PELLIEHME Ne 08-01-140

03 mas 2017 roaa r. Hopocmbupck

Kommceusa YnpasaeHUs: PeAepaAbHOM AHTUMOHOMOABHOM CAYXKObl Mo HoBocmbupckon obAACTM Mo
KOHTPOAI B chepe 3akynok (Kommccust Hosocmbupckoro YOAC Poccum) B COCTABE:

KamHesa H.IM. - 30M. PYKOBOAUTEAST YNIPABAEHUSI, NPeACEeAdTEAb KOMMCCUK;
3aprapos A.M. - 1.0. 30M. HOYOABHMKA OTAEAQ KOHTPOAS 3aKYMNOK, YAEH Kommccuu;
- BEAYLWMA CNEeUMOAUCT-9KCTIEPT OTAEAD KOHTPOAST 3AKYMOK, YAEH

ConoBbén A.O.
Kommcecumm;

B npucyTtctBum npeactaeutens OIeY «PUH» MwuHsapaea Poccum (. Hoeocubupck): <...> (no
AOBEPEHHOCTWN),

B OTCYTCTBME MPEACTABUTEAEN MoAATEAs aArobbl — OO0 «OK CATUKOM», yBEAOMAEHO HAAASKALLNM
obpazom,

paccmMoTpes »anoby OO0 «OK CATUKOM» Ha aencTeus 3akasdmka — OIbY «OUH» MuHaapasa Poccum
(r. HoBocubUpCK) nMpuv MNPOBEAEHUM SAEKTPOHHOIO QAYKUMOHA HO MOCTOBKY AEKOPCTBEHHbIX CPEACTB
(nseeLteHre Ne 0351100033217000056), HOYOAbHAS (MOKCYMOABHAST) LeHa KOHTpaKkTa 1 398 435.00 pybaen,

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccunm obpatmarocb OO0 «PK CATUKOM» ¢ >KOAOBOIM HO AENCTBUST 30KAIHMKA
- OreY «®UH» MuH3apoea Poccum (r. HOBOCUBUPCK) MPU MPOBEASHUM SASKTPOHHOMO AYKLMOHA HA
MOCTOBKY AEKAPCTBEHHbIX CPEACTB.

CyTb »>KaA0b6bl 3aKkAodaeTcst B caeayoleMm, OO0 «OK CATUKOM» 0BXKAAYET MOAOMKEHUST AYKLMOHHOM
AOKYMEHTALMN.

OO0 «®K CATUKOM» cUMTAET, 4TO AYKLUMOHHAST AOKYMEHTALMS PA3MELeHd HO ODULMOAbHOM CAWTe C
HapyweHeM TpeboraHM 4.1 cT.33 O3 Ned4-O3. [oAATEAL XKAAOOBI CUMTAET, YTO BCEN COBOKYMHOCTU
XOPAKTEPUCTUK  3AKYNMOAEMOro TOBAPA, YKOA3AHHBIX B  OMWCOHUMM OOBEKTA 3AKYMKMU, B YOACTHOCTW,
TPEOOBAHMSIM O TOM, YTO Y AEKAPCTBEHHOIO CPEACTBA OTCYTCTBYET OMPAHUYEHME MO MPUMEHEHMIO AAS
roynmn nNAusMeHTOB C QAAKOMOAM3MOM WM HOAPKOMOHWEN, COOTBETCTBYET TOABKO OAHO AEKAPCTBEHHOE
CPEACTBO KOHKPETHOro MPOU3BOAUTEAS, O UMEHHO, AEKAPCTBEHHOE CPEACTBO  «YAbTPABUCT»
MEOU3BOACTBA KOMMNAHUMM «Banep LlepuHr Al» [epmaHus. TakuM OBPA30OM, MO MHEHUIO MOAQTEAS
YKOAODbBI, ONMUCAHME OOBEKTA 3AKYMNMKM HE HOCUT OOBEKTMBHOIO XAPAKTEPd, 4YTO BAEYET 3a CODOW
OMPAHNYEHNE KOANYECTBA YHOACTHMKOB 3AKYMKM,

Ha OCHOBAHWMM MBAOXEHHOIO, MOACTEAb YKAAODbBI CUMTAET, YTO AYKLUMOHHAST AOKYMEHTALMST PA3MELLEHA
HO O®VUMAABHOM CANTE C HOPYLIEHWEM HOPM 3CAKOHOAQTEAbCTBA O KOHTQROKTHOM cUCTeMe B cohepe
3AKYMOK.

