103a OT ChlIaTa BAKCHHA J1a CE MPWIOXKH 3 CEAMMIH CIIE] MbpBaTa 1034, 3a
Jla ce 3aBbPIIY BaKCHHAI[MOHHUSAT KypC.

AKo cte ¢ oTcnabeHa IMyHHA cucTeMa, TpeTa 1o3a Comirnaty MoXxe Ja MOJIy4YuTe Hali-Manko 28 THH
cJie]] BTopaTa 103a.

Bycrep no3a Comirnaty Tpsi6Ba 1a ce mpuiIoKH HE MO-PaHO OT 3 Mecewa ciiell Kypca Ha IbpBUYHA
BakcuHauus ¢ Comirnaty Ha JMIa Ha Bb3pacT 12 u moBeve roAnHHU.

Comirnaty Moe ChIIO Ja ce MPUIIOKH KaTto OycTep 103a Ha JIMIla Ha B3pacT 18 1 moBeye roavHy,
MOJIYYHJIM KypC Ha MbPBUYHA BaKCUHALIMS, ChCTOALL ce oT aApyra n”PHK BakcuHa win ageHOBUpyCHA
BEKTOpHA BakcuHa. Mous, nonuTaite Bamus MEIUIMHCKA CTIEIUATUCT, KOMTO 11I€ MOCTaBs
BaKCHHATa, JJAJIM OTOBAPSTE HA YCIOBUATA M KOTa € MOIXOAIIOTO BpeMe 3a OycTep J03aTa.

AKO UMaTe HIKAaKBH JIOTBIHUTEIIHA BBIIPOCH, CBhP3aHHu ¢ yroTpedara Ha Comirnaty, nmonuraire
Bamus nekap, hapmaiieBT win MeAUIIMHCKA CECTpa.

4, B13MOKHM He:KeJIaHU peakiun

Kakro Bcnuku BakcuHu, Comirnaty MOXKe 1a IpeAN3BHKa HEXKEJIaHU PEAaKLUH, BIPEKH Y€ HE BCEKH
TH TOJIy4aBa.

MHOro 4yecTH He:KeJIAaHM PeaKIMu: MOoraT Ja 3acerHat rmosede ot 1 Ha 10 gymm
Ha MSCTOTO Ha MHXKEKTUpPaHe: 00JIKa, OTOK

ymopa

riaBo0ome

00JKa B MyCKYyJIUTE

BTpHUCAHE

0oJKa B CTaBUTE

JHapust

MOBUILICHA TEMIIepaTypa

Hsxou oT Te3u HexXeNaHu peaklMy ca MaJIKO MO-YeCTH IpU IoHOIIU Ha 12 10 15 roguHu, OTKOIKOTO
NP 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(pHU Bb3IH (HaOII0gaBa ce Mo-49eCcTo clieq 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 PEAKIINU 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

U3IIIeKIa KaTo ,,MUIICHA™ HJIH ,,0MBOJICKO OKO™ C THMHO YEPBEH LEHTHP, OKOJIO KOMTO NMa I0-
CBETIIM YepBEHH KPBIroBe (epuremMa MyiITugdopme)

o HEoOMYaifHO ycellaHe 1Mo KoXara, KaTo U3TPhIIBaHEe WM MpaBydKaHe (MapecTe3ns)

. HaMaJIsIBaHE Ha YCEIaHUATa UM YyBCTBUTEIHOCTTA, 0OCOOCHO Ha KOXKaTa (XUIIeCTe3Us)

Chol0maBaHe HA HeKEJAHH PeaAKIHHU

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 JaleTe CBOs IPUHOC 3a [10JIyYyaBaHe 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
MCIUIIMHCKHU CIICIUAJINCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsA3aH BEPXY KaPTOHEHATA OMAaKOBKA H
eTrKeTa cien ,,[ ojeH 10:“. CpoKbT HA TOJHOCT OTrOBaps Ha MOCIEHHS ACH OT MOCOUCHHS MECEIL.

Ja ce cbxpansBa BbB (hpusep npu -90°C g0 -60°C. HeorBopenute (piiakoHu MOKE 1a C€ ChbXPaHABaT U
Tpa"cnoptupar npu -25°C go -15°C 3a eauHUYEH EpHOA 0 2 CEAMUIIM, CIIE] KOETO MOXKE 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 KAlallUTe 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.

Criet KaTo BEJJHBXK J1a/icH ()JIaKOH € U3BAJICH OT IUTMTKAaTa KyTHs ¢ (JIaKOHH, 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 MOJXE J1a Ce chXpaHsBa 3a nepuoj 10 1 mecer npu 2°C mo 8°C, 6e3 aa ce npeBuIliaBa
oTnedaTaHusAT cpok Ha rogHoct (I'ogen no:). B pamkure Ha 1-Meceunus cpok Ha rogHocT mpu 2°C 1o
8°C 3a TpaHcopTHpaHe MoXe Ja ce u3nousBar 10 48 gaca. [Ipean ynorpeba HeoTBOpeHaTa BaKCHHA
MOJKE JIa C€ ChXpaHsiBa 10 2 Jaca mpu temrepatypa a0 30°C.

C PasMpa3CHUTE (bHaKOHI/I MOXKE Ja CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.

Crnen pazpexaane, ChbxpaHsBaiiTe u Tpancroprupaiite Bakcunarta mpu 2°C no 30°C u s u3mon3BaiiTe B
pamMkuTe Ha 6 yaca. I3XBbplieTe HEU3MOI3BaHaTa BAKCHHA.

Cren u3Bakaane ot ppusepa u paspexkaane BppXy ¢GuiakoHuTe TpsOBa 1a ObIaT 03HAUYCHH HOBUTE
JaTa U yac 3a u3xBbpisHe. Cien pasMpassBaHe BaKCHMHATa HE MOJKE J1a Ce€ 3aMpa3siBa MOBTOPHO.

He u3nomn3Bpaiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIA B Pa3peicHaTa JUCIIEPCHS UITH
MpPOMsIHA B IIBETA.

He HBXB’BpJ’IHﬁTe JICKApCTBATa B KaHAJIU3alUATa UIIN KOHTeﬁHepa 3a JOMAIlIHHU OTIIaAbIIN. Ilonuraiite

Bamms ¢apmaneBT kak 1a U3XBBPIATE JIEKapcTBaTa, KOUTO Bede HE U3Moi3Bare. Te3n MEepKH Ie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJHATA cpela.
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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)azaneaumnn)ouc(xexcan-6,1-numm)ouc(2-XeKCUITIEKaHoaT)
(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
- nuHaTpueB Gocdar AUXUIPAT
- 3axaposa
- BOJIa 32 MHXEKLNHU
- HaTpHUEB XUIPOKCHUN (3a Kopekuus Ha pH)
- XJIOPOBOJIOPOJIHA KHCeNrHA (32 Kopekis Ha pH)

Kak m3rnexga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA

Bakcunara e 6suta 1o moutu 6sta qucnepens (PH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hJIaKOH ¢
6 mo3u — po3pauen ¢uakoH (cTekiro Ui 1) 2 ml, ¢ rymena 3amyIanka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIMBAIIO CE JHJIABO MIACTMACOBO Karave.

