PELUEHUE

no aeAy Ne 163/2019-KC o HapyLueHum

30KOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B ChEpe 3AKYMNOK TOBAPOB, PABOT, YCAYT AASI
obecneyeHus roCyYAQPCTBEHHbIX 1 MyHULIMMAABHbBIX HY KA,

30 aHBapPSs 2019 roaa r. KoacHoaap

Kommceumst YnpaeaeHns epepaAbHOM QHTUMOHOMOABHOM CAYXKObl MO KpACHOAQPCKOMY KPAK Mo
KOHTPOAIO B COepe 3aKynoK TOBAPOB, PABOT, YCAYr AAs oBecnedeHust roCyAQpPCTBEHHbIX U
MYHULMAABHBIX HY KA,

paccmoTped Xanoby OOO «TA «BUAA» (aanee — 3agBuUTeAb) HA AencTBusl TBY3 «KAMHMYeCKum
OHKOAOTMHeCKMN amcnancep Nel» M3 KK mpuv MpoBeAEHUM SAEKTPOHHOINO AYKUMOHA: «[TOCTABKA
ASKOPCTBEHHOrO MPEenapaTa AAS MEAUMLMHCKOro npuMeHeHmnss (MHH Worekcon)» (M3BelueHune
Ne(0318200060019000002) B 4acTn HapyweHuns PepepanbHoro 3akoHa ot 056.04.2013 Ne 44-03 «O
KOHTPAKTHOW CUCTEME B ChEpPE 3AKYNOK TOBAPOB, PABOT, YCAYT AASI OBecnedeHust roCyAQPCTBEHHbIX
N MYHULMNOABHbBIX HYYKA» (AOAeE 3AKOH O KOHTPAKTHOM CUCTEME),

YCTAHOBUAA:

B YnpaeaeHne PepAepaAbHOM AHTMMOHOMOABHOM CAYX<Obl MO KPACHOAQPCKOMY KPAK MOCTYMNUAC
YKAAODA 3asBUTEASI O HOPYLLEHUM 3AKA3YMKOM 3AKOHA O KOHTPAKTHOM CUCTEME.

3asBuTeAb B KAAODE yKA3LBAET, YTO COFAQCHO CBEAEHUSIM T[OCYAQPCTBEHHOIO peecTpd
AESKAPCTBEHHbIX CPEACTB, PA3MELLEHHBIM HA  OQUUMAABHOM  camnTte https://grls.rosminzdrav.ru,
YKO3AHHbIE 30KA34YMKOM XAPAKTEPUCTUKMN B Pasaene 2 «OnmucaHme obbekTa 3akynku» no noa. «MHH
Norekcoa» B COBOKYMHOCTU COOTBETCTBYIOT EAMHCTBEHHOMY AGKAPCTBEHHOMY MPEnapaTy TOProBoro
HanMeHoBAHMST OMHUNOK® npoun3BoAcTBa Adkml Xanckea AC Hopeerusi.

30KA34YMKOM NPEACTOABAEHDI M3BELLLEHVE O MPOBEAEHNN SAEKTPOHHOIMO AYKLMOHA, AOKYMEHTALMS 06
SAEKTPOHHOM QyKUMOHE, TKMNCbMEHHblIe MOSICHEeHWsT Mo CyweCTBY YKAAODbI, C AOBOAOMM KOTOPOW
3AaKA34YMK HE COrAACUACS.

PaccMoTpeB NpeACTABASHHBIE MATEPUAABI, KOMUCCUS MPULLIAQ K CASAYIOLLIM BEIBOACIM.

3akasdynkoMm - [bY3 «KAHMYEeCKM OHKoAorndeckmn amcnaHcep Nel» M3 KK npOBOAWACS
SAEKTPOHHbBIM AYKUMOH: «[TOCTABKO AEKAPCTBEHHOIO MPENAPATA AAST MEAUMLMHCKOrO MPUMEHEHMS
(MHH Morekcon)» (nseeLLeHmne Ne0318200060019000002).

HavyaabHas (MAKCUMAABHAS) LeHa KOHTPAKTA — 360 960,00 py6.

COrAQCHO 4.3 CT.7 3AKOHA O KOHTPAKTHOWM CUCTEME MHDOPMALMS, NMPEAYCMOTPEHHAST HOCTOSILLVM
PepepaAbHBIM 30KOHOM V1 PA3MELLLEHHAS B € AMHOM MHOOPMALIMOHHOW CUCTEME, AOAKHA BbiTb MOAHOM
N AOCTOBEPHON.

CoraacHo n.1) 4.1 cT.64 3aKOHA O KOHTPOKTHOM CUCTEME AOKYMEHTALMSI 06 SAESKTPOHHOM QAYyKLUMOHE
HOPSIAY C MHOOPMALUMEN, YKA3AHHOM B U3BELLEHUN O MPOBEAEHNM TAKOrO AYKLUMOHO, AOAYKHO COAEPYKATb
CASAYIOLYIO MHOOPMALMIO: HAMMEHOBAHME W OMCOHME OBBEeKTa 3AKYMNKU U YCAOBUS KOHTPOKTO B
COOTBETCTBUM CO CTAThber 33 HacTosero PeAepaAbHOro 3aKOHA, B TOM YUCAE OOOCHOBAHME HAYAABHOM
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(MAKCUMOABHOIM) LEHbI KOHTPAKTA.

CoranacHo n.2) 4.1 ¢1.33 3aKOHA O KOHTPAKTHOM cUcTeMe 3aKA34YMK NP ONUCAHUM B AOKYMEHTALUN O
30KynKe 0ObeKkTa 3AKYNKN AONKEH PYKOBOACTBOBATLCSI CAEAYIOLLMMM MO ABUACMUL

1) B onMCaHMM OBBEKTA 3AKYMKM YKA3BIBAKTCS QYHKUMOHAAbHBIE, TEXHUMYECKME N KAYECTBEHHbe
XAPAKTEPUCTUKM, DKCNAYATALMOHHBIE XAPAKTEPUCTUKM OObEeKTa 3aKymnku (Mpu HeobxoAMMocCTY). B
ONMVCOHME O6bEKTA 3AKYMKM HE AOAKHBI BKAIOYATLCSI TPEOOBAHMSI UAM YKA3OHWSI B OTHOLLEHWN
TOBQAPHbIX 3HAKOB, 3HAKOB OOCAY>KMBAHMUS, PUPMEHHBIX HAMMEHOBAHMIA, MATEHTOR, MOAE3HBIX MOAEAEN,
MNPOMBILLAEHHBIX OBPA3LOB, HAUMMEHOBAHME CTPOHBI MPOUCXOXAEHWUST TOBAPA, TPEOOBAHMUS K
TOBAPOM, MHOOPMALMM, PABOTAM, YCAYrAM MPU YCAOBUM, YTO TAKME TPEBOBAHUSI MAM YKA3AHWS
BAEKYT 30 COOOW OrpaHMYEHME KOAMYECTBA YYOCTHUKOB 3AKYMKU. AOMYCKAETCS UCMOAb3OBAHME B
OMUCOHMN OBObEKTA 3AKYMKM YKA3AHMSI HO TOBAPHbBIA 3HAK MPU YCAOBUM COMPOBOXKAEHMST TAKOTO
YKQ3OHWSI CAOBAMM "MIAV SKBUBAAEHT" AMBO MpPW YCAOBUM HECOBMECTMMOCTM TOBOPOB, HA KOTOPbIX
PA3MELLAIOTCSl APYrie TOBAPHBIE 3HAKK, U HEOBXOAMMOCTN ObBecnedyeHns BIAUMOAENCTBUNSI TAKKX
TOBAPOB C TOBAPAMM, NCTMOAb3YEMBIMU 3AKA3YMKOM, AMOO MPU YCAOBUM 3AKYMOK 3AMACHBIX YOCTEN U
PACXOAHBIX MATEPUAAOBR K MALUMHOM M OB60PYAOBAHMIO, MCMOAB3YEMBIM 3AKA34YMKOM, B COOTBETCTBUM
C TEXHMYECKOWN AOKYMEHTAUMEN HO YKA3AHHBIE MALLVHBI M 0O0PYAOBOHME;

