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

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NPUKA3
ot 11 rona 2017 r. N 403H

Ob YTBEPXAEHWUU NMPABUN
OTNYCKA JIEKAPCTBEHHbIX NMPEMNAPATOB ANnA MEAULUUHCKOIO
NMPUMEHEHUA, B TOM YACJIE UMMYHOBUOJTIOIMMYECKUX JIEKAPCTBEHHbIX
NMPEMNAPATOB, ANNTEYHbIMAX OPTAHU3ALUUAMU, UHOUBUAYAIIbHbIMU
NPEANPUHUMATENAMU, UMEOLLUMMU NTULIEH3UIO
HA ®APMALEEBTUYECKYIO AEATEJIbHOCTb

Crucok HU3MCHAIOMUX TOKYMCHTOB
(B pen. llpukaza Munzapasa Poccuu ot 07.07.2020 N 683H)

B cootBercTBHM co craTtheir S5 ®PenepanbHoro 3akona ot 12 ampens 2010 r. N 61-®@3 "O06
oOparienuu jexkapcTBeHHbIX cpenctB” (CoOpanue 3akoHomarenscTBa Poccuiickoit ®eneparuu, 2010, N
16, ct. 1815; N 31, ct. 4161; 2013; N 48, cT. 6165; 2014, N 52, ct. 7540; 2015, N 29, c1. 4388; 2016, N
27, ct. 4238), nynkrom 3 crateu 12 PenepanbHoro 3akoHa ot 17 centsopa 1998 r. N 157-03 "O06
uMMyHompodunaktuke wuHpekuonneix Oonesneit”" (CoOpaHue 3akoHoAaTenbcTBa Poccuiickoi
Oenepauun, 1998, N 38, cr. 4736; 2009, N 1, cr. 21; 2013, N 48, ct. 6165) u noanysukramu 5.2.169,
5.2.183 Ilonoxxenus o MuHucTepcTBe 3ApaBooxpaHeHus Poccuiickoil ®denepanuu, yTBEpPKIEHHOTO
nocranoBieHneM IIpaBurenscTBa Poccuiickoit ®@enepanuu ot 19 wmrons 2012 r. N 608 (Cobpanue
3akoHojaTenbeTBa Poccuiickoin @enepanun, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, crt.
2477; N 22, ct. 2812; N 33, ct. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, crT.
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, cT.
1268; N 27, ct. 4497; N 28, ct. 4741; N 34, ct. 5255; N 49, ct. 6922; 2017, N 7, ct. 1066),
MIPUKA3IBAIO:

1. yTBepI[I/ITI) mpaBujia OTIIyCKa JICKAPCTBCHHLIX IMPENapaToB A1 MCAUIIMHCKOI0 NMpUMCHCHHS, B
TOM YHCJIIC I/IMMYHO6I/IOJ'IOFI/ILIGCKI/IX JICKApCTBCHHBIX IIpC€rapaToB, alTCYHbBIMU OpraHu3alusiMu,
UHAUBHUAYAJIbHBIMHA npCaANpUHUMATCIIAAMU, HUMCIOIIIUMHU JIMTCH3HUIO Ha (bapMaI_[eBTI/I‘IeCKYIO
ACATCIIbHOCTD, COITIACHO ITPHUJIOKCHUIO.

2. Ilpu3HaTh yTpaTUBIIUMU CHILY:

npuka3 MuUHHCTEPCTBA 34paBOOXPAHEHUS U COLMAIBHOrO pasButus Pocculickon denepanuu Ot
14 nexabpss 2005 1. N 785 "O Ilopsnke oTmycka JEKapCTBEHHBIX CpeACTB" (3aperucTpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @eneparuu 16 saapst 2006 1., peructpannoHusid N 7353);

nprka3 MHUHUCTEPCTBA 3ApaBOOXPAHEHUs U coLManbHOro pasButus Poccuiickoil denepanuu ot
24 anpens 2006 r. N 302 "O BHeceHMHM M3MEHEHMM B INpuKa3 MHUHHCTEpPCTBA 31paBOOXpPAHEHUS U
couumanbHoro pa3sutHs Poccuiickoit @enepanun ot 14 gexabps 2005 r. N 785" (3apeructpupoBan
MunuctepctBoM roctuninu Poccuiickoit @enepanuu 16 mast 2006 r., peructpannoHubiii N 7842);
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npuka3 MUHHCTEPCTBA 3paBOOXPAHEHUs M coLManbHOro passutus Poccuiickoir denepaunn or
12 ¢espang 2007 r. N 109 "O BHecenun usmenenuil B Ilopsaok oTmycka JIEKapCTBEHHBIX CPEJICTB,
YTBEPKICHHBIA IIPUKa30M MMHHCTEPCTBA 3APaBOOXPAHEHHs] M COLMAIBHOIO pa3BUTHUs Poccuiickoit
Oenepanun ot 14 gexadbpst 2005 r. N 785" (3apeructpupoBan MuUHHCTEpCTBOM FOCTUIIMH Poccuiickoit
®enepanuu 30 mapta 2007 r., peructparuonasii N 9198);

npuka3 MUHHCTEPCTBA 3IpaBOOXPAHEHUS U COLMAIBHOTO pa3BuTusi Poccuiickoit denepaunu ot 6
asrycra 2007 r. N 521 "O BHeceHun usMeHeHu# B Ilopsnok OTmycCka JIEKApCTBEHHBIX CPENCTB,
YTBEPKACHHBIN NpuKa3oM MUHHCTEPCTBA 3[paBOOXPAHEHHS U COLMAIBHOrO pa3BuUTUs Poccuiickoit
®enepauuu ot 14 nexadbps 2005 r. N 785" (3apeructpupoBadn MuHHCTEpCTBOM ocTuLMU Poccuiickoit
Oenepanun 29 aBrycra 2007 r., peructparuonsasii N 10063).

MunucTp
B.1M1.CKBOPLIOBA

[Ipunoxenue

K IIpHKa3y MHUHHCTEpCTBA 31paBOOXPAaHEHUS
Poccuiickoit @enepanuun

ot 11 urons 2017 r. N 403u

NMPABUIA
OTNYCKA JIEKAPCTBEHHbIX NMPEMNAPATOB And MEOULMHCKOIO
NMPUMEHEHUA, B TOM YNCIE UMMYHOBUOJTIOTMYECKUX NNIEKAPCTBEHHbIX
MPEMAPATOB, ANNTEYHbIMU OPTAHU3ALUAMU, UHOUBUAYATNIbHBIMU
NPEANPUHUMATENAMUN, UMEIOLLUIMMU NULIEH3UIO
HA ®APMALEEBTUYECKYIO AEATEJIbHOCTb

CnucoK U3MEHSIOIINX JJOKYMEHTOB
(B pen. [Ipukaza Munzapasa Poccuu ot 07.07.2020 N 683H)

l. O6wme TpebOBaAHUA K OTNYCKY JieKapCTBEHHbIX NpenapaToB
ANA MeQULIMHCKOIo NPUMeHeHuUs

1. Hacrosmme mnpaBwia ONPEAENSIOT TOPSAOK OTIYCKa JIGKAPCTBEHHBIX MPENaparoB ISt
MEIUIIMHCKOTO TIPUMEHEHHS, B TOM YHCJIE MMMYHOOHOJIOTHUECKHX JICKAPCTBEHHBIX TpENaparoB (najiee
- JIeKapCTBEHHBIC  TMpemaparbl),  ANTEYHBIMH  OpraHu3alUsIMA W WHAWBHIYaJbHBIMH
MPEINPUHIMATENSIMA, IMCIOIIIUMHE JIUIICH3HUIO Ha (hapMaleBTHUECKYIO NEATEIBLHOCTD (Jaee - CyObheKThI
PO3HUYHOI TOpromiu), 0e3 pementa <1> u (WiIM) MO peUENTy Ha JEKAPCTBEHHBIH Mpemnapar,
OoQOpPMIICHHOMY B YCTAQHOBJIICHHOM TIOpsiAKE <2> MEIUIIMHCKUMHU pPAOOTHHKAMH, a TaKXe [0
TpeOOBaHUSAM-HAKIIATHBIM OpPTraHU3allMH, OCYIICCTBISIONICH MEIUIMHCKYIO IESTENIbHOCTh (Janee -
MEIUIIMHCKAs OpraHW3aIs), WIH WHIWBHIYATLHOTO TPEIIPHHUMATENS, UMEIONIeT0 JIMIICH3UI0 Ha
MEJIHUIMHCKYIO JeSITeIHHOCTD (J1ajiee COOTBETCTBEHHO - PEIIENT, TPeOOBaHNE-HAKIIAIHAS ).

(B pen. [Ipukaza Munzapasa Poccuu ot 07.07.2020 N 683H)
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n..n

<1> Hoanyukr "g" myHkTa 5 yactu 4 crateu 18, mommyHkT "K" myHkTa 1 yactu 1 crathu 33
@enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpamieHnn JeKapcTBEHHBIX CpeacTB'
(Cobpanwme 3axkoHomaTenscTBa Poccmiickoit @eneparuu, 2010, N 16, cr. 1815; N 42, c1. 5293; N 49, cr.
6409; 2014, N 52, ct. 7540).

