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06 yrBepkaennu Iopsaaka ornycka pUIHYECKHM JIHLAM
JIEKAPCTBEHHBIX NPENapaTos AJ8 MeAHIHHCKOro NpUMeHeHH s,
coiepxaIMX KPOMe MAJIbIX KOJTHYeCTB HAPKOTHYECKHX CPeICTB,
NCHUXOTPONHBIX BEIIECTB H HX NPEKYPCOPOB ApPyrHe
¢apmakonoruyeckHe aKkTHBHbIE BelleCTBa

B coOTBEeTCTBHM C MyHKTOM 2 mocTaHOBIeHUs [lpaBHTeNbCTBA
Poccuiickoit @enepauuu ot 20 urons 2011 r. Ne 599 «O Mepax KOHTpoJs B
OTHOLIEHHWH  MpenapaToB, KOTOpble COJEpXXaT MaJlble  KOJHYeCTBa
HapKOTHYECKHX CpPEJCTB, MCHXOTPONHBIX BEIIECTB H HX IIPEKYpCOpOB,
BKJIIOYEHHBIX B M€PEYECHb HAPKOTHYECKHX CPENCTB, IICHXOTPOMHBIX BELIECTB
H HX MpEeKypCcopoB, Noexalux KoHTponto B Pocculickoii ®enepauun»
(Cobpanue 3akoHomarenscTBa Poccuiickoit ®enepauun, 2011, Ne 30,
cT. 4648; 2012, Ne 1, cr. 130)npu ka3 i Baio:

YrBepaute Ilopsmox ormycka ¢(H3MYecKHM JIHIAM JIEKapCTBEHHBIX
IpenapaToB JJis MEAMLMHCKOrO NPUMEHEHUS, COIepXalluX KpoMe MaJlbiX
KOJIMYECTB HApPKOTHYECKMX CPEACTB, IICUXOTPOMHBIX BEIIECTB H HX
NpeKypcopoB Jpyrue ¢apMakoJorMueckue aKTHUBHbIE BeLIeCTBa, COIIaCHO

HpPIJIO)KCHHlO.

H.o. Munuctpa T.A. I'onukosa
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ITpunoxeHue
K npykazy MuHucrepcrsa
3/IpaBOOXPaHEHMS M COLMATIBHOrO
passutHs Poccuiickoit ®enepaunu

oT Zhteg.e Aaile. No Shtn.

Hopsizok oTnycka PpU3HYECKUM JIHIAM JIeKAPCTBEHHBIX
npenapaToB /I MeIHIHHCKOro NpUMeHEeHHs1, CORePKALUHX KPOMe MaJIbiX
KOJIH4eCTB HAPKOTHYECKHX CPeACTB, ICHXOTPONHbIX BELIECTB H HX
npeKypcopoB aApyrue ¢papMako/j0oriyecKkHe akTHBHbIE BellecTBa

