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PEINIEHHUE
110 /1eJ1y 0 HApYLIEeHHH 3aKOHOAATEeIbCTBA

0 KOHTPAKTHOI cucTeMe B c(hepe 3aKyNOK
Ne 033/06/33-1201/2020

25 oexabps 2020 200a 2. Braoumup
Peszontomusnas uacms pewenus oenawena 25.12.2020

Komuccus Bragumupckoro YOAC Poccun no kouTponto B chepe 3akynok (naiee — Komuccus) B
COCTaBe:

Ha ocHOBaHMU 4acTH 8 crtarbu 106 dDenepanpHoro 3akonHa Ne 44-®3 ot 05.04.2013 «O KOHTpakTHOHN
cucreMe B cdepe 3aKyloK TOBapoB, padoT, yCIyr il obecreueHHs rocylapCTBEHHbIX U MYHUIMIIAIbHbBIX
HYX1» (manee - 3akOH O KOHTPAKTHOH cucTeMe) M AJIMHUHUCTPATHBHOrO periamenta PenepaibHOi
AQHTUMOHOIIOJIFHOW CIY’KOBbI TI0 HCHOJHEHHIO TOCYAAPCTBEHHOW (YHKIMM 1O PAcCMOTPEHHUIO Kalol Ha
neiictBusi  (Oe3melCTBHE) 3aKa3yMKa, YIOJIHOMOYEHHOTO OpraHa, YIIOJHOMOYEHHOTO  YYPEeXKICHHS,
CTHEeUUAIN3UPOBAHHON OpraHM3alui, KOMHCCUHU IO OCYIIECTBICHHIO 3aKYIOK, €€ WIECHOB, IOJKHOCTHOTO
T2 KOHTPAKTHOW CITy’KObI, KOHTPAKTHOTO YIPABISIONIETO, ONEpaTropa 3JIEKTPOHHOW IUIOMIAJKU IPH
OIPEJeJICHNH IIOCTABIIMKOB (HOAPSAIUMKOB, HCIIOJIHUTENEH) a1 oOecneueHus TIOCYAApCTBEHHBIX U
MYHUIMNAIbHBIX HYX[, yTBepxaeHHoro mnpukazoM ®AC Poccum or 19.11.2014 Ne 727/14 (nanee -
aJIMUHHCTPATUBHBIA pErIaMeHT) paccMoTpena jkanody oOmiecTBa C OrpaHMYEHHOH OTBETCTBEHHOCTBHIO
«ECKO» (manee 3asButens, obmectBo, OO0 «ECKO») Ha monokeHus NTOKYMEHTALUW TMPH MPOBEICHUH
3arpoca MpeIoKeHu B 3JIeKTPOHHOM (opMe Ha 3akymKy JiekapcTBeHHbIX npenaparoB (MHH: Asrpeonam
JU3UH) A5 00eCreueH sl OTIENbHBIX KaTeropuid rpaykaaH MpU OKa3aHUHM aMOyJIaTOPHO-TIONIUKINHUYECKON
MOMOIIM B COOTBETCTBUM ¢ 3akoHOM Brnaaumupckoit obmactu ot 02.10.2007 Ne 120-O3 (Ne 3akynku
0328300017920000277) B OTKPHITOM 3aceJaHWd B TMPUCYTCTBHM TPEACTABUTEICH 3aKa3yvka —
TOCYJIapCTBEHHOT0 OIO/DKETHOTO YUpeXIeHHs 3ApaBooxpaHeHus Bmagumupckoit obmactu «['opoxckas
nonukiauauka Ne 1 r. Bnagumupay ... (moBeperHocts ot 23.12.2020 6/n), ... (moBeperHocTh oT 23.12.2020
6/1), mpexacraBureneir 3assurenss OO0 «ECKO» ... (moBepennoctb Ne33-20 ot 17.06.2020),
(moBepennocTh Ne34-20 ot 17.06.2020).

24.12.2020 B COOTBETCTBHM C IMyHKTOM 3.33 AJIMUHHCTPATUBHOIO PETJIAMEHTA U YacThIO 3 CTaThH
106 3akoHa O KOHTPAKTHOW cucTeMe B cdepe 3aKylNOK B paMKaX pPacCMOTPEHHs Jejla O HapylIeHUH
3aKOHOJIATENbCTBA O KOHTPAKTHOM cucteMe B cdepe 3akynok Komwuccueil Obu1 0OBSBIEH NEpephIB 10
25.12.2020.

B xome paccmoTpeHus jAena O HapylIeHHH 3aKOHOJATelbcTBa B cdepe 3akymok Ne 033/06/33-
1201/2020 Komuccus Baagumupckoro YOAC Poccuun

YCTAHOBUWJIA:

Bo Bragumupckoe YDOAC Poccun noctynuna xxanoba OO0 «ECKO» Ha nonoxeHust JOKyMEHTaluu
IpY TPOBEACHUM 3arpoca MPEeJIOKEHUH B AJIEKTPOHHOM (hopMe Ha 3aKyIKy JIEKAPCTBEHHBIX IPETapaToB
(MHH: A3stpeonam nu3uH) [UIsi 0OeCTIeUeHHS OTACIBHBIX KaTErOpHi Tpa)IaH MPpH OKa3aHWW aMOyJIaTOpHO-
MOJIMKIIMHIYECKON TIOMOIIIM B COOTBETCTBHU ¢ 3akoHOM Bnamgmmmupckoit oomactu ot 02.10.2007 Ne 120-O3
(Ne 3axymku 0328300017920000277).
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3asBUTENb IOJIAraeT, YTO JOKYMEHTAlMs pPacCMaTpUBAEMOIO 3ampoca IPEeaoKEHU He
COOTBETCTBYET IOJ0XKECHHUAM JEHCTBYIOLIETO 3aKOHOJATENIBCTBA T10 CIEIYIOIIUM OCHOBAaHUAM.

1. Cornacno nynkrty 14 paznena II. MTHpopManmoHHON KapThl JOKYMEHTALMK O IIPOBEAECHUM 3aIpoca
IPeUI0KEeHUH, MYHKTY 5.1 MpoeKkTa KOHTpaKTa CPOK INOCTaBKU TOBapa - «C MOMEHTA 3aKJIF0UEHHs 10r0BOPA B
TeueHue 5 pabounx JTHEH».

AHaJIOrM4YHBINA CPOK ITOCTABKU YCTAHOBJIEH B U3BEIICHUHU O IIPOBEACHUH 3aIIpOCa IIPEITI0KEHUIA.

3asiBUTENH B jkajmo0e coo0ImaeT, 4To JeKapcTBeHHbI nmpenapat ¢ MHH: AsTpeonam im3uH, MOpOIIOK
JUIS IPUTOTOBJIEHUS PacTBOpa Ui MHTAJSILKN, 75 MI, MHJUIUTPaM (MI) SIBJISIETCSI HE3apETUCTPUPOBAHHBIM Ha
Teppuropun Poccuiickoit @enepanuy MpemnapaToM.

[Toctanonennem IlpaButensctBa P® ot 29.09.2010 Ne 771 yrBepxnennl IlpaBuna BBO3a
JIEKapCTBEHHBIX CPEJICTB A1 MEAULIMHCKOTO IPUMEHEHHSI HAa TeppuTOpun PO.

B coorBercTBUM ¢ moAmyHKTOM «r» nOyHkTa 11 IlpaBun opraHu3anuu ONTOBOM TOPIOBIW IJIs
IIOJIy4EHUs] PA3pelleHus] Ha BBO3 JIEKAPCTBEHHOIO IIpernapaTra A OKa3aHUs MEIUUUHCKOW IOMOLIMU IO
’KM3HEHHBIM II0Ka3aHUSIM KOHKPETHOTO NAllUeHTa HEOOXOIUMBI IOKYMEHTHI:

- 3aKIII0YCHHE KOHCHJIMyMa Bpaueil QenepanbHOTO YyUpekIeHHs Wi ydpexaeHus Poccuiickoii
aKaJeMUM MEIMLIHMHCKUX HayK, B KOTOPOM OKAa3blBACTCA MEIMLUHCKAs IIOMOILb KOHKPETHOMY IALIUEHTY,
MOJNMCAaHHOE TJIABHBIM BpadoM (AMPEKTOPOM) KM JIMIIOM, HCIIONHSIOIMIMM €ro OOs3aHHOCTH, U €ro
AJIEKTPOHHAS KONHMS, MOJIMHMCAHHAS AJIEKTPOHHON IM(POBOI MOAMUCHIO, O HA3HAYCHUH STOMY MAIUCHTY
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO IMIpernapara Uil OKa3aHus €My MEIUIMHCKOW IOMOIIM IO
KM3HEHHBIM TIOKa3aHUSAM U HEOOXOIUMOCTH €T0 BBO3a;

- oOpaleHue yrmoJHOMOYEHHOTO OpraHa UCTIOHUTENBHON BiIacTu cyobekTa Poccuiickoit denepannu
B (hopMe JIEKTPOHHOIO JAOKYMEHTA, MOJMUCAHHOIO 3JIEKTPOHHON IU(PPOBOH MOJMHUCHIO, 0 HEOOXOAMMOCTHU
BB0O3a HE3apETHCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpernapara Julsl OKa3aHWs MEJUIMHCKONW IIOMOIIM IIO
KU3HEHHBIM ITOKA3aHUSAM KOHKPETHOIO IAIMEHTa C IPUIOKEHUEM KOIMM 3aKIHYECHHsS KOHCWIMyMa Bpaudei
yupexaeHus cyonekra Poccuiickoit ®enepaiuy, B KOTOPOM OKa3bIBae€TCs MEIUIMHCKAs MOMOLIb 3TOMY
MAUECHTY, O HAa3HAYEHUM €My HE3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipenapara s OKa3aHHs
MEJIUIUHCKON MTOMOIIH IO XM3HEHHBIM MOKa3aHMUAM M HEOOXOJMMOCTH €ro BBO3a, HOJIMHMCAHHOTO TJIaBHBIM
BpauoM (IMPEKTOPOM) I JIMIIOM, UCTIOHSIOUINM €0 00S3aHHOCTH;

- KONHUS [acmopra MWIM CBUICTENbCTBA O POXKICHUM NAIMEeHTa, KOTOpPOMY Ha3HaueH
HEe3aperucTPUPOBAHHBIN JIEKapCTBEHHBIN MpenapaT Mo >KU3HEHHBIM NOKa3aHUAM Ul OKa3aHUs MEAULIMHCKON
MIOMOIIIH, 3aBepeHHas (heiepaIbHBIM YUPEKICHUEM (YUPEKACHUEM), OKA3bIBAIOIIUM METUIIMHCKYIO TIOMOIIb,
B (hopMe IIEKTPOHHOTO TOKYMEHTA, MTOANMCAHHOTO IEKTPOHHON IU(POBOM MOJIHCHIO.

Paccmorpenne Munsznpasom Poccun 3asBiieHUs 1 IPUHATHE PELIECHUS O BbIJA4e pa3pelIeHUs Ha BBO3
KOHKPETHON NapTHH HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, NPEIHA3HAYCHHBIX IS OKa3aHUs
MEIUIUHCKON TOMOIIM 1O JKU3HEHHBIM IOKa3aHMAM KOHKPETHOTO MaiueHTa Ju0o o0 OoTkaze B Bblaade
YKa3aHHOTO pa3pelIeHus: IPOU3BOIATCS B CPOK, HE MPEBBIIIAIONINN IATH Pa00UYHX JTHEH.

Takum o00pa3om, 3asBUTENb IOJIaraeT, YTO B M3BEUICHMM U JOKYMEHTAllMH pPacCcMaTpUBAEMOIO
3ampoca KOTHPOBOK B DIIEKTPOHHOH (opMe 3aKa3unKkoM HENpPaBOMEPHO YCTAHOBIIEH KOPOTKHUH CpOK
noctaBku: «C MOMEHTA 3aKII0YEHUS JOTOBOpa B TEUEHUE 5 pabounX JTHEH», YTO SABISETCS HEBO3ZMOXKHBIM IS
CBOEBPEMEHHOT'O UCIIOJHEHHSI KOHTPAKTa YCIIOBUEM.

Takxe 3aKa3uuKOM HE YYTE€Hbl CPOKM paccMOTpeHHss MHUHUCTEpCTBOM 37paBooxpaHeHus Poccun
3asBJICHUSI M NPUHATHS PELICHUS O BbIAAUYE Pa3pelICHUs Ha BBO3 HE3apETrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB.

2. Ilynkrom 23 pasznena II MHdopmanuoHHON KapThl K JOKYMEHTAIllMM O HPOBEIEHHM 3ampoca
NPEUIOKEHUH YCTaHOBJIEHBI TPEOOBaHMSA K COAEP)KAHHMIO, B TOM YMCJIE COCTaBy 3asBOK, ()OpMe 3asBOK Ha
y4JacTHe B 3aIpOCe NPEATIOKEHNH B SJIEKTPOHHON GopMme.

B cuny nanHbIX TpeOoBaHUMIl 3asBKa Ha y4acTHE B 3alpoce NPEAJIOKEHUH B JIEKTPOHHOH (opme
HAIPABJIAETCS YYACTHUKOM 3aKYIIKHM ONEPATOPY DJIEKTPOHHOM IIOMAAKU M JOJDKHA COAEPXKATh CIEAYIOLINE
JOKYMEHTBI U MH(QOPMaLUIO 00 Y4aCTHHUKE 3apoca NPeAsIoKEHUN B JJIEKTPOHHOH GopMe, OAABIIEM 3asBKY,
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B TOM YHCJIC: KONHMI0 PerucTpannoHHoro yaocropepenusi (denepanpaspiii 3akoH ot 12.04.2010 Ne 61-D3
"O6 oOpamieHnH JeKapCTBEHHBIX CPeACTB").

VYcnoBre OTHOCUTEIBHO IMPENOCTABIEHUS PETUCTPAMOHHOIO YAOCTOBEPEHUS TAKXKE COLCPKUTCA B
nm. «a» m. 5.6., m. 3 npunoxenus Ne 4, . «B» npunoxxkenus: Ne 7 npoekta kontpakta (paznen [V «ITPOEKT
KOHTPAKTA» k JlokymeHTanun).

Cormacio mn. 26 cr. 4 ®enepanbHoro 3akoHa oT 12.04.2010 Ne 61-®3 perucrpauroHHOE
YIOCTOBEpEHHE JIEKapCTBEHHOIO IpemapaTa - JJOKYMEHT, MOITBEPXKIAIOMMKA (aKT ToCylapCTBEHHOM
pEerucTpaLyy JEKapCTBEHHOIO Ipenapara.

B cBs3u ¢ tem, uto nekapcTBeHHBIN npenapar ¢ MHH a3tpeoHam nw3uH, moaiexamyid 3aKyIKe B
paMKax JAaHHOTO 3ampoca MNPEeIIoKEHUH, ABISIETCS HE3apEerMCTPUPOBAHHBIM Ha Tepputopun Poccuiickoit
denepanyy MpenapaToM, PErHCTPALMOHHOTO YIOCTOBEPEHHS Yy HEro He HMeeTcs, U TpeboBaHHE O €ro
IIPEIOCTABICHUY  HEHUCIOIHUMO M IpoTtuBopeudT [IpaBunam, yTBEpKACHHBIM  IOCTaHOBICHHEM
[IpaBurensctBa Poccuiickoit @enepaunu ot 29.09.2010 Ne 771.

Ha ocHOBaHMM M3JI0)KEHHOI'O, 3asiBUTENb IOJaraer, 4YTo TpeOOBaHUE K COCTaBY 3asiBKH SIBISETCA
N30BITOYHBIM U HEBBIIIOJIHUMBIM.

3. Ilynktom 3.4.4., crathe 7 BbIOOpOuYHas mpoBepka ToBapa paszznena [V «lIpoekt KoHTpakTa»
JOKYMEHTAallMM O MPOBEJECHUU 3alpoca MPEUIOKEHUN YCTAaHOBJIEHO IPaBO 3aKa3yMKa OCYILECTBIATh
BBIOOPOYHYIO POBEPKY KayeCcTBa MOCTABISEMOI0 TOBapa, B TOM YHCJIE MOCIE IPUEMKH TOBapa.

Cornacno n. 7.2. pazgena IV «lIpoekt kKoHTpakTa» 3a00p 00pas3loOB MPOU3BOMUTCS B 3-X KPaTHOM
KOJIMUYECTBE YIIAKOBOK TOBapa, HEOOXOIUMBIX JIJIsl IPOBEIECHUS OJTHOTO aHAJIM3a.

3asiBUTENb MOJAraeT, YTO JAHHBIE MOJOKEHHS CIEeIyeT UCKIIOUNUTh U3 MPOEKTa KOHTPAKTa, TaK KaK K
MIOCTaBKe IPEIoIaraeTcsi HesaperucTpupoBaHHbIi Ha Teppuropun PO npenapat, KOTOpbIil OyaeT BBO3UTHCS
B P® Ha ocHoBanum paspemenus MunsapaBa Poccun 1moj KOHKPETHOrO IALMEHTA I10 KU3HEHHBIM
MIOKA3aHUsIM, B CTPOrO OIPEAEIEHHOM KOJIMYECTBE YIAKOBOK, 3aKyIAeMbIX B PAaMKax JaHHOIO 3ampoca
IIPEI0KEHUM.

Ha ocHOBaHMM M310KEHHOTO, 3asBUTEIb POCUT NPU3HATH 5ka100y 0OOCHOBAHHOM, BbIIaTh 3aKa34HUKy
00s13aTeNbHOE sl UCTIOHEHUS MPEITUCaHue 00 yCTpaHEeHHH JOMYIIEHHBIX HAPYIICHHH.

[IpencraBuTeny 3aKka3z4nka Mo JOBOJAM KaJIOObI COOOLIHITH CIeIyIoIIee.

OTHOCUTENBHO MEPBOTrO JOBOJA IPEACTABUTENN TMOACHWIM, 4YTO 3aKyNaeMblil JIEKapCTBEHHBIH
mpernapaTr  SIBISIETCS  HE3aperucTpUpOBaHHBIM Ha Tepputopun Poccmiickoit  ®enepanun. OnHako,
MIPEJICTaBUTENIN BBIPA3WJIM MHEHHE O TOM, YTO HPEIYyCMOTPEHHOrO0 B 3aKyNOYHOW JOKYMEHTAIlMH CpOKa
JOCTaTOYHO I TOCTABKH Ipenapara BBUAY HUXKECIIEAYIOIIETO.

B coorBercTtBuu ¢ myHkToM 17 crathu 83 3akOHa O KOHTPAKTHOM CHCTEME KOHTPAKT 3aK/II0YaeTcs Ha
YCIIOBUSIX, IPEIyCMOTPEHHBIX M3BEUICHHEM 3allpoca IPEUIOKEHUH M OKOHYATENBHBIM IPEAIOKEHUEM
noOeuTens 3ampoca MpeaoKeHui, He paHee YeM uepe3 ceMb aHer ¢ matel pazmenienus B EVIC uroroBoro
IIPOTOKOJIA, M HE TO3/IHEE YEM Yepe3 ABAALATh JHEU C aThl MOANUCAHNS YKA3aHHOTO IIPOTOKOJIA.

CrnenoBarenbHO, MUHUMAJIbHBIM CPOK 10 3aKJIIOYEHUS KOHTPAKTa COCTABISAET 7 AHEH, TaHHOTO CpoKa
JOCTaTOYHO JJIsl Meperayd HeoOXOAMMOW JTOKyMEHTAaluu MOOEIUTENI0 3ampoca MpelIoXKeHUH, nogadd u
MOJIyYEHUS] UM pa3pellieHusl Ha BBO3 KOHKPETHOM MapTHUH JIEKapCTBEHHBIX CPeACTB B MUH3paBe.

Kpome Toro, mpoBeneHHe yKa3aHHOW 3aKylMOYHOW TNPOLEAYpbl OOYCIOBIEHO HEOOXOAMMOCTBIO
MaKCUMaJIbHO OBICTPOTO JIEKAPCTBEHHOTO 00ECIIEUYeHHsI M0 )KU3HEHHBIM MMOKAa3aHUAM KOHKPETHOTO MalueHTa
C Y4ETOM BO3JIOKCHHOH Ha 3aKa34MKa OTBETCTBEHHOCTBIO IO €€ MCIIOJIHEHUIO.

OTHOCHUTENBHO BTOpPOTO JOBOJA MPEJICTABUTENM TMOSICHWIM, 4YTO MyHKTOM 23 pasgena L
WNudopmanmonHas kapTa K JOKyMEHTAllUU O IPOBEIEHUH 3aIipoca MpeI0KEeHU yCTaHOBICHBI TPEOOBaHUS K
COCTaBy 3asiBOK, B TOM 4MCJE, JAHHBIM ITYHKTOM YCTaHOBJIIEHO TpeOOBAaHME O INPEACTaBICHUH KOIHUH
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS Ha JIEKAPCTBEHHBIE CPEJCTBA B COCTABE 3asIBKM HA y4aCTHE B 3aKYIIKE.

[lo MHeHuro 3aka3uuka, AaHHOE TpeOOBAaHME HMEET MECTO JMIIb TOrZAa, KOrga 3TO HpsSMO
MPETyCMOTPEHO 3aKOHOAATENHCTBOM PD.



JlaHHast 3aKynKa OCYIIECTBIISIETCS IS OKAa3aHHUS MEIULUHCKON NOMOIIHM MO KU3HEHHBIM IOKa3aHUSIM
KOHKPETHOI'O MalMeHTa Ha OCHOBAHMM pa3pellieHus], BBIIAHHOTO YHOJHOMOYEHHBIM (eIepaibHbIM OpraHOM
WCIIOJIHUTENIPHOM BIJIACTH, CJIEAOBATENbHO, MPEACTABICHUE KOINHWHW PETUCTPALMOHHOTO YAOCTOBEPEHUS
SIBIIIETCSL HEOOS3aTEIbHBIM U HE MOXKET CIYKUTh OCHOBAHMEM I OTKJIOHEHHSI 3asIBKU yYaCTHHKA.

3. OTHOCUTENIBHO TPETHETO JI0BOJIA MPEACTABUTENN MOSCHUIN, YTO YCTAHOBJICHHbIE B MyHKTax 3.4.4.,
crateeil 7 pazgena [V «lIpoeKkT KOHTpakTa» JOKYMEHTAlUU MOJ0KEHUs, YKa3bIBAIOUIMX Ha MPaBO 3aKa3zuuKa
OCYIIECTBIIATh BHIOOPOYHYIO MPOBEPKY KauecTBa MOCTABISIEMOTO TOBAapa, COAEPIKATCS B THIIOBOH ero ¢opme,
HaJIMYUE YKA3aHHBIX IIyHKTOB KOHTpPaKTa HOCUT JUCIO3UTHBHBIM XapakTep M HE IpeaycMaTpuBaeT
MpOBeICHUs 00s3aTeIbHON IPOBEPKU TOBAPA.

[IpencraBuTeny BbIpa3ujii MHEHHE O TOM, YTO COOTBETCTBEHHO, YKa3aHHbIE ITYHKThI KOHTPAKTa HOCAT
(dbopManbHBIN XapakTep, TaK Kak IPU BBO3€ JICKAPCTBEHHBIX CPEJCTB CEPTU(PHKATHI MOIEKAT MPOBEPKE, UYTO
MCKJTIOYAaeT BBO3 HECEPTU(DUIMPOBAHHOTO U HEKAYECTBEHHOTO TOBapa.

Ha ocHOBaHMM H3II0)KE€HHOTO, MPEICTaBUTENN 3aKa3uMKa BBIPA3WIM MHEHHE O HEOOOCHOBAaHHOCTHU
KaJI0ObI M MPOCUJIM OTKA3aTh B €€ YAOBICTBOPEHUH.

3acaymaBp MHeHMsI CTOPOH, U3YYMB IPEJCTABICHHBIE JOKYMEHTBI, MCCIIEIOBAB JOKAa3aTeJbCTBA
CTOPOH B paMKax BHEIUIAHOBOM NMPOBEPKHU, MPOBEJECHHON B COOTBETCTBUM C MYHKTOM | yacThio 15 cratbu 99
3aKoHa 0 KOHTPAKTHOM cucteMe, Komuccus mpuiuia K ciaeayroniM BbIBOIAM.

14.12.2020 na odwunmambHOM caiTe equHOW HH()OPMAIIMOHHOW CHCTEMBI B cdepe 3aKyloK ObLIH
pasMeleHsl  W3BEIIEHWE O  MPOBEACHUHM  3ampoca  MPEUIOKEHHH B JJEKTpPOHHOW  (opme
Ne 0328300017920000277 u moKyMeHTAIMs O MPOBEACHUH 3a1poca MPEAJIOKEHUI B 3JICKTPOHHOM opMe Ha
IIPaBO 3aKJIIOYUTh TIPAKAAHCKO-IIPABOBOM JIOrOBOpP HA 3aKYIKY JieKapcTBeHHbIX mpenapatos (MHH:
A3TpeoHaM JHM3UH) Ui OO€creYeHHsl OTACTbHBIX KaTeropuid TpakJaH NpHU OKa3aHWM aMOyJIaTOpHO-
MOJIMKJIMHIYECKOH TTOMOIIM B COOTBETCTBHHU ¢ 3akoHOM Bnagumupckoit oomactu ot 02.10.2007 Ne 120-0O.

Havanphas (MakcumanbHas) nena konrpakra: 3 003 651,00 pyGueii.

B cootBercTBUmM c uyacthio 1 crathu 83.1 3akoHa O KOHTPAKTHOW CHUCTeME B cdepe 3aKyMoK MOJ
3allpOCOM  MPEJUIOKEHU B 3JIEKTPOHHOW (opMe TMOHMMAeTCsl CIOCO0 ONpeneNeHus] IOCTaBIIMKa
(mozmpsimyMKa, WCHOJNHUTENs), MpU KOTOpOoM HHGpopMamMs O 3aKylmke CcooOmaercs 3aKa3dyhuKoM
HEOTPAaHMYCHHOMY KpYTY JIMII IyT€M pa3MELICHUs B €IHMHON HH(OPMAIIMOHHON CHCTEME W3BEIICHUS H
JOKYMEHTAIMU O TIPOBEJCHUU 3alpoca MPeUI0KEeHUH B 3JIEKTPOHHOH (hopMe U mobeauTeseM Takoro 3ampoca
MPU3HAETCS YYACTHUK 3aKyIIKU, HAIIPABUBILUN OKOHYATEIBbHOE MPEIOKEHHE, KOTOPOE HAMITYyUYIIUM 00pa3oM
COOTBETCTBYET YCTAHOBJICHHBIM 3aKa3YMKOM TPEOOBAaHHSM K TOBapy, paboTe WK yCiyTe.

B cootBercTBUM ¢ myHkTOM 3 yactu 2 ctatbu 83.1 3akoHa 0 KOHTPAKTHON cUCTEME B chepe 3aKyroK
3aKa34MK BIIPABE OCYIIECTBIISTH 3aKYNKY ITyTEM MPOBEACHHS 3aIpoca NMPeJIOKEHUH B AIEKTPOHHOH (hopme B
TOM 4YHUCIIE C CIEIYIOIIEM Cllydae: OCYILUECTBIECHHS 3aKyNOK JIEKAPCTBEHHBIX IIPENapaToB, KOTOPbIE
HEOOXOMUMBI IS Ha3HAUEHUS TMAlWEHTy NP HAIMYMM MEAWIMHCKUX TOKa3aHWi (MHIUBUAYaTbHAS
HENEPEHOCUMOCTb, 0 KU3HEHHBIM MMOKa3aHUsM) 110 PEIICHUI0 BpadyeOHON KOMUCCUH, KOTOPOE PUKCUPYETCS
B MEIUIMHCKUX JOKYMEHTaxX MalueHTa M KypHaie BpadeOHOM komuccuu. Ilpu 3TOM 00BEM 3aKymaembIx
JIEKapCTBEHHBIX IPENapaToB HE JOJDKEH MPEBBILIATh O0OBEM JIEKAPCTBEHHBIX IpENapaToB, HEOOXOIUMBIX
MAIUEeHTy B TeYeHHE cpoka yieueHus. [Ipu ocyliecTBIeHNH 3aKyMOK B COOTBETCTBUU C HACTOSIILIUM ITYHKTOM
NPEeMETOM OJHOTO KOHTpPaKTa HE MOTYT SBISTHCS JIEKAPCTBEHHBIE IMpenapaThl, HEOOXOIUMBIE IS
Ha3Ha4YeHMs JABYM M OoJiee MalueHTaM. YKa3aHHOE pelIeHHe BpayeOHONH KOMHUCCHM JOJKHO BKIHOYAThCS
OJIHOBPEMEHHO C KOHTPAKTOM, 3aKJIFOUEHHBIM B COOTBETCTBUH C HACTOSIIIUM MYHKTOM, B PEECTpP KOHTPAKTOB,
npeaycMoTpeHHbI  ctatbedl 103  Hactosmero @enepajabHOrO 3aKOHA, MPU  YCIOBUM OOECTIeYeHHUs
npeaycMmotrperHoro denepansHbiM 3akoHoM OT 27 utoiia 2006 rona N 152-03 "O nepcoHanbHBIX JaHHBIX"
00e3TMYMBaHNS TIEPCOHATBHBIX JaHHBIX.

