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 J1a OBIAT B3ETH MPEAH MPIIIOKEHNE 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€ 3aIlMcCBar.

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 HAOJIO/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

ChpIiecTByBa IMOBHILIEH PUCK OT MUOKAPIUT U MEPUKApAUT cien BakcuHarms ¢ Comirnaty. Te3u
3a00JISIBAHUST MOTAT JIa C€ Pa3BUAT JIO0 HAKOIKO JTHH CJIE/I BAKCUHAIIUATA U HACTHIIBAT MIPEMUMHO B
pamkute Ha 14 qau. Te ca HaOaIOIAaBaHU MO-YECTO CJie]l BTOpaTa BAKCHHALKS U [I0-YECTO MPH IOHOLIN
Y TIO-MJIaZK MBKe (BXK. Touka 4.8). Hanmuunute naHHM MoKa3Bar, ye MpOTHYaHETO Ha MUOKAPIUT U
MIEPUKApPANT CJIe]] BAKCHHAIUATA HE ce pa3indaBa OT TOBa MPU MUOKAPAUT WU MEPUKAPAUT KaTo
LSUT0.

MeaUIMHCKHUTE CIICIUAIMCTH TPsOBa 1a ObJaT OJMTEHY 33 IPU3HALIUTE U CHMITOMUTE Ha
MHUOKapIUT U TIEPUKApAUT. BakcuHupaHnuTe auia (BKIIOYUTETHO POAUTEIUTE WIA OOTPHIKBAIIINTE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMIITOMH, TTOKA3aTEIHH 32 MHOKApIUT WIN IEPUKAPANT, KaTo (0CTpa U MPOIBIDKATETHA) 00JIKa B
T'BPAUTE, 331yX WIH NAJIMUTALMY CJIe]] BAKCUHALIAATA.

MeaunuHCKHUTE CIeHAICTH TPSOBa 1a HATPABAT CIPaBKa ¢ PHKOBOJICTBATA W/WJIH CIIESITUAIMCTUTE 32
JIMaTHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

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

Peakyuu, cévpzanu c mpegoicrnocm

B®B BpBb3Ka ChC camMus IPOIIEC Ha BAKCHHALMS MOTAT J]a B3HUKHAT PEaKkIny, CBbP3aHH C
TPEBOXHOCT, BKJIFOUHUTEIIHO Ba30BAaralH PeaKlMU (CUHKOI), XUIEPBEHTUIIALMS WM PeaKiiH,
CBBP3aHU ChC CTpeca (Hamp. 3aMastHOCT, NAJMUTALUH, YCKOPEHa ChpJeUHa 4eCTOTa, IPOMEHU B
KPBBHOTO HAJIITaHEe, ITApPECTe3Ms, XUIeCTe3Hs M U3MOTABaHe). Peakunure, CBbp3aHU ChC CTpeca, ca
MIPEXOJTHU M OT3BYUYaBaT OT caMo cede cu. XopaTa TpsOBa 1a ObaT MOCHBETBaHU Ja WHPOPMUPAT 3a
Te3W CUMITOMH BaKCHHHpAIM ' 32 OLleHKa. BaxkHO e 1a ce B3eMaT Mpe/ra3Hu MEpPKH, 3a 1a ce
IpEeIOTBPATH HapaHsABaHE OT MpPHUITaTaHe.

Cvnvmemsawo 3abonasamne

Bakcunanusra TpsiOBa 1a ce OTJIOKH TPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHE
i octpa nHpeknus. Hanmanero Ha eka nHPEKITHS U/WIH HEBUCOKA TeMIIepaTypa He TpsOBa 1a
CTaBa NMPUYHHA 32 OTJIaraHe Ha BaKCHHAIIMATA.



Tpomboyumonenus u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxTo nmpu apyru H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATA TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIIA, TIOy4YaBalld aHTUKOATYJIaHTHA TePAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(hWiIHsl), Thil KaTO MPH TE3H JIUIA MOTaT Ja Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHIOKEHUE.

Hmynoxomnpomemupanu nuya

EdukacHocTTa 1 6e30macHOCTTa Ha BaKCUHATA HE Ca OLIEHEHU TP KMYHOKOMIIPOMETHPAHH JIHIIA,
BKITIOUHTEITHO TE3H, TOJIyYaBalld HIMyHOCyTpecuBHa Tepanusi. E¢ukacroctra Ha Comirnaty Moxe za
€ II0-HUCKA IIPU UMYHOKOMIIPOMETUPAHHU JIULA.

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

Ipoovrdxcumennocm na 3awumama

[IpoasKUTETHOCTTA Ha 3aIlIMTaTa, MPEI0CTaBsIHA OT BAKCHHATA, HE € U3BECTHA, Thil KaTO TS BCE OIIIe
ce OIpe/eNs B TEKYIH KIMHUYIHY TPOyYBaHUsI.

Ozpanuuenus Ha eghekmugHocCmma Ha 6AKCUHAMA

Kakro mpu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moske Jla He 3allliTH BCUUKH BaKCHHAPAHU.
Jluna Mo>xe 1a He ca HAaITbJIHO 3aLUTEHH 10 7-MHA JACH Cliel 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 ChaBpkKa MO-Manko ot 1 mmol Hatpwii (23 MQ) Ha 103a, T.e. MOKeE Ja Ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

4.5 B3aumoaeiicTBHe C APYrd JIeKAPCTBEHU NMPOAYKTH U APYru ¢gopMu Ha B3auMoJeiicTBIE
He ca npoBexxaanu npoy4yBaHus 32 B3aUMOJIEHCTBUSATA.

ChIrbTCTBANIOTO MpHIIOKEeHUE Ha Comirnaty ¢ Ipyrul BAKCHHU HE € MPOYYEHO.

4.6 @epTHIUTET, OPEMEHHOCT U KbPMEHE

Bbpemennoct

Mma orpannueH ormut ot ynorpedarta Ha Comirnaty pu OpemeHHY 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).
[Ipunoxxenne Ha Comirnaty 1o BpemMe Ha OpeMEHHOCT TpsiOBa Ja ce 00CHKIa, CaMO KOIraTo
MOTCHIIMATHUTE TOI3U HAIBUIIIABAT BCIKAKBH MOTECHIIMATHN PUCKOBE 32 MalikaTta U (eryca.

Kspmene

He e uzBectHo nanu Comirnaty ce eKCKpeTHpa B KbpMaTa.

DepTunurer

IIpoyuBaHUATA TP KUBOTHH HE TIOKA3BAT MPEKH WITH HEMPEKH €(DEKTH, CBBP3aHH C PEMPOLYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).



4.7 EdexTu BbpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

Comirnaty He MOBIHsIBA WM TIOBJIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mopupaHe U paboTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B TouKa 4.8, Morat BpeMEHHO J1a MOBIHUSST
CITocCOOHOCTTA 3a modupaHe Wi paboTa ¢ MaIIUHU.

4.8 Hexenanm JiekapcTBeHH peaKIUH

Pesrome Ha mpoduiia Ha 6€30IMacHOCT

Besonacnoctra Ha Comirnaty e olieHeHa IPH YYaCTHUIM Ha Bh3pacT 12 u moBeye roJuHu 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), NOTy4nIy 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 HaIMYHY OT yYaCTHHLIMTE BBB (pa3a 3 Ha Bb3pacT 18 10 55 roauHu ca Mmoryuniu
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 roHHU 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 IIepHo/ Ha MPpociensBaHe O AaTUTE Ha pa3ciensBaHe Ha
yuactHUIMTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, momyumnu
miare60) Ha Bb3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBAaHN B IPOABIDKEHNE Ha >4 Mecela Cie/
BTOpaTa jo3a. Tosa Brmousa 06mio 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
wianebo) ydacTHuIm 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 MOUHH.

Haii-yecture HexxenaHN peakUuy MPH yYaCTHUIIMTE HA BB3pacT 16 1 moBeve roAWHH, HOITy4UIn

2 no3wu, ca 0osKa Ha MACTOTO Ha MHXekTupaHe (>80%), ymopa (>60%), rmaBob6omnue (>50%), Muanrus
(>40%), Brpucane (>30%), aprpanrus (>20%), MUPEKCHs ¥ MOJLyBaHE HA MSICTOTO HA MHKEKTHPaHEe
(>10%) 1 0OMKHOBEHO ca JIEKH WM YMEPEHH 110 HHTCH3UTET U OT3BYYaBaT B pAMKHUTE Ha HIKOJIKO
JIHU cJie]] BAKCHHAIMATA. MaJIko M0-MaJika 4ecToTa Ha ChbOMTHUSATA Ha PEaKTOTEHHOCT Ce CBBP3Ba C IO~
royisiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3utuBHHU 32 SARS-C0V-2 Ha W3X0HO HUBO, € MOJI00CH Ha
HabJ01aBaHusl IPY 00ILaTa 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 ronomm (1 131, Bakcurupanu ¢ Comirnaty, u 1 129, BakcuHupaHu ¢ manedo) ca Ha
BB3pacT 12 10 15 rogunu. Ot 11x 1 308 roHomwm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcHHUPaHU C M1a1e00) ca MPoCcjeaeH! B MPOIBbIKCHUE Ha Hali-MaJIko 2 Mecella Clie]l BTopara
no3a Comirnaty. Ouenkara Ha JaHHUTE 3a Oe3zomacHocT B [IpoyuBane 2 nmpoabikasa.



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 — cied bycmep 0oza (mpema 003a)

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

55 romunu, 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 peakiuy, HabII0aBaHM IO BpeMe Ha KIIMHUYHUTE MTPOYYBaHUs, ca W30POSHH MO-10ITy,
CBIJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Mmoro gectu (>1/10),

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

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

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

Mpuoro peaxu (<1/10 000),

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

Tabauna 1:  HexesiaHu peakuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHS ONTUT MPH JIMIA HA Bh3pacT 12 1 moBeve roqnHu
Cucremo- MHoro YecTn Heuectn Penxn MHuoro C Heu3BecTHa
opraHeH YecTH (>1/100 7o | (=1/1 000 xo | (=1/10 000 peaku yecToTa (0T
KJ1ac =1/10) <1/10) <1/100) 10 (<1/10 000) HATMYHUTE
<1/1 000) JAHHU He
MoO3ke 1a 0bae
HATIpaBeHA
OIICHKA)
Hapyiienus Jumobane-
Ha KPbBTa U HOmaTus”
TuMQHarTa
cUCTeMa
Hapymenns Peakuun Ha Amnadunaxcus
Ha CBpPBX-
UMyHHATa YyBCTBH-
cucremMa TEJTHOCT
(Hamp. oOpuB,
IpypuUTyc,
yprHKapus’®,
aHruoenemM®
Hapymienust Hamanen
Ha aTneTHT
MeTaboIH3M
au
XpaHEHETO
Ilcuxuynmn bescpHue
HapyIIeHUs




Hapymenus | ['maBoGomme Jletaprus OcTtpa [Tapecresns”;
Ha HEpBHATA nepugepHa Xunecre3us®
cucTemMa JULEeBa
napanmsa’
Copaeunn Muokapaut';
HapyIlIeHus Ilepukapaut"
Cromamno- | JInapus” lanene;
YPEBHU [ToBpriIane”
HapyIIeHUs
Hapymienust Xunep- Epurema
Ha KOXKaTa XUAPO3a; MynTudopme”
MOJIKOKHATA Homau
ThKaH HU3M0TSABA-
HUS
Hapymenust | Aptpanrus; boinka B
Ha Muanrus KpaitHuK"
MYCKYJTHO-
CKeJIeTHaTa
CUCTEMA U
CBHEIMHUTEI
HaTa ThKaH
OO0 Bonka Ha 3adepBsBaHe| ACTCHUS, O6mmpeH
HapylIeHus | MSICTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
U ¢(pCKTH HA | MHKEKTHU- Ha UHXEKTHU-| JIOXKCHHUE; BaKCHHUPAHHS
MSICTOTO Ha | paHe; paHe [Ipyputyc KpaiHUK',
MIpUJIOKEHUE | YMOpa; Ha MSCTOTO OtoK Ha
Brpucase; Ha UHXXEK- JIALETO™
TIupexcus®; TUpaHe
OTok Ha
MSICTOTO Ha
UHXEKTU-
paHe

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 € “Penmkn”.

B. [lpe3 nepuoja Ha MpociesIBaHeTOo 32 OE30MACHOCT HA KIIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 T,
octpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpUMa yJacTHHIM B rpyrnata Ha MPHK BakcuHaTa
cpemty COVID-19. [osiBata Ha nuneBa napaiuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactauka) u 1au 3, 9 u 48 cien [o3a 2. Hama choOleHus 3a ciiydau Ha ocTpa nepudepHa JTUieBa
napajiusa B TpymnaTa Ha mianeoo.

X ok

($uTBp NMpe3 NOCTMapKETHHTOBUSI IEPHO.

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muoxapoum

Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3pellaBaHe 3a ynorpeoa.
OrtHacst ce 3a pbKaTa, Ha KOSITO € TIOCTaBCHA BAKCHHATA.
ITo-romsiMa "ecToTa Ha MUpEKCHs € HaOIIo1aBaHa ciie]l BTOpaTa /103a B CpaBHEHHE C ITbpBaTa J03a.

CpoOmiaBa ce 3a OTOK Ha JIMLETO NP PELUNUECHTH Ha BAKCHHATA, HA KOUTO € OMII MHXKEKTHPaH JepMaJicH

IloBumenusr PUCK OT MUOKApAUT CJICA BAKCHHAIUSA C Cornirnaty € Hali-BHCOK IIpU FOHOIIH U 110~

MJIaJid MBXKe (BXK. Touka 4.4).

JBe rojeMu GpapMaKkoeHIeMUOIOTHYHY TPOYYIBaHUS, IPOBEICHH B EBpoIia OlleHsBaT MO-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe cliell BToparta qo3a Comirnaty. Eqno npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHU cjie]] BTopaTa 103a uMa okoo 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTEIHHU ciiydast Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIM U MBKE, B CPaBHEHHE C
xopa 6e3 ekcriosunus. B apyro npoyusasne 3a nepros ot 28 mHu ciiex Bropara no3a uMa 0,57 (95%




JI: 0,39 - 0,75) gombaHUTENHN ciaydas Ha MuokapauT Ha 10 000 mpu 16 10 24-roauIiHN FOHOIIH 1
MBbXKe, B CPaBHEHHE C Xopa 0€3 eKCITO3HIIHSL.

C’B06H_IaBaHC Ha 110J03MpPaHu HEXKCJIaHU PCAKITNH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIaHHM PEaKIIMU ciie]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJISABA A2 NPOIBIDKH HAOMIOICHUETO Ha ChOTHOIIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATIICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
MOJIO3UPaHa HeXellaHa Peakiusl uype3 HallMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HATMYCH.

4.9 Ilpeno3upane

WMa HammyHM JaHHM 32 TIPEI03UpaHe PU 52-Ma YYaCTHUIIU, BKIIFOYCHU B KIIMHUYHOTO U3IUTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WITH HEXKEIaH! PEaKIIHH.

B ciyuaii Ha mpeo3upane ce mpernopbyBa MPocieAsBaHe Ha )KU3HEHUTE QYHKIMH U Bh3MOXKHO
CHUMIITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 dapmakoaMHAMHMYHHU CBOIiCTBa

dapMakoTepaneBTHUHA TPyIia: BaKCUHU, 1pyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunmpanara nanpopmannonna PHK B Comirnaty (To3unamepan) e mon ¢popmata
Ha JIUMUIHA HAHOYACTUIH, KOETO MO3BOJISIBA JOCTaBAHETO HA Hepernuupaiia ce PHK B knetkure
FOCTONPUEMHHIIH, 3a J1a HACOYM MpeXxoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
LEHTpaJIHATa YacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEMHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTerHa B aHTHI'CHHO MPEIIOYNTAaHA TPeQy3UOHHA CTPYKTYpa. BakcuHaTa npeau3BrKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, Taka U KJICThYSH HMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTes s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEJICKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(PUKACHOCT IIPHM YYaCTHULIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pAcCT, WX Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronmuan. OT NIPOYyYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYaCTHHUILHM C MPEAUIIHA KIMHIYHA WIK MEUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIESCTBYBAILO CTAOMIIHO 3a00JIsIBaHe, ONPeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJslara 3HauuMa MpoMsiHa B TEPAITUsTa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHe Ha 3200 SIBAHETO
npe3 6-Te ceIMUIM NPEAH BKIIOUBAHETO, KATO yYACTHHUILIM C U3BECTHA CTA0MIHA HH(PEKIHS C YOBEIIKH
nmyHoneduuuter Bupyc (HIV), Bupyca Ha xenatur C (HCV) nnu Bupyca Ha xenatut B (HBV).

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

B gacrra (aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 1o 14 Hoemspu 2020 1.,
npubnmzutento 44 000 yyacTHHIM ca paHAOMHU3UPAaHU OPABHO U TPpsOBa Aa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKacCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHALIMS € HalpaBeHa B paMkuTe Ha 19 1o 42 nHu cien mppBarta BakcuHaims. [loBedeTo


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

(93,1%) BakcMHMpPAHH ca MOIYYHIN BTopaTa fno3a 19 no 23 num ciex Josza 1. Ilnanupano e
YYaCTHHIMTE Ja ObJaT IpocieasBanu 1o 24 mecena cien Jlo3a 2 3a omeHka Ha 0€3011acHOCTTa U
edpukacaocrta cpeury COVID-19. B kmTuHHYHOTO pOyUYBaHe OT yYACTHUIIUTE CE € U3UCKBANIO Ja
cbOM01aBaT UHTEPBAJ OT MUHUMYM 14 THH NIpeau U ciell IPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHWHA, 3a Ja moixydat wiu 1wranebo, win uPHK Bakcuna cpemry COVID-19. B xmuHugHOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO /1a ChOII0AaBaT HHTEPBAI OT MUHUMYM 60 THU Tpean
WM CJIEe]T KaTO ca UM OMIIM TPUIIOKEHH KPHBHH MPOYKTH/TIPOTYKTH OT KPhBHA IIa3Ma WIIN
UMYHOTTIOOYJIMHU B PAMKHTE Ha BPEMETO JI0 3aBhPIIBAHE HAa IPOYYBAHETO, 32 Ja TOIydaT WK
mane6o, win nPHK Bakcuna cperry COVID-19.

[lomynanusara 3a aHaM3 Ha IbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseue roguau (18 242 B rpynara na uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpynara Ha miane6o), 6e3 nanHu 3a npeauniaa napeknus cbe SARS-CoV-2 no 7 aau cnen BTOpara
no3a. Jlombnautenso uMa 134 ygacTHuM Ha Bb3pact Mexxay 16 u 17 rogunu (66 B rpynata Ha uPHK
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 MbPBUYHHS aHAIN3 32 €(UKACHOCT YUACTHUIIUTE Ca MPOCIICACHH 3a CHMIITOMU Ha
COVID-19 3a 06110 2 214 yosekoroauuu B rpynara Ha ”PHK Bakcunara cpenry COVID-19 u 06110
2 222 9oBEKOTOJIMHU B rpynara Ha miane6o.

Hsma kTMHUYHO 3HAYMMU Pa3IMKH B 00maTa e(pUKACHOCT Ha BAKCHMHATA MPH YYACTHHUIIN C PHCK OT
texka ¢popma Ha COVID-19, BKITtounTeTHO TE3U ¢ | MK MOBeYe CHITHTCTBAINN 3200 ISIBaHS, KOUTO
yBenM4aBaT pucka ot Texxka opma Ha COVID-19 (mamnp. actma, uHnekc Ha tenecHara maca (UTM)
>30 kg/m?, xpornuno Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIePTOHHMS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuna 2.

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH ciien
Jo3a 2, 1o Bb3pacToOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus neH cien [lo3a 2 — onennma momysanus 3a epukacHoct (7 qan)

Tadauna 2:

IspBa nosiea Ha COVID-19 ot 7-mus nen ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuiHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
Ilepuona Ha Ilepuona Ha BaKkcuHaTa, %0
Moarpyna Habmogenne” (N2") Ha0mogenne”® (N2") (95% JAN)"
Bceuuku yyactHunm 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
TOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBBpCHHTE CiTyyau ca ONpeesIcH! Ype3 IoJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

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

Ce WJIH 3acHJIeHa KalllIHIa, HOBOIIOSIBHJI C€ UTM 3aCHJICH 3ayX, BTpHUCaHe, HOBOIIOSBIIIA CE WJIH yBEITMUEHA

00JKa B MyCKYJHTE, HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MHUPHC, BB3MAJICHO I'bPIIO, THAPHS WITH

MOBpBIIAHE. |

* B ananmsa ca BKIIIOYEHH YYACTHHUIHM O€3 CEpOJIOTHYHH U BUPYCOJIOTHYHH JaHHH (TIpeIn 7-Mus JIeH ciel
NPWIOKEHHUE Ha ITocieHaTa /103a) 3a MuHaia uHpekmsa cbc SARS-CoV-2 (1.e. oTprnaTenHu 3a aHTUTENIa
¢ N-cbp3Bane [cepym] Ha Buznta 1 11 Heotkpur SARS-CoV-2 ¢ TecT 3a ammndukanms Ha HyKJIEHHOBA
kucennHa (nucleic acid amplification tests, NAAT) [Ha3anna HatpuBka] Ha Busutu 1 u2) uc
orpunareiner peynratr oT NAAT (Ha3zayiHa HaTpUBKa) NPH BCSKa HEIUIAHUpaHa BU3UTA IIPEH 7-MUs JIeH
cien Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.
nl = Bbpoif yuacTHULIA, OTTOBAPSIIM HA ONPEICTICHUETO 3a KpailHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B Xxwisian (1 000) doBekoroaMHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIIM BBB BCSIKA PUCKOBA TPyIIa [0 OTHOIICHNE HA KpalfHaTa Touka. BpemeBusT mepno 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus neH cnen J{o3a 2 no xpast Ha ieproaa Ha HaOIroIeHAE.

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

. JIByctpaHHUST nmoBeputesieH uHTepBa (JIN) 3a ehrkacHOCT HA BakCHUHATA € MOyYeH Ha 0azaTa Ha MeToa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha Habmoenue. JIM He e KopurupaH 3a MHOXKECTBEHU
aHaJIM3H.

E¢uxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHLMsITa Ha IbpBa MMOsIBa Ha
COVID-19 ot 7-mus aeH ciex Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBall
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBEeYe TOJUHY ChC WK 0€3 J0Ka3aTeICcTBa 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 YUACTHHUIIHA ChC
CBIIBTCTBAIIN 3a00JIsIBAaHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

U3BbpiIeHr ca akTyann3upaHu aHAINU3U 32 €(PUKAaCHOCT MPHU HAJTMYMETO Ha JTOITBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleNeHOTO ILIare00-KOHTPOIUPAHO

mpoclie/isiBane, 00XBaniamnio neproja jgo 6 mecera ciexa Jlosza 2 B momynanusta 3a eQuKacHOCT.

AxTyanuzupanata nHpopManus 3a eUKacCHOCTTa Ha BAKCHHATA € IpeacTaBeHa B Tabnuna 3.

Ta6imua 3:  EduxkacHocT Ha BakcHHAaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, mo Bb3pacToBU NOATPYNH — YYACTHHIM (€3 IaHHM 32 MpeIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — oueHuma
nomyaanus 3a epukacHocT (7 AHN) M0 BpeMe Ha MJIaNe60-KOHTPOJIHPAHUS
Mepuojl HA MPOCJIeAsIBAHE

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepuoa na Ilepuoa na BakcuHarta, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% An™)
Beuuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
NOBeYEe TOJUHU 1,233 (4192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
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Ha BB3pacT 75 u 1 26 96,2
MOBeYE TOANHA 0,239 (842) 0,237 (847) (76,9; 99,9)

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

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

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

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

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

* B ananm3a ca BKJIIOYEHH YYacTHHLM Oe3 JaHHM 3a MuHana nHdekus cb¢c SARS-CoV-2 (1.e. oTpunatensu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Bmswutn 1 u 2) u ¢ otpunarener pesynrat or NAAT (Ha3amHa HaTpUBKA) IPH BCSIKA HETIAHUpPaHa BU3HUTA
npenu 7-mus neH ciex Jlosa 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TpyTIa.
nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m1 meprox Ha HabmoaeHne B Xxwisian (1 000) oBekoroMHU 3a 1ajeHaTa KpaiiHa TOYKa MPU BCUUKH
YJaCTHHIM BBB BCSIKA PUCKOBA IPyIa MO OTHOIICHHUE HA KpaiHaTa To4Yka. BpeMeBUAT neprox 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproja Ha HabJIroieHue.

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

n. JByctpaHHUAT 95%-eH noBeputeneH uaTepnan (JJ1) 3a epukacHOCT Ha BaKCHHATA € MOTy4YeH Ha Oa3aTa Ha
merona Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJIIoIeHHe.

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

B akryanmsupanute aHanusu 3a epukacHocT, epukacHoctTa 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% o 93,0%) 1pu yIaCTHUIIMTE B OIEHUMATA TIOMYJIalus 3a €()UKACHOCT, ChC HIIH
0e3 maHHu 3a npeauinHa nHpeknus cbe SARS-CoV-2.

JIOTIBITHUTEHO AKTYATM3UPAHNTE aHATU3H 38 e(DUKACHOCT TI0 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OLICHKH 3a e(h)MKACHOCT B TPYIMTE TI0 MOJI, ETHHYECKA MPUHAICIKHOCT, Teorpad)CKo MOJOKESHUE U TIPH
YYaCTHHIIMTE ChC ChITBTCTBAIIM 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBP3aHH C BUCOK PUCK OT TEXKKa
dhopma Ha COVID-19.

Edurxacrnocm cpewy meocka popma na COVID-19
AKTyajM3upaH aHaJIU3 Ha BTOPUIHUTE KPaiHU TOUKH 3a epuKacHOCT moakpens non3ara ot uPHK
Bakcunara cperry COVID-19. BakcunaTa npenorpatsisa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATA cpelty Texka opma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeaunina nHpekus cb¢c SARS-CoV-2 (Tabnumna 4), Thil KaTo
oposT Ha cirydaute Ha COVID-19 npu yuactaunu 6e3 npeauiiHa uHdeknus cbe SARS-CoV-2 e
CBIIMAT KAaTO TO3HU MPH YYaCTHULM ChC WM Oe3 npeauina uapekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nnane6o.

Ta6imua 4:  EduxacHocT Ha BAKCHHATA — ITLPBA NosiBa Ha Teskka popma Ha COVID-19 npu
YYACTHMIIU ChC WK 0e3 npeaumHa 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 ciaen Jlo3a 2 B
nepuojia HA MPOCJIesiBaHe HA IUIANEe00-KOHTPOJHPAHOTO MPOyIBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nli? ni? EduxacHoct Ha
Ilepuoa na Ilepuoa na BakcuHarta, %
nabaogenne (N2°) nabroaenne (N2° (95% A"
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHHTE Cilyyan ca ONpe/Ie]IeH! Ype3 ToJIMMepa3Ha BepIKHa peakius ¢ o0paTHa
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tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOTIOSBUIIA CE WM 3acHiIeHa

KaIlTHIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJyX; BTPHCAHE; HOBOIOSIBIJIA CE€ MM YBEIHYIeHA OONIKa B MYCKYIINTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IAJICHO I'bPIIO; THAPHS; TIOBPHIIAHE).

* Texxka ¢popma Ha COVID-19, kakro e onpeneneno ot FDA, e motespaen COVID-19 n nanumune Ha Hail-Maiko

1 ot cieguwTe:

e  KnuHUYHM MPU3HALM B MOKOM, MOKA3ATETHU 32 TEKKO CHCTEMHO 3a00JsiBaHe (JMXaTeNHA YeCTOTa
>30 BaMIIBaHMA B MUHYTA, Chbp/€YHA YecToTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTaeH Bb3AyX Ha MOPCKOTO PaBHHIIE WJIM CHOTHOLICHUE HA apTEPUATHOTO NMapIUaIHO HAJSTaHe Ha
KHCIIOpO/a KbM (pakimaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HETOCTATBYHOCT [OMmpe/ieNieHa KaTo HYX/Ia OT MOIaBaHe Ha KUCIOPO C BUCOK MOTOK,
HCWHBA3WBHA BEHTWIAUA, MCXaHNYHA BEHTWIAIUA WX CKCTPpaKopIropaiHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHHM 3a OKOBO CHCTOSIHUE (CHCTOJIMYHO KpBbBHO Hassirane < 90 mm Hg, nnactoandHo KpbBHO
Hansirade < 60 mm Hg winu Hy»1a oT Ba30Ipecopu);

e 3naumma octpa ObOpedHa, YepHOAPOOHA WIIM HEBPOJIOTHYHA TUCQYHKITUS;

e [IpuemaHe B OTIICNICHUE 32 MHTCH3UBHU TPIIKH;

e  CwmbpT.

a. nl = bpoit yqacTHHIIH, OTTOBapAIIM Ha ONPEAEICHUETO 3a KpaHaTa TOUKa.
n2 = bpoii Ha yyaCTHUIIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. /JIByctpanHusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, orienena Ha 6a3ara Ha Isu1aTa HanuuHa (Moqudunupana intent-to-treat) momysanust yqacTHUIIH,
moryurin Jlo3a 1, 3a omeHKa Ha ePUKaCHOCTTA, KOSITO BKIIFOYBA BCHYKH PaHIOMH3UPAHN YIaCTHHIIH,
TTONTYYHIIH TTOHE 1 1032 OT M3NHUTBAaHATA HHTCPBCHITHS.

n.  O6m neprox Ha HaOroneHue B xmwsian (1 000) 9oBekoroAWHY 3a JaJicHaTa KpaifHa TOYKa IPH BCUYKH
YYACTHUIIM BB BCAKA PHCKOBA TPyIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBUAT mepro]1 3a HaTpyIBaHe
Ha ciyvan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIFOICHUE.

e EduxacHocrt, olieHeHa Ha 6a3aTa Ha OlleHUMaTa 3a e(hUKACHOCT (Ha 7-MHsl JIeH) MOMYJIaIHsl, KOSTO BKIFOYBA
BCHUYKU OAXOAAIIN paHIOMU3UPAHU YUYaCTHUIU, ITOJTYUYUIIW BCUYKH 103U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO ca paHIOMU3UPAHH B IPEABAPUTEIHO OTIPEAIICHHUS IPO30peL, O3 IPYTH ChIIECTBEHH OTKIOHEHHS OT
IIPOTOKOJIA, KAKTO € OTPE/IEIEHO OT KIMHHUIIHCTA.

k. OO6m nepuon Ha HaOmoaeHue B Xxuwisian (1 000) woBekoroAvHM 3a AajieHaTa KpailHa TouKa pY BCUYKH
YYaCTHUIIM BB BCAKA PHCKOBA TPyIa [0 OTHOIICHNE HA KpaifHaTa Touka. BpeMeBUAT mepro[ 3a HaTpyIIBaHe
Ha ciyvyad Ha COVID-19 e ot 7-mus nen ciien Jlo3a 2 1o Kpas Ha epuo/ia Ha HaOIIoICHUE.

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

IIpu ananm3 Ha IIpoyuBane 2 npu 10HOIH Ha BB3pacT 12 1o 15 rogwam 6e3 maHHu 3a MpeanITHa
uHbexnys, Hama ciaydan npu 1 005 ygacTHuUIM, MOIyYnIM BAKCHHATA, K ©Ma 16 ciaydast npu

978 yuyactauny, moryuuiy miamne6o. ToukoBara orieHka 3a eukacHocT e 100% (95% noseputenen
untepsain 75,3; 100,0). IIpu yyactHHIM cbe winu Oe3 1aHHM 32 npeauinHa nHpekus nma 0 caydas
npu 1 119-te yyacTHHIM, TOTYYHIN BakcuHata, u 18 ciydas npu 1 110-Te ygacTHUIM, TOTYYHIH
iane6o. ToBa chilo mokasea, 4e TOUKOBaTa oueHka 3a epukacHoct € 100% (95% nosepurenen
naTepBan 78,1; 100,0).

