NPABUTE/IbCTBO POCCUMCKOIN ®EAEPALIUMU

MNOCTAHOB/IEHME
oT 28 HOA6pA 2013 r. N 1086

Ob YTBEPXOEHUN NPABUJ
®OPMUPOBAHUA NEPEYHA IEKAPCTBEHHbIX CPEACTB, 3AKYMNKA
KOTOPbIX OCYLLECTBJIAETCA B COOTBETCTBUU C UX TOPTOBbIMU
HAMMEHOBAHUAMMW, U O BHECEHUU USMEHEHMA B NONNOXEHUE
O NPABUTE/IbCTBEHHOM KOMUCCUU MO BONPOCAM
OXPAHbI 310POBbA FrPAXXAAH

MpaButenbcTBo Poccuitckon ®eaepaumMm NocTaHOBASET:

MyHKT 1 BcTynaet B cuay ¢ 1 aueapsa 2014 roaa (NyHKT 3 JaHHOrO AOKYMEHTa).

1. YTBepauTb npunaraemsbie MpaBuna GopmMmnpoBaHUA NEPEYHs IeKapPCTBEHHbIX CPeACcTB, 3aKynKa
KOTOPbIX OCYLLLECTBNSETCA B COOTBETCTBMMU C UX TOPrOBbIMW HaUMEHOBAHUAMM.

2. QononHutb MNonoxeHne o MpaBUTENbCTBEHHOM KOMWCCUM MO BOMPOCAM OXpPaHbl 340POBbA
rpakfaH, yTBepaeHHoe nocraHosneHnem MpasuTtenbctsa Poccuiickoit eaepaymm ot 8 oktabpa 2012
r. N 1018 "O MpaBUTEeNbCTBEHHON KOMMCCUM MO BOMPOCaM OXpaHbl 340poBba rpaxkaaH" (CobpaHue
3aKoHogaTenbctBa Poccuiickon depepaummn, 2012, N 42, ct. 5709), nyHkTom 5(1) cneaywouiero
coaepKaHus:

"5(1). B coctae Komwuccnm B KauyectBe pabouero opraHa BXOAMT MOAKOMMCCUSA MO BOMpPOCam
obpalleHMa JNieKapcTBEHHbIX cpeacTs. [losiokeHne 06 yKasaHHOM MNOAKOMMCCMM M ee COCTaB
yTBepxaatoTca npeaceaarenem Komucemn.".

3. MyHKT 1 HacToALWero NoCTaHoOBAEHUA BCTynaeT B cuay ¢ 1 aHeapAa 2014 r.

Mpepacepnatens MNpasuTenscTea
Poccuitckoin ®epepaumm
O.MEABEJEB

YTBepKaeHbl

noctaHosneHnem [paBuTeNbCTBA
Poccuiickoin Pepepaumm

oT 28 HoAbpA 2013 r. N 1086

NPABUNA
®OPMUPOBAHUA NEPEYHA IEKAPCTBEHHbIX CPEACTB, 3AKYIMNKA
KOTOPbIX OCYLUECTBJIAETCA B COOTBETCTBUU
C UXTOProBbiMmh HAMMEHOBAHUAMU

1. HacTtoswwe MpaBuna onpeaensatoT NopaaoK GopMMpPOBaHNA yTBePKAAaemMoro MpaBuTenbLCTBOM
Poccuiickoli depepauun nepeyHa EKApCTBEHHbIX CPeAcTB, 3aKymnKa KOTOPbIX OCYLLECTB/ASETCA B
COOTBETCTBUM C UX TOPrOBbIMW HAUMEHOBAHMUAMM (Janee - nepeyeHb).

2. OcHOBaHMEM /17 BK/IIOYEHUS JIEKAPCTBEHHOIO CPeACcTBa B NepeyeHb ABAAETCA HEBO3MOMXKHOCTb
3aMeHbl N1IeKapCTBEHHOTO CPeACTBa B pPaMKax OAHOIO MEMAYHAPOLHOrO HEenmaTeHTOBAaHHOro
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HaMMEeHOBaHWA IEKAapPCTBEHHOIO CpPeacTBa MAM MPU OTCYTCTBMW TAaKOrO0 HaMMEHOBAHMA XMMMUYECKOTO,
rPynnMPOBOYHOIrO HaMMEHOBAHMA, onpegensdemad Cc Yy4yeTom MNoOKasateneir 3PpPeKTUBHOCTU U
6€30MacHOCTUN NIeKapCTBEHHbIX NpenapaToB. OCHOBAaHWEM A5 UCKAIOYEHUA SIeKapCTBEHHOMO CpeacTsa
N3 NepeyHA ABNAETCA BO3MOXKHOCTb TaKOM 3aMeHbl.

