MUHUCTEPCTBO 3JPABOOXPAHEHHUSA
POCCUUCKOMN DEJIEPAIIUH
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MHHAMCTEPCTBO OCTHLMH POCCHACKON OEEPALMH

3APETHCTPHPOBAHO
PerucrpauuonHsii No QX / ﬁ

or (5" 20 /.
U0 yTBEp/KACHHH
ﬂpaBHJI OTHyCKa J'leKapCTBeHHle Hpel'lapaTOB AJ MEAHNHHUHCKOI'O le/lMeHeHl/lﬂ,
B TOM YHC(CJIC HMMyH06HOHOFH‘leCKﬂX J'leKapCTBeHHBIX npenapaTOB,
aANnTedYHbBIMH opraﬂnsammMn, HH}.IPIBHIIyaJ]beIMH npennpnﬂumaTeJmMn,
HMCECIOIMHNMH JJHIICH3HIO HA q)apMalleBTﬂ‘ICCKym ACATCJIBbHOCTD

B coorBercTBUM co craTeedl 55 ®enepanpHOro 3akoHa oT 12 ampens 2010 r.
Ne 61-03 «O6 obpamenun sexapcTBeHHBIX cpeacTtB» (CobpaHue 3aKOHONATENHLCTBA
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, No 27, ct. 4238), nynkroM 3 cratbu 12
®enepanbHoro 3akoHa oT 17 ceHtsabps 1998 r. Ne 157-®3 «O6 uMMyHONpOhHIaKTHKE
nHexkuuoHHbIx OonesHeit» (Cobpanue 3akoHonatenscTBa Poccuiickoit ®Pepepanmy,
1998, Ne 38, ct. 4736; 2009, Ne 1, ct. 21; 2013, Ne 48, ct. 6165) u noanmynkramu 5.2.169,
5.2.183 Ilomoxenuss o MuHucTepcTBe 3apaBooxpaHeHusi Poccuiickoit ®Denepauuu,
yTIBepKIAeHHOro nocraHosjaeHueM IIpasurensctBa Poccutickoii @enepaunu ot 19 nrons
2012 r. Ne 608 (Cobpanue 3akoHomarenbctBa 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, No 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, cr. 4969;
2015, Ne 2, ct. 491; Ne 12, c1. 1763; Ne 23, ct. 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),
ONpHKa3blBalo:

1. YTBepauThs npaBwia OTIyCKa JIEKAPCTBEHHBIX MpenaparoB i MEIULHUHCKOrO
IPUMEHEHUs, B TOM 4HCI€ HMMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IIPernaparos,
anTeYHBIMH OpraHU3aLUsAMHU, WHIWBHUAYyAJIbHBIMHA I[PEANPUHUMATENSIMA, HMEIOIUMH
JIMLIEH3UIO Ha (hapMalleBTUYECKYIO AESTENbHOCTh, COTIIACHO MPUII0KEHHIO.



2. ITpu3HaTh yTpaTUBIIUMH CHITY:

npvKka3 MUHUCTEpCTBA 34pPaBOOXPAHEHUS M COILHAIBHOTO pasBuUTHUSA Poccuiickoii
Qenepanu ot 14 mexabps 2005 r. Ne 785 «O Ilopsiake oTmycka JIeKapCTBEHHBIX
CPeACTB» (3aperucTpupoBaH MHUHHCTEPCTBOM toctunuu  Poccuiickoit  Penepaiun
16 sauBaps 2006 r., peructpaunonnsiit Ne 7353);

nprka3 MuHKCTepCTBa 3IpaBOOXPAaHEHHS W COLHMAIBHOIrO pa3BuThsi Poccuiickoi
Qepepanu o1 24 ampens 2006 1. Ne 302 «O BHeCeHHH H3MEHEHHH B IIpUKa3
MuHuCTEpCTBA 34paBOOXpaHEHUS M COIMAJILHOrO pasBuTHs Poccuiickoit Penepanyu
ot 14 nexabps 2005 r. Ne 785» (3apeructprpoBan MUHHCTEPCTBOM IOCTHIMH Poccuiickoi
Qenepanuu 16 mast 2006 r., peructpaunoHubiii Ne 7842);

nprka3 MUHUCTEPCTBA 3APaBOOXPaHEHUS W COLMAIBHOTO pa3BUTHS Poccuiickoit
®enepanyu ot 12 pespans 2007 r. Ne 109 «O BHecennu usmeneHuii B [Topsamok oTmycka
JEKapCTBEHHBIX CPENCTB, YTBEP)KIACHHBIM IMpUKa3oM MHHHCTEPCTBA 3IpaBOOXpaHCHHS
U comnuanbHOro passutus Poccuiickoit ®@enepanuu ot 14 mekabps 2005 r. Ne 785»
(3apernctpupoBaH MHHHCTEPCTBOM rocTuIMK Poccuiickoii @enepanuu 30 mapta 2007 r.,
peructpaoHHbIH Ne 9198);

npuka3  MUHHUCTEPCTBA  3[ApaBOOXpaHEHHS U COLMAJIBHOTO  Pa3BUTHSA
Poccuiickori @epepauuu ot 6 aBrycta 2007 r. Ne 521 «O BHeceHHH W3MEHEHHIA
B Ilopsmox  oTmycka  JleKapCTBEHHBIX ~ CpPEACTB, YTBEPXKIACHHBIH  MPHKA30M
MuHucTepcTBa 3ApaBOOXpaHEHHS M COLMANBHOTO pa3BuTHs Poccuiickoit denepanuu
or 14 mexabps 2005r. Ne785» (3apeructpupoBaH MHHHUCTEPCTBOM IOCTHIIMU
Poccutickoint @enepanun 29 asrycra 2007 r., peructpanuonHtsiii Ne 10063).
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[Ipunoxenue
K IIprKa3y MUHHCTEPCTBA 3[paBOOXpaHEHHUs
Poccuiickoit ®enepauuu

or«/1» pwirg 2017 r. Ne 4’/,27{

HpaBuaa
OTHYCKA JIeKAPCTBEeHHbIX MPEeNapaToB MJIs MEJHIHHCKOr0o NPpHMeHeH s,
B TOM YHCJIe HMMYHOOHOJIOTHYeCKHX JIEKAPCTBEHHBIX NPENaparos,
anTeYHLIMH OPraHU3aNUsIMH, HHAUBHAYAJbHBIMH NPEeANPHHUMATE/ISIMH,
HMEIOIHMH JIMIEH3HI0 HA (hapManeBTHYECKYIO 1eATeIbHOCTh

I. O6mue TpeGoBaHM K OTITYCKY JIEKApCTBEHHBIX IIPENapaToB
IUTS. MEOUIIMTHCKOTO IPUMEHEHUS

1. Hacrosmue npaByjia OIPEACIIAIOT MMOPANOK OTITYCKa JIEKaAPCTBEHHBIX MPENapaToB
AJIs1 MCOUITUMHCKOrO NpUMEHEHH, B TOM 4YHCIIC I/IMMYH06I/IOJ'IOFI/I‘—I€CKI/IX JICKapCTBCHHBIX

mpemaparoB (Oanee — JIEKapCTBEHHBIE IIPENapaThl), AaNTeYHBIMH OpraHU3alHAMHU
17§ VHIABUIY AJIbHBIMU NpEaIPUHAMATENSMH, HUMEIOIUMHU JIMLIEH3HUIO
Ha (GapMalEeBTHYECKYIO JAESITENBHOCTh (Hanee — CyOBEKTbl PO3HWYHOM TOPTOBIIH),

Ge3s perenra’ W (WIM) TO pEleNTy Ha JeKApCTBEHHBIH Mpenapar, BHIIHCAHHOMY
B YCTAHOBJICHHOM IIOpSJKE® MENMIMHCKUMH PaGOTHHKAMH, a TAKXKE MO TpeGOBaHUSIM-
HAaKIQJHBIM  OpraHM3aldy,  OCYIIECTBILIIOIEH  MEIULIMHCKYIO  JIE€ATENbHOCTh
(mamee — MeNWIMHCKAs OpraHM3alysi), WIH HHIUBUAYAJIBHOIO IpPEAIPUHHMATENS,
MMEIOIIETO JIUIIEH3MIO Ha MEIUIMHCKYIO eATENbHOCTD (Jlanee COOTBETCTBEHHO — PELENT,
TpeboBaHMe-HaKIaHAs).