1. Hacrosuuii ITopsiaok ycraHaBnvBaeT MpaBuia OTIyCKa (pU3HYeCKHM
JMULIAM  JIEKapCTBEHHBIX [MpenapaToB JJisi MEIHWLUMHCKOTO IMPHMEHEHHH,
COlepXKalllUX  KpOMe  MajlbiX KOJMYECTB  HApPKOTHYECKHUX  CPEACTB,
NCUXOTPOIMHBIX BEIIECTB H HX NMpeKypcopoB, BHeceHHbIX B cnucku II, I u IV
[lepeuHs HapKOTHYECKHX CPENCTB, ICHXOTPOIHbBIX BEIIECTB U UX MPEKYPCOPOB,
nouiexXamux KoHTpono B Poccuiicko ®enepaunu, YTBEPKIEHHOrO
nocraHosnenueM [IpaBurensctBa Poccuiickoli @enepauuu ot 30 utons 1998 r.
Ne 681 (Cobpanne 3akoHonmatensctBa Poccuiickoit Penepauun, 1998, Ne 27,
cT. 3198; 2004, Ne 8, ct. 663; Ne 47, ct. 4666; 2006, Ne 29, ct. 3253; 2007,
Ne 28, ct. 3439; 2009, Ne 26, ct. 3183; Ne 52, crt. 6572; 2010, Ne 3, ct. 314,
Ne 17, ct. 2100; Ne 24, ct. 3035; Ne 28, ct. 3703; Ne 31, cT. 4271; Ne 45,
cT. 5864; Ne 50, cT. 6696, 6720; 2011, Ne 10, cT. 1390; Ne 12, ct. 1635; Ne 29,
cT. 4466, 4473; Ne 42, c1. 5921; Ne 51, ct. 7534; 2012, Ne 10, ct. 1232; Ne 11,
c1. 1295) (nanee — HapKOTHYECKHE CPEJCTBA, MCUXOTPOINHBIE BELECTBA M HX
NpeKypcophl), Apyrue ¢apMakonoruyeckue akTHBHbIe BellecTBa (Jajiee —
KOMOHMHHPOBaHHbIE JIEKapCTBEHHbIE Iperapathl).

2. Ornycky noanexat KOMOMHHPOBaHHBIE JIEKapCTBEHHbIE Npenaparhi,
colepxxalllde HapKOTHYECKHe CpeICTBa, IICUXOTPOIIHBIE BeEUEeCTBA H HX
TIPEKYPCOpPbl B KOJUYECTBE, HE I[PEBBIIAIOIIEM MPENENIbHO JOMYyCTHMOE
KOJIMYECTBO HApPKOTUYECKOrO CpEIACTBa, ICHUXOTPOIIHOIO BELIECTBA M HX
npekypcopa, coAepkaulerocsi B IIpernapaTtax, KOTOpble coAepXaT Maible
KOIMYEeCTBA HAPKOTUYECKUX CPEACTB, [ICUXOTPOMHBIX BELIECTB H HX
npexkypcopoB, BHeceHHbIX B cnucku II, III u IV Tlepeuns HapkoTudeckux
CPEACTB, ICUXOTPONHBIX BELIECTB U UX MPEKYPCOPOB, MOIIEKALUNX KOHTPOIIO
B Poccuiickoit ®enepaunu, yTBepxaeHHoro nocraHonneHuem IlpasutenbcTBa
Poccuiickoit ®enepauuu ot 30 utoHs 1998 r. Ne 681, yTBepx)aAeHHOE NIPHKA30M
MunucTepcTBa 3paBOOXpPAaHEHUS M COLHManbHOro pasBuTHa Poccuiickoi
®enepanuu ot 16 mapta 2010 r. Ne 1571 (3apeructpupoBad MHHHCTEPCTBOM
roctuuu Poccuiickoit @enepanuu 26 mas 2010 r. Ne 17376).

3. KomOuHHMpOBaHHBIE JIeKapCTBEHHbIC IIpenapaThl, YKa3aHHbC B
nyuktax 4 u 5 Hacrosuero Ilopsaka, oTmyckaioTcs M3 anTeK U anTeYHbIX
NyHKTOB MO peELeNnTaM, BHITHCAHHBIM Ha peLeNnTYpHbIX Onankax ¢GopMbl
Ne 107-1/y u dpopmbl Ne 148-1/y-88, yTBepxAeHHBIX NpUKa3oM MuHucTepCcTBa
3/ipaBOOXpaHeHHs U couuanbHoro passutus Poccuiickoit ®epepaumu 0T
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12 deBpang 2007 r. Ne 110 (3apeructpupoBaH MHHHUCTEPCTBOM HOCTHLHUH
Poccuiickoit ®enepauun 27 anpens 2007 r. Ne 9364), ¢ U3MEHEHHUSIMH,
BHECEHHBIMM TNpHKazaMM MHHHCTEPCTBA 3JpaBOOXpPaHEHUS W COLHAILHOIO
pazsutus Poccuiickoii ®epmepaumn ot 27 asrycra 2007 r. Ne 560
(3apeructpupoBaH MHUHHUCTEPCTBOM locTHLMKM Poccuiickoii  Penepauuu
14 centsbps 2007 r. Ne 10133), or 25 ceutssbps 2009 r. Ne 794n
(3apeructpupoBaH MHUHHUCTEPCTBOM KHOCTHUMH Poccuiickoit  Penepauuu
25 Hos6ps 2009 r. Ne 15317), ot 20 susaps 2011 r. Ne 13u (3apeructpupoBaH
MunucrepctBom roctuuuu Poccuiickoit Pexnepauun 15 mapra 2011 T.
Ne 20103) (manee — npukas MHHHUCTEPCTBA 3APAaBOOXPAHEHHUS M COLIMAIBHOIO
passutHs Poccuiickoit ®enepauuu ot 12 despasisa 2007 r. Ne 110).

