PELLEHNE
no aeAy Ne 224/2019-KC o HapyLueHn

30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Chepe 3aKYNOK TOBAPOB, pO6OT, YCAYTr
AN obecnedeHus roCyAdp CTBEeHHbIX 1 MYHULMAAbHbBIX HY>KA,

14 perpans 2019 roaa r. KpacHoaap

Kommccus YNpaBAEHMSI PeapepanbHOM AHTUMOHOMOABHOW CAY>KObl no
KpacHOAQPCKOMY KPAK MO KOHTPOAKD B COEpPE 3AKYNOK TOBAPOB, PABOT, YCAYT AAS
obecnevyeHms roCyAQPCTBEHHBIX 1 MYHULIUMAAbHbBIX HYYKA,

paccmoTpe »anoby OOO «TA «BUAA» (panee — 3asBUTEAb) HO aAencTBus TBY3
«OHKoNOTMYeCKMA ancnaHcep Ne2» MO KpaCHOAQPCKOro Kpasi Npuv NpOBEAEHNU
SAEKTPOHHOMO AYKLUMOHA: «[TOCTABKA ASKAPCTBEHHbIX npenapaTtos (MHH Monpomua)»
(n3eelleHme Ne0318200077019000009) B 4acTn HapyLleHus PeaepaAbHOro 30KOHA OT
05.04.2013 Ne 44-®O3 «O KOHTPAKTHOWM CUCTEME B ChEPE 3AKYNOK TOBAPOB, PABOT, YCAYT
AN oBecneyeHns FOCYAQPCTBEHHBIX W MYHULMNAAbHBIX HYyXKA» (AaAee 3AKOH O
KOHTPAKTHOM CUCTEME),

YCTAHOBUAA:

B YnpaeaeHne PepepaAbHOM AHTUMOHOMOABHOM CAYYKObI MO KpACHOAQRCKOMY KPQO
MOCTYMUAQ YKOAODA 3ASBUTEAST O HAPYLUEHUM 3AKA3YMKOM 3AKOHA O KOHTPAKTHOM
cucteme.

3asBUTEAL YKA3BIBAET, YTO AOKYMEHTAUMSI SAEKTPOHHOIO AyKUMOHA COCTABAEHA C
HAPYLWEHVSIMM 3AKOHA O KOHTPAKTHOM cUCTeEME. 3AKA3YMKOM B TEXHWYECKOW YACTU
QYKUMOHHOW AOKYMEHTALMM HEODBOCHOBOHHO YCTOHOBAEHO TPEOOBAHME K MNEPUOAY
BbIBEASHUSI ASKAPCTBEHHOrO npenaparta (MHH Monpomua).

3AKA34YMKOM MEeACTABAEHblI M3BELLEHME O MpoBeASHUN 3SASKTPOHHOIo AaAyKuMOHQ,
AOKYMEeHTALU WS 06 OAEKTPOHHOM AyKUMOHE, 3As5IBKN YHAOCTHMKOB 3AKYTMKW, MMCbMEHHbIE
MOSICHEHMS Mo CylleCTBy YKOAOBbI, C AOBOACMM KOTOPOM NPEACTABUTEAD 3aKa34YMKa
HEe COIrAAdCUACSI.

PaccmMoTpeB MPeACTAOBAEHHbIE MATEPUAAb, KoMUCCUST MPUWAQ K CASAYIOLLNM
BbIBOAQM.

3akazyrkomMm - [BY3 «OHkonormyeckumn amcriaHcep Ne2» MO KpQCHOAQPCKOro Kpasi
MPOBOAUVACST DAEKTPOHHBIM AYKLUMOH: «[10CTABKA AEKAPCTBEHHbLIX npenapaTtos (MHH
Nonpomma)» (MsselleHmne Ne0318200077019000009).



HayaAbHAS (MOKCUMOABHAST) LeHA KOHTPAKTA — 496 420,00 py6.

CoraacHo 4.3 cT.7 30KOHA O KOHTPAKTHOW CUCTEME MHMOPMALMS, MPEAYCMOTPEHHAS
HacToSWMM DPeAepPAAbHBIM 30KOHOM U PA3MELLEHHAS B €AMHON MHOOPMALVOHHOM
cucTeme, AOAKHA BbiTb MOAHOM U AOCTOBEPHOW.

CornacHo n.1) 4.1 cT.64 3AKOHA O KOHTPAKTHOM CUCTEME AOKYMeHTauums, o6
9AEKTPOHHOM QYKUMOHE HApsAY C MHOOPMAUMEN, YKA3AHHOWM B M3BELLEHUM O
MPOBEAEHUM TAKONO QYKUMOHA, AONKHA COAEPXATb CASAYIOLWYIO MHOOPMAUMIO:
HOMMEHOBAHME 1 ONUCAHKE OBBEKTA 3AKYMKM 1 YCAOBKSI KOHTPAKTA B COOTBETCTBUM
c octatben 33 HacTtosuwero PepepAAbHOro 3AKOHA, B TOM 4ncAe OBOCHOBAHME
HAYAAbHON (MAOKCUMOABHOW) LLEHbl KOHTPAKTA.

CornacHo m.2) 4.1 cT.64 30KOHO O KOHTPAKTHOM CUCTEME AOKYMeHTauus o6
SAEKTPOHHOM QYKUMOHE HApsAY C MHOOPMAUMEN, YKA3AHHOWM B M3BELLEHUM O
MPOBEAEHUM TAKONO QYKUMOHA, AONKHA COAEPXATb CASAYIOWYIO MHOOPMAUMIO:
TPEBOBAHUST K COAEPXKAHUIO, COCTABY 3ASIBKM HA Yy4ACTME B TAKOM QYKUMOHE B
COOTBETCTBMM C YyaCTaMn 3 -6 CcTaTb 66 HacTosiwero PepAepAAbHOrO 3AKOHA WU
MHCTPYKUMST MO €€ 3AMOAHEeHMo. [lpn 9TOM He AOMyCKAEeTCsl YCTAHOBAEHME
TPpeboBAHUN, BAEKYLLUMX 30 COBOW OrpAHUMYEHME KOAMYECTBA YYOCTHUKOB TAKOrO
AYKLMOHA NAM OFrPAHUNYEHME AOCTYMA K YHACTUIO B TOKOM QYKUMOHE,

CoranacHo n.2) 4.3 cr.66 3aKOHA O KOHTPAKTHOM CUCTEME MNEepBAst YHOCTb 3ASIBKM HO
YYACTME B DAEKTPOHHOM QYKLUMOHE AOMKHA COAEPXATb YKA3OHHYIO B OAHOM U3
CAEAYIOLVX MOAMYHKTOB MHPOPMALMIO: MPW OCYLLECTBAEHUM 3AKYMNKM TOBAPA WAM
3AKYMKM PABOTHI, YCAYTU, AAS BBIMTOAHEHIS, OKA3AHKSI KOTOPbIX MCMOAB3YETCS TOBAP:

a) HAUMEHOBAHME CTPAHbI MPOUCXOXKAEHMST TOBAPA (B CAy4Oe YCTOHOBAEHMS
3AKA34YMKOM B U3BELLEHVN O MPOBEAEHUN SAEKTPOHHOIO AYKLUMOHA, AOKYMEHTAUUM 06
OAEKTPOHHOM QAYKUMOHE YCAOBUW, 3AMNPETOB, OrPAHUMYEHU AOMYyCKA TOBAPOB,
MPOUNCXOASILLIMX M3 MHOCTPAHHOIO rOCYAQPCTBA MAM MOYMMNbl MHOCTPAHHBLIX FOCYAQPCTB,
B COOTBETCTBUM CO CTAThbeN 14 HacTosiero PeAepaAbHOro 3aKOHA);

