PELLIEHVE Ne 08-01-311

22 noHsa 2018 ropa r.
Hoeocubunpck

Komucecusa YnpaesaeHns OeaepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAID B chepe 3akynok (Kommcecrnga Hoeocrnbupckoro YPAC Poccum) B
COCTOBE:

- 30M. PYKOBOAUTEAS YMPABAEHUS, MPEACEAATEAL KOMMCCUK;

<...>

< s - 30M. HQYOABHUKO OTAEAQ KOHTPOAST 3AKYyMnoK, 3QAM.
o npeaceaaTenst Kommccumm;

< s - CNEeUMAAUCT 1-0ro paspsAa OTAEAQ KOHTPOAST 30KYMOK,

yneH Kommncecunm;
B MPOUCYTCTBUM NPEACTABUTEAEN:

OT MOAQTEAS YKAAODObBI — OBLLECTBA C OrPAHNYEHHON OTBETCTBEHHOCTbIO «MEACEPBIUCy:
<...> (N0 AOBEPEHHOCTWN);

OT YNMOAHOMOYEHHOIO yypexaeHust — F'KY HCO «YKCuce»: <...> (Mo AOBEPEHHOCTW), <...>
(MO AOBEPEHHOCTU);

B OTCYTCTBME NPEACTOBUTENEN:

OT 3aKka34mka — NBY3 HCO «opoaCKast KAMHMYECKast BOAbHMLA Nel»: HO 3aceapqQHue
KomMuccum He 9BUAUCH (YBEAOMAEHO HOAAEXKALLIVIM OBPA30M)

PACCMOTPEB »KAA0DY OBOLLECTBA C OrpAHMYEeHHOM oTBeTCTBEHHOCTbio «MEACEPBUCH
(aanee - OO0 «MEACEPBUC») HO AencTBrst AyKLUMOHHOWM KOMUCCUM YNOAHOMOYEHHOT O
yypekaeHnss — TKY HCO «YKCucr» npu MNpoBEAEHUN SAEKTPOHHOIO AyKUMOHA Ne
0851200000618001947 HO MOCTOBKY AEKAPCTBEHHOrO MPENAPATA AAST MEAMLIMHCKOro
NPUMEHEHWSs: AQATENAPWH HATPUST, HOYAAbHAST (MOKCUMAABHAOST) LEHA KOHTPAKTA: § 725
280 py6. 83 kor.,

YCTAHOBUAA:

B Hosocmbupcrkoe YPAC Poccum obpatmaoce OOO «MEACEPBUC» ¢ »xanobow Ha
AENCTBUST AYKLUMOHHOM KOMUCCUM YNOAHOMOYEHHOrO yupexkaeHust — TKY HCO «YKCuc»
NPV MPOBEAEHNN SAEKTPOHHOIO AYKLMOHA HA MOCTABKY AEKAPCTBEHHOrO NpenapaTa
AAS MEAVLIMHCKOT O NPUMEHEHNS: AQATENAPUH HATPUSI.

CyTb »<anobbl OO0 «MEACEPBUC» 30KAKOYAETCS B CAEAYIOLLEM.

MoaAdTEAD YKAAODBI CUYUTAET, YTO QAYKUMOHHAST KOMUCCUST HEMPABOMEPHO MPUHSIAC
peweHne o npudHaHumM 3asiek OO0 «MEACEPBUC» He COOTBETCTBYIOLLEN
TPebOBAHUSIM AYKLMOHHOW AOKYMEHTALMMN,

KY HCO «YKCuc»B oOTBET HAO yBepaoMAeHne Hosocumbupckoro YOAC Poccum o
paccMoTpeHnmn xanobbsl OO0 «MEACEPBIC» cooBLLMAO CAeAyOLLEE.,

MoANyHKT 8 N.14 AOKYMEHTALMU 0O SAEKTPOHHOM QYKLMOHE COAEPKUT TpeboBaHME K



YYOCTHMKAM 3QAKYMKM, YCTAHOBAEHHOE B cooTtBeTCTBMM C 4.1.1 cT.31 PepepanbHOro
3aKoHa oT 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM CUCTEME B Chepe 3AKYNOK TOBAPOB,
PABOT, YCAYT AAS OBEeCnedYeHns FOCY AQPCTBEHHDBIX M MYHULUMNAABHBIX HYXKA» (AQAEEe —
30KOH O KOHTPOKTHOWM CUCTEME): OTCYTCTBME B PEECTPe HeAODBPOCOBECTHbIX
NOCTOBLIMKOB (MOARSAYMKOB, UCMOAHUTEAEN) MHOOPMALUMK OO YYACTHUKE 3AKYMKK, B
TOM YUCAE MHOOPMALMM OB YYPEAUTEASX, O YAEHAX KOAAEMMAABHOMO MCMOAHUTEABHOIO
OpraHa, AuUEe, WUCMNOAHSIIOWEM OYHKUMN  €AVHOAMYHOIO WCTIOAHUTEABHOIO OpPraHaA
YUYOCTHUKA 3AKYTKW - FOPUAMNYECKOTrO AMLQ.