B IpoyuBane 2 e mpoBe/ieH aHAIN3 HA TUTPUTE Ha HEYTPAIM3UPALIUTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen [lo3a 2 mpu n3bpana Ha cilyyacH NPUHIIMII TIOATPYTA y4acTHULN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTMYHM JaHHM 32 MuHaia uHdekius cb¢ SARS-CoV-2 no 1 mecer cien
Ho3a 2, cpaBHsBall 0TTOBOpA MPH IOHOIIH Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
YUYaCTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

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

Hmynoeennocm npu yuacmuuyu Ha évspacm 18 u noseye 200unu — cied bycmep 0o3za (mpema 003a)
EdexruBHOCTTA Ha eqHa Oycrep mo3a Comirnaty ce Oa3upa Ha OILICHKA HAa TUTPUTE Ha
HeyTpanusupauure anturena cpemy SARS-CoV-2, namansaBamu BUpycHaTa akTUBHOCT ¢ 50%
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(NT50) (USA_WA1/2020). B IIpoyusane 2, ananuzute Ha NT50 1 mecerr ciien 6ycrep mo3ara,
CpaBHsIBaHHM C Te3U 1 Mecell clie]] IIbPBUYHATA CePHsl, ITPH JIKIa Ha Bb3pacT 18 mo 55 rogunu 6e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHana nHpekuus cbe SARS-CoV-2 no 1 mecen cren
OycTep BakCHHALUS MTOKA3BaT HE MO-MaJika €(PUKACHOCT MO OTHOIICHHUE KAKTO Ha CPEITHOTO
reoMeTpuyHo choTHOIeHHe (GMR), Taka 1 Ha pa3nMKaTa B CTEIEHTa Ha CEPOOTTOBOD.
CepooTroBOPHT IIPHU €MH YYaCTHHK CE ONpPEessl KaTo MOCTHraHe Ha >4 mbTH nosumeHne Ha NT50
OT M3XOHO HHBO (Ipeny mbpBUYHATA cepus). Te3n anamusu ca 0606menu B Tabmuna 5.

Tabauna 5: Anaaus Ha neyTpasusupanero Ha SARS-CoV-2 - NT50 (tuthp)’ (SARS-CoV-2
USA_ WA1/2020) — cpaBHenue Ha GMR u cepoorroBopa 1 mecen cien 6ycrep 103a
cnpsiMo 1 Mecen ciie] MbPBUYHA cepHsi — YYACTHHIH Ha BB3pacT 18 10 55 roqunn
0e3 1aHHM 3a MHPeKUus 10 1 Mecen cJiex dycTep 103a* — oLeHUMA MOMYJIALMS 32
HMYHOT€HHOCT Ha GycTep 103a*

1 mecen ciien
oycrep no3a/- | Ilocturuara
1 mecen ciien | 1 mecen cien | meJi 3a He MO-
1 mecern ciien TbPBUYHA IbPBUYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
AHaaus N (95% JIN) (95% JIN) (97,5% JIN) (I/H)
Cpenen
reoMeTpu4eH THTHP
Ha
HeyTpaJu3nupammre
aHTHUTEJIA,
HAMAJIIBAIIL
BHpYyCHATAa
akTHBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMTH) 2122 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) I
CreneH Ha
cepootroBop (%)
NpH TUTHP HA
HeyTpaJu3upanure
aHTHUTeJIA,
HaMAJISIBAII] 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%?) I

Crokpamenuns: JI1 = noBeputenen uarepsain, GMR = cpeano reomerpuyaHo chotHOmeHne; GMT = cpenen
reoMerpruueH THTHP; LLOQ = nosiHa rpaHuna Ha KOJMYECTBEHO ompenelsiae; N-CBbp3Balll = CBbP3Balll
nykneonporenHa Ha SARS-CoV-2; NAAT = rect 3a amminukanms Ha HyKJIeMHOBH kucenunu; NT50 = tutsp
Ha HeyTpaJIM3UpaliTe aHTUTela, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK ocThbp
pecriupaTopeH CHHApPOM KopoHaBupyc 2; JI/H = na/me.
t SARS-CoV-2 NT50 € onpejenien ¢ moMoniTa Ha AHaIu3 Ha MUKpOHeyTpanusanusTa Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu ananuza ce n3nonsBa (GIIyopeclieHTeH penopTep BUPYC, IOIYYeH OT Iiama
USA WA1/2020, n BupycHaTa HeyTpaJH3alys c€ OTYNTA BBB Vero KieThIHr MoHOocioeBe. NT50 Ha
npoOuUTe ce ONpenes KaTo PeHUIPOYHOTO CEPYMHO paspekaane, npu koeto 50% ot Bupyca ce
HeyTpalu3upa.
B ananm3a ca BKIIOYCHH yYaCTHULHU Oe3 CEpOJIOTHYHH WM BUPYCOJIOTHYHH AaHHH (o 1 Mecer] cren
mosty4yaBane Ha Gycrep moza Comirnaty) 3a munana nudexmms cbec SARS-CoV-2 (1.e. oTpuIaTeTHy 3a
N-cBbp3Baru antutena [cepym] u HeoTkput SARS-CoV-2 ¢ NAAT [Ha3zanHa HaTpUBKa)]) U ¢ OTpULIATENICH
pesyntat or NAAT (Ha3anHa HATpHUBKA) MPH BCsKA HeIUIaHUpaHa BU3uTa 10 1 Mecerr cien OycTep m03a.
Beuuky moaxo sy y9acTHHIM, moTy4dmnn 2 1o3u Comirnaty, Kakto ca paHIOMH3UPAHU TbPBOHAYAIHO, C
npuioxera Jlo3a 2 B paMKuUTe Ha IPEIBAPUTEIHO OnpeaeneHus npo3opel (B pamkute Ha 19 mo 42 auu cnen
Ho3za 1), nomyumnu 6ycrep no3a Comirnaty, ¢ nose 1 BanuaeH i OnpenesicH pe3ynTaT 38 IMYHOTCHHOCT
cien Oyctep 03a IPU B3eMaHe Ha KPBbB B paMKHUTE Ha MOAXOIAI Ipo3opel (B paMkuTte Ha 28 1o 42 nHu
cien Oycrep nosara) M 0e3 IpyrH ChIIECTBEHH OTKIOHEHUS OT MIPOTOKOJIA, KAKTO € OIPEeIeHO OT
KJIMHHLICTA.
a. N = 0poll yYacCTHUIIM C BAJHIHU U ONPEACIICHN PE3YNTaTH OT aHaIN3a U B IBETE BPEMEBH TOUKH 32 B3eMaHe
Ha KPBbB B paMKHUTE Ha ONpPEICIICHHs IPO30peL
6. GMT u 2-crpannute 95% JIW ca n34mCACHN Ype3 CKCIIOHCHIIMOHUPAHE Ha CPEqHATa JIOTapUTMHYHA

I+
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cToitHoCT Ha TuTpHTe M choTBeTHUTE JIU (Ha Gaszarta Ha pasmpesenenuero Ha Student t). Pesynrarture ot
amamm3a mox LLOQ ca 3amamenu xato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% JIU ca u3uncieHn Ype3 eKCIOHCHIIMOHUPAHE HA CPEIHATA Pa3jIkKa B
JIOTapUTMHUYHUTE CTOMHOCTH OT aHanu3a u chorBeTHuTe JIU (Ha GazaTa Ha pasnpenesienuero Ha Student t).

r. He mo-manka epukacHOCT € IekiapupaHa, ako JoidHaTa rpanuna Ha 2-ctpanuus 97,5% /I 3a GMR e >0,67
u ToukoBaTa oreHka 3a GMR e >0,80.

J. N = 0poil y4aCTHHIIM C BAJUIHHU U OMPEICICHN PE3YJITATH OT aHAM3a IIPH KOHKPETHHUS aHAJIM3 Ha U3XO/THO
HUBO, 1 Mecenr ciex [lo3a 2 u 1 Mecen ciien Oyctep J03a B pAMKUTE Ha ONpeieiieHus mpo3opetr. Te3u
CTOMHOCTH Ca 3HAMCHATEIH MPU MPOLCHTHUTE U3UHCIICHHS.

e. Opoil yyacTHHIM ChC CEPOOTIOBOP 32 JIa/ICHHs aHAIN3 TIPH JaJIcHaTa 103a/BpeMeBa To4YKa 3a B3eMaHe Ha
npo6a. Touen 2-ctpanen /IU, 6a3upan Ha merona va Clopper u Pearson.

k. Pasiuka B ChOTHOIIEHHSTA, U3pa3eHu kato npoieHt (1 mecerr cien Oycrep mo3a — 1 mecen cien J{o3a 2).

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

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

pasnuka ¢ >-10%.

= w

Ilenuarpuyna nonyianus

EBpomneiickaTa areHmus o JiekapcTBaTa oTiIara 3aJJbJDKEHHETO 3a TIPEIOCTABSHE Ha PE3yITATUTE OT
npoyuBanusaTa ¢ Comirnaty B reaMaTpuyHaTa momyaius npy npeserius Ha COVID-19 (k.
Touka 4.2 3a nHPOpMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo ycIoBHe".
ToBa 03HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT CE OYaKBAT AOIBIHUTENHH JaHHU. EBpomnelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKs 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeHBK roauiiHo U Ta3u KXII choTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoLyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHM TO31 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MAJIbK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEITMYaBaHE Ha
OenuTe KPbBHU KICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIUs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Benuku eextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexmanu IpoydYBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYeH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 PA3BUTHETO Ca M3CJICIBAHY IPH IUTHXOBE B
KOMOWHHPAHO NPOYYBaHE HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, IpU Koeto Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE MpeaIy Yu(TOCBAHE U TI0 BPEME Ha recTallus
(nmonyvaBaiy 4 HJIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKU HUBA MPH ILTHXOBE MOPaIH
pasITuYHATa B TEJIECHOTO TETIIO, B IIEpHUOaa MKy 1eH 21 npenn 9 ToCBaHETO U TeCTallHOHEH
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neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaly anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT epro/ia peu YUPTOCBAHETO A0 Kpas Ha MPOYYBAHETO B MOCTHATAJCH JicH 21, KaKTo
npu (heTycute U mokosieHuero. Hama cBbp3anu ¢ BakcuHaTa e)eKTH BBPXY (PEpTUIINTETA,
OpeMeHHOCTTa MK eMOPHUO(ETATHOTO PA3BUTUE WITU PA3BUTUETO Ha IMOKOJICHUETO. JIunicBaT naHHu 3a
Comirnaty OTHOCHO IIPEMHHABAaHETO HA BAKCHHATA MPE3 TUIAICHTATa WIIK eKCKPEIHATA B MIISIKOTO.

6. DAPMAIIEBTUYHU JAHHHAU
6.1 CnuchbK Ha IOMOIIHHMTE BELIECTBA

((4-xunpoxcubyTmin)azaneanmn )ouc(xekcan-6,1-numn)ouc(2-xexcmwinekanoat) (ALC-0315)
2-[(monuermnenrankon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucteapownn-sn-raunepo-3-pochoxonun (DSPC)

XonecTepon

Kanues xnopun

Kanues nuxuaporendocdar

Hatpues xnopug

Junarpues Gocdat 1uxumpar

3axaposa

Bona 3a umxekuuu

Harpues xunpokcns (3a kopekuus Ha pH)

XI10poBOIOPOIHA KHCETHHA (32 KopekIus Ha pH)

6.2 HecbBMecTHMOCTH

To3u iekapcTBEH NPOAYKT He TPsIOBa Jla ce CMECBa ¢ APYrH JIEKAPCTBEHM MTPOAYKTH, C U3KIIIOUECHUE Ha
OCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoCT

HeortBopen ¢uakon

3ampazen praxon

9 mecena, korato ce cpxpansisa npu -90°C no -60°C.

B pamkuTe Ha 9-MeceuHus CPOK Ha TOJAHOCT HEOTBOPEHUTE (IIAKOHH MOXKE J1a C€ ChbXpaHABaT U
Tpancnoptupart mpu -25°C no -15°C 3a eqHOKpaTeH IEPHUO 10 2 CEAMUITH, CIIeT] KOSTO MOXKE JIa Ce
BbpHAT 00paTHO 3a chXpaHeHue npu Temueparypa -90°C go -60°C.

Korato ce cpxpansBat 3ampazenu npu -90°C mo -60°C, omakoBkute cbe 195 dhmakoHa BakcrHa MOTaT
na ce pazmpaszar npu 2°C go 8°C 3a 3 yaca, & eTUHUYHU (IIAKOHM MOTaT J1a Ce Pa3MpassT Ipu cTaiiHa
temmneparypa (1o 30°C) 3a 30 MuUHyTH.

Pasmpazen gprarxon

1 mecen pu 2°C o 8°C B paMKHTE Ha 9-MECEUHUS CPOK HA TOJHOCT.

B pamkuTe Ha 1-MecedHust CpoK Ha FOJHOCT MU yciaoBUsATa Ha cbxpaHenue ot 2°C no 8°C, 3a
TpaHCIIOPTHUPAHE MOXKE JIa C€ U3Moi3Bar 10 12 gaca.

[Ipenn ynotpeda HEOTBOpEeHHAT UIAKOH MOXKeE Jja c€ ChXpaHsBa 10 2 yaca Ipu Temneparypa 1o 30°C.
C pa3mpasenute hIaKoHU MOKE J1a ce pabOTH B YCJIOBHSI Ha CTaiiHa CBETIIMHA.

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

Paboma npu memnepamypnu omkionenus cied uzsadxcoare om gpuzepa

JanHuTE 3a CTAOMITHOCT MOKA3BaT, Y€ HEOTBOPEHHUSAT (PJIAKOH € cTabWIIeH JI0:

. 24 gaca, KOrarTo ce chbXpaHsBa npH temmeparypa ot -3°C go 2°C

. 00110 4 yaca, Korato ce cebxpassBa npH Temneparypa ot 8§°C no 30°C; ToBa BkIIouBa 2-Ta 4aca
pu Temnepatypa 1o 30°C, onucanu mo-rope
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Tasu napopMaIus e npeaHa3HadeHa Aa YIIbTH MEIUIIMHCKUTE CIICIIHAIMCTH CaMo B CIydai Ha
BPEMEHHO TEMIIEPATypPHO OTKJIOHEHUE.

Tpancep na sampazenu rakonu, CoXpanAsaHu npu c8pvxuucka memnepamypa (<-60°C)

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

o [lnuTkuTe KyTHH ¢ QIaKOHU, Ha KOUTO KalalliuTe ca OTBOPEHH, WM TE3U, KOUTO ChABPXKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHCKA Temrneparypa (<-60°C), moraT ma octaHat Ha Temmeparypa o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTuHTE ¢ (JIaKOHH ce BEPHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSHUE CIe]
SKCITO3UIIMs Ha Temrieparypa 10 25°C, Te TpsOBa Jla OCTaHaT Ha ChbXPaHEHHUE B 3aMPa3eHO
CHCTOSTHUE B MPOIBIDKEHNE Ha Hall-MaJIko 2 Jaca, MPear Aa MoraT ja ObJaT U3BaJleH!u OTHOBO.

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

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

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

Cren kaTo BeAHBXK AaJcH (hJIaKoH € U3BaJIeH OT ITUTKATa KyTHs ¢ ()JIaKOHH, TOH TPpsOBa Aa ce
pasMpasu 3a yrorpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Jloka3aHa e XuMHYHA U pU3MYHA CTAaOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTENHO 110 BpeMe Ha
TpaHcropTupane, 3a 6 yaca npu 2°C no 30°C ciex paspexnane B HarpueB xsopug 9 mg/ml (0,9%)
MH)XEKIUOHEH pa3TBop. OT MEUKpOOHOIOTHYHA IJIeJHAa TOUYKA, OCBEH aKO METOIBT Ha Pa3pekaaHe
U3KIII0YBA PUCK OT MHUKPOOHA KOHTAaMHMHANNS, IPOAYKTHT TPAOBa Ja ce M3M03Ba BeaHara. AKo He ce
U3I0J13Ba BeHara, BpeMeTO 1 yCIOBUATAa HA ChXPaHEHHE II0 BpeMe Ha yrorpeba ca OTTOBOPHOCT Ha
NOTPEeOUTEIS.

6.4 ChnenmuaJHu ycJI0BUS HA ChbXpaHeHHUe

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

Jla ce cbxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 32 /1a C€ MPEMNa3u OT CBETIINHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U U30sATrBaiTe

H3JIaraHe Ha OpsAKa CIIbHYCBA CBCTJIMHA U YJITPABUOJICTOBA CBCTIIMHA.

3a ycIoBHATa Ha ChXPAaHECHUE CJIE pa3MpassiBaHEe M pa3pexkaaHe Ha JECKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.

6.5 Bujau chabpiKaHue HA ONIAKOBKATA
0,45 ml KOHIIEHTpAT B MPO3paueH MHOTr01030B (akoH (cTki0 Tul |) 2 ml che 3amyranka
(cunTeTHYHA OpOMOOYTHIIOBA I'yMa), C ATyMUHHEBAa OOKaTKa M OTUYIBAIIO CE JIMJIABO [IACTMAcOBO

kamaue. Beexu prakoH chabpika 6 1031, BUXKTE Touka 6.6.

Bun omakoBka: 195 diakona
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa 1a ce IPUTOTBH OT MEIUITMHCKHA CIICITHAIKCT, KAaTO CE M3IT0JI3BA aCEIITHIHA
TEXHUKA, 33 J1a Ce TApaHTHUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSI.
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ITPOBEPKA HA O3ATA COMIRNATY 30 MUKPOI'PAMA/1IO3A KOHIHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHMN)

e [IpoBepere nayiu GIAKOHBT € C JTHIABO
TUTACTMACOBO Karaye.

e AKO ()JIaKOHBT € ChC CHBO ITIACTMACOBO
Jlnjaaso Karaue, MOJIsi, HallpaBeTe CIIpaBKa C
Kamnayde KpaTKaTa XapakTepHUCTHKA Ha MPOIYKTa 3a

Comirnaty 30 mukporpama/mosa
HHKEKI[HOHHA JTUCTICPCHSL.

e Ax0 (JIaKOHBT € C OPAHXKEBO ILIACTMACOBO
Karaue, MOJIsi, HalpaBeTe CIIPaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa 3a

Dete/ Time: Comirnaty 10 mukporpama/mosa

KOHIICHTPAT 338 HHKEKI[HOHHA THCIICPCHS.

DILUTE BEFORE U

PA3MPA3SIBAHE IIPEJU PASPEKIAHE HA COMIRNATY 30 MUKPOTPAMA/IO3A
KOHIIEHTPAT 3A MH)KEKIIMOHHA JUCHEPCHS (JIULA HA 12 1 TOBEYE
TOJIMHHN)

e  MHOron030BHAT (UIaKOH CE ChbXpaHsIBa

N 3aMpaseH U TpsiOBa Jia ce pa3Mpasu Ipeau

paspexnade. 3ampazeHUTe QIIAKOHN

He nmoBeue oT TpsiOBa J1a ce mpeHecaT B cpefa ¢
2 yaca npu craiina temmepatypa 2°C mo 8°C, 3a ga ce
TemmepaTypa pa3MpasAT; pa3Mpa3sBaHETO Ha eHa
(10 30°C) omakoBKka ckC 195 ¢nakona moxe na
oTHeMe 3 yaca. Bp3MoXkeH e chIo Apyr

BapHaHT, IPU KOWTO 3aMpa3eHuTe QIaKOHU

. 1a ce pasmpasir 3a 30 MUHYTH IIpH
temneparypa g0 30°C 3a HezabaBHa
ymnotpe0a.

e HeotBopeHuAT (1akoH MOXKe Jia ce
chXpaHsBa 3a mepuoxa 1o 1 mecery npu 2°C
10 8°C B paMKHUTE Ha 9-MeceuHHsI CPOK Ha
rogHoct. B pamkure Ha 1-MecedHus: Cpok
Ha roxuocT mpu 2°C o 8°C, 3a
TPaHCHOPTUPAHE MOKE J1a C€ U3MOI3BAT A0
12 gaca.

e (OcraBete pa3MpazeHIIT (PIIaKoH Ja
JIOCTUTHE cTaiiHa Temnepatypa. [Ipenu
ynoTpe6a HEOTBOPEHUSAT (DIIAKOH MOXKE J1a
ce chbXpaHsBa JI0 2 yaca Ipu TeMmIeparypa
1o 30°C. C pa3mpazenute GIakOHH MOXKE
Jla ce paboTH B YCJIOBHS Ha CTalfHA
CBETJIMHA.

e BraumarenHo oowpreTe ¢urakona 10 meTi
npeau paspexnaane. He pasknamaiire.

e [lIpenu paspexnaHe pa3MpaseHara
JHCIIEPCUS MOJKE J1a ChABpPXKa Oenu 110
noyTH OeNM HENpOo3paduHu aMophHH
YaCTHUIIH.
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PA3PEKIAHE HA COMIRNATY 30 MUKPOI'PAMA/J1O3A KOHIIEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

e PasmMpa3seHaTa BakcHHa TpsOBa jaa ce
paspeny B HEHHUS OpUTHHAICH (DJIAKOH C
1,8 ml marpues xmopux 9 mg/ml (0,9%)
WHXCKITHOHEH Pa3TBOP, KaTO CE M3MOI3Ba
uria 21 G, win no-ThHKa, ¥ aCeNTUYHA
TEXHUKA.

1,8 ml narpues xsopua 0,9%
HHKEKIMOHEH Pa3TBop

e lI3paBHeTe HaNATaHETO BHB (IIaKOHA
MIpeu Ja U3BaauTe Uriliata OT HEero, KaTo
nzreraure 1,8 ml Bb3AyX B M3npa3sHeHaTa
CIIPUHLIOBKA Ha pa3peanuTes.

H3reraere 6yranoro a0 1,8 ml, 3a na
OTCTPAHUTE BBH3AyXa OT (pJIaKOHA.
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e BHuMaTenHo 00BpHETE pa3pescHaTa
nucnepcus 10 metu. He pasknamaiire.

e Paspenenara BakcuHa TpsOBa 1a
TIpEACTABIIsIBA TIOUTH Osiyta Aucepcus 6e3
BUIMMH YacTulM. He mu3mossBalite
paspeaeHaTa BakCUHA MIPU HAJTMYUE HA
YaCTHITU WJIA TIPOMSIHA B IIBETA.

12— c
L,_J

Baumareano 10 nbTH

e Ha pa3penenute akoHu TpsOBa 1a Obaat
oTOeNsI3aHN CHOTBETHUTE J]aTa U Jac.

e Crnen pa3pexnane, cbxpansBaiite mpu 2°C
10 30°C u M3Moa3BaiiTe B paMKUTE HA
6 yaca, BKIIFOUMTEITHO BPEMETO 3a
TpPaHCIIOPTHPAHE.

e He 3ampa3zsBaiiTe uiu paskialiaire
paspeneHaTa aucriepcus. Axo e ouna
MOCTaBEeHA B XJIAIUITHHUK, OCTABETE
paspeneHaTa TUCTIepCUs J1a JOCTUTHE
CTaliHa TeMIieparypa mpeu yrnorpeoda.

3anumere cbOTBETHUTE JaTa U Yac.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca
cJie/l pa3pexaaHe.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UHXKEKIHIMOHHA JUCIIEPCUSA (IMLA
HA 12 1 ITIOBEYE I'OJAMHHN)

e Cruen pa3pexaane GJIaKOHBT ChIbpPKA
2,25 ml, oT KOMTO MOrarT Jja C€ U3TETIIAT
6 mo3u o 0,3 ml.

e Karo n3non3Bare acenTuyHa TEXHUKA,
MMOYMCTETE 3aIyllajgkaTa Ha (JIaKoHa C
TaMIIOH 3a €JHOKpaTHA yrnoTpeda, HaloeH
C aHTHCEIITHYCH Pa3TBOP.

) e Izrermere 0,3 ml Comirnaty

) TpsiOBa ga ce M3MOM3BAT CIPUHIIOBKHU

4 W/WJIH UTIIH C MaTbK MBPTHB
(Hem3non3BaeM) 00eM, 3a Jia Ce MU3TETJISAT
LIECT I03H OT €AMH (PIaKoH.
KomOuHanusTa OT CIIPUHIIOBKA U UTJIa C
MalIbK MBPTHB 00eM TpsIOBa ga IMa
MBPTHB 00€M HE TI0-TOJISIM OT

35 MukponuTpa.

AKO ce M3noa3BaT CTaHJapTHU

0,3 ml paspexena Bakcuna CIIPUHIIOBKY U HMIJIHM, MOXKE JIa HIMa
JIOCTaTh4eH 00eM 32 M3TETIISTHE Ha MIeCT
IIO37 OT eIrH (hIaKOH.

e Bcska mo3a TpsOBa fa ceappika 0,3 mi
BaKCHHA

e AKO KOJIMYECTBOTO Ha OCTAHAJIATA BHB
(1akoHa BaKCHHA HE MOXKE JIa IOCTaBH
enna 1suta go3a ot 0,3 ml, u3xeepiere
(hmakoHa M M3TUIITHIS 00eM

e 1I3xBBpieTe HENU3ION3BaHATA BAKCHHA B
paMKHTe Ha 6 "yaca clie]l pa3pexiaHe.

H3xBBpasiHe

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAHM.

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 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(POPMAaLIUS OTHOCHO Oe30macHoCcTTa. OT MEAUIWHCKUTE CTICLUAIIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MOA03MPaHa HeXelaHa peakus. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTEKAPCTBEHUS TIPOAYKT

Comirnaty 30 Mukporpama/io3a MHXEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO#030B (hiakoH. [la He ce pa3zpexna npenu ynorpeoa.

Ennn dnaxon (2,25 ml) ceaspxa 6 qo3u o 0,3 ml, BiskTe Touku 4.2 1 6.6.

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

To3uramepan e exHOBepIKHA, 5’ -Kenmupana nHpopmannonaa PHK (nPHK), npoussenena c
U3M0JI3BaHe Ha Oe3KieThuHa iN Vitro TpaHckpumius ot choTBeTHUTe JJHK-MaTpuim, komupaniu

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

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

3. JIEKAPCTBEHA ®OPMA

NHxeKunoHHa Tucnepeust

Bakcunata nipencrasiisia Osita 70 mouTu Osita 3amMpasena aucrepeus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHA

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty 30 mukporpama/o3a HHKEKIIMOHHA JUCTIEPCHSI € MTOKa3aHa 3a aKTHBHA MMYHHU3AIIUS 32
npeBeHnus Ha 3a0osBanero COVID-19, npuunneHo ot Bupyca SARS-CoV-2, Ha yuiia Ha Bb3pacT
12 v moBeue roAUHM.

VYnotpebara 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 0E30MIaCHOCT U MIMYHOTE€HHOCT IIPU 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 u3Terssar 6 103u OT eAH
(hnakoH, TpsAOBa /1a Ce M3MOI3BAT CIPUHIIOBKH W/WJIM UIJIM ¢ MaTbK (HEU3IOI3BaeM) MbPThB 00EM.
KomOuHanusTa OT CipUHIIOBKA M UTJIa ¢ MATEK MBPTHB 00eM TPOBa J]a UMa MBbPTHB 00eM He T10-
TOJISIM OT 35 MHKpOJIUTPa. AKO C€ M3IMO0JI3BAT CTAHJAPTHU CIIPUHIIOBKY U UTJIH, MOXKE J1a HAMA
JI0OCTaThueH 00eM 3a M3TEIIIIHE Ha IIeCT 03K OT eAuH (akoH. HezaBucumo oT Buja Ha
CIIPUHITOBKATA U UTJjIaTa;

. Bceska noza tpsabBa na ceabpka 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJlaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU €llHA LsIa 1032
ot 0,3 ml, u3xBBpiere GrakoHa U U3TUIIHUI 00EM.

. He chOupalitTe M3MUIIBIUTE BAKCUHA OT HSIKOJIKO (hIIaKOHA.

[IpeanounTaHoTo MSICTO € NENTOUIHUAT MYCKYJ B TOpHAaTa 4acT Ha phbKara.
He umxektupaiite BakcruHaTa HHTPaBaCKyJIapHO, IOJKOKHO MM UHTPAIEPMAaJIHO.

Bakcunata He Tpa0Ba Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHU
MPOYKTH.

3a npe/nma3HuTe MEepKH, KOUTO TPsIOBa 1a ObJAT B3CTH MPEAN MPUIOKEHUE HA BAKCUHATA, BUXKTE
Touka 4.4.

3a yKka3aHusATa OTHOCHO pa3MpassiBaHEeTO, padoTaTa M U3XBHPJSHETO 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

ChImiecTBYBA MOBHILEH PUCK OT MUOKAPIUT U MEpUKapauT cien BakcuHarms ¢ Comirnaty. Te3u
3a00JISIBAHUST MOTAT JIa C€ Pa3BUSAT JI0 HAKOIKO JTHH CJIE/I BAKCHHAIIUATA U HACTHIIBAT MPEHUMHO B
pamkute Ha 14 qau. Te ca HaOIrOIAaBaHU MO-YECTO CJie]l BTOpaTa BAKCHHALKS U [I0-YECTO MPH IOHOIIN
Y TIO-MJIaZK MBKe (BXK. Touka 4.8). Hanmnunute naHHM MOKa3Bar, ye NpOTHYaHETO Ha MHOKAPIUT U
MIEPUKAPANT CJIe]] BAKCHHAIMATA HE ce pa3indaBa OT TOBa MPU MUOKAPAUT WU MEPUKAPAUT KaTo
LSUT0.

MeauIMHCKHUTE CICIUAIMCTH TPsOBa 1a ObJaT OJAMTEHY 33 IPU3HALIUTE ¥ CUMITOMUTE Ha
MHUOKapIUT U NIEPUKApAUT. BakcuHupanuTe auia (BKIIOYUTETHO POAUTEIUTE WA OOTPHIKBAIIINTE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMIITOMH, TIOKA3aTEIHH 32 MHOKAPIUT WIN IEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTETHA) 00JIKa B
T'BPAUTE, 3a1yX WIH NAJIMNUTALMY CJIe] BAKCUHALIAATA.

MenunuHCKHUTE CIeHAIICTH TPSOBa 1a HAIPABAT CIpPaBKa ¢ PHKOBOJICTBATA W/WJIH CIISITHAIMCTHUTE 32
JMIMarHOCTUIIMPAHE U JICYCHUE Ha TOBa 3a00JIIBaHE.

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

Peakyuu, cévpzanu c mpegoicrnocm

B®B BpBb3Ka ChC camMus IIPOIEC Ha BAKCHHALMS MOTAT J]a Bh3HUKHAT PEaKIny, CBbP3aHH C
TPEBOXKHOCT, BKJIFOUUTEIIHO Ba30BAralHU PeaKIMU (CUHKOI), XUIEPBEHTUIIALMS WM PeaKiiH,
CBBP3aHU CbC CTpeca (HaIp. 3aMastHOCT, NAJMUTALUH, YCKOPEHa ChpJeUHa 4eCTOoTa, IPOMEHU B
KPBBHOTO HAJIITaHEe, ITApPECTe3us, XUIeCTe3Hs M U3NOTABaHe). Peakunure, CBbp3aHu ChC CTpeca, ca
MIPEXOTHU M OT3ByUYaBaT OT caMo cede cu. XopaTa TpsOBa 1a ObaT MOCHBETBaHU Ja WHGOPMUPAT 3a
TE3W CUMITOMH BaKCHHHPAIY T 32 OlleHKa. BaxkHO e 1a ce B3eMaT Mpeana3Hu MepKH, 3a Ja ce
NpEeOTBPATH HapaHsABaHE OT MpPHUITATaHe.

Cvnvmemsawo 3abona6amne

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIUIA, CTPAAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
i octpa nHpeknus. Haamanero Ha eka HHPEKITHS U/WIH HEBUCOKA TeMIIepaTypa He TpsSOBa 1a
CTaBa NMPUYKHA 32 OTJIaraHe Ha BaKCHHAIIMATA.
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Tpomboyumonenus u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITH BaKCHHATa TPSOBa J1a ce Mprijiara BHUMATEIHO MPH
JIUIIA, TIOyYaBallh aHTUKOATYJIaHTHA TEPAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapYyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(hWiIHsl), Thi KaTO MIPH TE3H JIUIA MOTaT Ja Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.

Hmynoxomnpomemupanu nuya

EdukacHocTTa 1 6e30macHOCTTa Ha BaKCUHATA HE Ca OLIEHEHU TP UMYHOKOMIIPOMETHPAHH JIHIIA,
BKITFOUMTEITHO TE3H, MOJIyYaBalld HMyHOCynpecuBHa Tepanusi. Edukacroctra Ha Comirnaty Moxe nia
€ II0-HUCKA [IPU UMYHOKOMIIPOMETUPAHHU JIULA.

Ipenopbkara qa ce 00CHaM MPUIOKEHHUE Ha TPETa J103a MPU T€KKO MMYHOKOMIIPOMETHPAHH JIUIA CE
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JaHHH B JINTEPATypaTa OT CEpHsl CIIydad OT OBJIAIIBAHETO HA
KIMHUYHATE CHMITOMH TIPH TTALMEHTH C ATPOTeHHA UMYHOCYIIPECHS CIIe]l TPAHCILIAHTALS Ha
conuzieH oprat (Bx. To4ka 4.2).

Tpooviicumennocm na 3auumama

ITpoXb/DKUTETHOCTTA Ha 3alIMTaTa, IPEIOCTaBsHA OT BAKCHHATA, HE € U3BECTHA, Thil KATO TS BCE OIIIE
CC OMMpEAciid B TCKYIIIU KIIMHUYHHA IMTPOYyYBaAHU.

