PELLEHWNE Ne 054/06/33-476/2019

26 mapTta 2019 roaa r.
Hoeocunbupck

Komucecusa YnpaesaeHns PepAepaAbHOM AHTUMOHOMOABHOM CAY>KObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecnga Hosocmbupckoro YPAC Poccum) B
COCTOBE:

LLisanos ALl - 30M. PYKOBOAUTEAS YIMPABAEHUS, MPeACEAATEAb KOMUMCCUK;
HosocenbueBa A.B. - CNeumMaAnCT-aKCNePT OTAEAQ KOHTPOASI 3AKYMNOK, YAEH KoMunccum;
Anbiluosa ALE. - CNEUMNAANCT-IKCMEPT OTAEAQ KOHTPOAS 3AKYMOK, YAEH Komunccunn;

B MPUCYTCTBUM NOEACTOBUTEAEN:

or 3akasunka- [bY3 HCO «[OpoACKAS AETCKAS KAMHWMYECKAST OOAbHULIA CKOPOW
MEANLUMHCKOW MOMOLLN»: <...> (MO AOBEPEHHOCTN), <...> (MO AOBEPEHHOCTWN);

B OTCYTCTBME NPEACTOBUTENEN:

or noaareas Xanobbr — OO0 «TOPIOBbII AOM «BUAA»: He sIBUAMCH (yBeAOMAEHO
HOAAEKALLMM OBPa30M);

paccMoTpes kanoby OO0 «TOPIOBbII AOM «BUAA» HO AENCTBUST 30KA3YMKA — [BY3
HCO «['opoackas AeTCKasi BOAbHULIA CKOPON MEANLIMHCKOW MOMOLLMY» NPU MPOOBEAEHNM
SAEKTPOHHOro aykumoHa Ne 0351300113619000053 HO MNOCTABKY MPOTUBOMUKPOODOHbIX
AEKAPCTBEHHbIX MNPENAPATOB, HAYAAbHAST (MOKCUMOAbHAOS) LEeHA KOHTPAKTa 910 614
py6. 50 kom.,

YCTAHOBUAA:

B Hoeocubupcrkoe YOAC Poccum obpatmaock OOO «TOPFOBbIN AOM «BUAA» ¢
YKOAODBOW HO AencTBrg 3aKa3dmka — 'BY 3 HCO «'opoackas AeTCKasi BOAbHULA CKOPOW
MEAULMHCKOM  MOMOLM»  MNPpU  MNPOBEAEHUM  SAEKTPOHHOrO  AyKUMOHA  Ne
0351300113619000053 HO NOCTABKY NPOTUBOMUKPOOHbBIX AEKAPCTBEHHbBIX NPENAPATOB.

Cytb >xanrobbl OO0 «TA, «<BUAA» 3QKAIOHAETCS B CAEAYIOLLEM.

1. ToaaTeAb MAAOBbBI CYMTAET, 4YTO TPebBOBOHME O MNOCTABKE AEKAPCTBEHHOO
npenapata «LeponepazoH+CyabbakTtam» ¢ pAo3mposkon 0,25r + 0,25r chpopMmMpoBAHO
6e3 yyeta Hay4YHO OBOCHOBAHHOM MHPOPMALMK OO OMbiITE KAMHUYECKOrO MPUMEHEHMUS
AEKAPCTBEHHbBIX MPENAPATOB.

2. o MHEHMIO MOAQTEASl >KAAOOLI, 3AKA3IYMKOM HEMPABOMEPHO YCTAHOBAEHDI
TPEHOOBAHMS K OO bEMY HAMOAHEHMSI NEPBUYHOM YMAKOBKM MPENAPATA, AEKAPCTBEHHAS



dOPMA KOTOPOro B COOTBETCTBMU C OMMCAHMEM OOBEKTA 3AKYMKN — MOPOLUOK AAS
MPUrOTOBASHUSI  PACTBOPA. [lpy 3TOM, OOOCHOBOHME HEOOXOAMMOCTU  3AKYMKU
NPenapaATA UMEHHO B YKA3AHHOM HAMOAHEHUN PAAKOHO OTCYTCTBYET.

