PELLUEHNE Ne 054/06/69-2578/2019

23 Aekabps1 2019 roaa r. Hoeocnbupci

Komucecusa YnpaesaeHns PepAepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecrnga Hosocrmbupckoro YPAC Poccum) B
COCTOBE:

B NPUCYTCTBUMN NPEACTABUTEAEN:

OT YNOAHOMOYEHHOTI 0 yuypexXaeHus — [KY HCO «YKCue»: «...» (Mo AOBEPEHHOCTWN), «...» (MO
AOBEPEHHOCTN);

B OTCYTCTBUE NPEACTOBUTEAEN:

oT 3akasyuka -bY3 HCO «Kb Ne 34»: He §SBUAMCH, YBEAOMAEHO HOAAAEKALLMM
obpa3zowm;

OT noAdaTeAs XAaAobbl - OOO «Toproebi AOM «BUAA»: yYBEAOMAEHO HAAAEKALLMM
obpazom;

paccmoTpe  anoby OOO «TA «BUAA» HO AENCTBUS QYKUMOHHOM KOMUCCUU
YMNOAHOMOYEHHOT O yypeXkaeHust — F'KY HCO «YKCuce», 3akadumka — 'bBY 3 HCO «[Kb Ne 34»
NEWY MPOBEAEHUN SAEKTPOHHOro aykumoHa Ne (0851200000619007887 HO MOCTOBKY
AEKAPCTBEHHbIX MpenapaTtos (MHH: BaHkoMuumH), HAQ4aAbHAST (MAKCUMAAbHAST) LeHa
KOHTPOKTA 263991,00 pybaen, pasmelleH s ENC 25.11.2019,

YCTAHOBUAA:

B Hosocnbupckoe YPAC Poccum obpatnaocbt OOO «Toprosbit AoMm «BUAA» c
YKAOAOBOW HO AENCTBUST AYKUMOHHON KOMUCCUM YMOAHOMOYEHHOTO yYpexkaeHnsa — MKY
HCO «YKCuc», 3akazumka — Y3 HCO «Kb Ne 34» npu npoBeAEHUN SAEKTPOHHOrO
aykumoHa Ne 0851200000619007887 HO MOCTABKY AEKAPCTBEHHbIX mpenapaTtos (MHH:
BaHkomMumUmH).

CyT1b >kanobbl OOO «Toproebirt AOM «BAAA» 3AKAIOHAETCS B CAEAYHIOLLEM,

COrAQCHO MPOTOKOAY MOABEAEHMST UTOMOB SAEKTPOHHOrO aykumoHa ot 11.12.2019
dasieka OO0 «TA «BUAA»  nNpU3HAHAQ He COOTBETCTBYOWEN TPebOBAHMSM,
YCTAHOBAEHHBIM  AOKYMEHTAUMEN OO0  SAEKTPOHHOM  AQYKUMOHE, a  MMEHHO,
NPEACTABAEHHAST  KOMUST  PErMCTPAUMOHHOTO  YAOCTOBEPEHUSI HE TMOATBEPXKAQET
COOTBETCTBME TOBAPA B 3A5IBKE YYACTHMKA MO no3numm ¢ MHH BaHkoMuumH (Toproesoe
HOMMEHOBAHME BAHKOMUUMH AX, AMODUAMIAT AAST MPUTOTOBAEHUST PACTBOPA  AASI
VHOY3UW, UHAWMS). B MPUAOKEHHOM PErncTpauMOHHOM YAOCTOBEepeHn Homep All-
002058 ot 25.04.2013 yKQ3QH CPOK AEWCTBUST PEMMCTPAUMOHHOIO YAOCTOBEPEHNST AO
25.04.2018, 4TO HE COOTBETCTBYET M. 16.2.6 AOKYMEHTALMMN OO SAEKTPOHHOM QYKLVOHE U
n. 3 4.5 cT. 66 PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-O3 «O KOHTPAKTHOM CUCTEME B
chepe 3aKyrnok TOBAPOB, PABOT, YCAYr AAs oOBecnedyeHusl rOCYyAQPCTBEHHbIX U
MYHULMMAABHBIX HY>KA» (Aanee — D3 Ne 44-03).



