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HaNe ot

B cBsi3u ¢ mocrymarmowmmu obpamesnsmMa mo NPUMEHEHHIO HOPM IpHKasa
ot 11 mronst 2017 r. Ne 403u «O6 yTBepKaeHUU NpaBUJI OTITyCKa JIEKAPCTBEHHBIX
MpenapaToB JUis MEMIIMHCKOrO NIPUMEHEHHS], B TOM 4YHCJIE UMMYHOOHOIOTHYECKHX
JICKapCTBEHHBIX  [PENapaToB, aNTeYHbIMU OpPraHH3ALMAMH, WHAMBUIYATbHBIMU
NpeAnpUHUMATENISMHY, UMCIOIIMMHK  JIMLEH3HI0  Ha  (apMaleBTHYECKYIO
NeATeNbHOCTEY»  (J1aiiee COOTBeTCTBEHHO — mpuka3 Ne 403m, Ilopsok)
MunucrepcTBo 31paBooxpanenus Poccuiickoi Denepanuu coobdaer cneayomniee.

1. Tlo Bompocy oTmycka JieKapcTBEHHOro mpemapaTa mo peuenrty, cpok
AeHCTBASL KOTOPOT0 HCTEK B NEPHOA €ro HAXOXKIeHHs Ha OTCTPOYE€HHOM
obcayxuBanuu (myuxr 9 Mopsiaka).

Hopwma, npenycmorpennas nynkrom 9 IMopsika, pacnpocTpaHsieTcsl Ha BCe
TPYIIIBL JICKApCTBEHHBIX IPEMapaToB, B TOM HYHCIE IOUIEKALIMX IIPEAMETHO-
KOJIHYECTBCHHOMY y4eTy, 3a MCKJIIOYEHHEM HApKOTHYECKUX M IICUXOTPOIHBIX
JICKapCTBEHHbIC MPENapaToB, BHECEHHBIX B crnucok Il mepedns HapkoTHYeckmx
CPEACTB, INCHUXOTPOIHBIX BEIIECTB U MX MPEKYPCOPOB, MOJIEKAIUX KOHTPOIIO B
Poccuiickoii  ®ezepaiuu, yTBEPXKAEHHOTO OCTAHOBJICHHEM IIpaBuTenbcTBa
Poccuiickoit @enepariu ot 30 urons 1998 r. No 681 (nanee — NIepeyeHb).

JU1s  BbIUleyKa3aHHBIX HAPKOTHYECKMX M ICHXOTPOIHBIX JIeKapCTBEHHBIX
NpenaparoB NCHCTBYeT HOPMa, MPEAYyCMOTPEHHAas 4YacTbilo 6 cTaThu 25
®ezepanbHOro 3akoHa ot 8 stBapst 1998 r. No 3-®3 «O HApKOTHYECKHUX CPe/ICTBAX U
[ICHXOTPONHBIX BENIECTBAaX», B 4YaCTH 3alpeTa HX OTIYCKa [0 PpelenTaMm,
BBINMCAHHBIM OoJiee MATHAIATH JAHEl Hazajl.

2. Mo Bompocy oTnycka HMMYHOOHOIOIHYECKHX JIeKapCTBEHHbIX
npenapatoB (myHkTs! 3 u 13 Iopsaaka).

B coortsetctBHM ¢ a03aueM IecTHIM mNyHKTa 3 Ilopsaka otmyck
HMMYHOOHOIIOrHYECKHX JIEKAPCTBEHHBIX PENapaToB 110 PEeleNTaM OCYIIeCTRISeTCs
TOJIPKO anTeYHbIMU OPraHU3ALMAMM (aNTeKaMH, alTeYHbIMHU [TYHKTaMH ).

YKasaHHass HOpMA periaMeHTHPOBAaHA MyHKTOM 3 cTaTbh 12 DenepanbHOTO
3akoHa oT 17 cenrsbps 1998 r. Ne 157-®3 «O6 HMMYHOIIPO(DHUIAKTHKE
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MHOEKUUOHHBIX  0oJIe3HEeH», COIJIACHO KOTOPOH  OTIYCK rpaxkaaHam
HMMYHOOHOJIOTHYECKHX JIGKAPCTBEHHBIX TPENapaTtoB Ui MMMYHOIPO(GUIAKTUKY
OPOU3BOAMTCS 1O  peuenty Ha  JIEKApCTBEHHBIH  Ipemapar  alnTeYHBIMU
OpraHu3alMsMH B NOpSJIKE,  YCTAHOBJIEHHOM  (elepajbHbIM  OpPraHoM
HCIIOJHUTEIBHOM BIaCTH, OCYILECTBISIOMUM (YHKIIHH 110 BEIPAOOTKE M peanu3alyuu
rOCy/1JapCTBEHHOH MOJIMTHUKH W HOPMAaTHBHO-IPABOBOMY pEryJHpOBaHHIO B cdepe
3/[paBOOXpPaHEHHUS.

