PELLIEHME Ne 08-01-619

17 aexkabps 2018 roaa r. Hoeocmbupck

Kommcecusa YnpasaeHUs: PeAepaAbHOM AHTUMOHOMOABHOM CAYXKObl Mo HoBocubupcKkon oBAACTM MO
KOHTPOAIO B chepe 3akynok (Kommccms Hosocmbumpckoro YPAC Poccum) B COCTABE:
- 30M. PYKOBOAUTEAS YIIPABAEHUS], MpeaceAaTenb Kommeeum;
Lsanos AT,

- TAQBHbBI  CMEUMNAAUCT-IKCNEPT OTAEAd KOHTPOASI 3AKYMOK, YAEH
Kommucecmum;

MoxcenkmnH M.A. - CNEUMAANCT-3KCTEPT OTAEAQ KOHTPOAS 3AKYNOK, YAEH KoMuccuu;

Pacteopues C.H.

B MPUCYTCTBUM MPEACTABUTENEN:

€ »

paccmoTpes >Karoby OO0 «TOPIOBbIN AOM «BUAA» Ha AencTBUS 3akasumnka — FBY3 HCO 'TKB Ne1' npu
MPOBEAEHUN DAEKTPOHHOIO aykumoHa Ne 0351300072218000466 HO NOCTABKY AEKAPCTBEHHOIO Npenapara
AAST MEAMLMHCKOTO MPUMEHEHMS: MonpoMmna, HOYOABHAS (MOKCUMOABHAOS) LEHA KOHTPAKTA 996500,00
pybaen, pasmelleH B ENC 03.12.2018,

YCTAHOBUAA:

B Hoeocubupcrkoe YPAC Poccum obpatmaoct QOO «TOPIOBbIN AOM «BUAA» € 5kaA0B0M HO ASCTBUS
3akasymka — F'BY3 HCO 'TKB Nel" npu npoBeaEHUM SAEKTPOHHOro aykumoHa Ne 0351300072218000466 Ha
MOCTOBKY AEKAPCTBEHHOMO MPENAPATA AASI MEAULMHCKOTO MPUMEHEHUS: lonpoMma.

CyTb >karo6bl OO0 «TOPTOBbIA AOM «BUAA» 3aKAIOHOETCSI B CASAYIOLLEM.

Onncanne obbekTa 3AKYMKM COAEPXKMT TpeboBaHMS, KoTopble, KAk noAdaraer OOO «TOprosbil AOM
«BUAA», GBASIHOTCS] MBAVLLHVMM 1N HUYEM HE OB OCHOBAHHbBIMM.



1. Mo oueHkam OO0 «Toproebint AOM «BUAA», TAKOM NOKA3ATEAL KAK MEPUOA YOCTUYHOMO BbIBEAESHMS
NpenapaTa cam No cebe HeAOCTATOYEH AASI MCMOAb3OBAHMSI B KAOYECTBE MOKA3ATEAS BbIBEAEHMS
AEKAPCTB U3 OPraHM3MA, MOCKOAbKY MOKA3ATEAb MEPUOAQ BbIBEAEHUST B TedeHue 12 yacos 93%
AO3bl AEKOPCTBEHHOIO NPENAPATA HE BYAET OTPAMKATb UCTUHHYIO KAPTUHY OXXKMAQEMDBIX M3MEHEHMIN
SAVMUHAUMK (BBIBEAEHUS) AEKAPCTBEHHOIO NpenapaTa.

Mo mMHeHno OOO «Toproebih AOM «BUAA», 30KA34YMK B OMUCAHMM OBOBEKTA 3AKYMKM HE OBOCHOBAA
HEBO3MOMHOCTb OMMNCAHMSI AEKAPCTBEHHOTO MPENAPATA UHbIM CTOCOBOM.

2. VHCTPYKUMSI MO MEAULMHCKOMY MPUMEHEHWMIO ASKAPCTBEHHbIX npenapaTtoB TH YabTpoeucT un TH
NonpomMna yKO3BIBOET HO HEOBXOAMMOCTb MPUMEHEHUSI PEHTITEHOKOHTPACTHOrO MNPEenapaTa «C
OCTOPOXXHOCTbIO» B OTHOLIEHMM AML, CTPOAQIOWMX PIAOM  3aboaeBaHu. B pasaene
«MPOTUBOMOKA3AHMUSI UHCTPYKLUMM ASKAPCTBEHHbIX NpenapaTtos TH NMonpomua 1 TH YABTPOBUCT He
YKO3AOHbI MPOTUBOMOKA3AHUST AASI €M0 MNPUMEHEHUST AAS TPYMMN MAUMEHTOB: MOXXUAOM BO3PACT;
HOAbHbIE C AYTOUMMYHHbBIMY 306 0AEBAHMSIMINA, AAKOTOAN3MOM.