B cootBercTBum ¢ mynkrom 1 wactu 1 crateu 33 3akoHa O KOHTPAaKTHOHM cucTteMe B cepe 3aKymoK
ONMHCaHUE OOBEKTa 3aKyNKH JOJKHO HOCHTh OOBEKTHUBHBIM XapakTep. 3aka3yuKk MpH ONHCAHUU B
JOKYMEHTAIIMM O 3aKylKe OO0BbEeKTa 3aKyNKH JOJKEH PYKOBOJICTBOBATHCS CIEAYIOLUIMMH IpaBUJIAMHU, B TOM
yyciie: B OMNMCAHWM OOBEKTa 3aKyNKH YKa3bIBAIOTCSH (YHKIMOHAIbHbIE, TEXHHUYECKHE W KayeCTBEHHbIE
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XapaKTepUCTUKH, IKCIUTyaTaIlHOHHBIE XapaKTEPUCTHKH 0OBEKTa 3aKyIKU (TIpu HeoOxonumocTH). B ommcanue
00BbEeKTa 3aKyNKd HE JOJDKHBI BKJIIOYAThCS TPEeOOBaHMS WIM YKa3aHHsS B OTHOIIEHHWU TOBAapHBIX 3HAKOB,
3HaKOB OOCHY>KMBaHUS, (UPMEHHBIX HAUMEHOBAaHUM, IAaTEHTOB, IOJIE3HBIX MOJENEH, MPOMBIIICHHBIX
00pa31oB, HANMEHOBAHUE CTPAHBI MIPOUCXOXKICHUS TOBapa, TpeOoBaHMs K ToBapam, nHpopMaluu, paboTam,
yciyraM IpU YCIOBHH, YTO Takue TPeOOBaHMS MM YKa3aHHs BIIEKYT 3a COOOM OrpaHMYEHHE KOJIMYECTBa
YYaCTHHKOB 3aKymnkH. JlomyckaeTcs MCHOJIb30BaHHE B OMUCAHUM OOBEKTA 3aKyNKH yKa3aHWs HAa TOBApPHBIH
3HaK TPH YCIOBUHM COMPOBOXKIACHHUS TAKOTO YyKa3aHWS CIOBaMH "W SKBHUBAJICHT' JHOO TPH YCIOBHUH
HECOBMECTUMOCTH TOBAapOB, Ha KOTOPBIX pPa3MELIAIOTCS JAPYrHe TOBapHbIE 3HAKW, M HEOOXOIUMOCTH
o0ecrieyeHus: B3aMMOJICHCTBUS TAKMX TOBAPOB C TOBAPAMHM, UCTIOJIb3YEMBIMH 3aKa34HKOM, JINOO MPHU yCIOBUU
3aKyMOK 3alacHbIX YacTell M pacXOIHBIX MaTepUalioB K MalldHaM W OO0OPYAOBAaHHIO, HCHOJIb3yEeMBIM
3aKa34MKOM, B COOTBETCTBHHU C TEXHUYECKOH JOKYMEHTAIeH Ha yKa3aHHbIE MAIIMHBI U 000PyIOBaHHUE.

[Tynakrom 1 wactu 1 craThu 33 3aK0oHA 0 KOHTPAKTHOM CUCTeME B cdepe 3aKyIOoK MPeyCMOTPEHO, YTO
JOKYMEHTAIMsl O 3aKylke JO/DKHAa COJAep)KaTh yKazaHWE Ha MEXAyHapOJHbIE HEMaTeHTOBAHHBIC
HAaUMEHOBAHHUS JIGKAPCTBEHHBIX CPEACTB WJIM TPU OTCYTCTBUU TaKHMX HAUMEHOBAaHUM XHMHYECKUE,
IPYNIHMPOBOYHBIE HAMMEHOBAHUS, €CITU OOBEKTOM 3aKYIKU SIBIISIOTCS JICKAPCTBEHHBIE CPENICTBA. 3aKa3uuK
MPU OCYIIECTBICHUH 3aKyNKH JICKAPCTBEHHBIX CPENICTB, BXOMAIIUX B IMEPEUYEHb JIEKAPCTBEHHBIX CPEJICTB,
3aKyIllKa KOTOPBIX OCYHIECTBIIIETCS B COOTBETCTBHMM C WX TOPIOBBIMM HAaWMEHOBAHMSMHM, a TaKXKe IpH
OCYILIECTBJICHUM 3aKyNKH JEKApPCTBEHHBIX IPENapaTOB B COOTBETCTBUM C IYHKTOM 7 yacTu 2 cTaTbhM 83,
OyHKTOM 3 yactu 2 crateu 83.1 Hacrosiuero @PenepaJbHOrO 3aKOHa BIPABE YKa3blBaTh TOPIOBBIE
HAaMMEHOBAHUSl JTHX JICKAPCTBEHHBIX CPEACTB. YKa3aHHBI MNEepeYeHb M HOPSIOK ero (OpMUPOBAHHS
yTBepxkaatoTca [IpaButensctBoMm Poccuiickoit @eaeparumu.

B pazgene V onmcanne o0beKkTa 3aKynkH TeXHMYECKOE 3aJlaHUE YKa3aH JICKApCTBEHHBI Mpernapar
(MHH: A3stpeonam nu3uH) [Isi oOecrieueH s OTACIBHBIX KaTErOpUid TpaXk1aH IpU OKa3aHUU amMOyJlaTOpHO-
MOJIMKIIMHINYECKON MOMOIIN B COOTBETCTBUU ¢ 3akoHOM Bnagmmupckoit o6iactu ot 02.10.2007 Ne 120-03 )
Y TIPYBEJICHBI 3HAYEHMsI IOKa3aTesei ToBapa.

Toprosoe 3HaueHus NoKas3aTesled ToBapa En.
HavMEHOBaHHE B | TpeOoBaHMSA K KadecTBY, TEXHHYECKUM, (DyHKIMOHAIBHBIM XapaKTEPUCTUKAM (TMTOTPEOUTEIHCKUM | H3M.
COOTBETCTBUHM C | CBOWCTBaM) TOBapa
4.7 ¢1.83 44-O3 | JlekapcTBeHHAs OcrarouHsIit JIOTIOSIHUTENBHEBIE XapAKTEPHCTUKH
(dopma, 103MpOBKa | CPOK FOJJHOCTH
KaiicTon MOPOIIOK Juisi | He MeHee 12 | B KOMIUIEKTE: paCTBOPHUTENbTIJICKTPOHHBIH HeOynai3ep ** | mr
MPUTOTOBIICHUS MecsleB  Ha
pacTBopa JUISl | MOMEHT
WHTAIAIUN, 75Mr IMOCTaBKHU*

JlekapCTBEHHBIN Mpenapar, SBIAIOUNICI 00bEKTOM paccMaTpUBAEMOM 3aKyIKH HE 3aperuCcTPUPOBaH
Ha teppuropuu Poccuiickoii denepannu, 4To NOATBEPAKAAIOT CBEACHUS, COACPHKAILNECSH B TOCYJaPCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB.

ITynkrom 14 paszpena |l MudopmanmoHHONH KapThl JOKyMEHTAIllMM 3alpoca MpeUIoKEeHHH B
9JIEKTPOHHON (opMe, TakKe MyHKTOM 5.1 NMpoekTa KOHTPaKTa YCTAaHOBJIEHO - CPOK IOCTaBKM TOBapa — C
MOMEHTA 3aKJIF0YEHUs I0r0BOpa B TEUEHNH 5 pab0o4nX JHEH.

