3apeructpupoaHo B MuHiocte Poccumn 1 nioHss 2012 r. N 24438

MWHUCTEPCTBO 3APABOOXPAHEHWUS U COLIMAITIBHOIO PA3BUTUSA
POCCUNCKOU ®EOEPALIUA

NMPUKA3
oT 17 masa 2012 r. N 562H

OB YTBEPXXOEHUU NOPAOKA
OTNYCKA ®U3UNYECKUM JTIULLAM NNEKAPCTBEHHbIX
NPEMNAPATOB ANnA MEAULMUHCKOIO NPUMEHEHUA, COOEPXALLUX
KPOME MAJbIX KOJIMMECTB HAPKOTUYECKUX CPELACTB, NCUXOTPOIMHbIX
BELWECTB 1 UX MPEKYPCOPOB OIPYITME ®APMAKOJIOTMYECKUE
AKTUBHbBIE BELLECTBA

B cooTBeTCTBMU C NyHKTOM 2 noctaHoBrneHus MNMpasutensctea Poccuinckon deanepaumm ot 20 uions
2011 r. N 599 "O mMepax KOHTpOInsi B OTHOLLUEHUW NpenapaToB, KOTOpble COAepXXaT Manble KonuyecTtBa
HapKOTUYECKUX CPEACTB, MNCUMXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, BKIHOYEHHBIX B MEpeYeHb
HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELWECTB U WX MNPEKYpCOPOB, MOAMEXALMX KOHTPOSO B
Poccuickon ®epepaummn” (CobpaHune 3akoHogatensctBa Poccuinckon ®epepaumm, 2011, N 30, cT. 4648;
2012, N 1, ct. 130) npukasbiBato:

YT1BepauTh Nopsgok oTnycka hmnsnyecknm nmuam fiekapCTBEHHbIX NpenapaToB A4S MeAULUHCKOTO
NMPUMEHEHMS1, codepkaLlmMX KpOMe MarbiX KONMYEeCTB HApPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELLLECTB U
NX NPeKypcopoB Apyrne hapMakoriormyeckmne akTMBHbIE BELLLECTBA, COMMacHO NMPUIOXEHNIO.

W.o. MnHucTpa
T.A.-TOJIMKOBA

MNpunoxeHue

K npukady MuHucTtepcTea
3[paBOOXPaHEHNs N coUmnarnbHOro
pa3sutnsa Poccurckon ®enepaunm
o1 17 mas 2012 r. N 562H

noPAOOK
OTNYCKA ®U3NYECKUM JIMLLAM NNEKAPCTBEHHbIX
NPEMNAPATOB ANA MEAULMUHCKOIO NPUMEHEHUA, COOEPXALLUX
KPOME MAIJbIX KOJIMMECTB HAPKOTUYECKUX CPEACTB, NCUXOTPOMHbIX
BELWECTB U UX MPEKYPCOPOB OPYITME ®APMAKOJIOT'MYECKUE
AKTUBHbBIE BELLECTBA

1. Hacroswumn MNopsagok yctaHaBnuBaeT npasBuna oTnycka (U3NYECKUM nuuam neKkapcTBEHHbIX
npenapaToB Of1s1 MEOULMVHCKOrO MPUMEHEHMS, CoOepXXallMX KPOME MarblX KONMYECTB HApPKOTUYECKUX
CpeacTB, MCUXOTPOMHbLIX BELeCTB U WX MNPEKypcopoB, BHeceHHblx B cnuckum I, Il un IV TNepeynsa
HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELWECTB U WX MNPEKypCOPOB, MOAMEXALIMX KOHTPOMO B
Poccuickon ®epepaumm, yTBepXaeHHoro noctaHosnennem lNMpasutenscrea Poccuickon ®egepauum ot
30 moHsa 1998 r. N 681 (CobpaHue 3akoHopaTenscTBa Poccuiickon depepaumm, 1998, N 27, cT1. 3198;
2004, N 8, c1. 663; N 47, cT1. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26, c1. 3183; N
52, cT. 6572; 2010, N 3, c1. 314; N 17, cT. 2100; N 24, cT. 3035; N 28, cT. 3703; N 31, cT. 4271; N 45, cT.
5864; N 50, cT. 6696, 6720; 2011, N 10, cT1. 1390; N 12, cT. 1635; N 29, cT. 4466, 4473; N 42, cT. 5921; N
51, c1. 7534; 2012, N 10, cT. 1232; N 11, c1. 1295) (ganee - HapkoTMYEeCKME CPEeACTBa, MCUXOTPOMHbIE
BELWleCTBAa W WX NPeKypcopbl), Apyrve apMakonormyeckne axkTvMBHble BewecTBa (ganee -
KOMOWHMPOBaHHbIE NTEKAPCTBEHHbIE Npenaparhb!).

