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O npenoOCTaBIEHUH Da3hACHEHHH 110
rOCyapCTBEHHOM TIOIUTHHE

B cBa3u ¢ ofpalieHMAMH OpPraHH3alMi H YUPEKAEHHH 110 BONPOCY OIUIATEHI
rOCYJAapCTBEHHOM MOLUIMHE! 34 I'OCYJApCTBEHHYIO PETHCTPAITHIO MeIUIAHCKOTO
H3AENHs, 32 IPOBEIEHHE SKCIEPTHU3BI KadecTBa, 3P eKTHBHOCTH U 0e30MACHOCTH
MEIULMHCKOrO H3AeNHs, 3a BHECeHHEe H3MECHEHHH B  PETUCTPal[MOHHOE
YLOCTOBEPEHHE, a TAKKe 3a BhIady AyOIMKaTa PErHCTPAMOHHOIO YAOCTOBEPEHHA
na MeEZMLMHCKoe wm3fenwe, @enepanbHad ciyx0a [0 Haa3opy B cdepe
3IPAaBOOXPAHEHHS [pelcTaBiseT no3uluio Munguaa Poccud 10 OaHHBIM
BOTIPOCAM.

[Mpunoxenue: nuceMo Munduuna Poccun ot 28.02.2014 Ne 03-05-04-03/8517 na
-371.81 3ks3.

Bpuo pykoBoguTens (/ ) M.A. Mypamxo
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TeparhHan ClTyKOa o Haxsopy
B cdiepe 3ApaBOOXPAHCHAS

Ha N2

B B3y ¢ mmckMoM of 24 smeaps 2014 r, Ne 02-1016/14 no pompocy
YIVIATE! ¥ BOSBPATA TOCYMADCTBEHHON MOMUIMHEL 58 COBEPUICHHS neficTBuit,
CBA3AHHLIX C TOCYNBPCTBCHHMOW  peructpaudell METULIMHCKHX M3JCNHiA,
JenapraMeHT HanoroBo¥H ¥ TaMOMKSHHO-TAPHOHON TIONUTHKH coobmpeT.

B COOTBETCTBHY ¢ MyHKTaMmy 8 ¥ 9 cTaTey 38 DencpansHOro 34KOHA OT
21 mosbpa 2011 r. Ne 323-03 "O6 ocHoBaX OXpaHEI 3NOPOBLA rpaxiaH B
Poccaiicxoli. denepanpy” (zanee — depepansusiil 3aKoH Ne 323-03) B peyx
MOCYAAPCTBEHHOM  perdacTpalyil  MEJWIMHCKHX vagensfi B NOpAAKe,
YCTAHOBJIGHHOM  YHONHOMOYEHHEIM (elepaNbHEIM OpraHoM MCTIOMAHTENBHOH
BNACTH, MPOBOJMTCA 3KCMEPTH3A KAYECTHA, spexTHBHOCTH ¥ Ge30NAcHOCTH
MENHLIMHCKIX H3NeNMl,

3a rOCYJAPCTBEHHYIO PErHCTPALMIO METUIHHCKHX A3NENMA A IKCIEePTHSY
xaqecTea oddexTyBHOCTA ¥ OE30MACHOCTH MENMUHHCKHX Wanemulk B3UMALTCH
TOCYEADCTREHHAA YIOULIMHA B COOTBETCTBHH ¢ 3aKOHONATENECTEOM PoccHiickoi
derepaluH 0 Banorax H cbopax.

Crateeli 333,32.2. Hanoroeoro Xogexca Poccriickolf denepanan (namee —
Konexc) YCTAHOBIGHH pasMeps! TOCY/APCTBEHHOH MONLTMHE 3a COBEpIICHHS
YOOMHOMOMERHEM (efiePATEHSIM OPraHoM HCHONHRTeNERON BitacTH AckoTBHH,
CBA3aHHLIX ¢ OCYUIECTBICHHEM TOCYAAPCTBEHHOM DEruCTPalni MEHUHHCKAX
U3 HENHIL.

Crarseli  333.18 Kozexca ompexenes INOPANOK U CPOKH YIIATH
rocyxaperseHNOH nouwuuel, Cornacke MOAMYRKTY 6 rynxra 1 cTaren 333.18
Kopexca IpH oOpalleHHy 33 COBEPIICHUEM JOPHIANICCKH SHAUUMEIX Neitorsuit, 3a
HCKOYEHHEM JOPUANIECKH 3HATHMBIX Jefcreni, yKasaHHEIX B NOMITYAKTAX
1 « $.2 JaHHOrO HYHKTa, TOCYJAPCTBEHHAN MOUUIHHEA YINAINBALTCA XO NMOAAYH -
asBIeHnRN ¥ (MIH) NOKYMEHTOB Ha COBEPUICHHE TAKHX aedcrenit an6o KO MONATH
COQTBETCTBYIOMMX NOKYMEHTOB, '

B cuty nynxta S oratey 333,18 Konexca nepedens 1 $OpMBI AOKYMEHTOB,
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NPEAYCMOTPEHHBIX NOAMYHKTOM 6 nyHkra 1 cratsu 333.18 Kozexca, a Taioke
NOPANOK KX TIPSACTABNEHHS YeTaHABNUBAIOTCH (heNePalbREIMY 3aKOHAMH.

C yueroM wanokemHsx HopM Koaexca rocyHapcTBERHAA YOIMIMHA 32
rOCYNAPCTBEHHYIO DPETHCTIPALMIO MEIHLMHCXUX Aspenuit, 32 MpPOBEASHHE
SKCIIEPTHSHI KAUECTBa, 3GOeKTHBHOCTH K (€30MACHOCTE MEAHIMHCKAX u3nenni (3
JABHCHMOOTH OT Kiaced NMOTEHIMANBHOTO PUCKR MX MPHMEHeHNs) OMKHA Grirs
yoNaueHa A0 YOHNaYH 3agBneHud O TOCYAApCTBEHHON PervCIpAlMH  STHX
MEIMLMHCKUX W3Aesui,

B coOTBETCTBMH 0 cTamseli 38 (exepamsHoro 3axowa N 323-03
nocranosnennem [TpaBurenscrsa Poccuiickolt dbepepanuu or 27 mexabpa 2012 r.
Ne 1416 yreepxnensi Ilpaguma TOCYAapeTBEHHON PErHCTPalMy MeIHIHHCKUX
uspenmuii (xanee — [Tpasuna). :

Cornacxo nyukram 15 u 16 Ilpasun B Tedenue 3 pabounx jued cO XHA
NOCTYMNEHHEA 329BJICHYS O DPErMCTPAlMX ¥ JIOKYMEHTOB, NpPeAyCMOTPEHHAIX
nyaktoM 10 TTpaBuy, permcTpupyioyil oprar NPOROAWT NPOBEPKY RONHOTEL i
HOCTOBEPHOCTH CONEPMKAUNKXCA B HUX CBENCHHY, B TOM MHCNE NyTeM CPABHEHNAA
TaKHX  CBENeHAi CO  CBeNeHHMSIMH, NpPEACTAaBACHHBIMM B  TIOPAMKS
MEXBEOMCTBENHOrO HHHOPMAIHORHOTO B3aUMOZEHCTRAA.

B ciyuae €CiW 3aABJICHHE O PETHCTPAMH OQOPMICHO ¢ HapyIneHHEM
nonoxenuit nyskra 9 Tlpasmn ¥ (i) B 3afBIeHMN YKa3aHM HEJOCTORCPHDLIC
cBenenus MO0  JOKYMEHTHl, NPEXYCMOTPCHHBIE ITYHKTOM 10 Tlpasun,
Npe/ICTABNEHH He B IONHOM o6 BeMe, PerucTpUpYIONMi opras BpydaeT 3aABRTIO
YBEAOMICHHE O HEOOXONMMOCTH YCTPaHCHHI B 30-nueBHE CPOK BHIABIGHHBIX
Hapymeruit ¥ (A7TH) NpeAcTap/ieHNs JOKYMEHTOB, KOTOPEI® OTCYTCTBYIOT.

Ha ocsionanyy nynira 18 Tlpasir B cnyvae €cii B 30-gueBHnIit CPOK_HE
YCTPAHCHBL BpIABIEHHbIe HADYIIEHNA H [HJIHI HE ;;p_em;egu EOEEMQHTH,
KOTOpHIE OTCYTCTBYIOT, DEMCTPHPYIONH Opraw NPHARMACT PEINEKHE O BOSBPATe
3agBNeHHs O pern H U eHYOR, Tt cM HBIX_NYH 10
Mpapait, ¢ MOTHBYPOBAHHEIM 060CHORAHHEM NPUYHH BO3BPATA,

CornacHo nyukry } crared 333.40 Koaekca ynnaueHHaA TOCYAapCTBEHHAA
NONUIKHA TTOMIEXKHT BOIBPATY HACTHYIHO WA NONHOCTHIO, B HACTHOCTH, B ClIyuad
VINIATH  TOCYNAPCTBEHHOH IOLIIMEE! B GomsmieM  pasmepe, deM 910

npexycMorpeno rnasoi 25.3 Kogexca, a Takke oTKaza JHU, YIUIATHBRINNX
cyaa eH HOUDTHHY, OT €O HHS IOPHIHYECKH 3Ha! ro_pelicTBus
o __ob 1 TONHO! HHB 0 K OCTHOMY 11

coRepiuaronyi (coBepualomenmy) AHHOE IOPHANUSCKY SHATUMOP aelicTpye,

Orkas, B 4UACTHOCTH, B COBeplleHH: JNeHCTBHH, CBIJAHHBX C
TOCYAApCTREHHON  permerpalell MENMUHHCKHX H3NETKH, OCROBAHMEM HNi
BO3BPATA FOCYAAPCTBEHHOMN NOIITHHBI CTATECH 333,40 Kogexca He ycTaHOBICH.

CrienoBaTebEO, B CIY4ac BOIBpALUEHHS SAARICHHA O PeracTpalMH 4]
JOKYMEHTOB ¢ MOTHBHPOBAHHbIM OGOCHOBANACM MPHYHH OTKA3a B COBEPIICHAN
NeHCTBHH, CBAIAHHBIX ¢ FOCYBAPCTBEHHOM perucIpanue’ MEHUMHCKHX v3nenui,
C BHeCEHMEM M3MEHEHWH B PETMCTPAlMONHOS YAOCTOBEpEHHE HA MENUUHHCKOS

HeOOXOMuMBEIX ~ HNA GOBBPUIEHKF_WHGHWW—EQM%, T
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W3IeHe ¥ BEIAade ero AyGnuKara, BO3BpAT YIL1a4EHHON CYMMEL rOCYAapeTBeBHON
MOMAMHEL 38 TOCYASPCTBEHHYIO DErHCTPaLHIo MEIMIMHCKHX H3ZeNHit, sa
IpoReACHHE OKCHCPTHSHL KAWECTBa, addeKxTHBHOCTH H Ge3aonacHOCTR HX, 34
pHECEHNe MSMEHEHHH B DEIVCTDSUMORHOS YROCTOREPEHUS Ha MepHMIHHOoKoe
u3nenwe, 38 BEAAYy ero AyGiuxare He NPOUSBOIMTCAL

Tawxe He TPOHSBOAMTICA BOIBPAT YIayeHHoN CYMMB roCyAapcTREHHOH
NOLUTMHE! 38 CcOBeplUeHMe JXeMCTBuM, CBASAHHEIX ¢ OCYLISCTBIERHACM
TOCYHAPCTBEHHOM PErycTPaUMY MEIHIMHCKMX wanenuit, B ciyyae OTKAsa N,
YIBATMBIMAX —TOCYAAPCTBCHHYIO TNONUIAHY, B NpeKpaLleHHH  APONCAYPHI
PErECTPALAY MEeXHIMHCKAX W3jenudl, BHOCCHNs MIMeHEHHH B PerHCTPANHORHOS
yEOCTOBEpEHIE HA MEHNIMACKO® HINENNE, BEIAAMH ero ayGnukara, Ocie noAa4H
3adBJEHMS M COOTBETCTBYIOIMMX JOKYMEHTOB B perscTpapylomui - opray
HESABHCHMO OT CTAJAH PACcCMOTPEHHA BRIILIETICPEHNCICHHEIX neficTeait.

Bome B Xoue DKCHEPTHSH Kauecrsa, d(eKTHBHOCTA H GesonacHOCTH
MeUMUAHCKUX M3fenull GyAeT YCTaHOBNEHO, YTO KJaco HOTEHLHAANEHOTO PHCKA
IPUMEHEHHS MEIHUKHCKAX VafeNui OTHYeH 0T KHACC NOTCHUMANLHOrO pucKa
NPEMeHeRHA MENBUMHCKAX MaNenuit, YKasaHHOTO 3adBUTENEM, TO, IO MHEHHIO
HenapraMenta, PErACTPUPYIOIMA Opraf, MMECT npaBo 0043aTh 3afBHTENA
NOTATHTE  HEAOCTAIOLIYI0 CYMMY rOCYZAPCTBEHHON IOMINAREL C Y4YeTOM
YCTAHOBJIEHHOTO KIIACCa PHCKa. B ciyuae HEYIUTaTl 3asdBHTCNEM HepocTaomeH
CYyMME! TOCYAADCTBEHHOH OIUNAHEL PerCTpHPYIOUIl OpraH ¥MeeT INpaso
OTKasaTh B COOTBETCTBYIOMEH pernCTpauy.

OnHOBpeMEHHO ofpalliaeM BHHMAHHO, 1TO Koncrurymuonasit  Cyx
Poccutickolt denepausn ((Tocrasosnerne or 23 Mad 2013 . Ne 11-ID) myrem
TOMKOBAHWA TNPEONOJEN HEOTPEJEIEHHOCTh NPABOBOTO peryauposaums O
BONPOCY BO3BpaTa TOCYHBPCTBCHHOM MOWUTHHBT yKasas, IT0 YIORHOMOUCHHEIH
Oprad Mpa OTCYTCTBUH B CTaThe 333.40 Konexca OCHOBagHM i BO3BpATa
TOCYJAPCTBEHHOY NONUMHEL HE BIHABe NpHHATS NPOHIBONBHOE PEIICHAC IO
HAUHOMY BOTpOCY. B yKa3aHHOM IIOCTAHOBIERKH OTMEUEHO, Yo IMyHKT 1 CTaThit
333.40 Komekea mo cpoeMy OyxBanbHOMY CMBICTY HE Npeanonaraer BOIBPATA

rOCYZapCTBEHHON NOINUTHHA! B CIYHaiX, He YCTAHOBNEHHEIX B MYHKTE 1 cTathi
333.40 Konexca.

Hmpexrop JenapramMeHTa