2. OTIyck JieKapCTBEHHBIX IpenapaToB 0e3 peenToB OCYIIEeCTBIISAETCS:

anTeKaMu;

anTeyHBIMH ITyHKTaMH;

! MonmyHkT «u» nyHKTa 5 wactu 4 crateu 18, MOAMyHKT «k» mMyHkTa | wactw 1 craten 33 DelepanbHOro 3aKkoHa
or 12 anpess 2010 r. Ne 61-®3 «O6 obpaieHnn snexapcTBeHHbiX cpeacts» (Cobpanue 3akoHomatenscTBa Poccuitckoin
®enepanun, 2010, Ne 16, cr. 1815; Ne 42, c1. 5293; Ne 49, ct. 6409; 2014, Ne 52, cT. 7540).
2 [Tpuxasel MuHNCTEpCTBA 3ApaBOOXpaHeHns Poccuiickoi Penepauni:

ot 20 mexabpst 2012 r. Ne 11751 «OO6 yTBepxaeHUH MOPSAKa Ha3HAYECHHUS U BBINMHMCHIBAHUS JIEKaPCTBEHHBIX MPENaparos,
a Take (OPM pEeLIENTYPHBIX GTAHKOB HA JIEKAPCTBEHHbIC Mpenaparsl, MopaaKa oQopMIIeHUs yKa3aHHbIX 0OaHKOB, X ydeTa
¥ XpaHeHus» (3aperucTpupoBaH MUHHCTEPCTBOM FocTULMH Poccuiickolt ®enepaunu 25 moHa 2013 r., perucTpalOHHBIH
Ne28883), ¢ uW3MeHeHHMAMM, BHECEHHBIMH mpHKa3aMH MHUHHMCTEpCTBA 31paBooXpaHeHns Poccuiickoit Pepepauuu
ot 2 nexabps 2013 r. Ne 886u (3apeructpupoBaH MuHucTepcTBOM IocTHLIMK Poccutickolt @enepauun 23 nekabpsa 2013 r.,
perucTpauvonHsiii Ne 30714), ot 30 mons 2015 r. Ne 386H (3apernctpupoBaH MUHHCTEPCTBOM FOCTHLMK 6 asrycta 2015 r.,
peructpauuonHsiii Ne 38379) u ot 21 anpens 2016 r. Ne 254n (3apeructpupoBaH MuUHHCTEPCTBOM tocTHLMH Poccuiickoi
®epepanyu 18 mons 2016 r., peructpaunoHHslii Ne 42887) (ranee — npukas Ne 1175H);

ot 1 aBrycra 2012 r. Ne 54n «O6 yTBepxaeHUH (HOPMBI GIAHKOB PELENTOB, COACPKAIMX HA3HAUYEHUE HAPKOTHYECKUX
CpeICTB M TMCHXOTPOIHBIX BEIIECTB, MOPAAKA UX M3TOTOBJIEHHS, PACNIPEACIICHHS, PETUCTPAMH, YyYeTa U XPaHeHUd, a TaKxKe
npasun  opopmiueHus» (3aperucTpupoBaH MuHHCTepCTBOM 1octuumu Poccuitckoii ®enepammu 15 asrycra 2012 r.,
peructpauuonnsiii Ne 25190), ¢ W3MEHeHHAMH, BHECEHHBIMM NpHKa3aMH MUHMCTEpCTBa 3/paBooXpaHeHus Poccuiickoit
®epepaumu o1 30 urons 2015 r. Ne 3851 (3apeructpupoBaH MunncTepcTBOM rocTiimy Poceniickoit denepanmn 27 woabps
2015 r., peructpauronnsiit Ne 39868) u or 21 anpens 2016 r. Ne 254H (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHLMH
Poccuiickoit ®enepaunu 18 uiong 2016 r., peructpauronHslit Ne 42887) (nanee — npukas Ne 54H).



anTeYHBIMHA KHOCKAaMH;

HHIUBUTy AJIbHBIMU NpeaIpUHUMATENSIMH, UMEIOLUMU NULIEH3HIO
Ha (hapMalLeBTHYECKYIO AeATENbHOCTh (Hajiee — HHIWBUYaIbHbIH peapHHAMATE]ID).

3. OTmyck JIeKapCTBEHHBIX MPENapaToB M0 peleNTaM OCyIIeCTBIIAEeTCH:

anTeKamy;

anTeYyHbIMHU IIyHKTaMH;

UHIMBUAYAJIGHBIMA  MpeNNpUHUMATEIsIMH (32 HCKJIIOYEHMEM  OTIYCKa
HAPKOTHYECKUX CPEACTB U [CHUXOTPONHBIX BEILECTB, BKIIOYEHHBIX B [E€pEUCHb
HapKOTHYECKUX CPEICTB, IICUXOTPOIHBIX BELIECTB M HX IPEKYPCOPOB, MOMJIEKAIIUX
xoHTpoito B Poccuiickoii eneparivu, yTBepKAeHHbIA nocTaHoBIenreM [IpaBurenbcTBa
Poccuiickoii ®eneparun ot 30 nroHsa 1998 . Ne 681> (zanee cooTBeTCTBEHHO — ITepeyens,
HAapKOTHYECKHE M IICHXOTPOITHEIE JIEKAPCTBEHHBIE IIPENapaThl).

Otmyck  HAapKOTHMYECKMX UM IICHUXOTPONHBIX  JIEKAPCTBEHHBIX  IIPENapaToB
IIO peLenTaM OCYIIECTBIISIETCs alTeKaMH M allTeYHBIMH ITyHKTaMU, HMEIOLIUMH JIULIEH3HIO
HA JIEATENBHOCTh I10 OOOPOTY HAPKOTHUYECKUX CpEACTB, IICUXOTPOIHBIX BELIECTB
1 MX MPEKyPCOPOB, KYJIBTUBAPOBAHUIO HAPKOCOAECPXKAIIMX PACTEHUH.

OTryck HMMMYHOOHMOJIOTHYECKHX JIEKapCTBEHHBIX IIPENapaTroB [0  pelenTaM
OCYIIECTBIISIETCS allTeKaMH U allTeYHBIMH ITyHKTaMHU.

4. Tlo penemnTaM, BBINHCAHHBIM Ha peleNTypHBIX OnaHkax ¢GopMel Ne 107/y-HIT*,
OTILYCKAIOTCSl HAPKOTHYECKHE U TICUXOTPOIMHBIE JIEKAPCTBEHHBIE IIPENaparhbl, BHECEHHBIE
B CIOHCOK HApKOTHYECKMX CpPEACTB U IICHXOTPOMHBIX BELIECTB, OOOPOT KOTOPBIX
B Poccuiickoii denepaiiui OrpaHUYEH U B OTHOLIEHHH KOTOPBIX YCTaHABIMBAKOTCS MEPEI
KOHTPOJII B  COOTBETCTBUHM C  3aKoHojarenbcTBOM  Poccuiickoit  ®enepauuu
H MEXIyHapoIHBIMH JoroBopamMu Poccuiickoit ®enepamuu (cnucox II), Ilepeuns
(manmee — HapKOTHYECKME W IICHXOTpPOIHEBIE JIEKapCTBeHHbIe IIpenaparsl cmucka II),
3a HCKJIIOYEHHEeM HapKOTUYECKUX U IICHXOTPOIHBIX JIEKApCTBEHHBIX IPENAapaToB B BHJE
TPaHCACPMANIbHBIX TEPANIEBTUUECKUX CUCTEM.

ITo penenrTam, BHIMMCAHHBIM Ha peLENTYpHBIX OnaHkax ¢opmbl Ne 148-1/y-88,
OTITYCKAIOTCS :

TICUXOTPOITHBIE JIEKAPCTBEHHbIE IpernapaThl, BHECEHHbIE B CIHMCOK ICHXOTPOITHEIX
BelecTB, 060poT KoTopeix B Poccuiickoii Penepauyu OrpaHH4YeH M B OTHOIUCHHH
KOTOPBIX JOIyCKAeTCsl MCKIIOUEHHE HEKOTOPBIX Mep KOHTPOJSA B COOTBETCTBHM
¢ 3aKkoHomaTenbCcTBOM Poccuiickoil ®enepanuu M MEXIYHAPOAHBIMH JIOrOBOpaMHU

3 Co6panue 3akoHomatesbeTBa Poccuiickoit @enepaunn, 1998, Ne 27, cr. 3198; 2004, Ne 8, cr. 663; Ne 47, cr. 4666; 2006,
Ne 29, cr. 3253; 2007, Ne 28, ct. 3439; 2009, Ne 26, c1. 3183; Ne 52, ct. 6572; 2010, Ne 3, ct. 314; Ne 17, c1. 2100; Ne 24,
cT. 3035; Ne 28, c1. 3703; Ne 31, ct. 4271; Ne 45, ct. 5864; Ne 50, ct. 6696, 6720; 2011, Ne 10, ct. 1390; Ne 12, cT. 1635;
Ne 29, ct. 4466, 4473; Ne 42, ct. 5921; Ne 51, cr. 7534; 2012, Ne 10, cr. 1232; Ne 11, ct1. 1295; Ne 19, ct. 2400; Ne 22,
cT. 2864; Ne 37, ct. 5002; Ne 48, ct. 6686; Ne 49, cr. 6861; 2013, Ne 9, c1. 953; Ne 25, cr. 3159; Ne 29, cr. 3962; Ne 37,
cT. 4706; Ne 46, c1. 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, c1. 1593; Ne 16, c1. 2368; Ne 20, ct. 2914; Ne 28, ct. 4232; Ne 42, c1. 5805; 2016, Ne 15, c1. 2088; 2017,
Ne 4, ¢t. 671; Ne 10, c1. 1481.