MNMoadTEAD YKAAODBLI CUYMATAET, YTO QAYKUMOHHAST KOMWUCCKS HEMPABOMEPHO MPU3HAAC
3aseky OOO TA «BUAA» HECOOTBETCTBYIOLLLEN BBUAY CAEAYIOLLETO.

B HaOcTOSILLEE BPEMS PEMMCTPALMOHHOE YAOCTOBEPEHME HAO AEKAPCTBEHHBIN MPEnapaT
TH «BaHKoOMUUMH AdXK» HOXOAUTCSI HA MNEPEOPOPMAEHNN, AEKAPCTBEHHOE CPEACTBO
MOOXOAUT MOATBEPXKAEHUNE PEMMCTPALUN, HYTO, B CBOKO OYEPEADL, MOATBEPRKAQETCS
nMcbMoM  OT MwuHaapaea Poccum oT 16.08.2018 roaa Ne 20-3/1545 (NpUAOMKEHO
YYACTHMKOM B COCTABE BTOPOM YOCTU 3A5IBKMA).

MNpwu 9TOM, B COOTBETCTBUM C 4. 14 CT. 29 PepepanbHOro 3akoHa ot 12.04.2010 Ne 61-03
«O6 obpalleHnn AEKOPCTBEHHbIX CPEeACTB» (Aonee - 3akoH 06  obpaleHum
AEKAPCTBEHHbBIX CPEACTB) B NEPUOA MOATBEPIKAEHUS TOCYAQPCTBEHHON PErMCTPALUN
AEKAPCTBEHHOro npenapata ero obpauwieHne B Poccunckon @Pepepaumnt  He
NPUOCTAHABAVBQAETCS.

Kpome Toro, COrAQCHoO 4. 15 cT1. 29 3akoHa 06 obpalleHMM AEKAPCTBEHHBIX CPEACTB
AOMYyCKaeTCs1 06paLleHne AEKAPCTBEHHbIX MPENAPATOP AO MCTEYEHNS CPOKA FOAHOCTU,
MPOV3BEAEHHBIX B TEYEHME CTA BOCBMUAECATU KOAAEHAOPHbBIX AHEN MNOCAE AQTHI
MNPWUHSITUST YTOAHOMOYEHHBIM GEAEPAABHBIM OPrAOHOM UCMOAHUTEABHOW BAQCTU PELLEHWS
O MOATBEPXKAEHNN TOCYAQPCTBEHHOM PErMCTPALUUU, B COOTBETCTBMU C MHPOPMALMEN,
COAEPXKALWENCST B  AOKYMEHTOX PErnCTPOUMOHHOIO AOCbE HA  AEKAPCTBEHHbIN
npenapar, AO AQTbI MPUHSITUSI TAKOrO PeLLEHMS.

MNoa OOPALLEHNEM ASKAPCTBEHHBbIX CPEACTB MOHUMAIOTCS CASAYIOLIME AENCTBUS -
PA3PADOOTKA,  AOKAVMHMYECKNE  UCCASAOBOHUS,  KAMHUYECKME  UCCASAOBOHMS,
BKCMNEepPTN3d, FOCYAQPCTBEHHAS PErncTPALMSl, CTAHAOPTUIAUMS U KOHTPOAb KAYECTBd,
MPON3BOACTBO, N3rOTOBAEHME, XPAHEHME, NepeBo3Kka, BBO3 B Poccuickyto Geapepaumnio,
BbIBO3 U3 Poccuirickon Peapepaumn, pPEeKAaMda, OTIYCK, PeaAM3auus, nepeaayaq,
MPUMEHEHWE, YHUUTOXKEHNE AEKAPCTBEHHBIX CPEACTB.

CoranacHo 4. 1 cT. 13 3akoHa 06 obpAalLEHNN AEKAPCTBEHHBIX CPEACTB B Poccumckom
Pepepaumm ACMYCKAOTCS MPOM3BOACTBO, N3rOTOBAEHNE, XPOHEHME, NEPEBO3KA, BBO3 B
Poccumckyto Peaepaumio, BbiBO3 M3 Poccuimckon QPeapepaummn, pPekAama, OTMyCK,
PEAAN3ALMS, MEePEeAQYq, MPUMEHEHNE, YHUUTOMKEHME AEKAPCTBEHHBIX MPENaPATOB, ECAM
OHV 3APErNCTPUPOBAHBI COOTBETCTBYHOLLVM YMOAHOMOYEHHBIM DEAESPAABHBIM OPrOHOM
NCMOAHUTEABHOW BAQCTW.