F6Y3 HCO «[opoAcKas AeTcKas KAMHUHeCKass GBOAbHULLA CKOP OV Me ANL,MHCKOV NMOMOLLLW»
B OTBeT Ha yBeaomreHne Hoeocubupckoro YPAC Poccum o paccMoTpeHnn XKAaAobbl
OO0 «TA «BUAA» coobLumao caeayioLee.

CoranacHo nn. «6» 1.2 OCOBEHHOCTEN OMUCAHUST AEKOPCTBEHHBIX MPENAPATOR AAS
MEAVUMHCKOTO MPUMEHEHMS, SIBASIKOLLUMXCST OODBEKTOM  3AKYMKM  AAST  oBecneveHus
FOCYAQPCTBEHHBIX U MYHUUMMOABHBIX — HYXKA, YTBEPXAEHHbIX [TOCTAHOBAEHMEM
Mpasutenbctea PO ot 15.11.2017 Ne 1380 (aanee — OCOBEHHOCTM), MPU OMUCOHUU B
AOKYMEHTALMM O 3AKYTMKE 3AKA3YMKM MOMUMO CBEAEHUN, MPEAYCMOTPEHHbBIX MN.6 4.1 CT.33
3AKOHA O KOHTPAKTHOW CUCTEME, YKA3bIBAKOT AO3MPOBKY AEKAPCTBEHHOIO NPEnapaATa C
BO3MOYXHOCTbKO TMOCTOBKM AEKAPCTBEHHOrO MPEnApaATa B KPATHOM AO3MPOBKE U
ABOWHOM KOAMYECTBE (HAMpUMep, Npu 3aKynke TAabAeTkm C Ao3mposkom 300 Mr B
AOKYMEHTAUMM O 3aKyrnKke yKasbiBaeTcs: 1 Tabaetka ¢ pAo3mposkon 300 Mr vAm 2
TABAETKM C A03MPOoBKOM 1560 Mr), a TAKXKE C BO3SMOMHOCTbIO MOCTABKM AEKAPCTBEHHOIO
NpenapaTta B HEKPATHbIX SKBMBAAEHTHbIX  AO3MPOBKAX, MO3BOASIIOLLUMX  AOCTUYb
OAVMHAKOBOIro TEPANEBTUYECKOrO addeKTa (HANMpUMep, GAQKOHbI 2,5 M, AU 3 MI, AU
3.5 Mr), AOMyCKAETCSs YKA3OHME KOHUEHTPAUMM AEKOPCTBEHHOrO npenaparta 6e3
YCTOHOBAEHWSI KPATHOCTU.,

OnncaHne oBbekTa 3aKyrnku Mo no3mumm «LeponepasoH+CyAbOAKTAM» COAEPIKUT
TpeboraHME K AO03MpoBke npenapata - 0.25r + 0.25r. YkasaHHoMy TpeboBAHMIO
COOTBETCTBYIOT HoAee 4-X AEKAPCTBEHHbIX MNpenapaTor: Lledpbaktam®, Al1-001495,
Aepkatens PY HIOLU «9Aboa»; Cyabmarpad, Al1-000972, aep>katenb PY  Cyuwkoy
AaHparc GapmacbkioTrk Ko.Ata; baknepasoH, ACP-009612/09, aep>kaTtenb PY Axkenak
NHTepHenLeHA; Cyabnepaued®, P NO03060/01, aepxkatens PY OOO «ABOAMea» 1 AP.