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

3 lyHKT 9 NOpA/Ka HA3HAYEHHS M BHITHCHIBAHHUSA JIEKAPCTBEHHBIX NIPENApaToB, yTBEPKAEHHOTO mprkazom Ne 1175H.
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Poccuiickoit ®enepanun (cimcok III), [lepedns (manee — ncuxoTpornHble J€KapCTBEHHBIE
npenapatsl criricka I1I);

HapKOTUYECKHEe U TICUXOTPOITHbIE JIeKapCTBEHHBIE mpenaparbl cmucka Il B Buze
TpaHCAEPMAIbHBIX TEPANIEBTUYECKUX CUCTEM;

JeKapCTBeHHbIE IIpenaparhl, BKIIIOUEHHBIE B IMEePEUCHb JIEKAPCTBEHHBIX CPEACTB
Uil MEeIULUHCKOTO MPUMEHEHHUS, TMOAJIeKAIIHUX IPEIMETHO-KOJIMYECTBEHHOMY yuety®,
3a UCKIIIOUEeHHUEM JIEKapCTBEHHBIX MPENaparoB, YKa3aHHBIX B ab3aliax MepBOM M TPETbEM
HaCTOSIIEro IIYHKTA, W JIEKAPCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0e3 perenTta (nanee —
JIEKapCTBEHHBIE TIpENapaThl, MOJIEXKAIINE TPEIMETHO-KOIMISCTBEHHOMY YUETY);

JIeKapCTBEHHBIE  Mpemaparbl, obnagaromue  aHAOOIMYECKOM  aKTHMBHOCTBIO
(B COOTBETCTBHHM C OCHOBHBIM (DapMaKOIOTHYECKHM IeHCTBHeM) H OTHOCAIIHECS MO
aHaTOMO-TepaNeBTUYECKO-XUMUYIECKOW KIaccu(PUKauuu, peKOMEeHI0BaHHON BceMupHOi

opraHuzaunueit 3apaBooxpaHeHus (manee — ATX), k aHaOOMUYECKHM CTEPOHIAM
(kom Al4A) (mamee — NEeKapCTBEHHBIE IIpeNapaThl, OOJANAOLIME aHAGONHMIECKOH
aKTUBHOCTEIO);

JIeKapCTBEHHBIE TIPeNapaThl, yka3aHHble B MyHKTe 5 Tlopsinka oTimycka (pu3n4ecKuM
JMIIaM JIEKQpCTBEHHBIX TMpPErnaparoB i MEIULUHCKOTO IPUMEHEHUs, CONEpIKallluX
KpOME MaJlbIX KOJHUYEeCTB HAPKOTHYECKHUX CPEACTB, ICUXOTPOIHBIX BELIECTB H HX
NPEeKypcopoB Npyrue (hapMakoJIOTHUECKHE AaKTHUBHBIE BEIIECTBA, YTBEPKICHHOTO
npukazoM MUHUCTEPCTBA 3APABOOXPAHEHHWS M COLMANbHOro pa3BuTHsa Poccuiickon
®enepanun ot 17 masg 2012 r. Ne 5621";

JleKapCTBEHHbIE TIpenaparhbl, M3rOTaBIMBaeMble 10 PELENTy Ha JIEKAPCTBEHHBIN
mpenapar ¥ coiepXalide HapKOTUYECKOe CPEJCTBO HIM IICHXOTPOITHOE BEIIECTBO,
BHeceHHOe B crucok II Tlepeuns, u apyrue ¢gpapMakoJOrH4ecKue aKTUBHEIE BELIECTBA B
03¢, He TIPeBBIAIONICH BBICIIYIO pPa3oBYIO [J03y, U IPH YCIOBHH, YTO OSTOT
KOMOWHUPOBAHHBIA JIEKaPCTBEHHBIH TMpernapar He SBIAETCS HAapKOTHYECKUM WIH
NICUXOTPOMHBIM JIEKAPCTBEHHBIM ITpenaparom crnucka II.

[To peuenrtaM, BEITUCAHHBIM Ha PeUENTYpHbIX Onmankax ¢opmbl Ne 148-1/y-04 (i)
e popmbl Ne 148-1/y-06 (11), OTITyCKarOTCs 1€KAPCTBEHHBIE NIPENApPaThl, BHITUCHIBACMBIS
rpakJaHaM, MMEIOIIMM IpaBo Ha OeclulaTHOE IONydeHHE JIEKApCTBEHHBIX IpernapaToB

S Mpukas MunmcTepcTBa 31paBooxpaHenHus Poccuiickoit ®enepawmu ot 22 ampens 2014 r. Ne 1831 «OO6 yTBepxIeHUH
nepeyHs JIEKApPCTBEHHBIX CPEeJCTB MM METULIMHCKOTO NMPUMEHEHHs, MOMIEKAMMX IPEAMETHO-KONUIECTBEHHOMY YUYETY»
(3apeructpupoBaH MumucTepcTBOM IocTHUMH Poccuiickoit @epmepauuu 22 mrons 2014 r., perucrpaunonssii Ne 33210)
C U3MEHEHUAMH, BHECEHHBLIMU TIPHKa30M MHHHCTEPCTBA 3apaBooxpaHenus Poccniickoit ®enepaimu o1 10 centsdps 2015 r.
Ne 634n (3apeructpupoBaH MuHMCTEPCTBOM OcTHUMH Poccuiickoit ®exepauun 30 ceHtabps 2015 r., perucTpaurioHHbIA
Ne 39063).

7 MommyHKT 3 myHKTa 9 MOpAJKA HA3HAYEHHA W BBINHCHIBAHWS JIEKAPCTBEHHBIX MPENApaToB, YTBEPHKACHHOTO MPUKAa3OM
Ne 11758.

8 3apervcTpupoBan MUHHCTEpPCTBOM tocTHUMM Poccuiickoilt ®enepaunn 1 mons 2012 r., perucTpauroHHbii Ne 24438,
¢ M3MEHEHUAMH, BHECEHHBIMH TpHKa3aMH MuHuMCTepcTBa 31paBooxpanenus Poccuiickolt ®enepaiun ot 10 mons 2013 r.
Ne 3691 (3apeructpupoBaH MUHHCTEpPCTBOM ocTuuuu Poccuiickoit ®epepaumm 15 mons 2013 r., perucTpauloOHHbIH
Ne 29064), or 21 asrycra 2014 r. Ne 465H (3aperucTpupoBaH MuHucTepcTBOM IocTUlME Poccuiickoit ®eneparyu
10 cenrabps 2014 1., peructpammonnsiii Ne 34024), ot 10 centsdps 2015 r. Ne 6341 (3aperucTpupoBaH MUHUCTEPCTBOM
roctuiuu Poccuiickoit ®@enepaunu 30 centsops 2015 r., peructpannonHslit Ne 39063).
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WIA TIOJMYy4YeHUE JIEKapCTBEHHBIX IIpernapaToB €O CKUAKON (najnee — JieKapCTBEHHBIE
Ipenaparsl, OTILyCKaeMble OeCIUIaTHO WIIH CO CKUAKOM ).

Ilo penentaM, BBIIMCAaHHBIM Ha peLENTYpHbIX OnaHkax ¢opmbr Ne 107-1/y,
OTIIyCKAlOTCs MHBIE JIEKApPCTBEHHBIE Ipelaparhl, HE yKa3aHHble B ab3alax IepBOM,
TPEThEM — NEBATOM HACTOSLIETO ITyHKTA, 32 MCKIIIOUEHUEM JIEKAPCTBEHHBIX MPENaparos,
OTIIyCKaeMbIX 0e3 perenta.

5. OTnyck NeKkapcTBEHHBIX NpenapaToB, He YKa3aHHBIX B MyHKTe 4 HaACTOSIIUX
IlpaBun, B COOTBETCTBMM C HWHCTPYKIMSIMH II0 HMX MEOUIMHCKOMY MPHUMEHEHHUIO
ocyIliecTBseTcs 6e3 perenToB.

