UHdopmaumoHHoe nucbmMo MuHuctepcTBa 3apaBooxpaHeHust PP ot 17 oktabpa
2013 r. N 25-4/10/2-7719

B uenax peanusauuu nyHkta 16 yactn 2 craten 14 ®epeparnbHOro 3akoHa ot 21
HosiIOps 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl 300pOBbS rpaxaaH B Poccuickon
depepaunn” MunsgpaBom Poccum paspaboTaH u ytBepxaeH npukas ot 20 gekabps
2012r.N 11751 "O6 yTBEpxOeHMM nopsiaka Ha3Ha4YeHusi U BbIMUCbIBAHUS
nekapcTBEHHbIX NpenapaToB, a Takke opM peuenTypHbIX 6NaHKOB Ha NeKapCTBEHHbIE
npenapatbl, nopsgka OMOPMIEHUs YyKasaHHbIX OnaHKoB, MX Yy4yeTa WU XpaHeHus"
(3apeructpmuposaH MuHoctom Poccun 25 niona 2013 r., pernctpaumoHHbin N 28883).

YKasaHHbI NpuKas HanpaBfeH Ha COBEpLUEHCTBOBaHME TpeboBaHMM K
Ha3HAYeHUIO W BbINUCLIBAHUIO HAPKOTUYECKMX W MNCUXOTPOMHbLIX NEKapCTBEHHbIX
npenapaTtoB C LUENbi0 MOBbIWEHUS WX [JOCTYNHOCTM Ans obnerdyenna ©6onn vy
Hyxgawowmxcs B o6e3bonMBaHMM NaUMEHTOB, a TaKKe WHbIX JIEKapCTBEHHbIX
npenapaTos.

B uactHoctn, B [lopsgke Has3HaA4YeHUs W BbINUCbIBAHUSA  NEKapCTBEHHbIX
npenapaTtoB, YTBEPXAEHHOM npuka3om (ganee - Nopsaok):

1) NpeaycMOTpeHO yBENUYEHME [0 2-X pa3 KonuvecTBa BbINUCbIBAEMbIX
HaPKOTUYECKMX N MCUXOTPONMHbIX NIEKapCTBEHHbBIX NpenapaToB Npu oka3aHUWM NauneHTam
nanMaTMBHON MEANLVNHCKON MOMOLLY;

2) yBennyeH CpOK [AENCTBUSA peLenToB Ha JeKapCTBEHHble npenaparhl,
BbIMUCaHHbIE rpaxgaHaMm, AOCTUMLMM MEHCMOHHOro BO3pacTa, MHBanugam nepBown
rpynnbl U AeTAM-MHBanNuaam 1 Ans e4YeHns XpoHN4eCckmnx sabonesaHui;

3) WuCKNwYeHa Hopma Mo o00s3aTeNbHOMY  COrfacoBaHWIO  Has3Ha4YeHus
HaPKOTUYECKMX CPeaCTB U MCUXOTPOMHbLIX BELLECTB C 3aBedylolunM oTaeneHnem (nmbo
YNONTHOMOYEHHbIM UM FINLOM) NPU NIEYEHNN NALMEHTA B CTALUMOHAPHbLIX YCNOBUSIX;

4) npegycMoTpeHa HOpMa O BO3MOXHOCTM Ha3Ha4YeHUs1 HapKOTUYECKUX U
MCUXOTPOMHLIX JIEKAPCTBEHHbLIX NpenapaToB MauMeHTam C BblpaXXeHHbIM GoneBbIM
cmHgpomoM nboro reHesa NUMBO CaMOCTOSATENbHO MEAUUMHCKUM pabOTHUKOM, Nnbo
MEANLMHCKUM paboOTHMKOM MO peLUeHnto BpadebHon Komuccum (B criydae MNpUHATUS
pyKkoBoAUTENEM MEAMLMHCKOM OpraHM3aumm pelueHnss 0 HeobxoaMMOCTU cornacoBaHns
Ha3Ha4yeHusi ¢ BpayebHOM KOMUCCHEN);