Ocpanuyenus Ha eghekmueHocmma Ha aKcuHama

Kakro mpu Bcsika BakcrHa, BakcuHausaTa ¢ Comirnaty MosKe Jja He 3alllUTH BCUUKH BAKCHHUPAHHU.
Jluna Mo>xe 1a He ca HAITBJIHO 3aLUTEHH 10 7-MHA JACH CJiel BTOpaTa 103a OT BAaKCHHATA.

4.5 B3zaumopeiicTBHe ¢ IPYrH JieKApCTBeHN MPOAYKTH M APYyru (popMH Ha B3auMoaelicTBHe
He ca npoBexxiaHu npoy4BaHus 3a B3aUMOJEHCTBUATA.

ChIrbTCTBAIOTO MpHIIOKEeHUE Ha Comirnaty ¢ Ipyru BAKCHHU HE € MPOYYCHO.

46 @epTHaUTET, OPEMEHHOCT U KbPMeEHe

BpemenHocT

Mma orpannueH onut ot ynorpedarta Ha Comirnaty pu OpemeHHu kern. [IpoyduBanusaTa npu
KMBOTHH HE MOKA3BaT NPEKH WIIN HETPEKH BPEIHH €eKTH, 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 MTOTCHIIMATHN PICKOBE 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 ¢ MAIIUHA
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 3a mopupaHe Wik padoTa ¢ MaLIHHU.
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4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia 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 nmoeue rogunau 1 1 131 ronomm Ha Bb3pact 12 1o 15 rogunm), NOTy4nIy IOHe 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 (a3za 3 Ha Bb3pacT 18 10 55 roauHu ca moryyuiu
Oyctep n03a (Tpeta mo3a) Comirnaty mpuOIH3UTEIHO 6 Mecera ciell BropaTa g03a. OomusT npodun
Ha Oe30macHOCT 3a OycTep Jo03a (TpeTara 103a) € mogo0eH Ha HabroIaBaHusI Ciea 2 T03H.

Yyacmuuyu na év3pacm 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 (BkirouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye rOAMHU ca
nosryamiiy 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBaHe 2 ¢ naTa Ha 3akiato4yBaHe Ha naHHUTe 13 mapt 2021 1. 3a
I1a11e00-KOHTPOIMPAHUS 3aciIeleH IepUOol Ha IIpociesiBaHe [0 JaTUTE Ha pa3cielnsiBaHe Ha
ydactHUIHTE, 00110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
iane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca NpocieIsiBaHu B IPOIbIDKEHUE Ha >4 Mecela Cliel
BTOpaTa no3a. Toea BrimouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4unu
wianebo) ydacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

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

2 no3u, ca 6oJika Ha MSCTOTO Ha HHXKekTHpaHne (>80%), ymopa (>60%), rmaBobonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), nupekcus 1 MogyBaHe HA MSICTOTO HAa HHXEKTUPaHE
(>10%) 1 0OMKHOBEHO ca JIEKH WJIM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JTHH CJIeJ] BaKCHHANuUATa. MaJko mo-mMajka 4ecToTa Ha CbOUTHSATA Ha PEaKTOT€HHOCT C€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca 6w ceporo3uTuBHY 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
HaO0JII0/IaBaHUs TIPU 00IIAaTa IMOYJIaIHs.

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 — cied 6ycmep 0osa (mpema 003a)

Enna moarpyna ygactaunu BbB ¢aza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 1o
55 romuHwm, 3aBBPIIMIN TEPBOHAYATHUS 2-71030B Kypce ¢ Comirnaty, ca mony4uian 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 yYaCTHUIIMTE HA BB3pacT 18 1o 55 ronunu ca 6oika Ha
MSCTOTO Ha MHKekTupane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane u
aptpairus (>20%).

CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha BB3pacT 12 ¥ moBeye roauHu, B TAOJWICH 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 Hem3BecTHa yecToTa (OT HATMYHUTE JJAaHHU HE MOXe Jia ObJie HalpaBeHa OIEHKa).
Tabauna 1:  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
NOCTMAPKETHHIOBHSI OMUT MPH JMIA HA BB3pacT 12 U noBeye roiuHu
Cucremo- MHoro Yectn HeuecTn Penkn Mmnoro C HeusBecTHA
opraHeH YecTH (>1/100 xo |[(=1/1 000 xo | (= 1/10 000 peaKu yecToTa (0T
KJ1ac (=1/10) <1/10) <1/100) | mo <1/1 000) (<1/10 000) HAJTHYHHUTE
JaHHH He
MoOxke 1a 0bae
HATI[paBeHAa
OIleHKA)
Hapymenus Jlumdanme-
Ha KPbBTa U HOMaTus"
TuMQHarTa
cucremMa
Hapymenns Peaxmun Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBHU-
TETHOCT
(narmp.
o0pusB,
LIpYpUTYC,
ypTHKapus®,
aHruoenemM®
Hapymenns Hamanen
Ha aTneTuT
MeTabonn3mMa
Y XPaHEHETO
Ilcuxuynmn bescvHue
HapyIIeHUs
Hapymenns I'maBoGonue Jletaprus OcTtpa [Tapecresust';
Ha HEpBHATA nepudepHa Xunecre3us
cucTemMa TUIEeBa
napanmza®
Copaeunn Muokapaut";
HapyIICHUS [epukapaut”
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Cucremo- MHuoro YecTn Heuectn Penxn MHoro C Hen3BecTHa
OpraHeH 4yecTH (=1/100 go |(=1/1 000 x0 | (= 1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000)| (<1/10 000) HAJTUYHHTE
JaHHH He
MosKe 1a 0bae
HalpaBeHa
OIIeHKA)
CromarrHo- Huapust” T"anene;
YPEBHU [ToBpriIane”
HapyIIeHUs
Hapymienust Xwunep- Epurema
Ha KOXKaTa XHUAPO3a; myatadopme”
IMOJIKOXKHaTa Houruu
ThKaH HU3I0TSABA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cucTema u
ChCIMHUTEITHA
Ta ThKaH
OO0 bonka Ha 3adepBsBaHe| ACTCHHS, O6mmpeH
HapyIIeHUs U | MCTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
eexTn Ha WHKCKTH- HA WHXKEKTHU-| JIOKEHUE; BaKCHHUPAHUS
MACTOTO Ha paHe; paHe [pypuryc KpaliHUK';
NpUIOKEHUE | YMOpa; Ha MSCTOTO OTok Ha
Brpucasne; Ha UHXXEK- JIALETO™
IMupexcus®; TUpaHE
Otok Ha
MSICTOTO Ha
WHKCKTH-
paHe

a. Ilo-romsama gecrora Ha muMmdaneHonatus (5,2% cupsmo 0,4%) e HaOM0gaBaHa IPY YIACTHUIIH, TOTYIHIH
OycTep mo3a (TpeTa 103a), B CpaBHEHHE C YIACTHUIIH, TIOJXYIHIHN 2 T03H.

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

B. [lpe3 nepuoja Ha MpociesIBaHEeTo 32 OE30MACHOCT HA KIIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 1.,

ocTpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpUMa yJacTHUIM B rpymnata Ha uPHK BakcunaTta

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

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

mapajmsa B rpynaTa Ha mane0o.

Hexxenana peakius, yCTaHOBEHa CIie/l pa3pelIaBaHe 3a yrnoTpeoa.

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

[o-roxsiMa yecToTa Ha THPEKCHs € HaOIro1aBaHa Ciell BTOpara 103a B CpaBHEHHE C ITbpBATa J03a.

Cro0maBa ce 3a OTOK Ha JILETO IPH PEIMITACHTH Ha BAKCHHATA, Ha KOUTO € OWJI MEKEKTHUPAH JepMaleH

¢rTEp TIpe3 MOCTMAPKETHHTOBHA MIEPUO]T.

X ok

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKIInu

Muoxapoum
[ToBuIIEHUAT PUCK OT MUOKAPIUT ciel BakcuHalus ¢ Comirnaty € Hali-BUCOK IIPH FOHOIIIH U TI0-
MJIaJii MBXkKe (BXK. Touka 4.4).

[Be rojeMu GapmMakoenuaeMUOIOTHYHH IPOYUBaHUs, IPoBeAeHN B EBpomna oLeHABaT Mo-BUCOKHSA
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJX MBKe ciiell BTopaTta qo3a Comirnaty. Eano npoyusane
MOKa3Ba, ue 3a MeproJ OT 7 IHU cjiel BTopaTa 103a uMa okoio 0,265 (95% JIU: 0,255 - 0,275)
JOIBITHUTENHHU ciiydast Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIN U MBbKE, B CPaBHEHHE C
xopa 6e3 excnosuius. B apyro npoyuaHe 3a nepuos ot 28 mHu ciies Bropara go3a uMa 0,57 (95%
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JI: 0,39 - 0,75) gombaHUTENHHN ciaydas Ha MuokapauT Ha 10 000 mpu 16 10 24-roauIHN IOHOIIH 1
MBbXKe, B CpPaBHEHHE C Xopa 0€3 eKCITO3HIIHSL.

C’B06H_IaBaHC Ha 110J03MpPaHu HEXKCJIaHU PCAKITNH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIaHHM PEaKIIMU ciie]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJISABA A2 NPOIBIDKH HAOMIOICHUETO Ha ChOTHOIIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATIICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
MOJIO3UPaHa HeXellaHa Peakiusl uype3 HallMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HATMYCH.

4.9 Ilpeno3upane

WMa HammyHM JaHHM 32 TIPEI03UpaHe PU 52-Ma YYaCTHUIIU, BKIIFOYCHU B KIIMHUYHOTO U3IUTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WITH HEXKEIaH! PEaKIIHH.

B ciyuaii Ha mpeo3upane ce mpernopbyBa MPocieAsBaHe Ha )KU3HEHUTE QYHKIMH U Bh3MOXKHO
CHUMIITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 dapmakoaMHAMHMYHHU CBOIiCTBa

dapMakoTepaneBTHUHA TPyIia: BaKCUHU, 1pyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunmpanara nanpopmannonna PHK B Comirnaty (To3unamepan) e mon ¢popmata
Ha JIMMUAIHA HAHOYACTUIH, KOETO MO3BOJISIBA JOCTAaBAHETO HA Hepernuupaiia ce PHK B kinetkure
TOCTONPUEMHHIIH, 3a J1a HaCOYM MpeXxoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH € ABE TOUKOBU MyTallMH B
LEHTpaJIHATa YacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEMHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTerHa B aHTHI'CHHO MPEIIOYNTAaHA TPeQy3UOHHA CTPYKTYpa. BakcuHaTa npeau3BrKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, Taka U KJICThYSH HMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTes s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEJICKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(PUKACHOCT IIPHM YYaCTHULIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pAcCT, WX Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronmuan. OT NIPOYyYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYaCTHHUILHM C MPEAUIIHA KIMHIYHA WIK MEUKpoOuoiornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIESCTBYBAILO CTAOMIIHO 3a00JIsIBaHe, ONPeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJslara 3HauuMa MpoMsiHa B TEPAITUsTa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHe Ha 3200 SIBAHETO
npe3 6-Te ceIMUIM NPEAH BKIIOUBAHETO, KATO yYACTHHUILIM C U3BECTHA CTA0MIHA HH(PEKIHS C YOBEIIKH
nmyHoneduuuter Bupyc (HIV), Bupyca Ha xenatur C (HCV) nnu Bupyca Ha xenatut B (HBV).

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

B gacrra (aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 1o 14 Hoemspu 2020 1.,
npubnmzutento 44 000 yyacTHUIM ca paHAOMHU3UPAHU IOPABHO U TPsAOBa Aa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKacCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHALIMS € HalpaBeHa B paMkuTe Ha 19 1o 42 nHu cien mbpBara BakcuHaims. [loBedyeTo
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(93,1%) BakcMHMpPAHU ca MOIYYHIN BTopaTa fno3a 19 no 23 mum ciex Josza 1. Ilnanupano e
YYaCTHHIMTE Ja ObJaT IpocieasBanu 1o 24 mecena cien Jlo3a 2 3a omeHka Ha 0€3011acHOCTTa U
edpukacaocrta cpeury COVID-19. B kMuHHYHOTO pOyUYBaHe OT yYACTHUIIHUTE CE € U3UCKBANIO J1a
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THH Npeau U ciell NPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHWHA, 3a J1a rmoixydat wiu 1wramnebo, win uPHK Bakcuna cpemry COVID-19. B xmuHUIHOTO
MPOyYBaHE OT YYACTHHUITUTE CE € M3UCKBAJIO /1a ChOII0AaBaT HHTEpBail OT MUHUMYM 60 JHU TIpeau
WM CJIE]T KaTO Ca UM OMIIM IPUIIOKEHH KPHBHU MPOYKTH/TIPOTYKTH OT KPhBHA IIa3Ma WIIN
UMYHOTTIOOYJIMHU B pAaMKHTE Ha BPEMETO JIO 3aBhPIIBAHE Ha MPOYYBAHETO, 32 J]a OTY4aT HITH
miane6o, win n”PHK Bakcuna cperry COVID-19.

[lomynanusra 3a aHanM3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKItOYBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseye roguau (18 242 B rpynara na uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qannu 3a npeaumna napexuus cb¢ SARS-CoV-2 no 7 nuu cnen BTopaTta
no3a. Jlombinutenno uMa 134 ygacTHuM Ha Bb3pact Mexxay 16 u 17 rogunu (66 B rpynata Ha uPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha rutane6o) u 1 616 yuacTHUIM - Ha Bb3pacT 75 u
noeeue roaunu (804 B rpynata Ha ”PHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

KbM MOMEHTa Ha IbPBUYHMS aHAIN3 32 €PUKACHOCT YYACTHUIIUTE Ca MPOCIICACHHU 3a CHMIITOMH Ha
COVID-19 3a 0610 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 061110
2 222 90BEKOTO/IMHY B rpymaTa Ha Iuianeoo.

Hsima kTMHAYHO 3HAYUMHM Pa3HKH B 00IIaTa e()MKaCHOCT Ha BaKCHHATA MPH YUYACTHUIIA C PUCK OT
texka popma Ha COVID-19, BKITtounTETHO TE3U ¢ | WM MOBeYe CHITHTCTBAIIN 3200 ISIBaHS, KOUTO
yBenn4aBaT pucka ot Texxka ¢opma Ha COVID-19 (manp. actma, nHnekc Ha tenecHara maca (MUTM)
>30 kg/m?, xpornuno Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIepPTOHHS).

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

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH ciien
Jo3a 2, 1o Bb3pacToOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus neH cien [lo3a 2 — onennma momyanus 3a epukacHoct (7 qan)

Tadauna 2:

IspBa nosiea Ha COVID-19 ot 7-mus nen ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuiHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne”® (N2") (95% JAN)"
Bceuuku yyactHunm 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
TOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBBbpAEHHTE CiTyyan ca ONpEeICH! Ype3 IIoJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

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

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

Ce WJIM 3acCHJIeHa KalllIHIa, HOBOIIOSIBHJI C€ WUTM 3aCHJICH 3ayX, BTpHUCaHe, HOBOIIOSBIIIA CE WM yBEeITMUEHA

00JKa B MyCKYJIHTE, HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MHUPHC, BB3MAJICHO I'bPIIO, THAPHS WITH

MOBpBINAHE. |

* B ananmsa ca BKIIIOYEHH YYACTHHUIHM O€3 CEpOJIOTHYHH U BUPYCOJIOTHYHH JaHHH (TIpey 7-Mus IeH ciel
NPWJIOXKEHNUE Ha ITocieHaTa /103a) 32 MuHaa nHpekimsa cbec SARS-CoV-2 (1.e. oTprnaTenHu 3a aHTUTENIa
¢ N-cbp3Bane [cepym] Ha Buznta 1 1 Heotkpur SARS-C0V-2 ¢ TecT 3a ammndukanms Ha HyKJIEHHOBA
kucenuHa (nucleic acid amplification tests, NAAT) [na3anna natpuBka] Ha Buzutn 1 u2) uc
orpunareiner peynratr oT NAAT (Ha3zayiHa HaTpUBKa) NPH BCSKa HEIUIAHUpaHa BU3UTA IIPEH 7-MUs JIeH
cien Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.
nl = Bbpoif yuacTHUILIA, OTTOBAPSIIM HA ONPEIETICHUETO 3a KpailHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B Xxwisian (1 000) doBekoroaMHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSIKA PUCKOBA TPyIIa IO OTHOIICHNE HA KpaifHaTa Touka. BpemeBusT nepno 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus geH cnen J{o3a 2 no xpas Ha ieproa Ha HaOIroIeHAe.

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

. JIBycTpaHHUST nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BakCMHATA € MOTy4eH Ha 0a3zaTa Ha MeToa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMmeTo Ha Habmoenue. JIM He e KopurupaH 3a MHOXKECTBEHU
aHaJIM3H.

E¢uxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHLMsITa Ha IbpBa MMOsIBa Ha
COVID-19 ot 7-mus aeH ciex Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBall
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBEeYe TOJUHY ChC WK 0€3 J0Ka3aTeICcTBa 3a
npeauirHa uadpekus cbe SARS-CoV-2.

JIOTIBITHUTEHO €MH TOATPYIOB aHAIN3 Ha MhbPBUYHATA KpaiHa TOUKA MOKA3Ba CXOHH OIICHKU Ha
TOYKATa 32 ePUKACHOCT B TPYMHUTE IO MOJ, ETHHYECKA IPUHAICKHOCT U YUACTHUIH ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

W3BbpiIeHn ca akTyalnu3upaHu aHAINU3U 32 €(PUKaCHOCT P HATMYMETO Ha JTOITBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO IL1are00-KOHTPOIUPAHO

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

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € TpeacTaBeHa B Tabmuna 3.

Ta6amua 3:  EduxacHocT Ha BakcuHaTa — 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 ciaen Jo3a 2 — oueHuma
nomyJaanus 3a epukacHocT (7 AHN) M0 BpeMe Ha MJI1aNe60-KOHTPOJINPAHUS
NEepPHO/ HA MpocJiesiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N#=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% An™)
Beuuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
NOBeYEe TOJUHU 1,233 (4192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
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Ha BB3pacT 75 u 1 26 96,2
MOBeYE TOANHA 0,239 (842) 0,237 (847) (76,9; 99,9)

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

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

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

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

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

* B ananm3a ca BKJIIOYEHH YYacTHHLM Oe3 JaHHM 3a MuHana nHdekus cb¢c SARS-CoV-2 (1.e. oTpunatensu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Bmswutn 1 u 2) u ¢ otpunarener pesynrat or NAAT (Ha3amHa HaTpUBKA) IPH BCSIKA HETIAHUpPaHa BU3HUTA
npenu 7-mus neH ciex Jlosa 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TpyTIa.
nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m1 meprox Ha HabmoaeHne B Xwiisian (1 000) oBekoroMHU 3a TajieHaTa KpaiiHa TOYKa MPH BCUUKH
YJacCTHHIM BBB BCSIKA PUCKOBA IPyIa MO OTHOIICHHE HA KpalHaTa To4YKka. BpeMeBHAT eproa 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o kpast Ha ieproza Ha HaOIroieHue.

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

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTydeH Ha Oa3ara Ha
metona Ha Clopper u Pearson, kopurupan cripssMo BpeMeTo Ha HaOJIIOICHUE.

e. BxouBa NOTBBPAEHU CiIydau NPH yJaCTHUIHM Ha BB3pacT 12 no 15 ropunu: 0 B rpynara nHa ”PHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha mare6o.

B aktyanmsupanute aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeseHnysATa Ha mosiea Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyacTHHIINTE B OIIEHMMATA TMOIYyJAIH 32 €(PUKACHOCT, CHC UITH
0e3 maHHu 3a npeauiHa napeknus cbe SARS-CoV-2.

JIOTIBITHUTEHO AKTYaTM3UPAHNTE aHATM3H 38 e(DUKACHOCT TI0 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OLIEHKH 3a e()UKACHOCT B TPYIHTE IO MMOJI, ETHHYECKA MPUHAICIKHOCT, Teorpad)CKo MOJOKESHUE U TIPH
YYaCTHHITMTE ChC CHITBTCTBAIIH 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBHP3aHH C BUCOK PHUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka popma na COVID-19
AKTyajM3upaH aHaJU3 Ha BTOPUYHUTE KPaiHU TOUKH 32 epuKacHOCT moakpens non3ara ot uPHK
Bakcunara cperry COVID-19. Bakcunara npenorpatsisa Texxka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATa cpelty Texka opma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauniHa napekus cbe SARS-CoV-2 (Tabmnumna 4), Thid KaTo
oposT Ha ciydaute Ha COVID-19 npu yuactaunu 6e3 npeauiina uadeknus cbe SARS-CoV-2 e
CBIIMAT KAaTO TO3M MPH YYaCTHULM Che WM Oe3 npeauina uapekuus cb¢c SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nnane6o.

Tabauua 4: EdukacHocT Ha BaKCHHATAa — IbPBA MOsiBa Ha Texkka popma Ha COVID-19 npu
YYACTHMIIU ChC WK 0e3 npeaumHa uHpexknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpeieJieHNETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe u JekapcTBata (Food
and Drug Administration, FDA)* ciex /lo3a 1 wiu ot 7-mus jaeH ciuen J[oza2 B
nepuojia Ha MPOCIesiBaHe HA IUIANEe00-KOHTPOJHPAHOTO MPOyIBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nli? ni? Eduxacnoct Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
nabaogenne (N2°) nabroaenne (N2° (95% A"
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHHTE Cilyyan ca ONpe/Ie]IeH! Ype3 ToJIMMepa3Ha BepIKHa peakius ¢ o0paTHa
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tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOTIOSBUIIA CE WM 3acHiIeHa

KaIlTHIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJyX; BTPHCAHE; HOBOIOSIBIJIA CE€ MM YBEIHYIeHA OONIKa B MYCKYIINTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IAJICHO I'bPIIO; THAPHS; TIOBPHIIAHE).

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

1 ot cnegHuTE:

e  KinHMYHM NpPHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsIBaHe (JIMXaTeIHa YecToTa
>30 BauIIBaHMA B MHHYTA, Chbp/I€YHA YecToTa >125 ynapa B MUHYTa, KUCJIOpOAHA caTypanusd <93% Ha
CTaeH Bb3AyX Ha MOPCKOTO PaBHHIIE WM CHOTHOLICHNE Ha apTEPUATHOTO NMapIUaIHO HAJSTaHe Ha
KHCIIOpO/Ia KbM (pakimaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HEAOCTATBUHOCT [ONpE/eIeHa KaTo HyXK/Ja OT [T0JlaBaHe Ha KHCIIOPO/]] C BUCOK MOTOK,
HCUHBA3WBHA BEHTWIAUA, MCXaHNYHA BEHTUIAIUA WX CKCTPpaKopropaiHa M€M6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSTHHE (CHCTOMMYHO KPBBHO Hajsrane < 90 mm Hg, armacTonmyHO KPBEBHO
Hamsrase < 60 mm Hg wimm HyXIa oT Ba30mpecopn);

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

e [IpmemaHe B OTICNICHIE 32 MHTCH3UBHU TPHXK;

e  CwmppT.

nl = bpoii yuacTHHIIH, OTTOBAPSILN HA ONPE/IeICHUETO 3a KpalfHaTa To4Ka.

n2 = Bbpoii Ha yYaCTHUIUTE B PUCK 10 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. /JIByctpanHusaT nosepurenes unrepsai (1) 3a epukacHocTTa Ha BaKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, Kopurapas cpsiMo BpeMeTO Ha HaOJIIOAeHHE.

r. EdukacHocr, oneHeHa Ha 6a3ara Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4acTHUIH,
moryurn Jlo3a 1, 3a omeHKa Ha epUKacHOCTTA, KOSTO BKIIFOYBA BCHYKH PaHAOMH3HPAHN YIaCTHHIIH,
TTONTYYHIIN TTOHE | 1032 OT M3NMHUTBaHATA HHTSPBCHITHS.

n.  O6m neprox Ha HaOroneHue B xusian (1 000) HoBeKoroAWHY 3a JaJicHaTa KpaifHa TOUKa IIPH BCUYKH
VYACTHUIIM BBB BCSAKA PHCKOBA TPYIa [0 OTHOILICHUE HA KpaliHaTa Touka. BpeMeBUAT mepro]1 3a HaTpyIBaHe
Ha cimyyan Ha COVID-19 e ot [lo3a 1 10 kpast Ha repro/ia Ha HaOIIOACHUE.

e EdwuxacHocr, oneHeHa Ha 6a3ara Ha oIleHHMaTa 3a e(huKacHOCT (Ha 7-MHs JeH) MOIyJanus, KOSATO BKII0YBa
BCHUYKH MOAXOAANIN paHAOMU3UPAHU YUaCTHUIN, ITOJYYUIIM BCUYKH 03U OT U3NIUTBAHATA MHTCPBCHIINA,
KaKTO ca paHIOMHU3UPaHH B MPEABAPHTEIHO OTIPEEIICHHS PO30peL, 03 IPYyTH ChIIECTBEHH OTKIOHEHUS OT
MIPOTOKOJIA, KAKTO € OTPEIEICHO OT KIMHHUIINCTA.

k. OO6m nepuon Ha HaOmoaeHue B Xwsian (1 000) woBekorovHM 3a AajieHaTa KpaitHa TOYKa P BCUYKH
YYaCTHHUIIM BBB BCAKA PUCKOBA TPyIIa [0 OTHOLICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha ciyyan Ha COVID-19 e ot 7-mus nen ciex Jlo3a 2 1o Kpas Ha Iepuo/ia Ha HaOIII0ICHUE.

S

Eguxacrnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — creo 2 0o3u

IIpu ananm3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 roawam 6e3 qaHHU 3a MpeanIHa
unbexuuys, Hama ciaydan npu 1 005 ygacTHUIM, MOIydnIM BaKCHHATA, K UMa 16 ciiydast mpu

978 yyactauny, moyuuny miamne6o. ToukoBara oreHka 3a edukacHocT e 100% (95% nosepuresncH
untepsan 75,3; 100,0). [Ipu yyactHHIM cbe WM O3 TaHHM 32 npeauinHa nHpekys nma 0 caydas
npu 1 119-te yyacTHHIM, OTYYHIN BakcuHata, u 18 ciydas npu 1 110-Te ygacTHUIM, TOTYYHIH
wiane6o. ToBa chilo mokasea, 4e TOUKOBaTa oueHKa 3a epukacHoct € 100% (95% noBepurenen
naTepBan 78,1; 100,0).

B IIpoyuBane 2 e mpoBe/eH aHAIN3 HA TUTPUTE Ha HEYTPAIM3UPALIUTE aHTUTENA CPEILy
SARS-CoV-2 1 mecen cnen [lo3a 2 nmpu n3bpana Ha cilyyacH NpUHIMII TOATPYTa y4acTHHLN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTUYHM JaHHM 32 MuHasa uHdekius cb¢ SARS-CoV-2 no 1 mecerr cien
Ho3a 2, cpaBHsBaIl 0TTOBOpA MPH IOHOIIH Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
YUYaCTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH TUTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 o 15 rogunu crpsiMo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CrnegoBaTenaHO € AOCTUIHAT KPUTEPHST 32 HE NO-MajKa e(UKacHOCT, KOWTO €
choTHOIEeHue 1,5 , Thil KaTo monHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuIHO
choTHOIIeHHE (geometric mean ratio, GMR) e >0,67.

Hmynoeennocm npu yuacmuuyu Ha 8vspacm 18 u noseye 200unu — cied bycmep 0o3a (mpema 003a)
EdextuBHOCTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OIICHKA Ha TUTPUTE Ha
HeyTpanu3upammre antutena cpeury SARS-CoV-2, namansBamiu BupycHata akTuBHOCT ¢ 50%
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(NT50) (USA_WA1/2020). B IIpoyusane 2, ananusute Ha NT50 1 mecen cien Oycrep no3arta,
CpaBHSBAaHM C T€3H | Mecel] clie]] TbpBUYHATA CepHs, TIPH JIUIA Ha BB3pacT 18 mo 55 roguam 6e3
CEpOJIOTHYHH WIJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdpexus cbc SARS-CoV-2 no 1 mecen cnen
OycTep BakcHHAIMS MIOKA3BaT HE MO-MajKa e()MKACHOCT IO OTHOIIEHHE KaKTO Ha CPETHOTO
reomeTpuyHO choTHOIeHue (GMR), Taka 1 Ha pa3uKaTa B CTEIICHTa Ha CEPOOTIOBOP.
CepooTroBOpbT MPH €AMH YYACTHHUK CE OTPEAesis KaTo MOCTUTaHe Ha >4 mbTu noBumierne Ha NT50
OT M3XO0JTHO HUBO (TIpeau MbpBUYHATA cepusl). Te3u aHanu3u ca 0600menn B Tabmuia 5.

Ta6auna 5. Anaaus Ha HeyTpasusupanero Ha SARS-CoV-2 - NT50 (tuthp)’ (SARS-CoV-2
USA_ WA1/2020) — cpaBHenue Ha GMR u cepoorrosopa 1 mecen cien 6ycrep 103a
crnpsimo 1 Mecer cjie] MbPBUYHA CcepHsl — yYaCTHHIM Ha Bb3pacT 18 10 55 rogunn
0e3 1aHHM 3a MHpekuus 10 1 Mecel cJiex dycrep 103a* — oLeHUMA NMOMy.J1alus 32
HMYHOT€HHOCT Ha GycTep 103a*

1 mecen ciien
oycrep no3a/- | Ilocturnara
1 mecen ciien | 1 mecen cien | meJi 3a He MO-
1 mecern ciien TbPBUYHA IbPBUYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
AHanus n (95% an) (95% an) (97,5% an) (4/H)
Cpenen
reoMeTpu4eH THTHP
Ha
HeyTpaJu3nupammre
aHTHTeJNA,
HAMAJIIBAIIL
BHpYyCHATA
akTuBHOCT ¢ 50%0 2466,0° 750,6° 3,29°
(GMTH) 2122 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) I
CreneH Ha
cepootroBop (%)
NpH TUTHP HA
HeyTpaJu3upanure
aHTHUTeJIA,
HaMAJISIBAII] 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%?) I

Crokpamenuns: JI1 = noBeputenen uarepsain, GMR = cpeano reomerpuyaHo chotHOmeHne; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO OnpeensiHe; N-CBbp3Balll = CBbP3BAalll
nykneonporenHa Ha SARS-CoV-2; NAAT = recr 3a ammnukanus Ha HyKJIeMHOBH kucennnu; NT50 = tutsp
Ha HeyTpaJIM3UpaliTe aHTUTela, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTopeH CHHApPOM KopoHaBupyc 2; JI/H = na/ne.
t SARS-CoV-2 NT50 e onpejelnien ¢ moMoniTa Ha AHaIu3 Ha MUKpOHeyTpanusanusTa Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3mnon3Ba GpIyopecleHTEH PENopTep BUPYC, MOTyUeH OT Iama
USA WA1/2020, n BupycHaTa HeyTpaJH3alys c€ OTYNTA BBB Vero KieThIHr MoHOocioeBe. NT50 Ha
MpoOHTE ce OIpeIesist KaTo PEUIPOYHOTO CEPYMHO pa3pexaaHe, mpu koeto 50% ot Bupyca ce
HeyTpalu3mpa.
B ananm3a ca BKIIOYEHN y9aCTHUIN 0€3 CEpOIOTHYHH WM BUPYCOJIOTHYHHM JaHHU (10 1 Mecen crexn
noiy4aBaHe Ha Oyctep mo3a Comirnaty) 3a MuHana uHpeknus cb¢ SARS-CoV-2 (T.e. orpumaTtentu 3a
N-cBbp3Barm anTutena [cepyM| u HeoTKpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HATpUBKa]) U C OTPHUIIATEIICH
pesynrat or NAAT (HazanHa HaTpHMBKa) ITpH BCIKa HEIUTaHMpaHa BU3MTA 10 1 Mecelr ciiest OycTtep 1103a.
Benukn nmoxxonsmy y4acTHUIM, noiyynin 2 go3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIIHO, C
npuioxeHa J[o3a 2 B paMKuUTe Ha MpeABapUTETHO onpeaesieHus mpo3opetl (B pamkute Ha 19 1o 42 nuu crnen
Jo3a 1), monyuunu 0ycrep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/IEIICH PE3yaTaT 32 UMYHOTCHHOCT
ciien OycTtep 103a IpH B3eMaHe Ha KPBB B PAMKUTE Ha MOAXOJISI IPO30pel (B paMKHTe Ha 28 10 42 1HH
ciient Oycrep no3ara) 1 03 JPYTH ChIIECTBEHH OTKIOHEHHUS OT MPOTOKOJIA, KAKTO € OTPEIEIICHO OT
KIIMHUIHACTA.
a. n = Opoi yJaCTHHIIM C BAIMAHU H ONPEACICHH PE3YJITaTH OT aHAIHN3a U B IBETC BPEMEBH TOUKHM 32 B3EMaHe
Ha KPBB B PaMKHTE Ha ONPEJICHUS TPO30peIl
6. GMT u 2-ctpanute 95% I ca n3uncieHn 4pe3 eKCIOHSHIIMOHUPAHE Ha CpeaHATa JIOTAPUTMHYHA

I+
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cToiHOCT Ha TuTpHTe U choTBeTHUTE U (Ha 6a3zara Ha pasmnpenenenuero Ha Student t). Pesynarature ot
amanm3a mox LLOQ ca 3amamenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% /U ca u3zuncieHn upe3 eKCIOHSHITMOHNPAHEe HA CPEHATA Pa3jInKa B
JIOTAaPUTMUYHUTE CTOMHOCTH OT aHaJIn3a U choTBeTHUTE JIU (Ha Ga3arta Ha pasmpeneneHueTo Ha Student t).

r. He mo-manka eduxacHoCT € JeKnapupaHa, ako JOJTHATa TpaHuIla Ha 2-ctpanuus 97,5% /11 3a GMR e >0,67
u ToukoBaTa oreHka 3a GMR e >0,80.

