NOCTAHOBAEHUE

O MPEKPALLEHM MPON3BOACTBA MO AEAY 06 AAMUHUCTPATMBHOM MPABOHAPYLLEHUN Ne 4-
19.8-889/00-18-15

«27» okT16ps1 2015 1. r. Mockea

9, 3aMECTUTEAb HAYAABHKKA NPABOBOro yrnpaBAeHnst DeaepaAbHOM AHTUMOHOMOABHOM
CAYKObl  Kptokos  A.C., pPACCMOTPEB MPOTOKOA W MATEPUAAbB  Aena 06
OAMUHUCTPATVBHOM MNpaBOHApPYLWeH Ne  4-19.8-889/00-18-15, BO3BOY>KAEHHOTO B
OTHOLLUEHNN DEAEPAABHOIO rOCYAQPCTBEHHOIO YHUTAPHOIO MNPEANPUSITUS «HAy4YHO-
NPOM3BOACTBEHHOE  ODObEAUHEHME MO  MEAULUMHCKMM  UMMYHOBKVOAOTMYECKM
npenapatam «MuKporeH» MUMHUCTEPCTBA 3APABOOXPAHEHNsT Poccuimckomn Peaepaumm
(panee — QYT «HMO «Mukporen») (aapec: 115088, r. Mocksa, yA. 1-9 AyBpoBCKas, A.
15; OI'PH 1037722027727; WHH 7722292838; KIIM 772201001; adQta pervctpaumm
toprAndeckoro AMua — 19.05.2003), B nprCyTCTBMM 3ALLUNTHUKA XXXXXXXXXXXXXX (no
AosepeHHOCTM oT 30.03.2015 Ne 101), KOTOPOW PA3BSICHEHDBI NPABA AULA, B OTHOLLEHN
KOTOPOro BEAETCS MPOUN3BOACTBO MO AEAY, NPEAYCMOTPEHHbIE cTaThen 25.1 Koaekca
Poccumckom Qeapepaumr 06 AAMUHNCTPATUBHBIX MPABOHAPYLLEHMSIX (AaAee — KOATD),

YCTAHOBUA:

B cooteeTcTBUM CO cTaTbMM 28.1, 28.7 KOAI GAC Poccum onpeaenerHmem ot 01.10.2015
BO3OY>KAEHO AEAO OO OAMUHUCTPATVBHOM MPOBOHAPYLLEHMN Ne 4-19.8-889/00-18-15 1
NPOBEAEHUN MO HEMY AAMUHUCTPATUBHOIO PACCAEAOBAHNS B OTHOLEHMM OIYTT «HIMNO
«MWKpOreH» no NPMU3HAKAM HApyLLeHWs 4yactn 1 ctatbn 25 PepepanbHOro 3akoHa «O
3aWmMTe KOHKypeHuum» oT 26.07.2006 Ne 135-O3 (ponee — 30KOH O 3dwuTe
KOHKYPEHLMM), BbIPA3MBLUErocsl B HEMPEACTABAEHUM CBeAeHUN (MHOOopMALUMKM) MO
TpeboraHMio PAC Poccum (Ucx. ot 29.07.2015 Ne AK/38545/15, 04.09.2015 Ne
LIA/47340/15). Take GAC Poccmm COCTABAEH MPOTOKOA OT 16.10.2015 Ne 4-19.8-889/00-
18-15 06 AAMVHUCTPATUBHOM MPABOHAPYLLEHNN.

N3 maTepranos Aend 06 AAMUHUCTPATUMBHOM NpaBOHApPYLeHn Ne 4-19.8-889/00-18-15
cnepyeT, yto PAC Poccum, pyKOBOACTBYSICb YOCTbIO 1 CTATbM 25, YacTbio 6 cTatbu 44
3AKOHA O 3AWMUTE KOHKYPeHUMM, nncbMoM OT 29.07.2015 Ne AK/38545/15 HanpaBuA
MOTUBMPOBOHHOE TpebosaHne B appec OIYM «HMNO «MukporeH», B KOTOPOM
COOBLLIAAOCH O HEOBXOAMMOCTU B CPOK A0 19.08.2015 NpeACTABMUTb MAQH NPOV3BOACTBA
AEKAPCTBEHHOrO MPenapaATa C MEXAYHAPOAHBIM HEMATEHTOBAHHLBIM HAVMMEHOBAHMEM
(AQnee — MHH) «TUPO3UA-D-OAQHUA-TAULNA-D EHUAQAQHUA-AENLNA-OPTMHUHAO
Anauetar Ha 2015 roa.

drymn «HMO «Mwukporen» HanpaeuAo B aapec PAC Poccum mmcbmo ot 18.08.2015 Ne
00/05-02-02/05/4382 (Bx. ot 19.08.2015 Ne 85843/15), KoTOpbIM COOBOLIMAO, YTO
AEKAPCTBEHHbIM npenapaT ¢ MHH «T1Mpo3nA-D-QAQHUA-TANLMA-OEHNAAATHUA-AENLNA-
APrMHUHA AMALETAT» OTCYTCTBYET B MAQHOX MNPON3BOACTBA M MPOACMKN AEKAPCTBEHHbIX



cpeAcTs HO 2015 roa.

PAC Poccum nncbmom ot 04.09.2015 Ne LIA/47340/15 HONPOBKMA MOBTOPHbBIA 3AMPOC
nHpopmMmaumm B aapec OIYM «HMNO «MukporeH», B KOTOPOM COOOLLIOAOCH O
HeobxoaAMMOCTM B Cpok A0 11.09.2015 npeacCToBUTb MAGH  MPOU3BOACTBA
AeKkapcTeeHHoro npenapata ¢ MHH «T1po3nA-D-QAQHUA-TANLMA-O EHUAAAQHUA-AENLINA-
ApPrHUHA AmaueTaT Ha 2015 roa.

Orymn «HMNO «Mukporen» HanpaeMAo B aapec PAC Poccum nmcbmo ot 11.09.2015 Ne
00/05-02-02/05/4925 (Bx. ot 14.09.2015 Ne 97690/15), KOTOPbIM COOBLIMAO O TOM, YTO
AEKAQPCTBEHHbIM npenapat ¢ MHH «Tnpo3nA-D-QAQHUA-TANLMA-DEHUAAAQHUA-AENLINA-
APrMHUHA AMQAUETAT» HE BKAKOYEH B MACQH MPOM3BOACTBA AEKAPCTBEHHBIX CPEACTB HA
2015 roa, O AOQAbHenwee nAaHMpoBaHWe pabotol OIYTM «HMO «MukporeH» no
NPOUN3BOACTBY AQHHOMO AEKAPCTBEHHOMO MPENAPATA KOOPAMHUPYETCS AKUMOHEPHBIM
obLecTBOM «HALMOHAABHAST UMMYHOBKVOAOrMYECKAST KOMMAHKSI»,

oCAE MOAYYEHMST OMPEAEAEHUST O BO3BYXKAEHUM AeAd 0O AAMUHUCTPOTUBHOM
npaBoHapyLweHnn Ne  4-19.8-889/00-18-15 wn  npoeepeHM  AAMUHUCTPATUBHOIMO
paccaepoBaHMst OIYT «HIMNO «Muykporen» HanpasmMAo B aapec PAC Poccrm niCbMo OT
12.10.2075 Ne 00/05-02/05/5565 (Bx. oT 12.10.2015 Ne 112215/15), B KOTOPOM YKA3AAO HA
OTCYTCTBME OCHOBOHUM AAST MPUBAEYEHMST K AAMUHUCTOATUBHOM OTBETCTBEHHOCTU MO
yactm 5 crtatbm 19.8 KoAIl, nockonbky HenpeacTtaeaeHne B QOAC Poccunm B
YCTOHOBAEHHbIE CPOKM MAQHA MPOM3BOACTBA AEKAPCTBEHHOro npenaparta ¢ MHH
«TUPO3UA-D-AAQHUA-TANLNA-Q EHUAOAOQHUA-AEVLMA-QPIMHUHA - AMAueTaT™ Ha 2015 roa
OBOYCAOBAEHO OTCYTCTBMEM TOAKOIrO MAQHO Y XO3SIMCTBYIOWEro CyObeKkTd, MOCKOAbKY
Oryn «HMO «MukporeH» He MPOM3BOAMAO ACHHBIM AEKAPCTBEHHBIM NpenapaT B 2015
roay. B obocHoraHne cBoux yTteepykaeHuin Oy «HMNO «MukporeH» npeaAOCTABUAO
AQHHbBI MAQH MNPOM3BOACTBA AEKAPCTBEHHbIX CpeacTs Ha 2015 roa, B KOTOPOM
OTCYTCTBYET AEKAQPCTBEHHbIM  npenapar ¢ MHH  «TMpo3nA-D-OAQHUA-TANLMA-
DEHNAQAQHNA-AENLNA-QPTMHUHAO AMALETAT,

Oryn «HMO «MwukporeH» B nopsiake 4vact 1 ctatbu 25.1 KoAll npeACTaBMAO
obbsicCHEHMsT (UCX. oT 27.10.2015 Ne 00/05-02/05/5862), KOTOPbIM MOBTOPHO COOBOLLMAO,
ytOo HenpeacTtaBaeHne B QAC Poccuy NACGHO MNPOM3BOACTBA  AEKAPCTBEHHOrO
npoenapata ¢ MHH  «TMpo3nA-D-QAQHUA-TAILNMA-OEHUAQACHUA-AENLINA-QPRTMHUHA
Anauetam Ha 2015 roa 0ByCAOBAEHO OTCYTCTBMEM TAKOrO MAQHO Y XO3SIMCTBYHOLLErO
cybbexTa, nockonbky Pyl «HMNO «MukporeH» He MPON3BOANAO AQHHBIN AEKAPCTBEHHbIN
npenapat B 2015 roay. Kpome toro, Oryr «HMNO «MukporeH» ykasaAo HQ YBEAOMAEHNE
PAC Poccunm 06 3ToM O6CTOSITEABCTBE B YCTAHOBAEHHbBIE CPOKM.

B cOOTBETCTBMM C 4OCTbIO 1 CTATbM 25 3AKOHA O 3ALUUNTE KOHKYPEHUMN KOMMEpPYECKMe
OPraHM3AUNn 1 HEKOMMeEpPYEeCKMe OpraHm3aumm (Mx AOAXKHOCTHbIE AMLQ), DeAEPAAbHbIE
OPraHbl MCMNOAHUTEABHOW BAACTU (UX AOAXKHOCTHbIE AMLIA), OPraAHbl rOCYAQPCTBEHHOMN
BAQCTU cybbekTor Poccuinckon Qeapepaumm (Mx AOAYKHOCTHBIE AMLIA), ORI AHbl MECTHOMO
CAOMOYMNPABAEHUST  (UX  AOAXHOCTHble AMLA), WHble OCYLLECTBASIIOWME  DYHKLMN
YKQ3AHHbIX OPraHOB OPraHbl MAM OPraHM3aumm (MX AONKHOCTHble AMLQ), A TAKXKe
FOCYAQPCTBEHHbBIE BHEBIOAXKETHBIE POHAbBI (MX AOAKHOCTHBIE AMLIA), PUNYECKME AL, B
TOM 4YUCAE MHAVBUAYOAbHbIE MPEAMPUHUMATEAMN, OOS30HbI MPEACTOBASITE B
AHTVMMOHOMOAbHBIM  OPraH (ero AOAXHOCTHbIM  AVLAM) MO €ro MOTUMBUMPOBOAHHOMY
TPEOOBAHMIO B YCTOHOBAEHHbLIN CPOK HEODXOAMMBIE QHTVIMOHOMOABHOMY OPraHY B
COOTBETCTBMM C BO3AOXEHHBIMW HQA HEro MNOAHOMOYUSIMU AOKYMEHTbI, OBbSICHEHMS],
MHOOPMALMIO COOTBETCTBEHHO B TMUCbMEHHOM W YCTHOW o¢opmMe (B TOM 4YUCAE



NHOOPMALMIO, COCTABASIOLLYIO KOMMEPUYECKYIO, CAYXKEOHYIO, WHYIO OXPAHSIEMYIO
30KOHOM TAMHY), BKAKOYAS OKTbl, AOTOBOPbI, CMPOBKA, ASAOBYIO KOPPECTNOHAEHLMIO,
NHbIE AOKYMEHTbI 1 MOTEPUAAbI, BLIMOAHEHHbIE B dOPME LMdPOBON 3AMNCU UAV B dOPME
3AMUCK HO SAESKTPOHHbBIX HOCUTEASIX.

AAMUHUCTPATMBHASI OTBETCTBEHHOCTb 30 AQHHOE MPABOHAPYLIEHNE YCTOHOBAEHA
yacTbto 5 ctatbn 19.8 KoATll. CoranacHo YacTtn 5 ctatbu 19.8 KOATT HEMPEACTABAEHNE AU
HECBOEBPEMEHHOE MPEACTOBAEHNE B DEAEPAAbHBIN AHTUMOHOMOAbHBI OPraH, €ro
TEPPUTOPUAABHbBIV OpPraH CBEAEHNN (MHOOPMALMN), MPEAYCMOTPEHHbIX
OHTVIMOHOMOABHBIM  30KOHOACQTEABCTBOM  Poccumckonm ®Peapepaumn, B TOM  UYUCAE
HENPEACTOBAEHME CBeAEeHUN (MHOOPMALMK) MO TPEOOBAHUIO YKA3AHHbBIX OPraHOB, 3C
NCKAIOYEHMEM CAYYAEB, MPEAYCMOTPEHHbBIX YACTSIMU 3, 4 U 7 AQHHOM CTATbUM, O PABHO
NPOEACTOBAEHNE B QEAEPOAAbHBIMN AHTUMOHOMOABHBIM OPrAH, €ro TEPPUTOPUAAbHbBI
OPraH 30BEAOMO HEAOCTOBEPHbBIX CBEAEHNN (MHOOPMALIMMN), 30 MICKAKOYEHNEM CAYHOEB,
NPEAYCMOTPEHHbBIX YOCTbIO 8 AQHHOM CTATbU BAEYET HOAOXKEHME AAMUHUCTOATUBHOIO
LUTOADA HA FOPUAMNYECKNX AAL, OT MSTUAECSITU ThICSIY AO NSITUCOT ThiCSY pybAen.