2. Otnycky nognexar KomMOMHMPOBaHHbLIE JIEKApCTBEHHblE Mpenapatbl, cogepXawue
HapKOTUYECKNe CPeACcTBa, NCUXOTPOMHbIE BELLECTBA U NX NPEKYPCOPbI B KONMYECTBE, HE NMPEBbILLAoLLLEM
npenensHo AOoMyCTMMOE KOMMYECTBO HAPKOTMYECKOrO CpeacTBa, MCUXOTPOMHOIO BellecTBa U WX
npeKkypcopa, cogepXallerocsa B npenapaTax, KoTopble cogepXaT Marble KONM4ecTBa HapKOTUYECKUX
CpeacTB, MNCUXOTPOMHBLIX BELWEeCTB M UX NPeKypcopoB, BHeceHHbix B cnucku I, 1l u IV TepeyHs
HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELECTB U WX MPEKypCOPOB, MOAMEXALLMX KOHTPOMO B
Poccuickon ®epepaumm, yTBepXaeHHoro noctaHosnennem lNMpasutenscrtea Poccunckon ®egepauum ot
30 moHa 1998 r. N 681, ytBepxaeHHoe npukazoM MuHWCTepcTBa 34paBOOXPaHEHMS U COLManbHOMO



pas3sutusa Poccunckon ®epgepauum ot 16 mapta 2010 r. N 1571 (3apernctpmpoBaH MuHUCTEPCTBOM
toctmumm Poccuiickon ®epepaumn 26 maa 2010 r. N 17376).

3. KoMOMHMpOBaHHbIE NEKapCTBEHHbIE MNpenapatbl, yka3aHHble B MyHKTax 4 n 5 HacTosAwero
Mopsaka, oTnyckalTCcs M3 anTek U anTeyHbIX MYHKTOB MO peuentam, BbIMMCAHHbIM Ha peuenTypHbIX
6naHkax d¢opmbl N 107-1/y n dopmbl N 148-1/y-88, yTBepxaeHHbIX Mpukas3om MuHUCTEpCTBa
34paBooxXpaHeHnss N couunansHoro passutus Poccuiickon ®epepaumm ot 12 despana 2007 r. N 110
(3apervctpypoBaH MuHuctepcTBoM toctuummn Poccuiickon ®epepauun 27 anpenst 2007 r. N 9364), c
U3MEHEHsIMU, BHECEHHbIMU Mpukazamn MuHUCTepCcTBa 34paBOOXPaAHEHUs U COLMAaribHOrO pasBUTUS
Poccuinckon depepaumm ot 27 asrycta 2007 r. N 560 (3apernctpmpoBaH MuWHMCTEPCTBOM HOCTULIMM
Poccuinckon ®epepaumm 14 centsabpa 2007 r. N 10133), ot 25 ceHtabpa 2009 r. N 794H
(3apervctpypoBaH MuHuctepcTBoM toctuummn Poccuinckon ®eagepauum 25 Hosi6psa 2009 r. N 15317), ot
20 auBapsa 2011 r. N 13H (3apeructpupoBaH MwuHucTepcTBOM tocTuuum Poccuiickon depepaunm 15
mapTta 2011 r. N 20103) (panee - npvkad MuHuUCTepcTBa 34paBOOXPAHEHUSA U COLMANIBHOMO PasBUTUS
Poccuickon ®egepauum ot 12 pespansa 2007 r. N 110).

VMHble KOMBMHUPOBaHHbIE NIEKAPCTBEHHbBIE MpenapaTbl ONyCKalTCA U3 anTek, anTeYHbIX MYHKTOB U
anTeyHbIX KMOCKOB Oe3 peLenTa.

4. OTNycKy no peuentaM, BbIMMCaHHbIM Ha peuenTypHbix OnaHkax cdpopmbl N 107-1/y, nognexat
KOMOMHMPOBaHHbIE NTEKaPCTBEHHbIE NPenaparthbl, CoaepXxallue:

a) aprotTammHa rmapoTapTpaTt B KonmyecTBe 40 5 Mr (Ha 1 [o3y TBEpAOW NleKapCTBEHHOW DOPMbI);

0) adbeapvHa rugpoxnopug B konudectee Ao 100 mr (Ha 100 mn vnn 100 r Xnakon NekapcTBEHHON
dopmbl 45151 BHYTPEHHETO NPUMEHEHWUS);