B cooteetctBMM € M.6) 4.1 CT.33 3AKOHA O KOHTPAKTHOWM CUCTEME 3AKA34YMK MpPW OMUCAHUM B
AOKYMEHTALMM O 3AKYNKe 0BbeKTA 3CKYMNKU AOMKEH PYKOBOACTBOBATBHCSI CASAYIOLLMMM MOABUACMM:
AOKYMEHTAUMST O 3AKYNKE AOMNKHA COAEPIKATb YKA3AHME HA MEXAYHAPOAHbIE HEMATEHTOBAHHbLIE
HAVIMEHOBOHUST AEKAPCTBEHHBIX CPEACTB WAM MPW OTCYTCTBUM TAKWX HAVMMEHOBOHUN XUMWYECKUE,
rEYNMUPOOBOYHBIE HAVMEHOBAHWS, €CAM OBBbEeKTOM 3AKYMKU SBASIOTCS ASKAPCTBEHHble CPEACTBA.
3aKA34YMK  MPU  OCYLLECTBAEHMM  3AKYMNKW AEKAPCTBEHHBIX CPEACTB, BXOASLMX B MEPEeYEHb
ANEKAPCTBEHHbIX CPEACTB, 3AKYMNKA KOTOPbIX OCYLLECTBASIETCSI B COOTBETCTBMM C KX TOPIOBbIMU
HOVIMEHOBOHMSIMKM, O TAIOKE TMPU  OCYLLECTBASHUM 3AKYMKM AEKAPCTBEHHbLIX MPEnAapaToB B
COOTBETCTBMM C NYHKTOM 7 4ACTW 2 CTATbM 83, NyHKTOM 3 4acTty 2 ctatbu 83.1 HaAcTosero
PeAepPaAbHOrO 3AKOHA BMPABE YKA3bIBATH TOPrOBbIE HOMMEHOBOHUST STUX AEKAPCTBEHHBIX CPEACTB.
YKO3QHHbIM NepeYeHb M NOPSIAOK €ro GOPMUPOBAHMST YTBEPIKAQIOTCS [MPABUTEABCTBOM POCCUIMCKOM
Pepepaumn. B caydae, ecA 0ObeKkTOM 3AKYMKKM SIBASKOTCSI ASKOPCTBEHHbIE CPEACTBA, NPEAMETOM
OAHOMO KOHTPOKTG (OAHOTO AOTA) He MoryT OblTb AEKAPCTBEHHbIE CPREACTBA C  PA3AUYHBIMM
MEMKAYHAPOAHBIMY HEMNATEHTOBAHHBIMW HAVMMEHOBAHUSIMX UAU MPW OTCYTCTBUM TAKMX HOMMEHOBAHWM
C XUMUYECKUMU, FPYNMMPOBOYHBIMA HOMMEHOBAHMSIMU MNP YCAOBUA, YTO HOYAABHAST (MOKCUMAAbBHAST)
LEHA KOHTPAKTA (LEHA AOTQ) MPEBLILLAET NPEAEABHOE 3HAYEHUE, YCTAHOBAEHHOE [1DABUTEABCTBOM
Poccuimckon  QPeapepaumm, a  TAKKE  AEKAPCTBEHHbIE CPEACTBA C  MEXAYHAPOAHbLIMMU
HEMNATEHTOBAHHBIMM  HAVMMEHOBAHUSIMM  (MPW  OTCYTCTBUM TAKWMX HOUMEHOBAHUA C  XUMUYECKMMU,
rPYNMMPOBOYHBIMY  HOMMEHOBAHUSIMA) I TOPTOBbIMM  HAVMEHOBAHUSIMU.  [TOAOYKEHMST HACTOSILLLETO
MYHKTA HE MNPUMEHSIOTCS MPUY ONMPEeAEAEHNN NOCTABLUMKA AEKAPCTBEHHbBIX MPENAPATOB, C KOTOPbLIM
3AKAKOHOETCSI FOCYAQPCTBEHHbIM  KOHTPAKT B COOTBETCTBMM CO cTaTben 111.4 HACTOSILWLETO
PeAepPaAbHOrO 3AKOHQA.

CornacHo n.2) 4.1 cT1.64 3aKOHO O KOHTPOKTHOW CUCTEME AOKYMEHTALMS OO SAEKTPOHHOM AYKLMOHE
HAOPSIAY C VHOOPMAUMEN, YKA3AHHOW B WM3BELWEHVM O MPOBEAESHMM TAKOro AyKUMOHA, AOAKHA
COAEPYKATb CAEAYIOLLYIO MHPOPMALMIO: TPEOOBAHMSI K COAEPYKAHMIO, COCTABY 3ASIBKM HA y4ACTME B
TOKOM QYKLUWOHE B COOTBETCTBUM C YACTIMU 3 - 6 cTATbK 66 HacTosero PeAepaAbHOro 30KOHA U
MHCTPYKLUMSI MO €€ 3aNOAHEHMIO. pU 3TOM HE AOMYCKAETCS YCTAHOBAEHWE TPEBOBAHWM, BAEKYLLMX 3
cobon OorpaHM4eHMEe KOAMYECTBA YYACTHMUKOB TAKOrO QYKUMOHA WAM OrpaHUMYEHMEe AOCTYNa K
YY4OCTUIO B TAKOM QYKLWVOHE.

CornacHO 4.3 CT.66 30KOHO O KOHTPAKTHOM CUCTEMe MepBAsl YACTb 3A§BKM HA y4acTve B
SAEKTPOHHOM QYKLMOHE AOAKHO COAEPIKATD:

1) coranacrie y4acCTHUKA DAEKTPOHHOrO AYKLMOHA HA MOCTABKY TOBAPA, BbIMOAHEHUE PABOTbl UAM
OKQ3AHUE YCAYTM HO YCAOBUSIX, MPEAYCMOTPEHHBIX AOKYMEHTALMEN 06 SAEKTPOHHOM AYKLMOHE U He
NOAASKALLMX USMEHEHMIO MO PE3YAbTATAM MPOBEASHUS SASKTPOHHOMO AYKLMOHA (TAKOEe COoradcue
AQETCS C NPUMEHEHMEM NPOTPAMMHO-AMNMNAPATHBIX CPEACTB SAEKTPOHHOW MAOLLAAKW);

2) NPU OCYLLECTBAEHUM 3AKYMNKN TOBAPA WAM 3AKYMNKM PABOTHI, YCAYTU, AASI BBINOAHEHMS], OKA3AHMS


http://www.consultant.ru/document/cons_doc_LAW_315102/57ab1a24dcc7ed1ee4f6a90d538a0f9e18aeceb2/#dst101097
http://www.consultant.ru/document/cons_doc_LAW_315102/78f5b7a6d9828f58ec7957e9fb248c2bc7860401/#dst899
http://www.consultant.ru/document/cons_doc_LAW_310662/#dst100011
http://www.consultant.ru/document/cons_doc_LAW_153480/#dst0
http://www.consultant.ru/document/cons_doc_LAW_315102/7160b819fa5db4e3069389db3420318c918d4a3c/#dst225
http://www.consultant.ru/document/cons_doc_LAW_315102/1cae86666aac2a3bc0b45916a0bbc0795cc340a2/#dst100847
http://www.consultant.ru/document/cons_doc_LAW_315102/1cae86666aac2a3bc0b45916a0bbc0795cc340a2/#dst100863

KOTOPBbIX MCMOAb3YETCS TOBAP:

d) HAMMEHOBAHME CTPAHBI MPOUCXOXKAEHUST TOBAPA (B CAy4AEe YCTOHOBAEHMSI 3AKA3YMKOM B
N3BELLEHMM O MPOBEAEHMN SAEKTPOHHOrO QYKUMOHA, AOKYMEHTAUMM OO SAEKTPOHHOM QYKLMWOHE
YCAOBWN, 3AMPETOB, OrPAHNYEHNIN AOTYCKA TOBAPOB, MPOUCXOASILLMX M3 MHOCTPAHHOIO rocyAQpPCTBA
AU TPYMMNbl MHOCTPAHHBIX FOCYAQPCTB, B COOTBETCTBMM CO CcTATben 14 HacTosiero PeaepanbHOro
3AKOHQ);