Ha >Xaaoby oT ynoAHOMoOueHHoro yupexapeHus - KY HCO «YKCuc» nocTtynuau
CAeAyolLUue BO3PAXKEHUS.

B cootBeTCTBUM C TPpeboBAHMSIMM 3aKOHA 06 0BpalleHU AEKAPCTBEHHbBIX NPEnapaTOB
AEKAPCTBEHHbIE MPENAPATbl BBOASITCSI B TPOMKACHCKUMA OBOPOT HA TeppuUtopumn
Poccumckom @Depepauynt, €CAM  OHU  3APErNCTPUPOBOHBI  COOTBETCTBYIOLLMM
YMIOAHOMOYEHHBIM  PEAEPAABHBIM OPrAHOM  MCMOAHUTEABHOM BAQCTUA U BKAKOYEHbI B
FOCYAQPCTBEHHbIM PEECTP AEKAPCTBEHHbIX CPEACTB (AaAee - [TPAC), SBASIOLLMINCS
deAEePAAbHON MHOOPMALMOHHOM crcTtemon (hitp://gris.rosminzdrav.ru/).

B TPAC copep>XUTCS MHOOPMALUST O KODKAOM 30PEMMCTPUPOBAHHOM AEKAPCTBEHHOM
npenapaTe, B TOM YNCAE, MEXXAYHAPOAHOE HEMATEHTOBAHHOE HOMMEHOBAHME (AQAEE -
MHH), Toprosoe HaMeHOBAHWE, AO3MNPOBKA, POPMA BbIMYyCKA 1 AP.

B cooteetctBuM Cc N. 1 4. 6 cT. 69 O3 Ne 44-O3 309BKA HA YYOACTUE B DAEKTPOOHHOM



AyKUMOHE TMPU3HAETCS1 He COOTBETCTBYOWEN TPEOOBAHUSIM, YCTAHOBAEHHbLIM
AOKYMEHTAUMEN O TAKOM QYKUMOHE, B CAy4YOE HENPEeACTOBAEHNST AOKYMEHTOB M
MHOOPMALMK, KOTOPbIE MPEeAYCMOTPEHbI Y. 11 CT. 24.1,44. 3 nAn 3.1, 5, 8.2 cT. 66 O3 Ne 44-
P3, HecoOoTBETCTBMSI YKOA3OHHBIX AOKYMEHTOB W UMHOOPMAUMKM  TPEeOOBAHUSIM,
YCTOHOBAEHHBIM AOKYMEHTALMEN O TOKOM QYKLMOHE, HOANYMS B YKO3AHHbBIX AOKYMEHTAX
HEAOCTOBEPHOM MHPOPMALUMKM OO YYACTHUKE TAKOrO QAYKUMOHA HA AQTY W BPEMS
OKOHYQAHWS CPOKA NOAQYM 3ASIBOK HO YYACTUE B TAOKOM QYKLIMOHE,

B n. 16.2.6 AOKYMEHTALMN OO SAEKTPOHHOM AYKLMOHE YKA3AHO, YTO BTOPAS YHOCTb 3ASIBKM
HO Yy4OCTME B SAEKTPOHHOM QYKLUMOHE AOAXKHO COAEPMATb KOMM  AOKYMEHTOB,
MOATBEPIKAQIOLLMX ~ COOTBETCTBME  TOBAPA  TPEOOBAHUSIM, YCTOHOBASHHbIM B
COOTBETCTBUM C 3AKOHOM 06 OBPALLEHNN AEKAPCTBEHHBIX CPEACTB, O UMEHHO, KOMMIO
PErNCTPALMOHHOIO YAOCTOBEPEHNSI ASKAPCTBEHHORO CPEACTBA (MPenapaTa).

K 3ag9BKEe HA y4aCTME B SAEKTPOHHOM QYKUMOHE MOAOQTEAEM >XAAODLI MPMOBLLEHO
nMcbMo MuHaapaea Poccum ot 16.08.2018 Ne 20-3/1545.

