PELWLEHUE
no aeAy Ne 226/2019-KC o HapyLleHWn

30KOHOAOTEABCTBA O KOHTPAKTHOM CUCTEME B CchHepe 3aKYNOK TOBAPOB, PABOT, YCAYr
AAS OBecneyeHmst FroCyAQPCTBEHHbIX U MYHULIMMAABHbBIX HYYKA

14 pepans 2019 roaa r. KpacHoaap

Komumccus YNpaBAESHUSI PeapepanbHoOM AHTUMOHOMOABHOW CAY>KOb no
KpQCHOAQPCKOMY KPAK MO KOHTPOAKD B ChEpe 3AKYNOK TOBAPOB, PABOT, YCAYT AAS
obecneyeHus roCy AQPCTBEHHbBIX M MYHULUMAABHDBIX HY KA,

paccmoTper wanoby OO0 «TA «BUAA» (aanee — 3asBUTEAb) HO AencTsus [BY3
«OHKoAOrMYecknn amcnaHcep Ne2» MO KpaCHOAQPCKOro Kpasi nNpuv MpOBEAEHNM
SAEKTPOHHOIO AYKUMOHA: «[TOCTABKA AGKAPCTBEHHbIX npenapaTtos (MHH Vonpommna)»
(n3eeLleHre Ne0318200077019000011) B yacTtu HapyweHus PeaepaAbHOro 30KOHA OT
05.04.2013 Ne 44-P3 «O KOHTPAKTHOM CUCTEME B ChHEepe 3AKYNOK TOBAPOB, PABOT, YCAYr
AN obecrneyeHns rOCYAQPCTBEHHBIX W MYHUUMMNAAbHBIX HYXKA» (AQAee 3AKOH O
KOHTPAKTHOM CUCTEME),

YCTAHOBUAA:

B YnpaeaeHne PeaepaAbHOM AHTUMOHOMOABHOM CAYYKObl MO KpACHOAQRCKOMY KOO
MOCTYNMMAQ YKAAODBA 3asBUTEAST O HAPYLIEHUM 3AKA3YMKOM 3AKOHA O KOHTPOKTHOM
cucrteme.

3a9BUTEAD YKASBBIBAET, YTO AOKYMEHTALMSI SAEKTPOHHOIMO AyKUMOHA COCTABAEHOA C
HAPYLWEHMSIMM 30KOHA O KOHTPAKTHOM cUCTEME. 3AKA3YMKOM B TEXHUYECKOM 4YACTU
QYKLUMOHHOM AOKYMEHTALMM HEODBOCHOBAHHO YCTOHOBAEHO TPebOoBAHME K MNEpUoAY
BbIBEASHMSI ASKAPCTBEHHOro npenapata (MHH Monpomua).

30KA34YMKOM MNPEACTOBAEHbI M3BELLEHME O MNPOBEAEHUN SAEKTPOHHOIO QAYKUMOHA,
AOKYMEHTALMSI 06 SNASKTPOHHOM AyKUMOHE, 3As%BKN YHOCTHMKOB 3AKYTMKW, NMMCbMEHHbIE
MOSICHEHWS MO CyLLeCTBY YKAAOBbI, C AOBOACMM KOTOPOM NPEACTABUTEADL 3AKA3YMKA HE
COIrAACUNCHSI.

PaccmoTpeB MpPeACTABAEHHble MATEPUAAbl, KoMmccusi MPUWAQ K CASAYIOLLNM
BbIBOAQM.

3akazynkomMm - 'BY3 «OHkoaormdeckmn amcrnaHcep Ne2» MO KpaCHOAQPCKOro Kpasi
MPOBOAVACS] DAEKTPOHHBIM AYKUMOH: «[TOCTABKA AEKAPCTBEHHbLIX npenapaTtos (MHH
Nonpomua)» (nseeleHme Ne0318200077019000011).



HavyaAbHAs1 (MAKCUMAAbHAST) LLIEHA KOHTPAKTA — 496 420,00 py®.

COrAQCHO 4.3 CT.7 30KOHO O KOHTPAKTHOM cUcTeME MHOOPMALMS, NPEAYCMOTREHHAS
HacTosILLVM PeASpPAAbHBIM 30KOHOM U PA3MELLIEHHAS B €AMHON MHOOPMALMOHHOWM
cucTemMe, AONKHA BbiTb MOAHOM 1 AOCTOBEPHOM.

CornacHo n.1) 4.1 cT.64 30KOHO O KOHTPAKTHOM CUCTEME AOKYMeHTauus, 06
SAEKTPOHHOM QYKUMOHE HAPSiAY C MHOOPMAUMEN, YKA3AHHOM B WM3BELLEHUM O
MPOBEAEHVN TAKOrO QYKUMOHA, AONKHA COAEPMATb CASAYIOWYIO VMHOOPMAUMIO:
HOMMEHOBOHME U ONMMUCAHUE OBObEKTA 3AKYMKU M YCAOBUSI KOHTPAKTA B COOTBETCTBMM
c ocrtaTtben 33 Hactosiero PeAepaAbHOro 30KOHA, B TOM 4YucAe ODBOCHOBAHWME
HAYAAbHOW (MAKCUMAABHOWM) LleHbl KOHTPAKTA.

CornacHO m.2) 4.1 c1.64 30KOHO O KOHTPAKTHOW CUCTEME AOKYMeHTauus o6
SAEKTPOHHOM QYKUMOHE HAPSIAY C MHOOPMAUMEN, YKA3AHHOM B WM3BELLEHUN O
MPOBEAEHVN TAKOrO QYKUMOHA, AONKHA COAEPATb CASAYIOWYIO VMHOOPMAUMIO:
TPEOOBAHMST K COAEPXKAHMIO, COCTABY 3ASBKM HA Y4ACTME B TAKOM QYKLMOHE B
COOTBETCTBMM C YaACTIMMU 3 -6 CcTaTbU 66 HacTosiero PeAepaAbHOro 3AKOHA WU
MHCTPYKUMSI MO €€ 3ArnoAHeHumo. [lpyn 3TOM He AOMYyCKAETCST YCTOHOBAEHME
TPeOOBAHUN, BAEKYLLUMX 30 COOOM OrpAHUMYEHUE KOAMYECTBA YYACTHMKOB TAKOro
AYKUMOHA VAU OrPAHMYEHNE AOCTYMNA K YHOCTUIO B TAKOM AYKLIVMOHE.

CoranacHo n.2) 4.3 cT1.66 3aKOHA O KOHTPAKTHOM CUCTEME MEePBAST YHACTb 3ASIBKMA HA
Yy4OCTVIE B DAEKTPOHHOM QAYKLMOHE AOMKHA COAEPMATb YKA3OHHYIKO B OAHOM K3
CAEAYIOLLMX MOAMYHKTOB MHOOPMALMIO: MPU OCYLLECTBAEHUN 3AKYMKKM TOBAPA WAU
3AKYMNKW PABOTHI, YCAYTU, AAST BBITOAHEHMS], OKA3AHUS KOTOPbIX MCMOAb3YETCS TOBAP:

a) HOMMEHOBAHME CTPAHbI MPOUCXOXKAEHMST TOBAPA (B CAy4OE YCTOHOBAEHMS
30KA34YMKOM B U3BELLEHVN O NMPOBEAEHNN DAEKTPOHHOIO AYKLMOHA, AOKYMEHTALUM 06
ANEKTPOHHOM  QYKUMOHE YCAOBUM, 3AMNPETOB, OrPAHUYEHUN AOMYyCKA TOBAPOB,
MPOUNCXOASILLMX M3 MHOCTPOHHOIO rOCYAQPCTBA MAM MPYMMNbl MHOCTPAHHBLIX TOCYAQPCTB,
B COOTBETCTBUM CO CTaTbeN 14 HacTosero PeaepaAbHOro 3aKOHA);