<2> IIpuka3bl MunuctepcTBa 3apaBooxpanenusi Poccuiickoit denepanuu:

ot 14 suBaps 2019 r. N 41 "OO yTBep)KIeHUHU MOpsAAKa Ha3HAUEHHs JIEKAPCTBEHHBIX IPenapaToB,
¢dopM peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE NpenapaThl, Mopsaka O(OpMICHHS YKa3aHHBIX
ONaHKOB, UX y4yeTa U XpaHeHus" (3aperucTpupoBan MunucTepcTBoM roctunuu Poccuiickoit deneparuu
26 wmapra 2019 1., peructpanmonusii N 54173), ¢ u3MEHEHUSAMH, BHECEHHBIMH IPUKA30M
MunuctepctBa 3apaBooxpaHeHus Poccuiickoit ®enepaunu ot 11 gexabps 2019 r. N 1022
(3apeructpupoBan  MuHHCTEpcTBOM tocTHMH Poccuiickoit ®Denepammu 28  suBaps 2020 r.,
peructpanonHsiit N 57292) (nanee - npukas N 4H);
(B pen. Ilpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

or 1 asrycra 2012 1. N 541 "OG ytBepxkueHun (opMbl OJIAHKOB PEIENTOB, COJACPKAIIUX
Ha3HAYeHHEe HApKOTUYECKUX CpPEACTB M ICUXOTPONHBIX BELIECTB, MOpsAKAa HUX H3TOTOBIICHUS,
pacnpeeneHus, perucTpaniy, yuera U XpaHeHus, a Takxke mnpaBuil odopmieHus" (3aperucTpupoBaH
MunucrepctBoM toctunuu Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructparmonssii N 25190), ¢
M3MEHEHHUSMHU, BHECEHHBIMU MpUKa3aMu MuHHUCTEepCTBa 3ApaBooxpanenus Poccuiickoit denepanuu ot
30 urons 2015 r. N 385H (3apeructpupoBan MunuctepctBoMm roctuunu Poccuiickoit ®enepaunn 27
HOs10pst 2015 1., perucrparmonnsiii N 39868) u ot 21 ampenst 2016 r. N 254H (3aperucTpupoBaH
MunuctepctBoM toctuniu Poccuiickoit @enepannu 18 utonsa 2016 r., peructpaunonusiii N 42887)
(manee - mpuka3 N 54H).

2. OTnyck JIeKapcTBEHHBIX MTPENapaToB 0€3 PeLenToB OCYIECTBIAETC:
anTeKaMu;

ANTEYHBIMH ITyHKTAMU;

anTeYHbIMH KHOCKaMH;

WHIUBUIyATBbHBIMA TIPEANPUHAMATEIISIMA, HMMEIOINMMA JIMIICH3WI0 Ha  (apMareBTUIECKYIO
JEATEIBLHOCTD (J1ajiee - UHIWBHUAYATbHBIA MPEITPHUHIMATEIND ).

3. OTHYCK JICKAPCTBCHHBIX MPEIIapaTOB I10 PEUCIITAM OCYIICCTBIISACTCS:
alITCKaMu,
AlITCYHBIMHA ITYHKTAMU;

WHIUBUTyTbHBIMA TIPEANPUHAMATEIISIMU (32 UCKIIFOYEHHEM OTIYCKa HAPKOTUYECKUX CPEICTB U
TICUXOTPOITHBIX BEIIECTB, BKIIFOYCHHBIX B IEPEUYCHL HAPKOTHUECKUX CPEACTB, IICUXOTPOITHBIX BEIIECTB U
UX TPEKypcopoB, MOMJIEKaIUX KOHTpoito B  Poccuiickoit  ®dexpeparuu,  yTBEpKIACHHBIN
nocranoBienneM [IpaBurennctBa Poccuiickoit @eneparuu ot 30 umrons 1998 r. N 681 <3> (manee
COOTBETCTBEHHO - [lepedyeHb, HAPKOTUUECKHE U IICUXOTPOITHBIE JIEKAPCTBEHHBIE MPENapaThl).
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<3> CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepamuu, 1998, N 27, ct. 3198; 2004, N 8, cr.
663; N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, c1. 6572;
2010, N 3, ct. 314; N 17, cT. 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, ct1. 4466, 4473; N 42, ct. 5921; N 51,
cT. 7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, cT. 2400; N 22, c1. 2864; N 37, c1. 5002; N 48, cT.
6686; N 49, ct. 6861; 2013, N 9, cT. 953; N 25, cTt. 3159; N 29, c1. 3962; N 37, c1. 4706; N 46, cT.
5943; N 51, ct. 6869; 2014, N 14, ct. 1626; N 23, cT. 2987; N 27, cT. 3763; N 44, c1. 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, cTt. 1481.

OTnyck HapKOTMYECKMX M IICUXOTPOIHBIX JICKAPCTBEHHBIX IIPENapaToB IO  peLeNnTaM
OCYILIECTBJISIETCSl aNTEKaMU W ANTEYHBIMM IIYHKTaMM, MMEIOLIMMH JIMIEH3UI0 Ha JCSITEIBbHOCTH I10
000pOTYy HApKOTHUYECKUX CPEACTB, MCUXOTPOMHBIX BEIIECTB M UX HPEKYypCOPOB, KyJIbTUBHPOBAHUIO
HapKOCOJAEpKALIUX PACTCHUN.

OTyck  UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX TMPENapaToB IO PpEIenTaM OCYIIECTBISETCS
anTeKaMH M allTeYHBIMU ITyHKTaMHU.

4. ITo penenitam, BBIMMCAaHHBIM Ha penenTypHbIX Omankax Gopmer N 107/y-HIT <4>, ormyckarores
HapKOTUYECKHUE U TICUXOTPOMHBIE JIEKAPCTBEHHbIE Npenaparbl, BHECEHHbIE B CIUCOK HAPKOTHYECKUX
CPEACTB U ICUXOTPOIHBIX BEIIECTB, 000pPOT KOTOphix B Poccuiickoit dexepannu OorpaHudeH U B
OTHOIIEHWU KOTOPBIX YCTAHABIUBAIOTCA MEPbl KOHTPOJSI B COOTBETCTBHUM C 3aKOHOJATEILCTBOM
Poccuiickoit depepanun 1 MexXayHapoaHbIMU JoroBopamu Poccuiickori ®@enepaumu (cnucok 1),
[lepeuns (nasee - HapKOTHMUECKHE M TICUXOTPOMHBIE JIEKapCTBEHHbIE mpemapaTsl crucka II), 3a
HCKIIFOYEHHEM  HApKOTUYECKMX U  IICUXOTPOIHBIX  JIEKAPCTBEHHBIX  IpEnapaToB B  BUIE
TPaHCACPMAJIbHBIX ~ TEPANEBTUUYECKUX CUCTEM U JIEKAPCTBEHHBIX IMPENapaTroB, COAEPKALIUX
HapKOTUYECKOE CPEACTBO B COUETAHUM C AHTATOHMCTOM OIHMOMIHBIX PELIENITOPOB.

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

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

ITo peuenTam, BBITMCAaHHBIM Ha pelenTypHBIX Onankax GopMbl N 148-1/y-88, otmyckarores <5>:

<5> [lynkr 10 nopsaka Ha3HaYEHUs JIEKApPCTBEHHBIX MPENaparoB, YTBEPHKAECHHOIO MpukazoM N
4n.
(caocka B pen. [Ipukaza Munzapasa Poccun ot 07.07.2020 N 683H)

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparbl, BHECEHHblE B CIHCOK ICUXOTPOIHBIX BEILECTB,
obopor kotopbix B Poccuiickoit denepanuu OrpaHudeH W B OTHOUICHHH KOTOPBIX JOIYCKaeTCs
HCKJIFOYEHHE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBUHU € 3aKOHOAATeNbCTBOM Pocculickon denepanuun
U MEeXIyHapoaHbIMU noroBopamu Poccuiickoit ®epepanun (coucok ), Ilepeuns (manmee -
MICUXOTPOIHBIE JIeKapCTBEHHbIE npenapatsl crucka I11);

www.consultant.ru CrpaHvua 4 u3 15
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=407913&amp;date=15.10.2025&amp;dst=100178&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=407913&amp;date=15.10.2025&amp;dst=100178&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365023&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365023&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100028&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=368024&amp;date=15.10.2025&amp;dst=100028&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=372083&amp;date=15.10.2025&amp;dst=100519&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=372083&amp;date=15.10.2025&amp;dst=100519&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=372083&amp;date=15.10.2025&amp;dst=100060&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=372083&amp;date=15.10.2025&amp;dst=100060&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365023&amp;date=15.10.2025&amp;dst=100016&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=365023&amp;date=15.10.2025&amp;dst=100016&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=407913&amp;date=15.10.2025&amp;dst=100315&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=407913&amp;date=15.10.2025&amp;dst=100315&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas MuH3gpasa Poccum ot 11.07.2017 N 403H

(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

HApKOTUYECKHE U TICUXOTPOIHBIE JIeKapCTBEHHBIE Npernapatsl ciucka Il B Buae TpaHcaepMalbHBIX
TEpaNeBTUUECKUX CUCTEM U JICKApCTBEHHbIE INpemnaparhbl, COAEpKallhe HAapKOTHYECKOE CPEICTBO B
COUCTAaHNU C AaHTArOHUCTOM OIMMOUAHBIX PCLCIITOPOB,

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

JIEKapCTBEHHBIC TIPEMapaTrhl, BKJIIOYEHHBIE B [EPEYCHBL JIEKAPCTBEHHBIX CPEJACTB IS
MEIUIIMHCKOTO MIPUMEHEHHUSI, MOAJIEKAIIUX MPEAMETHO-KOJIMYECTBEHHOMY YUeTy <6>, 3a HCKJIIOUEHHUEM
JIEKapCTBEHHBIX MIPENapaToB, YKa3aHHBIX B a03alax MEepBOM M TPETbeM HACTOSIIETO0 IYHKTa, H
JIEKapCTBEHHBIX TMPEmapaToB, OTIMyCKaeMbIX 0e3 perenta (manee - JEKapCTBEHHBIC MpEnaparhl,
MOJIeXKAITUE TTPEIMETHO-KOIMUYECTBEHHOMY YUETY);

<6> [Ipukaz MunucrtepctBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 22 anpensa 2014 r. N
1831 "OO yTBEepXKACHUU TMEPEYHS JIEKAPCTBEHHBIX CPEACTB I MEJMIIMHCKOTO TNPUMEHEHHS,
MOAJNIEXKAIUX MPEIMETHO-KOIMYECTBEHHOMY Yy4eTy" (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanuu 22 utonsg 2014 r., peructpaunonssiii N 33210) ¢ u3sMeHEHUsIMH, BHECEHHBIMU
npuka3oM MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunuctepctBoM roctuiuun  Poccuiickoit ®epepanmu 30 centsiops 2015 r.,
peructpanroHHblii N 39063).

