PELLEHUE Ne054/06/33-1015/2019

27 mas1 2019 roaa r. HoBocmbupck

Komunccug YnpaeaeHUs DepepaAbHOM OHTUMOHOMOABHOW CAYXKObl Mo  HoBocubBUpCKom
OBAACTU MO KOHTPOAK B chepe 3akynok (Kommccus Hosocubupckoro YOAC Poccum) B
COCTOBE:!

LLiBanos ALl - 30M. PYKOBOAUTEAS YNPABAEHWIS, MpeAceAdTenb Kommccumm;

PacTeopues C.H. - TAQBHbIM CMNEeUMOAUCT-OKCNEPT OTASAD KOHTPOAS 3AKYMOK, YAEH
Komuccum;

MoykenkmnH M.A. - CNEeUMOAUCT-aKCNEePT OTAEAQ KOHTPOAS 3aKYNOK, YAeH KomMmnccuu;

B MPUCYTCTBUM NPEACTOBUTEAEI:

€ L»

paccmoTpeB »anodby OOO «Toproebit AOM «BUAA» HO AeNCTBUS 3aKasdnKka — [BY3 HCO «Kb
Nel» npu npoBepAeHUM SAEKTPOHHOro aykumoHa Ne0351300072219000262 HA NOCTABKY
AEKAPCTBEHHOIO MPENnAPATA AAS MEAULIMHCKOIO MPUMEHEHMS: AOLUETAKCEA, PA3MELLEH B
ENC 13.05.2019r., HO4OABHAS (MOKCUMAOABHASI) LEHA KOHTPAKTA 992 320,56 pybaen,

YCTAHOBUAA:

B Hoeocumbumpckoe YOAC Poccum obpatmnocb OOO «Toprosbit AoM «BUAA» C XAAOBOM HAO
AeNcTBMSl 3akasdnka — [bBY3 HCO «'KB Nel» npu npoOBEAEHUMM SAEKTPOHHOINO AyKUMOHA
Ne0351300072219000262 HO MOCTABKY AEKAQPCTBEHHOrO MPEenapara  AAs MEAVUMHCKOro
NPEUMEHEHMST: AOLETAKCEA.

CYTb YKAAOObI 3OKAKOHOETCS B CAeAYIOWEM,

CornacHo nn.6) n2 OcobeHHOCTEN OMUCAHUSI AEKOPCTBEHHbBIX MPENAPATOR  AAS
MEAMLMHCKOIrO  MPVMEHEHMUS,  SBASIOLLUMXCST  OOBEKTOM  3AKYMKM  AAS1  obecnedyeHus
FOCYAQPCTBEHHbBIX M MYHULUMMOABHBIX HYXKA, YTBEPXKAEHHbBIX [TOCTAOHOBAEHMEM [1POBUTEABCTBA
PO ot 15.11.2017 Ne1380 (panee — OCOBEHHOCTU ONUCAHUS), MNP ONMUCAHUKM OOBEKTA 3AKYMKM
30KA34YMKY HEODXOAMMO YKA3ATb AO3INPOBKY AEKAPCTBEHHOIO MPENAPATA C BO3MOYKHOCTbIO
NOCTOBKM AEKAPCTBEHHOrO MNPEMNAPATA B KPATHOM AO3MPOBKE U ABOVMHOM KOAMYECTBE, O
TAKXKE C  BO3MOMHOCTbIO MOCTABKM AEKAPCTBEHHOrO MNPEenapaTa B HEKPATHbIX
SKBMBOAEHTHbIX AO3VPOBKAOX, MO3BOASIOLMX AOCTMYb OAMHOKOBOrO TEPANEBTNYECKOrO
clololsTgfel

B HapyweHMne yKA3aHHbIX OCOOEHHOCTEM OMUCOHUS B OMUCOHUM OBBEKTA  3AKYMKU
OTCYTCTBYET YKA3OHME O BOZMOXXHOCTU MNOCTABKM npenapata ¢ MHH AoueTtakceAa (20 Mr/mMA)
B KPATHOW AO3MPOBKE, A TAKXKE O BO3MOMHOCTU MOCTABKN AEKAPCTBEHHOIO MNPENAPATA B
HEKPATHBIX AO3VPOBKAOX, MO3BOASIOLLMX AOCTUYb OAMHAKOBOIO TEPAMNEBTUYECKOTO 2QPEKTA,
4TO SIBASIETCS HOpYLIEHMEM 4.5 ¢T.33 O3 Ned4-O3 1 n.n.6) n.2 OcobBEHHOCTEN ONMUCAHMSI.