6) KOHKPETHbIE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLIME 3HAYEHWSIM, YCTAHOBAEHHBIM B
AOKYMEHTALUMM OO SAEKTPOHHOM QYKLMOHE, W YKA3AHWE HO TOBAPHbLIA 3HAK (Npu
HOAMYMM). VIHOOPMALWS, NPEAYCMOTPEHHAST HACTOSILLVM MOAMYHKTOM, BKAKOYAETCS B
3Q5IBKY HO Y4OCTUE B SAEKTPOHHOM QYKLMOHE B CAy4Ya€e OTCYTCTBUS B AOKYMEHTALMM 0O
SAEKTPOHHOM QAYKLMOHE YKA3AHMSI HO TOBAPHbBIA 3HAK UAW B CAydde, €CAN YYOACTHUK
3AKYMNKN NMPEAAAraeT TOBAP, KOTOPbIM OOO3HAYEH TOBAPHLIM 3HOKOM, OTAMYHBIM OT
TOBAPHOMO 3HAKA, YKA3OHHOIO B AOKYMEHTALIMN 06 SAEKTPOHHOM AYKLVOHE.

CoranacHo n.1), n.2) 4.1 ¢1.33 3aKOHA O KOHTPAKTHOW cUcTeMe 3aKA34MK NPK ONUCOHNN
B  AOKYMEHTAUMM O 3aKyrnke ob6beKkTa 3aKYynkM AOMKEH PYKOBOACTBOBATHCS
CAEAYIOLWMMM NPABUAAMM:

1) B OMUCAOHMM OBBbEKTA 3AKYMKW YKA3bBAKTCS PYHKLMOHAABHBIE, TEXHUYECKUE W
KOYECTBEHHbIE XAPAKTEPUCTUKM, DKCMAYATAUMOHHBIE XAPAKTEPUCTUKM OBbEeKTa
3AKYNKK (NP HEOBXOAMMOCTIK). B onncaHme obbeKkTa 3aKynKn HE AOAYKHbBI BKAKOYOTHCS
TPEOOBAHUS UAN YKA3AHWSI B OTHOLLEHUM TOBAPHbBIX 3HAKOB, 3HAKOB OOCAYMUBAHMUS,
OUPMEHHBIX HAVMEHOBOHUI, MATEHTOR, MOAE3HbBIX MOAEAEN, MPOMBILLAEHHBIX 0BPA3L0B,
HOVMEHOBOHME CTPOHb  MPOVCXOXAEHMSI  TOBAPA, TPEOOBAHMSI K  TOBAPAM,



MHOOPMALMK, PABOTAM, YCAYraOM MPU YCAOBUM, YTO TAKME TPEDOBAHMST MAM YKA3AHMUS
BAEKYT 30 CODOM OrpaHMYEHME KOAMYECTBA YYACTHUMKOB 3AKYMKU., AONyCcKOAeTCs
MCMOABb3OBAHME B OMUCAHUM OOBbEKTA 3AKYMKW YKA3OHWSI HAO TOBAPHbLIM 3HAK MNpw
YCAOBVM COMPOBOXAEHUST TAKOrO YKO3AHUST CAOBAMU "MAM SKBUBOAEHT' AMOO Mnpwu
YCAOBVN HECOBMECTMMOCTM TOBAPOB, HO KOTOPbLIX PA3MELLATCSI APYrMe TOBAPHbIE
3HAKMN, 1 HEOBXOAMMOCTU obBecneyeHnst BAAMMOAEVCTBIUSI TOKMX TOBAPOB C TOBAPAMMU,
MCMOAB3YEMBIMM  3AKA3YMKOM, AMOO MPU  YCAOBUM 3AKYMOK 3AMACHbIX YACTEW W
PACXOAHBIX MOTEPUAAOBR K MALUMHOM U OBOPYAOBAHMIO, NCMOAB3YEMBIM 30KA3YMKOM, B
COOTBETCTBMM C  TEXHMYECKOM AOKYMEHTAUMEM HA  YKA3OHHbIE MALWWHbI U
060pPYyAOBAHME;

2) VCMNOAb3OBOHME MPU COCTOBAEHUM OMUCAHUST OBbEKTA 3AKYMKM MOKA3ATEAEN,
TpeboBAHUM, YCAOBHBIX ODO3HAYEHUN U TEPMUHOAOTMM, KACAIOLIMXCS TEXHUYECKUX
XAPAKTEPUCTUK,  DYHKLUMOHAABHBIX  XAPOAKTEPUCTUK  (MOTPEBUTEABCKMX  CBOWCTB)
TOoBAPA, PABOTHI, YCAYTM 1N KAOYECTBEHHbBIX XOPAKTEPUCTUK OBBEKTA 3AKYMKK, KOTOPbIE
NPEAYCMOTPEHbl  TEXHUYECKUMY  PEMAOMEHTOMU, TMPUHSTBIMXA B COOTBETCTBUM C
30KOHOAQTEABCTBOM  Poccumckom Peapepaumm O TEXHUYECKOM PErYyAVPOBAHMM,
AOKYMEHTOMM, pPa3pAbATbIBAEMBIMA N MPVMEHSIEMBIMA B HAUMOHOABHOWM CUCTEME
CTOHAQPTM3AUMM, MNPUHSITBIMA B COOTBETCTBUMM C 30KOHOAQTEABCTBOM POCCUMIMCKOMN
Pepepaumm O CTAHAQPTUIAUMM, WHbIX TPEOOBAHWM, CBS3AHHLIX C OMNPEeAEAEHUEM
COOTBETCTBMUSI MOCTABASIEMOrO TOBAPA, BLINOAHSIEMOMN PABOTHI, OKA3BIBAEMOW YCAYTU
NOTPEBHOCTSAM 30KA3YMKA. ECAM 3AKA3YMKOM MPKY COCTABAEHUM OMUCAHUST OBbEKTA
3AKYMKN HE WUCMOAb3YIOTCSI YCTAHOBAEHHBIE B COOTBETCTBMM C 3AKOHOAQTEABCTBOM
Poccuickon Qepepadumm O TEXHUMYECKOM PEryAUPOBAHUM, 30KOHOAQTEABCTBOM
Poccuimckon Peaepaumm O CTAHAQPTM3ALMM MOKA3ATEAU, TPEOOBAHMUS, YCAOBHbIE
OO03HAYEHUST U TEPMUHOAOTUSI, B AOKYMEHTALMM O 3AKYNMKE AOAKHO COAEPXKATLCS
OBOCHOBAHME HEOBXOAMMOCTU UCMOAB3OBAHMST APYIMX MOKA3ATEAEN, TPeboBAHWN,
YCAOBHbIX OBO3HAYEHUIN 1 TEPMUHOAOTAN.

