\. “MHOrornPO®MIHA BOJIHNUA 3A AKTUBHO JIEHEHWE
A-p BPATAH WWYKEPOB” A rp. CMOJIAH

4700 rp.CmonsH o6yn.“bbnrapmna”Ne2; Ten.03-01/ 6-23-95;
hakc 6-25-49 e-mail: orb-sm@mbox.digsys.bg

MPOTOKOIJT Ne3

[Hec, 05.05.2015 roa. ot 10:00 vaca B 3aceparenHara 3asia Ha MBAJT ,,[1-p bpaTaH
Lykepos” AL, rp. CmonsaH, ce nposefe 3acefaHne Ha Komucua, HasHaueHa CbC 3anoBeq
Ne106 o1 14.04.2015 r. Ha 3MbAHWUTENHUA AMPEKTOP Ha Ne4ebHOTO 3aBefleHNe, B CbCTaB:

Mpencepaten: M. K. — marncTsp apmatiest

UneHoBe:

1. A. B. - agBokar

2. 0. C. — NOMOLHMK thapmaLeBT

3. H. C. — 3am.gupekTop A/B

4. M. K. — rnaBHa mep.cecTpa

Ha 3acefilaHMeTo Ha KomucusaTa npucseTea U X. M. B KAYECTBOTO CU Ha KOHCY/TaHT.

I. Komucuata npoab/mkm paboTata cv no pefa Ha [nhaea neta, Pasgen 1l ot 300
KaTo MPUCTBLNM KbM pasrnexxgaHeTo Ha AOMbHUTENHO NPeACTaBeEHUTe LOKYMEHTU OTHOCHO
CbOTBETCTBMETO HA Y4aCTHULMTE C KpUTepumuTe 3a Noabop, NOCTaBeHU OT Bb3NIOXKUTENA B
OTKpUTa npouedypa 3a Bb3/faraHe Ha 06LiecTBeHa Mopbyka 3a [0OCTaBKa C Mpeamer:
»JOCTaBKa Ha 1eKapCTBEHM MNPOAYKTU, HeobxoAuMMW 3a Hyxaute Ha MBAJ ,0-p
BpataH LLlykepoB” AL, oTKpuTa ¢ PelueHne Ne55/25.02.2015r.

Mo oTHOLeHWe Ha JoKymMeHTUTE Ha BYJT® APMA OO/[:

C npoTokon Ne2 KommcmaTa ykasa Ha TO3M YYaCTHWUK [a NpefcTaBu Aeknapaumsa no
yn. 47, an. 9 ot 3001, nognucaHa ot Muxann HMkonos TUKOB.

KomucuaTa ycTaHoBW, Ye B yKasaHUS CPOK Y4aCTHMKBLT e NpeacTaBui M3McKaHata
feknapaumsa. C ornef Ha toBa KomucudAta onpegenu, ye npefcrtaBeHUTe OT y4vacTHUKA
[NOKYMEHTW CbOTBETCTBAT C KPUTEPUMTE 3a NOA60pP, NOCTaBeHM OT Bb3/IOXKUTENSA, U AONYCKa
[10 pasrnexaaHe Ha JoKymeHTUTe B NanK Ne2 Ha ,,BY T®PAPMA* OO/.

1. KomucuaTa npuctbn KbM pasrnexaaHe Ha npeanoXXeHuaTa 3a U3nb/IHeHne
Ha nopbykara (MK Ne2) Ha fonycHaTUTe yyacTHUUM B 06LLecTBeHaTa NopbykKa.

1. Mo oTHoweHne Ha fdokymeHTUTe Ha PCP OO/ Komwucumata ycTtaHoBU, 4e
npeAcTaBeHNTe [OKYMEHTUM CLOTBETCTBAT Ha W3MCKBaHWATA, MOCOYEHU OT BbL3/NOXKUTENA B
[IOKYMeHTaLMATa 3a y4acTue U AoMYCKa YY4aCTHMUKA 10 OTBapsAHe Ha LIeHOBUTE MPeaoXKeHUs.