B aenctaugax Oryr «HMO «MukporeH» He yCMATPUBAIOTCS MPUBHAKN HOPYLLEHNS YOCTU 1
CTaTby 25 3AKOHA O 3AWUTE KOHKYPEHUMM, MOCKOAbKY PIYT «HIMO «Mukporen» He
NPEACTOBMAO 3ANPALLUMBAEMYIO MHOOPMALUMIO MO MPUYMHE €€ OTCYTCTBUSI, O YEM
yeaoMuno OAC Poccumn B YCTAOHOBAEHHBbIE CPOKMU., TakMM 0DBPAa30OM, OTCYTCTBYET
cobblITme AAMUHUCTPOTVBHOMO MPABOHAPYLLEHNWS, OTBETCTBEHHOCTb 34 COBEPLUEHNE
KOTOPOro NPEeAYCMOTPEHA YaCTbIo 5 cTaTtb 19.8 KOATT.

Ha OCHOBAHMM M3AOXKEHHOTO 1 PYKOBOACTBYSICb YACTbO 1 CcTATbMK 2.1, YACTbO 5 CTATHU
19.8, nyHkTOM 1 yacTtt 1 cTaTbM 24.5, YacTbto 1 cTaTbM 28.9, NyHKTOM 1 yacTtn 1.1 cTATbU
29.9, ctatben 29.10 KoAll,

NOCTAHOBUA:

MPOon3BOACTBO MO AEAY 06 OAMUHUCTPATVBHOM MPaBOoHApPYLWeHnn 4-19.8-889/00-18-15,
BO3OYyKaEHHOE B OTHOLLEHNM DOIYTT «HIMO «Mukporen» (aapec: 115088, r. Mockea, yA. 1-9
Aybposckas, a. 15, OIPH 1037722027727, WHH 7722292838; KM 772201001, aaqta
perncTpaumm ropuamndeckoro Amua — 19.06.2003), npekpaTnTb B CBSI3N C OTCYTCTBUEM
CobbITUST AAMUHUCTPATUBHOIO MNPOBOHAPYLLUEHMS, OTBETCTBEHHOCTb 30 COBEPLUEHNE
KOTOPOro NPEeAYCMOTPEHA YaCTbIo 5 cTaTtb 19.8 KOATT.

B cooteeTctBUM C NyHKTOM 3 4aCTK 1 1 4yacTbio 3 ctatby 30.1 KOATT, a Takyke 4acTbio 1
ctatbh 30.3 KOAT NOCTAHOBAEHME MO AEAY 06 OAMUHUCTPATMBHOM MPABOHAPYLLUEHNN,
BbIHECEHHOE AOAXKHOCTHBIM AMLOM B OTHOLLUEHWM IOPUAMYECKOrO AMLA, MOXXET ObiTb
OB>KOAOBQAHO B BbILLECTOSILLMMA OPraOH, BbILLECTOSILLEMY AOAKHOCTHOMY AULY B TEYEHUE
AECSTN CYTOK, AMOO B APOUTPOXKHBIM CYA CO AHSI BPYYEHUST UAU MOAYHEHMST KON
NOCTOHOBAEHWMSI.

CoraacHo yactn 1 ctatbu 31.1 KOAT NOCTAHOBAEHME MO AEAY 06 QAMUHUCTPATUBHOM
NOOBOHAPYLUEHNMM  BCTYNMAET B  3AKOHHYKD CUAY TOCAE WUCTEYEHUM  CPOKA,
YCTOHOBAEHHOIO AAST OOXKAOAOBAHKMS MOCTAHOBAEHMS MO AEAY 06 AAMUHUCTOATUBHOM
NPAOBOHAPYLLEHUN, €CAM  YKA3OHHOE MOCTAHOBAEHME HE OblIAO OBXKOAOBAHO UAM



onpoTeCToBAHO.



