PeweHue Ne 03-10.1/18-2018
O MPUBHAHUM YKAAODBB HEOOOCHOBAHHOM

18 aHBaps1 2018 T. r. OMCK

Komumccug Omckoro YPAC Poccum No KOHTPOAK B Cchepe 3aKynoK Ha Tepputopun OMCKOM
obaacTn (panee - Kommccus) B COCTOBRE:

................ — 30MECTUTEASI PYKOBOAUTEAS YIIPABAEHMS, [TpeaAceaaTenst Kommccuu;
................ — FAOBHOIO CNeUMaANCTO-9KCNEPTA OTAEAQ KOHTPOAS 3AKYMNOK, YAeHA KoMUccum;
................ — FAOBHOIO CNeUMAANCTO-9KCNEePTA OTASAQ KOHTPOAS 3AKYMNOK, YAeHA KoMmuccumm,

paccmoTper anoby OOO «Toproebit AoMm «BUAA» (aanee — 3asieutenb, OOLEeCTBO) HA
AeVNCTBUS Ka3eHHOro yypekaeHuns OMcKom obAaCTM «LIeHTP MO OCYLLECTBAEHUIO 30AKYMOK
TOBAPOB, PABOT, YCAYr B COepe 3APOBOOXPAHEHUS» (AQAEE TAIOKE YNOAHOMOYEHHOE
yuypexxaeHmne), 3aKasdnKoB - BIOAXKETHBIX YYPEXKAEHUIN 3APABOOXPAHEHMST OMCKOM O0BAACTH
NPU NPOBEAEHVN COBMECTHBIX TOProB B (MPOPME SAEKTPOHHOIMO AYKUMOHA HA MOCTOBKY
AEKAPCTBEHHOro npenapata ¢ MHH LedonepasoH+Cyabbaktam () (n3eeweHne Ne
0852500000117001891) (AOAEE — SAEKTPOHHbBIN AYKLMOH),

B OTCYTCTBME NPEACTOBUTEAEN 3ASIBUTEAS, YBEAOMASHHOTO O AQTE, BDEMEHU U MECTe
PACCMOTPEHMS YKAAODDI,

B MPUCYTCTBUM NPEACTOBUTEAEN:

YCTAHOBUAA:

1. B Omcrkoe YOAC Poccum A0 OKOHYAHKSI CPOKA MOAQUM 3ASIBOK HO y4ACTUE B SAEKTPOHHOM
aykupoHe noctyrmaa (ex. Ne 149 ot 11.01.2018) »>kanoba 3asBUTEAST HA MOAOXKEHUS
AOKYMEHTAUMM 06 QyKUMOHEe, Hapywaowme TpeboraHns PeAepaAbHOro 3aKOHA  OT
05.04.2013 Ne 44-03 «O KOHTPOAKTHOW CUCTEME B ChEepe 3AKYNMOK TOBAPOB, PABOT U YCAYT AAS
obecnedyeHus roCyAQPCTBEHHBIX M MYHULIMMAABHBIX HYXKA» (Aanee - DeAepPAAbHbBIA 30KOH O
KOHTPAKTHOM CUcCTeme).

2 .Ha 3anpoc Owmckoro YOAC Poccum (ucx. Ne 03-148 ot 12.01.2018) ynOAHOMOYEHHbBIM
yuypexkpaeHmnem boiam npeacToBAeHbl (BXx. Ne 358 o1 17.01.2018) BO3pOMKEHUST HO AOBOADI
YKOAOOBI M MATEPUAABI SAEKTPOHHOIO QAYKUMOHA, M3 KOTOPbIX CAeAyeT, 4yto 25.12.2017 Ha
OPUUMAABHOM camnte EAMHOM MHMOPMAUMOHHOWM CUCTEMbI B Ccdepe 3aKynok (Aanee -
ODUUMAAbHBIM canT ENIC) BbiAM pa3MELLLEHDBI M3BELLIEHNE N AOKYMEHTALMS OO SAEKTPOHHOM
QYKUMOHE C HAYAABHOM (MOKCUMOABHOW) LEHOM KOHTPAKTA 3182342 py6.

B npoToKkoAe pACCMOTPEHUS MEPBLIX YHOCTEM 3ASIBOK HA y4ACTVE B AykumoHe oT 16.01.2018
YKOA3OHO, YTO HA y4ACTME B AYKUMOHE MOCTYMNMUAO ABE 3QSIBKM, OAHOMY YYOCTHUKY 3AKYMKM
OTKO3OHO B AOMYCKe K yHOCTUIO B AyKLMOHE.

B cooteetcTBMM C TpeboraHuem Omckoro YPAC Poccum onpeaeneHre MNOCTOBLUMKAO
NPUOCTAHOBAEHO B YACTM 3AKAKYEHMS KOHTPAKTA A0 PACCMOTREHMS YXKAAODbBI MO CYLLECTBY.

3. B pesyAbTaTE PACCMOTPEHMUST KANODBI  3ASBUTEAS], MNPEACTOBAEHHbBIX MOTEPUOAOB,
BO3POMKEHUN  MPEACTOBUTEAEN  YITOAHOMOYEHHOIO  YUYPENAEHMS, OCYLECTBAEHUST B
COOTBETCTBMM C 4aCTblo 15 cTaTbh 99 PeAepPAAbHOro 3AKOHA O KOHTPAKTHOM cuUcTeme
BHEMAQHOBOW NPOBEepKk KOMUCCUS YCTAOHOBUAQ CASAYIOLLEE.

CoraacHo ctaTtbe 6 PepAepPAAbHOro 30KOHA O KOHTPAKTHOM CUCTEME KOHTPAKTHAS CUCTEMA



B COEepe 3aKYNOK OCHOBbLIBAETCS HA MPUHUMMNAX OTKPBITOCTU, NPO3PAYHOCTU MHOOPMALMK O
KOHTPAKTHOM CUCTEME B COEPE 3AKYNOK, 0becneyeHns KOHKYpeHummn, npodeCCUOHOAMIMA
3AKA34YMKOB, CTUMYAMPOBAHUST MHHOBAUMN, €AMHCTBA KOHTPAKTHOW CUCTEMbl B Ccoepe
30KYMNOK, OTBETCTBEHHOCTM 3Q PE3YAbTATMBHOCTb OOeCcnevyeHns1 roCyAQPCTBEHHbIX U
MYHULMMOABHBIX HYYKA, 9DPEKTUBHOCTU OCYLLLECTBAEHMS 3AKYMOK.

N3 yactn 1 cTtatbt 8 PepAepPAAbHOro 3AKOHA O KOHTPAKTHOWM CUCTEME CAEAYET, 4TO
KOHTPAKTHAST CUCTEMA B ChHepe 3AKYNOK HAMPOBAEHO HO CO3AOQHME PABHbBIX YCAOBUM AAS
obecneyeHns KOHKYPEHUUN MEXKAY YYACTHUKAMK 3AKYNOK. AtoBoe 3aMHTEPECOBAHHOE AVLIO
MMEeET BO3MOXXHOCTb B COOTBETCTBUM C 3AKOHOACQTEABCTBOM Poccumckom Peaepaumm m
VHBIMW HOPMOTVBHBIMU MPABOBLIMU AKTAMK O KOHTPAKTHOM CUCTEME B Chepe 3aKYNOK CTATb
NOCTABLLMKOM (MOARSIAYMKOM, UCTIOAHUTEAEM).

