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Mnnucmcnao HOCTULHA Poccnﬂcmn DENFPALITHA

3APETHCTRPHUPOBAHO
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U0 yTBEp/KACHHN
ﬂpaBHJI OTHyCKa J'leKapCTBeHHle Hpel'lapaTOB AJ MEAHHHUHCKOI'O le/lMeHeHl/lﬂ,
B TOM YHC(CJIE HMMyH06HOHOFH‘leCKﬂX J'leKapCTBeHHle npenapaTOB,
aANnTedYHbIMH opraﬂnsammMn, HH}.II/IBHIIyaJIbeIMH npennpnﬂumaTeJmMn,
HMCECHIMHNMH JJHIICH3HIO HA (l)apMa[leBTﬂqCCKym ACATCJIbHOCTD

B coorBercTBUM co craTeed 55 DenepansHoro 3akoHa or 12 ampens 2010 r.
Ne 61-03 «O6 obpamienun jexapcTBeHHbIX cpeAcTB» (CobOpaHue 3aKOHOZATENHCTBA
Poccuiickoit ®enepaunn, 2010, Ne 16, ct. 1815; Ne 31, cT. 4161; 2013; Ne 48, cT. 6165;
2014, Ne 52, ct. 7540; 2015, Ne 29, ct. 4388; 2016, Ne 27, c1. 4238), myHkTom 3 cTaThu 12
®enepanbHoro 3akoHa or 17 centsOps 1998 r. No 157-03 «O6 ummyHOnpodUIaKTUKE
nHexkuuoHHbIX OonesHei» (Cobpanue 3akoHonatenscTBa Poccuiickoit ®epepanuwy,
1998, Ne 38, ct1. 4736; 2009, Ne 1, ct. 21; 2013, Ne 48, ct. 6165) u noamyHkramu 5.2.169,
5.2.183 Ilonmoxenuss o MuHucTepcTBe 3ApaBooxpaHeHus Poccuiickoit ®enepanun,
yTIBepKAeHHOro nocraHosieHueM [IpasurensctBa Poccuiickoit @enepanun ot 19 nrons
2012 r. Ne 608 (Cobpanue 3akoHomatenbctBa Poccuiickoit @enpepanmm, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45,
cT. 5822; 2014, Ne 12, ct. 1296, Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, cT. 4969;
2015, Ne 2, ct. 491; Ne 12, cT. 1763; No 23, c1. 3333; 2016, Ne 2, ct. 325; Ne 9, cT. 1268;
Ne 27, ct. 4497; Ne 28, c1. 4741; Ne 34, ct. 5255; Ne 49, ct. 6922; 2017, Ne 7, ct. 1066),
OpHUKa3blBalo:

1. YTBepauTh mpaBuiia OTIYCKa JIEKAPCTBEHHBIX NpenapaToB Jisi MEAULHMHCKOTO
IPUMEHEHHs, B TOM 4HCI€ HMMYHOOMONOTMYECKUX JIEKApPCTBEHHBIX IIperaparos,
anNTeYHBIMH OpraHU3alUsAMU, HWHAUBUAYAIbHBIMU IIPEANPUHUMATENIIMH, HMEIOINMHI
JIMLIEH3HUI0 Ha (hapMalleBTUYECKYIO AEATENbHOCTD, COTJIACHO MPUIIOKEHHIO.



2. IIpu3HaTh yTpaTUBIIUMH CHITY:

npuKa3 MUHUCTEpCTBA 34paBOOXPAaHEHUS M COIHAIBHOTO pasBuUTUSA Poccuiickoii
@enepanu ot 14 gexabps 2005 r. Ne 785 «O Ilopsioke OTIycKa JIeKapCTBEHHBIX
CPeaCTB» (3aperucTpupoBaH MuHHCTEPCTBOM toctunuu  Poccuiickoit  ®enmepaiun
16 auBaps 2006 r., peructpaunonnsiii Ne 7353);

nprka3 MuHKcTepcTBa 3IpaBOOXpaHEHHS W COLMAIBHOrO pa3BuTusi Poccuiickoit
Qepeparuu o1 24 ampens 2006 1. Ne 302 «O BHeceHMM H3MEHEHMH B IIpHKa3
MuHuCTEpCTBA 34paBOOXpaHEHUS M COIHAILHOTO pa3BuTHA Poccuiickoii ®emepanuu
ot 14 nexabps 2005 r. Ne 785» (3apeructpupoBan MUHHCTEPCTBOM IOCTHLMH Poccuiickoit
Qenepanuu 16 mast 2006 r., peructpanunodubiii Ne 7842);

nprka3 MUHUCTEPCTBA 3APaBOOXPaHEHUS W COLMAIBHOTO pa3BUTHS Poccuiickoit
®enepanym ot 12 pespans 2007 r. Ne 109 «O Hecenun usmenenuii B [Topsgok oTmycka
JEKapCTBEHHBIX CPENCTB, YTBEP)KACHHBIM NpHKa3oM MHUHHCTEpCTBa 3APaBOOXpPaHEHUSI
U comuanbHoro passutus Poccuiickoit ®@enepaumn ot 14 mexabps 2005 r. Ne 785»
(3apernctpupoBaH MHHHCTEPCTBOM rocTHIMK Poccuiickoit ®enepanuu 30 mapta 2007 r.,
peructpaoHHbIN Ne 9198);

npuka3  MUHHUCTEPCTBA  3ApaBOOXpaHEHHS U COLMAJIBHOTO  Pa3BUTHSA
Poccuiickorn @egepauuu ot 6 aBrycta 2007 r. Ne 521 «O BHeceHHH W3MEHEHHIA
B Ilopsmoxk  oTmycka  JleKapCTBEHHBIX  CPEACTB,  YTBEPXKIEHHBIH  MPHKA30M
MuHucTepcTBa 34paBOOXpaHEHHS W COLMANBHOTO pa3BuTHS Poccwuiickoit @eneparyu
oT 14 mexabpss 2005r. Ne785» (3apeructpupoBaH MUHHUCTEPCTBOM  IOCTHIIMH
Poccuiickoi ®enepanun 29 asrycra 2007 r., peructpauuonnsiii Ne 10063).
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[Ipunoxenue
K IIpuKa3sy MUHHCTEPCTBA 3{paBOOXPaHEHHUS
Poccutickoit ®enepanumn

or«/1» (wing 2017 r. Ne 4’/,27{

IIpaBuaa
OTHYCKA JIeKAPCTBEHHBIX MPeNnapaToB s MeJHIHHCKOr0o NPHMEHEeHH,
B TOM YHCJIe HMMYHOOHOJIOTHYEeCKHX JIEKAPCTBEHHBIX NPENnaparos,
anTeYHLIMH OPraHU3aNUsIMH, HHAUBHAYAJbHBIMH NPEANPHHUMATE/ISIMH,
HMEIOIHMH JIMIEeH3H10 HA GapManeBTHYECKYIO 1eATeJIbLHOCTh

I. O61mue TpeGOBaHU K OTILYCKY JIeKapCTBEHHBIX IIpEeNapaToB
IUTS. METUIITHCKOTO IPUMEHEHHUS

1. Hacrosmue npaByiia OIPEACIIAIOT IMOPANOK OTITyCKa JIEKAPCTBEHHBIX IPEIIapaToB
AJIs1 MCOIUITHHCKOrO NpUMEHEHHA, B TOM YHCIIC I/IMMYHO6I/IOJ'IOFI/I‘—I€CKI/IX JICKapCTBCHHDBIX

mpemaparoB (Oanee — JIEKapCTBEHHBIE IIPEapaThl), AaNTeYHBIMH OpraHHU3alHUAMHU
17§ VHIUBUIYJIbHBIMU IpeIIPUHAMATENSIMH, HUMEIOIUMHU JIMTLICH3HIO
Ha (GapMalEeBTHYECKYIO JAEATENbHOCTh (nanee — CyOBEKThl PO3HMYHOM TOPIOBIIH),

Ge3s perenra’ W (WIM) TO pEUENTy Ha JEKAPCTBEHHBIA MpenapaT, BBIIUCAHHOMY
B YCTAHOBJICHHOM IOpSIKE’ METUIMHCKAMH PaGOTHHKAMH, & TaKXke IO TPeGOBAHHSIM-
HAaKIQMHBIM  OpraHM3alWdd,  OCYIIECTBISIOIEH  MEIULHWHCKYIO  JEATENbHOCTH
(mamee — MeAWIMHCKAs OpraHHW3alysi), WIM HHIUBUIAYAJIBHOIO IpPEANPUHHMATENS,
MMEIOMIETO JIUIIEH3MIO Ha MEJUIIMHCKYIO IeATeNBHOCTD (lasiee COOTBETCTBEHHO — PELIEIIT,
TpeOoBaHMe-HaKIaHas).

