NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



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

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 30 MukporpaMa/o3a KOHIEHTPAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (PJIAKOH M CHIBP)KAHUETO My TPAOBa Ja ce pa3peau mpeau ynorpeoda.

Ennn dnaxon (0,45 ml) ceawspixka 6 no3u no 0,3 ml ciien paspexaane, BIKTe TOUKH 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspixa 30 mukporpama tosuHamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BxiroyeHa B JIUIUIHA HAHOYACTHIIN).

Tosuramepan e exHOBepIKHA, 5’ -Kenmupana nHpopmannonaa PHK (nPHK), nmpoussenena c
U3M0JI3BaHe Ha Oe3kieThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komuparu

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

3a IBJIHUA CIIUCHK HA [TOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KoHmieHTpaT 3a HHXKEKIIMOHHA TUCTIEPCHs] (CTEPHIICH KOHIIEHTPAT)
Bakcunata nipencrasisisa Osita 70 mouTu Osita 3amMpaseHa aucrepeus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty 30 mukporpama/o3a KOHIICHTPAT 3a MH)KEKIIMOHHA UCIICPCHs € TIOKa3aHa 3a aKTHBHA
MMYyHH3aIMA 32 TpeBeHnus Ha 3a0omsiBanero COVID-19, npuunneno ot Bupyca SARS-CoV-2, Ha
JuIa Ha BB3pacT 12 u moBeye roAnHH.

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

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

gO?»H[}OBKa

Jluya na ev3pacm 12 u nogeue 200unu

Comirnaty ce mpujiara HHTPaMyCKYJIHO CJIe]l pa3pexaaHe KaTto IbpBUUeH Kypc oT 2 mo3u (o 0,3 ml
Bcsika). [IpemopruBa ce BTOpaTa /103a J1a e IPUIIOKHU 3 CeIMUIIN CIIe TbpBaTa m1o3a (BX. TOUkH 4.4
ub.1).

Bycrep no3a (tpera no3a) Comirnaty Moke 11a c€ IPHI0KH HHTPaAMYCKYJTHO Haii-Majako 6 Mecena
CJIeNl BTOpara J103a Ha JIMIa Ha Bh3pacT 18 u moBede roguHu. PernieHneTo Kora u Ha KOro Jia ce
npuiIoku TpeTa mo3a Comirnaty TpsiOBa Ja ce B3eMe Bbh3 OCHOBA Ha HAIMYHUTE JIaHHU 32



e(eKTHBHOCTTA HA BaKCHHATA, KATO CE MMAT MPEIBH/] OTPAaHUYCHUTE JaHHHU 3a O€301acHOCT (BXK.
touku 4.4 u 5.1).

Bsanmo3zamensiemoctTa Ha Comirnaty ¢ Bakcunu cpeury COVID-19 ot apyru npousBoanuTenu 3a
3aBbpIBaHE Ha MbPBUYHUS BaKCHHAIIMOHHUS KYpC WM MPHIIOKEHNE Ha OycTep J03a (Tpera 103a) He
ca ycrtaHoBeHd. Jluiia, Ha kouTto e npuiaoxeHa 1 mo3za Comirnaty, TpsiOBa Ja rmojydaT BTOpa 103a
Comirnaty, 3a 1a 3aBbpIIAT TEPBUYHUS BAKCUHAIIMOHHMSI KYPC, U 3a J1a MOXKe J1a UM OBbJaT MpuiaraHu
nonbiaau 1034, Jlosure Comirnaty 30 Mukporpama/no3a KOHIEHTPAT 3a HHKCSKIIHOHHA TUCIICPCHUS
cien paspexxaane 1 Comirnaty 30 MUKporpama/no3a HH)KEKIIMOHHA JUCTIEPCHS CE CUMTAT 3a
B3aMMO3aMEHIEMHU.

Teoicko UMYHOKOMIPOMEMUPAHU TuYa Ha ev3pacm 12 u noseue 200unu
Ha nuna, xouTo ca TeXKO MMyHOKOMITPOMETHPAHH, TPETA 032 MOXKE J1a C€ TPUIIOKH Hal-MaJIKo
28 nHu cnen Bropara 103a (BK. Touka 4.4).

Ileouampuuna nonynayus

[Ipennara ce nepuaTpuyHa JekapcTBeHa Gopma 3a gena Ha Bb3pacT 5 1o 11 rogunu (T.e. Ha BB3pacT 5
1o oz 12 ronunam). 3a noapodHa uH(pOpMAIIKs, MOJIS BIKTE KpaTKaTa XapaKTepUCTHKa Ha MPOILYKTa
3a Comirnaty 10 MuKporpama/a03a KOHIICHTPAT 32 HH)KEKIMOHHA TUCTICPCHSL.

THonynayus 6 cmapuecka 6vb3pacm

He ce Hanara xopurupaHne Ha j03arta IpH JIMIa B CTapuecka Bb3pacT > 65 roaunu. bezomnacHoctra u
MMYHOTE@HHOCTTA Ha Oycrep 1o3a (Tpera no3a) Comirnaty mpwu Juia Ha Bb3pacT 65 1 moBeue TOAUHU
ce 6a3upa Ha JaHHWTE 32 0€30MACHOCT M MMYHOTE@HHOCT IIPH BB3PAcTHU Ha BB3pacT 18 no 55 roauHu.

HauuH Ha npuiioxxeHue

Comirnaty 30 Mukporpama/o3a KOHIIGHTpAT 32 MHKEKIIMOHHA AUCIIepPCHUs TpOBa J1a ce mpujiara
HHTPAMYCKYJIHO CJIe] paspexaaHe (BxK. Touka 6.6).

Crnen paspexnane dakonnte Comirnaty chabpkat 6 go3u Bakcuna 1o 0,3 ml. 3a na ce uzrerysr

6 no3u oT equH (pyakoH, TpIOBa Ja Ce M3MOI3BAT CIPUHIIOBKY W/ UIJIM C MaIbK (HEU3IIOI3BacM)
MBPTHB 00eM. KoMOMHaMsITa OT CIIPUHIIOBKA M UTJIa C MATBK MBPTHB 00€M TPsOBa 1a MMa MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € MU3IMOJI3BAT CTAHJAPTHU CIPUHIIOBKY U UTIIH, MOXE Ja
HSIMA JIOCTaTh4€H 00eM 3a M3TETJISIHE Ha IIECT 03 OT eauH ¢uakoH. HezaBucrumo oT Buja Ha
CIIPUHIIOBKATA U UTJIaTa:

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

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BAaKCHHA HE MOXeE Ja JOCTAaBU €lHA LisIa 1032
ot 0,3 ml, u3xBBpiere GiakoHa U U3TUIIHUI 00EM.

. He cp0upaiiTe m3nmunrpinTe BAKCHHA OT HAKOJIKO (hIaKoHa.

IIpennodnTaHOTO MACTO € AENTOUTHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKaTa.
He umxektupaiite BakcuHaTa HHTPaBacKyJIapHO, TOJKOKHO MM HHTPAIePMaJIHO.

Bakcunata He Tps0Ba a ce cMecBa B €/1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHU WX JIEKAPCTBEHH
MPOIYKTH.

3a mpenrasHuTe MEPKH, KOUTO TPSAOBA J]a OBIAT B3ETH MPEAH MPIIIOKEHHE HA BAKCHHATA, BUKTE
Touka 4.4.

3a YKa3aHusiTa OTHOCHO pa3dMpa3saBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCHUHATA BUIKTC TOYKaA 6.6.



4.3 IIpoTuBomoka3aHus

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

4.4  ChneumajHu mpeaynpeskaeHus U Npeana3Hu MepPKHU MPHU yrnoTpeda

IIpocnenumoct

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

OO0 OpenopbKu

Cepvxuyscmeumensnocm u anaguiaxcust

Mma cpobimenus 3a crOuTHS Ha aHadmwiakcus. BuHaru TpsoBa ga uMa Ha pa3oIoKeHUE TOIXO A0
MEMIIMHCKO JICYCHHUE U HAaOJII0ICHUE B CIyYail Ha aHa(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[penopbuBa ce BHUMATEIHO HAOIO/ICHIE B TIPOABIDKCHUE Ha Haii-Manko 15 MUHYTH ciielt
BakcuHarmaTa. He TpsiOBa 1a ce mpuiiara BTopa /103a OT BAKCHHATA Ha JIUIIA, MOJIYYNIN aHaDHIaKCHs
KbM IbpBaTa j03a Comirnaty.

Muokapoum u nepuxapoum

Cren BakcuHanust ¢ Comirnaty ca HaOJIFOJJaBaHW MHOTO PEJIKHU CIy4and Ha MHUOKAPJUT U IEPUKAPIIUT.
Te3u cirydau ca HACTHIWIM NIPEAUMHO B paMKHTE Ha 14 THU ciie]] BAKCHHAIIHS, TI0-9ECTO CIIE]]
BTOpAaTa BaKCHHA M MO-YECTO MPH MO-MJIAAH MbKe. OT HAIMYHUTE JaHHU MOXKE J1a C€ TPEATIONONKH, e
NPOTUYAHETO HA MHOKAPIUT U MEPUKAPAUT CJIe] BAKCHHAIIMATA HE CE Pa3imyaBa OT TOBA IPU
MHUOKapIUT WIA TEPUKAPINT KATO IISIIO.

MenunuHCKHTE CIeUAINCTH TPsOBa 1a ObJaT OAUTENHN 3a IPU3HALUTE K CHMITOMUTE Ha
MHUOKapIUT U NIEPUKApAUT. BakcuHupaHnuTe jauia (BKIOYUTETHO POAUTEIUTE WA OOTPHIKBAIIINTE
JUIa) TpssOBa 1a ObJIaT MHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO METUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMITOMH, ITOKA3aTETHA 32 MUOKAPUT WIH IEPUKAPANT, KaTo (OCTpa U MPOIBIDKUTENTHA) OOKa B
T'BPAUTE, 3a1yX WIH NAJIMNUTALMH CJIe] BAKCUHALIAATA.

MGI[I/ILII/IHCKI/ITG CIICIUaIuCTH Tpr6Ba Ja Ha1ipaBAT CIIpaBKa C pPpbKOBOACTBATA W/WITH CIICIIUAJIMCTUTC 3a
JAUArHOCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

PuckbT oT MuOKapauT ciient Tpera qo3a Comirnaty Bee OIe He € OXapaKTepH3HUpaH.

Peakyuu, cévpzanu c mpegoicrnocm

BbB BpBb3Ka CbC CaMUs MPOLEC Ha BAKCUHALIMA MOTaT Jia Bb3HUKHAT pCaKlr, CBbP3aHu C
TPEBOXKHOCT, BKIFOUMTEITHO Ba30BATaJIHNA PEAKINH (CHHKOI ), XUIIEPBEHTIIIAINS WIIH PEaKIny,
CBBp3aHU ChC cTpeca (Halp. 3aMastHOCT, MaJIUTAlKHU, YCKOPEH ChpJeueH PUTHM, IPOMEHH B
KPBBHOTO HaJATaHe, yCelllaHe 3a M3TPhIIBAHE U M3MOTsBaHe). PeaknuuTe, CBBp3aHH ChC CTpeca, ca
MIPEXOTHU M OT3ByUYaBaT OT caMo cede cu. XopaTa TpsOBa 1a ObaT MOCHBETBaHU Ja WHGOPMUPAT 3a
TEe3W CHMITOMH BaKCHHHPAIINS T 32 OIleHKa. BakHO € 71a ce B3eMart Npea3Hi MepKH, 3a Ja ce
NpeAO0TBpaTH HapaHsIBaHE OT MPHUIMaJaHe.

Covnvmcemeauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHE
i octpa uHpekus. Hanmmurero Ha neka nH(EKIMS W/WiM HEBUCOKA TeMIIepaTypa He TpsiOBa Jia
CTaBa MPUYMHA 33 OTJaraHe Ha BaKCHHAIUATA.



Tpomboyumonenus u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxTo nmpu apyru H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATA TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIIA, TIOy4YaBaIld aHTUKOATYJIaHTHA TePAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MMiIHsl), Thil KaTO MIPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHUE.

Hmynoxomnpomemupanu nuya

EdukacHocTTa 1 6e30macHOCTTa Ha BaKCUHATA HE Ca OLIEHEHU TIPH UMYHOKOMIIPOMETHPaHH JINIIA,
BKITIOUHTEITHO TE3H, TOJIyYaBalld HMyHOCcynpecuBHa Tepanusi. Edukacroctra Ha Comirnaty Moxe Jia
€ II0-HUCKA IIPU UMYHOKOMIIPOMETUPAHHU JIULA.

Ipenoppkara qa ce 00CHaM MPUIOKEHHUE Ha TPETa J103a MPU TEKKO UIMYHOKOMITPOMETHPAHH JIUIA CE
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JaHHH B JIUTEpATypaTa OT CEpHsl CIIydad OT OBIAIIBAHETO HA
KIMHUYHATE CHMITOMH TIPH TALMEHTH C ATPOTCHHA UMYHOCYIIPECHS CJIe]l TPAaHCILIaHTALs Ha
conuzieH oprad (Bx. Touka 4.2).

Ipoovrdxcumennocm na 3awumama

[IpoabKUTETHOCTTA Ha 3aIlMTaTa, MPEI0CTaBsIHa OT BaKCHHATA, HE € U3BECTHA, Thil KaTO TS BCE OIIIE
ce OIpeeNs B TEKYIH KIMHUYIHH TPOyYBaHUsI.

Ozpanuuenus Ha eghekmugHocCmma Ha 6AKCUHAMA

Kakro mpu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moske Jla He 3allliTH BCUUKH BaKCHHAPAHU.
Jluna Mo>ke 1a He ca HAITBJIHO 3aLUTEHH 0 7-MHA JACH CIliel BTOpaTa 103a OT BaKCHHATA.

ITomontHm BemecTBa

Ta3u BakcuHa ChIbpKa MO-MajKko oT 1 mmol xanuit (39 mg) Ha 103a, T.e. MOXKE Aa ce Kaxe, e
MIPAKTUUYECKU HE ChABPIKA KATHH.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

4.5 B3aumoaeiicTBHe C APYrH JIeKAPCTBEHU MPOAYKTH U APYru ¢gopmMu Ha B3aUMoJeiicTBIE
He ca npoBexxaanu npoy4yBaHus 32 B3aUMOJIEHCTBUSATA.

ChIrbTCTBANIOTO MpHIIOKEeHUE Ha Comirnaty ¢ Ipyrul BAKCHHU HE € MPOYYEHO.

4.6 @epTHIUTET, OPEMEHHOCT U KbPMEHE

Bbpemennoct

Mwma orpannueH onut oT ynorpedarta Ha Comirnaty ipu OpemeHHH keHn. [IpoyduBanusaTa npu
JKUBOTHHU HE MOKA3BaT MPEKH WM HEMPEKH BpeAHU e()eKTH, CBbP3aHU ¢ OpEeMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH TIOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
IIpunoxenne Ha Comirnaty mo Bpeme Ha OpeMeHHOCT TpsAOBa 1a ce 00CHXKaa, CaMO KOTaTo
MOTCHIIMATHUTE TOI3U HAIBUIIIABAT BCIKAKBH MOTECHIIMATHN PUCKOBE 32 MalikaTta U (eryca.

Kspmene

He e uzBectHo nanu Comirnaty ce eKCKpeTHpa B KbpMaTa.

DepTunurer

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



4.7 EdexTu BbpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

Comirnaty He MOBIHsIBA WM TIOBIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a odupaHe U padoTa ¢
MaluHy. Bee mak HsIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIUSST
CITOCOOHOCTTA 3a modupaHe Wik paboTa ¢ MaIIuHU.

4.8 Hesxenanm JiekapcTBeHH peaKUH

Pesrome Ha mpoduiia Ha 6€30IMacHOCT

Besonacnoctra Ha Comirnaty e olieHeHa IPH YYaCTHUIM Ha Bb3pacT 12 u moBeye roJuHy B

2 KIMHUYHU U3IMUTBaHUA, B KOUTO ca BKitoueHu 23 205 yuactHumm (BkaouBaiy 22 074 yyaCTHHLIN
Ha BB3pacT 16 u nmoeue rogunau 1 1 131 ronomm Ha Bb3pact 12 1o 15 roguHmn), NOTy4niIy IOHE eaHa
no3a Comirnaty.

O6mmaT mpodun Ha 6e3omacHocT Ha Comirnaty py FOHOIIN Ha BB3pacT 12 1o 15 rogunu e mogobeH
Ha HaOJIF01aBaHUs NIPU YYACTHHUIIM Ha BB3pacT 16 U moBeye roIuHu.

B nonbanenne, 306 HaMMYHY OT yYaCTHHLIMTE BBB (pa3a 3 Ha Bb3pacT 18 10 55 roauHu ca Mmoryduin
Oyctep n03a (Tpeta mo3a) Comirnaty mpuOIH3UTETHO 6 Mecela ciel BropaTa g03a. OomusT npodun
Ha Oe30macHOCT 3a Oyctep /1o3a (Tperara J103a) € moo00eH Ha HaOM0JaBaHus el 2 T03H.

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

B IIpoyusane 2 o6mo 22 026 ygacTHUAIM Ha Bb3pacT 16 Wiy noBeve roAWHY ca MOTyUYHIN TOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYE FOJUHH Ca HOIYIHIN
miare6o (BxmrounTenHo 138 u 145 roromm Ha 16- u 17-roguimHa BE3pacT CHOTBETHO B TpylaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye rOAHHU ca
noxyurwin 2 go3u Comirnaty.

KbM MomenTa Ha ananuza Ha [IpoyuBane 2 ¢ nara Ha 3akirouBaHe Ha nanaute 13 mapt 2021 1. 3a
1ane00-KOHTPOIMPAHUS 3aciielieH IepHo/ Ha MPociensBaHe O AaTUTE Ha pas3ciensBaHe Ha
yuactHUIMTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, momyuunnu
miare60) Ha Bb3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBAaHN B IPOABIDKEHNE Ha >4 Mecela Cie/
BTOpaTa jo3a. Tosa Brmousa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
wianedo) yqacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyuniu miamnedo) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-yecture HexxenaHN peakUuy MPH yYaCTHULIMTE HA BB3pacT 16 1 moBeve roAWHH, TOTYy4UIN

2 no3u, ca 0oJKa Ha MSCTOTO Ha MHXKeKTHpaHe (>80%), ymopa (>60%), rmaBobomnue (>50%), Muanrus
(>40%), Brpucaune (>30%), aprpanrus (>20%), MUPEKCHs ¥ MOTyBaHE HA MSICTOTO HA MHKEKTHPaHEe
(>10%) 1 0OMKHOBEHO ca JIEKH WM yMEPEHH 110 NHTCH3UTET U OT3BYYaBaT B pAMKHUTE Ha HIKOJIKO
JIHU cJie]] BAKCHUHAIMATA. MaJIko M0-MaJlka 4ecToTa Ha ChbOUTHUSATA Ha PEaKTOTEHHOCT CE CBHP3Ba C IO~
royisiMa Bb3pacT.

[IpodunbT Ha Ge30macHOCT NpH 545 ydacTHUIM Ha Bb3pacT 16 v oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI0OCH Ha
HaOJIr01aBaHMs pY 001aTa HOMyJIaLusl.

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

Ipu ananu3 Ha [IpoyuBane 2, 6a3upaH Ha JaHHUTE 70 aTaTa Ha 3aKJIIOUBaHE HA JaHHUTE 13 MapT
2021, 2 260 ronommw (1 131, Bakcurupanu ¢ Comirnaty, u 1 129, BakcuHupaHu ¢ mamnedo) ca Ha
BB3pacT 12 10 15 rogunu. Ot 11x 1 308 roHowm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcHHUPAaHU C 1a1e00) ca MPOCIeACHU B MPOIBbIKCHUE Ha Hali-MaJIko 2 Mecella Cjie]l BTopara
no3a Comirnaty. Ouenkara Ha JaHHUTE 3a Oe3zomacHoCT B [IpoyuBane 2 npoabikasa.



Haif-gyecTuTe HE)KeTaHU peaKIK MPY IOHOIIHN Ha Bb3pacT 12 mo 15 roauHu, Momyduiau 2 1034, ca
0orKa Ha MACTOTO Ha HXekTupane (>90%), ymopa u rnaBodonue (>70%), MUanTus ¥ BTpUcaHe
(>40%), aptpanrus u nupekcus (>20%).

Yuacmnuyu na evspacm 18 u noseue 2o0unu — cieo bycmep 0oza (mpema 003a)

Enna moarpyna yuactHunu BB ¢asa 2/3 Ha [IpoyuBane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 110

55 romunwu, 3aBBPINMIN TEPBOHAYATHUS 2-7030B Kypc ¢ Comirnaty, ca mony4unu 6yctep mo3a (Tpeta
nmo3a) Comirnaty mpubnusutenHo 6 mecerna (auamason 4,8 1o 8,0 mecera) cien monyuaBase Ha

Joza 2.

Haii-yecture HexxenaHN peakuuy NP yYacTHUIIMTE HA Bb3pacT 18 1o 55 ronunu ca 6oika Ha
MsICTOTO Ha MHXekTupane (>80%), ymopa (>60%), rinaBobomnue (>40%), muanrus (>30%), BTprcane u
aptpanrus (>20%).

CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha BB3pacT 12 ¥ moBeye roauHu, B TAOIWICH BUT

Hexenanute peakiun, HabII0JaBaHM IO BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30pPOSHH MO-10ITy,
CBIJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Msuoro gectu (>1/10),

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

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

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

Mpuoro peaxu (<1/10 000),

C Hem3BecTHaA YecToTa (OT HATMYHHUTE JaHHHU HE MOKE JIa Ob/Ie HalIpaBeHa OIEHKA).

Tabaunma 1:  HexesaHu peakuuu oT KJIMHUYHHUTe NpoyuBaHus Ha Comirnaty u ot
NOCTMAPKETHHIOBHSI OMUT MPH JMIA HA BB3pacT 12 U noBeye roinHu
CucreMo-opraHeH Kjac MHuoro YecTu Heuectn Penxn C
YecTH (>1/100 o |(>1/1 000 xo| (=1/10000| mem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (0T
<1/1000) | HanMYHHTE
JaHHU He
MOsKe A2
Obae
HanpaBeHa
OI[€HKA)
Hapymenns Ha kpbBTa U JInmbane-
nuMdHaTa cucrema HomaTHus"
Hapymenns na Peaxmun Anadunakcus
HUMYHHAaTa CUCTEMa Ha CBPbX-
YyBCTBH-
TEJIHOCT
(marmp.
o0pusB,
pypuTyc,
ypTHKapus,’
aHrHoeNEM®
Hapymenns na Hamanen
MeTabonu3Ma u amneTuT
XpaHEHETO
ITcuxuuHu HapylHIeHUs! bescbHme




CucreMo-opraHeH Kjac Mmuoro YecTn Heuectn Penkn C
4yecTH (>1/100 go |(>1/1 000 xo| (=1/10000| Hem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (OT
<1/1000) | HanMYHHTE
JaHHH He
MoOKe 12
(139 (5
HATIpaBeHa
OIleHKA)
Hapyiienus Ha HepBHaTa | ['1aBoGosue Jletaprus | Octpa
cucTeMa nepudepHa
TUIeBa
napaansa®
CobpaedHu HapyUICHUs MuoxkapauT;"
Tlepukapaut”
CroMantHo-4peBHI Huapust” lanene;
HapylieHus IToBpbiane
T
Hapymenns Ha xoxata u Xumnep- Epurema
MOJIKOXHATa ThKaH XHUAPO3a; MyaTupopme”
Homan
U3IIOTSIBA
HUS
Hapymenus na Aptpanrus; bonxka B
MYCKYJIHO-CKEJIETHATa Muanrus KpaiHUK"
CUCTEMA U
ChEeIMHUTEITHATA ThKaH
OO HapyUIeHus U bonka na 3auepBsiBaH | AcTeHus,; OObmmpen
e(eKTH Ha MACTOTO Ha MSCTOTO Ha | € Ha Hepasno- OTOK Ha
MIPUIIO’KEHHUE WH)KEKTH- MSICTOTO Ha | JIOXKCHHUE; BaKCHHUPaHH
paHe; uwxkektu- | Ipypuryc sI KpalHUK;"
YmMopa; pane Ha MSCTOTO OTok Ha
Brpucase; Ha UHXXEK- JIALETO™
IMupexcus;® TUpPaHE
OTtok Ha
MSICTOTO Ha
WH)KEKTH-
pane

a. Ilo-romsma gecrora Ha muMmdaneHonatus (5,2% cupsmo 0,4%) e HaOmogaBaHa IPY YIACTHUIIH, TIOTYIHIH
Oyctep m03a (TpeTa /103a), B CPAaBHEHUE C YUACTHHIIU, TIOIYUIHITA 2 TO3H.

6. Kareropusara mo gecToTa 3a ypTHKapus u aHTHOEAeM € “Pemkn”.

B. [Ipe3 mepwoaa Ha mpociensIBaHeTo 3a 0€30MacHOCT Ha KIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpUMa yJacTHHIH B rpynata Ha MPHK BakcunaTta
cperry COVID-19. ITosBara Ha nurieBa nmapanmsa e Ha [len 37 cnex Hoza 1 ([{o3a 2 He e npuioxeHa Ha
yuactHuka) u Iau 3, 9 u 48 cien [o3a 2. Hama choOleHus 3a ciiyuau Ha ocTpa nepudepHa JTUieBa
napajiusa B IpymnaTa Ha mianeoo.

¥ ok

C’b06gaBaHe Ha IOA03UpPaHu HEXCIAHU PECaKITUU

Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3pelaBaHe 3a ynorpeoa.
OtHacs ce 3a pbKaTa, Ha KOATO € IIOCTaBeHAa BaKCHHATA.
[To-ronsiMa "ectoTa Ha MUpEKCHUs € HaOJII01aBaHa ciie]l BTopara /103a B CpaBHEHHE C TbpBaTa J03a.
CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPY PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH
(rTEp TIpe3 MOCTMApKETHHTOBHS TIEPUO]T.

Cp0011aBaHETO HA MOI03UPAHU HEIKEIIAHN PEaKIIMU CIIe] pa3pelliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPoAyKT. OT MEIUIIMHCKUTE CIICITUAIMCTH CE U3UCKBA J]a ChOOIIaBaT BCAKA




IIoJ03MpaHa HEXKEJIaHa peaKrd 4Ype3 HAllMOHAJIHA CUCTEMA 3a CT>06H.IaBaHC, II0COYCHA B
HQI/IJIO)KCHI/IC Vu Jla BKIIFOYaT HapTUAHUSA HOMEP, aKO € HaJIMYUCH.

4.9 Ilpepo3upane

Wma Hanmu4YHU TaHHY 32 TPeIo3UpaHe MU 52-Ma YYaCTHUIM, BKIFOYECHH B KIMHUYHOTO U3IUTBAHE,
KOUTO TIOPaJIX TPEIIKa B pa3pekaaHeTo ca noayqwiu S8 mukporpama Comirnaty. Bakcuaupanute He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WJTH HEXKEIaH! PEaKIIHH.

B cnyyait Ha peno3upaHe ce mpernopbuBa MPOCHE/IBaHEe HA KU3HECHUTE (DYHKIIUH U BH3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. DAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apmakoauHAMUYHU CBOWCTBA

dapMakoTepaneBTHUHA TPyIia: BaKCUHH, Apyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxkneosuano moauduiupanata nadopmarnonna PHK B Comirnaty (To3unamepas) e moj ¢popmara
Ha JIMMUIHA HAHOYACTUIH, KOETO MO3BOJISIBA JOCTAaBAHETO Ha Heperunuupaiia ce PHK B knetkure
TOCTONPHUEMHHIIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJ¥pa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
IICHTpaJIHaTa YacT Ha crupajiara. MyTanusaTa Ha Te3U IBE AMHHOKHCEIIMHH 10 TIPOJIMH CTa0MIH3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYrTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa nmpegu3BUKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPAJU3UPAIIN aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe JIa JTonprHece 3a 3amura cpenry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAIIMOHATHO, PAaHAOMHU3NPAHO, IJ1ale00-KOHTPOIHNPAHO,
3aciencHo 3a HaOmroaarens npoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CEICKIUS Ha
KaHIU/IaTH 32 BaKCHHA U e()UKAaCHOCT IIPH yYaCTHHUIIM Ha Bb3pacT 12 u moBeye roguHM.
PanmoMuzanmsita € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacT, 16- 1o 55-rogumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHUIIUTE B Tpynara

>56 roguan. OT MPOYYBAHETO Ca U3KITIOYCHH YYACTHHIIN, KOUTO Ca UMYHOKOMIIPOMETHUPAHU, U
YYaCTHHIIM € TIPEUIIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenu ca
YYaCTHUIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00JsBaHe, ONpeAeIIeHO KaTo 3a00IIsBaHe, KOETO HE
HaJiara 3HauMMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJAMMIIN MPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHoaedunuter Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na v3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpyrnanu naHau a0 14 Hoemspu 2020 .,
npubsnmzutento 44 000 yyacTHUIM ca paHAOMHU3UPAaHH OPABHO U TPsOBa Aa nomydat 2 no3u uPHK
BakcuHa cpeury COVID-19 unu miane6o. AHaIU3bT 32 €PUKACHOCT BKJIIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHAIIMA € HalpaBeHa B paMKuTe Ha 19 1o 42 quu cien mbpBaTa BakcuHanus. [loBeueto
(93,1%) BakcuHHMpaHH ca MOJy4HIH Bropara f103a 19 mo 23 auu cien losa 1. [lnanupano e
ydacTHULMTE J1a ObaaT npocieasBanu 10 24 mecena ciex Jlo3a 2 3a onieHka Ha 6e3011aCHOCTTa U
epukacnocrra cpeury COVID-19. B kKMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Jia
chOMI0IaBaT UHTEPBAT OT MUHUMYM 14 THH Npean U cie]l TPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHA, 3a Jia mosry4daT uin rmiarebo, wim nPHK Bakcuna cperry COVID-19. B xauHIYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja ChOM0aBaT HHTEPBAJI OT MUHUMYM 60 ITHU mpenu
WK CJIE/l KaTO ca UM OMJTU MPHUIIOKEHU KPBBHH MPOILYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIH


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

UMYHOTTIOOYJIMHY B paMKHTE Ha BPEMETO JIO 3aBhPIIBaHE Ha MPOYYBAHETO, 32 J]a MOTYYaT HITH
mrane6o, win nPHK Bakcuna cpemry COVID-19.

[omynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 n moBedue roaunu (18 242 B rpymnara Ha ”PHK Bakcuuata cpenry COVID-19 u 18 379 B
rpymnara Ha miaie0o), 0e3 naHHu 3a npeauiiHa napexuusa cbe SARS-CoV-2 no 7 auu cien BTopara
no3a. JlombiauTenno uma 134 ygacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynata Ha nPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha rutane6o) u 1 616 yuacTHUIM - HA BB3pacT 75 u
noeeue roaunu (804 B rpynata Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha mane6o).

KbM MOMeHTa Ha MBPBUYHMS aHATIH3 33 €PUKACHOCT YYaCTHULIUTE Ca MPOCJICACHH 3a CUMIITOMU Ha
COVID-19 3a 06110 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 061110
2 222 40BEeKOTOAMHY B IpymnaTa Ha mianeoo.

Hsima KITMHAYHO 3HAYUMH Pa3iKH B o0maTa e()MKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka ¢popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ | MM MOBEYE ChITBTCTRAIIN 3200 IsIBaHMS, KOUTO
yBennuaBaT pucka ot Texka Gopma Ha COVID-19 (mamp. actma, nHzaekc Ha TenecHaTa maca (MTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIepPTOHHS).

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

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau

7-mus neH cien Jo3a 2 — onennma nomyaanus 3a epukacHoct (7 1an)

IInpBa nosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIM 0e3 TaHHU 3a
npenuumHa nHdexuus csc SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inauedo
N# =18 198 N2 =18 325
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon na Ilepuon na BaKkcuHarta, %0
Moarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN)*
Bceuuku yyactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 roguuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
MOBEYE TOINHHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHNTE CiTydan ca ONpPEIEIeHH Upe3 OJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cumnrom,
cpotBercTBail Ha COVID-19 [*Omnpenenenue 3a ciry4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIM 3aCUJIeHA KalllIUIa, HOBOMOSIBIII CE€ WM 3aCHJICH 33yX, BTPUCAHe, HOBOIOSBUJIA C€ UM yBEJIM4YEHa
0o0JIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHUC, B3IAJIEHO I'bPJI0, IUAPUS HITH

MOBPBIIAHE. |
*

B ananu3a ca BKIIIOYECHH y4acTHUIM 0€3 CEpPOJIOTMYHY U BUPYCOJIOTMYHH JaHHHU (TIPean 7-MUsl ACH Clel
MIPHUJIOKEHUE Ha MMOCjIeIHaTa 103a) 3a MuHaaa nadpekims cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 32 aHTHTENA
¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTkpuT SARS-COV-2 ¢ Tect 3a amrumdukanys Ha HyKIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKa) IPH BCsAKa HEIUTAHUpaHa BU3NTA MpeAn 7-MHS ACH

cnen Jloza 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATa IpyIIa.

10




6. nl = bpoif yuacTHHIIN, OTTOBapSIIN Ha OTIPECIICHUETO 3a KpaliHaTa TOUKa.
B. OO6m nepuon Ha HadmoaeHue B Xuisian (1 000) yoBekoroaWHY 3a AajieHaTa KpailHa TOYKa Py BCUYKH
YYaCTHHUIM BBB BCSIKA PECKOBA TPpyIia 10 OTHOIIICHNE Ha KpaifHaTa Touka. BpemeBusT mepnon 3a
HaTpymnBaHe Ha ciydan Ha COVID-19 e ot 7-must nen cnex Jlo3a 2 1o kpast Ha ieproza Ha HabJIro1eH e,
r. N2 =0poif Ha yYaCTHUINTE B PHCK IO OTHOIICHNE Ha KpaifHaTa TOYKa.
n.  JIByctpaHHUAT noBeputeneH uaTepBai (JIN) 3a epuxacHOCT Ha BakcHHATA € TIOJTy4eH Ha O6azara Ha MeToja
Ha Clopper u Pearson, kopurupas crpsmMo BpeMeTo Ha HaOmoaeHue. JIM He e KopurupaH 3a MHOXKECTBEHU

aHaJIU3H.

E¢uxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLuMsITa Ha IbpBa MMOsIBa Ha

COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBall

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 IPYMHUTE MO MOJ, ETHUYECKA PUHAUICIKHOCT U YUACTHHUIIH ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

W3BbpIIeHn ca akTyanu3upaH aHAIH3M 32 €(PUKACHOCT MPH HATMYUETO Ha JOMBIHATEHH,

notbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleNeHOTO I1are00-KOHTPOIUPAHO

mpoclieisiBane, 00XBaniamnio neprojaa jgo 6 mecerna ciexa Jlosza 2 B momynanusta 3a eQuKacHOCT.

AxTyanuzupanata nHpopmanus 3a ehpUKacCHOCTTa Ha BAaKCHHATA € mpeacTaBeHa B Tabnuna 3.

Ta6imna 3:  EduxkacHocT Ha BakcHHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, no Bb3pacToBU NOATPYNH — YYACTHHIM (€3 IaHHM 32 MpeIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — oueHuma
nomyJaanus 3a epukacHocT (7 AHA) M0 BpeMe Ha MJIaNe60-KOHTPOJIUPAHUS
NEepPUHOo/ HA MpocJiesiBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢ukacroct Ha
Ilepuoa Ha Ilepuoa Ha BaKkcuHaTa, %
Ioarpyna Haomoaenune” (N2") Hadmoaenne” (N2") (95% JAN*)
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
1oBeYe TOIMHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 ropuHn 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
oBeYe TOIMHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eIeHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBUIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA

KaIlTUIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJyX; BTPHCAHE; HOBOIOSIBIJIA CE€ TN YBEIHYeHA OOJIKa B MYCKYIINTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IIAJICHO I'bPIIO; THAPHS; TIOBPHIIAHE).

* B anammsa ca BKIIIOYCHH YYAaCTHUIM Oe3 MaHHU 3a MuHala nHpekmus cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a
anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuUBKa] Ha
Busurtu 1 u 2) u ¢ otpuriarenct pesynrat or NAAT (Ha3amHa HATPUBKA) TIPU BCSIKA HETIAHUPaHA BU3KUTA
npesu 7-must JeH cien J{o3a 2.

a. N = bpoil yuacTHUIM B TOCOUEHATA IPyIIa.

6. nl = Bpoii yuacTHHIM, OTTOBAPSIIH HA ONPEICIICHUETO 3a KpalfHaTa TOYKa.
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B. OO0mI mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
Y4YaCTHHIM BB BCSIKA PUCKOBA IPyIIa M0 OTHOIICHHE HA KpaiHaTa To4Yka. BpeMeBHAT Mepro 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 1o kpast Ha ieproja Ha HabIroieHue.

r. n2 = 0poii Ha yIaCTHUIUTE B PHCK [0 OTHOIICHNE HA KpaifHaTa TOYKa.

n. JByctpaHHUAT 95%-eH noBeputeneH uarepnan (JJ1) 3a epukacHOCT Ha BAKCHHATA € MOTy4YeH Ha Oa3ara Ha
Mmetoxa Ha Clopper u Pearson, kopurupaH cripsiMo BpeMeTo Ha HaOJIroIeHHE.

e. BxiouBa moTBBpAEHH CIIydau PU y4acTHHUIM Ha Bb3pacT 12 o 15 rogunu: 0 B rpynara Ha u”PHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha muare6o.

B aktyanmsupanute aHanusu 3a epukacHocT, epuxkacHocTTa Ha UPHK Bakcunata cpemry COVID-19
pu npepeHnusTa Ha nmosisa Ha COVID-19 ot 7-mus citen Jlo3a 2 B cpaBHeHue ¢ miane6o ¢ 91,1%
(95% I ot 88,8% mo 93,0%) 1pu y4aCTHUIIMTE B OIEHUMATA TIOMYJIalus 3a e(UKACHOCT, ChC WIIH
0e3 maHHu 3a npeauinHa napeknus cbe SARS-CoV-2.

JIOTBITHUTEHO aKTYaTM3UPAHNTE aHATU3H 38 e(DUKACHOCT 10 TIOATPYIH MOKa3BaT CXOIHH TOYKOBU
OLIEHKH 3a e(h)UKACHOCT B TPYIMTE IO MMOJI, ETHHYECKA MPUHAICIKHOCT, Teorpad)CKo MOJOKESHUE U TIPH
YYACTHHITMTE ChC ChITBTCTBAIIM 3a00JIIBaHUS U 3aTIBCTIBAHE, CBP3aHH C BUCOK PHUCK OT TEXKKa
dhopma Ha COVID-19.

Edurxacrnocm cpewy meocka popma na COVID-19
AKTyanu3upaH aHaJlM3 Ha BTOPUYHUTE KpailHU TOYKH 32 euKkacHOCT mojakperns nomsara oT uPHK
BakcuHara cperry COVID-19. Bakcunara npenorspatsiBa Texka popma Ha COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATA cpelty Texka popma Ha COVID-19 e npencraBena
caMmo 3a YYaCTHHUIM Cbc Wi 0e3 npeaninna napekuus cb¢c SARS-CoV-2 (Tabnuua 4), Tl KaTo
oposT Ha cirydaute Ha COVID-19 npu yuactaunu 6e3 npeauiiHa uHdeknus cb¢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 cpemy COVID-19 u na nnane6o.