6. OTIyck JIeKapCTBEHHBIX MPENapaToB OCYIIECTBISAETCS B TEYEHHUE YKAa3aHHOTO B
pelienTe CpoKa ero NeHCTBUA IIpH 0OpallleH|H JUla K CyOBeKTy pOZHUYHOM TOPrOBIIH.

B cnydae otcyrcTBUS y CyOBeKTa pO3HHYHOW TOProOBIM JIEKAPCTBEHHOIO
npernapara, yKa3aHHOTO B pelenTte, Npu oOpameHuH JMia K CyOBEeKTy pPO3HMYHOM
TOPrOBIM pELeNT NpUHHMAeTCs Ha OOCIy)XHWBaHHE B CIEAYIOLIHE CpPOKH (mamee —
OTCPOYEHHOE 00CITy)XHBaHUE):

pelenT ¢ MmoMeTKo# «statim» (HeMeIJIeHHO) OOCITY)XHBaeTCs B TEUEHUE OJHOIO
pabouero AH4 co JHA oOpalleHus UL K CYyObEKTY pO3HUYHOM TOProBIly;

peLenT ¢ IOMETKOH «cCito» (cpouHO) 0O6CITy)XKMBaeTCs B TeUEHUE ABYX pabouux JHEH
co AHs o0palleHus Juia K CyObeKTy PO3HHYHOH TOProBIIH;

pelenT Ha JEKapCTBEHHBINM IIperapar, BXOASAIIUNA B MUHHMAIBHBIA aCCOPTHUMEHT
JeKapCTBEHHBIX  IIpernapaToB Ui  MEOHIMHCKOrO0 NPUMEHEHHS, HEeoOXOIUMBIX
JUIS OKa3aHHs MeIMIMHCKOM MOMOLIM , 06CIyXkHUBaeTcs B TeUeHHE IATH pabovmx IHEH
cO JHs OoOpallieHus JuIa K CyObeKTY PO3HHYHON TOPTrOBIIH;

pelienT Ha JIEKAPCTBEHHBIA Iperapar, OTIycKaeMbli OeCIUIaTHO WM CO CKHIKOM
M He BOWIEAIMHA B MHHUMAJIbHBI acCOPTUMEHT JIEKapCTBEHHBIX IIpErapaTroB
IUI METULMHCKOTO TIPIMEHEeHHSs, HeOOXOMUMBIX IS OKa3aHHs MEIMLIMHCKOHN IOMOIIH,
00CITyXHMBAETCsA B TEUEHHE OeCATH pabovuX HHEH Co AHSA oOpalleHus JNuIa K CyOBeKTy
PO3HUYHOM TOPTOBIIY;

pelenTsl Ha JIEKApCTBEHHbIE Tpernaparsl, Ha3HAYaeMble 110 PEHICHHIO BpadeOHOM
KOMHCCHH, OOCITY)KHBAIOTCS B TeUSHHE NATHAAATH pabouyMx JHEH co AHA oOpalleHHs
Jv1a K CyObeKTy pO3HUYHOM TOPTrOBIIH.

3ampeniaeTcsi OTIYCKaTh JIEKAPCTBEHHBIE Mpemnaparhbl 110 pelenTaM ¢ HCTEKIIUM
CPOKOM JEeHCTBHSA, 32 HMCKJIIOUEHHEM Ciydas, KOrJa CpOK IEHCTBHs peELENTa HCTEK
B IIEPUO/I HAXOXKIEHHUS €ro Ha OTCPOUEHHOM 00CITy )KMBaHHUH.

[Ipn wucTeyeHMM CpoKa JAEWCTBUS pelenta B IEPUOJ] HaxXOXICHHS €ro
Ha OTCPOYEHHOM OOCITYXKHBAaHUH OTIYCK JIEKapCTBEHHOIO IIpelapara 10 TAKOMY PeLeNTy
ocyuiecTBiseTcs 0e3 ero nepeoGopmieHusl.

7. JlexapcTBeHHBIE TIpenapaThl OTMYCKAIOTCS B KOJIMYECTBE, YKa3aHHOM B PEIIENTE,
3a WCKIIIOUYEHHWEM CllydyaeB, KOrJa [Jisi JIEKQpCTBEHHOro IIperapara yCTaHOBJICHBI

® Pacnopskenue TTpaButenscTBa Poccuiickoit deneparmu oT 26 nekabpsa 2015 1. Ne 2724-p (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoii ®enepanuu, 2016, Ne 2, cr. 413).



NpefeabHO JONMyCTUMOE WM PEKOMEHIOBAHHOE KOJUYECTBO /I  BBIIUCHIBAHMS
Ha OJIUH PeLenT .

Ilpu npembsiBieHWH peLeNTa C MPEBBIIEHHEM IMpPEIEIbHO  JOIyCTUMOIO
MM PEKOMEHOBAHHOTO KOJNMYEeCTBa JIEKAPCTBEHHOrO IIpenapara JUis BBIIMCHIBAHUSA
Ha OJUH pelent (apmaleBTHUYecKuii paboTHUK WHpopMupyeT 00 5TOM JIHIIO,
TIpeJICTABMBIIIEE PELENT, PYKOBOTUTENS COOTBETCTBYIOIIEH MEIMIMHCKON OpraHu3aluu
¥ OTIIYCKaeT YKa3aHHOMY JIMIy YCTAHOBJIEGHHOE COOTBETCTBEHHO IIPEIEIbHO AOMYCTUMOE
WIH PEKOMEHOBAHHOE KOJHUYECTBO JIEKAPCTBEHHOIO IIpenapara Ui BBINHCHIBAHMS
Ha OJWH PELeNT C IPOCTaBIeHHeM COOTBETCTBYIOIIEH OTMETKH B PEIIETITE.

[Mpy Hamuuuu y CyObeKTa pPO3HUYHOM TOPIOBIM JIEKapCTBEHHOIO Ipernapara
C JO3MPOBKOM, OTJIMYHONM OT JO3UPOBKH JIEKAPCTBEHHOTO IIpenapara, yKa3aHHOW B
pelLienTe, OTITYCK MMEIOIIErocs JIEKApCTBEHHOTO IIperapara JAOITy CKaeTCsl, €CIIM T103UPOBKa
TAKOro JIEKAPCTBEHHOTO TIpemnapara MeHbIIe J[JO3UPOBKM, YKa3aHHOH B peLenTe.
B TtakoM ciydae OCYIIECTBISETCS MepecdeT KOJUYecTBa JIEKAPCTBEHHOIO IMperapara
C Y4eTOM Kypca JiedeH!s], YKa3aHHOTO B peLenTe.

B ciydae eciu J03MPOBKA JEKAPCTBEHHOTO Mperapara, UMEIoIIerocss y CyObeKTa
PO3HUYHOM TOPTOBJIH, MPEBHINIAET J03UPOBKY JIEKAPCTBEHHOI'O Npelapara, yKa3aHHYHo B
perienTe, pelleHne 00 OTIyCKe JIeKapCTBEHHOTo mpernapaTa C TakoH JIO3MPOBKOH
IPUHUMAET MEIUIIMHCKUIA paOOTHUK, BBINUCABIINH PELEIIT.

8. OTIyCK JIEKapCTBEHHOTO IIperapaTa OCyIeCTBISEeTCS B IEPBUYHON U BTOPUYHOH
(moTpeOUTENBCKOM) yNAKOBKAaX, MapKUPOBKa KOTOPBIX IOJDKHA OTBeYaTh TPeOOBAHHAM
cratbu 46 ®enepansHoro 3akoHa ot 12 ampenst 2010 r. Ne 61-©@3 «O6 obpameHun
JIEKAapCTBEHHBIX CPEACTBY» ', @ YNAaKoBKa JUIi HAPKOTHYECKMX M IICHXOTPOIHBIX
NEKapCTBEHHBIX IpemapatoB crnucka Il — TpeGoBaHusM myHKTa 3 cTathu 27
denepanpHOro 3akoHa ot 8 sHBaps 1998 r. Ne 3-@3 «O HapKOTHYECKHMX CpeACTBax
U TICHXOTPOITHBIX BEIECTBAX» ~.

HapylieHne mepBHYHONW YNAaKOBKH JIEKapCTBEHHOIO Iperapara IIpH €ro OTIyCKe
3anpeiaeTcs.