MoAQTeAb >KAAOOBLI MOAQrOeT, 4YTO B OMUCAHUM OODBEKTA 3AKYMKWM YCTAHOBAEHO TpeboBaHMe 06
OTCYTCTBUM OMPAHUNYEHUIN AASI MPOUMEHEHMST Y MAUMEHTOBR C TSHPKEABIMA AYTOUMMYHHbBIMM 306 0AEBAHMSIMA 1
QAKOFOAM3MOM Yy 3aKynaemoro npenapata ¢ MHH «Monpomua», BAeKyllee OrpPAHMYEHME YUCAQ
YYACTHMKOB 3AKYMKK, 63 NPEACTABAEHMS B AOKYMEHTALUMM HOAAEXKALLErO OBOCHOBAHMSI.

Ha »canoby OOO «Toproebihi Aom «BUAA» oT 3akazdmka - FTBY3 HCO 'TKBE Nel' mocTynuam caeaytoLme
MOSICHEHWMS],

B cooteerctemm Cc n. 2 CT. 4 QepepanbHoro 3akoHa oT 21.11.2011 Ne 323-03 «O6 OCHOBOX OXPAHbI
3A0POBbS IPAKACH B Poccuiickon Qeapepaumm» (aanee - 3 Ne 323-03) 0AHVM U3 OCHOBHbIX MPUHLMMOB
OXPAHbI 3A0P0BbSI SIBASIETCS MPUNOPUTET MHTEePpeCOB NAUMEeHTdA NP OKA3AHNN MeAl/lLLl/lHCI(Ol7| MOMOLLN.

Yactbto 2 cT1. 98 ®3 Ne 323-03 npeAyCMOTPEHA OTBETCTBEHHOCTb MEAUUMHCKUX PABOTHUKOB B
COOTBETCTBUMM C 30KOHOAOQTEABCTBOM Poccuiickon Peaepaum 30 HOpPYLLUEHWE MNPAae B chepe OXPaHbI
3A0POBbLSI, MPUYUHEHME BPEAQ XU3HW U (MAM) 3AO0POBbLIO MPU OKA3AHUU MPOXKAAHAM MEAULIMHCKOM
MOMOLLM,

YuuTbiBASI, YTO AEKAPCTBEHHLIE MPENAPATH OKA3LIBAKT HEMOCPEACTBEHHOE BAUSIHME HA 3A0POBbE U



YKM3Hb YEAOBEKd, MPW YCTAHOBAEGHUM KOHKPETHbIX TPEOOBAHUIM K MPEAMETY 30AKYMOK HA MOCTOBKY
ASKOAPCTBEHHbIX CPEACTB TAGBHBIM MPU AMAMHOCTVKE MAUMEHTOB SBASIETCSI AOCTMPKEHNE HAWAYYLLEro
TEPAMNEBTUHECKOTO 3PDEKTA N MAKCUMOABHOE UCKAIOHEHNE AKODBIX HEXKEAQTEABHbIX PEAKLMN.

C UeAblo UCKAIOYEHUST OMACHOCTU AAS SKM3HU U 3A0POBbSI MAUMEHTA BPAY MNpU  MPUMEHEeHUU
ASKAPCTBEHHbIX MPENAPATOB PYKOBOACTBYETCS MHCTPYKLUMEN MO MEAULMHCKOMY MPUMEHEHUIO, B KOTOPOM
OTPOXKEHbl OCOBEHHOCTV MNPEenapaTd, BKAIOYAS €ero  GAPMOAKOKMHETUKY  (PA3AEA  KAVMHWNYECKOM
GAPMOKOAOTUM,  W3YYAIOWMIA  MPOLECChl  BCACBIBAHUS, PACMPEASASHUS, CBS3bIBAHME C  OeAKaMM,
HBNOTPAHCOOPMALMN 1 BEIBEAEHWSI ACKAPCTBEHHBIX COEACTB B OPIraHM3ME).

