[lokyMeHT npeaocTaBneH KoHcynbTaHTIIoC

3apeructpupoBano B Munrocte Poccun 8 centsaops 2017 r. N 48125

MUHHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUMCKOM ®EJIEPAIIUA

IMPUKA3
ot 11 mroast 2017 r. N 403n

Ob YTBEPXXJIEHUU ITPABUJI
OTITYCKA JIEKAPCTBEHHBIX ITPEITAPATOB JJI51 MEJULIUHCKOI'O
INPUMEHEHMUS, B TOM YUCJIE UMMYHOBUOJIOTHTYECKUX JIEKAPCTBEH-
HBIX
ITPEITAPATOB, AIITEYHBIMHA OPT'TAHU3ALIUAMMU, UHAUBUIY AJIbBHBIMU
MNPEANTPUHUMATEJIAMU, UMEIOHIUMHU JIMIIEH3UIO
HA PAPMAINEBTHYECKYIO JEATEJBHOCTD

B cootBercTBHM co cTaThelt 55 DeaepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6
oOparenuu nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepammu,
2010, N 16, ct. 1815; N 31, ct. 4161; 2013; N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29,
ct. 4388; 2016, N 27, ct. 4238), nyakrom 3 crarbu 12 deaepanbHOro 3akoHa ot 17 ceHTs0ps
1998 r. N 157-®3 "O6 ummyHomnpodunaktuke nHpeknonubix 6omxe3neit” (Cobpanue 3aKoHO-
natenscTBa Poccuiickoit @epepanun, 1998, N 38, cr. 4736; 2009, N 1, ct. 21; 2013, N 48, crt.
6165) u mognynkramu 5.2.169, 5.2.183 Ilonoxxkenuss o MuHuCTEpCTBE 3ApaBooXpaneHust Poc-
curicko @exepannn, yreepxkAaeHHOro nocrasosieHueM [IpasurenscrBa Pocculickoin ®enepa-
uu ot 19 urons 2012 r. N 608 (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanum, 2012, N
26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, cT. 4386; N 45, cr.
5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, c1. 4307; N 37, cT. 4969; 2015, N 2, cT1. 491;
N 12, ct. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cr. 1268; N 27, ct. 4497; N 28, CT.
4741; N 34, ct. 5255; N 49, ct. 6922; 2017, N 7, cT. 1066), npuka3biBao:

1. YTBCpZ[I/ITI) paBujia OTIYCKa JICKAPCTBCHHBIX MPEMapaToB A MCIUIHUHCKOrO IpHUMcE-
HCHHA, B TOM 4YHUCJIC I/IMMYHO6I/IOJ'IOFI/I‘IGCKI/IX JICKApPCTBCHHBIX MPCIapaToB, allTCYHBIMHA OPraHH-
3aluAMH, UHAWBUAYAJIIbHBIMU MPCANIPUHHUMATCIAMA, UMCIOIIUMUA JIMIICH3UIO Ha (i)apMaueBTqu-
CKYIO JCATCIBbHOCTD, COITIACHO ITPUIIOKCHULO.

2. [Ipu3HaTh yTpaTUBIIMMU CHITY:

npuka3 MUHHCTEPCTBA 3APaBOOXPAHEHUS U COLMaNbHOrO pa3sutus Poccuiickoit denepa-
uu ot 14 gexabps 2005 r. N 785 "O Ilopsiake oTmycka JeKapCTBEHHBIX CPEACTB" (3aperucTpu-
poBaH MuHnucrepctsoM roctuuuu Poccuiickoit @enepanun 16 susaps 2006 r., perucrpanuos-
Hb1it N 7353);

npuka3 MuHucTepcTBa 34paBOOXpPAHEHUS U coLManbHOro passutus Poccuiickoit denepa-
uuu oT 24 anpensa 2006 r. N 302 "O BHeceHMM W3MEHEHUN B MpHKa3 MHHUCTEpPCTBA 3/1paBO-
OXpaHEHMs M colaibHOro pasBuTHs Poccuiickoit @enepamun ot 14 nexadbpst 2005 r. N 785"
(3apeructpupoBan MunHCcTepcTBOM focTunnu Poccutickoit @enepannu 16 mas 2006 r., peru-
cTpaioHHbli N 7842);

npuka3z MuHuCTEPCTBA 34pABOOXPAHEHUS M COLMAIBHOTO pa3sBuths Poccuiickoit denepa-
1y ot 12 despains 2007 r. N 109 "O BHecenun usmenenuii B [lopsiiok oTmycka JiekapCTBEHHBIX
CPEICTB, YTBEPKACHHBIN TPUKa30M MUHUCTEPCTBA 3APAaBOOXPAHEHMS M COLIMAIBHOTO Pa3BUTHUS
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Poccuiickoit ®eneparuu ot 14 nexadpst 2005 r. N 785" (3apeructpupoBan MUHHCTEPCTBOM
toctuuu Poccniickoit ®@enepanunu 30 mapra 2007 1., peructpanuonsbsiii N 9198);

npuka3 MuHUCTEpCTBA 3/IpaBOOXPAHEHHUS] U COLIMAIBHOTO pa3BuTus Poccuiickoit @enepa-
uu ot 6 aBrycra 2007 r. N 521 "O BHeceHuun usmeHenuil B Ilopsaok oTiycka jJeKapCTBEHHBIX
CPEICTB, YTBEPKACHHBIN MPUKa30M MUHHUCTEPCTBA 3APABOOXPAHEHUS M COLIMATILHOTO PA3BUTHUS
Poccuiickoit @enepaunu ot 14 nexadbps 2005 r. N 785" (3apeructpupoBan MHUHHCTEPCTBOM
toctunuu Poccuiickoit @enepanuu 29 aprycra 2007 r., peructpanronasii N 10063).

Munuctp
B.N.CKBOPILIOBA

[Ipunoxenue

K MpuKka3zy MUHHUCTEPCTBA 37paBOOXPAHCHUS
Poccuiickoit ®eneparuu

ot 11 uronsa 2017 r. N 403Hu

ITPABUJIA
OTITYCKA JIEKAPCTBEHHBIX ITPEITAPATOB JJI51 MEJUHUHCKOI'O
MNPUMEHEHMUS, B TOM YNCJIIE UMM YHOBHUOJIOTHYECKUX JIEKAPCTBEH-
HbIX
HNPEIMAPATOB, AIITEYHBIMU OPTAHU3ALIUAMU, UHAUBUILY AJIbHBIMHU
MNPEANTPUHUMATEJIAMU, UMEIOHIUMHU JIMIEH3UIO
HA PAPMAUNEBTHYECKYIO AEATEJBHOCTbD

I. O6mme TpedOBaHMA K OTIYCKY JIEKAPCTBEHHBIX NpenapaToB
JJIS1 MeIHIIHHCKOI0 NPHUMEHEeHHA

1. Hacrosimue mpaBuiia ONMpenessitoT MOPsIOK OTIMyCKa JIEKapCTBEHHBIX MpernapaToB AJs
MCIUIMHCKOI'0 IMMPUMCHCHM, B TOM YHCJIC I/IMMYHO6I/IOJ'IOFI/I‘I€CKI/IX JICKApCTBCHHLIX ITPCIIapaToB
(manee - meKapCTBEHHbIE MPENapaThl), aTEYHBIMUA OPTAHU3ALMUSIMHA U UHIUBUIYaIbHBIMU TPE/I-
MPUHUMATEISIMU, UMEIOIIUMH JIUIICH3UI0 Ha (PapMareBTUYECKYIO JeATEeTbHOCTh (j1anee - cyob-
€KThl PO3HUYHON TOProBiM), Oe3 perenrta <> u (UIU) MO PeLenTy Ha JeKapCTBEHHbBIN Mperna-
paTt, BBIMTUCAHHOMY B YCTAHOBJIEHHOM MOPSIKE <2> MEIUIIMHCKUMHU PAOOTHHUKAMH, a TaKXKe 10
TpeOOBaHUSM-HAKIAIHBIM OPTraHU3allU{, OCYIIECTBISIONICH MEIUIIMHCKYIO AESTeIbHOCTh (Aa-
JIEC - MCEAUIINHCKAas OpFaHI/I3aHI/I${), WM UHAUBUAYAJIBHOT'O MPCANPUHUMATEIA, UMCIOIICTO JIN-
[EH3MI0 Ha MEIUIIMHCKYI0 JesSTeNbHOCTh (Jajee COOTBETCTBEHHO - pelenT, TpeOoBaHHe-
HaKJIaJIHas ).

