IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAITNN
ITOCTAHOBJIEHHUE

oT 5 mapta 2020 r. Ne 230

MOCKBA

O BBo3e B Poccuiickyio ®eepaunio KOHKPeTHOH NapTHH
He3aperHcTPHPOBAHHBIX JIEKAPCTBEHHBIX NPenapaToB, coJepPKaLIHX
HAPKOTH4YeCKHe CPeACTBA HJIM NMCHXOTPONHbIE BelleCTBA, /sl OKA3aHUA
MeJHUMHCKO#H MOMOILH MO )KH3HEHHBLIM NOKA3aHHUAM KOHKPETHOIO
NMaUHEHTA HJIH IPYNNbl NALHEHTOB

B cooTBeTcTBHM ¢ uacTbio 3' craten47 u NyHKTOM 6 cTaThH 48
QepepanbHoro  3akona "O6  ofpauieHMM — JIeKapCTBEHHBIX  CpencTB"
[TpaBuTenncTBO Poccuiickoit Peepallii N0 CTAHOBJU A E T :

1. Y1Bepauts npunaraemole IlpaBuna BBo3a B Poccuiickyro ®enepaumio
KOHKPETHOM MNapTHUM HE3aperuCTpUpPOBAHHBIX JIEKAPCTBEHHBIX IMpENnaparos,
COZlepXalMX HApKOTHYECKHE CpeacTBa WIIM [ICUXOTPOIHBIE BellecTBa, sl
OKa3aHUsA MEIMLMHCKOM MMOMOILIM IO >XKU3HEHHBIM [MOKA3aHUSAM KOHKPETHOTO
NaLK¥eHTa UM IPYIbl MalHeHTOB.

2. BBo3 He3aperucTpUpPOBAHHBIX JIEKapCTBEHHBIX npenaparos,
COepXallMX HAPKOTHYECKHE CpeACcTBa MJIM MCHUXOTPOINHBIE BELIECTBa,
B COOTBETCTBHUH C HACTOSIIIMM IIOCTAHOBJIEHHEM OCYLIECTBASETCS (eaepatbHbIM
roCy1apCTBEHHBIM YHHUTapHbIM MpeanpusitueM "MOCKOBCKUH 3HIOKPUHHBIN
3aBon".

3. leHexHble CpeACTBA HAa 3aKYIKY, BBO3 M JAOCTaBKY YIOJHOMOYEHHBIM
OpraHu3aUMuAM KOHKPETHOM MapTHH He3aperMCTPUPOBAaHHBIX JIEKAPCTBEHHBIX
npenaparoB, COAEPXKAIMX HApKOTUYECKHE CpeACTBAa WIM IICUXOTPOIMHbBIE
BellecTBa, (eaepanibHbIM TIOCYAapCTBEHHBIM YHHUTApHBIM  [PEATPUSATHEM
"MOCKOBCKMIH JHIOKPHHHBIH 3aBoA" mnpeaycMarpuBarorcs MHHUCTEPCTBY
NpOMBIIIUIEHHOCTH U ToproBiu Poccuiickoit ®enepauun B denepansHoM
Olo/KeTe Ha COOTBETCTBYIOLUUHI ro.
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4. YCcTaHOBHTS, 4TO BbIIa4a " (unu) NIpUMEHEHHe
He 3aperUCTpUpoBaHHbIX B  Poccuiickolt  ®enepauuud  JeKkapcTBEHHBIX
[penaparoB, COAEP)KalIMX HAapKOTHYECKHE CpeACcTBa MM IICUXOTPOIHEIE
BEIIECTBA, OCYILUECTBJSAIOTCS MEIHIMHCKUMU OpraHu3alisIMH IpPH HaIMYUH
JHUEH3HH Ha OCYUIECTBIIEHHE MAEATENBHOCTH MO 00OpOTYy HApKOTHYECKHX
CPEICTB, ICHXOTPOIHBIX BELIECTB U HX IPEKypCOpPOB, KYJIHTHBUPOBAHHUIO
HapKOCOAEpKalllUX pacTeHHH ¢ ykasaHHeM paboT (yclyT) Mo HCIIOIb30BaHHIO
HAapKOTMYECKMX  CpEOCTB M  IICUXOTPONHBIX  BELIECTB, BHECEHHBIX
B cnucku II u IIl mepedHss HapKOTHYECKHX CpPeICTB, IICUXOTPONHBIX BELIECTB
M MX TMpPEeKypcopoB, IMONexaluX KOHTpomo B Poccuiickoil Denepanmy,
B MEIULMHCKUX LIeJIIX W UX XPaHEHHI0 Ha OCHOBAHHM pELIEHUH BpauyeOHBIX
KOMHCCUH MEIMLMHCKMX OpraHu3alui, B KOTOPBIX HAXOINATCA IOJ
MEeIUIIMHCKUM HaONIOAeHWeM MNalueHThl, O Ha3HAaYeHWH U I[PUMEHEHUHU
HE3aperuCTpUPOBaHHBIX JIEKapCTBEHHBIX npenaparos, collepXalinx
HApKOTHYECKHE CpeACTBa HIM TICUXOTPONHBIE BellecTBa, IO KUIHEHHBIM
TIOKa3aHUSIM.

