3apeructpupoBano B Muntocte Poccunu 8 centsiops 2017 r. N 48125

MHUHHUCTEPCTBO 3IPABOOXPAHEHMS POCCUMCKOM ®EJIEPALIIA

IMPUKA3
ot 11 mroasa 2017 r. N 403u

OB YTBEPXXJIEHUU ITPABUJI
OTITYCKA JIEKAPCTBEHHBIX ITPEITAPATOB JJIS1 MEJULHHUHCKOI'O
INPUMEHEHMUS, B TOM YNCJIIE UMM YHOBHUOJIOTHYECKHUX
JIEKAPCTBEHHBIX
INPEITAPATOB, AIITEYHBIMHA OPTAHU3ALIUAMU, UHANBUIY AJIBHBIMHA
INPEANTPUHUMATEJIAMU, UMEIOIIUMHU JIMIEH3UIO
HA PAPMAINEBTHYECKYIO JEATEJBHOCTbD

B cootBetcTBHU co craTheit 55 denepanbhoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
oOpaiienun nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanumy,
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 ceHTIO0ps
1998 r. N 157-®3 "O6 wummyHonpodwmiakTuke wHHPEKIMoHHbIX Oone3neit” (CobOpanue
3akoHojarenbcTBa Poccuiickoit denepanmu, 1998, N 38, cr. 4736; 2009, N 1, cT. 21; 2013, N
48, ct. 6165) m nogmynkramu 5.2.169, 5.2.183 Ilonoxenuss o0 MUHHCTEPCTBE 3/IpaBOOXPAHEHHS
Poccuiickoit ®enepanuu, yTBEpKAEHHOro mnocraHoBiaeHueM IIpaButenscTtBa Poccuiickoi
Oeneparuu ot 19 utons 2012 r. N 608 (Cobpanue 3akonomarenbcTBa 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, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2,
cT.491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, cT1. 1268; N 27, c1. 4497; N 28,
cT. 4741; N 34, ct. 5255; N 49, c1. 6922; 2017, N 7, ct. 1066), mpuKa3biBaro:

1. VTBepauTh mpaBWia OTIycKa JEKApPCTBEHHBIX TpEnaparoB His METUIIUHCKOTO
MPUMEHEHHUS, B TOM YHCIIE€ UMMYHOOHMOJOTHYECKHUX JIEKAPCTBEHHBIX MPEMNapaToB, alTeYHbIMHU
OpraHM3alUsIMH, WHIUBUAYaIbHBIMA MNPEANPUHUMATEISIMU, HMMEIOIMIMMU JIMIICH3UI0 Ha
(bapMaleBTUYECKYIO AEATEIbHOCTb, COTJIIACHO MPUIIOKEHUIO.

2. [Tpu3HaTh yTpaTUBIIUMU CUITY:

npukas3 MUHHCTEPCTBA 30pPaBOOXPAHEHUS M COLMAIBHOIO pa3BUTHS Poccuiickoit
®eneparun ot 14 nekabps 2005 r. N 785 "O Ilopsiake oTmycka JIeKapcTBEHHBIX CpeicTB”
(3apeructpupoBad MunuctepctBoM roctuimu Poccuiickoit ®@enepanuu 16 suBaps 2006 r.,
peructpaunoHHslii N 7353);

nprukas3 MUHHCTEPCTBA 30pPaBOOXPAHEHUS M COLMAJIBHOIO pa3BUTHS Poccuiickoit
®enepanuu ot 24 anpens 2006 r. N 302 "O BHeceHunm uU3MEHEHMH B npuka3 MunHHcTEepcTBa
3IPaBOOXPAHEHHUs U CONHAIBHOTO pa3BuTHsl Poccuiickoit denepanun ot 14 nexabps 2005 r. N
785" (3apeructpupoBan MunuctepctBoMm roctunmu Poccuiickoit @eaepanuu 16 mas 2006 r.,
peructpanoHHbI N 7842);

npukaz MuHUCTEpCTBAa 3/IpaBOOXpPAHEHUS U COLMAIBHOrO pa3Butus Poccuiickoit
Oenepannu ot 12 depasis 2007 r. N 109 "O BHecennn u3MeHnenmii B Ilopsmok oTmycka
JIEKAPCTBEHHBIX CPEACTB, YTBEPXKIACHHBIM NpHKa3oM MMUHHUCTEpCTBA 3ApaBOOXpPaHEHUS U
conmmanpHOro pa3Butus Poccuiickoit ®enepanmn ot 14  mexabps 2005 1. N 785"
(3apeructpupoBan MunuctepctBoM octunuu Poccuiickoit ®@epeparun 30 mapta 2007 r.,
peructpaunoHHbId N 9198);
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npukas MuHUCTEpCTBA 31paBOOXpPAaHEHUs M COLMAIBHOIO pa3BuThUs Poccuiickoin
®enepauun ot 6 aBrycra 2007 r. N 521 "O BHecenun usmeHenuit B Ilopsimox oTmycka
JIEKAPCTBEHHBIX CPEACTB, YTBEPXKIACHHBIM NpHKa3oM MHUHHUCTEpCTBA 3ApaBOOXpaHEHUS U
conanpbHOro pas3Butus Poccuiickoir ®enepanmu ot 14  ngexabps 2005 r. N 785"
(3apeructpupoBan MunuctepcrBom toctuuuu Poccuiickoit denepanuu 29 asrycra 2007 r.,
peructpanronubiii N 10063).

Munuctp
B.M1.CKBOPLIOBA

[Ipunoxxenue

K IIpUKa3y MUHHCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuun

ot 11 utons 2017 r. N 403u

ITPABHJIA
OTITYCKA JIEKAPCTBEHHBIX ITPEITAPATOB JAJIs1 MEJULIUHCKOI'O
INPUMEHEHMUS, B TOM YUCJIE UMM YHOBHUOJIOTTYECKHUX
JIEKAPCTBEHHBIX
ITPEITAPATOB, AIITEYHBIMHA OPI'TAHU3ALIUAMMU, UHAUBUIY AJIbBHBIMU
NPEANTPUHUMATEJIAMU, UMEIOHIUMHU JIMHEH3UIO
HA PAPMAINEBTHYECKYIO JEATEJBbHOCTD

I. O0mue TpedOBaHUA K OTIIYCKY JIEKAPCTBEHHBIX NIPENapaToB
JJIS1 MEUIIMHCKOTO NPUMeHEeHHUs

1. Hacrosimue mpaBuiia ONpEAeNsitOT MOPSI0K OTITYCKa JIGKAPCTBEHHBIX MPEnapaToB IJis
MEAUIIMHCKOTO TPUMEHEHUS, B TOM YHUCJIe IMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENnapaToB
(mamee - JneKapCTBEHHBIC IMpernapaThl), ANTEYHBIMH OPraHU3aAUUSIMH W HHAUBUAYaJTbHBIMHU
MpeIpPUHUMATEISIMU, UMEIOIIUMU JTUIEH3UI0 Ha (hapMalleBTHUECKYIO NEesATENbHOCTh (lanee -
CyOBEKTBI PO3HMYHON TOProBiM), 0e3 pernenta <1> u (WIKM) MO peUEnTy Ha JEKapCTBEHHBIN
mpernapar, BBIIUCAHHOMY B YCTaHOBIEHHOM TOpSAKE <2> METUIIMHCKUMU pPaOOTHUKAMU, a
Takke 10 TpeOOBAHMAM-HAKIAIHBIM  OpPTaHU3AIMH, OCYIIECTBISIOMICH  MEIUITUHCKYIO
JEeSTENbHOCTH (J1anee - MeAUIIMHCKAs OpraHu3alusl), WM HHIUBUIYATbHOTO MPeAIPUHUMATENS,
MMEIOIIETO JIMIICH3UI0 Ha MEIUIIMHCKYIO JESTEeNbHOCTh (Jlajjleeé COOTBETCTBEHHO - PEIIENT,
TpeOoBaHUE-HAKIIATHA ).

<1> [Moanynkt "4" myHkTa 5 yactu 4 crarbu 18, moanmyHkt "k" nmyHkTa 1 yactu 1 crarbu
33 ®epepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 olpaiieHuu J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHoaarenscTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815; N 42,
cT. 5293; N 49, ct. 6409; 2014, N 52, ct. 7540).