HO OCHOBOHUM M3AOXKEHHOTO, MOAOTEAb YKOAODBI CYUTAET, YTO QAYKLMOHHAS AOKYMEHTALMS
COAEPKUT HOPYLUEeHUs TPeBOBAHMIN 3AKOHOAOTEABCTBA O KOHTPAKTHOM CUCTEME B cohepe
30KYMOK.

Ha >xxanoby OO0 «Toprosbini AooM «BUAA» oT 3akasumka - TBY3 HCO «KB Nel» noctynuamn
CAEAYIOWMNE BO3PAXKEHUS.



B cooTtBeTCcTBMM C ONMMCAOHMEM OBBEKTA 3AKYNKKM K MOCTOBKE HeobxoamM npenapatr ¢ MHH
Aouetakcen (20 Mr/mA). COCTOBASISI TeXHUMMECKOEe 30A0HME, 3AKA3YMK WCXOAUA U3
NoTpebHOCTEN NAUMEHTOR, HOXOASILLMXCS HO AEYEHUM Y 3AKA3YMKA.,

AekapcTBeHHbIM npenapatr ¢ MHH AoueTakCen - 3TO BbICOKOTOKCUYHbIM AEKAPCTBEHHbLIN
npenapar. B cAydae o6pa30BAHMSI HEMCMOAB3OBAHHBIX OCTATKOB M3 PAQKOHA Y YYPENKAEHMUS]
MOIYT BO3HUKHYTb AOMOAHUTEABHbIE OBSI3ATEABCTBA, B TOM YUCAE, NO YTUAMIALMM OCTATKOB
npenapaTtd. OCTATKM BBICOKOTOKCUYHbBIX AEKAPCTBEHHbIX NPENAPATOBR MOAAENKAT YTUAUIALMN
KAK OTXOAbl KAQcca «» (0COBO OMnACHbIE OTXOAbI) C MPEABOPUTEABHOW AE3AKTUBALMEWN.
YTUAM3OUMST OCTATKOB MPUBOAUT K HEPAUMOHOABHOMY WCMOAb3OBAHMIO AOPOroCTOSILErO,
YKNZHEHHO BAPKHOIO AEKAPCTBEHHOIO NpenapaTa.

Takmm O6pCI3OM, MO MHEHMUIO 30KA34YMKA, YCTOHOBAEHHbIE B QYKUMOHHOW AOKYMEHTALUMMU
Tpe6OBOHI/I9'I K  ACQHHOMY AeKAPCTBEHHOMY MPendpdry SIBASIKOTCSI HEOBXOAVMbBIMN U
0OA3ATEABHBIMU  AAS] onpeapencHus CoOOTBEeTCTBUMSI  TIOCTABASIEMOIro  AeKApCTBEHHOIo
rnoenapara I'IOTpe6HOCT9IM 30QKA34YMKA B LEASIX OKA3AHNS KBAANDULMPOBAHHON MEANLMHCKOMN
NOMOLWM. AYKUMOHHAOST AOKYMEHTAUMSI HE MPOTUBOPEYUT TDGGOBOHVIQM 3AKOHOAATEABCTBA
PO.

Ha OCHOBOHUM UBAOMKEHHOrO, 3AKA3YMK CUYMTAET, 4YTO QYKUMOHHAS AOKYMEHTALMS
COOTBETCTBYET  TPEeOOBAHMSIM 30KOHOAQTEABCTBA O KOHTPAKTHOM cuUcTeMe B coepe
3AKYMOK.

