ONPEOENEHMWE
No

rp. Cocpna, 17.11.2020r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, Btopo otaeneHue 52 cbeTas,
B 3aKpUTO 3acenaHne Ha 17.11.2020 r. B crnegHNa CbCTas:
CbauA: Cuneua AumuTtposa

Kato pasrnena geno Homep 10414 no onuca 3a 2020 roauHa goknagBaHO OT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Tpon3BoncTBOTO € 00pa3yBaHO HAa OCHOBaHME H3MpaTeHa oT V3mbIHUTENHA
areHIus 10 JIEKapcTBaTa MoCThInia kanoa ot donganus ,,AHTUKOPYIIIMOHEH (POHIT™,
[HaceneHo MscTO], ¢ KOATO € ocropeH YacTW4HHs oTka3 Ha Jupekropa na MAJl na
npenoctaBu mouckaHata B T.1 w T.2 ot 3asBiacHue BX. Ne37482/15.09.2020 .
obmiectBeHa WH(pOpMaIKsi, a HMMEHHO MPEJOCTABIHETO HA CJIEIHUTE JOKYMEHTH:
npuapyKaBaiia JoKyMeHTalus Ha jiekapcrBara H. S. tablets 100 mg x 14 u A. D. tablet
250 mg X 12, kakTO ¥ KONHs OT MPOTOKOJUTE OT M3BBbpuieHnTe or MAJl aHamu3u Ha
JIBETE JICKAPCTBA U KOIHUS HA U3TOTBEHUTE 3aKIIFOUCHUS/ TOKJIAAN KbM THX.

C pasnopexaane ot 27.10.2020 r. mpou3BOACTBOTO MO JIEIOTO € OCTaBeHO Oe3 JABMIKEHUE
Mopajii  KOHCTATUPAHW HEPEJOBHOCTH TIpH IOJaBaHe Ha jkandara. B wu3mbiIHEeHUe
yKazaHusATa Ha chaa ¢ Mosda, mocthmmia Ha 13.11.2020 r. ocnopBamusaT € mpeacTaBHil
BHOCHa Oenexka 3a BHECEHa JbpKaBHA Takca. l[IpenBuj ToBa CHABT CUYUTA, UE
HEPEIOBHOCTHTE Ca OTCTPAHEHH U KaydaTa € peloBHA.

CopabpT, KaTo TpEIeHHM XajndaTa W HW3JIOKEHOTO B HES BBB BPB3Ka C MPHIOKCHATA
aIMUHHUCTPATHBHA MpPENUCKa CYMUTA, Y€ ChIIAaTa € M JOMyCTHMa. 32 OCIOPEHOTO pelICHUE
doHmanusTa € yBenmomena mo enekrponeH mbT Ha 29.09.2020 r., a xxanbara e u3npaTeHa 1o
nomara Ha 13.10.2020 r. cnemomBarenHo cma3eH € cpoka mo 4149, aml AIIK.
OcnopBamuaT € HaJJIeKHA CTpaHa, a kajbara chabpika mocoueHuTe B wi.l50 ot AIIK
pekBu3uTU. [IpeaBua ToBa JENOTO clieBa Ja ObJe HACPOUYECHO B OTKPHUTO ChHICOHO
3aceaHue, 3a KOETO CJie/lBa Ja Ce KOHCTHUTYUPAT M IPHU30BAT CTPAHUTE — OCIHOPBAII
donpanus ,, AHTHKOPYIMIHOHEH GoHA, [HaceaeHO MSICTO| U OTBETHUK - OPraHbT, KOUTO €
U371 OCIIOPEHOTO pelieHne — V3MBbIHUTENHUS AUPEKTOp Ha V3MBIHUTENHA areHIus 0
nekapcrBata. Ha crpanuTe cienBa na Ob1e yka3zaHa JoKa3zaTelcTBeHarTa TexkecT. CienBa aa
ce yBenomu u CI'TIL.

Ha oTBeTHMKa cieiBa Ja ce M3MpaTH Mpenuc oT kajbarta Ha ocHoBaHue 4i1.163, aml or
AIIK, xouto ceriacHo un.163, am2 or AIIK mMoxke na mpencrtaBu MUCMEH OTTOBOP U



MPHJIOKH JOKA3aTeJICTBa KbM HEro B 14-ITHEBEH CPOK OT IMOJydaBaHE Ha IMPHU30BKaTa, C

MIPEITHC 3a JKaJI00MmoIaTels.

[Ipenuc oT HACTOAIIOTO OMpEAC/ICHHUEe Cie/iBa Ja Ce M3IPaTH Ha CTPAaHUTE Ha OCHOBAHHUE

41.138, an.3 AIIK, 3aeqHo ¢ MPU30BKUTE UM.

Boaum ot ropensnoxeHoTo u Ha ocHoBaHue w157, an.1, wn.163, an.l u 2 m un.170, an.1 ot

AIIK AgmunuctpatuBeH cba — Codusi-rpan, Bropo ornenenue, 52 cbcta
OINNPEAEJNU:

KOHCTUTYMUPA crpanute o aam.a. Ne 10414/2020 r. o onrica Ha ACCI™ kakrto ciensa:
1. OCTIOPBAILL - ®onpanus ,,AHTHKOpYyIIHOHEeH (HoHa™, [HaceseHo MsacTo] u

2. OTBETHUK - MW3neaautenHus aupektop Ha M3nbiaHuTenHa areHuus Mo
JIEKapCcTBaTa.

HACPOYBA anm. meno Nel0414/2020 r. mo ommca Ha ACCI' B OTKpUTO ChIEOHO
3acenanue Ha 20.01.2021 r. ot 9,30 yaca, 3a KOATO J1aTa ¥ Yac J1a ce MPU30BAT CTPAHUTE.
Ha ce yBenomu CI'TI.

YKA3BA Ha ocrnopsamus, 4e ClieJiBa JJa YCTAaHOBH ChIIECTBYBAaHETO Ha (aKTHTE U
oOcTosiTescTBaTa, OT KOMTO YepIy OJaronpusiTHH 3a ce0e CH MPaBHU MOCIIEIULIN.

Ha ocnoBanme 4un.163, an.1l or AIIK Ha oTBeTHHMKA Ja ce M3MPATST MPENUCH OT *Kajbara u
NPHJIOKCHUTE KbM HeEsl JOKa3aTelcTBa, KOHTO chriacHo wi.163, an.2 or AIIK mMoxe na
NPEACTaBU MUCMEH OTrOBOP M IMPUIOXKH J0Ka3aTeJICTBA KbM Hero B 14-mHEBEH CpoK OT
NoJly4aBaHe Ha HACTOSIIOTO pa3opexkaaHe, C MPENnuc 3a )KajadornoaaTes.

VYKA3BA Ha OTBeTHMKa, Y€ HOCH JOKa3aTEJCTBEHAa TEXECT 3a YCTAHOBSIBAHE
CHIIIECTBYBAHETO HA OOCTOSATENCTBATA, MOCOYCHH B OCHOPEHUSI aKT M M3MBJIHEHHUETO Ha
3aKOHOBHUTE M3UCKBAHUS MIPH U3JAaBAHETO MY.

Ha ocnoBanme uwn.138, an.3 AIIK Ha cTpanuMTe &na ce WM3NpAaTH NMPENHUC OT HACTOSIIOTO
OIpe/IeNIeHHE, 3a€IHO C IPU3OBKHUTE.

CBJNS:



