PELLIEHNE NeQ54/06/67-946/2019
«23» Mmas12019 roaa r. HoBocunbupck

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

LsanoB AT, -30M. PYKOBOAMUTEAS YNPOABAEHUSI, MPEeACEeAATEAb KOMUCCUK;

3aprapos A.M. - 30M. HOYOABHUKO OTAEAC KOHTPOAS 30KYMNOK, 30M. MpeACeAaTeAs: Kommnccum;
Pacteopues C.H. - FAOBHbIN CMELUMAAUCT-BKCNEPT OTAEAQ KOHTPOAS 3AKYMOK, YAEH Komumnccumm;

B OTCYTCTBUEMNPEACTOBUTEAEMMNOAQTEAST YKAAOOB — OO0 «DapMACKHTE3-PUTENA», YBEAOMAEHO HOAAENALLUM
obpazom,

B MPUCYTCTBUM NPEACTOBUTEAEMIOCYACPCTBEHHOIO KA3EHHOIO yYpeAeHMst HoBoCUBUPCKOM OBAACTU «YMPOBAEHME
KOHTPAKTHOM cucTeMbl» (aanee — FKY HCO «YKCuc», ymnoAHOMOYEHHOE yupedkaeHre):() (Mo AOBEPEHHOCTN),

B OTCYTCTBME MPEACTABUTEAEN TOCYAQPCTBEHHOIO BIOAYKETHOMO YYPEXKAEHUS 3APABOOXPAHEHMSI HOBOCMBUPCKOM
obaacTn «[OPOACKAST KAMHMYECKAsT BoabHMLa Ne 2» (aanee — TBY3 HCO «KB Ne 2», 30KA34MK), YBEAOMAEHO
HOAAEXKALLMM 0Bpa30oMm,

paccMmoTpes  anoby OO0 «DapMACUHTE3-PUTENMA» HA AEWCTBUSI  QAYKUWMOHHOM KOMWUCCUM  30AKAIYMKA U
YMNOAHOMOYEHHOIO YYPENKAEHWS MPU MPOBEAEHNN SAEKTPOHHOIO AYKLUMOHA HA MOCTABKY A€KAPCTBEHHOIO NpenapaTa
«bopTezommnb»  (M3pewleHne Ne  0851200000619001696), HAYaOAbHOST  (MAKCUMOABHQS)  LEHA  KOHTPAKTA
5715 628,00pybren,

YCTAHOBUAA:

B Hosocubupckoe YOAC Poccum obpatmaock OO0 «DapMACUHTES-PUTENA» C KAAOBOW HO AEMCTBIS QYKLMOHHOM
KOMWUCCUM 30KA3YMKA N YNOAHOMOYEHHOTO YUYPEXNAESHWUS MPU MPOBEASHUM SAEKTPOHHOIMO QYKLUMOHA HA MOCTOBKY
AEKOAPCTBEHHOro NpenapaTta «boptezomMmmnd» (U3eeLeHmne Ne 08512000006 19001696).

CYTb YKAAODbI 3AKAKOYAETCS B CAeAYyloLlLeM.

OO0 «PapMaACKHTE3-PUTENA» MOAOAO 3ASBKY HA Y4OCTUE B ACGHHOM 3AEKTPOHHOM QyKUMOHE. Mpn pacCMOTPEHN
NepBbIX YACTEN 3ASIBOK AYKLMOHHAST KOMUCCHS OTKO3OAQ B AOMYCKE K YYACTUIO B SAEKTPOHHOM QYKLMOHE MEepBOM
YOCTW €ro 3asBKM MO MPUYMHE MPEACTOBAEHMSI B 3ASBKE AO3MPOBKM AEKOPCTBEHHOrO MpPenapaTd, He
COOTBETCTBYIOLLEN TPEOOBAHUSIM AOKYMEHTALMM OO SAEKTPOHHOM QYKLMOHE,

B AOKyMEHTAUMM 06 SAEKTPOHHOM QYKUMOHE YCTAHOBAEHO TPeOOBAHME K AO3MPOBKE AEKAPCTBEHHOrO MpenapaTa
2.5 Mr. OO0 «PapPMACUHTE3-PUTENA» YKA3AAO B 3A5IBKE AO3NPOBKY 3,5 Mr.,

MNMoAQTEAL XKAAODBI CYATAET, YTO OH BMPABE YKA3LIBATL B 3ASIBKE TAKYO AO3MPOBKY B CBSI3M C TEM, YTO 3AKA3YMK HE
ODBOCHOBOA B AOKYMEHTALMM MOTPEOHOCTb B AO3MPOBKE 2,5 Mr. Mexkay TeM, B COOTBETCTBMM C [TOCTAHOBAEHMEM
MpoeutenbctBa PO Ne 1380 ot 15.11.2017r. «O6 OCOBEHHOCTSIX OMMUCAHUSI ASKOPCTBEHHbBIX MPENOPATOR  AAS
MEAMLMHCKOrO NPUMEHEHMS], SIBASIOLLMXCST OOBEKTOM 3AKYMKK AAS OBECNEYEHMSsI TOCYAQPCTBEHHBIX Y MYHULIMMOABHBIX
Hy>Ka» (Aonee —OCOBEHHOCTV OMUCAHUST AEKAPCTBEHHDBIX MPENAPATOBR) TAKOE OOOCHOBAHME B AOKYMEHTAUMM O
3aKyrnke 0H653aTEAbBHO.

