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Ha Ne oT

B cBA3M ¢ MOCTymaroIuMu OOpallleHUsIMH MO INPUMEHEHHIO HOPM IIpHUKasa
or 11 momnst 2017 r. Ne 4038 «O6 yTBep>XICHHM MPaBHJI OTIIyCKa JEKapCTBEHHBIX
IpEenaparoB il MEAMIHHCKOrO MPUMEHEHHs, B TOM YHCJIe UMMYHOOHOIOIHYECKHX
JeKapCTBEHHBIX TMpenapaToB, AalTE€YHBIMU OpraHM3alMAMU, HHIUBUIYAJIbHBIMH
IpeANPUHUMATENSIMH, MMEIOILMHU JULEH3UIO Ha (hapMalleBTUYECKYIO
JeSTeIBHOCTEY  (nanee cooTBeTcTBeHHO — mnpukaz Ne 403n, Ilopsnox)
MunuCTepCTBO 31paBooxpanenus Poccuiickoit Penepanun coobiaer cieayoiee.

1. ITo Bompocy OTHMycKa JIEKAPCTBEHHOI'0 NpemaparTa 1o pelenty, CpokK
AefCTBHSI KOTOPOro HCTeK B MNEPHOJA €ro Haxo)KJAeHHsl Ha OTCTPOYEeHHOM
o6cay:kuBannu (myHkT 9 Ilopsiaka).

Hopwma, npemycMmoTpeHHass myHKToM 9 Ilopsaka, pacnipoCTpaHsS€TCsA Ha BCC
IPYIIBl JIEKAPCTBEHHBIX I[IpenapaTtoB, B TOM YHCJIe MNOJIeXallUX MPEIMETHO-
KOJIMYECTBEHHOMY Y4YeTy, 3a HCKJIIOYEHHEM HapKOTHYECKHX H TICHXOTPOIHBIX
JeKapCTBEHHbIE MpenapaToB, BHECEHHBIX B CHHMCOK Il mepeyHs HapKOTHYECKHX
CpPENCTB, MCHXOTPOIHBIX BELIECTB M HMX IIPEKYPCOPOB, IMOUIEKAIIMX KOHTPOJIO B
Poccuiickoii Denepanyu, YTBEp)KAEHHOro IocTaHOBIEHHWEM IIpaBUTENBCTBA
Poccuiickoit @eneparmu ot 30 urons 1998 r. Ne 681 (nanee — nepeyeHs).

Jlns  BBIIEYKAa3aHHBIX HApKOTHYECKHMX M IICHXOTPONHBIX JIEKAPCTBEHHBIX
IpenapaToB IeHCTBYyeT HOpMa, NpPEAYCMOTPeHHas d9acThio 6 craThd 25
denepanpHOro 3akona ot 8 siaBapst 1998 r. Ne 3-@3 «O HapKOTHYECKHX CPEACTBAX U
IICUXOTPONHBIX BEIIeCTBaX», B 4YacTH 3alpeTa HUX OTIyCKa IO pelenTam,
BLINIMCAHHBIM OoJiee MATHAALATH JHEH Ha3al.

2. Ilo Bomnpocy oTnycka HMMYHOOHMOJIOTHYECKHX JI€KAPCTBEHHBIX
npenapatoB (nyHkTsl 3 1 13 Iopsaaka).

B coorBercTBUH c abs3ameM 1mecthiM mnyHKTa 3 Ilopsiaka OTIYyCK
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENApaToB I10 pelleNTaM OCYIIECTBIACTCS
TOJIBKO AITEYHBIMH OPTraHNU3ALUAMH (aNTEKaMH, ATTeYHBIMH ITyHKTaMH).

Vka3aHHas HOpMa perjlaMeHTHpOBaHa IIyHKToM 3 crTaThu 12 ®enepanbHOro
sakoHa OT 17 cenrsOps 1998 r. Ne 157-®3 «O6 uMMYHONPOGUIAKTHKE



MH(EKIIHMOHHBIX  0OJE3HEHY, COrJJacHO  KOTOpOM  OTIYyCK  IpaxJaHam
UMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX IIpenapaTtoB AJIsd HMMYHOTIPO(UIAKTHKH
NpPOU3BOAMTCS [0  pelenTy Ha  JIeKapCTBEHHBIM  mpenapaT  anTeYHbIMU
OpraHM3aLMsAMH B  [OPAAKE,  YCTaHOBJIEHHOM  (elepalbHbIM  OpPraHoM
MCIIOTHUTENIBHO BIACTH, OCYIIECTBISIOMNAM (YHKIUH 110 BEIpabOTKE ¥ pealu3alyu
rocyJIapCTBEHHOW MONHWTHKHA U HOPMAaTHMBHO-TIPABOBOMY PErylHpOBaHHIO B chepe
31PaBOOXPAHECHUSI.

IIpu ormycke MMMYHOOHOJNOTHYECKHX JIEKAPCTBEHHBIX NPENapaToB MODKHbI
cobiomaTecsi TpeGoBaHus, mpenycmoTpeHHsle myHkToM 13 Tlopsaka. Ilpu aTom
[IOMAMO TEPMOKOHTEHHEpPOB MOIYT DPHUMEHSThCS M JpyrHe YCTPOHCTBa,
TO3BOJISIONIME COXPAHUTH TEMIIEPATYPHBIH PEXUM, HEOOXOMUMBIA AN XPaHEHHUS
HMMYHOOHOJIOTMYECKOTO JISKApCTBEHHOI'O Ipelapara, Ha NepHoJ] €ro JOCTaBKU B
MEeIUIIUHCKYIO OPTraHU3aLHIo.

3. IIo Bompocy XpaHeHHsl peLeNTOB Ha JieKAPCTBEHHbIC MPpeENapaThbl
(nynkr 14 Tlopsaaka).

ITpukazom Ne 403 He BBOAMTCA HOpPMAa O HEOOXOAMMOCTH MOJY4€HHS
MallMeHTaMH PELENTOB Ha JIGKApCTBEHHBIE IIPENaparhl, KOTOPbIE B yCTAHOBJICHHOM
NOPSJKE 3aperMCTPUPOBaHBl B KayecTBe  Oe3pelenTypHbIX M HUMEIOIIHX
COOTBETCTBYIOIYIO 3allMCh B WHCTPYKUUU [0 MEIUIUHCKOMY IPHUMEHEHHIO
«OTtmnyckaetcs 6e3 peuenrtay.

OTHeceHHe  JIGKAPCTBEHHBIX  IIpenaparoB K  peLenTypHOMy  HIIH
Oe3peLENTYPHOMY OTIIYCKY OCYIIECTBISETCS Ha JTalleé HX TOCYyAapCTBEHHOH
perucTpalfy, YCIOBHS OTIYCKa YKa3bIBalOTCS B PETMCTPALIMOHHBIX HOKYMEHTax Ha
JeKapCTBEHHbIE IIpenapaTrhl, B TOM YHCJI€ B HHCTPYKLUMH 10 MEIULUHUHCKOMY
IIPUMEHEHHIO.

IIpuka3 Ne 403H perynupyeT TOJBKO CPOKHM XpaHEHMs PeLCNTOB U HE BBOAUT
JIOTIOTHUTENIBHBIX OrpaHUuYeHUl Ha O0O00pOT BBIMICYKA3aHHBIX JIEKAPCTBEHHBIX
CpEeICTB.

ITyaktom 14 Ilopsinka BBe/leHa HOBas HOpMa O XpaHEHHM B TE€YEHHE TpeX
MECSIEB pEUEeNnTOB B aNTeYHOM OpraHu3alMyd HIX Yy HHIUBHIYaJbHOIO
MpeANPUHAMATEN S, HIMEIOIEro JIMLEH3UIO Ha (papMalleBTHYECKYIO JeATEIbHOCTD:

Ha JIeKapCTBEHHbIE IIpenapaThl B OKHAKOHW JleKapcTBeHHOH  ¢opMme,
conepxamiue 6oiiee 15 % 3THIIOBOro CUpTa OT 00beMa rOTOBOM MPOAYKIIUH;

Ha JIeKapCTBEHHBIE Tperaparbl, OTHOCALIMECS 10 aHATOMO-TEPaleBTHYECKO-
XUMHYECKOW KjacCH(HKaAUWU, pEeKOMeHJ0BaHHON BceMupHON opraHusaunuen
3apaBooxpadenus (nanee — ATX), k anTuncuxotHyeckuM cpeactsaMm (ko NOSA),
ankcuonutukaM (kogq NO5SB), cHoTBopHeIM M cenatuBHbIM cpeactBam (ko NOSC),
antugenpeccantaM (kog NO6A) v He mnoaJiexalye MPeIMETHO-KOIUYECTBEHHOMY

y4erTy.



IIpu 3TOM oOOpamiaeM BHHUMaHHE, UYTO TMOJJIEXAT XPAHEHHIO DPELENThl Ha
JIEKapCTBEHHBIC MPEMapaThl BbIllIeyKa3aHHbIX I'PYII, BBHITACAHHBIE HA PELENTYPHBIX
onankax ¢opmer Ne 107-1/y, kak umeromue cpok aeiictBus no 60 nHe#, tak M
UMEIoIe CpoK AeiicTBUA oo 1 roma. B mocimegHeMm ciydae peliEnNT OCTaeTcs U
XpaHHUTCSA B TE€YEHHE YCTAHOBJIEHHOTO CPOKa IOCHe OTIYCKa MAalMEHTY MOoCIeqHen
NapTHHU JIEKaPCTBEHHOTO Ipemnapara.

