NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 5 mapra 2020 r. N 230

O BBO3E
B POCCUICKYIO ®EIEPALIVIO KOHKPETHOM ITAPTUU
HE3APETMICTPUPOBAHHBIX JIEKAPCTBEHHBIX I[TPEITAPATOB, COJEPXKAIINX
HAPKOTUYECKUE CPEJICTBA VI IICUXOTPOITHBIE BEIIECTBA,
IJ1S1 OKA3AHMS MEOULIMHCKOM TTOMOIIY 1O KU3HEHHBIM [TOKA3AHUSIM
KOHKPETHOTO IMTALIMEHTA WJIV TPYIIIHI [TAITUEHTOB

B cooTBeTCTBUM C YacThio 3.1 cTaTby 47 1 MMyHKTOM 6 cTaTbhy 48 DemepanbHOTO 3aKoHa "O6 obpaleHnM
neKapcTBeHHbIX cpeacTB” [IpaButenbcTBO Poccuiickoit @enepanuy MoCTaHOBIISIET:

1. VTBepauTh npuiaraemslie [IpaBuia BBo3a B Poccuiickyro @enepaniio KOHKPeTHOM IapTumn
He3aperuCcTPUPOBAaHHbBIX JIEKAPCTBEHHBIX IPENapaToB, COAepKallx HapKOTUUeCKe CpefCcTBa WIN
IICUXOTPOIIHbIE BelecTBa, /151 OKa3aHUs MeIULIVHCKO [IOMOLIY 110 )KMU3HEeHHBIM [10Ka3aHUsIM
KOHKPETHOTO MalMeHTa W TPYIIbI MaleHTOB.

2. BB03 He3aperncTpUpoOBaHHbIX JIEKAPCTBEHHbIX IIperapaToB, CoAepKaluX HapKOTUYEeCKe CPeiCTBA UIN
MICUXOTPOITHBIE BeleCTBa, B COOTBETCTBUY C HACTOSIIIVM ITIOCTAaHOBIEHNEM OCYIIeCTBIsIeTCs emepaabHbIM
rOCyZapCTBEHHBIM YHUTAPHBIM IpennpusateM "MoCKOBCKMI 3HOOKPMHHLIN 3aBOJ".

3. [leHeskHbIE CPeACTBA Ha 3aKYIIKY, BBO3 M JOCTABKY YIIOJJTHOMOYEHHbBIM OpraHM3aIMsIM KOHKPETHO#
MapTUM He3apeTruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPeIapaToB, COAepsKallX HapKOTUUYeCKMe CPeaCcTBa UK
TICUXOTPOITHBIE BelleCTBa, helepaibHbIM rOCyJapCTBEHHBIM YHUTAPHBIM MpeArpusTieM "MoCKOBCKUiA
SHIOKPUHHBIN 3aBOJ" TIpeIyCMaTpPUBaIOTCSI MUHMCTEPCTBY MPOMBIIIJIEHHOCTY M TOPTroBau Poccuiickoii
denepanuu B pemepaabHOM OI0KETe Ha COOTBETCTBYIONI NI TOI,.

4. YCTaHOBUTD, UTO BbIJa4a U (MJIM) MpUMeHEeHMe He 3aperncTpMpoBaHHbIX B Poccuiickoit Demeparum
JIeKapCTBEeHHBIX ITperapaToB, COAepsKaIlMX HApKOTUUECKIe CPpeICTBA WY IICUXOTPOITHbIE BelleCTBa,
OCYIIECTB/SIOTCS MeAUIIMHCKUMY OPTaHM3aIMSIMM TIPU HATMYUU JIMIIEH3MM HA OCYIIeCTBIIEHME
IesATeIbHOCTY 110 060POTY HAPKOTUYECKUX CPENICTB, MICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB,
KyJIbTMBUPOBAHMIO HAPKOCOIepsKaIMX pacTeHM ¢ yKa3zaHueM paboT (YC/IyT) MO UCIOAb30BaHUIO
HapKOTMUYECKUX CPEACTB U IICUXOTPOIHBIX BEIIECTB, BHECEHHbIX B cricKy II u 11 mepeyHss HApKOTUYECKMUX
CpPeJICTB, MICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOIeXaNUX KOHTPOIIO B Poccuiickoit @enepanyn,
B MEIUIIMHCKUX IEJISIX Y UX XPAHEHNIO HA OCHOBAHUM pPelIeHii BpaueOHbIX KOMUCCHUI MeIUIIMTHCKUX
OopraHmu3aiuit, B KOTOPbIX HAXOISITCS IO, MeAUIIMHCKUM HabII0AeHeM MalMeHThl, 0 Ha3HAUeHUU U
MpMMEeHEeHUY He3apermCcTPUPOBAHHBIX JIEKAPCTBEHHBIX ITPerapaToB, COAepKaIluX HapKOTUYeCKue
CpeJ[iCTBa UM TICUXOTPOIIHBIE BEIeCTBA, 110 SKM3HEeHHBIM TTOKa3aHMUSIM.