6) KOHKPETHBIE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLLME 3HAYEHUSIM, YCTAHOBAEHHBIM B
AOKYMEHTALUMM OB SAEKTPOHHOM QYKUMOHE, M YKA3OHME HO TOBAPHbLIM 3HAK (Mpun
HOAVMYMM). HDOPMALMS, NMPEAYCMOTPEHHAST HOCTOSILLMM MOAMYHKTOM, BKAKOYAETCS B
305BKY HO Y4ACTUE B SAEKTPOHHOM AYKLMOHE B CAyYOEe OTCYTCTBUSI B AOKYMEHTAL MM
06 SAEKTPOHHOM AYKLMOHE YKA3AHUSI HO TOBAPHbLIM 3HOK UAM B CAydAE, ECAV YYOCTHUIK
3AKYMKN NPEeAAAraeT TOBAP, KOTOPbIM OBO3HAYEH TOBAPHLIM 3HAKOM, OTAMYHBIM OT
TOBQPHOrO 3HAKA, YKA3AHHOIO B AOKYMEHTALMM 06 SASKTPOHHOM AYKLVOHE.

CoranacHo n.1), n.2) 4.1 c1.33 3aKOHO O KOHTPAOKTHOWM cUCTeMe 3aKA34YMK Mnpun
OMUCOHUN B AOKYMEHTALMM O 3AKYMNKe OBbeKTA 3AKYMKN AONKEH PYKOBOACTBOBATHCS
CAEAYIOLLVMU MPABUACMMU:

1) B ONMUCAHUMN OBBLEKTA 3AKYMKMU YKA3BIBOKOTCS OYHKLVOHOABHBIE, TEXHUYECKUE W
KOYECTBEHHbIE XAPAKTEPUCTUKMN, DKCMAYATALMOHHBIE XAPAKTEPUCTVKM OBbEKTA
3AKyNKY (NpY HEOBXOAUMOCTW). B onncaHme oObekTa 3AKyNKn HE AOAYKHbI BKAKOUYOTHCS
TPEeOBOBAHUST AW YKABAHKST B OTHOLLIEHUM TOBAPHbLIX 3HAKOB, 3HAKOB OOCAYXKVBAHMS,
PUPMEHHBIX HOMMEHOBAHWIA, MATEHTOB, MOAE3HbBIX MOAEAEN, MPOMBILLAEHHBIX OBPA3L 0B,
HOVMEHOBAHME CTPAHbI  MPOUCXOMAEHUST  TOBAPA, TPEOOBAHMSI K TOBAPAM,



MHOOPMAUMKM, PABOTAM, YCAYrOM NpU YCAOBUM, YTO TAKME TPEBOBAHMS MAK YKA3IAHWMSI
BAEKYT 30 CODBOM OrpaHMYEHNE KOAMYECTBA YYACTHUMKOB 3AKYMNKW. AOMYyCKAETCS
MCMOAb30OBOHME B OMUCAHUM OBBbEKTA 3AKYMKM YKA3AHWSI HO TOBAPHBIA 3HAK MpKU
YCAOBUM COMPOBOXXAEHMSI TAKOTO YKA3AHUST CAOBOMU "MAM 3KBUBOAEHT' AMBO npw
YCAOBUN HECOBMECTVMOCTU TOBAPOB, HA KOTOPbLIX PA3MELLAOTCS APYrMe TOBAPHbIE
3HAKU, N HEOBXOAMMOCTM obecneyeHmst B3IAMOAENCTBKSI TAKUX TOBAPOB C TOBAPAMM,
NCMOAb3YEMbIMM  3AKA3YMKOM, AMBO MPWM YCAOBUM 3AKYMNOK 3AMNACHbIX 4YACTEW M
PACXOAHBIX MOTEPUAAOBR K MALLUMHAM 1 O60PYAOBAHMIO, MCMOAB3YEMbBIM 3AKA34YMKOM, B
COOTBETCTBMM C  TEXHWYECKOM AOKYMEHTAUMENM HA  YKA3AHHble MAWWHb W
obopyAOBAHME;

2) WCMNOAb3OBOHME MPU COCTOBAEHUM OMUCAHUST OBbEKTA 3AKYMKM MOKA3ATEAEN,
TpeboBAHUN, YCAOBHBIX ODO3HAYEHUA U TEPMVHOAOTMM, KACOIOLLUMXCS TEXHUYECKUX
XAPOKTEPUCTUK,  DYHKUMOHOABHBIX  XAPOKTEPUCTUK  (MOTPEBUTEABCKMX  CBOWCTB)
TOBAPA, PABOTHI, YCAYTM M KOYECTBEHHbBIX XAPAKTEPUCTUK OOBEKTA 3AKYMKM, KOTOPbIE
NPEAYCMOTPEHDI TEXHUYECKVMN PEFAAMEHTAMW, TMPUHSITBIMA B COOTBETCTBUM C
30KOHOAQTEABCTBOM Poccumckon Peapepaumt O TEXHUYECKOM  PENyAUPOBAHUM,
AOKYMEHTOMM, PA3PAOATHBAEMBIMA N MPOUMEHSIEMBIMA B HALMOHAABHOW CUCTEME
CTOHAQPTU3AUMM, MPUHSITBIMA B COOTBETCTBMM C 3AKOHOAOTEABCTBOM POCCUINCKOW
Pepepaunt O CTAHAOPTM3AUMM, UHbIX TPEBOBAHMI, CBSI3AHHBIX C OMNPEeAEAEHUEM
COOTBETCTBMSI MOCTABASIEMOrO TOBAPA, BbIMOAHSIEMOM PABOTHI, OKA3bIBAEMOW YCAYTMA
NOTPEBHOCTSIM 30KA34YMKA. ECAM 3QKA3YMKOM MPU COCTOBAEHUM OMUCAHKMST OBbEKTA
30KYMKU HE MCMOABb3YIOTCSI YCTOHOBAEHHbIE B COOTBETCTBUMM C 3AKOHOAQTEABCTBOM
Poccumckom QPeapepaumm O TEXHUYECKOM PENYAUPOBAHUM, 3AKOHOAQTEABCTBOM
Poccumckom Peapepaumm O CTAHAOPTM3ALUMM MOKA3ATEAU, TPEOOBAHUS, YCAOBHbIE
0B03HAYEHUST U TEPMUHOAOTMS, B AOKYMEHTALMM O 3AKYMKE AOAKHO COAEPIKATHCS
OBOCHOBAHME HEOBXOAMMOCTU UCMOAb3OBAHUST APYIMX MoKa3aTenen, TpeboBaHUM,
YCAOBHbIX OB03HAYEHNN 1 TEPMUHOAOT I,