Bun omakoBka: 195 ¢uiakona

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 TIPUTEXATENS 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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Bbbarapus

[ aiizep JTrokcemoypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvmpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161
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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 MEAUIIHUHCKH CIICENHATUCTH:

[Mpunaraiite Comirnaty HHTpaMyCKYJIHO Clie]] pa3pekaaHe Kato mbpBuYeH Kype ot 2 go3u (0,3 ml
BCSIKA) IIPe3 MHTEPBAJ OT 3 CEAMULIH.

Ha Jnia ¢CbC CUIHO oTcinabeHa HMYHHA CUCTEMaA TPETa N03a MOXKE [1a CC MPUIIOKHU Haii-Manako 28 JHHA
CJICO 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/IO3A KOHLIEHTPAT 3A
NHXXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M TIOBEYE I'OJIMHN)

JIniaaBo kamaue

Caen paspexnane

[IpoBepete nanu GIaKOHBT € C JIMITABO
TUTACTMACOBO Karaye.

AKoO (pIIaKOHBT € ChC CHBO TUIACTMACOBO
Karayue, MOJisl, HalpaBeTe CIpaBKa ¢
KpaTKaTa XapaKTepHCTHKa Ha MPOIYKTa
3a Comirnaty 30 Mmukporpama/mnosa
WH)KEKIIMOHHA TUCTICPCHSI.

AXO (ITaKOHBT € C OPaHKEBO
TUIACTMACOBO Karayue, MOJIsL, HalpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepUCTHUKa Ha
mpoaykra 3a Comirnaty

10 mMukporpama/no3a KOHUEHTPAT 32
WHKCKIIMOHHA JUCTICPCHSL.

PASMPA3SABAHE IIPEJIN PA3PEKIJAHE HA COMIRNATY 30 MUKPOT'PAMA/IO3A
KOHIEHTPAT 3A MTHKEKIIMOHHA JMCHHEPCHUSA (JIMLA HA 12 1 IOBEYE

TOJIMHHN)

\

He noseue ot
2 yaca npu cTaiHa
TeMIeparypa
(mo 30°C)

MHOro0/1030BUSAT ()JIAKOH CE ChXpaHsBa
3aMpa3eH U TpsiOBa Jia ce pa3zMpasu
Tpev pa3pexaane. 3aMpa3cHUTE
(akoHM TpAOBa Ja ce MpeHecar B
cpena c remneparypa 2°C o 8°C, 3a
Jla ce pa3Mpasir; pa3MpassiBaHETO Ha
e/IHa OTaKoBKa ¢bC 195 ¢1akoHa MoXKe
J1a oTHEMe 3 Jaca. Bbp3MokeH e ChIIo
JIpYyT BapHaHT, IIPH KOMTO 3aMpa3eHUTE
(hakoHM Ja ce pa3Mpassar 3a

30 munyTH 11pu Temriepatypa a0 30°C
3a He3abaBHa yroTpeoda.
HeotBopenusr dhiakoH Moxe aa ce
ChXpaHsBa 3a nepuoj 1o 1 Mecen npu
2°C mo 8°C, 6e3 na ce mnpeBuIaBa
OTIHeYaTaHusT cpok Ha roxHoct (I'oxeH
10:). B pamkuTe Ha 1-MecedHus Cpok
Ha rogHoct pu 2°C no 8°C, 3a
TPaHCIOPTUPaHE MOXKE JIa ce
u3non3ear Jo 48 yaca.

OcraBeTe pa3MpaseHHsT QIAKOH Jia
JOCTHTHE CTaiiHa Temneparypa. [Ipeau
ynoTpe6a HEOTBOPEHUSAT (DIaKOH MOXKE
11a ce ChXpaHsBa 110 2 yaca Ipu
temneparypa a0 30°C. C
pa3MpaseHuTe GpIakoHH MOXKeE Ja ce
paboTH B YCIIOBHUS HA CTaifHa CBETJIHMHA.
Buumarenno o0bpHeTe rakoHa

10 neTH npenu paspexaane. He
paskiamanTe.

[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUst MOXKE J1a ChIbpyKa Oesn 10
NOYTH OeJM Hepo3pavyHu aMopPHU
YACTUIIH.
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PA3PEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA//I0O3A KOHIHHEHTPAT 3A
NHXEKIIMOHHA JMCHEPCHUS (JIMIIA HA 12 M HIOBEYE I'OJIMHMN)

e PasmpaseHara BakcuHa TpsOBa 1a ce
paspenu B HelHHs OpUTHHATICH (QIIaKOH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTO ce
n3noisBa uria 21 G, win 1mo-TeHKa, U
acenTHYHA TEXHHKA.

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

e II3paBHeTe HaJAraHETO BbB (piIaKOHA
npeay Aa U3BaJAUTE UIJIaTa OT HEro,
kato u3ternute 1,8 ml B3ayX B
U3IIpa3HeHaTa CIPHUHIOBKA Ha
paspeaures.

H3reraere 6yTajioro a0 1,8 ml, 3a na
OTCTPaHHUTE Bb3yXa OT (pIaKoHA.
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7

Buumarenno 10 nbTn

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

Yac 3a
U3XBbpPJIHE

O
3anumiere CLbOTBETHUTE AAaTa U YAac.

Ja ce n3mosI3Ba B paMKHTe Ha 6 4aca cJie
paspexnane.

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

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

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

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

e Karo n3non3Bare acenTHYHA TEXHHUKA,

~ MOYUCTETE 3aIlylajgKaTa Ha (hJIakoHa C

TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,

HAIIOCH C aHTUCENTHYEH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty
TpsiOBa 1a ce U3MON3BAT CIIPUHIIOBKH
W/WITY UK ¢ MAITBK MBPTHB
(Hew3non3BaeM) obem, 3a j1a ce
W3TETJIAT IIECT 03U OT €IUH (PJIaKOH.
KoM0OunanusTa oT CHpUHIIOBKA U UTJIa
¢ MaJTbK MBPTHB 00eM TpsiOBa 1a uMa
MBPTHB 00€M HE MMO-TOJISIM OT
35 Mukponutpa.

0,3 ml paspenena Bakcuna AKO ce M3M0I3BaT CTaHAAPTHU
CIIPUHIIOBKY M HMIJIH, MOXE JIa HsIMa
JIOCTaThueH 00eM 3a M3TETIISTHE Ha
IECT AO3W OT eAWH (DIIaKOH.

e Bcska no3a TpsoBa ga ceappixa 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(hmaxoHa BakCHHA HE MOXKE Ja JOCTAaBU
eaHa 1si1a qo3a ot 0,3 ml, u3xebpriere
(hrrakoHa ¥ U3TUITHAS 00eM

e lI3xBBpreTe HEM3MOI3BAHATA BAKCUHA
B PaMKHTE Ha 6 "aca ciief] pa3pekaaHe.

HN3xBbpasine
Hewnsnon3BaHusT NeKapCTBEH MPOIYKT WX OTHAIbUHATE MATEPUAIIH OT HETO TPsIOBa Jla ce U3XBBPIIST
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mukporpama/no3a HHKeKIIMOHHA TUCIIEPCHS
Bb3pacTHH U I0OHOIIM, HABBPIIWIM 12 roauHu
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauuuupana)
COVID-19 mRNA Vaccine (nucleoside modified)
To3uHaMepaH (tozinameran)

vT031/1 JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO HabmoneHre. ToBa 1ie mo3Boiu Obp30TO
yCTaHOBSIBaHE HAa HOBa MH(pOPMAITHI OTHOCHO Oe30macHoCTTa. MOXKeTe 1a JaJeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYYWIN. 32 HAaYMHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peaknuu BUKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMAaTETHO LAJIATa JUCTOBKA, Mpeau 1a Bu 0be npuiokeHa Ta3u BAKCHHA, Thil
KATO T CbAbPsKa BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JIUCTOBKA. MoJKe /1a ce HaJIOXKH J1a 5 POYETETe OTHOBO.