HHple KOMOMHHpOBaHHBIE JIEKAPCTBEHHBIE MperapaTsl ONYCKalOTCA M3
anTex, anTe4yHbIX yHKTOB H alTEYHBIX KHOCKOB 0e3 penernTa.

4. Otnycky mno peuenrtaM, BHIMMCAHHBIM Ha peLENTYpPHBIX OnaHkax
dopmbl Ne 107-1/y, noanexar KOMOMHUPOBAHHBIE JIEKAPCTBEHHbIE Npenaparhl,
COAepKallue:

a) dproTaMuHa rHApOTapTpaT B KOJH4ecTBe A0 5 Mr (Ha 1 no3y TBepaoii
JIeKapCTBEHHOH (OPMBI);

0) adenpuna rugpoxnopun B koaudectse n0 100 mr (a 100 mn unu
100 r xuaxoi sexapcTBeHHOH GOpMbI [yis BHYTPEHHEr0 IPUMEHEHHS);

B) nceBrodbenprUHa THAPOXJIOPHUA B KOJHWYECTBE, HE IPEBBIIAIOLIEM
30 mr (na 1 no3y TBepzoi nekapcTBeHHOI HOpMBI);

) nceBnoddeapuHa TUAPOXJOPHI B KOJHYECTBE, HE IPEBBILAIOIIEM
30 Mr, B coueTaHUH ¢ JeKCTpOMeTOpdaHOM THAPOOPOMUIOM B KOIHYECTBE,
npepbimiaromieM 10 mMr, u o 30 mMr (Ha 1 go3y TBepHO# JieKapCTBEHHOH
$opMBI);

A) nexcTpomeroptdaHa ruapoOpoMuI B KOJIMYECTBE, MPEBBIIAIOLIEM
10 mr, 1 no 30 mr (Ha 1 mo3y TBepHOii leKapCTBEHHOM (HOPMBI).

5. Otnycky no peuentaM, BBIMMCAHHBIM Ha peLENTypHBIX OnaHkax
dopmel  Ne  148-1/y-88, mnomnexxaT KOMOMHMpPOBaHHbIE JIEKAPCTBEHHBIE
npenapathl, CoaepKalme:

a) KOAEWH MM ero coinu (B Mepecuyere Ha 4YUCTOE BEIUECTBO) B
konuuectBe 10 20 Mr (Ha 1 o3y TBepnoit jekapCTBEHHOH (OpMbI) HIM B
konuuecTBe 10 200 mr (Ha 100 mu unm 100 r )UKo ekapCTBEHHOH (HOpMBI
JUIs BHYTPEHHEr0 NpUMEHEHH );

6) nceBnoddenpuHa TUAPOXJIOPUA B KOJWYECTBE, MPEBBIHAIOILEM
30 mr, u no 60 mr (Ha 1 no3y TBepaOi JiekapCTBEeHHOH (HOPMBI);

