ONPEAEJNEHUE
0 TMPOMJICHUH CPOKA MPOBEJICHUS aIMUHUCTPATUBHOTO PACCIIECIOBAHUS TIO JIETTy
00 amMUHUCTpaTUBHOM IIpaBoHapymieHun Ne 4-19.8-1775/00-18-16

«27» despansa 2017 . r. Mocksa

A, <..>, paccMOTpeB Marepuajbl Jejaa 00 aJIMUHUCTPATUBHOM IPaBOHAPYIICHUU
No  4-19.8-1775/00-18-16, BO30YyX)IAECHHOTO B OTHOMICHHH <...> OIpPEACICHHUEM O
BO30YXCHUH Jieja 00 aIMUHUCTPAaTUBHOM npaBoHapyiieHuu Ne 4-19.8-1775/00-18-16 u

MPOBENICHUU aJIMHUHHUCTpaTuBHOTO paccienoBanus ot 01.02.2017 (ucx. or 01.02.2017
Ne 18/5575/17),

YCTAHOBUIIL:

B coorBerctBum ¢ nynkrom 3 nopydenus lIpesunenta Poccuiickonn @enepanuu ot
27.07.2016 Ne IlIp-1452 (nanee — Ilopyuenue) deaepanbHas aHTUMOHOIIONbHAS CIy»KOa
IIPOBOAMT aHAJIM3 LIEH Ha JIEKAPCTBEHHBIE MpenapaTsl, 00palarouecs Ha OTe4eCTBEHHOM
pBIHKE, CPAaBHUBAS UX C IEHAMU Ha MUPOBOM PBIHKE.

Bo wucnonuenune Ilopyuenunss Ha ocHOBaHMHM 4YacTu | crarbu 25 PenepajbHOro
3akoHa OT 26.07.2006 No 135-®3 «O 3ammTe KOHKypEeHIMU» (J1ajiee — 3aKOH O 3allluTe
KOHKypeHlun) B Munzapas Poccum nampasien 3anpoc undopmaruu ®AC Poccun ot
06.09.2016 Ne AK/61361/16 (nanee — 3anpoc PAC Poccun).

B coorBerctBun ¢ 3anpocom DAC Poccum MunzapaBy Poccum Haamexano
npencraBuTh B PAC Poccun 3aBepeHHbIE U TPOLIUTHIE KOITUU JOKYMEHTOB, TOCTYITHUBIIHUX
B Mun3zapas Poccun st perucTpanyy U NepeperucTpatuy NpeaesibHbIX OTIYCKHBIX 1IEH
Ha JIKapCTBEHHBIN Mpenapar ¢ TOproBbIM HaMMEHOBaHUEM «PeBIumMumy (MeXIyHapOIHOE
HEIMAaTeHTOBAaHHOE HauMeHoBaHue «JleHamumomua») Bcex q103upoBoK B niepuon 2011-2015
IT., a TaKKe KONUU NPUHATBIX [0 HUM peumenud Munsnpasa Poccun
(Munzgapascoupazsutus Poccun) u ®CT Poccun.

3anpoc PAC Poccuu ObUT HampaBlIeH Yepe3 CHCTEMY MEXKBEIOMCTBEHHOTO
AIIEKTPOHHOTO ToKyMeHTooOopoTa 07.09.2016 B 15:49:00.

Cpok npejicTaBienus ykazanHoi nadopmaiuu 6601 ycranosieH 10 07.09.2016.

[Tucemom Munzapaa Poccun ot 08.09.2016 Ne 20-4/10/2-5675 B ®AC Poccuu
IIPEICTABIICHBI IOJIHBIE KOMIUIEKTHI KONUN JOKYMEHTOB IO IEPEPErHCTpalid LIEH Ha
JIEKapCTBEHHBIN Ipenapar ¢ TOProBbIM HanmeHoBaHueMm «Pemumun» B 2014 u B 2015
rojgax, U KOMHWHM MPUHITHIX HA OCHOBAaHUU JAHHBIX JOKYMEHTOB IpHUKa30B MwuH3IpaBa
Poccun ot 11.03.2014 Ne 88/20-14 u ot 18.02.2015 Ne 86/20-15.

Bmecte ¢ tem nucemMom MunsapaBa Poccun ot 08.09.2016 Ne 20-4/10/2-5675 B
OAC Poccum He npeacTaBiI€Hbl 3allPOIICHHBIE KOMMHM JOKYMEHTOB IO PETrMCTpalUH
(mepeperucTpaly) MpeAesbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBI mpemnapar ¢
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TOpProBbIM HanMeHoBaHueM «PeBmumu» B 2011 u 2013 rogax v NpUHATHIX HA OCHOBAaHUU
JAHHBIX JIOKYMEHTOB peLIeHUN OCT Poccun u Mun3apasa Poccun
(Munzapascoupassutusi Poccun).

Munsapae Poccum mmcebmom ot 14.10.2016 Ne 20-4/10/2-6480 moBTOpHO
npencrasmii B DAC Poccun konmu npukazoB Munsapasa Poccun ot 11.03.2014 Ne 88/20-
14 u or 18.02.2015 Ne 86/20-15, a Taxke komuio mnpukaza MwunzapaBa Poccum o
rOCy/IapCTBEHHOM PETHCTpAllMd  YCTAHOBICHHOW MPOW3BOJIUTENIEM JIEKAPCTBEHHBIX
MPENapaToB NPEACIbHON OTITYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN mpemnapar «PeBnuMumg ot
13.02.2013 Ne 63/20-13.

Bwmecte ¢ tem, nuceMo Munszapasa Poccun ot 14.10.2016 Ne 20-4/10/2-6480 ne
COJICPKUT KOMUM JOKYMEHTOB MO peructpanuu (mepeperucrpanuu) MOpeaeabHbIX
OTITYCKHBIX II€H Ha JICKAPCTBEHHBIN IMperapar ¢ TOProBbIM HaUMEHOBaHHEM «PeBmumum
B 2011 m 2013 rogax v ONpUHATHIX Ha OCHOBAaHWUM NAHHBIX JTOKYMEHTOB peuieHuit OCT
Poccun m MunznpaBa Poccun (Mun3apasconpa3sutus Poccun) 3a UCKIIFOUSHHEM KOTIUH
npukaza Mun3gpaBa Poccunm 0 roCygapCTBEHHOM pErUCTpalyy  JIEKAPCTBEHHOIO
mpenapara ¢ TOproBeiM HaumeHoBaHueM «Pesaumumy ot 13.02.2013 Ne 63/20-13.

MunsnpaB Poccun mmcemom ot 28.11.2016 Ne 20-4/10/2-7519 mnoBTOopHO
npeactauii B GAC Poccuum Kkonmuu JOKYMEHTOB IO TIEPEPETrUCTpPalMM I1I€H Ha
JIEKApCTBEHHBIN Ipenapar ¢ TOProBbiIM HammeHoBaHHeM «Pesmumun» B 2014 m B 2015
rojgax, U KONHUM TMPUHATHIX HA OCHOBAHWMU JIaHHBIX JIOKYMEHTOB IpHKa30B MuH3npasa
Poccun ot 11.03.2014 Ne 88/20-14 u ot 18.02.2015 Ne 86/20-15.

Kpome Toro, Mun3zapas Poccum ab3zauem S5 mnucema ot 28.11.2016
No 20-4/10/2-7519 (Bx. Ne 176777/16 ot 30.11.2016) xonaTalicTBOBaJI O IEPEHOCE CPOKOB
npencrasienus 3anpamubaeMoil PAC Poccun nndopmanuu Ha 14 nHei.

Takum oOpazom, ¢ ydeToM xonartaiictBa MunzapaBa Poccuu o mpomsieHud cpoka
npencrasnenus 3anpouieHHo ®AC Poccun nndopmanuu va 14 nueit, Munsnpas Poccun
noikeH Obul mpenctaButh Tpedbyemyro DAC Poccum umHbopManuio (JOKYMEHTHI) He
no3aHee 12.12.2016.

Bmecre ¢ T1em MunzgpaBom Poccunm mno cocrosHuio Ha 01.02.2017 He
MPEACTABIEHbI KOIMUU 3aMPOUIEHHBIX JOKYMEHTOB MO PETUCTpalu (IIepeperucTpanun)
MpeAeIbHBIX OTIMYCKHBIX IIEH Ha JIEKAPCTBEHHBIN Mpenapar ¢ TOProBbIM HAMMEHOBAHHEM
«Pepmumu» B 2011 m 2013 romax M NpUHATBIX HA OCHOBAHWUU JIAHHBIX JIOKYMEHTOB
pemieanii @CT Poccum u MunzapaBa Poccunm (Munsapascoupassutus Poccun) 3a
WCKJIIOYCHUEM KOoNuU Tpukaza MwunzapaBa Poccur 0 rocynapCTBEHHOW perucTpanuu
JIEKAPCTBEHHOTO IIpernapara ¢ TOProBbIM HanmMeHoBaHueM «PeBmumua» ot 13.02.2013
Ne 63/20-13.

CornacHo wactu | crarbu 25 3akoHa O 3alIUTE KOHKYPEHIIMM KOMMEPYECKHE
OpraHu3allid U HEKOMMEpUECKHEe OpraHu3aluu (UX JIOJDKHOCTHBIE JUIA), dhenepabHbie
OpraHbl MCIOJHUTEIBHON BIACTU (MX JIOJDKHOCTHBIE JIMIA), OPTraHbl IOCYIapCTBEHHOMN
BJacTH cyObekToB Poccuiickoit deneparuu (MX AOKHOCTHBIE JIUIA), OPTaHbl MECTHOTO
caMoyTpaBiIeHusl (UX JOHKHOCTHBIE JIUIA), MHBIE OCYIIECTBIMIoNMEe QyHKINN YKa3aHHBIX
OpraHOB OpraHbl WA OpraHu3aluu (MX JOHKHOCTHBIE JIMIIA), 4 TAKXKE FOCYIapCTBEHHBIE
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BHEOIOKeTHBIE (POHABI (MX JOJDKHOCTHBIC JHIA), (U3WYECKHEe JIMIla, B TOM 4YHCTIE
WHIMBUAYaJIbHBIC MIPEAIPUHUMATEITN, 00s13aHbI TIPEACTABISATh B aHTUMOHOIIOJIBHBIN OpraH
(ero JOMKHOCTHBIM JIMIIAM) TI0 €r0 MOTHBHPOBAHHOMY TPeOOBAaHHMIO B yCTAaHOBJICHHBIN
CPOK HEOOXOIMMBIC aHTUMOHOIIOJIBHOMY OpPraHy B COOTBETCTBHUM C BO3JIOKCHHBIMH Ha
HEro0 TIOJIHOMOUYMSIMH JIOKYMEHTBI, OOBSCHECHHS, WH(POPMAIMIO COOTBETCTBEHHO B
MUCBMEHHOW W yCTHOM ¢opmMe (B TOM uyucie WHHOPMAIHUIO, COCTABIISIONTYIO
KOMMEPUECKYIO, CIIyKEOHYI0, WHYIO OXPaHSEMYyI0 3aKOHOM TailHy), BKJIOYasi AaKThI,
JIOTOBOPBI, CIPaBKH, JEJIOBYI0 KOPPECIOHJEHIINIO, WHBbIE JOKYMEHTHI U MaTepHabl,
BBITIOJIHEHHBIE B (QopMe HUGPOBOM 3amucu WM B (QopMe 3aluch Ha 3JIEKTPOHHBIX
HOCHTEIISIX.

B coorBerctBuu ¢ uvacteio 5 crarbu 19.8 Komekca Poccuiickoit ®@enepanuu o0

aJIMUHUCTPATUBHBIX MpaBoHapyweHusix (nainee — KoAIl) HempencraBieHue wuiu
HECBOEBPEMEHHOE TMpeACTaBieHre B (eaepaibHbli aHTUMOHOMOJBHBIM OpraH, €ro
TEPPUTOPUAIIBHBIN opraH CBEJICHUI (uapopmanun), PELYCMOTPEHHBIX

AHTUMOHOTIOJILHBIM ~ 3aKOHOAATeNbCTBOM Poccuiickon dDeaepauuu, B TOM YHUCIIE
HEMPE/ICTaBIICHUE WM HECBOCBPEMEHHOE IPEACTABICHUE CBeJIeHUN (MH(POpMAIUU) TIO
TPEOOBAHHIO YKA3aHHBIX OPTAHOB, 32 UCKIIOYCHHEM CIIy4aeB, IPEyCMOTPEHHBIX YaCTIMU
3 u 4 crareu 19.8 KoAll, a paBHO mpeacTaBienne B ¢efepaibHbIi aHTUMOHOTIONBHBIN
Opras, €ro TeppUTOPUATLHBIN OpraH 3aBEIOMO HEIOCTOBEPHBIX CBEACHUN (MHGOpMAIINH),
BJICYET HAJOXKEHUE aJMHUHUCTPATUBHOIO ITpada Ha JOKHOCTHBIX JHUI[ — OT JIECSTH
TBICSY JI0 MSTHAAIATH ThICSY pyOseH.

Munznpas Poccun nucemoMm ot 28.11.2016 Ne 20-4/10/2-7519 npeacrasun B PAC
Poccun peructpaliuOHHO-KOHTPOJbHBIE KapTOYKH BXOMSIIMX JTOKYMEHTOB MuH3IpaBa
Poccun Ne 2088733, cornacHo kotopeiM 3ampoc ®AC Poccum OblT mepenaH Ha
ucroiHeHne B JlemapraMeHT  TOCYHapCTBEHHOTO  PEryJUpOBaHMsS  OOpalleHus
JIEKAPCTBEHHBIX CPEJICTB.

Ha moment ucnonnenus 3anpoca @AC Poccun, a umenno B nepuon ¢ 07.09.2016
[0 HACTOsIEe BpeMs, AUPEKTOpoM JlemaprameHTa TOCYyJapCTBEHHOTO PETYIHpPOBAaHMS
oOpalieHusi JIEKapCTBEHHBIX CpencTB MuHHCTEpPCTBA 3/ApaBooxpaHeHus Poccuiickon
denepannu ABISIETCS <...>.

<..> mnpukazom MunzapaBa Poccum ot 22.07.2013 Ne 516-nmc Ha3zHaueH Ha
JOJDKHOCTh  (efiepaibHOM  TOCYJapCTBEHHOW Tpa)KAaHCKOM CIIy»KObl, a HMMEHHO Ha
JIOJDKHOCTh UpekTopa JlemapramMeHTa TOCyapCTBEHHOTO PETyJIUpOBaHUS OOpalieHus
JIEKapCTBEHHBIX CpeacTB MuHucrtepcTBa 3apaBooxpaHeHus Poccuiickonn Penepauuu ¢
22.07.2013.

Takum oOpazom, <...>, sBIssACH (eaepaibHbIM TOCYAAPCTBEHHBIM TI'PaXIaHCKUM
CIIy»alluM, 3aMElIAlolINM JIOHKHOCTh AUpeEKTopa /JlemaprameHTa TrocylapCTBEHHOTO
peryinupoBaHusi oOpalleHHs] JEKapCTBEHHBIX CpelcTB MUHHUCTEpPCTBA 31PABOOXPAHEHUS
Poccuiickoit @eneparuu, B nepuoj ¢ 07.09.2016 o 12.12.2016 He coBepiua ACHCTBU,
HaIlpaBJICHHBIX HA CBOEBPEMEHHOE, NoJIHOE UcnoiaHeHue 3anpoca PAC Poccum.

Ha »ToM OCHOBaHMM 3aMECTUTENIEM HayaJlbHUKA YINPABICHHUS  KOHTPOJIS
cormanbHOl chepel u ToproBau DAC Poccum <..> BBIHECEHO ONIPEACICHUE O
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BO30YXJIeHUH Jiesia 00 aIMUHHUCTPAaTUBHOM npaBoHapyiieHuu Ne 4-19.8-1775/00-18-16 u
MPOBEICHUN aAMUHUCTpaTtuBHOrO paccienoBanust or 01.02.2017 (ucx. ot 01.02.2017
Neo 18/5575/17).

Bmectre ¢ Tem B Xome aJIMHHUCTPAaTUBHOIO pPAacCi€IOBaHUS YCTaHOBJIICHA
HEO0OXOIUMOCTD MOYYEHUS JOTIOJTHUTEILHBIX MaTEPHAIIOB T10 JIETTY.

Ha ocHOBaHMU BBIIIEU3IIOKEHHOTO, PYKOBOJACTBYACHh YacTaMu 5 u 5.1 crarbu 28.7
KoAlIl,

ONPEJEJUIL:

1. [IpomnuTh CpoK MpPOBEACHUS AAMUHUCTPATUBHOIO pacCieloBaHUs IO Aeiy o0
aJIMUHUCTPATUBHOM NpaBoHapyuieHun Ne 4-19.8-1775/00-18-16 B oTHomeHuu <...> 10
27.03.2017.

2. B cootBerctBuHU co ctarbeit 26.10 KoAlIl <...> HagIexXuT B TPEXAHEBHBIN CPOK
CO JIHS IOJy4eHUs1 HacTosiuiero onpenenenus npeacrasutb B DAC Poccun:

- KONIMM  JOKYMEHTOB, 3anpolIeHHBIX DenepasbHOM  aHTUMOHONOJIBHOU
CiIy»00¥ mocpeAacTBOM Hampaiienuss B MunznpaB Poccun 3ampoca ®AC Poccuu ot
06.09.2016 Ne AK/61361/16 3a uckiItoueHHEM paHee MPEACTABICHHbBIX IOKYMEHTOB;