B cootBetctBMM C N.6) 4.1 CcT.33 3AKOHA O KOHTPAKTHOW CUCTEME AOKYMEHTALMST O
3AKYNKE AOMKHOA COAEPXATb YKA3AHME HA MEeXAYHAPOAHbIE HENATEeHTOBAHHbIE
HAVMEHOBAHWST A€KAPCTBEHHbBIX CPEACTB VAW MPU OTCYTCTBUM TAKMX HOMMEHOBOHWM
XUMUYECKME, TPYMMUPOBOYHBIE HAVMMEHOBAHUSI, €CAM OBBbEKTOM 3AKYMKU SBASIKOTCS
AEKAPCTBEHHbIE CPEACTBA. 3AKA3YMK MPU OCYLLECTBAEHUN 3AKYMKN AEKAPCTBEHHDIX
CPEACTB, BXOASILMX B MNepeyeHb AEKAPCTBEHHbIX CPEACTB, 3AKYNKA KOTOPbIX
OCYLLECTBASIETCSI B COOTBETCTBUMM C UX TOProBbIMM HOMMEHOBAHUSIMM, A TAKXKE MpU
OCYLLUECTBASHUMN 3AKYMKN AEKAPCTBEHHbIX MPENAPATOBR B COOTBETCTBUM C MYyHKTOM 7
4acTu 2 cTaTtbk 83, NyHKTOM 3 YacTh 2 ctaTbmh 83.1 HacTosILero PeAepAAbHOro 3aKOHA
BNPABE YKA3bBATb TOProBble HAVMEHOBAHUSI 3TUX AEKAPCTBEHHbIX CPEACTB.
YKQ3AHHbIM MepedeHb U MOPSIAOK €ro OPMUPOBAHKS YTBEPIKAQIOTCS [1PABUTEABCTBOM
Poccumckom  ®eapepaumt. B cAydae, ecAm  OBbEKTOM  3AKYMKM  SIBASKOTCS
AEKAPCTBEHHble CPEeACTBA, MPEAMETOM OAHOIO KOHTPAKTA (OAHOMO AOTA) HE MOryT
ObITb AEKAPCTBEHHbBIE CPEACTBA C PABAMYHBIMMN MEXKAYHAPOAHBIMN HEMATEHTOBAHHBIMM
HAVMEHOBAHUSIMU WA MPW  OTCYTCTBMM  TAKMX HOUMEHOBOHWMA C  XUMWUYECKUMMU,
rPYNMMPOBOYHBIMA HOVMMEHOBOHUSIMX MPW YCAOBUM, YTO HAYAAbHAST (MAKCUMMOABHAST)
UeHa KOHTPAKTA (UEeHd AOTA) MNPEBLbILAET NPEAEAbHOE 3HAYeHWe, YCTAHOBAEHHOE
MpasutenbcTeoM Poccumckon Peapepaumm, A TAKKE AEKAPCTBEHHbIE CPEACTBA C
MEMAYHOPOAHBIMA  HEMATEHTOBAHHBIMY  HAVMEHOBOHUSIMM  (MPW  OTCYTCTBUM  TAKUX
HAOVMEHOBAHUA C XUMWUYECKMMW, TPYNMUPOBOYHBIMA HAVMEHOBOHUSIM) U TOPIOBbIMU



HAVMEHOBAHUSIMU.  [IOAOXKEHUSI  HACTOSILLEro  MyHKTA  He  MPUMEHSIOTCST  Mmpw
ornpeAeAeHM MOCTABLUMKA ASKAPCTBEHHbIX MPEenapaTOoB, C KOTOPbLIM 30KAKYAETCS
FTOCYAQPCTBEHHbBII  KOHTPOKT B COOTBETCTBMM CO ctaTtben 111.4 HacTosuwero
PeAePAABHOroO 3aKOHQA.

N3 nosICHEHUN, MPEACTABAEHHbIX 3AKA3YMKOM CAEAYET, 4YTO NPU GOPMUPOBAHUM
TEXHMYECKOro 30AQHUS M OMUCAHUM OBBbEKTA 3AKYMKM 3AKA3YMK PYKOBOACTBOBAACS
30KOHOAQTEABCTBOM Poccumckon Pepepaumm O KOHTPOKTHOWM CUCTEME B Cchepe
3AKYMOK TOBAPOB, PABOT, YCAYT AN OBecneyeHmst roCyAQPRCTBEHHBIX 1 MyHULIMMAABHbIX
HY>XAQ M OCHOBBIBOA TPEOOBAHMST K OBBEKTY 3AKYMKN, UCXOAST U3 MPODUAST U LLEAEW
CBOEN AESITEABHOCTMW.

B cootBeTcTBUM C .2 cT.4 PepepanbHOro 3akoHa ot 21 HosBps 2011 roaa Ne 323-03
«O6 OCHOBAOX OXPAHbI 3A0POBbLS TPAYKACH B Poccuickon Peaepaumm» (Aanee - 3aKOH
Ne» 323-03) YCTOHOBAEHO, YTO OAHWUM K3 OCHOBHbIX MPWHUMMOB OXPOHbI 3A0POBbSI
SIBASIETCSI MPUOPUTET MHTEPECOB MNAUMEHTA MPU OKA3AHUM MEAMULMHCKOW MOMOLLM, Y.2
CT.93 3akoHa Ne 323-O3 npeaAyCMOTPEHA OTBETCTBEHHOCTb MEAMUMHCKMX PABOTHMKOB
B COOTBETCTBUM C 3AKOHOAQTEALCTBOM Poccuickomn Qeaepaumm 3a HAPYLLUEHWE NMPAB
B COepe OXPaHbl 3A0POBbLSI, MPUHMHEHME BPEAQ >XXU3HW U (UAM) 3AO0POBLIO MPW
OKQA3AHUM MPAXKAAHAM MEAVLIMHCKOM MOMOLLA.

Y4nTbiBAS, YTO AEKAPCTBEHHBIE MPEMNAPATHl OKA3LIBAKOT HEMOCPEACTBEHHOE BAUSIHVE
HO 3AO0POBbE U KM3Hb YEAOBEKA, MPU YCTOHOBAEHUM KOHKPETHbIX TPeboBaHUIA K
NPeAMETY 3aKYMOK HA MOCTABKY AEKAPCTBEHHbBIX CPEACTB, MABHBIM MPU AVArHOCTVIKE
NALVEHTOB SBASIETCSI AOCTMDKEHME HOAUAYYLIEro TepdaneBTUYEeCKOro a0deKkTa W
MOKCVMOABHOE UCKAIOYEHWE AOOBIX, HEXKEAQTEABHBIX PECKLN.

C UEeAblO UCKAOYEHMSI OMACHOCTU AAST KU3HW M 3A0POBbSI MALUMEHTA, BPAY Mpu
NPUMEHEHUM AEKOPCTBEHHbIX MPENAPATOB, PYKOBOACTBYETCSI WHCTPYKUMEN MO
MEANLIMHCKOMY MPUMEHEHWIO, B KOTOPOW OTPAMKEHB OCOBEHHOCTU NP EenapaTd.

B cootBetctBMM Cc  OTpacaAesbiM, cTaHapaaptom  OCT  91500.05.0002-2001
«fOCYAQPCTBEHHbBIN ~ MHOOPMAUMOHHBIM ~ CTOHAQPT  AEKAPCTBEHHOIO  CPEACTBA.
OCHOBHblE MOAOXEHMSI» (YTB. MPUKA30OM MuHsapaea PO ot 26 mapTta 2001 r. Ne 88) -
VHCTPYKUMST MO TMPUMEHEHMIO  A€KAPCTBEHHOrO Npenapata  AAsl  CNeunaAnMcToB
SIBASIETCSI OPUUMNAABHBIM AOKYMEHTOM, COAEPKALLYM HEOBXOAMMYIO M AOCTATOYHYIO
VHOOPMALMIO AAS EM0 DOPEKTUBHOIO 1M 6E30MACHOr0 MEAMNLIMHCKOrO NPYMEHEHMS.