<1> Tlognyukt "4" myHkTa 5 yact 4 crateu 18, moanmyHkt "k" myHkra 1 yactu 1 craThu
33 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O06 oOpaieHHH JeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; N 42,
cT. 5293; N 49, c1. 6409; 2014, N 52, cT. 7540).

<2> [Ipuka3sl MunucrepcrBa 3apaBooxpanenus Poccutickoit denepanuu:

ot 20 nekabps 2012 r. N 11751 "O6 yTBepkKIeHUU MOPSAIKA HA3HAYECHUS U BBITUCHIBAHHS
JIEKapCTBEHHBIX IPENapaToB, a Takke (GOpM pELeNnTypHbIX OJIAaHKOB Ha JIEKAPCTBEHHbIE Iperna-
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patbl, opsiaka opopMIICHHS YKa3aHHBIX OJJAHKOB, MX ydeTa U XpaHeHus" (3aperucTpupoBaH
MunucrepctBoM toctuiimu Poccuiickoit @enepauuu 25 utons 2013 r., perucrpaunoHHbiii N
28883), ¢ M3MEHEHHSIMHU, BHECEHHBIMU TpHKa3aMu MUHHCTEPCTBA 3/paBooXpaHeHust Poccwii-
ckoit Mexnepaunu ot 2 aekadps 2013 r. N 886n (3apeructpupoBan MUHUCTEPCTBOM FOCTHILIUU
Poccutickoit ®enepanuu 23 nexadps 2013 r., peructparmonssidi N 30714), ot 30 urons 2015 r.
N 386n (3apeructpupoBan MunuctepctBoM toctuniuu 6 aBrycta 2015 r., perucrpaunonusiii N
38379) u ot 21 ampenst 2016 . N 2541 (3apeructpupoBadn MUHUCTEPCTBOM FOCTUIIMU Poccuii-
ckoit @enepaunn 18 utons 2016 r., peructpaurionnsit N 42887) (nanee - npukasz N 1175n);

ot 1 aBrycra 2012 r. N 541 "OO0 yTtBepkaeHur (opMbI OJAHKOB PEIICTITOB, COACPKAIINX
Ha3HaYeHHE HAPKOTHMYECKHX CPEJICTB U IMCUXOTPOIHBIX BELIECTB, MOPsAKAa UX HM3TOTOBIICHUS,
pacmpesesieHus, pETUCTpaIliy, y4eTa U XpaHeHHs, a TaKke mpaBwi oopmiieHus" (3aperucTpu-
poBaHn MunucrepctBom toctuiuu Poccuiickoit denepannu 15 aBrycra 2012 r., peructpaiuoH-
Heli N 25190), ¢ u3MeHEeHHsAMH, BHECEHHBIMHM IpHKa3aMd MMHHCTEpPCTBA 31paBOOXpPAaHEHUS
Poccuiickoit ®eneparuu ot 30 urons 2015 r. N 3851 (3apeructpupoBan MUHHCTEPCTBOM IOC-
tuuu Poccuiickoit @enepanmu 27 HosiOps 2015 ., peructpanuonusii N 39868) u ot 21 ampens
2016 r. N 254H (3apeructpupoBadn MuHuCcTepCcTBOM tocTHIMKM Poccuiickoit Deaepannu 18 urons
2016 r., peructparmonnsii N 42887) (nanee - npukas N 54n).

2. OTIycK JIeKapCTBEHHBIX MPENapaToB 0€3 peLenToB OCYLIECTBIISAETCA:
anTeKaMu;

AIllTCUHBIMU ITYHKTAMMU,

anTEeYHbIMH KMOCKaMH;

WHJIMBUIYAIbHBIMUA TIPEANPUHUMATEIISIMHI, UMEIOIIMMU JIULIEH3UIO0 Ha (apMaleBTUUECKYIO
JEeSTENIbHOCTD (Jajiee - UHIAMBUYaIbHbIA MIPEeIPUHUMATEh).

3. OTnyck JIeKapCTBEHHbBIX MPENapaToB IO PELENTaM OCYIIECTBISAETCS:
anTeKamu;
aNTCYHBIMH ITYHKTaMHU;

WHJAUBUYAIbHBIMUA TPEANPUHUMATENAMHU (32 MCKIIOYEHHEM OTIyCKa HapKOTHYECKUX
CPEZCTB M TICUXOTPOITHBIX BEUIECTB, BKIIFOUCHHBIX B IEPEYCHbh HAPKOTHUECKUX CPE/ICTB, IICUXO-
TPOIHBIX BEIECTB U MX IMPEKypCcOpoOB, MOJIekKamux KoHTpoitro B Poccuiickoit deneparuu,
yTBepkAeHHbIN noctaHoBieHueM [IpaButenbctBa Poccuiickoit ®enepaunu ot 30 urons 1998 r.
N 681 <3> (nanee cooTBETCTBEHHO - [lepeueHb, HAPKOTUUYECKUE U IICUXOTPOIIHBIE JIEKAPCTBEH-
HBIE MPETapaThl).

<3> Cobpanue 3akoHnoaarenbcTBa Poccuiickoit @eaepanun, 1998, N 27, cr. 3198; 2004, N
8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, ct. 3439; 2009, N 26, cTt. 3183; N
52, cr. 6572; 2010, N 3, c1. 314; N 17, cT. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cT. 4271;
N 45, ct. 5864; N 50, ct. 6696, 6720; 2011, N 10, cT. 1390; N 12, ct. 1635; N 29, cT. 4466,
4473; N 42, ct. 5921; N 51, ct. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, cT. 2400; N
22, cT. 2864; N 37, ct. 5002; N 48, c1. 6686; N 49, cT. 6861; 2013, N 9, c1. 953; N 25, cT. 3159;
N 29, ct. 3962; N 37, ct. 4706; N 46, ct. 5943; N 51, ct. 6869; 2014, N 14, cT. 1626; N 23, cT.
2987; N 27, ct. 3763; N 44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, cT. 2368; N
20, cT. 2914; N 28, ct. 4232; N 42, cT. 5805; 2016, N 15, c1. 2088; 2017, N 4, c1. 671; N 10, cT.
1481.
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OTnyck HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB M0 pelenTam ocy-
LIECTBIIICTCS AalITCKaMU U allTeYHBIMU ITyHKTaMM, UMEIOIIMMH JIMIEH3UIO HA EATENbHOCTD 110
000pOTYy HAPKOTUYECKUX CPENICTB, ICUXOTPOMHBIX BELIECTB U UX MPEKYPCOPOB, KYJIbTUBUPOBaA-
HUIO HAPKOCOAEPKAIUX PACTCHUM.

OTmyck UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MpPEnapaToB MO PELenTaM OCYIIeCTBIIS-
€TCs alTEeKaMH U allTCYHBIMU ITYHKTAMH.

4. Tlo peuenTtaM, BHIMMCAHHBIM Ha perentypHbIx Omankax ¢gopmsl N 107/y-HIT <4>, or-
IIyCKAIOTCSl HAPKOTHUYECKUE U IICUXOTPOIHbIE JIEKAPCTBEHHbIE IpenapaTsl, BHeCeHHbIe B CIIMCOK
HapKOTHUYECKUX CPEJICTB M ICUXOTPOIHBIX BEIIECTB, 000POT KOTOpbIX B Poccuiickoit ®enepa-
LIMM OIPaHUYEH U B OTHOLIEHUH KOTOPBIX YCTAHABIIMBAIOTCS MEPBI KOHTPOJII B COOTBETCTBUU C
3aKOHOJaTeNbCTBOM Poccuiickoit deaepanuu U MEXKIyHApOJHBIMH JoroBopamu Poccuiickoii
®enepaunu (crimcok 1l), Tlepeuns (nanee - HAPKOTUYECKUE W MCHXOTPOIHBIC JICKAPCTBEHHBIC
npenapathl cnucka II), 3a HMCKIIOYEHHMEM HApKOTHYECKUX M ICUXOTPOMNHBIX JIEKAPCTBEHHBIX
IIPENapaToB B BUJIE TPAHCAECPMAIIbHBIX TEPANIEBTUUECKHUX CHUCTEM.

<4> Tlpunoxenus N 1 u 2 k npukasy N 54H.

I[To penenitam, BBITMCAHHBIM Ha penienTypHBIX Oiankax (gopmer N 148-1/y-88, ormyckarot-
e <5>:

<5> [1yHkT 9 mopsiaKa Ha3HAYCHUS M BBHINKMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, YTBEp-
xaeHHoro npukazom N 1175H.

IICUXOTPOITHBIE JIEKAPCTBEHHbIE IpenapaThl, BHeCEHHblE B CIHCOK IMCUXOTPOIHBIX Be-
mecTB, 000poT KoTopslx B Poccuiickoit denepanyy orpaHiyeH U B OTHOIIEHUH KOTOPBIX J0-
IIYCKAeTCsl NCKIIFOYEHNE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poc-
culickoil @enepanuu U MeXAyHapoaHbIMU joroBopamu Poccuiickoit @enepanuu (cnucox III),
[Tepeuns (nanee - NICUXOTPOIHbBIE JIEKAPCTBEHHBIE ITpenapaTsl crucka I1I);

HApKOTUYCCKHUEC U TCHUXOTPOIIHBIC JICKAPCTBCHHBIC IPCIIApAaThl CIIMCKaA II B BHUJC TpaHC-
ACPMAIIBHBIX TCPANICBTUYCCKUX CUCTEM,

JIeKapCTBEHHbIE TpenapaTsl, BKIOYEHHBIE B IIepeueHb JEKapCTBEHHbBIX CPEJCTB IS MEIU-
IUHCKOTO MPUMEHEHHUS], MOJUIekKAIINUX MPEAMETHO-KOJINYECTBEHHOMY y4yeTy <6>, 3a HCKIIo4Ye-
HHUEM JIEKapCTBEHHBIX MPENapaToB, YKa3aHHBIX B a03aliax MepBOM U TPEThEM HACTOSIIErO MyHK-
Ta, U JIEKaPCTBEHHBIX INpEnapaToB, OTIIYCKaeMbIX 0e3 pelenTa (Janee - JeKapCTBEHHbIE Mpemna-
partsbl, MoJyIeXkalue MpeIMEeTHO-KOJIMUYECTBEHHOMY YUETY);

<6> Ilpuxa3 MunucrepcrBa 3apaBooxpanenusi Poccuiickoii ®@enepauuu or 22 ampens
2014 r. N 1831 "OO6 yTBep)KIeHUH MEpeUHs JEKapCTBEHHBIX CPEACTB JJISl MEIULUHCKOTO MpH-
MEHEHHs, MOJJIeKAIIUX MPeAMETHO-KOJINYECTBEHHOMY y4ery" (3apeructpupoBaH MuHHCTEp-
ctBoM toctuninu Poccuiickoit deneparun 22 utons 2014 r., peructparmonsasii N 33210) ¢ us-
MEHEHHUSMH, BHECEHHBIMU ITPpUKa30M MuHuUCTEpCTBa 3apaBooxpanenus Poccuiickoit @enepanuu
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBan MunucrepctBoM roctunuu Poccuiickoit de-
neparu 30 centsops 2015 r., peructpaunonssiii N 39063).
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JIEKapCTBEHHBIC TIPEMapathl, 00Jagaonye aHabOJINIECKONH aKTUBHOCTHIO (B COOTBETCTBUH
C OCHOBHBIM (PapMakOJOTHYECKUM JeHCcTBHEM) <7> WU OTHOCSIIHECS 1O AaHaTOMO-
TEepaneBTUYECKO-XMMUYECKON KiTacCH(pUKAINK, PEKOMEHA0BaHHOW BcemupHON opranmu3zarueit
3npaBooxpanenus (nanee - ATX), k anabonmueckum crepousam (kox Al4A) (manee - nexap-
CTBEHHBIE IIpernapaThl, 00Iagaronre aHaboIN4eCKOi aKTUBHOCTBIO);

<7> [loanyHKT 3 myHKTa 9 mopsiika Ha3HAuYEHMs U BBIIMCHIBAHUA JIGKAPCTBEHHBIX Ipera-
patoB, yTBepkIeHHOTo npukazoMm N 1175H.

JIEKapCTBEHHBIC MperapaThl, ykazaHHble B myHKTe 5 [lopsika oTimycka Gu3H4ecKuM JuIam
JIEKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO MPUMEHEHUS, COJIepKaIINX KPOME MaJlbIX KO-
JUYECTB HAPKOTUUYECKUX CPEJICTB, TICUXOTPOITHBIX BEIIECTB U MX MPEKYpPCOpPOB apyrue (apma-
KOJIOTUYECKHE aKTUBHBIE BEIIECTBA, YTBEPXKICHHOIO MPHUKa30M MUHUCTEPCTBA 3/IpaBOOXpaHe-
HUS ¥ corainbHoro pasButus Poccuiickoit @enepannu ot 17 masg 2012 r. N 5621 <8>;

<8> 3apeructpupoBan MuHucrepcTtBoM roctuniu Poccuiickoit @enepannn 1 urons 2012
r., peructpaiiioHHbiil N 24438, ¢ n3MeHeHUsIMHU, BHECEHHBIMU NPUKa3aMu MUHHCTEpCTBA 3/pa-
BooxpaHeHus Poccuiickoit @enepanmu ot 10 mrons 2013 r. N 369 (3apeructpupoBan MuHu-
crepctBoM toctuninu Poccuiickoit @eneparuu 15 urons 2013 r., perucrpanuonusiii N 29064),
ot 21 aBrycta 2014 r. N 4651 (3apeructpupoBan MuHuctepcTBoM roctuiuu Poccutickoit dene-
patmu 10 centsadps 2014 r., perucrparmonnsiii N 34024), ot 10 centsiops 2015 r. N 6341 (3a-
peructpupoBad MunuctepcTBoM roctuiuu Poccuiickoit @eneparuu 30 centsaops 2015 r., peru-
ctpauroHHbi N 39063).

JIEKApCTBEHHBIE ITpENaparsl, U3rOTaBIMBAEMBIE I10 PELENTY HA JICKApCTBEHHBIN IpernapaT u
COZEepIKAIIME HAPKOTUYECKOE CPEACTBO MM IICUXOTPOIIHOE BEILECTBO, BHECEHHOE B CIUCOK Il
[lepeuns, u npyrue gpapMakoIOrH4ecKre aKTHBHBIEC BEIIECTBA B J103€, HE MPEBBIIIAIONIEH BbIC-
HIYI0 Pa30BYIO /103y, U MPU YCIOBUH, YTO STOT KOMOMHUPOBAHHBIN JIE€KapCTBEHHBIN Mpenapar He
ABJISIETCS] HAPKOTHYECKUM WM IICUXOTPOITHBIM JIEKAPCTBEHHBIM NpernapaTom cnucka I1.

[To pemenTaMm, BBITUCAHHBIM Ha pelENTypHBIX Omankax (opmbl N 148-1/y-04 (1) wmm
¢dopmbr N 148-1/y-06 (11), oTmycKaroTcs JIEKApCTBEHHBIE MpENaparhl, BHIMUCHIBAEMbIE TPakaa-
HaM, MMEIOLIUM IpaBo Ha OecIIaTHOE MOTy4YeHHe JeKapCTBEHHbBIX MpenapaToB UM MOJydeHHe
JIEKapCTBEHHBIX INpEnapaTroB CO CKUAKOM (Janee - JeKapCTBEHHbIE Ipernaparhbl, OTIyCKaeMble
OECIUTaTHO WJIU CO CKUIKOM ).

[lo peuenTam, BBIMHCAHHBIM Ha pelenTypHbIX OmaHkax (Gopmbl N 107-1/y, ormyckatorcs
UHbIE JIEKapCTBEHHBIE Mpenaparhl, He YKa3aHHbIe B a03aliax MepBoM, TPEThEM - JIEBSITOM HACTO-
AIIETo MYHKTA, 32 UCKII0YEHUEM JIEKapCTBEHHBIX MTPenapaToB, OTIIYCKaeMbIX 0€3 peLernTa.

5. OTmyck JIEKapCTBEHHBIX IMPENapaToB, He yKa3aHHbBIX B NMyHKTe 4 HacTosmux IlpaBui, B
COOTBETCTBUHU C MHCTPYKIHMSAMH MO UX MEAMIMHCKOMY IMPUMEHEHHIO OCYyILeCTBIseTcs: 0e3 pe-
LIENTOB.

6. OTIycK JeKapCTBEHHBIX MPEnapaToB OCYIIECTBISAETCS B TEUEHHE YKa3aHHOIO B peLenTe
CpOKa ero AeMCTBUS PU OOpAIICHUH JTUIA K CYObEKTY POSHHUYHOU TOPTOBIIH.

