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"PasbsicHeHne Hopm npukasa oT 11 niona 2017 r. N 4031 "O6 yTBepxaeHun
npaBsun oT...

MWHUCTEPCTBO 30PABOOXPAHEHWUS1 POCCUACKOW ®EOEPALIUA

PA3BbACHEHUE
oT 27 ceHTA6pA 2017 roaa

PA3BACHEHUE
HOPM MNMPUKA3A OT 11 UIOJ1A 2017 I. N 403H "OB YTBEPXXIEHUW
NPABWUIT OTNYCKA JIEKAPCTBEHHbIX NPEMNAPATOB ANA MEAULUUHCKOro
NPUMEHEHMA, B TOM YACJE UMMYHOBWUOJNOMMYECKUX JIEKAPCTBEHHbIX
NPEMNAPATOB, ANTEYHbIMUA OPTAHU3ALUAMU, UHONBUAYAJIbHBIMU
NPEANPUHUMATENAMWA, UMEIOLLUMWU JTULLEH3UIO
HA ®APMALIEBTUYECKYIO AEATENIbHOCTbL"

B cBa3u ¢ noctynaowumm obpalleHnsiMmm no npumeHeHnto HopMm npukasa ot 11 uonga 2017 r. N 403H "O6
YTBEPXKOEHUN MpaBUIT OTNyCKa JEeKapCTBEHHbIX MpenapaToB AN MEAULMHCKOrO NPUMEHEHWsl, B TOM 4ucne
UMMYHOOMOMOrMYecknx  NEKapCTBEHHbIX MpenapaToB, anTeYHbIMW  OpraHmMsauuMsamMu,  UHAMBMAYaNbHbIMU
npegnpvHuMaTensiMi, UMELWUMN NMLEH3NI0 Ha bapMaueBTUYECKY0 OesATEeNbHOCTL" (fanee COOTBETCTBEHHO -
npwka3 N 403H, MNopsigok)

MwuHucTepcTBO 3apaBooxpaHeHust Poccuiickon degepauumn coobliaeT cnegyroulee.

1. Mo BoMpocy oTnycka NnekapcTBEHHOro npenaparta no peuenTy, CPOK AeNCTBMS KOTOPOro UCTEK B nepuop
€ro HaxoXXAeHUsi Ha OTCTPOYEHHOM oGenyxmBaHuK (MyHKT 9 Mopsiaka).

Hopma, npegycmoTtpeHHas nyHktom 9 [lopsigka, pacnpocTpaHsieTcs Ha BCe rpynnbl feKapCTBEHHbIX
npenapaToB, B TOM 4Yucne nognexawimx npeaMeTHO-KONMYECTBEHHOMY yYeTy, 3a UCKITYEHNEM HapKOTUYECKUX U
MCUXOTPOMHbIX FEKapCTBEHHbIX MpenapaToB, BHECEHHbIX B CNUCOK |l nepeyHs HapKOTUYECKNX CpeacTs,
MCUXOTPOMHbLIX BELECTB M MX NPEKYPCOPOB, noanexawmx KoHTponto B Poccuinckon degepaumm, yTBEPKAEHHOIO
noctaHosneHnem lNpasutensctea Poccunckon ®egepauun ot 30 nioHa 1998 r. N 681 (ganee - nepeyeHb).

[na BbiweyKka3aHHbIX HAPKOTUYECKMX W MCUXOTPOMHbIX NEKAPCTBEHHBLIX MpenapaToB OeNCTBYET HOpPMA,
npeaycMoTpeHHasa YacTbto 6 ctatbn 25 depgepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-0©3 "O HapKoTuUYecKux
cpeacTBax U MCUMXOTPOMHBIX BeLlecTBax', B 4acTuM 3anpeta KX OTMycka MO peuentam, BbiNMcaHHbIM Oornee
NATHaguaTy AHen Hasag.

2. Mo Bonpocy oTnycka MMMYHOBMOMOrMYECKNX NeKkapCTBEHHbIX npenapaToB (NyHKTbl 3 1 13 MNopsaka).

B cootBeTcTBUM Cc ab3auem wecTbiM nyHkTa 3 lNopsiaka OTNYCK MMMYHOOMOMOrMYECKMX feKapCTBEHHbIX
npenapaToB MO peuenTam OCYLECTBNAETCA TOMbKO anTeyHbIMW oOpraHu3aumsMy (antekamu, anTeyHbIMu
nyHKTamu).