VHCTPYKUMST MO  MPUMEHEeHUIO NpenapaT MPeACTOBASET Ccobor  OPULMAAbHOE
OMUCOHME  XUMMYECKUX,  DAPMOLEBTUHECKUX,  DAPMAKOAOTUYECKUX  CBOWNCTB
ASKAPCTBEHHOro NPEenapaTa, CBEASHUN O ero KAVHUYECKOM MPUMEHEHUM, NMOKA3AHUIA
K WCCAEAOBOHUMIO, AO3MPOBKE, CNOCOBAX BBEAESHUS, MEPAX MPEAOCTOPOMHOCTSIX U
BO3MOXKHbBIX MOBOOYHBIX PEAKLUSIX 1 SIBASIETCSI OCHOBOMOAQIQIOLIVM AOKYMEHTOM AAS
MEAULMHCKOro paboTHUKA.

MNocTtaHoAeHVeM MpasuteabcTBa PO Ne1380 o1 15 HosiBps 20171, «O6 ocobeHHOCTSIX
OMUCAHMS AEKAPCTBEHHbBIX MPENAPATOB AAS MEANLIMHCKOIrO MPVIMEHEHMS, SIBASHOLLMXCS]
OOBbEKTOM 3AKYMKN AN OBecrnedyeHns roOCYAQPCTBEHHbBIX U MYHULMMOABHBIX HYYKA»
(ranee - TlloctaHoBAeHMe Nel380) YCTOHABAMBAKOTCSI OCOBEHHOCTM  OMUCAHMS
AEKAPCTBEHHbIX NPENAPATOB AAST MEANLIMHCKOrO MPOUMEHEHUS, SIBASIKOLLIMXCS OObEKTOM



3AKYMKN AN OBecneydyeHus TOCYAQPCTBEHHbIX W MYHULMMNAABHBIX HYXKA (AQAee -
ASKOPCTBEHHbIE MPEenapaTbl), B  AOKYMEHTALMM O  3AKYNKe ASKAPCTBEHHbIX
NPenapaToB MPW OCYLUECTBASHUM TAKUX 30KYNOK (AGQAEEe COOTBETCTBEHHO -
AOKYMEHTALMS O 3AKYMNKe, 3aKYNKA).

CornacHo 4.2 [lloctaHoeAeHust 1380 npu OnMCAHMM B AOKYMEHTAUMM O 3AKynKke
3AKA3YMKM MOMMMO CBEAEHUN, MNPEAYCMOTPEHHbBIX MyHKTOM 6 yacTtu 1 cTtatbm 33
PeAepANbHOro 3aKoHA «O KOHTPAKTHOW CUCTEME B chepe 3aKYNOK TOBAPOB, pAbOT,
YCAYT AAST OBecneyeHms roCy AP CTBEHHBIX U MYHULIMMAAbBHBIX HY KA, YKA3bIBAKOT:

a )/\eI(CIDCTBeHHVPO OOpMY  MpenapaTd, BKAKYAS B TOM YUCAE SBKBUMBOAEHTHbIE
ASKAPCTBEHHbIE DOPMbI, 30 UCKAKOYEHUEM OMUCAHUS ASKAPCTBEHHOM GOPMbl U ee
XAPAKTEPUCTUK, COAECPIKALLUNXCY B MHCTPYKUKMGX MO MNMpMMeHeHUO AeKAPCTBEHHDbIX
NPenapPaATOB 1 YKA3BbIBAOLIMX HO KOHKPETHOrO NPOU3BOAUTEAS (HAOMPKUMED, ONUCAHUE
upeTda, GOPMbl, BKYCA 1 AP.);

6) AO3VPOBKY AEKAPCTBEHHOro MNpPenapata C  BO3MOXHOCTbIO  MOCTOBRKM
AEKOPCTBEHHOIO MPEnAPATA B KPATHOWM AO3MPOBKE U  ABOMHOM KOAMYECTBE
(HanmpumMep, Npu 3akynke TabAeTkn ¢ A03MpoBKkor 300 Mr B AOKYMEHTALMM O 3AKYMKe
ykasbBaeTcs:: 1 TabaeTtka ¢ A03mpoekor 300 Mr nAM 2 TOBAETKM C A03MPOoBKoM 150 M),
a TAKXKE C BO3MOXHOCTbIO MOCTABKU AEKAPCTBEHHOIO MPENAPATA B HEKPATHbIX
SKBMBAAEHTHbBIX AO3MPOBKAX, MO3BOASIKOLLMX AOCTUYb OAMHAKOBOIO TEPANEBTUYECKOrO
aPPEKTA (HaNpUMeEpP, PAAKOHbI 2,5 Mr, AU 3 Mr, AU 3,5 Mr), AOMNYCKAETCS YKA3AHNE
KOHLEHTPAUMM AEKAPCTBEHHOIO NpenapaTa 6e3 yCTAHOBAEHUST KPDATHOCTY;

B) OCTATOYHbBIN CPOK FOAHOCTU A€KAPCTBEHHOIO MPENAPATA, BbIPAMEHHbLIV B € AVHULLOX
N3MEPEHUST BpeMeHn (Hampumep, 'He paHee 1 gHBapst 2020 r." nAm 'He mMeHee 12
MeCsILEB C AATbl 3AKAIOYEHMSI KOHTPAKTA" 1 AP.).

B cooteeTcTBUM C M.M) 4.5 NocTaHoAeHUs1 Ne1380 npu onncaHmm obbekTa 3aKYMnKn HEe
AOMYCKAETCS  YKA3bIBATb: WHblE XAPAKTEPUCTUKM AEKAPCTBEHHbBIX MNPEnapAaToB,
COAEPXKALMECS B UHCTPYKUMSIX MO MNPUMEHEHUIO AEKAPCTBEHHbBIX MPENAPATOB,
YKQ3bIBAKOLLME HA KOHKPETHOIrO NPOU3IBOAUTEASI ACKAPCTBEHHOIO NPEnApPATaA.

OAHAKO, B cOoOTBETCTBMM C 4.6 [MocTaHoBAeHMsT Ne1380 onmncaHme obbekTa 3aKynkn
MOXKET COAEPMKATb YKA3AHME HA XAPAKTEPUCTUKU, MPEAYCMOTPEHHbBIE MOAMYHKTAMM
‘B" - 'M' NYHKTA & HACTOSILLErO AOKYMEHTA, B CAydde, €CAUM HEe UMEETCsl WMHOW
BO3MOXXHOCTM OMMCATb AEKAPCTBEHHbIE MpPenapaThl. [lpn 3TOM AOKYMEHTAUMST O

3AKYMNKE AOAKHA COAEPIKATD:
a) 060CHOBAHME HEOBXOAMMOCTU YKABAHMS TAOKUX XAPAKTEPUCTUIK;

6) NOKA3ATEAN, MO3BOASIOLLME OMNPEASAUTD COOTBETCTBME 3AKYNAEMbIX ASKAPCTBEHHbIX
NPenapaToB  YCTOHOBAEHHbIM  XOPAKTEPUCTUKAM U MAKCUMOAbHbIE U1 (MAK)
MUHUMOAbBHbBIE  3HOYEHWST TAKUX MOKA3ATEAEN, A TAKXKE 3HAYEHMsT MOKA3IATEAEN,
KOTOPbIE HE MOIYT N3MEHSITLCSI.

