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MpAKo cbobuieHne A0 MegULMHCKUTE CneLuanmncTu

COMIRNATY®, nPHK BakcuHa cpewy COVID-19 (Hykneo3ngHo moauduumpaHa)
Homep Ha paspelueHueTo 3a ynotpeba EU/1/20/1528/001

Ba)kKHa NpoMAHA Ha CPOKa Ha rO4HOCT 3a
COMIRNATY®, uPHK BakcuHa cpewy COVID-19 (Hykneo3sugHo

moauduumupaHa)

Vv To3u neKapcTBeH NPOAYKT NOANEKM HA AONbAHUTENHO HabaoaeHWe. TOBa Lie No3BOAU
6bP30TO yCTaHOBABAHE HAa HOBA MHPOPMALLMA OTHOCHO 6e3onacHocTTa. OT MegULMHCKUTE
CNeLManmncTi ce M3MCKBA Aa CbobLLaBaT BCAKA NOA03MPAHA HEXKeNaHa peakums.

YBAXKAEMU MEANUNHCKU CNEUUANTUCTI,

Buxme nckanun ga Bu unpopmmnpame, ye Ha 10 centempwm 2021 r. B EBponeiickua cbto3 (EC) bewe
ofo0b6peH HoB CpPOK Ha rogHocT 3a COMIRNATY npu ycnoBuma Ha CbXpaHeHWe Npu CBPbXHMUCKA
Temneparypa.

MpoayKToBata MHGOPMaLMA e aKTyaAn3npaHa c HOBUA CPOK Ha roAHOCT 3a 3ampaseH (GaKoH,
KaTo TOM e yAb/IKeH OT 6 Mmecela Ha 9 mecela. YC/10BUATA Ha CbXpaHEHWe 0CTaBaT HEeNMpPOMEHEHHN
(-90°C no -60°C).

B pamkuTe Ha 9-meceyHMA CPOK Ha rOAHOCT HEOTBOPEHNTE GNAKOHU MOXKE Aa Ce CbXPaHABaT U
TpaHcnopTmpat npu -25°C o -15°C 3a egHOKpaATEH NepPUOA A0 2 CeAMULLA, CNef KOETO MOMXKe Aa ce
BbPHAT 06paTHO 3a cbXxpaHeHue npu TemnepaTypa -90°C go -60°C.

ToBa 3-meceyHo yabaXKaBaHe Ha CPOKa Ha rO4HOCT ce OTHAcA 3a pNaKOHM, NPOM3BEAEHU cnep,
AartaTta Ha ogo6peHune Ha NpomsaHaTa.

OcBeH TOBa, CbLLOTO 3-MeCeYHO yAb/IXKaBaHe Ha CPOKA Ha rOAHOCT MOXKe Aa ce npuaara
peTpocneKkTUBHO 3a ¢paKOHU, Npou3BeaeHU Npeaun aataTta Ha oaobpeHre Ha NpomAHaTa.
OnakoBKMTE C OTNEeYaTaH CPOK Ha roAHOCT BbPXy eTMKeTa oT toHM 2021 ao mapTt 2022 morat ga
nNpoAb/AXKAT Aa ce U3NOoN3BaT 40 3 meceua caes oTnevyaTaHUA CPOK Ha rogHOCT, aKo ca bunu
cnaseHun oaobpeHuTe ycnoBma Ha cbxpaHeHue npu -90°C ao -60°C. Mo-gony ca NpeaocTaBeHn
AKTYa/IN3MpPaHM CPOKOBE Ha ro4HOCT.



OTneyaTaH CPOK Ha rogHOCT AKTYa/In3npaH CPOK Ha roAHOCT
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aexkemspu 2021 mapt 2022
AHyapu 2022 anpwun 2022
deBpyapmn 2022 maw 2022
mapt 2022 toHn 2022

Ha BcMuKkM dnakoHM CbC CPOK HA rogHoCT cnea mapTt 2022 Bede e 6bae 0Tpa3eH HOBUAT
9-meceyeH CPOK Ha rogHocCT.

Monsa, umainte npeasua, 4e BCUYKKU AoNbAHUTENHU maTepuanm 32 COMIRNATY,
KOWTO Ca 3aCerHaTtu OT Ta3n NPOMAHA, MOHACTOALLEM Ce aKTyaausmpar
CbOTBETHO.

AKO MmaTe BbNpocK, BUXKTe nocseaHata o4o06peHa NpoyKTosa MHPopMaL M 3a
COMIRNATY Ha www.comirnatyglobal.com.

MNoapobHa MHOpMaLMA 33 TO3M NEKAPCTBEH NPOAYKT € NPeAoCTaBeHa Ha
yebcaliTa Ha EBponelickaTa areHumMA No AeKkapcTeaTta NOCETETE

http://www.ema.europa.eu. www.comirnatyglobal.com
3a noBeye UHbopmaLma

Mpu3ue 3a cbobLlaBaHE HA HEXKETAaHU IEKAPCTBEHU PeaKLumn

CbobLiaBaHEeTO Ha NOA03MPaAHM HEXKENAHM peakLmmM cnes paspellaBaHe 3a ynotpeba Ha
NIeKapCTBEHUA NPOAYKT € BaxKHO. ToBa N03B0/IABA Aa NPOAbL/IXKM HAabNOAEHMETO Ha
CbOTHOLUEHMETO NOoA3a/PUCK 3a IeKapCTBEeHUA NPoAyKT. OT MeAUUMHCKUTE CNeuuanmcTm ce
M3NCKBa Aa cbobLLaBaT BCAKA NOA03MpPaHa HeXeNaHa peakuma 3a TO3M IeKapCTBEH NPOAYKT Ypes
HaLUMOHa/NHa cMcTeMa 3a CbobLlaBaHe B:

U3nbaHUTEeNHa areHUMA No Aekapcreata (UAN)
yn. JamsaH pyes Ne 8,

1303, rp. Codwms, P. Bbarapus

Ten.: +359 2 8903 417;

dakc: +359 2 8903 434

e-mail: bda@bda.bg

www.bda.bg (Popmynsp 3a cbobuiaBaHe Ha HEXKENaHU IEKAPCTBEHU PeaKLUM OT MeAULNHCKN
cneumnannctm)

nnu
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MpuTtexxaTten Ha pa3pelweHneTo 3a ynotpeba/Mpeacrasuten Ha NPY
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Germany

medinfo@biontech.de

www.comirnatyglobal.com

JlokaneH npeacrasuten:

MNdansep tokcembypr CAPJ1, KnoH bbnarapus
Esponeickm Tbproscku LeHTbp

6yn. Lapurpaacko woce” 115M, crpaga ,, A", eT. F
Ten: + 359 2 9704333

®akc: 008001181183 nam + 359 2 9704200
BGR.AEReporting@pfizer.com

C YBarkeHwue,

[-p Ruben Rizzi
Vice President Global Regulatory Affairs
BioNTech Manufacturing GmbH


mailto:medinfo@biontech.de
http://www.comirnatyglobal.com/
mailto:BGR.AEReporting@pfizer.com

