PELLEHUE
no aeny Ne A - 1986/2018 o HapyLLeHnn

30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B ChEepe 3aKYroK TOBAPOB, PABOT, YCAYT AASl OBecrnedeHmsl FOCYAQPCTBEHHbIX U
MYHULIUMOABHBIX HYKA,

23 Hos16pPs1 2018 roaa r. KpacHoaap

Komuceus YnpaeaeHns OeaepaAbHOM QHTUMOHOMOABHOM CAYKGBI MO KPACHOAQPCKOMY KPAK MO KOHTPOAK B ChHepe 3aKymnoK
TOBAPOB, PABOT, YCAYT AAST OBECTIEUEHNS FOCYACPCTBEHHBIX Y MyHULIMMOABHBIX HYMKA,

paccMoTper anoby OOO «TA «BUAA» (panee — 3asBUTEAB) HA AencTBUs TBY3 «OHKkoAormdeckut aucnaHcep Ne2» MO

KpacHoAQpCKOro Kpasi npu MNPOBEAEHUM  BAESKTPOHHOIO QAYKUMOHA: «[MOCTABKA AEKAPCTBEHHbIX npenapaTtos (MHH
HMonpomma)» (MseelieHve Ne0318200077018000387) B YacTV HapylweHuns OeaepanbHOro 3akoHa oT 05.04.2013 Ne 44-03 «O
KOHTPAKTHOM CUCTEME B ChEPE 3AKYMNOK TOBAPOB, PABOT, YCAYr AAS OBECNEeYEeHMst FOCYACQPCTBEHHBIX M MYyHULMMAABHBIX HYYKA»
(Aanee 30KOH O KOHTPAKTHOM CUCTEME),

YCTAHOBUAA:

B YnpasaeHne PepepaAbHOM OHTUMOHOMOABHOM CAYXOb MO KPACHOAQPCKOMY KPAK MOCTYNUAA >KAA0Ba 3asBUTEAST O
HapYyLWeHM 3aKas3ynKoM 3aKOHA O KOHTPAKTHOW CUCTEME.

3a5BUTEAb YKA3BIBAET, YTO AOKYMEHTALMST SASKTPOHHOMO AYKUMOHA COCTABASHA C HOPYLUEHUSIMMA 30KOHO O KOHTPAKTHOM
cucTemMe. 30KA3YUKOM B TEXHUYECKOM YACTU OYKUMOHHOM AOKYMEHTAUMM HEOBOCHOBOHHO YCTOHOBAEHO TpebOoBAHME K
nepuoAy BbIBEASHUSI AeKApPCTBEeHHOro npenaparta (MHH Nonpomna).

3AKA34YMKOM MPEACTABAEHBI M3BELLEHNE O MPOBEAEHNN SAEKTPOHHOIO AYKUMOHA, AOKYMEHTALMS 06 OASKTPOHHOM AyKLUMOHe,
30SIBKM YHOCTHUKOB 3AKYMKW, MMCbMEHHbBIE MOSICHEHWS] MO CYLLECTBY YKAAODB, C AOBOACMM KOTOPOWM MPEACTABUTEAL 3AKA3YMKA
He COrAACUACSL.

PaccmoTpes NpeACTABAEHHbBIE MATEPUAABI, KOMUCCHISI IPULLAC K CASAYIOLLMM BbIBOACM.

3akasymkom - IBY3 «OHkonormyeckmn amcnaHcep Ne2» MO KpACHOAQPCKOro Kpast MPOBOAVACST SAEKTPOHHBIM QYKUMOH:
«[TOCTABKA AEKAPCTBEHHbIX NpenapaTtos (MHH Vonpomma)» (sseLLeHmne Ne0318200077018000387).

HavyaAbHas (MAKCUMAABHAST) LieHA KOHTPAKTA — 433 880,00 py6.

CoraacHo 4.3 cT.7 3aKOHO O KOHTPAKTHOM cucTemMe MHGOoPMALMS, NPEeAYCMOTPEHHAS HACTOSILLMM PeAepaAbHBIM 3AKOHOM U
PA3MELLEHHAS B EAMHOM MHPOPMALMOHHOM CUCTEME, AOAKHA BbITb MOAHOM 1 AOCTOBEPHOM.

CoraacHo n.1) 4.1 cT.64 3aKOHA O KOHTPAKTHOM CUCTEME ACKYMEHTALMS, 06 SASKTPOHHOM AYKLMOHE HAPSIAY C MHGOPpMAUMEN,
YKO3AHHOW B U3BELLEHUN O MPOBEAEHNN TAKOrO AYKUMOHA, AOAKHA COASPIKATb CASAYIOLLYIO MHOOPMALMIO: HOUMEHOBAHME U
OMNMNCAaHNE OBBEKTA 3AKYMKM U YCAOBUSI KOHTPAKTO B COOTBETCTBUM CO CcTATher 33 HacTosIero PeAepAAbHOrO 30KOHA, B TOM
yncae 06OCHOBAHME HAYAABHOM (MAKCUMOABHOWM) LiEHbI KOHTPAKTA.

CornacHo n.2) 4.1 cT1.64 3aKOHA O KOHTPAKTHOW CUCTEME AOKYMEHTALMSI 06 SAEKTPOHHOM AYKLMOHE HAPSIAY C MHOOPMALMEN,
YKO3AHHON B M3BELLEHUM O MPOBEASHMN TAKOrO AYKLUMOHA, AOAKHO COAESPIXKATb CASAYIOLLYIO MHOOPMAUMIO: TPebOoBAHMUS K
COAEPXKAHMIO, COCTOBY 3ASIBKM HA y4ACTME B TAKOM QAYKUMOHE B COOTBETCTBMM C YACTaMM 3 -6 CTATbU 66 HACTOSILLETO
DeAepPAABHOrO 30KOHA 1 MHCTPRYKLMS MO €€ 3ANMOAHEHWIO. 1oy 9TOM HE AOMYCKAETCS YCTAHOBAGHME TPEBOBAHMIM, BASKYLLMX 30
Ccob0oIn OrpPaHNYEHNE KOAMMECTBA YYOCTHUKOB TAKOrO AYKLMOHA UAM OFrPAHMYEHME AOCTYMNA K YYACTUIO B TAKOM QYKLIMOHE,

CoraacHo n.2) 4.3 c1.66 3aKOHA O KOHTPAKTHOM CUCTEME MEPBAS HOCTb 3ASIBKM HO YHACTUE B DSAEKTPOHHOM AYKLMOHE AOAKHA
COAEPXKATb YKA3AHHYIO B OAHOM M3 CASAYIOLLMX MOAMYHKTOB MHOOPMALMIO: MPU OCYLLECTBAEHUM 3AKYMKX TOBAPA AU 3AKYMKN
PABOTHI, YCAYIU, AASI BBIMOAHEHWS], OKA3AHKSI KOTOPbLIX MCMOAB3YETCS TOBAP:

) HOVMEHOBAHME CTPOHbI MPOUCXOXASHMST TOBAPA (B CAYHAE YCTAHOBASHMSI 30KA3YMKOM B M3BELIEHVM O MPOBEASHUM
SAEKTPOHHOIO AYKLMOHA, AOKYMEHTALMM 06 SASKTPOHHOM QYKLMOHE YCAOBUIA, 30MPETOB, OFPAHMYEHUN AOMYCKO TOBAPOB,
MPOOUCXOASLNX N3 MHOCTPAHHOIO roCyAdpcCTBA UWAM TPYMMbl MHOCTPAHHBIX TOCYAQPCTB, B COOTBETCTBMM CO cTatben 14
HacTosiero PeASPAAbHOMO 3AKOHA);