N3yunB npeAcTaBA€HHbIe MATEePUAAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro YPAC
Poccum npuLLAG K CAe AYIOLLVM BbIBOACM.

B cuay n.l 4.1 c1.33 O3 Nedd-O3 B ONMUCOHUM OOBEKTA  3CAKYMKW  YKO3BIBOKOTCS
OYHKUMOHOABHBIE, TEXHUYECKME W KAYECTBEHHbBIE XAPAKTEPUCTUKU, SKCMAYATAUMOHHbIE
XAPAKTEPUCTUKM OBBEKTA 3AKYNKU (MU HEOBXOAMMOCTIY).

B onncaHmMM 0BbeKkTa 3aKyMnKM 3AKA3YMKOM YCTAHOBAEHO TPeOOBOHME K KOHLUEHTPAUMM
npenapatra ¢ MHH Aouetakcen — 20 Mr/mMA. CoranacHo nn.6) n.2  OcobeHHocTen
AOMYCKAETCS YKA3AHME KOHUEHTPALMM AEKAPCTBEHHOro npenapara 6e3 yCTAHOBAEHUS
KOATHOCTU. Takum obpas3om, TpeboBaHME O TMOCTABKE MPENAPATA B YKA3AHHOM
KOHUEHTpAWIM  6€3  BO3SMOMHOCTM  YCTOHOBAEHUSI  KPATHOCTM  HE  NPOTVBOPEYUT
AEVICTBYIOLLIEMY 3OKOHOAOTEABCTBY.

Takum obpasom, Komwmccus Hosocubupckoro YPAC Poccum cUYMTAET, 4TO OnUCaHue
06BbEKTA 3AKYMNKM He npoTmeopeunt TpeboBaHusam cT.33 O3 Nedd-O3 11 OcobeHHOCTIM
OMUCAHUST AEKAPCTBEHHbLIX MPENAPATOB AAS MEAULMHCKOIO MPUMEHEHUST, SBASIKOLLIXCS
OOBbEKTOM  3AKYMKU AN oBecneyeHnst TOCYAQPCTBEHHBIX U MYHULUMMOABHBIX — HYYKA,
YyTBEPXAEHHBIM [TocTaHOBAEHMEM [NpaeuTenbcTea PO ot 15.11.2017 Ne 1380.

Mpn NnpoeeAeHU HO OCHOBAHMM M.1 4.15 cT.99 O3 Ne44-O3 BHENAOGHOBOWM MPOBEPKN AQHHOW
30KYMNKM, B TOM 4YUCAE BCEM MHOOPMAUMM, pa3melleHHon B EMC B pamKax AQHHOrO
SAEKTPOHHOIO QAYKUMOHA, O TAKXKE AEWNCTBUMA QYKUMOHHOM KOMUCCUKM MPU PACCMOTPEHUA
3051BOK, HOPYLUEHUN 3AKOHOAQTEABCTBA O KOHTPOKTHOWM CUCTEME B Cchepe 3aKYNoK He
BbISIBAEHO.

PykoBoACTBysiICb 4.8 CT.106, n.1 4.15 cT1.99 O3 Ned4-O3, Kommccust Hosocmbupckoro YOAC
Poccum

PELLINAA:

MNpwaHaTb >kanoby OOO «Toproebit AOM «BUAA» HO aencTBms 3akasdmka — [BY3 HCO «Kb



Nel» npn npoBepAeHUM SAEKTPOHHOro aykumoHa Ne0351300072219000262 HA NOCTABKY
AEKAPCTBEHHOIO npenapaTa ANS] MEAMLMHCKOro NPEUMEHEHWS: AoueTakcen
HeOBOCHOBAHHOWN.

PeLueHmne moxert 6biTb 06XAAOBAHO B QPOUTDOXKHbIV CY.A B TEYSHNE TPEX MECSILIEB CO AHS €rO
BbIHECEHWS.