AekapcTBeHHbIM npenapat ¢ MHH «Ledonepa3oH+CyAbBAKTaM» C AEKAPCTBEHHOMN
dOPMOM  TMOPOLLOK  AASl  MPUFOTOBAEHUST  PACTBOPA  AASI  BHYTPUMBEHHOTO U
BHYTPUMbILLEYHOrO BBEAEHMST C A03MpPoBKoM 0,251 + 0,25r npeAHA3HAYEH AAS MAUMEHTOB
c XIH (XpoHW4yecKkast no4YevHAst HeAOCTATOYHOCTb) (KK<-30MA/MH) MpyY MAKCUMOAbHOW
AO3e 1T B cyTkM, TO eCcTb no 500Mr 2 pa3a B cyTkn 1 apenctemem 40-80mr/kr/cytkn B 2-4
npuema.

[MpenapaTt 3aKynaeTcs B HEOOABLLOM KOAVMYECTBE, YKA3AHHAST AO3NPOBKA HeobXoAMMA
ANAS HOBOPOYKAEHHbBIX 1 AETEN AO 3-X AET.

Takum 0BpPA30M, MO MHEHMIO 3AKA3YMKA, YCTAHOBAEHHbIE B AYKLMOHHOW AOKYMEHTALMM
TPEOOBAHUSI K ACHHOMY AEKOPCTBEHHOMY MPEnapaTy SIBASIKOTCSI HEODXOAUMbIMU 1
OBS3ATEABHBIMU  AAST OMPEASASHUSI COOTBETCTBUSI MOCTOBASIEMOrO ASKAPCTBEHHOrO
NPenapaTa MNOTPEOHOCTIM  30KA3YUKA B LEASIX OKA3OHWS  KBAAUPULIMPOBOHHOWM
MEAVLUMHCKOM MOMOLLUN. AYKLMOHHAST AOKYMEHTAUMS He MPOTUBOPEUYUT TPEeOOBAHUSIM
3aKoHoAOTeAbCcTBA PO.

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

1. B cnay n.1 4.1 c1.33 3AKOHO O KOHTPAKTHOW CUCTEME B OMUCOHMM OOBEKTA 3AKYMKM
YKA3bIBAKOTCST  OYHKUMOHAAbHBIE, TEXHUMYECKME U KAYECTBEHHbIE XAPAKTEPUCTUKM,



SKCMNAYATALMOHHBIE XAPAKTEPUCTUKM OOBEKTA 3aKY MKW (MPY HEOBXOAUMOCTH).

COrAQCHO 4. 2 CT. 33 3AKOHA O KOHTPOKTHOWM CUCTEME AOKYMEHTALMUST O 3AKYMKEe B
COOTBETCTBUM C TPEOOBAHUSIMM, YKA3AHHBIMW B 4.1 CT.33 3AKOHA O KOHTPAKTHOM
CUCTEME, AOAKHO COAEPIKATb MOKA3IATEAU, MO3BOASIOLLME OMPEAEAUTD COOTBETCTBME
3AKYNAEMbIX TOBAPA, PABOTHI, YCAYTM YCTAOHOBAEHHBIM 3AKA3YMKOM TPEOOBAHMSIM,

B cooTtBeTCTBMM C No3uumen Ne 8 onmcaHnsg oB6bekTa 3AKYMNKM 3AKA3YMKOM YCTAOHOBAEHO
TpeboraHME K AO03MPOBKE nNpenapaTa «LedonepasoH+Cyabbaktam» — 0,25r + 0,25r.
Kpome Toro, 3aKa34YmMKoM B ONMCAHMM OBBbEKTA 3AKYMNKM MPEAYCMOTPEHO, YTO B CAYyYQE,
€CAV B ONMMCAHMU OOBbEKTA 3AKYMKM YKA3AHA MHAST GOPMA BbIMYCKA, YYOACTHUK MOXKET
NPEAAONUTb K MOCTABKE AIOOYIO B3AMO3AMEHSIEMYIO (OPMY BbINMYCKA MNPenapaTa,
COXPAHSIS1 AO3MPOBKY AKTUBHOMO BELLECTBA U CMOCOO €ro NpUMeHeEHMsI.