<2> [Ipuxa3bl MuHucrepcerBa 31paBooxpanenus Poccuiickoit denepannu:

ot 20 nexabpst 2012 r. N 11751 "OO6 yTBepxkaAeHUU TOPSAAKA Ha3HAUYEHUS U BBIMUCHIBAHUS
JIEKapCTBEHHBIX IMPENaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE
npemnaparsl, Mopsiika 0oQOpMIIEHMsS] YKa3aHHBIX OJIAHKOB, HMX Yydyera U XpaHeHus"
(3apeructpupoBan MuHucTepcTBOM foctuiuu Poccuiickoit ®eneparuu 25 urons 2013 r.,
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peructpaunoHHbii N 28883), ¢ HU3MEHEHHSIMHU, BHECEHHBIMU MpUKazaMu MHHHCTEPCTBA
3npaBooxpanenus Poccuiickoit ®@eneparnun ot 2 nekadbps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM roctunmu Poccuiickoit @enepanmu 23 nexadps 2013 r., perucrpanuonsbiii N
30714), ot 30 uronsa 2015 r. N 386H (3apeructpupoBad MUHHUCTEPCTBOM IOCTHIIMU 6 aBrycTa
2015 r., peructpauuonsubii N 38379) u ot 21 ampens 2016 r. N 2541 (3apeructpupoBaH
MunuctepctBoM toctuiiuu Poccuiickoit @epepanuu 18 urons 2016 r., peructparmoHHbii N
42887) (nanee - npuxa3z N 1175n);

ot 1 aBrycra 2012 r. N 541 "OO0 yTtBepxaeHuu (opMbI OJAHKOB PEIICTITOB, COACPKAIINX
Ha3HAUYCHHE HAPKOTHUYECKUX CPEJICTB M TMCUXOTPOMHBIX BEIIECTB, MOPSAIKA MX H3TOTOBICHUS,
pacrpefeNieHusi, pEerucTpaluy, Yydyera ¢ XpaHEHUs, a Takke mnpaBuil odopmieHus"
(3apeructpupoBan MunuctepcrBom toctuuuu Poccuiickoit denepanuu 15 asrycra 2012 r.,
peructpannonHbii N 25190), ¢ W3MEHEHWSMH, BHECEHHBIMH TIpHKa3aMH MHHHCTEpCTBA
3npaBooxpanenust Poccuiickoit ®@enepanuu ot 30 utons 2015 r. N 385H (3aperucrpupoBan
MunucrepctBoM roctuiiuu Poccuiickoit deneparun 27 HosOps 2015 r., peructpannoHHbii N
39868) u or 21 ampens 2016 r. N 254n (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccutickoit ®eneparuu 18 urons 2016 r., peructpanuonnsii N 42887) (nanee - npukas N 54H).

2. OTiyck JIeKapCTBEHHBIX MpernapaToB 6€3 perenToB OCYIIeCTBIAETCS:
alTeKaMu;

anTeYHbIMH ITYHKTaMHU;

alTCYHBEIMH KHOCKaMU;

HUHAUBUAYAJIbHBIMHA NPEANPUHHUMATCIISIMU, UMCIOIIUMHU JIMICH3WUIO Ha (I)apMaLICBTI/I‘{eCKYI-O
JACATCIIBHOCTD (IIZUICC - I/IHI[I/IBI/I[[yaJIBHHﬁ HpeILHpI/IHI/IMaTeJII)).

3. OTnyck NeKapCTBEeHHBIX MPENapaToB MO PELenTaM OCYIIeCTBISETCS:
anTeKaMHu;
anTeYHbIMH ITYHKTaMHU;

WHIUBUAYAIbHBIMU TPEANPUHUMATENAMUA (32 MCKIIOYEHHEM OTIIyCKa HapKOTHYECKUX
CPEICTB M IICUXOTPOIHBIX BEIECTB, BKIIOUEHHBIX B IIE€PEUEHb HAPKOTUYECKUX CPENCTB,
IICUXOTPOIIHBIX BEIIECTB M HX IPEKypCOpPOB, NOMJIEXKAIIMX KOHTpOIO B Poccuiickon
®enepaunu, yrBepKIeHHbIN noctaHoBieHueM lIpaButensctBa Poccuiickoit denepanuu ot 30
utoHda 1998 r. N 681 <3> (manee cooTBeTCTBEHHO - [lepeueHb, HapKOTUYECKUE U TICUXOTPOIHbIE
JIEKapCTBEHHBIE MIPENapaThl).

<3> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepannu, 1998, N 27, ct. 3198; 2004, N
8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, ct1. 3439; 2009, N 26, cT. 3183; N
52, cT. 6572; 2010, N 3, cT. 314; N 17, c1. 2100; N 24, cT. 3035; N 28, c1. 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, cT. 6686; N 49, cT. 6861; 2013, N 9, c1. 953; N 25, cT1. 3159;
N 29, ct1. 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, cT. 2088; 2017, N 4, cT. 671; N 10, cT.
1481.
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OTnyck HapKOTMYECKMX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMapaToB IO peLenTam
OCYILIECTBIISICTCS. AaITCKaMU M allTeYHBIMU ITYHKTAMM, UMEIOIIUMU JIMLCH3UIO HA JEATEIBHOCTD
no o0OpOTy HApKOTHUECKUX CPEACTB, IICUXOTPOMHBIX BEIIECTB M MX IPEKypCOPOB,
KYJIbTUBUPOBaHUIO HAPKOCOAEPKALINX PACTCHUN.

OTHyCK I/IMMYH06I/IOHOFI/I‘-ICCKI/IX JICKApPCTBCHHBIX peraparoB 1o peuciTam
OCYICCTBIACTCA alITCKaMU U allTCYHBIMHA ITYHKTaMH.

4. Tlo penenrtam, BBIIMCAaHHBIM Ha peHenTypHbIX Onmankax (opmer N 107/y-HIT <4>,
OTIIYCKAlOTCA HApPKOTHMYECKHE M IICHUXOTPOIIHBIE JIEKAPCTBEHHBIEC IIPENApaThl, BHECEHHBIC B
Crucok HapKOTHYECKUX CPEACTB M MCHUXOTPOIHBIX BEHIECTB, 000POT KOTOPHIX B Poccuiickoit
@denepani OrpaHUYEH M B OTHOIIEHUM KOTOPBIX YCTAaHABIMBAIOTCS MEPbl KOHTPOJIS B
COOTBETCTBUU C 3aKOHOATEIbCTBOM Pocculickon denepanuu U1 MeXIyHaApOAHBIMU I0TOBOpaMU
Poccuiickoit ®@enepanuu (cniucok II), Ilepeuns (manee - HApKOTHYECKHE W TICUXOTPOITHBIC
JIEKapCTBEHHbIE INpenaparbl cnucka II), 3a MCKIIOYEHHEM HApKOTHYECKUX M IICUXOTPOIHBIX
JICKapCTBEHHBIX MIPENAPaTOB B BUJIE TPAHCACPMAIbHBIX TEPAIICBTUYECKUX CUCTEM.

<4> Ilpunoxenus N 1 u 2 k npukazy N 54H.

[lo peuentaM, BBINHMCAaHHBIM Ha peUEnTypHbIX Omankax ¢opmel N 148-1/y-88,
OTIyCKaroTcs <5>:

<5> Ilynkr 9 mnopsaka Ha3HAYCHUS U BBIMUCHIBAHUS JIEKAPCTBEHHBIX IpENapaTos,
yTBepK1eHHOro npuka3zom N 1175H.

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIpenaparbl, BHECEHHble B CIHMCOK ICUXOTPOIHBIX
BelIeCTB, 000poT KOTOpbIX B Poccuiickoil denepanyy OrpaHuyeH U B OTHOILIEHUU KOTOPBIX
JIOITyCKAEeTCsl MCKIOYEHUE HEKOTOPBIX MEP KOHTPOJISA B COOTBETCTBUU C 3aKOHOIATEIHCTBOM
Poccuiickoit denepannn u MexIyHapoIHbIMH JoroBopaMu Poccuiickoit @eaepanuu (CMCOK
[11), ITepeuns (nanee - MCUXOTPOIHBIE JEKAPCTBEHHBIE Tpenapatsl cricka I11);

HapKOTUYECKHE U IICUXOTPONHBIE JIEKAapCTBEHHbIE mpemnaparbl cnucka [I B Buge
TPaHCACPMAIIBHBIX TEPANIEBTUUECKUX CUCTEM;

JIEKAPCTBEHHBIEC IIpEnaparsl, BKIIOYECHHBICE B II€PEYECHb JIEKAPCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO IPUMEHEHUs, MOIeKAIIUX IPEIMETHO-KOJNYECTBEHHOMY yueTy <6>, 3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX IPENaparoB, yKa3aHHbIX B a03alax MEepBOM U TPEThEM
HACTOSIILEro IyHKTa, W JIEKapCTBEHHBIX IIpEraparoB, OTIycKaeMbIX Oe3 peuenta (manee -
JIEKapCTBEHHBIE MPEnapaThl, MoAeKalue NpeIMeTHO-KOIMUYECTBEHHOMY YUETY);

<6> Ilpuxa3 MwunuctepcTBa 31paBooxpaneHusi Poccuiickoit denepanmu ot 22 ampens
2014 r. N 183n "OO6 yTBep)XICHHMU TEpEyHs JIEKAPCTBEHHBIX CPEACTB IS MEAULUHCKOTO
NPUMEHEHHUS, MOJUIekKAIIUX  IPEAMETHO-KOJIMYECTBEHHOMY  yueTy"  (3aperucTpupoBaH
MunucteperBom roctunun Poccuiickoit ®enepaunn 22 utons 2014 r., perucrpanuoHHbsii N
33210) c u3MeHeHusIMU, BHECEHHBIMU TpHKa30M MuHHCTepCTBa 3paBooxpaHeHus: Poccuiickoit
Oeneparun ot 10 centsiOpst 2015 r. N 634n (3apeructpupoBaH MHUHHCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 30 centsiops 2015 r., peructpanmonssiii N 39063).
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JIeKapCTBEHHbIE TpenapaThl, 00Ia1atoe aHabO0IMUECKOW aKTUBHOCTBIO (B COOTBETCTBUU
C OCHOBHBIM (apMakoOJOTHYECKHM JeiicTBHeM) <7> U OTHOCSIIMECS IO aHaTOMO-
TEpaneBTHUECKO-XMMUYECKON Kiaccu(UKaluy, peKkoMeHJoBaHHOW BceMupHoil opranusarueit
3npaBooxpaneHnus (nmamee - ATX), k anabommueckum crtepounaM (kox Al4A) (nmamee -
JIeKapCTBEHHBIE MTPenapaThl, 00Iagaroue aHad0IMYeCKOl aKTHBHOCTBIO);

<7> lloanynkr 3 mnyHKTa 9 mnopsaKa Ha3HAYEHUS M BBIIMCHIBAHUS JIEKAPCTBEHHBIX
MpernaparoB, yTBepKJIeHHOro nmpukazoM N 1175H.

JIEKapCTBEHHbIE MIpenapaThl, ykazaHHble B myHkTe 5 [lopsinka oTmycka pU3NYecKuM JIHIaM
JIEKAPCTBEHHBIX MPENApaToOB IS MEIUIMHCKOTO MPUMEHEHHS, COJEpXKAIlUX KPOME MallbIX
KOJIMYECTB HAapKOTHUYECKUX CPEJICTB, ICHUXOTPOIHBIX BELIECTB U HMX MPEKypCOpOB Ipyrue
(dapMaKkoIOTHYECKUEe AaKTHBHBIC BEIIECTBA, YTBEPXKICHHOTO MpUKa3oM MUHHCTEPCTBA
31paBOOXPaHEHUS U colaibHoro pa3putusa Poccuiickoit ®eneparuu ot 17 mas 2012 r. N 5620

<8> 3apeructpupoBan MunuctepcTtBoM toctuninu Poccuiickoit @enepanuu 1 urons 2012
r., peructpaiiioHHbii N 24438, ¢ U3MEHEHUsIMU, BHECEHHBIMU IMpUKa3zaMd MHHHUCTEPCTBA
3apaBooxpanenust Poccuiickoit ®@enepannu ot 10 urons 2013 r. N 369H (3apeructpupoBan
MunuctepctBoM toctuiiuu Poccuiickoin @enepanuu 15 urons 2013 r., peructpanioHHbIn N
29064), or 21 asrycra 2014 r. N 465H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @enepanun 10 centsaops 2014 r., peructpanuonnslii N 34024), ot 10 ceHTSI0ps
2015 r. N 634n (3apeructpupoBan MuHucTepcTBOM loctuumu Poccuiickoit ®@enepanuu 30
ceHTsa0ops 2015 r., peructpannonnbiii N 39063).

JIEKapCTBEHHbIE MTpenaparhl, U3rOTaBIMBAEMbIE IO PELENTY Ha JICKAPCTBEHHBIH MpenapaT 1
coepKalllle HAPKOTUYECKOE CPEACTBO WIIM ICUXOTPOIHOE BEIIECTBO, BHECEHHOE B CIMCOK II
[lepeunsi, u apyrue ¢dapMakoIOTHUYECKUE AaKTHBHBIC BEIIECTBA B J03€, HE MPEBBIIIAIONICH
BBICIIYIO Pa30BYIO JI03y, U TPH YCJIOBHH, YTO 3TOT KOMOWMHUPOBAHHBIM JIEKAPCTBEHHBIN
Ipernapar He SBISIETCA HAPKOTUYECKMM WJIM TICUXOTPOIHBIM JIEKAPCTBEHHBIM IIPENapaToM
crimcka II.

[To peuentaM, BBIMMCAaHHBIM Ha peleNnTypHbIX OnaHkax ¢opmbl N 148-1/y-04 (1) umm
dbopmer N 148-1/y-06 (1), OTHmyCKarOTCS JIEKApCTBEHHBIC TPEMapaThl, BHITUCHIBAEMbIE
rpaxJaHaM, UMEIOIIMM MpaBO Ha OecIUIaTHOE MOJy4YeHHE JIEKAPCTBEHHBIX IPENapaTroB WM
MOJTyYeHHE JICKApPCTBEHHBIX TPENapaToB CO CKHUIKOW (laynee - JIeKapCTBEHHBIE IPEraparhl,
OTITyCKaeMble OECIIIIATHO UM CO CKUIKOM).

[lo peuenTam, BBIMMCAaHHBIM Ha pelenTypHbIX OmaHkax ¢opmbl N 107-1/y, ormyckatorcs
UHBIE JICKApCTBEHHBIC IIpenaparhl, HE yKa3aHHble B ab3alax IepBOM, TPETbEM - JIEBATOM
HACTOSALIETO MYHKTA, 32 UCKIIOYEHHEM JIEKaPCTBEHHBIX MPenapaToB, OTIIYCKaeMbIX 0e3 peLenTa.

5. OTmyck JIEKapCTBEHHBIX IMPENapaToB, He YKa3aHHbBIX B NMyHKTe 4 HacTosmux IlpaBui, B
COOTBETCTBUU C HHCTPYKUUSMU MO UX MEIUIIMHCKOMY MPUMEHEHHUIO OcCyIlecTBiseTcs 0e3
pELEenTOoB.

