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0T 22.12.2014 N 429-93 (pea. 13.07.2015), ot 08.03.2015 N 34-93,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-93,
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o1 11.06.2021 N 170-$3, o1 02.07.2021 N 317-®3, o1 08.03.2022 N 46-93,
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071 05.12.2022 N 502-93, o1 19.12.2022 N 519-®3, o1 28.04.2023 N 149-03,
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Fnasa 1. OBLWWUE NOJTIOXKEHUNA
Cratba 1. Mpeamert perynnpoBaHua HactosAwero ®egepanbHoOro 3akoHa

1. Hactoawuit depepanbHblit 3aKOH peryavpyet OTHOLWIEHWS, BO3HMKAlOWME B CBA3SKU C
obpaleHnem - pa3paboTKoN, AOKAMHUYECKUMWU UCCNEAOBAHUAMM, KAMHUYECKMMU UCCAeA0BaHUAMM,
3KCMepTU30M, rocyaapCTBEHHON perncTpaumeit B COOTBETCTBMM C HacToAwmMm degepasibHbIM 3aKOHOM
(manee - rocymapcTBeHHana pernctpauma) UAM perucTpaumen B COOTBETCTBMM C MEXKAYHApPOLHbIMM
[OroBOpaMM M aKTaMu, COCTaBAAWMMM npaBo EBpasMiMCKOro 3KOHOMWMYECKOro coto3a (Janee -
peructpaums), co cTaHgapTM3auMen M C KOHTPO/IeM KayecTBa, MPOM3BOACTBOM, W3rOTOB/IEHUEM,
XpaHeHneM, NepeBo3Kol, BBO30oM B Poccuiickyio Peaepaumio, BbiBo3om n3 Poccuiickon degepaumn,
peknamon, OTMYyCKOM, peanus3auuent, nepegadyeinr, NPUMMEHEHMEM, YHUUTOKEHUEM JNeKApPCTBEHHbIX
CpeAcrTs.
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(B peq,. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

2.  Hactoswmii  ®depepanpHblit  3aKOH  YyCTaHaBAMBaeT  MPUOPUTET  FOCYAApPCTBEHHOrO
peryanmposaHua 6e30macHOCTM, KavectBa M 3PPEKTUBHOCTM NEKAPCTBEHHbIX CPEeACTB MpU  UX
obpaueHunn.

(8 pen. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Cdepa npumeHeHUA HacToAWwero PeaepanbHOro 3akoHa

Hactoawmin ®epepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUAM, BO3HUKAOWMM Npu obpaLleHnm
JIEKapCTBEHHbIX CPEACTB Ha Tepputopumn Poccuinckoit Pepepaumn.

CraTbs 3. 3aKOHOAaTeNbCTBO 06 06paLLeHUM NeKapCTBEHHbIX CPeACTB

1. 3akoHomaTenbcTBO 06 06paLLEHMM NIEeKAPCTBEHHbIX CPEeACTB COCTOMT M3  HacTOALLEro
depepanbHOro 3akoHa, Apyrvx deaepasnbHbiX 3aKOHOB W WMHbIX HOPMAaTMBHbLIX MPABOBbIX aKTOB
Poccuiickon depepauymm.

1.1. 3aKoHo[aTeNbCTBO 06 06paLLEHNN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHMM IOPUANYECKUX NNLY
M WHAMBUAYANIbHBIX  MpeanpUHUMATENEN, OCYLLECTBAAIOWMX AOeATEeNbHOCTb Ha  TeppuTopuu
MeXAYHapo4HOro MeAMUMHCKOrO Knactepa, NPUMMEHSeTca C Yy4eTOM OCOBeHHOCTel, YCTaHOBAEHHbIX
depepanbHbiM 3akoHOM OT 29 utoHa 2015 roga N 160-$3 "O mexAyHapPOgHOM MeAUUMHCKOM KnacTepe
M BHECEHUM U3MEHEHMI B OTAE/IbHblE 3aKOHOAaTeNbHble aKTbl Poccuiickoin deaepaumn’.
(4acTtb 1.1 BBegeHa PegepanbHbiM 3akoHOM OT 29.06.2015 N 160-93; B pea. PenepanbHOro 3akoHa ot
04.08.2023 N 428-93)

2. [elictBue Hactoswero deaepanbHOro 3aKOHA pPacnpocTpaHAeTcs Ha  obpaleHue
HapPKOTUYECKUX JIEKAPCTBEHHbLIX CPEACTB WM TMCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPeAcTB C  Y4eTom
0COBEHHOCTeN, YCTaHOB/IEHHbIX 3aKOHOAATeNbCTBOM Poccuiickol depepaumm O HapKOTUMYECKUX
CpeaCTBax, NCUXOTPONHbLIX BELLLECTBAX M 06 UX MPEKYpPCOpax.

3. [eiictene Hactosuwero denepanbHOro 3akoHa pacnpocTpaHAeTcA Ha obpalleHue
paanodapmMaLeBTMUYECKMX NIeKapCTBEHHbIX CpeacTB C  y4eToM o0cobeHHocTel, YCTaHOBAEHHbIX
3aKoHogaTenbcTBoM Poccuiickon Pepepauunm B obnactn obecrnevyeHmn paanalMoHHOM 6e30nacHoCTy.

4. Echn mexayHapoaHbiM aorosopom Poccuiickoit @eaepaumm, MexXayHapoaHbIMWU J0OroBOPaMM
W aKTaMM, COCTaBAAOLWMMM NPaBo EBPa3ninCKOro SKOHOMMYECKOro Coto3a (fanee - akTbl, COCTaBAAIOWME
npaso Coto3a), YCTaHOB/EHbl WHble MpPaBWfa, YemM Te, KOTopble MNpPeayCMOTPEHbl HACTOAWMM
dPepepanbHbIM  3aKOHOM, MPUMEHAIOTCA  NpaBuia  MeXAYyHapoOHOro  [0roBopa, MpaBuia,
coaepKallmeca B akTax, coctaBasatowmx npaso Cotosa.
(4acTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. PeweHMAa MeXrocyaapCTBEHHbIX OpPraHoOB, MPWHATbIE Ha OCHOBAHMW MOJIOKEHWUM
MeXAyHapoaHblXx aoroBopoB Poccuitckon ®Pepepaumm B MX  UCTONKOBAHUM, MPOTUBOPEYALLEM
KoHctutyuumn Poccuiickoin Pepepaummn, He noanexxat ncnonHeHuno B Poccuiickonn ®epepaunn. Takoe
NPOTUBOPEUYMNE MOKET BbITb YCTAHOBNEHO B NOpAAKe, onpeaeneHHoM dpeaepasibHbIM KOHCTUTYLIMOHHbIM
3aKOHOM.

(4acTb 4.1 BBeaeHa PeaepanbHbim 3aKkoHOM oT 08.12.2020 N 429-93)

5. B Poccuiickoit Pegepaunm B COOTBETCTBUM C MEXKAYHAPOAHbIMM AOroBopamm PoccuiACKOM
depepauum n (MAM) Ha oOcHOBe NpPMHUMNAG B3aMMHOCTM NPU3HAKOTCA Pe3y/bTaTbl KAMHUYECKUX
WUCCNefloBaHUI J/IeKapCTBEHHbIX MNpenapaTtoB A8 MeAMLMHCKOro MPUMEHEHUA, NPOBEAEHHbIX 3a
npegenamu Tepputopmnn Poccuiickon deaepaumu.

CratbA 4. OCHOBHbIE NOHATHA, ucnosibdyemboie B HactoAalem d)ep,epaanOM 3aKOHe
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[nsa ueneit HacToAwero ®eaepanbHOro 3aKOHa UCMONb3YIOTCA CeAyoLMe OCHOBHbIE MOHATUA:

1) nekapcTBeHHble CPeACTBa - BellecTBa WAM UX KOMBMHALMKM, BCTyNalollMe B KOHTAKT C
OpraHU3MOM YesloBEeKa WU KUBOTHOTO, MPOHUKaKLUIME B OpraHbl, TKAHWU OpraHU3Ma 4esioBeka Uau
XMBOTHOrO, NpPUMeHsemMble AN NPOPUNAKTUKKM, ANATHOCTUKM (33 MCKAOYEHMEM BeWecTB WAN WX
KOMBMHALMIA, HEe KOHTAKTUPYIOLLMX C OPraHM3MOM Ye/IOBEKA MM KMUBOTHOrO), NeyeHuns 3abonesaHus,
peabunutaumun, NS CoOXpaHeHus, NPeaoTBPalleHUA AN NpepbiBaHUA BepemMeHHOCTU U NoJyYeHHble U3
KPOBM, M/a3mMbl KPOBM, W3 OPraHOB, TKaHE OpraHM3ma YenoBeKa WU KUBOTHOIO, PaCTEHWNA,
MUWUHEpanoB MeToAaMUu CMHTE3a MM C NPUMEHEHNEM BUONOTNYECKMX TEXHONOTNIA. K NeKapcTBEHHbIM
CpeAcTBam OTHOCATCA papmaLeBTUYECKME CyBCTaHUMU U IeKapCTBEHHbIe Npenaparbl;

2) dapmaueBTUYecKan cybCcTaHLMA - JIeKapCTBEHHOE CPeacTBO B BUAE OLHOMO WM HECKOJbKUX
obnapatowmx GapmaKkoorM4eckon akTUBHOCTbIO AENCTBYIOLLMX BELLECTB BHE 3aBUCMMOCTU OT NPUpPOoAbI
NPOUCXOXKAEHWA, KOTOpoe MnpeAHasHayeHo AN MNPOWU3BOACTBA, W3rOTOB/IEHMA JIEKAPCTBEHHbIX
npenapatos 1 onpeaenaeT ux apPeKTUBHOCTb;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCnomorartesbHble  BewecrtBa -  BeLWeCTBa HeopraHn4eckoro wmnum opraHun4yeckoro
npoucxoxageHna, wucnosblyembie B Mnpouecce npomsBoactBa, WU3rotoBneHUNA NE€KaAPCTBEHHbDbIX
npenapartos AnAa npnaaHna nm HeO6XO,£I,MMbIX ¢M3MKO-XI/IMI/I'~IECKI/IX CBOﬁCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHble CPEACTBA B BUAE JIEKAPCTBEHHbIX GOpM,
npumeHsemble ANns NPOOUNAKTUKK, LMATHOCTMKKM, JNledeHus 3aboneBaHusa, peabunvtaumn, Ans
COXpaHeHwus, NpesoTBPaLLEHMSA UK NPepbIBaHWA bepemeHHOCTYH;

5) NeKapCTBeHHaA d)opma - COCTOAHME NeKapCTBEHHOrIO npenaparta, COOTBETCTBYHOLLLEE cnocobam
€ro eeegeHnAa n npuMeHeHNA n o6ecneqMBalou.|,ee AO0CTUXeHne H606XOAVIMOI'O neyebHoro 3¢¢EKT3,'

5.1) p[o3MpoBKa - COAeprkaHMe OJHOro WM HECKOJIbKUX OeNCTBYIOWMX BelecTB B
KONMYECTBEHHOM BbIPaXK€HUM Ha eauHuuy [403bl, AU eguHuuy obbema, UAM eguHULY Maccbl B
COOTBETCTBUM C NeKapcTBEHHON Gopmoit IMb0o ANA HEKOTOPbIX BUAOB JIEKAPCTBEHHbIX GOPM KOIMYECTBO
BbICBODOXK4aEMOr0 U3 /IEKAPCTBEHHOM GOPMbI AEMNCTBYIOLLENO BELWECTBA 33 e4NHULY BPEMEHMU;

(n. 5.1 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb KUIHEHHO HEOOXOAMMBIX W BaKHEWWMX JIEKAPCTBEHHbIX MpenapaToB -
yTBepKaaembl MpaButensctBom Poccuiickon degepaumnm nepeyeHb NEKApPCTBEHHbIX NpenapaTos A4Na
MeAMLUMHCKOro npumMmeHeHusi, obecneuymBalowmx MPUOPUTETHbIE NOTPEBHOCTU 34paBOOXPAHEHUS B
uenax npodunakTMKM U NedyeHua 3aboneBaHuiA, B TOM u4ucne npeobnagalowux B CTPYKType
3abonesaemoctu B Poccuiickoit degepaumnu;

(8 pea. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NeKapCTBEHHble NpenapaTbl - JIeKAPCTBEHHbIE MpenapaTbl, NpeAHa3HaYeHHble
WCKAOYUTENBHO AR AMATHOCTUKM, STUONATOreHETUYECKOTO MM NATOTEHETUYECKOTO IeYeHUs (NedeHms,
HaMNpaB/IEHHOroO Ha MeXaHW3M pa3BuTUA 3aboneBaHnA) peaknx (opdaHHbIX) 3aboneBaHuit;

(n. 6.1 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. desepanbHOro 3akoHa oT
30.01.2024 N 1-93)

6.2) 6uonornyeckme NeKapcTBEeHHble MpenapaTtbl - JIeKapPCTBEHHble NpenapaTbl, AeicTeytolee
BELLECTBO KOTOPbIX NPOM3BEAEHO WM BblAeNeHO M3 BMONOTMUYECKOTO UCTOYHMKA U ANA onpeaeneHus
CBOWMCTB M KayecTBa KOTOPbIX HeobxoAMma KOMBMHAuMA 6GMONOTMYECKUMX U GUSUKO-XMMUYECKUX
meTogoB. K OMONOTMYECKMM /IeKapCTBEHHbIM MpenapaTam OTHOCATCA MMMyHOBMOoMOrMYeckme
NeKapCTBeHHble npenapatbl, JIEKapCTBEHHble MpenapaTbl, MOJy4YeHHble M3 KPOBW, MNAa3Mbl KPOBU
YyesioBeKa WM XMUBOTHbIX (32 WCKAOYEHMEM LEeNbHOM KpoBM), BUOTEXHONOTMYECKUE JIeKapCTBEHHble
npenapaTbl, reHoTepaneBTUYECKME SIeKapCTBEHHbIE NpenapaThl, IeKapCTBEHHbIE NpenapaTbl Ha OCHOBe
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COMATMYECKUX KNIETOK;
(n. 6.2 BBegeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa oOT
04.08.2023 N 466-93)

6.3) BbICOKOTEXHOJIOTMYHbIN NEKAaPCTBEHHbIN NpenapaT - reHoTepaneBTUYECKUI NeKapCTBEHHbIN
npenapaTt a8 MeguLUMHCKOIro NPUMEHEHUs, NN NeKapPCTBEHHbIN NpenapaT Ha OCHOBE COMATUYECKUX
KNETOK 18 MeANLNHCKOTO MPUMEHEHUSA, UM TKAaHEUHIKEHEPHbIN JIeKapCTBEHHbIM Npenapat (npenapaT
TKAHEBOW MHXEHepuu);

(n. 6.3 BBeaeH deaepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7) VMMyHOBMWOJ/IOTMYECKME  JIeKAapCTBEHHblE  MpenapaTtbl - JIEKAPCTBEHHble Mpenaparbl,
npegHasHayeHHble 418 GOPMUPOBAHUSA AaKTUBHOFO MM MACCMBHONO MMMyHUTETA ANOO AMArHOCTUKM
HaMYMA  MMMYHWUTETA  WAM  OUMATHOCTUKM  cneunduyeckoro  npuobpeTeHHOro  M3MeHeHwus
MMMYHONIOTMYECKOrO  OTBETAa Ha  anneprusupyowme Bewectsa. K MmMmMyHo6MONOrMYecKMm
JIEKAapCTBEHHbIM  MpenapaTtam  OTHOCATCA  BaKLUMHbI,  aHATOKCUMHbI,  TOKCWUHbI,  CbIBOPOTKM,
MMMYHOTN06Y/IMHbI U aNfeprexsl;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6uoTexHoNOrMYeCKMe JleKapCTBeHHble npenapaTtbl - JIeKapCTBeHHble Mpenaparsl,
NPOU3BOACTBO KOTOPbIX OCYLLECTBAAETCS C WMCNO/Ab30BaHMEM OMOTEXHONOMMYECKMX MPOLLEeCCOB W
meTon08 (B Tom yncne AHK-peKoMBUHAHTHOM TEXHONOMNKU, TEXHONOTMN KOHTPOMPYEMOI SKCMNpeccum
reHoB, KOAMPYIOWMX OMONOrMYECKM aKTUBHble OenkM B NPOKapMOTax M 3yKapuoTax, BK/toYas
MU3MEHEHHbIe KNEeTKM MNIeKONUTaoWmX), rMbpuaoMHOro MeToaa U MeToga MOHOK/IOHA/bHbIX aHTUTES;
(n. 7.1 BBeaeH PenepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME JIEKAPCTBEHHbIE MNpenapaTtbl - JIeKapCTBEHHble Mpenapartsl,
dbapmaLeBTMUECKAsA CYOCTaHLMA KOTOPbIX ABASETCA PEKOMOMHAHTHOM HYK/JIEMHOBOW KUCAOTOM Wau
BKNOYaeT B cebA pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KWUCNOTY, MNO3BO/AIOWLYIO OCYLLECTBAATb
perynMpoBaHue, penapaumio, 3ameHy, fobasaeHne UK yaaneHne reHeTMYecKoi nocaeoBaTeNbHOCTH;
(n. 7.2 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoTUYEeCKMe NeKapCcTBEHHbIE CPeACTBa - /IEKAPCTBEHHbIe NpenapaTthl U dapmaLeBTUYeckne
cybcTaHUMKN, coaeprkalime HapKOTMYECKME CpeacTBa W BKAKOYEHHble B [lepeyeHb HapKOTUMYECKUX
CPeacTB, MNCUXOTPOMHbIX BELWECTB WM WX MNPEKYPCOPOB, MNoANeXKalmnx KOHTpoao B Poccuiickoin
depepauum, B COOTBETCTBUM C 3aKOoHoZaTenbcTBOM Poccuiicko Pepepaumnun, mexayHapoaHbIMM
porosopamu Poccuiickon degepaunn, B Tom ymcne EQMHON KOHBEHUMEN O HAPKOTMYECKUX CpeacTBax
1961 roaa;

9) ncMxoTponHble NeKapcTBeHHble CPeacTBa - IeKapCTBeHHble npenapaTbl U dapmaleBTUYecKmne
cybCcTaHUMK, coaepkallime NCUXOTPOMHbIe BelecTBa W BKAOYEHHble B [MepedyeHb HapPKOTUYECKUX
CpeacTs, MCUMXOTPOMHbIX BEWECTB W WX MPEeKypcopoB, nognexkawmx KOHTpoa B Poccuiickoit
depepaunm, B COOTBETCTBMM C 3aKOHOAaTenbcTBOM Poccuiickoit dPepepalmu, MeKAyHapOAHbIMM
aorosopamn Poccuitickon depepaunn, B Tom Ymcne KoHBeHUMEN O MCUMXOTPOMHbIX Bewectsax 1971
roga;

10) paamodapmaueBTUYECKME NIEKAapPCTBEHHbIE CPEACTBA - JIeKapCTBEHHblE CPeACTBa, KOTopble
coAepKaT B roToBOM AN UCNOAb30BaHWUA GOpMe OAMH PaAMOHYKAUA UM HECKONbKO PaANOHYKIMAO0B
(paamoaKTUBHbIX M30TOMOB);

10.1) OpUrMHANbLHBLIN NIEKAPCTBEHHbIA NpenapaT - JEKapCTBEHHbIM MNpenapat ¢ HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbIA MepBbiM 3apernctpupoBaH B Poccuiickon Pepepauumn mam B
WMHOCTPaHHbIX roCyAapcTBax Ha OCHOBAaHMW Pe3ybTaToB AOKJAMHUYECKUX UCCNEeA0BAHUIN IeKapCTBEHHbIX
CPeacTB U KAMHUYECKUX UCCAeA0BaHMIA NeKAPCTBEHHbIX NPenapaTos, NOATBEPKAAIOLUNX €r0 KayecTso,
3¢ EKTUBHOCTb M 6e30NaCcHOCTb;

(n. 10.1 BBeaeH deaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)
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11) pedepeHTHbI NeKapCcTBEHHbIV NpenapaT - IeKapCTBEHHbIM Npenapart, KOToPbIi UCNob3yeTcs
ONA OUEHKN BMOIKBUBANIEHTHOCTU UM TepaneBTUYECKOM IKBUBAIEHTHOCTU, KavyecTBa, 3GpPEKTUBHOCTHU
M  6e30nacHOCTM  BOCNPOM3BEAEHHOrO  JIEKAPCTBEHHOrO  Mpenapata MAM  BGMOAHaN0roBOro
(6nonopobHoro) nekapcreeHHoro npenapara (buoaHanora). B kauectse pedpepeHTHOro 1eKapCcTBEHHOro
npenaparta gas MeauuMHCKOro NPUMEHEHUS UCMOoJ/Ib3yeTca OPUTMHA/bHBIN NEKAPCTBEHHbIN npenapat
Mbo, eciim OPUTMHANbHBLIA NEeKapCTBEHHbIA MpenapaT He 3aperncTtpupoBaH WM He HaxoauTcA B
obopoTte B Poccuiickoirt Pepepaumm M He HaxoguTca B 06OpOTe B MHOCTPAHHbLIX TOCYAapCTBax,
BOCMNpPOM3BEAEHHbIN IeKapCTBEHHbINA NpenapaTt uan 6MoaHanorosbin (6Monoao6HbI) NeKapCcTBEHHbIN
npenapat (buoaHanor), KOTOpbIi NepBbIM 3aperncTPUpoBaH M3 YMCNa HaxoAAlMXxcs B obopoTe B
Poccuiickoit Pepepaunm, BMOIKBMBANEHTHOCTb WM TepaneBTUYECKana 3SKBMBAMIEHTHOCTb, KayecTBo,
appeKTUBHOCTL M 6e30MacHOCTb KOTOPOro OLEHMBAIUCL MO OTHOLWEHMUIO K OPUTMHa/IbHOMY
JleKapcTBEHHOMY npenapaTy, a TaKXe KauyecTBo, 3PPeKTMBHOCTb M 6e30MacHOCTb KOTOPOro
noATBEPXKAATCA pe3y/ibTaTaMu dapmaKkoHag30pa U NPOBEPOK COOTBETCTBUSA /IEKAPCTBEHHbIX CPEACTB,
HaxXo4ALWMXCA B rpakgaHCKOM 060poTe, yCTaHOBAEHHbIM TpeboBaHMAM K MX KadyecTBy. B KauyecTse
pedepeHTHOro JIeKapCTBEHHOro npenapaTta AN BeTEPUMHAPHOrO MNPUMEHEHUA  UCMOJIb3yeTcs
NIeKapCTBEHHbIM NpenapaT ANA BETEePUHAPHOro NPUMEHEHMUA, 3apPerncTPUPOBaHHbIM B POCCUIACKOMN
depepaumm Ha OCHOBAHMM PE3YyNbTaTOB AOKJAMHUYECKMX WUCCNef0BaHWUI IeKapCTBEHHbIX CPeacTB U
KNAMHUYECKUX UCCNef0BaHMM  NEeKapCTBEHHbIX MpenapaToB, MOATBEPXKAAMOWMX €ro KayecTso,
3¢ PEKTUBHOCTb M 6€30MaCHOCTb;
(n. 11 B pea,. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpou3BeAeHHbI NeKapCcTBeHHbIM npenapaT - JIeKapCcTBeHHbIM npenapat  Ans
MEANUMHCKOTO NPUMEHEHUs, KOTOPbIA MMEeT 3KBUBANEHTHbIN pedepeHTHOMY /leKapCTBEHHOMY
npenapaTty KayecTBeHHbI COCTaB U KOJIMYECTBEHHbIN COCTaB AEMCTBYIOLLMX BELLECTB B SKBUBAJIEHTHOM
NleKapCcTBeHHOW dopme, MO0 NeKapcTBEHHbIN NpenapaT ANA BETEPUHAPHOro NMpUMEHeHUs, KOTOpPbIn
MMeeT TaKMe e, 4YTo U pedepeHTHbI NeKapCTBEHHbIM npenapaT, KayecTBeHHbI cocTaB W
KONMYECTBEHHbIM  COCTaB  AEWCTBYIOWMX BELWeCTB B TaKOW Ke  JIeKapCTBeHHol  ¢dopme,
6MO3KBMBANEHTHOCTb  MAM  TepaneBTUYECKas SKBUBANIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapcTBeHHOMY NpenapaTty NoATBep:KAeHa COOTBETCTBY MMM UCCNeA0BaHUAMNY;

(n. 12 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

12.1) TepaneBTMYECKan 3KBUBANEHTHOCTb JIEKAPCTBEHHbIX NPENAPaToB - AOCTUMKEHUE KAMHUYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3¢p¢eKTa M MNokasatenei appeKkTMBHOCTM M HesonacHoCTU Npu
NPUMEHEHUN NEKAPCTBEHHbIX MPEnapaTtoB ANf MeOMUMHCKOrO MNPUMEHEHUs, WMEWnUX OogHO
MeXAyHapoaHOe HemnaTeHTOBaHHOE (MAM XMMWUYECKOe, MAW TPynnUPOBOYHOE) HaMMEeHOBaHWe, B
9KBMBA/IEHTHbIX A03MPOBKaX NO OAHMM WM TEM Ke MOKA3aHMAM K MPUMEHEHUIO U NPU OAUHAKOBOM
cnocobe BBEAEHMSA Y O4HOM M TOW Ke rpynnbl 60NbHBbIX;

(n. 12.1 B pea. depepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.2) 6rnoaHanorosbii (6ronoaobHbI) NeKapcTBEHHbIM npenapaT (brMoaHanor) - 6MonorMyeckunit
NIEKapCTBEHHbIM MpenapaT, CXOXWI Mo MapameTpam KayecTBa, 3GEKTUBHOCTM M He30MacHOCTU C
pedepeHTHbIM BMONOTMYECKMM IEKAPCTBEHHBIM MPENApPAaTOM B TAKOW Ke NeKapCTBeHHOU dopme U
UMEOLLNIN MAEHTUYHDbIA CNOCcob BBEAEHMS;

(n. 12.2 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMO3aMeHSAeMbI NEKaPCTBEHHbIM Npenapar - fIeKapCcTBEeHHbIN NpenapaT ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO MAM OGUO3KBMBANEHTHOCTbIO B OTHOLWEHUW pedepeHTHOro
NeKapCTBEHHOro Npenaparta, UMeIoLWMiA SKBUBANEHTHbIE €My Ka4yeCTBEHHbI COCTaB M KONNYECTBEHHbIN
COCTaB AEeNCTBYIOWMX BELECTB, COCTAaB BCMOMOraTe/ibHbIX BELLECTB, fieKapcTBeHHY0 dopmy 1 cnocob
BBEeAEeHun;

(n. 12.3 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.4) 6103KBMBANIEHTHOCTb NNEKAPCTBEHHbLIX MPEnapaTtoB - AOO0CTUXEHUE CONOCTaBUMBbIX
noKasartene CKOPOCTK BCacCblBaHWA, CTeNeHU NOCTYyN/IeHNA K MECTY AGVICTBMH 1N CKOPOCTU BbiBEAEHUA
OAHOro Uan HECKOJIbKUX o6na,c|,arou.|,mx d)apMaKO}'IOFMLIECKOﬁ dKTUBHOCTbIO ,D,eﬁCTByIOU.I,MX BelwecTts npu


https://login.consultant.ru/link/?req=doc&base=RZB&n=470335&dst=100013
https://login.consultant.ru/link/?req=doc&base=RZB&n=470335&dst=100015
https://login.consultant.ru/link/?req=doc&base=RZB&n=470335&dst=100017
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100028
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100029

NPUMEHEHUN NEKAPCTBEHHbIX MpPenapaToB AAa MeAULMHCKOrO MPUMEHEHMUA, WMMEIoWMX OAHO
MeXAyHapoaHOe HenaTeHTOBaHHOe (MW XMMMUYecKoe, WUAM TPynnUMpPOBOYHOE) HauMeHoBaHue, B
3KBUBANEHTHbIX A03UPOBKAxX U NPU 0AUHaKOBOM cnocobe BBeAeHUS;

(n. 12.4 BBeaeH deaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

13) nekapcTBeHHOE PacTUTE/IbHOE CbiPbe - CBEXKME WAN BbiCylEHHble pacTeHuA AMbo UX Yacty,
ncrnosibyemble ANA NPOW3BOACTBA /IEKAPCTBEHHbIX CPEeACTB OpraHuM3auMamM - MNPOU3BOAUTENAMMU
NeKapCTBEHHbIX CPEACTB MM N3FOTOB/IEHMA NIEKAPCTBEHHbIX MPEnapaTos anTeyHbIMU OpraHu3aunaMm,
BETEPUHAPHbLIMM anTeYHbIMW OPraHn3aLMAaAMMU, UHANBUAYANbHLIMU NPEANPUHUMATENAMMU, NMEIOLLMMU
NNUEH3UI0 Ha dapMaLLeBTUUECKYHO AeATe/IbHOCTb;

14) nekapcCTBEHHbIN PacTUTENbHBIN Npenapar - IeKapCTBEHHbIM Npenapat, NPoOU3BeAeHHbIN Un
W3roTOBNEHHbIN U3 OAHOTO BMAA JIEKAPCTBEHHOIO PACTUTENbHOMO CbiPbA WM HECKO/IbKMX BUAOB TaKOro
CbipbA U peannsyemsiii B pacpacoBaHHOM BUAE BO BTOPUUYHOM (NOTpebuTenbCcKoi) ynakoBke;

15) romeonaTUYeCKNA NeKapCTBEHHbIN NpenapaT - JIeKapCcTBEHHbIMA Npenapart, Npov3BeaeHHbIN
WAWN U3roTOB/IEHHLIN M3 (dapMaLLeBTMYECKOM CcybcTaHUuMM uan dapmaueBTUYEeCKUX CcybCTaHuuMiA B
COOTBETCTBUM C TpeboBaHMAMM 0b6LWMX dapMaKonelrHbIXx CTaTell K TOMeonaTUYecKMM JIeKapCTBEHHbIM
npenapatam MAW B COOTBETCTBUM C TpebOBaHMAMM dapmaKonen CcTpaHbl MPOM3BOAUTENA TaKOro
JleKapCTBEHHOro NpenapaTa;
(n. 15 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoAHoe HenaTeHTOBaHHOE HaMMeHOBaHMEe /IeKapCTBEHHOro cpeacTsa -
HaMMeHOBaHMe AOeNCTBYIOWEro Belwectsa GapmaleBTUYeCcKo CcybCcTaHUMKM, pPeKoMeHoBaHHoe
BcemunpHoOM opraHusaumeit 34paBooOXpaHeHus;

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOro cpeAcTBa - HaMMEHOBaHWe /IeKapCTBEHHOro
cpeAcTBa, NPUCBOEHHOE ero paspaboTyMKom, AepraTenemM MUAW BRagenblem PerucTpaunoHHOro
YA0CTOBEPEHUA IeKapCTBEHHOro npenapaTa;

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JIEKAPCTBEHHOrO Mpenapata - HauMMeHOBaHue
JIeKapCTBEHHOrO NpenapaTta, He UMEKLWEro MexXAyHapoAHOro HeMaTeHTOBAHHOrO HaMMEHOBAHUA, NN
KOMOMHALMM NeKapCTBEHHbIX MPenapaToB, MCMO/Ib3YyeEMOE B LeNAX 00beAMHEHUs WX B rpynny nog
eAMHbIM HAMMEHOBaHMEM UCXOAS U3 OANHAKOBOro COCTaBa AENCTBYIOLMX BELLECTB;

(n. 17.1 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

18) o6wan dapmakoneliHas cTaTbs - LOKYMEHT, YTBEPKAEHHbIA YNOAHOMOYEHHbIM peaepanbHbim
OpPraHoOM WMCMONHUTENbHOM BAACTU U COAEPXKALLMIN NepeyeHb NOKasaTeNen Kayectsa M (M) meToLoB
KOHTPONA KayecTBa KOHKPETHOM JIeKapCTBEHHOM (OPMbI, NEKAPCTBEHHOrO PaCTUTENbHOMO CbipbA,
BCMOMOraTe/IbHbIX BELLEeCTB, OMWUCAHUSA OUONOTUYECKUX, OUOXMMUYECKUX, MUKPOBUONOTMYECKUX,
OU3NKO-XMMUYECKUX, GU3NYECKUX, XUMUYECKUX U APYTUX METOL0B aHaNM3a SIEKAapCTBEHHOIO CPeaCTBa,
a Takke TpeboBaHMA K MCNOMb3yEMbIM B LEAAX NPOBEAEHUs [aHHOTO aHaAu3a peakTuBaMm,
TUTPOBAHHbIM PAcTBOPaM, MHAUKATOPaM;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-93)

19) dapmakoneitHaa cTaTbA - AOKYMEHT, YTBEPMAEHHbIA YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMONHWUTENBHON BAACTU W COAEpPKalMi NepedyeHb MOKasaTenell KayectBa M MeTOA0B
KOHTPONA  KayecTBa  /JIEKApCTBEHHOTO  CPeACTBA,  /JIEKAPCTBEHHOrO  PACTUTENbHOMO  CbipbA,
BCMOMOraTeIbHbIX BELWECTB;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-$3)

19.1) ctaHgapTHble 0bpasupl - BELWECcTBa, NOCPeACTBOM CPAaBHEHMA C KOTOPbIMM OCYLLECTBAAETCA
KOHTPO/Ib KayecTBa WCCAeAyeMbIX /eKapCTBEHHbIX CPEeACTB C MNOMOLLbIO  (QU3UKO-XMMUYECKMX W
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610N10rMYECKNX METOA0B B LeNAX NoATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeACTB TPeboBaHUAM
HOPMATUBHOM AOKYMEHTaLMM, YCTAHOBAEHHbBIM MPWU OCYLLECTBNEHWUM FOCY[APCTBEHHON perncTpaumm, u
KOTOpble NPUMEHSAOTCA ANA KaAMOPOBKM CTaHAAPTHbIX 06pPasLOB NPOM3BOAMTENA NIEKAPCTBEHHbIX
CpencTB, UCMOJ/Ib3yeMbiX AJA KOHTPOASA KayecTBa W MHbIX ueneir npu obpalieHUM NeKapcTBEHHbIX
cpencTs;

(n. 19.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakoneirHblt CTaHAAPTHbIN obpasel, - CTaHAApPTHbIA o0bpasel, NPoM3BeAeHHbIl B
COOTBETCTBMU C papMaKonenHom ctaTbei;
(n. 19.2 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHaaA AOKYMeHTauuA - OOKYMEHT, COAep)Kalluili nepedyeHb onpeaensembiX no
pesynbTaTam COOTBETCTBYIOLLMX 3KCMEPTU3 MOKasaTesiel KayecTBa JIeKAapCTBEHHOro cpeacTsa Ans
MeAMLMHCKOro MPUMEHEHMA, METOA0B KOHTPO/IA €ro Ka4ecTBa U YCTaHOBJ/IEHHbI ero NPou3BoAUTENEM;

21) HOPMAaTUBHbIM [OKYMEHT - [OOKYMEHT, COAEprKaliMii nepeyeHb onpeaensembix Mo
pesy/sibTaTam COOTBETCTBYHOLLMX IKCMEPTU3 NOKa3aTesIel KauecTBa U (Man) MeToL0B KOHTPOIA KavyecTsa
JleKapcTBEHHON GOopMbl, ONUCAHUA BUONOFMYECKUX, BUOXMMUYECKUX, MUKPOBUONOrMYecknx, Gpusmko-
XUMUYECKUX, U3NYECKUX, XMMUYECKUX U APYrMX MeETOAO0B aHa/iM3a JIeKapCTBEHHbIX CpeacTs Ans
BETEPUHAPHOro NpuMMeHeHus, TpeboBaHMA K UCNONb3yeMbIM B LeNAX NpoBeAeHMA AAHHOTo aHaausa
peakTMBaMm, TUTPOBAHHbLIM PACTBOPAM, MHAMKATOPAM M YCTAHOB/IEHHbIN €ro NPpou3BoaUTENEM;

21.1) obwmin TEXHUYECKNA LOKYMEHT - KOMMIEKT OOKYMEHTOB M MaTepuanoB, COCTOAWMA U3
HECKONIbKUX  pa3fenoB -  AOKYMEHTAUMWM  agMUHWUCTPATMBHOIO  XapakTepa,  XWUMWYECKOMH,
dapmaLeBTMYECKON U  OMONOrMYECKOM [AOKYMEeHTauuu, ¢GapmMaKonorMyeckom, TOKCMKOIOrMYECKoM
AOKYMEHTaLUMK, KAMHWYECKOW AOKYMEHTAUMW M NpeactaBAsdembli O4HOBPEMEHHO C 3asfB/JEHUEM O
rocy4apCTBEHHOM pPerncTpaumm eKapcTBEHHOro npenapata Aaa MEeAULMHCKOTO MNPUMEHEHUA B
dopmaTe, yCTaHOBAEHHOM YNONHOMOYEHHbBIM defepanbHbIM OPraHOM UCNOAHUTENBHOW BNACTW;

(n. 21.1 BBeaeH dPegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-3)

22) KayecTBO JIEKAPCTBEHHOMO CPEACTBA - COOTBETCTBME JIEKAPCTBEHHOTO CpeacTBa TpeboBaHMAM
dapmakoneinHo cTatbh B0 B C/lyyae ee OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMM MM HOPMATUBHOTIO
[OKYMEHTa;

23) 6e3onacHOCTb NEKapPCTBEHHOIO CpeacrtBa - XapPaKTEPUCTUKA JIEKAPCTBEHHOIO CpencTsa,
OCHOBAHHaA Ha CpPaBHUTENIbHOM aHan3e ero 3¢¢GKTMBHOCTM N PUCKa NpnvYnHeHnA Bpeaa 340poBbio;

24) 30 deKTUBHOCTb NIeKAPCTBEHHOrO NpenapaTta - XapaKTepUCTUKa CTeneHn MoJIoXKUTEeNbHOro
BAUAHUA NIeKapCTBEHHOro Mpenapata Ha TeyeHue, NPOAO/KUTENbHOCTb 3aboneBaHMA WAUM  ero
npefoTtspalleHne, peabunutauMilo, Ha  coXpaHeHMe, NpeAoTBpalleHWMe WAM  NpepbiBaHUe
bepemeHHOCTY;

25) cepma nekapCTtBeHHOro cpeacrtea - KOJIMYECTBO /1IEKAPCTBEHHOIO Cpeacrtsa, nponsseaeHHOE B
pe3ysibTate OAHOINo TeEXHO/IONMYECKOTo LUMKNIa ero Npon3BoanTenem,

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2025 n. 26 cT. cT. 4 u3naraetca B HoBoW pegakumnmn (®3 ot 30.01.2024 N 1-d3). Cm. 6yayLLyto
peaakumio.

26)  perucTtpaumoHHOe  YAOCTOBEPEeHME  /IeKapCTBEHHOro  npenapata -  [AOKYMEHT,
NoATBEPKAALWMIA GaKT rocyaapCTBEHHOM perncTpaumm 1eKapcTBeHHOro npenapara;

26.1) aepkatenb AW BRagenel, PerncTpaumoHHOro yaA0CTOBepPeHMS 1eKapCTBEHHOro Npenapara -
pa3spaboTuMK NIeKapCTBEHHOro CPeAcTBa, MNPOU3BOAMTENb NIEKAPCTBEHHbIX CPEACTB WAM  MHOoe
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topugmyeckoe anuo, obnagarollee NpaBoMm BAaLEHUA PEruCTPaLMOHHBIM YA0CTOBEPEHMEM, KOTOPbIEe
HEeCyT OTBETCTBEHHOCTb 3a KayecTBo, 3G PeKTUBHOCTb U 6e30MacHOCTb IEKAPCTBEHHOIO NpenapaTa;
(n. 26.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

27) pernctpaumoHHblIA HOMep - KoaoBoe o0b603HayeHue, MNPUCBOEHHOE JIeKapCTBEHHOMY
npenapary npu ero rocyAapcTBeHHOM perucTpaumm nan perncrpaumu;
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

28) obpalweHne /feKapCTBEHHbIX CpPeacTB - pas3paboTka, AOKJAMHUYECKUE WCCNedoBaHuA,
KIMHUYECKME WUCCNef0BaHMA, 3KCNEepTM3a, Trocy[apCTBEHHaA perncrpauusa  WAM  perucrpaums,
CTaHOAPTU3aUMSA U KOHTPO/Ib KayecTBa, MPOM3BOACTBO, M3rOTOBAEHWUE, XpPaHEHWe, NepeBo3ka, BBO3 B
Poccuiickyto ®epepaunto, BbiBo3 U3 Poccuiickon ®eaepaumm, peknama, oTnyckK, peannsauma, nepegaya,
NPUMEHEHNE, YHUUTOXKEHWNE NIEKaPCTBEHHbIX CPeACTB;

(8 peq. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

29) cybbeKkTbl 06palleHMs IeKapCTBEHHbIX Cpeacts - ¢GU3MYeckMe Annua, B TOM  4ucie
WHAMBMAYabHbIE MPeanpUHMMATENM, U OPUAMYECKME MLE, OCYLLECTBAAIOLME AeATe/bHOCTb Npu
obpalleHNN eKapCTBEHHbIX CPeACTB;

30) pa3paboTuMK NEeKapCTBEHHOro cpeacTBa - OpraHM3aums, obnagarollas npaBamMu Ha
pesynbTaTbl AOKIMHUYECKMX WUCCen0BaHUN IEKAapPCTBEHHOMO CPeacTBa, KAMHUYECKUX WUCCnenoBaHui
NleKapCTBEHHOro npenapara 1 (MAn) Ha TeXHONOTMI0 NPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

31) npon3BoACTBO /NIEKAPCTBEHHbIX CpeAcCTB - AeATe/IbHOCTb NO NMPOou3BOoACTBY JIEKAPCTBEHHDbIX
cpeacTts opraHUsaumnamm - nponssoantTenamm NeKapCTtBeHHbIX CpeacTB Ha O,D,HOVI CTaann, HECKOJIbKUX
nnnm BCeX CTaamnax TeEXHONOITMYEeCKOro npotuecca, a Takxe no XxpaHeHno U peaamsaunmn nponsseneHHbIX
NEeKapCTBEHHbIX CPeacTs;

31.1) npous3BOACTBEHHAA nNAOWaAKa - TeppuUTopuasbHO 060COB/IEHHbIM  KOMMJEKC
npousBoAUTENA NEKAPCTBEHHbIX CpeacTB, MNpeAHa3sHa4YeHHbIM AAA BbIMNOJHEHMA BCEro npouecca
NpPoW3BOACTBA JIEKAPCTBEHHbIX CPEACTB UM €ro onpeaeNeHHOoN CTaguu;

(n. 31.1 BBeaeH dPegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

32) npon3ssoanTeslib N€KAapPCTBEHHbLIX CPEACTB - OpraHuM3auunAa, ocywecrtsnAalowan npoun3soacTteo
NeKapCTBEHHbIX CpeacTB B COOTBETCTBUU C Tp66OBaHMHMM HaCToALWEro dJe,a,epan bHOIO 3aKOHa;

33) papmaueBTUYECKan AeATENbHOCTb - AeATeIbHOCTb, BK/OYatowasn B ceba onToBYO TOProB/to
NEeKapCTBEHHbIMU  CPEACTBAaMM, WX XPaHEHWe, NepeBO3KY W (MAM) PO3HWUYHYIO TOProOBAIO
NeKapCTBEHHbIMM NpenapataMmM, B TOM YMCAe AWUCTAaHUMOHHbIM CMocobom, MX OTNYCK, XpaHeHue,
nepeBO3Ky, M3roTOB/IEHWNE IEKAPCTBEHHbIX NPENnapaTos;

(8 pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHusauMs ONTOBOM TOProBAW /IEKAPCTBEHHbIMM  CPeACTBaMM -  OpraHusauus,
OCYLLECTBAAIOLWLAA ONTOBYIO TOPrOB/O JEKAPCTBEHHbLIMU CPEACTBAMU, WX XPaHEHWe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHMAMM HacToAlero PeaepasnbHOro 3aKoHa;

35) anTeyHas oOpraHuM3auMa - OpraHMsauua, CTPYKTYpHOe noapasfaeneHne meauLMHCKOW
OpraHn3auUnn, OCYLWECTBAAIOLLME PO3HUYHYIO TOProB/O NIEKAPCTBEHHbIMM NpenapaTamu, B TOM Yucne
AWCTaHUMOHHbIM  cnocobom, XpaHeHMe, MepeBO3Ky, W3roTOB/MIEHME U OTNYCK JIeKapCTBEHHbIX
npenapaToB A1 MeAMLMHCKOrO MNPUMEHEHMA B COOTBETCTBMM C TpebOoBaHMAMWM HACTOALLEro
depepanbHOro 3aKoHa;

(8 pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-d3)

36) BeTepuHapHas anTeyHas oOpraHu3aumMa - OpraHusauusa, CTPYKTypHOe nogpasgeneHve
BETEPMHAPHOMN OpPraHN3aLmMm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IeKAapCTBEHHbIMM NpenapaTamu,


https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100043
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100021
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100820
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100022
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100045
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100046
https://login.consultant.ru/link/?req=doc&base=RZB&n=349322&dst=100014
https://login.consultant.ru/link/?req=doc&base=RZB&n=470677&dst=101069
https://login.consultant.ru/link/?req=doc&base=RZB&n=349322&dst=100015

B TOM 4MC/le [OUCTAaHUMOHHbIM Cnocobom, XpaHeHWe, W3roToB/lEeHME U OTMNYCK JIEKAPCTBEHHbIX
npenapaTtoB AgAs BEeTEPUMHAPHOrO MNPUMEHEHMA B COOTBETCTBMM C TPebOBaHMAMM HACTOALLENO
depnepabHOro 3aKOHa;

(B peq. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuduumMpoBaHHOE  NE€KAPCTBEHHOE  CPEACTBO -  JIEKapCTBEHHOe  CPeAcTBo,
CONPOBOXKAaeMoe N0XKHOM MHdOopMaLMeit o ero coctase U (MNK) npomussoauTenNe;

38) HenobpoKayecTBEHHOE JIEKApPCTBEHHOE CPEeACTBO - JIEKapCTBEHHOE CPeacTBO, He
COOTBETCTBYIOLLEE TPpeboBaHMAM dapMaKkonenHom cTaTbn MBO B c/iyyae ee OTCyTCTBUA TpeboBaHMAM
HOPMATUBHOM AOKYMEHTaLMN UM HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE J/ieKapCTBEHHOe CPeACTBO - JIEKapCTBEHHOE CPeAcTBO, HaxoadlleecA B
060poTe C HapyLeHNEM rpaxaaHCKOro 3aKoHo4aTe 1bCTBa;

40) [OOK/AMHMYECKoe  McCleaoBaHWe  JIeKapCTBEHHOro  cpeactBa -  BUoJsiOrMyeckue,
MMUKPOBMOOrMYeckne, MMMYHO/IOTMYECKUE, TOKCMKOorMyeckne, dapmakosoruyeckme, dusmyeckue,
XMMUYECKME U APpYyTUe UCCNeA0BaHUA IeKapCTBEHHOrO CPeacTBa NyTem NPUMEHEHUA HaydHbIX METOA0B
OLEHOK B Lenax nosiydyeHusa AoKasaTeNbCcTB 6e30nacHOCTH, KayecTBa U 3 EeKTUBHOCTU NEeKapPCTBEHHOTO
CpeAacTBa;

41) KAMHMYEeCKoe WCCNef0BaHWE JIeKAPCTBEHHOro npenapaTa - M3yyeHue OUarHOCTUYECKMX,
NneyebHbIX, MPoPUNAKTUYECKMX, PapMaKOIOrMUYEeCKNX CBOMCTB NIEKAPCTBEHHOrO npenapaTa B npolecce
€ro NMpPMMEHEHUA Yy YeNoBEeKa, KMBOTHOTO, B TOM YMCNEe MNPOLLECCOB BCACbIBAHWA, pacrnpeseneHms,
W3MEHEHUA M BbIBEAEHMA, NyTeM MPUMEHEHMS Hay4YHbIX METOLOB OLLEeHOK B LEeAAX MoayYyeHus
[OKa3aTenbcT8 6e30MacHOCTM, KayecTBa M 3GEKTUBHOCTM JIeKapCTBEHHOro npenapaTa, AaHHbIX O
He)KenaTesibHbIX pPeaKkuMsaxXx OpraHM3ma YesioBeKa, MMBOTHOTO Ha MPUMEHEeHWe JIeKapCTBEHHOO
npenapata n o6 apdeKTe ero B3aMMOAENCTBUS C APYTMMU JIEKapCTBEHHbIMM MNpenapatamu u (KMam)
NULWEBLIMW NPOAYKTaMM, KOPMaMU;

42) MHOTOLEHTPOBOE  K/AMHMYECKOe WCCeAoBaHMe  NIeKAapCTBEHHOro  npenapaTta  Ans
MeAMLMHCKOrO NPUMEHEHUS - K/AMHWYECKoe WCCedoBaHMe JIeKapCTBEHHOro npenapaTta  gas
MeAMLMHCKOro NPMMEHEHMA, NPOBOAMMOE Pa3paboTuMKoM NeKapCTBEHHOTO NpenapaTta B AByX U bonee
MeAMLMHCKMX OPraHu3aumax no eamMHOMYy MPOTOKOJY KAMHUYECKOrO UCCAeA0BaHUA /IeKapCTBEHHOrO
npenapara;

43) MexgyHapogHoe MHOroueHTpoBOE KIMHUYECKOE UCCnenoBaHMe NIEKAPCTBEHHOIO nNpenapara
ana MmeanumHCKOro npummeHeHumAa - KAMHUYeCKoe WUuccnenoBaHme /eKapCTBEHHOrO npenaparta AnAa
MegununHCKoro npmmeHeHuna, nposoamnmoe pa3pa6OTLIMKOM NEKAaPCTBEHHOIO npenaparta B pas/INYHbIX
CTpaHax Nno eguHOMy NPOTOKONY KIMHUYECKOTO NUccienoBaHnA NeKapCTBEHHOIO Npenapara,

44) noCTperncTpaumoHHOe KAUMHUYECKoe UCCNefoBaHWe JIeKapCTBEHHOro npenapata  Ans
MEAMLMHCKOrO NPUMEHEHUSA - KAWMHWYECKOEe WCCedoBaHMe JIeKAapCTBEHHOro npenapaTta  gas
MEAMLMHCKOrO  NPUMEHEHUA, MPOBOAMMOE  MPOU3BOAUTENEM  JIEKApPCTBEHHOrO  Mpenaparta,
rpaskAaHCKMI  060pPOT KOTOPOro OCYWECTBASETCA MOC/Ae [oCyAapCTBEHHOM perucTpauvm  uau
peructpauuun, B LeNAx AoMNoAHUTeNbHoro cbopa AaHHbIX O ero 6e3onacHocTM U 3PPEKTUBHOCTY,
pacWMpPeHnn MNoKasaHW K NPUMEHEHUIO AAHHOrO JIeKapPCTBEHHOro NpenapaTa, a TaKXe BblABAEeHUA
HexKenaTesbHbIX peakuuin NaLMeHToB Ha ero AeiCTBue;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

45) nccnenoBaHue 61O3KBMBAIEHTHOCTH NIEKapPCTBEHHOro npenaparta - BWUA KAWHUYEeCKOro
nccnenoBaHMA NeEKapCTBEHHOINO NpenapaTta, nposeaeHe KOTOPOro ocywecTesndeTca gna onpeaneneHna
CKOpPOCTK BCacCbiBaHMA W BbiBeAEHNA OAHOTO0O WUAN HECKO/NIbKUX o6nap,a|ou1,v|x d)apmaKonormquKoﬁ
dKTUBHOCTbIO AGVICTBVIOU.LMX Bel,ects, KO/M4eCTBa J1IeEKApPCTBEHHOro npenapata, AOOCTUrarollero
CNCTEMHOIO KpPOBOTOKa, U pe3y/ibTaTbl KOTOPOro no3BosIAKOT CAeNaTb BbiBOA O 6103KBMBAIEHTHOCTHU
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BOCMPOW3BEAEHHOIO JIEKAPCTBEHHOro Mpenapata B ONpeAeneHHbIX JIeKapCTBEHHON dopme U
[LO3UPOBKE, COOTBETCTBYOLWMX dopMe U A03MpoBKe pedepeHTHOro JIEKAPCTBEHHOTO NPenapara;
(n. 45 B pea,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnepoBaHWe TepaneBTMUYECKON 3SKBMBANEHTHOCTU JIEKAPCTBEHHbIX npenapatoB - BUA,
KAMHUYECKOro UccNeloBaHUA IeKapCTBEHHbIX NpenapaTos, NpoBeAeHMe KOTOPOro OcyLLecTBAAeTcs Ann
BbIAB/IEHUA OANHAKOBbIX CBOMCTB /IEKAPCTBEHHbIX NPenapaToB onpeaesieHHOM nekapcTBeHHOM GopMbl,
a TaKXKe Ha/MuMa OJMHAKOBbIX MNoKasateselr 6e3onacHOCTM UM 3PEPEKTUBHOCTM JIEKAPCTBEHHbIX
npenapaTos, O4MHAKOBbIX KNMHUYECKMX 3PDEKTOB NPU UX MPUMEHEHUU;

47) NpoOTOKO/ KAMHUYECKOro MCCAeA0BaHNA IeKapCTBEHHOrO npenapara - AOKYMEHT, B KOTOPOM
onpeaenaloTca ueau, Gopmbl OpPraHn3aLMmM U METOA0/I0MMA NPOBEAEHUA KIMHNYECKOrO UCCNeA0BaHus,
cTaTUCTUYECKME MeTodbl 06paboTKM pesy/bTaToB TaKOro MCCAeA0BaHWA M Mepbl Mo obecnevyeHuio
6e30MacHOCTU  (OU3NYECKMX NNL, YYaCTBYIOWMX B KAMHUYECKOM MWCCNeAO0BaHUM NeKapCTBEHHOMO
npenapara;

48) 6powlopa WUccNeaoBaTeNs - CBOAHOE U3/I0KEHWe pPes3yibTaToB  AOKJAMHUYECKOro
NCCNefoBaHWUA NEKAaPCTBEHHOMO CPeACTBA M KAMHUYECKOTro MCCNen0BaHUA IeKapCTBEHHOro npenapara
AN MeAUUMHCKOTo NPUMEHEHUS;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B n. 49 cT. 4 BHOCATCA n3ameHeHua (P3 ot 30.01.2024 N 1-3). Cm. byayLuyto pegakumtio.

49) MHGOPMALMOHHBIN IUCTOK NALMEHTA - OKYMEHT, B KOTOPOM COZEP*KaTcA B JOCTYNHONM dpopme
CBeAEHMs, Kacalolmecs NpoBOAMMOro KAMHUYECKOTO MCCIea0BaHMA IeKapcTBEHHOro npenaparta, v B
nMcbMeHHON popme [06pPOBONLHOE COrlacke NauMeHTa Ha y4vacTve B KJAMHMYECKOM WCC/ief0BaHuM
NIeKapCTBEHHOro npenapaTa Mnoc/e 03HAaKOMJ/IEHUS C OCOBEHHOCTAMM KIMHUYECKOro MCCNefoBaHus,
MMeLWMMM 3HaYEHME AN BblIPaXKeHUs TaKoro coraacus;

50) no6oyHoe AeﬁCTBMe - peakunAa opraHndma, BO3HUKWAA B CBA3M C MNPUMEHEHUNEM
NEeKapCTBEHHOro npenaparta B A03aX, PeKoOMeHAYEMbIX B MUHCTPYKUUMU NO €ro npumeHeHuto, AnA
FIpOd)VIJ'IaKTVIKVI, ANarHoCTUKH, neveHunA 3abonesaHus nnm Aana pea6VII'IVITaLI,MM;

50.1) HexkenatesbHana peaKkuums - HenpegHamepeHHas HebnaronpuATHas peakuus OpraHu3ama,
KOTOpasa MOXET bbITb CBA3aHa C MPUMEHEHMEM /IEKAPCTBEHHOTO Npenapara;
(n. 50.1 BBeaeH dPegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

51) cepbe3Haa HexenaTeNbHas peaKkuusa - HexenaTesbHas peaKkuus OpraHvMama, CBA3aHHaA C
NPpUMEHEHWEM NIeKapCTBEHHOrO npenaparta, NPMBEALLas K CMEPTM, BPONKAEHHbIM aHOMaAMAM WK
nopoKam passuTuA Anbo npeacTaBastowan coboi yrposy KusHu, Tpebytowas rocnuTanmsaumm uam
npuBeALLan K CTOMKOM yTpaTe TpyA0oCnocobHOCTM U (MAn) MHBAaNUAHOCTY;

52) HenpeaBUAEHHAA HeXKenaTeNbHas Peakuma - HexKenatesbHaA peaKkuusa opraHusma, Kotopas
CBA3aHa C MPUMEHEHMEM NEeKapCTBEHHOro npenapaTta B 403aX, PEKOMEHAYyeMblX B MPOTOKO/E €ero
KAMHWYECKOrO MCCAefoBaHUA, 6polutope uccnefoBatens, WUAM C NPUMEHEHWEM N1eKapCTBEHHOMO
npenapaTta B /033X, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro MPUMEHEHUIO ANA MNPOPUNAKTUKM,
ANArHOCTMKM, NeYeHuns 3a6oneBaHna I MeaNUMHCKON peabuamTaummn naumeHTa, U CyLLLHOCTb, TAMXKECTb
WAWU UCXOZ, KOTOPOM He COOTBETCTBYET MHGMOPMALMM O NIeKAapCTBEHHOM MpenapaTte, CoAeprKalleinca B
NPOTOKO/NE €ero KAMHWYECKOro WUcCAefoBaHuA, 6polope uccnenoBaTens MAM B MHCTPYKUMKM MO
NPUMEHEHWIO SIeKapCTBEHHOrO Npenapara;

(n. 52 B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) ¢papmakoHaa30p - BMA AEATENbHOCTM NO MOHWUTOPUHIY 3PPEeKTUBHOCTM U BesonacHoCTU
NEeKapCTBEHHbIX MpPenapaTtoB, Hanpas/ieHHbld Ha BbiABNEHME, OLEHKY W NpeaoTBpalleHune
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HeenaTenbHbIX MOCNeACTBUIA NPUMEHEHWNS IEKAaPCTBEHHbIX NPenapaTos;
(n. 52.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHUs puckamu - nogpobHoe onucaHve meponpuatuii no gapmakoHaasopy,
HanpaB/IEHHbIX Ha BbIABNEHWE, OLLEHKY M NpeaoTBpalLeHMe UAM MUHUMMN3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKIoYanA OLEeHKY 3PPEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAKOC: NpumeyaHme.
C 01.03.2025 B n. 53 c1. 4 BHOCATCA MameHeHua (P3 ot 30.12.2021 N 463-®3). Cm. 6yayuiyto
pefakumio.

53) peuenT Ha NIeKapCTBeHHbIV MNpenapaTt - MeAUUMHCKUI OOKYMEHT YCTaHOBJ/IEHHON $opMbl,
copeprKalmii HazHaYeHWe SIeKapCTBEHHOro npenaparta a8 MegUUMHCKOro NPUMEHEHWs, BblAaHHbIM
MeAMULMNHCKMM PabOTHUKOM B LEeNAX OTMNyCKa JIeKapCTBEHHOro npenapaTta MAM ero M3roToB/IEeHMA U
OTNycKa Ha BymaxKHOM HoCcUTeNe UM C COrlacua NaLMeHTa UM ero 3aKoHHOro nNpeactasuTens B popme
3NEKTPOHHOIO0 [OKYMEHTa, MOAMNUCAHHOIO C WCNONb30BAaHMEM YCUEHHOW KBaNGULMPOBAHHOM
3NEKTPOHHOM nognucn MeaUUMHCKOro paboTHMKa, AMbo [OKYMEHT YCTaHOBAEHHOW ¢opmbil,
cogeprKalmii HasHaYeHWe NeKapCTBEHHOro npenapaTta 48 BEeTePUHAPHOro NPMMEHEHUA, BblAaHHbIM
cneumannctom B o6s1acTM BeTEpUMHapUMM B LENsAX OTMNYCKa JEeKapCTBEHHOro npenapata WAuM ero
W3roToB/IEHWUS U OTNYCKa Ha BymarKHOM HocuTene;

(8 pea. PepepanbHblx 3akoHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-d3)

KoHcynbTaHTlAOC: NpMMeYaHue.
C 01.03.2025 n. 54 cT. 4 usnaraetca B HoBon pegakumm (®3 ot 30.12.2021 N 463-93). Cm. 6yayLuyto
pefaKumio.

54) TpeboBaHMe MeAWUMHCKOW OpraHuM3auuu, BeTePUHAPHOM oOpraHu3aumMM - OOKYMEHT
YyCTaHOBNEHHON GOpPMbI, KOTOPbIN BbIMUCAH MEAULUNHCKUM PaboTHUKOM MM cneuuanmcTtom B ob6aactu
BeTepuUHapuM, MMelLMMM Ha 3TO NPaBo, U COAEPXMUT B MUCbMEHHOW dopme yKasaHue anTeyHoMl
opraHM3aunn UNK BETEPUHAPHOM anTeyHoM opraHn3auumn ob oTnycKe NekapcTBeHHOro npenapaTta uam o
ero M3roTos/sieHMM 1 06 oTNycKe Ansa obecneyeHns neyebHOro npouecca B MeANLUHCKON opraHM3aumm,
BETepUHapHOM opraHu3aumu;

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) KOMM/EeKCHasa OUEHKA JIeKapCTBEHHOrO Mpenapata - OLEHKa 3aperncTpupoBaHHOro
NleKapCTBEHHOro Npenapara, BKAoYaLWwan B cebsa aHanns MHGopmaLmMm 0 CpaBHUTENbHOM KAMHUYECKON
3¢ deKTUBHOCTU M 6e30MacHOCTU NEKAPCTBEHHOIO NpenapaTa, OLLEHKY SKOHOMUYECKUX NOCNEeACTBUIM ero
NPUMEHEHUNA, U3y4eHMEe AOMNOJHUTENbHbIX MOCNeACTBUMIA NPUMEHEHWUA JIEKApPCTBEHHOro npenapaTa B
uenax NpUHATUA pelleHUMH O BO3MOMKHOCTM BK/OYEHUA JIeKApPCTBEHHOrO Mpenapata B nepevyeHb
KU3HEHHO HEOBXOAMMbIX M BarKHEMLIMX NEKAPCTBEHHbIX NPENAPATOB, HOPMATUBHbIE NPABOBbIE aKTbl U
WHble AOKYMEHTbI, ONpeaenAloLLMe NOPASOK OKa3aHMA MeANLNHCKOM NOMOLLM, N UCKNIIOYEHUA €ro U3
YKa3aHHbIX MepeyHsA, akTOB U JLOKYMEHTOB;

(n. 55 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPMHIA AOBWKEHMS NIEKAPCTBEHHbIX MPEnapatoB AAA  MegULMHCKOro
npumeHeHunsa - degepanbHaa rocyfapcrBeHHas MHOOPMAUMOHHAA CUCTEMA MOHUTOPUHTA ABUMKEHMUA
NIeKAPCTBEHHbIX MPenapaTos ANA MeAMUMHCKOrO NPUMEHEHMA OT NPOM3BOAMTENA [0 KOHEYHOro
notTpebutens c MCNonb30BaHMEM B OTHOLIEHMW JIEKAPCTBEHHbIX MpenapaToB ANf MegULMHCKOro
NPUMeHEHNA CPeacTB MaeHTUdMKaLUN.

(n. 56 BBegeH denepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 2. NOJIHOMOYUA GEAEPA/IbHbIX OPTAHOB UCNOTHUTE/ILHOMN
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BNACTU, NCNONHUTENbHbIX OPFTAHOB CYBbEKTOB POCCUMCKOM
SEQEPALN NPU OBPALLLEHUU NEKAPCTBEHHDBIX CPEACTB
(8 peq. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 5. MonHomouna depepanbHbiX OPraHOB MCMOJIHUTE/NbHOW BAAcTM npu obpaleHum
NNeKapCTBEHHbIX CpeacTs

K nonHomoumsam deaepanbHbIX OPraHoOB  MCMOJIHUTE/IbHOW  B/lacTM  NpuM  obpalleHumn
NIeKapPCTBEHHbIX CPEACTB OTHOCATCA:

1) npoBegeHue B Poccuitickon depepaumy eguHOM rOCyAapPCTBEHHOM MNOAMTUKM B obsactu
obecneyeHns NeKapcTBEHHbIMW NpenapaTamm rpaxagaH B Poccuitickon depepauyuu;
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepXAaeHue obwmx dapmakoneiHbix cTateid, ¢dapmaKonenHbIXx CTaTei, u3gaHue
rocyfapcTBeHHon dapmakonen, cosgaHue UM BefdeHWe peecTpa ¢GapMaKONenHbIX CTaH4APTHbIX
06pasuos;

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywectsneHne peaepanbHOro rocyAapcTBeHHOro KoHTpona (Haasopa) B chepe obpalieHua
JIeKapCTBEHHbIX CPeACTB;
(B pen. PepepanbHbIx 3aKoHOB OT 25.06.2012 N 93-93, o1 11.06.2021 N 170-P3)

4) nvueH3npoBaHWE MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB, B ToM uyucine deaepanbHbIi
rocy4apCTBEHHbIN NNLEH3UOHHbIN KOHTPO/Ib AeATeNbHOCTU MO NPOU3BOACTBY /IeKapCTBEHHbIX CPeacCTs,
nepuoamnyeckoe nNoaTBep)KAeHUe COOTBETCTBUA ANLEH3MaTa, MMEIOLWEro JIMLEH3NI0 Ha NPOoU3BOACTBO
NeKapCTBEHHbIX CPeacTs, U dpapmaLeBTUYECKOW AeATe/bHOCTU B COOTBETCTBMM C 3aKOHOAaTe/IbCTBOM
Poccuiickon depepaumm;

(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

5) opraHusaums 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMepTM3bl BO3MOMKHOCTU
NPOBEeAEHUA  KAMHUYECKOTO WUCCNeA0BaHMA  /IEKApPCTBEHHOro npenapata And  MeguUMHCKOro
NPUMEHEHUA, IKCNEpPTMU3bl OOKYMEHTOB, MNPEeACTaB/EHHbIX AAA OnpeaefieHMsa  BO3MOMKHOCTU
paccmaTpmBaTb JIEKAPCTBEHHbIM Npenapat Anas MeAMUMHCKOro NPUMEHEeHWss B KayecTBe opdaHHOro
JIeKapCcTBEHHOrO NpenaparTa;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

5.1) opraHusauma nNpoBeAeHMA KOMMNEKCHOW OLLEHKM JNIeKapCTBEHHOrO nNpenapata B Lensx
NPUHATUA peleHnin 0 BO3MOMKHOCTM BK/IOYEHUA JIEKAPCTBEHHOMO npernapaTta B nepevyeHb KU3HEHHO
HEODOXOAMMbBIX M BaXKHEWLWMX NIEKAPCTBEHHbIX MPEenapaToB, HOPMaTMBHbIE MPaBOBble aKTbl U WHble
OOKYMEHTbI, onpegenslowme MNopAgoK OKasaHUA MeAWMUMHCKOM MOMOLWM WAW UCKIKOYEHUA ero u3
YKa3aHHbIX MepeyHsa, akTOB U JLOKYMEHTOB;

(n. 5.1 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) Bblda4a paBpEUJEHMVI Ha nposegeHne KANHUYECKUX MCCJ'IEAOBaHMﬁ NEeKapPCTBEHHbIX
npenapartos, BegeHne peecTtpa BblAaHHbIX pa3peLueHm‘/'1 Ha nposeaeHmne KANMHUN4eCKunx VICCI'Ie,CI,OBaHVIﬁ
NeKapCTBEHHbIX MPenapaTos,

7) rocypapcTBeHHana perncTpauma J/IeKapCTBEHHbIX NpenapaToB, BeAeHWe rocyAapCTBEHHOro
peecTpa eKapCTBEHHbIX CPEACTB;

7.1) peructpauma, NoATBEpXAEHUE peructTpauuun (nepeperncrpaumsn), BHeCEHME M3MEHeHUI B
perucTpaumoHHoe A0Cbe, a TaKXKe NpoBeaeHMe Npoueayp, CBA3aHHbIX C perncTpaumen, B COOTBETCTBUM
C yTBepKAeHHbIMM EBPa3sMIiCKOM SKOHOMMYECKOW KOMMUCCUEN NpaBUAaMm perncTpaumm M sKcnepTusbl
NEeKapCTBEHHbIX CPEACTB ANA MEAULMHCKOrO MPUMEHEHMA W MpPaBMAaMu pPeryanpoBaHmna obpaueHus
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BETEePUHAPHbIX 1IEKAPCTBEHHbIX CPEACTB Ha TaMOXEHHOW TepputTopmun EBpasmMincKoro sKOHOMMUUYECKOro
COt033;
(n. 7.1 BBeaeH depepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7.2) npeactaBfieHWe  MHOOPMauUMKM O  perncTpauuu, MNOATBEPNKAEHUM  perucrpaumm
(nepeperncrpauuun), BHECEHMU M3IMEHEHWN B PErucTPaLMOHHOE [0Cbe, a TaKXe O npoueaypax,
CBA3aHHbIX C peructpaumnen, B EBPa3MIACKyI0 IKOHOMUYECKYHD KOMMUCCUMIO C MWCMNOAb30BaHWEM
WHTErPUPOBAHHOM MHOOPMALMOHHOM cUcTeMbl EBPa3niicKOro sSKOHOMMYECKOTO COKO3a B COOTBETCTBUM C
yTBEPKAEHHbIMM EBpPa3snIACKOM 3KOHOMMYECKON Komuccuel nopsgkom GopmMMpoBaHUA U BeaeHUA
e4MHOro peecTpa 3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX CpeacTB EBPA3MMCKOro aKOHOMMYECKOro COo3a
WU MNpaBuaaMKn peryanmpoBaHma obpalleHma BeTEPUMHAPHbIX JIEKAPCTBEHHbIX CPeACTB Ha TaMOMKEHHOWN
TeppuTopun EBpasniicKoro sSKOHOMUYECKOTo COtO33;

(n. 7.2 BBeaeH depepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7.3) yTBepXKAeHWe nopsaKa NPUOCTAHOBNEHWUS AeNCTBMA PErucTpaumMoHHOro YA0CTOBEPEHUS
JIEKAapCTBEHHOrO npenapata WM OrpaHMYEeHMA TMNPUMEHEHMA JIeKapCTBEHHOro npenapata  AnA
MEOMULMHCKOTO NPUMEHEHUS B CAyYaaX, NPeayCMOTPEHHbIX YTBEPXKAEHHbIMM  EBpasmickol
3KOHOMMYECKON KOMMUCCMEN NpPaBUAAMMU PErUCTPALLMM U IKCNEPTM3bl NEKAPCTBEHHbLIX CPeACTB AAA
MEOMULMHCKOTO MPUMEHEHMA, M BO30OHOBNEHUA [LOENCTBUS PErncTPaLMOHHOIO yA0CTOBEepeHus
JIeKapCTBEHHOrO npenapata WAM CHATUA OrPaHUYEHUA NPUMEHEHUA NEKApPCTBEHHOro npenapata AnA
MeZNLMHCKOro NPMMEHEHMUS;

(n. 7.3 BBeaeH PenepanbHbiMm 3akoHom oT 30.01.2024 N 1-93)

8) opraHMsauma 1 (MaM) NpoBeAeHUE UHCMEKTUPOBAHMA CybbeKToB 06palleHna NeKapCTBEHHbIX
CpeAcTB Ha COOTBETCTBME YTBEPXAeHHbIM EBPa3sMiACKOM 3KOHOMMUYECKON KOMMUCCUEN npaBuaam
Hafanexallelh nabopaTopHOW MPaKTUKM, NpaBuAaM Hagnexalwenh KAMHUYECKOM NPaKTUKKU, npaBuiam
HagafNexallel AUCTPUBbLIOTOPCKON MPaKTUMKK, NpaBuaamMm Hagnexkalen npakTukM dapmakoHagsopa, a
TaKKe YTBepPXAEHHbIM YNo/JHOMOYeHHbIMKU deaepanbHbIMM  OpraHamu UCNONHUTENbHOM BAacTU
npaBMAam HagnexKallen anTeyHom NPaKkTUKKM, NpaBuaaM XPaHeHUs IeKapCTBEHHbIX CPeaCTB;

(n. 8 B pea. ®PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8.1) opraHusaums un (Mnm) npoBeaeHMe MHCNEKTUPOBAHUA cybbeKTOB 06paLLeHNsA 1eKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME TPeboBaHUAM MpPaBUN Hag/eXKalen NPou3BOACTBEHHOM MPaKTUKMK, Bblgada
3aK/IIOYEeHUIA O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHWAM NpaBun
HagnerKallen Npom3BOACTBEHHON NPAKTUKK;

(n. 8.1 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOB/MeHMe NOpsAAKa BeAEeHMA WM BefeHMe roCyAapCTBEHHOrO peecTpa 3aK/toYeHWU o
COOTBETCTBUM  NPOU3BOAMTENS  NIEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM MpPaBUA  HagNerKallen
NPOW3BOACTBEHHOMN NPaKTUKW;

(n. 8.2 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocypapCTBEHHas  perucTpauus  npeaenibHblX  OTMYCKHbIX LEeH npousBoauTenein  Ha
NeKapCTBEHHbIe NpenapaTbl, BK/OYEHHbIE B MEpPeYeHb KMU3HEHHO HEOBXOAMMbIX W BarKHENWWX
NeKapCTBEHHbIX MpPenapaToB, W BeAeHWe roCyAapPCTBEHHOIO peecTpa npedenbHbIX OTMYCKHbIX LEeH
Npo13BOAUTENIEN Ha IeKAaPCTBEHHbIE NPEenapaThl, BKAOYEHHbIE B NEepeYeHb KU3HEHHO HEOBX0AUMbIX U
Ba*KHEWLIMX IeKapCTBEHHbIX NPenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHWe MNPOEKTOB pPELIEHUI MUCNOAHUTENbHBIX OpraHoB cybbekToB PoccuiicKol
depepaunm 06 yCTaHOBAEHUM U (MAKM) U3MEHEHMM NpefesibHbIX Pa3smMepoB ONTOBbIX HAAOaBOK U
npesenbHbIX PasMepoB PO3HUYHBbIX HaAbaBOK K (GAKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJ/IEHHbIM
npPou3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB, HA JIEKAPCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B
nepeyYeHb *KU3HEHHO HEOBXOAMMbIX M BarKHENLLMX NEKAPCTBEHHbIX NPENApPaToB;

(n. 9.1 BBegeH dPepepanbHbiMm 3akoHom oT 13.07.2015 N 241-d3; B pea. denepanbHOro 3akoHa oOT
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08.08.2024 N 232-d3)

10) Bblaaya, ycTaHOB/IeHME MOpsALKa BblGAYM pPa3PeLeHMA Ha BBO3 KOHKPETHOM napTum
NleKapcTBEHHOrO cpeacTaa B Poccuiickyro Pepepaumio;
(n. 10 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOBAEHWE MOpAAKa BblAauM U GopmMbl AOKYMEHTa, KOTOPbIM NoATBep:KaaerT,
YTO MPOU3BOACTBO JIEKAPCTBEHHOrO npenapaTta Aas8 MeAMUMHCKOro MPUMEHEHUA OCYLLECTBAEHO B
COOTBETCTBUM C TpebOBaHMAMM NpPaBUA HaALNEXKalLed MPOM3BOACTBEHHOM MNPAKTUKM WM YTO
JIEKAapCTBEHHbIM MpenapaTt Aas BETEPUHAPHOro NPUMeEHeHuA adonyuweH K obpalleHutio B PoccuincKom
depepaumnum, U NOANEKUT NpeacTaBieHM0 Mo TpeboBaHWIO YMNONHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOPYHO BBO3UTCA JIEKapCTBEHHbIM Npenapar;
(n. 10.1 BBepeH degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

10.2) Bblgaya, ycTaHOBAEHME NOPAAKA BblgauynM U GopMbl LOKYMEHTA, COAEPKaLLEero cBeaeHmsa o
CTaauAX TEXHOI0MMYECKOro MpoLLecca NPOM3BOACTBA JIEKAPCTBEHHOrO CpeacTsa ANA MeAULUHCKOro
NPUMEHEHMWS, OCYLLECTBAAEMbIX Ha TepPUTOPUM EBPA3MINCKOro SKOHOMMUYECKOTO COt03a;

(n. 10.2 BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03, B pen. PenepanbHOro 3akoHa oT
13.07.2015 N 241-®3)

11) cosgaHue COBETOB N0 BONPOCaM, CBA3AHHbIM C 0bpaLLeHMeM IeKapPCTBEHHbIX CPEACTB;
12) atTectauus n cepTudmKaumsa cneunanmncTos;
13) ytpatun cuny c 1 ceHTabps 2013 roaa. - PegepanbHbint 3akoH oT 02.07.2013 N 185-93;

14) ocywectBneHne papmakoHaa3opa;
(n. 14 B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

15) yyactue B meKAyHapO4HOM COTPYAHMUYECTBE;

16) nosnyyeHne no 3anpocam ynoAHOMOYEHHOro ¢peaepabHOro opraHa UCMOAHUTENbHOM BAacTU
OT UCNONHUTENbHbIX OpraHoB cybbeKToB Poccuiickoit Pepepauunm, a TakKe oT cybbeKToB obpalleHus
NleKapCTBEHHbIX CPeACTB AN MeAULMHCKOro NpuMeHeHus nHdopmaumm no BoONPocam yCTaHOBAEHUA U
NPUMeHEHUA LLeH Ha IeKapCTBeHHbIe NpenapaTtbl U HagbaBoK K HUM;
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapylleHMe 3aKoHoaaTenbcTBa Poccuiickol
depepauuy;

18) yTBEep:KAEHUE MPABWUA HAANEXKALLEN anTeYHOW NPaKTUMKK, NPaBUA XPaHEHUA NIeKapCTBEHHbIX
CPeacTs;
(n. 18 B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

19) ycTaHoBNneHWe nopAgKka GOPMUPOBAHUSA PErUCTPALMOHHOIO [0Cbe Ha JIeKapPCTBEHHbIN
npenapar g0 BETEPUHAPHOTO NPUMEHEHUA U TPebOoBaHMUMN K OKYMEHTAM B €ro COCTaBE;
(n. 19 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. PeaepanbHOro 3akoHa ot
30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - PegepanbHbiii 3akoH ot 30.01.2024 N 1-93;
22) ytpatun cuny ¢ 1 mapTa 2020 roaa. - PeagepanbHblit 3aKoH oT 27.12.2019 N 475-03;

23) yTBepKAeHMe TpeboBaHUI K MHCTPYKUMKN MO BETEPUHAPHOMY MPUMEHEHMIO EKAaPCTBEHHbIX
npenapaTos;
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(n. 23 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

24) NpuHATUE PELUEHUN, ABNAIOLMXCA OCHOBAHUAMM ONA BKAOYEHWUS OOMEHHbIX MMeH U (Man)
yKasaTtenen CTpaHuL, CaToB B MHPOPMALLMOHHO-TENEKOMMYHUKALMOHHON ceTu "UHTepHeT", a TaKxKe
CeTeBbIX aApPecoB B eAWMHYI aBTOMATM3MPOBAHHYIO MHGOPMaLMOHHYIO cuctemy "EQUHBIN peecTp
OOMEHHbIX MMEH, YyKasaTefield CTpaHuL, caiiToB B MHPOPMALMOHHO-TENEKOMMYHUKALUWMOHHOW CEeTU
"MHTepHeT" ©n ceTeBbiXx agpecos, MNO3BONAKWMX WAEHTUPUUMPOBATbL CalTbl B MHPOPMALNOHHO-
TeNeKOMMYHUKaLUNOHHOM ceTn "MHTepHeT", coaepalime nHGopmMmaLuto, pacnpocTpaHeHe KOTOpoW B
Poccuiickoit depepauum 3anpeweHo”, B OTHOWEHUU MHPOPpMaUMKM, COoAep’Kallelr npeasoXXeHue o
PO3HWYHOIM TOProBse JIeKapCTBEHHbIMM Mpenapatamy, B TOM 4YMUC/Ie AUCTaHLMOHHbIM Crnocobom,
PO3HMYHAA TOProBAsS KOTOPbIMW OFPaHUMYEHa WM 3amnpelieHa B COOTBETCTBUM C HACTOALMM
depnepanbHbIM 3aKOHOM, U (MAK) MHbOPMaLMKM, coaepiKallel NpeaoXKeHne O PO3HUYHOKN Toprosse
NIeKapCTBEHHbIMW MpenapaTtamn, B TOM YUCAE AUCTaHLMOHHbIM CNOCOBOM, NMMLAMM, HE MMEIOLLMMMU
JMLUEH3UN U paspelleHns Ha OCYLLEeCTB/IEHME TaKoW AeATeNbHOCTU, €CAW MOJIyYEHME JINLEH3UU U
paspelleHma NnpesycMOTPEHO 3aKOHO4aTeNbCTBOM 06 06paLLeHMM NeKapPCTBEHHbIX CPeaCTB;

(n. 24 B pen,. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) BblAaya paspelleHUit Ha BBOA, B TPaAXKOAHCKMIA 060pPOT  UMMYHOBMONOTUYECKUX
JIeKapCTBEHHbIX NPenapaTos.
(n. 25 BBegeH PepepanbHbim 3aKoHOM OT 28.11.2018 N 449-93)

26) perynnposaHue BOMPOCOB, CBA3aHHbIX C B3aMMO3aMEHSAEMOCTbIO JIeKapCTBEHHbIX NpenapaTos
ONA MeANUMHCKOTO NPUMEHEHMUA.
(n. 26 BBegeH PepepanbHbiMm 3akoHOM oT 19.10.2023 N 503-93)

CraTtba 5.1. Nepepaya ocywecTsaeHUs NOJHOMOUYMA deaepanibHbIX OPraHOB UCMOJHUTE/NIbHOM
B/IaCTU NpU 06paLLeHNN IeKAapCTBEHHDbIX CPEACTB UCMNOJIHUTE/IbHBIM OpraHam cy6beKkToB PoccuiicKoii
depepauum

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

MonHomoumns depepanbHbIX OPraHoB MUCMONHUTENBHOW BAACTM NpU 06palleHUM NeKapCTBEHHbIX
CPeAacTB, NpeayCMOTPEHHble HacTosawmMm degepanbHbiIM  3aKOHOM, MOTYT nNepepaBaTbCs  ANA
OCYLLECTBNEHMA WCNOMIHUTENbHBIM OpraHam cybbeKkToB Poccuitickoi depepaumy NOCTaHOBAEHMAMM
MpasutenbctBa Poccuiickoii Peaepaumm B nopsagke, yctaHoBneHHoM deaepanbHbiM 3akoHom oT 21
aekabpa 2021 roga N 414-d3 "0O6 obwmx NpUHLMNAX OpraHM3auMmM Ny6aMYHON BNacTM B CybbeKTax
Poccuiickoit depepaumn’.