Ilpu oTrmycke MMMYHOOHOIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB JOIDKHBI
cobmonatbest TpeboBaHus, MpeaycMoTpeHHble myHktoM 13 IMopsaka. Ilpu sTom
IIOMMMO  T€PMOKOHTEMHEPOB MOTYT MpPHUMEHSAThCS W JIDyI'ME YCTPOHCTBA,
MO3BOJIAIONIME COXPAHUTh TEMIEPATYPHBIH pPeXUM, HEOOXOAMMBIH il XpaHEHHS
HMMYHOOHOJIOrMYECKOr0 JIeKapCTBEHHOTO IIperapaTa, Ha TepHOJl ero J0CTAaBKH B
MEIMIIMHCKYIO OpraHu3aluio.

3. Ilo Bompocy XpaHeHHsi pPeleNTOB HAa JIeKAPCTBEHHBIE NPENapaThi
(mynkr 14 Iopsiaka).

[Ipukazom Ne 403 He BBOOMTCH HOPMa O HEOOXOAMMOCTH IOJIyYEHHS
MAlHCHTaMHU PELENTOB Ha JIEKapCTBEHHBIE IIPENapaThl, KOTOPble B YCTAHOBIECHHOM
MOPSIIKE  3apErUCTPUPOBAHbI B KayecTBe Oe3pelenTypHBIX W MMEIOLIUX
COOTBETCTBYIOILYIO 3allMCh B HHCTPYKIMM 10 MEIUIHMHCKOMY IPUMEHEHUIO
«Otnyckaercs 6e3 penenray.

OtHeceHne  NeKapCTBEHHBIX  NPENapaToB K  PEUENTYPHOMY MM
Oe3pelenTypHOMy OTIYCKY OCYIIECTBISIETCS HA JTane ux rocyapCTBEHHOM
PErUCTpalLliK, YCIIOBHUS OTIYCKa YKa3bIBAIOTCSl B PETHCTPALMOHHBIX JOKYMEHTaX Ha
JICKAPCTBCHHBIC MpENaparbl, B TOM YHCJIE B HHCTPYKUHH [10 MEIHIMHCKOMY
[IPUMEHEHHUIO.

[Tpukas Ne 4031 perynupyer TONBKO CPOKH XpaHEHHs! PelenToOB U HE BBOJUT
JIOTIOJIHUTE/ILHBIX OTPaHMYEHMH Ha O00O0pOT BbINICYKA3aHHBIX JIEKAPCTBEHHBIX
CPEeJICTB.

ITynkrom 14 Tlopsnka BBeeHa HOBas HOpMa O XpaHEHUH B TEYEHHE Tpex
MECALICB  PeLeNnTOB B aNTeYHOH OpraHu3allid WM Yy  HMHIMBHUIYalbHOTO
NPEANPUHUMATE]IST, KMEIOILET0 JIMLEH3HIO Ha (JapMalleBTUYECKYIO JeSITeIbHOCT:

Ha  JICKapCTBCHHBIC TpemapaTbl B JKHAKOH JIeKapCTBEHHOW  (QopMe,
conepxatue 6osee 15 % 3THII0BOrO crMpTa OT 00BEMA FOTOBO IIPOJIYKIUH;

Ha JICKapCTBCHHBIC IMPENapaThl, OTHOCALIMECS [0 aHATOMO-TEpPaneBTHYECKO-
XMMHYECKOH  KlaccHUKAIHK, pPeKOMEHI0BAHHOM BeemupHoit  opranuzanueii
31paBooxpanenus (qanee — ATX), Kk aHTHICUXOTHYECKMM cpeficTBaM (KOJ NO5A),
aHKCHOMHUTHKAM (ko1 NOS5SB), CHOTBOpHBIM M ceIaTHBHBIM cpeactsam (kog NO5C),
anTuzenpeccantam (kox NO6A) u He noamexamme IIPEAMETHO-KOJIMYECTBEHHOMY
yuery.
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Ilpu stom obpaniaem BHUMaHHWe, YTO MOJJIEKAT XPaHEHHIO pelenThl Ha
JICKapCTBCHHBIC MTPETapaThl BRIICYKAa3aHHBIX T'PYIIN, BhIITUCAHHbBIE HA PELENTYPHBIX
Onankax ¢opmsl Ne 107-1/y, kak umeromue cpok jeiictBus no 60 aHe, Tak u
UMeEIoIIKe CpoK aeicTBus 10 | roma. B mnociennem cliydyae peLerT OCTaeTcs W
XpaHHUTCS B TCYEHHE YCTAHOBJIEHHOI'O CPOKa IOCIE OTIyCKa IMAIHUEHTY MOCIeAHeH
TIapTHH JIEKapCTBEHHOT'O IIpernapara.

