PELLEHWE Ne054/06/67-1091/2019

3 ntoHs1 2019 roaa r. Hoeocnbupci

Komunccusa YnpasaeHns QepepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HOBOCMBUPCKOWM
0BAACTM MO KOHTPOAID B chepe 3akyrnok (Kommccusa Hosocmbupckoro YOAC Poccun) B
COCTOBE:

LLIBaAoB ALl - 30M. PYKOBOAUTEAS YNPABAEHUS, MPeACeAaTeEAb KOMUcCcum;

Pacteopues C.H. - FAOBHbIV CMELUMAANCT-OKCNEPT OTAEAQ KOHTPOAST 3AKYMNOK, YAEH
Komumncecumm;

MoxkenknH M.A. - CNEeUMNAAUCT-OKCNEPT OTAEAd KOHTPOAST  3AKYMOK, YAEH
Komunccumm;

B MPWVCYTCTBUM NPEACTOBUTEAEN:

€, »

paccmotpes xanoby OOO «Toproebit AoM  «BUAA» HO AeNCTBUS QYKUMOHHOMN
KOMMCCUM 3aKasumka — NlbBY3 HCO «KB Nel» npu NpoBEAEHUN SAEKTPOHHOMO AYKUMOHA
Ne0351300072219000263 HAO NOCTABKY AEKAPCTBEHHOIrO MPENApPATA AAS MEAULIMHCKOro
NpUMeHeHus: AoLeTakceA, paamelleH B ENC 13.05.2019r., HOYOAbHAST (MAKCUMOABHAOST)
LleHO KOHTPAKTA 964 901, 52 pybAb,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatmaock OOO «Toproebin aoMm «BUAA» ¢
YKOAOBOM HO AENCTBUST AYKUMOHHON KOMUCCUK 3aKA34YMKA — TBY3 HCO «KB Nel» npwu
MPOBEAEHUN  BAEKTPOHHOrO  aykumoHa  Ne0351300072219000263 HA  MNOCTOBKY
AEKOAPCTBEHHOMO MNPENAPATA AASI MEANUMHCKOrO MPUMEHEHMST: AOLETAKCEA.

CyTb >KAAOObI 3AKAKOYAETCS B CACAYIOLLEM.

B COOTBETCTBMM C MPOTOKOAOM PACCMOTPEHUST NEPBbLIX YacTen 3asiBok oT 21.06.2019r.
AYKUMOHHAST KOMWUCCUST 3AKA3YMKA OTKA3AAA B  AOMYyCKe MepBOM YACTU 3ASIBKU
Ne105106425 Ha ocHOBOHMM N.2 4.4 cT.67 O3 Ned4-O3, A MMEHHO, 30 MPEACTABAEHME B
NepBON YACTU 3ASIBKM MHPOPMALMN, HE COOTBETCTBYIOLLEN TPEBOBAHMSIM AYKLMOHHOMN
AOKYMEHTALMN, B YOCTHOCTU, B ONMMCAHMM OOBEKTA 3AKYMKM 3AKAIYMKOM YCTAHOBAEHDI
cAepyoLlme TPeboBAHNS K AEKAPCTBEHHOMY MPENAPATY «AOLETAKCEA»: KOHLUEHTPAT
ANST MTOUTOTOBAEHUST PACTBOPA AAST MHOY3MA, 20 MI/MA. AO3MPOBKA M3MEHEHUIO HE
NOAAEXUT. [Tpy STOM, YYOACTHUK 3AKYMKMA MPEAAONKUA K MOCTOBE AEKAPCTBEHHOE
CPEACTBO CO CAEAYIOLWVMUY XAPAKTEPUCTUKAMM: «KOHLEHTPAT AAST MPUTOTOBAEHMS
PACTBOPA AAS MHDY3U, 40 MI/MA.», YTO HE COOTBETCTBYET TPEOOBAHMSIM OMMCAHMS
OO BbEKTA 3AKYMKN.