2. No oTHOLEHWe Ha fokyMeHTUTe Ha PbOHUKC ®PAPMA EOO/ KomucusaTa
yCTaHOBMW, 4e MpeAcTaBeHUTe [LOKYMEHTM CLOTBETCTBAT Ha W3NCKBAHMATA, MOCOYEHW OT
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Bb3M0XNTENS B JOKYMEHTALIMATA 3a y4acTUe U A0NYCKa YYaCTHMKA A0 OTBaPSIHE Ha LIEHOBUTE
NPeANoXeHus.

3. o oTHOLeHMe Ha goKymeHTUTE Ha BYJI®APMA OO/[ KomucuaTta ycTaHOBH,
ye NpeAcTaBeHUTe AOKYMEHTWN CbOTBETCTBAT Ha M3UCKBAHWUATA, NOCOYEHU OT Bb3/I0XUTENd B
[IOKYMeHTaLMATa 3a y4acTue U AoNYyCKa YY4aCTHMKA 10 OTBapsHE Ha LIEHOBUTE MPes/ioXKeHUs.

4. o oTHoweHWe Ha AOKYMeHTUTe Ha XummmnopT Papma AL Komucuata
yCTaHOBW, 4Ye MNpeAcTaBeHUTe [AOKYMEHTUM CLOTBETCTBAT Ha W3NCKBAHMATA, MOCOYEHW OT
Bb3/10XKUTeNd B JIOKyMeHTaLMATA 3a y4acTue 1 ONyCcKa y4acTHMKa 0 OTBapsAHE Ha LieHOBUTE
npeaIoXeHus.

5. Mo oTHowWweHue Ha fokymeHTUTe Ha PAPKOJT All, npefctaseHn B nankK Ne2,
Komucumsita KOHCTaTMpa HeCbOTBETCTBMSA C NpeABapuTeNIHO 06sBeHMTe YCoBUA OT
Bb3/10XKUTENA, KaKTo cnefBa:

5.1. 3a HomeHknatypeH peg Ne9 - npeaioXeHUAT /eKapCTBEH MPOAYKT
ANTISPASMIN 135 MG He 0TroBaps Ha KOMM4YeCTBOTO /IeKaPCTBEHO BELLECTBO, NMOCOYEHO
OT Bb3/I0XUTENA B CNeunprKaLmaTa Ha fIeKkapcTBeHns NpoaykT — tabl. 200 mg.;

5.2. 3a HomeHKnatypeH peg No76 — npeanOXeHUAT JIeKapCTBEH MPOAYKT
NEUROBEX ACTIV FILM TABL. FS He oTroeapsi Ha fiekapcTBeHarta hopma, nocoyeHa ot
Bb3/I0XKUTENA B CrieLmpmKaLmsaTa — caps.

C ornep, KOHCTaTMPaHUTE HECLOTBETCTBUA C NPeABapUTENIHO 00SBEHNTE YCI0BUA OT
Bb3/IOXUTENA M Ha OCHoBaHue 4n. 69, an. 1, 1. 3 or 30l Komucuata npegnara 3a
OTCTpaHABaHe OT npoueayparta yyacTHMKa PAPKOJT ALl B yacTTa 3a HOMEHK/IATYPHU pefose
NeNe9 n 76.

Mo OTHOLWIEHME Ha NpefnoOXKeHUsATa Ha y4yacTHMKa 3a ApYrute HOMEHKNaTypHU
pegoBe, 3a KOUTO € npefacTasui ogepta, Komucmara yctaHOBWM, Ye NpeAcTaBeHUTe
[IOKYMEHTU CLOTBETCTBAT Ha WU3MUCKBAHWUATA, MOCOYEHN OT Bb3NOXUTENA B AOKYMeHTauuATa
3a y4yacTue 1 [onycka y4yaCTHUKa A0 0TBapsHe Ha LieHOBUTE NPeL10XeHNs.

