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Ha Ne oT

B ¢BA3M ¢ moctynarommMH 06GpaleHMSIME 1O IPHMEHEHHIO HOPM IIpUKa3a
or 11 mons 2017 r. Ne 4031 «O6 yTBepXIECHUM MPaBHII OTITyCKa JIEKapCTBEHHAIX
NPEnapaToB A1 MEAULHMHCKOrO IIPHMEHEHHS, B TOM YHCJIE MMMYHOOHOIOIHYECKHX
JCKapCTBEHHBIX NPEMNapaToB, aNTeYHBIMH OpPraHM3ALUAMM, WHIUBUAYAJILHBEIMH
NpeANPpUHUMATENSIMH,  WMEIOIIWMH  JIMHEH3MI0  Ha  (apMaleBTHYECKYIO
JeATeNILHOCTE)  (najee cooTBeTcTBeHHO — npukaz Ne 403H, Ilopsaok)
Munucrepctso 31paBooxpanenus Poceuiickoit @egepanun coobuiaer cienyoliee.

1. Ilo Bompocy oTmycka JieKapCTBEHHOr0 MpenapaTa No pPeuenTy, CPoK
AeiiCTBUA KOTOPOr0 HCTEK B MNEPHOA €ro HAXOXKIAEHHS HAa OTCTPOYEHHOM
o6cayxuBannn (nynkr 9 Ilopsinka).

Hopma, npexycmorpennas myrkToMm 9 Ilopsinka, pacrpocTpaHsieTcs Ha BCe
IpYNNbl JIEKaPCTBEHHBIX IIpenapaTroB, B TOM 4YHCJIEe MOJJIEXAIIMX HpeaMeTHO-
KOJIMYECTBEHHOMY Y4YeTy, 3a MCKIIOYEHWEM HApKOTHYECKHMX M IICHXOTPOIHbix
JIeKapCTBEHHBIE MIPENapaToB, BHECEHHBIX B cnucok Il mepeyHs HAPKOTHUECKUX
CPEACTB, NMCHXOTPOIHBIX BEILECTB U UX INPEKYPCOPOB, MOIEKAIUUX KOHTPOJIO B
Poccuiickoit ®epepaumu, yTBepXIEeHHOr0 NOCTaHOBIeHHEM [IpaBUTENbCTBA
Poccutickon ®enepauuu ot 30 uroHs 1998 r. Ne 681 (nasiee — mepedeHs).

JIis  BbIIIEYKa3aHHBIX HAPKOTUYECKHX M IICHXOTPOIMHBIX JEKapCTBEHHBIX
npenapaTtoB ACHCTBYeT HOpMa, TMpPEeIyCMOTpeHHas d4acTelo 6 crarbu 25
DenepansHoro 3akoHa ot 8 sHBaps 1998 r. Ne 3-03 «O HapKOTHYECKUX CpPENCTBAX U
[ICUXOTPOIIHBIX BEIIECTBaX», B YacTH 3alpeTa HX OTIyCKa II0 peLentam,
BbINHCAHHBIM Oo0Jiee NMATHAANATH JHEH Ha3a.

2. Ilo Bompocy ornmycka HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHbLIX
npenapatoB (nyHktbl 3 ¥ 13 Ilopsaka).

B cootBerctBHH ¢ a63amem mecthiM 1yHkTa 3 Ilopsakxa oTmyck
MMMYHOOHOIOIHYECKUX JIeKapCTBEHHBIX MpenapaToB I10 pelernTaM OCYIIECTBISEeTCs
TOJIBKO aITeYHBIMH OPraHHM3alUAMY (aNTEKaMu, alITEYHBIMH ITyHKTaMH).

Yka3zaHHas HOpMa periiaMeHTHpPOBaHa NyHKTOM 3 cTaTbu 12 @enepanbHoro
3akoHa OT 17 ceursbps 1998 r. Ne 157-®3 «0O6 wumMyHONpOQUIAKTHKE
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HHpEeKUHOHHBIX  Gonesnedt»,  COIIAacCHO  KOTOPOH  OTIYCK rpakaaHam
MMMYHOOHONOTHYECKHX JIEKAPCTBEHHBIX I[IPENapaToB I MMMYHOIIPOUITaAKTHKHA
NPOM3BOIMUTCA MO  pEUeNntTy Ha JIeKapCTBEHHBIH MpemapaT  anTeYHbIMH
OpraHM3auMsMM B MOpPSAAKE,  YCTAHOBIEGHHOM  (belepabHBIM  OpPraHOM
MCTIOJIHUTEJIBHOH BIIACTH, OCYIIECTBIISIOMUM (QYHKUHH 110 BEIPabOTKE U peasTH3alliu
FOCY/IapPCTBEHHOH MONMTHKA M HOPMAaTMBHO-TIPABOBOMY DEryIHpOBAHUIO B chepe
3 paBOOXPaHEHHS.