JIeKapCTBEHHbIE TIpenapartbl, oOjajaromye aHaOOJUYECKOM AaKTHBHOCTBIO (B COOTBETCTBUM C
OCHOBHBIM (bapMakoIOTHIEeCKUM JIENCTBUEM) <7> " OTHOCSIIINECS o
aHaTOMO-TEPANEeBTUIECKO-XUMHUECKON KilacCcu(hUKaluu, peKOMEHI0BaHHON BecemupHol opranuzanueit
3npaBooxpaHeHus (nanee - ATX), k anabonuueckum crepousam (kox A14A) (nanee - 1ekapcTBEHHbIE
npernapaTsl, 001a1arome aHaboInYecKol aKTUBHOCTBIO);

<7> HoanyHkT 2 nyHkTa 10 mopsaka Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHOTO
npuka3zom N 4H.
(cHocka B pen. [Ipukaza Munznapasa Poccuu ot 07.07.2020 N 683H)

JIeKapCTBEHHbIE Ipemnaparhbl, ykazaHHble B HyHKTe S5 Ilopsiaka ormycka ¢u3MyYecKuM JMLam
JIEKapCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO NMPUMEHEHHs, COJIEepKaIUX KPOME MaJIbIX KOJINYECTB
HapKOTHUYECKUX CPEJICTB, MCUXOTPONHBIX BEIIECTB M UX MPEKypPCOPOB Ipyrue (papMakoJIOTHUECKue
aKTUBHBIE BELIECTBA, YTBEP)KJIEHHOIO NpHUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS U COLMAIBHOIO
passurtus Poccuiickoit @enepanuu ot 17 mast 2012 r. N 5621 <8>;

<8> 3apeructpupoBaH MwunucrepctBom roctuunn Poccuiickonn ®epepanum 1 urons 2012 r.,
peructpauronHslii N 24438, ¢ u3MEHEHUSIMH, BHECEHHbIMU TMpHKa3aMu MUHHUCTEPCTBA
3npaBooxpaHeHuss Poccuiickoit @eneparun ot 10 wumrons 2013 r. N 369 (3apeructpupoBaH
Munucrepctom roctunuu Poceuiickoit @enepaunn 15 urons 2013 r., peructpanmonssiii N 29064), ot
21 aBrycra 2014 r. N 4651 (3apeructpupoBan MunucrepctBoM toctunuu Poccuiickoit denepaunn 10
centsiops 2014 r., peructpanmonnbiii N 34024), ot 10 centsops 2015 r. N 634H (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @eneparuu 30 centsaodps 2015 r., peructpanuonssiii N 39063).
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

JIEKapCTBEHHBIE IIpEnaparhbl, M3rOTaBIMBAcMble IO PELENTY Ha JIEKapCTBEHHBIM Npenapar u
coJiepaKalle HApKOTUYECKOE CPEICTBO WIH IICUXOTPOITHOE BEIECTBO, BHECEHHOE B criucok I Ilepeuns,
u Jpyrue ¢GpapMakoJOTHUECKHUE AaKTHBHBIC BEIECTBA B J/I03€, HE IPEBBIIIAIONICH BBICIIYIO Pa30BYIO
703y, W TpU YCIOBUM, 4YTO 3TOT KOMOMHHUPOBAaHHBIM JIEKApCTBEHHBIM IpenapaT He sBIAETCS
HapKOTUYECKUM WIIM ICUXOTPOIHBIM JIEKapCTBEHHBIM NpenapaTom ciucka II.

ITo penentaM, BBIMUCAHHBIM Ha perienTypHbIX Onankax dopmbl N 148-1/y-04 (1), oTmycKaroTCs
JICKaApCTBEHHBIC TIPEapaThl, BHIITMCHIBACMBIC TpakaHaM, HMEIOIIMM TPaBO Ha OecIIaTHOE TOJTy4YCHUE
JIEKapCTBEHHBIX MpPENapaToB WM TOJIY4YeHHE JIEKApCTBEHHBIX MpEnaparoB cO CKUAKOW (manee -
JIEKapCTBEHHBIE MPETapaThl, OTIyCKaeMble OECIUIATHO MIIA CO CKUAKON).

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

[To penenitam, BBHITMCAHHBIM Ha penentypHbIx OmaHkax ¢opmel N 107-1/y, OTIYCKAarOTCS MHBIC
JIEKapCTBEHHbIE MIPenapaThl, HE yKa3aHHbIE B a03alax epBOM, TPETHEM - JIEBATOM HACTOSALIETO MYHKTA,
3a UCKIIIOYEHUEM JIEKapCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0€3 pelenTa.

[Io pementam B (Gopme dIEKTPOHHOTO JOKYMEHTa C HCIOJB30BaHHEM YCHUJICHHOU
KBUTM(DUIIMPOBAHHON 3JIEKTPOHHON MOANKMCH MEIUIIMHCKOro paboTHWKA (nanee - peuent B ¢dopme
AIEKTPOHHOTO JIOKYMEHTA) OTITyCKAIOTCS BCE JIEKAPCTBEHHBIC MPENapaThl, yKazaHHBIC B a03arax msToM
- JIECSATOM HACTOSIIETO MyHKTA.

(a63arn BBeneH [Ipukazom Munsnpasa Poccun ot 07.07.2020 N 683H)

5. OTHYCK JICKApCTBCHHBIX IIPENapaToB, HEC YKA3aHHBIX B ITYHKTC 4 HaCTOAIINX HpaBI/IJ'I, B
COOTBCTCTBUH C HHCTPYKIUAMH 11O UX MCAUTTUHCKOMY NPUMCHCHUIO OCYIICCTBIIACTCA 0e3 PCLUCIITOB.

6. OTIycK JIEKapCTBEHHBIX MPENapaToOB OCYLIECTBIISIETCA B TEUEHUE YKA3aHHOTO B PELIENITE CPOKA
€ro JeWcTBUS PpHU 0OpAIlEHNUH JIMIA K CyOBEKTY pPO3ZHUYHON TOPTOBJIH.

B ciydyae oTcyTcTBUS Y CyOBEKTa pO3HHYHOIN TOPTOBIIM JIEKAPCTBEHHOTrO IMpernapaTta, YKa3aHHOTO
B peuenre, mpu oOOpalleHuu JMua K CyOBbEKTYy PO3HMYHOH TOPIOBIM peLenT NPUHUMAETCs Ha
00CITy’)KUBaHHE B CIEIYIOLINE CPOKH (Jajiee - OTCPOUYEHHOE 00CITy)KUBaHHE):

pelenT ¢ nomMeTkoi "statim" (HeMesIeHHO) 0OCIyKUBaeTCs B TEUEHHE OJHOrO padouero JHs Co
THsT 00OpaleHus Juna K CyObeKTy pO3HUYHON TOPTOBIIH;

perent ¢ moMmeTkod '"cito" (CpoduHO) OOCIyKHMBaeTCsS B TEUCHHE IBYX paOOUMX ITHEH cO JHS
oOparieHus JInIa K CyObeKTy pO3HUIHON TOPTOBIIH;

peLenT Ha JIEKapCTBEHHBIH Ipenapar, BXOIAIIUNA B MUHUMAJIbHbIM aCCOPTUMEHT JIEKapCTBEHHbIX
IpenaparoB A MEIULMHCKOTO MPUMEHEHHUs, HEOOXOAMMBIX [UIl OKa3aHUS MEJUIIMHCKOM MOMOIIU
<9>, 00ciayKMBaeTCsl B TEUEHUE MATH pabouMX THEH co JHsS oOpalieHHs JHla K CyObeKTy PO3SHUYHOMN
TOPIOBIINU;

<9> Pacnopsikenue [IpaButensctBa Poccuiickoit deneparuu ot 12 gexadbpst 2019 r. N 2406-p
(Cobpanue 3akonomarenbcTBa Poccuiickoit deneparuu, 2019, N 42, ct. 5979).
(caocka B pen. [Ipukaza Munzapasa Poccun ot 07.07.2020 N 683H)

peIenT Ha JICKApCTBEHHBIN Mpernapar, OTIyCKaeMbli OECIIATHO WIIM CO CKHJIKOW W HE BOIIEIIINAN
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

B MMHUMAQJIBHBIH aCCOPTHUMEHT JIEKApCTBEHHBIX IPEnapaTtoB MJIs MEIULHUHCKOTO TPUMEHEHUS,
HEOOXOIUMBIX ISl OKa3aHHUsI METUIIMHCKON MOMOIIM, OOCITY>)KUBAETCA B TEUCHHE JIECATH pabounx JHEH
CO JHA OOpaIIeHHUs JIUA K CYOBEKTY POZHUYHOMN TOPTOBIIH;

peuenTsl Ha JIEKapCTBEHHbIE IpernapaThl, Ha3HAuYaeMble IO PEIICHHI0 BpaueOHOW KOMHUCCHH,
00CITyKMBAIOTCS B TEUCHUE MATHAALIATU paboUuuX JTHEH co JHs oOpalieHus Juia K CyObeKTy pO3HUYHOMN
TOPTOBJIH.