MoaAdTEAL YKAAODBI C AQHHBIM peLleHnemM QyKLUMOHHOWM KOMNCCUN HE COFAQCEH, CYUTAET,
YTO B 3dsIBKE TMPEeAANOKEeHO AeKAPCTBEeHHOEe CPeACTBO, NOAHOCTbIO COOTBETCTBYHOLLEE
Tpe6OBOHI/I9IM onncaHng  obbekTa 3AKYMNKM, B SKBMBOAEHTHOW AO3NPOBKE C
COoXpaHeHnemM obLLErO KOAMYECTBA GACQKOHOB M KOAMYECTBA AEVCTBYIOLLEro BeLlecTsq,
4YTO, MO MHEHMIO TMOAQTEAST >KAAOODDI, cooTBeTCTBYET OCOBEHHOCTSIM  OMMUCAHMUS



AEKAPCTBEHHbBIX MPENAPATOR AAST MEAMLMHCKOTrO MPUMEHEHUS, SIBASIKOLLMXCST OOBEKTOM
3AKYMKN AAST OBECTIEYEHNST TOCYAQPCTBEHHBIX M MYHULIMMOABHBIX HYKA, YTBEPYKAEHHBIM
MNocTtaHoBAeHMeM MNpasutenbcTBa PO Ne1380 ot 15.11.2017r. (Aanee — OCoBeHHOCTWN).

HO OCHOBOHMM M3AOMEHHOTO, MOAOQTEAb YKOAODbBI CYUTAET, YTO AYKUMNOHHAS KOMUNCCUSI
30KA34YMKA MPOBEAQ PACCMOTPEHME TMEPBbLIX YACTEM 3ASBOK C  HAPYLUEHVEM
Tpe6OBOHI/II7I 30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B ChEPE 3AKYMOK.

Ha »xaanoby OOO «Toproebin AoM «BUAA» oT 3akasuuka - 'BY3 HCO «KB Nel»
NOCTYMNMUAN CAEAYIOLME BO3PAIKEHNS.

B onncaHnm obbeKkTa 3aKynku 3AKA34YMKOM YCTAHOBAEHbBI CAEAYOLWME TPeOOBAHUS K
30KYyNAaemMoMy TOBAPY: KOHUEHTPAT AAST MPUrOTOBAEHUST PACTBOPA AAS MHOY3UK, 20
M /MA.

MNon aTOM, B nNepBom 4acth 3asaBki Ne105106425 k noctaeke OblA MPEAAOXKEH
AEKAPCTBEHHbIV MPENAPAT CO CAEAYIOLLUVMU XAPAKTEPUCTUKAMM: «KOHLEHTPAT AAS
NPUIrOTOBAEHMS PACTBOPA AAST UHOY3MM 40 MIF/MA.». TOKMM OBPA30OM, AQHHbBIM YHYOCTHUK
3AKYMKN  MPEAAOKUA K TMOCTABKE AEKAPCTBEHHbIM MPEnapaAT C  AO3MPOBKOW, He
COOTBETCTBYIOWEN TPEOOBAHUSIM  OMUCAHUST OBOBEKTA  3AKYMKM, MPOUrHOPUPOBAB
TPebOBAHME 30KA3HYMKA, YCTOHOBAEHHOE B OMMCAHMMN OOBEKTA 3AKYMKN.

HO OCHOBOHWMU UBAOMKEHHOIO, 3AKA3YMK CYNTAET, YTO AYKLMOHHAST KOMUCCKS 3AKA3UMKA
MPOBEAd PACCMOTPEHME MEePBbIX YACTEN 3ASIBOK B COOTBETCTBUM C TPEOOBAHUSIMMU
30KOHOAOTEABCTBA O KOHTPAKTHOM CUCTEME B ChHepe 3AKYMOK.,

N3yune npeaAcTraBAeHHble MaTtepuaAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro
YDAC Poccum NnpULLAQ K CAEAYIOLLLVM B biBOACM.

B onmcaHnm oBbekTa 3AKYMKM 3AKA3YMKOM YCTOHOBAEHbI CAEAYoLME TPeBOBAHUS K
30KYyNnaemMoMy TOBAPY: KOHUEHTPAT AAST MPUrOTOBAEHMST PACTBOPA AAST MHOY3MIA, 20
MI/MA.

