PELLEHWE Ne054/06/33-1014/2019

27 mas1 2019 roaa r. Hosocnbupck

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:

€, »

paccMmoTpes »anoby OOO «Toproebit AOM «BUAA» HO AencTBUs 3aKA34MKA — [BY3
HCO «Kb Nel» npu nmpoBeAEHUUN SAEKTPOHHOro aykumoHa Ne0351300072219000261 Ha
NOCTABKY AEKAPCTBEHHOrO MPENAPATA AAS MEAULMHCKOrO NMPUMEHEHUS:: AOLETOKCEA,
pasmeuleH B ENC 13.05.2019r., HOYOAbHAST (MAOKCUMAABHQAST) LEHA KOHTPAKTA 993 373,92
PYyOAs,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatmaock OOO «Toproebin aoMm «BUAA» ¢
KOAOBOM HA AencTBUST 3akasdumka — [BY3 HCO «Kb Nel» npwm npoeepaeHUM
SAEKTPOHHOro aykumoHa Ne0351300072219000261 HA MOCTABKY AEKAPCTBEHHOMO
npenaparta AAS1 MEANLMHCKOrO MPUMEHEHUST: AOLIETAKCEA.

CyTb >KAAOObI 3AKAKOYAETCS B CACAYIOLLEM.

1. CoraacHo nn.6) n.2 OCOBEHHOCTEN OMUCAHUST AEKOPCTBEHHbBIX MPENAPATOB AAS
MEAULMHCKOrO MPUMEHEHNS, SBASIOLLMXCST OBBEKTOM 3AKYMKM AN oBecneyeHus
FOCYAQPCTBEHHBIX U MYHUUMMOABHBIX — HYXKA, YTBEPIKAEHHbIX  [TOCTAHOBAEHMEM
MNpaeutenbctea PO ot 15.11.2017 Ne1380 (ponee — OCODBEHHOCTV OMMCAHWS), MNP
OMMCaHUM  OBOBEKTA  3AKYMKM  3AKA3YMKY  HEODXOAMMO  yKA3ATb  AO3UMPOBKY
AEKAPCTBEHHOI O MNPENAPATA C BO3MOYKHOCTbIO MOCTABKM AEKAPCTBEHHOMO NPENAPATA B
KPATHOM AO3MPOBKE N ABOMHOM KOAMYECTBE, A TAKXKE C BO3MOXXHOCTbIO MOCTABKM
AEKAPCTBEHHOIO MPENAPATA B HEKPATHBIX SKBMBOAEHTHBIX AO3MPOBKAX, MO3BOASIOLLMX
AOCTUNYb OAVMHAKOBOIO TEPAMNEBTUYECKOTO 3QPEKTA.

B HapyweHne ykasaHHbiXx OCOBEHHOCTEN OMMUCAHWUST B OMUCAHMU OOBEKTA 3AKYMKU
OTCYTCTBYET YKA3AHME O BO3MOXXHOCTM MOCTABKM npenapaTta ¢ MHH Aouetakcena (20
MIF/MA) B KPOTHOW AO3MPOBKE, A TAIOKE O BO3MOMHOCTU MOCTABKM AEKAPCTBEHHOIrO
NPEenapPATa B  HEKPATHbIX  AO3MPOBKOX, MO3BOASHOLLMX AOCTUYL  OAMHOKOBOrO
TEPANEBTUYECKOro aPPEKTA, YTO SIBASETCS HaApyLleHnem 4.5 c1.33 O3 Ned4-O3 v n.n.6)
n.2 OcobeHHOCTEN ONMCAHUSI.

2. Kpome Toro, noAaTenb >XOAOBbI YKA3AA, YTO B HApYLUeHne TpeboBaHnn 4.4 c1.65 O3



Ne44-P3 3aKA3YMK HE PABMECTUA B EMC OTBET HO 3AMPOC O PAIBSICHEHN MOAOMKEHUI
AYKLMOHHOM AOKYMEHTALMM, HOMPABAEHHbBIN MOAQTEAEM XKAAOOBI 3aKka34ymky 08.05.2019r.

