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Mpako cbobueHne [0 MEGULIMHCKMTE CNELMaNnMCTH

COMIRNATY®, uPHK BakcuHa cpewyy COVID-19 (Hykneo3ugHo moauduumupaHa)
Homep Ha paspeweHueTo 3a ynotpeba EU/1/20/1528/001

BarKHa npomsAHa Ha CPOKa Ha roAHOCT 3a
COMIRNATY®, uPHK BakcuHa cpewy COVID-19 (Hykneo3ngHo

moaudmumpaHa)

vTosu NeKapCTBEH NPOAYKT NOANEKM Ha AONbAHUTENHO HabnoaeHue, ToBa LWe no3sonu
6bp30TO ycTaHoBABaHE Ha HOBa MHbOPMaUMA 0THocHo BesonacHocTTa. OT MEAWLMHCKUTE
CNEeLManncTi ce M3MCKBa Aa CbobLUaBaT BCAKa NOL03MPaHa HeXenaHa peakuma.

YBAXAEMW MEAMLMHCKKX CREUMANKUCTN,

Buxme uckanu na Bu uipopmupame, ye Ha 04 anpun 2022 r. 8 EBponeiickua cbios (EC) bewe
0a0bpeH HOB cpoK Ha rogHocT 3a COMIRNATY® 30 muKporpama/A03a KOHUEHTpaT 33
MHXEKUMOHHa A4MCNEPCHA NPW YCI0BUA Ha CbXpaHeHMWe NMpKU CBPbXHWCKA Temneparypa.

MpoAyKTOBaTa MHHOPMALIMA € aKTYaNU3MPaHa C HOBMA CPOK Ha FOAHOCT 3a 3aMpaseH GpaKoH,

KaTo TOW € YyAbAXKEH 0T 9 meceua Ha 12 meceua. YCNOBMATA Ha CbXpPaHEHUE OCTaBaT HENPOMEHEHU
(-90°C ao -60°C).

B pamkuTe Ha 12-meceyHWA CPOK Ha ro4HOCT HEOTBOPEHWUTE GIaKOHKU MOME A2 Ce CbXPaHABAT 1
TpaHcnoptupat npu -25°C go -15°C 3a egHOKpaTeH nepuoa Ao 2 ceamuum, cnen KOeTo Moxe aa ce
s8bpHaT 06paTHO 3a cbxpaHeHue nNpu Temneparypa -90°C po -60°C.

ToBa 3-mece4HO yabaKasaHe Ha CPOKa Ha FOAHOCT Ce OTHACA 3a GNaKOHW, NPOM3BEAEHH cnes
AaTara Ha ogobpeHue Ha NpoMAHaTa.

OcBeH ToBa, 3-Mece4yHoTo U 6-MeCeyHOTO yAbAMaBaHe Ha CPOKa Ha rOAHOCT MOraT Aa ce
npuAarar peTpocnekTMBHO 3a GNAKOHKW, NPOM3BEAEHHN NpeaM AaTaTa Ha ogobpeHue Ha
npomAHara.

OnaKoBKWTE C OTNeYaTaH CPOK Ha rogHoOCT BbPXY eTuKeTa oT aekemepu 2021 o mapt 2022 morar
A2 NpoAbAKaT Aa ce M3Non3saT A0 6 Meceua chea OTneYyaTaHUA CPOK Ha roaHOCT (KoeTo oTpasasa
KOMBWHWUPaAHOTO 9- 1 12-MecevHo yAbNMKaBaHE Ha CPOKa Ha roAHOCT), ako ca 61MAn cnaseHu
opobpeHuTe yCN0BKUA Ha ChxpaHeHue npu -90°C ao -60°C.



OnakosKuTe C OTNeYaTaH CPoK Ha rOAHOCT BBPXY eTUKeTa oT anpun 2022 po pekemepu 2022 morat
42 NPOABL/MAKAT Aa Ce W3NON3BaT A0 3 MeceLa Ce OTNeYyaTaHuA CPoK Ha roAHOCT, ako ca Buau
cnaseHn ogobpeHnTe YCNOBWA Ha CbXxpaHeHue npu -90°C go -60°C.