Cratba 6. MONHOMOUYMA MCMONIHUTENbHbLIX OPraHoB cyb6beKTa Poccuiickoii degepaumn npu
06paLeHnn NeKapCcTBEHHbIX CPEACTB
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

K noaHOMOYMAM MCNONHUTENbHBIX OpraHoB cybbeKkTa Poccuitickon degepaumm npu obpalleHnn
NEeKapCTBEHHbIX CPeAcTB OTHOCATCA:
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) paspaboTka W peanusaums  pPernoHaNbHbiX Nporpamm obecneyeHna  HaceneHus
NeKapCTBEHHbIMM Npenapatamu;

2) ycTaHOB/AEeHWE npefesbHblX Pa3MeEPOB OMTOBbIX HAABGaBOK M NpefesbHbiX pPasmepos
PO3HUYHbIX HaAbaBoOK K (aKTUYECKMM OTMYCKHbIM LLeHaMm, YCTaHOBAEHHbIM MPOU3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MU3HEHHO
HEeo6X0AMMbIX N BayKHENLIMNX IeKapCTBEHHbIX NPenapaTos;
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3) ocyllecTBneHne pernoHasbHOro rocyAapCcTBEHHOrO KOHTPOAA 33 MNPUMEHEeHMeM LeH Ha
NNeKapcCTBeHHble npenapatbl, BKAKOYEeHHble B MNepeyeHb XWU3HEHHO HeO6XOp,VIMbIX M BaXKHeMnLwwmnx
JIEKAapCTBEHHbIX MpenapaToB, OpPraHM3aUMAMWU OMNTOBON TOProB/AW JIEKAPCTBEHHbIMU CpPeacTBamMM,
anTe4YHbiIMK1 OpraHunsaunamn, MHOUBUAYA/ZIbHbIMU nNpeanpUuHnmatTenamum, nmerwwmmm NNUeH3UK0 Ha
dapmaueBTUYECKYI0 AeATeNbHOCTb, MEAUUMHCKUMW OpraHM3aumsmm, UMELWMMM JIMUEH3UIO Ha
dbapmaLLeBTUYECKYIO AeATeNbHOCTb, U UX 060cobAeHHbIMM NOAPa3LeNeHUAMMN, PACNONOKEHHbIMU B
CeNbCKUX HAaCceNeHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT aNTEYHbIE OpraHn3aumu;

(8 pea. ®epepanbHbix 3aKkoHOB OT 25.06.2012 N 93-d3, o1 27.12.2019 N 475-d3, ot 08.08.2024 N 323-
®3)

4) npuHATUE pelleHns o6 MCNoNb30BaHUKM Ha TeppuTopun cybbeKkTa Poccuiickon Pepepauum
Hapa4y C peuenTaMm Ha NeKapCTBEeHHble npenapatbl, 0pOpPMAEHHbIMM Ha OymarKHOM HocuTene,
peLenToB Ha IeKAPCTBEHHbIE NpenapaTbl, CGOPMMPOBaAHHbIX B GOPME 3NEKTPOHHbIX LOKYMEHTOB.

(n. 4 BBepeH ®enepanbHbiM 3aKoHOM OT 29.07.2017 N 242-93)

Fnasa 3. TOCYAAPCTBEHHAA ®APMAKOIEA
CraTtbAa 7. Pa3paboTKa u nspgaHue rocyaapctBeHHoii papmakoneun, pasmelleHne AaHHbIX O Hell

1. Noga rocypapcTBeHHOM dapmaKkoneen MoHMMaeTcs cBog obwmx dapmakonenHbix ctaTten U
dbapmaKonenHbIx cTaTen.

2. PaspaboTka ob6bwmx dapmakonenHbix ctater M ¢dapmaKonelhHbiX CcTaTel, B TOM u4ucne
dbapmaKonelHbix cTaTelr Ha d¢apmakoneiHble CcTaHAapTHble 060pasubl, M BKIOYEHWE WX B
rocyfapCcTBeHHy0 (GapMaKoMer OCYLLeCTBAAIOTCA B MOPAAKE, YCTAaHOBNEHHOM YMNO/JHOMOYEHHbIM
beaepanbHbIM OPraHOM UCNOJHUTE/IbHOM BAACTH.

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTKa papmakonenHomn cTaTbn Ha pedepeHTHbIN eKAaPCTBEHHbIN NpenapaT U BKAOYEHMe
ee B rocyZapCTBEHHYIO papMaKomnelo B TeYEHMEe CPOKa AENCTBMA 3aLlMTbl UCKAOUYUTENBHOTO NpPaBa,
YAOCTOBEPEHHOrO MaTEHTOM Ha pedepeHTHbI NeKapCTBEHHbIW NpenapaT, OCYLLEeCTBAAOTCA C COoriacus
ero paspaboTumka.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHasa ¢dapmakones W34aeTcs YNoJAHOMOYEHHbIM dedepanbHbiM  OpraHom
WCMONHUTENBHOM BNAcTU 3a CYeT cpeAcTB denepanbHOro 6loasKeTa UM NogNeXUT NnepensfaHuam He
pexke Yem OAMH pas B NATb /IET, B NEPUOL MEXKAY KOTOPbIMU U343t0TCS NMPUIOKEHNA K FOCY4apCTBEHHOM
dapmakonee, cogepalwme oblme dapmakoneiHble cTatbM M (MAKM) dapmaKonelHble CTaTbM,
yTBEPXKAEHHbIE NOC/e U34aHMA UK NePEN3LAHMA TOCy4apCcTBEHHOM dpapmaKoneu.

5. YNonHOMOYEeHHbI ¢eaepanbHblit OpraH MCMOAHWUTENbHOM BAACTU pasMellaeT AaHHble O
rocyfapcTBeHHOM dapmakonee M MPUIOKEHUAX K Hel Ha cBoem oduUMaNbHOM caiTe B CeTu
"MHTepHeT" B yCTaHOBNIEHHOM MM NoOpsAAKe.

Fnasa 4. TMLUEH3UPOBAHUE NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB
n ¢APMALI,EBTVI‘-IECKOVI AEATENIbBHOCTH, FOCY,CI,APCTBEHHbIﬁ KOHTPOJ1b
(HAO30P) B COEPE OBPALLEEHMA NEKAPCTBEHHbIX CPEACTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA /IEKAPCTBEHHbIX CPeacTs U dapmaueBTUYECKON
AeATeNbHOCTU

1. /lnueH3snpoBaHue NPOU3BOACTBA JIEKAPCTBEHHbIX CPeaCTB U d)apmau,eBquecxoﬁ 0eATeNnbHOCTU
OCyLLEeCTBNAETCA B COOTBETCTBUU C 3aKOHOAATE/IbCTBOM Poccuiickoi dJep,epau,MM.
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2. Ob6AsaTenbHbIM YCNO0BMEM MNPEAOCTaBAEHUS JIMLEH3UWM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABAAETCA NMPUONKEHME K 3aAB/EHUID COUCKATENA JINLEH3UN NepedHa NeKapCcTBEHHbIX dopm 1
(nnn) Bmpos dapmaueBTMUECKUX CyBCTaHUMI, KOTOpble MPOU3BOAUTE/b JIEKAPCTBEHHbIX CpeacTs
HamMepeH NPon3BOANUTb.

3. B cnyyae HEOBXOAMMOCTM pacliMpeHns NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
JIEKapCTBEHHbIX ¢OpM U BMAOB PapMaLLeBTUYECKUX CYyOCTaHUMA MNPOM3BOAUTE/b JIEKAPCTBEHHbIX
CPeACTB AO/MKEH MoAaTb B JIMLEH3UPYIOLWMIA OpraH 3asB/eHWEe O BHECEHUU WM3MEHEHUI B peecTp
JIMLEH3U1IM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB.

(B peq,. PegepanbHbix 3akoHOB 0T 02.08.2019 N 297-®3, o1 11.06.2021 N 170-$3)

4. IueH3ns Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPpeacTB (bapmaueBTUYecKon cybcTaHuMM cnvpTa
aTMNoBOro (3TaHo/sa) BbIAAETCA MPU YCNOBUWM HA/NMUMA Yy OpraHM3auMm Ha npaBe COBCTBEHHOCTH,
XO03ANCTBEHHOrO BEAEHUA UM ONEepPaTUBHOINO YNpaB/ieHMA OCHOBHOIO TEXHO0MMYEeCKoro o6opya0BaHuUA
AN NPOM3BOACTBA 3TWUJIOBOIO CNMPTA, 3aPErnMcTPMPOBAHHOIO B COOTBETCTBUM €O cTatben 14.1
dPepepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-®3 "O rocypapcTBEHHOM pPeryiMpoBaHUM
npoussoacTBa M o0bopoTa 3TUIOBOrO CNWPTa, aJKOFONbHOW U CNMPTOCOAEpPrKaLLe NpoayKunn mn ob
orpaHmMyeHun notpebneHus (pacnuTma) ankorobHOM NpoayKummn".

(4actb 4 BBeaeHa PegepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

Cratba 8.1. Oc06eHHOCTM NULEeH3UPOBaHUA MPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcCTB
(bapmaueBTnueckoii cybctaHUMKM cnupTa aTMN0BOrO (3TaHONA)

(sBegeHa dPepepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

1. [eWictBMe AMLEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTs (dbapmaueBTUYecKoln
cybcTaHUMM cnvpTa 3TWMIOBOrO (3TaHoO/Ma) MPWOCTAHABAMBAETCA B 4YacTWM NpaBa Ha MPOU3BOACTBO
dapmaLeBTMYECKOM cybCTaHUMM CNMpTa 3TUNOBOrO (3TaHONA) JNUEH3UPYIOWMM OPraHoM B C/yyasi,
onpeaeneHHblx ctatbelt 20 PegepanbHoro 3akoHa ot 4 masa 2011 roga N 99-3 "O AnueH3npoBaHMMU
OTAe/IbHbIX BUAOB AeATEeNbHOCTM", a TaKKe Ha CPOK MPUOCTAHOBAEHUS AOENCTBMA JINLEH3UU Ha
npou3BoACTBO 3TUI0BOrO CNMPTa A/ NPOU3BOACTBA papmaLeBTUYECKOM CybCTaHL MM CNMPTa 3TUI0BOTO
(sTaHona), BbIAAHHOM B cooTBETCTBMM C PegepasbHbIM 3aKOHOM OT 22 Hosbpa 1995 roga N 171-d3 "O
rocygapcTBEHHOM peryanpoBaHMM Npou3BoACTBa M obopoTa 3TUIOBOrO CNMPTa, asKOroAbHOW U
cnupToCcoAep Kalle npoayKuum U 06 orpaHuyeHMM notpebneHuns (pacnuTusA) aNKOrosibHOM

npoaykumn".

2. [deictBue /NMUEH3MM HaA NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaLeBTUYecKomn
cybcTaHUMM cnmMpTa 3TWUNOBOro (3TaHona) B 4acTM nNpaBa Ha NPOU3BOACTBO dapmaueBTUYECKOM
cybcTaHUMM cnupTa 3TWUIOBOrO (3TaHoNa) NpeKpawaeTca JIMUEH3UPYIOWMM OpraHoM B Cay4asX,
onpeaeneHHblx ctatbelt 20 GeaepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nnueH3npoBaHUMU
oTAenNbHbIX BUAOB AEATE/NbHOCTU", a TaKXe C AaTbl MPeKpalleHUAa WAW aHHYIMPOBAHWA AeNCTBUA
JNIMLUEH3MN Ha NPOU3BOACTBO 3TWUJIOBOrO CNMpTa ANA NPOM3BOACTBA papmaueBTUYecKoln cybcTaHuumu
cnupTa 3TUN0BOro (3TaHo/a), BblAAaHHOM B COOTBETCTBUM ¢ PeaepanbHbiM 3aKOHOM OT 22 Hoabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryaMpoBaHUM NPOU3BOACTBA U 06OpOTa 3TMNOBOrO CNUPTa,
aNKorofibHOM U cnupTocoAepXKalen npoaykumMm M o6 orpaHuyeHun noTpebneHus (pacnuTtus)
aNKorosbHOM npoaykummn".

KoHcynbTaHTIAOC: NpumeyaHue.

Ct. 8.2 Ha TeppuTopuax [oHeukon HapopaHoi Pecnybnuku, JlyraHckon HapoaHoli Pecny6amku,
3anopoXKcKoi obnactn, XepcoHcKol obnactn npumeHsetca ¢ 01.09.2024 (3 ot 04.08.2023 N 428-
®3).

Cratba 8.2. OcobeHHOCTM AMueH3upoBaHUA QapmMmaLeBTUYECKON [eATeNbHOCTM B YacTU
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OCYLLLEeCTB/IEHUA ONTOBOI TOProB/N JIeKapCTBEHHbIMU CPeACTBAMMU
(sBepeHa depepanbHbiM 3akoHOM oT 04.08.2023 N 428-93)

1. JeictBne nnueH3nM Ha GpapmMaLLeBTUYECKYIO AEeATE/IbHOCTb B YacTW OCYLLECTBJEHWUA OMNTOBOM
TOProB/IM  NIEKAPCTBEHHbIMW  CPeAcTBaMU  ANA  MEAMUMHCKOTO  MPUMEHeHUs  MpeKpaliaeTcs
JINLUEH3MPYIOWMM OPraHOM B Cydanx, onpeaesieHHbIx ctatbent 20 ®egepanbHOro 3akoHa ot 4 mana 2011
roga N 99-®3 "O AMUEH3MPOBAHMWU OTAE/bHbIX BUAOB AEATENbHOCTU", a TaKXKe MO pPeLleHuto
JIMLEH3UPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBUM C HACTOALLEM YacTblo. B cnyyae BbiABAEHUA MpU
ocywectBneHnn deaepanbHOro rocyaapcTBEHHOro KOHTponsa (Hagsopa) B coepe obpaleHus
NIeKapCTBEHHbIX CPeACTB HapyleHUs opraHM3auMelt onToBOM TOProB/AW JIeKaPCTBEHHbIMU CpeaCcTBaMum
TpeboBaHuii yactein 1 - 3 cratbn 53 HactoAwero PenepasbHOro 3aKOoHA LENCTBME JIMLEH3UM Ha
bapmaLeBTUMUYECKYIO AeATe/NbHOCTb B YacTW OCYLLECTB/IEHUS OMTOBOM TOProB/AW JE€KAPCTBEHHbLIMU
cpencTBamm 4na MeAUUUHCKOrO NPMMEHEHUS NPUOCTAaHABINMBAETCA B Te4eHne aecATn paboumx gHel co
[OHSA BbIABNEHMA YKa3aHHOro HapyweHua. [elcTBue NMUEH3UM Ha papMaleBTUUECKYIO AeATe/IbHOCTb B
YacTU OCYLLEeCTB/IEHUS ONTOBOM TOPrOB/AIM JIEKAPCTBEHHbIMW CPEACTBAMM  AN1A  MeAMUMUHCKOro
NPUMeHEeHNA NPUOCTaHaBANBAETCA Ha CPOK, KOTOPbIM onpeaenaeTca MLEH3UPYIOLMM OPraHoM (HO He
MeHee 4YeM Ha OAWMH MecAl), MO WCTeYEeHWM KOTOPOro AencTBME AAHHOW JIMLEH3UU TMOANEKUT
NPEeKPaWeHNUt0o Ha OCHOBAaHMW peLleHMA JIMLLEH3MPYIOLWEro OpraHa, 3a WCKAYEeHWEeM Ccayyas,
YKa3aHHOro B YacTU 2 HACTOALWEN CTaTbMy.

2. [elictBMe NMLEH3MM Ha GapMaLEBTUYECKYIO AeATe/IbHOCTb B YacTW OCYLLECTB/IEHUA OMNTOBOW
TOProBAW JIeKAPCTBEHHbIMM CPEeACTBAaMM AN MELMLMHCKOrO NPUMEHEHUA, AEeNCTBME KOTOpOM
NPUOCTAHOB/IEHO B COOTBETCTBUM C YacTbio 1 HACTOsALWEN CTaTbW, MOANEKMUT BO30OOHOBIEHUIO B C/yYae,
€C/1 B Nepuog NPWOCTAHOBAEHWA AEUCTBMA AAHHOM NIMLEH3MM B pamKax gocyaebHoro ob:kanoBaHusa
pelleHne KOHTPO/IbHOTO (HaZA30PHOro) OpraHa B YacCTM BbIIBIEHHOIrO HapyLweHWa TpeboBaHuit Yacten 1 -
3 cTatbk 53 HacToAwero dPesepanbHOro 3aKOHa OTMEHEHO. B yKasaHHOM c/lyyae aeicTBue IMLEH3UU Ha
bapMaueBTUYECKYIO [eATe/IbHOCTb B 4YacTW OCYLLEeCTBJAEHMUS ONTOBOW TOPrOBAM NEKAPCTBEHHbIMM
CpeacTBamMmn Aaa MeAUUMHCKOro NMpUMMeEHEeHUA BO30OHOBAAETCA He no3gHee ogHOro paboyero gHs co
[HA OTMEHbI pPeLLeHNA KOHTPOIbHOTO (HaA30PHOr0) opraHa.

CraTtba 9. locypapcTBeHHbIN KOHTPOAb (Haa30p) B cdhepe obpaLleHUa NeKApCTBEHHbIX CpeacTs
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyfmapCTBEHHbIM KOHTpOAb (Hag3op) B cdepe o0b6paLLeHUs JIeKAPCTBEHHbIX CpeacTs
OCYLLEeCTBAAETCA nocpeacTBoM ¢eaepanbHOro rocyapCTBEHHOrO KOHTposa (Haasopa) B cdepe
obpalleHna NeKapcTBEHHbIX CPeacTB U denepasnbHOro rocyAapcTBEHHONO JIMLEH3MOHHOMO KOHTPOA
AeATeNbHOCTM MO NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB, OCYLECTBASEMbIX deaepasibHbiMM opraHaMu
NCMNONHUTENBHOM BNACTK, YNOJHOMOYEHHbIMM MpaBuTeNbCTBOM Poccunitickoit degepaumu.

2. Mpegmetom ¢deaepanbHOro rocyLapCTBEHHOIO KOHTPOAA (Haa3opa) B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB ABNAIOTCA:

1) cobnoaeHmne obasatenbHbIX TpeboBaHUI B chepe 0bpalLeHna NeKapCTBEHHbIX CPeacTs, B TOM
yucne:

a) TpeboBaHUN K [OKJAMHMYECKMM WCCNEAO0BAHUAM /IEKAPCTBEHHbIX CPEACTB, KAMHMYECKUM
NCcCNeoBaHMAM  NIEKAPCTBEHHbLIX MPenapaTtoB, W3roTOBNEHWIO, XPaHEHWIO, NepeBO3Ke, BBO3y B
Poccuiickyto ®egepaumio, OTNYCKYy, peanusaumu, nepepaye, MNPOAaXKe JIEKAPCTBEHHbIX CPeACTB,
NPUMEHEHUNIO NIEKAPCTBEHHbIX MPENapaToB, YHUUTOKEHWUIO /IEKAapPCTBEHHbIX CPEeACTB, YCTaHOBAEHWUIO
NpPOM3BOAUTENAMM NIEKAPCTBEHHbIX MPEnapaToB LEeH Ha NeKapCTBeHHble npenapatbl, BKAOYEHHbIE B
nepeyvyeHb *KMU3HEHHO HEOBXOANMbIX M BarKHEWLNX IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHUI K COOTBETCTBMIO /IEKAPCTBEHHbIX CPEACTB, HaXoAAWMXCA B 06palleHun,


https://login.consultant.ru/link/?req=doc&base=RZB&n=453890&dst=100011
https://login.consultant.ru/link/?req=doc&base=RZB&n=454666&dst=100260
https://login.consultant.ru/link/?req=doc&base=RZB&n=464307&dst=102523
https://login.consultant.ru/link/?req=doc&base=RZB&n=490202&dst=100011
https://login.consultant.ru/link/?req=doc&base=RZB&n=490202&dst=100011

noKasaTtensam Kayectsa, 3¢ HeKTMBHOCTU 1 6e30MacHOCTH, YCTaHOB/IEHHbIM B COOTBETCTBMWN C HAaCTOALLMM
depepasibHbIM 3aKOHOM;

B) TpeboBaHWit K cobaogeHno cybbekTamm obpalleHns IeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
yactn 1 ctatbn 67.1 HacToawero ®PeaepanbHOro 3aKOHa, OrPaHUYEHWUIA, Hafaraembix cTatbsimn 67.1 m
67.2 HacToswero ®enepanbHOro 3aKOHa;

2) cobnogeHue NNUEH3MOHHBbIX TpeboBaHWM K  OCYyLLEeCTB/eHUIO  dapmaleBTUYECKoln
[eATeNbHOCTH;

3) cobnoaeHue TpeboBaHMN K NpeaocTaBieHUI0 CcybbekTamn obpalleHns NeKapCTBEHHbIX
CpeacTB  WMHPOPMaUMKM O JIEKAapCTBEHHbIX CpeacTBax WM (MIM)  NEeKapCTBEHHbIX NpenapaTtax,
npeaycMoTpeHHom ctatbsammn 9.1, 52.1, 52.2 1 64 HacToAwero PesepanbHOro 3aKoHa;

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 n. 4 u. 2 cT. 9 yTpaumsaeT cuay (3 ot 20.10.2022 N 405-D3).

4) cobntogeHne npeaycMoTpPeHHbIX cTaTbel 55.1 HacToAwero deagepanbHOro 3akoHa TpeboBaHuli
K MNPOBEAEHWUIO IKCMEPUMEHTA MO OCYLLECTBJEHUIO PO3HWUYHON TOProBAW JIEKAPCTBEHHbLIMMU
npenapatamm Aaa MegMUMHCKOIrO MPUMEHEHMA, OTMYCKaeMbIMM MO pPeLenTy Ha NeKapCTBEHHbIN
npenapar, AUCTaHLMOHHbIM COCoboMm.
(n. 4 BBepeH depepanbHbim 3aKoHOM 0T 20.10.2022 N 405-03)

2.1. B uensx obecneyeHua rocygapcTBEHHOrO KOHTpona (Hagsopa) B cdepe obpalieHun
NNeKapCTBEHHbIX cpeact8  denepanbHbli  OpraH  WCMONHWUTENbHOM  BAACTW,  OCYLLECTBAAOLMIA
roCyfapCTBEHHYIO PErMCTPaLMIO JIeKapcTBEHHbIX NpenapaTos, npegocTasnseT denepasbHOMy OpraHy
WCMONIHUTENLHON BAAcTW, OCylwecTBAAloWeMy JYHKUMM MO  KOHTPOA W Hagsopy B cdepe
34paBOOXPAHEHMs, MO €ero 3afpocy B pPamMKax MeXBeAOMCTBEHHOr0  MHPOPMALMOHHOIO
B3aMMOZENCTBMSA B NOPALKE, YCTAHOB/IEHHOM YKa3aHHbIMU dpeaepanbHbIMU OpraHaMy UCNOTHUTEIbHOW
BNACTU, Cnefylowme CBeAEHMSA O NIeKApCTBEHHbIX CPeACTBaX, B TOM 4uC/ie B C/yyae, eCan TaKkue
CBEAEHMSA COCTAB/AIOT KOMMEPYECKYIO TalHY:

1) cBeaeHuUs o papmaueBTUYECKOM cybCTaHLMK:

a) HaumeHoBaHMe dapmaueBTUYECKOM cybCcTaHLMM, ee CTPYKTYpa, obLumne CBOMCTBA;
6) HauMeHOBaHWe U apec NPOU3BOANTENS;

B) CBOICTBA M CTPYKTYpa AENCTBYIOLMX BELLECTB;

r) XapaKTepUCTUKa Npumecel;

4) cneumdmKauma Ha papmaLeBTUYECKYHO CybCTaHLMIO M ee 060CHOBaHME;

€) aHanuTU4YecKMe MeTOAMKU, WCNOJb3yeMble MPU  OCYLLECTB/IEHUM KOHTPOAA KayecTsa
dbapmaLeBTMYECKOM CybCTaHUMW;

) pesynbTaTbl aHANN30B cepuii hpapmMaLLeBTUHECKON cybCcTaHUmu;

3) NnepeyeHb CTaHAAPTHbIX 06Pa3LLOB UM BELLECTB, MCMO/b3YeMbIX MPU OCYLLECTBAEHUN KOHTPOAA
KayecTBa papmaLeBTUYECKoW cybcTaHumu;

M) OnnCaHne XapaKTepnUCctnk 1 CBOWCTB YNaKOBOYHbIX MaTePMNAZIOB U YKYNMOPOYHbIX CPEACTB,;

K) AaHHble 0 CTabMNbHOCTU hapMaLEBTUYECKOW CcybCTaHUMNM;
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N1) CPOK roaHOCTY;
2) cBeeHMA O IeKapCTBEHHOM npenapaTe A8 MeAULMHCKOro NpMMeEHeHUA:
a) onucaHMe 1 CocTaB JIeKapCTBEHHOro npenapaTa 418 MeANLUHCKOIo NPUMEHEHUS;

6) onucaHne dapmaueBTMYecKon pa3paboTkn (obocHoBaHWe BblIGOpa cOCTaBa, MNEPBUYHOINA
YMaKoBKM);

B) HAUMEHOBaHWE U agpec MecTa OCyLLEeCTBAEHMA NPOU3BOACTBA /IEKAaPCTBEHHOIO NpenapaTa 4Ns
MEANUMHCKOTO MpPUMEHeHMA (B C/lyyae HanMuMA HECKOJIbKMX YYaCTHMKOB Mpouecca NpousBoAacTBa
HeobxoAMMO yKa3zaTb HaMMEHOBaHME N aApec Kaxa0ro U3 HuX);

r) MMKPOBMOIOrMYECKME XapPaKTEPUCTUKMY;
[1) onucaHne XapaKTEPUCTMK M CBOMCTB YNAKOBOYHbIX MaTEPUA/IOB U YKYNOPOUHbIX CPeACTB;
e) TpeboBaHUsA K KAaYeCTBY BCMOMOraTe/IbHbIX BELLLECTB;

)'K) dHaInTU4eECKnEe MeToanKkn, Mucnosiblyembie npu ocywectB/IeHUN KOHTPONA KadecCTBa
BCNOMOraTe/ibHbIX BELWLECTB,

3) cBegeHuA 06 MCnonb30BaHMM BCMOMOraTesIbHbIX BeuwlecTts 4esioBe4eCkoro n XumMBOTHOIO
NPOUCXOXKAEHUA,

VI) cBegeHuA 06 MCN0/Ib30BaHUM HOBbIX BCMOMOTaTeIbHbIX BeulLecTs,

K) TpeboBaHMSA K KauyecTBy JIEKapCTBEHHOro mMpenapata Ans MeAWULMHCKOrO NpPUMEHEHUs
(cepTnduKar, cneumnduKaumsa Ha NeKapCcTBEHHbIM NpenapaT U UX 060CHOBaHMKE);

}'I) dHaAnTn4eCckme MeToguKkuy, ucnosabdyemble nNpu  OCywecCTtBNEHUM KOHTPO/IA KaydecCTBa
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMmeHeHnA,

M) pe3ynbTaTbl aHAIM30B CePUiA IEKaPCTBEHHOro Npenaparta 414 MeAMLMHCKOro NPUMeHeHs;
H) XapaKTepucTMKa npumecen;

O) nepevyeHb CTaHOAPTHbIX O6pa3LI,OB, MncnosibdyembiX nMpn oCyuweCTBIEHNN KOHTPOIA KayecCTBa
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMeHeHnA,;

n) AaHHble 0 CTabUNABbHOCTU NEKAPCTBEHHOIO NpenapaTa 418 MeANLNHCKOTo NPUMEHEHMUS;
3) oTYeTbl 0 AOKAMHUYECKUX UCCEeL0BAHUAX;

4) oTYeTbl O KAMHUYECKUX UCCNeL0BaHMUAX;

5) mactep-dpann cucremnbl bapmakoHaa3opa;

6) NnaH ynpaBieHUsa pUckamu.
(4acTb 2.1 BBeaeHa depepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

3. Mpu ocywecTBieHUn deaepanbHOro rocyaapCTBEHHONO KOHTpons (Hagsopa) B coepe
06palleHna NeKApCTBEHHbIX CPeACTB MNPOBOAATCA chaeaylolme BUAbl KOHTPOJIbHbLIX (Hag30pHbIX)
MeponpuUATUiA:

1) poKyMeHTapHanA NPoBepKa;

2) Bble3gHanA NPOBEpPKa;
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3) BbIGOPOYHBI KOHTPO/Ib KaYecTBa;
4) KOHTPONbHAsA 3aKyMKa;
5) MIHCMEeKLUMOHHbIN BU3UT;

6) HabnogeHne 3a cobnogeHnem o6A3aTeNbHbIX TpPeboBaHUI (MOHUTOPUHT 6He3omacHOCTK)
(dapmakroHagsop).

4. OpraHusauusa u ocywecteneHne ¢deaepanbHOro rocyaapCTBEHHOrO KOHTpoas (Hagsopa) B
chepe obpalleHnsa NeKapcTBEHHbIX cpeacTs peryanpytorca PegepasbHbiM 3akoHoM oT 31 mwona 2020
roga N 248-®3 "O rocyaapcTBeHHOM KOHTpoJie (Haa3ope) n MyHUUMNaAbHOM KOHTpoJie B Poccuitckol
depepauun’.

5. BHennaHoBbI BbIGOPOYHBLIN KOHTPOAbL KayecTBa MPOBOAWUTCA B TOM YMCAe HAa OCHOBAHMU
Nporpammbl MPOBEPOK.

6. M1aHOBbIM BbIOOPOUYHBI KOHTPO/Ib KAYeCTBa He NPOBOAUTCA.

7. No pesynbTaTam ¢defepanbHOro rocyLapcTBEHHOrO KOHTPOASA (Hag3opa) B coepe obpalueHus
NIEeKapCTBEHHbIX CPEACTB HapALy C pPelleHUsmMMU, NpeaycMoTpeHHbiMM PepepanbHbiM 3akoHOM OT 31
uions 2020 roga N 248-d3 "O rocynapCTBEHHOM KOHTpose (Hags3ope) U MyHMUMMNaAbHOM KOHTpoO/Ee B
Poccuiickon Pepepauumn”, begepanbHbiMM OpraHamMu UCNONHUTENIbHOM BNACTU, YNOJHOMOYEHHbIMW Ha
ocyuiectBneHve ¢eaepasbHOro rocyaapCTBEHHOro KOHTpons (Haasopa) B chepe obpaweHus
NIeKapCTBEHHbIX CPEACTB, MPUHMUMAIOTCA CeyoLme peleHuna:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) o lCl,a}'IbHe[/‘ILLIEM rpaxKaaHCKom o6op0Te cepun, nNapTmm COOTBETCTBYHOLWLEINO NEKAPCTBEHHOIO
cpeactea B C/iydae noaTBepXKA4eHNA NO pe3yanbTaTtam NpoBeAEHHbIX MCMNbITAaHUN COOTBETCTBUSA KayecTBa
NeKapCTBEHHOro cpeacresa YCTAaHOB/IEHHbIM Tp86OBaHMHM,'

2) 06 M3BLATUKN U3 rpaxaaHCKoro o6op0Ta cepunn, NapTmm COOTBETCTBYHOLWLEINO /1IEKAPCTBEHHOIO
cpeacrtea B C/y4ae BblAB/IEHMA NO PeE3ysibTaTaM NpoBeaeHHbIX WUCNbITaHUN HECOOTBETCTBMA KauyecTBa
NeKapCTBEHHOro cpeacrsa YCTaHOB/IEHHbIM Tp66OBaHMFIM,'

3) 0 nepeBoAe NEKAPCTBEHHOrO CPeACTBA Ha MOCEPUIHbIA BbIOOPOYHbIA KOHTPO/Ib KayecTsBa
NNeKapCTBEHHbIX CPEACTB B C/y4yae NMOBTOPHOrO BbiABJAEHUS HECOOTBETCTBMSA KayecTBa JIeKapCTBEHHOro
CpencTBa yCcTaHOB/EHHbIM TpeboBaHMAM U (NpU HeobxoaMMOCTU) O NPoBepKe cybbeKkTa obpaleHns
NeKapCTBEHHbIX CpeacTB. Pacxoabl, CBA3aHHblE C NPOBeAEeHNEM NOCEPUIHOIO BbIGOPOYHOrO KOHTPOASA,
ON/IaYnBaloTCA NPOU3BOAMTENEM JIEKAPCTBEHHOIO cpeacTsa AMBO AepikaTesiemM WMAW BAageNbLem
PerncTpaunoHHOro y40CTOBEPEHUA 1EKAaPCTBEHHOrO Npenapara.

4) O CHATMM NEKapCTBEHHOTO CPeacTBa C MOCEPUIMHOIO BbIBOPOYHOrO KOHTPOAA KayecTBa
NEeKapCTBEHHbIX CPEeACTB Ha OCHOBAHMM MONOMKMUTENbHbBIX 3KCNEPTHbIX 3aKAOYEHUN, BblAAHHbIX
denepanbHbIM roCyaapcTBEHHbIM BIOAMKETHBIM YUYpeXKAeHUeM, NoABeAOMCTBEHHbIM deaepanbHOMy
OpraHy WMCMNONHWUTENbHOW BAACTW, OCyLLecTBAAOWEMY GYHKUMM MO KOHTPOAO WM Hagsopy B coepe
34paBoOOXpaHeHus, unn degepanbHOMY opraHy UCNOMHUTENbHOW BAACTU, OCyLecTBAsAWeMY GYyHKUUN
No KOHTPOMO M Hagsopy B chepe obpaleHUA NeKapCTBEHHbIX CPeACTB ANA BeTepUHapHOro
NpUMeEHEHNA, Ha OCHOBaHWM MPOTOKO/A UCMbITaHUI IEKaPCTBEHHOrO CPEeACTBA, MPOBEAEHHbIX NO BCEM
NoKasaTensim yTBepXKAeHHOM HOPMATUBHOM AOKYMEHTaUUN (HOPMATUBHOTO AOKYMEHTA) B OTHOLLIEHUM
Tpex cepuii 1eKapcTBEHHOIO CPeACTBa.

(n. 4 BBepeH ®epepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-93)

8. PepepanbHbI rOCyAaPCTBEHHDbIN NUUEH3UOHHbBIA KOHTPOAb AEATEeNbHOCTM MO NPOU3BOACTBY
IEKAapCTBEHHbIX CPEACTB OCYLLECTBNAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckom
depepauun.
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CratbAa 9.1. Mporpamma npoBepoK
(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. B uenax opraHn3aumm BbIGOPOHHOro KOHTPO/IA KauecTBa SIeKapCTBEHHbIX cpeacTs dopmmpyeTca
nporpamma npoBepoK.

2. Ona uenelt peanusaumu Nporpammbl MPOBEPOK MPOU3BOAUTENN JIEKAPCTBEHHbIX CPeacTB U
OpraHM3aumMK, OCYLLEeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeacTB B Pocculickylo  depepauuio,
NpeAoCTaBNAIOT B  OTHOLIEHMM JIEKAPCTBEHHbIX CPeACTB A1 MEAMUMHCKOTrO TMNPUMEHEeHus B
YNO/IHOMOYEHHbIN deaepanbHbii OpraH MCNOAHUTENIbHON B/IACTM, OCYLULECTBAAOWMA GYHKUUMM MO
KOHTPOMIO W Hapgsopy B coepe 34paBOOXPAaHEHMA, B OTHOLIEHMM JIEKAPCTBEHHbIX CPeacTB And
BETEPUHAPHOrO MPUMMEHEHMA B YNOJIHOMOYEHHbIM denepanbHbli OpraH WCNOJHUTENbHON BAACTH,
OCYLLECTBAAOWMIA PYHKLNM NO KOHTPOAIO U Hag3opy B chepe obpalleHna nekapCTBEHHbIX CPeACTB A
BEeTEPUHAPHOro NpMMeHeHuA, cBeaeHUA O cepuax, NAPTUAX NIEKAPCTBEHHbIX CPeaCcTB, NOCTYNaloWwmx B
rpa*kaaHckmn obopoT B Poccuiickoli depepaummn, B nopagke, coctaBe M obbeme, YCTaHOBAEHHbIX
YKasaHHbIMKU ¢defepasbHbIMU  OpraHaMyM MUCMOJHUTENbHOM BAACTM B OTHOLIEHWW NIEKAPCTBEHHbIX
CPeacTB AN MeAMULMHCKOrO NPYMEHEHMSA U B OTHOLIEHUW IEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO
NpPUMeEHEHNA COOTBETCTBEHHO.

3. Mporpamma npoBepoK GpopMUpPYeTcs Ha KaneHZapHbli rog B cpok Ao 30 pekabpa roga,
npeaLwecTBYIOWEro rogy NnposeseHus BbIBOPOYHOro KOHTPOASA.

4. B cnyyae HactynsieHua cobbITMA, yKasaHHbIX B nognyHktax "6" u "B" nyHkTta 2 4yactm 6
HacTosLlen cTaTbM, PpeaepasnbHbIM OPraHOM UCMONHUTENbHOW BAACTM, OCYLLECTBAAOWMM GYHKLMMU NO
KOHTPOJIIO M Hag3opy B chepe 34paBOOXpaHeHUs, denepasbHbIM OPraHOM WMCMOJIHUTENIbHOW BAACTH,
OCYLLECTBAAOWMM GYHKLMM NO KOHTPOJIIO U Hag3opy B cdepe obpalleHms NeKapCTBEHH bIX CpeacTs g
BETEPMHAPHOIO MPUMEHEHMUS, NPW HEeobXOAMMOCTM BHOCATCA COOTBETCTBYHOLLIME W3MEHEHUA B
nporpammy NpoBepoK.

5. B nporpammy nNpoBepOK MOTyT BKNKOUYATLCA MEPONPUATUA C YYETOM HapyLEHW, BbiSBIEHHbIX B
paMKax KOHTPOJIbHbIX (HaZA30PHbIX) MEPONPUATUI 3a NPeabIAYLLMIA KaneHaapHbIN roa,

6. Nporpamma NpPoOBEPOK COAEPKMUT:

1) nepeyeHb NEeKapCTBEHHbIX CpeacTs, 0T6op 06pasLoB KOTOPbIX BYAET OCYLLECTBAATLCA B paMKax
BbI6OPOYHOrO KOHTPOIA, GOPMUPYEMBIN C YY4ETOM PE3Y/1bTaTOB rocyAapCTBEHHOIO KOHTpOAA (Haa3opa)
B coepe 06palleHUA NEeKapCTBEHHbIX CPeACTB 33 KaneHAapHblM rog, nNpeAwWwecTByOWMiA roay
npoBeAeHNa BbIBOPOYHOTo KOHTPOIS;

2) YKa3aHuWe Ha C06bITMe, HacCTynjieHne KOTOpOoro ABAAEeTCA OCHOBaHMEM [ONA OCyWweCTB/EeHUA
BbI60pOHHOI'O KOHTpPOANA:

a) nonyyeHue cBeAEHUN, NPeAcTaBAAEeMbIX B COCTaBe U 0b6bemMe, YCTaHOBNAEHHbIX deaepanbHbIM
OpPraHOM WCMONHUTENbHOM BAACTU, OCYLLECTBAAOWMM GYHKLUMM MO KOHTPOAKO M Hagsopy B cohepe
3[paBoOXpaHeHUs, peaepanbHbiM OPraHOM MCNOAHUTENBHOW BNACTU, OCYLLECTBAAKOWMM PYHKLMKU NO
KOHTPO/II0 1 Haa30py B chepe obpallleHns NeKapCTBEHHbIX CPeACTB A1 BeTEPUHAPHOIo NPUMEHEHUA, O
cepusax, MapTUAX JNIeKapCTBEHHbIX CPeACTB, MOCTynaloWMxX B rpakgaHckuii obopoT B Poccuiickoin
depepaumnmn, YyKasaHHbIX B MyHKTe 1 HacToAWEeN 4acTW, OpraHM3auMamM, OCYLLECTBAAKOLWMMMU
NpPOM3BOACTBO /SIEKAPCTBEHHbIX CpeacTB B Poccuitckon degepaumm M BBO3 SIEKAPCTBEHHbIX CPeAcTB B
Poccuiickyto Peaepaumio, 3a UCKIOMEHNEM CEPUIN UM NAPTUIA NEKAPCTBEHHbIX MPEnapaToB, YKa3aHHbIX
BYacTn 4 ctatbn 52.1 nyactm 6 ctatbm 52.2 HacTtoawero PenepanbHOro 3aKOHa;

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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6) nonyyeHne nocTynatollel B NnopAaKe, yCTaHOBAEHHOM CTaTbel 64 HacTosiwero dPeaepanbHoro
3aKOHa, MHOPMALUMM O NOBOYUHBIX AENCTBUAX, HEXKENATENBbHbIX PEAKUMAX, CEPbe3HbIX HexenaTebHbIX
peaKkumnnax, HenpeasuAEHHbIX HEXEeNATeNbHbIX PeakUMAX NPU NPUMEHEHMUM NEKAPCTBEHHbIX NPEnapaTos,
06 MHAMBMAYANbHOW HENEepeHOCMMOCTU, OTCYTCTBUM 3PPEKTUBHOCTM SIEKAPCTBEHHbLIX NPenapaTos, a
Takxe 06 MHbIXx ¢aKTax U 06CTOATENLCTBAX, NPEACTABAAOWMX YIPO3y KU3HM UAM 300PO0OBbIO YeI0BeKa
b0 KMBOTHOTO MNPU NPUMEHEHUN NEKAPCTBEHHbIX MPENapaToB M BbIABMEHHbIX HA BCeX 3Tanax
obpalleHns nekapcTBEHHbIX NpenapaToB B Poccuinickon degepaumm n gpyrux rocyaapcrsax;

B) nonyyeHune B cooTBeTcTBUM ¢ PeaepanbHbiM 3akoHOM oT 31 uionsa 2020 roga N 248-d3 "O
rocy4apCTBEHHOM KOHTpoJsie (Hag3ope) U MyHUUMMNANbHOM KOHTpone B Poccuiickoint degepaumn”
CBEAEHUIN O MPUYMHEHUM Bpeda MaM 06 yrpose NPUUYUMHEHUA BPeAa KU3HW, 340POBbIO rpaKaaH Uiu
HKUNBOTHDbIX.

Cratba 9.2. locypapcTBeHHbIA KOHTPOAb (Hag3op) 3a peanusauueit UCNOJIHUTENbHBIMM
opraHamu cyb6bektoB Poccuiickon Pegepauun noaHomouuin B chepe obpalyeHUA NeKapCTBEeHHbIX
CPeAcTB ANA MeAULUHCKOTO NPUMMEHEeHUA
(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

(sBegeHa dPepepanbHbiM 3aKoHOM oT 11.06.2021 N 170-93)

1. TocyZapCTBEHHbIV KOHTPO/Ab (HaZA30p) 3a peanusaumelrt UCMONHUTE/IbHbIMKM  OpraHamMu
cybbekToB Poccuiickon degepaumm nonHomounit B chepe obpalleHus NeKapcTBEHHbIX CPeacTs ans
MeAMLMHCKOrO MPUMEHEHUS  OCYLLECTBAAETCA YNOJHOMOYEHHbIM [paBuUTeNbCTBOM  POCCUICKOM
depepaLMm opraHom UCMOHUTEIbHOM BAACTH.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. MNpeameTom rocyfapCTBEHHOrO KOHTpoAna (Hazsopa) 3a peasnvsaumeint MCNOSHUTENbHbIMU
opraHamu cybbeKktoB Poccuitickoint depepaumm nosHOMOYMA B chepe OOpalleHUa eKapCTBEHHbIX
CpeacTs AnAa  MeAMUMHCKOrO  NMPUMEHeHuss  ABAAeTcA  cobofdeHue  YyNOAHOMOYEHHbIMM
WCMONHUTENbHBLIMW  OpraHamm  cybbekToB  Poccuiickoli  degepauunm  MeTOAMKM  YCTaHOB/EHUA
npeaenbHbIX PasMepoB ONTOBbIX HaAbaBOK M MNpedefibHbiX PasMepoB PO3HWMYHbLIX HagbaBOK K
bAKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJEHHbIM NPOU3BOAUTENAMM IeKapCTBEHHbIX NpenapaTos, Ha
NNeKapCTBEHHbIE NpenapaTbl, BK/OYEHHbIE B MepeyeHb MU3HEHHO HeOobXOAUMbBIX M BarKHEWLMX
NNeKapCTBEHHbIX NpenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

3. Mpu ocywecTBNeHUN TFOCYAAPCTBEHHOrO  KOHTponA  (Hagsopa) 33  peanuvsaument
WCNONHUTENbHbIMKM OpraHammn cybbekToB Poccuiickoit depepaumm nosHoMounit B coepe obpaleHmn
NEKapCTBEHHbIX CPeACTB  ANA  MEeOMUMHCKOro MPUMEHEHWs MPOBOAATCA  Ccheaylolme  BUAbI
MepPOonpUATUIA:

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) AOKYMeHTapHble NPOBEPKMY;
2) Bble3gHble NPOBEPKM.

4. OpraHusauuMa M OCYLLEeCTBIEHME TOCY[APCTBEHHONO KOHTPoAsA (Hagsopa) 3a peanusauunen
WCNONHUTENbHBIMKM OpraHammn cybbekToB Poccuiickoit depepaumm nosHomoumnit B chepe obpaleHmn
NEKapPCTBEHHbIX CPEACTB ANA MEANLMHCKOrO NPUMeEHeHUs peryampytotca PegepasibHbim 3akoHOM oT 21
nekabpa 2021 roga N 414-d3 "0O6 obwux NpuHLMNAX OpraHM3auMmM Ny6AMYHON BNacTu B CybbeKTax
Poccuiickon ®epepaumn’.

(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

5. MNonosKeHne O rocyaapCTBEHHOM KOHTpoae (Hag3ope) 3a peanvsaumein UCMONAHUTENbHbIMM
opraHamu cybbekToB Poccuiickoii Pegepaumm NOAHOMOUMI B chepe obpalleHUA eKapCTBEHHbIX
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CPeACTB A1 MeaULMHCKOIo NpumeHeHus yTeepxaaetca MNpasutenbctBom Poccuiickoit deaepaumm.
(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 9.3. PerMoHanbHblii rocysapcTBeHHbl KOHTPOAb (Haa30p) 3a npumeHeHUEM LeH Ha
NleKapCTBeHHble npenapaTtbl, BK/AIOUYEHHble B MNepeyeHb XXM3HEHHO Heo6X0AUMBIX U BaKHeWLMX
NeKapcTBeHHbIX NPenapaTos

(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. PeroHanbHbIV rocyiapCTBEHHbIV KOHTPOJb (HAA30p) 33 NPUMEHEHUEM LLEH HA JIEKAPCTBEHHbIE
npenapartbl, BK/IOYEHHble B MNepevyeHb XKU3HEHHO HeobXOAMMbBIX W BaXKHEMWUX JIeKapCTBEHHbIX
npernapaToB, OCYLLECTBAAETCA WCMOJHUTENbHbIM OpraHom cybbekTa Poccuiickoii  depepauum,
YNOJIHOMOYEHHbIM BbICLLMM UCNOJHUTENbHbIM OpraHOM cybbeKTa Poccuitckoir ®egepaumu.

(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. NMpeameTom pernoHanbHOro rocygapCcTBEHHOrO KOHTPOA (Haa30pa) 3a NPUMEHEHMEM LEeH Ha
JleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHbIe B MNEpPeYeHb MKU3HEHHO HEeOobXOAMMbLIX U BaKHEWLUX
NIeKapCTBEHHbIX  MpenapaToB, ABAseTca  cobnogeHue  opraHM3auMaMKM  ONTOBOW  TOProB/U
NleKapCTBEHHbIMMU cpeacTBamum, anTeyHbIMK opraHM3aumMamm, WUHAMBUAYANbHBIMU
npeanpuHUMaTENAMU, UMEIOWMUMN NNLEH3UIO Ha PpapMaLeBTUUECKYIO AeATe/IbHOCTb, MeAULIMHCKUMMU
OpraHM3auUnaAMMU, UMELWUMK NNLEH3UIO Ha papMaLeBTUYECKYIO AeATeIbHOCTb, U UX 060CO6/1eHHbIMU
noapasaeneHuAMM, PacrnoNoXKeHHbIMU B CE/IbCKUX HacCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHu3auuMu, NPU peanM3aumnn NeKapCTBeHHbIX NpenapaToB TpeboBaHUI K MPUMEHEHUIO
LEeH, YypOBEHb KOTOPbIX HE A0/KEH NPEBbIWAaTb CYMMY GaKTUUYECKOM OTNYCKHOW LieHbl, YCTaHOB/IEHHOM
npoussoauTeNemM NeKapCcTBEHHbIX NpPenapaToB, W KOTOpble He MNpeBbIWaloT 3aperncTpUpPOBaHHbIX
npeaenbHbIX OTNYCKHbIX LEeH, U pa3mepoB ONTOBbIX Haab6aBOK U (MAK) pasMmepoB PO3HUYHBIX HaAbaBOK,
He MpeBbIWaoWNX COOTBETCTBEHHO Pa3mepoB npedesibHbIX ONTOBbIX HaabaBOK U (MaM) pasmepos
npeaenbHbIX PO3HUYHbIX HaabaBOoK, YCTaHOBNEHHbIX B cybbeKTe Poccuitickon depepaymm.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 323-93)

3. OpraHu3auma M OCyLLeCTBIEHWE PErMoHasIbHOIO rOCYAApPCTBEHHONO KOHTpons (Haasopa) 3a
NPUMEHEHNEM LEH Ha IeKapCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeYeHb KMU3HEHHO HEOHXOAMMbIX
M BaXKHEMLWMX NIEKAapPCTBEHHbIX NpenapaTos, peryanpytotcas PegepanbHbiM 3akoHom oT 31 uionsa 2020
roga N 248-®3 "O rocyaapCTBEHHOM KOHTpo/e (Hag3ope) U MyHULMNANbHOM KOHTposie B Poccuiickom
dbepepauun’.

4. NonoxKeHne o permMoHaNbHOM roCyapCTBEHHOM KOHTpO/e (Hag3ope) 33 NPUMEHEHUEM LLEH HA
NleKapCTBEHHblE MpenapaTbl, BKAIOYEHHble B MNEPeYEeHb KU3HEHHO HEOBXOAMMbBIX W  BaXKHEWULMX
NeKapCTBEHHbIX NPENAPATOB, YTBEPKAAETCA BbICLLIMM UCMONHUTENbHBIM OpraHoM cybbeKTa Poccuiickol
depepaunm.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 9.4. depepanbHbli roCcysapCTBEHHbIA NIMUEH3UOHHbIA KOHTPOJIb AeATeNbHOCTU No
NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB

(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. depepanbHbIA roCyAapPCTBEHHbIN IMLEH3UOHHbIM KOHTPO/b AEATENbHOCTM NO NPOM3BOACTBY
NEeKapCTBEHHbIX CPeacTB oOcyllecTBaseTcA ¢eaepanbHbIMU  OpraHaMM  UCMOAHWUTENbHOW BAACTH,
ynosHOMOYeHHbIMK [paBuTenbcTBom Poccuiickoii ®eaepaumn.

2. ®epepanbHbli rOCyAaPCTBEHHbIN NLEH3MOHHBIA KOHTPO/b AEATENbHOCTU NO NPOU3BOACTBY
NIeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA B COOTBETCTBMU C PegepanbHbiM 3akoHOM oT 4 mana 2011 roaa
N 99-®3 "O nnueHanpoBaHUM OTAENbHbIX BUAOB AeaTenbHOCTU" 1 deaepanbHbiM 3aKoHOM OT 31 utona
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2020 roga N 248-d3 "O rocypapcTBeHHOM KOHTposie (Hag3ope) U MyHMLMMANbHOM KOHTpo/e B
Poccuiickoit depepauumn”. B pamkax ¢eaepanbHOro rocyaapcTBeHHOro JIMLEH3MOHHOIO KOHTPOJIA
AeATeNbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MJIaHOBble KOHTPOJ/IbHbIE (HAaA30pHbIE)
MEPONPUATUA HE MPOBOAATCA, MPU 3TOM NPOBOAMUTCA MEPUOAMYECKOE MOATBEPXKAEHWE COOTBETCTBUA
JINLUEH3MATOB NNLLEH3NOHHbIM TpeboBaHUAM B cooTBeTCTBUKN ¢ PeaepasibHbiM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nnueH3npoBaHUM OTAE/IbHbIX BUAOB AesTesibHocTh".

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE NCCNEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTUHNUYECKME UCCNEQOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa IeKapCcTBEHHbIX CpeacTs

1. Pa3paboTKa /leKapCTBEHHbIX CPeACTB BKJOYAET B cebA MOMCK HOBbIX GapMaKOIOrMyecku
aKTUBHbIX BELLECTB, MOC/NEAYIOWEe WU3YYEHWEe WX JIeKAPCTBEHHbIX CBOMCTB, [OKIMHUYECKME
nccnefoBaHusa, paspaboTKy TexHoNormMi nNpousBoacTea $GapmaLeBTUHECKUX CyOCTaHLMIN, pa3paboTky
COCTaBOB M TEXHOJIOTUIA MPOU3BOACTBA JIEKAPCTBEHHbIX NMPernapaTos.

2. ®uHaHcoBoe obecneyeHmne pa3paboTKN NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYeT:
1) cpeacTs peaepanbHOro 610aXKeTa;
2) cpencTB pa3paboTUMKOB NeKaPCTBEHHbIX CPeACTB;

3) cpeacrte I'IpOVI3BOAVIT€ﬂ€l\/‘I NEKapPCTBEHHDbIX cpeacte npu BbIMOJ/IHEHUUA HAay4HO-
ncenenoBaTenlbCRUX pa60T no A0rosopy mexay pa3pa6OT‘-IVIKOM NEeKapCTBEHHbIX Cpeacts u
npounssoauTenem NeKapCrBeHHbIX CpeacTs;

4) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuitickoii eaepaumm NCTOYHUKOB.

3. MpaBa paspaboTyMKa  NIEKAPCTBEHHOrO  CPeACTBA  OXPAHANTCA  TPaKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [JoKAMHMYeECKOe uccneaoBaHUE JNIeKApPCTBEHHOrO cCpeacrtsa ANA MeAULMHCKOro
npUMeHeHun

1. loknnHu4yeckoe uccnepoBaHue NNEKapPCTBEHHOro cpeacrtsa AnAa megunumHCKOro npmmeHeHuA
nposoanTCcA nytem nMNpuMeHeHMA Hay4HbIX METOAO0B OLEHOK B UeNnAX noayydyeHuAa [OO0Ka3aTeN1bCTB
6630I'IaCHOCTVI, Ka4vyecTtBa K 3¢¢eKTMBHOCTM NNIEKAaPCTBEHHOrIO CpeacTea.

2. [lokNMHWYEeCcKoe UccneaoBaHWE NEKAPCTBEHHOIO CpeacTBa s MEeAMUMHCKOTO NMpUMEHeHUA
npoBoAMTCA B COOTBETCTBUWM C MPABUAAMU Hag/exallelr nabopaTopHON MPAKTUKK, YTBEPKAEHHbIMM
EBpPa3ninCcKon 3KOHOMUYECKOM KOMUCCUEN.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-93)

3. [lnA opraHusaummn 1 NpoBeAeHUn AOKAMHUYECKOro UCCaen0BaHMUA IeKapcTBEHHOro CpeacTsa
ANA MeANUMHCKOro NpMMeHeHua pa3paboTunKmM eKapcTBEHHbIX CPeACTB BNpaBe NpuB/eKaTb HayyHble
opraHusauumn, obpasosaTe/ibHble OpraHn3aLMmM Bbicliero 06pasoBaHMA U MHble OpraHM3aLnmn, MMetloLLme
HeobXoAMMYI0  MaTepuanbHO-TEXHMYECKY0 6asy M KBaiMOMUMPOBAHHbLIX  CMEeuuanncTtos B
cooTBeTcTBylOLWEN 061aCTM UCCe0BaHNUA.
(4acTb 3 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. [JOKNMHWYeCKoe uccnefoBaHUe NeKapCTBEHHOro cCpeacTBa ANA MegUUMHCKOTo NpUMeHeHUA
nposoanTCA No yTBepXAeHHOMY pa3pa6OTLIMKOM NeKapCTBeHHOro cpeacrtsa naaHy C BedeHUEM
NMPOTOKO/1a 3TOro nccnengoBaHMA U COCTaB/ieHMEM OT4HETa, B KOTOPOM COAepPXKaATCA pe3y/sibTaTbl 3TOro
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UCCNeaoBaHUA M 3aK/J0YEHME O BO3MOMHOCTM  MPOBEAEHMA  KAMHMYECKOro UCCneaoBaHus
NleKapCcTBEHHOro npenapara A1 MeAULUHCKOro NPUMeHeHUs.

5. lMpoBeaeHne npoBepoK cobaoaeHuA npaBua HagnexKawen n1abopaTopHOM MPAKTUKM U
NpPaBoOBbIX HOPM WMCNONb30BaHUA MUBOTHbLIX MNPWU npoBeaeHNUNn AOKJANHUYECKUX VICCﬂe,EI,OBaHVIVI
NIeKAPCTBEHHbIX CPEeACTB AN MEeAUUMHCKOro MPUMEHEHUA OCYLLECTBASETCA  YNONHOMOYEHHbIM
desepanbHbIM OPraHOM UCMNONHUTENBHOMN BNACTH.

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pe3ynbTaTbl AOK/IMHMYECKOTO UCCNEA0BaHUA /IEKAPCTBEHHOrO CpeacTBa ANA MeAULMHCKOro
NPUMEHEHUA MOTYT ObITb NMpPeAcTaB/ieHbl B YNOJHOMOYEHHbIM defepasbHbiit OpraH UCNONHUTENIbHOM
B/1ACTW B YCTAHOBJ/IEHHOM NOPAAKE B LLENAX PETUCTPALLMM NEeKapCTBEHHOro Npenapara.

(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

Cratba 12. [OKAMHMYECKOE WUcCCnepoBaHUE JNIeKAapCTBEHHOrO0 CpeacTtBa WM KAMHUYECKoe
uccnepoBaHue IEKAPCTBEHHOTO Npenapara A4 BEeTePUMHAPHOro NPpMMeHeHus

1. JoknnHunyeckoe uccnegosaHue NNeKapCTBEHHOro cpeacrtea ONA BETEPUHAPHOINo npMmeHeHuA
nposogunTca nytem TMNpuUMEeHEHUA HAYYHbIX METOA4O0B OLEHOK B UenAax noayyYyeHuAa [OO0Ka3aTesibCTB
6830I'I3CHOCTVI, KavyecTtBa “ 3¢¢EKTMBHOCTM NEeKapCTBEHHOrO Cpeacrtea, B TOM Yncine onpeneneHna Cpoka
€ro sbiBeAeHNA U3 OpraHnama XNBOTHOrIO, B LENIAX obecneyeHuns 6esonacHocTU NPOo4YKLUUN XKNUBOTHOIO
NPOUCXoXaeHnAa nocne NpuMeHeEHNA COOTBETCTBYHOLLErNO /IEKAPCTBEHHOIO Npenapara.

2. [loknnHuyeckoe wuccnegoBaHue NEKapCTBEHHOrNo cpencrtresa MU KAMHUYECKOE uUccnegoBaHue
NEeKapCTBEHHOro npenaparta AnAa BETEPUHAPHOro npuMmeHeHuAa, nccnengoBaHume 6103KBMBAIEHTHOCTM
YKa3aHHOro /1IeKapCTBEHHOIO npenaparta NpoBoAATCA B COOTBETCTBUK C NpaBuU1aMu, yTBEPHKAOAEHHBIMU
YNO/IHOMOYEHHbIM d)e,u,epaanblN\ opraHom NCNONHUTENbHOW BAACTMU.

3. [oKkanHuyeckoe wuccnepoBaHue NEeKapCTBEHHOrNo cpeacrea M K/AMHUYECKOE UuccieanoBaHue
NEeKapCTBEHHOro npenaparta AnA BETEPUHAPHOINo MNpPpUMEHEHUA NpoBOAATCA MO YTBEPXKAEHHOMY
pa3pa60THMKOM NEeKapCTBEHHOro cpeacTtea nJjaHy C BedeHUEM MPOTOKOJ/I0B 3TUX MCC}'IEAOBaHVIl\/‘I n
COCTaB/IEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA PE3Y/IbTATbI 3TUX MCC!'Ie,D,OBaHMVI.

4. Ona OopraHn3auunm n nposegeHnAa AOKJIMHNYECKOIo nccnegoBaHmA NeKapCTBEHHONoO Cpeacrtea m
KIMHNYECKOro unccnenoBaHUA  JIEKAPCTBEHHOINO npenapata 414 BEeTepUHApPHOro npumeHeHuAa
pa3pa60TqMK NEKAPCTBEHHOIO CpeacrtBa MOXET MNMPUBJIEKATb OpraHuU3auunn, nmerwme H606X0,£I,MMYI'O
mMmaTepnasibHO-TEXHUYECKYIHO 6a3y n KBaJ'IVI(I)VILI,MpOBaHHbIX cneunanncTtos B COOTBETCTByI-OLLI,EVI obnactu
nccnegoBaHuA.

5. KnanHunyeckue mnccneposaHma NEKapPCTBEHHbIX MPenapaToB ANA BETEPUHAPHOIO NpPMMEHEHUA
npoBoAATCA B BETEPUHAPHLIX OpPraHM3aumnAax M B OpPraHM3aumAax, OCyWeCTBAAKWUNX pa3seaeHwue,
BblpalinBaHUeE U cogepKaHne XKNBOTHbIX, B LENAX:

1) YCTaHOB/IEHNA NEPEHOCUMOCTUN /IEKAPCTBEHHbIX MPENAPATOB 340P0BbIMUN XKNBOTHbIMMU,

2) nogbopa ONTUMaNbHbLIX A03MPOBOK JIEKAPCTBEHHbLIX MNPEnapaToB M Kypca JIeYeHMs Ha
KOHKPETHOM rpynne *KMBOTHbIX C ONpeAeneHHbIM 3aboneBaHNEM;

3) ycTaHoB/neHWsa  6e3onmacHOCTM U 3GPEKTMBHOCTM  NEKAPCTBEHHOro  npenapara,
npeaHasHayYeHHOro Aaa J/iedeHus onpeaeneHHblX 3ab60neBaHWUA MMBOTHbIX, WAM 3PPEKTUBHOCTM
NeKapCTBEHHOro npenapaTta A NPodpuAaKTUKKN 3a601eBaHUIA 340POBbIX }KUBOTHbIX;

4) M3yyeHUA BO3MOXKHOCTEM paCLIMPEHMA MOKasaHWA K MPUMEHEHUIO 3apPerMcTPMpPoBaHHOMo
NeKapCTBEHHOrO NpenapaTta 1 BbifBAEHNA paHee HEeU3BECTHbIX MOBOUYHbIX AeNCTBUNA.

6. KnnHunuyeckoe mnccneposaHue NNEKApPCTBEHHOro npenaparta ANA BeTepMHAPHOro npuMMeHeHuA
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OCYLLLECTBNIAETCA 3@ CYET CPeACTB pa3paboTumKa 1eKapCTBEHHOro CpeacTBa.

7. OtyeTbl O pesynbTaTax [AOKJAMHWYECKOro WCCNeLOBaHUA JIEKAapCTBEHHOrO CpeacTsa MU
KIMHUYECKOTO UCC/Ief0BaHUA  JIEKApPCTBEHHOro npenapaTa  A/d  BeTEepPUMHAPHOro  MNMpUMEHeHus
COCTaB/AOTCA Pa3paboOTYMKOM JIEKAPCTBEHHOIO CPEeACTBA C YYETOM 3aK/OYEHWI OpraHusauui,
NPUHUMABLLMX y4acTUe B OpraHn3aLmm U NpoBeaeHUM STUX UCCIef0BaHUA.

8. KOHTpo/ib 3a npoBeaeHMEM [AOKAMHUYECKMX WCCeAO0BaHMIA JIeKapCTBEHHbIX CPeacts u
KAMHUYECKUX WUCCNEA0BaHWA  NIEKAapCTBEHHbIX MPenapatoB A8 BETEepPUMHAPHOro MNPUMEHEHUs
OCYLLECTBAAETCA YNOJHOMOYEHHbIM dedepanbHbIM OpraHOM UCMOAHUTENbHOMN BAACTY.

FnaBsa 6. OCYLWECTB/IEHUE FOCYAAPCTBEHHOM PETMCTPALUM,
PETMCTPALUUU NEKAPCTBEHHbIX NPENAPATOB
(8 peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlA0C: NprMmeyaHme.

Mo 3aasneHuam, nogaHHbim a0 01.01.2021, nekapcTBeHHble npenapatbl AAA MeLULUHCKOro
NPUMEHEHMA PETUCTPUPYIOTCA B COOTBETCTBUM C TpeboBaHMAMM, aelicTBoBaswumm fo 30.01.2024. O
npuseneHnn B cooTBeTcTBne ¢ akTamu EAIC TakMx M paHee 3aperncTpMpoBaHHbIX MpenapaTos CM.
®3 01 30.01.2024 N 1-93.

Cratba 13. locypapcTBeHHaAA perucTpauma, perucrpaumsa NeKapCcTBeHHbIX NpenapaTtos
(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuitckoit depepaumm OOMNYyCKAOTCA NPOM3BOACTBO, XPaHEHMe, nepeBO3Ka, BBO3 B
Poccuiickyto ®epepaunto, BbiBo3 U3 Poccuiickon ®eaepaumm, peknama, oTnyckK, peannsauma, nepegaya,
NPUMEHEHWE JIEKAPCTBEHHbIX MPENapaToB, €CAM OHWM  3aPEermcTpMpoBaHbl  YNOJAHOMOYEHHbIM
depepanbHbIM OpPraHOM WCMNOJHUTENILHOW BNACTU B COOTBETCTBMM C HactoAwmm PepepanbHbim
3aKOHOM NM60 B COOTBETCTBUM C aKTaMM, cocTaBasAoWwmMMm npaso Cotosa.

(8 pea. PepepanbHbix 3akoHOB oT 13.07.2015 N 241-d3, o1 30.01.2024 N 1-$3)

2. TocypapcTBEHHOW perncTpaumnmn noanesar:

1) Bce nekapcTBeHHble Mpenapatbl, BNepeble noanexkalwme seoay B obpalieHne B Poccuickol
depepauuy;

2) nekapcTBeHHble npenapaTbl, 3apPerucTPUpPOBaHHbIE pPaHee, HO NPOU3BeAEeHHble B APYrux
NEeKapCTBEHHbIX GOpPMax B COOTBETCTBUM C NepeYHEM HaMMEHOBaAHWI leKapcTBeHHbIX GOpM, B HOBOM
[O3MPOBKE NPUY A0KA3aTENbCTBE €€ KAMHMUYECKOW 3HAaYMMOCTU U 3P PEKTUBHOCTH;

3) HoBble KOMBUHALMM 3aPErUCTPUPOBAHHbIX PaHEEe IeKapCTBEHHbIX NPenapaTos.

3. locypapcTBeHHaA perucTpauma IeKapCcTBEHHbIX NPENapaToB OCYLLECTBAAETCA NO pe3yabTaTam
3KCNepTM3bl IEKAPCTBEHHbIX CPEACTB.
(4acTb 3 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4, locypapcTBeHHan peructpaumn NeKapcTBEHHOrO npenapara ocyLecTenserca
COOTBETCTBYIOWMM YNOAHOMOYEHHbIM denepasibHbiM OPraHOM MCMOJIHUTENbHOW BAAcTU B CPOK, He
NpPeBbIWaloWMin CTa WecTMaecatn paboumx AHel co AHA NPUHATUA 3aABAEHMA O roCyAapCTBEHHOM
perucTpauumn NeKkapcTBeHHOro npenapata A48 MEeAMUMHCKOTO MNPUMEHEHWUA, W B CPOK, He
npesblWaloWmMin cTa ABaguat pabouymx AHEeW cO AHA MPUHATMA 3asABNEHUA O TrOCYAapCTBEHHOM
perucTpauumn NeKkapcTBeHHOro npenapata Ana BeTepuMHApPHOro NPUMEHEHWMA. B yKasaHHbI CPOK
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BK/IIOYAETCS Bpems, HeobxoamMmoe A0 NOBTOPHOro NPOBeAeHUs SKCMEPTU3bl IEKAPCTBEHHOTO CPeACTBa
B COOTBETCTBMMW CO cTaTben 25 HacToAwero PegepanbHoro 3akoHa. CpoK rocyaapCcTBEHHOM perncrpaumnm
NeKapCTBeHHOro npenapata UcCYUCAAeTCA CO AHA NPUHATMA COOTBEeTCTBYHOWMM YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM MCMOAHUTENIbHOW B/IAaCTU COOTBETCTBYHOLLEro 3asaB/AEHUA O roCyAapCTBEHHOM
perucTpauum IeKapCTBEHHOIO Npenapara ¢ NPUAoKeHMeM HeobXxoaMMbIX AOKYMEHTOB NO AEHb BblAauu
PErMCTPALMOHHOIO  YAOCTOBEPEHUA NEeKapCTBEHHOro npenapata. Bpema, Heobxogumoe ona
HanpaB/ieHMA YMNOJHOMOYEHHbIM deaepanbHbiM  OPraHOM WCMONMHUTENbHOW BAACTM 3anpoca o
npeacTaBieHMn HeEOBXOANMMbIX MATEPUANOB N NPeacTaBAeHUA 3aaBUTE/IeM OTBETa Ha AaHHbIM 3anpoc B
COOTBETCTBMM €O cTaTbaAmMM 16, 19 mn 23 HacToAwero PenepanbHOro 3aKoHa, He Y4YUTbIBAETCA Npu
WUCYUC/IEHMM CPOKA FrOCYAapCTBEHHOM PErnCTPaLMM NEKapCTBEHHOMO NpenapaTa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. FocyaapcTBEHHOM perncrTpaumnm He noaexar:

KoHcynbTaHTlAOC: NpUmeyaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA nameHeHua (®3 ot 30.12.2021 N 463-$3). Cm. byayuyto
pefakumio.

1) NeKapCTBEeHHbIE NpenapaTtbl, U3roTOBJIEHHbIE aNTEYHbIMU OPraHM3auUAMU, BETEPUHAPHbIMU
dNTEYHbIMU OpPraHn3aumnammn, UHANBUAYaIbHbIMU NpeanpuHUMaTeIAMN, KOTOPbIE MMEKOT IMUEH3UNIO Ha
d)apmau,eBTquCKyro AEeATENbHOCTb, MO peuenTtam Ha J1eKapCTBEHHbIE npenapartbl U TDEGOBaHWFIM
MegnunHCKnX Opl'aHVIBBLI,VIf/Jl, BETEPUHAPHbIX opraHM3au,|/||7|;

2) neKapcTBeHHble Mpenapatbl, MPUOBPETEHHble (GU3NYECKUMWU NMLUAMKW 33 Npeaenamu
Poccuiickoit ®esepauum 1 npegHasHavyeHHble 418 IMYHOTO UCMOb30BaHUS;

3) NneKapcTBeHHble npenapaTbl, BBO3MMble B Poccuitckylo depepaumio ana  OKasaHusA
MEAMLMHCKOM TMOMOLWM MO JKM3HEHHbIM MOKAa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHWM
paspeLleHus, Bbl4aHHOIO YNOJHOMOYEHHbIM desepasibHbiM OPraHOM UCMONHUTENLHOM BACTK;

4) NNeKapCTBeHHblE CpeancrTtBa, BBO3MMbIE B Poccmﬁcxyro dJe,a,epau,mo Ha OCHOBAHWW BblAAHHOIO
YNO/THOMOYEHHbIM d)e,u,epaanblN\ opraHom NCNONHUTENbHOWN BNACTU pa3peweHna n npegHasHa4yeHHbIe
ana nposeaeHnA KAUMHUYECKUX MCCﬂe,D,OBaHMﬁ NEeKapCTBEHHbLIX NpenapaTtos U (MI'IM) nposeaeHuA
3KCNepTn3bl N1IEKAPCTBEHHbLIX CpeacTB As1Aa  OCywecTtBaeHUNA FOCY,CI,apCTBEHHOVI perncTtpautmmn
NEeKapCTBEHHbIX MPENapaTos,

5) dapmaueBTuyeckme cybcTaHumm;

6) pap,mod)apmaueamqecr(me NNEKapPCTBEHHbIE MpPenapaTtbl, N3roToB/IEHHbIE HENOCPeACTBEHHO B
MegNUNHCKUX opraHnsaumnax B nopAaaKke, yCtaHoOB1EHHOM YNO/THOMOYEHHbIM d)ep,epaanblm opraHom
MCMNOIHUTENIbHOM BNACTH;

7) NeKkapcTBeHHble Npenapathbl, NPOU3BOAMMbIE ANA IKCNOPTA;

8) 6MOTEeXHONOrMYECKME NEeKapCTBEHHbIe NpenapaTbl, NpegHasHadeHHble ANA MPUMEHEHMA B
COOTBETCTBUMN C UHAMBUAYANbHBIM MEAMUMHCKMM Ha3HAYeHMEM W CheumnanbHO M3roTOB/IEHHblE ANA
KOHKPETHOro nauMeHTa HenocpeacTBEHHO B MeAMUMHCKOW OpraHusaumun, B KOTOPOM MNpUMeHAeTCs
TaKo BMOTEXHONOTMYECKUIA NIeKAapPCTBEHHbIM NpenapaT, MMEeloLWMe B CBOEM COCTaBe COEAMHEHMUS,
CMHTE3MPOBaHHbIE MO pe3yabTaTaM T[eHETMYECKMX WUCCAeA0BaHUA maTepuana, MOAYYEHHOTO OT
nauueHTa, 418 KOTOPOro M3roTOB/IEH TaKo BMOTEXHONOMMYECKNI eKapCcTBEHHbIN Npenapart. MNepeyeHb
MeANLMHCKUX OpraHn3aumii, UMeloLWwmx NPaBo N3roTaBaMBaTb U MPUMEHATb TaKMe BUOTEXHONOTUYECKME
NeKapcTBeHHble npenapaThbl, yTeepxaaerca MNpasuTtenbctBom Poccuitickoit Peaepaumm. PaspelieHne Ha
NpUMeEHeHNe TaKUX BUOTEXHOOTMUYECKMX NIEKAPCTBEHHbIX MPenapaToB BblAaeTcA YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM MCMOAHUTENbHON BNAcTU B MOPAAKe, yCTaHaBAMBaemom [1paBUTENbCTBOM
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Poccuiickot  ®depepaumn. [opagok obpaweHns Takux OUOTEXHONOTMYECKUX NeKaPCTBEHHbIX
npenapaTtos, BKAKOYAn NOPSAO0K UX U3rOTOBAEHUA, NPOBEAEHUA IKCMEPTU3bI, OCYLLLECTB/IEHNS KOHTPOA
KayecTBa TaKMX OMOTEXHO/IOTMYECKUX NEeKAPCTBEHHbIX MpenapaTosB, MPUMEHEHUs, XpPaHeHus,
TPAHCMOPTUPOBKM U YTUAM3AUMN TaKMUX OMOTEXHO/IOTMYECKUX JIEKAPCTBEHHbIX MPEnapaToB, a TaKXKe
TpeboBaHMA K TakMmM OMOTEXHONOTMYECKMM JIEKAPCTBEHHbIM MNpenapatam U MeaUUUHCKUM
OpraHu3aumMsam, WX M3roTaBAMBAIOWMM W MNPUMEHSAIOWMM, YCTaHaBAuBatoTca [1paBUTENbCTBOM
Poccuiickon degepauymm.

(n. 8 BBepeH ®epepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-93)

5.1. 3aABneHMe O perncTpaumMmM BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOro npenapata Ans
MEANLUMHCKOTO TMPUMEHEHUA MOMKEeT ObiTb NoAaHO B YMNOJHOMOYEHHbIN deaepasnbHblii  opraH
WUCNONIHUTENbHOW  BNACTW, OCYLLECTBAAIOWMIA  TOCYAaPCTBEHHYIO  PErnmcTpaumio  JIeKapCTBEHHbIX
npenapaToB, MO UCTEYEHUWN YeTbipex NeT C AaTbl rocyfapCTBEHHOW perncTpauun UaM perucTpaumnm
pedepeHTHOro J/IeKapCTBEHHOro mnpenapaTa  ANnf  MeAMUMHCKOTO MpUMeHeHuAa B PoccuiACKol
depepauum.

(4acTb 5.1 BBeaeHa deaepanbHbiMm 3aKoHOM oT 30.01.2024 N 1-d3)

5.2. 3asABneHue o perucTtpaumm buoaHanorosoro (6MonogobHOro) nNekapcTBeHHOro npenapata
(bnoaHanora) AnNAa  MeAUUMHCKOrO MPUMEHEHUS MOMKeT 6biTb NogaHo B YNOJIHOMOYEHHbI
denepanbHblit OpraH WCNOJHUTENbHOW BNACTU, OCYLLECTBASIOWMNA FOCYAapPCTBEHHYIO PEerncrTpauuto
NIeKApCTBEHHbIX NPenapaTtoB A8 MeAMUMHCKOro MNPUMEHEHMA, MO WUCTEYEHUMU TpPex NeT C A[athbl
rocy4apCTBEHHOM PErncTpaummnm wuam peructpaumm pedepeHTHOro JIeKapcTBEHHOro mnpenapata B
Poccuiickon degepauymm.

(4actb 5.2 BBeageHa ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-d3)

5.3. He ponyckaeTcs ucnosb3oBaHWME B KOMMEPYECKUX Uenax uHbopmauum o pesynbTaTax
OOKNMHUYECKUX UCCIe0BAaHNI NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNEA0BaHMN IEKAPCTBEHHbIX
npenapaTtos A8 MeAMLMHCKOrO NpUMEHeHus, NnpeacTaBfeHHOW 3asBuUTeNnem ANAA rocynapCTBEHHOM
perncTpauum Uam perucrpaumm nekapcTBeHHoro npenaparta, 6e3 ero cornacus B Te4eHMe LWeCTU NeT ¢
0aTbl TOCYAapCTBEHHOM PErncTpaunmn Uam perucTpaumm pedepeHTHOro eKapCTBeHHOro npenaparta B
Poccuiickon deaepauymu.

(4acTb 5.3 BBeaeHa PeaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

6. He gonyckaeTca rocyaapcTBeHHan perncTpaums:

1) NEeKapCTBEHHbLIX MNpenapaTtosB, OT/IMYAOWKUXCA Apyr OT Apyra KayeCTBEHHbIM COCTaBOM
,D,EVICTBYIOLLI,VIX BeulecTs, No4d OAMHAKOBbIM TOProBbiM HAMMEHOBAHUEM;

2) ogHOro fieKapcTBEHHOro npenapaTta, NPeAcTaBNeHHOrO Ha rocyAapCTBEHHYHO perMcTpauumio B
OTHOWEHMM OAHOrO WM TOTO e gepaTena WMAM Bnafesnbla PerncTpaumMoHHOro YA0CTOBEpeHus
NeKapCTBEHHOro npenaparta B BuWAe ABYX M 6osee NeKapCTBEHHbIX NpenapaToB Mog, Pas/iMYyHbIMK
TOProBbIMM HaMMEHOBaHUAMMU.