2. OTIyck JieKapCTBEHHBIX IpenapaToB 0e3 penenToB OCyIIECTBIAETC:

anTeKaMu;

anTeyHBIMH ITyHKTaMH;

! MonmyHkT «u» nyHKTa 5 wacTu 4 crateu 18, MOAMYHKT «k» mMyHkTa | wactw 1 craten 33 DelepanbHOro 3aKkoHa
or 12 anpens 2010 r. Ne 61-®3 «O6 obpameHnn jexapcTBeHHbiX cpeacTs» (Cobpanue 3akoHomatenscTBa Poccuiickoi
Menepauun, 2010, Ne 16, cr. 1815; Ne 42, c1. 5293; Ne 49, ct. 6409; 2014, Ne 52, c1. 7540).
2 [Tpuxassl MuHHCTEpCTBa 3ApaBooXpaHeHus Poccuiickoit Penepauun:

ot 20 nekabps 2012 1. Ne 11750 «O06 yTBepAeHUM NOPAAKa HA3HAYEHHUA W BBITMCHIBAHUS JIEKAPCTBEHHBIX NpeNaparos,
a Taoke (JOPM pELIENTYPHBIX GIAHKOB HA JIeKapCTBEHHbIC Tpenaparsl, MopaaKa oQopMIeHUs yKa3aHHbIX OJIaHKOB, X ydeTa
W XpaHeHus» (3aperucTpupoBaH MuHHCTEPCTBOM FocTiLmK Poccuiickoiit ®enepanyn 25 wioHa 2013 r., perHcTpaLMOHHbLH
Ne28883), ¢ W3MEHEHHMAMH, BHeCEHHBIMH TpHKazamMM MHHKHCTEpCTBA 31paBooXpaHeHHs Poccuiickoit Penepauun
ot 2 nexabps 2013 r. Ne 886u (3apeructpupoBan MunucrepcTBoM roctuly Poccwiickoii ®enepamun 23 gexabpa 2013 .,
peructpanvonssiit Ne 30714), ot 30 mons 2015 r. Ne 3861 (3apernctpupoBad MHHHCTEPCTBOM FocTULIMK 6 asrycra 2015 .,
peructpaunonHsiit Ne 38379) u or 21 anpens 2016 r. Ne 254n (3apernctpupoBan MWHHMCTEPCTBOM KOCTHLMH Poccuiickoi
®enepauyu 18 mos 2016 r., peructpannonHerii Ne 42887) (manee — npukas Ne 11751);

ot 1 asrycra 2012 r. Ne 54H «O6 yTBepxaeHuH (HopMbI ONAaHKOB PELENTOB, CONEPKALIUX HASHAYCHHE HAPKOTHIECKHIX
CPEACTB M NMCHXOTPONHBIX BEIIECTB, MOPANKA WX H3TOTOBJICHHUSA, PACTIPEICIICHHUs, PETUCTPAINHY, yYeTa 1 XPaHEeHHs, a TakKe
npasua  opopmieHus» (3apeructpupoBaH MuHHCTepcTBOM IoctHUMH Poccuiickoli ®enmepanmu 15 asrycra 2012 r.,
peructpanuonnsiit Ne 25190), ¢ M3MEHeHHAMH, BHECEHHBIMHM NpHKa3saMH MUHMCTEPCTBA 3ApaBOOXpaHEHUs Poccmifckoit
®epneparyu ot 30 urons 2015 r. Ne 385H (3apeructpupoaH MuHHCTEpCTBOM FocTHIMH Poccuiickoit ®enepammn 27 woabps
2015 r., peructpauronnsiit No 39868) w or 21 anpens 2016 r. Ne 254n (3aperucTpupoBaH MHHHCTEPCTBOM IOCTALHH
Poccuiickoit ®enepaunn 18 urosg 2016 r., peructpauronsslil Ne 42887) (ganee — npukas Ne 54n).




anTeYHBIMHA KHOCKAMH;

UHUBUAYaAIbHBIMU peIpUHUMATENSIMH, UMEIOLIUMHU JIULIEH3HIO
Ha (apMaleBTHYECKYIO AEATENbHOCTD (Haliee — MHIMBUAYaJbHBIH pepUHAMATE]D).

3. OTmyck JieKapCTBEHHBIX MPENapaToB M0 pelenTaM OCyIIeCTBIIAETCH:

anTeKamy;

anTeYHbIMHU IIyHKTaMH;

UHIMBHAYAJIGHBIMA  INpeNNpUHUMATeNsIMH (32 MCKIIIOYEHMEM  OTIyCKa
HAPKOTHYECKUX CpPEACTB U IICUXOTPONHBIX BEIIECTB, BKIIOYEHHBIX B IEPEUYCHBb
HapKOTHYECKUX CPEICTB, IICUXOTPONHBIX BELIECTB M HMX MNPEKYypPCOPOB, MOISKAIMX
xoHTpoito B Poccuiickoii denepaiyvu, yTBepKAEHHBIA nocTaHoBIenneM [IpaBurenbcTBa
Poccuiickoii ®eneparun ot 30 uroHa 1998 r. Ne 681° (nanee cooTBeTcTBeHHO — ITepedens,
HAapKOTHYECKHE M IICHXOTPOITHBIE JIEKapCTBEHHbIE IIpenaparhl).

OTmyck  HAapKOTHMYEeCKMX W ICUXOTPONHBIX  JIEKAPCTBEHHBIX  IIPENapaToB
IIO peLenTaM OCYIIECTBIIETCS aITeKaMH U alITeYHBIMH ITyHKTaMHU, HMEIOLIMMH JIULIEH3UIO
Ha JIeITEIBHOCTh II0 OOOPOTY HApKOTHYECKHX CpEACTB, IICUXOTPOIHBIX BEILIECTB
1 MX IPEKyPCOPOB, KyJIbTUBHPOBAHUIO HAPKOCOAEPKALIINX PACTEHHH.

Otryck HMMMYHOOHMOJIOTHYECKHX JIEKapCTBEHHBIX IIpenaparoB IO pelenTam
OCYIIECTBIISIETCS allTeKaMH U allTeYHBIMH ITyHKTaMH.

4. Tlo penernTaM, BBIHCAHHBIM Ha peeNTypHbIX OnaHkax ¢opmbl No 107/y-HIT*,
OTIIYCKAIOTCSl HAPKOTHYECKHUE U TICUXOTPOINHBIE JIEKAPCTBEHHBIE IPENaparhbl, BHECEHHBIE
B CIOHCOK HApKOTHYECKMX CPEACTB M IICHXOTPONHBIX BEILECTB, OOOPOT KOTOPBIX
B Poccuiickoii denepaliui OrpaHUYEH U B OTHOLICHUH KOTOPBIX YCTaHABIIMBAKOTCS MEPHI
KOHTPOJII B  COOTBETCTBUM C  3akoHojarenbcTBOM  Poccuiickoit  ®enepauuu
¥ MEXIyHapOoIHBIMH JoroBopamu Poccuiickoit ®enepanuu (cnucox II), Ilepeuns
(mamee — HapKOTHYECKME W IICHXOTpPOIHEBIE JIEKapCTBEHHBbIe IIpenaparsl cmucka II),
3a HCKJIIOYEHHEeM HapKOTUYECKUX U IICHXOTPOIHBIX JIEKApCTBEHHBIX IPENAapaToB B BHJE
TpaHCAEPMANbHBIX TEPANCBTHUECKUX CUCTEM.

ITo penentam, BHIMHCAHHBIM HAa pelenTypHBIX OmaHkax c¢opmbel Ne 148-1/y-88,
OTITYCKAIOTCS :

TICUXOTPOITHEIE JIEKAPCTBEHHbIE IpernapaThl, BHECEHHbIE B CIHCOK ICHXOTPOITHEIX
BelecTB, 000poT koTopeix B Poccuiickoil ®enepanvy OrpaHHYeH M B OTHOIIEHHH
KOTOPBIX JOMyCKAaeTCsl MCKIIOUYeHHEe HEKOTOPbIX Mep KOHTpPOJs B COOTBETCTBHH
¢ 3aKkoHOmaTenbCcTBOM Poccuiickoil ®enepanun M MEXIYHApOIHBIMH JIOrOBOpaMHU

3 CoGpanue 3akoHoAaTeNbCTBa Poccuiickoit ®enepaunn, 1998, Ne 27, cr. 3198; 2004, Ne 8, ct. 663; Ne 47, ct. 4666; 2006,
Ne 29, c1. 3253; 2007, Ne 28, c1. 3439; 2009, Ne 26, cT. 3183; Ne 52, cr. 6572; 2010, Ne 3, c1. 314; Ne 17, ct. 2100; Ne 24,
cT. 3035; Ne 28, ct. 3703; Ne 31, ct. 4271; Ne 45, c1. 5864; Ne 50, ct. 6696, 6720; 2011, Ne 10, ct. 1390; Ne 12, c1. 1635;
Ne 29, ct. 4466, 4473; Ne 42, c1. 5921; Ne 51, cr. 7534; 2012, Ne 10, cr. 1232; Ne 11, cr. 1295; Ne 19, ct. 2400; Ne 22,
cT. 2864; Ne 37, c1. 5002; Ne 48, cT. 6686; Ne 49, cr. 6861; 2013, Ne 9, ct. 953; Ne 25, c1. 3159; Ne 29, ct1. 3962; Ne 37,
c1. 4706; Ne 46, ct. 5943; Ne 51, cr. 6869; 2014, Ne 14, ct. 1626; Ne 23, ct. 2987; Ne 27, ct. 3763; Ne 44, ct. 6068; Ne 51,
cT. 7430; 2015, Ne 11, et. 1593; Ne 16, c1. 2368; Ne 20, cT. 2914; Ne 28, ct, 4232; Ne 42, cT. 5805; 2016, Ne 15, ct. 2088; 2017,
Ne 4, ¢t. 671; Ne 10, cT. 1481.