3. PaccmoTpeHmMe BONpoca 0 BOSMOXKHOCTU BKAOYEHMA IEKAPCTBEHHbIX CPeaCTB B NepeyeHb IMbo
WCKNOMEHNA NEKAPCTBEHHbIX CPEACTB M3 MepeyHsA OCYyLLeCTBAAETCA MOAKOMMUCCMEN MO BoOnpocam
obpalLeHmA nekapcTBEHHbIX cpeacTs MpaBUTENbCTBEHHOM KOMMCCMM MO BOMPOCAM OXPaHbl 340POBbA
rpaxgaH (aanee - Komuccma) no 3aasKkam GU3NYECKUX U IOPUANYECKUX UL,

4. 3aABKM HanpaBaaTca B Gopme INEKTPOHHOTO AOKYMEHTA MAM Ha ByMa)KHOM HocuTene B
MWuHUCTEPCTBO 34paBOOXPaHeHUsa Poccuiickon ®epepaumn. Popma 3aaBKM yTBEPKAAETCA YKa3aHHbIM
MuHucTepcTeOM.

5. PaccmoTpeHuMe BONpoca 0 BO3MOMKHOCTU BK/IOYEHMA IEKAPCTBEHHbIX CPeacTB B NepeyeHb 1Mbo
WUCKNIOYEHUNA NEKAPCTBEHHbIX CPEeACTB M3 MNEepeyHs OCYLLEeCTBAAETCA Ha OCHOBAHMM Caeayrowmx
OOKYMEHTOB (cBeAeHMI), HaxodAwmMxcA B pacnopsKeHun MuHuUCTepcTBa 34paBOOXPaHEHUs
Poccuitckoit depgepaunn:

a) oTyeTbl O pesynbTaTax Uccnen0BaHUN BMO3KBMBANEHTHOCTU JIEKAPCTBEHHbIX NPenapaToB MK
nccnenoBaHM TepaneBTUYECKOM 3KBMBAJIEHTHOCTM NEKapCTBEHHbIX MPenapaTtoB, MNPOBEAEHHbIX B
COOTBETCTBUM C NPaBUIAMU KIMHNUYECKOM NPAKTUKN, UK CBeAEHMA 06 OTCYTCTBUM TaKUX OTYETOB;

6) pesynbTaTbl 3KCNEPTMU3bl OTHOLEHUA OXUAAEMOW MOJb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUA
NIeKapCTBEHHbIX NPenapaTos;

B) pe3y/ibTaTbl MOHUTOPMHIa 6€30MacHOCTM IeKAaPCTBEHHbIX NPenapaTos.

6. 3asaBuTenb BMpaBe MNPeACTaBMTb YyKasaHHble B MyHKTe 5 HactoAwmx [MpaBun [OKYMEHTbI
(cBepeHMs) no CcOBCTBEHHOM MWHMLUMATMBE, a TaKXe WHble CBeAeHMA, B TOM 4YMCIe JaHHble
MEXAYHapoAHOro OnbiTa MNPUMEHEHUA  JIeKapCTBEHHbIX cpeacTB  (BcemupHoO  opraHusauuu
3[paBooxpaHeHuA, EBpoOMeicKoro areHTCTBa MO NEKAPCTBEHHbIM CpeacTBam W YnpaBaeHua Mo
KOHTPO/IIO 33 obpalleHnem MULWEBbIX MPOAYKTOB WM JeKapcTBeHHbIx cpeacts CLUA) u pesynbTaThl
onyb6/IMKOBaHHbIX Hay4HbIX UCCAEA0BAHUNA.