B cooTBeTCTBMM C 4YaOCTbo 2 CTaTbM 8 PeAepPAAbHOrO 3AKOHA O KOHTPAKTHOW CuUcTeme
KOHKYPEHUMST MNP OCYLLECTBAEHUM 3AKYMOK AOMAKHA OblTb OCHOBAOHA HA COOAKOAEHUM
NPVHUMNA AOBPOCOBECTHOWM LEHOBOW M HEUEHOBOW KOHKYPEHUMM MEMNAY YHACTHUKAMM
30KYMOK B LEASX BbISIBAEHUST AYYLUMX YCAOBUIA MOCTOBOK TOBOPOB, BbIMOAHEHMSI PABOT,
OKQ3AHMS YCAYr. 3anpeliaeTcs CoOBeplleHMe 3aKA3YMKAMU, CneuyiaAn3vMpOBOHHbBIMIA
OPraHM3AUMSIMU, MX AOAKHOCTHBIMU AULAMK, KOMUCCUSIMU MO OCYLLECTBASHUIO 3AKYMOK,
YAEHOMM TAKUX KOMUCCUM, YYOCTHUKAMK 30KYMOK AOBbIX AENCTBUNA, KOTOPbIE NPOTUBOPEYAT
TpeboBaHuam Hacrtosuwero MeAepaAbHOroO 30KOHA, B TOM YACA€ NPUBOAST K OrPAHUYEHUIO
KOHKYPEHLUN, B YHOCTHOCTU K HEOBOCHOBAHHOMY OFPOHUYEHNIO YUCACO YYHOCTHUKOB 3CAKYMOK.

B cuay nyHkta 1 yactm 1 ctatby 64 PepAepaAbHOMO 30KOHA O KOHTPAOKTHOM cUCTeMe
AOKYMEHTAUMST OO SAEKTPOHHOM QYKUMOHE HAPSIAY C  MHMOPMAUMEN, YKOA3OHHOM B
M3BELWEHMN O TMPOBEAEHMM TAKOrO QAyKUMOHA, AOAKHO COAEPXATb, B  YACTHOCTU
HOVMMEHOBAOHME N OMUCOHME OBBEKTA 3AKYMKM U YCAOBKMSI KOHTPAKTA B COOTBETCTBMM CO
ctatbert 33 HacTosiero PepAepaAbHOrO 3AKOHA, B TOM YMCAE OOOCHOBAHME HOYOABHOM
(MAKCVMQOABHOW) LIEHbI KOHTPAKTA.

MyHKkTOM 1 4acTn 1 ctaTtbm 33 PepAepaAbHOro 30KOHA O KOHTPAKTHOW CUCTEME YCTAHOBAEHO,
4YTO 3AKA3YMK MPU OMUCOHUM B AOKYMEHTALMM O 3AKYynKe OObeKkTa 3AKYMKM AOAKEH
PYKOBOACTBOBOTLCS, B TOM YMCAE MPABUAOM O TOM, YTO OMNUCAHME OOBEKTA 3AKYMKMN AOAXKHO
HOCUTb  OBBEKTVMBHBIN ~ XAPAKTEP. B  OnNMCOHMM  OB6bekTa  3AKYMNKM  YKO3bIBOKOTCS
OYHKUMOHOABHBIE, TEXHUYECKME W KAYECTBEHHbIE XAPAKTEPUCTUKM, SKCMAYOTAUMOHHbBIE
XAPAKTEPUCTVKM OOBEKTA 3aKYNKM (MPY HEOBXOAMMOCTV). B oNnMCAHne 06bEeKTA 3aKYNKU He
AOAKHBI BKAIOMATbCA TPEOOBAHMST MAM YKOBOHUS B OTHOLLUEHVM TOBOPHbLIX 3HOKOB, 3HOKOB
OBCAYXKMBAHMS, PUPMEHHBIX HOVMEHOBAHWM, MATEHTOBR, MOAE3HBbIX MOAEAEN, MPOMbILUAEHHbIX
oBpPA3LOB, HAVMMEHOBAOHME MECTA MPOUCXOXKAEHUS  TOBAPA UWAM  HAUMEHOBOHME
NPOU3BOAUTEAS, A TAIOKE TPEOOBAHUS K TOBAPAM, MHOOPMAUMK, PABOTAM, YCAYram npu
YCAOBUM, YTO TAKME TPeOOBAHUSA BAEKYT 3a COOON OrpaHUYEHUEe KOAMYECTBA YYCOCTHMKOB
30KYMKKW, 30 UCKAIOYEHMEM  CAY4OEB, €CAM He UMMeeTcsl Apyroro cnocobaq,
obecneyvBaroLlero 6oAee TOYHOE U YETKOE ONMUCAHME XAPAKTEPUCTUK OOBEKTA 3AKYMKM.

3 BYyKBOABHOrO TOAKOBQHMS MyHKTA 1 yactn 1 cTatbm 33 PepAepaAbHOrO 30KOHA O
KOHTPOKTHOM CUCTEME CAEAYET, YTO 3AKA34YMKM, OCYLLECTBASIOLLUME 3AKYMKY MO MPABUACM
PeAepPAABHOrO 30KOHA O KOHTPAKTHOWM CUCTEME, MPU ONMUCAHUN OOBEKTA 3AKYMNKU AOAXKHDI
TAKMM OBPA3OM YCTAHOBAVBOTH TPEBOBAHMSI K 3AKYNAEMbIM TOBAPOM, 4YTOObI, C OAHOW
CTOPOHbI, MOBBLICUTb  WAHCHI HA nNpuobpeTeHre TOoBAPA VMEHHO C  TAKMMU
XOPOKTEPUCTUKAMM, KOTOpble HEOOXOAUMMbBbI, O C APYronM CTOPOHbl, HE OrpAHUYUTb
KOAMYECTBO YYOCTHUKOB 3AKYMKW.

TpeboraHMs K OBBbEKTY 3aKYNKM ObIAM YCTAHOBAEHbBI 3AKA3YMKOM B TABAMYHOWM dOopMe B
npuAOXKeHMM Ne 4 «3aKQ3 HA MOCTABKY AEKAQPCTBEHHOro npenapara ¢ MHH
«leponepazoH+CyabbakTam» (I)» K AOKYMEHTALMM 06 AyKUMOHE, B KOTOPOM YKA3QAHO:

Mex AyHapo.AHOe
Ko OKIMA, HernareHros aHHo e Xapakrepuncmika ToBapa
HAMEeHOB aHVe
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MOPOLLIOK A/ MPUrOTOB AEHVSI PACTBOPA A/
BHYTOUBEHHOIO Y1 BHYTPUMbILLEYHOrO BBEeAeHWs 1,5
r+1,5rNej

Lleporiepa3oH+

21.20.10.191
0.10 Cynbb6akram

ToBap  AONKEH  WMETb  YrNAKOBKY,  OTBEYaoLLyto  ToebOBAHMSM  AEVICTBYHOLLIEro
3akoHoaarensctBA Poccwvickort Qeasepaumm, A Takke obecrneuwBaroLLyd COXPAHHOCTb
TOBQPA rpv €ro TPAHCIOPTUPOBKE 1 XPAHEHMN,

YUQCTHUK 39AEKTPOHHOIO QyKUMOHA BrpPABE MPEeANArartb  3KBMBANEHTHOE KOAMYECTBO B
yriakoske. [lpeararasi aKBMBAASHTHOE KOMYECTBO B YIIOKOBKE, YYACTHUK — AONKEH
CKOPPEKTMPOBATE  0bLLee KOMYECTBO MAQHMPYEMOro K rOCTABKE  AEKQPCTBEHHOIro
npenapara A0 rpebyeMoro 3akasuiKom»,