[Ipu ormycke WMMyHOGHONOrMYECKHX NEKAPCTBEHHBIX MPENApaToB JOIDKHEI
cobnronarses TpeGOBaHMS, NPEoyCMOTPEHHBIE MYHKTOM 13 ITopsinka. Ilpu stom
IOMHMO  TEPMOKOHTEHHEPOB MOTYT IPHUMEHSATBCS M ApYIHE YCTpOMCTBa,
TIO3BOJIAIOIINE COXPAHHUTH TEMIIEPATYPHBIA DPEXUM, HEOOXOOUMBIM MIJIsS XpaHeHHs
MMMYHOOHONOTHYECKOr0 JIEKAPCTBEHHOTO Mpelapara, Ha NEpPUOJ €ro IOCTABKH B
MEQMLHHCKYIO OPTaHU3aIHIO.

3. Ilo Bompocy XpaHeHMs PpeLENTOB HAa JICKAPCTBEHHBIC NpPeNapaThl
(nynxr 14 IMopsaaxa).

Ilpukazom Ne 403 He BBoAMTCS HOpMa O HEOOGXOAMMOCTH IONYYEHHS
NalMeHTaMH PELENTOB Ha JIEKapCTBEHHBIE Ipenaparhbl, KOTOPhIE B YCTAHOBIEHHOM
MOpsIKE  3aperdCTPUpOBaHBl B  KauecTBe Oe3pelenTypHBIX H  HMEKIIUX
COOTBETCTBYIOILYIO 3alUCh B MHCTPYKIHH IO MEIULUHHCKOMY TPUMEHEHHUIO
«Otnyckaercs 6e3 peuenray.

OTHeceHne  JIeKapCTBEHHBIX  NPENapaToB K  pEHenTypHOMY  WIHM
Ge3peLenTypHOMY OTIYCKY OCYIIECTBIS€TCS Ha OJTame HX TOCYJapCTBEHHO
PETUCTPAIMH, YCIIOBHS OTIYCKA YKa3bIBAIOTCA B PETHCTPAI[HOHHBIX JOKYMEHTAaX Ha
JIEKapCTBEHHbIE IIpenapaThl, B TOM YHCJIE€ B HHCTPYKIHH [0 MEIHLMHCKOM!
IIPUMEHEHHIO.

ITpukas Ne 4038 perynupyeT TONBKO CPOKHM XpaHEHHsS PELENTOB H HE BBOJUT
JONIONIHUTENIBHBIX OrpaHUuYeHH Ha o0OpOT BhIMIEYKA3AHHBIX JIEKAPCTBEHHEIX
CpEnCTB.

Ilynxrom 14 Ilopsaka BBereHa HOBas HOPMA O XpaHEHMHM B TEYEHHUE TPEX
MECSLEB pELENTOB B anTeYHOW OpraHW3alldd WX Y WHIMBHUIYATBHOIO
NpeAIpHHAMATES, HMEIOLIETO JTHULEH3HIO Ha (hapMaleBTHYECKYIO 1eSITeNbHOCT!

Ha JIEKapCTBEHHBIE IIpernapaTtbl B JKUAKOH JeKapcTBEHHOH Qopwme,
copepxkamue 6oiee 15 % 3TriioBoro cmupra oT 06beMa rOTOBOM MPOLYKIIUH;

Ha JIEKapCTBEHHBIE IpPENaparhbl, OTHOCSIIMECS [0 AHATOMO-TEPAIEBTHYECKO-
XHMMHYECKOH KJAacCHUKAIMK, pEeKOMEHIOBaHHOW BceMmupHO#t opraHusaumei
3apaBooxpanenus (nanee — ATX), k anTUnCHXOTHYeCKUM cpeacTtBam (kox NOSA),
ankcuonutHkaM (kox NO5SB), cHoTBOpHBIM U cematuBHBEIM cpeacTBaM (koa NOSC),
aHTHAenpeccantaM (kox NO6A) u He mojiexamue IpeIMETHO-KOJIMIECTBEHHOMY

y4eTy.
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Ilpu sToM of6pamjaem BHUMAaHHE, YTO TNOMNEKAT XpaHEHHUIO DeUenThl Ha
/ICKapCTBCHHBIC NpEapaThl BRINICYKA3aHHBIX IPYIIN, BBIINCAHHBIE HA PENENTYPHbIX
bnankax dopmsr Ne 107-1/y, xax umeromue Cpok neiictBus mo 60 pgHel, Tak u
MMEIOIIHE CPOK NeHCTBHS N0 1 roma. B mocnemnem ciyuae penent ocraercs w
XPaHHUTCA B TCUCHHE YCTAHOBJICHHOTO CpPOKa IOC]e OTIYCKa MAaLeHTy NociaeqHeii
MapTUH JIEKAPCTBEHHOTO TIpernapara.