6. OTIycK JeKapCTBEHHBIX MPENapaToB OCYIIECTBISAETCS B TEUEHHE YKa3aHHOIO B peLenTe
CpOKa ero AeMCTBUSI IPU OOpAIICHUH JTUIA K CYOBEKTY POSHHUYHOW TOPTOBIIH.
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B cnyuyae orcyrcTBUS y CyOBEKTa PO3HHYHONW TOPrOBIM JIEKAPCTBEHHOTO IMperapara,
yKa3aHHOTO B pelente, Npu OOpalleHuM JHUIAa K CyObEKTYy pO3HHMYHOW TOPTOBJIM pELEnT
NPUHUMAETCS Ha 00CITy)KHBaHUE B CIEIYIOLINE CPOKH (Jlasiee - OTCPOYCHHOE 00CITY)KUBAHUE):

penenT ¢ moMerkou "statim" (HEMeMJIEHHO) OOCITY)KMBAETCS B TEYCHHE OJIHOTO pabodero
JIHSI CO JTHS OOpalleHus JIUIa K CyObeKTY pO3HUYHOW TOPTOBIIH;

perenT ¢ nmoMeTkou "cito" (cpouHo) 0OCTy)KUBACTCS B TCUEHUE IBYX pabOUMX JHEH CO AHS
oOparmieHus 11na K CyobeKkTy pO3HUYHON TOPTOBJIH;

pelenT Ha JIEKApCTBEHHBIM TMpernapaT, BXOIAIIMA B MHUHHUMAJIbHBIA aCCOPTHMEHT
JICKaPCTBEHHBIX MPENapaToB JJs MEAUIIMHCKOTO MPUMEHEHHS, HEOOXOMUMBIX I OKa3aHUs
MEIUIIMHCKOM oMol <9>, 00CTy)KUBAETCs B TCUCHHUE MATH pabouuX AHEH co JHS oOpareHus
JUIa K CyObEeKTY POZHUYHOW TOPTOBIIH;

<9> Pacnopsokenue [IpaBurensctBa Poccuiickort @enepanyuu ot 26 nexadps 2015 r. N
2724-p (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2016, N 2, ct. 413).

peLenT Ha JIEKapCTBEHHBIM Npemnapar, OTIYCKaeMbli OecIUIaTHO HJIM CO CKUJIKOM U He
BOIIEIIINA B MUHUMAJIbHBII aCCOPTHUMEHT JIEKaPCTBEHHBIX IIPENapaToB JUIsl MEIULHUHCKOIO
IPUMEHEHUs, HEOOXOIUMBIX JUIsl OKa3aHUsI MEIUIMHCKOM MOMOIIH, 00CIIy’)KUBAETCsS B T€UEHUE
JecAaTH pabovmX JHEH co THS 0OpalieHus Jula K CyObeKTy pO3HUYHOM TOPTOBIIH;

pelenTsl Ha JIEKAPCTBEHHBbIE IpenapaTbl, Ha3HAayaeMble [0 pEIIEHUI0 BpauyeOHOM
KOMHCCUH, O0CITY)KHBAIOTCS B TEUCHHE IMATHAAUATH pabounx IHEH co JAHA oOpamieHus Juma K
CyOBEKTY pO3HHUUYHON TOPTOBIIH.

3anpemaeTCﬂ OTIIYCKAaThb JICKAPCTBCHHLIC NpCHapaTthbl 1Mo peucnTaM ¢ HCTCKIIMM CPOKOM
HeﬁCTBHH, 3a HUCKIYCHHUEM Clly4das, Korjga CpoOK HeﬁCTBHH peufiita HCTCK B IICPHOLI
HaXOXICHUA €TI0 Ha OTCPOYCHHOM 06CJ'IY)KI/IBaHI/II/I.

[Ipu ucTeueHnn cpoka JCUCTBUS pelenTa B MEPUOJl HAXOXKACHUS €ro Ha OTCPOYCHHOM
00CITy)XKMBaHUH OTIYCK JICKAPCTBEHHOTO IMpernapaTa Mo TaKOMYy PELENTy OCYIIECTBIsIeTCs 0e3
ero nepeoGopMIICHHS.

7. JlekapcTBeHHBIEC IIpenaparsl OTIIYCKAKOTCA B KOJHMYECTBE, YKAa3aHHOM B peLenTe, 3a
UCKIIIOYEHUEM CIIy4aceB, KOIJAa M JIEKAPCTBEHHOIO IIperapara yCTAHOBIIEHBI IPEACIBHO
JOTTYCTUMOE WJIM PEKOMEHI0BAHHOE KOJIMYECTBO JUIsl BHIMUCHIBAHUS HA OJIMH perent <10>.

<10> Ipunoxennss N 1 u N 2 xk mopsiiKy Ha3HAYEHUS! W BBINHMCHIBAHUS JIEKAPCTBEHHBIX
IIpenapaToB, yIBepkKAeHHOMY IipukazoM N 1175H.

IIpu npenpsBiaeHMM peuenTa C NPEBBIIIEHUEM MPEAEIBbHO  JOMYCTUMOIO  WIIU
PEKOMEHI0BAaHHOTO KOJIMYECTBA JIEKAPCTBEHHOI'O MperapaTa Jjsl BIIMUCHIBAHUS HA OJIUH PELenT
dapmanieBTuyecknii pabOTHUK HWHGPOPMHpPYET 00 OSTOM JIMIO, MPEICTABUBIIECE pPELEIT,
PYKOBOJMTENSI COOTBETCTBYIOIIEH MEIUIMHCKON OpraHU3allii U OTIIYCKaeT YKa3aHHOMY JIUIY
YCTaHOBJIEHHOE COOTBETCTBEHHO MPEAEIBHO JOINYCTUMOE WM PEKOMEHIOBAHHOE KOJIMYECTBO
JIEKapCTBEHHOI'0 IpermapaTa JJis BBIIUCBIBAHWA HAa OJMH peUenT C MPOCTaBIEHUEM
COOTBETCTBYIOILIEN OTMETKH B PELENTE.
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[Ipy Hamuuum y cyObEKTa PO3HUYHOW TOPrOBIM JIEKAPCTBEHHOTO IMpemnapara ¢
JIO3UPOBKOM, OTIIMYHOM OT JO3UPOBKM JIEKAPCTBEHHOrO Mpernapara, yKa3aHHOM B peLeMnTe,
OTIYCK HMEIOIIETroCs JIEKaPCTBEHHOTO TMperapara JIOMYCKAaeTcs, €CIM JO3UPOBKAa TaKOro
JIEKapCTBEHHOI'O IMpernapaTa MEHbIe JO3UPOBKH, yKa3zaHHOW B peuente. B Takom ciyuae
OCYILIECTBIISIETCS IIEpEeCcCUET KOJIMYECTBA JIEKAPCTBEHHOI'O Ipernapara ¢ yueToM Kypca JieueHus,
YKa3aHHOT'O B peLerTe.

B cnywyae ecnum 03MpOBKa JIEKAPCTBEHHOTO TpenapaTa, HMMeEIoUlerocs y CcyObekTa
PO3HUYHOI TOProBiIM, MPEBBIIIAET JO3UPOBKY JIEKApCTBEHHOTO Ipernapara, yKa3aHHYIO B
peuenTe, pemeHne 00 OTIyCKe JICKapCTBEHHOTO Ipernapara ¢ TaKOW JO3HMPOBKOW MPUHUMAET
MEAMIMHCKUI paOOTHUK, BBIMHUCABLINI PELENT.

8. OTnyck JIEKapCTBEHHOIO Iperapara OCYUIECTBISETCS B MEPBUYHOW U BTOPUYHOU
(moTpeOuTeNbCcKON) yIaKoBKax, MapKUPOBKAa KOTOPBIX JOJDKHA OTBEYaTh TPEOOBAHUSIM CTaThbU
46 DenepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" <11>, a ynakoBKa JJi1 HAPKOTUYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB
ciucka Il - TpeboBanmsm nynkra 3 crateu 27 denepanbHoro 3akona ot 8 suBaps 1998 r. N 3-
@3 "O HapKOTUYECKUX CPEJICTBAX U NMCUXOTPOMHBIX BemecTBax" <12>.

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

<12> CoOpanue 3akoHomareiabcTBa Poccuiickoit ®eneparnuun, 1998, N 2, cr. 219; 2012, N
53, ct. 7630; 2013, N 48, c1. 6165; 2015, N 1, cT. 54.

Hapymenue nepBMYHON YNAaKOBKM JIEKapCTBEHHOI'O IIperapara IpH €ro OTIIyCKe
3arpenaercs.

Hapymenue BTOpu4HON (HOTPEOMUTENHCKOI) YIAKOBKHM JIEKAPCTBEHHOI'O IIpenapara u
OTIIYCK JIEKapCTBEHHOI'O IIpenapara B IEPBUYHOM YIAKOBKE JOIYCKAaeTcsd B Cly4yae, €CiIu
KOJINYECTBO JIEKAPCTBEHHOI'O IIpernapaTa, YKa3aHHOE B peLenTe WIM HeoO0XOoAMMOoe JIUIY,
npuoOpeTarolieMy JIeKapCTBEHHbIM mpenapaT (mpu Oe3pelenTypHOM OTITYCKE), MeEHbLIe
KOJIMYECTBA JIEKAPCTBEHHOTO IIpernapaTa, COJEpKallerocsi BO BTOPUYHOU (MOTpeOUTENbCKOMN)
ylakoBKe. B TakoM ciydae mpu OTIIycKe JIeKapCTBEHHOIO MpernapaTa JHily, MpHoOpeTaromemMy
JIEKapCTBEHHBIN  IpemapaT, NpPeJOCTaBIseTC UHCTPYKUMA (KOMUS HMHCTPYKIHMH) IO
IIPUMEHEHHUIO OTITYCKa€MOT'0 JIEKAPCTBEHHOTO Ipenapara.