Hapyiienue Bropu4HO# (MOTpeOUTENbCKOM) yIaKOBKH JIEKapCTBEHHOI'O Mpernapara
M OTIYCK JIEKAPCTBEHHOTO Iperapara B NEPBUYHON YIIAKOBKE JIOIIyCKaeTCs B ciydae,
€CJIH KOJIMYECTBO JIEKAPCTBEHHOTO MperapaTa, yKa3aHHOe B pelieliTe WM HeoOXomumoe
JUIly, TPHOOpPETAIOIEMY JIEKAPCTBEHHBIN Mpenapar (IpH Oe3peHenTypHOM OTIIyCKe),
MEHBIIIE KOJIMYECTBa JIEKAPCTBEHHOTO IIperiapara, COIEpXallerocss BO BTOPHYHOMN
(noTpebuTensCcKoit) ynakoBke. B TakoMm cilydae mpu OTIyCKe JIEKapCTBEHHOI'O IMperapara
nuiy, npuoOpeTaloleMy JeKapCTBEHHBIH IIpernapar, IIPEeJOCTaBISeTC HWHCTPYKIHS
(xoTIMst UHCTPYKIMH) 110 IPUMEHEHHUIO OTILyCKAeMOro JeKapCTBEHHOTO Ipernapara.

10 IMpunoxenna Ne 1 u Ne 2 x mopsAKy Ha3HaYeHHs U BBHINUCHIBAHUS JIEKAPCTBEHHBIX PENApaToB, YTBEPKIACHHOMY NPUKa3oM
No 11758.

1 Cobpanue 3axoHoAaTe bCTBa Poccuiickoit @enepanun, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293; 2014, Ne 52, cr. 7540.

12 Co6panne 3akoHoAatenbcTBa Poccutickoii ®emepanmn, 1998, Ne 2, ct. 219; 2012, Ne 53, cr. 7630; 2013, Ne 48, cT. 6165;
2015, Ne 1, cr. 54.
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9.1lpu oTmycke JeKapCTBEHHBIX IIPeNapaToB IO pelenty ¢apMaleBTUYECKUM
paboOTHUK MPOCTABIIET OTMETKY Ha pelenTe o0 OTIyCKe JIEKapCTBEHHOIO IIperapara
C YKa3aHHUEM:

HAaUMEHOBaHWS  aNTe4YHOW  opranm3auuu  (paMuiIMH, HMEHH, OT4YeCcTBa
(TIpu HATTUYWH ) UHAWBUIYUJTHHOTO MPEAIIPUHIMATETS);

TOProBOr0  HAWMMEHOBaHUS, JO3UPOBKM U  KOJMYECTBA  OTIYLICHHOIO
JieKapCTBEHHOTO Mpenapara;

(damuuK, UMEeHH, 0TYeCTBa (TIPH HATHMYHKM) MEIUIMHCKOT0 paOOTHHKA B CIy4Yasx,
yKa3aHHBIX B a03alle 4YeTBEpTOM NyHKTa 7 U ab3aue TpeTheM myHKTa 10 HacToAImuX
ITpasui;

PEKBU3UTOB JOKYMEHTA, YIOOCTOBEPSIOUIEr0 JMYHOCTh JIMLA, IIOJYYHBIIETO
JieKapCTBEHHBIN Ipernapar, B ciydae, ykazaHHoM B nyHKTe 20 Hactosimux [Ipasui,

bamMuIuK, HMEHH, OoT4ecTBa (IpH HaTHYuHK) (apMalleBTHYECKOro pabOTHUKA,
OTITyCTHUBIIETO JIEKQPCTBEHHBIN Mpenapar, U ero MoAmnrcCH;

JaThl OTIYCKa JIEKApCTBEHHOTr0 Mpemnapara.

10.1Ipm oTmycke JeKapCTBEHHBIX IMIpenapaToB IO pELENTy, BBIIHCAHHOMY
Ha penentypHoM Omanke ¢opmbl Ne 107-1/y, cpok [OeHCTBHS KOTOPOIO COCTaBJISET
ONMH Tox", U B KOTOPOM YKa3aHbI IEpPHOIBl H KOJNMYECTBO OTIYCKAa JIEKAPCTBEHHOTO
npernapara (B KaXIblii TEPHOJ), pEUENT BO3BpallaeTcs JIMIYy, [IpUoOpeTaroleMy
JIeKapCTBEHHBIN Mperapar, C OTMETKOM, cojepikalleii cBeleHus, YKa3aHHbIe B IyHKTe 9
HacTosiux [IpaBui.

IIpu ouepennoMm oOpamieHUH NTUNAa K CyOBEKTy PO3HHYHOM TOPIOBJM C JaHHBIM
pEeleNITOM YYHUTHIBAIOTCS OTMETKH O TpeIbIAyIleM OTHYCKe JIEKapCTBEHHOIO Ipernapara
N0 TaKOMY peleNnTy W B Ciiydae MPHOOPETEeHHs JHLOM KOJIUYECTBA JIEKAPCTBEHHOTO
npernapara, COOTBETCTBYIOILIEr0 MaKCUMaIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM
pabOTHUKOM B peIlenTe, a TaKXe MO0 HCTEYCHHHM CpOKa JEWUCTBHs pELENTa, Ha pelenTte
npocTaBiseTcs mramn «JlekapcTBeHHBIN IpemnapaT OTIYILEH» M PEelenT BO3BpallaeTcs
nvy.

EnmHOBpeMeHHBIH OTITyCK JIEKAPCTBEHHOIO IMpemnapara 0 PeLENTy, BRIMHCAHHOMY
Ha peuentypHoM Onanke Gopmsl Ne 107-1/y, cpok aeHCTBUS KOTOPOro COCTABJIACT OAUH
roa'3, 1 B KOTOPOM yKa3aHbl IIEPUOABI U KOJUYECTBO OTIyCKa JIEKAPCTBEHHOIrO IIperapara
(B KaXIblii I1lepuoi), IOMyCKaeTcs TOJBKO IO COMIACOBAHMIO C MEIHUIMHCKUM
pabOTHUKOM, BBINIMCABILUM PELIENT.

11.TIpu oTmycke JeKapCTBEHHBIX IIpeNapaToB II0 pPELENTy, BBIITHCAHHOMY
Ha penentypdoM Onanke ¢opmbl Ne 148-1/y-04 (i) wnmu dopmer Ne 148-1/y-06 (1),
3aIIOJIHEHHBIM KOPEIIOK TaKoro pelenTa nepeaaeTcs (apManeBTUYECKUM DPabOTHHKOM
MLy, npruodperatonieMy (Mory4yarolieMy) JEKapCTBEHHBIE IIpenaparsl.

3 [Mpwroxkenne Ne 2 K MOPSOKY Ha3HAUEHWsS M BbINUCHIBAHUA JIEKapCTBEHHBIX MPENApAToOB, YTBEPKACHHOMY MPHUKa30M
Ne 1175n.
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12. IIpu oTnmycke HapKOTHYECKOTO U ICHXOTPOITHOTO JIEKAPCTBEHHOIO Iperapara
cnucka Il Ha pemente 00 OTHyCKe JIeKapCTBEHHOTO IperapaTa IMPOCTaBISIETCS Ie4aTh
anTeKu WJIH anTe4YHOro IIyHKTa, B KOTOpPOM YyKa3aHO HX II0JJHO€ HaWMEHOBAaHUE
(Ipu HAJTUYWH TTEYATH).

13. Ilpu oTmmycke HMMYyHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Tperapara Ha peLentTe
WM KOpeIlKe pelenTa, KOTOPBhId OocTaeTcs y JHna, mpuobperaromero (IOJy4aromero)
JieKapCTBEHHBIA MpernapaT, YKa3bIBaeTcs TOYHOE BpeMs (B yacaX M MHUHYTaX) OTIyCKa
JIeKapCTBEHHOTO Mpernapara.

OTnyck HMMMYHOOHOJIOTHYECKOTO JIEKApPCTBEHHOTO IIpernapara OCYyIIeCTBIAETCS
nuiy, mpuoOperatonieMy (IMoJydarouieMy) JIEKapCTBEHHBIM IpemnapaT, NP HAIUYHH Y
HEro0 CHEelUaIbHOTO TEPMOKOHTEHHEpa, B KOTOPHI IOMEIIAETCA JIEKapCTBEHHBIN
npernapar, ¢ pa3bsICHEHHEM HEOOXOIMMOCTHA JOCTaBKM JaHHOTO JIEKapCTBEHHOIO
npenapara B MEOUIMHCKYIO OpPraHU3allMi0 MpPHU YCJIOBHM XPAaHEHHS B CIELHAAIBHOM
TEPMOKOHTEUHEPE B CPOK, He MPEBIIIAOIIUH 48 4acoB rocye ero mpruodpeTeHus.