B cooteetctBUM C N.6) 4.1 CT.33 30KOHA O KOHTPAKTHOM CUCTEME AOKYMEHTALMS O
3AKYMNKE AONKHA COAEPYXKATb YKA3AHME HA MEXAYHAPOAHbIE HEMATEHTOBAHHbIE
HAVMMEHOBOHMSI AEKAPCTBEHHBIX CPEACTB MAM MPU OTCYTCTBUM TAKWX HAVMMEHOBOHWM
XUMNYECKME, TPYMNMMPOBOYHBIE HAMMEHOBAHWS, €CAM OOBbEKTOM 3AKYMKWU SIBASIKOTCSI
AEKAPCTBEHHBIE CPEACTBA. 3AKA3YMK MPU OCYLLECTBAEHUM 3AKYMKM AEKAPCTBEHHbIX
CPEACTB, BXOASIUMX B TMEPEYEHb AEKAPCTBEHHbIX CPEACTB, 3AKYNMKA KOTOPbIX
OCYLLECTBASIETCSI B COOTBETCTBMM C WX TOPrOBbIMA HAMMEHOBAHUSIMKU, O TAKXKE MpU
OCYLLECTBAEHMMN 3AKYMKW AEKAPCTBEHHbBIX MPENAPATOB B COOTBETCTBUM C MyHKTOM 7
4acTn 2 ctaTbk 83, NyHKTOM 3 4YacTu 2 cTaTbM 83.1 HacTosiero PeAepPAAbHOro 3aKOHA
BNPOBE YKA3bBATb TOProBble HAMMEHOBAHMSI 3TUX AEKAPCTBEHHbIX CPEACTB.
YKQ3AHHbIN NepEYEHDb M MOPSIAOK ero GOPMMPOBAHUS YTBEPKAQKOTCS [P ABUTEABCTBOM
Poccuimckomn Qeapepaummt. B cAydyae, ecAm  OBObEeKTOM  3AKYMKU  SIBASKOTCS
AEKAPCTBEHHbIE CPEACTBA, MPEAMETOM OAHOIMO KOHTPAKTA (OAHOrO AOTA) HE MOryT
ObiTb AEKAPCTBEHHBIE CPEACTBA C PA3AUYHBIMU MEXKAYHAPOAHBIMN HEMATEHTOBAHHbBIMM
HAOVUMEHOBOHUSIMA  UAVM  MPW  OTCYTCTBMM  TAKWMX HOUMEHOBOHUMA C  XUMUYECKUMMU,
rPYNNMPOBOYHBIMA HOMMEHOBAHMSIMW MPU YCAOBUM, YTO HAYAAbHAST (MAKCUMOAAbHAST)
LUEHA KOHTPOKTA (UEeHA AOTA) MPEBLILAET NPEAEABHOE 3HAYEHUE, YCTAHOBAEHHOE
MNpaeutenbcTeoM Poccuickon Peapepaum, A TAKXKE ASKAPCTBEHHbIE CPEACTBA C
MEXKAYHOPOAHBIMW  HEMATEHTOBAHHLIMWA  HOMMEHOBAHUSIMX  (MPU OTCYTCTBUM  TAKUX
HAVIMEHOBOHVN C XUMWYECKVMU, TPYNMUMPOBOYHBIMY HAVMEHOBOHWSIMM) U TOPrOBbIMU



HAVMEHOBAHWSIMW,  [IOAOXKEHMST  HACTOSILLEro  MyHKTA  HEe  MPUMEHSIOTCST  npw
ONPEeAEAEHNN MOCTABLMKA AEKAPCTBEHHbIX MPEnapAaToB, C KOTOPbIM 3AKAKOYAETCS
FOCYAQPCTBEHHbIN  KOHTPOKT B  COOTBETCTBMM CO cTatben 111.4 HacTosiwero
PeAepPAAbHOro 3AKOHA.

N3 NosICHEHUIN, NPEACTABAEHHbBIX 3AKA34YMKOM CAEAYET, 4YTO NPU GOPMUPOBAHUM
TEXHNYECKOrO 3AAQHUST U ONMMCAHUM OOBEKTA 3AKYMKM 3AKA3YMK PYKOBOACTBOBOACS
30KOHOAQTEABCTBOM Poccumckon Peapepaumm O KOHTPAKTHOWM CUCTEMe B coepe
30KYNOK TOBAPOB, PABOT, YCAYr AAS1 OBecnedeHms FoOCyAQPCTBEHHbBIX M MyHULMMAAbHbBIX
HY>KAQ 1 OCHOBBIBOA TPEBOOBAHMSI K OBbEKTY 3AKYMKK, UCXOAST M3 MPODUAST U LEAEN
CBOEN AESITEABHOCTU.

B cootBeTcTBMM C .2 cT.4 PepepanbHOro 3akoHa oT 21 Hosbps 2011 roaa Ne 323-03
«OB6 OCHOBAOX OXPAHbI 3A0P0BbS1 TPAXKAQH B Poccumckon Pepepaumm» (panee - 3aKoH
Ne» 323-03) YCTOHOBAEHO, YTO OAHUM M3 OCHOBHbLIX MPUHLMMIOB OXPAHbI 3A0POBbSI
SIBASIETCS! MPUOPUTET MHTEPECOB NMAUMEHTA MPU OKA3AHUM MEAMULMHCKOW MOMOoLLM, Y.2
cT.93 3akoHa Ne 323-O3 npeAyCMOTPEHA OTBETCTBEHHOCTb MEAMLIMHCKUX PABOTHUKOB
B COOTBETCTBUM C 3AKOHOAQTEABCTBOM Poccumckom Peapepaumm 3a HapyLleHMe npas
B COepe OXPAHbl 3A0POBbLS, MPUYMHEHME BPEAQ >XU3HU U (UAM) 3AO0POBLIO MPW
OKQ3AHUN NP AXKACQHOM MEAMLIMHCKOWM MOMOLLA.

YYnTbIBAS, YTO AEKAPCTBEHHbIE MPENnAPATbl OKA3LIBAT HEMNOCPEACTBEHHOE BAVSHME
HO 3A0POBbE U >KM3Hb YEAOBEKA, MPU YCTAHOBAEHUM KOHKPETHbIX TPeboBaHUM K
NPEeAMETY 30KYMOK HA MOCTABKY AEKAPCTBEHHbBIX CPEACTB, MABHbBIM MPW AUATHOCTUKE
NALUVNEHTOR SBASIETCSI AOCTMDKEHME HOAMAYYLIEro TEPAMNEBTUYECKOro aPPeKTa W
MOKCVMOABHOE UCKAKOYEHME AHODbIX, HEYKEAATEABHBIX PETKLINN,

C UEeAbl0 UCKAKOYEHMUST OMACHOCTU AASl YKM3HU U 3A0POBbSI MAUMEHTA, BPAY MpU
NPUMEHEHMN AEKOPCTBEHHbIX MPENAPATOR, PYKOBOACTBYETCSl UHCTPYKUMEN MO
MEANLIMHCKOMY MPVMEHEHMIO, B KOTOPOWM OTPAYKEHB OCOBEHHOCTU NPEnapaTa.

B cooteetctBMM Cc  OTpacaesbiM, cTtaHaoptom  OCT  91500.05.0002-2001
«fOCYAQPCTBEHHDbIN ~ MHOOPMALMOHHBIM ~ CTAHAQPT  AEKAPCTBEHHOINO  CPEACTBA.
OCHOBHbIE MOAOYKEHMUS» (YTB. NPUKa3om MuH3apaea PO ot 26 mapTta 2001 r. Ne 88) -
VHCTPYKUMST MO  MPUMEHEHMIO  A€KOPCTBEHHOrO NpenapaTta  AAsl  CreumMaAnCcTOB
SBASIETCST ODULIMAABHBIM AOKYMEHTOM, COAEPKALLUM HEODBXOAVMYIO N AOCTATOYHYIO
MHPOPMALMIO AASI €70 DPDEKTUBHOIO M 6E30MACHOr0 MEANLIMHCKOrO NPUMEHEHMSI.