Ta6imuna 4:  EduxacHocT Ha BAKCHHATA — ITLPBA NosiBa Ha Teskka popma Ha COVID-19 npu
YYACTHMIIU ChC WK 0e3 npeauimHa uHpeknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpejeIeHNETO HA ATeHIMSTA 32 KOHTPOJ Ha XpaHuTe u jJekapcrBara (Food
and Drug Administration, FDA)* ciiex lo3a 1 wim ot 7-mus en ciaenx Jlo3a 2 B
nepuoia HA MPOCJIesiBaHe HA IUIANE00-KOHTPOJHPAHOTO MPOYIBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
Cayuaun Cayuaun
nl? nl? EduxacHoct Ha
Ilepuoa Ha Ilepuoa Ha BaKkcuHaTta, %
nadsmonenne (N2° naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen oza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnex Jloza 2° 6,522 (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHHTE CiTyyan ca ONpe/IeIeHH Ype3 MoJIMMepa3Ha BepKHA peakius ¢ o0paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBUIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA
KaIlUTHI[A; HOBOTIOSIBUJI C€ MJIM 3aCUJICH 33]yX; BTPHCAHE; HOBOIOSIBIIIA CE HJIH yBeJn4YeHa 00JIKa B MYCKYJIUTE;
HOBOIIOSIBMJIA c€ 3ary0a Ha BKYC WJIM MUPHC; Bb3NAJICHO I'bPJI0; TUaPHs; TIOBPBILIAHE).
* Texxka popma Ha COVID-19, kakro e onpenenero ot FDA, e norespaen COVID-19 n nannune Ha Hai-Maiko
1 ot cnegnuTe:
e  KinuHUYHHM MpU3HALM B TOKOM, MOKA3ATEITHN 32 TEKKO CHCTEMHO 3a00JsIBaHe (MXaTeNHA YeCTOTa
>30 BOMIIBaHMA B MUHYTA, Chbp/I€YHA 4eCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTacH BB3AyX Ha MOPCKOTO paBHUIIC UK CbOTHOIICHUEC HAa apTECPUATHOTO MapUHUaIHO HAJIATAHE HA
KHCIIOpoJa KbM (pakiusTa Bauman kuciaopoa <300 mm Hg);
e JluxaTejHa HEAOCTATHYHOCT [OIpE/IeieHa KaTO HYK/a OT MM0IaBaHe Ha KHCJIOPO/]] C BUCOK MOTOK,
HEMHBA3WBHA BEHTHJIAINS, MEXaHUYHA BEHTHJIALUS WIN KCTPAKOPIIOpaiHa MeMOpaHHA OKCHTCHAIHS
(extracorporeal membrane oxygenation, ECMO)];
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e JlaHHH 3a ITOKOBO ChCTOSIHHE (CHCTONIMYHO KpBBHO Haisrane < 90 mm Hg, nuactoanvHo KphBHO
Hansirane < 60 mm Hg wim Hykzia ot Ba3ompecopH);

e 3Haumma ocTpa ObOpedHa, YepHOAPOOHA MIIM HEBPOJIOTHYHA TUCYHKIIUS,

e [Ipuemane B oTJesIeHIE 32 MHTCH3UBHU TPIKH;

e  CwMmbpT.

nl = Bbpoii ygacTHHIIN, OTTOBAPSIIN HA OTIPEIEICHUETO 3a KpaifHaTa TOUKa.

n2 = Bpoii Ha yYaCTHUIMTE B PUCK MO OTHOIICHUE HA KpaifHATa TOYKA.

B. JIBycTpanHusT noseputencH untepsai () 3a epukacHoCTTa Ha BaKCHHATA € TIOJIyUeH Ha 0a3aTa Ha METO/a
Ha Clopper u Pearson, kopurapas cpsiMo BpeMETO Ha HAOJFOICHHE.

r. EdukacHocT, orienena Ha 6a3ara Ha Is1ata HatMuHa (Moaquunupana intent-to-treat) momysarus yaacTHunmy,
nonyumin J[o3a 1, 3a ornieHKa Ha e()UKACHOCTTA, KOSITO BKIIFOYBA BCUUKU PAaHIOMU3ZUPAHU YUACTHUIIH,
HOJIy4rIH TIoHe 1 1033 OT M3MKUTBAaHATA HHTSPBCHIINS.

n.  O6m neprox Ha HabroneHue B xusian (1 000) doBekoroAWHY 3a JajieHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIIM BBB BCAKA PHCKOBA TPYIa [0 OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro 3a HaTpyIBaHe
Ha cimyyan Ha COVID-19 e ot [o3a 1 1o kxpast Ha repro/ia Ha HaOIOACHHUE.

e EduxacHocr, orleHeHa Ha 6a3ara Ha orjeHHMaTa 3a epuKacHOCT (Ha 7-Mus JeH) MOIyJanus, KOSTO BKIF0YBA
BCHYKH MOJXOISIIN PAaHIOMUAZHPAHU YIACTHUIIH, TIOTYYHIIA BCHIKH JJO3H OT H3IUTBAHATA HHTCPBCHITHS,
KaKTO Ca PaHIOMHU3UPAHH B IPEIABAPUTEITHO OMPEICICHHUS PO30PEIl, 03 APYrH ChIECTBEHH OTKIOHCHHS OT
MPOTOKOJIA, KAKTO € OMPEIEIICHO OT KIIMHHUIIUCTA.

. OO nepuon Ha HaOmoaeHue B xwisian (1 000) woBekorouHM 3a JAajieHaTa KpaitHa TOYKa P BCUYKH
YUYaCTHHUIIM BbB BCSIKA PHCKOBA IPyIia [0 OTHOIICHUE Ha KpaliHaTa Touka. BpeMeBUAT mepro/1 3a HaTpyIBaHe
Ha ciryuan Ha COVID-19 e ot 7-Mus aeH cien [lo3a 2 1o kpast Ha mepuojia Ha HabroAeHue.

o

Eguxacnocm u umynocennocm npu ronowiu Ha ev3pacm 12 0o 15 coounu — creo 2 003u

IIpu ananm3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 1o 15 rogwam 6e3 maHHu 3a IpeanITHa
unbexuys, Hama ciaydan npu 1 005 ygacTHuUIM, MOIyYnIM BAKCHHATA, © ©Ma 16 ciaydast nmpu

978 yuyactaunu, moryuuiny miamne6o. ToukoBara orieHka 3a edukacHocT e 100% (95% noeputenen
untepsain 75,3; 100,0). IIpu yyactHHIM cbe Wiau Oe3 TaHHM 32 npeauinHa nHpekys nma 0 ciaydas
npu 1 119-te yyacTHHIM, MOTYYHIN BakcuHata, u 18 ciaydas npu 1 110-Te yuacTHUIM, TOTYYHIH
iane6o. ToBa chilo mokasea, 4e TOUKOBaTa oueHka 3a epukacHoct € 100% (95% nosepurenen
uaTepBan 78,1; 100,0).

B IpoyuBane 2 € mpoBe/ieH aHAIN3 HA TUTPUTE HA HEYTPAIU3UPAIIUTE AaHTUTENA CPEILy
SARS-CoV-2 1 mecen cnen [lo3a 2 mpu n3bpana Ha cilyyacH NPUHIIMII IOATPYTa y4acTHHLN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTUYHM JaHHM 32 MuHaia uHdekius cb¢ SARS-CoV-2 no 1 mecer cien
Jlo3a 2, cpaBHsBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ To3u npu
YUYACTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHHETO HA CPEAHUTE TCOMETPUIHH THTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 o 15 rogunu crpsiMo Be3pactoBara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTesHo € TOCTHTHAT KPUTEPUSAT 32 HE M0-MaJika e(DUKaCHOCT, KOUTO €
choTHOMmEHuE 1,5 , Thil KaTo moHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuyHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

Hmynoeennocm npu yuacmuuyu Ha 8vspacm 18 u noseye 200unu — cied dycmep 003a (mpema 003a)
EdextuBHOCTTa Ha eqHa Oyctep no3a Comirnaty ce 6a3upa Ha OI[CHKA Ha TUTPUTE Ha
HeyTpanu3upamure antutena cpeury SARS-CoV-2, namansBamiu BupycHaTta akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020). B TIpoyusane 2, ananusure Ha NT50 1 mecerr cien 6ycrep n03ara,
CpaBHSIBaHHU C T€3M 1 Mecell Clie]] MbPBUYHATA CePHsl, IIPH JIMIIAa Ha Bb3pacT 18 mo 55 roaunu 6e3
CEPOJIOTHYHH WJIM BUPYCOJIOTUYHH JaHHH 32 MuHana nHekus cbc SARS-CoV-2 o 1 mecern cien
OycTep BaKCHHAITUS TTOKA3BaT HE MO-MaJlka e()UKaCHOCT TI0 OTHOIIIEHUE KAaKTO HA CPEAHOTO
reomerpruHo chotHomienrne (GMR), Taka 1 Ha pa3nukaTta B CTENIEHTa Ha CEPOOTTOBOP.
CepooTroBOpbT MPpHU €ANH YIACTHHUK CE ONPEAEII KaTo MOCTUraHe Ha >4 mbTH noBuiieHue Ha NT50
OT M3XO/IHO HKBO (TIpeI IbpBUYHATA cepus). Te3n anamusu ca 0600menu B Tabuia 5.
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Tabauua 5. Anaaus Ha HeyTpaausupanero Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne Ha GMR u cepoorrosopa 1 mecen ciex 6ycrep g03a
cnpsiMo 1 Mecen ciie] MbPBUYHA cepusi — YYACTHHIH Ha BB3pacT 18 10 55 roqunn
0e3 1annm 3a uHdexuus 10 1 Mecen ciaeqn dycrep A03a* — oeHMMA NMOMYJIALHUS 32
HMYHOT€HHOCT Ha OycTep j03a*

1 mecen ciaen
oycrep no3a/- | IlocTuruara
1 mecen ciaen | 1 Mecen cien | meJ 3a He IO-
1 mecerr cjien IbPBUYHA MbPBUYHA MAaJIKa
OycTtep 1032 cepust cepust eduxacHoct
Ananus N (95% JIN) (95% JIN) (97,5% JIN) (JUH)
Cpenen
reoMeTpuveH
THTBP HA
HeyTpaJu3upammre
aHTHTEJIA,
HAMAJIABAL
BHpYyCHATA
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
cepootrosop (%)
NPH TUTBHP HA
HeyTpaJu3nupammre
AHTHTEJIA,
HAMAJISABAL 199¢ 196¢
BHpYCHATA 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%7) g

Coxpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHomeHue; GMT = cpenen
reomerpruueH THTHP; LLOQ = nosHa rpaHuna Ha KOJMYECTBEHO ompenersiae; N-CBbp3Balll = CBbP3Balll
Hykneonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanms Ha HyKJIeHHOBH Kuceinnu, NT50 =
TUTBHP Ha HEYTPAIM3HUPAILIITE aHTHUTEINA, HAMAJIBAIl BUpycHaTa akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK
OCTBP pecHnupaTopeH CHHAPOM KopoHasupyc 2; JI/H = na/ne.

t SARS-CoV-2 NT50 e onpezernen ¢ moMoIITa Ha AHAIN3 Ha MUKpOHeyTpanmsanuaTra Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3noszsa (yopecleHTeH pernopTep BUPYC, MOJIyYeH OT Iama

USA WA1/2020, u BupycHaTa HEeyTpaJIu3alys 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 BKIIOYCHH yYaCTHULHU Oe3 CEpOJIOTHYHH MIM BUPYCOJIOTHYHH AaHHH (o 1 Mecer] cien

mosry4yaBane Ha Gycrep moza Comirnaty) 3a munana nudexmms cbec SARS-CoV-2 (1.e. oTpuIaTeHy 3a

N-cBbp3Bamu antutena [cepym] u Heotkput SARS-CoV-2 ¢ NAAT [Hazanta HaTpuBKa)) ¥ C

orpunaresiet pesynrat oT NAAT (HazanrHa HaTpUBKa) TIPH BCsIKa HETUTAHMpaHa BU3KTA 10 1 Mecerr e

Oyctep mo3a.

Bcewuky noaxo sy yaacTHHIM, noxyduad 2 1o3u Comirnaty, KakTo ca paHIOMH3HPAHH ITbPBOHAYAIHO, €

npuioxera Jlo3a 2 B paMKuTe Ha IPEIBAPUTEIIHO ONpeaeeHus npo3opell (B pamkute Ha 19 10 42 nuu

cien J{o3a 1), moayunnu Gyctep mo3a Comirnaty, ¢ moxe 1 BaiuaeH u onpeaesicH pe3yTar 3a

UMYHOTEHHOCT Clie/l OycTep /103a PH B3eMaHe Ha KPbB B pAMKUTE Ha MOAXO/SII Mpo3opelr (B paMKUTE Ha

28 110 42 nuu crien Gyctep m103aTa) U 63 APYTH CHIIECTBCHH OTKIOHEHHUS OT MPOTOKOJIA, KAKTO €

OIIPEZIeICHO OT KIIMHUIUCTA.

a. N = 0poil yYaCTHULIM C BaJMIHHU U ONPEACICHN PE3YITaTH OT aHAIN3a U B IBETE BPEMEBU TOUYKH 32
B3eMaHe Ha KPBB B PAMKHTE Ha ONpeleNIeH s IIPO30peL]

6. GMT u 2-crpannute 95% JIU ca nzuncieHn Ype3 eKCIIOHCHIIMOHUPAHE Ha CPeHATA IOTapUTMHYHA
CTOWHOCT Ha TUTpUTE U choTBeTHUTE AU (Ha 6a3aTa Ha pasmpenencnuero Ha Student t). Pesynrarure ot
ananm3a moa LLOQ ca 3amanmenu xato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% /I ca u3uncieHn 4pe3 eKCIIOHCHIIMOHUPAHE HA CpEIHATA Pa3iInKa B
JIOTapUTMHUYHUTE CTOMHOCTH OT aHanu3a u chotBeTHUTe JIU (Ha GazaTta Ha pasmpenenenuero Ha Student t).

r. He no-manka edukacHocT e Aekiiapupana, ako JoJiHaTa rpaHuna Ha 2-ctpannus 97,5% JI1 3a GMR e
>0,67 u ToukoBara oneuka 3a GMR e >0,80.

I+
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J. N = O0poi y4aCTHHLM C BaJUIHU U ONPENEIICHN PE3YITAaTH OT aHAIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOTHO
HUBO, 1 Mecer cien Jloza 2 u 1 mMecery cnex OycTep 103a B paMKHTE Ha ONpeesieH s mpo3opetl. Te3u
CTOHHOCTH Ca 3HAMEHATEIH MPU IMPOLIEHTHUTE U3UHCIICHHI.

e. Opoif yyaCTHHIN CHC CEPOOTTOBOP 3a JAJACHUS aHAIN3 IIPH JaJieHaTa 103a/BpeMeBa TOUKa 3a B3eMaHe Ha
npoba. Touen 2-ctpanen 1M, 6azupan Ha metona Ha Clopper u Pearson.

k. Pasnnka B ChOTHOIICHUATA, M3pa3eHu Kato nporeHT (1 mecerr cien Gycrep mosa — 1 mecern cien J{o3a 2).

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

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

NpOLIEHTHATA pa3iuka e >-10%.

= »

Ilenuarpuyna nonyianus

EBpornelickarta areHIus 1o gekapcTBara oTiiara 3aJbKEHUETO 3a IPEAOCTaBsIHE HA PE3YNTaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomynanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a “H(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

To3u nexkapcTBEH MPOAYKT € pas3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe MmoJl ycIoBue".
ToBa o3Ha4aBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT C€ OYaKBaT AOMBJIHUTENHHU NaHHU. EBponeiickata
areHIys 110 JIeKapcTBaTa Iie U3BBPIIIBA Mperiie]l Ha HoBaTa WH(POPMAIIUS 32 TO3H JIEKAPCTBEH MPOIYKT
MOHE BeHBkK roaniHo 1 Ta3u KXII choTBETHO 111€ ce akTyanusupa.

5.2 dapmMakoKHMHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIVHUYHHU JaAHHU 32 0€30MACHOCT

HexknuuanaHuTe NaHHN HE TIOKAa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
MIPOYYBAHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO MPHJIaraHe, PEPOAYKTUBHA TOKCHYHOCT M TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBalny 3 MbJIHU JI03U 3a X0pa
BEJIHBX CEIMUYHO, TEHEPHUPAIIN OTHOCUTEITHO BUCOKH HHUBA MPHU TUTHXOBE TIOPAIH pa3IndusITa B
TEJIECHOTO TETJI0), TTOKa3BaT MaJIbK OTOK M €pPUTEM Ha MSICTOTO HAa HHXKEKTHPAHE M YBEITMIaBaHE HA
OenuTe KPBBHU KIETKH (BKIIOYUTETHO 0230 MiIn U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIlUs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Benuku edextu ca 6unm o0OpaTumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca mpoBexxganu mpoy4YBaHUs HATO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuau 1 ”PHK) na uMat reHoTOKCHYEH MOTCHITUAI.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PA3BUTHETO Ca M3CJIEABAHH MPH IITHXOBE B
KOMOWHHUpPAHO MPOyYBaHe Ha PEepTUINTETA M TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
MpuUjarad HHTPAMYCKYJTHO Ha KEHCKH ILTbXOBE Mpear Yn(TOCBaHEe U TI0 BpeMe Ha TeCTarus
(momyuaBaiy 4 HJIHU 103H 33 XOpa, FTeHEPUPAIH OTHOCUTETHO BUCOKM HUBA MPH IUTBXOBE MOpaan
pa3nuyuATa B TEJIECHOTO TETJIo, B IepHoa Mexay aeH 21 npenn undTocBaHETO U recTalliOHEH

nen 20). OtroBopu ¢ nosiBa Ha HeyTpanuzupany antutena cpey SARS-CoV-2 uma npu KUBOTHHTE
MalKy OT leproia pean YuTOCBaHETO A0 Kpasi Ha MPOYYBAaHETO B MOCTHATAJeH JeH 21, KaKkTo u
npu (eTycute U MoKoseHuero. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY (PepTHUIINTETA,
OpeMeHHOCTTa HITH eMOpHO(ETATHOTO Pa3BUTHE MITH PA3BUTHETO HA MOKOJIEHUETO. JIuTicBaT maHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAHETO HA BAKCHHATA MPe3 IUIALEHTaTa WM €KCKPEIHsATa B MIIKOTO.
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6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTrin)azaneanii )ouc(xekcan-6,1-nuwmn)ouc(2-xexcmiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanenmnaneramuy (ALC-0159)
1,2-nucreapomin-sn-riumnepo-3-pochoxonun (DSPC)

Xonectepo

Kanues xnopun

Kanues quxunporendocdar

Hatrpues xnopun

HunatpueB gocdar auxuapat

3axapo3a

Bona 3a nnxeknuu

Hatpues xunpokcun (3a kopexmus Ha pH)

XJI0pOBOAOPOAHA KUCETHHA (3a KopeKuus Ha pH)

6.2 HechbBMECTUMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jla ce CMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH, C U3KIIFOUESHUE Ha
[IOCOYEHUTE B TOUKA 6.6.

6.3 Cpok Ha rogHoct

HeotBopen duakon

3ampazen praxon

9 Meceria, korato ce chxpansia rnpu -90°C mo -60°C.

B pamkuTe Ha 9-MeceuHUst CPOK Ha TOJHOCT HEOTBOPEHUTE (IIAKOHH MOXKE JIa C€ ChXpaHsBaT U
Tpa"cnoptupar npu -25°C go -15°C 3a egHOKpaTeH nepruoa 10 2 CeAMMIIH, ClIeA KOETO MOKE /1a ce
BbPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C.

Koraro ce cpxpansBat 3ampazenu mpu -90°C no -60°C, onakoBkute cbe 195 akoHa BakcrHa MOrat
na ce pazmpasar npu 2°C go 8°C 3a 3 vaca, 8 eTUHUYHN (IIAKOHU MOTAT JIa ce Pa3MpassT NpH craiiHa
temmepatypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gpraxon

1 mecern ipu 2°C no 8°C B paMKuTe Ha 9-MeceuHusI CPOK Ha TOTHOCT.

B pamkunte Ha 1-MecedHus Cpok Ha FOJHOCT IpH yCIOBUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpPaHCIIOPTUPAHE MOXKE J1a Ce U3Mo3BaT 10 12 vaca.

[Ipenu ynotpeda HEOTBOPEHHAT (IIAKOH MOXKE J]a ce ChXpaHsiBa JIo 2 yaca npu temmeparypa no 30°C.
C pa3mpazenute GIaKoHU MOKE JIa ce padOTH B YCJIOBHSI HA CTaiiHA CBETIIMHA.

Caen pasMpa3ssiBaH¢ BaKCHUHaTa HE TpﬂﬁBa aa ce 3aMmpa3siBa OTHOBO.

Paboma npu memnepamypnu omxioneHus cied uzeadxcoare om gpuzepa

JlaHHUTE 3a CTAOMITHOCT MOKA3BaT, Ye HEOTBOPCHHUAT (PJIAKOH ¢ CTAOWIICH JI0:

. 24 4aca, Korato ce cChbxpasspa InpH temmeparypa ot -3°C go 2°C

. 006110 4 gaca, koraTo ce chxpansBa mpu temneparypa ot 8°C mo 30°C; ToBa BKIItOUBa 2-Ta 4aca
npu Temnepatypa 1o 30°C, onucanu mo-rope

Tazu I/IH(l)OpMaHI/Iﬂ € Ip€aHasHa4YCHa Ja YIIbTH MCAUIMHCKUTE CIICTIUAIIUCTHU CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIICPATYPHO OTKIIOHCHHUC.

Tpancghep na 3ampasenu paakouu, Coxpanasanu npu cepwvxuucka memnepamypa (<-60°C)
. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
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M3BaJZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temmeparypa (<-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-mMainko 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 Cren kato KyTHHTE ¢ (IAKOHH Ce BhPHAT 00PAaTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CITe]]
eKCTIO3UIHS Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHAT Ha ChXPAaHCHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBJDKEHUE HA Hal-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, Chabpkau 195 ¢nakona,
M3BaJICHU OT ChXpaHEHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar ja ocTaHat Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MHUHYTH.

o [MnutkuTe KyTHU ¢ HIAKOHK, HA KOUTO KAIallUTe ca OTBOPEHH, MITH TE3U, KOUTO ChABPIKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJACHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C no -15°C), morat aa octaHart Ha Temneparypa 1o 25°C He nmoBeye OoT 1 MUHYTA.

Crient KaTo BEJJHBK J1aJicH (DJIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TOH TpsiOBa 11a ce
pasmpasu 3a ynotpeoa.

Pa3penen jekapcTBEH IMPOAYKT

JlokazaHa € XMMHYHA M (pU3HYHA CTAGHIHOCT 110 BpeMe Ha yrnotpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 yaca mpu 2°C mo 30°C ciex paspeskaane B Hatpres xiopua 9 mg/ml (0,9%)
UHKEKIIMOHEH pa3TBop. OT MUKPOOHOIIOTHYHA TIIeIHA TOYKA, OCBEH aKO METOIBT Ha pa3pexkaaHe
U3KJII0YBA PUCK OT MHUKPOOHA KOHTAMHHALIKS, IPOAYKTHT TPOBa J1a ce M3IM0J3Ba BeHara. AKo He ce
U3II0J13Ba BEJHAra, BpEMETO U YCIOBHUSATA Ha ChXPaHEHHUE M0 BpeMe Ha yroTpeba ca OTTOBOPHOCT Ha
noTpeduTens.

6.4 CnenuaJHM ycJI0BHUS HA CbXpaHeHUe

Ja ce cbxpansiBa BbB (hpusep mpu -90°C go -60°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 JIa Ce MPEeIa3u OT CBETIINHA.

ITo Bpeme Ha ChXpaHEHHE CBEIETE JO MUHUMYM H3JIaraHeTO Ha CTaifHa CBETJIMHA U U30sSTBaliTe

n3Ji1araHe Ha IIpsgKa CJIbHYCBA CBETIIMHA U YJITPaBUOJICTOBA CBETIIMHA.

3a yCcIoBHATA HA CbXPaHEHHUE CIIeN pa3MpassiBaHe U pa3pek/laHe Ha JICKAPCTBEHUS MTPOYKT BHKTE
TO4YkKa 6.3.

6.5 Buau chabpiKaHHe HA ONIAKOBKATA

0,45 ml KOHIIEHTpAT B MPO3pavyeH MHOTro1030B (pakoH (cThkiio Tum 1) 2 ml che 3amymanka
(cunTeTnyHa OpOMOOYTHIIOBA TyMa), C aTfyMHUHHEBA OOKATKa U OTYYIMBALIO CE JIMIABO IJIaCTMAcOBO
karnade. Beeku ¢uiakoH cbibpika 6 1034, BUXKTE ToUKa 6.6.

Bun omakoska: 195 ¢makona

6.6 CneuuajHu mpeanasHu MepKH MPHU U3XBbPJsiHe H padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa 1a ce€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO C€ M3IT0JI3BA aCENITHIHA
TEXHUKA, 33 JIa CE FApaHTUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHS.
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ITPOBEPKA HA 1O3ATA COMIRNATY 30 MUKPOT'PAMA/IO3A KOHHEHTPAT 3A
NHXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJIMHHN)

JInnaso
Kamaue

DLUTE BEFORE U

Date / Time:

IMposepere nanu GrakoHBT € C JTUITABO
IUTACTMACOBO Karaye.

AXO (IIaKOHBT € ChC CHUBO IJIACTMACOBO
Karadge, MOJIsl, HallpaBeTe CIIPaBKa ¢
KpaTKaTa XapaKTepPUCTHKA Ha MPOIyKTa
3a Comirnaty 30 Mukporpama/ao3a
MHXEKIIMOHHA TUCTICPCHSL.

AKO (IIaKOHBT € C OPAHKEBO
IJIACTMACOBO Kamaye, MOJIs, HalpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha
npoaykra 3a Comirnaty

10 mukporpama/no3a KOHLIEHTpAT 3a
MH)XEKLIUOHHA JHCIIEPCHSL.

PA3MPA3SABAHE IIPEJIU PA3SPEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA/O3A
KOHUEHTPAT 3A UH) KEKIITMOHHA JUCIIEPCUSA (JIMIIA HA 12 U1 IIOBEYE

T'OJNHN)

He noBeue ot

TemMmeparypa
(mo0 30°C)

~

2 yaca npu craiiHa

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpaseH U TpsiOBa Jia ce pa3Mpasu
npeau pa3pexaane. 3aMpa3eHUTe
(akoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassiT; pa3Mpa3sBaHETO Ha e/lHa
omakoBKa ckC 195 ¢makoHa Moxe n1a
otHeMe 3 yaca. Be3MoskeH e ChIIo Ipyr
BApUAHT, IPU KOWTO 3aMpa3eHUTE
(akoHM Ja ce pazmpasar 3a 30 MUHYTH
npu remnepatypa 10 30°C 3a HezabaBHa
yrotpeoa.

HeotBopenusr dhiakoH Moxe aa ce
ChbXpaHsBa 3a nepuoj 1o 1 mecen npu
2°C no 8°C B paMkuTe Ha 9-MeceuHus
CpOK Ha roaHocT. B pamkure Ha
1-meceunust cpok Ha FOAHOCT IIPU
yCIIOBHATA Ha cbXpaHeHue ot 2°C 110
8°C, 3a TpaHCIOpPTHPaHE MOXKE /1A Ce
u3noisBar Jo 12 gaca.

OcraBeTe pa3Mpa3eHUAT (QIaKoH aa
JOCTHTHE CTaiiHa Temneparypa. [Ipeau
ynoTpe6a HEOTBOPEHUSAT (DIaKOH MOXKE
Jla ce ChXpaHsBa 710 2 yaca MpH
temmepatypa 10 30°C. C pazmpaszeHure
(1akoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.

Buumarenno o0bpHeTe (riakoHa

10 neTH npenu paspexaane. He
pasKiaanTe.

[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIbpyKa Oesn 10
Ho4uTH OeH Herpo3padyHyu aMOphHU
YaCTHUIIH.
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PA3PEKIAHE HA COMIRNATY 30 MUKPOT'PAMA/IO3A KOHLHEHTPAT 3A
NHKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJIMHHN)

e Pa3mpaszenara BakcuHa Tps0OBa Jia ce
paspeny B HeWHUS OpUrHHANICH (pIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTo ce
u3nojssa urina 21 G, win mo-ThbHKa, U
acenTuYHa TEXHUKA.

1,8 ml narpues xiaopua 0,9%
WHKEKIIHOHEH Pa3TBOP

e l3paBHeTe HaMATaHETO BHB (hIIaKOHA
IIpey Ja U3BaJiuTe Urjiata oT Hero, KaTo
nzrernute 1,8 ml Bp3ayX B
H3Mpa3HeHaTa CIIPUHLIOBKA HA
paspenurens.

H3rerere 0yraaoro a0 1,8 ml, 3a na
OTCTPaHNUTE BB3AyXa OT (pJIaKoHa.
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Baumartenuno 10 nbTH

Buumarenno o0bpHeTe paspeneHara
nqucnepcus 10 meTu. He paskiamaiire.
Pa3penenara Bakcuna TpsiOBa na
IPE/ICTaBIISABA OYTH OsiIa TUCTICPCHS
0e3 Buaumu yactuiu. He u3nonzpaiite
paspeneHaTa BaKCHHA IIPU HAJIMYHUE Ha
YacTULM WIN IIPOMSIHA B L[BETA.

DILUTE BEFORE 4

Dste / Time:

3anumere cbOTBETHUTE JaTa U Yac.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca
cJie/l pa3pexaaHe.

Ha paspenennre dakonu TpsiOBa ma
ObaaT oTOeIIsI3aHN CHOTBETHHUTE JaTa U
yac.

Crnen pa3pexaane, CbXpaHsIBalTe MpU
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 Jaca, BKITIOUYHUTEITHO BPEMETO 3a
TpaHCIIOPTUPAHE.

He 3ampa3zsiBaiite win paskiamanrte
paspeneHara nmucnepcusi. Ako e Ouna
[I0CTaBEHa B XJIAJWJIHUK, OCTaBETE
paspeneHaTa TUCIIePCHs 1a TOCTUTHE
CTaifiHa TeMIepaTypa Mpean yrnoTpeoda.

20




HA 12 1 ITIOBEYE I'OAUHHN)

MNPUT'OTBSAHE HA UHAUBU Y AJIHU 1031 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UTHXKEKIIMOHHA JUCIIEPCUA (JIMLA

0,3 ml paspenena BakcuHa

Cren paspexnane (GIaKoHBT ChIbpiKa
2,25 ml, oT KOMTO MOraT Ja ce U3TETIAT
6 go3u mo 0,3 ml.

Karo u3nonsBare acenTu4Ha TEXHUKA,
MOYKCTETE 3aIyIIajaKara Ha (IakoHa ¢
TaMIIOH 3a €IHOKpaTHa yrmorpeba,
HAIOCH C AaHTUCETITHYCH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MOA3BAT CIIPUHIIOBKH
W/WJIH UTIIN C MalTbK MBPTHB
(Hew3non3BaeM) 00eM, 3a J1a Ce U3TETIISIT
HIECT JI03H OT eluH (pIaKoH.
KoM0OunanusTa OT CIpUHIIOBKA U UTJIA C
MaJTbK MBPTHB 00€M TPsIOBA 1a UMa
MBPTHB 00€M HE MO-TOJISM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JIOCTaThueH 00eM 3a M3TETIISHE Ha MIeCT
JTO37 OT eIrH (hJIaKOH.

Besika 1o3a tpsaoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KONMYEeCTBOTO Ha OCTaHaJlaTa BbB
(hmaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1siia no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM
W3xBBpIreTe HeW3MmoI3BaHaTa BAaKCHHA B
pamKuTe Ha 6 yaca cieJ pa3pekIaHe.

H3xBBpasiHe

Hewnsnon3panusr JICKApPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPpUAIIU OT HETO TpH6Ba Aa CC U3XBBPJIAT

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

(hakc: +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 .
Jata Ha nocienno nmoaHoesBane: 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 MHOTO#030B (hiakoH. [la He ce pa3zpexna npenu ynorpeoa.

Enun ¢pnaxon (2,25 ml) echabpka 6 qo3u mo 0,3 ml, Bmwkre Touku 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama to3unamepan (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 TpaHckpumiwms ot choTBeTHUTe JJHK-MaTpuim, komupaniu

BupycHus S (spike) nporenn Ha 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 € MMOKa3aHa 3a aKTHBHA MMYHHU3AIIUS 32
npeBeHnus Ha 3a0omsBaneTo COVID-19, npuunneHo ot Bupyca SARS-CoV-2, Ha uiia Ha Bb3pacT
12 v moBeuye roAUHM.

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

4.2 J103MpOBKA M HAYMH HA MPUJIOKEHHE

gO?»H[}OBKa

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce nmpujiara HHTPaMyCKYJIHO KaTo MbpBHYeH Kypc oT 2 mpo3u (1o 0,3 ml Bcsika).
IIpemoppuBa ce BTOpaTa 1034 Jia Ce MPUIOKH 3 CEIMHUIIN CIIe IbpBara a03a (Bk. Touku 4.4 u 5.1).

Byctep no3a (Tpeta mo3a) Comirnaty Moxe Jia ce MPUIIOKH UHTPAMYCKYITHO Hai-MaJIko 6 Mecera

cJIeI BTOpaTa /103a Ha JIMIAa Ha Bh3pacT 18 u moBede roguHu. Pemmennero Kora u Ha KOTo Ja ce
npuiIoku TpeTa mo3a Comirnaty TpsiOBa Ja ce B3eMe Bbh3 OCHOBA Ha HAIMYHUTE JIaHHU 32
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e(eKTUBHOCTTA Ha BAKCHHATA, KATO CE UMAT MPE/IBUJ] OTPAHUYCHUTE JIaHHU 33 6€30IMacHOCT (BXK.
ToukHd 4.4 1 5.1).

BsanmoszamensiemoctTa Ha Comirnaty ¢ Bakcunu cpetry COVID-19 ot apyru npon3BoanTenu 3a
3aBbpIBaHE Ha MbPBUYHUS BAKCHHAIIMOHHUS KYPC WU MPHIIIOKEHNE Ha OycTep J03a (Tpera 103a) He
ca ycraHoBeHu. Jluiia, Ha kouto e npuioxeHa 1 mo3za Comirnaty, TpsiOBa Ja rmojydaT BTOpa 103a
Comirnaty, 3a 1a 3aBbpIIAT TEPBUYHUS BAKCUHAIIMOHHMSI KYPC, U 3a J1a MOXKe J1a UM OBbJaT NpuiaraHu
nonbiaau 1034, Jlosure Comirnaty 30 Mukporpama/no3a KOHIEHTPAT 3a HHKCKIIHOHHA TUCIICPCHUs
cien paspexaane u Comirnaty 30 MUKporpama/o3a HHKEKIIMOHHA JUCIIEPCHS CE CUMTAT 3a
B3aUMO3aMEHIEMHU.

Teoicko UMYHOKOMIPOMEMUPAHU uya Ha ev3pacm 12 u noseue 200unu
Ha nuna, xouTo ca TeXKO IMyHOKOMITPOMETHPAHH, TPETA 032 MOXKE J1a C€ TPUIIOKH Hal-MaJIKo
28 nHu cien Bropara 103a (BK. Touka 4.4).

Ileouampuuna nonynayus

[Ipennara ce nepuaTpuyHa jJekapcTBeHa Gopma 3a gena Ha Bb3pacT 5 1o 11 rogunu (T.e. Ha BB3pacT 5
1o nof 12 ronunan). 3a noapodHa uHpOpMAIIUs, MOJISl BIKTE KpaTKaTa XapaKTepUCTHKa Ha MPOITYKTa
3a Comirnaty 10 MuKporpama/a03a KOHIICHTPAT 32 HH)KEKIIMOHHA TUCTICPCHSL.

THonynayus ¢ cmapuecka 6vb3pacm

He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B cTapuecka Bb3pacT > 65 roaunu. besonacHocrra n
HMYHOT€HHOCTTa Ha Oycrep no3a (Tpeta go3a) Comirnaty npu Jinia Ha Bb3pacT 65 U oBeye roJuHN
ce 0a3upa Ha JaHHWUTE 3a 0E30MACHOCT U MIMYHOTE€HHOCT IPU Bb3pacTHHU Ha Bb3pact 18 1o 55 rogunu.

HauuH Ha npuiioxxeHue

Comirnaty 30 Mukporpama/no3a MHXEKIIMOHHA TUCTICPCHS TPSOBa J1a e Mpuiara HHTPaMyCKyJTHO
(Bx. Touka 6.6). [la He ce paszpexna nmpeau ynorpeoa.

®nakonute Comirnaty chabpkaT 6 1031 BakcuHa 1o 0,3 ml. 3a 1a ce u3Terysar 6 1034 OT eAH
(hnakoH, TpsAOBa /1a Ce M3MOI3BAT CIPUHIIOBKH W/WJIM UM C MaTbK (HEU3I0JI3BaeM) MbPThB 00EM.
KomOuHanusTa OT CipUHIIOBKA B UTJIa ¢ MATBK MBPTHB 00eM TPOBa J]a UMa MBbPTHB 00eM He T10-
TOJISIM OT 35 MHKpOJIUTPa. AKO C€ M3IMO0JI3BaT CTAHJAPTHU CIIPUHIIOBKY U UTJIH, MOXKE J1a HAMA
JIOCTaThueH 00EeM 3a M3TErJIAHE Ha IIECT 03K OT eAuH (akoH. HezaBucumo ot Buja Ha
CIIPUHITIOBKATA U UTjaTa:

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

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU €lHA LisIa 1032
ot 0,3 ml, u3xBBpiere GyrakoHa U U3TUIIHUI 00EM.

. He cwOupaiite M3MUIIBIMTE BAKCHHA OT HAKOJKO (hIaKoHa.

[IpeanountaHoTo MSICTO € NENITOUIHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKara.
He umxektupaiite BakcrHaTa HHTPaBaCKyJIapHO, IOJKOKHO MM MHTPAIePMAaJIHO.

Bakcunara He TpAOBa Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WM JIEKAPCTBEHH
IIPOJYKTH.

3a npe/nma3HuTe MEepKH, KOUTO TPsiOBa J1a ObJAT B3CTH MPEAN MPUIOKEHUE HA BAKCUHATA, BUXKTE
Touka 4.4.

3a yKka3aHusATa OTHOCHO pa3MpassiBaHEeTO, paboTaTa M U3XBHPISTHETO HA BAKCHHATA BIDKTE TOUYKa 6.0.
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4.3 IIpoTuBomoka3aHus

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

4.4  ChneumajHu mpeaynpeskaeHus U Npeana3Hu MepPKHU MPHU yrnoTpeda

IIpocnenumoct

3a Ja ce HO,I[O6pI/I MMpoCJICANMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIllricCBar.

OO0 OpenopbKu

Cepvxuyscmeumensnocm u anaguiaxcust

Mma cpobimenus 3a crOuTHS Ha aHadmwiakcus. BuHaru TpsoBa ga uMa Ha pa3oIoKeHUE TOIXO A0
MEMIIMHCKO JICYCHHUE U HAaOJII0ICHUE B CIyYail Ha aHa(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[penopbuBa ce BHUMATEIHO HAOIO/ICHIE B TIPOABIDKCHUE HA Hali-Manko 15 MUHYTH ciielt
BakcuHarmaTa. He TpsiOBa 1a ce mpuiiara BTopa /103a OT BAKCHHATA Ha JIMIIA, MOJIYYHIN aHaDHIaKCHs
KbM IbpBaTa j03a Comirnaty.

