PELLIEHNE NeQ54/06/67-1001/2019
24 mas 2019 roaa r. HoBocnbupck

Komuccus YnpasaeHusi PepepanbHOM AHTUMOHOMOABHOW CAYKObI Mo HoBOCUMBUPCKON OBAACTM MO KOHTPOAKD B
coepe 3akyrnok (Komuccums Hosocrnbupcrkoro YOAC Poccum) B cocTaee:

Lsanoe ALl'. - 30M. PYKOBOAUTEAS YIIPABAEHUSI, MPEeACEAATEAD KOMUCCUK;
PacTeopuer C.H. - TAQBHBIN CAELMAAUCT-OKCNEPT OTAEAQ KOHTPOAS 3AKYMNOK, YAEH Kommnccum;
AyHrHO A A. - BEAYLLMM CNELMAAUCT-OKCMEPT OTAEAQ KOHTPOAS 30KYNOK, YAeH Kommnccum;

B NMPUCYTCTBMN NPEACTOBUTEAEN:

OT MOAQTEAS XKAAOBE — OOO «Toprosblil AOM «BUAA» MPEACTOBUTEAU HE SBUAUCDH, YBEAOMAEHO HOAAENKALLUM
06pa3oM;

oT 3aKka34mKka — NlBY3 HCO «HOKOA»: <...> (NO AOBEPEHHOCTI),

paccmoTpes »anoby OOO «Toproebit AOM «BUAA» HO AENCTBUS 3aKA34YMKA — TBY3 HCO «HOKOA» npu nposeAeH1N
SAEKTPOHHOro aykumoHa Ne03512000018 19000079 HO NOCTABKY AEKAPCTBEHHOrO MPEnApaATa AAST MEAVUMHCKOrO
npuMeHeHus:: NMakAnTakceA, pasmelleH s ENC 24.04.2019r., HO4OABHAST (MOKCUMAABHAST) LeHA KOHTPOKTa 633 594, 57
pPYyo6As,

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccum obpatmaoch OOO «Toprosbit AoM «BUAA» C >KAAOBOM HO AENCTBUST QYKUMOHHOM
KOMUCCUM 3aKA34MKA — TBY3 HCO «HOKOA» npu npoBeAeHUM SAEKTPOHHOMO aykuoHa Ne03512000018 19000079 Ha
NMOCTABKY AEKAPCTBEHHOMO NPENAPATA AASI MEAVUMHCKOrO NPUMEHEHNST: [TAKAUTAKCEA.

CYTb YKAAODObI 3AKAKOYAETCS B CAeAYyloLlLeM.

B cooTBeTCTBMM C MNPOTOKOAOM PACCMOTREHUST Neppblx YacTen 3asBok oOT 13.05.2019r. QyKUMOHHAST KOMUCCUSI
30KA34YMKA OTKA3AAQ B AOMYCKE NepBo YaCTM 3asBkM Ne104786076 HO OCHOBAHMM MN.2 4.4 cT.67 O3 Ned4-D3, a UMEHHO,
30 MPEACTABAEHME B MEPBOM 4YACTM 3ASBKM MHOOPMAUMKM, HE COOTBETCTBYOWEN TPeOOBAHMSIM QYKLMOHHOM
AOKYMEHTALMM, B YOCTHOCTU, B OMUCAHUM OBBEKTA 3AKYMKM 3AKA3YMKOM YCTOHOBAEHbBI CAEAYIOLLME TPEOOBAHMS K
AEKAPCTBEHHOMY NPenapaATy «[TAKAUTAKCEAY: KOHUEHTPAT AAS MPUIOTOBAEHMS PACTBOPA AAS MHOY3UIN, 6 MI/MA, 23,3
MA. AO3MPOBKA M3MEHEHMIO HE MOAAEXKUT. HOMUHOABHBII OBBEM DAQKOHA WM3MEHEHUIO HE MOAAEXMT. [pn 3ToM,
YYOACTHUK 3QKYMKMA MPEAAOXKMA K MOCTOBE AEKAPCTBEHHOE CPEACTBO CO CASAYIOWVMU  XAPOAKTEPUCTUKAMM:
«KOHLIEHTPAT AAS MPUFOTOBAEHWSI PACTBOPA AAST UHOY3UM 6 MI/MA 43,3 MA», YTO HE COOTBETCTBYET TPEOOBAHMSM
OMNNCAHKS OBBEKTA 3AKYMKU.

