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MHHHCTEPCTBO JOCTHLMH POCCHACKOR GEMEPAILRA

3APETHCTPHPOBAHO |
Perncrpannonmsiil No d? D

U0 yTBepKAeHUH
NpaBHJI OTIYCKA JICKAPCTBEHHDIX NPENapaToB A8 MEAHIHHCKOT0 NIPHMeHeHH,
B TOM 1HCJIe HMMYHOOHOOrHYECKHX JIEKapCTBEHHLIX NPenaparos,
aNTeYyHbIMH OPraHH3ANHSIMH, HHAHBHAYAJLHLIMH NPeANPHHHMATEAMH,
HMEIOINMH JTHLEH3HI0 HA (APMALEBTHYECKYIO JeATEIBHOCTH

B coorBercTBUM cO cTaTheil 55 depepanpHoro 3akoHa ot 12 ampens 2010 1.
Ne 61-D3 «OO6 ofpamenun nexkapcTBeHHBIX cpeacts» (Co0paHue 3aKOHOJATENBCTBA
Poccuifckoii Wenepauuy, 2010, Ne 16, c1. 1815; Ne 31, cT. 4161; 2013; Ne 48, ¢T. 6165;
2014, No 52, ct. 7540; 2015, Ne 29, cT. 4388; 2016, Ne 27, ¢T. 4238), nyHKTOM 3 cTaThH 12
denepansHoro sakora or 17 centadpsa 1998 r. Ne 157-03 «O6 uMMyHONPOdUITAKTHKE
undeknHonHbIX OonesHell» (CobpaHue 3akoHozarenscTBa Poccuiickoit ®enepaunn,
1998, Ne 38, c1. 4736; 2009, Ne 1, ¢T. 21; 2013, Ne 48, cr. 6165) n moanyHkramu 5.2.169,
5.2.183 Ilonoxernna o MunncrepcrBe 3apaBooxpaHeHus Poccuiickoit Peaepaumny,
yTBepkaeHHOro nocranosieHueM [Ipasurensctsa Poccuiickoit ®enepauun ot 19 vrons
2012 r. Ne 608 (Cobpanue saxonomatenscTBa Poccmifckoit ®emepammu, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; No 20, ct. 2477; Ne 22, c1. 2812; Ne 33, c1. 4386; Ne 45,
cT. 5822; 2014, Ne 12, cr. 1296; Ne 26, ct. 3577, Ne 30, cr. 4307; Ne 37, ¢1. 4969;
20135, No 2, c1. 491; Ne 12, ct. 1763; Ne 23, c¢t. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268;
Ne 27, c1. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255; Ne 49, c1. 6922; 2017, Ne 7, er. 1066),
NpHUKa3bBal:

1. YTBepOHUTE OpaBHiIa OTNYCKa JNEKAPCTBEHHBIX INpPEIapaToB AN MEZULHHCKOIO
OPUMECHEHHUA, B TOM YHCIe HMMYHOOHONOTHYSCKHX JIEKapCIBEHHBIX IIPENaparos,
aNTeYHHMH OpPraHu3alMAMU, HHIABHIYAJIBLHBIMH TpEANPHHUMATENAMH, HMCEIOILHUMH
JHLEH3HIO Ha PapMaleBTHYSCKYIO HeATENbHOCTD, COMMACHO IMPHIOKEHHIO.



2. [Ipy3HaTh yTPATUBIINMU CHITY:

MpHKa3 MUHHCTEPCTBA 3/PAaBOOXPAHEHHS M COLHAJBHOTO pa3BuTud Poccuiickoii
Oeaepampm o1 14 gexabps 2005 r. Ne 785 «O Ilopsiake OTmycKa NTeKApCTBEHHRBIX
CpeacTB» (3aperucTpuposad MuHucTepcTBoM rocTHIMH Poccuiickoll  Demepaunn
16 suBaps 2006 r., peructpatonHstii Ne 7353);

npHka3 MuHBCTEpCTBa 31paBOOXpaHEHHA H COLHANbHOro passutuia Poccuiickoit
Qencpanmu o1 24 anpena 2006 r. Ne 302 «O BHeceHMHM H3MEHEHMH B IIpHKa3
MuHucTepCTBA 31paBOOXpAHEHMS H COLIMANBLHOTO pa3BHTHS Poccuiickoit denepauuu
ot 14 nexa0psa 2005 r. Ne 785» (3aperncTpHpoBaH MHUHUCTEPCTBOM IOCTHIMH POCCUMCKOM
Denepampu 16 Mag 2006 r., peructpanuosusii Ne 7842);

npuka3 MHHHCTEpCTBA 3ApaBOOXpaHEHHs] M COLMANLHOTO Pa3BUTHA PoccHiickoil
Denepanpu o1 12 denpang 2007 r. Ne 109 «O pHeceHnu usmenenuii B [lopagok otnycka
JIeKApCTBEHHBIX CPEACTB, YTBEPXKACHHBIA NpHKasoM MunHuctepcTBa 34paBOOXpaHEHHA
H counaneHore passutua Poccuiickolt ®epepammm ot 14 gexabps 2005 r. Ne 785»
(saperucTpupoBan MuHucTepcTBOM ocTHIMH Poceniickoiit ®enepanun 30 mapra 2007 r.,
perucTpauroHHbIH Ne 9198);

npukaz ~ MMHHCTEDCTBA  37PAaBOOXPAHEHUWS WM COLMAJIBHOTO  pAa3BUEUA
Poccuiickoii Depepanuu ot 6 aBrycta 2007r. Ne 521 «O BHeceHUH U3MEHEHH
B Ilopamok  oTmycka  JEKApCTBEHHBIX  CPEICTB, YTBEPXISHHBIH  IpHKa3oM
MUHHCTEPCTBA 3ApABOOXPaHEHHS H COLMANBHOTO pa3BHTHA Poccuiickoii Mepepanuu
or 14 nexabpa 2005r. Ne785» (3aperucTpHpoBaH MHUHHCTEPCTBOM  IOCTHIIUH
Poccuiickoii ®enepauu 29 asrycra 2007 r., peructpaunoHabiid Ne 10063).
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[lpunoxenne
K IIpriKa3y MUHKCTepCTBa 30paBoOXpaHeHAA
Poccuiickoil @eneparuu

OT « //» AN 2017 r. Ne 4/21//

IIpaBnna
OTNYCKa JIeKAPCTBEHHLIX NPENapaTos A1 MEHIIHHCKOTO NpAMEHEn U,
B TOM YHCJI€ HMMYHOOHOJJIOrHYECKHX JEKAPCTBEHHBIX NPENAPATOB,
ANTCIHHLIMH OPranA3ALHAAMH, HHAHBHAYAJNBLHBLIMH NpeANPHHEMATEIAMH,
HMeIOLIHMH JHUEH3HI0 Ha (hapMaleBTHYECKYI0 AeATeILHOCTh

1. O6mme TpeGoBaHKS K OTIYCKY JIEKapCTBEHHHIX [PEIapaToB
AN MEUIWHCKOTO TIPHMEHEHUA

1. Hacrosimiye npaBuia ONPeaensioT IopsIoK OTILycKa JIeKapCTBEeHHBIX [IPelIapaToB
I7S. MEMIIHHCKOrO MPHUMEHEHMS, B TOM YHCIe HMMYHOOMONOTHYECKHX JIeKapCTBEHHBIX

NpenapaToR (daixee — JIeKapCTBEHHBIE Mpenapartsl), AaNTeUHBIMH OpraHH3alHSIMH
H HHANBHIYAILHBIMY npearpUHAMATENIMH, HMEIOIHAMH JULEH3MIO
Ha (apMaleBTHUECKYIO JESTeNBHOCTh (fanee — CyOBeKTBl PO3HHUYHOH TOPTOBIH),

fez pementa’ W (WiH) TO PpELENTy Ha JIEKAPCTBEHHbIl Mperapat, BBIMHCAHHOMY
B YCTAHOBNEHHOM NOpSIKe’ MeNUUMHCKMMH paGOTHHKAMH, @ TAKkKe Mo TpebOBaHHAM-
HAKNAAHBIM ~ OpPraHW3aluy,  OCYLUECTBAAIOIEHA  MEIUNMHCKYK)  JAEATENBHOCTH
(manee — MemUIMHCKAas OpTaHU3al¥g), MIM HHIWBUAYAIBHOTO IPEATPHHAMATENS,
HMEIOLIETrO JIMLSH3NIO Ha MEIUIIUHCKYIO JeATeNBHOCTE (J1anee COOTBeTCTBEHHO — PELENT,
TpeGoBaHUe-HAKIATHAS ).

