PELLEHME Ne 1323/2019-KC
no aAeAy Ne 023/06/64-1346/2019 o HapyLLEHUA

30KOHOAQTEABCTBA O KOHTPOKTHOM CUCTEME B ChHepe 3aKYNOK TOBAPOB, PAbOT,
YCAYT AAST OBecneyeHmst FroCyAQPCTBEHHbIX Y MYHULMMAABHBIX HYKA,

03 ceHTs16p4 2019 roaa r.
KpacHoaQp

Kommccus  YnpaeaeHust  PepepaAbHOM  QHTUMOHOMOABHOWM — CAYXKObI MO
KpQCHOAQPCKOMY KPAK MO KOHTPOAKD B COEpe 3AKYNOK TOBAPOB, PABOT, YCAYr
AN OBecneyeHms rOCYAQPCTBEHHBIX 1 MyHULIMMAABHBIX HYXKA (AaAee — Kommccus)
B COCTABE:

paccmoTper anoby OO0 «TA «BUAA» (aanee — 3asiBUTEAD) HO AencTeus [BY3
«OHKoAOrMYecKkn amcnaHcep Ne 2» M3 KK npuv npoeepAeHUM SAEKTPOHHOIO
AyKUMOHQA:  «[IOCTOBKA  AEKAPCTBEHHbLIX MNPENAPATOB  AAS1  MEAMUMHCKOro
npuMeHeHust (MHH - Monpomna)» (M3eelteHmne Ne 0318200077019000525) B 4acTwu
HapyweHnst PepepanbHoro 3akoHa o1 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM
CUCTEME B COepe 30aKyrnok TOBAPOB, PABOT, YCAYr AAg  obecnedyeHus
FOCYAQPCTBEHHbBIX U  MYHULUMNOABHBIX HYXA» (AQA€e 3AKOH O KOHTPOKTHOM
cucteme),

YCTAHOBUAA:

B YnpaeaeHrne PepepAAbHON AHTMMOHOMOABHOM CAYXKObl Mo KpacHOAQPCKOMY
KOO MOCTYNMAGQ >OAODBA 3AsgBUTEAS O HAPYLEHUM 3AKA3YMKOM 3AKOHOA O
KOHTPAKTHOW CUCTEME.

3ASIBUTEAb YKA3bIBAET, YTO AOKYMEHTALMS SAEKTPOHHOMO AYKLUMOHO COCTABAEHA C
HAPYLWEHMSIMM 3AKOHA O KOHTPAKTHOWM cucTeMe. 3aKA3YMKOM B TEXHWUYECKOM
4ACTU AYKLUMOHHON AOKYMEHTALMM HEOBOCHOBAHHO YCTAHOBAEHO TPeboBAHME K
NEPUOAY BbIBEASHMSI ASKAPCTBEHHOrO npenapata (MHH: Vonpomua).

3AKA34MKOM nEeACTABAESHDI M3BelleHne O MNnpoBeAEHNN SASKTPOHHOIoO AaykumnoHaq,
AOKYMEeHTAU WS o6 OAEKTPOHHOM QAYKUMOHE, 3AsIBKM YYACTHMKOB  3AKYMKW,
NMMCbMEHHbIE TIOSICHEHMSI O  CyLllecCTBYy YKOAODbBI, C  AOBOAOMY I(OTOpOI7I
nEeACTaBUTEAND 3AKA34YMKA HE COFAQCUACS.

PaccMmoTper MNPEACTABAEHHbBIE MATEPUAAbI, KOMUCCUST MPULLIAQ K CAEAYHOLLMM
BbIBOACM.

3akazymkoMm —TBY3 «OHkoaormdeckmin amcriaHcep Ne 2» M3 KK mpoBOAMACS



OAEKTPOHHbI  AQYKUMOH:  «[lOCTABKA  AEKAPCTBEHHbIX  MPEnapaTOB  AAS
MeANLMHCKOro MPUMEHEHWS (MHH - Nonpomuma)» (n3BelleHve Ne
0318200077019000525).

HauyaAbHAST (MOKCHMAABHAST) LLlEHO KOHTPAOKTA — 496 700, 00 py6.

CornacHO 4.3 CT.7 3AKOHO O KOHTPOKTHOWM CUCTEME  MHPOPMALMS,
NPEeAYCMOTPEHHAST HacToswmM PeaAepaAbHbIM  3AKOHOM U PA3MELLEHHAS B
e AVMHOM MHOOPMALMOHHOW CUCTEME, AONKHA ObiTb MOAHOM N AOCTOBEPHOW.

CornacHo n.1) 4.1 c1.64 30KOHO O KOHTPOKTHOW CUCTEME AOKYMeHTauus, ob
AAEKTPOHHOM QYKUMOHE HAPSIAY C MHOOPpMAUMEN, YKA3OHHOWM B WU3BELLEHUM O
MNPOBEAEHNMN TAKOrO AYKLUMOHA, AOANKHA COAEPIKATb CASAYIOLLYIO MHOOPMALMIO:
HOMMEHOBOHME W OMUCAHUME OOBEKTA 3AKYMKM W  YCAOBUSI KOHTPAKTO B
COOTBETCTBUM CO CTATbhen 33 HacTosiero PepepaAAbHOro 30KOHA, B TOM YUCAE
0HBOCHOBAHME HAYAABHOW (MAKCUMAABHOM) LIEHBI KOHTPOKTA.

CornacHo n.2) 4.1 c1.64 30KOHO O KOHTPOKTHOWM CUCTEME AOKYMeHTauust ob
SAEKTPOHHOM QYKLUMOHE HAPSIAY C UHOOPMAUVEN, YKA3OHHOW B WU3BELLEHUN O
NPOBEAEHNMN TAKOrO AYKLMOHA, AOAKHO COAEPIKATb CAEAYIOLLYIO MHOOPMALMIO:
TPEOOBAHWST K COAEPIKAHMIO, COCTABY 3ASBKM HA Y4OCTME B TOKOM QYKLMOHE B
COOTBETCTBUM C 4YACTIMU 3 - 6 CTATbU 66 HAcTosIEero PepAepPAAbHOro 3aKOHA U
MHCTPYKUMSI MO €€ 3ANOAHEHUD. [1pr 3TOM He AOMYyCKAETCsl YCTOHOBAEHME
TPEOOBAHUN, BAEKYLLMX 30 CODOM OrpAHUMYEHUNE KOAMYECTBA YYACTHUKOB TAKOrO
AYKLMOHA UAM OFrPAHUYEHME AOCTYNA K YHOCTUIO B TOKOM QYKLMOHE.

