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Ha Ne oTr

B cBasu ¢ nocTymaromuMu oOpalleHHsIMH 110 TIPUMEHEHMIO HOPM [pHKa3a
oT 11 monsg 2017 r. Ne 4031 «O6 yTBEpKIECHHH MpPaBHJI OTITYCKA JIEKAPCTBEHHBIX
NIpenapaToB il MEIHLMHCKOIO IIPUMEHEHHUS, B TOM YHCJIe UMMYHOOHOJOTHYECKHUX
JIEKapCTBEHHBIX MpENapaToB, alTeYHbIMH OpraHH3alUsMH, HHAUBUIYAIbHBIMHA
NPEeANPHHEMATEISIME,  MMEIONIUMH  JMHEH3UI0  Ha  (apMaleBTUYECKYIO
IesATeNnbHOCThY (Hmanee cooTBeTcTBeHHO — npukaz Ne 403n, Ilopsnox)
Munncrepctso 3apaBooxpanenus Poccuiickoit ®enepaiun coobIaeT cieayouee.

1. Ilo Bompocy oTmycka JieKapCTBEHHOr0 INpenapara no peunenty, Cpok
AEHCTBHA KOTOPOro HCTEK B HEPHOJ €ro HAX0XKJAeHHSI Ha OTCTPOYEHHOM
ob6cayxuBanun (myHkrt 9 Ilopaaka).

HopMa, npenycmorpenHass nmyHkToM 9 Ilopsiika, paclpoCTpaHAeTCa Ha BCe
TpyNNBl JIEKapCTBEHHBIX MpenapaToB, B TOM YMCIEe MOAJEKAIIMX MPeIMETHO-
KOMYECTBEHHOMY YYeTy, 3a HCKIIOYEHHWEM HApKOTHYECKHX H IICHXOTPOIHBIX
JIeKapCTBEHHEIE IIpernapaTroB, BHECEHHBIX B cIHMCOK [l mepeuHss HapKOTHYECKHX
CPelCTB, IICHXOTPOIHBIX BELIECTB M HX IMPEKYypCOPOB, INOMIEKAUHX KOHTPOIIO B
Poccuiickoii @enepauuu, YTBepXIeHHOro nocrtaHoBieHHeM IlpaBuTenscTBa
Poccuiickoit @enepanuu ot 30 uroHs 1998 r. Ne 681 (nanee — nepedeHs).

Jis  BBIIIEYKa3aHHBIX HApPKOTUYECKHMX H IICHXOTPONHBIX JIEKapCTBEHHBIX
npenaparoB  JeHCTByeT HOpMa, IIPELyCMOTpEHHas 4acTblo 6 cTathbd 25
®enepanpHoro 3akoHa ot 8 sHBaps 1998 r. Ne 3-03 «O HApKOTHYECKHX CPEACTBAX U
IICHXOTPONHEIX BeWIeCTBax», B YaCTH 3alpera HX OTIyCKa I10 peLelTaM,
BBINIMCaHHBIM GoJlee MATHAANATH JHEH Ha3a[.

2. Ilo Bompocy oTmycka HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX
npenaparoB (myHkrbl 3 1 13 Ilopaaxa).

B coorBercTBuH ¢ a63amem mecteiM InyHkTa 3 Ilopsagka oTmyck
HMMYHOOHOJIOMMYECKHX JIEKAPCTBEHHBIX IIpenapaToB 110 peleliTaM OCYIIeCTBIIETCA
TOJIBKO aNTEYHBIMHM OPraHH3aIMAMH (alTEKAMH, AlITEYHBIMU IIyHKTaMH).

VkazaHHas HOpMa perlaMeHTHpOBaHa IMyHKTOM 3 craThH 12 @enepanbHOTO
3akoHa OT 17 centabpa 1998 r. Ne 157-®3 «06 wuMMyHONpodHUIaKTHKE
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UHQEKUMOHHBIX  GomesHeil»,  COMIACHO  KOTOPOH  OTIOYCK  IpakKaaHam
MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX IIPENapaToB Ul HMMYHOIPOQHIAKTHKH
IIPOM3BOAUTCA [0  pEUEenTy Ha  JEeKapCTBeHHBIH  mperapaT  anTeYHBIMH
OpraHM3alMsiMM B  IIOpSAZKE,  YCTaHOBIEHHOM  (elepalsHBIM  OpPraHOM
MCTIOJIHUTENILHOW BJIACTH, OCYIIECTBISIOMUM (QYHKIIMU MO BEIPAGOTKE U Pealu3aliy
rOCyapCTBEHHOM MOJHTHKA M HOPMAaTHBHO-NIIPABOBOMY pEryJHMpOBaHHUIO B cdepe
31 paBOOXpaHEeHHS.