MNMoAQTEAL XKAAOBBI C AGHHBIM PELLUEHNEM QYKLMOHHOM KOMUCCUM HE COMAQCEH, CYATAET, YTO B 3ASIBKE MPEAAOYKEHO
AEKAPCTBEHHOE CPEACTBO, MOAHOCTLIO COOTBETCTBYIOLLEE TPEOOBAHWSIM OMUCAHMST OOBEKTA 3AKYMNKN B HEKPATHOM
AO3MNPOBKE C COXPAHEHMEM OBLLErO KOAMYECTBA OAQKOHOB N YBEANMYEHMEM KOAMYECTBA AEMCTBYIOLLErO BELLECTBA,
YTO, MO MHEHWMIO MOAATEAST YKAAODLI, COOTBETCTBYET OCOBEHHOCTSIM OMUCOHUS AEKOPCTBEHHBLIX MPEMNAPATOB AAS
MEAMUMHCKOrO NPUMEHEHMS], SIBASIOLLMXCST OOBEKTOM 3AKYMKK AAS OBECNEYEHMSI FTOCYAQPCTBEHHBIX Y MYHULIMMAABHBIX
HYXKA, YTBEPXKAEHHBIM [MocTaHoBAeHVeM [MpaeutenbcTsa PO Ne1380 ot 15.11.2017r. (aanee - OcobeHHOCTU
OMUCAHWS).

Ha OCHOBGHWM MBAOMKEHHOIO, MOAQTEAb MXAAODLI CHMTAET, YTO QAYKUMOHHAST KOMUCCUST 3COKA3YMKA MPOBEAC
POCCMOTPEHUE MEPBbIX YOCTEN 3ASIBOK C HAPYLLUEHVEM TPebOBAHUIN 3AKOHOAAQTEABCTBA O KOHTPOKTHOM CUCTEME B
cohepe 3aKyrnoK.

Ha >kanoby OOO «Toprosbit AOM «BUAA» OT 3akazuvka - ['BY3 HCO «<HOKOA» MOCTYNAM CAEAYIOLLME BO3PCKEHMS.

B onmMcaHMM OBBEKTA 3CKYMKM 30KA3YMKOM YCTOHOBAEHBI CAeAyiollne TpeboBaHMS K 30aKYNaeMoMy TOBAPY:
KOHLEHTPAT AAS MPUrOTOBAEHMS PACTBOPA AAS UHOY3UIA, 6 MI/MA, 23,3 MA.

B cooteetcTBMM C TpeboBaHMIMYM OCOBEHHOCTEN OMUCAHKMS 3AKA3YMKOM B OMUCAHMM OOBEKTA 3AKYMKM YKA3AHO
OBOCHOBAHME YCTAHOBAEHMUST TPEOOBAHMSI K KOHKPETHOMY OOBbeMY MEPBUYHOM YMNAKOBKM: «HOMMHOABHLIN OBbEM
DAQKOHA MBMEHEHWMIO HEe TMOAAEXMUT. B CBSIBM C MEAMKO-DKOHOMUYECKMMK XAPAKTEPUCTUKAMKM Mpouecca
M3rOTOBAEHMS PACTBOPA AEKAPCTBEHHOIO cpeAacTBa ¢ MHH TAKAUTAKCEA 1 €ro MOCAEAYIOLWEN VHDY3UN B XOAE
NPOBEAEHMST XVMMOTEPANUN AAST OBECneyeHUsT HOMAYYLWEro AevyebHoro apdekta (B OBWENPUHSTBIX CXEMOX
XUMUOTEPANUMN  TTAKAUTOKCEA HA3HAYAETCSI B BUAE WHOY3MM (B-X UAM 24-X 4acosblX) B pA03e 135-175 mr/ m2
MOBEPXHOCTN TEAQ) U obecnedeHUst HaMBOAbLLEN 2PDEKTVBHOCTV PABOTH MEAULMHCKOrO MNEPCOHAAQ, M3BEraHms
noTepb AOPOroOCTOSILErO MPEnapPATa MPU COCTOBAEHUM WMHAVBUAYOABHOM AO3bl AAS BBEAESHMSI MpenapaTa,