6) KOHKpETHble MOKA3ATEAM TOBAPO, COOTBETCTBYIOLIME 3HAYEHUSIM, YCTAHOBAEHHBIM B AOKYMEHTAUMN 06 3AEKTPOHHOM
QYKUMOHE, M YKA3GHWE HA TOBAPHBIM 3HAK (MPW HAAMYMK). UHOOPMAUMS, MPEAYCMOTPEHHAST HACTOSIUMM MOAMYHKTOM,
BKAIOYOIETCS B 30SIBKY HO YYACTUE B SAEKTPOHHOM AYKUMOHE B CAyYde OTCYTCTBUSI B AOKYMEHTALMN 06 SAEKTPOHHOM AYKLUMOHE
YKQA3QHMST HO TOBAPHbBIM 3HAK UMAM B CAydAE, €CAW YYACTHUK 3AKYMKU MPEAACraeT TOBAP, KOTOPLIM OB03HAYEH TOBAPHLIM
3HAKOM, OTAVMYHBIM OT TOBAPHOIO 3HAKA, YKO3AHHOIO B AOKYMEHTALMM OB SAEKTPOHHOM AYKLMOHE.

CornacHo n. 1), n.2) 4.1 cT1.33 3aKOHA O KOHTPAKTHOM CcUCTeMe 3AKA3YMK MPU ONMUCAHUM B AOKYMEHTALMM O 3AKYyNKe obbeKkTa
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3AKYMKN AONKEH PYKOBOACTBOBATLCS CASAYIOLWLNMMU MOABNAAMUN:

1) B OMMCAHMM OBBEKTA 3CAKYMKN YKA3BIBAKOTCS PYHKUMOHOABHBIE, TEXHUYECKME U KAYECTBEHHBIE XAPAKTEPUCTUKM,
SKCMAYOTAUMOHHBIE XAPAKTEPUCTUKM OBBbEKTA 3AKYMKU (MPU HEOBXOAMMOCTM). B onncCaHMe OBbeKkTa 3AKYMKM HE AOAKHbBI
BKAKOYATLCS TPEOOBAHUST NAU YKA3OAHMSI B OTHOLLEHUM TOBAPHBLIX 3HOKOB, 3HAKOB OBCAYKMBAHWSI, GUPMEHHBIX HOUMEHOBOHUI,
NMATEHTOB, MOAE3HbIX MOAEAEN, MPOMBILLAEHHBIX OOPA3LOB, HOWMEHOBAHME CTPAHbI MPOUCXOXMAEHWS TOBAPA, TPeOOBAHNS K
TOBAPAM, MHAOPMALMM, PABOTAM, YCAYrAM MPU YCAOBUM, YTO TAKME TPEBOBAHWS UAM YKA3AHMUS BAEKYT 30 COBOW OrpaHnYeHmne
KOAMHECTBA YYACTHUKOB 3AKYMKU. AOMYCKAETCS NUCMOAb30OBOHME B OMUCOHUM OBBbEKTA 3AKYMKM YKA3AHWS HO TOBAPHBIM 3HAK
MPW YCAOBUN COMPOBOYKAEHMSI TOKOTO YKA3OHMSI CAOBAMU "MAM SKBUBAAEHT' AMBO MPU YCAOBUM HECOBMECTVMOCTU TOBAPOB, HA
KOTOPbIX PA3MELLAIOTCS APYrMe TOBAPHbIE 3HAKW, U HEOBXOAMMOCTM OBecrneyeHuns B3AVMOAEWCTBUSI TAKMX TOBAPOB C
TOBAPAMM, MCMOAb3YEMBIMU 3AKA3YMKOM, AMBO MPU YCAOBUM 3AKYMOK 3AMACHbBIX YOCTEN M PACXOAHBIX MATEPVAAOB K MALUMHAOM
1 0OOPYAOBAHMIO, UCMOAB3YEMbIM 3AKA3YMKOM, B COOTBETCTBUM C TEXHUYECKON AOKYMEHTALMEN HA YKA3AHHbIE MALUMHBI U
060pYAOBAHME;

2) VICMNOAb3OBAHME MPU COCTABASHWM OMUCAHMS OBbEKTA 3aKYMKM MoKasaTeAer, TPeBOBAHMUIN, YCAOBHBIX OOO3HAYESHUN U
TEPMUHOAOMMM, KACCHOLLMXCS TEXHUYECKMX XAPAKTEPUCTUK, OYHKLUMOHOABHBIX XAPAKTEPUCTUK (MOTPEBUTEABCKNX CBOWCTB)
TOBAPA, PABOTH, YCAYIM N KAYECTBEHHbIX XOPAKTEPUCTUMK OBBEKTA 3aKYMKM, KOTOpble MPEAYCMOTPEHb TEXHUYECKNMM
PErAOMEHTAMMN, MPUHSITHIMM B COOTBETCTBUM C 3AKOHOAQTEABCTBOM Poccuinckon Peaepalmm O TEXHNIECKOM PEryAMpOBAHM,
AOKYMEHTAMM, PA3PABATHIBAEMBIMA 1 MPUMEHSIEMBIMM B HOLMOHAABHOM CUCTEME CTAHAQPTUSALMN, MPUHSTEIMM B COOTBETCTBIM
C 30KOHOAQTEALCTBOM Poccuiickom Peaepaumm O CTAHAQPTMIAUMM, WHbIX TPEBOBAHMIM, CBSA3AHHBIX C  OMNPEeASASHNEM
COOTBETCTBUSI MOCTABASIEMOrO TOBAPA, BbLINOAHSIEMON PAGOTH, OKA3BIBAEMON YCAYTM MOTPEBHOCTSIM  3aKA3YMKA. EcAM
30KO34YMKOM MPU  COCTABASHMM OMUCAHWS OBbeKkTd 3AKYMNKM He WCMOAb3YIOTCSl YCTOHOBAEHHbIE B COOTBETCTBUMM C
30KOHOAQTEALCTBOM Poccuiickon Peaepaumm O TEXHUYECKOM PErYAMPOBAHMM, 30KOHOAQTEABCTBOM Poccurickon Peaepalmm
O CTAHAQPTU3ALMN NMOKAIATEAN, TPEOOBAHMS, YCAOBHBIE OB03HAYEHWST U TEPMUHOAOTUS, B AOKYMEHTALMN O 3AKYMNKE AOAKHO
COAEPXKATLCST OBOCHOBAHME HEOBXOAMMOCTU UCTIOAB3OBAHMS APYIMX MOKA3ATEAEN, TPEOOBAHWUIA, YCAOBHBIX OBO3HAYEHUIN U
TEPMUHOAOT M,