6) KOHKPETHbIE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLIME 3HAYEHWSIM, YCTAHOBAEHHBIM B AOKYMEHTALMM
006 SAEKTPOHHOM QYKLUMOHE, UM YKA3AHME HA TOBAPHLIM 3HAK (PU HAAMYMM).  VHOOpMaLMS,
NPEeAYCMOTPEHHAST HACTOSILLMM MOAMYHKTOM, BKAKOYOETCSI B 3Q5BKY HA YYOCTME B OAEKTPOHHOM
AYKLUMOHE B CAy4QE OTCYTCTBUSI B AOKYMEHTALMM OO SAEKTPOHHOM QYKLMOHE YKA3AHUST HO TOBAPHbIN
3HAK UAM B CAy4YOe, €CAM YYACTHUK 3AKYMNKU MOEAAQraeT TOBAP, KOTOPLIM OB603HAYEH TOBAPHbLIM
3HAKOM, OTAMYHBIM OT TOBOPHOIO 3HAKA, YKO3OHHOIO B AOKYMEHTALMN 00 SASKTPOHHOM AYKLVOHE

I3 NOSICHEHWUIN, MPEACTABAEHHbBIX 3AKA3YMKOM CAEAYET, 4YTO MPU GOPMUPOBAHUN TEXHUYECKOro
30AO0HUSI U OMUCAHUST OObEKTA 3AKYMKM  3AKA3YMK  PYKOBOACTBOBOACS 30KOHOAOTEABCTBOM
Poccumckorn Pepepaumm O KOHTPOKTHOM CUCTEME B chepe 3AKYNoK TOBAPOB, PABOT, YCAYT AAS
obecrneyeHnsl ToCyAQPCTBEHHBIX N MYHULMMOABHBIX HY)KAQ UM OCHOBBIBAA TPEOOBAHMSI K OObEKTY
3AKYMKM, MICXOAS U3 MPODUAS U LLEAEIN CBOEN AESITEABHOCTM.

B cooteetcTBMM C n.2 CT.4 PepepanbHOro 3akoHa ot 21 Hosbps 2011 roaa Ne 323-O3 «O6 ocHOBOX
OXPQAHbl 3A0POBbLST TPAKAQH B Poccuickon Peaepauum» (aanee - 3akoH Ne» 323-P3) yCTAHOBAEHO,
4TO OAHUM M3 OCHOBHbBIX MPVHLIMMNOB OXPAHbI 3A0POBbS SIBASIETCSI MPUOPUTET MHTEPECOB NALVEHTA NPKn
OKOBAHUM MEAMLMHCKOM momoLlm, 4.2 cT1.93 3akoHa Ne 323-O3 npeaAyCMOTPEHA OTBETCTBEHHOCTb
MEAVLMHCKUX PABOOTHUKOB B COOTBETCTBUM C 30KOHOAQTEABCTBOM Poccuickon Peapepaummn 3a
HApPYLIEHNE NMPABR B CHepe OXPAHbl 3A0POBbS, MPUYMHEHME BPEAQ MXU3HU 1 (MAV) 3A0POBBLIO MPU
OKQ3AHUM MPAYKACHAM MEAMLIVMHCKOW MOMOLLM.

YUUTbIBASI, YTO AEKAPCTBEHHbBIE MPENAPATH OKA3bIBAIOT HEMOCPEACTBEHHOE BAUSIHME HA 3A0POBLE U
KN3Hb YeAnoBeKd, MNpn YCTAHOBASHUN KOHKPETHbIX Tpe6OBCIHl/IlZ K npoeaAMeTy 3AKYrNnoK HA MNOCTABKY
NSKAPCTBEHHbIX CDEACTB, TAABHbBIM MNP ANATHOCTUKE MALUMNEHTOBR SIBASIETCSI AOCTIDKEHNE HANAyYLLEero
TepanepTN4eCKoro aPPekTa M MOKCUMAAbHOE NCKAIOYEHNEe AOBbIX, HEYKEAQTEABHbIX peaxkumn.

C UeAbl0 UCKAKOYEHMST OMACHOCTU AASl KU3HU U 3A0POBbS MALMEHTA, BPAY MPU MPUMEHEHWN
AEKAPCTBEHHbBIX MPENnAPATOBR, PYKOBOACTBYETCSI MHCTPYKUMEN MO MEAMUMHCKOMY MPUMEHEHMIO, B
KOTOPOWM OTPAXKEHB OCOBEHHOCTV NPEenapaTa.

B cootsetctBMMn C OTpacaesbiM, cTtaHpaaptoMm OCT  91500.05.0002-2001 «oCcyAQPCTBEHHbIN
MHOOPMALMOHHBIM CTOHAOPT ASKAPCTBEHHOrO CpeACTBA. OCHOBHbLIE MOAOXNEHUS» (YTB. MPUKA30OM
MuHappasa PO ot 26 mapta 2001 r. Ne 88) - WMHCTPYKUMSI MO MPUMEHEHMIO AEKAPCTBEHHOro
npenapaTa AAS CNELMAAMCTOB SIBASIETCST ODULMAABHBIM AOKYMEHTOM, COAEPKALLMM HEOBXOAVMYIO U
AOCTATOYHYIO MHOOPMALMIO AAST €r0 9DDEKTVBHOMO 1 6E30MACHOrO MEANUMHCKOrO NPUMEHEHMSI.

NHCTPYKLUMST MO MPUMEHEHMIO MPENAPAT MNPEACTABASIET cobor OPULMAABHOE OMUCAHUE XVMUYECKIIX,
GAPMALEBTUNHECKUX, DAPMAKOAOTMHYECKMX CBOMCTB AEKAPCTBEHHOIO MPEenapaTa, CBEAEHMM O €ro
KAMHNYECKOM MPYMEHEHWM, MOKA3AHUIA K NCCASAOBAHUIO, AO3MPOBKE, cnocobax BBeAEHMUS, Mepax
NOeAOCTOPOXHOCTSIX W BO3MOXKHbBIX NOBOYHbIX peakumsx g SIBASIETCSl  OCHOBOMOAQArarowmnm
AOKYMEHTOM AANS MEANUNHCKOIro pO6OTHl/IKCI.

MNocTtaHoBAeHWeM [lMpaeutenbcTBa PO Nel1380 oT 15 Hosibpst 2017r. «O6 OCOBEHHOCTSIX OMUCAHMS
AEKAPCTBEHHbBIX MPEenapaToB AASI MEAULIVMHCKOIO MPUMEHEHUS, SIBASKOLLMXCST OOBbEKTOM 3AKYMKU AAS
obecneyeHnsl roCYAQPCTBEHHbBIX WM MYHUUMNOAbHBIX Hy)KA» (Aanee - [locTaHoeAeHne Ne1380)
YCTOHOBAMBAIOTCS OCOBEHHOCTM OMUCAHMSI AEKAPCTBEHHBIX MNPENAPATOBR  AAST  MEAMUMHCKOrO
NPVIMEHEHUS, SIBASIKOLLIMXCST OOBEKTOM 3AKYMNKM AASI OBECNEYEHMS1 FOCYAQPCTBEHHBIX M MYHULIMMNAAbHBIX
HY>KA  (AQAEE - AEKAPCTBEHHble MPEenapdaTb), B  AOKYMEHTAUMM O 3AKYNKe AEKAPCTBEHHbIX
NPenapaToB MNPW OCYLLECTBASHUM TAKUX 3AKYNOK (AQAEE COOTBETCTBEHHO - AOKYMEHTAUMST O
3AKyrKe, 3aKynKa).
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CoranacHo 4.2 lNMoctanosAeHMs1 1380 Mpyv ONMCAHUA B AOKYMEHTALMM O 3AKYMNKE 30KA3YUKU MOMUMO
CBEAEHUN, NPEAYCMOTREHHbBIX MYHKTOM 6 YacT 1 cTaTbm 33 PepAepAAbHOro 3aKOHA «O KOHTPAKTHOM
cuUcTemMe B COepe 3aKyrnoK TOBAPOB, PABOT, YCAYr AAs obecnevyeHusi roCyAQPCTBEHHbIX U
MYHULMMAABHBIX HY>KA», YKA3bIBAKOT:

Q) AEKAPCTBEHHYIO GOPMYy MPENapPaATA, BKAIOYASI B TOM YMCAE SKBMBOAEHTHbIE AEKAPCTBEHHbIE
®OOPMBbI, 30 UCKAKOYEHMEM OMNCAHMSI ASKAPCTBEHHOM GOPMbI U €€ XAPAKTEPUCTUK, COASPIKALLMXCS B
VHCTPYKUMSX MO MPUMEHEHMIO ASKOPCTBEHHBIX MPENAPATOB UM YKA3bBAKOLWMX HA KOHKPETHOro
NPOKV3BOAUTEAS (HOMPYMEP, ONMUCAHKE LUBETA, GOPMbI, BKYCA U AP.);

6) AO3MPOBKY AEKAPCTBEHHOMO NPENAPATA C BO3MOMHOCTbIO MOCTABKN AEKAPCTBEHHOIO NPEenapaTa
B KPATHOM AO3MPOBKE N ABOVMHOM KOAMYECTBE (HaNpUMeEpP, Npu 3aKyrnke TabaeTkmn ¢ Ao3mposkon 300
MI B AOKYMEHTAUMM O 30aKyrnKe ykasbeaeTcs: 1 TabaeTka ¢ ao03vpoekor 300 Mr A 2 TABAETKM C
A03MpoBKkon 150 M), A TAKXKE C BO3MOXXHOCTbIO MOCTABKU AEKAPCTBEHHOMO NPEnapaATA B HEKPATHbIX
SKBMBAAEHTHbBIX AO3MPOBKAX, MO3BOASKOLLMX AOCTUYb OAMHOKOBOIO TEPAMNEBTUYECKOTO 3POEKTA
(Hanpumep, OAAKOHbI 2,5 Mr, uav 3 Mr, uAavM 3,5 Mr), AOMYCKOETCSl YKA3AHWE KOHLEHTPpALUM
AEKAPCTBEHHOMO NPenapaTa 6e3 YCTAHOBAEHWS KPDATHOCTY;

B) OCTATOYHbBIM CPOK FMOAHOCTU ASKAPCTBEHHOIO MpenapaTta, BbIPOYKEHHbBIN B € AMHULOX M3MEPEHMS
BpemMeHn (HanpumMep, "He paHee 1 aHeaps 2020 r." uAn "He MeHee 12 MecsLeB C AQTbl 3AKAKYEHMS
KOHTPAKTA" 1 AP.).

AOKYMEHTAUMST SAEKTPOHHOIO AYKUMOHO COAEPXKUT Pasaen 2 «OnncaHme obbeKkTa 3aKyrnKkuy, TAe
3AKA3YMKOM YCTAHOBAEHbBI CASAYIOLLME XAPAKTEPUCTUKM TOBAPA, B HOCTHOCTU:

Tpeb0oBaHMs1, yCTAHOBAEHHBIE B OTHOLLEHWM 3AKYNAeMOro TOBAPA (MOKA3ATEAM, B
COOTBETCTBUM C KOTOPbIMK BYyAET YCTAOHOBAVBATHCSI COOTBETCTBIE)
NEKAPCTBEHHbIN MexAyHAPOAHOS
npenapar Hoanave B HEeMNATEHTOBAHHOE NeKapCTBEHHASI
BIAIOUEH B AEKAPCTBEHHOM HOVMEHOBAHVE, dOpMa U
nepeueHs npenapare npw OTCYTCTBUU AO3VPOBKA B
SKUBHEHHO Raprommeciix Takoro COOTBETCTBAVIC | 11116 XOPAKTEPVICTVKM AGKAPCTBEHHOTO
CPeACTs, HAVMEHOBOHMSI - PErMCTPALMOHHBIM Ea. viam. Koa-so
HEeOoBXOAMMBIX 1 NCUXOTDOMHBIX r npenapaTta, CoAepXKamnecs B
BOOKHEMLLIVX PYNNMPOBOYHOE YAOCTOBEpPEHVEM VHCTOYKUMSX 110 MPUMEHEHMIO
BELEeCTB 11X VAN XUMUNYECKOoe C y4eTom
AEKAPCTBEHHbIX AEKAPCTBEHHOro NpenapaTa
npenapaTos NPeKypcopos HOVMEHOBAHME VAU BKBUBOAEHTHbIX
(Aa/HeD) (Aa/HeT) cocTtas AEKOPCTBEHHbIX
KOMOWHUPOBAHHOIO OOpM U
AEKAPCTBEHHOIro AO3VPOBOK
npenapara
PEHTreHOKOHTPACTHOE CPEACTBO AASI
NCMOAb3OBAHNS Y B3O OCAbIX,
MPEAHA3HAYEHHO AAST BHYTPWBEHHOTO,
BHYTP VAP TEPUAABHOr O, BHY TPUMOAOCTHOO,
VHTDATEKAABHOIO M PEKTAAbHOIO
BBEAEHMS], MEPOPAABHOIO MPUEMA, AAST
BBIMOAHEHWSI KAP AMOTHIMOrPadUN,
apTepuorpadunn, yporpadum,
dASBOrPAPUM U KOHTPACTHOTO YCUAESHMSI
npv KoMMbloTepHown Tomorpadum (KT): KT
LUMCTEpPHOrPadUM NocAe
Cy6apaxXHOUACABHOIO BBEASHUS;
apTPOrpadUmM, SHAOCKOMMYECKOM
PEeTPOrpAAHON NAHKPEATOrPaAPUN
PACTBOP AASI (3PMIM), 3HAOCKOMNMMYECKOM PETPOrPAAHON
A HeT Morexcon VHbekumn 350 mr XOAQHrmMonaHkpeatorpadum (SPXMN), MUAAUANTD | 23500
noaa/MA rMCTEPOCAABMUHIOrPAPUN,
repHMorpadun, CUAAorpadnn 1
nceaepoBaHnin XKKT, € BO3MOXKHOCTbIO
BBEASHWSI MOV MOMOLLIN OBTOMHKEKTOPA.
OTcyTCTBME B MPOTUBOMOKA3AHMSIX
ANMAENCUS U LepebpanbHbIE MHOEKLN
(ANS1 CyBAP AXHOMAGABHOTO BBEAEHMNS).
OTCyTCTBME OrPAHNYEHNIN MO BPEeMeHU
MOBTOPHOIO BBEASHMS MpenapaTa.
OTCyTCTBME YCUNSHNSI HEDP OTOKCUYECKMX
CBOWCTB APYTUX AEKAPCTBEHHbIX CPDEACTB.
BO3MOXHOCTb BBEASHMS MPW MOMOLLM
VIH)KEeKTOPA.
O6beM HAMOAHEHMS MEPBUYHOM YNIAKOBKMN:
50 MA 1A 100 MA 1AM 200 MA

TPEBOBAHIUS K CPOKY TOAHOCTU N YMAKOBKE AEKAPCTBEHHbIX MPEMAPATOB.




HaunmeHoBaHMe [MokasaTeab

TpeboBAHMS K CPOKY FOAHOCTU AEKAP CTBEHHBIX OCTATOYHbIN CPOK FTOAHOCTM AEKAPCTBEHHBIX MPENAPATOB HA
NMpenapaToB MOMEHT MOCTABKM - HE MeHee 12 MecsiLeB.

YNAKOBKA 1 MAPKUPOBKA AOAKHBI COOTBETCTBOBATH
TpeboBAHMSI K YNAKOBKE MepepanbHOMY 3aKOHY OT 12 anpeas 2010 T. Ne 61-03 "O6

OBPALLEHNN AEKAPCTBEHHBIX CPEACTB"

3AKA34YMKOM 3AKYNAETCS ASKAPCTBEHHBIM NpenapaT MHH Vorekcon ¢ ASKOpCTBEHHOM (GpOPMOWM
PACTBOP AAST HbEKUWM 350 M MOACQ/MA.