Bmecte ¢ TemM, B CUAY 4. 15 CT. 29 3akoHa 06 obpalleHn AEKAPCTBEHHBIX CPEACTB
AOMyCKaeTCs1 0bpalleHne AeKAPCTBEHHbBIX MPENAPATOR AO UCTEYEHMST CPOKA FOAHOCTU,
MPOOUN3BEAEHHBIX B TEYEHME CTA BOCBMUAECSTU KOAEHACQPHBIX AHEM MNOCAE AQTHI
MNPUHSITLST YITOAHOMOYEHHBIM QEAEPAABHBIM 0PI AHOM MCMOAHUTEABHOW BAQCTU PELLEHMS]
O MOATBEPXKAEHUN TOCYAQPCTBEHHOW PErMCTPAUMM, B COOTBETCTBMU C MHPOPMALMNEN,
COAEPXKAWENCST B AOKYMEHTOX PErMCTPAUMOHHOIO AOCbE HA AEKAPCTBEHHbIN
NPEnapaT, AO AQTbl MPUHSITUSI TAKOrO PELLEHMSI.

OAHAKO Mo UcTedeHnn 6oaee 1,5 AeT rocy AQPCTBEHHAS PErMCTPALMS AEKAPCTBEHHOTO
CPEeACTBA, MPEAAAraeMOoro K MOCTOBKE MOAATEAEM YKAAODbI, HE MPOAAEHA.

Kak caeayer w©n3 ceeaeHun [PAC, CpoOK TOCYAQPCTBEHHOM  pPermcTpaunm
AEKAPCTBEHHOroO MPenapaTa C TOProBbiM HAVMEHOBAHMEM BAHKOMUUMH AXK. UCTEK
25.04.2018. CeepeHUM O NEPEODOPMAEHNN PETMCTPALUMOHHOIO YAOCTOBEPEHMS HA
AQHHbIV MPENAPAT HE MMEETCS.

Takmm obpaszom, TKY HCO «YKCuc» cUMTAET, YTO AYKLMOHHAS KOMUCCUS NMPABOMEPHO
NPUHSIAQ peleHne o npuaHaHuM 3asiskn OO0 «TA «BUAA» He COOTBETCTBYIOLLEN
TPEOOBAHUSIM, Y CTAHOBAEHHBIM AOKYMEHTALMEN 06 SAEKTPOHHOM QY KLIMOHE.

N3yurB NpeACTOBAEHHbIE MATEPUAABI, MOSICHEHUST MPEACTABUTEAEN YNIOAHOMOYEHHOIO
YUYPENKAEHNS, MHOOPMALMIO, COAEPIKALLYIOCSI B €AMHON MHPOPMALMOHHOW CUCTEME,
Komuncecunsa Hosocrbupckoro YPAC Poccum NpULLIAG K CAEAYHOLLIMM BbIBOACM.

B cootBetctBMM C 4. 1 CT. 29 3akoHa 06 oOB6paAlLEHNN AEKAPCTBEHHBIX CPEACTB
NOATBEPXKAEHNE TOCYAQPCTBEHHOWM  PErnCTpAUMM  AEKAPCTBEHHOrO  Mnpenapara
OCYLLECTBASIETCSI MNPV BblAQYE OECCPOYHOTO  PEMMCTPALMOHHOIO YAOCTOBEPEHMS
AEKAPCTBEHHOIrO MPENAPATA B CAyYOE, YKA3AHHOM B 4. 2 CT. 28 3akoHa 06 obpalleHun
AEKOPCTBEHHbBIX CPEACTB, B CPOK, HE MPEBLILLAIOWMA LLECTUAECITV PABOUYMX AHEN CO
AHSI  TOAYYEHUST  COOTBETCTBYIOLUMM  YNOAHOMOYEHHBIM ~ DEAEPAAbHBIM  OPraHOM
MCTMOAHUTEABHOW BAQCTM 3ASIBAEHWSI O MOATBEPXKAEHUN TOCY AQPCTBEHHOM pEermcTpaumm
AEKQPCTBEHHOro  npenaparta. [lpy  3TOM, NOAQYA  YKA3AHHOIO  3ASIBAEHMUS
OCYLLECTBAEHMNSI B  COOTBETCTBYIOWMA  YNOAHOMOYEHHBIMN ~ OEeAESPAAbHbIM  OPraH
MCMNOAHUTEABHOM BAAQCTUN HE PAHEE YEM 30 CTO BOCEMbAECSIT AHEW AO NCTEYEHNS CPOKA
AENCTBUSI PEMMCTPALMOHHOMO Y AOCTOBEPEHNSI ACKAPCTBEHHOMO NPENAPATA.