Komucecunsa Hosocmnbupckoro YPAC Poccum BbISIBUAQ, YTO YCTAOHOBAEHHAS MO YKA3AHHOMN
No3nLMN AO3UPOBKA AEKAPCTBEHHOIo cpeacTBa (0,25r + 0,25r) BASIETCS MUHMOABHOM
ANS AQHHOIO MPEenapaTa.

OnmncaHmne obbekTa 3aKyMNK COAEPIXKUT YCAOBKS, MPEAYCMATPVBAIOLLME BO3MOMHOCTb
MOCTABKM AEKAPCTBEHHOrO MPENAPATA B KPATHOM AO3MPOBKE 1 ABOMHOM KOAMYECTBE, C
M3MEHEHMEM, COOTBETCTBEHHO, KOAMYECTBA MOCTABASIEMOro MPenapaTa. TAKUM
0BpPA30M, AOBOA YKOAODBI HE HALLEA MOATBEDRIKAEHMSI.

2. N3yunB ormcaHmne obbekta 3akynkm, Kommccums Hoesocubupckoro YOAC Poccum
YCTOHOBUAQ, 4yTO B OTHOLLEHNI AEKAPCTBEHHOI O npenapaTa
«LledponepasoH+CyAnbbakTam»  (MOPOLLIOK — AASI  MPUFOTOBAEHUSI  PACTBOPA  AAS
BHYTOMBEHHOIO U BHYTPUMBILLEYHOrO BBEAEHMS) 3AKA3YMKOM HE  YCTAHOBAEHO
TpeboBaHME K OObEMY HAMOAHEHUS NEPBUYHOM YNAKOBKM MpenapaTta. AOBOA >KAAODHI
HEe MOATBEPKAEH.

Takum  obpas3om, no MHeHnto Komuccum  Hoeocumbupckoro YOAC  Poccum,
AOKYMEHTALMS 06 SAEKTPOHHOM AYKLIMOHE HE COAEPKUT TPEBOBAHNIM K AEKOPCTBEHHBLIM
NPENAPATAM, MPOTVBOPEYALLMX AENCTBYIOLLIEMY 30KOHOAQTEALCTBY.

Mpun nposeaseHUn HA OCHOBAHMM nN.1 4.15 Cc1.99 3AKOHAQ O KOHTPAKTHOW CUCTEME
BHENAQHOBOW TIMpPOBEepPKNn AQHHOA 3QKYrnKu, B TOM 4YUCAE, BCeA UHPopMaLnu,
pasMeLleHHoON B e AMHOW UHQOPMALMOHHOW CUCTEME B PAMKAX ACQHHOIO 3AEKTPOHHOro
AQyKLUMWOHA, a TAaKXXe AEeUCTBUA QyKLIMOHHOW KOMUCCUU MpPU PACCMOTPEHUN 3QasBOK,
HapyweHna 3akoHoaareAbctBa Poccuiickonn Deasepaumm O KOHTPAKTHOW CUCTEME He
BbISIBAEHBI.

PyrkoeoacTaysicb 4.8 cT.106, n.1 4.15 c1.99 3aKOHA O KOHTPAKTHOW cucteme Kommccusl
Hoeocubupckoro YOAC Poccunm

PELLNAA:

MNpunaHaTb >kKanoby OOO «TOPIOBbII AOM «BUAA» HO AENCTBMS 3aKa34YMKa — TBY3 HCO
«fOpOACKAST AeTCKAsT BOAbHULA CKOPOM MEAVLMHCKOW MOMOLLM» MPU MPOBEAEHNMN



SAEKTPOHHOro aykumoHa Ne 0351300113619000053 HO MNOCTABKY MPOTUBOMMUKOOOHbIX
AEKAPCTBEHHbIX MPENAPATOR HEOOOCHOBOHHON,

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



