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flpaKo cbo6ueHue AO  Mep,I1LHHCKHTe cneu,IlanI4cTI1 

COMIRNATY®, iiPHK BKCI1H cpeuy COVID-19 (HyKfleo3i.i,qHo MoAI14n1LHpaHa) 

HoMep Ha pa3peweHlleTo 3a ynoipe6a EU/1/20/1528/OO1 

Ba>HHa flOM$IH Ha CPOK Ha IOAHOCT 3a 

COMIRNATY®, iiPHK BaKCI1Ha cpeu.y COVID-19 (HyKJ1eo3iiHo 

MoL14MLI1paHa) 

V!To3k1 ileKapcTBeH flpO,LyKT OJ1>HH Ha ,EOflbJ1HV1TeJ1HO Ha6JlloeHHe. loBa e 110360/114 

6bp3oTo CTH0B1RBH Ha HOB2 14H40pMaLIfr®1 OTHOCHO 6e3onacHocr1a. OT MML14HCF<k1T 

cneuiaiiiic ce M3k1CK6 a cbo6uaBaT BC5fl( noo314paHa eeiiaa peaHLk111. 

YBA>}(AEML4 MEk1LI4HCRM CflELIj'1AJ1k1CTh, 

bwxMe iic<aiii a Bii HH4opMvipaMe, L1  Ha 04 anpn 2022 1. 6 EBponecK11H Cb103 (EC) 6ewe 

o,o6peH HOB COK Ha 10,EH0CT 3a COMRNATY ®  30 MvKporpaMa/,co3a R0HL46HTPT 3a 

HH)4<KL1k1OHH vcnepca flk1 YCJ1OBk114 Ha CbxpaHeHkle flpll CBpbXHVCRa TeMnepaTypa. 

flpo,yKToBaTa V1HcjopMaLIWR e aTyaiii3vpaHa C H0Bk111 CPOF< Ha r0,!H0CT 3a 33MP3H cjJ1aK0H, 

HTO TOIl e y,qii>eH OT 9 ecea Ha 12 Meceta. YcJ1oBvTa Ha cxpaeve OCTBT H11OMH6HI4 

(-90"C o -60CC). 

B MKHT Ha 12-MeceyHv,1 CPOF( Ha 1OH0CT H0TB0HVT J13KOH14 M0H< a ce CbXHHBT 11 

TPHCflOPTI1PT flk1 -25'C o -15'C 3a eo<paie nepi4o o 2 ce,qMIlLv, ciie,c KOOTO MO)+( a ce 

BbH2T o6paTHo 3a cxpaeiie npIl ienepaypa -90CC o -60'C. 

ToBa 3-Mece4Ho yAbirnaBaHe  Ha C0K Ha 0AH0CT  ce OTHCH 3a 4J1aKOHH, flP0M3BAHH cjleA 

p,aiaTa Ha OAO6PeHI1e  Ha rlpoMHHaTa. 

OCBeH loBa, 3-Mece'-iHoTo II 6-Mece9Horo VAbJDKBH  Ha cpoa Ha OAHOCT  MoraT a  ce 

npll/1arar PBTPOCfl6KTMBHO 3a 4IJ1aKoHIl, flPOI13BHH npepii aaia Ha oo6peHI1e Ha 

npoMaHaTa. 

OnaRoBIlIlTe C OTfl'-1TH cpol( Ha 1OH0CT 6bPXY eTIlKeTa OT ,LeKeM6p11 2021 ,io M2PT 2022 M012T 

,a npO/JbJ1>+<aT a ce k13flOJ138T 6 ecea ciie OTflYTHk1fl cpoR Ha ro/J,HOCT (koeTo OT3B3 

KoM6k1Hk1paHoTo 9- 14 12-veceiHo y/1bJ1>KaBaHe Ha cpoa Ha roRHocT), ao ca 6vnv Cfl33HIl 

o,1o6peHMTe YC11061151 Ha cbxpaHeHl.le npu -90'C ,io -60'C. 



OnaxoBiTe c oneaia cpoH H2 rOHocT 8bX ei<eia OT anpvn 2022 o RM8PH 2022 MO1T 

ja npoii>+<aa ce M3flOJ13BT o 3 MeceLa ciie  oTneaTaHvi COI< Ha rO/HOCT, ao ca 6i.riv 
Cfl3HI1 OO6peHVTe CJ1OBVR Ha C1DXpaHeHHe flH -90CC o -60CC. 