9. Ilpu oTmycke JeKapCTBEHHBIX IpPENapaToB MO pelenty ¢apmaleBTHUECKUid paOOTHUK
IPOCTaBISIET OTMETKY Ha perente o0 OTIHYyCKe JIEKapCTBEHHOT0 Ipernapara ¢ yKa3aHUeM:

HAaUMEHOBAaHMs aNTeYyHOW opraHuzauuu (dhaMuwinM, UMEHH, OTuecTBa (TPU HAIUYMH)
VHAWBUAYAJIBHOTO NPEAIPUHUMATEIS);

TOProBOro HAaMMEHOBAHHUS, JO3MPOBKH M KOJMYECTBA OTIYIIEHHOTO JIEKaPCTBEHHOI'O
npenapara;

dbamMuiuM, WMEHHU, oT4yecTBa (IpU HAJIMYMK) MEIUWLHUHCKOrOo pabOTHMKA B CIIydasx,
yKa3aHHBIX B a03alle 4eTBEpPTOM IyHKTa 7 1 ab3aue TperbeM nyHkra 10 Hactosmmx [Ipasu;

PEKBU3UTOB  JIOKYMEHTa,  YAOCTOBEPSIOLIEro  JUYHOCTh  JIMIA,  IOJYYMBILErO
JIeKapCTBEHHBIH Ipenapar, B ciaydae, ykazaHHOM B myHKTe 20 HacTosumx [Ipasu;
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dbamunuy, WMeHH, OT4ecTBa (IpU HAJIMYUHM) (PapMaleBTUUYECKOTO  pabOTHHKA,
OTIYCTHBIIETO JICKAPCTBEHHBIN MpeTapaT, U €ro MOAIICH;

AAaThbl OTITYCKA JICKAPCTBCHHOI'O ITpCIiapara.

10. Ilpu oTnycke JIeKapCTBEHHBIX MPENapaToB IO PEIeNnTy, BBIIMCAHHOMY Ha
penentypaom O6nanke Gopmel N 107-1/y, cpok aeicTBHS KOTOPOTO COCTaBISET OJMH Toa <13>,
U B KOTOPOM yKa3aHbI EPHOIBI U KOJMYECTBO OTITYCKA JICKAPCTBEHHOTO Ipernapara (B KaxIbli
IepuoJ), pElenT BO3BpallaeTcs JHIy, HpuoOpeTaroeMy JIeKapCTBEHHBIH Iperapar, ¢
OTMETKOM, COJIepIKallei CBEICHUS, YKa3aHHbIE B ITyHKTe 9 HacTosmmx [IpaBur.

<13> Ilpunoxenue N 2 K HOpsAAKY Ha3HAYEHHUS W BBIIUCBHIBAHUS JIEKAPCTBEHHBIX
[IpEnapaToB, yTBepxKAeHHOMY IipukazoM N 1175H.

[Tpu ouepenHoM oOpalIeHUH JIUIA K CYOBEKTY POSHUYHON TOPTOBIHU C JIaHHBIM PEIETITOM
VUUTBHIBAIOTCS OTMETKHM O MPEIBbIAYIIEM OTIYCKE JIEKApCTBEHHOrO IIpermapaTa IO TaKOMY
peuenty u B ciydae MpUOOPETEHMs JIMIIOM KOJMYECTBA JIEKApCTBEHHOI'O IIperapara,
COOTBETCTBYIOIIETO MAaKCUMAJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM PaOOTHHUKOM B
penernite, a TakKe M0 UCTEUEHUU CPOKa JIEUCTBHS PEIEeNTa, Ha PELENTe MPOCTABISAETCS IITaMII
"JlekapCTBEHHBI ITpenapar OTHYILIEH" U peLenT BO3BpAIlAeTCs JIULLY.

EnunoBpeMeHHBIN OTMYCK JIEKAPCTBEHHOI'O Mperapara MO PELENnTy, BBIMMUCAHHOMY Ha
penentypaom Onanke Gopmbl N 107-1/y, cpok aeicTBUS KOTOPOTO COCTaBISET OAUH rof <13>,
U B KOTOPOM YKa3aHbI MEPUObI M KOJUYECTBO OTITYCKA JICKAPCTBEHHOTO Mpernapara (B Kaxabli
MEePUOJ), TOMYCKAETCs TOJBKO MO COTIACOBAHUIO C MEAMIIMHCKUM PaOOTHHKOM, BBIMHUCABIIUM
peuent.

<13> Ilpunoxenne N 2 K TOpSIAKY Ha3HAYCHHWS W BBITUCHIBAHUS JIEKAPCTBEHHBIX
IIpenapaToB, yIBepkKAeHHOMY IIpukazoM N 1175H.

11. Tlpu oTmycke IeKapCTBEHHBIX TMpENaparoB IO PELEeNTy, BBHIMHCAHHOMY Ha
peuentypaoM Omanke dopmbl N 148-1/y-04 (1) unu dopmbr N 148-1/y-06 (i1), 3amomHEeHHBII
KOpEIIOK  Takoro  peunenta mepefgaerca  (apMmaleBTHUECKUM  pPaOOTHHKOM  JIMILY,
npuoOpeTaroneMy (IMoTydaroIIeMy) JIEKapCTBEHHBIE MPETapaThl.

12. TIpu oTnycke HapKOTHUYECKOTO W MCHUXOTPOIHOIO JIEKAPCTBEHHOr'O IMpernapara CIucKa
Il Ha penente 00 OTHyCKe JIEKApCTBEHHOI'O IpernapaTa MpPOCTABIISETCSA IedaTh anTeKu WU
anTEeYHOr o MyHKTa, B KOTOPOH yKa3aHO UX MOJHOE HAUMEHOBaHuE (TP HAIMYUH TIeYaTH).

13. Ilpu ornmycke MMMYHOOHOJIOTHYECKOIO JIEKApPCTBEHHOTO Mpenapara Ha peuente WUiu
KOpEIIKe pelenTa, KOTOpBId OCTaeTcs y Jula, Mpuodperaromero (MoJydaromiero)
JIEKapCTBEHHBIN IpernapaT, YyKa3blBaeTCsi TOYHOE BpeMs (B dYacax M MHUHYTax) OTIIyCKa
JIEKapCTBEHHOTIO IIperapara.

OTnyck MMMYHOOMOJIOTHYECKOTO JIEKapCTBEHHOIO Ipernapara OCYLIECTBISETCS JIMLY,
npuoOperatoieMy  (TOJIydarolieMy) JIEKapCTBEHHBIM TpenapaTr, NpH HAIMYMA Y HEro
CIIEMAJIbHOTO TEPMOKOHTEWHEpa, B KOTOPBIM IMOMENIAETCs JIEKapCTBEHHBIM Ipernapar, ¢
pa3bsCHEeHNEeM HeOOXOAMMOCTH JJOCTaBKU JAHHOTO JISKAPCTBEHHOI'O IpenapaTa B MEIULIMHCKYIO
OpraHW3alMil0 I[P YCIOBUM XPAHEHHWS B CHEIUAIBHOM TEPMOKOHTEMHEpPE B CpPOK, HE
npeBbIaoui 48 yacoB MOCIE ero NPUOOpETeHHU .
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14. Ocrarorcs M XpaHATCS y CyOBEKTa PO3HUYHOM TOPTOBJIM pelenthl (C OTMETKOM
"JlexapCTBEHHBIN TIpenapat OTHymieH") Ha:

HapKOTUYECKHE U IICUXOTPOIIHBIE JIEKAPCTBEHHbIE Ipenaparbl cnucka I, mcuxorponHsie
JeKapcTBEeHHbIe IIpenapartsl ciucka Il - B reuenue naru ner;