5. YmosiHoMOuYeHHbIe OpraHbl MCITOJHUTEIbHOV BJIacTy CyOobeKTOB Poccuiickoit ®enepanyu B chepe
OXpaHbl 3I0POBbSI I'PAKIAH HA OCHOBAHMM PENIeHMIT BpaueOHbIX KOMUCCHUIT MeIUIIMHCKUX OpraHm3aluii o
He3(DGEeKTUBHOCTM WJIM HEBO3MOKHOCTY IIPUMEHEHMSI Y KOHKPETHOTO MalieHTa MHbIX
3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEIapaToB, B TOM UMcie CoaepKalux Ipyrue oeicTByolme
BeleCTBa, OPraHU3YIOT paclipefe/ieHne Mexay MegUIMHCKMMU OpraHn3anusiMy KOHKPETHOV apTumn
He3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX MIPenapaToB, CoAepKaliX HApKOTUUECKME CPEeICTBA UK
TICUXOTPOIIHbIE BEIECTBA, B I1eJISIX X BbIIaUM U (MJIN) TIPUMEHEHUS C yY€TOM BHOBb BbISIBJIEHHBIX
MalVeHTOB.

6. HacTosiee moctaHoBeHMe eiicTBYeT 10 31 nekabps 2023 .

IIpencenarens [IpaBuTe/bCTBA
Poccuiickoit @enepatyin
M.MUIITYCTUH



YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatyin

ot 5 mapTa 2020 r. N 230

[TPABUJIA
BBO3A B POCCUNMCKYIO ®EJIEPALIMIO KOHKPETHO ITAPTUN
HE3APETMCTPPOBAHHbBIX JIEKAPCTBEHHbBIX ITPEITAPATOB, COOEP>KAIIIMX
HAPKOTMYECKUME CPEACTBA WJIN IICMXOTPOITHBIE BEIIECTBA,
IIJI1 OKA3AHVS MEIUIIMHCKOM [TOMOIIX IO JKM3HEHHBIM [TIOKA3AHUSAM
KOHKPETHOTI'O ITAHMEHTA WJIV TPYIIIIbI ITATMEHTOB

1. Hactosmue [IpaBuia ycTaHaBAMBAIOT NOPSALOK BBO3a B Poccuiickyro @enepanio KOHKpETHOM ITapTun
He3apercTpMpPOBAHHbBIX JIeKAPCTBEHHBIX NIPeIapaToB, CoLepKallux HapKOTUUYeCKe CpenCcTBa U
MICUXOTPOIIHBIE BellleCTBa, BKIIOUEHHBIX B llepeueHb 3a00/IeBaHM i 1 COCTOSTHUI ¥ COOTBETCTBYIOIINX
JIeKapCTBEHHBIX IIperaparos, COLepKallX HApKOTUUeCKMe CpefiCTBa U IICUXOTPOIIHbIe BellecTBa,
yTBepXIaemMbiii MUHUCTEPCTBOM 34paBooxXpaHeHus Poccuiickoin @epgepannm, oy OKa3aHUs MeIUITMHCKOM
TIOMOLIY IO XM3HEHHBIM [I0Ka3aHUSAM KOHKPETHOI0 Mal/ieHTa UV IPYIIIbI [TAlMEeHTOB (Jajee -
KOHKpeTHas IapTusi HApKOTUYeCKMUX UM IICUXOTPOIIHBIX JIEKAPCTBEHHbIX IIPerapaToB).