3ampelnaercs OTIyCKaTh JIEKAPCTBEHHBIE MIPenapaThl O pelenTaM ¢ UCTEKIINM CPOKOM JIeHCTBHUS,
32 UCKJIIOUYEHHEM Cllydas, KOIJla CPOK JEHCTBHs pelenTa MCTEK B TMEPHOJ] HAXOXKJIEHHUS €ro Ha
OTCPOYEHHOM OOCITY>KUBAHUH.

[Ipy wucrteueHuu cpoka MAEUCTBUS peLENTa B IMEPUOJ HAXOXKIEHUS €ro Ha OTCPOYECHHOM
o0CITyKMBaHUHU OTIIYCK JIEKapCTBEHHOI'O Ipenapara M0 TaKOMY peLenTy OCYyIIecTBiseTcss 0e3 ero
nepeoopmMIIeHUs.

7. JlekapcTBeHHble IpenapaTbl OTIYCKAlOTCS B KOJMYECTBE, YyKa3aHHOM B pelente, 3a
UCKJIIOYEHHEM CIIyyaeB, KOTJa JJs JICKapCTBEHHOTO Iperapara yCTaHOBJIEHBI KOJIMYECTBO, KOTOPOE
MOJKET OBITH BBIITUCAHO B OJIHOM PELENTe, WK Kypc Jieuenus <10>.

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<10> Ilpunoxenne N 1 Kk mopsaaKy HazHAUEHHS JIEKAPCTBEHHBIX INPENapaToB, YTBEPKICHHOMY
npukazoM N 4H, OyHKT 25 mOpsjaKa Ha3HAYeHHs JIEKapCTBEHHBIX IMPEMapaToB, YTBEPKIACHHOTO
npuka3zoM N 4H.
(cHocka B pen. [Ipukaza Munznapasa Poccuu ot 07.07.2020 N 683H)

[Tpu npeabsaBIEHUH pelenTa C NPEBBIILIEHUEM MPEAENIbHO JIOMYCTUMOTO MM PEKOMEHOBAHHOTO
KOJINYECTBA JIEKAPCTBEHHOr'0 Ipernapara JAJs BBIIUMCBIBAHUS HAa OJWMH peuent (apMmaneBTHUECKUi
paboTHUK HH(OpMUpPYET 00 3TOM JMIO, NPEACTABUBLIEE PELENT, PYKOBOIUTENS COOTBETCTBYHOIIEH
MEIUIVMHCKOW OpraHu3aluyd M OTIYCKAeT YKAa3aHHOMY JIMI[y YCTaHOBJIEHHOE COOTBETCTBEHHO
IPEJEIbHO JOIMYyCTUMOE MIM PEKOMEHJOBAHHOE KOJMYECTBO JIEKAPCTBEHHOIO IIperapara Jajs
BBINIMCBIBAHUS HA OJJUH PELENT C MIPOCTaBICHUEM COOTBETCTBYIOIIEH OTMETKH B pELIENTe.

[Mlpr Hanmumm y cyOBEKTa PO3HUYHOW TOPTOBIH JIGKAPCTBEHHOTO TIIperapara ¢ TO3UPOBKO,
OTJIMYHOW OT JIO3UPOBKHU JICKAPCTBEHHOI'O Iperapara, YKa3aHHOW B pelenTe, OTIYCK HMEKOIIETOCs
JICKApCTBEHHOTO Tpernapara J0IMyCKaeTCsl, €CIH IO3UPOBKA TAKOTO JIEKAPCTBEHHOTO IMperapara MeHbIIe
JO3UPOBKH, YyKa3aHHOW B perente. B TakoMm ciyyae OCYLIECTBISETCS IepecyeT KOJIUYECTBa
JIEKapCTBEHHOTO Mperapara ¢ y4eToM Kypca JISUeHHs], YKa3aHHOTO B peLenTe.

B ciywae ecnu n03MpoBKa JIEKapCTBEHHOTO Ipenapara, MMEIIErocs y cyObekTa po3HUYHON
TOPTrOBIIM, MPEBBIIIAECT JI03UPOBKY JIEKAPCTBEHHOTO TMperapara, yKa3aHHYIO B peLernTe, peueHue oo
OTIIyCKE JIEKAPCTBEHHOI'O IMIpernapara ¢ TaKOW JI0O3UPOBKOW NPUHHUMAET MEIUIMHCKUN pabOTHUK,
BBITTMCABIINN PELIETIT.

8. Ormyck JIEKapCTBEHHOIO IIpernapaTra OCYILIECTBISETCS B IEPBUYHOM U BTOPUYHOU
(mOTpedUTENbCKOI) YIMaKOBKaX, MapKUPOBKAa KOTOPBIX JOJDKHA OTBEYaTh TPeOOBAaHUSM CTAaTbu 46
®enepanpHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O06 oOpamieHnu JeKapcTBeHHBIX cpeacTB” <11>,
a yNakoBKa JJIs HApKOTMYECKMX W TICUXOTPONHBIX JIEKAPCTBEHHBIX TpernaparoB coucka Il -
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

TpeboBaHusAM nyHkTa 3 crathu 27 PenepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®@3 "O
HapKOTUYECKUX CPEACTBAX U IICUXOTPOIHBIX BeniecTBax" <12>.

<11> CoOpanue 3akonomatenbcTBa Poccuiickoii deneparuu, 2010, N 16, cr. 1815; N 42, cr.
5293; 2014, N 52, ct. 7540.

<12> Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 1998, N 2, cr. 219; 2012, N 53, crt.
7630; 2013, N 48, ct. 6165; 2015, N 1, cT. 54.

Hapymienue nepBu4HOMN yIIakoBKH JIEKAPCTBEHHOI'O IIperapara IpH €ro OTIYCKE 3alpeIiaeTcs.

Hapymenue BTOpu4HON (IOTPEOMTENHCKOM) YNMAaKOBKH JIEKAPCTBEHHOI'O Ipemnapara U OTITYyCK
JIEKapCTBEHHOTO IIpenapaTa B IIEPBUYHON YNAKOBKE JOIYCKaeTCsl B Cllydae, €CIM KOJIMYECTBO
JICKapCTBEHHOI'0 Ipernapara, YKa3aHHOE B pelenTe WIM HeoO0XOAMMOe JHIly, HpHoOpeTaroliemy
JIEKapCTBEHHbIN Mpenapar (Mpu Oe3pelenTypHOM OTIIyCKE), MEHBIIEe KOJMYECTBA JIEKapCTBEHHOIO
mpernapara, CojAepiKallerocss BO BTOPUYHOM (TMOTpeOuTeNnbcKoil) ymakoBke. B Takom ciyuae mpu
OTIyCKE JIEKapCTBEHHOIO IMpemapara JIMIly, HpuoOpeTaroleMy JIEKapCTBEHHBIM  Ipemnapart,
MIPEIOCTABIIAECTCS UHCTPYKIMS (KOMMS MHCTPYKLMHK) MO MPUMEHEHHUIO OTIIyCKaeMOro JIEKapCTBEHHOI'O
npemnapara.

9. Ilpn oTmycke JEKapCTBEHHBIX IPEMapaToB IO peuenty, opOpMICHHOMY Ha PpEIeNnTypHOM
OnaHke Ha OyMa)KHOM HocHTelne, (papMareBTHYEeCKUi pabOTHHUK MPOCTaBIIeT OTMETKY Ha perente oo
OTITyCKE JIEKapCTBEHHOTO Ipernapara ¢ yKa3aHHueM:

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

HAaVMEHOBAHMS AaNTEeYHOH opranm3anuu (pamMuwnmu, wWMeHH, oT4decTBa (NMPH  HAITUYHH)
MHANBUAYAIBHOTO IPETPUHUMATENS);

TOPrOBOTO HAaWMEHOBAHUS (32 HMCKIIOUCHHEM JIEKapCTBEHHBIX IIPENapaToB, W3TOTOBJICHHBIX B
anTevyHON OpraHu3allin), JO3UPOBKH U KOJIMYECTBA OTITYLIEHHOTO JISKAPCTBEHHOTO MperapaTa;
(B pen. Ilpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

dbamunuy, UMEHH, OTYeCTBa (IPU HAIWYMM) MEIUIUHCKOTO Pa0OTHUKA B CIIydasX, YKa3aHHBIX B
a03arie yeTBepTOM MyHKTa 7 U ab3ane TpetbeM nmyHkra 10 Hactosumx [Ipasu;

PEKBU3UTOB JIOKYMEHTA, YyJOCTOBEPSIONMIETO JWYHOCTh JIMIIA, TIOJYYHBIIETO JIEKAPCTBECHHBIN
mpemnapar, B ciydae, ykazaHHoM B nmyHkTe 20 Hactosux [IpaBun;

dbamunuK, MMEHH, OoTyecTBa (MPU HaNW4YMM) (papMaleBTUYECKOro pabOTHUKA, OTITYCTHBILIETO
JIEKapCTBEHHBIN Mpenapar, U ero MoAMNNUCH;

JAaThl OTITYCKa JICKapCTBCHHOI'O ITpCIiapara.