COranQcHo n.2) 4.3 cT.66 3aKOHA O KOHTPAKTHOM CUCTEME NEPBAS YOCTb 3ASIBKM HA
YYOCTME B SAEKTPOHHOM QYKLMOHE AONKHA COAEPYKATb YKA3AHHYIO B OAHOM K3
CAEAYIOLMX MOAMYHKTOB MHPOPMALMIO: MPU OCYLLECTBAEHUMN 3AKYMKM TOBAPRA WA
3AKYNKM pPABOThl, YCAYTU, AAST BbIMOAHEHMUS, OKA3AHUSI KOTOPbLIX WCMOAbIYETCS
TOBAP:

d) HAVMEHOBOHME CTPAHbI MPOUCXOXKAEHMST TOBAPA (B CAydAe YCTAHOBAEHMS
3AKA34YMKOM B U3BELLEHNN O MPOBEAEHUM SAEKTPOHHOIO AYKUMOHA, AOKYMEHTAL MM
06 SAEKTPOHHOM QYKLMOHE YCAOBUM, 3AMPETOB, OrPAHNYEHNA AOMYCKA TOBAPOB,
NPOVCXOASILLMX U3  MHOCTPAHHOINO [OCYAQPCTBA WAM  FPYMMbl  MHOCTPAHHDIX
rOCYyAQPCTB, B COOTBETCTBUM CO CTATbEN 14 HacTOosILEero PeaAepaAbHOrO 3AKOHA);

6) KOHKPETHbEe  MOKA3ATEAM  TOBAPA, COOTBETCTBYIOLIME  3HAYEHUSIM,
YCTOHOBAEHHBIM B AOKYMEHTALUMM OO SAEKTPOHHOM QYKLUMOHE, U YKA3AHME HA
TOBAPHbBIM 3HAK (MPW HAAMHKK). VHOOpMAUMS, MPEeAYCMOTPEHHAST HACTOSILLMM
MOAMYHKTOM, BKAKOYAETCSI B 3AsBKY HA Y4ACTME B SAEKTPOHHOM QAYKUMOHE B
CAy4ae OTCYTCTBUSI B AOKYMEHTALUMM OO SAEKTPOHHOM QAYKLMOHE YKA3AHUS HA
TOBAPHbBIM 3HAK WMAM B CAydde, €CAM YYACTHUK 3AKYMNKKN MpeAAdraeT ToBap,
KOTOpbIM OBO3HAYEH TOBAPHbLIM 3HAKOM, OTAMYHBIM OT TOBAPHOrO 3HAKQA,
YKQA3AHHOIO B AOKYMEHTALMM 06 SAEKTPOHHOM QYKLMOHE.

CoranacHo n.1), n.2) 4.1 c1.33 3aKOHA O KOHTPAKTHOWM cucTeMe 3aKA34MK Mpu



onmMcaHmn B AOKYMEeHTAL NN @) 3AKYyrike obbekTa 3AKYTMKN AO/NKEH
PYKOBOACTBOBATbLCS CASAYIOLWLMN MPOABUAAMIA:

1) B onMCaHUM OBbeKkTA 3AKYMKK YKA3BIBAKOTCS QYHKLMOHAABHbBIE, TEXHUYECKME U
KOYECTBEHHbIE XOPAKTEPUCTUVKM, SKCNAYATALMOHHbBIE XOPAKTEPUCTUKN OBbEeKTA
3AKYMNKK (MPU HEOBXOAMMOCTM). B onmncaHue oB6beKTA 3aKYMKU He  AOAKHDI
BKAIOYOATBCST TOEOOBAHUS VAU YKA3OHUST B OTHOLUEHUM TOBAPHbBIX 3HAKOB, 3HAKOB
OBCAYKMBAHUS, OUPMEHHbBIX HOVMMEHOBAHUIA, MOTEHTOB, MOAE3HbIX MOAEAEN,
MNPOMbBILLASHHBIX 06pPA3LOoB, HAVMMEHOBAHUE CTPAHbI MPOUCXOXKAEHMS TOBAPA,
TPeboBAHMS K TOBAPAM, MHGOPMALMM, PABOTAM, YCAYrAM MPU YCAOBUM, YTO TAKME
TPebOOBAHUST UAM  YKA3AHWST BASKYT 30 CODOOM  OrpaHUYEHUE  KOAMYECTBA
YYOCTHUKOB 3AKYMKU. AOMYCKAESTCS NCMOAB3OBAHME B OMUCAHUM OObEKTA 3AKYMKN
YKO3OHMS HO TOBOPHbIM 3HAK MPU YCAOBUM COMPOBOMKASHMSI TAKOrO YKA3AHUS
CAOBOMM "WMIAU SKBUBOAEHT" AMOO MPU YCAOBUM HECOBMECTUMOCTU TOBAPOB, HA
KOTOPbIX PA3MELLAOTCS APYrMe TOBAPHbBIE 3HAKM, M HEOOXOAMMOCTU obecrneyeHs
B3AVIMOAESWVCTBUSI TOKMX TOBAPOB C TOBAPAMMU, UCTIOAB3YEMBIMU 3AKA3HYNKOM, AMOO
NPW YCAOBUM 3AKYMOK 3AMACHbIX YOCTEN U PACXOAHbBIX MOTEPUAAOB K MALUMHAM U
0B0OPYAOBAHMIO, UCMOAB3YEMbIM 30KA3IYMKOM, B COOTBETCTBUM C TEXHUYECKOMN
AOKYMEHTALMEN HO YKA3AHHbIE MALLUMHBI 1 060PYAOBAHME;

2) NCMOAb3OBOHME MPWY COCTABAEHUM OMMCOHMST OOBbEKTA 3AKYMNKM MOKA3ATEAEN,
TPebOBAHUN, YCAOBHBIX OBO3HAYEHUN U TEPMUHOAOMUM, KACAIOLLIVXCST TEXHNYECKIMX
XAPAKTEPUCTUK, PYHKLMOHAABHBIX XAPAKTEPUCTUK (MOTPEBUTEABCKMX CBOWNCTB)
TOBAPA, PABOThl, YCAYTUM N KAYECTBEHHBIX XAPOAKTEPUCTUK OBObEeKTA 3AKYMKU,
KOTOpbE MPEAYCMOTPEHbI  TEXHMHECKVMW  PEFAAMEHTAMW,  MPUHSITBIMMA B
COOTBETCTBUM C 3AKOHOAQTEALCTBOM Poccumckon Peapepaumm O TEXHUYECKOM
PENYAVIDOBAHUN,  AOKYMEHTOMK, pa3pabaTtbiBAEMbIMM U MPVIMEHSIEMBIMM B
HAOUMOHOABHOM CUCTEME CTAHAQPTU3AUMM, TMPUHSTBIMM B COOTBETCTBUMM C
30KOHOAQTEABCTBOM  Poccuimckon Peapepaummt O  CTAHAQPTUIAUUW,  WHbIX
TPebOBAHMN, CBSIBAHHbLIX C OMNPEeAEAEHNEM COOTBETCTBMSI MOCTABASIEMOrO TOBAPA,
BbIMOAHSIEMOMN PABOTHI, OKA3bIBOAEMOW YCAYrM MNOTPEDBHOCTSIM 3AKA34YMKA. EcAm
3AKA3YMKOM MPUW COCTABAEHUM OMUCAHMST OBbEKTA 3AKYMKU HE WCMOAb3YIOTCS
YCTOHOBAEHHbBIE B COOTBETCTBUM C 3AKOHOAQTEABCTBOM Poccumckomnm Peapepaumm
O TEXHNYECKOM PENYAUPOBAHMM, 3AKOHOAOTEABCTBOM Poccuickon Qeaepaumm o
CTOHAQPTM3AUMM  MOKA3ATEAM, TPebOoBAHUS, YCAOBHbIE  OBO3HAYEHUST U
TEPMUHOAOTUSI, B AOKYMEHTALMM O 3AKYNKE AONKHO COAEPMKATbCS OBOCHOBOHME
HEOBXOAVMOCTU UCTMOAB30OBAHMSI APYIMX MOKA3ATEAeN, TPeOOBAHUN, YCAOBHbIX
OBO3HAYEHUIN I TEPMUHOAOT N,

