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Ipsiko cLoOIeHHE 10 MEAHIIUHCKUTE CIIeHATHCTH

Hog cpoxk Ha roaHoct ot 18 mMecena, Koraro ce CbXpaHsiBa B XJaHIHHK (2-8°C) 3a
paxcuna cpemy COVID-19 (MHAKTHBHPAHA, ¢ af0BaHT) Valneva
EBponeiicku HoMep Ha paspemienneTo 3a ynorpeda EC/1/21/1624/001

l Tozu JIEKApPCTBEH IIPOAYKT INOIJICKH Ha JOIIBIIHUTEITHO HaOIONEHHUE. Tosa e nmo3Bosm
6’bp3OTO YCTaHOBsSBaHE Ha HOBA I’IH(l)OpMaI.II/Iﬂ oTHOCHO 6e3zomacHoctra. OT MEIMIUHCKHUTE

CIIEIMaJIUCTH CE€ U3HCKBA Ja ch0o0IaBaT BCAKA IoJ103MpaHa HeXejlaHa peaKIiusl.

VYBakaeMu MEAULMHCKH CIIEHATUCTH,

Buxme uckanmd na Bu uapopmupame, ye Ha 22.11.2022 r. B Esponeiickus cbio3 (EC) Gewe
0/106peH HOB CPOK Ha IOAHOCT OT 18 mecena, KOrato ce ChbXpaHsiBa B XJIAJAMTHHUK (2-8°C) 3a

BaxcuHa cpeury COVID-19 (unaxtuBupaHna, ¢ ajroBanT) Valneva.

[TpoaykToBaTa MH(GOPMAIKs ¢ aKTyaIH3upaHa ¢ HOBUs CPOK HA FOAHOCT OT 18 mecena, KOHTO €
yabiDKeH oT 15 Ha 18 Mecena. YciIoBUsTa Ha ChXPAHEHUE OCTABAT HEMPOMEHEHH MEXY 2

o 8°C.

YcioBHsI HA CbXpaHeHHe:
HeoTBOpeH MHOT0030B (hi1akoH
Jla ce cpxpansiBa B xyaquuiHuK (2-8 C).

Jla He ce 3ampassBa.
CrpxpaHsiBaiite (pirakoHa B KapTOHEHATa OIIAKOBKa, 3a [ja Ce MPera3y OT CBETIHHA.
Koraro ¢makonsT Ha Bakcuna cpemry COVID-19 (uHaxTHBHMpaHna, ¢ amroBanT) Valneva ne e

oTBapsH, T € cTabuiHa 3a o6mo 6 yaca npu 25°C. ToBa He e TPEHOPHUUTENHO YCIOBHE 3a
ChXpaHEHHE MJIM TPAHCIIOPTHPaHe, HO MOXE Ja HaCOYM pEeIeHMsATa 3a ynorpeba B ciyyail Ha
BpEMEHHH TEMIIepaTyPHH OTKJIOHEHHMS [0 BpEMe Ha ChbXpaHeHHeTo npu 2-8°C.

Tosa 3-meceuHo YALJIKABAHE BAXKH 34 (l)JIaKOHl/I, MPOM3BEACHH CJIe JaTaTa HAa TOBA

oxobpenme.
B nonbiHeHHe, 3-MeCEe4HOTO YAbKABAHE MOKe 1A ce MPHJara ¢bC 3a/{Ha 1aTa 3a

(IaKOHH, IPOU3BEIEHH NpeaH ToBa onodpenne. IloapobHo onucanue e NpeAoCTaBeHo B
Ta0JUIATA M0-0J1Y.



OTre4aTaHHsT CPOK HA FOAHOCT BhPXY KapTOHEHH OMAKOBKH, (nakouy W CTHKEPH 38

[pOC/EeANMOCT € Bb3MOXKHO 1a He 0Tpasika HOBMA CPOK Ha FOJHOCT. Bbripexu TOBa TE3H
KapTOHEHH OMaKOBiKH, (pAKOHM 1 CTUKEPH 32 MpoCAeaNMOCT MOraT jia OCcTaHaT B yrotpeba 3a
[10-b'F IEPHO OT OTEUATAHMS CPOK HA TOAROCT, CTHTA f1a CE ITOAABPKAT ON00peHuTe
yC/IOBHS HA CHXPAHEHHE MENLY 2-8°C. [TapTi/u, KOUTO Ca 3acerHary OT HOBHA CPOK Ha

roaHocCT, ca ﬂpe]lCTaBeHM [10-10JTY -

IlapTuaen HoMep OTneyaTal CPOK Ha FrOAHOCT AKTyajiH3HpaHa 1aTa Ha
CpoKa Ha rogHoct

CV00001 09.2022 r. (r.e. centemspy 2022 1.) Mapt 2023 r.*

CV00002 09.2022 r. (t.e. centemBpy 2022 r.) Maprt 2023 r.*

CV00003 09.2022 r. (t.e. cerrremspyu 2022 1.) Mapt 2023 .*

CV00005 05.2023 r. (t.e. mait 2023 1) Asrycr 2023 1.

CV00006 03.2023 r. (T.e. mapT 2023 r.) HOnum 2023 r.

CV00007 02.2023 r. (r.e. penpyapyu 2023 r.) | Maii 2023 r.

* Byjiousa [IPBOTO TPMMECEYHO y[AbJDKABaHE Ha cpoka Ha TOAHOCT (25.07.2022 r.) u

nacTtosoro 15-18 meceyHo yabipKaBare.

Mouisi, MMaiiTe MpeaBy, Y€ uanata A0NbIHHTENHA uH(pOpMALMs OTHOCHO BAKCHHA CPELLY
COVID-19 (WHAKTMBMPAHA, C A/I0BAKT) Valneva, 3acersara OT Tazu NpoMsiHa Ce aKTyalnsnpa

cr06pa3sHo TOBA.

[MoppobHa akTyanusupaHa HHQOPMALIMS 32 TOBA JIEKAPCTBO € NPEocTaBeHa Ha yeOcakita Ha
Epporiefickata areris no jekapersara hitp://www.ema.europa.cu.




Mpu3uB 32 cbOOLIABAHE HA HEKCNAHM EKAPCTBEHH PEAKLITH
CpoBLIABAHETO HA MO03MpaHK HEXEnallk peakunu cried paspeliaBaHe 3d yrotpeba Ha
nexapcTBenua npoykt ¢ saxto. Tosa nosgonssa Aa  NPOABIIKH HabnioaeHneTo  Ha
CHOTHOLLUEHUETO NON3a/pUcK 3a JIEKapCTBEHHMs MPOJLYKT. OT MEIWUUHCKUTE CIELUUATIMCTH Cce
J3MCKBA Ja CHOBIIABAT BCAKA MOAO3MPANA HENENAHA PEAKLMs 32 TO3H JIEKAPCTBEH NPOAYKT HPe3

HallMOHaHa cucTemMa 3a cbOOLABAHE B!
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C yBaxxeHue,

Xenpuk Xanus, kaguuumupaHo JuLe.