Yka3zaHHas HopMa pernameHTMpoBaHa NyHKTom 3 ctaTbu 12 depepanbHoOro 3akoHa ot 17 ceHTabpa 1998 r.
N 157-®3 "O6 wummyHonpodunakTnke MWHGEKUNOHHbIX 6GonesHen", cormacHo KOTOPOW OTNYCK rpaxaaHam
UMMYHOBMONOrMYECKNX NEKAPCTBEHHBIX MpenapaTtoB A UMMYHOMNPOMUNAKTUKLA NPOM3BOAMTCSA MO peuenTty Ha
NeKapCTBEHHbIN npenapaTt anTeyYHbIMU OpraHM3aunsiMM B MOpsiaKe, YCTAHOBNEHHOM dhefeparnbHbiM OpraHom
NCMNONMHUTENbHOW BNAcTW, OCYLLECTBAIOWMM YHKLUKX MO BbIpaboOTKe U peanu3auum rocyaapCcTBEHHOW MONUTUKN
N HOPMaTMBHO-NPaBOBOMY PEryNMPOBaHMIO B chepe 34paBOOXPaHEHUS.

Mpun oTnycke WUMMYHOGMOMOrMYECKNX NeKapCTBEHHbIX NpernapaTtoB AOMKHbI cobniogaTbcs TpeboBaHus,
npeaycMoTpeHHble nyHkTom 13 lNopsaka. MNpyn 3TOM MOMUMO TEPMOKOHTEMHEPOB MOTYT NMPUMEHATBLCH U Apyrue
YyCTPOMCTBA,  MO3BOMAKOWME  COXPaHWTb  TeMnepaTypHbld  peXuMM, HeobXOoAuMMbI  OANS  XpaHeHus
MMMYHOBMONOrMYEeCcKoro NekapcTBEHHOro npenapara, Ha nepvog ero AoCTaBkv B MeQULIMHCKY0 OpraHm3auuio.

3. Mo Bonpocy xpaHeHUs peLenToB Ha nekapcTBeHHble npenapaTsbl (NYHKT 14 MNopsagka).

Mpukazom N 403H He BBOAWUTCA HOPMA O HEOOXOAMMOCTWM MOMYyYEeHUs nauMeHTaMy peuenToB Ha
neKkapcTBeHHble nMpenapartbl, KOTopble B YCTAHOBNEHHOM MNOPSAKE 3apeructpypoBaHbl B KayecTBe
GespeuenTypHbIX U MMEKLNX COOTBETCTBYIOLLYIO 3anuCb B WHCTPYKUUW MO MEOULUHCKOMY MPUMEHEHUIO
"OTnyckaeTtca 6e3 peuenTa”.
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OTHeceHVe NnekapCTBEHHbIX NpenapaToB K peuenTypHoOMY Unn GespeLenTypHOMY OTMYCKY OCYLLECTBISeTCs
Ha aTane ux rocyaapcTBEHHON perucTpauuy, ycrnoBus OTMycKa yKasblBalOTCA B PErMCTPALIMOHHBLIX AOKYMEHTaX Ha
neKkapcTBEHHble npenapaTbl, B TOM YACIE B MHCTPYKLMUM NO MEAULMHCKOMY NPUMEHEHUIO.

Mpukas N 403H perynupyeT TONbKO CPOKM XPaHEHUSI PELLENTOB U HE BBOAMT AOMOMHUTENbHbBIX OrpaHnYeHnin
Ha 060pOT BhbILLEYKa3aHHbIX NEKapCTBEHHbIX CPEACTB.

MyHkTom 14 lMopsioka BBeAeHa HOBasi HOPMa O XPaHEHMU B TEYEHME TPEX MeCsLeB PeLenToB B anTeyHou
opraHusaummM wnu y WHOMBWMAYaNbHOrO MpeanpuHUMaTens, MMEKLWero nuueH3nio Ha dapmaueBTUYECKYIO
[eATenbHOCTb:

Ha nekapcTBEHHble MpenapaTtbl B >XMAKOW NlekapCTBeHHOW dhopMe, copepkalime Gonee 15 % atunosoro
cnvpTa oT 06bemMa roToBoW NPOOYKLNK;

Ha neKkapCTBEHHble MpenapaTbl, OTHOCSALIMECS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudukauum,
pekomeHaoBaHHOM BcemupHoOW opraHusaumen 3gpaBooxpaHeHus (ganee - ATX), K aHTUNCUMXOTUYECKUM
cpeactBaM (kog NO5A), aHkcumonutukam (kog NO5B), cHOTBOpHbIM M cepaTuBHbiM cpeactBam (kog NOS5C),
aHTMgenpeccaHTam (kog NO6A) n He nognexaiue npeamMmeTHO-KONTMYECTBEHHOMY YYETY.

MNpn 3tom obpalwaem BHMMaHWE, YTO MOANEXaT XPaHEHWI0 peuenTbl Ha NekapCTBEeHHble npenaparhbl
BblLLIEYKa3aHHbIX rpymnn, BbiMUCaHHbIE HA peuenTypHbix BrnaHkax dpopmel N 107-1/y, Kak nmetowme CpoK AenCTBUs
Ao 60 gHew, Tak M nmetowme cpok genctens o 1 roga. B nocnegHem criyyae peuent ocTaeTcs M XpaHUTCH B
TEeYeHne yCTaHOBMEHHOrO CPOKa Nnocne OTnycka nauneHTy nocneaHen napTum nekapCTBEHHOro npenapara.

