PELLEHUNE
no aeny Ne 05-02/28>K-10
r. SlpoCAQBAb

Pe30AIOTVBHAS YOCTb peLleHns obbseaeHa 9 mapTa 2010 road
PelleHne n3rotoBaeHo B MoAHOM o6beme 10 mapTa 2010 roaa

Komnceus YnpaeaeHust PepepaAbHON AHTUMOHOMOABHOM CAYXKObI MO JPOCACBCKOM OBAACTM MO

KOHTPOAIO B ChOEPE PA3MELLEHMS 30KA30B (AaAee — Kommccus) B cocTaee: <.....>.,

C y4OCTMEM MPEACTOBUTEAEN:

OT 3ASBUTENS — TOCYAQPCTBEHHOIO YHUTAPHOMO NPEANPUATUS dPOCAABCKOM 0BAACTN «OBAACTHAS
Caopmaumsy - <.,...>.;

OT 30KA34YMKA — TFOCYAQPCTBEHHOMO YUYPEKAEHUST 3APABOOXPAHEHMST SPOCAABCKOM OBAQCTM
«OBAACTHAS KAMHMYecKkast BoAbHMUOY — <.....>,

POCCMOTPEB >KAANOBY TFOCYAQPCTBEHHOMO YHUTAPHOMO MNPEANPUsITUS SPOCAABCKOM OBAQCTU
«ObaactHas Papmaums» (Aanee TaAiKe — 3aSIBUTEAb) HO AENCTBUSI TOCYAQPCTBEHHOMO 3AKA3YMKA -
FOCYAQPCTBEHHOTO YYPENKAEHNST 3APABOOXPAHEHUST JpocAaBckom obaacTn «OBAACTHAS KAMHUYECKASs

BoAbHMUA» (AOAEE TAKXKEe — 3aKA34MK) MPU MPOBEAEHWM 3AMNPOCA KOTUPOBOK HA MOCTABKY
MEAMKAMEHTOB (LedoTakcum) aAs Y3 90 OKB (Aaaee Takoke — 3anpoc KOTUPOBOK),
YCTAHOBMAQ:

B YnpaeaeHne @eAepaAAbHOM  AHTUMOHOMOABHOM  CAYXKOBI MO YpOCAOBCKOW  OBAQCTU
Glpocaasckoe YOAC Poccum) NOCTYNUAQ YKAAODA 3ASIBUTEASI HO AENCTBKS 3AKA3YMKA MPU MPOOBEAEHNN
3anpoca KOTUPOBOK.

B »xanobe 3asenTenb yKA3bIBAET, YTO COFMAQCHO MPUAOXKEHMIO Ne 2 K M3BELLEHMIO O MPOBEAEHNN
30MNpOoCaA  KOTMPOBOK  3AKA3YMKY TpebyeTcsl NpenapaTr C  MEXAYHAPOAHBIM  HEMATEHTOBAHHbLIM
HammeHoBaHKem (MHH) LledoTakcmm, HeAbii MOPOLLOK C YKEATOBATHIM OTTEHKOM AAS UH-M 1 TP, AASI B/B W
B/M BBEAEHUSI, MPU STOM B MPUMEYAHUSIX YCTAOHOBAEHO, YTO KOAMYECTBO OKTUBHOIO BELLECTBA BO PACKOHE
He MeHee 95%, CYMMAPHOE KOAMYECTBO Mnpumecen He Boaee 1,2%. Kpome Toro, B AGHHOM MPUAOMKEHN
YCTOHOBAEHO TpeboBaHMe, 4To Ab-npenapaTtbl AOAKHbBI MPOU3BOAUTLCST HO CEPTUDULMPOBAHHBIX AUMHKSIX
no GMP,

Moa AQHHBIM MHH 3aperncTpupoBaHbl npenapaThl: Lepaboa, nponssoantens OO0 ABOAMEA;
LUeooTtakcum, npounssoamtens OAO buocuHTes, LeooTtakcum, npounssoantens OAO  BUOXUMKK;
LledoTakcum, nponssoamntens LiepoTakcnm Aek, nponseoantens Aek QapMaAChIOTUKAAC 1 AP.