B >xanobe 3agBUTest yKO3AHO:

«TexXHM4eCKasT 4YaCTb QYKLMOHHOM AOKYMEHTALMN COAEPXUT ONMCaHME OOBEKTA 3QAKYrKu
AekapcTBeHHoro npernapara MHH Leponepa3oH+CyAb GAKTAM: MOPOLLOK A/ MOV OTOB ASHMST
PACTBOPA A/l BHYTOUBEHHOIrO Y BHYTPUMbILLIEYHOrO BBeAeHWsI, 1,6 m + 1,6  yCTQHOB A€HHbIe
10€60BAHMST K AO3UPOBKE HE MO3BOASIOT MPEAAOXEHUe K MOCTABKEe B3AMMO3AMEHIeMOro
AEKQPCTBEHHOro npenapara, un TaKm TpeboBaHMsIM B COBOKYNHOCTV COOTBETCTIBYyeET
EAMHCTBEHHbII  NeKQPCTBEHHBIVI  Mpernapar  ToproBoro  HamMmeHosaHust  CyAbMarpa@
rnpounsBoActBa Cywkoy AaHparvic Qapmachkrotvikan Ko.Ata, Kntaw.

B rimcbme NeAK/28644/15 or 09.06.2015 roaa tpoeboBaHMe K MNOCTABKE OrpeseNeHHOM
AO3MPOBKN NEKQPCTBEHHOro rnpenapara (B Hawem caydae, 1,6 + 1,6 ) 6e3 BO3MOXHOCTU
MOCTABKM QHAAOMMYHOrO npenapara B KpartHow ao3vposke. WAC Poccum 0b03HAQWA HE
MHQ4Ye KAK TeparneBTnyeckn He 3HAYWIMOM XQPAKTEPMCTVKON, COOTBETCTBYIOLLUEN KOHKPETHOMY
TOProBOMY HAUMEHOBAHUIO AEKQPCTBEHHOIO Mpernapara, HarnpPaBAEHHOW HQ OrpaQHWNYeHVe
KONMYECTBA YYACTHUKOB 3QAKYrKM AEKQPCTBEHHbIX MPEraparos»,

Takoke B >kanobe 3asiBUTEAS YKA3AHO:

«fOCYAQPCTBEHHbINI  pPEeecCTp  AEKQPCTBEHHbIX CPEACTB  COAEPXUT  UMHQOPMAUMIO O
3QpPerncTpmnpPOBaHHbBIX NEKQPCTBEHHbIX npenaparax B PAMKQAX MHH
LeponepasoH+Cyrsbaktam. Tak B obpalleHun Ha Ttepputopmmn Poccuvickori Qeaepalmm
MMEIOTCST AEKQPCTBEHHbIE rpenaparbl B Ao3mposkax 0,5r.+0,6r., 0,75+0,75, 1,0r.+1,0r.,
1,br.+1,6r., 2,0r.+2,0r.,2,5r+2,5.

Buvecre ¢ 1eMm, B a03uposke 1,6 r + 1,6 r npenapar BbIryCKAETCsl €ANHCTBEHHbBIM
rnpouidBoamterem Cywkoy AaHparic QPapmachkotkan Ko.Ata, Kutawi, 310 AeKapCTBEeHHbI
rnpernapar ToproBoro HAMMeHoOB aHs1 Cy Ab MArpa.

Y AekapctBeHHoro npenapara TH bakue@opr ectb Ao3umpoBka 1,6 r + 1,6 r, 0AHAKO
npeAeAbHQas1 OTNYCKHAST LEeHQ He 3QpervcipupoBaHA, B CBSI3W C YeM BO3MOXHOCTb
NpPeANOXKITb YKA3QAQHHbIV MNPEenapar K noCTaBke OTCYTCIBYET.

AN YCTQHOBAEHUSI OOBEKTMBHOCTY TPEOOBAHMSI O MOCTABKE ASKQPCTBEHHOrO Mpenapara
MMEHHO B A03upoBKke 1,6 + 1,51 3asiBUteeM rnpoBeAeH QHAM3 MHCTRYKLUMV MO MPVMEHEHUIO
COOTBETCTBYIOLLErO TEXHUYECKOMY 3QAQHMIO NEKQPCTBEHHOro npenapara "CyrbMmarpa@” v
npeaAraraemMoro 3asBurereM  Mpu ydacTiv B QyKUMOHE AEKAPCTBEHHOro rpernapara
"LleponepasoH n Cyrbb6aktaMm AXXoAac" npom3BoACTBA "Axoasac Dkcriomm BT.ATA., VIHAvS.
(ACP-000391/09).

CpQaBHUTENbHBII  QHAM3  MHCTPRYKUMV 10 MPUMEHEHMIO  NAEKAPCTBEHHbIX  Mpernaparos
'Cynomarpa@” n "Ue@onepasdoH n Cyrb6aktam AXOAQC" A/T MEANLMHCKOrO MOUMEHEHMS
rMOKA3QA, 4I0 AEKQPCTBEHHbIE MPernaparbl MNPUMEHSIKOTCSI B OAHOM O6AQCTM UM UMEOT
OAVMHAKOBbIVI CrTOCO6 MPUMEHEHWST 1 AO3bI,

Kpome Toro, B >kanobe yKasaHo:

«TakM 0BpPA30M, 3QKA3YMK, YCTAHAB AVBQST AOMONHUTE AbHbIE TPEBOBAHMST 6€3 BO3MOXHOCTU
NPEANOXKEHWST B3AMMO3AMEHSIEMOIrO  NEKQPCTBEHHOroO npenapara AO0MyCTMA HApyLUEeHWe
yacte 1 cr. 64, n. 1Tyacmwm 1 crarbm 33, 4acTb 2 crarbm 33 3OKOHA O KOHTPAKTHOM crcTeMe.



ObpaLaem BHUMQHME, yro 3QaKyrka NEKAPCTBEHHOIr o npenapara MHH
Leponepa3oH+Cyrb6aKTaM  OCYLUECTBAIETCST B AEKQPCTBEHHOV QOPME MOPOLLOK A/
MPUroToB A@HVISI PACTBOPA A/ BHYTPUMBILLEYHOrO M BHYTPUBEHHOIO BBEASHWVS, YTO O3HAYQET,
4TO MEPEA MNPUMEHEHNEM AN KODKAOIO MALUMEHTa BY.AET MourotoBAEHA AO3MPOBKA C y4ETOM
ero MHAVMBUAYQAbHbIX OcoObeHHocTer n ero 3aboreBaHui 6e3 HEOHX0AMMOCTI YBE NYEHMS]
3Q1PAr PACXOAHOrO MArepmaAa (LUMpULUbI, PACTBOPUTENL U T. A.) Y BPEMEHU MEANLMHCKOrO
nepCcoHAAQ.