I. N = Opoif y4aCTHHUIIN C BAIUIHU U OTIPEICIICHH PE3YNTATH OT aHAIN3a NIPH KOHKPETHUS aHAIN3 Ha N3XO0IHO
HUBO, 1 Mecerr ciex [o3a 2 u 1 Mecen ciien OycTep J03a B pAMKUTE Ha ONpeIcHus mpo3opei. Te3n
CTOMHOCTH ca 3HAMEHATEJH MPH TPOLICHTHUTE U3YHCICHHSI.

e. Opoil yyacTHHIIM ChC CEPOOTIOBOP 32 JIAICHHS aHAIN3 TIPH JiaJIeHaTa 103a/BpeMeBa ToUKa 3a B3eMaHe Ha
npo6a. Touen 2-crpanen /U, 6a3upan Ha merona Ha Clopper u Pearson.

. Pasnuka B ChOTHOIIEHHSTA, U3pa3eHu kato nporent (1 mecerr cien Oycrep mo3a — 1 mecerr ciex J{o3a 2).

Kopurupan 2-crpanen /I na Wald 3a pa3nukara B CbOTHOLIEHHSATA, U3pa3eHa KaTo MMPOIIEHT.

He mo-manxka edukacHoOCT € qexapupana, ako JoHaTa TpaHuNa Ha 2-ctpaHHus 97,5% [ 3a npomeHTHaTa

pasnuka ¢ >-10%.

= w

Ilenuarpuyna nonyianus

EBpomneiickaTa areHmus o JiekapcTBaTa oTiIara 3aJJbJDKEHHETO 3a TIPEIOCTABSHE Ha PE3yITATUTE OT
npoyuBanusaTa ¢ Comirnaty B reaMaTpuyHaTa momyaius npy npeserius Ha COVID-19 (k.
Touka 4.2 3a nHPOpMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo ycIoBHue".
ToBa 03HauaBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT CE OYaKBAT AOIBIHUTENHH JaHHU. EBpomnelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKs 3a TO3H JIEKapCTBEH MPOIYKT
MOHE BeHBK roauiiHo U Ta3u KXII choTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE MOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHL[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, pernpoiyKTHBHA TOKCHYHOCT U TOKCUYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHM TO31 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MAJIbK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEITMYaBaHE Ha
OenuTe KPbBHU KICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIUs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Benuku eextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxany poydYBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYeH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 PA3BUTHETO Ca M3CJICABAHU ITPH TUTHXOBE B
KOMOWHHPAHO NPOYYBaHE HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, pU Koeto Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpeay Yu(TOCBAHE U TI0 BPEME Ha recTalus
(monyyaBaiy 4 JIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKU HUBA MPH ILTHXOBE MOPaIH
pasITuYuATa B TEIECHOTO TETIIO, B IIEpHUOaa MKy NeH 21 npenn 9udToCBaHETO U TeCTallHOHEH
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neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaly anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT epro/ia peu YUPTOCBAHETO A0 Kpasl Ha MPOYYBAHETO B MOCTHATAJICH JicH 21, KaKkTo
npu (heTycute U nmokosieHuero. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY (PEPTUIINTETA,
OpeMeHHOCTTa MM eMOPHUO(ETATHOTO PA3BUTUE WITU PA3BUTUETO HA MOKOJICHUETO. JIuTicBaT naHHu 3a
Comirnaty OTHOCHO TIPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAICHTATa WIIH eKCKPEIHATA B MIISIKOTO.

6. PAPMAIIEBTUYHU TAHHHA

6.1 Chnucbk HA IOMONIHUTE BellleCTBA

((4-xunpoxcubyTmin)azaneaumn )ouc(xexcan-6,1-numn)ouc(2-xekcmwinekanoat) (ALC-0315)
2-[(momuermnenrankon)-2000]-N,N-gurerpanermnareramus (ALC-0159)
1,2-nucteapownn-sn-raunepo-3-pochoxonun (DSPC)

XonecTtepon

TpomeTramon

TpomeTaMoJI0B XUAPOXJIOPUI

3axapo3a

Bona 3a nexexkuun

6.2 HecbBMecTHMOCTH

To3u jekapcTBEeH MPOAYKT He TPsOBa /1a ce CMeCBa C IPYTH JIEKaPCTBEHH MPOILYKTH.

6.3 Cpok Ha rogHocT

HeotBopen duakon

3ampazen praxon
9 Meceria, korato ce cbxpansisa rnpu -90°C mo -60°C.

Baxcunara Mose na ce nonydu 3ampaseHa rnpu -90°C no -60°C nmm npu -25°C no -15°C. Cnen
moJiyyaBaHe 3aMpa3eHaTa BaKCHHA MOXKe Ja ce cbxpansBa wiu mpu -90°C o -60°C, wnu npu 2°C 1o
8°C.

Koraro ce chxpansiBat 3ampazenu npu -90°C no -60°C, onakoekute ¢ 10 ¢rakoHa BakCHHA MOTarT Jia
ce pasmpasar npu 2°C mo 8°C 3a 6 gaca, a equHUYHY (PIAKOHM MOTAT /1a C€ ChXpaHIBaT MMPH CTaliHa
temmneparypa (1o 30°C) 3a 30 MuHyTH.

Pasmpazen gprarxon
10 cenmunu cpxpanenue u TpaHcnoptupane npu 2°C no 8°C B paMkuTe Ha 9-MeceuHUs CPOK Ha
TOJTHOCT.

. Crnen mpemecTBaHe Ha MpoAyKTa 3a cbxpaHeHue npu 2°C no 8°C BppXy KapTOHEHaTa ONaKOBKa
TpsiOBa J1a ce 3amlMIile HOBUAT CPOK HAa FOJHOCT M BaKCHHATa TPSIOBa Ja ce U3I03Ba MIIH Ja e
U3XBBPIIN CHOOPA3HO TO3U CPOK. [IbpBOHAYATHUAT CPOK HA TOAHOCT TPsOBA J1a ce 3apacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa 1a ce cpxpansasa npu 2°C go 8°C.
IIpoBepete manu CpokbT Ha TOAHOCT BEPXY KapTOHEHAaTa ONaKOBKa € KOPUTUPaH, 3a 1a
0Tpa3sBa CpOKa Ha TOJHOCT IIPH ChbXPAHEHUE B XJIAJUIHMK U AAJIM TbPBOHAYAHUAT CPOK Ha
TOJHOCT € 3a/lpacKaH.

[penu ynoTpeda HEOTBOPEHHUTE (JIAKOHHM MOTAT JIa Ce ChbXpaHsIBAaT A0 12 yaca npu TeMreparypa
mexay 8°C u 30°C.

C pa3mpaszenuTe hIakoHU MOKE J1a ce pabOTH B YCIIOBHSI Ha CTaiiHa CBETIIMHA.

Caen pasMpa3siBaH¢ BaKCHUHaTa HE TpﬂﬁBa aa ce 3aMpa3siBa OTHOBO.
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Paboma npu memnepamypnu omkioHeHus NPU coXpanerue 6 XaaoumrHuK

o JanHuTe 3a CTAOMIIHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (IakoH € ctabuieH 1o 10 ceaqmuiy,
KOraTo ce CbXpaHsBa Ipu temnepatypa oT -2°C go 2°C, B pamkute Ha 10-ceIMUYHHA IEPHOA
Ha cbxpaHeHue mexay 2°C u 8°C.

. JlanHuTe 3a CTAaOMITHOCT TMOKa3Bart, e (PIIakoHBT MOKE Ja Ce ChXpaHsBa 0 24 Jaca Mmpu
temriepatypa 8°C mo 30°C, BximrounTeNrHo 10 12 gaca ciaex mspBOTO IPOOUBaHe Ha
3amymaigkara Ha ¢iaKkoHa.

Tasu napopmarus e npeaHasHadeHa Aa YIIbTH MEIUIIMHCKUTE CTIICIIHAIMCTH CaMo B ClTydail Ha
BPEMEHHO TEMIIEPaTypHO OTKJIOHEHHE.

OTtBOpeH GaKkoH

Joka3ana e xuMu4Ha 1 pU3MYHA CTaOMITHOCT 10 BpeMe Ha yrnoTpeba 3a 12 waca npu 2°C mo 30°C. Ot
MHUKPOOHOJIOTMYHA TIeIHA TOYKA, OCBEH aKO HAYMHBT HA OTBapsHE U3KII0YBA PUCKOBE OT MUKpOOHA
KOHTaMUHALWS, TIPOAYKTHT TPSIOBA J1a ce N3MOI3Ba BeqHara. AKO HE ce M3I0JI3Ba BelHAra, BpEMETO
YCJIOBHATA Ha ChbXPaHEHHE 110 BpeMe Ha yrnoTpeda ca OTTOBOPHOCT Ha MOTPeOUTEs.

6.4 CnenmanaHu ycJI0BHsl HA CbXpaHEHHE

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

[a ce cpxpaHsBa B OpUIHHAIHATA OMAKOBKA, 32 Ja Ce MPE/a3u OT CBETIHHA.

[To BpeMe Ha chbXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTBaiTe
M3J1araHe Ha NpsKa CIIbHYEBA CBETIMHA U YJITPaBUOJIETOBA CBETIUHA.

3a ycioBuUsATa Ha ChXpaHEHHE CIIE/ pa3Mpa3siBaHe U TbPBOHAYATHO OTBApsIHE BUXKTE TOUKa 6.3.

6.5 Buau chbabpKaHue HA ONAKOBKaTa

2,25 ml nucniepcus B ipo3padeH MHOT0/1030B (uiakoH (cTbkito Tui 1) 2 ml che 3amyanka
(cunTeTnyHa OpOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKaTKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO
karadye. Beeku hnmakoH chabpika 6 1031, BUXKTE Touka 6.6.

Bunore onakosku: 195 dnakona unu 10 dakoHa

He Bcuuku BHOBE OMaKOBKH MOTar jia ObJaT MyCHATH Ha Masapa.

6.6 CrhenunaJHM NpeanasHu MePKH NP U3XBbPJIsiHe U padoTa

Ykazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIUHCKHU CIICHHUAIIMCT, KaTO CC U3II0JI3Ba AaCCITUYHA
TCXHHUKA, 3a J1a C€ rapaHTUpa CTCPUIHOCTTA Ha IPUTOTBCHATa AUCIICPCUSL.
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ITPOBEPKA HA TO3ATA COMIRNATY 30 MUKPOI'PAMA/1IO3A HH)KEKIITMOHHA
JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

e [IpoBepere nanu GIAKOHBT € ChC CHBO
TTACTMACOBO Karaye.

e AKO ()IaKOHBT € C JUJIaBO IIACTMACOBO

Cuso Karaue, MOJlsl, HalpaBeTe CIpaBKa ¢

Kamaue KpaTKaTa XapaKTepHUCTHKA Ha MPOIYKTa 3a
Comirnaty 30 mukporpama/mnosa
KOHIICHTPAT 332 WH)KEKI[IOHHA JIUCTICPCHS.

® AKoO (JIaKOHBT € C OPaHKEBO

00 NOT DILUTE TUIACTMACOBO Karaue, MOJIsL, HallpaBeTe

CIpaBKa C KpaTKaTa XapaKTepHCTHKA Ha

mpoaykra 3a Comirnaty

10 mMukporpama/no3a KOHUEHTPAT 32

WHKEKIIMOHHA JUCTICPCHSL.

Date / Time:

IMPEAU YIIOTPEBA HA COMIRNATY 30 MUKPOTPAMA/1IO3A HHXXEKIITMUOHHA
JANUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE I'OAMHMN)

e AKO MHOTOJI030BHUSAT (DJIAKOH ce
B ChXpaHsBa 3aMpa3eH, Toil TpaOBa 1a ce
Jla ce chXpansiBa pasMpasu npeau yrnorpeda. 3aMpa3eHATE
e T (akoHu TpsIOBa oz[a ce r[geHecaT B cpena
npu 2°C 10 8°C, ¢ temneparypa 2°C no 8°C, 3a na ce
Pa3MpasAT; pa3sMpas3siBaHETO Ha e1Ha

LLJUEITLT LR T omakoBka ¢ 10 drakoHa MOKe 7]a OTHEME
CpoOKa Ha 6 yaca. YBepere ce, ue (rakoHuTe ca
TOAHOCT BBPXY HAITBJIHO Pa3Mpa3eHH Mpeu yrnorpeoa.
OIIaKOBKaTa e (Cren npeMecTBaHe Ha (IaKOHUTE 3a

4 cwxpanenune mipu 2°C mo 8°C,
KOpHUT'HpaiTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHAaTa OMAaKOBKa.

e HeorBopenute (pakoHH MOTAT /1a ce
cexpansBar 10 10 cemvunm ipu 2°C 1o
8°C B paMKuTE Ha 9-MECEUHMS CPOK Ha
TOJHOCT.

e Bb3MoxkeH e Apyr BapHaHT, IPU KOUTO
€AMHUYHY 3aMpa3eHu QIIaKOHU MOXKeE /12
ce pazmpasar 3a 30 MUHYTH TTpU
temrrepatypa a0 30°C.

e [Ipenu ynotpeba HEOTBOPEHUAT (IaKOH
MOJKE Ja ce ChXpaHsBa A0 12 yaca npu
temmepatypa 10 30°C. C pa3MpaszeHnTe
(1aKoHU MOJKE J1a ce paOOTH B YCIIOBHUS
Ha CcTaiiHa CBETJIHHA.
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Buaumarenno 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JMCTIEpCUs. MOXKE J1a ChIbprka Oesn 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTUIIH.

Crnen pa3MecBaHe BaKCHMHATa TPSOBa Aa
TpeacTaBIsiBa Osy1a 10 OUYTH OsiTa
mucniepeus 0e3 BuaumMu yactuuu. He
M3M0JI3BaliTe BAaKCMHATA MIPY HAJIMYUE HA
YacTULM WIN IIPOMSIHA B L[BETA.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOT'PAMA/NO3A NTHXKEKHHIMOHHA JUCIIEPCHUS (JIMLIA HA 12 1 IOBEYE

T'OJINHN)

0,3 ml Bakcuna

Kato n3non3sare acernrrnuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa C
TaMIIOH 3a €AHOKpAaTHa yHOTp€6a, HaI1o€H
C aHTUCCIITUYCH Pa3TBOP.

Usrernere 0,3 ml Comirnaty

TpsiOBa ia ce U3NOA3BAT CIPUHIIOBKH
W/WJIH UTIIN C MaTbK MBPTHB
(Hew3non3BaeM) 00eM, 3a Jia Ce U3TETIISIT
6 no3u ot eaud (aakon. KomOuHarusra
OT CITPUHIIOBKA U MTJIa C MAJTbK MBPTHB
obemM TpsOBa 1a *Ma MBPTHEB 00E€M HE T10-
TOJIsIM OT 35 MUKPOJIUTPA.

AKO ce U3M0I3BaT CTaHAaPTHU
CTIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTAThYCH 00eM 3a M3TETIISTHE Ha [IeCT
JTO31 OT eIrH (hJIaKOH.

Bcesika no3a tpsioBa na ceabspika 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO Ha OCTaHAJIATA BHB
(h1akoHa BakCHHA HE MOJKE J]a IOCTaBH
eaHa 1s1a qo3a ot 0,3 ml, u3xebpriere
(hakoHa ¥ M3MUILHUSL 00eM
U3xBBpIieTe HEU3NOI3BAHATA BAKCHHA
12 gyaca cnen mppBOTO MPOOUBAHE HA
3amymrankara Ha (hJaKoHa. 3amuiiere
CHOTBETHUTE JlaTa/4ac BbpXY (piiakoHa.

UsxBbpasiHe
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Hewnznon3BanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepPHAII OT HETo TPsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBHE C MECTHHUTE M3MUCKBAHUSI.

7. HNPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/003

EU/1/20/1528/002

9. JATA HA I'BPBO PAZPEHIABAHE/TIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Hara Ha mepBo paspemasane: 21 nexkemepu 2020 .

Jara Ha nocienHo nonHosiBaHe: 03 HoemBpu 2021 r.

10. [JATA HA AKTYAJIMU3UPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIKs 3a TO3M JIEKAPCTBEH MPOJYKT € IpeJocTaBeHa Ha yebcaiita Ha EBporeiickara
areHIus 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/io3a 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 3a MH)KEKIIMOHHA UCIICPCHs € TIOKa3aHa 32 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 u 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 moy4art Bropa jno3a Comirnaty, 3a a 3aBbpIIaT BAKCHHAIMOHHUS KYPC.
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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 BToparta 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.

BakcuHara He TpsiOBa Ja ce cMecBa B ellHa U ChIIla CIIPHUHIIOBKA C APYT'H BAKCUHH WITH JICKAPCTBEHU
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
MEIMIMHCKO JIeUeHre U HAOIoICHUE B CITy4yail Ha aHaQUIIaKTHYHA PEeaKIus clie]l MPIIOKEHHE 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

ChlniecTByBa OBHIICH PUCK OT MUOKAPIHT U MEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIC]] BAKCUHAIMATA U HACTHIIBAT MPEAUMHO B
pamkute Ha 14 nHu. Te ca HaOMIOIaBaHHU IO-YECTO CJIe]] BTOpAaTa BAKCHHAIUS U [T0-YE€CTO MPH FOHOIIH
U TIO-MJIaJX MBbxke (BXk. Touka 4.8). HannuHuTe JaHHM TIOKa3BaT, Y€ MPOTUIAHETO HA MHOKAPIUT U
MIEPUKAPINT CJIe]] BAKCHHAIMATA HE CE Pa3lindyaBa OT TOBA MPU MUOKAPIUT WU TEPUKAPAUT KATO
ISUT0.

MenumHcKUTe CIIeHATUCTH TPsIOBa Ja ObaaT OAUTENHHU 32 MIPU3HALUTE U CHMITOMHTE Ha
MHUOKapIUT U TIepuKapanuT. BakcuHaupanuTe nuima (BKIIOYATETHO POAUTEINTE WM OOTPHKBAIIUTE
nvna) TpsioBa Jia ObJIaT MHCTPYKTHPAHH Ja MOTHPCAT He3a0aBHO METUIIMHCKA TIOMOIIL, aKO Pa3BUAT
CHUMIITOMH, ITOKA3aTEIHU 32 MUOKAPANUT WM NEPUKAPINUT, KaTo (0CTpa U MPOABIDKUTENHA) OOIKa B
I'bPJAUTE, 330yX WIH NAJIUTALUU CJIE]] BAKCUHALAATA.

Me,Z[I/ILII/IHCKI/ITe CIICaInCTH TpH6Ba Ja Ha1paBAT CIIpaBKa C pPbKOBOACTBATA W/ WIIH CIICIUAJIMCTUTE 3a
AUArHOCTULIUPAHE U JICHCHUC HA TOBA 3a00JgBaHe.

PucksT 0T MHOKapaut ciex Tpera go3a Comirnaty Bce oLe HE € OXapaKTepU3UPaH.

Peakyuu, cévpzanu c mpegodicrnocm

BuB BpBb3Ka CbC CaMUs IMPOLUEC Ha BAKCUHALIMA MOTraT Jia BbABHUKHAT pCaKlu, CBbP3aHu C
TPEBOXKHOCT, BKIFOUYMTEITHO Ba30BAraJIHA PEAKINH (CHHKOI ), XUTIEPBEHTUIIAIMS HIH PEaKIny,
CBBP3aHU ChC cTpeca (Hamp. 3aMastHOCT, NAJIUTALINH, YCKOpEHa ChpJIedHa 4eCTOTa, IPOMEHH B
KPBBHOTO HaNATaHe, MapecTe3ns, XUIecTe3usl U U3NoTsABane). Peakiunre, cBbp3aHu ChC CTpeca, ca
MIPEXOJTHU M OT3BYUYaBaT OT caMo cede cu. Xopara TpsOBa ja Ob/IaT MOCHBETBaHH J1a HHGOPMUPAT 3a
TEe3W CHMITOMH BaKCHHHPAIINS T 32 OIleHKa. BakHO € 71a ce B3emart mpera3Hi MepKH, 3a Ja ce
NpeAOoTBpaTH HapaHsIBaHE OT MPHUIaJaHe.

Covnvmcemesauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH TPH JIUIA, CTPAJAIH OT OCTPO TEXKKO (HeOpHITHO 3a00IsIBaHEe
i octpa uHpekus. Hanmmurero Ha neka nH(EKIMS W/WiM HEBUCOKA TeMIIepaTypa He TpsaOBa J1a
CTaBa MPUYMHA 33 OTJaraHe Ha BaKCHHAIUATA.

Tpomboyumonenus u HApyWeHus Ha KPb8OCHCUPBAHEMO

KaxkTo mipu apyry H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATA TPSOBa J1a ce Mpuiiara BHUMATEITHO MPH
JUIIA, TTOTyYaBaIld aHTHUKOATYJIaHTHA TePAIHs WITH JIUIA C TPOMOOIIUTONICHHSI UJIH HIKAKBO
HapylleHrne Ha KPbBOCHCUPBAHETO (KaTo XeMO(QWIns), Thid KaTO MPH Te3H JIHLAa MOTaT 1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe Ha CHHUHU cJie]] HHTPaMYCKYJHO IPUIIOKEHHE.

Hmynoxomnpomemupanu auya

EdwukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHU MTPU UIMYHOKOMIIPOMETHUPAHH JIHIIA,
BKJIFOUUTENTHO TE3H, IMOTy4YaBally IMyHOCcynpecuBHa Tepanusi. E¢ukacHocTTa Ha Comirnaty Moxe fa
€ TI0-HHUCKAa NMPH UIMYHOKOMIIPOMETHPAHH JIUIIA.

[Ipenopbkara aa ce 00CHIN MPUIIOKEHHUE Ha TPETa J03a MPH TEKKO HMYHOKOMIIPOMETHPAHU JIMIIA CE
0a3upa Ha OrpaHUYEHHU CEPOJIOTUYHHU JaHHHU B JINTEpATypaTa OT CEPHs ClydaH OT OBJIaIIBAHETO Ha
KIIMHUYHUTE CUMIITOMH TIPY BH3PACTHU MAIIMEHTH C ATPOTCHHA UMYHOCYIIPECHS CIIe]
TPAHCIUIAHTAIUS HA COJIW/ICH opraH (BX. Touka 4.2).

Hpodwmcumem—tocm Ha 3awumama

HpO,Z[’LJ'DKI/ITeJ'IHOCTTa Ha 3aluTaTra, NpeaocCTaBsiHa OT BAKCHUHATA, HC € U3BCCTHA, TBI KaTo T BCE Oo1Ie
CC OmnmpeaAciid B TCKYIIU KIIMHUYHHA ITPOYyYBaHUA.
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Oepanuuenus Ha epexmusHoCcmma Ha 8aKCUHAMA

KaxkTo mpu Bcsika BakcuHa, BakcuHarusTa ¢ Comirnaty MOKe Jia He 3alllUTH BCUYKH BAKCUHUPAHHU.
JIuua Mosxe 1a He ca HaIThJIHO 3aIUTEHU A0 7-MUA JIEH CJIEe]l BTOpaTa J03a OT BaKCHHATA.

4.5 BzaumopeiicTBHe ¢ IPYrd JIeKAPCTBEHN MPOAYKTH U APYru (popMH Ha B3auMoaelicTBHe
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.

ChIrbTCTBANIOTO MpHIIOKEeHUE Ha Comirnaty ¢ Ipyru BAKCHHU HE € MPOYYEHO.

46 @epTHIUTET, OPEMEHHOCT M KbPMEHE

Bbpemennoct

Mma orpannyen onut ot ynorpedarta Ha Comirnaty pu OpemeHHY keHn. [IpoyduBanusaTa npu
JKUBOTHHU HE MOKA3BaT MPEKH WM HEMPEKH BpeAHU e()eKTH, CBbP3aHU ¢ OpEeMEHHOCTTAa,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH TIOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
[Ipunoxxenne va Comirnaty 1o BpemMe Ha OpeMEHHOCT TpsiOBa Ja ce 00CHKIa, CaMO KOIraTo
MOTCHIIMATHUTE TO3M 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 cnioco0HocTTa 32 ogupaHe u padora ¢ MAaIIUHA

Comirnaty He TIOBIIASIBA WY TIOBJIHSIBA TIPEHEOPESKMMO CITIOCOOHOCTTA 3a modupane u padboTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO Ja TOBIHUSST
CIocoOHOCTTA 3a modupaHe Wik paboTa ¢ MaIIuHU.

4.8 Hexenanm jiekapcTBeHH peaKuH

Pesrome Ha mpoduiia Ha 6€30MacCHOCT

Besonacuoctta Ha Comirnaty € olieHeHa TPH YUYACTHUIM HAa Bb3pacT 5 ¥ MoBeUe FOAWHU B

3 KIIMHUYHU IPOYYBaHU, B KOUTO ca BKIrOUeHU 24 675 yyactHuiy (Birousaiiy 22 026 yaacTHUIM
Ha Bb3pacT 16 u moeeue roaunu, 1 131 roHomu Ha Be3pacT 12 10 15 roauuu u 3 109 nena Ha Bb3pacT
5 no 11 rogunu), nonyumnu node 1 noza Comirnaty.

O6mmaT mpodui Ha 6e3omacHocT Ha Comirnaty Ipu YIaCTHHIIM Ha BB3pacT 5 110 15 roawam e
nmo1o0eH Ha HaOJF0JaBaHUS MPU YYACTHUIM HA Bh3pacT 16 U MoBeYe TOAMHU.

B nonbanenue, 306 HATMYHY OT yYaCTHHLIMTE BBB (pa3a 3 Ha Bb3pacT 18 10 55 roauHu ca moyryduiu
Oyctep n03a (Tpeta mo3a) Comirnaty mpuOIH3UTEIHO 6 Mecela ciell BropaTa g03a. OomusT npodun
Ha Ge30macHoCT 3a OycTep A03a (TpeTaTa 103a) € mogo0eH Ha HaOIoJaBaHus cies 2 1034.

leya na sv3pacm 5 0o 11 coounu (m.e. na 6v3pacm 5 00 noo 12 2oounu) — caeo 2 0o3u

B Ipoyusane 3 o6mro 1 518 nena Ha BB3pacT 5 10 11 rogunu ca nomayuniu noxe 1 mo3a Comirnaty
10 pg u o6mo 750 meua Ha BB3pacT S5 o 11 rogunam ca monyuninu miarne6o. KeM MoMeHTa Ha aHaM3a
Ha ¢a3a 2/3 na [IpoyuBane 3, ¢ maHHM J0 JaTaTa Ha 3aKJII0OYBaHe Ha AaHHKUTE 6 cenremBpH 2021 r.,

2 158 (95,1%) (1 444, nonyunnu Comirnaty 10 pg, u 714, moayunim miane6o) gera ca mpociieaeHd B
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MPOAB/DKCHUE Ha Hali-MajIko 2 Mecena ciief Bropara go3a Comirnaty 10 ug. AHanu3 Ha JaHHUTE 3a
HE)KeJNaHu peakuuu BbB ¢a3a 2/3 Ha [Ipoyusane 3 Bkirousa ome 2 379 yyactHunu [1 591, nomyannn
Comirnaty 10 ng, u 788, nomyuwnu miamne6o], ot kouto 71,2% ca ¢ neproj Ha IpocIiieisIBaHe Hail-
Mauko 2 cenmuim cief Jlosa 2 10 narata Ha 3akiitouBaHe Ha JaHHUTE 8 okToMBpH 2021 1. OnieHkara
Ha JaHHUTE 3a O6e3omacHoCT B [IpoyuBane 3 mpoapinkasa.

Haif-gyecTuTe HEXeIaHU peaKIy MMPpH Aela Ha Bb3pacT 5 1o 11 roguau ca 6oika Ha MACTOTO Ha
umkekTupane (>80%), ymopa (>50%), rmaBobosnue (>30%), 3auepBsiBaHe U [IOyBaHE HA MSCTOTO Ha
umkektupane (>20%), muanrus u srpucase (>10%).

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

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

1 no3a Comirnaty 30 ug u o610 22 021 yyacTHUIIM Ha Bb3pacT 16 WK IOBEYE FOJIUHHU Ca MOJYYUIIH
wiane6o (BkirouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT CbOTBETHO B rpyIaTa Ha
BaKCWHATa ¥ rpymara Ha 1iane6o). O6mo 20 519 ygacTaumm Ha Bb3pacT 16 win moBeye TOIUHH ca
nosryamiin 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
U1a11e00-KOHTPOIMPAHUS 3aciIeleH IepUO Ha IIpociesiBaHe [0 NaTUTE Ha pa3ciensiBaHe Ha
yuacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, momyuyunu Comirnaty, u 12 620, momyunnu
wiane0o0) Ha Bb3pacT 16 U moBeye roJUHU ca NpocieIsiBaHu B IPOIBJDKEHUE HA >4 Mecela Clle]
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyurau Comirnaty, u 7 407, monydannu
ianedo) yqacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHULM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 v moBeve roAWHH, TOTYIHIN

2 no3u, ca 6oska Ha MSCTOTO Ha HHXKekTHpane (>80%), ymopa (>60%), rmaBodonue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), nupekcus 1 MogyBaHe HA MSICTOTO HAa HHXEKTUPaHE
(>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 PEaKTOI€HHOCT CE€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca 6w ceporo3ntTuBHE 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
HaOII0JaBaHYs TP 001IaTa MOMYJIAIHs.

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

Ipu ananu3 Ha [IpoyuBane 2, 6a3upaH Ha JaHHUTE 70 JaTaTa Ha 3aKJIIOUBaHE Ha JaHHUTE 13 MapT
2021, 2 260 ronomm (1 131, Bakcurupanu ¢ 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 MPoCjeIeH! B MPOIBbIKCHUE Ha Hali-MaJlIko 2 Mecella clie]l BTopara
no3a Comirnaty. Ouenkara Ha JaHHUTe 3a Oe3zomacHoCT B [IpoyuBane 2 npoabikasa.

Haif-gyecTuTe HE)KeIaHU peaKIMH MPY IOHOIIHN Ha Bb3pacT 12 mo 15 romauHu, MoIyduiau 2 1034, ca
0oka Ha MACTOTO Ha MHXKekTHpane (>90%), ymopa u rnaBodomnue (>70%), Muanrus U BTpucaHe
(>40%), aptpanrus u nupekcus (>20%).

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

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

55 ronunu, 3aBBPIIMWIM TEPBOHAYAHUS 2-1030B Kypce ¢ Comirnaty, ca nmony4uin Oyctep no3a (Tpera
no3a) Comirnaty npubnu3uTeaHo 6 Mecera (auanason 4,8 10 8,0 Mecelia) cien nojayJaBaHe Ha

Ho3za 2.

Haii-yectute HexxeNnaHu peakiyy NP yYaCTHUIIMTE Ha BB3pacT 18 1o 55 ronunum ca Goika Ha
MSICTOTO Ha HHKekTHpane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane 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 110 YECTOTA:

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

Heuectn (>1/1 000 0 <1/100),

Peaxu (>1/10 000 mo <1/1 000),
MHoro peaxku (<1/10 000),
C Hem3BecTHa YecTOTa (OT HATMYHHUTE JaHHHM HE MOJKE JIa Ob/ie HallpaBeHa OIEHKA).