B cirygae oTcyTcTBHS y CyOBeKTa pO3HHYHOW TOPTOBIH JICKAPCTBEHHOTO Iperapara, yKa-
3aHHOTO B pelenTe, MpH 0OpaIleHU! JIUA K CYOBEKTY PO3ZHUYHOM TOPTOBJIH PEIEeNT MPUHUMA-
eTcsl Ha 00CITy)KMBaHUE B CIIEAYIONINE CPOKH (J1aiee - OTCPOUYCHHOE 00CITy KHUBaHNUE):
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penenT ¢ moMeTkou "statim" (HEMEIJIEHHO) OOCTY)KMBAETCSl B TEUCHHE OJIHOTO pabodero
JIHSI CO THS OOpalleHus JUIa K CyObeKTY pO3HUYHON TOPTOBIIH;

perenT ¢ nmoMeTkou "cito" (cpouHo) 0OCTyKUBACTCS B TCUEHUE IBYX pabOUMX JHEH CO AHS
oOpamieHus 11na K CyobekTy pO3HUYHON TOPTOBJIH;

pelenT Ha JICKApCTBEHHBIH IMpenapar, BXOMANIMA B MUHHUMAJIbHBI aCCOPTHMEHT JIeKap-
CTBEHHBIX MpPEMapaToB ISl MEAUIUHCKOTO MPUMEHEHUS, HEOOXOMUMBIX I OKa3aHHs MEIH-
IUHCKOW TIoMoIH <9>, 00CITy’)KUBAeTCs B TEUCHUE TIATH pabounX JHEH co THS OOpalleHHs JIHIa
K CyOBEKTY PO3HUYHON TOPTOBIIH,

<9> Pacnopsikenue IlpaButensctBa Poccuiickoit deneparuu ot 26 nekadbps 2015 r. N
2724-p (Cobpanue 3akoHoaaTenscTBa Poccuiickoit @enepanuu, 2016, N 2, ct. 413).

pelenT Ha JIEKApCTBEHHBIN Mpenapar, OTIycKaeMblii 0ECIIIaTHO WM CO CKUIKOW U HE BO-
HIeAMNA B MUHUMAJIbHBIN ACCOPTUMEHT JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOIO MpH-
MEHEHUS, HEOOXOMMBIX JUTsI OKa3aHHUS MEIUIIMHCKON MOMOIIH, 0OCTY)KHBACTCSI B TCUCHUE JIc-
CSITU pabouyux JHEH co AHA 0OpalleHus Juia K CyObeKTY pO3HUYHOU TOPTOBIIH;

pelenTsl Ha JIEKApCTBEHHBIE Mpenaparbl, Ha3Ha4aeMble 10 PEIIECHUI0 BpaueOHONW KOMMC-
CHH, 00CITYKMBAIOTCS B T€UEHUE MATHAAATH pabouux AHEN co JHA oOpalleHus Jula K CyObek-
Ty PO3HUYHON TOPTOBIIH.

3anpemaeTc51 OTIIYCKAThb JICKAPpCTBCHHBIC NPCHApaThl IO peucnTaM € HCTCKIIMM CPOKOM
I[@ﬁCTBPISI, 3a UCKIIIOYCHHUEM Clly4dasa, Korja CpoK Ilef/'ICTBI/Iﬂ peuciiTa UCTCK B IICPUO HAXOKIAC-
HHA €TI0 Ha OTCPOUYCHHOM O6CJ'Iy>KI/IBaHI/II/I.

[Ipu ucTedyeHnn cpoka ASHCTBHS pelienTa B MEPHO/I HAXOXKICHHUS €ro Ha OTCPOYCHHOM 00-
CIy)KMBaHUH OTITYCK JIEKAPCTBEHHOTO TIperapara Mo TaKoMy pPelenTy OCyLIeCTBIsieTcs: 0e3 ero
nepeoopMIICHHUS.

7. HCKapCTBeHHHe npemnaparbl OTITYCKAIOTCA B KOJIMYCCTBE, YKA3dHHOM B PCIICIITC, 34 UC-
KIIIOYCHHUEM CJIy4dacB, Korja IJid JICKapCTBCHHOI'O IIpCriapara YCTAaHOBJICHBI IMPCACIIBHO JOITY-
CTUMOC NI PEKOMCHAOBAHHOC KOJIMYECTBO AJIA BBINMUCBIBAHUA HA OJJUH PELCIIT <10>.

<10> [Ipunoxenuss N 1 u N 2 x mopsaKy Ha3HAUE€HUS U BBIIHCHIBAHMS JIEKAPCTBEHHBIX
IIpenaparoB, yTBEPKACHHOMY npukazoM N 1175H.

[Ipu mpeabsiBICHUHN pElLeNTa C MPEBBIIEHUEM MPEACIBHO TOMYCTUMOTO HJIM PEKOMEH]10-
BaHHOTO KOJMYECTBA JICKAPCTBEHHOTO MpemapaTa JUisl BHIMUCHIBAHUS Ha OJMH peuent gapma-
[EBTUYECKUI PaOOTHUK MHPOPMUPYET 00 3TOM JIMIIO, MPEICTABUBIIEE PEIENT, PYKOBOIUTEIS
COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHU3allyd U OTIYCKAET YKa3aHHOMY JIMIy YCTaHOBJIEHHOE
COOTBETCTBEHHO MPEJENIbHO JOIMYCTUMOE MM PEKOMEHJI0BAaHHOE KOJIMYECTBO JIEKAPCTBEHHOTO
npenapara JJisl BHIUCHIBAHUS HA OJUH PELENT C MPOCTaBICHUEM COOTBETCTBYIONIEH OTMETKU B
perenre.

[Ipn Hamuuuu y cyObeKkTa pO3HUYHOW TOPTOBIM JIGKAPCTBEHHOTO Mperapara ¢ J03UPOB-
KOW, OTJIMYHOM OT JI03UPOBKH JIEKAPCTBEHHOT'O Tpernapara, yKa3aHHOW B pelenTe, OTHYCK UMe-
IOIIETOCA JIEKAPCTBEHHOI'O Mpernapara JONYCKAETCS, €CIU JI03UPOBKA TAKOTO JIEKAPCTBEHHOI'O
Ipenapara MeHbIIIe JO3UPOBKHU, YKa3aHHOU B perente. B Takom ciydae oCymiecTBisieTcs nepe-
CYET KOJIMUYECTBA JIEKAPCTBEHHOIO Mpernapara ¢ yueToM Kypca JICUEHUS], YKa3aHHOTO B PELEIITE.
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B ciydae ecnu 103upoBKa JI€KapCTBEHHOIO Mpernapara, UMEoIerocs y cyobekra po3Hud-
HOM TOProOBIIM, MPEBBIIIAET JO3UPOBKY JICKAPCTBEHHOTO Mpenapara, yKa3aHHYI0 B pelentTe, pe-
meHue 00 OTITYCKE JICKAPCTBEHHOTO Ipernapara ¢ TaKOW TO3UPOBKON MPUHUMAET MEIUIIMHCKUN
pabOTHHUK, BHIMUCABIINI PELICTIT.

8. OTmyck JIeKapCTBEHHOTO IperapaTa OCYIIECTBISETCS B MEPBUYHON U BTOPUUHOM (T10-
TPeOUTENHCKOM) YIIaKOBKAaX, MAPKUPOBKA KOTOPHIX JOJDKHA OTBEYATh TPEOOBAHMSIM CTaThbu 46
®enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOparieHun JIeKapCTBEHHBIX
cpeactB" <11>, a ynakoBka i1 HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MIPENapaToB
criucka Il - TpeboBanusam mynkra 3 cratbu 27 denepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-
@3 "O HApKOTUUYECKUX CPEACTBAX W MCUXOTPOMHBIX BeniecTBax" <12>,

<11> Cobpanue 3akoHomareiabcTBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; N 42,
cT. 5293; 2014, N 52, ct. 7540.

<12> CoOpanue 3akoHomareiabcTBa Poccuiickoit ®eneparnuu, 1998, N 2, cr. 219; 2012, N
53, cT. 7630; 2013, N 48, ct1. 6165; 2015, N 1, cT. 54.

Hapymenue nepBuyHON yakoBKH JIEKAPCTBEHHOI'O MpenapaTta IpH ero OTIyCcKe 3arpela-
eTcsL.

Hapymenue BTopu4HON (IOTPEOUTENHCKOM) YIAKOBKH JIEKAPCTBEHHOr'O Ipernapara U oT-
IIyCK JIEKAPCTBEHHOI'O Iperapara B IEPBUYHON YIIAKOBKE JIOIYCKAETCS B ClIydae, €Cu KOJIu4e-
CTBO JIEKaPCTBEHHOI'O Npernapara, yKa3aHHOE B PELeNTe WIM HEOOXOIUMOe JHIlY, IproOpeTato-
IeMy JIEKapCTBEHHbIN mpenapar (mpu 6e3pelenTypHOM OTIIYCKe), MEHbIIE KOJMUYECTBa JeKap-
CTBEHHOTO TIperapara, COJepiKallerocs BO BTOPUYHONW (MOTPeOUTEIHCKON) ynakoBke. B Takom
cilydae Ipu OTITyCKe JIEKapCTBEHHOI'O Iperapara JIMily, IpruoOpeTarolieMy JeKapCTBEHHBIN mpe-
napar, NpeAoCTaBIseTCsl HMHCTPYKLUUS (KOMMSI HHCTPYKLUHU) 110 IPUMEHEHHUIO OTIIyCKA€MOIOo Jie-
KapCTBEHHOI'O IIpernapara.

