PELLEHWE Ne054/06/67-142/2020

27 sHeaps 2020 roaa r.
Hoeocunbupck

Komumccusa YnpaBaeHns QepepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HOBOCMBMPCKOWM
0BAACTM MO KOHTPOAID B chepe 3akyrnok (Kommccusa Hosocmbupckoro YPAC Poccun) B
COCTOBE:

B OTCYTCTBUE MPEACTOBUTEAEN:

paccMoTpes YKAA0By OOO «Toprosbii AOM «BUAA» HO AEMCTBUSI QYKLUMOHHOW KOMUCCUM
3akasdymka - [BY3 HCO «Kb Nell»npm npoBepAeHUM SAEKTPOHHOIO  AQyKUMOHA
Ne0351300052619000625 HA MNOCTOBKY AEKAPCTBEHHbIX MPENAPATOB AASl MEAMLMHCKOrO
npPUMeHeHMs1 MeXXAYHAPOAHOE HEMNATEHTOBAHHOE WAV FPYMNMMPOBOYHOE UAU XMMUYECKOE
HAVMMEHOBOHWE: LledonepasoH+CyAbOAKTAOM (LleponepazoH+(CyabbakTam)),
LledonepaszoH+cyabbakTam (LieponepasoH+(CyabbakTam)), pasmetlleH g ENC 19.12.2019r.,
HAYOABHAST (MOKCUMAABHAOST) LIEHA KOHTPAKTA 968 352 pybA4,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatmaoce OOO «Toproebin aAoMm «BUAA» ¢
YKOAODOW HO AENCTBUST AYKLMOHHOM KOMUCCUM 3AKA3YMKA —TBY3 HCO «KB Nell» npu
MNPOBEAEHNN SAEKTPOHHOro aykumoHa Ne0351300052619000625 HO MOCTABKY AEKAPCTBEHHbIX
NPEnapAToB AASl MEAVUMHCKOIO MNPUMEHEHUST MeXAYHOPOAHOE HEMATEHTOBOHHOE WAM
roynnMpOBOYHOE AU XMMMYecKoe HOVMEHOBAHWE:! LleponepasoH+CyAbOAKTAM
(LUedvonepasoH+(CyabbakTam)), LledonepasoH+cyabbaktam (LiedonepazoH+(CyAabbakTam)).

CyTb >KAAOObI 3AKAKOYAETCS B CAEAYIOLLEM.

B COOTBETCTBMM C MPOTOKOAOM PACCMOTPEHMSI MNEPBLIX 4YaACTen 3as1BOK Neb25 oOT
14.01.2020r. QyKUMOHHAST KOMUCCUS 3AKA3YMKA OTKA3AAA B AOMYyCKE MEPBOMN 4ACTU
3agBky Ne106656485 (OOO «Toproebirt Aom «BUAA») Ha ocHOBAHMM .2 4.4 cT.67 O3 Ned4-
P3, O WMMEHHO, 30 MPEACTOBAEHME B MEPBOM YACTM 3AGBKM MHPOPMAUMK, HE
COOTBETCTBYOLLEN TPEOOBAHUSIM QYKLMOHHOWM AOKYMEHTALMM, B YOCTHOCTM, AO3MPOBKA
AEKAPCTBEHHOIO CPEACTBA, YKA3AHHASI B M2 30$BKM YYOCTHUKA  3AKYMKW, He
COOTBETCTBYET  AO3MPOBKE  AEKAPCTBEHHOIO  CPEACTBA,  MPEAYCMOTPEHHOIO
AOKyMeHTaumen. CorAacHo n.B6) 4.2 OCOOBEHHOCTEM OMMCAOHUS  AEKAPCTBEHHbBIX
NPEenapATOB AASI MEAMLMHCKOrO MPUMEHEHUS, SIBASHOLLMXCSI OOBEKTOM 3AKYMKU AAS]
FOCYAQPCTBEHHBIX U MYHUUMMOABHBIX — HYXKA, YTBEPXAEHHbIX [TOCTAHOBAEHMEM
MNpaeutenbcTea PO Ne1380 ot 15.11.2017r., BO3BMOYKHO MOCTABKA MPENAPATA B KOATHOMN
AO3NPOBKE N ABOVMHOM KOAMYECTBE, HO HE TMPEAYCMOTPEHA 30MEHA MEHbLLEN
AO3VPOBKM HO 6GoAbluyto. [lpy  3TOM, AO3MPOBKA AEKAPCTBEHHONO CPEACTBQ,
YKQA3QHHOrO B M.2 NEPBOM YACTW 3ASIBKU, BbILLE AO3UPOBKMN, HEOBXOAMMOW 3AKA3YMKY.

