PA3BNMNOPEXOAHE
No

rp. Cocpna, 14.12.2022r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, BTopo oTtaeneHue 27 cbCTas,
B 3aKpUTO 3acenaHune Ha 14.12.2022 r. B crnegHNda CbCTaB:
CbauA: Oumutsp MeTpos

KaTto pasrnega pgeno Homep 6862 no onuca 3a 2022 roauHa [oknagBaHO oOT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Tpou3BoCTBOTO e o pena Ha 1, 145 — 178 oT
AnmunuctpatuBHonpouecyannus kogekc (AIIK), BB Bpb3ka ¢ ui. 266, am. 3 ot
3akoHa 3a JeKapCTBEHHUTE MPOAYKTH B XyMaHHaTa MeauiiuHa (3JIIIXM).

O6pa3yBano e mo xanoba ,,Yaiikadhapma Bucokokauectsenute JlekapcrBa® A/l, upes3 angs. A.
K., cpemy Pemenne Ne H.-27020/08.03.2022r. ma HanuoHanHus ChBET MO IEHH |
peumOypcupane Ha jekapcrBenute npoxyktu (HCIIPJIIT), ¢ koeTo e yTBBpacHa MpoMsiHa
Ha 1eHa o wi. 261a, an. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHAaTa MEAUIIMHA
(3JITIXM) u e nomycHata mpoMsiHa Ha 1eHaTa mo wi. 261a, an. 1 ot 3JIIIXM B [Ipunoxenue
Ne 2 "JlekapcTBeHH TPOAYKTH, 3aIlIalllaHd OT OFOJPKETa Ha JICUeOHHWTE 3aBEICHUS MO WI. 5
oT 3akoHa 3a JieueOHUTE 3aBEJCHHUS U OT OKO/DKeTa Ha JICYCOHHUTE 3aBEJCHHS C JbP)KaBHO
u/umn o0muHCKO yyacthe mo wi. 9 m 10 or 3akoHa 3a JjeyeOHHTE 3aBelACHHS Ha
[MosutuBHus aekaperBer cnuchk (I1.) Ha nekapctBenus npoaykt Tirofiban-Tchaikapharma
Concentrate for solution for infusion 0,25mg/ml — 50 ml x 1. Pemennero e 00xajiBaHO 1O
aJIMUHHCTPATUBEH Pejl, Karo kajbara ¢ orxBbpieHa ¢ Pemrenne Ne KI1-32/30.06.2022r. Ha
Komucusita o npospaunoct (KIT) kbMm MunucTepckn chBeT. B Ta3u Bpb3Kka, Ha OCHOBaHUE
11.98, an.2 AIIK Ha ocnopBaHe mpea chla MOJUIEKH MbPBOHAYAIHUAT aAMHHHCTPATHBEH
aKT, u3mageH oT HauuoHamHUA CBHBET MO LIEHH U PEeUMOYpCHpaHE Ha JIEKapCTBEHUTE
POIYKTH.
Janbata e pemoBHA, TMOJaJcHa € OT JIETHTHMHpaAHA CTpaHa, CpENly MOJJIeKaN] Ha
00aJIBaHEe aKT M € B 3aKOHOYCTaHOBEHUS CPOK.
Ha ocnoBanme un.163 AIIK mpenuc or Hes cienBa Aa ce HM3MOpaTd Ha OTBETHHKA -
HanmonanHus chbBeT MO IIEHU U peUMOYpCHUpaHe Ha JEKapCTBEHUTE MPOIYKTH, KOMTO MOXKE
B 14-nHeBeH CpOK OT MoiyyaBaHe Ha >kajbaTa Jla MoJaje MUCMEH OTrOBOp U Jia TIOCOYH
JIOKa3aTeJICTBA.
Taka MOTUBHpaH, ChBT

PA3IIOPE/IU:



ITPEITUC ot xanbaTa na ce u3npaTy Ha HanmoHaaHUS ChBET 110 1IEHU U peuMOypcrupaHe Ha
JIEKapCTBEHUTE MPOAYKTH, C yKa3zaHUs ue B 14-THEeBEH CpOK OT MMoyydyaBaHe Ha »kajbarta,
MOJK€ J1a I0JIaJ1€ IMCMEH OTTOBOP U J1a TOCOYHN JJOKA3aTeNCTBA.

Jlenoto na ce nokJaaBa clied U3THYaHEe Ha CpOKa 3a TMoJjaBaHe Ha OTTOBOP Ha kanbara.
Pasnopexanero He MOANIEKH Ha 00XKaJBaHe.

CBHIUS