5) npepoycmoTpeHa HOpMa O BO3MOXHOCTW HasHadeHusi nubo Bblgayn
OLHOBPEMEHHO C BbIMUCKOM U3 MUCTOPUM OOMNE3HN HaAPKOTUYECKMX W MNCUXOTPOMHbIX
neKkapCTBEHHbIX MpenapaTtoB Ha CPOK NpuMema nauueHToM A0 5 AHen, B OTAenbHbIX
cnyyasix Nno peLleHu0 pykoBOAUTENA MEOULMHCKOM opraHuMsauuu npu BbINUCbIBAHUMU
naumeHTa, MMeILEero COOTBETCTBYOLWMNE MeOULMHCKME NOKa3aHWA U HanpasfsieMoMy
ANs NPOAOMKEHNS nNedYeHnsa B ambynaTopHbIX YCNOBUSX;

6) yBENMYeHbl HOPMbI BbINUCbIBAHMA Ha 1 peuenT Ha NekapCTBEHHbIE npenapaTbl
OMHOIMOHa, Npomeona, 6ytopdaHona v beHTaHuna.

Mpn STOM B CBA3N C TeM, YTO MNPUKA3OM He YCTaHOBMEH MOPSAOK Bblaayu
HApPKOTUYECKUX W TMCUXOTPOMHbLIX JIEKAPCTBEHHbLIX MNpenapaToB NauneHTam Ongd
nonyyeHus obesbonuealrowen Tepanum Ha BPEMEHHOM MPOMEXYTKE OT BbINMUCKM MO
MOCTAHOBKM Ha Y4eT MO MeCTYy XWUTeNnbCTBa, YyKasaHHble TpeboBaHWa MoryT ObiTb
onpegeneHol NMOO  pernoHanbHbIM  OpraHoOM  ynpaBfieHWa  34paBOOXPaHEHUEM
LeHTpanuM3oBaHHO Mo cybbekty Poccuiickon degepaumm, nmbo CaMOCTOATENbHO
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pyKOBOAUTENEM CTaLMOHAPHON MEULIMHCKOMN OpraHM3auunu.

[MyHktom 3 lNopsigka npegycMoTpeHa Hopma O Ha3HadYeHMM U BbIMUCbIBAHUU
nekapCTBEHHbIX NpenapaToB No MeXayHapo4HOMY HernaTeHTOBaHHOMY HavMEHOBaHMIO,
npu ero OTCYyTCTBUM - MO FPYNNMPOBOYHOMY HaMMEHOBaHMIO, a Criydae OTCYTCTBUA Y
npenapaTta MexayHapo4HOro HenaTeHTOBAHHOIO UMK rPyNNMPOBOYHOINO HAaMMEHOBAHNS -
No TOProBOMYy HaMMEHOBAHUIO.

Taknm obpasom, Ans BbINUCbIBAHUSA NEKApPCTBEHHbLIX npenapaTtoB (B TOM 4ucne
KOMOWHNPOBaHHbIX) Heobxoanmo PYKOBOACTBOBATbLCS MeXayHapOoaHbIMMU
HenaTeHTOBaHHbIMW  UAW  TPYNMNUPOBOYHLIMA  HAUMEHOBAHUAMMW,  yKa3aHHbIMK B
ocyaapCTBEHHOM peecTpe NeKkapCTBEHHbIX cpeacTs. B cnyyae obpalwieHnsa HeCKONMbKUX
KOMOWHUPOBAHHLIX NEKAPCTBEHHbIX CPEACTB C Pa3HbIMUA TOProBbIMW HAUMEHOBaHUSIMN,
HO OAWHAKOBbLIMW MEXAYHAPOAHLIMW HENMAaTEHTOBAHHbIMW HaMMEHOBaHUSIMKU, criegyet
yKasblBaTb KONMYeCTBa BCEX AENCTBYHOLLNX BELLECTB.