B cootBercTBUM ¢ yacTsamu 1, 2 cratbu 47 @enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
OOpallleHN! JIEKapCTBEHHBIX CPEACTB"  BBO3 JICKAPCTBEHHBIX CPEACTB Ha TeppuTopHuio Poccuiickoii
@denepallid OCYHIECTBIAETCS B TMOpsAJKE, ycTaHoBieHHOM IlpaButensctBoM Poccuiickoii ®Denepauun, B
COOTBETCTBHH € 3aKOHOJATENBLCTBOM Poccuiickoit denepanum.

BBosumble Ha Teppuroputo Poccuiickoit denepanyu JeKapCTBEHHbIE CpPEACTBA JOKHBI OBITH
BKJIFOUEHBI B FOCYIaPCTBEHHBII PEECTP JIEKAPCTBEHHBIX CPECTB.

IlocranoBnenunem IIpaBurensctBa P® ot 29.09.2010 Ne 771 yrBepxnensl IlpaBuna BBO3a
JIEKapCTBEHHBIX CPEJICTB AJI MEAULIMHCKOIO IIPUMEHEHMSI Ha TeppuTopun PO.

CornacHo nynkry 10 IlpaBun pomyckaercss BBO3 Ha Teppuroputo Poccuiickoit ®Peneparyu
KOHKPETHOM NapTHM 3aperUCTPUPOBAHHBIX M (WJIM) HE3APErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
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IIpeIHA3HAYECHHBIX JUIS NPOBEACHUS KIMHUYECKUX HCCIEN0BAaHUI JIEKAPCTBEHHBIX MPENapaToB, KOHKPETHOM
NMapTUM HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMPEIHA3HAYECHHBIX JJISl MPOBEJIEHUS SKCIEPTHU3BI
JIEKAPCTBEHHBIX CPEACTB B LENSAX OCYIIECTBIEHUS TOCYJAapCTBEHHON pPETHCTpaluu JIEKAPCTBEHHBIX
[penapaTroB, KOHKPETHON MapTUM HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB JUIsl OKa3aHUs
MEJIUIIMHCKONW MOMOIIM MO KM3HEHHBIM TOKa3aHHsIM KOHKPETHOTO MallMeHTa (Jajee - KOHKPETHas MapTus
JIEKapCTBEHHBIX CPEICTB) Ha OCHOBAaHHM pa3pelICHHs, BbIJABa€MOro MHHHCTEPCTBOM 3ApPaBOOXpPAaHEHUS
Poccuiickoii @enepainu 1o 3asBICHUSIM IOPUANMYECKUX JIUI], YKa3aHHBIX B MMyHKTE 2 HacTosmux [IpaBui.

B cootBercTtBun ¢ mynktom 11 nHazBannoro IloctanoBnenust PO nnst monydeHus! OpUAMYECKUM
JUIOM, YyKa3aHHbIM B IyHKTe 2 Hactoaummx [lpaBmi (nanee — 3asBHUTENb), pa3pelleHUs] Ha BBO3 Ha
tepputopuio Poccuiickoit denepanny KOHKPETHOW MapTHH JIEKAPCTBEHHBIX CPEJCTB HEOOXOIMMBI 3asiBIICHUE
U €ro 3JIEKTPOHHAs KOIUS, MPEACTaBIsEMbIE B MOPAIKE, YCTAHOBIEHHOM TaMO>XEHHBIM 3aKOHOJATEIbCTBOM
TamosxeHHOTO coro3a (¢ yKazaHMeM HaMMEHOBAHU JIEKAPCTBEHHOTO Ipenapara u (1in) GpapManeBTHUECKON
cyOCTaHLIMM, JIEKApCTBEHHOW (OPMBI, H03bI, KOHLEHTpaluu, (PacoBKH, HAMMEHOBAaHUS OpraHU3aluu -
MIPOM3BOJUTENS JIEKAPCTBEHHOTO TpenapaTa u (win) hapmMareBTHIeCcKoil cyOCTaHIMU, CTPaHbl IPOU3BOJICTBA
JIEKapCTBEHHOTO Tipernapara W (M) dapMaleBTHUECKOW CyOCTaHIMM), MpUIaraeMple K HUIM Ha OyMa)XHOM
HOCHTEJIe WIH B (DOpME PIEKTPOHHBIX JOKYMEHTOB KOMHUH YUPEIUTEIbHBIX U PErHCTPAIIMOHHBIX JOKYMEHTOB
3asBUTENS (YCTaBa, CBUIETENBCTBA O TOCYAAPCTBEHHON PErUCTPalliy, CBUIETENBCTBA O IOCTAHOBKE HA YYET B
HAJIOTOBOM OpraHe), a TaKXkKe CIeAYIOIINe JOKYMEHTBI:

B Clly4ae BBO3a JIEKAPCTBEHHOrO IpernapaTa JUlsl OKa3aHWs MEJUIMHCKOW MOMOIIM MO KU3HEHHBIM
MOKa3aHUsAM KOHKPETHOTO HanueHTa:

-3aKJIIOYCHHE KOHCWJIMYMa Bpadel QenepaabHOTO YUpexJAeHUs WM yupexkaeHus Poccuiickoi
aKaJleMM MEJUIMHCKUX HAayK, B KOTOPOM OKa3bIBAE€TCSI MEIWLMHCKAs MOMOIIb KOHKPETHOMY IalMEHTY,
MOJIMMCAHHOE TJAaBHBIM BPadyoM (AMPEKTOPOM) WM JIMIIOM, HCHOJHSIONUM €ro OOS3aHHOCTH, W €ro
DJIIEKTPOHHAS KOMWS, NOANMCAHHAA SJICKTPOHHOW IMGPOBOM MOANMMCHIO, O HA3HAYEHWH ITOMY MAIMEHTY
HE3aperucTPUPOBAHHOIO JIEKapCTBEHHOIO IMpenapara Jiisli OKa3aHWsl €My MEJIHWIHWHCKOW TOMOIIM 1O
AKU3HEHHBIM MOKa3aHUsIM u HEO0OXOMMOCTH ero BB03a;

- oOpaleHue ynoJIHOMOYEHHOTO OpraHa HCIOJIHUTENbHON BiIacTu cyobekra Poccuiickoii denepanun B
(dopMe DIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOW HHU(POBOH MOANHUCHIO, O HEOOXOIMMOCTHU
BBO3a HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IIpernapaTa JUlsl OKa3aHWs MEIUIMHCKOW MOMOIIM IO
KU3HEHHBIM IMOKA3aHUSAM KOHKPETHOI'O NAalMEeHTa ¢ NPUIOKEHUEM KOMMHU 3aKIIIOUEHUS] KOHCWIMyMa Bpadeil
yupexeHus: cyobekta Poccuiickoit denepanuu, B KOTOPOM OKa3bIBAETCSI MEIULMHCKAs MOMOILb 3TOMY
MaldeHTy, O HAa3HAYEHWHW €My HEe3aperuCTPUPOBAHHOIO JIEKapCTBEHHOIO Tpermapara Uil OKa3aHUs
MEJUIIMHCKOW TTOMOIIIH IO JKU3HEHHBIM TOKa3aHMsIM U HEOOXOIMMOCTH €ro BBO3a, MOJIMUCAHHOTO TJIABHBIM
BpayoM (mupexTopom) Wi JULOM, HCTIOHSIOIIUM ero 00513aHHOCTH;
KOTIHS MAacropTa WU CBUAETENBCTBA O POXKACHUM MALMEHTA, KOTOPOMY Ha3HAa4YeH HE3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIA Mpenapar MO *U3HEHHbIM IMOKA3aHUSIM [Jis OKa3aHMsI MEIWLMHCKOW MOMOIIHY, 3aBepeHHas
denepanbHBIM  yupexkIeHHEeM (YUpeXJEHUEM), OKa3bIBAIOUIMM MEIUIIMHCKYIO TOMOIb, B (opme
ANIEKTPOHHOI'0 IOKYMEHTA, HOJMUCAHHOI O 3JIEKTPOHHOM LM(POBOI MOAMKCHIO.