Mo paccmoTtpeHnn BTopon 4dactn  3asiskn OO0 «MEACEPBUC»  ayKuMOHHOM
KOMMccmen BbIAO YCTAHOBAEHO, YTO MHPOPMALMS 06 OAHOM U3 yypeanTenen (Kapcakos
B.B.) coaep >KUTCS B peecTpe HEAODPOCOBECTHbLIX MOCTABLLMKOB (Aanee — PHIT). Ncxoas
N3 MNOAOKEHUM nn.8 .14 AYyKUMOHHOM AOKYMEHTAUMKM, YKO3AHHOE OOCTOSITEAbCTBO
SIBASIAOCb OCHOBQOHMEM AAST MPU3HAHUST AQHHOMO YYACTHMKO HE COOTBETCTBYIOLLUM
TPEeHBOBAHUSIM, YCTAHOBAEHHBIM AOKYMEHTALMEN 006 SAEKTPOHHOM Ay KLMOHE.

KAk CAEAYET M3 COAEPXKAHUS M.2 4.6 CT.69 3AKOHA O KOHTPAKTHOM CUCTEME 3ASIBKA HA
Y4OCTUE B DAEKTPOHHOM QYKUMOHE MPU3HAETCS HE COOTBETCTBYIOLLEN TPEDOBAHUSIM,
YCTOHOBAEHHBIM ~ AOKYMEHTAUMEN O TAKOM QYKUMOHE, B CAy4YOe HECOOTBETCTBUS
YYACTHUKA TAKOrO QYKUMOHA TPEOOBAHMSIM, YCTAHOBAEHHBIM B COOTBETCTBMM C u.1,
44.1.1, 2 n 2.1 (MPU HOAMYMKN TAKKX TpeboBaHu) cT.31 HacToswero PepepaAbHOro
3AKOHQ.,

Takum obpasoMm, ayKkumoHHast komuccust TKY HCO «YKCuc» NpUHIAQ pelleHne o
NPU3HOHUKM  YYOCTHUKA C  MNopsiaAkoBbiM  HoMepom 3 OO0 «MEACEPBUC» He
COOTBETCTBYIOLMM TPEOOBAHNSM, YCTAOHOBAEHHBIM AOKYMEHTAUMEN OO SAEKTPOHHOM
AYKUMOHE, MO CAEAYIOLEMY OCHOBAHUIO: HOAUYME MHPOPMALMU OB YHOACTHUKE 3AKYTKU,
B TOM YYCAE MHOOPMALMM OB YUPEAUTEASIX, O YAEHOX KOAAETMAABHOIO MCTTIOAHUTEABHOO
OPraHa, AMUE, MWCMOAHSIOLLEM OYHKUMN  E€AMHOAMYHOTO WUCTMOAHUTEABHOIO OpPraHa
YYOCTHVKA 30KYMKKN - topuamndeckoro Avua B PHIT (HoMmep peecTpoBon 3ammcu Ne
PHIM.124735-18 ot 24.05.2018 r.), 4ytO He cooTeeTcTByeT MN.8 n.14 AokymeHtaumm ob
SAEKTPOHHOM AQyKUMOHE M 4.1.1T cT.31 3aKOHA O KOHTPAKTHOWM CUCTEME,

N3yume NpPeACTOBAEHHBIE MATEPUAAB U AOBOAbBI CTOPOH, Komuccms Hoeocnbunpckoro
YPAC Poccum NpULLAQG K CAEAYIOLLVIM BEIBOAQM.

B cooteerctBMM C 4.1.1 CcT.31 3AKOHA O KOHTPAKTHOW CUCTEME 3AKA34YMK BMNpABE
YCTAQHOBUTb TpeboBaHME OO OTCYTCTBUM B PEeecTpe HEAOBPOCOBECTHbLIX MOCTABLLMKOB
(MOARSIAYMKOB, UCMOAHUTEAEN) MHOOPMALUMM OO YYOCTHUKE 3AKYMKM, B TOM YUCAE,
MHOOPMALUMK OB YUYPEAUTEASX, O YAEHOX KOAAEMMAABHOIO MCMOAHUTEABHOrO OPraHa,
AMLE, UCMOAHSIIOWEM QYHKUMN €AMHOANYHOTO WMCTIOAHUTEABHOIO OPraHA YYACTHMKA
3AKYMKN - LOPUAMYECKOTO AMUA. AOQHHOe TpeboBaHMe onpeaeneHo B nn.8 n.14
AOKYMEHTALMN 0O SAEKTPOHHOM AYKLMOHE.,