OnpepgeneHune "rpynnMpoBOYHOE HAMMEHOBaHME NeKapCTBEHHOrO rnpenapaTta - Kak
HaMMeHOBaHME NIEKApPCTBEHHOIO NpenapaTa, UCnosibdyemMoe C Lenblo 06begnHeHna noa
OAHWM HaMMEHOBAHMEM B T[Pynny COrfacHO CcocTaBy MAEWCTBYIOWMX BELLECTB
NeKapcTBEHHbIX CPeAcCTB, He UMEKLWMUX PEeKOMEHOOBAHHOIro  MexayHapogHOro
HenaTeHTOBaHHOIO HaMMeHOBaHUS, unn obbeguHeHna B rpynny KOMOWHWMPOBAHHbLIX
nekapcTBeHHbIX MpenapaTtoB" [aHo B nonpaBkax K ®dPegepansHomy 3akoHy "O6
obpalleHnn nekapcTBeHHbIX cpeacTs”, nogrotosrneHHoMy MuHsgpasom Poccun.

Mpn aTOoM oObpawaem BHUMaHME, 4YTO TpeboBaHMss NO OOPMIIEHUNIO
TpeboBaHUN-HAKNAOHbIX Ha MONyYeHNEe §eKapCTBEHHbIX CPEeACTB  MeaUUMHCKUMU
opraHusauusiMm n3 antek ycTtaHoBneHbol pasgenom Il npunoxeHna N 13 Kk npukasy
MwuHagpascoupassutua Poccun ot 12 dpespans 2007 r. N 110 "O nopsagke HasHavyeHUsa un
BbIMUCbIBAHUS NEeKapCTBEHHbIX MpenapaTtoB, U3gennn MeOUUMHCKOrO HasHa4vyeHusi u
cneunanm3anpoBaHHbIX MNPOAYKTOB neyebHoro nuTaHus" (B pedakumm  rnpuvkasa
MunsgpaBa Poccun oT 26 deBpana 2013 r. N 94H). YkasaHHbIM pas3gesiom  He
pernaMmeHTMpoBaHbl TPeOOBaHUS MO BbINUCbIBAHUIO NIEKAPCTBEHHbLIX CPEACTB.

Takum  obpa3om, MOXHO BbINMUCbIBATb  JEKApPCTBEHHbIE  CpeacTBa B
TpeboBaHMsX-HaKNaaHbIX nnbo no MeXOyHapoaHbIM HenaTeHTOBaHHbIM
HaMMeHOBaHUSM, NMMBO NO TOProBbIM HAMMEHOBAHUSM.

O6pawaem BHUMaHWe, 4To [lopsakom OopMIeHUs peuenTypHbiXx GraHKoB Ha
nekapcTBEHHble nMpenapaTbl, WX Yy4YeTa W XpaHEHUSs, YTBEPXOEHHbIM MNpPUKa3omMm,
ynpoLeHbl TpeboBaHnA K odopMIIeHUIO pelenTypHblix 6naHkoB dopmbl N 107-1/y,
UMEILNX HOMEpP U (MNKn) ceputo, MECTO ONsi HaHeceHusa WTpux-koda. Bece pekBuanTbI
YyKa3aHHbIX peuenTypHbiXx 6faHkoB (B TOM 4uCne 3fEeKTPOHHas noanucb) MoOryT
3anonHATLCSA C UCMONb30BaAHNEM KOMMbLIOTEPHbLIX TEXHOSOMMNA.

MwuHncTepcTBO 3apaBooxpaHeHust Poccuinckon depepaunmn npeanaraeT AOBECTU
AaHHY0 MH(opMaUUIo OO0 CBEAEHUS BCEX PYKOBOAUTENEN TeppuTopuanbHbIX OpraHoB
ynpaBfeHust 34paBOOXPaHEHMEM U  MeOUUMHCKUX OpraHu3auun, OCYLLUECTBSOLLINX
Ha3Ha4YeHne 1N BbINUCbIBaHME NIEKAPCTBEHHbIX NPenapaToB.

W.H. KarpamaHsH
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