AOKYMEHTALMS SAEKTPOHHOIO AYKLMOHA CoAep XUT Pasaen 3 «OnucaHne obbekTa
3AKYMKK», A€ 30KA34YMKOM YCTAHOBAEHbLI CAEAYIOLIME XOAPAKTEPUCTUKM TOBAPA, B
YACTHOCTW:

Tpeb0oBaHMs], yCTAHOBASHHbIE B OTHOLLEHWM 3AKKyNIAeMOoro ToBAPA (MoKkasaTteAn, B EA. KAA_RA
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COOTBETCTBMM C KOTOPbIMI 6YAeT YCTOHOBAMBATBLCSI COOTBETCTBUE) M3mM

Me>kayHapoAHOE
HEMNATEHTOBOHHOE AeKaApCTBEHHAs dopMa  MHble XapAKTEPUCTUKA
HAVMMEHOBAHME, NP M AO3MPOBKA B AEKAPCTBEHHOMO
om/n OKHBAMT OTCYTCTBUM TAKOIO COOTBETCTBUM C npenapara,
HAMMEHOBAHWSI - PErMCTPALMOHHbBIM coaepyKalmecs B
rPYNMMPOBOYHOE MAN YAOCTOBEPEHNEM C WMHCTPYKUMSIX MO
XUMNYECKOE HOMMEHOBAHME  Y4ETOM SKBMBOAEHTHbIX MPUMEHEHMIO
WAM COCTOB AEKAPCTBEHHBIX GOPM U AEKAPCTBEHHOMO
KOMOBWVHUPOBOHHOIO AO3VPOBOK*™* npenapata™***
AEKAPCTBEHHOIO NpenapaTa™®
O6beEM HAMOAHEHWSI
PACTBOP AAS He*p*?TjHOﬂ ynakosku - 200
1 A MOMPOMUA, WHBEKUMRA, 370 mr WA - MPENARAT AG/VKEH MA 16000
OAQ/MA BBIASASTBC S MOYKAMY YePE3
12 yacos He MeHee 93% oT
BBEAESHHOM AO3bI*******
O6beM HAMOAHEHMS]
PACTBOP AAG ”%EiTjHom ynakoekum - 100
2 AC MOMPOMUA VHBEKUWA, 370mr  MA - MPENARAT AO/VKEH MA 2000

_ BBIASASTTBCSI MOUYKOMU Hepe3
MoAQ/MA

12 yacos He meHee 93% OoT
BBEAEHHOWM AO3bI™******

TPEBOBAHWS K CPOKY FTOAHOCTIU U YTTAKOBKE AEKAPCTBEHHbBIX MPEMAPATOB.

en/n HammeHoBaHue [TokasaTtenb

1 TpeboBAHMSI K CPOKY FOAHOCTV A€KAPCTBEHHBIX MPEenapaToB OCTATOYHBIN CPOK FOAHOCTU
AEKAPCTBEHHbIX MPENAPATOB
HO MOMEHT MOCTABKU - HE
MeHee 12 mecsiLeB.

2  TpeboBaHWS K yNAKOBKE YNOKOBKA 1 MOPKMPOBKA

AONKHBI COOTBETCTBOBATH

depePAABHOMY 3AKOHY OT 12

anpens2010r. Ne 61-03 "O6

06paLLEHUN AEKAPCTBEHHbIX

cpeAacTs”
\EKAPCTBEHHbBI MPENAPAT, BKAKOYEH B MEPEYEHD XKU3HEHHO HEOOXOAMMBIX M BODKHENLLUX AEKAPCTBEHHbBIX MPENAapAToB (AQ/HET).
MY ONMCAHMM MHOTOKOMIMOHEHTHBIX (KOMOUHWPOBAHHbBIX) AEKQPCTBEHHbBIX MPENAPATOB, NPEACTABASIOLLIVX COB0N KOMBUHALMIO
AN BOAEE OKTUBHBIX BELLLECTB (TO €CTb OKTUBHBIX BELLLECTB, BXOASILLMX B COCTAB KOMBUHUPOBAHHOMO AEKAPCTBEHHOIO
YenapaTa 1 30PEMMCTPUPOBAHHbBIX B COCTABE OAHOKOMMOHEHTHBIX AEKAPCTBEHHbLIX MPENAPATOB), A TAKKE HOB0POB
1IPErMICTONPOBOHHbBIX AEKAPCTBEHHBLIX MPEMNAPATOR - AOAYMKHO BbiTb YKA3AHWE HA BO3MOXKHOCTb MOCTOBKM O AHOKOMMOHEHTHBIX
}KOPCTBEHHbBIX MPENAPATOB;
YKA3bIBOETCS AO3MPOBKA AEKAPCTBEHHOIO NPENAPATA C BO3MOXHOCTBLIO MOCTABKN AEKAPCTBEHHOMO MPENnApATA B KOATHOM
)3MPOBKE 1 ABOMHOM KOAMYECTBE (HaMPUMEP, MPW 3aKYNKe TABAeTKM C A03mpoBKkor 300 Mr ykasbisaeTcs: 1 TabaeTka 300 Mr 1AM
rabaeTkn 150 Mr, a TaK)Ke B HEKPATHBIX 3KBUBAAEHTHBIX AO3MPOBKAX, MO3BOASIOLLIMX AOCTUYb OAMHOKOBOIO TEPAMNEBTUYECKOMO
pdexTa (Hanpumep, 2.5 Mr nam 3 Mr nam 3,5 Mr)
** B CAy4OE, ECAM HE MMEETCS MHOM BO3MOYKHOCTU OMUCATb AEKOPCTBEHHBIE MPENAPATHI, YKA3AHWE MHBbIX XAPAKTEPUCTUK
}KOPCTBEHHOMO NPENAPATA, COASPXKALLMECS B MHCTRYKLMSIX MO NPUMEHEHMIO AEKAPCTBEHHbBIX NPENApPATOB, B ONMUCAHUM
YBEKTA 3AKYMKN AOAMHO COAEPMKATLCST:
YOOCHOBOHME HEOOXOAMMOCTI YKA3AHMS TOKMX XAPAKTEPUCTUK, 30 UCKAIOYEHWEM , AEKOPCTBEHHOW GOPMbI 'PACTBOP AAS
1PY3UIM", HO OCHOBOHMM NMYHKTA B), Y. 4 [NocTaHoBAeHMs [NpaBuTeAbcTBa OT 15.11.2017 Ne 1380.
I0KA3ATEAM, MO3BOASIOLLME ONPEAEAUTL COOTBETCTBME 3AKYNAEMbBIX AEKAPCTBEHHbLIX MPENAPATOB YCTOHOBAEHHbBIM
IPAKTEPUCTUKOM 1 MAKCUMAABHBIE 1 (MAM) MUHUMOABHBIE 3HAYEHWS TOKMX MOKA3ATEAEN, O TAIOKE 3HOYEHMSI MOKA3ATEAEN,
TOPbIE HE MOTYT U3MEHSITbCSI.
“** TpebyeTcs NPenapaT B YKO3OHHOM AO3MPOBKE C YKA3AHHBIM O6BEMOM HAMOAHEHMS NePBUYHOM ynakoski (200 MA)
50CHOBOHME: OTAEABHBIM  MAUMEHTAM AAS MPOBEAEHS KT MICCASAOBOHMSI C KOHTPACTOM HEOOXOAMMO BBECTU BHYTPUBEHHO
YAtOCHO BoAablie 100 MA KOHTPACTA (U3 pacyeTa 1,5 MA/1 Kr MACChl TEAQ). BBMAY TOrO, YTO 3aMEHA GAAKOHA NMPEenapaTa BO
YEMSI UICCASAOBAHMSI HEBO3MOMKHA, TREBYETCS 3AKYMNKA HEMOHHOTO KOHTPACTHOMO cpeACTBA ¢ MHH - lonpomua ¢
HUEHTpaUren noAa 370 Mr/MA BO GAAKOHOX MO 200 MA.
“*** TpebyeTcs NpenapaT B YKO3AHHOM AO3MPOBKE C YKA3AHHBIM OOBEMOM HAMOAHEHMS NEPBUYHOM ynakorkM (100 MA)
50CHOBOHME: AAS MPOoBeAEHUS KT MCCAEAOBOHMSI C KOHTPOCTOM NAUMEHTY HEOOXOAMMO BBECTU BHYTPMBEHHO BOAKOCHO
ICTBOP M3 pacyéTa 1,5 MA/1 K Macchl TeAd. BerAy TOro, 4TO 3aMEHA GAAKOHA NPENAPATA BO BPEMS UICCAEAOBAHS
3BO3MOYKHA, TPEBYETCS 3AKYNKA HEMOHHOIO KOHTPACTHOMO cpeACcTBA ¢ MHH - lompoMua, ¢ KoHUEeHTpaume Moad 370 Mr/MA BO
\QKOHax Nno 100 MA.
“**** Bpipe A€HME MOMPOMUAQ YEPE3 MOYKM, YKA3AHHOE B MHCTRYKLMM MO MEAVLNHCKOMY MPUMEHEHWIO MEET MPUHUMMMOABHOE
IQYEHME AAST: OTMPEAEAEHUS BDEMEHW MOBTOPHOIO BBEAEHWS KOHTPACTHOMO CPEACTBA B TEYEHMM OAHMX CYTOK NP BO3HMKLLIEN
MHNYeCKOM HEOBXOAMMOCTU, YMEHbBLLIEHWSI PUCKA AEKAPCTBEHHbLIX B3AVMOAEVCTBUIN 1 YMEHbLLEHMS PUCKO CEPAEYHO-
YCYANCTBIX OCAOYKHEHWIN
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YA €AHULLEN U3SMEPEHMS "MA" NOHUMAaeTCs 1 MUAAUMANTP (MA) PACTBOPA AEKAPCTBEHHOrO NPenapaTa B YKA3AHHON AO3UPOBKE
'0mMr
YAQ/MA