MpeacTtaeaeHHast [KY HCO «YKCuc» 3asska OOO «MEACEPBUC» coaep»ana
AeKAnapaumio o6 otcyTtctBuM ceepaeHm o6 OO0 «MEACEPBUC», B TOM 4ucAe,
MHPOPMALMK OB YUYPEAUTEASIX, YAEHOX KOAAEMMAABHOIO OPraHd, AVLIA, MCMOAHSIKOLLLErO
OYHKUNN €ANHOAMYHOTO MCMNOAHUTEABHOrO OpraHa B PHI1. Bmecte ¢ tem, Komumccurmen
Hoeocunbupckoro YOAC Poccun yCTOHOBAEHO, YTO B PHIT noa peecTpoBOV 3AMMCHIO
NePHI1.124735-18 ot 24.056.2018 coaAep>XUTCS1 MHOOPMALMS OO OAHOM U3 yYpeAUTENEN
(yuyacTtHurkor) OO0 «MEACEPBIUC» - Kapcakoee b.B.



CoranacHo n.2 4.6 cr.69 3aKOHA O KOHTPAKTHOM CUCTEME 3Q5BKA HA Y4YOCTME B
SAEKTPOHHOM  AYKUMOHE  MPW3HAETCS1 He  COOTBETCTBYIOLWEN  TPebOOBAHUSM,
YCTOHOBAEHHBIM  AOKYMEHTAUMEN O TAKOM QYKUMOHE, B CAy4YOEe HECOOTBETCTBUSI
YYACTHUKA TAKOrO QYKUMOHA TPEOOBAHMSIM, YCTAHOBAEHHBIM B COOTBETCTBMM C u4.1,
yuy.1.1, 2 1 2.1 (MPY HOAMYMM TAKKX TPeboBaHMM) CcT.31 HacToswero PeaepaAbHOro
3QKOHA.

APrymMeHTmpyst AoBOA >KAA0Bb, OO0 «MEACEPBUC» cocaanocb Ha [ncbmo PAC
Poccum Ne ALL/40483/15 ot 06.08.2015. Mexay TEM, YKA3AHHOE MUCbMO PA3bSICHSIET
BOMPOCHI O MPABOBLIX MOCAEACTBUSIX B CBSI3N C BKAKOYEHMEM CBEAEHUN OO YYACTHUMKE
3aKynKkn B PHI B NneproA MCNOAHEHMST KOHTPAKTA HO NOCTABKY TOBAPA, CAEAOBATEABHO,
K POCCMATPMBAEMOMY AOBOAY YKAAODBI MPSIMOrO OTHOLLEHWMS HE MMEET.

Takmm obpasom, Mo MHeHmo Komumccum Hoeocmbupckoro YOAC Poccun, pelleHve
ayKumoHHom kommccum Ky HCO «YKCue» o npmsHaHnm 3asieki Ne3 OOO «MEACEPBNC»
HEe COOTBETCTBYIOLLEN TPEDOBAHUSIM, YCTAOHOBAEHHBIM AOKYMEHTAUMEN OO SAEKTPOHHOM
Ay KUMOHE, BbIAO MPUHSTO MPABOMEPHO.

M NpoBeAEHM HA OCHOBAHMM M1 4.15 cT1.99 3AKOHO O KOHTPAKTHOW CUCTEME
BHEMNAQHOBOW MPOBEPKN AOQHHOWM 30KYMKW, B TOM YUCAE, BCeN WHOOPMALMK,
pPA3MeLLEeHHOW B e AUHOM MHOOPMALMOHHOW CUCTEME B PAMKAX AQHHOIO SAEKTPOHHOIrO
AYKUMOHA, A TAIOKEe AEeNCTBUNA AYKUMOHHOM KOMUCCUU MPU PACCMOTPEHUM 3QSIBOK,
HAPYLLEHN 3AKOHOAQTEABCTBA Poccuimckon Peaepauym O KOHTPAKTHOM CUCTEME He
BbISIBAEHO.

PykoesoacCTBysiCb 4.8 cT.106, n.1 4.15 CT.99 3aKOHA O KOHTPAKTHOW cucteme, Kommnccusl
Hoeocubupckoro YOAC Poccunm

PELLNAA:

MpunaHatb >kanoby OOO «MEACEPBUC» Ha AENCTBUSI AYKUMOHHOM  KOMUCCUU
YNOAHOMOYEHHOTO yupexkaeHust — TKY HCO «YKCue» npuv npoBeAEHUN SAEKTPOHHOMO
AYKUMOHA HA MOCTABKY AEKAPCTBEHHOIO MPEnapata AAS MEAULMHCKOrO NMPUMEHEHMUSI:
AQATENAPUH HOTPWS HEOOOCHOBOHHOMN,



