MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 5 mapta 2020 r. Ne 230

MOCKBA

O BBO3e B Poccniickyro @enepanyio KOHKPETHOM MapTHH
He3aperucTPMpPOBAHHBIX JEKAPCTBEHHBIX NPENapaToB, COJEPKALIUX
HAPKOTHYECKHE CPEACTBA WIN IICHXOTPOIHbIE BELEeCTBA, 1JIs1 OKA3aHUs
MeIMIMHCKO! MOMOIIM 110 KU3HEHHBIM IOKAa3aHUAM KOHKPETHOI 0
MANMEHTA WM TPYNIbI NAlHEHTOB

B cooTBeTCTBHH ¢ uyacThio 3° cratbm 47 M TyHKTOM 6 crathu 48
®enepanbHoro  3akona  "'O06  oOpalieHMM  JIGKAPCTBEHHBIX  CPEACTB"
IIpaBurenscTBO Poccuiickon @enepalui HOCTAaHOBJAAET !

1. VrBepauth npunaraemeie [IpaBuna BBo3a B Poccuiickyto denepanuio
KOHKPETHOM TMapTUX HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTos,
COZIEpIKalllMX HAPKOTHYECKUE CPENICTBA WM IICUXOTPOIHbIE BEIIECTBA, IS
OKa3aHUs MEIMIIMHCKOM MOMOIIU IO >KU3HEHHBIM IOKAa3aHUSIM KOHKPETHOIO
MalKreHTa Wik TPyNIbl HalueHTOB.

2. BBo3 HE3apeTruCTPUPOBAHHBIX JIEKApCTBEHHBIX penaparos,
COJIEpKalllMX HApPKOTUYECKUE CPEACTBA WJIA TCUXOTPOMHBIE BELIECTBA,
B COOTBETCTBUU C HACTOSIIINM TTOCTAHOBJICHUEM OCYIIECTBIIsIeTCA (PeaepaabHbIM
rOCYJapCTBEHHBIM YHUTAPHBIM MPEANPUATHEM ' MOCKOBCKUI 3HJIOKPUHHBIN
3aBOJX".

3. JleHexxHbIE CpEACTBA HA 3aKYNKY, BBO3 U JJOCTABKY YIMOJTHOMOYEHHBIM
OpraHu3alvsIM KOHKPETHOW MapTUU HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB, COACPKAIMX HAPKOTHUUYECKUE CPEACTBA WIJIM TCUXOTPOIHBIE
BeIecTBa, (eJepalbHBIM TOCYJAPCTBEHHBIM YHUTAPHBIM MPEANPUATHEM
"MOCKOBCKMI 3SHAOKPUHHBIA 3aBOJA’ MPELyCMaTpUBaIOTCs MUHUCTEPCTBY
MPOMBITIUICHHOCTH W ToproBiu Poccuiickoit @Denepanuu B (enepanbHOM
O10/1’KETE Ha COOTBETCTBYIOIIUH TO/I.



4. YCTaHOBUTb, 4TO BbIJIaya U (vm) MIPUMEHEHHE
HE 3apETUCTPUPOBAHHBIX B Poccuiickoii  ®enmepauuu  J€KapCTBEHHBIX
MpENnapaToB, COAEPKAIIUX HAPKOTHUYECKUE CPEACTBA WM IICUXOTPOIHBIE
BEILIECTBA, OCYIIECTBISIOTCA MEAULUMHCKUMU OpPraHU3alUsAMHU IPU HAIUYAH
JUIEH3UM Ha OCYLIECTBICHUE JEATEIbHOCTH 10 OO0OpOTY HApPKOTHUYECKUX
CPEACTB, ICUXOTPOMHBIX BEIIECTB M HX MPEKYpPCOPOB, KYJIbTUBUPOBAHUIO
HapKOCOJIepKalllUX PAaCTeHUN C ykazaHueM paloT (yClIyr) MO HCIOIb30BaAHUIO
HApKOTUYECKUX  CPEICTB M  MCUXOTPONHBIX  BEMIECTB,  BHECEHHBIX
B criucku II m Il mepeyHs HapKOTUYECKUX CPENCTB, MCUXOTPOIHBIX BEIIECTB
U HUX MPEKypcopoB, MNOMICKAIMX KOHTpoito B Poccuiickon ®exnepauuu,
B MEIMIIMHCKUX IENSIX M WX XPAaHEHUIO HA OCHOBAaHUMU PEIICHHM BpadueOHBIX
KOMUCCHUM  MEIULMHCKUX OpraHu3aluid, B KOTOPBIX HAaxXOHATCS MOJ
MEJUIIMHCKUM HAOJIOJIEHUEM TAllMeHThl, O Ha3HAYEeHUU U TMPUMECHECHHUH
HE3aperuCTPUPOBAHHBIX JIEKapCTBEHHBIX IIPEIaparos, coaepKalux
HApKOTUYECKUE CpEICTBA WJIA IICUXOTPOIHBIE BEIIECTBA, I10 YKU3HCHHBIM
MOKA3aHUSIM.