1. TpeboBaHVe K NepUOAY BbIBEAESHMSI MPENAPATA U3 OPraHnaMa (4epes 12 4acos BhiaeAsieTcst 93% oT
BCEM AO3bl) 30KA3YMK CYUTAET CYLUECTBEHHBIM, MOCKOAbKY OHO YCTAOHOBAMBOETCST C  LEAbIO
obecnevyeHuns 6e30NACHOCTM NAUMEHTOB B NPOLECCE NPOBEAEHMSI UCCAEAOBAHMIA,

B cBs13n € Tem, 4TO BCE KOHTPACTHbIE BelleCTBA MOIyT MMETb HeCDpOTl/Il-IeCI(I/IVI 3PPEKT BCASACTBMNE NPSIMOTO
TOKCUMYHOTO BAUSIHUST HO KAETKM MOYEYHBIX KOHOABLEB M PA3BUTUSI MLWLEMMM MO3TOBOMO BELLECTBA MOYEK,
YBEAUYEHNE BPEMEHWN TMOAYBBIBEAEHUSI KOHTPACTHOINO MNpenaparta - 3TO0  AOMOAHUTEAbHbBIM  PUCK
BO3HUKHOBEHMS KUH (KOHTPACT-MHAYLUMPOBAHHAS HE®pOonaTtus). HYem 6bicTpee BLIBOAUTCS MPENAPAT, TEM
Bonee 6e30MACHOM SBASIETCSI AMAMHOCTUKA.

BY3 HCO «'KB Nel» yKQ3AH KpAWHE BOMKHBLIN NAPAMETP (MEPUOA BbIBEAEHUS Yepes 12 yacor 93% OT Bcen
AO3bl) C TOYKM 3pEHUs1 HE3OMACHOCTY NAUMEHTA.

2. Tpe6OBOHl/Ie o6 OTCYTCTBUM OMPAHUYEHUN  AAST TIPUMEHEHWST Y  MNAUMEHTOB C  TSDKEAbIMMU
AYTOMMMYHHbIM 3060AEBAHMSIM 1 AAKOTOAVN3MOM O6YC/\OB/\eHO HEOBXOAMMOCTBIO MCTMOAB3OBAHNS
30KYNMAemMoro TOBAPA AASl  OKA3AHUSI  BbICOKOTEXHOAOMMYHOWM  MEAMUMHCKOM MNOMOWM  Mpu
MOCTYNAEHUM naumeHTa B AlY 6e3 HeoBXOAMMOCTHU NPoOBEeAEHWST AOMOAHUTEABHOW AMAMHOCTUKK C
LUEeAblO CHWKEeHKNS PprnCKda NOB6OYHbIX peaKkumm AAS1 OTAEAbHbLIX TPYMNM NAUMEHTOB B 30BUCUMOCTU OT
AHAMHeEe3A.

N3yume AOBOABI MOAQTEAST MAAODBI, MOSICHEHWsT 3aKkazduka -TBY3 HCO «Kb Ne 1», Komwumccus
Hoeocunbupckoro YOAC Poccui NPULLAC K CASAYHIOLLIMM BbIBOACM.

B COOTBETCTBUM C NYHKTOM «M» 4, 5 OCOBEHHOCTEM OMUCAHWMSI AEKAPCTBEHHBIX MPENAPATOB  AAS
MEAMLUMHCKOIO MPUMEHEHUS], SBASIOLLMXCSI OOBEKTOM 3AKYMKM AASl O0BecrnedyeHnst roCyAQPCTBEHHbBIX W
MYHULMMOABHBIX HYY)KA, YTBEPXKAEHHbBIX MocTaHoBAeHMeM paenTenbcTea PO Ne1380 oT 15 Hos16ps 2017 T.
«O6 0COBEHHOCTSIX ONMUCAHKST AEKAPCTBEHHbBIX NPENAPATOBR AASI MEAVLMHCKOTO MPUMEHEHUS, SIBASIIOLLIMXCS]
0OBEKTOM 3AKYMKU AN OBECTIEYEHNSI TOCYAQPCTBEHHBIX M MyHULMMAABHBIX HYXKA» (Aanee — OCOBEHHOCTU
OMUCAHUSI AEKAPCTBEHHbIX MPENAPATOB), MPEU OMUCAHUM OBBEKTA 3AKYMKMU HE AOMYCKAETCS YKA3bIBATb
XAPAKTEPUCTUKM  AEKAPCTBEHHBIX MNPENAPATOB, COAEPXKALUMECST B  UHCTPYKUMGX MO MPUMEHEHUIO
AEKQPCTBEHHbBIX MPEnapATOB, YKA3bIBAOWME HA KOHKPETHOIO MPOU3BOAUTEAST AEKAPCTBEHHOMO
npenapaTa.