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy B 3N1eKTPOHHOM ¢opme cybbeKkTa o06paleHMa NeKapCTBEHHbIX CpPeacTs
COOTBETCTBYIOWMM  YNOAHOMOYEHHbIM  deaepanbHbiM  OPraHOM  UCMOAHWUTENbHOM  BNacTu,
OCYLLECTBAAIOLWMM rOCYAapPCTBEHHYIO PEFUCTPALLMIO IEKAPCTBEHHbIX MPEnapaTos, B YCTAHOBAEHHOM UM
NnopsZKe OCYLLECTBAAETCA HaydyHOEe KOHCY/bTMPOBaHWE MO BOMPOCAM, CBA3aHHbIM C NpPoBeAeHMEM
AOKNNHNYECKUX UCCNEA0BAHUM, KAMHUYECKMX UCCNEA0BaHUI IeKapCTBEHHbIX NPenapaTos, SKCNepTusbl
KayecTBa JIEKApPCTBEHHbIX cpeacts, 3OGEeKTMBHOCTM U 6e30nacHOCTM, C  OCYLLECTB/EHUEM
rocyAapCTBEHHON perncTpauMm JeKapCTBeHHbIX npenapatoB. KoHCyAbTMpoOBaHME OCYLWECTBASETCA C
npusnedeHvem deaepanbHbIX rOCYAaPCTBEHHbIX OHOAMKETHbIX YUYPEKAEHMIN, NOABEAOMCTBEHHbIX
AaHHOMY deaepanbHOMY oOpraHy MWCMOAHUTENbHOW BAAacTM M He Yy4yacTBYOWMX B OpraHM3aumu
NpoBeAeHNA 3JKCMepTM3bl KayecTBa /IEKAPCTBEHHbIX CPeACTB B LEeNAX OCYWeCTBAeHMA  UX
rocyAapCTBeHHON perncTpauumn B COOTBETCTBMM CO cTaThbei 16 HacToAwero PegepanbHOro 3aKoHa, B
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BUAe OTBETa B MUCbMEHHOM popme YNoJHOMOYEHHOTO ¢peaepasbHOro opraHa UCNOIHUTENbHOM BNacTu
Ha 3anpoc. Pasmep B3MmMaemol C 3aABMTeNA NAaTbl oOnpeaensercA B COOTBETCTBUM C
3aKoHopaaTtesibcTBOM Poccuiickoit @egepaumm ob opraHM3auum npenocTaBAeHMA TOCYAaPCTBEHHbIX U
MYHUUMNANAbHbLIX ycayr. MHpopmauma 06 ocyllecTBNeHUM HayYHOTO KOHCY/NbTUPOBAHUA, B TOM Yucae
cTatbi, 0630pbl, CnpaBoyHble MaTepuanbl U WMHaA MHPopmauma 06 OCyLIeCTBAEHUM HAy4HOro
KOHCY/IbTUPOBAHMA, pasMellaeTca Ha opuLMaibHOM CcanTe YnoJHOMOYEHHOro ¢eaepanbHOro opraHa
WUCMOJIHUTENIbHOW BacTM B ceTn  "WHTepHeT" ¢ cobniogeHMem OrpaHWYyeHwui, YCTaHOBJIEHHbIX
3aKOHOZaTe/IbCTBOM O MEPCOHabHbIX AaHHbIX, KOMMEPYECKON U (MNI1) rocy4apCTBEHHOM TalHe.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. FocyaapcTBEHHAA perucTpauma JIeKapCTBEHHbIX MPEenapaToB, KOTOopble NpegHasHayeHbl Ans
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBUIA, Upe3BblYalHbIX CUTyauUWUn, npeaynpexaeHuns
ypesBblYalHbIX CUTyauunii, NPodUNAKTUKMU N neveHua 3aboneBaHUin, NPeacTaBAAIOLLMX ONACHOCTb AAA
OKpy*Katowmx, 3ab6oseBaHNn U NOPaArKEHUN, NOSYYEHHbIX B pe3y/ibTaTe BO34eNCTBMA HeONaronpuATHbIX
XMMUYECKUX, BMONOrMYecknx, pagmaLmMoHHbiX $aKTOpPOB, U KoTopble paspaboTaHbl B TOM 4yucie Mo
3agaHunio desepasibHbIX OPraHOB WCMOJHUTENbHON BAACTM, YNOAHOMOYEHHbIX B 06/1acT 06OpPOHBI
CTpaHbl M 6€30MacHOCTM FroCyAapCTBa, @ TAKXKe SIEKAapPCTBEHHbIX CPEACTB B C/ydae MX gedeKkTypbl Mau
pUCKa BO3HWKHOBEHWA fAedeKTypbl B CBA3W C BBeAEHMEM B OTHOWweHuM Poccuitckon Pepepaumm
OrPaHMUUTENIbHBIX Mep 3KOHOMMYECKOTO XapaKTepa OCYLecTBAAETCA B MOPAAKE, YCTAaHOBAEHHOM
MpasuTtenbctBom Poccuiickon Pepepaumu.

(8 pea. PepepanbHbix 3akoHOB 0T 01.04.2020 N 98-$3, o1 08.03.2022 N 46-D3)

Cratba 14. MpuHUUNbI 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3Kcr|epTM3a NeKapCTBEHHbIX CpeaACTB OCHOBbIBAETCA Ha NPUHUNMNAX 3aKOHHOCTH, COﬁJ’II’OAEHMFI
npas " CBOﬁOﬂ| Yyenoseka WU rpaxgaHwHa, npaB LPUOUYECKOro Jsnua, HE3aBUCMMOCTU 3SKCMNepTa,
06'beKTVIBHOCTVI, BCECTOPOHHOCTM U NOJHOTbI l/ICCer,D,OBaHMVI, nposogunmbiXx C WUCNOJZIb30OBaHUNEM
COBPEMEHHDbIX AOCTM)KEHMﬁ HAayKn U TEXHUKU, OTBETCTBEHHOCTU d)e,u,epaanoro rocygapCrtBeHHOro
6I-OA)K€THOI'O ydypexgeHna no npoBeaeHU0 3KCNEPTU3bl /IEKAPCTBEHHbLIX CpeacCTB U 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBo aKCNepTU3bl.

2. 3KCFIepTM3a NeKapCTBEHHbIX NpenapaToB AN1A MEAULNHCKOIo NpUMEHEHNA BK/IIOYAET B cebs:

1) aKcnepTU3y AOKYMEHTOB, NPEACTaBJAEHHbIX A8 OnpeaeneHna BO3MOXKHOCTM pPaccMaTpuBaTh
NNeKapCTBEHHbIVM NpenapaT ANs MeAMUMHCKOTO NpMMeHeHUs B KavecTBe opdaHHOro /ieKapcTBeHHOro
npenapara;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) 3KcnepTU3y npesnsioKeHHbIX MeTOA0B KOHTPO/A KauyecTBa JIeKapcTBEHHOro cpeactsa U (Mau)
KayecTBa NpeACTaB/ieHHbIX 06pa3sLoB /IEKAPCTBEHHOIO CPEACTBA C MCMNO/Ib30BaHMEM 3TUX METOAO0B
(manee - akcnepTM3a KayecTBa 1IeKApPCTBEHHOIO CPEeACTBa);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) 3KcnepTM3y OTHOWEHWA OXWAAEMOM MNOAb3bl K BO3MOMKHOMY PMUCKY MPUMEHEHMUA
NeKapCTBEHHOro Npenapara;

4) 3KCNepTM3y PerncTpaumoHHOro A0Cbe Ha /IEKAapCTBEHHbIM MpenapaTt B LefAx onpeaeneHus
B3aMMO3aMEHAEMOCTUN JIEKAPCTBEHHbIX MPENapaToB ANA MeAULMHCKOro NPUMEHEHMUA.
(n. 4 BBepeH ®enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

3. 3KCI'|epTM33 NeKapCTBEHHbIX NpenapaTtoB ANA BETEPUHAPHOIO NpUMEHEHNA BKNKOYAET B cebsn
JKCNepTn3y KayecCtBa /N1eKapCTBEHHOrNo cpeacrtBa M 3KCNEPTU3Yy OTHOLWEHUA ommp,aemoﬁ nonb3bl K
BO3MOXXHOMY PUCKY NPUMeEHEHNA NeKapCTBEHHOIO Npenapara.
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Cratba 15. ®degepanbHoe rocyaapcTBeHHoe 6lO0AMKEeTHOE yupeXKaeHuMe no NpPoBeAeHUIo
3KCNepTU3bl NEKapPCTBEHHbIX CPEACTB

JKCnepTn3a NeKapCTBEHHbIX CPeacTB NpoBoAMTCA deaepasibHbIM rocyaapCTBEHHbIM OoaKeTHbIM
yyperKaeHnem CoOTBETCTBYIOWEro YNoJIHOMOYEHHOTO ¢pelepasibHOro opraHa UCMONHUTENbHOM BAaCTH,
CO3JaHHbIM A/1A obecneyeHUss WUCNONHEHMA MONHOMOYMA 3TOro deaepanbHOro opraHa no Bblgade
paspeleHnii Ha NPOBEAEHME KIMHUYECKUX WUCCNeAOBaHWUM NeKapCTBEHHbIX npenapaTtoB M (uam) no
rocy4apCTBEHHOW perucTpaumm (perncrpaumm) nNekapcTBEHHbIX MNpenapatoB (Aanee - 3KCNepTHoe
yypexkaeHue).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 16 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpenocTaBieHus roc. ycayr npu
06pallleHNN NeKapCTBEHHbIX CPeacTB: ANA MEeAUUMHCKOTO NpPUMEHeHUs MNoCPpeacTBOM eANHOM
cuctembl U (Man) eamnHoro noprtana, npumeHsatoTcs ¢ 01.01.2025; ana BeTEPUHAPHOrO NPUMeEHeHUnA
nocpeacTsoM egmMHOro noptana, npumeHsatoTca ¢ 01.01.2026.

Cratba 16. OpraHusauuma nposeaeHUA 3KCNepTU3bl JIeKapCTBEHHbIX CpeacTB
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 9KcnepTM3a NEeKapCTBEHHbIX Cpeacrts MnpoBOAUTCA Komuccuen 9KCNEepPTOB 3KCNEepPTHOro
yypexaeHus, Ha3Ha4yeHHOM ero pyrosoaguTenem, Ha OCHOBaHUM 3a4aHUA Ha NpoBeOEHUNE SKCNEPTU3bI
NNeKapCTBeHHOro cpeacrtsa, BblAAaHHOINO ynoJIHOMOYEHHbIM cbe,u,epaanbuv\ opraHom NCNONHUTENbHOWM
BNacTu. PYKOBO,EI,MTeﬂb IKCNEePTHOrOo y4ypexageHna obecneunsaet Hagnexaulee nposeaeHune akCnepTn3bl
NeKapCTBEHHbLIX CpeactB B COOTBETCTBUMU C 3adaHMEM, BblAaHHbIM YNMOJIHOMOYEHHbBIM d)e,ﬂ,epaflebIM
OopraHom WUCNONHUTEIbHOM BNacCTu, N OpraHMU3yeT NnoArotoBry CBOAHOIO 3aK/1l0O4eHUA 3TON Kommccuu. B
COCTaB 3TOM KOMMKCCUU MO PEeEWEHNIO PYKOBOAUTENA SKCNEPTHOIO y4ypexXXaeHna moryTt 6bITb BK/IIOYEHbI B
KavyecTBe 3KCnepToB /Mua, He pa6marou.u4e B AAaHHOM 3KCMNePTHOM y4ypexgeHnn, eciam nx cneLmasabHble
3HaHUA HeOGXOAVIMbI Aana nposegeHnAa 3SKCNepTundbl M TaKUE 3SKCNEPTbl OTCYTCTBYHOT B AdaHHOM
IKCNEePTHOM y4dpexXgeHunu.

2. 3KCFIepTOM no NpoBeAEeHUNID 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB ABNAETCA aTTeCTOBAHHbIN
p860THVIK SKCNEePTHOro y4ypexageHua, KOTOprﬁ MMeeT BbiClee megunumnHcKoe, CbapMaLI,EBTM‘-IECKOE,
6MOI'IOI'VI‘-IeCKOG, BETEPUHAPHOE NN XMMHNYEeCKOoe o6pasoBaHme M NPOBOAUNT 3KCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTs B nopAaaKe NCNosIHEHNA CBOUX A0/TKHOCTHbIX obasaHHoOCTEN (p,anee - 3KCI'IepT).

3. Mpu NnpoBeaeHMn sKCnepTU3bl NeKapCTBEHHbIX CPeACTB IKCMepT He MOXKeT HaXoAUTbCA B KaKoM-
nmbo 3aBMcMMOCTU OT Nnua, Ha3dHa4YnBLUEro 3Ty 3KCNepTusy, pa3pa60TqMKa NeKapCTBeHHOro cpeAactea
U opyrmx 3aMHTEPECOBAHHbIX B pe3y/1ibTaTaX 3KCNEPTU3bl UL,

4, Tpu nNpoBegeHWM 3KCMNEepPTU3bl NEKAPCTBEHHbIX CPEACTB He n[onycKaetcs wucTpeboBaHue
3KCMEepTOM Y 3aABUTENA MO0 MHbIX AUL, MaTepuanos, HEOBXOANUMbIX AN NPOBeAeHUA IKCnepTusbl. B
C/lyyae HeAOoCTaTOYHOCTM NPEACTaB/AEHHbIX JKCNEepPTy MAaTepuasnoB B JIMYHbLIM KabuHET 3anaBuTeNA B
eAVHOW rocyaapcTBEHHOM MHPOPMALMOHHOW cucTeme B chepe 34paBOOXpaHeHUs (aanee - eauvHas
cMcTemMa) 3KCnNepTHbIM - yupexAeHMem HanpaeAdaeTca 3anpoc O NpeacTaBAeHUMM HeobXoAMMbIX
MaTepuanos, NoANMCcaHHbIN pyKoBoauTenem (YynoAHOMOUYEHHbBIM JINLLOM) IKCMEPTHOTO yYpexaeHua C
NCMNOAb30BaHNEM YCUNEHHOW KBaNNPULMPOBAHHOW 31EKTPOHHOW NOAMMUCH.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. 3anBuTenb 06A3aH HaNpPaBUTb B /IMYHbIA KaBWHET IKCMEPTHOrO YYPEXKAEHUA B eguHOM
cucteme NoAMNUCaHHbIN YCUNEHHOW KBanndUUMPOBAHHON 3/1EKTPOHHOW MOAMUCHIO OTBET Ha 3anpoc
3KCMEepPTHOroO y4YperKAeHUn B CPOK, He MpeBblatowmnii AeBaHoCcTa paboymx gHel Co AHA MOAy4YeHuA
3KCMEePTHbLIM yUYpeXAeHMEM 3EKTPOHHOro yBeAOMIEHMA O NONYyYeHUN 3aaBMTeNeM 3anpoca. Bpema co
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OHS HanpaB/eHUs 3KCMEPTHbIM Y4YpeAeHUMeM B JIMYHbIM KabuHeT 3asaBuTens B eAMHOW cucTeme
3anpoca o NpeAcTaB/feHUM AONOJIHUTE/IbHbIX MaTePUanoB 40 AHA HanpaBieHWUA 3aABUTENIEM B JIMYHbIN
KabWHET 3KCMepTHOro y4ypexaeHua B eAMHOW CUCTeMe OTBEeTa Ha 3anpoc He Yy4uTbiBaeTcs Mnpu
NCYMCNIEHMM CPOKa NPOBeAEeHUs IKCNEPTU3bl IEKAPCTBEHHOIO CPeaCcTBa.

(4actb 4.1 B pea. GeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. Echv 3aasutenem B COOTBETCTBMM € YacTbto 1.1 ctaTbm 30 nam vactbto 2 ctatbm 34 HacToALLEro
dPepepanbHOro 3aKoHa NPeACTaB/eHA KOMUA peLlleHMA YMNONHOMOYEHHOro denepasbHOro opraHa
WCNONIHUTENIbHOM BAIACTM O NPoBeAEHUN GapMaLLEBTUYECKOM MHCNEKLMM NPOU3BOACTBA JIEKAPCTBEHHbIX
CpencTe Ana MeaMUMHCKOTO MNPUMEHEHMA Ha COOTBETCTBME TpebOoBaHMAM MpaBUA Hag/ieKallen
NPOW3BOACTBEHHON MNPAKTUKM EBPa3sMIACKOro 3KOHOMWYECKOro CO3a, 3KCnepTy A0 odopmaeHua
pesy/nbTaTOB 3KCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa NpPeaCcTaBAAETCA  KOMMA  3aK/I4YeHMA O
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUA  HaajexKallen
NpPou3BOACTBEHHOM NPaKTUKK, Bbl4AaHHOrO  YMNOJIHOMOYEHHbIM denepanbHbIM opraHom
WUCNONHUTENIbHON BAACTU, WAW Konua cepTUdUKaTa COOTBETCTBUA MPOU3BOAUTENS JIEKAPCTBEHHbIX
CpeacTB ANA MeaMLMHCKOro NpuMMeHeHuA TpeboBaHMAM NpaBuA Hagfexalwein npom3BOLCTBEHHOM
NPaKTUKKN EBPa3nMCKOro sKOHOMMYECKOTO COto3a.

(4actb 4.2 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.3. 3aaBuTenb 0653aH HanpaBuUTb B JIMYHbLIA KAOWHET 3KCMEPTHOro YyYperKAeHWs B eAUnHOM
CUCTEME KOMMUIO 3aK/OYEHUA UAN KOMUIO cepTUPUKATA, YKas3aHHbIX B YacTu 4.2 HACTOALLEN CTaTbu, B
CPOK, He MpeBblaAloOWmMA CTa BOCbMUAECATU pabouymx AHeW Co [HA NOJYYEeHUSs SKCMepTHbIM
yYperKaeHMeM 3/1eKTPOHHOTO YBEAOMAEHMA O MOJlYYEHUU 3aABUTEIEM NOLAMUCAHHOIO PYKOBOAUTENIEM
(ynONHOMOYEHHBIM  ANLOM)  3KCMEPTHOTO  YYPEXKAEHUA C  WUCNONb30BaHWEM  YCU/IEHHOM
KBanMUUMPOBAHHOW 3NEKTPOHHOM MoANUCK 3anpoca O NpenoCcTaBAeHUU AOKYMeHTa. Bpems co aHna
HanpaB/IEHMA KCNEPTHLIM YUPEXKAEHMEM 3aNpPOCa B IMYHbIN KAabUHET 3aABMUTENA B €4MHOIN cucteme A0
OHA HanpaB/ieHUs 3a8BUTE/IEM B JIMYHbIN KabMHET 3KCNepPTHOro yypexKaeHusa B eANHOM cucTeme Konum
3aK/IOYEHMA UM KoMK cepTUdUKATa, YKa3aHHbIX B YacTK 4.2 HACTOALLEMN CTAaTbW, HE YYUTbIBAETCA NpPU
MCUYNCNEHUN CPOKA NPOBELEHUA IKCNEPTU3bI NEKAPCTBEHHOMO CPeacTBa.

(4acTb 4.3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. DKcnepT Npu NpPOBEAEHWMM MOPYYEHHOU €My PYKOBOOMUTENEM 3KCMEPTHOrO yuyperaeHus
3KCMepTU3bl NEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBecT nosiHoOE WwuccneaosaHue npeacrtaB/€EHHbIX eMmy O6'beKTOB, mMmaTepunanos, OaTb
obocHOBaHHOE W OOBEKTUBHOE 3aKNKUYEHWE MO MNOCTAB/NEHHbIM nepeg HMM  BonpoCam Waun
MOTUBUPOBAHHOE 3aKnko4YeHMe O HEBO3MOXXHOCTU npoBeageHMA UM 3SKCNEPTU3bl JIEKAPCTBEHHOIO
cpeAactBa, eC/i NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 3a npeaenbl cneunanibHbIX 3HaHUM JKCnepTa, 06BEKTDI
MCCHEAOBaHMVI N MaTtepumanbl HENPUTroaHbl U1K HEAOCTATOYHbI ANA NpoBedeHUA VICCI'IeAOBaHMﬁ n aayun
3aK/o4YeHma nbo COBpeMeHHbIﬁ YPOBEHb Pa3BUTUA HAYKMU HE MO3BONIAET OTBETUTb HaA MOCTAB/IEHHbIE
BOMpPOCHI;

2) He pasrnawartb CBeAeHMUA, KOTOpble CTa/IM eMy M3BECTHbI B CBA3M C NPOBEAEHMEM IKCNEPTU3bI
NeKapCTBEHHOrO CPeACTBa, a TaKKe CBeAeHUA, COCTAaBAAIOWME rOCyAapPCTBEHHYIO, KOMMEPUYECKYIO UK
WNHYIO OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecneynTb COXPAHHOCTb NPeACcTaBIEHHbIX 06bEKTOB UCCIEA0BAHMIA U MATEPUAIOB.
6. JKcnepT He Bnpase:

1) NpoBOAUTb 3KCMEPTM3Y NEKAPCTBEHHOrO CpeAacTBa NO 06pPaLLEHMIO HENOCPEACTBEHHO K HEMY
opraHmMsauuni nam GusnYecknx nnu;

2) CaMOCTOATENIbHO CO6MpaTb maTepuanbl OgnAa nposeaeHnA 3SKCNEPTU3bl J1€KAaPCTBEHHOTO
cpeAacTtBea;
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3) NPOBOAUTL 3KCNEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KaUeCTBe HErocy1apCTBEHHOrO SKCnepTa.

7. B cnydyae HeobxogMMOCTM 3KCMepT BMpaBe Xo4aTalCTBOBaTb Mepes PyKosBoauTenem
3KCMEPTHOrO Yy4pexKaeHuAa O MpUBAEYEHUM K MPOBEAEHUI0 3KCNepTU3bl /IeKapCTBEHHOro CcpeacTsa
APYT1X 3KCNepTos.

8. Kaxkablil 3KCnepT, BXOAALMMN B COCTaB KOMUCCUM IKCNEPTOB, KOTOPOIM NOPYYEHO npoBeaeHue
3KCMepTU3bl JIEKaPCTBEHHOMO CPeacTBa, HE3aBMCMMO M CaMOCTOATE/IbHO MPOBOAMT MCCAeA0BaHWA,
OUEHMBAET pe3y/bTaTbl, MOAYYEHHbIE UM JIMYHO U APYTMMM SKCMepTamu, U GOPMYIMPYEeT BblBOAbI
OTHOCWUTENIbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CreLmanbHbIX 3HaHUNA.

9. Pe3synbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOTO CpeacTBa O0GOPMIAIOTCA 3aK/AOYEHUEM KOMWUCCUM
3KCMEePTOB. B 3aK/OYEHUM KOMMCCUM 3SKCNEpPTOB YKasbiBalOTCA MepeyeHb MCCefoBaHuli, o0bbem
NPOBEAEHHbIX KaKAbIM 3SKCNEepTOM WCCAeAO0BaHWUA, YCTAHOBJIEHHbIE KaXAblM M3 HUX GakTbl U
cOoenaHHble B pesy/nbTaTe WUCCNef0BaHUI BbiBOAbl. JKCNEpPT, MHEHME KOTOpPOro He coBnagaeT C
peweHMeM KOMWUCCUM 3KCMEPTOB, BMpaBe BbiPasUTb CBOE MHEHME B NMUCbMeHHOW ¢opme, KoTopoe
npuobLLaeTcs K 3aKI0UYEHNI0 KOMUCCUM SKCNEPTOB.

10. 3KCFIeprI, BxogAaulme B COCTaB KOMUCCUU, NpeaynpexpakoTca 06 OTBETCTBEHHOCTM B
COOTBETCTBMMN C 3aKOHOAATE/LCTBOM Poccuitckoit dJe,u,epau,MM 3a Aayy 3aKaw4deHunAa, coaeprrallero
HEeobOCHOBaHHble UK d)aﬂbCMd)MLl,leOBaHHble BblBOAbl, O YEM OHU AOaOT NOANMUCKY.

11. OnpepeneHune ypoBHA NPOPeCccUOoHaNbHOM NOATOTOBKM 3KCNEPTOB M aTTecTauma Ux Ha NpaBo
NpoBeAEeHNs 3KCMepTU3bl EKAPCTBEHHbIX CPEACTB OCYLIECTBSAIOTCA 3KCNEPTHO-KBAIMOUKALMOHHbIMU
KOMMUCCUMAMM B MOPAZKE, YCTAaHOB/SIEHHOM COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM desepasbHbIM
OpPraHOM WCMOJIHUTENIbHOW BAacTU. YpoBeHb NpodeccMoHasbHOWM MOATOTOBKM 3KCMEPTOB MOANEKMUT
nepecMoTpy yKasaHHbIMW KOMUCCUAMM HE peXKe YeM OAMH pas B NATb JieT.

12. MpaBuna NpoBeneHMA 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCrnepTusbl
OTAe/IbHbIX BWAOB JIEKAPCTBEHHbLIX MpenapaToB (pedepeHTHbIX NEeKAapCTBEHHbIX MNpPenapaTos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX NpPenapaToB, OWMONOrMYECKUX JIEKAPCTBEHHbLIX MPenapaTos,
b6uoaHanoroBbix (6MoONoA06OHbIX) NEKapCTBEHHbIX npenapaToB (6MoaHanoros), romeonaTUyYecKnx
JIeKapCTBEHHbIX MPENapaToB, IEKAPCTBEHHbIX PACTUTE/IbHbIX NPenapaTos, KOMOMHALMA NEKAPCTBEHHbIX
npenapatoB), $oOpMbl 3aKNHOYEHUIN KOMWUCCUM 3SKCMEPTOB YCTAHAB/MBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM defepasibHbiM OpraHOM UCNONHUTEIbHOW BAACTMU.

(4acTtb 12 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.

Oo 31.12.2024 pnAa npenapatoB, nNpou3BedeHHblXx B P® B uUenax MMMNopTO3aMeLLeHus,
YCTQHAB/IMBAETCA PEXMM  YCKOPEHHOM Mpoueaypbl FOCPerncTpaumm B COOTBETCTBMWU  C
MocTtaHoBneHnem Mpasutenoctea PO ot 12.03.2022 N 353.

Cratba 17. MNopgaya M paccMOTpeHUe 3aABNEHUA O rOCYAAPCTBEHHOW perucrpauuu
NleKapCcTBEHHOTo Npenapara ANA BeTePUHAPHOro NpMMeHeHun

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.

MonoskeHus ct. 17 (B pen. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NnpeaocTaBaeHMa roc. ycayr npu
0bpallleHNN NeKapCcTBEHHbIX CPEeACTB AN BETEPUHAPHOTO MPUMEHEHMA MNOCPeACTBOM eAMHOro
noptana, npumeHsatotca ¢ 01.01.2026.

1. [Ona rocypapCTBEHHOW perncTpaumm eKapcTBeHHOro npenapata AAA  BeTepUHapHOro
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npMMeHeHus pa3paboTYMK TAKOro JIEKAPCTBEHHOro npenapaTta WMAW YNOJHOMOYEHHOE UMM Apyroe
topuamyeckoe nuo (aanee B HACTOALWEN CTaTbe - 3aABUTE/Nb) HanpaBaseT nocpeacTsom deaepanbHol
rocyaapcTBeHHOM MHPOPMALMOHHOM cucTemMbl "EAMHBIN NOPTan rocygapCTBEHHbIX U MYHULMNAAbHbIX
yeayr (pyHKumiA)" (nanee - eauHbIA NOpTan) B yNONHOMOUYEHHbIN dpeaepasbHbIi opraH UCMONHUTENBHOM
B/1AaCTW 3asB/IEHME O roCYAapCTBEHHOMN Perncrpaumnm NIeKapcTBEeHHOro npenapaTa A9 BeTepMHapHOro
NPUMEHEHUs, MNOAMUCAHHOE YCU/IEHHOM KBaiMOUUMPOBAHHON 3SNEKTPOHHOM MOAMNUCbIO, a TaKXKe
OOKYMEHTbI, U3 KOTOpbIX GOpMUpPYETCA PEervcTpalMoHHOe A0Cbe Ha JIeKapCTBEHHbIM npenapaT And
BETEPUHAPHOTO NPUMEHEHUA.

(4acTtb 1 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. B 3aAB/1IEHMM O TOCYAapCTBEHHOM PErncTpaLMm IeKapcTBEHHOro npenapaTa A/ BETEPUHAPHOro
NPpMMeHeHNA YKa3blBalOTCA:

1) HaumeHoBaHWe M agpec 3asBuUTens, paspaboTuMka W MPOM3BOAUTENSA JIEKAPCTBEHHOro
npenapata ANA BETEPUHAPHOrO MPUMEHEHMA M  adpec MecTa OCYLeCTBAeHMA NPOU3BOACTBA
NeKapCTBEHHOro mnpenapata A/ BETEPMHAPHOrO MPUMEHEHUA (B Caydae HaNMUMA HECKONbKMX
YYaCTHMKOB npoLiecca npor3BoAcTBa HEO6X0AMMO YKa3aTh KasKA0ro U3 HUX);

2) HaMmeHOBaHWe  J/IeKapCTBEHHOro npenapata ANA  BETEPMHAPHOIO  MPUMEHEHUs
(mexayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNMNMPOBOYHOE, WAM  XMUMMUYECKOe W Toprosoe
HanMeHOoBaHUA);

3) nepeyvyeHb LI,GVICTBYIOU.LMX M BCNoOMOraTe/ibHbIX BeELWECTB, BXOAAWMNX B COCTAB NNIEKAPCTBEHHOIO
npenaparta 4,14 BeTePUHAPHOTro NpMMeHeEHUA, C YKa3daHUEM KOIMYECTBa KaxXXa40ro n3 HuX;

4) NeKapCTBeHHanA d)opma, A03UNPOBKa, Cnocob6bl BBeaAeHnA U npumeHeHunA, CpPpOK TroaHOCTU
NEeKapCTBEHHOrO npenapata AaAa BETEPUHAPHOIO NPpUMeEHEHNUA,

5) dapmaKoTepaneBTUYECKas rpynna;

6) HE0b6X0AMMOCTb MPUMEHEHUNA YCKOPEHHOW NpoLeaypbl 3KCNEPTM3bl IEKAPCTBEHHbIX CPEACTB B
Lensx rocyAapcTBEHHOM perncTpaumm eKapcTBeHHOro Npenapara;

7) KONUKU OKYMEHTOB, NOATBEPKAAIOWMX YNAATY roCyAapCTBEHHOW NOLW/UHBI:

a) 33 npoBefeHUEe 3KCNepTU3bl KauyecTBa JIEKAPCTBEHHOro CPeAcTBA M 3KCNepTU3bl OTHOLIEHMUSA
OXWAAEMON MOoAb3bl K BO3MOMHOMY PUCKY MPUMEHEHMS NEeKapCTBEHHOro npenapaTta Agnas
BETEPMHAPHOIO NPMMEHEHWA NPU ero rocyAapCcTBEHHOM perncTpaunm;

6) 33 BblAauyy PermcTpaLmnoHHOrIo y40CTOBEPEHMA IEKAPCTBEHHOrO Npenapara;

8) Hanuume cornacus, NPeayCMOTPEHHOro YacTbio 7 HacToAWel cTaTbW, €CiIM C MOMEHTA
peructpauumn pedepeHTHOro JieKapcTBeHHOro npenapata gAs BETEPUHAPHOro NPUMEHEHUA NPOLO
MeHee YeM LIEeCTb NeT.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrTpauMoHHOe 40Cbe B Lie/IAX IKCNEePTM3bl NEKAaPCTBEHHOIO NpenapaTa 414 BeTePUHapPHOro
npumeHeHna GopMUpyeTCa U3 CeayoWmnX 4OKYMEHTOB U CBEAEHMIA:
(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBepeHuMA o gate NpenocTaBAeHUA U PEFUCTPALMOHHOM HOMEpPe JIMLEH3UN Ha NPOM3BOACTBO
NIEeKAPCTBEHHbIX CPeACTB, MNPeAOCTaB/NEHHOM MNPOU3BOAUTENIO PErUCTPUPYEMOTO NIEKAPCTBEHHOIO
npenaparta 414 BETEPUHAPHOIO MPUMEHEHUA, AN1A POCCUIACKUX NPOU3BOAUTENEN;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)

2) cBegeHnA O AaTte npeaocraBieHnAa U perMcTpaulMoHHOM Homepe NUEH3NM Ha NpPonu3BoacCTBO
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JIEKAapCTBEHHbIX CPEeACTB, MpPeaoCTaB/AeHHOM npoussoauTento ¢dapmaueBTMYeckor cybcTaHumm,
BXOAALLEN B COCTaB PErmMCTPMPYyeEMOro JIEKAPCTBEHHOrO nNpenapata A4 BETEPUHAPHOIO NPUMEHeEHUS,
ANA POCCUNCKMX NponsBoguTenei;

(B peq. PegepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-$3)

2.1) KonusA AOKYMeHTa, BblAaHHOrO YMO/JHOMOYEHHbIM OPraHOM CTpaHbl MpousBoAUTENs ANS
Ka)XgoM NpPOM3BOACTBEHHOM  MJIOWAAKM  PEerucTpupyemoro  JIeKapCTBEHHOTO  npenapata  Aasa
BETEPUHAPHOrO MPUMEHEHMA W MNOATBEPKAAOLErO COOTBETCTBME MPOU3BOAUTENSA IEKAPCTBEHHOIO
npenapata TpeboBaHMAM MPaBUA Hag/exalleld NpPou3BOACTBEHHOM NPAKTUKWU, M ero nepesod Ha
PYCCKUIA A3bIK, 3aBEPEHHbIE B YCTaHOBJIEHHOM MOPAZKE, @ TaKXKe KOMWA 3aKN0YEeHUs O COOTBETCTBUM
npou3BOAUTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpPaBWUA HagNeXKallel NpPOoM3BOACTBEHHOM
NPAKTUKKU, BbILAHHOFO YMNOJHOMOYEHHbIM ¢denepasbHbIM OpPraHOM MWCNONAHUTENbHON BAACTM ANA
Ka)KgoM MpPOM3BOACTBEHHOM MNOWAAKM  PEermcTpMpyemoro  NeKapcTBEHHOro npenapata  Ans
BETEPUHAPHOrO NPUMEHEHNA, IMBO KONUA peLlleHnsa 0 NPOBEAEHUM UHCNEKTUPOBAHNA NPON3BOLAUTENS
JIeKAPCTBEHHbIX CPEACTB, MPUHATOrO YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOJHUTENbHOM
B/IACTU AN5 KaXKA0M NPOU3BOACTBEHHON MIOWAAKM PEFNCTPUPYEMOrO IeKAPCTBEHHOMO Npenaparta 4ns
BETEPUHAPHOrO NPUMEHEHMUA. YKa3aHHble AOKYMEHTbl NpeacTaBaAATCcA B Cayvae, ecan Npou3BOACTBO
JleKapCTBEHHOrO NpenapaTta ocyLecTBAAeTCcA 3a npeaenamm Poccninckoit Pepepaunu;

(n. 2.1 BBeaeH PenepanbHbiMm 3akoHoMm oT 04.06.2018 N 140-P3)

2.2) KonuA [OKYMEHTa, BbIAAHHOIO YNOAHOMOYEHHbIM OPraHoOM CTpaHbl MpPOM3BOAUTENSA
dapmaLeBTUYECKOM cybcTaHumm 7 NOATBEPKAAOLWETO COOTBETCTBME npoussoaunTens
dbapmaLLeBTUYECKOW CyOCTaHLMKN, BXOASLLEN B COCTAaB PErMCTPUPYeMoro JekapCTBeHHOro npenapara
ONA BETEPUHAPHOro NpMMeHeHus, TpeboBaHMAM NpaBuUA HagexKallen NPon3BoACTBEHHOM NPAKTUKK, U
ero nepeBos Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM NOpPSAAKE, B C/ly4ae, eCv NPoM3BOACTBO
dbapmaLeBTMYECKOW CybCTaHLMM OCcyLLecTBAAETCA 3a Npeaenammn Poccuiickon Pegepauum;

(n. 2.2 BBegeH PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

3) NpPOeKT HOPMATMBHOrO JAOKYMEHTa Ha JeKapCTBEHHbIM npenapaT Ans BeTepUHapHOro
npumMeHeHus;

4) pOKYMEHT, cogeprKalmii cneayowyo nHdopmaumio o GpapmauesBTUYecKon cybcTaHUuM Man
bapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTAB JIEKaPCTBEHHOro npenaparta 4/ BeTePMHAPHOro
npumMeHeHus:

a) HauMmeHoBaHMe dapmaLEeBTUYECKON CybCTaHUMKM, ee CTPYKTypa, obwume cBoncTBa (npu
rocyfapCTBEHHOM  perncTpaumMm  MMMYHOBWMONOTMYECKMX  NIEKApCTBEHHbIX  NpPenapatoB  Ans
BETEPMHAPHOIO MPUMEHEHNA MPEACTaBAAOTCA CBEAEHMA O LWTamMMe, BKAOYaA €ro HaMMeHOoBaHue,
MHPOPMALMIO O MPOUCXOMKAEHMM, 7O CBOMCTBAX, XapPaKTEPUCTMKAX U MecTe AeNoHUPOBaHMA);

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HauMeHOBaHWe U apec NPOU3BOANTENS;

B) TEXHO0rMA Npon3soacTtBa C onNCaHnem CTaAMVI npon3soactBa U METOA0B KOHTPONA Ha BCEX
CTaamax nponssoacTsa,

r) wHpopmauma o npumecax (He npeacTaBAseTcA MPU  roCyAapCTBEHHOW  perncrpaumm
MMMYHOBMON0rMYECKNX IeKapCTBEHHbIX NPenapaToB A4/19 BETEPMHAPHOIO NPUMEHEHUA);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmrKauma Ha bapmaLeBTUUECKYO cybcTaHLMIo (He NpeaCcTaBAfETCA NPU roCyAapcTBEHHOM
perucTpaumn MMMyHOBMONOTMUYECKUX IEKAPCTBEHHbIX NPenapaTos AN BETEPUHAPHOro MPUMEHEHMSA);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) onncaHme MeToanK KOHTPOA Ka4yecCTBa,
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X) pesynbTaThl aHanuMsa cepuii dapmaleBTUUYECKON cybcTaHUuMM (He npeacTaBAsloTCa Npu
rocyfapCTBEHHOM  perncTpaumm  MMMYHOBMONOTMYECKMX  JIEKApPCTBEHHbLIX  MpenapaToB  AAs
BETEPUHAPHOro NPUMEHEHUA);

(B peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3) NepeyeHb CTaHAaPTHbLIX 06Pa3LLOB MW BELLECTB, MCMOJb3YeMbIX MPU OCYLLLECTBAEHMM KOHTPOAA
KayecTsa;

1) onMcaHme XxapakTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUasIoB U YKYNOPOUHbIX CPEACTB;

K) JaHHble 0 CTabunbHOCTM (HEe NpPEeACTaBAAOTCA MNpPU  TOCYLAPCTBEHHOW pernctpauuu
UMMYHOBMOI0rMYECKNX TIEKAPCTBEHHbIX MPEenapaToB A5 BETEPUHAPHOro NPUMEHEHUS);
(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YC/IOBMA XPaHEHUS;

KoHcynbTaHTlAOC: NnpyMmeYaHme.

Mpu ycKopeHHONM npoueaype pernctpauuyM BOCMPOU3BEAEHHOrO MpenapaTa AO0nycKaetca
HenpeAcTaB/ieHMe OMNUCAHMA METOZOB U UX AOKYMEHTA/IbHOrO NOATBEPKAEHUA, NPU NMUCbMEHHOM
0b6A3aTeNbCcTBE MX NpeacTtaBuTb B TeyeHue 12 mecaueB co AHA peructpaumm (MoctaHoBneHWe
Mpasutenbctea PO ot 12.03.2022 N 353).

5) oTyeT o0 pe3synbTaTax AOOKAMHUYECKOrO MWCCefoBaHMA /IeKapCTBEHHOro cpeactsa A4S
BETEPUHAPHOro NPUMEHEHUs, BKIOYAIOLWMIA ONUcaHMe MeToA40B onpeae/ieHns OCTaTOUYHbIX KOAMYecTs
OENCTBYIOLLEro BellecTBa (4EMCTBYIOWMX BELLeCTB), AocTuratowero (gocTuratowmx) CUCTEMHOro
KPOBOTOKa, B MPOAYKLUU KUBOTHOFO MPOUCXOMKAEHUA MNocne NPUMEHEHUs TaKoro /eKapCTBEHHOro
CPe/ACcTBa, a TaKXKe AOKYMeHTalbHoe NoATBepXAeHWe (Banngaums) ykasaHHbIX MeToA0B;

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OT4ET O pe3ynbrtaTtaxX KJANMHUYECKOro wnccieaoBaHMA NEeKapCTBEHHOro npenaparta  AnA
BETEPUHAPHOIO NPUMEHEHNA Y KaxXXA0ro Buaa XKNBOTHbIX, YKa3aHHbIX B UHCTPYKUUKU NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT WHCTPYKUMM NO BETEPMHAPHOMY MNPUMMEHEHUIO JIeKapCTBEHHOro npenapara,
cofepKallei cneayrowme cBeaeHun:

a) HaMmeHoBaHMe  /IeKapCTBEHHOro  npenapaTa 408  BeTepUHapHOro  MNpumeHeHua
(meXkayHapogHoe HenmaTeHTOBaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XUMUYECKoe W  Toprosoe
HaMMeHOBaHUA);

6) NeKapcTBeHHanA d)opma C YKa3aHuem HaMMEHOBAHMMA W KOJMYECTBEHHONO COCTaBa
AeVICTBleU.LMX BellecTB U Ka4eCTBEHHOIO COCTaBa BCMNOMOraTe/ibHbIX BELWECTB,

B) OonncaHme BHeEWHEro snaa 1eKapCTBEHHOIO NpenapaTa 414 BETePUHAPHOIo NpuMeHeHuA,;

r) dapmakoTepaneBTMUYecKasa rpynna JEKapCTBEHHOro npenapata Aaa BeTEePUHAPHOro
NPUMEHEHNA UK YKa3aHKe "romeonaTUYeckuii 1eKapcTBeHHbIM npenapar’;

4)  dapmakoavHamMKa M dapMaKOKMHETMKa (33 MCKAlYeHMem  GpapMaKOKUHETUKM
romeonaTMYecknx EeKapCTBEHHbIX MPEnapaToB M PacTUTE/NbHbIX JIEKAPCTBEHHbLIX MPenapaToB) MW
onuncaHne MMMYHOBNONOrMUYECKMX CBOMCTB 1IEKAaPCTBEHHOrO Npenapara;

E) NOKa3aHnA ANA NpUuMeHeHUA,

)K) NPOTNUBOMNOKA3aHMA ANA NPUMEHEHUA;
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3) Mepbl NPeAOCTOPOXHKHOCTU MPU NPUMEHEHUN;

1) YKazaHWe BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHNA Y BePEMEHHbIX }KUBOTHbIX, Y }KUBOTHbIX
B NEPUOA, NaKTaLLMK, y NOTOMCTBA KMBOTHbIX;

K) peXum 1031MpoBaHus, cnocob BBeAEHUA U NPUMEHEHUSA, MPU HEOBXOAMMOCTM Bpemsa npuema
NleKapCTBEHHOro npenaparta A BETePUHAPHOro NPUMEHEHUA, NPOAO/IKUTENbHOCTb 1eYEHUS;

N)  BO3MOXHble Nob6oOYHble AENCTBMA, HEeXeflaTeNlbHble peakuum npu  MPUMEHEHUM
NeKapCTBEHHOro npenapara 4/1a BeTepuHapHoro NpUMeHeHus;

M) CUMNTOMbI NEPef03nNPOBKM, Mepbl MO OKa3aHMIO MOMOLLM NPU Nepeao3npOBKe;
H) B3aMMoAencTBME C APYrMMU NEKAPCTBEHHbIMM NpenapaTamu 1 (M1un) Kopmamu;
0) bopMbl BbiMyCKa JIeKapCTBEHHOro Npenaparta A/ BEeTEPUHAPHOIo NPUMEHEHUS;

n) ykasaHue (nNpu HeobxoaAuMMOCTM) ocobeHHOCTel AeWCTBMA JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIo NPUMEHEHUA NPU NepBoM nNpmneme U1 Npn ero OTMeHe;

p) onucaHue (Npu HeobxoAMMOCTH) AEWUCTBUI cneunanncTa B 061acTM BeTepuHapuu, Bnagenbla
KMBOTHOTO MpM MNPONycKe npuema OAHOW WM HECKONIbKUX [03 JIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOr0 NPUMEHEHMUS;

(8 peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK TOOHOCTUM W YKasaHuWe Ha 3anpetr npumeHeHnAa NeKapCTBEHHOro npenaparta AnA
BETEPUHAPHOIo NpUMeHeHuA No NcTted4eHnn Cpoka roaHoCTu;

T) YCNOBUSA XpaHeHuUs;

y) YKa3aHue Ha HEO6XO,£I,MMOCTb XpPaHEHNA NEeKapCTBEHHOroO npenaparta AnAa BETEPUHAPHOIO
npuMmeHeHuUA B MecCTax, HEAOCTYNHbIX ANA ,D,ETEVI;

¢) yKasaHue (npn HeobXoAMMOCTM) cneumanbHbIX Mep NPeaoCTOPOXKHOCTU MPU YHUUTOKEHUM
HEeWCMNo/b30BaHHbIX IEKAPCTBEHHbIX MPENapaToB 4/ BETEPUHAPHOTO NPUMEHEHWS;

X) CPOKM BO3MOXHOIo UCnosib3oBaHMA NpoaykKunn XMBOTHOIMO NponCXoxgeHnAa nocne seeaeHuA
KNBOTHOMY JIEKAPCTBEHHOIO NpenapaTta 4214 BETEPUHAPHOIo NPpUMeEHEHUA;

L) ycnoBuma oTnycKa;

‘-I) HaUMeHOBaHNA W agpeca MNpPousBOACTBEHHbLIX NNOWAAOK npounssoanTena NeKapCrBeHHOro
npenaparta gn1a BeTepUHapPHOro NnpuMeHeEHUA;

W) HaMmeHOBaHMe, agpec OpraHU3auMu, YMNONHOMOYEHHOW AepsKaTenem WAU Bnagenblem
PEerucTpaLMoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOro Mnpenapata Ha MPUHATME NpeTeH3ui oT
nortpebutens;

8) NPOEeKTbl MaKeTOB NePBUYHON YNAKOBKM M BTOPMYHOM YNAKOBKM /IeKapCTBEHHOro npenaparta
AN BETEPMHAPHOIO NPUMEHEHUS;

9) cnepylolme cBeAEHMA 0 NEKAPCTBEHHOM Mpenapare A4/1A BETePUHAPHOTO NPUMEHEHUA:
a) onuncaHue 1 CoCTaB JIeKapCTBEHHOro NpenapaTta A1 BeTepUHapHOro NpUMeHeHus;
6) onucaHue dpapmaLieBTMYECKOW pa3paboTKu;

B) onncaHme npouecca nponssoacTsa U ero KOHTpPoaA, nognmncaHHoe B nopAaaKke, YCTaHOBNIEHHOM
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B COOTBETCTBUM C 4aCTbto 1 HACTOALLEN CTaTby;
(B peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHWe KOHTPOAA KPWUTUYECKMX CTaaAMi MNPOM3BOACTBA WM MPOMENKYTOYHOM NPOAYKLUM,
noAnucaHHoe B NopsKe, yCTaHOBAEHHOM B COOTBETCTBMM C YacTblo 1 HacToALLEelN CTaTby;
(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

[) HaMmeHOBaHMA M agpeca pa3paboTumKa, gepkatensa WAM Bnafenbla pPerncTpaLyMoHHOro
YOOCTOBEPEHUA  NIEKAPCTBEHHOFO  MpenapaTta, MPOM3BOACTBEHHbIX MNJOWALOK  MNPOU3BOAUTENS
JIeKapCcTBEHHOrO NpenapaTa 4719 BETEPUHAPHOTO MPUMEHEHUA C YKA3aHMEM CTaaui TEXHONOMMYECKOro
npouecca, OCYLECTBAAEMbIX HA MPOM3BOACTBEHHbIX M/OWAAKAX MPOU3BOAUTENA NIEKAaPCTBEHHOIO
npenapara 4/1a BETEPUHAPHOIo NPUMEHEHUS;

(B peq,. PegepanbHbix 3aKoHOB 0T 13.07.2015 N 241-d3, o1 02.08.2019 N 297-93)

e) dapmaLeBTMYECKan COBMECTUMOCTb;
) MUKPOBMONOTMYECKNE XapaKTEPUCTURN;
3) MaTepuasbHbIi 6anaHc Ana NPOM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

VI) OnNCaHne XapakKTepnuctnk 1 CBOWCTB YNaKOBOYHbIX MaTepPMaioB N YRKYNOPOYHbIX CPEACTB,

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu pernctpaumMm NO YCKOPEHHOM npoueaype [AOOMyCKaeTca HenpeactaBieHUe [AOKYMEHTOB,
npeaycMmoTpeHHbix nn. "K' n. 9 4y. 3 cr. 17, npu ycnoBuMM nNUCbMEHHOro o6s3atenbcTBa WX
npeAocTaBuUTb B TedeHne 12 mecsueB co gHA pernctpaumm (MoctaHosneHue MpasuTtenbctea PO ot

12.03.2022 N 353).

K) AOKYMeHTaNbHOE NoATBEPKAEHME (BaIMAALMA) NPOLLECCOB U (MK) UX OLEHKa;

I'I) Tp66OBaHMﬂ K Ka4yecTtBsy BCNOMOratesibHbiIX BelwecTB (CEpTVI(I)VIKaT, cneu,md)mr(au,m Ha
BCNOMOraTte/sibHble BelwecTBa N1 UX O6OCHOBaHME),'

KoHcynbTaHTIIAOC: NpUMeYaHue.

Mpy pernctpaumm no YCKOPEHHOW npoueaype AOMNycKaeTca HenpeacTaBAeHMEe [OKYMEHTOB,
npeaycMoTpeHHbix nn. "m" n. 9 4. 3 cr. 17, npu ycnoBuMM NUCbMEHHOro o6s3aTenbCTBa UX
npenocTaBuTb B TedyeHne 12 mecaues co gHA pernctpaumn (MoctaHoBneHue Mpasutensctea PO ot

12.03.2022 N 353).

M) aHaanTnyeckme MeToaukn, ucnosibdyemble nNpn  OCyWECTBNEHUN KOHTPONA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB,

KoHcynbTaHTIAOC: NpumeyaHue.

Mpn pernctpaumMm nNO YCKOPEHHOM npoueaype AOMYCKaeTca HenpeacTaBieHUe [OKYMEHTOB,
npeaycMmoTpeHHbix nn. "H" n. 9 4. 3 c1. 17, Npu ycNoBUMM MNUCbMEHHOrO 06A3aTeNbCTBA WX
npeAocTaBuUTb B TedeHne 12 mecsaueB co gHA pernctpaumm (MoctaHosneHue MpasuTtensctea PO ot

12.03.2022 N 353).

H) AOOKYMEeHTa/ZIbHOE noAaTtesepxageHune (Banm,a,au,m) dHa/IMTUYECKNX METOAUK, NCMOJSIb3yEMbIX NPU
OCYyLLECTBNIEHUN KOHTPO/IA Ka4eCTBa BCMOMOraTe/ibHbIX BELWECTB,

O) MHd)OpMaLI,Mﬂ 06 MCNO/Ib30BaHUM BCMOMOraTe/lbHbIX BellecTBs 4enoseyeCkoro m XmMBOTHOIO
NPOUCXOXKAEHUA,


https://login.consultant.ru/link/?req=doc&base=RZB&n=330696&dst=100039
https://login.consultant.ru/link/?req=doc&base=RZB&n=330696&dst=100040
https://login.consultant.ru/link/?req=doc&base=RZB&n=182628&dst=100020
https://login.consultant.ru/link/?req=doc&base=RZB&n=330696&dst=100041
https://login.consultant.ru/link/?req=doc&base=RZB&n=490197&dst=100547
https://login.consultant.ru/link/?req=doc&base=RZB&n=490197&dst=100547
https://login.consultant.ru/link/?req=doc&base=RZB&n=490197&dst=100547

n) yrpatun cuny. - depepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHWA K KayecTBy JIEKAapCTBEHHOro mnpenapaTta A8 BETEepPUMHAPHOrO MNPUMEHEHUSA
(cepTndmKaT, cneunduKauma Ha NekapcTBEHHbIN NpenapaTt U ux o6ocHoBaHMe);

C) aHanUTUYeCKMe METOAMKM, WCMOo/b3yemMble MPW  OCYLLECTBJEHMM KOHTPOAA KayecTsa
NIeKapCTBEHHOro npenapara 4/19 BeTePMHaPHOro NPUMEHeEHMS;

KoHcynbTaHTlAKOC: NnpumeyaHue.

Mpu perncTpaumm Mo YCKOPEHHOM mnpoueaype AOMyCKaeTcs HenpeactaBieHUe [OOKYMEHTOB,
npeaycMoTpeHHblx nn. "t n. 9 4. 3 cr. 17, npu ycioBMM NUCbMEHHOro o6s3aTenbCcTBa MX
npeaocTaBuTb B TedeHue 12 mecaues co AHA pernctpaummn (MoctaHosneHue Mpasutenbcrtsa PO ot

12.03.2022 N 353).

T) AOKYMeHTaNbHOe noATBepXaeHue (Banngaumsa) aHaiMTUYECKUX METOAMK, UCNOJb3yeMblX Npu
OCYLLECTBNEHMUM KOHTPOA KavecTBa 1IeKapCTBEHHOTO NpenapaTa A1 BETePUHAPHOro NPUMEHeHUs;

y) AOKYMEHT, MOATBEPKAAIOWMIA KAYecTBO JIEKAPCTBEHHOro npenapata Tpex MPOMbILAEHHbIX
cepuit (MPOTOKOAN aHanM3a uaM cepTUPUKAT aHanNM3a), ofHa Cepus KOTOPOro AO0/KHA COoBMajaTtb C
cepueii 06pasLa eKapcTBEHHOro NpenapaTta, NoAAaHHOIO Ha PerncTpPaLmio;

&) xapaKkTepucTUKa npumecein;

X) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB, MCnosib3yembiX Npun OCylwecCcTtBNEHNN KOHTPONA Ka4yecCTBa
NEeKapCTBEHHOrIO nNpenaparta AaAa BETEPUHAPHOIO NPpUMeEHEHNA,;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHONM npoueaype perncrtpauuyM  BOCMPOU3BEAEHHOrO MpenapaTta AO0nycKaeTca
HenpeacTaBAeHWEe CBEAEHWIM, MPeAyCcMOTPeHHbIx nn. "u' n. 9 4. 3 cr. 17, Nnpu nNUCbMEHHOM
06A3aTeNbCcTBE MX NPeAoCcTaBUTb B TeyeHWe 12 mecaueB co AHA peructpaumm (MoctaHoBneHue

MpasuTenbctea PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTU NEeKapCTBEHHOrIO nNpenapata 414 BETEPUHAPHOIO NpUMeHeHUA,;

10) KonuAa AOKyMeHTa, cogep:kawero uHbopmauuilo o Haanumm unm ob otcyTcTBumM daKToB
perncrpauum NekapcTBEHHOro nNpenapaTa 414 BETEPMHAPHOro NpMMeHeHuns 3a npeaenammn Poccninckoi
depepauuy;

11) cornacne B NUCbMeHHOM dopme, NPedyCMOTPEHHOE YacTblo 7 HacToAWEN CTaTbM, B Cyyae
perucTpauumn BoCcnpoms3BeAeHHOMo IEKapCTBEHHOrO Npenapara;
(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAaHOB/JEHHOM MopsAKe U
NOATBEPKAAIOWEro MPaBOMOYHOCTb 3asfB/NEHUA O FOCYAAapPCTBEHHOW PErucTpaummn NeKapcTBEHHOro
npenapaTta Ana BETEPUHAPHOro NPUMeEHeHUA (4,0BEePEHHOCTb);

KoHcynbTaHTIAOC: NpumeyaHue.

Oo 31.12.2030 poOCCUMMACKMM MNPOM3BOAUTENAM pPa3pelleHo He npeacTaBasaATb CBEAEHMA B
cootBeTcTBMM € N. 13 4. 3 c1. 17 nNpu perncTtpaumm MMMYHODBMOIOFMYECKUX NEeKAPCTBEHHbIX
npenapatos (MoctaHoBneHue MpaButenbctea PO ot 12.03.2022 N 353).

13) cBefeHMs O roOCyOapCTBEHHOW PErucTpaumMum  reHHO-WHXKeHepPHO-MoANGULMPOBAHHDBIX
OpraHW3moB, npeAHasHadeHHbIX A8 BblNyCKa B OKpy)Kawlwyt cpedy (Npu rocyaapcTBeHHoON
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perucTpaummn NIeKapcTBEHHbIX MNpPenapaTtoB A48 BETEPUHAPHOTO MPUMEHEHUS, MOJIYYEHHbIX C
NPUMEHEHNEM TE€HHO-UHXKEHEePHO-MOANPULUMPOBAHHBIX OPraHU3IMOB WM  COAEP)KALLMX TaKue
OpraHM3Mmbl).

(n. 13 BBegeH PegepanbHbim 3akoHOM oT 02.08.2019 N 297-93)

4. Mpu nNpoBeAeHWM YCKOPEHHOKN npoueaypbl 3KCNEepTU3bl JIeKAPCTBEHHOrO npenapaTa gas
BETEPUHAPHOIO MPUMEHEHUs (33 MCKAIYEeHMEeM JIeKapCTBEHHOro npenapata Ana BeTepuMHapHOro
NpPUMeHeHNs, yKa3aHHOro B Yactu 4.1 HacToswen cTaTbM) B LENAX ero rocyapCTBeHHON perncrpauum
BMECTO OTYeTa pa3paboTumKa o pesybTaTax AOKIMHMUYECKOTO UCCNea0BaHMA IEKapCTBEHHOIO cpeacTBa
ONA BETEPUHAPHOro NMPUMMEHEHUS MOXKET ObiTb npeactasBsieH 0630p HayyHbiX paboT o pesynbTaTax
OOKJMHUYECKOro ucciefoBaHUa pedepeHTHOro NeKapcTBEHHOro mnpenapaTta And BeTepUHApPHOro
NPUMEHEHNsA, a BMECTO OTYETa O pe3y/bTaTax KNIMHUYECKOrO UCCe0BaHMA IeKapCTBEHHOrO NpenapaTa
ONA  BETEePUHAPHOro MPUMMEHEHUS OTYeT O pesynbTaTax MCCefoBaHU  BMO3KBUMBANEHTHOCTU
BOCMNPOW3BEAEHHOIO JIEKaPCTBEHHOrO Npenapara 418 BeTePUHapHOro NPUMeEHEeHMUs.

(8 peq,. PepgepanbHbix 3aKoHOB 0T 02.08.2019 N 297-®3, o1 28.04.2023 N 171-$3)

4.1. Npu NpoBeaeHUM YCKOPEHHOW Mpoueaypbl 3KCNepTM3bl JIEKapCTBEHHOro npenapata Aas
BETEPUHAPHOrO NPUMEHEHUA, NPeLHAa3HAYEeHHOro A8 IeYeHUs LOMALUHUX }KUBOTHbIX, ONpeae/ieHHbIX
depepanbHbiM 3akoHOM OT 27 aekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM Ob6palLeHuMn C
KMBOTHbIMU U O BHECEHUN U3MEHEHUI B OTAENbHbIE 3aKOHOAATEIbHbIE aKTbl Poccuiickon Peaepaumn”,
M 3aPEerncTpupoBaHHOrO B KayecTBe JIEKAPCTBEHHOrO npenapata 414 MeAUUMHCKOIro NPUMEHEHUS, B
LLe1IAX ero rocy4apcTBeHHON perncTpaumm BMeCcTo oT4eTa pas3paboTyumKa o pesyabTaTax AOKIMHUYECKOro
MccnefoBaHUA IEKApPCTBEHHOMO CPeACTBa A1 BETEPUHAPHOrO NPUMEHEHMA MOTYT ObITb NpeacTaBAeHbI
pe3ynbTatbl AOKAMHUYECKOrO MWCC/eAO0BaHUA COOTBETCTBYIOLWLErO JIEKAPCTBEHHOrNO CpeactBa  Ans
MEeAMLMHCKOTO NPUMMEHEHUA, @ BMECTO OT4eTa O pe3y/bTaTax K/AMHUYECKOro WucciefoBaHUA
JIeKapCTBEHHOro npenapaTta A1 BETEPUHAPHOro NpuMeHeHus - 0630p Hay4yHbIX PaboT o pesynbTaTtax
KNAMHUYECKUX UCCNef0BaHUIA NeKapCTBEHHOro npenapaTta Aaa MeAULMHCKOrO MPUMEHEHMA Ha BMAaax
JKMBOTHbIX, KOTOPbIM NpegHa3Ha4YaeTca uccneayemblii NeKapCcTBEHHbIM npenapar.

(4acTb 4.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 28.04.2023 N 171-93)

5. Ha 3KcnepTvsy pasanyHbIX JIeKapcTBEHHbIX (GOPM OAHOTO M TOrO Ke JIeKapCTBEHHOro
npenapata g/1a BeTEPUMHAPHOrO MPUMEHEHUs 3aABUTENb NpPeACTaBAAEeT OTAE/bHble 3anBNEHUA WU
pPerucTpaumoHHble AOCbE Ha KaXKaylo eKapcTBeHHYo ¢opmy. Mpu ycnoBumn og4HOBPEMEHHON Nodaym Ha
9KCMNepTU3y OLHONM NEKapCTBEHHON GOPMbl C Pas/IMYHBIMM L03MPOBKOW, KOHUEHTpauueln, obbemom
3aABUTENb NPEACTaBAAeT OAHO 3asB/ieHMEe U PerucTpauMoHHOEe A0Cbe C MPUIoXKEHWEM MaKeToB
NepBMYHOM YNAKOBKM M BTOPMYHOM YNAKOBKWU. Ha MaKkeTax NepBUYHOM YNaKOBKM U BTOPUYHOM YNaKOBKK
YKa3blBalOTCA BCE NPOM3BOAUMbIE L03UPOBKM, KOHLLEHTPALMMK, 06bemMbl U KONMYECTBO A,03 B YNaKOBKe
NeKapCTBEHHOro Npenaparta Aaa BeTePUHAPHOro NPUMeHeHMsn.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTasneHUA € 3aABNEHMEM O FOCY[aPCTBEHHOM PErMcTpaLmm IeKapCTBEHHOTO
npenaparta 41a BETePUHAPHOro NPUMMEHEHUA LOKYMEHTOB, MOATBEPKAAIOLLMX YNIATy roCcyAapCTBEHHOM
MOLWIMHBI U YKa3aHHbIX B MyHKTE 7 YacTu 2 HACcTOALWEN CTaTbW, CBEAEHUN O IMLLEH3UAX, YKa3aHHbIX B
nyHKTax 1 M 2 yactTm 3 HacToslWel CTaTbM, a TaKke BblAaBaemblx (NpenocTaBasembix)
YNONHOMOYEHHbIMW deaepanbHbIMM OpraHamu UCNOAHUTENIBHOW BAACTU [OKYMEHTOB (cBeaeHui),
YyKazaHHbiXx B NyHKTe 2.1 vactu 3 HacToAwWweN cTaTbW, YNOJHOMOYEHHbIN deaepanbHbln OpraH
WUCNONHUTENbHOW  BAACTM  3aMpallMBAeT  YKasaHHble  AOKYMeHTbl  (cBegeHua) B nopagke
MeXBe0MCTBEHHOIO MHPOPMALIMOHHOIO B3aMMOLENCTBUA.

(4acTb 6 B peq. depepanbHoro 3akoHa ot 27.12.2019 N 478-3)

7. He ponyckaeTca MCNONb30BaHME B KOMMEPYECKMX Uenax uHbopmaumMmM O pesynbTaTax
AOKNNHUYECKMX UCCAe0BaHWUIA NEKAPCTBEHHbIX CPEACTB M KNIMHUYECKUX UCCAe0BaHNA 1EKAPCTBEHHbIX
npenapaTtoB A4S BETEPUHAPHOro MPUMEHEHWA, NpeacTaBNeHHON 3asBUTENEM A1A rocyAapCTBEHHOM
perucTpauumn NeKkapcTBeHHbIX npenapatoB, 6e3 ero cornacMa B Te4yeHWe LWecTn neT c  AaTbl
rocyAapcTBeHHON pernctpauumn pedpepeHTHOro 1eKapcTBeHHOro npenapara B Poccuitickoit ®egepaunu.
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8. [lep*kaTtenb UAM BRagenew, perMcTpaLMoHHOro ya0CTOBEPEHUA IEKAPCTBEHHOrO nNpenapaTa Aas
BETEPMHAPHOIo NPMMEHEHUA NPeACcTaB/IAeT B YNOJHOMOYEHHbIN ¢pesepanbHbli opraH UCNOAHUTENbHOM
B/1ACTW OTYET MO pe3yabTaTam dapmMaKkoHaA30pa OAMH Pas B LIECTb MECALEB B TeYEHME ABYX NET noce
rocyapcTBEHHOM perncTpaummn eKapcTBeHHOro npenapata B Poccuiickor Pepepauunun, 3atem
€XXeroAHo B TeYeHue nocaeayoLmnx Tpex NeT U B AasibHellemM OAnH pas B TpM roaa.

(4acTb 8 BBeAeHa PeaepanbHbim 3akoHoM oT 02.08.2019 N 297-d3)

Cratba 18. YTpaTtuna cuny c 1 ceHtabpa 2024 roaa. - PeaepanbHbiii 3aKoH ot 30.01.2024 N 1-93.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 19 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowwmeca NpeaocTaBieHus roc. ycayr npu
06pallleHNN NeKapCTBEHHbIX CPeacTB: ANA MeOULMHCKOrO NPUMEHEHUs MOoCpeacTBOM eAWHOM
cuctembl U (Man) eanHoro noprtana, npumeHsatoTcs ¢ 01.01.2025; ana BeTEPUHAPHOrO NPUMeEHeHUA
nocpeacTsoM egmMHOro noptana, npumeHsatoTca ¢ 01.01.2026.

Cratba 19. NpuHATUE pelieHUa O BblAaue IKCNEepPTHOMY YyUpeXKAeHUI0 3aaHMA Ha nposeaeHune
3KCnepTU3bl IEKAPCTBEHHOIO CpeacTBa

(8 peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue aecATU paboumnx AHel co AHA NPUHATUA 3as8BIEHUSA O roCyAapCTBEHHON perncTpaumm
NleKapCTBEHHOro npenapaTa WKW 3asfBNEHMA O MNPU3HAHMM NIeKapCTBEHHOro npenapaTa opdaHHbIM
NIeKapCTBEHHbIM  MPEenapaTtoMm  COOTBETCTBYHOLWIMIA  YNOJHOMOYEHHbIM  dedepanbHbii  opraH
WUCNONHUTENbHOW BAACTM NPOBOAUT NPOBEPKY NONHOTbI, 4OCTOBEPHOCTU M NPaBUAbHOCTU opopmaeHUA
npeAcTaB/ieHHbIX AOKYMEHTOB PerMcTpaumoHHOro Aocbe Ha /IeKapCTBEHHbIM npenapaTt U NpuHUMMaeT
pelweHue o Bblgaye 3a4aHuNA Ha NpoBeaeHue:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) aKcnepTUsbl AOKYMEHTOB, NPeAcTaBieHHbIX ANA onpeaeneHna BO3MOMKHOCTM paccmaTpuBaTh
NleKapCTBEHHbIM npenapaTt Ana MeAUUMHCKOro NpUMeHeHUs B KayecTBe ophaHHOro NeKapcTBEHHOro
npenapara;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIIAOC: NpUMeYaHue.
C01.01.2026 n. 2 4. 1 c1. 19 yTpaumsaeT cuay (®3 o1 30.01.2024 N 1-93).

2) IKCNepTn3bl 1eKapCTBEHHOINo cCpeacrea B YaCTU 3KCNEPTU3blI KadecCcTBa J1IEKAPCTBEHHOIO
cpeacrtea MU 3KCNepTu3bl OTHOLWIEHUA O)KMLI,&EMOVI nonb3bl K BO3MOXHOMY PUCKY MNpUMeHeHUA
NeKapCTBEHHOro npenaparta A4na megunumHCKOro npuMeHeHuA,;

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2026 n. 3 4. 1 cT. 19 yTpaumnsaet cuny (d3 ot 30.01.2024 N 1-P3).

3) IKCNepTn3bl N1eKapCTBEHHOINo cpeacrea B YaCTWU 3KCNEPTU3blI KayecCcTBa J1IeKApPCTBEHHOIO
cpeacrtea M 3KCNepTu3bl OTHOLWIEHUA O)KMAE]EMOVI nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NeKapCTBeHHOro npenaparta Ana megunumHCKoro npMmMmeHeHunAa B nopAagke yCKOpeHHOVI npouenypbl
9KCNepTn3bl N1€KAPCTBEHHbIX CPEACTB B COOTBETCTBUU CO cTaTbel 26 HacToAlero dJep,epaanoro 3adKOHa;

4) 9KCNepTnU3bl NEeKapCTBEHHOro cpeacrea B OTHOWEHWMWU ANEKAPCTBEHHOro npenapata AnAa
BETePUHAPHOIo NpMMeHeHunA.

2. YNonHOMoYeHHbIN deaepanbHbii opraH WCNOAHUTENbHOM BAACTU HanpaBAsfeT B JIMYHbIN
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KabMHET 3KCMEePTHOro yuYpexxaeHnsa B eANHOMN cMcTeMe NOAMNUCAHHOE YCUIEHHON KBaMpULNMpPOBAHHOM
3/IEKTPOHHOM NOANMCHIO 3a4aHNe Ha NpoBeAeHMNe IKCNepPTM3, NPeayCMOTPEHHbIX YacTbio 1 HacToALlen
CTaTbW, B JIMYHbIN KabuHeT 3aABUTENs B eAMHOM cucTeme - MoANMCaHHOEe  YCU/IEHHOM
KBaIMPUUMPOBAHHOM INEKTPOHHOMN NOANUCHIO YBEAOMIEHNE O MPUHATOM PELUEHUM O Bblaaye 3a4aHuA
Ha NpoBeAeHMe IKCNEePTU3, NPeaYCMOTPEHHbIX YacTbio 1 HAacToALLEeN cTaTby, U B Cly4ae HeobxoaMmocTum
O Bblgaye paspeweHMa Ha BBO3 B Poccuiickyio ®Penepaumto KOHKPETHOW MapTUK, Cepum
3aperncTpMpoBaHHbIX U (MM) He3aperncTPUpPoBaHHbIX NEKAPCTBEHHbIX CPeacTB UAM ob oTKase B
npoBeAeHNN TaKUX IKCNEPTU3 C YKa3aHMEM NPUYMH OTKa3a.

(4acTb 2 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cny4yae BbiABNEHMA OTCYTCTBMA WAM HELOCTOBEPHOCTM MHPOpMaLMK, cogeprkalienca B
npeacTaB/ieHHbIX 3aABUTENIEM AOKYMEHTaX, YNOJHOMOYEHHbIA denepasbHblii OpraH UCNOAHUTEIbHON
B/IACTU HAMNpPaBAAET 3aABMTENO NOCPEACTBOM eAMHOro NopTasa AN B €ro IMYHbIM KabuHeT B eAUHOM
cucteme 3anpoc 06 YTOYHEeHUM 3ToM MHPOPMALMKM, NOLMUCAHHBIN YCUIEHHOW KBanNMPULUMPOBAHHOM
3/IEKTPOHHOM NoANuUcbio (Janee - 3aNpoc yNnoJAHOMOYEHHOTO dpeaepasbHOro opraHa UCMONHUTENbHOM
B/1acTH).

(yactb 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. 3asBuTenb 00£3aH HanpaBuTb MOCPEACTBOM €4MHOro noptasa B  YNOJAHOMOYEHHbIM
denepanbHblit  OpraH MCNOAHUTENIbBHOM BAACTM WAW B JINYHBbIA  KaBWHET YNOJHOMOYEHHOro
depepanbHOro opraHa WCNOJAHUTENbHOW BNAaCTM B e€AMHOW CcUCTEME MOAMNUCAHHbLIA YCUIEHHOM
KBanUUUMPOBAHHOW 3/1EKTPOHHON NOAMWUCHLID OTBET HA 3anpoc YNOJHOMOYEHHOro denepasbHoro
OpraHa WCMNONIHUTENbHON BAACTM B CPOK, He MpeBbllaloWwmnii AeBAHoCTa pabounmx AHen co AHA
nosiyyeHma YnoJIHOMOYEHHbIM deaepanbHbiIM  OPraHOM MCNONHUTE/NIbHON BJIACTU  3/IEKTPOHHOrO
yBEAOMNEHUS O MOJIlYyYEHUWN 3aABUTENeM AaHHOro 3anpoca. CpoK, yKasaHHbIM B YacTM 1 Hactoswewn
CTaTbW, MPUOCTAHABAMBAETCA CO AHS HaAMpaB/eHMA NocpenCcTBOM eAMHOro MopTasa MAW B JIMYHbIN
KabuHeT 3amABuUTEeNA B e4MHON cuUcTeMe 3anpoca  YnoJHOMoOYeHHoro ¢egepasbHOro opraHa
WUCNONIHUTENIbHOM BNAcTW A0 AHS HanpaB/ieHMA 3asaBUTesIemM MOCPeACTBOM eAMHOro rnoprtana uan B
JIMYHbBIN KaBUHET ynosHOMOYEeHHOoro peaepanbHOro opraHa UCNONHUTENbHON BNaCTU B e4UHOMN cucteme
oTBeTa.

(4acTb 4 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHWem anA OTKasa B OpraHn3aunn aKCnNepTns, npeayCcMoTpeHHbIX YacCTbio 1 HaCTOﬂLLI,Eﬁ
CTaTbWH, ABAAETCA NnpeacraBieHue H606X0,D,MMbIX ana nposeaeHunA npeaycMoTpeEHHbIX 3KCNepTUs
AOKYMEHTOB B HEMOJ/IHOM obbeme nau HenpeacraBieHne 3aABUTeNIEM B YCTaHOBI'IEHHbIVI CPOK OTBETA Ha
3anpoc ynosHOMOY€eHHOro d)e,u,epaanoro OpraHa NCMOJIHUTENbHOW BNaCTH, a TaKXKe npeacraBseHue
AOOKYMEHTOB, HE codepXHalnx ncHepnbiBatowWEero nepeyHAa HeO6XO,£I,MMbIX CBe,D,EHMVI.

6. Mpn OTKase B OpraHW3aLMK 3KCNepPTM3bl, NPeAYCMOTPEHHON NyHKTOM 4 yactu 1 HacToALen
CTaTbW, AOKYMEHTbI, BXOAALME B COCTAaB PErnMCTPaLMOHHOIO A0Cbe HA JIeKAapCTBEHHbIA npenapaTt anA
BETEPUHAPHOIO MNPUMEHEHUA, MOTYT OblTb BO3BpALLEHbl 33ABUTENO0 HA OCHOBAHWWM €ro 3anpoca,
NOAMWCAHHOIO  YCUNEHHOM KBanMOUUMPOBAHHOM 3/MEKTPOHHOM NOAMWUCBHID M HanpaB/IEHHOrO
nocpeacTBOM e4MHOro NopTasia B YNOJHOMOYEHHbIN dpefepasibHbii OpraH UCNONHUTENBHOW BAACTU UK
JIMYHBbIA KabWHET YNOAHOMOYEHHOro d¢eaepanbHOro opraHa WCNOIHUTENbHOM BAACTUM B eAMHOM
cucTeme, B TeyeHMe TPUALATM paboumx gHeW co AHA NMPUHATUA YNOJIHOMOYEHHbIM denepasibHbIM
OpPraHoOM WCMONHWUTE/IbHOM BNACcTM peweHna o6 OTKase B OpraHM3auMKM TaKOW 3KCMNepTu3bl.
YnonHomoueHHbI denepanbHbii OpraH UCNOHUTE/IbHOW BAIACTM BO3BPALLAET 3aABUTE/NIO YKa3aHHble
AOKYMEHTbI B TeYeHMe AecaTu pabounx gHel co AHA NoNyYeHMA COOTBETCTBYIOLLENO 3anpoca 3asaBuTens.
(4actb 6 BBEAEHa PeaepanbHbiM 3aKoHOM oT 02.08.2019 N 297-03; B pea. denepanbHOro 3akoHa ot
30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumeyaHue.
MonoxkeHus ct. 20 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaocTaBNeHMaA roc. yCayr npu
0bpallleHMn NEeKapCTBEHHbIX CPEACTB A8 MEAMLMHCKOrO MNPUMEHEHMA MocpencTBOM eAUHOM
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cuctembl, npumeHatotca ¢ 01.01.2025.

Cratba 20. 3Kcnepm3a AOKYMEHTOB, npeAacTaB/IeHHbIX AnAa onpeaeneHna BO3MOXKHOCTU
paccmaTtpuBaTtb ﬂeKapCTBEHHbIﬁ npenapar gna meguuyuHCKoro npymeHeHnA B Kayecrtee Opd)aHHOFO
NeKapCTBeHHOro npenapara

(8 pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. Mpoueaypa onpeaeneHUs BO3MOMKHOCTM pPaccMaTpMBaTb JIEKAPCTBEHHbIM npenapar Aas
MeAMLMHCKOro NMpUMEHEHNA B KayecTBe OpdaHHOro JIeKapCTBEHHOro npenaparta MOXeT NPoBOAMUTLCA
KaK B OTHOLLUEHWW NEKapCTBEHHOro npenapaTa, 3apPerMcTPUPOBaHHOrO B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM NMBO B COOTBETCTBMM C aKTamu, cocTasastolmmu npaso Coto3a, Tak U B
OTHOLLEHWM HEe3aPerncTPMpPoOBaHHOIO JIEKApPCTBEHHOrO Mpenaparta. JKCnepTusa  AOKYMEHTOB,
NpeAcTaB/ieHHbIX AN OnpefeseHMs BO3MOXHOCTM pPaccMaTpMBaTh J/IEKAPCTBEHHbIM npenapaTt Ans
MeAMLMHCKOrO MPMMEHEHMUA B KadyecTBe opdaHHOro J/IeKapCTBEHHOro mpenapara, CocTaBieHue
KOMMCCMEN 3KCNEpPTOB  3aK/IOYEHMSs O BO3MOMKHOCTM WM  HEBO3MOXHOCTM  paccmaTpusaTtb
NIeKapCTBEHHbIVM NpenapaT AN MeAMUMHCKOTO NMPUMeHeHUs B KavecTBe OpdaHHOro JieKapcTBEHHOro
npenapata W HanpasJeHWe B JIMYHbIK KabWHeT ynoaHomouyeHHOro denepanbHOro opraHa
WCMONIHUTENLHOM BNAcTU B e4MHON cUCTEeMEe AaHHOTO 3aKNoUYeHUs B GOpMe 3/1eKTPOHHOIO AOKYMEHTA,
NOAMMCAHHOTO YCUNEHHOMN KBANIMOULMPOBAHHOM 3/1IEKTPOHHOM NOANUCHIO, OCYLLECTBAAIOTCA B CPOK, He
npesbIWaoWmMin TpuauaTM pabounx OHeW cCO OHSA Hamnpas/eHUs B JIMYHLI KaBMHET 3KCNepTHOro
YUYPEKAEHUS B €AUHOW cUCTEME 3afaHuA YNOJHOMOYEHHOTO $eaepanbHOro opraHa UCMOHUTENIbHOM
BNACTU U CNeAYIOLWNX LOKYMEHTOB U CBELEHU:

1) 3asBneHMe 0 NPM3HAHUKN 1EKAPCTBEHHOrO NpenapaTa opdaHHbIM IEKAPCTBEHHbIM NpenapaTom,
COCTaB/IeHHOe No GopMe, YyTBEePKAEHHOW YNONHOMOYEHHbIM deaepasibHbiM OPraHOM UCMONHUTENbHON
B/1ACTU, NOAMMCAHHOE YCUIEHHOW KBa/IMGULMPOBAHHOW 3/1EKTPOHHOM MOANUCLIO YNOJHOMOYEHHOTO
npeacTaBUTeNs IOPUANYECKOTO LA, AeNCTBYHOLWErO B COBCTBEHHbIX MHTEPECaX MW YNOJHOMOYEHHOTO
NpPeAaCTaBAATb MHTEPECH! APYrOro PUANYECKOTo INL3;

2) KonMWA [OKYMEHTa Ha PYCCKOM fA3blKe, 3aBEPEHHOro B YCTAaHOBJIEHHOM nopsAgKke W
NOATBEPKAAIOLErO0 NPaBOMOYHOCTb 3aABUTENS MOAABaTb 3anBNEHME O NPW3HAHMM NIEKAPCTBEHHOTO
npenapata opdaHHbIM SIeKapcTBEHHbIM NPenapaTom (Npy HeobxoanmocTw);

3) obocHoBaHWe opdaHHOCTM 3aboneBaHUA, HE OTHECEHHOro B cooTBeTcTBMM ¢ degepasbHbiM
3aKoHOM OT 21 Hosbpa 2011 roga N 323-®3 "O6 ocHOBax OXpaHbl 340p0BbA rpaxaaH B Poccuiickoit
depepauumn" K peakum (opdaHHbIM) 3aboneBaHMsM, B TOM u4ucae nogpobHas uHbopmauua o
ANarHoCTMKe, NPOdUNAKTUKE AN NEYEHUN TaKOro 3ab0oneBaHus;

4) yTBepXAEeHHaA WMHCTPYKUMA NO MEeAMUMHCKOMY NPUMEHEHWIO /IeKapCTBEHHOro npenapara,
3apPEerucTPMPOBAHHOrO B COOTBETCTBMM C  Hactoawmum PeaepanbHbiM  3aKOHOM, MAM  0bLas
XapaKTEPUCTUKA /IEKAPCTBEHHOrO MpenapaTta, 3aperncTPMpPOBaHHOTO B COOTBETCTBUM C  aKTamu,
cocTasnaowmmm npaso Cotosa (Npu Hanmumm);

5) MHCTPYKUMA NO MEAUUMHCKOMY MPUMEHEHUIO UM KpaTKaa XapaKTepPUCTUKA NEeKapCTBEHHOMO
npenapara, yTBepKAeHHble B CTpaHe NponssoauTens (Npu Haamumm);

6) KOMUM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JEHHOM MOPAAKE W NOATBEPMKAAOWMX GaKT
perucTpauumn NeKkapcTBEHHOro npenapata B WMHOCTPAHHbIX rOCy4apcTBax B KayectBe OpdaHHOro
NeKapCTBEHHOro npenapara (Npu Haanumm);

7) NPOEKT XapaKTEePUCTUKM HE3aperncTpMpoBaHHOMO NEKAPCTBEHHOrO Mpenapara, CoAep’Kallero
cnegyoliMe MWHMMaNbHble CBEAEHMA O He3apermcTpMpoBaHHOM J/IeKapcTBEHHOM npenapaTe
(monyckaeTcA npeacTaBnAeHME NPOEKTa XapaKTEPUCTMKM HE3aperncTpMpoBaHHOIO NEeKapCTBEHHOMO
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npenapaTta, COCTaB/IEHHOrO B COOTBETCTBUM C AOCTYNHbIMWU AAHHBIMU MO NPOBEAEHHBIM KAUHUYECKUM
MCCNefOBAaHUAM JIEKAPCTBEHHOrO Mpenapata U AOKAMHUYECKMM MUCCNeAOBAHMAM NIeKAaPCTBEHHOIO
cpencTBa Ha MOMEHT MOAAYM 3aABNEHUA O MPU3HAHUM JIEKApPCTBEHHOro npenapaTa opdaHHbIM
JIeKapCTBEHHbIM NPEnapaTom):

a) HaMmeHOBaHME JIEKapPCTBEHHOro npenaparta (MexayHapoAHoe HenaTeHToBaHHOe, WK
rpynnMpoBOYHOE, U XMMUYECKOe N TOProBoe HaMMeHOBaHUA);

6) neKapctBeHHaa ¢opma C YKa3aHMEM HaMMEHOBaHWUA W KOAMYECTBEHHOro COoCTaBa
AEVCTBYIOLMX BELWECTB M KayeCTBEHHOrO COCTaBa BCMOMOraTesibHbIX BELLeCTB (Npu HeobxoaumMocTu
KO/IMYECTBEHHOro COCTaBa BCMNOMOraTe/IbHbIX BELLECTB);

B) dbapmaKoAnHaMUKa U papMaKOKMHETHUKa;
r) NOKasaHua gns NpUMEHeHUs;
[) NpoTUBONOKAa3aHMA ANA NPUMEHEHUS;

e) BO3MOXHble NOB6OYHblEe ILI,EI‘/JICTBI/I’FI N HeXenatesibHble peakuun npu  npumeHeHuu
NeKapCTBEHHOrO npenaparta Ana megunumHCKOro npuMmeHeHnA,;

) HaMMeHOBaHUA W agpeca NMPOU3BOACTBEHHbIX MJIOWAAOK NMPOU3BOAUTENSA JIEKAPCTBEHHOTO
npenapara;

3) cBefeHus O pa3paboTuMKe NEKApCTBEHHOrO CpeacTBa (gep:kaTene PerucTpaumoHHOro
YAOCTOBEpeHUs);

8) cBegeHMAa O TeKywem cTatyce paspaboTKM He3aperucTpupoBaHHOrO JIeKapCTBEHHOIO
npenapara, a TakKe NnaH ero paspaboTky;

9) O630pb| AOKNNHNYECKUX VICCJ'IeAOBaHVIﬁ NNEKAPCTBEHHbLIX CpeactB U KJIMHUYECKUX
MCC}'IeAOBaHVIf;I HE3aperncTpnupoBaHHOro NEKapCTBEHHOrNO npenaparta, AOCTyNHbleé Ha AeHb noAayun
3aAB/IEHUA,

10) OT4ETbl O NPOBEeAEHHbIX OOKIUHUYECKUX WUCCNEeAO0BAHUNAX JIEKAPCTBEHHOINO Cpeancrtsa wu
KIMHNYECKNX UCCnegoBaHUAX HE3APETUCTPUPOBAHHOTO /IEKAPCTBEHHOIO NpenapaTa (I'Ipl/l HaﬂM‘-IMM),‘

11) peKBU3UTbI JOKYMEHTA, NOATBEPKAAMOLLErO YNNATY rOCYy4apCTBEHHOW NOLANHBI.