5. YIIOTHOMOYEHHbIE OpraHbl HCIOJHHUTEIBHONW BJIACTH CYOBEKTOB
Poccuiickoit deneparuu B chepe oxXpaHbl 3I0pOBbsl TPaKJaH Ha OCHOBAaHUU
pemieHnii  BpadyeOHBIX ~ KOMHCCHM  MEAMIIMHCKMX  OpraHu3aluid o
HeA((PEKTUBHOCTU UM HEBO3MOKHOCTH NMPUMEHEHHUS Y KOHKPETHOTO MaIMeHTA
VHBIX 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToB, B TOM YHUCIIE
coAepXKallMX APYrue ICUCTBYIOIIME BEIIECTBA, OPraHU3YIOT PACHPENECICHUE
MEXKITY MEIULUHCKUMU Opra”u3auusIMu KOHKPETHOM napTuu
HE3apEruCTPUPOBAHHBIX JIEKapPCTBEHHBIX IIPEIaparos, coaepKalux
HApKOTUYECKUE CPEICTBA WIM IICUXOTPOITHBIE BEIIECTBA, B LEIAX MX BbLAAYU
U (WJI1) TPUMEHEHUS C YYETOM BHOBB BBISIBIICHHBIX MAIMEHTOB.

6. Hacrosuiee noctanosnenue aeicteyer a0 31 gexadps 2023 r.

[Ipencenarens [IpaBurenscrBa
Poccuniickon ®@enepanuun M.MuyctuH



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 5 mapta 2020 1. Ne 230

IIPABHUJIA

BB03a B Poccuiickyro degepanunio KOHKPETHOW APTHH
HE3apPerucCTPUPOBAHHBIX JIEKAPCTBEHHbIX NPeNaparos,
coAepKalIMX HAPKOTHYECKHUE CPeCTBAa UJIM IICUXOTPOIHbIE BellecTBa,
JAJIS OKA3aHUSI MeIULUHCKOU IMOMOIIH 10 )KU3HEHHBIM NOKA3AHUAM
KOHKPETHOI'0 MAalMEeHTAa WM IPYNNbI NAUNEHTOB

1. Hactosimue IlpaBuiia ycTaHaBiIMBalOT MOPS0K BBo3a B Poccuiickyro
@enepali0 KOHKPETHOM MapTUU HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpEnapaToB, COACPKAIIMX HAPKOTHUYECKHUE CPEACTBA WM IICUXOTPOIIHBIC
BEUIECTBA, BKJIIOYEHHBIX B TIepeueHb 3a00eBaHMM M COCTOSHUN U
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENApaTOB, COAEPKALIUX HAPKOTUYECKUE
CPEACTBA U IICUXOTPOIIHBIE BELIECTBA, YTBEPXKAAeMbli MMHUCTEPCTBOM
3apaBooxpaneHusi Poccuiickon dDepepanuu, IS OKa3aHUS MEIUIMHCKOW
[OMOIIM MO >KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO IAlWEHTAa WIH TPYMIbI
NALMEHTOB (Jajiee - KOHKPETHAass NapThsl HApKOTHMYECKUX WJIM ICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETMapaToOB).