7. MuHucTepcTBO 3apaBooxpaHeHua Poccuitckolt Pepepaumm coBMecTHO ¢ MUHUCTEPCTBOM
NPOMbILLIIEHHOCTU M ToproBaun Poccuiickoint degepaunm n PegepanbHO aHTUMOHOMObHOM CAy»K60M
paccmaTpuBaeT 3asiBKM B CPOK, He npesbiwatowmin 30 aAHen co gHA ux nojaydyeHus. B cnyyae ecaum B
YKa3aHHbIN CPOK 3afBKa He MOXKET ObITb paccCMOTPeEHa, CPOK npoaseBaeTca, Ho He 6osiee yem Ha 30
AHel, o yem MUHUCTEpPCTBO 34paBooxpaHeHma Poccuitckon Pepepaummn MHOpMUPYET 3aABUTENS B
NUcbMeHHOM GopmMe Uan B popme 3/1eKTPOHHOTO AOKYMEHTA.

8. C yueTom pe3ynbTaToB YKa3aHHOro B NyHKTe 7 HacToAwwmMx [MpaBuUA COBMECTHOFO PacCMOTPEHMUA
3aABOK MuHUCTEPCTBO 34paBooxpaHeHus Poccuitickoli  depepaumm  obobwaer uHdopmaumio,
HeobXxoAMMYI0 ANA PacCMOTPEHUA BOMPOCA O BO3MOMKHOCTU BK/IIOYEHWUS SIEKAPCTBEHHbIX CPeacTB B
nepeyeHb NMB0O WUCKNIOYEHUS JNIEKAPCTBEHHbIX CPEACTB W3 MepeyHsa, M BHOCUT COOTBETCTBylOLLME
NPeasoXeHns C MNPUIOKEeHMEM HeobXxoAMMbIX OOKYMEHTOB (cBeAeHUld) Ha pacCcMoTpeHue
nogKomuccuel no Bonpocam obpaLleHUs nekapcTBeHHbIX cpeacts Komuccum.

9. MpM Hannumm pasHoOrnacuin MexKay YKasaHHbIMM B MNyHKTe 7 HacTosAwmx [lpasun
denepanbHbIMM OpraHamu MCMNOSIHUTENIbHOW BAACTU COOTBETCTBYHOLWME MNPeasoXKeHUsA BHOCATCA Ha
paccMoTpeHue NogKoMMCcCHe No Bonpocam obpalleHns NekapcTBEHHbIX cpencTs Kommccmm BmecTe ¢
NPOTOKO/IOM COF/IaCUTE/IbHOFO COBELLAHUA U 3aMeYaHUAMM COOTBETCTBYIOWMX desepanbHbiX OpraHoB
WCMOJIHUTE/IbHOM BNaCTH.

10. C yyeTom pe3ynbTaTOB PacCCMOTPEHMUA NPEANOKEHNIN O BKAKOUYEHUN NEKAPCTBEHHbIX CPeACTB B
nepeyeHb M60 06 MCKAOYEHUM NIEKAPCTBEHHbLIX CPEACTB M3 NepeyHs NoAKOMMCCMEen No Bomnpocam
obpalleHMa nekapcTBeHHbIx cpeacts Komuccnmm  MUHUCTEPCTBO  34paBooxpaHeHns  Poccuitckol
depepaunn rotoBUT Heobxoaumble maTepuanbl A1 BHECEHWS COOTBETCTBYIOLLMX NpPenioXKeHuin Ha
paccmoTtpeHue Komuccuei.

11. C yyeTom pe3y/ibTaTOB pPaccMoOTpeHMa Komuccuein npeanoxeHun, yKasaHHbix B nyHKTe 10
HacToawwmx Mpasua, MMHUCTEPCTBO 34paBooXpaHeHna Poccuitckon ®epepaumm:

dopMUpYeT NPOEKT nepeyHa, NeKapCTBEHHble CpeacTBa B KOTOPbIM  BKAKOYaAlOTCA noA
COOTBETCTBYIOLWMMN MEKAYHAPOAHbIMM HENaTeHTOBAHHbIMM HAaUMMEHOBAHMAMM WAM MPU OTCYTCTBUM
TAaKMX HAaUMEHOBAHUN XMMUYECKMMM, TPYMMUPOBOYHbIMM HAUMEHOBAHUAMM C YKa3aHUEM TOProBbIX
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HAaUMEHOBaHWI 1 NeKapPCTBEHHbIX GOpPM;
MHOOPMUPYET 3aBUTENA O PELLUEHUU, MPUHATOM MO ero 3asBKe.




