PELLIEHWE Ne 054/06/69-2510/2019
10 Aexkabps 2019 roaa r. HoBocunbupck

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

- 3AM. PYKOBOAUTEAS YIIPABAEHUS, MPOEeACEAATEAD Komuccum;

- FTAOBHbIN CNeynaAnCT-aKCnepT OTASAA KOHTPOAS 3AKYNOK, YAEeH Komuccum;

- BEAYLLUIA CNELNAAUCT-BKCTIEPT OTASAQ KOHTPOAS 3AKYMNOK, YAeH KoMuccum;

B NPUCYTCTBUM NPEACTABUTEAEN:
3aKa34mKka — NlBY3 HC O «KBCMIT Ne2» -
(Mo AOBEPEHHOCTW),

noAaTenst >anobel - OO0 «TOPOPAPM» Ha 3aceaaHme Komumccum Hosocubupckoro YPAC Poccum He sBUAKCH,
YBEAOMAEHO HOAAEXKALL MM OBPA30M,

paccmoTpes Manoby OO0 «TOPODAPM» HO ASMCTBUSI KOMUCCUM MO OCYLLLECTBASHMIO 3aKYNoK 'BY3 HCO «TKBCMIM
Ne2» npu NpPOBEAEHNN SAEKTPOHHOIO ayKkumoHa Ne0351300048419000367 Ha MOCTABKY AEKAPCTBEHHOIO NPEnapaTa
AASI MEAMUMHCKOTO MPUMEHEHUS: AMMMUMAAMH+CYABOOKTOM, HAYOABHAST (MOKCUMAOABHAOS) LeHa KoHTpakTa 810000
pYo.,

YCTAHOBUAA:

B Hoeocubupckoe YPAC Poccum obpammaocb OO0 «TOPODAPM» C >KAAOBOM HA AEWCTBUSI KOMUCCUM MO
ocyllecTeAeHMO  3akynok  TBY3 HCO  «KBCMIT  Ne2» nmpy  MPOBEAEHUM  SAEKTPOHHOro  AyKUMOHA
NeQ0351300048419000367 HO  NOCTOBKY AEKAPCTBEHHOIO  MNPEnApaTa  AASl  MEAMUMHCKOTO  MPUMEHEHWUST:
AMMOMUUAANMH+CYABOOKTOM,

CyTb >kanobbl OO0 «TOPODAPM» CBOAUTCSI K CAEAYIOLLLEMY.

OO0 «TOPOPAPM» MOAQraeT, YTO KOMUCCUSI MO OCYLLECTBAEHUMIO 3akyrnok BY3 HCO «KBCMI Ne2» ob6s13aHA
PACCMATPUBATL BCE MOCTYNVBLUME 3CASBKM HO MPEAMET COOTBETCTBUSI [TOCTAHOBAEHMIO MMpaBuTeAbcTea PO Ne1289 un
OTKAOHUTB 3asBKY OO0 «AXKOAAC DKCMOUMY.

Ha OCHOBOHUM BBILLEN3AOYKEHHOTO, MOAATEAD YKAAODBI MPOCUT BEIAQTL MPEAMUCAHNE 06 YCTPAHEHUN HOPYLLUEHU
30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B ChEepe 3AKYMOK.

Ha AaHHY0 )KG/\O6)/ OT 3AQKA3YKQA NMOCTYINNAN MNMOSICHEHWs1 CAe AYHoLLIero COAePXXAHVIS.
AOBOA Y>KOAODbI 3AKA34YMK NMPM3HAA B KO4YeCTBe 0HBOCHOBAHHOrO.

M3yaiB MpoeACTaBASHHbIE MATepUaAbl M A0BOAbI CTOPOH, Kommccus HosBocubupckoro YPAC Poccui MpuLAd K
CAEAYIOLLIVIM BbIBOACQM.

