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HNEPEYEHG PE3OJIIOIIMIA HA JIOKYMEHT

Xpunyn A.HM. (01-13-49836/17 ot 05.10.2017):
Antunosoii 10.0.- IIpomry paccMOTpeTh B yCTaHOBIIEHHOM IOPSIZIKE.

AnTunosa F0.0. (01-13-49836/17-10A ot 05.10.2017):
CoxkomnoBoii T.B.

CoxouioBa T.B. (01-13-49836/17 ot 05.10.2017):
SAmxosoii B.C., I'putunoii F0.C.- [{ns cBenenus u yué€ra B padbote

I'pummna FO.C. (10322 ot 06.10.2017):
Anpuamamsuiu T.P., Msrkosoit O.I'., bopucenkosoii C.B., Mansko M.B., Kapniosoit M.A., eBoit
N.B. , Pomanogoii T.C., Mopo3s C.B.- I cBeneHus u yuera B pabore.
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B cBa3u ¢ mocTymaronyMM oOpamieHWsMM MO IIPUMEHEHWIO HOPM IIpHKa3a
or 11 wmions 2017 r. Ne 403u «OO6 yrBepAeHHAN MPAaBWJI OTIYCKa JIEKAPCTBEHHBIX
IIPENapaToB s MEJHIMHCKOTO NPUMEHEHHs, B TOM YHCIIe HMMYHOOHOJIOTHYECKUX
JIEKAPCTBEHHBIX IIPENapaToB, AaNTeYHBIMM OPraHH3alUsaMK, HWHNBAAYaJIbHBIMH
NpeANPHHAMATENSIMA,  WMEIOIMMH  JIMIEH3UI0O  HA  (apMameBTHYECKYIO
nesTenbHOCTE»  (nanee coorBeTcTBeHHO — npuka3 Ne 403nm, Ilopsagox)
MHuHHCTEPCTBO 3/1paBooxpanenus Poccuiickoit @enepannu coobmaet cieyronee.

1. ITo Bompocy oTmycKa JieKapCTBEHHOro npemapara no peuenty, CpoK
AEHCTBUS KOTOPOro HCTEK B NEPHOA €ro HAXO0XKACHHS Ha OTCTPOYEHHOM
obcayxxupanuu (NyHkT 9 Iopsinka).

Hopma, npepycmorpenHas ImyHkToM 9 Ilopsznka, pacnpoCTpaHAETCs Ha BCeE
IPyNIIBl JIEKAPCTBEHHBIX IIPEraparoB, B TOM YHCIE ITOJIEXAIINX IIPE/IMETHO-
KOJIMYECTBEHHOMY V4eTy, 3a MCKIIOYEHHWEM HAPKOTHYECKMX M IICHXOTPONHBIX
JIeKapPCTBEHHBIE IIPENApaToB, BHECEHHBIX B chuCOK ]I mepedHs HAapKOTHYCCKHX
CPE/CTB, NMCHXOTPOIHBIX BELIECTB M MX MPEKypCOpOB, MOANEKAUHNX KOHTPOJIKO B
Poccuiickoii demepalu, YTBEPXKAEHHOrO IOCTaHOBIeHueM IIpaBuTenbcTBa
Poccuiickoii ®eaepanun ot 30 mons 1998 1. Ne 681 (nanee — nepeveHs).

JIns BBIIEYKA3aHHLIX HAPKOTMYECKHX W ICHUXOTPOIHBIX JIEKAPCTBEHHBIX
OpenaparoB JeHcTByeT HOpMA, IIPETYCMOTPEHHAs  4acThio 6 crateu 25
denepansHoro 3axkoHa ot 8 susapst 1998 r. Ne 3-03 «O HapKoTHYECKHX CPE/ICTBAX U
IICHXOTPONHBIX BEIIECTBax», B UYacTH 3alpeTa HX OTNyCKa IO pelenTaMm,
BBIITMCAHHKIM O0Jiee IATHAANATH JTHER Ha3a/l.

