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U0 yTBEpPXKIEHHH
NpaBHJI OTNYCKA JIEKaPCTBEHHBIX NPenapaToB AJIsi MeJHLHHCKOr0o NpUMeHeHusl,
B TOM YHCJIe HMMYHOOHO/IOTHYECKHX J1eKAPCTBEHHBIX NPenaparTos,
anTeYHbIMH OPraHH3aUHAMH, HHAHBHAYAIbHBIMH NPeNPHHHMATEISAMH,
HMEJOIHMH JIHUEeH3HI0 HAa (apMaleBTHYEeCKYI0 AesiTeJbHOCTh

B coorBercTBMH co cratheir S5 ®DepepanpHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-@3 «O6 obpamtenuu nexapcTBeHHBIX cpencTB» (CobpaHue 3aKOHOMATENHCTBA
Poccuiickoit Penepanuu, 2010, Ne 16, ct. 1815; Ne 31, ct. 4161; 2013; Ne 48, c1. 6165;
2014, Ne 52, ct. 7540; 2015, Ne 29, ct. 4388; 2016, Ne 27, c1. 4238), nyHkToM 3 cTaThu 12
®enepanbHOro 3akoHa ot 17 cenrsadbps 1998 r. Ne 157-03 «O6 ummyHONpodHIaKTUKE
uH(pexuuoHHbIX Oonesneit» (CobpaHue 3akoHomartensctBa Poccuiickoit ®eneparnuy,
1998, Ne 38, ct. 4736; 2009, Ne 1, ct. 21; 2013, Ne 48, ct. 6165) u moanyukramu 5.2.169,
5.2.183 IlonoxeHus o MuHuCTepcTBe 3IapaBooxpaHeHus Poccuiickoit Deneparuu,
YTBEpXKIeHHOro nocranosnenreM IlpaBurenscrBa Poccutickoit @enepanyu ot 19 uroHs
2012 r. Ne 608 (CobGpanme 3akoHonmatenbcTBa Poccuiickoit @enepaumu, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, c1. 2812; Ne 33, cT. 4386; Ne 45,
cr. 5822; 2014, Ne 12, ct. 1296; No 26, ct. 3577; Ne 30, ct. 4307; Ne 37, cr. 4969;
2015, Ne 2, ct. 491; Ne 12, ct. 1763; No 23, ct. 3333; 2016, Ne 2, c1. 325; Ne 9, ct. 1268;
Ne 27, ct. 4497; Ne 28, c1. 4741; Ne 34, ct. 5255; Ne 49, c1. 6922; 2017, Ne 7, ct1. 1066),
NpUKa3blBalo:

1. YTBepauTh mMpaBuia OTITyCKa JIEKAPCTBEHHBIX IIPENapaToB i MeIULIHHCKOrO
IDUMEHEHUS, B TOM YHCIE MMMYHOOHONOTHYECKHX JIEKAPCTBEHHBIX IPENaparos,
anTeYHBIMM OpPraHU3alMsIMHU, HHIUBUIYAIEHBIMH HpelIHpI/IHPIMaTeHSIMI/I UMEIOILIMU
JIMIEH3UI0 Ha (JapMaleBTHIECKYIO IesITeIbHOCTE
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2. Ilpu3HATh yTPaTUBIIUMHU CHITY:

npukas MHHHCTEPCTBA 3PAaBOOXPAHEHHS M COLMATBHOrO pasputus Poccmiickoi
®enepauuu ot 14 pmexabps 2005 r. Ne 785 «O Ilopsinke oOTmycka JIeKapCTBEHHBIX
cpencTB»  (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHIMH Poccuiickoit  denepanuu
16 saBaps 2006 r., peructpanuoHHbId Ne 7353);

npuka3 MHHHCTEPCTBA 3[PaBOOXPAHEHHS U COLMATBHOrO pasBUTHs Poccuiickor
Deneparun or 24 ampens 2006 r. Ne 302 «O BHeceHMM WM3MEHEHHH B IIpHKa3
MUHHUCTEPCTBA 3IPAaBOOXPAHEHHS] M COLMANBHOrO pa3BuTHsA Poccuiickonn denepanuu
oT 14 mexabps 2005 r. Ne 785» (3aperucTpupoBad MuHHCTEPCTBOM FOCTHLIHA Poccuiickon
®epepanuu 16 mas 2006 r., perucTpaiMoHHbIi Ne 7842);

npuka3 MUHHCTEpPCTBa 3APaBOOXPAHEHHS M COLMATBHOIO pa3sBUTHs Poccuiickoi
®deneparmu ot 12 despans 2007 r. Ne 109 «O BHecenuu usmeHeHHH B [lopsnok oTirycka
JIeKapCTBEHHBIX CPEICTB, YTBEPXIEHHBIH INpHKa3oM MHHHCTEPCTBA 3[PABOOXPAHEHHS
W couManbHOro pasButHs Poccmifckodt ®enepauun ot 14 mexabps 2005 r. Ne785»
(3apeructpupoBan MuHHCTEpCTBOM IocTHImM Poccuiickoit @enepauuu 30 MapTa 2007 .,
perncTparmonHstii Ne 9198);

npuka3 ~ MHUHHCTEPCTBA  3[pPABOOXpAaHEHHA U COLMAIBHOIO  PasBUTHS
Poccuiickoit ®enepamuu oT 6 aBrycta 2007 1. Ne521 «O BHeceHUHM H3MEHEHHH
B Ilopsamox  OTIycKa JIEKapCTBEHHBIX  CPENCTB,  YTBEPXACHHBIH  TPHKa30M
MHUHHCTEPCTBA 3IPABOOXPAHEHHS. M COLMANBHOTO passuTus Poccmiickoi Penepauyuu
or 14 mexabps 2005r. Ne785» (3apeructpupoBaH MHHHCTEPCTBOM  IOCTHUMH
Poccuiickoit denepanuu 29 asrycra 2007 r., peructparuonssii Ne 10063).

MuHUCTP B.H. CxBopuosa



ITpunoxenue
K TIpriKa3y MUHHCTEpCTBa 34paBOOXPaHEHHUS
Poccutickoit @enepanuu

or«f/1» g 2017 r. Ne 4//2,_//

IIpaBuaa
OTIyCKA JIEKAPCTBEHHBIX MPENapaToB AJsi MeJHLHHCKOr0 NPUMeHeHHUs,
B TOM YHCJIe HMMYHOGHOJIOrHYECKHX JIeKapPCTBEHHbIX MPenaparos,
anTeYHbIMH OPraHu3alUAMH, HHAHBHAYAIbHbLIMH NPEANPHHUMATENAMH,
HMEIMMH JHIEH3HI0 HAa (papMaleBTHYECKY IO 1eATeIbHOCTh

I. O6uue Tpe6GoBaHMs K OTITYCKY JIEKAPCTBEHHBIX IIPENapaToB
IUTSL MEUITMHCKOTO MPHUMEHEHHUS]

1. HacTosimue npaBuiia OnpeessIioT MOpsIOK OTITycKa JeKapCTBEHHBIX IPENapaToB
IUIS. METHUIMHCKOTO MPHUMEHEHHUs], B TOM YHCIIe UMMYyHOOHOJIOTHYECKHX JIEKApCTBEHHBIX

IpenapaToB (fajee — JIEKApCTBEHHBIE IIPENapaThl), AaNTeYHBIMA OpraHH3aLUAMU
u WHIUBUIY TbHBIMH [peIIpHHAMATENSIMH, HUMEOLIMMHU JIMLEH3UIO
Ha (apMaleBTHYECKyO HeATelbHOCTh (Hanee — CyOBEKTHl PO3HUYHOH TOProOBIIM),

6e3 peuema] U (WIM) 0[O pelenTy Ha JIEKapCTBEHHBIW IpEnapar, BBIMHCAHHOMY
B YCTaHOBJIEHHOM HOpﬂL{KCZ MEIUIMHCKHUMHU pa60THP[KaMI/I, a TakKXxe I10 TpeﬁoBaHI/IﬂM-
HAaKNaJHbIM  OpraHM3alid,  OCYINECTBILSIIOIIEH  MEIHIHHCKYI0  HEATEeJbHOCTbH
(nanee — MeOuIMHCKas OpraHM3alMsA), WIH WHIMBUAYAIBHOTO MpEATPUHUMATEIIS,
HMEIOIIETO JIMIEH3HIO HA MEIUIIUHCKYIO JIeSTENbHOCTD (fajiee COOTBETCTBEHHO — PELelIT,
TpeGoBaHUe-HaKIaHAas).

