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Ha Ne oT

B CBs3M ¢ MOCTYynarOmMMH OOpalieHUsAMH 1O IPHMEHEHHMIO HOPM NpHKA3A
ot 11 mosst 2017 r. Ne 403n «O6 yTBep)AEHHM MpPaBHJ OTITYCKAa JIEKAPC ‘CHHBIX.
npenaparos )i MEAHUHHCKOrO NIPUMEHEHHS, B TOM YHCIIE HMMYHOOHMOIOTHYECKUX
JIEKapCTBEHHBIX IIPENapaToB, AaNTE€YHbIMH OpraHM3alUsAMY, HWHIUBAAYAIBHBEIMH
NpeANnpHHUMATENIAMH,  HMEIOIUMMH  JIHIEH3WI0O  Ha  (apMaUueBTHHECKYIO
JIeATEeNBHOCTEY  (Hanee COOTBETCTREHHO — npuka3 Ne 403n, [Ilopsnox)
MunncrepcTBo 3npaBooxpaHenns Poccuiickoit ®enepanun coobmaer cnenyouees.

1. Tlo Bonpocy OTHyCKa JleKAPCTBEHHOro NpenapaTa No pelnenty, cpok
NEHCTBHA KOTOPOr0 HCTEK B MEPHOJ €ro HaXoXKIeHHS Ha orcrpﬁeuuou
obcayxkuBannu (nynkr 9 Mopaaka).

Hopma, npemnycmorpenHas mynktoM 9 Ilopsaaka, pacnpocTpaHseTcs Ha BCE
TPyNNbl JIEKapCTBEHHBIX IpenapaToB, B TOM 4YHCIE NOMIENAMUX HNPeqMeTHO-
KOJIH4ECTBEHHOMY = y4YeTy, 3a HCKIIOYEHHEM HapKOTHYECKHMX H NCHXOTPONHBIX
JIeKapCTBEHHBIE MpenapaToB, BHECEHHhIX B chucok Il mepedHs HapKOTHHeCKMX
CPEeACTB, IICHXOTPOIHBIX BELIECTB M MX HNPEKypCcOpOB, MNOIJIEXAIHX KOHTPOI B
Poccuiickolt  @epepauny, YTBEPKIEHHONO IOCTaHOBIEHHEM [IpaBuUTEnLCTRA
Poccuiickoit @enepanuu ot 30 urons 1998 r. Ne 681 (nanee — nepeveHs).

J1s  BRIIEYKa3aHHBIX HApKOTHYECKMX H IICHXOTPONHBIX JEKapCT
npenaparoB  JeACTBYEeT HOpMa, IpeNyCMOTpeHHas 4acThio 6 crathu 25
®enepanbHoro 3akoHa ot 8 ssuBaps 1998 r. Ne 3-03 «O HapkOTHYECKHX CPENCTBAX U
NCHXOTPONHEIX BEIUECTBAX», B YacTH 3alpeTa MX OTNYyCKa [0 pelernTaMm,
BBINHCAHHBIM OOJIee MATHAALATH NHeH Hasan.

2. Ilo Bonmpocy oTmycka HMMYHOOHONOrHYECKHX JIEKAPCTBEHHBIX
npenapatoB (NyHKTH 3 ¥ 13 Ilopaaka).

B coorBerctBHH ¢ a63aumem 1ecteiM nydkra 3 Ilopaaxa prmyck
Hmmyﬂoﬁuonomqebm NeKapCTBEHHBIX MperapaToB IO pelenTaM OCYIECTHIfeTCH
TOJIBKO aNTEYHBIMU OPraHH3aLHAMH (aNTeKaMH, alTTEeYHBIMH [Ty HKTAMH).

