PELLEHWNE Ne054/06/69-2558/2019

16 poekabps 2019 roaa r.
Hoeocnbupck

Komumccusa YnpaBaeHns QepepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HOBOCMBMPCKOWM
0BAACTM MO KOHTPOAID B chepe 3akyrnok (Kommccusa Hosocmbupckoro YPAC Poccun) B
COCTOBE:

paccmoTtper anodby OO0 «TOPODAPM» HA AEWNCTBUSI QAYKUMOHHOM KOMMUCCUM
3aKasymka - Y3 HCO «KBE CMI1T Ne2» npu NPOBEAEHUN SAEKTPOHHOIO QAYKLMOHA
Ne0351300048419000374 HO NMOCTABKY AEKAPCTBEHHOrO MPEenapaTa AASl MEAMLIMHCKOro
npumMeHeHus:: mnneHem+UmnaactatnH, pasmeweH B EVMC 18.11.2019r., HOYQAbHAOSI
(MAKCMAAbHAS) LeHa KoHTpakTa 340 000 pybaewn,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpatmaoct OOO «TOPODAPM» C »anobon Ha
AENCTBUST AYKUMOHHOM KOMUCCUM 3aKkagdumka - bBY3 HCO « Kb CMIT Ne2» npwm
MPOBEAEHUN  BDAEKTPOHHOrO  aykumoHa  Ne0351300048419000374 HA  NOCTOBKY
AEKAPCTBEHHOMO MNPENAPATA AASI MEANUMHCKOrO NPUMEHEHMST: UMrneHeM+LIMAQCTATUH.

CyTb >KAAOObI 3AKAKOYAETCS B CACAYIOLLEM.

OO0 «TOPO®APM» MOAArAeT, YTO KOMUCCUS MO OCYLLECTBASHMIO 3aKyrnok BY3 HCO
«KB CMI1 Ne2» 06$30HO PACCMATPOMBATL BCE MOCTYMVBLUME 3ASBKM HA MNPEAMET
cooTBeTCTBUS [MocTaHOBAEHMIO MpaBuTeAbcTBa PO Ne1289 1 oTKAOHUTL 3aseky OOO
«Toproebint AoM «BUAA»,

Ha OCHOBQOHMW BHILLEN3IAOXKEHHOIO, MOACQTEAL YKOAODHI MPEOCUT BbIAATb NPEANMMCaHne 06
YCTPAHEHMM HOPYLLEHNIA 3AKOHOAATEABCTBA O KOHTPAKTHOM CUCTEME B COEPE 3AKYMOK.

Ha AQHHyI0 YXQAOBY OT 3aKA34MKA MOCTYMUAU MOSICHEHUS CAAYIOLLETrO COAEPXKAHUA.

3aKa34mK MPN3HAA AOBOAbI YKAAODODI,

N3yunB npeaAcraBAeHHble MATEPUAAbI U AOBOAbI CTOPOH, Komuccua Hosocunbupckoro
Y®AC Poccum npuULLAQ K CA€AYIOLLVM B biB OACM.

3AKA34YMK OCYLLECTBASIET AQHHYKO 3AKYMNKY AEKAPCTBEHHOrO MpenapaTta C OAHUM
MEMAYHOPOAHBIM  HEMATEHTOBAHHBIM  HOMMEHOBOHMEM, BKAKOYEHHBIM B  MEpPEYEHb
YKNZHEHHO HEOBXOAMMbBIX N BAMKHENLLMX AEKAPCTBEHHbBIX NPENAPATOB, B COOTBETCTBUM C
MNocTtaHoBAeHMeM [MpasuTtenbctsa Poccumckon Peaepaumm ot 30.11.2015r. Ne1289. B
AOKYMEHTALMMN 0O BAEKTPOHHOM QYKUMOHE YCTAHOBAEHbI OrPOHUYEHUST U YCAOBUS
AOMYCKA  AEKAPCTBEHHbIX  MPEnApATOB, BKAIOYEHHbIX B MepeyYeHb  YKM3HEHHO
HEODXOAUMbBIX WM BODKHEWLLMX AEKOAPCTBEHHbIX MPENAPATOB, MPOUCXOASILLMX U3
MHOCTPAHHbBIX FTOCY AQPCTB (3A MCKAKOYEHNEM TOCY AQPCTB - YAeHOB EADC).

OO0 «TOPODAPM» NMpeaAOKMAO K nocTaeke NMyneHem+LMAQCTATVIH NPOM3BOACTBA -



Poccust (AO «BUOXMMUK»). YUYACTHUK 3AKYMKM C HOMEPOM 3asiBKM Ned MPEAAOKUA K
noctaeke lVmmneHem+LmMAaactatnH npowussoactea — Poccus (ITAO  «Kpacoapman),
CoraacHo nepson 1 BTOpon YacTsam 3asiskn OOO «Toprosbit AOM «BUAA» MPeAAOKMAO
K nocTaeke muneHem un LIMAacTtatrH AXKOAQC NMPOnN3BOACTBA NHAMS!.