2. OTIycK JIeKapCTBEHHBIX [IPeapaToB 63 pelenToB OCYIIECTBIAETCS:

anTeKaMH;

anTe4YHBIMHU ITyHKTaMH;

' MoanyukT «u» nyukta S wacTu 4 cratbu 18, noanyHkT «k» nyekta | uactu | cratbu 33 QenepanbHOro 3akoHa
ot 12 anpens 2010 r. Ne 61-®3 «O6 obpawennn nekapcrTseHHbix cpeactsy (Cobpanue 3akoHonatensctsa Poccuitckoit
@enepaunn, 2010, Ne 16, cT. 1815; Ne 42, cT. 5293; Ne 49, cT. 6409; 2014, Ne 52, c1. 7540).
2 IMpukassl MUHHCTEPCTBA 3ApaBoOXpaHeHus Poccuiickoi Penepaunu:

ot 20 nekabps 2012 r. Ne 1175H «O6 yTBEpXAEHHH NOPALKA HA3HAYEHWSA W BbINHUCHIBAHUSA JIEKAPCTBEHHBIX Mpenaparos,
a Taike (OPM peuenTypHbIX GNAHKOB HA NEKAPCTBEHHbIE MPEnapaTsl, NopAaka 0pOpPMAEHHS yKa3aHHbIX 61aHKOB, X y4eTa
¥ XpaHeHus» (3aperucTpupoBaH MuHMCTEPCTBOM fOCTHUMHK Poccuiickort Penepaunu 25 woHa 2013 r., perucTpauMoHHbIA
No28883), ¢ M3MEHEHMAMHM, BHECEHHBIMM MpHkasamMu MuHUCTEpCTBA 3apaBoOXpaHeHus Poccuiickodt ®denepauuu
ot 2 nexabps 2013 r. Ne 886H (3aperucTprpoBan MuHHCTEpCTBOM rOcTHUMK Poccuiickoi ®enepaunn 23 nekabps 2013 r.,
peructpaunonHsiit Ne 30714), ot 30 mons 2015 r. Ne 3861 (3apeructpupoBan MuHHUCTEpPCTBOM locTHUMHK 6 aBrycTa 2015 r.,
peructpaunonHstit Ne 38379) u ot 21 ampens 2016 r. Ne 254n (3apeructpupoBaH MuHuCTEpCcTBOM locTHuuu Poccuiickoin
®enepaunn 18 wrons 2016 r., peructpauroHHsii Ne 42887) (nanee — npukas Ne 1175H);

ot 1 asrycta 2012 r. Ne 541 «O6 yrBepiaeHuu GopMbl G1aHKOB peLenToB, COAEPHKALIMX Ha3HAYEHHE HAPKOTHYECKMX
CPEACTB M MCUXOTPOIMHBIX BELIECTB, NOPANKA WX H3rOTOBJEHMSA, PAaCTIpENENeHHs, PETUCTPALIMH, y4eTa U XPAHEHHS, a TaKKe
npaBun odopmierua» (3apeructpupoBaH MHHHCTEpPCTBOM tocTHUMH Poccuiickoit ®enmepaumuu 15 aerycta 2012 r.,
peructpaunonHsiii Ne 25190), ¢ u3MeHeHWAMH, BHECEHHBIMHM NMpHKazaMH MUHHCTEpPCTBa 34paBOOXpaHeHWs Poccuiickoi
®enepaunu ot 30 uons 2015 r. Ne 385w (3apeructpuposan MununctepcteoMm roctuunu Poccuiickont Genepaunn 27 Hosabps
2015 r., peructpaunonHsiit Ne 39868) u ot 21 anpena 2016 r. Ne 254u (3aperucTpupoBaH MHHHCTEPCTBOM KOCTHLHH
Poccuiickoi ®epepaunn 18 urona 2016 r., peructpauroHHsli Ne 42887) (nanee — npuka3s Ne 54H).



anTeyHBIMUA KMOCKaMHU;

HHIHABUIY aTbHBIMH peIIPUHUMATENAMH, HMEIOIUMHU JTLIEH3HIO
Ha (hapMaleBTHIECKYIO IesTeNbHOCTD (Janee — HH/MBHIYyallbHbIH peaIpHHAMATEND).

3. OTIycK JIeKapCTBEHHBIX NPENaparoB [0 PellenTaM OCyIECTBIIeTCS:

anTeKaMu;

anTeyHBIMHU ITyHKTaMHU;

MHIMBHIyadbHBIMH  [peINpUHUMATeNsMd (32 MCKIIOYEHHeM  OTMycka
HAPKOTMYECKUX CPEACTB M TCHXOTPOIHBIX BELIECTB, BKIIOYEHHBIX B MEpEHCHb
HAPKOTHYECKMX CPEICTB, MCHUXOTPONHBIX BEIIECTB M MX MPEKYPCOPOB, MOMISKAIIMX
KOHTpoIo B Poccuiickoii ®eepaluu, yTBEpXKICHHBIA IOCTAHOBIEHNEM [IpaBuTENBCTBA
Poccuiickoit @eneparpu ot 30 mrona 1998 r. No 681° (nanee cootseTcTBEHHO — IlepedeHs,
HAPKOTHYECKUE U ICHXOTPOIHBIE JIEKAPCTBEHHbIE NIPETIAPATEI).

OTmyck HApKOTHYEeCKHMX M  ICHXOTPONHBIX  JIEKAPCTBEHHBIX  Iperaparos
TI0 perenTaM OCYUIECTBIAETCS aNTeKaMy U allTeYHBIME ITyHKTaMH, HMEIOLIMMH JIHLEH3HIO
Ha JeSITeNFHOCTh 110 00OpOTY HApKOTHYECKHMX CPENCTB, NCHXOTPOMHBIX BEIIECTB
¥ MX PEKyPCOPOB, KyJIBTUBHPOBAHHIO HAPKOCOJEPXKAIIUX PACTEHHH.

OTnyck HMMMYyHOOHOIOTHYECKMX JIEKaPCTBEHHBIX IPENapaToB [0 peLenTam
OCYIIECTBIISETCS alTeKaMHU U alTeYHbIMU ITyHKTaMHU.

4.Tlo pemenTaM, BHITHCAHHBIM Ha pelenTypHbIX GnaHkax ¢opmer Ne 107/y-HIT",
OTIIYCKAIOTCSH HAPKOTHYECKHE M MCHXOTPOIHBIE JIEKAPCTBEHHEIE Mperaparhbl, BHECCHHBIE
B CIHCOK HApPKOTHYECKHX CPEACTB M IICHXOTPONHBIX BELIECTB, OGOpOT KOTOPBIX
B Poccuiickoii ®efepalui OrpaHHYeH U B OTHOIIEHWH KOTOPBIX yCTaHABIMBAKOTCSA MEPbI
KOHTPONIi B  COOTBETCTBUM C  3aKOHOMaTenbcTBoM — Poccuifckoii — Penepauun
M MeXIyHapoXHEIMH noroBopamu Poccuiickoit ®enepammu (crmmcok II), Ilepeuns
(mamee — HapKOTHYECKHME H TCHXOTPOIHBIE JIEKAPCTBEHHBIE IpENapaThl CIIHCKa 1I),
3a UCKITFOYEHMEM HAPKOTHYECKHX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB B BUAC
TpaHCciepMalbHBIX TePaNeBTHYECKUX CHCTEM.

I[lo perenTaM, BBHITHCAHHBIM Ha peleNTYpHBIX Gnankax Qopmsr Ne 148-1/y-88,
OTIIYCKAIOTCS :

IICHXOTPOIHEIE JIEKAPCTBEHHbIE IIpenapatsl, BHeceHHbIe B CIMCOK MCHXOTPOMHBIX
BelecTB, 000poT KOTOpsIX B Poccuiickoi Penepaunu OrpaHW4eH M B OTHOLICHHH
KOTODBIX JOMYCKAeTCsl HCKIIOYEHHEe HEKOTOPbIX Mep KOHTPOJIA B COOTBETCTBHH
¢ 3aKOHOIATeNbCTBOM Poccuiickoit Denepauuy M MEXIYHapOAHBIMH OrOBOPaMH

3 Cobpanue 3akoHoaatenscta Poccuiickoii denepauny, 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, ct. 6572; 2010, Ne 3, ct. 314; Ne 17, cT. 2100; Ne 24,
1. 3035; Ne 28, cr. 3703; Ne 31, ct. 4271; Ne 45, cr. 5864; Ne 50, ct. 6696, 6720; 2011, Ne 10, cr. 1390; Ne 12, cT. 1635;
Ne 29, cT. 4466, 4473; Ne 42, c1. 5921; Ne 51, cT. 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, ct. 6861; 2013, Ne 9, cT. 953; Ne 25, c1. 3159; Ne 29, ct. 3962; Ne 37,
cT. 4706; Ne 46, ct. 5943; Ne 51, ct. 6869; 2014, Ne 14, ct. 1626; Ne 23, cT. 2987; Ne 27, c1. 3763; Ne 44, ct. 6068; Ne 51,
cT. 7430; 2015, Ne 11, cT. 1593; Ne 16, ct. 2368; Ne 20, cT. 2914; Ne 28, ct. 4232; Ne 42, cT. 5805; 2016, Ne 15, cr. 2088; 2017,
Ne 4, ct. 671; Ne 10, ct. 1481.