VYka3aHHas HOpMa perjaMeHTHpPOBAaHa MYHKTOM 3 cTaThbu 12 d)e,uepaﬂbnoro
3akoHa 0T 17 centsbps 1998 r. Ne 157-@3 «O6 umuynoupo@malcmxe
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HHpeKUHOHHBIX  Oone3Hei»,  COrnmacHoO  KOTOPOH  OTIYCK  rpak/jiaHam
NMMYHOOHOJIOPHYECKHX JIEKaPCTBEHHBIX IPENapaToB ANA HMMYHONPOQUIAKTHKH
NpOM3BOAMTCA IO  peuenty Ha JIeKapCTBEHHBIH  Mpernapar  anTedHBIMH
OpraHM3allMsMM B  TIOpSAKE,  YCTAHOBJICHHOM  (eAepaNbHEIM  OpraHoM
HCIOJIHATENIBHOMN BIIACTH, OCYILECTRIMIOMMM (BYHKIMHA N0 BEIPaGOTKE H peany3aiH
rocyJapCTBEHHOH [MONHTHKH M HOPMATHBHO-NPAaBOBOMY peryJIMpoBaHMIO B cdepe
3paBOOXPAHEHHUA.
IMpu oTnycke MMMyHOGHOJOIHYECKUX JIEKAPCTBEHHEBIX IIPENAapaToB AOMKHbI
cobmopaarscs TpeQoBaHus, npenycMoTpeHHbie nmyHkToM 13 Ilopsaka. Ilpy stom
NOMHUMO TEPMOKOHTEHHEPOB MOTIYT TIPHMEHSATBCH M  JApPYTHE YCTPOHCTBA,
NO3BOJIAIOIME COXPAaHHTh TEMIIEPATYpPHBIA PEXXUM, HEOOXONUMBIA [ XpaHeHHs
HMMYHOOHOIOrHYECKOTro JIEKapCTBEHHOTO Npelapara, Ha INEPHON €ro JOCTABKH B
MEIHI[HHCKYIO OPTaHHU3ALHIO.
3. Ilo Bompocy XpaHeHHS peuenTOB HA JieKAPCTBEHHBIC NpenaparThl
(nyukT 14 ITopsaka).
[Ipukazom Ne 403H He BBOAMTCS HOpMa O HEOOXOJUMOCTH TOJYHEHHA
MalMeHTaMH pEeLENTOBR Ha JIEKapCTBEHHBIE Mpernaparbl, KOTOPEIE B YCTAHOBICHHOM
NOpsiIKE  3aperucTpPHPOBaHbl B  Ka4ecTBe Oe3pelenTypHBIX M  HMEIOMX
COOTBETCTBYIOLIYIO 3alMCh B MHCTPYKUHM IO MEOULMHCKOMY NPHMEHEHHK
«Ornyckaetca 6e3 peuentay.
OTHecenne = JNeKapCTBEHHBIX  IIPENapaToB K  PELENTYPHOMY = HIH
Oe3pelLenTypHOMY OTIYCKY OCYIUECTBJIA€TCS Ha JTale MX TIOoCyNapCTBeHHOH
PEruCTpaliy, YCIOBHA OTIYCKAa YKa3bIBAlOTCS B PErHCTPALMOHHBIX JOKYMEHTaX Ha
JeKapCTBEHHBIC MpemnapaTel, B TOM 4YHCIe B HHCTPYKHHH N0 MEJHUHHCKOMY
NpUMEHEeHHIO.
ITpukas Ne 403H perynupyeT TOJIBKO CPOKH XpaHEHHS PELENTOB H He BBOJHT
JOTOJNIHHTENBHBIX OrpaHMyYeHH Ha o0oO0OpOT BBINIEYKA3aHHBIX JEKAPCTBEHHBIX
CPEeACTB.
ITynkrom 14 Tlopsanka BBegeHa HOBas HOpMa O XpPaHEHHWH B TEYEHHE TPEX
MECSLEB pPELEeNnTOB B  anTeYyHOHl OpraHW3allil WIH Yy  HHIUBHYAJBHOIO
NpeANpHHAMATENS, HMEIOLIETO JTHUEH3HIO HA (hapMalleBTUHECKYHO LENTENbHOCTD!
Ha JIEKAapCTBEHHBIE [Miperapatbl B OKHIKOH JICKApCTBEHHOH  (Qopme,
conepxaiue 6oinee 15 % arunosoro cnupra oT o6beMa roTOBOH NPOLYKIHH;
Ha JIEKapCTBEHHBIE TTpEnapaThl, OTHOCAILHECH 10 aHATOMO-TEPANEBTHHECKO-
XMMHYECKOH KnacCH(HKauuK, pexoMeHIOoBaHHONW BceemupHoli oprandsalyei
3apaBooxpaHeHus (nanee — ATX), K aHTHIICHXOTHYECKUM cpexncTBaM (kon NOSA),
aHkcHonutukaM (kon NOSB), cnotBopHsiM M cenatuBHbIM cpeactBam (kox NOSC),
antuaenpeccanTam (kox NO6A) M He nomiexaimde mpeaMeTHO-KOIHYECTBEHHOMY
y4ery.
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IIpn sToM oOpamaeM BHMMaHME, 9TO NOAJIEKAT XPAHEHHIO PelEeNThl Ha
JIEKQpCTBEHHbBIC NPENapaThl BRIMIEYKA3aHHEIX IPYTI, BEIMUCAHHEE HA PEHENTYPHBIX
bnankax Qopmel Ne 107-1/y, xak umerowme cpok jaedicTBus no 60 mHed, tak n
HMewIHe cpok aedcTBui g0 1 roga. B nocnepneM ciyudae peuent ocraercs
XPaHUTCH B TE€YEHUE YCTAHOBIECHHOIO CPOKa MOCHE OTIyCKAa MAalMEHTY MocnenHei
NapTHH JIEKaPCTBEHHOTO Npernapara.