B cooteerctBum Cc n. 6 OCOBEHHOCTEN OMUCAHUS ASKAPCTBEHHBLIX MPENAPATOB OMUCAHME OObBEKTA
30KYMNKN MOXKET COAEPXKATb YKA3AHME HA XAPAKTEPUCTUKU, NPEAYCMOTPEHHbBIE MOANYHKTAMM "B" - """ M.
HAOCTOSILLETO AOKYMEHTA, B CAy4dEe, €CAUM HE UMEETCS! MHOWM BO3MOXXHOCTM OMUCATb AEKAPCTBEHHbIE
npenapdaTbl. MpKn 3TOM, AOKYMEHTALMS O 3AKYMNKE AOAKHA COAEPXATb: ) 0O6OCHOBAHME HEOBXO AMMOCTU
YKQA3AHWST TOKUX XAPAKTEPUCTUK; 6) MOKA3ATEAN, MO3BOASIOLLME OMPEAEAUTb COOTBETCTBME 3AKYMOAEMbIX
AEKAPCTBEHHbBIX MPENAPATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM 1 MOKCUMOAbHBIE U (MAM) MUHUMOAbHbBIE

3HAYEHUS TAOKKMX MOKA3ATEAEN, A TAKIKE 3HAYEHMSI MOKA3IATEAEN, KOTOPBLIE HE MOIYT U3MEHSITHCSI.

1. OnvcaHve oB6bekTa 3aKymKM COASPIKUT CAeaylollee OBOCHOBAHUE TPEBOBAHUM K MOKOA3ATEAD
«rMepUoA BbIBEAEHMSI B TeYeHMe 12 Yacos 93% AO3bl AEKAPCTBEHHOTO NPEnapaTa,

«[TpenapaTr OBAAAQET KOPOTKMM MEPUOAOM BbiBeaeHust (B TedyeHme 12 4yacoB He MeHee 93 % oT
BBEAEHHOWM AO03bl), YTO MO3BOASIET B CAy4OEe HEOOXOAMMOCTM MPOBOAUTb MOBTOPHOE WMCCAEAOBOHME B
TEYEHME OAHUX CYTOK, A TAKXKE YMEHbLUUTb PUCK PA3BUTUS KOHTRACT-MHAYLMPOBOHHOM HEQPONATUN
BCAEACTBME YMEHbLUEHMS, MO CPABHEHUIO C AHOAOIAMM, BPEMEHM MPSIMOIMO TOKCUYECKOrO BAMSIHUSI HA



MOYEeYHYIO TKAHb»,

Kommcecus Hosocubupckoro YODAC Poccum cumtaer, 4Yto OOOCHOBAHME, COAEPXKALLeecsl B
AOKYMEHTAUMM OO SAEKTPOHHOM QAYKUMOHE, SIBASAOCH AOCTOTOYHBIM AAST MOATBEPIKAEHUST OTCYTCTBUS Y
30KA34YMKA BO3MOXKHOCTM OMMNCATb HEOBXOAMMDBIN 3AKA3YMKY AEKAPCTBEHHLIN NPENnApPAT MHbIM 0B6PA30M C
Yy4E€TOM CODBCTBEHHOIO OMbITA MPUMEHEHWS E€ro B TEPANN,

2. OnUCaHMEe OBBEKTa 3AKYMKN COAEPKUT CAeaylollee 0B6OCHOBAHME TPEBOBAHU 06 OTCYTCTBUM
OMPAHMYEHNIA AASI TIDVMEHEHMST Y MAUMEHTOB C TSHKEABIMA QAYTOMMMYHHBIMU 30OO0AEBAHUSIMM U
OAKOTOAV3MOM.