Hao OCHOBOHUM  MBAOMEHHOrO, MOAQTEAb MAAOBBI  CUYMTAET, 4TO QAYKUMNOHHAS]
AOKYMEHTAUNS COACSPIKUT HAPYLLEHWSI Tpe6OBOHl/Il7I 30KOHOAQTEABCTBA O KOHTPAKTHOW
CnctemMme B coepe 3aKynoK.

Ha »xaanoby OOO «Toproebin AoM «BUAA» oT 3akasuuka - 'BY3 HCO «KB Nel»
NOCTYMNMUAN CAEAYIOLME BO3PCIKEHNS.

B COOTBETCTBUMM C OMUCAHMEM OOBEKTA 3AKYMKM K MOCTABKE HEODXOAMM MPENAPAT C
MHH Aouetakcen (20 Mmr/mMA). COCTAOBASISI TEXHNYECKOE 30A0HNE, 3AKA34YMK MCXOAUA N3
NOTPEBOHOCTEV MALMEHTOB, HOXOASILLIMXCS HO A€YEHNN Y 3AKA3YMKA.

AekapcTeeHHbI nMpenapaTt ¢ MHH AoueTakCeA - 3TO BbICOKOTOKCUYHBIA AEKAPCTBEHHbIN
npenapat. B caydoe oOBpa30BAHMS HEWCMOAb3OBOHHbBIX OCTATKOB M3 (MAAKOHA Yy
YUYPEKAEHUST MOTYT BO3HUKHYTb AOMOAHUTEABbHBIE OBS3AOTEALCTBA, B TOM 4YUCAE, MO
YTUAM3AUMM  OCTATKOB  MNpenapaTtd. OCTATKM  BbICOKOTOKCUYHBIX  AEKAPCTBEHHbIX
NPENAPATOB MOAAEXKAT YTUAUIALUMM KAK OTXOABI KAGCCA «[» (0COBO ONACHbIE OTXOAbI) C
NnPeABAPUTEABHON AE3AKTVBAUMEN. YTNAN3AUUS OCTATKOB NPUBOANT K
HEePAUMOHAAbHOMY MCMNOAb3OBAHUIO AOPOrocCTosILLLErO, YKM3HEHHO BAMKHOrO
AEKAPCTBEHHOr O Npenapara.

TaknmMm 06pPA30M, MO MHEHMIO 3AKA34YMKA, YCTAHOBASHHBIE B AYKLUMOHHOW AOKYMEHTALMN
TPEOOBAHUS K ACHHOMY AEKAPCTBEHHOMY MPEnapaATy SIBASIKOTCS HEODXOAUMBIMU 1
0BOS3ATEABHBIMU  AAST OMPEASASHUST COOTBETCTBUSI MOCTOBASIEMOrO ASKAPCTBEHHOrO
NPenapaTa MOTPEOHOCTIM  30KA3YUKA B LEASIX  OKA3AHWS  KBAAUDULIMPOBOHHOM
MEAVLUMHCKOM MOMOLLM. AYKLMNOHHAST AOKYMEHTALMS HE MPOTUBOPEUYNT TPEOOBAHMSIM
3aKoHoAQTEAbCTBA PO.

HO OCHOBOHUM M3AOMKEHHOrO, 3AKA3YMK CUUATAET, YTO QYKUMOHHAST AOKYMEHTALMS
COOTBETCTBYET TPEOOBAHUSIM 3CAKOHOAQTEABCTBA O KOHTPAKTHOM CuUCTEME B chepe
3AIKYMOK.

N3yunB npeAcraBAeHHble MATEPUAAbI U AOBOAbI CTOPOH, Komuccua Hosocunbupckoro
Y®AC Poccum npuULLAQ K CA€AYIOLLVM B biB OACM.

1. B cuay n.1 4.1 c1.33 O3 Ned4-O3 B ONMMCAHMM OOBEKTA 3AKYMKM YKA3bIBAKOTCS
OYHKUMOHAAbHbBIE, TEXHUYECKNE N KAYECTBEHHBIE XAPAKTEPUCTUKN, SKCMAYATALMOHHDbIE
XAPAKTEPUCTUKN OO BEKTA 3AKYMNKM (MNP HEOBXOANMOCTI).