6. No oTHOWeHne Ha AOKyMeHTUTe Ha AHTUcen bBvnarapua OO/ Komwucuata
yCTaHOBW, 4Ye MNpeAcTaBeHUTe [AOKYMEHTUM CLOTBETCTBAT HAa W3NCKBAHMATA, MOCOYEHW OT
Bb3/10XKUTeNd B JOKyMeHTaLMATa 3a y4acTue 1 oONyCcKa y4acTHMKa 0 OTBapsAHE Ha LieHOBUTE
npeaIoXeHus.

7. Mo oOTHOWeHMe Ha [OKYMeHTUTe Ha WHBekc TpenguHr A[, Komucusarta
yCTaHOBW, 4Ye MNpeAcTaBeHUTe [AOKYMEHTUM CLOTBETCTBAT HAa W3NCKBAHMATA, MOCOYEHW OT
Bb3/10XKUTeNd B JIOKyMeHTaLMATA 3a y4acTue 1 oONYyCKa y4acTHMKa 0 OTBapsAHE Ha LieHOBUTE
npeaIoXeHus.

8. o oTHOLWeHne Ha AOKYMeHTUTe Ha XumTekc OO/ KomucusTa yctaHoBuU, ye
npeacTaBeHNTe LOKYMEHTU CLOTBETCTBAT Ha W3MCKBaHWATA, MOCOYEHU OT BbL3/NIOXUTENA B
[IOKYMeHTaLMATa 3a y4acTue U AoNYyCKa YY4aCTHMKA 10 OTBapsHE Ha LIEHOBUTE MPes/ioXKeHUs.



9. MNo oTHowWweHWe Ha gokymeHTUTe Ha HoBumen OO/ Komucuata ycTaHOBK, 4e
npeacTaBeHNTe LOKYMEHTU CLOTBETCTBAT Ha W3MCKBaHWATA, MOCOYEHU OT BbL3/NIOXUTENA B
[IOKYMeHTaLMATa 3a y4acTue U AoNYyCKa YY4aCTHMKA 10 OTBapsHE Ha LIEHOBUTE MPes/oXKeHUs.

10. MNo oTHoLeHWe Ha foKymeHTUTE Ha B.BpayH Megmkan EOO/, npefcTaBeHn B
nAnK Ne2, KomucusTa KOHCTaTMpa HeCbOTBETCTBUA C NPeABapuTeNIHO 06SBEHUTE YCN0BUS OT
Bb3/I0OXKUTENSA, KAKTO ClefBa:

10.1. 3a HomeHKnatypeH pef Nel103 - NpeasioKeHUAT nekapcTBeH NpoAykT Amikacin
B.Braun 5 mg/ml EP 100 ml BG He oTroBaps Ha KO/IMYECTBOTO /IEKQPCTBEHO BELLECTBO,
MOCOYEHO OT Bb3/IOXKMUTENA B CreLMpnKaumaTa Ha nekapcTeeHns npoaykT — 250 mg./2mil;

10.2. 3a HomeHknatypeH pef Nel04 — npefnOXXeHWAT /NEKAPCTBEH MPOAYKT
Amikacin B.Braun 10mg/ml EP 100 ml BG He oTroBaps Ha KO/IM4eCTBOTO JIEKAPCTBEHO
BELLLeCTBO, NMOCOYEHO OT Bb3/IOXNUTENA B CrieuudmKaumaTa Ha nekapcTeeHns npogykt — 500
mg./2ml;

10.3. 3a HomeHknatypeH pef Nel87 — nNpefnOXXeHWAT JNEKAPCTBEH MPOAYKT
AMINOPLASM AL HEPA 10% GB 500ML BG He oTroeaps Ha KO/IMYECTBOTO
NeKapcTBEHO BeLLEeCTBO, MOCOYEHO OT BbB3/IOXKMUTENA B Creuugpukaumata Ha NeKapcTBeHns
NpoaykT - 8% 500ml.

C ornep, KOHCTaTMPaHNTE HECLOTBETCTBUA C NPeABapUTENIHO 00SBEHNUTE YCI0BUA OT
Bb3/IOXUTENA M Ha OCHoBaHue 4n. 69, an. 1, 1. 3 or 30l Komucuata npegnara 3a
OTCTpaHABaHe OT npoueaypata yyacTHuMKka b.bpayH Megukan EOO/J, B 4acTtra 3a
HomeHKnaTypHu pegose NeNel03, 104 n 187.