- CBEICHUS O JODKHOCTHOM JIMIE (JOKHOCTHBIX JHMIAX), HCIIOJHSIOLIEM
00s13aHHOCTH JHUpeKTopa JlemapraMeHTa rocygapCTBEHHOTO PEryJlMpOBaHUs OOpaleHHUs
JIEKApCTBEHHBIX CpeactB MunHuUcTEpCTBa 3apaBooxpaHeHus Poccuiickonn denepanyu B
nepuon ¢ 19.09.2016 mo 07.10.2016 n B mepuon ¢ 10.12.2016 mo 14.12.2016, a umeHHO:
(baMunuio, HUMs, OTYECTBO JAOHKHOCTHOIO JHUUA (AOMKHOCTHBIX JIMIL), CBEIEHUS O
3aHMMAaeMOW JaHHBIM JOJHDKHOCTHBIM JIMIIOM (JOJKHOCTHBIMM JIMI[AMHU)  JOJKHOCTH,
KOMHIO MpHKa3a O Ha3HAYEHWHM JAHHOTO JOKHOCTHOIO JIMIA (JOKHOCTHBIX JIMI[) Ha
3aHMMAEeMYI0 JOJKHOCTh, KONHUHU JIOKyMEHTOB, Ha OCHOBAaHMU KOTOPBIX JIaHHOE
JOJKHOCTHOE  JIUIO  (JOJKHOCTHBIE JIMIA) MCIONHSIO OOS3aHHOCTH — JUPEKTopa
JlenaprameHTa TOCyJapCTBEHHOTO PEryIHpOBaHUs OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB
MunuctepcTBa 3apaBooxpanHeHus Poccuiickoit @enepauun B nepuon ¢ 19.09.2016 no
07.10.2016 u B nepuon ¢ 10.12.2016 no 14.12.2016, xonuu JTUCTOB O3HAKOMJICHUS C
JAHHBIMM JIOKYMEHTaMH, KOIIMIO JIOJDKHOCTHOIO pEerIaMEHTa JaHHOIO JOJKHOCTHOTO
Juia (JIOTKHOCTHBIX JIUIT).

3. <..> aBurbca 27.03.2017 B 14 gac. 00 muH. nmo axgpecy: 123995, . Mocksa, yiu.
CanoBas-Kynpunckasa, a. 11, srax 3, ka0. 350 nmnga gaum oObsicHeHUH 10 (akTy
HapylwieHusi, a TaKke s [OANMCaHud MpOTOKoJda 00  aJAMUHUCTPATUBHOM
MIPaBOHAPYIIEHHUH, TMOO HAMPABUTH 3ALIUTHUKA C HAJUIEKAIUM 00pa3oM 0(hOpMIIEHHBIMU
MOJIHOMOYMSIMA HAa yd4yacTHe B aJMUHUCTPATUBHOM IMPOM3BOACTBE IO Jeay 00
aIMUHUCTPATUBHOM MPABOHAPYIIEHUU No 4-19.8-1775/00-18-
16 co Bcemu mpaBamu, IpeayCMOTPEHHBIMU cTaThel 25.5 KoAll

HesiBka B yka3zaHHbIN CpOK Oy/IeT paclieHeHa KaK OTKa3 OT MOJIUCAHUs TPOTOKOA.

B cootrBerctBuM ¢ 4yacteio 1 crarbu 25.1. KoAlIl nuiio, B OTHOIIEHUH KOTOPOIO
BeIETCSL TPOU3BOJACTBO MO Jedy 00 aJMUHUCTPAaTUBHOM IIPABOHAPYIICHHUH, BIIpaBe
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3HAKOMHUTBCS CO BCEMH MaTrepuajamMu Jiella, JaBaTh OOBSCHEHHS, TMPEICTABISIThH
JI0OKa3aTesIbCTBA, 3asABJISATh X0JaTalCTBa M OTBO/IbI, TIOJIb30BATHCS FOPUINYECKON TTOMOIIIBIO
3alIMTHUKA, & TAK)KE€ UHBIMU MIPOIECCYyaTbHBIMU MPaBaMH.

B coorBerctBuu ¢ 4acTthio 4 crtatbu 25.5 KoAIl 3amMTHUK M NpeICTaBUTEb
JOMYCKAlOTCS K yYacTHUIO B IPOM3BOJACTBE 110 Jedy 00 aJMHUHUCTPAaTUBHOM
MPaBOHAPYIICHWH C  MOMEHTa  BO30yXKJeHHs jJena 00  aJMUHUCTPATUBHOM
MpaBOHAPYIICHUHU.

A.b. Kamesapos
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