. AKO UMaTe HAKaKBH JIOIBJIHUTETHN BBIIPOCH, TTONTMTaiiTe Bamms iekap, hapMareBT wim
MEIUIMHCKA CEeCcTpa.

. AKO TOJTyYHTe HAKAKBU 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 chabp:ka Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps6Ba na 3Haere, npeau n1a Bu 6bae 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 IpUIlaiaiv CJICA MMOCTaBsIHC Ha
MHXKXCKIIMA 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 “MaTte oTciabeHa MMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nHexnus ¢ HIV, wim

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABAa UMYHHATa Bu cucrema.

CroliecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAJICHUE HA CHPACUYHUS MYCKYJT) U TICPUKAPIUAT
(BB3MaJIeHNe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO THU CJIe/l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOMOJaBaHH MO-YECTO CJIe ] BTOpaTa BAaKCHHAIMS U TI0-4€CTO MPH IOHOIIN U TO-MJIaH
MBke. Cren BakcuHaIMs TpsOBa na ObaeTe OUTEITHH 32 MPU3HAIN Ha MUOKAPINUT U TIEPUKAPINUT,
HampuMep 3a1yX, chpiieOrneHe win 00JIKa B TbPANTE, U TPsIOBA He3a0aBHO J1a IOTHPCUTE JeKapcKa
MOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuan, Comirnaty Moxe J1a He 3al[UTH HAITBJTHO BCUYKU BAKCHHUPAHU U HE €
M3BECTHO KOJIKO JIBJITO 111e OBJICTE 3alUTCH(a).

Moske na moyuure Tpera no3a Comirnaty. Edukacroctra Ha Comirnaty, 1opu cies TpeTa 103a,
MO’Ke J1a € TI0-HICKa IPH Xopa ¢ OTciaadeHa MMyHHa cucteMa. B te3u ciyyan TpsiOBa na
MPOABIDKHUTE J1a cTia3BaTe (prU3NUecKUuTe Mpeana3Hu MEpKH, 3a a TOMOTHETE 32 MPEBEHIUATA Ha
COVID-19. Ocgen ToBa 0nm3kuTe Bu KOHTaKkTHU NTHTia TpsiOBa a ObAaT BAKCHHUPAHH, aKO €
noaxoxsmo. O0CkaeTe MOAXOASIINTE HHINBHIYATHH IPETIOPBKU ¢ Bamms exap.

Jena
Comirnaty 30 mMukporpama/mo3a HHXEKIIHOHHA TUCTIEPCHs He Ce TPEophUBa MPH Jelia Ha Bh3PacT
nox 12 roguHu.

[Ipennara ce meauaTpuyHa JiekapcTBeHa (opMa 3a jena Ha Bb3pacT 5 1o 11 roguan. 3a mompodHa
nH(pOpMaIs, MOJIS BIKTe JJrcToBKaTa Ha Comirnaty 10 MuUKporpama/mo3a KOHIIEHTPAT 3a
HWHXCKIIMOHHA OUCTICPCUL.

JApyru aexapcrBa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap win papMaLeBT, ako U3MOI3BATE, HACKOPO CTE U3MOI3BATIM WIIH €
BB3MOYKHO J1a M3II0JI3BATE IPYTH JIEKapCTBa, WM HACKOpo By e mpuiiokeHa HAKaKBa JApyra BaKCHHA.

BpemMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WK cMsITaTe, ue MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms nekap, MeIMIIMHCKa
cecTpa uiu dapManeBT, npeau Aa Bu 0b1e npunokeHa Ta3u BaKCHHA.

Comirnaty Moxe Ja ce mpujara 1o Bpeme Ha OpemeHHocT. ['onemustT o6em ot uHdpopmanms,
MOJy4eHa OT HabJoIeHueTo Ha OpeMeHHHM KeHH, BakcuHupanu ¢ Comirnaty mpe3 BTOpHsS U TPETHUs
TPUMECTBD, HE TI0Ka3Ba BAKCHHALMATA J1a UMa HEOIaronpusiTHU e()eKTH BbPXY OPEMEHHOCTTa WIH
HOBOPOJIEHOTO. Makap 4ye unopmManusra 3a eQeKTUTe BbpXy OpeMEHHOCTTa UIH HOBOPOJECHOTO CIIEe
BaKCHHALIUS Mpe3 IbPBUSI TPUMECTHP € OTpaHMuYeHa, He ce HabJIro1aBa MpoMsiHa M0 OTHOIICHHE Ha
pHCKa OT CIIOHTaHEH a0opT.

Comirnaty MO3ZKE [1a C€ Ipujiara B ri€pruoJia Ha KbpMCHC.
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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,
MOJTYYMIIA KypC Ha ITbPBUYHA BaKCHHAIM, CHCTOSI ce oT apyra nPHK BakcuHa nim aneHOBHpYyCHA
BEKTOpHA BakcrHA. Mors, monuTaiite Barmst MeIUIIMHCKY CIISIUATUCT, 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 3acersar noseue ot 1 Ha 10 qymm
Ha MSCTOTO Ha WHXKEKTUpaHe: OOJKa, OTOK

ymopa

rj1aBo0oJIHe

00JKa B MYCKYJIUTE

BTpHCaHe

00JIKa B CTaBHUTE

Juapus

MOBHIIICHA TeMITIepaTypa

Hsikou OT Te3un HexellaHu peakliiy ca MajKo Mo-4ecTy MpH IoHomH Ha 12 10 15 ronnHu, 0TKOJIKOTO
NpY BB3PACTHH.

YecTH HexkeJIaHM PeaKMU: MOTaT Aa 3acerHar 10 1 Ha 10 mymm

. 3auepBsBaHE HA MICTOTO HAa HHXKEKTUPAHE
° rajgcHe
) MOBpPBILaHE

HeuecTn He:kenaHu peakuum: MoraT aa 3acerHat Ao 1 va 100 gymm
. yrojieMeHu TuMQHH Bb31M (HabIr0aBa ce mo-uecto cief Oycrep 103aTa)
. HEPa3IoJIOXKEeHNE
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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 MYCKY (MUOKApIUT) WK Bh3IAJICHNE Ha BhHITHATA OOBUBKA Ha
CBHPIETO (TIEPUKAPINT), KOETO MOXKE Ja TOBEJE 10 3aayX, ChbpIIeONEHE TN OOKA B THPIUTE

C Hen3BecTHA 4ecTOTa (OT HATUYHUTE JIAHHU HE MOXe J1a ObJic HAIlpaBeHa OIICHKA)

. TEXKa aJlepruuHa peaxius

. OOIIMPEH OTOK Ha BAKCHHUPAHUS KpaHHUK

. OTOK Ha JIUTIETO (ITOyBaHEe Ha JINIIETO MOXKE JIa CE IOSBU MIPH MAIMCHTH ¢ JepMalieH (GHUITbp)

. KOXKHA peakifus, 1o ¢oopMaTa Ha YepBEHH METHA MK OOPHUB 10 KOXKaTa, KOMTO MOXKE Ja
M3TIIeKIa KaTo ,,MUIIeHA" WiTH ,,0MBOJICKO OKO*‘ ¢ THhMHO Y€PBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHH KPBIOBe (epuTemMa MylaTugopme)

. HEOOWYAIHO yCellaHe 1Mo KoXKaTa, KaTo H3TPhIIBAHE WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUsATa WM YyBCTBUTEITHOCTTA, OCOOCHO Ha KOXKaTa (XUTIECTE3HS)

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 HeXXEJAaHU PEaKIK, MOXKETe Jla aieTe CBOS MPUHOC 3a MOJyYyaBaHe Ha IIOBEYe
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 ChXpaHsBa 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 M3XBBPiH 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 MPOOMBaHE Ha 3alylIankara Ha (akoHa, cbXxpaHaBaiite BakcuHara npu 2°C mo 30°C u
sl U3MONI3BaliTe B paMKUTe Ha 12 yaca, KOETO BKJIIOYBA JI0 6 yaca BpeMe 3a TPaHCIIOPTHPAHE.
W3xBBpreTe HEW3MON3BaHATA BAKCHUHA.