Ilpu oTmycke MMMYHOGHONOTHYECKHX JIEKAPCTBEHHBIX MPENApaToB HOJDKHBI
cobnmonarecsa TpeboBaHUA, HpenycMoTpeHHble nyHkToM 13 Ilopsiaka. Ilpu sToM
[IOMHMO TE€PMOKOHTEHMHEPDOB MOIYyT IPUMEHATbCS M JpyrHe YCTpOHCTBa,
IO3BOJIAIONIME COXPAaHUTh TEMIEPATYPHEIA peXuM, HeOOXOXMMBIA M1 XpaHeHHUs
UMMYHOOHOJIOIHIECKOTO JIEKAPCTBEHHOTO Ipenapara, Ha MEepPUOX ero HOCTaBKH B
MEIHUIUHCKYIO OpraHH3alHIo.

3. Ilo Bompocy XpaHeHHsI pelenTOB HAa JIeKAPCTBEHHbIE NpPENapaThl
(nynkTt 14 Iopaaka).

ITpuxazom Ne 403H He BBoAMTCS HOpMa O HEOOXOOHUMOCTH IONYYEHHS
TMalHEeHTaMU PELENTOB Ha JEeKapCTBEHHBIE IpenapaTthl, KOTOpble B YCTAaHOBJIECHHOM
MOpsIIKE  3apErMCTPUPOBAHBl B KayecTBE Oe3pelenTypHbIX M HMEIOIHX
COOTBETCTBYIOIIYIO 3alHCh B MHCTPYKIHH IO MEIHIMHCKOMY IPHMEHEHHIO
«Ornyckaercs 6e3 peuienray.

OTHeceHHe  NeKapCTBEHHBIX  MpemapaTtoB K  PEHENTypHOMY  HIIH
Oe3pelienTypHOMY OTIIyCKY OCYLIECTBJISETCS Ha JITale HX TOCYAapCTBEHHOH
PETHCTPAIIMH, YCIIOBUS OTITyCKa YKa3bIBAIOTCS B PETHCTPALMOHHBIX JOKYMEHTax Ha
JIEKapCTBEHHBIE TIpEraparbl, B TOM 4YHCIe B HHCTPYKIHH O MEIULHMHCKOMY
IIPUMEHEHHIO.

[Ipyuka3 Ne 4031 perynupyeTr TOJNBKO CPOKH XpaHEHHS PEHENTOB H HE BBOIUT
JMOTIOJIHUTENBHBIX OrpaHMYeHU Ha O0OOpOT BBIIEYKA3aHHBIX JIEKAPCTBEHHBIX
CpencCTB.

ITynkrom 14 Ilopsaka BBeleHa HOBas HOpMa O XpaHEHHHM B TE4EHHE TpeX
MECALEB DELENTOB B  anTeYHOH OpraHu3aldd WIH Yy HHIUBHAYAJIBHOTO
NpeANPUHUMATENA, HMEIOIIEro JIMIEH3HIO Ha (hapMalleBTHYECKYIO IeITeIbHOCTD:

Ha JIEKapCTBEHHblE IIpermapaTtbl B JKHAKOM JekapcTBEHHOH ¢opme,
conepxamue 6omnee 15 % 3THIOBOrO criupra OT 00beMa FOTOBOM IIPOAYKIIUH;

Ha JIEKapCTBEHHBIE IIpenaparthbl, OTHOCAILIHECS IO aHATOMO-TE€pPalleBTHYECKO-
XUMHUYECKON KIaccHdHKalMM, peKOMeHIOBaHHON BcemupHol opranusanuen
3npaBooxpaHenus (manee — ATX), k anTuncuxoruyeckuM cpeactBaM (kox NO5SA),
anxcuonutukaM (kox NOS5SB), cHoTBOopHBIM M cematuBHEIM cpenctBaM (kox NOSC),
anTuzenpeccantaM (kox NO6A) u He momiexaumue IpeIMETHO-KOJIHYECTBEHHOMY
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Ilpu stom obpalaeM BHEMaHHe, YTO TOMIEXAT XPAHEHHIO pPEHenThl Ha
JIEKapCTBEHHBIE ITpelrapaThl BBINIEYKa3aHHBIX IPYIIH, BHINMCAHHbIE HA pELENTYPHBIX
6nankax dopmer Ne 107-1/y, xax umeromue cpox geiictBua mo 60 nHeH, Tak H
HMEIOIIMe CpOK HEHCTBUA N0 1 roma. B mocnemHeM ciydae pelent ocraercs M
XPpaHHUTCA B TE€YCHHE YCTAHOBIEHHOTO CpOKa IOCJIEe OTITyCKAa MMALHEHTY IOCIeaHeH
TIapTHM JIEKAPCTBEHHOIO Npemnapara.