B cooteetcTtBMM C nM.6) 4.1 CT.33 3AKOHA O KOHTPAKTHOM CUCTEME AOKYMEHTAUWS O
3AKYNKE AOAMKHA COAEPMATb YKA3AHME HA MEXAYHOPOAHbIE HEMATEHTOBAHHbLIE
HAVIMEHOBOHUST  AEKAPCTBEHHbIX CPEACTB  UAM  MPU  OTCYTCTBUM  TAKUX
HOVUMEHOBOHUM XUMUMYECKME, FPYMNMMPOBOYHBIE HAMMEHOBAHWSI, €CAM OBbEKTOM
3AKYMKKN SIBASIKOTCST AEKAQPCTBEHHbIE CPEACTBA. 3AKA34YMK MPU OCYLLECTBAEHU
3AKYMKN  AEKOPCTBEHHbIX CPEACTB, BXOASILUMX B MNEepedYeHb AEKAPCTBEHHDbIX
CPEACTB, 3AKYNKA KOTOPbIX OCYLLECTBASIETCSI B COOTBETCTBMM C KX TOPIOBbIMM
HAVMEHOBOHUSIMM, A TAKXKE TMPU  OCYLLECTBAEHUMN 3AKYMNKNA AEKAPCTBEHHDIX



NPEnApPATOR B COOTBETCTBUM C MYHKTOM 7 YACTU 2 CTATbM 83, NMyHKTOM 3 4ACTU 2
ctatby 83.1 HacToswero PepAepPAAbHOro 3AKOHA BMPABE YKA3bIBATb TOProBbIE
HANMEHOBOHUST STUX AEKAPCTBEHHbIX CPEACTB. YKA3OHHbIM NepedeHb U MOPSAOK
ero PopPMMPOBAHKS YTBEPKACKOTCS MNpasutenbcTtBoM Poccumckom Peapepaumn. B
CAY4HOE, €eCAM  OObEeKTOM 3AKYMKK  SBASKOTCSI AEKAPCTBEHHbIE CPEACTBA,
NPEAMETOM OAHOrO KOHTPAKTA (OAHOrO AOTA) HE MOryT ObiTb AEKAPCTBEHHbIE
cpeACcTBa C PA3AUYHBIMU MEMAYHAPOAHBIMMN HEMNATEHTOBAHHbLIMUA
HAUMEHOBOHUSIMN UAM MNPW OTCYTCTBUM TAKMX HAMMEHOBOHUA C XMMUYECKUMM,
rPYNNPOBOYHBIMMA HAUMEHOBAHUSIMUA rnpu YCAOBWUM, 4yTO HAYAAbHASI
(MAOKCUMQABHQAST)  LEeHA KOHTPAKTA (UeHa AOTA) MPEBLILAET MPEeAEAbHOE
3HAYEHME, YCTAHOBAEHHOE [MpaBmnTenbCTBOM Poccuimckonm Peapepaumm, a TAKKe
AEKAPCTBEHHbIE CpeACTBa C MEMAYHAPOAHBIMUA HEMNATEHTOBAHHbLIMUA
HAOUMEHOBOHUSIMM  (MPWN  OTCYTCTBMM  TAKMX HAMMEHOBAHWM C  XMMUYECKUMM,
rpynnPOBOYHBIMM HANMEHOBAHMSIMA) N TOPIOBbIMA HOMMEHOBAHUSIMA. [TOAOXKEHWMS
HAOCTOSILLEro MyHKTA HE MNPUMEHSIOTCSI MNPU  ONPEeAEAeHN  MOCTABLUMKA
AEKAPCTBEHHbIX MPENAPATOB, C KOTOPbIM 30KAKOYAETCSI FOCYAQPCTBEHHbLIN
KOHTPAKT B COOTBETCTBUM CO cTaTbeln 111.4 HacTosiwero PeaepaAbHOro 3aKOoHa.

TpeboBaHMEe 3AKA3YMKA MO BPEMEHW BbIBEASHUS Yepe3 MOYKM BAXKHO, TOK KAK B
AUCTIOHCEPE  KOMMbIOTEPHASI  TOMOrPA®UST  MPOBOAUTCSI  MALMEHTOM  C
OHKOAOTMHECKUMM  3AO0AESBAHUSIMA, MPOLWIEALLVM  KYPCbl  NMOAUXVMMUOTERANUM,
AYHEBOW TEPANUU, C TOKCUYECKUM BO3AEMCTBMEM COMOM OMYyXOAU HO OPTAHWU3M U
XMPYPrM4eckoro AeyeHusl. B CBsaM C 3TWM Y MNAUMEHTOB 4YACTO BCTPEYAIOTCS
HEePPOMNATUM, TOKCUYECKMNE U3MEHEHMS B MEYESHU, KAPAMOTOKCUYHOCTb, U3MEHEHWMSI
DEOAOTMYECKMX CBOWCTB KPOBU, M3MEHEHWMSI CTEHOK COCYAOB. VcCAeAOBOHWMS
KOMMbIOTEPHOM TOMOTPAPUM MPOBOASITCSI HEOAHOKPATHO AAST YTOYHEHUST AUATHO3A
N ONPEASASHUST AMHAMMKM NpoLecca HA QOHEe MPOBOAMMOro AedyeHus, B 5-10%
cAydaeB B AlY BO3HUKOET HEOBXOAMMOCTb MPOBECTV MOBTOPHOE NCCASAOBAHME B
TeYeHne OAHMX CYTOK. KpoMe TOro, BpeMmsl BbIBEASHUS M3 MOYEK SIBASIETCS BAYKHBIM
NOKA3ATEAEM MPW MPOBEAEHUN KOMMbIOTEPHOM TOMOrPAGUM MALMEHTAM C
COMYTCTBYIOLLEN CEPASYHO-COCYAUCTOM naTtororvert. PapMakoKMHETUKA AoBOro
NHBEKLMOHHOIO AEKAPCTBEHHOro NMPenapaTd, BBOAMMOIro NALUEHTY, B TOM YUCAE,
NPUMEHSIEMOrO TOABKO B AMATHOCTUYECKUX LIEASIX, HEMOCPEACTBEHHO BAMSIET HA
6e30MACHOCTb MPOBEAEHMST AMATHOCTUYECKOrO UICCAS AOBOHWMSI.

B cootBeTtcTBMM C .2 CT.4 PepepanbHOro 3akoHa oT 21 Hosbps 2011 roaa Ne 323-
O3 «O6 OCHOBAX OXPAHbI 3A0PO0BbSI TPAXKACH B Poccumckom Qeaepauum» (Aanee
- 3akoH Ne» 323-03) MEAUMUVHCKME OPraHM3ALUM, MEAMLIMHCKME PABOTHUKMN 1
dapmauesTMyeckme PABOTHUKM HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
30KOHOAQTEABCTBOM Poccumckon Peapepaumm 30 HOPYLWEHVE MPAB B chepe
OXPQAHbI 3A0POBbSI, MPUYMHEHME BPEAO MXU3HU N (MAM) 3AO0POBbLIO MPW OKA3AHUM
MEAYKAOHAM MEAULIMHCKOW MOMOLLN. [TPUCTAABHOE BHMAHME K GAPMAKOKMHETUKE
NPenapaTa CBSI3AOHO C  BO3MOMHOCTbIO BO3HUKHOBEHWST HEPPOTOKCUYECKOrO
SPPEKTA BCAEACTBUME MPSIMOTO TOKCUYHOIO BAVSIHUSI HO  KAETKMU  MOYEYHbIX
KAQHAAbLEBR U PA3BUTUSI ULLIEMUM MO3IOBOIrO BELLECTBA MOYEK, MOSTOMY OYEBUAHO,
4TO  QAPMAKOKMHETMKA MNPenapaTta  BAMSIET HA 6e30nNaCHOCTb  NAUMEHTA,
YBEAMMEHME  BPEMEHW  BbIBEAEHMSI  KOHTPACTHOro  npenapara -  3T0



AOMOAHUTEABHBIM PUCK BO3HMKHOBEHWSI KOHTPACT MHAYLUMPOBAHHOM HedpOonaTum
(K/H), nosToMy B ONMUCAHMM O6BEKTA 3AKYMKM YKA3OH KPAMHE BOXKHBIVM NOPAMETP
C TOYKM 3pEHUST 6E30MACHOCTU NAUNEHTA.