MNoadTEAb YKAAODBI C AQHHBIM PELUEHNEM EAMHOWM KOMUCCUM HE COrACQCEH, B KOYECTBE
MOATBEPXKAEHMST CBOMX AOBOAOB 3QSIBUA, YTO, MO €r0 MHEHUIO, MPEAAOYKEHHAST UM B 1.2
305BKN  AO3MPOBKA AEKAPCTBEHHOro cpeactea 500 wmr. + 500 w™Mr., BMecCTO
YCTOHOBAEHHOM 3aKa34ymkom 250 mr. + 250 Mr. He nNpPOTUBOPEYUT MNOTPEOHOCTSIM



30AKA34YMKA. TAKMM OBPA3OM, MO MHEHMIO MOAQTEAS YKAAODLI, MPEAAOMNEHHAS B NMEPBOW
YOCTU 3ASIBKM AO3UPOBKA AEKAPCTBEHHOrO CPEACTBA SIBASIETCSI B3AMMO3AMEHSIEMON U,
COOTBETCTBEHHO, MEepBAst YOCTb €ro AyKUMOHHOW 3ASIBKM COOTBETCTBYET TPEOOBAHMUSIM
QY KLVOHHOM AOKYMEHTALNN,

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 pAom «BUAA» oT 3aKkasuuka -TBY3 HCO «[KB Nell»
NOCTYMNMUAN CAEAYIOLME BO3POIKEHNS.

[0 MHEeHMIO 3AKA34YMKA, NPEAAOMEHHDBIE AQHHBIM YYOCTHUKOM 3AKYTKA B NEPBON YACTU
3A%1BKN AeKAPCTBEHHbIE CPEACTBA HE COOTBETCTBYIOT Tpe6OBCIHl/I9IM ONMCAHUS OB BbEKTA
3AKYTKN N I'IOTpe6HOCT$'IM 3AKA3YMKA.

B 4OCTHOCTW, B M.2 OMUCAHUST OBBEKTA 3AKYMKMU 3AKA3YMK YCTOHOBUA TPeBOOBOHME K
AO3NPOBKE NEKAPCTBEHHOIO CcpeAcTBa «LleponepasdoH + (Cyabbaktam)» 250 mr + 250
Mr. OAHOKO B nepBon 4acTh 3asiBkM Ne106656485 (OOO «Toproebit Aom «BUAA») no
No3MUMM N2  OMNMCAHMST  OBBEKTA  3AKYMKM  YYACTHUKOM  ObIAO  MPEAAOXKEHO
AEKAPCTBEHHOE CPEACTBO C TOProBbiM HaMeHoBaHMeM Llednap CB ¢ po3npoekon 500
Mr. + 500 mr.

B nosmumm 2 onnMcanms 06beKTa 3AKYMNKM 3AKA34YMK YCTAHOBUA TPEBOBAHME K AO3UPOBKE
3AKYNMAEMOro AEKAPCTBEHHOro cpeACcTBa 250 mMr. + 250 mMr. KoHkpeTHoe TpeboBaHMe K
AO3VNPOBKE OOYCAOBAEHO TEM, YTO AQHHAST AO3MPOBKA SIBASIETCSI HOMMEHbLLUEW W3
CYLLECTBYIOLLMX, 3AKYNAETCS AASI OMPEAEAEHHBIX KATErOPWUI NAUMEHTOB (BEPEMEHHDIX,
HOBOPOMAEHHBIX M MAUMEHTOB C XPOHNYECKOM NMOYEYHOM HEAOCTATOYHOCTbBIO) U SIBASIETCSI
HEOBXOAMMOMN AASI HOAAEXKALLETO OKA3AHMST MEAUNLIMHCKOM MomoLLy. OAHAKO B NEPBOMN
yacTtn 3asek Ne106656485 (OOO «Toproebit AoM «BUAA») MO nNo3mumm n.2 ornnMCaHus
OObEKTA  3AKYMKM YYACTHUKOM ObIAO MPEAAONKEHO AEKAPCTBEHHOE CPEACTBO C
TOoproebiM  HammeHoBaHMeM Lleonap CB ¢ aoasmpoekon 500 mr. + 500 Mmr., 4TtO He
COOTBETCTBYET TPEOOBAHUSIM OMUCAHMST OOBbEKTA 3AKYMKU U MOTPEDOHOCTSIM 3AKA34YMKA.

Takum 0BPA30OM, YYOCTHUKOM B MEPBON YACTU 30SIBKM MPEAAONKEHb ASKAPCTBEHHbIe
NPenapaThl C AO3MPOBKOW, HE MPEAYCMOTPEHHOM 30KA3YMKOM, O TAKKEe He
SKBVBOAEHTHOW YCTAOHOBASHHOM 3AKA34YMKOM B OMUCAHMM OOBEKTA 3AKY KU,

HQ OCHOBAHMM M3AOXKEHHOIO, 3AKA3YNK CHATAET, YTO AYKLUMOHHAST KOMUCCUS 3AKA3YMKA
MNPOBEAQ PACCMOTPEHME MEPBLIX YACTEM 3ASIBOK B COOTBETCTBUU C Tpe6OBOHI/I9IMl/1
30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B CPEPE 3AKYMOK.

