PELLIEHVE NeO8-01-1

9 aHeaps 2019 roaa r. Hosocrbupck

Komunccumsa YnpasaeHns QepepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HOBOCMBUMPCKOW
OBAACTM MO KOHTPOAID B chepe 3akyrnok (Kommccusa Hosocmbupckoro YPAC Poccun) B
CcCocTaBeE:

LLIanos ALl - 30M. PYKOBOAUTEAS YMPABAEHUS, MPeACeAaTeEAb Kommccuum;
- FTAQBHbIM CMNELUMAAUCT-3KCNEPT OTAEAQ KOHTPOAST 3AKYMOK,
yaeH Komuncecumu;

CMEeUMNAANCT-OKCMNEPT OTAEAd KOHTPOAST  3AKYMOK, YAEH
Komuccuu;

Pacteopues C.H.

ModkenkmnH M.A.

B MPUCYTCTBUM NOEACTOBUTEAEN:

«,.,.»

paccmoTpes »>Kanoby OOO «Toproebit AoM «BUAA» HO AENCTBUST YMTOAHOMOYEHHOIO
ydypexaeHus - F'KY HCO "YKCuc" n 3akaaumka — 'bY3 HCO «Kb Nel» npu nposeaeHU
SAEKTPOHHOro aykumoHa Ne0851200000618006600 HA MOCTABKY AEKAPCTBEHHOIO
NPenapaTta  AAST MEAUMUMHCKOro MNpuUMeHeHus:: emMumtabuH, pasmeweH B EUC
11.12.2018r., HO4AABHAS (MAKCMMOABHQAST) LEHA KOHTPAKTA 3 724 700 pybaen,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatmaoce OOO «Toproebiht aAoMm «BUAA» ¢
YKAAOBOM HO AENCTBUST YMTOAHOMOYEHHOT O yupekaeHns - FTKY HCO "YKCuc" v sakasdymka
- [BY3 HCO «Kb Nel» npu MNPOBEAEHUN  SAEKTPOHHOrO  AyKLMOHA
NeQ8512000006 18006600 HO MOCTABKY AEKAPCTBEHHOrO MPEnapaTa AASl MEAMLIMHCKOro
NpUMeEHeHNs: FeMUnMTABUH.

CyTb >OAODbI 3AKAOYOETCST B CAEAYIOWEM. MO MHEHUIO MOAQTEAST YKAAODbLI, Mpu
COCTOBAEHUW OMMCAHUS 0ObEKTA 3AKYMKU 3AKA3YMKOM HAPYLLEHbI MOAOYKEHMS CT.33 O3
Ned4-O3 11 0COBEHHOCTV OMMCAHUST AEKAPCTBEHHbBIX MPEnapPaATOBR AAST MEAULIMHCKOrO
NPUMEHEHWIS, SIBASIKOLLMXCST OOBEKTOM 3AKYMKN AAST OBEeCneYeHns roCyAQPCTBEHHbBIX U
MYHULMMOABHDBIX HYKA, YTBEPYKAEHHbIE MocTaHoBAeHMeEM [paButeabctea PO Ne1380 ot
15.11.2017r. (panee - [locTtaHoBAeHMe Ne1380). B 4OCTHOCTM, MO MHEHUIO MOAOTEAS
YKAAODbI, 3AKA3YMKOM HEOOOCHOBAHHO YCTOHOBAEHbI TPeboBAHMS K A03mMpoBke — 1400
Mr. 10 MHEHMIO MOAQTEAST YKAAODBI, AEKAPCTBEHHbBIN NPENaPAT C AQHHOM AO3UPOBKOM
MPON3BOAUNTLCSI TOABKO OAHVM MPON3BOAUTEAEM, O MMEHHO, AEKAPCTBEHHOE CPEACTBO
«femumTan», NpomnseoacTea PpeseHnyc Kabu AondnaHa TMOEX. MNpun 3TOM, B HOPYLUEHWE
NOAMYHKTA a) n.6 NocTtaHoeAeHMsT Ne1380 3aKA34YMK B OMUCAOHUM OBBbEKTA 3AKYMKN He
YKO3aOA  OOOCHOBOHWMSI  YCTOHOBAEHUST  AQHHOrO  TPebOBAHWSI K AO3MPOBKE
AEKAPCTBEHHOIO CPEACTBA. TAKMM OBPA3OM, MO MHEHUIO MOAATEAS YKAAODbLI, AQHHOE
TPebOoBAHME K AO3UNPOBKE YCTOHOBAEHO 3AKA3YMKOM HEODOOCHOBOHHO M OrPAHNYMBAET
KOAMYECTBO YYACTHNKOB 3AKYMKN.

HO OCHOBOHWU U3AOMEHHOro, TMOAQTEAb >KOAODBI  CYUTAET, 4YTO  QAYKLUMOHHASI
AOKYMEHTALINST COAEPIKUT HOPYLLEHUST TPEDOOBAHMIN 3AKOHOAOTEABCTBA O KOHTPAKTHOWN



CnctemMme B coepe 3aKynok.