14. OcraroTcst ¥ XpaHATCA Y CyOBeKTa PO3HUYHOM TOPTrOBIU pemlenTsl (¢ OTMETKOMH
«JlexapCTBEHHBIH Npenapar OTIYIIEeH») Ha:

HapKOTHYeCKHe W IICHXOTPOIIHBIE JIeKapCTBeHHble Ipemnaparbl cnucka I,
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Npernapatsl cnucka III — B TeueHue ATy JeT;

JeKapCTBEHHBbIE TMpemnapaTrhl, OTIyCcKaeMmble OecIJIaTHO WIU CO CKUAKOM, —
B T€UEHHUE TPeX JIET;

KOMOMHHPOBAaHHbIE JIeKapCTBEHHBIC TIIperaparhl, COAEpKallhie HApKOTHYECKHUE
CpeACTBa WM TCHXOTPOIHbIe BellecTBa, BHeceHHble B crucku II u III Ilepeuns,
M3TOTOBJIEHHBIE B aNTEYHOM OpraHM3allH, JIEKApCTBEHHbIE Iperaparsl, o0nafaromue
aHaOOJIMYECKOW aKTHBHOCTHIO, JIEKAPCTBEHHBIE Ipenaparthbl, MOIJIEXAIIHe IIPEeIMETHO-
KOJIMYECTBEHHOMY YUETY, — B TEUCHHE TPEX JIET;

JIeKapCTBEHHBIE IpenapaThl B XKHUIAKON JIEKApCTBEHHOM (opMe, conepxalye Ooiee
15% ostunoBoro cmupra OT o0beMa TOTOBOM MNPOAYKLHH, HHBIE JIEKAPCTBEHHBIE
npenapatsl, oTHocsamuecs mo ATX k awTuncuxotwdeckuM cpenctBaM (kox NOSA),
ankcuonutukam (xox NO5B), cHOTBOpHBIM M cemaTHBHBIM cpeactBaM (kox NOS5C),
antugenpeccantaM (kog NO6A) u He nojjiexaiye MpeaMeTHO-KOJIUYECTBEHHOMY YYeTy,
— B TEYEHHUE TPEX MECILEB.

15. Penientel, He yka3aHHble B myHKTe 14 Hactosmmx IIpaBun, oTmedaroTcs
mTamMIoM «JIekapCTBEHHBIN Mperapar OTHYILIEH» U BO3BPAILAIOTCS JIUILY, ITOJIYyYHBIIEMY
JIeKapCTBEHHBIN Ipenapar.

Peuienitol, BhINMCAHHBIE C HAPYLIEHHEM YCTaHOBJICHHBIX npaBHnM, PETUCTPUPYIOTCS
B JKypHaJe, B KOTOPOM YKa3bIBAIOTCS BBIABJIEHHbIC HApyHIeHHs B 0GOPMIICHUU PELEITa,
bamuusi, “Ms, OTYeCTBO (IpH HATWYMU) MEIMLUHCKOrO pabOTHHKA, BBINKCABILETO
pelenTt, HaMMEHOBAaHWE MEIMIIMHCKOW OpraHu3aiyy, IPUHATBIE MEphI, OTMEYArOTCs

" ITpukas Ne 11751 u npukas Ne 545.
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mrTaMioM «PelienT HeAeCTBUTENEH» M BO3BPAIIAlOTCs JIMILY, IPEACTaBUBIIEMY PELENT.
O ¢dakrax HapylmieHUS NpPaBWI OPOPMIIEHUS PEUENTOB CYyOBEKT PO3HHUYHOH TOPrOBIH
UHGOPMUPYET PYKOBOAUTEINS COOTBETCTBYIONIECH MEIUIIMHCKON OpraHU3aLty.

16.IIpu oTmycKe JIEKapCTBEHHOIo Ipemapara (apManeBTHYSCKHH pabOTHHUK
dHboOpMHUpYeT JHIO0, mNpuobpeTaromee (Moyydarollee) JEeKapCTBEHHBIM Iperapar,
0 pexuMe W Jo3ax ero IpueMa, MpaBWIaX XpaHEHHUS B JOMAIIHHUX YCIOBUSIX,
0 B3aUMOJIEHCTBHHU C APYTUMH JEKapCTBEHHBIMU NpenapaTamH.

17.Tlpu oTmycke JIeKapCTBEHHOTO Tipemaparta ¢apMaleBTUYeCKU pabOTHHK
He BIIpaBe NPEJOCTABIATh HENOCTOBEPHYIO U (MJIH) HEIOJIHYIO WH(GOPMAIUIO O HATUYUH
JIEKapCTBEHHBIX IIpenaparoB, BKJIFOYast JIeKapCTBEHHbIE mpenaparsl,
UMEIONINe OJMHAKOBOS MEXAYHApPOJHOE HEIIATeHTOBAaHHOE HAaMMEHOBAaHMWE, B TOM YHUCIIE
CKpbIBaTh WH(OPMAIMI0O O HAJIMYHM JIEKaPCTBEHHBIX MpernapaTroB, HUMelomux Oolee
HU3KYIO IIeHy .

18. 3anpemaercas  oTmyck  (aibCHOUIHUPOBAHHBIX,  HEAOOPOKaYeCTBEHHBIX

1
¥ KOHTpahaKTHBIX JIeKAPCTBEHHbIX IIPenapaTos'®.

I1. TpeGoBaHuS K OTITyCKYy HAPKOTUYECKUX U ICUXOTPOIHBIX
JIEKapCTBEHHBIX NPENapaToB, JIEKAPCTBEHHBIX ITPENIapaToB,
obnagaromux aHaboJINIeCKON aKTUBHOCTBIO, MHBIX JIEKApCTBEHHBIX IIPENaparos,
NOJJIEXAIIHNX MPEAMETHO-KOJIUYECTBEHHOMY YUYETY

19. OTnyck HapKOTHYECKMX M TMCHXOTPOIHBIX JIEKAPCTBEHHBIX MPEIapaTos,
JIEKapCTBEHHBIX [Ipenaparos, o0ajaromux aHaboIM4ecKou aKTUBHOCTBHIO,
JIEKapCTBEHHBIX IIPEeNapaTroB, MOMJIEXKAIIUX IPEIMETHO-KOJIUYECTBEHHOMY  yuerTy,
ocyliecTBisieTcs  (apMaleBTUIeCKUMH pabOTHHUKAaMH, 3aHUMAIONIMMH JOJDKHOCTH,
BKJIIOYEHHBIE B IIepe4eHb JOJDKHOCTEH (hapMaleBTUYECKHX U MEeIMLMHCKUX PabOTHUKOB
B OpraHM3alMAx, KOTOPhIM IPEJOCTABICHO IIpaBO OTIyCKa HApKOTHYECKHX
JIEKaApCTBEHHBIX MPENapaToB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MIPENnapaToB (PU3MUECKUM
JAUIAM, YTBEPXKICHHBIA MpuKazoM MuHKCTepcTBa 3ApaBooxpaHeHus Poccuiickoin
®enepanuu ot 7 ceHTsa0ps 2016 r. Ne 6811 (3apeructpupoBaH MHUHHCTEPCTBOM IOCTULIUU
Poccutickoit @eneparyu 21 cenrabps 2016 r., peructpaunoHublit Ne 43748).

20. HapxoTuueckue W IICUXOTpPOIHBIE JIEKapCTBEHHbIE IIpemnaparel crucka I,
32  HCKJIIOUCHHEM  JICKApCTBEHHBIX  IIperaparoB B  BHIAE  TPaHCAEPMalbHBIX
TEpPalleBTUYECKUX  CHCTEM,  OTIIYCKAlOTCA  IIpH  [PEObIBICHHU  JOKYMEHTA,
YAOCTOBEPSIOIIECTO JIMYHOCTh, JIMIYy, YyKa3aHHOMYy B pelelnre, €ero 3aKOHHOMY

5 Cratbs 74 ®enepanbHOro 3akoma or 21 HOs0ps 2011 r. Ne 323-®@3 «OO6 ocHOBax OXpaHbl 3A0pOBbS IPaXAaH
B Poccwmiickoit ®enepauun» (Cobpanune 3akoHonatenbeTBa Poccmiickoit Menepanmm, 2011, Ne 48, c1. 6724; 2013, Ne 48,
cT. 6165).

1 Cratps 57 denepanbHoro 3akona ot 12 anpess 2010 r. Ne 61-®3 «O6 06paleHH# JTeKapCTBEHHBIX CPEICTBY.



NpeACTaBUTENO' | WM  JIALY, UMEILEMY O(GOPMIIEHHYIO B COOTBETCTBHH C
3aKOHOJATeNbCTBOM Poccuiickoil Delepaniii TOBEPEeHHOCTh Ha MPaBO MOJYYEHHS TaKUX
HapKOTHYECKHUX U IICUXOTPOIHBIX JIEKApCTBEHHBIX MPENapaToB.