9. Ilpu oTmycke JeKapCTBEHHBIX IMpPENapaToB MO pelenTy (apMmalneBTHUYEeCKU pabOTHUK
IPOCTaBISIET OTMETKY Ha perente o0 OTIHYyCKe JIEKapCTBEHHOT0 Ipernapara ¢ yKa3aHUeM:

HAaMMEHOBAaHMsI aNTeUYHOM opraHu3anuu (pamMuiny, UMEHHU, oT4yecTBa (IpU HAJIWYMM) UH-
JUBHU1yaJIbHOTO MPEANPUHUMATENS);

TOProBOro HaMMCHOBAHHA, JOSUPOBKHU U KOJUYCCTBA OTIIYHICHHOT'O JICKAPCTBCHHOT'O IIPC-
napara;

(dbaMuiIMM, UMEHHU, OTYeCTBa (TPU HAJIMYMK) MEAUIIMHCKOTO pabOTHUKA B Cllydasix, yKa3aH-
HBIX B a03alle YeTBEpPTOM IyHKTa 7 U ab3are TperbeM nyHkTa 10 HacTosuux [Tpasu;

PEKBU3UTOB JIOKYMEHTA, yJOCTOBEPSIOUIETO JIMYHOCTh JIMIIA, MOJIYYMBIIErO JEKapCTBEH-
HBII Tpenapar, B cilyyae, ykazaHHOM B myHKTe 20 HacTtosmux [Ipasu;

(dbamMuiny, UMEHH, oT4ecTBa (MpU HAIWYNM) (hapMaleBTHUECKOro pabOTHHKA, OTITYCTHB-
LIETO JIEKAPCTBEHHBIH Mpenapar, U €ro MoAnNCH;

AaThl OTITYCKaA JICKAPCTBECHHOTI'O ITpeIiapara.

10. IIpu oTmycke IeKapCTBEHHBIX MPEMapaToB MO PEIENTYy, BHIMHUCAHHOMY Ha PELeNTyp-
HoM Omanke ¢opmbl N 107-1/y, Cpok AEHCTBUS KOTOPOTO COCTABIsET OAWH roa <13>, u B KOTO-
POM yKa3aHbI IEPHOBI U KOTUYECTBO OTITYCKa JIEKAPCTBEHHOTO IpernapaTa (B Kax bl IEpUO.),
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peLenT BO3BpallaeTcs JIUIy, IPHoOpeTaroleMy JIEKapCTBEHHBIN MpenapaT, ¢ OTMETKOM, coaep-
JKalllel CBEJEHMs, YKa3aHHbIE B MyHKTe 9 HacTosiuux IIpaBui.

<13> Tlpunoxenne N 2 K MOPSAAKY Ha3HAUCHUS U BHIMHCHIBAHUS JICKAPCTBEHHBIX Ipemapa-
TOB, YTBEpKJIeHHOMY npuka3zom N 1175H.

[Ipu ouepenHom obparieHuu Juia K CyObeKTy PO3HUYHOI TOPTOBIHU C IaHHBIM PELETITOM
YUYUTBIBAIOTCS OTMETKH O MPEIBIIYIIEM OTIYCKE JIEKApCTBEHHOTO Mpenapara mo TakoMy perern-
Ty ¥ B cllydyae MpHOOPETEHUs JIUIIOM KOJIMYEeCTBA JIEKAPCTBEHHOTO Iperapara, COOTBETCTBYIO-
[IEr0 MaKCUMAaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM PabOOTHUKOM B pelenTe, a TaK-
K€ 10 MCTEUEHUU CPOKa JIEUCTBUS pelenTa, Ha pelente npocrapisercs mramil "JlekapcTBeH-
HBIM Tpenapar OTyIieH" ¥ perenT BO3BpallaeTCs JIUILY.

EnunoBpeMeHHBIN OTITYCK JIEKapCTBEHHOTO Ipernapara Mo pelenTy, BhIMUCAHHOMY Ha pe-
nentypaoM 6manke Gopmer N 107-1/y, cpok neicTBHS KOTOPOTO COCTABISAET OJUH rox <13>, u B
KOTOPOM yKa3aHbl MEPUOJIbI U KOJIMYECTBO OTIYCKa JIEKAPCTBEHHOTO Ipemnapara (B KaXKIblil 1e-
pHOJ), JOMYCKAETCSI TOJIBKO MO COTJIACOBAHUIO C MEAUIIMHCKUM PaOOTHUKOM, BBIMHCABIINM pe-
LENT.

<13> Ilpunoxenue N 2 K MOPAIKY Ha3HAYCHHUS U BBITMCHIBAHUS JIEKAPCTBEHHBIX Ipemapa-
TOB, YTBEPKAEHHOMY Npruka3zoM N 1175H.

11. Ilpu oTmycke JeKapCTBEHHBIX MPENapaTroB IO PELENTy, BBIMUCAHHOMY Ha pelenTyp-
HoM Onanke ¢opmbl N 148-1/y-04 (;1) wiu dopmsl N 148-1/y-06 (i1), 3a1I0JIHEHHBIA KOPEIIOK
TaKOro perernra nepeaaeTcs: papManeBTHIeCKUM paOOTHUKOM JIHILY, MpuodpeTaronemy (mony-
YalolleMy) JIEKapCTBEHHBIC TTpENaparhl.

12. TIpu oTnycke HapKOTHYECKOTO M MCHUXOTPOIHOIO JIEKAPCTBEHHOr'O Ipernapara CIucKa
Il Ha peuenTe 00 OTIMyCKe JEKApCTBEHHOIO IpernapaTa MpOCTaBIsSIeTCs MevyaTh anTeKd WM al-
TEYHOTO0 MyHKTa, B KOTOPOH yKa3aHO MX MOJHOE HAaMMEHOBaHUE (IIpY HAJIMYUU TIeYaTH).

13. Ilpu ornmycke MMMYHOOHOJIOTHYECKOIO JIEKApCTBEHHOTO Mpenapara Ha peuente WUiu
KOpEIIKe pelenTa, KOTOPhId OCcTaeTcs y JIMla, NpruoOpeTaroiero (Molydarolero) JeKapcTBeH-
HBIN Mpenapar, yKa3bIBaeTCsl TOUHOE BpeMs (B yacaXx M MHUHYTaX) OTIyCKa JIEKapCTBEHHOTO Ipe-
napara.

OTnyck MMMYHOOMOJIOTMYECKOTO JIEKapCTBEHHOIO Ipernapara OCYLIECTBISETCA JIMLLY,
npuoOpetarolieMy (TMOIydaroLieMy) JIEKapCTBEHHBIN Mpenapar, Mpu HaJTU4UU y HEeTo Cleluallb-
HOTO TEPMOKOHTEWHEpAa, B KOTOPHIM MOMEIIAETCs JEKAPCTBEHHBIM IIPenapar, ¢ pa3bsCHEHHEM
HEOO0XO/IMMOCTH JJOCTaBKU JTAHHOT'O JICKAPCTBEHHOTO Ipernapara B MEJIULMHCKYIO OPTaHU3aIHI0
IIPU YCIIOBUH XPAHEHHUs B CIIEMAIBHOM TEPMOKOHTEHHEPE B CPOK, HE MPEBBIIAINAN 48 4acoB
1I0CJIE €ro MPUOOpPETeHHUS.

14. OcratoTcst U XpaHsTCad Yy CyObeKTa pO3HUYHOM TOProBiIM perentsl (¢ orMerkoil "Jle-
KapCTBEHHBIN Mpenapar oTnyieH") Ha:

HAapKOTUYCCKHUEC W ICUXOTPOITHBIC JICKAPCTBCHHBIC IMpEmapaTrhbl CIIMCKa H, IICUXOTPOITHBIC
JICKApPCTBCHHLBIC NIPCIIapaThl CIIMCKaA III - B Teuenue naTu JCT,

JIEKapCTBEHHBIC TIPENapaThl, OTITyCKaeMble OECIIJIaTHO WJIM CO CKUJIKOW, - B TEUEHHUE TPEX
JIET;
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KOMOMHHpPOBaHHbIE JIEKAPCTBEHHBIE MpENaparbl, COAEpKalUe HAPKOTHYECKHE CPEICTBa
WM TICUXOTPOIHbIE BenlecTBa, BHeCceHHbIE B ciucku I u 11l Tlepeunsi, usroroBieHHbIE B anTey-
HOM oOpraHu3aluu, JIEKAPCTBEHHBIE Mpenaparhl, oOagarone aHa0OJINYecKOW aKTHUBHOCTHIO,
JIEKapCTBEHHBIE IIpENapaThl, MOAJIEKAIIUE MPEAMETHO-KOJINYECTBEHHOMY YYe€Ty, - B TE€UEHHE
TpeX JIET;

JIEKapCTBCHHBIE MpEnapaThl B XUIAKOW JIEKApCTBEHHOU Qopme, comepxkamue 6onee 15%
STUJIOBOTO CIIUPTA OT 00bEMa FOTOBOM MPOYKIMH, UHbIE JIEKAPCTBEHHbIE MpEenaparbl, OTHOCS-
uecs mo ATX k antuncuxoruyeckum cpenctsam (kog NOSA), ankcuonutukam (kox NOSB),
CHOTBOPHBIM M cefatuBHBIM cpeactBaM (koa NOS5SC), antunenpeccantam (kox NO6A) u He 1o-
JeKalue NpeMETHO-KOJIMYECTBEHHOMY YUETY, - B TEUEHUE TPEX MECALIEB.

15. PeuenTtsl, He yka3aHHble B IyHKTe 14 Hactodmux IlpaBuin, orMeuaroTcss HITaMIIOM
"JlekapCTBEHHBIN Mpenapar OTOYIICH" W BO3BPAIIAIOTCS JIMILY, MOJYYUBIIEMY JICKAPCTBEHHBIN
npemnapar.

Peuentsl, BeIMMCaHHbIE ¢ HAPYIIEHUEM YCTAHOBJIEHHBIX IpaBui <14>, perucTpupyrorcs B
JKypHaJIe, B KOTOPOM YKa3bIBalOTCS BBISIBJICHHBIC HAPYIICHUS B OOPMIICHHH PEIeTa, (haMUITHS,
UMsi, OTUYECTBO (MpU HATUYHMH) MEIUIIUMHCKOTO pabOTHHKA, BBHIMKMCABILIErO pElEnT, HauMEHOBa-
HUE MEAUIIMHCKON OpraHu3alliu, IPUHITHIE MEPBI, OTMEUaloTCs mTamnom "Peunent neneicTBu-
TelneH" M BO3BpAllAlOTCs JHILy, NpencTaBuBiiemMy peuent. O ¢akrax HapylIeHUS TPaBHI
O(QOPMIICHHS PEIENTOB CYOBEKT POSHUYHON TOProBIIM WH(POPMHUPYET PYKOBOIUTENSI COOTBET-
CTBYIOLLEH MEIUIIMHCKOW OpraHU3aluu.

<14> Ilpuka3z N 11751 u npuka3z N 54H.

16. Ilpu oTnycke JeKapCTBEHHOTO Mpenapara GpapMareBTUIeckuii paboTHUK HHPOpMUpY-
eT JuIo, npuodperaroiiee (Mosydaromiee) JEKapCTBEHHBIM MpernapaTr, 0 pekuMe U J03aX €ro
npruema, MpaBWjiaX XPaHCHHS B JOMAIIHUX YCIIOBHUSX, O B3aMMOJCHCTBHH C JAPYTUMH JIEKap-
CTBCHHBIMHU IIpCIiapaTaMu.

17. Ilpu oTmycke NeKapCTBEHHOro mpemnapara (apMaleBTHUECKHi paOOTHUK HE BIIpaBe
MPEAOCTABIATh HEJOCTOBEPHYIO M (WJIM) HEMOJHYI0 MH(POPMAIMIO O HAIUYUU JIEKAPCTBEHHBIX
MpenaparoB, BKIIOYAsl JEKAPCTBEHHBIE IpenapaThl, UMEIOIINE OJWHAKOBOE MEXIYHApOJIHOE
HEMaTeHTOBAHHOE HAaMMEHOBaHWE, B TOM YHCJI€ CKpbIBaThb MH(OPMAIUIO O HAJUYHH JIeKap-
CTBEHHBIX MPENapaToB, HMEIOIINUX O0ee HU3KYI0 1eHy <15>.

<15> Crarbsa 74 ®enepanpHoro 3akoHa ot 21 Hos0ps 2011 r. N 323-®3 "OO6 ocHoOBax
OXpaHbl 3710poBbs TpaxkaaH B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenscTBa Poccuii-
ckoit denepanuu, 2011, N 48, c1. 6724; 2013, N 48, c1. 6165).

18. 3ampeniaercs oTnyck (haabCHUPHUIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX U KOHTpa(aKT-
HBIX JICKAPCTBEHHBIX MpenapaToB <16>.

<16> Crarps 57 ®enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obparnieHnn
JIEKapCTBEHHBIX CPEJCTB".

I1. TpeGoBaHusi K OTIyCKY HAPKOTHYECKHMX U MICUXOTPOIHBIX
JIEKAPCTBEHHBIX NPENapaToB, JIEKAPCTBEHHBIX NPENapaTos,


consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478095F4F45E2EEDBFFD873CE372F69CE85A7710D89F6DAC06AFVDO
consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478095F4F45E2EEDBFFD873CE372F69CE85A7710D89F6DAE00AFV0O
consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478097F4F55824EDBFFD873CE372AFV6O
consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478097F4F4532FEDBFFD873CE372AFV6O
consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478095F7F75B24EDBFFD873CE372F69CE85A7710D89F6DAA02AFV7O
consultantplus://offline/ref=38888AA3CE9F99A0F3EF4236321DE0478097F7F3592EEDBFFD873CE372F69CE85A7710D89F6DAB02AFV1O

ods1aaomuUX aHA00IMYECKOH AKTUBHOCTHI0, HHBIX JIEKAPCTBEHHbIX
NpenapaToB, NOAJIEKAIMX NPEeAMETHO-KOJIUIECTBEHHOMY Y4eTy

19. OTnyck HapKOTMYECKHUX U ICUXOTPOIIHBIX JIEKAPCTBEHHBIX IPENapaToB, JEKapCTBEH-
HBIX IIpernaparoB, 00JaJarolMX aHAO0OIMYECKONW aKTHUBHOCTBIO, JIEKApCTBEHHBIX IpenapaTos,
HOJUIeKAIUX MPEIMETHO-KOJIMUECTBEHHOMY YYeTy, OCYIIECTBIseTCA (papMalneBTHYeCKUMHU pa-
OOTHHKaMHM, 3aHUMAIOIUMH JIOJDKHOCTH, BKIOUEHHBIE B II€PEUYEHb JOJDKHOCTEH (hapMalieBTHYe-
CKUX M MEIUIMHCKHX pabOTHUKOB B OpPraHU3AIMAX, KOTOPBIM MPEJOCTaBICHO MPABO OTIYCKa
HapKOTHUYECKUX JICKAPCTBEHHBIX IMPENapaToB M ICUXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB
(bu3nyecKuM JMLaM, YTBEPKACHHBIH NprkazoM MuHHcTepcTBa 3/paBooxpaHeHust Poccuiickoi
Oeneparun ot 7 centsiops 2016 r. N 6811 (3apeructpupoBan MunmncrepcTBom roctuiuu Poc-
cutickoit deneparuu 21 cenTsiops 2016 1., peructpanuonubiii N 43748).

20. HapkoTnueckue U NCUXOTPOIIHBIE JIEKApCTBEHHbIE Ipenaparsl cnucka II, 3a uckiroue-
HUEM JIEKapCTBEHHBIX IIPENAPATOB B BUIC TPAHCAECPMAIBHBIX TEPANIEBTUYECKUX CHCTEM, OTILYC-
KAIOTCS IIPU IIPEABIBICHUN JOKYMEHTA, YAOCTOBEPSIOIIETO JUYHOCTD, JIMILY, YKa3aHHOMY B pe-
LIENTe, €ro 3aKOHHOMY IPEJCTaBUTEN0 <17> Wi JIully, UMEIoIIEeMy OpOPMIIEHHYIO B COOTBET-
CTBHH C 3aKOHOJATenbCTBOM Poccuiickoi denepanuy TOBEPEHHOCTh Ha IIPaBO IIOJIYYECHUS Ta-
KHX HAPKOTUYECKHUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX MIPENApPaTOB.