Tabaunma 1:  HexeslaHu peakuuu oT KJIMHUYHHUTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHS OMUT MPH JIMIA HA BB3PACT 5 M MOBeY€e TOHHHU
Cucremo- MHoro YecTn Heuectn Penxn MHoro C HeusBecTHA
opraHeH YecTH (>1/100 xo |(=1/1 000 xo| (=1/10000 peaKu yecToTa (0T
KJ1ac (=1/10) <1/10) <1/100) | mo <1/1000)| (<1/10 000) HAJTHYHHUTE
JaHHHU He
MoOxke 1a 0bae
HATI[paBeHAa
OI[€HKA)
Hapyiienus Jumobane-
Ha KPbBTa U HOmaTus”
muMQHarTa
cucreMa
Hapymienust Peakiuu Anadunakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa qyBCTBU-
TEITHOCT
(Hamp.
00puB,
HIpypUTYC,
ypruKapus’,
aHruoenemM®
Hapymenns Hamanen
Ha aTneTHT
MeTabonn3mMa
Y XpaHEHETO
Ilcuxuunu bescpHue
HapYIICHUS
Hapymenns I'maBoGonme Jletaprus OcTtpa [Tapecresust';
Ha HEpBHATA nepudepHa Xunecte3us
cucTemMa TUIeBa
napanmsa’
Cepreunn Mpuoxkapaut "
HapyIICHUS [epukapaut”
CromarrHo- Huapust” I'anene;
YpPEBHU IToBpbiane”
HapyIIeHUs
Hapymienust Xunep- Epurema
Ha KOXKaTa u XHUIPO3a; MynTudopme”
MOJIKOKHATA Homan
ThKaH HU3M0TsIBA-
HUS
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Cucremo- MHoro YecTn Heuvectn Penxn Mmnoro C HeusBecTHA
OpraHeH 4ecTH (>1/100 xo |(=>1/1 000 no | (=1/10 000 peaxu yecToTa (0T
KJI1ac (=1/10) <1/10) <1/100) | mo <1/1000) (<1/10 000) HAJTUYHHTE
JAHHHU He
MoOKe 1a Obae
HanpaBeHa
OIleHKA)
Hapymenns Aptpanrus; Bonxka B
Ha MYCKYyJIHO- | Muanrus KpalHUK"
CKeJeTHaTa
cucrema u
ChEIUHUTEIIHA
Ta ThKaH
O06um Bonka Ha 3auepBsiBaHe| ACTEHUS; Obmmpen
HapyleHus ¥ | MACTOTO Ha | Ha mActoro | Hepasmo- OTOK Ha
edexTH Ha WH)XEKTH- Ha UHXXEKTU-| JIOXKEHUE; BaKCHHHUpPaHUS
MSICTOTO Ha pase; pane® IIpyputyc KpailHUK';
NpUJIOKEHUE | YMOpa; Ha MSCTOTO OToK Ha
Brpucane; Ha MHXKEK- JULETO™
[upexcuss, THpaHe
Otoxk Ha
MSCTOTO Ha
WH)XEKTH-
pane

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 JJO3H.

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

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

ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha UPHK BakcunaTta

cperry COVID-19. ITosBara Ha nuiieBa mapanmsa e Ha [en 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha

yuactauka) u au 3, 9 u 48 cnen [lo3a 2. Hama cro0mmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa

mapannsa B TpymaTa Ha 1miane0o.

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

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

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

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

(Gurbp Mpe3 NOCTMapKETHHIOBUSI IEPHO.

3. 3auepBsBaHE Ha MSICTOTO HAa HHXKEKTHUPAHE Bb3HUKBA C MO-TOJSIMA YeCTOTa (MHOTO YECTH) MIPU Aela Ha
BB3pacT 5 g0 11 roguxm.

¥ o=

Onrcanve Ha N30paHN HEXKETAHU PEaAKITHH

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

JlBe rosieMu (hapMakoeIuIEMUOJOTHYHY IPOYYBaHUs, TPOBeAcHH B EBpoma OlieHsIBAT [O-BUCOKHUS
PHUCK OT MHOKAPAMT IPHU IOHOIIN U ITO-MJIad MbxKe cliel] Bropara jo3a Comirnaty. EqHo npoy4BaHe
MOKa3Ba, ue 3a MepHoJI OT 7 IHU ciie] BTopaTa 103a uMma okoso 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiHy 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excrosuius. B apyro nmpoyusane 3a epuoz ot 28 mHu ciiel Bropara go3a uMa 0,57 (95%
JIN: 0,39 - 0,75) mombiaHKUTEIHH Ciiydas Ha Muokapaut Ha 10 000 mpu 16 10 24-roAnIIHE IOHOIIH 1
MBKe, B CpaBHEHHUE C XOpa 03 eKCIO3HIINA.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHHN PEAKITHH

Cp0011aBaHETO HA MOI03UPAHU HE)KEIAHH PEaKIMU CIIe]] pa3pellaBaHe 3a yrnorpeda Ha JeKapCTBEHHUs
MPOAYKT € BakHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
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JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATTICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
MOJIO3UPaHa HeXellaHa Peakius uype3 HallMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAITMYCH.

4.9 Ilpeno3upane

WMa Hanmm4yHM JaHHM 32 TIPEI03UpaHe PU 52-Ma YYaCTHUIHU, BKIIFOYCHU B KIIMHUYHOTO U3IUTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pexkaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT MJIM HEXKEIaH! PEaKIIHH.

B cnyuyait Ha ipeo3upaHe ce mpernopbuBa MPOCIe/IBaHe HA KU3HEHUTE (DYHKIIMH U B3MOXKHO
CHUMIITOMATUYHO JICYUCHUC.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 dapmakoaMHAMMYHHU CBOiiCTBa

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

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunmpanara nnpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha TunuaHu
HaHOYACTHILIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B kinetkure
TFOCTONPUEMHHIIH, 34 J1a HACOYM MpexoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH € ABE TOUKOBU MyTallMH B
LEHTpaJHATa YacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIF aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOIOHALIMOHAIHO, PAHAOMH3HPAHO, MIale00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTess mpoyuBane ¢asa 1/2/3 3a ycTraHOBsIBaHE HA J03aTa, CEJACKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(UKACHOCT IIPH YYaCTHUILIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusauusita e crparuduumpana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseue ronuHu, ¢ MUHUMYM 40% OT yJacTHUIIUTE B Ipynarta

>56 roguan. OT MPOYYBAaHETO ca U3KITIOYSHH YYACTHHIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YYaCTHHUILM C MPEIUIIHA KIMHUYHA WIK MUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C BeUe ChIIECTBYBAILO CTAOMIIHO 3a00IsABaHe, ONpeesIeHO KaTo 3a00 s IBaHe, KOETO He
HaJslara 3HauuMa MpoMsiHa B TEPaITUsITa WK XOCITUTAIH3ALUS TTOPaIH BIIOIIABaHe Ha 3200 sIBAHETO
npe3 6-Te CeJAMMIIN MPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHozaeduuuten supyc (HIV), Bupyca na xenatut C (HCV) win Bupyca na xenatut B (HBV).

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

B gacrra (aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 1o 14 noemspu 2020 1.,
npubnmzutento 44 000 yyacTHHIM ca paHAOMHU3UPAHU IOPABHO U TpsOBa Aa nomydat 2 no3u uPHK
BakcuHa cperry COVID-19 unu rmane6o. AHanu3bT 32 €pUKacCHOCT BKITIOYBA YYACTHUIIH, HA KOUTO
BTOpAaTa BaKCHHALM € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu crnex mppBara BakcuHaus. [loBeuero
(93,1%) BakcuHHpaHH ca MOJTyYHIH Bropata 103a 19 mo 23 auu cien losa 1. [lnanupano e
y4acTHHUIIMTE Ja ObJaT npocieasBanu 10 24 mecena cnex [lo3a 2 3a oneHka Ha 6e30MacHOCTTa U
epuxacHocrra cpeury COVID-19. B kKMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Jia
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THU Npeau U ciell NPIIOKEHUETO Ha NPOTUBOIPUIIHA
BaKCHHa, 3a Jia moxydaT win mianebo, wim nPHK Bakcuna cperry COVID-19. B xiaumHIYHOTO
NpOy4BaHe OT YUYACTHUIUTE CE € M3UCKBAJIO /1a ChOI0AaBaT HHTEPBAI OT MUHUMYM 60 THU Tpean
WK CJIe KaTo ca UM OWJIM MPHUJIOKEHU KPBBHH MPOAYKTH/IPOAYKTH OT KPbBHA IIJIa3Ma WK
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UMYHOTTIOOYJIMHY B paMKHTE Ha BPEMETO JIO 3aBhPIIBaHE Ha MPOYYBAHETO, 32 J]a MOTYYaT HITH
mrane6o, win u”PHK Bakcuna cpermry COVID-19.

[omynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHHIIN Ha
BB3pacT 12 n moBeyue roaunu (18 242 B rpymnara Ha ”PHK Bakcunata cpenry COVID-19 u 18 379 B
rpymnara Ha miane0o), 0e3 naHHu 3a npeauiiHa napexnus cb¢ SARS-CoV-2 no 7 auu cien BTopara
no3a. JlombnauTenso uMa 134 ygacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynata Ha uPHK
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 miane6o).

KbM MOMeHTa Ha MBPBUYHMS aHATIH3 33 €PUKACHOCT YYACTHULIUTE Ca MPOCJICACHH 38 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 mianedo.

Hsima KITMHAYHO 3HAYUMH Pa3iKH B o0IIaTa e()MKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka ¢popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ 1 MM MOBEYE ChITBTCTRAINY 3200 IsIBaHMS, KOUTO
yBeInuYaBaT pucka ot Texka Gopma Ha COVID-19 (aamp. actma, nHznekc Ha TenecHata maca (MTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIepPTOHHMS).

Wndopmanusata 0THOCHO epUKACHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuna 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 epukacuoct (7 1an)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuimH#a nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N =18 198 N2 =18 325
Ciayvan Ciyvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Moarpyna Hadmogenne” (N2") Hadmonenne” (N2") (95% AN)"
Bceuuku yyactHunum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronquuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 IOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0OpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA
Ce WJIM 3aCUJIeHA KallUIMIA, HOBOIOSIBUII C€ MJIM 3aCUJIEH 3ayX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEJIUUEHA
00Jika B MyCKYJIUTE, HOBOIIOSIBHJIA Ce 3ary0ba Ha BKYC MJIM MHPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBPBIIAHE. |
*

B ananm3za ca BKIIFOUEHM y4acTHHUIM 0€3 CEpPOJIOTMYHU U BUPYCOJIOTMYHY JaHHH (TIPEAN 7-MUsl JIEH Clel
NPUIOKEHUE Ha MTOCIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBKa]| Ha Bm3utn 1 n2) u ¢

orpunatenex pesynratr oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAHMpPaHa BU3UTA TIPENn 7-MHUs ICH

caen Joza 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA IpyTIa.




6. nl = Bpoii yuacTHHUIH, OTTOBAPSIIN HAa ONPECIIEHUETO 3a KpaliHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIIM BBB BCSIKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpalfHaTa Touka. BpemeBusT nepro 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus gen cnen J{o3a 2 no xpast Ha eproa Ha HaOIroIeHAE.

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

. JIBycTpaHHUAT nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BakCMHATA € MOy4eH Ha Oa3zaTa Ha MeToa

Ha Clopper u Pearson, KOpUTrupaH cupsaMo BpEMETO Ha Ha6J'I}O,H€HI/Ie. I[I/I HCE € KOpUT'UpaH 3a MHOXKCCTBCHU

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 TPYMHUTE IO MOJ, ETHHYECKA PUHAICKHOCT U YUACTHUIH ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka hopma Ha COVID-19.

W3BbpIeHn ca akTyanu3upaHu aHAIH3H 32 €(PUKaCHOCT MPY HATMYUETO Ha JOMBIHATEHH,

notBspaeHu ciydan Ha COVID-19, narpynanu ce mo BpeMe Ha 3acleNeHOTO 1are00-KOHTPOIUPAHO

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

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

Ta6imua 3:  EduxacHocT Ha BakcuHaTa — 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 ciaen Jo3a 2 — oueHuma
nomyJaanus 3a epukacHocT (7 AHN) M0 BpeMe Ha MJI1aNe60-KOHTPOJIUPAHUS
NEepPUO/ HA MpocJiesiBaHe

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

3abenexka: [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) oBekoroaMHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YJaCTHHIM BBB BCSIKA PUCKOBA IPyIa MO OTHOIICHHUE HA KpaiHaTa To4YKa. BpeMeBHAT eproa 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproja Ha HabJIroieHue.

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

n. JByctpaHHUAT 95%-eH noBepureneH uarepnan (JJ1) 3a epukacHoCT Ha BaKCHHATA € MOTy4YeH Ha Oa3ara Ha
Mmetoxa Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJIIO/ICHIE.

e. BxirouBa NOTBBPAEHU CiIydau NPH yYaCTHUIHM Ha BB3pacT 12 mo 15 rogunu: 0 B rpynara Ha ”PHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha mare6o.

B aktyanmsupanute aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npeseHnysATa Ha mosiea Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyacTHHAIINTE B OI[EHUMATA TOIYJAIH 32 €(PUKACHOCT, CHC UITH
0e3 maHHu 3a npeauiHa nHpeknus cbec SARS-CoV-2.

JIOTIBITHUTEHO AKTYaTM3UPAHNTE aHATN3H 38 e(DUKACHOCT IO TIOATPYIH TMOKa3BaT CXOHH TOYKOBU
OLIEHKH 3a e()MKACHOCT B TPYIHTE TI0 MMOJI, ETHHYECKA MPUHAIICIKHOCT, Teorpad)CKo MOJOKESHUE U TIPH
YYaCTHHIIMTE ChC ChITBTCTBAIIH 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBhP3aHH C BUCOK PHUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka popma na COVID-19
AKTyanu3upaH aHaJli3 Ha BTOPUYHUTE KpailHU TOUKH 32 euKacHOCT mojakpers nomszara ot uPHK
BakcuHara cperry COVID-19. Bakcunara npenorspatsiBa Texka popma nHa COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATA cpelly Texka opma Ha COVID-19 e npencraBena
caMmo 3a YYaCTHUIM Cbc Wi 0e3 npeaniina nHdekuus cb¢c SARS-CoV-2 (Tabnuua 4), T KaTo
opost Ha ciydaute Ha COVID-19 npu yuactaunu 6e3 npeauiina nadeknus 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.

Tabauua 4: EdukacHocT Ha BaKCHHATAa — IbPBA MOsiBa Ha Texkka popma Ha COVID-19 npu
YYACTHMIIU ChC WK 0e3 npeaqumHa uHpeknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpeieJieHUETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe u JekapcTBara (Food
and Drug Administration, FDA)* ciex /lo3a 1 wiu ot 7-mus jaeH ciuen Jloza2 B
nepuojia Ha MPOCIesiBaHe HA IUIANEe00-KOHTPOJHPAHOTO MPOyIBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nl? ni? Eduxacnoct Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnex Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBBpIeHNTE CiTydan ca ONpeaesieH: Ype3 MoIMMepa3Ha BeprKHa peakys ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBUIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA
KaIlTHIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJIyX; BTPHCAHE; HOBOIIOSIBIJIA CE€ TN YBEIHYeHA OONIKa B MYCKYIINTE;
HOBOIIOSIBMJIA c€ 3ary0a Ha BKYC WJIM MUPUC; Bb3NAJICHO I'bPJI0; TUAPHs; TIOBPBILAHE).
* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanmuue Ha Hai-Maiko
1 ot cnexnure:
e  KinHMYHM NPHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsIBaHe (JIMXaTeIHa YecToTa
>30 BOMIIBaHMA B MHHYTA, Chbp/I€YHA YeCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTacH BB3yX Ha MOPCKOTO paBHUIIC UK CHbOTHOIICHUEC HA apTEPUATHOTO MapUHUaJIHO HAJIATAHEC HA
KHCIIOpO/ia KbM (pakiusTa Bauman kuciaopoa <300 mm Hg);
e JluxaTemHa HEJAOCTaTHYHOCT [OIIpe/elIeHa KaTo Hy)X/Ja OT IToJaBaHe Ha KHCIIOPO]] C BUCOK IOTOK,
HEWMHBa3MBHA BEHTHJIAINS, MEXaHIMYHA BEHTHJIAINS WIH eKCTPaKOpIIopaiHa MeMOpaHHa OKCHTCHAIUS
(extracorporeal membrane oxygenation, ECMO)];
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e JlaHHU 32 HIOKOBO ChCTOSIHKE (CUCTONMYHO KpbBHO HaysiraHe < 90 mm Hg, nuacTonn4Ho KpbBHO
Hamsirade < 60 mm Hg winu Hy»/1a oT Ba3onpecopn);

e 3Haumma ocTpa ObOpedHa, YepHOAPOOHA MITM HEBPOJIOTHIHA JHCHYHKITHS,

e [Ipmemane B oTIeneHNE 32 MHTEH3UBHU TPHXK;

o CwMmbpT.

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

n2 = Bpoii Ha yYaCTHUIMTE B PUCK MO OTHOIIICHUE HAa KpaifHATa TOYKA.

B. JIBycTpanHusT noseputenicH uatepsai (M) 3a eprkacHOCTTa Ha BakKCHHATA € TIOJIyYeH Ha 0a3aTa Ha METO/a
Ha Clopper u Pearson, kopurupas cpsiMo BpeMETO Ha HaOITIOICHUE.

r. EdukacHocr, oneHeHa Ha 6a3arta Ha 1suiata HajanuHa (Moaudunupana intent-to-treat) momynanust y4acTHUIIH,
nonyumtu J[o3a 1, 3a ornieHka Ha e()UKACHOCTTA, KOSITO BKITFOYBA BCUUKU PAaHIOMU3UPAHU YUACTHUIIH,
MOJTyYHJIH TTOHE | /1032 OT U3NKUTBaHATA HHTCPBEHIHS.

n.  O6m neprox Ha HabroneHne B xwsian (1 000) HoBekoroanHM 3a JajieHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIIM BBB BCAKA PHCKOBA TPyIa [0 OTHOIICHNE HA KpaliHaTa Touka. BpeMeBUAT mepro] 3a HaTpyIIBaHe
Ha cimyyan Ha COVID-19 e ot Ho3a 1 1o kpast Ha repro/a Ha HaOIIOACHHUE.

e EduxacHocr, orleHeHa Ha 6a3ara Ha olleHHMaTa 3a e(UKacHOCT (Ha 7-Mus JCH) MOy Iamus, KOSTO BKII0OUBA
BCHYKH TOJXOISIIN PAaHIOMUAZHUPAHHN YIACTHUIIH, TIOTyYHIIA BCHIKH JJO3H OT H3IMUTBAHATA HHTCPBCHIIHS,
KaKTO Ca PaHIOMHU3UPAHH B IPEIBAPUTEITHO OMPEACICHUS MPO30pel], 0e3 APYrH ChIIECTBEHH OTKIOHCHHS OT
MPOTOKOJIA, KAKTO € OTPEACIIEHO OT KIMHHIIACTA.

K. OO nepuon Ha HaOmoaeHue B xuwisian (1 000) woBekorouHM 3a JAajieHaTa KpailHa TOYKa MpU BCUYKH
YUYaCTHHUIIM BbB BCSIKA PUCKOBA IPyIIa [0 OTHOIICHUE HA KpaliHaTa Touka. BpeMeBUAT rmepro/1 3a HaTPyIIBaHe
Ha cryyau Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha meprojia Ha HabJroAeHue.

o

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

IIpu ananm3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 roawam 6€3 qaHHU 3a peanITHa
uHbexuus, Hima cinydan npu 1005 yyacTHHUIIM, MONMYyYHUIM BAKCHHATA, M ©Ma 16 ciydast mpu

978 yyactauny, moryuuiy miamne6o. ToukoBara oreHka 3a edukacHocT e 100% (95% nosepuresncH
untepsan 75,3; 100,0). IIpu yyactHHIM cbe WM Oe3 TaHHM 32 npeauinHa nHpekus nma 0 caydas
npu 1119-te yyactHUIM, MOTyunsin BakcuHaTa, ¥ 18 cimydas npu 1110-te yyacTHUIH, TOITyYHIIN
wiane6o. ToBa chilo moka3ea, 4e TOUKOBaTa oueHKa 3a epukacHoct € 100% (95% nosepurenen
naTepBan 78,1; 100,0).

B IpoyuBane 2 € mpoBe/icH aHAIN3 HA TUTPUTE Ha HEYTPAIM3UPAIIUTE aHTUTENA CPEILy
SARS-CoV-2 1 mecen cnen [lo3a 2 nmpu n3bpana Ha cilyyacH NpUHIMII TOATPYTa y4acTHHLN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTUYHM JaHHM 32 MuHasa uH(ekius cb¢ SARS-CoV-2 no 1 mecerr cien
Jlo3a 2, cpaBHsBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ To31M npu
YUYACTHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH TUTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 no 15 rogunu crpsiMo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CrnegoBaTeiaHO € AOCTUIHAT KPUTEPHST 32 HE O-MajKa e(UKacHOCT, KOWTO €
choTHOMmEHue 1,5 , Thil KaTo monHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuIHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

Eduxacnocm u umynocennocm npu deya na év3pacm 5 0o 11 200unu (m.e. na ev3pacm 5 00 noo

12 200unu) — cneo 2 0osu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkIrouBaIio yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
OIpe/IeIIsIHE Ha JJ03aTa Ha BakcuHata U yacT ((a3za 2/3), KosSTo € MHOTOIICHTPOBO, MHOTOHAIIMOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo IUIaredo, 3aciIeneHo 3a
M3CIe0BaTeNs IPOyYBaHe, B KOETO ca BKJIIOUEHH yYacTHUIM Ha Bb3pacT 5 1o 11 ronunu. IloBedero
(94,4%) ot paHIOMH3UpaHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIYYWIH BTOpa A03a 19 1o 23 nuum criex
Joza 1.

JleckpunTUBHUTE pe3ynTaTh 32 ¢(UKACHOCTTA Ha BAKCHHATA TIPH Jiella Ha Bb3pacT 5 1o 11 rogunam 6e3
JlaHHY 3a npenuiHa nHpekius cbe SARS-CoV-2 ca npencraenu B Tadnuna 5. He ca HaOnronaBanu
ciaydan Ha COVID-19 HETO B rpymnaTta Ha BaKCHHATA, HUTO B TpyIlaTa Ha TU1arne0o Mpu YIaCTHHUITH C
JaHHM 3a mpeauiinHa uadpekius cb¢ 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

IIspBa nosiea Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu nena Ha Bs3pact 5 10 11 roqunu 6e3
JAHHHU 32 npeauiHa nHpekus cb¢c SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInanedo
N*=1305 N*=663
Cayuaun Cayuan
n1® n1® E¢ukacroct Ha
Ilepnoa Ha Ilepnox Ha BaKkcuHaTa %
Ha0aoaenne® (n24) Haomoaenne” (N2") (95% AN)
Jlena Ha BB3pact 5 10 3 16 90,7
11 ropuHu 0,322 (1273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBbpCHHUTE CiTyyau ca ONpeesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOTIOSBUIIA CE WM 3acHiIeHa

KaIlTHIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJyX; BTPHCAHE; HOBOIOSIBIJIA CE€ MM YBEIHYeHA OOJIKa B MYCKYIINTE;

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

* B aHanm3a ca BKIIIOYCHH YYaCTHHUIM O€3 TaHHW 3a MuHaia nHpekmus cb¢ SARS-CoV-2 (1.e. oTpunaTentu 3a
anrurena ¢ N-cebp3BaHe [cepyMm]| Ha Busura 1 u neotkpur SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa] Ha
Buzntu 1 u 2), u ¢ orpunarenex pesynratr or NAAT (HazanHa HaTpHUBKa) IPH BCSIKA HETUIAHUPaHa BU3HUTA
npemu 7-mus el cex Jlosa 2.

a. N = bpoil yuacTHUIM B TOCOUEHATA IPyIIa.

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

B. OO nepuox Ha HaOmoxenue B xwiisyan (1 000) yoBekoroanHy 3a JaeHara KpaiHa To4Ka Ipu BCUYKH
Y4YacTHHIM BBB BCSIKA PUCKOBA IPyIa 10 OTHOIIEHHE Ha KpaiHara Touka. BpeMeBUAT epros 3a HaTpynBaHe
Ha ciaydau Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha epuojia Ha HaOJroIcHHE.

r. N2 =Dbpoii Ha yyaCTHULUTE B PUCK 10 OTHOLICHUE HA KpaiiHATa 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/moza
5 10 11 rogunu 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% JIN") (A/H)
Cpenen
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHUTEJIA,
HaMaJIsIBaI]
BHpYCHATA
akTHBHOCT ¢ |1 Mecenn
50%¢ cies 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1; 1296,6) (1045,5; 1257,2) | (0,93; 1,18) )|
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4Ka® (95% JII®) (95% JII®) (95% ") (JUH)
CreneH Ha
CepooTroBop
(%) npu
THTBP HA
HeyTpaJu3u-
pammure
aHTHUTEJIA,
HaMaJIsIBal|
pupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%° Jloza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Crokpamenuns: [ = nosepurenen uarepsain, GMR = cpeano reomerpuyHo chotHOmeHne; GMT = cpenen
reometpudeH TUTHP; LLOQ = mosHa rpaHuIa Ha KomdecTBeHO onpeneisine; NAAT = Tect 3a aMIUTUpUKAITAS
Ha HyKJIenHOBH kKucenuHu; NT50 = TUThp Ha HEyTpaM3upaNIuTe aHTHUTENa, HaMaJIBaIll BUPYCHATa aKTHBHOCT C
50%; SARS-C0OV-2 = TexbK OCTHP PECIUPATOPSH CHHIPOM KOPOHABUPYC 2.

3abenexka: B ananmmza ca BKITIOYEHN YIaCTHUALIN 0€3 CEPOIOTHIHH MM BUPYCOJOTUIHH JTAHHU (TIPH B3eMaHe Ha

KpwB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuuns cb¢ SARS-CoV-2 (T.e. oTpuiaTeHu 3a anTuTena ¢ 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 pesynarar oT NAAT (Ha3zanHa HaTpUBKa) npu

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

COVID-19.

3abenesxka: CepoOTroBOpbT Ce ONpEesst KaTo IIOCTUraHe Ha >4 ITbTH HOBUILIEHNE OT U3XO0IHO HUBO (TIpeau

Jo3a 1). Ako m3mepBaHeTo Ha U3X0aHO HUBO e og LLOQ, pesynraT ot aHanmu3 cirex BakcuHanmara >4 x LLOQ

CE CUmTa 3a CEpPOOTTOBOP.

a. N = bpoii yyaCTHULIM ¢ BaJUIHU U ONIPEAEIEHH PE3YJITaTU OT aHAJIM3a MIPEAN BaKCUHAUMATA U 1 Mecel ciiel
Jo3a 2. Te3u cTOWHOCTH CHIIO TaKa ca 3HAMEHATENH, M3MOI3BaHH MIPH MPOICHTHUTE U3YHUCICHHUS 32
CTeTIeHTa Ha CEPOOTTOBOP.

6. OmnpeneneHo BpeMe 3a B3eMaHe Ha KPbBHU MTPOOU 110 MPOTOKOIL.
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B. GMT u 2-ctpannute 95% JIU ca nzuncinenu upe3 eKCIOHEHIIMOHUPAHE HA CPeHATa JIOTapUTMHUYHA
CTOMHOCT Ha TUTpUTE M choTBeTHUTE JIM (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 u3uncieHn upe3 eKCIIOHSHIIMOHUPAHe Ha CpeHATa Pa3InKa B
JIOTAPUTMUYHHUTE CTOMHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 roxuan MuHyc BB3pacT 16 1o 25 rogunmn) u
crotBeTHUs JIM (Ha 6a3ara Ha pasmpenenenrueTo Ha Student t).

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

e. SARS-CoV-2 NT50 e onpenernen ¢ moMomnira Ha AHann3 Ha MUKpoHeyTpanuzanusita Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3non3pa GryopecieHTeH pernopTep BUPYC, MOIyYeH OT ama
USA WA1/2020, n BupycHaTa HEyTpaju3alLus ce OTYHTa BbB Vero KieThbuHr MoHocnoeBe. NT50 Ha
npoOuTe ce onpeiess KaTo PeHUIPOYHOTO CEPYMHO paspexkaane, npu koeto 50% oT Bupyca ce
HEYTpaJIu3upa.

K. N = Bbpoit yaacTHHIN 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 roguan MuHyC BB3pact 16 1o

25 roauHm).

i. 2-ctpanen /111, 6a3upan Ha MeTona Ha Miettinen n Nurminen 3a pasnukarta B CbOTHOIICHHSTA, H3pa3eHa
KaTo IPOIICHT.

K. ,JIMyHonoru4eH OpumKkuHr', 6a3upaH Ha CTENIEHTA Ha CEPOOTTOBOP, € YCTAaHOBEH, aKO JIOJIHATA IPaHHIIa 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
9 mecena, korato ce cpxpansia npu -90°C no -60°C.

Baxcunara moxke 1a ce nmony4u 3ampaseHa mnpu -90°C no -60°C uau npu -25°C no -15°C. Cren
M0JTyyaBaHe 3aMpa3eHaTa BaKCMHa MOKe Ja ce cbxpaHsaBa wiu npu -90°C no -60°C, nwnu npu 2°C no
8°C.

Koraro ce cpxpansiat 3ampaszenu npu -90°C o -60°C, onakoBkure ¢ 10 ¢gakoHa BakcMHa MOTaT 1a
ce pasmpasat npu 2°C 1o 8°C 3a 4 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa
temrepatypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen gpraxon
10 cenmunu cpxpaHenue u TpaHcnoptupane npu 2°C no 8°C B paMkuTe Ha 9-MeceuHUs CPOK Ha
TOJHOCT.

. Crnen mpemecTBaHe Ha BakcHHaTa 3a cbxpanenue mpu 2°C 1o §°C BbpXy KapTOHEHaTa
OIaKkoBKa Tpsi0Ba /1a ce 3amuile HOBUAT CPOK HA TOJHOCT U BaKCHHATa TPAOBa Jia ce M3I10JI3Ba
WIN J1a C€ U3XBBPIHU ChOOpa3HO TO3U CPOK. [IbpBOHAYANHUAT CPOK Ha TOIHOCT TpsiOBa 1a ce
3a/packa.

. Axo BakcuHara ¢ nonydeHa npu 2°C no 8°C, T TpsoBa na ce cexpansasa mpu 2°C mo 8°C.
CpoKbT Ha TOIHOCT BHPXY KapTOHEHAaTa OIaKOBKa TPsIOBa BeUe /1a € KOPUTHPaH, 3a Aa 0Tpa3saBa
CpOKa Ha TOTHOCT MPH ChbXPAaHEHUE B XJIAAWIHUK, 1 TbPBOHAYAIHUAT CPOK Ha TOAHOCT TPsiOBa
BEYE Ja € 3apacKaH.
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[penu ynotpeda HEOTBOpEHUTE (IIAKOHM MOTAT JIa ce ChXpaHsBar Jio 12 yaca npu TeMIiepaTtypa
mexay 8°C u 30°C.

C pasmpazenute (hIakoHH MOXKeE Jia ce pabOTH B YCIIOBHS Ha CTaifHa CBETJIMHA.

Caen pazmpa3siBaHe BAKCHHATA He TPsI0Ba /1a ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypnu omxkioneHus no 8peme Ha CbXpaHeHue 8 X1aOUTHUK

. JlanHuTe 3a CTAOMITHOCT MTOKA3BaT, Y€ HEOTBOPEHUAT (prakoH e ctabuien a0 10 ceqmunm,
KOTaTO Ce ChXpaHsBa Ipu TeMiepatypa ot -2°C mo 2°C, u B pamkute Ha 10-ceIMUYHHS IEpUOJ
Ha cbxpaHeHue mexay 2°C u 8°C.

o JlanHuTe 3a CTAOMITHOCT MOKA3BaT, ue (JIAKOHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BkmrountenHo g0 12 yaca ciex mbpBOTO POOUBaHE Ha

3aImymankara Ha (JIakoHa.

Tazu uadopmanus e npeaHa3HadeHa J1a YI'bTH MEAUIIMHCKATE CTIIEINAINCTH CaMO B CITy4ail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIIOHEHUE.

Paspenen jekapcTBEH MPOAYKT

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT 10 BpeMe Ha yrnoTpeba 3a 12 waca npu 2°C mo 30°C,
cies| paspekane ¢ Hatpue xyopun 9 mg/ml (0,9%) umkekimoHnen pa3rBop. OT MUKPOOHOIOTHYHA
TJIEIHA TOYKA, OCBEH aKO METOABT Ha pa3pexkAaHe U3KII0UYBa PUCK OT MUKpPOOHAa KOHTAMHHALIHS,
NPOAYKTHT TPsIOBa J1a ce U3MOI3Ba BeHara. AKO He ce M3I0JI3Ba BeHara, BpeMETO U YCJIOBHATA Ha
ChbXpaHEHHE 110 BpeMe Ha yrnoTpeda ca OTTOBOPHOCT Ha MOTPEOHUTEIS.

6.4 ChenmuaJHM ycJI0BHUS HA CbXpaHeHUe

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

Jla ce cpxpaHsiBa B OpUTHHAJIHATA OMAKOBKA, 32 JIa CE MPEeIa3u OT CBETIINHA.

ITo Bpeme Ha chXpaHEHUE CBEIETE 10 MUHUMYM M3JIaraHeTo Ha CTaifHa CBETJIMHA U H30srBaiiTe

n3JilaraHe Ha IIpsKa CJIbHYCBA CBETIIMHA U YJITPAaBUOJICTOBA CBETIIMHA.

