MHUHUCTEPCTBO 3IPABOOXPAHEHHUA U COLMAJIBHOI'O R3#
POCCHIICKOM ®EJE PA L{MHAMCTCTB0 10CTHIIH POCCRUCKOH SEEPAISMY

(Munsnpascoupassutus PoctiBAPETHICTPHIPORAKO

MPUKA3 Pewff??ﬂfmﬂﬂmﬁﬁ‘g 21438
or ULO H L 20-&:.

1L e XA Ne SBA 1

Mocksa

06 yrBepxaennu Iopsaaka ornycka pU3NYECKHM JIHLAM
JIEKapCTBEHHBIX NPEnapaToB A MeHIIMHCKOro pHMeHeHH ,
CoiepPKAINHKX KPOMe MAJIbIX KOTHYECTB HAPKOTHYECKHX CPeCTB,
NCHXOTPONHLIX BEIIECTB H HX NPeKYPCOPOB JApyrue
(¢hapmakooruyeckne aKTHBHbIE BellleCTBA

B cooTBETCTBMM ¢ MyHKTOM 2 TIOCTaHOBIeHMs IlpaBHTeNbCTBa
Poccuiickoit Penepauun ot 20 utong 2011 r. Ne 599 «O Mepax KOHTpois B
OTHOLIEHMH MpEnapaToB, KOTOphle COAEP)KAaT Mallbleé  KOJHYEeCTBa
HapKOTHYECKHMX CpEACTB, ICHUXOTPONHBIX BEIIECTB H HX IIPEKYpCOpOB,
BKJIIOYEHHBIX B NIEPEUYEHb HAPKOTHYECKHX CPEACTB, IICHXOTPOMHBIX BELIECTB
H HX MpEeKypCOpoOB, NOJeXalluX KOHTponio B Poccuiickoit ®Penepauun»
(Cobpanne 3akoHonatenscTBa Poccuiickoit ®epepanun, 2011, Ne 30,
cT. 4648; 2012, Ne 1, cT. 130) mpu ka3 BI B a 10:

YrBepautek Ilopsaok ormycka ¢GH3MYECKHM JIHIAM JIEKApPCTBEHHBIX
NpenapaToB IUisi MEIULIMHCKOro NMPUMEHEHHUs, COJAEpXKallUX KpoMe MaJbIX
KOJIMYECTB HAPKOTHYECKMX CPEACTB, IICHXOTPONHBIX BEHIECTB H HX
NpeKypcopoB Apyrue (papMakolorMueckue akTUBHbIE BeLIECTBa, COMIACHO

npnnoxcenmo.

H.o. Munuctpa . T.A. I'onuxoBa




ITpunoxenue
K mpuKa3zy MuHucTEpCTBa
3JIpaBOOXPaHEHHs U COLHUATIBHOrO
passutus Poccuiickoit Penepaunu

oT Zteg.e Aoty Ne Sbtu

Hopsgok oTnycka pUIHUECKHM JIHIAM JIEKAPCTBEHHbIX
npenapaToB AJIsi MEAHLMHCKOro NpUMeHEeHHs, COAePKaIHX KPOMe MaJbIX
KOJIHYeCTB HAPKOTH4YeCKHX CPEACTB, ICHXOTPOMHBIX BELIECTB M HX
NpeKypcopoB Apyrue papMaKko/IornyeckHe aKTHBHbBIE BelleCTBA