Ha »anoby OOO «Toprosbit AOM «BAA» OT YNOAHOMOYEHHOIO yupeXkaeHus - TKY HCO
"YKCuc" n sakasdmka - 'lbY3 HCO «[Kb Ne1» nOCTynmMAKM CAEAYIOLLINE BO3PAXKEHUSI,

B CBOMX BO3POYKEHMSIX 3AKA3YMK COOBLLUMA, YTO YCTAHOBAEHHAST B ONMCAHMM OBbekTa
3AKYMKU AO3UPOBKA AEKAPCTBEHHOrO CPEACTBA — HEe MeHee 1400 Mr. IBASIETCSI BOYKHBIM
NoTPEOUTEABCKMM CBOMCTBOM AEKAPCTBEHHOrO CPEACTBA U, MO MHEHMIO 3AKA34MKJ,
MMeeT pPSA MPEUMYLLECTB, B YACTHOCTU, MPUBOAMUT K YMEHBLUEHNIO PACXOAQ
BCMOMOIrATEAbHBIX U PACXOAHBIX MOTEPUAAOB, MPUMEHSIETCST AAS YAODCTBA PABOTHI
NEePCOHAAQ, T.K. YMEHbLUAET KOAMYECTBO MPOAEACHHBIX MAHUMYASILNM, MOUMEHSIETCS C
LIEAbIO HOVMMEHbBLLIErO KOHTAKTA MEA,. MEPCOHAAQ C XMM. MPENAPATOM U T.A.

YNOAHOMOYEHHOE YUYPENAEHNE, B CBOKD OYEPEAb, MPEACTABUAO WHOOPMALMIO O
COOTBETCTBUM TPEOOBAHUSIM K AEKAPCTBEHHOMY MNPENAPATY, YCTAHOBAEHHBIM B
OMUCAHUM  ODObEKTA  3AKYMKMU, ABYX AEKAPCTBEHHbIX MPENAPATOB  PA3AMYHbBIX
NPOV3BOANTEAEN, A KWMEHHO, AEKAPCTBEHHOE CPEACTBO «[eMmnTa», MNPOU3BOACTBA
PpeszeHnyc Kabu AomdnaHa TMBX, FepMaHmMst n AEKAPCTBEHHOE CPEACTBO «[ eMUMTabuH
MeAUK», NPOn3BOACTBA Meaak TMEX, fepMaHKs.

Takmm 0Bpa30oM, MO MHEHMIO 3AKA3YMKA M YITOAHOMOYEHHOTO YUYPENKAEHWS, ONMMCAHUE
06BbEeKTa 3AKYMNKN COOTBETCTBYET TpeboBaHMSIM CT.33 O3 Nedd-O3 1 He NMPOTUBOPEUUT
NMocTtaHosAeHMo Ne1380.

HO OCHOBOHUKM N3AOXKEHHOTO, YITOAHOMOYEHHOE YYPEKASHME U 3AKAIYMK CUYATAIOT, YTO
AYKLUMOHHAST  AOKYMEHTALMST COOTBETCTBYET TPEOOBAHUSIM  3AKOHOAOTEABCTBA O
KOHTPOKTHOM CUCTEME B ChHepe 3aKYMOK.

V3yuB mpoeACTaBAGHHbIE MATEPUAAbI M AOBOAbI CTOPOH, Kommccus HoBocnbupckoro
YDAC Poccv MpuLLAG K CAEAYIOLLIMIM BbIBOAQM.

B cootBeTcTBMM C N.1 4.1 cT.33 O3 Ned4-O3 B onmcaHne oObekTa 3AKYMKK HE AOAXKHDI
BKAKOYOTbCS1 TPEOOBOHNS WMAM YKA3AHUSI B OTHOLLEHUM TOBAPHbBIX 3HAKOB, 3HOKOB
OBOCAYXXMBAHUS,  OUPMEHHBIX  HOMMEHOBQOHUM, MATEHTOB, TMOAE3HBbIX MOAEAEN,
NPOMBILLAEHHBIX  0BPA3LOB, HAVMMEHOBOHME CTPAHbI  MPOUCXOXAEHMST  TOBAPA,
TPeBOOBAHMSI K TOBAPAM, MHOOPMALUMK, PABOTAM, YCAYrAM MPU YCAOBUM, YTO TAKME
TPEOOBAHUST AW YKA3AHWUST BAEKYT 30 COBOM OrPAHUYEHME KOAMYECTBA YYACTHMKOB
3AKYMKN,