He u3non3Baiite Ta3u BakcHHa, ako 3a0esIeKUTe BUIMMHU YAaCTULY WM IPOMSIHA B LIBETA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bammus ¢apmManeBT kak ga U3XBBPITE JIEKapCTBaTa, KOUTO BeUe HE U3MOI3BaTe. Te3n MEepKH 1ie
CIIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpOpManus

Kakso cbabp:xa Comirnaty

. AxtusHo BemecTBo: HPHK Bakcuna cpenry COVID-19, napeuena To3nHamepat. OIakoHbT
cpabppka 6 go3u o 0,3 ml, Besika ¢ 30 MUKporpaMa ToO3HHAMEpaH.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTrn)azane i )onc(xekcan-6,1-1umm)ouc(2-XeKCHIIICKaHOAT)
(ALC-0315)

- 2-[(monmuermnenrankon)-2000]-N,N-gurerpanermnarneramug (ALC-0159)
- 1,2-nucreapou-sn-riuiepo-3-¢pochoxonun (DSPC)

- XOJIECTEPOIT

- TPOMETaMOJ

- TPOMETAMOJIOB XHPOXJIOPHU/L

- 3axaposa

- BOJIA 33 HH)KEKITUH

Kak uzraexna Comirnaty u KakBo CbAbp:Ka OIIAKOBKATA

Bakcunara e 6sa 1o moutu 6sta qucnepens (PH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hjIaKoH ¢
6 no3u — po3pauen ¢uakon (ctekiro Tum 1) 2 ml, ¢ rymena 3amyIainka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAIIO CE CHBO TUIACTMACOBO Karaye.

Bunore onakosku: 10 ¢urakona wiu 195 ¢urakona

He Bcuyku BHIOBE OMaKOBKH MOTaT Ja Ob/aT 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 JOIIBJIHUTCIIHA 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.

Tél/Tel: +32 (0)2 554 62 11

Bbnarapus

[ aiizep Jrokcemoypr CAPJI, Kiton
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
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
Laborat6rios 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.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAGG A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371670 35775

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

ToBa JekapcTBO € pa3pelieHo 3a yrnorpeda mo T. Hap. cXema ,,pa3peliaBane moj yciosue . ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NaHHHU. EBponeiickaTa areHnus mo
JIeKapcTBaTa Ie U3BBPIIBA Mperiie]] Ha HoBaTa HHPOPMAaIXS 32 JIEKapCTBOTO TIOHE BEIHBXK TOJUIITHO

" Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CkanmpaiiTe Kozja ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTYYHTE 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 Hanu4yHa Ha Bcuuku e3uli Ha EC/EUII Ha yeGcaiita Ha EBpornieiickara areHIus mno
JIeKapCTBaTa.

IMocouyenara mo-no1y mH(popManus e NpeJHAZHAYEHA 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 BakcrHa 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 Tps0Ba 1a ce MPUTOTBU OT MEAUIIMHCKH CIIEHUAITUCT, KaTO CE M3M0JI3Ba aCENTHYHA
TEXHUKA, 33 Ja Ce rapaHTUpa CTEPUIHOCTTA HA IIPUrOTBEHATA AUCIIEPCHS.

INPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOT'PAMA/1O3A HHKEKLHITUOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITIOBEYE 'OAMHMN)

e [IpoBepere nanu GIakOHBT € ChC CHBO
MJIaCTMACOBO Karaye U CHB KOHTYP,
OTpaKIAIl €TUKETA, U 1Al UMETO Ha
mpoaykTa e Comirnaty
30 mukporpama/mo3a HHKEKIIMOHHA
JUCTICPCHSI.

e AKO (IaKOHBT € C JUJIaBO IIACTMACOBO
Karade, MOJIs, HalIpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa
3a Comirnaty 30 Mukporpama/nosa
KOHLICHTPAT 32 MH)KEKI[OHHA
THCTIEPCHSI.

e AKO QIIaKOHBT € C OpaHKEBO
MIaCTMACOBO Karaye, MOJIsl, HalpaBeTe
CTpaBKa C KpaTKaTa XapakTepHCTHUKa Ha
mpoaykra 3a Comirnaty
10 mMukporpama/no3a KOHUEHTPAT 32
WH)KEKLIIMOHHA JUCTIEPCHSL.

CuBo kanaue

Ja He ce
paspexnaa
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HPEJU YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/1O3A HHXKEKIITMOHHA
JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

>

Jla ce cbXpaHsiBa 10
10 cexmumu npu
2°C mo 8°C,
KOPHUTHpPAaiiTe CPOKa
HA TOAHOCT BHPXY
KapToHeHAaTa

ONaKoBKa. )

AKO MHOT'0JI030BHSAT (hJTaKOH CE
ChXpaHsBa 3aMpaseH, Tol TpsiOBa 1a ce
pasMpasu npeau ymnorpeoa.
3ampazenute (IakoHH TPAOBa Ja ce
mpeHecar B cpefa ¢ remreparypa 2°C
1o 8°C, 3a ga ce pa3Mpasst;
pa3MpassBaHEeTO Ha elHa OIaKOBKa C

10 ¢nakoHa Moxe 1a oTHeMe 6 Haca.
VYBepere ce, ye (hIaKOHUTE Ca HAITBIIHO
pa3mpaseHu mmpeau ynorpeoa.

Cren npemecTBaHe Ha (DIakOHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpPHUTHpaNTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OTaKOBKa.

HeorBopenute ¢pnakonu mMorat na ce
chxpaunsBar 10 10 cenmunu pu 2°C 1o
8°C, 0e3 na ce mpeBuilaBa
OTIIEYaTaHUAT CPOK Ha roguoct (['oxen
J0:).

Bb3morkeH e npyr BapuaHT, OIpU KOHTO
eIMHUYHH 3aMpa3eHu (IIaKOHU MOXKe 1a
ce pa3mpasar 3a 30 MUHYTH IIpH
temmepatypa g0 30°C.

[peau ynotpeba HEOTBOPEHHAT (PIIAKOH
MOXKeE J1a ce ChXpaHsaBa 1o 12 gaca npu
temneparypa a0 30°C. C pa3mpaszeHute
¢1akoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.

g

Buumareano 10 nTH

BuumMarenHo pazmecere, KaTo 00bpHETE
(dhnaxonute 10 meTu. He pasknamaiire.
[Ipenu pazmecBane pa3mpaseHaTa
JIUCTIEPCHUST MOXKE JIa ChIbpKa Oenn 10
MOYTH O€JIM HEMPO3pauHu aMop(HH
YaCTHIH.