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

3 [yHkT 9 MOPAAKA HA3HAYEHHS U BBIMHCHIBAHUA JIEKAPCTBEHHBIX MPENapaToB, yTBEPKACHHOTO NPHKa3OM Ne 1175h.
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Poccuiickoit ®eneparuu (crucok III), ITepeuns (najee — NCUXOTPONHbIE JEKAPCTBEHHBIE
npenapatsl ciucka I1I);

HapKOTHYECKHE U IICHUXOTpPOIIHBIE JIeKapCTBEHHbIE Iperaparthl crucka Il B Buzme
TPaHCAEPMATIBHBIX TEPAINIEBTUHUECKHX CHCTEM;

JIeKapCTBeHHbIE Tpernaparhl, BKJIIOYEHHBIE B IepeYeHb JIEKapCTBEHHBIX CPENCTB
JUTA MEIMIHHCKOTO MPUMEHEHHS, MOIEKAIMX [IPeIMETHO-KONMHIECTBEHHOMY YueTy’,
3a UCKJIIOYEHHMEM JIEKapCTBEHHBIX NpENaparoB, yKa3aHHBIX B a03alax MepBOM M TPETbeM
HACTOSIIEro MyHKTa, M JEKapCTBEHHBIX NIPeNapaToB, OTIIyCKaeMbIX 0e3 pelenta (nanee —
JIeKapCTBEHHBIE MIPENaparsl, MOJUIeXKAIIHe IPEIMETHO-KOTHYECTBEHHOMY YUeTY);

JIeKapCTBEHHbIE  IpemapaThl, oOjajaromiude  aHaOONIMYECKOH  aKTHBHOCTBIO
(B COOTBETCTBHM C OCHOBHBIM (DapMaKOJIOTHYECKHM JeHCTBHEM) H OTHOCAIIHECS [0
aHaTOMO-TepaNeBTUYECKO-XUMUUECKOH KiacCH(UKAIMK, peKOMEHIOBaHHONH BcemupHon

opraHusauuei 3apaBooxpaHeHus (mamee — ATX), k aHaOoOMMYECKHM CTepoUAaM
(kon Al4A) (mamee — nexkapcTBEHHblE IIpernaparhl, obOJafaroniye aHaboIuYecKon
aKTHBHOCTBIO);

JIeKapCTBEHHBIE Mpenapatsl, yka3aHHble B myHKTe 5 [lopsaka oTycka GU3HIecKHM
JUIaM JIEKapCTBEHHBIX I[IpenapaToB [JIsi MEIHMIIMHCKOIO INpPHMEHEHHs, COAepKalluX
KpOME MaJlbIX KOJIMYECTB HApPKOTHYECKHUX CpEeICTB, IICUXOTPOIHBIX BELIECTB M HX
IPEKypCcoOpoB  Apyrue (hapMakoJIOTHYeCKHe aKTHBHBIE BEILECTBA, YTBEPXKIEHHOIO
IpUKa30M MUHHUCTEPCTBA 3IpAaBOOXpPAHEHMsS U COLMAIbHOrO pa3BUTHs Poccuiickon
®eneparuu ot 17 mast 2012 . Ne 5621%;

JIeKapCTBEHHBIE IIperapaThl, M3rOTABIUBAE€Mble [0 peleNTy Ha JeKapCTBEHHBIH
mperapatr H CcoJep)<allde HapKOTHYeCKOe CpeJCTBO HIH ICHXOTPOIHOE BELIECTBO,
BHeceHHoe B crucok II ITepeyns, u npyrue ¢apMakonorayeckue aKTHBHBIE BELIECTBA B
Io3e, He MpeBBIIIAIONIed BBICHIYIO pa3oByI0 03y, M IPU YCIOBHM, 4YTO 3TOT
KOMOWHUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar He SBISETCSs HApKOTHYECKMM MU
NICUXOTPOITHBIM JIEKapCTBEHHBIM IpenapaToM crucka II.

ITo peuenrtam, BBIMHCAaHHBIM Ha peleNTypHBIX O6nankax ¢opmbl Ne 148-1/y-04 (i)
unu Gopmsel Ne 148-1/y-06 (1), OTIIyCKaAIOTCS JIeKapCTBEHHBIE NIPENapaThl, BBIMUCHIBAEMEBIE
rpakajaHaM, UMEIOIIMM I[IpaBo Ha OecIulaTHOe IOJy4eHHe JIEKapCTBEHHBIX INpenaparoB

° Mpukas MunucTepcTBa 3apaBooxpaHeHust Poccuiickoit ®epepaunn ot 22 ampens 2014 r. Ne 183u «O6 yTBepxaeHun
nepevHs NeKapCTBEHHbIX CPEACTB [UIA MEIULMHCKOTO MPUMEHEHMs, MOMIeKAUIMX MPeIMETHO-KONUYECTBEHHOMY Y4ETy»
(3aperucTpupoBaH MuHucTepcTBom tocTuuuu Poccuiickoit @enepaunu 22 mions 2014 r., peructpaunonHsit Ne 33210)
€ U3MEHEHMAMM, BHECEHHBIMM MpHKa3oM MuHMCTepCTBa 31paBooxpaHeHus Poccuiickoit denepauum ot 10 centabps 2015 r.
Ne 634n (3apeructpupoBaH MuuuctepctBom toctHumn Poccuiickoit ®eaepaunn 30 centabps 2015 r., perucTpauroHHbIH
Ne 39063).

7 MMoanyHKT 3 MyHKTa 9 MOPAIKA HA3HAYEHWS M BHINMUCHIBAHMA NIEKAPCTBEHHBIX MPENApaToB, yTBEPIAEHHOTO MPUKA3OM
Ne 1175H.

8 3apeructpuposaH MuuucTepcTBOM toctuumiu Poccuiickoit ®enepaunn | mions 2012 r., perucTpauuoHHbiii Ne 24438,
C U3MEHEHUAMH, BHECEHHbIMU NMpHKazaMW MuHHUCTEpCTBa 31paBooxpaHeHus Poccuiickoit Denepaunn ot 10 uroHa 2013 r.
Ne 369u (3apeructpupoBaH MuHuHcTepcTBOM tocTumMK Poccuiickoit ®enepauun 15 wons 2013 r., perucTpauroHHbIHi
Ne 29064), ot 21 asrycra 2014 r. Ne 465 (3aperucTpupoBaH MuHucTepcTBOM tocTHUMHM Poccuiickoit denepauunu
10 ceutsibpsa 2014 r., pernctpaunonnbiii No 34024), ot 10 centsbps 2015 r. No 634 (3apeructpupoBaH MUHHCTEPCTBOM
toctuumu Poccuiickoit @enepaunu 30 centabpa 2015 r., peructpaunonHsiii Ne 39063).
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WIA TIOJlydeHHe JIeKapCTBeHHBIX IIperapaTtoB CO CKUAKOHM (majee — JeKapCTBEHHBIE
Ipernaparsl, OTIyCKaeMble OeCIIaTHO MITA CO CKUJIKOH).

ITo peuenTaM, BBIIMCAaHHBIM Ha pELENTYpHBIX Onankax ¢opMel Ne 107-1/y,
OTIIyCKalOTCS HHBIE JIEeKapCTBEHHBIE IMIperapaThl, He yKa3aHHble B a03alax IEepBOM,
TPEThEM — IEBSITOM HACTOSIIEro ITyHKTa, 3a MCKIIFOYEHHEM JIEKapCTBEHHBIX NPENnaparos,
oTIycKkaeMbIX 6e3 pelernra.

5. Otmyck J1eKapCTBEHHBIX IIperapaToB, He yKa3aHHBIX B ITyHKT€ 4 HaCTOSIIMX
IIpaBun, B COOTBETCTBMM C HHCTPYKLHMSMH II0 HMX MEIMLUUHCKOMY IPHUMEHEHHIO
OCyILEeCTBIIsIETCS Oe3 peLenToB. '

6. OTIyck neKapCTBEHHBIX IperapaToB OCYIIECTBISETCS B TeUYeHHE YKa3aHHOIO B
pelernTe cpoka ero JeHCTBUSA NP 00palleHuH TUla K CyObeKTy PO3ZHUYHOH TOPrOBIIH.