COrAQcHoO 4. 14 ct. 29 3akoHa 06 OBpALLEHNN AEKAPCTBEHHBIX CPEACTB B MEPUOA
NPOBEAEHUS npoueAypbl NOATBEPIKAEHUS rOCYAQPCTBEHHOMN perncTpaumm
AEKOPCTBEHHOrO npenapaTta  ero obpaueHne B Poccuickon QPeapepaummn  He
NPUOCTAHOBAMBOETCS.

CoraacHo . 1 4. 4 cT. 69 O3 Ne 44-O3 309BKA HA Y4OCTUE B DAEKTPOHHOM QYKLMOHE
NPU3HOETCS1 HE COOTBETCTBYIOLWEN TPEOOBAHNSIM, YCTOHOBAEHHBIM AOKYMEHTAUMEN O
TAKOM QYKLUMOHE, B CAy4YOE HEMPEACTABAEHNST AOKYMEHTOB U MHOOPMALMK, KOTOPbIE
npPeAyCMOTPEHbl YacTbto 11 ctatbn 24.1, yactamm 3 nam 3.1, 5, 8.2 ctatbn 66 O3 Ne 44-
P3, HECOOTBETCTBUSI YKA3AHHBIX AOKYMEHTOB W MHOOPMAUMK  TPebOBAHWSM,
YCTOHOBAEHHBIM AOKYMEHTAUMEN O TAKOM QYKUMOHE, HOAUYMS B YKA3AHHBIX AOKYMEHTAX
HEAOCTOBEPHON MHPOPMALUMKM OO YYOACTHUKE TAKOrO QAYKUMOHA HA AQTY U BPEMS
OKOHYQAHWS CPOKA NOAQYM 3ASIBOK HO YYACTUE B TOKOM QYKLIMOHE.,

Komuncecua Hosocnbupckoro YOAC Poccum yctaHoBuAd, 4to OOO TA «BUAA»
NPEANOKMAO B CBOEN 3ASIBKE K MOCTOBKE AEKAPCTBEHHLIM MPENAPAT C TOPrOBbIM
HOMMEHOBAOHMEM «BAHKOMUUMH AXK», MPOU3BOAUTEAST Akopac kcronm TBT.ATA /
NHAMS, C pErnMCTPALMOHHBIM YAOCTOBEPEHMEM Al- 002058 ot 07.08.2015.

B coOoTBETCTBUM C MHOOPMAUMEN TOCY AQPCTBEHHOIO PEECTPA AEKAPCTBEHHBIX CPEACTB
PErMCTPALMOHHOE YAOCTOBEPEHNE AEKAPCTBEHHOIO MPEenapaTta AAST MEAMULMHCKOro
npuMmeHeHnst ot 07.08.2015 Ne AM-002058 okoH4mMAO ceoe paencTeme 25.04.2018 1 Kakue-
AMBO CBEAEHMS O AQABHEVLLEM €70 NEPEOPOPMAEHNN OTCYTCTBYIOT.

Takm 0BpaA30OM, HO MOMEHT paccMoTpeHus 3agekm OOO TA «BUAA» y QyKUMOHHOW
KOMWUCCUMN OTCYTCTBOBOAM CBEAEHMSI O TMOAQYE 3ASIBACHUSI HA TMOATBEPIKAEHME
FOCYAQPCTBEHHOW PErNCTPAUMM B OTHOLWLEHUN MPEAAOMKEHHONO AEKAPCTBEHHOIO
npenapara, a TAKKE OTCYTCTBOBAAA OTMETKA O AQTE 3AMEHbl PErncTPAUMOHHOIO
yAOCTOBEPEHMST HA BHBeccpoyHoe B [PAC, aQ CpPOK AENCTBUSI  YKA3AHHOro
PErMCTPALMOHHOIO Y AOCTOBEPEHMST UCTEK.