2. B cnyyae HegoCTaTOUYHOCTM NPEACTaBAEHHbIX MaTePManoB B LENAX NPoBeAeHMsA 3KCnepTusbl
ANA onpeAeneHns BO3MOMHOCTM PaccMaTpMBaTb JIEKAPCTBEHHbIM Npenapat Ans MeauUMHCKOro
npUMeHeHua B KayecTBe opdaHHOro IEKapCTBEHHOro NpenapaTa 3KCNepTHOE yupexaeHue HanpasaseT
B /IMYHbII KaBUHET 3aABUTENA B €4MHOMN CMCTEME 3aMpPocC O NPeACTaBAeHUN HEOBXOAMMbIX MaTepnanos,
NOAMUCAHHbIA  pyKoBOAMTENEeM  (YNOAHOMOYEHHbIM  IMLOM)  3KCMEPTHOIO  YYperAeHua C
NCMONb30BaHNEM YCW/IEHHOW KBaNMOULMPOBAHHOW 3/71EKTPOHHOW noanucu. 3assutens o06A3aH
HanpaBWTb B INYHbIA KaBUHET IKCNEPTHOrO YUYPEKAEHUA B €ANHON CUCTEME MNOANUCAHHBIN YCUNEHHOM
KBaIMOULUMPOBAHHOW 3NEKTPOHHOW NOANUCHbI0O OTBET Ha 3anpoC B CPOK, He MNpPeBbIlLAoWmiA
wectnaecatm paboumx AHEeW CO  AHA  NOJIYYEHWUA SKCMEPTHbIM  YUYPEeXKAEHUEM  3NEKTPOHHOro
YyBELOM/IEHNA O MOAyYeHUWU 3asBuTenem 3anpoca. CpoK, yKasaHHbIM B yacTv 1 HacTosAwel cTaTby,
NPUOCTaHaBAMBAETCA CO AHA HaMNpaBiEHMA 3aABUTENIIO B €ro /JIMYHbIA KabUHET B eAMHON cucTeme
3anpoca 3KCNEPTHOro yYperKAeHUn A0 OHA HaMnpaB/ieHWUA 3a8BUTENEM B IMYHbIN KabUHET 3KCNepTHOro
YUYpeKAeHUa B eAMHOW cucTeme OTBETa Ha 3anpoCc M He Y4YMTbIBAeTCA MNpPU MCYUCAEHUU CPOKa
npoBeAeHNA  3KCNepTM3bl  AOKYMEHTOB, MpeACTaBAeHHbIX AAA  OnpeAeneHus  BO3MOXKHOCTU
paccMaTpuBaTh NEKAPCTBEHHbIVM Npenapat ANs MeAUUMHCKOrO MPUMMEHEHUA B KadecTBe opdaHHOro
NeKapCTBEHHOro npenaparTa.



3. B cpokK, He npeBblWaOWMi NATU pabounmx AHEM CO AHA HANpaB/ieHMA B JIMYHbLIM KabuHeT
YNONHOMOYEHHOro ¢geaepanbHOro opraHa WUCNOJNHUTE/IbHOW BNAcTU B €4UHOM CUCTEME 3aK/oYeHUs,
YKa3aHHOro B 4Yacti 1 HacTosAwen cTaTbW, YNOJHOMOYEHHbIM defepasnbHblil OpraH UCNOAHUTENbHOWN
B/IACTU OCYLLECTBAAET OLEHKY 3aK/IIOYeHUA ANA OonpeaeneHuA ero COOTBETCTBMA 3a4aHMI0 Ha
npoBeseHME 3KCNEePTM3bl U HANPABAAET B IMYHbIN KAOUHET 3aABUTENA B €4MHON CUCTEME NOLMNUCAHHOE
YCUNEHHOWN KBaNMPULMPOBAHHOM 3N1EKTPOHHOM NOAMNUCHIO YBEAOM/IEHME O pe3y/bTaTax NpoBeaeHHOoM
3KCMEPTU3bI C NPUIOKEHUEM KOMUU IKCMEPTHOTO 3aK/oUYeHUs (C coXxpaHeHMeM KOHOUAEeHLMaNbHOCTH
MHbOPMALMU O COCTaBE KOMUCCUM IKCMEPTOB) M BO3MOXKHOCTM WM/IM HEBO3MOMXKHOCTM paccMaTpuBaThb
JIeKapCTBEHHbIM NpenapaT 418 MeAULMHCKOrO MPMMEHEHMA B KavecTBe OpdaHHOro NeKApCTBEHHOrO
npenapara.

CraTtbsa 21. YTpatuna cuny c 1 ceHTa6pa 2024 roaa. - PepepanbHbliii 3aKoH ot 30.01.2024 N 1-P3.

Cratbsa 22. YTpatuna cuny c 1 niona 2015 roga. - PegepanbHbliii 3aKoH oT 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus cT. 23 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBaeHUs roc. ycayr npu
06paLLeHNN NEKapCTBEHHbIX CPEeACTB A1 MEeAMLMHCKOTO NPUMEHEHUs MocpenCcTBOM  efAMHOW
cuctembl, npumeHatoTca ¢ 01.01.2025.

CratbAa 23. JKcnepTu3a Ka4vecrTBa J/IEKAPCTBEHHOrO CpeacTtBa M JKCNepTusa OTHOLWEHUA
OXMgaemoi MoAb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA JIeKapCTBEHHOro npenapata Ans
MeAWLMHCKOro NpMMeHeHUs

(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTn3a KayecTBa NIEKAPCTBEHHONO CPEACTBA M IKCNEPTM3a OTHOLIEHUA OXKMUAAEMON NOJb3bl
K BO3MOMKHOMY PUCKY MPUMEHEHWA JIeKapCTBEHHOro npenapata A48 MeAMUMHCKOro MNpumeHeHwus,
COCTaB/IEHME KOMMUCCUAMM 3IKCMEPTOB 3aKNHOYEHWA NO pesyabTaTaM MNPOBEAEHHbLIX 3KCNepTu3s U
HanpasBieHMe 3TUX 3aK/YEeHWUI, NOANUCAHHBIX YCUNEHHbIMU KBAaAMPUUMPOBAHHBIMU 3/1EKTPOHHbLIMM
NOAMUCAMM, B INYHbLIA KabWHET yNno/JIHOMOYeHHOro ¢esepasibHOro opraHa MCNOJIHUTENIbHOW BacTU B
eAMHON CUCTEME OCYLLECTBAAIOTCA B CPOK, He MpPeBblWaloWwMin cTa AecatM pabouymx AHel co AHSA
HanpaBAEHWSA B JINYHbLIA KabWHET 3KCNepTHOro yyperKAeHWAa B eAWMHOM CUCTEME COOTBETCTBYHOLLErO
3agaHuA  YyNoJIHOMOYEHHOro ¢eaepanbHOro OpraHa WCNONHUTENIbHOW BNacTM M HeobXoAMMBbIX
[OKYMEHTOB.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3sgpas Poccum go 11.04.2022, npn HEBO3MOXKHOCTWU NpoBeaeHUA
9KCMepTM3bl KayecTBa JIeKAPCTBEHHbIX CPeACTB B 3SKCMNEPTHOM y4ypexAeHWW, [AO0MNyCKaeTca ee
nposeseHMe MOCPeACTBOM AUCTAaHUMOHHOINO B3aMMOAEWCTBMA, MOPALOK M POpMbl KOTOPOro
ONpeaensaTca 3KCNEePTHbIM YyYpeXKAeHWEM MO COracoBaHuio c 3aasuTensmu (MoctaHoBneHue
MpasuTenbctea PO ot 05.04.2022 N 593).

2. B TeyeHue pOeBAHOCTa AHEN CO AHA MNOAYYEHUA YNOSHOMOYEHHbIM deaepanbHbIM OpPraHoOM
NCMNONHUTENBHOMN BAACTU YBEAOMIEHWNA B 3/N1EKTPOHHOW GOpMe O MOAYyYEHUM 3aABUTENEM PELUEHUA O
npoBeAeHNN 3KCNepTMU3, NPeayCMOTPEHHbIX YacTbio 1 HacToAwel cTaTbW, 3aABUTENb NPeacTaBAseT B
3KCMEepTHOE yypeskaeHWe AN NPOoBeAeHUA 3KCMepTU3bl KayecTBa /NEeKapCTBEHHOro cpeacTsa 06pasiubl
NeKapCTBEHHOro npenapata A4 MeAMUMHCKOro MPUMMEHEHWA, MPOU3BEAEHHOr0 B COOTBETCTBMM C
TpeboBaHUAMMU OMbITHO-MPOMbILWAEHHOTO W (MAKW) NPOMBIWNEHHOIO PEriameHToB, YTBEPMKAEHHbIX
pyKoBoAMTENEM NPOWU3BOAMTENA JIEKAPCTBEHHbIX CPEACTB, @ TaKKe B COOTBETCTBYIOWMX CAydasx
06pasubl dapmauLeBTUHECKON CcybCTaHUMKM, TeCcT-WTaMmMa MUKPOOPTraHM3MOB, KyAbTypbl K/ETOK,
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06pa3sLbl BELEeCcTB, MPUMEHAEMbIX A/ KOHTPO/IA KayecTBa JIeKapCTBEHHOIO CpeAcTBa NyTeM CpaBHEHUSA
C HMMW UCCNeayeMOro J/IEKapCTBEHHOrO CpeacTBa, crneunduyeckne peareHTbl, Heobxoaumble ANA
npoBeAeHNss UCMbITaHUM 0bpPasLOB JIEKAPCTBEHHbIX MPEnapaToB, B KOAMYECTBax, HeobxoaMmbix Ans
BOCMNpPOU3BEAEHMA METOA0B KOHTPONA KayecTsa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. Mpu nonydyeHun ob6pasuUOB SIEKAPCTBEHHOrO npenapata U dapmaueBTUYecKon cybcTaHumm
9KCMEPTHOE yUYperKAEeHMEe HanpaBaseT B IMYHbIA KabUHET 3aaBUTeNsA B e4MHON CUCTEME YBEAOM/IEHUE,
noATBepXKAAoLWEE NoJlyYeHMe YKa3aHHbIX 06pa3yosB.

(4acTb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YKa3aHHbIN B 4acTM 2 HACTOALLEN CTAaTbW CPOK A1 NpencTaB/ieHusa 3asasuTesem obpasuyos
JleKapCcTBEHHOrO npenapata U dapmaueBTUYecKon cybCcTaHUMM He BK/IOYAEeTCs B CPOK NpoBeaeHus
3KCnepTms, NpeaycMOTPEHHbIX YacTblo 1 HacToALen cTaTbu.

(4actb 4 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. Ytpatun cuny. - PepepanbHblin 3akoH oT 30.01.2024 N 1-93.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 24 (B peq. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs nNpesocTaBAeHUA rocC. YCaAyr npu
0bpallleHNN NIeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOrO MPUMEHEHMA MOoCpPeacTBOM eAMHOro
noptana, npumeHatotca ¢ 01.01.2026.

CratbAa 24. JKcnepTu3a Ka4vecrTBa /IeKAPCTBEHHOrO CpeacTtBa M IKCNepTusa OTHOLWEHUA
OXXMJaemoi Mosb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JIeKapCTBeHHOro npenapata pAns
BETEPMHAPHOIO NPUMEHEHUA

1. dKcnepTn3a KauecTBa JIEKAPCTBEHHOIO CPEACTBA W SKCMEPTU3a OTHOLLEHMUA OXKUOAEMOM NOb3bl
K BO3MOXHOMY PUCKY MPUMEHEHMA NIEKapCTBEHHOro npenapaTta Aff BeTepUHaApPHOro npuUMeHeHus,
COCTaBNEHME KOMWUCCUAMM IKCNEpPTOB 3aK/OUYEHMIM NOo pesynbTaTaM YKasaHHbIX 3KCNepTM3 MU
HanpaB/fieHNE TAaKUX 3aKNHYEHWUN B 3/IEKTPOHHOM popme B YNONHOMOYEHHbIN deaepanbHblit opraH
WUCNOSIHUTE/IbHOM B/IAaCTM OCYLLECTBIAIOTCA B CPOK, HE NpeBblLlatowmii cTa 4ecatn paboymx gHen co gHA
NOJIYYEHUA IKCNEPTHbIM YUYPEKAEHMEM B 3SNEKTPOHHOM dQopme 3a4aHMA  YMNOJIHOMOYEHHOrO
depepanbHOro opraHa WUCMNOIHUTENIbHOW BNACTU C AOKYMEHTAMM, YKasaHHbIMM B 4Yacth 3 ctatbn 17
HacToswero PegepanbHOro 3akoHa.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-d3, o1 30.01.2024 N 1-d3)

2. B TeuyeHue TpuauaTM paboumx gHEN CO AHA MNOAYYEHMSA YNOJHOMOYEHHbIM deaepanbHbiM
OpraHoOM MWCMNONHUTENIbHOM BNACTU YBEAOMIEHUA B 3/1EKTPOHHOW GOpme O MoJlyYeHUWU 3aaBuUTeNEM
peLleHna 0 NpPoBeAEeHMM YKa3aHHbIX B YaCTU 1 HACTOALLEN CTaTbM IKCMEPTU3 3aABUTENIb NPeACTaBAAET B
3KCMEPTHOE yyYperKaeHWe s NPoBeAEeHUA SKCNEepPTU3bl KAYecTBa JIEKAPCTBEHHONO cpeacTBa obpasupl
NIeKapCTBEHHOTO MpenapaTta ANAa BETEPUHAPHOIO0 MPUMEHEHMUA, NPOU3BEAEHHOIO B COOTBETCTBUM C
TPebOBaHMAMM TEXHONOTMYECKUX PErNaMeEHTOB, YTBEPXKAEHHbIX PYKOBOAUTENEM MNPOU3BOAMUTENS
NIeKAPCTBEHHbIX CPEACTB, @ TaKXKe B COOTBETCTBYIOLWMX CAy4aAx TecT-WTaMMbl MWKPOOPraHU3MOB,
KYAbTYpbl KNAETOK, 06pa3ubl papmaueBTUyecKoin cybcTaHumMM, 0b6pasupl BELLECTB, NPUMeEHsAeMble ans
KOHTPOAS KayecTBa JIEKAaPCTBEHHOrO CPeacTBa, B KOAMYECTBAX, HEOBXOAMMbIX A1 BOCMPOM3BEAEHUS
MEeTO,0B KOHTPOJIA KayecTBa.

(8 pea. PepepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, o1 30.01.2024 N 1-$3)

3. Mpn nonyyeHmMn 06pasLOB /IEKAPCTBEHHOrO npenapata U dapmaueBTUYECKOM CybCcTaHUMK
3KCMEPTHOE YyUYpEXKAEHME B AEHb NOJyYeHMA 06pa3L0B HaNpaBAAET B 3EKTPOHHOW dopme 3aaBUTEIO0
yBEAOMNEHWNE, MOATBEPKAAOWEE MONYYEHUE YKAa3aHHbIX 0OpasLLoB.

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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4. YKasaHHbI B 4acTU 2 HaCToALWLEM CTaTbM CPOK A8 npeacTaBAeHMa 3asBuTenem obpasuos
JIeKapCTBEHHOro npenapata 1 ¢apmaueBTUYECcKon cybCTaHUMM He BK/IKOYAETCA B CPOK MpoBeaeHus
3KCNepTM3, NPeAyCMOTPEHHbIX YacTbio 1 HacToALW el cTaTby.

(4acTb 4 B pen. epepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. YTpaTtuna cuny. - PegepanbHbiit 3akoH ot 30.01.2024 N 1-$3.

CrartbAa 25. lNoBTOpHOE NpoBeAeHUe 3KCNepTU3bl IEKAPCTBEHHbIX CPEeACTB
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HeA0CTaTOMHON 060CHOBAHHOCTM MU/IM HEMOJIHOTbI 3aK1H0YEHUA KOMUCCUM SKCNEPTOB,
Ha/MYMA B HEM MPOTUBOPEYUMBLIX AAHHbIX, PaNbCUPUKALMM BbIBOLOB IKCMEPTM3bl JIEKAPCTBEHHOIO
CpencTBa, COKPLITUA OT YNOJHOMOYEHHOro peaepanbHOro opraHa UCNOHUTEIbHOM BN1ACTU OCHOBAHMIA
ONA  0TBOAA 3KcnepTa BCAeACTBME €ro 3aMHTEePecoBaHHOCTM B pe3y/bTaTax COOTBETCTBYIOLLEM
3KCNepTM3bl, HaAMYMA LaHHbIX O npsMoM /MO0 KOCBEHHOM BMelWaTenbCTBe B MpoLecc
COOTBETCTBYIOLLEN SKCMEPTU3bI JIML, HE YYaCTBYIOLMX B €e MPOoBeLEHMU, HO OKa3aBLIMX BAMAHME Ha
npouecc n pesynbTaTbl ee NPoOBeAeHUs, YNOJHOMOYEHHbIM denepasibHbiM OPraHOM MCNOSHUTEIbHOM
BN1ACTM Ha3HavyaeTcsA NOBTOPHanA SKCNepTU3a 1eKapCTBEHHOrO CpeacTBa U (MIK) STUYECKas sKCnepTm3a.
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxkeHus ct. 25 (B peq. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs nNpesocTaBAeHUA rocC. YCaAyr npu
06pallleHNN NeKapCTBEeHHbIX CPeacTB: ANA MeAULMHCKOrO NPUMEHEHUs MOoCpPeacTBOM eAUHOM
cuctembl U (MnKn) egnHoro noptana, npumeHstotca ¢ 01.01.2025; ans BeTEPUHAPHOTO NPUMEHEHUS
nocpeacTsoM egmMHOro noptana, npumeHatoTca ¢ 01.01.2026.

2. NoBTOpHas 3KCNepTU3a JIeKapCTBEHHOro CpeacTBa NPOBOAMTCA C YYETOM pPe3y/NbTaToB paHee
NpPoBeAEHHON 3KCMEPTU3bl B CPOK, YCTAaHOB/IEHHbIA YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHoOM
WUCNOSIHUTEIbHOM B/IACTU W HE MPEBbLIWAOWMNA TPMALATU Paboumx AHEN CO AHS NOAYYEHUA SKCNEPTHbLIM
yuypexgeHmem B IMYHOM KabuHeTe B eANHOM CUCTEME 3a4aHNA Ha NpoBeAeHUe NOBTOPHOM SKCNEPTU3bI
JIeKapCTBEHHOTO CPeACTBa, NOANMCAHHOIO YCUNEHHOMN KBAIMPULMPOBAHHOMN 3/1EKTPOHHOM NOANMUCHIO.
(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

3. duHaHcoBoe obecneyeHne BbLINOSHEHUA 3a4aHWA Ha MpPoOBeJeHMe MOBTOPHOW 3KCNepTUsbl
NleKapCTBEHHOro cpeAcTBa He OCyLLecTBAAeTcA.
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2026 cT. 26 He pacnpocCTpaHAETCA Ha MPaBOOTHOLLEHUA, BO3HUKaloWMe npu obpalieHun
JIeKapCTBEHHbIX CPEACTB ANA MeAUUNHCKOro npumeHeHua (3 ot 30.01.2024 N 1-93).

CraTbAa 26. YCKOpeHHasn npoueAypa 3KCnepTU3bl 1IeKaPCTBEHHbIX CPeACTB

1. YckopeHHasa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB B LENAX rocyAapCTBEHHOM
perucTpauum NeKapCTBEHHbIX MNpPenapaTtoB MNPUMEHAETCS B OTHOLWEHUM OPPaHHbIX NEKAPCTBEHHbIX
npenapaTtos, NepBbiX TPEX IEKAPCTBEHHbIX NPenapaTos, perncTtpupyembix B Poccuinickon depepaumm B
KayecTBe BOCMPOU3BEAEHHbIX NIEKAPCTBEHHbIX MpenapaToB, O4YepenHOCTb KOTOPbIX onpeaensercs B
COOTBETCTBMU C HOMEPOM M [AaTOM BXOAAWMX 3aABNEHUM O TrOCyAapCTBEHHOM perucrpauum
JIEKapCTBEHHbIX NpPenapaTtoB B pamMKax OAHOI0 MEXKAYHapOoAHOro HenaTeHTOBaHHOrO0 HaMMEHOBAHUA
NIeKapCTBEHHOro npenapata WAWM  FPYNNUPOBOYHOrO HAaMMEHOBaHWUA JIEKAPCTBEHHOrO MpenapaTa,
JIEKapCTBEHHbIX NpenapatoB A4 BETEPUHAPHOIO NPUMEHEHUA, MpeAHa3HAYeHHbIX AN Jle4YeHua
AOMaLLIHNX }KUBOTHbIX, onpeaeneHHbix PeaepanbHbiM 3aKOHOM OT 27 aekabpa 2018 roga N 498-d3 "06
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OTBETCTBEHHOM 0OpPaLLEHUN C KMUBOTHLIMU U O BHECEHUN U3MEHEHUN B OTAE/IbHbIe 3aKOHOAATEe/IbHble
akTbl Poccuinckont dPepepaumnmn”, n 3aperMcTpMpoBaHHbIX B KayecTBe JIEKAapCTBEHHbIX MpenapaTtoB Ans
MEeANLMHCKOrO NMPUMEHEHUA, U NEKAaPCTBEHHbIX NMPenapaTos, NpeAHa3HaAYeHHbIX UCKIYUTENbHO ANA
NPUMEHEHNA HECOBEPLLUEHHONETHUMM rpaXKaaHaMM.

(8 pen. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N 171-
®3)

2. YcKopeHHas npoueaypa 3KCNepTusbl JIeKapCTBEHHbIX CPEeACTB B LIEAX FOCYAapCTBEHHOM
perucTpauymn NeKapcTBEHHbIX MPenapaTos He NPUMEHSAETCA B OTHOLLIEHUN:

1) 6BuoaHanorosbix (6MoNoA06HbIX) NEKAaPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX IeKapCTBEHHbIX MPenapaTtoB (3a McKAoYeHMem opdaHHbIX JIeKapCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: npyMmeyaHme.

Jo 31.12.2024 pOCCUINCKMM MPOU3BOAUTENSM NEKAPCTBEHHbIX MPEnapaToB A1 BETePUHAPHOro
NPUMEHEHMA paspeLleHo NoaaBaTb PErmcTpaLMoHHOE A0Cbe NO YCKOPEeHHOM npoueaype 6e3 yyeta
TpeboBaHuii n. 3 4. 2 cT. 26 (MocTtaHoBAeHUe MpaButenscTea PO ot 12.03.2022 N 353).

3) BocCnpou3BeAEeHHbIX /IeKapCTBEHHbIX MNpenapaTtoB (33 MWCKAKOYEHMEeM MepBbiX Tpex
pernctpupyembix B Poccuitickoir Pepepaumm B KayecTBe BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaTtoB W JIeKAPCTBEHHbIX MPenapaToB, NpeAHa3sHaYeHHbIX WMCKAYUTENbHO AAA NPUMEHEHUS
HECOBEepPLIEHHOIETHUMU TPaxKAaHaMM, a TaKXKe JIeKapCTBEHHbIX MpenapaTtos, NpeAHa3Ha4YeHHbIX A
leYyeHna OOMALLHMX KMUBOTHbLIX, onpeaeneHHbix PeagepanbHbiM 3aKoHOM OT 27 aekabpa 2018 roga N
498-®3 "O6 OTBETCTBEHHOM OOpPALLEHUU C KUBOTHBIMM M O BHECEHUU WUIMEHEHWUN B OTAE/bHble
3aKoHogaTenbHble aKkTbl Poccuinckon deaepaumn”, n 3aperMcTpupoBaHHbIX B KauecTBe IeKapCTBEHHbIX
npenapaTos 41a MeANLUUHCKOro NpUMeHeHNs);

(8 pea. PepepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBWHaUWIA 3apPerncTPUPOBAHHBIX PaHee EKaPCTBEHHbIX NPEnapaTos;

5) NneKkapcTBEHHbIX NPENapaToB, 3aPErmcTPUPOBAHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrux
NNeKapCTBEHHbIX GOPMax B COOTBETCTBMMU C NEpeYHEM HaMMEHOBAHMI NeKapCTBEHHbIX GOPM 1 B HOBOM
[LO3NPOBKE;

6) NeKapCTBEHHbIX NpenapaToB 411 MeAUUNHCKOrO NPUMEHEHMUA, TOCYAaPCTBEHHAA pPerncrTpaums
KOTOPbIX OTMEHEHa, NPU UX PErucTpaLmn B KayecTBe IEKAPCTBEHHbIX NPenapaToB A7 BETePUHAPHOro
NPUMEHEHMUA.

(n. 6 BBeaeH ®egepanbHbiM 3aKoHOM OT 28.04.2023 N 171-93)
(4acTb 2 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YcKopeHHas npoueaypa 3KCNepTUsbl NEeKapCTBEHHbIX CPeACTB MNPOBOAWUTCA MO PELUEHUIO
COOTBETCTBYIOLLErO YNONHOMOYEHHOrO dpeaepasbHOro opraHa MCNONHUTENbHOW BNACTU Ha OCHOBaHWUU
3aAB/NIEHMA 3aABUTENA B CPOK, HE NPEBbIWAOWMI BOCbMUAECATU pabounx gHei. Mpu 3TOM 3KCnepTusa
AOKYMEHTOB, COAEPNKALMXCA B PEFUCTPALMOHHOM A0Cbe Ha /IeKapCTBEHHbIM Npenapat, NPoBoOAUTCA B
CPOK, He MpeBblWaoWMin gecATn pabounx AHeK, IKCnepTM3a KadyecTBa /JIeKapCTBEHHOro CpeacTsa U
3KCMepTU3a OTHOWEHMA OXMAAEMON MNONb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA NleKapCTBEHHOrO
npenapaTta NPOBOAATCA B CPOK, HE NPEBbILIAIOLLMI WecTuaecATN paboumnx aHen.

(4acTb 3 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. Y1paTtun cuny. - PeagepanpHolit 3akoH ot 30.01.2024 N 1-$3.

4. YcKopeHHaa npoueaypa 3KCNepTM3bl NEKapCTBEHHbIX CPeacTB MNPOBOAWUTCA B MOPAAKeE,
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yCTaHOBNAEHHOM cTaTbaAamM 17, 19, 20, 23 u 24 HactoAwero PenepanbHOro 3aKoHa, U He O3Ha4vaeT
CHUXKeHMA TpeboBaHWUI K 6e30MacHOCTU, KauecTBy U 3GPEKTUBHOCTU IEKAPCTBEHHbIX NPEMNApPaToB.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

CraTba 27. PewueHune o rocygapcTBeHHOM pernucrTpawmm NeKapcTBEHHOro npenapara

1. B cpoK, He npeBbiWatoWwmi gecatm pabounx gHe co AHA NOJYYEHMA 3aKNOYEHUI KOMMCCUM
3KCNepToB NO pe3y/ibTaTaM 3KCNepPTM3bl KAYECTBa JIEKAPCTBEHHOTO CPEACTBA M SKCNEePTMU3bl OTHOLLIEHUA
OXMAaemoi Nosb3bl K  BO3MOMHOMY PWUCKY NPUMEHEHWs  JIeKapCTBEHHOro  npenaparTa,
COOTBETCTBYIOLLNM YNOJIHOMOYEHHbIN PpeaepasnbHbii OpraH UCMOJIHUTE/IbHOW BAACTU:

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) ocyliecTBAAET OUEHKY 3aKIHOUYEeHUI KOMWUCCUMM IKCMEepToB AO/A onpeaesneHus COOTBETCTBMUSA
33[aHMIO HA MPOBEAEHUNE ITUX IKCNEPTUS;
(n. 1 B pea. ®epsepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

2) NPMHUMMAaET pelleHWe O rocyAapCTBEHHOM perucTpaumMu NeKkapcTBeHHOro npenapata uam ob
OTKa3e B rocyAapCTBEHHOM perucTpaLmm NekapcTBEHHOro Npenapara;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B 0. 3 cT1. 27 BHOCATCA n3ameHeHua (P3 ot 30.01.2024 N 1-3). Cm. byayLuyto pegakumio.

3) BHOCUT NpU NPUHATUKN pelleHna O roCcyAapCTBEHHOM perMcTpaumnmn AekapcTBeHHoro npenapara
AaHHble O 3aperucTpupoBaHHOM JIeKapCTBEHHOM npenapaTte, B TOM uyucine o dapmaleBTUYECKon
cybcTaHuMM, BXOAALWIEW B COCTaB JIeKapCTBEHHOro mnpenapaTta, B rOCyAapCTBeHHbI peecTp
NIeKapCTBEHHbIX CPEeACTB U BblAaeT 3afBUTEN0 PerncTpauMoHHOe YAO0CTOBepeHUe NeKapCTBEHHOro
npenapata, <¢opma KOTOPOro yTBepXAaeTcA  YMNo/JHOMOYEHHbIM  deaepanbHbiIM  OpraHom
WUCNONHUTENbHOW BAIacTW, COrNacoBaHHble HOPMAaTMBHYIO OOKYMEHTALMIO, HOPMAaTMBHbIA [OKYMEHT,
WMHCTPYKLMIO NO NPUMEHEHUIO IeKapCTBEHHOrO NpenapaTta U MaKeTbl NepBUYHO YNAaKOBKU U BTOPUYHOM
(noTpebuTenbckoi) ynakoBKM C YKasaHMEM Ha HUX HOMepa pPernctpauMoHHOro Y/A0CTOBepeHus
NleKapCTBEHHOro npenapata W AaTbl €ro rocyAapCTBEHHON perncrtpaumMm WUAKM B Caydae NPUHATUA
peweHnAa 06 OTKase B roCyapCTBEHHOW pernctpauuu eKapCTBeHHOro npenapaTta yBeAoOMAseT B
nucbMeHHo ¢opme 3asBuTeNs 06 3TOM C YyKasaHMemM MPUUYMH TaKoro OTKasa. 3a  Bblgady
perncTpaLnoHHOro yaoCToOBepPeHNs NeKapcTBEHHOro nNpenapaTa B3MMAeTCs rocyapcTBeHHan NowanHa
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickont Peaepaumm o Hanorax U cbopax.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. OcHOBaHMeEM ANA OTKasa B rocyJapCTBEHHOM PerucTpauMm NeKapCTBEHHOro npenapaTta AnaA
MEOULMHCKOTO  MNPUMEHEHUA  ABAAETCA  3aK/JOYEHME  COOTBETCTBYIOLLErO  YNOJHOMOYEHHOro
benepanbHOro opraHa WCNOMHUTENbHOM BAACTM O TOM, 4YTO KayecTtBO U (M) 3dPeKTUBHOCTb
pPerncTpMpyemoro s1ekapCTBeHHOro npenaparta 41 MeAUUWHCKOro NPUMEHEHWA He NOATBEPXKAEHDI
NOJIY4EHHbIMU AAHHBIMU WM YTO PUCK NPUYMHEHMA Bpeaa 340POBbI0 YesioBEKA BCAeACTBME Mpuema
NIeKApCTBEHHOrO npenapata A4 MeAULMHCKOTo MNpUMeHeHuA npesbiwaeT 3OEeKTUBHOCTL ero
NPUMEHEHMUSA.

(4acTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MNoBTOpHOE npeAacTaBfeHWE B COOTBETCTBYHOLLMI YMNONHOMOYEHHbIM deaepanbHbid OpraH
WCNONIHUTENIbHOM BACTU JIeKapCTBEHHOrO MpenapaTta, B OTHOLIEHMM KOTOPOro MNOJlyYeH OTKas B
rocyf,apCcTBEHHOMN perMcTpaLmm U KoTopbli BNOCAeACTBUN NOABEPICA N3MEHEHMUIO B YAaCcTU €ro CoCTaBga,
paccmaTpmMBaeTCA Kak npeacTaB/iieHMe HOBOro JEKAPCTBEHHOrO MpenapaTa Ha ero rocyfapCcTBEHHYHO
perncTpaumo He3aBUCUMO OT COXPAHEHUA er0 NEPBUYHOIO HAMMEHOBAHUA.

(4acTb 3 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Mpwn npepocTaBieHNN 3aABUTENIEM B COCTaBe PerncTpaLmMoHHOro Aocbe Ha /'IeKapCTBeHHbIl\;I
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npenapar 41A BETEPUHAPHOTO MPUMEHEHMA KONUK pPeLleHns YNOJAHOMOYEHHOTo denepanbHOro opraHa
MCNONIHUTENbHOW BAacCTU O nposegeHNn MHCNEKTUpPOBaHUA NMpounsBoauUTeENA N1eKapCTBEHHbIX CpeacTB
CPOK MPUHATUA pPELWEeHMA O T[OCYHAPCTBEHHOM pPEerucTpaumMm JeKkapCTBEHHOro npenapata  AnaA
BETEPMHAPHOIO NPMMEHEHUA NPUOCTAHABAMBAETCA CO AHA NOAYYEHUA 3aKA0YEHWNM, YKa3aHHbIX B 4acTu
1 HacToALEN CTaTbW, A0 AHA NPUHATUA YNOAHOMOYEHHbIM desepasibHbIM OPraHOM MCNOJHUTENbHOM
B/IACTU pelleHMa O Bblaadye uaM o6 OTKase B Bblgaye 3aK/AOYEHMA O COOTBETCTBUM NpPOM3BOAMTENA
JIeKapCTBEHHbIX cpeacTB TpeboBaHMAM NpPaBMA Hag/eKallel NpPoM3BOACTBEHHOM MPAKTUKM, HO He
6onee yem Ha CTO BOCEMbAECAT paboumnx gHe.

(4acTb 4 BBeaeHa PeaepanbHbim 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM A/A OTKasa B rocyfapCTBEHHOW PerMcTpaummn nekapCTBEHHOrO npenapata gas
BETEPUHAPHOIO MPUMEHEHUS ABAAETCA 3aK/OYEeHWEe YNOJHOMOYEHHOro denepanbHOro opraHa
WUCNONIHUTENbHOW BACTM O TOM, 4YTO KayecTBO W (Man) 3PPEKTUBHOCTb  PErUCTPUPYEMOro
JIEKAapCTBEHHOrO npenapata Aaa BETEPUMHAPHOro MNPUMMEHEHUA He NOATBEPXKAEHbI MOAYYEHHbIMU
OAHHBIMU WU YTO PUCK MPUYMHEHUA BPeaa 340P0BbI0 }KMBOTHOTO BCAEACTBME NPUEMA NIEKAPCTBEHHOTO
npenapata A8 BETEPMHAPHOro NPMMEHeHMA npesbliwaeT 3pPEeKTUBHOCTbL €ro MPMMEHEHUA, OTKas
yNo/sIHOMOYEHHOro ¢defepasbHOro opraHa WCNOMHUTENbHOMW BAACTM B Bblgaye 3aK/AOYEHUs O
COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUA  Haa/exKallen
NPOU3BOACTBEHHON MNPAKTUKM 4NA  KaXK4oW NPOM3BOACTBEHHOM MNAOWAAKM  PErncTpMpyemoro
JIeKapCTBEHHOrO npenapata Ans BeTEPMHAPHOro MNPUMEHEHMA B CAyyae, €can MNpPOM3BOACTBO
JIeKapCTBEHHOrO npenapata AAAa BETEPMHAPHOro MNPUMEHEHMA OCYLLECTBAAETCA 3a npejenammu
Poccuiickon degepaumm, Uan oTCyTCTBME TAKOTO 3aK/OYEHUSA.

(4actb 5 BBeaeHa PegepanbHbim 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopAgKe n cpokax onpegeneHnsa B3aMMO3aMeHAEMOCTU JIEKAPCTB JIEKaPCTBEHHbIX NPenapaTos,
3apernctpmpoBaHHbix g0 01.03.2020, cm. cT. 3 ®3 01 27.12.2019 N 475-P3.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIEKAapCTBEHHbIX MNpenapaTtoB ANA MeAULUHCKOro
npUMeHeHusA

(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMMO3aMeHAEeMOCTb JIeKapCTBEHHbIX MPenapaTtoB ANs  MeAULMHCKOTO MpPUMEHEHMUS
onpeaensaercs ynosHoOMoYeHHbIM dpesepanbHbIM OPraHoM UCMONHUTENBHOW BAACTU, OCYLLLECTBAAOLMM
roCyAapCTBEHHYIO PErncTpaumio IeKapCcTBEHHbIX MNPENapaToB AaA MEeAMUMHCKOTO NPUMEHEHUs, B
paMKax OAHOro MeXAYHAapOA4HOro HEenaTeHTOBAaHHOIO (MM XMMMYECKOro, WAU TPynmnuMpPOBOYHOrO)
HaMMEHOBAHMSA Ha OCHOBE 3aK/OYEHUSA KOMMCCUM 3IKCMEPTOB IKCMEPTHOTO YYPEKAEHUS O
B3aMMO3aMEHAEMOCTU JIeKapCTBEHHOro npenaparta Ana MeguuUMHCKOro NpMMeHeHUsa Anbo o Tom, YTo
NEeKapCTBEHHbIM npenapaT Ans MeAULMHCKOrO MPUMEHEHUSA He SBAAETCA B3aMMO3aMEHSAEMbIM.
MopsfdoK onpeaeneHna B3aMMO3aMEHAEMOCTM JIEKAPCTBEHHbIX MpenapaToB ANA MeAMLMHCKOro
npumeHeHna ©n  Gopma  3aKNOYEHMA  KOMWCCUM  IKCMEPTOB  IKCMEPTHOrO  yuperkKaeHua o
B3aMMO3aMEHAEMOCTN 1IEKAPCTBEHHbIX NPenapaToB A1 MeAMLMHCKOro npumeHeHusa anbo o Tom, 4To
NEeKapCTBEHHbIM npenapaT Ana MeAWMUMHCKOrO NPUMEHEHUA He SABAAETCA B3auMMO3aMEHSAeMbIM,
ycTaHaBAMBaloTCcA ¢deaepasnbHbiM OpPraHOM WCMOAHUTENBHOM BAACTW, OCYLLECTBAAIOWMM GYHKUMM NO
BbipaboTKE M peannsaunmn rocyLapCcTBEHHON NOSIMTUKM U HOPMATMBHO-NPaBOBOMY PEryMpPOBaHMUIO B
chepe 34paBOOXpPAHEHMA, MO COrnacoBaHWio ¢ deaepasnbHbIM OPraHOM WCNONHUTENbHOW BNACTH,
OCYLLECTBAAIOLWMM GYHKLMM NO INLEH3NPOBAHUIO NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(8 pen. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komucceua 9KCMepTOB 3KCNEPTHOro y4vypexgeHunAa OaeT 3akK/ar4vYeHne O B3aMMO3aMeHAEMOCTU
NeKapCTBeHHOro npenapata Anaa MeaununuHCKOro npumeHeHuA nmbo o TOM, 4TO J'IeKapCTBeHHbIVI
npenapar Ana MeaguumnmHCKOro npummeHeHumA He ABAAeTCA B3aMMO3ameHAeMbliM, Ha OCHOBaAHUU
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cneayowmx KpUTepmes (XapaKTepUCTHUK):

1) asKkBMBaneHTHocTb (AnA 6uoaHanorosbix (6MONOAO6HBLIX) J/IeKAPCTBEHHbIX MpPenapaTos
(boaHanoros) -  COMOCTaBMMOCTb)  KAYeCTBEHHbIX WM KOJMYECTBEHHbIX  XapaKTepPUCTUK
bapmaLeBTUYECKUX CYyBCTaHUMI MM COMOCTAaBUMOCTb aHTUIEHHOro COCTaBa BaKUMH. Mcnonb3oBaHue
pa3NINYHbIX conei, 3GUPOB, KOMMIEKCOB, U3OMEPOB, KPUCTANINYECKUX GOPM U APYrUX MPOU3BOAHBIX
OAHOrO U TOro e [AeNCTBYIOWEro BelecTBa He ABAAeTCA NpenaAtcTBMeM AN OnpeaesieHus
B3aMMO3aMEHAEMOCTN  JIEKAPCTBEHHbIX NpPenapaTtoB, ecAn npu  NpPoBeAeHUU  UccnenoBaHus
O6MO3KBMBANEHTHOCTM  JIEKAPCTBEHHOrO  Mpenmapata MAM  WUCCNeAOBaHMA  TepaneBTUYECKOM
9KBMBAJIEHTHOCTM JIEKAPCTBEHHOrO NpenapaTta A0Ka3aHO OTCYTCTBUE KAMHUYECKM 3HAYMMbIX Pa3inyunii
bapmaKkoKnMHeTUKM U (unn) sddekTMBHOCTM U 6e30MacHOCTM JIeKapCTBEHHOrO npenapaTa  ANs
MeANUMHCKOTO NPUMEHEHUS;

2) 3KBMBANEHTHOCTb IEKAPCTBEHHOW Popmbl. 04 3KBUBANEHTHbIMM IEKAPCTBEHHBIMU hOpMamMm
NMOHUMAIOTCA pasHble JIeKapCTBEHHble GOpPMbI, MMelolMe OAMHAKOBble CNocob BBeAeHUA U crnocob
npumeHeHuns, obnagatowme CONoCTaBUMbIMU  GAPMAKOKMHETUUECKMMM  XapaKTEPUCTUKAMU U
bapMaKoiorMyeckum  AenctBMem KW obecneymBatolmMe TaKXKe  [OCTUKEeHMEe  Heobxoammoro
KAnMHMYeckoro adpdekTa. Pasnnuma nekapcTBeHHbIX Gopm He ABNAIOTCA NpensTCTBUEM A5 onpeseneHuns
B3aMMO3aMEHAEMOCTU  JIeKapCTBEHHbIX MpenapaTtoB, ecAn npu  NpPoBeAeHUM  UCCNenoBaHUuSA
6MO3KBMBANEHTHOCTU  JIEKApCTBEHHOrO  Mpemapata MAM  UCCNeAOBaHMA  TepaneBTUYECKOM
9KBMBAJIEHTHOCTM JIEKapPCTBEHHOro npenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HAYMMbIX Pa3andunii
bapmMaKkoKMHeTUKM U (uan) sddeKTMBHOCTM U 6e30MacHOCTU JIeKapCTBEHHOro npenapaTa  Ans
MeANLMHCKOTo NPUMEHEHNS;

3) 3KBMBA/MIEHTHOCTb MM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB /IEKAPCTBEHHOMO
npenapata Aaa MeAWLMHCKOrO MpuMeHeHusa. Pasanuma  cocTaBa BCMOMOraTe/ibHbIX BELECTB
NIeKapCTBEHHOrO npenapata He ABAAIOTCA NPenATCTBMEM ANs onpefesneHns B3aMMO3aMEeHSEeMOCTU
NIeKapCTBEHHbLIX  MpenapatoB, ecAM npu  MPOBeSEeHWUM  UCCNenoBaHMA  BUOIKBMBANEHTHOCTU
NIeKapCTBEHHOro npenapaTta WauM UCCIef0BaHWUA TeparneBTUYECKON 3KBUMBANEHTHOCTM JIEKAPCTBEHHOrO
npenapaTta [AOKa3aHO OTCYTCTBUE K/AMHWYECKM 3HAYMMBbIX Pasanumii GapMaKoKMHETUKM U (uaum)
3pPEKTUBHOCTM M H6E30MacHOCTM IeKapCTBEHHOro npenapata ANs MeAMLUMHCKOro npumeHeHus. Mpu
Ha/IMYUMN KAMHUYECKM 3HAYMMBIX PasNNUM GapMaKOKMHETUKMN U (MaK) 3ddeKTMBHOCTU 1 6e30NacHOCTH
NIeKapCTBEHHOro npenaparta gaa MeAWUMHCKOrO NMPUMMEHEHUA B3aMMO3aMeHAEeMOCTb onpeaenseTcs C
YKa3aHWeM Ha UCKoYeHME OTAEbHbIX TPYNN NauneHToB;

4) naeHTNYHoCTb cnocoba BBeAeHUA U cnocoba NpUMeHeHUs;

5) COOTBETCTBME NponsBoanNTeENA NEKAPCTBEHHOIO CpeacTBa Tp86OBaHMHM npasun Hap,ne»(au.l,eﬁ
I'IpOM3BO[],CTB€HHOl7I NMPaKTUKKU.

3. bes HGO6XO,CI,MMOCTM AOKa3aTenbCrBa 6MO3KBMBANEHTHOCTU OCyLllecTBnAeTcA onpepeneHume
B3aMMO0O3aMeHAEMOCTN BOCNpOon3BeaeHHbIX J1IEKAPCTBEHHbIX NMPENApPaToB, KOTOpPbLIE:

1) npeaHasHayeHbl ANA NapeHTepasbHOro (MNOAKOXKHOro, BHYTPMMBbILLEYHOrO, BHYTPUBEHHOTO,
BHYTPUIAA3HOro,  BHYTPUMONOCTHOrO, BHYTPWUCYCTABHOrO, BHYTPMKOPOHAPHOro) BBEAEHUA W
npeAacTaBsatoT cobolt BoAHblE PacTBOPbI;

2) npeacraenaAoT coboit pacTBOpbl A1 NepPOopasbHOro NPUMEHEHUS;
3) nponsBeaeHbl B Gopme NOPOLLKOB UAM NIMOPUIM3ATOB A8 NPUTOTOBIEHNA PACTBOPOB;
4) aBnAtoTCA razamu;

5) ABNAKOTCA YWHbLIMA WAWM [Na3HbIMW NeKapCTBEHHbIMM NpenapaTtamu, NpPov3BeAeHHbIMU B
dopme BOAHbIX PacTBOPOB;
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6) NpegHasHa4yeHbl A8 MECTHOrO U (MAKN) HapYKHOrO NMPUMEHEHUs U NPUTroTOB/eHbl B dopme
BOAHbIX PacTBOPOB;

7) npeacTtasnatoT coboit BogHble PacTBOPbI AN UCMONb30BaHMA B GOPME MHFaNALMK C MOMOLLbIO
Hebynaisepa WM B KayecTBe Ha3a/bHbIX CMPeeB, NPUMEHSAEMbIX C MOMOLLbIO CXOAHbIX (MOXOXMUX,
aHaNorMYHbIX) ycTpolicTe (NpmMbopos., annapaTtos).

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. OcobeHHOCTM onpegeneHVs B3aMMO3aMEHAEMOCTU  BMONOTMYECKUX  JIEKAaPCTBEHHbIX
npenapaTtoB, KOMOWHUPOBAHHbIX JIEKAPCTBEHHbIX MpenapaToB (coaeprawmux KombuHaumio OBYX U
bonee p[ENCTBYIOWMX BELLECTB), JIEKAPCTBEHHbIX MNPENnapaTtoB A/1A NapeHTepanbHOro nuTaHua |
HEeO03MPOBaHHbIX  JIEKAPCTBEHHbLIX  MPENapaToB  yCTaHaB/AMBalOTCA  dedepanbHbiM  OpraHom
WUCNOSIHUTENIbHOM BNIACTU, OCYLLECTBAAIOLMM GYHKLUN MO BbipaboTKe M peanmsaumm rocyaapCcTBEHHOM
NOJIMTUKM MU HOPMATUBHO-MPABOBOMY PEry/JIMpoBaHUIo B chepe 34paBoOXPaHEHUS, MO COrNacoBaHMIO C
denepanbHbIM OPraHOM MCMOJIHUTENIbHOW B/IACTW, OCYLLECTBASOWMM GYHKUUN MO NLEH3MPOBAHUIO
NpOV3BOACTBA SIEKAPCTBEHHbIX CPEACTB.

(B peq,. PepgepanbHoOro 3akoHa ot 19.10.2023 N 503-93)

5. Orlpe,u,eneHme B3aMMO3aMeHAEMOCTU He OcCylecTBnaeTcdA B OTHOWEHUN NeKapPCTBEHHbIX
PaCTUTENDBHbIX NPENapaToB, TOMeOoNaTUYECKNX NIEKAPCTBEHHDbIX NMPENapPaToB.

6. CDOpMVIpOBaHMG nepeyvyHA B3aMMo3amMmeHAEeMbIX JIEKAPCTBEHHbIX NpenapaTtos Ana megunumnHCKOro
NPUMEHEHUA OCYLLECTBNAETCA SKCNEPTHLIM y4YpexaeHnem nocpeancrsom 06be,£l,V|HeHMFI NEKaPCTBEHHDbIX
npenapatos B OTAEJ/IbHble Tpynmnbl, B Ka)KADI?I M3 KOTOPbIX NEKAPCTBEHHbIE Npenapatbl ABAAKOTCA
B3aMMO3aMeHAEMbIMMN.

7. B Cny4yae BK/KOYEHUA B UHCTPYKUUIO NO MeaANUMNHCKOMY NPUMEHEHUIKD NEKAPCTBEHHOIO
npenaparta Ha OCHOBAHUWM pPe3ynbTaTOB COOTBETCTBYIOLWMNX VICCﬂe,CI,OBaHVIﬁ nokasaHui Ana npumeHeHua,
KOTOpble OT/INYAKOTCA OT NMoKasaHui Ana NpuMmeHeHnA OPpYyrnx NeKapCTBEHHbLIX NpenapaTtoB U3 rpynnbl
B3aMMO3aMeHAEMbIX /NIEKAPCTBEHHbIX NpenapatoB, B NepeyHe B3aMMO3aMEHAEMbIX NEKAPCTBEHHbIX
npenapartos Ana megnunHCKoro npuMmeHeHnAa o/1xKHa 6bITb YKa3aHa COOTBETCTBYOLWAA MHq)OpMaLI,Mﬂ.

8. MNepeyeHb B3aMMO3aMeEHSAEMbIX JIEKAPCTBEHHbIX NPENapaToB AN MEAUUMHCKOTO NpUMEHEHUA
pasmeLLaeTcsa yrnoJHOMo4YeHHbIM pegepasbHbiM OPraHoM MUCMOIHUTEIbHOW BAACTW, OCYLLECTBAAIOWMM
rOCyZapCTBEHHYIO PErMCTPaLMIO JIEKAPCTBEHHbIX MPEnapaTtoB A8 MeAWUMHCKOTO MPUMEHEeHMs, Ha
cBoem oduumanbHom cante B cetm "WHTepHeT". WMHPopmauma B nepeyHe B3aMMO3aMeHAEMbIX
NNeKapCTBEHHbIX MPENapaToB 418 MeAUUMHCKOTO NpMMeHeHMs 0bHoBAAETCA YKa3aHHbIM defepaibHbIM
OpraHOM WMCNOJIHUTE/IbHOW BNACTU C Y4ETOM HOBbIX 3apermcTpMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaTos
AN MeAMLUMHCKOro MPUMEHEHUA W BHECEHHbIX WM3MEHEHWA B LOKYMEHTbl, COoAep’Kalpecs B
PEerucTpauMoHHbIX A0Cbe Ha 3apPerncTPUMpoBaHHbIE /IeKapcTBeHHble NpenapaTbl 414 MeAWLMHCKOro
NpUMeEHEHMA.

9. MNopAAoOK MCMONb30BaHUA MHPOPMALMM O B3aMMO3aMEHAEMbIX JIeKapCTBEHHbIX Mpenapartax
ANA MeAULMHCKOrO NPUMEHEHUA M NOPAAOK AadYM PasbACHEHMI MO BONPOCAM B3aMMO3aMEHAEMOCTU
NEeKapCTBEHHbLIX MNpenapaToB ANA MeOUUMHCKOrO MPUMEHEeHMA YCTaHaBaMBatoTca degepasbHbim
OpraHOM WCMONHUTENbHOW BAACTW, OCYLLECTBAAIOWMM OYHKUMM MO BbipaboTKe M peannsaummu
rocyAapCTBEHHON NOAUTUKN U HOPMATMBHO-NPABOBOMY PEry/iMpoBaHuIo B chepe 34paBoOXpaHeHus, No
COrnacoBaHuio ¢ ¢eaepanbHbiM OpPraHOM WCMOJIHUTENbHOW BAACTW, OCyLLecTBAAOWMM GYHKUMM NO
NNUEH3UPOBAHUIO NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB.
(8 pea. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlAOC: NpumeyaHue.
CpOK pervcTpaummn NIeKapcTBEHHOIO npenapaTta A/1A BETEPUHAPHOIO MPUMEHEHMUA, UCTEKAIOLWMIA C
14.03.2022 no 31.12.2022, a TaKkxe B 2023 roay, npoaneH Ha 12 mecaues (MoctaHoBNEHUE
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MpasuTenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTlAOC: NpumeyaHue.

CpOKM AeNCTBUA PETMCTPALMOHHbIX YA0CTOBEPEHMI IEKAPCTBEHHbIX NPENapaToB 414 MeAULUHCKOro
NPUMeEHEHUA, KoTopble wucTekaoT B 2024 r. npoaneHbl Ha 12 mecaues (MocTtaHoBneHue
MpaBuTtenbcTea PO ot 12.03.2022 N 353).

CrartbAa 28. PernctpayMoHHOe ya0CTOBEpPEHMUE IEKAPCTBEHHOTO npenapara

KoHcynbTaHTMAOC: NprMeyaHme.

Paspeluaetca obpalieHve B PO 3apernctpmMpoBaHHbIX 1IEKAPCTBEHHbIX MPenapaToB, CPOK AeNCcTBuUA
PEerncTpaLnmoHHOro yA0CTOBEPEHMA KOTOPbIX UCTEK B Cayyae, npegycmoTpeHHom 4. 11 ct. 4 @3 ot
30.01.2024 N 1-93.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnpoCTPAHAKTCA Ha MNPaBOOTHOLUIEHWA, BO3HWKatoWMe Mnpwu
0obpallleHN NeKapCTBEHHbIX CPeACTB AN MeaULMHCKOro npumeHeHus (93 ot 30.01.2024 N 1-d3).

1. PerncTpaumoHHoe ya0CTOBEpPEHME NEKAPCTBEHHOrO MpenapaTta C yKasaHWMem JIeKapCTBEHHbIX
dopm M [03MPOBOK BbIAAETC OECCPOYHO, 33 WCKIHOYEHWEM PErncTPauMoHHOro YA0CTOBEPEHWUSA
NIeKapCTBEHHOTO MpenapaTa, BblgaBaemMoro CO CPOKOM [AOeWCTBMA NATb  JIeT, Ha BNepsble
peructpupyemble B Poccuitickoli degepaunm eKapcTBeHHbIe NpenapaTsbl.

2. Mo wucTeYeHUM yKasaHHOro B 4acTM 1 HacTosAwel CcTaTbW CpPOKa Bblgaetca bHeccpouyHoe
perucTpaunoHHoe YAOCTOBEPEHWE JIEKAPCTBEHHOro Mpenaparta Mnpu YCI0BUMM NOATBEPKAEHWUA €ero
rocyf,apCTBEHHOM perncTpauun.

3. B cnyyae BHeceHus B cooTBeTcTBMM cO cTaTbsamn 30 1 31 HactoAawero ®epepanbHOro 3akoHa
M3MEHEHUN B cogepKalpmecs B PEerucTpalMoOHHOM [OCbe Ha 3aperncTpuMpOBaHHbIN NEeKapPCTBEHHbIM
npenapaTt A0KYMEHTbl, 3aTParMBatowWmx CBeAeHUA, OTParKeHHble B PermcTPauMoOHHOM yA0CTOBEPEHUM
JIeKapCTBEHHOro npenapaTa, YNoJHOMOYEHHbIN peaepanbHbli OpraH UCNONHUTEIbHOW BAACTU BblAaeT
HOBOE PEerucTpauMoHHOEe YA40CTOBEPEHNE NEKAPCTBEHHOrO NpenapaTa, CoAepKallee BHECEHHbIE B HErO
M3MEeHeHuA.

(4acTb 3 BBegeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 28 yTpaumsaet cuay (43 ot 30.01.2024 N 1-P3).

4. B cnyyae yTpatbl MAW MOBPEXAEHUA PErUCTPALMOHHONO YAOCTOBEPEHUA NEKAPCTBEHHOrO
npenapata No 3asAB/JIEHUIO B MUCbMEHHOM dopme aep)KaTenda WUAM BRajesbla PerucTpalyMoHHOro
Y4,0CTOBEPEHUA NEKAPCTBEHHOTO NpenapaTta Uan YNoJHOMOYEHHOTO MW APYroro KPUANYECKOro nua
0 Bblgaye  aybavMkaTa  PerucTpaumMoHHOro  YAOCTOBEPEHMS  JIEKAapCTBEHHOro  npenaparta
YNOJIHOMOYEHHbIN deaepanbHbIl opraH UCMONHUTENbHOM BAACTU B CPOK, HE MpPEBbIWAOWMIA AeCATU
pabounx AHel co AHA NOCTYNAEHUA 3asBIeHUSA, BblAaeT Ay6AMKAT PErncTpaLMoHHOro yA0CTOBEPEHUS
NleKapCTBEHHOro npenapara. 3a BblAavy Ay6AMKaTa PErMCTPALMOHHONO YAOCTOBEPEHMA IEKAPCTBEHHOTO
npenapaTa B3MMAETCA FrOCyAapCTBEHHAA MOLWJ/MHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoin
depepaumnm o Hanorax n coopax.

(4yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 29 He pacnpocTpaHAeTcA Ha NPaBOOTHOLLEHMA, BO3HMKaloWMe nNpu obpalleHnn
NIeKapPCTBEHHbIX CPEACTB AN MegMLMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

KoHcynbTaHTlAOC: NpUmeyaHue.

MonoxeHus cT. 29 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBAeHUs roc. ycayr npu
0bpallleHNN NeKapCTBEHHbIX CPeacTB: ANA MeAULMHCKOTO MNMPUMEHEHUs MOCPeACTBOM eAWHOM
cuctemsl U (MAKn) eanHoro noptana, npumeHstotca ¢ 01.01.2025; ans BeTEPUHAPHOTO MPUMEHEHUS
nocpeacTsoM eamHoro noprtana, npumeHatotca ¢ 01.01.2026. PerncrpaumoHHble ya0CTOBepeHUsA
JIeKAPCTBEHHbIX MpenapaToB Aa8 MEeAUUMHCKOrO MPUMEHEHMA, Ha Oyma)KHOM HocuTesne W
Ay6ankatbl ¢ 01.01.2025 He BbigatoTCA.

KoHcynbTaHTlAOC: NpumeyaHue.

CpoK pervcTpaumm NeKapcTBEHHOroO npenapaTta A/1A BETePUHAPHOro NMPUMEHEHMUA, UCTEKAOLWMIA C
14.03.2022 no 31.12.2022, a Takxe B 2023 roagy, npoaneH Ha 12 mecaues (MoctaHoBAeHUE
MpasuTenbctea PO ot 12.03.2022 N 353).

CraTtbsa 29. NoaTBep KaeHUe rocyaapcTBeHHOM perMcTpaumm eKapcTBEHHOro npenaparta
(8 peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTteepKAeHMe rocyAapCTBEHHON perncTpaumm NekapcTBEHHOro npenapara ocyLecTBAAeTCs
npu Bblgaye H6ecCPoOYHOro PEerucTpPaLMoHHOrO YA0CTOBEPEHUA /IEKApPCTBEHHOIO NpenapaTta B Cayyae,
YKa3aHHOM B 4YacTu 2 cTaTby 28 HacTosAwero ®esepasbHOro 3aKOHa, B CPOK, HE MPEBbLILAIOWMIA COPOKa
pabounx gHe co AHA HAanpaBAeHMsA NOCPeACTBOM eAMHOro NopTana B yNoJHOMOYEHHbIN deaepabHbli
OpraH WCMOJHWUTENbHON BAACTU MAW JIMYHBLIM KabWHET yNoAHOMOYEeHHOro d¢enepasnbHOro opraHa
WCMONIHUTENLHON BAACTM B e€AMHOM CUCTeMe 3aAB/eHUS O MOATBEPKAEHMM TOCYAAPCTBEHHOM
perucTpauumn  NIeKapcTBEHHOro  MpenapaTta, MNOANWCAHHOrO  YCWIEHHOM  KBaiMOUUMPOBAHHOM
3/IEKTPOHHOM noanucblo. He ocywecTBAfeTca MNOATBEPMKAEHME TOCYAAPCTBEHHOW perucTpauumn B
OTHOLWIEHMM JIEKAPCTBEHHOro npenapaTta ANs BeTEPUMHAPHOTO NPUMEHEHWA, He HaxoAuBwerocs B
obpaweHnn B Poccuiickoli depepaumm B TeyeHMe Tpex W 6osee feT, a TaKKe B OTHOLIEHWUU
NNeKapCTBEHHOrO CPeaCTBa, NPOM3BEAEHHOTO C HapylweHnemM TpeboBaHWA, YCTaHOBJAEHHOTO YacTbio 3.7
ctaTbk 71 HacToAwero denepanbHOro 3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3aaBneHMe O MOATBEPKAEHWU TOCYAAPCTBEHHOW pPErvcTpaummn JeKapCTBEHHOro npenapaTa
HanpaBnAeTcA MNOCpeACTBOM  €AMHOro nopTana B YNOAHOMOYEHHbIM  denepanbHbli  OpraH
WUCMONHUTENbHOW  BAACTU  WAM  JIMYHBIA  KabWHET ynoNHOMOYEeHHOro defepanbHOro opraHa
WCNONIHUTENIbHOM BNacTU B €4MHOW CUCTEME HE paHee Yem 3a CTO BOCEMbAECAT AHEeW A0 UCTeYeHuA
CpOKa [eNCcTBMA PerncTpaumoHHOro yAO0CTOBEPEHUA JEKAPCTBEHHOro npenapata M He no3sgHee
OKOHYaHWA CPOKA ero AencTBumA.

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2.1. Ytpatun cuny. - PegepanbHbin 3aKoH oT 30.01.2024 N 1-93.

3. NoAaTBEpHKAEHNE FOCYAaPCTBEHHOW PErncTpaumm NeKapCcTBEHHOro Npenaparta ocyLLecTBaAseTca
Nno pesy/nbTaTamM 3KCMNEPTU3bl OTHOLIEHWUA OXWAAEMOW MNOJb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMUSA
NeKapCTBEHHOro npenapaTta Ha OCHOBAaHWWN Pe3yNbTaTOB MOHUTOPWUHra 3pdEeKTUBHOCTU M Ge3onacHOCTH
NeKapCTBEHHOro npenapaTta, MPOBOAMMOro AepaTesieM WAW  BAageNbuem PerMcrTpalMoHHOro
YAOCTOBEPEHUA NEeKapCTBEHHOro npenapata AM60 YNOAHOMOYEHHbLIM UMW OPUANYECKMM SIMLOM, a
TaKXe COOTBETCTBYIOLMM YNOSHOMOYEHHbIM deaepanbHblM OpPraHOM WCNOJIHUTENbHOW BAacT B
cooTBeTCTBUM C TpeboBaHUAMM cTaTbk 64 HacToAwero PeaepanbHOro 3akoHa.
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4. K 3aaBNeHMI0 0 NOATBEPNKAEHUN rOCyAapCTBEHHOM perucTpaumm NeKapcTBeHHOro npenapara
AN MeAUUMHCKOTo NPUMEHEHMUA NpuaarakoTea:

1) AOKYMEHTbI, coaepsKalipe pesynbTaTbl MOHUTOpPUHra 3ddeKkTMBHOCTM U  He3onacHocTU
JIEKapCTBEHHOro npenapata AAa MeAMUMHCKOrO MNPUMEHEHUA, MNPOBEAEHHOro JAepyKaTtenem uau
B/lafe/IbLLEM PEFUCTPALMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapata Aaa MegULMHCKOro
npMMeHeHns Anbo YNOJAHOMOYEHHbIM WM HOPUAMYECKMM JIMLUOM, Mo dopme, YTBEPKAEHHOM
YNOJHOMOYEHHbIM defepasbHbIM OPraHOM UCMONHUTENBHOM BNACTH;

2) cBefieHMa O gaTe NpenocCTaB/eHUs U PErmcTPaLMoOHHOM HOMEPE NIMLLEH3UM HA NPOU3BOACTBO
NIeKAPCTBEHHbIX CPEeACTB, WAM CBEAEHUs O p[aTe NPefoCTaBAEHUAs UM PEerucTpauyMoHHOM Homepe
3aK/IlOYEeHMA O COOTBETCTBMM NPOU3BOAUTENA JIEKAPCTBEHHbIX CpPeacTs TpeboBaHMsM npaBun
HagneXKalle NPou3BOACTBEHHOW MPAKTUKKU, UAM KonuA cepTMdUKATa COOTBETCTBUS MPOU3BOAUTENS
JIeKAPCTBEHHbIX CpPeacTB A8 MEeAUUMHCKOro NpUMeHeHus TpeboBaHMAM NpaBuA  Hagaerkallen
NPOU3BOACTBEHHOM  NPAKTMKM  EBPAsMMCKOrO  3KOHOMMYECKOTO  CO3a,  MNPeaocCTaB/eHHbIX
YNOJIHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOJHUTENIbHOM BAACTU B OTHOLEHWM NPON3BOLCTBEHHOM
NIoWAAKN  NEeKAapCTBEHHOrO nNpenapata Aaa  MeAMUMHCKOro NPUMMEHEHUA, TOoCyAapCTBEHHan
perncTpaumsa KoToporo NOATBEPKAAETCA B CyYae, eC/iM NPOM3BOACTBO JIEKAaPCTBEHHOrO Npenaparta a1
MeLMLMHCKOro NpUMMeHeHua ocylecteaseTca B Poccuinckont ®epepaumu;

(B pea. PepepanbHblx 3aKkoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-93)

3) KonuA nNpeaocTaB/fieHHON YNONHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENA NNLEH3UU Ha
NpPon3BOACTBO JIEKAPCTBEHHOrO NpenapaTa A8 MeAULMHCKOro NPUMEHEHUA U ee NepeBos Ha PYCCKui
A3blK, 3aBEpPEeHHble B YCTAHOB/JEHHOM MOPAAKE, A TaKXKe KOMuA 3aK/JAlo4YeHUA O COOTBETCTBMMU
npousBoAUTENA NEKAPCTBEHHbIX CpPeacTB TpeboBaHMAM MpaBWUA Hag/exKalen NpPou3BOACTBEHHOM
NPaKTUKKU, WAN KonuAa cepTUdMKaTa COOTBETCTBUSA MPOU3BOAUTENA NEKAPCTBEHHbIX CPeacTB Ann
MEeOMULUMHCKOro npuUMeHeHus TpeboBaHMAM MpaBuUA HaAanexalen npou3BOACTBEHHOM MPAKTUKM
EBpa3sniACKOro 3KOHOMMYECKOrO CO3a, BblAAHHbLIX YMNO/JHOMOYEHHbIM deaepasbHbIM  OpPraHom
WUCNOSIHUTEIbHOM BNACTU B OTHOLUEHMW NPOU3BOACTBEHHOM MOLWAAKM NEKAPCTBEHHOrO npenapaTa gas
MEeAMNLMHCKOrO NPUMEHEHUA, TOCY[aAPCTBEHHAA PErucTpauna KOTOpPOro MoATBEPXKAAETCA, UM Konua
peleHus ynoaHOMOYEeHHOro d¢enepanbHOro opraHa WCMOMHUTENbHOW BAAcCTU O MNpPoOBeAEHUM
dbapMaLLeBTUUYECKOM UMHCMNEKUMW NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB AN  MeAULMHCKOro
NPUMEHeHUss Ha cooTBeTcTBMe TpeboBaHWSAM MpaBuMA Hadjexawen npPousBOACTBEHHON MNPAKTUKM
EBpa3suniicKoro s3KOHOMUYECKOrO COK3a B C/yyYae, ecin NPOU3BOACTBO IEKAPCTBEHHOro npenaparta Aas
MeAMLUNHCKOro NPMMEHEHMA OCyLLEeCTBASETCA 3a Npeaenamm Poccuiickont Pegepaunu.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)
(4acTb 4 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWEHMM BUONOrMYECKMX NEKAPCTBEHHbIX NPENAPATOB A1 MEAUUMHCKOTO NPUMEHEHUA
3aABuTE/lb AOMOJIHUTENIbHO MNPEACTABAAET pe3ynbTaTbl MEPONPUATUN, MNPeAyCMOTPEHHbIX NAaHOM
yNpaBieHMNA PUCKaMM, YTBEPXKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTE/IbHOM
B/IACTU MpPWU  OCYLLECTBJEHUN T[OCYAAPCTBEHHOM perucTpaumn NeKapcTBEHHOro npenapata  Ans
MeLULNHCKOro MPUMEHEHMA.

(4acTb 4.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

4.2. K 3aaBNeHM1I0 0 NoATBEPKAEHNN rOCYAapPCTBEHHOM PErMCTPaLIMK NeKapCcTBEHHOro npenapaTa
ONA BEeTEPUHAPHOro NpPUMMEHEeHUs NpuaaraloTca AOKYMEHTbl, coAepsKaline pesynbTaTbl MOHUTOPUHTA
30 PEKTMBHOCTM M 6E30MaCHOCTM JIEKAPCTBEHHOrO Mpenapata Aas BeTepPUHAPHOro NPUMEHeHUs,
NPOBOAUMOro AepKaTesfiemM WAW BAaAeNbLeM pPerncTpauMoHHOro yAOCTOBEPEHMA /IEKAPCTBEHHOIO
npenaparta Aas8 BeTEPUHAPHOro NPUMEHEHUS NMBO YNONHOMOYEHHbIM UM OPUAMYECKUM NIMLLOM, MO
dopme, yTBEPXKAEHHOW YMNO/JHOMOYEHHbIM deaepasbHbIM OPraHOM MWCMNONAHUTENbLHOM BAacTU, U
OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHKTtax "a", "6", "k", "n" nyHkTta 4 yactu 3 ctatbm 17
HacToswero desepanbHOro 3aKoHa. B OTHOLLEHUM MMMYHOBMONOIMYECKMX NEKAPCTBEHHbIX NpenapaToB
ONs BETEPUHAPHOTO NPUMEHEHUA He NPeACTaBAAITCA CBeAEHMUA, YKasaHHble B nognyHKTe "K" nyHKTa 4
yactn 3 ctaTbM 17 Hactosuwero dPeaepanbHOro 3aKoHa. B OTHOLLEHUM NeKapCTBEHHbIX NpenapaTtos A
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BETEPUHAPHOIO MPUMEHEHUA, MOAYYEHHbIX C NMPUMEHEHUEM F€HHO-UHXEHEPHO-MOANPULLMPOBAHHDIX
OpPraHM3MOB WAN COAEPIKALUMX TaKUe OpraHM3mbl, AOMOAHUTENbHO MNPEeACTaBAATCA CBeLeHus,
YKa3aHHble B NyHKTe 13 yactn 3 ctatbu 17 HacToAwero deaepanbHOro 3aKoHa.

(4acTb 4.2 BBepeHa PenepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa oT
02.08.2019 N 297-93)

4.3. 3asBuTeNb BMpaBe MPeACTaBUTb C 3asAB/IEHWMEM O MOATBEPMKAEHUN TOCYAaPCTBEHHOM
perucTpaummn JIeKapCcTBEHHOro npenapaTa PEeKBU3WUTbl [AOKYMEHTa, NoATBeprKAatlowero ynnaaTty
rocy4apCTBEHHOW MOLW/NHbI 33 NOATBEP)KAEHME TOCyAapCTBEHHON perucTpaumm eKkapcTBEHHOro
npenapara, a Tak)Ke BblAaBaemble (NpeaocTaBasemble) YNoJHOMOYEHHbIMU peaepasibHbIMU OpraHamm
WUCNONHUTENIbHOM BNACTU AOKYMEHTbl (CBeAeHMA), yKasaHHble B MyHKTax 2 M 3 yacTu 4 HacToAllein
cTaTbW. B cnyyae nx HenpeacTaBaeHMA YNOJAHOMOYEHHbIM denepanbHbli OpraH UCNOAHUTENbHOM B1ACTU
3anpalmBaeT yKasaHHble JOKYMEHTbI (CBeAeHUs) B NOPAAKE MEXKBEAOMCTBEHHOro MHGOPMALIMOHHOIO
B3aMmo4elncTBums.

(8 pen,. PepgepanbHbiX 3aKOHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-93)

5. B TeyeHue nATM paboumx OHEW CO AHA HanpaBAeHWA MOCPeACTBOM eAMHOro nopTasa B
YNO/IHOMOYEHHbIN  peaepanbHbliA  OpraH  WUCNOAHWUTENbHOW  BAACTU  WAM  JIMYHbIA  KabuHeT
YMNO/IHOMOYEHHOTO dpesepasbHOro OpraHa UCMONHUTENLHON BACTU B €AMHOW CUCTeMe 3afB/IeHUs O
NOATBEP)KAEHUM TFOCYAAPCTBEHHOM  PErucTpauum  JIeKapcTBEHHOro npenapata WM AOKYMEHTOB,
cogeprKalmx pesynbTaTbl MOHUTOPUHTA 3HEKTUBHOCTM M Be30MacHOCTU IeKapCTBEHHOrO Npenapara,
NPOBOAMMOrO AeprKaTesieM MWW BAAAENbLeM PEerncTpalMoHHOIO YyAO0CTOBEPEHUA JIeKapCTBEHHOMO
npenapata AMb60 YNONHOMOYEHHbIM WMMW OPULUYECKUM JINLLOM, YMNOJIHOMOYEHHbIW deaepasnbHbIi
OpraH UCNONHUTENIbHOM BNACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBoAUT NPOBEPKY MOJIHOTbI CBE,D,EHMVI, coaeprawmnxca B npeacraB/€HHbIX 3aABUTENIEM
AOKYMEHTaAX;

2) NPUHUMAET pelieHne o nposegeHnn nan 06 oTKase B nposeageHMnM sKCNepTn3bl OTHOLWEHUA
O)KMABEMOﬁ NoNb3bl K BOSMOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO npenaparta Ha OCHOBAaHUU
Pe3y/ibTaTOB MOHUTOPUHIa 3¢¢EKTMBHOCTM n 6esonacHocTH NeKapCTBEHHOro npenapata, NpPpoBoANMMOro
Aepxartenem mam snagenbuem perncTpatlMoHHOro ygoctoBepeHmnAa NekapCTtBeHHOro npenaparta nmbo
YNO/ITHOMOYEHHBIM MU OPUOANUYHECKMM NTULLOM, a TaKXXe d)e,u,epaanblM opraHom WUCNONHUTEIbHOM
BN1aCTU B COOTBETCTBUMN C Tpe6OBaHMF|MM CcTaTbu 64 HacToALWero dJe,u,epaanoro 3aKOHa;

3) HanpaBAseT B /INYHbIN KabWHET IKCNEePTHOTO yupexaeHuUa B egUMHON cucTeme nognucaHHoe
YCUNEHHON KBanMPUUMPOBAHHOW 3/1EKTPOHHOW MOAMNUCbI0 3aJaHWe Ha NPOBEAEHWE 3KCMepTUsbl,
npeaycMOTPEHHOM MYyHKTOM 2 HACTOALWLEM 4acTM, a TaKXe HanpaB/sfeT 3asaBMTENl0 NOCpPeacTBOM
eAMHOro nopTtana UM B AWYHbIA KabWHET 3aaBUTeNs B eAMHON cucTeme MNOAMMCAHHOE YCUAEHHOM
KBa/IMPULMPOBAHHOW 3NEKTPOHHOMN NOAMUCHIO YBEAOMIEHUE O MPUHATOM PELIEHMM O BblAaye 3a4aHuA
Ha npoBegeHMe YKasaHHOMW 3KkcnepTusbl 6o 06 OTKase B NPOBEAEHWMWM YKAa3aHHOM 3KCNepTusbl C
YKasaHWeM NpuYmnH OTKasa.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. B cnyyae BbIABNEHUA HELOCTOBEPHOCTM W (MAWM) HeAOCTAaTOYHOCTM  UHPOpMaLUW,
coaeprKalenca B NPeacTaB/leHHbIX 3aABUTENIEM LOKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHblii opraH
WCNONHUTENbHOW BAACTU HaNpaBAseT 3asBUTEN0 NOCPEACTBOM €AMHOro nopTasa WaM B JNYHbINA
KabWHeT 3asBUTENA B €4MHOM cUcTeme 3anpoc 06 YTOYHEHMM YKa3aHHOW MHbOPMaLMKM, NOANMUCAHHDIN
YCUNEHHOW KBanUPULMPOBAHHOM 3SNEKTPOHHOM NOAMNUCHIO.

(4yacTb 6 B peg. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. 3asBuTtenb o0653aH HanpaBUTb MNOCPEACTBOM €AMHOro fnoptana B  YNOJAHOMOYEHHbIN
denepanbHbIi OpraH UCNOAHUTENIbLHOW BNACTU UM JIMYHbINA KaBUHET ynoaHoMo4YeHHoro deaepanbHOro
opraHa MCMNOJIHUTENIbHOW BNACTM B eAMHOM cCMCTEME NOANUCAHHbBIA YCUNEHHON KBaNMPUUUPOBAHHOM
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3N1eKTPOHHOM NOANMCHIO OTBET Ha 3anpocC YNo/HOMOYeHHOro desiepanbHOro opraHa UCMONHUTENbHOM
B/1ACTW, YKa3aHHOIO B YacTK 6 HACTOALLEN CTaTbW, B CPOK, HE NpeBbIWaoWMiA AeBAHOCTa pabouunx gHen
CO AHA NOAYyYeHUA YNOAHOMOYEHHbIM deaepasibHbiM OPraHOM UCMONHUTENbHON BAACTU SNEKTPOHHOrO
yBEeAOMNEHUA O MOJYyYeHUU 3aaBUTENEeM TaKoro 3anpoca. CpoK, yKasaHHbIM B 4acTu 5 HacToALlel
cTaTbW, NPMOCTaHaB/IMBAETCA CO AHA HanpaB/AeHUA 3aABUTE/NI0 NOCPeACTBOM eAMHOro noprtajna Mau B
JIMYHBINA KabuHeT 3asBUTENs B eAMHON CUCTEME TaKOoro 3anmpoca A0 AHA HanpaB/eHMsA 3asBUTENIEM
nocpeAcTBOM €AMHOro NopTasia B YNOJHOMOYEHHbIN deaepasibHblii OpraH UCMOJIHUTENbHOW BAACTU UAN
JINYHBIN KabUHET yNnonHOMOYeHHOoro deaepasibHOro opraHa UCNOJIHUTE/IbHOM BNacTU B e4UHOM cucTeme
OTBETa Ha TaKOM 3aMpoC U He YYMTbIBAETCA MPU UCUUCIEHUN CPOKa NOATBEPKAEHMA roCcyAapCTBEHHOM
perucTpauum IeKapCcTBEHHOro Npenapara.