YunTtblBASI, 4YTO AEKAPCTBEHHble MNpenapdaTbl OKA3bIBAKT HEMOCPEACTBEHHOE
BAMSIHME HA 3A0PpO0Bbe N XKNM3Hb YeAoBeKd, TMpn YCTAHOBASHUN KOHKPETHbIX
TDGGOBOHI/IVI K npeAMeTY 3AKYTNOoK HAO NOCTABKY AeKAPCTBEHHbLIX CPEACTB, TAAOBHBIM
neu ANATHOCTUKE naumneHTon SIBASIETCSI AOCTIDKEeHNE HAnAydLero
TepanepTn4eCKoro 200eKTa 7 MAKCMMAAbHOE NCKAIOHEHNE NOOBBIX,
HEXKEAQTEAbHBIX PeaKLniA.

C UEeAblO UCKAKOYEHMUST ONACHOCTU AAST YKU3HU N 3A0POBbBST MALMEHTA, BPAY Mpu
NPUMEHEHUM ASKOAPCTBEHHbIX MPEnapaTOB, PYKOBOACTBYETCS WMHCTPYKUMEN MO
MEANLIMHCKOMY MPUMEHEHWIO, B KOTOPOM OTPAYKEHBl OCOBEHHOCTU NPEenapaTd.

B cooteetctBun C  OTpacaeebiM, cTaHaapTtom OCT  91500.05.0002-2001
« OCYAQPCTBEHHBIN  MHOOPMALMOHHBIM  CTOHAQPT AEKAPCTBEHHOIO CPEACTBA.
OCHOBHbIE MOAOYKEHMS (YTB. MPUMKA30M MuH3aapaea PO ot 26 mapTa 2001 r. Ne 88) -
MHCTPYKUMS MO MNPUMEHEHMIO AEKAPCTBEHHOro NpenapaTta AAS CheumaAncToB
SBASIETCST  OQUUMOABHBIM ~ AOKYMEHTOM, COAEPXKALVM  HEOBXOAVMMYIO U
AOCTOTOYHYIO  MHOOPMALMIO ANl €ero aPPEeKTVMBHOrO 1 6e30MacHOro
MEAMLIMHCKOro MPYMEHEHWSI.

VHCTPYKUMST MO MPUMEHEHUIO MPENnAPAT MPEACTABASET COOOM OPULMAABHOE
OMUCAHME  XUMUYECKMX, PAPMALEBTUHECKNX, GAPMAKOAOTMYECKUX CBOWCTB
AEKAPCTBEHHOIO MPENAPATA, CBEAEHMM O €ro KAMHMYECKOM MPUMEHEHUN,
NOKA3AHUM K UCCAEAOBOHMIO, AO3VMPOBKE, CMNocoBax BBEAEHMUS, MeEPAX
NPOEAOCTOPOXKHOCTSIX M BO3MOXKHbIX  MODOOYHBIX  PEAKUUSIX S SIBASETCS
OCHOBOMOAQIAOLLMM AOKYMEHTOM AAS MEAULIMHCKOrO PABOTHUKA.

[MocTtaHoBAeHMeM T[Mpasutenbctea PO Nel380 ot 15 Hogbpsa 2017r. «O6
OCOBEHHOCTSIX  OMUCAHUST  AEKAPCTBEHHbBIX MPENAPATOBR  AASl  MEAMLMHCKOro
NPUMEHEHWSI, SIBASIHOLLLMXCS] 06bEKTOM 3AKYMKU AN obecneyeHus
FOCYAQPCTBEHHDBIX U MYHUUUMAABHBIX HY)KA» (Aanee — [locTaHoeAeHre Nel380)
YCTAHOBAMBAKOTCSI OCOBEHHOCTU OMUCAHUST AEKAPCTBEHHbBIX MPENAPATOR  AASI
MEAMLVHCKOrO MPYMEHEHUS, SIBASIOLLMXCS OBBEKTOM 3AKYMKM AASI OBecnedeHus
FOCYAQPCTBEHHbBIX M MYHULMAABHbBIX HY)KA (AOAEE - AEKAPCTBEHHbBIE MPENAPATHI),
B AOKYMEHTALMM O 3AKYMKEe AEKAPCTBEHHbIX MPENAPATOR MPW OCYLLECTBASHUM
TAKUX 3AKYNOK (AQAEE COOTBETCTBEHHO - AOKYMEHTALMS O 3AKYMNKE, 3AKYMNKA).

CornacHo 4.2 MNMocTtaHoBAeHMs1 1380 Mpu OMUCAHUM B AOKYMEHTALMM O 3AKYrKe
3AKA3YMKM MOMUMO CBEAEHWUN, MPEAYCMOTPEHHbIX MYHKTOM 6 Yacth 1 ctatbm 33
PeAepPaAAbHOro 3aKoHA «O KOHTPAKTHOWM CUCTEME B chepe 3AKYNOK TOBOPOB,
PABOT, YCAYr AAS OBecrnedyeHUst TOCYAQPCTBEHHbBIX W MYHULIMMOABHBIX HYMKAY,
YKQ3bIBOIOT:

A ) AEKAPCTBEHHYIO OOPMY MNPEenapaTd, BKAKOYAS B TOM UYNCAE 3SKBUBAAEHTHbIE
AEKAPCTBEHHbIE DOPMbI, 30 MCKAKOYEHVEM OMUCAHMS AEKAPCTBEHHOM GOPMbI 1 ee




XAPAKTEPUCTUK, COAEPDIKALLMXCS B MHCTPRYKLMSX MO NPUMEHEHUIO ASKAPCTBEHHbIX
NPEenapPATOB N VKA3BIBAKOWMX HA  KOHKDETHOrO MNPOU3BOAUTEAS  (HANPUMED,
onMcaHme LBeTa, ®OPMbl, BKYCO U AP.):;