<17> B oTHOIIEHUHU JUIA, YKa3aHHOTO B 4yacTu 2 ctaThu 20 PenepanbHOro 3akoHa ot 21
HOs10ps 2011 1. N 323-®3 "O6 ocHOBax OXpaHbI 310pOBbs TpakaaH B Poccuiickoit @enepanuun”
(Cobpanue 3akonomarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, cr. 6724; 2012, N 26, cr.
3442, 3446; 2013, N 27, ct. 3459, 3477; N 30, cT. 4038; N 39, cT. 4883; N 48, c1. 6165; N 52,
ct. 6951; 2014, N 23, ct. 2930; N 30, ct. 4106, 42006, 4244, 4247, 4257; N 43, cT. 5798; N 49,
cT. 6927, 6928; 2015, N 1, ct. 72, 85; N 10, ct. 1403, 1425; N 14, ct. 2018; N 27, cT. 3951; N
29, ct. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, cT.
2488; N 27, ct. 4219).

21. HapkoTuueckue U NMCUXOTPOIHBIE JIEKAPCTBEHHBIE Mpemnapatsl crucka Il (3a uckmtoye-
HHUEM JIEKapCTBEHHBIX MPENapaToB B BUJE TPAHCAECPMAIbHBIX TEPANEBTUUECKUX CHCTEM), Mpe-
Ha3Ha4YeHHbIE JJIS Tpa)</J1aH, UMEIOUINX MpaBo Ha OecIJIaTHOE MOJy4yeHHUE JIEKAPCTBEHHBIX Mpe-
[apaToB WU MOJIY4YEHHE JEKapCTBEHHBIX IPENapaToB CO CKUAKOM, OTIIYCKAIOTCSA IIPU IPEIbsiB-
JICHUM peLenTa, BBIMUCAHHOTO Ha peuentypHoM 6manke ¢popmel N 107/y-HII, u peuenra, BbIu-
caHHoro Ha peuentypHom Onanke ¢popmbl N 148-1/y-04 (1) unu popmsr N 148-1/y-06 (11).

JlekapcTBeHHBIE TIpenapaThl, YKa3aHHbIe B a03aliaXx TPETheM - BOCBMOM ITyHKTa 4 HacTOs-
mux IlpaBun, npeqHasHaueHHbIE JUIS TPaXKAaH, UMEIOIUX MPaBoO Ha MOJIYYEHUE JIEKAPCTBEHHBIX
IpenapaToB, OTITYCKaeMbIX OECIIaATHO WIJIM CO CKUAKOHW, OTITYCKAIOTCS TIPH TPEIBbSBICHUU pe-
LIENTa, BHIMCAHHOTO Ha peuentypHoM Onanke Gopmbl N 148-1/y-88, u penenra, BbIMHCaHHOTO
Ha perienTypHoM Omanke ¢popmbl N 148-1/y-04 (o1) umu popmst N 148-1/y-06 (o).

22. Ilocne oTnycka HAPKOTUYECKUX M TICUXOTPOMHBIX JIEKAPCTBEHHBIX MIPENAPATOB CIMCKA
Il, B ToM uucie B BHUJE TpaHCAEPMAJIbHBIX TEPANEBTUYECKUX CHUCTEM, MCHUXOTPOIHBIX JeKap-
CTBEHHBIX npenaparos crnucka Il numy, nmomydmBiIeMy JIEKapCTBEHHBIM INpenapar, BbIIAETCS
CUTHATYpa C XKeJITOM M0JI0Coi B BEpXHEH YacTH U HAAMKUChIO YepHBIM IpudToM Ha Hell "Curna-
Typa'", B KOTOpPOH YKa3bIBalOTCA:

HAaNMCHOBAHUC U apeC MCCTOHAXOXKICHUS alITCKH UJIM allTCYHOI'O ITYHKTA,

HOMCP U [1aTa BBIITMCAHHOI'O PCUCIITA,
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(bamunus, uMs, 0TYECTBO (IIPU HAJIMYUM) JIULA, A1 KOTOPOIo MpeIHa3HauYeH JIeKapCTBEH-
HBIH Ipernapar, €ro Bo3pacr;

HOMED MGHHHHHCKOﬁ KapThbl IMalMCHTA, IOJYYaromero MEAUIUHCKYIO ITIOMOIIb B aM6yna—
TOPHBIX YCJIOBHAX, IJII KOTOPOr'o NpCAHA3HAUYCH JIeKapCTBeHHbe/'I npemnapar,

bamunus, UMsi, OTYECTBO (MPU HAIUYUHM) METUIIMHCKOTO PaOOTHHKA, BBIITUCABIIETO pe-
LENT, ero KOHTAKTHBIA TesnedoH 1100 TenedoH MEAUIIMHCKONW OpraHu3aIiig;

COACPIKAHUE PELCIITA HA JIATUHCKOM S3BIKEC,

bamunus, UMs, OTYECTBO (IIPU HAJIMYMHN) U TOANHUCH (PapMaleBTUYECKOro paboTHHKA, OT-
IIYCTHBUIETO JICKApPCTBEHHBIH Iperapar;

JaTa OTIyCKa JICKapCTBCHHOI'O IIpfIiapara.

23. OTnyck 3THJIOBOTO CIUPTA MPOU3BOJUTCS MO PEUENTY C YUETOM YCTAaHOBJIEHHBIX Tpe-
0OBaHMI1 K 00BEMY Taphl, YIIAKOBKE M KOMIUIEKTHOCTH JICKAPCTBEHHBIX IpenapaToB <18>.

JlekapCTBeHHBIEC TpenapaTsl, COEpIKaIIUe STHIIOBBIN CIIUPT, B TOM YHCIIE U3TOTOBIICHHBIE
IO peuenty cyObeKTOM PO3HHUYHOH TOPrOBJIM, MMEIOIIMM JIMIICH3WIO0 Ha (papMalieBTUYECKYIO
NEeSITEIbHOCTh C TPABOM H3TOTOBIICHHS JIGKAPCTBEHHBIX IPEMApaToB, OTIMYCKAIOTCS C y4ETOM
YCTaHOBJICHHBIX TPEOOBaHUH K 00bEMY Taphl, yHaKOBKE M KOMIUICKTHOCTH JICKAPCTBEHHBIX ITpe-
naparoB <18>.

<18> Yacrts 4.1 crateu 45 denepanshoro 3akona ot 12 ampens 2010 r. N 61-d3 "O6 06-
pamenun JekapcTBeHHbIX cpeactB" (CoOpanue 3akoHonatenbcTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815; 2014, N 52, ct. 7540; 2015, N 51, ct. 7245), nocranosnenue [IpaButennb-
ctBa Poccuiickoit ®eneparnuu ot 23 utons 2016 r. N 716 "O nopsiake ¢popMupoBaHus NepedHs
JICKapPCTBEHHBIX TPENapaToB JIsl MEIUIIMHCKOTO MPUMEHEHUS, B OTHOIICHHH KOTOPBIX yCTaHAB-
JUBAIOTCS TpeOOBaHMS K 00bEMy Taphl, YIAKOBKE U KOMILJIEKTHOCTH, NIEPEYHS JIEKapCTBEHHBIX
MpenapaToB JiJIsi BETEPUHAPHOTO MTPUMEHEHUSI, B OTHOIICHUH KOTOPBIX YCTaHABIUBAIOTCS TPeOo-
BaHUs K 00BEMY Taphl, U onpeneneHus Takux TpedboBanuit” (Cobpanue 3akoHogatenscTBa Poc-
cutickoit denepanuu, 2016, N 31, ct. 5030).

24. 3anpeniaercs pa3AeiabHBIM OTIYCK JEKapCTBEHHBIX CPEJCTB, BXOJALIMX B COCTaB Jie-
KapCTBEHHOI'O IpenapaTa, U3roTaBIMBaeMoro CyobeKToOM pO3HUYHON TOPTOBIIH.

25. 3anpemaercst OTIYCK CyOBEKTOM PO3HMYHOM TOPIOBIM JIEKAPCTBEHHBIX IpPENapaTos,
yKa3aHHBIX B MyHKTe 4 Hactosmux [IpaBui, 1o penentam BeTepUHAPHBIX OpraHU3aIHH.