(4actb 7 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8. OcHoBaHMeM QAN OTKa3a B NPOBEAEHUM 3KCMepTU3bl OTHOLIEHMA OXKMAAEMOW MOMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA JIeKapCTBEHHOro npenapaTta ABAAETCA NpeacTaB/ieHne AOKYMEHTOB,
CoAeprKalLmx pes3ynbTaTbl MOHUTOPUHTA 3GpdEKTUBHOCTU M Be30NacHOCTU NeKapcTBEHHOro Npenapara, 1
(Man) B OTHOWEHWM BUMONOTUYECKMX JIEKAPCTBEHHbLIX MNPenapaToB pPe3yNbTaToB OCYLLECTBAEHMS
MEepOMnpUATUIA B COOTBETCTBMM C MNJIaHOM YMPaBAEHUA PUCKaMM, YTBEPKAEHHbIM YNOJHOMOYEHHbIM
besepanbHbIM OPraHOM MCMOIHUTEIbHOW BAACTU MPU OCYLLECTBNEHWUM FOCYAAPCTBEHHOW perncrpaumum
JIeKapCTBEHHOrO NMpenapaTa, B HENOJIHOM 06beme, OTCYTCTBME MHPOPMALMKM, NMOATBEPKAAtOLWeEN daKT
ynnaTtbl  rOCyZapCTBEHHOW  MOWJIMHbI 33  MOATBEPNKAEHUE  TOCYAAPCTBEHHOW  perucrpauuu
NIleKapCTBEHHOro npenapaTa, MMbo HenpeacTaBleHUe 33sBUTE/IEM B YCTAHOBJ/IEHHbIW CPOK OTBETA Ha
VKa3aHHbIA B 4YacTM 6 HacToAwel CcTaTbyM 3anpoc YrNoJHOMOYEHHOro ¢enepanbHOro opraHa
WCMOSIHUTENBHOM B/IACTH, @ TaKXKe OTCYTCTBME B YKA3aHHbIX OKYMEHTax MHGOPMaLMK, KOTOpas A0/KHa
6bITb B HUX OTPaXKeHa.

9. DJKCnepTM3a OTHOLWEHWS OXUAAeMOW NOMb3bl K BO3MOXHOMY PUCKY MpUMEHeHuA
NleKapCTBEHHOro npenaparta B Lenax NoATBEeP:KAeHUA rocyaapCTBEHHON perncrTpaumm A1eKapcTBeHHOro
npenaparta NPoOBOAUTCA KOMMUCCUEN 3KCMEePTOB IKCMEPTHOMO yYpexKaeHUa B CPOK, He NpeBblwalowmit
TpMauatTm paboumnx gHen.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

10. B cnyyae HeAOCTAaTOMHOCTM NPeACTaB/IEHHbIX 3KCNEPTY MATEPMANoB A AaYM 3aKA0UYeHUA B
JIMYHBIN KabMHET 3aABUTeNA B eANHOM CUCTEME HaNPaBAAETCA 3anpoc O NpeacTaBieHMn HeobXxoaMMbIX
MaTepmnanos, NOAMNUCAHHbIN pyKoBoguTenem (YynoslHOMOYEHHbIM JIMLOM) IKCMEPTHOrO yypexkaeHuna c
MUCNO/Ib30BaHMEM YCUIEHHOW KBaIMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCH.

(4acTb 10 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3assutenb 06A3aH HaNpPaBUTb B JIMYHbIN KabOWHET 3KCNEpPTHOro y4YpexneHwWsa B efuHOM
cucTeme NOAMMUCAHHbIA YCUNEHHON KBAaAMPULMPOBAHHOM 3/1EKTPOHHOM NOAMWUCHID OTBET Ha 3anpoc
3KCMEPTHOTO yYpeXKAeHUs B CPOK, HE MPEBbILIAMOWMI WeCTUAECATU pabounx AHeW Co AHA NoaydYeHun
3KCNEepTHbIM Y4YpEXAEHUEM 3/IEKTPOHHOrO YBEAOM/IEHUA O MONYYEHUM 3aABUTENEM YKA3aHHOro
3anpoca. Bpema co AHA HanpaBieHWsA B JIMYHBLIN KabWHET 3aaBUTENA B eAMHOM cMCTeMe 3anpoca
3KCMEPTHOrO YYperKAEHMA A0 AHA HaNpaB/ieHUA 3aABUTENIEM B JIMYHbLIA KAaOWHET 3KCMepTHOro
yupexneHua B eANHOM CUCTEME OTBETA Ha YKa3aHHbIM 3anpoc He YYMTbIBAETCA NPU UCHUCNEHUM CPOKa
npoBefEeHNA 3SKCMEepPTU3bl OTHOLUEHWA OMWUOAEMOM NOAb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUA
NIeKApCTBEHHOTO MpenapaTa Ha OCHOBAaHMM [OKYMEHTA, COAEpXKalLlero pesy/bTaTbl MOHUTOPWHIA
3bdEeKTUBHOCTM M HE30NACHOCTM IEKAPCTBEHHOTO Npenapara.

(4acTtb 11 B pea. deagepanbHoro 3akoHa ot 30.01.2024 N 1-93)

12. B CpoOK, He npesbllaloWwmii NATM paboumx AHEeW Co AHA HanpaBAeHWUA B /IMYHbIN KabuHeT
YyNOAHOMOYEHHOro $eaepanbHOro opraHa WUCMONHUTENbHOM BNAcTM B e4MHON CUCTeMe 3aK/louYeHun
KOMMCCMM 3KCMEPTOB MO pe3ynbTaTaM 3KCNEepPTU3bl OTHOLUEHWUA OXKMAAEMOM MOAb3bl K BO3MOMKHOMY
PUCKY NPUMEHEHWA NEKapCTBEHHOro npenaparta, COOTBETCTBYIOWMI YNONHOMOUYEHHbIN deaepanbHbii
OpraH UCNOAHUTENbHOM BAACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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1) ocyllecTBAAET OLEHKY 3TOro 3aK/lo4YeHnsa AN onpeaeneHus ero COOTBETCTBMA 3afaHMI0 Ha
npoBeAeHne YKa3aHHOM 3KCnepTu3bl;

2) NpUMHMMAET pelieHMe O MOATBEPKAEHWUU TOCYAAPCTBEHHOM pPerncrTpaumm neKapcTBEHHOro
npenapata uam o6 OTKase B MNOATBEPXKAEHUM TOCYOAPCTBEHHOW PErUCTpaLmMn NeKapCTBEHHOrO
npenapara;

3) BHOCUT nNpPWU MPUHATUM peleHUa O MNOATBEPKAEHUU TOCYAAPCTBEHHON perncrpaumm
JIeKapCTBEHHOTO NpenapaTta CBeAeHUsA B FOCYAAPCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeACTB U BblaaeT
3anaBuTeNt0 HeccpoyHoe pPerncTpauMoHHOE YyAOCTOBEPEHME SIEKAPCTBEHHOIO MpenapaTa NocpeacTBOM
HanpaB/IeHUs Yepes eANHbIN NOPTaa AN NINYHLIN KabUHET 3aaBUTeNA B €AMHOMN CUCTEME BbIMMUCKU U3
rocyf,apCTBEHHOIO PeecTpa JIEKAPCTBEHHbIX CPeAcTB, NOAMNUCAHHOM YCUAEHHOW KBaaM@ULMPOBAHHOM
3NEKTPOHHOM Nognucbio.

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. OcHOBaHMEM A5 OTKa3a B NOATBEPKAEHUN FOCYAAPCTBEHHOM pPerncTpaunm AeKapcTBeHHoro
npenapata ABAAETCA 3aK/OYEHME COOTBETCTBYIOLWEro YMNOJHOMOYEHHOro denepasbHOro opraHa
WUCNOSIHUTENIbHOM BAIACTM O TOM, YTO PUCK MPUYMHEHUS Bpena 340POBbH0 YENOBEKA MM KMBOTHOIO
BCNeACTBME NPUEMA NEKAPCTBEHHOro NpenapaTa npesbiwaeT 3¢PeKTUBHOCTb ero NPUMeEHEHUs.

(8 peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuon npoBefeHUs npoueaypbl NOATBEPKAEHWA TOCYAAPCTBEHHOW perMcrpaumm
NIeKapCTBEHHOrO NpenapaTta ero obpatieHune B Poccuiickon degepalmm He NPUOCTaHABANBAETCA.

15. [JlonyckaeTcA obpalieHuMe NeKapCTBEHHbIX NpenapaTtoB A0 MWCTeYEeHUs CPOKa roAHOCTH,
Npou3BeAeHHbIX B TeYyeHMe CTa BOCbMWAOECATM KajieHAapHbIX AHel nocne Aatbl NPUHATUA
yNnonHOMOYeHHbIM deaepanbHbiM OpPraHOM WCMONHUTENbHOM BNACTM PeleHua o NoATBepXAeHUU
rocyapCTBEHHOW pernctpaumu, B COOTBETCTBMM C WHbOpMaLMen, coaepkalleics B AOKyMeHTax
perncTpaLnoHHOro A0Cbe Ha NIeKapCTBEHHbIN NpenapaT 40 AaTbl MPUHATUA TaKOro pelleHus.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTIAOC: NnpyMeYaHme.
MonoxkeHuus c1. 30 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacalowmeca npenoCcTaBAeHUA roc. ycnyr
NnocpeAcTBOM eAUHOM CUCTEMBI U (MK) eanHOro nopTana, npumeHsatTca ¢ 01.01.2025.

Cratba 30. BHeceHue n3ameHeHUii B AOKYMEHTbI, coAep Kalimecs B perucTpaulMoHHOM A0Cbe Ha
3aperucTpuMpoBaHHbINA IeKapCTBEHHDbIM Npenapar aaa MeaULMHCKOro NpuMeHeHun

1. B uenax BHeCEHWA U3MEHEHWUI B AOKYMEHTbI, COAepKallneca B PermcTpaumoHHOM A0Cbe Ha
3aperMcTpMpoBaHHbIN JIeKapCTBEHHbIN NpenapaTt Aaa MeAULMHCKOrO NPUMEHEeHUA, AeprKaTtenb WUau
Bagenel, perucTpaumMoHHOro ya0CTOBEPEHUA NEKAPCTBEHHOrO npenapata WUAuM YNoJIHOMOYEHHOe UM
Apyroe topuauyeckoe AuUO (Aanee B HacToAllei cTaTbe - 3aABUTE/b) HAMPaBAAET MOCPeLCTBOM
eMHOro nopTana B YNO/JHOMOYEHHbIW denepasbHblid OpraH UCMOAHUTENBHOM BAACTU WUAM B JINYHbIN
KabWHeT ynoNHOMOYEeHHOro ¢eaepasbHOrO OpraHa WCMOAHUTENIbHOM BAAcTM B eAMHOW cuUcTeme
noAnMCaHHOEe YCUIEHHOW KBanUPULUPOBAHHOM 3/1EKTPOHHOM NOAMUCHIO 3aAB/IEHNE O BHECEHUM TAaKUX
M3MeHeHUn no dopme, yCTaHOBNEHHON YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONAHUTEIbHON
B/IACTW, W MNpuaaraemble K HeMYy W3MEHEHMA B YKa3aHHble [OOKYMEHTbl, a TaKKe [AOKYMEHTHI,
noaTeepxAaatowme HeobXxoAMMOCTb BHECEHUA TaKUX USMEHEHUI.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 04.06.2018 N 140-d3, ot 30.01.2024 N 1-d3)

1.1. Mpwn HeO6XO,CI,VIMOCTVI BHeCeHMA B AOKYMEHTbI, cogepXalmeca B permctpauyMoHHOM A0Cbe Ha
3aperMCTpMpOBaHHbll7| ﬂeKapCTBeHHbIVI npenapatr Agna MmMeaununHCKoro npumeHeHua, N3MeHeHN
OTHOCUTE/IbHO MEeCTa NpPOn3BOACTBa J1IEKAPCTBEHHOrNoO npenapata Ana mMeanumHCKOro npumeHeHuaA,
Tpe6y|ou.|,v1x nposegeHNA 3KCNEPTU3blI Ka4eCTBa JIEKAPCTBEHHbIX CPeacCTB, 3aABUTENIb OOMNO/IHUTENBbHO
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HanpasaAeT MNOCPeACTBOM eAMHOro MopTana B YNOJNHOMOYEHHbIn  dedepanbHblii  opraH
WUCMOJIHUTENIbHON  BNAACTU  WMAW  AINYHBIM  KabWHET ynosHOMOYeHHoro deaepanbHOro opraHa
MCMOJIHUTE/IbHOM BNacTU B eANHON cUcTeMeE:

1) cBepeHuMA o gate NpenocTaBieHUA U PErnCTPaLMOHHOM HOMepe JIMLEH3UN Ha NPOM3BOACTBO
JIEKAPCTBEHHbIX CPELCTB, @ TAKXKE KOMMUIO 3aK/IIOYEHNA O COOTBETCTBMM MPOU3BOAUTENS IEKAPCTBEHHbIX
CpPeAcTB ANA MeAMUMHCKOro NpuMmeHeHusa TpeboBaHMAM MNpaBWA Hagjexaweih Npou3BOACTBEHHOW
NPaKTUKKW, UAN KOMUIo cepTudMKaTa COOTBETCTBMA TMPOU3BOAMUTENS JIEKAPCTBEHHbIX CPeACcTB ANA
MEANUMHCKOTO MPUMEHEHMA TpeboBaHMAM MpPaBWU/ Haa/NeXalleld NPOU3BOACTBEHHOW MPAKTUKM
EBpPa3sMIMCKOro 3KOHOMMYECKOTO COHO3a, BbIAAHHbBIX YMOJHOMOYEHHbIM deaepasbHbiM  OpraHoOM
WUCMNOJIHUTENbHOW B/ACTU B OTHOWEHWMM W3MEHEHHOW W (MAn) [ONOJAHEHHOW NPOU3BOACTBEHHOM
NAOWAAKN NEeKapCTBEHHOro npenapata A8 MeAUUMHCKOrO MPUMEHEHMUA, WKW KOMUIO peLleHus
YyNOJIHOMOYEHHOro ¢esepasbHOro opraHa UCNOJHUTENbHOM BIACTU O NpoBeaeHnn dapmaL,eBTUYECKOM
WHCMEKLUN NPON3BOLCTBA JIEKAPCTBEHHbIX CPEACTB A7 MEeAULMHCKOIO NPUMEHEHUA Ha COOTBETCTBME
TpeboBaHMAM MpPaBWUA Hagjexallel NPOW3BOACTBEHHOW MPaKTUKM EBPAsMIACKOrOo 3KOHOMWMYECKOTO
COl03a B OTHOWEHUM W3MEHEHHOW W (MAKM) [OMOSHEHHOW NPOM3BOACTBEHHOW  MJIOLAAKM
JIEKAapCTBEHHOIO nMpenapata Aasa MeAWLMHCKOrO MPUMEHEHMA B C/y4ae, eciM MPOU3BOACTBO
NleKapCTBEHHOro NpenapaTa ocylecTeaseTca B Poccuiickon ®epepaunu;

2) Konuio npenocTaBieHHOM YNONHOMOYEHHbIM OPraHoOM CTPaHbl MPOU3BOAUTENA NIULLEH3UN Ha
NpPon3BOACTBO JIEKAPCTBEHHOIO NpenapaTa A1 MeauLMHCKOro NPMMEHEHUsA U ee NepeBos, Ha PYCCKUi
A3blK, 3aBEpPeHHble B YCTAaHOB/NIEHHOM MOPAAKEe, a TaKXKe KOMUIo 3aK/JloYeHMA O COOTBETCTBMMU
npou3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBWU HagNerKallel Npou3BOACTBEHHOM
NPaKTUKU, WUAM KOMUio cepTudUKaTa COOTBETCTBMA MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeacTB Ans
MEeOMLUMHCKOTO NpPUMeEHeHUs TpeboBaHMAM MpaBu HaAfeXalwen npPou3BOACTBEHHOM MNPAKTUKK
EBpa3sniACKOro 3KOHOMMYECKOrO CO3a, BblAAHHbLIX YMNO/JHOMOYEHHbIM deaepasbHbIM  OpPraHom
WUCNONIHUTENIbHOM BIACTU B OTHOLIEHMM M3MEHEHHOW W (MNM) [ONONHEHHOW NPOM3BOACTBEHHOM
N0WAAKN IeKAaPCTBEHHOTO NpenapaTa, Uan Konuto peLleHunsa yrnolHOMOoYeHHoro ¢peaepanbHOro opraHa
WUCNONIHUTEIbHOM BIAaCTM O NpoBeAeHUN dapMaLLeBTUYECKOM MHCMEKLNM NPOM3BOACTBA IEKAPCTBEHHbIX
CpencTe Ana MeaMUMHCKOrO NPUMEHEHMs Ha COOTBeTCTBME TpeboBaHMAM NpaBMA Haaaexallen
NPOU3BOACTBEHHOM MNPaKTUKM EBPAsMINCKOro 3KOHOMWYECKOro CO3a B Cay4yae, eciiv Npou3BOACTBO
JleKapCTBEHHOrO Npenaparta oCcyLecTBAsSEeTCA 3a npeaenamm Poccnitckoit Pegepaunu.

(4actb 1.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1.2. |_|pl/l H606XOAMMOCTM BHECEeHMA B AOKYMEHTbI, cogepawmeca B permctpayMoHHOM 0Cbe Ha
3aperMCTpMpOBaHHbII7I J'IeKapCTBeHHbIl\/‘I npenapart gnaa MeagununHCKoOro npumeHeHuA, N3MeHeHUM’
OTHOCUTENbHO MOKa3aTesiell KayecTsa NNEKAaPCTBEHHOrO npenaparta anad meguunHCKoro npunMmeHeHmna um
(MI'IM) METOA0B KOHTPO/ZIA KadecCTBa JIEKAPCTBEHHOINO npenapata Ana MeauMuuHCKOro npumeHeHuA,
Tpe6yrou.|,v|x nposegeHNA 3KCNEPTU3blI Ka4eCTBa JIEKAPCTBEHHbIX CPeACTB, 3aABUTENIb OOMNO/IHUTENBbHO
HanpasadAetr nocpeacrtsom egnHoro nopTana B yI'IOJ'IHOMO‘-IEHHbIﬁ ¢ep,epaanb|171 opraH
WUCNONHUTENIbHOM  BNacTM  WAW  NUYHBIA  KabuHeT YNO/THOMOYEHHOTIO cbep,epaanoro OpraHa
MCMNOJIHUTE/IbHOM BNACcTU B eAMHOﬁ cncreme:

1) cBeaeHMA 0 gaTe NpeaoCTaBieHMA U PErncTPaLMOHHOM HOMepe IMLEH3UN Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeacTB WAM CBeAeHUA O Aate npeaocTaBleHUMA W PerucTpaumoHHom Homepe
3aKN0YEeHMA O COOTBETCTBMM MPOM3BOAUTENA JIEKapPCTBEHHbIX Cpeacts TpeboBaHMAM Mpasun
Haf/exallell NPoM3BOACTBEHHOW MPaKTUKN UAN KOMWUIO CepTUdUKaTa COOTBETCTBMA MPOU3BOAUTENA
NeKapCTBEHHbIX CPeaCTB ANA MEeAMUMHCKOTO NpUMEHeHUs TpeboBaHMAM npaBuA  HaafexKallen
NpPou3BOACTBEHHOM NPaKTUKN EBPa3MIACKOro 3KOHOMMYECKOro COH3a, BblAaHHbIX (NpeaocTaBaeHHbIX)
YNONHOMOYEHHbIM dpegepasbHbiM OPraHOM UCNONHUTENbHOW BAACTM B OTHOLLIEHWUM NPOM3BOACTBEHHOM
NAOWAAKN /IeKapCTBEHHOrO npenapaTta, B Cayvyae, ecan MPOM3BOACTBO JIeKapCTBEHHOro npenaparta
ocyulectensetca B Poccuitickon Pegepaumu;

2) Konuto I'IpeLI,OCTaB/'IeHHOﬁ YNO/THOMOYEHHbIM OpPraHOM CTpPaHbl nNponssoaunTena NNUEH3UN Ha
NpPOon3BOACTBO IEKAPCTBEHHOIO NpenapaTta AnAa meanumnHCKoro npumeHeHnA 1 ee nepesos Ha pyccr<m7|
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A3blK, 3aBEpPeHHble B YCTAHOBNEHHOM MOPAAKE, A TaKXe CBeAeHWs O AaTe npenocTaBAeHMA U
PErncTPpaLMOHHOM HOMEpPE 3aK/AYEHMA O COOTBETCTBMM NPOM3BOAMUTENA /IEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM NPaBU/  Hag/ieXalleh MpPou3BOACTBEHHOM NPaKTUKKU, WAM  Konuto cepTudmKarta
COOTBETCTBUSA MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB A8 MEANLMHCKOTO NPUMeEHeHUs TpeboBaHUAM
npaBuA Hag/exalen NpomM3BOACTBEHHOM NPaKTUKM EBPa3MICKOrO SKOHOMMYECKOTO COH3a, BblAAHHbIX
YNOJIHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOAHUTENBHOM BAACTU B OTHOLWEHWM NPON3BOLCTBEHHOM
NoWAAKN NEKAPCTBEHHOrO NpenapaTta, UAM CBEAEHMA O gaTe NpefoCTaBAEHUA U PErMCTPaALUOHHOM
HOMepe peLleHUs YNOAHOMOYEHHOro peaepanbHOro opraHa UCNOSIHUTENbHOW BAACTM O NMPOBEAEHUM
bapMaLLleBTUUYECKOM  WMHCNEKLMM NPOM3BOACTBA JIEKAPCTBEHHbIX CPeaAcTB  A1Aa  MeAMLMHCKOro
NPUMeEHEHUs Ha cooTBeTCTBME TpeboBaHMAM NpaBuA Haafexalei NPoM3BOACTBEHHON MPAKTUKM
EBpa3niACKOrO  3KOHOMMYECKOFO  COK3a, €eciM  MPOU3BOACTBO  JIEKAPCTBEHHOro  npenapaTa
ocyuiecTBaseTca 3a npegenamu Poccninckoit Pepepaunn.

(yactb 1.2 B peg,. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.3. MpuHATHE pelleHns O BHECEHUU U3MEHEHUNH UM 06 OTKase BO BHECEHWW M3MEHEHWI B
OOKYMEHTbI, CofeprKaliMecs B PErnmcTpauMoOHHOM [0Cbe Ha 3aperucTpMpoBaHHbIN JIEKAPCTBEHHbIN
npenapat a8 MeAMUMHCKOrO NPUMEHEHUsi, B Cay4ae HeobXoAMMOCTM MNPOBELEHMA 3SKCnepTusbl
KauyecTBa NIEKAPCTBEHHbIX CPeAcCTB U (Man) aKcnepTU3bl OTHOLEHWA OXUAAEMON NOb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHMUA NIeKapCTBEHHOro npenapata gaa MeguUMHCKOro NPUMEHEHMA OCYLLEeCTBAAETCA B
CPOK, He NpeBbIWaloLWMA NATUAECATU Pabounx AHEN, @ B OCTa/IbHbIX CY4aaX B CPOK, HE MPEeBbILLAOLLMIA
Aecatn paboumx AHel Co AHA HanpaBAeHWA MNOCPenCTBOM €AMHOro mnopTtana B YNOJHOMOYEHHbI
denepanbHbIit OpraH UCNOJAHUTENILHOW BIACTU UM IMYHbIMA KaBUHET ynosiHOMo4YeHHoro ¢deaepasbHoro
opraHa UCNoOJIHUTENIbHOW BAACTU B €4MHON CUCTEME 3aABIEHUA O BHECEHUM TaKUX U3MEHEHUA.

(4acTb 1.3 BBegeHa PegepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.4. YnonHomoueHHbI deaepanbHblit OpraH UCMONHUTENbHON BNACTU C YY4ETOM pPe3y/bTaToB
dbapmakoHaz30pa U NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HAXOOALWMXCA B PaXKAAHCKOM
060poTe, YCTaHOBNAEHHbIM TPEOOBAHMAM K MX KA4YecTBy B TeueHWe AecATU paboymx gHen co AHA
NoCTyn/ieHMa COOTBETCTBYHOWEN MHPOPMALMM pasmellaeT Ha CBOeM OOMLMANbHOM CailTe B CeTU
"UHTepHeT" cBeAeHMA O HEODXOAMMOCTM BHECEHMA B MHCTPYKUMIO MO MEAUUMHCKOMY MPUMEHEHWUIO
NIeKapCTBEHHOro npenapaTta U3MeHEHMUIM B OTHOLWEHMU CBEAEHUN O MOKa3aHMAX AAA NPUMEHEHUA U
NPOTUBOMOKA3aHUAX ANS NMPUMEHEHNA IEKAPCTBEHHOIO NPENapaTa, BblABAEHHbIX MOBOYHbIX AENCTBUSAX,
HeenaTeNbHbIX peakumaAX Npu NPUMEHEHUU NeKapCTBEHHOTO Npenapata M HanpasaAeT nognucaHHoe
YCUNEHHOW KBAMOUUMPOBAHHOMN 3NEKTPOHHOW NOAMNUCHIO YBEAOMIEHUE B IMYHBIA KabUHET 3aaBUTENA
B eAMHON cUCTeMe, a TaKKe B JIMYHble KabuHeTbl 3asBuTenelt B eAMHOW cuUcTeme, ABAAIOLWMXCA
Aep)aTenamm  MAM  BAAAENbLaMM  PErucTpauMOHHbIX  YAOCTOBEPEHUM  B3aMMO3aMeEHAEMbIX
NeKapCTBEHHbIX NPenapaToB (MM YNOAHOMOYEHHbIX UMUK PYTUX IOPUANYECKUX NNL).

(4acTtb 1.4 BBeaeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.5. [lep:Katens Unu BRagenew, perucTpauMoHHOro yaAoCToOBEPEeHUS IeKapCTBEHHOro Npenapara, a
TaKXKe [eprKaTenn WAu BAageNblbl PErUCTPALMOHHBIX YAOCTOBEPEHUI /IeKapCTBEHHbIX NpenapaTos
(M ynonHomoueHHblE UMK ApYrUe oPUANYECKME MLA), KOTOpble ABAAIOTCA B3aMMO3aMEHAEMbIMM,
0653aHbl HaNpPaBWUTb B JIMYHbIA KabWHET ynosHOMOYeHHOro deaepanbHOro opraHa WUCMOAHUTENbHOWM
B/ACTU NOANWCAHHbIE YCUAEHHBLIMU KBAIMOULMPOBAHHBIMU 3N1EKTPOHHBIMW NOAMUCAMMU 33ABJAEHUA O
BHECEHUW WM3MEHEHWA B  AOKYMEHTbl, CoAep)KalMecd B  PErucTPauMoHHbIX  O0Cbe  Ha
3apPerucTPMPOBaHHbIE IEKAPCTBEHHbIE MNpenapaTbl AN MEAMUMHCKOrO NPUMEHEHWA, B OTHOLWEHWUK
CBEAEHMM, YKa3aHHbIX B MHCTPYKLUMM NO MEAMLMHCKOMY MPUMEHEHMUIO NEKAPCTBEHHbIX NPenapaTos, B
TeyeHMe copoka paboumx AHel co AHA NOAYYEHUA YNOAHOMOYEHHbIM denepanbHbiM OpPraHoOM
WCMONHUTENbHON BNACTU 3N1EKTPOHHOrO YBEAOM/IEHMA O MONYYEHUU AepiKaTenem WUAW BnagesbLem
PerucTpaunoHHOro yAoCTOBEPEHUA fIeKapCTBEHHOrO npenaparta (MAM YNOAHOMOYEHHbIM UM APYrUM
IOPUANYECKMM ANLOM) MHPOPMALMKM, YKa3aHHOM B YacTu 1.4 HacToAwel ctatbk. [aHHoe TpeboBaHue
He pacnpoCTPaHAeTCA Ha CcAyvyan BHECEHMA B MWHCTPYKUMIO MO MEAMUMHCKOMY MNPUMEHEHUIO
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JIEKAapCTBEHHOro npenapata M3MEHEHWI B OTHOLWIEHUM HOBbIX MOKa3aHWUM A48 MNPUMEHEeHUA
JIeKapCTBEHHOro npenapaTta Ha OCHOBAHWM Pe3y1bTaToOB COOTBETCTBYIOLIUX UCCNeA0BaHUN.

(4acTtb 1.5 BBeaeHa PeaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pea. PenepanbHOro 3akoHa oT
30.01.2024 N 1-93)

2. PeweHune o npoBeaeHUN IKCNEPTU3bl KAaYecTBa JIEKAPCTBEHHbIX CPEACTB U (MAKM) IKCNepTUsbl
OTHOLUEHMA OXMOAEMOM MOJIb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JIEKAPCTBEHHOrO npenapara gas
MegnunHCKoro npummeHeHunAa npuHMUMmaeTcA B COOTBETCTBUMN C yTBGp)KLI,GHHOVI YNO/IHOMOYEHHbIM
denepanbHblM OpPraHOM WCMONHUTENbHOM BNAcTU  KnaccupuKkauuen U3IMEHEeHUN, BHOCUMbIX B
OOKYMEHTbI, CofeprKaliMecs B PErnmcTpauMoOHHOM [0Cbe Ha 3aperMcTpMpoBaHHbIN IEKAPCTBEHHbIN
npenapar.

(4actb 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3asBuTenb BNpase NpPeacTaBUTb NO COOCTBEHHON WMHWUUMATMBE BMeECTe C 3aAB/IEHMEM O
BHECEHMM U3MEHEHWA B  [OOKYMEHTbl, coAeprKalimeca B  pPerucrpauMoHHOM  AOCbe  Ha
3aperucTpMpPoOBaHHbIN  NEKAPCTBEHHbIM nNpenapat A8 MeAUUMHCKOrO MNPUMEHEHUA, PEKBU3UTBI
OOKYMEHTOB, NOATBEPXKAAOLWMX YNAATYy FOCYAAPCTBEHHOM MOWAMHbI 33 BHECEHWE B OOKYMEHTHI,
copeprKalimecs B PErmcTpaLMoOHHOM A0Cbe HAa 3apPerncTPUpPOBaHHbIA NEKAPCTBEHHbIM NpenapaT ans
MEOMULMHCKOTO MPUMEHEHMUsA, WM3MEHEHUN, Tpebylowmx nNpoBeneHUA 3SKCNepTUsbl JIeKAPCTBEHHbIX
CPeACTB B 4YaCTW 3SKCMepTU3bl KayecTBa JIEKApCTBEHHOro cpeactsa U (MAM) 3KcnepTusbl OTHOLWIEHUSA
OXMAAEeMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JIeKapCTBEHHOro npenapaTa Anaa
MeAMULMHCKOro NPUMEHEHWA, rOCY4apPCTBEHHOM MOLWAWHbI 33 BHECEHME B AOKYMEHTbI, COAEpKalLMecs B
PErncTpaumMoHHOM [0Cbe Ha 3aperucTpMpOBaHHbIN JIEKAPCTBEHHbIM NpenapaTt gas MegULMHCKOro
NPUMEHEHUS, USMEHEHU, HE TPEOYIOLLMX NPOBEAEHWNA SKCNEPTM3bl IEKAPCTBEHHOIO CPEACTBA, a TaKKe
BblAaBaemMble (NpeaocTaBasieMble) YNONHOMOYEHHbIMU denepasbHbiMM OpraHaMM WCMOJHUTENbHOM
B/IACTU [OKYMEHTbl (cBeAeHMs), yKasaHHble B Yactax 1.1 u 1.2 HacToAwel cratbn. B cnyvae wux
HenpeacTaBieHUs YNOAHOMOYEHHbIM deaepasibHbl OpraH WCNOAHUTENbHOW BAACTM 3anpalunBaeT
YKasaHHble  JOKyMeHTbl (cBeAeHMAa) B  MOpAAKE  MEKBEAOMCTBEHHOrO  MHPOPMALMOHHOIO
B3aMMoO4eNnCcTBusS.

(B pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-93)

4. B TeyeHMe nATU paboumnx AHel co AHA NOCTYNAEHMA YKa3aHHOro B 4acTu 1 HacToAlel cTaTby
3aAB/IeHMA U HeobXoAMMbIX OAOKYMEHTOB YMNO/SIHOMOYEHHbIM denepanbHblii opraH WUCNOAHUTENbHOM
BNACTU:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBoAUT NPOBEPKY NOJIHOTblI U AOCTOBEPHOCTU CBE,CI,GHVIVI, coaeprKawmnxca B npeacraB/1€HHbIX
3aABUTENEM MaTepuanax;

2) NPUHUMAET pelleHne o nposeaeHNN YKa3aHHbIX B 4HaCTn 2 HaCTO‘r'lLLI,El\;I CTaTbM COOTBETCTBYHOLWMNX
9KCNepTn3 N1eKApPCTBEHHOIO Cpeacrtsa Unn 06 oTKase B ux nposeaeHUN,

3) HanpasnseT B /AWNYHbLIA KAabWHET 3anaBWUTENA B €4MHOM cUCTeMe MNOAMUCAHHOE YCUNEHHOWM
KBanMOUUMPOBAHHOW 3/1IEKTPOHHOM NOAMWUCHID YBEAOMJIEHWE O MPUHATOM PELIEHUM UAM B CAy4vae
NPUHATUA pelleHna 06 OTKase B MPOBEAEHUM COOTBETCTBYIOLLEN 3KCNEPTU3bl C YKasaHMEM MPUYMH
TAKOro OTKasa.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-$3)

4.1. B cny4ae BbIABAEHWA HEAOCTOBEPHOCTU CBEAEHUW, COLEPKALLMXCA B MNpeacTaBAEHHbIX
3aABuTENIeM MaTepuanax, ynolIHOMOYEHHbIN ¢peaepanbHbii OpraH UCNOJIHUTENBHOM BAACTM HanpasaseT
B JINYHbIN KabWHET 3aABUTENA B €4MHOM cucTeme 3anpoc 06 YTOYHEHWWM YKa3aHHbIX CBEeAEHWM,
NOANUCAHHbINA YCUAEHHOM KBaANDULMPOBAHHOW 3AEKTPOHHOM NOAMNUCHIO.

(4acTb 4.1 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. 3aaBuTenb 06a3aH HaNpPaBWUTb B INYHbINA KaBUHET ynosHoMoYeHHoro deaepanbHOro opraHa
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WUCNONIHUTENbHON BAACTM B e4AMHON cUCTeMEe NOAMUCAHHbIN  YCUAEHHOW  KBanUMPULMPOBAHHOM
3/IEKTPOHHOM MOAMNWUCHIO OTBET Ha 3anpocC YNo/JHOMOYeHHoro denepanbHOro opraHa UCMOJIHUTENbHOM
BNIACTU B CPOK, He MpeBblllaloWwmi AeBaHOCTa paboymx AHElM Co AHA MOYyYeHWUA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM WCMONHUTENbHOW BAAcTU  3/IEKTPOHHOIO YBEAOM/EHUA O MOJyYEHUU
3aABUTENEM AaHHOrO 3anpoca. CpoK, YKa3aHHbIN B YacTK 4 HacTosALWen cTaTbU, NPUOCTaHABANBAETCA CO
OHS HanpaB/eHUs B JIMYHBbIK KabWHeT 3aABUTENs B eAUHOM CUCTeMe 3anpoca YMnoJIHOMOYEHHOTO
depepanbHOro opraHa WCNOMHUTENBbHOM BAACTU A0 [AHA HANPaBAeHMA B  JIMYHbIA  KabuHeT
YyNoAHOMOYEHHOro ¢enepanbHOro opraHa WCNOJIHUTE/NIbHOM B/lacTM B e€AMHOM CUCTEME OTBEeTa Ha
[AaHHbIN 3aNPOC U He YYUTbIBAETCA NPU UCHUCIEHUM CPOKA MPUHATUSA PELLEHUs O BHECEHUN U3MEHEHUI
B OOKYMEHTbI, cogepKalimMecs B PerncTpalMoHHOM [0Cbe Ha 3aperucTpPUpOoBaHHbINA NEKAPCTBEHHbIM
npenapar gasa meguUMHCKOro NpUMeEHEHUS.

(yactb 4.2 B peg,. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMEM A/1A OTKa3a B MPOBEAEHUM YKA3aHHbIX B YaCTU 2 HACTOALLEN CTAaTbW 3KCMEpTU3
ABNAETCA NpeAcTaBieHNe AOKYMEHTOB, MePeYnCIeHHbIX B YacTax 1 M 3 HacToALWel cTaTbM, B HEMOJIHOM
obbeme, HenpeacTaBaeHWe 3aABUTENIEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA HAa YKasaHHbIM B Yactu 4.1
HACTOALLEN CTATbM 3aNPOC YNOJHOMOYEHHOTO dpenepasbHOro opraHa UCNONHUTENbHON B/IACTH, @ TaKKe
OTCYTCTBME B  MPEACTaB/NEHHbIX  AOKYMEHTaX  [AOCTAaTOYHbIX  CBeAEHMUM, NOoATBEpPXKAAOLLMX
HEeobXxoAMMOCTb BHECEHUA U3MEHEHUM, UM OTCYTCTBME MHbOPMAUMK, NOATBEPKAAtOWeEN daKT ynaaTbl
rocyA,apcTBEHHbIX NOLJIMH, YKAa3aHHbIX B YacTK 3 HAcToALWEN CTaTbMy.

(8 pea. PepepanbHblx 3aKkoHOB 0T 25.11.2013 N 317-®3, 01 22.12.2014 N 429-93)

6. YKasaHHble B 4acTU 2 HaCTOALLEN CTaTbM 3KCNepTU3bl NPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM
cTaTtbel 23 HacTosulero PeaepanbHOro 3akoHa.

7. B CcpoK, He npeBbiWwatowmi NaTn paboumx AHeN co AHA Hanpas/eHMA NoCPeacTBOM eAMHOro
noptasa B YMNO/JIHOMOYEHHbIN deaepanbHblii OpraH MCMONHUTENbHOMW BAACTU WUAM NUYHBLIN KabuHeT
YyNo/IHOMOYEHHOro ¢efepasibHOro opraHa UCNONHUTENbHON BAAcTU B €4AMHOM cucTeMe MOoAMUCAHHbIX
YCUIEHHbIMW KBaAUOULNPOBAHHBIMWN 3/1EKTPOHHBIMW MNOANUCAMM 3aKAOYEHUIA KOMUCCUIA SKCMEPTOB MO
pesy/nbTaTaM yKasaHHbIX B YacTU 2 HacCTOALWEMN CTaTbW 3KCNepTM3, YNOJHOMOYEHHbI deaepanbHbIi
OpraH UCMOJIHUTEIbHOW BIacTu:

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

1) nNPpUHUMaET peweHne O BHeCeEHUNU M3MEHEHUA B AOKYMEHTbI, cogepXxawmeca B
PErMCTpaLlMOHHOM AO0Cbe Ha 3apeFMCTpMpOBaHHbIﬁ HEKapCTBEHHbIVI npenapatr gna mMmeaununHCKoro
NPUMEeHEeHUA, NN 06 OTKase BO BHECEHMU TaKUX M3MEHEHMI7’I;

2) BHOCUT B rOCY[apPCTBEHHbIN PEecTp NEKApCTBEHHbIX CPEeACTB Ha OCHOBAHMM peleHusa O
BHECEHMW W3MEHEeHWH B  [OKYMEHTbl, CcogeprKaliMeca B  PErucTPauyMoHHOM  OOCbe  Ha
3aPErMcTPUPOBAHHDBIN /IeKapCTBEHHbIM Mpenapat 448 MeAMUMHCKOro NPUMEHEHUs, Heobxoaumble
N3MEHEeHUsn;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) BblgAeT 3anABUTE/II0 HOBOE PErUCTPALMOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOrO npenapaTa B
C/ly4ae U3MEHEHUA CBeAEHWN, COAEPIKALLMXCA B HEM, MyTeM Hanpas/eHUA 3aABUTEN0 NOCPeaCTBOM
€4MHOro NopTana WM B IMYHbIA KabMHET 3aABUTENA B €4UHOM CUCTEME BbIMUCKU U3 TOCYAAPCTBEHHOTO
peecTpa /IeKapCTBEHHbIX CPeAcTB, MNOAMUCAHHON YCUNEHHOM KBanMOUUMPOBAHHOW 3SNEKTPOHHOM
noAnuchIo.

(n. 3 BBepeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pen. dPesepanbHOro 3akoHa oT
30.01.2024 N 1-93)

8. OcHoBaHMemM AnA OTKasa BO BHECEHWUMU U3MEHEHUN B AOKYMEHTbI, cogepXawmneca B
PerncTpaumMoHHOM AocCbe Ha 3aperMCTpMpOBaHHblﬁ }'IeKapCTBeHHbIﬁ npenapat gna meauunHCKoro
npuMmeHeHunA, ABNAAEeTCA 3aKak4yeHune YnoJIHOMOYEHHOro d)e,a,epaanoro OpraHa NCNONHUTENbHOM
BN1aCTN O BO3MOXHOCTU CHUXXEeHUNA 6e3OI'IaCHOCTM, Ka4yecCTBa, 3d)(|)eKTMBHOCTM NeKapCTBEHHOro cpeacrtea
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B CZ1ly4ae BHeCeHUA TaKnx N3MEHEHUN.

9. [onyckaeTca obpalleHne NeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NpUMeEHeHua Ao
ncre4yeHnAa Cpoka rogHoCTu, npon3seaeHHbIX B Te4eHne CTa BOCbMNAOECATU ILl,Hel‘/‘I nocne Aatbl NPUHATUA
YNO/ITHOMOYEHHbIM d)ep,epaanb|M OopraHom MCNONHUTENIbHOM BNacTu peweHna o BHeCeHUn U3MEHeHUM
B [OOKYMEHTbl, cogep)Kalwmeca B PerucTpalMoHHOM [0Cbe, B COOTBETCTBUM C MHPopMaLmels,
copepKalencs B AOKYMEHTaX PEernmcTpaumoHHOrO A0Cbe Ha NEeKAapCTBEHHbIM npenapat A0 AaTbl
NPUHATUNA TaKOro pelleHunA.

(4actb 9 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

10. Mpasutenbcteo Poccuitickoir Pepepaummn BnpaBe YCTaHOBUTb OCODEHHOCTU BHECeHuA
U3MEHEHWA B [OOKYMEHTbI, COAEpP)KaluMecs B PEerncTpalMoOHHOM [OCbe Ha 3aperncTpupoBaHHbIN
JIeKApCTBEHHbIA nNpenapat Aas MeAMUMHCKOrO NPUMEHeHus, B cayyae pedekTypbl WAM  pucka
BO3HUKHOBEHUA AedeKTypbl NEeKapCTBEHHbIX MNpPenapaTtoB B CBA3M C BBEAEHMEM B OTHOLUEHUU
Poccuiickon depepaumm orpaHUYmUTENIbHbIX MepP SKOHOMUYECKOro XapaKTepa.

(4acTtb 10 BBeaeHa PeaepanbHbiM 3aKoHOM oT 08.03.2022 N 46-93)

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxeHus c1. 31 (B peg. ®3 ot 30.01.2024 N 1-P3), Kacatowmeca NpPenoCTaBAeHUA TOC. YCayr
nocpeacTBOM egmMHOro noptana, npumeHatoTca ¢ 01.01.2026.

Cratba 31. BHeceHue n3MeHeHUit B AOKYMEHTbI, COAepIKalLmeca B permcTpauMoOHHOM A0Cbe Ha
3aperucTpuMpoBaHHbINA IeKapCTBEHHDIM NpenapaT ANA BeTepUHAPHOro NpUMeHeHus

1. B uenax BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEPKALMECA B PETMCTPALMOHHOM [0Cbe Ha
3aperncTpPMpPOBaHHbIN NEeKAapPCTBEHHbIN NpenapaTt AAA BETEPUHAPHOrO MPUMEHEHUA, AepKaTenb WM
BNajenel, perncTpaLmMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOrO NpenapaTa MAM YNoJIHOMOYEHHOE UM
Apyroe topuauyeckoe AuUO (fanee B HacToAllel cTaTbe - 3aABUTE/b) HAMPaBAAET MOCPeACTBOM
e4MHOro nopTtana B YNOJHOMOYEHHbIN defepasbHblit OpraH UCNONHUTENbHOW BAACTU MOAMWUCAHHOE
YCUNEHHOWN KBANMOULMPOBAHHOMN 3N1EKTPOHHOM NOANUCHIO 3aABAEHNE O BHECEHUM TaKMX USMEHEHMI NO
bopme, YCTAHOBAEHHOM YNOJAHOMOYEHHbIM ¢eaepanbHbIM OPraHOM MCNONHUTENbHON BAAcTU, WU
npunaraemble K HEMY U3MEHEHWUA B YKa3aHHble AOKYMEHTbI, @ TaKXKe AOKYMEHTbl, NOATBEPKAAIOLWME
HEOOXOAMMOCTb BHECEHMA TaKUX W3MeHeHWN. [pu HeobXxoAMMOCTM BHECEHUA W3MEHEHUI B
[OKYMEHTbI, coAeprKalimeca B PErucTpaLMoHHOM [0Cbe Ha 3aperncTpuMpOBaHHbIN NEKapPCTBEHHbI
npenapat AnA BETEPUHAPHOrO MNPUMEHEHMA, B CAy4aax W3MeHeHMA U (Mau)  [ONOSAHEeHUs
NpPOW3BOACTBEHHOM MAOLWAAKN NEKAPCTBEHHOIO CPEACTBA, A TaKKe M3MEHEHUA NoKasaTesnell KayecTsa
NIeKapCTBEHHOro npenapata A1a BETEPUHAPHOro MPUMEHEHUA U (MM) METOAOB KOHTPO/AA KayecTsa
NIeKapCTBEHHOro NpenapaTta 418 BEeTePUHAPHOro NPUMEHEHUA 3aABUTENb AONONHUTE/IbHO HanpaBaseT
nocpeaCcTBOM e€AMHOrO nopTasa B YNOJAHOMOYEHHbI denepanbHblit OpraH UCNOSIHUTENbHOM BAACTU
cnepytowme LOKYMEHTbI (cBeaeHuUsA):

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-93)

1) cBeaeHMA o0 AaTe NPeAoOCTaBAeHUA U PErUCTPALMOHHOM HOMEpPE JINLLEH3UN HA NPOM3BOACTBO
NEeKapCTBEHHbIX CPEACTB, NPeAoCTaBleHHOW MPOU3BOAUTENIO J/IEKAPCTBEHHOro npenapaTta Ans
BETEPMHAPHOro NPUMEHEHWA, ANA POCCUNCKUX MPOM3BOAUTENEN;

(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBefieHMA 0 gaTe NpPefocCTaB/eHUA U PErUCTPALMOHHOM HOMEpPE NLEH3UN Ha NPOM3BOACTBO
NEKapCTBEHHbIX CPeACTB, NPenoCTaB/eHHOW npousBoauTento  dapmaueBTUYecKon cybcTaHumm,
BXOAALLEN B COCTaB JIEKAPCTBEHHOrO Npenapata 414 BETEPUHAPHOrO MPUMEHEHMUA, ANA POCCUMCKUX
npoussoauTenen;

(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) Konna AOOKYMeHTa, BblAaHHOro YnNoJIHOMOYE€HHbIM OpraHOM CTpaHbl npou3dsoauTena AnNA
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KaXKA40l NpoM3BOACTBEHHOM NAOLWAAKM NEKaPCTBEHHOrO Npenaparta A8 BETEPUHAPHOTO MPUMEHEHUS U
NoATBEPXAalo0LIEr0 COOTBETCTBUE MPOU3BOAUTENS NEKAaPCTBEHHOro npenaparta TpeboBaHUAM Mpasu
HagsieXkallen npou3BOACTBEHHOM MPaKTUKU, U €ero MnepeBof, Ha PYCCKUIA A3blK, 3aBEpPeHHble B
YCTaHOBNEHHOM MNOPSAKE, a TaKXKe KOMUA 3aK/I0YEeHUs O COOTBETCTBMU NPOU3BOAUTENA IEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM  MpaBuA  HaA/e)kallen  MNpPOM3BOACTBEHHOM  MPAKTUKM,  BblAAHHOrO
YNONHOMOYEHHbIM dpeaepasbHbIM OPraHOM UCMONHUTEIbHOM BNACTU A1S KaXKAoW NpPOn3BOACTBEHHOM
NJoWAAKN NEeKapCTBEHHOro npenapaTta AN BETEPUHAPHOrO NMPUMEHEeHUs, MBO KonuAa pelleHus o
nposeseHnn WMHCNEKTUPOBaHUSA npoussoauTens NIeKapCTBEHHbIX cpeacTs, NPUHATOrO
YNONHOMOYEHHbIM dpeaepasbHbIM OPraHOM UCMONHUTE/IbHOM BNACTU ANS KaXKAOW NPOM3BOACTBEHHOM
NAOWAAKN NIeKapCTBEHHOro npenapaTta A8 BeTePUHAPHOTO MPUMEHeHUA. YKasaHHble AO0KYMEHTbI
npeacTaBAAlOTCA B C/ydae, eciv MNPOU3BOACTBO JIEKAPCTBEHHOrO MpenapaTta Aas BeTepUHapPHOro
NpPUMeHEeHNA OCyLLECTBAAETCA 3a Npeaenamn Poccuiickoii Geaepaunu;

4) Konua [OOKYMEHTa, BblAAHHOrO YMNOJIHOMOYEHHbIM OPraHOM CTpaHbl MNPOU3BOAUTENA
dapmaLeBTUYECKOM cybcTaHumm n noaTBEprKAatoLLEero COOTBETCTBUE npounssoanTens
dapmaLeBTMYECKOW cybCcTaHUMM, BXOAALLEN B COCTaB JIEKAPCTBEHHOMO npenapaTa 419 BETePUHAPHOro
npumeHeHuns, TpeboBaHUAM NpPaBUA HagfeXKalelh NPoM3BOACTBEHHOM MPAKTUKM, U ero nepesBos Ha
PYCCKMI  A3bIK, 3aBepeHHble B YCTaHOBAEHHOM MoOpAAKe, B C/y4ae, ecAn NPOU3BOACTBO
dapmaueBTMUECKOM CyOCTaHLMM OCyLLLEeCTBAAETCA 3a Npegenamu Poccuiickoin depepaumu.

(yactb 1 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae M3meHeHus U (MAun) AONONHEHUSA NPOM3BOACTBEHHON NAOWAAKA NEKaPCTBEHHOro
CpencTBa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacToswen cTaTbW, NpeacTaBAAlOTCA 3asBUTENeM B
OTHOWEHWUU U3MeHAeMOol U (MAu) [ononHAEMON NPOU3BOACTBEHHOM NJIOWAAKMA /IeKapCTBEHHOro
cpencTBa. PeweHne o BHECEHUN U3MEHEHUI B LOKYMEHTbI, COAEP KALLMECH B PErUCTPALLUOHHOM A0Cbe
Ha 3apPerncTpMpoBaHHbIM IEKAPCTBEHHbIM NpenapaT 411 BeTEPMHAPHOro NpMmeHeHus, uam ob oTKase B
MX BHECEHWW NPUHUMAETCS B Caydyae HeobXoAMMOCTU NPOBEAEHWUS 3KCMEpPTU3bl JIEKAPCTBEHHOIO
CpencTBa B CPOK, He npesbllWwalowmii geBaHocTa pabouynx AHen, a B OCTa/bHbIX C/y4anX B CPOK, He
npesblWaloWMn Tpuauatn pabounx gHelW co AHA HanpasB/eHMsAs MNOoCpeacTBOM efuMHOro rnoprtana B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH WMCNOJHUTENbHOW BAACTU 3aAB/IEHUMA O BHECEHUM TaKMX
MU3MEHEHWN.

(4acTtb 1.1 BBegeHa PepepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.2. B cnyyae peopraHuM3aumy AepyKatens UAM Bnagenbla PerucTpauyoHHOro yAO0CTOBEPEHMS
NNeKapCTBEHHOro npenaparta A4S BETepMHapHOro NpMMEHEeHWs, paspaboTyMKa wauM npousBoauTens
NIleKapCTBEHHOro nNpenapaTa A/ BETEPMHAPHOrO NPUMEHEHUA B 3a8B/IEHUN O BHECEHWUM U3MEHEHWU B
AOKYMEHTbI, CoAeprKalimeca B PErmcTpauMoHHOM A0Cbe Ha 3apernmcTpUpOBaHHbLIN JIEKAaPCTBEHHbIN
npenapat 414 BETEPUMHAPHOIO MPUMEHEHMA, YKasblBAlOTCA AaHHble AOKYMEHTa, MOATBEP!KAaloLLero
BHECEHWE COOTBETCTBYIOWMX M3MEHEHUIN B EQMHbINA rocyaapCTBEHHbIV peecTp opuamyeckux avy (ana
OpraHu3aunii, 3aperncTpUpPoBaHHbIX Ha TeppuTopuKn Poccuitickot ®eaepaumn), AN MHOTO AOKYMEHTa,
NOATBEPKAAIOLLENO PEOPraHN3aLMIO IOPUMANYECKOrO NMLA (4018 OpraHM3aLMid, He 3aperncTpMpPoBaHHbIX
Ha Tepputopun Poccuiickon depepaumnn). 3asBneHUME O BHECEHUM WU3MEHEHW B [AOKYMEHTHI,
cofepKalimecs B PErMcTpauMoOHHOM A0Cbe Ha 3apervcTPUpPOBaHHbIMA JIeKAapCTBEHHDbIM NpenapaTt gan
BETEPMHAPHOIO MPUMEHEHUA, U MpUAaraemble K HemMy [OOKYMEHTbl HanpaBAslOTCA MNOCpenCcTBOM
eAMHOro nopTana B yno/JHOMOUYEHHbI deaepanbHblii OpraH UCNONHUTENbHON BAACTU He No34Hee Yem
yepes Tpuauatb paboumx AOHeEW CO AHA BHECEHMA COOTBETCTBYIOWMX W3MeEHeHWA B EAuHbIN
roCyAapCTBEHHbIN PeecTp pUAMYEcKUX auL, (408 opraH13aumin, 3aperncTpMpoBaHHbIX Ha TEPPUTOPUN
Poccuiickoit depepaumm) aM co AHA MPUHATUA COOTBETCTBYIOWErO AOKYMEHTA, MOATBEPHKAAIOLLErO
peopraHnsaumio lpUaNYEckoro anua (gna opraHusauuii, He 3aperucTpUpoBaHHbLIX Ha TeppPUTOPUK
Poccuiickont ®egepaunn). B cnyyae peopraHusaumm gepaTensa WUavM BAafdenbla pPerMcrpauyMoHHOro
YAOCTOBEpPEHUA IeKapCTBEHHOro npenapaTta 419 BeTepMHaPHOro NPMMEHEHUs 3anBAeHME O BHECEHUM
M3MEHEHUA B [AOKYMEHTbl, COAeprKaliMeca B PerncTpaumMoHHOM [O0Cbe Ha 3aperncTpUMpOoBaHHbIN
NeKapCTBEHHbIM npenapaT ANA BETePUHAPHOTO MPUMEHEHUA, MOAAETCA HPUANYECKUM NNLOM,
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KOTOPOMY B XOAE peopraHmMsauMu nepefaHo MpPaBoO BAAAEHMA TaKMM  PErMCTPaLUMOHHbIM
YA0CTOBEPEHMEM.

(4acTtb 1.2 BBeaeHa PeaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3; B pea. PenepanbHOro 3akoHa oT
30.01.2024 N 1-93)

2. B cnyyae BHECEHUA U3MEHEHWUI B AOKYMEHTbI, COAEprKalLMeca B PErMCTPALMOHHOM A0Cbe Ha
3aPErncTPUpPOBaAHHbIM JIEKApPCTBEHHbIN MNpenapat Aad BETEPUHAPHOrO MPUMEHEHUA, B OTHOLUEHWUMU
CBeAEHUIN, yKasaHHbIX B noanyHkrax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 vactm 3 cratbu 17
HacToAwero deaepanbHOro 3aKoHa, U3MEHEHUA U (MK) AOMONHEHUS NPOM3BOACTBEHHOW NJOWAAKK
JIeKApCTBEHHOTO CPEACTBa, A TaKXe B C/yvYae U3IMeHeHWs MOoKasaTesnell KayecTBa NEKAPCTBEHHOrO
npenaparta Ana BEeTePUHAPHOro NMPUMeHeHus U (MNM) MeTOAOB KOHTPO/IA KayecTBa JIeKapCTBEHHOro
npenapaTta 418 BETEPUHAPHOrO NPUMEHEHUS MPOBOAUTCA SKCMEPTM3a SIeKapCTBEHHOrO cpeacTBa Ans
BETEPUHAPHOrO MpUMeHeHUA. B ciyvyae HeobXoaMMOCTU BHECEHMA MHbIX M3MEHEHWUI B OOKYMEHTHI,
copeprKalimecs B PermcTpauMoOHHOM A0Cbe HA 3apPerncTpUMpoBaHHbIA IeKAapCTBEHHbIN NpenapaTt And
BETEPUHAPHOrO NPUMEHEHWA, SKCNEPTM3A JIEKAPCTBEHHOrO CPeAcTBa A1 BETEPUHAPHOrO NPUMEHEHMUA
He NpoBOAMTCS.

(B peq,. PegepanbHbix 3aKOHOB 0T 22.10.2014 N 313-®3, 071 22.12.2014 N 429-$3)

3. 3asBuTenb BnpaBe MNpPeACcTaBUTb MO COOGCTBEHHOM WHUUMATMBE BMECTE C 3aAB/IEHUMEM O
BHECEHMM U3MEHEHWN B  [OOKYMEHTbl, COAeprkalumeca B  PEerucTpauMoOHHOM  AoCbe  Ha
3aperucTpMpoBaHHbIM  IEKAapPCTBEHHbI nNpenapaTt AAs BETEePUHAPHOro MNPUMEHEHUA, PEKBU3IUTHI
OOKYMEHTOB, NOATBEPKAAOWMX YNAaTy roCcyAapCTBEHHOM MOLW/MHbI 33 BHECEHME B AOKYMEHTbI,
copeprKalmecs B PermcTpauMoHHOM A0Cbe Ha 3apPerncTPUpPOBaHHbIMA NEKAPCTBEHHbIM npenapaT ans
BETEPUHAPHOrO MNPUMEHEHMUA, M3IMEHEHWUIN, TpPebylowmx MNpoBeAeHMUA 3SKCNepTU3bl JIEKAPCTBEHHOIO
CpencTea, UAM M3MEHEHWUI, He TpebylowmMx NPOBEAEHUS 3KCNepTM3bl JIEKAapCTBEHHOro cpeactsa. B
cny4yae HeobXoAMMOCTU M3MEHEHUS CBEAEHWM, COOEep’KaluMxca B PErncTpPaLmMoHHOM ya0CTOBEpPEeHUN
JIeKapCTBEHHOro npenaparta A8 BETEepMHAPHOro NPUMEHEHMUA, C 3afBNEHUEM, YKa3aHHbIM B Yactu 1
HaCcTosILLEN CTaTbW, 3asiBUTENb BMNpaBe MnpeacTaBUTb MO COBCTBEHHOW WHUUMATUBE PEKBU3UTHI
OOKYMEHTa, NOoATBEPXKAAILWEro ynaaTy rocygapcTBEHHOW MOLW/MHbI 33 Bblgayy PerucrpalyMoHHOro
YOOCTOBEPEHUA JIEKAPCTBEHHOrO npenapaTta. 3asBuTeslb BrpaBe MnpeacTaBUTb MO  COBCTBEHHOM
MHULUMATUBE CBEAEHMA O JIMLLEH3MAX, YKa3aHHble B NyHKTax 1 n 2 yactu 1 HacToswen cTaTbM, a TaKkKe
BblJaBaemMble YMOJIHOMOYEHHbIMU deaepasibHbIMU OpraHaMM MCNONHUTENIbHON BAACTU AOKYMEHTHI,
yKasaHHble B MyHKTe 3 YacTn 1 HacToAwen cTaTbi. B cnyyae HenpeacTaBieHUs yYKasaHHbIX 4OKYMEHTOB
(cBEAEHUI) YyNONHOMOYEHHbIN deaepanbHblit OpraH UCMONHUTENbHOM BNACTU 3anpallMBaeT YKasaHHbIe
OOKYMEHTbI (CBeZeHMA) B NOpsAAKE MEXBEAOMCTBEHHOIO MHPOPMALIMOHHOTO B3aUMOAEeNCTBUS.

(8 pea. PepepanbHbix 3aKkoHOB 0T 27.12.2019 N 478-®3, o1 30.01.2024 N 1-$3)

4. B cpoK, He npeBbllatowmii gecat paboumx gHel co AHA NOCTYN/eHUA YKasaHHOro B Yactm 1
HacToAleN CTaTbM 3aABNEHMA U HEOBXOAMMbIX AOKYMEHTOB, YNOJHOMOYEHHbIM deaepanbHblid opraH
NCNONHUTENBHOM BNACTU:

1) npoBoAUT NPOBEPKY NMNOJIHOTbI U AOCTOBEPHOCTU CBEAEHMVI, cogepxawmnxca B npeacraBieHHbIX
3aABUTENEM OOKYMEHTAX;

2) NPUHUMaET peweHne o nposedgeHNn 3SKCNepTu3dbl NEeKapCTBEHHOro cpeacrtsa  AnA
BETEPUHAPHOIo NPpUMeHeHNA NN 06 oTKase B ee nposeaeHUN,

3) HanpaBnseT nocpeacTBOM eAMHOro nopTana 3asBUTENt0  MNOANWCAHHOE  YCUMAEHHOM
KBaIMOULUMPOBAHHOW 3/71EKTPOHHOW MOAMNUCLIO YBEAOM/IEHME O MPUHATOM PELUEHUU UAW B CAay4vae
NPUHATUA pelleHna o6 oOTKase B MPOBEAEHMM 3SKCNEepTU3bl IEKAPCTBEHHOTO CcpeacTBa  ANA
BETEPMHAPHOIO NPUMEHEHMUA C YKazaHMeM MPUUYMH TaKoro OTKasa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. B cnyyae BblABNAEHMNA HELOCTOBEPHOCTU U (M/'IM) HEONOCTAaTOYHOCTU CBe,CI,EHVII‘a, coaepawmnxeca
B NpeAacTtaB/IEHHbIX 3aABUTENIEM MaTepuUanax, yI'IOJ'IHOMO‘-IeHHbIﬁ cbe,a,epaanblﬁ opraH NCNONIHUTENbHOM
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B/IACTU HanpasAseT MOCPeACTBOM eAMHOro nopTana 3asBUTENt0 3anpoc 06 YTOYHEHMM YKa3aHHbIX
cBeLEeHWUM, NOANUCAHHbINA YCUNEHHOM KBaNUPULMPOBAHHOM 3/1EKTPOHHOMN NOAMNUCHIO.
(4actb 4.1 B pea. GeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3assuteno o6a3aH HanpaBuTb NOCPEACTBOM €4AMHOr0 nopTana B YNOAHOMOYEHHbIM
denepanbHbli OpraH WCMOJHWUTE/NIbHOW BJIACTU  MOAMUCAHHbLIN  YCUEHHOM KBa/MPULUMPOBAHHOM
3NEKTPOHHOM NOANMCLID OTBET Ha 3anpoC YNOAHOMOYEHHOro desepasbHOro OpraHa UCMONHUTENbHOM
BNIACTU B CPOK, He MpeBblllalowmii AeBaHocTa paboymx AHElN Co AHA NOSYyYeHUA YNoJHOMOYEHHbIM
denepanbHbIM  OPraHOM WCMOJIHUTENIbHOW BNACTU  3NEKTPOHHOIO YBEAOMJIEHWA O MNOAYYEHUU
3aABUTENIEM AaHHOrO 3anpoca. CpoKM, yKasaHHble B YacTu 1.1 HacTosAwen cTaTby, NPUOCTaHABANBAKOTCS
CO AHA HanpaB/leHWA NOCPeACTBOM eAMHOro nopTana 3anaBUTE/N0 3anpoca  YNOJHOMOYEHHOro
denepanbHOro opraHa UCNOJHUTEILHOM BNACTU A0 AHA HAaNpaB/ieHMA NOCpeacTBOM eAMHOro nopTtana B
YNONHOMOYEHHbIN deaepanbHblil OpraH WUCNOMIHUTENIbHON BAACTM OTBETA Ha [AaHHbIA 3anpoc U He
Y4nUTbIBAKOTCA NMPU UCHUCNEHUN CPOKa NPUHATUA pelleHnA O BHeCeHUU U3MEHEHUN B AOKYMEHTHI,
copeprKalimecs B PErmcTpalMoOHHOM A0Cbe HA 3aPEernmcTpMpoOBaAHHbLIA SIEKAPCTBEHHbIN NpenapaTt Ans
BETEPUHAPHOIo NPUMEHEHUS.

(yactb 4.2 B peg,. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHOoBaHMeM AN OTKasa B MNPOBEAEHUW 3SKCMepTM3bl NIeKapCTBEHHOro cpeactsa AN
BETEPUHAPHOIO NPUMEHEHUA ABNAETCA NpeAcTaB/ieHne [AOKYMEHTOB, YKasaHHbIX B vactax 1 u 3
HacToALWEN CTaTbM, B HEMONHOM 06beMe WM OTCYTCTBME B NPEACTaBNEHHbIX AOKYMEHTaX A0CTaTOYHbIX
CcBeAEeHWUI, NOATBEPKAAWMNX HeobXoAUMOCTb BHECEHUSs W3MeHeHul, nMbo HenpeacTaBaeHue
3aABUTE/IEM B YCTaHOBJIEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4YacTu 4.1 HacToAwel cTaTby 3anpoc
yrnonHomodeHHoro pesepasibHOro opraHa UCNOAHUTENbHOM BNaCTU.

(8 pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. 3KCI'IepTMBa NeKapCTtBeHHOro cpeacrtea A7 BETEPUHAPHOINoO NpMmMmeHeHUA B UENAX BHECEHUA
U3MEHEHUA B AOKYMEHTbI, cogepxawmneca B pPerncTtpaymoHHOmM aOocCbe Ha 3aperMCTpMpOBaHHbIVI
I'IEKapCTBeHHbe;I npenapar A4AnAa BETEPUHAPHOro nNnpuMeHeHuA, OCYyLWeCTBAeTCA B NopAdKe,
YCTaHOBJ/IEHHOM cTaTbel 24 HacToAlwero CDep,epaanoro 3aKOHa.

6.1. B cpoK, He npeBblwawwWmii gecatn paboumx gHel co AHA HanpaBieHUA MocpencTBOM
eAMHOro rnopTasa B YNOJHOMOYEHHbIN peaepanbHblit opraH UCMONHUTENbHOM BAACTU NOAMWCAHHOIO
YCUIEHHON KBaMGUUMPOBAHHOM 3NEKTPOHHOW MNOAMNUCbIO 3aKNHOYEHUS KOMMUCCUMM IKCNEpTOB MO
pesynbTaTaM yKa3aHHOM B 4acTM 2 HacToAWen cTaTbM 3KCNEepTM3bl, YNOJAHOMOYEHHbIN deaepanbHbIi
OpraH UCMNOJIHUTE/IbHOW B1acTu:

(8 pea. PepepanbHblx 3akoHoB oT 02.08.2019 N 297-®3, o1 30.01.2024 N 1-$3)

1) NPUHUMaET peweHne O BHeCEHUU M3MEHEHUN B AOKYMEHTbI, cogepXxalwmeca B
PeErnMcTpaulMoHHOM AocCbe Ha 3aperMCTpMpOBaHHbIVI HEKapCTBEHHbIVI npenapatr AnAa BETEPUHAPHOro
NPpUMeHeHUA, NN 06 O0TKase BO BHECEHUU TaKUX N3MEHEHUN;

2) BHOCUT B rOCY[apPCTBEHHbIN PEecTp NEeKapCTBEHHbIX CPEACTB Ha OCHOBAHWWM peleHus o
BHECEHUW W3MEHEeHWM B  [OKYMEHTbl, CcoAeprKaliMeca B  PErucTpaumoHHOM  OO0Cbe  Ha
3aPErMcTPMPOBAHHbIN NEKAapCTBEHHbIM MNpenapaT OnA BeTEePMHAPHOro MNPUMEHEeHUA, Heobxoaunmblie
N3MEHEeHMUs;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) BblAaET 3aABUTE/IIO HOBOE PErUCTPaALMOHHOE YAOCTOBEPEHNE NEKAPCTBEHHOrO NpenapaTa A
BETEPUHAPHOIO NPUMEHEHMUA B Cy4ae HEOHXOAMMOCTU U3MEHEHUSA CBEAEHWUIN, COAEPIKALLMXCA B HEM, C
COXpaHeHMeM HOMepa paHee BbIAAHHOMO PErucTPaLMOHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOrO
npenaparta 414 BETEPUHAPHOIO NPUMEHEHUA.

(n. 3 BBeaeH ®enepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
(4acTb 6.1 BBeaeHa DeaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)
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6.2. B cnyyae BHeCEHUS USMEHEHUI B IOKYMEHTbI, COAEPKaLMecs B PErmcTpauMoHHOM A0Cbe Ha
3aPErncTpPUpPOBaHHbIA  NEeKAPCTBEHHbIN npenapaT [Aas BETEePUMHAPHOro MPUMEHEHUA, B  4acTu,
Kacaloulenca uaMeHeHus M (UAn) AONONHEHUSs NPOM3BOACTBEHHOM MOLWLAAKM JIeKapCTBEHHOro
npenapara, Npu NpeacTaBNeHUN 3aaBUTEIEM B COOTBETCTBUM C MYHKTOM 3 YacTu 1 HacToAwen ctatbu
KOMUU pelleHnsa YnoJIHOMOYEHHOro ¢eaepanbHOro opraHa WUCNOJIHUTE/IbHOM BAACTUM O NpoBeAeHuu
MHCNEeKTUPOBAHUA NPOU3BOAUTENSA SIEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIN B YacTu 6.1 HacToALleln
CTaTbM, NPUOCTAHABAINBAETCA CO AHA NOJIYYEHUA 3aKAHOYEHNA KOMMUCCUM SKCNEPTOB A0 AHSA MPUHATUSA
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCNONHUTENIbHOM BNACTU pelleHuns o Bblaave uan o6 oTkase
B BblZaye 3aK/04YEHMNA O COOTBETCTBUMN MPOU3BOAMUTENA NNEKAPCTBEHHDIX CPEACTB TpeboBaHMAM NpPaBuUA
Haa/iexkallen Npou3BOACTBEHHOM NPaAKTUKK, HO He bosiee Yem Ha CTO BoceMbecaT paboumnx gHen.
(4acTb 6.2 BBeaeHa DeaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-93)

7. OcHOBaHMEM [A/a OTKasa BO BHECEHWM W3MEHEHUNA B [OKYMEHTbl, cogep)Kawmeca B
PErnmcTpauMoOHHOM [0Cbe Ha 3apernmcTpMpOBAHHbLIA NEKAPCTBEHHbIM MNpenapaTt A8 BeTepuHapHOro
NPUMEHEHUS, B CNy4Yasx, He Tpebyowmx NpoBeaeHNs 3KCNePTU3bl IEKAPCTBEHHOMO CPEeACTBaA, ABNAETCA
npeacTaBieHMe AOKYMEHTOB, YKasaHHbIX B YacTax 1 M 3 HacToAwen cTtaTbM, B HENOAHOM O0bbeme MK
OTCYTCTBME B MPELCTaB/EHHbIX AOKYMEHTaxX CBeAEHWUM, KOTopble A0/KHbI BbITb B HUX OTPAXKeHbl, 1Mbo
HenpeacTaB/ieHne 3anaBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETa Ha YKasaHHbIM B YacTtu 4.1 HacToAleln
CTaTbW 3anpoc ynosHoOMo4YeHHoro ¢peaepasbHOro opraHa UCMOJIHUTEIbHOW BAACTML.

(4actb 7 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

7.1. OcHoBaHMeM AnA OTKasa BO BHECEHUM U3MEHEHWN B [OOKYMEHTbl, coAeprkalimeca B
PErnmcTpauMoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIN NEKAPCTBEHHbIM Npenapat gas BeTepuMHapHOro
NPUMEHEHUS, B C/ydasnx, Tpebylowmx NpoBeaeHUA 3KCNepTM3bl SIEKApPCTBEHHOrO CPeacTBa, ABAsSeTcA
3aK/Ilo4eHMEe YNOJIHOMOYEHHOro ¢deaepasbHOro opraHa WCNOAHUTENbHON BAAcTM O BO3MOMHOCTU
CHUKeHMA 6e30MacHOCTH, KauyecTBa, 3PpPEKTUBHOCTU JIEKAPCTBEHHOIO Npenaparta BCAeACTBUE BHECEHUSA
M3MEHEHWN B  YyKasaHHble [OKYMEHTbl, OTKa3 YMNOAHOMOYEHHOro degepanbHOro opraHa
WUCNONIHUTENIbHOM BNACTU B BblAaye 3aK/AOYEeHMA O COOTBETCTBMM MNPOU3BOAUTENA JIEKAPCTBEHHbIX
cpencTe TpeboBaHMAM NPaBUA Hagaexallen NPon3BoACTBEHHOMN MPAKTUKM B C/ly4ae U3MEHEHUS U (Unu)
OOMNO/IHEHUS NPOM3BOACTBEHHON M/OWAAKM NEKapCTBEHHOro npenapata, ecAn Mpou3BOACTBO
NIeKapCTBEHHOro npenapata ANAa BETEPUMHAPHOro MNPUMEHEHMA OCYLLEeCTBAAETCA 3a npegenamu
Poccuiickon deaepaumn, UAK OTCYTCTBUE STOTO 3aK/0OUYEHMS.

(4acTtb 7.1 BBeaeHa PeaepanbHbim 3aKkoHOM oT 04.06.2018 N 140-93)

8. [onycKaeTca obpallieHWe NeKkapcTBEHHbIX NPEMNApPaToOB ANA BETEPUHAPHOrO NMPUMEHEHMA A0
NCTEYEHMA CPOKa rofgHOCTM, NPOU3BEAEHHDbIX B TEYUEHNE CTa BOCbMUAECATU AHEW NOCAe AaTbl NPUHATUA
YNONHOMOYEHHbIM defepanbHbiM OPraHOM UCMONHUTEIbHON BNACTU PELLUEeHUs O BHECEHUN U3MEHEHUI
B JLOKYMEHTbI, coAepKallmeca B PErmcTpaLMoHHOM 40Cbe Ha IEKAapPCTBEHHbIN Npenapat, B COOTBETCTBUM
¢ nHbopmauuen, coaeprKallenca B JOKYMEHTax PErMCcTPaLMOHHOrO A0Cbe Ha IEKapCTBEHHbIW Npenapat
[0 AaTbl NPUHATUA TaKOTO peLLeHuA.

(4acTb 8 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.

O BO3MOXHOCTM obpalweHns B PO neKapCTBEHHbIX MPENapaToB MOC/ae MNPUHATUA pelleHus ob
OTMEHE roCPermcTpaLLmMm U UCKIOYEHHbIX U3 peecTpa GapmaLeBTUYECKMX cybcTaHumi cm. cT. 4 3 ot
30.01.2024 N 1-@3.

Cratba 32. OTMeHa rocyAapCcTBEHHOM PerucTpaLmumn 1eKapcTBeHHOro npenapara

PeweHne 06 oTmeHe FOCV,EI,EpCTBEHHOVI perncTpaunmn neKapCrBeHHoOro npenaparta 1 NCKAKYEHNN
NeKapCTBEHHOro npenapata U3 rocyaapCrtBeHHOro peecrtpa /1eKapCTBeHHbIX CpeAacTtB NpPUHUMaETCA
YNO/THOMOYEHHbIM d)e,a,epaanblm OopraHom NCNONHUTENbHOM BNACTU B Ccny4yae:

1) npeacraBneHMAa  COOTBETCTBYIOWMM  YNOJHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
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WCMONHUTENbHOW BNACTM 3aK/lOYEHMA O PUCKE WM 06 yrpose 340pOBbIO, KU3HW 4YesoBeKka Wau
MBOTHOIO NPU MPUMEHEHUU NEKAPCTBEHHOro npenapara, MPesbllaoWmx ero 3¢pPeKTMBHOCTb, Mo
pesynbTaTam OCYLLECTBAAEMOro UM MOHUTOPUHIa 6€30NacHOCTM IeKapCTBEHHOTO Npenapara;

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 32 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBaeHus roc. ycayr npu
06pallleHNN NeKapCTBEHHbIX CPeacTB: ANA MEeAULMHCKOTO MNMPUMEHEHUS MOCPeACTBOM eAWHOM
cuctemsl U (MaKn) eanHoro noprtana, npumeHstotca ¢ 01.01.2025; ans BETEPUHAPHOTO MPUMEHEHUS
nocpeacTsoM egmMHOro noptana, npumeHsatoTca ¢ 01.01.2026.

2) nogaun peprkatenem WAM BNageNbLeM PerucTpauMoHHOro yAO0CTOBEPEHUA NIeKapCTBEHHOTO
npenapata WAM YMNOJAHOMOYEHHbIM MM APYIUM  OPUANYECKMM NNMLUOM 3aaBAeHMAa 06 oTMeHe
rocy4apCTBEHHOW  perncTpauun  JIeKapCTBEHHOrO  npenapata,  MNOAMMCAHHOIO  YCU/IEHHOM
KBaMPUUMPOBAHHOW 3/IEKTPOHHOM MOAMUCbIO, MyTEM €ro Hanpas/eHua MnocpeacTBOM enuHOro
noptasa B YMNOJIHOMOYEHHbIN denepanbHblii OpraH MCMOAHUTENbHOM BAACTU WUAM NNYHLIN KabuHeT
ynosIHOMOYeHHOro peaepanbHOro opraHa UCNOAHUTEIbHOW BAACTU B €4UHOMN CUCTEME;

(8 peq. PepgepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pPacnpoCTPAHAIOTCA Ha MPABOOTHOLUEHWA, BO3HWUKalOWMe npu
0obpallleHN NeKapCTBEHHbIX CPeACTB 418 MeaULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) HenoareepxXgeHnA I'OCY,EI,apCTBeHHOﬁ perncTpautmmn NeKapCrBeHHOro npenapara no NCtedeHnn
CPOKa ,D,eVICTBMﬂ PErmMcTpaLlMoHHOro yaocroeepeHua, Bbl4aHHOIo Ha NATb J1€T;

4) HenpeacTaBneHus 3asBuTenem WHPOpPMauMKM, KOTOpas MOMKEeT MoBJeYb 3a coboi
HeobXoAMMOCTb BHECEHUS U3MEHEHUI B LOKYMEHTbI, COAEPKALMECS B PErUCTPALMOHHOM [0OCbe Ha
3apPErMcTPUPOBAHHbIN JIEKAPCTBEHHbIW MpenapaTt, B TeYyeHWe TpuaLaTM paboumx pHel co AHA
HaCTyNeHUa 3TUX U3MEHEHWI;

5) ocyllecTBieHUsa rocyAapcTBEHHON perncTpauum NekapcTBEHHOro npenapaTa Nog TOProsbim
HaMMeHOBaHMEM 3apPerncTPUpPoBaHHOro paHee Nog, 3TUM TOProBbIM HaMMeHOBaHUEM NeKapCTBEHHOTO
npenapara, OTANYaloLWEerocs KayecTBeHHbIM COCTaBOM AeMCTBYIOLLMNX BELLECTB;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) ocyLLecTBAEHMA rocyAapCTBEHHOM PErucTpaummn oAHOro M TOro e IeKapCcTBEeHHOro npenapara
B OTHOLIEHWW OOHOTO W TOFO Ke AepraTena WM BNageNbla PerncTpaumoHHOro yA0CTOBEpeHUs
NeKapCTBEHHOro npenapata B BUAE ABYX M 60/nee NeKapCTBEHHbIX NpPenapaToB Moj Pas/iMyHbIMM
TOProBbIMM HAUMEHOBAHUAMMU;
(n. 6 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHMA CYyAOM pelleHWAa O HapylleHuM npaB npaBoobnagatens 06bEKTOB
WHTENNEKTYalbHOW COBCTBEHHOCTM NPKM 06paLLLEHNIN NEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2026 n. 8 cT. 32 He pacnpoCTPaHSAETCA Ha NPaBOOTHOLLEHMA, BO3HMKatOWMe Npu obpaLleHum
JIeKAPCTBEHHbIX CPEACTB ANA MeAUUNHCKOro npumeHeHus (3 ot 30.01.2024 N 1-d3).