6) AO3VPOBKY ASKAPCTBEHHOrO MpPenapaTd  C  BO3MOXMHOCTbIO  MOCTABKMU
ASKAPCTBEHHOrO MPEenapaTta B KPOTHON AO3MPOBKE U ABOWMHOM KOAMYECTBE
(HampuMep, NpwW 3aKyrnKke TABAeTKM ¢ pAo3Mposkor 300 Mr B AOKYMEHTALMM O
3aKyrnKke yKkasbBaeTcs: 1 TabaeTka c aAo3vpoBkor 300 Mr mAam 2 TABAETKM C
AO3VpoBKOM 150 Mr), O TAKXKE C BO3MOMHOCTbIO MOCTABKM ASKOAPCTBEHHOMO
NPenapaTa B HEKPATHbIX SKBUMBAASHTHBIX AO3VPOBKAX, MO3BOASIOLMX AOCTUYb
OAMHOKOBOIO TEPAMNEeBTUYECKOro addekTa (Hanpumep, GAAKOHbI 2,5 Mr, nAm 3 Mr,
NAM 3,5 Mr), AOMYCKAETCS YKA3AHUE KOHLEHTPALMU ASKAPCTBEHHOrO NpenapaTa
6e3 YCTAHOBASHUS KOATHOCTY;

B) OCTATOYHbLIMN CPOK TFOAHOCTU AEKAPCTBEHHOrO MNPEenapaTd, BbIPOXKEHHbLIM B
eAVHVLQAX MBMEPEHUST BpeMeEHN (HanpuMmep, "He paHee 1 gHeaps 2020 r." nAm "He
MeHee 12 MecsileB C AQTbl 3AKAKHYEHUST KOHTPAKTA" 1 AP.).

B cootBeTCcTBUM C M.1) 4.5 [NocTaHoBAEHMS1 Ne 1380 npr OonUCAHUM O6bEeKTA 3AKYMKM
HE AOMYCKAETCS YKA3bIBATb: MHbIE XAPAKTEPUCTUKM AEKAPCTBEHHbIX NPENAPATOB,
COAEPKALWMECS B MHCTPYKLUMUSIX MO MPUMEHEHMIO ASKAPCTBEHHbIX MNPEenapaTos,
YKA3bIBAKOLLME HA KOHKPETHOIO MPOU3BOAUTEASI ACKAPCTBEHHOIO MNP EenapaTa.

OapHako, B cooTteeTcTBMM C 4.6 [locTaHoBAeHust Ne 1380 onmcaHme obbeKkTa
3AKYMKN MOXXET COAEPIKATb YKA3AHME HA XAPAKTEPUCTUKK, MPEAYCMOTPEHHbIE
NOAMYHKTAMM "B - "M' MyHKTA & HACTOSILErO AOKYMEHTA, B CAy4OEe, €CAU He
MMEETCSI MHOM BO3MOMXHOCTM OMUCATb AEKAPCTBEHHbIE MPenapaThl. [lpy aToM

AOKYMEHTALMS O 30KYMNKE AOAKHA COAEPIKATD:
) 0O6OCHOBAHVE HEOOXOAMMOCTW YKA3AHMS TAKUX XAPAKTEPUCTUK;

6) NOKA3ATEeAM, MO3BOASIOLLME  OMNPEASAUTb  COOTBETCTBME  30KYMOEMbIX
AEKAPCTBEHHbIX npenapaToB YCTOHOBAEHHbIM XOPAKTEPUCTUKOM n
MOKCVMOAbHbIE 1 (UAM) MUHUMOABHBIE 3HAYEHKSI TAKWX MOKA3ATEeAelr, a TAKXKe
3HAYEHVIS MOKA3ATEAEN, KOTOPbLIE HE MOTYT M3MEHSITLCSI.

AOKYMEHTALMUST SAEKTPOHHOIO QAYKLUMOHA coaAepUT  Pasaen 2 «OnucaHme
06beKTA 3AKYMKM», rAe 3AKA34YMKOM YCTAOHOBAEHbI CAEAYIOLLME XAPAKTEPUCTUKMN
TOBAPA, B YACTHOCTMU:

1. MEPEYEHDb AEKAPCTBEHHDIX MPEMAPATOB 1 OBbEMbI, TPEBYEMBbIE K MOCTABKE.
Ne JKHBAIM* TpeboBaHWS, YCTAHOBAEHHbBIE B OTHOLLEHUM 3AKYNMAEMOro ToBapaA (MOKA3ATEAM, B(EA. Koa-Bo
n/n COOTBETCTBMM C KOTOPbLIMU BYAET YCTAHOBAMBATLCS COOTBETCTBME) nam.*
MeykAyHOpOoAHOE AekapcTeeHHas ¢oopMa  U|WHble XAPAKTEPUCTUKN
HEeMNATEHTOBAHHOE AO3VPOBKA B COOTBETCTBMU C{AEKOPCTBEHHOrO MNpenaparaq,
HOVMEHOBAOHWME,  MNPU|PETMCTPALMOHHbBIM coaepyKalmecs B
OTCYTCTBUAM TAKOrolyAOCTOBEPEHVEM C YY4ETOM|VMHCTPYKUMSIX MO MPUMEHEHUIO
HOVMEHOBOHWSI -|aKBMBOAEHTHDBIX AEKAPCTBEHHOIO
rPYNNMPOBOYHOE  UMAU[AEKAPCTBEHHBIX  GOPM  U[Npenapara™***
XUMUYECKOoe AO3MPOBOK*™**




HAMeHOBAHNe AN
cocTaB

KOMBUHUPOBOHHOIO
AEKAPCTBEHHOIO
npenapara**
1 AQ VOMNMPOMUA PACTBOP AN VHBEKLN,|OBbem HAMOAHEHUSIIMA 18000
370 Mr MoAQ/MA nepeuyHoOM ynakoeky - 200
MA™****, MpenapaT BbIASASIETCS]
MnoYkamm 4yepes 12 yacos He
MeHee 93% OT BBEAESHHOM
Aosbl*******
2 AQ NOMPOMUA, PACTBOP AN VHBEKLINA, Obbem HAMOAHEHUSIIMA 2000
370 Mr MoAQ/MA nepsuyHom ynakoeku - 100
MAF***** npenapar

BbIAEASIETCS MOYKAMM Yepes 12
yacoB He MeHee 93% o7
BBEAEHHOWM AO3bI*******

2. TPEBOBAHNS K CPOKY NTOAHOCTU U YTTAKOBKE AEKAPCTBEHHbLIX MPEMNAPATOB.

Ne HanmeHoBaHWe [MokasaTeAb

n/n

1 TpebOoBAHWSI K CPOKY FOAHOCTU AEKAPCTBEHHBIX MPENAPATOBR OCTATOYHBIM CPOK TOAHOCTU AEKAPCTBEHHbBIX
NPENAPATOB HO MOMEHT MOCTOBKM - HE MeHee
12 mecsues.

2 TpeBboBAHWS K YNOKOBKE YnakoeKa 7] MAPKMPOBKA AOAYKHbI

cooTBeTCTBOBATE PeASPAABHOMY 3AKOHY OT 12
anpeas 2010 r. Ne 61-03 "O6 obpalleHun
AEKAPCTBEHHbIX CPEACTB"

CoranacHo TMoctaHosaeHMo Nel380 ot 11.11.2017 [lMpasutenbcTBa POCCUMMCKON
Pepepaumm «O6 OCOBEHHOCTSX OMUCAHUST AEKAPCTBEHHBIX MPENAPATOR  AAS
MEAMLIMHCKOroO NPVIMEHEHWS, SIBASIOLLIMXCS] OB6BbEKTOM 3AKYMKN ANS]
FOCYAQPCTBEHHBIX M MYHULIMMAABHBIX HY>KA», B COOTBETCTBMM C M.6) (MOAMYHKTbHI «QO»,
«B») MOCTAHOBAEHMUS, 3aKA34YMK OBOOCHOBLIBAET UM YKA3bIBAET TPeOOBAHUS K
Ob6beKTy  3AKYMNKU:  3AKA3YWIKOM  ONpEeAEAeHbl  MOKA3ATeMN,  MO3BO/IOLUNE
onpeAeMrb COOTBETCTBME  3QKYraembiX  Mpenaparos yCTQHOB NAEHHbIM
XQPAKTEPUCTUKAM M MAKCUMOAbHbIE 1 (MAM)  MUHUMOAbHbBIE  3HQYEHMST TAKMX
rnokasaresey, a TaKXe 3HQYEeHWs MNoKa3ATeney, KOTOpble HE MOryT W3MEHSITbCS],
COrAQCHO MHQOPMALMN, YKA3AHHOW B MHCTRYKLIMN M0 MEANLMHCKOMY MPVIMEHEHMIO
Ob6BEKTA 3AKYIIKM.