Muokapoum u nepuxapoum

Cnen BakcuHanms ¢ Comirnaty ca HaOIIFOaBaH! MHOTO PEJIKHU CIy4and Ha MUOKAPJHUT U IEPUKAPIUT.
Te3u cirydau ca HACTHIIWIM NIPEAUMHO B paMKHTE Ha 14 THU ciie]] BAKCHHAIIHS, TI0-9ECTO CIIE]]
BTOpAaTa BaKCHHA M MO-YECTO MPH MO-MJIAAH MbxKe. OT HAINYHUTE JaHHU MOXKE J1a C€ TPEATIONOKH, e
NPOTUYAHETO Ha MUOKAPIUT U MEPUKAPAUT CJie] BAKCHHAIIMATA HE CE Pas3iyaBa OT TOBA IPU
MHUOKapIUT WIA TEPUKAPINT KATO IISIIO.

MeaunuHCKHATE CIeUAINCTH TPsOBa 1a ObJaT OANTENHN 3a MPU3HALIUTE K CHMITOMUTE Ha
MUOKapIUT U TIEPUKApAUT. BakcuHupaHnuTe auia (BKIIOYUTETHO POAUTEIUTE WIA OOTPHIKBAIIINTE
JUIa) TpsOBa 1a ObJIaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CUMIITOMH, ITOKA3aTETHA 32 MUOKAPIWUT WIH IEPUKAPANT, KaTo (OCTpa U MPOIBIDKUTENTHA) OOKa B
T'BPANUTE, 331yX WIH NAJIMUTALMH CJIe]] BAKCUHALIAATA.

Me,Z[I/II_II/IHCKI/ITe CrICaInCTH TpH6Ba Ja HarpaBAT CIIpaBKa C pPbKOBOACTBATA W/WITH CIICIIUAJIMCTUTC 3a
AUArHOCTULIUPAHE U JICUCHUEC HA TOBA 3a00JIIBaHe.

PuckbT oT MuOKapauT ciient Tpera qo3a Comirnaty Bee OIe He € OXapaKTepH3HupaH.

Peakyuu, cévp3anu c mpegoicnocm

BuB BpBb3Ka CbC CaMUs MPOLEC HAa BAKCUHALIMA MOTraT Jia BbABHUKHAT pCaKluu, CBbP3aHu C
TPEBOXKHOCT, BKIFOUMTEITHO Ba30BAraJIHNA PEAKINH (CHHKOI ), XUIIEPBEHTIIIAINS WM PEaKIny,
CBBp3aHU ChC cTpeca (Halp. 3aMastHOCT, MaJIMUTAlKH, YCKOPEH ChpJieueH PUTHM, IPOMEHH B
KPBBHOTO HaNATaHe, yCellaHe 3a M3TPhIIBAaHE U M3MOTsBaHe). PeaknuuTe, CBBp3aHH ChC CTpeca, ca
MIPEXOTHU M OT3ByUYaBaT OT caMo cede cu. Xopara TpsOBa 1a ObaT MOCHBETBaHHU Ja WHPOPMUPAT 3a
TEe3W CHMITOMH BaKCHHHPAIINS T 32 OIleHKa. BakHO € 7a ce B3eMart Npeana3Hu MEpKH, 3a 1a ce
NpeAOoTBpaTH HapaHsIBaHE OT MPHUIMaJaHe.

Covnvmcemesawio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH MPH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
wim octpa uHpekus. Hanmmurero Ha ieka nH(EKIMS W/WiM HEBUCOKA TeMIIepaTypa He TpsiOBa jia
CTaBa MPUYMHA 33 OTJaraHe Ha BaKCHHAIUATA.
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Tpomboyumonenus u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxTo nmpu apyru H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATA TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIA, TIOTy4YaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapYyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MWiIHsl), Thil KaTO MPH TE3H JIUIA MOTaT Ja Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHUE.

Hmynoxomnpomemupanu nuya

EdukacHocTTa 1 6e30macHOCTTa Ha BaKCUHATA HE Ca OLIEHEHU TP UMYHOKOMIIPOMETHPAaHH JIHIIA,
BKITFOUMTEITHO TE3H, MOJIyYaBalld HIMyHOCcynpecuBHa Tepanusi. Edukacroctra Ha Comirnaty Moxe nia
€ II0-HUCKA IIPU UMYHOKOMIIPOMETUPAHHU JIULA.

Ipenoppkara qa ce 00CHaM MPUIOKEHHUE Ha TPETa J103a MPU T€KKO UMYHOKOMIIPOMETHPAHH JIUIA CE
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JaHHH B JINTEpATypaTa OT CEpHsl CIIydad OT OBIIAIIBAHETO HA
KIMHUYHATE CHMITOMH TIPH TTALMEHTH C ATPOTEHHA UMYHOCYIIPECHS CIIe]l TPAHCILIAHTALUS Ha
conuzieH oprat (Bx. Touka 4.2).

Tpooviicumennocm na 3auumama

ITpoXb/DKUTETHOCTTA Ha 3alMTaTa, IPEIOCTaBsIHA OT BAKCHHATA, HE € U3BECTHA, Thil KATO TS BCE OIIe
CC OIMpEAciid B TCKYIIIU KIIMHUYHHA ITPOYyYBaAHU.

Oepanuyenus Ha eghekmueHocmma Ha aKcuHama

Kakro mpu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moske Jla He 3alllTH BCUUKH BaKCHHAPAHHU.
JIuna Mo>xe 1a He ca HAITbJIHO 3alUTEHH 10 7-MHA JACH CIliel BTOpaTa 103a OT BAaKCHHATA.

4.5 B3zaumopeiicTBHe ¢ IPYrH JeKapcTBeHN MPOAYKTH M APYru (popMH Ha B3auMoaelcTBHe
He ca npoBexxiaHu npoy4BaHus 3a B3aUMOJEHCTBUATA.

ChIrbTCTBANIOTO MpHIIOKEeHUE Ha Comirnaty ¢ Ipyru BAKCHHU HE € MPOYYCHO.

46 @epTHaUTET, OPEMEHHOCT U KbPMEHE

BpemenHocT

Mma orpannueH onut ot ynorpedarta Ha Comirnaty pu OpemeHHu kern. [IpoyduBanusaTa npu
KMBOTHH HE MOKA3BaT NPEKH WIIN HETIPEKH BPEIHH eeKTH, CBbP3aHU ¢ OPEeMEHHOCTTa,
eMOpPUOHAITHOTO/(PEeTaTHOTO Pa3BUTHE, PAXKIAHETO WM IIOCTHATATHOTO pa3BHUTHE (BXK. TOUKa 5.3).
[Ipunoxenne Ha Comirnaty mo BpemMe Ha OpeMEHHOCT TpsOBa J1a ce 00CHKIa, CaMO KOraTo
HOTEHIMAIHUTE TI0JI3M HA/IBUIIIABAT BCAKAKBY ITOTCHIIMAIHN PHCKOBE 3a Maiikara u ¢eryca.

Kopmene

He e uzBectHo manmm Comirnaty ce eKCKpeTupa B KbpMarTa.

DepTunurer

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

4.7 Edextu BbpXy cnioco0HocTTA 32 ogupaHe u padora ¢ MALIUHA
Comirnaty He MMOBJIHMSIBA WK MTOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a ImodupaHe u padoTa ¢

MamuHu. Bee mak HIKoM oT e(i)eKTI/ITe, IIOCOYCHHU B TOYKA 48, MoraTt BpEMEHHO J1a IIOBJIUAAT
CHOCOOHOCTTA 32 mopupaHe Wik padoTa ¢ MaLIUHU.
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4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpoduia Ha Oe30macHOCT

be3onacHoctra Ha Comirnaty € oIieHeHa IPH YIaCTHHUIIN Ha BB3pacT 12 1 moBede TOANHT B

2 KJIMHUYHU U3MUTBaHUA, B KOUTO ca BKitoueHu 23 205 yuactHunm (BkaouBaiy 22 074 yyaCTHHIIN
Ha BB3pacT 16 u moeue rogunau 1 1 131 ronomm Ha Bb3pact 12 1o 15 roguHmn), NOIy4niy NOHe eaHa
nmo3a Comirnaty.

OO6uwmsT npodun Ha OGezomacHocT Ha Comirnaty mpu I0HOLIM Ha BB3pacT 12 10 15 rogunu e nogobex
Ha HaOJI0AaBaHus [IPH YYaCTHHULIM HA BB3pacT 16 U moBeye roAuHU.

B nombnnenue, 306 HaMMYHU OT yyacTHUIMTE BBB (a3a 3 Ha Bb3pacT 18 10 55 roauHu ca moryyunu
Oyctep n03a (Tpeta mo3a) Comirnaty mpuOIH3UTEIHO 6 Mecera ciell BropaTa g03a. OomusT npodun
Ha Oe30macHOCT 3a OycTep J03a (TpeTara 103a) € mogo0eH Ha Habro1aBaHusI Cliea 2 T03H.

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 u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYe FOJUHH Ca TOIYIHIN
wiane6o (BrrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT CbOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye rOAMHU ca
nosryamiiy 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBaHe 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
U1a11e00-KOHTPOIMPAHUS 3acielleH IIEpUO Ha [IPOCIIeIsiBaHe O AaTUTE Ha pa3ciensBaHe Ha
ydactHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
iane0o0) Ha Bb3pacT 16 u moBeye roJUHU ca MpocieIsiBaHu B IPOIBJDKEHUE Ha >4 Mecela Clle]
BTOpaTa no3a. Tosa BrimouBa 06mio 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
mianebo) yqacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, 1
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeve TOANHH.

Haii-yectute HexxellaHM peakiMy MMPH yYaCTHUIIMTE HA BB3pacT 16 v moBeve roAWHH, TIOTYIHIN

2 no3u, ca bonka Ha MICTOTO Ha mHXekTupane (>80%), ymopa (>60%), rnmaBodonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), TupeKcus 1 MoayBaHE Ha MICTOTO HA MHIKEKTUPAHE
(>10%) 1 0OMKHOBEHO ca JIEKH WM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JTHH CJIe]] BaKcHHANuUATa. Majko mo-mMajKka 4ecToTa Ha ChOUTHSATA Ha PEaKTOTeHHOCT C€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 yd4acTHUIM Ha Bb3pacT 16 v oBede TONWHH, BAKCHHAPAHU C
Comirnaty, kourto ca 6unu ceporno3utuBar 3a SARS-COV-2 Ha M3X0IHO HHUBO, € MMO00EH Ha
HaOII0JaBaHYs TP 001IaTa MOTYJIAIHS.

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

Ipu ananu3 Ha [IpoyuBane 2, 6a3upaH Ha JaHHUTE 70 aTaTa Ha 3aKJIIOUBaHE Ha JaHHUTE 13 MapT
2021, 2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty, u 1 129, BakcuHupanu ¢ miamne6o) ca Ha
BB3pacT 12 10 15 rogunu. Ot 11x 1 308 roHorwm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcuHupaHu ¢ 1Ianedo0) ca MPOCIeCHN B MPOABIDKCHHUE Ha HAl-MaIKo 2 Mecela clie/l BTopara
no3a Comirnaty. OrieHkata Ha JaHHUTE 3a Oe30macHOCT B [IpoyuBaHe 2 MpoabKaBa.

Haii-uecTute HexenaHu peakuy PHU FOHOLIM Ha Bb3pacT 12 o 15 rogunu, nomyuwu 2 103, ca
0oka Ha MACTOTO Ha MHXKekTHpane (>90%), ymopa u riaBodomnue (>70%), Muairus U BTpucaHe
(>40%), aptpanrus u nupexcus (>20%).

Yuacmuuyu na ev3pacm 18 u noseye coounu — cned o6ycmep (mpema 003a)

Enna noarpyna yuactaunu BbB ¢aza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 1o
55 romuHwm, 3aBBPIIMIN TEPBOHAYATHUS 2-71030B Kypce ¢ Comirnaty, ca momy4uiau OycTep no3a (Tpeta
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no3a) Comirnaty mpuOIm3uTeHO 6 Mecena (auamna3on 4,8 mo 8,0 Mecera) cien mojiydaBaHe Ha

Joza 2.

Haii-yectute HexxenaHn peakuuy MPH yYaCcTHUIIMTE HA BB3pacT 18 1o 55 ronunu ca 6oika Ha
MSICTOTO Ha uHkektupane (>80%), ymopa (>60%), rmaBodomue (>40%), muanrus (>30%), BTprcane u

aptpairus (>20%).

CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha BB3pacT 12 ¥ moBeye roauHu, B TAOIWICH BUT

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,

CBIVIACHO CJIICIHUTE KaTCTOPHHU 110 YECTOTA:

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

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

Mpuoro peaxu (<1/10 000),

C HewsBecTHA YeCcTOTa (OT HAUIMYHUTE JAaHHW HE MOXKe Jla OblIe HAaIIpaBeHa OIICHKA).

Taoauna 1:

He:xesanm peaknuu oT KJIMHUYHATE Npoy4uBanus Ha Comirnaty u ot

MOCTMAPKETUHIOBUSA OIIUT IPH JIMIIA HA Bb3pPacT 12 u moBe4e roguHA

CucreMo-opraHeH Kjaac Mmuoro YecTn Heuectn Penkn C
YecTH (>1/100 xo |(>1/1 000 mo| (=1/10000| mem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (0T
<1/1000) | HanMYHHTE
JaHHHU He
MOsKe A2
(139 (5
HalpaBeHa
OI[€HKA)
Hapymenns Ha kpbBTa U JInmbane-
nuM¢HaTa CUCTEMA HomaTus"
Hapymenns na Peaxmun Anadunakcus
MMyHHaTa cHCTeMa Ha CBPBX-
YyBCTBHU-
TETHOCT
(marmp.
o0pusB,
LIpypUTYC,
ypTHKapus,’
aHrHoeneM®
Hapymenns na Hamanen
MeTabonu3Ma u aTneTHT
XpaHEHETO
ITcuxuuHu HapyHIEeHUs! bescbHme
Hapymenus na nepsaata | ['maBoGosnme Jletaprus | Octpa
cucremMa nepugepHa
JUIeBa
napajnsa®
Copreynu HapyIICHUS MuoxkapauT;"
Tlepukapaut”
CroMalHo-4peBHU Huapus” I'apene;
HapylIleHus [ToBpbiiane
T
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CucreMo-opraHeH Kjac Mmuoro YecTn Heuectn Penkn C
4yecTH (>1/100 go |(>1/1 000 xo| (=1/10000| Hem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (OT
<1/1000) | HanMYHHTE
JaHHH He
MoOKe 12
(139 (5
HATIpaBeHa
OIleHKA)
Hapymenus Ha koxara u Xwunep- Epurema
MOJIKOXHATa ThKaH XHUAPO3a; myatudopme”
Homan
U3MOTSBA
HUS
Hapymenus na Aprtpanrus; bosnka B
MYCKYJIHO-CKeJIeTHaTa Muanrus KpaitHuK"
CUCTEMa U
ChCIMHUTEITHATA ThKaH
OO HapyUIeHus 1 bonka na 3auepBsiBaH | ACTEHHUS; OObummpen
eeKTH Ha MACTOTO Ha MACTOTO Ha | € Ha Hepaszmno- OTOK Ha
MIPHUIIOKEHHUE WH)KEKTH- MSICTOTO Ha | JIO)KEHHE; BaKCHHUPaHH
paHe; uwxkektu- | Ipypuryc sl KpaHUK;"
Ymopa; pane Ha MSCTOTO OTok Ha
Brpucane; Ha UHXKEK- TUUEeTo™
Iupekcus;® THpaHE
OTtok Ha
MSICTOTO Ha
WH)KEKTH-
pane

a. [Ilo-romsima yecrora Ha umdanenonarus (5,2% cupsimo 0,4%) e HaOmoaBaHa NPU YYACTHUIIN, TTOTYYHIN
Oycrep no3a (Tpera 103a), B CpaBHEHHE C yYaCTHHIH, TIOJIYYHIH 2 JJ03H.

6. Kareropusra no uecrora 3a yprukapus u anruoeneMm e “Penkn”.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha UPHK BakcunaTta
cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha
yuactauka) u au 3, 9 u 48 cnen [lo3a 2. Hama cho01mmeHns 3a cirydad Ha ocTpa nepudepHa JTUIeBa
mapannsa B TpymaTa Ha 1miane0o.

¥ o R

HexxenaHa peakiys, ycTaHOBEHA CJIeZ pa3pellaBaHe 3a yrnorpeoda.
OrtHacs ce 3a pbKaTa, Ha KOSATO € [IOCTABEHa BAKCHHATA.
IMo-roasma yecToTa Ha MUPEKCHs ¢ HaOJII0JaBaHa CJIe BTOpaTa 03a B CpaBHEHHE C ITbpBaTa J03a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH
(Gurbp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

C’b06gaBaHe Ha TOA03UpPaHu HEXCIAHU PECaKIIUU

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaskHO. ToBa 1M03B0JIsABA Ja MPOIBJKH HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIMAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
MOTO3UPaHa HEXKEaHa PeaKins Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, IIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAITMYCH.

4.9

IMpeno3upane

WMa HanmmyeM JaHHA 32 IPEe03UpaHe MPU 52-Ma YIaCTHHUIIH, BKIIFOYEHH B KIIMHUYHOTO M3ITMTBAHE,
KOHTO ITOpaJIv TPeliKa B pa3pexIaneTo ca noixyumwnn 58 mukporpama Comirnaty. Bakcunupanure He
CHOOIIABAT 3a OBHIIICHA PEAKTOTCHHOCT MJIM HEXEIIaHU PEaKIlnu.

29


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

B ciyuait Ha ipeio3upane ce mpernopbyuBa MPoCieAsBaHe Ha )KU3HEHUTE QYHKIMH U BE3MOXKHO
CHUMITTOMATHYHO JICYCHUE.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 d®dapmakoaMHAMHMYHU CBOIiCTBa

dapmMakoTepaneBTHUHA TPyIia: BaKCUHU, Apyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunmpanara nanpopmannonna PHK B Comirnaty (To3unamepan) e mon ¢popmata
Ha JIMMUIHA HAHOYACTUIH, KOETO MO3BOJISIBA JOCTAaBAHETO Ha Hepernuupaiia ce PHK B kietkure
TOCTONPUEMHHIIH, 34 J1a HACOYM MPeXoaHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crnupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTerHa B aHTHT'CHHO MPEIIOYNTaHa IpeQy3uOHHA CTPYKTYypa. BakcuHaTa nmpen3BrKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIF aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaare s mpoyuBane ¢asa 1/2/3 3a ycTaHOBsIBaHE Ha J103aTa, CEJCKIU Ha
KaHAMJATHU 3a BaKCHHA U €(PUKACHOCT IPH YYaCTHUILIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseye ronuHu, ¢ MUHUMYM 40% OT yJacTHUIIUTE B Ipynara

>56 ronuan. OT NIPOyYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYaCTHHUILHM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIHM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, OMpPeIesIEHO KaTo 3a00IIsiBaHe, KOETO He
HaJslara 3HauuMa MpoMsiHa B TEPaITUsITa WK XOCITUTATH3ALUS TTOPaJIH BIOIIABaHE Ha 3200 SIBAHETO
mpe3 6-Te CeJAMMIIM IPEIU BKIFOUBAHETO, KATO YUYACTHHIIU C M3BECTHA CTAOMIHA HH(PEKIINS C YOBCIIKH
umyHozaeduiurer Bupyc (HIV), Bupyca Ha xenatut C (HCV) win Bupyca Ha xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na sv3pacm 16 u noseue 200unu — cied 2 003u

B gacrra aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 10 14 Hoemspu 2020 1.,
npubsnmzutento 44 000 yyacTHUIM ca paHAOMHU3UPAHU IOPABHO U TPsOBa Aa nomydat 2 no3u uPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanu3bT 32 €pUKaCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHALMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu crnex mppBara BakcuHanus. [loBedero
(93,1%) BakcuHHpaHH ca MOJyYHIH Bropata f103a 19 o 23 auu ciexn losa 1. [lnanupano e
y4acTHHUIMTE Aa ObJaT npocneasBanu 10 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30mMacHOCTTa U
epukacnocrra cpeary COVID-19. B kKMUHHYHOTO MPpOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBANIO Jia
cbOMo1aBaT UHTEPBAJI OT MUHUMYM 14 THU Npeau U ciell NPHIOKEHUETO Ha NPOTUBOTPUITHA
BaKCHHa, 3a Jia mosry4art wim miane6o, win nPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
NpOy4BaHe OT YUYACTHUIUTE CE € M3MCKBAJIO /1a ChOI0AaBaT MHTEPBaI OT MUHUMYM 60 THU Tpean
WIH CJIe KaTo ca UM OMJIM MPHUJIOKEHH KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
HMYHOIJIOOYJTMHM B PAMKHUTE Ha BPEMETO 0 3aBbPIIBAHE Ha IPOYIBAHETO, 3a Ja MOTy4aT HIIH
iane6o, wmn nPHK Bakcuna cpemry COVID-19.

[Tonymanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 32 e(hUKaCHOCT BKIItouBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynarta na uPHK Bakcunata cpemy COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qanHu 3a npeaumnia nHekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lomsmanTenHo nMa 134 ygacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaun (66 B rpynara Ha nPHK
BakcuHaTa cpemry COVID-19 u 68 B rpymara Ha mamne6o) u 1 616 ygacTHUIN - Ha BB3pacT 75 u
noeeue roaunu (804 B rpynata Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).
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KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(PUKACHOCT YYACTHUIUTE ca MPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a 06110 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 061110
2 222 40BEeKOTOAMHY B IpymnaTa Ha mianedo.

Hsima KITMHAYHO 3HAYUMH Pa3iHKH B o0IaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ 1 WM MOBEYE ChITBTCTRAIIY 3200 IsIBaHMS, KOUTO
yBenuuaBaT pucka ot Texka Gopma Ha COVID-19 (namp. actma, nHznekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHeE, 3aXapeH qUabeT, XUIePTOHHMS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € MpeacTaBeHa B Tabnuma 2.

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npean

7-mus neH cien Jo3a 2 — onennma nomyaanus 3a epukacuoct (7 1an)

IInpBa nosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIUA 0e3 TaHHHU 3a
npenuimHa nHdexuus c¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inauedo
N2 =18 198 N2 =18 325
Cayyan Cayyan
n1® n1® E¢ukacnoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
Moarpyna Hadmonenne” (N2") Hadmogenne” (N2") (95% ANy
Bceuuku yuactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
MOBEYE TOINHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHNTE CiTydan ca ONpPEEICHH Upe3 OJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa
Tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cumnrom,
cpotBercTBail Ha COVID-19 [*Omnpenenenue 3a ciry4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIM 3aCUJIeHA KalllIUIa, HOBOMOSIBIII CE€ WM 3aCHJICH 33yX, BTpPUCaHe, HOBOIOSBUJIA C€ UM yBEJINYEHa
0oJIka B MYCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHC, Bb3IAJIEHO I'bpJI0, IUAPUS HIIH

MOBPBIIAHE. |
*

B ananu3za ca BKIIoYeHU ydacTHULI 0e3 CCPOJIOTMYHU U BUPYCOJIOTMYHN JaHHU (r{pe,un 7-mus JCH CJICO

MIPHUJIOKEHUE Ha MMOC/IeIHaTa 103a) 3a MuHaaa nadpekims cb¢ SARS-COV-2 (T.e. oTpHIIaTEeIHN 32 aHTHTENA
¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTkpuT SARS-COV-2 ¢ Tect 3a ammumdukanys Ha HyKIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnareneH pe3ynratr or NAAT (Ha3amHa HAaTpHUBKA) IPH BCsAKa HEIUTAHUpaHA BU3NTA Npean 7-MHUS ACH

cnen Jloza 2.

a. N = bpoii yyacTHHLIM B IOCOUEHATA IPyIIa.

o

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

B. OO neprox Ha Habmoaenne B xwisian (1 000) yoBekoroauHu 3a JajieHaTa KpaiHa TOYKa IPH BCHYKH
YUYacTHUIIM BB BCAKA PUCKOBA IPyIa [0 OTHOLIEHUE Ha KpaliHaTa Touka. BpemeBusT nepuop 3a
HarpynBaHe Ha ciyyau Ha COVID-19 e ot 7-mus nen cnen Jlo3a 2 10 kpas Ha epuojia Ha HabJIroIeHue.

r. n2=0poii Ha y9aCTHHILIMTE B PUCK 10 OTHOILIEHUE Ha KpalHaTa TOUKa.

n.  JIBycTpaHHUAT noBeputeneH uatepsai (JIN) 3a epuxacHOCT Ha BakcHHATa € TIOIy4YeH Ha 6a3ara Ha MeToJa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. JIV He e Kopurupas 3a MHOXKECTBEHH

aHaJIn3H.

Edukacuocrra Ha u”PHK Bakcunara cperry COVID-19 npu npeBeHLusATa Ha IIbpBa MOsIBAa Ha
COVID-19 ot 7-mus neu cinen Jlo3a 2, B cpaBHeHHe ¢ Tw1ane6o, ¢ 94,6% (95% noseputeneH UHTEpBA
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ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TTOBEeYe TOJUHY ChC WK 0e3 JJ0Ka3aTeICcTBa 3a
npenunraa nHdpekus cbe SARS-CoV-2.

JIOTBJIHUTENHO €MH MOATPYIOB aHAIN3 HAa MhbPBUYHATA KpaiHa TOUKA MOKa3Ba CXOHH OIICHKU Ha
TOYKaTa 3a epUKACHOCT B IPYIHTE IO TI0JI, ETHUYECKA MPUHAISKHOCT U YYACTHHIH ChC
CHIIBTCTBAIIN 3a00JIIBAaHUS, CBbP3aHH C BUCOK PUCK OT Texkka hopma Ha COVID-19.

V3BBpIIeHN ca aKTyaTM3upaHH aHAIN3H 33 e(PUKACHOCT NPH HAJTMYIUETO Ha JOIBIHUTEIIHH,
notbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieneHOTO 1ale00-KOHTPOIUPAHO
mpocneasBane, o0xBauianio nepuoaa Ao 6 mecena ciex Jlosza 2 B momynanusra 3a e(ruKacHOCT.

Akrtyanu3upaHata nHbopMalius 3a epUKacHOCTTa Ha BAKCHHATA € mpejacTtaBeHa B Tadnuia 3.

Ta6iuna 3:  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien
Jo3a 2, 1o Bb3pacTOBH MOATPYNH — YYACTHHIM 0€3 JaHHU 32 MPeJIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — oueHuma
nomyJianus 3a epukacHoct (7 1HU) M0 BpeMe HA MJ1ane00-KOHTPOJIMPAHHSA
nepuoj Ha MpocjiesiBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
N2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢ukacnoct Ha
Ilepnox Ha Ilepnox Ha BaKcHHATa, %
Moarpyna Ha0mogenne” (N2") Habmogenne” (N2") (95% A"
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuHI 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
MOBEYE TOINHHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 roguHN 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eICHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOYBAT: MIOBUIIIEHA TEMIIEPATYPa; HOBOIOSBUJIA CE WM 3acHIIeHa

KaIllUTUI[Aa; HOBOTIOSIBUJI CE€ HJIU 3aCHJICH 33JyX; BTPHCAHE; HOBOIOSIBIJIA CE MIIM YBEJIMYCHA OOJIKA B MYCKYJIUTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IIAJICHO I'bPIIO; THAPHS; TIOBPBIIAHE).

* B ananmsa ca BKIIIFOYCHH YYaCTHUIM Oe3 TaHHM 3a MuHaia nHpekmms cbc SARS-CoV-2 (1.e. oTprmaTtenHu 3a
anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeoTkpuT SARS-CoV-2 ¢ NAAT [nHazanHa HaTpuBKa] Ha
Bmswutu 1 u 2) u ¢ otpunarenen pesynrat or NAAT (Ha3amHa HaTpUBKA) IPU BCSIKA HETIAHUpPaHa BH3HUTA
npemu 7-must e cien J{o3a 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TPyTIa.

nl = bpoif yuacTHUIIA, OTTOBAPSIIIN HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m mepuoy Ha HabmoneHne B Xwisian (1 000) oBekoroMHu 3a IajieHaTa KpaiiHa TOYKa MPH BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha epuojia Ha HaOJroIcHHE.

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

. JByctpanuusat 95%-en noBeputencH unrepsai (JJ1) 3a epukacHOCT Ha BaKCHHATA € MOJYYCH Ha 0azara Ha
merona Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJIIoIeHHe.

e. BxouBa NOTBBPAEHU CiIydau NPH yYaCTHULHM Ha BB3pacT 12 mo 15 rogunu: 0 B rpynara Ha ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha muare6o.

o

B aktyanmsupanuTe aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHuusnTa Ha nosisa Ha COVID-19 ot 7-mus cnen J{o3a 2 B cpaBHeHue ¢ miane6o e 91,1%
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(95% U ot 88,8% 1o 93,0%) npu y4acTHUIIUTE B OLICHMMATA MOIyJAIHs 3a e(UKACHOCT, ChC UITH
0e3 maHHu 3a npeaunrHa nHpeknus cbe SARS-CoV-2.

JIOTIBITHUTENHO aKTyaTH3UPAHNTE aHATM3H 3a e(DUKACHOCT 0 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OIICHKH 3a e(DUKACHOCT B TPYITUTE TI0 MOJI, STHHYECKA MPUHAICKHOCT, TeorpadcKo MOI0KeHNE U TIPH
YYaCTHHIIMTE ChC ChITBTCTBAIIHN 3a00JISIBaHUS M 3aTIBbCTSIBAHE, CBHP3aHHU C BUCOK PUCK OT TEXKKA
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka ¢popma na COVID-19
AKTyanu3upaH aHaJIM3 Ha BTOPUYHUTE KpailHU TOYKH 3a euKacHOCT mojakpers nomszara ot uPHK
BakcuHara cperry COVID-19. Bakcunara npegotBpatsiBa Texka popma Ha COVID-19.

Ot 13 mapT 2021 1. edukacHOCTTa Ha BaKCHHATa cpelny Texka ¢popma Ha COVID-19 e npezacraBena
caMmo 3a YYaCTHUIM cbe Wi 0e3 npeaninna nadekuus cb¢c SARS-CoV-2 (Tabnuua 4), T KaTo
Oposar na ciyyaute Ha COVID-19 npu yuactaunm 6e3 npeanmna nadekuus csc SARS-CoV-2 e
CBINUAT KATO TO3M IPH YUYACTHHUIIM ChC WK Oe3 mpeauinHa uHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nnane6o.

Tabauua 4: EdukacHocT Ha BaKCHHATa — IbPBA MOsiBa Ha Texkka popma Ha COVID-19 npu
YYaCTHHIM cbc HiH 0e3 npeaumna ungexuus cb¢c SARS-CoV-2 na 6azara na
onpeieJieHNETO HA ATeHIIMSATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus neH ciaea Joza 2 B
nepuoja HAa MpocJelsiBaHe Ha MIane00-KOHTPOJHPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
Cayyan Cayyan
nli? nl? EduxacHoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
nadsmonenne (N2°) naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [loTBbpEHHUTE CiTyyau ca ONpEIEICHU Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

croTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBHIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA
KaIIUTAI[Aa; HOBOTIOSIBUJI CE WJIM 3aCWJICH 33yX; BTPHCAHE; HOBOTIOSIBIIIA CE MJIN yBEIW4IEeHa 0OJIKA B MYCKYJIHUTE;
HOBOIIOSIBMJIA C€ 3ary0a Ha BKYC WJIM MUPHC; BB3MAJICHO I'bPII0; IUAPHS; TOBPBIIAHE).
* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-Mako
1 ot caenuute:
e  KinHMYHM NpPHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsIBaHe (JIXaTeIHa YecToTa
>30 BauIIBaHMA B MHHYTA, Chbp/I€YHA YeCcTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTacH BH31yX Ha MOPCKOTO paBHUIIC UK CbOTHOMICHUEC HAa apTECPUATTHOTO MapUHUaIHO HAJIATAHE Ha
KHCIIOpO/Ia KbM (pakimaTa Baumad kuciuopoa <300 mm Hg);
e JluxaTeaHa HEAOCTATHYHOCT [OIIpEeeIeHa KaTo HyK/a OT I10JIaBaHe Ha KHCJIOPOJl C BUCOK MOTOK,
HEMHBa3WBHA BEHTHJIANNS, MEXaHWYHA BEHTHIIALUS WIN EKCTPAKOPIIOpaIHAa MEMOpaHHA OKCHTCHALIHS
(extracorporeal membrane oxygenation, ECMO)];
e JlaHHU 3a IIOKOBO CHCTOSTHHE (CHCTOIMYHO KpBBHO Hamsrane < 90 mm Hg, nuacTonn4Ho KpbBHO
Hamsrase < 60 mm Hg wim HyXIa oT Ba30mpecopn);
e  3HaunMa ocTpa ObOpedHa, YepHOAPOOHA MM HEBPOJIOTUYHA TUC(HYHKIHS;
e [IpuemaHe B OT/eNeHNE 32 HHTEH3UBHU TPHXKH;
e  CwmppT.
nl = bpoii yuacTHHIIH, OTTOBAPSILIN HA ONIPE/ICIICHHUETO 3a KpalfHaTa To4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.
B. JIByctpanuusT nosepurenen unrepsai (JJ1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeToO Ha HaOJII0/ICHUE.

r. EdukacHocrt, onieHeHa Ha 0a3aTa Ha [suiata HajauvHa (Moauduuupana intent-to-treat) momynanus y4acTHUIIH,
nomyuunu Jlosa 1, 3a olieHKa Ha e(hPUKACHOCTTA, KOSATO BKIJIIOUBA BCHUKH PAHIOMHU3UPAHN YYaCTHHIIH,
TIOTYYHMIIN TIOHE | 71032 OT M3MMTBAaHATa MHTEPBEHIIHS.

IS
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n.  O6m nepuon Ha HaOmoneHwe B Xwisian (1 000) 4oBekoroauHM 3a AajieHaTa KpaifHa TOYKa IPU BCUYKH
YYaCTHHUIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot o3a 1 1o kpast Ha reproia Ha HaOIOACHHUE.

e EdwuxacHocr, onenena Ha 6a3ara Ha oreHHMaTa 3a epukacHOCT (Ha 7-MUS JeH) MOIyJamys, KOATO BKII0YBA
BCHYKH TIOAXO SN PAaHIOMU3UPAHH YYaCTHHUIIH, TTOTYYIIN BCHYKH JJO3W OT M3MIMTBAHATA NHTECPBCHITHS,
KaKTO ca PaHIOMHU3UPAHH B IPEIBAPUTEITHO OIIPEICICHHUS IIPO30PeIT, O3 APyTH CHIECTBEHH OTKIOHEHHS OT
MPOTOKOJIA, KAKTO € OTPEICIICHO OT KINHHUIIUCTA.

k. OO neproa Ha HaOroaeHue B xusian (1 000) 4oBeKOTOMHY 3a Ja/icHaTa KpaifHa TOUKa IPU BCUYKH
YUYACTHHUIIM BbB BCSIKA PUCKOBA IPyIia [0 OTHOIICHUE Ha KpaiiHaTa Touka. BpeMeBUAT mepro/ 3a HaTPyIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aeH cnen [lo3a 2 1o kpast Ha nepuoja Ha HabroeHue.

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 200unu — cied 2 0o3u

IIpu ananm3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 rogwam 6e3 qaHHu 3a MpeanITHa
uHbexuys, Hama ciaydan npu 1 005 ygacTHuUIM, MOIydniIM BaKCHHATA, K UMa 16 ciydast mpu

978 yuactauim, nomyywin 1iane6o. ToukoBara oneHka 3a epukacHoct € 100% (95% nmoseputeneH
untepsan 75,3; 100,0). IIpu yyactHHIM cbe WM Oe3 TaHHM 32 npeauinHa nHpekys nma 0 ciaydas
npu 1 119-te yyacTHHIM, OTYYHIN BakcuHata, u 18 ciydas npu 1 110-Te yuacTHUIM, TOTYYHIH
miare6o. ToBa chIIo MOKa3Ba, 4e TouKoBaTa oreHka 3a edukacaoct € 100% (95% nosepurenen
uaTepBan 78,1; 100,0).

B IlpoyuBane 2 e mpoBeieH aHaIN3 Ha TUTPUTE Ha HEYTPAIN3UPALIUTE aHTUTENA CPELILy
SARS-CoV-2 1 mecen cnen [lo3a 2 nmpu n3bpana Ha cilyyacH NPUHIMII TOATPYTa y4acTHHLN Oe3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdexus cbc SARS-CoV-2 no 1 mecen cnen
Jlo3a 2, cpaBHsBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ T031M npu
YUYaCTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH TUTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 go 15 roaunu cipsiMo Be3pacToBata rpymna 16 qo 25 roaunu e 1,76, ¢ 2-ctpanen 95% JAU
1,47 no 2,10. CiiegoBaTeiaHO € JOCTUTHAT KPUTEPHSIT 32 HE NO-MajKa e(UKacHOCT, KOWTO €
croTHOmEeHue 1,5 , Thil Kato monHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuIHO
ChOTHOILIEHHE (geometric mean ratio, GMR) e >0,67.