Takmm obpasom, B cooTeeTcTBM C .1 [NocTtaHoeAeHus MpasuTteabctBa PO o1 30.11.2015
r. Ne1289 3ageka OOO «Toprosbit AOM «BUAA» AOAMKHA BBIAG BbITb OTKAOHEHA.

B AQHHOM CAy4yae Mnpuv MOABEAEHUM UTOMOB SAEKTPOHHOTO QAYKUMOHA KOMWCCUS MO
OCYLLECTBASHMIO 3AKYMOK 30KA34YMKA AOMYCTUAC HOpyLLeHne N.3 4.6 cT.69 O3 Ned4-P3.

AOBOA YXOAODbBI MPU3HAOH O6OCHOBAHHbBIM.

Mpu npoBeaeHmn Ha ocHoBaHmu n.1 4.15 c1.99 Q3 Ne44-D3 BHENAQHOBON MPOBEPKU
AQHHOW 3QKYrnKu, B TOM 4YUCA€ BCEeA UHPopMaALUM, pPA3MELLEHHON B eAUHOU
UHPOPMALMOHHON CUCTEME B PAMKAX AQHHOIFO 3AEKTPOHHOro AyKLUOHA, d TAKXe
AeACcTBuA AyKLMOHHOW KOMUCCUU TMPU PACCMOTPEHUN rMepBbiX U BTOPbIX 4YAcTeu
AQYKLUOHHBIX 3QSBOK, BbIIBA€HbI CAEAYOLNne HAPyLUeHUs 3aKOHOAQTEeAbBCTBA O
KOHTPQKTHOWV cUCTEME B cpepe 3AaKYMNOK.

COrAQCHO QYKUMOHHOM AOKYMEHTALUWM MPU 3OKAKOYEHUN KOHTPAKTA MO PE3YALTATAM
OMNPEAENEHNS MOCTOBLMKOB (MOAPSIAYMKOB, WCMOAHUTEAEN) pA3Mep obecnedyeHus
MCMNOAHEHWNST KOHTPAKTA YCTAHABAMBAOETCSI OT LUEHbl, MO KOTOPOW B COOTBETCTBUN C
3AKOHOM O KOHTPAKTHOWM CUCTEME 3AKAKHAETCS KOHTPAKT.

B QykUMOHHOM AOKYMEHTAUMM TAKXKE MPEAYCMOTPEHb CAyYAM, MpPU  KOTOPbIX
obecneyeHne UCMOAHEHUST KOHTPAKTA HE MPEAOCTOBASIETCSI YYACTHMKOM 3AKYMKK, A
MMEHHO, B  CAy4YO€e TMNPEAOCTOBAEHUST  YYOCTHMKOM  3AKYMKM  MHOOPMAUMM,
COAEPKAWENCST B PEECTpe  KOHTPAKTOB,  3AKAKOYEHHbIX  3AKA3YMKOMK, U
NOATBEPIXKAQIOLLLEN WNCTIOAHEHME TAKMM YYACTHMKOM (6€3 y4yeTa npaBOnpeemMcTsq) B
TeueHne 3 (Tpex) AeT A0 AQTbl MOAQYM 3ASIBKM HA y4yaCTME B 3Akyrnke 3 (Tpex)
KOHTPQAKTOB, MCMOAHEHHbBIX 6E3 MPUMEHEHNS K TAOKOMY YYACTHUKY HeyCToeK (LUTPadOB,
neHewn). Takasl MHOOPMALUMUST MPEACTABASIETCS YYACTHUKOM 3AKYMKN AO 3AKAKOYEHUS
KOHTPAKTA B CAYYQSIX, YCTOHOBAEHHbIX 3OKOHOM O KOHTPAKTHOWM CUCTEME AAS
NPEAOCTOBAEHMST oBecnedeHnst UICMOAHEHMST KOHTPAKTA. pu 3TOM CyMMA LEeH TAKKMX
KOHTPOKTOB AOAXKHA COCTABASITb HE MeHee HAYAAbHOM (MAKCUMAOABbHOWM) LEHbI
KOHTPAKTA, YKA3AHHOWM B HOCTOSILLEN AOKYMEHTALMMN OB SAEKTPOHHOM AYKLVOHE.

ACQHHAOS 3aKYNKA NPOBOANTCS HO OBLLMX OCHOBAHMSIX, OrPAHUYEHUS], MPEAYCMOTPEHHbIE
cT.30 O3 Ned4-O3, 30KA3YMKOM HE YCTOHOBAEHbI. TAKMM OBOPA30M, BblLEYKA3AHHbIE
MOAOXKEHUST AYKLUMOHHOW AOKYMEHTALMM YCTAHOBAEHbBI B HOPYLUEHME 4.3 CT.7, 4. 4. 6, 8.1
CT.96 O3 Ne44-03.