8) oTcyTCTBMA NEeKapCTBEHHOroO npenapaTta B obpaweHun B Poccuiickoit Peaepaunn B TeyeHue
Tpex 1 bonee ner;
(n. 8 BBegeH ®enepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)
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9) HeBbINOJHEHMA AeprKaTeneM WAW  BNAAe/bLEeM  PEervcTpaumMoHHOro  y4ocToBepeHus
NleKapcTBEHHOTO NpenapaTta b0 YyNOSHOMOYEHHBIM UMW APYTUM HOPUANYECKUM IULOM MEPONPUATUIA
no obecnevyeHnto 6€30MaCHOCTM NEKAPCTBEHHbIX MPENapPaToB, YCTAHOBAEHHbLIX YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM WCMONHUTENbHOM BAACTM B COOTBETCTBMM C YactTamu 3 un 4 cratbu 64
HacToswero PenepanbHOro 3aKOHa, B paMKax ocyLecTBaeHnsa ¢apmakoHan3opa;

(n. 9 BBeaeH deaepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

10) oTkasa pgepkaTensa WAM BAALENbLA PErUCTPALLMOHHOTO YA0CTOBEPEHMUA JIEKAPCTBEHHOMO
npenapata AM60 YNnoJHOMOYEHHOTO UMW APYroro HPUANYECKOro NMUa OT BHECEeHWA WU3MEHEHUI B
WMHCTPYKLMIO MO MNPUMEHEHMUIO JIEKAapCTBEHHOro Mpenaparta, KacaloWwMXCa HOBbIX NOATBEPMHKAEHHbIX
[aHHbIX O TOM, YTO PUCK MPUYMHEHWA BPeLa 340POBbI0 YEOBEKA WM KMBOTHOFO BCEACTBME NpUEMaA
JIeKapCcTBEHHOTO NpenapaTta npesbiwaeT 3¢pPeKTUBHOCTb €r0 NPUMEHEHMUS.

(n. 10 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 33. locyaapcTBEHHDbIN peecTp IeKapCTBEHHbIX CpeacTs

1. TocyAapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPEACTB COAEPMKUT MepeyeHb JeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX FOCYLaPCTBEHHYIO PErucTpaLmio, nepedeHb GapMaueBTUYECKUX CybCTaHLNi,
BXOAALLMX B COCTAB JIEKAPCTBEHHbIX NPENapaTos, U CAeayoLwyio MHGOPMaLMIO:

1) B OTHOLWWEHWWN NEKAPCTBEHHDBIX NpenapaTos:

a) HauMMeHOBaHMEe /eKapCTBEHHOro npenapaTta (Me)AayHapogHoe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, NN XMMUYECKOE 1 TOProBoe HauMeHOBaHUs);
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas GpoOpMa C yKasaHMEM [,03MPOBKM NEKAPCTBEHHOIO NpenapaTta U ero KoM4yecTsa
B NOTPebUTeNIbCKOM YNAKOBKE;

B) HauMMeHOBaHWe JepXaTens WAM  BAafeNbla  PerucTpaumMoHHOro  yAO0CTOBEpeHUs
NleKapCTBEHHOro npenaparta v CBeAeHMA O PerucTpaumm aepxartens Uau snagenbla perucTpaunuoHHoro
YOOCTOBEPEHMA /IeKapCTBEHHOro npenapata A8  MeAMUMHCKOTO MNPUMEHeHUs B KadyecTse
HanoronnateNblWMKa B  CTpaHe  peructpaumMm  (ONA  POCCUIACKMX  IOPUOMYECKUX UL, -
NMAEHTUOUKALMOHHBLIN HOMep Hanoronnatenbwuka (MHH), AnAa MHOCTpaHHbIX OPUANYECKUX UL, -
CTpaHa perucTpaummn, HaMmeHOBaHWE PerucTpuUpylollero opraHa, PerncTpauMoHHbIM Homep, Kog
HanoroniaTeNblMKa B CTpaHe perncrtpaumm (MHKopnopaunn) uam ero aHanor);

(nn. "8" B peq. ®eaepanbHoro 3akoHa ot 28.12.2017 N 425-3)

r) HaumMeHoBaHME W ajpec NPOU3BOAUTENA JIEKAPCTBEHHOro Mnpenapata WM CcBeAeHMA O
perucTpauumn npovsBoauTeNs eKapcTBEHHOIO Npenaparta 418 MeAUUMHCKOrO MPMMEHEHMSA B KayecTse
HanoronnateNbliMka B CTpaHe  pernctpauum  (oNa  POCCUMMCKUX  OPUAMYECKUX  nu, -
NOEHTUPUKALUMOHHBIM HOMep Hanoronaatenbwmka (MHH), AnA MHOCTPaHHBLIX HOPUANYECKUX UL, -
CTpaHa perncTpauumn, HaMMeHOBaHME PErUCTPUPYIOWEro OpraHa, PerncTpauMoHHbIA HOMep, KoA
HanoroniaTenbliMKa B CTPaHe perncTpaumm (MHKopnopaumm) uam ero aHanor);

(nn. "r" B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

4) dapmakoTepaneBTMYecKasa rpynna, Kojh JIeKapCTBEHHOro npenapata Mo aHaToMmo-
TepaneBTUYECKO-XMMMUYECKON  KnaccuduKaummn, peKkoMeHaoBaHHOM  BcemupHoM — opraHusaumeit
34paBOOXPaHEHUS;

(nn."n" B pen. depepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKa3aHMA 1 NPOTUBOMNOKAa3aHMA K MPUMEHEHMIO IeKapCTBEHHOIO Npenapara;
) No6OoYHbIe AeNCTBUA NEeKAapCTBEHHOTrO Npenapara;

3) CPOK ro4HOCTN NEKAPCTBEHHOrO Npenapara;
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1) YCN0BMA XpaHEHWA IeKapCTBEHHOro nNpenapara;
K) yC0BMA OTNYCKa IeKapCcTBEHHOrO NpenapaTa;

N) Homep <¢apmakonerHoW CTaTbM WAM B C/Ay4ae ee OTCYTCTBMA HOMep HOpPMaTUBHOW
OOKYMEeHTaLMm iMbo HOPMATUBHOTO LOKYMEHTa;

M) OaTa rocyfapCTBEHHOW pernctpaumy SIeKapCcTBEHHOro npenapata U ero perncTpauyoHHbIN
HOMep, [aTa 3aMeHbl PErUCTPALLMOHHOIO YA0CTOBEPEHMA NEKAPCTBEHHOrO npenapaTta Ha 6eccpoyHoe
pPerucTpaumMoHHoe YyAO0CTOBEpPEeHWE NEeKAPCTBEHHOrO npenapaTta, JAgaTta MoAayu  33aAB/EHMA O
NnoATBEPKAEHUMN  TOCYAAPCTBEHHOW  PErnucTpauumM  JIEKAapCTBEHHOIO nNpenapaTta, AgaTta  OTMEHbI
rocyf,apCcTBEHHOM pPerMcTpaLmMm IeKapCcTBEHHOMO NpenapaTa;

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

H) KauyecCTBEHHbIA COCTaB W KOJIMYECTBEHHbIM COCTAB AEMCTBYIOLWMX BELECTB M KayeCTBEHHbI
COCTaB BCMOMOraTe/ibHbIX BELLECTB IEKaPCTBEHHOIO Npenapara;
(nn. "H" BBeaeH ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

0) uHbopMaLma 060 Bcex paspelleHHbIX BUAax BTOPUYHOM (MOTpebuTenbCKoit) ynakoBKuy;
(nn. "o" BBeaeH depepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-03)

n) gaTa NPUHATUA pPeLleHMs O BO3MOMKHOCTM PacCMATPMBaTb JIeKAapPCTBEHHbIM npenapaTt npu
rocyfapCTBEHHOM  perucTpauMmM B KayectBe OpdaHHOro JIeKapCTBEHHOro npenapata (gna
NIeKapCTBEHHbIX NPenapaToB A/19 MegMULMHCKOTO NPUMEHEHUS);

(nn. "n" BBepeH PegepanbHbiM 3aKoHOM oT 22.12.2014 N 429-03; B pes. PesepanbHOro 3akoHa oT
27.12.2019 N 475-93)

p) HanUuMe NeKapcTBEHHOro npenaparta B MNepeyHe KU3HEHHO HeobXOAMMbIX U BaxKHEeMWwux
NleKapCTBEHHbIX NPenapaToB (A1A NeKapCcTBEHHbIX NPenapaToB AN MeAULUNHCKOro NpUmMeHeHna);
(nn. "p" BBepeH PepepanbHbiM 3aKoHOM oOT 22.12.2014 N 429-93; B pes. PenepanbHOro 3akoHa oT
27.12.2019 N 475-03)

C) HaAnume B NEKapPCTBEHHOM MpenapaTe HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, nogaexkalmx KoHTpoato B Poccuiickon  depepauum, B COOTBETCTBMM  C
3aKoHogaTenbcTBOoM  Poccuiickon  ®depgepaunu, MeKAyHApoAHbIMM  AoroBopamu  Poccuinckoit
depepauum, B Tom uncie EAMHON KOHBEHUMEN O HapKoTMYecKux cpeacteax 1961 roga u KoHBeHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

T) uHPopmaumsa o Tom, ABAAETCA /M AAHHbIN JIeKAapCTBEHHbIM npenapat pedepeHTHbIM
NeKapCTBEHHbIM NPenapaTom;
(nn. "r" BBegeH ®eaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

y) cBeAeHMs O nopgaye 3aABJEHUSA O BHECEHUW M3MEHEHWI B AOKYMEHTbI, coAepKawmecs B
pPerucTpaunMoHHOM A0Cbe Ha 1IeKapCTBEHHbIV Npenapar;
(nn. "y" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PeaepanbHbiit 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAEHUA NeKapCTBEHHOro nNpenaparta A8 BeTEPUHAPHOTO NPUMEHEHUA B FParkAaHCKUi
obopor;
nn

(nn. "x" BBepeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. desepanbHOro 3akoHa oT
30.01.2024 N 1-93)

u) uHbopmauus o TOM, ABAAETCA AWM  AaHHbIM  NEeKapCTBEHHbIM npenapaT opdaHHbIM
NEeKapCTBEHHbIM npenapaTom, MMMYHOBMON0rMYECKNM NeKapCTBEHHbIM npenapaTom,
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pagnodapmMmaLleBTUYECKMM  JIeKapCTBEHHbIM  MpenapaTomM, rOMeonaTUYeCcKUM  N1IeKapCTBEHHbIM
npenapatom, 6MONOrMYECKMM NeKapCTBEHHbIM NPenapaToM, BbICOKOTEXHOMNOMMUYHbIM /IeKaPCTBEHHbIM
npenapaTtom, BnepBble 3aperncTpmpoBaHHbiM B Poccuiickon deaepalMm B COOTBETCTBUM C HACTOALLUM
depepanbHbIM 3aKOHOM UM aKTamu, COCTaBAsOWMMM Npaso Coto3a;

(nn. "u" BBeaeH dPepepanbHbiM 3akoHOM 0T 30.01.2024 N 1-93)

2) B OTHOWeEHUN hapMaLLeBTUHECKUX CYyOCTaHLMIA:

a) HaMmeHoBaHMe dapMaLLeBTUUYECKOW CybCTaHUMKU (MeXAyHapoaHOoe HenaTeHTOBaHHOe, WM
rPynnMpPoOBOYHOE, WM XMMMWYECKOE M TOProBoe HaumeHoBaHuAa), ¢dopma BbiNycka (C yKasaHWeM
[03MPOBKK (NpW HanmMumnK), GacoBKM 1 YNaKoBKM);

(8 peq,. PepgepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-93)

6) HaMmeHOBaHWe W aapec npousBoauTensa dapmaueBTUYECKon cybcTaHUMK (ANA POCCUMCKUX
OPUANYECKUX NN, - UAEHTUPUKALMOHHBIN HOoMmep Hanoronnatenbwmka (MHH), ona MHOCTpaHHbIX
HOPUANYECKUX UL, - CTPAHA PErncTpaLmm, HAMMEHOBaHME PErNCTPUPYIOLLErO OpraHa, PermcTpaLMOoHHbIMI
HOMEp, KOZ HaoronaTebWMKa B CTpaHe PerucTpaunmn (MHKopnopaumm) Uam ero aHanor);

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

B) CPOK rogHoCTH papmaleBTUYECKOM cybCcTaHLuK;
r) ycnoBusA xpaHeHusA papmMaLeBTUYeCcKon cybcTaHumu;

4) Homep dapmakonerHol cTaTbM WM B C/lyyae ee OTCYTCTBUA HOMEpP HOPMATUBHOM
AOKYMeHTauumn AiMbo HOPMaTUBHOTO LOKYMEHTA;

e) Hannumne dapmaLeBTUYECKOW cybCTaHUMM B NepeyHe HAaPKOTUYECKUX CPeACTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYPCOPOB, NognexKalmx KOHTposato B Poccuiickoi depepaummn, B COOTBETCTBUN C
3aKoHogaTenbcTBOoM  Poccuiickon  ®depgepaunun, MeKAyHApoAHbIMM  goroBopamu  Poccuiickoit
depepauum, B Tom uncie EAMHOM KOHBEHUMEN O HapKOTMYEeCKux cpeactBax 1961 roga u KoHseHumen o
NCMXOTPONHbIX BewecTBax 1971 ropa.

(nn. "e" BBepgeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. dapmaueBTUYeCcKan cybcTaHUMs, NPOU3BEAEHHAsA ANA Peannsaunmn, MoxKeT 6biTb BKIOYEHA B
roCyfapCTBEHHbIV peecTp /IeKapCTBEHHbIX CPEACTB Ha OCHOBAaHWW 3asAB/ieHUA paspaboTunka uau
Npou3BOAUTENA JIEKAPCTBEHHOTO CPeAcTBa /IM60 YNONHOMOYEHHOrO MMM OPUAMYECKOTro Anua npu
YCN0BUWM NpOBeAeHWs B OTHOWEHWW TakoW ¢apmaleBTMYecKol cybCcTaHLMM 3KCNepTM3bl KayecTBa
dapmaueBTUYECKON cybcTaHUMKM B NopagKe, YCTaHOBAEHHOM cTaTbeit 34 Hactoswero ®eaepanbHOro
3aKOHa. B oOTHOWeHWW QapmaLeBTUYECKMX CyBCTaHLMI, NPOM3BEAEHHbIX ANA peanusaumu, B
rocyAapCTBEHHOM PEecTpe /IeKapCTBEHHbIX CPEeACTB COAEPHKMTCA cneaytowan nHdopmaumn:

1) HaumeHoBaHWe ¢dapmaLeBTUYECKOM cybCcTaHUMKM (MeKAyHapoAHOe HenaTeHTOBaHHOoe, UAu
rPynnuMpoBOYHOE, WMAM XMMMYECKOE W TOProBOE€ HauMMeHOBaHWA), ¢opma BbiMycKa (C yKasaHuem
003UPOBKK (NPU HanMuumM), GacoBKM M yNaKoBKM);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) HaumeHoBaHWe, agpec nponssoauTenn GpapmaLeBTMYEcKoli cybCTaHLMM, a TaKKe B OTHOLLEHUN
NEeKapCTBEHHbIX CPeacTB ANA MEAMULMHCKOrO NPUMEHEHMs CBEAEHMA O perucTpauumn npoussoauTens
dapmaueBTUYECKOM cybCTaHUMM B KayecTBe HajoronnaTesbliMKa B CTpaHe peructpauuun (gna
POCCUMCKMX OPUAMYECKUX UL, - WAEHTUPUKAUMOHHBLIM HOMep Hanoronnatenbuwmka (MHH), gna
WMHOCTPaHHbIX OPUANYECKUX UL, - CTpaHa PerncTpaunm, HammeHOBaHWE PEerncTpUpyroLEero opraHa,
PerucTpaunoHHbIM HOMep, Ko4, HanoronaatenbliMKa B CTpaHe perncrpaumm (MHKopnopaumu) uam ero
aHasnor);

(n. 2 B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpoKk rogHocTV hapmaLeBTUYECKON cybCcTaHuuu;


https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100243
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100533
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100246
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100247
https://login.consultant.ru/link/?req=doc&base=RZB&n=462227&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZB&n=135628
https://login.consultant.ru/link/?req=doc&base=RZB&n=121091
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100534
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100248
https://login.consultant.ru/link/?req=doc&base=RZB&n=470143&dst=100018

4) ycnosusa xpaHeHua GpapmaueBTUYeckon cybcTaHumnuy;

5) Homep ¢apmaKoneliHon cTaTbM AM6O B CcAyyae ee OTCYTCTBMA HOMEpP HOPMaTUBHOM
OOKYMeHTaunn A HOPpMaTUBHOIO AOKYMEHTa,;

6) Haanumne dbapmaLLeBTUYECKOW CybCTaHUUM B NepeyHe HapKOTUYECKMX CPefCcTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYPCOPOB, NognexKalmx KOHTponto B Poccuiickoi ®Pepepaummn, B COOTBETCTBUN C
3aKoHogaTesnbcTBOM  Poccuiickoit  Pepepaunn, MeXAyHapoAHbIMM  AoroBopamu  Poccuiickol
depepaumm, B Tom yncie EAMHOM KOHBEHLMEN O HapKOTMYeCcKUx cpeacteax 1961 roga u KoHseHumen o
NCMXOTPOMHbIX BewecTBax 1971 roga;

7) pata BKAOYEHUA dpapmaleBTUYECKON CybCTaHLUMN B TOCYapCTBEHHbIN PeecTp IeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHUA U3MEHEHUI B AOKYMEHTbI papmMaleBTUYECKolM cybcTaHLMK, AaTa UCKIKYEeHNS
dapmaueBTUYECKON CybCTaHLMM M3 TOCYAapCTBEHHOMO PeecTpa JIeKapCTBEHHbIX CPeaCTB.

(4actb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

3. MNopAAOK BeAeHUs rocyAapCTBEHHOrO PEeecTpa JEeKAapCTBEHHbIX CPEACTB ANA MeAMLMHCKOro
NPMMeHeHUa W TMOopAAOK BeAeHWA TOCY[AapCTBEHHOrO peecTpa  JIeKapCTBEHHbIX CPeacTB  Ans
BETEPMHAPHOIO MPUMEHEHMA YTBEPXKAAIOTCA COOTBETCTBYIOLWMM YMNOJHOMOYEHHbIM deaepanbHbim
OPraHOM UCMOJIHUTE/IbHOM BAACTH.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxkeHus ct. 34 (B peq. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs nNpesocTaBAeHUSA rocC. YCAYr npu
06pallleHNN NeKapCTBEeHHbIX CPeacTB: ANA MeAULMHCKOrO NPUMEHEHUs MOoCpPeacTBOM eAUHOM
cuctembl U (MnKn) egnHoro noptana, npumeHstotcs ¢ 01.01.2025; ans BeTepUHAPHOrO NPUMEHEHMA
nocpeacTsoM egmMHOro noptana, npumeHatoTca ¢ 01.01.2026.

Cratba 34. BKAoueHMe B rocyfapcTBeHHbIA peecTp eKapCTBEHHbIX CPeACTB U UCKAOYEeHue u3
rocyfapCTBEHHOTO  peecTpa  JIeKAapCTBEHHbIX  CpeactB  (papmaueBTUUECKOW  cybcTaHuum,
npou3BeAeHHON ANA peanusauum
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAoYeHUs dapmaleBTUHecKon cybcTaHuMKM, MpoM3BeAeHHOM ANA peanusauuu, B
rocy4apCTBEHHbIN peecTp NeKapCcTBEHHbIX CPeacTB, MPOBOAUTCA KCMepTM3a ee KayecTsa.
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. JKCnepTU3a KayecTBa yKa3aHHOM B YacTu 1 HacToALleln cTaTbM papMaLLeBTUYECKON CybCTaHLMMK,
COCTaB/IEHME KOMMUCCUEW IKCMEpPTOB 3aKNOYEHUIN NO pesy/bTaTam 3TOM 3KCnepTusbl, NOANUCAHUE UX
YCUNEHHbIMW KBaNIMPULMPOBAHHLIMM SNEKTPOHHBIMM NOANUCAMM, HAaMNpaBAeHMe AaHHbIX 3aKN04YEHUI B
NNYHbIA KaBUHET ynosIHOMOYeHHOro peaepasbHOro opraHa UCNOJIHUTEIbHOW BAACTU B eANHOI cucTeme
OCYLLECTBAAIOTCA B CPOK, HE MPEBbIWAOWMIA TPUALATU pabounx gHEN CO AHA HanpaBAEHUA B JIMYHbIN
KabMHET 3KCMepTHOro yYpeXAeHUA B e4MHON CMCTEME COOTBETCTBYHOLLErO 3a4aHNA YNOJAHOMOYEHHOMO
denepanbHoOro opraHa WMCNONHWUTENbHOW BAacTW, MNOAMNWMCAHHONO YCWAEHHOW KBannduUMpPOBaHHOM
3/1EKTPOHHOW NOANUCHIO, U CNEAYIOWNX SOKYMEHTOB (CBeAEeHM):

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) cBepeHuMA o gate NpenoCcTaBAeHUA U PEFUCTPALMOHHOM HOMEpPe JIMLLEH3UN Ha NPOM3BOACTBO
NIeKAPCTBEHHbIX CpPeacTB WAM CBEAEHUA O JaTe NpeaocTaBNeHUMA W PEerncTpauyMoHHOM Homepe
3aKNIOYEHMA O COOTBETCTBMM MPOM3IBOAUTENA JIEKAPCTBEHHbIX CPeactB8 TpeboBaHMAM Mpasun
HagfNexalleld MpPOM3BOACTBEHHOW MPAKTUKKM, BbIAAHHbLIX (MNPeAoCTaBAEHHbIX) YNOJAHOMOYEHHbIM
depepanbHbIM OpraHOM WCNOAHUTENbHOW BAAacCTU, B C/y4ae, eCcn MPOU3BOACTBO JIEKAPCTBEHHOIO
cpepncTBa ocyuecrtenserca B Poccuiickon Pepepaunm;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)
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2) KonuA [OKYMeHTa, BbIAAHHOTO YMO/JHOMOYEHHbBIM OPraHOM CTpaHbl NpoM3BOAUTENA
NIEeKApCTBEHHOTO CPeAcTBa W MOATBEPXKAAIOLWEr0O paspelleHMe MPOU3BOACTBA  J1IEKAPCTBEHHOrO
CpencTBa, M ero NepeBos, Ha PYCCKMM A3bIK, 3aBEPEHHbIE B YCTAaHOBAEHHOM MOPAAKe, a TaKXKe Konusa
3aK/IOYEHMA O COOTBETCTBMM MPOM3IBOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMSAM  MpaBun
HaZ/ieXkalen NpousBOACTBEHHOM MPAKTUKM, BbIAAHHOINO YNOJIHOMOYEHHbIM deaepanbHbiM OpraHom
WUCNONHUTENbHOM  BAactK, AMbo KonuA pelleHua  ynoaHOMOYeHHoro ¢enepasbHOro opraHa
WCNONIHUTENIbHOM BIACTM O NpoBeAeHUN GapMaLLeBTUYECKOM MHCMEKLUM NPOM3BOACTBA IEKAPCTBEHHbIX
CcpencTe Ana MeAMUMHCKOTO MPUMEHEHMA Ha COOTBETCTBME TpeboBaHMAM MpaBUA HagfieKallen
NPOW3BOACTBEHHON MNPAKTUKM EBPa3MIACKOrO 3KOHOMMYECKOrO COt3a. YKasaHHble [O0KYMEHTbI
npeacTaBAAlOTCA B C/Ay4ae, eCAuM NpPOM3BOACTBO JIEKAPCTBEHHOIO CpeAcTBa OCYLLECTBAAETCA 33
npeaenamm Poccuiickoit Pepgepaunu;

(8 peq. PegepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-d3, o1 30.01.2024 N 1-93)

3) BOKYMEHT, coaeprKaluii cneaylolime ceeeHusa o papmaueBTUYECKON cybcTaHumUK:
a) HaumeHoBaHUe papmaLeBTUYECKOM CybCcTaHLMM, ee CTPYKTypa, obiue CBOKICTBa;
6) HaumeHoOBaHMe 1 afpec NPOU3BOAUTENS;

B) TEXHO0IrMA npon3soacrtea C onnMCaHnem CTa,D,MVI npon3soacTea U MeTo40B KOHTPOA Ha BCEX
CTaanAax npons3BoAcCTBa,

l') onncaHme pa3p360TKM npouecca npon3sBoacTBa;

,Cl,) OonncaHme KOHTPO/IA KPUTUYHECKUX CTaAMﬁ npouecca npounssBoacrtea wu npomemyTquoﬁ
npoayKumm;

€) AOKYMeHTalbHOe NOATBEPKAEHME (BanmaaLma) NpoL,eccos U (MAn) nx oLeHKa;
) CBOWCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundmrKauma Ha papmaueBTMYECKyto cybcTaHuMIo U ee 060CHOBaHMeE;

K) aHaNMTUYEeCKMe MEeTOAMKM, WCNo/b3yemble NPW  OCYLLECTBJEHUM KOHTPO/AIA  KayecTBa
dbapmaLeBTMYECKOM CybCcTaHUMW;

!1) AOOKYMeHTa/ZIbHOE noarBepxaeHue (Banmp,au,m) AdHaITUHECKUX METOOUNK, UCNOJIb3yeEMbIX MpPU
OCyLLECTBZIEHUN KOHTPO/IA Ka4eCTBa d)apMaLI,EBTM‘-IECKOVI Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaAN3a cepuin apmaL,eBTUYECKOM CybCcTaHLmMuy;

H) nepevyeHb CTaHOAPTHbIX O6pa3LI,OB NN BELWECTB, NCNOJIb3yeMbIX MPU OCyLLeCTBNEHNN KOHTPOA
Ka4yecCTBa;

0) onuMcaHue XxapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTepUanoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 cTabUAbHOCTU PpapmaLeBTUYECKOM cybCTaHLmMK;
P) CPOK roaHOCTH;

4) DOKYMEHT, CoAep’Kalinii CBeAEHMA O PerucTpauumn NpPousBoAMTEeNA NEKAPCTBEHHbIX CPeacTB
AN MeAMUMHCKOro MpUMEHEeHMs B KadyecTBe HasioronfaTtesnbluMKa B CTpaHe peructpauumn (ansa
POCCUMCKMX OPUAMYECKUX UL, - UAEHTUOUKAUMOHHBLIA HOmMep Hanoronnatenblumka (MHH), gna
WMHOCTPaHHbIX IOPUANYECKUX UL, - CTPaHa PerncTpaumn, HammeHOoBaHWE PEerncTPUpPYOLEro opraHa,
PerucTpaunoHHbIM HOMep, Ko4, HanoronaateNbliMKa B CTpaHe perncrpaumm (MHKopnopauuu) uam ero
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aHanor).
(n. 4 BBepeH denepanbHbIM 3aKoOHOM OT 28.12.2017 N 425-93)
(4actb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ona npoBeAeHWA I3KCNepTM3bl KayecTBa YKa3aHHOM B 4actM 1 HacToswel craTbu
dapmaueBTUYECKOM cybCcTaHUMM  3asaBUTENb  Hamnpas/AeT MnocpeacTBOM  eAMHOro noptana B
YNO/NHOMOYEHHbIN  deaepanbHblii  OpraH  WUCMOJIHUTENbHOW  BAACTU  WAM  JINYHBLIA  KabuHeT
ynoaHoMoYeHHoro penepasibHOro opraHa UCMOJIHUTE/IbHOM BNACTU B e4UHON CUCTEME:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asABneHMe O BK/IOYEHWUM B TOCYZLAPCTBEHHbIA PEECTP JIEKAPCTBEHHbIX CPeACTB AaHHOW
dbapmaLeBTMYECKOM cybCcTaHUMKM, NOAMNMCAHHOE YCUNEHHOM KBanMOUUMPOBAHHOW 3/1EKTPOHHOM
NoAnuCbIo;

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) PEKBU3UTbI AOKYMEHTA, NOATBEPKAAIOLLErO YNAaTy rocyAapCTBEHHOM MOLW/IMHBI 32 BK/IOYEHME
B rOCYZ,apPCTBEHHbIV PeecTp NeKapCTBEHHbIX cpeacTB dapmaLeBTUYECKON CybCcTaHUUM, NponsseseHHoM
ana peanusaumm, aAmbo no cobCTBEHHOW WMHULMATMBE YKA3aHHbIN [OKYMEHT. YNOJIHOMOYEHHbIN
denepanbHbIit OpraH MCNOAHUTENLHON BAAcTM MNpoBepsieT GaKT ynaaTbl rocygapcTBEHHOW MOLUIMHbI
3anABUTE/IEM C UCMOJIb30BaHNEM MHPOopMaLMm 06 ynnaTe rocy4apcTBEHHOM NOLWAUHbI, COAeprKallelica B
locypapcTtBeHHOW MHGOPMAUMOHHOW CUCTEME O FOCYAAPCTBEHHbIX U MYHMUMMNANAbHbLIX NAaTeXKax, Ha
OCHOBaHMW NpeacTaB/ieHHbIX 3afABUTENIEM PEKBU3UTOB [AOKYMEHTA, NoATBEp:KAatowero ynaaty
rocyf,apcTBEHHOM MOLW/INHBI;
(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

3) AOKYMEHTbI, YKa3aHHble B Y4acTW 2 HacToALLEeN CTaTby;
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4) 3anaBneHMe O Bblgaye paspeleHns Ha BBO3 B Poccuiickyio Peaepaumio KOHKPETHOW napTuum
He3aperncTpMpoBaAHHOIO JIeKAPCTBEHHOTO CPeAcTBa, NpeaHasHa4YeHHoro AAA NpoBeAeHUs YKasaHHOWM
3KCNepTun3bl.

(n. 4 BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

3.1. B cnyyae HenpeactaBleHUA C 3asB/IEHMEM O BK/IOYEHUMM B TFOCYLAPCTBEHHbIA peecTp
NeKapCTBEHHbIX  cpeacTB  dapmaueBTUYECKOW  cybCTaHUMKM  BblAaBaemblXx  (MpenocTaBaAseMbIX)
YNONHOMOYEHHbIMWU deaepanbHbIMM OpraHamu UCNOAHUTENIBHOW BAACTU [O0KYMEHTOB (cBeaeHui),
YKasaHHbIX B MyHKTax 1 M 2 4yactm 2 HacToAweW CTaTbW, YNOJHOMOYEHHbI denepanbHbli OopraH
WUCNONHUTENbHOMW  BAACTW  3aMpaliMBAeT  YKasaHHble  AOKYMeHTbl  (cBegeHuAa) B nopagke
MeXXBeZ0MCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOLENCTBUA.

(4acTb 3.1 BBeaeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 478-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

4. B TeyeHue NATU paboumx gHEN CO AHA NPUHATUA 3aABJEHMA O BKAOYEHMM YKA3aHHOM B YacTh 1
HacToAwen cTaTbM GapmaLEeBTUYECKOM CYBCTaHUMM B TOCYAAPCTBEHHbIA pPeecTp JIeKapCTBEHHbIX
CpencTB U [OOKYMEHTOB, MNEpPeYUcNeHHbIx B 4YacTh 1 wm nyHKTe 2 4acTu 3 HACTOALWEN CTaTbw,
YNONHOMOYEHHbIN deaepanbHbIi OpraH UCNOAHUTENbHOM BAACTU:

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

1) NnpoBOAMT NPOBEPKY MOAHOTbI M AOCTOBEPHOCTU AAHHbIX, COAEPKALMXCA B NPenCcTaBAEHHbIX
3aABUTENEM L OKYMEHTaX;
(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHMMAaET peLleHne O HanpaBAeHWM B IKCMEPTHOE ydyperaeHue 3a4aHuAa Ha nposedeHue
3KCMepTU3bl KauyecTBa yKa3aHHOW B YacTu 1 HacToAwen cTaTbm papmaLeBTUYecKon cybcTaHumMmM nam ob
OTKase B TAKOM HanpasieHuMu;


https://login.consultant.ru/link/?req=doc&base=RZB&n=470143&dst=100020
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100549
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100255
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100256
https://login.consultant.ru/link/?req=doc&base=RZB&n=489355&dst=11571
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100571
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100257
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100573
https://login.consultant.ru/link/?req=doc&base=RZB&n=397815&dst=100373
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100574
https://login.consultant.ru/link/?req=doc&base=RZB&n=470146&dst=100216
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100258
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100577
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100260
https://login.consultant.ru/link/?req=doc&base=RZB&n=470677&dst=101108

3) HanpaBAAeT B AMYHbIA KabuHeT 3asBUTeNs B eAWHOW cCUCTeMe MNOoAMNUCaAHHOEe YCUAEHHOM
KBa/IMPUUMPOBAHHOMN 3N1EKTPOHHON MOAMNUCLIO YBEeAOM/IEHUE O MPUHATOM PEeLIeHUU UAM B caydae
OTKa3a C yKasaHWemM NPUYNH TaKoro OTKasa.

(8 pea. PepepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-03)

4.1. B cnyyae BbIIBeHMA HEA0CTOBEPHOCTU U (M) HeA0CTaTOYHOCTU CBeAleHUN, COAepPIKaLUUXCS
B NPeACTaB/EHHbIX 3aABUTENEM MATEepPUaIax, YNOJHOMOYEHHbIN dpeaepanbHbli OpraH UCNOHUTEIbHOM
B/IACTU HAMpaB/AeT 3aABUTE/NO MOCPEACTBOM €4MHOro noptana WM B JIMYMHbIN KabuHET 3aaBuTena B
eINHON cucTteme 3anpoc 06 YTOYHEHMW YKas3aHHbIX CBEAEHWMN, MNOAMUCAHHbLIA  YCUAEHHOMN
KBa/IMPULUMPOBAHHOM 3/IEKTPOHHOM NOoANMUChIO.
(4acTtb 4.1 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. 3asutenp o06A3aH HaNpPaBUTb MOCPEACTBOM €4MHOro fopTana B YNOJHOMOYEHHbIN
denepanbHbIit OpraH UCNOAHUTENILHOW BIACTU UM IMYHbIMA KaBUHET ynosiHOMOYeHHOoro ¢deaepasbHoro
opraHa MCNOJIHUTENbHOW BAACTU B €AMHOW CUCTeMEe MOAMUCAHHbIA YCUNEHHON KBaMOULMPOBAHHOM
3N1eKTPOHHOM NOAMWUCHIO OTBET Ha 3anpoC YNoJHOMOYEHHOro denepanbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, He MpeBbllLAloWMiA AeBAHOCTA paboumx AHelM COo AHA NOAYYEHWUA YNOSHOMOYEHHbIM
denepanbHbIM  OpPraHOM WCMOAHWUTE/NIbHOM BAACTU  3NEKTPOHHOrO YBEAOMJIEHUA O MOJyYEeHUU
3aABuTENEM AaHHOrO 3anpoca. CpoK, YKa3aHHbIN B YacTu 4 HacToALWen cTaTbl, NPUOCTaHABANBAETCA CO
[AHA HanpaB/ieHMA 3aABUTEN0 NOCPEeACTBOM €4MHOro nopTana WUAM B JIMYHBbIN KabWHeT 3asaBuTens B
e4MHOl cucTeme 3anpoca ynoJHOMoYeHHOro denepasbHOro opraHa UCNOHUTENbHON BNACTU A0 AHA
Hanpas/ieHMA 3asBUTEsIeM NOCPEeACTBOM eAMHOro rnopTasa B YNOJHOMOYEHHbIN denepanbHblii opraH
WUCNONHUTENbHOW  BAACTU  WAM  JIMYHBIA  KabWHET ynosHOMOYeHHoro defepanbHOro opraHa
WUCNONHUTENbHOW BNAacTM B €4MHOM cuCTeMe OTBETa Ha AaHHbIM 3anpoc U He Y4uUTbIBAaeTcA npu
MCYMUCNEHUM CPOKA 3KCNepTusbl KadvecTBa apmMaueBTUYECKOlM cybCcTaHUMWM, NPOU3BEAEHHON AnA
peanusauuu.

(4acTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. OcHoBaHWeM anA OTKa3a B HaMpPaB/IEHUW B 3KCNEPTHOE yuypexgeHue 3aaHna Ha npoBeseHune
3KCMepTM3bl KayecTBa YKa3aHHOM B 4YacTM 1 HactoAwein cTaTbn ¢apmaLeBTUYeCcKoM cybcTaHLumm
ABNAETCA HEeNpeacTaB/eHMe [AOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HACToAWeN CcTaTbW, OTCyTCTBME
nHbopMmaLumKn, noaTeeprAatowein GakT  ynaaTbl rOCYAApPCTBEHHOW  MOWJ/IMHBLI 33  BKAKOYEHUE
dbapmaueBTMyeckon cybCcTaHLMM, NPOU3BEAEHHOM ANA peannsauuu, B FOCYAAPCTBEHHbIV peecTp
NeKapCTBEHHbIX CPEACTB, HENPEACTABAEHNE 3aABUTE/IEM B YCTAHOB/IEHHbIN CPOK OTBETA HA YKA3aHHbIW B
yact 4.1 HacToALWEN CTaTbM 3aNPOC YNOJAHOMOYEHHOTO defepanbHOro opraHa UCNOAHUTENbHOM BAACTH
WAN NpeacTaBfieHWE LOKYMEHTOB, He COAEPKALMX MCYEPnbIBAIOWEro MnepeyHas HeobXxonumblx
cBeAeHui.

(4acTb 5 B peq. deaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHue nsATHagUaTM paboumx AHENW CO AHA NOAYYEHWUA peleHMA YNOJHOMOYEHHOrO
depepanbHOro opraHa UCNOHUTENBLHOW BAACTU O HanNpaB/JeHUN B SKCNEPTHOE yypexKaeHne 3a4aHua Ha
nposefeHMe 3KCMepTU3bl KayecTBa YKa3aHHOM B 4YacTm 1 HacToAwen cratbm dapmaueBTUHECKOM
CybCTaHUMM 3aABUTENb NPEACTABAAET B IKCMEPTHOE YUpEXKAEHME A8 NPOBEAEHMA AAHHOW SKCNepTU3bl
06pasubl dapmaueBTUYECKOM cybCTaHLUMM B KOAMYECTBEe, HeobXxoAMMOM AN BOCMPOM3BEAEHUS
METOA,0B KOHTPO/IA KayecTBa. IKCNepTHOE yuperKaeHWe npu noayveHnn obpasLLoB yKasaHHOM B yactn 1
HacToAwen cTaTbM GapMauLeBTMYECKON cybCTaHLMWM B TOT Ke AeHb HAnpaBAseT B JIMYHbIA KabuHeT
3aABUTENA B eANHON CUCTEME YBELOMIEHNE, MOATBEPKAAIOLLEE NOYYEHME 3TUX 0OPaA3LLOB. ITU CPOKU
He BK/IHOYAOTCA B CPOK NPOBEAEHMA AAHHOWN SKCNEePTU3bI.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

7. YTpaTtnna cuny. - ®epgepanbHolit 3akoH ot 30.01.2024 N 1-$3.

8. B CpOK, He HpeBbILuaIOU.LMVI nAaTun pa60qu p,Hei/i CO AHA HanpasaeHuA nocpeacrsom eamHOro
nopTasa B yI'IO!'IHOMO‘-IEHHbIﬁ d)ep,epaanblﬁ opraH NCNONHUTENbHON BNACTU WAW NINUHbIA KabuHeT
YNO/ITHOMOY€EHHOrIo d)e,a,epaanoro OpraHa WMCNONHUTENbHOW BNACTU B eAMHOﬁ cncrteme 3aKnr4veHumA
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KOMMCCUKM IKCMNEPTOB MO Pe3y/ibTaTaM 3KCMEePTM3bl KayecTBa YKasaHHOM B 4acTu 1 HacToslel cTaTby
dapmaueBTMYEcKoM cybcTaHUMKM, YNOAHOMOYEHHbIN deaepasbHbliA OpraH UCMOIHUTE/IbHOM BAACTM:
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) ocyuiecTBAsSIeT OLEHKY TaKoro 3ak/al4yeHua Ana onpeaeneHus ero CoOTBETCTBMA 3aAaHUI0 Ha
nposeaeHne AaHHOM 3KCNepPTU3bI;

2) npuvHMMaeT peweHWe O BKAOYEHWM YKa3aHHOW B YacTh 1 HacToAwen CTaTbu
dapmaueBTUYECKOM cybCcTaHUMN B TOCYAapPCTBEHHbIN PEEecTp /IEKAapPCTBEHHbIX CPEACTB UM pelleHne ob
OTKa3e B TAKOM BKJ/IIOYEHWU;

3) BHOCMT NpPW NPUHATUN PELIEHMA O BK/IOYEHMM YKa3aHHOM B 4YacTM 1 HacTosAwWeKn cTaTbM
dbapmaLeBTMYECKOM  CcyOCTaHUMM B TFOCYOAPCTBEHHbIM  peecTp  JIeKAPCTBEHHbIX  CpeacTB
npeaycMOTPEHHY YacTbio 2 cTaTbk 33 HacTosAwero ®esepanbHOro 3aKoHa MHbOpMaLUIo U HanpasBaseT
3aABUTE/NI0 NOCPEACTBOM eAMHOro NnopTtana WM B JINYHbIA KabWHET 3asBUTENA B efuHOU cucTeme
BbIMWUCKY M3 roCyAapCTBEHHOIO PeecTpa JIeKapCTBEHHbIX CPeaCTB.

(B peq,. PepgepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 27.12.2019 N 462-®3, o1 30.01.2024 N 1-03)

9. OcHoBaHMEeM AnA OTKa3a BO BK/IKYEHUW YKa3aHHOM B 4acTM 1 HacToAleN cTaTbu
dbapmaLeBTMYECKOM cybCcTaHUMM B TOCYAaPCTBEHHbIM pPeecTp JIeKapCTBEHHbIX CPeacTB ABAAEeTCS
3aK/Ilo4eHMEe COOTBETCTBYHOLWENO YNOJHOMOYEHHOro denepasbHOro opraHa UCNOAHUTEIbHON BNacTn O
TOM, YTO KayecTBO papmaL,eBTUYECKOM CyOCTaHLMMN HEe NOATBEPKAEHO MNOJTYYEHHBIMMU AaHHbIMU.

(4yactb 9 BBEAEHA PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pea. PenepanbHoOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponycKaeTcs BK/AKOYEHWE B rOCYAAPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACcTB OAHOM
dbapmaLeBTUYECKOW cybCTaHUMM, NPOM3BEAEHHON AN peannsalmm 1 BbiMyCKaeMoW OOHUM U TEM Ke
npoussoauTenem, B Buge AByx 1 6onee peecTpoBbIX 3aNuUCEN.

(4acTb 10 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHWe U3MEHEeHUIn B AOKYMEeHTbl Ha dapmMaLeBTUYECKYto cybCcTaHUMIo, NPOn3BeAEHHYIO
ONA peannsaumm 1 BKAKYEHHYIO B rOCYAapCTBEHHbIN PEecTp SIEKapPCTBEHHbIX CPEACTB, OCYLLECTBAAeTCA
B nopagke, ycraHoBieHHom ctatbamn 30 M 31 Hactoswero PepepanbHOro 3akoHa, C ynaaTowm
rocy4apcTBEHHOM MOLWAWHbI, NPeayCMOTPEHHON 3aKoHodaTenbcTBOoM Poccuiickoit Pepepauum o
Hanorax u cbopax.
(4acTb 11 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.
O BO3MOXKHOCTM Ob6paleHna dapmaLLeBTUYECKON CyBCTaHLMM, UCKIIOYEHHOM M3 rocpeectpa, CM.
Takxke ®3 o1 30.01.2024 N 1-3.

12. [onyckaeTca obpalieHne dpapmaLeBTUUECKON CYOCTAHUMWM [0 UCTEYEHWMA CPOKa FOL4HOCTH,
npousBefeHHON ANA peanv3aummM B TeYeHMe CTa BOCbMWAECATU [AHEeW nocne Aatbl NPUHATMA
YNONHOMOYEHHbIM dpesepasbHbIM OPraHOM UCMOIHUTE/IbHOM BAACTU PeLIeHUA O BHECEHUN U3MEHEHUI
B AOKYMEHTbI Ha papMaueBTUUECKYIO CyBCTaHLMIO, B COOTBETCTBUM C MHPOPMALMEN, coaepIKalleinca B
AOKYMeHTax Ha GapmMaLLeBTUYECKYIO CyOCTaHLMIO A0 AATbl MPUHATUA TAKOTO peLLeHus.

(4yactb 12 B pea. deagepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. PeweHne 06 WCKAOYEHUN U3 rocyaapCTBeHHOrNo peectpa /1eKapCTBeHHbLIX CpeacTs
d)apMaLI,EBTM‘-leCKOﬁ Cy6CTaHLl,MVI, I'IpOM3B€,EI,€HHOV1 ana peannsauunmn, npuHmMmaetTca ynoJIHOMOYEeHHbIM
d)ep,epaanblM opraHom WCNOJIHUTENIbHOM BNAacCTu B cny4vae:

1) npeacraBneHMAa  COOTBETCTBYIOWMM  YNOJHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
NCMONHUTENLHOMN BNAACTU 3aK/AOYEHUA O PUCKE MAN 06 yrpose »KU3HW WAM 340pPOBbLI0 YesnoBeka Anbo
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XUBOTHOTIO NpU UCNOJ1Ib30BaHUN NeKapCTBEHHOro cpeacTBsa,

2) HanpaBfieHWs  pa3pabOTYMKOM  JIEKAPCTBEHHOrO  CPeACcTBa MAM  MPOU3BOAUTENIEM
NIeKapCTBEHHOrO CPeacTBa MO0 YNOSHOMOYEHHbIM UMW APYIMM IOPUANYECKUM JIMLLOM NMOCPenCcTBOM
eAMHOro nopTtasa B YNOJHOMOYEHHbIN deaepanbHbIl opraH MCMOAHUTENBbHOM BAACTU WAWU JIMYHbLIN
KabuHeT ynoJIHOMOYeHHOro ¢defepasbHOro OpraHa WCNONAHUTE/IbHOMW BAacTM B €AWMHOW cucteme
NOAMNUCAHHOTO YCUJIEHHOM KBa/IMPULMPOBAHHOM 3/EKTPOHHOW NMOAMNUCLIO 3asiBNEHMA 00 UCK/IOYEeHUN
M3 TOCYOapCTBEHHOrO peecTpa  JIeKapCTBEHHbIX cpeactB  dapmaueBTMYEcKor  cybcTaHuum,
Nnpou3BeAeHHONW ANs peanmsaunm;

(n. 2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 3 4. 13 cT1. 34 He pacnpocCTpaHAETCA Ha MPaBOOTHOLIEHWA, BO3HMKaOLWME MNpwu
06paLLEeHNN NEeKAPCTBEHHbIX CPeACTB A4 MeAnUMHCKoro npumeHeHmsa (@3 ot 30.01.2024 N 1-3).

3) oTcyTcTBUA PpapmaueBTUUYECKOM cybCcTaHLMK, NPOM3BEAEHHOM ANA peannsaLmm, B obpaleHnn B
Poccuiickon depepaumm B TedeHune Tpex u bonee ner.
(4actb 13 BBegeHa PeanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny c 1 niona 2015 roga. - PegepanbHbliii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)anoBaHue peleHMs 06 OTKase B Bblgaye paspelleHUs Ha nNpoBegeHue
K/IMHMYECKOTO UCCNeA0BaHUA IEKapCTBEHHOro npenapara, peweHua o6 oTkase B rocyapcTBEHHOMU
perucrpauum IeKapCcTBEHHOrO MpPEenaparTa, 3aK/loYeHUA KOMMCCUMM  3KCMEPTOB  IKCNEpPTHOro
yUYpeKAEHUA UK 3aKNI04EHUA COBETa NO 3TUKE

(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

PelweHne cOOTBETCTBYIOLLETO YNOJHOMOYEHHOIO dpenepasbHOro opraHa UCNOIHUTENbHOM BNACTH
06 OTKase B Bblgaye paspeleHna Ha MNpPoBeAeHWE KAMHUYECKOTO WMCCNeAO0BaHMA NIEKAPCTBEHHOMO
npenapaTta, peleHue YyKasaHHOro denepanbHOro opraHa WCNOAHUTENbHOW BAactu 06 OTKase B
rocy4apCTBEHHOMW PErncTpaumMm JIeKapCcTBEHHOrO MpenapaTta, 3aKAlueHWe KOMMUCCUWM  SKCMepToB
3KCMEPTHOTrO YUYPENKAEHUA UAN 3aKNHOYEHUE COBETA MO 3TMKE MOMKET ObiTb 06)KafNoBaHO B NOPALKE,
YCTaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuiickon Pepepaunn. 3akn04eHUMe KOMUCCUM SKCNepToB
3KCMEPTHOrO YUYpEKAEHUA O B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX NPEnapaToB Aaa MeAWUUMHCKOro
NpUMeHeHnA B0 O TOM, YTO SIEKAPCTBEHHDIM NpenapaT A41A MeAULMHCKOro NPUMEHEHMUA He ABAAETCA
B3aMMO3aMeHAEMbIM, MOXET OblTb 00)KasoBaHO AepKaTenem WM BAALENbUEM PErncTpaLMoHHOro
YOOCTOBEPEHMA  /IEKAPCTBEHHOrO  MpenapaTa B  YNOAHOMOYEHHbIM  deaepanbHbli  OpraH
WUCNONHUTENbHOW  BAACTW,  KOTOPbIM  NPUBAEKAeT K  PacCMOTPEHMIO  YKA3aHHOW  Kanobbl
noABeAOMCTBEHHbIE €My HayyHble OpraHuMsaumnm W obpasoBaTesibHble OpraHM3auMKM  BbICLLIETO
06pa3oBaHUA, OCYLLECTBAAIOWME AeATeNbHOCTb B chepe 06paleHMa IeKapCTBEHHbIX CPeacTs.
3aKk1t04EeHNE KOMMUCCUMM IKCMEPTOB IKCMEPTHOTO yyperkaeHusa, opopmaeHHOe MO UTOram MnepecmoTpa
06)KaNOBAHHOMO 3aK/OYEHMA 3IKCMEPTa, MOXKET OblTb OCMOPeHO AepKaTenem MUAW BAaLeNbLEM
PEerncTPaLMoOHHOro YA40CTOBEPEHMA JIEKAPCTBEHHOMO NpenapaTta AM60 YyNoJHOMOYEHHBIM UMW JINLLOM B
nopagKe, yCTaHOBNEHHOM 3aKOHOAaTeNbcTBOM Poccuitickont Pepepaumm. NMpu 063kanoBaHUN peLleHus
yrnonHomoyeHHoro ¢efepanbHOro opraHa MCMNOJHUTENbHOW BAACTM, 3aK/OYEHMA 3KCMepTa WM
KOMWCCUM 3IKCMEPTOB IKCMEPTHOrO YYPEKAEHMA, 3aK/JOYEHUS COBETa NO 3TUKE AeprkaTesb WAu
BNAfeNeL, PermcTpaumMoHHOro yaA0CTOBEPEHUA NEKAPCTBEHHOTO NpenapaTta 60 yNoAHOMOYEHHOE MMM
MU0 BMNpaBe nNpeacTaBuUTb pe3y/bTaTbl 3IKCMEPTM3bl JIEKAPCTBEHHOrO MpenapaTta, MNPOTOKO/bI
MoJIyYEHHbIX AKKPEAMTOBAHHLIMM  UCMbITaTe/IbHbIMK  NabopaTopuaMn  (LLeHTpaMn)  pesynbTaToB
nccnenoBaHUM, UCNbITAHUNA.
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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Cratba 37. UHPopmauua, cBA3aHHAA C OCYLLECTBIEHUEM FOCYAapPCTBEHHOW perncrpauum uam
perucTpaumMm NeKapCcTBeHHbIX npenapartoB, MHPOPMALMA O 3aPEerMcTPUPOBAHHDBIX J1IEKAPCTBEHHbIX
npenapartax W JIeKapCTBEHHbIX npenapaTtax, MWCKAIOYEHHbIX U3 roCyAapCTBEHHOro peecTtpa
JNIeKapCTBEHHbIX CpeacTs
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. CooTBeTcTBYHOWMIA YNOJAHOMOYEHHbIN deaepanbHblit  OpraH WCMOJHUTENIbHOW  BAACTU
pasmewa@etr Ha csoem oduumanbHoOM cante B cetn "UHTepHeT" uHPOpmauMio, CBA3AHHYHO C
OCYLLECTBAEHNEM FOCYAaPCTBEHHOM PErncTpaumm Uan perucTpaumnmn NeKapcTBeHHbIX Npenaparos, B TOM
yucne NpPoBeAEHUEM 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeACTB (BK/lo4as pesy/bTaTbl ee MpoBeAeHUs),
MHOOPMALMIO O 3aPEervcTPMPOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax WM JIeKapCTBEHHbIX npenaparax,
WCKIOYEHHbIX U3 rOCyLapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeACcTB, He Nno3gHee yem 4yepes NATb
pabounx gHen co AHA NONYYEHUS YNOJHOMOYEHHbIM PpenepasnbHbiM OPraHOM UCMOJIHUTENIbHOW BAacTU
COOTBETCTBYOLLEN MHDOPMALUM.

(B peq,. PepepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 02.08.2019 N 297-93, o1 30.01.2024 N 1-3)

2. CpoKM M NOpPsAAOK pasmelLeHMA yKasaHHOM B 4YacTu 1 HactoAwer craTtbn MHOpPMaALUM
YCTaHaB/AMBAOTCA YNOJHOMOYEHHbIM denepasibHbiM OpraHOM UCNOAHUTENbHOM BAacTu. MHdopmaums,
YyKa3aHHan B 4acTM 1 HACcToALWEN CTaTbM, SIBAAETCA OTKPbLITOM M 06LenoCTyNHOW U NpenocTaBaseTcs
3aMHTEepPEeCcoBaHHbIM IMLAM B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickon Pegepauni.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KNTMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
MNPEMNAPATOB A4 MEOULUMUHCKOIO NPUMEHEHUA, 4OrOBOP
Ob UX NPOBEAEHWNU, NPABA NALUMEHTOB, YHACTBYIOLWNX
B 3TUX UCCNEOQOBAHUAX

Cratba 38. KnaMHuyeckue uccneaoBaHUA NIEKapCTBEHHbIX MpenapartoB ANA MeAULMHCKOro
npUMeHeHun

1. KnMHnyeckue nccnenoBaHUs NeKapCTBEHHbIX NPenapaTtoB Aas MegULMHCKOro NpUMeEHEHMUs, B
TOM YnUC/ie MeXAyHapoaHble MHOTOLEHTPOBbIE, MHOMOLEHTPOBbIE, MOCTPErMCTPALLMOHHbIE, NPOBOAATCS
B O4HOWN NN HECKONbKUX MeANLUMHCKUX OpraHn3aumax B Cneayowmx Lenax:
(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

1) yCTaHOB/IEHUNE 6e3sonacHocTH NEKAaPCTBEHHbIX MpenapaTtoB A7 340P0BbIX ,D,06pOBOﬂbLI,EB n
(MI'IM) nepeHoCcMMmoCcT ux 340pOoBbiIMU AO6pOBOJ’IbLI,aMM, 3a WUCKNKYEeHMeM TaKux VICCI'Ie,CI,OBaHVIﬁ
NeKapCTBEHHbIX MPenapaTos, NPoOnU3BeaAEHHbIX 3a Npeaeiamu Poccuitckom Cbep,epau,mm;

2) noabop ONTMManbHbIX [AO03MPOBOK JIEKAPCTBEHHOrO nNpenapaTa W Kypca JiedeHusa onas
nauueHToB C onpefeneHHbIM 3aboseBaHMeM, ONTUMaNbHbIX 403 WM CXeM  BaKuMHauuu
MMMYHOBMON0rMYECKMMM 1EKAPCTBEHHbIMW NPenapaTamm 340P0BbIX 406POBONbLEB;

3) ycTaHoBneHWe 6e30NacHOCTM NEKAPCTBEHHOro npenapata M ero 3ddeKTUBHOCTU ANA
nauueHToB c onpeaeneHHbIM 3aboneBaHueM, npodunakTUYecKom appeKkTMBHOCTH
MMMYHOBMON0rMYECKNX IeKapCTBEHHbIX NPenapaTos 419 340P0BbIX 406p0OBOANbLEB;

4) w3yyeHMe BO3MOMKHOCTM PACWIMPEHMA MOKasaHMKW ANA MeAMLMHCKOrO NPUMEHEHMs W
BbIABJAEHMA paHee HEU3BECTHbIX MNOOOYHbIX AEACTBUIA  3aperMcTPUPOBaHHbIX  IEKAPCTBEHHbIX
npenapaTos.

1.1. KnMHnyeckme mccnefoBaHMA IeKapCTBEHHbIX NPENapaToB ANA MeAULUMHCKOrO NPUMEHEeHMUA
NPOBOAATCA B COOTBETCTBUM C MNPABMAAMM HAANEXKALWEN KANHUYECKON MNPaKTUKK, YTBEPKAEHHbIMU
EBpasnincKon IKOHOMUYECKOI KOMUCCUEN.

(4acTb 1.1 BBeaeHa depepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)
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2. B OTHOWEHMW BOCMPOM3BEAEHHDbIX JIEKAPCTBEHHbLIX MPEnapaTtoB AN8 MeAULUMHCKOro
NPUMeHeHUss NPOBOAATCA  UCCNeAOBaHUA  OBUO3KBUBANEHTHOCTM U (MAM)  TepaneBTUYECKOM
3KBWBANIEHTHOCTM B NOPAAKE, YCTAHOB/JIEHHOM aKTaMM, COCTaBaAlOWMMM npaso Coto3a.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. OpraHusauuio NPoBEAEHUs KAMHUYECKUX MUCCef0BaHUI NeKapCTBEHHOro npenapata Ans
MeANLMHCKOrO NPUMEHEHNA BNpaBe OCYLLEeCTBAATb:

1) pa3paboTumK eKapCcTBEHHOro NpenapaTa Uiv yNnoJHOMOYEHHOE UM /IMLO;

2) obpasoBaTesibHble OpraHM3auMu Bbicliero 06pa3oBaHMA, OpraHW3auuu AOMOJHUTENIbHOIO
npodeccroHanbHoro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) HayYHble opraHM3auumn.
(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. KnnHWYeckne mnccnepoBaHUA NEKApPCTBEHHOro mnpenapata oA MegUUMHCKOTO MPUMEHEeHUA
NPOBOAATCA HAa OCHOBAHUM pa3peLleHnA Ha NPoBeAEeHNE KAMHUYECKOTO UCCeA0BaHNA NEKAaPCTBEHHOMO
npenaparta, BblAAHHOIO YMNOAHOMOYEHHbIM defepasibHbiIM OpPraHOM WCMOAHUTENbHOW  BAACTW.
YnonHomoueHHbI deaepanbHbll OpraH UCNONHUTENbHOM B1IACTU BeAET peecTp BblAaHHbIX paspeLleHuni
Ha NpoBeAeHUE KIMHUYECKMX UCCIeL0BaHNI IeKapCTBEHHOIO NpenapaTa, CoAEepPKalLMin yKaszaHue Ha nx
LeNb N LLenn, B yCTAaHOBAEHHOM 3TUM OPraHOM NOpPASKe.

(8 peq. PepgepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-$3)

5. Ytpatun cuny ¢ 1 nonsa 2015 roga. - PeaepanbHbliii 3aKoH oT 22.12.2014 N 429-3.

6. K opraHusaumm nposBeAeHUA KAMHWUYECKMX WUCCNEeLOBaHWI JIeKapCTBEHHOro npenaparta A4as
MeAMLMHCKOrO MpUMeHeHMs paspaboTuMKOM JIeKapCTBEHHOro npenapaTa MOryT MPUBAEKATbCA
lopuanyeckme auua  toboil  opraHM3auMoHHO-NPaBoBOW  GOpMbl  NMPWU  YCIoBMM  obecnevyeHun
COOTBETCTBUA 3TUX UCCNef0BaHMIi TpeboBaHMAM HacTosAwero PeaepanbHOro 3akoHa.

7. Ytpatun cuny. - PegepanbHblit 3akoH ot 30.01.2024 N 1-3.

8. [epeyeHb MeAMLMHCKMX OpraHM3auMii, NPOBOAALMX KAMHUYECKME  WUCCef0BaHMUA
NNeKapCTBEHHbIX NpenapaToB AaA MeAULMHCKOro NMPUMEHEHMUA, U PEecTP BblAaHHbIX paspelleHuit Ha
NpoBeAeHNe KAMHUYECKUX WCCNef0BaHWUIA  JIEKAPCTBEHHbIX MNpPenapatoB  onyb6/IMKOBbLIBAOTCA MU
pa3smeLLatoTCA YNONHOMOYEHHbIM desepasbHbiM OPraHOM MCMONHUTENbHOW BAACTM B YCTAHOB/NEHHOM
UM nopagke Ha ceoem oduuManbHOM caiTe B ceTu "UHTepHeT".

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumeyaHue.
MonoxkeHus c1. 39 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmeca NpPenocTaBNeHUA roc. yCayr
NnocpeacTBOM eAUHOM CUCTEMBI M (MK) eanHOro nopTana, npumeHsaTca ¢ 01.01.2025.

CratbAa 39. PeweHue o nposeaeHNn KIMHN4YECKoOro nccnepoBaHna 1eKapCTtBeHHOro npenaparta
AnAa meaununHCKoro npumeHeHua

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KaMHn4yeckoe wmccnepoBaHve NeKapCTBEHHOro npenapata ANa MeAVUMHCKOro npumeHeHus
nposoanTCA Ha OCHOBaHWWU pa3pelleHnAa Ha nposeageHne KAIMHNYeCKOro nccnegoBaHmMAa 1eKapCcrBeHHOro
npenaparta, BblAAaHHONO YMNO/IHOMOYEHHbIM cbe,a,epaanblM OopraHom WUCNOJIHUTENbHOM BAACTM MO
pe3yibTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XOAMMbIX AanAa nonyvyeHuna paspeweHna Ha nposepgeHue
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KIMHNYEeCKOro nccnenoBaHmMA NeKapCTBEHHOro npenapata u 3TUYeCKoM 9KCNepTUn3bl.

2. lnAa nonyyeHus paspelleHMA Ha NpoBeAeHue KAMHUYECKOro UCCNel0BaHUA NeKapCTBEHHOrO
npenaparta A1a MmeauLUHCKOro NPUMeHeHUs 3aaBUTeIb HanpasaseT NoCpPeaACcTBOM eANHOro nopTtana B
YNONHOMOYEHHbIN  deaepanbHblii  OpraH  UCMOJHUTENbHOW  BAACTU  WAM  JINYHbLIA  KabuHeT
YyNoAHOMOYEeHHOoro peaepanbHOro opraHa UCMNoOJIHUTE/IbHOM BNacTu B eANUHON CUCTEME:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3afBfeHMEe O Bblgaye pPa3pelleHna Ha MpoBeAeHUE KAMHWUYECKOTO  WCC/Ien0BaHMUA
JleKapCTBEHHOro  npenapata A8  MeAMUMHCKOro  MPUMEHeHMsa, NOoAMUCaHHOe  YCUAEHHOW
KBanMUUMPOBAHHOW 3NEKTPOHHOM NOANUCHIO;

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) ytpaTtun cuny. - deaepanbHbiii 3akoH ot 30.01.2024 N 1-03;

3) NPOTOKON KAMHWYECKOro WCCiefoBaHWUA JIEKApCTBEHHOro npenapaTta Aaa MeaMLMHCKOro
npUMeHeHus;

4) 6poLtopy uccnegoBaTens (419 3aperncTpMpPOBaHHONO IeKapCTBEHHOrO NpenapaTta A4onycTMMo
3aMeHUTb 0a0bpeHHON 06Len XapaKTepPUCTUKOM NeKapCTBEHHOro npenapaTta, €eciv  Takow
NIeKapCTBEHHbIN NpenapaTt 3aperucTpMpoBaH B COOTBETCTBMM C aKTaMu, cOCTasaaoWmMMM npaso Coto3a,
M ero npUMeHeHWe B KJAMHWYECKOM WCCNEeA0BAaHUM He MpPOTUBOPeYUT oa0bpeHHON obuiel
XapaKTEPUCTUKE SIeKaPCTBEHHOrO NpenapaTta 418 MegUUMHCKOTo NPUMEHeHUs);

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

5) MHPOPMaALMOHHBIN NUCTOK NALMEHTa;

6) cBegeHuA 06 onbiTe pa6OTbI MCCﬂe,D,OBaTEHEVI Nno COOTBETCTBYHOWMM CneunasibHOCTAM U UX
onbiTe p360TbI no nposeaeHnNo KAIMHNYECKNX MCCﬂe,ﬂ,OBaHMVI;

7) - 8) yTpatnaun cuny. - PegepanbHblit 3akoH oT 30.01.2024 N 1-93;

9) KONk Aorosopa obA3aTeNbHOro CTpaxoBaHWA, 3aKNHOYEHHOIO B COOTBETCTBUU C TUMOBbIMU
npasuiamum o0bA3aTeNbHOro CTpaxoBaHWA, C YKa3aHUEM npe,u,eanoﬁ YNCNEHHOCTN NAUNEHTOB,
ydyacTByOWMUX B KJAMHUYECKOM UCCneaoBaHUMM ANEKAPCTBEHHOrNoO npenapata Ana megquunHcKoro
NPUMEHEHUA,

10) nHdpopmaumio 0 cocTaBe JIeKapCTBEHHOro npenapata Ana MeAMUMHCKOro npumeHeHus (3a
NCKNtoYEeHNEM BMONOTMYECKMX NEKAPCTBEHHbIX MPenapaTos);
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11) AOKYMEHT, COCTaB/IEHHbIW NPOM3BOAMUTENEM NIEKAPCTBEHHOrO Npenaparta ana MeauLMHCKOro
NPUMEHEHNA U COAEPKALMI MOKasaTeNM (XapaKTEPUCTMKM), a TaKKe CBeAEHMSA O NeKapCTBEHHOM
npenapate Aaa MeOUUMHCKOrO NPUMEHEHUsA, MPOU3BEAEHHOM AN NPOBEAEHUA KAMHUYECKUX
nccnepoBaHuii (3a MCKAoYeHeM BMONOTMUYECKUX IEKAPCTBEHHbIX MPenapaTos);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11.1) AOKYMEHTbI U CBeAeHUA, MNPeAyCMOTPEHHbIe MNpaBUAaMU NPOBEeAEHUA WUCCNed0BaHWNM
6MONOrMYECKNX NEKAPCTBEHHbIX CPeacTB EBPasMMCKOro 3KOHOMMYECKOrO COH3a, YTBEPXKAEHHbLIMM
EBpasnincKon IKOHOMUYECKOI KOMUCCUEN;

(n. 11.1 BBeaeH deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

12) cBepeHuMA o AaTe NpeaocTaBAeHUA U PErMcTPaLMOHHOM HOMepe IULLEH3UN Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeACTB B C/ly4ae, eciv NPOU3BOACTBO /IEKAapCTBEHHOro npenapara ocyllecTBaseTcA B
Poccuitckonn depepaumn, MAM  OOKYMEHT, coAepalluii cBedeHWA O [aTe npeaocTaBAeHUa W
perncTpaLmMoHHOM HOMepe 3aK/I4YeHUs O COOTBETCTBUM NPOU3BOAMTENSA SIeKapCTBEHHOro npenapara
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TpeboBaHMAM npasun Hagnexallen NpPoOn3BOACTBEHHOM NPaKTUKK, npeaocTaB/ieHHOro
YNOJIHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENA IEKAPCTBEHHOIO Npenapara.
(B peq,. PegepanbHbix 3aKoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-93, o1 30.01.2024 N 1-03)

2.1. CBegeHuna, noateepxkaatowme ¢GaKkT ynaaTtbl rocygapCTBEHHOM MOLW/MHBI 33 NpoBedeHue
3TUYECKOM 3KCNepTM3bl, 3KCNepTM3bl LOKYMEHTOB Ha J/IEKApPCTBEHHbLIN MpenapaTt Aas NoayvyeHus
paspeweHna Ha npoBedeHUe KJAWMHUYECKOro WccnefoBaHUA JIeKapCTBEHHOro npenapata  Ana
MeOMUMHCKOrO NMPUMEHEHMA, 33 BblAayy paspelleHuAa Ha npoBefeHue KIMHUYECKOro uccnenoBaHuA
JleKapcTBEHHOro npenapaTa 4149 MeAULNHCKOro NpMMeHeHus, 3a NpoBeaeHne SKCNePTMU3bl JOKYMEHTOB
Ha JIeKApPCTBEHHbIA nNpenapat A48 MOAyYeHUA paspelleHMa Ha NPOoBeAEHME MEKAYHAapPOAHOro
MHOTOLUEHTPOBOIO K/IMHUYECKOrO UCCeA0BaHUA NeKapCTBEHHOro npenapata gad MeguuMHCKOro
npUMMeHeHuA, 3a Bblgady paspelweHua Ha npoBedeHue MeXAYHAapOoAHOro MHOroueHTPOBOro
KIMHNYECKOro UCCNef0BaHWA JIeKapCTBEHHOro npenapata Ana MegUUMHCKOro MpuMeHeHua, 3a
npoBeLeHNE 3TUYECKOM 3KCMEepTU3bl, 3KCNEePTU3bl AOKYMEHTOB HA JIEKApPCTBEHHbIA npenapaT Anas
noflyyeHuA paspelleHna Ha npoBefeHne MOCTPEerncTpPaumMoHHOrO K/JAMHMYECKOro WUccnefoBaHuUA
JleKapcTBEHHOro npenapaTta 449 MeAULUHCKOro NpMMeHeHKA, 3a BblAavy paspelleHna Ha nposeaeHune
NOCTPErncTPaLMOHHOrO KJIMHNYECKOro UCCNeA0BaHMA NeKapCTBEHHOro npenapata gaa meauumMHCKOro
NPUMeHeHNs, a TaKXe CBefleHMA O BblAaBaemblx (NpeAocTaBAfeMblX) YNOJHOMOYEHHbIMM
denepanbHbIMU OpraHaMm UCMONHUTENbHOW BNACTU AOKYMEHTaXx (CBeAeHMAX), yKasaHHbIX B MyHKTe 12
YyacTM 2 HaACcTOALWEWN CTaTbW, YNONHOMOYEHHbIN ¢denepanbHblii OpraH WCMNOJHUTENBHOM BNACTU
3anpallMBaeT B NOPALKE MEKBEAOMCTBEHHOIO 3/IEKTPOHHOIO B3aUMOAENCTBUA.

(4actb 2.1 B pea. ©egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cpoK, He npeBbllWaloWnin Tpex paboumx AHel co AHS HanpaB/ieHMA B JIMYHbIN KabuHeT
YNO/IHOMOYEHHOTO dpefepasbHOro opraHa MCNONHUTENLHON BNACTU B €4AMHOM CUCTEME YKa3aHHOro B
NyHKTe 1 YyacT 2 HacTosAleNl CTaTbM 3aABNEHMSA U HEOOXOAMMbIX LOKYMEHTOB, YMNOJHOMOYEHHbI
denepanbHbIit OpraH UCNOJHUTENbHOW BNACTHU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBoAUT NPOBEPKY NOJIHOTblI U AOCTOBEPHOCTU cse,u,eHMﬁ, coaeprKawmnxca B npencraBieHHbIX
3aABUTENEM OOKYMEHTAX;

2) NPUHUMAET peLlieHne o0 NpoBeaeHNN IKCNEPTU3blI JOKYMEHTOB O/14 NONYyHEHNA pa3pelleHnA Ha
nposeaeHne  KJAMHUYECKOro wnccneaoBaHnA  NeEKapCTBEHHOro npenapata 44 MeguunHCKoro
NPpUMeHeHUA n 3TUYECKOM 3KCNepTn3bl Nan 06 oTKase B npoBeaeHNM YKa3aHHbIX SKCNEPTU3;

3) HanpaBAnAeT 3aABUTENIO NOCPEACTBOM €4MHOM0 NopTana WK B JINYHbLIA KabUHeT 3aaBuUTENs B
eaAMHOW  cucTeEMe  MNOAMWUCAHHOE  YCWIEHHOW  KBa/MOULMPOBAHHOM  3NEKTPOHHON  MOAMUCHIO
YyBEeZOM/IEHWNE O MPUHATOM peLleHnn NMbo B Clydae NPUHATUA peleHns 06 OTKase TaKKe C yKasaHuem
NPUYUH TAKOro OTKa3a;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4) HanpaBnseT B JIMYHbIN KabBWHET 3KCMEepPTHOro yuperkAeHWa B eAMHON CUCTEME W JIMYHbI
KabMHeT coBeTa MO 3TMKe 3afaHuA Ha NpoBeAeHME COOTBETCTBYHOLWMX 3IKCNEPTM3, NoanucaHHble
YCUNEHHbIMW KBAIMOULMPOBAHHBIMU 31€KTPOHHbBIMM MOANUCAMM.

(n. 4 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. B cny4yae BbISIBNEHUS HEMOJIHOTbI U (MNM) HEQOCTOBEPHOCTM MHbOPMaUUK, coaepKallencs B
npeacTaB/ieHHbIX 3aABUTENIEM AO0KYMEHTaX, YNOJHOMOYEHHbIA deaepasbHblii opraH UCMOAHUTEIbHON
B/1IACTU HanpaBsAseT B INYHbIN KabUHET 3a8BUTENA B €ANMHOM cucTeme 3anpoc 06 YTOYHEHUM YKa3aHHOM
MHPOpMaLMn, NOAMMCAHHbIM YCUAEHHOW KBaNMPUUMPOBAHHOM 3MEKTPOHHOMW MNOAMNUCHIO. 3asBuUTENb
06A3aH HanpaBUTb B JIMYHbIN KabWHET ynonHomouyeHHoro dezepanbHOro opraHa MCMOHUTE/IbHOM
B/IaCTUM B eAMHOM cucTeme NOAMUCAHHbIMA YCUNEHHON KBAaAMOUUMPOBAHHON 3N1EKTPOHHOM NOAMNUCHIO
OTBET Ha 3anpoc YnoJHoOMo4YeHHoro deaepanbHOro opraHa WMCNOAHUTENbLHON BNAacTU B CPOK, He
npesblllaloWMn  AeBAHOCTa paboumx AHel co AHA MNoJyYeHMA YNoJIHOMOYEHHbIM deaepanbHbIM
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OpPraHOM WCMOJIHUTE/IbHOW BAACTU 3/IEKTPOHHOrO yBEeAOM/IEHUA O MOJyYEeHUU 3aABUTEIeM 3anpoca.
CpOK, YKasaHHbIN B 4acTh 3 HaAcToALWEN CTaTbM, NPUOCTAaHAB/IMBAETCA CO AHA HaNpaB/ieHWUs B JINYHbIN
KabuHeT 3asABuMTENA B €eAMHON CcUcTeMe 3anpoca  YNoJHOMOYeHHOro ¢enepasbHOro opraHa
WCMOJIHUTE/IbHOW BAACTW A0 AHA HanpaBAeHWUA B NIMYHbIA KabUHET ynosHomo4YyeHHoro deaepanbHoro
opraHa WCMNO/IHUTE/IbHOM BNacTM B eAMHOM CMCTeMe OTBeTa Ha 3anpoC U He y4yuTbiBaeTca npu
MCYMCNEHMUN CPOKA MPUHATUA YMNOJHOMOYEHHbIM defepasibHbiM OPraHOM MCMOJIHUTENIbHOW BAacTu
pelweHns o MNpoBeAEeHUN 3SKCNEepPTU3bl AOKYMEHTOB A/A MOJIyYEeHUs paspelleHMa Ha nposedeHue
K/IMHWMYECKOro UCCNe0BaHMA IEKAPCTBEHHOIO Npenapara A58 MeguLMHCKOro NPUMEHEHMUS.

(4acTb 4 B pen. epepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. OcHoBaHMeM A1a OTKa3a B NPOBEAEHUM SKCNEPTU3bI LOKYMEHTOB 4151 MNONYYEHUNA paspeLleHns
Ha nNpoBeLEHME KAMHUYECKOrO WCCNen0BaHUA NEeKAapCTBEHHOro Mnpenapata Aaa MeguLMHCKOro
NPUMEHEHUS M ITUYECKON IKCNEepTM3bl ABAAETCA NpencTaB/ieHMe AOKYMEHTOB, MPEeAYyCMOTPEHHbIX
YacTblo 2 HacToAWEelM cTaTbM, B HEMOJHOM obbeme, HenpeAacTaBAeHME 3aABUTE/IEM B YCTAaHOBJ/IEHHbIM
CPOK OTBETa Ha YyKasaHHbIA B YacTU 4 HacCToAWEN CTaTbM 3anpoc ynosJHoMo4YeHHoro denepanbHOro
OpraHa UCNOJIHUTENIbHOW BNAcTU NMBO OTCYTCTBME B NPEACTAB/IEHHbIX AOKYMEHTaX MCYEpPnbIBAOLLErO
nepeyHs Heobxoammon MHbopMaLUM AN MHOOPMALMKM, KOTOPas AOJIKHA ObiTb OTpaXKeHa B HUX, a
TaKXKe OTCYTCTBME CBEAEHWW, KOTopble B  AafibHeMWwemM NOATBEPXKAATcA  NocpencTBoOM
MEXKBeA0MCTBEHHOIO 31EKTPOHHOIO B3aMMOAENCTBMA, O daKTe ynaaTbl rocy4apCcTBEHHON MOLWNHbBI 33
npoBefeHNEe 3TUYECKOM 3KCMepTU3bl, 3KCNEepTU3bl AOKYMEHTOB HAa JIEeKAapCTBEHHbIA npenapaTr AAas
nosly4YeHmnA paspeLleHmnsa Ha NpoBeaeHne KAMHUYECKOro UCCIe40BaHMA IEKAapPCTBEHHOMO NpenapaTa 4
MeAMULMHCKOro NPUMEHEHMS, 3a Bblgady pPaspelleHMa Ha NpoBefeHue KAMHMYECKOro mMccnepnoBaHus
JleKapCcTBEHHOroO NpenapaTa 419 Me4UUMHCKOro NPUMeEHEHUS, 3a NPoBeAeHNE SKCNePTU3bl LOKYMEHTOB
Ha JleKapCTBEHHbIA npenapat An8 MOJAyYeHWs paspelleHMAa Ha NpoBeAeHME MeXKAYHAapOo4HOro
MHOTOLLEHTPOBOrO K/JMHMYECKOrO WCCNen0BaHWS NIeKapCTBEHHOro mnpenapata aaa MeauLUMHCKOro
NPUMEHEHUs, 3a Bbl4ayy pPaspeweHna Ha MNpPOoBeAEHWE MENKAYHAPOAHOr0 MHOMOUEHTPOBOro
KNMHUYECKOro WCCNeoBaHUsA NEeKapCTBEHHOro npenapata Aaa MeAWMUMHCKOro NpUMEHeHus, 3a
npoBeAeHNE 3TUYECKOM 3KCMEepTU3bl, 3KCNEepTU3bl AOKYMEHTOB Ha JIeKAapCTBEHHbIA npenapaT Aas
NnoJslyyeHna paspelleHns Ha npoBeAeHue MOCTPErncTPaLMoOHHOrO KAMHUYECKOro WccnenoBaHus
JIeKapCTBEHHOro nNpenapaTta 419 MeAULMHCKOro NpMMEeHeHus, 3a BblAady paspelleHns Ha npoBegeHune
NOCTPErncTpaLMoHHOIo KAMHMYECKOro UCCNea0BaHNA IeKapCTBEHHOro npenapaTa Ana MeauLMHCKOro
NPUMEHEHMUS.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. [poBegeHue 3KCNepPTU3bl AOKYMEHTOB A/ MONYYEHUA paspeLlleHMAs Ha npoBeaeHUe
KNMMHWUYECKOrO WCCNeA0BaHUA JIEKAPCTBEHHOro npenapata Aaa MeAULMHCKOrO MNPUMEHEHUA U
3TUYECKOM 3KCNepTM3bl, COCTaBNEHNE KOMMUCCMEM 3IKCNEPTOB M COBETOM MO 3TUKE 3aK/IOYEeHUN O
BO3MOMHOCTU WMAN HEBO3MOXHOCTU NPOBEAEHUA TAaKOro KAMHWUYECKOro MUcCaen0BaHWA, noanucaHue
3aKNHOYEHUN YCUIEHHBIMW KBAaANDULNPOBAHHBIMM 3/IEKTPOHHBIMWU NOAMNUCAMWU U HanpaBaeHWe AaHHbIX
3aK/IIOYEHUI B /INUYHbIMA KabMHET YyNoNHOMOYEHHOro ¢peaepasbHOro opraHa UCNONHUTENbHOW BAAcTU B
eAVHOMN cUCcTeEME OCYLLECTB/IAIOTCA B CPOK, HE MPEBbIWAOWMA ABaALATU NATU paboumx AHEN co AHA
HanpaB/feHUA B JIMYHbIM KabMHET 3KCNEPTHOro Y4YperKAeHWa B eAWHOW cucTeme 3afaHus
YNOAHOMOYEHHOro ¢enepanbHOro opraHa WMCNOAHUTENbHOM BAACTU C MPUIOXKEHUEM [OOKYMEHTOB,
YKasaHHbIX B NyHKTax 3, 4, 10, 11 1 11.1 yacTi 2 HacToALLel cTaTbM, MU HaNpPaBAEHUS B INYHbIN KabuHeT
coBeTa MO 3TMKE B eAWMHOM CUCTEME 3aJaHMA  YNOJHOMO4YeHHoro ¢eaepasnbHOro oOpraHa
MCMOIHUTE/IbHOM BAACTU C MPUIOKEHUEM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 M 9 yactn 2
HaCTOALLEN CTATbM.