NoMumMo ykasaHHoro, Komuccuns Hosocmbupckoro YPAC Poccum cUMTAET, YTO NMMCbMO
MuH3sapaBa Poccum ot 16.08.2018 Ne 20-3/1545, KoTOpPOE BLIAO MPUAOXKEHO KO BTOPOMN
YOCTW 3ASIBKM HO YYACTUE B SAEKTPOHHOM QYKLMOHE 1 HO KOTOPOE CChIAOETCS MOAQTEAD
YKOAODbI, TOBOPST O TOM, YTO ACHHOE MMCbMO MOATBEPYKAQET TO, YTO B HOCTOSILLIEE BPEMS
PErMCTPALMOHHOE YAOCTOBEPEHME HA AQHHBIM AEKAPCTBEHHbBIM MPENAPAT HOXOAUTCS
HO CTAAMUN MPOAAEHUST PETMCTPALUN, HE MOATBEPIKAOAET YKA3HbIX OBOCTOSITEALCTB, O
AVLLb PA3BSICHSIET MOPSIAOK 1 CPOKU PEAAMNIALMN MPOAAEHUST PETMCTRALNN.

B nncbmMe yKA3QHO AVLb TO, YTO OHO CHOPMMUPOBAHO B OTBET Ha obpauieHne OO0
«AXKOAQC DKCMOUM» MO BOMPOCY MOOAYKAAHCKOro 060poTa AEKAPCTBEHHOIO NpenapaTa
BaHkoMuumH  Adk., 6€e3 KAKOro-AMbo YyKA3aHMS HA  OOKT MNOAQYM  3ASIBAEHUS O
NOATBEPIKAEHNN FTOCY AP CTBEHHOW PErMCTRALUN AEKAPCTBEHHOIO NPENAPATA.

Ha ocHoBAHMM n3A0YKeHHOro, Komuccmsa Horocubupckoro Y ®AC Poccum CYUTAET, YTO
AYKUMOHHAST  KOMUCCUST MPABOMEPHO MNpu3HAAa  3asisBky OOO TA «BUAA» He
COOTBETCTBYOLLEN TPEOOBAHNSIM. AOBOAbBI Y)XOAODbBI HE HOLLAV CBOEMO MOATBEPXKAEHMS.

MNpn NpoBEAEHNM HO OCHOBAHKMM M. 1 4. 15 CT. 99 3AKOHA O KOHTPAKTHOW CUCTEME B
coepe 30KyNOoK BHENAQHOBOW MPOBEPKN AQHHOW 3AKYMNKN, B TOM YACAE, BCEW
MHOOPMALMK, PA3MELLEHHOW B €AMHOW MHOOPMALMOHHOM CUCTEME B PAMKAX AQHHOMO
SAEKTPOHHOrO AyKUMOHA, A TAKKE AENCTBUIM AYKLVMOHHOM KOMUCCUM MNP



PACCMOTPEHUN MNEPBbIX 1 BTOPbIX YOCTEW 3ASIBOK, HOPYLLEHNM 3AKOHOAATEABCTBA
Poccuinckomn Qepepaumm O KOHTPAKTHOM CUCTEME B chepe 3AKYMNOK HE BbISIBASHO.

PyKOBOACTBYSICb Y. 8 cT. 106, n. 1 4. 15 cT. 99 O3 Ne 44-03, Komumccrs HoBocnbunpckoro
Y®PAC Poccun

PELLNAA:

[NpK13HATL »Kanoby OO0 «TA  «BUAA» HO AenctBusi  AQYKUMOHHOM  KOMMUCCUM
YMNOAHOMOYEHHOT O yupeXkaeHust — [KY HCO «YKCuce», 3akadumka — 'Y 3 HCO «[Kb Ne 34»
NPV MPOBEAEHUN SAEKTPOHHOro aykumoHa Ne (0851200000619007887 HO MOCTABKY
AEKAPCTBEHHbIX NpenapaTtoe (MHH: BAHKOMULMH) HEOHOCHOBAHHOW.

PeLiermne moxer 6bitb 06KQA0BAHO B CID6I/ITDO)KHbIIZ CYA B TedeHne 1pex MecsiLieB CO AHs ero BbIHECEeHVSI.