K aHarormuHomy BbiBOAY ripyiira Kommccust MockoBckoro YDAC Poccum rno Aeny Ne 2-57-
142/77-17 (aykumoH N2 (0373200022217000054). Takxe APOUTPAXKHBIV CyA ropoAd MockBbl B
csoeMm PeweHmn or 21.11.2017 no aeny Ne A40-155036/17-79-1365 noAAELXKAA MO3NLMKO
Kommccvm Mockosckoro YDAC Poccumy,

B BO3pPOYKEHUSIX, MPEACTOBAEHHBIX YIOAHOMOYEHHbBIM YYPEXKAEHNEM B OTHOLLEHMN AOBOAOB
YKOAODbI, YKO3AHO CAEAYIOLLEE:

«CoraacHo nyHkTy 8.1. ctatbn 4 Qe separbHoro 3akoHa ot 12 anpessa 2010 roaa N2 61-O3 «O6
o6pALLIEeHNN NEKAPCTBEHHbIX CPEACTB» AO3SUPOBKA - COAECPXKAHNE OAHOIO MMM HECKOAbKMX
AEVICTBYIOLLMX BELUECTB B KOMYECTBEHHOM BbIPOXKEHWN HA €AMHWLY AO3bl, NN €ANHWLY
obvema, MM E€AMHWLY MACCbl B COOTBETCTBUM C AEKAPCTBEHHON QOPMOV MO0 A/
HEKOTOPbIX BUAOB AEKAPCTBEHHbIX POPM KOAMMECTBO BbICBOOOXAQEMOro N3 NeKQPCTBEHHOM
QOPMbI AEVCTB YIOLLErO BELUECTBA 34 € AVHULLY BOEMEHM.

Ha ocHoBaHmmv nyHkta 2 yacwm 2 crambu 13 aaHHOro  DesepaAbHOro  3aKOHA
rocy,AQpPCTBEHHOM pervctpaumm rnoa/exar NEKQPCTBEHHbIE npenaparsl,
30PErnCTPUPOBAHHbIE PAHEE, HO MPOV3BEAEHHbBIE B HOBOM AO3UPOBKE MNPU AOKA3ATEeAbCTBE
ee KAUHIHE CK OV 3HAYYMOCTU U 3PPEKTUBHOCTM.

Craresmm 18, 27 QesreparbHoro 3akoHa ot 12 anpess 2010 roaa Ne 61-D3 yCcTaHOB AGHO, UTO
AN1  FTOCYAQPCTBEHHOV — PErncCTpauMn  AeKQPCTBEHHOro  npenapara  pas3paborwik
NEKQPCTBEHHOIrO  Mpenapara MMM YrIOAHOMOYEHHOE UM APYroe iopussdeckoe  ALO
MNpPEeACTaB AIET B COOTBETCTB YIOLLUMA YO AHOMOYEHHDBIN QEAEPANbHbBIVI OPrQH NCMOAHUTE Ab HOV
BAQCTW, OCYLLIECTB ATIOLLMN FTOCYAQPCTBEHHYIO PEMMCTOAUMIO AEKQPCTBEHHbIX MPENQPAros,
3QBAEHNE O T[OCYAQPCIBEHHOW PErNCTOAUMN AEKAQPCTBEHHOrO Mpenapara, a Takxke
HEeObX0AMMbIE  AOKYMEHTbI, M3 KOTOPbIX QOPMUPYETCST PErNCTPAUMOHHOE AOCbe HA
NEKQPCTBEHHbBIVI  MPENapQAr,  BKAOUYAOLLEE  MPOEKT  WHCTOYKUMKM MO MPUMEHEHUIO
AEKQPCTBEHHOro npenaparq, COASPXALMMA, B TOM WACAE CBEASHWSI O AO3MPOBKe
AEKQPCTBEHHOIO Npenapara.

AHQAOrM4HbIE TPEBOBAHUSI K MHCTRYKUMM MO MEANUMHCKOMY MPOUMEHEHWIO NEKAPCTBEHHbIX
npenaparos  YIBEPXKAEHbI  MPVKA30M  MUHUCTEPCTBA  3APQBOOXPAHEHMST  PoOCCUMCKOV
Qesepauym ot 21 ceHrsabps 2016 roaa Ne 724H.

[locre npoBEAEHMST MPOBEPKMN MOAHOTbI M AOCTOBEPHOCTN CBEASHWM, COASPXALUMXCST B
MPEeACTABAEHHbIX 3QSBUTEAEM  MATEPMAAQX, M HEOBXOAMMbBIX OKCMEPTM3 B MOPsIAKE,
YCTAHOB AeHHOM cTatbsimm 19-26 QeaeparsHoro 3akoHa or 12 anpensa 2010 roaa Ne 61-DO3,
YKQ3QHHBIV OpraH MPVHUMAET peLLIeHNE O rOCYAQPCTBEHHOM PErNCTOAUMN AEKQPCTBEHHOO
npenapara nam ob oTkase B roCcyAQPCTBEHHOW PEernctoaumm AeKapCTBeHHOro rnpenapara. B
CAYHQE MPVIHSTTVST PEeLLEHMST O FTOCYAQPCTBEHHON PErnCTPALUMM AEKOPCTBEHHOrO npenapara
YKQ3QHHbIV OpraH BblAQET 3ASIBUTEAO, B TOM YACAE, MHCTRYKLUMIO MO €ro MovMEeHEHMIO.,

Ha ocHoBaHumm yactn 1 crarby 33 aaHHoro QPeAepaAbHOrO 3QKOHA BbILLIENEPEYNC ASHHbIE
CBEAEHMST O  3QPErvCIpUPOBAHHbIX  AEKQPCTBEHHbIX  MPENnapArax  BHOCSTCSI B
[ocyAQpPCTBEHHBIV PeEeCTP NeKAPCTBEHHbIX CpeACTB (Aaree - PeecTp).

To ecTb, HONMUME PETNCTPALUMM KOXKAON AO3SMPOBKM AEKOPCTBEHHOIO MPEnapara sis /SIeTCS
obs3are Ab HbIM A1 BOSMOXHOCTV €rO MPUMEHEHWST ACKQPCTBEHHOIO nMpenapar Ha
repputopmm Poccuvickort Qe AepaLmi v MO ATBEPKAQET €€ KAHNHECKYHK 3HQUWIMOCTb M
AQPEKTMBHOCTb. AO3VPOBKA NAEKAPCTBEHHOrO MPEnNQPAra siB /IETCS1 €ro MASHTNPUUMPYKOLLIEV



XQPAKTEPUCTUKOMN, 1 AeKQPCTBEHHbIE MPErQPATbl, 3QPErNCTPUPOBAHHbBIE C PA3NYHOM
AO3VPOBKOW, OTAMHQAKOTCS MO CBOMM MNOTREBUTE Ab CKMM CBOVICTB OM.

Heobxoaymo TaKXE OIMETUTb, 4YTO MEePBUMYHBbIM  3AKOHOAQTEABHBIM QKTOM Poccurickom
Qesepauym B cPepe OXPAHbl 3A0POBbSI TPAXKAQH, B LEANIX MWCMIONEHWST KOTOPOro
OCYLLECTB/SIIOTCSI  TOCYAQPCTBEHHbIE — 3QKYINKW  AEKQPCTBEHHbIX  CPEACTB,  SIB/SIETCS
Qe separsHbii 3akoH oT 21 Hosibpst 2011 roaa Ne 323-D3 «O6 0CHOBAX OXPQAHbI 3A000BbSI
roaxaaH B Poccuvickoni Qeagpalmm», COrAQCHO 4actv 2 Cratbn 3 KOTOporo Hopmbl 06
OXPAHE 3A0POBbSI, COASPXXALUMECST B APYIMX QEASPANbHbBIX 3QKOHAX, MHbIX HOPMATVBHbIX
rnpaBoBbix aktax Poccuvickort Qeaepaumn, 3aKOHAX M MHBIX HOPMQATVBHBIX MPABOBbIX OKTAX
cybbekroB Poccuvickori Qeasepaumm, HE AOMNKHbI MPOTUBOPEYTs HOPMAM HACTOSILLIEro
DereparbHOro 3aKOHA.