3a yCcIoBHATA HA ChXPaHEHHUE CIIeN Pa3MpassiBaHe U pa3pekiaHe Ha JICKAPCTBEHUS MTPOYKT BHKTE
TOo4ka 6.3.

6.5 Buau chbabpKaHue HA ONAKOBKaTAa

1,3 ml KoHIIEHTpAT 3a AUCTIEPCHs B IPO3pavyeH MHOTr01030B (hi1akoH (cTbkio tun 1) 2 ml cbe
3amyIanka (CHHTeTHYHa OpOMOOYTHIIOBA TyMa), C AIyMUHUEBA O0KaTKa M OTUYIBAILO CE OPAHKEBO
TTacTMacoBo Kamnade. Beeku ¢urakon cpappxa 10 qo3u, BukTe Touka 6.6.

Bunose onakosku: 10 duakona mmu 195 diakona

He Bcruky BUAOBE ONAKOBKY MOTAT J1a ObIAT IMyCHATH Ha Ma3apa.

6.6 CrhenuajaHu NMpeIna3Hu MEPKHU NMPH U3XBHPJIsiHE U padoTa

VYkazanus 3a pabora

Comirnaty 10 mukporpama/mo3a TpsiOBa fa ce NPUrOTBH OT MEAMIIHCKHU CHELUAIIMCT, KaToO e
M3M0J13Ba aCENTHYHA TEXHHKA, 32 J1a Ce TapaHTHpa CTEPUIIHOCTTA Ha IPUTOTBEHATa TUCTICPCHUSI.
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MTPOBEPKA HA JJO3ATA COMIRNATY 10 MUKPOTPAMA/TO3A KOHIIEHTPAT 3A
WH)XEKIIMOHHA JMCHEPCHSI (IELIA HA 5 JIO 11 TOJIWHN)

P ad

Opan:xeBo
Kanave

ULUTE BEFOREVS

Date / Time:

[Tposepere manu GIakOHBT € C OPAHKEBO
IUIACTMACOBO Karage.

A0 ()ITaKOHBT € C JIMJIABO IIACTMACOBO
Kamaye, MOJIs, HalpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MIPOITYKTa 3a
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 32 MHKEKIOHHA TUCIICPCHSI.
AXo0 ()ITaKOHBT € ChC CHBO IIIACTMACOBO
Kamaye, MOJIs, HalpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MIPOIYKTa 3a
Comirnaty 30 mukporpama/nosa
WHKCKIIMOHHA JUCTICPCHSL.

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

Ja ce cbxpansiBa
a0 10 cenmunm
npu 2°C g0 8°C

AKO MHOTOJI030BUAT (DJIAKOH C€ ChXpaHsBa
3aMpaseH, TOH TpsOBa Ja ce pa3mpasu
npenu yrnorpeda. 3ampazenure GprakoHu
TpsiOBa J1a ce mpeHecaT B cpefa ¢
temneparypa 2°C no 8°C, 3a na ce
pa3MpazAr; pa3Mpas3siBaHETO Ha e1Ha
omnakoBka ¢ 10 ¢1akoHa MOXKe J1a OTHEME

4 yaca. YBepere ce, ye (hpakoHUTE ca
HAITBJIHO pa3Mpa3eHy Mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE 3a
cexpanenne npu 2°C go 8°C, kopurupaiite
CpOKa Ha TOIHOCT BbPXY KapTOHEHaTa
OIaKOBKa.

HeotBopennte ¢uiakoHu Morar Ja ce
cexpanssar 10 10 cenmuru npu 2°C 1o
8°C B pamkuTe Ha 9-MeCeUHHS CPOK Ha
TOAHOCT.

BB3MoskeH e chIIo aApyr BapuaHT, MpH
KOUTO €IUHUYHHU 3aMpa3eHH (IaKOHH
MOJKe a ce pasmpasar 3a 30 MHHYTH ITPH
temmeparypa a0 30°C.

[Ipenu ynotpeba HEOTBOPEHUSAT (ITAKOH
MOJKe J1a ce chXpaHsiBa 10 12 yaca npu
temneparypa a0 30°C. C pa3mpazennure
(akoHN MOXe 1a ce pabOTH B YCIIOBUS HA
CTailHa CBETJIMHA.
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CMECBAHE ITPEJIU PA3PEJKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A MHPKEKIIMOHHA JIMCIIEPCHS (JEIIA HA 5 JIO 11 TOJIUHN)

J

Buumarteano 10 nbTH

OcraBeTe pa3mMpaseHUAIT GIaKoH Ja
JOCTHUTHE CTaliHa TeMIieparypa u
BHUMATEIHO o 00bpHeTe 10 mbTH npean
pazpexnaane. He pa3kiainaiire.

[penu pa3pexaane pazMpazeHaTa
JICTIEPCHUST MOKE JIa ChABPIKA Ol JI0
noyTH OeNM HEeMpOo3paduHu aMophHH
YaCTHIIH.

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A
WH)XEKIIMOHHA JVCHEPCHS (JIELIA HA 5 JTO 11 TOJAWHMN)

. 1 J

1,3 ml narpuesn xsopua 0,9% HHIKEKIHOHEH
pa3TBop

Pasmpasenara BakcuHa Tps0OBa 1a ce
paspeny B HEWHUS OpUTHHAICH (DJTAKOH C
1,3 ml marpues xmopux 9 mg/ml (0,9%)
WHKEKIIMOHEH Pa3TBOP, KaTo CE M3IO0JI3Ba
uria 21 G, uim no-ThHKa, ¥ aCETUYHA
TEXHHKA.
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e Il3paBHeTe HaNAraHeTO BBB (hIaKoHa
Mpeay Ja W3BaJWTe WIiaTa OT HEro, Karo
u3treryinte 1,3 ml BB3AyX B H3MNpa3HeHaTa
COPUHIIOBKA Ha PaspenuTeIs.

s B
t |
[4
N J {
4 N !
\_ i J —

H3reraere 6yrajioro a0 1,3 ml, 3a na
OTCTPaHHTE Bb31yXa 0T (p1akoHa

e BHuMaTenHo 00bpHETE pa3pescHaTa
nuctiepcus 10 mptr. He paskiarmiaiire.
e Paspenenara BakcuHa Tps0OBa 1a
MpeICTaBIIsIiBa Osu1a 10 oYTH Osta
mucriepcus 0e3 Buaumu yactuiu. He
M3II0JI3BaiiTe pa3peacHaTa BAKCHHA IIpU
=N i HaJIMYUe Ha YaCTUIM WU MPOMSHA B
LIBETA.

QAL

=)

Baumareano 10 nbTH
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ULUTE BEFOREZ

3anuuere CbOTBEeTHHUTE 1aTa U 4ac.
Ja ce u3non3ea B pamkuTe Ha 12 yaca
cjel pa3pexxaaHe.

Ha pa3penenunte dnakonu TpsOBa na Obaat
oTOeNsI3aHN CHOTBETHUTE JaTa U Jac.

Crnen pa3pexaane, chxpanspaiite mpu 2°C
10 30°C u U3moI3BaiiTe B paMKUTE HA

12 gaca.

He 3ampassBaiite nnm paskiamante
paspenenata gucnepcus. Ako e onna
[IOCTaBEeHA B XJIaJMJIHUK, OCTaBETE
paspeneHaTa TUCTIEPCHS J1a TOCTUTHE
cTaliHa TeMIeparypa mpeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A HH)KEKHHMOHHA JUCIIEPCHUSA (AELA

HA 5 JIO 11 TOJJMHM)

0,2 ml paspenena Bakcuna

Cren paspexnane GIakoHBT ChIbPKa
2,6 ml, OT KOUTO MOTAT Ja Ce U3TErIAT

10 mo3u mo 0,2 ml.

Karo u3nomnssare acenTiHyHa TEXHUKA,
MoYKCTETE 3aIynianKaTa Ha (iaakoHa ¢
TaMITOH 32 €HOKpaTHA yIoTpeda, HaroeH
C aHTHUCENTHYEH Pa3TBOP.

Hzreriere 0,2 ml Comirnaty 3a nena Ha
BB3pact 5 o 11 roguam.

TpsabBa na ce U3MONI3BAT CIIPHHIIOBKH
W/WIIN WA C MATBK MBPTHB
(Hew3non3BaeM) 00eM, 3a Jia Ce MU3TETJISAT
10 no3u ot enuH ¢utakoH. KomOuHanusta
OT CIPUHIIOBKA U UTJIa C MATbK MBPTHB
o0eM TpsOBa 1a UMa MBPTHEB 00€M HE T10-
ToJsIM OT 35 MUKPOIIATPA.

AKO ce M3n0a3BaT CTaHJapTHU
CIIPUHIIOBKY U HMIJIH, MOXKeE J1a HIMa
JIOCTaThuCH 00EM 3a M3TETJISTHE Ha JIECET
IIO37 OT €IWH (hIaKOH.

Bcesika moza tpsibsa ma ceasprxka 0,2 mi
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB
(bakoHa BakCHHA HE MOXKE JIa JJOCTaBU
enHa 1sta go3a ot 0,2 ml, u3xpeprere
(hmaxoHa M M3TUIITHIS 00eM
W3xBBpIeTe HeM3Noi3BaHaTa BAKCUHA B
pamkute Ha 12 yaca ciies; pa3pexaaHe.

63




H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3UCKBaHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004

EU/1/20/1528/005

9. JATA HA ITbPBO PA3PEINABAHE/IIOJHOBSBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Jata Ha EpBO pazpemanane: 21 gexkemBpu 2020 T.
[Hata Ha nocienno nonHoBsiane: 03 noemBpu 2021 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MonpoOHa nHoOpMaIUs 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 3AQABJIZKEHUE 3A UBITbJIHEHUE HA MEPKH
CJIEJ -PA3PEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IU

Hme n aapeC HAa MPOU3BOAMTCINTE HA OUOJIOTUYHO aKTI/IBHOTO(I/ITe) BCH_ICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

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

35401 Marburg

I'epmanus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'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 MECKAYHAPOIHO

3HaYCHUE, U 32 J]a Ce OCUTYPH PaHHa JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € O0CKT Ha OrPaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IABAI0 BH3MOKHOCT 3a TIPHEMaHe Ha aHAIN3a 332 KOHTPOJ Ha MapTHINTE,

W3BBPIIEH B perucTprpano(u) MAcTo(ecTa) Ha IMPOU3BO/ICTBO, JIOKATH3UpaHO(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. YCJI0OBUA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JIEKAPCKO MPENNICAHUE.
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o OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

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

B. JPYI'M YCJIIOBUA U N3NCKBAHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJU3MpPaHH T0KJIaau 3a 0e3onacHoct (IIAIB)

M3uckpanusTa 3a nonaBane Ha [IAJIb 3a To3u JJeKapCTBEH MPOAYKT ca MIOCOUYEHHU B CITUCHKA C
pedepentnute natu Ha Epornetickus cbto3 (EURD crmchk), npensuzaes B wi. 1078, ann. 7 ot
Hupexrtusa 2001/83/EO, 1 BbB BCHUKHU CJICABALIM aKTyaJIN3aLIH, ITyOJIMKYBaHH Ha
EBPOTICHCKHUS yeOIopTal 3a JeKapCTBa.

[IpurexatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6sa na nogane nepus [TAZ1b 3a To3u
IPOLYKT B CPOK OT 6 Mecella clle/l pa3pelliaBaHeTo 3a yrnorpeoa.

. YCJI0OBUus NJin OrPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA
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 NIPOCIIEAsBAHE HA JIEKAPCTBEHAaTa 0€3011acHOCT, IIOCOYEHH B
onobpenus [1YP, npeacraen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCHUYKH CJICBAIU O00peHH akTyaau3aiuu Ha [TYP.,

Axrtyanmsupas IIYP tps6Ba na ce mogasa:

° 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO CE€ U3MEHS CHCTEMAaTa 3a YIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
MoJjTyyaBaHe Ha HOBa MH(OPMAITUs, KOATO MOXKE Ja JTOBE/IC 10 3HAUMMU IIPOMEHU B
CHOTHOIICHUETO OJI3a/PUCK, WK CJIE]] IOCTUTAHe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCIIC/ASIBAHE
Ha JIeKapCTBeHaTa 0€30MaCHOCT HWITH CBEXKIaHe Ha PUCKA O MUHUMYM).

.  KOHKPETHO 3ABJI’)KEHUE 3A U3IITBJIHEHUE HA MEPKHU CJIE/]
PA3SPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

Toga e pa3pernieHue 3a ynorpeda moj| yciaosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
ompexaeneHus cpok [IPY TpsOBa 1a U3ITBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a a 3aBbPIIN OXapPaKTEPU3UPAHETO HA AKTUBHOTO BEIIECTBO M KPAWHMS roimm 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan
JTOKJIA]TH:
31 mapr 2021 .
3a nma ce rapaHTHpa IMOCTOSIHHO KadyecTBO Ha mpoaykra, [IPY Tpsaosa na roimm 2021 r.
MPEI0CTaBU AOMIBIHUTEIHA HH(OPMAIIMS 3a 3aCHUIIBAaHE Ha CTPATErHsITa 3a MexnuHHI
KOHTPOJI, BKIIOYUTETHO Cenn()UKANN Ha aKTUBHOTO BEIIECTBO M KPaHUS JOKJIaJIH:
MPOJTYKT. mapt 2021 1.
3a nma ce moTBBpAM epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tpssioBa | nexkemBpu 2023 T.
Jla TIofia]ie OKOHYATEITHHS JJOKJIAJ OT PaHIOMHU3UPAHOTO, IUare0o-
KOHTPOJIMPAHO, 3aciieneHo 3a HabmomaTens npoyusane C4591001.
3a nma ce moTBBpAM epuKacHOCTTa U Oe3omacHocTTa HA Comirnaty, [IPY tps6oa | romum 2024 T.
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Onucanne

Cpok

Ja 10J1a/ie OKOHYATETHHUS JIOKJIA]] OT PAHAOMH3UPAHOTO, IIanedo-
KOHTPOJIMPAHO, 3acieneHo 3a HabmomaTens npoyusane C4591007.
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NPUJIOXEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU 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

KonieHTpaT 3a MHXEKITMOHHA JUCTIEPCHSI
195 mHOTO1030BH (hakoHa

5.

HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJIAHE

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

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

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

WHXCKIIMOHCH pa3TBOpP.

6.

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

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

| 7.

JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha romgaocT 1pu 2°C 10 8°C: .......oeeee.
(Makcumym 1 mecerl. 3aapackaite NpeIUIIHUS CPOK HA TOAHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

CpxpaHeHue:

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

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

10. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

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

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

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

PC
SN
NN
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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

[Homomam BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoOMETaMoIl, TPOMETaMOJIOB
XUAPOXIIOPUJ, 3aXapo3a, BOJA 32 HHKEKIIIH

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekimoHHa aAucnepcus
195 MHOr01030BH (hIaKoHA
10 mHOTO/1030BH (hiTaKOHA

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

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, HCAOCTHIIHO 3a JICIIA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnetnn.
(Makcumym 10 cenmunu. 3aapackaidTe NpeJUIIHAS CPOK HA TOTHOCT.)
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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 gombHUTEIHA HH(GOPMALUS OTHOCHO HAUYMHA HAa ChXPaHEHUE POYeTe
JIMCTOBKATA.

Cren mppBOTO IpOOMBaHE Ha 3alylIajikaTa Ha (iakoHa, aa ce cbxpanssa npu 2°C no 30°C u na ce
M3II0JI3Ba B paMKuTe Ha 12 gaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
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 PASPELHIEHHUETO 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 a30yka.

‘ 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 KOHIEHTpAT 3a HHKCKIHOHHA 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.

CIINCBK HA IOMOIIIHUTE BEIIECTBA

[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 uHpopmarus.

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, HCAOCTBHITHO 3a ACIaA.

| 7.

APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogaoct 1pu 2°C 1o 8°C: .......o.eee.
(Makcumym 10 cenmunu. 3aapackaiiTe NpeJUIIHAS CPOK HA TOIHOCT.)

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CpxpaHeHue:

Ha ce cvxpansa npu 2°C go 8°C crnen nmonmyvasane. la He ce 3amMpassiBa OBTOPHO ClE]
pa3mpassiBaHe.

[la ce cpxpaHsiBa B OpUT'MHAJIHATA OMAKOBKa, 3a Ja C€ MpeANa3u OT CBETIHHA.

Crnen pa3pexaase, cbxpansaBaite BakcuHara npu 2°C 1o 30°C 1 1 u3non3BaiiTe B paMKUTE HA
12 gaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

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

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/004 10 mMHOT01030BH (hi1aKOHA
EU/1/20/1528/005 195 mHoromo30BH (hriakoHa

13. TMAPTHUJAEH HOMEP

ITapT. Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

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

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

JiByn3MepeH OapKoj ¢ BKIIOUCH yHUKAJICH UICHTU(PHUKATOD

80



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

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

ETUKET HA ®JIAKOHA

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

COMIRNATY 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 no3zu ot 10 pg cnen paszpexnane

| 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 (nykiieo3uano MoauuiupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHamepaH (tozinameran)

vTOBI/I JICKApPCTBCH MPOAYKT NOAJIC)KU HA JOMIBJIHUTCIHO Ha6J'HOZ[€HI/Ie. ToBa 1€ MMO3BOJIH 6’Bp3OTO
YCTAaHOBABAHC HA HOBA HH(bOpMaHHH OTHOCHO Oe3omacHOCTTa. MokeTe Aa 1aaeTe CBOA MPUHOC KATO
C’I)OGIHI/ITC BCsKa HEXCEJIaHAa pCaKIUA, KOATO CTC MOJTYUYHUIIN. 3a HauMHa Ha CLOGHIaBaHe Ha HEXCJIaHU
PCaKIMM BUXKTC Kpast Ha TOYKa 4,

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

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

L4 Axo nmaTte HIKaKBU AOI'BJIHUTCIIHUA BBIIPOCH, nonuTaiTe Bamms JICKap, Q)apMaueBT nin
MCIUIMHCKA CeCTpa.

L Axo IMMOJIYYUTC HAKAKBH HCXKCIJIaHU PCaKIIUN, YBEIOMETC Bammus JICKap, (I)apMaHeBT nIn

METUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINH, HEOUCaH! B
Ta3y JIMCTOBKA. BibkTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

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

BBb3M0XHU HEKENaHU PEAKLIUU

Kak na cpxpanssate Comirnaty

ChbabppKaHue Ha ONIAKOBKATa M JOIBIHUTENIHA HH(OPMALIUS

ook wnE

1. Kakso npexacraBiassa Comirnaty u 3a KakBo ce H30JI3Ba

Comirnaty e BakCHHa, KOSTO C€ M3I0JI3Ba 3a npena3sane ot 3adonssane or COVID-19, npuynHeHo
ot Bupyca SARS-CoV-2.

Comirnaty 30 Mukporpama/zo3a KOHIICHTPAT 3a MHKEKIIMOHHA TUCTIEPCHS CE MpUiara Ha Bb3pacTHH U
IOHOIIIY, Ha BB3pacT 12 u nmoBeve roJuHH.

BakcuHara cTaBa mpUuMHa UMYHHATA CUCTeMa (ECTECTBCHHUTE 3alUTHU CHJIM HA OpraHu3Ma) Jia
MPOM3BEKa AaHTUTENIA U KPHBHU KJIETKU CPEILy BUPYCa, KaTO TaKa OCUTYPSIBA 3al[UTa CPEILY
3a0omsiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMYHUTET, TS HE MOXKE JIa TPUYUHA
3aboisiBane or COVID-19.

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

Comirnaty He Tps0Ba 1a ce mpujiara
o aKO CTC aJICPIrUYHU KbM aKTUBHOTO BEIICCTBO WJIN KbM HAKOSA OT OCTAHAJIMUTE CbCTAaBKU HA TOBA
JieKapcTBO (M30pOeHU B TOUKaA 6).

IpenynpesxneHust U Mpeana3sHu MEPKH

I'osoperte ¢ Bamus nexap, hapmaieBT nim MEAUIIMHCKA CECTpa, npeau Aa Bu 0b1e npunoxkeHa
BaKCHHATa:

. aKO HJIKOTa CTE€ UMAJIM TeKKa aJepruyHa PeaKiisl WiTd MPOOIEMH C TUIITAHETO 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 HA BAKCUHUPAHC WX HAKOI'a CTC Ipullafain CJICA MMOCTaBsAHC HaA
MHXKXCKIIUSA C UIjia.

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

6’]))_ICTC BAaKCHMHHPAHU, aKO UMATC JICKO MMOBUIIICHA TEMIICPATYypa UJIU JICKa I/IH(bCKLII/IH Ha
TOPHUTE NUXATCIIHU IbTUILA, KATO HACTUHKA.

o aKo uMmate Ipo0ieM ¢ KPbBOChCUPBAHETO, JIECHO NIOIy4yaBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a Mpe/Ia3BaHe OT I10siBa HA KPbBHU ChCHPELH.
o aKo “Mate oTciabeHa MIMyHHa CUCTeMa Mopaau 3abonaBane, Hanpumep nadexnus ¢ HIV, wim

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATAa Bu cucrema.

CrplriecTByBa HOBHIIEH PUCK OT MHOKAPANT (Bb3MaJIEHUE HAa ChPACUHUS MYCKYIT) U IEPUKAPIUT
(BB3ManeHue Ha BbHIIHATA 0OBUBKA Ha CHPLETO ciiel BakcuHanus ¢ Comirnaty (Bx. Touka 4). Tesu
3a00JIsIBaHMSI MOTAT J1a CE PA3BUAT JI0 HAKOJKO JTHM CJIe] BAKCHHALMATA U IPETUMHO B paMKuTe Ha 14
nuU. Te ca HabMOJaBaHM MMO-YECTO CIIe] BTOpaTa BAKCHHAIMS U TIO-9€CTO MPH IOHOIIN U TO-MJIaJH
MBke MBxe. Crier BakcuHaLus TpsiOBa 1a ObaeTe OMUTETHH 3a IpU3HALY Ha MHOKapIUT U
NepUKapIuT, HAIPUMED 3aayX, ChpLedueHe nin O0oJika B IbpANTE, U TPsIOBa HE3a0aBHO J1a IOTHPCUTE
JIeKapcKa IMOMOII], aKO T€ HACTBIIAT.

KaxTo Bcnuku Bakcuam, Comirnaty MoXxe J1a He 3al{UTH HAIThJIHO BCUYKU BAaKCHHUPAHH U HE €
M3BECTHO KOJIKO JBJITO I11e OBJCTE 3alUTCH(a).

Mosxe na momyuure Tpera no3a Comirnaty. Edukacroctra Ha Comirnaty, gopu cief TpeTa 103a,
MOe J]a € TI0-HUCKa MPH UMYHOKOMIIPOMETHPAaHU Xopa. B Te3u ciydaun TpsOBa 1a MpobDKUTE Ja
crnia3zBare (pU3NYECKUTE NIPEa3Hi MEPKH, 3a Jia ToMorHeTe 3a npepeHnusara Ha COVID-19. Ocsen
ToBa OimM3kKuTe BU KOHTaKkTHU ITMTa TpsiOBa 1a ObAAT BAaKCHHUPAHHU, aKo € noaxoasanio. Oocnaere
MOJIXOIAIINTE WHAWBUAYAITHY MPENopbKy ¢ Bamus nekap.

Jena
Comirnaty He ce pernopb4Ba MpH Jela Ha Bh3pacT 1o 12 roguHw.

JApyru nexkapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamus nexap win GapmaneBT, ako U3I0I3BaTe, HACKOPO CTE W3IOI3BAIN W €
BB3MOXKHO J1a M3II0JI3BATE IPYTH JIEKAPCTBa, WM HACKOpo By e mpuiokeHa HAKakBa Apyra BakCHHA.

BpemMeHHOCT M KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOJKE J1a CTe OpeMeHHa WU IIaHupaTe OpeMEeHHOCT,
MOChBETBalTE ce ¢ Bamms nekap wim dapManesT npeau na Bu O0be npuioxkeHa Ta3yu BaKCHUHA.

Ilo¢upane u pa6oTa ¢ MAIIUHU

Hsikom ot edpekTuTe HAa BAKCHHATA, YIIOMEHATH B TOUKa 4 (BB3MOKHU HEXETaHN pEaKIni) MOTaT
BpPEMEHHO J1a TIOBIUSIAT criocoOHocTTa Bu 3a modupane nnu padota ¢ mammau. M3vakaiite, J0kaTo
Te3u e()eKTH OTIIYMSIT, Mpenn Aa modupare wim Aa paboTHTe C MAITUHM.

Comirnaty cbabp:ka KaJauid M HATPUH
Ta3u BakcHHA ChIBPKA MO-Mayko oT 1 mmol kanwmii (39 mg) Ha 103a, T.€. MOXKE J1a Ce Kaxe, ue

NPaKTUYECKU HE ChIbPrKa KaJIUil.

Ta3u BakcHHA ChIBPKA MO-MaNko oT 1 mmol Hatpuii (23 mg) Ha 1033, T.e. MOXKeE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChIbPKa HATPUH.

3. Kak ce npuiara Comirnaty

Comirnaty ce mpuJiara cief] pazpexaane kato nmkekus ot 0,3 ml B MycKys B ropHaTa yacT Ha
pbKara.
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e Bu 6b1aT HapaBeHH 2 MHXKECKITHH.

IIpenoppuBa ce BTOpaTa 1032 OT ChIllaTa BAKCHHA J]a Ce MPUJIOKHU 3 CEAMUILIM CIIeNl IbpBaTa 1032, 3a
Jla Ce 3aBbPIIY BaKCUHAIIMOHHUAT KypC.

Bycrep no3a (Tpeta mo3a) Comirnaty Moxe J1a ce PUIIOKHU Hail-Manko 6 Mecena cie BropaTa 103a
Ha JINIIa Ha BB3pacT 18 1 moBeve roAnHM.

AKO cTe MIMyHOKOMITPOMETHUPAHH, MOXe Ja NMoJIyduTe Tpera f1o3a Comirnaty Hail-Manko 28 IHU cieq
BTOpAaTa J103a.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBp3aHH ¢ ynorpedara Ha Comirnaty, monuraiite
Bammus nekap, papManeBT WM MEIULIMHCKA CECTpa.

4. Bb3M0KHI HekeTaHU peaKknuu

Kakro Bcnuku Bakcuau, Comirnaty Moke Jia IpeIM3BUKa HEXKENIaHH PEaKIuH, BHIIPEKH Ye HE BCEKH
TU I10JIy4aBa.

MHoro 4ecTH He:KeJIaHH peaKIMU: MOraT Ja 3acerHar noseue ot 1 Ha 10 gy
Ha MCTOTO Ha HHXKEKTUpaHe: 00JIKa, OTOK

ymopa

rj1aBo0oJIne

00JIKa B MYCKYJIUTE

BTpHCaHE

00JIKa B CTaBUTE

TapHsI

MOBHIIICHA TeMIIepaTypa

Hsxou oT Te3u HeXeNaHU peakyy ca MaJIKO [O-4ECTH IpU F0HOWM Ha 12 10 15 roguHu, 0TKOIKOTO
MIPU BB3PACTHHU.

YecTH HexxeJTaHM peaKUMu: Morat Aa 3acersatr 1o 1 Ha 10 npymmnm

° 3auepBsBAHE HA MICTOTO HAa MHXKEKTUPAHE
° rajeHe
) MOBpPBILIaHE

HeuecTn He:kesaHu peakuuM: MoraT aa 3acerHat Ao 1 Ha 100 gymm
yrojieMeH! TUM(HA Bb31H (HaOJF0/1aBa ce T0-4ecTo cies OycTep /103ara)
HepasIoJioKEeHHE

OoJsika B pbKaTa

Oe3chHHE

ChpOeK Ha MACTOTO HAa MH)KEKTHPAaHE

AJICPTUYHU PEAKIMH KaTo 00PUB MK ChPOEK

ycellane 3a c1aboCT WM JIUICA Ha €HePTHUsl/ChHIMBOCT
HaMaJieH aneTuT

NPEKOMEPHO M3IOTSIBAHE

HOIIIHY U3NOTSIBaHHS

Penxu Hesxenanm peakuuu: Morat 1a 3acersat 1o 1 Ha 1 000 gymmn
o BPEMEHHO €THOCTPAHHO YBHCBaHE Ha JIUIIETO
. aJIePTUYHYU PEAKIMH KaTo yPTUKAPHUS WK MTOyBaHEe Ha JIUIETO
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MHOr0 peKd HeKeJIaHu peakuuu: Moxke na 3acersat 1o 1 Ha 10 000 mymm
o BB3MAJICHUE HA ChPJICYHHUS MYCKYJ (MUOKApPIUT) WIK Bh3MAJICHNE HA BHHIITHATA OOBUBKA Ha
ChpreTo (TIEPUKAPIUT), KOSTO MOXKE JIa JAOBEAC JI0 3ayX, ChpIeOUCHE WK 00JIKa B I'bPIUTE

C HeH3BeCTHA 4eCTOTA (OT HATMYHUTE IAaHHU HE MOXKe Jia ObJIc HAallpaBeHa OIICHKA)

o TEXKa aJIEPTUYHA PEAKIIHS

o 0OIIMpPEH OTOK Ha BAKCHHUPAHUS KPaiHUK

o OTOK Ha JIMIETO (MTOAyBaHE Ha JIMIIETO MOXKE Ja Ce TOSBU NPU NAIMECHTH C JIepMajcH (QUIbp)

o KOXHa peakIusi, Mo hpopMaTa Ha YepPBEHH IETHA UIH OOPUB 10 KOXKaTa, KOWTO MOXE Ja
M3IIIekKAA KaTo ,,MUIIICHA" WK ,,0MBOJICKO OKO* C ThMHO YE€pPBEH IICHTHP, OKOJIO KOMTO MMa I10-
CBETJIM YEPBECHH KPBIoBe (epUTeMa MylITH()OpME)

. HEOOM4YaiiHO ycelaHe 1Mo KojkaTa, KaTo M3TPhIIBAHE WK MpaBy4KaHe (apecTesus)

. HaMaJIsBaHe Ha YCENIaHUATa WIIH YyBCTBUTETHOCTTA, 0COOEHO Ha KoyKaTa (XHUITECTE3H)

Cho01uaBaHe HA HeKEJAHU peaKIuu

AKO TToTy4YnTe HIKAKBU HEXKEJIAaH! JICKAaPCTBEHH peaKIny, yBeAoMeTe Bammms nekap, papMareBT win
MEIUITMHCKA cecTpa. ToBa BKIIIOUYBA BCUYKH BH3MOYKHH HEOITMCAHN B Ta3W JUCTOBKA HEXKEIIAHU
peaknuu. MoxeTe ChIIo Aa ChOOIIUTE HEXKETAHN PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a
choOIIaBaHe, mocoueHa B [Ipuioxkenue V, u 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo ¢ HanudeH. Kato
choOIaBaTe HEXKEIIAHA PEAKITUN, MOKETE Ja TafieTe CBOSI MMPHUHOC 3a TOJydaBaHe Ha MTOBEYC
nH(pOpMAIUI OTHOCHO 0€30MMaCHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak 1a cexpansBate Comirnaty
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JICTa.

CJ'ICI[BaH_IaTa I/IH(i)OpMaI_II/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HAa TOAHOCT U pa60TaTa € MMpcAHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICUAJINCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsI3aH BEPXY KAPTOHEHATA ONAaKOBKA H
eTrkera cien ,,['ofaen 10:“. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCIEHHS ACH OT MOCOUCHHS MECEIL.

Ja ce chxpansiBa BbB (hpusep npu -90°C g0 -60°C. B pamkute Ha 9-MeceuHHs CPOK HA TOTHOCT
HEOTBOPEHUTE (DIIaKOHH MOXKE Jla C€ ChXpaHABaT U TpaHcnopTupat npu -25°C no -15°C 3a eaunnueH
Nepuo 10 2 CeIMUIIH, clie]l KOETO MOXeE Jia C€ BbPHAT 00paTHO 3a ChbXpaHEeHHUe Mpu

temreparypa -90°C no -60°C.

I[a CC CbXpaHsBa B OpUT'MHAJIHATA OIIAKOBKaA, 3a Aa CC MPEAINa3u OT CBCTIIMHA.

Koraro ce chxpansBat 3ampasenu npu -90°C no -60°C, onakoBkute ¢be 195 (1akoHa BakcHHaA MOrat
na ce pasmpaszar npu 2°C go 8°C 3a 3 yaca, a eTMHUYHU (IIAKOHM MOTaT J1a ce Pa3MpassT Ipu cTaiiHa
temmepatypa (1o 30°C) 3a 30 MuHyTH.

