PELLEHWE
no >xkanobe OO0 «MeaCneulHeecT» (BX. Ne01512-13/d o1 08.02.2013 1.)

O HApyLWweHM 3AKOHOAATEeAbCTBA O pA3MeLlleHn 3AKA30B

15.02.2013r. r. Mlepmb

Komucecusa YnpasaeHust DepepaAbHOM AHTVMOHOMOABHOM CAYXKObI MO [TepMCKOoMY Kpato
(aanee — Komuceus),

paccmoTpes anoby OO0 «MepCneulHBecT» (aAanee — 3asBUTEAD) Ha AencTeus OIBY
«PLICCX» MuH3apaecoupassuTis Poccumn (r.fllepmb) (AaAee — 3aKA34MK) Npu
NPOBEAEHNM OTKPBITOrO AYKLMOHAO B SAEKTPOHHOM GOPME HA MOCTABKY CTEHTOB
KOPOHAPHbIX AAST HYXKA LeHTPA (M3eelleHne Ne 0356100029513000009),

YCTAHOBUAA:

CoraacHo napelleHmto Ne 0356 100029513000009 npoBOANACST OTKPbBITHIM AYKLMOH B
SAEKTPOHHOM GOPME HA MOCTABKY CTEHTOB KOPOHAPHBIX AAST HYXKA LEHTPA,

3a9BUTEAL MOAAIrAET, YTO HOPMbl PepepaAbHOro 3akoHa oT 21.07.2005r. Ne 94-03 «O
PA3MELLEHNN 30KA30B HA MOCTABKM TOBAPOB, BbINMOAHEHME PABOT, OKA3AHNE YCAYT AASI
FOCY AQPCTBEHHBIX M MYHULMMNAABHbBIX HY>KA» (AQAEE - 3AKOH O PA3MELLEHN 3AKA30B)
HAPYLUEHbI AENCTBUSIMM 3AKA3YMKA. B HOCTHOCTU, 3ASIBUTEAL YTBEPIKAQET, UTO
TPEeBOBAHUS K TOBAPY, YCTAHOBAEHHbIE 3AKA3YMKOM B .1 1 1.3 TEXHNYECKOro 3aAQHMS
(NpurAoXKeHME Ne1 K AOKYMEHTALMM OB AyKUMOHE B SAEKTPOHHOM GOPME) COOTBETCTBYIOT
TOAbKO OAHOMY MPOon3BOAUTEAID «AMG International GmbbH», FepmMmaHust. o MHeEHUIO
3ASIBUTENST, MEAMUMHCKAS TEXHWKA MHBIX MPOU3BOAUTEAEN HE COOTBETCTBYET,
YKQA3OHHBIM B AOKYMEHTALMM 06 QyKUMOHE, TEXHNYECKMM XOAPAKTEPUCTUKAM.

MNepBOHAYAABHO PACCMOTPEHME YKAAODBI BBIAC HO3HAYEHO Ha 14.02.2013. BoiHecerme
PELLEHNS MO YKAA0De BbINO OTAOXKEHO Ha 13:404. 15.02.2013r.

B xoAe paccMoTpeHns XXaAobbl Komnccumnen yCTOHOBAEHO CAGAYoLLee:

[NpeAcTaBUTEAD 3ASIBUTEASI HOCTAMBOA HO AOBOAQX, M3AOYKEHHDBIX B »kanobe.

B cootBeTcTBUM C N.N.4.6 N.4 AOKYMEHTALMM OO AYKLMOHE B SAEKTPOHHOW dopMe 0ObeM
MOCTAOBASIEMbIX TOBAPOB OMPEAEAEH B TEXHNYECKOM 30AAHNM (MPUAOXKEHMe Ne1 K
AOKYMEHTALMM 06 AyKUMOHE). 3AsIBUTEAb OCTIOPUBAET NPABOMEPHOCTb Y CTOHOBAEHMS
3AKA3YMKOM B TEXHUYECKOM 3AAQHNM TPEBOBAHUIN K TOBAPY B MN.1 «CTEHT KOPOHAPHbBIN



KAPBOOHM3NPOBAHHbIV C AEKAPCTBEHHBIM MOKPbITEM HO CUCTEME AOCTABKM» U M.3
«CTEHT KOPOHAPHbIN KAPOOHU3NPOBAHHDBIN, BUOAKTUBHDBIN HO CUCTEME AOCTABKMNY,

B cooTtBeTCTBMM C 4.2 CT.58 SAOKOHA O PA3MELLEHNN 3AKA30B YYACTHUK PA3MELLEHUS]
30KA3A, MOAOQBLLUVI XAAOBY HO AENCTBUS (BE3AENCTBME) 3AKAIUMKA, YITOAHOMOYEHHOT O
OpPraHa, CrneynaAm3npOBAHHOM OPIraHN3ALMK, ONEPATOPA SAEKTPOHHOM MAOLLLAAKN,
KOHKYPCHOWM, AYKLVOHHOW NAM KOTUPOBOYHOM KOMUCCUW, OBS130H MPUAOXKUTD K XKaAobe
AOKYMEHTbI, MOATBEPXKAQOLLIIE OOOCHOBAHHOCTb AOBOAOB MXAAODHDI,