Komumnccna Hoeocmbupckoro YOAC Poccum yCTAHOBUAQ, 4YTO B COOTBETCTBUM C
OMUCAHMEM OBBEKTA 3AKYMKM 3AKA3YMKY HEODOXOAMMO AEKAPCTBEHHOE CPEACTBO C
AO3MPOBKOM He MeHee 1400 wmr. [lpy oTOM, B COOTBETCTBMM C MPEACTABAEHHOMN
YNOAHOMOYEHHBIM  YYPEXKAEHMEM  MHOOPMALUMEN U CBEAEHUSIMM U3 peecTpd
AEKOPCTBEHHbIX CPEACTB AQHHBIM TPEOOBAHUSIM COOTBETCTBYET ABO AEKAPCTBEHHbBIX
CPEeACTBA PA3AMYHBIX MPOM3BOAUTEAEN, A MMEHHO, AEKAPCTBEHHOE CPEACTBO «[ eMUTa»,
nponseoacTea @PpeseHnyc Kabu AonuaaHa [TMOX, Tepmanmg (1400 Mr) w
AEKOPCTBEHHOE CPEACTBO «emMumtabuH Meaunk», npon3BoacTea Meaak [m6X,
Fepmanms (1500 mr.). Takmm o6pa3om, No MHeHMO Kommnccenm Hosocmbupckoro YOAC
Poccun, TpeboBaHME K AO3MPOBKE AEKAPCTBEHHOrO CPEACTBA HE OrpPAHVNYMBAET
KOAMYECTBO YHOCTHUKOB 3AKYTKM.

B yactn HapyuweHns 3akazdmkom 4.5 c1.33 O3 Nedd-O3 un lMoctaHoeAeHnst Ne1380



Komuncecusa Hosocrbupckoro YOAC Poccun yCTAHOBUAQ, YTO B AQHHBIX OCODEHHOCTSIX
OMNMCAHWS AEKAOPCTBEHHBIX MPENAPATOB AASI MEAVNUMHCKOrO MPUMEHEHUST, SIBASIKOLLIMXCS
OOBEKTOM 3AKYMKM, HE YCTAHOBAEHO TPEBOBAHME K 3AKA3YMKY OOOCHOBBLIBATH B
OMUCaHUM OBBbEKTA 3AKYMKM AO3MPOBKY AEKAPCTBEHHOrO CPEeACTBA. Kpome Toro,
MCXOASl M3 MHOOPMAUMKM, PA3MELLEHHOM B peecTpe AEKAPCTBEHHbIX CPEACTB, B
HOCTOsILLEee BpeMsl Ha Tepputopun Poccuinckon Pepepaumnt He PeaAn3yoTcs
AEKOPCTBEHHbIE CPEACTBA C AO3MPOBKOM KPATHOWM YCTAHOBAEHHOM 3AKA3YMKOM B
OMUCAHUM OBBEKTA 3AKYMNKWN. TAKMM 0BPA30M, MO MHEHMIO KoMUCcCun HOBOCMBUPCKOro
YPAC Poccun, noAoyKeHnst noanyHKTa 6) n.2 MNoctaHoBAeHrst Ne1380 He moryT 6biTb
NPUMEHEHBI MPW YCTAOHOBAEHMM 3AKA34YMKOM AO3UNPOBKM AEKAPCTBEHHOTO CPEACTBA He
MeHee 1400 mr.

My NPOBEAEHUM HA OCHOBAHWM M.1 4.15 cT.99 O3 Ned4-O3 BHENACQHOBOM MPOBEPKM
AQHHOW 3AKYMKM, B TOM YUCAE BCEW MHOOPMAUMKM, pa3MelleHHon B ENC B pamkax
AQHHOIO DAEKTPOHHOrO AYKUMOHA, A TAIOKEe AEUNCTBUNA AYKUMOHHOM KOMUCCUK MpU
PACCMOTPEHNM NEPBbIX W BTOPbIX YACTEM AYKUMOHHBIX  3ASIBOK, HAPYLUEHUN
3AKOHOAQTEABCTBA O KOHTPAKTHOWM CUCTEME B CHEPE 3AKYMOK HE BbISIBAEHO.

PykoBoacCTBySICb 4.8 CT.106, n.1 4.15 c1.99 O3 Ned4-03, Komumccus Horocnbupckoro
YOAC Poccum

PELLIVINA:

MNpu3Hath anoby OOO «Toproebint AoM «BUAA» HO AENCTBUST YNOAHOMOYEHHOO
yuypekaeHus - TKY HCO "YKCuc" n sakasumka — N'bY3 HCO «[Kb Nel» nmpu nposeAeHMM
AAEKTPOHHOrO  aykumoHa Ne0851200000618006600 HA MOCTOBKY AEKAPCTBEHHOIO
NPenapaTa AAS MEAVLIMHCKOrO NPUMeEHEHMS: eMumTabrH HeOBOCHOBOHHON.

PeLueHmne moxer bbilb 06XANOBAHO B APOUTDAXKHBIVI CY A B TEYEHNE TDEX MECSILEB CO AHSI
€ro BbIHECEeHWsI.

[NpeaceaaTenb Kommccmm Al Llsanos

YaeHbl Kommccum C.H. PacTteopues

M.A. MOXXenKunH