B cnyuae oTcyTcTBUSA y CyOBeKkTa pO3HHYHOH TOPrOBIM JIEKADCTBEHHOTO
npernapara, yKa3aHHOTO B pelenTe, INpH OOpalleHHH Jula K CyOBeKTY pPO3HHYHOM
TOPrOBIH pELENT NPUHUMAaeTcs Ha OOCIy)XHBaHHE B CleqyIOLIMe CpOKH (manee —
OTCPOYEHHOE 00CTy)KHUBaHHUE):

peLenT C MOMEeTKOH «statim» (HeMeIJeHHO) OOCIy)XKHBaeTCcsi B TedeHHE OIHOro
pabodvero JHs co AHs oOpalleHus JIUla K CyOBeKTy pO3HUYHON TOPTrOBIIY;

peLent ¢ MOMETKOH «citoy (cpouHO) 06CIy)KUBaeTCs B TeUeHHEe ABYX pabouux JHeH
co AHs oOpalleHHs JHIA K CyOBEKTY pO3HUYHOM TOPrOBIIH;

pELENT Ha JIEKapCTBEHHBIN Mpenapar, BXOAALIMNA B MUHHMAJbHBIA acCOPTHMEHT
JEKapCTBEHHBIX  IperapaTtoB A  MEJUIMHCKOrO [PUMEHEeHHS, HeoOXOIUMBIX
U OKa3aHHMs MeIMIMHCKOM MOMOIM’, 06CTyXKUBAeTCH B TeYeHHe NATH pabodmx jHeit
co aHS oOpallleHHs JHLa K CyOBeKTY pO3HHYHON TOPrOBIIH;

pelenT Ha JeKapCTBEHHBIH IMpenapar, OTIyCKaeMbli OecIIaTHO MM CO CKHIKOH
M He BOMIENIIMHA B MHHUMAJIBHBI aCCOPTUMEHT JIEKapCTBEHHBIX NpernapaToB
JUIE MEIUIMHCKOTrO IPUMEHEeHHs, HEOOXOQUMBIX ISl OKa3aHUS METUIIMHCKOHM MOMOIIHM,
0o0CITy)kKMBaeTCsl B TeYEHUE NECATH pabo4yuX JHeH co AHsS oOpalleHHs JULAa K CyOBEKTy
PO3HUYHOH TOProBIH;

pelenTsl Ha JIEKapCTBEHHBIE IperapaThl, Ha3Ha4aeMble [0 PEIICHUIO BpauyeOHOM
KOMHUCCHH, OOCITY>XHBAIOTCSI B T€YEHHE ITHAALATH pabodux AHe#H co AHA oOpalieHus
JHLA K CyOBEKTYy pO3HHYHOM TOPTOBIIH.

3ampemaeTcs OTIIyCKaTh JEKapCTBEHHBIE Iperaparhl 0 peLenTaM C HUCTEKUIMM
CPOKOM MeHMCTBHS, 3a HCKIIOUEHHeM Cilydas, KOrja CpOK NeHCTBHs peLenTa HCTeK
B IIEPHOJ] HAX0XXIEHHsI €ro Ha OTCPOYEHHOM 00CITy)KHBAHHH.

Ilpu wucTeyeHMu cpoka MeHCTBHS pelenta B MEepUOJ HAXOXAEHUS €ro
Ha OTCPOYEHHOM OOCIYKHBaHHMH OTITYCK JIEKApPCTBEHHOTO Ipernapara I10 TAKOMY peLenTy
ocylIecTBseTcs 6e3 ero nepeoopmMIIeHus.

7. JlexapcTBEHHBIE MpeNapaThl OTITYCKAIOTCS B KOJMYECTBE, YKA3aHHOM B pelenTe,
3a MCKIIOYEHHEM CJly4aeB, KOIJa JJs JIeKapCTBEHHOro Iperapara YCTaHOBIIEHBI

? Pacnopsxenue Ipasurensctea Poccuiickoit ®enepaunn ot 26 nexabps 2015 r. Ne 2724-p (Cobpanue 3akoHOAATENbCTBA
Poccuiickoit ®eaepaunu, 2016, Ne 2, ct. 413).



NpEefEeNbHO JOMYCTHMOE WM PEKOMEHJOBaHHOE KOJUYECTBO [JI1  BBINHCBHIBAHHUS
Ha OJIMH perent .

Ilpr npeqbsABIEHHH pelenTa C IpPEeBHIIIEHHEM MpPeJebHO JOINyCTUMOro
UIM pPEKOMEHIOBAHHOIO KOJMYECTBa JIEKApCTBEHHOIrO IpenapaTa [ulsi BBIIHCHIBAHUS
Ha OJUH pelent ¢apMmaueBTUYeCKuil paboTHUK HHGOpMUpyeT 00 3TOM JHIO,
IpelCTaBUBIIEE PELENT, PyKOBOAHUTENSI COOTBETCTBYIOIEH MEIMIMHCKON OpraHH3alHy
U OTITyCKaeT yKa3aHHOMY JIMIy YCTaHOBJIEHHOE COOTBETCTBEHHO IpeNeNbHO NOIyCTHMOE
WM pEKOMEHOBAHHOE KOJMYECTBO JIEKapCTBEHHOIO IIpernapara /Ul BBIIHCHIBAHUA
Ha OJIWH PELEINT C IPOCTaBIeHHEM COOTBETCTBYIONIEH OTMETKH B PELEIITe.

[lpy Hamuuuu y CcyObeKTa pPO3HHYHOM TOPrOBIIH JIEKAPCTBEHHOTO IIpernapara
C JO3MPOBKOH, OT/IMYHOM OT HO3MPOBKH JIEKAPCTBEHHOrO Mpenapara, yKa3aHHOH B
pelenTe, OTIIYCK MMEIOIIEerocst IeKapCTBEHHOTO IIpenapara JA0IlyCKaeTCsl, €CIU J03UPOBKa
TaKOTro JEeKapCTBEHHOro Ipelrapara MeHbINe [O3MPOBKM, YKa3aHHOW B pelente.
B TakoMm ciydae OCYLIECTBIISIETCSI IepecdeT KOJIMYecTBAa JIEKAPCTBEHHOTO Ipernapara
C YYETOM Kypca JIeYeHHs, YKa3aHHOTO B PElleNTe.

B ciyyae ecd 03MPOBKA JEKApCTBEHHOIO IperapaTa, HMelomerocs y cyObekra
PO3HUYHOM TOPrOBIH, NMPEBBIIIAET JO3HPOBKY JIEKAPCTBEHHOTO Mpemnapara, yKa3aHHyIo B
pelenTe, peleHde 06 OTIYCKE JIEKAPCTBEHHOIO IIperaparta C TaKOH [03MPOBKOM
NPUHUMAET MeJULIMHCKHH paOOTHHK, BBITHCABIIMH PELENT.

8. OTIIyCK JIEKapCTBEHHOTO Mperapara OCYIEeCTBIIETCA B IEPBUYHON U BTOPUYHOH
(moTpe6UTENBCKOM) yMaKoBKaX, MapKUPOBKAa KOTOPHIX JOJDKHA OTBEYaTh TpeGOBaHUIM
crathu 46 MenepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpameHuu
JleKapCTBEHHBIX CPEeNCTB»'', a yNakoBKa JUIA HAPKOTHYECKHMX M IICHXOTPOIHBIX
JleKapCTBEHHBIX MpernapaToB cmucka Il — TpeGoBanmsm myHkTa 3 crathd 27
@enepansHoro 3akona ot 8 suBaps 1998 r. Ne 3-@3 «O HapKOTHYECKHX CpelCTBax
¥ ICHXOTPOIHBIX BEIIECTBAX» ~.

Hapyuenue nepBUYHOM yIIAaKOBKY JIEKapCTBEHHOTO Mperapara IpU ero OTIyCKe
3ampernaercs.

HapyueHnue BTOpU4HO#M (IIOTPeOUTENBCKOM) YIIAKOBKH JIEKapCTBEHHOTO Mpernapara
U OTIYCK JIEKapCTBEHHOIO IperapaTra B IEPBHYHOH YIAaKOBKE JOIYCKaeTCs B ciyd4ae,
ecJIM KOJMYECTBO JIEKAPCTBEHHOTO IIpernapara, yKa3saHHOe B pelleNTe MM HeOoOXOIUMOoe
JMIy, NPUOGpeTaoUIeMy JIeKapCTBEHHBIN npenapar (mpd Oe3penenTypHOM OTIyCKe),
MeHblIe KOJMYeCTBa JIEKapCTBEHHOIO I[Iperapara, COAEpXKaIlerocss BO BTOPUYHOU
(moTpebuTensCcKoi) ynakoBke. B Takom ciiydae IMpH OTILyCKe JIEKAPCTBEHHOIO Mpernapara
MLy, npuoOpeTarouieMy JieKapCTBEHHBIM IIpernapaT, NpeJoCTaBIsAeTCs WHCTPYKIHs
(xomus HHCTPYKLHMH) 10 IPUMEHEHHUIO OTILyCKAaeMOT0 JIEKapCTBEHHOTI'O Mpernapara.

