PELLIEHVIE Ne 08-01-376

25 ceHTa6ps 2015 ropa r.
Hoeocnbupck

Komucecusa YnpaesaeHns OeaepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAID B chepe 3akynok (Kommcecrnga Hoeocrnbupckoro YPAC Poccum) B
COCTOBE:

LLisanos ALl - 30M. PYKOBOAUTEAS YNPABAEHUS, MPpeACeAdTeAb KOMUcCum;

- TAGBHBI CNELUMAANCT-OKCNEPT OTAEAO KOHTPOAST 3AKYMOK,
yAaeH Komunccumm;

- CMEeUNOAUCT-OKCTNEPT OTAEAD KOHTPOAS TOCYAQPCTBEHHOIrO
06 0OPOHHOrO 3aKA3a, YAEH Komunccum,

CryaeHnknH AE.

3anopoXaH H.W.

B TMPUCYTCTBMMU MpeACTaBUTEAEN 3aKka3umKka - [BY3 HCO 'TKB Nell'- «..» (no
AOBEPEHHOCTWN), «...» (MO AOBEPEHHOCTN),

NPEACTOBUTEAN MOAATEAS YKAAODOB — OOO «CaTuKom» HA 3acepaaHVe KOMUCCUU
Hoeocubupckoro YOAC Poccun He SIBUAUCH, OBLLIECTBO YBEAOMAEHO HAAAEXKALLMM
obpazom,

paccmoTpes kanodby OOO «CaTuKowm» Ha aencteus TBY3 HCO 'TKE Nell" npwm
MPOBEAEHUN  SAEKTPOHHOro aykumoHa Ne 0351300052615000328 HA  MNOCTOBKY
AEKAPCTBEHHbBIX CPEACTB, HOYAAbHAST (MAKCUMAABHQAST) LIEHO KOHTPAKTA 869354,88 py6b.,

YCTAHOBUAA:

B Hosocmbupcrkoe YPAC Poccum obpatmaoce OOO «CaTuKom» C >AAOBOW Ha
Aenctems [BY3 HCO 'TKb Nell' npu nNpoBeAEHUM SAEKTPOHHOro  AyKUMOHA
Ne 0351300052615000328 HO NOCTABKY AEKAPCTBEHHbBIX CPEACTB.

OO0 «CaTunkKom» 0B>KAAYET MOAOYKEHMST AYKLMOHHOM AokyMeHTaummn, OO0 «CaTuKom»
MOAQraeT, 4YTO COrAQCHO WCCAEAOBAHUMN SDPEKTUBHOCTM nMpenapata ¢ MHH
«MEPOTEHEM», XpQHEHWE pa3BEAEHHOO PACTBOPOM HaTPUs XxAopmnaa (0,.9%) 6Gonee 24
4OCOB HeXKeAaTeAbHO. CybbekTbl OBPALLEHNST AEKAPCTBEHHBIX CPEACTB MOCTABAEHDI B
M3BECTHOCTb O TOM, YTO MPENAPATb C ACGHHBIMU MO CTABUABHOCTU «48 YacoB» MOryT OblTb
OMACHbl  AAS1  3A0POBbLSI, A  AEPXKATEAU PETUCTPALMOHHBIX YAOCTOBEPEHUN, O
HEODBXOAMMOCTN BHECEHWNS UBMEHEHUN B MHCTPYKUMK. 10 MHeHnto OOO «CaTuKomy,
AQHHQOS No3nLUmMs noaTBeP XKAAETCS MicbMamu OIBY «HLUSCMIM» MuHaapaBa Poccun ot
16.07.2015r. Ne 8703, o1 09.09.2014r. Ne10804.

HO OCHOBOHWMM M3AOYKEHHOIO, MOAATEAb YKOAODBI MPOCUT BLHIAOTL MPeAnMcaHmne ob
YCTPOHEHUN HOPYLLIEHNN 30KOHOAOQTEABCTBA O KOHTPOKTHOW CUCTEME,

Ha aAaHHyto >kanoby ot TbY3 HCO 'TKB Nell" MOCTYNMAM BO3PAMNKEHUS, B KOTOPbIX
YKA3QHO CAeAYoLLee.

BY3 HCO 'TKB Nel1" He coraacHo c »anobom OOO «CaTuKom», npoCuUT NPU3HATb
AQHHYO YKOQAODBY HEOBOCHOBAHHOW HO OCHOBOHU CAEAYIOLLLETO.

BY3 HCO 'TKB Ne11" mOAQraer, 4To B COOTBETCTBUMM CO CT.33 O3 Ned4-O3 onmcaHme
obbeKkTa  3AKYMNKM HOCUT OOBEKTUBHBIM  XAPAKTEP. TpebOoBAHUS  AYKLUMOHHOM



AOKYMEHTALMMN K MOCTABASIEMOMY TOBAPY YCTAHOBAEHbBI WMCXOAST M3 MOTPEebHOCTEN
3AKA3YMKA. 3AKA3YMKY HEODXOAMMO AEKAPCTBEHHOE CPEACTBO C YKA3AHHBIMU B AQHHOMN
AYKUMOHHOM AOKYMEHTAUMEN XAPAKTEPUCTUKAMM, AAST AEYEHUST MPU  XPOHNYECKOMN
noYyeyHor HepocTaTodHOCTM (XTH) Yy MAUMEHTOB, B TOM 4YMCAE HOXOASILLMXCSl B
KPUTUYECKOM COCTOSIHUM (B YCAOBUSIX PEAHMALMN), AAST oBecnedeHnst HeOBXOANMOM
CTABUABHOCTU N 2PDEKTVUBHOCTU FOTOBOro PACTBOPA MPU A€YEHUN AQHHBIX MALVIEHTOB.
MeporneHeM - AOPOroCTOSILLMMA MPENAPAT.  YCAOBUST XPAHEHUST FOTOBOW (DOPMbI
AEKAPCTBEHHOIrO CPEACTBA Mpun Temnepartype A0 4°C B TedeHn 48 4aCOB MO3BOASIT HE
AOMYCTUTb  YTUAU3ALUMKO HEUIPACXOAOBAHHOIO FOTOBOro PACTBOPA MO UCTEYEHUU
NPEAEABHOrO CPOKA XPAHEHWST PACTBOPA. AAHHAST XOPAKTEPUCTUKA YCTAHOBAEHA B
LEASIX HEAOMYLLIEHWSI MOBbLILLEHHOIO PACXOAQ AEKAPCTBEHHOIO CPEACTBA.

3yumB NpeACTABAEHHbIE MATEPUAAB M AOBOAbI CTOPOH, Kommnccusi HoBocmbunpckoro
YDAC Poccuy MPULLAC K CAEAYIOLLIVM BEIBOACM.

MNpucyTCcTBRylOWME HA 3dcepaHn  Kkomumcceunn  Hosocubupckoro Y®PAC Poccum
NPEACTABUTEAU 3AKA3ZYUMKA B MOAHOM OObEME MOAAEPIKAAM AOBOAbI, YKA3OHHBIE B
BO3PODKEHNMN HA  AQHHYKO YKAAODY. AOMOAHUTEABHO MOSICHUAM, 4YTO MPEnapAT C
YKO3AHHOM XAPAKTEPUCTUKOW YCMELHO MPUMEHSIETCSI B A€4EOHOM YUYPEKAEHNN HA
NPOTSHKEHNN AAUTEABHOTO MEPUOAQ BPEMEHN, AeHYEDHOE ydpeXkaeHne He obAaAQeT
NMHPOPMALMEN O 3ANPETE MPUMEHEHUST MPENAPATA C AQHHOM XAPAKTEPUCTUKON,
MNucbmo Py «HUSCMIM» MuHaapasa Poccun ot 16.07.2015r. Ne 8703 A0 3aKA34YMKA HE
AoBoanAoch. [nebmo OIBY «HUSCMIM» MuHsapaesa Poccrn ot 16.07.2015r. Ne 8703
YKO3QHHbIX BbIBOAOB OO OMACHOCTM AASI 3A0POBbSI PACTBOPOB MPENAPATA  He
COAEPXKUT, OTCBHIAQET K MncbMy OIBY «HLSCMIM» MuHsapaea Poccun ot 09.09.2014r.
Ne10804 K >kanobe OO0 «CaTukKom» nncbmo PIrbY «HUSCMIM» MuHaapaea Poccun ot
09.09.2074r. Ne10804 He npuaoxkeHo. Aosop OOO «CaTvKom» O HeAOnyCTUMOCTU
NOCTABKM AeKapcTBeHHOro npenapata MHH « MEPOTIEHEM», pa3peAEHHOrO PACTBOPOM
HaTpMeM xAopnaa (0,.9%), NPUrOAHOMO AASI MCMOAb3OBAOHMSI B TEYEHMM 48 4yacOoB npw
TEMNEPATYPE XPAHEHUST A0 4°C SBASIETCSI TOAOCAOBHBIM, HO MOMEHT PACCMOTREHMUS
AQHHOM Y>KOAODbBI MOAQTEAL XAAODBI HE MPEACTABUA AOKA3ATEABCTB ACHHBIM BbIBOACM.
Takmm 06pa3om, AQHHBIN A0BOA OOO «CaTrKom» MPM3HAH HEOBOCHOBAHHbBIM.

My NPoBEAEHUN BHEMAQHOBOM MPOBEPKM HO OCHOBOHMM M.1 4.15 cT.99 O3 Ned4-03
AQHHOM 30KYMKM BbLISIBAEHO CAEAYIOLlEe HApyLleHMe 3aKOHOAATeAbCcTBad PO o
KOHTPAKTHOM CUCTEME.

B cooteetctBUM C [IPABUAAMU OMPEAEAEHUST PA3MEPA LWTPADA, HAYMCASIEMOro B
CAYHOE HEHOAAEXALLErrO WMCMOAHEHMST 3AKA3YMKOM, MOCTOBLUMKOM (MOAPSIAYMKOM,
NCNOAHUTEAEM) OBOSI3ATEABCTB, MPEAYCMOTPEHHBIX KOHTPAKTOM (30  MCKAKOYEHUEM
NPOCPOYKM MCMOAHEHNST OBSI3ATEABCTBA, MPEAYCMOTPEHHOIO KOHTPAKTOM) YTBEPMKAEHDI
MNoctaHoBAeHreM [Mpasmtenbctea PO ot 25 Hoabps 2013r. Ne1063 (aanee - MNpaBmAQ)
NEHsT HAYUCASIETCST 30  KODKABIM  A€Hb  MPOCPOYKM  UCMOAHEHWMS  MOCTABLLMKOM
(MCNOAHUTEAEM, MOAPSIAYMKOM) OBSI3ATEABCTBA, MPEAYCMOTPEHHOIO KOHTPAKTOM, M
YCTOHOBAMBAOETCSI B PA3MEPE HE MEHEE OAHOM TPEXCOTOM AEWCTBYIOLWEN HA AQTY
YOAQTbl  MEHW CTABKM PEPUHAHCUPOBAHWS  LleHTpaabHOro 6aHKka Poccuimckowm
Peaepauym OT LeHbl KOHTPAKTA, YMEHBLLIEHHOM HO CYMMY, MPOMOPLUMOHAABHYKO 06BbeMy
0053ATEABCTB, MPEAYCMOTPEHHBIX  KOHTPAKTOM U QAKTUYECKM  MCMOAHEHHbBIX
MNOCTABLUMKOM (MOARSIAYMKOM, MICMIOAHUTEAEM), 1 OMPeAensieTcsl no dopmyae: = (L - B)
x C. B HapyweHne 4.7 c1.34 O3 Nedd-O3, MpaBUA, YTBEPXHKAEHHBIX [TOCTAOHOBAEHMEM
MNpaButenbcTea PO ot 25 Hoabps 2013r. Ne1063, yCTOHOBAEHHbIE B MPOEKTE KOHTPAKTA



MOPSIAOK OMPEAEAEHUNST M PABMEP MNEHN HE COOTBETCTBYIOT MOPSIAKY, YCTOHOBAEHHOMY B
MpaBUAQKX.

PykoBoaCTBysICb 4.8 CT.106, n.1 4.15, n2 422 c1.99 O3 Ned4-O3, Kommccus
Hoeocunbupckoro YPAC Poccum

PELLNAA:

1. MpusHaTb >kanoby OO0 «CaTrnKom» Ha aencTems TBY3 HCO "TKBE Ne11" npwu
NPOBEAEHNN SAEKTPOHHOIO ayKumoHa Ne 03513000526 15000328 HO nMOCTABKY
AEKAPCTBEHHbIX CPEACTB HEODOCHOBAHHOW.

2. NpwnsHaTtb TBY3 HCO "TKB Ne11" Hapywmewmnm 4.7 cT.34 O3 Ned4-O3, MNpaBrAg,
yTBEPKAEHHbIE [TocTaHoBAeHMEM [MpaeuTenbcTBa PO o1 25 Hos16ps1 2013r. Ne1063.

3. BbipaaTb TBY3 HCO "TKBE Ne11" npeanmcaHme o6 yCTPAHEHUN HOPYLLEHNI
30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B CHEPE 3AKYMOK.