Kpoome toro, nyHkrom 2 crarbu 4 QeaeparsHoro 3akoHa or 21 Hosibpst 2011 roaa Ne 323-03
YCTQHOB AEHO, YTO OAHVM M3 OCHOBHbIX MPVHUMIOB OXPQAHbI 3A0PO0BbSI SIB /SIETCSI MPopUTeT
MHTEPECOB MALUMEHTA PV OKA3AHUMN MEANLMHCKOM MOMOLLM.

Yacmero 2 crambn 98 DeaepanrsHoro 3akoHa or 21 Hosibps 2011 roaa Ne 323-O3
rpeAyCMOTOEHQ  OTBETCTBEHHOCTb  MEANUMHCKMX — pAbBOTHMKOB B COOTBETCTBUM  C
3akoHoaaresCcTBOM Poccuvickort Qeasepaumm 3Q HOPYLLUEHWE MPAB B CQEPE OXOAHbI
3A0POBbSI, MPUIMHEHNE BPEAQ XW3HW U (MAM) 3A0POBbLIO MPU OKA3AHWN PAXKAAHAOM
MeANLIMHCKOM MOMOLL.

[yHkTOM 2 ctartbm 4 AaHHOro PeAepANbHOro 3aKOHA YCTAHOBAEHO, YTO OAHMM M3 OCHOBHbIX
MPVIHUMMOB  OXPAHbI  3A0POBbST SIB ASIETCS MPUOPUTET MHTEPECOB MAUMEHTA Py OKA3QHUN
MeANLIMHCKOM MOMOLLA.

YUntbiBQsI, 4tO AEKQPCTBEHHbIE MPernaparbl OKA3bIBAKOT HENOCPEACTBEHHOE BMSIHME HA
3A0POBbE N XWM3Hb 4YEAOBEKQ, MNPV YCTAHOBAEHWN KOHKOETHbIX ToebOBAHUM K MPEeAMETY
3QKYyroK HQ NOCTABKY AEKAPCTBEHHbIX CPEACTB, INABHbIM SIB AIETCST AOCTVDKEHME PV ASYEHN
MAUMEHTOB HAUAYHLLIErO TePANEBTNYECKOro 3QPEKTA N MAKCUMAABHOE WCKAOYEHME NOBbIX
HeXeAQTeAbHbIX Peakumi. on NpoBeAeHM 3AKYrOoK 3aKA34K OBsI3aH PYKOBOACTBOBATLCS
rNPVIOPUTETOM UHTEPECOB MAUMEHTA W CBEAEHVSIMA U3  WHCTOYKUMA O MNPVMMEHEHUIO
NEKQPCTBEHHOIr O Mpernaparq, COASPXALLMXCs1 B PeecTpe.

YBEAMHEHHAST AO3MPOBKA  LIepornepasoH+cyrbbaktam  1,5r+1,5r no3sBosier  AOCTYb
KOHLIEHTPAUMMN ASVICTBYIOLLEro BELUeCTBA B OPIOLLHOV MOAOCTU, KMLLEYHMKE, MEYEHM, KENM,
MOAXKEAYAOUHON  Xenede, arrneHAykce, B MATke, B SMYHUMKAX,  MPeBbILLaoLLen
COOTBETCTBYIOLUME MOKA3ATEM O MPENAPATaM C MeHbLuen Ao3uposkov (1r+1r, 0,6r+0,5r),
Yro rQPAHTUPOBAHHO MOAQB/IET OCHOBHbIE BO3BYAUTEN XUPYPIMHECKUX WHPEKUMA U
MO3BOIET MNPVIMEHSTTb MPENQPAT B CAYHASIX OCAOXKHEHHbIX MHPEKUMN. o AeYeH MHPEeKLMA
SDKeAbIX U CPpeAHeW TsKeCTy, BBOAVMAST A03Q MOXET COCTaBAITb A0 6 I B CyTtkv (B
COOTBETCTBUM C PEKOMEHAQUMSIMA  MPAKTMYECKOro PYKOBOACTBA MO  QAHTUMHPEKLUMOHHOM
XYIMMOTEPArnM rnoa pesakumeri A, C. CrpoadyHckoro, 2007 1).

LUe@onepasoH+cyrbb6aktam B A03e 3 rp 2-3p/ASHb MPUMEHSIETCST Mov MEeANACTUHUTE,
ocTeommemre rnpyv CAaxXapHOM Ayabere, QrepOCKAepO3€e COCYAOB HVDKHMX KOHEYHOCTEW,
XONQHrTE M BUAMQPHOM Cercuce, YPoOCEeNCcnce, HENTPOMEHNYECKON MXOPAAKE, MHPEKLMSIX
MOYEBbIX MyTewvi, Mpu TShKeAbIX MHPEeKUMSIX BbI3BAHHbIX Acinetobacter spp, Enterobacteriaceae
(B COOTBEICTBMN C [PEKOMEHAQUMSIMM CrPABOYHMKA MO  QHTUMUKPOOHOV Tepariii oA,
peasakumen P, C. Kosrosa, 2013 r., cr. 105, cT137, ct. 149, c1. 153, c1. 167, 1. 177 «COBPEMEHHAOS
QHTUMMKDOBHQST XMMoTeparvs» rnoa, peasakmert C. H. Koarosa, P. C. Koarosa, Mocksa 2017,
ct. 50, ¢t 338-358) - korm yKA3AHHbBIX NMCTOB MPUAQIrQrOTCS]).

LeponepasoH+cyrb6akTaM B A03€ 4 rp. 2-3 p/AeHb MPUMEHSIETCS MNPV ARYIVX 3000 AEB QHYISIX:
obocrtpeHmn XOBA, ripu Tspke Ao HO30KOMMAALHOM MHEBMOHMI, MU TSDKEAOM ME ANACTUHUTE,
PVl OCAOXHEHHbBIX WHQEKUMSIX KOXM M MSITKMX TKAHEeMW, MNPy TSHKEAbIX MNENOHEPPUTAX U
abcueccax MnoYkn, MHTPAABAOMMHAABHBIX MHQEKLMSIX, TSDKEAOV BAKTepUEMMM, PN TSHKE AbIX
VNHPEKLMSIX LHC, novi TSDKE AbIX MHQEKLUMSIX BbI3BAHHbIX Acinefobacter  spp,



Enferobacteriaceae.

B Hacrosiee BpemMst QArOPUTM BbINOAHEHWST BHYTOVMBILLIEYHOrO M BHYTPVBEHHOIO BBEASHWS
NEKQPCTBEHHbIX rpernaparoB ymepxaeH [OCT P 52623.4-2015. HAUMOHAAbHbBIVI CTAHAQPT
Poccwickori  Qeasepaumm.  «TeXHOAOrMM  BBINOAHEHMST  MPOCTbIX  MEANUMHCKUX — YCAYr
MHBQ3VBHbIX BMeLlarensCTB» (YTB. M BBeAeH B AevictBue [lpuka3oMm PoccraHaQpra or
31.03.2015 N2 200-CT), KOTOPbIM B TOM YACAE YCTAHOBAEHO: N3BAEYS UIAY M3 PAAKOHA, 3OMEHUTH
€€ HQA HOBYIO CTEPUABHYIO UFAY, MPOBEPUTL €€ MPOXOAMOCTb (MyHKTOM 6.2. TabMubl 3
pasaeAa 8 «IexHOAOrvsl BbINOAHEHWST MPOCTON MEANUMHCKOWN YCAYrr  «BHYTOUMbILLEYHOE
BBEAEHWNE AEKQPCTBEHHbIX CPEACTB» M MyHKTOM 6.2. Tababl 5 pasaera 8 «TexHOAOrus
BbIMOAHEHWVISI MPOCTOM MEANUMHCKON YCAYrn «BHYTDUMBILLEYHOE BBEAEHUNE AEKQPCTBEHHbIX
cpeactB») mn CaHlmH 2.1.3.2630- 10 «CAHUTQPHO-3MMAEMNONOrMHECKME TPEebOBAHMS K
OPraHN3AUMSIMA, OCYLLIECTB /SFOLLIMIM MEANLUMHCKYIO AeSTENbHOCTb» TA. I, 1.r.5.15, n. 5 (korim
MPYAQraroTCSI).