WHdopmauuss o NpoLEHTHOM coAepXaHuu ISTUMOBOTO CRAMPTA B XMOKMX FNEeKapCTBEHHbIX dopmax
neKkapcTBEHHbIX NpenapaToB, a Takke 0 COOTBETCTBUW JIeKapCTBEHHbIX NpenapaTtoB onpeaeneHHbIM rpynnam ATX
Takke COAEPXUTCS B MHCTPYKLMM NO MEAULMHCKOMY NPUMEHEHUIO KOHKPETHOIO fIeKapCTBEHHOro npenaparTa.

Hanpumep, nekapcTBeHHble npenapaTtbl C MeXAyHapOAHbIMW HenaTeHTOBAHHbIMM  HauMeHOBaHUAMM
XnopnpomasuH  ("AmuHasuH") n  XnopnpotukceH ("XnopnpotukceH", "Tpykcan") oOTHocATcs K rpynne
aHTuncuxoTudeckmx cpencts (kog NOSA), ¢ MexayHapoaHbIMU HenaTeHTOBaHHbLIMU HauMeHoBaHUAMN Todusonam
("'pangakcuH")  un  BpomaurmpgpoxnopderHnnbensogmasenmH  ("®eHasenam”, "Onsenam”, "dPe3aHed",
"®eHopenakcaH" n Ap.) - Kk rpynne aHkcuonutukos (kog NOSB), ¢ mexayHapoaHbIMM HernaTeHTOBaHHbLIMU
HanmeHoBaHuAMU AmutpuntunuH ("AmutpuntunuH"), CeptpanuHd ("3onodT", "CepeHnaTa", "Acentpa" n gp.) u
Ocuutanonpam ("Cenektpa", "leHykcunH", "Anuuesa" n ap.) - k rpynne aHtugenpeccaHToB (kog NOGA).

4. o Bonpocy oTnycka HapKOTUYECKNX U NCUXOTPOMHbIX NlekapcTBeHHbIX Npenapatos (NyHKT 20 MNopsgka).

MyHktom 20 T[opsigka yTOMHEHA HOpMa O nuvuax, WMewLWMX MpaBo MonydaTb HapKOTUYEecKMe WU
MCUXOTPOMHbIE NeKapCTBEHHbIE NMpenapaTthbl, BHECEHHblE B cnucok |l nepeuHs. Tak, ykasaHHble npenapartbl MOryT
nonyyars:

nauuveHTbl, KOTOPbIM BbINUCaHbl YKa3aHHbIe riekapCTBEHHbIE NpenapaThbl; X 3akoHHbIe nNpeAcTaBuTeny (ecnm
naumeHTaMm SBNsATCA HECOBEPLLEHHONETHNE UINN HEAEeCnoCobHbIe);

WHbIE NMLa NMPU HaNU4MM 4OBEPEHHOCTU OT NauueHTa, 0oOPMIIEHHON B COOTBETCTBUM C 3aKOHOLATENTbCTBOM
Poccunckon degepaumn.

B oTHOWeEHNN JOBEPEHHOCTN OT nauMeHTa Ha nonyyYyeHne HapKOTUYECKMX U NCUXOTPOMHbIX NeKapCTBEHHbIX
npenapaToB OTMEYaeM, YTO OHa OQOpPMIIAETCA B MNPOCTOM NMUCbMEHHOW dopme (cTatbst 185 [paxkgaHcKoro
kogekca Poccunckon ®egepaumm) n MoXeT OblTb HOTapMarnbHO yOOCTOBEpPEHAa MO XenaHWo nauueHTa unv npu
HEBO3MOXHOCTM WM HanucaTb AoBepeHHoCTb (cTatb 163 u 185.1 [paxgaHckoro kogekca Poccuickon
depnepauuum). MNpu aTOM, €Cnv B AOBEPEHHOCTU HE yKa3aH CPOK ee AeNCTBUS, OHa COXpaHsieT cuny B TeYeHune roaa
CO [IHA ee noanuncaHus.

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon depepaumm npegnaraeT OBECTM JaHHYO MHAOpMaLuio 00
CBedeHMs BCeX PYKOBOOAWUTENEN TepputopuarnbHbIX OpraHoB YyMpaBreHus 34paBOOXpPaHEHUEM, anTeYHbIX
opraHu3auMi ¥  WHAMBMAYalnbHbIX MpegnpuvHUMaTener, MWMEewLWMX NUUEH3N0 Ha dapmaueBTUYeCcKyto
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0eATenbHOCTb N OCYLLEeCTBNALWMX OTNYCK NNEKapCTBEHHbIX NpenapaTos.
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