B cootBeTcTBMM C NyHKTOM 6 [MocTaHoBAeHMs Mpasutenbctea PO Ne1380 ot 15 Hosibpsa 2017 r. «O6
OCOBEHHOCTSIX OMMUCAHKST AEKAPCTBEHHBIX MOENAPATOB AAST MEAMLIMHCKOIO MPUMEHEHISI, SIBASIKOLLIMXCS]
OB6BbEKTOM 3AKYMKU AAST OBEeCneYeHUsT FOCYAQPCTBEHHBIX 1 MYHULIMMAABHBIX HY)KA» (AOAEE MO TEKCTY -
NOCTAOHOBAEHME) ONMCAHVE OBBbEKTA 3AKYMKM MOXXET COAEPMATb YKA3AHWE HA XAPOAKTEPUCTUKU,
NPEeAYCMOTPEHHbIE MOAMYHKTAMKM "B" - "' MYyHKTA 5 HACTOSILErO AOKYMEHTA, B CAydde, €CAU HE
MMEETCSl MHOM BO3MOXXHOCTU OMUCATb AEKAPCTBEHHble NpenapaThl. Mpy 3TOM AOKYMEHTAUMST O
30KYMNKEe AONKHA COAEPYKATb: ) OBOCHOBAHME HEOBXOAMMOCTM YKA3AHUST TOKMX XAPAKTEPUCTUK; 6)
NOKA3ATEAN, MO3BOASIOLLME OMPEAEAUTb COOTBETCTBME 3AKYNAEMbBIX ASKAPCTBEHHbIX MNPEenapaToB
YCTOHOBAEHHBIM  XAPAKTEPUCTUKAM U  MOKCUMAAbHBIE U (MAM) MUHUMAAbHBIE 3HOYEHUST TAKMX

MOKA3ATEAEN, A TAKXKE 3HAYESHMSI MOKA3ATEAEN, KOTOPbIE HE MOTYT U3MEHSITLCS.
3aKoHOAQTEABCTBOM PO He npeAyCMOTpeHa GopMA 060CHOBAHMSI 06beKTA 3AKYTKM.

MNoTpebHOCTb 3AKA3YMKA B MPENAPATAX, Y KOTOPbLIX MHCTPYKUVEN MO MPUMEHEHUMIO YCTAHOBAEHO:
«PEHTFEHOKOHTPACIHOE CPEACTBO  AASlT  UCMOAB3OBAHMST Y B3POCAbIX, MNPEAHA3HAYEHHO  AAS
BHYTOVBEHHOIO, BHYTPUAPTEPUAABHOIO, BHYTPUMNOAOCTHOIO, WHTPATEKAABHOIO U PEKTAABHOIO
BBEAEHVS, MEPOPAABHOMO MPUEMA, AASI  BBINMOAHEHUST  KAPAMOOHMMOTPAdUM, apTepuorpadum,
yporpadoum, GAeborpadut M KOHTPACTHOIO YCUAEHUS Npu KoMnbtoTepHon Tomorpadum (KT); KT
LUMCTEPHOrPA®GUM MOCAe CYBAPAXHOMACABHOIO BBEAEHMUS, APTPOrpPAdUM, SHAOCKOMMYECKOM
PETPOrPAAHOMN NaHKpeaTorpapu (GPIIN), 3SHAOCKOMMYECKOM peTporpaAHOM
XOAQHIVoNnaHkpeatTorpadum (IPXMM), rMCTepOCAABMMHIONPAPUN, TEPHUOTPAPUN, CUAAOTPADUN U
NCCAEAOBAHMIN XKKT»,

13 nosICHEHUN MPEACTABUTEAS 3AKA3YMKA CAEAYET, 4YTO TPebBOBAHMSI AYKLUMOHHOM AOKYMEHTALMM
COOPMUMPOBAHBI  HO  OCHOBAHWM  MOTPEBHOCTM  3AKA3YMKA  OTHOCUTEABHO  OYHKLMOHOABHbIX
(TepaneBTUHECKMX) N KAYECTBEHHBLIX CBOMCTB MNPENApATA UCXOAS M3 NPODUAS U LEAEN AESITEABHOCTU
BY3 «KOA Nel», KOTOPBLIM SBASETCSI OAHVM W3 KPYMHEWLIMX CMNEeLUNaANUPOOBAHHBLIX Ae4YeBHbIX
YUPEXKAEHUN B PETMOHE, KYAQ HA AEYEHME, OCMOTP U AUAFHOCTUKY MOCTYMAOT COMblE CAOMHbIE
OHKOAOTMYECKME MALUMEHTH, O TAKXKE HA OCHOBAHUMM MOTPEBHOCTU 3AKA3YMKA OTHOCUTEABHO
OYHKUMOHOABHBIX  (TEPAMEBTUHECKUX) W  KAYECTBEHHBIX CBOWCTB MNPEnapaTa. YUYpeXKAEHUO
HEOOXOAMMBI KOHTPOCTHbBIE CPEACTBA, MOAXOASILLME AASI UICTTOAB3OBAHUS Y MAKCYMOABHO LUMPOKOrO
Kpyra nauneHToB M C MUHUMOAbHBIM KOAMYECTBOM MPOTUBOMOKA3AHWN. B CBSI3M C TEM, YTO AQHHbIE
NPenapaTbl BBOASIT B BbICOKMX KOHUEHTPAUMSIX M B BOAbLLMX AO3AX MPU UX UCMOAB3OBAHMN BAYKHLIM
NAPAMETPOM SIBASKOTCSI TAKME XAPAKTEPUCTUKM ASKAPCTBEHHONO CPEeACTBA KAK: «BO3MOMXHOCTb
NPVIMEHEHMST NPENAPATOB NPU anMAencUKM, LepebpanbHble VMHOEKUMM (AAST CYBAPAXHOMAQABHOIO
BBEAEHVS)», YUUTBIBASI, YTO AEKAPCTBEHHBbIE MPENAPATH OKA3bIBAIOT HEMNOCPEACTBEHHOE BAUSIHME HA
3A0POBbE U XKM3Hb YEAOBEKA, MPW YCTOAHOBAEHUM KOHKPETHBLIX TPEDOBAHMIN K MPEAMETY 30KYMOK HA
MOCTAOBKY AEKAPCTBEHHbBIX CPEACTB, MAABHBIM MPW AMATHOCTUKE MAUMEHTOB SIBASIETCSI AOCTUMDKEHME
HOMAYYLLIETO TEPANEBTUMECKOIO 3PPEKTA N MAKCUMOABHOE WCKAKOYEHUE AOBOBLIX HEXEAQTEABHbIX
peakumn. B cBgan C TEM, YTO PEHTIEHOKOHTPACTHbIE CPEACTBA BBOASIT B BHICOKMX KOHLEHTPALMSGX M
BOABLLMX AO3QAX, MPU UX UCTMOAB3OBAHUM, HEOBXOAMMO YUYUTHIBATL CBOMCTBA, KOTOPHLIE OMPEAEASIOT
6e30MacHOCTb  UCCAEAOBOHMSI, Be3onacHOCTb MAUMEHTA MPU MNPOBEAESHUM WCCASAOBOHUA C
NCNoAb3oBAHMEM PKC B TOM YMCAE 3ABUCKUT U OT COCTOSIHUSI 3A0POBbS MauneHTa. B TBY3 «<KOA Nel» B
TOM YUCAE MOMAAQIOT U NAUMEHTBI HEBPOAOIMYECKOTO M HEMPOXMPYRIMYECKOTO NPODUAS. OHU TAIOKE
MOAYHQIOT CMNEUNAANZNPOBAHHYIO, B TOM YUCAE BbICOKOTEXHOAOIMYHYIKD MEAMUMHCKYIO MOMOLLDb.
SnMAencust He BCEraAa SIBASIETCSI COMOCTOSITEAbHBIM 3AO0AEBAHMEM, A OAHUM U3 CHMMTOMOB APYIUX
3060AEBAHUN, TAKKX KAK OMYXOAM TOAOBHOIMO MO3rd, COCYAUCTHIE HAPYLLUEHUS, KPOBOMIAUSIHUST B
FOAOBHOM MO3I, MHDEKLNM HEPBHOW CUCTEMbI, OTPOBAEHWSI HEKOTOPbIMW BELLLECTBAMM;



MeToAbl AUAMHOCTUKK, MO3BOASIKOLLME MNOCTABUTD MPABUAbHBI  MOAHOUEHHbBIM  AMAIHO3, BbISIBUTD
NMEMYNHHO-CAeACTBEHHbIE CBSI3M B NMATOreHese 3060AEBAHUN, HEOBXOAMMbBI AASI MPUNHATUS PeLlleHnst O
HAANHNN MOKA3AHUN K BbIMOAHEHNIO BbICOKOTEXHOAOIMYHbIX ornepauun, onpeaAeneHusl
Ll,e/\eCOO6p03HOCTI/I, TAKTUKN 1 OO bEMA AEYEHMSI.