1. Hacrosiumii [Topsaok ycTaHaBnMBaeT MpaBuja OTIycka (u3nyeckum
JULIAM  JIEKQpCTBEHHBIX IMIpenapaToB M MEIULMHCKOTO IMPHUMEHEHHH,
COlepXallMX KpoMe  MajblX KOJNHWYECTB  HApPKOTHUUYECKHUX  CPEACTB,
NICUXOTPOIHBIX BELLECTB U HX NPEKYypCOpoB, BHecCeHHbIX B cnuckH I, III u IV
[lepeuHss HapKOTUYECKUX CPENCTB, ICUXOTPONHAIX BEIIECTB U UX NPEKYPCOPOB,
nojnexamux KoHTponto B Poccuiickon ®epepauuy, yTBEPXIEHHOTO
nocra”oBnenueM [IpaBurenscrBa Poccuiickoit @enepauun ot 30 utons 1998 r.
Ne 681 (Cobpanue 3akoHomarenscTBa Poccuiickoit Denepauuu, 1998, Ne 27,
cT. 3198; 2004, Ne 8, ct. 663; Ne 47, ct. 4666; 2006, Ne 29, ct. 3253; 2007,
Ne 28, ct1. 3439; 2009, Ne 26, ct. 3183; Ne 52, cr. 6572; 2010, Ne 3, cr. 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, c1. 7534; 2012, Ne 10, ct. 1232; Ne 11,
cT. 1295) (nanee — HapKOTHYECKHE CpPEACTBA, NMCHXOTPOIHbBIE BELIECTBA U UX
NpeKypcopsl), Apyrue ¢apMmakonoruyeckie akTHBHbIE BelUECTBa (Haiee —
KOMOHHUpOBaHHEBIE JIEKAPCTBEHHbIE NIperaparsl).

2. Ornycky noayiexar KOMOMHHPOBaHHbIE JIEKApPCTBEHHbIE Npenaparsbl,
COAepXXallli€ HapKOTUYECKHe CpeACTBa, ICUXOTPOINHbIE BeEUeCTBa M HX
NPEKypCcopbl B KOJIMYECTBE, HE I[IPEBBILAIOIIEM IIPEleIbHO JONyCTHMOE
KOJIMYECTBO HApPKOTUYECKOr0 CpEeJCTBa, MNCHUXOTPOIHOrO BEUIECTBA M HX
peKypcopa, COJAepKallerocss B IIpemnaparax, KOTOpble COAEpXaT Majble
KONIMYEeCTBA HAPKOTHUYECKUX CpPEIACTB, I[CHUXOTPONHBIX BELECTB H MX
npexypcopoB, BHeceHHbIX B cnucku II, III u IV Tlepeuns HapkoTHueckux
CPELCTB, ICHXOTPOIHBIX BELIECTB U UX NPEKYPCOPOB, MOAJIEKALUINX KOHTPOIIO
B Poccuiickoit ®enepaunu, yTBepXaeHHOro nocrtaHonneHuem IlpaBurenscrsa
Poccuiickoit ®enepauuu ot 30 uroHs 1998 r. Ne 681, yTBepxaeHHOE IIPHKA30M
MuHHCTEPCTBa 3APABOOXpPAHEHHS U COLHANBLHOrO pas3BuTHA Poccuiickon
@enepauuu ot 16 mapra 2010 r. Ne 1571 (3apeructpupoBaH MUHHCTEPCTBOM
roctiuuy Poccuiickoit ®enepanuu 26 mas 2010 r. Ne 17376).

3. KomOuHHpoOBaHHBIE J€eKapCTBEHHbIE TIperapaThl, YKa3aHHbIC B
nyHktax 4 U S5 Hacrosmero [lopsaka, oTmyckaloTCsi M3 alTe€K U anTeYHBIX
MyHKTOB MO pELENTaM, BBHIMCAaHHBIM HA pELENTYpPHbIX OnaHkax ¢opmel
Ne 107-1/y u dopmbl Ne 148-1/y-88, yTBepxAeHHBIX NpUKa3oM MHHHCTEPCTBA
3[[paBOOXpaHeHUss U couuansHoro passutus Poccuiickoi ®epepauuu OT
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12 despans 2007 r. Ne 110 (3apeructpupoBaH MUHUCTEPCTBOM FOCTHLMH
Poccuiickoit ®enepanun 27 anpens 2007 r. Ne 9364), ¢ U3MEHEHHsIMH,
BHECEHHBIMUM IpHUKa3aMd MHHHCTEPCTBAa 3paBOOXPAHEHUs M COLMAIBHOrO
pazsutus Poccuiickoit ®epepaumu ot 27 asrycra 2007 r. Ne 560
(3apeructpupoBaH MuHuctepcTBoM tocTuuuy  Poccuiickoit  Penepauuu
14 centssbps 2007 r. Ne 10133), or 25 ceutsbps 2009 r. Ne 794n
(3apeructpupoBaH MHUHUCTEPCTBOM IOCTHIMH Poccuiickoit  Penepauuu
25 Hos6ps 2009 r. Ne 15317), ot 20 suBaps 2011 r. Ne 131 (3aperucTpupoBaH
MnunucrepctBom toctduum  Poccumiickoiik ®epepauuu 15 wmapra 2011 T
Ne 20103) (manee — npuxaz MHHHUCTEPCTBa 3/[paBOOXPAHEHHS M COLIMABHOIO
passutHs Poccuiickoit ®enepauuu ot 12 dpespasns 2007 r. Ne 110).