1% Mpunoxenus Ne | 1 Ne 2 K NOpAAKY HAa3HAYEHHA M BbITUCHIBAHKA NEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHOMY MPHKA3OM
Ne 1175H.

" Co6panue 3akoHoaatenscTa Poccuiickoit @enepaunn, 2010, Ne 16, cT. 1815; Ne 42, ct. 5293; 2014, Ne 52, cT. 7540.

12 Cobpanue 3akoHonarensctsa Poccuitckoit ®enepaunu, 1998, Ne 2, ct. 219; 2012, Ne 53, ct. 7630; 2013, Ne 48, cT. 6165;
2015, Ne 1, cT. 54.
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9.1lpu OTMyCKe JIEKApCTBEHHBIX IIPENapaToB IO peuenty (apMaleBTHYECKUH
pabOTHHUK MPOCTaBIAET OTMETKY Ha pelente o0 OTIyCKe JEKapCTBEHHOIO Ipernapara
C yKa3aHHUEeM:

HAaHUMEHOBaHHUs  aNTe4YHOW  opraHu3auMd  (paMuiIMM, HMEHH,  OTYecTBa
(Tpy HATTMYKMK) MHAXBUIYATBHOTO IPEANPUHUMATEIIS);

TOProBOr0O  HAWMEHOBaHWs,  JO3HUPOBKM M KOJHYECTBA  OTIIYLIEHHOTO
JIeKapCTBEHHOTO IIpernapara;

dbamuny, UIMEHH, oTdecTBa (IPH HAIWYUH) MEIHLMHCKOro pabOTHHKA B CIly4YasX,
yKa3aHHBIX B a03alle 4eTBEpTOM IIyHKTa 7 U ab3ame TperbeM IMyHkTa 10 HacToAmMUX
IIpaBwu; :

PEKBH3UTOB [OKYMEHTa, YHIOCTOBEPSIOLIEr0 JIMYHOCTh JIMIA, IIOJy4YHBILETO
JNleKapCTBEHHBIH Tpenapar, B cIydae, ykasaHHoM B myHkTe 20 HacTosimux [IpaBui;

¢dbamunuy, WMeHH, OTdYecTBa (NpPM HAIWYWKM) (apMaleBTUYECKOT0 pabOTHHKA,
OTIYCTUBIIEro JIeKapCTBEHHBIN IIpenapar, ¥ ero MoAIUCH;

JaTbl OTITyCKa JIEKapCTBEHHOTO Mperapara.

10.ITpu oTHycke JE€KapCTBEHHBIX [penapaToB I10 peLenTy, BBITHCAaHHOMY
Ha peuentypHoM Onanke ¢opmer Ne 107-1/y, cpox HOeHCTBHS KOTOPOrO COCTaBISAET
onuH rox'”’, B B KOTOPOM yKa3aHbl NEPHOABI M KOJTHYECTBO OTITYCKA JEKAPCTBEHHOTO
npermapata (B KaXIbIH II€PHOJ), pELENT BO3BpallaeTcs JIUIYy, IpHOOpeTaromeMy
JIeKapCTBEHHBIN Ipernapar, ¢ OTMETKO#H, cofep)kalieil CBeleHns], yKa3aHHble B MyHKTe 9
Hactosiux [IpaBun.

[Ipu ouepenHoM oOpallleHMH JNUIA K CyOBEKTY PO3HMYHOM TOPIOBIHM C HaHHBIM
PELEeNTOM YYHUTBHIBAIOTCS OTMETKH O MpebIAyIieM OTIIyCKe JIEKapCTBEHHOIo Ipenapara
M0 TaKOMYy pELeNnTy U B Cllydae NpUOOpEeTeHHs JIMIOM KOIUYeCTBa JIEKapCTBEHHOIO
npernapaTa, COOTBETCTBYIOIIEr0 MaKCHMaIbHOMY KOJTHYECTBY, YKa3aHHOMY MEIHLUHCKUM
pabOTHUKOM B peLeNTe, a TaKkkKe [0 MCTeYeHWH CpoKa HeiCTBHs pelenTa, Ha peLenTe
IpPOCTABISETCs IITaMI «JleKkapCTBEHHBIH IpenapaT OTIYLIEH» U pelenT BO3BpallaeTrcs
JTHLLY.

EnuHOBpeMeHHBIH OTIIyCK JIEKApCTBEHHOIO IIperapara M0 PelenTy, BBIIUCAHHOMY
Ha penentypHoM Gnanke opmer Ne 107-1/y, cpok IeHCTBUS KOTOPOTO COCTaBIISET OJUH
roz'3, u B KOTOPOM yKa3aHBbI IIEPUOJBI U KOJIMYECTBO OTIIYCKa JIEKapCTBEHHOTO Mpernapara
(B KaxIplli IEpHOZ), MHOIyCKAaeTCs TONBKO II0 COMVIACOBAHUIO C METHUUHCKUM
PabOTHUKOM, BBIIMCABIIUM PELIEIT.

11.Tlpu oTmycke J€KapCTBEHHBIX [IperapaTtoB [0 peLEeNTy, BBINHCAaHHOMY
Ha penentypHom Onanke Qopmbl No 148-1/y-04 () wiu dopmer Ne 148-1/y-06 (i),
3all0JIHEHHBIH KOPEWIOK TaKoro pelenTta nepenaercss (apManeBTHYeCKHM pPabOTHUKOM
Ty, TpHobpeTaromeMy (IOoNy4arolieMy) JIeKapCTBEHHBIE [IPENapaThl.

13
[punoxenre Ne 2 K MOpAAKY Ha3HAYEHUs M BLIMHCHIBAHWS NEKAPCTBEHHBIX NpPENapaToB, yTBEPXKAEHHOMY NPUKA30M
Ne 1175H.



7

12. Ilpu oTIycKe HapKOTHYECKOTO M ICHXOTPOITHOTO JIEKapCTBEHHOIO IMpernapara
crucka II Ha peuente o0 OTIycKe JEKapCTBEHHOIO Iperapara MPOCTAaBIAETCsA MedaTh
anTeKd WJIM alTe4YHOro IIyHKTa, B KOTOPOM YKa3aHO HX IIOJIHO€ HaNMEHOBaHHE
(TIp¥ HATUYHH [TeYaTH).

13. I1pu OTILyCKe KMMYHOOHOJIOIHYECKOTr0 JIEKapCTBEHHOrO Mpernapara Ha peLente
WM KOpeIIKe pelenTa, KOTOPhIA OCTAaeTcs y JIMLA, NpHOGpeTaromero (Ioyyarolero)
JIeKapCTBEHHBIN Tpernapar, yKasblBaeTcs TOYHOE BpeMs (B YacaXx M MMHYTax) OTIyCKa
JIEKapCTBEHHOTO IIpernapara.

OTmyck HMMMYHOOHOJIOIMYECKOTO JIEKAPCTBEHHOIO IIpenapara OCYyIIeCTBIAeTCA
nuLy, npuobperaronieMy (MOTy4aroIleMy) JeKapCTBEHHbIM IMpenapar, NpHU HalH4ud Y
HEro CIeNMATbHOr0 TEPMOKOHTEMHEpa, B KOTODBIA I[IOMEINAeTCs JeKapCTBEHHBIH
npenapar, C pa3bsCHEHHeM HEeOOXOOMMOCTH JOCTaBKM [AaHHOIO JIEKapCTBEHHOIO
npernapara B MEJULMHCKYIO OPraHM3al[MI0 IpPU YCIOBUM XpaHEHHs B CIIELHAIBHOM
TEPMOKOHTEHHEpe B CPOK, He [IPEBBIIIAOLIHI 48 4acOB MOCTIe ero NpHOOPETEHHS.