* Mpunoxenus Ne 1 1 2 k npukasy Ne 54u.

3 [lyHKT 9 NOpA/Ka HA3HAYCHHS U BHITHCHIBAHHUS JJEKAPCTBEHHBIX IPENAPATOB, YTBEPXKAEHHOTO prKazom Ne 1175H.
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Poccuiickoit ®enepanun (cimcok III), Ilepeuns (nanee — ncuxoTponHble JIEKapCTBEHHBIE
npenapatsl criricka I1I);

HapKOTHYECKHe U TICUXOTPOIIHBIE JIeKapCTBEHHbIe Npenaparsl crnucka II B Buge
TpPaHCAEPMaAIbHBIX TEPANIEBTUYECKUX CUCTEM;

J€KapCTBEHHbIE IIpenaparhl, BKIIOUCHHBIE B MepPEeUeHb JIEKAPCTBEHHBIX CPEACTB
U1l MEIULUHCKOTO NPUMEHEHHUS, MOJIeKAIINX NPEAMETHO-KOIMYECTBEHHOMY yuety®,
3a UCKIIIOUEHHUEM JIEKapCTBEHHBIX MPENaparoB, YKa3aHHBIX B ab3aliax NepBOM M TPETbEM
HaCTOSIIEro IIYHKTA, W JIEKAPCTBEHHBIX IPENapaToB, OTITycKaeMbIx 0e3 pelenTa (nanee —
JIEKapCTBEHHBIE TIpENapaThl, MOJIEXKAIINE IPEIMETHO-KOTMYECTBEHHOMY YUETY);

JIeKapCTBEHHBbIE  Mpemaparbl, obnagarmomue  aHAOOIMYECKOM  AKTMBHOCTBIO
(B COOTBETCTBHHM C OCHOBHBIM (hapMaKOIOTHYECKHM IeHCTBHeM) H OTHOCAIIHECS MO
aHaTOMO-TEepaNeBTUYECKO-XUMUYECKON KiaccuduKalnud, peKoMeHI0BaHHON BcemupHoi

opraHuzauueil 3apaBooxpaHeHus (manee — ATX), k aHaboJWYeCKUM CTepOUAaM
(kom Al4A) (mamee — NeKapCTBEHHBIE NpenapaThl, OOJafarole aHaGOIUYeCKOH
aKTUBHOCTBIO);

JIeKapCTBEHHBIE Mpenaparhl, yka3aHHble B myHKTe 5 [Topsaka oTmycka GpusndecKuM
JMIIaM JIEKQpPCTBEHHBIX TMpenaparoB Ui MEIHULHMHCKOrO IPUMEHEHHUs, COAEpIKaIlMxX
KpOM€ MaJIbIX KOJHUYEeCTB HAPKOTHYECKHUX CPEACTB, INCUXOTPOIHBIX BELIECTB H HX
NPEeKypcopoB npyrue (apMakoJIOTHUECKHE AaKTHUBHBIE BEIIECTBA, YTBEPKICHHOTO
npukazoM MUHUCTEPCTBA 3APABOOXPAHEHHMS W COIMABHOIO pa3BUTHA PoccHiCKoiM
®enepannn ot 17 Masg 2012 r. Ne 562u";

JieKapCTBEHHbIE TIpenaparhbl, M3roTaBIMBaeMble 10 PELENTy Ha JIEKapCTBEHHBIN
mpenapar W cojepialide HapKOTHYECKOe CpEeACTBO MIHU IICMXOTPOIHOE BEIIECTBO,
BHeceHHOe B cnucok I Ilepeuns, u apyrue ¢gpapMaKkoIOriyecKue aKTUBHEIE BELIECTBA B
03¢, He TPeBBIIAIONICH BBICIIYIO pPa3oBYI [J03y, U IIPH YCJIOBHHM, YTO 3TOT
KOMOWHHMPOBAHHBIN JICKQPCTBEHHBIN IIpemapaT He SBISETCI HapKOTHYECKHUM WU
NICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenaparom crucka II.

Mo peuenTtaM, BEIMHCAHHBIM Ha pelENTYpHbIX Grankax ¢opmbel Ne 148-1/y-04 (i)
nH popmbl Ne 148-1/y-06 (i1), OTIyCKaroTCs TEKapCTBEHHBIE NPENApaThl, BHIITUCHIBAEMBIC
rpakJaHaM, MMEIOIIUM IpaBo Ha OecCIUlaTHOE MOJIyYeHHE JIEKapCTBEHHBIX IpenapaToB

S Ipukas MuHmcTepcTBa 3mpaBooXpaHenus Poccumiickoli ®enepaumu ot 22 ampens 2014 r. Ne 1831 «O6 yTBepxIeHHH
nepeyHs JICKAPCTBEHHBIX CPEACTB Ul METULIMHCKOTO MPUMEHEHHs, MOMICKAIUX TMPEeAMETHO-KOIMIECTBEHHOMY YUCTY»
(3apeructpupoBan MunucTepcTBoM rocTHLMH Poccuiickolt @epepauun 22 mromst 2014 r., perucrpaunonnsii Ne 33210)
C M3MEHEHHUsMH, BHECEHHBIMU TIPHKa30M MHHMCTEPCTBA 3apaBooxpanenus Poccniickoit @enepauun oT 10 centabps 2015 r.
Ne 634n (zaperucTpupoBan MuHHCTEpCTBOM FocTHUMM Poccuiickoit ®enepauuu 30 ceHtabps 2015 r., perucTpaurioOHHbIH
N 39063).

7 IMonmyHKT 3 myHKTa 9 MOpsAAKA HA3HAYEHHA ¥ BHIMMCHLIBAHHMS JIEKAPCTBEHHBIX NPENapaToB, YTBEPHKICHHOIO MPUKA30M
Ne 11758.

8 3apeructpupoBan MHHHCTEpCTBOM FocTHumMM Poccuiickoil ®enepamwn 1 miona 2012 r., peructpaumonHsii Ne 24438,
C U3MEHEHUAMY, BHECEHHBLIMM MpHKa3aM¥ MUHMCTEpCTBa 34paBooxpanenus Poccuiickoit ®enepauun ot 10 mons 2013 .
Ne 3691 (3apeructpupoBaH MUHHCTEPCTBOM roCTHUMH Poccuiickoit ®emepaumm 15 wons 2013 r., perucTpalMoHHBINA
Ne 29064), or 21 aerycra 2014 r. Ne 465 (3apeructpumpoBaH MunucTepcTBOM HocTMiuKM Poccuiickoit @enepanuu
10 cenrabps 2014 1., peructpammonssiii Ne 34024), ot 10 cenrsdps 2015 r. Ne 634n (3aperucTpupoBaH MUHHUCTEPCTBOM
rocTanmns Poccutickoit ®enepanuu 30 cenrsadps 2015 r., perucrpauuoHnbiii Ne 39063).




4

WIA TIOJy4YEeHUE JIEKapCTBEHHBIX IIPENapaToB €O CKUAKON (#ajnee — JIeKapCTBEHHBIC
IpEnaparsl, OTITyCKaeMble OECIUIaTHO MK CO CKUAKOM).

Ilo penentaM, BBINMCAaHHBIM Ha peLeNnTypHbIX Onankax ¢opmbl Ne 107-1/y,
OTIIyCKAIOTCS HWHBIE JIEKapCTBEHHBIE IIperapaThl, HE YyKa3aHHble B ab3amax IepBOM,
TPETHEM — JIEBATOM HACTOSIIETO ITyHKTa, 32 UCKIIOUYEHUEM JIEKAPCTBEHHBIX NPENaparos,
OTIIyCKaeMbIX 0e3 perenta.

