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OTHOCHO: TOCTBIIHIIO MPECAJIOKCHUEC 3a BKIIIOYBAHC HA Ha3aJIHaTa MPOTUBOTPUITHA BAKCHHA 3a
Jca (Fluenz) B CIIMCHKA Ha JICKAPCTBCHUTEC IPOAYKTH, 3a KOUTO BPEMCHHO CC OI'paHrNYaBa UJIN

3a0paHsiBa H3HOCHT

YBAKAEMA I'OCIIOXKO JPATAHOBA,

B otroBop na Bamie nucmo 10 MUHUCTEpCTBO Ha 37paBeoNa3BaHETO, C MOCTHIIUIO
IpeUIOKEHNE 32 BbBEXK/IaHE HAa BpEMEHHA 3a0paHa Uiy OrpaHUYeHNE Ha U3HOCA Ha Ha3aJIHaTa
npoTtuBorpunHa BakcuHa Fluenz 3a npencrosimus rpunex ce3od 2026—2027 r., mpeaocraBsme
CIIETHOTO CTAaHOBHUIIIE:

MuHuCTEpCTBO Ha 3/JpaBeONa3BaHETO OCHIIECTBSIBA TEKYIIO HAOIIOIEHUE U aHAIIU3 Ha
OCUTYpEHOCTTa C JICKapCTBEHU TMPOMYKTH Ha ObJIrapckus QapMmaleBTUYCH Tas3ap,
BKJIFOUUTEJIHO U IIPU MOCTBIWIA CUTHAIM OT TPaXK/IaHU, MAllMEHTCKU OpraHu3aluu, Je4eOH!
3aBelIeHUs, IPUTEKATEIIN HA pa3pelieHus 3a yrnoTpeda u APYrd 3aMHTEPECOBAHHM CTPAHU 32
3aTpyIHEHUS WM HEAOCTUT HAa KOHKPETHU JIEKapCTBEHU POAYKTH.

[Ipn Hanuuue Ha AaHHW 32 MOTEHIMAICH WM (PAKTUYECKU HEJOCTUT C€ M3BBHPIIBA
aHaJIM3 Ha JICKapCTBO-CHAOIMTEIHATAa BEpUra, KaTo ChOMpa M CHIOCTaBs MHPOPMALHS OT
pa3IMyHU U3TOYHUIU. B 3aBUCHMOCT OT KOHKPETHHS JIEKAPCTBEH MPOAYKT aHAIU3BT MOXKE Ja
BKJIFOYBA JIaHHW OT V3mbeiaHWTENHAaTa areHIus Mo JIeKapcTBaTa 3a HAJIUYHOCTH TIPH
IpUTEXKATENIUTE Ha pa3pelieHusl 3a ymoTrpeda W THProBUUTE Ha eapo, MHpopmanus ot

MPUTEKATEIINTE HA Pa3pelleHHs 32 yIOTpeda 3a 10CTaBEHH KOJIMUYECTBA U IIJIAHUPAHU ObACHIN
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JIOCTABKHU, PE3YyJITaTH OT MPOBEPKHU HA PETMOHATHUTE 3/IpaBHU MHCIIEKIMU B alITEYHATA MPEXKa,
JaHHU 3a HOTpC6J’I€HH€TO u 6p0${ Ha ManuCHTHUTC, I/IH(i)OpMaHI/IH 34 MMOCTBIIWIN YBCAOMIICHUSA 34
BPEMEHHO WM TOCTOSHHO TPEYyCTaHOBSBAaHE Ha MPOAaKOHWTE, JaHHU 3a 3allJlaTeHU OT
Haumonannara 3apaBHOOCHMTYpUTENTHA Kaca KkoimuecTBa, kakto u jgaHHu ot CECIIA
(Cnenmanusupana eJeKTpOHHA CHCTeMa 3a TMpOCIesIBaHE W aHAIM3 Ha JIEKapCTBEHUTE
MPOAYKTH, BKIIFOUeHN B [103MTHBHUS JIeKapCTBEH CNHUCHK Ha PenmyOnuka bwirapus) u apyru
OTHOCUMH HM3TOYHHUIU. TO3M MOAXOM € MPHJIOKEH W MPU BCUYKH H3BBHPIICHU aHAIM3H Ha
OCHUTYPEHOCTTa C KOHKPETHH JIEKAPCTBEHU IPOAYKTH.

3a0paHara 3a U3HOC MPEJICTaBIsABa U3BbHPEAHA OTpAaHUYMUTEIHA MsIpKa U HE cJie/iBa Ja
6’5,[[6 BBbBCKAaHa aBTOMATUYHO WX CAUHCTBCHO Bb3 OCHOBA HA IMPECATIOJIOKCHHUE 3a Bb3MOKCH
Obaem Hemoctur. TakoBa pemieHHe € HE0OXOIuMO Ja Oblie MOAKPENEHO C aKTyadHU U
O6€KTI/IBHI/I JaHHUM OTHOCHO HAJIHUYHOCTUTEC, HOTpe6JICHI/ICTO, AOCTABKUTC, INJIAHUPAHUTC
KOJIMYECTBA U peajHaTa JOCThIIHOCT Ha JIeKapCTBEHUs MPOAYKT 3a nanuenture. [locraBenusr
ot Bac Benpoc otHocHo Fluenz crienBa na Ob1€ pasrienad B paMKUTE Ha yCTaHOBEHUS MOIXOI.

Ce30HHUAT  XapakTep  Ha  IPOTUBOTPUIIHATA  BAKCMHONPO(HIAKTHKA U
0OCTOSITENICTBOTO, Y€ BH3MOKHOCTUTE 32 KOMIICHCHPAHE Ha HEJOCTUT B paMKUTE HA €IUH
TPHIICH CE30H Ca OTpaHUYEeHH, ca (PaKTOPH, KOUTO MOTAT J1a ObaT OTYCTCHH IIPH aHAIHM3a, HO
camu 1o ce0e cH He ca JOCTaThUHU 32 MPEABAPUTETHO BhBEXJaHE Ha 3a0paHa 3a U3HOC.

[TogoOna wmsipka Moke na Obme oOChJeHAa NpPH HATWYUWE HAa aKTyaldHW JaHHH,
YCTaHOBSBAILLY PEAJICH WM HENOCPEACTBEH PUCK OT HEIOCTHUT, CIIEJ W3BBPIIBAHE HA aHAJIN3
II0 OIIKMCaHUus TMO-TOpE pe€a U PpCIICHUC Ha PBKOBOACTBOTO Ha MI/IHI/ICTCpCTBOTO Ha

3ApaBCOIIa3BaHECTO.
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