B) ncesgoadbenpuHa rMapoxnopua B Konmyectse, He npeBbiwatowem 30 mMr (Ha 1 o3y TBepaon
NEeKapCTBEHHON hOPMbI);

r) nceBgoadedpyHa rMapoxmnopug B KonmmyecTBe, He npesbiwatowem 30 Mr, B codyeTaHun c
aekctpomeTopcaHom rmapodpomuaom B konmyecTse, npesbiwatowem 10 mr, u go 30 mr (Ha 1 pgosy
TBEPAOWN NNEKapCTBEHHON hOPMbI);

4) aekctpomeTtopdaHa rugpobpomumg B konuyecTse, npesbiwatowiem 10 mr, n go 30 mr (Ha 1 gosy
TBEPAOWN NEKapCTBEHHON hOPMbI).

5. OTnycky no peuenTtam, BbIMMCaHHBIM Ha peuenTypHbix braHkax dopmbl N 148-1/y-88, nognexar
KOMOVHUPOBaHHbIE NEeKapCTBEHHbIE Npenaparbl, cogepXalyue:

a) KO4EeuH unu ero conu (B NepecyeTe Ha YMCTOe BelecTBo) B konudectee Ao 20 mr (Ha 1 gosy
TBEpPAOW NnekapcTBeHHon c¢opmbl) unu B konmndectee Ao 200 mr (Ha 100 mn wnm 100 1 >xugkon
NeKkapcTBEHHON hopMbl A4S BHYTPEHHETO NMPUMEHEHNS);

6) nceBgoadhenpvHa rmapoxnopus B konuyecTse, npesbiwatowem 30 mr, n go 60 mr (Ha 1 gosy
TBEPAOW NleKapCTBEHHOW POPMbI);

B) nceBgoadenpuHa mmgpoxnopug B konudectee ot 30 mr go 60 mr B codveTaHum C
aekctpomeTopdaHom rmapobpomuaom B konmyecTse, npesbiwatowem 10 mr, u go 30 mr (Ha 1 pgosy
TBEPAOW NeKapCTBEHHOW POPMbI);

r) gekctpometopdaHa rugpobpomug B konudectse fo 200 mr (Ha 100 mn wmnm 100 r xngkon
nekapcTBEHHON hopMbl A1 BHYTPEHHETO NMPUMEHEHNS);

4) acbegpuHa rmgpoxnopua B konuyectse, npesbiwatowem 100 mr, n go 300 mr (Ha 100 mn wnu
100 r XXnakon nekapcTBEHHON hopMbl AN BHYTPEHHETO MPUMEHEHMS);

e) acbeapvHa rugpoxnopug B konmyectse Ao 50 mr (Ha 1 o3y TBepAov NeKapCTBEHHOW POPMbI);

X) cdbeHnnnponaHonamuH B Konuyectee Ao 75 wmr (Ha 1 go3y TBepAon NekapcTBEHHOW hopMmbl),
unu go 300 mr (Ha 100 mn unu 100 r XXKnakon nekapcTBEHHOW POpMbl ANSt BHYTPEHHETO NPUMEHEHMS).

6. B cnyyae, ecnu KOnuM4ecTBO BbIMMCAHHOIO B peLenTe KOMOUHMPOBAHHOIO J1EKapCTBEHHOIro
npenapara MpeBbILWAeT ero npeaenbHO OOMNYCTUMOE KONMMYECTBO AMs BbIMMCbIBAHUSA Ha OOMH peuenT,
ykazaHHoe B npurnoxeHnn N 1 Kk MIHCTpyKumMM O NopsiaKe BbIMMCLIBAHWUS NEKAPCTBEHHbLIX MpenapaToB U
odopmMreHns peuenToB M TpebOBaHWA - HakNagHbIX, YTBEPXXOEHHOW npuka3om MuHucTepcTBa
3[paBoOOXpaHeHnss 1 coumanbHoro passutusa Poccuiickon depgepaumm ot 12 deBpana 2007 r. N 110
(nanee - WHcTpykums), dapmaueBTUYeCKM paboTHUK anTeku (anTe4yHOro MyHKTa) OThnyckaeT
KOMOVHMPOBaHHbIA NEKApPCTBEHHbIN Npenapat B KONMYEeCTBE, YCTAHOBIIEHHOM npunoxenvem N 1 K
UHCTpyKumK.

7. PeuenTbl Ha KOMOVMHUPOBAHHbIE NEKAPCTBEHHbIE MpenapaTthbl, BbIMMCaHHbIE Ha PeuenTypHbIX
©onankax copmbl N 107-1/y, norawarTca wWTaMnoMm antekn (anTeyHoro nyHkTa) "JlekapCTBEHHbIN
npenapar oTnyLeH" 1 BO3BpaLLaloTCA Ha PYKU NaLMEHTY, 3@ UCKIIOYEHNEM Cry4vasi, yKa3aHHOro B MyHKTE
8 Hactodwero Nopsagka.