Ho OCHOBOHMM U3AOMKEHHOrO, MOACTEAb >KAAOObLI MPOCUT BBIACTE QAYKLMOHHOM KOMWUCCUM MPEANUCaHne 06
YCTPAHEHUN HOPYLLEHUM 3OKOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Chepe 3AKYMNOK.

Ha >|<c1/\o6y OT YNOAHOMOYEHHOIO y4pe>KAeHNS1 MOCTYNMNAKM BO3AMKEHUS!, B KOTOPbLIX YKAO3AHO CAeAYiolee.

B cooteeTCcTBMM C N.N.6) N2 4.3 cT.66 O3 Ne 44-O3 y4aACTHUKY 3AKYMKN B 3AsBKE HEOBXOANMO MOMMMO MPOYEro
NpPeACTABUTbL KOHKPETHbBIE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLLME TPEOOBAHMSM, YCTOHOBAEHHBIM B AOKYMEHTALMM 06
SAEKTPOHHOM QyKLMOHE.

COrAQCHO OMUCAaHWIO OB6BEKTA 3AKYMKK 3AKA3YMKY TeebyeTcs NpenapdaT C AO3MPOBKOM 2,5 Mr. INMpn 3TOM, AO3MPOBKA
NPEenapaATa M3MEHEHMIO HE MOAAEXNMUT. EAMHAST KOMUCCUST YIAQ AQHHOE TPEBOBAHME MPY PACCMOTPEHUM MEPBBIX
YOCTEN 3QSIBOK M OTKA3OAO B AOMYCKE K YYOCTUIO B SAEKTPOHHOM QyKUMOHE nepeon 4acti 3asekn OOO
«DapMACKHHTE3-PUTENA», TOCKOABKY B €r0 3AsBKE NMPEAAOYKEH MPEMNAPAT C AO3MPOBKOM 3,5 Mr.

OTHoCcUTEABHO OCOBEHHOCTEN OMUCAHUST ASKAPCTBEHHBIX MPENAPATOB YIIOAHOMOYEHHOE YHPEKAEHME COOBLLMAO,
4TO 3AKO3YMK HE OBSIBAH OBOCHOBBIBATH AO3UPOBKY ASKAPCTBEHHOrO MPENAPATA B AOKYMEHTALMM O 3AKYMKE.



Ha OCHOBOHUN U3AOYMKEHHOTO, YITOAHOMOUYEHHOE YUPEKASHMUE MPOCUT MPU3HATL YKAAODY HEOBOCHOBAHHOM,

M3yurB MpeACTABAEHHbIE MATEPUOAL M AOBOABI CTOPOH, Komuccusi Hoeocubupcekoro YPAC Poccum npuAd K
CAEAYIOLLMM BbIBOACM.

B cuay n.2 4.1 c1.64 O3 Ne 44-O3 pAOKyMEHTALMSI 06 SAESKTPOHHOM AyKLMOHE HAPSIAY C MHOOPMALMEN, YKA3OHHON B
M3BELLEHMM O NPOBEAEHUN TAKOTO AYKUMOHA, AOAYKHA COAEPYKATb TPEDOOBAHMS K COAEPYKAHMIO, COCTABY 3ASIBKA HO
YYOCTME B TAKOM QYKLIMOHE B COOTBETCTBMM C YACTIMN 3 - 6 cTaTbk 66 O3 Ne 44-O3 U MHCTPYKUMIO MO €€ 3ANOAHEHMIO.

Komuccua Hosocubupckoro YOAC Poccum YCTOHOBUAQ, YTO 3AKA3YMK B COOTBETCTBMM C 4.2 CT.33 O3 Ne 44-O3 B
OMUCAHN OBBEKTA 3AKYMKN YCTAHOBUA TPEOOBAHME K AO3MPOBKE AEKAPCTBEHHOIO NPEenapaTa — 2,5 Mr.

B cuny TpebosaHuin 4.3 cT.66 O3 Ne 44-O3 11 n.16.1 AOKYMEHTAUMM OO SAEKTPOHHOM QYKLMOHE NEepBAst YACTb 3ASBKMA
AONKHA COAEPXATb COrAACUME  YYOCTHUKA SAEKTPOHHONO QyKUMOHA HA MOCTOBKY TOBAPA HA  YCAOBUSIX,
NPEAYCMOTPEHHBIX AOKYMEHTAUMEN 06 SAEKTPOHHOM AYKUMOHE, O TAK)KE €ro KOHKPETHBIE MOKA3ATEAM.