2. lns  BBO3a B Poccmiickyro ®enepaiiio KOHKPETHOW  MapTUU
HapKOTHUYECKUX WJIM MCUXOTPOMHBIX JEKAPCTBEHHBIX MPENAapaToOB MPEANPHUITHEM,
yKa3aHHbIM B ITyHKTe 2 nocTtaHoBieHus [IpaBurenscrBa Poccuiickoit denepanumn
or 5 wmapra 2020 r. Ne 230 "O BBo3e B Poccuiickyro deneparuio
KOHKPETHOM NapTHUM HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB,
COZIEpKAIMX HApPKOTHUYECKHE CPEICTBA WM IICUXOTPOIIHBIE BEIIECTBA, IS
OKa3aHMsI MEIMIMHCKON MOMOLIM MO KU3HEHHBIM IMOKA3aHUSM KOHKPETHOIO
NaIUeHTa WM TPYIIBI MalUEeHTOB", JOJKHBI OBITh MOJyYEHBI pa3peluTe/IbHbIC
JOKYMEHTBI B TIOpSIKE, YCTAaHOBJIEHHOM IIOCTaHOBIEHHEM IIpaBuTenbcTBa
Poccuiickoit ®enepamun ot 21 mapra 2011r. Ne 181 "O nopsiake BBO3a B
Poccuiickyro @enepannio u BbiBo3a n3 Poccuiickont @enepanuy HaApKOTHYECKUX
CPEACTB, ICUXOTPOIHBIX BELLECTB U UX PEKYPCOPOB".



3. YIIOTHOMOYEHHbIE OpraHbl HCIOJHHUTEIbHONM BJIACTH CYOBEKTOB
Poccuiickoit deneparun B cdepe oxpaHbl 3I0pOBbsl TpaKJaH Ha OCHOBAHUU
pemieHuii  BpadyeOHbIX ~ KOMHCCHH  MEAMIIMHCKUAX  OpraHu3aluid o
He?((PEKTUBHOCTH UM HEBO3MOKHOCTH NMPUMEHEHHUS Y KOHKPETHOTO MaleHTa
WHBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENApPAaTOB, B TOM YHCIIE
collepKallluX JApyrue JIeUCTBYIOIIME BEIIecTBa, M HEOOXOJIMMOCTH BBO3a
ONPENIEIICHHOTO  HE3aperMCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O  IIpemapara ¢
yKa3aHUEM €ro MEXIYHApOJHOTO HEMaTEHTOBAaHHOTO (MJIM XMMHYECKOTO, WITU
IpPyNIUPOBOYHOT0) HAMMEHOBAHUS, (POPMBI BBIITYCKAa U KOJMYECTBA B MOPSIKE,
YCTaHOBJIEHHOM mnoctaHoBiieHueM [IpaBurensctBa Poccuiickor Penepanuu
ot 26 utons 2010 r. Ne 558 "O nopsinke pacnpesesnenus, OTIyCKa U pealu3aiuu
HApPKOTUYECKUX CPEICTB M IICUXOTPONHBIX BEIIECTB, a TAaKXKE OTIyCKA H
peanu3anuu ux MpeKypcopoB”, GOPMUPYIOT CBOJHYIO 3asBKY Ha KOHKPETHYIO
MMAPTUI0 HAPKOTUYECKUX WIJIM TICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEIApaTOB
UCXOJII M3 PaCYETHOM MOTPEOHOCTH, MPEAYCMOTPEB IMPU HEOOXOIUMOCTH
YBEJIMYECHHE PACUETHOM TMOTPEOHOCTH Ha BEJIMYMHY, HE MPEBBIIIAIONIYIO
25 pOLIEHTOB, B IeisiX (OPMHUpPOBAaHMS 3amaca, U MPEACTABIAIOT CBOJHYIO
3aBKY B MMUHHUCTEPCTBO IMPOMBILIJICEHHOCTH MW TOProBiM Poccuiickon
@denepauuu 11 BKIOUYCHUS B IUIAH PACIPENCICHUS] HAPKOTUYECKUX CPENICTB U
IICUXOTPOITHBIX BEMIECTB, a TakKke B MMUHUCTEPCTBO 3APABOOXPAHEHUS
Pocculickon ®@enepanumu.

4.B cnydyae HEOOXOJUMOCTHM W3MEHEHHUS TOJIOBOM MOTPEOHOCTH
Poccuiickonn @enepaun B HApKOTHYECKUX CPEACTBAX M ICUXOTPOIHBIX
BEIIECTBAaX C YYETOM IUIAHUPYEMOIrO BBO3a KOHKPETHOW MAapPTUX HAPKOTUYECKUX
W NICUXOTPOITHBIX JIEKapCTBEHHBIX IpenapaToB MunuctepcTBo
3npaBooxpaneHust Poccuiickon ®epepauuy HanpasiaseT AONOJHUTEIbHbBIC
cBelaeHus B MuHHCTEPCTBO BHYTpeHHHX Aen Poccuiickon ®enepanuu s
uHpopMupoBaHus ~ MEXIyHapOAHOTO  KOMHUTETa IO  KOHTPOIK  Haj
HAapKOTUKAMH.