10. Ilpu ormycke JeKapCTBEHHBIX IpPENapaTroB IO PELENTy, BHIIMCAHHOMY Ha pPELENTypHOM
omanke Gopmet N 107-1/y, cpok JEUCTBUS KOTOPOTO COCTABISET OJWH TOJ, U B KOTOPOM YKa3aHbI
MEPHOABl W KOJHMYSCTBO OTIYCKAa JICKAPCTBEHHOIO Iipernapata (B KaXIbld MEPHOJI), PEILENT
BO3BpaIllaeTCs JIMILy, HpUOOpETaroieMy JIEKapCTBEHHBIM IMpernapar, ¢ OTMETKOW, coJlepiKaliei
CBEJICHMSI, yKa3aHHbIE B MyHKTe 9 HacTosmux [IpaBu.
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

(8 pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<13> Cnocka uckitouena. - [Ipuka3z Munsnapasa Poccuu ot 07.07.2020 N 683H.

[Ipu ouepenHoM oOpaileHUU JUIA K CYOBEKTY PO3HHUYHOM TOPrOBIM C JAaHHBIM pELENTOM
YUUTBHIBAIOTCS OTMETKH O MPEABIAYIIEM OTITyCKE JEKapCTBEHHOTO MperapaTa Mo TaKOMy PeLenTy U B
ciy4ae mpuOOpeTeHHs JIMIOM KOJMYECTBA JIEKApPCTBEHHOTO IIpemapaTa, COOTBETCTBYIOIIETO
MaKCHUMaJTbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKAM pPAaOOTHUKOM B pEILENTe, a TaKkKe 10
HCTEUYEHNUU CpOKa JIEHCTBUS peLeNTa, Ha pelenTe ImpocTaBisercs mrami "JlekapcTBEeHHBIN mpenapar
OTmyIIeH" W pelenT BO3BPAIIAETCS JTUILY.

EnvHOBpEMEHHBII OTIYCK JIEKAPCTBEHHOTO TIperapara IO pelenTty, BHIMHCAaHHOMY Ha
peuentypHoM Osanke Gopmbl N 107-1/y, cpok IeHcTBHUS KOTOPOTO COCTABISAET OJUH 'O/, U B KOTOPOM
yKa3aHbl TEpUOABI M KOJUYECTBO OTIyCKAa JIEKAPCTBEHHOrO mpenapara (B KaXIblid IEepHON),
JIOIYCKAETCs TOJIBKO 110 COTJIAaCOBAaHUIO C MEUIIUHCKUM PaOOTHUKOM, BBIIHCABIINM PELEMT.

(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<13> CHocka uckioueHa. - [Ipukaz Munznpasa Poccun ot 07.07.2020 N 683H.

11. Ilpu oTmycke JIeKAPCTBEHHBIX MPEMapaToB IO PELENTy, BBIIMCAHHOMY Ha PELENTYPHOM
O6manke ¢opmbl N 148-1/y-04 (1) wnu dopmbl N 148-1/y-06 (1), 3amOTHEHHBIH KOPEIIOK TaKOTo
peuenrta mnepenaercs ¢apMaleBTHYECKUM pPaOOTHUKOM JHIly, HpuoOperaronieMy (IoJydaromemy)
JIEKapCTBEHHBIC MPETapaThl.

12. ITpn oTITyCKe HApKOTUYECKOTO M ICUXOTPOITHOIO JIEKAPCTBEHHOIO Ipenapara cnucka Il Ha
perente 06 OTIyCKe JIEKapCTBEHHOI'O MpernapaTa IpoCTaBIsAeTCs e4aTh alTeKU WU allTeYHOro MTyHKTa,
B KOTOPOI yKa3aHO UX MOJHOE HAUMEHOBaHUE (IIPU HAJIMYUU TIeYaTH).

13. Ilpu oTmycke UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O TpenapaTa Ha peLenTe I KOPEelKe
perenTta, KOTOPBI OcTaeTcs y JMIa, mpuodperaroniero (IMOMIydarouiero) JIeKapcTBEHHBIN Ipermapar,
yKa3bIBaeTCsl TOUHOE BpeMsl (B yacax U MUHYTax) OTIyCKa JIEKapCTBEHHOTO Mpernapara.

OTnmyck  MMMYHOOMOJIOTHYECKOTO  JIEKAPCTBEHHOIO  IIpernapara  OCYILECTBIIAETCS — JIUILY,
npuobperarolieMy (TMOIydarolieMy) JIEKApCTBEHHBIN Ipenapar, IpU HAJIWYMM Y HEro CHelHanibHOro
TEPMOKOHTEIHEpa, B KOTOpBIH IMOMeIIaeTcs JIeKapCTBEHHBIM Mpemapar, C pa3bsCHEHHEM
HEOO0XO/IMMOCTH JIOCTaBKH JIAHHOTO JIEKAPCTBEHHOT'O IpernapaTra B MEIUIIMHCKYIO OpPTraHU3alHio MpU
YCIIOBUU XPAHEHHUS B CHELMAILHOM TEPMOKOHTEIHEPE B CPOK, HE NPEBbIIIAIOMINN 48 4acoB 1OCIE €ro
MIPUOOpPETEHUSI.

14. Ocratotrcst M XpaHsATCs Yy CyObeKTa pPO3HHYHOM TOProBiIM peuentsl (C  OTMETKOM
"JlekapcTBeHHBIN MTpenapar OTIyIIeH") Ha:

HApKOTUYCCKUEC U TIICUXOTPOIIHBIC JICKAPCTBCHHBIC IIpCHIapaTbl CIHHCKaA H, IMCUXOTPOITHBIC
JICKApCTBCHHBIC MPCIIApaThl CIIMCKA 111 - B TeyeHue mATU JICT,

JIEKapCTBEHHBIE MPEnapaTkl, OTIyCKaeMble OECIUTATHO WU CO CKUIKOMH, - B TEUCHUE TPEX JIET;
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

KOMOWHUPOBAHHBIC JIEKAPCTBEHHBIC MpENapaThl, COJEpPXKAIIUE HAPKOTHYECKHE CPEJICTBA WIIU
NICUXOTPOITHBbIC BellecTBa, BHeceHHble B cmucku [l wm Il TlepedHs, W3rOTOBJICHHBIC B aNTCYHOMN
OpraHM3aliM, JICKapCTBEHHbIC  Mpenaparbl,  O0JaJarollue  aHaOOJIMYECKOH  aKTHBHOCTBIO,
JICKApPCTBCHHBIC MPCIIapaThl, IMOMJICKANNUE NPEAMETHO-KOJINYCCTBEHHOMY YUCTY, - B TCUCHUC TPEX JICT,

JIEKapCTBEHHBIC TIpemapaThl B JKUJIKOW JIeKapCTBeHHOW Qopme, coxaepxamue Oomee 15%
STHJIOBOTO CIHPTA OT 00beMa rOTOBOW MPOIYKIIUH, HHBIE JIEKAPCTBEHHBIE MTPEnapaThl, OTHOCAIINECS 110
ATX k antuncuxotudeckuMm cpernctBaM (kog NOS5SA), ankcuonmutukam (koa NOS5B), CHOTBOpHBIM U
cematuBHbIM cpenctBaMm (kox  NOSC), antmnmenpeccantam (kog NO6A) u He MOANEKAIUE
MPEAMETHO-KOJIIMYECTBEHHOMY YUETY, - B TCUCHHE TPEX MECSIIEB.

15. Peunentsl, He yka3aHHble B IyHKTe 14 Hacrosmmux IIpaBmi, OTMeEUarOTCs IITaMIIOM
"JlekapcTBeHHBIM MpernapaT OTHYLIEH' W BO3BPAIAOTCSA JUIly, MOJYyYHMBIIEMY JIEKApCTBEHHBIN
nmpenapar.

PenienTel, BBIMHCAHHBIE C HAPYIIEHWEM YCTAHOBIEHHBIX MpaBuil <14>, perucTpupyrorcs B
KypHaJie, B KOTOPOM YKa3bIBAIOTCS BBISIBJICHHBIC HApPYLICHHUS B OGOpPMIICHUH perenTa, haMumus, uMs,
oTuecTBO (IIpM HAIMYUU) MEIUIIMHCKOTO pa0OTHUKA, BBHIMHCABIIETO pELENT, HANMEHOBAHUE
MEJIMIIMHCKOW OpraHu3alliy, MPUHATHIE MEpPHI, OTMeuaroTcs mraminoM "PernenTt HenmelicTBuTeleH" u
BO3BpAIAIOTCS JIMITY, NpeAcTaBuBIeMy perent. O (akrax HapymeHus mpaBuia 0GOPMIICHHS PEIETTOB
CyOBEKT pPO3HUYHOW TOProBiIM HUHGOPMUPYET PYKOBOAUTENSI COOTBETCTBYIOLICH MEIUIUHCKON
OpraHHU3aIIH.