2. lns BBO3a B Poccniickyro @epepaliviio KOHKPETHOM apTUM HAPKOTHUYE CKUX MU TICUXOTPOITHBIX
JIeKapCTBEHHBIX IIperapaToB MpeaInpusiaTeM, yKa3aHHbIM B ITYHKTe 2 rTocTaHOBaeHus [IpaBuTenbcTBa
Poccuiickoit ®epepaunu ot 5 mapra 2020 . N 230 "O BBo3e B Poccuiickyio @emepaiinio KOHKPETHOI
MapTUM He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPenapaToB, COAepKalMX HapKOTUIECKMe CpeacTBa UiIn
TICUXOTPOITHbIE BellleCTBa, IJIs1 OKa3aHMsI MeAUIMHCKOV TOMOIIM 10 KM3HEeHHbIM ITOKa3aHMUSIM
KOHKPETHOTO MaIMeHTa VI TPYIIThI ITallIeHTOB", MO/DKHBI ObITh MOJyYeHbI pa3pelnTe/TbHble JOKYMEHTbI
B IIOPSIIKe, YCTAHOBJIEHHOM nocTaHoBieHeM [IpaBurtenbcTBa Poccuiickoin @enepannm ot 21 mapra 2011
r. N 181 "O nopsiake BBO3a B Poccuiickyto @epepanyio 1 BbiBo3a 13 Poccuiickoii ®enepannum
HApKOTUYECKMX CPeICTB, IICUXOTPOITHBIX BEIlleCTB U UX MPEKYPCOPOB".

3. YosiHOMOUYeHHbIe OpTraHbl MCITIOJHUTEIbHO BJIacTy CyOobeKTOB Poccuiickoit ®emepanynu B chepe
OXpaHbI 3A0POBbS IPAKIAH HA OCHOBAHUM PellleHNi BpaueOHbIX KOMUCCHUIT MeAVNIIMHCKUX OPTaHU3AIii O
Hea(hHEeKTUBHOCTY WM HEBO3MOKHOCTU MPUMeHeHUsT Yy KOHKPETHOTO MallyeHTa MHBIX
3apernCcTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEIapaToB, B TOM UMcie CoaepKalux Ipyrue OeiCcTBYIoLe
BellleCcTBa, M HeOOXOAMMOCTY BBO3a OIIpeIeJIEHHOTO He3apermcTpUpOBaHHOTO JIEKAPCTBEHHOTrO IIperapara
C YKa3aHyueM ero MeXXayHapoaHOTO HellaTeHTOBAHHOIO (MJIM XMMMUUECKOTO, WV TPYIIIIPOBOYHOIO)
HauMeHOBaHMs, GOPMbI BbIITyCKa U KOJIMYECTBA B MOPsIKe, YCTAHOBJIEHHOM MTOCTaHOBJIEHM EM
[TpaBuTenbcTBa Poccuiickoit ®epepanym ot 26 mioisg 2010 r. N 558 "O nopsiake pacripeesieHus, OTITycKa 1
peanu3auyy HAPKOTUUYECKUX CPEJICTB U MCUXOTPOITHBIX BEIIECTB, a TAK)Ke OTITyCKa M peanusauum ux
MpeKypcopoB’, GOpMUPYIOT CBOJHYIO 3aIBKY HA KOHKPETHYIO IapTUI0 HAPKOTUUECKUX WU TICUXOTPOITHBIX
JIeKapCTBEHHBIX ITPerapaToB UCXO/IS U3 PACUETHOI MOTPeOHOCTH, TPEeAYCMOTPEB MTPU HEOOXOAMMOCTI
yBeJMueHe pacyeTHON MOTPe6GHOCTM Ha BeIMUMHY, He TPeBbINIaoNyio 25 Mpo1eHTOB, B LIeJIsX
dbopMupoBaHMs 3amaca, ¥ MpeACcTaBIISIOT CBOAHYIO 3a9BKY B MMHUCTEPCTBO ITPOMBIIIVIEHHOCTH U TOPTOBJIU
Poccniickoit @epepannm 418 BKAOUYEHM B IUIaH paclipenesieHys HapKOTUUYeCKUX CPenCTB U
TICUXOTPOITHBIX BelllecTB, a TakKe B MMHUCTEPCTBO 34 paBooxpaHeHns Poccuiickon ®@enepanyn.

4. B cyiygae He0O6XOAMMOCTH M3MEeHEeHMS TOI0BOI IoTpedHoCTM Poccuiickoit ®emepanyy B HAPKOTUUECKUX
CpeACTBax U MCUXOTPOITHBIX BEIIECTBAX C YUETOM IUIAHMPYEMOT'0 BBO3a KOHKPETHOI IapTun
HAapKOTUYECKUX VI TICUXOTPOITHBIX JIEKAPCTBEHHBIX ITpernapaToB MUHUCTEPCTBO 3APaBOOXPAHEHMS
Poccuiickoit @epepaliny Harpas/sieT JOMOTHUTEIbHbIE CBeleHMSI B MMHUCTEPCTBO BHYTPEHHUX e
Poccuiickoit ®epepauyy ajis nHGopMuUpoBaHMsS MeKTyHapOSHOTO KOMMUTETA IT0 KOHTPOJIIO Ha/T
HapKOTUKaMMU.