MHple KOMOMHHPOBaHHbIE JIEKAPCTBEHHbIE IMpenaparbl OMYyCKAlOTCA M3
anTex, anTeyHbIX [IYHKTOB U alTeYHBIX KHOCKOB 0e3 pelernTa.

4. Otnycky mno pelenTtaM, BBIIMCAHHBIM Ha peUENTYpHBbIX OnaHkax
dopmbl Ne 107-1/y, noanexar KOMOMHHPOBaHHbBIE JIEKAPCTBEHHbIE Npenaparhl,
coepxallue:

a) DproTaMHMHa rHAPOTAPTPaT B KOJHYecTBe 10 5 Mr (Ha 1 103y TBepaHoii
JIeKapCTBEHHOM (OPMBI);

0) sdenpuna ruapoxysopusa B Koauudectse A0 100 mr (Ha 100 mn uau
100 r xxuaxoi nexapcTBeHHOH GOPMBI 111 BHYTPEHHErO MPUMEHEHHUS);

B) nceBmoddelpHHa THAPOXJIOPUA B KOJHUYECTBE, HE IIpeBBILIAIOLIEM
30 mr (Ha 1 103y TBepIO¥ lekapcTBeHHOI HOpMBI);

r) nceBfoddenpuHa TUAPOXJIOPHI B KOJHYECTBE, HE IPEBBILIAIOILEM
30 Mr, B coYeTaHMHU C AEKCTPOMETOPPAHOM THAPOOPOMHIOM B KOJHYECTBE,
npeppiiatomiem 10 mr, u po 30 Mr (Ha 1 [mo3y TBepaoO#t JieKapcCTBEHHOH
$opMBI);

A) nexcTtpoMeropdaHa ruapoOpoMUA B KOJIMYECTBE, MpPEBHIILAIOLIEM
10 mr, 1 1o 30 Mr (1a 1 103y TBepROH JieKapCTBEHHOM (POPMBI).

5. OTnycky no peuentamM, BBIMMCAaHHBIM Ha peLENTYpHbBIX OnaHkax
dopmel  Ne  148-1/y-88, mnomnexaT KOMOMHHPOBAHHBIE JIEKAPCTBEHHBIE
npenapaThbl, COAepIKaLUe:

a) KOAEWH WM ero coilu (B IMepecuere Ha YKUCTOe BEIIECTBO) B
xonuuectBe A0 20 mr (Ha | no3y TBepaoi nekapcTBeHHO#H (opmbl) HIM B
konuuectBe 10 200 mr (Ha 100 mu unu 100 r XuUIKOM JeKapCTBEHHOH (OpMBI
JUIs BHYTPEHHETO PUMEHEHUS);

6) nceBnosdenapuHa TUAPOXJOPUA B KOJHUYECTBE, MPEBBIIAIOILEM
30 mr, u no 60 mr (Ha 1 no3y TBepIO# JieKapCTBEHHOI (HOPMBI);