2. Tlo Bompocy OTHyCKAa MMMYHOOHOJIOIHYECKHX JICKAPCTBCHHBIX
npenaparos (nyHkTs1 3 1 13 [Mopsaaka).

B coorBerctBuM ¢ abzanemM miectbiv myHkra 3 Ilopsgka OTIyCK
MMMy HOOHOIOTHYECKMX JIEKAPCTBEHHBIX NPETApaToB [0 PENENTaM OCYIIECTBIACTCA
TOJBKO AIITEYHBIMI OPraHU3aIHAMK (IITEKaMH, AIITeIHBIMU Ty HKTaMH).

VYka3aHHad HOpMa perjlaMeHTHpoBaHa IyHKTOM 3 cratbu 12 ®enepanbHOTO
sakoHa or 17 cewrsGps 1998 r. Ne 157-®3 «06 uMMyHONPOQHIIAKTHKE
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UHPEKIHOHHBIX OonesHeiy, COIJIaCHO KOTOpOH OTIIYyCK rpaxkKaaHam
HMMyHOOHOJIOTHIECKUX JIEKAPCTBEHHBIX MPENapaToB U1 HMMYHOTPOGHIAKTHKH
OPOM3BOJMUTCA [0  pelenTy Ha JIeKapCTBEHHBIM  IIpemapaT  alTeYHBIMHU
Ooprand3alldIMH B  NOpgAKe,  YCTAHOBICHHOM  (pejlepalbHBIM  OpraHoM
HCIIOTHUTEIBHOH BIIACTH, OCYIIECTBIAIOMNM (PYHKIIHH IO BEIpaboTKe U peanu3aiuu
TOCY/TapCTBEHHOH ITOJHUTHKH M HOPMATHBHO-IIPABOBOMY peryJHpOBaHHIO B cdepe
3[paBOOXPaHECHHSL.

[Ipn otmycke MMMYHOOHOJOTHUYECKHX JIEKAPCTBEHHBIX IIpenapaToB IOJDKHBI
cobmoaaTecs TpeboBaHus, NperycMoTpeHHble nmynkroM 13 Ilopsaaka. Ilpu stom
IIOMUMO TEPMOKOHTEHHEPOB MOTyT IpUMEHSThCS W JApyrHe YCTPOMCTBa,
MO3BOJIAIONIHE COXPAHHUTh TEMIIEPATYPHBIA pEXUM, HEOOXOJMMBIA I XpaHeHHd
AMMYHOOHOJIOTMYECKOr0 JIEKapCTBEHHOTO IIperiapara, Ha IIEpHOJ €ro JOCTaBKH B
MEIHUIMHCKYIO OpraHU3allym.

3. Ilo Bompocy XxpaHeHHsi peuLeNnTOB HA JeKapcTBeHHbIe HpeNnaparbl
(mynkT 14 Ilopsaaka).

IMpukazom Ne 403 He BBOJUTCS HOpMA O HEOOXOAUMOCTH IIOTYYEHHS
DaldeHTaMH pEIENTOB Ha JIEeKapCTBEHHBIC IpenapaThl, KOTOPHIE B YCTaHOBIEHHOM
MOpSIKE  3aperdcCTPHpPOBAaHBl B KauecTBe Oe3pelleNTYpHBIX H  HMEHOIIHX
COOTBETCTBYIOMIYK) 3alUCh B HHCTPYKIMU [O MEJULHHCKOMY IpPHMEHEHHIO
«OTtnyckaerca 6e3 perenray.

OrtHeceHue  JeKapCTBEHHBIX  I[pelaparoB K  peleNTypHOMY — HIIH
Oe3penenTypHOMY OTIYCKY OCYIIECTBISETCS Ha JTalle HX TIOCYAapCTBEHHOH
pPErHCTpalliy, YCAOBHS OTIIyCKAa YKa3bIBAIOTCS B PErHCTpallHOHHBIX JIOKYMEHTaX Ha
JeKapcTBEHHBIE IIpenaparbl, B TOM HYHCIC B HHCTPYKUMH [0 MEIHIIHHCKOMY
IPUMEHEHHIO.