<14> [Ipuka3 N 4u u npuka3z N 54H.
(B pen. lIpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

16. Ilpu oTnycke JIeKapCcTBEHHOTO Npenapara GpapmaneBTH4eckuii paboTHUK MH()OPMUpPYET JINLO,
npuobperatolee (Moiydaroliee) JIEKapcTBEHHBIN Mpenapar, 0 pexuMe U J03aX ero npuema, npaBuiIax
XPpaHEHUs B JIOMAIIHKUX YCIOBHAX, O B3aMMOJCHCTBUM C APYTHMH JIEKAPCTBEHHBIMU IIpENapaTaMu.

17. Tlpm oTmycke JEKapCTBEHHOTO TIpemapara (papmaneBTHUYECKUi pPaOOTHUK HE BIpaBe
MPEAOCTABIIATh HEJOCTOBEPHYIO W (WJIM) HEMOJHYI0 HWH(GOPMAIMI0 O HAJUYHH JIEKAPCTBEHHBIX
MpernapaToB, BKJIIOYas JIEKapCTBEHHbIE Mpenaparbl, HKMEIOIIUME OJUHAKOBOE MEXAYHapOIHOE
HENMaTeHTOBaHHOE HAaWMEHOBAaHHE, B TOM YHWCJE CKpbIBaTh MH(POPMAIMIO O HAJIMYMU JIEKAPCTBEHHBIX
MpernapaToB, UMEIOLTUX OoJiee HU3KYIO IIeHy <15>.

<15> Crarps 74 Penepanpaoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®d3 "OO6 ocHOBax OXpaHbI
310poBbs TpaxkaaH B Poccuiickoit @enepannn" (Cobpanue 3akoHonaTenscTBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724; 2013, N 48, cT. 6165).

18. 3anmpemaercss ornmyck (ambcuPUUUPOBAHHBIX, HET0OPOKAYECTBEHHBIX M KOHTPa(aKTHBIX
JIEKapCTBEHHBIX NpenapaToB <16>.
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<16> Cratpa 57 denepanbHoro 3akoHa or 12 ampens 2010 r. N 61-®3 "O6 oOpauenun
JIEKapCTBEHHBIX CPENCTB".

Il. Tpe6boBaHUA K OTNYCKY HAPKOTUYECKMUX U NCUXOTPONHLIX
NeKapCTBEHHbIX NpenapaToB, JIeKApCTBEHHbIX NpenapaTos,
obGnaparoWwmMx aHabonNMYeCcKkom akTUBHOCTbIO, MHbIX JIEKAPCTBEHHbIX
npenaparoB, noanexawmx npeamMeTHO-KONIM4EeCTBEHHOMY y4eTy

19. OTnyck HapKOTHYECKMX W TICHXOTPOMHBIX JIEKAPCTBEHHBIX MpPENapaToB, JIEKAPCTBEHHBIX
MpernaparoB, 00JIAAAONINX aHA0OIMYECKOW aKTHBHOCTBIO, JIEKAPCTBEHHBIX MPENapaToB, IMOMIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ Y4Y€Ty,  OCYHIECTBIsieTcs  (hapMaleBTHUECKUMH  pabOTHHUKaMH,
3aHUMAIOIIMMHU  JIOJDKHOCTH, BKJIIOYEHHBIE B [EpPEYEHb JOJDKHOCTEH (apMaleBTHUECKUX U
MEINULMHCKUX Pa0OTHUKOB B OPraHU3aUAX, KOTOPHIM MPEJOCTABIEHO MPAaBO OTIYCKAa HAPKOTUYECKUX
JICKapCTBEHHBIX IPENapaToB M TICUXOTPOMHBIX JIEKAPCTBEHHBIX MpenapaToB (U3NUYECKUM JTUIAM,
YTBEP)KICHHBIN MpHUKa3oM MuHHUCTEpCTBa 37paBooxpaHeHus Poccuiickoit dexepanmu ot 7 ceHTAOPs
2016 r. N 681u (3apeructpupoBan MunuctepctBoM toctuninu Poccuiickoit @enepanuu 21 ceHTAOps
2016 r., peructpaunonubsiii N 43748).

20. HapkoTnyeckue M ICUXOTPOIHBIE JIEKAPCTBEHHBIEC Ipenaparsl cnucka II, 3a ucknrodyeHneM
JIEKapCTBEHHBIX IPENapaToB B BUAE TPAHCACPMAJIbHBIX TEPANEBTUYECKMX CHCTEM U JIEKAPCTBEHHBIX
[IpenaparoB, COACPKAIUX HAPKOTHUYECKOE CPEACTBO B COYETAHMM C AHTAarOHUCTOM OIUOMIHBIX
pEeLEenTOpOB, OTIYCKAIOTCS IIPU NPEIBbABICHUHM JIOKYMEHTA, YAOCTOBEPSIOLIErO JIMYHOCTH, JIMILY,
YKa3aHHOMY B PEIIETITE, €r0 3aKOHHOMY TPEACTaBUTEN0 <17> Win JHIly, UMeroIemMy ohOpMIICHHYIO B
COOTBETCTBUM C 3aKkoHonarenscTBOM Poccuiickoit denepanny TOBEPEHHOCTh HA NPAaBO IOJIYyYECHHS
TaKUX HAPKOTHYECKHUX U IICUXOTPOIIHBIX JEKAaPCTBEHHBIX IIPENApaTOB.

(8 pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<17> B oTHOIIEHNH JINIa, YKa3aHHOTO B yacTu 2 crathy 20 PenepanbHOTo 3akoHa oT 21 HosOps
2011 r. N 323-®3 "O06 ocHOBax OXpaHBI 3I0pOBBs rpaxkiaaH B Poccuiickoit @enepanuu” (Cobpanue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446, 2013, N
27, ct. 3459, 3477; N 30, ct. 4038; N 39, ct. 4883; N 48, ct. 6165; N 52, ct. 6951; 2014, N 23, crt.
2930; N 30, ct. 4106, 4206, 4244, 4247, 4257; N 43, ct. 5798; N 49, c1. 6927, 6928; 2015, N 1, ct. 72,
85; N 10, ct. 1403, 1425; N 14, ct. 2018; N 27, c1. 3951; N 29, cr1. 4339, 4356, 4359, 4397; N 51, cT.
7245;2016,N 1, ct. 9, 28; N 15, ct. 2055; N 18, ct. 2488; N 27, c1. 4219).

21. HapkoTuyeckue M MCHUXOTPOIIHbIE JIEKapCTBEHHbIE Mpernaparhl cnucka Il (3a uckioueHneM
JIEKapCTBCHHBIX IIPENapaToB B BUAC TPAHCACPMAJIbHBIX TEPANIEBTUYECKMX CHCTEM U JIEKAPCTBEHHBIX
IIPENapaToB, COAEP)KAIUX HAPKOTHYECKOE CPEACTBO B COYETAHMH C AHTATOHMCTOM OIMOMIHBIX
pelenTopoB), MpeaHa3HauCHHbIE I TpaXKJ1aH, UMEIOIUX NpaBO Ha OecryiaTHOE TOJXy4YeHUE
JIEKapCTBEHHBIX IPENApaTOB WM IOJIyYEHHE JIEKAPCTBEHHBIX IPENapaToB CO CKUIKOM, OTIYCKarOTCs
NIpH TPEbSBICHUN PEIENTa, BHIMUCAHHOTO Ha perentypHoM Onanke dhopmer N 107/y-HII, u penernra,
BBIMMCAHHOTO HA penenTypHoM Omanke hopmbl N 148-1/y-04 (o).

(B pen. [Ipukaza Munzapasa Poccuu ot 07.07.2020 N 683H)

.HeKapCTBeHHLIC Ipenaparbl, YKa3aHHbIC B a63auax TPETbEM - BOCbMOM IIYHKTa 4 HaCTOAIIIMNX
HpaBI/IJ'I, MNpECAHAa3HAYCHHBIC IJId I'paKaaH, UMCIOIIHX IIPABO HA MMOJTYYCHUC JICKAPCTBCHHBIX IPCIIapaToOB,
OTITyCKaCMbIX OecILIaTHO WU CO CKI/IIIKOI;'I, OTIIYCKAKOTCA IPHU NPCAbABICHUN PCUCIITA, BBIIIUCAHHOIO
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Ha peuentypHoM Onanke (opmbl N 148-1/y-88, u pelenta, BHINUCAHHOIO Ha PELEITYpPHOM OJlaHKe
dopmbt N 148-1/y-04 ().
(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

22. Ilocne oTmycka HapKOTHUYECKUX M MCHUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB coucka II, B
TOM YHCJI€ B BHJAE TPAHCAECPMAIbHBIX TEpPANEBTUUYECKHX CHCTEM U JIEKaPCTBEHHBIX IIPENaparos,
COJIepKALIMX HAPKOTUYECKOE CPEJICTBO B COYETAHMHM C AHTATOHUCTOM OIMOUAHBIX PELENTOpOB,
NICUXOTPOIHBIX JIEKAPCTBEHHBIX IMpenaparoB coucka [l numy, nodydyuBiIIeMY JI€KapCTBEHHBIN
npernapar, BBIAAETCS CUTHATYpa C JKEJITOM MOJI0COM B BEpXHEH YacTH U HA/IMUCHIO YEPHBIM HIPU(PTOM Ha
Hell "Curnatypa', B KOTOpPOH yKa3bIBalOTCSA:
(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

HaNMMCHOBAHUEC U aIp€C MCCTOHAXOXKJACHUA allTCKU UJIW alITCYHOT'O ITYHKTA,
HOMCDP U aaTa BBIITHCAHHOI'O PCUCIITA;

bamunusi, UMsl, OT4eCTBO (MPH HAJIMYMHU) JIMLA, Ui KOTOPOTO NpEAHA3HAYEH JIEKapCTBEHHBIN
Ipernapar, ero Bo3pacT;

HOMCP MC,[[HLII/IHCKOﬁ KapThbl MalUCHTA, IMOJYYaromiero MCAUMINUHCKYKO ITIOMOIIbL B aM6yJIaTOpHBIX
YCIOBHAX, JJII KOTOPOIro NpeaHa3HAuYCH HeKapCTBCHHBIfI nmpenapar,

dbamunus, uMs, 0T4eCTBO (TPU HAJMYMK) MEAUIIMHCKOTO paOOTHUKA, BHIIMCABIIETO PELENT, ero
KOHTAKTHBIN TeseoH 1160 TenedoH MeIUIMHCKON OpraHu3aluu;

COACPKaHUC PCLCIITAa HA IATUHCKOM S3BIKC;

dbamunus, uMs, OTY4ECTBO (MPU HATMYMU) W TOAMMCH (apMalEeBTHUECKOro pabOTHUKA,
OTITyCTHBILETO JEKaPCTBEHHBII Npenapar;

JaTta OTIIyCKa JICKApCTBCHHOTO IpcIiapara.