B) nceBroddeapuHa ruapoxyiopua B konmdecrse ot 30 mr go 60 Mr B
COYETAaHHH C JeKCTpoMeToppaHOM THAPOOpOMHAOM B KOJHYECTBE,
npesbimatomieM 10 mr, 1 mo 30 Mr (Ha 1 nmo3y TBepOO#Ml NEKapCTBEHHOH
$opmel);

r) nekcrpomeropdana ruapoOpomua B konuuectBe 10 200 wmr
(Ha 100 mn wnu 100 r XuAKOM JexapcTBEHHOH (OpPMBbI AJIs BHYTPEHHErO
NPUMEHEHHUS );
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A) 3¢eapuHa rUAPOXJIOPHA B KOJHUYeCTBe, npespliawieM 100 mr, 1 10
300 Mr (Ha 100 Ma wmnu 100 r xuakoii JsekapCTBEHHOH ¢opMbl AnA
BHYTPEHHErO NPUMEHEHHA );

e) adenpuHa ruApPOXJOpUA B KonuyecTBe 00 50 Mr (Ha 1 no3y TBeproi
NIeKapCTBEHHON OpMbI);

X) (GeHUNNponaHoiiaMiUH B KoJMuecTBe A0 75 mr (Ha 1 mo3y TBepmoii
nekapcTBeHHON Qopmbl), und g0 300 mr (wa 100 mu wam 100 r xuaxoi
JIeKapCTBEHHOH (POpPMBI [U1st BHYTPEHHETO MPUMEHEHHS ).

6. B cmoyuyae, eciM KOJIMYECTBO  BBIIIMCAHHOrO B  peuente
KOMOMHHPOBAHHOI'O JIEKAPCTBEHHOTO MpenapaTa MpeBBILIAeT €ro MpeneibHO
JOIYCTUMOE KOJIMYECTBO Ul BBITHCBIBAaHHUS Ha OAMH pelenT, yKa3aHHoe B
npunoxednd Ne 1 k MHcTpykuuu o nopsjke BBITUCHIBAHUS JIEKAPCTBEHHBIX
npenapaToB U odopmiieHHs pelenToB U TpeGOBaHWM — HaKIamHbIX,
YTBEPXKIAEHHOH IpHKa3oM MuHHcTEepcTBa 3paBOOXPaHEHHUS U COLMAIBHOIO
passutus Poccuiickoit ®enepaunn ot 12 ¢espans 2007 r. Ne 110 (nanee —
Huctpykums), ¢apManeBTHYeCKMH pabOTHUK anTekd (anTeYHOro IMyHKTa)
OTIIyCKaeT KOMOMHMpOBAaHHBIH JIeKAPCTBEHHBIM IIpernapar B KOJHYECTBE,
ycTaHOBJIEHHOM IpuiioxeHueM Ne 1 k UHcTpykuuu.

7. Peuentsl Ha KOMOMHHpDOBaHHbBlE JIEKApCTBEHHbIE Ipenaparhl,
BBINIMCAHHBIE Ha peuenTypHbIX Onankax ¢opmel Ne 107-1/y, noramarorcs
IITaMIIOM anTeKH (anTeYHOro NnyHkTa) «JleKapCTBEHHBIM Mpernapar OTMYIIEH»
M BO3BPALIAIOTCS Ha PYKH IMAaLHEHTY, 3a UCKJIIOYEHHEM Clly4as, yKa3aHHOro B
nyHkTe 8 Hactosero IMopska.

8. Ilpn oTnycke KOMOHWHHMPOBAHHBIX JIEKAPCTBEHHBIX IPENAPaTOB 10
peuenraM, BBIITHCAaHHBIM Ha peLeNnTypHbIX Onankax ¢opmel Ne 107-1/y, cpok
JUIL KOTOPBIX B COOTBETCTBHH ¢ MHcTpykuueil yctaHoBneH a0 1 roza, peuent
MOJNKCHIBAETCS (papMaLieBTHYECKMM pabOTHHKOM anTeky (anTe4HOro MyHKTa)
H BO3BpalIaeTCs IMaLMEHTY C yKa3aHUEeM Ha o0OpOTe HAaHMEHOBAHUS anTeKu
(anTeyHOro  MyHKTa), KONWYECTBA OTMYLIEHHOrO  KOMOHHMPOBAHHOTO
JIEKapCTBEHHOTO Npernapara U aThl ero OTIyCKa.