flo-oiiy ca npe/LOCTaBeHfr1 cpooee H3 0H0CT 3a COMIRNATY® 

30 MvKporpaMa/03a ROHLHTT 3a HHX<eHLJk1OHHa /11cnepcvn, 4J1aHoH c llw.naBa -canayRa. 

Oo6peH CPO}< Ha OTne'aTaH CPOK AKTvaJw13I1paH cpoK Ha 

1O.LI,HOCT flP'I Ha f0H0CT 0H0CT 

flOH3BO)CTB0T0 

6 Mecel4a KMBH 2021 3 FOHV 2022 

6 eceia Hyap.i 2022 4 ioii 2022 

6 MeceI.a 4epyapi.i 2022 -) aBrycT 2022 

6 eceia MT 2022 9 CflTMBM 2022a, 6 

6 eceta anpwii 2022 4 io/iii 20228 

6 eceia Ma 2022 4 aBrycr 2022 

9 MeceLa IOHI.I 2022 4 cerrrep&i 2022b 

9 MeceLa iojii.i 2022 4 OKTOMBI1 2022 

9 MeceLa aaryc-r 2022 -3 HOeMBpI1 2022 

9 tvieceLa CenTeMBpI1 2022 3 4KMBH 2022 

9 Meceua OF(ToMBk1 2022 -3 clHyapll 2023 

9 Meceua HOMBI1 2022 -3 4eapyapM 2023 

9 MeceLia eKeMBpI1 2022 9 MdT 2023 
- A,cryaiw,3iipali CPOK Ha rOAHOCT, KOTO KoM6IlHKpa 9- ii 12-eceoro yqb,1x(aeaHe Ha 

cpoa Ha fOHOCT. 
6 - BCJ1e/cTBae Ha B evCTBwe Ha ripoaaia Ha cpoa Ha rO,HOCT OT 6 Ha 

9 MeceLa npe oHToMBpa 2021, ,cBa 33J1k1HHH cpoa a ropHocT MoraT a 6bAaT yp,bil*(eHw 

O CeflTBMBpH 2022. 
- flpMiioa*1Mo 3a napn1a C OTflBHTH CPOR H8 IOPHOCT anpwi 2022, cboTBeTcTBa11 Ha 

9-Mece9eH cpo Ha 1O/HOCT /B pa3ilwlHl'l cpoa Ha rO,n1OCT MoraT a 6baT y,uhJ1MeHH A° 

lojni 2022. 

- flp1J1o>HaMo 3a flapTk1,E2 C oTneYalaH cpo Ha 1OHOCT Maa 2022, CbOTBeTCTBaa Ha 

9-Mece'eH COK Ha roHocT; Ba P311HH cpoi<a Ha ro,HOCT M01T a 6bAaT y,flbJ1)HeHH AO 

aBrycr 2022. 

Ha BCW4R'l JIHOHV CbC CO}( H2 r0,EH0CT anpiii 2023 H CJ1,C,T0B Be'e ae 6be OT3H HOBVRT 

12-Mecet.1eH COR Ha rocHocT. 

Mona, 1MaTe e BC'l'-IKfrl /OflbJ1HI1TJ)HH MaTepla.nhl 3a COMIRNATY, 

KOIITO ca aacera OT Ta3I.1 npoMaHa, I1OH3CTORLLM ce aKTyailv3ltlpaT 

cboTBeTHo. 

AF<o VM3T BbnpoCv, BH+<T nociieaa o,co6peHa npo,yRTOBa MH4opMau.1a aa 

COMIRNATY Ha www.comirnatyglobal.com.  
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flopo6Ha HH4OpMaLJHc3 3a T0311 I1eKapcTBeH npoyicr e npeocaea Ha 

ye6caTa Ha EBponecKaTa areui no iieapciaaia 

http :J/www.ema.europ.eu. 

flOCETETE 
www.comirnatygIoba [corn 

3a noBee 11 H4opMaLwR 

flpll3slB 3a cb06u&aBaHe  Ha He)Ke/1aHI.1 jieapcieii peaii  

C1o6u.aBaHeTo Ha flO,O3MpaHH H)+(/1Hk1 peaKuHv ciie papewaae 3a ynoTpe6a Ha 

npoyi e Ba)+(Ho, ToBa flO3BOJ1B Aa npo,C,b/1H<H Ha6JnoeHMeTo Ha 

CbOTHOWeHI1eTO noil3a/pllcl< 3a npoyii. Or MMUlHCKVT cneuiaimcTM ce 

V3VCFBa a cbo6uaBaT BcRKa fl003MH He+(eJiaHa peaKLJHF 3a T0311 lleKapcTBeH flPOAYRT pea 

H3L4I1OH11H Ck1CTM 3a CbO6uaBaHe B: 

M3nbJ1Ht.1TenHa HL4M8 no iieapciara (MAil) 
yii. MRH rpyeB N2 8, 

1303, rp. CoIiFI, P. Biirapv 

Ten,: +359 2 8903 417; 

ckaKc: +359 2 8903 434 

e-mail: bda@bda.bg  

U 
www.bda.b  (opMyJisp 3a cbo6w,aBaHe Ha He>f(eJ1aHH J1KPCTBHk1 peau*i OT MeJ,HLk1HCHk1 

cneula/1I1cTv) 

Mill 

flpwreaieii Ha papeweiieio 3a ynoTpe6a/flpeAclauMleil Ha flPY 

BioNTech Manufacturing GmbH 

An der Goldgrube 12 

55131 Mainz 

Germany 

medinfo@biontech.de   

www.comirnatyglobal.com   

J1oKaJ1eH npecTaBHTeJ1: 

fla3ep J1Io<ceM6ypr CAPJ1, K)1OH 6b/1rapv 

EBponecKv TbproBcRIi LeHTbp 

6yii. LapwrpacKo woce" 115M, crpaa ,,,", eT. F 

Ten: + 359 2 9704333 

ctaRc: 008001181183 'ijwi + 359 2 9704200 

BGR.ALReporting@ pfizer.com   
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C YBa>+eHve, 

-p Ruben Rizzi 

Vice President Global Regulatory Affairs 

BioNTech Manufacturing GmbH 
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