B oOTHOWEHMM YCTAHOBAEHHbIX Tpe6OBOHV]V] K XQPOKTEPUCTUKAM «OTCYTCTBUE OrPAHMYEHWA 10
BPEeMEHN FOBTOPHOrO BBeAeHVs npenapara. OTCyrCiBUe YCUAEHWST HEQPOTOKCUHECKMX CBOVICTB
APYIrX AeKQPCTBEHHbIX CPEACTB» U3 MOSICHEHUM 3AKA3YMKA CAEAYET.

Bpaun oTAEAEHUsT Ay4eBOM AMAMHOCTUKKM 4YACTO MPUMEHsIoT PKB npu aAmMarHocTuke nAuueHToB,
HOXOASILLMXCS HO AedYeHun B cTaumoHape BY3 «KOA Nel», 3a4acCTyio AAST HOBAIOAEHUST AMHAMMKMA
AEYEHUS MALMEHTOB PEHTFEHOKOHTPACTHBIE CPEACTBA MOMYT BBOAUTLCSI BOAEE OAHOIO PA3A B CYTKU.
TakKXKe  UCMOAb3OBOHME  METOAQ  UCKYCCTBEHHONO  KOHTPACTUPOBAHMSI  MPpW  NPOBEAEHNN
KOMIMbIOTEPHO- TOMOTPAPUYECKNX NCCASAOBAHUM UMPAET BAXKHYIO POAb B MOAYYEHUN MHOOPMALWM,
KOTOPASI, B PSIAE CAYHAEB, SIBASETCSI OCHOBHOWM AASI PELUEHUsT AMArHOCTUYECKUX 30AQ4 U BbibOpa
METOAQ ASYEHUs1 MauMeHTa. B Toxke Bpemst K OAHOMY U3 KAMHUYECKW 3HOYUMBIX OCAOMKHEHWIA B
pe3yAbTaTeE NPUMeHeHUs1 PKC OTHOCUTCS KOHTPACT- MHAYUMPOBAHHAS HepponaTust (KUH) - ocTtpoe
HAPYLWEHNE BLIAGAUTEABHOW QYHKLUMM Modek. OYEBUAHO, YTO HAXOXKAEHME Cnocoba 3POEKTUBHOIO
npeaotspalteHust KUH y naunMeHToB MOXKET MPUBECTU K 3HAYUTEABHBIM MOAOKUTEAbHBIM 3OOEKTAM
ANSI CUCTEMbI 3APCABOOXPOHEHMSI 30 CYET COKPALLEHMsT NpebblBAHMST MAUMEHTOB B TFOCAUTAAE,
NOTPEBHOCTN B FEMOAMOAM3E N YMEHBLUEHMSI CMEPTHOCTU. B 9TUX CAy4asix Bonpochl 6e30nacHOCTH
ncnoAb3osaHms PKB npmnobpetatoT ocoboe 3HaveHre. HecMoTpSl Ha TO, YTO COBPEMEHHBIE HEMOHHbIE
PKC oTtHocarcs K Hamboaee 6e30MaCHbIM M3 BCEX W3BECTHbIX ASKAPCTBEHHbIX CPEACTB, B PSAE
CAYHOEB OHW BbI3bIBAIOT MNOBOYHLIE PEeaKUMM, KOTOPble MHOrAQ MPUBOAST K HEOBXOAMMOCTU
YBEAUYEHMSI CPOKOB FOCMUTAAM3ALMN U MPOBEAEHUS CMEUVAABHOTO ASYEHUS, T.€. AOMOAHUTEABHBIM
3aTPATAM. TAKMM OBPaA30OM, AHBOE KOHTPACTHOE CPEACTBO HEOBXOAMMO OLEHVBATbH C MO3ULUW €ro
AVArHOCTUYECKOW SPPEKTUBHOCTU M BE30MNACHOCTU AAST BOABHOTO. MPAKTUYECKN BCE BUABI AYHEBbIX
NCCASAOBOHUM, CBSIBOHHBIE C  WCMOAb30OBOHMEM METOAQ WCKYCCTBEHHOIO KOHTPACTUPOBAHMSI,
NPEAYCMATPMBAIOT  HEOOXOAMMOCTb  COBAIOAEHMST  MPUHUMAOB  6E30MACHOCTU  MPUMEHEHUS
PEHTTEHOKOHTPACTHbIX BelwecTs (PKB) AAS1 CHMDKEHMST PUCKA BO3HMKHOBEHWST MOBOYHbBIX PEeAKUNA U
OCAOXKHEHUN. BesonacHoe wumcnoAb3oBaHne PKC oCTaeTcsl aKTyAAbHOM MpOBAEMON MeAMUMHBL U
AYY4EBOW  AMAMHOCTUKW. [1pU UCMOAB3OBAHUM KOHTPACTHBIX MPENApPATOB  BO3HUKAKOT  CUTYALMA,
CBS$I30HHbIE C MOBbILLUEHHBIM PUCKOM OCAOYKHEHWN.

TpeboBaHUs K 0ObEeKTY 3AKYMNKN OBYCAOBAEHBI HEOBXOAMMOCTBIO CHIKEHUST PUCKOB HEYKEAOTEABHbIX
PEAKUMA Yy MNAUMEHTOB KAK HEMEAAEHHOro, TAK U OTCPOYEHHOrO AEMNCTBMSI, 4YTO MOAHOCTbIO
COOTBETCTBYET OOSI3AHHOCTSIM 3AKAIUYMKA. AAS CHDKEHUST PUCKA PA3BUTUST MOOOYHBIX ek,
MNPODUACKTUKN N ASYEHMST OCAOMKHEHUIN, BO3HUKAIOLLMX B XOAE AVAMHOCTUKM C UCMOAb30OBAHMEM PKC
BbIMNYCKAOTCS PYKOBOACTBA U PEKOMEHAOLMM AASI CMELIMAANCTOB.

B OTHOLWIEHMN YCTAHOBAEHHOrO TpeboBaHUS «TpeboBaHME O BO3MOXHOCTV BBEAEHMS MPernapara ¢
MOMOLLIbIO QBTOMHXXEKTOPA» 3 MOSICHEHUIA 3AKA34YMKA CAEAYET, YTO CMOcob BBEAEHMS N MPUMEHEHMS
AEKAPCTBEHHOIO CPEACTBA SIBASETCSI €0 3KCMAYATALUVMOHHOM XAPAKTEPUCTUKOW, KOTOPYIO 3AKA3YMK
BMPABE YCTOHOBUTb B OMUCAHMM OBBEKTA 3AKYMKM MPY HEOBXOAMMOCTWN. BO3BMOXKHOCTb BBEAEHMUS
npenapaTa BHYTPUBEHHO (B/B) 1N BHYTPUAPTEPUAABHO (B/A) NPKM NOMOLLK ABTOMHXKEKTOPA SIBASIETCS
CNOCOB0M BBEAESHMS U MPVMEHEHWSI ASKAPCTBEHHOro npenapaTta ¢ MHH Morekcoa.