Umynozennocm npu yuacmuuyu Ha év3pacm 18 u noseue 200unu — cred dycmep 003a (mpema 003a)
EdextuBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OIICHKA Ha TUTPUTE Ha
HeyTpanu3upamure antutena cpeury SARS-CoV-2, namanssamiy BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020). B [Ipoyusane 2, ananuzute Ha NT50 1 mecen cinen Oycrep nosara,
CPaBHSIBaHHM C T€3W 1 Mecell clie]] MbPBUYHATA CePHsl, IIPH JIMIIA Ha Bb3pacT 18 10 55 roaunu 6e3
CEPOJIOTMYHH MJIM BUPYCOJIOTUYHM JaHHM 32 MUHasa HHPekius cbe SARS-CoV-2 no 1 mecen cien
OycTep BaKCHHAIUS TTOKa3BaT HE MO-MaJlka e()UKaCHOCT TI0 OTHOIIIEHUE KaKTO Ha CPEAHOTO
reoMmerpuyHo choTHouIeHne (GMR), Taka u Ha paznuKaTa B CTENIEHTa HAa CEPOOTTOBOP.
CepooTroBOpbT MPHU €ANH YIACTHHUK CE ONPEAEIs KaTo ocTUrane Ha >4 mbTu nopumienne Ha NT50
OT U3XOJHO HUBO (TIpeu MbpBUYHATA cepus). Te3un aHanm3u ca 00o0mienn B Tabmuma 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 cepoorrosopa 1 mecenn cien 6ycrep a03a
crnpsimo 1 Mecer cjie] MTbPBUYHA CepHsl — yYaCTHHIM Ha Bb3pacT 18 1o 55 rognnn
0e3 nanHM 3a uHpeknus 10 1 Mecen cJief Oycrep 103a* — OlEeHHMA MOIYJIAIUS 32
HMYHOT€HHOCT Ha OycTep n03a*

1 mecen ciaen
Oycrep no3a/- | Ilocturuara
1 mecen ciaen | 1 Mecen cien | eJ 3a He IO-
1 mecerr cjien IbPBUYHA MbPBUYHA MAaJIKa
OycTtep 1032 cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenen
reoMeTpuveH
THTBP HA
HeyTpaJu3nupammre
aHTHTEJIA,
HAMAJIABAL
BHpYyCHATA
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
cepootrosop (%)
NPH TUTBHP HA
HeyTpaJu3nupammre
AHTHTEJIA,
HAMAJISABAL 199¢ 196¢
BHpYCHATA 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%7) J"

Coxpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHomeHue; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO OnpenensiHe; N-CBbp3Balll = CBbP3BAalll
HykneonporenHa Ha SARS-CoV-2; NAAT = tect 3a amminukanuys Ha HyKJIeHHOBH Kuceiaunnu, NT50 =
TUTBHP Ha HEYTPAIM3HUPAILIITE aHTHUTEINA, HAMAJISBAI BUpycHaTa akTHBHOCT ¢ 50%; SARS-CoV-2 = Texbk
OCTBP pecHnupaTopeH CHHAPOM KopoHasupyc 2; JI/H = na/ne.
t  SARS-CoV-2 NT50 e onpenenes ¢ moMoIITa Ha AHaIN3 Ha MUKpoHeyTpanm3anusaTa Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3noszsa (yopecleHTeH pernopTep BUPYC, MOJIyYeH OT Iama
USA WA1/2020, u BupycHaTa HEeyTpaJIu3alys 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 BKIIOYEHN y9acTHUIHN 0€3 CEpOIOTHYHH WM BUPYCOJIOTHYHHM JaHHU (10 1 Mecen crexn
rory4yaBaHe Ha Oycrep mo3a Comirnaty) 3a muHana napeknus cbc SARS-CoV-2 (1.e. oTpumarennu 3a
N-cBbp3Bamm anTutena [cepyM| u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anmHa HaTpUBKa]) U C
otpumnateneH pe3ynTtat oT NAAT (HazanHa HaTpUBKA) MPH BCSKA HEIUTAHWPaHA BI3UTA 0 1 Mecer cie
Oyctep mo3a.
Benukn mopxonsmy y9acTHUIHM, oaydnian 2 no3u Comirnaty, KaKTo ca paHIOMHU3UPAHU ITbPBOHAYAIIHO, C
npuiioxkeHa /loza 2 B paMKuTe Ha NpeABapUTEIIHO ONpe/eieHus npo3oper (B pamkure Ha 19 no 42 nuu
cient Jlo3a 1), momyamim Gyctep noza Comirnaty, ¢ moHe | BaJIM/IeH 1 ONIpeJiesieH Pe3yJITar 3a
MMYHOTEHHOCT cjie]] OycTep /103a IpU B3eMaHe Ha KPbB B PAMKHTE Ha ITOJIXOJIAII TIpo3opel (B paMKUTE Ha
28 1o 42 muu cien Oycrep p03aTta) ¥ 0e3 IPYTH ChIIECTBEHU OTKIOHECHHUS OT IPOTOKOJIA, KAKTO €
OIPEZIeICHO OT KIMHUIUCTA.
a. n = Opoi yJaCTHUIM C BAINAHU U ONPEACICHH PE3YJITATH OT aHAJIHN3a U B IBETC BPEMEBH TOUKH 3a
B3€MaHE Ha KPbB B PAMKHUTE Ha ONPEACHHS IIPO30PEIl
6. GMT u 2-ctpanute 95% I ca n3uncieHn 4pe3 eKCIOHSHIIMOHUPAHE Ha CpeaHaTa JIOTapUTMHYHA
CTOHHOCT Ha THTpHUTE U choTBeTHHUTE [IU (Ha Ga3aTa Ha pasmperneneruero Ha Student t). Pesymnrature ot
anamm3a moa LLOQ ca 3amanenu xato 0,5 x LLOQ.
B. GMR u 2-ctpannute 97,5% /1Y ca n3uncieHn 4pe3 eKCIIOHEHIIMOHNPAHE Ha CPeIHATa Pa3/nKa B
JIOTapUTMHUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE JIU (Ha 6a3zaTta Ha pasnpenenenuero Ha Student t).
r. He no-manka edukacHocT e Aekiiapupana, ako JoJiHaTa rpaHuna Ha 2-crtpannaus 97,5% JI1 3a GMR e
>(0,67 u ToukoBara ouenka 3a GMR e >0,80.

I+
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J. N = O0poi y4aCTHHILM C BaJUIHU U ONPENEIICHN PE3YJITAaTH OT aHAJIM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XOJHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep 1032 B paMKHUTE Ha OTIPEACHHUS Tpo3opell. Te3n
CTOHHOCTH Ca 3HAMEHATEIH MIPU IMPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yyaCTHHIN CHC CEPOOTTOBOP 3a JAJACHUS aHAIN3 IIPH JaJeHaTa 103a/BpeMeBa TOUKa 3a B3eMaHe Ha
npoba. Touen 2-ctpanen 1M, 6azupan Ha metona Ha Clopper u Pearson.

k. Pasnmka B ChOTHOIIICHUATA, M3pa3eHu Kato nporeHT (1 mecer cien Gycrep mosa — 1 mecern cien J{o3a 2).

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

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

NpOLIEHTHATA pa3yiuka e >-10%.

= @»

Ilenuarpuyna nonyianus

EBpornelickarta areHIus 1o gekapcTBara oTiiara 3aJbKEHUETO 3a IPEAOCTaBsIHE HA PE3YNTaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomynanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a “H(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

To3u nexkapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda mo T. Hap. CXeMa ,,pa3peliaBaHe MmoJl yCIoBue".
ToBa o3Ha4aBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT C€ OYaKBaT AOMBJIHUTENHHU NaHHU. EBponeiickata
areHIys 10 JIeKapcTBaTa e U3BBPIIIBA Mperiie]l Ha HoBaTa MH(POPMAIIUS 32 TO3H JIEKAPCTBEH MPOIYKT
MOHE BeHBkK roaniHo 1 Ta3u KXII choTBETHO 111€ ce akTyanusupa.

5.2 dapmMakoKHMHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIVHUYHHU JaAHHU 32 0€30MACHOCT

HexknuHanaHuTe NaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
MIPOYYBAHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO MPHIIaraHe, PEPOAYKTHUBHA TOKCHYHOCT M TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBalny 3 MbJIHU JI03U 3a X0pa
BEJIHBX CEIMUYHO, TEHEPHUPAIIN OTHOCUTEITHO BUCOKH HHUBA MPHU TUTHXOBE TIOPAIH pa3IndusITa B
TEJIECHOTO TETJI0), TTOKa3BaT MaJIbK OTOK M €pPUTEM Ha MSICTOTO HAa HHXKEKTHPAHE M YBEITMIaBaHE HA
OenuTe KPBBHU KIETKH (BKIIOYUTETHO 0230 MiIn U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIlUs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Benuku edextu ca 6unm o0OpaTumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

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

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 PA3BUTHETO Ca M3CJIEIBAHU MPH IITHXOBE B
KOMOWHHUpPaHO MPOyYBaHe Ha PEepTUINTETa M TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
Mpujarad HHTPaAMYCKYITHO Ha KEHCKH ILTbXOBE Mpear Yn(TOCBaHE U TI0 BpeMe Ha TeCTarus
(momyuaBaiy 4 HJIHU 103H 33 XOpa, FTeHEPUPAI OTHOCUTEITHO BUCOKM HHBA MPH TUTHXOBE MOpaan
pa3nuyuATa B TEJIECHOTO TETJI0, B IIeproa Mexay JeH 21 npenn undToCBaHEeTO U recTalliOHEH

nen 20). OTroBopu ¢ nosiBa Ha HeyTpanusupamy antutena cpemy SARS-CoV-2 uma npu KUBOTHHTE
MaiKy OT eproia pean YuTOCBaHETO A0 Kpasi Ha MPOYYBAaHETO B MOCTHATaJeH JeH 21, KakTo u
nipu (heTycute U moKoseHueto. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY (pepTHIINTETA,
OpeMeHHOCTTa WITH eMOPHO(ETATHOTO Pa3BUTHE WITH PA3BUTHETO HA IMOKOJIEHUETO. JIuTicBaT naHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAHETO HA BAKCHHATA MpPe3 IUIALEHTaTa WM €KCKPEIHsATa B MIIIKOTO.
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6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTrin)azaneanii )ouc(xekcan-6,1-nuwmn)ouc(2-xexcmiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanenmnaneramuy (ALC-0159)
1,2-nucreapomin-sn-riumnepo-3-pochoxonun (DSPC)

Xonectepo

TpomeTtamon

TpomMeTaMOoII0B XUIPOXIOPHT

3axaposa

Boa 3a umxekimn

6.2 HecbBMecTHMOCTH
To3u nekapcTBEH MPOAYKT He TPsiOBa J1a ce CMecBa C APYTH JCKAPCTBEHH MPOYKTH.
6.3 Cpok Ha rogHoCT

HeortBopeHn ¢duiakoH

3ampazen praxon
6 mecena, koraTo ce cbxpanssa npu -90°C o -60°C.

Bakcunara Mmoke 11a ce nmoiydu 3ampasena mnpu -90°C mo -60°C wmum nipu -25°C mo -15°C. Craen
NoJy4aBaHe 3aMpa3eHaTa BakCHHa MOXKe Ja ce chxpansasa miu rnpu -90°C no -60°C, nim npu 2°C 1o
8°C.

Koraro ce cpxpansiat 3ampaszenu npu -90°C o -60°C, onakoBkure ¢ 10 ¢guakoHa BakcMHa MOTaT Ja
ce pasmpasat npu 2°C no 8°C 3a 6 yaca, a eqTMHUYHU (IIAKOHM MOTaT J1a Ce ChbXpaHsBaT IpH cTaiiHa
temrepatypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gpraxon
10 ceqmuiu chbxpaneHnue u Tpancnoprupane npu 2°C no 8°C B paMKuTe Ha 6-MECEUHHUS CPOK Ha
TOJTHOCT.

. Crnen mpemecTBaHe Ha MpoAyKTa 3a cbxpaneHue npu 2°C no 8§°C BppXy KapTOHEHaTa OIaKOBKa
TpsiOBa J1a ce 3alMIle HOBUAT CPOK HAa FOJHOCT M BaKCHHATa TPSOBa Aa ce U3I03Ba MIIH Ja ce
U3XBBPIIU ChOOPA3HO TO3U CPOK. [IbpBOHAYATHUAT CPOK Ha FOAHOCT TPsOBA Aa ce 3aapackKa.

. Axo BakcuHaTa e nojiydena rpu 2°C mo 8°C, T TpsiOBa 1a ce cbxpansipa rnpu 2°C o 8°C.
IIpoBeperte ganu CpOKBT HA TOJHOCT BHPXY KapTOHEHATa OITaKOBKa € KOPUTHpaH, 3a Ja
OTpa3saBa CpoOKa Ha T'OJAHOCT IMPU CbXPAaHCHHUE B XJIAAWJIHUK U OaJIM IIbPBOHAYAJIHUAT CPOK Ha
TOJHOCT € 3a/ipacKaH.

[Mpenu ynotpeba HEOTBOpEHHUTE (PIIAKOHM MOTAT JIa ce€ ChXpaHsBar 0 12 vaca npu TemIieparypa
mexny 8°C u 30°C.

C pa3mpasenuTe GpakoHH MOXKeE Jia ce pabOTH B YCJIOBUS Ha CTaiiHA CBETJIMHA.
Cunen pa3mpassiBaHe BAKCHHATA He TpsidBa /1a ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypnu omkioneHus npu coxpanenue 6 XAa0uaHuK

o [JanHuTe 3a CTAOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (uIakoH € crabuieH a0 10 ceqmunmy,
KOrarto ce CbXpaHsBa Ipu Temneparypa oT -2°C go 2°C, B pamkure Ha 10-ceIMUIHHA IEPHOA
Ha cbxpaHeHue mexay 2°C u 8°C.

. JlanHUTE 3a CTAOMITHOCT MOKAa3BaT, ue (pIakoHbT MOXKeE Jla ce ChXpaHsBa JI0 24 Jaca pu
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temneparypa 8°C no 30°C, BkarounuTeaHO 10 12 yaca ciaea mbpBOTO IPOOHUBaHE Ha
3amymaigkara Ha ¢iaKkoHa.

Tazu uadopmanus e npeaHa3HaueHa J1a YII'bTH MEAUIIMHCKUTE CICIUAINCTH CaMo B CITy4yail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIOHEHHE.

OTtBOpeH (GaKkoH

JlokazaHa e XuMH4Ha 1 GU3NIHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca mpu 2°C g0 30°C. Ot
MHUKpPOOHOJIOTHYHA TJIeIHA TOYKA, OCBCH aKO HAUMHBT Ha OTBApSHE U3KIIIOYBA PUCKOBE OT MUKPOOHA
KOHTaMHUHALMS, IPOAYKTHT TPsiOBa J1a ce U3MOI3Ba BeJHara. AKO He ce M3I0JI3Ba BEIHATa, BpEMETO U
YCIIOBHATA Ha ChbXPaHEHHE 110 BpeMe Ha yrnoTpeda ca OTTOBOPHOCT Ha HOTpeOHUTeIs.

6.4 CnenuaJHM ycJI0BHUS HA CbXpaHeHHUe

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

Jla ce cbxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 JIa CE€ MPEIa3u OT CBETINHA.

[To BpeMe Ha chXpaHEHHE CBEJIeTE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
W3JIaraHe Ha NpsKa CIbHYEeBa CBETIMHA U YJITPaBUOJIETOBA CBETIIMHA.

3a ycrnoBusTa Ha ChbXpaHEHUE CJIE/I pa3Mpa3sBaHe M ITbPBOHAYAIHO OTBAPSIHE BIKTE TOYKA 6.3.

6.5 Bujau chabpiKaHMe HA ONIAKOBKATA

2,25 ml nucnepcus B po3padeH MHOT0/1030B (uiakoH (cThkito Tuil 1) 2 ml che 3amyanka
(cuHTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA O0KaTKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO
kanaue. Beeku ¢rakoH chabpxa 6 1034, BUKTE TOUKa 6.6.

Bunore onakosku: 195 dnakona nnu 10 dakoHa

He Bcuuky BHoBE OMaKOBKW MOrar jia ObJaT IyCHATH Ha 1asapa.

6.6 ChenmuajaHu MpeanasHu MePKHU NMPH U3XBHPJIsIHE U padoTa

VYkazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIUHCKHU CIICHHUAIIMCT, KaTO CC U3IOJI3Ba aCCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUWIHOCTTA Ha IPUTOTBCHATa JUCTICPCUS.

ITPOBEPKA HA IO3ATA COMIRNATY 30 MUKPOI'PAMA/1IO3A HH)KEKIITMOHHA
JAUCIIEPCHUIA (JIMIA HA 12 U ITOBEYE 'OAUHMH)

o TlIpoBepere nanu GIIAKOHBT € ChC CHBO
IUTACTMACOBO Karmave.

e  AKo (IaKOHBT € C JIUIaBO

Cuso MJIACTMACOBO Karaue, MOJIs, HallpaBeTe
Kamnaue CIIpaBKa ¢ KpaTKaTa XapakTepuCTUKa Ha
npoaykta 3a Comirnaty
30 MuKporpama/mno3a KOHIIGHTpaT 3a
WHXKEKIIUOHHA JIUCTICPCHSL.
DONQT DILUTE e AKoO (TaKOHBT € C OPAHKEBO
TUTACTMACOBO Karaye, MOJIs, HallpaBeTe
CTpaBKa ¢ KpaTkara XapaKTepUCTHKA Ha
npoaykra 3a Comirnaty
10 mukporpama/no3a KOHLIEHTPAT 3a
WHXKEKITUOHHA JTUCTICPCHSL.

Date / Time:
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IMPEJIN YIIOTPEBA HA COMIRNATY 30 MUKPOI'PAMA/I1O3A HTHXKEKLHHIUOHHA
JAUCIIEPCHUA (JIMIA HA 12 M TTOBEYE 'OAUHMH)

e AKO MHOTOZIO30BHUSAT (hJIaKOH CE

) ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jia ce
pa3Mpasu npeau yrnorpeoa.
3ampazenute haakoHH TpAOBa Ja ce
TIpeHecaT B cpefa ¢ remmeparypa 2°C

Ja ce cbxpansiBa
10 10 ceamMmuum

npu 2°C no 8 °C
P o 1o 8°C, 3a 1a ce pa3MpassrT;
KOpHTHpaiite
pa3Mpas3sBaHETO Ha €{Ha OMAaKOBKa C
CpoOKa Ha

10 ¢nakona Moske 1a oTHeMe 6 yaca.
VYBepere ce, 4e (IIaKOHWTE ca HAITBIHO
OLMAKOBKATA pasMpaseHH mpeau ynorpeoa.

/| » Cnen npemecTBane Ha (IAKOHUTE 3a
cbxpanenue npu 2°C no 8°C,
KOPUTHpaWTe CpOKa Ha TOAHOCT BbPXY
KapTOHEHAaTa OIaKOBKa.

e HeotBopenure ¢iakoHH MOTaT J1a ce
chxpansBat 10 10 cemmunu mpu 2°C
1o 8°C B paMKHTE Ha 6-MECEIHUS CPOK
Ha FOJIHOCT.

e BB3MOXKEH € ApyT BapHaHT, IPH KOUTO
eIMHUYHH 3aMpa3eHU (JIAKOHU MOXKE
Ja ce pasMpasir 3a 30 MUHYTH IIpH
temmeparypa 10 30°C.

e [lpenu ynotpeda HEOTBOPEHUST
(h1akoH MOKe J1a ce ChXpaHsBa 0
12 gaca npu temneparypa 1o 30°C. C
pa3MpaseHuTe (HIAKOHN MOKE Ja ce
paboTH B yCIIOBHsI Ha CTaliHA CBETIIMHA.

TOJHOCT BBPXY

e BHuMmaTenmHo pa3Mmecere, KaTo
oowspHeTe durakonute 10 mpTH. He

pasKIaIanre.
P e [Ipenu pazmecBaHe pazMpaseHara
C JHCIIEPCUS MOJKE J1a ChABpPXKa Oenu 110
> ~ noyTH OeNM HEeNpOo3paduHu aMopHHH
/ YaCTHIIH.

e (Cnen pa3mecBaHe BakCHHAaTa TPsOBa Ja
MpeacTaBiIsiBa OsuIa 10 IoYTH Osita
nuctiepcus 0e3 BUANME JacTuIiy. He
W3IOJI3BAiTe BAKCHHATA TIPU HAJTUYHC
Ha JaCTHIIM WX IIPOMSHA B IIBETA.

5

Buaumarenno 10 nbTH
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MPUTOTBSIHE HA UHIUBUIY AJTHU 1031 0,3 ml COMIRNATY
30 MUKPOTPAMA/1I03A WH)KEKIIMOHHA JTUCITEPCHS (JIULIA HA 12 U IOBEYE
T'OJNHN)

e Karo u3noszBare acenTuYHa TEXHUKA,
TIOYHCTETE 3ammyInaikaTa Ha (rakoHa ¢
TaMIIOH 3a €IHOKpaTHa yrIOTpe6a,
HAIO€H C aHTUCCIITUYCH PAa3TBOP.

e Usrernere 0,3 ml Comirnaty

TpsabBa na ce U3MOJI3BAT CIIPHHIIOBKH
W/WJIN WTJIH C MATBK MBPTHB

) (Hem3non3BaeM) oOeM, 3a Jia ce

‘ M3TETJIAT 6 03U OT eUH (pIakoH.

4 KoMmOuHanusTa OT CIIpUHIIOBKA U UTJIa
C MaJTbK MBPTHB 00eM TpsiOBa 1a mMa
MBPTHB 00€M HE TIO-TOJISIM OT

35 MukponuTpa.

AKO ce U3M0JI3BaT CTaHAAPTHU

COPUHIIOBKU ¥ UTJIH, MOXE Ja HIMa

JIOCTaTh4EH 00eM 3a M3TETIIsTHE Ha

MIECT J03H OT €IUH (hIIaKOH.

0,3 ml Bakcuna e Bcska no3a tpsoBa 1a ceabpxka 0,3 ml
BaKCHHA

e AKO KOIMYECTBOTO Ha OCTAHAJIATA BHB
(h1akoHa BaKCHHA HE MOXKE JIa IOCTaBH
enHa 1su1a go3a ot 0,3 ml, u3xeeprere
(1akoHa W M3MUIIHUSL 00eM

e I3xBBpreTe HEN3MON3BaHATA BAKCHHA
12 gaca cien mbpBOTO IPOOHBaHE Ha
3aIymiankaTa Ha (rakoHa. 3amuineTe
CHhOTBETHUTE JaTa/4ac BbpXy (priakoHa.

UsxBbpasiHe

Hewnsnon3BaHusT IeKapCTBEH MPOIYKT WIX OTHAIbUHATE MaTEPUAIIH OT HETO TPsIOBa Jla ce U3XBBHPIIST
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIHOTPEBA

EU/1/20/1528/003
EU/1/20/1528/002
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9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha mppBO paspemanane: 21 gexemepu 2020 .
Jata na nocinenno noxHoBsiBane: 03 mHoemBpu 2021 1.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nnpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiiTa Ha EBponeiickaTta
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIIHO HAOM0eHre. ToBa 111e mo3Boiau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIMATTUCTH CEe
M3KCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIDKTE Touka 4.8.

1. HNME HA JTEKAPCTBEHUS TIPOAYKT

Comirnaty 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 MHOT0030B (PJIAKOH M CHIBPKAHUETO My TPAOBa Ja ce pa3peau mpeau yrnorpeoda.
Enwnn ¢naxon (1,3 ml) ceabpxa 10 no3u no 0,2 ml ciien paspexaane, BIKTe TOUKH 4.2 1 6.6.

Enna no3a (0,2 ml) ceaspxa 10 mukporpama tosunamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BxiroyeHa B JIMIUIHA HAHOYACTHIIN).

Tosuramepan e exHOBepIKHA, 5’ -Kenmupana nHpopmannonaa PHK (nPHK), nponussenena c
U3M0JI3BaHe Ha Oe3KieThuHa IN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau

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

3a IBJIHUA CIIUCHK HA [TOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KoHnieHTpaT 3a MHXKEKIIMOHHA TUCTIEpCHsl (CTEPHIICH KOHIIEHTPAT)
Bakcunata nipencrasiisisa Osita 10 mouTH Osita 3amMpasena aucrepeus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty 10 mukporpama/o3a KOHIICHTPAT 32 MH)KEKIIMOHHA JUCIICPCHs € TIOKa3aHa 3a aKTHBHA
UMYHU3alus 3a npeBeHIus Ha 3abonsBanero COVID-19, npuuuneno ot Bupyca SARS-CoV-2, Ha
Jiera Ha Bb3pacT 5 g0 11 roguumu.

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

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

gO?»H[}OBKa

Heya na evspacm 5 0o 11 200unu (m.e. na évs3pacm 5 00 noo 12 2oounu)

Comirnaty 10 Mmukporpama/mosa ce mpuiiara HHTPaMyCKYJIHO CIIE] pa3pekIaHe KaTo Kypc OT 2 1031
(o 0,2 ml Bcska). [IpenoppuBa ce BropaTa J103a J1a Ce MPHJIOKHU 3 CSAMMIIU ClIe TbpBaTta 7032 (BXK.
touku 4.4 1 5.1).

Bsaumosamensemoctta Ha Comirnaty ¢ Bakcuuu cpeiry COVID-19 oT npyru Npou3BOIUTENH 3a
3aBBPIIIBAHE HA BAKCHHAIIMOHHHS KypC HE € yCTaHOBeHa. JIuiia, Ha KouTo e nmpuioxkena 1 mo3a
Comirnaty, Tpsi0Ba J1a moy4at Bropa jno3a Comirnaty, 3a a 3aBbpIIaT BAKCHHAITMOHHUS KYpPC.
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Comirnaty 10 mukporpama/mosa TpsOBa a ce U3IojI3Ba caMo IpH Jela Ha Be3pacT 5 10 11 roauH.

Tedxcko UMYHOKOMIPOMEMUPAHU TUYA HA 6b3PACM 5 U nogeue 200UHU
Ha suita, KOUTO ca TeKKO HMYHOKOMIIPOMETHPAHH, TPETA 1032 MOXKE J1a C€ MPHIIOKHU Hai-MaIKo
28 mum cief BTopara jo3a (Bxk. Touka 4.4).

Tleduampuuna nonynayus
besonacHocTTa U ehukacHocTTa Ha Comirnaty mpH Jieria Ha Bb3pacT O] 5 TOJWHY HE ca YCTAHOBCHHU.

Hauun Ha OPHUITOKCHUC

Comirnaty 10 mukporpama/mo3a KOHIICHTpAT 32 MH)KEKIIMOHHA JMCIIepCHs TpSIOBa J1a ce mpuiiara
MHTPAaMYCKYJIHO Clie]l pa3pekaaHe (BkK. Touka 6.6).

Crnen paspexaane ¢iakonute Comirnaty cpappkar 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce u3rerisaT
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-ToJIsIM OT 35 MUKpOIHUTpa. AKO c€ U3MOJI3BAT CTAHAAPTHU CIIPHHIIOBKY W WIJIM, MOXKE J1a
HsIMA JIOCTaTh4eH o0eM 3a m3terisiHe Ha 10 mo3u ot enuH ¢urakoH. HesaBucumo oT Bua Ha
CTIPUHIIOBKATA U WIJIATA:

o Bceska noza tpsaba na ceappika 0,2 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIAKOHA BAaKCHHA HE MOXeE Jia JOCTAaBU €/lHa LsIa 1032
ot 0,2 ml, u3xBBpiere GiakoHa U U3TUIIHUI 00EM.

o He cr0OupaiiTe H3MUIIBLMTE BAKCHHA OT HIKOJIKO (JIaKOHA.

Hpe]lHO‘II/ITaHOTO MACTO € OCITOUIHUAT MYCKYJI B TOpHAaTa 4aCT Ha pbKaTa.
He PIH)KGKTHpafITG BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXHO WJIW UHTPAACPMATHO.

BakcunHara He TpsiOBa Ja ce cMecBa B ellHa U ChIIla CIIPHUHIIOBKA C APYT'H BAKCUHH WITH JIEKAPCTBEHU
MPOAYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsIOBa Jia ObJaT B3€TH MPEAH MPUIOKEHUE Ha BAKCUHATA, BUKTE
Touka 4.4.

3a yKka3zaHHusATa OTHOCHO pa3Mpa3sBaHEeTo, paboTaTa U U3XBHPJISHETO HA BAKCHHATA BUXKTE TOUKa 6.6.
4.3 TIIpoTuBomoOKa3zaHusi

CBpT:X‘IyBCTBI/ITCHHOCT KbM aKTHBHOTO B€IICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

44 ChneuuanHu npeaynpe:kaeHus U Mpeana3Hu MePKH NpH ynorpeoda

IIpocnenumoct

3a fma ce moo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

OO0111 TPENOPHKHU

CepvxuyscmeumenrHocm u anaguiaxcusl

Nma cpobimeHus 3a cxOuTHS Ha aHadmwIakcus. BuHaru TpsoBa ga iMa Ha pasIoIoKeHUE TOIXO A0
MEIUIHCKO JIeUeHre U HAOIoIeHUE B CITy4yail Ha aHaQUIIaKTHYHA PEeaKIus cIie]l MPHIIOKEHHE Ha
BaKCHHATA.
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IIpemopruBa ce BHUMATETHO HAOJIIOICHIE B MPOALIKCHHE HA HAll-MaJIKO 15 MHHYTH Clien
BakcuHanusATa. He TpsiOBa ;a ce mpruiara BTopa J103a OT BAaKCHHATA HA JIUIA, MOTyYHITH aHA(UITaKCHS
KbM ImbpBaTa q03a Comirnaty.

Muoxapoum u nepuxapoum

Crnen Bakcunanus ¢ Comirnaty ca HaOIr01aBaHU MHOTO PEIIKH CITy4ad Ha MHOKapIUT U MTEPUKAP/IUT.
Te3u ciyyau ca HACTBIIMJIM MTPEIUMHO B PAMKHTE Ha 14 THU CJie BaKCHHALHUS, [T0-4ECTO CIIE
BTOpAaTa BaKCHHA U MO-4ECTO MPH MO-MIaid Mbke. OT HAIMYHKUTE JAHHU MOXKE JIa C€ MPEIOJI0KH, Ue
MPOTHUYAHETO HA MHOKAPIUT ¥ IIEPUKAPIUT CJIe]l BAKCHHAIMATA HE CE pa3jinyaBa OT TOBa IpU
MUOKAPIUT WIH MIEPUKAPIUT KATO IS0,

MeaunuHCKHTE CIeHAINCTH TPSOBa 1a ObJaT OAUTENHY 3a IPU3HALIUTE U CHMITOMUTE Ha
MUOKapIUT U TIEpUKApANT. BakcnHupaHuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIIATE
JuIa) TpsaOBa 1a ObJaT MHCTPYKTHUPAHU J1a IOThPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TTIOKA3aTETHH 32 MHOKAPIUT W TEPUKAPANT, KaTo (0CTpa U MPOIBIDKATETHA) 00JIKa B
I'bPIAUTE, 330yX WIH NaJIUTALUN CJIEe] BAKCUHALIUATA.

MeauIMHCKHUTE CICIUAINCTH TPSOBa /1a HAIPABAT CIpaBKa ¢ PhKOBOJICTBATA W/HUJIM CIICIIUAIMUCTUTE 32
JIMaTHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

PuckbT oT MuOKapauT ciient Tpera qo3a Comirnaty Bee OIle HE € OXapaKTepH3upaH.

Peakyuu, cévpzanu ¢ mpegosicnocm

BnB BpB3Ka CbC CaMUs MPOLEC Ha BAKCUHALIMA MOTraT Jia BbABHUKHAT pCaKlr, CBbP3aHu C
TPEBOXHOCT, BKJIFOUUTEIIHO Ba30BAarallHU PeaKIMU (CUHKOI), XUIIEPBEHTUIIALIMS WIH PeaKIiH,
CBBP3aHH ChC cTpeca (Hamp. 3aMastHOCT, MAITUTANH, YCKOPEH Chp/ICUYCH PUTHM, IPOMEHH B
KPBBHOTO HAIITAaHe, YCEIaHe 3a M3TPBIIBAHE U M3MOTABAHE). PeakiuuTe, CBbp3aHu ChC CTpeca, ca
MPEXOJIHU M OT3BYUYaBaT OT caMo ceOe cu. XopaTa TpsiOBa jJa ObJIaT MOCHBETBAHU J1a MH(GOPMUPAT 3a
TE3W CHMIITOMH BaKCHHHPAIIIKS TH 32 OI[CHKA. BaykKHO € J1a ce B3eMart Mpera3Hi MepKH, 3a Ja ce
NPEIOTBPATH HApaHsIBAHE OT MPHITaaHe.

Cvnvmcmesawo 3abonasane

Bakcunanmsara TpssOBa 1a ce OTIIOKH IPH JIMLA, CTPAJAIIH OT OCTPO TeXKO (HheOpriTHO 3ab0IsBaHe
win octpa uHpekuusa. Hanmnuuero Ha yieka nH(EKIUs W/Wiu HEBUCOKa TeMIleparypa He Tps0OBa na
CTaBa MPUYMHA 3a OTJlaraHe Ha BaKCHHAILIUATA.

Tpomboyumonenus u Hapyuienus Ha KPb8OCHCUPBAHEMO

KakTo mipu qpyry MHTpaMyCKYJTHH WHXKEKIMH BaKCHMHATA TPSOBa J1a Ce MpHiiara BHUMATEITHO MPH
JUIA, TTOTyYaBaIld aHTUKOATYJIaHTHA TePAIHs WITH JIUIA C TPOMOOITUTOTIEHHSI MJIH HIKAKBO
HapyIlIeHHe Ha KPHBOCHCUPBAHETO (KaTo XeMOohWiIwst), Thif KaTO MIPH TE3H JIMIA MOTaT Ja Bb3HUKHAT
KbPBEHE WM 00pa3yBaHe HA CHHUHU CJIE]] HHTPAMYCKYJIHO MPHJIOKCHUE.

Hmynoxomnpomemupanu mya

EdwukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UIMyHOKOMIIPOMETHUPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld IMyHOCynpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKa NMPH UIMYHOKOMIIPOMETHPAHH JUIIA.

[Ipenopbkara aa ce 00CHIU MPUIIOKEHUE Ha TPETa 1032 IIPU TEKKO UMYHOKOMITPOMETUPAHU JIUIIA CE
0a3upa Ha OrpaHUYEHHU CEPOJIOTUYHHU JaHHU B JINTEpATypaTa OT CEpPHs Caydyau OT OBJIIIBAHETO Ha
KJIMHUYHUTE CUMIITOMHU IIPY Bh3PACTHU MALIMEHTH C ATPOrC€HHA UMYHOCYIIPECHS ClIe]
TPAHCIUIAHTAIUS HA COJIU/ICH opraH (BXK. Touka 4.2).

Hpodwofcumeﬂﬁocm Ha 3awumama

HpOJI’I)J'DKI/ITeJIHOCTTa Ha 3amuraTra, NpeaocTaBsiHa OT BAaKCHMHATa, HEC € U3BCCTHA, TBI KaTo T BCE ouIe
CC OMpPCACiid B TCKYIIIU KIIMHUYHHA IMTPOYYBAHUS.
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Oepanuuenus Ha epekmusHoCmMma Ha 8aKCUHAMA

KaxTo mpu Bcsika BakcuHa, BakcuHanmaTa ¢ Comirnaty Moke Ja He 3alllUTH BCUYKH BaKCHHHUPAHH.
JIuna Mo3xe 1a He ca HaIThJIHO 3aIUTEHU A0 7-MUA JIEH CJIe]l BTOpaTa J03a OT BaKCHHATA.

4.5 BzaumopeiicTBHe ¢ IPYrd JIeKAPCTBEHN MPOAYKTH U APYru (popMH HA B3auMojaelicTBHe
He ca npoBexxaanu mpoyyBaHUs 3a B3aUMOJICHCTBUATA.

ChIIbTCTBAIIOTO MpHIIOKeHHe Ha Comirnaty ¢ Ipyrs BAKCHHU HE € MPOYYEHO.

46 @eprmauTeT, )PEMEHHOCT M KbPMEHE

Bbpemennoct

Mma orpannyen onut ot ynorpedarta Ha Comirnaty pu OpemeHHY kern. [IpoyduBanusaTa npu
JKUBOTHH HE MOKa3BaT NMPEKH WM HETPEKH BpeTHU e(DEeKTH, CBbp3aHU ¢ OpPEeMEHHOCTTA,
eMOpPUOHAITHOTO/(DEeTaTHOTO Pa3BUTHE, PAXKIAHETO WIN IIOCTHATATHOTO pa3BHUTHE (BXK. TOUKa 5.3).
[Ipunoxxenne va Comirnaty 1o BpemMe Ha OpeMEHHOCT TpsiOBa Ja ce 00CHKIa, CaMO KOIraTo
MOTCHIMATHUTE TIOJ3U HA/IBUIIABAT BCSIKAKBH MMOTEHIIMAIHN PUCKOBE 32 MalikaTa U Qeryca.

Kopmene

He e uzBectno nanu Comirnaty ce eKCKpeTHpa B KbpMaTa.

DepTunurer

[IpoyuBanusiTa NpH >KMBOTHU HE TIOKA3BAT MPEKH WIHM HETIPEKH €(EKTH, CBbP3aHU C PEPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 Edextu BbpXy cioco0HocTTa 32 ogupaHe u padora ¢ MALIUHA

Comirnaty He MMOBJIHMSIBA WK MTOBIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a ImodupaHe u padoTa ¢
MamuHU. Bece mak HIKOM OT e(i)eKTI/ITe, IIOCOYCHHU B TOYKA 48, MoraTt BpEMEHHO J1a IIOBJIUAAT
CHOCOOHOCTTA 32 mopupaHe Wi padoTa ¢ MALIUHU.

4.8 Hexkenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

Besonacnoctra Ha Comirnaty e oLieHeHa IPH YYaCTHUIM Ha Bb3pacT 5 U 1oBeye rOANHU B

3 KITMHUYHY TIPOYYBaHUsI, B KOUTO ca BKIIOYeHH 24 675 yyactHuum (BrmouBamy 22 026 yqacTHULN
Ha Bb3pacT 16 u moeeue roaunu, 1 131 roHomu Ha Bb3pacT 12 10 15 rogunu u 3 109 nena Ha Bb3pacT
5 mo 11 rogwawm), momyauinu one 1 mo3a Comirnaty.

O6mmaT mpoduni Ha 6e3omacHocT Ha Comirnaty Ipu YIaCTHHIIM Ha BB3pacT 5 110 15 roawam e
mo00¢H Ha HaOII0JaBaHUs TTPH YIACTHHIIN Ha BB3pacT 16 1 ImoBeve TOIUHHY.

B nomrenaenne, 306 HATMYHY OT yYaCTHHUIIUTE BBB (pa3a 3 Ha BB3pacT 18 10 55 roauHu ca moryuninm
Oyctep mo3a (Tpeta mo3a) Comirnaty mpuOIM3UTEIIHO 6 Mecela cien Bropara 1o3a. Oomust mpodrut
Ha Ge3omacHoCT 3a OycTep A03a (TperaTa 103a) € mogo0eH Ha HaOIoJaBaHus cies 2 103U.

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 (¢a3a 2/3 na [IpoyuBane 3, ¢ maHHM J0 JaTaTa Ha 3aKJII0YBaHe Ha AaHHKUTE 6 cenremBpH 2021 r.,

2 158 (95,1%) (1 444, nomyuynau Comirnaty 10 pg, u 714, noxyunnu riane6o) aemna ca mpocieacH! B
MPOABIDKCHUE Ha Hal-Malko 2 Mecena ciiel] Bropara jgo3a Comirnaty 10 pug. AHanu3 Ha TaHHUTE 32
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HEe)KeJlaHu peakiuu BbB (paza 2/3 Ha [IpoyuBane 3 Bkimousa oiie 2 379 yuactaunu [1 591, nonyunnu
Comirnaty 10 ng, u 788, nomyuwnu miane6o], ot kouto 71,2% ca ¢ neproj Ha IpocIieiiBaHe Hai-
Mauiko 2 cenmuim cien Jlosa 2 10 narata Ha 3akitouBaHe Ha gJaHHUTE 8 okToMBpH 2021 1. OnieHkaTa
Ha JaHHUTe 3a Oe3omacHocT B [IpoyuBane 3 mpoabmkasa.

Haif-gyecTuTe He)KeIaHU peaKIy MY Aera Ha Bb3pacT 5 1o 11 roguau ca 6oika Ha MACTOTO Ha
umkekTapane (>80%), ymopa (>50%), rmaBobonue (>30%), 3auepBsiBaHe U IMOAyBaHe HA MSICTOTO Ha
umkektupane (>20%), muanrus u srpucase (>10%).

Yyacmuuyu na év3pacm 16 u noseue 200unu — cieod 2 003u

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

1 no3a Comirnaty 30 ug u o6mo 22 021 yuacTHUIM Ha Bb3pacT 16 WK moBeve TOIUHHM ca MOTyUYHITH
wiane6o (BkrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguinHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCWHATa ¥ rpymara Ha 1iane6o). O6mo 20 519 ygacTaumm Ha Bb3pacT 16 Win moBeye TOAUHH ca
nonyuynin 2 no3u Comirnaty.

KbMm MoMenTa Ha ananm3a Ha [IpoyuBane 2 ¢ mata Ha 3akiTtouBaHe Ha ganauTe 13 mapt 2021 1. 3a
1a11e00-KOHTPOIMPAHUS 3acyIelleH IepUOl Ha IIpociesiBaHe [0 NaTUTE Ha pa3cielnsiBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, momyunnu
miare60) Ha Bb3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IIPOIBDKEHNE HA >4 Mecela Cie/
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyurau Comirnaty, u 7 407, monydannu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHH, TOTYIHIN

2 no3u, ca 6oska Ha MACTOTO Ha HHXKekTHpane (>80%), ymopa (>60%), rmaBodonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), TUpEKCHs U TIOTyBaHE HA MSICTOTO Ha HHXKEKTHUPAHE
(>10%) 1 0OMKHOBEHO ca JIEKH WJIM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
IHHM CJIe BakCHHanusATa. Majko mo-mMajka 4ecToTa Ha CbOUTHATA HAa PEaKTOT€HHOCT C€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[Ipodunpt Ha Ge30macHOCT mpu 545 ydacTHUIM HA BB3pacT 16 U moBede roANHHA, BAKCHHUPAHU C
Comirnaty, kouto ca owu ceporo3utuBHE 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
Ha0JI0JaBaHus TP 0011aTa MOMyIallKs.