8. lMpu oTnycke KOMBUHMPOBAHHLIX NEKAPCTBEHHbBIX MpenapaToB MO pelenTaM, BbIMMCaHHbIM Ha
peuenTypHbix ©6naHkax c¢opmbl N 107-1/y, Cpok Ons KOTOpbIX B COOTBETCTBUM C WIHCTpyKUMen
ycTaHoBneH Ao 1 roga, peuenT NOAnMCbIBaeTca papMaLeBTUYeCKUM paboTHUKOM anTekn (anTevHoro
NyHKTa) 1 BO3BpaLLaeTcs NaumMeHTy C ykasaHneMm Ha obopoTe HanMeHOBaHMS anTekn (anTe4YHOro NyHKTa),
KOnmyecTBa OTNYLLEHHOrO KOMBUHMPOBAHHOIO NEKAPCTBEHHOIO NpenapaTa v AaTbl ero oTnycka.



OTnyck KOMOWHMPOBaAHHOIO JEKAPCTBEHHOIO Npenapata OCyLecTBRsieTcs dapMaleBTUHECKUM
pabOTHMKOM anTeku (anTe4yHOro MyHKTa) B COOTBETCTBUM C MEPUOAUNYHOCTLIO OTMNycKa, YKa3aHHOW B
peuenTe.

Mpn o4epegHOM oOpalleHnM nauneHTa B anTeky (anTeyHbli MyHKT) dapMaueBTU4ECKUM
pabOTHMKOM Y4YWTbLIBAIOTCA OTMETKM O MNpeabligyleM OTnycke KOMOWHMPOBAHHOIO J1EKAPCTBEHHOMO
npenaparTa.

Mo ucteveHun cpoka JencTBus peuenTt racutcs WwramMmnom "flekapcTBeHHbIN npenapat oThyLeH" n
BO3BpaLLaeTcsl Ha PyKU NaumneHTY.

9. PeuenTbl, BbINMUCaHHble Ha peuenTypHbix OnaHkax dopmbl N 148-1/y-88, mocne otnycka
KOMOMHMPOBAHHOIO NEKAPCTBEHHOIO MnpenapaTta MoAneXaT XpaHeHWIo B anTeke (anTe4YHOM MyHKTe) B
TeyeHue Tpex ner.

10. Mo ncTeyeHnn cpoka XpaHeHUs peLenTbl, BbiMUCAHHbIE Ha peLenTypHbIX 6naHkax cgopmbl N
148-1/y-88, noanexaT YHUYTOXEHWIO B Mnopsigke, NpegycMOTpeHHOM MyHKTom 2.16 [Nopsgka oTnycka
NEKapCTBEHHbIX CPeAcTB, YTBEPXKOEHHOIO Mpuka3om MuHUCTEpPCTBA 34pPaBOOXPAHEHNS] U COLIMANBbHOMO
pas3sutua Poccuiickon ®epgepaunm ot 14 pekabps 2005 r. N 785 (3apeructpmpoBaH MuHUCTEPCTBOM
toctrumm Poccuiickon ®epgepaunn 16 sHapa 2006 r. N 7353), ¢ nsMeHeHUsAMU, BHECEHHLIMU NprKa3amm
MuHucTepcTBa 34paBoOXpaHeHNs 1 coumanbHoro passutus Poccunckon ®egepaunm ot 24 anpens 2006
r. N 302 (3apeructpmpoBaH MuHuctepcteom toctuumm Poccuiickon ®Pepepaumm 16 mas 2006 r. N 7842),
oT 13 okTabpa 2006 r. N 703 (3apernctpupoBaH MuHuctepcTBom toctuuumn Poccuickon ®eagepauun 7
Hos0psa 2006 r. N 8445), ot 12 deBpansa 2007 r. N 109 (3apeructpmpoBaH MWHMCTEPCTBOM HOCTULIMM
Poccuickon ®epepaummn 30 mapta 2007 r. N 9198), ot 12 ceBpans 2007 r. N 110 (3apeructpmpoBaH
MuHucTepcTBoMm toctuummn Poceniickon ®Pepepaummn 27 anpens 2007 r. N 9364), ot 6 aBrycta 2007 r. N
521 (3apernctpupoBaH MuHnctepctBoM toctuummn Poccuickon ®egepauun 29 asrycta 2007 r. N 10063).