B cooteetctBMM C 4.1 CcT.67 O3 Ne 44-O3 QyKUMOHHAST KOMUCCUSI NPOBEPSIET NMEPBbIE YACTX 3ASBOK HA y4aACTVE B
SAEKTPOHHOM QYKLMOHE, COAEPXKALLME MHDOOPMALMIO, MPEAYCMOTPEHHYIO 4.3 cT.66 O3 Ne 44-03, HO cooTBeTCTBME
TPeBOBAHNSIM, YCTAHOBAEHHBIM AOKYMEHTALMEN O TAKOM QYKLMOHE B OTHOLLEHWM 30KYNAEMbIX TOBAPOB, PAOOT, YCAYT.

B cootmsetctBMM C 44 cT.67 O3 Ne 44-O3 y4ACTHUK DAEKTPOHHOIO QYKUMOHO HEe AOMYyCKAETCSsl K y4acTuio B
SAEKTPOHHOM QAYKLUMOHE B CAYYAE HEMPEACTABAEHMSI CBEAEHU, MPEAYCMOTPEHHBIX 4.3 CT.66 O3 Ne 44-03, a TakKe B
CAyHOe NPeACTABAEHMSI CBEAEHUIA, HE COOTBETCTBYIOLLMX TPEBOOBAHMSIM AYKLNOHHON AOKYMEHTALMN.

B cootBeTtcTBMM C 4.5 CT.67 O3 Ne 44-O3 OTKA3 B AOMYCKE K YYACTMIO B SAEKTPOHHOM QYKLUMOHE MO OCHOBOHUSIM, HE
NPeAYCMOTPEHHbIM 4.4 cT.67 @3 Ne 44-D3, He AoMycKaeTcs.

B paoMKOXx AQHHOrO SAEKTPOHHOIrO QAYKUMOHA 3AKYNAeTCsl AeKAPCTBeHHbIM npenapat ¢ MHH «boptesomub» B
AEKAPCTBEHHOM GOPME AMODUAMZAT AAST MPUFOTOBAEHMSI PACTBOPRA AAST BHYTPUBEHHOIO M MOAKOMHOIO BBEAEHMUSI C
AO3MPOBKOM 2,5 M.

COrAQCHO MHOOPMALMN 13 TOCYAQPCTBEHHOIO PEEeCcTPd AEKAPCTBEHHBLIX CPEACTB TPEOOBAHUSIM AOKYMEHTALIMM
COOTBETCTBYIOT 13 30pPErMCTPVPOBAHHbLIX NPENAPATOB C AOC3MpPoBKkaMK 2,5, 3 1 3,5 MI. AO3MPOBKA 2,5 Mr. SBASIETCS
MUHUMOABHOW.

Ncxoas ns TpebosaHnin cT.66 O3 Ne 44-O3 1 n.16.1 AOKYMEHTALMN 06 SAEKTPOHHOM AyKLMOHE, MOACB 3ASBKY HO
ydacTue B 9AEKTPOHHOM ayKumoHe, OO0 «DapMACUHTE3-PUTENA» BBIDAZUAO CBOE COMAACUKE HA MOCTOBKY TOBAPA HA
YCAOBUSIX, MPEAYCMOTPEHHbBIX AOKYMEHTALMEN OO0 SAEKTPOHHOM aqyKuMoHe. [lpu 2TOM, KOAK CAEAyeT U3
BblLLEn3AOKeHHOro, OO0 «DapMACKHTES-PUTENA» YKO3AAO B MEPBOM YOCTU CBOEWN QAYKLVOHHOW 3ASIBKM AO3IUPOBKY
AEKAPCTBEHHOIO NPENaPATA - 3,5 Mr.

COrAQCHO PASBSICHEHUSIM MOAOXKEHUA AOKYMEHTALMM OO BSAEKTPOHHOM QYKUMOHE, PA3MELLEHHBIM B EAVHOMN
MHOOPMALUMOHHOM cucTeme 24.04.2019r., npenapaT HA3HAYAEeTCS NALMEHTAM B AO3MPOBKE 1,3MI/M2 NAOLLAAM TEAQ.
CpeaHs9 MAOLLAAL TEAQ YeAoBEKA paBHA 1,7-1,.9M2. AAS 1 NAUMEHTA HEOBXOAMMO 2,2-2,5 MIr npenapaTtda. AO3MPOBKA
V3MEHEHMIO HE MOAAENMUT.