14. OcraroTcs U XpaHATcs y CyOheKTa pO3HUYHOM TOPTOBIX PeLenThl (C OTMETKOH
«JlekapCTBEHHBIH IIpenapar OTIYIIEH») Ha:

HApPKOTHYECKHE M [ICHXOTPONHBIE JIEKapCTBEHHble mperapartbl cnucka II
IICHXOTPOIIHBIE JIEKapCTBEHHBIE Npenaparsl crucka Il — B TeueHue sty JeT;

JleKapCTBEHHBIE IpenapaThbl, OTIyCKaemble OECIUIATHO MJIM CO CKHAKOH, —
B T€YEHHUE TpeX JIET;

KOMOMHHUpPOBAaHHBIE JIeKapCTBEHHBIE IIpernapaThl, COJAepXKalue HapKOTHYEeCKHe
CpelCTBa MIIM TICHXOTpONHbIe BeiecTBa, BHeceHHble B crucku II u III ITlepeuns,
M3rOTOBNEHHbIE B aNTeYHOH OpraHW3allMH, JeKapCTBeHHBIE IpenapaThl, o0jajaroliue
aHa0O0IMYECKOW AaKTHBHOCTBIO, JIEKAPCTBEHHBIE IIpENapaThl, IOIeXalie MpeIMETHO-
KOJIMYECTBEHHOMY Y4eTy, — B T€4€HHUE TPEX JIET;

JNleKapCTBEHHbIE TIpenapathl B )KUAKOM JeKapcTBeHHON (opMe, coaepxkaiuue Gonee
15% ostunoBoro cmupra OT oOBEeMa TOTOBOH MPOMYKIMH, HHBIE JIEKapCTBEHHBIE
npemnapatsl, oTHocsmuecs no ATX k aHTuncuxotudeckuM cpenctBam (kox NOSA),
aHkcHonutukaMm (kox NOSB), cHOTBOpHBIM M cemaTuBHBIM cpeiactBam (koa NO5C),
antupenpeccanTaM (kox NO6A) u He mojiexamue NpeIMETHO-KOJTHIECTBEHHOMY YUETY,
— B TeUYEHHE TPeX MeCsALEB.

15. Peuentsl, He ykazaHHble B IyHKTe 14 Hactosmux IIpaBui, oTMmedaroTcs
wramrnoM «JlekapCTBEeHHBIH Ipernapar OTIYIIEH» U BO3BPAILalOTCs JIKILY, [10Jy4UBIIEMY
JieKapCTBEHHBIN Mpenapar.

PeuenTsl, BBIMTHCAHHBIE C HAPYIIEHHEM YCTaHOBIEHHBIX npaBun' !, perucTpUpyoTes
B XypHaJle, B KOTOPOM YKa3bIBAIOTCs BBISIBJIEHHBIE HApyIIEHHs B 0OPMJIEHHH pELeNTa,
bamunus, UMs, OT4eCTBO (NPH HAIHYHM) METHIHMHCKOIrO pabOTHHKA, BBIIKCABIIEro
pelentT, HauMEHOBaHHWE MEIULHUHCKONW OpraHM3alliM, IPHHATHIE MEpbI, OTMEYaroTCs

" Mpukas Ne 11751 u npukas Ne S4H.
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wramroM «Pelent HeJeHCTBUTENEH» U BO3BpAILAKOTCS JIMILY, PEACTaBUBIIEMY PELCIT.
O ¢dakTax HapylIeHHs MpaBuil OQOPMIICHHS pELEnToB CyOBEKT PO3HUYHOM TOProBIIH
MH(POPMHpYET PYKOBOAMTENS COOTBETCTBYIOIIEH MeAMIMHCKON OpraHN3alluH.

16.TIpu OTIycKe JeKapcTBEHHOro Iperapata (apmaueBTHYeCKUH pabOTHUK
uHbOpMHEpYeT JHUO, NpHoGperatomlee (TOTydaromee) JeKapCTBEHHBIH Ipenapar,
0 peXuMe M [03aX €ro INpHeMa, NpaBHIaX XpaHEHHS B NOMAIIHHX yCIOBHAX,
0 B3aUMO/IEHCTBHH C JPYTHMHU JIEKAPCTBEHHBIMHU NperapaTaMu.

17.TIpu oOTmycKe JIEeKapCTBEHHOIO IIpernapara dapmaneBTHUeCKHi pabOTHUK
He BIpaBe MPEeJOCTAB/IATh HEJOCTOBEPHYIO U (HIJIH) HEMONHYIO UHGOPMALIUIO O HATUYUH
JIeKapCTBEHHBIX [pernapaTos, BKJTFOYast JIeKapCTBEHHBIE npenaparsl,
UMeIOIHE OIMHAKOBOE MEXIyHApOIHOE HellaTeHTOBaHHOE HaUMEHOBaHME, B TOM HHCIIC
CKpBIBAaTh HHGOPMALHMIO O HATMYHH JIEKAPCTBEHHBIX MPENaparoB, HMEIOMHUX 6onee
HU3KYIO LIeHy .

18. 3anpemaercsi  OTHYCK  (anbcHQUINPOBAHHBIX, He100pOoKadeCTBEHHBIX
¥ KOHTpa(aKTHBIX JIEKAPCTBEHHBIX Hpel’lapaTOB16.

I1. TpeGoBauus K OTITyCKy HAPKOTHYECKHMX U MCUXOTPOMHBIX
JIeKapCTBEHHbIX NIPEapaToB, JEKapCTBEHHBIX NPENapaTos,
061aKaroImx aHab0IMYecKoi aKTHBHOCTBIO, MHBIX JIEKapCTBEHHBIX MIPEIapaTos,
[OUIEXAIIMX [IPEIMETHO-KOIUIECTBEHHOMY y9eTy

19. OTIyck HApKOTHYECKMX M ICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPEapaTos,
JIEKapCTBEHHBIX [Ipernaparos, obaaronux aHabOoINYECKOH AKTHBHOCTEIO,
JIeKapCTBEHHBIX ~ IIperapaToB, MOMJIEXAIMX NPEIMETHO-KOIMIECTBEHHOMY  yHeTy,
ocymecTBIseTcs (papMaueBTHYECKMMHM PabOTHHKAaMM, 3aHMMAIOIIMMH  JIOJDKHOCTH,
BKJTIOYEHHbIE B [epedyeHb IODKHOCTeH (apMalleBTHIECKHX M MeMUHMHCKHX PabOTHHKOB
B OpraHHM3alUsX, KOTOPHIM TpEJOCTaBIeHO IpaBO  OTMYCKa  HAPKOTHYECKMX
JIeKapCTBEHHBIX [IPENapaToB U NCUXOTPOITHBIX JEKAPCTBEHHBIX MPENapaToB ¢bu3nYecKUM
NMI@AM, YTBEpPXIEHHBIH MpHKa3oM MuHHCTEpCTBA 31PaBOOXpaHCHHUA Poccuiickoi
®deneparmu ot 7 centsiops 2016 r. No 6811 (3aperucTpupoBan MHUHHCTEPCTBOM FOCTHLIMU
Poccuitckoii ®enepanuu 21 centsops 2016 r., perucTpauroHHbIH N 43748).

20. HapkoTuyeckie M TICHXOTPONHbIE JIEKapCTBEHHBbIE Ipenaparhl CIIMCKa II,
32 WCKJIIOYEHMeM  JIEKapCTBEHHBIX  IpernapatoB B BUAE  TpaHCACPMABHBIX
TepameBTHYECKMX  CHCTeM,  OTIYCKalOTCS ~ NPH  MNpPEABSBICHMHM  NOKyMEHTa,
YAOCTOBEPSIONIETO JIMYHOCTh, JIMIY, YKa3aHHOMY B pELENTe, ero 3aKOHHOMY

5 Craten 74 ®enmepanseoro 3akoxa or 21 Hoabps 2011 r. Ne 323-®3 «O6 ocHOBaX OXpaHbl 310pOBbA IpaxKaaH
B Poccuiickoit ®enepaunu» (Cobpanue 3akoHomaTensctsa Poccuiickoii denepauny, 2011, Ne 48, ct. 6724; 2013, Ne 48,
cT. 6165).

16 Cratbs 57 denepanbHoro 3akowa ot 12 anpesnst 2010 r. Ne 61-®3 «O6 o6palueHny N€KapCTBEHHbIX CPEACTB.
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NpeacTaBUTEIO HiIu  Jyuay, HMErIeEMy O(I)OpMJ'ICHHyIO B COOTBETCTBHU C

3aKOHOAATeNbCTBOM Poccuiickoit Demepaniuu NOBEPEHHOCTh Ha IIPaBO IOTy4EHHs TaKHX
HAPKOTHYECKUX U TICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB.

