PELLEHUE N2 054/06/33-1338/2020
14 vitons 2020 roaa r. Hopocmbupck

Komuccus YnpasaeHns PeaepaAbHOM QHTMMOHOMOABHOM CAY»KObl Mo HoBocnbrpckon obAACT Mo
KOHTPOAIO B chepe 3akynok (Kommccunga Hosocnbupckoro YPAC Poccum) B COCTABE:

<...>

B MPUCYTCTBUN NPEACTOBUTEAEN HO PACCMOTPEHUN B AUCTAHUMOHHOM peXxxume:

OT YNTOAHOMOUYEHHOIO YYPEXAEHUS — <...> (MO AOBEPEHHOCTU), <...> (MO AOBEPEHHOCTMN);
ot 3akasyuka — [lbY3 HCO «<HOKOA»: <...> (N0 AOBEPEHHOCTN);

OT noaaTeAs XXAAobbl — OOO «BeAKkap»: HE SBUAUCH, YBEAOMAEHO HOAAEXKALLMM OBPA30M;

paccmoTper »anoby OOO «Beaksp» Ha aencteus 3akasdmka  —-TBY3 HCO «HOKOAy,
YAOAHOMOYEHHOTO y4upedxkaeHnsa — FKY HCO «YKCuc» npu npoBEeAEHUN SAEKTPOHHOMO AYKLUMOHO Ne
0851200000620003387 HO MOCTABKY AEKAPCTBEHHbX Mpenapatoe ¢ MHH OkcaamnAQTuH,
HAYOABHAST (MOKCUMAABHAST) LeHa KoHTpakTa 12838350,00 pybaen, pasmelleH B ENC 25.06.2020,

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccum obpatnaock OOO «BeAkap» C KAAOBOM HO AENCTBUS 3AKA3YMKA
— BY3 HCO «HOKOA», YNOAHOMOYEHHOro ydpexaeHust — TKY HCO «YKCuc» npun npoeeAeHUN
SAEKTPOHHOro aykumoHa Ne 0851200000620003387 HO MNOCTABKY AEKAPCTBEHHbIX MPEnApAToB C
MHH OKCcaAMNAQTUH.

CyTb >anobbl OO0 «BeAKkap» 3AKAKYAETCSI B CASAYIOLLIEM.

MoaQTEAb YKAAODBI MOAArAET, YTO TPEOOBAHMS K A0O3MPOBKE 150 Mr. AEKAPCTBEHHOIO NPENAPATA C
MHH OKCOAMMAQTUMH YCTAHOBAEHbI B HApylweHne TpeboBaHun N, 2 OCOBEHHOCTEN OMMUCOHUS
AEKAPCTBEHHbIX MPENAPATOR AASI MEAULIMHCKOrO MPUMEHEHWS, SBASKOLLIMXCST OOBbEKTOM 3AKYTMKN AAS
obecnedyeHnsl roCyAQPCTBEHHbIX U MYHULUMMNAABHBIX  HYYKA, YTBEPIXKAEHHbIX [TOCTOHOBAEHMEM
MNpaeutenbctea PO ot 15.11.2017 N 1380 (aanee — OCOBEHHOCTU OMUCAHUST AEKAPCTBEHHbIX
NPEenapATOB), MOCKOAbKY HE AOMYCKAIOT OCYLLECTBAEHME MOCTABKN B MHbIX HEKPATHBIX AO3MPOBKAX,
MO3BOASIOLLMX AOCTUNYb OAMHAKOBOIO TEPANEBTUYECKOrO 9OPEKTA.,

OTKY HCO «YKCunc» n NrbY3 HCO «HOKOA» MOCTYNMMAM CAEAYIOLLIME BO3PAXKEHMS HA YKOA0BY OOO
«BeAkap».

B paMKax AQHHOM 3AKYMNKM 30KYNAETCS NPENAPAT B AEKAPCTBEHHOW QOPME AMODUAMNIAT, KOTOPAS
B cooTtBeTCTBMM C M. 13 T[lepeyHss HOMMEHOBAHWA AEKAPCTBEHHbIX (GOPM AEKAPCTBEHHbIX
NPEENAPATOR AASI MEAULIMHCKOTO MPUMEHEHMUS, YTBEPIKAEHHOrO prnkasom MuH3apasa Poccumm ot
27.07.2016 Ne 538H, sBASIETCSI TREPAOW.

CoranacHo . a 1. 5 OcobeHHOCTEN OMMCAHUST AEKAPCTBEHHbBIX MPEenapATOB MPW OMMCAHUMU
ob6bEeKTA 3AKYMKM HE AOMYCKAETCSl YKA3bIBATb 3KBUBAAEHTHLIE AO3VPOBKM AEKAPCTBEHHOIrO
npenapaTa, NpeAyCMATPMBAOLLME HEODXOAMMOCTb AEAEHMS TBEPAON AEKAPCTBEHHOW POPMBbI.