2. OTnyck JEKapCTBEHHEBIX NpenapaToB §e3 pelelToB OCYMECTBINETCA:

alTEKaMH;

aITeYHBIMH ITYHKTaMHU;

! TIognyHKT «w» OyHKTa 5 wactu 4 crate 18, moamyHkT «x» mywnkta | wactm | craten 33 deaepanbHOro 3akoHa
or 12 anpema 2010 1. Ne 61-03 «O6 obpameHnn ackapeteenHbix cpeacts» (Cobpanve sakodonarenectsa Poccuiickoii
Depepaunn, 2010, Ne 16, o1, 1815; Me 42, ¢1. 5293; Ne 49, 1, 6409; 2014, Ne 52, c1. 7540).
? Tpukaskl MusncTepcTsa 3apasooxpanesus Poccuiickoit Geaepaunn:

ot 20 aekabps 2012 r. Ne 11750 «O6 yTBepxneHHA NOPAIKA HA3HAUCHHA H BHIIHCHLIBANHSA AEKAPCTBEHHBIX MPEnapatoRn,
a TaKxe QOPM PeLSNTYPHBIX GTAHKOR HA JCKAPCTREHHBIS Mpenapatel, NOpAaKa opopMAIEHHI YkalaHHBIX GNaHKOB, HX yUeTa
¥ xpaHeHHa» {3apernctpupoBaH MuHncTepereoM loctHuuy Poccufickod Denepannu 25 wona 2013 r., periaCTpauMoHHbA
No28883), ¢ wsMeHeHHAMH, BHECEHHLIMH mTpHKazaMM MuHHcTepeTsa  3npasooxpadenust Poccuiickoii  @enepaliy
ot 2 nexabps 2013 r. Mo 386 (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHLMY Poccwiickol ®enepanuu 23 nexabpa 2013 r.,
perucTpaudoHHEIi Ne 30714), ot 30 mons 2015 r. Ne 386H (3aperncTpHpoBad MunncrepeTroM tocTuiME 6 asrycra 2015 .,
perucTpaunosHkit Ne 38379) u ot 21 anpens 2016 r. Ne 254u (3aperucTpupoBaH MHHUCTEPCTBOM KCTHINMK PoccHitckof
Menepamnu 18 mona 2016 r., perucTpatvoRHEI No 42887) (nanee — npukas Ne 11751);

oT | aBrycra 2012 r. Ne 541 «O6 yTeepxneHdd (opMel GIaHKOB PELENTOR, COASPKALMX HA3HATEHHE HAPKOTHYECKHX
CPencTs W MCHXOTPOTHBIX BEIEECTB, MOPAAKA UX H3TOTOBIEHHA, PACTIPEICNCHNSA, PETHCTPALMH, YICTAa ¥ XPAHEHHA, A TAKOKES
npaesn  oopMaeHns» (3aperMCTPHPOBAH MUHHCTEPCTBOM IoCTHUMM Poccuiickoi ®enepaumy 15 asrycra 2012 r,
PEeTHCTPaTHOHABIA Ne 25190), ¢ M3MEHEHUAMM, BHECEHHRIMM MNpHKa3amMH MHHHCTEPCTEA 34paBOOXPaHeHHA POCCHICKOH
denepaunu o1 30 wiona 2015 r. Ne 3850 (sapeructpuposad MEHHCTEpCTBOM HocTHLME Poccnlickolt dPencpaunn 27 Hoabpa
2015 r., perucTpaunolHbit Ne 39868) w ot 21 anpena 2016 r. Ne 254 (3apervicipnpoBad MHHRCTEPCTEOM HOCTHUMH
Poccutickoit Gerepaunn 18 wiong 2016 r., peractpaumonserii Ne 42887) (zanee — npukas Ne 54n).




aNTeYHLIMY KMOCKaMH;

HHAHBU LY AIbHEIMU IpeANPHHUMATENSIMY, UMEIOLIUMH JILIeH3UIO
Ha GapMalleBTHIECKYIO JeATeNbHOCTD (fanee — MHIMBUAYAIBHBIH NpeNIpUHUMATE]E).

3. OTIycK NeKapCTBEHHBIX NPeNapaToB MO PellenTaM OCYIeCTBIISAETCS:

anTeKaMu,

aNTeYHBIMHA IIYHKTaMU;

MUHANBUAYANGHEIME  NPeANMpPHHUMATENsMH (328 HCKIIOYEHHEM  OTIYCKa
HAPKOTHYECKUX CPeICTB M MCHXOTPOMHBIX BELIECTB, BKJKYEHHBIX B IIEPEYCHBb
HAPKOTHYECKUX CpEeICTB, NCHXOTPONHBIX BEIIECTB W MX IPEKYPCOPOB, MOJUIEKAIIHX
KOHTpOMIO B Poccuiickoli @enepaiu, yrBepKAEHHbIA NTocTaHOBIeHHeM [TpaBuTenbCTBa
Pocentickoit Oenepamu o1 30 mons 1998 r. Ne 6817 (1anee cootsercTBeHHO — TlepeyeHs,
HAPKOTHYECKHE M TICHXOTPOIIHBIE JIEKAPCTBEHHAIE PENapaThl).

OTnycKk  HApKOTMMECKMX M INICHMXOTPONHBIX  JIEKAPCTBEHHBIX  IIPEIApaToB
Y10 peLenTaM OCYIIECTBIAETCS alTEKaMM M aNTeYHBIMH [TyHKTAMHU, HMEIOLIMMH JTMLIEH3UIO
Ha JEATENLHOCT: IO O0OpOTY HAPKOTHYECKHX CPEJCTB, IICHMXOTPOIHBIX BEIIECTE
¥ X [PEKYPCOPOB, KyJIETHBUPOBZHHIO HaPKOCOAEPKAIUX pacTeHUH.

Oriyck  MMMYHOOHOJIOTHYECKUX IJIEKAPCTBEHHBIX IPENaparoB IO  peLenTaM
OCYIIECTRIAETCA ANTEKAMH U anTeqHBIMH TyHKTaAMH.

4.Tlo penientaM, BEIIMCAHHBIM Ha peleNnTypHbIX OnaHkax ¢opmbl Ne 107/y-HlT',
OTIyCKAIOTCA HAPKOTUYECKHE M TICHXOTPOMHMIE JIEKapCTBEHHBIC MPENAaparhi, BHECCHHBIE
8 CHHCOK HAPKOTHYECKHX CPEACTB M MCHUXOTPONHBEIX BELIECTB, 00O0pOT KOTOPBIX
B Poccuiickoii ®Penepalunu orpaHiYeH U B OTHOLICHUH KOTOPBIX YCTAHABIHBAIOTCA MEPEHI
KOHTpOJIA B  COOTBETCTBHH ¢  3akoHojarenscTBoM  Poccuiickoit  Penepauuu
U MeXAyHapomHbIMu Joroopamu Poccuibickoit ®enepammm (cnucok II), Ilepeuns
(manee — HAPKOTHYECKME H IMICHXOTPOMHEIE JieKApCTBEHHBbIC Tpemapartel cmucxa II),
3a WCKJIIOYEHHEM HAPKOTHYECKHX M IMCUXOTPOMHEBIX JIEKAPCTBEHHBIX MpPENapaToB B BHAEC
TPAHCACPMANBHEIX TEPANIEBTHYSCKAX CHCTEM.

[To peuenraMm, BHIMECAHHBIM HAa pPELENTYpPHBIX OmaHkax ¢opmer Ne 148-1/y-88,
OTIIYCKAIOTCA :

MICHXOTPONHBIE JIEKAPCTBEHHBIC Mpenaparkl, BHeceHHBIe B CIIMCOK MCHXOTPOITHBIX
BellecTB, 00opoT koTopeix B Poccuiickoii ®enepanvivi orpaHu4eH B B OTHOIUEHHH
KOTODHIX [TOMYyCKaeTCA HCKIIOUEHUE HEKOTOPBIX Mep KOHTPOAd B COOTBETCTBHH
¢ 3aKoHomarenbcTBOM Poccuiickon ®epepanvn H  MEXKAYHAPOAHBIMH JOTOBOPAMH