B cootrBerctBun ¢ mynkrom 12 IloctaHoBnenuss MUHHCTEPCTBO 37paBOOXpaHeHMsi Poccuiickoit
®denepanyu B CpoK, HE MPEBBILIAIONIMKA 5 pabdounx JHEH CO THS MOJyUYEHUs 3asBJICHUS O BbLAAUE Pa3pelIeHUs
Ha BBO3 KOHKPETHOM MapTUM JIEKapCTBEHHBIX CPEJICTB U JTOKYMEHTOB, YKa3aHHbIX B MyHKTE 11 HacTosmmx
ITpasuit.

PaccmotpeB TpeGoBaHUS JOKYMEHTAIIMH 3ampoca MPEeaioKEHUH B JEKTPOHHOW (GopMme u mpaBuia
BBO3a  JIGKAPCTBEHHBIX  CPEACTB  (KaK  3aperUCTPUPOBAHHBIX Ha  Tepputopun PD, Tak w
HE3apeTUCTPUPOBAHHBIX), KoMuccus mpumuia K BBIBOAY O TOM, YTO CPOK IOCTAaBKH JIEKapCTBEHHOTO
Mpernapara, He3aperucTPUPOBAaHHOTO Ha Teppuropuu Poccuiickoil depeparum — ¢ MOMEHTA 3aKJIIOYEHUS
KOHTpPaKTa B T€UEHUHU 5 paboyux JHEH, SBISETCS HEBBHIOJHUMBIM B BUAY UIUTEIBHOCTH O()OPMUTEIHCKOM
MPOLIEAYPHI IO PA3PELIEHUIO U BBO3Y JIEKAPCTBEHHOI'O IPENapaTa Ha TEPPUTOPHUIO poccuiickoil denepanuu.

Takum o6pa3oM, TpeOOBaHNE OTHOCUTEIBHO CPOKA MOCTABKH, SBISETCSI HEOOBEKTUBHBIM.
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2. B mynkre 23 pasgena |l. MHpOpmanmmoHHas kapTa 3aKka3dyuKOM YCTAHOBJIICHO TpeOOBaHUE K
COJICpP’)KaHUIO, B TOM YHCJIE COCTaBy 3asBOK, (opMe 3asBOK Ha y4yacTHE B 3allpoce MpPeJIoKEHUNA B
AJEKTPOHHOH popMe.

B nanHoM TpebGoBaHMM yKa3aHO, YTO 3asBKa Ha y4acTHe B 3allpoce MPEIOKEHUN B AJIEKTPOHHOMN
dbopMe HampapisieTcs yYaCTHHUKOM 3aKyIKHU OIEpaTopy SJIEKTPOHHOM IUIOMIAJKK W JIOJDKHA COAEpKaThb
ClleAyIoIle JOKYMEHTbl M MH(pOpMalMi0 00 yYyaCTHHKE 3alpoca IpeUIOKEHHH B JIEKTPOHHOH (opme,
MOJaBIIEM 3asBKYy: B TOM YHCJIE JIOKYMEHTHI, IMOJITBEPKAAIOIINE COOTBETCTBHE TOBapa, pabOThl WIH yCIyTH
TpeOOBaHUSIM, YCTAHOBJICHHBIM B COOTBETCTBHH C 3aKOHOAATEIHCTBOM Poccuiickoii deneparyu, Wik KOMUU
TaKAX [JOKYMEHTOB B CJIy4ae, €CIM B COOTBETCTBHHM C 3aKOHOAATENBCTBOM Poccuiickoil ®enepanun
YCTaHOBJICHBI TPEOOBAHUS K TOBapy, pabOTe WIH YCIIyTe:

- KONusi pe2ucmpayuonno2o yoocmosepenus (Dedepanvuviii 3akon om 12.04.2010 Ne 61-DP3 "O6
obpawenuu 1ekapcmeennvix cpeocmas”).

B coorBerctBun ¢ myHktrom 1 wactu 1 cratem 13 61-®3 ot 12.04.2010 "O6 oOpamnieHun
JIEKapCTBEHHBIX CPEJCTB" JIeKapCTBEHHBIE TperapaThl BBOJSTCS B Ipa)JIaHCKUN 000poT Ha TeppuTopuu PO,
€CIM  OHM  3apPETUCTPUPOBAHBI  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (efepalbHbBIM  OpPraHOM
UCTIOJIHUTENbHOM BiacTU. IIpm 3TOM perucrpalmoHHOE YIOCTOBEPEHUE JICKapCTBEHHOIO Ipenapara -
JTOKYMEHT, ITOITBEPKAAIOMINN (aKT rocyJapCTBEHHOM PeruCcTpalyy JIEKapCTBEHHOTO Mpernapara.

Kak ObLIO yKa3aHO BBINIE JIGKAPCTBEHHBIN Npemnapar, SBISIOMIMNACT OOBEKTOM paccMaTpUBAaEMOM
3aKYyIIKM HE 3aperucTpupoBaH Ha Tepputopun Poccuiickoit ®exnepaiuu, cieaoBaTelbHO, MPEIOCTaBICHUE
YYAaCTHUKOM 3aKYIKH B COCTaBE 3asBKH PETHCTPALUOHHOTO YAOCTOBEPEHUS SIBIISIETCSI HEOOOCHOBAHHBIM.

3. Pazmen 7. IlpoexTa KOHTpakTa IO paccMaTpUBaeMOH 3aKyIlKke MOMMEHOBAH KaK «BBIOOpOYHAs
nposepka Tosapay.

B coorBerctBuM ¢ mynkrom 7.1. mpoekrta koHTpakTa [lomyuaTenb uMeeT TpaBO OCYIIECTBISTH
BbIOOPOYHYIO POBEPKY MocTaBisgeMoro Tosapa, B ToM 4ucie rnocie npuemku Tosapa.

[TynkToMm 7.2. mpoeKkTa KOHTpaKTa YCTaHOBJICHO, YTO ISl IpoBeeHHs ipoBepku Tosapa [lomyuarens
HanpasisgeT IlocTaBIIMKy 3ampoc O IMperocTaBiIeHHMM O0pa3loB Kaxaoi cepuu ToBapa A MpoBeneHHS
aHajuM3a HE3aBHUCUMBIMH TNPO(WIBHBIMA OKCHEPTHBIMH  OpPTaHM3ALMSAMH IO KOHTPOJIO KadecTBa
JICKApCTBEHHBIX CPEICTB. 3a00p 00pa3loB MPOU3BOIUTCS B 3-X KPAaTHOM KOJHYECTBE YMakoBOK ToBapa,
HEOOXOIUMBIX JJISl IPOBEICHUS OJTHOTO aHanu3a. Pacxompl, CBsI3aHHbBIE C MPEAOCTaBIEHUEM 00pa3LoB, HECET
IlocTaBmuk.