YMEHbLLUEHMS KOHTAKTA NepPCOHAAQ C UMTOTOKCHMHECKNM MPEenapaToM»,

Mo aTOM, B nNepeor YacTn 3asekm Nel04786076 k nocTaepke ObliA MPEAAOXKEH AEKAPCTBEHHLIM MPENapPAT CO
CAEAYOLWVMY XAPAKTEPUCTUKAMU: «KOHLEHTPAT AAST MPUFOTOBAEHMSI PACTBOPA AAST MHOY3MN 6 MI/MA 43,3 MA -
OAAQKOHBI(T) - MAYKKM KAPTOHHBIEY. TAKKMM OBPA3OM, AGHHBIN YHACTHMK 3AKYMKM NPEAAOXKMA K MOCTABKE AEKAPCTBEHHbIN
npenapaTr ¢ 06bEMOM MEPBUYHOM YMAKOBKM, HE COOTBETCTBYIOLLEN TPEOOBAHWSIM OMMUCOHUST OBOBEKTA 3AKYMKM,
NPOUrHOPUPOBAR TPEBOBAHME 3AKA3YMKA, YCTOHOBAEHHOE B OMUCAHUM OB6BEKTA 3AKYMKU,

HO OCHOBAHMM NBAOXKEHHOTO, 3AKA3YMK CHUATAET, YTO €AMHAST KOMUCCKST 3AKA3YMKA MPOBEAA PACCMOTPEHME NEPBbIX
4aCTeW 305IBOK B COOTBETCTBUM C Tpe6OBOHl/I§IMl/I 30KOHOAQTEABLCTBA O KOHTPAKTHOWM CUCTEME B Chepe 3AKYrNOK.

V3yamB rpeACTaBASHHbI® MATepUaAbl M AOBOAbI CTOPOH, Kommccus HoBocubupckoro YOAC Poccui MpuLAa K
CASAYIOLLIMM BbIBOACOM.

B onmMcaHMmM oB6beKkTa 3aKynki 30KO3YMKOM YCTOHOBAEHbBI CAEAylolMe TPeOOBAHMSI K 30KYNAeMoMy TOBAPY:
KOHUEHTPAT AASI IPUFOTOBAEHMSI PACTBOPA AASI UHDY3UA, 6 MI/MA, 23,3 MA.

B cootBeTCcTBUN C TpeboBaAHUSIMU OCOBEHHOCTEMN OMMUCAHKS, 3AKA3YMKOM B OMMCOHUM OBBEKTA 3AKYMKK YKO3AHO
OBOCHOBAHME YCTAHOBAEHMUST TPEOOBAHMSI K KOHKPETHOMY OOBEMY MEPBMYHOM YMNAKOBKM: «HOMMHOABHBLIN OBbEM
DAQKOHA  MBMEHEHWMIO HE TMOAAEXMUT. B CBSIBM C MEAMKO-DKOHOMUYECKMMK XAPAKTEPUCTUKAMKM Npouecca
M3rOTOBAEHMSI PACTBOPA AEKAPCTBEHHOIO cpeacTBa ¢ MHH TAKAUTAKCEA 1 €ro MOCAEAYIOLEN VHDY3UN B XOAE
NPOBEAEHMST XUMMOTEPANUN AAST OBECMEeYEHUsT HAWMAYYLLErO Ae4yebHOro addeKkta (B OBOWEMNPUHSTBIX CXEMOX
XUMMOTEPANUMN TTAKAUTOKCEA HA3HAYAETCSI B BUAE WHOY3MM (B-X UAM 24-X 4acosblX) B A03e 135-175 mr/ m2
MOBEPXHOCTN TEAQ) U obecnedeHust HaMBOAbLLEN DPDEKTVBHOCTY PABOTH MEAULMHCKOrO NEPCOHAAQ, M3BEraHus
noTepb AOPOrOCTOSILErO MPENAPATA MPU COCTOBAEHUM WMHAVBUAYOABHOM AO3bl AASI BBEAEHMSI MpenapaTa,
YMEHbBLLEHMSI KOHTAKTA NEPCOHAAC C LMTOTOKCUYECKMM NPEMNAPATOMY,

Mo aTOM, B nMepeor YacTu 3asekm Nel04786076 Kk noOCTABKE ObIA MPEAAOYKEH AEKAPCTBEHHLIM MPEENaPAT CO
CAEAYIOLLVMN XAPAKTEPUCTUKAMU: «KOHLEHTPAT AAST MPUFOTOBAEHMSI PACTBOPA AAS MHOY3MA 6 MI/MA 43,3 MA -
®AQKOHBI(T) - MOYKM KAPTOHHBIEY. TAKMM OBPA3OM, ACHHBIN YYACTHUK 3AKYTNKM MPEAAOXKMA K MOCTABKE AEKAPCTBEHHbIN
npenapaTr ¢ 06beMOM MNEPBMYHOM YMNAKOBKM, HE COOTBETCTBYIOWMM TPEOOBAHMSIM OMUCOHMS OOBEKTA 3AKYMKM,
NPOUrHOPUPOBAB TPEOOBAHME 3AKA3UYMKA, YCTAOHOBAEHHOE B OMUCAHUM OOBbEKTA 3AKYMKU.