NHCTPYKUMST MO  MPUMEHEHWIO MNPEenapaT MNPEeACTABASET Cobov  OPULMAABHOE
ONMUCAHME  XMMWUYECKMX, dapMALEBTUHECKIMIX, DAPMAKOAONMYECKMX  CBOWMCTB
AEKAPCTBEHHOIO NPEnapaATd, CBEAEHUN O ero KAMHMYECKOM NPUMEHEHUM, MOKA3AHNIA
K WCCAEAOBAHMIO, AO3MPOBKE, CMOCOBAX BBEAEHWS, MEPAX MPEAOCTOPOXKHOCTSIX W
BO3MOMCHbBIX MOBOYHBIX PEAKLMSIX §1 SIBASIETCSI OCHOBOMOAQrQOLWMM AOKYMEHTOM  AASI
MEAMLIMHCKOro paboTHMKA.

NocTtaHoeAeHeM [lMpaeutenbctea PO Ne1380 ot 15 Hosi6ps 20171, «O6 0oCoOBEHHOCTSIX
OMUCAHWUST AEKAPCTBEHHbBIX MPENAPATOB AAST MEAULIMHCKOrO MPUMEHEHWUSI, SIBASKOLLIVIXCS]
OBOBbEKTOM 3AKYMKU AN OBecrnedeHns TOCYAQPCTBEHHBIX U MYHULMMOABHBIX HYXKA»
(pranee - TloctaHoBAeHMe Nel380) yCTOHOBAMBAKOTCST OCOOEHHOCTU  OMUCAHMUS
AEKAPCTBEHHbIX MPENAPATOR AAST MEAULIMHCKOrO MPUMEHEHMS], SBASIKOLLIMXCST OObEKTOM
3AKYMKN AN ODBecneyeHusl roCyAQPCTBEHHbBIX M MYHULUMNOABHBIX HYXKA (Adnee -



AEKAPCTBEHHbIE NPENAPATHI), B AOKYMEHTALMM O 3AKYNKE AEKAPCTBEHHbBIX MPEnapaATOB
NPV OCYLLECTBASHMM TAKMX 3AKYMOK (AQAEE COOTBETCTBEHHO - AOKYMEHTAUMUsST O
3aKyrnKe, 3aKyrnKa).

CoranacHo 4.2 TlocTtaHoBAeHMst 1380 npuv OnMUCAHUMM B AOKYMEHTAUMM O 3AKYynKe
3AKA3YMKM MOMUMO CBEAEHUN, MNPEAYCMOTPEHHbLIX MNYHKTOM 6 yactn 1 cTtaTtbn 33
PeAepPAAbHOro 3aKoHA «O KOHTPOKTHOW cUCTeEMe B chepe 3aKYnoK TOBAPOB, paboT,
YCAYT AAS1 OBeCcnederus roCYAQPCTBEHHbIX M MYHULIMMNOABHbBIX HYYMKA», YKA3bIBAIOT:

a ) AEKAOPCTBEHHYIO DOPMY MPENAPATA, BKAKYAS B TOM YUCAE SKBMBAAEHTHbIE
AEKAPCTBEHHbIE DOPMbI, 30 WUCKAKOYEHUEM OMUCAHUS ASKAPCTBEHHOW DOPMbl U ee
XAPAKTEPUCTUK, COASPIKALUMXCS B WHCTPYKUMSX MO MNPUMEHEHUMIO ASKAPCTBEHHbIX
O0PEenapaATOBR U YKA3bIBAKOLLMX HO KOHKPETHOrO NPOU3BOAUTEAS (HONPUMEP, ONUCAHUE
LBETA, ®OPMbI, BKYCA U AP.):

6) AO3VMPOBKY AEKAPCTBEHHOrO MNPEnapaTa C  BO3MOXXHOCTbO  MOCTOBKM
AEKAPCTBEHHOIO MPENAPATA B KPATHOM AO3MPOBKE U ABOMHOM KOAVMYECTBE
(Hanpumep, Npu 3akynke TabAeTkn ¢ A03mposkon 300 M B AOKYMEHTALMM O 3AKYMKe
ykasbieaeTcs:: 1 Tabaetka ¢ A03mpoBkor 300 Mr UAK 2 TABAETKN C A03MpoBKoM 150 M),
a TAKKE C BO3MOXHOCTbKO MOCTABKM AEKAPCTBEHHOIO MNPENAPATA B HEKPATHbIX
SKBVBOAEHTHbIX AO3MPOBKAX, MO3BOASIOLLMX AOCTUYb OAMHOKOBOIO TEPAMNEBTUYECKOrO
aPPEKTA (HANpUMEP, GAAKOHbLI 2,5 Mr, AU 3 Mr, AU 3,5 M), AOMYCKAETCSI YKA3AHNE
KOHUEHTPALMMN AEKAPCTBEHHOIO NPEenapaTa 6e3 YCTAHOBAEHUS] KPATHOCTY;

B) OCTATOYHbIN CPOK FOAHOCTU AEKAPCTBEHHOIO NPENAPATA, BbPAMEHHbBIN B € AVHULLAX
N3MEPEHUST BPEMEHN (Hampumep, "He paHee 1 sHBaps 2020 r." vAv "He MeHee 12
MECSILEB C AQTbl 3AKAKOYEHWSI KOHTPAKTA" 1 AP.).

B cooTtBeTcTBMM C N.1) 4.5 [NTocTaHoBAEHMS Ne1380 npu ONUCOHMM OBBbEKTA 3AKYMKN HE
AOMYCKAETCSl  YKA3blBATb: WHble XAPAKTEPUCTUKM AEKAPCTBEHHbLIX MPENAPATOB,
COAEPXKALLMECST B MHCTPYKUMSIX MO MNPUMEHEHUIO AEKAPCTBEHHbLIX MPENAPATOB,
YyKQ3bIBAOLLME HO KOHKPETHOIO NP OU3BOANTEASI ACKAPCTBEHHOIO Npenapara.

OAHOKO, B COOTBETCTBMM C 4.6 [MocTaHoBAeHUs1 Ne1380 onmcaHme obbeKkTa 3AKyrKu
MOXET COAEPMATb YKA3AHME HA XAPAKTEPUCTUKM, NPEAYCMOTPEHHbBIE MOAMYHKTAMM
'B" - 'M'" NyHKTAO 5 HACTOSILErO AOKYMEHTA, B CAydde, €CAU HEe KMEETCsT WHOW
BO3MOXXHOCTM OMMCATb AEKAPCTBEHHbIE MNpenapaTtbl. [lpy 3TOM AOKYMEHTALMST O

3AKYNKE AOAKHA COAEPIKATD:
) 060CHOBAHME HEOBXOAMMOCTU YKA3AHMS TAOKUX XAPAKTEPUCTUK;

6) NOKA3ATEAN, MO3BOASIOLLNE ornpeaAenmtb CoOOTBETCTBME 3AKYTNAEMbIX AeKAPCTBEHHDbIX
npPenapaToB  YCTAOHOBAEHHbIM  XAPAKTEPUCTUKAM UM MAKCUMAAbHble 1 (UAW)
MUHUMOAbHbBIE  3HOYEHUST TAKKMX MOKA3ATEeAen, a TAKXKe 3HAYEHWsT MOKA3ATeAew,
KOTOPbIE HE MOT'YT N3MEHSTbCSI.

AOKYMEHTALMS SASKTPOHHOIO AYKLMOHA coaep X UT Pasaen 3 «OnuncaHne obbekTd
3AKYMNKW», A€ 3AKA3YMKOM YCTAHOBAEHbBI CASAYIOLLME XAPAKTEPUCTUKM TOBAPA, B
YACTHOCTM:

Tpeb0oBAHWSI, YCTAHOBAEHHbBIE B OTHOLLEHMM 3AKYNAEMOro TOBOPA (MOKA3ATeAW, B EA.
COOTBETCTBUM C KOTOPBIMY BYAET YCTAOHABAVBATLCS COOTBETCTBME) V3M.