21. HapxoTHdeckre ¥ IICHXOTPONHBIE JIEKAPCTBEHHBIE IIpenaparsbl crucka 1l
(32 HMCKIIOYEHHMEM  JIeKapCTBEHHBIX MpENapaToB B  BHAE  TPAaHCAEPMAIbHBIX
TepPaNeBTHYECKHX CHUCTeM), MNpedHa3HAa4YeHHble [ TPaXJaH, MMEIOMMX IPaBo
Ha OeCIIaTHOE IOyYEeHHE JICKAPCTBEHHBIX MPENApaToB WM MOIydeHHE JIEKapCTBEHHBIX
NpenapaToB CO CKUAKOM, OTIyCKAIOTCS IPHU NPEABSBICHHH pelenTa, BBIMUCAHHOTO Ha
penentypHoM Onanke (opmbel Ne 107/y-HII, u pelenta, BEIIACAHHOTO HA PELENTYPHOM
onanke Gopmel Ne 148-1/y-04 (1) unu hopmer Ne 148-1/y-06 ().

JlekapcTBeHHBIE Ipemnaparsl, yka3aHHbIE B ab3allax TPEThEM — BOCHBMOM IyHKTa 4
Hacrosmux IlpaBun, nmpeaHa3HaueHHBIE U TpaXKaaH, UMEIOIIUX MPABO HA IOJyYeHHE
JIEKapCTBEHHBIX MPENapaToB, OTIyCKAaeMBIX OECIUIaTHO WJIM CO CKHAKOM, OTITyCKAarOTCS
Opd TNPEAbSBIEHUH pPELENTa, BBIIMCAHHOTO Ha peuentypHoM OyiaHke (GOpMBI
Ne 148-1/y-88, u penenra, BEIMCAHHOTO HA PeLENTYpHOM Onanke ¢opmbl Ne 148-1/y-04
(1) mm popmet Ne 148-1/y-06 ().

22. Ilocne oTmycka HapKOTHYECKUX W TICHXOTPOITHBIX JIEKAPCTBEHHBIX TpENapaToB
cnucka II, B TOM wuucie B BHUAE TpaHCAEPMAIbHBIX TEPANEBTHYECKUX CHUCTEM,
IICHXOTPOIIHBIX  JIEKApCTBEHHBIX IpemnapaTtoB cnucka I jumy, momy4usiiemy
JEKapCTBEHHBIA IIpenapar, BBIAAETCS CHUTHATYypa C JKEITOW ITOJOCOHM B BEPXHEH 4YacTH
Y HaJIMCBIO YePHBIM IIPUPTOM Ha Heil «CHrHaTypa», B KOTOPOH yKa3bIBalOTCS:

HaMEHOBAHUE U aJlpec MECTOHAXO0XK/ICHHUS alITCKU UIIH allTEYHOro IyHKTa;

HOMED U JaTa BBIIMCAHHOTO PELENnTa;

damMunus, UM, OT4YECTBO (MIPH HAIMYUU) JUI@, I KOTOPOIo IpeaHa3HAYeH
JIEKapCTBEHHBIN IIpenapaT, ero BO3pacT;

HOMEp MEIULMHCKON KapThl MalUeHTa, MOIYYaroUero MENUIUHCKYI IIOMOIIb
B aMOYJIaTOPHBIX YCIOBUSX, IJI1 KOTOPOIo NpeJHa3HayeH JIEKApCTBEHHEIN IIpenapar,

bamiTis, UMs, 0TYeCTBO (MPHU HATWYINH) MEIUIIMHCKOTO PaOOTHHKA, BBIITUCABIIETO
pelenT, ero KOHTAaKTHEIN TenedoH Tudo Tesie(OoH MEAULIMHCKON OpraHu3alliHy,

colep KaHHe peLenTa Ha JaTUHCKOM SI3BIKE;

damMmwIns, UM, OT4eCTBO (MpPH HAJIUYMKM) U MOANUCH (apMaLleBTHYECKOTO
pabOTHMKA, OTIYCTHBILETO JICKAPCTBEHHBIH Ipenapar;

JaTa OTIIyCKa JIEKapCTBEHHOTO Mpemnapara.

7B otHomenun JWila, yKa3aHHOro B 4YacT 2 crateu 20 ®enepanbHoro 3akona ot 21 Hoabpsa 2011 r. Ne 323-03

«O6 ocHOBax OXpaHbl 310poBbi TIpaxgaH B Poccuiickoit ®enepamun» (CoOpaHHe 3aKOHOHATeNbCTBA Poccmiickoit
Denepaunn, 2011, Ne 48, c1. 6724; 2012, Ne 26, c1. 3442, 3446; 2013, Ne 27, c1. 3459, 3477; Ne 30, cT. 4038; Ne 39, cr. 4883;
Ne 48, cT. 6165; Ne 52, c1. 6951; 2014, Ne 23, ct. 2930; Ne 30, c1. 4106, 4206, 4244, 4247, 4257; Ne 43, ct. 5798; Ne 49,
cT. 6927, 6928; 2015, Ne 1, c1. 72, 85; Ne 10, c1. 1403, 1425; Ne 14, c1. 2018; Ne 27, 1. 3951; Ne 29, ct. 4339, 4356, 4359,
4397; Ne 51, ct. 7245; 2016, Ne 1, ¢t. 9, 28; Ne 15, cT. 2055; Ne 18, cT. 2488; Ne 27, cT. 4219).
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23. OTmyck OTUJIOBOTO CHUpPTAa TMPOU3BONUTCA MO peluenty ¢ Yy4eToM
YCTAaHOBJIEHHBIX TpeOoOBaHMKA K OOBEMY Taphl, YINAKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHBIX npenapaTOBlg.

JlekapcTBeHHBIE TIpenapatbl, COJIep)Kallle OSTWIOBbIM CIOHUPT, B TOM YHCIIE
WU3TOTOBJIEHHBIE TIO PeHENTy CYOBEKTOM PO3HHMYHON TOPrOBIH, UMEIOLIUM JIMIEH3HUIO Ha
(bapMalleBTHYECKYIO JeATEIbHOCTh C IIPAaBOM W3TOTOBJIEHMS JIEKAPCTBEHHBIX IIPENapaToB,
OTITYCKAIOTCA C YYE€TOM YCTAHOBJEHHBIX TpeOoBaHUH K OOBEMy Tapbl, YIAaKOBKE H
KOMIUJIEKTHOCTH JIEKAPCTBEHHBIX npenapaTOBlg.

24, 3anpeiaeTcss pa3AeNbHBIM  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOIAIIUX
B COCTaB JIEKApPCTBEHHOrO IIperapara, H3rOTaBIMBAEMOT0 CYOBEKTOM pPO3HUYHOMU
TOPTOBJIH.

25. 3anpeniaeTcss OTIMYCK CYOBEKTOM PO3HHYHOM TOPIOBJIM JIEKAPCTBEHHBIX
MIpENapaToB, yKa3aHHBIX B NMyHKTe 4 Hactosmmx lIpaBui, mo peuenrtaMm BETEPUHAPHBIX
OpraHu3aluil.

II1. TpeGoBaHuUsI K OTITYCKY JIEKAPCTBEHHBIX ITPENapaToB
1o TpeOoBaHUSIM-HAKIaIHBIM METULIMHCKUX OpraHU3alltil,
WHIUBUAYAIBHBIX IPEANPUHAMATENEH, UMEIOLIUX JTULIEH3UIO
Ha MEIUIIUHCKYIO NeATEIbHOCTh

26. TpeboBanye-HaKiIaqHas Ha OTIYCK JIEKAPCTBEHHBIX IpernaparoB odopMiseTcs
B COOTBETCTBUU ¢ MHCTpyKIMe#ll 0 MopsaKe BBINHMCHIBAHMS JIEKAPCTBEHHBIX MpEMapaToB
U opOopMIICHHS peENenToB H TpeOOBaHUM-HAKIAAHBIX, YTBEPXACHHOW IPHKA30M
MMHHCTEPCTBA 3paBOOXPAHEHUs] W COLHMAbHOrO pa3BuTUA Poccuiickoit Deneparyu
ot 12 despans 2007 r. Ne 110 «O nopsiake Ha3HaYEHUs U BBINMCHIBAHUS JI€KaPCTBEHHBIX
[pernapaToB, MU3AeIUi MEIUIMHCKOTO HAa3HAYECHHs U CHEIMAIM3WPOBAaHHBIX IPOAYKTOB
e4e0HOr0 MUTAHUS» (3aPETHCTPUPOBAaH MMHHCTEPCTBOM IOCTUHMH PoccHiicKoi
Oenepaunu 27 anpens 2007 r., peructpaldoOHHbIN Ne 9364)19.