AQHHQAST MQHUMY ASILUMIST OCYLLIECTB /SIETCSI C KAXKAbIM QAQKOHOM, YTO MPUVBOANT K YBENYEHMIO
KOANMMECTBA LUMPULIOB M (MAM) UFA, YTO SIB ASIETCST HELLEAECOOBPA3HbIM, TAK KAK MOVBOAMNT K
yBeMYEHNIO KAK MpsiMbIX (QapMakoTteparnvst HQ 1,6 pa3a A0poXxe), TaK M KOCBEHHbIX 3aT1oar
(HQ pacxoaHble Matepuanbl (Bara, crnvpr v 1. A) W BpemeHn paborbl CcpesHero
MEANLIMHCKOIrO NepCoHAAQ). Pacyert npuAaraercsl.

Takke, Mpu AeYEeHUN  BbILLEYKA3QAHHbBIX UWHQEKUMM  MCMNOAb30BAHME  AEKAPCTBEHHOro
npenapara uegonepadoH+cyrbbaktam B Ao3mpoBke 0,5r+0,5r v 1,0r+1,0r aBgercs
HeBAQrornpusITHeIM A/ 3A0POBbST MAUMEHTOB (O AHOMOMEHTHQSI, ABYX- WA TPEXKOATHOS
VHBEKLMST HEBO3MOXHQA MO MPVHUMMNAM CEMNUKA M QCEervkn B MEeANUMHE, T. K. BO3HMKAET
BEPOSITTHOCTb KOHTAMUHAUMM). TO €CTb, naumeHTbl MoryT 6biTb NoABEPrHyTbl OnNpeAeAEHHOMY
PUCKY.

OAHOMOMEHTHOE PABBEAEHNE AEKAPCIBEHHOro rnpenapara LegonepasoH+ Cyrbb6aktam
1,6+1,5 No3BOAIET BBOAUTH MALUMEHTY HEOBXO AVMYIO PA30B YO AO3Y OAHOKOATHOM MHBEKLIMEN,
C COBNOAEHNEM VHCTRYKLINM MPON3BOANTE /ST, A TAKXKE MPMHLIMIOB CEMTVKM 1M QCENTMKM. D10, B
CBOIO O4Yepesb, SKOHOMUT Bpemsi pabortbl nepcoHaAa (4o HeobXOAMMO B YCAOBMSIX
MHTeHcmBHOW paborbl otaereHui OPUT n BUT) v pacxoAHble MATEPMAALI (LUMPULBI, MM AbI,
rnepyarky, Bara, Crivipr).

lpovHmMmas BO BHUMQHME BbILLECKQ3AHHOE, KQXKAYHO n3 AO3MPOBOK
Le@onepa3oH+CyAbOAKTAM, HAXOASLLMXCST B OOPALLUEHMN, CASAYET CYATATb  YHUKAALHOM.
A 03UPOBKN AQHHOIO AEKOPCTBEHHOro rnpenapara B MeHblumx obbemax (0,5+0,5, 1,0+1,0)
HEeOb6X0,AMMbI A/ST OKA3AHUST ME AMLIMHCKOWV MOMOLLM B TEPANEBTUYECKOM M ARYTMX OTASNAEHMSIX
CTAUMOHQOPQA  AETSIM, A/ ASYEHMST  TAUMEHTOB  MOXMAOIrO BO3PACTA, MAUMEHTOB C
HOPYLUEHHBIMW QYHKUMSIMU S MIMUHUPYIOLLIMX OPrQHOB, A TAKXKE MU ASYEHN MEHEE TSDKE AbIX
MH@eKUWA (B COOTBETCTBMM C PEKOMEHAQUMSIMI CPABOYHMKA MO AHTUMUKPOBHOV Tepariim
rnoa, peasakumen P. C. Kosrosa, 2013 r., cr. 104, cr1. 121, c1. 125, c1. 137, 149, c1. 167, CT. 176, CT.
177, cr. 179, cr. 181, cr. 188 - koM YKA3QHHbBIX MMCTOB MPUAQratoTCSs). B 210K CBSI3N,
3akaswikoM B 2017 wn 2018 rr rpoBOMMMCHL IONEKTPOHHbIE QAYKUMOHbI HQ NOCTABKY
NEKQPCTBEHHOIO MPEnapaAra Le@onepa3oH+CyAbOAKTaM B €ro PA3AMYHBIX AO3MPOBKAX:

Ne 0852500000117001870 (2,0r+2,0r),; Ne 0512200001516000729 (2,0+2,0),

Ne 0852100000117001183 (1,0r+1,0r); Ne 0852500000117001035 (1,0+1,0);

Ne 0852500000117000024(1,0+1,0; 0,5+0,5, 0,25+0,25).

Ha 2018 roa naaHvpyercst npoBectn 2 QykKUMoHQ HQ NOCTABKY AEKAPCTBEHHOro rnpenapara
ue@onepasoH+cyrbbaktam B A03e 1,0+1,0 (Ha cymmy 3 488 340 wm 2 122 194 pyé6.
COOTBETCTBEHHO).

TakmMm  06pPA30OM, PYKOBOACTBYSICb — MEPEYICNEHHbIMU  TPEOOBAHMSIMK  AEVICTBYHOLLIErO
3QKOHOAQTEALCTBQA, MPUHLMIOM obecrnedyeHms: 2QpQEKTMBHOCT 3AKYrNOK W CBEAEHWSIMA M3
WHCTRYKUMM 110 MPUMEHEHUIO  AEKAQPCTBEHHOro  rnpernapara  3aKa3uwik  YCTAHOBUA
TePANEBTMHMECKN  3HAQYIMbIE U HEOBXOAMMbIE €My XQPAKTEPUCTUKM — AEKQPCTBEHHOIroO



npenapara ¢ ueAbko obecriedeHWsT BO3MOXHOCTV OKA3QHMST KQYECTBEHHOW MEANLIMHCKOMN
MMOMOLLN V1 HE AOTTYLLIEHUST KAKMX-AMOO HEG AQrOMPUSITHBIX MOCAEACTBU A/ MALIMEHTOB.
Heobxoamo TaKxXe OIMETUTb, YTO AEKQPCTBEHHbIV npenapar LeponepadoH+CyAsb6akTam
1L,or+1,5r ¢ TH CyabMmarpa® Haxoasrcsi B CBOOOAHOM OOPALLEHVN HQA POCCHMIACKOM
PAPMALIEBTMECKOM PbIHKE, M QYKUMOH OOBSIBAGH HA MOCTABKY TOBQPQA, A HE HA €ero
Npov3BOACTBO, B QYKUMOHE B LEAOM WM [0 €ro OTASAbHbIM AOTOM MOXET Y4ACTBOBATb
HEOrPAHNYEHHOE KONMHYECTBO MOCTABLLMKOB, CITIOCOBHbIX MPEANOXUTb K MOCTABKE Mpernapar
C 1pebyeMbIMM XQPAKTEPUCTIKAMM B 3ABUCUMOCTY OT YCAOB MV X AOrOBOPHbIX OTHOLLIEHW CO
CBOVIMW KOHTOQAr EHTAMM, B TOM YICAE, C MPOM3B O ANTENEM.