Me>kavHapoAHOE

Koa-Bo

XHRKKRKKKR



HenaTeHTOBAHHOe AeKapCTBEHHAst PopMA

HAVMMEHOBOHME, NP M AO3MPOBKA B VIHble XapaKTepPUCTVKA
em/n OKHBAMT OTCYTCTBUM TAKOrO COOTBETCTBUN C AEKOPCTBEHHOMO NpenapaTa,
HAVMEHOBOHMSI - PErMCTPALUMOHHBIM coaepyamecs B
rPYNMMPOBOYHOE VAN YAOCTOBEPEHMEM C  MHCTPRYKUMSIX MO MPUMEHEHMIO
XUMMYECKOE HOMMEHOBOHNE  Y4ETOM SKBMBOAEHTHbIX AEKAPCTBEHHOIO
VAU COCTOB AEKAPCTBEHHbBIX GOPM U npenapara****
KOMOUHUPOBAHHOIO AO3MPOBOK™™*
AEKAPCTBEHHOrO NpenapaTa™®
O6beM HOMOAHEHWSI
PACTBOP AASI negz,i/leoM ynakosku - 200
1 AQ MOMPOMUA, WHBEKUMI, 370 mr ~ MA - PENApAT AGAKEH MA 2000
JIOAQMA BBIAEASITBCS MOYKAMM Yepes
12 yacos He MeHee 93% oT
BBEAEHHOM AO3bI™******
O6beM HOMOAHEHMST
PACTBOP AASI niEiTjHom yrnakosku - 100
2 AC MOMPOMUA WHBEKUMI, 370 mr ~ MA - MPENARAT AO/KEH MA 2000
. BbIAEASTTBCS MOYKAMUK Yepes
NoACQ/MA

12 yacos He MeHee 93% oT
BBEAEHHOM AO3bI™******

TPEBOBAHWS K CPOKY FTOAHOCTU U YTTAKOBKE AEKAPCTBEHHbBIX MNMPEMNAPATOB.

en/n HavmeHoBaHVE [TokasaTeAb

1 TpeboBAHMS K CPOKY rOAHOCTU AEKAPCTBEHHbIX MPENapPaTOB OCTATOYHbIN CPOK FOAHOCTU
AEKAPCTBEHHbIX MPENAPATOB
HO MOMEHT NOCTOBKU - HE
MeHee 12 mecseB.

2  TpeboBAHMS K YNAKOBKE YNOKOBKA 1 MAPKUPOBKA

AOAXHBI COOTBETCTBOBATH

DepAePAABHOMY 30KOHY OT 12

anpeAs12010 . Ne 61-03 "O6

06paLLEHNN AEKOPCTBEHHDIX

cpeacTs”
\EKAPCTBEHHbIM MPENAPAT, BKAIOYEH B NEPEYEHD XKNZHEHHO HEOBXOAMMbIX U BOMKHEMLLIMX A€KAPCTBEHHbBIX MPENapPAToB (AQ/HET).
MoK ONNCAHNM MHOFOKOMMOHEHTHbBIX (KOMBWHUPOBAHHbBIX) AEKAPCTBEHHbBIX MPENAPATOB, NPEACTABASIOLLX COOOM KOMBUHALMIO
ANV BOAEE OKTVBHBIX BELLLECTB (TO €CTb AKTUBHbBIX BELLECTB, BXOASILLMX B COCTAB KOMOVHUPOBAHHOIO AEKAPCTBEHHOIO
YenapaTa 1 3aPErUCTPUPOBAHHBIX B COCTABE OAHOKOMMOHEHTHBIX AEKOPCTBEHHbBIX MPENAPATOB), A TAIXKE HOBOPOB
1IPEMMCTPUPOBAHHBIX AEKAPCTBEHHbBIX MPENAPATOB - AOAYKHO OblTb YKO3AHWE HA BO3MOXKHOCTb MOCTABKM O AHOKOMMOHEHTHbIX
}KOPCTBEHHbBIX NPENAapATOB;
*YKA3bIBAETCS AO3MPOBKA AEKAPCTBEHHOMO NPENAPATA C BO3MOXMHOCTBIO MOCTABKM AEKAPCTBEHHOIO MPENAPATA B KOATHOW
Y3UPOBKE 1 ABOVMIHOM KOAMHECTBE (HAMPUMEP, MPW 3AKYNKe TABAETKM C A031poBkor 300 Mr ykasbieaeTcst: 1 Tabaetka 300 Mr namn
rabaeTkm 150 Mr, a TAKKE B HEKPATHBIX SKBMBAAEHTHBIX AO3MPOBKAX, MO3BOASIOLLMX AOCTUYb O AMHOKOBOMO TEPAMNEBTUYECKOrO
pdekTa (Hanpumep, 2,5 Mr nAm 3 Mr nam 3,5 mr)
** B CAy4O€, ECAM HE VMEETCS MHOM BO3MOYXHOCTU OMUCATb AEKAPCTBEHHBIE MPENAPATHI, YKA3AHNE MHBIX XOAPAKTEPUCTUK
}KOPCTBEHHOIO NPENAPATA, COAEPXKALLMECS B UHCTRYKUMSIX MO MPUMEHEHWIO AEKOPCTBEHHbBIX MPENAPATOR, B ONMUCOHUA
YbEKTA 3AKYMKM AOAKHO COAEPXKATLCST:
YOOCHOBAHME HEOBXOANMOCTU YKA3AHMUSI TAKMX XOPAKTEPUCTUK, 30 UICKAIOYEHNEM, AEKAPCTBEHHOM GOPMbI "PACTBOP AAS
1IPY3UIA", HO OCHOBAHWM NMYHKTA B), Y. 4 MNocTaHoBAEHMS MNpasuteAbcTsa OT 15.11.2017 Ne 1380.
IOKA3ATEAM, MO3BOASIOLLME ONMPEAEAUTD COOTBETCTBME 30KYNAEMbIX AEKAPCTBEHHbBIX MPENAPATOB YCTAHOBAEHHbBIM
IPAKTEPUCTUIKAM U MOKCUMOABHbBIE 1 (UAM) MUHUMOABHBIE 3HOYEHMSI TOKMX MOKA3ATEAEN, A TAKXKE 3HAYEHKIS MTOKA3ATEAEN,
TOPbIE HE MOTYT U3MEHSITBCSI.
“** TpebyeTcs NPenapaT B YKA3AHHON AO3MPOBKE C YKA3AHHBIM OOBEMOM HAMOAHEHISI NePBNYHOM yrakoBki (200 MA)
50CHOBOHME: OTAEABHBIM  MALMEHTAM AAS NPoBeAeHNS KT UCCAEAOBAHMSI C KOHTPACTOM HEOOXOAMMO BBECTU BHYTPVBEHHO
YAIOCHO 60AbLLE 100 MA KOHTPACTA (M3 pacyeTa 1,5 MA/T K MaAcchl TeAQ). BBrAy TOro, YTO 3AMEHA GAAKOHA NPENApATA BO
YEMS UCCAE AOBOHIISI HEBO3MOMKHA, TPEBYETCS 3AKYMKA HEUOHHOMO KOHTPACTHOrO cpeAcTBa ¢ MHH - Monpomua, ¢
HUEeHTpaumen noad 370 Mr/MA BO GAAKOHOX MO 200 MA.
“*** TpebyeTcs NPenapaT B YKA3OHHON AO3MPOBKE C YKA3AHHBIM O6bEMOM HAMOAHEHMS NePBUYHON YnakoBkM (100 MA)
50CHOBOHME: AASITPOBEAEHMS KT UICCAE AOBOHMSI C KOHTPACTOM NALMEHTY HEOBXOAVMO BBECTU BHYTPVBEHHO BOAKOCHO PACTBOP
‘pacyéeTa 1,5 MA/1 Kr MacCChl TEAQ. BBrAY TOrO, HTO 3AMEHA GAAKOHA NPENAPATA BO BPEMS ICCAEAOBOHMS HEBO3MOXKHA,
ieByeTCs 3aKYMNKA HEMOHHOTO KOHTPACTHOIO cpeacTsa ¢ MHH - lonpomMua ¢ KoHULEeHTpaLmen NoAa 370 MF/MA BO GACKOHOX MO
10 MA.
% BoiBe pAeHUE MOMPOMUAQ Hepe3 NMOYKK, YKA3AHHOE B MHCTPYKLUMM MO MEAULMHCKOMY MPVMEHEHWMIO MMeeT MPUHUMMMAAbHOE
IQ4YEHME AAS: OMPEAEAEHVSI BDEMEHM MOBTOPHOIO BBEAEHMS KOHTPACTHOIO CPEACTBA B TEYEHNN OAHWX CYTOK NP BO3HUKLLEN
MHNYECKOM HEOBXOAVMOCTU, YMEHbBLLEHMUS PUCKA AEKAPCTBEHHBIX B3AMMOAENCTBUM U YMEHBLLIEHMSI PUCKA CEPAEYHO-
dCYANCTBIX OCAOXKHEHUIN