3AKA34YMK OCYLLECTBASIET AQHHYIO 3AKYMNKY AEKAPCTBEHHOMO MPENAPATA C OAHNM MEXAYHAPOAHBIM HEMATEHTOBAHHbBIM
HOMMEHOBOHMEM, BKAIOYEHHBIM B MepeYeHb YKM3HEHHO HEOOXOAMMbBIX U BOMKHEWLLMX AEKAPCTBEHHbLIX MPENapPATOB, B
cooTtBeTCTBUM C [TocTaHoBAEHEeM lMpaenTeabcTBa Poccuinckon Peapepaumm ot 30.11.2015 r. Ne1289. B ooKymMeHTaL MM
06 DAEKTPOHHOM AYKUMOHE YCTAHOBAEHbI OrPAHUYEHISI M YCAOBKSI AOMYCKA AEKAPCTBEHHbBIX MPENAPATOR, BKAKOYEHHbIX
B MEepeYEeHb MUIHEHHO HEOBXOAMMBIX 1N BODKHEMLLNX AEKAPCTBEHHbBIX NPENAPATOB, MPOUCXOASLLNX N3 MHOCTOAHHbBIX
rOCYAQPCTB (30 UICKAIOYEHMEM FOCYAQPCTB - YAEHOB EADC).

OO0 «TOPODOAPM» MPeAAOKUAO K NoCTaBke AMMMUMAAMH+CYABBAKTOM Mpom3BoACTBA - Poccust (OAO «CuHTES»,
Poccug, NAO «Kpacoapmar, Poccus). YHOCTHUK 3CAKYNKM C HOMEpPOM 3asiBKM Nel MPEeAAOXKUA K MOCTOBKE
AMMULUMAAMH+CYABBAKTAM NPOon3BOACTBA — Poccust (AO «PapmMacuHTes»), COrAQCHO NEPBON 1 BTOPOM YACTSIM 3CISIBKM
OO0 «APKOAAC DKCMOMM» MPEAAOXKMAO K MOCTABKE AMMULMAAMH+CYABOAKTAM NPOM3BOACTBA HAMS.

Takm obpasoMm, B cooteeTcTeiM ¢ N.1 MocTaHosAeHus MpasuteabcTea PO ot 30.11.2015 r. Ne1289 zasieka OOO
«AKOAQC DKCMOUM» AOAYKHA BLIAQ BbITb OTKAOHEHA.

B AQHHOM cCAyyae Mnpu MNOABEAEHUM UTOrOB SAEKTPOHHOINO QYKUMOHA KOMUCCUST MO OCYLLECTBAEHUIO 3AKYMOK



30KA34YMKA AOMYCTUAC HOPYLLEHME MN.3 4.6 CT.69 D3 Ned4-O3,
AoBOA >KOAOBbBI NPU3HAH OBOCHOBAHHbBIM.,

B AGHHbIX AEMCTBUSIX YCMOTPUBAIKOTCS MPU3HAKN COCTABA QAMUHUCTPATVBHOIO MPOBOHAPYLLEHNS, MPEAYCMOTPEHHOIO
4.2 c1.7.30 KOAIN PO

Mov npoBeaeHM HQ ocHoBAHWM 1.1 4. 15 c1.99 D3 Ne44-D3 BHENAQHOBOW MPOBEPKN AQHHOM 3AKYIKM, B TOM YACAE
BCen MHQOPMALMM, PA3MELLEHHOM B € AVMHOV MHQ OPMALMOHHOV CUCTEME B PAMKAX AQHHOIO 3AEKTPOHHOIO AyKLUMOHA,
a TaKke ASVCTBMA QYKUMOHHOM KOMUCCUM MYl PACCMOTOEHWM MepBbiX W BTOPbIX YACTE QYKUMOHHbIX 3QSIBOK,
BbISIBAEHbI CAe AytoLUMEe HapYLUEHWSI 3OKOHOAQTEAbCTBA O KOHTDAKTHOV CUCTEME B CQepe 3aKYyroK.

COrAQCHO QYKLMOHHOM AOKYMEHTALMM MPU 3CKAKYEHNM KOHTPOKTA MO PEe3YAbTATOM OMPEeASAEHMST MOCTABLLIVKOB
(MOAPSIAYMKOB, UICMOAHUTEAEN) PA3MEP 0BecneYeHUst UCMOAHEHWSI KOHTPOKTA YCTAHABAVBASTCS OT LieHbl, MO KOTOPOM
B COOTBETCTBUM C 3AKOHOM O KOHTPAKTHOM CUCTEME 3AKAKOHOETCS KOHTPOKT.