23. OTIyCcK 3TUJIOBOTO CIIUPTA MPOU3BOAUTCS MO PELENTy C yUeTOM YCTaHOBJIEHHBIX TpeOOBaHUMN
K 00beMy Tapbl, yIaKOBKE U KOMIUICKTHOCTH JIEKapCTBEHHBIX IpenapaToB <18>.

JlekapcTBeHHbIE IpenapaThl, COJEpKalllie STHIOBBIM CHUPT, B TOM 4YHCJIE H3TOTOBJIEHHBIE MO
peuenty cyObeKTOM PO3HUYHOM TOPTOBIM, UMEIOIIUM JIMIICH3HIO Ha (DapMalleBTHUECKYIO 1S TeIbHOCTh
C IPaBOM H3rOTOBJIEHHUS JIEKAPCTBEHHBIX IIPENApaTOB, OTIYCKAIOTCS C YYETOM YCTaHOBJIEHHBIX
TpeOoBaHul K 00BEMY Tapbl, yIAaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MpenapaTon <18>.

<18> Yactp 4.1 crateu 45 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-D3 "O6 obpamenun
nexapctBeHHbIX cpeactB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepanuu, 2010, N 16, cr.
1815; 2014, N 52, cr. 7540; 2015, N 51, ct. 7245), nocranoienue IlpaButenbctBa Poccuiickoit
@eneparun ot 23 wmionst 2016 r. N 716 "O mnopsake (opMupoBaHHUsS TMepeyHs JIEKapCTBEHHBIX
MpenapaToB sl METUIIMHCKOTO TTPUMEHEHHs, B OTHOIICHUH KOTOPHIX YCTaHABIUBAIOTCS TPEOOBAHUS K
00beMy Tapbl, YITAKOBKE W KOMIUIEKTHOCTH, MEPEYHS JICKAPCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO
MIPUMEHEHHUS, B OTHOIIEHWH KOTOPBIX YCTAHABIMBAIOTCS TPEOOBaHHUSA K 00BEMY Taphl, U ONPEIACICHHS
takux TpedboBanuit" (Cobpanue 3akoHonatenbcTBa Poccuiickoit @eneparuu, 2016, N 31, ct. 5030).
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24. 3anpemaeTc;1 pa3ﬂeﬂbHLII>i OTIIYCK JICKAPCTBCHHBLIX CpCACTB, BXOAJAIINX B COCTAB
JICKApCTBCHHOT'O ITpCIiapaTa, U3roTaBJINBacMOro Cy6’BeKTOM pO3HH‘-IHOI>i TOPIrOBJIN.

25. 3ampemaeTcss OTHYCK CYOBEKTOM PO3HUYHOW TOPTOBIM IO pelenTaM BETePUHAPHBIX
OpraHu3aIui:

HApPKOTUYCCKUX U IICUXOTPOITHBIX JICKAPCTBECHHBIX NIPCIIapaTOB,
JICKApCTBCHHLBIX IIPE€IIapaToB, o6naz[afoumx aHa00JIMYECKOM AKTUBHOCTbBIO,
HWHBIX JICKAPCTBCHHBIX IMPCIIApaTOB, NOAJICIKAIINX NPEAMETHO-KOJINYCCTBECHHOMY YUCTY,

KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX TMPENapaTroB, COACPKAIIMX HAPKOTUYECKHUE CPEACTBA HIIU
IICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B cIMCOK [l ITepeunsi, M3roTOBIEHHBIX B AalITEYHON OpraHU3aLNH;

JICKAPCTBCHHLIX NPCHIapaToB, OTITYCKACMbIX OecIuIaTHO WIIH CO CKHI[KOﬁ;

JIEKapCTBEHHBIX TMpEnapaToB B JKHIKOW JIEKapCTBEHHOW ¢opme, coaepxkamux Oonee 15%
STHIIOBOTO CIIUPTa OT 00bEeMa rOTOBOW MPOTYKITHH;

JIEKapCTBEHHBIX MpenaparoB, oTHocsAmmMxcs Mo ATX K aHTUNCUXOTHYECKHM CpeicTBaM (KO.
NO5A), askcuonutukam (kox NOS5B), cHOTBOpHBIM © cemaTuBHBIM cpenctBam (kox NOSC),
antugenpeccantam (koa NO6A) u He moAJIeKaluuX MPeIMETHO-KOJIMYECTBEHHOMY YUeTy.

(m. 25 B pen. [Ipukaza Munsapasa Poccun ot 07.07.2020 N 683H)

lll. Tpe6boBaHMA K OTNYCKY fieKapCTBEHHbIX NpenapaToB
no Tpe6oBaHMAM-HaKNagHbIM MeAULIMHCKMX OpraHu3auum,
MHAMBUMAYanNbHbIX NpeanpUuHUMaTErNien, UMeLUX NTULEH3UI0
Ha MEeOULIMHCKYIO AeATeNbHOCTb

26. TpeboBaHue-HaKIaIHAsl HA OTITYCK JIEKAPCTBEHHBIX IpenapaToB 0popMIIsieTcs B COOTBETCTBUN
¢ UHcTpyknuedl o mopsake BBINUCHIBAHUSA JIEKAPCTBEHHBIX IPENapaTtoB U O(GOpMIIEHHs PELENTOB U
TpeOOBaHUI-HAKIIaIHbIX, YTBEPKICHHOM MpuKa3oM MUHHMCTEpCTBA 3paBOOXPAHEHHS] U COLMATIBHOTO
pa3Butus Poccuiickoit ®eneparuu ot 12 ¢eBpans 2007 r. N 110 "O nopsake Ha3Ha4eHUS U
BBIIMCBHIBAHUS  JIEKAPCTBEHHBIX  IpErnaparoB,  W3JAEAMM  MEAMLIMHCKOIO  Ha3HAueHus U
CHEIMATIM3UPOBAHHBIX MPOAYKTOB JIeUeOHOro nutaHus" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutiickoit ®eneparuu 27 anpens 2007 r., peructparmorabiid N 9364) <19>.

<19> C wu3MeHeHWsMH, BHECEHHBIMM NpUKa3aMH MUHHUCTEPCTBA 3ApPaBOOXPAHEHUS U
counanbHoro passutus Poccuiickoii @enepanuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBaH
MunucrepcrBoM toctunu Poccuiickoit @enepannu 14 centsiops 2007 r., peructpaunonnsiii N 10133),
ot 25 cerntsops 2009 r. N 794u (3apeructpupoBadn MUHUCTEPCTBOM IocTuIMH Poccuiickoit Deneparun
25 nos6psa 2009 r., peructpaunonHslid N 15317), ot 20 suBaps 2011 r. N 131 (3aperucrpupoBan
MunucrepctBoM roctuniuu Poccuiickoit deneparuu 15 mapra 2011 1., peructpanuonnsii N 20103),
npukazamMu MuHucTepcTBa 3/paBooxpaHeHus Poccuiickoit @enepauun ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MuHnucrtepctBoM octuiuu  Poccuiickoit ®enepanum 15 asrycra 2012 r.,
peructpammonusii N 25190), ot 26 ¢despans 2013 r. N 941 (3apeructpupoBaH MUHUCTEPCTBOM
toctutuu Poccuiickoit @enepauuu 25 utons 2013 r., peructpaunonssiii N 28881).
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(pea. ot 07.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpXXAEHWUM NpaBUn OTMYCKa IeKapCTBEHHbIX [fata coxpaHenns: 15.10.2025
npenaparo...

ﬂOHYCKaCTCH OTIIYCK JICKAPCTBCHHBIX IIPCHapaToB II0 Tpe6OBaHI/I}IM-HaKJ'Ia,Z[HLIM MCAUILIMHCKHX
opraHmauHﬁ U HWHIUBUAYAJIBbHBIX HpC[[HpI/IHI/IMaTeJIef/’I, HMCIOIUX JIMIOCH3WIO Ha MCIAUIUHCKYIO
JACATCIIBHOCTD, O(i)OpMJ'IeHHI)IM B OJICKTPOHHOM BUJC, €CJIIn MCIHUIINHCKAsA opranu3anus,
I/IH}II/IBH}IY&HBHBI?I npeanpruHUMaTeiib, I/IMGI—OHH/Iﬁ JUMIOCH3WI0 Ha MCIUIUHCKYIO JCATCIbHOCTb, H
CY6T>CKT pO3HI/I‘lH0ﬁ TOProBJIU SBJIAKOTCA COOTBETCTBEHHO Y4YaCTHUKaMHU CHUCTCEMbI I/IH(i)OpMaI_II/IOHHOFO
B3aPIMO,Z[€I>’ICTBI/I$I 110 O6M€Hy CBCACHUAMMU.