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

IIpu ananm3 Ha [IpoyuBane 2, 6a3upaH Ha JAHHWUTE J0 JaTaTa Ha 3aKJIIOYBaHE HA JaHHWUTE 13 MapT
2021, 2 260 ronomm (1 131, Bakcunupanu ¢ Comirnaty30 ug, u 1 129, Bakcunupanu ¢ mianebo) ca Ha
BB3pacT 12 10 15 rogunu. Ot 11x 1 308 roHomwm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcHHUPaHU C M1a1e00) ca MPoCcjeIeH! B MPOIBbIKCHUE Ha Hali-MaJlIko 2 Mecella clie]l BTopara
no3a Comirnaty. Ouenkara Ha JaHHUTe 3a OezomacHoCT B [IpoyuBane 2 npoabikasa.

Haii-gyecTuTe He)KeIaHU peaKIK MPY IOHOIIHN Ha Bb3pacT 12 mo 15 romauHu, momyduiau 2 1034, ca
0onka Ha MACTOTO Ha MHXKekTHpane (>90%), ymopa u rnaBodomnue (>70%), Muairus U BTpucaHe
(>40%), aptpanrus u nupekcus (>20%).

Yuacmuuyu na ev3pacm 18 u noseue 2o0unu — cied bycmep 003a (mpema 003a)

Enna moxarpymna yuyactauiu BbB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 10

55 roauHu, 3aBBPIININ IIbPBOHAYAIHUS 2-1030B Kypc ¢ Comirnaty, ca moyryduiu 0ycrep jgo03a (Tpera
no3a) Comirnaty npubnuzuTeaHo 6 Mecela (auanasoH 4,8 10 8,0 Mecelia) cien nojayJyaBaHe Ha

Jo3za 2.

Haii-yectute HexxelaHM peakiyy NP yYaCTHUIIMTE Ha BB3pacT 18 1o 55 ronunu ca 6oika Ha

MSICTOTO Ha uHXektupase (>80%), ymopa (>60%), rmaBodomnue (>40%), muanrus (>30%), BTprcane u
aprpanrus (>20%).
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CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha BB3PACT 5 U MTOBEYE TOJIMHHU, B TAOJIWYCH BU

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 10 YECTOTA:

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

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

MHoro peaxku (<1/10 000),

C HemsBecTHA YeCcTOTa (OT HAUIMYHUTE JAaHHU HE MOXKe Jla OblIe HAaIIpaBeHa OIICHKA).

Taoauna 1:

He:xesianm peaknuu 0T KJIMHUYHATE Npoy4uBanus Ha Comirnaty u ot

MOCTMAPKETUHIOBUSA OIIUT IPH JIMIIA HA Bb3pPacT 5 1 moBeue TroAWHHA

CucTeMo-opraHeH KJjac Mmuoro Yectu HeuecTn Penxu C
YecTH (>1/100 go |(>1/1 000 10| (=1/10000| Hem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (0T
<1/1000) | waau4yHHTE
JaHHHU He
MO3kKe 1a
obae
HalpaBeHa
OI[€HKA)
Hapymenns Ha kpbBTa U JInmbane-
nuM¢HaTa CUCTEMA HomaTus"
Hapymenus na Peakiuun Anaduaakcus
MMyHHaTa cHCTeMa Ha CBPBX-
YyBCTBHU-
TETHOCT
(narmp.
o0puB,
[IpypUTyC,
ypTHKapHus,’
aHTHOEIEM®
Hapymenus na Hamanen
MeTabonu3Ma u aTneTHT
XpaHEHETO
ITcuxuuHu HapyHIEeHUs! bescbHme
Hapyiienus Ha HepBHaTa | ['1aBoGosue Jletaprus | Octpa
CUCTEMA nepugepHa
JUIICBa
napajnsa®
Copreynu HapyIICHUS Muoxkapaut;"
Tlepukapaut"
CroMalHo-4peBHU Huapus” I'apene;
HapylIieHus [ToBpbiiane
T
Hapymenus Ha koxara u Xunep- Epurema
MOJIKOXHATa ThKaH XHUAPO3a; MyaTapopme”
Homan
U3MOTSBA
HUS
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CucreMo-opraHeH Kjac Mmuoro YecTn Heuectn Penkn C
4yecTH (>1/100 go |(>1/1 000 xo| (=1/10000| Hem3BecTHA
(=1/10) <1/10) <1/100) 10 yecToTa (OT
<1/1000) | HanMYHHTE
JaHHH He
MoOKe 12
(139 (5
HATIpaBeHa
OIleHKA)
Hapymenus na Aprtpanrus; bosnka B
MYCKYJIHO-CKeJIeTHaTa Muanrus KpaitHuK"
CUCTEMa U
ChCIMHUTEITHATA ThKaH
OO HapyuIeHus 1 bonka na 3auepBsiBaH | ACTEHHUS; Obmmpen
e(eKTH Ha MSACTOTO Ha MSICTOTO Ha | € Ha Hepasmo- OTOK Ha
MPHUIIOKEHHUE WH)KEKTH- MSICTOTO Ha | JIO)KCHHE; BaKCHHHPaHH
paHe; uwxkektu- | Ipypuryc sl KpalHUK;"
Ymopa; paune’ Ha MSCTOTO Ortok Ha
Brpucane; Ha MHKEK- TUUETO™
IMupexcus;* TUpaHe
OTok Ha
MSICTOTO Ha
WH)KEKTH-
paHe

a. [Ilo-romsima uecrora Ha umdanenonatus (5,2% cupsimo 0,4%) e HaOmoaBaHa NPU YYACTHUIM, TTOITYYHIN
Oycrep no3a (Tpera 103a), B CpaBHEHHE C yYaCTHHIH, TIOJIYYHIH 2 JJ03H.

6. Kareropusra no uecrora 3a yprukapus u auruoeneMm e “Penkun”.

B. [lpe3 nepuoja Ha mMpocieIBaHEeTOo 32 OE30MACHOCT HA KIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 T,
ocTpa neprdepHa JIUIeBa Mapain3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha MPHK BakcunaTta
cperry COVID-19. ITosBara Ha nurieBa napanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha
yuactHrka) u 1au 3, 9 u 48 cnen [lo3a 2. Hama cro0meHns 3a cirydal Ha ocTpa nepudepHa JUIeBa
rmapajmsa B TpymaTa Ha 1amne0o.

¥ o=

HexenaHa peakiys, ycTaHOBEHA CIIeZ pa3peluaBaHe 3a yrnorpeoda.
OrtHacs ce 3a pbKaTa, Ha KOSATO € II0CTaBeHa BAKCHHATA.
INo-romsma uecToTa Ha MupeKcus € HaOIoAaBaHa clie]l BTOpaTa 1032 B CPaBHEHUE C IbPBATa 103a.
CpoO1iaBa ce 3a OTOK Ha JIMLETO [P PELMITMEHTH Ha BAKCHHATA, HA KOUTO € OMJI MHXKEKTHUPaH JepMajieH
(GuTBp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

3. 3adepBsBaHE Ha MSICTOTO HAa HHXKEKTHPAHE Bb3HUKBA C MTO-TOJSIMA YeCTOTa (MHOTO YECTH) MIPHU Aela Ha

BB3pacT 5 1o 11 roguxm.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUHU CIIE]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOMIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
MOTO3UPaHa HEXKEIaHa PeaKIus Ype3 HAITMOHAIHA CUCTeMa 3a ChOOIaBaHe, IIOCOYCHA B
[Ipunoxenne V u na BKIIOYAT MAPTUIHUS HOMEP, aKO € HAIHYCH.

4.9 Ilpepo3upane

Vima Hanu4HY JaHHY 32 OPe0o3UpaHe IIPU 52-Ma yUYaCTHUIM, BKIIFOUEHHU B KIIMHUYHOTO U3IIUTBAHE,
KOHUTO MOPaJX TPEIIKa B pa3pekJaHeTo ca nmonyuuin 58 mukporpama Comirnaty. Bakcuaupanute He
ChOOLIABAT 32 MOBHUILIEHA PEAKTOTCHHOCT MJIM HEXKENaH! PEaKIIKH.

B cnyuyait Ha npeno3upaHe ce npernopbyuBa MPOCIeIABaHe Ha KU3HEHUTE QYHKIIMH U Bh3MOXKHO

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

5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMHMYHHU CBOIiCTBA
dapmMakoTepanieBTHUHA TPyIia: BaKCUHU, Apyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosuano momuduiupanata nuadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAHOYACTHILIM, KOETO MO3BOJISIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B kinetkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcipecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOJMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEMHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IIPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENA, TaKa U KJIEThYeH UMYHEH OTrOBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe JIa TonprHece 3a 3amura cpenry COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOT'OHALIMOHAIHO, PAHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acjeneHo 3a HaOmoaarens npoyusade ¢asa 1/2/3 3a ycraHoBsiBaHe Ha 103aTa, CEJICKIHS Ha
KaHAMJATHU 3a BaKCHHA U €(PUKACHOCT NP YYaCTHUILIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusanusita e crparuduuupana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseye ronuHu, ¢ MUHUMYM 40% OT yJacTHUIIUTE B Ipynarta

>56 ronuan. OT IPOYYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYaCTHHIM C TPEUIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YUYaCTHHUIM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, ONpPeesIeHO KaTo 3a00IsiBaHe, KOETO He
HaJjlara 3HauuMa MpoMsiHa B TEPaIUsTa WK XOCIUTAIU3aLus TOPaax BIOIIABaHE Ha 3a00JsIBAHETO
npe3 6-Te CeJAMMIIN IPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA HH(PEKIINS C YOBCIIKH
umyHozaeduuuter supyc (HIV), Bupyca na xenarur C (HCV) win Bupyca na xenatut B (HBV).

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

B gacrra (aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpymnanu naHau a0 14 Hoemspu 2020 .,
npubimzutento 44 000 yyacTHHIM ca paHAOMHU3UPAaHH OPABHO U TPsOBa Aa nomydat 2 no3u uPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKaCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHMHAIIMA € HalpaBeHa B paMKuTe Ha 19 1o 42 quu cien mbpBaTa BakcuHanus. [loBeueto
(93,1%) BakcuHHpaHH ca MOJYyYHIH Bropata f103a 19 mo 23 auu ciexn losa 1. [lnanupano e
yyacTHULMTE J1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a onjeHKa Ha Oe30macHOCTTa U
epukacnocrra cpeury COVID-19. B kKMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO JIa
cbOM01aBaT UHTEPBAI OT MUHUMYM 14 THU peau U ciell NPHIOKEHUETO Ha NPOTUBOIPUITHA
BaKCHHA, 3a J1a moiyd4ar win trane6o, unmu nPHK Bakcuna cpenry COVID-19. B ximmHUYHOTO
NpOy4BaHe OT YUYACTHUIUTE CE € M3UCKBAJIO /1a ChOI0AaBaT HHTEPBAI OT MUHUMYM 60 THU Tipean
WIW CJIE/l KaTO ca UM OMJTU MPHUIIOKECHU KPbBHH MPOILYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIN
HMMYHOJIOOYJIMHY B pAMKHUTE Ha BPEMETO 0 3aBbPIIBAHE Ha IPOYIBAHETO, 3a Ja MOTy4aT Ui
wiane6o, umn nPHK Bakcuna cpemry COVID-19.

[Tonymnanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 32 e(hUKaCHOCT BKIItouBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseue rojunu (18 242 B rpynarta Ha uPHK Bakcunara cpenty COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 JaHHu 3a npeaumHia nHpekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lomsmHuTenHO nMa 134 ygacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaun (66 B rpynara Ha nPHK
BakcruHaTa cpemry COVID-19 u 68 B rpymnara Ha mamne6o) u 1 616 ygacTHHIN - Ha BB3pacT 75 u
noeeue roaunu (804 B rpynata Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

K®sMm moMeHTa Ha IIbPBUYHUSA aHAJIU3 3a e(bI/IKaCHOCT YYaCTHUIHUTE Ca IMPOCICACHU 3a CUMIITOMU Ha

COVID-19 3a o6mro 2 214 yorekoroauuu B rpynara vHa ”PHK Bakcunara cperry COVID-19 u 06110
2 222 4OBEKOTOJMHY B rpyIara Ha 1aneoo.
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Hsima KMHUYHO 3HAYMMH pa3NIuKH B 001IaTa e(pMKaCHOCT Ha BAKCHHATA NIPH YYaCTHHUIN C PUCK OT
texka popma Ha COVID-19, BKITIOUNTETHO TE3U ¢ | MM TIoBede ChITHTCTBAIIM 3200/ IsIBaHUS, KOUTO
yBennuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornaHo 6e10poOHO 3a00sIBaHE, 3aXapeH AMabeT, XUIEPTOHHUS).

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

Taoauna 2:

E¢uxacHoct Ha BakcnHaTa — mbpBa nosiea Ha COVID-19 ot 7-mMus eH ciexn

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKI U npean
7-mus neH cien Joza 2 — ouenuma nonysanus 3a epuxactoct (7 1Hn)

IInpBa nosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIA 0e3 TaHHHU 3a
npenuuHa nHdexuus csc SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inauedo
N# =18 198 N2 =18 325
Cayyan Cayyan
n1® n1® E¢ukacroct Ha
Ilepuon na Ilepuoa Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN)*
Bceuuku yuactHum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
MOBEYE TOINHHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 ronuHu 1 14 929
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpACHHUTE Cilyuan ca ONpPEeICHH Ype3 MoJIMMepa3Ha BEpHKHA peakius ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u mone 1 cumrrom,
croTBeTcTBam Ha COVID-19 [*Onpenenenne 3a cmydaii: (moHe 1 0OT) MOBHIIIEHA TeMIIepaTypa, HOBOIOSIBHIIA
Ce WM 3aCUIIeHa KallIHIa, HOBOIOSIBUII CE MITH 3aCHIICH 3a/1yX, BTPUCAHE, HOBOMIOSIBUAJIA CE UITH YBEIHUYCHA
60Jika B MYCKYJITE, HOBOTIOSIBUJIA Ce 3ary0a Ha BKYC MJIM MUPHUC, Bb3MMAJIEHO I'bPJI0, THAPUS HITH

MOBPBIIAHE. |
*

B ananu3a ca BKJIIOYECHH y4acTHUIM 0€3 CEpPOJIOTMYHY U BUPYCOJIOTMYHH JaHHHU (TIPeAn 7-MUsl ACH Clle
NIPWJIOKEHUE Ha TI0CIIeJHaTa 103a) 3a MuHaia nHdekus cbc SARS-CoV-2 (1.e. OTpULATEIHY 32 aHTHTENA
¢ N-cbp3Bane [cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ Tect 3a ammumndukanys Ha HyKJIeHHOBa
kucenuHa (nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBKa] Ha Busutu 1 m2) u ¢
otpumnareneH pe3ynratr oT NAAT (Ha3amHa HAaTpHBKa) IPH BCsAKa HEIUTAHUpaHa BU3NTA Npean 7-MHS ACH

cnen Jloza 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATa rpyIa.

o

nl = Bpoii yyacTHULIM, OTTOBAPSIIM HAa OTIPEJIEJICHUETO 33 KpailHaTa TO4YKa.

B. OO6m nepuon Ha HadmoaeHue B Xuisian (1 000) yoBekoroAWHY 3a AajieHaTa KpailHa TOYKa TPy BCUYKH
YYACTHUIIM BbB BCSIKA PUCKOBA IPyIa [0 OTHOIICHUE HA KpaiiHaTa Touka. BpemeBusT mepuoy 3a
HaTpymnBaHe Ha ciaydau Ha COVID-19 e ot 7-must e cnen Jlo3a 2 0 kpast Ha iepuoia Ha HaOJIroIcHHeE.

r. n2 = 0poil Ha YYACTHHUINTE B PUCK IO OTHOIICHUE HA KpaifHATa TOYKA.

n. Jsyctpannusar nosepureneH uatepsai (1) 3a edhmkacHOCT Ha BakCHHATA € TIOJTyYeH Ha 0a3aTa HAa METO/A
Ha Clopper u Pearson, kopurupas crpsmMo BpeMeTo Ha HaOmoaeHue. JIM He e KopurupaH 3a MHOXKECTBEHU

aHaJIn3H.

E¢uxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLunsITa Ha IbpBa MMOsIBa HA
COVID-19 ot 7-mus aen ciex Jo3za 2, B cpaBHeHHE ¢ m1anedo, e 94,6% (95% noBeputesieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ IOBEYE TOJIMHY ChC WK 0€3 JJoKa3aTeCTRa 3a
npeauirHa uadpekius cbe SARS-CoV-2.
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JIOITBITHUTEIIHO €MH MOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA MIOKa3Ba CXOJHU OILICHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNHUTE IO MOJ, ETHUYECKA MPUHAICKHOCT U YIACTHULHN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBBP3aHU C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

I/I3B’LpH.I€HI/I Ca aKTyaJIu3upaHu aHaJIU3H 3a e(l)I/IKaCHOCT IIpy HAJIMYMUECTO HA JOII'BJIHUTCIIHHA,

noTBbpaeHu ciydan Ha COVID-19, naTpynaiiu ce 1o BpeMe Ha 3aCjIeIeHOTO I1ale00-KOHTPOIHPAHO

npociensBane, 00XBaIaio nepuoja 1o 6 Mecena cien Jlosa 2 B momynanmsara 3a epUKacHOCT.

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

Ta6auna 3:  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus eH caen
Jo3a 2, no Bb3pacToBU NOATPYNH — YYACTHHIM (€3 IaHHM 32 MpeIUIIHA
uHpekuus cbe SARS-CoV-2* npenn 7-musi aeH caen Jlo3za 2 — oneHuMa
nomy.janus 3a epukacHoct (7 AHM) M0 BpeMe Ha IJ1aed0-KOHTPOJIUPAHUS
NepPUo/] HA MpocJiesiBaHe

uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2=20 998 N2=21 096
Cayyan Cayyan
n1® n1® E¢ukacroct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
Ioarpyna Haomoaenune”® (N2") Hadmoaenune” (N2") (95% ")
Bcewnukn yyactHunm® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
MoBeYe TOIMHH 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 TOIMHH 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [loTBBpAECHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0OpaTHa

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

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBUIIIEHA TEMIIEpaTypa; HOBOIOSBHIIA CE€ WIIM 3aCHJICHA

KaIllTAI[A; HOBOTIOSIBUJI CE WJIM 3aCIJICH 3a/yX; BTPHCAHE; HOBOTIOSIBIIIA CE MJIN yBEIW4IECHa 0OJIKA B MYCKYJIHUTE;

HOBOIIOSIBMJIA c€ 3ary0a Ha BKYC WJIM MUPUC; Bb3NAJICHO I'bPJI0; TUaPHs; TOBPBILAHE).

* B ananm3a ca BKJIIOYEHH YYacTHHLM Oe3 JaHHM 3a MuHana nHdekus cbc SARS-CoV-2 (1.e. oTpunatensu 3a

antutena ¢ N-cBbp3Bane [cepyM] Ha Busura 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3anHa HaTpUBKa] Ha

Buzntu 1 1 2) u ¢ otpunarenes pesyarat or NAAT (Ha3anHa HaTpUBKA) MPYU BCsKa HEIJIAaHMPaHa BU3UTA

npesu 7-must JeH cien J{o3a 2.

N = bpoii yqacTHULIM B TIOCOUYEHATA IpyHa.

nl = Bbpoii yuacTHUIIHN, OTrOBapsIIIHM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxenue B xwisyau (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpU BCHYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHaTa Touka. BpeMeBHAT epros 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HabIroieHue.

r. N2 = 0Opoil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

n. JByctpaHHUAT 95%-eH noBepureneH uaTepnan (1) 3a epukacHOCT Ha BakCHHATA € MOTy4YeH Ha Oa3ata Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

e. BxirouBa noTBBpACHHU Cilydyau IpU Y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata Ha uPHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha mare6o.

IS

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK Bakcunata cpemry COVID-19
npu npeseHnysATa Ha mosia Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyacTHHAIIUTE B OIIEHUMATA TOIYJAIH 32 €(PUKACHOCT, CHC UITH
0e3 naHHu 3a npeauiHa uHpeknus cbe SARS-CoV-2.
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JIOTBITHUTEITHO aKTyaTH3UPaHNTE aHAITM3H 32 e(DUKACHOCT IO TIOATPYITH OKa3BaT CXOHH TOUYKOBU
OIICHKHM 32 e()UKACHOCT B TPYIIUTE IO TI0JI, STHUYECKA IPUHAIICKHOCT, Teorpad)CKo MON0KECHUE U TTPH
YYaCTHUIIMTE ChC ChITBTCTBAIIM 3a00JISIBAHUS U 3aTIBCTABAHE, CBBP3aHU C BUCOK PUCK OT TEXKKa
dhopma Ha COVID-19.

Ecuxacnocm cpewy meowcka ¢popma na COVID-19
AKTyanmu3upaH aHaIN3 Ha BTOPUIHUTE KPAHM TOYKH 3a e(hrKacHOCT mmoakpers moir3ata oT uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATa cpelty Texka popma Ha COVID-19 e npencraBena
caMo 3a YYaCTHHMIIM ChC WK 0e3 npeauiiHa uHpekus cbec SARS-CoV-2 (Tabmauna 4), Thid KaTo
opost Ha cirydaute Ha COVID-19 npu yuactaunum 6e3 npeauiina uadeknus cbe SARS-CoV-2 e
CBIIMAT KAaTO TO3MU MPH YYaCTHULHM ChC WM Oe3 npeauiiHa nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha UPHK Bakcunara cpenry COVID-19 u Ha mutane6o.

Taoauna 4:  EduxacHocT Ha BAKCHHATA — MTbPBA NMosiBa Ha Te:kka ¢opma Ha COVID-19 npu
YYACTHMIIU ChC WM 0e3 npeauimHa uHpexknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpeieJieHUETO HA ATEHIIMATA 32 KOHTPOJI Ha XpaHuTe u JekapcrBaTa (Food
and Drug Administration, FDA)* ciex {o3a 1 uiau ot 7-mus aeH ciaen Joza 2 B
nepuoia Ha MPOCiIesiBaHe HA IUIANEe00-KOHTPOJHPAHOTO MPOyIBaHe

uPHK Bakcuna
cpemy COVID-19 Inauedo
Cayuaun Cayuaun
nl* n1? Eduxacnoct Ha
Ilepnox Ha Ilepnox Ha BaKcHHATa, %
naomonenne (N2°) Hatumonenue (N2°) (95% An®)
1 30 96,7
Cnen Hoza 1" 8,439" (22 505) 8,288 (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Joza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0OpaTHa

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

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOUBAT: MIOBUIIIEHA TEMIIEPATYPa; HOBOTIOSIBUJIA CE WJIM 3acHIIeHa

KallUTHIa; HOBOTIOSIBUJI C€ WJIM 3aCUJICH 33J1yX; BTPHCaHEe; HOBOIIOSIBIIIA CE MJIM yBeJIH4YeHa 00JIKa B MYCKYJIUTE;

HOBOIIOSIBMJIA c€ 3ary0a Ha BKYC WJIM MUPHC; Bb3NAJICHO I'bPJI0; TUaPHs; TOBPBILAHE).

* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanmuue Ha Hai-Maiko

1 ot cnexnure:

e  KimHWYHM NpHU3HAIM B TIOKOH, TOKA3aTEITHH 32 TEKKO CHCTEMHO 3a00IIsBaHe (IXaTeIHa YeCTOTa
>30 BIumIBaHUS B MHHYTA, ChbPACYHA YecTOTa >125 ynapa B MUHYTa, KUCIOpOIHA caTypanus <93% Ha
CTaeH Bb3AyX Ha MOPCKOTO PAaBHUIIE WII CHOTHOIICHNE Ha apTEPUATHOTO NMapIUaTHO HAJSTaHE Ha
KHCIIOpOJia KbM (pakiusTa Bauian kuciaopoa <300 mm Hg);

e JluxaTenaHa HEAOCTATHYHOCT [OIIPEEIeHa KaTo HyK/a OT I0JIaBaHe Ha KHCIOPO/]l C BUCOK MOTOK,
HEMHBA3MBHA BEHTUJIALNS, MEXaHUYHA BEHTUJIAINS WIN eKCTPaKOPIOpaaIHa MeMOpPaHHA OKCUTE€HAITHS
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHHM 32 IIOKOBO CHCTOSIHUE (CHCTOJIMYHO KpBbBHO Hamsirane < 90 mm Hg, nnactoanyHo KpbBHO
Hansrane < 60 mm Hg wiu Hyk1a ot Ba3onpecopn);

e 3HauuMa ocTpa ObOpeYHa, YepHOAPOOHA UIIK HEBPOJOTHYHA TUCQYHKITUS;

e [IpuemaHe B OT/ICIEHUE 32 HHTCH3UBHU TPHXKUY;

e  CwMmbpT.

a. nl = bpoii yuacTHHUIN, OTrOBapSIIH Ha ONPEICICHNETO 3a KpalfHaTa TOUKa.

n2 = bpoii Ha y4aCTHUIIUTE B PUCK [0 OTHOLICHHUE Ha KpaiiHaTa TOYKa.

B. /JIByctpannusT noseputerneH nurepai (1) 3a epukacHOCTTa Ha BaKCHHATA € MOJy4eH Ha 6azaTa Ha MEeToza
Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTO Ha HaOJII0ICHHE.

r. EdukacHocr, onieHeHa Ha 6a3ata Ha msuiata HajanuHa (Moauduupana intent-to-treat) momymanust yaactHUIM,
noxyanu Jlo3a 1, 3a orieHka Ha e(UKaCHOCTTA, KOSITO BKJIFOYBA BCHYKU PaHIOMU3HUPAHU YUYACTHUIIH,
MTOJTYHJIM TIOHE | /1032 OT M3NUTBAaHATA HHTEPBEHITHS.

1.  O6mr nepuon Ha HabmoaeHue B Xxuisian (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOYKa Py BCUYKH
YYaCTHHUIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHHE HA KpaliHaTa Touka. BpeMeBUAT meproy 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot [lo3a 1 1o kpast Ha meproia Ha HaOJII0IeHUE.

o

52



e EduxacHocT, onieHeHa Ha 0a3ara Ha OlleHMMATa 3a ePUKACHOCT (Ha 7-MUS JIeH) MOTYJIAKs, KOSTO BKIIOYBA
BCHYKH TOAXO SN PAaHIOMU3UPAHH YIACTHHUIIH, TIOTyYIIN BCHYKH JJO3W OT M3MIUTBAHATA MHTEPBEHIIHS,
KaKTO ca PaHJOMHU3UPAHH B TIPEIBAPHUTEITHO OIIPEACTICHUS IIPO30PeIT, 03 APYTH CHIECTBEHH OTKIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTIPEIEIEHO OT KINHHUIINCTA.

K. OO neprox Ha Habmronerne B xwsian (1 000) woBekoroanHM 3a qaeHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIM BBB BCSKa PUCKOBA TPyIa IT0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydau Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 kpast Ha iepuoia Ha HaOJroIcHHE.

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 2o0unu — cied 2 0o3u

[Ipu ananu3 Ha [IpoyuBaHe 2 npu r0HOIIM Ha BB3pacT 12 10 15 roanxu 6e3 1aHHM 32 MpeaullHa
uHdeknus, HaMa ciaydau npu 1005 yyacTHULM, TOMYYHIN BakcHHATa, 1 UMa 16 ciaydas npu

978 yuactauim, nomyuywin 1uiane6o. ToukoBara oneHka 3a epukacHocT € 100% (95% nmoseputeneH
uaTepBan 75,3; 100,0). [Tpu yaacTHHIM ChC WK O€3 JaHHU 3a IpeannTHa nHbekmms uma 0 cirydas
mpu 1119-Te yuacTHUIM, TOXYYMIH BakcUHATA, U 18 ciryyas mpu 1110-Te y9acTHUIH, TOTYYHITH
miare6o. ToBa chIIo MOKa3Ba, 4e ToUuKoBaTa oreHka 3a edukacaoct € 100% (95% nosepurenen
untepsan 78,1; 100,0).

B IlpoyuBane 2 e poBeAeH aHAIN3 HA TUTPUTE HA HEYTPAIU3UPAIINATE AaHTUTENA CPEITY
SARS-CoV-2 1 mecen cien Jlo3a 2 npu u30paHa Ha ClydacH MPUHIIMII IOATPYIa y4aCTHHIINA O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdexnusa cbc SARS-CoV-2 no 1 mecen cnen
Jlo3a 2, cpaBHSBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ T031M npu
YYaCTHHUIM Ha Bb3pacT 16 qo 25 rogunu (n = 170).

CHOTHOIICHHETO HA CPETHUTE TEOMETPUYHHU TUTPH (geometric mean titres, GMT) npu Bb3pacToBaTa
rpyna 12 go 15 roaunu cipsiMo Be3pacToBata rpymna 16 qo 25 rogunu e 1,76, ¢ 2-ctpanen 95% JAU
1,47 no 2,10. CiemoBaTeiHO € JOCTHIHAT KPUTEPHUAT 3a HE MOo-MaJika e(hUKaCHOCT, KOMTO €
choTHOWEHME 1,5 , Thil KaTo osHaTa rpaHua Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUYHO
CchOTHOIIEHHE (geometric mean ratio, GMR) e >0,67.

E¢urxacnocm u umynozennocm npu deya Ha v3pacm 5 0o 11 200unu (m.e. na 6v3pacm 5 00 noo

12 200unu) — cneo 2 0osu

IIpoyuBane 3 e npoyuBaHe (aza 1/2/3, BKIFOYBAIIO YaCT, KOSITO € OTKPHUTO npoyuBane (dasa 1) 3a
OIIpe/IeIIsIHE Ha JJ03aTa Ha BakcuHarta U yacT ((a3za 2/3), KosSTo € MHOTOIICHTPOBO, MHOTOHAIIMOHAITHO,
PaHIOMH3UPaHO, KOHTPOJIUPAHO ¢ (PU3HOIOTHUCH PAa3TBOP KaTo IUIale0o, 3aClIeneHo 3a
W3CJIeI0BATENS MPOYYBaHe, B KOSTO ca BKJIFOUEHH YYaCTHUIIM Ha Bh3pacT 5 1o 11 roxunu. [ToBedero
(94,4%) ot pangoMu3NpaHUTE BAKCHHUPAHU YIACTHHUIN Cca MOTYyYMIIXA BTopa no3a 19 no 23 aau cien
Hoza 1.

JleckpUTITHBHATE pe3yNITaTh 3a e(hUKaCHOCTTa Ha BAKCHHATA TIPH JIeTa Ha Bh3pacT 5 1o 11 ronuam 6e3
JIaHHY 3a npenuinHa nadekimsa cbe SARS-CoV-2 ca npencrasenu B Tabnuna 5. He ca HabGnronaBanu
ciaydau Ha COVID-19 HEUTO B rpymnaTta Ha BaKCHHATA, HUTO B TpyIlaTa Ha TU1ane0o Mpu YIaCTHHUITH C
JaHHW 3a npegumHa nHpexnus cbe SARS-CoV-2.
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Tadmuuna 5:  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2: yuacTHuuu 6e3 1annu 3a uHdexuus npeau 7-mus aed ciex Joza 2 —
¢a3za 2/3 —ouenuma nomyJianusi 3a epUKaACHOCT, ChCTOSIIIA Ce OT JIella HA Bb3pacT
5 no 11 roqunu

IInpBa nosiea Ha COVID-19 ot 7-mus aen cien Jloza 2 npu aena Ha Bb3pact 5 10 11 ronuHu
0e3 1aHHHU 3a npeauiHa HHpeknus cb¢c SARS-CoV-2*
uPHK Bakcuna cpemy
COVID-19
10 pg/no3a Inawedo
N*=1305 N*=663
Cayuyau Cayuaun
n1% n1® E¢ukacroct Ha
Ilepnox Ha Iepnoa Ha BakcnHaTta %
Haooaenue® (N2 Hadonenue”® (N2") (95% AN)
Jlema Ha BB3pacT 5 10 3 16 90,7
11 rogunu 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [ToTBbpAeHHTE CiTyuau ca ONpeelieHn Ype3 oJIMMepa3Ha BeprKHa peakiys ¢ o0paTHa

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

crotBeTcTBam Ha COVID-19 (cuMnToMuTe BKIIIOYBAT: MTOBHIIICHA TEMIIEPATypa; HOBOIIOSIBIJIA CE MITH

3aCHJICHA KallUTNIA; HOBOMIOSIBUII C€ MIIH 3aCHJICH 3a/lyX; BTPHCAHE; HOBOIIOSBHJIA CE MIIN YBEJIMUeHa OO0JIKa B

MyCKmeTe HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC WJIM MUPHC; Bb3MAJICHO I'bPII0; IUAPHS; HOBPBILAHE).

B aHanmu3a ca BKIIIOYCHH YIaCTHUIM Oe3 TaHHHU 3a MuHajaa nHpeknus cb¢ SARS-COV-2 (1.e. oTpunaTeHun
3a anTHtena ¢ N-cebp3Bane [cepym] Ha Busuta 1 1 Heotkpur SARS-CoV-2 ¢ NAAT [Ha3anna HaTpHBKa]
Ha Busutu 1 u 2), u c orpunarenen pesynrar or NAAT (HazayiHa HaTpUBKa) MPH BCSIKa HEIUIAaHUpaHa
BU3HWTA IIpeu 7-Musl feH cien Jlo3a 2.

a. N =Dbpoil yuacTHUIIM B IOCOYEHATA IpyTa.

nl = Bbpoil yuacTHUIIM, OTTOBAPSIY HA ONPEAETICHUETO 3a KpalHaTa TOUKa.

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

r. N2 =Dbpoii Ha yyacTHHUIIMTE B PUCK 10 OTHOLIEHHE Ha KpaifHaTa ToYKa.

o

B IlpoyuBane 3 mpu aHaIM3 Ha TUTPUTE HA HEYTpaIU3UpaluTe anTurena cpemy SARS-CoV-2,
HaMaJsBaly BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecen cien [lo3a 2 nmpu u3bpaHa Ha ClyvacH
NPUHIMII TOATPYIA YYaCTHUIY € JEMOHCTPHpaHa eeKTUBHOCT C TOMOIITA Ha ,,AMYHOJIOTHYEH
OpMIKUHT 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 ¢ yuacTHuM Ha Bb3pacT 16 10 25 rogunu B
yactTa ¢aza 2/3 Ha [IpoyuBane 2, kouTo ca 6e3 CepOIOTHYHN WIIM BUPYCOJIOTHYHH JTaHHHU 32 MIHAJA
napekmnus cb¢ SARS-CoV-2 no 1 mecerr ciiea J1o3a 2 1 KOUTO OTTOBAPSAT HA IIPEABAPUTEITHO
oTpeAeNieHITe KPUTEPUH 32 ,,AIMyHOJIOTHYEH OPHHKIHT KaKTO IT0 OTHOIIEHHE Ha CPETHOTO
reOMETPUYHO ChOTHOLIeHUE (geometric mean ratio, GMR), Taka u Mo oTHOIIEHHE HA pa3INKaTa B
CEpOOTroBOpa, ONPEACIICH KaTo MOCTUTaHe Ha Hall-Manko 4 bty noBumenne Ha SARS-CoV-2 NT50
oT u3xoHo HKUBO (peau Jo3a 1).

GMR na SARS-CoV-2 NT50 1 mecen cien Jlo3a 2 mpu Aena Ha Bb3pactT 5 10 11 rogusu (T.€. Ha
BB3pacT 5 1o moj 12 ToauHM) CrpsMO TOBA IMPU MITAIA BB3PACTHU Ha BB3pacT 16 mo 25 rogunau e 1,04
(2-ctpanen 95% JAU: 0,93; 1,18). Cpexn yyacTHuimTe 6€3 NpeANIIHE JaHHM 32 nH}ekuust cbc SARS-
CoV-2 no 1 mecen cnen Jloza 2, 99,2% ot aenara Ha Be3pacT 5 1o 11 roguau u 99,2% ot
YYaCTHHUIIMTE Ha BB3pacT 16 10 25 ronuHu uMat cepooTroBop Ha 1-Bus mecen cien [oza 2.
Pasnukara B ChOTHOIICHUETO HA YYACTHHIIUTE ChC CEPOOTTOBOP MEXKIY 2-T€ Bh3PaCTOBH IPyIH (Je1a
— mitaam BB3pactHi) € 0,0% (2-ctpanen 95% JAU: -2,0%, 2,2%). Tazn napopMmanus e npeacTaBeHa B
Ta6nuna 6.
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Ta6auna 6: O6o01eHne HA CPETHOTO F€OMETPUYHO CHOTHOIIIEHNE HA TUTPUTE HA
HeyTpaJu3upaluTe aHTUTEa, HAMAJISIBAIM BUPYCHATAa aKTUBHOCT ¢ 50%, u
Pa3/MKaTa B IPOLEHTA HA YYACTHUIUTE ChC CEPOOTIOBOP — CPABHEHHE MEKIY /1ena
Ha BB3pacT 5 1o 11 rogunu (IIpoyuBane 3) n ydyacTHHIHM HA BB3pacT 16 10 25 roqunu
(IIpoyuBane 2) — yyacTHHIU 0e3 1aHHM 3a uHPekuus 10 1 mecen ciaex Joza 2 —
NOArpyna 3a ,,HMYHOJIOrH4€eH OPUIKUHT — (pa3a 2/3 — oneHHMa MOMyJIaus 3a

HMYHOT'€HHOCT
uPHK Bakcuna cpemry COVID-19
10 pg/no3a 30 pg/mo3a
5 10 11 roqunu 16 no 25 rogunn 5 no 11 rogunn/
N?=264 N?=253 16 10 25 rogunn
IMocTurnara ues
npH ,,AMYHO-
Bpemera GMT* GMT* GMR" OpuIKHHT"
To4yKa® (95% JIN"®) (95% JIN"®) (95% JAU") (A/H)
Cpenen
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHUTEJIA,
HaMaJIsIBaI]
BHpYCHATA
akTuBHOCT ¢ |1 Mecenn
50%¢ cies 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) I
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paznuka %"| OpuaKHHT®
To4Ka® (95% JII®) (95% JII®) (95% JAU") (JUH)
CreneH Ha
CepooTroBop
(%) npu
THTBP HA
HeyTpaJu3u-
pammure
aHTHUTEJIA,
HaMaJIsIBal|
BUpycHara |1 mecen
AKTHUBHOCT € |CIIE] 262 (99,2) 251 (99,2) 0,0
50%° Jloza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Crokpamenunst: [ = noBepurenen uarepsain, GMR = cpeano reomerpuyHo chotHOmeHne; GMT = cpenen

reometpudeH TUTHP; LLOQ = mosHa rpaHuia Ha KomdecTBeHO onpeneisine; NAAT = Tect 3a aMIITUQUKAITAS

Ha HyKJIenHOBH kucenuHn; NT50 = TUThp Ha HEyTpaM3upaNIiTe aHTUTENa, HaMaJIBalll BUPyCHATa aKTUBHOCT

¢ 50%; SARS-C0oV-2 = TeXBK OCTBP PECHHPATOPEH CHHIPOM KOPOHABHPYC 2.