B onncaHmm obbekTa 3AKYMNKM 3AKA3YMKOM YCTAHOBAEHO TPEOOBAHME K KOHLEHTPALMMN
npenapata ¢ MHH Aouetakcen — 20 mr/mA. CoraacHo nn.6) n2 OcobeHHoCTeN
AOMYCKAETCS YKA3AHNE KOHLEHTRALMN AEKAPCTBEHHOMO NPENAPATA 6€3 yCTAHOBAEHMS
KPATHOCTU. Takum obpasom, TpeboBAHME O MNOCTABKE MPEnapaTa B YKA3AHHOM
KOHUEHTPpAUMM 6e3 BO3MOXHOCTU YCTAOHOBAEHUSI KPATHOCTV HE MPOTUBOPREYUT
AEVICTBYIOLLEMY 3QKOHOAQTEABLCTBY.

Taknm obpasom, Kommnceuna Hosocubupckoro YOAC Poccum CYUTAET, YTO OMMCAHME
0B6BbEKTA 3AKYMKKU He NPoTUBOPEeUUT TpeboBaHMsaM CT.33 O3 Ned4-O3 11 OCcoBOEHHOCTSIM
OMUCAHMST AEKAPCTBEHHDBIX MPENAPATOB AAST MEAMLMHCKOrO MPUMEHEHMS, SIBASIKOLLIMXCS]
OOBEKTOM  3AKYMKMN  AASI ODECTEYEHNST TOCYAQPCTBEHHBIX M MYHUUMMNAABHBIX HY>KA,



yTBEPXKAEHHBIM [TocTaHOBAEHMEM [paBmuTenbcTBa PO o1 15.11.2017 Ne 1380.

2. Kommncecusg Hosocumbupckoro YOAC Poccum yCTOHOBUAQ, YTO B COOTBETCTBUMM C
MHPOPMaUMen, pasmelleHHon B ENC n Ha 3TM1, AQHHAS 3AKYNKA OblIAQ pa3MeLLeHa
3aKka3s4ymkom 15.05.2019r.

Ncxoas U3 MBAOXKEHHOIO, HE MPEACTABASIETCSI BO3MOMKHBIM YCTAHOBUTb KOKMM OBPA30M
NoAQTEAb MAAODBLI Mor 08.05.2019r. HOMPABUTL 3AKA3YMKY 3AMNPOC O PA3IbSICHEHUM
MOAOYKEHNN QYKLMOHHOW AOKYMEHTALMM MO AQHHOWM 3AKYTKE.,

My NPoBEAEHUN HO OCHOBOHMM M.1 4.15 cT.99 O3 Ned4-O3 BHENAQHOBOW MPOBEPKM
AQHHOMN 3AKYMKM, B TOM YUNCAE BCEN MHOOPMALMMK, pasmelleHHom B EMC B pamkax
AQHHOIO BAEKTPOHHOrO AYKUMOHA, d TAIOKE AENCTBUM QAYKUMOHHOWM KOMUCCUW MPU
PACCMOTPEHNN 3ASIBOK, HAPYLUEHVA 30KOHOAQTEABCTBA O KOHTPAKTHOWM CUCTEME B
cohepe 3aKyNnoK HE BbISIBAEHO.

PykoBoacTBysicb 4.8 cT.106, n.1 4.15 c1.99 O3 Ned4-O3, Kommccumsa HorocrbupcKkoro
YOAC Poccum

PELLINANA:

MNpwr3HaTb >Kanoby OOO «Toproebit A0M «BUAA» HO aencTteus 3akasumka — NlbY3 HCO
«KB Nel» npuv npoBEeAEHUM SAEKTPOHHOro aykumoHa Ne0351300072219000261 Ha
NOCTABKY AEKAPCTBEHHOIO MPENAPATA AASI MEAULMHCKOIrO MPUMEHEHMUS: AOLETAKCEA
HEeOBOCHOBOHHOW.

PeLieHmne moxet bbitb 06KAAOBAHO B QPOUTOAXKHBIN CY.A B TEYEHME TDEX MECSILEB CO AHS
€ero BbIHECEHWISI.