[Ipuxa3 Ne 403H perymupyeT TOJIBKO CPOKH XpaHEHHA PElElTOB ¥ HE BBOJHT
JIOTIONTHUTENBHBIX OTPaHHYeHWA Ha O00OpOT BBILNIEYKA3aHHBIX JIEKAPCTBEHHBIX
CPEJICTB.

ITyuxkrom 14 Ilopsaxa BBejpena HOBas HOpMa O XPaHEHHH B TEYEHHE Tpex
MeCSIleB pelenToB B AalTeYHOH OpraHu3aldd HIA Y HHIABHAYAIBHOIO
IpeAupAHUMATENS, AMEIOIIET0 IMLEH3HIO Ha (apMalleBTHYECKYIO IEATENBHOCTD:

HA JICKapCTBCHHble [permapaTtbl B JKHAKOH JekapcTBeHHOH  (opMme,
coflepxkame 6onee 15 % stunosoro cnupra ot 00bEMa roTOBOH IPOAYKIIHH;

Ha JIEKapCTBEHHBIE IIPENapaThl, OTHOCALIHAECH 10 AHATOMO-TEPANEBTHYECKO-
XHMHYeCKOH kiaccHuKkaluy, peKoMeHaosanHod BceemupHOH opranmusanueit
3apaBooxpaHeHus (fanee — ATX), K anTUnICHXOTHUYeCKHM cpeacTBaM (kox NOSA),
aHkcyonutukaM (kox NOS5SB), cHoTBOpHEIM H cefaTHBHEIM cpejactsaM (xox NO5C),
antHenpeccantaM (xox NO6A) m He moanexamwe NpeaMETHO-KOIHYECTBEHHOMY

yUery.
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Ilpu sTOoM oOOpamaeM BHHMMAHHE, HUTO IIOJIEKAT XpPaHEHHI0 peLenThl Ha
JIEKapCTBEHHBIC IpenapaThl BbIICyKa3aHHBIX IPYTI, BBIUCAHHEIE HA PEIeNTYPHBIX
Onankax ¢dopmer Ne 107-1/y, kKak MMelolIue CpOK gnekctBusa no 60 aHel, Tak U
HMEIOIHe CPOK AeWcTBUS 10 1 roma. B mocnmemHem ciydae penient OcCTaeTcs M
XPpaHUTCA B TEUCHHC yCTAHOBIIEHHOIO CPOKa MOCNE OTIycKa NAI[HeHTy IOCIeHHEH
HApTUH JICKAPCTBEHHOTO Mpenapara.

MHpopmanus © NPOLCHTHOM COAEPXAHHM 3TUIIOBOTO CIHPTA B OKHIKHX
JIeKapCTBEHHBIX ()OpMax JIeKapCTBEHHBIX IIPENaparoB, a TAKKe O COOTBETCTBHU
JICKapCTBEHHBIX MPENaparoB omnpejeseHHpIM IpyniiaM ATX Takke coliepxurca B
HHCTPYKUUH 1O MEIUIHMHCKOMY IIPUMCHCHHMIO KOHKPETHOTO JIeKapCTBEHHOTO

npemnapara.
Hanpumep, JIeKapCTBeHHRIE Ipernaparsl g MEXyHApOJHBIMU

HEHAaTCHTOBAHHBIMU HAaUMEHOBAHUSIMU XA0pupoMasuH («AMUHa3UHY)

U XJI0pIpOTUKCEH («XOpIPOTHKCEHY, «Tpykcan») OTHOCATCS

K TpymIie aHTUICHUXOTHYECKHX cpelacTtB (kog NO5SA), ¢ MexayHapOIHBIMU
HEMATEHTOBAaHHBIMM  HauMMeHOBaHUAMHM  Todusomam  («I'paHmakcuH») U
bpoMmmuruapoxnopbenundenzoguazenun («@eHazenam», «Omenam», «Dezanedy,
«®eHopenakcan» ¥ JAp.) — K TIpymnme aHKcUonuTUKOB (xoxm  NO5SB),
C MeXAYHapOIHBIMH HeNaTeHTOBAHHBIMHM HAWMEHOBAHUSAMH AMMTPUIITHIIHH
(«Amurpuntununy), Ceptpanun («3omopt», «CepeHara», «Acentpa» U Ap.) U
Ocnutanonpam («Cenexrpa», «Jlenykcun», «Onuues» W JAp.) — K TIpylme
aHTHIenpeccanToB (koa NO6A).