3 CoGpanne 3akoHoJaTeNbCTBa Poccuiickol ®enepaunn, 1998, Ne 27, 1. 3198; 2004, Ne &, cr. 663; Ne 47, c1. 4666; 2006,
Ne 29, er. 3253; 2007, N 28, cT. 3439; 2009, Ne 26, ¢1. 3183; Ne 52, cr. 6372; 2010, Ne 3, c1. 314; Ne 17, c1. 2100; Ne 24,
or. 3035; Ne 28, cr. 3703; Ne 31, ¢T. 4271; Ne 45, cr. 5864; Ne 50, cr. 6696, 6720; 2011, Ne 10, ct. 1390; Ne 12, c1. 1633;
No 29, cr. 4466, 4473; No 42, ¢T. 5921; Ne 51, ¢1. 7534; 2012, No 10, 1. 1232; Ne 11, cr. 1295; N 19, ct. 2400; Ne 22,
cr. 2864; Ne 37, cT. 5002; Mo 48, cT. 6686; Ne 49, ct. 6861; 2013, Ne 9, cr. 953; Ne 235, ¢r. 3159; Ne 29, c1. 3962; Mo 37,
cr. 4706; Ne 46, cT. 5943; Ne 51, c1. 6869; 2014, Ne 14, cr. 1626; Me 23, o1, 2987; Ne 27, ct. 3763; Ne 44, ct. 6068; Ne 51,
cr. 7430; 2015, Ne 11, . 1593; Ne 16, oT. 2368; Ne 20, 1. 2914; Ne 28, cT, 4232; Ne 42, ¢, 5805; 2016, Ne 15, ¢1, 2088; 2017,
Nod, ct. 671; Ne 10, cT. 1481,

4 Mpunoxennsa Ne 1 1 2 k npukazy Ne 54n.

5 TlyHKT 9 nopazKa HA3EAYEHHA 1 BHITACHBANUA JICKAPCTBERHBIX NPEMAPATOB, YTBEPKACHAOTO NpHKasoM Ne | 1754,
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Poccuniickon ®enepauun (caucok III), Ilepeuns (nanee — ncuxoTponHeie NeKapCTBEHHbIE
npenapatsl ciincka I1);

HAapKOTHYECKHE H ICHXOTPOIHBIE NEKapcTBeHHBIE Openaparel crucka II B BuAe
TpaHCASPMANbHBIX TEPANICBTHYSCKHX CHCTEM;

JICKAPCTBEHHBIE IIpenapaThi, BKIIOHYEHHBIE B IEPEYECHb JICKApCTBECHHBIX CPEACTB
I MEIMLMHCKOTO MPAMEHEHNA, TOUIEXAIUX TPSAMETHO-KOIHYECTBeHHOMY YdeTy’,
332 UCKJIIOYEHHEM JIEKaPCTBEHHBIX TMPENapaToB, yKa3aHHbIX B ab3allaX MEPBOM H TPETbEM
HAaCTOAILIETO NYHKTA, U ACKAPCTBEHHBIX TIpenapaToB, OTMyckaeMblx O3 perenta (manee —
JeKapCTBEHHBIE TIPeNapaThl, MOMIEKAIINAES MPESAMETHO-KOMHYECTBEHHOMY YUETY );

JeKApCTBEHHBIE  Mpenaparbl, oOnagatole  aHAOOIMYECKOM — aKTHBHOCTBIO
(B COOTBETCTBMH ¢ OCHOBHBIM (PapMaKOIOTHYECKHM AelcTBHEM) H OTHOCAIIMECA IO
aHATOMO-TEPANEBTHYECKO-XUMHUIECKOH KracCHHKalMH, peKoMeHAoBaHHOH BceeMupHoii

opraHusanmei 3apasooxpaHeHHa (ganee — ATX), &k aHaOOJNHHECKHUM CTEpougam
(kom Al4A) (pmanee — nekapcTBEHHBIE npenapartsl, o0Jamarolive aHaboIuYecKo
aKTHBHOCTBIO);

NeKapcTBEHHLBIE Npenapathl, ykasaHusle B myHkTe S5 [Topaaka ormycka dusHIecKuM
JUUAaM JNeKapCcTBEHHBIX MNpenaparoB IId MEAHIMHCKOrO NPHMEHEHHA, COACPKaIIMX
KpOME MalblX KOJMYECTB HapKOTHYECKHUX CPEACTB, MCHXOTPOMHBIX BELIECTB M HX
MPEKypcopoB  Hpyrue (rapMakoNoTHYecKHe AaKTHBHBEIE BEIIECTBd, YTBEPKACHHOTO
NpUKa3oM MHHHMCTEPCTBA 3APABOOXpaHEHMS H COLMANBHOTO pa3BUTHA PoccHACKOH
Gepepann ot 17 Mag 2012 r. Ne 5621°;

NIEKapCTBEHHbIE TIPEMapaTsl, M3TOTABIHMBACMBIE 110 PELENTY Ha JCKAPCTBEHHBIH
npenapaT M CoOIepKallie HapKOTHYECKOE CPEICTBO MIH IICHXOTPOMHOE BELICCTBO,
BHeceHHOe B cmucok 11 TMepeuns, u apyrue GapMakonoruueckue akKTMBHBIC BEIIECTBA B
Jlo3e, He TIPeBHIIAIONIEH BBRICUIYIO pa3OBYI0 103y, M IMPH YCIOBHH, 4YIO 3TOT
KOMOMHHPOBAHHBIN JICKapCTBEHHBI IMpenapar He ABIACTCS HApPKOTHYCCKHM  HNU
NCUXOTPONHEIM JIEKAPCTBEHHBIM IIpenapaTrom cnvcka k.

Mo penenTam, BRIMACAHHBIM Ha peLENTYpHBIX GmaHkax dopmel Ne 148-1/y-04 (a)
wiu dopmel Ne 148-1/y-06 (i1), oTIyCcKalOTCA NEKapCTBESHHBIE NPENapaThl, BHIMHCHIBACMBbie
rpaxkpaHaM, UMeIUMM Npaso Ha OeclaTHoE MOMy4E€HHE JNEKapCTBEHHBIX MpenapaToB

5 Mprkas Munncteperpa 3npasooxpanenus Pocculickoi ®egepaan ot 22 ampens 2014 r. Me 1838 «O6 yrsepwaeHHn
NepeyHs JNEKAPCTESHHMX CPEAcTB A1d MEAMIHHCKONO MPHMEHSHHA, MOAACHKALHX TNPeAMETHO-KOMMMECTBCHHOMY YHeTy»
(3aperncTpuposan Munnctepereom toctHuuM Poccnbickont @emepauum 22 mions 2014 1., peructpaudosnsiii Ne 33210)
C H3MEHCHNAMY, RHECCHHEIMU NPHKazoM MuuucTepcTsa 3apagcoxpancHis Poccrlickoli ®enepaliui o1 10 cenrsbps 2015 T
Ne 634n (3apermcTpupoBan MunmerepeTnoM tocTunuu Pocculickoli Penepauuy 30 ceAradps 2015 r., perHcTpauMOHHBIR
Ne 39063).

’ MMoamyHKT 3 myHKTa 9 MOPAKA HASHAYEHHA M BHNACHBAHYS NEKAPCTBEHHBLIX MPENAPATOB, YTBEPHKACHHOTO NPHKAZOM
Ne 1175m.

8 3Japeructprporan MHHHCTEPCTROM IOCTHURH Poccuiickoii @efepaun | morg 2012 r., peracTpauMoHnuiii Ne 24438,
C IBMEHEHUSMH, RHECCHHLIMH NpUkazaMil MUHHCTepCTRBA 3apaBcoxpancHns Poccuiickoil Pegepauuu or 10 mona 2013 r.
Ne 369H (3aperucTpupoBad MHHMCTEPCTBOM HOCTHIMN Poccuiickoii ©egepaunn 15 wona 2013 r., perdcipauMoHHBIH
Ne 29064), oT 21 aerycta 2014 r. Ne 4654 (3apernctppoBa MunncrepcTBoM ocTHUMu Poccuiickodl Peaepannn
10 centabpn 2014 r., perucTpaunonnbii Ne 34024), ot 10 cenabpa 2015 r. Ne 6340 (3aperucTpHpoBaH MHHHCTEPCTEOM
octrimn Pocculickol ®eaepaniu 30 centadpa 2015 r., peracTpaunonnbii Ne 39063).
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HIH TIOAYYEHHE JIEKapCTBEHHBIX MPErnapaTtoB CO CKUAKOM {ganee — nexapcTBEHHBIC
APENAapaThl, OTIyCKaeMble OeCILIATHO WK ¢O CKUAKOH ).

Ilo peuenraM, BBIIMCAaHHBIM Ha peLENTYpPHBIX Onamkax dopmer Ne 107-1/y,
OTNYCKalOTCsl HHBIE JIEKapCTBEHHBIC IMpellapaThl, HE YKa3aHHbIC B ad3aliaXx NEPBOM,
TPETEEM — NEBATOM HACTOAMIETO IMYHKTA, 38 HCKIIOYCHHEM JEKapCTBEHHBIX NMpENaparos,
OTIIYCKaeMBIX Oe3 pelenra.