CornacHo [loctaHoBAeHMO Nel380 ot 11.11.2017 T[lpaButenbCcTBa Poccumckom
Pepepaum  «O6 OCOOBEHHOCTSX OMUCAHUS  AEKAPCTBEHHbIX MPEMNAPATOR  AASI
MEAVUMHCKOrO MPUMEHEHMSI, SBASIKOLLIMXCSI OBbEKTOM 3AKYMKMN AASI TOCYAQPCTBEHHBIX M
MYHULMMNAABHBIX HY>KA», B COOTBETCTBUM C M.6) (MOANYHKTHI «Q», «O») MOCTAHOBAEHWMS,
3aKa34mMK OBOCHOBBIBAET M yKA3bIBAET TPeBOBAHUS K OObEKTY 3AKYNKW: 3aKQ34KOM
ornpeAeNEHbl  MNoKA3AaTeMm, ro3BOAHOLME OrNpPEAEMTb COOTBETCTBME  3AKYNAEMbIX
rnpenaparoB  YCTAOHOBAEHHBIM — XQPAKTEPUCTUKAM M MAKCUMQAAbHbIE 1 (MA1)
MUHVMQAbHbIE 3HQYEHWVISI TAKMX MOKQ3ATENEN, A TAKXKE 3HAYEHMST MOKQ3ATeAEMN, KOTOpbIe
HE MOryT W3MEHSTTbCSl, COrAQCHO MHQOPMALWMM, YKA3QHHOW B  WMHCTOYKLUMM 11O
ME ANLIMHCKOMY MPOVMEHEHMIO 0ObEKTA 3AKYKW. B QyKUMOHHOM AOKYMEHTALMM YKA3AHO:

*

AEeKQPCTBEHHbIN MNPENAPAT, BKAIOYEH B MEpPeYeHb >XMBHEHHO HEOBXOAUMbBIX W BOYKHEMLLIVX
AEKQAPCTBEHHbIX NPEenApaAToB (AQ/HET).

*%

Moy ONMUCAOHUM  MHOFOKOMMOHEHTHbBIX  (KOMOWHUPOBOHHBIX) ASKAPCTBEHHbBIX MPEnapaToB,
NPEACTABASIOLLIMX COBOM KOMOUHAUMIO 2 UAM BOAee QAKTMBHbIX BelecTB (TO €CTb OKTUBHbIX
BELLECTB, BXOASLIMX B COCTOB KOMOUMHUMPOBAHHOIO  AEKAPCTBEHHOrO MNPenapata WU
30PEMMCTPUPOBAHHBIX B COCTABE OAHOKOMMOHEHTHbBIX AEKAPCTBEHHbLIX MPENAPATOB), A TAKXKE
HOOOPOB 3APEMMCTPUPOBOHHBIX AEKOPCTBEHHBLIX MPENAPATOB - AOMNKHO OblTb YKA3OHME HA
BO3MOXKHOCTb MOCTABKN OAHOKOMIMOHEHTHbIX AEKQPCTBEHHbBIX MPENAPATOB.

YKOSBIBAETCST  AO3MPOBKA  AEKAPCTBEHHOIO MNPEenapaTta C  BO3MOMHOCTbO  MOCTOBKM
AEKAPCTBEHHOIO MPEenapATa B KPATHOM AO3MPOBKE M ABOMHOM KOAMYECTBE (HAMpuUmep, npwu
3akynke TabaeTkmn ¢ pAo03mpoekon 300 Mr ykasbisaeTcs:: 1 TabaeTka 300 Mr nam 2 TabaeTtkm 150 mr, a
TAKXKE B HEKPATHbIX SKBMBOAEHTHbBIX AO3MPOBKAX, TMO3BOASKOLWMX AOCTUYb OAMHOAKOBOIO
TEPAMNEBTUYECKOIO adPEKTA (HANpUMepP, 2,5 Mr AU 3 Mr AU 3,5 Mr).

KKK

B CAydOoe, eCAM He VMeeTCsl MHOW BO3MOXXHOCTWM OMUCATb AEKAPCTBEHHbIE MPenapaThl,
YKQ3AHNE UHBIX XOPAKTEPUCTUK AEKAPCTBEHHOIO NPENAPATA, COAEPYKALMECS B MHCTRYKUMSX NO
NPUMEHEHMIO AEKOPCTBEHHbBIX NPENAPATOB, B ONMCAHMM OOBEKTA 3AKYMNKMN AOAMKHO COAEPXKATLCSI:
- OOOCHOBOHME HEOBXOAMMOCTW  YKA3OHWST TOKUX XAPOKTEPUCTUK, 30  UCKAKOYEHKEM,
AEKAPCTBEHHOM QOPMbl "PACTBOP AAST MHOY3UA', HO OCHOBAHUW MYHKTA B), Y. 4 [NOCTAHOBAESHMUS
MpaoeutenbcTa oT 15.11.2017 Ne 1380. - MOKA3ATEAM, MO3BOASIOLLME OMNPEAEAUTE COOTBETCTBUE
30KYNAEMbIX AEKOPCTBEHHbBIX NPENAPATOB YCTAHOBAEHHbBIM XAPAKTEPUCTUKAM U MOKCUMOABHbBIE 1
(MAM) MVHVMOAbBHbBIE 3HAYEHWST TOKKMX MOKA3ATEAEN, A TAKXKE 3HAYEHUS MOKA3ATEAEN, KOTOPbLIE HE
MOIYT UBMEHSTbCSI.