3abenexka: B ananmmza ca BKIIOYEHW YIaCTHUIIN 0€3 CEpOIOTHIHY WU BUPYCOJIOTUIHH JaHHU (TP B3eMaHe

Ha KpbB 10 | Mecen ciex J{o3a 2) 3a munana uapekuunst cb¢ SARS-C0oV-2 (T.e. oTpulaTesIHU 3a aHTUTENa ¢ N-

cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecerr cien JJo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa

HaTpuBKa] Ha Busuture 3a [lo3a 1 u Jlo3a 2 u ¢ orpunateneH pesyarar or NAAT (Ha3zanHa HaTpUBKa) Ipu

B3eMaHe Ha KPHB Ha BCsKa HEIUTAaHMpaHa BU3UTA [0 eAuH Mecel cies Jo3a 2), kakto u 6e3 aHaMHe3a 3a

COVID-19.

3abenexka: CepooTroBOPHT CE ONpPEAEIs KaTo MOCTUraHe Ha >4 IbTH MIOBUIIEHUE OT U3XOJHO HUBO (TIpean

Jo3za 1). Ako m3mepBaHeTo Ha U3X0AHO HUBO € o LLOQ, pe3ynTar oT aHamM3 cliel BAKCHHAIIHATA >4 X

LLOQ ce cunra 3a cepoOTroBOP.

a. N = Dbpoii yyacTHULIM € BaJUIHU U OLIPENEICHU PE3YJITATH OT aHAJIM3a [IPeId BaKCUHALUATA U 1 Mecer
cien Jlo3a 2. Te3u cTOMHOCTH CHINO Taka ca 3HAMEHATENH, H3MOI3BaHH MIPH IPOICHTHUTE U3YHCICHHUS 32
CTeTIeHTa Ha CEPOOTTOBOP.

6. OmpeneneHo BpeMe 3a B3eMaHe Ha KPbBHU MTPOOH 110 MPOTOKOJL.
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B. GMT u 2-ctpannute 95% JIU ca nzuncinenu upe3 eKCIOHEHIIMOHUPAHE HA CPeHATa JIOTapUTMHUYHA
CTOMHOCT Ha TUTpUTE M choTBeTHUTE JIU (Ha 6a3aTa Ha pasnpenenenrero Ha Student t). Pesynararure ot
amamm3a mox LLOQ ca 3amamenu kato 0,5 x LLOQ.

r. GMR u 2-ctpanaure 95% /I ca n3uncieHn upes3 eKCIIOHSHIIMOHUPAHe Ha CpeHATa pa3inKa B
JIOTAPUTMUYHHATE CTOMHOCTHU Ha TUTpHUTE (BB3pacT 5 1o 11 roxuan MuHyc BB3pacT 16 1o 25 roguHmn) u
crotBeTHUs JIM (Ha 6a3ara Ha pasmpeneneHrueTo Ha Student t).

Io. ,,JMyHOmoroueH OpumkuHT™ Ha 6a3ara Ha GMT e meknmapupaH, ako J0JIHATa TpaHHUIA Ha 2-cTpaHHHUA 95%
JU 3a GMR e no-romsima ot 0,67 u ToukoBaTa onenka Ha GMR >0,8.

e. SARS-CoV-2 NT50 e onpenernen ¢ moMomnira Ha AHannu3 Ha MUKpoHeyTpanuzanusita Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3non3pa GryopecieHTeH pernopTep BUPYC, MOIyUeH OT ama
USA WA1/2020, n BupycHaTa HEyTpaju3alys ce OTYHTa BbB Vero KieThbuHr MoHocnoeBe. NT50 Ha
npoOuTe ce onpeiess KaTo peHUIPOYHOTO CEPYMHO paspexane, npu koeto 50% ot Bupyca ce
HEYTpaJIu3upa.

K. N = Bpoit yaacTHHIIN cBC cepooTroBop Ha Oa3ara Ha NT50 1 mecer cien J{o3a 2.

Touen 2-ctpanen 111, 6a3upan Ha metona Ha Clopper u Pearson.

Pasnmuka B ChOTHOIICHUATA, U3PA3eHH KAaTO MPOIEHT (BB3pacT 5 a0 11 rogman MuHyC BB3pact 16 1o

25 roauHm).

i. 2-ctpanen /111, 6Ga3upan Ha MeTona Ha Miettinen n Nurminen 3a pa3nukarta B CbOTHOIICHHSTA, H3pa3eHa
KaToO IPOIICHT.

K. ,JIMyHonorn4eH OpumkuHr', 6a3upaH Ha CTENIEHTA Ha CEPOOTTOBOP, € YCTAaHOBEH, aKO JIOJIHATA IPaHUIa Ha
2-ctpannus 95% JIU 3a pasnukara B cepootroBopa e no-roisimMa ot -10,0%.

w

IlenuaTpuyHa momysamus

EBpomneiickaTta areHIus 10 JIeKapcTBaTa 0Tiara 3aJbJDKEHHETO 3a IPEIOCTaBIHE Ha PE3YATaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHara nomymnanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

To3u nexkapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe Mol ycIoBue".
ToBa o3HavaBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT C€ OYaKBaT AOMBJIHUTENHHU NaHHU. EBponeiickaTa
areHIys 110 JIeKapcTBaTa e U3BBPIIIBA Mperiie]l Ha HoBaTa WH(POPMAIIUS 32 TO3H JIEKAPCTBEH MPOIYKT
MOHE BeHBkK roauiHo 1 Ta3u KXII cboTBETHO 1€ ce akTyanusupa.

5.2 dapmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIVHUYHHU JaAHHU 32 0€30MACHOCT

HexknuuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHUTE
MPOYYBAHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO NMPHUIIaraHe, PEPOAYKTHUBHA TOKCHYHOCT M TOKCUYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrexoBe, Ha kouto Comirnaty € mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBaliy 3 MbJIHU JI03U 3a X0pa
BEIHBK CEIMUYHO, FTEHEPUPAII OTHOCUTEIIHO BUCOKH HUBA IIPH IUTbXOBE MOPaIH PA3INIMITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJlbK OTOK M €PUTEM Ha MSICTOTO Ha MHXKEKTHpPAHE U YBEJIHUYaBaHE Ha
OenuTe KPBBHU KJICTKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3NAIUTEIICH
OTTOBOP, KAKTO U BaKyOJIM3allMs Ha MOPTATHUTE XEMATOUUTH 0e3 JaHHH 32 YEPHOAPOOHO YBPESKIaHE.
Bewnuku edextu ca Omim obpaTuMu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

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.

PenponykTuBHA TOKCHYHOCT
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PenponykTHBHATA TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PAa3BUTHUETO Ca U3CIICABAHU TPH IUTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()ePTUIIMTETA M TOKCHYHOCTTA 32 PAa3BUTUETO, IpH KoeTo Comirnaty e
MpUJIaraH UHTPAMYCKYJIHO Ha dKEHCKH ILTbXOBE Mpear Yu(TOCBAHE U TI0 BPEME Ha recTalus
(nmonyyaBainy 4 HJIHYU JI03U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaTH
pa3In4usATa B TEIIECHOTO TEIJIO, B IEPHOJIA MEX Ty JieH 21 npeau Y TOCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaiiy anturea cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MaiKH OT Tieproia npeau Yu(hTOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
nipu (heTycute U mokosieHueTo. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY (PEPTUIIUTETA,
OpeMEeHHOCTTa MM eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO HA IMOKOJICHUETO. JIUTNICBaT naHHM 3a
Comirnaty OTHOCHO IPEMUHABAHETO HAa BAKCUHATA MPE3 TUIAICHTATA W SKCKPEIHUATA B MIIIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa MOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTum)azaneaunn)ouc(xekcan-6,1-numm)ouc(2-xekcunaekanoar) (ALC-0315)
2-[(momuermnenrankon)-2000]-N,N-gurerpanermnareramus (ALC-0159)
1,2-nucreapounn-sn-raunepo-3-pocdoxonun (DSPC)

XonecTepon

TpomeTamon

TpomMeTaMOoII0B XUIPOXIOPHT

3axapo3sa

Bona 3a nnxeknuu

6.2 HecbBMecTHMOCTH

To3u nekapcTBEeH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYrH JIEKAPCTBEHM MTPOAYKTH, C U3KIIIOUECHUE Ha
IOCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoCT

HeortBopeHn ¢uakoH

3ampazen praxon
6 mecena, korato ce cbxpanssa npu -90°C o -60°C.

Bakcunara ce nmony4daBa 3ampasena rnpu -90°C mo -60°C. Cnex mosyuaBaHe 3aMpa3eHaTa BaKCHHA
MOJKe a ce cbxpaHsaBa win npu -90°C go -60°C, unu npu 2°C no 8°C.

Korato ce cexpanssat 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 eIMHUYHHU (JIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa
temmneparypa (1o 30°C) 3a 30 MUHyTH.

Pasmpazen gprarxon
10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C no 8°C B paMkuTe Ha 6-MeceuHUs CPOK Ha
TOJTHOCT.

. Crnen mpemecTBaHe Ha BakcHHATa 3a cbxpanenue mpu 2°C 1o §°C BbpXy KapTOHEHaTa
OTTaKOBKa TPsiOBa J1a ce 3aluIlle HOBHAT CPOK HA TOJHOCT M BaKCHHATa TPsiOBa Jja ce M3MO3Ba
WIN J1a C€ U3XBBPIIHU ChOOPa3HO TO3U CPOK. IIbpBOHAYAIHUAT CPOK Ha TOIHOCT TpsiOBa 1a ce
3aapacka.

. Axo BakcuHata ¢ noinydeHa nipu 2°C no 8°C, T TpsoOBa na ce cexpansasa mpu 2°C mo 8°C.
CpoKbT Ha TOIHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa BeUe /1a € KOPUTHPaH, 3a Aa OTpa3saBa
CpOKa Ha T'OAHOCT IIPU CbXPaHCHHUE B XJIAAUJTHUK, U IIbPBOHAYAJIHUAT CPOK HA T'OJHOCT TpSI6Ba
BEYE Ja € 3apacKaH.
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Ipenu yroTpeda HEOTBOpEHHTE (QIIAKOHK MOTAT JIa Ce€ ChXpaHsBar a0 12 gaca pu TeMIieparypa
mexay 8°C u 30°C.

C PasMpPa3CHUTE (bHaKOHI/I MOXKE Oa CC pa6OTI/I B YCJIOBU: Ha CTaiiHa CBETIIMHA.
C.]'leIl pasMpa3ssiBaHe¢ BaKCHUHaTa HE TpﬂﬁBa aa ce 3aMmpassiBa OTHOBO.

Paboma npu memnepamypnu omkioneHus no epeme Ha CoXPaHeHue 8 XAAOUTHUK

o [aHHWTe 3a cTabMAHOCT NOKa3BaT, Ye HEOTBOPEHUAT PpnakoH e ctabuner ao 10 ceaqmury,
KOTaTO Ce ChXpaHsBa Ipu TeMiepatypa ot -2°C mo 2°C, u B pamkute Ha 10-ceIMUYHHS IEpHOS]
Ha cpxpanenue mMexay 2°C u 8°C.

. JlanHuTE 3a CTAOMITHOCT MMOKA3BaT, ue (IAKOHBT MOXKE Ja C€ ChbXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BkmrountenHo g0 12 yaca ciex mbpBOTO POOUBaHE Ha

3amymragkara Ha (hJaKoHa.

Tazmu HH(i)OpMaI_II/Iﬂ € MpCAHa3Ha4YCHa Ja YIUbTU MCAUIHUHCKUTC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIIEPATYPHO OTKIIOHCHUC.

P a3pCACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMH4Ha U (U3MIHA CTAOMIHOCT 110 BpeMe Ha yrorpeba 3a 12 gaca mpu 2°C mo 30°C,
cien paspexxnane ¢ Hatpues xjopua 9 mg/ml (0,9%) umxekuuoHeH pa3tBop. OT MUKPOOHOIOTHYHA
TJIeJ{HA TOYKA, OCBEH aKO METOIBT Ha Pa3pexkaaHe U3KII0YBA PUCK OT MUKPOOHA KOHTAMHUHAIINS,
NPOJYKTHT TPsIOBa J1a ce U3MOI3Ba BeJHara. AKO He Ce M3I0JI3Ba BeIHAra, BpEMETO U YCIIOBHATA Ha
ChXpaHEeHHE 110 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha MOTPEOUTEII.

6.4 ChnenuaJHu ycJI0BUS HA ChbXpaHeHHUe

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

[a ce cpxpansBa B OpUTHHAIHATA OMAKOBKA, 32 Ja Ce MPEa3y OT CBETIMHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETJIMHA U M30sTrBaiTe

H3JIaraHe Ha MpsKa CJIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTJIMHA.

3a yCIIOBHUSATA HA ChbXPAaHEHHUE CJISH Pa3MpassiBaHe U pa3pekIaHe Ha JICKAPCTBEHUS MPOIYKT BHIKTE
TOo4yka 6.3.

6.5 Bwugu chabp:KaHNE HA ONAKOBKATA

1,3 ml KOHIIEHTpPAT 3a AUCTIEPCHsI B IPO3pavyeH MHOr01030B (hi1akoH (cTbkio tum 1) 2 ml cbe
3amyIanka (CHHTeTHYHa OpOMOOYTIIIOBA TyMa), C AIyMUHUEBA O0KATKa M OTUYIBAILO CE OPAHKEBO
TUIacTMAacoBo Kamave. Beekn (iakoH chabpxka 10 mo3u, BikTe Touka 6.6.

Bunose onakosku: 10 durakona wu 195 durakona

He Bcruky BUAOBE ONAKOBKY MOTAT J1a OBbIAT ITyCHATH Ha Ia3apa.

6.6 CrhenuajaHu NMpeIna3Hu MEPKHU MPH U3XBHPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty 10 mukporpama/mnosa TpsOBa a ce IPUTOTBH OT MEIUIIMHCKH CIIEIHAIIKCT, KaTo CEe
W3M0JI3Ba aCENTHYHA TEXHHKA, 32 JIa CE TapaHTHpa CTEPUITHOCTTA Ha IPUTOTBEHATA TUCTICPCHSI.
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IMTPOBEPKA HA JJO3ATA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WHXEKIIMOHHA JJMCHEPCHS (IELA HA 5 JIO 11 TOAWHHN)

el

Opan:xeBo
Kamave

DUTE pEFORE U

Date / Time:

[Tposepere manu GIakOHBT € C OPAHIKEBO
IUIACTMACOBO Karage.

AKO (JIaKOHBT € C JIMJIaBO MIACTMACOBO
Karaue, MOJisl, HaljpaBeTe CIpaBKa C
KpaTKaTa XapaKTepHCTHKa Ha IPOAYKTa
3a Comirnaty 30 MuKkporpama/no3a
KOHIIEHTPAT 338 MH)KEKIOHHA AUCIEPCHSL.
AKO (IIaKOHBT € ChC CHBO IIACTMACOBO
Kamaye, MOJIsi, HalpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MPOITYKTa
3a Comirnaty 30 Mukporpama/nosa
WHKCKIIMOHHA JUCTICPCHSL.

MPEIM YIIOTPEBA HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A
WHKEKIIMOHHA JIMCIIEPCHS (IELA HA 5 JIO 11 TOJIMHM)

[a ce cbxpansiBa
1o 10 ceamunm
npu 2°C g0 8°C

AKO MHOTOJI030BUST (hJIaKoH ce
ChXpaHsBa 3aMpas3eH, TOH TpsaOBa 11a ce
pasMpasu npeau ynorpeda. 3ampazeHure
(makoHH TpsIOBa Ja ce mpeHecar B cpesa
¢ Temmnepatypa 2°C go 8°C, 3a na ce
pa3MpassT; pa3Mpa3sBaHETO Ha eJlHa
omnakoBka ¢ 10 ¢1akoHa Moxe n1a
otHeMe 4 yaca. YBepere ce, ue
(rakoHHTE ca HAITBIIHO Pa3Mpa3eHU
peau ynorpeoa.

Cren npemecTBaHe Ha (hJIaKOHHUTE 3a
cexpanenue mpu 2°C go 8°C,
KOPUTHpaiTe CpOKa Ha TOAHOCT BBPXY
KapTOHEHaTa OMaKOBKa.

HeotBopenute nakonu morat 1a ce
cexpansasat 10 10 cenmunu mipu 2°C no
8°C B paMKuTE Ha 6-MECEUHHUs CPOK Ha
TOJTHOCT.

Bb3moxeH e chIo Apyr BapUaHT, IPH
KOUTO eTUHUYHHU 3aMpa3eHH (IIaKoHH
MOJe Ja ce pa3mpasar 3a 30 MUHYTH
pu Temneparypa 10 30°C.

[penu yotpeda HEOTBOPEHUSAT (IIAKOH
MOXe J]a ce ChXpaHsBa Jio 12 Jaca rnpu
temrepatypa a0 30°C. C pazmpazeHure
(hakoHN MOXKe J1a ce paboTH B YCIIOBHSA
Ha CTallHa CBETJIMHA.
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CMECBAHE IIPEI1M PA3PEXKJAHE HA COMIRNATY 10 MUKPOT'PAMA/IO3A
KOHIEHTPAT 3A HTH)KEKIIMOHHA JJMCHHEPCHUSA (JELHA HA 5 10 11 T'OAMHN)

Buumareano 10 nbTH

OcraBete pa3MpazeHHAT (IIaKoH 1a
JOCTHTHE CTaliHa TeMIeparypa u
BHUMaTENHO ro o0bpHeTe 10 mbTi
npeau paspexaane. He pasknamaiire.
[Ipenu pa3pexnane pazmpaseHaTa
JHCIIEPCHs MOXKE Ja ChABpPXKaA Oenu 110
noyTH OeNM HEeMpOo3paduHu aMophHH
YaCTHUIIH.

PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHKEKIIMOHHA JMCHEPCHS (IELA HA JIO 11 TOJIMHN)

=

1,3 ml narpues xsopua 0,9% HHIKEKIHOHEH

pa3TBop

Pasmpasenara BakcuHa Tps0OBa 1a ce
paspeny B HEHHUS OpUTHHAICH (DIIAKOH
¢ 1,3 ml marpues xmopux 9 mg/ml
(0,9%) mmKeKIroHeH pa3TBOp, KaTo ce
u3nosBa uria 21 G, uiny no-TbHKa, U
acenTHYHA TEXHHKA.
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H3rersere 6yranoro xo 1,3 ml, 3a na
OTCTpPaHHUTE BB3ayXa oT (piiakona

W3paBHeTe HansraHeto BBB (pIakoHa
TPe/IU J1a U3BAMTE UTJIaTa OT HEero, KaTo
nzrernure 1,3 ml BB31yX B M3NpazHeHaTa
CIIPUHIIOBKA HA Pa3peAUTeIs.

Baumateano 10 nbTH

BHumarenHo o0bpHETE pa3pejieHara
nmucnepenst 10 mptu. He paskmamaiire.
Paspenenara BakcuHa TpsiOBa 11a
MpeICTaBIIsiBa Osu1a 10 TouTH Osia
nucnepcus 0e3 BuauMu yactunu. He
M3M0JI3BaiiTe pa3pecHaTa BAKCHHA IIpU
HaJIMYUe Ha YaCTUIM WM MPOMSHA B
LIBETA.
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e Ha paspenenure ¢uakonu TpsOBa aa
OBJaT OTOCISI3aHN CHOTBETHHUTE JIaTa U
Jac.

o Crien pa3pexaaHe, ChbXpaHsBaiTe mpu
2°C no 30°C u nuznosn3Baiite B paMKuTe
Ha 12 gaca.

e He 3ampa3zsBaiiTe Wiu paskialiaire

: paspezeHaTa Jaucrepcus. Ako e omna

| [IOCTAaBEHA B XJIA[WIIHUK, OCTABETE

paspejicHaTa JUCTIEPCHs a JOCTUTHE

cTalfHa TeMIieparypa mpeau yrnorpeoa.

Date / Time:

3anuuere CbOTBEeTHHUTE 1aTa U Yac.
Ja ce u3non3ea B pamkuTe Ha 12 yaca
cjel pa3pexxaaHe.

MPUTOTBSIHE HA WHINBUIYAJIHA 03U 0,2 ml COMIRNATY
10 MEKP OTPAMA/JIO3A KOHIIEHTPAT 3A MHKEKIIMOHHA JUCIEPCHS (JIELIA
HA 5 JIO 11 TOJAHM)

e (Cren paspexaane GIakOHBT ChABPKA
2,6 ml, OT KOUTO MOTAT Ja Ce U3TErIAT
10 mo3u mo 0,2 ml.

e Karo u3non3Bare acenTHYHA TEXHUKA,
MoYKCTETE 3aIynianKaTa Ha (iaakoHa ¢
TaMITOH 32 €JHOKpaTHA yroTpeoa,
HAIIOCH C aHTHUCENTHYEH Pa3TBOP.

e Izrermere 0,2 ml Comirnaty 3a nera Ha
BB3pact 5 o 11 roguam.

l TpsabBa na ce U3MONI3BAT CIIPHHIIOBKH
W/WIIN WA C MATBK MBPTHB
(Hen3non3BaeM) 00eM, 3a Jia Ce U3TETJISAT
10 no3u ot enuH (h1aKoH.
KomOuHanusTa OT CIIPUHIIOBKA U UTJIa C
MaJIbK MBPTHB 00eM TpsIOBa 1a IMa
MBPTHB 00€M HE TIO-TOJISIM OT

0,2 ml pa3penena Bakcuna 35 MHKPOJIUTpA.

AKO ce U3MoJI3BaT CTAHAAPTHU
CIPUHIIOBKU ¥ UTJIH, MOXeE J1a HsIMa
JIOCTaThYEH 00eM 3a M3TETIIsTHE Ha JieceT
IIO37 OT eIrH (hIaKOH.

e Bcska mo3a TpsOBa fa ceappika 0,2 mi
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTAHAIATA BHB
(1akoHa BaKCHHA HE MOXKE JIa IOCTaBH
enHa 1suta go3a ot 0,2 ml, u3xpeprere
(hmakoHa M M3TUITHIS 00eM

e lI3xBBprieTe HEN3ION3BaHATA BAKCHHA B
pamkute Ha 12 yaca ciien pa3pexaane.
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H3xBBpasiHe

Hewnsnon3panusr JICKApPCTBCH 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 PASPEILIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004

EU/1/20/1528/005

9. JATA HA TbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Jata Ha EpBO pazpemanane: 21 gexemBpu 2020 .
[Hata Ha nocinenno nonHoBsiane: 03 noemBpu 2021 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MonpoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € MPeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHmus o Jiekapceraata http://www.ema.europa.eu.
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HPUJIOKEHHE |1
MMPON3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUSA WJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIHOTPEBA

APYI'N YCJIIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJI0OBUSA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJIKEHUE 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(EI)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

BioNTech Manufacturing Marburg GmbH
Emil-von-Behring-Strasse 76

35401 Marburg

I'epmanus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

T'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAIII

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOKAAaBaHE HA MAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

IleuaTHaTa I1MCTOBKA Ha JICKApCTBCHUSA NPOAYKT Tp$[6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
IIPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTHaA.

C orJjiel Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C OGH.IGCTBGHOTO 3ApaBC OT MCKAYHAPOJHO

3HAYCHUE, U 32 J]a CE OCUTYPH PaHHA JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € 00EKT Ha OrpaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IABAI0 BH3MOKHOCT 3a TIPHEMaHe Ha aHAIN3a 332 KOHTPOJ Ha MapTHINTE,

W3BBPIIEH B perucTprpano(u) MAcTo(ecTa) Ha MPOU3BO/ICTBO, JIOKATH3NpaHO(1) B TpeTa cTpaHa. ToBa
M3KIIIOUEHHE MpecTaBa aa 0b1e BaynaHo Ha 31 aBryct 2021 r. BeBexkaaneTo Ha yciaoBus 3a 0a3upaH B
EC xoHTpos Ha mapTHAUTE, BKIIOYUTEITHO HEOOXOIUMHTE POMEHH B YCIIOBHSTA HA Pa3peIIeHUETO 32

ynotpeba, TpsiOBa na ObAaT 3aBbpIIeHN Hali-KbcHO 10 31 aBryct 2021 1., B ChOTBETCTBHE CHC

ChIIaCyBaHUA IIJIAH 34 TO3U TpaHC(bep Ha aHaJin3a. HOKJ’Ia,Z[I/I 3a Iporpeca TpHGBa Ja 6’B,Z[3,T nogaaCHA

1o 31 mapt 2021 r. u fa OBAAT BKIIIOYCHU B TOAMIITHOTO 3asIBJICHUE 3a MOAHOBSBAHE.

b. YCJIOBUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa I10 JEKAPCKO HPEAUCAHUE.
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OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

CoritacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaiHoTo 0cBOOOKIaBaHE HA TTAPTHIANUTE CE
W3BBPIIBA OT AbPXKABHA JTAOOPATOPHSI MK JTAOOPATOPHS, ONPEICTCHA 3a Ta3H eI,

B.

APYTI'N YCJIOBUA U UBUCKBAHUSA HA PASPEHLIEHUETO 3A YIIOTPEBA

Ilepuoguynu akTyaJu3upanu aokjaanu 3a oezonacuoct (IIAAbB)

N3uckBanusta 3a nojasane Ha [TA/Ib 3a To3u JiekapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentnute natu Ha Epomnetickus cbio3 (EURD crucek), mpensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, n BbB BCHUKHU CJIEABALIM aKTyaJIN3aLNH, TyOJIHMKYBaHH Ha
EBPOTICHCKHUS yeOIopTal 3a JeKapCTBa.

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nepus [TAZLD 3a To3u
IPOLYKT B CPOK OT 6 Mecella clle/l pa3pellaBaHeTo 3a yrnorpeoa.

T.

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexatensat Ha pa3pemenuero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C NIPOCIICASIBAHE HA JIEKAPCTBEHaTa 0€301acHOCT, IIOCOYEHH B
onobpenus [IYP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIN OJ00pEHH akTyaau3aiuu Ha [TYP.,

Axrtyanmmsupas [IYP tps6Ba na ce mogasa:

1.

1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

BHUHArW KOTaTO C€ U3MEHS CHCTEMAaTa 3a yIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
noJiyyaBaHe Ha HOBa MH(OPMAITHUs, KOATO MOXKE Ja TOBE/IC 10 3HAYMMU IPOMEHU B
CHOTHOIICHUETO IOJI3a/PUCK, HITH CJIE] IOCTUTAaHe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCIICAIBaHE
Ha JIeKapCTBeHaTa 0€30IaCHOCT HWITH CBEXKIaHe HA PUCKA 0 MUHUMYM).

KOHKPETHO 3ABJI’)KEHUE 3A U3IITbJIHEHUE HA MEPKHU CJIE/]
PA3ZPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

Toga e pa3perieHue 3a ynorpeda moj| yciosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
onpexaeneHus cpok [IPY TpsOBa 1a U3ITBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a 1a 3aBBPITU OXaPAKTEPU3UPAHETO HA AKTHBHOTO BEIIECTBO M KPAWHIMS rormn 2021 T.
npoaykT, [IPY Tpsa6Ba na npenoctaBu AONBIHUTEIHU JaHHH. MexnuHHU

JIOKJIAIIH:

31 mapr 2021 .
3a ma ce rapaHTHpa MOCTOSHHO KadyecTBO Ha npoaykTa, [IPY Tpsaosa ma rormn 2021 T.
MPEIOCTAaBH JOIBIIHUTEIIHA HH(POPMAIIHS 32 3aCHIIBAHE HA CTPATETUATA 32 MexnuHHU
KOHTPOJI, BKIFOUHUTEITHO CIICH(HUKAINN HA aKTUBHOTO BEIIECTBO U KpalHUS JTOKJIAIIH:
MIPOJTYKT. Mapt 2021 1.
3a ;1a ce MOTBbpAK NPOGUILT Ha YUCTOTA U 1a CE TapaHTUPA IIIOCTCH rormn 2021 T.
KaueCTBEH KOHTPOJI U TIOBTOPSIEMOCT OT MapTHa JI0 MapTUa Mpe3 HeTus MexnuHHU
JKU3HEH UKBJI Ha Kpaitaus npoaykT, [IPY TpsOBa ga nmpegocraBu JIOKJIaJIN:
TOIBITHATETHA HH(POPMAITHS 3a TIpolleca Ha CHHTE3 U CTpaTerusaTa 3a KOHTpod | sayapu 2021 1.
3a noMmoInHoTo Berrectso ALC-0315. ampui 2021 r.
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Onucanne

Cpok

3a j1a ce MOTBBPAN NMPOPHUIBT HA YUCTOTA U Ja CE TapaHTUPA [SIIOCTCH
Ka4yecTBEH KOHTPOJ U IOBTOPSIEMOCT OT MapTHAa 0 NapTUaa Ipe3 Leaus
KHU3HEH IIUKbJ Ha KpaiiHus nponykrt, [IPY tpsabea na npenocraBu
JOIBITHUTENHA HH(GOpMAIKS 3a MPoLieca Ha CHHTE3 U CTPaTerusITa 3a KOHTPOII
3a momontHoTo BemecTBo ALC-0159.

rormn 2021 T.
Mexnnauan
JIOKJIaIu:
sHyapu 2021 1.
arpm 2021 r.

3a 1a ce moTBbpaAU ehuKacHOCTTa M Oe3omacHocTTa Ha Comirnaty, [IPY
TpsOBa J1a O3 Ie OKOHYATESIIHUS JOKIIA] OT PAaHIOMHU3UPAHOTO, Iane0o-
KOHTPOJIMPaHO, 3aciienieHo 3a HabmonaTens npoyusane C4591001.

nexkemBpu 2023 T.

3a 1a ce moTBbpAU ehuKacHoCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY
TpsiOBa J1a mojaze OKOHYATETHHUS AOKIa] OT paHAOMHU3UPAHOTO, Tanedo-
KOHTPOJIMPAHO, 3acieneHo 3a Habmoaatens npoyusane C4591007.

roau 2024 .
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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 KOHICHTPAT 3a HHXCKIIHOHHA TUCIICPCHUS
Bb3pacTHy 1 FOHOIITH, HABBPITIIIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

2.

OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

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

3.

CIINCBK HA IOMOIIIHUTE BEIIECTBA

IMomonrau Bemecta: ALC-0315, ALC-0159, DSPC, xonecTepoi, KaJlueB XJIOPU/I, Kalnes
nuxuaporendocdar, HaTpUEB XJIOPHU, AMHATPHEB pocdaT TUXUIPAT, 3aXapo3a, Bojia 3a HHKEKIINH,

HATPHUCB XUAPOKCHUT, XJIOPOBOAOPOAHA KUCCIIMHA

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

KoHieHTpaT 32 MHXEKITMOHHA JUCTIEPCHSI
195 mHOTO1030BH (hakoHa

5.

HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

WHTpamMycKyIHO NPUIOKEHUE CIIe]] pa3pexKaaHe.
[Ipenu ynorpeda npouerere IMCTOBKATA.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npemu yrnorpeba: Paspenere Bceku diakon ¢ 1,8 ml matpues xmopum 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOpP.

6.

CIIEIMAJIHO NIPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

| 7.

JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaocT 1ipu 2°C 10 8°C: ......oeeee.
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(Maxkcumym 1 mecerr. 3ampackaiite mpeauIIHUsS CPOK Ha TOAHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

CexpaHeHue:

[Ipenu paspexnane, na ce cbxpanssa npu -90°C no -60°C B opuruHaiHaTa OIaKoBKa, 3a Ja ce
Mpe/na3y OT CBETIUHA.

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

10. CHELHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

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(pOpMalus Ha bpaiinosa az0yka.

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

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

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

ETUKET HA ®JIAKOHA

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

COMIRNATY 30 g 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 Ug crex pa3pexaane

| 6. JIPYIO

Yac 3a HU3XBBPJIAHC!
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpama/f03a HHXEKIHOHHA TUCTICPCHUS
Bb3pacTHy 1 FOHOIITH, HABBPITIIIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

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

‘ 3. CIINCBK HA IOMOIIIHUTE BEIIECTBA

[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
195 MHOr01030BH (hIaKoHA
10 mHOTO/1030BH (hiTaKOHA

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXXKJIAHE

HnTpamycKyIHO NPUIIOKEHHE
[a He ce paspexna npenu ynorpeba.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a [ICIIA.

‘ 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. 3aapackaiiTe NpeJUIIHAS 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 n 3a gombIHUTEIHA HH(GOPMALUS OTHOCHO HAUYMHA HAa ChXPaHEHUE POYeTe
JIMCTOBKATA.

Cren mppBOTO NIpOOMBaHE 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 OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

‘ 12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/003 195 mHOr01030BM (hiiakoHa
EU/1/20/1528/002 10 mHOromo308u (hirakoHa

‘ 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

Ja 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 mukporpamMa/no3a KOHICHTPAT 3a HHKXCKIHOHHA 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 yrnorpeda npoyereTe IUCTOBKATA H AOIBIHATENHATA HHQOpMAIIHS OTHOCHO HAYMHA Ha

ChXpaHEeHHE.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npenun 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

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
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Cpox Ha rogaocT 11pH 2°C 10 8°C: ......eeeee.
(Makcumym 10 ceamuriy. 3aapackaite IpeIUIIHUSA CPOK Ha FOHOCT.)

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CobxpaHeHue:

Ja ce cexpansia ipu 2°C o 8°C cien nonyuasane. Jla He ce 3aMpa3siBa IOBTOPHO CIE]
pasMpassiBaHe.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 34 JIa CE MPEIAa3y OT CBETIIMHA.

Crnen pa3pexxaane, cexpansBaiite Bakcuaarta mmpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 gaca.

10. CHELHUAJIHU IIPEANTASHU MEPKHU IMPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004 10 muoromo308H (haakoHa
EU/1/20/1528/005 195 mHoromo30BH (hriakoHa

13. TAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

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

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD
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‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

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

ETUKET HA ®JIAKOHA

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

COMIRNATY 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 no3u ot 10 pg cnen paspexnane

| 6. JIPYIO

JlaTa/gac 3a U3XBBPIISHE:
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mmukporpama/no3a KOHIIEHTPAT 32 HHKEKIHOHHA THCIIEPCHST
Bb3pacTHu U I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (nykieo3uaHo moauguuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHamepaH (tozinameran)

vTOBI/I JICKAPCTBCH MPOAYKT NOAJICI)KU HAa JOMIBJIHUTCIHO Ha6J'HOZ[€HI/Ie. ToBa 1€ MMO3BOJIH 6’Bp3OTO
YCTAaHOBABAHC HA HOBA I/IH(l)OpMaLII/IH OTHOCHO Oe3omacHOCTTa. MokeTe Ja 1aaeTe CBOA MPUHOC KATO
C’bO6IHI/ITe BCsiAKa HEXEJIaHa pEaKIUA, KOATO CTC MOJTYyYHUIIN. 3a HauMHa Ha CTJO6HIaBaHe Ha HEXCJIaHU
PCaKIMM BUXXTC Kpast Ha TOYKa 4,

IIpoyeTeTe BHMMATEIHO AJ1aTa JUCTOBKA, peaAu 1a Bu 6b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

L4 3ama3ere Ta3u JIUCTOBKA. Moke Ja €€ HAJIOKU a A MPOYCTCTEC OTHOBO.

L4 Axo nmaTte HIKaKBU AOI'BJIHUTCIIHA BBIIPOCH, nonuTanTe Bamms JICKap, Q)apMaueBT nin
MCIUIIMHCKA CeCTpa.

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

METUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINH, HEOUCaH! B
Ta3u JIUCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

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

BBb3M0XHU HEXKEaHU PEAKLUU

Kak na cpxpansBate Comirnaty

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

ok wnE

1. Kakso npexacraBiasgsa Comirnaty u 3a KakBoO ce H3IM0JI3Ba

Comirnaty e BakCHHa, KOSTO C€ M3I0JI3Ba 3a npenasBade ot 3adoisane or COVID-19, npuynHeHo
ot Bupyca 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) Ja
MPOM3BEKA AHTUTENIA M KPBBHU KJIICTKU CPEILy BUPYCa, KaTO TaKa OCUTYPsIBA 3aIUTa CPEILY
3aboisiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMYHUTET, TS HE MOKE JIa MPUYUHA
3abossisane or COVID-19.

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

Comirnaty He Tpsi0OBa a ce mpuJjara
o AdKO CTC aJICPrUYHU 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 MPUTCCHABA NPOUCCHT HAa BAKCUHUPAHE WK HAKOI'a CTC IIpUllafalin CJICA MMOCTaBAHC HaA
MHXKXCKIIUSA C UIjia.

L aKO MMAaTe TEXKKO 3a00JIBaHe HUIIU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxete Ja

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

o aKo uMmate IpodiieM ¢ KPbBOChCUPBAHETO, JIECHO NOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a Mpe/Ia3BaHe OT I105iBa HA KPbBHU ChCHPELH.
o aKo “MaTte oTciabeHa MIMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nadexnus ¢ HIV, i

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

Cnen BakcuHanust ¢ Comirnaty ca ch00OIIEHU MHOT'O PEIKH CITydau Ha MHOKapJHT (Bh3MAJICHUE Ha
CBhpACYHMS MYCKYJI) U IIEPUKAPAUT (Bb3NaJIeHHE Ha BHHIIHATA 0OBUBKA Ha chpueTo). Ciyuaunrte
HAaCTBIBAT NPEJUMHO B paMKHTE Ha JIBE CEIMUIM CIIENl BAKCHHALMS, TT0-YECTO CJIE]] BTOpAaTa BaKCUHA
U T0-4Y€CTO NP To-Mia i Mbxe. Ciies BakcuHanus TpsiOBa a ObieTe OMUTETHH 32 TIPU3HALN Ha
MHOKapAUT U TIEPUKapANT, HAIPUMEp 3a1yX, ChbplLieOneHe Uiu 00JKa B 'bpAUTE, U TPAOBa He3a0aBHO
Jla TOThPCUTE MEAUIIMHCKA IOMOIIL, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuau, Comirnaty MOXe Jia HE 3al[UTH HAIIbJIHO BCUYKU BAKCUHUPAHHU U HE €
M3BECTHO KOJIKO JBJITO II¢ OBACTE 3aIlUTCH(a).

Mosxe na nonyuurte Tpera go3a Comirnaty. Edukacnocrra Ha Comirnaty, 10pu ciej TpeTa 103a,
MOJe J]a € TI0-HUCKa PH HMYHOKOMIIPOMETHpaHu Xopa. B Te3u ciaydaun TpsiOBa 1a npoabinKuTe ga
cnasBare (PU3UUECKUTE NpEeANa3HN MEPKH, 3a Jla moMorHete 3a npeseHuusTa Ha COVID-19. Ocsen
ToBa ONM3KKTe BH KOHTaKTHH Jnna TpsiOBa 1a ObIaT BaKCHHUPAHH, aKko € moaxoasmio. Odcnaere
NOOXOASAIINTE HHANBUAYAIHH IPENOPbKY ¢ Bamms nexap.

Jena
Comirnaty He ce mpenopbyBa MPH Jela Ha Bb3pacT 1o 12 roguHu.

JApyru nexkapcrBa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap win hapMaLeBT, ako U3MOI3BATE, HACKOPO CTE U3MON3BAIM WIH €
BB3MOYKHO J1a M3II0JI3BATE PYTH JIEKApCTBa, WM HACKOpo By e mpuiokeHa HIKakBa Apyra BaKCHHA.

BpemeHHOCT U KbpMeHe
AKko cTe OpeMeHHa I KbPMHUTE, CMSITaTe, Y€ MOXKeE Jja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEHHOCT,
MmochBeTBalTe ce ¢ Bamms nekap i ¢apManeBT npean na Bu 0b1e npriioxkeHa Ta3u BaKCHHA.