5. OTycK JeKapCTBEHHBIX TIPEMapaToB, HE YKA3aHHBIX B IMYHKTe 4 HACTOALLMX
IlpaBpua, B COOTBETCTBHE ¢ HMHCTPYKUHMAMH II0 HX MCAHLMHCKOMY TIPHMCHEHHIO
OCYIIECTBIACTCA 063 pelienToB.

6. OTIycKk NeKapcTBEHHEIX MPEHApaToB OCYWECTBIACTCA B TCUCHHE YKa3aHHOTO B
peuenTe CpoKa ero NeHCTBHA MpH oOpallleHHH JULA K CYOBEKTY pO3HHYHOH TOProBJIU.

B cnywae otcyretBHA Yy cyOBeKTa pPO3HHYHON TOProOBIM JIEKApCTBEHHOTO
Ipernapara, yKasaHHOro B pelLieniTe, NpH oOpalleHUH IMHA K CYOBEeKTy pPO3HHYHOM
TOProBJIM peLENT NpUHHMaeTcs Ha oOCHy)XHBaHHE B CleAyioLlHe Cpoku (naree —
OTCPOYEHHOE OOCITY)KHBAHUE):

pellent ¢ mOMeTKOH «statim» (HeMeAJeHHO) oOCIyXHBaeTCd B TE€YeHHE OTHOIO
padouero AHg co AHS 0OpalleHns MHANA K CYOBEKTY pO3HHYHOH TOProsiH;

pelent ¢ IOMETKOH «cito» (CpouHO) 00CIy;KUBaeTCA B TeYEHME JBYX pabouux JHeH
CO JHA ofpalleHNs THLa K CyObeKTy pO3HUYHON TOProRiy;

peLenT Ha JIeKApCTBEHHBIM Tpemapar, BXONAMNNA B MUHHUMAJBHBIA aCCOPTUMEHT
JeKapCTBEHHBIX  MpPenapaToR IS  MEHIMHCKOTO  I[IPUMEHEHUs, HeoOXOTUMBIX
U1 OKasaHHA MeIMIMHCKOM MOMOLIK , oGCIyKUBaeTcA B TedeHHde MATH pabodmux JHEH
CO IHA o0palleHs JIMIa K CYObeKTy pO3HUYHOH TOproBiy;

pelent Ha JIeKApCTBeHHBIH Mpenapar, OTHyCKaeMblid OecINIaTHO WM CO CKHAKOH
H He BoLeAmMA B MUHUMaXbHBII acCOPTHUMEHT JEeKAapCTBEHHBIX [peraparos
I METUIIMHCKOTO MPHUMEHeHHS, HeOOXOOUMBIX U OKa3aHus MEIMLMHCKOH TNOMOIHH,
0OCTY>KHBAETCS B TEUEHHE JecaTH paboumx JHed co AHs 0oOpalleHus nuua K CyObeKTy
PO3HUYHOH TOPrOBIHY;

pelenTEl Ha JIEKAPCTBEHHBIE MpEnapaThl, HA3HAYaeMBIE M0 PEUICHHI0 Bpa4yeOHOM
KOMHCCHH, OOCIYXHMBAKTCH B TeYeHHe NATHanuaTd paboumx naueil co aHA obpameHus
Jmna K cyOBpekTy po3HUYHON TOPrOBIIN.

3anpelaeTcs OTNYCKaTh JIEKAPCTBEHHBIE Mpenaparbl M0 pelenTaM ¢ HCTEKLIHM
CpPOKOM JeHCTRHA, 33 MCKIIOYEHHEeM cCllydas, KOraa CpoK ACHCTBHA PeEIEnTa HCTICK
B [EPHO] HAXOMACHHUA €70 Ha OTCPOMEHHOM 00CTY KUBAHUH.

Ilpy wncTeveHMM CpoKa ACHCTBHA pelienTa B INEPHON  HAXOXKIACHHA €TO0
Ha OTCPOYCHHOM OOCIY)XMBAaHHM OTIIYCK JICKaPCTBEHHOTO NpEapara 1o TAKOMY PelenTy
ocyiecTBaAeTCA 63 ero nepeodopMIcHUs.

7. JlekapcTBeHHBIE Npenaparbl OTHYCKAOTCA B KOMMYECTBE, YKa3aHHOM B PELICIITE,
32 HCKMOYCHHEM CNydYaeB, Koraa NiA JIEKApCTBCHHOIO Mpenapara YCTaHOBJACHEL

® Pacnopaxenne [papurenncTsa Poccniickoit denepauun ot 26 Ackabpa 2015 r. Ne 2724-p (CoBpaHKe 3aK0HOLATENHCTBA
Poccuiickoii deaepanmr, 2016, Ne 2, ct. 413).



npeaenbHO JOMYyCTUMOE HIH  DEKOMEHAOBAHHOE KOJHYECTBO [JI%  BBIITHCHBAHHA
Ha OZMH peuent' .

IIpy npenbABIeHMH peuenta ¢ [PEBbIICHHEM [PEASIbHO  JOMYCTHMOTO
HIM PEKOMEHIOBAHHOIO KOJNHYECTBA JIEKAPCTBEHHOTO IpenapaTa Ajis BHITHCHIBAHMA
Ha OAdH penent ¢apMaueBTHIecKHi pa0OTHUK WHQOpMHpYeT 00 JTOM JIHLO,
NpeACTaBUBIICE PELENT, PyKOBOAMTENA COOTBETCTBYIOLIEH MENMUMHCKONH OpraHu3aluu
H OTIIYCKAEeT yYKa3aHHOMY JIHLY YCTaHOB/IEHHOE COOTBETCTBEHHO MPEACABHO AOMYCTHMOE
HIN PEeKOMEHIOBAHHOE KOJNWYECTBO JIEKAPCTBEHHOTO Ipemapara 7 BBIIHCHIBAHHA
Ha OJHH PELENT ¢ NPOCTABISHAEM COOTBETCTBYIOIEH OTMETKH B peLeTITe.

IMpu Hammuud y cy0pexTa pO3SHHYHOH TOProOBIHM JICKAPCTBEHHOrO Nperapara
¢ IO3MPOBKOHM, OTIHYHONW OT MAO3HPOBKH JICKAPCTBEHHOTO Npenapata, yKa3aHHOH B
pelenTe, OTIYCK HMSIOILICIOCs ISKapCTBCHHOTO IIPEIapara AOMyCKAETCA, €Cli A03UPOBKA
TAKOro JIEKApCTBEHHOIO TIpemapaTa MeHblle [JO3UPOBKHM, YKa3aHHOW B pelenTe.
B TaxkoM c¢Ioydae OCYLIECTBISETCS [MepecdeT KONMMYecTBa JIEKApCTBEHHOIO MNperapara
¢ yU4E€TOM Kypca JS4eHHs, YKA3aHHOTO B pelenTe.

B cimyuae eciu J03HPOBKA JIEKApCTBEHHOro mpenapata, HMelolleroca y cyGbekTa
PO3HHYHON TOPTOBJIH, NPEBLILAET NO3HPOBKY JIEKAPCTBEHHOTO Ipernapara, yKasaHHYH B
peuerre, pemeHne 00 OTMYCKe JEKapCTBEHHOIO MpelapaTa ¢ Takoil J03HUpOBKOH
OPHHUMAET MeJHIHHCKHI pabOTHHK, BHIMUCABIINHA pelenT.

8. OTnycK TeKapCTBEHHOrO MPETapaTa OCyIHeCTRIETCs B IEPBHYHON 1 BTOPHYHOH
(moTpebuTENECKOil) YMAKOBKAX, MAPKUPOBKA KOTOPHIX JOMKHA OTReYaTh TpeGoBaHUAM
ctated 46 MegepancHoro 3akoHa or 12 ampenms 2010 r. Ne 61-03 «O6 obpamenun
JNIEKAPCTBeHHBIX CPEeACTB»' , a YNAaKoBKAa [ HAPKOTHYECKHX M IICHXOTPOIHBIX
NeKapCTBeHHEIX MpernapaToR cmucka 11 — tpeGoBammaM mymkra 3 cTathud 27
MdegepansHoro 3akoHa ot 8 sHBapg 1998 r. Ne 3-03 «O HApPKOTHYECKHX CPEOCTBAX
M NICHXOTPOMHBIX BeMIeCTRAxX» 2.

HapymeHnne nepBHYHOI YNAaKkOBKM JIEKAPCTBEHHOIO MpEIapara IpH €ro OTIOycKe
3anpelaeTcs.

Hapywenne sropuuHoi (moTpeOuTensckoi) ynakoBKY NEKapCTBEHHOTO Npernapara
M OTIYCK JIEKapCTBEHHOTO IpeliapaTa B NEPBHYHOM YIIAKOBKE [OINYCKAETCA B Ciydae,
€cU KOJIKYECTBO JIEKAPCTBEHHOTO MPENAPATa, YKa3aHHOE B pelente WiH HeoOXOIHMoe
JMIY, NPUOOPETAIONIEMY NEKAPCTREHHBIH mNpenapat (Ipu Oe3peLenTypHOM OTITYCKE),
MEHBIllE KOJIM4ECTBA JIEKAPCTBEHHOTO MpEenapaTa, COAepXalleroci BO BTOPHYHOM
(noTpebuTtensckoil) ynakoeke. B TakoM ciydae mpH oTHycKe JIEKapcTBEHHOIO IIpernapaTa
NNy, TpHOOPETAIeMy JNEKapCTBEHHBIH [penapar, IPEeNoCTaBIseTCd HHCTPYKUIHA
(KOS MHCTPYKIUY) O NPUMEHEHHIO OTILYCKaeMOTo JIEKapCTBEHHOTO Ipenapara.

 Mpunoxerns Ne | 1 Ne 2 & NOPSAKY HA3HAYCHNS H BbITUCHIBAHAA JIEKAPCTREHHLIX NPENAPATOE, YTBEPKACHHOMY MPHKA3ZOM
Ne 11751 :

n Cobparnbe 3axoHOnaTenbcTBa Poccntickoll Meneparsin, 2010, Ne 16, cr. 1815; Ne 42, or. 5293; 2014, Ne 52, cr. 7340,

12 Cobpanne 3aKkoHOAATeNbeTEa Poccuiickoif Pepepannn, 1998, Ne 2, o1, 219; 2012, Ne 53, c1. 7630; 2013, Ne 48, c1. 6165;
2015, Ne 1, cT. 54.
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9.Ilpu oTHycKe NEKapCTBEHHBIX MpenapaToB MO peuenty (apMaueBTHYECKHH
paGOTHHK MPOCTABIAET OTMETIKY Ha pelente o0 OTMycKe JIEKapCTBEHHOIo MperapaTa
C YKa3aHUeM:

HAaNMEeHOBaHHM$  anTevyHol  opraHmsaudn  ((QaMHJIHK, HMEHM, OT4Ye€CTBa
(IpH HATAYHA) THOWBHAYAIBHOTO TPEAIPHHAMATETI );

TOProBOr0  HAWMEHOBaHHA, JO3MPOBKM W KONMYECTBA  OTIYHIEHHOTO
NIEKapCTBEHHOTO Mpenapara;

haMHIMH, HMEHH, OTHECTBA (IIPpH HAJMYHH) MEAHUUHCKOTO pabOTHHKA B ClIyvasx,
yKa3aHHBIX B a03ale 4eTBepTOM IyHKTa 7 W ab3ane TperseM myHkTa 10 HacToAIIMX
TIpasm;

PEKBHU3UTOB AOKYMEHTa, YIOCTOBEPAIOLWIEr0 MAUYHOCTH JHLA, TOJYYHUBIIETO
NEKApCTBeHHBIH Npenapar, B clnyvae, ykazaHHOM B TyHKTe 20 Hactoamux [Ipasni;

damuany, HMEHH, OTYecTBa (NpH Hanu4me) (QapMaleBTHIECKOro pabOTHHKA,
OTIYCTUBILETO IEKAPCTBEHHBIN Mpemnapar, i ero MoANHCH;

JATHI OTIYCKA JIEKAPCTBEHHOTO Mpernapara.

10.TIpn oTmycke JeKapcTBEHHBIX MpEeNapaToB MO pelenTy, BbIMHCAHHOMY
Ha penenrypHom Omanke dopmer Ne 107-1/y, cpox aeliCTBHA KOTOPOrO COCTABIsET
OfMH rof'>, U B KOTOpOM YKa3aHBl MEPHOIB M KOIMYECTBO OTIYCKA JIEKAPCTBEHHOIO
npenapara (B KaKOBIH TEPUOJ), PEUENT BO3BpallaeTcsa MUY, NpUOOpEeTaroIEeMy
NTeKapCTBEHHBIH MpernapaT, ¢ OTMETKOM, colepxarueii CBeAeHUs, YKa3aHHbIe B MYHKTe 9
HacToAmux IIpaBu.

IIpy ouepenmoM oGpaleHuH TULA K CyGBEKTY PO3HUUYHON TOProBad ¢ JaHHBIM
peLenToM YUHTHIBAIOTCS OTMETKH O IIPEABIAYLIEM OTIYCKE JIeKapCTBEHHOrO Ipenapara
Mo TAaKOMYy pelenTy H B clydae NpHOOpeTeHMs JIHLOM KOJNHYECTBA JeKapCTBEHHOro
npenapara, COOTBETCTBYIOLIEN0 MAKCUMAIEHOMY KOJMMYECTBY, YKa3aHHOMY MEAMIHHCKHM
paGOTHHXOM B peLENTe, a TAKKE 110 HCTEUSHHH CpOoKa AeHCTBMS peLEnTa, Ha peliernTe
MPOCTABNACTCA LITAMI «JIeKapCTBEHHBIH mpenapar OTHYIUEH» H PeleNT BO3BpallaeTcs
UL,

EnnHoBpeMeHHBIH OTHYCK JIEKAPCTBEHHOrO Mpemapara [10 pelenTy, BEIMMHCAHHOMY
Ha peuentypHoM Omanke dopmer Ne 107-1/y, cpok AelicTBUA KOTOPOro COCTABNAET OJAUH
roz'3, ¥ B KOTOPOM YKa3aHbI MEPHOAK M KOJUYECTBO OTIMYCKA JIEKapCTBEHHOTO IIpenapaTa
(B KaxABIA IepHOa), OOMYCKACTCs TOAbKO IO COMIACOBAHHIO ¢  MEAHIMHCKHM
pabOTHHKOM, BBIITHCABLINM PELISTIT.

11.TTpu oTmycke JeKapcTBEHHBIX IpPenapaToB MO pPELENTY, BBITHCAHHOMY
Ha pellenTypHoM Onanke ¢opmbl Ne 148-1/y-04 (n) unmn Qopmer Ne 148-1/y-06 (),
3alOMHEHHBIM KOPEINOK TAKOro pelenTta Iepenaercd ¢apManeBTHYECKHM PabOTHHKOM
nuiy, npuaobpeTatomeMy (MOIy-aIOMIEMY) IEKAPCTBCHHBIC IIPENapaThl.

Y INpunowenne Ne 2 kK NOPIAKY HA3HAYSHHA W BbiIKCHIBAHNA JIEKAPCTBEHHBIX (PENIAPATOB, YTBCPAKICHHOMY BPHKAIOM
Ne 1175n,




~

12.Tlpu oTmycke HAPKOTHYECKOTO M NCHXOTPOIHOTO JIEKAPCTBEHHOTO Iperiapara
cnucka Il Ha peuente 00 OTNYCKe NeKapCTBEHHOrO TNpenaparta MpoCTaBIAETC NeYaTh
anTeKd WM anTe4Horo IYHKTa, B KOTOpOH YKa3aHO HX TONHOS HaWMEHOBAaHHE
(IpH HAJIMYMHE HEvaTH).

13. Ilpn oTniycke HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOIO MpeTapara Ha pellente
MIIA KOpEIIKe pELenTa, KOTOpBiif ocTaeTcs y nuaa, nproOpeTarmmero (Iomydaromero)
NIeKapCTBEHHBIN Mpenapar, YKa3blBaeTcs TOYHOE BpeMs (B 4YacaX M MHUHYTaX) OTIycKa
JIEKapCTBEHHOTO Npenapara.

Ornyck MMMYHOGMOIOrMYecKOro JIeKapCTBEHHOTO TNpernapara OCYILECTBISETCA
ULy, npuobpeTarolieMy (TONy4alLIEeMy) JIEKAPCTBEHHbIH Openapar, NpH HAIUYHAM Y
HEro CHEeLMANBHOIO TEepPMOKOHTEHHepa, B KOTOPHHi IMoOMellacTCs JIEKApCTBEHHBIH
Ipernapar, ¢ pa3zbsiCHEHHEM HEeoOXONMMOCTH JOCTaBKH JAHHOTO JIEKAaPCTBEHHOTO
Ipernapara B MeOULMHCKYIO OPraHW3allii0 IIPH YCIIOBUM XpaHEHHS B CISLUATEHOM
TEepMOKOHTeHHepe B CPOK, He MPeBbILAIOMNAL 48 4acoB Moc/e ero IpuodpeTeHUs.

14. OcTatorcs u xpaHaTed y cyOBeKTa pO3ZHMYHON TOPrOBJIM PeLenTHl (¢ OTMETKOR
«JlexkapCcTBEHHELH Npenapat oTNyIeH») Ha:

HapKOTHYEeCKHMEe W [ICHXOTPOIHBIC JIEKAPCTBCHHBIe MNpenaparel cmHcka
NICHXOTPOIIHEIE JICKAapCTBEHHBIC Npenapathl crucka 1l — B TedeHUe NATH neT;

NeKapcTBEHHBlE Mpenaparhl, OTIyCcKaeMble OeCIUIaTHO WIM €O CKHIKOH, —
B TEYEHHE TPEX JIET;

KOMOMHHUPOBaHHLIE JIeKAPCTBEHHBIE IIperapathl, COACpXaluue HApKOTHYECKHE
CpeICTBA HNH IMCHXOTPONHblE BellecTBa, BHeceHHble B crnuckd Il m III Ilepeuns,
H3rOTOBNSHHBIE B aNTeUHOH OpraHH3aLHH, JEKapCTBeHHBIE TMpenapaThl, o0nafarolue
aHabOMHYEeCKOH AKTHBHOCTBIO, JIEKAPCIBEHHBIC NpelapaThl, NOLISKANIHE MNpeaMeTHO-
KOTMYECTBEHHOMY YUYETY, — B TEYSHHE TPEX JIET;

JIeKapCcTBEHHBIE MpenapaThl B XHAKO#H JekapcTBeHHol dopMe, comepxaliue bonee
15% oatunosoro cnupra ot ofbeMa TOTOBOM NPOAYKLHM, HHBIE JIeKapPCTBCHHBIC
npenapartkl, oTHocsmmecs mo ATX k adTumcuxotTHdyeckuM cpeicTBaM (koa NOSA),
aHkcuonuTukaMm (ko NO5B), CHOTBOpHEIM M cegaTHBHBIM cpeacTtBaM (ko NO5C),
anTugenpeccantaM (kog NO6A) U He nojnexallue IpeIMeTHO-KOIHYECTBEHHOMY YUeTy,
— B TEUCHHE TPEX MeCALIeB.

15. Penienitel, He ykazaHHble B myHkre 14 nHacrodmux Ilpasua, oTMedaroTcs
mraMnoM «JIekapcTBeHHBIA NpenapaT OTHYLICH» H BO3BPAMAIOTCA JTHILY, MMONYUHBIIEMY
JIEKapCTBEHHBIN Npenapar.

PelienThl, BHITHCAHHBIE ¢ HAPYIICHHEM YCTAHOBICHHBIX HPABII ', pETHCTPHPYIOTCS
B )XypHaJe, B KOTOPOM YKa3bIBAFOTCsl BBLBICHHBIE HapylleHHa B oQOopMIICHHH PELENnTa,
daMunng, ¥MsA, OTYECTBO (OpPH HATHYHH) MEIUUMHCKOTO paboTHHKA, BBHIMHCABIIETO
PEelenT, HaNMEHOBAHHEe MEIUIMHCKONW OpraHu3auWy, [OPHHATBIE MEPbl, OTMCYANOTCA

" Mpukas Ne 11751 1 npukas Ne 54n.
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mTaMmoM «PelenTt HeASHCTBUTENSH» U BO3BpAIlalOTCA JIHILY, NPEACTABHBIIEMY PelenT.
O ¢axTax HapylleHHs [paBuN OQOPMIEHHS PerenToB CYOBEKT PO3HUYHOH TOPrOBIH
uHQOPMUPYET PYKOBOAHTENSA COOTBETCTBYIOLIEH MEINITMHCKON OpraHu3aliy.

16.TIpu oTAycke meKapcTBeHHOro mpemapata QapMaueBTHUecKuil paboTHHK
unpopMupyer nulo, npuoOperaromee (Nonydamollee) JEKApCTBEHHBIA Ipenapar,
0 pexuMmMe H 033X ero MpueMa, NpPaBWIaX XpaHEHHUS B JOMAIIHHUX YCIOBHIAX,
0 B3aMMOJCHCTBUH ¢ JPYTHMM JeKapCTBEHHBIMU [IPENapaTaMu.

17.1Ipn oTmycke JeKapCTBEHHOTO IIpenapara QpapMalleBTHYecKHd paboTHHK
HE BOPABE MPEAOCTABIATE HEAOCTOBEPHYIO M (HIIH) HETOMHYI0O HHGOPMALHIO O HATHUHH
JIEKAPCTBEHHBIX IpenapaTos, BKJIFO4as JIEKapCTBECHHBIC npenaparsl,
HMEIOLUAE OOMHAKOBOE MEKIYHAPONHOE HENMATEHTOBAHHOS HAHMEHOBaHWE, B TOM YHCIIE
CKPBIBATH HH(bOpMaL[HIO 0 HaJIH4YHH JICKApCTBECHHBIX M[peiaparos, MMEHOHIHUX Goee
HI3KYIO LieHy .

18. 3anpemaeTcs  oTOyck  (adbCUPUUHPOBAHHBIX,  HEeXOOPOKAYECTBEHHEIX
U KOHTPAPAKTHBIX JIEKAPCTBEHHBIX ﬂpenapaTOBlé.

I1. TpeGoBanna K OTIIYCKY HAPKOTHUSCKHX H [ICHXOTPOMHBIX
JICKapCTBEHHBIX IIPENAPATOB, NEKApPCTBEHHBIX IIPENIapaToB,
obnanaoiyx aHaboMHYeCKoN aKTHBHOCTBIO, HHBIX JEKapCTBEHHbIX IPEHapaToB,
MNOANEKAMMUX NPEAMETHO-KOIUYECTBEHHOMY YUETY

19. OTmyck HapKOTHYECKHX M IICHXOTPOITHBIX JICKAPCTBCHHBIX MNpENaparos,
JIEKapCTBEHHBIX npenaparos, obnajaroux  aHabonHyYecKoH aKTHBHOCTEBIO,
JIEKApPCTBEHHBIX  [pelaparoB, MNOMISKAIMX IIPSAMETHO-KOJIHYECTBEHHOMY — YUeTy,
OCYIIECTBIACTCH (apMaueBTHUECKUMH pa0OTHHKAMKM, 3aHHMAOLIMMM  AOIKHOCTH,
BKJIIOYEHHBIE B IlepeteHs JOJDKHOCTeH (apMaleBTHISCKHX U MeRHUIMHCKUX paboTHUKOB
B OpraHM3alMax, KOTOPHIM TMpPEeAOCTABIEHO [MpaBo OTOYCKa  HAapKOTHYECKHX
JIeKapCTBEHHBIX TPeNapaToB U NMCUXOTPONHEIX JeKapCTBEHHBIX MPenapaToB (PH3HUECKUM
JHUAM, YTBEPKACHHBIH MNpHKazoM MHHHCTepcIBa 3ApaBooxpaHeHusa PoccHiickoi
Genepaunu ot 7 ceHradps 2016 r. Ne 681u (3apeructpupoBa MHHHCTEPCTBOM HOCTHLIMH
Poccuiickoii ®enepauun 21 centabpa 2016 r., peructpaumoHHbIi Ne 43748).

20. HapxoTHdeckne M TICHXOTPOIIHBIE JleKApCTBEHHBIE IIpernapaTbl cmucka II,
32  HCKIIOMEHHMEM  JIEKApCTBEHHBIX  NPEMapaToB B BHOE  TPAHCAEPMAaNbHBIX
TEpaneBTHYECKHX  CHCTEM,  OTHNYCKAaKTCA  TIpH  TIpeABSBICHHM  HOKYMEHTA,
YAOCTOBEPAIOIETO JIMYHOCTh, JHIY, YKa3aHHOMY B pelente, €re 3aKkOHHOMY

5 Crates 74 denepanpvHore 33koHa oT 21 HoAGpA 2011 1. Ne 323-©3 «OG ocHoBax OXpaHel 310pOBbA TpaKOaH
B Poccniickoit Peaepanny (Cobpanne 3akoHoaarenseTBa Poccmiickoil @enepamnu, 2011, Ne 48, cr. 6724; 2013, Ne 48,
cT. 6165).

¥ Crates 57 denepancHoro sakona ot 12 anpena 2010 r. Ne 61-©3 «O6 obpaieHu# NeKapcTBEHHBX CPEACTBY.
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NpeAcTaBUTeNo' KM  JIHLY, HMEIEMY OQOPMACHHYI0O B  COOTBETCTBHH C
3aKkoHOIaTensCTBOM Poccriickoil Penepanny NOBEPEHHOCTh HA TIPABO MOJYYEHHS TAaKHX
HapKOTHYCCKUX H TICHXOTPOIHLIX JIEKAPCTBEHHBIX MPENapaTos.