¥EEREX EAVHMLBI I3MEPEHMUS OMNPEeAEAEHB B COOTBETCTBMM C NMncbMoM MuH3apasa Poccum oT126.01.2018 Ne 18-2/10/2-438
YA EAVHULLEN N3MEePEHUs "MA" NOHUMAETCS 1 MUAAUMAUTP (MA) PACTBOPA AEKAPCTBEHHOrO NPEenapaTa B YKA3COHHON AO3MPOBKe



'0mr
YAQ/MA

CornacHo [lloctaHoBAeHWo Nel380 ot 11.11.2017 T[lpaButeAbCcTBA  POCCUNCKON
Pepepaumm  «O6 OCODBEHHOCTSX OMUCAHUSI AEKAPCTBEHHbIX MPENAPATOB  AASI
MEAMLIMHCKOrO MPUMEHEHUS, SBASIOLLIMXCS OBbEKTOM 3AKYMKU AASI FOCYAQPCTBEHHBIX M
MYHULIMMAABHBIX HY)KA», B COOTBETCTBUM C M.6) (MOAMYHKTbI «Q», «O») MOCTAHOBAEHUSI,
3aKa34mKk 0BOCHOBBIBOET M yKA3bIBAET TPEBOBAHUS K OOBEKTY 3AKYMNKU: 3AKA3YKOM
ornpeAeAeHbl MOKA3ATeMm, [Mo3BONIOLUME OMPEeAEMTb COOTBETCTBME  3AKYNAEMbIX
rnpenaparoB yCTAHOB AEHHbBIM XQPAKTEPUCTVKAM M MOKCUMAAbHbBIE U (MA) MUHMAAbHbIE
3HQUYEHMST TAKMX MOKA3ATerer, Q TAKKEe 3HAYEHWST MOKA3ATeAey, KOTopble HE MOryTt
M3BMEHSTTbCSl, COrAQCHO MHQOPMALMM, YKA3AHHOWM B MHCTRYKUMM MO MEANUMHCKOMY
NPEUMEHEHMIO 06BEKTA 3AKYKM. B QYKUMOHHOM AOKYMEHTALMM YKA3AHO:

*

AEKAPCTBEHHbIM MNPENAPAT, BKAOYEH B MEepedYeHb MKMUIBHEHHO HEOBXOAUMbBIX W BOMKHEMLLIVX
AEKAPCTBEHHbIX NPenApAToB (AQ/HET).

* %

MY ONMCAOHUM  MHOTFOKOMMOHEHTHbBIX  (KOMOUHUPOBOHHBIX) ASKAPCTBEHHbBIX MPENapaTOB,
NPEACTABASIIOLLMX COBOM KOMOUHALMIO 2 UAM BOAee QKTMBHbLIX BelecTB (TO €CTb OKTUBHbIX
BELLECTB, BXOASLMX B COCTAB KOMOUHUPOBAHHOIO  AEKAPCTBEHHOro MNpenapata WU
30PEMCTPUPOBAHHBIX B COCTABE OAHOKOMIMOHEHTHbBIX AEKOPCTBEHHBIX MPENnApPATOBR), d TAKXKE
HABOPOB 3APEMMCTPUPOBAHHBIX ASKAPCTBEHHbLIX MPENAPATOB - AOAKHO ObiTb YKO3OHWE Ha
BO3MOXKHOCTb MOCTOBKM OAHOKOMMOHEHTHbBIX ASKQPCTBEHHbBIX MPEenAPATOB.

**YKQ3bIBOETCS  AO3MPOBKA  AEKAPCTBEHHONO  MPEnapaTa  C  BO3MOMHOCTbIO  MOCTOBKU
AEKAPCTBEHHOIO MNPEnapaATa B KPATHOWM AO3MPOBKE M ABOMHOM KOAMYECTBE (Hampumep, npwu
3aKynke TabaeTkn ¢ po03mpoekor 300 Mr ykaabieaeTcs: 1 Tabaetka 300 Mr nam 2 TabaeTtkm 150 mr, a
TAKXKE B HEKPATHbIX 3KBMBAAESHTHbBIX  AO3MPOBKAX, MO3BOASIOLLMX AOCTUYb  OAMHAKOBOMO
TEPANEBTUYECKOTO 3PPeKTA (HaNnpuUmep, 2,5 Mr AM 3 Mr nAm 3,5 M.

Y B CAy4Oe, €CAM HE UVMEETCST MHOWM BO3MOXXHOCTW OMUCATb AEKOPCTBEHHbIE MNPENAPATHI,
YKA3AHME MHBIX XAPAKTEPUCTUK AEKAPCTBEHHOIO NPENnApATA, COAEPIKALLMECS B MHCTRYKUMSIX NO
NPUMEHEHMIO AEKAPCTBEHHbIX MPENAPATOBR, B ONUCAHMM OBBEKTA 3AKYMKN AOAKHO COAEPYKATLCS:

- 0OOCHOBOHME HEODXOAMMOCTM  YKA3AHUSI TAKWMX  XAPAKTEPUCTUK, 30  UCKAKOYEHMEM,
AEKAPCTBEHHOM POPMbI "PACTBOP AASI MHDY3MIN", HO OCHOBOHMW MYHKTA B), 4. 4 [TOCTOHOBAEHMS
MNoasuteabcTsa oT 156.11.2017 Ne 1380. - MOKA3ATEAM, NMO3BOASIIOLLME OMNPEAEAUTb COOTBETCTBUE
3aKYNAEMbBIX AEKAPCTBEHHbIX NPENAPATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKOAM 1 MAKCUMOABHBIE U
(MAN) MUHUMOABHBIE 3HAYEHUST TAOKKMX MOKA3ZATEAEN, A TAKXKE 3HAYEHUS MOKA3ATEAEN, KOTOPLIE HE
MOIYT M3MEHSITbCSI.