Crnen pa3MmecBaHe BaKCHHATA TPsOBa J1a
TpeJICTaBIIsIBa Osta JI0 MouTH Osta
nqucnepcus 0e3 BuaumMu yactuny. He
M3II0JI3BAMTEe BAKCHHATA MPH HAJTHUNC
HA YaCTHIIM WK MPOMSHA B IIBETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A UHXKEKLHMOHHA JUCIHIIEPCHUS (JIMLA HA 12 1 TIOBEYE

T'OJINHN)

0,3 ml BakcuHa

Kato u3non3sare acernrruuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €AHOKpAaTHa yHOTpe6a,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Usrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MON3BaT CIIPUHIIOBKU
W/WITA UK ¢ MAITBK MBPTHB
(Hew3non3BaeM) oOeMm, 3a j1a ce
U3TETJIAT 6 J03M OT eAVH (DIaKOH.
KoMOuHanusTa OT CIpUHIIOBKA U UTJIa C
MaJTbK MBPTEB 00eM TPsIOBa 1a UMa
MBPTHB 00€M HE TO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAaPTHU
CIPUHIIOBKH M UTJIH, MOXKE /1a HsIMa
JOCTaThb4€H 00eM 3a M3TEIJISIHE Ha LIeCT
JTO31 OT eIUH (hJIaKOH.

Bcesika no3a TpsioBa 1a ceaspxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BbB
(h1akoHa BaKCHMHA HE MOJKE J]a OCTaBU
enHa 1sa 1o3a ot 0,3 ml, u3xBbpiere
(h1akoHa U M3NUIIHUS 00eM

3anuiiere CbOTBETHUTE /1aTa/9ac BPXY
¢naxona. MI3xBbprieTe HEU3MOI3BaHATA
BakcuHa 12 vaca ciea mbpBOTO
npoOuBaHe Ha 3amylIaikaTa Ha
(hnaxkoHa.

H3xBBpIIsiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.




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

141



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

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. sr.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000
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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
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040



Italia Sverige

Pfizer S.r.l. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00

Kbnpog United Kingdom (Northern Ireland)
Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited

TnA: +357 22 817690 Tel: +44 (0) 1304 616161

Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 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 ®J1AKOHA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJIWHM)

OpanikeBo Kanaue

Caen paspexnane

10 ug

[IpoBepere nanu ¢GakoHBT € C
OpaHXeBO IIACTMACOBO Karaye.
AKO (IIaKOHBT € C JUIIaBO
IIACTMACOBO Karadge, MOJI,
HalpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOJYKTa 32
Comirnaty 30 mukporpama/mosa
KOHIIEHTPAT 38 WH)KEKIIHOHHA
JUCTICPCHSL.

AKO (JIaKOHBT € CBC CUBO
IJIaCTMACOBO Karade, MOJI,
HarpaBeTe CIpaBKa ¢ KpaTkaTa
XapaKTepUCTHKA Ha MPOJYKTa 32
Comirnaty 30 mukporpama/mosa
WH)KEKLIMOHHA JTUCTIEPCHSI.

MPEM YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A
WHKEKIIMOHHA JJMCIIEPCHSI (IEIIA HA 5 IO 11 TOJIMHM)

[a ce cbxpansiBa
a0 10 cenmunm
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 ¢ TeMIreparypa
2°C mo 8°C, 3a ga ce pa3Mpassr;
pasMpa3sBaHETO Ha €THA OMAKOBKa
¢ 10 ¢gmakoHa MOke Ja OTHEME

4 yaca. YBepere ce, ue QprakoHuTe
ca HaIbJIHO pa3MpaseHH Mpeu
ynotpeoa.

Cren npemecTBaHe Ha (hrakoHUTE
3a cbxpanenue npu 2°C o 8°C,
KOPUTHPANTE CPOKA HA TOTHOCT
BBPXY KapTOHEHATa OMAaKOBKA.
HeotBopenute ¢pnakonu mMorat na
ce cpxpansaBar a0 10 ceamuny npu
2°C no 8°C, 0e3 na ce npeBHUIlIaBa
OTIICYATAHUSAT CPOK HA TOJHOCT
(Tomen mo:).

BB3MoskeH e ChIIo Ipyr BapuaHT,
IpY KOWTO €AMHUYHH 3aMpa3eHU
(hmaxoHM MOKE J1a ce pa3MpassiT 3a
30 MUHYTH MpHU TeMIieparypa a0
30°C.

[Ipenu ynorpeba HEOTBOPEHUSAT
(1akoH MOKeE J1a ce ChXpaHsBa A0
12 gaca nipu Temneparypa so 30°C.
C pa3mpasennte (HIakoHI MOXKE Ja
ce paboTu B yCIIOBHA Ha CTaifHa
CBETIIMHA.
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CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A MHPKEKIIMOHHA JIMCIIEPCHS (JEIIA HA 5 JIO 11 TOJIWHN)

J

Buumarenano 10 nbTn

OcraBeTte pa3MpazeHUAT (HIaKOH aa
JIOCTUTHE CTailHa TeMIepaTypa u
BHUMATEJIHO TO 00bpHeTe 10 mbTH
npeau paspexnane. He
paskiamnianre.

[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIabpika Oenun
JI0 IOYTH O€IH HeTpOo3pauHH
aMOp(HU YaCTHUITH.

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WH)XEKIIMOHHA JMCHEPCHS (IELIA HA 5 JTO 11 TOJAWHMN)

o

J

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

HHKEKIHOHEH Pa3TBOP

Pa3mpazenara BakcruHa TpsOBa 1a
ce paspeau B HeWHUS OpUTUHAIICH
(hnaxoH ¢ 1,3 ml HaTpHEB XJIOPUL
9 mg/ml (0,9%) nmxekunoneH
pa3TBOP, KAaTO CE U3IOJ3BA UIJla
21 G, niu 1o-THHKA, U aCENTHYHA
TEXHHUKA.
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H3reraere 6ytaioro xo 1,3 ml, 3a na
OTCTPaHHUTE Bb3AYyXa OT (pJIaKOHA.

Uzpasuete HaJISITaHETO BBB
(¢makoHa Tpend ga  U3BaAUTE
uriaTta OT HEro, KaTo H3TErJHTe
1,3ml BB3IYyX B U3Npa3HEHaTa
CIPUHIIOBKA HA Pa3penuTes.

Baumartenno 10 nvTH

BuumMareHo 00bpHETE
paspeneHata nuctiepcus 10 mpTH.
He pasknamaiite.

Paspenenara BakcuHa TpsiOBa 1a
MpeJICTaBIIsiBa Osta 10 mouTH Osta
Jucriepcus 6e3 BUIUME YaCTHIIH.
He uznon3paiite pa3zpeneHara
BaKCHHA NIPY HAJIMYKE HA YACTHUIIH
WM TTPOMSTHA B IIBETA.
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N 4

Yac 3a
U3XBbpPJIHE

O
3anuiere CbOTBETHUTE JaTa 1 4yac.

Jla ce n3noJi3Ba B paMKkuTe Ha 12 yaca cJien
pa3pexnane.

Ha paspenennte dprakonu tpsaoBa
Ja ObaaT oTOeNsI3aHU ChOTBETHUTE
JaTa ¥ vac.