OB0pPOT AEKAPCTBEHHbIX CPEACTB Ha Tepputopum Poccumckon Peaepauimm
peryavpyetcst PepepanbHbiM 3aKOHOM OT 12.04.2010 Ne 61-O3 «O6 obpalieHunmn
AEKAPCTBEHHbIX CpeAaCcTB» (Aanee - 3aKoH 06 ob6pAalleHUM AEKAPCTBEHHbIX
CPEACTB), COrAAQCHO M. 16 CT. 4 KOTOPOro MeXAYHOPOAHOE HENATEHTOBAHHOE
HOMMEHOBOHME AEKAPCTBEHHOIO CPEACTBA 3TO HOMMEHOBAHME AENCTBYIOLLENO
BEWECTBA (MAPMALUEBTUHECKON CYDBCTAHUMM, PEKOMEHAOBOHHOE BcemmpHom
OpraHM3aumen 3APABOOXPaHeHMs (BOJI).

AOKYMEHTAUMSI SAEKTPOHHOIO QAYKUMOHA COoAep>UT Paspaen 2 «OnucaHue
OBbeKTA 3AKYMNKW», raAe 3AKA3YMKOM YCTAHOBAEHBI CAEAYIOLLME XAPAKTEPUCTUKN
TOBAPA, B YOCTHOCTW:

AOKYMEHTALUMST DAEKTPOHHOIO QAYKLMOHO COAEPXKUT B Paspene 2 «OnncaHue
obbekTa 3AKYMKMN», rae 3aKa34MKoM OBOCHOBLIBAETCSI HEOBXOAMMOCTb
YCTOHOBAEHWSI TEX UAV UHBIX TPEBOBAHMM K TOBAPY, O UMEHHO:



* \eKQPCTBEHHbIVI Mpernapar, BKAOYEH B MNepPeYeHb XM3HEHHO HEeObXOAMMBbIX U
B OKHEMLLINX NEKQPCTBEHHbIX rnpenaparos

(aa/Her).

"% %

[lov  orMcaHvm  MHOIrOKOMIOHEHTHbIX  (KOMOMHUPOBAHHbLIX)  AEKAPCTBEHHbIX
npenaparoB, MNPeACTaBAIOLLMX Ccobovi KoMbuHaumo 2 um 6oree  aKTUBHBIX
BeLyecTB (TO €CTb QKTVBHbIX BELLUECTB, BXOASLLMX B COCTAB KOMOWHMOOBQAHHOMO
NEKQPCTBEHHOIrO npenapara m 30pPEerncTpPUPOBAHHbBIX B cocrase
OAHOKOMIMOHEHTHbBIX  AeKQPCTBEHHbIX  Mpenaparos), a T1akke  Habopos
30PErncCTPUPOBAHHBIX NAEKAPCTBEHHbIX MPenaparoB - AONKHO ObiTb yKQ3QHME HA
BO3MOXHOCTb MOCTABKN OAHOKOMMOHEHTHbIX NEKQPCTBEHHbIX MPernaparoB,

***Yka3biBQETCST AO3MPOBKA AEKQPCTBEHHOrO rnpenapara ¢ BO3MOXHOCTbIO
MOCTABKN AEKAPCTBEHHOro npernapara B KPATHOWM AO3MPOBKE U ABOVIHOM
KonHecTBe (HanpuMmep, npu 3akyrnke rabietkm ¢ A03uposkovt 300 M yKQ3bIBAETCSI:
1 tabaetka 300 mMr vin 2 1abaetkn 150 Mr, a TakKXKe B HEKPQATHbBIX 9KBWBQAAEHTHbIX
AO3MPOBKAX, MO3BOAIOLMX AOCTMHb OAMHAKOBOIrO TEPAMNEBTNHYECKOrO aPPEKTA
(Hanpumep, 2,5 Mr nn 3 Mr un 3,5 Mr)

B cAapMae, ecMm HE MMEETCSl MHOWMI BO3MOXKHOCTV ONUCATb  AEKQPCTBEHHbIE
npenaparbl, YKA3AHWEe WHbIX XAPAKTEPUCTUK AeKAPCTBEHHOro npenaparq,
COAEPXALUMNECST B MHCTPRYKUMSIX MO MPUMEHEHWIO NeKAPCTBEHHbIX Mperaparos, B
OMMCaHM OOBEKTA 3AKYMKN AONKHO COAEPXKATLCSE:

- 0boCHOBAHNE HEOBXOAMMOCTV YKA3AHWMS TAKUX XA AKTEPUCTUK, 30 UICKNOYEHMEM,
NEKAPCTBEHHOM POPMbI "DACTBOP AN MHPY3WMA"™, HQ OCHOBQHWW MyHKTA B), 4. 4

[ToctaHos Aenvisi [oasurensctea or 16.11.2017 N2 1380.

- foka3arenm,  Mo3Bosaolme  orpeAeMmMib  COOTBEerCiBve  3aKyrnaembix
NEKAQPCTBEHHbIX MPernaparoB yCTAHOBAEHHbIM XAPAKTEPUCTVKAM Y MAKCUMQAbHbIE
n (MA)  MUHUMQAbHbIE 3HQYEHWsT TAKMX [okQ3aresrevi, Q TaKXKe 3HQYEHWMs
nokasarenev, KoTOpble He MoryT N3MEHSITb CSl. !

* KK XX

Toebyercs npenapar B YKA3AHHOW AO3MPOBKE C YKA3QHHbIM OO6BEMOM
HAroAHeHWsT nepBudHovi  yrnakoBky (200 Mn)  O60CHOBAHME! OTAEAbHbBIM

NauneHTam AN rnpoBeAeHVist KT uCCAeA0BQHMSI C KOHTPACTOM HEOBXOAVMMO BBECTU
BHYyTPMBEHHO bonocHO borbLue 100 Ma koHTpacTa (M3 pacyera 1,5 MA/1 Kr MaccCbi
TeAq). BeBuAy TOro, 4ro 3aMeHa QAQKOHQ rpernapara BO BPEMST MCCASAOBQHMS
HEBO3MOXHQ, Tpebyercsl 3aKyrnka HEMOHHOrO KOHTPACTHOro cpeacrtBa ¢ MHH -
WNorpomna, € KOHUeHTpaumen vioaa 370 Mr/MA BO @AQKOHAx no 200
MA.