XK KX ¥

TpebyeTcs nNpenapaTr B YKA3AHHOM AO3MPOBKE C  YKA3AHHBIM OBOBEMOM HAMOAHEHWS
nepsunyHoM ynakoBkn (200 mA) OOBOCHOBAHME: OTAEABHbLIM NAaUMEHTOM AAST nposeaeHust KT
NCCAEAOBOHUSI C KOHTPACTOM HEOBXOAMMO BBECTU BHYTPUMBEHHO OOAKOCHO 6oable 100 MA
KOHTpACTA (U3 pacyeTa 1,5 MA/ 1 KIr MAOCChI TEAQ). BBMAY TOro, YTO 30MEHA GAAKOHA NPENnApATA BO
BPEMST MICCAEAOBAHKSI HEBO3MOXKHA, TPebyeTcs 3aKynKa HEMOHHOIO KOHTPACTHOrO CPEACTBA C
MHH - Nonpomua ¢ KoHUeHTpaume noaa 370 Mr/MA BO GAQKOHAX Mo 200 MA.

XK KX KX

TpebyeTcs nMpenapaT B YKA3OHHOM AO3MPOBKE C YKA3OHHBIM OBOBEMOM HAMOAHEHMS
nepenyHoOM ynakoekm (100 MA) OB0CHOBAOHKME: AN NpoBeAeHUst KT MCCAEAOBOHMSI C KOHTPACTOM
NAUMEHTY HEOBXOAMMO BBECTU BHYTPUBEHHO BOAIOCHO PACTBOP M3 pacdéta 1,5 MA/1 Kr macchl
Tend. BBmay TOro, 4to 3aMeHa DAAKOHA MNPenapara BO BPEMST MCCASAOBOHUSI HEBO3MOMHQA,
TpebyeTcs 3aKyrnKa HEVOHHOIO KOHTPACTHOrO CPeACTBA ¢ MHH - MonpoMua C© KOHUEHTpauMen
noaa 370 Mr/MA BO ®AQKOHAX Mo 100 MA.

KR KKK XN

BoieepeHVE MOMPOMMAQ 4Yepe3 MOYKM, YKA3OHHOE B WHCTPYKUMM MO MEAMUMHCKOMY



NPUMEHEHMIO UMEeEeT MPUHUMMNAABHOE 3HOYEHUE AAS: OMNPEAEAESHUSI BPEMEHW MOBTOPHOrO
BBEAEHMSI KOHTPACTHOMO CPEACTBA B TEYEHMM OAHMX CYTOK MPW BO3HUKLIEN KAMHWNYECKOM
HEOBXOAMMOCTW, YMEHBLLEHUSI PUCKA AEKAPCTBEHHbIX B3AMMOAEWCTBUM U YMEHbLLEHNST PUCKA
CEPAEYHO-COCYAUCTBIX OCAOIKHEHNIA,

FREXXEEE EAVMHULD MBMEPEHUST ONPEAEAEHBI B COOTBETCTBUM C [TMcbMOM MuH3Apaea Poccum oT
26.01.2018 Ne 18-2/10/2-438 MoaA eAVHULEN M3MEPEHUST "MA" MOHUMAETCST 1 MUAAMAUTD (MA)
PACTBOPA AEKAPCTBEHHOIO NPENAPATA B YKA3AHHOM A03MPpoBKe 370 MIr MOAQ/MA

OBOpPOT AEKAPCTBEHHBIX CPEACTB Ha Tepputopun Poccumnckon Peapepaumm
peryampyetcsa PeaepdanbHbiM 3aKoHOM OT 12.04.2010 Ne 61-03 «O6 obpalieHumn
AEKOPCTBEHHbBIX CPEACTB» (Aanee — 3aKoH 06 0BpaLLEeHNN AEKAPCTBEHHbBIX CPEACTB),
COrAQCHO M. 16 CT. 4 KOTOPOro MEeXAYHAPOAHOE HEMNATEHTOBAHHOE HAMMEHOBAHME
ASKAPCTBEHHONO CPEACTBA  3TO  HAVMEHOBAHWE  AEVCTBYIOLLEro  BeLlecTBA
dapMaALEBTMYECKON CYBCTAHUMM, PEKOMEHAOBOHHOE BCcemumpHOW OpraHmMsaumven
3APABOOXPAHeHMs (BO3).

COrAQCHO CBEAEHMSIM  TOCYAQPCTBEHHOINO peecTpa  AeKAPCTBEHHbIX CPEACTB,
BEAEHME KOTOPOro npeAycMoOTpeHo cTtatber 33 3akoHa o6 obpauweHum
AEKAPCTBEHHbIX CPEACTB, U3 3APErMCTPUPOBAHHbBIX AEKAPCTBEHHbIX cpeacTs ¢ MHH
NonpoMua  XOPAKTEPUCTUKOM, 30SIBAGHHBIM B M. 1 OMNUCAHMSI OBbEKTa  3aKYMKW,
OTBEYAIOT CACAYIOLLME AEKAPCTBEHHbBIE NPenapaThb:

13 nosicHeHWIN NPeACTABUTEAEN 3AKA3YUKA CASAYET, YTO YKA3AHHBLIE TPEOOBAHMS AAS
3AKA3YMKA  SIBASKOTCSI  CYLLECTBEHHBIMM, MOCKOAbKY YCTAHOBAMBAIOTCSI C  LEABIO
obecneyeHns: 6e30NacCHOCTM MAUMEHTOB B MPOLECCe MPOBEAEHMST UCCAEAOBOHUI.
NHoe Bpems BbiBeASHUsI ompomMmMAQ Yepes MOouKM, YKA3AHHOE B UHCTPYKLMM MO
MEAVLVMHCKOMY MPUMEHEHWNIO, VMMEET MPUHLUMMAABHOE 3HAYEHUE ANSI OMPEAEAEHUS]
BPEMEHM MOBTOPHOIO BBEAEHMSI KOHTPACTHOIO CPEACTBA B TEYEHUM OAHKX CYTOK MpW
BO3HMKLLIEN KAMHWYECKOM HEOBXOAMMOCTU; YMEHbBLUEHUSI PUCKA  AEKAPCTBEHHbIX
B3AVIMOAENCTBUM; YMEHbBLLIEHWS PUCKA CEPAEYHO-COCYAUCTLIX OCAOYKHEHUI,