4. Tlo Bompocy OTOyCKa HAPKOTHYECKHX H  ICHXOTPONHBIX
JleKapcTBeHHBIX npenapaToB (nyHKT 20 Ilopsaaka).

[Tyrkrom 20 [lopsizka yrodHeHa HOpMa O JIMLAX, UMEIOIUX NPaBO MOJYy4aTh
HApKOTHUYECKHE U MCHXOTPOIHEIE JIeKapCTBEHHBIE IIPENapaThl, BHECEHHBIE B CITHCOK
Il nepeuns. Tak, ykazaHHbIE IperapaTshl MOTYT OIYy4aTh:

IALUCHTRI, KOTOPBIM BBIMTUCAHb] yKa3aHHbIe IeKapCTBEHHBIE IIPENAapAaThl;

X 3aKOHHBIe NIpeCTaBUTENH (ecmu nalyueHTaMU SIBIISIIOTCS
HECOBEPUICHHOJIETHHE UITH HeleeCOCOOHbIE );

WHBIC JIMIIA NPH HANMHYHM JOBCPEHHOCTH OT MAaIl[MCHTa, OGOPMICHHOH B
COOTBETCTBUM € 3aKOHOZAaTeNnsCcTBOM Poccuiickoit denepaliui.

B oTHOWIEHUM HOBEPEHHOCTH OT MAlMEHTa Ha MOJIy4YCHHE HApKOTHYECKHX
U MCUXOTPOIHEIX JIeKapCTBEHHEBIE MPENapaTOB OTMEYaeM, 49TO OHA OGopMIAcTCs B
IpocTOM NIUCEMEHHOHM (opme (crates 185 I'paxnanckoro kojekca Poccuiickoi
®enepanyy) 4 MOXKET ObITh HOTAPUANILHO YIOCTOBEpEHa 110 XKeJNAaHUIO MallueHTa Wix
IpH HEBO3MOXHOCTH MM Hanucath [OOBepeHHOCTh (ctareu 163 u  185.1
I'paxpnanckoro kojekca Poccuiickoit @eneparuu). [lpu atom, eciiu B JIOBEPCHHOCTH
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HE yKasaH CpPOK ee HEWCTBHs, OHA COXPaHsAET CHIy B TeYEHHE TI'0Ja CO OHA ee
NN CAHUS.

MunucrepcTBo  3apaBooxpanenus Poccuiickoli ®enepanuu  Openaraet
AOBECTH  HaHHYKHO  WHQOpPMAallMIO [0  CBeJeHHA  BCeX  pYyKOBoguTeneit
TEPPUTOPHANBHBIX  OPraHoB  YOpPaBIEHUS  3ApaBOOXpAaHEHHEM,  alTEeYHBIX
OpraHu3alpil ¥ MHIMBUIYAIbHBIX NpeANpHHHMATENCH, MMCIONIMX JIMIEH3HI0 Ha
(apManeBTHYECKYI0 HEATEILHOCTh M OCYLIECTBISIOMMX OTIYCK JIEKapCTBEHHBIX
[IPENaparoB.

Hupekrop Jlenapramenta
JIEKapCTBEHHOT'0 00eCcieYeHus!
¥ peryIupoBaHus o0pameHus
MEOULTMHCKHX W3ICIIHH

Mpunsnpasa Poccun M E.A. MakcumxuHa

Huxonaepa H.M. (495) 627 24 00, 106. 2540
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