Mo OTHOLUEHME Ha MpPef/IoXeHUATa Ha Y4yaCTHMKa 3a [APYrute HOMEHKIaTypHU
pegoBe, 3a KOUTO € npefacTasun ogepta, Komucmara yctaHOBWM, Ye MpeAcTaBeHUTe
[LOKYMEHTU CbOTBETCTBAT Ha U3UCKBAHUATA, MOCOYEHU OT Bb3/IOXKMUTENA B [JOKYMeHTaumsaTa
3a yyactuve 1 [onycKa y4yacTHMKa 40 OTBapsiHe Ha LIEHOBUTE NpPea/ioXKeHus.

11. Mo oTHOLWeHNe Ha JOKYMeHTUTE Ha Tbproscka Jlura HAL, A Komucuata
yCTaHOBW, 4Ye MNpeAcTaBeHUTe [AOKYMEHTUM CbLOTBETCTBAT Ha W3NCKBAHMATA, MOCOYEHW OT
Bb3/10XKUTeNd B JOKyMeHTaLMATa 3a y4acTue 1 oNyCcKa y4acTHMKa 0 OTBapsAHE Ha LieHOBUTE
NnpeaIoXeHus.

12. Mo oTHoLweHWe Ha foKymeHTUTE Ha Mepekc OO/, npefcTaBeHN B nauK No2,
Komucmsita KOHCTaTMpa HeCbOTBETCTBME C MNpeABapuTeNiHO 06siBeHUTe YycnoBUA OT
Bb3/I0XUTENA, KAKTO ClefBa:

12.1. 3a HomeHKnatypeH peg Nel76 — ATC kog BO3ACO02 — Succharated iron oxide,
YYaCTHUKBLT € npednoxun nekapcteeHns npogykt COSMOFER, ¢ ATC kog BO3ACO6,
KOETO NnpeLCcTaB/siBa HECHLOTBETCTBME CbC CreuuduKaumaTa Ha Bb30XUTENS.

C ornep, KOHCTaTMPaHOTO HECHOTBETCTBME C NPeABapUTENIHO 0OSBEHUTE YCI0BUA OT
Bb3/IOXUTENA M Ha OCHoBaHuWe 4n. 69, an. 1, 1. 3 ot 30l Komucuata npegnara 3a
OTCTpaHsABaHe OT npouefyparta yyactHuka Megekc OO/, B yacTTa 3a HOMEHKMaTypeH pef
Nel76.

Mo OTHOLUEHME Ha MpPefIoXeHUATa Ha Y4yaCTHMKa 3a [APYrute HOMEHKIaTypHU
pegoBe, 3a KOUTO € npefacTasun ogepta, Komucmara ycrtaHOBWM, 4Ye MNpeacTaBeHUTe
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JOKYMEHTN CbOTBETCTBAT Ha WM3UCKBAHMATA, MOCOYEHWN OT Bb3/IOXKUTENS B [JOKYMEHTaLMsATa
3a y4acTue 1 JoMnycKa YYacTHMKA [0 OTBapsiHE Ha LIEHOBUTE NPe//IOKEHMS.

C ToBa Komucusta npuknoum paboTtata Cu No pasrnexjaHe Ha IOKYMEHTUTE C NANK
2 Ha y4yaCTHMUMTe W pelun B CMeABallloTo CU 3acefaHne Aa OTBOPY MAMKAa C npefniaraHata
LleHa Ha [OonycHaTUTe Y4yacTHWLM, KaTo MH(opmaumsTa 3a gaTa M 4Yaca Ha OTBapsIHETO Ha
LIeHOBOTO NpeaoXeHWe Aa 6bae Ny6mMKyBaHa B Mpogna Ha Kyrnysaya.

MPEACEOATEN: .o/
M. K
YJ/IEHOBE: Y L1 T4 R 11/
A. B. H.C
.In/ R 11/
tO. C. M. K