Takmm 0Bpa3oM, C AOBOAOM MOACTEAST XKAAOBB 006 OBOS3CGHHOCTV 3AKA3YMKA MNPEAYCMOTPETb
BO3MOXHOCTb MOCTABKM AEKAPCTBEHHOrO MNPENAPAT B AO03MPOBKE 150Mr. B BUMAE AO3MPOBOK
50Mr.+100Mr., MPU YCAOBUK, YTO B AQABHEMLLEM MPW MPUTOTOBAEHUM PACTBOPA OHM ByAyT UMETb
CXOAHBIVI TEPANEBTUYECKNIN DPDEKT, YNIOAHOMOYEHHOE YUPEKAEHNE, 3AKA3YMK HE COFAQCHDI.



3yune NnpeACTOBAEHHBIE MATEPUAABLI U AOBOAbLI CTOPOH, MOSICHEHMS MOEACTABUTEAEN
YMOAHOMOYEHHOIO YUYPEXKAEHUS], 3aKA34YMKA, Kommccusa Hopocmbrpckoro YOAC Poccum NpurLIACG K
CAEAYIOLLVIM BbIBOAOM.

OnncaHmne obbekTa 3AKYNKN COAEPIKNT CAeAYIOLLInNE Tpe6OBOHV|9I K AeKAPCTBEHHOMY npenapary.

Me>KAYHOPOAHOE
HEMATEHTOBAHHOE Koa
VAU TRYNNMPOBOYHOE XapaKTepucTuka Topapa EA. usMm. 8o
VAU XMUYECKOoe
HOVMEHOBAHME
ANODUANZAT AAS NPUTOTOBAEHNS 35
OKCAAUNAQTUH ® ANSTTIO . N Mr
PACTBOPA AASI MHOY3MIA 100 Mr 000
AVODUANBAT AAS MPUTOTOBAEHMS 300
OKCAAUNAQTUH ® ANSTTID . N M
PACTBOPA AASI UHOY3MIM 150 Mr 000

OnMcaHnem OB6bEKTA 3AKYMKM TAKKE MNPEAYCMOTPEHO, YTO AO3MPOBKM MIMEHEHUIO He
MOAAEXKAT.

B cooTeeTCcTBMM C [OCYAQPCTBEHHBIM PEECTOOM AEKAPCTBEHHbBIX CPEACTB (aAanee - TPAC)
MUHVMOABHOW 3AQPEMMCTPUPOBAHHOM A03MPOBKOW siBASIETCST 50 Mr. CBeASHUN O HAANYUM
30PEMMCTPUPOBAHHBIX AEKAPCTBEHHBIX NpenapaTos ¢ MHH OKCOAMNAQTUH C AO3UNPOBKOM 75
Mr. [PAC He coaep»uT.

Takmm 06pa30M, NOCTABKA AEKAPCTBEHHOrO MpenapaTta B KpaTtHoW 150Mr. AO3MPOBKE WU
ABOVIHOM KOAMYECTBE HE MPEACTABASIETCSI BO3MOXKHOW. YTBep kaeHne OOO «BeAkap» O TOM,
YTO KAXKAQS M3 A03MpoBOK 50 Mr. 1 100 Mr. SIBASKOTCST AAST AO3UPOBKM 150 Mr. HEKPATHOM
AKBUBAAESHTHOM AO3VPOBKOM SIBASIETCSI TOAOCAOBHBIM, HE MOATBEPIKASHHBIM AOKYMEHTAABHO.

AOBOA YKOAODDI NMOEM3HAH HEOBOCHOBAHHbIM.

Mpu npoeepeHn HAO OoCHOBAHMM N. 1 4. 15 cT. 99 O3 Ne 44-D3 BHENACGHOBOW NMPOBEPKU ACQHHOWM
30KYNKW, B TOM YNCAe BCeN MHPOPMAUUUN, POA3SMELILEHHON B € AUHOW MHPOPMALMOHHON CUCTEME B
POMKOX ACQHHOIO 3AEKTPOHHOro CAyKUUOHA, a TAK)XXEe AEeWNCTBUA AYKUMOHHOM KOMUCCUM npu
POCCMOTPEHUU NEepBblX U BTOPbIX YOACTEN 3CQSBOK YYOCTHUKOB, ObIAM BbISIBAEHbl CAeAylowme
HOPYLWEeHUS 30KOHOAATEABCTBA O KOHTPOKTHOW cCUCTEME B cPepe 3aKYMOK.

1. Komucensa Hosocmbupckoro YOAC Poccun yCTAHOBMAQ, 4TO B TPAC 3apernctpupoBaHa
AO3MPOBKA 50 Mr., KOTOPASI SIBASIETCSI KODATHOM pA03mposke 100 Mmr.