Ob6BEKTVBHBIE MPWYHBI HEBO3MOXHOCTU WX MPMOBPETEHMST ANT MOCASAYOLMX MOCTABOK Y
OO0 «TOPFOBbIN1 AOM «BVIAA» orcyrciBytor. [pon3BOACTBO MPernapara eAMHCTBEeHHbIM
Nnpov3BoAMTENEM HE CBUAESTEALCTBYET O TOM, UIO BKAOYEHWE pPACCMATOVBAEMOro
T10€60BAHMSI B AOKYMEHTAUMIO OO QYKUMOHE BAEYET OrPAHUNHEHME KOAMECTBA YYACTHUKOB
3AKYIKN»,

ACHHbIE BbIBOABI MOATBEPXKAQKOTCSI «CYASBHOV MPAKTVKOV (peLueHmne APOUTPAXKHOro cyAd
[ckoBckovt obAacTv no aeAy Ne A52-4066/2015).

KpoomMme T1oro, npuHSTO MNoAOXUTENbHOE pelueHne no 3akyrnke MHH - Leonepqa3oH +
Cynb6aktam. [ToMMO MpoYero, Cy,AOM YCTAHOBAEHO CAeAyIOLLIEE:

1.3akoH Ne 44-D3 He coaepXur 3arnpera HA 3aKyrky TOBQPQ, BbiryCKAEMOro OAHVUM
rnpowussoanrereM. [Npenapar, rnpovss oA MbIA OAHVIM MPOV3BOMMTENEM, MOXET MNPeANArarbCs
K MOCTABKE PA3NMYHBIMY MTOCTAB LLIKAMM,

2 .Cya Hawén ob6OCHOBQAHHBIMKM AOBOAbI 3asBUTENT OO OMpeAeNeHUN  AO3VPOBKM
NEKAPCTBEHHOIro npernapara ¢ y4etoM ee OrnmMMAaAbHOroO TeparneBTm4eCcCKoro aQQeKTIq,; O ToM,
4ro M3NILLIKM M3rOTOB AEHHOrO npenapara He Moryt 6biTb MCOAb30BAHbI B COOTBETCTBMM C
10€60BAHVSIMN K XPAHEHWMIO NEKAPCTBEHHBIX CPEACTB U AONKHbI ObiTb  YTUAMBUPOOBAHbI, O
TaKKE 0O WNCKNOYEHMM YBENYEHMST PACXOAHBIX MATEPUAAOB AN MPVIIOTOBAEHUST MHBEKLIMMN,
3Q1PAT BPEMEHN MEANUMHCKOrO MepCOHAAQ HA MPUrOTOBAEHNE WHBEKUMM N YMEHb LLIEHWS
PHCKOB OLLIMGKM B AO3VPOBKE M HECOBNOAEHMSI CAHNTAPRHBIX TOEOOB QHWVI MNPV AS3MHPEKLIMM.
3. 30aKA3wiK CAMOCTOSTENbHO  OrpeAe/sieT  rNapaMerpbl W XQPAKTEpPUCTVKM  TOBAPA,
Y.AOBAETBOPSIOLLME €ro NMotpebHOCTSIM, KOTOPbIE OTPAXKAIKOT CMELUMNPUKY ero AeSTe AbHOCTU M
obecnewBaoT PQPEKTBHOE PACXOAOBAHMNE B0 AKETHBIX CPEACTB B CUAY cTartbm 33 3akoHa
Ne 44-D3»,

YNOAHOMOYEHHBIM  YYPEXKAEHMEM TAKXKE MPEACTOBAEH PAPMAKOIKOHOMUYECKUA CHAAU3
NPUMEHEHUST AeKAPCTBEHHOro npenapata LedonepaszoH+CyAbOAKTOM AAST BHYTPVBEHHOW
MHODY3M, N3 KOTOPOrO TAKXKE CAEAYET, YTO NpUOoBpEeTEHNE YKA3OHHOIO NPEenapaTa B MHOW
AO3MPOBKE (HA mMpuMepe AO3MPOBKKM «1+1») NPUBOAUT K YBEAMYEHMIO PACXOAOB HA €ro
npMmeHeHre B 1,5 pa3a NO CPOBHEHUIO C MPUMEHEHMEM AO3MPOBKU, NPEAYCMOTPEHHOW
AQHHOW 3QKYTKOW.

B cooTBeTCTBMM C NYyHKTOM 6 4Yactn 1 cTtatbk 33 PeAepaAbHOrO 30KOHA O KOHTPAKTHOW
CUCTEME AOKYMEHTAUMST O 3AKYNKe AOMNKHA COAEPXKATb YKA3AHME HA MEXXAYHAPOAHbLIE
HEMNATEHTOBAHHbIE HAMMEHOBOHUSI AEKAQPCTBEHHbLIX CPEACTB WAM MNPU OTCYTCTBUM TAKMX
HOMMEHOBOHUN XVMWYECKME, TPYNMAPOBOYHBIE HAMMEHOBOHUS, €CAM OBOBEKTOM 3AKYMKM
SIBASIKOTCSI  AEKAPCTBEHHbIE  CPEACTBA. 3AKA34YMK  MNPU  OCYLECTBAEHUM  3AKYMKU
AEKOAPCTBEHHbBIX CPEACTB, BXOASILLMX B NepevYeHb AEKAPCTBEHHbBIX CPEACTB, 3AKYNKA KOTOPbIX
OCYLLUECTBASIETCSI B COOTBETCTBUM C UX TOPrOBbIMM HAMMEHOBAOHUSIMM, A TAIKOKE MNpw
OCYLLUECTBAEHMM 3AKYMKN AEKAPCTBEHHbBIX MPENAPATOB B COOTBETCTBUM C NYHKTOM 7 YOCTU 2
ctatby 83 HacTosIero PeAepPAAbHOrO 3AKOHA BMPOBE YKA3bIBATb TOPIOBblE HAMMEHOBAHMS
9TUX AEKAPCTBEHHbIX CPEACTB. YKA3AHHBIM MEepeYvYeHb W MNOPJAOK €ro QGOpPMUMPOBAHUSI
yTBepykaatoTcs MpaeutenbctBoMm Poccuimckon Peapepaumn. B caydae, ecan obbekTom
3AKYNKW SIBASIKOTC S ACKQPCTBEHHbIE CPEACTBA, NPEAMETOM OAHOIO KOHTPAKTA (OAHOIO AOTQ)
He MoryT OblTb AEKAPCTBEHHbIE CPEACTBA C  PA3AMYHBIMU  MEXAYHOAPOAHBIMM
HEMNATEHTOBAHHBIMYA  HOMMEHOBAHUSIMU VAU MPU  OTCYTCTBUM  TOAKMX HAMMEHOBAHUA C
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XUMUYECKUMM,  TPYMNMUPOBOYHBIMM  HOMMEHOBAHUSIMU  MPU YCAOBUM, 4YTO  HOAYOAbHOS
(MOKCUMQOABHQS)  LEHO KOHTPAKTA (UEHO AOTQ) MNPEBLILAET NPEAEABHOE 3HAYEHUE,
yCTOHOBAEHHOEe [paeuTeAbcTBOM Poccuimckon Peapepaunn, A TAKKE ASKOPCTBEHHbIE
CPEACTBA C MEXAYHOAPOAHBIMW HEMATEHTOBAHHBIMX HAMMEHOBAHUSIMX (NPU OTCYTCTBUM
TAKMX HOMMEHOBOHUM C XUMUYECKUMU, TPYMMNMNPOBOYHBIMUA HOMMEHOBAHUSIMMN) U TOPrOBbIMM
HAOVMMEHOBOHUSIMU. [TOAOXKEHNST HACTOSILLENO MYHKTA HE MPUMEHSIKOTCS MPY ONpeAEAEHNN
MNOCTOBLMKA AEKAPCTBEHHbBIX MPEMNAPATOB, C KOTOPbIM 3AKAKOHAETCSI FOCYAQPCTBEHHbI
KOHTPOKT B COOTBETCTBUM CO cTaThen 111.4 HacTosiwero PeAepaAbHOro 3aKOHA.