21. HapxoTrdeck#e H NCHXOTPOINHEIE JIeKAPCTBEHHBIE Npenaparnl cmucka 1l
(32 MCKIIOYCHMEM  JICKapCTBEHHBIX  MpENapatoB B BHAE  TPaHCAEPMAJBHBIX
TePANEeBTHYECKMX CHCTEM), NpeAHa3HAuYCHHBIE [UIA TIpakaaH, MMEIOIIHX [paBo
Ha 0ecnMaTHOS MONyYeHHE NEKAapCTBEHHBIX IpellapaToB MM MOJYYeHHE JIEKapCTBEHHBIX
NpenapaToB ¢O CKUAKOH, OTI[YCKArOTCA MPH NPeABABICHHH pElEeNTa, BHIIMCAHHOTO Ha
peuentypHoM Onanke ¢opmbel Ne 107/y-HIT, u penernta, BRIMACAHHOTG Ha PELENTYPHOM
Onanxe GopMet Ne 148-1/y-04 (n) unu dopmer Ne 148-1/y-06 (:1).

JlekapcTBeHHBIC MpeMapaThl, YKa3aHHble B ab3allax TPETHEM — BOCBMOM ITyHKTa 4
nacroamux Ilpasun, mpegnasHaueHHbIC ANA CpaxIaH, HMEIOIIHX MpaBO Ha MOJYYCHHE
JIEKApCTBEHHBIX HPENapaToB, OTHYCKAaeMbIX OECIIaTHO HIH CO CKHOAKOH, OTITYCKArTCH
Npd OPEABABICHUM peLenTa, BBIIHCAHHONO Ha peuentypHoM OnaHke (opMBl
Ne 148-1/y-88, u pelienra, BRIIHCAHHOrO Ha pelENTYpHOM Gnanke dopmbl Ne 148-1/y-04
(1) nu popmer Ne 148-1/y-06 (i).

22, [locne oTAycka HAPKOTHYSCKHX M TICHXOTPOIMHBIX JICKAPCTBEHHBIX NpPEeNapaTos
conucka II, B TOM 4YHcA€e B BHUIS TPaHCASPMANBHBIX TEPaNeBTHUYESCKHX CHCTEM,
IICHXOTPOMHEIX  JSKAPCTBEHHEIX INpenapatoB cnucka Il guny, nomyuusilieMy
JICKapCTBEHHBIN MpENapaT, BLIAACTCA CHTHATYpa ¢ JKEITOH MOMOCOH B BEPXHEH 4YacTH
¥ HAAMMUCHIO YePHEBIM MPHOTOM Ha Hel «CHrHaTypa», B KOTOPOH YKa3BIBAIOTCA:

HAaHMEHOBAHUE M apeC MECTOHAXOKACHH alITCKH HIIM aNTeyHOro MyHKTA;

HOMED H JaTa BBIIIHCAHHOTO pELENTa;

dbaMuna, WMA, OTYCCTBO (NPH HAMMYHH) JNHUA, VA KOTOPOro HpelHa3sHa4eH
JIeKapCTBEHHBIN Ipemapart, ero BOo3pacT;

HOMEP MEIULHMHCKOW KapThl NMALMEHTA, MONYYAloIIero MEIULHHCKYK) TOMOIlb
B aMOYJIaTOPHBIX YCIOBUAX, IJIS KOTOPOT0 NPEJHAa3HAYEH JIEKapCTBEHHBIN NMpenapar,

damMiug, UM, 0TIECTBO (MPH HATHYUH) MEAULIHHCKOTO PpabOTHUKA, BBIIIMCABUIETO
peLenT, ero KOHTAKTHEIA TenedoH mubo TenedoH MeJHIIMHCKON OpraHu3alliiy;

COOEPMAHUE PeLeITa Ha JATHHCKOM A3BIKE;

daMHINsg, HMA, OTYeCTBO (OpH HAIHYHH) H TOANNChH (PapMaLEeBTHYECKOTO
paboOTHHKA, OTITYCTHBLICTO JICKAPCTBEHHBIIH Mpernapar;

JaTa OTIYCKa JeKApCTBEHHOTO NpenapaTa.

17 B oTHOmEHHH MDA, ykasaHHOTO B 4acTH 2 cTathil 20 QegepambHoro saxona oT 21 Hoabpa 2011 r. Ne 323-D3

«O6 oCcHOBAX OXpaHbl 3opoBba rpaxiaH B Pocchriickofi @enmepaumn» (Cobpanpe 3axoHomaTenscTa Pocchickod
depepaniny, 2011, No 48, c1. 6724; 2012, No 26, ct. 3442, 3446; 2013, Ne 27, ct. 3459, 3477; Ne 30, ct. 4038; Ne 39, cT. 4883;
Ne 48, eT. 6165: Ne 52, cT. 6951; 2014, Ne 23, ct. 2930; Ne 30, ct. 4106, 4206, 4244, 4247, 4257; Ne 43, ¢1. 5798; Ne 49,
CT. 6927, 6928; 2015, Ne 1, ¢T. 72, 85; Ne 10, cT. 1403, 1425; Ne 14, ct. 2018; Ne 27, c1. 3951; Ne 29, ¢T1. 4339, 43536, 4339,
4397; Ne 51, cT. 7245, 2016, Ne 1, cT. 9, 28; No 15, cT. 2055; No 18, cT. 2488; No 27, ¢cT. 4219).

S
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23. Ortnyck »STUNOBOTO CIMPTa IMPOM3BOOHTCA IO PeUENTY ¢ YUYETOM
yCTaHOBNCHHbIX TpeboBaHmii K o0BeMy Taphl, YINAKOBKE M  KOMIUIEKTHOCTH
NeKapCTBEHHBIX Mpenaparon’s.

JlekapcTBeHHbIE MNpenaparbl, COJEpXalllde OSTHIOBBIA CIIMPT, B TOM YHCIEC
M3TOTORNEHHBIE NO PEUENTY CYOBEKTOM PO3HUYHOM TOProBNH, MMEIOUUM JHIEH3UI HA
(hapMaLEBTHUYECKYIO AESATEIBHOCTh ¢ NPABOM U3TOTOBNEHNS JIEKADCTBEHHBIX IIPEIApaTos,
OTHYCKAlTCA C YYETOM YCTAHORBJIEGHHBIX TpeOoBaHMi K o0beMy Taphl, YIIAKOBKE H
KOMILTEKTHOCTH N€KapCTREHHBIX MpeTaparoB'”.

24. 3anpewaeTcd pa3meNbHBIH  OTNYCK JIEKAPCTBEHHBIX CPEICTB, BXOAALIHX
B COCTaB JIEKAPCTBEHHOrO TIperapara, HW3rOTABIHBAEMOro CyOBEKTOM PO3HHYHOM
TOPTORIIH.

25. 3ampemniaetcd OTnycKk CyOBEKTOM PO3HHUYHOH TOPTOBIM JIEKADCTBEHHBIX
npenapaToB, yka3aHHeIX B nyHkTe 4 Hacrosumx Ilpasma, no peliefitaM BETCPHHAPHBIX
opraHy3aIui.

[1I. TpeGoBaHuA K OTIYCKY N€KapCTBEHHBIX IIPENapaToB
o TpeOGOBaHUAM-HAKIATHEIM MEIHUMHCKUX OpTraHH3aLHIA,
HHIUBUAYATNEHEIX NpeANpHHAMATENeH, MMEIOIINX JTALEH3HIO
Ha MEAMLIMHCKYH) AATENbHOCTE

26. TpeGoBaHue-HaKnagHag Ha OTIMYCK JICKAPCTBEHHBIX Ipemaparos opopmisaeTcs
B COOTBETCTBUH ¢ MHCTpykuHedl 0 mopagKe BbINMHCBIBAHHA JIEKAPCTBEHHBIX TpenapaToB
v odopMICHHS peuenToB H TpeOoBaHMI-HAKIAIHBIX, YTBEP/KICHHOH [PHKA3OM
MHHHCTEPCTBA 3IpaBOOXpaHeHHs H COUHANbHOro pasBUTHA Poccuiickoil (Denepauun
oT 12 ¢eppansa 2007 r. Ne 110 «O mopaaxe Ha3HAYCHHA H BEIMUCEIBAHHA JIeKapCTBEHHBIX
OpenapaTon, M3ASIuld MEIHUMHCKOrO HA3HAYEHHSI H CICLHAHM3HPOBAHHBIX IPOAYKTOB
neueOHOro INHTAHMs»  (3apeTHCTPHPOBAaH MuHucTepcTBOM IocTHIME  Poccuiickoit
Pepepaunu 27 anmpena 2007 r., peruCTpalHOHHBIN No 9364)’9.