K OCHOBHbIM MAPAMETPAM KOHTPACTHONO YCUAEHMS, OKA3bIBAIOLWKMM BAUSIHME HQA  CTerneHb
KOHTPACTUPOBAHMUS, OTHOCST KOHLUEHTPALMIO, CKOPOCTb MHbEKLMM 1 A03Y KC.

HeobxoarMAsi MO MPOTOKOAY WCCASAOBAHUSI CKOPOCTb BBEAEHMSI KOHTPACTHOrO npenapaTta
AOCTUraeTCsl MyTeM WCMOAb3OBAHUSI ABTOMATUYECKUX UHXKEKTOPOB, MPOrpAMMHOEe obecnevyeHune
KOTOPbIX MO3BOASIET YCTAHOBUTH PUINHECKME NAPAMETPbI UHBbEKLMM (CKOPOCTb, 06bem).

ICMOAB30OBOHME VHXKEKTOPA BAMSIET HA KAYECTBO KOHTPACTUPOBAHUS OAArOAQPST 3ApAHee
3ANPOrPAMMUPOBAHHOMY MPOTOKOAY NCCASAOBAHUS (0ObeM, CKOPOCTb).

AAST COBNIOAEHUST COBPEMEHHbIX MPOTOKOAOB MCCASAOBAHMST (BLICOKAST CKOPOCTb BBEAESHUST BOAbLLIMX
06bEMOB KOHTPACTHOIrO NPEnapaATd), MOAYHEHMST KAYECTBEHHbBIX BBICOKOKOHTPACTHbIX M30OPAYKEHUN,



HEOBXOAMMO NCMOAB3OBAHME ABTOMATUNYECKUX MHXKEKTOPOB.

BbICOKQIS1 MO MPOTOKOAY CKOPOCTb BBEAEHWSI KOHTPACTHOMO NPEnapaTA NO3BOASIET COKPATUTE OObeM
KOHTPACTHOrO NPenapara, 4YTo SIBASIETCS1 BAArOnpUSITHBIM QAKTOPOM AAS MAUMEHTA C TOYKWM 30EHUS
6e30MaACHOCTUN MCCASAOBOHMSI.

Takyke HEOBXOAMMO OTMETUTL, YTO KAVHULUCT B €XKEAHEBHOM MPAKTUKE MOXKET ONMUPATBLCS TOABKO HA
OPULMAABHYIO MHCTPYKLUMIO MO NMPYMEHEHNIO MEAULIMHCKOrO NpenapaTa

B cooteetctBMM Cc  OTpacaesbiM  ctaHaapTom  OCT  91500.05.0002-2001 «oCyAQPCTBEHHLIM
MHOOPMAUMOHHBIM CTAHAQPT AEKAPCTBEHHOTO CPeACTBA. OCHOBHbIE MOAOXEHUS» (YTB. MPUKA3OM
MwuH3apasa PO ot 26 mapTa 2001 r. N 88) MHCTPYKLMS MO MPUMEHEHNIO AEKAPCTBEHHOIO NMPEnapaTa
ANS CMELUMAAUCTOB - ODULMAABHBIN  AOKYMEHT, COAEPKALLUMA MHOOPMALMIO O AEKAPCTBEHHOM
npenapaTe, HEOBXOAUMYIO N AOCTATOYHYIO AAS €ro 3POEKTVBHOMO M 6E30MACHOro MeAMUMHCKOro
NpYMeHeHUs. TakM 0B6pPa30M, BPAY-CNELMAANUCT MPUHUMAET pPeLleHne O BO3MOXKXHOCTM MPUMEHEHS
AEKAPCTBEHHOTO CPEACTBA B KOHKPETHOW KAMHUYECKOW CUTYAUMM HA OCHOBAHWUM UHCTPYKUMW MO
MEAVLUMHCKOMY MPUMEHEHMIO NpenapaTa.

CoraacHo ®epepanbHOMY 3aKOHY OT 12.04.2010 Ne 61-03 «O6 obpalleHn AEKAPCTBEHHbIX CPEACTB»
MHCTPYKUMST MO MPUMEHEHMIO AEKAPCTBEHHOIO MPEnApATa MNPEACTOBASIET COBOM ODULMAABHOE,
YTBEPXKAEHHOE YMTOAHOMOYEHHBIM OPIraHOM B Chepe 0OPALLEHNSI ACKAPCTBEHHBIX CPEACTB ONMCAHNE
XUMNYECKMX, QAPMALEBTUMECKUX, PAPMAKOAOTMHYECKMX CBOMCTBE AEKAPCTBEHHOIrO Mpenaparaq,
CBEAEHUN O €ro KAMHWMYECKOM MPUMEHEHUMN, MOKA3AHUA K UCCAEAOBOHMIO, AO3MPOBKE, Crnocobax
BBEAEHUS, MEPAX MPEAOCTOPOXKHOCTSX W BO3MOMHBIX MOBOYHBIX pPeakumsax. WHCTpykuust no
MEAMLVHCKOMY MPUMEHEHMIO  SBASIETCSI OCHOBOMOAQIAIOLLVM  AOKYMEHTOM  AASl  MEAMLIVHCKOrO
PABOTHMKA.

B ULEeAIX KOYECTBEHHOro OKA3AHUSI MEAMLIMHCKOM MOMOLLM, OOYCAQBAMBOEMOro, B TOM YUCAE,
MNPABUABHOCTBIO BEIODOPA METOAOB AEYEHUS N CTEMEHBIO AOCTIKEHMUS 3ANMACHUPOBOHHOIO PE3YyAbTATA
Ae4YeHusl (CT.CT. 2, 4 3aKOHO 06 OCHOBOX OXPOHbI 3A0POBbS), YYPEXKAEHME O0OS30HO MPUMEHSITH
AEKAPCTBEHHOE CPEACTBO TOAbKO B COOTBETCTBUMM C €ro UHCTPYKUMEN MO  MEAMLMHCKOMY
NPUMeHeHMIO. ICNOAb3OBAHME AEKAPCTBEHHOTO CPEACTBA HEe B COOTBETCTBUM C UHCTpyKUMEN
NPUVPABHVBAETCS K MPOBEAEHMIO DKCNEPUMEHTAABHbBIX UICCASAOBAHUIN HO YEAOBEKE, YTO B OTCYTCTBUM
COOTBETCTBYIOLLMX PAPELINTEABHBIX AOKYMEHTOB, SIBASIETCSI CEPbE3HbIM HAPYLUEHUEM, KOTOpOEe
MOYKET MPUYNHUTD BPEA 3A0POBBIO NMALMEHTA.

30Ka34YMK BNPABE 30KYNATb T€ TOBAPLI, KOTOPbIE eMy TPebyloTcs, N YCTAHABAMBATL TPEOOBAHMS K
XAPAKTEPUCTUKOM TOBAPA, KOTOPbIE OTBEYAKOT €ro NoTPEBHOCTSIM U HEODXOAUMbBI AASI BBIMOAHEHMS]
COOTBETCTBYIOLLMX FTOCYAQPCTBEHHBIX QYHKUMA, MPW 9TOM 3AKA34YMK BMPABE B HEOOXOAVMOWM CTEMNEHM
AETAAUBMPOBATL MPEAMET 3AKYMOK.

30KOH © KOHTPOKTHOM CUCTEME AOMYCKAET YCTAHOBAEHME B QAYKUMOHHOM AOKYMEHTAUMM TAKMX
Tpe6OBOHM|7|, KOTOPbIE SIBASIKOTCS CYLLLECTBEeHHbIMN AAST 3aKa34mKa.

PYyKOBOACTBYSICb TPEDOOBAHUSIMU ASMCTBYIOLLErO 30KOHOAQTEABCTBA, NMOTPEOHOCTLIO 1 CBEASHUSIMA
N3 UHCTPYKLMM MO NPUMEHEHMIO AEKAPCTBEHHOrO NPenapaTa, 3aKas4ymK YCTAHOBUA TEPAMNEBTUYECKM
3HAYMMbBIE XAPAKTEPUCTUKN AEKAPCTBEHHOrO NMpenapaTa.