I1I. TpeOoBaHMA K OTIYCKY JICKAPCTBEHHBIX NIPENapaToB
110 TPeOOBAHUAM-HAKJIAAHBIM MeIMIMHCKUX OPraHU3aLMi,
HHAMBHUAYAJIBHBIX NPEANPHHUMATEICH, HMEIOLIUX JTHIEH3HIO
HAa MEAUIIMHCKYIO 1€ATCIbHOCTH

26. TpeboBaHme-HaKTaqHAst HA OTITYCK JIGKAPCTBEHHBIX MPETapaToB 0POPMIISIETCS B COOT-
BETCTBUU ¢ MHCTpyKIMEl 0 MOpsIKe BHIMUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB U oopmiieHus
perenToB U TpeOOBaHHUI-HAKIIAHBIX, YTBEPKICHHON MpuKa3oM MUHHCTEpPCTBA 3paBOOXpaHe-
HUS U colManbHOro pazsutus Poccuiickoit @enepamuu ot 12 deBpans 2007 r. N 110 "O nopsa-
K€ Ha3HAu€HUs U BBIMCHIBAHMS JIEKAPCTBEHHBIX MIPErapaToB, U3AEIUN MEAUIIMHCKOTO Ha3Haye-
HUS U CHEIHMAIM3UPOBAHHBIX MPOAYKTOB JiedeOHOro muTtaHus" (3aperucTpupoBaH MuHHCTEp-
ctBoM toctuninu Poccuiickoit @eneparuu 27 anpenst 2007 ., peructpannonsbiii N 9364) <19>,
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<19> C u3mMeHeHUsIMH, BHECEHHBIMU IIPUKa3aMU MMHHCTEPCTBA 3[paBOOXPAHEHUS U CO-
nuaasHoTo pasButus Poccuiickoit deneparuu ot 27 aBrycra 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoM toctuiiuu Poccuiickoit @enepanun 14 centsops 2007 r., perucTpaioHHbi N
10133), ot 25 centsa6ps 2009 r. N 794u (3apeructpupoBan MUHUCTEPCTBOM FOCTUIIMU Poccwii-
ckoit denepanmu 25 Hos10pst 2009 1., peructpannonnslii N 15317), ot 20 suBaps 2011 r. N 13n
(3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickoit deneparuu 15 mapra 2011 r., peru-
ctpaunonHbiii N 20103), npukazamu Munuctepcera 31paBooxpanenus Poccuiickoit denepanun
ot 1 aBrycra 2012 r. N 54H (3apeructpupoBan MuHHCTEpCcTBOM rocTUIIMK Poccuiickoit denepa-
nuu 15 aBrycra 2012 r., peructparmorasidi N 25190), ot 26 deppans 2013 r. N 94u (3aperu-
cTpupoBad MunuctepcTBoM roctunuu Poccuiickoin @enepanuu 25 utons 2013 r., perucrpanu-
oHHbIid N 28881).

JlomyckaeTcsi OTIYCK JIEKApCTBEHHBIX MpPENapaToB IO TpeOOBAHUAM-HAKIAIHBIM MeEIH-
UMHCKUX OPraHu3alMil U WHIUBUIAYAIbHBIX MPEAIPUHUMATENEH, UMEIOIIMNX JULIECH3UIO Ha Me-
JTUITHCKYIO JeSITebHOCTb, OPOPMIIEHHBIM B JI€KTPOHHOM BHUJIE, €CIIM MEIUIIMHCKAsl OpraHu3a-
WS, UHIUBUAYAIbHBIN MPEAIPUHUMATENb, UMEIOIINN JTUUECH3UI0 HA MEIULMHCKYIO IEATEIIb-
HOCTb, U CYOBEKT PO3HHUYHOM TOPTOBIIU SBJISIOTCS COOTBETCTBEHHO YYAaCTHHKAMHU CUCTEMBI WH-
($hopMaIMOHHOTO B3aUMOCHCTBUSA 110 OOMEHY CBEJICHUSMH.

27. OTmyck HapKOTHMYECKMX M INCHUXOTPOIHBIX JIEKAPCTBEHHBIX IpernapaToB cnucka I,
NICUXOTPOIHBIX JIEKAPCTBEHHBIX NpernaparoB crnucka [II, MHBIX JeKapCTBEHHBIX IpPENapaTosB,
MOJJIEKAITUX MPEAMETHO-KOJUYECTBEHHOMY Y4YeTy, B TOM YHCIE OTIyCKaeMbIX 0e3 pelernTa,
OCYILIECTBIISIETCS MO OTJAEIbHBIM TPEOOBAHUSIM-HAKIIATHBIM.

28. 3ampemaeTcst OTIYCK HApKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpENapaToB
cinucka I, B TOM 4uciie B BUAE TPaHCACPMAJIBHBIX TEPAIIEBTUYECKUX CHCTEM, ICUXOTPOIHBIX
JeKapCTBEHHbIX Ipemnapartos crucka Il mo TpeGoBaHUSIM-HAKIaHBIM UHIMBUAYAIBHOTO MIpE-
IPUHUMATENS], UMEIOLLET0 JIMLIEH3UI0 Ha MEUIIMHCKYIO IEATEIbHOCTh <20>.

<20> ITynkr 4 crateu 31 denepanbrHoro 3akona ot § ssHBaps 1998 r. N 3-03 "O HapkoTu-
YEeCKHUX CPEeJCTBAaX W ICcUXOTpomnHbIx BemecTBax" (CoOpaHue 3akoHonaTenbcTBa Poccuiickoit
@enepanun, 1998, N 2, ct. 219; 2003, N 27, ct. 2700; 2013, N 48, c1. 6165; 2015, N 1, cT. 54).

29. Ilpu oTmycke JeKapCTBEHHBIX IpenapaToB (hapMaleBTUUECKUI paOOTHUK MpPOBEpPSET
Ha/Iexaiee opopmieHre TpeOOBaHUA-HAKIAAHON M MPOCTaBIseT HA HEMl OTMETKY O KOJu4Ye-
CTBE M CTOMMOCTH OTITYILIEHHBIX JIEKApCTBEHHBIX MPENapaToB.

30. Bce TpeGoBaHMs-HaKIa[HbIEe, 110 KOTOPHIM OTIYLIEHBI JICKAPCTBEHHBIE Ipenaparsl,
HOJUIEkKAT OCTABJICHUIO U XPAHEHHIO Y CYOBEKTa PO3HUYHON TOPrOBIIN:

Ha HapKOTHMYECKUE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIEC Ipenaparsl cnucka lI, meuxorpor-
HBI€ JIeKapCcTBEeHHbIe IpenapaThl cnucka [l (B OTHOIIEHNH anTek U anTeYHbIX MYHKTOB) - B Te-
YECHUE IISTH JIET;

Ha JICKAPCTBCHHBIC MPEIapaThl, IMOMJICKAIUE IMTPEAMETHO-KOJIMYCCTBEHHOMY YUETY, - B TC-
YCHHUC TPECX JICT,

Ha UHBIC JICKAPCTBCHHBIC MPEIapaThl - B TCHCHHUEC OAHOI'O Io/ia.

31. Hapymenue nepBUYHON YIAKOBKM JIEKAPCTBEHHOIO Ipemnapara MpU €ro OTIYCKE I10
TpeOOBaHUIO-HAKJIAIHOM T0MyCcKaeTcs CyObeKTOM PO3HHUYHOM TOPTOBJIM, UMEIOIINUM JIUIEH3UIO
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Ha (apMalleBTUYECKYIO AEATEIbHOCTh C IIPAaBOM H3TOTOBJIEHUS JIEKAPCTBEHHBIX NpemnaparoB. B
TAaKOM CJIydae OTITYCK JIEKAPCTBEHHOTO IpenapaTa OCYIIECTBISETCS B YIIaKOBKE, O(hOpMIIEHHON
B YCTaHOBJIEHHOM MopsAake <21>, ¢ mpeAocTaBiIeHHEM HMHCTPYKUMH (KOMHUU WHCTPYKLHHU) IO
IPUMEHEHHUIO OTIIYCKaeMOI'0 JIEKAPCTBEHHOTO IIpernapara.

<21> Ilpuxa3z Munzapasa Poccun ot 26 oktsa0ps 2015 r. N 7511 "OO0 yTBepxkIeHUH npa-
BUJI WM3TOTOBJICHUS U OTIIyCKa JIEKAPCTBEHHBIX MPENapaToB JJI MEIULMHCKOIO MPUMEHEHUS
aNTEYHbIMU OpraHU3aLUsAMHU, HHIUBUAYAIbHBIMU NIPEANPUHUMATENSMU, UMEIOIUMU JINLIEH3HIO
Ha (papMaleBTHUECKYIO AESITeNbHOCTh" (3aperucTpupoBad MuHucTepcTBOM OCTHIMKM Poccuii-
ckort @enepanuu 21 anpens 2016 r., peructpanuonsasii N 41897).
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