PASNOPEXAOAHE
Ne

rp. Cocpna, 31.01.2024r.

AOMUHUCTPATUBEH Cb[ - CO®UA-TPAL, BTopo otaeneHue 56 cbeTas,
B 3aKpuTO 3acenanne Ha 31.01.2024 r. B crnegHNa CbCTas:
CbOAuA: Mapus CutHuncka

Kato pasrnena geno Homep 12267 no onuca 3a 2023 roauHa goknagBaHO OT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[TpousBoncrBoro € mo ui. 43, amn. 12 BbB Bpb3ka ¢ ui. 40, am. 3, 1. 2 or
Hapenbata 3a ycnoBusTa, IpaBuiiaTta U peia 3a peryjJupaHe U perucTpupaHe Ha ICHUTE
Ha JICKAPCTBEHHUTE TMPOAYKTH BHB BpB3Ka ¢ uil. 126 u ci. oT AJMUHHCTPATHBHO
MPOIIECYaTHHSI KOJICKC.
[Tpon3BoacTBOTO € 00pa3yBaHo Mo kanbara ot ,,CaHno3 hapMareBTHIHO APYKECTBO A.1.° -
IPYy’KECTBO, Y4YpPENEeHO | ChIIECTBYBANIO ChrIacHO 3akoHuTe Ha ClloBeHHS upe3
meiaHOMOIHUK anB. A. I1. cpemnry Pemenne NeHCP-32492/06.10.2023 r. na HCIIPJIII, ¢
KOETO € JI0MyCHaTa MpoMsHa Ha 1eHaTta mo wi. 261a, an. 1 ot 3JIIIXM B [Ipunoxenns Ne 1
u Noe 2 Ha [lo3uTuBHHA JeKapCTBEH CHUCHK Ha JekapcTBeHuss mnpoaykr VILSPOX
film-coated tablet 50 mg/1000 mg (PA/AIu/PVC/ Alu).
Karo ctpanu B chaeOHOTO MPOM3BOACTBO, Ha ocHOBaHMe 4. 153, an. 1 ot AIIK, cnexBa na
ObJaT KOHCTUTYUPAHH YIACTHHUIIUTE B QJIMUHUCTPATHBHOTO ITPOU3BOJICTBO.
B xanbata ce chabpika JOKa3aTeICTBEHO HckaHe na Owae 3aawmken HCLPJIIL na
npeactasu npenuc Ha Crnopazymenuero EURIPID, koeto He e nmyOiukyBaHO B MyOJIMYHO
IOCTBHIIHU M3TOYHHUILIH.
C orzien Ha M3J0KEHOTO M Ha ocHoBaHuWe wi. 157, an.l or AIIK, AAMUHHUCTPAaTHBEH Cb]l
Codus- rpan, Bropo otnenenue, 56-tu chcraB

OIIPEAEJIN:

HACPOUYBA nenoto B oTkpuTO chaeOHO 3acenanue Ha 13.03.2024 r .-13.30 .
KOHCTUTVYUPA xato cTpanu B IpOU3BOJICTBOTO:

KAJIBOITOAATEJI: ,,Carno3 ¢gapManeBTUIHO IPYKECTBO A.1.° - APYKECTBO, YUPEACHO U
CBhIIECTBYBAIIO CHIVIACHO 3aKOHUTE Ha CloBeHUA 4Ype3 MbJIHOMOIIHUK aaB. A. L[. cbe
cpaeben aapec: [Haceneno msacro], [ymumal, er. 4, arm. 5;

OTBETHUK: HanuoHnaneH chbBeT MO LEHU U PeUMOypCHpaHe Ha JIEKAPCTBEHUTE MPOAYKTU



C aJpec 3a mpu3oBaBaHe. [HaceneHo MscTo], [yaumal;

A CE ITPU30BAT crtpanute 1o Aea0To 3a HACPOUEHOTO OTKPUTO ChJICOHO 3acelaHme.
VYKA3BA nHa ocnopBanus, 4e Ha ocHoBaHue 4i. 171, an. 4 ot AIIK, cieaBa ga mocouu
JIOKA3aTeJICTBA OTHOCHO TBBPJACHUSATA CH 32 HE3aKOHOCHOOPAa3HOCT Ha OCIOpPEHUSs
aJMHUHHCTPATUBEH aKT.

3AJIBJDKABA oTBeTHUKA B 7-IHEBEH CPOK OT MOJIy4aBaHE Ha ChOOIIEHUETO Jla IPEACTaBU
npenuc Ha Cnopaszymennero EURIPID.

YKA3BA nHa orBerHuka, ye cwvrmacio un. 170, am. 1 or AIIK, TpsOBa nma yctaHoBU
CHINECTBYBAHETO Ha (DAKTUYECKUTE OCHOBAHUS, IIOCOUYCHU B OCIIOPEHHS aMHHHCTPATHBEH
aKT ¥ U3ITBJIHEHUETO Ha 3aKOHOBHUTE M3MCKBAHUS TP U3aBAHETO MY.
PA3ITOPEXIAHETO He nmomiexxu Ha 00kaliBaHe.

CHIAUS:



