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IIpuka3 Munszapasa P® or 11.07.2017 N 4031 — O0 yrBepxkaeHNU PABUJI
OTILYCKA JIEKAPCTBEHHBIX NPenapaToB 1Jis MeIHIIHHCKOI 0 IPMMeHEHHsI, B TOM
YHcIe HMMYHOOHOJOTHYECKUX JIEKAPCTBEHHbBIX MPENapaToB, aTeYHbIMH
OpPraHu3alusAMM, HHIAMBUAY AJIbHBIMH NPeINPUHUMATEISAMHA, UMEIIHMH
JIMIEH3UI0 Ha hapMaleBTHYECKYIO 1eATeJbHOCTD — JleiicTBYIOIIAs MOC/Ie/IHSAA
peaakuus ot 07.07.2020 — Pepaxkumsa N 2 — 3apeructpupoBano B Municre P®
08.09.2017 N 48125 — HavauJio neiicrBusi penakuum 25.10.2020

Crincok n3MeHsmuX J0KyMeHToB (B pel. [lpukaza Munsnpasa PO ot 07.07.2020 N 683H)

B cootBercTBUM co cTaTheil 55 PenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
oOparennu JiekapcTBeHHBIX cpeacTB" (Cobpanue 3akononarenscTea PO, 2010, N 16, ct. 1815; N
31, ct. 4161; 2013; N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29, cr. 4388; 2016, N 27, cr.
4238), mynktoMm 3 crathu 12 @enepanbHoro 3akoHa oT 17 centsOps 1998 r. N 157-®3 "O6
uMMyHoTpodunakTrke HHpeknnoHHbIX 6ose3Hel”" (Cobpanue 3akoHomarenscTBa PD, 1998, N 38,
cT. 4736; 2009, N 1, ct. 21; 2013, N 48, cT. 6165) n moanmynkTamu 5.2.169, 5.2.183 Ilonoxxenwus o
Mununcrepctse 3apaBooxpanenust PO, yreepxkaeHHoro nocranHosiaenueM [Ipasurenscrtea PO ot 19
utoHs 2012 1. N 608 (Cobpanue 3akoHomarensctBa PO, 2012, N 26, ct. 3526; 2013, N 16, cr.
1970; N 20, ct. 2477; N 22, ct. 2812; N 33, c1. 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, c1. 1763; N 23, ct. 3333; 2016,
N 2, c1. 325; N9, c1. 1268; N 27, cT. 4497; N 28, c1. 4741; N 34, ct. 5255; N 49, ct. 6922; 2017, N
7, ct. 1066), mpuKa3bIBalo:

1. VrTBepauTh mpaBHiia OTHYCKa JIEKAPCTBEHHBIX IMpenapaToB Uil MEIULUHCKOTO
MPUMEHEHHs, B TOM YHCJIE€ HWMMYHOOHOJOTHYECKHX JIEKApPCTBEHHBIX MPENapaToB, anTeYHbIMU
OpraHM3alUsMH, WHAUBUAYAJIbHBIMU  MPEANPUHUMATENSAMH, HMEIOIIMMHU  JIMIEH3UI0  Ha
(hapMaleBTHUECKYIO AESITETbHOCTb, COTJIACHO MPUIIOKEHHUIO.

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MUHUCTEPCTBA 3PABOOXPAHCHHS U COMaIbHOTO pa3Butus P® ot 14 nexabps 2005
r. N 785 "O Ilopsiuke oTmycka JieKapCTBEHHBIX cpeactB" (3apeructpupoBaH Mwunioctom PO 16
suBapst 2006 1., N 7353);

npuka3 MUHUCTEPCTBA 3/IPAaBOOXPAHEHUS U COLMAIBHOTO pa3Butus PO ot 24 anpens 2006 r.
N 302 "O BHeceHMM HM3MEHEHUU B INpUKa3 MHHHCTEpCTBA 3pPaBOOXPAHEHUS M COLUAIBHOTO
pazButus PO ot 14 nexabps 2005 r. N 785" (3apeructpupoBad Munroctom P® 16 mas 2006 r., N
7842);

npuka3 MUHUCTEPCTBA 37PaBOOXPAaHECHUS U COIMaIbHOTO pa3BuTus P® ot 12 despans 2007
r. N 109 "O BHecenun usmeHeHuil B [Iopsiok oTmycka J€KapCTBEHHBIX CPENICTB, YTBEPKACHHBIN
pHUKa3oM MHHHCTEPCTBA 3/IpaBOOXpaHeHHs U colanbHoro pa3Butus P® ot 14 nexabps 2005 r. N
785" (3apeructpupoBan Muntocrom P® 30 mapra 2007 r., N 9198);

npuka3 MUHHMCTEpPCTBA 31paBOOXpaHEHHs U conuanbHoro pazsutus P® ot 6 asrycra 2007 r.
N 521 "O BHeceHuun uzMeHeHuil B [lopsiok OTIIycKa JIEKAPCTBEHHBIX CPENCTB, YTBEPIKIECHHBIN
pHUKa3oM MHHHCTEPCTBA 3/IpaBOOXpaHeH s U colranbHoro pa3sButus Pd ot 14 nexabps 2005 r. N
785" (3apeructpupoBan Muntoctom P® 29 aprycra 2007 r., N 10063).
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[punoxenne k npukasy Munzapasa PO ot 11.07.2017 N 403u

IIpaBuia oTmycKa JIeKapCTBEHHBIX MPENapaToB Il MEAUIIHHCKOI0
NPUMEHEHHSI, B TOM YUCJI¢ HMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX
NpenaparoB, aNTEYHbIMH OPraHU3aLMAMHU, HHAMBHUAYAJIbHBIMHU
NpeInpUHUMATEISIMHA, MMEIOIIMMU JIMIEH3MI0 HA (papMaleBTHYECKYI0
AeSITeJIbHOCTD

Crincok n3MeHsmuX 10KyMeHToB (B pel. [lpukaza Munsnpasa PO ot 07.07.2020 N 683H)

I. O0mme Tpe0OBaHMA K OTIYCKY JIEKAPCTBEHHBIX NIPENapaToB 1JIs
MeIMIMHCKOT 0 PUMeHEeHU sl

1. Hacrosimue mnpaBuia ONpeNessitoT MOPSAIAOK OTIYCKa JIEKAapCTBEHHBIX IPErnapaTroB JUIs
MEIHUIIMHCKOTO MPHUMEHEHHUs, B TOM 4YHCIeé UMMYHOOMOJOIMYECKUX JIEKApCTBEHHBIX IPENapaToB
(mamee — JEKapCTBEHHBIE TMpeNapaThl), ANTEYHBIMH OPTaHU3ANMIMU ¥ WHIUBHIYyATbHBIMH
MpeaNpUHUMATENSIMY, WMEIOIIUMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO IesITeNbHOCTh (Janee —
CyOBEKTBl PO3HUYHOW TOProBin), 0e3 pementa <1> u (WIM) MO peHEnTy Ha JIEKAPCTBEHHBIN
npemnapar, 0(pOpMIEHHOMY B YCTAHOBJIEHHOM MOPSIIKE <2> MEIULUHCKUMH paOOTHUKAMU, a TaKkKe
o TpeOOBaHUSAM-HAKJIAJAHBIM OPraHu3allii, OCYLIECTBIISIIOMIEH MEIUIIMHCKYIO JesTeIbHOCTh
(manee — MeAMLMHCKas OpraHU3alus), WIM WHAUBUAYAJIBHOTO MPEANPUHUMATENS, HUMEIOUIEro
JUIEH3UI0 Ha MEIUIMHCKYI0 JAESTEeIbHOCTh (Jajgee COOTBETCTBEHHO — pelent, TpeboBaHue-
HaKJIaTHas).

(B pen. IIpukaza Munznpasa P® ot 07.07.2020 N 683H)

<1> Iloanyukt "4" mynkra 5 yactu 4 crarbu 18, moanyHkt "k" mynkra 1 yactu 1 crarbu 33
®denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obOpaieHun JeKapCTBEHHBIX CPEeICTB"
(CobOpanme 3akoHomarenbcTBa PD, 2010, N 16, ct. 1815; N 42, cT. 5293; N 49, c1. 6409; 2014, N
52, ct. 7540).

<2> [Ipuka3sl MuHucTepcTBa 3apaBooxpaneHusi PO:

ot 14 sauBaps 2019 r. N 4u "OO yTBepXKICHHH MOpPsAKA Ha3HAUCHUS JIEKApCTBEHHBIX
npemnapaToB, GOpM peLEeNnTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIC Mpenaparsl, mopsaka oGopmiieHus
yKa3aHHBIX OJAHKOB, UX ydeTa U xpaHeHUs" (3apeructpupoBaH Muniocrom PD 26 mapra 2019 r.,
N 54173), ¢ u3MeHEeHHUsIMH, BHECCHHBIMU ITpHUKa3oM MuHHCTEpCTBA 3/1paBooxpaHeHus PD ot 11
nexabps 2019 r. N 10221 (3apeructpupoBad Muntoctom P® 28 suBaps 2020 r., N 57292) (nanee —
npuka3 N 4H);

(B pexn. Ilpukaza Munsapasa P® ot 07.07.2020 N 683H)

or 1 aBrycta 2012 r. N 541 "OO0 yrBepkaeHuu (opMbl OJAHKOB PELENTOB, COJAEPKAIIUX
Ha3HA4Y€HHE HApPKOTHMYECKUX CPEACTB U IICUXOTPOMHBIX BEUIECTB, MOPAJIKA HMX H3TOTOBJICHHUS,
pacmpeneneHusi, perucTpaluy, y4eTa ¢ XpaHeHHs, a Takke mpaBwil odopMiIeHHs"
(3apeructpupoBan MunroctoM P® 15 aBrycta 2012 r., N 25190), ¢ u3MeHeHUusIMU, BHECEHHBIMH
npukazaMu Munucrtepersa 3apaBooxpanenust P® ot 30 urona 2015 r. N 385H (3apeructpupoBas
Muntoctom P® 27 nos6ps 2015 1., N 39868) u ot 21 anpenst 2016 r. N 254n (3apeructpupoBan
Muntoctom P® 18 urons 2016 r., N 42887) (nanee — mpukas N 54H).
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2. OTIycK JIeKapCTBEHHBIX MPENapaTroB 0e3 perenToB OCYIIeCTBIISICTCS:

anTeKaMH;

AIITCYHBIMHA ITYHKTAMU,

alITCYHBIMH KMOCKaMMU,

WHAUBUAYAJIBbHBIMUA MPCANIPUHUMATCIAMA, HUMCIOIIUMU JIMOCH3UIO Ha q)apMaIIGBTI/ILIeCKYIO
NEeSTENBHOCTH (J1ajiee — MHAUBUAYAIbHBIA MPETPUHUMATEIND ).

3. OTmyck JeKapCTBEHHBIX MPENapaToB 10 PEUEnTaM OCYIIECTBISETC:

anTeKaMu;

AIITCYHBIMHA ITYHKTAMMU,

WHAUBUAYAJIbHBIMU  TPCANPUHUMATCIIIMHA (33 HUCKIIIOYCHUEM OTIIYCKa HAPKOTUUYCCKUX
CpCACTB W TICUXOTPOIIHBIX BEIICCTB, BKIIOYCHHBIX B IEPCUCHb HAPKOTUYCCKHUX CPCACTB,
IICUXOTPOIIHBIX BELIECTB M HUX IPEKypCOpPOB, MOJUIEKAIIUX KOHTpOJt0 B P®d, yrBepKIeHHBIN
nocta"oBieHueM IlpasurensctBa P® ot 30 utons 1998 r. N 681 <3> (manee cOOTBETCTBEHHO —
[Tepedyenn, HAPKOTHYECKUE U TICUXOTPOITHBIE JICKAPCTBEHHBIE TIPETIapaThl).

<3> CoOpanue 3akoHoAarenscTBa PD, 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, ct. 3183; N 52, ct. 6572; 2010, N 3,
ct. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cT. 4271; N 45, ct. 5864; N 50, cr.
6696, 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29, ct. 4466, 4473; N 42, cT. 5921; N 51, cr.
7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, ct. 2400; N 22, ct. 2864; N 37, ct. 5002; N 48,
cT. 6686; N 49, ct. 6861; 2013, N 9, ct. 953; N 25, ct. 3159; N 29, ct. 3962; N 37, ct. 4706; N 46,
cT. 5943; N 51, ct. 6869; 2014, N 14, c1. 1626; N 23, ct. 2987; N 27, c1. 3763; N 44, c1. 6068; N
51, ct. 7430; 2015, N 11, ct. 1593; N 16, c1. 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.

OTnyck HapKOTHYECKUX M TMCHUXOTPOIHBIX JIEKAPCTBEHHBIX MpEnaparoB IO pelentaMm
OCYILIECTBJISICTCS anTeKaMH M alTeYHbIMU MYHKTAMU, UMEIOUIMMHU JIMIEH3UIO0 Ha JAESTeIbHOCTD IO
000pOTY HAPKOTHYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, KYJIHTUBUPOBAHUIO
HapKOCOJepKaIIUX pacTCHHI.

OTnyck UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB MO PELeNnTaM OCYIIEeCTBISETCS
anTeKaMu M anTeYHbIMU MyHKTaMU.

4. Tlo peuenrtam, BBIIMCAaHHBIM Ha peHenTypHbIXx OnaHkax ¢opmer N 107/y-HIT <4>,
OTIIYCKAKOTCS HAPKOTUYECKUE U MICUXOTPOIIHBIE JIEKAPCTBEHHbIEC IIpenapaThbl, BHECEHHbIE B CIIHCOK
HAapKOTHYECKUX CPEICTB U ICHUXOTPOMHBIX BeHIeCTB, 000pOT KOTOphix B P®d orpanuueH u B
OTHOILIEHUU KOTOPBIX YCTAHABJIMBAIOTCA MEPbI KOHTPOJISI B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
P® u mexnaynapomasimu goroBopamu P® (crmmcok II), Ilepeunst (manee — HapKOTHYECKHE H
TICUXOTPOIHBIE JIEKapCTBEHHBbIE IMpemapaThl cnucka II), 3a HCKIOYeHHEeM HapKOTUYECKHX U
MICUXOTPOIHBIX JIEKAPCTBEHHBIX NIPENApaTOB B BUJE TPAHCIEPMAIbHBIX TEPAIEBTUUECKUX CUCTEM U
JIEKAPCTBEHHBIX MPENApATOB, COAEPIKALIUX HAPKOTUUECKOE CPEACTBO B COUETAHUHU C AaHTATOHUCTOM
ONMOUIHBIX PELIENITOPOB.

(B pen. Ilpukaza Munsapasa P® ot 07.07.2020 N 683H)

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

[To penenitam, BBIMCAaHHBIM Ha pelenTypHbIX OigaHkax (opmbl N 148-1/y-88, oTmyckatorcs
<5>:
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<5> Ilynkt 10 nopsiaka Ha3HauUEHUS JIEKAPCTBEHHBIX NPENApaTOB, YTBEPKACHHOIO IIPUKA30M
N 4H.
(caocka B pen. Ilpukaza Munszgpasa P® ot 07.07.2020 N 683H)

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE ITpenapaThl, BHECEHHbIE B CIIMCOK ICUXOTPOIHBIX BEIIECTB,
000poT KOTOPHIX B PD orpaHnyeH U B OTHOIIEHUH KOTOPBIX JIOIYCKAETCsl UCKITIOUEHNE HEKOTOPBIX
Mep KOHTpPOJISI B COOTBETCTBUM C 3aKOHOJATENBCTBOM P® M MexayHapoaHbIMH J1oroBopamu PO
(criucok I11), Tlepeuns (nanee — NCUXOTPOTHBIE JIeKAPCTBEHHBIE mpemnapathl crucka I11);

HapKOTHYECKHE M TIICUXOTPOIHBbIE JIeKapCTBEHHbIE mpemnaparel coucka [I B Buze
TpaHCIEPMAJIbHbIX TEpPaleBTUUYECKUX CHUCTEM U JIEKAPCTBEHHBIE Mpenapartbl, COJEpKallue
HapKOTHUYECKOE CPEACTBO B COUETAHUM C AaHTAarOHUCTOM OIHUOMJIHBIX PELENITOPOB;

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

JIEKapCTBEHHbIEC TIpenaparbl, BKIIOYEHHBbIE B IE€PEUEHb JIEKAPCTBEHHBIX CPEACTB s
MEJUIIMHCKOTO TMPUMEHEHMs, MOJJIeKalUX MPEeIMETHO-KOJNYECTBEHHOMY YyueTy <6>, 3a
HCKJIIOYEHHEM JIEKapCTBEHHBIX MpEnaparoB, yKa3aHHBIX B a03allax MepBOM M TPEThEM HACTOSIIErO
MyHKTa, ¥ JIEKapCTBEHHBIX IIperapaTroB, OTIYCKaeMbIX Oe3 pelenrta (najiee — JIeKapCTBEHHBIE
IpenapaThl, IOoJyIeKallie IPeIMETHO-KOJINYECTBEHHOMY YUETY);

<6> Ilpuka3 MunucrepctBa 3apaBooxpaneHuss PO ot 22 ampens 2014 r. N 183u "O6
YTBEPKICHUM TEPEYHsl JIEKAPCTBEHHBIX CPEACTB JUIsl MEAMIIMHCKOIO NMPUMEHEHHMs, IMOIJICKAIUX
MPEAMETHO-KOJIMYECTBEHHOMY y4eTy" (3apeructpupoBan Munioctom P® 22 wurona 2014 r., N
33210) ¢ wu3MEHEHHSIMH, BHECEHHBIMH NpHUKa3oM MwuHHCTEpcTBa 3apaBooxpaHeHuss PD ot 10
centsops 2015 r. N 634u (3apeructpupoBad Muntoctom P® 30 centsiopst 2015 r., N 39063).

JIEKapCTBEHHBIC Tpemapathl, 00JadaroNe aHa0OJINYECKOH aKTUBHOCTHIO (B COOTBETCTBUU C
OCHOBHBIM (DapMaKOJIOTHYECKUM AeWCTBUEM) <7> U OTHOCSIIMECS MO aHATOMO-TEPareBTUYECKO-
XUMHUYECKON KJIacCH(UKALNKM, PEKOMEHIOBaHHOW BceMupHOW opraHu3aiueil 3apaBoOXpaHEHUS
(manmee — ATX), k anabonuyeckum ctepounam (kox Al14A) (manee — JeKapCTBEHHBIE MpENaparhl,
obnaaronue aHabOJINYECKONH aKTUBHOCTHIO);

<7> TIloanyukr 2 mnyHkta 10 mnopsaka Ha3HA4YEHUs JIEKAPCTBEHHBIX IMPENapaToB,
YTBEPXKACHHOTO MpruKa3oM N 4H.

(cHocka B pen. [Ipukaza Munzapasa P® ot 07.07.2020 N 683H)

JIEKapCTBEHHbIE Ipenaparhl, yKazaHHble B nyHKTe 5 [lopsnaka oTmycka ¢U3MYeCKUM JUIaM
JICKapCTBEHHBIX IpenapaToB JUil MEIUIUHCKOIO IPUMEHEHMs, COJAEpKaIlUX KpOMe MaJbIX
KOJIMYECTB HAPKOTHYECKUX CPEACTB, ICUXOTPOIIHBIX BELIECTB U HUX HPEKypCOpoOB Apyrue
(dapMakoJIOTHYECKHE  AKTUBHBbIE  BEIIECTBA,  YTBEPXKJIEHHOIO  IpHUKa3oM  MUHHCTEpCTBa
31paBOOXpaHEHUs U conuaibHoro pazButus PO ot 17 mag 2012 r. N 5621 <8>;

<8> 3apeructpupoBan Muntoctom P® 1 wurons 2012 r., N 24438, ¢ u3MeHEHHsIMHU,
BHECEHHBIMM TpuKa3amMu MunucrepcrBa 3apaBooxpaHeHus PP ot 10 urons 2013 r. N 369H
(3apeructpupoBad MuntoctoM P® 15 urons 2013 r., N 29064), ot 21 aBrycra 2014 r. N 4651
(3apeructpupoBan MunroctoM PO 10 centsops 2014 r., N 34024), ot 10 centsiops 2015 r. N 634n
(3apeructpupoBad Muntoctom P® 30 centsiopst 2015 r., N 39063).

JICKApCTBCHHBIC MpPCIaparbl, U3roTaBJINBACMBIC 110 PCUCIITY Ha HeKapCTBeHHBIﬁ npenapar u
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coJepKalue HApKOTHYECKOE CPEACTBO WM IICUXOTPOIIHOE BELIECTBO, BHECEHHOE B cHMUCOK I
[epeuns, u npyrue papMakoIOrHuecKue akTHBHBIE BEIIECTBA B J103€, HE MPEBBIIIAIONICH BBICIIYIO
pa3oByl0 103y, W TPH YCIOBHH, YTO 3TOT KOMOMHHPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar He
SIBJISIETCS. HAPKOTUYECKUM MIJIM IICUXOTPOITHBIM JIEKAPCTBEHHBIM IIpenaparoM crmcka [1.

[lo penenrtam, BBIMMCAHHBIM Ha peHeNTypHBIX Onankax ¢opmer N 148-1/y-04 (),
OTILYCKAIOTCSl JIEKAPCTBEHHbIE IIpEenapaThl, BBINUCHIBAEMbIE TIpaKJaHaM, HMEIOIIMM I[pPaBO Ha
OecruraTHOE TIOJTyYeHHUE JICKApCTBEHHBIX MPENapaToB WM MOJyYeHUE JICKAPCTBEHHBIX IPENapaToB
CO CKHMJIKOH (/1aj1ee — JIeKapCTBEHHBIE IIpenapaThl, OTIyCKaeMble OECIIIIaTHO UJIU CO CKUIKOM).

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

[lo peunenTam, BBINMCAHHBIM Ha peuenTypHbIX Omankax ¢opmbl N 107-1/y, oTmyckarorcs
MHbIE JIEKapCTBEHHbIE MPENapaThl, He yKa3aHHbIE B a03allax epBOM, TPEThEM-/IEBATOM HACTOSIIIETO
MYHKTA, 3@ UCKJIIFOUEHUEM JIEKapCTBEHHBIX MPENapaToB, OTIyCKaeMbIX 0€3 pelenTa.

[lo peuentam B ¢opMe D3IEKTPOHHOIO JIOKYMEHTAa C MCIOJIb30BaHUEM YCUJICHHOU
KBATU(HUITUPOBAHHOMN 3JIEKTPOHHOM TOMHUCH MEAUITMHCKOTO paboTHUKA (j1anee — penent B Gpopme
AIIEKTPOHHOTO JOKYMEHTa) OTIYCKaloTCs BCE JIEKApCTBEHHBIE IMperapaThl, YKa3aHHbIE B ad3arax
MATOM-/IECSITOM HaCTOSILEr0 MyHKTA.

(a63ar BBesieH [Ipukazom Munzapasa P® ot 07.07.2020 N 683H)

5. OTmyck JEeKapCTBEHHBIX IMPENapaToB, HE YKa3aHHbIX B MyHKTe 4 Hacrosumx [IpaBwi, B
COOTBETCTBUU C MHCTPYKUHUAMH IO HUX MEIUIUHCKOMY IPUMEHEHHIO OcCyllecTBisercs 0e3
pELENnTOB.

6. OTnyck JIeKapCTBEHHBIX MpENapaToB OCYILECTBISETCS B TEUCHHE YKAa3aHHOTO B PELEITE
CpOKa ero AeMcTBUsI MPU OOpalEHUH JIUIA K CYObEKTY pOSHUYHOU TOPTOBIIH.

B cnydae otcyrcTBUSL Yy CyObEKTa PO3HHYHOM TOPTOBJIM JIEKAPCTBEHHOrO Tpernapara,
YKa3aHHOTO B peLenTe, Npu oOpalleHUH JIMLIa K CYObEKTY PO3HMYHOM TOProBIM peuenT
MIPUHUMAETCs Ha OOCITY)KMBaHHE B CIIEAYIOIIHNE CPOKH (Jjajiee — OTCPOYCHHOE OOCITyKUBAHUE):

penenT ¢ moMeTkou "statim" (HeMeaJIeHHO) 00CITYy)KUBAeTCs B TEUCHHUE OJIHOTO paboyvero JTHs
CO JTHS OOpalleHus JIMla K CyObeKTy PO3HUYHOM TOProBIIH;

penent ¢ moMeTkou "cito" (CpoyHO) 0OCITY)KMBaeTCS B TEUEHHUE JIBYX pabOuMX JTHEH CO JHS
oOpallleHus 1A K CyOBbEKTy PO3HUYHON TOPrOBIIH;

pelent Ha JIEKapCTBEHHBIM IpernapaTr, BXOMAUIMH B MHHUMAJIBHBIA  ACCOPTHUMEHT
JIEKapCTBEHHBIX MpenapaToB A MEAWLUHCKOTO TPHUMEHEHHUs, HEOOXOAMMBIX MJIs OKa3aHHs
MEIHUIIMHCKON moMoInu <9>, oOcity:kuBaeTcs B T€UCHHE HATH pabouux JHEH co AHsS oOpaiieHus
TUIa K CyObEeKTY POSHHUYHOM TOPTOBIIH;

<9> Pacnopsixenue IIpaButensctBa P® ot 12 gexabps 2019 r. N 2406-p (CoGpanue
3akoHoarenbcTBa PO, 2019, N 42, c1. 5979).

(cHocka B pen. I[Ipukaza Munznpasa PO ot 07.07.2020 N 683h)

pelenT Ha JIEKapCTBEHHBIH Mpemnapar, OTIYCKaeMbld OeCIUIaTHO MM CO CKUAKOW M He
BOIIEAMNI B MHMHUMAJbHBIH aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENapaTtoB IS MEIUIIMHCKOTO
MPUMEHEHHsI, HEOOXOUMBIX AJIsl OKa3aHUS MEIMLIMHCKOM MOMOIHM, OOCIyKUBAeTcs B TEUCHHE
JeCATH pabouMX JTHEeH co THs oOpalleHus JUla K CyObEKTY PO3SHUYHOM TOPrOBIIH;

peLenThl Ha JEKapCTBEHHbIE Mpenaparhl, Ha3HAaYaeMble M0 PelIeHHI0 BpadyeOHONH KOMHCCHUH,
OOCIIy’)KMBAIOTCSI B TE€UEHUE MATHAALATH pabouux JHEW co JHS oOpalleHHus Jula K CyOBeKTY
PO3HUYHOM TOPTOBIIH.
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3ampemaercs OTIYCKaTh JIGKAPCTBEHHBIC IpENaparbl MO perentaM ¢ UCTEKIIUM CPOKOM
JEWCTBUS, 32 UCKIIOYEHUEM CITydast, KOTJIa CPOK JICHCTBHS pelernTa UCTEK B NEepUO] HAXOXKIACHUS
€ro Ha OTCPOYEHHOM OOCITy’KUBAHUU.

IIpn ucredeHnn cpoka IOEHCTBHs peLenTa B IEPHOJ HAXOXKACHHS €ro Ha OTCPOYEHHOM
00CITy’)KUBaHUH OTITYCK JIEKAPCTBEHHOTO Iperapara Mo TaKOMY PEIENTy OCYIIECTBISIETCS 0e3 ero
nepeodopmIteHusI.

7. JlekapcTBeHHbIE IpenapaThl OTIYCKAIOTCA B KOJUYECTBE, yYKa3aHHOM B pelente, 3a
HCKJIIOYEHHEM CIIy4aeB, KOTia Uil JIEKAPCTBEHHOT'O IIperapaTa yCTaHOBIIEHbI KOJIMYECTBO, KOTOPOE
MOJKET OBITh BBIMKMCAHO B OJJHOM pEIeNTe, WK Kypc jeueHus <10>.

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

<10> Ilpwnoxenne N 1 Kk mNOpsAKY Ha3HAUYEHHUs JIEKAPCTBEHHBIX IpeNapaTos,
YTBEPKIACHHOMY TpukazoM N 4H, MyHKT 25 mopsiika Ha3HAUYE€HHs JIEKAPCTBEHHBIX IPENapaTosB,
YTBEPKACHHOTO npHuKazoM N 4H.

(caocka B pen. [Ipukaza Munznpasa P® ot 07.07.2020 N 683H)

[Ipu npenwsiBIeHWH pelentTa ¢  MPEBHINICHHEM MPENeIbHO  JOMYCTUMOTO  HIIH
PEKOMEH/IOBAHHOTO KOJUYECTBA JICKAPCTBEHHOTO TperapaTa Jjisl BBIUCHIBAHUS HA OJIMH PEIeNT
(dapmanieBTHUecKuii  paboTHUK uWHOOPMHpPYEeT 00 OSTOM JHMIO, TMPEJACTABUBINEE PEIETT,
PYKOBOJUTENS COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHu3ali M OTIYCKAeT yKa3aHHOMY JIUILY
YCTaHOBJIEHHOE COOTBETCTBEHHO IMPENEibHO JOMYCTUMOE WM PEKOMEHJ0BAHHOE KOJIUYECTBO
JIEKapCTBEHHOTO Mperapara JUIsl BBIIUCBIBAHUS Ha OJUH pEUenT ¢ MPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B pELENTE.

[Ipu Hamuuuu y cyObeKTa pO3HUYHOW TOPTOBIHU JIEKAPCTBEHHOIO Tperapara ¢ J03UPOBKOM,
OTJIMYHOM OT JIO3UPOBKH JIEKAPCTBEHHOTO INpemnapaTa, yKa3aHHOU B pelernTe, OTIMYCK UMEIOIIerocs
JIEKapCTBEHHOI0 IpernapaTra AOIMycKaeTcs, €cid JO03MpPOBKa TAaKOTO JIEKapCTBEHHOTO Ipernapara
MEHbIIE JIO3MPOBKH, YKa3aHHOW B penente. B TakoM ciydae OCYIIECTBISETCS Iepecyer
KOJIMYECTBA JICKapCTBEHHOTO Mpernapara ¢ y4eToM Kypca JISUeHHs], YKa3aHHOTO B PELeTTe.

B cnydae ecnu 103UpOBKa JIEKapCTBEHHOTO Mpernapara, UMEIOLIErocs: y cyobekra po3HUYHOU
TOPrOBJIM, IPEBBIIIAET JIO3UPOBKY JIEKAPCTBEHHOTO IpernapaTa, yka3aHHYI0 B pelenTe, peuieHue 0o
OTILYCKE JICKAPCTBEHHOTO Ipernapara ¢ TaKoW IO3UPOBKOM NMPUHUMAET MEIUIUHCKUN PaOOTHUK,
BBINTUCABIIHA PELIeTIT.

8. OTmyck JeKapCTBEHHOIO IIpernapaTa OCYIIECTBIISIETCS B MEPBUYHOM M BTOPUYHOU
(MOTpeOuTENbCKOM) yIIaKOBKaX, MAPKUPOBKA KOTOPBIX JOJHKHA OTBEYATh TPEOOBAHMSIM CTAThu 46
®enepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O06 obpailieHuu JIeKapCTBEHHBIX CPeACTB"
<11>, a ynmakoBKa JUisi HAPKOTHYECKHUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cnucka I —
TpeboBaHusAM myHkTa 3 cratbu 27 DenepanpbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O
HapKOTHUYECKUX CPEACTBAX U IICUXOTPOIHBIX BemecTBax" <12>.

<11> Cobpanue 3akononatenbctea PO, 2010, N 16, ct. 1815; N 42, ct. 5293; 2014, N 52, cr.
7540.

<12> Cobpanue 3akoHomaTenbecTBa PO, 1998, N 2, ct. 219; 2012, N 53, ct. 7630; 2013, N 48,
cT. 6165; 2015, N 1, cT. 54.

Hapyiienne mnepBUYHON YMAaKOBKM JIEKAPCTBEHHOIO TMpernapaTta MpU €ro OTIYyCKe
3amnperaercs.
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Hapyienune BropuyHoit (MoTpeOUTENHCKOM) YIIAKOBKHU JICKAPCTBEHHOTO Mperapara U OTIYCK
JIEKapCTBEHHOI'O Ipernapara B NEPBUYHOM YNAKOBKE JOIYCKAETCA B CIy4yae, €ClIU KOJIMYECTBO
JIEKapCTBEHHOTO Mperapara, yKa3aHHOE B PEIenTe WIM He0OXOIMMOE JHUILy, MPHOOpETAINEMY
JIEKapCTBEHHBIN Tpenapat (mpu Oe3penenTypHOM OTIYCKE), MEHBIIIE KOJIMYECTBA JIEKAPCTBEHHOTO
rpenapara, COJepKallerocsi BO BTOPUYHOUN (MOTpeOUTENbCKOM) ynakoBke. B Takom ciydae mpu
OTIIyCKE JIEKapCTBEHHOIO Ipenapara Juily, pHOOpeTaroleMy JIEKapCTBEHHBIM Mpemnapar,
MPEAOCTABISICTCS.  MHCTPYKIUSL  (KOMHUS ~ MHCTPYKIIMU) 10 TMPUMEHEHHIO  OTIYCKAaeMOTO
JIEKapCTBEHHOI'O Ipernapara.

9. Ilpu oTirycke JIeKapCTBEHHBIX MpPENapaTroB MO PELenTy, 0(OpMICHHOMY Ha PELEeNTYpPHOM
OnaHke Ha OyMaXHOM HocuTese, (hapMaleBTUUECKUH paOOTHUK MPOCTABIISIET OTMETKY Ha perenTe
00 OTITyCKe JIEKapCTBEHHOTO Mpenapara ¢ yKa3aHUeM:

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

HAaUMEHOBAHMUS anTeyHoW opraHu3zauuu (daMwinKd, HMEHH, OT4yecTBa (NP HAIUYUH)
WH/IMBHYAIHOTO MPEIIPUHUMATEIS);

TOPrOBOTO HAMMEHOBAHUS (32 UCKIIIOUYCHHEM JIEKapPCTBEHHBIX MPENapaToB, N3rOTOBICHHBIX B
anTeyHOM OpraHu3alrn), JO3UPOBKH U KOJIMYECTBA OTIYIIEHHOIO JEKapCTBEHHOTO Mpernapara;

(B pen. [Mpukaza Munsapasa P® ot 07.07.2020 N 683H)

(dbamMuInu, UMEHH, OTYeCTBa (MIPU HATTMYHMN) MEAULIMHCKOTO paOdOTHHUKA B CIIy4dasiX, YKa3aHHbBIX
B a03arie ueTBepTOM ITyHKTa 7 | ab3are TperbeM myHkTa 10 Hactosmmx [Tpasur;

PEKBU3UTOB JOKYMEHTA, yJOCTOBEPSIOUIETO JIMYHOCTh JIMLA, MOJYYHUBIIETO JIEKApCTBEHHBIH
Mpernapar, B ciryvae, ykazaHHoM B nyHkTe 20 Hactosmux [Ipasui;

(hamMuiu, UMEHH, oT4YeCcTBa (MPU HATUYKMK) (papMareBTHIEeCKOro pabOTHUKA, OTITYCTHUBIIIETO
JIEKapCTBEHHBIH Mpenapar, v ero NoANuCH;

JaThl OTITyCKa JIEKapCTBEHHOI'O IpenapaTa.

10. [Ipu oTmycke JIeKapCTBEHHBIX IPENapaToB MO PELENTy, BHIMUCAHHOMY Ha PELENTYpHOM
omanke ¢opmbl N 107-1/y, cpok IeHCTBUS KOTOPOTO COCTABJISET OJIMH TOJl, © B KOTOPOM YKa3aHbI
MEepPUOJbl U KOJUYECTBO OTIYCKAa JICKAPCTBEHHOIO Impernapara (B KaXAblil MepHoJ), peLenT
BO3BpallaeTcs JHIY, MPUOOpeTarolieMy JIeKapCTBEHHBIA Mpernapar, ¢ OTMETKOW, coiepikalien
CBECHHUS, yKa3aHHbIe B MyHKTe 9 HacTosmux [IpaBu.

(B pen. IIpukaza Munznpasa P® ot 07.07.2020 N 683H)

<13> Cnocka uckimouena. — [Ipukaz Munszgpasa PO ot 07.07.2020 N 683H.

[Tpu ouepenHoM oOpalieHHH JIMIA K CYOBEKTY PO3HHUYHON TOPTOBIHM C JAHHBIM DELENTOM
YUYHUTBIBAIOTCSI OTMETKHU O MPEABIIYIIEM OTITyCKE JIEKAPCTBEHHOTO Mpernapara o TaKoMy perenTy u
B Clly4ae NPHOOPETEHHS JIMIOM KOJIWYECTBAa JIEKAPCTBEHHOIO IIperapara, COOTBETCTBYIOIIETO
MaKCHMAJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEAMLMHCKMM paOOTHHKOM B pELeENTe, a TaKkkKe IO
UCTEUCHUM CpOKa JEHCTBHUs pelenTta, Ha peuenrte mnpocraBisercs mramn '"JlekapcTBEHHBIN
npernapar OTHyIleH" U pelenT BO3BpallaeTcs JIULLY.

EnvHOBpeMeHHbII OTHYCK JIEKapCTBEHHOTO IpernapaTra IO pPELEenTy, BBIITHUCAHHOMY Ha
peuentypHoM Onanke ¢opmbel N 107-1/y, cpok AeHCTBUSL KOTOPOTO COCTaBJISET OAWH TOJ, U B
KOTOPOM YKa3aHbl IMEpPHOAbl M KOJMYECTBO OTIYCKA JIEKAPCTBEHHOIo Ipenapara (B KakJbIH
NepUo/), JOMYCKAETCS TOJBKO IO COTJACOBAHMIO C MEIUIIMHCKUM PaOOTHHKOM, BBINHCABIINM
peLent.

(B pexn. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)
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<13> CHocka uckmoueHa. — [Ipuka3z Munzapasa P® ot 07.07.2020 N 683H.

11. Ilpu oTmmycke JEKapCTBEHHBIX MPENapaToB MO PELENTY, BHITUCAHHOMY Ha PEIENTyPHOM
omanke Gopmber N 148-1/y-04 (1) wim popmer N 148-1/y-06 (i1), 3aIMOTHEHHBIH KOPEMIOK TaKOTO
perenita nepefaercs (hapManeBTHUYECKUM PabOTHUKOM JIHIy, MPHOOpeTaromemMy (IoIydaromemMy)
JICKapCTBEHHBIE MPETIapaThl.

12. Ilpu oTmycke HApKOTUYECKOTO M MCUXOTPOITHOTO JIEKAPCTBEHHOTrO mpernapara crnucka 1
Ha perente 00 OTIyCKe JeKapCTBEHHOIO Mpenapara MpocTaBiseTcs MevyaTh anTeKu WIK anTeyHoro
MIYHKTa, B KOTOPOH YKa3aHO UX [OJIHO€ HAUMEHOBaHME (IIPU HAJIMYMU [I€YaTH).

13. IIpu oTmycke MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMpernapara Ha pelenTe Wiu
KOpEIIKe perenTa, KOTOPBIM OCTaeTcs y JUIa, MpUoOpeTaroiero (Moy4yaromiero) JeKapCTBEHHBIN
Ipernapar, yKa3bIBaeTCsl TOUHOE BpeMs (B yacax U MUHYTaX) OTIIyCKa JIEKApCTBEHHOTO Mpernapara.

OTnyck MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIperapaTa OCYILECTBISETCS JIMILY,
nproOperaroniemMy (IoJTyyarolieMy) JIeKapCTBEHHBIH Mpenapar, Npu HAJIMYUK Y HETO CIIEeLUaTIbHOTO
TEPMOKOHTEHHEpPa, B KOTOPBIM IOMEIIAETCA JIEKapCTBEHHBIM Ipenapar, ¢ pa3bsICHEHUEM
HEO0OXOIMMOCTH JIOCTaBKU JIaHHOTO JIEKapCTBEHHOI'O Ipenapara B MEIUIIMHCKYIO OpraHU3aIUIo
IIPY YCIIOBUM XPAHEHMS B CIIEMAIIBHOM TEPMOKOHTEHWHEpPE B CPOK, HE IPEBBIIAOIMNNA 48 dacoB
oCJIe ero NpuoOpeTeHus.

14. OcratoTcs W XpaHATCA Yy CYObEKTa PO3HHYHOM TOPTOBJIM peUenThl (C OTMETKON
"JlekapcTBEHHBIN MpemnapaT OTIyIIeH") Ha:

HAapKOTHYECKHE M TCUXOTPOIHBIE JEKapCTBEHHBbIE MpemnapaThl crnucka II, mcuxoTpomHbie
JIEKapCTBEHHbIE IIpenapaThl cnucka III — B TeueHue nsatu jeT;

JIEKapCTBEHHbIE MPEerapaThl, OTIyCKaeMble OECIUIATHO MM CO CKUJIKOM, — B TEYEHHE TPEX JIET;

KOMOMHUPOBaHHbIE JIEKAPCTBEHHBIE MPENapathl, coJepkKaliue HapKOTUYECKUE CPEJCTBa WU
MCUXOTPONHbIC BemiecTBa, BHeCeHHbIE B crucku II u III Ilepeunsi, U3roToBieHHbIE B anTEYHOU
OpraHM3aliy, JIeKapCTBEHHbIE IMpernapaThl, O0OJafaolue aHa0OJUYEeCKOW  aKTHBHOCTBIO,
JIEKapCTBEHHbIE Mpenaparhl, MOUIeKaIINe MTPEIMETHO-KOJIMUYECTBEHHOMY YU€TY, — B TEUEHHUE Tpex
TeT;

JIEKapCTBEHHbIE TpenapaThl B >KUIKOM JieKapcTBEHHOM ¢opMme, conepkame Oomee 15%
STHJIOBOTO CIUPTa OT OObEeMa TOTOBOM MPOAYKLHH, WHBbIE JIEKAPCTBEHHbIE IpEnapaThl,
otHOocsmuecs Mo ATX k aHTHUIcHXoTUYecKuM cpenctBaM (kog NOSA), aHKCHOTUTHUKAM (KOJ
NO5B), cHotBOpHBIM U cenaTuBHBIM cpeacTBaM (koa NO5C), antuaenpeccantam (kogq NO6A) u He
MoAJIeXKAaIue MPeMETHO-KOJIUYECTBEHHOMY YUETY, — B TeUEHUE TPEX MECAIIEB.

15. Peuentsl, He yka3zaHHble B mNyHKTe 14 Hactosmmx [IpaBui, oTMedaroTCs IITaMIIOM
"JlekapcTBEHHBI MpenaparT OTHYILEH" U BO3BPALLAKOTCS JIMILY, MOJYyYUBIIEMY JIEKapCTBEHHBIN
npenapar.

Peuentsl, BhINMMCAHHBIE C HApYIIEHHUEM YCTAHOBJIEHHBIX NMpaBuil <14>, perucTpupyroTcs B
KypHalle, B KOTOPOM YKa3bIBalOTCS BBISBICHHBIE HapylIeHUS B OPOPMIICHUU pelenta, (pamuiusi,
UMs, OT4eCTBO (IIPU HATWYMH) MEIULIHUHCKOTO paOOTHUKA, BBHIMTMCABIIETO PEIENT, HANMEHOBAHHE
MEJIMIIMHCKOM OpraHu3alliy, MPUHATHIE MEPhI, OTMEYAlOTCA TaMnoM "Penient HepelcTBUTENEH" U
BO3BpAlIalOTCs Uy, TpeacTaBuBiiemy perent. O ¢dakrax HapymieHUs MOpaBuil o(opmiIeHHS
perenToB CyOBEKT PO3HUYHON TOProBIM HH(POPMUPYET PYKOBOJIUTENS COOTBETCTBYIOIICH
MEJIMIIUHCKON OpraHu3aluu.

<14> Ilpuka3 N 41 u npuka3 N 54H.
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(B pexn. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

16. Ilpu oTmycke JiekapcTBEHHOTO TpenapaTa (apMaleBTHUECKH pabOTHUK MH(OPMUPYET
JU10, pruodpeTatoiee (MoMyJyaroiiee) JEKapCTBEHHBIN Mpenapar, 0 pexkuMe U J03aX ero mpuema,
MpaBUjaX XpaHEHHUS B JIOMAIIHHUX YCIOBHSAX, O B3aMMOACHUCTBUHM C JAPYTMMHU JIEKAPCTBEHHBIMU
npernapaTamu.

17. Tlpu otmycke JeKapcTBEHHOTo mpemnapara (apMaleBTHUYECKUl pabOTHUK HE BIIpaBe
MPEAOCTABIISITh HEAOCTOBEPHYIO W (WJIM) HEMOJHYI WHGOPMAIMI0O O HAIWYUHU JIEKAPCTBEHHBIX
MpernapaToB, BKJIIOYas JIEKAPCTBEHHBIC IMPENapaThl, HWMEIONIME OJMHAKOBOE MEXITYHAPOIHOE
HEMaTeHTOBAHHOE HAMMEHOBAHWE, B TOM YHCIIE CKpbIBaTh HWHGOPMANWIO O HAIWYHA
JIEKapCTBEHHBIX MPEMapaToB, UMEIOIINX 00Jiee HU3KYIO IeHy <15>.

<15> Crarps 74 ®epepanbHoro 3akoHa oT 21 HosOpa 2011 r. N 323-®3 "OO ocHoBax
oxpaHbl 370poBbs rpaxaan B PO" (Cobpanue 3akoHonatensctBa PO, 2011, N 48, ct. 6724; 2013,
N 48, cT. 6165).

18. 3ampemiaercs oTmyck QarbCHPUITMPOBAHHBIX, HETOOPOKAYECTBEHHBIX M KOHTPa(aKTHBIX
JIEKApCTBEHHBIX MPENapaToB <16>.

<16> Cratbs 57 ®enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHun
JIEKapCTBEHHBIX CPEACTB".

II. TpeOGoBaHUSA K OTIYCKY HAPKOTHYECKHUX M MCUXOTPONMHBIX JIEKAPCTBEHHbIX
NpenapaTroB, JeKAPCTBEHHbIX MPEeNapaToB, 00/J1aJa0IHMX AHA00IMYeCKOI
AKTHBHOCTBIO, HHBIX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAIUX PEeAMETHO-
KOJIMYECTBEHHOMY y4eTy

19. OTmmyck HapKOTHYECKMX W TICHXOTPOITHBIX JICKAPCTBEHHBIX MPEIapaToB, JIEKAPCTBEHHBIX
npenaparoB, 00JaJaloMMX  aHAOOJNMYECKON  aKTUBHOCTBIO, JIGKAPCTBEHHBIX MPENapaToB,
MOUICKAIUX  MPEIMETHO-KOJMUYECTBEHHOMY ~ YY€Ty, OCYIIECTBIISICTCS — (apMareBTUICCKUMU
pabOTHHKAaMHU, 3aHUMAIOIIMMHU  JOJDKHOCTH, BKIIOYEHHBIE B  MEPEYCHb  JIOJDKHOCTEU
(bapManeBTHYECKIX ¥ MEJUIIMHCKUX PAOOTHUKOB B OPTaHU3AIMIX, KOTOPHIM IPEAOCTABICHO TIPABO
OTIyCKa HAPKOTHUYECKUX JICKAPCTBEHHBIX TMPEMapaToB W ICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenaparoB (pU3MYECKUM JIMIIAM, YTBEPXKIACHHBIA MPUKa30M MUHHCTEPCTBA 3/IpaBooxpaHeHust PD
ot 7 centsiopst 2016 r. N 6811 (3apeructpupoan Muntoctom P® 21 centsiopst 2016 1., N 43748).

20. HapkoTuueckue M ICHUXOTPOIIHBIE JIEKapCTBEHHBbIE Ipemaparel coucka I, 3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX MPENapaToB B BUJIE TPAHCACPMAIBbHBIX TEPANIEBTUYECKUX CUCTEM U
JIEKapCTBEHHBIX MPENapaToB, COAEP/KAUIUX HAPKOTUUECKOE CPEACTBO B COUYETAHUM C AHTArOHUCTOM
ONMOUIHBIX PEUENTOPOB, OTIYCKAIOTCA IPU NPEIbSABICHUM JIOKYMEHTA, YIOCTOBEPSIOLIETO
JUYHOCTb, JIMIly, YKa3aHHOMY B peELeNTe, €ro 3aKOHHOMY IMPEACTaBUTEN0 <17> wnm nuny,
uMeromeMy o(pOpMIIEHHYIO B COOTBETCTBHM C 3aKOHOJATeNbCTBOM P® noBepeHHOCTh Ha MpaBo
MIOJIy4EHUS TAKUX HAPKOTUYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENapaToB.

(B pexn. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

<17> B oTHOLIEHUH JUIA, YKa3aHHOTO B 4yacTH 2 craThu 20 PenepanbHOrO 3akoHa OT 21

HOsiOpst 2011 r. N 323-®3 "OO6 ocHOBax oxpaHbl 370poBbs rpaxaadn B P®" (CoOpanue
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3akoHoAaTenscTBa PO, 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, 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, cr1. 4339, 4356, 4359, 4397; N 51, cr.
7245;2016, N 1, ct. 9, 28; N 15, c1. 2055; N 18, c1. 2488; N 27, cT. 4219).

21. Hapkoruueckue W TCHUXOTPOIHBbIE JIEKApCTBEHHblE mpenaparel crnucka Il (3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX MPENapaToB B BUJIE TPAHCAECPMAIbHbBIX TEPANIEBTUYECKUX CUCTEM U
JIEKapCTBEHHBIX MPENapaToB, COJEPKAINX HAPKOTUYECKOE CPEJICTBO B COUETAHUH C AHTarOHUCTOM
OMHMOUIHBIX PELENTOPOB), NMpEeAHAa3HAuUEHHbIE I TpaxkJaH, MMEIOIIMX IpaBO Ha OecIuiaTHOE
MOJIy4Y€HHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYEHHE JEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
OTITYCKAIOTCSl MPHU NPEIbSIBICHUM PEIENTa, BHIIMCAHHOIO Ha pelenTypHoM OsiaHke ¢gopmbl N
107/y-HII, u peuenra, BEITUCAHHOTO Ha perienTypHoM Omanke ¢popmbl N 148-1/y-04 ().

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

JlexapcTBEHHbIE TpenapaThl, yKazaHHbIE B a03allax TPEeTheM-BOCBMOM MYHKTa 4 HACTOSIIUX
[IpaBun, npenHazHayeHHbIE [JIs TpakJaH, HMMEIOMIMX IMpPaBO Ha IMOJy4YE€HUE JIEKapCTBEHHBIX
MIpernapaToB, OTIIYCKaeMbIX OECIIJIATHO UJIU CO CKUIKOM, OTIMYCKalOTCs NP NPEIbSIBICHUN PELeNTa,
BBIIIMCAHHOTO Ha peuentypHoM Onanke Gopmbl N 148-1/y-88, u penenrta, BbINMCAHHOTO Ha
peuentypaoM Oanke Gopmbr N 148-1/y-04 ().

(B pen. IIpukaza Munznpasa PO ot 07.07.2020 N 683H)

22. Ilocne oTnmycka HAPKOTUYECKUX M MICUXOTPOITHBIX JEKAPCTBEHHBIX MpenaparoB cnucka II,
B TOM 4YHCJIE€ B BUJE TPaHCIAEPMAIbHBIX TEPANeBTUUECKUX CHUCTEM U JICKAPCTBEHHBIX MpPENapaToB,
CoJIepKalluX HAPKOTHYECKOE CPEJICTBO B COUYETAHMH C AHTAarOHHUCTOM OMHOUIHBIX PELENTOPOB,
MCUXOTPOMHBIX JICKAPCTBEHHBIX MpenaparoB cnucka Il nuily, momyduBHIEMY JIEKapCTBEHHBIN
Mpernapar, BBIJAACTCS CUTHATypa C JKEJITOW MOJIOCOM B BEPXHEH YacTH W HAMANKCBIO YEPHBIM
mpudToMm Ha Hell "Curnarypa", B KOTOpOH yKa3bIBaOTCS:
(B pen. IIpukaza Munznpasa P® ot 07.07.2020 N 683H)

HaMMEHOBAaHUE U aJpec MECTOHAX0XKICHUS allTEKU WM allTeUHOTO IMyHKTA;

HOMEp U J1aTa BBIMHCAHHOTO PELeNTa;

(dbamunus, UMs, OTYECTBO (MIPU HAIMYUH) JIULA, U1 KOTOPOTO MpeAHa3HauYeH JIEKapCTBEHHbIN
mpernapar, ero Bo3pacT;

HOMEp MEAMIMHCKOM KapThl TMalKeHTa, MOJy4YaloUulero MEeIUIUHCKYI0 TOMOIIb B
aMOYIIaTOPHBIX YCIOBUSX, U1l KOTOPOTO MpeJHa3HAUYEH JIEKapCTBEHHBIN Mpenapar;

dbamunus, uMs, 0T4eCTBO (MPU HAJTUYMU) MEAUIMHCKOTO pabOTHHKA, BBIMHMCABIIETO PELETIT,
€ro KOHTaKTHBIN TesnedoH 6o TenedoH MEAUIIMHCKON OpraHu3allu;

COJIep’KaHUe pellernTa Ha JIATHHCKOM SI3BIKE;

dbaMuiusg, WUMs, OTYecTBO (MPU HAJIUMYHMHM) M TOJANUCH (apMaIleBTUUYECKOro pabOTHHKA,
OTITYCTHUBILIETO JIEKAPCTBEHHBIN Iperapar;

JiaTa OTIYCKa JIEKAPCTBEHHOIO Mpernapara.

23. OToyck S3THJIOBOTO CHHMPTAa MPOM3BOJAUTCA MO pELENnTy C Y4eTOM YCTAHOBJIEHHBIX
TpeGoBaHU K 00bEMY Taphl, yIIAaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MTpenaparoB <18>.

JlekapcTBeHHbIE MpenapaThl, CoJAepKallie 3TUIOBBIA CIIUPT, B TOM YHCIIE U3TOTOBJIECHHBIE 110
peuenty CcyObeKTOM pO3HMYHOW TOPTOBJIM, HMEIOIIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JeATeIbHOCTh C TPAaBOM H3TOTOBJIEHHS JIEKAPCTBEHHBIX IpENapaToB, OTIYCKAIOTCS C Y4YETOM
YCTaHOBJICHHBIX TpeOOBaHM K O0ObEMYy Taphl, YNAKOBKE M KOMIUIEKTHOCTH JIE€KapCTBEHHBIX
npenapaTos <18>.
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<18> Yactp 4.1 crarbu 45 @enepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6
oOparennu JiekapcTBeHHBIX cpenctB" (CoOpanue 3akoHomarenbctBa PD, 2010, N 16, ct. 1815;
2014, N 52, ct. 7540; 2015, N 51, ct. 7245), noctanosinenue [IpaButenscta PO ot 23 utonsa 2016
r. N 716 "O mnopsake GhopMHpOBaHUS MEPEUYHS JICKAPCTBEHHBIX IMPENapaToB I METUIIUMHCKOTO
MPUMEHEHHsI, B OTHOIICHUN KOTOPBIX YCTaHABJIMBAIOTCS TPEOOBAaHUS K 00bEMY Taphl, yIAaKOBKE U
KOMIUIEKTHOCTH, TIEPEUYHsl JICKAPCTBEHHBIX IIPENapaToB s BETCPUHAPHOTO IPUMEHEHHS, B
OTHOIIEHUH KOTOPBHIX YCTAHABJIMBAIOTCS TpeOOBaHHMSA K OOBEMY Tapbl, M OIPENEICHUS TaKUX
tpeboBanuit" (Cobpanue 3akoHoatensctsa P®, 2016, N 31, ct. 5030).

24. 3anpemiaercsi pa3ACNbHBIA OTIYCK JIGKAPCTBEHHBIX CPEJCTB, BXOJSIIMX B COCTaB
JIEKapCTBEHHOTO TpenapaTa, U3roTaBIMBaeMOTr0 CyOBEeKTOM PO3ZHUYHOM TOPTOBIIH.

25. 3anpeniaercst OTIYCK CYOBbEKTOM pPO3HHYHOM TOPIOBIM IO pPELENTaM BETEPUHAPHBIX
OpraHu3aIuii:

HapKOTUYECKUX U TICUXOTPOITHBIX JICKAPCTBEHHBIX MIPETapaToB;

JIEKapCTBEHHBIX MPEMapaToB, 00JaJatoNuX aHaA00IMUYEeCKOW aKTHBHOCTHIO;

WHBIX JIEKAPCTBEHHBIX MPEMapaToB, MOAIEKAIINX MTPEIMETHO-KOJINYECTBEHHOMY YUETY;

KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MTPEMApaTOB, COJAEPIKAMNX HAPKOTHICCKUE CPEACTBA UITH
MCUXOTPONHBIE BENIECTBA, BHECEHHbIE B cnucok Il IlepedyHsi, M3rOTOBICHHBIX B ANTEYHOU
OpraHu3aluy;

JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIIATHO UITU CO CKUIKOIA;

JIEKapCTBEHHBIX MpernapaToB B JKUIKOM JekapcTBeHHOU ¢opme, conepxamux Oosiee 15%
STHJIOBOTO CIUPTa OT 00beMa rOTOBOM MPOIYKIINH;

JIEKapCTBEHHBIX MpernapaToB, OTHOCAIUXCA M0 ATX K aHTUIICUXOTUYECKUM CpeAcTBaM (KO
NO5A), ankcuomutukam (kom NO5SB), cHoTBOopHBIM M cematuBHBIM cpeactBam (koxg NOSC),
anTuaenpeccantam (koa NO6A) u He TToAJIekKaIuX MPEAMETHO -KOJTMIECTBEHHOMY yUETY.

(. 25 B pen. [Ipukaza Munszapasa P® ot 07.07.2020 N 683H)

II1. TpebGoBaHusi K OTHYCKY JIEKAPCTBEHHBIX NMPENAapaToB M0 TPeOOBAHUSIM-
HAKJIAJTHBIM MeIUIUHCKUX OPTraHU3aluil, THAMBHIYAJIbHBIX
npeanpuHUMAaTe e, IMEKIINX JHIEH3UI0 HA MeAUIMHCKYI0 1eiTeJIbHOCTh

26. TpeboBaHue-HaKIaJHas Ha OTIYCK JIEKAPCTBEHHBIX IIpenaparoB odopmisercs B
cOoOTBeTCTBUM ¢ WHCTpykuMel o TmOpsaKe BbINHMCBIBAHUS JIEKAPCTBEHHBIX IpenapaToB MU
oopmiIeHHsT pPELEenTOB M TpeOOBaHUM-HAKIAIHBIX, YTBEPXKACHHOM mpuKa3oM MuHHCTEpCcTBa
3/IpaBOOXpaHeHus] U couuaigbHoro paszputus PD ot 12 despans 2007 r. N 110 "O nopsake
HA3HAYEHUS U BBINHUCHIBAHUSA JIEKAPCTBEHHBIX MPENApaToB, U3/EIUI MEIUIMHCKOTO Ha3HAuYeHUs U
CMELUAIN3UPOBAHHBIX MPOJYKTOB JieueOHOro murtaHus" (3aperucrpupoBaH Munioctom PD 27
arpens 2007 r., N 9364) <19>.

<19> C wu3MeHEHUsMH, BHECEHHbIMM NpUKa3aMU MUHUCTEPCTBA 3]PAaBOOXPAHEHUS U
couuansHoro passutuss P® ot 27 asrycra 2007 r. N 560 (3apeructpupoBad Munioctom PO 14
centsa0ps 2007 r., N 10133), ot 25 cents10pst 2009 r. N 794H (3apeructpupoan Muntocrom PO 25
Hos10pst 2009 1., N 15317), ot 20 sHBaps 2011 r. N 13u (3apeructpupoBan Muntoctom P® 15
mapra 2011 r., N 20103), npukazamu MunucrepcTBa 3apaBooxpanenust PO or 1 asrycra 2012 r. N
54u (3apeructpupoBan Muntoctom P® 15 asrycra 2012 r., N 25190), ot 26 depans 2013 r. N
94u (3apeructpupoBad Munroctom P® 25 urons 2013 r., N 28881).
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JlomyckaeTcst  OTHYCK  JIGKAPCTBEHHBIX  HpenapaToB IO  TpeOOBaHUSM-HAKIAJHBIM
MEIUIMHCKUX OpraHu3aluil U WHIUBUAYaJIbHBIX IpEeANpUHUMATENCH, UMEIOUX JUMIEH3UI0 Ha
MEIULUHCKYIO JIeSTebHOCTh, O(QOPMIICHHBIM B OJIEKTPOHHOM BHJE, €CIIM MEIMIUHCKAs
OpraHu3anus, WHIUBUIYaIbHBIA IpEeANPUHUMATENb, HMMEIOIUN JIMIEH3UI0 HAa MEIULUHCKYIO
JESITENIbHOCTb, U CYObEKT PO3SHUYHOM TOPTOBIM SBJISIOTCS COOTBETCTBEHHO YYaCTHUKAMH CUCTEMBbI
MH(GOPMAIIMOHHOTO B3aMMOCHCTBUS 110 0OMEHY CBEACHUSMHU.

27. OTmycKk HapKOTMYECKHMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB coucka II,
IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MpernapaToB cnucka [II, wHBIX JekapCTBEHHBIX Ipenaparos,
MOAJIeKAIUX MPEIMETHO-KOJMUYECTBEHHOMY YYeTy, B TOM 4HCJIE OTIyCKaeMbIX Oe3 pelenra,
OCYILIECTBIISIETCS IO OT/IEIbHBIM TPEOOBaHUSIM-HAKIIATHBIM.

28. 3ampemaeTcss OTIMYCK HAPKOTUYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPErapaToB
ciucka I, B TOM 4mcie B BHIE TpaHCACPMAIBHBIX TEPANEBTUYECKUX CHUCTEM W JIEKAPCTBEHHBIX
MPEerapaToB, COACPKAIINX HAPKOTHUYECKOE CPEJICTBO B COYETAHWHM C AHTArOHHCTOM OTHOWIHBIX
PEeIenTOpPOB, TICHXOTPOITHBIX JIEKAPCTBEHHBIX MpenapaToB crircka 11 mo TpeboBaHusIM-HAKIIAJHBIM
WHIWBHIYAIBHOTO TPEINPUHUMATENSI, UMEIOIIEro JHUICH3UI0 Ha MEIWIIMHCKYIO JeSTeIhbHOCTD
<20>.

(B pen. Ilpukaza Munznpasa PO ot 07.07.2020 N 683H)

<20> Ilynkr 4 cratbu 31 @enepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O
HapKOTUYECKHUX CPEACTBAX M MCUXOTpOmHbIX BemecTBax" (CoOpanue 3akoHomarensctBa PD, 1998,
N 2, ct1. 219; 2003, N 27, c1. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

29. Ilpu oTmycke JIeKapCTBEHHBIX MpernapaToB ¢apmareBTUUECKUil pabOTHUK IPOBEPSET
Hajuexailee opopmieHre TpeOOBaHUA-HAKIAIHON U MPOCTaBIsET HA HEW OTMETKY O KOJIMYECTBE U
CTOMMOCTH OTIYIIEHHBIX JIEKaPCTBEHHBIX MTPEMapaToB.

30. Bce tpeboBaHUsA-HAKIAAHbIE, [0 KOTOPHIM OTIYIIEHBI JIEKAPCTBEHHBIC IMperapaThl,
MO/JIEKAT OCTABIICHUIO U XPAaHEHHIO Y CyObeKTa pOZHUYHOU TOPTOBIIH:

Ha HAPKOTHYECKHUE M TMCUXOTPOIHBIC JIEKAPCTBEHHBIE Mpenaparbl crnucka II, mcuxoTpomnHbie
JeKkapcTBeHHbIe npenapatsl cnucka III (B OTHOIIEHHH anTeKk W anTeYHbIX MYHKTOB) — B TEUEHUE
TISATH JIET;

Ha JIEKapCTBEHHbIE IMperapaThl, MOJJIEKaIINe MPeIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, — B
TEYEHHE TPEX JIET;

Ha UHBIE JICKApCTBEHHBIE MIpenapaThl — B TEUEHUE OJTHOTO ro/1a.

31. Hapymenune nepBUYHOM YHNaKOBKM JIEKAPCTBEHHOIO Ipernapara IpU €ro OTIyCKe I10
TpeOOBaHUIO-HAKIAJHON JIOMyCKAaeTCsl CyObEKTOM PO3HMYHON TOProBIIM, HMEIOIIMM JIMIIEH3UIO Ha
(bapMareBTUUECKYIO JEATENILHOCTD C MPAaBOM M3TOTOBJICHUS JIEKApPCTBEHHBIX MpenaparoB. B Takom
cllyyae OTIIYCK JIEKApCTBEHHOIO IIpenapaTa OCYIIECTBIISETCS B YINAKOBKE, O(QOPMIICHHON B
YCTaHOBJICHHOM TMopsake <21>, ¢ mnpeocTaBieHHMEM WHCTPYKUUHU (KOMUU MHCTPYKIMH) IO
IIPUMEHEHHIO OTIIYCKaeMOTI'0 JIEKapCTBEHHOTO Ipenapara.

<21> Ilpuka3 MunszapaBa P® ot 26 oxtsi0ps 2015 r. N 751n "OO yTBep)KIeHUU HpaBUII
U3rOTOBJIEHUS W OTIyCKa JIEKapCTBEHHBIX NPENaparoB Uil MEAMIMHCKOTO INPUMEHEHUS
anTEeYHBIMHU OPraHU3aLUAMU, UHAUBUAYAJIbHBIMY IPEIIPUHUMATEISIMHU, UMEIOLIMMU JIMLIEH3UI0 Ha
(bapManeBTHUECKYI0 JesITeabHOCTh" (3apeructpupoBan Muntoctom P® 21 ampens 2016 r., N
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41897).

IV. Ocob0enHocTH OTIyCKA JIEKAPCTBEHHBIX NPENaparos 1o penentam B ¢popme

IJIEKTPOHHOI'0 1O0KYMEHTA
(BBeneno Ilpukazom Munsapasa PO ot 07.07.2020 N 683h)

32. OTmyck JIeKapCTBEHHBIX IPENapaTroB MO perentam B (GopMe 3JIEKTPOHHOTO JOKYMEHTa
OCYIIECTBIISICTCS aNTEeKaMH, aNTeYHbIMU MYyHKTAMU W WHIUBHIYAIbHBIMH TPEANPUHUMATEISIMHU,
yYKa3aHHBIMH B TyHKTe 3 HacTosmux [IpaBumi (1anee — anTeqHble OpraHnu3allium ), PaCIoI0KEHHBIMA
Ha TeppuTOopuu cyobekTa PO, B KoTOpoM odopmileH perent B (opMe dIEKTPOHHOTO JOKYMEHTA, B
cllyyae TIPUHATHS YIIOJTHOMOYEHHBIM OpraHoM cyObekTa PO B COOTBETCTBHH € TyHKTOM 4 CTaThu 6
®enepanbHoro 3akoHa oT 12 anpeng 2010 r. N 61-®3 "O0 oOpallieHuu JIeKapCTBEHHBIX CpeACTB"
(Cobpanne 3akonomatenbctBa PD, 2017, N 31, cr. 4791) pemenuss o0 HCIONIB30BAaHUM HaA
TeppuTopun cyorekta PO Hapsity ¢ perientaMu Ha JIEKapCTBEHHBIE MTperapaTsl, 0(hOpMICHHBIMA Ha
OyMa)XHOM HOCHTEJIC, DPEIENTOB Ha JIEKApCTBEHHBIC Ipernaparbl, CHOPMHPOBAHHBIX B (HopMme
ANEKTPOHHBIX JJOKYMEHTOB (J[ajiee — PEelICHUE YIOJTHOMOYEHHOT0 oprana cyobekra Pd).

33. AnrteuHble OpraHu3alyy JOJDKHBI HMMETh IOAKIOYEHHWE K TOCYAapCTBEHHOU
nH(popMallMOHHON cucTteMe B cdepe 3apaBooxpaHeHus cyonekra PO <21> (manee — cucrema),
KOTOpOoe 00ecreuynBaeTcsl yoJIHOMOYEHHBIM OpraHoOM Bi1acTu cyobekTa PO.

<21> TIlocranoBnenue IIpaButensctBa PP ot 5 mas 2018 r. N 555 "O enunoit

rocyaapcTBeHHo uwH(popmanmoHHO cuctemMe B cdepe 3apaBooxpaneHus”" (CoOpanwue
3akoHoarenbcTBa PO, 14 mas 2018 1., N 20, ct. 2849; 2019, N 6, cT. 533).

Texuuueckue TpeboBaHUs K MHPOPMAITMOHHOMY OOMEHY MEX]y alTeYyHOW opraHuzanued u
CUCTeMOW, B TOM uyucie TpeOoBaHUsS K HIACHTHUPUKAIMK peuenta B (opMe 3IEKTPOHHOTO
JOKYMEHTA M JIMla, 0OpaTHUBIIETrocs 3a OTIIYCKOM JIEKaPCTBEHHBIX MPENapaToB MO TAKUM peLenTaM,
YCTaHABIIMBAIOTCA PEIICHUEM YIIOJTHOMOYEHHOTO opraHa cyobekra PO.

34. OTmyck JeKapCTBEHHBIX IpPENapaTtoB IO penentaMm B (Gopme 371eKTPOHHOrO JTOKyMEHTa
OCYILIECTBIISICTCS JIUIY, YKa3aHHOMY B pelenTe JUOO ero 3aKOHHOMY IPEAICTaBUTENIO, JINOO JIHILY,
KOTOpO€ JIMIIO0, yYKa3aHHOE B pelenTe, WM €ro 3aKOHHBIA MpEeACTaBUTEIb YIOJTHOMOYMIM Ha
MOJIy4eHUE JIEKAPCTBEHHBIX MPEraparoB.
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