27. OTnyck HAapKOTHYECKMX W IICUXOTPOIHBIX JIEKapCTBEHHBIX IpenapaToB cnoucka I,
IICUXOTPOIIHBIX JICKAPCTBEHHBIX IpenapaTtoB coucka I, HMHBIX JIEKAPCTBEHHBIX IIPENAPATOB,
MOJIEKAUX TPEAMETHO-KOJIMYECTBEHHOMY YYeTy, B TOM YHCJIE€ OTIyCKaeMbIX 0e€3 pelenra,
OCYIIECTBIISIETCS 0 OTJEIbHBIM TPEOOBAHUSIM-HAKIIAHbBIM.

28. 3anpemaeTcs OTIYCK HAPKOTUYECKHUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB cnucka Il
, B TOM 4YHcJe B BUJAE TPAHCIAECPMAIIbHBIX TEPaNeBTUYECKMX CHUCTEM WU JIEKapCTBEHHBIX IPENaparos,
COJIEp/KallMX HApKOTUYECKOE CPEJICTBO B COYETAHMU C AHTAarOHUCTOM ONMOUAHBIX PELENTOPOB,
NICUXOTPOITHBIX ~ JICKAPCTBEHHbIX  mpemaparoB  cmnucka Il mo  TpeOoBaHHSAM-HAKIAIHBIM
MHAUBUAYAIBHOTO IPEIIPUHUMATENS], UMEIOLIET0 JINLEH3UIO Ha MEAUIIMHCKYIO IeATENbHOCTh <20>.
(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<20> [IyskT 4 crateu 31 denepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O HapkoTHYECKHX
CpeICcTBaxX U McUXoTpomnHbIX BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 1998,

N 2, ct. 219; 2003, N 27, ct. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

29. Ilpm otmycke JE€KapCTBEHHBIX IIperapaToB QapMaleBTUYeCKuil pabOTHHUK IpOBepseT
Hajaexallee opopmieHre TpeOOBaHUS-HAKIAJHOW U MPOCTaBIAET HAa HEH OTMETKY O KOJIMYECTBE U
CTOMMOCTH OTIYLIECHHBIX JIEKAPCTBEHHBIX NIPENAPATOB.

30. Bce TpeOoBaHUsA-HAKJIAHbIEC, IO KOTOPHIM OTITYIIEHBI JICKAPCTBEHHBIE MPENapaThl, MOAIEKAT
OCTaBJICHUIO U XPAaHEHUIO Y CyOBbEKTa pO3HUYHON TOPTOBJIM:

Ha HApKOTMYECKHE M IICUXOTPOIIHBIE JIEKAPCTBEHHBbIE mpemnaparbl cnucka II, mcuxoTrpomnHble
JeKapcTBeHHbIe mpernapaTsl crucka Il (B OTHOLIEHMH anTeK M anTeYHBIX MyHKTOB) - B TEYCHHUE ISTH
JIET;

Ha JICKApCTBCHHBIC IIPCIIApaThl, NOAJICIKAINNUEC MPEAMCTHO-KOJIMYCCTBECHHOMY YYCTY, - B TCUCHHC
TPEX JICT;

Ha UHBIC JICKAPCTBCHHLIC IPCIIapaThl - B TCUHCHUC OJJHOI'O roaa.

31. Hapymenue nepBUYHOM YNAaKOBKM JIEKaPCTBEHHOI'O IIpenapara IpU €ro OTIYCKe II0
TpeOOBaHUIO-HAKIIAIHOM JOMYCKaeTCsi CyObEKTOM PO3HMYHOM TOPIOBIM, HMMEIOIIUM JIMLEH3UIO Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh C IPAaBOM M3TOTOBIICHUS JIEKApCTBEHHBIX IpernaparoB. B Takom
cllyyae OTIYCK JIEKQpCTBEHHOIO IIpernapara OCYIIECTBISIETCS B YNAaKoOBKE, OQOPMIEHHOH B
YCTQHOBJICHHOM ToOpsiike <21>, ¢ TNpeaoCTaBICHHEM HWHCTPYKIMHU (KOIMMM HMHCTPYKIUH) IO
IIPUMEHEHHUIO OTILYyCKAa€MOI0 JIEKAPCTBEHHOIO IIpernapara.
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<21> [Ipuka3 MunzapaBa Poccuu ot 26 oktsa6psa 2015 r. N 751 "OO6 yTBep»aeHUN NpaBuil
U3TOTOBJIEHUSI M OTIIYCKA JIEKAPCTBEHHBIX MPENaparoB Ul MEIULUHCKOTO MPUMEHEHHS alTeYHBIMU
OpraHM3alMsIMM,  UHAMBUAYQJIbHBIMU  IPEANPUHUMATENSAMH,  HUMEIOIMMHU  JIMLIEH3UI0  Ha
(dapMareBTHUECKYIO0 JIeATeIbHOCTE" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMU Poccuiickoit
Oenepanuu 21 anpens 2016 r., peructpanuonnsiii N 41897).

IV. Oco6eHHOCTU OTnyCKa fleKapCTBEHHbIX NpenapaTos
no peuentam B (hopMe 3NeKTPOHHOro AOKYMEHTa

(BBeneno [Ipukazom Munzapasa Poccun ot 07.07.2020 N 683H)

32. OTmyck JeKapCTBEHHBIX IpenapaTroB IO penentaM B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa
OCYLLIECTBJISIETCSA aNTeKaMu, AanTeYHbIMM IYHKTaMH W WHIUBUIYAIbHBIMUA MPEAIPUHUMATEISIMHU,
yKa3aHHBIMHM B MyHKTe 3 Hacrosmmx [IpaBun (manee - anteyHble OpraHU3alliu), pacloilOKEHHBIMU Ha
TeppuTopuu cyonrekra Poccuiickoit deneparuu, B KOTOpOM O0QOPMIICH pelienT B (hOopMe IIIEKTPOHHOTO
JIOKyMEHTa, B CIly4ae MNPUHITHS YHNOJHOMOUYEHHBIM OpraHoM cyOnekta Poccuiickoit depepanuu B
COOTBETCTBUHU C OYHKTOM 4 ctatbu 6 DeaepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
oOparnienuu jgexkapctBeHHbIX cpenctB” (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2017, N
31, c1. 4791) pemenus 06 UCMOIB30BaHUM Ha TeppUTOpUn cyobekTa Poccuiickoit deneparyu Hapsy ¢
perienTaMu Ha JEKapCTBEHHBIE MpenapaThl, 0OPMICHHBIMU Ha OyMa)KHOM HOCHTENE, PEIENTOB Ha
JIEKapCTBEHHBIE Mpenaparthbl, CQOPMHUPOBAHHBIX B (hOpPME IIEKTPOHHBIX JTOKYMEHTOB (Jajiee - pelIeHne
YIIOJIHOMOYEHHOTO opraHa cyonrekra Poccuiickoit @enepanmn).

33. AnreuHble  OpraHu3alUu  JOJDKHBI  MMETh  NOJKIIOYEHHE K  TOCYJapCTBEHHOMU
nH(popManmoHHOM cuctemMe B chepe 3apaBooxpanenus cyonrekra Poccuiickoit deneparnuu <21> (nmanee
- cucTteMa), KOoTopoe olecreuynBaeTcs YMOJHOMOYEHHBIM OpPraHOM BIAcTH cyObekTa Poccuiickoit
denepauuu.

<21> [ocranosnenue [IpaButensctBa Poccuiickoit ®enepaunn ot 5 mas 2018 r. N 555 "O
eIMHOM TOCyAapCTBeHHOW WHGOPMAIIMOHHONW cuctemMe B cdepe 3apaBooxpanenus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 14 mas 2018 r., N 20, ct. 2849; 2019, N 6, ct. 533).

TexHuueckue TpeOOBaHUS K MHPOPMALMOHHOMY OOMEHY MEXAy anTeyHOW opraHu3anuen u
CHCTEMOM, B TOM YHCIIe TPEOOBaHMS K WACHTHU(PHUKAIMU perenta B (popMe 3JIeKTPOHHOTO JOKYMEHTa H
TUIa, OOpaTHBIIETOCS 32 OTHYCKOM JIEKAPCTBEHHBIX MPEMapaTroB IO TAaKUM  PELenTaM,
YCTaHABJIMBAIOTCSI PEIICHUEM YIIOJTHOMOUYEHHOT0 opraHa cyobekTa Poccuiickoit denepanuu.

34. OTmyck JeKapCTBEHHBIX IpenaparoB IO penentaM B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa
OCYIIECTBIISIETCS JIMILy, YKA3aHHOMY B pelenTe MO0 ero 3aKOHHOMY MpeICTaBUTENt0, JUOO0 JUILY,
KOTOPOE JIUI0, YKa3aHHOE B PELIEIITE, UM €ro 3aKOHHBIN MPEJACTABUTENb YIIOJTHOMOYMIN Ha MOJIyYeHUE
JIEKapCTBEHHBIX [IPENApPATOB.
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