B) nceBaod¢eapruHa THAPOXJIOpHA B KojaudectBe oT 30 mr go 60 mr B
COYETAaHUH C  JEKCTPOMeTOppaHOM TuUApPoOPOMHUIOM B  KOJIHYECTBE,
npespiatomieM 10 mr, ¥ mo 30 mMr (Ha 1 o3y TBepHOH JE€KapCTBEHHOM
$opmel);

r) JnekcrpoMeropdana ruapoOpoMun B konuuectBe 10 200 wmr
(Ha 100 v mwnu 100 r >xupko nexapcTBeHHOH ¢GOPMBI AJIS BHYTPEHHErO
NPUMEHEHUS );
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1) 3¢deapuHa ruIpoxJIopu B KojduuecTBe, npesbiuiatoiem 100 mr, 1 1o
300 Mr (Ha 100 mn wnum 100 r xuakod JekapcTBEHHOH ¢GopMbl 1S
BHYTPEHHEro NpUMEHEHHS );

€) a¢deapyHa ruipoxjopua B konuuectse no SO mr (Ha 1 mo3y TBepRoi
NeKapCTBEHHOH (OopMbI);

X) eHUNNponaHoiaMHH B KojauuecTBe A0 75 mr (Ha 1 no3y TBepnoii
nekapcTBEHHOH Qopmbl), win go 300 mr (sa 100 ma unu 100 r xuaxoi
NIeKapCTBEHHOH (OpMBI 11t BHYTPEHHETO NPUMEHEHHUS ).

6. B cinydae, eciH KONHYECTBO BBIIIMCAaHHOIO B  peUenTe
KOMOMHHUPOBAHHOIO JIEKaPCTBEHHOTO Mpenapara MNpeBHIIAET €ro MpeaeibHO
JAOMYCTHMOE KOJHM4YECTBO I BBITHMCBIBAHMSI Ha OAWH pelleNT, yKa3zanHoe B
npunoxenud Ne 1 k MHCTpykuuu o nopsjke BBINHCHIBAaHHUS JIEKapCTBEHHBIX
npenapaToB U OGOpMIEHHS pelenTtoB U TpeOGOBaHWH — HaKIaAHbIX,
YTBEPXIEHHON MpHKa3oM MMHHHCTEpCTBa 3ApaBOOXPAHEHHS M COLUAIBLHOIO
passutus Poccuiickoil ®enepaunn ot 12 ¢espans 2007 r. Ne 110 (nanee —
Huctpyxuus), dapmaneBTHYeckuii paGOTHHUK anTekd (anTe4yHOro MyHKTa)
OTIIyCKaeT KOMOMHHUPOBaHHBIH JIeKapCTBEHHBIM IIperiapaT B KOJMYECTBE,
yCTaHOBJIEHHOM MpHiioxeHrueM Ne | k MHcTpykuuu.

7. Peuentsl Ha KOMOMHMpOBaHHBlE JIEKApCTBEHHbIE IIpenaparhl,
BBIIIUCAHHbIE Ha peLeNnTypHbIX OnaHkax ¢opmel Ne 107-1/y, noramarorcs
IITaMIIOM anTeKH (aNnTe4HOro NnyHkra) «JleKapCTBEHHBIH Mpenapar OTMYIIEH»
M BO3BpALIAIOTCS Ha pyKH MalHEHTy, 332 UCKIIOYEHHUEM Cilydas, YKa3aHHOro B
nyHkTe 8 Hacrosuero [Topska.

8. Ilpn oTmycke KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MNpENapaToB 10
peuenrtaM, BbBIITHCAHHBIM Ha pelentypHbiXx O6naHkax ¢opmbl Ne 107-1/y, cpok
JJIL KOTOPBIX B COOTBETCTBHM ¢ MHCTpykuueit ycraHosieH 1o 1 roza, peuent
NOANHKCHIBaeTCs (hapMaLieBTHYECKUM pabGOTHHKOM anTeku (anTe4yHOro IyHKTa)
H BO3Bpallla€TCd IMaLMEHTY C yKa3aHHEM Ha o0OpoTe HAaMMEHOBAHUS aNTeKH
(anTeyHOro  myHKTa), KOJNMYECTBA  OTMYIIEHHOTO  KOMOMHHPOBAHHOIO
JIEKapCTBEHHOIO Npernapara U AaThl ero OTIycKa.

