[Ipomsana Ha koga Ha Betaferon mo H30K

OTtnocno: (JITT) Betaferon, powder and solvent for solution for injection, 9.6 MIU B onakoBka ot 15 (15 vials + 15
pre-filled syringes)

VYBaxaemu lamu u I'ociopa,

Nudopmupanu cme 3a ouakBaHa MpoMsiHa, Kacaera jJekapcteed nmpoaykt(JIIT) Betaferon, powder and solvent for
solution for injection, 9.6 MIU B onakoBka ot 15 (15 vials + 15 pre-filled syringes), a uMeHHO, TpoMsIHA Ha KOJia Ha
nekapcreenus npoaykt no H30K.I1pomsnara e camo agmunuctpariBHa 1 HE kacae nmpoMsiHa B iekapcTBeHUS
MPOAYKT, KoWTo Bu e npennucan.

Hosusar kop e Ob4e aktuBeH, cuutado ot 16.09.2022

Ta3u npomsiHa I1e U3UCKBa ITPen3/1aBaHe Ha Beye 0100peHH MPOTOKOJIM, U3JaieHu 1o ,, Kpurepuu 3a sedyeHue Ha
MHOKECTBEHaA CKJIepo3a C JIEKApCTBEHH MPOIYKTH, MOAU(DULIMPAILIY X0/1a Ha O0JIecTTa, B U3BBHOOIHUYHATA TOMOLI .
ITpomsiHaTa 1€ 3acerHe U MalUeHTH, 3a KOUTO € MOUCKaHO 0J0OpeHHe 3a 3allouBaHe Ha jedeHue ¢ Betaferon Ha
»[IPUCTBIITHO-PEMUTEHTHA MHOKECTBEHA CKJICPO3a C JICKAPCTBEHU NMPOAYKTU OT II'bpBa JII/IHI/I}I“, KaKTO U TE3U, KOUTO
TpsiOBa [a moayvat ofoOpeHue 3a npoab/okaBaHe Ha edenuero ot LY na H30K.

3a noBeue nH(pOpMAIHs, MOJIA JIa e CBbPKETE ChC CHENUATM3UPAHITEe KOMUCHH B JIeYeOHUTE 3aBEJICHUS, KBIICTO
MoJTyJaBate jeueHue.

H3O0K e undopmupan 3a ouakBaHaTa npomsiHa. [Ipenopbuan cMe Ha criellMaaIu3upaHUTe KOMUCUU 12 YBEAOMST
MaIyeHTUTe, 4e MPOTOKOIUTE UM TPsIOBa Aa ObJaT mpeu3aaieHu, Taka ye Aa OTpa3siBaT HOBUS KOJI Ha JIEKAPCTBEHUS
nponykt cien 16.09.2022 r.

[MpensmpaBaneTo TpsiOBa /1a ce HampaBy 3aAbkUTeHO, 3amoto CJIE] 30.09.2022, nanmeHTHTe HSIMa ]a MOTaT
roJiydaBar jekapcrBeHus npoaykT Betaferon, powder and solvent for solution for injection, 9.6 MIU B onakoBka ot
15 (15 vials + 15 pre-filled syringes) cbc crapute JOKyMEHTH. (IPOTOKOJIM U PELIETITH).

Cren KaTo MoJIyyaT HOBUTE IMPOTOKOJIH, MaruenTute Tpsaosa aa ru BHecat 3AEJIHO cbe crapute B P3OK mo
MeCTOXKHMBeeHe, 3a Jia MoJTyJaT 3aBepKa, Kakto U qa nocerst OI1J] 3a n3naBaHe Ha HOBU peleNITYpHU OJIaHKH,
ChIbp:KaIllK HOBUS KO/,

CrxansBaMe 3a Hey1I0OCTBOTO U OCTaBaMe Ha pas3IoJIoKeHUe.
Baiiep bwarapus EOO/]
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