5. OTnyck NeKkapcTBEHHBIX NpenapaToB, He YKa3aHHBIX B MyHKTe 4 HaCTOSIIUX
IlpaBun, B COOTBETCTBMM € HWHCTPYKUMSIMH IO HX MEOUIMHCKOMY IPHUMEHEHHIO
ocyliecTBiseTcs 6e3 perenToB.

6. OTyck JIeKapCTBEHHBIX MPENapaToB OCYMIECTBISAETCS B TEYEHHUE YKAa3aHHOTO B
pelienTe CpoKa ero NeHCTBUA IIpH 0OpallleH|H JUIa K CyObeKTy pOZHUYHOM TOPrOBIIH.

B cnydae otcyrcTBUS Yy CcyOBeKTa pPO3HMYHOM TOPrOBIM JIEKAPCTBEHHOTO
npernapara, yKa3aHHOTO B pelenTte, Npu oOpalieHuH JMia K CyOBeKTy PpO3HMYHOM
TOPrOBIM pELeNT NpUHUMAaeTcs Ha OOCIy)XHWBaHHE B CIEAyIOLIHe CpPOKH (mamee —
OTCPOYEHHOE 00CITy X1BaHUE):

pelenT ¢ MmoMeTKo# «statim» (HeMeIJieHHO) OOCIY)XHBaeTCs B TEYEHUE OJHOIO
pabouero AH4 co JHS oOpalleHus JIULa K CyObEeKTY pO3HUYHOM TOProBily;

peLenT ¢ TIOMETKOH «Cito» (cpouHO) 06CTy)KMBaeTCsA B TeUeHHEe OBYX pabouux JHEH
CO AHs OOpalleHus Juija K CyObeKTY PO3HUYHOH TOPTOBJIH;

pelenT Ha JIEKapCTBEHHBIM Iperapar, BXOAANIAA B MUHUMAJIBHBIN aCCOPTHUMEHT
JEeKapCTBEHHBIX  IIpernapaToB Ui  MEIHWIMHCKOrO0 MPUMEHEHHS, HEeoOXOIUMBIX
JUIS OKa3aHUs MeIMIMHCKOM MOMOLIM , 06CIyXkHUBaeTcs B TeUeHHE IATH pabouux IHEH
cO JHs OOpaIleHus JuIla K CyObeKTY PO3HUYHON TOPTOBIIH;

pelienT Ha JIEKAPCTBEHHBIH Iperapar, OTIyCKaeMblid OecIIaTHO WM CO CKMIKOH
M He BOWIEAIMA B MHHHMAIbHBII acCOPTHMMEHT JIEKapCTBEHHBIX IIPENapaToB
IUTS METULMHCKOTO TIPMEHEeHHSs, HeOOXOMUMBIX IS OKa3aHHs MEIULIMHCKOHM IOMOIIH,
00CITy)KMBAETCs B TEUEHHE OeCATH paboumx HHEH CO AHSA OoOpameHus JNuIa K CyOBeKTy
PO3HUYHOHN TOPTOBIIY;

peLenTsl Ha JIEKApCTBEHHBIE Tpernaparsl, Ha3HayaeMble 10 PEHIeHHIO BpadeOHOM
KOMHCCHH, OOCITY)KHBAIOTCS B TeUeHWE MATHAAATH pabouyMx JHEH co AHA oOpalleHHs
JM1a K CyOBeKTy pO3HUYHON TOPTrOBIH.

3anpemaeTcs OTIYCKaTh JIEKAPCTBEHHBIE MpemnapaThl MO0 pelelnTaM C HCTEKIIHM
CPOKOM JEHCTBHSA, 32 MCKIIOYEHHMEM cllydas, KOrJa CpOK [EHCTBHs pelenta HCTEK
B IIEPUOJI HAXOXKIEHHUA €ro Ha OTCPOUEHHOM 00CITyKUBaHUH.

[Ipu wucTeyeHMM CpoKa MAEWCTBUSA pelenTa B INEPUOI HAXOXICHUS €ro
Ha OTCPOYEHHOM OOCIIYXKHBAaHUH OTIIYCK JIEKapCTBEHHOIO IIperapara 110 TAKOMY PEeLenTy
ocyIecTBIsieTcs 0e3 ero nepeoopMIIeHuUs!.

7. JlexapcTBEeHHBIE TIpenapaThl OTIMYCKAIOTCS B KOJIMYECTBE, YKA3aHHOM B PELIEINTE,
3a WCKIIOUEHHWEM CllydaeB, KOTJa il JIGKQpPCTBEHHOIO [Iperapara YCTaHOBJIEHBI

® Pacniopsmxenue TTpaButenscTBa Poccuiickoit depeparu oT 26 nexabps 2015 . Ne 2724-p (CoGpaHue 3aKOHOAATENHCTBA
Poccuiickoii degepanuu, 2016, Ne 2, ct. 413).



IpeNeNbHO JOMYyCTUMOE WM PEKOMEHIOBAHHOE KOJMYECTBO Ui  BBIIHMCHIBAHMS
Ha OJIUH PeLenT .

Ilpy OpedbsBICHUH pelenTta ¢ MPeBBIIEHHEM MPEIEIbHO TOIyCTUMOIO
WM PEKOMEHIOBAHHOTO KOJNHMYECTBA JIEKAPCTBEHHOIO IIpenapara [Jis BBIIICHIBAHUS
Ha OJUH pelent dapmareBTHUecKuii paboTHUK wuHpopMupyer 00 35TOM JIHIIO,
TIpeJCTABMBIIIEE PEIENT, PYKOBOIUTENS COOTBETCTBYIOIIEH MEIMIMHCKOW OpraHp3alnuy
U OTIIyCKAeT YKa3aHHOMY JIHIy YCTAHOBJIEHHOE COOTBETCTBEHHO IPEAEIbHO TOIyCTHMOE
WIH PEKOMEHIOBAHHOE KOJMYECTBO JIEKAPCTBEHHOI'O IIpenapara I BbINHCHIBAaHHA
Ha OJIMH PEIIENT C MPOCTaBJIeHUEM COOTBETCTBYIOIIEH OTMETKHU B PEIIETITE.

[Mpu Hamuuuu y cyOBeKTa PO3HWYHOM TOProBIM JIEKaPCTBEHHOIO TMpernapara
C JO3MPOBKOM, OTIMYHONW OT JO3UPOBKHM JIEKAPCTBEHHOTO IIpenapara, yKa3aHHOW B
pelenTe, OTIyCK WMEIOIIErocs IEKapCTBEHHOT 0 Npenapara AOIyCKaeTcs, €CIH JO3UPOBKa
TAaKOro JIEKAPCTBEHHOTO TMpemapara MeHbIe JIO3UPOBKH, YKa3aHHOH B peLenTe.
B TakoMm ciydyae ocylIecTBIseTCS IepecdyeT KOJIWYecTBa JIEKapCTBEHHOTO Mperapara
C Y4€eTOM Kypca JIeHeHHUs1, YKa3aHHOTO B peLenTe.

B ciydae eciu J03MPOBKA JEKAPCTBEHHOTO IMperapara, MMEIOIIerocs: y CyObeKTa
PO3HUYHOM TOPTOBJIH, NPEBbINIaeT I03UPOBKY JIEKAPCTBEHHOI'O Npelnapara, yKa3aHHYHo B
pelienTe, pelleHne 06 OTIYCKe JIeKapCTBEHHOro mpernapaTa C Takod JIO3MPOBKOH
IPUHAMAET METUIIMHCKUIA paOGOTHUK, BHINMUCABIINI peLeT.

8. OTIyCK JIEKapCTBEHHOTO IIperapara OCYILeCTBISEeTCs B IEPBUYHON U BTOPHYHOM
(mOTpebUTENBCKOM) yIAKOBKAaX, MapKUPOBKa KOTOPBIX [OJDKHA OTBeYaTh TPeOOBaHUAM
cratbu 46 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-@3 «O6 obpaiienuu
JIEKAapPCTBEHHBIX CPEACTB»'', @ yIaKkoBKAa JUIS HAPKOTHYECKMX M TICHXOTPOIHBIX
JEKapCTBEHHBIX IpemapartoB crnucka Il — tpeboBanusm myHkra 3 cratbu 27
denepansHoro 3akoHa ot 8 sHBaps 1998 r. Ne 3-@3 «O HapKOTHYECKHX CPEICTBaX
1 IICHXOTPOITHBIX BEIECTBAX» .

HapylieHrne mepBHYHON YNMAaKOBKH JIEKapCTBEHHOIO IIperapara IpH €ro OTIyCKe
3aIpeLaeTcsl.