* KK KX X

Tpebyercs npenapar B YyKAQ3AQHHOW AO3MPOBKE C YKA3AHHBIM OO6bEMOM
HaroAHeHus1 nepBudHov yriakoBkm (100 mn) O6ocHoBaHME: A/ rpoBeAeHMsT KT
NCCAEAOBQHWST C KOHTPACTOM MAUMEHTY HEOBXOAMMO BBECTHN BHYTPOVBEHHO
60ONOCHO pPacTBOP M3 pacyéra 1,5 MA/1 Kr MQcCcCbl TeAQ. BBuAy TOro, 4ro 3aMeHa
PAAKOHQ MPEnapara BO BPEMST UICCASAOBAHVSI HEBO3MOXHQ, Tpebyercst 3aKyrka



HEWMOHHOIO KOHTPACTHOro cpeActBa ¢ MHH - Vlornpomma, ¢ KOHUEHToAUumen oA
370 Mr/MA BO @AaKOHAxX ro 100 MA.

reeeexx . BoiBepAeHVIE  VIOMPOMUAQ  Yepe3 MOoYKM, YKA3QHHOE B MHCTPYKUMM 10
ME ANLMHCKOMY MOVMEHEHWIO MMEET MPUHUMMNAAbHOE 3HAYEHME A /81 OMNPeAENSHVIS
BPEMEHV MOBTOPHOIrO BBEAEHMSI KOHTPACTHOIO CPEACTBA B TEYEHUM OAHVX CYTOK
MY BO3HUKLLIEVI KAVIHMHMECKOW HEOBXO AMMOCTH, YMEHbBLLEHWSI PUCKQ NEKQPCTBEHHbIX
B3QVIMOAENCTB I 1 YMEHb LLIEHVIST pucka Cep.AEYHO-COCY ANCTbIX
OCNOXXHEHWN

R EAvHWUBI  U3MEPEHMST OrpeAeNeHbl B CcooTrBerciBum ¢ [IMCbMoOM
MuH3apaBa Poccum or 26.01.2018 N2 18-2/10/2-438

nn nn 7

[los eavHVLEer usMepeHviss "MA"™ MOHMMAETCS MUAMANMTD  (MA)  pACTBOPA
AEKAPCTBEHHOIro npenapara B YKA3aHHOM A03MpoBke 370 Mr VioAQ/MA.

YKQ3QHHQST B HACTOSILLEM TEXHWHECKOM 3AAQHMN Ppa3a 'He MeHee" He Tpebyer
KOHKpET3ALMM 1 MOXET BbITb YKA3AHA B 3asBKE 6e3 YTOYHEeHWM.

3aKA34YMK  MOSICHUA, 4YTO  OAPMAKOKMHETVKA  AOOOro  VMHBEKLMOHHOIO
AEKAPCTBEHHOro npenapaTa, BBOAMMOro NAUMEHTY, B TOM YNCAE, MPUMEHSIEMOrO
TOAbKO B AMAMHOCTUYECKUX LEASX, HEMOCPEACTBEHHO BAMSIET HAO 6€30MACHOCTb
NPOBEAEHNST AMATHOCTUYECKOrO WCCAEAOBAHMUS.  [IPUCTAOABHOE BHUMAHME K
DAPMAKOKMHETMKE MNPENAPATA  CBSIB3AHO C  BO3MOXXHOCTbKO  BO3HUMKHOBEHWS
HEPPOTOKCUYECKOTO 3PPEKTA BCASACTBME MPSIMOTO TOKCUYHOIO BAUSIHUST HO
KAETKM MOYEYHbIX KAHAAbLEB WM PA3BUTUSI ULEMUM MO3FOBOrO BELLECTBA MOYEK,
NOSTOMY OYEBUAHO, YTO OAPMAKOKVMHETVKA NPENAPATA BAUSET HO 6E30MACHOCTb
NAUMEHTA, YBEAYEeHMEe BPEMEHM BbIBEAEHWSI KOHTPACTHOrO npenapara - 3TO0
AOMOAHUTEABHBIM PUCK BO3HMKHOBEHWSI KOHTPACT MHAYLMPOBOHHOM HEedpOnaTum
(KWH), nostoMy B TEXHWMYECKOM 3AAQHUM YKA3OH KPAMHE BAXKHBIM MAPAMETP C
TOYKM 3peHMs1 6E30NACHOCTM NALMEHTA.

Uem ObicTpee npenapaT BbBOAUTCSI M3 OPraHM3MA, TEeM MeHblle PUCKOB,
CBSI3OHHBIX C BBEAEHMEM npPenapaTa MAUUMEHTY, 3TOT AOMMAT He Tpebyet
AOKQ3ATEALCTB.

3aKA3YUK, FBASIICE AE4EDBHBIMU YHPEKAEHWSIMA, OKA3BbIBAKOT MEAVLIMHCKYKO MOMOLLLb
OAXKAOHAOM, B COOTBETCTBMM CO CXEMAOMU  AEYEHUST W KOHKPETHbIMU
AEKAPCTBEHHBIMM MPEnapATAMM, HA3HAYEHHBIMM BPpAYaMU. COrAQCHO 4.2 CT. 98
PepepanbHoro 3akoHa ot 21 Hosibpsg 2011 r. Ne 323-O3 «O6 OCHOBOX OXPAHbI
3A0POBbSI TPCAXKAQH B Poccumckon Peaepaumm», MEAVLVHCKME OPraHM3ALnN,
MEAMLMHCKME PABOTHUKN % dapMaLeBTUYECKME PABOTHUKN HecyT
OTBETCTBEHHOCTb B  COOTBETCTBUMM C  30KOHOAQTEABCTBOM  POCCUMMCKOMN
Peapepaunn 3a HapyLleHMe NPABR B chepe OXPAHbl 3A0POBbLS, MPUYMHEHME BpeAd
YKN3HU U (UAK) 3AOPOBbBIO MNP OKA3AHUM MPAXKAOHAM MEANLIMHCKOM MOMOLLIN.

TpeboBaHme K PEHTreHKOHTPACTHOMY JIC, YKA3QHHOE B  AYKLMOHHOM
AOKYMEHTALMMN HE MOXKET PACCMATPUMBATLCST KOK MOAOXKEHME, MPUBOASILIEE K



OrMPOHMYEHMNIO, HEAOMYLLEHMIO UAM YCTPOAHEHMIO KOHKYPEHUMM MPU MPOBEAEHNN
TOProB. AEKAPCTBEHHOE CPEACTBO MonpoMma AQHHOM ASKAPCTBEHHOM GOPMbI U
AO3MPOBKM B PA3AMYHBIX  DOPMAX YMNAKOBKKM, 3ATPebOBAHHOE 3AKA34YMKOM,
HOXOASTCS1 B CBOBOAHOM 06opoTe Ha Tepputopun PO, B AyKUMOHE MOXKET