Ha TtpeboraHug nn. 6) n. 2 OCOBEHHOCTEN OMUCAHUS AEKOPCTBEHHbIX MPEnapaToB He
PACMPOCTPAHSIKOTCS UCKAIOYEHNS, MPEAYCMOTPEHHble M. 6 AQHHBX OCOOEHHOCTEN AQMKE MPWU
YCAOBUWM HOANYMS OBOCHOBAHMS Y CTAHOBASHUS XAP AKTEPUCTUK,

Takmm 06pa30oM, 3AKA3YMK HOPYLWWA TpeboBaHUs N. 2 OCOBEHHOCTEN OMUCAHUST AEKAPCTBEHHBIX
NPEenapaToB, HE MPEAYCMOTPEB BO3MOYKHOCTb MOCTABKM AEKAPCTBEHHOIO MPEnapaTa B AO3MPOBKE
100 Mr. B KPOTHOM AO3MPOBKE 1 ABOMHOM KOAUYECTBE.

TakM 06pa30M, 3aKA3YMK HOPYLIMA 4. 1 CT. 33 @3 Ne 44-P3, n.n. 6) N. 2 OCOBEHHOCTEN ONMUCAHMUS
AEKAPCTBEHHbIX MPENAPATOB.

Kommccunga Hoocnbupckoro YPAC Poccum, pykoBOACTBYSICb a63. 2 1. 3.35 AAMUMHUCTPATUBHOIO
pernameHta PAC Poccum no NMCNOAHEHUIO FOCY AQPCTBEHHOM OYHKLUMM MO PACCMOTPEHMIO XAAOD
HO AencTensl  (Bes3pencTBme)  3aKA34MKA,  YMOAHOMOYEHHOrO  OPraHd,  YMNOAHOMOYEHHOrO
YUYPEKAEHMS, CNEeUMAAN3NPOBAHHOW OPraHMU3aUMmM, KOMUCCUKM MO OCYLLECTBAEHUIO 3AKYMOK, ee



YAEHOB, AOAKHOCTHOIO AMLQA KOHTPOKTHOWM CAYXKObI, KOHTPAKTHOrO YMNPABASIOLEro, onepaTopa
SAEKTPOHHOM MNAOLLAAKMA MPU  ONMPEAEAEHUN  MOCTABLUMKOB  (MOAPSIAYMKOB, UCMOAHUTEAEN)
rOCYAQPCTBEHHBIX U MYHULMMAABHBIX HYXKA, yTBep KaeHHOro Mpukasom GAC Poccum Ne 727/14 ot
19.11.2014r., COrAQCHO KOTOPOMY KOHTPOAMPYIOWMIN OPraH BNPOBE HE BbIAOBATb MPEANMMCAHME
TOABKO B CAYYOE BbISIBAEHUS HOPYLUEHUM 3AKOHOAQTEABCTBA Poccumckon Pepepaummt U UHbIX
HOPMATUBHbBIX MPABOBLIX OKTOB O KOHTPOKTHOM CUCTEME, KOTOPbIE HE MOBAUSIAU UAWM HE MOTAMU
MOBAUSITE HA PE3YABTATH OMNPEAEAEHMST MOCTABLMKA (MOAPSIAYMKA, WCMOAHUTEAS), peLllnAa
NPEANMMCAOHME 06 OTMEHE PE3YABTATOBR 3AKYMKMN HE BHIAQBATb, MOCKOABKY TPEBOBAHMS TPEBOBAHMS,
YCTAHOBAMBAIOLWME 3AMNPET HA MOCTABKY ASKAPCTBEHHOrO MpenapaTa B KPATHOM AO3MPOBKE U
ABOMHOM KOAMYECTBE, HE MPUBEAN K OIrPAHNYEHNIO YMCAQ YHACTHUKOB 3AKYTKM, A TAKKE HE CTAAU
OCHOBOHMSIMU AAST HEMPOBOMEPHOIO OTKA3A B AOMYCKE 3A5IBKAM YYACTHUKOB 3AKYTIKN.

PykoBoACTBYSICb 4. 8 CT. 106, n. 1 4. 15 cT. 99 O3 Ne 44-P3, Kommccus Hoeocmbupckoro YOAC
Poccumn

PELLNAA:

1. NMpwusHate >anoby OOO «Beaksp» HA AENCTBUS 3aKA34MKa —TBY3 HCO «HOKOA»,
YNOAHOMOYEHHOTO  yupexaeHnst — TKY HCO «YKCuc» npuv NpOBEAEHUU  SAEKTPOHHOrO
aykumoHa Ne 0851200000620003387 HG MNOCTABKY AEKAPCTBEHHbIX MpenapaTtos ¢ MHH
OKCOAAUNAQTIH HEOBOCHOBOHHOM.

2. TIPU3HATb 3AKA3YMKA HAPYLWMBLLKMM 4. T cT. 33 O3 Ne 44-03, n. 2 OCOBEHHOCTEN OMUCAHMS
AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX [locTaHoBAeHMeM [Mpasutensctea PO ot
15.11.2017 N 1380.

3. MepeaaTb MATEPUAALI AGAQ YIOAHOMOYEHHOMY AOAYKHOCTHOMY AULy HoBocmnbupckoro YOAC
Poccum AN MPUHSTTUST  peLlleHnst O  BO3BYXAEHMU AeAn 06 AAMUHUCTPOATMBHBIX
NP ABOHAPYLIEHMSIX B OTHOLLEHNN BUHOBHBIX AMLL.