Hapyiienue BTopu4HO# (OTpeOUTENBCKOM) yTaKOBKH JIEKapCTBEHHOIO Mpernapara
M OTIyCK JIEKAPCTBEHHOTO Ipernapara B NMEpPBHYHOM YIIAKOBKE JOIyCKaeTCs B clydae,
€CJIM KOJIMYECTBO JIEKAPCTBEHHOTO MMperapaTa, yKa3aHHOe B pelieliTe WM HeoOXoaumoe
U1y, TPHOOPETAIOIEMY JIEKAPCTBEHHBIN mpenapar (IpH Oe3peHenTypHOM OTIyCKe),
MEHBIIIE KOJIMYECTBA JIEKAPCTBEHHOTO IMIperiapara, CONEPXKAallerocss BO BTOPHYHOM
(moTpebuTensCKoit) yrnakoBke. B TakoM cilydae mpu OTHYyCKe JIEKapCTBEHHOI'O Ipernapara
nuiy, npuoOperaroleMy JIeKapCTBEHHBIH IIpernapar, IpPeNOCTaBIsAeTCs HHCTPYKIHS
(KOIHS HHCTPYKIMH ) IO IPUMEHEHHIO OTITyCKaeMOro JeKapCTBEHHOTI'O IIperapara.

10 IMpunoxenns Ne 1 i Ne 2 x mopsAKy Ha3HAY€HUS U BBINUCHIBAHUA JEKAPCTBEHHBIX [IPENAPATOB, YTBEPKACHHOMY IIPUKA30M
Ne 11758.

1 CoGpanue 3axoHoxatebeTBa Poccuiickoit ®enepamun, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293; 2014, Ne 52, cr. 7540.

12 Co6panne 3aKoHomarenbcTBa Poceutickoit @emeparmn, 1998, Ne 2, ct. 219; 2012, Ne 53, cr. 7630; 2013, Ne 48, cT. 6165;
2015, Ne 1, ct. 54.
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9.1Ipu oTmycke JeKapCTBEHHBIX IIperapaToB IO peUenty (papManeBTUYECKUN
paboOTHUK MPOCTABIAET OTMETKY Ha pelente o0 OTIyCKe JIEKApCTBEHHOIO Ipernapara
C YKa3aHHEM:

HAaUMEHOBAaHHS  aNTe4YHol  opraHuzanuu  (pamMuauy, HMEHHM,  OT4YeCTBa
(TIpHM HATMYUHK) UHOAUBUAYAIBHOTO MIPeAIPUHAMATENS);

TOPrOBOr0  HAUMEHOBaHHUS, JO3UPOBKM W  KOJIMYECTBA  OTIYIICHHOIO
JIeKapCTBEHHOTO Mpenapara;

dammiy, UMEeHH, OTYeCTBa (TIPH HAJTMYWN) MEIUIIMHCKOIO pa0OTHUKA B CllyYasX,
yKa3aHHBIX B a03alle YeTBEPTOM IyHKTa 7 U ab3ame TpeTbeM IyHKTa 10 HacToAmmx
ITpasui;

PEKBU3UTOB HOKYMEHTa, YIOOCTOBEPSIOLIEr0 JIMYHOCTh JIMIQA, IIOJYYHUBIIETO
JeKapCTBEHHBIN Ipernapar, B ciiydae, ykazaHHOM B IyHKkTe 20 HacTosmux IIpasui,

baMuInK, HMEHHM, oT4ecTBa (IIPH HAIUYWH) (apMalleBTHYECKOro pabOTHHKA,
OTITyCTHUBIIETO JIEKQPCTBEHHBIN Ipenapar, 1 ero moAnucH;

JaThl OTIIyCKa JIEKapCTBEHHOr'0 Ipenapara.

10.IIpu oTmycke JieKapCTBEHHBIX IMIpenaparoB II0 peLenTy, BBITHCAHHOMY
Ha penentypHoM Omanke ¢opmbl Ne 107-1/y, cpok [OeHCTBHS KOTOPOIO COCTaBJSET
ONMH Tox", U B KOTOPOM YKa3aHbl MEpPHOAbl U KOJMYECTBO OTITYCKA JEKAPCTBEHHOTO
npernapara (B KaXOblii TMEPHOJI), PEUENT BO3BpallaeTcsd JIMIYy, [pUoOpeTaroieMy
JIeKapCTBEHHBIN IMperapar, ¢ OTMETKOM, cojiepikaliell CBeAeHUs, yKa3aHHBIE B IIyHKTE 9
HacTosiux [IpaBui.

IIpu odepemnoMm oOpameHUH TUNa K CyOBEKTy PO3HHYHOM TOPIOBIU C JaHHBIM
pEelEenTOM YUYUTBIBAIOTCS OTMETKH O MpeNbIAYyIeM OTIYCKe JEKapCTBEHHOTO Ipernapara
N0 TaKOMY pelLenTy W B Ciydae NPHOOPETeHHs JHLOM KOJIHUYECTBA JIEKAPCTBEHHOTO
npernapara, COOTBETCTBYIOILIEr0 MaKCUMAIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM
pabOTHUKOM B peIlenTe, a TaKXe M0 HCTEYeHHM CpOoKa NEHUCTBHs pELEINTa, Ha pelenTe
npocTaBiseTcs mramn «JlekapcTBeHHBIN IpemnapaT OTIYILEH» M PEelenT BO3BpaliaeTcs
ULy,

EnvHoBpeMeHHBIN OTHYCK JIEKAPCTBEHHOIO Mpernapara o peLenTy, BEIMACAHHOMY
Ha peuentypHoM Onanke Gopmer Ne 107-1/y, cpok OeHCTBUS KOTOPOrO COCTABJIAET OAWH
rog'3, 1 B KOTOPOM yKa3aHbI IIEpUOABI U KOJUYECTBO OTIyCKa JIEKapCTBEHHOIO IIperapara
(B KaXIBIA IlepHoid), IOOMYyCKAaeTcs TOJBKO IO COMNACOBAHHUIO € MERUIMHCKHM
pabOTHUKOM, BBIITHUCABIIUM PELENT.

11.Tlpu oTmycke JieKapCTBEHHBIX IIpenaparoB II0 peELENTy, BLIMTHCAHHOMY
Ha perenTypdoM 6Gnanke ¢Gopmbr Ne 148-1/y-04 (m) unu ¢opmsl Ne 148-1/y-06 (1),
3aII0JIHEHHBIM KOPEIIOK TaKOro pelenTta mepenaercs (papManleBTHYECKUM PabOTHUKOM
MLy, prodpeTaromemy (MorydaronieMy) JIeKapCTBEHHBIE ITpernapaThl.

3 [Mpuwroxkenne Ne 2 K NOPSAKY Ha3HAYEHWS M BbINUCHIBAHUA JICKAPCTBEHHBIX IIPENApaToOB, YTBEPXKIECHHOMY IPUKa3OM
Ne 1175n.
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12. Ilpu oTnmycke HapKOTHYECKOTO U MCHUXOTPOIHOTO JIEKApCTBEHHOTO Iperapara
cnucka Il Ha peuenrte 00 OTHyCKe JIEKAPCTBEHHOTO Iperapara MpOCTABIAETCS I€4aTh
anTeKW WIM anTe4HOro IIyHKTa, B KOTOPOM YKa3aHO HUX IIOJIHO€ HAaMMEHOBaHHUE
(Ipu HATUYWU TT€YaTH).

13. Ilpu oTmmycke UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOIO Mpernapara Ha peLernTe
WK KOpEIKe pelLenTa, KOTOPHId ocTaeTcd y Juna, mpuobperaromiero (MOJyYaromero)
JieKapCTBEHHBIN MpemnapaT, YKa3blBaeTcs TOYHOe BpeMs (B yacaX M MHUHYTax) OTIIyCcKa
JIEKapCTBEHHOTO Mpernapara.

OTnyck HMMMYyHOOHOJOTHYECKOTO JIEKQpCTBEHHOIO IIpernapara OCYIIECTBISETCS
nuiy, npHoOperatonieMy (IMoJydarouieMy) JIEKapCTBEHHBIN IpemnapaT, NP HAIUYHH Y
HEro CIEHUANbHOIO TEPMOKOHTEWHEpa, B KOTOpBI IIOMEINAeTCs JIEKapCTBEHHBIN
npernapar, ¢ pa3bjICHEHHEM HEOOXOIMMOCTHA JOCTaBKHM JAaHHOTO JIEKapCTBEHHOIO
mpernapara B MEIMIMHCKYIO OpPTraHM3allMi0 MpPH YCIOBUU XPAaHEHHS B CIELHMAIBHOM
TEPMOKOHTEHWHEPE B CPOK, He NMPEBBIIAOIINHN 48 4acoB rocie ero npuodpeTeHus.