B cooteetctBun € OCOBEHHOCTSIMU  OMUCAHUST AEKAPCTBEHHBIX MPENAPATOB  AAS
MEAULMHCKOrO MPUMEHEHNS, SBASIOLLMXCST OBBEKTOM 3AKYMKM AN oBecneyeHus
FOCYAQPCTBEHHBIX U MYHULUMMOABHBIX  HY>KA, YTBEPXKAEHHBIMK  [TOCTAHOBAEHMEM
MNpaButenbcTea Poccuickomn Pepepaumm ot 15 Hogbps 2017 ropa Ne1380 (aanee —
OCOHBEHHOCTU OMMCAHNS AEKAPCTBEHHBIX MPENAPATOR), NMPWV ONMUCAHNU B AOKYMEHTALMMN
O 3AKYMKe 3AKA3YMKM MOMKMO CBEAEHUIN, MPEAYCMOTPEHHbIX N.6 4.1 cT.33 O3 Ned4-P3,
YKO3bIBAKOT AO3MPOBKY AEKAPCTBEHHONO MPENAPATA C BO3MOXXHOCTbKO MOCTABKM
AEKAPCTBEHHOIO NPENAPATA B KPATHON AO3UPOBKE 11 ABOMHOM KOAMYECTBE (HAMPUMEP,
Npw 3aKynke TabAeTkn ¢ A03MpPoBKkor 300 Mr B AOKYMEHTALMM O 3AKYMKE YKA3bIBAETCSI: 1



Tabaetka ¢ Ao3mpoekon 300 Mr MAKM 2 TaBAETKM C A03MpoBKkon 150 Mr), a Takke C
BO3MOYXHOCTbIO MOCTABKM AEKAPCTBEHHOIO MPENAPATA B HEKPATHbIX 3KBUBOAEHTHbIX
AO3MPOBKAX, MO3BOASIOLLMX AOCTMYbD OAMHAKOBOrO TEPAMNEBTUYECKOTO SPPEKTA
(HanpuMep, OAQKOHbI 2,5 Mr, UAM 3 Mr, UAM 3,5 Mr), AOMYCKAETCSl YKA3AHME
KOHLEHTPALMM AEKAPCTBEHHOIO MPEnApPATA 63 YCTAHOBAEHMS KPATHOCTU.

B HapyweHne 4.5 c1.33 O3 Nedd-O3 1 OCOBEHHOCTEN OMMCAHMUST AEKAPCTBEHHbBIX
MEEenapPaATOB 3AKA3YMKOM B OMNCAHMM OOBEKTA 3AKYMKN HE3AKOHHO HE MPEeAYCMOTOEHA
BO3MOYKHOCTb MOCTABKN AEKAPCTBEHHOIrO NMPEenapaTA B KPATHON AO3ZUPOBKE U ABONHOM
KOAMYECTBE, A TAKXKE BO3MOYKHOCTb MOCTABKM AEKAPCTBEHHOMO MPENAPATA B HEKPATHbIX
3KBUBOAEHTHbIX AO3UPOBKAX, MO3BOASIIOLIMX AOCTUYb OAMHAKOBOIrO TEPAMNEBTUYECKOrO
addeKTa.

PykoBoaCTBYySICb 4.8 CT.106, n.1 4.15, n2 422 c1.99 O3 Ned4-O3, Kommccus
Hoeocunbupckoro YOAC Poccunm

PELLINAA:

1. MpusHatb »anodby OO0 «TOPODOAPM» HAQ AENCTBUS QAYKUMOHHOM KOMMUCCUM
3aKkasdmka - TbY3 HCO «Kb CMIT Ne2» mpuv nMpOBEAEHUN SAEKTPOHHOIO AyKLUMOHA
Ne0351300048419000374 HO NOCTABKY AEKAPCTBEHHOIrO MPEenapata AAS MEAULIMHCKOro
npuMmeHeHns: mmneHem+LnAaacTaTmH 06 OCHOBAHHON.

2. MpwnsHaTtb BY3 HCO «KBECMIM Ne2» HapywmBLwnM 4.3 CT.7, 4.6, 4.8.1 c1.96 O3 Ned4-03,
KOMUCCUIO MO ocyLLecTBAeHMO 3akynok BY3 HCO «Kb CMI Ne2» HapyLlumeLuen n.3 4.6
CT.69 O3 Ne44-03.

3. BblAOTb KOMMCCUKM MO ocyecTBAeHMIO 3aKkyrnok lBY3 HCO «Kb CMI1 Ne2» n IbY3
HCO «Kb CMI1 Ne2» npeanmMcaHme o6 yCTPOHEHUM HOPYLLIEHNA 3AKOHOAOTEABCTBA O
KOHTPQAKTHOM CUCTEME B Chepe 3AKYMOK.

4 . MNepepdTb MATEPUAAL YNIOAHOMOYEHHOMY AOAYKHOCTHOMY AULy HoBOCMOUPCKOro
YOAC Poccumn AAS PELLEHMST BOMPOCA O BO3DY>KAEHUM MPOM3BOACTBA MO AEAOM 0D
AAMVHNCTPATUBHBIX MPOOBOHARYLLEHUSIX B OTHOLLEHM BUHOBHBIX AML,

PeLieHmne moxer bbitb 06KAAOBAHO B QPOUTOAXKHBIN CY.A B TEYEHME TDEX MECSILEB CO AHS
€ero BbIHECEHWISI.