AOBOA NMOAATEAS XKOAAOObI, KACAOLWUACS TOrO, YTO M BbIAO MPEAAONEHO AEKAPCTBEHHOE CPEACTBO B HEKPATHOM
AO3MPOBKE, YTO MPEAYCMOTPEHO MNOAOXKEHMSIMUM [TocTaHoBAEHMST [MpaeuteabcTBa PO Ne1380 ot 15.11.2017r.,
Komuccua Hosocubupckoro YPAC Poccum NMPU3HOAQ HECOCTOSITEABHBIM, TAK KOK B OMUCAHUM OBBEKTA 3AKYMKK
30KOA3YMKOM YCTAHOBAEHO OBOCHOBAHME YCTAHOBAEHMUSI AQHHOIO TPEOOBOHWS, O B COOTBETCTBMM C N.Q) 4.6
OCoOBeHHOCTEN OMUCAHUS, OMUCAHME OOBEKTA 3OKYMKM MOXKET COAEPMOATb YKOA3AHME HA XAPOAKTEPUCTUKU,
NnPeAyCMOTPEHHBIE MOANYHKTAMK "B" - "' NYHKTA 5 OCOBEHHOCTEN OMMUCOHWS, B CAYdAE, ECAN HE MMEETCSl MHOM
BO3MOXHOCTV OMUCATb AEKOPCTBEHHbIE Mpenapdathl. [py 3TOM, AOKYMEHTALUMSI O 3AKYNKE AOAKHA COAEPMKATb

0H60CHOBAHME HEOBXOAMMOCTM YKA3AHUS TAKKMX XAPAKTEPUNCTUK,

Komuccuein Hoeocumbupckoro YPAC Poccu BGbIAO YCTAOHOBAEHO, YTO B OMUCOHUM OOBEeKTa 3AKYMKN 3AKA3YMKOM
YKO3OHO OBOCHOBOHME YCTAHOBAEHUSI TPEOOBAHUS K OObeMy MEPBUYHOM YMAKOBKW., TOKUM OBPA30M, 3AKA3YMK B
NMOAHOM 06beMe NCMOAHUA TpeboBaHKS OCOBEHHOCTEN ONMUCTAHMS

My NPOBEAEHUM HO OCHOBAHMM M.1 4.15 cT.99 O3 Ned4-O3 BHENACQHOBOW MPOBEPKN AQHHOM 3AKYMKW, B TOM YUCAE
BCEW MHOOPMAUUK, pa3MeLLeHHoM B ENC B paOMKOX AGHHOIO 3AEKTPOHHOIO AYKLMOHA, A TAKKE ASUCTBUN AYKUMOHHOMN
KOMUCCUM MPU PACCMOTPEHNN 3ASIBOK, HOPYLLEHUI 30KOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B CHEPE 3AKYMNOK HE
BbISIBAEHO.

PykoBoacTBysicb 4.8 cT.106, N.1 4.15 c1.99 ©3 Ned4-0 3, Komuccust Hopocubupckoro YOAC Poccium

PELLIVINA:
Mpw3HaTb Xkarnoby OOO «Toproebit AOM «BUAA» HO AENCTBUSI AYKLMOHHOM KOMUCCKM 3aKa34mKa — [BY3 HCO «HOKOA»
MV MPOBEAEHUMN DAEKTPOHHOIO ayKkumoHa Ne0351200001819000079 HO MOCTOBKY AEKAPCTBEHHOIO MPENAPATA AAS

MeAMUNHCKOIo npMeHeHus1 MakAUTOKCEA HEOBOCHOBOHHOM.

PeLueHme moxer 6biTb 06XAAOBAHO B QROUTOCOKHBIVI CY,A, B TEUEHME TDEX MECSILIEB CO AHS €0 BbIHECEHVHSI.