Komuccusi otTMevyaeT, 4To B AOHHOM CAy4YAE 3AKA3YMKOM 3AKYNAETCS AEKOAPCTBEHHbIV
NPENAaPAT HE MO TOProBOMY HOMMEHOBAHWMIO, d C MHH «LledonepazoH+CyAbBakTamy.

Kpome Toro, B cuAy 4yacTtn 1 ctatbk 105 PepAepAAbHOrO 30KOHA O KOHTPAKTHOM cucteme
ANIOOOM YYOCTHMK 3CGKYMNKU, O TAKXXE OCYLIECTBASIOLME OOLWECTBEHHBIM KOHTPOAb
obuwecTBeEHHbE OBObEAUMHEHUS, OOBEAUMHEHUST OPUAMYECKMX AL, B COOTBETCTBMM C
30KOHOAQTEABCTBOM Poccumckon Peapepaum UMEIOT NPaBO O6XAAOBATL B CyAebOHOM
NOPSIAKE VAV B NOPSAKE, YCTOHOBAEHHOM HOCTOSILEN FAOBOW, B KOHTPOAbHbIN OPraH B chepe
3aKynok aAencrteug (6e3pencTeme) 3aKA34YUKA, YITOAHOMOYEHHOIO OPraHad, YMOAHOMOYEHHOTO
YUYPENKAEHMUS, CMNEUMAAMINPOBAHHOM OPraHn3aLmMn, KOMUCCUM MO OCYLLECTBAEHUIO 3AKYMNOK,
€€ UYAEHOB, AONKHOCTHBIX AML, KOHTPOKTHOW CAYXKObl, KOHTPOKTHOrO YMNPOBASIOLLETO,
ONepaATOPA IAEKTPOHHOM MAOLLIAOAKM, €CAN TaKUe AencTteng (6espencTBne) HapywaloT NPpasa
M 30KOHHbIE MHTEPEeChl YYHACTHUKA 3AKYMKW.

COrnQCHO  4aCTM 9 YKA3OHHOM CTATbM K >KOAOBE  MPUKACABIBAOTCS AOKYMEHTDI,
NOATBEepXXAQoWMe ee 060CHOBAHHOCTD. [1pK 3TOM YKOAOOA AONKHO COAEPYKATb MEepeYeHb
NPUAQraemMblX K Herl AOKYMEHTOB.

B HOpyLleHMe YKA3AHHbIX HOpM PeAepaAbHOro 3aKOHA O KOHTPAKTHOM crucTeme OBLLeCcTBOM
HE MPEACTOBAEHO AOKYMEHTAABHbBIX MOATBEPYKAEHNN OBOCHOBAHHOCTW BhILLEMPUBEAEHHOTO
AOBOAQ, B TOM YNCAE B YAOCTU HEBO3MOMHOCTM NMOATOTOBKW 3ASIBKM HO YH4ACTUE B AYKLMOHE U
OMPAHUYEHUNST KOAMYECTBA YYACTHMKOB 3AKYNKW, O TAKXKE AOKA3ATEABCTB TOrO, KAKUM
0BpPA3OM  AENCTBUSI 3AKA3IYMKA HOPYLIAKOT €ro MnpaBd W 3AKOHHbIE WMHTEPECH Mnpu
YCTAQHOBAEHMN TPEOOBAHMM K TOBAPY, KOTOPbLIN HEOOXOAUM AAST OKA3AHUST TPOMKAQHOM
KAYEeCTBEHHOW MEAMUMHCKOW MOMOLLM.

boAnee TOro, peryaspHoe OCYLECTBAEHME YMNOAHOMOYEHHDBIM YYPENKAEHMEM 3AKYNOK B
DOPME SAEKTPOHHBIX QAYKUMOHOB HA TMOCTABKY AEKOPCTBEHHbIX Mpenaparos ¢ MHH
«LledponepaszoH+CyAbOAKTAM» C MHOWM AO3MPOBKOWM TAKXKE OMPOBEPraeT AOBOA YXOAOBbL 06
OMPAHNYEHUN KOAMYECTBA YYOCTHUKOB 3AKYMKM,

Mo  TAkUx  OBCTOSITEABCTBOX,  YYUTbIBAS MOTPEOHOCTb  3AKA3YMKOB B MOCTOBKE
AEKAPCTBEHHOIO NPENAPATA C 3ASIBAEHHBIMU XAPAKTEPUCTUKAMU, A TAK)KE HEODOXOAMMOCTb
HOAMYUST B YYPENKAEHUMN  3APABOOXPAHEHMST  PA3AMYHBIX  TOProBblX  HAMMEHOBQAHMU
AEKOPCTBEHHbBIX MPENAPATOB, B TOM YUCAE MMeoWwmx oaHO MHH, AAS KO4eCTBEHHOrO
OKQA3AHUST MEAULUMHCKOM NMOMOLLM PA3AUMYHBIM KOTEMOPUSIM NAUMEHTOB, KOMMCCUST NPU3HOAQ
YKAAOByY 3asiBUTENS] HEOBOCHOBOHHOWM.

PYKOBOACTBYSICb MyHKTOM 1 4acTu 15 cTtatbu 99, yacTbio 8 ctatbk 106 PepAepAAbHOro 30KOHA
O KOHTPAKTHOM cucteme, Kommccus

PEWWAA:

MNoun3HaOTb HEeOoBbOoCHOBAHHON ><Kanoby OOO «Toproebit AoM  «BUAA» HO AencTBuUsS
YNOAHOMOYEHHOIO y4peXkaeHust - KaseHHoro yupekaeHus OMCkom obAacTn «LleHTp no
OCYLLECTBAEHMIO 3AKYMNOK TOBAPOB, PABOT, YCAYT B CHEPE 3APABOOXPAHEHMS?, 3AKA3YMKOB -
OIOAXKETHBIX  YYPEXKAEHUN  3APABOOXPAHEHMST  OMCKOM  oBAaCTM  NpY  NPOBEAEHUA
COBMECTHbIX TOProB B ®OPME SAEKTPOHHOINo QyKUMOHA HA MOCTABKY AEKOPCTBEHHOIO
npenapata ¢ MHH LledonepazoH+CyabbakTam (1) (n3selleHre Ne 0852500000117001891).
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HacTtosuee pelweHne MOXKET ObiTb OOXAAOBAHO B CYyAEDOHOM MOPSAKE B TEYEHME TPEX
MEeCSILEB CO AHS €ro MPUHSITUASI.

MNpeaceaaTenb Kommccum
YaeHbl Kommneccum:



