MMPABUTEJIHCTBO POCCUHCKOH ®EIEPALIAU
ITOCTAHOBJIEHHUE

ot 28 ceHTs10psa 2015 r. Ne 1025

MOCKBA

O Buecennun uzmenennii B llonoxkenne o MuHucrepcTBe
NPOMBILJIEHHOCTH B TOproeHn Poccuiickoii @egepanun

B coorBerctBMM ¢  @epepanbHbiM  3akoHOM  "OO6 ob6pailieHUH
nexapctBeHHbIX  cpeactB"  IlpaButensctBo  Poccumiickoii  ®Denepauuu
MOCTAHOBJISAET:

l. YTBepauTe npuiaraeMmble  HU3MEHEHHs, KOTOpble BHOCATCS B
[Tonoxenue o MuHucrepcTBe NPOMBILUIEHHOCTH W TOProBiu Poccuiickoit
®enepauuu, YTBEp)KAEHHOE MocTaHoBIeHWeM [lpaBurenbcrBa Poccuiickoi
Denepauun ot 5 uroHsa 2008 r. Ne 438 "O MuHucTepcTBe MPOMBILIJIEHHOCTH U
toprosiu Poccuiickoin ®enepauun” (Cobpanue 3akononarenscTsa Poccuiickoi
Oenepauun, 2008, Ne 24, ct. 2868; 2009, Ne 3, cr. 378; No 25, c1. 3065; Ne 26,
cT. 3197; 2010, Ne 6, ct. 649; Ne 9, ct. 960; Ne 35, cr. 4574; Ne 45, ct. 5854,
2011, No 46, ct.6523; Ne 47, ct. 6653, 6662; 2012, Nel, ct.192; Ne 43,
cT. 5886; 2013, Ne 5, cT.392; Ne23, cr.2909; 2014, Ne 9, cr.923; Ne 16,
cT. 1897; Ne 37, c1. 4961; 2015, Ne 1, c1. 279; Ne 14, ct. 2118; Ne 27, cr. 4080).

2. Peannzanus NOJIHOMOYHH, nperyCMOTPEHHBIX HaCTOSIILIUM
NIOCTaHOBIICHUEM, OCYLLECTBIISETCS B npeaenax YCTaHOBJIEHHOU
IIpaBurensctBom  Poccuiickoii  ®Denepauud  npeielbHOW  YHUCIEHHOCTH
pabOTHMKOB MHUHUCTEpPCTBA NPOMBIIUIEHHOCTH W TOProBiaM Poccuiickoit
Qenepanun, a Takke OIOKETHBIX ACCUTHOBaHHMM, INPEXyCMOTPEHHBIX
MuHuctepcTBy B QenepanbHOM OIOIKETe Ha PYKOBOJCTBO M YIpPAaBIEHUE B
cdepe yCTaHOBIEHHBIX QYHKITHH.

2761133



3. [Ipu3HaTh yTpaTUBLIMMU CUJTY:

noAnyHKT "a" mnyHkrta 1 nocrtaHosinenus [IpaButennbcrBa Poccuiickoii
®enepauun ot 28 sHBaps 2013 r. Ne 50 "O BHeceHuu uzmenenuii B [lonoxxenue
0 MuHucTepcTBe NPOMBILIEHHOCTH U Toprosiu Poccuiickoit ®enepauuu”
(Cobpanue 3akoHoaarensctBa Poccuiickoit ®enepanuu, 2013, Ne 5, cT. 392);

c lsguBaps 2016r. nocrtanoBnenue IlpaButenscTtBa Poccuiickoit
Oenepauuu ot 28 suBaps 2013 r. Ne 50 "O BHeceHuu usmeHenuit B [lonoxenue
0 MuHKCTEpCTBE MPOMBILIJIEHHOCTH W Toprosiad Poccuiickoii ®enepaunu”
(Cobpanue 3akoHonarenbcTBa Poccuiickoin @enepanuu, 2013, No 5, ct. 392).

4. IlyHKT 5 W3MEHEHUH, YTBEpPXACHHBIX HACTOSIIIIUM MOCTAHOBJICHUEM,
BCTyMaeT B cuily ¢ | ssHBapsa 2016 r.
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YTBEPXJIEHbBI

noctaHoyieHueM [ IpaBurenscTBa
Poccuiickoit denepauuun
ot 28 ceHTs6ps 2015 1. Ne 1025

U3MEHEHMUA,

KoTopbie BHocATcs B Iloniokenne o MHHHCTepcTBe NPOMBILLIEHHOCTH
1 Toproeiau Poccuiickoit ®Penepauun

1. IoanmyHkT 5.2.18" NpPU3HATH YTPATUBLUIUM CUITY.

2. JIonosHUTh NOAIY HKTOM 5.2.18°" CJIEAYIOLLETO COAEPHKAHUSA:

"5.2.18°", MpaBujia HaAJIeXalled IPOU3BOACTBEHHON MPAaKTUKH;" .