ToeboBAHMSAM MO COAEPXKAHUIO MNpuMmecer He Bonaee 1,2% U MPOUMBBOACTBA NPEnapaTa Ha
CEPTUDUUMPOBAHHBIX  AUMHUSIX N0 GMP  COOTBETCTBYET TOABKO OAMH MPEnapaTr C TOProBbiM
HanmMmeHoBaHMeM Llepaboa nponzsoactsa OO0 ABoAMEA.

B CBSI3M C MBAOXKEHHbBIM, MO MHEHUIO 3asBUTEAST 3ANPOC KOTUPOBOK COOPMUPOBAH MOA OAHOIMO
npowusesoanTens: — OOO ABOAMEA, YCTAHOBAEHHbBIE TPEOOBAHMS K TOBAPY M MPOU3BOAUTEAIO BAEKYT 3Q
cobon OrpPAHMUYEHNE KOAMYECTBA YYOCTHMKOB PA3MELLEHMST 3AKA3A UM HApYyLIEHWE 4aCTu 2 cTaTbk 45
PeaAepanbHOro 3akoHa oOT 21 moas 2005 . Ne 94-03 «O pasMeLleHN 30KA30B HO MOCTOBKM TOBAPOB,
BbIMOAHEHME PABOT, OKA3AHME YCAYT AASI TOCYAQPCTBEHHbBIX M MYHUUMMOABHBIX HY)KA» (AQAEe TAKXKE —
depepanbHbit 3aKoH oT 21.07.2005 Ne 94-03).

MNpeacTapUTEAM 3ASBUTEAS MOAAEPYKOAM AOBOABI, M3AOXKEHHBIE B XOAAODE, B MOAHOM obbewme,
MPOCUAM BLIAQTb NPEANNCAHME 06 YCTPOHEHUM HAPYLUEHWNA 30KOHA.,

MpeacTaBnTEAb 3AKA3HMKA C AOBOACMM >KAAOOBI HE COFAQCUACS, MPEACTOBUA TMUCbMEHHOE
BO3PAYKEHME HA XKANODY.

3ACAYLLOB MHEHWSI CTOPOH U U3YYMB MPEACTABAEHHBIE AOKYMEHTB U MATEPUAABI, Kommccus
MPUXOAUT K BBIBOAY O HEOBOCHOBAHHOCTU YKAAODbBI MO CASAYIOLLMM OCHOBAHMSIM.

30KA34YMKOM  MPOBOAMAACH  MPOLEAYPO PA3MELLEHUST TOCYAQPCTBEHHOrO  3AKA3A  MyTeM
MPOBEAEHMS 3aNPOCA KOTUPOBOK HA MOCTABKY MEAUMKAMEHTOBR (UedoTakcum) ang Y3 90O OKB.
N3peweHmne Ne 55 0 npoeeaeHUM 3anNpoca KOTUPOBOK BbIAO PA3MELLEHO HA ODUUMAABHOM CANTE B CETU
«NHTEPHET? AAS PA3MELLEHNST MHOOPMAUMM O PA3MELLEHNM 3AKA30B AASl TOCYACQPCTBEHHBLIX HYXKA
Slpocaaeckon obaacT www.dgz.adm.yar.ru19.02.2010.

CoraacHo 4yactn 2 cratbn 45 depepanbHOro 3akoHa ot 21.07.2005 Ne 94-O3 wusselleHWe O
NMPOBEAEHMM 3AMNPOCA KOTUPOBOK HE MOYXET COAEPMATb YKA3AHME HA 3HAKK OBCAYXKMBAHUS, DUPMEHHbIE
HOMMEHOBAHMS, MATEHTbl, MOAE3HbIE MOAEAM, MPOMbBILLUAEHHbIE 06pasubl, HAMMEHOBOHMUSI MECT
MPOOUCXOXKAEHMST TOBAPOB WAM HAVMMEHOBOHMUS MOOU3IBOAUTEAEN, A TAKXNKE TPEOOBAHMS K TOBAPAM, WX



MPOWV3BOAUTEASIM, MHOOPMALMM, PABOTAM, YCAYIrOM, €CAM TAkue TPeOOBAHMST BAEKYT 3a COBOM
OMPAHUNYEHNE KOAUMYECTBA YHACTHUKOB PA3MELLEHMS 3AKA3A.