Undopmanus o NpPOUEHTHOM COJACPKAHHM STWIOBOTO CIOHMPTA B OKHIKHX
NIeKapCTBEHHBIX (POPMax JIEKapCTBEHHLIX MpENapaToB, a TAKKe O COOTBETCTHHU
NeKapCTBEHHBIX MpenapaTros onpemenenHeiM rpynnam ATX Taxoxe COIICp)KFTCH 3
MHCTPYKUMH [0 MEAWIHHCKOMY INPHMEHEHHIO KOHKPETHOIO JIEKAPCTBEHHOIO

npenapara.

Hanpuwmep, NeKapCTBEHHBIE npenapaThl c MEXTYHapPOIHBIMH
HETMAaTEHTOBAHHBIMH HaHMEHOBaHHUAMH Xnopnpomasux («AMHHa3UHY)
n XIopnpoTHKCEH («XnopnpoTHKCceH», «Tpyxcam) OTHOCATCH

HENATeHTOBAHHBIMA ~ HAaMMEHOBaHMAMH  Todu3sonam («I'panpakcum»)) o
Bpomaurunpoxnoppenunbensonnazenuy («@enazenam», «Anmsenamy», «Desanedy,
«PeHopenakcaH» M Ap.) — K rpynne aHkcHonutHkoB (kom  NO5SB),
C MEeXIYHapOAHBIMH HENATCHTOBAHHHLIMH HAWMEHOBAHMAMH AMHTPUIITHINH
(«Amutpuntanuny), Ceprpanun («3onodt», «CepeHata», «Acenrpa» H ap.) #
Ocuntanonpam  («Cenektpa», «JleHykcun», «OQmuues» U Ap.) — K [pyrmne
antugerpeccadToB (kog NOGA).

4. Ilo Bonmpocy OTNYCKR HAPKOTHYECKHX H  NCHXOTPONHBIX
JeKapcTBeHHbIX npenapaTos (nynkT 20 [Mopsiaka).

[lynxtoM 20 Ilopsaka yrouHeHa HOpMa O JIMUAX, HMEIOLIUMX NpPaBo Noy1y4aTh
HapKOTHHYECKHE H NICHXOTPONHbIE IeKApCTBEHHBIE MPENapaThl, BHECEHHBIE B CIIMCOK
II nepeuns. Tak, ykazaHHbIE NpenapaTsl MOTYT NMOJY4AaTh:

NalMEHThI, KOTOPBIM BEIITUCAHB! YKA3AHHEIE JIEKAPCTBEHHEIE NPENaparsl;

UX 3aKOHHbIE npeAcTaBUTeNIH (ecnu NaUeHTaMH SBISXOTCH
HeCcOBepIIeHHOJIETHHE WIH HelleeClioCOOHEIE);

HHblE JHLA TPH HAIHYHM JOBEPEHHOCTH OT NauueHTa, oQopMieHHOH B
COOTBETCTBHH C 3aKoHopaarenbcTBoM Poccuiickoit ®enepauus.

B oTHOLIEHHU MOBEPEHHOCTH OT IAUMEHTA Ha NOJY4YECHHE HAPKOTHHECKHX
H TNICUXOTPOIHBIX JIEKAPCTBEHHBIE NPETIAPATOB OTMEYAEM, YTO OHa O(opmiIsercs B
npocToil nUceMeHHOM ¢opme (ctatbs 185 I'paxknmaHckoro kogekca Poccuifckoh
®enepaumu) U MOXET OBITE HOTAPHATBHO YAOCTOBEPEHA M0 XKEJTAHHUIO NTALUEHTA HIH
TIpY  HEBO3MOXXHOCTH MM HAIMcaTh JHOBEpeHHocTh (ctateM 163 u | 185.1
I'paxcnanckoro konekca Poccuiickoit ®@epnepauun). IIpn 3ToM, €civ B JOBEPEHHOCTH

K TIpynmne aHTHNCUXOTHYeckHx cpencts (koxm NOSA), c Memynaporﬂmma
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HE YKa3laH CpOK €€ JAEHCTBMA, OHAa COXPAHSET CHJIy B TE4EHHE Iofa co [IHA ee
MOAINKUCAHUA.

MunucrepctBo 3apaBooxpaHeHHss Poccuiicko @Depepauuu npejpnaraet
JIOBECTH  JNaHHYX)  HHQOpMAallMI0 10 CBEeJEHHS  BCeX  PYKOBOMHTENEH
TEPPHTOPHAILHBIX =~ OPraHOB  YIpPAaBIEeHHd  3ApaBOOXpaHeHHeM,  anTedYHbIX
OpraHu3auri W HHAUBHAYAIbHBIX NpEATpHHUMATENed, UMEIOWHUX JHUEH3HIO Ha
¢apMalleBTUYECKYI0 HEATENBHOCTE M OCYILIECTBIAIOMHX OTIYCK nexapc;eunmx
npenaparos.
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