JICKApCTBEHHBIC MPENapaThl, OTIYCKaeMble OECIUIATHO MJIM CO CKUIKOW, - B TEUCHUE TPEX
JIET;

KOMOWHUPOBAHHbBIE JICKAPCTBEHHBIE MpenapaTsl, COJEpKallie HApPKOTHYECKHUE CpElCTBa
WINA IICUXOTpOIHbIe BeniectBa, BHeceHHble B crnucku Il u |1l Ilepeuns, msroroBiieHHbIE B
anTeYyHOM  OpraHM3alUM, JIeKapCTBEHHBbIC Mpemnapartsl, oOjajmarommue  aHaboIn4ecKon
aKTUBHOCTBIO, JIEKAPCTBEHHBIE MpernapaThl, MOoAJIeKallue IpeAMETHO-KOINYECTBEHHOMY YUETY,
- B TE€YEHUE TPEX JIET;

JIEKapCTBEHHbIE MpenapaThl B KUAKOM JieKapcTBEeHHOU ¢opme, coaepxkaiue Oonee 15%
STHJIOBOTO CIUPTa OT OOBEMa TOTOBOM TPOAYKIIMU, WHBIE JIEKAPCTBEHHBIC IIPEMaparsl,
otHocsimmecs Mo ATX k antuncuxotuueckum cpenctBaM (kox NO5SA), aHKCHOIUTHKAM (KOJ
NO5B), cHorBopHBIM U cegaTuBHBIM cpeacTBaM (koa NOSC), antunenpeccantam (koa NO6A) u
HE MOJUIeKAIINEe TPEIMETHO-KOJIUYECTBEHHOMY yUeTy, - B TeYEHHE TPEX MECSIIEB.

15. PeuenTtsl, He yKa3aHHble B NyHKTe 14 HacTosmux IlpaBuin, orMeuaroTcss mITamMIoMm
"JlekapcTBEHHBIN MpernapaT OTHYILIEH" U BO3BPALLAIOTCS JUIY, NOJIYYHBUIEMY JIEKAPCTBEHHBIN
npemnapar.

PenenTel, BeIMCaHHBIE C HAPYLIEHUEM YCTAHOBJICHHBIX ITpaBuil <14>, perucTpupyrorcs B
KypHaje, B KOTOPOM YKa3bIBaIOTCS BBISIBICHHBIC HAPYIICHUS B 0)OPMIICHUH perenTa, paMuIus,
UMs, OT4ecTBO (NpU HAIMYMM) MEIUIMHCKOTO pPa0OTHUKA, BBINMCABLIETO0  pELeNT,
HAaUMEHOBAHME MEIUIIMHCKON OpraHu3aliy, MPUHAThIE MEphl, OTMeuaroTcs mramnoM "Penent
HesleHCTBUTENEeH" U BO3BpaLIAalOTCs JIMLy, npeicraBuBuieMy penent. O ¢Qakrax HapymieHus
npaBuil OQOPMIICHHS PEUENTOB CYOBEKT PO3HUYHOH TOPTOBIM HMHPOPMUPYET PYKOBOIUTEIS
COOTBETCTBYIOIICH MEAULIMHCKON OpraHU3alliH.

<14> Ilpuka3z N 11751 1 npuka3 N 54n.

16. Ilpu otmycke JeKapCTBEHHOTO mpemapara (apMmaleBTHUECKuil  paboTHHK
uHpopmMupyeT im0, mpuodperaromiee (moyryJaromiee) JeKapCTBEHHBIA Mpenapar, 0 peKuMe U
J03aX €ro mpuema, MpaBWiIax XpPaHEHUs B JOMAIIHUX YCJIOBUSAX, O B3aUMOJICHCTBUU C APYTUMU
JIEKapCTBEHHBIMU IIpeIapaTaMu.

17. Ilpu oTmycke NeKapCTBEHHOro mpemaparta ¢apMmaleBTUUeCKuil pabOTHHK HE BIIpaBe
MPEIOCTABIATh HEJOCTOBEPHYIO M (WJIM) HEMOJHYI0 MH(POPMAIMIO O HAIUYUU JIEKAPCTBEHHBIX
MpenaparoB, BKIIOYAsl JIEKAPCTBEHHBIE IpENapaThl, UMEIOIINE OJIMHAKOBOE MEXIYHApPOIHOE
HEMAaTeHTOBAHHOE HAWMMEHOBaHWE, B TOM YHCJIE CKpbIBaTh HWHHOPMANHNIO O HAIHYUU
JIEKapCTBEHHBIX MPENapaToB, UMEIONUX 0oJiee HU3KYIO IeHy <15>.

<15> Crarbsa 74 ®enepanpHoro 3akoHa oT 21 Hoa6ps 2011 r. N 323-®3 "OO6 ocHOBax
OoXpaHbl 370poBbsi TpaxaaH B Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2013, N 48, ct1. 6165).
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18.  3ampemaercs  OoTHyCK  (ambCHPHUIMPOBAHHBIX,  HEIOOPOKAYECTBEHHBIX U
KOHTpa(aKTHBIX JICKAPCTBEHHBIX MpenapaToB <16>,

<16> Crarps 57 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpameHun
JIEKapCTBEHHBIX CPEACTB".

II. Tpe6oBaHus K OTIYCKY HAPKOTHYECKUX H MCHXOTPOIMHbBIX
JIEKAPCTBEHHBIX MPENapaToB, JJeKAPCTBEHHbIX NPenaparos,
001212101 X AaHA00JIMYECKOIl AKTHBHOCTHIO, HHBIX JIEKAPCTBEHHBIX
Npenaparos, NOJJIesKAUX NPeIMETHO-KOJIHUYECTBEHHOMY YUYeTy

19. Ortnyck  HapKOTHYECKMX M ICHUXOTPOMHBIX  JIGKAPCTBEHHBIX  MpEraparos,
JICKapCTBEHHBIX NpenapaToB, O0JaJAIONMMX aHA0OJMYECKOH aKTUBHOCTBIO, JIEKapPCTBEHHBIX
[pernapaToB,  MOJJIEKAIIMX  I[PEIMETHO-KOJUYECTBEHHOMY  y4YeTy,  OCYHIIECTBIsETCS
dapMarieBTUYECKUMHU PAOOTHUKAMH, 3aHUMAIOIIMMHU JIOJDKHOCTH, BKJIIOUYEHHBIE B IIepeueHb
JTOJKHOCTEH (hapMalleBTHUECKUX U MEAMIMHCKUX pPabOTHHUKOB B OpraHU3allUsAX, KOTOPHIM
IIPEIOCTABIIEHO MPABO OTIYCKAa HAPKOTHUYECKUX JIEKAPCTBEHHBIX MPENapaToB M INCUXOTPOIMHBIX
JICKapCTBEHHBIX MpenaparoB (U3MUECKUM IUIAM, YTBEP)KIEHHBIM MNpuka3oM MuUHHCTEpCTBA
3npaBooxpanenust Poccuiickoit @enepanuu ot 7 cenradpst 2016 r. N 6811 (3aperucrpupoBaH
MunucrepcTBoM roctuiuu Poccuiickoit ®eneparuu 21 centsadps 2016 r., peructpanidoHHbIA N
43748).

20. HapkoTuueckne U TICHXOTPOIIHBIE JIEKApCTBEHHBbIE TmpemapaTsl crucka II, 3a
WCKIIFOYCHHEM JICKAPCTBEHHBIX TMpENapaToB B BHJAEC TPAHCACPMAIBHBIX TEPaNeBTUUYECKUX
CUCTEM, OTIYCKAIOTCS MPH MPEIbSBICHUH JOKYMEHTa, YIOCTOBEPSIOIIETO JIWYHOCTH, JIHILY,
YKa3aHHOMY B peLenTe, €ero 3akOHHOMY IMpeAcTaBuTeNnto <17> wuiaum Juny, HMEIoIIEMY
O(OpPMIICHHYIO B COOTBETCTBUH C 3aKOHOJATeNbCTBOM Poccuiickoii denepannu 10BEPEHHOCTh
Ha IPaBO MOJYyYEHHUS TAKUX HAPKOTUYECKHUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB.