5. YoiHOMOYeHHble OpraHbl HCHOMHUTENBLHON BIacTH CyOBEKTOB
Poccuiickoit ®enepauuu B cdepe oxpaHbl 3A0pOBbsl I'paKJaH Ha OCHOBaHHHU
pemleHMH  BpadeOHBIX  KOMMCCHH  MEIMIMHCKHMX  OpraHud3aluii o
He3(HEKTUBHOCTH HJIM HEBO3MOXXHOCTU IMPUMEHEHHUS Y KOHKPETHOI'O MaleHTa
MHBIX 3aperHCTPUPOBAaHHBIX JIEKAPCTBEHHBIX IIPENapaToB, B TOM 4HCIE
COIEepXKAIlUX NpYTHe NEHCTBYIOIIME BellleCTBa, OPTaHU3YIOT paclpeleneHHe
MEXAY MeTULIUHCKUMU OpraHU3aLMUAMH KOHKpEeTHOH napTHH
He3aperHCTPUPOBaHHBIX JIeKapCTBEHHBIX npenaparos, collepKailux
HapKOTHYECKHUE CpelCTBa UM IICUXOTPOIIHBIE BeIecTBa, B LeNAX HX BBIOAYU
U (UIH) IPUMEHEHUS C YYETOM BHOBB BBIABJICHHBIX MMAllHEHTOB.

6. Hactosee nocranosneHue aerctByet g0 31 nexadbps 2023 r.

IIpencenarens IIpaBuTq

Poccuiickoi ®enep M.Muiyctus
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YTBEPX/JEHDbI

nocraHosnenueM I lpaBuTenscTBa
Poccuiickoit @enepaunu
ot 5 mapta 2020 r. Ne 230

IIPABHUIA

BB03a B Poccuiickylo ®Peepanmio KOHKpeTHO#H NapTHH
He3aperHCTPHPOBAHHBIX JIEKAPCTBEHHBIX NMpPenaparos,
coepKallHX HAPKOTHYECKHE CPEACTBA HJIH NMCHXOTPONHbIE BellleCTBa,
AJIA OKa3aHUA MEAHIHHCKOH MOMOILLH MO >KH3HEHHBIM MOKA3aHHAM
KOHKPETHOI'0 NAUHEHTA HJIH TPyNNbl NAlHEHTOB

1. Hactossmue IlpaBuna ycraHaBnuBaroT nopsaok BBo3a B Poccuiickyro
denepauuio KOHKPETHOH NapTHH HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
NpenapaTroB, CONEPXKAIUMX HApKOTHYECKHE CpeAcTBa HIH [CHUXOTPOIHbIE
BEUIECTBA, BK/IIOYEHHBIX B IepedyeHb 3aboneBaHWl M COCTOSHUHA H
COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IpenaparoB, COAEpXaLIUX HapKOTHYEeCKHe
CpeACTBa M [CHXOTPOIHBIE BEILIECTBA, YTBEpXKAaeMblii MHHHCTEpCTBOM
3apaBooxpaHeHuss Poccuiickot @enepauuu, s OKazaHUS MEIUUHUHCKOM
MOMOILM MO >XH3HEHHBIM [10Ka3aHUSIM KOHKPETHOro [MalleHTa HJIM FPYIIIb]
MalMEeHTOB (Jajiee - KOHKpeTHasi MapTHsl HApKOTHHECKUX WJIM TMCHUXOTPOMHBIX
NIeKapCTBEHHBIX MpPeENnapaToB).