B xoae npoeeaeHUsT 3anpoca KOTUPOBOK B aAApPeC 3aKAs4YMKA MOCTYNMUAO & KOTUPOBOYHbBIX
zasBok: OO0 «Dopmyaa T» (MPEANOXNMAO K MOCTABKe npenapdT Lledotakcum npounssoactea OAO
«Broxummie»), OO0 «ABOAMea» (MPEANOXKUMAO K MNOCTABKE Mpenapat LepoTakcym npoussoACTBG
ABOAmMea, Poccug), OO0 «AnTeka» (MPEAANOKMAO K MOCTABKE MPenapaT LedoTakcmm npomn3BoACTBA
Aboamep), OO0 «Pupapm Mockea» (MPEAAOXKUMAO K MOCcTaBke npenapat LegpoTtakcum (LedocuH)
npounssoacTea CuHTes AKO, Poccus), A0 ompma «LeHTp BHeapeHus «[POTEK» B AMUe OUAMAAC
«[TpoTeKk-4» (NPEANOIKMAO K MOCTABKE NpenapaT LledpoTakcnm npounssoaAcTea LekPharma).

Takmm obpasom, B 3anpoce KOTUPOBOK MPUHSIAM y4ACTUE & YYOCTHUKOB, KOTOPbLIE MPEAAOKUNAN
npenapaTel 4 PA3AMYHBIX MPOM3BOAUTEAEN, HYTO TOBOPUT OO OTCYTCTBMM OMPAHUYEHUST KOAVNYECTBA
YYACTHUKOB PA3MELLEHMST 3AKA3A 1 HAPYLLEHMS YaCTK 2 cTaTbh 45 DeaepanbHOro 3akoHa oT 21.07.2005 Ne
94-03.

CAeAOBATEABHO, AENCTBUST 3AKA34YMKA MPABOMEPHBI M HE MPOTUBOPEYAT AENCTBYIOLLEMY
30KOHOAQTEABCTBY.

YUYNTBIBAS BbILLEN3IAOKEHHOE, PYKOBOACTBYSICh YACTbIO 6 CcTaTbM 60 PepepAAbHOro 3aKOHA OT 21
moAs 2005 . Ne 94-03 «O pa3MeLLEeHMM 30KA30B HO MOCTCBKM TOBAPOB, BHIMOAHEHWE PABOT, OKA3aHWE
YCAYF AASI TOCYACPCTBEHHDBIX U MYHULMNOABHBIX HYXA», KOMUccusl dpocaasckoro YOAC Poccum no
KOHTPOAIO B COEPE PASMELLEHMS 3AKA30B

pewuaaq:

MPU3HATb XAAOBY rOCYAQPCTBEHHOINO  YHUTAPHOTO MPeAnpusTust  SIpOCAaBCKOM  OBAACTM
«ObaacTHag Qapmauysl HA AENCTBUSI TOCYACPCTBEHHOIO 3AKA3YMKA - FOCYAQPCTBEHHOTO YYPEKAEHUS
3APABOOXPAHEHMST SPOCACBCKON 06AACTU «OBAACTHAST KAMHWUYECKAST OOABHMLO» MNPY MNPOBEAEHUM
30MNpPOCaA KOTUPOBOK HO MOCTABKY MeAMKAMEHTOB (LedoTakcm) Ana Y3 90O OKB, Heo60CHOBAHHOM.

HacTosee pelieHme MOXKET 6biTb 06XKAAOBAHO B CYAEOHOM MOPSIAKE B TEYEHME TPEX MECSILEB CO
AHS1 €ro NpPUHATKS,