Hlodupane u padoTa ¢ MAILIUHU

Hsikou ot edexTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXXENaH! peaklyun) Morat
BPEMEHHO J1a TIOBNUSAT criocoOHocTTa Bu 3a modupane nim padota ¢ mamuau. M3uakaiite, mokato
Te3u epeKTH OTIIYMSAT, IPeH Ja modupaTe WK 1a paboTHTE C MAIIUHH.

Comirnaty chabp:ka KaJauii 1 HaTPHUii

Ta3u BakcHHA ChIBPKA MO-Mayko oT 1 mmol kanwmii (39 mg) Ha 103a, T.€. MOXKE J1a Ce Kaxe, ue
MPaKTUYECKU HE ChIbPKa KaJIWH.

Ta3u BakcuHA ChIBPKA MO-Mako oT 1 mmol Hatpuii (23 mg) Ha 1033, T.e. MOXKE Ja Ce Kaxe, 4e
MPaKTUYECKU HE ChIbPKa HATPUH.

3. Kak ce npuiiara Comirnaty

Comirnaty ce mpuara cien pa3pexaane kato nmkeknns ot 0,3 ml B Myckyn B ropHaTa 9acTt Ha

pbKaTa.
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e Bu 6b1aT HapaBeHH 2 WHXKCKITHH.

HpenoquBa CC BTOpaTa A03a OT ChlIaTa BAKCHHA a CC IMPUIIOKHN 3 CCAMUIIU CJICA ITbpBATa 1034, 3a
Ja C€ 3aBbpIIN BAKCUHALIMOHHUAT KYPC.

Byctep no3a (tpeta no3a) Comirnaty Moe J1a Ce MPIJIOKHK Hai-Masko 6 Mecelia cje BropaTa 103a
Ha JIMIa Ha Bh3pacT 18 u moBeve rouHm.

AKO cTe HIMyHOKOMITPOMETHUPAHH, MOXe Ja TIoJTy4uTe Tpera no3a Comirnaty Haii-mManko 28 JTHU cief
BTOpara /103a.

AKO MMaTe HSKAKBU JIOIBJIHUTEITHHA BBIIPOCH, CBBbp3aHH ¢ yrorpedara Ha Comirnaty, monuraiire
Bammus nekap, papManeBT WM MEIULIMHCKA CECTpa.

4, Bb3MOKHU HeKeJTaHU pPeakuuuu

Kakro Bcnuku Bakcuau, Comirnaty Moke Jia IpeIM3BUKa HEXKENIaHH PEaKIuH, BHIIPEKH Ye HE BCEKH
TY II0JIy4aBa.

MHOro0 4ecTH HesKeJIaHU peaKUUM: MOrar Ja 3acertar noseve ot 1 Ha 10 ngymum
Ha MSCTOTO Ha MHXKEKTHUPAHE: 00JIKa, OTOK

yMopa

rj1aBo0oJIHe

00JIKa B MYCKYJIUTE

BTpHUCAHE

0OJIKa B CTaBUTE

Japus

MIOBHUIIICHA TEMIIEpaTypa

Hsxou oT Te3u HeXeNaHU peakUyu ca MaJIKO [O-4ECTH IpU FHOWM Ha 12 1o 15 roguHu, 0TKOIKOTO
IIpY BB3PACTHHU.

YecTH HexeJTaHM PeaKUMU: MOTaT Aa 3acerHat jo 1 va 10 mymmum

J 3a4yepBsBaHE Ha MSCTOTO Ha MH)KEKTHPaHE
J raJieHe
. HOBpPBILAHE

HeuecTn He:kesaHu peakuuM: MoraT aa 3acerHar Ao 1 Ha 100 gymm
yrojeMeHu TUM(HHE Bb3TH (Ha0JF01aBa Ce Mo-4ecTo cliel OycTep 103aTa)
HEPAa3MoI0KEeHHE

0oJka B pbKaTa

Oe3chHHE

ChpOEX Ha MSCTOTO HA HHXKEKTHUPAHE

AJICPTUIHH PEaKIIMK KaTo 0OPUB WK CHPOEK

ycermaHe 3a cJ1adoCT WiTH JINTICA HAa EHEPTHs/ChHIUBOCT
HaMaJIeH aleTuT

MIPEKOMEPHO U3IMOTIBAHE

HOIIIHU M3MOTSABAaHUS

Penku Hexxe1aHu peakuum: MoraTt jaa 3acersat a0 1 Ha 1 000 gymu
o BPEMEHHO €THOCTPAHHO YBHCBAHE Ha JIUIIETO
o QJICPTUYHU PEAKIMH KaTo yPTUKAPHUS WK MOyBaHEe Ha JIUIIETO

C HeH3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOXKe J1a ObJIc HAallpaBeHa OIICHKA)
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o TEXKa aJIEPTUIHA PEAKIIHS

o BB3MAJICHUE Ha ChPICYHUS MYCKYJT (MHOKApIUT) WITH Bh3MaJICHE Ha BHHITHATA OOBHBKA Ha
CBHPIETO (TIEPUKAPIUT), KOETO MOXKE Ja TOBEE 10 3aayX, ChbpIIcONeHE MM OOJIKa B T'hPIUTE

o OONIMPEH OTOK HA BAKCHHUPAHUS KPAHHUK

o OTOK Ha JINIETO (MOyBaHe Ha JIUIIETO MOXKE Ja Ce MOSIBU NPH MAIUSHTH C JepMajicH QUIbD)

. KOKHA peaxiysi, moj ¢opMaTa Ha YepBEHH MEeTHA WM OOPUB MO KOXKaTa, KOMTO MOXKE Ja

M3TIIeK A KaTo ,,MUIIIeHA" WK ,,0MBOJICKO OKO** ¢ THhMHO YEPBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YePBEHU KPBIroBe (eputemMa MynTudopme)

Cho01aBaHe HAa HesKeJIAHU pPeakIuu

AKO MoNTyynTe HSIKaKBU HEKEJIaHH JISKapCTBEHU peaklyy, yBegomere Bamus nekap, GpapmaneBT nin
MEIUIHCKA cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXeJaHH
peakiy. MokeTe ChIIo a ChOOIIUTE HEXKENaHH PEaKIUU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 32
cho0mmaBane, nocoveHa B [Ipunokenne V, u 1a BKIIOYUTE MAPTUAHUS HOMEp, ako € HainmdeH. Kato
choOIIaBaTe HeXEJAaHU PEaKIK, MOXKETe Jla JaieTe CBOS MPUHOC 3a MOJyyaBaHe Ha OBEYe
MH(OpMAIUs OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate Comirnaty
Jla ce cpxpaHsiBa Ha MSCTO, HEAOCTBHITHO 3a JICTa.

CrenpamaTta HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M padoTaTa € npeiHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HAa TOHOCT, OTOEA3aH BbPXY KaPTOHEHATA OMAKOBKA U
erukera cien ,,['omen 10:“. CpoKbsT Ha TOMHOCT OTrOBaps HA MOCICTHUS ACH OT IOCOYCHHS MECeTl.

Ha ce cpxpansisa BbB (hpusep npu -90°C no -60°C. B pamkure Ha 9-MeceyHus: CpoK Ha TOJHOCT
HEOTBOpPEHHUTE (hJIaKOHU MOXE Ja C€ ChXpaHABaT U TpaHcuopTupar mpu -25°C no -15°C 3a equandeH
HEepUo/I 10 2 CEIMUIIH, CIIe]l KOETO MOXKeE Jla C€ BhPHAT 00paTHO 3a ChXpaHEeHHUe Mpu

temmeparypa -90°C no -60°C.

)la CC CbXpaHsiBa B OpUTMHAIHATa OIIAaKOBKa, 3a Aa CC MPEAIasu OT CBCTIIMHA.

Koraro ce cpxpansiBat 3ampasenu npu -90°C no -60°C, onakoBkure cbc 195 (akoHa BakcuHa Morat
na ce pasmpazsr mpu 2°C 1o 8°C 3a 3 yaca, a eIMHUYHYU (JIAKOHU MOT'aT Ja Ce pa3MpassiT MpH CTaliHa
temmneparypa (1o 30°C) 3a 30 MUHYTH.

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

. [InuTkuTe KyTHHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJZIEHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHUCKA Temreparypa (<-60°C),
Morar Jja OcTaHat Ha TemrepaTtypa Ao 25°C He nmoBede OT 5 MUHYTH.

o [nutkuTe KyTHH ¢ hIAKOHU, HA KOUTO KalaIlUTe ca OTBOPEHH, WIIH TE3U, KOUTO ChABPIKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHCKA Temreparypa (<-60°C), moraT n1a octanart Ha Temmeparypa o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTuHTE ¢ (JIaKOHH ce BBPHAT 00paTHO 3a ChbXpaHEHHUE B 3aMPa3eHO ChCTOSHUE CIIe]
SKCITO3UIMsl Ha Temrieparypa 10 25°C, Te TpsOBa Jla OCTaHaT HA ChbXPaHEHHUE B 3aMPa3eHO
CHCTOSTHHUE B MPOIBIDKEHNE Ha Hall-MaJko 2 Jaca, MPear Aa MoraT aa ObJaT U3BaJleH!u OTHOBO.

Tpancghep na 3ampasenu gaaxonu, coxpansganu npu -25°C do -15°C

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

o [nutkuTe KyTHH ¢ (hIAKOHU, HA KOUTO KAIAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
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mo-Mayiko ot 195 dakona, cies KaTo ca U3BaJeHH OT ChXPaHCHUE B 3aMPa3eHO ChCTOSIHUE
(-25°C mo -15°C), moraT ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BEAHBXK AaJcH (DJIAaKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHH, TOH TPpsOBa 1a ce
pasMpasu 3a yrorpeoa.

Cren pa3MpassiBaHe BakCHHATa TPsOBa Jla Ce pa3pel U Jla ce M3I0JI3Ba BeaHara. Bee mak maHHuTe 3a
CcTaOHMITHOCT B MEPHO/Ia Ha U3IOJI3BaHEe TIOKA3BaT, Ue CIe/ U3BAXKAAHEe OT (hpu3epa Hepa3peaeHaTa
BaKCHHA MOKe Ja ce chXpaHsaBa 3a nepuof 10 1 mecen npu 2°C no 8°C B pamkute Ha 9-MeceuHus
CPOK Ha TOJHOCT. B pamkuTe Ha 1-Meceunns cpok Ha rogHoct mmpu 2°C mo 8°C 3a TpaHCIIOpTHpaHE
MOJKe J1a ce u3noa3Bart 1o 12 yaca. [Ipenu ynorpeda HeoTBOpeHaTa BAKCHHA MOYXKE J1a CE ChXpaHsIBa JI0
2 yaca nipu Temriepatypa a0 30°C.

C pa3mpasenuTe QakoHH MOXeE Jia ce pabOTH B YCIIOBHUS Ha CTaliHA CBETJIMHA.

Crnen pa3pexaane, ChbxpaHsBaiiTe u Tpancnoprupaiite Bakcunarta mpu 2°C 1o 30°C u s u3mon3BaiiTe B
pamkuTe Ha 6 yaca. M3xBbpreTe HEM3MOI3BaHATa BAKCHHA.

Cnen u3BaxkmaHe oT (1)p1z13epa " pa3pCiKaaHC BbpXY (I)J'IaKOHI/ITe TpH6Ba Ja 6’LI[aT O3HA4YCHH HOBHUTC
JlaTa 1 4ac 3a USXBBPJIAHEC. CJIC,Z[ pa3MpassaBaHC€ BaKCMHATa HE MOXKE 1a CC 3aMpas3saBa IIOBTOPHO.

He u3non3Baiite Ta3u BakCHHA, aKO 3a0€JIe)KNUTE BUIMMH YaCTHIIH B pa3peieHaTa AUCTIEPCHS WITH
MPOMSIHA B 1IBETA.

He u3xBbpiisiiTe 1ekapcTBaTa B KaHAIM3aLUATa WM KOHTEeHHepa 3a JoMallHu oTnaabuu. [lonuTaiite
Bamms ¢apmareBT kak ga U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He U3Moi3BaTe. Te3n MEepKH e
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. Cbnhpmanne Ha OIMAKOBKAaTa U J0IIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

KakBo cbabpaxa Comirnaty

o AxrtusHo BemectBo: ”PHK Bakcuna cpemry COVID-19, napeuena to3unamepan. Cien,
paspexaane GprakoHbT chabprxka 6 103u 1o 0,3 ml, Besika ¢ 30 MukporpaMa TO3MHAMEPaH.
. Hpyru cecTaBku:
- ((4-xumpoxcubyTrin)azaneani )onc(xekcan-6,1-1mumm)onc(2-XeKCHIIIeKaHOAaT)
(ALC-0315)

- 2-[(momuetmnenrukoin)-2000]-N,N-murerpanermianeramus (ALC-0159)
- 1,2-nucreapomn-sn-riumepo-3-pochoxonma (DSPC)
- X0JIeCTEPOI

- KaJlUEeB XJIOPH]T

- KanueB auxuaporeHdocdar

- HATPUEB XJIOPU]T

- IUHATPHUEB docdaT TUXUAPAT

- 3axapo3a

- BOJIa 32 HHKEKIIUU

- HaTpHUEB XUAPOKCH] (3a Kopekmmsi Ha pH)

- XJIOPOBOIOpOAHA KUCENHHA (32 Kopekiust Ha pH)

Kak m3rnexxaga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA
Bakcunata e 0stma 1o nmoutu Osuta mucnepeus (PH: 6,9 — 7,9), nocraBsiHa B MHOT0030B (hJIAKOH €
6 mo3u — po3pauen ¢uakoH (cTekiro Tui 1) 2 ml, ¢ rymeHa 3amyIanka 1 ¢ aTyMHHAEBA 00KaTKa U

OTUYIIBAalIO CC JIMJIaBO IIACTMAaCOBO Kalrlade.

Bun omakoBka: 195 diakona
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IIpuTe:kaTesn Ha pa3pelieHUETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

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

IIpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AOBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN HAa MPUTEKATENS Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A/N.V.

Tél/Tel: +32 (0)2 554 62 11

bbarapus

[aiizep Jlrokcembypr CAPJI, Kion
bovarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

EArGoa
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel:+34914909900
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

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



France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

island
Icepharma hf
Simi: +354 540 8000

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

Kvnpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

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

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

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

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

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

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

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

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

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 9e 3a JIEKApCTBOTO CE OYAKBAaT JOMBIHUTENTHN NaHHHU. EBponeiickaTa areHnus mo

JICKapCTBaTa 1€ U3BBbpIIBA MMPEIJICA Ha HOBATa I/IH(l)OpMa]_[I/ISI 3a JICKApCTBOTO IMMOHC BEAHBIK 'OAUIIHO
1 Ta3u JJUCTOBKA CbOTBCTHO IIC CC aKTyaJInu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a MMOJIYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULU.

URL: www.comirnatyglobal.com

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arCHIus

no nekapcreata http://www.ema.europa.eu.

Tasu nucToBka e HannyHa Ha Bcuuku ez Ha EC/EUII Ha yeGcaiita Ha EBporneiickara areHIus 1o

JICKapcTBarta.



ITocouenara mo-a10ay I/IH(l)OI)MaIII/IH € NIpeIHa3sHaAa4YeHa CaMoO 3a MEIUIIUHCKHA CIICIHATUCTH:

Ipunaraitre Comirnaty MHTpaMyCKYJIHO CIIE[ pa3peskaane KaTo mbpBrudeH Kypce ot 2 mosu (0,3 mi
BCSIKA) TIPE3 MHTEPBAJ OT 3 CSIMUIIH.

Bycrep nosza (tpera no3a) Comirnaty Moke 11a ce IPHIOKH Hal-MaIKo 6 Mecelia clie]l Bropara J031
Ha JIMIIa Ha Bh3pacT 18 u moBeye rojvHu.

Ha Texxo HMYHOKOMIIPOMETHPAHU JIMIA MOKE a CC MPUJIOKH TPETa J03a Haii-majko 28 JHU CIICH
BTOpaTa 103a.

IIpocnenumoct

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Yxkazanus 3a padora

Comirnaty TpsibBa /1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHHKA, 32 J]a CE TapaHTHUpa CTEPUIHOCTTA HA TIPUTOTBEHATA JUCIICPCHSL.
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ITPOBEPKA HA 1O3ATA COMIRNATY 30 MUKPOT'PAMA/IO3A KOHHEHTPAT 3A
NHXKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 M1 TIOBEYE I'OJIMHHN)

JIniaaso
Kamaude

DLUTE BEFORE U

Date / Time:

IMposepere nanu GrakoHBT € C JTUITABO
IUTACTMACOBO Karaye.

AXO (IIaKOHBT € ChC CHUBO IJIACTMACOBO
Karadge, MOJIsl, HallpaBeTe CIIPaBKa ¢
KpaTKaTa XapaKTepPUCTHKA Ha MPOIyKTa
3a Comirnaty 30 Mukporpama/ao3a
MHXECKIIMOHHA TUCTICPCHSL.

AKO (QIIaKOHBT € C OPAHKEBO
IJIACTMACOBO Karaye, MOJisi, HalpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha
npoaykra 3a Comirnaty

10 mukporpama/no3a KOHLIEHTpAT 3a
WH)XEKLIUOHHA JHCIIEPCHSL.

PA3MPA3SABAHE IIPEJIU PA3SPEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA/O3A
KOHUEHTPAT 3A UH) KEKIITMOHHA JUCIIEPCUSA (JIMIIA HA 12 U1 IIOBEYE

T'OJNHN)

He noBeue ot

TemMmeparypa
(mo0 30°C)

~

2 yaca npu craiiHa

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpaseH U TpsiOBa Jia ce pa3Mpasu
npeau pa3pexaane. 3aMpa3eHUTe
(akoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassiT; pa3Mpa3sBaHETO Ha e/lHa
omakoBKa ckC 195 ¢makoHa Moxe n1a
otHeMe 3 yaca. Be3MoskeH e ChIIo Ipyr
BApUAHT, IPU KOWTO 3aMpa3eHUTE
(akoHM Ja ce pazmpasar 3a 30 MUHYTH
npu remnepatypa 10 30°C 3a HezabaBHa
yrotpeoa.

HeotBopenusr dhiakoH Moxe aa ce
ChbXpaHsBa 3a nepuoj 1o 1 mecen npu
2°C no 8°C B paMkuTe Ha 9-MeceuHus
CpOK Ha roaHocT. B pamkure Ha
1-meceunust cpok Ha FOAHOCT IIPU
yCIIOBHATA Ha cbXpaHeHue ot 2°C 110
8°C, 3a TpaHCIOpPTHPaHE MOXKE /1A Ce
u3noisBar Jo 12 gaca.

OcraBeTe pa3Mpa3eHUAT (QIaKoH aa
JOCTHTHE CTaiiHa Temneparypa. [Ipeau
ynoTpe6a HEOTBOPEHUSAT (DIaKOH MOXKE
Jla ce ChXpaHsBa 710 2 yaca MpH
temmepatypa 10 30°C. C pazmpaszeHure
(1akoHH MOXe Ja ce paboTH B yCIIOBHUS
Ha cTaliHa CBETJIMHA.

Buumarenno o0bpHeTe rakoHa

10 neTH npenu paspexaane. He
pasKialanTe.

[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIbpyKa Oesn 10
Ho4uTH OeH Herpo3padyHyu aMOphHU
YaCTHUIIH.
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PA3PEKIAHE HA COMIRNATY 30 MUKPOT'PAMA/IO3A KOHLHEHTPAT 3A
NHKXEKIWMOHHA JUCHEPCHUS (JIMIIA HA 12 1 TIOBEYE I'OJIMHHN)

e Pa3mpaszenara BakcuHa Tps0OBa Jia ce
paspeny B HeWHUS OpuUrHHANICH (pIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTo ce
u3nojssa urina 21 G, win mo-ThbHKa, U
acenTuYHa TEXHUKA.

1,8 ml narpues xiaopua 0,9%
WHKEKIIHOHEH Pa3TBOP

e l3paBHeTe HaMATaHETO BHB (hIIaKOHA
IIpey Ja U3BaJuTe UIrjiata oT Hero, KaTo
nzrernute 1,8 ml Bp3ayX B
H3Mpa3HeHaTa CIIPUHLIOBKA HA
paspenurens.

H3rerere 0yraaoro a0 1,8 ml, 3a na
OTCTPaHNUTE BB3AyXa OT (pJIaKoHa.
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Baumartenuno 10 nbTH

Buumarenno o0bpHeTe pa3peneHara
nqucnepcus 10 meTu. He paskiamaiire.
Pa3penenara Bakcuna TpsiOBa na
IPE/ICTABIISABA TOYTH OsiIa TUCTICPCHS
0e3 Buaumu yactuiu. He u3nonzpaiite
paspeneHaTa BaKCHHA IIPU HAIMYHME Ha
YacTULM WIN IIPOMSIHA B L[BETA.

DILUTE BEFORE 4

Dste / Time:

3anumere cbOTBETHUTE JaTa U Yac.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca
cJie/l pa3pexaaHe.

Ha paspenennre dakonu TpsiOBa ma
ObaaT oTOeIIsI3aHN CHOTBETHHUTE JaTa U
yac.

Crnen pa3pexaane, CbXpaHsIBalTe MpU
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 Jaca, BKITIOUYHUTEITHO BPEMETO 3a
TpaHCIIOPTUPAHE.

He 3ampa3zsiBaiite nin paskiamanrte
paspeneHara nmucnepcusi. Ako e Ouna
[I0CTaBEHa B XJIAJWJIHUK, OCTaBETE
paspeneHaTa TUCIIePCHS 1a TOCTUTHE
CTaifiHa TeMIepaTypa Mpean yrnoTpeoda.
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MNPUT'OTBSAHE HA UHAUBU Y AJIHU 1031 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A KOHIEHTPAT 3A UTHXKEKIIMOHHA JUCIIEPCUA (JINLA
HA 12 1 ITIOBEYE I'OAUHHN)

o Cren paspexaane (GpIaKOHBT ChIbpPIKa
2,25 ml, OT KOMTO MOTAaT J1a C€ U3TETIIAT
6 go3u mo 0,3 ml.

e Kato u3nosBare acenTHYHA TEXHMKA,
MOYKCTETE 3aIyIIajaKara Ha (IakoHa ¢
TaMIIOH 3a eHOKpaTHa yrmoTpeba,
HAIOCH C AaHTUCETITHYCH Pa3TBOP.

| e Isrermere 0,3 ml Comirnaty

. TpsiOBa 1a ce U3MOA3BAT CIIPUHIIOBKH

4 W/WJIH UTIIN C MalTbK MBPTHB
(Hew3non3BaeM) 00eM, 3a J1a Ce U3TETIISIT
HIECT JI03H OT eluH (pIaKoH.
KoM0OunanusTa OT CIpUHIIOBKA U UTJIA C
MaJTbK MBPTHB 00€M TPsIOBa 1a UMa
MBPTHB 00€M HE MO-TOJISM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JIOCTaThueH 00eM 3a M3TETIISTHE Ha MIeCT
JTO37 OT eIrH (hJIaKOH.

e Bcska no3a TpsoBa ga ceappika 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(hmaxoHa BakcHHA HE MOXKE J1a JOCTABU
eaHa 1siia no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM

e lI3xBBprere HEM3MOI3BaHATA BAKCHHA B
pamKuTe Ha 6 yaca cieJ pa3pekIaHe.

0,3 ml paspenena BakcuHa

HN3xBbpasine
Hewnsnon3BaHusT JeKapCTBEH MPOIYKT WIX OTHAIPUHATE MATEPUAII 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
Bb3pacTHu 1 I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (nykieo3uaHo moauguuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHamepaH (tozinameran)

vT03H JICKaPCTBEH MPOAYKT IOJICHKH Ha JOIBJIHUTEIIHO HaOoaeHue. ToBa 1i1e o3B0oau Obp30TO
yCTaHOBSIBaHE HA HOBAa MH(pOPMAITHI OTHOCHO Oe30macHoCcTTa. MOXKeTe /1a JaeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJyYMId. 3a HAaYMHA Ha ChOOIIaBaHe Ha HEXEJIaHU
peakuuu BUXKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO SAJIaTa JUCTOBKA, IpeaAu 1a Bu 0b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbP:Ka BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JUCTOBKA. MoyKe /1a ce HaJIOXKH JIa sl POYETETe OTHOBO.

. AKO UMaTe HIKaKBH JIOIBJIHUTEIHN BBIIPOCH, TIoNTUTaiTe Barms ekap, papmareBT uiu
MEJUIMHCKA CecTpa.

. AKO ToITyuHTe HIKAKBU HEXKEJIaH! peakiny, yBejoMere Bamms nekap, hapmaneBt wim

MCIUIMHCKA CECTpa. ToBa BKII0YBA U BCHYKH BB3MOXKHH HEXKEIIaHU p€aKnnun, HEOIMMCAaHU B
Ta3u JUCTOBKA. BrkTe Touka 4.

KakBo chabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO Ce W3I0J3Ba

Kakso Tps0Ba na 3Haere, npeau n1a Bu 6bae npunoxxen Comirnaty
Kak ce mpunara Comirnaty

BBb3M0XHU HEKETIaHU PEAKLIUU

Kak na cpxpansiBate Comirnaty

ChbabpkaHre Ha ONAaKOBKATa M AOIBIHHUTEIIHA HH(POPMALIUS

SOk wdE

1. Kakso npencrasasipa Comirnaty u 3a KakBo ce U3M0J13Ba

Comirnaty e BakCHHa, KOSATO Ce€ M3I0JI3Ba 3a Npena3Bane ot 3adonssane or COVID-19, npuyrHeHo
ot Bupyca SARS-CoV-2.

Comirnaty 30 Mukporpama/zno3a HHXXEKIIMOHHA TUCTIEPCHS Ce MpHjIara Ha Bb3pacTHH U IOHOIIIH, Ha
BBb3pacT 12 u noBeye roJuHU.

Baxcunara craBa mpuunHa IMyHHAaTa clcTeMa (eCTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) Ja
MPOM3BEK/A AHTHUTENIA M KPHBHU KJIETKH CPEIly BHPYCa, KATO TaKa OCUTYpPsIBa 3alllUTa CPEILY
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3Ja/le IMyHUTET, TS HE MOXKE JIa IPUYUHU
3abomasane or COVID-19.

2. Kakso TpsadBa 1a 3Haete, npeau Aa Bu 0b1e npuwioxked Comirnaty

Comirnaty He Tpa0Ba 1a ce mpuiara
. aKo CTe aJepru4HU KbM aKTHMBHOTO BELIECTBO WJIM KbM HIKOS OT OCTaHAINTE ChCTaBKM Ha TOBA
JeKapcTBO (M36pOoeHH B TOUKaA 6).

IpenynpesxneHust ¥ MpeanasHu MepPKH
I'oBopere ¢ Bamms nekap, ¢papmaneBT UM MEAULIMHCKA cecTpa, pear na Bu 0bae npunoxeHa
BaKCHHATA!
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o aKO HSKOTa CTe MMAJIH TeXKKa aJlepTUYHa PEaKIys WK MPOOIIEMH ¢ TUIIAHETO CIe]
WIKEKTHpaHe Ha HAKAKBa JIpyra BaKCMHA WA ciiel kato Bu e 6mna npmioxkena Comirnaty B

MHHAJIOTO.

L axo Bu MNPUTCCHABA NPOUCCHT HA BAKCUHUPAHC WX HAKOTr'a CTC IIpUIlafain CJICA MMOCTaBAHC HA
MHXKXCKIIMA C UI'jia.

L aKoO MMAaTe TEXKKO 3a00J1BaHe UITU 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 ChCUPELIN.
o aKo “MaTte oTciabeHa MMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nHexnus ¢ HIV, wim

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

Cnen BakcuHanust ¢ Comirnaty ca ch00OIIEHH MHOT'O PEIKH CITy4ad Ha MHOKapHT (Bh3MAJICHUE Ha
CBHPJICYHUS MYCKYIT) U IIEPUKAPIUT (BB3MAaJICHUE Ha BBHHIITHATA 00BUBKA Ha CHPIETO). CirydauTte
HACTBIIBAT PEJUMHO B paMKHTE Ha JIBE CEIIMHUITU CIIe]l BAKCHHAITHUS, TI0-YECTO CIIe]] BTOpaTa BaKCHHA
1 TI0-4eCTO MpH Mmo-Mjiaau Mbxe. Ciesl BakcuHaius TpsiOBa fa 0ObeTe OJUTEIHH 3a IPU3HALM Ha
MHUOKApIUT U IEPUKAPANT, HATIPUMED 3ayX, ChplieONeHe I O0JIKa B ThpAUTE, U TPsiOBa He3a0aBHO
J1a IOTHPCUTE MEAUIIMHCKA TIOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuuu, Comirnaty MOXe Jia HE 3al[UTH HAIIbJIHO BCUYKU BAKCUHUPAHHU U HE €
M3BECTHO KOJIKO JBJITO ITe OBACTE 3aIIUTeH(a).

Moske na nonyuurte Tpera go3a Comirnaty. Edukacuocrra Ha Comirnaty, 1opu cie TpeTa /103a,
MOJeE J]a € I0-HUCKa PH HMYHOKOMIIPOMETHpaHU Xopa. B Te3u ciaydau TpsiOBa 1a mpoabipkuTe Oa
crazBare (GU3NIECKUTE MPeaa3Hi MEepPKH, 3a 1a moMorHeTe 3a npeBernuara Ha COVID-19. Ocsen
ToBa OnMM3KkKTe BH KOHTaKTHH Jina TpsiOBa a ObIAT BaKCHHUPAHH, ako € moaxonsmio. Obchaere
MOIXOAAIINTE HHANBUAYAIHH MPENOPbKY ¢ Bamms nexap.

Jena
Comirnaty He ce mpenopbYBa MpH Jela Ha Bb3pacT 1oy 12 roguHu.

JApyru nexapctBa u Comirnaty
Tps0OBa na kaxxere Ha Bamus nexap wiu hapMaLeBT, aKo U3MOI3BATE, HACKOPO CTE U3MOI3BAIM WIH €
BB3MOYKHO J1a M3II0JI3BATE IPYTH JIEKapCTBa, WM HAaCKOpo By e mpuioxeHa HAKakBa Apyra BaKCHHA.

BpemMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMSTaTe, Y€ MOJKe /1a CTe OpeMeHHa FITH TIaHupaTe OpeMeHHOCT,
MmochBeTBalTE ce ¢ Bamms nexap wim dapmaneBT npean na Bu O0b1e npruiioxeHa Ta3n BaKCHHA.

Ilo¢upane u padoTa ¢ MAIIMHHA

Hskou ot edexTuTe Ha BakcHHATa, yIIOMEHATH B TOUKa 4 (BB3MOXHU HEeXElaH! peaklii) MOTaT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 3a modupane nim padota ¢ mamuau. M3uakaiite, mokato
Te3u epeKTH OTIIYMSAT, IPEeaH Ja modupaTe WiK Aa paboTHTE C MAIIUHH.

3. Kak ce npuiara Comirnaty

Comirnaty ce nmpunara karo urkeknus ot 0,3 ml B MycKyn B TOpHATa 9acT Ha pbKaTa.

Ille Bu ObaT HanIpaBeHU 2 WHKCKITUH.

[MpenopbuBa ce BTOpaTa 71032 OT ChIllaTa BaKCHHA Ja Ce MPHUIIOKH 3 CEIMUIIM CJIE/ TbpBaTa J103a, 3a
Jla ce 3aBBPINN BAKCHHAI[HOHHUAT KYPC.

Bycrep nosza (tpera no3a) Comirnaty Moke J1a ce IPHUIIOKH Hal-MaJIKo 6 Meceria ciie] BTopaTa J103a
Ha JIMIa Ha BB3pacT 18 u moBeve roquHu.
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AKO cTe IMYHOKOMIIPOMETHPAHH, MOXKE J1a TIOJTydnuTe TpeTa m1o3a Comirnaty Hai-mManko 28 qHU clien
BTOpAaTa J103a.

AKO MMaTe HSKAKBH JIOBIHUTEIHH BBIIPOCH, CBBbp3aHH ¢ yrorpedara Ha Comirnaty, monuraiire
Bamms nekap, ¢papManeBT WM MEUIIMHCKA CECTpa.

4, BBb3MOKHHU HeKeJTaHU pe€aKkuumn

KakTo Bcnuku Bakcuau, Comirnaty Moxe J1a IpeAn3BUKa HEXKETaHH PEAKIIHH, BHIPEKH Y€ HE BCCKU
TH TIOJTy4JaBa.

MHOro0 4ecTH HesKeJaHU peaKlUM: MOrar Ja 3acertat noseue ot 1 Ha 10 mgymm
Ha MSCTOTO Ha MHXKEKTHPaHe: 00JIKa, OTOK

yMopa

riaaBoOoJIre

00JIKa B MyCKYyJIUTE

BTpHUCaAHE

0OJIKa B CTABUTE

TAApHs

MIOBHUITIEHA TEMIIEpaTypa

Hsxowu oT T€3u HEXENaHU PEaKIMy ca MAJIKO [TO-4eCTH TIPH FOHOIN Ha 12 10 15 ToguHu, OTKOIKOTO
MIpH BB3PACTHHU.

YecTn HexxeTaHU peaKIMM: MOTaT J1a 3acerHart 1o 1 Ha 10 gymm

. 3auepBsBaHe Ha MSCTOTO HA MH)KEKTUPAHE
° rajgeHe
° MOBPBIIIAHE

HeuecTn He:kesaHu peakuum: MoraT aa 3acersat Ao 1 Ha 100 gymm
yroyseMeHu JIMM(HU Bb3IH (Ha0II0/1aBa ce mo-4ecTo ciies Oycrep mo3aTa)
HEPa3IoJI0KEHNE

0o0JKa B pbKaTa

Oe3cpHHE

ChpOEX HA MICTOTO HAa HHXXEKTHPAaHE

ANePTUYHH PEaKIUH KaTo OOPYB WIIH CHPOEK

ycemase 3a caadocT Wi JIUICA Ha €HEPrusl/ChbHINBOCT
HaMaJleH alleTuT

MIPEKOMEPHO M3MOTSIBAHE

HOIIHM U3IOTSIBaHUS

Penku Heskenanm peakuuu: Morart ja 3acersat o 1 Ha 1 000 nymm
o BPEMEHHO €THOCTPAHHO YBHCBAHE Ha JIULIETO
o aNIeprUYHU PEAKIMHU KaTO YPTHUKAPHUS WU MOIyBaHEe Ha JIMIETO

C HeH3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOXKe J1a ObJIc HAallpaBeHa OIICHKA)
J TEXKKa aJepruyHa peakiius

o BB3MAJICHUE HA CHPACYHMS MyCKYJ (MUOKAPIUT) WM Bh3IMAJICHUE Ha BHHITHATA OOBUBKA HA
ChpLETO (TIEPUKAPIIUT), KOSTO MOXKE JIa JIOBEEC 10 3ayX, ChPIICOUCHE WK OOJIKa B I'bPIUTE

o oOIIMpeH OTOK Ha BAKCHHUPAHUS KPATHUK

o OTOK Ha JIMIETO (TI0AyBaHe Ha JIMIIETO MOXKE J1a Ce TIOSBY P MAIMEeHTH C iepMajieH (GUTbp)

o KOXKHA peaxifusi, moa (opMaTa Ha YepBEHH METHA WM OOPUB IO KO)KaTa, KOWTO MOXKE Ja

M3TIIEXKTa KaTo ,,MUIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWUTO MMa T10-
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CBETJIM YePBCHU KPBIoBe (epureMa MynTudopme)

Cno01aBaHe HA HeKEJIAHH PeaAKINA

AKO TIOJTyunTe HIKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIvy, yBeomMere Bamus nekap, apMaieBT Win
MEIHUITMHCKA cecTpa. ToBa BKIIIOYBA BCUYKH BH3MOYKHH HEOITUCAHU B Ta3W JUCTOBKA HEXKEIIAaHU
peaknun. MOXKeTe ChITO Ja ChOOINUTE HEXKEITAHN PEaKIIny JUPEKTHO Upe3 HaI[HOHATHATa CUCTEMA 3a
choOIIaBaHe, mocouyeHa B [Ipuioxkenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo € HamudeH. Kato
choOIaBaTe HEXKEIIAHA PEAKITUN, MOKETE Ja TafieTe CBOSI MPHUHOC 3a TI0JydaBaHe Ha MTOBEYC
uHGOpMAIUSI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak 1a cexpansBate Comirnaty

I[a CC CbXpaHsdBa Ha MACTO, HCAOCTHITHO 3a ACHA.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpeHa3HaueHa 3a
MEUIUHCKY CTICIIHATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsI3aH BEPXY KapTOHEHATa ONAaKOBKA H
eTkera cien ,,['ofaen 10:“. CpoKbT HA TOJJHOCT OTrOBaps Ha MOCJEHHS ACH OT MOCOUCHHS MECEIL.

[a ce cbxpansiBa BB (hpusep mpu -90°C no -60°C 3a 6 meceria.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 32 J]a CE MPE/Na3y OT CBETIIMHA.

Bakcunara moxe n1a ce moimyuu 3aMmpasena rnpu -90°C mo -60°C wmm nipu -25°C go -15°C. Crnen
NOJTy4aBaHe 3aMpa3eHaTa BakCHHa MOXKe Ja ce chxpansasa wid rnpu -90°C no -60°C, nim npu 2°C 1o
8°C.

Koraro ce cpxpansBat 3ampaszenu npu -90°C o -60°C, onakoBkure ¢ 10 gakoHa BakcuHa MOTaT ga
ce pasmpasat npu 2°C no 8°C 3a 6 yaca, a eIMHUYHHN (JIAKOHU MOTAT J1a ChXPaHABAT IIPH CTaliHa
temmeparypa (0 30°C) 3a 30 MuHyTH.

Crnen KaTo BEJHBK € M3BaJICH OT (ppH3epa, HEOTBOPEHHAT (PIAKOH MOXKeE J1a ce ChbXpaHsBa B
xnaguauK 1pu 2°C o 8°C 3a eguHMYCH niepuo 10 10 ceaMuIm B paMKUTE Ha 6-MECEUHUS CPOK Ha
roJHOCT. BbpXy KapTOHEHaTa omakoBKa Tps0Ba 1a ce 0TOeJIeKH HOBaTa J1aTa, 10 KOsITO TpsiOBa aa ce
U3XBBPIHM cien cbxpanenue npu 2°C o 8°C. Cnen KaTo BEIHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKeE
Jla ce 3aMpa3siBa IOBTOPHO.

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

C pasmpazenure GIakoHU MOXKeE J1a ce paboTH B YCIOBHS HA CTaliHA CBETIIMHA.

Cren mbpBOTO POOKMBAHE Ha 3amyliajikara Ha ()JIaKOHA, ChbXPaHsABalTEe M TPAHCIIOPTUPANTE
BakcuHata npu 2°C 1o 30°C u s n3nonssaiite B pamkuTe Ha 12 yaca. 3xBbpieTe HEM3oa3BaHaTa
BaKCHHA.

He u3nomn3paiite Ta3u BakCHHA, aKO 3a0€IEKUTE BUTUMHU YaCTUIIN WU TIPOMSHA B I[BETA.