Tpancghep na 3ampasenu paakonu, Coxpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHHU, KOUTO Ca 3aTBOPEHH C Kalald, Chabpkamm 195 ¢makona,
M3BaJICHN OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHKE TP CBPbXHHCKA Temreparypa (<-60°C),
MOTarT Jla 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, cies KaTo ca U3BaJACHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octaHaT Ha Temrneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Crnen kaTo KyTHUTE C (DJIAKOHU C€ BhPHAT 00pPAaTHO 3a ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE CIE]
eKCTIO3UIHS Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHAT Ha ChXPAaHCHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBJDKEHUE HA Hali-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.
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Tpancghep na sampaszenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

. [IouTkuTe KyTHU ¢ BIaKOHH, KOUTO ca 3aTBOPEHU C Kamaliy, Chabpikamu 195 ¢urakona,
M3BaJICHU OT ChbXpaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar Jga ocTaHaT Ha
Temmeparypa a0 25°C He nmoBeve OT 3 MHUHYTH.

o [nutkuTe KyTHH ¢ HIAKOHU, HA KOUTO KAIAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca W3BaJICHU OT ChbXPAaHEHUE B 3aMPa3CHO ChCTOSHUE
(-25°C mo -15°C), moraT ga ocraHar Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BeAHBXK AaJcH (hJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHM, TOHM TPpsOBa Aa ce
pasMpasu 3a yrorpeoa.

Cren pa3mpassiBaHe BakCHHATa TPsOBa Jla Ce pa3peul U Jla ce M3I0JI3Ba BeaHara. Bee mak maHHHTe 3a
CcTaOMITHOCT B MEPHO/Ia Ha U3MOJI3BaHEe TIOKA3BaT, Ue CIe/ U3BAXKAAaHEe OT (hpu3epa HepaspeaeHaTa
BaKCHHA MOXE Jla ce chXpaHsBa 3a mepuoj 10 1 mecen npu 2°C no 8°C B pamKkuTe Ha 9-MeceqHus
CPOK Ha TOJHOCT. B pamkuTe Ha 1-Meceunns cpok Ha rogHoct mpu 2°C mo 8°C 3a TpaHCIIOpTHpaHE
MOJKe 11a ce u3nmoisBat a0 12 gaca. [Ipean ymorpeba HeoTBOpeHaTa BAKCHHA MOXKE Jla CE ChXPaHsIBa JI0
2 yaca nipu Temmneparypa g0 30°C.

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

Crnen pa3pexxaaHe, CbXpaHsABalTe U TpaHcnopTupaiite BakcuHata npu 2°C no 30°C u s u3noa3BalTe B
pamkuTe Ha 6 yaca. M3xBbpreTe HEM3MOI3BaHATa BAaKCHHA.

Cnen u3BakpaHe oT (1)p1/13epa " pa3pCiKaaHC BbpXY (I)J'IaKOHI/ITe TpH6Ba Ja 6’LI[aT O3HA4YCHH HOBHUTC
JlaTa 1 4acC 3a USXBBPJIAHEC. CJIG,Z[ pa3MpassaBaHC€ BaKCMHATa HE MOXKEC a CC 3aMpas3saBa IIOBTOPHO.

He uznon3Baiite Ta3u BakCHHA, aKo 3a0€JIe)KNUTe BUIMMH YaCTHIIN B Pa3peieHaTa JUCIIEPCHS WITH
MPOMSIHA B 1IBETA.

He HBXB’BpJ’IHﬁTe JICKApCTBATa B KaHAJIU3alWATa UIIN KOHTeﬁHepa 3a JOMAIIIHHU OTIIaAbIIN. Ilonuraiite
Bamms (I)apMaLIeBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC NU3IIOJI3BATC. Tes3n MCPKHU 1€
CIIOMOT'HAT 3a OIla3BaHC Ha OKOJIHAaTa cpeaa.

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

KakBo cbabpaxa Comirnaty
. AxtuBHO BemecTBo: UPHK Bakcuna cpenry COVID-19, napeuena Tosuramepan. Cien
paspexaane GpIaKoHBT chabpka 6 mo3u mo 0,3 ml, Beska ¢ 30 MuUKporpama To3nHaAMepaH.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTr)azane i )orc(xekcan-6,1-1nuumm)ouc(2-XeKCHIIICKaHOAT)
(ALC-0315)
- 2-[(momuetmnenriukoin)-2000]-N,N-murerpagermianeramu (ALC-0159)
- 1,2-nucreapowmi-sn-riumepo-3-pocdoxonma (DSPC)
- XO0JIECTEPOI
- KaJIMEB XJIOPHI
- KanueB auxuaporeHdocdar
- HAaTPHUEB XJIOPUL
- muHaTpueB docdat IuXuapart
- 3axaposa
- BOJIa 33 MHXXEKLNHU
- HaTpHUEB XUAPOKCH] (3a Kopeknwmst Ha pH)
- XJIOPOBOIOPOAHA KUCENHHA (32 Kopekiust Ha pH)

Kak m3raexaa Comirnaty U KaKBO CbAbPiKa OIlaKOBKaTa

88



Bakcunara e 6sma 1o mouts Osta guctepens (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (DJIaKOH €
6 mo3u — mpospaveH daakon (cTekimo Tum |) 2 ml, ¢ ryMeHa 3amyIajika U ¢ alyMHHHAEBa 00KaTKa

OTUYIBAIIO CC JIWJIAaBO IJIACTMACOBO Kamade.

Bun onmakoBka: 195 ¢irakona

IIpurexkaTes Ha pa3pelIeHNETO 32 yHoTpeda

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

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

IIpousBoauTenn

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBBPIKETEC CE C JIOKAJTHUS
MNPEACTABUTCII HA IPUTECIKATECIIS HAa pa3pClIICHUCTO 3a yHOTpeGa:

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

Tel/Tel: +32 (0)2 554 62 11

Bbbarapus

[ aiizep Jrokcemoypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

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

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

89

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



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

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.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

Kvmpog

Pfizer EAAGG A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35775

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 33561 00

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

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

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

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

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

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

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

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

JaTa Ha nocjeano npepasriexiaade Ha aucropkara {MM/I'TTT}

Toga JlekapcTBO € pa3pemnieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Ha4yaBa, 4e 3a JIEKAPCTBOTO CE OUaKBaT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa IIe U3BBPIIBA Mperiie] Ha HoBaTa HHPOPMAaIXS 32 JIEKapCTBOTO TIOHE BEIHBX TOJUIITHO

1 Ta3u JJMCTOBKA CbOTBETHO LIC CC aKTyalIu3upa.

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

URL: www.comirnatyglobal.com



ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o JiekapcTBata http://www.ema.europa.eu.

Tasu nucroBka e HannyHa Ha Bcuuku e3uin Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus 1o
JieKapcTBara.

ITocouenara mo-aA0Jay PIH(l)OpMaIII/lﬂ € MpeaHasHayeHa camMo 3a MEAUIUHCKH CIICEMUAJTUCTH:

[Mpunaraiire Comirnaty ”HTpaMyCKyJIHO CIIEJ pa3pexIaHe Kato mbpBrudeH Kypc ot 2 go3u (0,3 mi
BCSIKA) TIPE3 UHTEPBAJ OT 3 CeIMUITH.

Bycrep no3a (Tpeta mo3a) Comirnaty Moxe J1a ce MPHIIOKHU Hail-MaiKko 6 Mecena cie/ BropaTa 103a
Ha JINIIa Ha BB3pacT 18 1 moBede roANHM.

Ha Texxo HMYHOKOMIIPOMETHPAHU JIMLA MOKE a CC IMPUJIOKH TPETa J03a Haii-majko 28 JHU CJICH
BTOpaTa 103a.

IIpocnenumoct

3a f1a ce moIo0pu MPOCIEAUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Ykazanus 3a padora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIUHCKHU CIICHHUAIINCT, KAaTO CC U3IOJI3Ba ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIHOCTTA Ha IPUT'OTBCHATa JUCTICPCUS.
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ITPOBEPKA HA O3ATA COMIRNATY 30 MUKPOI'PAMA/1IO3A KOHIHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

e [IpoBepere nayiu GIAKOHBT € C JTHIABO
TUTACTMACOBO Karaye.

e AKO ()JIaKOHBT € ChC CHBO ITIACTMACOBO
JInjgaBo Karayue, MOJisl, HalpaBeTe CIpaBKa ¢
Kamaue KpaTKaTa XapaKTepUCTHKA Ha MPOJIyKTa 3a

Comirnaty 30 mukporpama/mnosa
HHKEKI[HOHHA JTUCTICPCHSL.

e AKx0 ()JIaKOHBT € C OPAHXKEBO IIACTMACOBO
Karaue, MOJIsi, HalpaBeTe CIIPaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa 3a

Dete/ Time: Comirnaty 10 mukporpama/mosa

KOHIICHTPAT 338 HHKEKI[HOHHA THCIICPCHS.

DILUTE BEFORE U

PA3MPA3SIBAHE IIPEJU PA3PEKIAHE HA COMIRNATY 30 MUKPOTPAMA/IO3A
KOHIIEHTPAT 3A MH)KEKIIMOHHA JUCHEPCHS (JIULA HA 12 1 TOBEYE
TOJIMHHN)

e  MHOron030BHAT (UIaKOH CE ChbXpaHsIBa

N 3aMpaseH U TpsiOBa Jia ce pa3Mpasu Ipeau

paspexnade. 3ampazeHUTe QIIAKOHN

He nmoBeue oT TpsiOBa J1a ce mpeHecaT B cpefa ¢
2 yaca npu craiina temmepatypa 2°C mo 8°C, 3a ga ce
TemmepaTypa pa3MpasAT; pa3Mpa3sBaHETO Ha eHa
(10 30°C) omakoBKka ckC 195 ¢nakona moxe na
oTHeMe 3 yaca. Bp3MoXkeH e chIo Apyr

BapHaHT, IPU KOWTO 3aMpa3eHuTe QIaKOHU

. 1a ce pasmpasir 3a 30 MUHYTH IIpH
temneparypa g0 30°C 3a HezabaBHa
ynotpe0a.

e HeotBopeHuAT (1akoH MOXKe Jia ce
chXpaHsBa 3a mepuoxa 1o 1 mecery npu 2°C
10 8°C B paMKHUTE Ha 9-MeceuHHsI CPOK Ha
rogHoct. B pamkure Ha 1-MecedHus: Cpok
Ha roxuocT mpu 2°C o 8°C, 3a
TPaHCHOPTUPAHE MOKE J1a C€ U3MOI3BAT A0
12 gaca.

e (OcraBete pa3MpazeHIIT (PIIaKoH Ja
JIOCTUTHE CTaiiHa Temnepatypa. [Ipenu
ynoTpe6a HEOTBOPEHUSAT (DIIAKOH MOXKE J1a
ce chbXpaHsBa JI0 2 yaca IIpu TemIeparypa
1o 30°C. C pa3mpazeHute (IakoOHH MOXKE
Jla ce paboTH B YCJIOBHS Ha CTallHA
CBETJIMHA.

e BraumarenHo oowpreTe ¢urakona 10 meTi
npeau paspexnaane. He pasknamaiire.

e [lIpenu paspexnaHe pa3MpaseHara
JHCIIEPCUS MOJKE J1a ChABpPXKa Oenu 110
noyTH OeNM HENpOo3paduHu aMophHH
YaCTHUIIH.
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PA3PEKIAHE HA COMIRNATY 30 MUKPOI'PAMA/JO3A KOHIIEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HOBEYE I'OJIMHHN)

e PasmMpa3seHaTa BakcHHa TpsOBa jaa ce
paspeny B HEHHUS OpUTHHAICH (DJIAKOH C
1,8 ml marpues xmopux 9 mg/ml (0,9%)
WHXCKITHOHEH Pa3TBOP, KaTO CE M3MOI3Ba
uria 21 G, win no-TbHKa, ¥ acCeNTUYHA
TEXHUKA.

1,8 ml narpues xsopua 0,9%
HHKEKIMOHEH Pa3TBop

e lI3paBHeTe HaNATaHETO BHB (IIaKOHA
MIpeu Ja U3BaauTe Uriliata OT HEero, KaTo
nzreraure 1,8 ml Bb3AyX B M3npa3sHeHaTa
CIIPUHLIOBKA Ha pa3peanuTes.

H3reraere 6yranoro a0 1,8 ml, 3a na
OTCTPAHUTE BBH3AyXa OT (pJIaKOHA.
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e BHuMaTenHo 00BpHETE pa3pescHaTa
nucnepcus 10 metu. He pasknamaiire.

e Paspenenara BakcuHa TpsOBa 1a
TIpEACTABIIsIBA TIOUTH Osiyta Aucepcus 6e3
BUIMMH YacTulM. He mu3mossBalite
paspeaeHaTa BakCUHA MIPU HAJTMYUE HA
YaCTHITU WJIA TIPOMSIHA B IIBETA.

12— c
L,_J

Buumarteano 10 nbTH

e Ha pa3penenute akoHu TpsOBa 1a Obaat
oTOeNsI3aHN CHOTBETHUTE J]aTa U Jac.

e Crnen pa3pexnane, cbxpansBaiite mpu 2°C
10 30°C u M3Moa3BaiiTe B paMKUTE HA
6 yaca, BKIIFOUMTEITHO BPEMETO 3a
TpPaHCIIOPTHPAHE.

e He 3ampa3zsBaiiTe uiu paskialiaire
paspeneHaTa aucriepcus. Axo e ouna
MOCTaBEeHA B XJIAIUITHHUK, OCTABETE
paspeneHaTa TUCTIepCUs J1a JOCTUTHE
CTaliHa TeMIieparypa mpeu yrnorpeoda.

3anumere cbOTBETHUTE JaTa U Yac.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca
cJie/l pa3pexaaHe.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UH KEKIHMOHHA JUCIIEPCUS (IMLA
HA 12 1 ITIOBEYE I'OJAMHHN)

e Cruen pa3pexaane GJIaKOHBT ChIbpPKA
2,25 ml, oT KOMTO MOrarT Jja C€ U3TETIIAT
6 mo3u o 0,3 ml.

e Karo n3non3Bare acenTuyHa TEXHUKA,
MMOYMCTETE 3aIyllajgkaTa Ha (JIaKoHa C
TaMIIOH 3a €JHOKpaTHA yrnoTpeda, HaloeH
C aHTHCEIITHYCH Pa3TBOP.

) e Izrermere 0,3 ml Comirnaty

) TpsiOBa ga ce M3MOM3BAT CIPUHIIOBKHU

4 W/WJIH UTIIH C MaTbK MBPTHB
(Hem3non3BaeM) 00eM, 3a Jia Ce MU3TETJISAT
LIECT I03H OT €AMH (PIaKoH.
KomOuHanusTa OT CIIPUHIIOBKA U UTJIa C
MalIbK MBPTHB 00eM TpsIOBa 1a IMa
MBPTHB 00€M HE TIO-TOJISIM OT

35 MuKponuTpa.

AKO ce M3noa3BaT CTaHJapTHU

0,3 ml paspegena Bakcuna CIIPUHIIOBKY U HMIJIHM, MOXKE JIa HIMa
JIOCTaThueH 00eM 3a M3TETJISTHE Ha MIeCT
IIO37 OT eIrH (hIaKOH.

e Bcska mo3a TpsOBa fa ceappika 0,3 mi
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAIATa BHB
(bakoHa BakCHHA HE MOJKE /1a JOCTaBU
enHa 1suta 1o3a ot 0,3 ml, u3xepiere
(hmakoHa M M3TUIITHIS 00eM

e 3xBBpieTe HEM3ITOI3BaHATA BAKCHHA B
pamKuTe Ha 6 yaca cien pa3pexaaHe.

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

Comirnaty 30 Mukporpama/no3a HHKeKIIMOHHA TUCIIEPCHS
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
CHOOIINTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJyYWId. 3a HauMHA Ha ChOOIIaBaHe Ha HEXEIaHU
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 JIMCTOBKA. MoJKe /1a ce HaJ0XH JIa sl MPOYETETe OTHOBO.

. AKO UMaTe HIKaKBH JIOITBIHUTEIHN BBIIPOCH, TIoNTUTaiTe Barms ekap, papmareBT uiu
MEIUIMHCKA CecTpa.

. AKO ToITyuHTe HIKAaKBU HEXKEJIAaH! peakiv, yBegomMere Bamus nekap, hapmanest wim

MCIUIMHCKA CECTpa. ToBa BKII0OYBA U BCHYKH BB3MOXKHHU HEXKEIIaHU p€aKknnun, HEOIMUCaHU B
Ta3u JUCTOBKa. BrkTe Touka 4.

KakBo cbabp: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

BB3MOXHM HEXETaHU pEeaKIUU

Kak na cpxpansBate Comirnaty

ChbabpkaHre Ha ONAKOBKATa M JOIBIHUTEIIHA HH(POPMALUS

Sk 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/no3a HHXXEKIIMOHHA TUCTIEPCHS Ce MpHjiara Ha Bb3pacTHH U IOHOIIIH, Ha
BBb3pacT 12 u noBeve roJuHU.

Bakcunara craBa mpuunHa UMyHHATa crcTeMa (eCTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) Ja
MPOU3BEKA AHTUTENIA M KPHBHU KIIETKH CPENly BUPYCa, KATO TaKa OCHTYPsIBA 3aIllUTa CPEILy
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3Ja/le IMYHUTET, TS HE MOKE JIa IPUYUHU
3abomasane or COVID-19.

2. Kakso TpsdBa 1a 3Haete, npeau Aa Bu 0b1e npuwioxked Comirnaty

Comirnaty He TpsidBa 1a ce mpuJjiara
o aKo CTE aJIePTUYHH KbM aKTHBHOTO BEIIECTBO WIIM KbM HSIKOSI OT OCTAHAIINTE ChCTABKU HA TOBA
JeKapcTBO (M36pOeHH B TOUKA 6).

IIpenynpesxneHust ¥ MpeanasHu MePKH
I'oBopere ¢ Bamms nekap, ¢papmaneBT Uiy MEAULIMHCKA cecTpa, ipeau aa Bu 0bae npunoxkena
BaKCHHATA!
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o aKO HSKOTa CTe MMAJIH TeXKKa aJlepTUYHa PEaKIys WK MPOOJIEMH ¢ TUIIAHETO CIe]]
WIKEKTHpaHe Ha HAKAKBa JIpyra BaKCUHA WA ciiex kato Bu e 6ma npmioxkena Comirnaty B

MHHAJIOTO.

L axo Bu MNPUTCCHABA NPOLUCCHT HAa BAKCUHUPAHC WX HAKOTr'a CTC IIpUIlafain CJICA MMOCTaBAHC HaA
MHXKXCKIIMA C UI'jia.

L aKoO MMAaTe TEXKKO 3a00J1BaHe HUITU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxete Ja

6’]))1€TC BAaKCHMHHUPAHU, aKO UMATC JICKO MMOBUIIICHA TEMIICpATYypa UJIU JICKa I/IH(I)CKLII/IFI Ha
TOPHUTE NUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate 1po0ieM ¢ KPbBOChCUPBAHETO, JIECHO NOIy4aBaTe CUHUHU MM U3I0JI3BaTe
JIEKapCTBO 3a MPEANa3BaHe OT M0sIBa HA KPbBHU ChCUPELIH.
o aKo “MaTte oTciabeHa MMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nHexnus ¢ HIV, wim

IIPUCM Ha JICKAPCTBO, KaTO KOPTHUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrpliecTByBa HOBUIIEH PUCK OT MHOKAPAUT (Bb3MaJIEHUE Ha ChPACUHUS MYCKYI) U IEPUKAPIUT
(BB3MaJIeHUe Ha BHHINTHATA OOBUBKA Ha ChPIETO cien BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3un
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHU CJIe/l BAKCHHAIUATA U IPEIMMHO B paMKuTe Ha 14
nuu. Te ca HaOMOJaBaHH MO-YECTO Clie] BTOpaTa BaKCHHAIMS U TIO-4€CTO MPH IOHOIIN U TO-MJIaIH
MBke MBke. Cien BakcuHaIus TpsiOBa fqa ObaeTe OJUTEeTHH 32 MPU3HAIM Ha MHOKAPANUT U
MIEPUKAPINT, HATIPUMED 3ayX, ChplieONeHe WK 00JIKa B TbpIUTE, U TPsOBa He3a0aBHO Ja MMOTHPCHUTE
JIeKapcKa IMOMOII], aKO T€ HACTBIIAT.

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

Moske nma moyuure Tpera no3a Comirnaty. E¢ukacroctra Ha Comirnaty, 1opu cies TpeTa 103a,
MO’Ke J1a € TI0-HICKa IIPH UMyHOKOMIIPOMETHPAH! Xopa. B Te3u cirydan TpsiOBa 1a IpOIBIDKHUTE a
crnia3Bare (U3NYECKUTE MPEa3Hi MEPKH, 3a J1a oMorHeTe 3a npepeHnuara Ha COVID-19. Ocsen
ToBa OnM3kKUTe BU KOHTaKTHU ITnIa TPsIOBa 1a ObAAT BAaKCHHUPAHH, aKo € moaxoasanio. Oocraere
NOAXOASAIINTE UHINBUAYAJIHHU MPENOPHKHU ¢ Bamms exap.

Jena
Comirnaty He ce penoph4Ba MpH Jela Ha Bh3pacT o 12 roguHw.

JApyru nexkapcrBa u Comirnaty

Tps6Ba na kaxere Ha Bamus nexap win GapmaneBT, ako U3II0I3BaTe, HACKOPO CTE U3IOI3BAIN HIIH €
BB3MOYKHO J1a M3II0JI3BATE IPYTH JIEKAPCTBa, WM HACKOpo By e mpuiokeHa HAKakBa Apyra BakCHHA.
BpemMeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa Wi KbpMUTE, CMSTaTe, Y€ MOJKe /Ia CTe OpeMeHHa FITH TIaHupaTe OpeMeHHOCT,
MoChBETBalTE ce ¢ Bamms nekap wim dapmanesT npeau 1a Bu 0b1e npusioxkeHa Ta3u BaKCHUHA.
lo¢upane u padoTa ¢ MAIIMHU

Hskou ot edexTuTe Ha BakcHHATa, yIIOMEHATH B TOUKa 4 (BB3MOXXHN HEeXelaH! peakIii) MOTaT
BpPEMEHHO J1a TIOBIUSAT criocoOHocTTa By 3a modupane nnu padota ¢ mammau. M3vakaiite, J0KaTo
Te3u e()eKTH OTIIYMSIT, Mpenun Aa modupare wim ga paboTuTe ¢ MaITUHM.

3. Kak ce npuiiara Comirnaty

Comirnaty ce mpuiara kato nHxekuus oT 0,3 ml B MycKyn B TopHaTa 4acT Ha pbKara.

Ille Bu 6p1aT HanpaBeHW 2 MHXKCKITUH.

IIpenopruBa ce BropaTa 103a OT ChIllaTa BaKCHHA J1a Ce MPHJIOKHU 3 CEAMMIIM CJIE]] TbpBaTa 7034, 3a
Jla Ce 3aBbPIIN BaKCHHAITMOHHUAT KypC.

97



Bycrep no3a (tpera no3a) Comirnaty Moke 11a ce IPHI0KH Hal-MaKo 6 Meceria cliel Bropara 103a
Ha JINIa Ha BB3pacT 18 1 moBeve roAnHM.

AKO cTe IMyHOKOMITPOMETHPAHH, MOXe Ja MOoJIy4uTe TpeTa n1o3a Comirnaty Haii-mManko 28 IHU cieq
BTOpaTa /103a.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBbp3aHH ¢ ynorpedara Ha Comirnaty, monuraiite
Bamms nekap, ¢papManeBT WM MEUIIMHCKA CECTpa.

4, BB3MOXKHU HeKeJIaHU peaknun

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKE J1a NPCAU3BUKA HCIKCIIAHU PCAKIINH, BBIIPECKH Y€ HEC BCCKU
' IoJIy4aBa.

MHoOro 4yecTH HeKeJIAaHM PeaKIMu: MOoraT Jia 3acerHar rmoseye ot 1 Ha 10 gy
Ha MCTOTO Ha HHXXEKTUpaHe: 00JIKa, OTOK

yMopa

riaBo0oJIne

00JKa B MyCKYIJIUTE

BTpHUCaHE

00JKa B CTaBUTE

JapHsI

MOBHIIICHA TeMIIepaTypa

Hsxou oT Te3u HEXENaHU PeaKIiy ca MAJIKO [O-UYeCTH TIpH I0HOIK Ha 12 10 15 roguHu, OTKOIKOTO
MIpH BH3PaCTHHU.

YecTH HexxeJIaHM peaKUMu: Morat Aa 3acersat 1o 1 va 10 nymn

o 3ayepBsBaHE Ha MICTOTO Ha MHXEKTHpaHe
. rajicHe
. MOBPBIIIAHE

HedecTu HeskesaHu peaknmu: Morar Ja 3acersar jo 1 Ha 100 gymm
yroyieMeHu JInM(HU Bb31H (HA0JIF0/1aBa Ce MO-4ecTo cie] OycTep no3aTa)
HEPa3IoJIOKEeHNE

OoJsika B ppKaTa

Oe3cpHHe

ChpOEK Ha MACTOTO HAa MH)KEKTHPaHE

AJICPTUYHU PEAKIMH KaTo 00PUB MK ChPOEK

ycelllane 3a c1aboCT WM JIUICA Ha €HEPTUsl/ChHIMBOCT
HaMaJieH aneTuT

MPEKOMEPHO M3IOTSIBAHE

HOIIIHY U3MOTSIBaHUS

Penku Hesxenanm peakuuu: Morat na 3acersat o 1 Ha 1 000 qymm
. BPEMEHHO €THOCTPAaHHO YBUCBAaHE Ha JINLETO
. QIEPTUYHU PEAKINHU KaToO YPTHUKApHUs HIIH MOJyBaHe Ha JIUIETO

MHoro peaku HexeJIaHU peakuu: Moxe 1a 3acerHar 10 1 za 10 000 gymm
. BB3MAIICHUE HA ChPACYHHS MYCKYT (MHOKApIUT) MU Bh3MAJICHUE HA BhHINHATA OOBHBKA HA

CHpIETO (TIEPUKAPINT), KOETO MOXKE J1a IOBEAE 10 3aayX, ChpleOreHe Win 00IKa B TbPAUTE

C Hen3BecTHA YecTOTa (OT HATMYHHUTE JaHHU HE MOXeE Ja ObJIe HallpaBeHa OIICHKA)
. TEXKKA aJepTrUYHa PeaKIus

98



. OOIIMPEH OTOK Ha BAKCHHUPAHUS KPaiHUK

. OTOK Ha JIMIETO (MMOAyBaHe Ha JIMIIETO MOXKE Ja C€ TMOSBU IPU NAIMEHTH C IepMajicH QUIbp)

° KOXKHA peakiys, 1o ¢opMaTa Ha YepBEHH METHA MK OOpHUB 110 KOKaTa, KOMTO MOXKE Ja
M3TJISK A KaTo ,,MUIIIeHA" WM ,,0MBOJICKO OKO** ¢ THhMHO YEPBEH IICHTHP, OKOJIO0 KOWTO MMa TI0-
CBETJIM YePBECHH KPBIOBE (EpUTeMa MyITH(POpPME)

° HEOOHYaifHO yCelane Mo Koxara, KaTo U3TPhIIBAHE WK MpaByuKaHe (mapecTe3ns)

. HaMaJIsIBAHE Ha YCEIIAHUSATA WK YyBCTBUTEIHOCTTA, OCOOCHO Ha KOKaTa (XHUITECTE3Hs)

Cho01uaBaHe HA HeKEJAHU PeaKIuu

AKO TToTy4YuTe HIKAKBU HEXKEJIAaH! JICKAaPCTBEHH peaKIny, yBeAoMeTe Bamms nekap, papMareBT win
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA BCUYKU BH3MOKHU HEOMMCAHU B Ta3U JUCTOBKA HEXKEIIaHU
peaknuu. Moxere ChIIo Ja ChOOIINTE HEXKETAHN PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a
choOIaBane, mocoyeHa B [Ipuioskenue V, 1 1a BKIIOYUTE TApTUAHUSI HOMEp, aKo ¢ HaaudeH. Kato
choOIIaBaTe HEXKEIIAHA PEAKITUN, MOKETE Ja TafieTe CBOSI MPUHOC 3a TOJydYaBaHe Ha MTOBEYC
nH(pOpMAIUI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak na cexpansiBate Comirnaty
Jla ce cbxpaHsiBa 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 u3non3Batite ToBa JICKApCTBO CJIEA CPpOKa HA TrOAHOCT, oTOeNsI3aH BbPXY KapTOHCHATA OIIAaKOBKa 1
CTHUKCTA CJICA ,,FO,I[GH )_'[OI“. CpOK’LT Ha TOAHOCT OTroBapsd Ha MOCJICAHHNA JCH OT IIOCOYCHUA MCCCII.

[a ce cpxpansa BbB ¢pusep npu -90°C no -60°C 3a 9 mecena.
Jla ce cbxpaHsBa B OpUI'MHAJIHATa ONAaKOBKA, 3a J1a Ce MPea3u OT CBETIINHA.

Baxkcunara moxxe na ce moyuun 3ampasena mpu -90°C no -60°C umu npu -25°C no -15°C. Cnen
noJiyyaBaHe 3aMpa3eHaTa BaKCHHA MOXKE Jia ce cbhxpansBa wim npu -90°C no -60°C, wu nipu 2°C 1o
8°C.

Koraro ce cpxpansBat 3ampaszenu npu -90°C o -60°C, onakoskure ¢ 10 gakoHa BakcuHa MOTraT Ja
ce pasmpassat npu 2°C no 8°C 3a 6 yaca, a eIMHUYHHU (QIIAKOHU MOTAT JIa ChXPaHsABaT IIPH CTaliHA
temmeparypa (o 30°C) 3a 30 MuHyTH.

Crien kaTo BeIHBXK € U3BAJICH OT (Ppu3epa, HEOTBOPEHUAT (DIIAKOH MOXKE Ja CE ChXpaHsBa B
xmaguHuk pu 2°C g0 8°C 3a eauHudeH nepuoa 10 10 ceIMUI B paMKUTE Ha 9-MeCeUHuUs CPOK Ha
TOIHOCT. BppXy KapTOHEHATa OITaKOBKa TPsiOBa /la ce OTOENIeKH HOBaTa J1aTa, 10 KOSATO TPsOBa Ja ce
u3xBBpiH ciief chxpanenne mpu 2°C go 8°C. Cren kaTo BEAHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE
Jla ce 3aMpa3siBa OBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'AaT Ja Ce ChXpaHABaT 10 12 yaca mmpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpazenute GIakoHU MOKeE J1a ce padOTH B YCIOBHSI Ha CTaiiHa CBETIIMHA.
Cren mbpBOTO MPOOMBaHE Ha 3alMylIaiKkara Ha (JIakoHa, CbXpaHsIBalTe U TPAHCIIOPTHUPANTE
BakcuHata npu 2°C 1o 30°C u s n3non3saiite B paMkuTe Ha 12 yaca. 3xBbpieTe HEM3MoA3BaHaTa

BaKCHHAa.

He u3non3paiite Tazun BaKCHHa, akoO 3a0€eNIeKHTE BUJUMHU YaCTUIIU UJIK IPOMSHA B IIBCTA.
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He uzxBbprsiite nekapcTBaTa B KaHAJIU3aIUsATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms ¢papmMarieBT Kak Ja U3XBBPISATE JEKapCcTBaTa, KOUTO Bede He U3Moi3Bare. Te3u Mepku 1ie
CIIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA CPela.

6. Cun)pmalme Ha OIMAaKOBKATa U J1O0II'bJHHUTEIHA I/lH(l)OpMalII/lH

KakBo cbabpika Comirnaty

. Axtusno BemmectBo: MPHK Bakcuna cpenty COVID-19, napedena ToznHamepad. @IakoHBT
ceabpxa 6 no3u no 0,3 ml, Besika ¢ 30 Mukporpama TO3HHAMEPaH.
o Hdpyru cheTaBKu:
- ((4-xunpoxcubyTmT)azaneAnm )orc(xekcaH-6,1-1umm)ouc(2-XeKCHIIIeKaHOaT)
(ALC-0315)

- 2-[(momuermnenrnnkon)-2000]-N,N-nurerpanermnaneramun (ALC-0159)
- 1,2-nucreapowi-sn-riunepo-3-pochoxonmn (DSPC)

- XO0JIECTEPOI

- TPOMETaMOI

- TPOMETaMOJIOB XUAPOXJIOPHT

- 3axapo3a

- BOJIA 32 WHXKEKIIUH

Kaxk m3riexaa Comirnaty 1 KakBo ChIbpKa OIaKOBKaTa

Bakcunata e 6s1a 1o moutu 6sta qucnepeuns (pH: 6,9 — 7,9), noctaBsHa B MHOT0/1030B (hJIaKoH ¢
6 no3u — npo3paueH ¢uakoH (ctbkiio Tut 1) 2 ml, ¢ rymeHa 3amyianka v ¢ aTyMHHAEBA 00KaTKa U
OTUYIIBAIIO CE CHBO IIACTMACOBO Karaue.