PelueHne MmoxkeT 6biTb 06>KAAOBAHO B Op6l/ITpO)KHbII7I CYA B Te4eHne Tpex MmecsuenB CO
AHS ero BblIHEeCeHMSl,

MNMPEANMMCAHWE Ne 08-02-372

00 YCTPAHEHNW HOPYLLEHWST 3AKOHOAOTEABCTBA O KOHTPAKTHOW CUCTEME B chHepe
30Ky MoK

25 ceHTa6ps 2015 roaa r. Hosocrnbupck

Komucecunsa YnpaesaeHnss PepAepaAbHOM AHTUMOHOMOABHOM CAY>KObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecnga Hosocrmbupckoro YPAC Poccum) B
COCTOBE:

LLisanoe ALl - 30M. PYKOBOAMTEAS YIMPABAEHUST, MPEACEAATEAD KOMMCCUM;

- TAGBHBI CMNELUMAANCT-IKCNEPT OTAEAO KOHTPOAST 3AKYMOK,
4yAaeH Komunccumm;

- CMEUNOAUCT-OKCMEPT OTAEAD KOHTPOAST TOCYAQPCTBEHHOIO
0B 0OPOHHOrO 3aKA3a, YAEH Komunccum,

CryaeHVknH ALE.

3anopoXaH H.A.

HO OCHOBAHMM cBoero pelleHns Ne08-01-376 ot 25.09.2015 roaa no »kanobe OOO
«CaTuKom» Ha aenctemg Y3 HCO 'TKB Nell" npu npoBeA€eHVN SAEKTPOHHOro
aykumoHa Ne 03513000526 15000328 HO MOCTABKY AEKAPCTBEHHBIX CPEACTB,

MPEAIMACDBIBAET:

AN YCTOOHEHUST HAOPYLUEHUMN 3AKOHOAQTEABCTBA O KOHTPAKTHOWM CUCTEME B chepe
3AKYy MoK

BY3 HCO 'TKB Nell' mpekpatutb Hapywatb 4.7 cr.34 O3 Ned4-O3, a MMEHHO,
YCTAHOBUTb B 3AKAKOHOEMOM MO PE3YALTATAM MPOBEAEHUST SAEKTPOHHOIO QAYKUMOHO
Ne 0351300052615000328 HO MOCTABKY AEKAPCTBEHHBIX CPEACTB KOHTPAKTE PA3MEP MNEHU
B COOTBETCTBMM C [PABUAAMM, YTBEPXKAEHHBIMK [TOCTAHOBAEHMEM [paBuTeEAbCTBA PO



oT 25 Hos6ps 2013r. Ne1063.

BY3 HCO "TKE Ne11" HEOBXOAMMO UCTMOAHUTb AQHHOE MPEAMUCAHME N COOBLUTL O
NPUVHATBIX MEPAX B COOTBETCTBMMN C TPEDOBAHMSIMN HOCTOSILLLErO MPEANMMCOHUS B CPOK
AO 14.10.2075r. C NPUAOYKEHMNEM MOATBEPIKAQIOLLIMX AOKYMEHTOB.

OnepaTopy SAEKTPOHHOM MNAOLLLOAKM obecrnedynTb BO3MOMHOCTb MCMOAHEHMST AQHHOMO
NPeANMCAHMUSI.

MpeAnMCaHne MOXKET BblTb OOXKAAOBAHO B APOUTPAKHBIM CyA B TEYEHNE TPEX MECSILER
CO AHS$1 €ro BblHECEHWSI,

CornacHo 4.7 cT1.19.5 KoAll PO HEeBbIMOAHEHWE AOAYKHOCTHBIM AMLIOM 3AKA34YMKA,
AOANYKHOCTHbBIM AVILLOM YMNOAHOMOYEHHOIO OpPraHa, AOANKHOCTHbBIM AVILLOM
YMNOAHOMOYEHHOIO  YYPENKAEHMSI, YAEHOM KOMUCCUM MO OCYLECTBAEHMIO 3AKYTOK,
ONePATOPOM  BAEKTPOHHOM  MAOLLOAKM, CNEUMOAUIMPOBAHHOM OPraHM3AUMEN B
YCTOHOBAEHHbIN CPOK 3AKOHHOIO NPEANMCAHUS, TPEOOBAHKMS OPraHA, YIOAHOMOYEHHOTO
HQ OCYLLECTBAEHMNE  KOHTPOAS B chepe  3AKYrnoK  BAEYET  HAAOXKEHUE
AAMUHUCTPATVBHOIO LUTPAGA HA AOAKHOCTHBIX AUL, B PA3MEPE MSITUAECSITU ThICSIY
PYBAEN; HO IOPUANYECKMX AULL B PA3MEPE MSITUCOT ThiICSY pybAen.