Otnyck KOMOHHUPOBaHHOTO JIEKapCTBEHHOIO npenapara
OCylllecTBIseTCS (apMalieBTHYECKUM pabOTHUKOM anTeKu (anTeYyHOro MmyHKTa)
B COOTBETCTBHH C NNEPUOAUYHOCTBIO OTIIyCKa, YKa3aHHOH B pelenre.

IIpn ovepenHom oOpailleHWM MallMEHTa B anTeKky (anTeYHbIH MYHKT)
¢bapMaLileBTUYECKMM pabOTHUKOM YYMTBIBAIOTCS OTMETKH O IpeAbIAyIIeM
OTIIyCKE KOMOMHHUPOBAHHOIO JIEKAPCTBEHHOTIO Ipernapara.

ITo wucreyeHuu cpoka JeHdCTBUS  peuUent TracUTCA  LITaMIIOM
«JlekapcTBEHHBIH Npenapar OTNyLIeH» U BO3BpAlUaeTCs Ha PYKH MalUeHTy.

9. Peuentbl, BbIMMCaHHbIE Ha peUENTYpHBIX OjaHkax (OpMBI
No 148-1/y-88, nocne oTnycka KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara
NOJAJIeXXAT XPaHEHHIO B anrTeke (aNTeYHOM NMYHKTE) B TEUEHHE TpeX JieT.

10. Tlo wucreyeHHHM cpoKa XpaHEHHs peLenTbl, BbITUCAHHBIE Ha
peuentypHbIx OnaHkax ¢opmbl Ne 148-1/y-88, momyiexxaT YHHYTOXEHHIO B
nopsike, NpeayCMOTPEHHOM NMyHKTOM 2.16 Ilopsaaka oTmycka JeKapCTBEHHBIX
CPeACTB, YTBEpPXIEHHOro mnpuKazoM MMUHHUCTEPCTBA 3pPaBOOXpAHEHHUs H
couuansHOro pa3BuTHsa Poccuiickoit @enepauuu ot 14 nexabps 2005 r. Ne 785
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(3apeructpupoBaH MuHHCTepcTBOM locTHUMH  Poccwuiickoit  Penepauuu
16 sauBaps 2006 r. Ne 7353), ¢ H3MEHEHHsIMH, BHECEHHBIMU I[PHKa3aMH
MunncTepcTBa  31paBOOXpaHEHMs M COLMAIBLHOTO pa3BUTHA Poccuiickoit
®enepanuu ot 24 anpens 2006 r. Ne 302 (3apeructpupoBaH MUHHCTEPCTBOM
roctuuun Poccuiickolt @enepauun 16 mas 2006 r. Ne 7842), ot 13 oktabps
2006 r. Ne 703 (3apeructpupoBan MHHHCTEPCTBOM IOoCTHLIMM Poccuiickoit
®enepauun 7 HoAOps 2006 r. Ne 8445), or 12 despans 2007 r. Ne 109
(3aperucTpupoBaH MHUHHCTEPCTBOM IOCTHUIHH  Poccuiickoit  ®enepaunu
30 mapta 2007 r. Ne 9198), ot 12 deBpans 2007 r. Ne 110 (3apeructpupoBan
MunucrepctBoM 1octuuuu Poccuiickoit ®enepaumu 27 anpens 2007 T.
Ne 9364), or 6 aprycra 2007 r. Ne 521 (3apeructpupoBan MHHHCTEPCTBOM
roctuuuH Poccuiickoit @enepanuu 29 asrycra 2007 r. Ne 10063).