2. lna  BBO3a B Poccuiickyro @enepaudio KOHKpPETHOHW MapTUH
HapKOTUYECKUX MIIH MCUXOTPOITHBIX JIEKAPCTBEHHBIX NMPENapaToB NPeANpPUATHEM,
yKa3aHHbIM B IIyHKTe 2 nocraHoBiieHus [IpaBurenbctBa Poccuiickoit ®@enepaumn
or 5 mapra 2020 r. Ne 230 "O BBo3e B Poccuiickyro ®enepauuto
KOHKPETHOH MNapTHM HE3aperuCTPUPOBAaHHBIX JIEKapCTBEHHBIX [penaparos,
COEPKAlMX HApKOTHYECKHE CPEACTBa WM I[CUXOTPONHbIE BELIECTBa, AJiA
OKa3aHusl MEIULMHCKOH [MOMOLUM IO >KM3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO
nanyMeHTa WM FPYNNsl MalMEHTOB", NOMXKHBI ObITh MOMYYEHbl pa3pelIMTEIbHbIE
JOKYMEHTbl B [MOpsAKE, YCTaHOBIEHHOM noOcTaHOBIeHHeM [IpaBurtenscrBa
Poccuiickoit ®enepauuu ot 21 mapra 2011r. Ne 181 "O mopsinke BBO3a B
Poccuiickyro @enepaunio ¥ BeiBo3a U3 Poccuiickoit Penepalimm HapKOTHUYECKHX
CPEACTB, ICUXOTPOINHBIX BEILIECTB U X NPEKYPCOPOB".
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3. YNONHOMOYEHHbIE OpraHbl  MCIMOJHHUTEIBHOH BJacTH CYOBbEKTOB
Poccuiickoit Menepaunu B chepe oxXpaHbl 3[0POBbS IpaKJaaH HA OCHOBAHHUH
pelIeHHH BpayeOHBIX KOMHCCHH MEJIMLUMHCKHX opraHu3aluu 0
Hea(h(HEeKTUBHOCTH WIIM HEBO3MOYKHOCTH NMPHUMEHEHHUS Y KOHKPETHOIO MalHeHTa
MHBIX 3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBLIX [penapatoB, B TOM 4YHCIIe
coJepxalmux Apyrde [IeHCTBylOLIME BEIECTBA, U HEOOXOJUMOCTH BBO3a
ONPEAETIEHHOIO  HE3aperMCTPUPOBAHHOIO  JIEKAPCTBEHHOrO  Iperapara ¢
YKAa3aHUEM €ro MeXYHapOJHOro HEMATEHTOBAHHOIO (MM XUMHUYECKOTO, WU
rpyNIIMPOBOYHOTO) HAMMEHOBAHHUs, GOPMBI BBITYCKa U KOJIMYECTBa B IOPALKE,
YCTaHOBJIEHHOM mocTta”HoBieHueM [lpaBurtenscrBa Poccuiickoit ®enepanuu
oT 26 utoas 2010 r. Ne 558 "O nopsake pacnpeneseHus, OTycka U peajlu3aluu
HApKOTHYECKHX CPEACTB M I[ICUXOTPOIHBIX BEILIECTB, a TaKXe OTIYyCcKa H
peasiM3alid MX NpeKypcopoB”, GOpMHUPYIOT CBOAHYIO 3asBKY Ha KOHKPETHYIO
MapTHIO HApKOTHYECKHMX MM TICHXOTPOMHBIX JIEKapCTBEHHbIX IIpenapaToB
MCXOMsl W3 pacycTHOH MOTpeOHOCTH, NpPeAyCMOTPEB IIpH HEOOXOJMMOCTH
yBEJIMUYEHHE pAcUYeTHOH MNOTPeOHOCTH Ha BEJIMYMHY, HE [PEBBIIAIIYIO
25 npoueHToB, B Ueisix (OpPMHpOBaHMs 3amaca, U MNPeACTaBIAIOT CBOAHYHO
3a8BKY B MHHUCTEPCTBO TMPOMBIILJIEHHOCTH M ToproBiu  PoccHiickoit
Penepalny U8 BKIOYEHHUS B IIJ1aH pacnpe/iesieHus HAapKOTHYECKUX CPEACTB U
IICUXOTPOIMHBIX BELIECTB, a TakkKe B MUHUCTEPCTBO 3ApaBOOXpPaHEHUS
Poccuiickoi Menepaunu.

4, B cnayyae HeoOXOJMMOCTH M3MEHEHHMS TOJ0BOH NOTpedHOCTH
Poccuiickoit @enepauuMd B HApKOTHYECKHX CpPEACTBaX U ICHUXOTPOIHBIX
BELIECTBaX C YYETOM IJAHUPYEMOIO BBO3a KOHKPETHON MapTUH HapKOTHYECKHUX
2810’ MICUXOTPOIIHBIX JIeKapCTBEHHBIX npenapaTos MunucTepcTBO
3ipaBooxpaHeHust Poccuiickoit ®epepanuu HamnpapisieT JIOIOJHUTEbHbIE
cBejieHUsi B MHUHUCTEpCTBO BHYTpeHHUX paen Poccuiickoil Penepauuu g
UHDOPMUPOBAHUS  MeXKIYHapoJHOIO  KOMMTETa 10  KOHTPOJIO  Haj
HapKOTHKaMH.
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