Ha )I(O/\O6y OT 3AKA3YMKA NOCTYTNAM BOIPA>KEHUS, B KOTOPDIX YKA3AHO CACAYIOLLIEE.

3AKA34MK YCTAHOBUA TPEOOBAHMS K ASKAPCTBEHHBIM NpenapaTtaM ¢ MHH «lonpomMma» B COOTBETCTBUM CO
CBOMMM MOTPEOHOCTSIMM, YKA3OB CASAYIOLIME TEPANEBTUYECKN 3HAUYMMbIE XAPAKTEPUCTUKM: «OTCYTCTBUE
NPEAOCTOPOXHOCTEN N OTPAHUYEHUN AAS MPUMEHEHUS Y NALUMEHTOB C AyTOVMMYHHBIMU 306 0AEBAHNSIMA U
OAKOTOAM3MOM», MOCKOABKY MPOBOAMMBIE 3AKA3YMKOM MEAWLMHCKUE MAHUMYASUMA B YACTHOCTU,
PEHTIeH3HAOBACKYASIPHbIE BMELLIOTEABCTBA YOCTO OCYLLECTBASIIOTCS B SKCTPEHHbIX YCAOBUSIX B OTHOLLEHN
MAUMEHTOB C OCTPbIM KOPOHOPHBIM CUMHAPOMOM  UWAM  MOUMEHTOB C  HAPYLUEHMEM MO3roBOro
KPOBOOBPALLEHUS, MPU KOTOPbLIX AOCTOBEPHO OLEHUTb QHAMHE3 MNALMEHTA, BKAUYAIOLLMA AYyTOUMMYHHbIE
3060AEBAHMS, 3A60AEBAHMS AAKOTOAM3MOM HE MPEACTABASIETCST BO3MOXKHbIM.

3AKA34YMK YKA3BIBAET, YTO B COOTBETCTBMM C MPUKA3OM MuH3apaea Poccum ot 07.07.2015 Ne 422aH «O6
YTBEPXKAEHNN KPUTEPUER OLEHKM KQAYECTBA MEAMUMHCKOWM MOMOLUM» HA3HAYEHNE AEKAPCTBEHHbIX



NPEenapaToB AASl MEAMLMHCKOTO MPUMEHEHWST OCYLLECTBASIETCSI C Y4ETOM MHCTPYKUMM MO MPUMEHEHUIO
AEKAPCTBEHHbBIX MPEnApPATOB, BO3PACTA MAUMEHTA, MOAQ MAUMEHTA, THKECTU 3AO0O0AEBAHUS, HOAUYUS
OCAOXXHEHUMA OCHOBHOMO 30H60AEBAHUST (COCTOSIHUSY) W COMYTCTBYIOLLMX 3aO60AeBAHUN. COOTBETCTBEHHO,
eCAM B NMHCTPYKUMKM MO MPUMMEHEeHUMIO AeKAPCTBEHHOIo npenapdartd B MyHKTe «C OCTOPO>HOCTbIO» He
MPEAYCMOTPEHO ACQHHOW MATOAOMUW, 3TO OMPEAENSIET BLICOKYKO CTEMEHb MPOBEPEHHOM 6E30MNACHOCTM
NpenapaTa 1M AQET BO3MOXHOCTb MPUMEHTb ero 6e3 OrPAHNYEHNA HO ACQHHBIE BUAbBI MATOAOIMYECKMX
COCTOSIHUW,

3AKA34MIK O6pOLLI,OeT BHMMAOHME HA TO, YTO HAAMYME Y AEKAPCTBEHHOTO NMPEenapaTa NPeAOCTOPOXKHOCTEN
MOXKET MNpmBeCtTn K BO3SHUKHOBEHUSI TDKEAbIX BACKYAUTOB WA CUHAPOMA CTrBeHCca-A>KOHCOHA \
naumeHTos C HaAn4Ymem B AHAMHE3e AYTOMMMYHHbIX 3060AEBAHNN, OCTPAs VAN XPOHWYEeCKas dopMa
OAKOTOAM3MA MOXKET YBEANYUTb MPOHNLAEMOCTb reMaTO-3aHUEPAANYECKOTO 60pbepo.