21. HapkoTuueckde M IICHXOTpPOIIHbIE JIEKAPCTBEHHBIE IIpenaparhl CITHCKa II
(32 MCKJIIOYEHHWEM  JIeKapCTBEHHBIX  IIPEmapaToB B BHAE  TPAHCAEPMAlbHBIX
TepaneBTUYECKMX CHCTeM), [peJHa3HAaueHHble U TPaXAaH, HMEIOIMX TpaBo
Ha OecraTHoe IMoJlydeHHe JIeKapCTBEHHBIX IPENnapaToB WM MOJy4YeHHE JIeKapCTBEHHBIX
TpenapaToB €O CKHIKOMH, OTITyCKAlOTCsSl IIPH TPENBSBIECHUH PELENTa, BBIIMCAHHOIO Ha
peuentypHoMm Granke dopmel Ne 107/y-HII, u peuenta, BEIIMCAHHOTO Ha PELENTYpPHOM
6nanke popmer Ne 148-1/y-04 () wnux dopmbr Ne 148-1/y-06 (i1).

JlekapCTBEHHbIE Nperaparhl, ykasaHHbIE B ab3alax TPeTbeM — BOCBMOM IyHKTa 4
Hactosmux [lpaBui, npefHa3HauyeHHbIE IS TPKIaH, MMEIOIIMX MPaBO Ha MOJy9eHHE
JNIeKAapCTBEHHBIX MPENapaToB, OTILYCKaeMbIX OECILIaTHO WM CO CKMIKOH, OTITYCKAIOTCs
Opd TpeqbABIEHHM pELeNTa, BBIMCAHHOIO Ha pelenTypHOM 6nanke  (GOPMEI
No 148-1/y-88, u pelenTa, BHIIMCAHHOTO Ha pellenTypHOM GraHke GOopMbI Ne 148-1/y-04
(1) unu popmser Ne 148-1/y-06 ().

22. Tlocne oTImycKa HapKOTHYECKHX M INCHUXOTPOIHBIX JIEKapCTBEHHBIX MpernapaToB
cniucka II, B TOM 4wmcie B BHIE TpPaHCAEPMAIBHBIX TEpaneBTHUECKUX CHCTEM,
ICHXOTPOMHBIX  JIEKApCTBEHHBIX Iperapato cnucka III - iy, nOdydMBIIEMY
JleKapCTBEHHBIH TIperiapaT, BbIIAETCS CHTHATYpA C JKENTOH MOJIOCOH B BepXHEeH 4acTH
¥ HAJIMMCHIO YepHBIM wpuToM Ha Heil «CHrHaTypay», B KOTOPOH yKa3bIBatOTCS:

HAaHMEHOBAaHHUE M a[peC MECTOHAX0XKAEHHUS AlTEKH MK allTeYHOT0 IIyHKTa;

HOMEp | JaTa BBINMCAHHOIO PEIeNTa;

damunus, uMs, OTYecTBO (MpM HAIMYMHK) JHMIQ, I KOTOPOTO MNpeaHasHAYCH
JIeKapCTBEHHBIN Mpenapar, ero Bo3pacT;

HOMEp MEIMIMHCKOH KapThl NAlMeHTa, IOJNyYalomero MEAMUMHCKYIO MOMOILb
B aMOYJIaTOPHBIX YCIOBHUSX, U1 KOTOPOTO IIpeHa3HaYeH JIeKapCTBEHHBIH Ipenapar;

daMunus, UMsl, OTYECTBO (P HATUYUM) MEIHLHHCKOTO pabOoTHUKA, BBINKCABLIETO
pelenT, ero KOHTAaKTHbIi Te1eoH TG0 TenedoH MEIUIMHCKOH OpraHU3alim;

cojiep)XaHue pelenTa Ha JaTHHCKOM SI3BIKE;

bamunus, WMs, OT4ecTBO (IpH HAIWYMH) M TOJINUCH (bapmaleBTHUECKOr0
pabOTHHKA, OTITyCTUBIIETO IeKapCTBEHHBI Ipenapart;

JaTa OTIycKa JIEKapCTBEHHOTO Iperapara.

L B OTHOLIEHMM JNHL@, YKa3aHHOro B 4acTW 2 cTatbd 20 DejepanbHOro 3akoHa OT 21 wHos6ps 2011 r. Ne 323-®3

«O6 OCHOBax OXpaHbl 310pOBbs rpakman B Poccuiickoit Denepauun» (Cobpanue 3akOHOHATENbCTBA POCCHIACKOMH
Denepaunn, 2011, Ne 48, ct. 6724; 2012, Ne 26, cT. 3442, 3446; 2013, Ne 27, cT. 3459, 3477; Ne 30, cT. 4038; Ne 39, cT. 4883;
Ne 48, cr. 6165; Ne 52, c1. 6951; 2014, Ne 23, cT. 2930; Ne 30, cr. 4106, 4206, 4244, 4247, 4257; Ne 43, ct. 5798; Ne 49,
cT. 6927, 6928; 2015, Ne 1, ct. 72, 85; Ne 10, ct. 1403, 1425; Ne 14, c1. 2018; Ne 27, cT. 3951; Ne 29, cT. 4339, 4356, 4359,
4397; Ne 51, cT. 7245;2016, Ne 1, cT. 9, 28; Ne 15, cT. 2055; Ne 18, cT. 2488; Ne 27, cT. 4219).
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23. Otmyck O3THIOBOrO CIHpTAa IMPOU3BOAUTCA IO peUenTy ¢ Yy4eToM
YCTAQHOBJIEHHBIX TpeOOBaHMM K 00BEMy Tapbl, YMAaKOBKE U  KOMIUIEKTHOCTH
JIeKapCTBEHHBIX npenaparoals.

JlexapcTBeHHbIE Ipenaparhl, COAEPXAILIMe OTUJIOBBIA CIHMPT, B TOM YHCIE
U3rOTOBJIEHHBIE 110 PELENTy CyOBEeKTOM PO3HUYHOW TOPrOBIIH, UMEIOIIUM JIMLEH3UIO HA
(hapmareBTHYECKYIO AesITeIEHOCTE C IPaBOM H3TOTOBJIEHHS JIEKAPCTBEHHBIX MPENapaTosB,
OTIIYCKAIOTCS. C YYETOM YCTAaHOBJIEHHBIX TpeOOBaHUN K 00BEMy Tapbl, YIIaKOBKE H
KOMIUIEKTHOCTH JIEKapCTBEHHBIX npenaparoslg.

24.3anpeniaercs pasfeNbHBIH  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOIAIIMX
B COCTaB JIEKApCTBEHHOTO IIperapaTta, H3rOTaBIWBaeMOro CyOBEKTOM pO3HHYHOM
TOPTOBITH.

25. 3anpemiaeTcss OTIYCK CyOBEKTOM pO3HHYHOM TOPrOBIH JIEKAPCTBEHHBIX
MpenapaToB, YKa3aHHBIX B IyHKTe 4 HacTosmmx [IpaBuwi, Mo peuenTaM BETEPHHAPHBIX
OpraHu3aLMH.

III. TpeGoBaHusI K OTITYCKY JIeKapCTBEHHBIX IIpenapaToB
o TpeGoBaHUAM-HAKIAAHBIM MEIUIIMHCKUX OpTaHU3alUH,
HUHAUBUAYaJBHBIX NpeANpUHUMATENEH, UMEIOIIHUX JIMLIEH3UIO
Ha MeIMLUHCKYIO 1eATEeIbHOCTh

26. TpeGoBaHue-HAKIAqHAS HA OTIIYCK JIEKAPCTBEHHBIX NpPENapaToB 0(QopMIISeTCs
B COOTBETCTBHM C VIHCTpyKLHMeH O NMOpsIKe BBIIHCBIBAHHS JI€KapCTBEHHBIX IPENapaToB
U odopMIeHHs pelLenToB U TpeOOBaHUI-HAKIAAHBIX, YTBEP)XKIEHHOH IPHKAa30M
MuHHCTEpCTBA 30paBOOXpaHEHHs M COLManbHOro pasButus Poccuiickoi ®enepauuu
ot 12 ¢espans 2007 r. Ne 110 «O nopsake Ha3HaYSHUs U BBITHUCBHIBAHUS JIEKAPCTBEHHBIX
IpernaparoB, U3AETUH MEIUIMHCKOrOo Ha3HA4YeHHS M CIEIHaTM3MPOBAHHBIX MPOIYKTOB
e4e0HOr0 MUTaHWs» (3aperdCTpUpoBaH MUHHCTEPCTBOM IOCTHUIMM  Poccuiickoi
®epnepanuu 27 anpenst 2007 r., peructparoHHbIH Ne 9364)19.