* XK KN

TpebyeTcsa npenapdar B YKA3AHHOM AO3MPOBKE C YKA3AHHBIM OBOBEMOM HAMOAHEHMUS
nepBrYHOM ynakoBkn (200 mA) OBOCHOBAHWE: OTAEAbHBIM NOUMEHTAM AAS MpoeeAeHus KT
NCCAEAOBOHMSI C KOHTPOCTOM HEOBXOAMMO BBECTU BHYTPUBEHHO OOAKOCHO 6oablie 100 MA
KOHTPACTA (M3 pacyeTa 1,5 MA/ 1 K MAOCCbhI TEAQ). BBMAY TOro, 4TO 30MeEHA PAAKOHA MNPENAPATA BO
BPEMST MICCAEAOBOHUST HEBO3MOXKHA, TPebyeTCcs 3aKynKA HEMOHHOINO KOHTPACTHOIMO CPEACTBA C
MHH - lonpomMua, ¢ KoHUeHTpauven noaa 370 Mr/MA BO GAQKOHAX Mo 200 MA.

KK KKK

TpebyeTca npenapaT B YKA3OHHOM AO3MPOBKE C YKOA3AHHBIM OBBEMOM HAMOAHEHMS
nepsnyHow ynakosky (100 MA) OBoCHOBOHMKE: AAS NpoBeAeHMs KT MCCAEAOBOHMSI C KOHTPACTOM
NAUMEHTY HEODBXOAMMO BBECTU BHYTPUBEHHO OOAKOCHO PACTBOP M3 pacdyéta 1,5 MA/1 Kr Mmacchl
Tend. Bemay TOro, 4to 3aMEeHA OAAKOHA MNPenapaTa BO BPEMST UCCASAOBAHMSI HEBO3MOXHQ,
TpebyeTcs 3aKYNKA HEMOHHOrO KOHTPACTHOrO cpeacTsa ¢ MHH - MonpoMua ¢ KOHUEHTpauven
noaa 370 Mr/MA BO AAKOHAX Mo 100 MA.



XHXKKXK¥

BoleeAeHME MOMPOMUMAC 4Yepe3 MOYKM, YKA3OHHOE B WHCTPYKUMM MO MEeAMUMHCKOMY
NMPUMEHEHMIO VMEeEeT MPUHUMMMOABHOE 3HAYEHUE AAS: OMPEAEAEHUsT BPEMEHU MOBTOPHOIO
BBEAEHWSI KOHTPACTHOIO CPEACTBA B TEYEHUM OAHKX CYTOK MPU BOSHMKLIEN KAVUHNYECKOWM
HEOBXOAMMOCTW, YMEHbLUEHMNST PUCKA AEKAPCTBEHHbLIX B3AKMOAENCTBMA N YMEHbLUEHMST PUCKA
CEPAEYHO-COCYANCTBIX OCAOXKHEHUI,

FREXREEE EAVHVLBI MBMEPEHUST OMNPEAEAEHDI B COOTBETCTBUM C [McbMOM MuH3Apaesa Poccun oT
26.01.2018 Ne 18-2/10/2-438 Moa eAMHUUEN M3MePEHUsT "MA" NMOHUMAETCST T MUAAUAUTD (MA)
PACTBOPA AEKAPCTBEHHOIO NPENAPATA B YKA3AHHOW A03MPOoBKE 370 MIr MOAQ/MA

O60pOT AEKAPCTBEHHbIX CPEACTB Ha Tepputopumn Poccuimckon @Peapepaumm
peryapyetcst OepaepanbHbiIM 30KOHOM OT 12.04.2010 Ne 61-03 «O6 obpauieHumn
AEKAPCTBEHHbLIX CPEACTB» (AaAee — 3aKOH 06 0BpALLEHNN AEKAPCTBEHHbBIX CPEACTB),
COrAQCHO M. 16 CT. 4 KOTOPOro MeXAYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHME
AEKAPCTBEHHOIO CPEACTBA 9TO  HAVMMEHOBOHME  AEUCTBYIOWLEro  BellecTed
OAPMALEBTUYECKON CYOCTAHLMM, PEKOMEHAOBAOHHOE BCEMUPHOM OPraHM3aUVeEN
3APOBOOXpPaHeHMs (BO3).

COrAQCHO  CBEAEHUSIM  TOCYAQPCTBEHHOIO pPeecTpa  AEKOPCTBEHHbIX CPEACTB,
BEAEHVE KOTOPOro npeAycMoTpeHo cTtatberm 33 3akoHa o6 obpaueHum
AEKAPCTBEHHbBIX CPEACTB, U3 3APErMCTPUPOBAHHBIX AEKAPCTBEHHbBIX cpeacTs ¢ MHH
Nompomua XOPOKTEPUCTUKOM, 3QSIBAGHHBIM B M. 1 OMUCAHMSI OBbEKTA 3AKYMKW,
OTBEYAIOT CACAYIOLLME AEKAPCTBEHHbIE MpenapaTbi:

13 nosicHEeHNIN NPeACTABUTEAEN 3AKA3YNKA CASAYET, YTO YKA3AHHbIE TPEOOBAHUS AAS
3AKA3YMKA  SIBASKOTCSl  CYLLECTBEHHbIMU, MOCKOAbKY YCTAHABAMBAKOTCSI C  LEABIO
obecneyeHns: 6e30NaACHOCTM MAUMEHTOB B MPOLECCE MPOBEAEHUST NCCASAOBAHUN.
NHoe BpeMms BbiBeAcHUsT onpoMmaa Yepes MouKkM, YKA3AHHOE B WHCTPYKLMM MO
MEAVLVHCKOMY MPVMEHEHWIO, VMEET MPUHLUMMOABHOE 3HAYEHUE ANAST OMPEAEAESHUS
BPEMEHN MOBTOPHOIO BBEASHWS KOHTPACTHOIO CPEACTBA B TEYEHUM OAHMX CYTOK MpW
BO3HMKLIEN KAMHWYECKON HEOBXOAMMOCTW; YMEHbLUEHNST PUCKA AEKAPCTBEHHbIX
B3AVMOAEWVCTBUIN; YMEHBLLEHWNSI PUCKA CEP AEYHO-COCYAMUCTBIX OCAOMKHEHNIA,

TpeboBaHe 3aKA34MKA MO BPEMEHM BbIBEAEHWSI YEPE3 MOYKM OYEHD BAYKHO, TAK KAK B
AVICNOHCEPE KOMMbIOTEPHAST TOMOrPA®UST MPOBOAMUTCST OCAQDAEHHBIM MAUVMEHTAM, B
TOM 4YUCAE C TPKEAOW XMPYPIMYECKOW MNATOAOTUEN, TSDKEAbIMYA  AYTOVMMYHHbBIMA
3060AEBAHMSIMU. B CBSI3M C 3TUM, 4YACTO BCTPEYAOTCS HEDPONATUM, TOKCUYECKME
N3MEHEHWIST B MeYeHW, KAPAMOTOKCUYHOCTb, M3MEHEHIMS PEOAOTMHYECKX CBONCTB KPOBW,
M3MEHEHWST CTEHOK COCYAOB. ICCAEAOBAHMSI KOMMNbIOTEPHOM TOMOMPADUN MPOBOASITCSI
HEOAHOKPATHO AAS YTOYHEHUST AMArHO3A M OMNPEeAEeAEHVsT AMHAOMKKKM npouecca Ha
dOHE MPOBOAMMOro AeveHusl, B 5-10% caydyaer B AlY BO3HMKAET HEOBXOAMMOCTb
MPOBECTV MOBTOPHOE WUCCAEAOBAHME B TEYEHME OAHUX CYTOK AASI  YTOYHEHUSI
COCYANCTOMN MNATOAOTMM, B HEKOTOPbIX CAYYASIX BO3HMKAET HEOBXOAVMMOCTb MPOBECTU
NMOBTOPHOE MCCAEAOBOHME B TEYEHME OAHUX CYTOK AAS1 BbIBOPA Ae4eBHOW TAKTUKM.
BoAblLle MNOAOBMHBI BCEX MNAUMEHTOB AETCKOro BO3PACTA, HAMPABAsSIEMbX HaA KT
NCCAEAOBOHME, TMOAYHAIOT  AEKAPCTBEHHYIO  Tepanuio, YMEHbLUEHME  PUCKA
AEKAPCTBEHHbBIX B3AUMOAENCTBUM  SIBASIETCSI O4YEHb BAMKHBIM  MPW  MPOBEAEHUM
NCCAEAOBOHUMA C TMPVMEHEHUEM PEHTIEHKOHTPACTHbLIX MNPENAPATOB. ITUM BCEM