YUUTBIBAST MBAOXKEHHOE, YKO3OHHbIE B AYKUMOHHOW AOKYMEHTAUMM TPeBOBAHMS K  3AKYynaemMoMmy
ASKAPCTBEHHOMY npenapaTty ¢ MHH «/onpomMra» He SIBASIIOTCSI OMPAHNYEHUEM KOHKYPEHLMM, MOCKOABKY
ODOYCAOBAEHbI  MOTPEOHOCTIMU  30KA3YUKA W Yy  30KO3YMKA He umeeTcs aApyroro  cnocoba,
obecneumBatoLLero 6oAee TOYHOE U YETKOE OMUCAHME XAPAKTEPUCTVK 0O6BbEeKTA 3aKYMKN.

A3yumB NpeACTOBAEHHbIE MATEPUAABI U AOBOAbLI CTOPOH, Kommccua Hoeocubupckoro YOAC Poccum
MPMULLAQ K CASAYIOLLMM BbIBOACM.

B cooteetctBMM C .1 4.1 cT1.33 O3 Ne 44-O3 onucaHme o6bekTa 3aKYNKM AOAKHO HOCUTb OOBEKTUBHLIM
XOPAKTEP. B ONMCOHUM 0BBEKTA 3AKYMKU YKA3bIBAKOTCS QYHKLMOHOAbHBIE, TEXHUYECKNE 1 KOYECTBEHHbIE
XOPAKTEPUCTUKN, DKCMAYATALUMOHHBIE XAPAKTEPUCTUKM OBBbEeKTa 3akynkm (Npy HeobxoauMoCTM). B
onMCcaHMe 0BBbEKTA 3AKYMKM HE AOANKHbBI BKAKOYATLCS TPEOOBAHUS AW YKO3AHWS B OTHOLLEHUM TOBAPHbBIX
3HOKOB, 3HAKOB OBOCAYXMBAHMS, OUPMEHHBIX HOWMMEHOBOHWW, MNATEHTOB, [MOAE3HbIX MOAEAEN,
MPOMbBILLUAEHHbIX OBPA3LOB, HAMMEHOBOHWME MECTA TMPOUCXOXAEHUST TOBAPA WAM  HAVMMEHOBOHUE
MPOU3BOAUTEAS], O TAKXKE TPEOOBAHUSI K TOBAPAM, MHGOPMALMM, PABOTAM, YCAYrAM MPU YCAOBUU, YTO
Takne TpeboBAHMS BAEKYT 30 COBOM OMPAHUNYEHME KOAMYECTBA YYOCTHMKOB 3AKYMKM, 3Q WNCKAKOYEHUEM
CAYYOQEB, ECAV HE UMMEETCS1 ApYyroro crnocoba, obecneuympatollero HoAee TOYHOE U YETKOE OMUCAHUE
XOPAKTEPUCTUK OBBEKTA 3AKYMKM,

Kommcecuren Hoeocubupckoro YPAC Poccum npyt AHOAM3E  AYKLUMOHHOM  AOKYMEHTALMW  OblAO
YCTOHOBAEHO, 4YTO 30KOA34YMKOM YCTOHOBAEHO TPEOOBAHME K AEKOPCTBEHHbIM CpeAcTeaM ¢ MHH
«lonpomma» 06 OTCYTCTBUMM MPEAOCTOPONKHOCTEA N OrPOHVHEHUIA K MPUMEHEHWUIO Yy MALUMEHTOB C
QAYTOUMMYHHbBIMM 3060AEBAHNSIMA U AAKOFOAM3MOM, B COOTBETCTBMM C TpeboraHMsMM N.1 4.1 cT.33 O3 Ne
44-03, NCXOAS N3 PAKTUYECKUX MOTPEDHOCTEN MEAMUMHCKOTO YUYPEXKAEHMUS, MOCKOAbKY HE UMEETCS
Apyroro cnocoba, obecnedveatoLlero 6oaee TOYHOE U YETKOE ONMUCAHUE 0OBHEKTA 3AKYMKM.