B cootBeTCcTBMM C M.6) 4.1 CT.33 3AKOHA O KOHTPAKTHOW CUCTEME AOKYMEHTALMS O 3AKYNKE AOANKHA COAEPIKATb YKA3AHME HA
MEXKAYHOPOAHbBIE HEMATEHTOBAHHBIE HOUMEHOBAHWMST AEKAPCTBEHHbBIX CPEACTB UAM MPU OTCYTCTBUM TAKMX HAVMEHOBAHWA
XUMMYECKME, rpynnMPOBOYHBIE HOVMEHOBAHMS, €CAU OBBEKTOM 3AKYTMKM SIBASKOTCSI AEKOPCTBEHHBIE CPEACTBA. 3AKA3YMK MPW
OCYLECTBAEHUN 3CAKYMNKU AEKAPCTBEHHBIX CPEACTB, BXOASILMX B MNepedeHb AEKAPCTBEHHBbIX CPEACTB, 3AKYNKA KOTOPbIX
OCYLLECTBASIETCSI B COOTBETCTBMM C UX TOPIOBbIMY HAMMEHOBAHWSIMK, O TAKXKE MPUY OCYLLECTBAEHUN 3AKYMNKNA AEKAPCTBEHHDIX
NpenapaToB B COOTBETCTBUM C MYHKTOM 7 YACTU 2 CTATbM 83, MyHKTOM 3 YyacTth 2 cT1atbn 83.1 HacTosiwero ®eaepaAbHOro
30KOHO BMPAOBE YKA3bBATb TOPrOBblE HAMMEHOBOHMSI STUX AEKAPCTBEHHbLIX CPEACTB. YKA3QHHbLIM MepeyeHb M NOPSIAOK €ro
DOPMUPOBAHUS yTBEPKAQKOTCS MpaBuTeAbcTBOM Poccuirickon deapepaumm. B caydae, ecAan oObekToM 3AKYMKW SIBASKOTCS
NEKAPCTBEHHbIE CPEACTBA, MPEAMETOM OAHOMO KOHTPOKTA (OAHOrO AOTQA) HE MOryT ObiTb AEKAPCTBEHHbIE CPEACTBA C
PA3AMYHBIMYA  MEXKAYHAPOAHBIMW  HEMNATEHTOBAHHBIMY  HOMMEHOBOHUSIMU  UAM MPU  OTCYTCTBUMM  TOKWMX HOUMEHOBAHWM C
XUMUHECKUMU, TPYMMUPOBOYHBIMA HAMMEHOBAHMSIMA MPW YCAOBUM, YTO HAYOABbHAST (MAKCUMAABHAS) LEHA KOHTPAKTA (LeHa
AOTQ) MPEBLILLOET NPEAEABHOE  3HAYEHME, YCTAHOBAEHHOE [lpaBuUTEABCTBOM Poccuitickon ®Peaepaumm, a  TAKKe
NEKAPCTBEHHbIE CPEACTBA C MEXAYHAPOAHbBIMY HEMNATEHTOBAHHbBIMWA HOMMEHOBAHWSIMK (MPW OTCYTCTBUM TAKMX HAUMEHOBOHMIN
C XUMUYECKUMU, TPYMNNMPOBOYHBIMN HOUMEHOBAHUSIMKA) U TOPFOBbBIMY HOMMEHOBAHMSIMU. [TOAOKEHMST HOCTOSILLETO MYyHKTA HE
MPVMEHSIIOTCST NPW OMNPEAEAEHUM MOCTABLLUMKA AEKAPCTBEHHbLIX MPENAPATOR, C KOTOPbIM 3AKAKOYOETCSI FOCYAQPCTBEHHDIN
KOHTPAKT B COOTBETCTBMM CO cTATbEN 111.4 HOCTOsILEro PeAepPAABHOrO 3AKOHA.

113 NOSICHEHWIN, MPEACTABAEHHbBIX 3AKA3YMKOM CAEAYET, YTO NMPU GOPMUPOBAHUM TEXHNYECKOrO 3AACHMS M ONUCAHUN OBbeKTa
3AKYMKN 3AKA3YMK PYKOBOACTBOBAACS! 3AKOHOAOQTEABCTBOM Poccuiickorn ®eapepaumm O KOHTPAKTHOM CUCTeMe B chepe
30KYMOK TOBAPOB, PABOT, YCAYr AAS 0BecrneyeHusi FoCyAQPCTBEHHBIX M MYHULMMNAABHBIX HY>KAQ M OCHOBBIBOA TPEBOBAHMS K
0BBEKTY 3AKYMKU, UCXOAS U3 MPODUAS U LEAEN CBOEN AESTEABHOCTU.

B cootBeTCTBUM C N.2 CT.4 PepepanbHOro 3aKoHa oT 21 Hos6ps 2011 roaa Ne 323-03 «O6 OCHOBAX OXPAHbBI 3AOPOBbS MPAMACH
B Poccuiickon Qeaepaumm» (aanee - 3akoH Ne» 323-O3) yCTAHOBAEHO, YTO OAHUMM 13 OCHOBHbBIX MPWHLMMOB OXPOHbI 3A0PO0BbSI
SIBASIETCS MPUOPUTET MHTEPECOB MALMEHTA MPY OKA3AHN MeAULIMHCKOM rnomMoLLm, 4.2 cT.93 3akoHa Ne 323-O3 npeaycMoOTpEeHA
OTBETCTBEHHOCTb MEAULIMHCKNX PABOTHMKOB B COOTBETCTBMN C 30KOHOAQTEABCTBOM Poccuickon Peapepaumm 30 HapyLleHue
npae B cOepe OXPAHbl 3A0POBbS, MPUHMHEHUE BPEAQ YKU3HU U (MAM) 3AOPOBBIO MPW OKA3OHUN MPAKACGHOM MEANLMHCKOM
NMOMOLLM.

YuutbiBASl, 4TO AEKAPCTBEHHbIE NPEnAPAThl OKA3bIBAKOT HEMOCPEACTBEHHOE BAMSIHME HO 3A0POBbE W dKM3Hb YEeAOBEKA, Mpu
YCTAHOBASHUN KOHKPETHbIX Tpe6OBOHV]l7I K npeAMeTy 3AKyrnok HAa TMOoCTABKY AeKAPCTBEHHbIX CPEeACTB, TAABHbIM MpPU
AVOTHOCTUKE MAUMEHTOB SIBASIETCST AOCTMDKEHVE HAMAYYLLIEro TepaneBTUYECKOro aP@PeKTa M MAKCUMOAbHOE WCKAIOYEHWE
NOBBIX, HEXXEAATEABHbIX pPeaKuun.

C UeAblO UCKAKOYEHMSI OMACHOCTU AASI SKU3HW U 3A0POBbS MALMEHTA, BPAY MPU MPUMEHEHUN ASKAPCTBEHHBIX MPEenapaTos,
PYKOBOACTBYETCS MHCTPYKUMEN MO MEANUMHCKOMY MPUMEHEHMIO, B KOTOPOM OTPAMKEHB OCOBEHHOCTM NPENAPATA.

B cooteetrctBMM c OTtpacaesbM, cTaHaapToM OCT 91500.05.0002-2001 «OCYAQPCTBEHHBIA MHOOPMALUMOHHBIM CTAHAQPT
AEKAPCTBEHHOIO CPeACTBA. OCHOBHbBIE MOAOXKEHMUS (YTB. MPUKA30M MuH3apasa PO ot 26 mapTta 2001 r. Ne 88) - MHCTPYKUMS NO
NMOUMEHEHNIO  A€KAPCTBEHHOTO MPEnapaTa  AAsl  CMEUNAAUCTOB  SIBASETCS OOULMAABHBIM - AOKYMEHTOM, COAEPXALLMM
HEOBOXOAMMYIO 1 AOCTATOYHYIO MHOOPMALUMIO AAST €70 9PDEKTUBHOIO 1 6E€30MACHONO MEANLMHCKOrO MPVMEHEHMSI.

NHCTPYKUMST MO NPUMEHEHMIO NPENAPAT MPEACTABASIET Ccobo OPUUMAABHOE OMUCOHUE XUMNYECKMX, dapMALEBTUYECKUIX,
GAPMAKOAOTMYECKMX CBOMCTB AEKAPCTBEHHONO MNPEnApATA, CBEAEHUMM O €ro KAUMHWYECKOM MNPUMEHEHUM, MOKA3AHUM K
MCCASAOBAHUIO, AO3NPOBKE, crnocobax BBEAESHMS, MepaXx NMPeAOCTOPOMKHOCTSIX N BO3MOXKHbIX NoB6OYHbIX pPeakumsix s SIBASISTCS
OoCcHOBOMoOAArarowmm AOKYMEeHTOM AN MeAVLUMHCKOIro pOGOTHl/IKOI.
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MNoctaHoeAeHMeM MpasutenbcTBa PO Ne1380 o1 15 Hoa6ps 20171, «O6 0COBEHHOCTSIX ONMMCAHMSI ASKAPCTBEHHbBIX MPEenapaToB
AAS MEAVLIMHCKOTO MPUMEHEHMS], SIBASIIOLLIMXCSI OBbEKTOM 3AKYMKN AN OBECNEYEHMS TOCYAQRCTBEHHBIX 1 MYHULIMMAABHBIX HY M A»
(aanee - MNocTtaHoBAeHMe Ne1380) yCTAHABAMBAIOTCSI OCOBEHHOCTU ONMCAHMS ASKAPCTBEHHbBIX MPENAPATOB AAST MEAULIMHCKOTO
NPVMEHEHNS], SIBASIOLLMXCST OObEeKTOM 3AKYMKK AAS1 OBecrneyeHunsl rOCYAQPCTBEHHbIX W MYHUMUMMAABHBIX HyXA (AQnee -
NEKAPCTBEHHbIE NPENAPATH), B AOKYMEHTALMN O 3AKYMNKE AEKAPCTBEHHbIX MPENAPATOR MPU OCYLLECTBASHUM TAKMX 3AKYMOK
(AOAe€e COOTBETCTBEHHO - AOKYMEHTALMS O 3AKYNKE, 3AKYMKA).

CoranacHo 4.2 [locTtaHoBAeHMs1 1380 nNpv ONMUCAHUMM B AOKYMEHTALMM O 3AKYMNKe 30KA3YMKM MNOMUMO CBEAEHWH,
NPEeAYCMOTPEHHbIX MYHKTOM 6 4acTh 1 cTaTbi 33 PepepaAbHOro 3akKoHA «O KOHTPAKTHOM CUCTEME B CHEPE 3AKYMNOK TOBAPOB,
PABOT, YCAYT AASI OBECNEYEHNSI TOCYACPCTBEHHDBIX 1 MYHULIUMAABHBIX HY>KA», YKO3bIBAIOT:

A ) AGKAPCTBEHHYIO GOPMY NpenapaTta, BKAKOYAS B TOM YUCAE SKBUBAAESHTHbIE ASKAPCTBEHHbIE (DOPMbl, 30 UCKAKOYEHUEM
OMUCAHUS ASKAPCTBEHHON OOPMbl M €€ XAPAKTEPUCTUK, COASPKALWXCS B UHCTPYKUMIX N0 MPOUMEHEHUIO ASKAPCTBEHHbIX
NpPenapaToB K YKA3bIBAKOLLMX HO KOHKPETHOro NPOU3BOAUTEAS (HAMPUMEP, ONUCAHME LBEeTA, QOPMbl, BKYCA U1 AD.);

6) AO3NPOBKY AEKAPCTBEHHOIO MPENAPATA C BO3MOMHOCTBIO MOCTABKM AEKAPCTBEHHOIO NMPENAPATA B KPATHOM AO3UPOBKE U
ABOVHOM KOAMYECTBE (HaMpuUMep, Npw 3akynke TabAeTkn ¢ A03npoekon 300 Mr B AOKYMEHTALMM O 3AKYMNKE YKA3bIBAETCS: |
TabAeTKA C A03MpoBKoM 300 Mrr UAK 2 TABAETKN C A03MPOBKOKM 150 M), O TAK)KE C BO3MOYKHOCTbIO MOCTABKM AEKAPCTBEHHOIO
nPenapaTa B HEKPATHbLIX SKBUBOAEHTHbBIX AO3MPOBKAX, MO3BOASKOLLUMX AOCTUYb OAMHOKOBOTO TEPAMNEBTUHECKOrO 3PPEKTO
(Hanpumep, GAAKOHBI 2,5 Mr, A 3 Mr, nAam 3,5 Mr), AONYCKAETCSl YKA3AHME KOHLEHTPAUMM AEKAPCTBEHHOrO Npenaparta 6e3
YCTAHOBAEHMSI KDATHOCTW;

B) OCTATOYHbBIM CPOK FOAHOCTU AEKAPCTBEHHOIO NPENAPATA, BbIPAXKEHHbBIN B €AMHULOX M3MEPEHUST BPEMEHN (HANMPUMEpP, "He
paHee 1 gHBaps 2020 1." MAM "He MeHee 12 MecCsLEB C AQTbl 3AKAKYEHMSI KOHTPAKTA" 1 AP.).

B cooteetcTBMM C N.M) 4.5 MocTaHoBAeHMs Ne1380 MpK ONMCAHUM OBBEKTA 3AKYMKM HEe AOMYCKASTCS YKA3bBATh: MHble
XAPAKTEPUCTUKN AEKAPCTBEHHDIX MPENAPATOR, COASPIKALLMECS B MHCTRYKUMSIX MO NMOUMEHEHNIO AGKAPCTBEHHbIX MPEenapaTos,
YKQ3bIBAKOLLME HO KOHKPETHOMO MPOU3BOAUTEASI ACKAPCTBEHHOMO MPEnapaTd.

OpHOKO, B cooTBeTCTBMM C 4.6 TocTtaHoeAeHMs1 Ne1380 onmcaHue oBbekTa 3AKYMKKM MOXKET COAEPIKATb YKA3AHME HA
XAPAKTEPUCTUKUN, MPEAYCMOTPEHHBIE MOAMYHKTAMM "B" - "1" MYHKTA & HOCTOSILLErNO AOKYMEHTA, B CAyHAE, ECAY HE MMEETCS MHOMN

BO3MOYKHOCTM OMMCATb AEKAPCTBEHHbBIE MPENAPATLI. [1PY 3TOM AOKYMEHTALMS O 3AKYMNKE AOAKHA COASPIKATD:
a) 060CHOBAHME HEOBXOAMMOCTY YKA3AHMS TAKNX XAPAKTEPUCTUIK;

6) NOKA3ATEAU, MO3BOASIOLIME OMNPEASAUTb COOTBETCTBME 3AKYMNAEMbIX ASKOPCTBEHHbIX MNPEenapaToOB YCTOHOBAEHHbBIM
XAPAKTEPUCTUKAM N MOKCUMAAbHBIE U (MAV) MUHUMOABHBIE 3HAYEHUST TAKMX MOKA3ATEAEH, A TAKKE 3HOAYEHUST MOKA3ATEeAEN,
KOTOPble HEe MOIryT M3MEHSITbCSI.

AOKYMEHTALNS SASKTPOHHOTO AYKLMOHA COAEPXUT Pasaen 3 «OnuncaHmne obbeKkTd 3aKynkiy, rae 3aKa34MKOM YCTAHOBASHbI
CASAYIOLLME XAPAKTEPUCTVIKM TOBAPA, B HOCTHOCTU:

TpeBOoBAHWS], yCTAHOBAEHHBIE B OTHOLLEHWM 3AKYNAEMOro TOBAPA (MOKA3ATEAN, B Ea. Kon-80
COOTBETCTBUM C KOTOPbIMWN BYAET YCTAOHABAMBATLCSI COOTBETCTBME) U3M, "
MeskayHapoaHoe
HEMATEHTOBAHHOS AekapcTBeHHAst Gopma VHble XOpaKTepUCTUKN
HOVMEHOBAHWE, NP
Y AO3VPOBKA B AEKAPCTBEHHOrO
OTCYTCTBAN TAKOTO COOTBETCTBUN C npenapara
\en/n XKHBAM™ HAVMEHOBAHMS - .
FPYNMMPOBONHOS WA PEMMCTPALMOHHbBIM coaepKaLmecs B
Py YAOCTOBEPEHMEM C VHCTPYKUWSIX NO
XMMUYECKOE HOMMEHOBOHME
A COCTOR YHETOM SKBMBAAESHTHBIX NMPVUMEHEHWIO
AEKAPCTBEHHbBIX POPM U AEKAPCTBEHHOrO
KOMOWHMPOBAHHOIO oxx P
AO3MPOBOK npenapara
AEKAPCTBEHHOTrO
npenapara*®
OBbeM HANOAHEHMS
nepBryHOM ynarkosku - 200
. PACTBQP AN MA**** npenapaTt
1 AQ MONPOMUA VHBEKLNW, 370 mr AOAYKEH BBIASASTTBCS MA 16000
OAQ/MA noykamm Yyepes 12 yacos
He MeHee 93% oT
BBEAESHHOM AO3bI™******
O6beM HAMOAHEHWS!
nepBnyHOV ynakosku - 100
B PACTBQP ANG MA™ ™ npenapar
2 AQ NOMPOMUA NHBEKUWIA, 370 mr AOAXKEH BbIASASTBCS MA 2000
OAQ/MA NoYyKamMK Yepes 12 yacos
He MeHee 93% oT
BBEAESHHOM AO3bI™ ™ *****
2. TPEBOBAHWS K CPOKY TOAHOCTU N YITAKOBKE AEKAPCTBEHHbBIX MPEMNAPATOB.

\e n/n HavmeHosaHme Mokasatenb

OCTATOYHBI CPOK
rOAHOCTN AEKAPCTBEHHbIX
1 TpeBoBAHWS K CPOKY FOAHOCTN AGKAPCTBEHHbIX MPENapPaTOB npPenapaToB HA MOMEHT
MOCTOBKM - HE MeHee 12
MecCsILeB.

YNOKOBKA 1 MAPKUPOBKA
AOAKHBI COOTBETCTBOBATHL
DeAepPAAbHOMY 3AKOHY OT
12 anpena2010T. Ne 61-
O3 "06 obpalleHmm
AEKAPCTBEHHbIX CPEACTB"
AEKAPCTBEHHBI MPENAPAT, BKAOYEH B NEPEYEHDb SKN3HEHHO HEOBXO ANUMBIX 11 BAODKHEMLLIMX AEKAPCTBEHHbIX MPENApPATOB (AQ/HET). |

* MoV ONMMCAHUM MHOTOKOMMOHEHTHBIX (KOMBUHMDOBAHHBIX) ASKARCTBEHHbBIX MDENAPATOB, MOEACTABASIOLLNX COB0 KOMOUHALMIO 2 |

2 Tpe6oBAHMS K YNIAKOBKE




1AM BOAEE QKTUBHBIX BELLECTB (TO €CTb AKTUBHBIX BELLECTB, BXOASLLMX B COCTAR KOMBUHMPOBAHHOMO AEKAPCTBEHHOIO NPENapaTa U
J0PErMCTPMPOBAHHbBIX B COCTOBE OAHOKOMMOHEHTHBIX AEKOPCTBEHHDBIX MPENAPATOB), A TAIOKE HAOOPOB 30PEMMCTPMPOBAHHDBIX
\EKAPCTBEHHbBIX MPENAPATOB - AOAXKHO BbITb YKA3AHWE HA BO3MOXKHOCTb MOCTABKM OAHOKOMMOHEHTHBIX A@KAPCTBEHHbBIX MPENAPATOB;
**YKQ3bIBASTCS AO3MPOBKA AEKAPCTBEHHOIO MPEMNAPATA C BO3MOXKHOCTHIO MOCTABKN AEKAPCTBEHHOO MPENAPATA B KPATHOM
\O31POBKE N ABOMHOM KOAMYECTBE (HANPUMEP, NPU 3aKyrnke TABAETKI ¢ A03upoBkoin 300 Mr ykasbisaeTcs: 1 Tabaetka 300 Mr nan 2
‘abaeTkn 150 Mr, A TAIKOKE B HEKPATHBIX SKBUBAAEHTHBIX AO3MPOBKAX, MO3BOASIOLLMX AOCTUYb OANHAKOBOIO TEPANEBTUHECKOrO 3PPEeKTa
Hanpumep, 2,5 Mr nAn 3 Mr nam 3,5 mr)

*** B CAYHOE, ECAU HE UMEETCSI MHOM BO3MOYHOCTU ONMUCATb AEKAPCTBEHHBIE MPENAPATHI, YKA3AHWUE WHBIX XAPOKTEPUCTUK
\EKAPCTBEHHOMO MPENAPATA, COAEPXKALLMECS B UHCTRYKLMSIX MO MNPUMEHEHWIO A@KAPCTBEHHbIX MPEMNAPATOB, B ONUCAHMM O6BbEKTa
JAKYMKN AOAXKHO COAEPXKATLCST:

060CHOBAHME HEOBXOAVMOCTH YKA3AHMSI TOKUX XAPOKTEPUCTUK, 30 UICKAIOYEHNEM, ASKAPCTBEHHOM GOPMbI "PACTBOPR AASI UHDY3MIA"
10 OCHOBOHWM MYHKTA B), 4. 4 [TocTaHoBAEHWS MpasuTeabctsa oT 15.11.2017 Ne 1380.

MOKA3ATEAM, NMO3BOASIOLLIME OMPEAEAUTE COOTBETCTBME 30KYNAEMbIX AEKAPCTBEHHbIX NMPENAPATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM
1 MAKCUMAABHbBIE U (MAV) MUHUMOABHBIE 3HAYEHMS TAKMX MOKA3ATEAEN, A TAKKE 3HAYEHMSI MOKA3ATEAEN, KOTOPbIE HE MOryT

13MEHSITbCSI.

**** TpebyeTcs NPenapaT B YKA3AHHOM AO3MPOBKE C YKA3AHHBIM O6EMOM HAMOAHEHMS MEPBUYHOM yNakoBkm (200 MA) O60CHOBOHME:
dTAEABHBIM  MALNEHTAM AAS NMPOBEAEHMS KT UICCASAOBOHMS C KOHTPACTOM HEOBXOAMMO BBECTU BHYTPMBEHHO BOAIOCHO 6oAbLLe 100
AA KOHTPACTa (U3 pacyeTa 1,56 MA/1 K MacChl TeAQ). BBray TOro, 4To 3aMEHA GAAKOHA NPENAPATA BO BPEMS UICCASAOBAHMS
1EBO3MOYKHA, TPEByETCS 3aKYNKA HEUOHHOMO KOHTPACTHOMO CPeACTBA ¢ MHH - MonpOMMA C KOHUeHTpaumen noaa 370 Mr/mMA BO
paaKoHax no 200 MA.

**** TpebyeTcs NPenapaT B YKO3AHHOM AO3MPOBKE C YKA3AHHBIM O6BEMOM HAMOAHEHWMS NepPBNYHOM yrnakoek (100 MA) O60CHOBAHME:!
\AS NPOoBeAeHUs KT UICCAE AOBAHMS C KOHTPACTOM MAUMEHTY HEOBXOANMO BBECTU BHYTPMBEHHO BOAIOCHO PACTBOP U3 pacyéTa 1,5

AA/1 KF MAOCCHI TeAQ. BBUAY TOMO, YTO 3AMEHA GACKOHA MPENAPATA BO BPEMSI UICCAEAOBOHMSI HEBO3MOXKHA, TPEBYEeTCS 3aKynKa
JEVOHHOTO KOHTPACTHOIO CPeACTBa ¢ MHH - lonpomua, ¢ KoHLeHTpauwmel noaa 370 Mr/MA BO GAQKOHAX Mo 100 MA.

*xe BhiBe AGHME MOMPOMUAQ YePE3 MOUKN, YKA3AHHOE B MHCTRYKLMN MO MEAULMHCKOMY MPUMEHEHUIO UMEET NPUHLMMMOABHOS
HOYEeHME AAS ONpeAEAEHNSI BDEMEHM NOBTOPHOIO BBE AEHWSI KOHTPACTHOIO CPEACTBA B TEYEHUM OAHUX CYTOK Mpn BO3HWKLLEN
AVHUHECKOW HEOBXOAVMOCT, YMEHBLLIEHMSI PUCKA AKAPCTBEHHBIX B3AMMOASVCTBIIN 1 YMEHBLLEHISI PUCKA CEPAESHHO-COCYANCTBIX
YCAOXKHEHNN

xR EAVHULBI MI3MEPEHMSl ONPeASAEHb B COOTBETCTBUM C McbMoM MuH3apasa Poccum o1 26.01.2018 Ne 18-2/10/2-438
ToA eAVHULLE n3MepPeHUs "MA" NOoHUMaeTCs 1 MUAAMAUTP (MA) PACTBOPQA A€KAPCTBEHHOMO NPEenAapaTa B YKA3AHHOW Ao3upoeke 370
AT AoAQ/MA

CornaacHo MoctaHoBAaeHo Ne1380 ot 11.11.2017 Mpaeutenbctea Poccuinckon Pepepaumm «O6 OCOBEHHOCTSIX OMUCAHMS
AEKAPCTBEHHBIX MPENAPATOR AASI MEAUMLMHCKOrO MPUMEHEHNS, SBASIOLLMXCS OOBEKTOM 3AKYMKU AAS TOCYAQPCTBEHHbBIX U
MYHULMNOABHBIX HY>KA», B COOTBETCTBUN C M.6) (MOAMYHKTBI «Q», «6») MOCTAHOBAEHMS, 30KA34MK OBOCHOBBLIBAET W YKA3bIBAET
TPeboBaHWSI K OObEKTY 3AKYMKW: 3AKA3YKOM OrpeAeASHbl MOKA3ATe M, MO3BOAIOLLUME OMNPEAE/\MTb COOTBETCTBME 3AKYNAEMbIX
MpernaparoB yCTAHOB AEHHbIM XAPAKTEPUCTUKAM 1 MOKCUMAAbHbIE Y (M) MHUMAAbHbIE 3HQYEHVSI TAKVIX MOKA3aTeAew, a TaKKe
3HQYEHMST MOKA3ATeAeV, KOTOPbIe HE MOIYT U3MEHSTTbCSl, COrAQCHO MHPOPMALWMM, YKA3AHHOW B MHCTDYKLMM MO MEANLMHCKOMY
npyMeHeHo 0bbeKTa 3aKyrkn. B QyKLMOHHOM AOKYMEHTALMN YKA3AHO:

* AeKAPCTBEHHbIV MPENAPAT, BKAKOYEH B MePEeUEHb XKU3HEHHO HEODXOAMMbIX 1 BODKHENLLNMX ASKAPCTBEHHbBIX MPENAapaToB (AQ/HET).

** MY OMUCAHUN MHOTOKOMMOHEHTHBIX (KOMBUHUPOBAHHDBIX) AEKOPCTBEHHbLIX MPENAPATOB, MPEACTABASIOLLMX COB0N KOMOMHAUMIO 2 AU Boree
OKTUBHBIX BELLECTB (TO €CTb AKTUBHBIX BELLECTB, BXOASILLMX B COCTAB KOMBUHUPOBAHHOMO AEKAPCTBEHHOIO NMPENAPATA 1 3APEMMCTPUPOBAHHbIX B
COCTABE OAHOKOMMOHEHTHBIX AEKOPCTBEHHbBIX MPENAPATOB), A TAKXKE HABOPOB 30PEMMCTPUPOBAHHBIX ASKAPCTBEHHBIX MPENAPATOB - AOAKHO
6bITb YKA3OHWE HA BO3MOXKHOCTb MOCTOBKN O AHOKOMIMOHEHTHBIX AEKAPCTBEHHBIX MPENOPATOBR.

***YKO3bIBAETCS AO03MPOBKA AEKAPCTBEHHOMO MPENAPATA C BO3MOXHOCTBIO MOCTOBKM AEKAPCTBEHHOMO MPEenapaTd B KPATHOW AO3UMPOBKE U
ABOMHOM KOAMYECTBE (HANpUMeEpP, Npu 3aKynke TabAeTkM ¢ A03mnpoBkoin 300 Mr ykasbieaeTcst: 1 TabaeTka 300 Mr nAn 2 TabaeTikn 150 M, O TaK)Ke
B HEKPATHBIX SKBUBAAEHTHBIX AO3UPOBKAX, MO3BOASIOLLMX AOCTUYb OAMHAKOBOIO TEPANEBTUYECKOro addeKTa (Hanpumep, 2,5 Mr nam 3 Mmr nam 3,5
Mr).

**** B CAy4Oe, eCAV He MMEeeTCsl MHOW BO3MOYMHOCTU OMUCATb AEKOPCTBEHHbIE MPENAPATHI, YKO3OHUE MHBIX XAPAKTEPUCTUK AEKAPCTBEHHOMO
npPenapaTa, COAEPXKALIMECST B WMHCTPYKUMSX MO MPUMEHEHMIO ASKAPCTBEHHbIX MPEenapaToB, B OMUCAHUM OOBEKTA 3AKYMKU AONKHO
COoAEPXKATLCS:

- OBOCHOBOHME HEOOXOAMMOCTW YKOA3QHMS TAKUX XAPAKTEPUCTUK, 3 UCKAIOYEHUEM, AEKAPCTBEHHOM (GOPMbl "PACTBOP AASI MHOY3UIM', HA
OCHOBOHWWN MNyHKTA B), 4. 4 MMocTaHOBAEHUS MpasuTeAbcTea oT 15.11.2017 Ne 1380. - NOKO3ATEAM, MO3BOASIOLLME OMNPEAEAUTb COOTBETCTBME
3aKYNOEeMbIX AEKAPCTBEHHbIX MPEnapaTOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM U MOKCUMOAbHbIE U (MAM) MUHVMMOAbHBIE 3HQYEHUST TAKKX
NOKA3ATEAEN, A TAKKE 3HAYEHUS MOKA3ATEAEN, KOTOPBLIE HE MOTYT N3MEHSITLCSI.

e TpoebyeTcsl NpenapaT B YKA3OHHOW AO3MPOBKE C YKO3AHHBIM OOBbEMOM HAMOAHEHMUS NEePBUYHON YNAKOBKK (200 MA) OBOCHOBOHME:
OTAEAbHBIM  MAUMEHTAM AAS NpoBeaeHnst KT MCCAEAOBOHNSI C KOHTPACTOM HEOBXOAMMO BBECTU BHYTPUBEHHO GOAIOCHO 60Ablie 100 MA
KOHTPACTa (M3 pacyeTa 1,5 MA/T KI MACCHl TeAQ). BBuAy TOro, YTo 3aMeHA GAAKOHO MPENAPATA BO BPEMSI MCCASAOBAHMSI HEBO3MOMKHA,
TpebyeTcs 3aKYNKA HEMOHHOMO KOHTPACTHOIO CPeACTBA ¢ MHH - lonpoMuma ¢ KOHLEHTpaLMel noad 370 Mr/MA BO GAQKOHAX MO 200 MA.

rrexx TpebyeTcs NPenapaT B YKO3OHHOM AO3MPOBKE C YKO3AHHBIM O6BHEMOM HAMOAHEHWST NePBUYHOM yNaKoBKM (100 MA) OBOCHOBOHME: AASI
npoeeaeHus: KT MICCAEAOBAHMSI C KOHTPACTOM MALUMEHTY HEOBXOANMO BBECTU BHYTPUBEHHO BOAKOCHO PACTBOP M3 pacyéTa 1,5 MA/1 K Macchl
Tena. Bemay TOro, 4To 30MEHa GAAKOHA MPEenapaTa BO BPEMSI UCCASAOBAHMSI HEBO3MOXHA, TPEBOyeTCsl 3aKYNKA HEMOHHOMO KOHTPACTHOrO
cpeacTsa ¢ MHH - MonpoMua ¢ KOHLEHTPAUME MoAd 370 Mr/MA BO GAQKOHAX Mo 100 MA.

Freerer BolpepAeHUe MONpPOMUAQ Yepe3 NOYKK, YKA3AHHOE B MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHWIO NMEET NMPUHUMIMUAABHOE 3HOYEHUE AAS
ONpeAEAEHNSI BDEMEHM NMOBTOPHOIO BBEAEHMWSI KOHTPACTHOMO CPEACTBA B TEYEHUN OAHMX CYTOK MPU BO3HUKLLEN KAUHNYECKOW HEODXOANMOCTH,
YMEHbLLEHUSI PUCKA AEKAPCTBEHHbIX B3ANMOAESNCTBUN U YMEHbBLLIEHUSI PUCKA CEPASYHO-COCYAUCTBIX OCAOXHEHUN.

FrRRXXXXEAMHULDI MIBMEPEHNST OMNPEAEANEHBI B COOTBETCTBUN C MUCbMOM MuH3ApaBa Poccum ot 26.01.2018 Ne 18-2/10/2-438 Toa eAUNHUUEN
namepeHust "MA" NoOHMMaeTCst 1 MUAAVMAUTPR (MA) PACTBORA AEKAPCTBEHHOMO NPENAPATA B YKA3AHHOM A03MpoBKe 370 Mr MOAQ/MA

OB60pPOT AEKAPCTBEHHLIX CPEACTB Ha Tepputopum Poccuirickon QPeapepaumm peryapyetcs: PepAepanbHbIM 30KOHOM  OT
12.04.2010 Ne 61-03 «O6 06pALLEHNN AEKAPCTBEHHBIX CPEACTB» (aanee — 3aKOH 06 OBPALLEHUM AEKAPCTBEHHBIX CPEACTB),
cornacHo n. 16 cT. 4 KOTOPOro MEeXAYHOPOAHOE HEeNATEHTOBAHHOE HAMMEHOBOHME AEKAPCTBEHHOrO CPEACTBA 3TO
HAMMEHOBOHWE AEVMCTBYIOLLEro BelecTsd GAPMALEBTUHECKON CYBCTOHUMM, PEKOMEHAOBOHHOE BcemupHom opraHmvsaumen
3APABOOXPAHeHMs (BO3).

COrAnaCHO CBEAEHMSIM TOCYAQPCTBEHHOIO PEECTPA AEKAPCTBEHHBIX COEACTB, BEAEHME KOTOPOrO NPEAYCMOTPEHO CTATben 33
3aKoHa 06 OBPALLIEHNN AEKAPCTBEHHBIX CPEACTB, M3 3APErMCTPUPOBAHHbBIX AEKAPCTBEHHBIX cpeacTs ¢ MHH lonpomma
XOPAKTEPUCTUKAM, 3ASBASHHBIM B M. 1 ONMCAHMSI 0O6bEKTA 3AKYMKM, OTBEYAIOT CASAYIOLLIME AEKAPCTBEHHbIE NMPEenapaTb:


consultantplus://offline/ref=20A8B1F5D15685840B336098CE6454E403D4CAD2F90029A0118BD9D96C00B0832E0E80BC7813B7D5c9F

/13 NOsSICHEHWN NPEACTOBUTEASN 3AKA3YMKA CASAYET, YTO YKA3AHHbIE TOEBOBAHNS AAS 3AKA3UYMKA SBASIOTCS CYLLECTBEHHBIMU,
MOCKOAbKY YCTOHOBAMBQAIOTCSI C LieAbto obecnedyeHnst 6e30nacHOCTM NAUMEHTOB B MpoLEecce MPOBEAEHWSI UCCASAOBOHNI,
NHoe Bpemsi BbiBepcHVS MomMpoMMAQ Yepes MouKM, YKA3AHHOE B MHCTPYKLMM MO MEAVLMHCKOMY MPUMEHEHWIO, UMeeT
MPUHLUWMNOABHOE 3HAYEHME AASI ONPEAEAEHWNSI BPEMEHN MOBTOPHOMO BBEAEHWSI KOHTPACTHOrO CPEACTBA B TEYEHUM OAHUX
CYTOK MPW BO3HWUKLLIEN KAMHWNYECKON HEOBXOAMMOCTU; YMEHBLUEHWUSI PUCKA AEKOPCTBEHHBIX B3AVMOAENCTBUM; YMEHbBLUEHMSI
PUCKA CEePAEYHO-COCYAUCTBIX OCAONKHEHWIA.

TpeboBaHMEe 3AKA3YMKA MO BPEMEHM BLIBEAEHMSI Yepes3 MOYKM OYEeHb BCKHO, TAK KAK B AMCMAHCEPE KOMMbIOTEPHAS
TOMOrpPA®UST MPOBOAUTCSI OCAQBAEHHBIM MAUMEHTAM, B TOM UYMCAE C TSDKEAOW XMPYPIrMYECKOM MNATOAOMMEN, TSHKEABIMM
AYTOUMMYHHBIMM 3AO0AEBAHWSIMW. B CBSI3M C 9TWMM, YOCTO BCTPEYAIOTCS HEPPOMATUM, TOKCUYECKME UBMEHEHMSI B MEYEHU,
KAPAMOTOKCUYHOCTb, U3MEHEHWSI PEOAOTMHYECKNX CBONCTB KPOBU, U3MEHEHWSI CTEHOK COCYAOB. ICCAEAOBAHUST KOMMBbIOTEPHOMN
TOMOrPADUMN  MPOBOASITCSI  HEOAHOKPATHO  AASI  YTOYHEHUST AMATHO3Q UM OMPEAEAEHUST AMHAMUKKM Mpouecca HA  QOHe
NPOBOAMMOro AeyeHus], B 5-10% cayyaes B AlY BO3HUKAET HEOOBXOAMMOCTb MPOBECTWN MOBTOPHOE UCCAEAOBAHME B TEYEHME
OAHWX CYTOK AAS1 YTOYHEHMSI COCYAMCTOM MATOAOMN, B HEKOTOPLIX CAYYASIX BO3HMKAET HEODBXOANMOCTb MPOBECTU MOBTOPHOE
MCCAEAOBOHME B TEYEHME OAHMX CYTOK AAS BbIBOPA Ae4eBHOM TAKTUKW. BOoAblIE MOAOBUHBI BCEX MALMEHTOB AETCKOro
BO3PACTA, HAMPABASIEMbIX HO KT MCCAEAOBAHME, MOAYHAIOT AEKAPCTBEHHYIO TEPAMNMIO, YMEHbLUEHNE PUCKA ASKAPCTBEHHbIX
B3OMMOAEWVCTBUIN  SIBASIETCSI O4YEHb BADKHBIM MPU MPOBEAEHUN WCCASAOBAHUA C  MPUMEHEHMEM PEHTTEHKOHTPACTHBIX
npenapaTos. 3TUM BCEM 0OOCHOBBLIBAETCS BKAIOYEHWE TPEBOBAHMSI O MEPUOAE BLIBEASHMSI NPENAPATA Yepes NoYkM B TeYeHne
12 yacoe He MeHee 93% OT BBEAEHHOM AO3b.