Cren paspexnaHe, CbXpaHsBanTe
npu 2°C go 30°C u usnon3paiite B
pamkure Ha 12 gaca.

He 3ampazsiBaiiTe win paskiamiante
paspezneHaTa aucnepcus. AKo e
Ouiia mocrtaBeHa B XJIaJUIHUK,
OCTaBeTe pa3pelneHarTa AUCIIepPCHs
Jla TOCTUrHE CTaiiHa TeMieparypa
mpeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOT'PAMA/IO3A KOHUEHTPAT 3A UHX)KEKHUOHHA JUCIIEPCHUS (IELIA

HA 5 10 11 TOJJMHM)

0,2 ml pa3penena BakcuHa

Crnen pazpexnane GpIaKoHbT
ChabpiKa 2,6 ml, OT KOUTO MOTaT J1a
ce m3teryat 10 go3m mo 0,2 ml.
Karo usnomnssare acentuuHa
TEXHHUKA, TOYUCTETE 3aIyIiaaKaTa
Ha (1aKOHA C TAMIIOH 32
eIHOKpaTHa yrmoTpeba, HAMOCH C
AQHTHUCENTHYCH Pa3TBOP.

Hsrernere 0,2 ml Comirnaty 3a
nera Ha Bb3pacT 5 1o 11 rogunm.

TpsOBa ma ce U3Mmona3Bat
CIPUHIIOBKHU W/HMJIM UTJIH C MaTbK
MBPTHB (HEU3ION3BaeM) o0eM, 3a J1a
ce u3teryAT 10 1o3u oT eauH
¢makon. KomOunamusita ot
CTIPUHIIOBKA H UTJIa C MaTbK MBPTHB
00eM TpsOBa 1a UMa MbPThHB 00eM
HE TO-TOJISIM OT 35 MUKPOJIUTpA.

AKO ce M3noa3BaT CTaHJapTHU
CIIPUHIIOBKY U HMIJIH, MOXE J1a HIMa
JocTaThbueH 00eM 3a U3TETJIIHE Ha
JIeceT A03M OT euH (PIIaKkoH.

Bcska mo3a TpsOBa ma chbpika

0,2 ml BakcuHa

AKO KOJIMYECTBOTO Ha OCTaHayIaTa
BBB ()UIaKOHA BaKCHHA HE MOXE Ja
JIOCTaBH efHa Iga 1o3a ot 0,2 ml,
M3XBBpJIeTe (PIIaKOHA 1 U3ITUTITHIS
06eM

WzxBBpreTe Hensmo3BaHara
BaKCHHA B paMKuTe Ha 12 daca cien
paspexaaHe.
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HN3xBbpasine
Hewsnon3BaHusT NeKapCTBEH NPOAYKT WU OTHAABYHUTE MaTepPHAIId OT HEro Tpsi0Ba Ja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 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 U3M0J3Ba

KaxkBo Tpsi0Ba na 3Haere, npeau aa Bu 6b1e npunoxen Comirnaty Original/Omicron BA.1
Kaxk ce mpuiara Comirnaty Original/Omicron BA.1

BBb3M0XHU HEXKETaHU PEAKLIUU

Kak na cexpanssare Comirnaty Original/Omicron BA.1

ChbIppKaHKe HAa OMTAKOBKATA U JIOMBJIHATEIHA HHPOPMAIHS

Uk wdE

1. Kakso npeacrasasisa Comirnaty Original/Omicron BA.1 u 3a kakBo ce U3M0/13Ba

Comirnaty Original/Omicron BA.1 e BakcuHa, KOSTO ce U3M0JI3Ba 3a MPEeNa3BaHe OT 3a00JsIBaHe OT
COVID-19, npuunneno or SARS-CoV-2. [Ipunara ce Ha Bb3pacTHH U IOHOILM Ha Bb3pacT 12 u
MOBeYEe TOJANHU.

Comirnaty Original/Omicron BA.1 e camo 3a JuIia, Oy IPEIU TOBA MIOHE KYPC HA MTbPBUYHA
BakcuHanus cperry COVID-19.

BakcuHaTa cTaBa NpUYMHAa KIMyHHATa CHCTEMa (€CTECTBEHHUTE 3aIllUTHU CHJIM HA OpraHM3Ma) 1a
MPOU3BEXK/Ia AHTUTENA ¥ KPBBHU KJIETKH CPEIIy BUPYCa, KaTO Taka OCUTYpPsIBa 3all[kTa CPEILy
3aboisieane or COVID-19.

Twit kato Comirnaty Original/Omicron BA.1 He chbpika BUpyca, 3a J1a Ch3/1a/ie IMYHHUTET, TS HE

MoOKe Ja npuuuHu 3abonsBane or COVID-19.

2. Kakso TpsdBa 1a 3Haete, npeau Aa Bu 0b1e npuwioxked Comirnaty
Original/Omicron BA.1.

Comirnaty Original/Omicron BA.1 ne TpsiGBa 1a ce npujara

° aKO CTC aJICPIrUYHU KbM aKTUBHOTO BEIICCTBO WJIN KbM HAKOSA OT OCTAHAJIMUTE CbCTABKU HA TOBA
JieKapcTBO (M30pOeHU B TOUKA 6).
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IIpenynpe:xkaeHus: U MpeIna3sHu MEPKH
I'oBopere ¢ Bamus nekap, papMaiieBT Wi 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 WUJIN HAKOT'a CTC IIpUIlafaliv CJIIC IOCTaBAHE 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 I'bTUIA, 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 KOPTUKOCTCPOUA, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

ChlrecTBYBa HOBHIICH PUCK OT MHOKAPAMT (Bb3MAJICHUE HA ChPCUHUSA MYCKYII) U IEPUKAPIUT
(BB3MasIeHUe Ha BHHITHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO THH CJie]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOJIrOJaBaHM MO-YECTO CJIE BTOpPAaTa BAKCUHALIMS U TO-4€CTO IPH FOHOIIN U TO-MJIaIH
Mbke. Cien BakcuHaIMs TpsiOBa a ObjaeTe OUTEIIHY 3a MPU3HAIIM Ha MUOKAPUT U IICPUKAPIUT,
HampUMep 3a1yX, ChplicOUeHE WK 00JIKa B IbPIUTE, U TPAOBA HE3a0ABHO Jia MOTHPCHUTE JIEKapCKa
ITOMOII], aKO T€ HACTBIIAT.

KakTo Bcnuku Bakcuuu, Comirnaty Original/Omicron BA.1 Moske 11a He 3aIlUTH HAITBJIHO BCUYKH
BaKCHHUPAHU U HE € M3BECTHO KOJKO JIBJITO IIe 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 Oiu3kute By KOHTaKTHHU JIHIIA
Tps6Ba 1a ObAT BAKCHHUPAHHU, aKO € TOoaX0s11110. OO6ChaeTe MOAXOISIIUTE HHANBUIYaTHH
npenopbKy ¢ Bamus nekap.

Hena
Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a HHXCKIIMOHHA AUCTIEPCHUSI HE CE
MpenopbYBa Npu Aela Ha Bb3pacT oA 12 roauHu.

JApyru aexkapcrBa u Comirnaty
Tps0Ba na kaxxere Ha Bamms ekap wiu hapmManeBT, ako U3IOI3BATE, HACKOPO CTE W3MOI3BAIH WITH €
BB3MOKHO J1a M3II0JI3BATE JIPYTH JIEKApCTBa, WIIM HACKOpo By e mpuiiokeHa HAKaKBa Apyra BaKCHHA.