JomyckaeTca OTIYCK JIEKapCTBEHHEIX MpeNapaToB MO TpeOOBaHHAM-HAKIAIHBIM
MEOMUMHCKMX OpraHm3alHi W HHAMBHAYAIBLHBIX NPEANPHHHMATENSH, HMEIOIHX

¥ Yacts 4.1 cratsu 45 DenepanbHoro 3akona or 12 anpena 2010 r. Ne 61-®3 «O6 ofpamernn JCKapCIBEHHBIX CPEACTEY
{Cobpanue 3akonomaTenscTea Poccuiickoli ®eaepauun, 2010, Ne 16, ct. 1815; 2014, Ne 52, ct. 7540, 2015, Ne 51, ¢1. 7243),
nocradosnenne Ipaputensetsa Poccuiickolt Peaepaupu o1 23 mons 2016 r. Ne 716 «O nopaake GopMEPOBAHMA epetisi
NEKAPCTBCHHEIX MpPENapaToB ANd MEAHUHHCKOTO NPHMEHEHHA, B OTHOWEHHEH KOTOPBIX YCTaHABAMBAKOTCA TpeboBanua k
o0beMy Tapbl, YNAKOBKE H KOMIUISKTHOCTH, [epeUHA JNCKAPCTBEHHBX NPEMAPATOR JNA BETEPHHAPHOTO NpPHMEHSHHA, B
OTHOIWISHHH KOTOPHX YCTAHABMHBAOTCA TpeGomanua k ofbemy Taphi, M onpedeneHdd TakHxX TpeGosanutly (Cobpanue
3akoHOpATenscTEA Poceuiickoit depepauun, 2016, Ne 31, et. 5030).

¥ C wimeHenmaMH, BHECeHHBIMH NpPHKAsaMH MEHMCTEPCTBA 3MPABOOXPAHEHHA W couMAnLHoro paseyTHs Poccuiickod
Denepannm ot 27 asrycra 2007 r. Ne 560 (zapeructpuposan MuHMcTepcTBoM rocruumu Poceniickoli ®eaepauui 14 ceHTabpsa
2007 r., perncrpanmoHHsiid Ne 10133), ot 25 centsbps 2009 r. Ne 794H (3aperucTpupoBaH MUHWCTEPCTBOM HOCTHUAH
Poccuiickoit Megepaunn 25 nosops 2009 r., perucrpallMongstii Ne 15317), or 20 swsapa 2011 r. Ne 13n (3aperdcTpupoBaH
MUHHCTEPCTBOM FOCTHIHE Poccuiickoii Oenepanww 15 Mapra 2011 r., perscTpaudonHBIE Ne 20103), npukazamu
MHHHCTEPCTBA 3apaecoxpanenns Pocenlickolt ®enepaunn ot 1 aBrycra 2012 r. Ne 54H (3apervcTpupeBad MUHHCTEDSTBOM
roctHiMA Poccuiickoit ®emepaunn 15 asrycra 2012 r., peructpaunoHHsii Ne 25190), or 26 deppana 2013 1. Ne 94u
(3aperncTphpoBan MHHHCTEPCTBOM IoCTHLIMH Poccriickoi Pemepawin 25 wiona 2013 1., perncTpailnoHnelit Ne 28881).
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JHLUEH3UIO Ha MEIHLMHCKYIO NEATEIBHOCTD, OQOPMIIEHHBIM B 3JIEKTPOHHOM BHJE, €CIIH
MEAHINHCKaA OpraHHu3audsa, HHAWBHAYANBHBIA IpeANPHHAMATE)b, HMEIOIHHA JIULCH3HAIO
HA MEOWLMHCKYI0 AeATENBHOCTb, W CYOBEKT PpPO3HHYHON TOPIOBAH  ABJAIOTCS
COOTBETCTBEHHO YYACTHHKAMH CHCTEMBI HHQOPMAIHOHHOTO B3aMMOACHCTBYS M0 0OMEHY
CBEACHUAMH.

27. OTHyCK  HAPKOTHYECKHX H TCHXOTPONHBIX JIEKApPCTBEHHBIX MPENapaToB
cmHCcKa I, mCHXOTPONHEIX NeKapcTBeHHBIX npenapatos cnucka I11, HABIX TeKapcTBEHHBIX
OpenapaToB, MOANCKALIMX MNPEeIMETHO-KOIHYECTBEHHOMY VYY€TY, B TOM dYHCIE
OTIYCKaeMbIX 6e3 pellenTa, OCYIUECTBIACTCA [0 OTACIBHAIM TPeOOBaHAAM-HAaKIaaHBIM.

28. 3anpemaeTcad OTHNYCK HAPKOTHYECKMX ¥ TICHXOTPOIHBIX JIEKApCTBEHHBIX
npenapatop cnucka I, B ToM ducne B Bune TpaHCASPMAIBHBIX TEparieBTUYECKMX CHCTEM,
CHXOTPOIHBIX JICKAPCTBEHHBIX mOpenapaTos cnucka III mo TpebosanusM-HakmagHbIM
HHOHBUAYANBHOTO TMpPEeNNpPHHHMATEIA, UMEIOIMIEre JIHIEHIHKD Ha  MEIHIHHCKYIO
EATENLHOCTE

29.1lpn oTnycke JieKapCTBEHHBIX npenapatob dapMaleBTHYeCKHE pabGOTHUK
OpOBEpACT Hajuexaimee odopmieHue TpeOOBAHHA-HAKIAOHOM M IPOCTABAAET
Ha HeH OTMETKY O KOJTHYECTBE H CTOMMOCTH OTIYIIEHHBIX JIEKAPCTBEHHBIX [IPEHAPATOB.

30.Bece 1peboBanms-HakmagHble, [0 KOTOPHIM OTMYIIEHBl JEKAPCTBEHHEIE
IpenapaThl, MOJJISKAT OCTABICHHIO H XPaHSHHUIO Y CyObeKTa pO3ZHHYHOR TOPTOBIIH:

HA4 HAPKOTHYECKHE H IICHXOTPONHBIE JICKAapCTBCHHBIC MNpenaparbl cnucka 1,
NICHXOTPOIIHLIC AeKapCTBEHHBIC Mpemapatel cnucka III (B oTHOmMeEH: anTeK U anTeYHbIX
I[YHKTOB) — B T€U€HHE IATH JIET,

Ha JICKAPCTBEHHBIC IPENapaTrhbl, MNOMJIEKAIUHE [PeOIMETHO-KOIHISCTBEHHOMY
YUYETY, — B TSUCHHE TPEX JIET;

HA WHBIC ICKapCTBEHHBIE ApenapaThl — B TSUYEHHE OJHOI0 roja.

31. Hapymenne nepBHYHON YIIaKOBKY JIEKAapCTBEHHOrO Mpenapara NpH ero oTNyCcKe
o TpeOOBaHUIO-HAKNAAHON AOIMycKaeTcA CyOBEeKTOM pPO3HHYHOH TOPrOBIM, HMEEOLUIUM
JULEH3UK Ha  (apMaleBTHYECKYIO  OEATCNBHOCT ¢  MpaBOM  H3TOTOBICHHA
JEKapCTBCHHBIX IMpenaparoB. B TaxkoMm ciydae OTIOyCK JIEKapcTBEHHOTO Iipenaparta
OCYILECTBIACTCA B  YIAKoBKe, OMOPMICHHOH B  YCTAHOBICHHOM  TopamKe’,
¢ MPEeIOCTABICHAEM KHCTPYKUUH (KONMHH HHCTPYKUHH) MO NMPHMEHEHMIO OTIYCKa¢MOro
JIEKapCTBEHHOTO Mpenapara.

2 TIynxr 4 craten 31 OeqepatsHOro 3aK0HA OT 8 AHBAPA 1998 1. Ne 3-03 «O HAPKOTHUECKHX CPEACTBAX H NCHXOTPOAHMIX
penecTBax» (CobpaHne 3akoHoAaTenscTBa Poccuiickoli Cenepaunsy, 1998, Ne 2, cr. 219; 2003, Ne 27, 1. 27H)0; 2013, Ne 48,
CT. 6165; 20135, Ne [, ¢T. 54).

H Ipuka3 Munsgpasa Poccun o1 20 oxradpa 2013 r. Nz 7511 «O0 yreepikACcHHH NpPABIT H3COTOBACHHA H OTIYCKA
NEKAPCTBEHHBIX MPENapaToB A0S MEAHLUMHCKOTO TPHMEHSHHA afTeMHbiMM  OPFraHH3alMAMH, HHIMBHAYAJIbHBIMH
NpeANPHHAMATENAMH, HMEIOINAMH JHOCH3HI0 Ha (apMaleBTHISCKYI0 DEATENBHOCTR» (3aperHcTpHPoBaH MHHNMCTEpCTBOM
wcTauHA Poccriickolt Pegepauun 21 anpena 2016 r., peructpaunoreiii Ne 41897,