Takum 06pA30M, C YHETOM CMEUMNDUKN NMPUMEHEHKS MPENAPATA M GAKTUYECKOM NOTPEOHOCTM 3AKA34MKA, KoMmnccus
Hosocubupckoro YOAC Poccum nNpUWLIAQ K BbiBOAY O HECOOTBETCTBMM MNPEACTABAEHHbIX B 3aseke OOO
«DapMaACKHHTE3-PUTEA» CBEAEHIN TPEDBOBAHMSIM AOKYMEHTALIMM 06 SAEKTPOHHOM AYKLIMOHE.

C y4EeTOM UBAOMKEHHOTO, A TAIOKE C YH4ETOM NOAOYXKEHU 4.4 cT.105 O3 Ne 44-D 3, Npe AyCMATPUBAIOLL eV BO3SMOYKHOCTb
06>KAAOBAHMS MOAOXKEHUIN AOKYMEHTALMM TOABKO AO OKOHYAHMUSI CPOKA MOAQUYM 3A5BOK, KoMuccmst HOBoCMBUPCKOro
YOAC Poccum MPULLAQ K BBIBOAY O HEOBOCHOBAHHOCTY AOBOAQ XKAAOHB OO0 «DapMACUHTE3-PUTENAY,

Kpome TOro, cornacHo n.6 OCcoBEeHHOCTEN OMUCOHWMSI AEKAPCTBEHHBLIX MPENAPATOB OMUCAHWE OOBEKTA 3AKYMKA
MOXKET COAEPXKATb YKA3AHME HA XAPAKTEPUCTUKU, MPEAYCMOTOEHHBIE MOAMYHKTAMMK "B" - "' NyHKTA 5 OcobeHHOoCTEM
OMUCAHKSI AEKOPCTBEHHBIX MPENAPATOB, B CAYHAE, ECAU HE UMEETCS MHOM BO3MOXXHOCTU OMUCATb AEKAPCTBEHHbIE
npenapaTbl. Mpn 3TOM, AOKYMEHTALMS O 3AKYMKE AOAYKHO COAEPMKATb OOOCHOBAHNE HEOBXOAMMOCTI YKA3AHMS TAKMX
XAPAKTEPUCTUK, MOKA3IATEAU, MO3BOASIOWME OMNPEAEAUTb COOTBETCTBME 3AKYNAEMbIX AEKAPCTBEHHbLIX MPEnapATOB
YCTAHOBAEHHbBIM XAPAKTEPUCTUKAM M MAKCUMOABHBIE 1 (MAM) MUHUMOABHBIE 3HAYEHMST TAKMX MOKA3ATEAEN, A TAKXKE
3HAYEHWSI MOKA3ATEAEN, KOTOPbLIE HE MOTYT U3MEHSITbCSI.

Mo 2TOM, MNOAMNYHKTB "B" - "W' MyHKTA 5 OCOBEHHOCTEN OMUCAHUSI AEKAPCTBEHHBLIX MPEMNAPATOR HE BKAKOYAIOT
AO3MPOBKY AEKAPCTBEHHOIO NMPEnapaTa.

Moy NpoeeAeHNN HA OocHoBAHMK M.1 4.15 cT.99 ©3 Ned4-O3 BHENAQHOBOWM MPOBEPKN AQHHOM 3CKYMNKW, B TOM YUCAE
BCEN MHOOPMALMM, PASMELLEHHON B €AVMHOM MHOOPMAUMOHHOM CUCTEME B PAMKAX AOQHHOMO SAEKTPOHHOMO



QYKLMOHQ, O TAKYKE AEMCTBUN AYKLNOHHON KOMUCCUM MPU PACCMOTPEHUM 3CSIBOK, HOPYLUEHWM 3AKOHOAQTEABCTBA O
KOHTPAKTHOM CUCTEeME B chepe 3CaKYMNOK, KOTOPble MOBAUSIAU UAM MOFAU MOBAUSTTE HO PE3YABTOThbl 3CKYMKK, HE
BBISIBAEHO.
PykoBoacTBysicb 4.8 CT.106, N.1 4.15¢T.99 ®3 Ne44-O3, Komumccus Hosocmbupckoro YOAC Poccum
PELLNAA:
MpusHate  MKAAOBYOOO «DApMACKUHTES-PUTEA» HO  AENCTBUSI AYKUMOHHOM KOMUCCUM  3AKA3YUKA U
YMOAHOMOYEHHOIO YYPEXKAEHMUS MPU MPOBEAEHUM SAEKTPOHHOIO AYKLMOHA HO MOCTOBKY AEKAPCTBEHHOMO

npenapaTta «boptezommnb» (M3eeLleHne Ne 08512000006 19001696) He0HOCHOBOHHOWM.

PeLueHme moxer 6biTb 0OXXAAOBAHO B Op6VITpO)KHbII/7 CYA B TedeHne Tpex MecsileB CO AHSTI ero BbIHeCeHVisl.