YYOCTBOBOTb

HeorpaHn4eHHoe

KOAMHECTBO

MOCTABLLUMKOB,

CMOCOBOHbIX

NPEANOXKNTDb K MOCTABKE NPENApAT C TpebyeMbiMU XOPAKTEPUCTUKAMMU,

CoraacHo nHOopMauunM 13 rOCVAOpCTBeHHOFO peeCTpa AeKAPCTBEHHbIX
cpeAacCTB (http: //grls.rosminzdrav.ru/), pA3MELLEHHOM HA OPULMNAABHOM
canmte  MwuH3ApABO  PoccuM,  KMMEETCSl  CAeAyloWwast  MHOOPMALMS
nekapcTeeHHoMy npenapaty (MHH Nonpomnp) ¢
CtpaHa
Me>kayHOpOAHOE HarmeHoBaHVE ACPXATENS A
HEeNOTEHTOBAHHOE AEPXKATEAS AU
BAQAEABLA
Toprosoe HANMEHOBAHNE A NEeKAPCTBEHHA ¢ BAAASABLCA PEMMCTPAUMOHHO | PerncTpaumoHH
HAVMEHOBAHWE dopma PETMCTPAUMOHHOTO ro bl HOME
rPYNNMPOBOYHOE P YAOCTOBEPEHWMSI P
XnmMmmyeckoe) AEKAPCTBEHHOIO
HAVMEHOBAHWE npenapaTa YAOCTOBEPEHIS]
AEKAPCTBEHHOIO
npenapaTa
- PacTteop aAg AO AN 004328-
Nonpomuna-TA MOMPOMUA, UHbEKLM Poccus 060617
«PAPMOCACBALY
- PacTeOp AN
Nonpomuna TP Nonpomma, HbEKUM OO0 «<Mocopapm» Poccus AIN-003110
Nonpomma, Nonpomma, PacTeop ANl OO0 «hyroaac Poccus NI1-002892
MHBEKLMI DKCNonM»
PacTeOp AN bavep
YABTPQBUCT Nonpomuna, e LeprHrdapma AT FrepMaHus M N002600

AekapcTBeHHble npenapatel (MHH Monpomma) ¢ TOProBbiMy HOMMEHOBAHMUSIMUL
Nonpommna TA, WVonpomua-Buapsuct, Wompomua TP,  YABTPOBUCT B CBOWX
MHCTPYKLUUSIX COAEPXAT AQHHYIO TEXHMYECKYKD XAPAKTEPUCTUKY: BbIBEASHMUS
yepes NoYkn B Te4eHun 12 4yacos He MeHee 93% OT BBEAEHHOM AO3bl. I TOABKO B
MHCTPYKUMM HO  AEKAPCTBEHHb npenapar  «/onpoMna»  ykasaH 6Goaee
ANTEABHBIN BDEMEHHON NEepUOA «BbIBEASHMSI Yepes MOYKM B TeYeHUM 24 4aCOoB He
MeHee 92% OT BBEAEHHOWM AO3bi».

Kpome Toro, AekapCTBeHHble NpenapaThl B pamkax MHH Monpomma AONyLLEHb K
obpalleHnio Ha Tepputopun PO, a 3HOYNT AOBOAbBI 3QSIBUTEAST O TOM, YTO
ASKAPCTBEHHBIE MPEnapaThl C TOProBbIMA HAUMEHOBAHMSMK  lonpomua-TA,
Nonpomua TP He BbinylieHbl B OBpalleHre Ha Tepputopun PO seasioTCs He
AOCTOBEPHbIMU.

MNocTABWUK MOXKET NPEAAOXKUTb K NOCTABKE B PA3HbIX AOAEBbIX COOTHOLIEHUSIX TP
AEKOPCTBEHHbIX npenapara (MHH lMonpomuna) ¢ TOProBbIMU HOMMEHOBOHUSIMUAL
Nonpomua TP, Monpomua TA 1 YAbTpaeuCT. TOKMM OBPA30M, TPEBOBAHME K
PEHTIEHO-KOHTPACTHOMY AC, YKO3AHHbIE B AYKLMOHHOM AOKYMEHTAUWM HE MOryT
PACCMATPUBATLCS KOK MOAOYKEHUE, MPUVBOASILLLEE K OTPAHNYEHNIO, HEAOMYLLEHWIO
NAV YCTPOHEHMIO KOHKYPEHLMM MPU NPOBEAEHUN TOPIOB, HET HUKAKMX OCHOBAHWMN
YTBEPXKAOTb 00  OMPAHMYEHUMM  KOHKYPEHUMM MO  AQHHBIM  QYKLVOHHOW



AOKYMeHTaLMn. K MOCTABKE MOryT ObiTb NPEAAOYKEHB OAHOBPEMEHHO NPENAPAThHI
PA3HbIX MpousBoAuTeAein. [lpn  onpeaeAeHU TPebOBAHUM K 3AKynaemomn
NPOAYKUMM  30KA3YUMK  YYUTBIBOA COOTBETCTBME CBOWX MoTpebHocTen K
30KyrnaeMoMy TOBAPY W AQHHbIE TOCYAQPCTBEHHOIO PEeecTpd ASKAPCTBEHHbIX
CPEeACTB, PA3MELLEHHbIX HQ OPULIMAABHOM cavte
https://grls.rosminzdrav.ru/GRLS.aspx.

HO OCHOBOHWM BbILLEU3AOKEHHOTO, C Y4YETOM HOAAMYUS B TOCYAOQPCTBEHHOM
peecTpe ASKAPCTBEHHbIX CpeACTB AEKAPCTBEHHOrO CpeACTBA C
MEXAYHOPOAHBIM HEMOTEHTOBAHHBIM HOVMEHOBAHMEM onpoMuA  HOAOTMYHDBIX
ASKOPCTBEHHbIX  CPEACTB, ONMUCOHME OObEKTA 3AKYMNKM He MNPOTUBOPEYUT
NOAOYKEHMSIM 30KOHA O KOHTPAKTHOM CUCTEeMe.

Bce yKQ3aHHbE NPEnAPATbl B CBOWX WMHCTRYKUMSIX COAEPXKAT MHPOPMALUMIO O
BbIBEAEHVMN Yepes MOYKM B TedeHne 12 4yacos He MeHee 93% OT BBEAEHHOM AO3bl.
[lo BCEM YKA3AHHBIM MPENAPATAM 3APEMMCTPUPOBOHA MPEAEAbHAST OTMYCKHAS
LEeHa, 4YTO  TAKXKE  MOATBEPXKAQETCST  MHOOPMAUMEN,  YKO3AHHOM B
[OCYAQPCTBEHHOM PEeEeCTpe AeKAPCTBEHHbBIX cpeacTs (hitp://grls.rosminzdrav.ru/).

Takmm obpasoMm, TpeboBAHUS, YCTAHOBAEHHblE 3AKA34YMKOM B Pasapene 2
«ONMCaHMe OBbeKTa 3AKYMKM» He MPOTUBOPEYAT MOAOXKEHMSIM  30KOHA O
KOHTPAKTHOM CUCTEME.,

Komumccust, pykoBoACTBYsICb 4.1, 4.4 cT.105 n HO OCHOBOHMM 4.15 CT.99, 4.8 cT.106
PeapepanbHOro 3akoHa o1 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM cucTeme B chepe
3AKYNMOK TOBAPOB, pPABOT, YCAYr AAsl obecnedyeHusi FOCYAQPCTBEHHbIX U
MYHULIMMAABHBIX HY>KAY,

PELLNAA:

1. MpusHaTtb >xanoby OOO «TA «BUAA» HeOBOCHOBAHHOW.

2. OTMEHUTb MPVOCTAHOBAEHVE OMPEASAEHME NMOCTABLMKA (MOAPSIAYMKA,
NCMOAHUTEAS)) B YACTU  TMOAMUCOHUSI  KOHTPAKTA  (U3BelleHne  Ne
0318200077019000525).

HacTosilee PelleHne MoykeT ObiTb 06KAAOBAHO B CyASOHOM MOPSIAKE B TeYeHue
TPEeX MeCsILEB C AQTbl €ro NMPUHSITYS.