<17> B oTHOIeHUN Julla, yKkazaHHOro B yacTu 2 crateu 20 denepanpHoro 3akoHa ot 21
HOsA0ps 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 310poBbs TpakaaH B Poccuiickoit @eneparun”
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparnuu, 2011, N 48, cr. 6724; 2012, N 26, cr.
3442, 3446; 2013, N 27, ct. 3459, 3477; N 30, ct. 4038; N 39, cr. 4883; N 48, cT. 6165; N 52,
cT. 6951; 2014, N 23, ct. 2930; N 30, ct. 4106, 4206, 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, cr. 4339, 4356, 4359, 4397; N 51, cr. 7245; 2016, N 1, ct. 9, 28; N 15, cT. 2055; N 18, cr.
2488; N 27, ct. 4219).

21. HapkoTuueckue | TICUXOTPOIHBIE JIEKapCTBEHHbIE mpemaparsl crnucka Il (3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX IpEnapaTroB B BUJE TPAHCAECPMAIbHBIX TEPaneBTHUECKUX
CHCTEM), IMpeaHa3HaueHHbIE /I TpakIaH, WMEIOIIMX IMpaBO Ha OECIUIaTHOE MOJy4YeHHe
JIEKapCTBEHHBIX MpEnaparoB WM TOJyYeHUE JIEKapCTBEHHBIX IPENapaToB CO CKHUAKOM,
OTITYCKAIOTCS MPH TMPEIbsIBICHUHN PELENTa, BHITUCAHHOTO Ha pelenTypHoM OsaHke ¢opmbl N
107/y-HII, u peuenra, BBIIUCAHHOTO Ha peuentypHoM Onanke Gopmbl N 148-1/y-04 (1) unu
dopmbl N 148-1/y-06 (a1).

JlekapcTBeHHBIE TIpenapaTrhl, yKa3aHHbIE B a03alax TpPeTheM - BOCBMOM ITyHKTa 4
Hactosmux IlpaBui, mnpenHazHaueHHbIE I TpaXKaaH, HMEIOIIUX INPaBO Ha IOIy4YeHUE
JIEKApCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OECIUTATHO WJIM CO CKHIKOW, OTITYCKAIOTCS TpHU
OpeIbSBICHUM pELEeNTa, BBITUCAHHOTO Ha penentypHoM Onanke ¢opmer N 148-1/y-88, u
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perenTa, BBIMCAHHOTO Ha perentypHoM Omanke Gopmsl N 148-1/y-04 (1) umu popmer N 148-
1/y-06 ().

22. Ilocne oTnycka HAPKOTUYECKUX M IICUXOTPOMHBIX JIEKAPCTBEHHBIX MIPENApPATOB CIUCKA
Il, B ToM uMciae B BHUAE TPAHCIEPMAIbHBIX TEPAaNEeBTUYECKUX CHUCTEM, IICHUXOTPOIHBIX
JIEKapCTBEHHBIX IpenaparoB cnucka III numy, nosyduBnieMy JIEKapCTBEHHBIN IIpenapar,
BBIJIA€TCS CUTHATYypa C JKEJITOH MOJ0CON B BepXHEH 4acTH M HAJMChIO YEPHBIM LIpU(PTOM Ha
Hell "Curnatypa', B KOTOpOH yKa3bIBatOTCS:

HAanMMCHOBAHUEC 1 ap€C MECTOHAXOXKACHUS alITCKH UJIM allTCYHOI'O ITYHKTA,
HOMCP M [aTa BBIIHCAHHOI'O PCUCIITA,

bamunus, uMsA, OT4eCcTBO (IpU HAIMYMM) JMLIA, A8 KOTOPOro IpeJHa3HaueH
JIEKapCTBEHHBIN IIpenapar, ero Bo3pacr;

HOMEp MEIULHUHCKOW KapThl MAalMeHTa, MOJIYy4alollero MEIUIMHCKYI0 IOMOIIb B
aMOYJTaTOPHBIX YCIIOBUSX, JUISI KOTOPOTO NIPeIHA3HAYCH JICKAPCTBEHHBIN Mpenapar;

damunus, UM, OTY4ECTBO (IPU HAIMYMHU) MEIUIMHCKOrO pPAaOOTHHKA, BBIIHMCABILIETO
pEelenT, ero KOHTAKTHBIN TenedoH 100 TeneOH MeTUITUHCKON OpTaHU3aIiHT;

COACPIKAaHUC PCLECIITA HAa JIATUHCKOM S3bIKC,

dbamunus, UMs, OTYECTBO (MPH HAJIMYUHM) U TOANUCH (apMaleBTUYECKOro pabOTHHKA,
OTITYCTUBIIETO JIEKAPCTBEHHBIN Ipenapar;

Aara OTIyCKa JICKApCTBCHHOT'O IIpeIriapara.

23. OTnyck 3TWJIOBOrO CIHMpPTa IPOM3BOJUTCS MO PELENTY C yY4ETOM YCTaHOBJIEHHBIX
TpeOoBaHUll K 00BEMY Tapbl, YIaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX Ipenaparon <18>.

JlexapcTBEHHBIE ITpeNapaThl, COACPKAIINE ITUIOBBIN CIIUPT, B TOM YHCJIE U3TOTOBICHHBIE
[0 PELENTy CyObEKTOM PO3HMYHOI TOPIOBIM, MMEIOIIMM JIMIEH3UI0 Ha (papMaleBTUYECKYIO
JEATENIBHOCTh C IIPABOM M3TOTOBJIEHUS JIEKAPCTBEHHBIX IPENaparoB, OTIYCKAIOTCA C Y4ETOM
YCTaHOBJIEHHBIX TpeOOBaHMN K OOBEMY Tapbl, YNAaKOBKE M KOMIUIEKTHOCTH JIEKapCTBEHHBIX
npenaparoB <18>.

<18> Yacte 4.1 crateu 45 PenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
oOparmenun nexkapcTBeHHbIX cpeAcTB" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit denepanuu,
2010, N 16, cr. 1815; 2014, N 52, cr. 7540; 2015, N 51, cr. 7245), mocraHOBIEHUE
[TpaButensctBa Poccuiickoit @eneparuu ot 23 uronst 2016 r. N 716 "O nopsinke popmupoBaHus
NEepeYHs JIEKApCTBEHHBIX MPENapaToB JJIsi MEJUIIMHCKOTO MPUMEHEHHUS, B OTHOILIEHUH KOTOPBIX
yCTaHaBIMBAIOTCA TpeOOBaHUS K O0ObEMYy Taphl, YMNAaKOBKE M KOMIUIEKTHOCTH, MEpeyHs
JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOIO NPUMEHEHHS, B OTHOLIEHHH KOTOPBIX
yCTaHaBIIMBalOTCA TpeOoBaHMs K 00bEMY Taphl, U omnpeseseHns Takux Tpedoanuii" (Cobpanue
3akoHoAaTenscTBa Poccuiickoit @enepanuu, 2016, N 31, ct. 5030).

24. 3ampemaercs pasleNbHbIA OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOIALIMX B COCTaB
JIEKapCTBEHHOT0 Npernapara, U3roTaBIuBaeMOro CyObeKTOM PO3HUYHOM TOPTOBIIH.

25. 3ampemaercs OTMYCK CyOBEKTOM PO3HMYHOW TOPrOBIM JIEKAPCTBEHHBIX IPENaparos,
YKa3aHHbIX B MyHKTE 4 HacTosAuwmx [IpaBui, mo perentaM BeTepUHAPHBIX OpraHU3aIHi.
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II1. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX MpenapaToB
10 TPeOOBAHMAM-HAKJIATHBIM MeIMIMHCKUX OPTraHU3aALMi,
HHIMBUAYAJIbHBIX NpPeINPUHUMATe e, HMEIOIIMNX JIULEH3UI0
Ha MeIMINHCKYI0 1eSTeJIbHOCTh

26. TpebGoBaHue-HaKIagHass Ha OTIYCK JIEKAPCTBEHHBIX NpenapaToB odopmisieTcss B
COOTBETCTBUM ¢ HHCTpyKUMeld O MOpSAKE BBINHCHIBAHUS JIEKAPCTBEHHBIX MPENAapaToOB U
oopmieHHs penenToB W TpeOOBaHMK-HAKIAIHBIX, YTBEP)KICHHON MpHKa3oM MUHHUCTEpPCTBA
3IpaBOOXpaHEHUs U colMalibHOTO pa3Buths Poccuiickoit deneparuu ot 12 deBpans 2007 r. N
110 "O mnopsaxke Ha3HAYEHHUsS W BBIIUCHIBAHMS JIEKAPCTBEHHBIX IPENaparoB, W3AEIUN
MEAMIIMHCKOTO HA3HAYEHHS M CHEHUAIU3HPOBAHHBIX IPOAYKTOB JIe4eOHOro mnuTaHus"
(3apeructpupoBadn MunuctepctBoM toctuiuu Poccuiickoit ®@enepaunu 27 anpens 2007 r.,
peructpannoHHbiii N 9364) <19>,