He uzxBbprsiite nekapcTBaTa B KaHaJU3alMsATa WM KOHTEWHepa 3a JoMallHy oTnaabiu. [lonuraiite

Bamms ¢apmarneBT kak 1a U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He U3Moi3Bare. Te3n MepKH Ie
CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa cpefa.
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6. Cumpmarme Ha OIMAaKOBKATa U JO0IIbJIHHUTEJIHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty

. AxtusHo BemecTBo: UPHK Bakcuna cpeury COVID-19, napeuena To3nHamepaH. OnakoHbT
cbpIbpka 6 1o3u o 0,3 ml, Besika ¢ 30 MUKporpaMa TO3HHAMEPaH.
. Jpyru cbcTaBKU:
- ((4-xunpoxcubyTum)azaneaumnn)onc(xexcan-6,1-numr)ouc(2-XeKCHUITIEKaHoaT)
(ALC-0315)

- 2-[(mommerunenriukoin)-2000]-N,N- tuterpanermnaneramus (ALC-0159)
- 1,2-nucreapown-sn-riunepo-3-pochoxonun (DSPC)

- XOJIECTEPOIT

- TPOMETaMOT

- TPOMETAMOJIOB XUAPOXJIOPHT

- 3axapo3a

- BOJIa 32 MHXEKIIUU

Kak m3rne:xxga Comirnaty 1 KakBo ChABP:Ka ONIAKOBKATA

Bakcunara e 6s1a 1o mouts Ostta quctepenst (pH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hJIaKOH €
6 mo3u — po3pauen ¢uakoH (cThkiro Tui 1) 2 ml, ¢ rymeHa 3amyIanka u ¢ aTlyMHHAEBA 00KaTKa U
OTYYIBAILO CE CHBO IUIACTMACOBO Karaye.

Bunore onakoBku: 195 daakona unm 10 ¢urakoHa
He BcHYKH BHOBE OMAKOBKH MOTaT Ja ObJaT MyCHATH Ha Ma3apa.

IIpuTtexaTes Ha pa3pelIeHHETO 3a ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IIpousBoauTenu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a AOmBIHATENTHA HH(POPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MIPEJICTABUTEN HA TIPUTEXKATENS Ha pa3pelIeHueTo 3a yrnorpeba:

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

98



bbarapus

[Iaitzep Jlrokcemoypr CAPJI, Kion
bobarapus

Tem: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

EA\rada
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espafa
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

island
Icepharma hf
Simi: +354 540 8000

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

Kvbmpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690
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Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

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

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

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja

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

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢na zlozka

Tel: +421 2 3355 5500

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

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

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



Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

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

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NTaHHHU. EBponeiickaTa areHnus mo
JIEKapcTBaTa II¢ U3BHPIINBA Mperiie/ Ha HoBaTa MHPOPMAIIXS 3a JICKApCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a MOJIYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[Moapobua nHpOpMAaIKs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
no nekapcreata http://www.ema.europa.eu.

Tasu nucroBka e HanuyHa Ha Bcuuku e3um Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JIeKapcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMalII/IH € MpeaHasHayeHa caMo 3a MEAUIHHCKH CIICEHHATUCTH:

[Ipunaraiire Comirnaty MHTpaMyCKyJHO KaTo bpBHYeH Kypc oT 2 no3u (0,3 ml Bcsika) npes
UHTEPBAJ OT 3 CeAMUIIN.

Byctep no3a (Tpeta mo3a) Comirnaty Moxe J1a ce MPUIIOKHU Hail-Manko 6 Mecela cie/i BropaTa 1031
Ha JIMIIa Ha Bb3pacT 18 1 moBeve roAnHMU.

Ha Texxo "MyHOKOMITIPOMETHPAHH JIMIA MOXKE JIa Ce TIPIJIOKH TPEeTa 1032 Hali-MaJIKo 28 THU el
BTOpATa 103a.

IIpocnenumoct

3a fa ce moo0pu MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMEp Ha MPIJIOKEHHUS MPOIYKT TPsiOBa SCHO J1a CE 3amMcBarT.

Yxka3anus 3a padora

Comirnaty TpsiOBa Ja ce MPUTOTBH OT METUITMHCKH CIICIIHAIIUCT, KaTO CE U3I0JI3Ba aCENTHIHA
TEXHHKa, 33 J]a Ce TapaHTHpa CTEPUITHOCTTA HA TIPUTOTBEHATA JUCIIEPCHSL.
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INPOBEPKA HA TIO3ATA COMIRNATY 30 MUKPOTPAMA/103A NTHX XKEKIIMOHHA

JUCHEPCHUSA (JIMIA HA 12 1 IOBEYE I'OJIMHN)

Cuso
Kamnaue

00 NOT DILUTE

Date / T me:

ITpoBepere nanu GIakoHBT € ChC CUBO
ITACTMACOBO Karaye.

AXO (JIaKOHBT € C JHITABO
IUIACTMACOBO Karaue, MOJIsl, HallpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHUCTHKA Ha
npoaykra 3a Comirnaty

30 Mukporpama/o3a KOHIEHTpAT 3a
WHKEKIIMOHHA AUCTIEPCHSL.

AKO (JIaKOHBT € C OPAHIKEBO
IIACTMACOBO Karaye, MOJisi, HalpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha
nponykra 3a Comirnaty

10 mMukporpama/no3a KOHIICHTPAT 32
WHKEKIIMOHHA JTUCTICPCHSL.

HPEIN YIIOTPEBA HA COMIRNATY 30 MUKPOTPAMA/IO3A NTHKEKIIMOHHA

JAUCHEPCHUSA (JIMIA HA 12 1 IOBEYE I'OJJMHMN)

Ja ce cbxpansiBa
10 10 cenmunu
npu 2°C g0 8 °C,
KOpUrupaiire
CpoKa Ha
TOHOCT BBPXY
OMaKOBKaTa

~

AKO MHOTOJI030BHSAT (hJIAKOH CE
ChXpaHsABa 3aMpaseH, Toi TpsOBa n1a ce
pasMpasu npenu ynorpeoa.
3ampaszenute haakoHH TpAOBa Ja ce
TpeHecaT B cpefa ¢ remneparypa 2°C
1o 8°C, 3a aa ce pa3Mpassr;
pa3MpassBaHETO Ha eTHa OMAaKOBKa C
10 ¢nakona Moke Jia oTHeMe 6 yaca.
VYBepere ce, 4e (IaKOHWUTE ca HAITBIHO
pasMpaseHH mpeau yrnorpeoa.

Crnen npemecTBaHe Ha (IIaKOHUTE 3a
cwxpanenune pu 2°C go 8°C,
KOPUTHpaWTe CpOKa Ha TOAHOCT BbPXY
KapTOHEHAaTa OIaKOBKA.

HeotBopenute dnakonu Morat 1a ce
chxpansgBat 1o 10 ceamunu npu 2°C
1o 8°C B paMKHTE Ha 6-MECeUHHUs CPOK
Ha TOJTHOCT.

Bb3moxeH e Apyr BapHaHT, IPH KOWTO
€IMHUYHH 3aMpa3eHu (JIAaKOHU MOXKE
Jia ce pazMpassT 3a 30 MUHYTH TIpU
temneparypa a0 30°C.

[Ipenn ynotpeda HEOTBOPEHHUAT
(h1akoH MOKe J1a ce ChXpaHsBa J0

12 yaca npu temneparypa g0 30°C. C
pa3MpaseHuTe (HIAKOHN MOXKE Ja ce
paboTH B YCIOBHSI Ha CTaiiHa CBETIIHMHA.
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7

Buaumarenno 10 nbTH

Buumarenno pasmecere, KaTo
oowpHeTe durakonute 10 mbTH. He
pa3KJialanre.

[Ipenu pa3mecBaHe pa3mpaseHara
JHCTIEPCHUST MOXKE J1a ChABPKA OeNd 110
noyTH OeNM HeNpo3paduHu aMopHHH
YaCTHIIH.

Crnen pa3mecBaHe BakCHHATa TPSOBa 1a
npejcTaBisiBa Osiia 1o O4TH Osiia
nucnepcus 0e3 BuauMu dactunu. He
W3IOJ3BaliTe BAKCUHATA MPH HATUYNE
Ha YaCTUIM WJIA TIPOMSIHA B I[BETA.

T'OJIMHM)

MNPUT'OTBSAHE HA UHJI UBUAYAJIHU 1O3U 0,3 ml COMIRNATY
30 MUKPOT'PAMA/NO3A UTHAKEKIIMOHHA JUCIIEPCHUS (IMLA HA 12 U IIOBEYE

0,3 ml Bakcuna

Karo u3mnoisBare acenTuyHa TCXHHKA,
TIOYHCTETE 3ammyIiaikaTa Ha (rakoHa ¢
TaMIIOH 3a €IHOKpaTHa yHOTpe6a,
HAIoO€H C aHTUCCIITUYCH Pa3TBOP.
Hzreraere 0,3 ml Comirnaty

TpsabBa na ce U3MONI3BAT CIIPHHIIOBKH
W/WJIN WTJIH C MATBK MBPTHB
(ueusmnon3Baem) obeM, 3a Jia ce
U3TETIST 6 03U OT e1H (IIaKoH.
KomOuHanusiTa OT CHpUHIIOBKA H UTJIa
¢ MaJTbK MBPTHB 00€M TpsOBa /1a Ma
MBPTHB 00€M HE TIO-TOJISIM OT

35 MuKkponuTpa.

AKO ce U3M0JI3BaT CTaHAAPTHU
CIIPUHIIOBKY U HMIJIHM, MOXeE JIa HIMa
JIOCTaThYEH 00eM 3a M3TETIISTHE Ha
MIECT T03H OT €IUH (hIIaKOH.

Bcesika no3a tpsioBa aa ceabpika 0,3 mi
BaKCHHA

AXO KOJMYECTBOTO HAa OCTaHAlIaTa BbB
(hmakoHa BaKCHHA HE MOXKE JIa IOCTaBH
eaHa 1suta go3a ot 0,3 ml, u3xeprere
(1akoHa U U3MUIIHUSL 00eM
U3xBBpIieTe HEM3MOI3BaHATA BAKCHHA
12 gaca cien mbpBOTO IPOOKBaHE Ha
3aImyniankaTa Ha (ruakoHa. 3amuineTe
CHOTBETHHUTE JaTa/4ac BbpXy (priakoHa.

H3xBBpIIsiHe
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Hewnznon3BanusT nexapcTBEH NPOAYKT WK OTHAABYHATE MaTepHAII OT Hero TpsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 10 Mmukporpama/no3a KOHIIEHTPAT 32 HHKEKIHOHHA THCIIEPCHST
Jeua na 5 1o 11 rogunn
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauduuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHaMepaH (tozinameran)

vTosn JIEKapPCTBEH MPOAYKT MOJICKH Ha JOBJIHUTEIHO HAOMoaeHre. ToBa 11e mo3Boau Obp30TO
YCTaHOBSIBAaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlys, KosSTo Balero neTe € mojayduiio. 3a HauMHa Ha ChoOIaBaHe Ha
HEXEJIaHU PeaKIluu BIDKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHMMATEIHO AJ1aTa JUCTOBKA, peaAu 1a Bu 6b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo THA ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKA. Moske 1a ce HaJ0XkHU J1a sl IPOYETETE OTHOBO.

. AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, IoNuTainTe Bamms nekap, papmaneBT uin
MEJULMHCKA CecTpa.

. Axko Bamero nete nomyun HIKaKBHY HEXENaHU peakiny, yBeqoMeTe Bamms nekap, papmaiieBt

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKU BH3MOKHU HEXKEJIAHU PEAKITUHU, HEOITNCAHU B
Ta3y JINCTOBKA. BinkTe TouKa 4.

KakBo cbabp:ka Ta3H JJHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

KaxBo Tpsi0Ba 1a 3xaere, npeau Comirnaty na 6sae npunoxeH Ha Bamreto nete
Kak ce nmpunara Comirnaty

BBb3M0XHU HEXETaHU PEAKLNU

Kak na cpxpansBate Comirnaty

ChabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HH(OPMALIUS

oL E

1. Kaxkso npeacraBiasgBa Comirnaty u 3a KakBO ce H3M0JI3BA

Comirnaty e BakCHHa, KOSATO C€ M3M0JI3Ba 3a npena3sade ot 3adoisane or COVID-19, npuunHeHo
ot Bupyca SARS-CoV-2.

Comirnaty 10 mukporpama/mo3a KOHIICHTpAT 3a MH)KEKIIMOHHA JIMCIICPCUs ce TpHiIara Ha Jiela Ha
BB3pacT oT 5 1o 11 rogunm.

BakcuHara cTaBa mprUYMHA UMYHHATA CUCTEMa (€CTECTBCHHUTE 3alUTHU CHJIM HA OpraHu3Ma) Ja
MPOU3BEKa AaHTUTENIA U KPHBHH KJIIETKU CPEIly BUPYyCa, KaTO TaKa OCUTYPsIBa 3aIUTa CPEILy
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABpKa BUPYCa, 3a 1a Ch3[a/le IMyHUTET, TOM HE MOXKE J1a TPUUUHH
3abonsaBane or COVID-19 na Bameto gere.

2. Kakso Tpsi6Ba 1a 3Haete, npexu Comirnaty na 0bae npusio:keH Ha Bamero ere

Comirnaty He Tps0Ba Ja ce mpujiara
o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEILIECTBO WJIM KbM HSKOS OT OCTAaHAJIUTE
ChCTaBKH Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA ).

IIpeaynpesknenusi M npeAnasHu MepKU

I'oBopete ¢ Bamust nexap, papmaneBT iy MEIUIIMHCKA CECTpa, IPEAN BaKCHHATa 1a Oble
nmpuwiokeHa Ha Bamero nere:

. aKO MMa TeXXKKa aJIepruyHa peakuus Wik MpodjaeMy ¢ JUIIAHETO Clie] NH)KEKTUPaHe Ha HAKaKBa
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Jpyra BaKCWHA WJIU CJIe] KaTo My € Oma mprioskeHa Comirnaty B MHHAJIOTO.

L aKO I'0 ITPUTECHABA NPONLECCHT HA BAKCMHUPAHE WJIM HAKOTa € IIpuIiagajio CJICIa IIOCTaBAHE Ha
HWHXXCKIUA C UI'J1a.
L aKo0 MMa TEXKKO 3a007sBaHE UIH I/IH(l)eKI_[I/I}I C BUCOKa TeMIICpaTrypa. O6aue Bareto JCTC MOXKE

Ja 6’]))_ICTC BAKCUHHUPAHO, aKO MMa JICKO ITOBUIIICHA TEMIICpATypa WU JICKAa I/IH(l)eKI_II/I}I Ha
TOPHUTC NUXATCIIHU IbTUIIA, KATO HACTUHKA.

o aKo MMa Mpo0IieM ¢ KPbBOCHhCUPBAHETO, JIECHO MOTy9aBa CHHIUHH WITH U3II0JI3BA JIEKAPCTBO 32
Mpe/ina3BaHe OT MOSBa HA KPbBHU CHCHUPEIIH.
. aKo MMa oTciiabeHa HMyHHA CHCTeMa Mopaay 3adossiBane, Hanpumep uHdekius ¢ HIV, niu

IMPpUCM Ha JICKAPCTBO, KATO KOPTUKOCTCPOU, KOCTO IMOBJIMIBA UMYHHATa CUCTCMaA.

Cnen BakcuHanus ¢ Comirnaty ca CbOOIIEHH MHOTO PEIKH Cy4Yar Ha MHOKapAWT (Bb3MaJICHUE Ha
CBHPIEYHHUS MYCKYI) U IIEPUKAPIUT (Bb3MajeHne Ha BhHITHATA 00BHBKA Ha ChpIeTo). Ciyyante
HACTBIBAT NPEAMMHO B pAMKHUTE Ha JABE CEAMUIIM CJIe/l BAKCHHALIUS, [T0-YECTO CJIe/l BTOpaTa BAKCHHA
1 M0-4€CTO MU NOo-MiIaau Mbxe. Criex BakcuHalus TpsiOBa 1a ObaeTe OAMTEeTHH 32 IPU3HALU Ha
MUOKapIUT U TIEPUKAPNT, HATIPUMEP 3alyX, ChplieOueHe WU 00JKa B I'bPANTE, U TPIOBa HE3a0aBHO
Jia IOTBPCUTE MEIUIIMHCKA IOMOII, aKO T€ HACTBIIAT.

KaxkTto Bcnuku BaKCHHU, Comirnaty MOXX€ [1a HC 3alllUTH HAITbJIHO BCUYKU BAKCUHUPAHU U HE €
M3BECTHO KOJIKO JIBJITO I1I¢ OBJCTE 3alUTCH(a).

Barrero sete Moske a moiry4du Tperta mo3a Comirnaty. Tperata 103a Bce mak MOKe Ja He OCUTYPH
mbiieH umyHuTeT KbM COVID-19 npu uMyHOKOMITpOMETHPaHU Xopa. B Te3u ciryuan TpsoBa na
MPOABIDKHTE J1a CTia3BaTe (PU3NIECKUTE TPea3Hi MEPKH, 32 Jla IOMOTHETE 3a IIPEBEHIINATA Ha
COVID-19. OcgeHn ToBa Onm3kuTe Bu koHTakTHU NvIia TpsOBa 1a ObIaT BAKCHHUPAHU, aKO €
noaxos110. O0ChIeTe MOAXOAIIMTE UHAUBUYaTHY MTPENOpbkH ¢ Barms jekap.

Jeuna
Comirnaty He ce mpenopbYBa MpH Jielia Ha Bh3pacT MoJ] 5 TOAMHY.

JApyru nexkapcrBa u Comirnaty

Tps0OBa na kaxxere Ha Bamms nexap win ¢apmaneBT, ako BameTo nere u3nomiassa, HACKOPO €
U3M0JI3BAJIO WIM € Bb3MOXKHO J1a U3I0JI3Ba JPYry JIEKapCTBa, WK HACKOPO My € NIPUIIOKEHA HAKAKBA
Jpyra BakCHHa.

BpemeHHOCT U KbpMeHe
Axko Bamero nete e 6peMeHHO WK KbPMH, IOChBETBalTE ce ¢ Bamus nexap iy GapManeBT npeau
na My ObJie IPUIIOKEHA Ta3Hd BAaKCHHA.

Ilodupane u padoTa ¢ MAIIUHU

Hsikou ot edexTuTe Ha BakCHHATa, yIIOMEHATH B TOUKa 4 (BB3MOXXHU HEeXellaH! peaKIlii) MOTaT
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTA 3a paboTa ¢ MallIMHU WU MPEATNPUEMaHe Ha IEHHOCTH KaTo
KapaHe Ha Beyocuren. M3uakaiite, 1okaTo Te3u eeKTH OTIIYMST, IPEI Bb30OHOBSBaHE Ha
JIEHHOCTUTE, KOUTO U3UCKBAT ITBITHO BHUMAaHUE.

3. Kak ce npuiara Comirnaty

Comirnaty ce mpuiiara cjien pa3pexaane kato uHxeknus ot 0,2 ml B MycKyI B TopHaTa 4acT Ha
pbKaTa.

Ha Bamrero nete e 0b1aT HalIpaBeHH 2 HHKEKITUH.

I[IpemoppuBa ce BTOpaTa /103a OT ChIlaTa BAKCHHA J1a CE TMPHIIOKH 3 CEIMHIM CIIe TbpBaTa 103a, 3a
Jla ce 3aBbPIIN BaKCHHAIIMOHHUAT KYpC.
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Axo Bameto gete ¢ UMyHOKOMITPOMETHPAHO, TO MOXKE Jla TIOIydn Tpeta mo3a Comirnaty Hai-Maako
28 nHU ciie] BTOpaTta 103a.

AKO UMaTe HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, CBhP3aHHu ¢ yroTpebara Ha Comirnaty, monuraiite
Bamms nekap, papManeBT WM MEUIIMHCKA CECTpa.

4, Bb3MOKHHU HeKeJTaHU p€aKkuumn

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKE [1a IPCAU3BHUKA HCIKCIIAHNU PCAKIINN, BBIIPECKH Y€ HC BCCKU
' IoJIy4aBa.

MHOro0 4ecTH HesKeJIaHU peaKlUM: MOrar Ja 3acerHar noseue ot 1 Ha 10 nymmum
Ha MCTOTO Ha MHXXEKTUpaHe: 00JIKa, OTOK, 3a4epPBsIBaHE

yMmopa

riaBo0oJIHe

0oJKa B MyCKYIJIUTE

BTpHICaHE

00JKa B CTaBUTE

TUapus

MTOBUINIEHA TEMITEpaTypa

Hsikou OT T3 HeXellaH! peakiiy ca MaJIKo MO-4€CTH NpH IoHOomHU Ha 12 10 15 ronuHu, 0TKOJIKOTO
MIpU BH3PACTHHU.

YecTH HexkeJTaHM PeaKMU: MOTaT Aa 3acerdat o0 1 va 10 mymm
. rajicHe
° MOBpPBILaHE

HeuecTn He:kelaHu peakuum: Morat jaa 3acerHat o 1 va 100 gymm
yroyseMeHnu JIMM(pHU Bb3IH (Ha0II0/1aBa ce mo-4ecTo ciies Oycrep mo3aTa)
HEPa3MoI0KEeHHE

00JKa B ppKaTa

Oe3chHHE

ChpOEXK Ha MACTOTO HA HHXKEKTHUPAHE

AJICPTUIHH PEaKIIMK KaTo 0OPUB WK CHPOEK

ycermaHe 3a cJ1aboCT WiTH JINTICA Ha EHEPTHS/CHHITUNBOCT
HaMaJIeH aleTuT

MIPEKOMEPHO U3IMOTIBAHE

HOIIIHU M3MOTSABAaHUS

Penku Hesxenanm peakuuu: Morat 1a 3acersat 1o | Ha 1 000 nymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JIMLETO
. QJIIEPTUYHU PEAKINHU KaToO YPTUKAPHUS U MTOJyBaHe HA JTUIIETO

C HeW3BeCTHA 4eCTOTA (OT HATMYHUTE IaHHU HE MOXKe Jia ObJIc HallpaBeHa OIICHKA)
o TEXKa alepTUIHA PEAKIIH

o BB3MAIICHUE HA ChPACYHHS MYCKYJ (MHOKapIUT) MU Bh3MAJICHUE HA BhHINHATA OOBMBKA Ha
CBHPIETO (TIEpUKAPIUT), KOETO MOXKE Ja TOBEAE 110 3ayX, ChplicOreHe Wi 00IKa B T'bPIUTE

. oOIIMpEeH OTOK Ha BAKCHHUPAHUS KPaitHUK

o OTOK Ha JIMIETO (IIOyBaHE Ha JIMIIETO MOXKE JIa Ce TIOSBU NPYU MAIMECHTH C JiepMajieH QUIbp)

o KOXKHa peakius, moja (popMaTa Ha YepBEHU METHA WU OOPUB IO KOXKaTa, KOWTO MOXKE Ja

M3TIICKIA KaTo ,,MHUIIEHA ™ WIH ,,0MBOJICKO OKO® C ThMHO YEPBEH IICHTHP, OKOJIO KOWTO UMa I10-
CBETJIM YePBCHU KPBIoBe (epureMa MyiTudopme)
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Cpo0maBaHe HA HesKeJIAHU peaKIun

Axko Bareto nere mony4n HIKaKBH HEXEJIaHU JIEKAPCTBEHU PEaKilvK, yBeaoMere Barms jgekap,
(hapmarieBT WM MEAMIIMHCKA cecTpa. ToBa BKIIFOUBA BCHYKH Bb3MOXHH HEOIMCAHU B Ta3H JHCTOBKA
HEeXeNIaHU peakiui. MOXKeTe ChINO J1a ChOOIUTE HEXEIaH! PEaKIUK TUPEKTHO Ype3 HallMOHATHATA
CHCTeMa 3a ChOoOINaBaHe, mocoucHa B [punokenue V, u 1a BKIOYUTE TAPTUIHUS HOMEP, aKo €
HanuyeH. Karo cho0Iiiapare HeKeIaHH PEaKI|K, MOXKETE Jla 1aJeTe CBOS PUHOC 3a MOJIydYaBaHe Ha
noBeue MHPOpPMAIUI OTHOCHO 0€30MaCHOCTTa Ha TOBa JICKAPCTRO.

5. Kak na cexpansiBate Comirnaty
Jla ce cbxpaHsBa Ha MSICTO, HEAOCTBHITHO 3a JIETa.

CJ'IC,Z[BaH_IaTa I/IH(l)OpMaI_II/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € MMp€AHa3Ha4YCHa 3a
MCIHUIIMHCKHU CIICHHUAJINCTH.

He u3non3Baiite TOBa JIEKapCTBO CJIE]l CPOKaA Ha TOHOCT, OTOENA3aH BbPXY KaPTOHEHATa OIAaKOBKA U
eTukera cien ,,l'omen 10:“. CpoKBT Ha TOMHOCT OTTOBAPS Ha MOCJICTHUS JCH OT TOCOYCHHS MECEIl.

[a ce cpxpansBa BbB ¢pusep npu -90°C no -60°C 3a 6 mecena.
Jla ce cbxpaHsiBa B OpUI'MHAJIHATa ONAKOBKA, 32 J1a C€ MPEea3u OT CBETIINHA.

Bakcunara moxe aa ce nmomyun 3ampasena npu -90°C no -60°C. Cnen noiydaBaHe 3aMpa3eHaTa
BaKCHHA MOXe Ja ce chxpansasa wiu mpu -90°C go -60°C wmm mpu 2°C go 8°C.

Koraro ce cpxpansBat 3ampaszenu npu -90°C no -60°C, onakoskure ¢ 10 ¢gakoHa BakcMHa MOTaT Ja
ce pasmpasar npu 2°C no 8°C 3a 4 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a c€ Pa3MpassT IpH cTaiiHa
temrepatypa (1o 30°C) 3a 30 MUHYTH.

Crnen KaTo BeIHBXK € U3BAJICH OT (Ppu3epa, HEOTBOPEHHAT (DITAaKOH MOXKE Jla Ce ChXpaHsBa B
xmagurHuK mipu 2°C o 8°C 3a exuHMYeH nepuoa 10 10 cenMuIy B paMKUTE Ha 6-MeCeuHuUs! CPOK Ha
roHOCT. BbpXy KapToHeHaTa ormakoBKa TpsiOBa fa ce 0TOeNe)XH HOBaTa JaTa, 10 KOSTO TPsiOBa 11a ce
M3XBBPIH cien cbxpanenue npu 2°C o 8°C. Cnex KaTo BeIHBXK € pa3Mpa3eHa, BAKCHHA HE MOXKe Jia
ce 3aMpa3zsiBa IOBTOPHO.

C pa3mpaseHuTe QIaKoHH MOXeE Jia ce pabOTH B YCIIOBHUS Ha CTaiiHA CBETIIMHA.

Crnen paspexxaane, CbXpaHsBaiTe 1 TpaHcnoptupaiite Bakcunata npu 2°C 1o 30°C u s u3noas3BaiTe B
pamkute Ha 12 gaca. I3xBbpieTe HEU3MON3BaHATA BAKCHHA.

He uznon3Baiite Ta3n BakCHHA, aKO 3a0eJIeKNTe BUIUMH YaCTHIIA B Pa3pelieHaTa JUCIIEPCHS WITH
MpOMsIHA B IIBETA.

He u3xBbprsiiTe JiekapcTBaTa B KaHAIM3ALMATa WM KOHTEHHEpPa 3a foMallHu oTnaabuu. [lonuTaiite
Bamms ¢papmaneBT Kak 1a M3XBBPIIATE JIEKapCTBaTa, KOUTO Beue HE M3MON3BarTe. Te3u MepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. ChabpkaHHe HA OMAKOBKATA M JONMBJIHUTETHA HHpOpMAaIus

Kakso cbabp:ka Comirnaty

o AxtusHo BemectBo: UPHK Bakcuna cpeury COVID-19, napeuena tosunamepas. Cnen
paspexaane puakoHbT chabpxka 10 qo3u mo 0,2 ml, Besika ¢ 10 Mukporpama To3MHaMepaH.
o Hpyru checTaBKu:
- ((4-xunpoxcubyTmT)azaneAnm )orc(xekcan-6,1-1numm)onc(2-XeKCHIIIeKaHOAT)
(ALC-0315)
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- 2-[(mommerunenriukoin)-2000]-N,N-uterpanermnaneramus (ALC-0159)
- 1,2-nucreapomnn-sn-riuuepo-3-pochoxoiun (DSPC)

- XOJIECTEPOIT

- TPOMETaMOJ

- TPOMETAMOJIOB XHUAPOXJIOPHU]T

- 3axaposa

- BOJA 3a NHXKCKIIUU

Kak n3raexxaa Comirnaty u KakBo chIbp:Ka 0NMAKOBKATA

Bakcunata e 6s1a 1o moutu 6suta qucnepeuns (pH: 6,9 — 7,9), nocraBsHa B MHOT0/1030B (hJIaKoH ¢
10 no3u — npo3paueH ¢uakoH (cThKIio THI |) 2 ml, ¢ rymMeHa 3amymanka 1 ¢ aTyMUHAEBa 00KaTKa 1
OTYYIBAIIO CE OPAHKEBO TUIACTMACOBO Karaye.

Bunose onakosku: 195 ¢nakona nnu 10 daakona
He BcuukM BHIOBE OITAKOBKU MOTaT fa ObJIAT MyCHATH B IPOAaK0a.

IIpuTtexaTes1 Ha pa3pelieHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IMpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a momreTHATETHA WH(POPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
npeACcTaBUTEN Ha MPUTEKATEIs Ha Pa3peleHUeTo 3a ynoTpeoa:

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

Buarapus Magyarorszag
[aiizep JlrokcemOypr CAPJI, Ko Pfizer Kft

Bbwarapus Tel: +36 1 488 3700
Ten: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. s r.o0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
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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

EALGoa
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

island
Icepharma hf
Simi: +354 540 8000

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

Kvnpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

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

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

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

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

Slovenské republika
Pfizer Luxembourg SARL,
organizac¢na zlozka

Tel: +421 2 3355 5500

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

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

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

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

ToBa ekapcTBO € pa3pelieHo 3a ynorpeda o T. Hap. cXema ,,pa3peliaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponelickaTa areHIus mno



JIeKapcTBaTa Ie U3BBPIIBA Mperiie] Ha HoBaTa HHPOPMAIXS 32 JIEKapCTBOTO TIOHE BEIHBX TOJUIITHO
Y Ta3M JIUCTOBKA CHOTBETHO IIIe CE aKTyaJn3upa.

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOfICTBO, 3a J1a MMOJIYUUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[TonpoOHa uHOpMaIKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
o jiekapcTBata http://www.ema.europa.eu.

Tasu nucroBka e HanuyHa Ha Bcuuku ez Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus 1o
JeKapcTBara.

ITocoyenara mo-a0Jay HH(l)OpMalII/lH € MpeaHasHayeHa caMo 3a MEAUIIHHCKH CIICEHHATUCTH:

[Ipunaraiire Comirnaty HHTpaMyCKYyIJIHO CIie/ pa3pexaane kato Kype ot 2 mo3u (0,2 ml Bcsika) npes
UHTEPBAI OT 3 CEIMUIIH.

Ha Tesxko MMyHOKOMIIPOMETHPAHH JIMIA MOKE J]a Ce MPHIIOKH TPeTa 1032 Hal-Majko 28 aHU ciex
BTOpAra J103a.

IIpocnenumoct

3a fma ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Yxkazanus 3a padora

Comirnaty 10 mukporpama/mno3a TpsOBa a ce IPUTOTBH OT MEIUIIMHCKH CIIEIHAIINCT, KaTo Ce
W3M0JI3Ba aCENTHYHA TEXHHKA, 3 JIa CE TapaHTHpa CTEPUIIHOCTTA HA MPUTOTBEHATA TUCTICPCHUS.
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IMTPOBEPKA HA JJO3ATA COMIRNATY 10 MUKPOTPAMA/I03A KOHLIEHTPAT 3A
WHXEKIIMOHHA JMCHEPCHSI (IELIA HA 5 JIO 11 TOJIWHW)

—

Opan:xeBo
Kanave

DUTE pEFORE U

Date / Time:

ITpoepere manu GIakOHBT € C OPAHKEBO
IUIACTMACOBO Karage.

AKO (JIaKOHBT € C JIMJIaBO MIACTMACOBO
Karaue, MOJIsl, HallpaBeTe CIpaBKa C
KpaTKaTa XapaKTepHCTHKa Ha IPOAYKTa
3a Comirnaty 30 MuKkporpama/no3a
KOHIIEHTPAT 338 MH)KEKIOHHA AUCIEPCHSL.
AKO (JIaKOHBT € ChC CHBO MIACTMACOBO
Kamaye, MOJIs, HalpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKa Ha MIPOAYKTa
3a Comirnaty 30 Mukporpama/nosa
WHKCKIIMOHHA JUCTICPCHSL.

IIPEM YIIOTPEBA HA COMIRNATY 10 MUKPOT'PAMA/IO3A KOHIHEHTPAT 3A

WHXEKIIMOHHA JJMCHEPCHS (IELA HA 5

0 11 TOJIMHW)

Ja ce cbxpansiBa
10 10 cexMmum
npu 2°C o 8°C

AKO MHOTOJI030BUST (DJIaKoH ce
ChXpaHsiBa 3aMpa3eH, TOH TpsOBa 11a ce
pa3mpasu npenu ynorpeda. 3ampazeHurTe
(makoHM TpsIOBa Ja ce MpeHecar B cpejia
¢ Temmnepatypa 2°C go 8°C, 3a na ce
pasMpasaT; pa3Mpas3sBaHETO Ha eIHa
omnakoBka ¢ 10 ¢1akoHa Moxe J1a
oTHeMe 4 Jaca. YBepere ce, ue
(1akoHHTE ca HAITBJIHO Pa3Mpa3eHU
peay ynorpeoa.

Crnen npemecTBaHe Ha (IIaKOHUTE 3a
cexpanenne npu 2°C go 8°C,
KOPUTHpaiTe CPOKa Ha TOAHOCT BBPXY
KapTOHEHAaTa OIaKOBKa.

HeotBopenunTte ¢uiakoHu Morar 1a ce
cexpansBat 10 10 ceaqmunym npu 2°C 1o
8°C B paMKuTE Ha 6-MECEUHHUs CPOK Ha
TOAHOCT.

BB3MOKeH € ChILo APYT BApHAHT, TIPH
KOWTO eTMHNYHY 3aMpa3eHu (GrakoHn
MOJKe Ja ce pa3mpasar 3a 30 MuUHyTH
pu Temnepatypa o 30°C.

[penu ymotpeda HEOTBOPEHUSAT (IIAKOH
MOJKeE /1a ce chXpaHsiBa a0 12 yaca npu
temneparypa a0 30°C. C pa3mpazeHute
(hakoHN MOXKe J1a ce paboTH B YCIIOBHSA
Ha CTaiHa CBETJIMHA.
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CMECBAHE IPEJIU PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/1O3A
KOHIIEHTPAT 3A WH)KEKIIMOHHA JIMCIIEPCHS (IEIIA HA 5 JIO 11 TOJAWHHN)

Buumareano 10 nbTH

OcraBete pa3MpazeHHAT (IIaKoH 1a
JOCTHTHE CTaliHa TeMIeparypa u
BHUMaTENHO ro o0bpHeTe 10 mbTH
npenau paspexaane. He pasknamiaiire.
[Ipenu pa3pexnane pazmpaseHaTa
JHCIIEPCHs MOXKE Ja ChABpPXKaA Oenu 110
noyTH OeNM HEeMpOo3paduHu aMophHH
YaCTHUIIH.

PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHKEKIIMOHHA JMCHEPCHS (IELIA HA JIO 11 TOJIMHN)

=

1,3 ml narpues xsopua 0,9% HHIKEKIHOHEH

pa3TBop

Pa3MpaseHaTa BakcuHa TpsOBa 1a ce
paspeu B HeWHUST OpUTHHANICH (PJIaKoH
¢ 1,3 ml marpues xmopux 9 mg/ml
(0,9%) mmKeKIroHeH pa3TBOp, KaTo ce
n3noa3Ba uria 21 G, Win mo-ThHKa, U
acenTUYHa TEXHUKA.
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H3rersere 6yranoro xo 1,3 ml, 3a na
OTCTpPaHHUTE BB3ayXa oT (piiakona

UzpaBHeTe Hamsraneto BBHB (raKoHa
npeau Ja U3BaJuTe Uriara OT HEero, KaTo
nzreraure 1,3 ml BB3AyX B M3NpazHeHaTa
CIPHHIIOBKA HA pa3peauTes.

Baumateano 10 nbTH

BHumarenHo oObpHETE pa3peieHaTa
nmucnepenst 10 mptu. He paskmamaiire.
Paspenenara BakcuHa TpsiOBa 11a
MpeICTaBIIsIBa OsuTa 710 OYTH Osiia
nucnepcus 0e3 BuauMu yactunu. He
M3M0JI3BaiiTe pa3pecHaTa BAKCHHA IIpU
HaJIMYUe Ha YaCTUIM WM MPOMSHA B
LIBETA.
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e Ha pa3penenute drakonu TpsOBa aa
ObJaT oTOCSI3aHN CHOTBETHUTE JaTa U
Jac.

e Cren pa3pexaane, CbXpaHsBalTe Mpu
2°C no 30°C u nuznosn3Baiite B paMKuTe
Ha 12 ygaca.

e He 3ampa3zsBaiiTe Wiu paskialiaire

i : paspeneHaTa aucriepcus. Axo ¢ ouna

| [IOCTAaBEHA B XJIA[WIIHUK, OCTABETE

paspeneHaTa TUCTIepCUs J1a TOCTUTHE

cTalfHa TeMIieparypa mpeau yrnorpeoa.

Date / Time:

3anuuere CbOTBEeTHHUTE 1aTa U Yac.
Ja ce u3non3ea B pamkuTe Ha 12 yaca
cjel pa3pexxaaHe.

MPUTOTBSIHE HA WHINBUIYAJIHA 03U 0,2 ml COMIRNATY
10 MEKP OTPAMA/JIO3A KOHIIEHTPAT 3A WHKEKIIMUOHHA JUCITEPCHS (IELA
HA 5 IO 11 TOJAHM)

e (Cren paspexaane GIakOHBT ChABPKA
2,6 ml, OT KOUTO MOTAT Ja Ce U3TErIAT
10 mo3u mo 0,2 ml.

e Karo u3non3Bare acenTHYHA TEXHUKA,
MoYKCTETE 3ayniaaKaTa Ha (iaakoHa ¢
TaMITOH 32 €JHOKpaTHA yroTpeoa,
HAIIOCH C aHTHUCENTHYEH Pa3TBOP.

e Izrermere 0,2 ml Comirnaty 3a mera Ha
BB3pact 5 o 11 roguam.

l TpsiOBa aa ce U3M0JI3BaT CIPUHIIOBKH
W/WJIM UTJIM C MaTbK MBPTHB
(Hem3non3BaeM) 00eM, 3a Jia Ce U3TETJISAT
10 no3u ot enuH ¢h1aKoH.
KomOuHanusTa OT CIIPUHIIOBKA U UTJIa C
MalIbK MBPTHB 00eM TpsIOBa ga IMa
MBPTHB 00€M HE TIO-TOJISIM OT

0,2 ml pa3penena Bakcuna 35 MHKPOJIUTpA.

AKO ce M3M0a3BaT CTaHJapTHU
CIIPUHIIOBKY U HMIJIH, MOXeE JIa HIMa
JIOCTaThu€H 00EM 3a M3TETJISTHE Ha JIeCeT
IIO37 OT eIH (hIaKOH.

e Bcska mo3a TpsOBa fa ceappika 0,2 mi
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAIATa BHB
(hmakoHa BakcHHA HE MOJKE /1a JOCTaBU
enHa 1suta go3a ot 0,2 ml, u3xepiere
(hmakoHa M M3TUITHKS 00eM

e l3xBBpieTe HEM3ITOI3BAHATA BAKCHHA B
paMkuTe Ha 12 gaca ciieq pa3pexaaHe.
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HN3xBbpasine
Hewnznon3BanusT nexkapcTBEH NPOAYKT WM OTHAABYHATE MaTepHalI OT Hero TpsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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