B NnoATBEPIKAEHME AOBOAC O HOAUYMM B XAPAKTEPUCTUKAX TOBAPA, YKA3AHHbLIX B 1.1
TEXHNYECKOr O 3AAQHUS, TPEOOBAHNIM, OrPAHNYMBAKOLLMX KOAUYECTBO YYOCTHMKOB
PA3MELLEHNS 3AKA3A, 3AsIBUTEAEM MPEACTOBAEHA CPABHUTEABHAS TOBAMLA, B KOTOPOMN
NPEUBEAEHDI CPABHUTEABbHBIE XAPAKTEPUCTUKN CTEHTOB KOPOHAPHbIX
KAPBOOHMBMPOBAHHBIX C AEKAPCTBEHHBIM MOKPBITUEM HO CUCTEME AOCTOBKM TREX
npounseoamntTenen: «KAMG International GmbH», Frepmanuns; «Cordis Corporation, CLLUA»;
«Terumo, SInoHKns». Kpome Toro, 3asisutenem 6biAn NPEACTABAEHbBI KOMMU CTPOHUL,
KATAAOrOB HECKOAbKUX MPOOUN3BOAUTEAEN CTEHTOB. BMeCTe C TeEM, MCXOAS M3 YKA3AHHOW
MHOOPMALMU, NPEACTABAEHHOM 3asiBUTEAEM, KOMUCCUST HE MOXKET MPUNTU K
OAHO3HOYHOMY BbIBOAY O TOM, YTO HA PbIHKE MEAULIMHCKOrO 060pYyA0BAHMS PO
NPEACTABAEHbBI KOPOHAPHBIE CTEHTBI MPOM3BOACTBA MHbIX KOMMAHMN, OOAQAQOLLME
TAKNMU YKE PYHKLMOHAABHBIMU XAPAKTEPUCTUKAMM, KAKME TPeBYIOTCS 3aKA34YMKY, MU
MHbBIX TEXHNYECKMX MAPAMETPAX, CMELUMPUYHDBIX AAST KODKAOIO NMPOM3BOAUTEAS. Kpome
TOro, U3 NX NOSICHEHNIN, AQHHBIX B XOAE PACCMOTPEHMS HOCTOSILLLEN XKAAODBI, CAEAYET,
4yTo OO0 «MeaACneulIHBeCT», HE SIBASISICE MPOV3BOAUTEAEM CTEHTOB, UMEAO
BO3MOMHOCTb NOCTOBUTb B COOTBETCTBUN C YKA3AHHBIMW B TEXHUYECKOM 30 AOHNN
TPEebOBAHUSIMM TOBAR, B KOTOPOM HY>KAQETCST 3aKA34MK. HaMepeHne 3asiBUTEAS
NPEAAOXKUTb UHbIE (C APYTMMU XAPAKTEPUCTUKAMM) KOPOHAPHbIE CTEHTBI CAMO Mo cebe
HE CBUAETEALCTBYET OO OrpAHMYEHUM Ero NPABA HA YYACTUE B AYKUMOHE HO MOCTABKY
TOBAPA B COOTBETCTBMM C TPEOOBAHMSIMK 3AKA3YNKA. AOBOAbBI 30KA34YMKA O TOM, YTO
CYLLUECTBYET, KOK MUHUMYM ABQ NPon3BoAnTEAST («\AMG International GmbH», FrepmaHus;
«CID Vascular, UTaans) Takoro o6opyAOBAHMST, M3roTABAMBAIOLLIMX KOPOHAPHbBIE CTEHTHI
C XOPAKTEPUCTUKAMM, YKAIAHHBIMM 3AKA3YMKOM B MYHKTOX 1, 3 TEXHNYECKOrO 30AQHMSI,
3AgBUTEAEM HE OMNPOBEPIHYThl. Y CTAOHOBAEHME TAKUX XOPAKTEPUCTUK OOOPYAOBAHMS
3AKA34YMKOM HAMPABAEHO HA OMpPeAEAEHNE COOTBETCTBUSI TOBAPA MOTPREBHOCTSIM
3AKA34MKA, A HE HA OrPAHNYEHNE KOAMYECTBA YYOCTHMKOB PA3MELLLEHMS 3AKA3A.

Ha ocHOBOHUM M3AOXKEHHOro, Komuccus He yCMATpUBAET B AeMCTBUSX 3aKA3YMKQ, B
YACTU YCTOHOBAEHUS B NYHKTAX 1, 3 TEXHUYECKOro 3aAQHUS TP€6GOBAHUIA K TOBAPY,
HapYLlweHns 30KOHA O Ppa3MeLLeHNN 30KA30B, BAEKYLLEro orpaHnYeHne KOAMYecTea
YYOCTHUKOB PA3MeLLeHns 3aKa3al.

Ha ocHoeaHum ctaten 17, 60 PepepaAbHOro 3akoHa «O pa3MELLEHMM 3AKA30B HA
NOCTABKM TOBAPOB, BLIMOAHEHME PABOT, OKA3AHUE YCAYT AASI TOCY AQPCTBEHHbBIX U
MYHULMNOABHBIX HY>KA» KOMUCCUS,

PELLNAA:

MpnaHaTb Xkanoby OO0 «MeaCneulHeecT» Ha aencTtams OIBY «PLUCCX»



MuH3APABCOLPA3BUTUS Poccum (r.Mepmb) Mpu NPOBEAEHUN OTKPBITONO AYKLIMOHA B
SAEKTPOHHOM POPME HA MOCTOBKY CTEHTOB KOPOHAPHbBIX AAST HYXKA LIEHTPA (M3BeLLeHne
Ne 0356100029513000009) HeO6OCHOBAHHOW.

HacTosiee pelleHne MoXKeT H6biTb OOXKANOBAHO B Cy,A,e6HOM NMnopsiAKe B TedHeHWe TpeX
MecsiueB CO AHS ero NPEnHSITUSI.