Undopmarms o npoueHTHOM COJIEPYKAHUHU STUJIOBOIO CIHUPTA B IKHIKHUX
JICKApCTBEHHBIX (DOpMax JIEeKapCTBEHHBIX IPENapaToB, a TAKKe O COOTBETCTBUM
JICKapCTBCHHBIX TpenapaToB onpejeneHHbM rpynnaM ATX rtawke comepxutcs B
MHCTPYKLIMM 10  MEIUIMHCKOMY TPHMEHEHHIO KOHKPETHOI'0 JIEKapCTBEHHOTO
npemnapara.

Hanpuwmep, JIEKapCTBEHHBIE Ipenaparsl c MEX1yHapOAHBIMH
HEMAaTeHTOBAHHBIMU HAaWMEHOBAaHHUSIMHU XnoprpoMaszuH («AMUHA3UHY)
7 XOprpoTHKCEH («X10pIpOTHKCEHY, «Tpykcan») OTHOCSITCS

K Tpynne aHTHICHXOTHYECKUX CpeAcTB (kog NOSA), ¢ MexayHapomaHBIMU
HEMAaTeHTOBAHHBIMH  HAWMEHOBAHHUSIMHU Toduzonam («I'panpakcun») u
bpomuurunpoxnopbenunbensoquazenun («Penazenam», «Dizenam, «De3zaned»,
«®eHOpenakcaH» M Ap.) — K TIpynne aHKCHONHMTUKOB (KO NO5B),
C MEXAYyHAapOAHBIMH HENAaTeHTOBAHHBIMM  HAWMEHOBAaHUSAMHU  AMHTPUIITHIINH
(«Amutpuntununy»), Ceprpamin («3onmod1», «Cepenara», «AcenTpa» u ap.) u
Ocuuranonpam («Cenektpa», «JleHykcun», «Diuues» M 1p.) — K Tpyilie
anTuienpeccanToB (koa NO6A).

4. Tlo Bompocy oTnycka HAPKOTHYECKHX H NCHXOTPONHBIX
JeKapcTBeHHbIX npenapatos (nyHkT 20 Mopsiaka).

Ilyakrom 20 Ilopsinka yTouHeHa HOpMa O JHMIIAX, MMEIOIIHX MPABO ITOJIyYaTh
HapKOTHYECKHE U IICHXOTPONHBIE JIGKAPCTBEHHBIE [penaparhbl, BHECEHHbBIE B CIIMCOK
I mepeuns. Taxk, ykazaHHble IpenapaTbl MOTYT T1OJTy4aTh:

MALKEHThI, KOTOPBIM BbITUCAHBI YKa3aHHbIE JIEKAPCTBEHHBIE [TPETIapaThi;

ux 3aKOHHbIE IIPECTaBUTEIH (ecnm narueHTaMu SABJISAIOTCS
HECOBEpIISHHOJIETHHE UITH HEJeeCTIOCOOHbIE);

MHBIC JIMLA TpU HAIMYHH LOBEPEHHOCTH OT MalMeHTa, OMOPMIEHHON B
COOTBETCTBHH C 3aKOHOAaTeIbcTBOM Poccuiickoit Menepariinn.

B oTHOIIEHHH IOBEPEHHOCTH OT NALMEHTa HA MOTyYeHHe HAPKOTHYECKUX
M TCHXOTPOITHBIX JIEKAPCTBEHHBIE MPENaparoB OTMeYaeM, 4To OHa o(opmIsieTcs B
NpocToil muchbMeHHOM (opme (crartes 185 I'paxkaaHckoro kopmekca Poccuiickoii
Denepaiyn) 1 MOXKeT OBITH HOTAPUAIIBHO YJOCTOBEPEHA 10 JKEIAHHUIO MAUEHTA U
[IpH  HEBO3MOXXHOCTH MM HamucaTh JOBEpeHHOCTh (ctatbu 163 wu  185.1
I'paknanckoro konekca Poceniickoii Mepepauun). Ilpu sTom, ecii B MOBEPEHHOCTH
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HE YKasaH CPOK €e JeHCTBUS, OHAa COXpaHSeT CHUIy B TEUeHHEe roia CO JHS ee
MOANHCAHUSI.

MunucrepctBo  31paBooxpanenus  Poccuiickoid Denepau  nipeiaraeT
AIOBECTH  NaHHyI0  MH(OpPMALMIO 10  CBEJEHHS  BCeX  pyKOBOAMTEeit
TCPPHTOPHAJIPHBIX ~ OPraHOB  YMpPAaBIEHUS  3[PAaBOOXPAHEHUEM,  AlTEYHBIX
OpraHv3alliii ¥ HHAMBUIYaNbHBIX HPENNPHHAMATEICH, MMEIOUMX JMICH3HIO Ha
(hapmaleBTHYECKYIO AESTENBHOCTh M OCYIIECTRIMIONHX OTITYCK JIEKapCTBEHHBIX
IIpenapaTos.
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