Kax 6p110 ykazano Bowie, [locranonenuem IlpaButensctBa PO ot 29.09.2010 Ne 771 yTBepKaeHbI
[TpaBuiia BBO3a JIeKapCTBEHHBIX CPEACTB ISl METUIIMHCKOTO TPUMEHEHUs Ha Tepputopuu PO.

CornacHo nyHkry 11 IlIpaBun nns monydeHus IOPUAMYECKUM JIMLOM, YKAa3aHHBIM B IIYHKTE 2
HacToamux IIpaBun, paspemeHuss Ha BBO3 Ha Teppuropuro Poccuiickoit denepany KOHKPETHOW NMapTHH
JIEKapPCTBEHHBIX CPEICTB HEOOXOIUMBI 3asBIICHHE W €T0 AJIEKTPOHHAS KOMHS, MPEICTABISIEMbIe B MOPSIKE,
YCTQHOBJICHHOM TaMOKE€HHBIM 3aKOHOJATEIILCTBOM TaMOXEHHOro coro3a (C yKa3aHHEM HaWMEHOBAHHS
JICKApCTBEHHOTO TMpernapata u (W) QapMaleBTU4eCKOi CyOCTaHIMH, JIEKapCTBEHHOW (OPMBI, 03I,
KOHIICHTpaIH, (haCOBKH, HANMEHOBAHUS OPTaHU3AIMHU - TPOU3BOIUTEIS JIEKAPCTBEHHOTO TpernapaTa u (HiTH)
(dapManeBTUYECKOH  CyOCTaHLMHM, CTpaHbl IPOM3BOJCTBA  JIGKAPCTBEHHOTO Mpemapara u  (WIH)
(bapManeBTHYECKON CyOCTaHIUM), TpUIaraeMple K HUIM Ha OyMa)KHOM HOCHTEJE WU B (hOpME AIIEKTPOHHBIX
JOKYMEHTOB KOIUU YUYPEIUTENbHbIX U PETUCTPALMOHHBIX JOKYMEHTOB 3asBUTENS (yCTaBa, CBUJETENIbCTBA O
rOCYJapCTBEHHOM PETHCTpalliy, CBUAETENCTBA O TIOCTAHOBKE HA y4eT B HAJIOTOBOM OpraHe), B TOM 4YHcJIe
000CHOBaHHME KOJUYECTBA BBO3UMBIX JIEKAPCTBEHHBIX MpenapaTtoB W (Win) (apManeBTHYECKHX
cyOcTaHuMi.

Ha ocHoBanuu nsnoxxenHoro, Komuccust mpuxoauT K BEIBOIY O TOM, YTO YCTAHOBJIICHHOE B pa3felie
7 TpoeKTa KOHTpPAKTa IPaBO 3aKa34MKa OCYIIECTBIATH BBHIOOPOUHYIO MPOBEPKY KAadeCTBA MOCTABISIEMOTO
TOBapa, B TOM 4YHCII€ TOCJE MPUEMKH TOBapa, SBISETCS M30BITOUYHBIM B CBA3M C TE€M, YTO KOJUYECTBO
BBO3MMBIX JIEKAPCTBEHHBIX IpPENapaToB HE MOXET MpPEBBbILIATh 3HAUYEHUE, YKa3aHHOE B OOOCHOBAaHUM
KOJIMYECTBA BBO3UMBIX JIEKAPCTBEHHBIX MTPENapaToB.



[Tpu sTOoM, BBIOOpPOYHAs MPOBEpPKAa KadyecTBa TOBAapa M3 YMCIA BBE3E€HHBIX B P® jekapCTBEHHBIX
MpernapaToB JJii KOHKPETHOTO TMalUeHTa NpuUBENET K TOMY, YTO JAHHBIM MAUUMEHT HE MOJIY4YHT
MpeHa3HaYeHHbIE JJIs HEero InpemnapaTthl B MOJHOM Mepe, yeM OyneT HapylleHO ero MpaBo Ha MOJy4YEHHE
KaueCTBEHHOW U CBOEBPEMEHHON MEAUIIMHCKON TOMOIIH.

C ydeTroM H3II0)KEHHOTO, paccMaTpuBaeMasi AOKyMEHTalus TpeOyeT BHECEHHUS COOTBETCTBYIOLIUX
M3MEHEHUH B 1IeJIX yCTPAaHEHHs HapYIICHUH 3aKOHOJATeNIbCTBA O KOHTPAKTHOM CUCTEME B cepe 3aKyINoK U
npuBeneHUsT TpeOOBaHWI 3aKka3duMka B COOTBETCTBHE C IMOJIOKEHUsSMH dacted 1,2 cratbm 33 3akoHa 0
KOHTPaKTHOH cructeMe B cdepe 3akynok u Ilocranosienus [lpaBurensctBa PO ot 29.09.2010 N 771.

Ha ocHoBanum nM3m0XxeHHOTO, PYKOBOJCTBYSICh yacTsaMu § ctatbu 106, myHkToM 3 yacTeio 15 cratbu
99 3akoHa 0 KOHTPaKTHOI cucTeMe B cdepe 3akynok, Komuccus Biramumupckoro YOAC Poccnn

PEIINJIA:

1. Ilpusnate xanoby OO0 «ECKO» xanody OOO «ECKO» Ha monoxeHus TOKYMEHTAIUH MPH
MIPOBEJICHUH 3aMpoca MPeIOKEHUN B SJIEKTPOHHOU (opMe Ha 3aKYIKY JieKapcTBEeHHBIX mpemnapaToB (MHH:
A3TpeoHaM JNHM3WH) Ul OOecreueHUs] OTHCNbHBIX KaTeropuil TrpaKAaH MpH OKa3aHUU aMOyJIaTOpHO-
MTOJIMKTMHUYECKOW TIOMOIIM B COOTBETCTBUU ¢ 3akoHOM Biamummupckoi obmactu ot 02.10.2007 Ne 120-O3
(Ne 3akynku 0328300017920000277) 060CHOBaHHOM.

2. [Tpm3nHatp 3akazunka — ['bY3 BO «l'opoxackas nomuknmanka Ne 1 r. Bragumupa» HapymmBIIAM
TpeboBanus yacteit 1,2 ctatbu 33 3aK0HA 0 KOHTPAKTHOM CHCTEME B cepe 3aKyIIOK.

3. Bpigath 3aka3zumMKy, ayKIHMOHHOH KOMHCCHH, OIEpaTopy O3JIEKTPOHHOH TOPTrOBOW IUIOLIAIKU
npeanucanie o0 yCTpaHeHUH HapyIIEHUH 3aKOHOJAaTeIhCTBAa O KOHTPAKTHOM cucTeMe B cpepe 3aKyroK.

4. Ilepenath MaTepuaibl HACTOSIIETO Jiejla O HAPYIIEHUH 3aKOHOAATENbCTBA O KOHTPAKTHOM CUCTEME
B cepe 3aKyIoK YHOTHOMOUYESHHOMY JIUILY JUIsl PACCMOTPEHHS BOTIPOCa O BO3OYKICHUH aIMUHUCTPATUBHOTO
MIPOU3BOJICTBA B OTHOLICHUH BUHOBHBIX JIUII.

Hacmwzmee peuienue ecmynaem 6 3AKOHHYIO CUNy C MOMEHmMA €20 6blHECEHUS U MoaHcem Obimb
00o1cano6ano 6 Cy0€6HOM nopﬂdke 6 meyernue mpex meciayes ¢ MOMeRmMda 6blHECEHUAL.