14. OcraroTcst U XpaHATCS Y CYObeKTa POZHUYHON TOPrOBIIM pelenThl (C OTMETKOH
«JlexapcTBEHHBII Npenapar OTHYyIIEeH») Ha:

HapKOTHYeCKHe W IICUXOTPOIIHBIE JIeKapCTBeHHble Iipemnaparbl cmnucka I,
[ICUXOTPOIIHBIE JICKAPCTBEHHBIE Mpemnapatkl ciucka Il — B TedeHue ATy JieT;

JeKapCTBEHHbIE IMpemnaparhl, OTHycKaemble OECIUIaTHO MM €O CKHIKOH, —
B TEUCHHE TPEX JIET;

KOMOWHHPOBaHHBIE JIeKapCTBEHHBIC TIIperaparbl, COAEpXKallhie HapKOTHYECKHUE
CpeACTBAa WM TICHUXOTPOIHbIE BellecTBa, BHeceHHble B cnucku Il m III Ilepeuns,
M3TOTOBJICHHBIE B aNTEYHOM OpraHM3alWHd, JIEKapCTBEHHBbIE Npemaparbl, obOlajaromue
aHabonMYecKoll aKTUBHOCTBIO, JIEKAPCTBEHHBIE Ipernaparhi, MOMJIEXKAIIUe IPEeIMETHO-
KOJIMYECTBEHHOMY YUETY, — B TEUEHHE TPEX JIET;

JIeKapCTBEHHbIE IpenapaThl B XHUAKON JeKapCTBEHHOM (opMe, comepxalye Ooiee
15% »TumoBoro cnupra OT 00beMa TIOTOBOH NPOAYKUMH, HHBIE JIEKAPCTBEHHBIC
npenapatel, oTHocsamuecs mo ATX Kk awmtumcuxotHueckuM cpenctsaM (xox NOSA),
ankcuonutukam (xox NO5B), cHOTBOpHBIM M cemaTuBHBIM cpenctBam (kox NO5C),
antunenpeccantaMm (kog NO6A) u He nojjiexanue MpeaMEeTHO-KOJIUYECTBEHHOMY YYeTY,
— B TEYEHHUE TPEX MECHLEB.

15. Pentenitel, He yka3aHHble B myHKTe 14 Hactosmmx IIpaBun, oTrmedaroTcs
mraMIioM «JlekapcTBEeHHBIN mpenapar OTHYLIEH» U BO3BPALLAIOTCA JIMILY, MOIYyYHBIIEMY
JIeKapCTBEHHBI Mpenapar.

Penenitel, BhINMCaHHBIE C HAPYIIEHHEM YCTaHOBJICHHBIX npaBmi’ ', perucTpUpyoTCs
B JXypHaJle, B KOTOPOM YKa3bIBAalOTCS BBIABJICHHBIC HApyLIEHHS B OQOPMIICHUM DELEITa,
dbamMunsA, UMs, OTYECTBO (IIPM HAJIWYHMH) MEAWLUHCKOrO pabOTHHKA, BBINKCABIIETO
pelienT, HauMEHOBaHWE MEIMIMHCKON OpraHu3anyy, IPUHATBIE MEPhI, OTMEYAIOTCS

" ITpukas Ne 11750 u npuxas Ne 545.
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mramiioM «PelienT HeAecTBUTENEH» M BO3BPAIIAlOTCS JIMILY, IPEACTaBUBIIEMY PELENT.
O ¢dakTax HapymieHUS NPaBWI OPOPMIIEHUS PELENnTOB CYOBEKT PO3HUYHOM TOProOBIIH
HHGOPMUPYET PYKOBOJUTENS COOTBETCTBYIOLIEH MEIUIIMHCKON OpraHU3alMH.

16.TIpu oTmycke JEKapcTBEHHOIro IMpemapara (apMaleBTHUeCKUH pabOTHUK
dHbopMHUpYeT JHUI0, mNpuobpeTaromee (Moyydaroliee) JeKapCTBEHHBIM IIpernapar,
0 pexuMe W Jo3ax ero IpueMa, MpaBWIaX XpaHEHHUS B JOMALIHHUX YCIOBUSIX,
0 B3aUMOJIEHCTBHH C APYTUMH JI€KapCTBEHHBIMU IpenapaTamH.

17.Tlpu oTmycke JIeKapCTBEHHOTO Tipemaparta ¢apMaleBTUYeCKH pabOTHHK
He BIpaBe MPEJOCTaBIATh HEAOCTOBEPHYIO U (MJIM) HEINOJHYIO MUH(OPMALUIO O HATUYUU
JIEKapCTBEHHBIX MIpenaparoB, BKJTFOYAs JIeKapCTBEHHBIE mpenaparsl,
HUMEIOIINe OJMHAKOBOS MEXAYHApPOJHOE HEIIATeHTOBAaHHOE HAaMMEHOBAaHMWE, B TOM YHCIIE
CKpbIBaTh HMH(OPMAIMIO O HAJIMYMM JIEKapCTBEHHBIX MpernaparoB, HUMeEMIuX Oolee
HI3KYIO IIeHy .

18. 3anpemaercas  otmyck  QambCHDULIHPOBAHHBIX,  HENO0OPOKAYECTBEHHBIX

1
¥ KOHTpahaKTHBIX JIeKAPCTBEHHbIX IIPenapaTos ®.

I1. TpeGoBaHuUS K OTITyCKY HAPKOTUYECKUX U ICUXOTPOMHBIX
JIEKapCTBEHHbIX MPENapaToB, JIEKapCTBEHHBIX IIPENapaTos,
obnagarmux aHaboIMYeCKONH aKTUBHOCTBIO, MHBIX JIEKAPCTBEHHBIX IIPENapaTos,
MOJIEXAIINX MPEAMETHO-KOJIUYECTBEHHOMY y4eTy

19. OTnyck HapKOTHMYECKMX ¢ MCHXOTPOIHBIX JIEKAPCTBEHHBIX MPEIaparos,
JIEKapCTBEHHBIX [Ipenaparos, o0aaromux aHabonuecKou aKTHUBHOCTBHIO,
JIEKapCTBEHHBIX IMPENapaTroB, MOJIEXAIUX IPEJIMETHO-KOJIUYECTBEHHOMY  YYETY,
OCyIIeCTBIsIeTcd  (papMalleBTUYECKUMH pPaOOTHHKAMH, 3aHUMAIOLIUMH JOJDKHOCTH,
BKJIIOYEHHBIE B TIepedYeHb JOJDKHOCTEH (papMalleBTHYECKHUX U MEAMIMHCKNX PabOTHHUKOB
B OpraHM3aluAx, KOTOpPhIM MPEJOCTABICHO IIpaBO OTIyCKa HApPKOTHYECKUX
JIEKQpCTBEHHBIX MPENapaToB U IMCHXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB (PU3NIECKUM
JauIaM, YTBEPXKIEHHBIA MpuKazoM MuHKcTepcTBa 3ApaBooxpaHeHus Poccuiickoin
®enepanuu ot 7 ceHtaops 2016 r. Ne 6811 (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccutickoii ®eneparun 21 centabps 2016 r., peructpanuoHHbiid Ne 43748).

20. HapkoTuueckiie U IICUXOTPOIIHBIE JIEKapCTBEHHbIE Ipemnaparsl crnucka I,
32  HCKIIOUCHUEM  JICKAPCTBEHHBIX IIpemaparoB B  BHAEC  TPaHCAEPMAIbHBIX
TEPalleBTUYECKUX  CHCTEM,  OTIYCKAalOTCAd  IpH  OPeabsBICHHH  JOKYMEHTa,
YAOCTOBEPSIOIIEr0 JIMYHOCTh, JIMIly, YKa3aHHOMYy B pelente, ero 3aKOHHOMY

B Cramea 74 ®egepanbHoro 3akoHa oT 21 Hosa6pa 2011 r. Ne 323-03 «O0 ocHOBax OXpaHbl 3J0pOBbS TIpaxIaH
B Poccuiickoii ®@epeparumn» (CoOpanne 3akoHOAaTenbcTBAa Poccumiickoif @enepanuy, 2011, Ne 48, ct. 6724; 2013, Ne 48,
cT. 6165).

'® Crates 57 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 o6palleHAH NeKAPCTBEHHBIX CPEICTBY.




NpeACTAaBUTENO' | WM  JIAILY, UMEIOIIEMY O(OPMIIEHHYIO B COOTBETCTBHH C
3aKOHOJATeNbCTBOM Poccuiickoii Menepanyy TOBEPEeHHOCTh HA MPABO IOJYyYEHUS TaKHX
HapKOTHYECKHUX U IICHXOTPOIIHBIX JIEKapCTBEHHBIX MPENapaToB.