MHbopmanus 0 NPOUEHTHOM CONEPNAHHH STHIOBOTO COHUPTA B IKUIOKHX
JICKapCTBEHHBIX (OpMax JIeKapCTBEHHBIX TPENapaToB, a TAKKE O COOTBETCTBHH
JICKapCTBCHHBIX MPENapaToB ompeneleHHBIM rpynmaM ATX Takke comepxutcs s
VUHCTDYKUHH [0 MEJULMHCKOMY IIPUMEHEHHIO KOHKPETHOIO JIEKapCTBEHHOTO

npenapara.

Hanpumep, JIEKapCTBEHHBIE npenaparsl c MEXIyHapOIHBIMU
HETIaTEeHTOBaHHBEIMHU HAaHMEHOBAaHUAMU XnopnpomasuH («AMHUHEa3UHY )
U XIOpIpOTHKCEH («XnopnpoTHKCEHY, «Tpyxkcain») OTHOCHTCH

K Tpynne aHTUICHXOTHYECKHX cpelcTB (kog NOSA), ¢ MeXIyHapogHBIMH
HENIATEHTOBAHHBIMH HaHMEHOBaHUIMU Todmzonmam  («I paHAaKCcHHY) 51
bpomaurunpoxnopbernundensonuazenun («@DeHasenam», «Imsenam», «Dezanedy,
«DeHopenakcad» H Ip.) — K TIpyIIe aHKCHOJNMTHKOB (xon  NOS5SB),
C MEeXIYHAapOJHBIMM HENATEHTOBAHHBIMM HAWMEHOBAHUAMHM AMHUTPUIITUINH
(«Avutpuntuiun»), Ceprpamun («3onodt», «Cepenara», «Acentpa» ¥ Ap.)
Ocuutanonpam («Cenextpa», «JleHykcum», «dnuues» M Ap.) — K TIpynme
aHTuaenpeccaiToB (kog NO6A).

4. TIlo Bompocy OTHYCK2 HAPKOTHYECKHX H  NCHXOTPOIHBIX
JIEKapCcTBeHHBIX npenapatoB (HyHKT 20 Hopsaaka).

[Tynktom 20 IMopsiaka yrouHeHa HOpMa O JIMIAX, UMEIOMUX IIPaBO IOJIy4aTsh
HapKOTHUYECKHE W NCUXOTPOIIHbIE JIEKapPCTBEHHBIE ITpenapaThl, BHECEHHBIE B CIIUCOK
II nepeuns. Tak, ykazaHHbIE penapaThl MOTYT IIOJTy4aTh:

HalMeHThl, KOTOPLIM BBIIIUCAHBI YKa3aHHbIE JIEKApCTBEHHBIE MPENapaThl;

ux 3aKOHHble  TIPEICTaBUTENH (ecnu nalueHTaMu SBIISAIOTCS
HecOoBepIIeHHOJIETHHE WIH HelleecliocoOHbIe);

WHBlE JIMUA NPU HAJIWUYHUH JOBEPEHHOCTH OT MalMeHTa, OQOPMIIEHHOW B
COOTBETCTBHHU C 3aK0oHOAarenscTBOM Poccuiickoil Peneparyy.

B OTHOLICHUH NOBEPEHHOCTH OT MalHEHTa Ha INOJTy4YeHHE HApPKOTHYECKUX
¥ ICUXOTPOMHBIX JIEKapPCTBEHHBIE MMPENApaToB OTMEYaeM, YTO OHa O(OPMILETCH B
npocToii muckMeHHOU ¢opme (crates 185 ['paxzpanckoro kxojexkca PoccHHCKOH
@Deqepallii) B MOXET ObITh HOTAPUATHHO YIOCTOBEPEHA 110 JKETAHHIO [TAlMeHTa Wik
IpH HEBO3MOXXHOCTH MM HalHcaTh HOBepeHHocTh (craThM 163 u  185.1
I'paxxnanckoro xonekca Poccuiickoit @enepanuu). IIpu 3ToM, eciny B JOBEPEHHOCTH
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HE yKazaH CpoOK ee HeﬁCTBHSI, OHa coxpaHsieT CHIIY B TE€YEHHE IoAa co JAHA e¢
NOANHCaHUA.

Musnncreperro 3apaBooxpanenus Poccuiickoit ®Denepanuu npepiaraer
AOBECTH  NaHHYI0  MHQOPMALMIO 10O  CBeJeHHs  Beex PYKOBOAHTENE
TCPPHTOPHATILHBIX ~ OPraHOB  yNpaBNEHHs  3/PABOOXPAHEHMEM,  ANTEYHbIx
OPTaHM3alMH W MHAMBHAYaNbHBIX IpeANpUHUMATENeH, MUMEIOIUX JIMLEH3HI0 Ha
(PapMAaleBTHYECKYI0 NeATeNBHOCTh U OCYLUECTBIIAIOMMUX OTIYCK JIEKAPCTBEHHBIX
[IpenapaTosB.
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