OBOCHOBBLIBAETCS BKAKOYEHWE TPEBOOBAHMSI O NEPUOAE BbIBEAESHMST MPENAPATA Yepes
MNOYKUM B TeYeHMe 12 YHacoB He MeHee 93% OT BREASHHOM AO03bl.

DAPMAKOKMHETUKA AHOBOro AEKAPCTBEHHOIO MPENAPATA, B TOM YACAE NMPUMEHSIEMOrO
TOABKO B AMATHOCTUYECKMX LEASIX, HEMOCPEACTBEHHO BAMSIET HA 6€30MNACHOCTb
NPOBEAEHUST AMATHOCTUYECKOrO UCCAEAOBAHMSI OCOBEHHO Y pebeHKka. NpUCTaAbHOE
BHUMAHME K DAPMAKOKMHETMKE MPenapaTA CBSI3AHO C BO3MOXXHOCTbIO BO3HUKHOBEHWUSI
HEPPOTOKCUYECKOro 3PPEKTA BCASACTBME MPSIMOTO TOKCUYHOTO BAUSIHUST HO KASTKM
MOYEYHbIX KAHOAbLEB W PA3BUTUST ULLEMUM MO3ITOBOro BELLECTBA MNOYEK, MNO3TOMY
OYEBUAHO, YTO GAPMAKOKMHETMKA MPEnapaTa BAMSIET HA 6e30MAaCHOCTb NAUMEHTA,
YyBEAYEHNE BPEMEHW BbIBEAEHWST KOHTPACTHOrO MpenapaTta - 3T0 AOMOAHUTEAbHbIN
PUCK BO3HUKHOBEHWST KOHTPACT MHAYUMPOBAHHOM Heodponatum (KMH), nostomy B
TEXHUHECKOM 3AACQHUM  YKA3AH KPpAWHE BOXKHbIMI MNAPAMETP C  TOUKU  3PEHUS
6e30MNACHOCTM NALMEHTA AETCKOro BO3PACTA.

B rocyAQpCTBEHHOM peecTpe AEKAPCTBEHHbIX CPEACTB 3APErMMCTPUPOBAHO MSITb
TOProBblX HAMMEHOBOHWA  ASKOPCTBEHHbX npenapatos ¢  MHH  «/lonpomman:
Nompomua-TA (OO0 «TexHoAorust AekapcTe», Poccus), Monpomma-Brapsuct (OO0
«AABUAC», Kopes), Monpomma TP (OO0 «MOCDOAPM», Poccus), Monpomma (OO0
«Avkopac Ikcnonm», NHans) n YAbTpaBncT® (Barep Gapma AlT, FTepmMaHums).

BblLeyKa3aHHbIM TPEOOBAHKSIM TEXHUYECKOTO 3AAQHMSI COOTBETCTBYET KAK MVHVMYM
ABO  TOProBblX HAMMEHOBAHMSI ASKOPCTBEHHBIX MpenapaTtos ¢ MHH «lonpomuay:
Nonpomna-TA (OO0  «TexHonornst  AekapcTts», Poccus)), Wompomma TP (OO0
«MOCOAPM», Poccus), YasTpasmucT® (banep Gapma AT, FepMmaHus).

HO OCHOBOHWW BbHILLEU3AOMEHHOIO, C YY4ETOM HAAMYMS B TOCYAQPCTBEHHOM peecTpe
AEKAPCTBEHHbIX CPEACTB  AEKAPCTBEHHOrO  CPEACTBA C  MEXAYHAPOAHbIM
HEMOTEHTOBAHHBIM  HOMMEHOBAHMEM  MONpOMMA  OHOAOTMYHBIX  ASKAPCTBEHHbIX
CPEACTB, ONMUCAHME OBOBEKTA 3AKYMNKW He MPOTUBOPEYUT MOAONKEHUSIM 3AKOHA O
KOHTPOKTHOM cUcTeme.,

CornaacHo noctaHoeAeHus Mpasutenbctea PO ot 30.11.2015 Ne 1289 «O6 orpaHMYEeHMsIX
N YCAOBUSIX AOMYCKA, MPOUCXOASILMX U3 MHOCTPAHHBIX FOCYAQPCTB AEKAPCTBEHHDIX
NEENAPATOBR, BKAKOYEHHbIX B MNEPEYEHb >KMUBHEHHO HEOOXOAMMBIX U BOYKHEWLLIMX
AEKAPCTBEHHbBIX MPENAPATOB, AASI LEAEN OCYLLECTBAEHMS 3AKYMOK AAS OBecrneyeHys
FOCYAQPCTBEHHBIX N  MYHUUMMNOABHBIX HYXA» AEKAPCTBEHHbIM npenapatr ¢ MHH
«lonpoMMA»  BKAIOYEH B XKM3HEHHO HEOBXOAMMBIX U BODKHEMLMX ASKAPCTBEHHbBIX

npenapaTtos (pacnopspkerre Mpaesnteabctsa Poccumnckom Geapepaumm ot 23 okTs16ps 2017
r.Ne 2323-p).

Takum obpasoM, TPeboBAHKS, YCTAOHOBAEHHbBIE 3AKA34YMKOM B Pasaene 3 «OnmcaHue
06BbEKTA 3AKYMKU» HE NPOTVBOPEYAT NOAOXKEHMNIM 3AKOHO O KOHTPAKTHOW CUCTEME.

Kommccus, pykoBoacTBysiICb 4.1, 4.4 cT1.105 1 HO OCHOBAHMM 4.15 CT.99, 4.8 cT.106
PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOW CUCTEME B chepe
30KYMOK TOBAPOB, PABOT, YCAYT AAS1 OBecnedeHmst roCyAQPCTBEHHbBIX 1 MYHULMMAAbHbIX
HY>KAD,



PELLNAA:

1. MpwnsHaTtb xanoby OOO «TA «BUAA» HeOBOCHOBAHHOW.
2. OTMEHUTb  MPUOCTOHOBAEHME  OMPEAEAEHME  MNOCTABLUMKA  (MOAPSIAYMKA,
NCMOAHUTEAS]) B 4OCTKU NOANUCAHUS KOHTPAKTA (n3BeLleHre Ne

0318200077019000009).

HacTosiuee PelleHrie MoyKeT BbiTb 0OOXKAAOBAHO B CYASOHOM MOPSIAKE B TEYEHME TPEeX
MECSILEB C AQTbI €ro NPUHSITYSI.