(4acTb 6 B peq. enepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. B CpOK, He npesBblwaloWmii Tpex paboumx AHeN co AHA HanpaBAeHWA B /IMYHbLIA KabuHeT
YMNO/HOMOYEHHOTO ¢pesepanbHOro opraHa UCMOAHWUTENbHOW BNACTM B eA4MHON CUCTEME 3aK/YEHUN,
YKa3aHHbIX B 4acTW 6 HacCToALLeN CTaTbW, YNOAHOMOYEHHbIM deaepanbHbli opraH WUCNOAHWUTENbHOWM
BAACTU:

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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1) ocyulecTBAAET OLEHKY MOCTYNMBLLMX 3aKAOYEeHUI Ansa onpeaeneHus WX COOTBETCTBUSA
3aaHNAM Ha NPoBeJeHMe COOTBETCTBYIOLLIMX SKCNepTUs;

2) NpMHUMAET pelleHne O Bblgaye paspelleHUs Ha NPoBefeHWe KAMHUYECKOro MUCCienoBaHuA
JleKapCTBEHHOro nNpenaparta 418 MeAULUHCKOro NPUMEHEHMs, BHOCUT B PeecTp BblAaHHbIX paspelleHunii
Ha MNpPOBEAEHME KAMHMYECKMX WCCNeAO0BaHUIA JIEKAapPCTBEHHOro Mpenapata COOTBETCTBYIOLLYHO
MHbOPMaALMIO M HanpaBfAeT MocpencTBOM eAMHOro rnopTana 3asBUTENO WAM B JIMYHBLIA KabuHeT
3aABUTENS B €OMHOM CUCTeMe BbIMUCKY W3 peecTpa BblAaHHbIX Pa3pelleHuit Ha npoBedeHune
KMHUYECKUX nccneaoBaHuim JIeKapCTBEHHOIO npenapara, nognucaHHyto YCUNEHHOM
KBanMUUMPOBAHHOW 3NEKTPOHHOM NOANUCHIO;

(n. 2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3) npuHUMaeT pelweHne o6 OTKase B BblJaye paspelleHns Ha MpPoBeAeHUEe KAMHUYECKOTO
UCCNeaoBaHUS  NIeKAapCTBEHHOro npenapata  AAda  MegMUMHCKOTO MNPUMEHEHMA U Hanpasaser
nocpesCcTBOM €AMHOrO MOpPTana 3afBUTENIO UAW B JIMYHBLIN KAabWMHET 3asBWUTENs B eAMHON cucTeme
OAHHOe pelleHne, MNoAMUCAaHHOE YCUIEHHOW KBaiMOULMPOBAHHOM 3/1EKTPOHHOM MOAMNUCBIO, C
YyKa3aHnem nNpuymH oTKasa.

(n. 3 B pea. ®eaepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

8. OcHoBaHMeM A/1Aa OTKasa B Bblgaye pa3peweHnAa Ha nposegeHne KIMHNYeCKOoro nccnegoBaHuna
NEeKapCTBEHHOro npenaparta A4a4 MEeAUUMHCKOIo nNnpuMeEeHEHUA ABNAAETCA HaJ/Mdne 3aKNKYeHUuA
KOMUCCUUN IKCNEPTOB NN 3aKIKOYEHUA COBETA MO 3TUKE O HEBO3MOXKHOCTU nNpoBeaeHnAa KAInHN4YeCcKoro
nccnenoBaHMA  NEKapCTBEHHONO npenapata Ana MeaguuuHCKOro npumeHeHmA no  pe3ybTatam
nposeaeHHbIX SKCNepPTU3, NnpeayCcMoTpPEHHbIX YaCTblO 6 HaCTOﬂU.LepI CTaTbM.

9. PeweHne o6 oTKase B nposeaeHnn aKCNepTn3bl AOKYMEHTOB AO/1A4 NOAYYHEHUA pPa3pelleHnAa Ha
nposeaeHne  KJIAMHUYECKOro wuccneaoBaHnAa  NeKapCTBeHHOro npenaparta 444 MeauulmHCKOro
NPUMEHEHUA U 3TUYECKOM JKCNepTn3bl M B Bblaa4e paspeweHna Ha nposeaeHune KAMHU4YeCKoro
nccnenoBaHMA N1€KAapPCTBEHHONO npenaparta Ana MeauumHCKOro npumeHeHnAa MOoXXeT 6bITb 063Kano0BaHO
B nopAaKe, yCTaHOB/IEHHOM 3aKOHO4ATE/IbCTBOM Poccuitckoit ¢e,a,epau,vm.

KoHcynbTaHTIAOC: npyMeYaHme.
MonoxkeHus ct. 39.1 (B pea. @3 or 30.01.2024 N 1-$3), Kacatowmeca NpeaocTaBAeHUsA roc. ycayr
nocpeacTBoM eAnHOM cucteMbl, npumensatoTca ¢ 01.01.2025.

Cratba 39.1. 3TMUecKas aKcnepTusa
(eBepeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3TnyecKan 3KCNepTn3a NnposBoanTCA COBeTOM NO 3TUKE, CO34aHHbIM B NopAaKe, YCTaAHOB/IEHHOM
YNO/THOMOYEHHbIM d)ep,epaanblM OpraHom WUCNONHUTENbHOM BNaCTH, B uenax sblgavyn 3akno4eHunA 06
3TUYeCcKo 060CHOBAHHOCTU BO3MOXHOCTH nposeaeHNA KIMHNYECKOro nccneanoBaHUA 1eKapCTtBeHHOro
npenaparta gna meanumnHCKOro npumMmeHeHumAa.

2. 3I-(Cl'lepTaMM coBeTa NOo 3TUKe MOryT 6bITb npeacrasuteim MmeanunHCKUX opraHM3au,m71,
Hay4HbIX OpFaHMBaLLMVI, 06pa3OBaTeI'IbeIX opraHM3au,m71 BbiCLLUEro O6pa3OBaHMH, a TaKXe
npeagcrasutTenu O6LLI,eCTBeHHbIX opraHmsau,Mﬁ, PENNUTUO3HbIX opraHM3au,m71 n cpeacrtse maccosom
MHd)OpMaLI,MVI. [JaHHble 3KcnepTbl He A0/MKHbl HaXo4UTbCA B Kakol-nnbo 3aBMCMMOCTM OT
pa3pa6OT‘-IVIKOB NEKapCTBEHHbIX MpenapatoB U Apyrnx AnAuy, 3aUHTEPECOBAHHbLIX B pPe3y/ibTaTax
3TUYecKol 9KCNepTn3bl.

3. Onnarta YCNyr 3SKCNepToB COBETa MO 3TUKe oOcyuwecrtsnAetcA Ha OCHOBaAaHMKU A0roBopa,
3aKNIIO4EHHOIo mexay ynoJIHOMOY€eHHbIM d)e,qepaanblN\ OopraHom NUCNONHUTENbHOM BNacTy, KOTOpbIM
CO3aH COBET MO 3TUKE, MU 3SKCNepToOM COBeTa NO 3TUKEe, 3a CYeT 6POLI,)KETHbIX ACCUTHOBAHWM,
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nNPeayCMOTPEHHbIX YNOAHOMOYEHHOMY deaepasbHOMY OpraHy WMCNOAHUTENbHOW BAACTW, KOTOPbIM
co3faH COBeT Mo 3TUKe, B peaepanbHOM OloAxKeTe Ha COOTBETCTBYHOLWMA rod Ha obecrneyeHue ero
NeATeNbHOCTU, B pa3Mepax, yCTaHOoBAeHHbIX MNpasuTensctBom Poccuiickon deaepaumu.

4. DKcrnepTbl COBETa MO 3TMKE HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepauymm.

4.1. Mpn npoBedeHUN STUYECKON IKCMEPTM3bl He AonycKaetca UCTpeboBaHWE 3KCNepTom Yy
3anaBuUTENA AMBO MHbIX JIML, MaTepManoB, HEOOXOAUMbIX ANA NPOBELEHMA STUYECKON 3KcnepTm3bl. B
C/ly4ae HefoCTaTOYHOCTM MpPEeACTaB/AEHHbIX 3KCNepTy MATepuasioB B JIMYHLIA KAaBWHET 3aABuTeENA B
eAMHON cucTeme YNoJIHOMOYEHHbIM JIMLLOM COBETA MO 3TUKE HamnpaB/AeTcA 3anpoc O NpeacTaBAeHUM
HeobXoAMMbIX MaTepuasnoB, NOAMNWUCAHHbLIA pyKkoBoguTenem (yno/sIHOMOYEHHbIM JIMLLOM) cOoBeTa Mo
3TUKE C MCNONAb30BaHWEM YCUNEHHOM KBaNMOUUMPOBAHHOW 3S/EKTPOHHOM MOAMWUCK, a TaKXKe
HanpaBaaeTcs ysegomneHWe 06 yKasaHHOM 3anpoce B JIMYHbIM  KabWHET YNo/JIHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTE/IbHOM BJIACTU B ANUHOM CUCTEME.

(4actb 4.1 BBeageHa GegepanbHbiMm 3akoHOM OT 30.01.2024 N 1-93)

4.2. 3aaButenp 0b6A3aH HanpaBuTb B JIMYHbIA KabMHET coBeTa MO 3TUKE B e€4MHOM cuUcTeme
NOAMMUCAHHLIA  YCUAEHHON KBaNMOULMPOBAHHON 3NEKTPOHHOM NOAMUCbIO OTBET Ha 3anpoc o
npeacTaBneHnn HeobXoaMMbIX MaTepUanoB COBETY MO 3TMKE B CPOK, He MpeBbllaloWwmin AeBAHOCTA
pabounx AHel cO AHA MOAYYEHUA COBETOM MO STUKE 3/EKTPOHHOro YBEAOMJIEHUA O MOJNyYeHUU
3aABUTENEM YKa3aHHOro 3anpoca. Bpema co gHA HanpaBneHMA COBETOM MO 3TUKE B JINYHbINA KabuHeT
3aABMUTENA B eAMHOM cucTemMe 3anpoca O MpeAcTaBAeHUMM HeobXoAWMbIX MaTepuanoB A0 AHA
HanpaBneHWA 3aABUTEIEM B JINYHBIN KaBUHET coBeTa NO 3TUKe B eAMHOM CUCTeMe OTBeTa Ha YKa3aHHbIM
3anpoc He y4YMTbIBAeTCA NPU UCUUCIEHUN CPOKa NPOBEAEHUA STUHECKOMN IKCMepTU3bI.

(4acTb 4.2 BBeaeHa PeanepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

5. CoctaB coBeTa Mo 3TUKe, NOA0XKEHUE 06 3Tom coBeTe, NopAAoK ero oeATe/ZIbHOCTH, TPE6OBaHVI‘r'I
K KBa}'IMd)MKaLI,MVI n onbity pa6OTbI no 3KCI'IepTHOﬁ OUEeHKe Hay4HbIX, MeAUUUHCKUX U 3ISTUYECKUX
aCMeKToB KANHUYECKUX VICC}'Ie,EI,OBaHMﬁ NNEKAPCTBEHHbIX NMpenapatos Ana MmeguumnHCKoOro npumMmeHeHwuA,
npegvAaBiAaemblie K 3KCNepTam COBETa MO 3TUKe, NMopAAOK OpraHuM3auuMn m npoBeneHumA 3TUYEeCcKoMm
IKCNepTuns3bl, d)opfv\a 3aK/1l04eHNA COBETA NO 3TUKE YCTaHAB/IMBAKOTCA YNO/IHOMOYEHHbIM d)e,qepaanblm
opraHom WUCNONHUTENbHOM BRacTu. Yucno Hpe,ﬂ,CTaBMTeﬂeﬁ MegunuUnHCKnX Opl'aHVI3aLI,VIl7I HE MOXeT
npesbilwaTtb NO/TOBUHY OT O6LLI,€I'O YNCNa 3KCNEPTOB COBETaA MO 3TUKE.

6. MHPopmaums O cocTaBe cCOBeTa MO 3TUKe, MJaHax ero paboTbl U TeKyllen AesTeNbHOCTU
pasmelwaeTcd Ha oduUMaNbHOM CcaliTe YNoJIHOMOYEHHOro ¢enepanbHOro opraHa WCMOAHUTENbHOW
B/1acTU B ceTu "UHTepHeT" B yCTaHOBNEHHOM UM NOpPsAKe.

KoHcynbTaHTIAOC: NpumeyaHue.
MonoxkeHus c1. 40 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpPenocTaBNeHMA roc. yCayr
nocpeacTBOM eAnHOM cucteMbl, npumenstoTca ¢ 01.01.2025.

Cratba 40. MpoBepaeHne KANHUYECKOrO MUCCNEAO0BaHUA JNIeKapCTBEHHOro npenapata AnA
MeaANLUNHCKOro npymeHeHuA

1. PykoBoguTeNb MeAMLMHCKOW OpraHM3aumm, KoTopas NpoBOAWUT KAMHUYECKoe ucciaefoBaHue
NeKapCTBEHHOro npenapata  A4A  MeAMUMHCKOTO  MPUMEHEeHMA, HasHayaeT wuccieposaTens,
OTBETCTBEHHOr0 3a MNPOBEAEHME TAKOro WCCAEAOBaHUA M MMeEIoWero sedyebHylo CcneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KAMHUYECKOMY MWCCNeAO0BaHUIO JIeKapCTBEHHOro npenaparta, co
cTaxkem paboTbl NO Nporpammam KAMHUYECKUX UCCNenoBaHMIN eKapCTBEHHbIX MpenapaTtoB He MeHee
yeM TpM roda M NO €ero npeasoXeHWUo HasHayaeT couccaepoBaTeneil M3 yucna Bpadein 3Tow
MeAMLMHCKOW opraHmn3aLmu.

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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2. WccneposaTtesib OCyLLIECTBAAET BbIGOP MaLMEHTOB, KOTOPble N0 MEeAULMHCKMM MOKa3aHUAM
MOryT 6bITb NPUBAEYEHbI K YY4acTUIO B KIMHUYECKOM MCCeA0BaHMM IeKapCTBEHHOro npenapara Ans
MEANLMHCKOrO NPpUMEHeHus.

3. MWccneposBatenb M couccnegoBaTenn  AO/KHbl  BbiTb  O3HAaKOMAEHblI C  pe3yabTaTaMu
AOKNMHUYECKOrO  UCCNeA0BaHWA  JIEKapCTBEHHOrO  CPeAcTBa, coAepkawmmuca B 6polutope
nccaeaoBaTtens, NPOEKTOM MPOTOKOAA K/AMHMYECKOro MUCC/eAoBaHMA SIeKapcTBEHHOro npenapaTta Aans
MEAMNLMHCKOTO NPUMeEHEeHUs, pa3paboTaHHbIM pa3paboTUMKOM /IeKapCTBEHHOIO npenaparta Wian UHbIM
IOPUAMYECKUM NIMLOM, MPUBJEKAEMbIM K OpraHuMsauum MpoBeAeHMA KAMHWMYECKOro MUccnenoBaHus
NleKapCTBEHHOro npenapaTta A1 MEAULMHCKOTO MNMPUMEHEHUA, U APYTMMW MaTepuanamm TaKoro
nccaenoBaHuA.

3.1. PykoBoauTENb MEAMLIMHCKON OpraHM3aLmMn B CPOK, He NpeBbILatoLWwnin Tpex pabounx gHei co
[AHS Hayana NpoBefeHUns KIMHUYECKOTo UCCNefoBaHMNA IeKapCTBEHHOro npenapaTta 418 MeguLMHCKOro
npumeHeHus, coobliaetT 06 3Tom B YNOJHOMOYEHHbIN deaepanbHbl OpraH UCNOAHUTENbHOW BNACTY,
Bbl4aBLUMI pa3peLleHne Ha NpoBeaeHME TaKoro UCCAeA0BaHNA, MO YCTaHOBAEHHOW UM dopMme.
(4acTb 3.1 BBeAeHa DeaepanbHbim 3aKoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaunm, OCYLECTBAAIOWME OPraHM3auMio MPOBeAEeHUA KIMHUYECKOro MUCCienoBaHusA
JIEKapCTBEHHOrO npenapata Aada MeAMUMHCKOTO MPUMEHEHWS M yKasaHHble B 4YacTu 3 cTatbu 38
HacToswwero deaepanbHOro 3aKoHa, B C/ly4yae HeOBXOAMMOCTM BHECEHMS WM3MEHEHMI B MPOTOKON
KMHWYECKOTO MCCe0BaHMA IeKapcTBEHHOIO Npenaparta gaa MeAULMHCKOro NpMMeHeHus coobwatot
06 3TOM B YNOJIHOMOYEHHbIN denepanbHbii opraH UCNOJIHUTEIbHOW BNACTW, Bbl4aBLUNIA paspelleHne
Ha NpoBeAeHMe TaKoro UCCeA0BaHMSA, NO YCTAaHOBAEHHOW Um dopme.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma C006LI.I,eHVIFI O BHECEHWUM WU3MEHEHUN B NPOTOKO/1 K/IMHUYECKOro muccnenoBaHuA
NeKapCTBeHHOro npenapara Aana MeguunHCKoro npumeHeHuAa AOO0J1IXKHa CcoAepXKaTtb caeayrouime
cBegeHunA:

1) HanmeHoBaHWe, VIAeHTVId)VIKaLI,VIOHHbIﬁ HOMEP U AaTa NPOTOKO/1a KIMHNYECKOro nccaeanoBsaHuA,
2) AaTa BHeECeEHUA WU3MEHEHWI B NMPOTOKO/1 KIMHNYECKOTo nccneaoBaHuA,
3) HanmeHoOBaHWE U MECTO HaxOoXAeHWNA 3aABUTENA,

4) HanmeHoOBaHUWE OpraHunsauunu, anBnequHoﬁ pa3pa6OT‘4MKOM NEKapPCTBEHHOro npenaparta K
opraHunsaunun nposeaeHnAa KIMHNYECKOro nccaeaoBaHuAa (I'IpM Ha!'IM‘-lMM);

5) HaUMEHOBAHUA U MeCTa HaxoxXgeHuna mMmeaUUNHCKUX opraHM3au,m71, B KOTOPbIX npoBOAUTCA
KIMHUN4YeCKoe nccnenosaHue;

6) OaTa BblAayuM pPaspeleHus Ha NpoBeAeHWe KAMHUYECKOrO MCCAe0BaHUA U HOMEpP 3TOro
paspelleHus;

7) n3smeHeHwuA, BHOCMMbIE B MPOTOKO/ KIMHUYECKOIO NCCef0BaHuA.
(4acTb 4.1 BBeaeHa PeaepanbHbim 3aKkoHOM oT 11.10.2010 N 271-93)

5. B CpOK, He npeBblllaloLmMiA ABaALaT BOCbMM paboumnx AHel co AHA NOAyYeHUA YKa3aHHOro B
yactu 4 HacToAllen cTaTbM COOBLLEHUA, YNOAHOMOYEHHbIN deaepanbHblii OpraH UCNONHUTENbHOM
BNaCTM paccmaTpuBaeT 3TO coobllgHWe B YCTaHOBNEHHOM MM MNOPAAKEe U NPUHUMaET pelleHue o
BHECEHUM M3MEHEHWI B MNPOTOKON K/AMHUYECKOro WCCAefoBaHUA NeKapCTBEHHOro npenapaTta Ans
MEANLMHCKOrO MPUMEHEHNA UK 06 OTKa3e BO BHECEHUMU TaKMX U3MEHEHUI, NoANUCaHHOEe YCUIEHHOM
KBaANPUUMPOBAHHOW 3NEKTPOHHOW MOAMUCHIO, MOCPEACTBOM HamnpaBAeHUs COOTBETCTBYIOLLErO
peweHna B AWNYHbIA KabuHeT 3assBuTena B eAuHOW cucteme. [lpu paccmoTpeHuu coobueHna o
HeobX0AMMOCTM BHECEHUSA U3MEHEHUA B MPOTOKO/ KAMHWYECKOro WCCAefoBaHUA N€KapCTBEHHOro
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npenapata Ana MeAULMHCKOTO MNPUMEHEHMA B LENAX OUEeHKM OBOCHOBAHHOCTM npeasaraemblx
M3MEHEHWUN N ONpeaeneHns cTeneHn puUcka NA NauMeHTOB, MPUHMMAIOLWMX y4acTUe B KANMHUYECKUX
NUCCNefoBaHUAX, YMNOJHOMOYEHHbIM deaepanbHbIM  OPraHOM  WUCNOAHWUTENbHOW  BAACTU  MOTYT
NPUBAEKATbCA SKCNEPTbI COBETA MO 3TUKE U (M/IM) SKCNEpPTbl SKCMEPTHOTO YUYpeXaeHuUs.

(B peq,. PegepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-93)

6. KnnMHMueckoe uvccnenoBaHUe NEKAapCTBEHHOrO npenapaTta 48 MeguUMHCKOro NMpUMeHeHus
MOMET ObITb MPMOCTAHOBJIEHO MAW MPEKPaALLeHO, eciM B Mpouecce ero nposeaeHus obHapyKeHa
ONacHOCTb AN KM3HM, 340POBbA MaUMEHTOB. B cnyyae BO3HMKHOBEHWMA OMACHOCTU AN XKU3HM,
34,0p0BbA MaUMEHTa, y4acTBYIOWEro B KAMHUYECKOM MCCAeLO0BaHUM NeKapcTBEHHOro npenapaTta gns
MEeANLUMHCKOrO NPUMEHEHUA, nccaenoBatenn obasaHbl NponHGopMmUpoBaTb 06 3TOM pyKoBOAUTENS
MEAMUMHCKON OpraHmMsauumM U OpraHusauuMio, MOJYYMBLUYHO paspelleHMe  YNoJIHOMOYEHHOTO
denepanbHOro opraHa WCNONHUTENbHOW BAACTU HA OpraHM3auuMio NPOBeAEeHUA  KIMHUYECKOTO
UCCNeaoBaHUA  JIeKapCTBEHHOro  npenapaTa. PeweHWe O  MPUOCTAaHOBAEHWUWU  KJIMHWUYECKOTO
UCCNeaoBaHUA  JIEKapCTBEHHOro  npenapaTa gas  MeAUUMHCKOrO  MPUMEHEHUs  NPUHUMAIOT
pyKOBOAUTENb MEAUUMHCKOW OpraHusaumMmM W (MaM) opraHusauumsa, noJiyumBllan paspelleHue
yrnonHOMoOYeHHOro ¢eaepanbHOro opraHa WMCMONHUTENbHOM BAACTM Ha OpraHusauuio NpoBefeHUs
KNMHUYECKOro UCCNeA0BaHNA IeKapCTBEHHOro npenaparta 418 MeANLUHCKOro NPUMEHEHUS, pelleHne o
NnpeKkpaweHnUn TaKoro UCCNefoBaHUA  NPUHMMAET  YNOJIHOMOYEHHbIM  deaepanbHbli  opraH
WUCNONHWUTENbHOW B/laCTM Ha OCHOBaHUM coobuweHuAa B NUCbMeHHOW dopme pyKkoBoauTens
MEAMUMHCKON OpraHusauuuM WAWM  OpraHusauusa, noJyumBlUas paspelieHuMe  YnosIHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENbHOW BAACTM Ha OpraHM3auuio MPOBeAEHUs  KAMHWYECKOro
nccnenoBaHUA IeKapcTBEHHOro Npenaparta Ans MeaMUMHCKOTro NpUMeEHEHUA.

7. B cpok, He npeBbllalOWmii NATU pabounx AHEN co AHA 3aBeplUeHus, MPUOCTAHOBAEHUA WU
NPeKpaleHnna KAMHWYECKOro UCCAeL0BaHUA JIEKAPCTBEHHOro npenapata  4ada  MegMULMHCKOro
npumeHeHus, coobueHre 06 3TOM HanpaBAAeTCA OpraHM3auMsMM, YKasaHHbIMM B 4acTu 3 cTaTby 38
HacTosLwero ®eaepasbHOro 3aKoHa, B YNOJHOMOYEHHbI peaepasibHblii OpraH UCNONHUTENBHOW BIACTH
Mo yCTaHOB/IEHHOM UM dopme.

8. dJopma C006LI.I,EHVIF| O 3aBepuweHunn, npunocCcTtaHoBIEHUN WUAN NPEeKpaWweHUN KANHUYECKOTOo
nccnenoBaHMA NeKapCTBEHHOIO nNpenapaTta AnAa MeANLIMHCKOTO NpUMeHEHNA O01XKHA COAEPHKATb:

1) uHbopMmaLMIo 0O MeaULMHCKOW OpraHn3aumm naM MeauUnHCKUX OpraHnsauusax, NpoBoANBLLNX
AaHHOe uccnenoBaHue;

2) onvcaHne AaHHOro UccneaoBaHus;

3) gaHHble uccnegosatens (pamuaunsa, UMA, OTYECTBO, MecTo PaboTbl, 3aHMMaemMan O0/KHOCTb,
CNeunanbHoCTb, CTaXk paboTbl NO  MporpaMmam  KAMHWYECKUX WUCCNeAO0BaHMI  NeKapCTBEHHbIX
npenapaTtoB, NepeyeHb KAMHUYECKUX MCCNeAOBaHWUIA NEeKapCTBEHHbIX MPEenapaTtoB, B KOTOPbIX OH
NpUHMMaN yyactme (Nnepuogbl y4acTua) B Ka4ecTBe Uccnea0BaTensa AN comcciegoBaTens);

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT AaHHOrO MccnegoBaHWA (3aBeplueHMe, NPUOCTAHOBAEHWE WAM NpeKpalleHue
[AHHOr0 NCCNef0BaHMA C YKa3zaHMEM UX NPUUYNH U BAMAHUA Ha OLEHKY ero pesy/bTaToB, 06LLyH0 OLEeHKY
pUCKa N OXMAAEMOW MNOAb3bl OT MPUMEHEHUA UCCeAyeMOro /IeKapcTBEHHOro npenaparta, a TaKxke
npeanosaraemble ganabHellne gencTeus).

8.1. MNpu BbiIfABAEHUM deaepanbHbIM OPraHOM WCNOMIHUTENbHOW BAACTW, OCYLLECTBAAOLMM
GYHKLUMM MO KOHTPOAIO M Hagsopy B chepe 34paBOOXPAHEHWMA, HapyWeEeHWIn NpaBua HaanexKallen
KAMHUYECKOW MPaKTUKW NPU MPOBEAEHUU KAMHMYECKOro MCCienoBaHMA NEKapCTBEHHOro npenapara,
BAUAIOWMX HA MOAHOTY M (MAM) OOCTOBEPHOCTb AAHHOMO K/AMHMYECKOrO MCCNeAOBaHMUA, YKasaHHbIN
denepanbHbIii opraH UCNOAHUTENLHON BAACTU NPUOCTaHAB/AMBAET NPOBeAEHME AAHHOTO KNAMHUYECKOro
nccneaoBaHMA U BbIHOCUT MEAMLMHCKOW OpraHM3aumm, B KOTOPOM NPOBOAUTCA AaHHOE KAMHUYEecKoe
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uccnenoBaHue, npeanucaHve o6  yCTPaHEeHUM BbIABAEHHbIX HapyweHwui. [lpu  HeycTpaHeHuu
MEeANLUMHCKOM OpraHusauMent BbIBNEHHbIX HapylWeHWA B YCTAHOB/IEHHbIM B NpeanucaHUM CPOoK
YKasaHHbIM deaepasnbHblii OpraH WUCNONHUTENIbHON B/IACTM MPUHUMAET pelleHne O MpeKpalleHum
npoBeAeHNs KIMHUYECKOro UccneaoBaHMa IeKapCTBEHHONO NpenapaTa M HanpasadeT B deaepasbHbli
OpraH WCMNONHUTENbHOM BANACTM, OCYLECTBAAWMIA  GYHKUMM MO BblpaboTke W peanunsauumu
rocyfapCcTBEHHON MOJMTUKM U HOPMATUBHO-MPABOBOMY PEry/JIMPOBaHUIO B chepe 34paBOOXPaAHEHUS,
3aK/H0YEHME O BbIABIEHUW NPU NPOBEAEHNN AAHHOIO KIMHNYECKOro UCCNe0BaHMA HAapyLLEeHU npasun
HaZ/iIeXKallen KAMHUYECKOM TMPaKTUKU A4S TMPUHATUA pelleHMs o6 OoTmeHe paspelleHus Ha
OpraHM3aumio MPOBEeAEHUA AaHHOTO KAMHUYECKOrO WCCNeAoBaHMA C AaTbl MPUHATUA PeLieHns o
NPUOCTAaHOBAEHNN NPOBELEHUA KIMHUYECKOTO NCCNEA0BaHNA IEKAPCTBEHHOTO Npenapara.

(4acTb 8.1 B pea. depepanbHoro sakoHa ot 13.07.2015 N 241-93)

8.2. [lpun npoBeAeHUN KIAMHWYECKOTO WCCNe[0BaHMA JIeKapCTBEHHOro npenapaTta AnA
MeANLMHCKOTO MPUMEHEHMUA B C/lydae YTOYHEHUA (M3MEHEHMA) AaHHbIX, COAEPKALLUMXCA B pa3peLleHmm
Ha npoBefeHME AAHHOTO KAMHUYECKOTO WMCCAeAOBAaHMA, HA OCHOBAHWUM HaNpPaBAEHHOro B JIMYHbIM
KabuHeT ynonHomouyeHHoro ¢enepasbHOro opraHa MCNONHUTENIbHOM BAACTM B eAMHOW cucteme
obpalleHna 3aaBuTens, NOANUCAHHOTO YCUNEHHON KBanMdUUMPOBAHHOW 3NEKTPOHHON MOAMNUCHIO, C
NPUNOXKEHNEM MOTUBMPOBAHHOINO OOOCHOBAHWA M AOKYMEHTOB, NOATBEPXAAOWMX HEobXo4MMOCTb
YTOYHEHUA [OAHHbIX, YNOJHOMOYEHHbIM denepanbHblit opraH WCNOJHUTENbHON BNAaCTUM B CPOK, He
NpeBbIWAOWNMA ABagLaTM BOCbMM paboumx AHeW co AHA MOCTYrn/JeHWUs Takoro obpalleHusa, BHOCUT
M3MEHEHUA B paspelleHMe Ha NpoBeaeHMEe KIMHUYECKOro McCcneaoBaHMa NeKkapCcTBEHHOro npenapaTta
ONA MeOULMHCKOTo MPUMEHEHUS W PeecTp BblAaHHbIX paspelleHnit Ha NpoBeAeHUE KAUHUYECKMX
MUCCNefoBaHUIMA NEeKAapCTBEHHbIX MPenapaToB, a TaKKe HanpasBAseT B JIMYHbIN KabuHeT 3aABuTeNa B
eaMHON cucTemMe BbIMUCKY W3 peecTpa BblAaHHbIX paspeleHuit Ha npoBeAeHWEe KAMHUYECKUX
WUCCNeAOBAHUMA  NEKapCTBEHHbIX MNPEenapaTtoB, MNOAMWUCAHHYID YCUIEHHOW  KBaAUULMPOBAHHOM
3NEKTPOHHOM nognucbio, AMbO nNpUHMMaeT peweHne 06 OTKase BO BHECEHUU W3MEHEHUN B
paspelleHne Ha MNPOBeAEHME KAWHUYECKOro WCCNeAOBaHUA JIeKAapCTBEHHOro npenapata Ana
MeOMULMHCKOIrO MPUMEHEHUA W HANpaBAAeT B JIMYHbIA KabWHET 3aaBUTeNss B eAWHOM cucteme 3TO
pelleHne, nognuMcaHHoe YCUNEHHON KBanudUUMPOBAHHON 3N1EKTPOHHOW MNOAMUCLIO, C YKasaHMEM
NPUYKNH OTKa3a.

(4acTb 8.2 BBeaeHa deaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

9. YNoNHOMOYEHHbI degepanbHbli OpraH WMCMONHWUTENbHOW BAAcTU  ONyb6/AMKOBbLIBAET MU
pasmellaetT Ha cBoem oduuManbHom canTe B ceTu "MHTepHeT" coobuweHrMe O 3aBeplleHuM,
NPUOCTAHOBNEHWUM WAW MPEKPALLEHUN KNMHUYECKOTO UCCeA0BaHUA IeKapCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro NPUMEHEHMS B CPOK, He NpeBblwatowmnii NaTn paboumx AHel co AHA ero NoNyyYeHus, B
YCTaHOB/NIEHHOM MM MNOpPAAKeE.

10. YnonHomoueHHbI denepanbHblii OpraH MCNOAHUTENbHOM BAACTU OCYLLECTBAAET BeAeHue
peecTpa wuccnegosaTenei, NPOBOAALWMX MAM  NPOBOAMBLUMX  KAMHWYECKME  UCCiefoBaHMA
NEeKapCTBEHHbIX NPenapaToB ANA MeAUUMHCKOTO NPUMEHEHUSA, B COOTBETCTBMM C YTBEPKAEHHBIMU UM
npaBuiammn M pasmeLLaeT ero Ha cBoem oduLLMaNIbHOM caiTe B ceTu "MHTepHeT" B YyCTaHOBNEHHOM UM
nopsake. YKasaHHbI peecTp COAEepKUT MHPOPMaUMIo, NPeayCMOTPEHHYI0 MNyHKTomM 3 4actu 8
HacTosALLeNn cTaTb.

11. OTtyeT 0 pesynbTaTax KAMHWYECKOrO WCCAeA0BaHWUA NEKapCTBEHHOro npenapaTta And
MeAMLMHCKOro NPUMEHEHMA COCTaBAAETCA OpraHM3aLmeid, yKasaHHOM B YacTu 3 cTaTbi 38 HacToALWEero
denepanbHOro 3akoHa, U NpPeacTaBAAeTCcA B YNOJHOMOYEHHbIN denepanbHblii opraH UCNOAHUTENbHOM
BNACTW, BblAABLIMIA paspelleHne Ha NpoBeAeHME 3TOr0 WUCCAeAO0BaHWA, B CPOK, HE MpPeBbllaloWwmi
ABEHaAuaTM MecAleB CO AHA ero 3aBeplleHUs, MPUOCTAHOBAEHUA WAM MpeKpaleHua, B MOpPAAKe,
YCTaHOB/IEHHOM YNO/IHOMOYEHHbIM peaepasibHbiM OPraHOM UCNOHUTENbHOW BAACTU.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

12. HapyweHue npaBun Hagnexallen KAMHWYECKOW NpPaKTUKKM, danbcudukaumsa pesynbTaTos
KAMHUYECKOrO UCCAeA0BaHMNA NIeKapcTBEHHOrO npenapaTta Aaa MeAUUMHCKOTO MPUMEHEHMS BAEKYT 3a
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coboli 0OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeIbcTBOM Poccuiickon PepepaLmm.
(B peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

13. Tlpn npoBeseHUM KAMHUYECKOrO WCCNef0BaHWA NeKapCTBEHHOro npenapata AnAa
MeANUMHCKOTO NMPMMEHEHMA A0MNyCcKaeTca 3abop y NauMeHToB HUonormyeckux matepuanos (06pasupl
OMONOTMYECKMX KUAKOCTEN, TKAHEW, CEKPETOB W MNPOAYKTOB KU3HEAEATe/IbHOCTUM Ye/I0BEKa,
dOU3MONOrMYECKMX WM NATONIOTMYECKMX BblAENEHUN, Ma3KOB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOB,
O6MONCUINHBIA MaTepwan) Ana ux wmsydeHuna B Poccuitickon Pepepaumm u (Mamn) 3a npegenammu
Poccuiickon depepaumn.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

14. NMopagok BBo3a B Poccuiickyto Pepepaumto n BbiBO3a 3a npeaesnbl Poccuitickoit ®epepaumm
6uonornyeckux mMmaTepunanos, NOJly4YeHHbIX npun nposegeHunn KIMHUYeCKoro nccnenoBaHuA
JIeKapCTBEHHOro npenapaTa AN MeAMUMHCKOTO NPUMEHEHUs, ycTaHasauBaeTca [1paBUTENbCTBOM
Poccuiickon depepauymm.

(B peq,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. [loroBop 0 NpoBeAEeHUU KANHUYECKOrOo UCCNef0BaHUA NIeKapCTBEHHOro npenapara
ANA MeAULUHCKOTO NPUMEHEHUA

1. KnnHnyeckoe wmccnegosBaHue NEeKapCTBEHHOrNo npenaparta Ana meguumnHCKoro npumeHeHuA
nposoaunTcAa B COOTBETCTBUUN C 0OroBOpOM O npoBeaeHUN KIMHNYECKOTIo nccnenoBaHnA 1€KapCrBeHHOro
npenaparta Ana MegunuunHCKOro npumeHeHuA, 3aKn4dYaembiM mexay opraHM3au,V|eﬁ, I'IOI'Iy‘-IVIBLIJe17I
pa3peweHne ynosHOMOYEHHOIo cbep,epaanoro OpraHa WCNONHUTENIbHOW BAACTU Ha OopraHun3auuto
nposeaeHMA Takoro nccnenoBaHuAa, m Me,D,MLI,MHCKOﬁ Opl'BHM33LI,VIEﬁ, OCYLLI,eCTBﬂ‘iHOLLI,eVI nposeaneHune
TAKOro nccneanoBsaHuA.

2. ﬂ,orosop O npoBegeHUNn KANHUYECKOro uccienoBaHUA J1€KApPCTBEHHOro npenapata AnA
MEeONUNHCKOTIO NPpUMEHEHUA O0/TIXKEH COA4epXKaTb:

1) YCNoBUA N CPOKKM nNpoBegeHNA AaHHOIo nccaeaoBaHuA,;

2) onpegeneHumne 06u.|,eﬁ CTOMMOCTM nporpamMmmbl AaHHOro nccnenoBaHuA C ykasaHMEM CyMMbl,
npe,u,Ha3Haqarou.|,el31Cﬂ ANnAa BbinnaTt UccnenoBaTtenam, ConccnenoBateniam;

3) onpegeneHve ¢opmbl  NPeACTaBNAEHUA  pPe3y/nbTaToB  OAHHOIO  WUCCNeAoBaHMsA B
YMNO/IHOMOYEHHbIV pegepanbHblii opraH UCMONHUTENBHOW BNACTU.

Cratba 42. ®duHaHcoBoe obecneyeHne KAMHUYECKOrO unccnepgoBaHnAa IeKApCTBeHHOro
npenaparta Ana meaguumnHCKoOro npyumeHeHunA

duHaHcoBoe obecneyeHne KAMHUYECKOro nccnenoBaHMA NEKAPCTBEHHOro npenapata  A4nAa
MegnuUnHCKOro npuMmeHeHnAa oCyLecCTB/IAETCA 3a CHET:

1) cpeacTB penepanbHoro 6roaxKeTa;

2) cpeAcTB opraHuM3auMii, NOAYYMBLUMX paspelleHMe Ha OopraHM3auMio NpPoBeAeHuAa [aHHOro
nccnepoBaHnA, B COOTBETCTBMM C YCNOBMSAMM 40r0OBOPA O €ro NPoBeAeHUM;

3) MHbIX He 3anpeLLeHHbIX 3aKoHo4aTeIbcTBOM Poccuiickoit ®eaepaumm MCTOYHUKOB.

Cratba 43. MpaBa nNauMeHTOB, Y4acCTBYIOLWMX B KAMHUYECKOM UCCNeAO0BaHUUN NEeKapCTBEHHOrO
npenaparta Ana meguumnHCKoOro npyumeHeHuA

1. YyacTve nauMeHToOB B KAMHMYECKOM MCCNefOoBaHUWM JIeKAapCTBEHHOro npenapaTta  A4na
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MeagnunHCKOro npumeHeHunAa AsnAaeTca ,Cl,06pOBO}'IbeIM.

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2025 B a63. 1 4. 2 cT. 43 BHOcATcA uameHeHua (®3 ot 30.01.2024 N 1-$3). Cm. byayuyto
pefaKkumio.

2. MauMeHT UaM ero 3aKOHHbIM NpeacTaBUTeNb O0/KEH bbiTb MHPOPMMPOBAH B MUCbMEHHOW
dopme:

1) o nekapcTBeHHOM npenapate AN MeAULMHCKOrO NMPUMEHEHUSA U CYLWHOCTU KAMHUYECKOro
nccneo0BaHUA 3TOMO JIEKAPCTBEHHOMO Npenapara;

2) 0 6e30nNacHOCTU NIEKAaPCTBEHHOIO Npenaparta 418 MeAULMHCKOro NPUMEHEHMSA, Er0 OXUAAEMON
3bbEKTUBHOCTU U CTENEHU PUCKA ANA NALNEHT];

3) 06 ycnoBusAx y4acTua NaumeHTa B KAMHUYECKOM UCCNeA0BaHUM NeKapCTBEHHOro NpenapaTa ans
MeLMULMNHCKOro NPUMEHEHMS;

4) O uenam uan uenax n npoaoiXUTeIbHOCTU KIMHUYECKOro unccnenoBaHUA NIEKAPCTBEHHOIO
npenaparta gi1a meaguunHCKOro npumeHeHuA;

5) (¢} AGVICTBMHX nauneHTa B Cay4Yae HenpeagsnaeHHbIX 3¢¢EKTOB B/IMAHNA NEKAaPCTBEHHOIO
npenaparta g1a meanunHCKoOro npumeHeHmnAa Ha CoOCToAHME ero 340p0oBbA,

6) 0b YCNnoBuAxX obA3aTeNbHOro CTpaxoBaHWA XXNU3HU, 300P0OBbA NAUNEHTA,

7) O TrapaHTuUAax KOHd)VIAEHLI,MaﬂbHOCTM y4acCtmAa nauymneHta B KAWMHUYECKOM uUccnegoBaHuUn
NNeKapCTBEHHOro npenaparta Ana megunumMHCKOro npuMmeHeHnA.

KoHcynbTaHTlAOC: NpumeYaHue.
C 01.01.2025 uy. 3 cT. 43 usnaraetca B HoBol pegakumm (®3 ot 30.01.2024 N 1-d3). Cm. 6yayyto
peaakumtio.

3. ﬂ,OﬁpOBOI’IbHOG cornacume nauneHTa Ha y4actme B KIMHN4YeCKOM nccneaoBaHMn N1e€KapCrBeHHOro
npenaparta gna MeauumnHCKOro npuMMeHeHuAa noarBepxXaaetcA ero noanncbko Mam nognucbto e€ro
3aKOHHOTO NpeAacTtaBUTENA Ha MHd)OpMaLI,MOHHOM NNCTKE NnauneHTa.

4. TlauMeHT uan ero 3aKOHHbIN npeacraBuTe/lb MUMeeT MNpaBO OTKa3aTbCA OT Yy4d4aCTuA B
KIMHNYECKOM UCCNeaoBaHUN NeKapPCTBEHHOIO npenaparta Ana meguumHCKOro npuMeHeHnA Ha noboit
CTaann nposeaeHnAa Takoro nccaegoBsaHunA.

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2025 B 4. 5 cT. 43 BHOCATCA uameHeHus (3 ot 30.01.2024 N 1-d3). Cm. byayulyto pegakumio.

5. MpoBeaeHNe KAMHUYECKOrO MCCNeAO0BaHMA IEKAapCTBEHHOro npenapaTta Aaa MeguuUMHCKOro
NPUMEHEHMA C yYacTMeM B KayecTBe NaLMeHTOB AeTel A0MNYyCKaeTca TONbKO C COFnacua B NMMCbMEHHOM
dopme ux poauTenel, ycbiHoBuTenel. [eTm MOryT paccMaTpuBaTbCA B KayecTBe MNOTEHUMabHbIX
nauneHTOB TaKOro WCCNEAOBaHMA, TOJAbKO €CiM ero npoBeAeHMe HeobxoaMmo ANA YKpenneHua
300p0BbA AeTel MAN NPOPUNAKTUKM MHPEKLMOHHbIX 3aboseBaHMii B AETCKOM BO3pacTe AnMbo ecnm
LeNblo TaKOro MUCCNeA0BaHMA ABAAETCA MoayYeHMe AaHHbIX O Hauayylein A03MPOBKE JeKapCTBEHHOro
npenapata Ansa fedyeHua aeTei. B 3TUX caydyasax TaKoOMy WMCCAeAO0BaHWUIO AO/KHO NpeawecTBoBaTbh
KAMHWYECKOE MWCCNeAoBaHMe JfieKapCcTBEHHOro npenapata A4a MeAMUMHCKOrO MpUMEHeHMsa Ha
COBEPLUEHHONETHUX TPaKkAaHaX, 3a WCKNIOYEHWEeM C/yyaeB, eCciM UCCNedyemblit IeKapCcTBEHHbIN
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npenapat Ana MeAMUMHCKOrO NPUMEHEHUs npedHa3HayeH WCKAUYUTEIbHO A1 WCMO/b30BaHUSA
HEeCcoBepLIEHHONETHUMM rpaxkaaHaMu.
(B peq. PepgepanbHOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeuiaeTca NpoBeAeHUE KAUHMYECKOTO MCCef0BaHUA JIeKapCTBEHHOro npenaparta Ans
MeANUMHCKOro NPUMEHEHMA C y4acTUEM B KayecTBe NaLMeHToB:

1) neTelt-cMpoT N AeTell, ocTaBLIMXCA 6e3 nonevyeHua poanTenen;

2) XeHwMH B nepuos 6epeMeHHOCTM, XeHWWMH B Mepuos rPyAHOro BCKapMAMBAHMA, 3a
WCKNIOYEHNEM Cay4aeB, eciv NPOBOAMTCA KAMHUYECKOEe UCC/efoBaHME eKapCTBEHHOro npenapata,
npeaHasHa4YeHHOro A/1A yKa3aHHbIX KEeHLWWH, NpU YCA0BUN HEOBXOAMMOCTU MoaydeHnsa MHbopMaLmm
TO/IbKO BO BPEMA MPOBEAEHWUA COOTBETCTBYIOLIMX KAMHUYECKMX WCCNEAOBaHMIA W MPUHATUA BCex
HEeobXOAMMbIX MEpP MO WCK/IOYEHUIO PUCKa HaHECEeHWA Bpeda XeHulMHe B nepuog bepemeHHOCTH,
YeHLIMHE B Nepuo rpyaHoro BCKapmManBaHus, naoay namn pebeHky;

3) BOEHHOC/NYKALLMX, 3@ MCK/AYEHUEM C/Ny4aeB NPOBEAEHMS KAMHWYECKOTO WCC/Ien0BaHMUA
JIEKapCTBEHHOIO Mpenaparta, crneunasbHO pPaspaboTaHHOro A MPUMEHEHWS B YC/I0BUAX BOEHHbIX
OENCTBUIM, 4pesBblyalHbIX CUTyauunii, nNpodUNaKTUKM U nedyeHua 3ab6oneBaHUn U MNOParKEeHUN,
NMOJIyYeHHbIX B  pe3ynbTaTe BO3AEWCTBUA  HEOMAronpuATHbIX  XMMUYECKUX, OUONOTUYECKUX,
pagMaLMoHHbIX ¢akTopoB. KAMHMYECKoe uccnefoBaHME TaKOro JIEKAPCTBEHHOro nperapata MOKeT
NPOBOAWUTBCA C Yy4acTMeM B  KayecTBe MaUMEHTOB  BOEHHOCAYMKAWMX, 33  WCKAIOYEHWEM
BOEHHOC/YKALLMX, MNPOXOAAWMX BOEHHYI CAy:KOy Mo npusbiBy, ¢ cobaogeHnem TpeboBaHUi,
YCTQHOB/IEHHbIX HAacTOALWMM PesepasibHbIM 33KOHOM B OTHOLIEHUU FPAXKAAHCKUX NNLL;

4) cOTpyAHMKOB NPaBOOXPaHMTE/IbHbIX OPraHoB;

5) nnu, oT6bIBAOWMX HaKa3aHUe B MecTax /IMLLIeHUs cBo6OoAbl, a TaKkKe AN, Haxo4AWMXca nog,
CTparkeit B cnefcTBEHHbIX U30NATOPaX.

KoHcynbTaHTIAOC: NnpyMeYaHme.
C01.01.2025 B u. 7 cT. 43 BHOCcATCA uameHeHus (3 ot 30.01.2024 N 1-d3). Cm. byayuiyto pegakumio.

7. ﬂ,OFIyCI-(BETCFI nposegeHne KAUMHUYECKOro uccnenoBaHmA NEKAapPCTBEHHOrNoO npenapata AnA
MegNUNHCKOTo NpuMeHeHnA, npegHasHa4eHHOro anAa ned4eHnAa NnCUXnYecKknx 3a6OI'IEBaHMl7I, C ydyactmem
B KayectBe nauyneHtos aul, C NCUXUYECKUMU 3a6OHEBaHMﬂMM, NMPU3HAHHDbIX Hep,eeCI'IOCO6HbIMVI B
nopAagKke, yCtTaHOB/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuinckoin d)ep,epau,mm. KnnHunyeckoe mnccneposaHune
NeKapCTBEHHOro npenaparta B 3TOM C/1y4ae nNpoBognTCA Npu HaM4Mn cornacuma B NUCbMEHHOM d)opme
3aKOHHDbIX I'Ipe,D,CTaBVITe}'Ieﬁ YKa3aHHbIX ny,.

Cratba 44. O6sasatenbHoe CTpaxoBaHue XW3HU, 300pPO0BbA MNaUUEHTa, Yy4dacTBylouwlero B
KIMHUYECKOM UccneaoBaHUn 1IeKapCTBeHHOro npenaparta agna meanumnHCKoro npymeHeHuma

(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHMBaLI,MFI, nonyymsellan paspeweHne Ha OopraHmsauunio nposeaeHmnAa KAMHUYECKOro
nccnenoBaHMA NeKapCTBEHHOro npenaparta Ana mMmeguunHCKoro npumMmeHeHwus, obaszaHa B KauectBe
CTpaxoBaTenAa CTpaxoBaTb PUCK NPUYNHEHUA Bpeaa XU3HK, 340POBbHO MNaUMEHTA B pe3ynbraTe
nposeaeHNA  KJIMHUYECKOro wmccnengoBaHmMA  NEKaApPCTBEHHOro npenaparta  4n4a  mMeauumnHCKOoro
NPUMeHeHUA 3a CBOW cyet nyTem 3aKar4YeHna 4orosopa obnaAsaTenbHOro CTpaxoBaHHUA.

2. ObbekTOomM 0653aTenbHOro CTpaxoBaHUA ABNAETCA MMyUJ,eCTBeHHbIﬁ nHTEpPEC nauneHTa,
CBA3AHHbIN C NpUYNHEHNEM Bpeda ero XM3Hn Uanm 340pPp0BblO B pe3ynbTaTe nposegeHna KAMHNYeCKOro
nccnenoBaHMA NeKapCTBeEHHOIO nNpenapaTta AnAa MeANLIMHCKOTO NpuMeHeHNA.
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3. CTpaxoBbIM C/ly4aem Mo A0roBopy 06sa3aTe/IbHOro CTPaxoBaHMA ABAAEGTCA CMepPTb NauneHTa uam
YXy/LLIEeHWe ero 340p0BbA, B TOM YMC/e BAeKyLlee 3a coboi ycTaHOBAEHWE MHBANUAHOCTM, NPU HAANYMK
NPUYNHHO-CNEACTBEHHOM CBA3W MeXAy HacTynjaeHMem 3Toro cobbiTMA W yyacTMeM naumeHTa B
KAMHUYECKOM UCCNeA0BaHMM IeKapCcTBEHHOrO npenapara.

4, TpeboBaHWA O BO3MELLEHUW Bpeaa, MNPUUMHEHHOTO XWU3HU WAM 340POBbI0 NALMEHT],
npeabABAAIOTCA B TeYeHMe CPOKOB  MCKOBOM  OA@BHOCTWM,  YCTAHOB/IEHHbIX  FPaKAaHCKUM
3aKOHOAaTe/IbCTBOM.

5. Pasmep cTpaxoBoW BbinaTbl No AOroBopy 06A3aTe/IbHOrO CTPaXoBaHWUA COCTaBAET:

1) B cnyyae cmepTM naumeHTa ABa MUIMOHA pybneit Ha KaxAoro nauneHTa, y4acTBoBaBLUIEro B
KAMHUYECKOM UCCNEeA0BaHMM NEKapCTBEHHOMO Npenapara;

2) Npu yxyALIeHnn 340P0BbA NaLUMeHTa:

a) nosneKkwem 3a coboi ycTaHOBNEHWE MHBAAUAHOCTU | rpynnbl, OANUH MUAINMOH NATLCOT ThICAY
pybneit Ha Ka)Kgoro naumeHTa, y4acTBOBABLUEro B KAMHWMYECKOM MWCCNef0BaHWW JIEKAPCTBEHHOIO
npenapara;

6) nosnekwem 3a coboi ycTaHOBAEHME MHBanugHocTu Il rpynnbl, ogMH MUAAUOH pybneit Ha
Kak4,0ro nauyeHTa, y4acTBOBaBLLEro B KNIMHNUYECKOM UCCeA0BaHNM JIEKaPCTBEHHOrO Npenapara;

B) moBnekwem 3a coboit ycTaHoBAeHWe MHBanMaHocTw Il rpynnbl, NATLCOT ThicAY pybnen Ha
Kak4,0ro naupveHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCeA,0BaHNM IeKapCTBEHHOro Npenapara;

r) He noBaeKwem 3a cobon yCTaHOBNEHMA NHBANNAHOCTU, He Bosiee Yem TpuUcTa Tbicad pybnen Ha
KaXKAoro naumeHTa, y4acTBOBaBLUErO B KAMHWYECKOM MCC/eA0BaHUM NeKapCTBEHHOro npenaparta,
MUCXOA8 W3 HOPMATMBOB, OTPaKaloWMX XapaKTep M cTeneHb NOBpeXKAEeHUA 340pOBbA, a TaKXkKe
baKTMUEeCKM MOHECEeHHbIX NaLMeHTOM pPacxXo4oB, BbI3BaHHbIX MOBPEXAEHWEM 340pOBbA, Ha
MeANLMHCKYIO MOMOLLb, TpUobpeTeHne NekapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. YTpaTtnn cuny c 1 nons 2015 roga. - PegepanbHbiii 3aKoH o1 22.12.2014 N 429-93.

7. CpOK A0roBsopa obA3aTeNbHOro CTpaxoBaHNA HE MOXET 6bITb MeHee, 4emMm CpPOK nposeaeHunA
KIMHNYECKOTo nccnenoBaHMA NeKapCTBEHHOIO nNpenaparta.

8. Ycnoeusa poroBopa 06A3aTeNbHOro CTPaxoBaHMA, B TOM 4MCAe CTpaxoBble Tapudbl nNo
0653aTe/IbHOMY CTPaxOBaHWIO, NepeyYeHb HeobXoAMMbIX AOKYMEHTOB ANA OCYLWECTBNEHWUA CTPAXOBOW
BbINNaTbl, MOPALOK YCTAaHOB/EHWA CTpaxoBaTesemM MWHAMBUAYANbHOrO MAEHTUPUKALUMOHHOIO Koaa
naupyeHTa, NopagoK MHGOPMUPOBAHMA CTPAXOBATENEM CTPAXOBLLMKA O NPUBAEUYEHHDBIX K KNMHUYECKOMY
NCcCNea0BaHMI0 IEKApPCTBEHHOTO Mpenaparta ANs MeAMLMHCKOro NPUMMEHEHMA NaumeHTax, NopsaoK
ynAaTbl CTPaxoBOM NpeMuun, NopPAAOK peannsaumm onpegeneHHbiX HacToawmm deaepasnbHbiM 3aKOHOM
n apyrummn deaepanbHbiMM 3aKOHaMM NpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06A3aTeNbHOro
CTPaxoBaHMA, a TaKXKe HOPMAaTWUBbI, OTPaKalolWMe XapaKTep W CTeneHb MNOBPEXAEHWA 340PO0BbA,
YCTaHaBAMBAIOTCA TUMOBLIMM NPaBuaamMmm 06A3aTeNbHOro CTPAaxoBaHMA.

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9.B cny4vyae npuynHeHnAa speda Xn3HM nayneHTa, y4actBoBaBLlIEro B KIMHNYECKOM UcCcnegoBaHnn
NeKapCTBEHHOro npenapara, BbIFOLI,OI'IpVIO6p6TaTe}'IﬂMM no Aaorosopy obnasaTenbHOro CTpaxoBaHUA
ABNAKOTCA rpaxXgaHe, Mmerwuine npaso Ha BO3MelleHMe Bpeaa B Clyd4ae CMEPTU KOopMUibua B
COOTBETCTBUU C rpa*XAaHCKMM 3aKOHOAATE/NIbCTBOM, NPUN OTCYTCTBUU TaKUX Fpa*KdaH - poaAUTENN, CYNPYT,
AeTn ymepuwero nauueHTa, y4yacTtBoBaBLWIEro B KAWHUYECKOM WUCCeaoBaHWWN N1eKapCTBEHHOIO
npenapata, B C/ly4ae CMeEpPTU MNauueHTa, Yy4yacTBOBaBWIEro B KJAMHUYECKOM UCCneaoBaHUn
NeKapCTBeHHOro npenaparta U He MMeBLUENr0 CaMOCTOATE/NIbHOIoO A0X0oA4a, - rpaxKdaHe, Ha UXANBeHUU


https://login.consultant.ru/link/?req=doc&base=RZB&n=482692&dst=101077
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100650
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100652
https://login.consultant.ru/link/?req=doc&base=RZB&n=169970&dst=100008
https://login.consultant.ru/link/?req=doc&base=RZB&n=470144&dst=100653
https://login.consultant.ru/link/?req=doc&base=RZB&n=449455&dst=102701

KOTOPbIX OH HaxoAu/cA, B OTHOWEHMM BO3MELLEHWA PacxXo4oB Ha norpebeHne MaumeHTa,
Y4YaCTBOBABLUErO B KAMHUYECKOM MCCNeA0BaHUN IeKapCTBEHHOrO npenapara, - AnLo, NoHecllee Takme
pacxoapbl.

10. CrpaxoBaa BbliNjaTa B CYeT BO3MELWEHMA Bpeaa, MNPUYUHEHHOrO WU3HM NaAUMEHT],
y4acCTBOBaBLUEro B KAMHUYECKOM MUCCAeN0BaHUM NeKapCTBEHHOro npenapaTa, pacnpeaensaetca mexay
BbIro40MNPUOBpeTaTeN MU NPONOPLUOHANBHO X KONIMYECTBY B PaBHbIX 40NAX.

11. TMpwn HacTynNeHWM CTPAxoBOro C/Ay4as MaLMEHT, Y4acTBOBABLIMMN B  KAMHUYECKOM
UcCneaoBaHUM  NIeKApCTBEHHOrO  MpenapaTta,  BbirogonpuobpeTatens  BnpaBe  NpeabABUTb
HenocpeaCcTBEHHO CTPAXOBLUMKY TpeboBaHWe 0 BO3MELLEHUN NPUUNHEHHOTO Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNAETCA CTPAXOBLIMKOM B TeYEeHMe TpuALATU AHEeW CO AHA NpencTaBieHuMA HeobXoauMbix
[OKyMeHTOB. auMeHT, y4acTBOBABLUMIA B KAMHUYECKOM MUCCAEeA0BaHUM NIEKapCTBEHHOrO npenapaTa,
unn Bbirogonpuobpertatenb 06A3aH COOBLWNTL CTPAXOBLUMKY ANA OCYLLECTBIEHUA CTPAXOBOW BbINAaThI
WHOAVBMAYANbHbIN  MAEHTUOUKALMOHHBIM  KOA  NauMeHTa, YCTAHOBJEHHbIM  CTpaxoBaTenem B
COOTBETCTBUM C TUMNOBLIMW NPaBUAAMM 06A3aTEIbHOrO CTPAXOBaHWA.

12. [lo nonHoro onpegeneHva pasmepa nNoserkalero BO3MELLEeHMIO Bpeda CTPaxOBLIMK MO
3aAB/IEHMIO NaUMEHTa, y4acTBOBABLUErO B K/IMHUYECKOM MCCNefOBaHUM JIEKAaPCTBEHHOrO npenapara,
WAW  33ABNEHUIO  BbIrogonpuobpeTaTens BMApaBe OCYWECTBMTb 4YacTb  CTPaxoBOM  BbIMAATHI,
COOTBETCTBYHOLLYIO GAKTUUECKM OnpeneneHHON YacTu NPUYNMHEHHOIO Bpeaa.

13. CTanOBaFI BbiNns1aTa B COOTBETCTBMM C O0roBopom 06A3aTeNbHOro CTpaxoBaHWUA
ocywecrBnAaeTca He3aBUCMMO OT BbinaaT, NPUYNUTAOLWNXCA NO APYTrMM BU4am CTPaxoBaHUA.

14. He AonyCKaetca y4dactme nauueHta B NpoBeaAeHUUM KAMHUYECKOro wmccnengoBaHumA
NEeKapCTBEHHOro npenapata Npun oTCyTCTBUKU A0roBoOpa obA3aTenbHoOro CTpaxoBaHUA.

15. KoHTponb 3a WMCNOJSIHEHMEM OpraHusaumer, MNosyyMBlLIE paspelleHne Ha OpraHM3auumio
NpoBeAEeHNs  KAMHWYECKOro UCCNeAOBaHUSA  /IeKapCTBEHHOrO npenapata  Aada  MeaMUMHCKOTo
NPUMEHEHWs, YCTaHOBNEHHOM HACcTOAWEN cTaTbeit 0653aHHOCTM NO 06s3aTe/IbHOMY CTPaxoBaHMUIO
KM3HM, 340POBbA NaUMEHTa, Y4yacTBYlOLWEro (y4yacTBOBaBLUErO) B KAMHWMYECKOM MCCNeAoBaHUK
NNeKapCTBEHHOrO  nNpenapaTa,  OCYLLEeCTBAAETCA  YMNO/JHOMOYEHHbIM  deaepanbHbiM  OpraHom
WCMONHWUTENLHON BAACcTW, BbIZABWMM paspelleHMe Ha NpPoBeAeHWE KAMHUYECKUX WUCCef0BaHuiA
NeKapCTBEHHbIX NPenapaToB 418 MeAUUMHCKOTo NpUMEHeHUs.

Fnaea 8. MIPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtba 45. Mpou3BoACTBO NEKAPCTBEHHDbIX CPEACTB

1. Mpon3BoACTBO NIEKAPCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBATb TpeboBaHMAM MpaBun
Hagne)alle NpoM3BOACTBEHHOM MPAKTUKK, YTBEPKAEHHbIM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCNoNHUTENbHOWN BAAcTU. OCOBEHHOCTU Nepexosa NPOU3BOACTBA OTAE/NbHbLIX EKAPCTBEHHbIX
CPeACTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAHUSAMM NPaBU HaAeXKalLen NPOM3BOACTBEHHOM
NPaKTUKN ycTaHasamsatoTcA [MpasButensctBom Poccuiickon Pegepaumn. Bbigada 3akntodeHWn o
COOTBETCTBUM  NPOU3BOAMTENS  NIEKAPCTBEHHbIX CPeacTB TpebOoBaHMAM MNpaBWUA  Haa/exallel
NPOW3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3y/sbTaTaM WMHCMEKTMPOBaHWA MNPOM3BOAUTENEN
NeKApCTBEHHbIX CpeacTB B MNOpAAKe, yCTaHOBAeHHOM [lpasButenbctBom Poccuiickon ®depepaumu.
Pasmep nnatbl 3a Bblgayy 3aKAOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA JIEKAPCTBEHHbLIX CPeacTs
TpeboBaHMAM MpPaBUA HaA/eXKallell NPOM3BOACTBEHHOM MPAKTUKM ycTaHaBAuBaeTca paBuTenbcTBOM
Poccuiickon ®epepaunn. MNopAagoK opraHM3auMn M NPOBEAEHUA MHCMEKTUPOBAHWA Npou3BOAUTENEN
NEKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpPebOoBaHMAM MpaBMA Haa/NeXKallel MNpoM3BOLCTBEHHOW
NPaKTUKKN ycTaHaBamBaeTca MNpasutenscteom Poccuitickont Pepepaunu.

(8 pea. ®epepanbHbix 3aKkoHOB OT 25.06.2012 N 93-d3, o7 22.10.2014 N 313-d3, o1 22.12.2014 N 429-
®3)
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2. TMNpou3BoACTBO /leKapCTBEHHbIX cpeacte B Poccuitckon Pepepaummn  ocywecTBaseTcs
NPOU3BOAUTENAMM NEKAPCTBEHHDbIX CPEACTB, UMEIOLWNMM INLEH3UIO HA NPOMU3BOACTBO /IEKAPCTBEHHbIX
cpeacts. [MoaTBeprKAeHME COOTBETCTBUA JNLEH3MaTa NpaBuaam Hagsexallen npousBoACTBEHHOM
NPAKTUKN OCYLLLECTBASAETCA B PaMKax NNLEH3MOHHOIO KOHTPOAA B COOTBETCTBMMU C 3aKOHOAATENLCTBOM
Poccuiickoit Pepepaumm c ydeTom 0CObEHHOCTEN, YKa3aHHbIX B YacTM 1 HAacToALLEN CTaTby.

(8 pen. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, 01 22.12.2014 N 429-d3)

2.1. Ana ueneit NMLEH3NMPOBAHMA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB ANA MEeAUUMHCKOro
NPUMEHEHUNA U MHCNEKTMPOBAHUA CyOBHEKTOB 0bOpalleHUs /IeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  MpaBuMA  HaA/Nexallen NPOU3BOACTBEHHOM  MNpPaKTUKM  dedepanbHbii  OpraH
WUCMOJIHUTENIbHOW  BNACTW, OCYLLECTBAAIOWMIA  TOCYAaPCTBEHHYIO  PErncTpaumio  JIeKapCTBEHHbIX
npenapaTos A8 MeANUMHCKOTO NPUMEHEHUS, NpeaoCcTaBaseT peaepasbHOMY OpraHy UCMOAHUTEIbHOM
B/1IACTU, ocywecTaatowemy desepanbHblii rocyaapcTBEHHbIA ANLEH3NOHHBIN KOHTPO/Ib AeATeIbHOCTH
Nno NpPou3BOACTBY JIEKAPCTBEHHbIX CPEACTB ANA MEAULMHCKOTO NPUMEHEHMA, NO ero 3anpocy B pamKax
MEBeOMCTBEHHOIO MHPOPMALMOHHOIO B3aMMOLENCTBMA B NOPALKE, YCTaHOB/EHHOM deaepanbHbIiM
OpPraHoOM UCMNOJIHUTE/IbHOW BNACTU, OCYLLECTBAAIOLLMM JIMLLEH3NPOBAHNE MPOU3BOACTBA /IEKAPCTBEHHbIX
CPeAcTB AN MeAMUMHCKOrO MNpUMeEHeHus, U deaepanbHbIM OPraHOM WCMOAHUTENIbHON BAacTHy,
OCYLLECTBAAIOWMM TOCYLAPCTBEHHYIO PErncTPaLLMio IeKapCTBEHHbIX MpernapaToB A1A MeLUUMHCKOro
NpUMeEHeHWs, creayrolme CBEAEHUSA O IEKAPCTBEHHbIX CPeACcTBax (B TOM yuc/ie B C/lydae, ec/im Takue
CBEAEHMSA COCTABAAOT KOMMEPYECKYIO TalHY):

1) B OTHOLWEHUU PpapMaLeBTUUYECKOMN cybCcTaHLMK UK papMaLLeBTUYECKUX CyBCTaHLUMIA, BXO AALLMX
B COCTaB JIeKapCTBEHHOro npenapaTa (3a uckadeHnem GapmaueBTUYECcKUX cybcTaHUUM, BKAKOYEHHbIX B
rocyapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbeld 34 HacToALLero
depnepanbHOro 3akoHa):

a) HaumeHoBaHMe dapmMaLEeBTUYECKOM CyDOCTaHLMMN, ee CTPYKTypa, obLime CBOMNCTBa;
6) HauMeHOBaHWe W afpec NPOU3BOANTENS;

B) TEXHO0rMA npon3soacrtea C onNCaHMem CT3,£I,VII7I npon3soacTBa U MeTo40B KOHTPOA Ha BCEX
CTaamnax nponssoacTsa,

r) onucaHue pa3paboTKu npouecca NPoM3BOACTBA;

[) onucaHne KOHTPOANA KPUTUYECKMX CTaaniA NPON3BOACTBA U NPOMENKYTOYHOW NPOAYKLMUY;
€) AOKyMeHTalbHOE NOATBEPXKAEHME (BanmaaLma) NpoL,eccoB U (MAn) nx oLEeHKa;

) CBOMCTBa M CTPYKTYpa AelCTBYIOLLMX BELLECTB;

3) XapaKTepucTuKa npumeceis;

n) cneundmKaums Ha papmaueBTMUECKYIo cybcTaHUMIo U ee 06OCHOBaHME;

K) aHanuMTUYeCcKMe MEeTOAMKW, WCMOoNb3yemMble MNPW  OCYLLECTBJEHUN KOHTPOAS KayecTBa
dbapmaLeBTMYECKOM CybCcTaHUMW;

I'I) AOKYMeHTa/IbHOE noarBepxXaeHue (Banwp,au,m) dHaMIUTUHECKNX MEeTOOUNK, NCNOJIb3yeMbIX MpPw
OCYyLLECTBNIEHUN KOHTPOIA Ka4eCTBa d)apMaLI,EBTMLIECKOﬁ Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaNn3a cepuit bapmaLeBTMYECKoM cybCcTaHLmK;

H) nepevyeHb CTaHAAPTHbIX 06pa3LI,OB NN BELWECTB, NUCNOJIb3yeMbIX MPU OCyLLeCTBNEHNN KOHTPOA
Ka4yecCTBa,

0) ONnnCaHne XapaKTepnuctnk 1 CBOWCTB YNaKOBOYHbIX MaTepMnaoB N YKYNOPOYHbIX CPEACTB,;
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n) AaHHblE O cTabUNbHOCTM hapmMaLeBTUYECKOM CybCTaHLMK;
p) CPOK rogHOCTY;

2) B OTHOLLEHUN papmaL,eBTUYECKUX CybCTaHLMIA, BXOAALLMX B COCTAB IEKapCTBEHHOro npenapara
M BKIHOYEHHbIX B FOCY4ApCTBEHHbLIN PEECTP JIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM CO CTaTben 34
HacToswero PenepanbHOro 3akoHa:

a) HaumeHoBaHMe dpapmaleBTUYECKOM cybCcTaHL MK, ee CTPYKTypa, obline CBONCTBa;
6) HaumeHoOBaHMe 1 afpec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHa/IM3a cepuit dapmau,eBTUYECKOM cybCTaHuuuy;

r) CPOK roAHOCTY;

3) B OTHOLLEHWU IeKAPCTBEHHOTO NpenapaTa 418 MegUUUMHCKOTO NPUMEHEHUSA:

a) onuvcaHMe 1 CoCTaB JIEKAapPCTBEHHOrO NpenapaTa A1 MeANLUUHCKOTO NPUMEHEHUS;

6) onucaHve dapmaLeBTUYECKOM pa3paboTkn (obocHoBaHMe BblibOpa cocTaBa, NepPBUYHON
YMaKoBKU);

B) TEXHO0rMA npon3soacrtea C onNNCaHnem CTa,D,MVI npon3soacTBa U MeTo40B KOHTPOA Ha BCEX
CTaanAax npons3BoAacCTBa,

F) onncaHme KOHTPONA KPUTUYECKUX CTa,D,Mﬁ npouecca npoussoacrea u npomemyTquon
npoayKumm;

[) HaMMeHoBaHMe M afpec MecTa OCYLLEeCTBNEHUA NPOU3BOACTBA /IeKapCTBEHHOro nNpenapaTa AN
MeANUMHCKOTO NpUMeHeHuA (B c/lydae HaNuuMA HEeCKOJbKMX Y4aCTHWMKOB Npolecca NpousBoACTBa
YKa3bIBaETCA KaKAbli N3 HUX);

e) papmaLeBTMYECKan COBMECTUMOCTb;

) MUKpoBUONOrMYyecKme XapakTepuUcTUKK;

3) MaTepuanbHbIit 6anaHc ANA NPOU3BOACTBA CEPUM FOTOBOrO NPOAYKTA;

1) onucaHne XxapaKTePUCTUK U CBOCTB YNAaKOBOUYHbIX MaTepmnanos 1 YKYNOPOUYHbIX CPeacTs;

K) 4OKYMeHTaNbHOe NoaTBepKaeHue (Banmaaums) npoLeccos NPoM3BOACTBA U (MAKN) UX OLLEHKa;
N) TpeboBaHMA K Ka4ecTBy BCMOMOraTe/ibHbIX BELLECTB;

M) aHaAnTnyecknme MeToaunkn, ucnosibdyemble nMNpn OCyWECTBNIEHUU KOHTPO/A Ka4decCTBa
BCNOMOraTe/ibHbIX BELWECTB,

H) AOOKYMEHTa/ZIbHOE noAaTBepxgeHne (Banmp,au,m) dHA/IMTUYECKNX METOAUK, NCMOJIb3yeMbIX NpuU
OCyLLEeCTBNIEHUN KOHTPO/IA Ka4eCTBa BCMNOMOraTe/ibHbIX BELWECTB,;

0) MHd)OpMaLI,MFI 06 MCNO/Ib30BaHUM BCMOMOraTe/IbHbIX Belwecrts 4enoseyeCckoro m XMBOTHOIo
NPOUCXOXKAEHUA,

I'l) MHd)OpMaLI,MFI 06 UCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLllecTsB,

p) TpeboBaHMA K KayecTBy /IeKapCTBEHHOro npenapata AAf MeAMUMHCKOTO MpUMeHeHMUs
(cepTuduKaT, cneunduKaLma Ha NEKaPCTBEHHbIM NpenapaT U ux obocHoBaHue);



C) aHaNuTUYecKMe METOAMKMW, WCMNOo/b3yeMble MPU  OCYLLECTBIEHUM KOHTPOAA Kauvecrsa
NleKapCcTBEHHOro npenapara A8 MeAuLUUMHCKOro NPUMEHEHUS;

T) AOKYMeHTanbHOe noAaTeBep:aeHue (Bannaauma) aHaaMTUYECKMX METOAMK, UCMOb3yeMbIX Mpu
OCYLLECTBNEHMN KOHTPO/IA KauecTBa JIeKapPCTBEHHOrO NpenapaTta 419 MeAUUMHCKOTO MPUMEHEHUS;

Y) pe3ynbTaTtbl aHa/IM30B CEPUIA IEKAPCTBEHHOTO NpenapaTta g8 MegULUHCKOTro NPUMEHEHUS;
) XapaKTepucTnka npumeceis;

X) nepeyeHb CTaHAAPTHbIX 06pPa3LOB, MCMOb3YEMbIX NMPU OCYLLECTBAEHUN KOHTPOAS KadyecTsa
JleKapCTBEHHOro npenapaTa 418 MegUUUHCKOro NPpUMEHEHUS;

L) AaHHbIE 0 CTabMNBbHOCTM IEKAPCTBEHHOIO NpenapaTta 418 MEAULNHCKOTO NPUMEHEHMUS.
(4actb 2.1 B pea,. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. Tpou3BOACTBO /IEKAPCTBEHHbIX CPEACTB OCyLlecTBaseTcas ¢ cobnogeHvem TpeboBaHMit
NPOMbILWNEHHOrO  PerfiameHTa,  KOTOpbl  YTBEPNKAAEeTCA  PYKOBOAMTENeM  MPOW3BOAMTENS
NNeKapCTBEHHbIX CPEACTB M BK/OYaeT B cebs nepeyeHb NCnosibyemblx GapmaLeBTUUECcKUX cybcTaHumi
M BCMOMOTaTe/IbHbIX BELECTB C YKa3aHMEM KOJIMYECTBA KaXKAOro U3 HUX, AaHHble 06 MCMosb3yeMom
060py0BaHNKN, OMUCAHUE TEXHONOTMYECKOro MpoLecca M MeTOLOB KOHTPO/S Ha BCeX 3Tanax
NpPOW3BOACTBA SIEKAaPCTBEHHbIX CPEACTB.

4. Tpu npou3BOACTBE JIEKAPCTBEHHbLIX MPENapaToB AAs8  MEeAMUMHCKOro MnpuMeHeHun
ncnonbaytoTea papmauesTUYeckme cybcTaHUMKM, CBeAEHUA O KOTOPbIX COAEPrKaTCA B roCyAapCTBEHHOM
peecTpe NeKapCTBEHHbIX CPeACcTB AN MEeAMLMHCKOro nNpumeHeHua u (Mnu) eanHom peectpe
3apervcTpmpoBaHHbIX IEKAPCTBEHHbIX CPeacTB EBPasMnCKOro 3KOHOMUYECKOro COH03a, 33 UCKNOYEHUEM
dbapmaLeBTMYECKMX cybCTaHUMNIM, MPOU3BOANMBIX AN1A NPOBEeAEHMA KANHUYECKUX UCCNen0BaHNM u (Maun)
ana 3KkcnopTa. [pu NpPouM3BOACTBE JIEKAPCTBEHHbIX CPeACTB AN BETePUHAPHOro MNpUMEHeHUs
ncnonbaytotea GapmauesTUYecKme cybcTaHUMKM, CBEAEHUA O KOTOPbIX COAEPrKaTCA B rocyAapCTBEHHOM
peecTpe NIeKapCTBEHHbIX CPeacTB A/ BETEPUHAPHOrO NPUMEHEeHMs, U (UnK) rocysapcTBEHHOM peecTpe
NIEeKApCTBEHHbIX CPeAcTB AN MeAWMUMHCKOro  MpUMEHeHua, U (uan)  eguMHom  peectpe
3aperucTpmpoBaHHbIX BETEpPUMHApPHbIX JIEKAPCTBEHHbIX MNpenapaTtoB EBpa3sniACKOro 3KOHOMMYECKOro
cot3a, U (MAK) eguMHOM peecTpe 3aperMcTpMpPOBaAHHbIX NEKapCTBEHHbIX cpeacTB EBpasuiickoro
3KOHOMMYECKOro CO03a, 3a MCKAloYeHMeM dapmaueBTUYECKUX cybCcTaHuMiA, NPOM3BOAMMbIX AONS
NPoBeAEHNA KAWHUYECKMX wuccnegoBaHuin u (Mnu) ana askcnopta. K npoueccy npoussBoacTBa
dapmaLeBTMYECKOM cybCcTaHUMM OTHOCATCA /tobble CTagMm TEXHOOMMYECKOro npouecca, No3sonstowme
NnoJly4nTb rOTOBbIM MPOAYKT, COOTBETCTBYIOWMI TpeboBaHUAM dapmMmaKonenHoW cTaTbM, B TOM 4ucne
depmeHTaums, SKCTPaKLMA, OUMCTKA, BblAeNEHUE, MEPEKPUCTANINZALMA, BbICYLUMBAHNE, U3MEJIbYEHME.
B cnyyae HeobxoAMMOCTM WMCMONb30BaHMA 3TUIOBOrO CNMpTa, B TOM uucie dapmaueBTUYECKOM
cybcTaHUMM cnupTa 3TUNOBOro (3TaHoMa), NpUM MPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTse
OENCTBYIOLLErO U (M1M) BCNOMOraTe/IbHOro BELLECTBA, a TaKKe B UHbIX TEXHONOMMYECKUX Lenax A0NKHa
6bITb MCNONb30BaHa TO/IbKO papmaleBTUYecKan cybcTaHumMA cnmMpTa 3TUI0BOrO (3TaHoN).

(B peq. PegepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-®3, o1 27.12.2019 N 481-
®3, 01 24.07.2023 N 341-93)

4.1. MNepeyeHb NEKapCTBEHHbIX NpPenapaTtoB ANA MeAULMHCKOrO MPUMEHEHWUA, B OTHOLLIEHUMU
KOTOpPbIX YyCTaHaBAMBatoTca TpeboBaHWA K oObemy Tapbl, YNaKOBKE WM KOMMJAEKTHOCTM, NepeyeHb
NIEeKAPCTBEHHbIX  MpenapaTtoB ANA  BETEPUMHAPHOTO  MNPUMEHEHMsA, B  OTHOLEHMW  KOTOPbIX
yCTaHaBAMBalOTCA TpeboBaHUA K 06beMy Tapbl, a TaKkKe TpeboBaHMs K 06bemMy Tapbl, YNaKoBKe U
KOMM/IEKTHOCTM JIEKAPCTBEHHbIX NPENapaToB A8 MEAULMHCKOIO NpMMeHeHMUA, TpeboBaHUA K o6bemy
Tapbl  JIeKapCTBEHHbIX  MpenapatoB  AnA BETEPMHAPHOIO  MPUMEHEHMUA onpeaenatoTca
COOTBETCTBYIOLWMMUN  YNOJHOMOYEHHbIMN  defepanbHbIMU  OpraHaMM  UCMNOAHUTENbHON BAacTM B
nopazke, yctaHoBneHHom lNpasuTtenscteom Poccuiickon depepauymm.