NHdopmarss 0 TNPOLIEHTHOM COJAEpPXKaHUU JTUIOBOIO CIHPTa B IKHUAKHUX
JIEKapCTBEHHBIX (opMax JIEKapCTBEHHBIX IMpenaparoB, a TaKkKe O COOTBETCTBUHU
JIEKapCTBEHHBIX IpenaparoB ompelenaeHHbIM rpynnaM ATX Takke CONEPXKUTCS B
WHCTPYKUHUH 110 MEIULMHCKOMY IPUMEHEHHIO KOHKPETHOrO JIEKapCTBEHHOIO

npenapara.

Hampumep, JeKapCTBEHHBIE npenaparsl C MeXIyHapOJHBIMH
HEMaTeHTOBAHHBIMHU HaMMEHOBaHUSIMU XopnpomMasuH («AMHHA3UH»)
U XIOpNPOTUKCEH («XmOpIpOTUKCERY, «Tpyxkcan») OTHOCSITCS

K TpyIIe aHTHICHXOTHYeCKuX cpeactB (xoa NOSA), ¢ MexayHapOJHBIMU
HEMAaTCHTOBAaHHBIMH  HAMMEHOBAHUSIMH Toduzonam («I'paHgaKcuH») U
Bpomauruapoxnophenunéensoquazenun («Denazenam», «Om3enam», «Desaned»,
«®eHopenakcaH» M JAp.) — K rpymme aHkcuonutukoB  (xon  NOSB),
C MEXAyHAPOJHBIMM HETATEHTOBAHHBIMA HAMMEHOBAHMAMH AMHTPUITHINH
(«Amutpuntuimny), Ceprpamun («3omodt», «Cepenata», «AcenTpa» U Ip.) U
Scuutanonpam («Cenektpa», «JleHykcuny», «Omuues» # Ap.) — K rpynne
anTuaenpeccanToB (ko NO6A).

4. Tlo Bompocy OTHYyCKa HAPKOTHYECKHX H  NCHXOTPONMHBIX
JeKapcTBeHHbIX npenapaToB (MyHKT 20 Ilopsiaka).

ITyukTom 20 Ilopsiaka yTouHeHa HOpMa O JIHLAX, UMEIOLINX MPaBO II0JydaTh
HAPKOTHYECKHE U IICUXOTPOIIHbIE JIEKAPCTBEHHbIE Mpenaparbl, BHECEHHBIE B CIIUCOK
II nepeuns. Tak, ykazaHHbIE peNapaTbl MOTYT NOJIy4aTh:

NalMEHTHI, KOTOPBIM BEIITMCAHbI YKa3aHHbIE JIEKAPCTBEHHbIE NTPENIapaThl;

ux 3aKOHHBIE MpEeACTaBUTENU (ecnmu MalueHTaMu SIBJISIFOTCSI
HECOBEPIIEHHOJIETHIE WIH HE1eeCIIOCOOHbIE);

MHble JIMIA TNpH HAIMYUK JOBEPEHHOCTH OT MalMeHTa, OGOpMIECHHOH B
COOTBETCTBHH C 3aKOHOAaTeabcTBOM Poccuiickoi denepannu.

B oTHOIIEHMH MOBEPEHHOCTH OT IAllMEHTa Ha ITOJy4eHHE HapKOTHYECKHX
M [CHXOTPOMHBIX JIEKAPCTBEHHBIE PENapaToB OTMEYaeM, 4To OHa O(OopMIIAeTcs B
IpocToii THChMeHHOH (opme (ctaths 185 I'paxgaHckoro koaekca Poccuiickod
denepallii) U MOXKET OBITh HOTAPUATIBHO YIOCTOBEPEHA 1O XKEJIAHUIO MTAlMEHTa W
IpU  HEBO3MOXHOCTH KM HANHCaTh JOBEpeHHOCTh (craThd 163 n  185.1
I'paxxaanckoro konekca Poccuiickoiit ®denepanuu). Ilpu 5TOM, €ciiu B TOBEPEHHOCTH



HE yKa3aH CpOK ee JelCTBHUs, OHa COXpaHseT CHIy B Te4YeHHe TIojla co JHA ee
HNOATHUCAHUS.

MunnctepcTBOo  3npaBooxpaHenuss Poccmiickoii ®Denepanuu  npejasaraet
IOBECTH  JNaHHYO  uH(popManMi0 OO0  CBeleHHs  BceX  PYKOBOAMTENEH
TEPPUTOPHAJIBHBIX ~ OpPraHoB  YIpaBJIeHUs  3ApPaBOOXPAHEHUEM,  aIlTE€YHBIX
OpraHu3alyil W WHAUBUAYAIBHBIX IpEeANpPUHUMATENEH, MUMEIOMUX JIULEH3UI0 Ha
(hapMalleBTUYECKYIO AEATEbHOCTh U OCYIIECTBJISIOMIUX OTIYCK JIEKapCTBEHHBIX
[pernaparos.
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