N3yunB npeaAcraBAeHHble MATEPUAAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro
Y®AC Poccum npuULLAQ K CA€AYIOLLVM B biB OACM.

Komuncecunsa Hosocmbupckoro YOAC Poccunm yCTOHOBUAQ, YTO B M.2 ONMCAHMST 0ObekTa
3AKYMKN 3AKA3YMK YCTAOHOBUA TPEOOBAHME K AO3MPOBKE AEKAPCTBEHHONO CPEACTBA
«LledponepasoH + (Cyabbaktam)» 250 mr. + 250 mr.,

Ha 3aceaarHnn Kommnccunm Hosocmbupckoro YOAC Poccum NpeACTOBUTEAb 3AKA3YMKA
30Q5BUA, YTO AQHHOE TPebOoBAHME K AO3MPOBKE OBYCAOBAEHO TEM, YTO YKA3AHHOS
AO3NPOBKA SIBASIETCSI HOVMEHBbLLIEW N3 CYLLECTBYHIOLLMX, 3AKYNAETCS AAST ONPEAEAEHHDIX



KaTeropuv nauneHTor (6epemMeHHbIX, HOBOPOXKAEHHBIX W MALUMEHTOB C XPOHUYECKOM
MOYEYHOW HEAOCTOTOYHOCTBIO) U SIBASIETCSI HEOOXOAVMMOM AAST HOAASYKALLETO OKA3AHMS
MEeANLMHCKOW MOMOLLN.

MNpwu atoMm, Kommncecuns Hosocmnbupckoro Y PAC Poccrm yCTAOHOBUAQ, YTO B MEPBOMN YACTMU
3asBkn Ne106656485 (OO0 «Toproebit AoM «BUAA») No no3mumm N.2 onMcaHmsg o6bekTa
3AKYMKN  YYACTHUKOM OBbIAO MPEAAOXKEHO AEKAPCTBEHHOE CPEACTBO C TOPrOBbIM
HanmMmeHoBaHmeM Liepnap CB ¢ pAo3smpoekor 500 mr. + 500 Mr., YTO HE COOTBETCTBYET
TPEeBOBAHUSIM ONMMCAHUST OB BEKTA 3AKY KM 1 MOTPEOHOCTSIM 3AKA34YMKA.

Ha ocHOBQHUK M3AOYKeHHOro, Kommncceung Hoocrbupckoro YPAC Poccum CYMTAET, YTO
QYKUMOHHAST KOMMCCUST 30KA3YMKA 3AKOHHO M OBOCHOBOHHO OTKA3OAO B  AOMyCKke
nepson YacT 3asekn Ne106656485 (OOO «Toproebit AOM «BUAAR).

My NpoBeAEHUN HO OCHOBOHKM M.1 4.15 cT.99 O3 Ned4-O3 BHENAQHOBOW MPOBEPKM
AQHHOMN 3AKYMKM, B TOM YUNCAE BCEN MHOOPMALMM, pa3melleHHom B EMC B pamkax
AQHHOIO BAEKTPOHHOrO AYKUMOHA, d TAIOKE AENCTBUM QAYKUMOHHOWM KOMUCCUKM 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, Komumccrsa HorocrbUpCKoro
YOAC Poccum

PELLINANA:

MNpu3HATL KAACBY OOO «Toprosbiht A0M «BUAA» HO AENCTBUSI QYKUMOHHOM KOMUCCUM
3akasdymka - [BY3 HCO «Kb Nell»npm npoBepAeHUN SAEKTPOHHOIO  AQyKUMOHQA
Ne(0351300052619000625 HA MNOCTOBKY AEKAPCTBEHHbIX MPENAPATOB AASl MEAMLMHCKOrO
NPUMEHEHMST MeXXAYHAPOAHOE HEMNATEHTOBAHHOE WAV TRYMMUMPOBOYHOE VAV XMMNYECKOE
HAVMMEHOBOHWE: LledonepasoH+CcyAbOAKTAOM (LleponepazoH+(CyabbakTam)),
LledvonepasoH+cyabbakTam (LieponepaszoH+(CyabbakTam)) HEOOOCHOBAHHOWN.

PeLueHmne MoxeT bbilb 0BGXANOBAHO B APOUTDAXKHBIVI CYA B TEYEHNE TDEX MECSILEB CO AHSI
€ro BbIHECEHWI.