Bunose onakosku: 195 ¢nakona nnu 10 daakona
He Bcuyky BHIOBE OMaKOBKH MOTaT Jia ObaT IyCHATH Ha Ma3apa.

IIpuTtexaTes Ha pa3pelIeHHETO 3a ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IMpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

TI'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a gonbiaHMTENHA HHGOPMALUS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKAJTHUS
MpeCTaBUTEN Ha PUTEXKATENS Ha pa3pelieHUeTo 3a yrorpeoda:
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Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

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

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

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

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

island
Icepharma hf
Simi: +354 540 8000

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

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

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

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

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

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

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500

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

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00
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Kbapog United Kingdom (Northern Ireland)

Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited
TnA: +357 22 817690 Tel: +44 (0) 1304 616161
Latvija

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

JaTa Ha nocjeano npepasriexiaade Ha aucropkara {MM/I'TTT}

Toa JiekapcTBO € pa3pemnieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03HayaBa, 4e 3a JIEKAPCTBOTO CE OUAKBAT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa II¢ U3BBPIIBA Mperiie] Ha HoBaTa MHPOPMAIIHS 32 JIEKApCTBOTO TIOHE BEIHBXK T'OJUIITHO

" Ta3u JIMCTOBKA CbOTBETHO LIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a IMOJIYYUTEC JIMCTOBKATA HA PAa3JIMIHU C3ULHU.

URL: www.comirnatyglobal.com

Ho;[p06Ha I/IH(I)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHCfICKaTa arcHuous
o JiekapcTBata http://www.ema.europa.eu.

Ta3zu nucToBka € HannyHa Ha Bcuuku e3unm Ha EC/ENII Ha yeOcaiita Ha EBporelickaTta areHIus mo
JIeKapCcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMaIII/IH € MpeaHasHavYeHa caMo 3a MEAUIMHHCKH CIICEHATUCTH:

[Mpunaraiite Comirnaty ”HTpaMyCKyJIHO KaTo mbpBUueH Kypc ot 2 1o3u (0,3 ml Besika) mpes
UHTEPBAI OT 3 CEMUIIH.

Bycrep no3a (Tpeta mo3a) Comirnaty Moxe Jia ce MPHIIOKHU Hal-MaKko 6 Mecelna cieI BropaTa 103a
Ha JIUIa Ha BB3pacT 18 1 moBeve roAMHM.

Ha Texxo HMYHOKOMIIPOMETHPAHU JIMLA MOKE [a CC IMPUJIOKH TPETa J03a Haii-majko 28 JHU CJICH
BTOpaTa a03a.

IIpocnenumoct

3a fma ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHHUS MPOIYKT TPsiOBa SCHO J1a CE 3amMcBarT.

Yxka3anus 3a padora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIMHCKHU CIICHHUAINCT, KATO CC MU3IIOJI3BA ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIHOCTTA Ha IPUT'OTBCHATa JUCTICPCUS.
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IMPOBEPKA HA IO3ATA COMIRNATY 30 MUKPOTPAMA/1O3A NTH KEKIITMOHHA
JUCIIEPCHUS (IMIIA HA 12 M IOBEYE I'OJIMHN)

e T[IpoBepere nanu GIAKOHBT € ChC CHBO
TTACTMACOBO Karaye.

e Ako q)HaKOH’BT € C InJI1aBO IJIaCTMAaCOBO
CuBo Kamadc, MOJid, HaIIpaBETEC CIIpaBKa C
Kamade KpaTKaTa XapaKTCPUCTUKA Ha ITPOJAYKTa 3a

Comirnaty 30 mukporpama/mnosa
KOHIIEHTPAT 338 MH)KEKIOHHA AUCIICPCHSL.
e AKO (IIaKOHBT € C OpaH)KEBO
00 NOT DILUTE TUIACTMACOBO Karayue, MOJIsi, HalpaBeTe
CIpaBKa C KpaTKara XapaKTepuCcTHUKa Ha
npoaykra 3a Comirnaty
10 mMukporpama/no3a KOHUEHTPAT 3a
WH)KEKIIMOHHA TUCTICPCHSI.

Date / Time:

NPEAN YIIOTPEBA HA COMIRNATY 30 MUKPOTPAMA/103A UTH KEKIITUOHHA
JUCIIEPCHS (JIMIA HA 12 M IOBEYE I'OJIMHN)

e  AKO MHOT0OI030BHUSAT (PJIAKOH ce

B ChXpaHsBa 3aMpa3cH, Toi TpsaOBa 1a ce
pasmpasu npeau ynorpeba. 3ampaseHuTe
(akoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce

Ja ce cbxpansiBa
10 10 cenmunm

npu 2°C 10 8 °C,
N pasMpassT; pa3Mpa3sBaHETO Ha eTHa
KOpUTrupaiite
omakoBka ¢ 10 gmakoHa MOXke 1a OTHEME
CpoKa Ha

6 yaca. YBepere ce, ye (hJ1aKkOHHUTE ca
HaITBJIHO pa3Mpa3eHu Mpean yrmoTpeoda.
WIER S L i e Cuen npeMecTBane Ha (IAKOHUTE 3a
- cpxpanenue npu 2°C no 8°C,
KOpHUTHpalTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OTaKOBKa.

e HeotBopeHnure ¢akoHu Morart zia ce
chxpaunsBar 10 10 cenmunu npu 2°C 1o
8°C B pamKkuTe Ha 9-MECEUHHUS CPOK HA
TOJTHOCT.

e Bb3MOXEH € Apyr BapuaHT, IPU KOWTO
eIMHUYHY 3aMpa3eHn (IIAKOHU MOXKeE J1a
ce pa3Mpasar 3a 30 MUHYTH IIpH
temneparypa no 30°C.

e [Ipenu ynotpe6a HEOTBOPEHUST (I1aKOH
MOXKeE J1a ce ChXpaHsaBa 1o 12 gaca npu
temneparypa a0 30°C. C pasmpaszeHute
¢makoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.

TOTHOCT BBPXY
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e BrumatenHo pazmecere, KaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.

e IlIpenu pazmecBaHe pazMpaseHara
JMCTIEpCUs. MOXKE J1a ChIbprka Oesn 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTUIIH.

e (Cienm pa3MecBaHe BakCHHATa TPSIOBa Ja
TpeacTaBIsiBa Osy1a 10 OUYTH OsiTa
mucniepeus 0e3 BuaumMu yactuuu. He
M3M0JI3BaliTe BAaKCMHATA MIPY HAJIMYUE HA
YacTULM WIN IIPOMSIHA B L[BETA.

Buaumarenno 10 nbTH

MPUTOTBSIHE HA WH] UBUIYAJHU JO3M 0,3 ml COMIRNATY
30 MUKPOTPAMA/JTO3A MH)KEKITMOHHA TUCIEPCHS (JIMLIA HA 12 Y IOBEYE
T'OJINHN)

o Kato n3non3sare acernrruuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa C
TaMIIOH 3a €AHOKpAaTHa yHOTpe6a, HaIto€H
C aHTUCENTUYECH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MOA3BAT CIIPHUHIIOBKH
W/WJIH UTIIN C MaTbK MBPTHB

) (Hew3non3BaeM) 00eM, 3a Jia Ce U3TETIISIT
. 6 no3u ot equH rakon. KomOuHarmsita
4 OT CIIPHHIIOBKA U HMIJIa C MAJTbK MBPTHB
obemM TpsOBa 1a *Ma MBPTHEB 00E€M HE T10-
TOJISIM OT 35 MUKPOJIUTPA.

1 /

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JOCTaThb4eH 00eM 3a M3TErJIsIHE Ha LIeCT
JTO37 OT eIrH (hJIaKOH.

e Bcska no3a tpsoBa aa ceabpika 0,3 mi

0,3 ml BakcuHa BaKCHHa

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BHB
(h1akoHa BakCHMHA HE MOKE J]a TOCTaBH
eaHa 1s1a no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM

e 1I3xBBpieTe HEU3MON3BaHATA BAKCHHA
12 gaca caen mbpBOTO IPOOKMBAHE HA
3aIymankaTta Ha QiakoHa. 3anuiiere
CHOTBETHHUTE JIaTa/dgac BbPXY (PiIakoHa.

H3xBBpIIsiHe
Hewnsnons3BanusT JeKapcTBEH NPOLYKT WIN OTHAIbUYHUTE MAaTEPUaAIU OT HEro TpsioBa J1a ce U3XBBPIIT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMUA.
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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(OpMAaIUs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlys, KosSTo Balero neTe € mojay4duio. 3a HauMHa Ha ChoOIIaBaHe Ha
HEXEJIaHU PeaKIuy BIDKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHUMATEIHO SAJ1aTa JUCTOBKA, peaAu 1a Bu 6b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo THA ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKA. Moske 1a ce HaJ0XkH J1a sl IPOYETETE OTHOBO.

. AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, IonuTainTe Bamms nekap, papmaneBT uin
MEJULMHCKA CecTpa.

. Axko Bamero nete nomyun HIKaKBHY HEXENaHU peakivy, yBeqoMeTe Bamms nekap, papmarieBt

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHUYKU BH3MOXKHU HEXKEIIAHU PEAKITUHU, HEOITNCAH! B
Ta3y JINCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3H JJHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO ce U3I0JI3Ba

KaxBo Tpsi0Ba 1a 3uaere, npeau Comirnaty na 6sae npunoxeH Ha Bamreto nete
Kak ce mpunara Comirnaty

BB3M0XHU HEXKETaHU PEAKLINU

Kak na cpxpansBate Comirnaty

ChbabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HH(OPMALIUS

SoarLNE

1. Kaxkso npeacraBiasgBa Comirnaty u 3a KaKBO ce H3I10JI3Ba

Comirnaty e BakCHHa, KOSATO C€ M3M0JI3Ba 3a npena3sade ot 3adoisBane or COVID-19, npuunHeHo
ot Bupyca SARS-CoV-2.

Comirnaty 10 mukporpama/mno3a KOHIICHTpAT 3a MH)KEKIIMOHHA JIMCIICPCHUs Cce TpHiiara Ha jiela Ha
BB3pact oT 5 1o 11 rogunm.

BakcuHara cTaBa mprUYMHA UMYHHATA CUCTEMa (€CTECTBCHHUTE 3alUTHU CHJIM HA OpraHu3Ma) Ja
MPOU3BEKA AaHTUTENIA U KPHBHU KJICTKU CPEILy BUPYCa, KaTO TaKa OCUTYPSIBA 3alUTa CPEILy
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABpKa BUPYCa, 3a 1a Ch3[a/le IMyHUTET, TOH HE MOXKE J1a TPUUHNHH
3abonsBane or COVID-19 na Bameto gere.

2. Kakso Tpsi6Ba 1a 3Haete, npexu Comirnaty na 0bae npusio:keH Ha Bamero ere

Comirnaty He Tps0Ba 1a ce mpujiara
o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEILIECTBO MJIM KbM HSKOS OT OCTAaHAIIUTE
ChCTaBKH Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA 6).

IIpeanynpesknenusi M npeAnasHu MepKU

I'oBopete ¢ Bamust nexap, papmaneBT Win MEIUIIMHCKA CECTpa, IPEeAN BaKCUHATa 1a Obe
mpuwiokeHa 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 NIPOLECCHT HA BAKCMHUPAHE WJIM HIAKOTa € IIpuIiagajio CJICa IOCTaBAHE Ha
HWHXXCKIUA C UI'J1a.
L aKO0 MMa TEXKKO 3a00JBaHE UIH I/IH(l)eKI_II/I}I C BUCOKa TeMIICpaTtypa. O6aue Bareto JCTC MOXKE

Ja 6’[))16 BAaKCHMHHPAHO, dKO MMa JICKO MOBUIIICHA TCMIICPATypa UIH JICKA I/IH(l)eKLII/IH Ha TOPHHUTC
JAUXAaTCIIHU ITbTUIIA, KaTO HACTHUHKA.

o aKo MMa Mpo0IieM ¢ KPbBOCHhCUPBAHETO, JIECHO MOTy9aBa CHHIUHH WIJIH U3II0JI3BA JIEKAPCTBO 32
Mpe/ina3BaHe OT MOSBa HA KPbBHU CHCHPEIIH.
. aKo MMa oTciiabeHa HMyHHA CHCTeMa Mopaay 3adossiBane, Hanpumep uHdpekiusa ¢ HIV, niu

IMPUCM Ha JICKAPCTBO, KATO KOPTUKOCTCPOU, KOCTO IMOBJIMIBA UMYHHATa CUCTCMaA.

CrlmecTByBa MOBUIIICH PUCK OT MHOKAPIUT (BH3MAICHIE HA CHPACYHUS MYCKYJT) ¥ TIEPUKAPIUAT
(BB3MasIeHre Ha BHHITHATa OOBUBKA HA CHPIIETO ciien BakcuHarws ¢ Comirnaty (Bx. Touka 4). Tesun
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIe]l BAKCUHAIUATA U IPEIMMHO B paMKuTe Ha 14
nmaU. Te ca HaOMoJaBaHM MMO-YECTO CIIE BTOpAaTa BAKCUHAIIMS U TI0-4€CTO IIPH FOHOIIN U TTO-MJIaIH
MBxKe MBKe. Ciel BakCHHAIWA TPsOBa 1a ObAeTe OAUTEITHN 32 MPU3HAIA HA MUOKAPINUT U
MIEPUKAPINT, HATIPUMED 3ayX, ChplieONeHe WK 00JIKa B TbpIUTE, U TPSOBa HE3a0aBHO Ja MOTHPCHUTE
JIeKapcKa MOMOILl, aKO T€ HACTBIIAT.

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

Bamero nere Moxe jia mosyuun Tpera qo3a Comirnaty. TperaTa 103a Bce mak MOXe Jia HE OCUT'YPH
mbiieH umyHuTeT KbM COVID-19 npu nmyHOKOMIIpOoMeTHpanu xopa. B Te3u ciyuaun Tpsa6Ba na
NPOIBIDKUTE J1a cTia3BaTe (PU3NUeCKUTE Mpeana3sHu MEPKH, 3a 1a IOMOTHETE 3a IPEBEHIHATA Ha
COVID-19. Ocgen ToBa 0au3kuTe Bu KOHTaKkTHU Jikia TpsiOBa Jja ObIaT BAKCHHUPAHU, aKO €
nogxonsmo. O6chaeTe MOAXOAAIINTE MHANBUIAYAIHH IIPETIOPBKY ¢ Bamus nekap.

Jena
Comirnaty He ce mpenopbYBa MPH Jielia Ha Bh3pacT Mo 5 TOAWHY.

JApyru nexkapcrBa u Comirnaty

Tps0OBa na kaxxere Ha Bamus nexap win apmaneBT, ako BaieTo nere u3nomassa, HACKOPO €
M3M0JI3BAJIO WM € Bb3MOXKHO 2 U3I0JI3Ba APYTH JIEKApCTBa, WIIM HACKOPO MY € MPUJIOKEHA HAKaKBa
Jpyra BakCHHa.

BpemenHoCcT M KbpMeHe
Axo Barmero nere e 6peMeHHO WK KbPMH, TIOChBETBalTe ce ¢ Bamms nexap win papmarieBt mpenn
Ja My OBbJie IPUIIOKEHA Ta3U BaKCHHA.

lo¢upane u padoTa ¢ MAIIUHU

Hsaxou ot edextnTe Ha BakcHHATa, yrioMeHaTH B Touka 4 (Bp3MOXKHM HE)KENaH! peaKIny) MOTat
BPEMEHHO J1a TIOBJIUSAT CIIOCOOHOCTTA 32 paboTa ¢ MalllMHY WK NpeAlprueMaHne Ha JeMHOCTH KaTo
KapaHe Ha Benocuriea. M3uakaiite, 1okato Te3u eQeKkTH OTIIyMST, per Bhb300OHOBSBAaHE Ha
JIEHOCTUTE, KOUTO U3UCKBAT ITHITHO BHUMAHHE.

3. Kak ce npuiaara Comirnaty

Comirnaty ce mpuJjara ciej] pazpexaane kato urmkekus ot 0,2 ml B MycKyJ B rOpHaTa 4yacT Ha
pbKara.

Ha Bamiero nete mie ObaaT HaNpaBeHU 2 WHKEKIINU.

[penopbuBa ce BTOpaTa 71032 OT ChIllaTa BaKCHHA Ja e MPHIIOKH 3 CEIMUIIM CJIE/l TbpBaTa Jio3a, 3a
Jia ce 3aBBPINN BAKCHHAI[MOHHUAT 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

MHOro peKku He:KeJIaHHu peakuuu: Moxke J1a 3acerHat 1o 1 Ha 10 000 pymwm
. BB3MAJICHUE HA ChPACYHIS MyCKYJ (MUOKap/INT) WIIM Bh3IaJIeHNEe Ha BHHITHATA OOBMBKA Ha
CBHpPIETO (TIepUKAPIUT), KOSTO MOXKE Ja TOBEAC M0 3ayX, ChplicOreHe WiTi 00IKa B ThPAUTE

C HeW3BeCTHA 4eCTOTA (OT HATMYHUTE IAHHU HE MOXKe Jia ObJIc HAallpaBeHa OIICHKA)

° TEXKa aJepruIHa peaKIus

. 0OIIMPEH OTOK HA BAKCHHHUPAHUS KpAaWHUK

. OTOK Ha JIMIETO (TToAyBaHe Ha JIMIIETO MOXKE JIa Ce TI0SBY NP MAIMeHTH C JiepMajieH (GUTbp)

. KO>KHA peakItys, o1 (hpopMaTa Ha YepBEHHM IEeTHA WM OOPHB 10 KOKaTa, KOWTO MOXKeE Ja
M3TIIEKIa KaTo ,,MUITIEHA " WJTH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWTO UMa T10-
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CBETJIM YePBCHU KPBIoBe (epureMa MynTudopme)
o HEoOMYaifHO ycellaHe 1Mo KoKaTa, KaTo M3TPhIIBaHE WK MpaBy4KaHe (mapecTesus)
o HaMaJlsIBaHe Ha YCCUIaHUsITa WM YyBCTBUTEIHOCTTA, OCOOCHO Ha KOXaTta (XUIecTe3us)

Cho01aBaHe HA HeKEeJIAHH PeaAKINA

Ako Barmieto nere mony4n HIKaKBH HEXEJIaHU JIEKAPCTBCHU PEaKInH, yBeqoMmere Barmms nekap,
(hapmarieBT WM MEAMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOXKHHM HEOIMMCAHU B Ta3H JHUCTOBKA
HEXeJTaHu peakinuu. MokeTe ChINo Aa ChoOIMNTE HeXKeTaH! PEaKIIny TUPEKTHO Ype3 HAIlMOHATHATA
cUCTeMa 3a ChoOIIaBane, mocoueHa B [lpmiokenue V, u 1a BKIFOYUTE TAPTUIHUS HOMEP, aKO €
HanudeH. Kato cho0maBaTe HeXKeIaH! PEeaKITuy, MOXKETE /1a JaJAeTe CBOs IMIPUHOC 32 MOTydaBaHe Ha
moBede HHPpOPMAITHI OTHOCHO 0€30ITacCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak 1a cexpansBate Comirnaty

I[a CC CbXpaHsdBa Ha MACTO, HCAOCTHITHO 3a ACHA.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOJAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEUIUHCKY CTICIIHATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIs3aH BEPXY KaPTOHEHATa ONAKOBKA H
eThKeTa cien ,,[ ojeH 10:“. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCJEHHS ACH OT MOCOUCHHS MECEII.

[a ce chxpansiBa BB (hpusep mpu -90°C no -60°C 3a 9 mecera.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 J]a CE MPE/Na3y OT CBETIIMHA.

Bakcunara Moxxe 1a ce nmonyuu 3ampaszeHa mnpu -90°C mo -60°C umu npu -25°C no -15°C. Cren
NoJy4aBaHe 3aMpa3eHaTa BakCHHa MOXKe Ja ce chxpansaBa wiu rnpu -90°C no -60°C, umu npu 2°C no
8°C.

Koraro ce cpxpansBat 3ampaszenu npu -90°C no -60°C, onakoBkure ¢ 10 prnakoHa BakcuHa MOraT aa
ce pasmpasat npu 2°C 1o 8°C 3a 4 yaca, a eTMHUYHHU (JIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa
temmepatypa (1o 30°C) 3a 30 MuHyTH.

Cren kaTo BeIHBXK € U3BaJICH OT (hpu3epa, HEOTBOPEHHAT (DIIAKOH MOXKE Ja C€ ChXpaHsBa B
xmagutHUK Tipu 2°C go 8°C 3a exuHMYeH nepuoa 1o 10 cenMuiy B paMKuTe Ha 9-MeceuHus CpOK Ha
roJHOCT. BbpXy KapTOHEeHAaTa OMakoBKa TPsiOBa Ja ce 0TOEe)KH HOBATa JaTa, 10 KOSATO TPsOBa 1a ce
U3XBBPIH cien cbxpanenue npu 2°C o 8°C. Cnex KaTo BEIHBK € pa3Mpa3eHa, BAKCHHA HE MOXKe Jja
ce 3aMpa3zsiBa IOBTOPHO.

C pa3mpasenuTe QakoHH MOXKE Jla ce pabOTH B YCJIOBHS Ha CTallHa CBETIIMHA.

Crnen pa3pexxaaHe, CbXpaHsABalTe U TpaHcnopTupaiite BakcuHara npu 2°C no 30°C u s u3non3BaiTe B
pamkute Ha 12 yaca. MI3xBbpiieTe HEU3MON3BaHATA BAKCHHA.

He u3non3Baiite Ta3u BakCHHA, aKo 3a0€JIeKNUTe BUIUMH YaCTHIIA B Pa3pelieHaTa AUCIIEPCHS WITH
MPOMSIHA B IIBETA.

He u3xBbprsiiTe ekapcTBaTa B KaHAIW3AMATA WM KOHTEHHEpa 3a foMallHy otnaabuu. [lonuTaiite

Bammus ¢apmaneBT kak ga U3XBBPITE JIEKapCTBATa, KOUTO BeUe HE U3MOI3BaTe. Te3n MEepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.
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6. Cumpmarme Ha OIMIAKOBKATa U JO0II'bJIHHUTEIHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty
. AxtusHo BemecTBo: UPHK Bakcuna cpeury COVID-19, napeuena Tosunamepan. Cnen
paspexnane piaakoHsT chabpika 10 go3u mo 0,2 ml, Beska ¢ 10 Mukporpama To3uHaMepaH.
. 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)
- XO0JIECTEPOI
- TPOMETaMOT
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIa 32 MHXEKLNHU

Kak m3rnexxga Comirnaty 1 KakBo ChABP:KA ONIAKOBKATA

Bakcunara e 6s1a 1o mouts Osita qucnepenst (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hJIaKOH €
10 mo3u — ipo3paden ¢akon (cTekio Tum 1) 2 ml, ¢ rymeHa 3amyIainka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAILO CE OPAHKEBO MIACTMACOBO Kamaye.

Bunore onakosku: 195 dakona nnmm 10 durakona
He Bcuuku BHIOBE ONTAaKOBKU MOTAT Aa OBJIAT ITyCHATH B POAAKOA.

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
MIPEICTABUTEI HA TIPUTEXATENS Ha pa3pelIeHHeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A/N.V. Tel. +370 52 51 4000

Tél/Tel: +32 (0)2 554 62 11
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Bbbarapus

[ aiizep JTrokcemoypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

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

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

EALGoo
Pfizer EAMGG A.E.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

Island
Icepharma hf
Simi: +354 540 8000

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

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

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

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

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

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

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

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

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

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

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161
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Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

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

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NTaHHHU. EBponeiickaTa areHnus mo
JIEKapcTBaTa II¢ U3BHPIINBA Mperiie/ Ha HoBaTa MHPOPMAIIXS 3a JICKApCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOfICTBO, 3a [1a MMOJIYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

IMoapobua nHpOpMAaIHKs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
no nekapcreata http://www.ema.europa.eu.

Tasu nuctoBka e HanuyHa Ha Bcuuku e3un Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus 1o
JI€KapcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMalII/IH € MpeaHasHayeHa camMo 3a MEAUIHHCKHU CIICEHHATUCTH:

[Ipunaraiire Comirnaty HHTpaMyCKYJIHO cliesl pa3pekaane karo kype ot 2 no3u (0,2 ml Bcsika) mpes
MHTEPBAJ OT 3 CeAMUIIH.

Ha Texxo HMYHOKOMIIPOMETHPAHU JIULA MOKE [a CC MPUIIOKHN TPETa J03a Haii-majko 28 JHU CJICH
BTOpaTa a03a.

IIpocnenumoct

3a ma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPsOBa SCHO J1a CE 3amrcBarT.

Yxka3anus 3a padora

Comirnaty 10 mukporpama/mo3a TpsiOBa 1a ce NPUrOTBH OT MEAMIIHCKHU CHCLUAIIMCT, KaToO e
M3M0J13Ba aCeNTHYHA TEXHHKA, 32 J1a CE TapaHTHpa CTEPUIIHOCTTA Ha MPUTOTBEHATA TUCTICPCHUSI.
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MTPOBEPKA HA JIO3ATA COMIRNATY 10 MUKPOTPAMA/TO3A KOHIIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (JIEHA HA 5 IO 11 TOJIWHM)

—

Opan:xeBo
Kanaue

ULUTE BEFOREVS

Date / Time:

ITposepere manu GIakOHBT € C OPAHIKEBO
IUIACTMACOBO Karage.

A0 ()ITaKOHBT € C JTHJIaBO IIACTMACOBO
Kamaye, MOJIs, HalpaBeTe CIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MIPOITYKTa 3a
Comirnaty 30 mukporpama/mosa
KOHLICHTPAT 32 MHKEKIOHHA TUCIICPCHSI.
AXo0 ()ITaKOHBT € ChC CHBO IIIACTMACOBO
Kamaye, MOJIs, HalpaBeTe CIIpaBKa C
KpaTKaTa XapaKTepUCTHKA Ha MIPOIYKTa 3a
Comirnaty 30 mukporpama/nosa
WHKCKIIMOHHA JUCTICPCHSL.

MPEJU YIIOTPEBA HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJIWHM)

Ja ce cbxpansBa
a0 10 cexmunm
npu 2°C g0 8°C

AKO MHOTOJ030BUAT (DJIaKOH C€ ChXpaHsBa
3aMpaseH, TOH TpsOBa Ja ce pa3mpasu
npenu ynorpeda. 3ampaseHute GprakoHu
TpsI0Ba /1a ce IpeHecaT B cperia ¢
temneparypa 2°C no 8°C, 3a na ce
pasMpasaT; pa3Mpas3sBaHETO Ha eIHa
omnakoBka ¢ 10 ¢j1akoHa MOXKe J1a OTHEME

4 qaca. YBepere ce, ue (pIakoHHTE ca
HaITBJIHO pa3MpaseHH Mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE 3a
cexpanenne npu 2°C go 8°C, kopurupaiite
CpOKa Ha T'OHOCT BbPXY KapTOHEHaTa
OIaKOBKa.

HeorBopenute dnakonu morat a ce
cbxpausaBar 10 10 cenmunu npu 2°C o
8°C B paMKuTE Ha 9-MECEUYHHUS CPOK Ha
TOJHOCT.

BB3MoskeH e chIIo aApyr BapuaHT, MpH
KOUTO €qUHUYHHU 3aMpa3eHH (IaKOHH
MOJKeE Ja ce pa3Mpasar 3a 30 MUHYTH IIpH
temmeparypa a0 30°C.

[Mpexn ynotpe6a HEOTBOPEHUSAT (IIaKOH
MOJKe /1a ce ChXpaHsiBa a0 12 yaca npu
temrepatypa a0 30°C. C pa3mpazeHute
(makoHN MOXe 1a ce pabOTH B YCIIOBUS HA
cTaliHa CBETJIMHA.
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CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A MHPKEKIIMOHHA JJMCIIEPCHS (JEIIA HA 5 JIO 11 TOJWHHN)

J

Buumarteano 10 nbTH

OcraBeTe pa3mMpaseHUAIT GIaKoH Ja
JOCTHUTHE CTaliHa TeMIieparypa u
BHUMATEIHO o 00bpHeTe 10 mbTH npean
pazpexnaane. He pa3kiainaiire.

[penu pa3pexaane pazMpazeHaTa
JICTIEPCHUST MOKE JIa ChABPIKA Ol JI0
noyTH OeNM HEeMpOo3paduHu aMophHH
YaCTHIIH.

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A KOHIIEHTPAT 3A
WH)XEKIIMOHHA JVCHEPCHS (JIELIA HA 5 JTO 11 TOJAWHMN)

. 1 J

1,3 ml narpuesn xsopua 0,9% HHIKEKIHOHEH
pa3TBop

Pasmpasenara BakcuHa Tps0OBa 1a ce
paspeny B HEWHUS OpUTHHAICH (DJTAKOH C
1,3 ml marpues xmopux 9 mg/ml (0,9%)
WHKEKIIMOHEH Pa3TBOP, KaTo CE M3IO0JI3Ba
uria 21 G, uim no-ThHKa, ¥ aCETUYHA
TEXHHKA.
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e 3paBHeTe HaiAraHeTOo BBB  (hJIaKOHA
Mpeny Ja W3BaauTe UriaTa OT HEro, KaTo
u3treryinte 1,3 ml BB3AyX B H3Npa3HeHaTa
CIIPUHIIOBKA HA Pa3peIUTEIIS.

s B
t |
[4
N J {
4 N !
\_ i J —

H3reraere 6yrajioro a0 1,3 ml, 3a na
OTCTPaHHTE Bb31yXa 0T (p1akoHa

e BHuMaTenHo 00bpHETE pa3pescHaTa
nuctiepcus 10 mptr. He paskiarmiaiire.
e Paspenenara BakcuHa Tps0OBa 1a
MpeICTaBIIsiBa Osu1a 10 IOYTH Osiia
mucniepcus 0e3 Buaumu yactui. He
M3M0JI3BaiiTe pa3pecHaTa BAKCHHA IIpU
=N i HaJIMYUe Ha YaCTUIM WM MPOMSHA B
LIBETA.

QAL

=)

Baumareano 10 nbTH
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ULUTE BEFOREZ

3anuuere CbOTBEeTHHUTE 1aTa U 4ac.
Ja ce u3non3ea B pamkuTe Ha 12 yaca
cjel pa3pexxaaHe.

Ha pa3penenunte dnakonu TpsOBa na Obaat
oTOeNsI3aHN CHOTBETHUTE JaTa U Jac.

Crnen pa3pexaane, chxpanspaiite mpu 2°C
10 30°C u U3moI3BaiiTe B paMKUTE HA

12 gaca.

He 3ampassBaiite nnm paskiamante
paspenenata gucnepcus. Ako e onna
[IOCTaBEeHA B XJIaJWJIHHUK, OCTaBETE
paspeneHaTa TUCTIEPCHS J1a TOCTUTHE
cTaliHa TeMIeparypa mpeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKP OI'PAMA/IO3A KOHHEHTPAT 3A MTHXKEKIIMOHHA JUCITEPCHUS (IELHA

HA 5 1O 11 TOJJMHM)

0,2 ml paspenena Bakcuna

Cren paspexnane GIakoHBT ChIbPKa
2,6 ml, OT KOUTO MOTAT Ja Ce U3TErIAT

10 mo3u mo 0,2 ml.

Karo u3nomnssare acenTiHyHa TEXHUKA,
MoYKCTETE 3aIynianKaTa Ha (iaakoHa ¢
TaMITOH 32 €HOKpaTHA yIoTpeda, HaroeH
C aHTHUCENTHYEH Pa3TBOP.

Hzreriere 0,2 ml Comirnaty 3a mena Ha
BB3pact 5 o 11 rogwam.

TpsabBa na ce U3MONI3BAT CIIPHHIIOBKH
W/WIIN WA C MATBK MBPTHB
(Hen3non3BaeM) 00eM, 3a Jia Ce U3TETJISAT
10 no3u ot enuH ¢utakoH. KomOuHanusta
OT CIPUHIIOBKA U UTJIa C MATbK MBPTHB
o0eM TpsOBa 1a UMa MBPTHEB 00€M HE T10-
roJsIM OT 35 MUKPOIIATPA.

AKO ce M3n0a3BaT CTaHJapTHU
CIIPUHIIOBKY U HMIJIH, MOXKeE J1a HIMa
JIOCTaThuCH 00EM 3a M3TETJISTHE Ha JIECET
IIO37 OT eIrH (hIaKOH.

Bcesika mosza tpsoBa ma ceaspika 0,2 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB
(h1akoHa BakCHHA HE MOXKE JIa JJOCTaBU
enHa 1suta 1o3a ot 0,2 ml, u3xBepiere
(hmaxkoHa M M3TUITHKIS 00eM
W3xBBpIeTe HEM3MoI3BaHaTa BAKCUHA B
paMkuTe Ha 12 yaca cieq pa3pexxaaHe.
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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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