JlomyckaeTcss OTIYCK JIeKapCTBEHHBIX IIPENapaToB IO TpeOOBaHUAM-HAKIaoHBIM
MEIUUMHCKUX OpraHM3aldil M HHAMBUAYANBHBIX IpeANpUHUMATENEH, HMMEOIINX

" Yacts 4.1 crathu 45 MenepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpallieHun NEKapCTBEHHbIX CPEACTB»
(Cobpanue 3akoHonatenbcTsa Poccuiickoint ®enepaunn, 2010, Ne 16, ct. 1815; 2014, Ne 52, c1. 7540; 2015, Ne 51, cT. 7245),
nocraHoBnexue [MpasurenscrTsa Poccuiickoit Penepaunu ot 23 utons 2016 r. Ne 716 «O nopsaake pOpMUPOBAHHS NEpEUHS
JIeKapCTBEHHBIX MPENapaToB MIA MEAWLUWHCKOrO NMPUMEHEHWs, B OTHOLIEHHM KOTODBIX YCTAaHaBNMBAOTCA TPeGOBAHMA K
0o0beMy Tapbl, YNakOBKE M KOMIUIEKTHOCTH, MEpEYHs NeKapCTBEHHbIX NPEMNapaToB A BETEPUHADHOrO MPUMEHEHHS, B
OTHOIUEHHH KOTOPBIX YCTAaHABNMBAIOTCA TpeGOBaHMA K OGbeMy Tapbl, M ONpejeneHHs Takux Tpebosanui» (Cobpanue
3akoHonarensctea Poccuiickoi denepaunn, 2016, Ne 31, cr. 5030).

' C u3MeHeHUAMHU, BHECEHHBIMH NPUKa3aMH MHHHCTEDCTBA 31PaBOOXPAHEHHS W COLMANLHOMO Da3BHTHA Poccuiickoi
Denepaunu ot 27 asrycta 2007 r. Ne 560 (3apeructpuposas MuHHcTepCTBOM 0cTHLMK Poccuiickoi @enepaunu 14 centabps
2007 r., peructpaunonHubiii Ne 10133), ot 25 centabps 2009 r. Ne 794u (3aperucTpupoBaH MHHHCTEPCTBOM KOCTHUMH
Poccuiickoii ®enepaunu 25 Hoabpsa 2009 r., peructpauronHsiit Ne 15317), ot 20 siuBaps 2011 r. Ne 13H (3apeructpuposan
Munuctepctsom toctuuuu Poccuiickoit ®enepaumu 15 mapra 2011 r., peructpaumounsiii Ne 20103), npukasamu
MunuctepcTsa 3apaBooxpanenus Poccuiickoit ®enepaunu ot 1 asrycra 2012 r. Ne S4H (3apernctpupoBaH MHUHHUCTEPCTBOM
toctuumun Poccuiickoit @enepauun 15 asrycra 2012 r., peructpaunontsii Ne 25190), ot 26 despans 2013 r. Ne 94n
(3aperncTpuposat MunucTepcTBoM rocTuLMK Poccuiickoit ®enepaunn 25 wrons 2013 r., peructpauroHHbiii Ne 28881).
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JIMLEH3HIO HA MEIMIMHCKYIO [eATeIbHOCTh, O(QOPMIIEHHBIM B 3JIEKTPOHHOM BHUJE, €CIH
ME/UIMHCKAsS OpTraHHU3alMsA, UHAUBHLYATbHBIH TIpeIPHHUMATENb, HMEIOMUH JULEH3NIO
Ha MENUIMHCKYIO JeATelIbHOCTh, M CYOBEKT pO3HMYHOM TOPrOBIH  SBIAIOTCA
COOTBETCTBEHHO Y4aCTHHKAMH CHCTEMBI HHQOPMALMOHHOTO B3aUMOIEHCTBHS 10 0OMEHY
CBE/ICHUSIMH.

27. OTHycK HApKOTHYEeCKHX M IICHMXOTPOIHBIX JIEKapPCTBEHHBIX —[PErapaTtoB
crucka I, ICHXOTPONHBIX JIeKapCTBEHHBIX NpenapaToB cnucka III, HHBIX IeKapCTBEHHBIX
Npenaparos, MOMJIEKAUHKX IPEIMETHO-KOJIMYECTBEHHOMY —Y4YeTy, B TOM dHCIe
OTIycKaeMpIX 6€3 peLenTa, OCYIECTBIAETCS 10 OTAENbHBIM TPeOOBAHUAM-HAKIIAIHBIM.

28. 3ampernaercss OTIYCK HApKOTHYECKHX M [CHXOTPONHBIX JIEKApPCTBEHHBIX
npenapatos crucka I, B ToM uucie B BUJle TPaHCAEPMAalbHBIX TePaNeBTUYECKHX CHCTEM,
TICHXOTPOIHBIX JIEKapCTBEHHBIX mpernapaTos crnucka III mo TpeOOBaHUAM-HaK/IaIHBIM
MHIMBUAYATGHOTO —MpEINPHHUMATENs, MMEIONEro JIMUEH3MIO Ha  MEIUIHHCKYIO
JeATeTbHOCTH .

29.TIpi OTMycKe JEKAPCTBEHHBIX IIpemapatoB (apMaleBTHIeCKUuH pabOTHHUK
mpoBepseT  Haasexauee OQopMIeHHe  TpeGOBaHMS-HAKIANHOW M IPOCTAaBIAET
Ha Heil OTMETKY O KOJIMYeCTBe U CTOMMOCTH OTILYLUEHHbIX JIEKapCTBEHHBIX [IPEMapaToB.

30. Bce Tpe6oBaHus-HAKIa[HBlE, IO KOTOPBHIM OTIYIIEHBI JIEKapCTBEHHBIE
IperapaThl, MO/JIEXaT OCTaBICHHIO U XPAHEHUIO y CyOBeKTa pO3HHYHOH TOProBIIA:

Ha HApKOTMYECKHe K IICHXOTPOIHbIE JIeKapCTBEHHBIE MpENapaTsl CIHCKA 1I,
[ICHXOTPOMHBIE JIeKapCTBeHHBIe Npenapatsl criucka III (B OTHOIEHUH anTek ¥ anTedHbIX
[IyHKTOB) — B TEYEHHE IIATH JIET;

Ha JIeKapCTBEHHbIE IIperapaThl, TOMIEeXalHe MPeIMETHO-KOIUICCTBCHHOMY
y4eTy, — B TEYEHHE TPEX JIET;

Ha MHBIE JIeKapCTBeHHbIe TIpenapaThl — B Te4eHHEe 0HOr0 ToAa.

31. HapynuieHue nepBUYHOM YTAaKOBKH.JIEKApCTBEHHOTO NPenapara IpH ero OTIyCcKe
110 TpeGOoBaHHMIO-HAKIAAHOH NOMyCKaeTcs CyOBEeKTOM PO3HHUYHOH TOPrOBIIH, UMEIOIUM
JMLEH3WI0 Ha  (ApMaleBTHYeCKyl  JESTENbHOCTh C  TPaBOM  H3TOTOBJICHHUA
JNIeKAapCTBEHHBIX IIpernapaTtoB. B TakoM cilydae OTIYCK JIEKapCTBEHHOTO Mperapara
OCYyIIeCTBSIETCS B  YNakoBKe, OQOPMIICHHOH B  YCTaHOBJICHHOM nopsitke”’,
C TpeNOCTABIEHHEM MHCTPYKIMH (KOIHMH MHCTPYKIHH) MO MPUMEHEHHIO OTIyCKaeMOro
JIEeKapCTBEHHOTO Mpernapara.

2 Mywkt 4 cTathy 31 MenepanbHOro 3akoHa ot 8 AHBaps 1998 r. Ne 3-®3 «O HapKOTHYECKMX CPElCTBAX W MCHXOTPOTHBIX
sewecTax» (CobpaHue 3aKoHOaTeNbCTBA PoccuiiCcKOM Depepaunn, 1998, Ne 2, ct. 219; 2003, Ne 27, cr. 2700; 2013, Ne 48,
cT. 6165;2015, Ne 1, cT. 54).

2! Mpukas Munsapasa Poccuu oT 26 okTAGps 2015 r. No 7510 «O6 yTBepKAECHWH MpaBUI M3TOTOBJEHHA W OTMYyCKa
NeKapCTBEHHBIX ~MpenaparoB [Nf MEAMUMHCKOTO  NPUMEHEHWT  anTedHbIMH OpraHW3auMAMM, HHAWBHIYANbHbIMH
NPEeaNpPUHMMATENSAMH, MMEIOIIMMH JIMLEH3HIO Ha (apMaUEBTHHECKYO NCATENBHOCTL> (3aperucTpupoBaH MHUHHCTEPCTBOM
tocTrunu Poccuiickoii denepauuu 21 anpens 2016 r., pernCTPaLHOHHBIH Ne 41897).
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