HHbpopmarius 0 NPOLEHTHOM COAEPXAHHM 3THIOBOTO CIIHPTA B IKHIKHX
NeKapCTBEHHBIX (opMax JeKapCTBEHHBIX NPENaparoB, a TAKXE O COOTBETCTBUH
JIEKapCTBCHHBIX IpenapaToB OIpeAeleHHBIM rpymnrnam ATX Takke COIEpXXUTCS B
HHCTPYKUHH I10 MEIUIMHCKOMY MpPHMEHEHHIO KOHKPETHOIO JIEKapCTBEHHOTO

npenapara.

Hanpuwmep, JIEKapCTBEHHBIE npenapaTsl C MEXyHapOIHEIMH
HENaTEHTOBAHHBIMHU HaUMEHOBaHUSAMH XiopnpoMasuH («AMUHa3UH»)
U XIOpIpOTHKCEH («XmoprpoTHKCEHY, «Tpykcam») OTHOCSITCS

K Tpymnme aHTHIICHXOTHYeCKHX cpeActB (ko NO5SA), ¢ MeXIyHapOJHEIMH
HENAaTCHTOBAaHHBIMH  HaMMeHOBaHMsSMH  Tojuszomam  («['paHHaKCHH») M
Bpomauruapoxinophenunbensoauasenuy («DeHazenam», «Anzenam», «Desanedy,
«DeHopenakcaH» M Op.) — K Trpymnne aHKCHOJIMTHKOB (xon  NO5SB),
C MEXIYyHapOJHBIMH HENATCHTOBAHHBIMH HAWMEHOBAHUSAMH AMHTPUIITHINH
(«Amutpuntwiuny), Ceprpamun («3o0modt», «Cepenaray, «Acentpa» H Ap.) U
OcuuranonpaM («Cenextpa», «JleHykcun», «Dnuues» u JAp.) — K TIpynne
aHTUaenpeccadToB (ko NOGA).

4. Ilo Bompocy oTHycKa HAapKOTHYECKHX H  IICHXOTPONHBIX
JeKapcTBeHHbIX npenapaToB (myHKT 20 Ilopsaaka).

Ilyuxrom 20 Ilopsiaka yTodHeHa HOpMa O JIMLAX, HMEIOIIMX MPaBo HOJIy4aTh
HapKOTHYECKHE M MICUXOTPONHBIE JEKapCTBEHHBIE NpenapaThl, BHECEHHBIE B CITMCOK
II nepeuns. Tak, ykazaHHbIE IIpeniapaThl MOTYT NOJIy4aTh:

NalMEeHThI, KOTOPBIM BBITUCAHbl YKa3aHHBIE JIEKapCTBEHHBIE NpenapaTsl;

ux 3aKOHHBIE IpeaCTaBUTENH (ecau nanyueHTaMHu SIBIISFOTCS
HECOBEpIICHHONIETHHE UIIN HeJleeCIoCOOHEBIE);

MHBIE JMIA 0pY HAIHYHHM JOBEPEHHOCTH OT MNAlMEeHTa, OQOPMIICHHOH B
COOTBETCTBHM C 3aKoHOJaTenbcTBOM Poccuiickoil MenepauyH.

B oTHOmEHUH ROBEPEHHOCTH OT IallMeHTa Ha II0JIy4eHHe HapKOTHYECKHX
¥ NCHXOTPOIMHBIX JIEKAPCTBEHHEIE IIPENapaToB OTMeYaeM, 4TO OHa OQOopMIAETCS B
npoctoii muceMeHHOM ¢opme (ctates 185 I'paxaanckoro koaekca Poccuiickoit
®Denepalvy) U MOXET OBITh HOTAPUAIBHO YJOCTOBEPEHA 10 JXEIAHMIO [TALMEeHTa HIIN
P HEBO3MOXHOCTH MM HamWcaTh [JOBepeHHoCcTh (cratbd 163 u  185.1
I'paxxnanckoro koaekca Poccuiickoit @epepanun). Ilpu 3ToM, €CIH B JOBEPECHHOCTH
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He yKa3aH CpOK ee IeHCTBHA, OHa COXpaHseT CHIy B TE€YeHHe roja co IHA €€
HOATIHCAHUS.

MpunucrepcTBo  31paBooxpanHeHHs Poccuiickoit ®enmepaumy Tpenaraet
NOBECTH  HaHHYIO  HHQOpPMalUI0O [0  CBEAEGHHA  BCEX  PYKOBOJHUTENEH
TEPPUTOPHANILHBIX ~ OpPraHOB  YNPAaBJIEHWS  37paBOOXpaHEHHEM,  alTECYHBIX
OpraHusalyii H HMHAUBUAYAIBHBIX IpEANpUHUMATENeH, UMEIOIINX JHULEH3HIO Ha
(papmaneBTHUECKYIO AEATENBHOCT M OCYIIECTBISIONIMX OTIIYCK JIEKapCTBEHHBIX
[Ipenaparos.
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