BpeMeHHOCT 1 KbpMeHe
AKko cre OpeMeHHa WU cMATaTe, 4Ye MOXKe Jla cTe OpeMeHHa, KakeTe Ha Bamms nexap, MequuHCcKa
cecTpa Wix GapmMalesT, npeau 1a Bu 0bae npuiioxkeHa Ta3u BaKCHHA.

Bce orie sumcBat qaHHu OTHOCHO yrorpebara va Comirnaty Original/Omicron BA.1 o Bpeme Ha
OpemenHocT. Bee mak ronsm o6em nHdopMarius, moydeHa oT HabIoAeHHETO Ha OPEMEHHH KEHH,
BaKCHHHUPAHHU C ITbPBOHAYAIHO pa3peleHara 3a ynorpeba Bakcuaa Comirnaty mpe3 BTOPHsI U TPETHS
TPUMECTBP, HE MMOKA3Ba J1a UMa HeOIaronpusTHH eheKTH BpXy OPEMEHHOCTTA U HOBOPOJICHOTO.
Makap ue uHpopMaruaTa 3a eEeKTUTE BbPXY OPEMEHHOCTTA HJIM HOBOPOAEHOTO CJIE/l BAKCHHALIUS
npe3 MbPBUsI TPUMECTBP € OrpaHrYeHa, He ce Ha0Jro1aBa MPOMSHA 10 OTHOILIEHHE Ha PUCKA OT
crouTaned abopt. Comirnaty Original/Omicron BA.1 mosxe 1a ce mpuiara 1mo BpeMe Ha GpeMEHHOCT.

Bce ome numncBar nanHu 0THOCHO yrorpedara Ha Comirnaty Original/Omicron BA.1 B nepuona Ha
KbpMeHe. Bee mak He ce ouakBaT e(eKTH BbPXY KbPMEHOTO HOBOPOJCHO/KbpMaueTo. JlaHHuTE,
HOJIy4eHH OT HaOJIFOJCHHETO Ha )KEHU, KOUTO KbPMST ClIe]l BAKCHHALS C TbPBOHAYAIHO
paspemieHara 3a ynorpeda BakcuHa Comirnaty, He MOKa3BaT PUCK OT HEKeNIaH! e()eKTH IpU
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KbpPMEHHUTE HOBOpOAeHH/KbpMaueTa. Comirnaty Original/Omicron BA.1 moske na ce mpuiara B
HIeprojia Ha KbpMEHE.

Ilo¢gupane u padéora ¢ MaIIMHA

Hsixom ot edekTrTe Ha BaKCHMHATA, YIOMEHATH B TOUKa 4 (BB3MOKHM HEXEITaHU PeaKkiliy) MOTaT
BPEMEHHO J1a IIOBJIUSAT criocoOHocTTa Bu 3a modupane unu padora ¢ Mamuau. M3yakaiiTe, 10KaTo
Te3u e()eKTH OTIIYMST, MPEean Aa modupare win aa paboTUTE C MAITUHMU.

3. Kak ce mpuiara Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 ce npuiara karo urkeknus ot 0,3 ml B MycKyJ1 B TOpHaTa 4acT Ha
pbKarta.

Comirnaty Original/Omicron BA.1 moxe aa ce mpriIoku Hail-Maako 3 Mecelia cje/] MoCiIeHaTa 1032
BakcuHa cpemry COVID-19.

Comirnaty Original/Omicron BA.1 e moka3an caMo 3a JHIia, KOUTO MPEIH TOBA Ca MOJIYYHIH OHE
Kypc Ha IbpBHYHA BakcuHanus cperry COVID-19.

Mouss, nonuraiite Banimsga MeIMIIMHCKY CIIENUATIACT, KOWTO 1€ TTOCTaBd BaKCUHATa, JaJId OTrOBapsiTe
Ha yCIIOBHUATA M KOTa € MOJAXOISIIOTO BpeMe 3a OycTep Jo3ara.

3a noapoOHa HHpOPMAITUS OTHOCHO Kypca Ha ITbPBHYHA BAKCHHAIIWS TIPH JIMIIA HA BB3pacT 12 u
NOBeue FOJAMHH, MOJISI, BIKTE JincToBkara 3a Comirnaty 30 MukporpaMal/no3a HHKEKIIHOHHA
aucriepcus win Comirnaty 30 MUKporpama/o3a KOHIICHTPAT 32 HHKEKIMOHHA THCIICPCHSL.

AKO MMate HSIKaKBH JOIBJIHUTEIHHE BBIIPOCH, CBbp3aHH ¢ yroTpebara Ha Comirnaty
Original/Omicron BA.1, nonwuraiite Bamms jekap, papMaieBT Wik MEAUIMHCKA CECTpa.

4, Bb3MOKHHU HeKeJTaHU peakuuuun

Kakro Bcnuku Bakcuuu, Comirnaty Original/Omicron BA.1 moxe j1a npeu3BUKa HEKENaHH PEaKIlny,
BBIIPEKH Y€ HE BCEKH ' TI0JTy4aBa.

MHOro 4ecTH HesKeJaHU peaKlUM: MOrar Ja 3acertar noseve ot 1 Ha 10 ngymm
Ha MSCTOTO Ha MHXKEKTUPAHE: 00JIKa, OTOK

yMopa

rjaBo0oJIne

00JKa B MYCKYJIUTE

BTpHUCaAHE

0o0JKa B CTaBUTE

Uapus

MIOBUIIICHA TEMIIEpaTypa

Hsixon OT Te3u HeXeNaHu peakliy ¢a MaJKoO MO-4€CTH MPH FHOWIHX Ha 12 10 15 roauHu, OTKOJIKOTO
IpU Bb3PACTHHU.

YecTH HexxeJIaHM PeaKkUMu: MoraT Aa 3acerHar jo 1 va 10 mymmum

o 3a4yepBsBaHe Ha MSCTOTO HAa MH)KEKTHPaHE
o rajgeHe
o HOBpPBINAHE

HeuecTu He:keaHu peaknuu: Morat fa 3acersar 7o 1 #a 100 gymm
. yroseMenu InM(pHU Bb3IH (Ha0II0/1aBa ce mo-4ecTo ciies] Oycrep 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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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

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 puirosunamepad (Omicron BA.1) na no3a.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmn)azane i )ouc(xekcan-6,1-1umn)ouc(2-XeKCHIIIeKaHOAaT)
(ALC-0315)
- 2-[(momuerunenriukon)-2000]-N,N-gurerpanermianeramus (ALC-0159)
- 1,2-nucteapowmn-sn-rauuepo-3-pocdoxonun (DSPC)
- XO0JIECTEPOIT
- TPOMETaMOJT
- TPOMETaMOJIOB XHIPOXIIOPUT
- 3axaposa
- BOJIa 32 MHIKEKIHH

Kak m3raexxaa Comirnaty Original/Omicron BA.1 u KakBo chAbp:Ka ONIAKOBKATA
Bakcunara e 6sta 1o moutu 6sta qucnepens (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.