Mo aTOM, B nepeon 4actn 3asgeki Ne105106425 k noctaBke ObIA MNPEAAOXKEH
AEKAQPCTBEHHBIM MNPENAPAT CO CAEAYIOLWMMN XAPAKTEPUCTUKAMU: «KOHLEHTPAT AAS
NPOUrOTOBAEHUST PACTBOPA AAST MHOY3MM, 40 mr/mA — 0,500 MA. B KOMMAEKTE C
pacTteoputenemMm 1,5 MA», TOkMM 0BPA30M, ACHHBIA YYACTHUK 3AKYMKU MPEAAOKUA K
MOCTOBKE AEKAPCTBEHHbIM MNpenapaTr C  AO3MPOBKOWM, He COOTBETCTBYIOLLEN
TPEOOBAHUSIM OMUCAHUST OOBEKTA 3AKYMKM, MPOUTHOPUPOBAR TPEDOBAHME 3AKA3YMKA,
YCTOHOBAEHHOE B ONMUCAHUM OO BEKTA 3AKY KM,

AOBOA MOAQTEAS >KOAODOBI, KACAKOWMNACS TOrO, 4YTO UM  ObIAO  MPEAAOXKEHO
AEKOPCTBEHHOE CPEACTBO B 3KBMBAAEHTHOM AO3MPOBKE, 4YTO MPEAYCMOTPEHO
noAoykeHnsamm OcobeHHocTen, Kommnceust Horocubupckoro YOAC Poccum npusHAAQ
HECOCTOSITEAbHBIM, TAK KAK (PAKTUYECKM 3AKAIYMKOM B OMUCAHUM OOBbEKTA 3AKYMKU
YCTOHOBAEHAO KOHLEHTPALMST AEKAPCTBEHHOrO NpenapaTa. [Npn 3ToM, COrAacHO nn.6) n.2
OcobeHHOCTEN  AOMYCKAETCSl YKA3AHME KOHUEHTPALMN AEKAPCTBEHHOro NpenapaTa
6e3 YCTAHOBAEHMS KPATHOCTU, YTO 1 BBbIAO CAEAOHO 3AKA3YMKOM B OMMCOHUM OBBEKTA
30Kyrnkn.  Takum  0oBpA30OM, BO3MOXXHOCTb MOCTABKM TOBAPA B AO3MPOBKE
(KOHUEHTPAUMM) AEKAPCTBEHHOIO NpenapaTa, OTAUYHOM OT YCTAHOBAEHHOM 3AKA3YMKOM
B OMMCAHMM OBBEKTA 3AKYMKW, HE MPEAYCMOTPEHA 3AKA34YMKOM. HA OCHOBQHMU
N3noXeHHOro Kommccust Hoeocmbupckoro YOAC Poccum CYUTAET, YTO AYKUMOHHAOS



KOMWCCUS 3AKA3YMKA MPOBOMEPHO OTKA3OAA B AOMyCKe MNEepBOW YACTU 3ASBKM
Ne105106425.

My NPOBEAEHUN HA OCHOBAHWM M.1 4.15 cT.99 O3 Ned4-O3 BHENACQHOBOM MPOBEPKM
AQHHOW 3AKYMKW, B TOM YNCAE BCEW MHOOPMAUMKM, pa3MelleHHon B ENC B pamkax
AQHHOIO DAEKTPOHHOrO QAYKUMOHA, A TAIOKEe AEUNCTBUNA AYKUMOHHOM KOMUCCUK MpU
PACCMOTPEHNN 3ASBOK, HAPYLUEHWA 30KOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B
cohepe 30KYMNOK HE BbISIBAEHO.

PykoBoacCTBysICb 4.8 CT.106, n.1 4.15 cT1.99 O3 Ned4-03, Komumccus Horocnbupckoro
YOAC Poccum

PELLINAA:

MNpu3HaTb >Karoby OOO «Toproebit AOM «BUAA» HO AENCTBUST AYKUMOHHOM KOMUCCUM
3akasdmka - [BY3 HCO «KB Nel» npuv MPOBEAEHUM SAEKTPOHHOrO QAyKUMOHA
NeQ351300072219000263 HO MOCTABKY AEKAPCTBEHHOrO MPEenapaTa AASl MEAMLIMHCKOrO
NPUMEHEHNS: AOLETAKCEA HEOO OCHOBOHHOMN.

PeLueHme moxer bbilb 06KANOBAHO B APOUTDAXKHBIVI CY.A B TEYEHNE TOEX MECSILIEB CO AHSI
€ro BbIHECEHWs].