Bce KAMHUKO-TEXHMHECKME NAPAMETPbLI, YKA3OHHbIE B TEXHWYECKOM  3AAQHUM,  SIBASIKOTCS
cyuweCTtBeHHbIMN N MPOANKTOBAHbDI 06 bEKTUBHBIMU I'IOTpe6HOCT§IMI/I 30KA34MKA, A TAKXKE BAUSIOT HA
®OYHKUMOHAOABHBIE CBOVCTBA MPENAPATA, A TAK)KE HO €ro KA4eCTBEHHbIE XAPAKTEPUCTUKMN.

TOYHOCTb AMANHO3A HAMPSMYIO 30BUCUT OT COBAIOAEHUST MPOTOKOAD WCCASAOBAHUS, B KOTOPOM
0693aTEABHBIMN YCAOBUSIMU SIBASIKOTCS: HEOOXOAMMOCTb O6bEeMd KOHTPACTHOrO MPEenapaTd, TOYHAS
CKOPOCTb €ro BHYTPUBEHHOTO BBEASHUS B KPOBSHOE PYCAO U OMNPEASASHHOE ACBASHME, KOTOPbIE
PErYAVPYIOTCS TOABKO ABTOMATUYECKUMM LUMPULIOMU- MHIKEKTOPAMMW,

COrnaCHO  AQHHBIM  FTOCYAQPCTBEHHONO  PEECTPA  AEKAPCTBEHHBbIX CPEACTB  BO3MOMHOCTb
MCMOAB3OBAHMST C  QOBTOMH)KEKTOPOM YKO3OHA B WHCTPYKUMM Y  ABYyX npenapatoe: OMHUNAK
(NpouszsoanTens Akl Xonckea Wpaanaus, UpAaHams) U HOHUrekcon (MpounsesoaAmMTENb  KOHKK



PapmacbioTrkan AabopaTtopms, NHans).

N3 noscHeHMn nNpeaACTaBUTEAST 3AKA3YMKA CAEAYET, 4YTO COMAQCHO MNPOBEAEHHOMY QHOAM3Y
VHCTPYKUMN, pasMelleHHbx Ha cavte [TPAC Ha Tepputopun Poccuiickon  Deampaumm
30PErMcTPMPOBAHO 26 NpenapaTtos ¢ MHH Vorekcoa. Us Hux Tpebosaruio 3akasumka «OTCyTCTBUE B
NPOTVBOMOKA3AHUSIX SMUAEMCUS N LepebpanbHble MHOEKLMN (AAS CYBAPAXHOMAOABHOIO BBEAEHWMST),
OTCYTCTBME OMPAHUYEHUIN MO BPEMEHM MOBTOPHOMO BBEAEHUS NPENAPATA» COOTBETCTBYET HE MEHEE
AEBSITM AEKAPCTBEHHBIX MPEnapaTOB PA3AUYHBIX NpoussoanTeneit ¢ MHH Morekcoa. TpeboBaHMo
«BO3MOXHOCTb BBEAEHMS MPU NMOMOLLM UHKEKTOPO» COOTBETCTBYIOT HE MEHee NSTW MPenapaToB
DA3AMYHBIX — MpouseoamTenet ¢ MHH  Vorekcoa. Tpebosaruio  «OTCYTCTBUE  YCUASHMS
HEPPOTOKCUYECKUX CBOWCTB APYIUX ASKAPCTBEHHbIX CPEeACTB» COOTBETCTBYET HE MeHee BOCbMU
NPenapaTOB PA3AMYHBIX NpousoanTeAen ¢ MHH Morekcon.

Takum 06pa3oM, TPEBOBAHUSI, YCTAHOBASHHbIE 3AKA3YMKOM B Pasaene «OnmucaHmne o6bekTa 3aKyrkinm
He NPOTUBOPEYAT MOAOMKEHWSIM 3AKOHA O KOHTPAKTHOM CUCTEME.

Takum 06pasoM, AOBOA O TOM, YTO B PACCMATPMBAEMOM CUTYAUMM 3AKA3YMKOM CO3ACHO
HEeOCMOPUMOE MPEVMYLLIECTBO OAHOMY MPOUIBOAUTEAID, SBASIETCSI HECOCTOSITEABHbIM.

3asBUTEAEM HE MPEACTABAEHbBI AOKO3ATEAbCTBA, CBUAETEAbCTBYIOLLME O HAPYLWEHWM ero npaos U
30KOHHbIX MHTEPECOB, B TOM YMCAE B YOCTU HEBO3MOXKHOCTU MOAQUM 3ASBKN HA YyHACTME B QYKUMOHE
NPV YCTAHOBAEHWMWN BbILLEYKA3OHHbIX TPEOOBAHWM, A TAKXKE CBUAETEABCTBYIOLME O HOPYLIEHUN
3AKA34YMKOM HOPM 3AKOHA O KOHTPAKTHOM cucTeme. Takke 3asBUTEAEM HEe MNPEeACTABAEHO
AOKQO3ATEABCTB, YTO COAEPXKALMECS B AYKUMOHHOW AOKYMEHTAUMM TpeboBaHUsT HEOBOCHOBAHHO
CO3A0AM OAHUM YHACTHUKAM 3AKYMNKU MOEUMYLLECTBO NEPEA APYIMMU, SIBASKOTCST HEMNPEOAOCAVMBIMM
AASI HEKOTOPbBIX YYOCTHMKOB 3AKYMKWM, A TAKXKE KAKUM-AMOO MHbIM OBPA30M MOBAEKAM 3a COBom

orpaHmn4yeHmne Konm4ecCTsd y4ACTHNKOB 3AKYTKA.

CAeAOBATEABHO, YYACTHMKOM 3AKYMKM MOTFAO BbICTYMATb AOOOE AULLO, B TOM YUCAE U HE SIBASIOLLLEECS
npounsBoATEAEM TPEOYEMOro K MOCTABKE TOBAPA, FOTOBOE MOCTABUTb TOBAP, OTBEYAMOLLMIA
TPEeBOBAHNSIM AOKYMEHTALMN 06 AYKLMOHE U YAOBASTBOPSIOLLMINA NOTPEBHOCT 3AKA3YMKA.

CornacHo ¢ 4.9 c1.105 3aKoHO O KOHTPAKTHOWM CUCTEeMe K »KaAohe MPUKACABIBAOTCS AOKYMEHTbI,
noATeeEPXKAQOLWME €€ OBOOCHOBAHHOCTb. [lpy 3TOM KAAODA AOMKHA COAEPXKATb NepedyeHb
NPUAQraemblX K Herl AOKYMEHTOB.

AOKO3aTeAbCTBA, NMnoATBEepPIKAQKOLWLME HEBO3MO>KHOCTb NMoAQHN 3AIBKU, 3asgsUTEAEM He
noeAOCTABAEHbI.

Komuccewus, pykoeoacTBysicb 4.1, 4.4 cT.105 U Ha OCHOBAHMM 4.15 CT.99, 4.8 cT.106 PepepanbHOro
3aKoHa oT 05.04.2013 Ne 44-03 «O KOHTPAKTHOW CUCTEME B ChHEpPE 3aKYNOK TOBAPOB, PABOT, YCAYr
AN 0BecneyeHms FroCyAQPCTBEHHbBIX U MYHULIMMNAABHBIX HY>KAY,

PEWUNAA:

1. MpusHaTb >karoby OOO «TA «BUAA» HeOBOCHOBAHHOW.
2. OTMEHUTb NPUOCTOHOBAEHME OMPEAEAEHME MOCTABLUMKA (MOAPSIAYMKA, UCTIOAHUTEAS) B YACTU
MOANMUCAHUST KOHTPAKTA (M3BelleHre Ne 0318200060019000002).

HacTosiee PelueHne MoxkeT BbiTb O6XAAOBAHO B CYAGGHOM NMnopsiAKe B TeYeHMne Tpex Mecsues C
AQTbl ero nNPuHSITUSIL.
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