B ayKLMOHHOW AOKYMEHTALMM TAIOKE MPEAYCMOTPEHBI CAYYAU, MPU KOTOPBIX 0BecneyeHe MCMOAHEHMS KOHTPAKTA He
NPEAOCTABASIETCS YYACTHVKOM 3AKYMKW, A UMEHHO, B CAYHAEe MPEAOCTOBASHMS YYACTHUKOM 3CKYMNKA MHOOPMALUN,
COAEPKALLENCS B peecCTpe KOHTPOKTOB, 3OKAIOUYEHHBIX 3AKA3YMKOMU, N MOATBEPIKACIOLLEN UCMOAHEHME TAKUM
YYOCTHUKOM (6e3 y4eTa NMpaBOnpeemMcTBa) B TedeHre 3 (Tpex) AeT A0 ACTbl MOAQUM 3ASBKM HA y4ACTUE B 3aKyrKe 3
(TPeX) KOHTPAKTOB, WCMOAHEHHbIX 6e3 MPUMEHEeHKMsI K TAKOMY YYOCTHUKY HeycToeKk (WTpadoB, neHel). Takas
MHOOPMALIMS MPEACTABASIETCS YYACTHUKOM 3AKYMKU AO 3AKAKOHEHUSI KOHTPOKTA B CAYHASIX, YCTOHOBASHHBIX 3OKOHOM O
KOHTPAKTHOM CUCTEME AAS MPEAOCTABASHUST 0BECNeUYeHNsT MICMOAHEHWNST KOHTPAKTA. Mpy 3TOM CYMMA LEeH TAKUX
KOHTPAKTOB AOAYKHO COCTABASTTb HE MEHee HAYAAbHOM (MAKCUMAABHOM) LieHbl KOHTPAKTA, YKO3OHHOW B HACTOSILLLEMN
AOKYMEHTALMN 06 SAEKTPOHHOM QYKLMOHE,

AQHHOS 30KYNKA MPOBOAMTCSI HO OBLLMX OCHOBOHUSIX, OrPAHUYEHMs, MPeAyCMOTpeHHble CT.30 O3 Ned4-O3,
30KO3YNMKOM HE YCTAHOBAEHB. TAKMM OOPO3OM, BbHILLEYKA3AHHBIE MOAOXKEHUS QYKUMOHHOM  AOKYMEHTOLMM
YCTAHOBAEHbI B HOPYLLEHMe 4.3 CT.7,4.4. 6,8.1 cT.96 O3 Ned4-03.

B cooteetctBMM € OCOBEHHOCTSIMM OMUCAHWST ASKAPCTBEHHLIX MPENAPATOR AAST MEAMUMHCKOrO MpUMEHEHUS,
SBASIOLLLMXCST OBBEKTOM 3AKYMKU AAST OBecnedeHnsl TOCYAQPCTBEHHBIX UM MYHULMMOABHBIX HY>)KA, YTBEPXKAEHHBIMU
MNMocTaHoeAeHMeM MpaeuteAbcTBa Poccuinckomn Geaepaumm ot 15 Hosibps1 2017 roaa Ne1380 (aanee — OcobeHHOCTU
OMUCOHWSI AEKOPCTBEHHBIX MPENAPATOB), MNPU OMUCAHUM B AOKYMEHTALMM O 30KYNKE 3AKA3YMKM NMOMUMO CBEAEHUN,
npeAyCMOTPEHHbIX M.6 4.1 cT.33 @3 Ned4-P3, yKA3LIBAIOT AO3MPOBKY AEKAPCTBEHHOIO MPENAPATA C BO3MOMHOCTHIO
NOCTOBKM AEKAPCTBEHHOIO MPENAPATA B KPATHON AO3MPOBKE M ABOMHOM KOAMYECTBE (HOMPUMEP, MPW 3AKYyrnKe
TabAEeTKM C A03MpoBeko 300 M B AOKYMEHTALMM O 3aKyrnKe ykasbieaeTcs: 1 TabaeTka ¢ pAo3mporkon 300 Mr vAm 2
TABAETKM C A03MPOoBKOM 150 Mr), O TAKKE C BO3MOXKHOCTbIO MOCTABKM AEKAPCTBEHHOMO MPENAPATA B HEKPOATHbIX
3KBMBAAEHTHbBIX AO3MPOBKAX, MO3BOASIOLLMX AOCTUHb OAMHAKOBOMO TEPANEBTUHECKOrO addeKkTa (HanpymMep, GAQKOHbI
2.5 Mr, uAn 3 Mr, A 3,5 Mr), AOMYCKAETCS YKA3AHWE KOHLEHTPAUMN AEKAPCTBEHHOMO MPEnapaTa 663 YCTOHOBAEHMS
KPATHOCTU.