<19> C wu3MeHeHUsSMH, BHECEHHBIMH TNpUKa3zaMH MMHHHCTEPCTBA 3APAaBOOXPAHEHUS U
conuanbHOoro pasButusi Poccuiickoit ®enepanmu ot 27 asrycrta 2007 1. N 560
(3apeructpupoBan MunuctepcTBoM toctunimu Poccuiickoit denepanuu 14 centsaops 2007 r.,
peructpammonnsii N 10133), or 25 cenrsops 2009 r. N 7941 (3apeructpupoBaH
MunucrepctBoM roctuiiuu Poccuiickoit deneparuu 25 Hos6ps 2009 r., peructpanioHHbIA N
15317), ot 20 auBaps 2011 r. N 131 (3apeructpupoBan MuHHCTEPCTBOM FOCTULIMU Poccuiickoi
Oenepanu 15 mapra 2011 1., peructpamumonssidi N 20103), mpukazamm MuHucTepcTBa
3npaBooxpanenusi Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54n (3aperucrpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®@enepanuu 15 aBrycra 2012 r., peructpaunoHHbiii N
25190), or 26 despans 2013 1. N 94 (3aperucTpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccutickoii ®enepamuu 25 utons 2013 r., perucrpanuonsbiid N 28881).

HOHYCKEICTCSI OTIIYCK  JICKAPCTBCHHBIX  IperapaTroB IIO0 Tpe6OBaHI/I${M'HaKHaZ[HBIM
MEIUIIMHCKHX OpFElHPI?;&IIPIfI U MHAWBUAYAJIbHBIX Hp@I[HpHHHM&TCJ'ICfI, UMCIOIINX JIMOCH3HUIO Ha
MCIUIUHCKYIO JCATCIBbHOCTD, OCI)OpMJ'ICHHBIM B DJJICKTPOHHOM BHJEC, €CJIM MCIHUIMNHCKAas
opraHusanuys, I/IHJII/IBI/I}IyaJ'II)Hblf/'I npeanpuHnuMarelib, I/IMGI—OIHI/Iﬁ JIMICH3UI0 Ha MCIUIHNHCKYIO
ACATCIIBHOCTh, H Cy'6’beKT pOSHH‘-IHOﬁ TOProBJIn SABJAKOTCA COOTBETCTBECHHO YYAaCTHHUKAMU
CHCTEMBI I/IH(l)OpMaHI/IOHHOFO BSaHMOﬂeﬁCTBHﬂ 110 06M€Hy CBCIACHUAMMU.

27. OTnyck HapKOTMYECKHMX W IICUXOTPOINHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka I,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB crnucka [II, MHBIX JIEKapCTBEHHBIX IpEnaparos,
HOJUIeXKAIUX MPEIMETHO-KOIMYECTBEHHOMY YYeTy, B TOM 4YHCJe OTIYyCKaeMbIX Oe3 pelenta,
OCYIIIECTBIISIETCS MO OTJAEIbHBIM TPEOOBAHUSIM-HAKIIATHBIM.

28. 3anpemaercss OTIIYCK HAPKOTUYECKUX M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaToB
criucka I, B TOM 4mncie B BHIE TPaHCAEPMAIbHBIX TEPANEBTHUYECKUX CHUCTEM, IMCUXOTPOITHBIX
JIeKapCcTBEHHBIX TmpenapatoB cmucka [II mo TpeGoBaHMSAM-HAKIATHBIM WHIUBUAYATHHOTO
MPEAPUHUMATENS, UMEIOILIETO JIMIIEH3UI0 Ha MEAUIMHCKYIO JEeATEIIbHOCTh <20>.

<20> Ilyskr 4 crateu 31 ®enmepanmpHOro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O
HapKOTHUYECKUX CpeJICTBaX M TNcuxoTponHbiXx BemlectBax" (CoOpaHue 3akOHOAATENbCTBA
Poccwuiickoit @eneparmn, 1998, N 2, ct. 219; 2003, N 27, ct. 2700; 2013, N 48, ct. 6165; 2015,
N 1, cT. 54).


consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC306CA8A3A8F97AF56225AF7D6B696B8E1CF97454C9o7j6N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973ECF9o4j9N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973EEFFo4j4N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973ECF9o4j9N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973EEFFo4j4N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC3368AAA3ADF97AF56225AF7D6B696B8E1CF97457C0o7j4N

29. Ilpu oTmycke JIeKapCTBEHHBIX IpenaparoB (papMaleBTHUECKUH pabOTHUK MpOBepsieT
Haanexamee odopmieHre TpeOOBaHUSI-HAKIATHOW M TPOCTAaBIsSeT HAa HEH OTMETKY O
KOJIMYECTBE U CTOMMOCTH OTIYILIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

30. Bce tpeboBaHuA-HAKIAAHbIE, 110 KOTOPBHIM OTIYILEHBI JIEKAPCTBEHHBIEC Iperaparsl,
MOJIJIEXKAT OCTABJICHUIO U XPAaHEHUIO Y CYObEKTa PO3HUYHON TOPTOBIIU:

Ha HApKOTHUYECKHE U IICUXOTPOIIHbIE JIEKApCTBEHHBbIC IIpenaparsl  crucka I,
MICUXOTPOIHBIE JIeKapCTBEHHbIE mpemnapaThl crnucka Il (B OTHOIIEHMM anTeK M alTeYHBIX
MYHKTOB) - B TEYCHHE IATH JIET;

Ha JICKAPCTBCHHBIC IIpCIiapaThbl, MNOAJICIKAIMNEC MPCAMCTHO-KOJINMYCCTBCHHOMY YUYCTY, - B
TEUYCHHEC TPEX JICT,

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

31. Hapyimenue nepBUYHON YIIAKOBKHU JIEKAPCTBEHHOrO Ipernapara Mpu ero OTIYyCKe I0
TpeOOBaHUIO-HAKIIATHON JOMYCKAETCSI CyOBEKTOM PO3HMYHON TOPTOBIHU, UMEIOIIUM JIUIICH3UIO
Ha (apMalleBTUYECKYIO JEATEIbHOCTh C IIPABOM H3TOTOBJICHUS JIEKAPCTBEHHBIX MpemnaparoB. B
TAaKOM CJIydae OTITYCK JIEKAPCTBEHHOTO IpenapaTa OCYIIECTBIISCTCS B YIIaKOBKE, 0(hOPMIICHHON
B YCTaHOBJICHHOM MoOpsAake <21>, ¢ mpeAocTaBiIeHHEM HMHCTPYKIHMH (KOMUU HUHCTPYKLHHU) IO
IPUMEHEHHUIO OTIIYCKaeMOI'0 JIEKApCTBEHHOTO Ipernapara.

<21> Ilpuxa3z MwunzapaBa Poccun ot 26 oxts0ps 2015 r. N 7511 "OO yrBepkIeHUH
IPaBUJI U3TOTOBJICHUS M OTIYCKA JIEKAPCTBEHHBIX IPENapaToB sl MEAULUHCKOTO NPUMEHEHUS
aNTEYHBIMH OPTaHU3ALUSIMHE, HHINBUAYABHBIMU MPEINPUHAMATEISIMH, UMEIOLIIMH JINLIEH3UIO
Ha (apMaleBTUUECKYIO0 JESATEeIbHOCTH"  (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTHIUH
Poccuiickoit @enepanuu 21 anpenst 2016 r., peructpauuonssiii N 41897).


consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973ECF9o4j9N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC336AABA0AFF17AF56225AF7D6B696B8E1CF97454C973EEFFo4j4N
consultantplus://offline/ref=18DC79CFD12949371F11D8B53E18FFBC3061AEA1A3FE7AF56225AF7D6Bo6j9N