«C y4eToM MPpOodUAS 1 CMNEeUNDUKN ASITEABHOCTM HALLEro YYPEKAESHWS, OKA3bIBAIOLIEro CKOPYID U
HEOTAOXKHYIO MEAULUMHCKYIO MOMOLLb OOAbLIOMY KOAWMYECTBY MAUMEHTOB C HAPYLIEHUSIMUA CO3HOAHNSI
(TPABMQ, WMHCYAbTbI, MHPAPKTLI, AAKOFOABHAS M HOPKOTUYECKAS MHTOKCUKALMS U AP.), BOXKHBIM SIBASIETCS
AOCTUPKEHNE  HOWAYYLLErO  AUATHOCTUYECKOrO aPPEKTa U MAKCUMOABHOE  WCKAIOYEHME  AODbIX
HEXXEAQTEAbHbBIX PEeAKUMA MPU UCMOAB3OBAHUM PEHTTEHOKOHTPACTHOMO MPEenapaTa Y TAKUX OGOAbHbIX.
Hawa npakTMKa MOKA3bIBAST, 4YTO HAMBOoAee OMNTUMOABHBIM AAS STUX LEAeM SBASIETCS MpenapdaT
Nonpomna, KOTOPBIN MOXKET MPUMEHSITBCS Y MNALUMEHTOB C TSHKEABIMA QyTOUMMYHHBIMA 3060ASBAHMSIMA U
OAKOFOAM3MOM, ob6ecnedneas 6oAbLLYO 6Ee30MACHOCTb, YEM €ro AHAAOM, Y MOUMEHTOB C BO3MOXKHbBIM
HOAMYMEM BbILLIEYKA3AHHBIX MATOAOMMYECKUX COCTOSIHUMD,

Komuceuns Hoeocubupckoro YOAC Poccun cyMTAET, YTO B CUTYAUMSX MNOTPEOHOCTM B CPOYHOM
AVArHOCTVKE C MPUMEHEHUEM PEHTIEHOKOHTPACTUPYIOWETO BELECTBA U B CBSI3WM C BbICOKMM YPOBHEM
OTBETCTBEHHOCTN MEAMLMHCKOIO YUYPEXKAEHUS 30 XM3Hb M 3A0PO0BbE MALUMEHTOB, U OAHOBPEMEHHOMN
HEBO3MOMHOCTbIO MOAHOW AMArHOCTUKM COCTOSIHMUSI 3A0POBbSI TOABKO MOCTYMMBLUMX B YYPEXKAEHUNE
MAUMEHTOB, B TOM YUCAE, HA MPEAMET MHAMBUAYQAABHBIX MPOTUBOMOKA3AHUN, MEAULIMHCKOE YYpPEXAEHNE
06430HO y4eCTb MOAKCKMMAABHO BO3MOMHOE KOAMYECTBO (PAKTOPOB, KOTOPLIE MOMYT MPUYUHUTL BPEA
3A0POBBIO M MKM3HW MNAUMEHTOB. TaAkMM o0Bpa3omMm, TpeboraHMe 06 OTCYTCTBUM OMPAHUYEHUIN  AAS
MEUMEHEHNST Y MALMEHTOB C TSHKEABIMM QYTOVUMMYHHBIMU 30OO0AEBAHUSIMU 1 AAKOTOAVMBMOM  SIBASIETCSI
0BOCHOBAHHbLIM.

Mpn NpoBeAEHNN HO OCHOBAOHMM M. 1 4. 15 CT. 99 ®3 Ne 44-O3 BHENAQHOBOW MPOBEPKN ACGHHOWM 3AKYMKKN, B
TOM YUCAE BCEN MHOOPMALMM, PASMELLEHHOW B €AMHON MHOOPMALUWMOHHON CUCTEME B PAMKAX ACQHHOMO
SAEKTPOHHOMO AYKUMOHA, A TAKXKE AENCTBUM QAYKUMOHHOM KOMUCCUM MPU PACCMOTPEHUM MEPBbIX U
BTOPbIX YOCTEW 3ASIBOK YYACTHMKOB, HOPYLWEHUM 30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Cchepe
3AKYMNMOK He BbISIBAEHO.

PykoBoAcCTBysiCb 4. 8 cT. 106, . 14, 15 cT. 99 O3 Ne 44-03, Komncecums Hosocnbupckoro YOAC Poccum
PELLINAA:

MpusHaTtb >karoby OO0 «TOPIOBbIA AOM «BUAA» Ha aelcTBuMs 3aKasymka — [BY3 HCO 'TKB Nel' npwu

MPOBEAEHUN DAEKTPOHHOIO aykumoHa Ne 0351300072218000466 HO NOCTABKY AEKAPCTBEHHOIO Npenapara

AASI MEAVLIMHCKOTO MPUMEHEHUst: lonpomma HEO60CHOBAHHOWM.

PelleHne MoXkeT HbITb 06XKAAOBAHO B Op6I/ITpO)I(HbII7I CYA B TedeHUe Tpex MecsileB CO AHS ero BbIHeCeHUSl.

MpeaceaaTens Kommccum A.l'. lLUsanos

YaeHbl Kommcecumm: C.H. PacteopLes



M.A. Mo><enkmH