Mo-gony ca NpenocTaBeHU akTyanusMpaHuTe CPOKoBe Ha roaHocT 3a COMIRNATY®
30 MUKporpama/po3a KOHUEHTPAT 32 MHKEKLUWOHH2 Aucnepcus, GNakoH C IWNaBa Kanaduka.
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? - AKTyanuampaH ;:puu Ha rofgHOCT, KOWTO namﬁuhhﬁag- 1 12-MeceyHOTO yabAKaBaHe Ha
CPOKa Ha rogHOCT.

6 _ BcneacTeve Ha BbBEMAaHeTO 8 AeHCTBUE Ha NPOMAHATA Ha CPOKa Ha roHOCT OT 6 Ha

9 meceua npes okTomepu 2021, ABa pas/M4HK CPOKa Ha roAHOCT MoraT Aa 6baaT yAbIKeHu
no centemepu 2022.

® - MpUNOKMMO 323 NAPTAA € OTNeYaTaH CPOK Ha rogHOCT anpun 2022, cboTeeTCTBaL Ha
9-mece4yeH CPOK Ha roAHOCT; ABA Pa3/IMYHK CPOKA Ha FOAHOCT MOTaT Aa 6bAAT yAbNKeHM A0
tonu 2022,

" - MpPUAOKMMO 33 NApTMAE € OTNEYaTaH CPOK Ha FOAHOCT Mali 2022, cboTBeTCTBAWY Ha
9-meceueH CPOK Ha FOAHOCT; ABa Pas/IMiHK CPOKa Ha FOAHOCT MoraT Aa 6bAaT yabAKeHu 4o
asrycr 2022.

Ha BCHuKM GNaKOHM CbC CPOK Ha rogHOCT anpun 2023 1 cnep Tosa Beve e 6bae oTpaseH HOBUAT
12-meceqeH CpoK Ha rogHocT,

Mons, MMaiiTe NpeaBra, Ye BCUYKU 4OMBAHUTENHW MaTepuanm 3a COMIRNATY, E'l' E
KOMTO Ca 3acerHaTy oT Tasu NPOMAHA, NOHACTOALLEM Ce aKTyanusupat
CbOTBETHO.

AKO MMaTe BbNpOCH, BUMKTE NocieaHaTa ogobpeHa npoayKkTosa uHdopmauma 3a
COMIRNATY Ha www.comirnatyglobal.com.




NOCETETE
www.comirnatyglobal.com
3a noseve WHpopmauma

Moapo6Ha MHPOPMALMA 3a TO3W NeKapCTBEH NPOAYKT e NpeaocTaBeHa Ha
yebcaitTa Ha EBponeiickaTa areHuMA no Nnekapcreata
http://www.ema.europa.eu.

Npuaue 3a cbobwasaHe Ha HeXEeIaHW IeKAPCTBeHU Peakuun
ChobliaBaHeTo Ha NOA03MPaHK HEeXeNaHW peakLmn chen paspelwasaHe 3a ynotpeba Ha

NeKapcTBEHWA NPOAYKT e BaHOo, ToBa NO3BONABA 43 NPOABLAKK HaBAABHMETO Ha
CbOTHOWEHWETO NoN3a/PUCK 33 NeKapCTBeHWA NPOAYKT. OT MeAULMHCKUTE CNELMaNnUCTH ce
M3KCKBa Aa cbobliaBaT BCAKa NOA03WPaHa HeMenaHa peakuua 3a TO3KM IeKApCTBEH NPOAYKT Ypes
HauMOHaNHa CUCTeMa 3a CboblaBaHe B:

ManbaHWTENHA areHUYMA no nekapcreara (MAN)

yn. famaH Mpyes Ne 8,

1303, rp. Codwma, P. Bvnrapua

Ten.: +359 2 8903 417;

dakc: +359 2 8903 434

e-mail: bda@bda.bg

www.bda.bg (Popmynap 3a cbobuiasaHe Ha HEMENaHW IEKAPCTBEHWU PeakuMK 0T MEANLMHCKK
cneuuanucTy)

Haun

Mpuremaren Ha pa3peweHueTo 3a ynotpeba/lpegcrasuren Ha MNPY
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Germany

medinfo@biontech.de

www.comirnatyglobal.com

JlokaneH npeacrasuten:

Méanzep Niokcembypr CAP/1, KnoH Bbarapus
Esponeiickn Toprosckm LleHTbp

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

daxc: 008001181183 maum + 359 2 9704200
BGR.AEReporting@pfizer.com




C VYBameHwue,

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