21. HapkoTrdeckre ¥ IICHXOTPOINHBIE JIeKAPCTBEHHBIE Ipenaparsl coucka 1l
(32 WCKIIOYEHHMEM  JIeKapCTBEHHBIX MpENapaTtoB B  BHAE  TPAHCAEPMAIBHBIX
TePaNeBTHYECKHX CHUCTEM), MNpeAHa3Ha4YeHHble [ TPaXIaH, MMEIOMMX I[PaBo
Ha OeCIUIaTHOE IOyYEeHHE JICKAPCTBEHHBIX MPENapaToB WM MOIYYEHHE JEKapCTBEHHBIX
NPenapaToB CO CKUAKOM, OTITyCKAOTCS IIPH NpPEbSBICHHUHM pPELEITa, BBIIHCAHHOTO Ha
penentypHoM Onanke Gopmel Ne 107/y-HII, u perenta, BHIIMCAHHOIO HA PELENTYPHOM
onanke Gopmel Ne 148-1/y-04 (1) wnu hopmer Ne 148-1/y-06 ().

JlekapcTBeHHBIE IIpenaparsl, yka3aHHble B ab3allax TPETbeM — BOCBMOM ITyHKTa 4
Hacrosmux IlpaBun, npeaHa3HaueHHBIE IS Tpa)<IaH, UMEIOIIUX MPABO Ha IOJyuyeHHE
JEKapCTBEHHBIX MPENaparoB, OTIyCKAeMBIX OeCIUIaTHO WJIM CO CKUAKOM, OTIYyCKAarOTCs
Opd TNPEAbABIEHUH pPELENTa, BBIIMCAHHOTO Ha peuentypHoM OyiaHke (GOpMBI
Ne 148-1/y-88, u pernernra, BEIIMCAHHOTO HA peLENTypHOM Onanke ¢popmbl Ne 148- l/y 04
(1) mm popmst Ne 148-1/y-06 (o).

22. Ilocne oTmycka HapKOTHYECKUX W TICHXOTPOIMHBIX JIEKAPCTBEHHBIX TpENapaToB
cnucka II, B TOM uyucie B BHIE TpaHCAEPMANBHBIX TEPACBTUYECKUX CHUCTEM,
IICHXOTPOIIHBIX  JIEKQpCTBEHHBIX IpenapaToB cnucka I  smny, mnomyyuBiiemy
JEKapCTBEHHBIA IIpenapar, BBIAAETCS CHUTHATypa C JKEITOW ITOJOCOH B BEPXHEH 4YacTH
Y HaJIMCBIO YePHBIM IIpU(TOM Ha Heil «CUrHatypay», B KOTOPOH yKa3bIBalOTC:

HaMMEHOBAHUE U aJIpeC MECTOHAXO0X/ICHHUs allTEKU UIIH allTEYHOIO IIyHKTa,;

HOMED U JaTa BBITUCAHHOTO PELENTa;

dbamMuus, UM, OT4YeCTBO (MIPH HATUYUU) JULA, OIS KOTOPOro IpeaHa3sHa4YeH
JIEKapCTBEHHBIN IIpenapar, ero Bo3pacT;

HOMEp MEIUIIMHCKON KapThl MalKeHTa, MOIY4aroUero MENUIUHCKYI IIOMOIIb
B aMOYJIaTOPHBIX YCIOBUSX, J11 KOTOPOro NpeJHa3HayeH JICKApCTBEHHEIN Ipenapar;,

bamMiTus, UMs, OTYECTBO (NP HATHYNH ) MEAULUHCKOTO PaOOTHUKA, BBINHUCABILETO
pelenT, ero KOHTAKTHEIN TenedoH Tu00 TeleQOoH MeAUIIMHCKON OpraHu3aliy,

colepXKaHue pelenTa Ha JaTHHCKOM SI3BIKE;

baMuwIKsg, WMg, OT4eCTBO (MpPH HAJIWUYMK) U MOANUCH (apMaLEBTUYECKOTO
pabOTHHKA, OTIIYCTHUBIIETO JIGKAPCTBEHHBIN NIperapar;

JaTa OTITyCKa JIEKapCTBEHHOTO Ipernapara.

7 B ornomenun JIMIA, YKAa3aHHOTO B 4acTH 2 crathu 20 denepambHoro 3akona orT 21 Hoabpa 2011 r. Ne 323-®3

«O0 ocHOBax OXpaHbl 310poBbi rIpaxkman B Poccwmiickoit ®@enepammm» (CoOpaHne 3axkoHoJaTenbcrBa Poccmiickoit
Denepannn, 2011, Ne 48, c1. 6724; 2012, Ne 26, c1. 3442, 3446, 2013, Ne 27, ct. 3459, 3477; Ne 30, ct. 4038; Ne 39, ct. 4883;
Ne 48, cT. 6165; Ne 52, c1. 6951; 2014, Ne 23, cr. 2930; Ne 30, c1. 4106, 4206, 4244, 4247, 4257; Ne 43, c1. 5798; Ne 49,
CcT. 6927, 6928; 2015, Ne 1, cT. 72, 85; Ne 10, c1. 1403, 1425; Ne 14, ct. 2018; Ne 27, cr. 3951; Ne 29, ct. 4339, 4356, 4359,
4397; Ne 51, ¢1. 7245; 2016, Ne 1, ¢T. 9, 28; Ne 15, cT. 2055; Ne 18, c1. 2488; Ne 27, c1. 4219).

S

-
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23. OTnyck OTUJIOBOTO CHUpPTAa TMPOU3BOAUTCA MO peuenty ¢ Yy4YeToM
YCTAHOBJIEHHBIX TpeOoBaHUKA K O0OBEMYy Tapbl, YHNAKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHBIX npenapaTOBl8.

JlekapcTBeHHBIE Tmpenapatbl, COJlep)Kalllde OSTWIOBBIA CIOHUPT, B TOM YHCIIE
WU3TOTOBJICHHBIE TIO PeHeNnTy CyOBheKTOM PO3HWYHON TOPIrOBIH, UMEIOLIUM JIMIEH3HIO Ha
(bapMalleBTHYECKYIO JesSTEIbHOCTh C IIPAaBOM M3TOTOBJIEHMS JIEKAPCTBEHHBIX IIPENapaToB,
OTIYCKAIOTC C YYEeTOM YCTAHOBJIEHHBIX TpeOoBaHUN K OOBEMy Tapbl, YIAaKOBKE H
KOMIUJIEKTHOCTH JIEKaPCTBEHHBIX npenapaTOBlg.

24, 3anpeiniaeTcss pa3AeNbHBIM  OTIYCK JIEKQPCTBEHHBIX CPEACTB, BXOIAIIKUX
B COCTaB JIEKApPCTBEHHOro IIperapara, H3rOTAaBIMBAEMOTO CYOBEKTOM PpO3HHUYHOM
TOPTOBJIH.

25. 3anpemniaeTcsi OTIYCK CYOBEKTOM PO3HHYHOM TOPIOBJIM JIEKAPCTBEHHBIX
MIPENapaToB, yKa3aHHBIX B MyHKTe 4 Hactosmux IlpaBui, 1o peientaM BETEpUHAPHBIX
OpraHu3alui.

II1. TpeGoBaHMS K OTITYCKY JIEKAPCTBEHHBIX MperapaToB
1o TpeOOBaHUAM-HAKIAAHBIM MEIULIMHCKUX OpraHU3alui,
WHIUBUAYJIBHBIX NPEANPUHAMATENEH, UMEIOIIUX JTULEH3HIO
Ha MEIUIUHCKYIO NeATEIbHOCTh

26. TpeboBanue-HaKkinaHas Ha OTIYCK JIEKAPCTBEHHBIX NpenapaTroB OQopMIIsIeTcs
B COOTBETCTBUH C MHCTpyKIMe# O MOpsIKe BBINHMCBHIBAHUSA JICKAPCTBEHHBIX MpenaparoB
U opOpMIICHHSA PENEeNTOoB M TpeOOBaHMIA-HAKIAAHBIX, YTBEPKIECHHOM IPHKA30M
MHUHHCTEPCTBA 3IPaBOOXPAHEHUS] W COLHAbHOTO pa3BuTHs Poccuiickoit Denepanuu
ot 12 despans 2007 r. Ne 110 «O nopsigke Ha3Ha4YEHHUsS U BBIIUCHIBAHUS JIEKAPCTBEHHBIX
[pernapaToB, HU3AEIUN MEIUIMHCKOTO HAa3HAYEeHUs U CHEIMAIN3WPOBAHHBIX IIPOAYKTOB
1e4e0HOr0 MMTAHUS» (3aPETMCTPUPOBaH MMHHCTEpCTBOM IOCTHUIMH PoccHiickoi
®enepaunu 27 anpens 2007 r., peructpaldoOHHBIN No 9364)19.