Ornyck KOMOHUHHPOBaHHOIO JIeKapCTBEHHOIO npenapara
OCYILECTBISIETCS (PpapMaLleBTUYECKHUM PabOTHUKOM anTekH (alTeYyHOro MyHKTa)
B COOTBETCTBHH C NIEPUOAMYHOCTBIO OTIYCKa, YKa3aHHOU B peLenTe.

Ilpn ovepenHoM oOpailleHWM MalLKMeHTa B anTeKy (anTEe4YHBIA IYHKT)
¢hapMaLleBTUYECKUM pabOTHUKOM YYHMTBHIBAIOTCS OTMETKH O MpeAbIAyLieM
OTIyCK€ KOMOMHHPOBaHHOTO JIEKAPCTBEHHOTO Tpernapara.

IIo wucreyeHumu cpoka [JedcTBUS  peuenT racuTC  ILTaMIIOM
«JlekapcTBEHHBIH NMpenapar OTNYyLIEH» U BO3BpalllaeTCcs Ha PYKH NalUeHTy.

9. Peuentsl, BbINHCaHHblE Ha peUENTypHbIX OnaHkax (OpMBI
No 148-1/y-88, nocne oTnycka KOMOMHHPOBaHHOTO JIEKAPCTBEHHOTO Hpernaparta
NOAJIeXKAT XpaHEHHIO B anteke (aNTeYHOM NMYHKTE) B TCUEHHE TpeX JieT.

10. Tlo wucTeyeHuMM cCpoka XpaHEHUs pELEHNThbl, BbIITUCAHHBIE Ha
peuenTypHbIx OnaHkax ¢opmbl Ne 148-1/y-88, monnexar YHHYTOXEHHIO B
nopsike, nNpeaycMoTpeHHoM nyHKToM 2.16 IlopsAaka oTmycka jeKapCTBEHHBIX
CPeACTB, YTBEPXAEHHOro TMNpHKa3oM MuHUCTEpCcTBA 34pPAaBOOXpaHEHUs U
coupayibHoro pasButus Poccuiickoit @enepaunu ot 14 nexadps 2005 r. Ne 785
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(3aperucTpupoBaH MuHucTepcTBOM locTHUMH  Poccuiickoit  ®Dexpepauuu
16 auBaps 2006 r. Ne 7353), ¢ u3MEHEHMSAMH, BHECEHHBIMH IIPHKA3aMH
MunncrepcTBa 31paBOOXpaHeHHs W COLUMAILHOrO pa3BuTHa Poccuiickoit
®enepanun ot 24 anpens 2006 r. Ne 302 (3apeructpupoBad MuHHCTEPCTBOM
roctuuuu Poccuiickoit ®enepauun 16 mas 2006 r. Ne 7842), ot 13 okrabps
2006 r. Ne 703 (3apeructpupoBad MHHHCTEPCTBOM IOCTHLMHE Poccuiickoii
®enepauuy 7 Hos6ps 2006 r. Ne 8445), ot 12 despans 2007 r. Ne 109
(3apeructpupoBaH MHUHHCTEPCTBOM locTulMKM  Poccuiickoii  @enepauuu
30 mapra 2007 r. Ne 9198), ot 12 despans 2007 r. Ne 110 (3apeructpuposan
MunucrepctBoM octuiuu Poccuiickoit ®epepauuu 27 anpens 2007 T.
Ne 9364), ot 6 aBrycra 2007 r. Ne 521 (3apeructpupoBaH MHUHHUCTEPCTBOM
toctuuud Poccuiickoit @enepanuu 29 arycra 2007 r. Ne 10063).