TpeboraHMe 3aKA34YMKA MO BPEMEHMU BbIBEAEHUST YEPES MOYKM OYEHD BAXKHO, TAK KAK B
AVCMAOHCEPE KOMMbIOTEPHAST TOMOrPAdUS MPOBOAUTCST OCAQBAEHHBIM MAUVEHTAM, B
TOM 4YUMCAE C TSDKEAOM XUPYPIMYECKOWM TMATOAOTMEN, TSHKEABIMU  QAYTOUMMYHHbBIMM
3060AEBAHUSIMM. B CBSI3M C 3TUM, YOCTO BCTPEYAKTCS HEPPOMATUM, TOKCUYECKME
N3MEHEHWS B NEeYEHN, KAOPAVMOTOKCUYHOCTb, MBMEHEHMS PEOAOTNYECKMX CBONCTB KPOBU,
N3MEHEHMSI CTEHOK COCYAOB. ICCAEAOBOHMST KOMIMBIOTEPHOW TOMOIPADUM MPOBOASITCSI
HEOAHOKPATHO AASl YTOYHEHUST AMAHO3A M OMPEAEAEHNST AMHAOMUMKKM MPOoLEecca Ha
dOHEe NPOBOAMMOro AedeHus, B 5-10% caydyaer B AlY BO3HMKAOET HEOBXOAMMOCTb
MPOBECTM TMOBTOPHOE WCCAEAOBOHME B TEYEHME OAHUX CYTOK AASI  YTOYHEHUSI
COCYAUCTOM MATOAOIMMM, B HEKOTOPbLIX CAYYASX BO3HUKAET HEOOXOAMMOCTb MPOBECTU
MOBTOPHOE MCCAEAOBOHUE B TEYEHME OAHMX CYTOK AASI BbIOOPO ASYEOHOM TAKTUKMW.
boAblLe MNOAOBMHBI BCEX TMALUUEHTOB AETCKOrO BO3PACTA, HAMPABAsieMblx HaA KT
NCCAEAOBOHME, TMOAYHQIOT  AEKOPCTBEHHYKO  TEpAnu, YMEHbLUEHVE  PUCKA
AEKOPCTBEHHbIX B3AUMOAEWCTBUN  SIBASIETCSI OYEHb BCOMKHBIM  MPU  MPOBEAEHUN
NCCAEAOBOHUM C MPUMEHEHVEM PEHTIEHKOHTPACTHBLIX MPEnApPATOB. IOTUM BCEM
ODBOCHOBBLIBAETCS BKAKOYEHME TPEOOBAHUS O MEPVOAE BbIBEAEHMSI MPENAPATA Yepes



NoYKM B TeyeHre 12 yacos He MeHee 93% OT BREeAEHHOWM AO3bl.

PAPMAKOKNHETVKA AOBOrO AEKAPCTBEHHOIO NMPENAPATA, B TOM YUCAE MPUMEHSIEMOTO
TOABKO B  AUAFHOCTUYECKUX LEASX, HEMNOCPEACTBEHHO BAMSIET HA 6e30MACHOCTb
NPOBEAEHUST AUATHOCTUYECKOTO UCCAEAOBAHMSI OCOBEHHO Yy pebeHKka. MNpUCTaAbHOE
BHVMOHME K GAPMOKOKMHETUKE NPENAPATA CBSIBAHO C BO3MOMHOCTBIO BO3HUKHOBEHMS
HEPPOTOKCUYECKOTO 2PPEKTA BCASACTBME MPSMOrO TOKCUYHOTO BAUSIHUSI HO KASTKMU
NOYeYHbIX KAHAABLEB W PA3BUTUST ULLEMUM MOIFOBOrO BELECTBA MOYeK, MO3TOMY
OYEBUAHO, YTO PAPMAKOKMHETUKA MPEenapaTa BAMSIET HO 6€30MACHOCTb MALVEHTA,
YBEAUYEHNE BPEMEHU BbIBEASHUSI KOHTPOACTHOMO MPEenapaTd - 3TO AOMNOAHUTEABHbIN
PUCK BO3HUKHOBEHWSI KOHTPACT WHAYLMPOBAHHOM Hedponatum (KWH), nostomy B
TEXHUYECKOM 30AQHWM YKA3OH KPAWHE BOXKHBIM MAPAMETP C  TOUYKM  3peHUs
6e30MaCHOCTM NALMEHTA ASTCKOrO BO3PACTA.

B rocyAOpCTBEHHOM peecTpe AEKAPCTBEHHbIX CPEACTB 3APEMMCTPUPOBAHO MSITb
TOProBbX HOAMMEHOBAHUM ASKAPCTBEHHbIX MpenapaTtoB ¢ MHH  «onpomunay:
Nonpomua-TA (OO0 «TexHoAOTr S AekapcTe», Poccus), Monpomua-Brapsmct (OO0
«AABUAC», Kopes), Nompomua TP (OO0 «MOCDOAPM», Poccus)), Monpommna (OO0
«Avkopac Ikcrnovm», UHaMS) n YabTpasmucT® (Barep Papma AlT, F'epMaHus).

BblLLeyKa3aHHbIM TPEOOBAHNSIM TEXHUYECKOrO 30ACHUSI COOTBETCTBYET KAK MUHUMYM
ABO  TOPrOBbIX HAMMEHOBAHWMSI ASKAPCTBEHHBIX MpenapaTtos ¢ MHH «/onpommay:
Nompomma-TA (OO0  «TexHoAOrMSI  AeKkapcTB», Poccus)), Wompomma TP (OO0
«MOCOAPM», Poccus), YabTpaBUCT® (banep Gapma AT, FepManHms).

HO OCHOBAHWMM BBILLEU3AOMKEHHOIO, C Y4ETOM HAAMYUSI B TOCYAQPCTBEHHOM peecTpe
ASKOPCTBEHHbIX  CPEeACTB  ASKOPCTBEHHOrO  CPEACTBA C  MEXAYHOPOAHbBIM
HEMATEHTOBAHHBIM HOVMMEHOBAHVEM ONPOMMA AHAAOTUHHBIX ASKAPCTBEHHBIX CPEACTB,
onMcaHne oBbeKTA 3AKYMKM HE MPOTUBOPEYUT MOAOYKEHUSIM 3AKOHA O KOHTPAKTHOMN
cucteme.

CornacHo noctaHoeAeHus MNpaeutenbcTea PO ot 30.11.2015 Ne 1289 «O6 orpaHmn4eHmsIx
N YCAOBUSIX AOMYCKAO, MPOUCXOASLUMX N3 UHOCTPAHHbBIX FOCYAQPCTE AEKAPCTBEHHbBIX
NPEnApPATOB, BKAKOYEHHbIX B MNepevyeHb MXUBHEHHO HEOBXOAMMBIX U BAMKHEWLLIMX
AEKAPCTBEHHbBIX MPENAPATOB, AASI LEAEN OCYLLECTBAEHMSI 30KYMOK AAsT obecneveHus
FOCYAQPCTBEHHbBIX M MYHULMWMOABHBIX HYXA» AEKAPCTBEHHbIM npenapat ¢ MHH
«AonpoMmna»  BKAIOYEH B XKMBHEHHO HEOBXOAMMBIX U BCXKHEMLMX AEKAPCTBEHHbBIX

npenapaTos (pacrnopsihkeHne MNpaButeAbcTBA Poccuickon Peapepaumm ot 23 oktabps 2017 T.
Ne 2323-p).

Takum obpasom, TpeboBAHKS, YCTAOHOBAEHHbBIE 3aKA34MKOM B Pasaene 3 «OnuncaHme
0BbeKTa 3aKYMNKK» HE NPOTVBOPEYAT NOAOXKEHNSTIM 3AKOHA O KOHTPAKTHOM CUCTEME.

Komumccus, pykoBoacTBysicb 4.1, 4.4 cT.105 1 HO OCHOBOHWMM 4.15 CT.99, 4.8 cT.106
PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM cUCTeEME B chepe
30KYMNOK TOBAPOB, PABOT, YCAYr A1 OBecneqeHms FoCyAQPCTBEHHbBIX M MYyHULMMAAbHbBIX
HY>KAY,



PELLNAA:

1. MpwusHaTtb >kanoby OOO «TA «BUAA» HEOBOCHOBAHHOW,
2. OTMEHUTb  MPUOCTOHOBAEHME  OMPEAEAEHME  MOCTABLLUMKA (noapsAYMKA,
NCNOAHUTEAST) B 4yacTun NOAMUCAOHWUS KOHTPAKTA (n3peLleHne Ne

0318200077019000011).

HacTosuee PelleHne MoxeT 6biTb 06X<AOAOBOHO B Cy,A.eGHOM nopsiaAKe B TeveHne Tpex
MecsueB C AATbl ero nprHSITUSI,