JormyckaeTcs OTIYCK JIEKAPCTBEHHBIX IIpeNnapaToB MO TpeOOBaHMAM-HAKIaHBIM
MEIWULIMHCKUX OpraHM3aluii W HMHIWBHAYAIBHBIX MpeIlpUHUMATENEeH, HMEIOINX

8 Yactp 4.1 crarem 45 ®enepanbHOro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 o6pauieHny JIeKapCTBEHHBIX CPEICTBY
(Co6panve 3akoHOZaTeNnbCTBA Poccuiickoit ®enepanuu, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540; 2015, Ne 51, c1. 7245),
nocranosnenve [pasurensctea Poccuiickoit ®enepauun ot 23 mons 2016 r. Ne 716 «O nopsaaxe GOpMHPOBAHHS MEPedHs
JIEKapCTBEHHBIX MpENapaToB IS MEIMUMHCKOTO MPUMEHEHHS, B OTHOIUIEHHH KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHMA K
0o0BbeMy Taphl, YNaKOBKE M KOMIUIEKTHOCTH, NEPEYHS JICKApCTBEHHBIX IIPEMAPATOB IS BETCPHHAPHOTO IPUMEHEHHS, B
OTHOLIEHHMH KOTOPHIX YCTaHABJIMBAIOTCA TpeGoBaHus K 00beMy Tapbl, M OMNpelencHHs Takux TpeGopanuit» (CoOpaHue
3aKoHOJATeNbcTBa Poccuriickoii @enepannu, 2016, Ne 31, ct. 5030).

¥ C u3MeHeHMAMH, BHECEHHBIMH NpHKa3aMH MEHHCTEPCTBA 3IPABOOXPAHEHHS M COLMAIBHOTO pasBuTHA Poccuiickoit
®enepauun ot 27 asrycta 2007 1. Ne 560 (3aperucTprposan MuHKCTEPCTBOM IocTHLHE Poccuiickoit @enepauuu 14 centabps
2007 r., peructpauponssii Ne 10133), ot 25 centsaops 2009 r. Ne 794H (3aperucTpHpoBaH MHUHHCTEPCTBOM IOCTULUHU
Poccuiickoii @epepaunu 25 Hos6pa 2009 1., peructpanponsii Ne 15317), ot 20 suBaps 2011 r. Ne 131 (3aperucTpupoBaH
MuHKcTepeTBOM IOcTHIMH Poccmiickoii ®emepanmu 15 mapra 2011 r., permcrpaumonHbifi Ne 20103), npukasamu
MHuHHACTEPCTBA 3aApaBooxpanenus Poccuiickoit ®enepammn ot 1 aBrycra 2012 r. Ne 54H (3aperncTpupoBan MUHHCTEPCTBOM
rocTunua Poccuiickoit ®@enepauyu 15 asrycra 2012 r., peructpaponssii Ne 25190), ot 26 ¢empans 2013 r. Ne 94u
(3aperucTprpoBan MuHMCTEPCTBOM IOCTHLIMH Poccuiickoit @enepaimu 25 wions 2013 1., pernctpauMonHbiil Ne 28881).
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JTULEH3UI0 HA MEJUIMHCKYIO IeATENbHOCTh, O(OPMIICHHBIM B DJIEKTPOHHOM BHIE, €CIIH
MEMIMHCKas OpTraHM3aIlus, HHIWBUAYAIbHbIN IpeANpPUHUMATENb, HMEIOIIMHI JTUIEH3NIO
Ha MEIUIHMHCKYIO JOEATEIBHOCTb, U CYOBEKT pO3HHUYHOW TOPTOBIH  SBISIOTCA
COOTBETCTBCHHO YYaCTHHKAMM CHCTEMbI HHPOPMAHOHHOIO B3aUMOIEHCTBUS 110 0OMEHY
CBEACHUSIMU.

27.0Tnyck HAapKOTMYECKHX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB
crrcka I, mcHXoTponmHbIX JlekapcTBeHHBIX MpenapatoB cnucka 111, HHBIX TeKkapcTBEHHBIX
[IPENIapaToB, TOUICKAIIUX IPEAMETHO-KOJIMYECTBEHHOMY Vy4Y€Ty, B TOM 4YHCJE
OTIyCKaeMBIX 6€3 pelerTa, OCyIIECTBISIETCS MO OTAEeIbHEIM TPeOOBAaHMAM-HAK/Ia HbIM.

28. 3ampemaeTcs OTIYCK HApKOTHYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB ciucka I, B ToM 4uciie B BUje TpaHCAEPMAIbHBIX TEPANEBTHYECKUX CUCTEM,
IICUXOTPOIHBIX JICKApCTBEHHBIX NpenapaToB cnucka Il mo TpeGoBaHHSIM-HaKIaTHBIM
VHIUBUAYaNbHOTO MPEIIPHHMMATENSA, HKMEIOIIEro JIMIEeH3WI0 Ha MEIUIHHCKYIO
JIeSTENBHOCTD .

29.1lpy oTmycke IIeKapCTBEHHBIX IpenaparoB (apMaleBTHYECKU paGoTHUK
IOpoBepsAeT  Haajexallee oQopMmieHHe TpeOOBaHMSA-HAKIAAHOH M MPOCTaBJIsET
Ha Hell OTMETKY O KOJIMYECTBE M CTOMMOCTH OTITYIIEHHBIX JIEKAPCTBEHHBIX MIPENApaToB.

30. Bce TpebGoBaHus-HaKmamHBle, 10 KOTOPHIM OTIYIIEHBI JIEKAPCTBEHHBIE
IIpenapaTsl, OJJEXKAT OCTABICHUIO U XPaHEHHUIO y CyObEeKTa pO3HUYHOM TOPTOBIIH:

Ha HapKOTHYECKHE M IICUXOTPOMHBIE JIEKapCTBEHHble mpemnaparsl cnucka II,
IICUXOTPOIIHbIE JIeKapCcTBeHHBIe Npenapats! crvcka III (B oTHOIIeHHH anTek M alTedyHbIX
IIyHKTOB) — B TEUCHHUE IIATH JIET;

Ha JIEKapCTBEHHBIE IIpernaparbl, MNOJIeKAIIHe MPEAMETHO-KONUYECTBEHHOMY
y4eTy, — B TCUECHHE TpeX JIET;

Ha UHBIE JEKapCTBEHHbIE NpenapaTsl — B TCYEHHE OAHOTO roja.

31. Hapymenue nepBUYHON yIaKOBKU JIEKAPCTBEHHOTO Mpenapara Ipy ero OTIyCKe
no TpeOGOBaHUIO-HAKJIATHON JOIMycKaeTcs CyObeKTOM PO3HUYHON TOPIOBIIH, UMEIOILHM
JMLIEH3UI0 Ha  (apMalleBTUYEeCKYyl0  JesTeJIbHOCTh C  IPaBOM  HM3TOTOBJIECHHUS
JEKapCTBEHHBIX IpenapaToB. B TakoM cilyyae OTHYyCK J€KapCTBEHHOIO IIpernapara
OCYHIECTBISCTCS B  YIAKOBKE, OGMOPMICHHOH B  YCTAHOBIEHHOM IIOpSJKe
C MpeNOCTaBIE€HHUEM HHCTPYKIMU (KOIIMHM MHCTPYKIMH) IO NMPUMEHEHHIO OTIIyCKaeMOro
JEKapCTBEHHOTO Ipenapara.

2 ITynkt 4 craten 31 ®enepanbHOro 3axoHa ot 8 suBaps 1998 r. No 3-®03 «O HAPKOTHYECKUX CPEJCTBAX M IICHXOTPOMHBIX
pemectBax» (Cobpanme 3akoHoAaTeNnscTBa Poccmiickoii emepaunu, 1998, Ne 2, cr. 219; 2003, Ne 27, ct. 2700; 2013, Ne 48,
cT. 6165; 2015, Ne 1, ct. 54).

2! Tlpukas MumsapaBa Poccuyt ot 26 oxta6ps 2015 r. Ne 751H «O6 yTBepKAeHWM TPaBWJ HM3TOTOBNEHHS W OTIyCKa
JICKapCTBEHHBIX TMpenapaToB I/ MEOHIMHCKOT0 NpPUMEHEHHA aNTeYHBIMM OpraHU3aLMAMM, HHIUBHIYaJbHBIMH
OpeINpHHAMATEIAMY, HMEIOUMMHE JIHUEH3MIO Ha (apMaleBTHYECKYI0 NEATEIFHOCTE» (3aperucTpupoBaH MHHHMCTEPCTBOM
rocruiun Poccuiickoit @epepanuu 21 anpess 2016 r., perucrpannonusiii Ne 41897).