3. JlonoaHuTh NOAITYHKTaMH 52.187-52.18% CIEYIOLIEro
colep KaHUs:

"5.2.18%". MOPANOK BEAEHUS TOCYJApPCTBEHHOrO peecTpa 3aKkIlouYeHUn
O COOTBETCTBMHU MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB MJII MEAMLIMHCKOIO
IpUMEHEHHs TpeOOBaHUAM [paBUJl HaJUJIeXalllel MPON3BOJCTBEHHOU PAKTHKH;

5.2.18%, NOPSIIOK BbIAA4YU U GOpMY IOKYMEHTa, KOTOPhIHA MOATBEPKAACT,
YTO [POU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara Jijisi MeAUUUHCKOTO MPUMEHEHUS
OCYLLECTBJIEHO B COOTBETCTBHMM C TpeOOBaHMSAMM MpaBWl HaJJiexallen
NIPOU3BOJACTBEHHON NPAKTUKH, U MOAJEXKHUT MPEACTABICHUIO MO TpebOBaHUIO
YIOJHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCSl JI€KapCTBEHHBIM
npenapar;

5.2.18”. nopsinox Bbizaun M GoOpMy JOKYMEHTA, COAEPIKAIEro CBEICHHUS
O CTaausX TEXHOJOTHYECKOTO IMpOLECCa MPOU3BOJACTBA JIEKAPCTBEHHOIO
CpencTBa Uil MENMIIMHCKOTO MPUMEHEHUsS, OCYILIECTBIISIEMBIX HA TEPPUTOPUH
EBpa3uiickoro 3KOHOMHYECKOTO CO103a;".

4. JIonOoJIHUTD NMOANTYHKTOM 5.7.8 ClieAytolero coaep xaHusi:

"5.7.8. roCylapCTBEHHOITO  peecTpa 3aK/IOYeHUH O COOTBETCTBHH
IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB Ui MEJUUMHCKOrO HpPUMEHEHHUS
TpeOOBaHUAM MPABUJI HaJIeXKallel MPON3BOJICTBEHHON TTPAKTHUKH;".

5. IloamyHKT 5.8.15 mpu3HaTh yTpaTUBLIUM CUITY.

6. JlononHUTE MOAMYHKTOM 5.8.15' CJIELYIOILETO COAECPHKAHUA:
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"5.8.15". BblJa4y  3AKJIOUYEHUW O COOTBETCTBUM  IPOU3BOAMUTENCH
JIEKapCTBEHHBIX CPEACTB ISl MEAMLIMHCKOTO NMPUMEHEHHUs! TpeOOBaHUAM MPaBUII
HaJulexallied NpOU3BOACTBEHHOMN MPAaKTHKH;" .

7. [fononuuts noanyHkramu 5.8.18 - 5.8.20 cnenyromero coaepxaHus:

"5.8.18. opranuzauuio u (KJin) MpoBeIeHNEe UHCTIEKTHPOBAHUS CYOBEKTOB
OOpallleHUs! JIeKapCTBEHHBIX CPEACTB U1 MEIWIMHCKOrO IpPUMEHEHHUS Ha
COOTBETCTBHE  TpeOOBaHUSAM MpPaBWI  HaJIexailed  NPOW3BOACTBEHHOM
MPaKTHUKH;

5.8.19. BelIauy TOKyMEHTa, KOTOpBIM NOATBEPXkAaeT, UTO MPOU3BOJCTBO
JIEKapCTBEHHOTO IIpenapara Uil MeIULUHUHCKOro MPUMEHEHHUs OCYUIECTBIEHO B
COOTBETCTBMM C TpeOOBAaHUSIMM MpABWI HaUIeXalled MPOHU3BOJACTBEHHOM
MPAaKTUKH, U MOMJIESKUT NPEACTaBICHHIO MO TpeOOBaHUIO YIOJIHOMOYEHHOIO
OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JI€KapCTBEHHbIN Mpenapar;

5.8.20. Bbiaa4y JIOKyMeHTa, COJepXallero CBeJeHHs O CTaausax
TEXHOJIOTHYECKOTrO Ipoliecca IMPOU3BOACTBA JIEKAPCTBEHHOIO CpeacTBa s
MEJULIMHCKOrO0 NPUMEHEHHS, OCYLIECTBISIEMbIX Ha TeppuTopuu EBpasuiickoro
9KOHOMHYECKOI0 coo3a;".
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