Takmm oBpa3oM, AOBOAbLI MOACQTEAS XKAAODB OTHOCUTEAbHO YCTOHOBAEHMST 3AKA3YMKOM B QYKLMOHHOM
AOKYMEHTALMN TPEBOBAHWUI K ASKAPCTBEHHOMY npenapaty ¢ MHH «MonpomMma», KOTOPbIM COOTBETCTBYET
€ANHCTBEHHbLIN AEKAPCTBEHHbBIN NPENAPAT C TOProBbIM HAMMEHOBOHMEM «YAbBTPABUCT», 06 OTCYTCTBUM
MPEAOCTOPOMHOCTEN U OMPAHUNYEHUIN K MPUMEHEHUIO Y MALUMEHTOB C AYTOUMMYHHbBIMW 3A6OAEBAHMSIMA
QAKOTOAM3MOM, YTO OMPAHNYMBAET KOAMYECTBO YYOCTHMKOB 3AKYMKU, HE HALLIAWM CBOETO MOATBEPIKAEHMSI,
MOCKOAbKY HEAb3sl OAHO3HAYHO YTBEPXKAOTb, 4YTO YCTAHOBAEHHbe TPEebOBAHWMS K ASKAPCTBEHHbBIM
MNPEenapaATAM SIBASKOTCS TEPAMEBTUYECKN HE 3HAYMMBIMK, 30KA3YMKOM OBOCHOBOHA HEOBXOAMMOCTb
YCTOHOBAEHWIS! BbILLEYKA3AHHbIX TOEOOBAHMUIA,

AOBOA NOACATEAS YKAAODBI OTHOCUTEABHO Noaunumn PAC Poccun, coaepkailencs s nucbme Ne AA/6345/16
ot 03.02.2016r., OTHOCUTEABHO TOro, 4YTO YyKasaHue MHH uvAv npu ero OTCYTCTBUM XUMUYECKOro AMBO
rMEYNMMPOBOYHOIO HAMMEHOBAHMUS AEKAPCTBEHHOMO MPEnApPATA, AEKAPCTBEHHOW POPMbI 1 AOC3NPOBKMK (C
YKA3QHMEM BO3MOXXHOCTM MOCTOBKM 3KBUBAAEHTA) SIBASIETCS HEOOBXOAMMBIM U AOCTATOYHBIM YCAOBUEM
MAEHTUDUKALMN AEKOPCTBEHHOIO MNPENAPATA, HE MOXKET ObiTb MPUHSIT BO BHUMAHWE, MOCKOAbKY AQHHOE
nucbmo oTpadkaeT noamumito PAC Poccuit UICKAIOYUTEABHO OTHOCUTEABHO BOMPOCA B3AMMO3AMEHSIEMOCTH
AEKAPCTBEHHbIX NPENAPATOR, MMEIOLLIMX MEXKAYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHME «[ AQTUMEPT
aueTaT, B AEKAPCTBEHHOW POPME «PACTBOP AASI MOAKOMHOIO BBEAEHMS» C PA3HBIMA AO3MPOoBKaM/ 20
Mr/MA, 40 Mr/MA, B oTBET Ha obpauleHre 3A0 «BUOKAAY.

Ha ocHoBaHWM m3noxeHHoro, Kommccmst Hosocubupckoro YOAC Poccuy pelmaa NpusHaTtb >KAA0By
HeoBOCHOBAHHOM.

Mon npoBeAeHM HA OCHOBOHMM M.1 4.15 CT.99 O3 Ned4-O3 BHEMNAQHOBOWM MPOBEPKM AQHHOW 3AKYMKU
HOPYLEHWST 3AKOHOAQTEABCTBA O KOHTPAOKTHOM CUCTEME B ChHEPE 3AKYMOK HE BbISIBASHDI,



PykoeoacCTBysICb 4.8 CT. 106, .1 4.15 cT.99 3 Ned4-O3, Kommceusa Hoeocnbupckoro YOAC Poccum
PELLINAA:

MpwusHaTb >kanoby OO0 «PK CATUKOM» Ha AencTBUS 3aKasdmka — OIreY «OLUH» MuHsapoasa Poccum (r.

HoBOCMBUPCK) MNpPU MPOBEASHUM SASKTPOHHOIO QAYKLMOHO HO MOCTOBKY ASKOPCTBEHHbBIX CPEACTB

(n3peLeHre Ne 0351100033217000056) He0HOCHOBAHHOMN.

PelueHmne MoyKeT BbiTb 06XKAAOBOHO B Op6I/ITpO)I(HbII7I CYyA B TedeHne Tpex MecsileB CO AHS ero BbiIHEeCeHsl.