PAPMAKOKMHETUKA AIOBOro AEKAPCTBEHHOrO MPENAPATA, B TOM YMCAE MPUMEHSIEMOrO TOABKO B AMArHOCTUYECKMX LEASX,
HEMOCPEACTBEHHO BAMSIET HA 6GE30MACHOCTb MPOBEAEHUST AVNATHOCTUHECKOTO WCCASAOBAHUST OCOBEHHO y pebeHKka.
[MpucTanbHOE BHUMAHME K OAPMOKOKUHETUKE MPEenapaTa CBSI3AHO C BO3MOMHOCTbIO BO3HUKHOBEHUST HEPPOTOKCUYECKOrO
SPPEKTA BCASACTBME MPSIMOIO TOKCUYHOIO BAUSIHMUSI HO KAETKM MOYEYHbBIX KAHOABLEB U PA3BUTUS ULLEMMM MO3rOBOrO BELLECTBA
noyeK, MoSTOMY OYEBMAHO, YTO GAPMAKOKMHETVKA MPEnapaTta BAMSIET HO 6e30MaCHOCTb MAUMEHTA, YBEAUHEHUE BPEMEHM
BbIBEAESHWSI KOHTPACTHOrO MPEenapaTa - 3TO AOMOAHUTEAbHBIM PUCK BO3HUKHOBEHWS KOHTPACT MHAYLMPOBAHHOM HEDPOMNATUM
(KNH), NOSTOMYy B TEXHMYECKOM 30AQHUM YKA3OH KPAMHE BOXKHBIA MAPAMETP C TOUKW 3peHuns 6e30nacHOCTM NauveHTa
AETCKOro BO3pACTa.

B rocyAQpCTBEHHOM peecTpe AeKAPCTBEHHbIX CPEACTB 3APErMCTPUPOBAHO MSITb TOPrOBbIX HAMMEHOBAHUIN ASKAPCTBEHHbIX
npenapatos ¢ MHH «fonpomuar: Monpomma-TA (OOQO «TexHonorvs aekapcTe», Poccus)), Monpomua-Buapsuct (OO0
«AABUAC», Kopest), Monpomma TP (OO0 «MOCDAPM», Poccust), Monpomma (OO0 «Axxoaac Dkcrnonms, HAMS) U YABTPABUCT®
(Barep ®apma AT, FepMaHus).

BbllLeyKa3aHHbIM  TPEOOBAHUSIM  TEXHMYECKOTO  30AQHUSI COOTBETCTBYET KAK MVHWMYM ABCO  TOPrOBbX HAMMEHOBOHWS
AeKapCTBeHHbIX NpenapaTtoe ¢ MHH «onpomunay»: Monpomma-TA (OOO «TexHonorust AekapcTe», Poccusn), Monpomma TP (OOO
«MOCOAPM», Poccusy), YaeTpasucT® (barep Gapma AT, FepmaHus).

Ha OCHOBAHWM BBILLEN3AOYKEHHOIO, C Y4ETOM HAAMYUSI B FOCYAQPCTBEHHOM PeecTpe AeKAPCTBEHHbBIX CPDEACTB ACKAPCTBEHHOIO
CPEACTBA C MEXAYHOPOAHBIM HEMOTEHTOBOHHBIM HAUMEHOBOHMEM MOMPOMMA OHOAOTUYHBIX AEKOPCTBEHHBIX CPEACTB,
onMcaHme 0BbEKTA 3AKYMKN HE MPOTUBOPEYUT MOAOXKEHNSIM 30KOHA O KOHTPAKTHOW CUCTEME.

CoraacHo noctaHosAeHus MpaesuteabcTsa PO ot 30.11.2015 Ne 1289 «O6 OrpaHUYEHUSIX U YCAOBKSIX AOMYCKA, MPOUCXOASILLNX 13
MHOCTPOHHBIX FOCYAQPCTB ASKAPCTBEHHBIX MPENAPATOB, BKAIOYEHHbIX B MEepPeYEeHb MMUBHEHHO HEOBXOAMMBIX U BOYKHEMLIMX
AEKAPCTBEHHbBIX MPENAPATOB, AASI LEAE OCYLLECTBASHMSI 3AKYMOK AAS OBeCrneyveHns roCyAQPCTBEHHBIX U MYHULMMAABHBIX
HY>KA» AGKAPCTBEHHLIM npenapat ¢ MHH «/lonpomMua» BKAIOYEH B SKMSHEHHO HEOBXOAMMBIX U BAKHEMLLMX ASKAPCTBEHHbIX
npenapaTos (pacnopsiikenne MNpasmntenbcTea Poccuiickon Oeaepaumm ot 23 okTabps 2017 r. Ne 2323-p).



Takum obpa3zoM, TpeboBAHMS, YCTAHOBAEHHbBIE 3aKa34mMKkoM B Pasaene 3 «OnmcaHue obbekTd 3aKymnkv» He MpOoTMBOPEYaT
MOAOMKEHMSIM 30KOHA O KOHTPAKTHOM CUCTEME.

Komuccewns, pykosoacTtsysich 4.1, 4.4 cT.105 1 HO OCHOBAHMM 4.15 CT.99, 4.8 cT.106 PepepanbHOro 3akoHa ot 05.04.2013 Ne 44-03

«O KOHTPAKTHOM CUCTEME B CHEepe 3AKYMOK TOBAPOB, PABOT, YCAYT AASI OBecneyeHsl TOCYAQPCTBEHHBIX U MYHULMMAABHbBIX
HY>KAD,

PELWUNAA:

1. NMpwsHaTb aroby OO0 «TA «BUAAA» HeOBOCHOBAHHOMN.

2. OTMEHUTb MPUOCTOHOBAEHME OMPEASASHME MOCTOABLUMKA (MOAPSIAYMKA, UCTIIOAHUTEAST) B YOCTY MOAMMCOAHKMSI KOHTPAKTA
(n3eeLeHre Ne 0318200077018000387).

HacTosee PellerHmne MoxceT BbiTb 06)KAAOBAHO B CYAGGHOM nopsAKe B Te4eHne Tpex Mmecsiuen C AQTbl ero NpUHSTUS.



	РЕШЕНИЕ