Teél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel: +34914909900

France
Pfizer
Tél +33 158 07 34 40
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00



Hrvatska
Pfizer Croatia d.o0.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAGG A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371670 35775

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

ToBa JekapcTBO € pa3pelieHo 3a yrnorpeda mo T. Hap. cXema ,,pa3peliaBane moj yciosue . ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NaHHHU. EBponeiickaTa areHnus mo
JIeKapcTBaTa Ie U3BBPIIBA Mperiie]] Ha HoBaTa HHPOPMAaIXS 32 JIEKapCTBOTO TIOHE BEIHBXK TOJUIITHO

" Ta3u JIUCTOBKA CbOTBCTHO IIC CC 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:

Hoszara Comirnaty Original/Omicron BA.1 e 0,3 ml, npuiarana MHTpaMyCKyJTHO.
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Tps6Ba Ha ©Ma HHTEPBAI OT Hal-MaJIko 3 Mecela MeKIy IpritokeHnero Ha Comirnaty
Original/Omicron BA.1 u nocnenHara npeauiiHa 103a Bakcuna cpeury COVID-19.

Comirnaty Original/Omicron BA.1 e moka3ana camMo IpH JIUIIa, MOJTYYWIIU IPEIH TOBA IOHE KypC Ha
mbpBUYHA BakcuHanus cperry 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 Tpsi0Ba Ja ce MPUTOTBU OT MEAUIIUHCKU CIIEHUAIIUCT, KaTO CE M3M0JI3Ba aCENTUYHA
TEXHHKa, 32 Jja C€ TapaHTHpa CTEPUIHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

IMPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOI'PAMA)/1IO3A UTH)XEKIITUOHHA JUCIIEPCUS (JIMIIA HA 12 1
NHNOBEYE I'OAMHMN)

e [IpoBepere nanu GIakOHBT € ChC CHBO
MJ1aCTMAaCOBO Kamadyc u CUB KOHTYD,
OrpakJialll €TUKETa, U JaJIM UMETO Ha

CuBo kanaye npoxykra ¢ Comirnaty

Original/Omicron BA.1

(15/15 mukporpama)/no3a MHKEKIIMOHHA

Comirnaty

i JIUCTIEPCHSL.
Original/ e AKO (pJTaKOHBT € ChC CHUBO ITTACTMACOBO
Omicron BA.1 Karaue ¥ CUB KOHTYDP M MMETO Ha

npoaykra ¢ Comirnaty

30 Mukporpamal/03a HEKEKITHOHHA
JMCIIEPCHsl, MOJIS HAaIlpaBeTe CIIPaBKa C
KpaTKaTa XapakTepUCTHKA Ha MPOAYKTa
3a Ta3u Gopma.

e Ao (IaKOHBT € C JHJIABO [IACTMACOBO
Kamade, MOJIsi, HalpaBeTe CIpaBKa C
KpaTKaTa XapakTepUCTHKA Ha MPOAYKTa
3a Comirnaty 30 MUKporpama/mo3a
KOHIICHTPAT 338 HHKEKI[HOHHA
JHCTIEPCHSL.

® AKoO (JIaKOHBT € C OPAHKEBO
TUIACTMACOBO Karaue, MOJIsi, HalpaBeTe
CIpaBKa ¢ KpaTKara XapakTepHUCTHKa Ha
npoaykra 3a Comirnaty
10 mMukporpama/no3a KOHUEHTPAT 32
WH)KEKIIMOHHA JTUCTIEPCHSL.

Jla He ce
paspexnaa
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MNPEIU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOI'PAMA)/J0O3A UH)XEKIITUOHHA JJUCIIEPCUS (IMLIA HA 12 1

INOBEYE I'OAMHMN)

>

Jla ce cbXxpaHsiBa /10
10 ceamuuu npu
2°C no 8°C,
KOpPUTHpaiiTe cpoka
HA IOIHOCT BbPXY
KapToHeHaTa

ONaKoBKa. )

AKO MHOT'0JI030BHSAT (hJTaKOH CE
ChXpaHsBa 3aMpaseH, Tol TpsiOBa 1a ce
pasmpasu npeau ynorpeoa.
3ampazenute (IakoHH TPAOBa Ja ce
mpeHecar B cpefa ¢ remreparypa 2°C
1o 8°C, 3a ga ce pa3Mpassit;
pa3MpassBaHEeTO Ha elHa OMAaKOBKa C

10 ¢pmakoHa Moxe na oTHeMe 6 Yaca.
VYBepere ce, ye (hIaKOHUTE Ca HAITBIIHO
pa3mpaseHu mmpeau ynorpeoa.

Cren npemecTBaHe Ha (DIakOHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpPHUTHpaNTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OMAaKOBKa.

HeotBopenute ¢pnakonu mMorat na ce
chxpaunsBar 10 10 cenmunu npu 2°C 1o
8°C, 0e3 na ce mpeBHIlIaBa
OTIIEYaTaHUAT CPOK Ha rogHoct (['oxen
J0:).

Bb3MoXeH € Ipyr BapHaHT, IPU KOUTO
€MHUYHY 3aMpa3eHu GIIaKOHU MOXKeE /1
ce pa3mpasar 3a 30 MUHYTH IIpH
temriepatypa g0 30°C.

[peau ynotpeba HEOTBOPEHHAT (PIIAKOH
MOXeE J1a ce ChXpaHsaBa 1o 12 gaca npu
temneparypa a0 30°C. C pa3mpaszeHute
¢1akoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.

g

Buumartenno 10 nbTH

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

Crnen pa3MecBaHe BaKCHHATA TPsAOBa J1a
MpeJICTaBIIsIBa Osta 10 MouTH Osta
qucrepcus 0e3 BuauMu yactuiu. He
W3II0JI3BATE BaKCHHATA TPY HATHYNC
HA YaCTHIIM WM MPOMSHA B IIBETA.
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MPUTOTBSIHE HA MHINBUIYAJIHUA 03U 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOTPAMA)/JI03A HHKEKIIHOHHA
JIMCITEPCHS (JINTIA HA 12 1 TOBEYE I'OJUHMN)

0,3 ml Bakcuna

Kato u3non3sare acernrruuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €AHOKpAaTHa yHOTp€6a,
HaIlOC€H C aHTUCCIITUYCH Pa3TBOpP.
Usrernere 0,3 ml Comirnaty
Original/Omicron BA.1

Tpsi0Ba fa ce U3MoNA3BaT CIIPUHIOBKU
W/WJIH UTIIN C MaTbK MBPTHB
(memsmonm3BaeM) obeM, 3a Ja ce
U3TETJIAT 6 03U OT eAH (PIIaKOH.
KomOuHanusTa OT CIpMHIIOBKA U UTJIa €
MaJlbK MBPTHB 00eM TpsiOBa J1a UMa
MBPTHB 00€M HE MO-TOJISAM OT

35 Mukponutpa.

AKoO ce u3MnoJ3BaT CTaHIapTHU
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JIOCTaThUEH 00EM 3a U3TETIITHE Ha IIeCT
JI03M OT eIuH (hIaKoH.

Besika mo3a TpsabBa na ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHaJIaTa BHB
(bnaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1s1a no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM

3anuiieTe ChOTBETHUTE JaTa/dac BbPXY
(hnaxona. M3xBbpiieTe HeM3MNOI3BaHATA
BakcuHa 12 vaca cien mbpBOTO
poOKMBaHE Ha 3alyliaikara Ha
(hnakoHa.

H3xBBpIIsiHe

Hewnznons3BanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepHAlI OT HETo TPsiOBa Ja ce M3XBBPIIAT

B CHbOTBCTCTBUC C MCCTHUTC U3UCKBaAHM.
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