JomyckaeTcss OTIYCK JIEKAPCTBEHHBIX IpenapaToB IO TpeOOBaHUAM-HAKIIAJIHBIM
MEIUIMHCKUX OpraHM3alliii W HHIMNBHAYAJIBHBIX IPEANPUHUMATENIEH, HMEIOIINX

8 Yactp 4.1 crarem 45 demepanbHOro 3akona ot 12 ampena 2010 r. Ne 61-®3 «O6 o6paiieHnn JeKapCTBEHHBIX CPEICTBY
(Co6panue 3akoHoHaTenbCTBA Poccuiickoii ®enepaunn, 2010, Ne 16, cr. 1815; 2014, Ne 52, ct. 7540; 2015, Ne 51, ct. 7245),
nocraHosnenve I[MpasurensctBa Poccuiickoit @enepanumu ot 23 mons 2016 r. Ne 716 «O nopsake HOpMUPOBAHUS [EPEIHA
JIEKApCTBEHHBIX MpENapaToB IS MEXMUMHCKOTO NPUMEHEHHs, B OTHOUICHHH KOTOPBIX YCTAHABJMBAIOTCA TPeOOBaHHS K
o0beMy Tapsl, YNAaKOBKE U KOMIUIEKTHOCTH, NEPEYHs JICKapCTBEHHBIX IIPENaparoB [Jis BETEPHHAPHOTO NPUMEHEHHS, B
OTHOMIEHHH KOTOPbIX YCTAaHABIMBAIOTCA TpeGoBaHHMs K 0oObeMy Tapbl, M ONpeAeNeHUs Takux TpebGopanuity (CoGpamue
3aKoHoAaTeNbcTBa Poceuniickoii @enepannu, 2016, Ne 31, cr. 5030).

¥ C u3sMeHeHMAMHM, BHECEHHBIMH TpHKa3aMH MHHHCTEPCTBA 31pAaBOOXPAHEHMS W COLMAIBHOTO pasBHTHsA Poccmiickoit
denepauuu ot 27 aprycta 2007 r. Ne 560 (3apeructpuposad MunucTEpcTBOM I0CTHIMA Poccuiickoit ®enepaunn 14 ceHTsa6ps
2007 r., peructpaumorusiii Ne 10133), ot 25 cenrsaopsa 2009 r. Ne 794H (3apeructpupoBaH MHUHHCTEPCTBOM IOCTULIUH
Poccuiickoit ®enepaunu 25 Hos6ps 2009 r., peructparmonnsii Ne 15317), ot 20 suBaps 2011 r. Ne 131 (3aperucTpupoBaH
MunucTepcTBOM IocTHIMH Poccuiickoli ®enepaumu 15 mapra 2011 r., perucrpaumonHbii Ne 20103), mpukazamu
MunucTepcTBa 3apaBooxpadenus Poccuiickoit @epepaimn ot 1 aBrycra 2012 r. Ne 541 (3aperucTpupoBad MUHHCTEPCTBOM
rocrummu  Poccuiickoit @enepaumu 15 asrycra 2012 r., peructpaumonnsiit Ne 25190), or 26 despans 2013 r. Ne 94u
(3aperucTpupoBas MuHHCTEpCTBOM roCTHILIMK Poccuiickoit @enepaimu 25 mions 2013 1., peructpauoHHbiil Ne 28881).



11

JTULEH3UI0 HA MEJUIMHCKYIO IEeATENBHOCTh, O(QOPMIICHHBIM B 3JIEKTPOHHOM BHJE, €CIIH
MEJIMIIMHCKas OpraHM3alis, HHIUBUAYAIbHbIN peANpUHUMATEND, HMEIOIIMHI JTHIEH3HIO
Ha MEOUIHMHCKYI0 JOeATEIBHOCTb, U CYOBEKT pO3HHYHOW TOPIOBIH  SABIISIOTCS
COOTBETCTBEHHO YYaCTHHUKAMU CHCTEMbI HHPOPMAITHOHHOIO B3aMMOIEHCTBHUS 110 OOMEHY
CBECHUSIMU.

27.0Tnyck HAapKOTMYeCKAX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB
crrcka I, mecHxoTponmHbIX JIeKapcTBEeHHBIX MpenapatoB cnucka 111, HHBIX TeKapcTBEHHBIX
[IPENIapaToB, TOUICKAIIMX IPEIMETHO-KOIMYECTBEHHOMY y4Ye€Ty, B TOM 4YHCIE
OTIIyCKaeMBbIX 6€3 pelelTa, OCyLIECTBISIETCS MO OTAEIbHEIM TpeOOBaHNAM-HAK/Ia HbIM.

28. 3anpemaeTcss OTIYCK HApKOTHYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB ciucka I, B ToM duciie B BUje TpaHCAEPMAIbHBIX TEPANIEBTHYECKUX CHUCTEM,
IICUXOTPOIIHBIX JICKApCTBEHHBIX npenapaToB cmnucka Il mo TpeGoBaHHSIM-HaKIaTHBIM
VHIUBUAYANbHOTO MNPEINPHHMMATENS, HKMEIOIIEro JIMIEH3WI0 Ha MEIUIHHCKYIO
JIESTENTBHOCTE .

29.1lpy oTmycKe IeKapCTBEHHBIX IpenaparoB (apMaleBTHYECKU pabGoOTHUK
IOpoBepAET  Haajexallee oQopMmieHHe TpeOOBaHMA-HAKIAAHOM H  IPOCTABIISET
Ha Hell OTMETKY O KOJIMYeCTBE U CTOMMOCTH OTITYIIEHHBIX JIEKAPCTBEHHBIX MIPENApaToB.

30. Bce TpeboBaHus-HaKIamHBle, IO KOTOPHIM OTIIYyUIEHBl JIEKAPCTBEHHBIE
IIpenapaTsl, OJJIEXKAT OCTABJICHUIO U XpPaHEHUIO y CyObeKTa pO3HUYHOU TOPTOBIIH:

Ha HaApKOTHYECKHE M IICUXOTPOIHBIE JIEKapCTBEHHbIE Ipenaparbl cnucka I,
IICUXOTPOIIHbIE JIeKapCcTBEeHHBIe Npenapats! crrcka Il (B oTHOIIeHUH anTek M alnTedHbIX
IIyHKTOB) — B T€YECHHUE IIATH JIET;

Ha JIEKapCTBEHHBIE [Ipenaparbl, MOJIeKALUE IPEeIMETHO-KOJIMYECTBEHHOMY
y4eTy, — B TeUEHHE TpeX JIET;

Ha WHBIE JIEKapCTBEHHbIE NpenapaTsl — B TEYEHUE OJHOTO Iroja.

31. Hapymenue nepBUYHON yIaKOBKU JIEKAPCTBEHHOTO IIpenapara IpU ero OTIyCKe
no TpeOOBaHUIO-HAKJIAAHON JOIMyckaeTrcs CyOBeKTOM PO3HHYHON TOPIOBIH, UMEHOIUM
JMMLEH3MI0 Ha  (apMaleBTUYECKyl0  JesTeIbHOCTh €  IPaBOM  HM3TOTOBJIECHHS
JEKapCTBEHHBIX IpenapaToB. B TakoM cilydyae OTIyCK JI€KapCTBEHHOIO IIperapara
OCYHIECTBIAETCS B  YHAkoBKE, OGMOPMICHHOH B  YCTAHOBJEHHOM TIOpS/Ke
C MPeNOCTaBI€HHEM HHCTPYKIMU (KOIIMM WHCTPYKIMH) IO MPUMEHEHHIO OTIIyCKaeMOro
JIEKapCTBEHHOTO IIpenapara.

% MynxT 4 crateu 31 ®enepanbHOro 3akoHa or § suBaps 1998 r. Ne 3-®3 «O HapKOTHYECKHX CPEACTBAX M NCHXOTPOMHBIX
pemectBax» (Cobpanue 3akoHogaTenscTBa Pocemiickoi @epepaumn, 1998, Ne 2, cr. 219; 2003, Ne 27, ct. 2700; 2013, Ne 48,
cT. 6165; 2015, Ne 1, ct. 54).

! lpukas MumsmpaBa Poccuu oT 26 oxtabps 2015 r. Ne 751u «O6 yTBEpKIEHWH TpABMJI HM3TOTOBJEHHS M OTIyCKa
JIEKApPCTBEHHBIX TPENapaToB IS MEOULIHHCKOTO TPUMEHEHHA anTeYHbIMM OpraHu3alMAMM, HHIUBHIYaJbHBIMH
OpenpHHAMATENAMY, HMEIOLUIMMHA JIMUCH3MIO Ha ()apMaleBTHIECKYIO JEATENIbHOCTh» (3aperHCTpHpOBaH MUHHCTEPCTBOM
ocrutuu Poccniickoit @enepauuu 21 anpens 2016 r., peructpaiuoHHbii Ne 41897).