B HapyLweHue 4.5 c1.33 O3 Ned4-03 1 OcobeHHOCTEN ONUCAHKSI AEKOPCTBEHHbIX MPENCPATOBR 3AKA3YMKOM B OMUCAHMUM
06bEKTA 3AKYMKM HE3AKOHHO HE MPEeAYCMOTPEHA BO3MOMHOCTb MOCTABKM AEKAPCTBEHHOIO MPEnapaTA B KOATHOM
AO3VPOBKE N ABOMHOM KOAMYECTBE, A TAIOKE BO3MOXXHOCTb MOCTABKM AEKOPCTBEHHOINO MPENAPATa B HEKPATHBIX
SKBMBOAEHTHBIX AO3MPOBKAX, MO3BOASKOLLMX AOCTUYb OAVMHOKOBOIO TEPAMNEBTUHECKOTO 3PPEKTA.

B AQHHBIX AENCTBUSIX YCMATPMBAKOTC S MPU3HAKM COCTOBOB AAMUHUCTROTVBHBIX MPABOHAPYLLUEHMI, OTBETCTBEHHOCTDL 30
COBEepLUEHME KOTOPbIX MPeAYCMOTPeHa u. 4. 1.4, 4.2 cT1.7.30 KoAlNl PO.

PykosoacTBysicb 4.8 cT.106, N.1 4.15, .2 4.22 cT1.99 O3 Ned4-0 3, Komumccust Horocubupckoro YOAC Poccim

PELLNAA:
1. MpusHaTb »anoby OO0 «TOPOPAPM» HO AENCTBMSI KOMUCCUM NO OCYLLECTBAEHWMIO 3aKyrnok MBY3 HCO «KBCMI
Ne2» npu NpoBeAEHUMN SAEKTPOHHOIrO aykumoHa Ne0351300048419000367 HO MOCTABKY AEKAPCTBEHHOIO NpenapaTa

AASI ME AVLIMHC KOO NpUMeHeHUst: AMMULUAAVH+(CyAbBAKTAM) OBOCHOBAHHOM.

2. MpusHate TBY3 HCO «KBCMI Ne2» HapywmBlwMM 4.3 CT.7, 4.6, 4.8.1 c1.96 O3 Ned4-O3, KOMUCCUIO MO
ocyuecTteAeHUo 3aKkyrnok N'BY3 HCO «TKBCMIM Ne2» HapyLumsLien n.3 4.6 cT.69 O3 Ned4-03,

3. Boiaate komuccum no ocyuectsaeHmo 3akynok NlBY3 HCO «TKBCMIM Ne2» 1 FTBY3 HCO «TKBECMIT Ne2» npeanmMcaHve
06 YCTPAHEHNN HOPYLLEHWM 30KOHOAQTEABLCTBA O KOHTPAKTHOM CUCTEME B ChEepe 3AKYMOK.

4. MepeadTs MATEPUAABI YTOAHOMOYEHHOMY AOAXKHOCTHOMY AMLy Hosocubupckoro YOAC Poccum AAS pelleHus
BOMPOCA O BO3BYXKAEHUN MPOUIBOACTBA MO AEACM 06 AAMUHUCTPATUBHBIX MPOBOHAPYLLIEHMUSIX B OTHOLLEHMM BUHOBHbIX



AU,