(4acTb 4.1 B pea. depepanbHoOro 3akoHa ot 14.12.2015 N 374-93)
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4.2. OpraHusauun, ocyllecTBaslolmMe MPOM3BOACTBO ¢dapmMaleBTUYeckolr cybctaHumMM cnupTa
3TMNI0BOro (3TaHoNAa) ANA MPOM3BOACTBA CMMPTOCOAEPMKALUMX JIEKAPCTBEHHbIX MPenapaTtoB, 06sA3aHbl
OCYLLECTBAATL YYET B NOPALKE, YCTAHOBAEHHOM CcTaTbAMU 8 N 14 denepanbHOro 3akoHa oT 22 HoAbps
1995 roga N 171-®3 "O rocyaapcTBeHHOM peryanmpoBaHnmM Nponssoactsa U 0b6opoTa 3STUA0BOrO CANPTA,
a/IKOTO/IBHOM U CNMPTOCOAEp)KaLlel npoayKuMm M 06 orpaHuyeHun notpebneHus (pacnuTua)
aNKoronbHOM npoaykumn". Mpounssoactso hpapmalleBTUYECKOM CybCcTaHLMKU CnMpTa 3TUA0BOTIO (3TaHoNa)
OOMNYCKAETCA TOJIbKO OpraHM3auMelt, OCyLLeCcTBAAIOWEN NPOM3BOACTBO PEKTUGUMKOBAHHOIO 3TUI0BOIO
cnupTa M3 MULWLEBOTO CbiPpbA HA OCHOBAHMWU JIMLEH3UM Ha NPOU3BOACTBO 3TU/AOBOrO CAMpPTa ANA
npoussoacTBa ¢apmaueBTUYeCKoW cybcTaHUMM CnUpTa 3TU/IOBOTO (3TaHOMAa) B COOTBETCTBUU C
TpeboBaHMaAMKN DegepanbHOro 3akoHa OT 22 Hoabpsa 1995 roga N 171-®3 "O rocyaapCTBEHHOM
peryinMpoBaHMmM MNpPomM3BOACTBA M 060OpPOTa 3TUNOBOFO CMAMPTA, aNKOrO/IbHON M CNUPTOCOLEPMKALLEN
npoayKuMm u 06 orpaHuYyeHUn noTpebneHna (pacnuTus) anKorosbHOM npoaykuuun', meTogom
pa3BeaeHUs BOLOW OYMLLLEHHOWM TaKOro 3TUA0BOrO CNMPTA, NPOU3BEAEHHOMO AAHHOM OpraHM3aumen no
MEeCTY OCyLLEeCTBJAEHNA NPOM3BOACTBA PpapMaL,eBTUIECKOM cybCcTaHLMM CNUPTa 3TU0BOTO (3TaHONa).
(4actb 4.2 BBeaeHa deaepanbHbiM 3aKoHOM oT 03.07.2016 N 261-3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. NugmnBmayanbHble NpegnpuHUMaATENN U HOPUANYECKME NLA, OCYLUECTBAAIOWME 3aKYMKy U
ncnosb3oBaHne GapmaLeBTUYECKOW CyBCTaHLMM CNUpTa 3TUIOBOTO (3TaHONA), @ TaKKe NPOU3BOACTBO,
nsrotosneHve u (Mam) ob6oOpPoOT (33 WCKNKOYEHWEM PO3HWUYHOW MPOAAXKM) CNUPTOCOALEPHKALUMX
NIeKapCTBEHHbIX NpenapaTtoB, 06A3aHbl OCYWECTBAATb MX Y4eT U [eKNapupoBaHMe B MOpALKe,
YCTaHOBAEHHOM cTaTbaMM 8 U 14 depepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-93 "O
rocyapCTBEHHOM peryMpoBaHMM MNPOM3BOACTBA M 060pOTa 3TMNOBOrO CNMPTa, AJIKOFOJALHOW W
cnupTocoAepKallei npoayKuunm U 06 orpaHuyeHMM noTpebneHus (pacnuTua)  anKorosbHoW
npoaykumn".

(4acTb 4.3 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 29.07.2017 N 278-93)

4.4. TMpun npom3BOACTBE JIEKAPCTBEHHbIX MPEMApPATOB AAA BETEPUMHAPHOrO MNPUMEHEHUA
OOMNYCKAeTCA WCMNO/Ib30BaHWE MPOU3BEAEHHbIX ANA peanusaunn dapmaueBTUYECKUX CybCcTaHLUK,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbIN PEecTp SIEKAapPCTBEHHbIX CPeACTB YMNOJIHOMOYEHHbIM denepasibHbIM
OpPraHOM  MWCMONHWUTENbHOM B/ACTW, OCYLLECTBAAOWMM BeAeHMe T[oCyAapCTBEHHOrO peecTpa
NIeKapCTBEHHbIX CPeACTB ANA MeANLMHCKOrO NPUMEHEHUA.

(4acTb 4.4 BBeaeHa PeaepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)

5. 3anpeuwaeTtca NpomM3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, CBEAEHUA O KOTOPbIX He COAEp’KaTca B rocygapCTBEHHOM peectpe
NEeKapCTBEHHbIX CPeACTB A8 MEAMUMHCKOro NpUMEHeHWs, W (Man) rocyaapCTBEHHOM peecTpe
NEeKapCTBEHHbIX CPeACTB  A/NA  BETEPUMHAPHOrO  MPUMEHeHMA, W (Man)  eaMHOM  peecTpe
3aPErMcTPUPOBaHHbIX IEKAPCTBEHHDBIX CPeACTB EBPasMIiCKOro 3SKOHOMMYECKOro Coto3a, M (Maun) eguHom
peecTpe  3aperucTPMpOBaHHbIX  BETEPUHAPHbIX  JIEKApPCTBEHHbIX  npenapaToB  EBpasuitickoro
3KOHOMMYECKOro COH03a, 33 MCK/IOYEHMEM JIEKAPCTBEHHbIX CPeACTB, NPON3BOAMMBIX ANA NpOoBeaeHUs
KAMHUYECKUX UCCNEL0BAHUI MW ANA SKCNOPTa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) banbCcnPUUMPOBAHHbIX 1EKAPCTBEHHbIX CPEACTB;
3) NeKkapCcTBEHHbIX cpeacTs 6e3 MLEeH3MM Ha NPON3BOACTBO /IEKAPCTBEHHbIX CPeACTs;

4) NeKapCTBeHHbLIX CpeacTtB C HapyweHuem npasuai opraHunsaunm npomsBodcTtBa M KOHTPOAA
Ka4yecCTBa /IeKapCTBEHHbIX CPeACTB;

5) yTpaTtun cuny. - deaepanbHbiii 3akoH oT 27.12.2019 N 481-93;

6) cnupTocoaepXamx NeKapCTBeHHbIX MpenapatoB MO MeCTy OcyullecTB/1eHUA Npon3BoacCTBa
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dapmalleBTMYECKOWM CcybCTaHUMM CnMpTa 3TUAOBOrO (3TaHona) M (MAM) Mo MecTy OcylLlecTBAeHUs
npou3BOACTBa 3TU/IOBOTO CNMPTA;
(n. 6 BBeaeH deaepanbHbIM 3aKoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.

depepanbHbiM 3aKoHOM OT 22.12.2020 N 436-P3 c1. 14.1 ®3 o1 22.11.1995 N 171-P3 n3noxeHa B
HOBOW pepakuum, Hopma n. 1.1 ct. 14.1 ctapoi pegakumm ®3 cootseTcTBYeT Hopme n. 2 cT. 14.1
HOBOW pefaKLuu.

7) dapmaueBTMYecKo cybcTaHUMKM cnMpTa 3TMAOBOrO (3TaHona) u (Mau) cnupTocoaepyKaLimx
JIeKApCTBEHHbIX MpPenapaTtoB Ha OCHOBHOM TEXHOJOMMYECKOM 060pyAoBaHMM ANA NPOU3BOACTBA
3TUNI0BOrO CNMPTA, YKazaHHOM B nyHKTe 1.1 ctatbu 14.1 PepepanbHOro 3akoHa ot 22 HoAbpA 1995 roaa
N 171-®3 "O rocypapCTBEHHOM pPEry/JMpoBaHUM NpPomM3BOACTBA M obopoTa 3TUIOBOrO CRAMPTa,
a/IKOTO/IbHOM U CNMPTOCOAEpXKalleld NpoayKuMM M 06 orpaHudeHun noTtpebneHua (pacnutus)
aNKorosibHOM NpoayKLmn".

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

6. Mpun BBOAE /EKAPCTBEHHbIX CPeaCTB B rpaxK4aHCKMM 06OpOT YMNOJHOMOYEHHOE /MLO
NpPou3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBUA IEKAPCTBEHHbIX
cpencTe TpeboBaHMAM, YCTAHOB/IEHHbIM MPU UX FOCYAAPCTBEHHOM perucTpaumm, U rapaHTUpyeT, yYTo
NleKapcTBEHHbIe cpeacTBa MNPOW3BEeAEHbl B COOTBETCTBMM C TpebOoBaHMAMM NPaBUN Ha4fieKallen
NPOU3BOACTBEHHOMN NPAKTUKMN.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. YNO/IHOMOYEHHbIM INLOM NMPOM3BOAMUTENA IEKAPCTBEHHbIX CPEACTB ABASETCA ero pPaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YMOJIHOMOYEHHbIM defepasibHbiM OPraHOM UCNOJHUTENbHOW BAACTU
nopsaKe U MMerLnin cTaxk paboTbl He MeHee Yem NATb J1IeT B 061acTU NPou3BoAcTBa M (MAK) KOHTPOAA
KauecTBa JIEKAapCTBEHHbIX CPEACTB, Bbicllee 06pasoBaHME COOTBETCTBEHHO MO OAHOM U3
cneumwanbHoctelr u  (MAK) ogHOMY M3  HanpaBAeHUMA MNOAFOTOBKM: 6uonorus, 6uoTexHonorus,
BETEPUHApUA, BETEPUHAPHO-CAHUTApPHAA 3SKCMepTU3a, K/AWMHMYECKas MeguuMHA, paanaunoHHas,
XMMMyeckan u buonoruyeckas 3awmta, dapmaums, dyHoamMeHTanbHas MeguuMHa, XMMUYecKas
TEXHONOMNA, XMMMUS.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-d3)

8. MNpoun3BoguTeNn NeKapcTBEHHbIX CpeacTs (3a UcKkAoYeHMem $apmaL,eBTUUECKOM CybCcTaHLMM
CNMpTa 3TUNOBOrO (3TaHOMA) MOTYT OCYLLECTBAATL NPOAAMKY IeKapPCTBEHHbIX CPeACTB UM NepesaBaTb UX
B YCTaHOB/IEHHOM 3aKoHO4aTeNbCTBOM Poccuiickon Peaepaumm nopagke:

(8 pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYrMM nNpon3soanTenam NeKapCTBEHHbIX CpeacTs ANA NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB;
2) opraHunsaumnam onToBOM TOPros/in NeKapCTBeHHbIMU CpeaACTBaMMU,

3) anTe4YHbIM OpraHuM3saunAm, BeTEPUHAPHbIM anTe4YHbiIM OpraHunsaunam, HMHAUBUAYA/IbHbIM
npegnpuHnmaTtenam, MMmerwmm AnMueH3N0 Ha d)apMaLI,EBTM‘-IECKyIO AeATenbHOCTb AN NNUEH3NIKO Ha
MeOgNUNHCKYO 0eATE/IbHOCTb,

4) Hay4YHbIM OpraHu3aUMAM A41A HayYHO-UCCNe0BaTeNbCKOM PaboThl;
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MegNUnNHCKMM OpraHn3aumnam 1 BeTepmHapHbIM OPraHM3aunAMm,

6) OopraHn3aumam n mHAMBUAYyalbHbIM nNpeanpuHMMmaTenam, OCyLleCTBAAWMM pa3BeaeHue,
BblpallinBaHMe WU coaepxaHune MXUBOTHbIX (33 UCKNKOYeHMnem npoaaxun um cbapmau,esmqecxmx
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cybCcTaHUMI UK UX Nepeaadn);
(n. 6 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) vcnbiTaTeNbHbIM NabopaTopmaM (LeHTpam), NPOBOAALLMM WCMbITaHUA B 061aCTU KOHTPO/IA
KayecTBa JIEKAPCTBEHHbIX CPEeACTB, aKKpegMTOBAaHHbIM B COOTBETCTBMM C 3aKOHOZATE/IbCTBOM
Poccuiickon Pepepaumm 06 akkpegmTaLmMmn B HaLMOHaNbHOM CUCTEME aKKpeaUTaLmK.

(n. 7 BBeaeH depepanbHbim 3akoHOM oT 04.08.2023 N 428-03)

9. MpowussoauTtenu dapmaLeBTUYECKOW cybCcTaHUUKM cnupTa 3TMAOBOrO (3TaHo/sa) o06A3aHbI
OCYyLLEeCTBAATL peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHoZaTenbcTBOM Poccuiickoit depepaymm
nopagke) <¢apmaueBTUYECKOW CybCTaHUMM  cnupTa  3TWIOBOrO  (3TaHosMa)  NpousBOgMTENsM
NIEeKapCTBEHHbIX  CPeACTB  ANA  NPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeACTB, MNPOM3BOAUTENAM
(n3rotoBUTENAM) MEAULMHCKUX U3AENUIA ANA NPOU3BOACTBA U U3rOTOB/IEHUA MeAULMHCKUX U3LENUN B
eMKoCTAX 06bemom He 6onee 1 nutpa u (Man) He meHee 1000 NMUTPOB, a OPraHU3aLMAM, YKa3aHHbIM B
nyHKTax 3 - 5 1 7 yactn 8 HacToALen cTaTbM, B Tape o6bemom He 6onee 1 anTpa.

(4acTb 9 BBegeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-03; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-®3, o1 04.08.2023 N 428-P3)

10. Peanusauua (nepepaya B YCTAHOB/IEHHOM 3aKoHogaTenbCTBOM Poccuiickon Pepepaumm
nopagke) dapmauesTUyeckon cybcTaHUMM CnUpTa 3TUAOBOrO (3TaHONa) OpraHM3auMAM ONTOBOW
TOProB/IY IEKAPCTBEHHbIMW CPEACTBAMM He A0MNYyCKaeTCA.

(4actb 10 BBegeHa PenepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3KkM dapMaLeBTUYECKOM CYOCTAHLLMM CIMPTA 3TUAOBOTO (3TaHO/1A) OCYLLECTBAAIOTCA C
cobnoageHnem TpeboBaHMUI, YyCTaHOBNEHHbIX ab3auem YeTBepTbiM MyHKTa 3 cTaTbk 9 PepepanbHOro
3aKoHa oT 22 Hosbpa 1995 roga N 171-®3 "O rocypapcTBEHHOM pPeryiMpoBaHUM MPOU3BOACTBA U
060poTa 3TWIOBOFO CMWMPTA, aJKOTO/IBHOM W CNMPTOCOAEPIKALEeN MNPOAyKUuMM M 06 orpaHuyeHun
notpebieHus (pacnuUTns) ankorosbHoOM npoayKumn'.

(4acTtb 11 BBeaeHa ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

CraTtbAa 46. MapKMpoOBKa NeKapCTBEHHbIX CpeacTs

1. NlekapcTBeHHble NpenapaTtbl, Npoleawne rocygapcTBEHHYI0 PErMcTpaumio B COOTBETCTBUM C
TpeboBaHMAMM HacToAwero denepasbHOrO 3aKOHA, 33 UCK/IOYEHMEM JIEKAPCTBEHHbIX Mpenaparos,
M3roTOB/IEHHbIX  aNTeYHbIMM  OPraHM3auMAMM, BETEPUHAPHBLIMKM  aNTeYHbIMM  OpPraHM3aLMAMM,
WHOMBMAYANbHBIMW  MPEANPUHUMATENS MW,  UMEIOWUMM  JIMLEH3UI0  Ha  dapmaueBTUYECKyto
[eATeNbHOCTb, A0/IXKHbI MOCTYyNaTb B 0bpalleHue, ecnu:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) Ha uX nepBUYHOM YMaKOBKe (3@ MCKAOYEHMEM MNEPBUYHOM YMAKOBKU JIEKAPCTBEHHbIX
PacTUTENbHbIX NPEMAPaATOB) XOPOLIO YMTAaEMbIM WPUHTOM Ha PYCCKOM A3blKE YKa3aHbl HAMMEHOBaHMWe
NleKapCTBEHHOro npenapata (MeXAayHapogHoe HenaTeHTOBaHHOE, WAM  FPYNNUMPOBOYHOE, WU
XMMUYECKOE, AN TOProBOe HaMMeHOBAHME), HOMEpP Cepun, AaTa BbINyCcKa (419 UMMYHOBMONOrMYECKUX
NIEKapCTBEHHbIX MPEnapaToB), CPOK FOAHOCTU, A03MPOBKA WM/IM KOHLEHTPauUmsa, obbem, aKTMBHOCTb B
eAMHNLAX AeACTBMA UM KONMYECTBO 4,03;

(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)

2) Ha ux BTOPWMYHOM (NOTPEBOUTENLCKOM) YNAKOBKE XOPOLWIO YMTaemMbiM WPUGTOM Ha PyCcCKOm
A3blKe YyKa3aHbl HAMMEHOBaHMeE IEKAaPCTBEHHOIO NpenapaTta (MeXayHapo4HOe HeMaTeHTOBAHHOE, UK
rPynnupoBOYHOE, WAM XMMUYECKOE W TOProBOE HAMMEHOBaHWSA), HAaMMEHOBaHME NpPoOU3BOAMUTENA
JIeKapCTBEHHOrO Npenaparta, HoOMep cepun, AaTa BbiNycKa (419 UMMYHOOMONOTMYECKUX NEKAPCTBEHHbIX
npenapaTtoB), HOMep PEerncTPaLMoOHHOro YAOCTOBEPEHMUA, CPOK FOAHOCTU, CMOCO6 NPUMEHEHMS,
[03MPOBKAa MM KOHLEHTpauus, obbem, akTMBHOCTb B eAMHULAX AENCTBUS AMOO KOAMYECTBO 403 B
ynaKoBKe, nekapcTBeHHaA Gopma, yCI0BMA OTMNYCKA, YCI0BUA XPaHEHUA, NpeaynpeanTesibHble Hagnucu.
(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)
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2. dapmaueBTHYeckne cybcTtaHUMM AO0/MKHbI NOCTYNaTbh B obpalleHne, ecim Ha UX MepBUYHOM
YNakoBKe  XOpOWO YuUTaemMbiM  WPNUGTOM HA  PYCCKOM  A3blKE  YKa3aHbl HauMMeHOBaHMWe
dapmaLeBTMYECKON cybCcTaHUMKM (meayHapoaHOe HenaTeHTOBaHHOe, WM FPynnMPOBOYHOE, WM
XMMUYECKoe W TOpProBoe HaMMeHOBaHMA), HauMeHOBaHWe npoussoauTens dapmaLeBTUYEeCcKon
cybcTaHUMKM, HOMep cepun U aaTa U3roTOB/AEHWUA, KOJIMYECTBO B YMAKOBKE UM eANHWLblI M3MEPEeHUs
KOJINYECTBa, CPOK FOAHOCTU U YC/IOBUA XPaHEHUA.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHble CPeAcTBa B Ka4yecTBe CbIBOPOTOK [OJ/KHbI MOCTynaTh B obpalleHue C
YKa3aHMeM }KMBOTHOIO, U3 KPOBMU, N1a3Mbl KPOBW, OPraHOB M TKAHE KOTOPOro OHM MOJYYeHbI.

4. Ha BTOpUYHYIO (MOTPebUTENBbCKYIO) YNAKOBKY JIEKAPCTBEHHBIX CPEACTB, NOJYYEHHbIX U3 KPOBM,
naasmbl KPOBM, OPraHOB M TKaHEeM YeNoBeKa, 401KHA HaHOCUTbCA Haanuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuTa C n NOBEPXHOCTHbLIN aHTUIEH BMpPYCa renaTtuTa B oTcyTcTByOT".

5. Ha nepBuYHYI0 YNaKoBKY 1 BTOPUYHYIO (NOTPEBbUTENbCKYIO) YNaKOBRY paanodapmaL,eBTUYeckmnx
NEeKAPCTBEHHbIX CPEeACTB A0/1XKEH HAHOCUTLCA 3HAK PagNaALMOHHOM ONACHOCTU.

6. Ha BTOpUUYHYIO (NOTPEBbUTENbCKYIO) YNaKOBKY roMeonaTUYecKnx NeKapcTBEHHbIX NpenapaTos
AO0/IXKHa HAaHOCUTbLCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpUYHYIO (NOTpebuTenbCcKylo) YNakoBKY NEKApPCTBEHHbIX PacTUTE/IbHbIX MpenapaToB
OO0/KHA HAHOCUTbCA Haanucb: "MpoayKuma npolwna pagmaLmMoHHbIA KOHTPOIb" .

8. Ha nepBUYHYIO YNaKoOBKY (€can AN 3TOro CyLecTByeT TEXHUYECKasn BO3MOXKHOCTb) U BTOPUYHYIO
(noTpebuTenbcKkyto) yNaKoOBKY J/IeKapCTBEHHbIX MpenapaTtos, npegHasHaydeHHbIX AN KAMHUYECKMX
nccnenoBaHuim, A0MKHA HAHOCUTBLCA Haanueb: "Ana KAMHNUYECKUX nccienosaHnin",

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

9. ¥Ynakoska NEeKapCTBEHHbIX Cpeancrts, npeagHasHa4Ye€HHbIX WCKAKYUTENIBHO AO1A4 3KCNOopTa,
MapKMNpyeTcAa B COOTBETCTBUMN C Tpe6OBaHVI‘r'IMVI CTpaHbl-MMnopTepa.

10. Ha TpaHCnopTHylo Tapy, KOTOopas He npegHasHayeHa gaa notpebutenei M B KOTOpylo
NOMELLEHO J/IeKapCTBEHHOE CPEeACTBO, AO/KHA HAHOCUTLCA MHPOPMaLMA O HaMMEHOBaHUM, Cepuu
NNeKapCTBEHHOIO CPeACTBa, AaTe BbIMYCKA, KO/MYECTBE BTOPWYHbLIX (NOTPEOUTENbCKMX) YNaKoOBOK
NeKapCTBEHHOrO CPeACTBa, NPON3BOANTENE IEKAPCTBEHHOIO CPEACTBa C YKa3aHMEM HaMMeHOBaHUA U
MECTOHaXOKAeHUA NPOM3BOAUTENA /IEKAapPCTBEHHOIO CpeacTBa (agpec, B TOM uyucae CTpaHa v (uam)
MEeCTO NPON3BOACTBA IEKAPCTBEHHOMO CPEACTBA), @ TAKKE O CPOKE roAHOCTM NEKAPCTBEHHOMO CPeAcTBa
M 06 YyCNnoBMAX €ro XpaHeHWs M NepeBO3KW, HeobxoAumble nNpeaynpeauTesbHble Hagnucu U
MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBMYHYIO YNAKOBKY M BTOPUYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPeacTB
AN BETEPMHAPHOIO NPUMEHEHUA A0/KHA HAHOCUTLCA HaanuUch: "[1a BeTepMHAPHOIo NpumeHeHna",

12. Ha BTOpUYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOrO npenapaTa HaHocUTCA
LUTPMXOBOW KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO SEQEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
U3 POCCUMNCKOW ®EAEPALNU
(8 pen. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 47. MNopAafoOK BBO3a JIeKAapCTBEHHbIX cpeacTB B Poccuiickyio Peaepaumio u BbiBO3a
NeKapCcTBeHHbIX cpeacTs U3 Poccuiickon Peaepauumn
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1. BBO3 neKapCTBEeHHbIX cpeacTtB B Poccuiickyio Peaepaumio OCyWEecTBASIETCA B MNoOpsaaKe,
ycTaHoBneHHoMm [pasutenbctBom Poccuiickon depepaumnm, B COOTBETCTBMU C aKTaMU, COCTaB/IAKOLLMMM
npaso Coto3a, n (nnn) 3akoHoaaTenbcTBOM Poccuiickon deaepalMm 0 TAMOXKEHHOM PEry/iMpoBaHnNN.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-®3)

KoHcynbTaHTlAOC: NpumeyaHue.

[o 31.12.2024 poccUiACKMM NPOU3BOAUTENAM Pa3peLleHo B YBEAOMUTE/IbHOM MOpAAKe BBO3UTb He
BHECEHHble B peecTp dapmaueBTMyeckue cybctaHUMM ANA BETEPUHAPHOFO MPUMEHEHUA AnA
MPOM3BOACTBA 3aPErnCTPUPOBAHHbIX NEKAaPCTBEHHbIX cpeacTB (MocTaHoBneHue lMpasutenbctea PO
o1 12.03.2022 N 353).

2. BBo3umble B Poccuitickyto denepalmio IEKAapPCTBEHHbIE CPeacTBa AOJMHbI COAEPKaATbCA B
rocy4apCTBEHHOM peecTpe NeKAPCTBEHHbIX CPeAcTB, WU eOUHOM peecTpe 3aperncTpuMpoBaHHbIX
NIeKapCTBEHHbIX  CpeAcTB  EBPAsMMCKOro  3KOHOMMYECKOrO  COl3a, WAM  eaAuMHOM  peecTpe
3aperucTpmpoBaHHbIX BETEPMHAPHbIX JIEKAPCTBEHHbIX NpenapaTtoB EBPa3sniiCcKOro 3KOHOMWYECKOro
coto3a.

(8 peq,. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 27.12.2019 N 462-®3, o7 30.01.2024 N 1-03)

3. JonyckaeTca BBO3 B Poccuitckyto denepaumio KOHKPETHOM MapTUK 3aperucTpupoBaHHbIX U
(nnn)  HesaperncTpMpoBaHHbIX NIEKAPCTBEHHbIX CPEeACTB, MNpefHa3sHayeHHbIX AnA pa3paboTku
JIeKApPCTBEHHbIX CPeacTB, NMPOBEAEHMA HAy4YHbIX M MHbIX UCCNeA0BaHUNA, MPOBEAEHUSA KANHUYECKUX
WUCCNefoBaHUIMA NeKapCTBEHHbIX MPenapaToB, NPOBEAEHMA 3IKCMEepPTM3bl JIEKAPCTBEHHbIX CPeacTs A
OCYLLLECTBNEHUSA FOCYAaPCTBEHHOW PerucTpaumm nam perucTpaLmm eKapcTBeHHbIX NpenapaTos uan gns
OKasaHMA MeAULMHCKON MOMOLUM MO KU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBAHWUM
paspelleHnn, BblAAHHOIO YNOJAHOMOYEHHbIM denepanbHbiM OPraHOM MCNOAHUTENbHOM BAACTU MO
3aAB/IEHMAM NUL, YKa3aHHbIX B cTaTbe 48 HacToAawero denepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aAB/IEHMA U MNPUHATME peleHMa O Bblgaye paspeleHMa Ha BBO3 KOHKPETHOW napTuu
3aperucTpmpoBaHHbIX U (MAKN) HE3apPEerncTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX ans
pa3paboTKM NIeKapCTBEHHbIX CPeacTB, MPOBEAEHMA Hay4yHbIX M WHbIX MCCAen0BaHUA, NpPOBeAEeHUS
KNAMHUYECKUX MUCCefoBaHUIM IEKAapCTBEHHbIX MPEenapaToB, NPOBeAEHUS IKCMEepPTM3bl JIEeKAPCTBEHHbIX
CpeacTB AnA OCYLWECTB/IEHWA TOCYyAapCTBEHHOW perncrpauum WAM pernctpauumn  IeKapcTBEHHbIX
npenapaTtoB WAW A1 OKasaHMA MeAMUMHCKOW MOMOLLM MO KM3HEHHbIM MOKa3aHMAM KOHKPETHOro
naumneHTa 1Mbo 06 oTKase B BblAaye YKa3saHHOMo paspeLlleHns NpomM3BoaATCA B CPOK, HE NPEBbILLAOLWNA
naTu pabounx gHen. MnaTta 3a BblAayy YKa3aHHOro paspeLleHns He B3MMaeTcs.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-$3)

3.1. Y1tpaTtun cnny ¢ 1 aueaps 2024 roga. - PeagepanoHbit 3aKoH 0T 27.12.2019 N 475-P3.

3.2. Jo 31 peKkabpsa 2024 roga AgonyckatoTca BBO3 Ha Tepputopuio Poccuiickoh deaepaumm u
obpaweHne B Poccuiickon Pepepaumm ¢ y4eTom OCOBEHHOCTeN, YCTaHOB/IEHHbIX [MpaBUTENbCTBOM
Poccuiickon depepaumn, 3aperucTpMpoBaHHbIX JIEKAPCTBEHHbLIX MNPenapaTtoB ANA MeLMULMHCKOro
NPUMEHEHMA B yNaKoBKax, NpeAHa3HAYeHHbIX A1 06paLleHMa B MHOCTPaHHbIX rocyAapcTBax, B Cayyae
AedeKTypbl /IeKapCTBEHHbIX NPenapaTtoB WM PUCKA ee BO3HWMKHOBEHWMA B CBA3M C BBEAEHUEM B
OTHOLWeHMn Poccminckon depepaumm OrpaHUYUTENBHBIX MEP SKOHOMMYECKOTO XapaKTepa npu ycioBuM
COOTBETCTBMS BBO3MMbIX JIEKAPCTBEHHbIX NpPenapaTtoB TPeOOBAHWAM, YCTAHOBAEHHbIM TMNpPU KX
perucTpaumm, 3a UCKIOYeHneM TpeboBaHUN K NEePBUYHOM YNAKOBKe, BTOPUYHOM (MOTpebutenbcKom)
YNaKOBKE, a TaKXKe MNpW HaanyMM Ha BTOPMYHOM (NOTPEOUTENbCKOM) YNaKOBKE NEKapCTBEHHbIX
NnpenapaToB, HAXOAALMXCA B ODOpaLLEeHUM, CAMOKIEALLENCs STUKETKM, codeprkallei nHbopmaumto o
NIeKapCcTBEHHOM NpenapaTe Ha PYCCKOM A3bIKe.

(4actb 3.2 BBegeHa PeaepanbHbiM 3akoHOM OT 26.03.2022 N 64-03; B pea. PeanepanbHOro 3akoHa ot
19.12.2022 N 519-93)

3.3. Jonyckatotca BBo3 B Poccuitickyto ®egepaumnto n obpauieHne B Poccuiickoit Pegepaumm c
yyeTom ocobeHHoCTEN, YCTaHOB/IEHHbIX MpaBuTENLCTBOM Poccuiickoit depepaumm,
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3aperucTpMpoBaHHbIX  OPUTMHaNbHbIX  OpdaHHbIX  NEeKapCTBEHHbIX  npenapatoB U (1aun)
BbICOKOTEXHOIOTMYHbIX /IEKAPCTBEHHbIX MNpenapaTtoB Aas MeAULMHCKOrO MPUMEHEHMA B TeyeHue
ABeHaauatTm MecaueB noc/ae Aatbl MX peructpaumm B Poccuitickon ®Pepepaumm B ynakoBKaXx,
npefAHasHayYeHHbIX A1a obpalleHnMa B WHOCTPAHHbIX FOCYAapcTBax, MNpW YC/IOBUM COOTBETCTBUS
BBO3MMbIX  /IEKAPCTBEHHbIX MpenapaTtoB A48 MeAUUMHCKOTO  MPUMEHEeHMA  TpeboBaHUAM,
YCTAHOBNEHHbIM MPU WX PEerncTpaummn, 3a WUcKaoUYeHnem TpeboBaHMM K MEPBUYHOM YMNAKOBKe,
BTOPUYHOI (NOTPebuTeNbCKOI) YyNaKoBKe, U NPU HaAUYMKU Ha BTOPUYHOM (MOTpebuTenbckoi) ynakoske
JIEKAapPCTBEHHbIX MNpenapaTtoB A/ MeAULMHCKOrO TMPUMEHEHUs, HaxoAswmxca B obpaleHuu,
CamMoKnesilenca 3TUKeTKM, codeprkalen wuHPopmaumilo O JIeKapCTBEHHOM npenapate  Aas
MeANLMHCKOTO MPUMEHEHUS Ha PYCCKOM A3blKe. B OTHOLWEHWM AaHHbIX IeKAPCTBEHHbIX NPenapaToB He
NPUMEHSIOTCA MOJIOXKEHUA YacTu 7 cTaTbM 9 M Yacteit 1 n 2 ctatbn 52.1 HacTosiwero ®enepanbHOro
3aKOHa.

(4actb 3.3 BBeageHa GegepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4. B Poccuiickyto degepaumio MOXKHO BBO3UTb JIEKAPCTBEHHble CPenCcTBa, KAYecTBO KOTOPbIX
noATBEPKAEHO  CepTUOMKATOM  NPOU3BOAUTENA  JIEKAPCTBEHHbIX  CPeAcCTB,  YAOCTOBEPAIOLWUM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeacTB TPeboBaHUAM, YCTaHOBNEHHbIM NPU UX PErUCTPaLMUK
WA NpoBeAeHUM NpoLenyp, CBA3aHHbIX C perncTpaumen.

(8 peq. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-d3)

5. 3anpeuwaetcsa BBo3 B Poccuinckyto Pegepaunto ¢anbcndmUMpPOBaHHbIX IEKAPCTBEHHbIX CPEACTB,
Hen06pOoKaYyeCcTBEHHbIX NEKAPCTBEHHbIX CPEeACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(8 peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

6. PanbcudUUMpoOBaHHbIE NeKapCcTBEeHHble cpeacTBa, HeAobpoKayecTBeHHble NeKapCTBeHHble
cpeAcTBa nogaexar UsbATUIO U Noc/eayowemy YHUUTOXEHUIO UK BbiBO3Yy U3 Poccunitickoint Pepepaumuy,
KOHTpadaKTHble NIeKapCTBEHHbIE CPeACTBA - U3BATUIO U NOCNEAYIOWEMY YHUUTOXKEHUIO. YHUUTOXKEHNe
UAn  BbiBO3 U3 Poccuitickon  degepaummn  panbCUPULMPOBAHHbBIX  NE€KAPCTBEHHbIX  CPEACTs,
Hen0bpPOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB, KOHTpadaKTHbIX  /IeKapCTBEHHbIX  CPeAacTB
OCYLLEeCTBASAeTCA 3a cyeT /iMua, OCYLEeCcTBMBLUErO WX BBO3. [lOPAAOK YHUUTOXKEHUA WU3bATbIX
banbcMdUUMPOBAHHBLIX NEKAapPCTBEHHbIX CPeacTB, HeAobpPOoKauyecTBEHHbIX /N1IeKapCTBEHHbIX CPeacTs,
KOHTPadaKTHbIX IeKapCTBEHHbIX CPeACTB ycTaHaBAnBaeTca MNpaButenbctBom Poccuiickoit deaepaumm.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Nwuua, ocywecTtsaawowme BBo3 B Poccuiickyto  ®depepaumto  dpanbcnduumpoBaHHbIX
NEKapCTBEHHbIX  CPeact8, HeAobpPOKAYeCTBEHHbIX  NEKAPCTBEHHbIX  CPEACTB,  KOHTPAadaKTHbIX
NeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickolt
depepaunm.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-$3)

8. BbIBO3 IeKapCTBEHHbIX cpeacTs M3 Poccuiickon Pepepaumm ocyLLecTBnaeTca B COOTBETCTBUN C
aKTamu, coctasaatowmmm npaso Coto3a, M (MAKM) 3akoHopaTenbcTBOoM Poccuiickolt Pepepaumm o
rocyfapcTBeHHOM peryanpoBaHMM BHELLHETOPrOBOW AeATE/IbHOCTY.

(4acTb 8 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. BBOA B rparkAaHCKMIA 0BOPOT IeKAPCTBEHHbIX NpPenapaTos A8 MeAULMHCKOrO NPUMEHEHMUS,
BBE3eHHbIX B Poccuiickyto depepaumio, ocywectsanetca ¢ cobatogeHnem TpeboBaHmii, yCTaHOBAEHHbIX
ctatben 52.1 HacToAwero PesepasbHOro 3aKoHa.

(4yacTb 9 BBeAeHa PenepanbHbim 3aKoHOM oT 28.11.2018 N 449-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Y. 10 cT1. 47 He pacnpoCcTpaHAETCA Ha CEPUN NEeKAPCTB ANA BETEPUHAPHOro NpUMEHEeHUsn, BBeAEeHHbIe
B rparkgaHckmin obopoT ao 01.09.2023, KoTopble NoanerkaT NPUMEHEHUIO A0 UCTEYEHUA CPOKa UX
rogHocTu (®3 o1 02.07.2021 N 317-®3).


https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100382
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100828
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100384
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100829
https://login.consultant.ru/link/?req=doc&base=RZB&n=362650&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100830
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100831
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100385
https://login.consultant.ru/link/?req=doc&base=RZB&n=482700&dst=100420
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100386
https://login.consultant.ru/link/?req=doc&base=RZB&n=312097&dst=100017
https://login.consultant.ru/link/?req=doc&base=RZB&n=389012&dst=100035
https://login.consultant.ru/link/?req=doc&base=RZB&n=389012&dst=100036

10. Beog B rpa*kAaHCKMit 060poT NeKAPCTBEHHbIX NPEnapaToB A1 BETEPMHAPHOIO NPUMEHEHMA,
BBE3eHHbIX (nepemelleHHbIXx) B Poccuiickyio ®Pepepauuio, ocyuiectsaserca ¢ cobaogeHnem
TpeboBaHMM, YCTAHOBAEHHbIX cTaTbei 52.2 HacToAwero PeaepasbHOro 3aKoHa.

(4actb 10 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.07.2021 N 317-93)

Cratba 48. Opuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTB B
Poccuiickyio Pegepaumio
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTBa B Poccuiickyto ®epepaLmio MoryT BBO3UTb:
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1) npousBoAUTENM NIEKAPCTBEHHbIX CPeacT8 [Afa ueneit cobCTBEHHOro MPOM3BOACTBA
NNeKapCTBEHHbIX CPEACTs;

2) VHOCTpaHHble pa3paboTUMKM JIEKApPCTBEHHbIX CPEACTB M MHOCTPaHHble NPOW3BOAMUTENN
JIeKAPCTBEHHbIX CPEACTB UM APYTUe IPUANYECKME INLLA NO NOPYYEHMUIO Pa3paboTuMKa NeKAPCTBEHHOTO
cpencTBa AnAa paspaboTKM NeKapCTBEHHbLIX CPeAcTB, NPOBEAEHUA HayyHbIX M MHbIX WUCCAeA0BaHWMA,
nposeaeHns KAMHUYECKUX  WUCCNefOoBaHMM  NIeKapCTBEHHOro  npenapaTta,  OCyLWecTBAeHUs
rocygapcTBEHHOM  pernucrpauuMmM  WaM  PerucTpaumm  NeKkapCcTBEHHOro npenapaTa, BK/AOYEHMUA
dbapmaLeBTMYECKOM CcybCTaHUMM B rOCYAapPCTBEHHbIM pPeecTp JIeKAapCTBEHHbIX CPeACTB, KOHTPOAS
KauyecTBa /IEKapCTBEHHbIX CPEACTB NPU HAZIMYMM PaspeLleHns ynoHOMOYeHHOro gpeaepanbHOro opraHa
WCNOSIHUTE/IbHOM BNACTU Ha BBO3 KOHKPETHOM NapTUM IEKAaPCTBEHHbIX CPeACTB;

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

3) opraHunsaunm onToBoOM TOProB/in NeKapCTBEHHbIMU CPpeaACTBaAMMU,

4) HayyHble opraHusaumu, obpasoBaTesibHble OpraHusauMu  Bbiclero obpasoBaHuA,
NnpPou3BOAUTENIM IEKAPCTBEHHbIX CPEeACTB ANs pa3paboTKu, uccnenoBaHWM, KOHTpons 6e30macHocTH,
KauyectBa, 3G(EKTUBHOCTU NEKAPCTBEHHbIX CPEACTB MPU HA/JMYMM PaspeLleHUnn YNnoJHOMOYEHHOrO
denepanbHOro opraHa UCMOIHUTENIbHOM BNaACTy;

(8 pea. PepepanbHbix 3akoHoB oT 02.07.2013 N 185-®3, o1 30.01.2024 N 1-$3)

5) MeaVUMHCKME OpraHM3aLmm, MHble yKasaHHble B NyHKTax 1 - 4 HacToAWel CTaTbl OpraHM3aLmm
AN OKasaHUA MEeAMUMHCKOM MOMOLWM MO YKM3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa npu
HaMYUN pPaspeLleHnn YNoNHOMOYEHHOTO delepanbHOro opraHa WMCNOJIHUTENbHOW BNacTM Ha BBO3
KOHKPETHOM MapTUW NEeKapCTBEHHOro npenaparta, Bbl4aHHOTO B YCTAaHOBJIEHHOM mnopsake B ¢popme
3/1EKTPOHHOr0 AOKYMEHTA, NOANMCAHHOIO YCUIEHHOW KBaAMPULMPOBAHHOW 31€KTPOHHOM NOANUCHIO;
(8 pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) yTpatun cuny c 1 aHBaps 2024 roga. - PegepanbHbiit 3aKoH o1 27.12.2019 N 475-93.

7) npon3BoAUTENN MEANUMHCKUX U3LeNNA ANA Leneit NPpoM3BOACTBA MeANUMHCKUX U34ENNN.
(n. 7 BBeaeH ®egepanbHbim 3akoHOM oT 30.01.2024 N 1-$3)

Cratba 49. [lOKYMeHTbI, NpeAacTaBAsieMble B TAMOXKeHHble opraHbl Poccuiickoit degepaunm npu
BBO3e€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyio depepauuio
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNMpn BBO3e NleKapcTBeHHbIX cpeacTB B Poccuiickyio Pepepaunio B TaMOXKEHHble OpraHbl
Poccuiickoin ®epepaummn Hapagy C AOKYMEHTaMW, NpeacTaBleHWe KOTOpPbIX NpefyCMOTPEHO aKTamMy,
cocTtasaatowmmm npaso Cotosa, U (MM) 3akoHoZaTeNbCTBOM Poccuiickont Pepepaumm 0 TaMOXKEHHOM
peryanposaHum, NPeACTaBAAOTCA CAeAyowmne AOKYMEHTbI B 31EKTPOHHOM dopme:

(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-$3)
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1) cepTudmkaT nNpomsBoAUTENA NEKAPCTBEHHOIO CpeacTBa AN BETEPUHAPHOIO MPUMEHEHMS,
YOOCTOBEPAOWMIA  COOTBETCTBME  BBO3MMOIO  JIEKAPCTBEHHOIO CpeactBa  ANA  BETEPUHAPHOro
npumeHeHuns TpeboBaHUAM dapmakonerHon cTaTbn AMOO B C/yvae ee OTCYTCTBMA HOPMATMBHOIO
OOKYMEHTa;

(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) paspelweHne ynoiHOMoYeHHoro deaepanbHOro opraHa WMCMOMHUTENbHOW BAAcTU Ha BBO3
KOHKPETHOM MNapTUKM JIEKAPCTBEHHOIrO CPeACcTBa B C/y4asX, YCTAaHOBJIEHHbIX 4YacTblo 3 cTatbn 47
Hactoawero ®eaepanbHOro 3aKoHa.

2. [lOKymMeHTbl, yKa3saHHble B NMyHKTax 1 n 2 vactm 1 HacToswel cTaTbM, NpeacTaB/AlOTCA B
TaMOKeHHble opraHbl Poccuiickon ®epepaumm npu NpubbITUN NEKapPCTBEHHbIX CPeacTs B Poccuitckyto
depepauumto.

(B peq,. PepgepanbHoOro 3akoHa ot 06.12.2011 N 409-3)

Cratba 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepauuio AnA JAUYHOrO
MUCMNO/Ib30OBAHUA U MHbIX HEKOMMEPUYECKUX ULenel, a TaKKe ANA UCNONb30BaHUA Ha TeppuTopum
MeXAYHAPOAHOro MeAULIMHCKOrO Kaactepa
(8 pea. PepepanbHblx 3akoHOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapaTbl MoryT 6biTb BBe3eHbl B Poccuiickyto Pepepauunto 6e3 ydveta
TpeboBaHMi, NpeayCcMOTPeEHHbIX YacTamK 1 - 4 ctatbn 47, ctatbamu 48 u 49 HacToswero ®PepepasbHOro
3aKOHa, eCc/1IM OHM NpegHa3HayYeHbl gNA:

(8 peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1) AMYHOro McnNonb3oBaHMA GUINYECKUMU AnLAMK, NPUbbIBLIMMUK B Poccuiickyto depepaumio.
Mpn stom BBO3 B Poccuiickyto Pepepaumio  NEKAPCTBEHHbIX MNPENApaToB,  COAEpPMKALLUX
CUNbHOAEeNcTByOWME U (MNM) AQOBUTbIE BELLECTBA, BK/OYEHHbIE COOTBETCTBEHHO B CMMCOK
CUIbHOAENCTBYIOWMX BELLECTB ANA Leneil yroNoBHOro 3akoHogatenbcTea Poccuitickon depepaumm u B
CMUCOK AAO0BUTbIX BELWECTB A1A Lenel YronoBHOro 3akoHoaaTenbctBa Poccuitickon Pepepaumuy,
yTBepaeHHble MpaButenbctBom Poccuitickoint Pepepaumm, ocyLLecTBAAETCA NPU HAIMYUN LOKYMEHTOB
(3aBepeHHbIX KOMWiA SOKYMEHTOB WM/IM 3aBEPEHHbBIX BbIMUCOK U3 HUX), NOATBEPKAAOLMX Ha3HAYeHMe
bU3MYECKOMY NMLY YKa3aHHbIX NEKapCTBEHHbIX MNPENapaToB (33 WCKAOYEHMEM NIEKAPCTBEHHbIX
npenapaToB, 3aperncTpuMpoBaHHbIX B Poccuitickon ®Pepepaumn Anbo  3aperncTpupoBaHHbIX B
COOTBETCTBUM C aKTaMW, cocTasaatowmMmmM npaso Coto3a, M oTnyckaemMblix B Poccuiickon ®eaepaumm 6e3
peLenTa Ha /IeKapCTBEHHbIM npenapat). MNoaTBeprKAaatowme AOKYMEHTbI (MX 3aBEepeHHble KOMUU MK
3aBepeHHble BbIMUCKM W3 HWUX) AOMKHbI COAEP!KATb CBEAEHWA O HAaMMEHOBAaHMM WM KOAUYECTBE
HAa3HA4YeHHOro NEeKapCTBEHHOro npenapata. B cayyae, ecnv noartsep:Kpatowme AOKYMEHTbl  (MX
3aBepeHHble KOMWUW WM 3aBEPEHHbIE BbIMUCKM M3 HUX) COCTaB/E€Hbl HAa MHOCTPAHHOM f3blKe, K HUM
npwunaraeTcs HOTapMabHO 3aBEPEHHbI NepPeBos, Ha PYCCKUI A3bIK;
(8 pea. PepepanbHbix 3akoHOB 0T 02.06.2016 N 163-d3, o1 30.01.2024 N 1-$3)

2) wucnonb3oBaHMA paboTHUKamMM  AUMNAOMATMUYECKOro Kopnyca WAM NpeactaButenamu
MeXAyHapoaHbIX OpraHn3alLmii, akKkpeaMToBaHHbIX B Poccuiickoit depepaumu;

3) NeyeHUs NacCakMpPOB WM YJEHOB 3SKMNAXKel TPaAHCMNOPTHLIX CPeAcTB, noesgHbix bpurag u
BOAMTENEN TPAHCMNOPTHbIX CPeACTB, NPMbbIBWNX B Poccuiickyto ®eaepauuio;
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHmnn y4acTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNOPTUBHbLIX MEPONPUATUIN U YHACTHUKOB
MeXXAyHapoAHbIX 3KCneanLuii;

5) neyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300Cajax, LMPKax, OKeaHapuymax,
aAenbduHapuax, NeYeHua AMKUX XKMBOTHbIX, MOCTOAHHO WAN BPEMEHHO HacCenalwmx TeppuUTopuio
Poccuitckon depepalmm, HaxoAAWMXCA B COCTOAHMM €CTeCTBEHHOW cBoboAbl M MpUHaANesKalmxX K
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BMAaM, 3aHeceHHbIM B KpacHylo KHUry Poccuiickon depepaummn u (Mamn) KpacHble KHUMM cyb6beKkToB
Poccuiickoit depepaumnm, a TakKe XKMUBOTHbIX, BBO3MMbIX B Poccuiickyio degepauumio ana yyactva B
CMOPTUBHbIX U 3PEANLLHBIX MEPOMNPUATUAX;

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, ot 02.08.2019 N 297-d3)

6) MCMONb30BaHUA Ha TEPPUTOPUM MEKAYHAPOAHOIO MeAMULMHCKOrO Knactepa.
(n. 6 BBeaeH deaepanbHbim 3aKoHOM 0oT 29.06.2015 N 160-93)

2. B cnyyasx, npeaycmMOTPeHHbIX YacTbio 1 HacTosiwen cTaTbu, AONycKaeTcs BBO3 B Poccuiickyto
depepaumto NeKapcTBEHHbIX NPenapaToB, He 3aperncTpMpoBaHHbIX B Poccnitckoit Pepepaummn anbo He
3aperncTpupoBaHHbIX B COOTBETCTBUM C aKTaMM, cocTasadaowmmm npaso Cotosa.

(8 peq,. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

3. JlekapcTBeHHbIe NpenapaTbl, NpegHasHaYeHHble AN T'yMaHUTapHOW noMoLy (cogencTems) nnm
NMOMOLLM MpPU  Ypes3BblYailHbIX CUTyauusax, BBo3ATCcA B Poccuiickyio ®depgepaumio B  nopsake,
yctaHoBneHHom [paButennctBom Poccuiickon @epepaumn. 3anpeliaetca BBo3 B Poccuitckyto
depepaumio  He3apPEerucTpMpoBaHHbIX  JIEKAPCTBEHHbLIX  MpenapaToB, MpegHasHayYeHHbIX  ANs
ryMmaHUTapHOW noMowy (CoAeNCTBUA) UM MOMOLLM NPU YPe3BbIYaHbIX CUTYaLUSAX.

(8 peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

Cratba 51. CotpygHuuectBOo  ¢eaepanbHOro  opraHa MCNONHUTENIbHOI  BAacTy,
ocywecteaaowero GyHKUMU NO KOHTPOAIO U Haa30py B 06/1aCTU TaMOMKEHHOro Aena, U Apyrux
YNO/IHOMOUEHHbIX ¢peaepanbHbIX OPraHOB UCNOJIHUTENbHOW BAACTU
(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

1. YnonHomoueHHble ¢eaepanbHble OpraHbl WCMNOAHUTENbHOM BNacTU MpPenoCTaBAAlOT B
pacnopseHue deaepanbHOro opraHa WCNOMHUTENbHOW BAACTM, OCYLLECTBAAIOWEro ¢GYyHKUMM MO
KOHTPOMO M Hapgsopy B 06NaCTM TaMOMKEHHOro Aena, rocyAapCTBEHHbIM peecTp NeKapCTBEHHbIX
CpeAcTB, a TakKe WHOOpPMaLMIO O BblAAHHbIX pPa3spelleHUsX Ha BBO3 KOHKPETHOW MapTuu
NIeKapCTBEHHbIX CPEACTB B CAy4YanX, YCTAaHOBAEHHbIX YacTbto 3 cTaTbu 47 HacToAwero ®eaepanbHOro
3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. ®epepanbHbli OpraH UCNONHUTENBHOM BNACTU, OCYLLECTBAAOWMA GYHKUMU MO KOHTPOJO U
Haa3opy B 06/1acTM TaMOXKEHHOro gena, MHPOPMUPYET yKasaHHble B 4YacTM 1 HacToswel craTbM
yNnonHoOMo4YeHHble dpefepasibHble OpraHbl UCMONHUTENBHOM BAACTU O BBO3€E JIEKAPCTBEHHbIX CPEACTB B
Poccuickyto Pepepaumio 1 BbiIBO3e NEKAPCTBEHHbIX cpeacTs us Poccuiickon ®epepauunn no ¢opme 1 B
nopsaaKe, KOTopble ycTaHoBAeHbI MpasuTensctBom Poccuiickolt ®eaepaunn.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-$3)

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb
Cratba 52. OcywecreieHne GpapmMaLeBTUYECKON AeATeNbHOCTU

1. dapmaueBTMYECKad [eATeNbHOCTb OCYLEeCTBAAETCA OpraHu3aunamM OMTOBOWM TOProBAu
NIeKApCTBEHHbIMM  CPeACTBAaMM,  aNTEYHbIMW  OPraHM3auuAMM,  BETEPUMHAPHLIMM  ANTEYHbIMMU
OpraHusaunamm,  MHAMBUAYaANbHbLIMM npegnpuHUMaTENaAMM,  UMEKLWUMU  JIMLEH3UI0  Ha
dbapmaLeBTUUECKYI0 [eATeNIbHOCTb, MEAULMHCKMMWU OPraHM3auuamu, UMEeLWUMN JNLEH3UIO Ha
bapmaLEeBTUMYECKYIO AEeATENbHOCTb, MU UX 06OCOBNEHHBIMW MNOAPA3AENEHUAMM, PACMONOKEHHBIMU B
CENbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3auuu, U BETEPUHAPHbBIMU
OpraHn3aunaMU, UMEIOLLMMU INLEH3UIO HA GapMaLEeBTUYECKYIO AeATebHOCTb.

(8 pea. PepepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-d3, ot 08.08.2024 N 323-d3)

KoHcynbTaHTIAOC: NpumeyaHue.
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Y. 2 cT. 52 (B pea. ©3 ot 28.04.2023 N 149-d3) B yacTn akKpeaUTaLIUN CNELIMANMUCTOB C BbICLLIMM UK
cpegHMM BETEPUHAPHLIM 0OpPa3oBaHMEM, OCYLLECTBAAKOWMX dapMaLEeBTUYECKYID AeATeNbHOCTb,
npumeHsaetcs ¢ 01.03.2026. CeptudumKaTtbl TaKMm nnuam Bblgatotca no 28.02.2026 1 AelCTBYIOT He
6onee 5 ner.

2. ®u3myeckme iMUA MOTYT OCYLLECTBATb $apMaueBTUYECKYD AeATEeNbHOCTb MPU Halnuuu
BbiCLUErO WM cpeaHero d¢apmaleBTUYecKoro obpasoBaHMAa U cepTuduKaTa cneumanmcta sambo
NPOMAEHHOW aKKpeaUTauMKU Creumnanncta, BbiCLIEro UAW cpegHero BeTepuHapHoro obpasoBaHuA U
ceptTnduKata cneumanucta nMbo NpPoNaeHHOM akKpeaAuTauun Cneumasnucta, a TaKXKe BbICWEero Wam
cpeAHero meanuMHCKOro obpasoBaHus, cepTudmKata cneymanmcta Moo NporaeHHON akkpeauTauum
cneumanncTa M AoNoJHUTENbHOTO npodeccMoHanbHoro obpasoBaHMA B YacTU PO3HUYHOKN TOProB/M
NNeKapCTBEHHbIMKX NpenapataMmn  Ana MeauumHCKOro npumeHeHunAa npu ycnosumnm Ux paGOTbI B
060C06/1eHHbIX NoAPa3LeNeHUAX MeAULMHCKUX OpraHU3aLMiA, yKasaHHbIX B YacTu 1 HacToALLel cTaTbu.
(4actb 2 B pea. PepepanbHoro 3akoHa ot 28.04.2023 N 149-¢3)

KoHcynbTaHTIAOC: NnpyMmeYaHme.

JlekapcTBeHHble npenapaTbl 418 MeAULUHCKOrO NPUMEHEHUS, BBEAEHHbIE B MPa*kAaHCKuiA obopoT
00 29.11.2019, nognexKat xpaHeHuto, NepeBO3Ke, OTNYCKY, peaansaumu, nepegade, npMMeHEHNIO 40
NCcTeYeHMA cpoKa Ux rogHoctm (P3 ot 28.11.2018 N 449-93).

Cratba 52.1. BBOA, B rpa)AaHCKMU 060pPOT NEeKApPCTBEHHbIX CPeacTB AN MeaULMHCKOro
npUMeHeHUnA
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

(eBepeHa depepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

1. Nepen BBOAOM B rpaxkAaHCKM 0BOPOT KaxKA0W CepUMN UM KaXKA0M NapTUKM NPOU3BEAEHHOrO B
Poccuiickot  depepaumm  fekapcTBEHHOro npenapaTa  ANS  MeAMUMHCKOTO  NPUMEHeHus, 3a
WCK/IOYEHNEM  MMMYHOBMONOTMYECKMX  NIEKAPCTBEHHbLIX  MPEnapaTtoB, MPOM3BOAUTENb  TaKOro
NIeKapCTBEHHOrO npenapata nNpPeACTaBAseT B 3/IEKTPOHHOM ¢opme B dedepalibHblii  OpraH
WCMONHUTENLHON  BNACTW, OCYLLECTBAAIOWMI  GYHKUMM MO  KOHTPOIKO W  Haglopy B cdepe
34paBOOXPAHEHMS, AOKYMEHT NPOM3BOAUTENSA NIEKAPCTBEHHOIO CPeACTBA, NOATBEPKAAOWMIA KayecTBo
NIeKapCTBEHHOrO  npenapaTta, W  NOATBEPXAEHME  YNOJHOMOYEHHOrO /Mua  NPOU3BOAUTENS
NNeKapCTBEHHbIX CPEACTB COOTBETCTBUSA JIEKAPCTBEHHOTO NpenapaTta TpeboBaHWAM, YCTaHOBIEHHbIM MPK
€ro perncrpaumm.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.1. Nepes BBOAOM B rpaxKAaHCKUIA 060POT KaXKAOM CEPUMN UAN KaXKA0N NAapTUN NPon3BeaeHHOM
B Poccuiickon depepaumn dapmaleBTUHECKON CYyBCTaHUMM NPOM3BOAUTENb TAKOrO JEKAPCTBEHHOrO
cpencTBa npeacTaBnAeT B 3/EKTPOHHOW dopme B denepasibHbli OpraH WMCNOJIHUTENbHOW BAACTH,
OCyLLeCTBAAWMIA  PYHKUUM MO KOHTPOAKD M Haga3opy B chepe 34paBoOOXpPaHEHUA, [OKYMEHT
npousBoauTeNA JIeKAPCTBEHHOTO CpPeACTBa, MNOATBEPKAAMOWMMA  KayecTBO  dapmaueBTUHECKON
CybCTaHUMN, U AOKYMEHT, NOATBEPKAAIOWMNIN COOTBETCTBUE SIEKAPCTBEHHOIO CpeacTBa TpeboBaHMAM,
YCTAHOBNEHHbIM MPU €ero rocyAapCTBEHHOM pPerucTpauuMm wanm pernctpauym, M odGOpPMIEHHbIN
YNONHOMOYEHHbIM JINLOM NMPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB.
(4acTb 1.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

2. Nepen BBOAOM B rpaKAaHCKMI OOOPOT KakAOW CEPUM MW KaXKAOM NapTMM BBO3MMOrO B
Poccuiickyto ®degepaumio  NIeKapcTBEHHOro npenapata A4 MEAMUMHCKOTO MPUMEHeHusa, 3a
UCKNIOYEHNEM MMMYHOBNONOTMUYECKMX fIeKapCTBEHHbIX NPENapaToB, OpraHM3auma, OCyLecTBAALWaAn
BBO3 JIEKAapCTBEHHOro npenaparta B Poccuiickyio Pegepaumio, NpeacTaBadaeT B 31EKTPOHHON dopme B
denepanbHbIii OpraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAOWMI GYHKLMM MO KOHTPOIO U Haa30py B
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cbepe 34paBOOXPaAHEHUA, AOKYMEHT MPOU3BOAMTENA NIEKAPCTBEHHOrO CPeAcTBa, MOATBEPXKAAOLWMMI
KayecTBO /NIeKapCTBEHHOro npenapaTta, W NOATBEpPXAeHMe  npeactaBuTenAa  opraHusauumu,
OCYLLECTBAAIOLLEN BBO3 JIEKAaPCTBEHHOro npenapaTta B Poccuickyto Pegepaumio U ynosIHOMOYEHHOM
MHOCTPAHHbIM NPOU3BOAUTENIEM JIEKAPCTBEHHbIX CPeACTB, COOTBETCTBMA BBO3UMOIO JIEKAPCTBEHHOMO
npenaparta TpeboBaHUAM, YCTAHOB/IEHHbIM MPU €ro perncTpaumnm.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2.1. Mepesn BBOAOM B TparKAAHCKMN 0OOPOT KaxKAOW CEPUU UKW KaKLOW NapTUM BBO3MMOWN B
Poccuiickyto Pepepaumio papmaLeBTUYECKOM CybCTaHL MU OpraHM3aums, OCyLLECTB/AOLAA BBO3 TaKOrO
NleKapCcTBeHHOro cpeactBa B Poccuiickyio depepaumnio, NpeactaBaseT B 3/EKTPOHHON dopme B
denepanbHbli OpraH UCMOJIHUTE/IbHOM BNACTU, OCYLLLECTBAAOWMN GYHKLUM NO KOHTPOIKO U HaA30py B
chepe 34paBOOXPaHEHMA, OOKYMEHT MPOM3BOAUTENSA NIEKAPCTBEHHOrO CPeACTBa, MOATBEPXKAAOLMIA
KayecTBo papMaLLeBTUYECKOM CybCcTaHLuUM.

(4acTb 2.1 BBeaeHa deaepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-d3)

3. Mopafok npeacTaBieHMAa B COOTBETCTBMM € Yactamm 1, 1.1, 2 n 2.1 HacroAwel cTaTbu
OOKYMEHTOB W CBeAEHMMW O NeKapCTBEHHbIX CPeacTBaXx, BBOAMMBIX B TpPayKgaHCKUIA 060poT,
ycTaHaBnmBaetca MNpasutenncteom Poccuitickont Pepepaunu.

(4actb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. B OTHOWeEHMM nepBbiX TPex Cepuii MAM MNapPTUIA NEeKApCTBEHHOrO npenapaTta, Bhepsble
npoussefeHHoro B Poccuiickoli ®epepaumn nam snepsble BBO3MMOro B Poccuiickyto ®eaepaumtio (6es
yyeTa [03MPOBKM) B paMKax OLHOrM0 PerucTpaumoHHOro yaoctoBepeHusa, B deaepanbHblt opraH
WUCNONHUTENbHOW  BACTW, OCYLLECTBAAIOWMIA  GYHKUMM NO  KOHTPOAK W  Haasopy B cdepe
34,paBOOXPAHEHNA, AONOAHUTENbHO NPEACTABAAETCA NPOTOKOA UCMbITAHUIN O COOTBETCTBUU CEPUU UN
napTMM NeKapcTBEHHOro npenapaTa AAA MeAMUMHCKOrO MNPUMEHEHMA TMoKas3aTensm KayecTsa,
npefyCMOTPEHHbIM  HOPMATUBHOW  AOKYMEHTauuein, uanm TpebOBaHUAM, YCTAHOBAEHHbIM MpU
perucTpaummn B COOTBETCTBMM C aKTaMM, COCTaBAAOWMMM npaso Coto3a (ganee - NPOTOKON UCMbITaHWA),
NpPOBOAMMbIX aKKPeAMTOBaHHbIMM B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickoint ®Pepepaumm ob
aKKpeauTauMn B HAUMOHANbHOM cUCTEME aKKkpeauTaumm deaepanbHbIMUM  FOCYAAPCTBEHHbIMM
610 AKETHBIMM YUPEKAEHUAMMN, NOABELOMCTBEHHbIMU defepanbHOMY OpraHy UCMOHUTEIbHOM BNACTH,
ocyuiecteastowemy GyHKLMM NO BbIpabOTKe U peanmsaLmm rocysapcTBEHHON NONUTUKM U HOPMATUBHO-
NpaBOBOMY peryaMpoBaHuio B chepe 34paBoOOXpaHeHUA, U deaepanbHOMY OpraHy WUCMOJHUTENbHOM
BNACTM, OocyLecTBaaAOWEeMY GYHKLUN MO KOHTPOIO U Hag30py B chepe 34paBooxpaHeHus. JonyckaeTtca
npeacTaBieHNe MNPOTOKONA MCNbITAaHWUMA, NPOBEAEHHbIX C MCMONb30BAHUEM CPEACTB AUCTAHUMOHHOMO
B3aMmogencTema. MopAagoK BblAauM YKasaHHbIMU defepasbHbIMU FOCYAapPCTBEHHbIMU OHOAKETHBIMM
YUYPEKAEHMAMM OAHHOTO MNPOTOKONA W pasmep nNaaTbl 33 €ro  Bblgayy YCTaHaBAMBalOTCA
Mpasutenbcteom Poccminckon degepaumn.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. NpepcTaBneHne NPOTOKONA UCMbITAaHUI LONYCKAaeTCA TO/IbKO B OTHOLEHMM NepPBOM CEPUN UK
nepBoi NApPTUKN SIeKapCTBEHHOrO Npenaparta, Bnepsble NponsseaeHHoro B Poccuiickoit ®egepaunmn nam
BnepBble BBO3MMOro B Poccuiickylo deaepaumio (33 MCKAIOYEHMEM /IEKAPCTBEHHbIX MPenapartos,
YKa3aHHbIX B 4acTax 4.2 1 4.3 HacToALLEeN CTaTbK), B Cly4ae NPeLoCTaBeHNA CBEAEHMI O AaTe BblAaun 1
PEerucTpauMoHHOM HOMEpPe 3aK/loYEHMA COOTBETCTBMA MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM NpPaBUA HaAfeXKalwel NPOoM3BOACTBEHHOW NPAKTUKKU, BbIAAHHOIO YMNO/JHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMOAHUTENbHOM BAACcTU, WMAM cepTUdMKaTa COOTBETCTBMA NPOM3BOACTBA
NEeKapCTBEHHbIX CpeacTB TpeboBaHMAM NpaBMA  Hag/leXaleh MNPOU3BOACTBEHHON  MPAKTUKK
EBpa3sniCcKoro sKOHOMMYECKOro CO3a, BblAAaHHOMO YNOJHOMOYEHHbIM OPraHOM rocyAapcTBa - YieHa
EBpasniCKOro  3KOHOMWMYECKOTO  COH3a, B  OTHOWEHMM  NPOM3BOACTBEHHOW  N/IOLWALKM
(npon3BOACTBEHHbIX N/IOLWAAOK), OCYLLECTBAAIOWEN NPON3BOACTBO FOTOBOM NE€KAPCTBEHHON hopmbl U
BbIMYCKAlOLWMIA KOHTPO/Ib KayecTBa JIeKapCTBEHHOro npenapara, NPy yC/NOBMU OTCYTCTBMA B TeyeHue
Tpex neT, NPeALecTBYOWMX AaTe BblAayM NPOTOKOMA UCMbITaHWI, CyYyaeB BbiABNEHUA HECOOTBETCTBUA
YCTaHOB/EHHbIM TpebOoBaHMAM KauyecTBa JIEKApPCTBEHHbIX CPeACTB, WHPOPMaUMA O KOTOPbIX
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onybaMKoBaHa Ha caiTe deaepasbHOro opraHa UCNONHUTENIbHOM BAACTU, OcyLlecTBAsoWero GyHKUmm
Mo KOHTPOJIIO U HaA30py B chepe 34paBOOXPaHEHUSA, B OTHOLIEHUN BCEX NPOMU3BOACTBEHHbIX MN/IOLLAL0K,
OCYLLECTBASIOWMX MPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTa M BbIMyCKAlOWMIA KOHTPO/Ib KayecTBa
JleKapCTBEHHOrOo npenapara.

(4actb 4.1 BBeageHa GegepanbHbiMm 3akoHOM 0T 30.01.2024 N 1-93)

4.2. He Tpebyetcs npeactaB/ieHWE MNPOTOKO/A WMCMbITaHMMW, YKa3aHHOro B 4Yactu 4 wam 4.1
HacToALWEN CTaTbM, B OTHOLIEHUM OPPAHHbLIX NEKAPCTBEHHbIX MPENAPaToOB, BbICOKOTEXHONOMMYHbIX
JIeKApCTBEHHbIX NPENapaToB, NOJYyYeHHbIX U3 BMOOrMYECKOrO MaTepmana onpeaeneHHoro YenoBeKa 1
npeaHa3sHa4YeHHbIX 417 MPUMMEHEHUS STOMY e YENIOBEKY.

(4acTb 4.2 BBeaeHa deaepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-d3)

4.3. B OTHOWEHUN OAHON CEepuUM UAN OLHON MAPTUM BbICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO
npenaparta (3a MCKAHOYEHMEM BbICOKOTEXHO/IOTMYHBIX JIEKAPCTBEHHbIX MPenapaToB, MOJIYYEHHbIX W3
61onorMyeckoro maTepmana onpeaesieHHOro YesioBeka U npeaHasHaYeHHbIX 414 NPUMEHEHUA 3TOMY
e 4esioBeKy), Bnepsble NpoussBegeHHoro B Poccuitickoi degepaumm uam Bnepsble BBO3UMOIO B
Poccuiickyto degepaumio, NpeacTaBaseTca NPOTOKOA MCMbITaHWM, NPOBEAEHHbIX C MCMOJ/b30BAaHMEM
CpPeacTB AMUCTAaHLMOHHOIO B3aMMOAENCTBUA B TEYEHME NepBbIX TPEX NET NOC/ie BBOAA TaKOro npenapara
B rpa*kaaHCcKunit obopor.

(yactb 4.3 BBeageHa GegepanbHbiM 3akoHOM oT 30.01.2024 N 1-93)

5. EXXerogHo He nosgHee 1 anpens NPou3BOAUTENU IEKAPCTBEHHbIX CPEACTB UM OpraHu3aumm,
OCyLLEeCTBASIOWME BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuiickyto Pepepauuto, npeacraBastoT B
denepanbHbIi opraH UCNOJHUTENbHOW BAACTU, OCYLLLECTBAAIOWMA QYHKLMN MO KOHTPOIO U Hag3o0py B
cbepe 34paBOOXpPaHEHUs, MPOTOKO/ WCMbITAHUI MOCTYNUBLUErO B TEYEHME MpPeLlecTBYOLWero
KafieHA4apHOro roga B rpaxaaHCcKMin 0bopoT IeKapCTBEHHOrO NpenapaTa Cor/lacHO perncrpauyMoHHOMY
y4,0CTOBEPEHUIO (HAa OAHY CEpUI0 TOProBOro HaMMEHOBAHUA C YYETOM JieKapCcTBEHHON GOopmbl OA4HOWM
O03UPOBKK), MPOBOAMMbBIX aKKPEeAWTOBAaHHbIMW B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuitcKol
depepauum 06 aKkpeauTauMM B HaUMOHANbHOM CUCTEME aKKpeauTauuu  UchbiTaTesIbHbIMM
nabopatopusmu (LeHTpamu). MNpeacrtaBneHne NPOTOKOIa UCNbITAHUIA, NPeayCMOTPEHHOTO HACTOALLEN
YacTblo, B OTHOLIEHWM JIEKAPCTBEHHbIX MPENapaToB, YKasaHHbIX B 4acTu 4.2 HACTOALWEWN CTaTbw,
OOMNYCKaeTca OAMH pas B TPU roda Npu yCA0BMU X BBOAA B rpaxKAaHCKMn 060poT. Mpun npeacraBaeHum
NPOTOKO/1a UCMbITAaHUI, NpeayCMOTPEHHOro Yactamm 4 1 4.1 HacToAwen cTaTbk, B deaepanbHbiii opraH
WUCMONIHUTENIbHOM  BNACTW, OCYLECTBAAKWMN  YHKLUMM NO KOHTPOAKO W  Hags3opy B coepe
34 paBOOXpPaHEeHMs, NPOTOKOA UCMbITaHUIN, NPEAYCMOTPEHHbIN HACTOALLEN YacTblo, B YKa3aHHbIA OpraH
He npeacTaBAAeTCA.

(4acTb 5 B peq. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5.1. MNpowu3BoauTenu NeKapCTBEHHbIX CPeACTB WAM OpraHM3auuu, OCyLLeCTBAANOLWME BBO3 B
Poccuiickyto depepaumio BbICOKOTEXHOJIOTUYHbBIX JIEKAPCTBEHHbIX MNpenapaTtoB, BMEeCTO MNpPOTOKo/a
WCNbITaHUIM, NPeayCMOTPEHHOrO 4YacTblo 5 HacToAwen cTaTbu, BnNpaBe NpeacTtasuTb B deaepasnbHbIn
OpraH MWCNONHWUTENbHOM BAACTWU, OCYLLECTBAAOWMNA OYHKUMM MO KOHTPOAK W Hapsopy B cohepe
3[paBOOXPaHEHMA, CBeAEHUA O JaTe U PEernucTtpauyMoHHOM HOMEpe 3aK/IloYeHUA O COOTBETCTBUM
NpPOu3BOAUTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBuMA HagaeXalen NPousBoLCTBEHHOM
NPaKTUKKN nam cepTudmKaTa COOTBETCTBMA NPON3BOACTBA IEKAPCTBEHHbIX CPeACTB TPebOBaHMAM NpaBua
Hagne)Kalleh NPoOW3BOACTBEHHOW MNPAKTUKM EBPA3MMCKOro 3SKOHOMMYECKOro COk3a, BbIAAHHOrO
YNOJIHOMOYEHHbIM OPraHOM rocygapctBa - uYneHa EBpa3MIACKOro 3KOHOMMYECKOro Ccoto3a, Ana
NPOW3BOACTBEHHOM N/OWAAKM (NPOM3BOACTBEHHbIX NIOWAAOK), OCYL,ECTBAAOWENA MNPOU3BOACTBO
roTOBOW SIeKapCTBEHHON GOPMbI U BbINMYCKAIOLLMA KOHTPO/Ib KAa4eCTBa SIEKAapPCTBEHHOTO NpenapaTa.
(4acTb 5.1 BBeaeHa depnepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

6. MMpousBoaAUTENN JNIEKAPCTBEHHbIX CPeACTB WAWM  OpraHM3auuK, OCYLLEeCcTBAsAOWME BBO3
NleKapCTBEHHbIX NpenapaToB B Poccuiickyto Geaepaunio, He MeHee Yem 3a OAMH rog, A0 NAAHUPYEMbIX
NPUOCTAaHOB/NEHUA WM MPEKPALLEHMA NPOM3BOACTBA JIEKAPCTBEHHbIX NPEMNapaToB WAM WUX BBO3a B
Poccuiickyio depepaunio yBeaoMAAT 06 3TOM B 3/1eKTPOHHOU ¢opme deaepanbHbiii opraH
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WUCNONHUTENIbHOM  BAACTW, OCYLECTBAAIWMA  QYHKLMM NO KOHTPOAKD W  Hag3opy B coepe
3/1paBoOOXpaHeHnss U dpeaepanbHbii OpraH UCMOJHUTE/IbHOW BAACTU, OCYLLECTBAAIOWMIA GYHKUMM NOo
JIMLLEH3MPOBAHUIO NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. BBOA, B rparkgaHCKMIA 06OPOT KaxKAON CepuM MAKW KaxKAOoM NapTMM MMMYHOBMON0rMYecKkoro
JleKapCTBEHHOro npenapara, NpoussegeHHoro B Poccuiickot degepaumm uam BBo3MMoro B Poccuiickyto
depepaumio, oCywecTBAAETCA Ha OCHOBaHMM paspelleHus, BblAaHHOro ¢enepasbHbIM OpraHoMm
WUCMOJIHUTE/IbHOW  BAACTW, OCYLWECTBAAWMM YHKUMU MO  KOHTPO/IO U  Hagsopy B coepe
34,paBOOXpPaHEHNsA, Ha OCHOBAHWWM BbIgAHHOTO deaepasbHbIMU TFOCYAAPCTBEHHBIMU BHOAMKETHBLIMM
YUYPEKAEHUAMM, YKa3aHHbIMM B YaCTU 4 HACTOALWEN CTaTbM, 3aK/IOYEHUA O COOTBETCTBUWU CEPUU UK
napTMm MMMYHOBMONOTMYECKOTO JIEKAPCTBEHHOrO npenaparta TpeboBaHMAM, YCTaHOBAEHHbIM MPU ero
rocyapCcTBeHHOW pernctpaumu. MopagoK BbiAadM paspelleHnn Ha BBOA, B rpakAaHCKMIA 060opoT cepun
WA NapTMM MMMYHOBMONOIMYECKOro JIEKapCTBEHHOrO nNpenapata, a TaKKe MopsAdoK Bblauu
YKa3aHHOro 3akKkl4YeHWss U pasmep nNnaTbl 3a ero Bblgayy YcTaHaBauBatoTca [1paBUTENbCTBOM
Poccuiickon depepauymm.

7.1. ®opma 1 NopAaAOK NPOBEAEHUA UCMBITAHWUN, YKa3aHHbIX B YacTax 4, 4.1, 4.3 u 5 HacToAweNn
CTaTbW, B TOM YMC/IE C UCMO/Ib3OBAaHNEM CPEACTB AMUCTaHLMOHHOIO B3aMMOALENCTBUA, YCTaHABANBAOTCA
MpasutenbcTeom Poccuiickol Pepepaumm.

(4actb 7.1 BBeaeHa ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-d3)

8. 3a HenpeacTaB/eHWE WAWM HECBOEBPEMEHHOEe NpeacTaB/ieHMe [OOKYMEHTOB M CBeAeHWui,
npeaycMoTpeHHbIX Yactamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 Hactoawen craTbM, NPOU3BOAUTENM
NIEKAapPCTBEHHDbIX CPeacTB W OpPraHM3aumK, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX MNpenapaTos B
Poccuiickyto deanepaLmio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccmitckoit
depepauum.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. MNpepcraBneHme AOKYMEHTOB M CBEAEHMN, NPeayCMOTPEHHbIX YacTammn 1, 2 n 4 HacroAwei
CTaTbM, W MNOJyYeHMEe NPeayCMOTPEHHOrO YacTblo 7 HACTOAWLEM CTaTbM paspelleHMa Ha BBOL
UMMYHOBMONOIMYECKOrO /IEKAPCTBEHHOrO MpenapaTta B rpaKAaHCKM obopoT He Tpebyotca B
OTHOLIEHMM JIeKAPCTBEHHbIX MNpenapaTtoB, MpeAHa3HAYeHHbIX AN NPOoBeAeHUA  KJAMHUYECKUX
NUCCNeAO0BAHUIN NIEKAPCTBEHHbIX MpenapaToB, NPOBEAEHUA IKCMEPTU3bl NIEKAPCTBEHHbIX CPeACTB AAA
OCYLLECTBNEHWNA TOCYAAPCTBEHHOM PErncTpaLmm NeKapCcTBEHHbIX NPEenapaToB, a TAaKXKe B OTHOLIEHUM
HE3apPermcTPMpPOBaHHbIX JIEKAPCTBEHHbIX NPENApPaToB, NpeAHa3HAYEeHHbIX A8 OKA3aHUSA MeaULLMHCKOM
NMOMOLLM MO KM3HEHHbIM MOKa3aHUAM KOHKPETHOro MauMeHTa WAW rpynnbl NauMeHTOB, BBO3UMBbIX B
Poccuiickyto Pepepaumto B cootBeTcTBUM € YacTaAMmn 3 u 3.1 ctatbm 47 HactoAwero PepepanbHoro
3aKOHa.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. MNpu BbIABNEHUM B rpakgaHCKOM obopoTe cepuu MAM NapTMM NIeKapCTBEHHOro npenapara,
OOKYMEHTbl U CBEAEHMA O KOTOPbIX, NpeaycMoTpeHHble Yyactamu 1, 2, 4, 4.1, 4.3, 5 n 5.1 HacToawe#n
CTaTbW, He NpeacTaBaeHbl B peaepanbHbli OpraH UCMOMHUTE/IbHOW BAACTU, OCYLLECTBAAOWMNA GYHKUNM
Nno KOHTPO/IO U Haa30py B chepe 34paBoOOXPaHEHUSA, MO0 cepum NAn NapTMmM MMMyHOBMONOrMYecKoro
NIeKapCTBEHHOrO npenapata, He WMEWMX paspelleHMa Ha BBOA, B rpaXKAaHCKUi 060poT,
npeAyCMOTPEHHOro 4acTbio 7 HacToAlel cTaTbM, ¢peaepanbHblit OpraH WMCNONHUTENbHOM BAACTH,
ocywecTeaAoWwmMin  GyHKUMM NO KOHTPOAK M Hap3opy B chdepe 34paBOOXPAHEHMA, B NOpPALKe,
ycTaHoBneHHom [paButenbctBom Poccuiickon depepaummn, NPUHMMAET peLleHue O MpeKpaLLeHnn
rparkaaHckoro obopoTa TakUX CEpUM MAM NapTMM A0 NPeACTaBNeHUSA YKa3aHHbIX AO0KYMEHTOB U
cBefieHn 1nbo NonyyeHmns yKasaHHOro paspelleHus.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumeyaHue.
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Ct. 52.2 He pacnpoCTpaHAETCA Ha CepuUM IeKapCTB AN1A BETEPUHAPHOrO NPUMEHEHUA, BBeAeHHble B
rpaxkaaHckmii obopot o 01.09.2023, KoTopble NOAAEKAT NPUMEHEHUIO A0 UCTEYEHUA CPOKA WX
rogHocTu (®3 o1 02.07.2021 N 317-®3).

Cratba 52.2. BBoa B rpa)AaHCKMi 060pOT N1IeKapCTBEHHbIX NPenapaTtoB A8 BeTePUHAPHOro
npumeHeHus

(sBepeHa depepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

1. MNMepen BBOAOM B FpaKOaHCKMK 0OOPOT KaKOoW cepuu npousBedeHHoOro B Poccuiickoi
depepaumm leKapcTBEHHOTO nNpenapaTa A9 BETEPUHAPHOTO MNPUMEHEHUS, 33 WCKIYEeHUem
UMMYHOBMONOTMYECKOrO  NIEKAapCTBEHHOro  npenapata  A4Aa  BETEPUMHAPHOro  NMPUMEHEHMUS,
Npou3BOAUTE/Ib TAKOTO JIEKAPCTBEHHOrO MpenapaTta MNpeacTaBAseT B YBeAOMMUTE/IbHOM TMOpsAAKe B
denepanbHbli OpraH UCNONHUTENbHOW BACTU, OCYLLECTBAAOWMI GYHKLMN MO KOHTPOAO (Haa3opy) B
cdepe obpalleHMA NeKapCTBEHHbIX CPEACTB AJ/15 BETEPUHAPHOIO NPUMEHEHUSA:

1) [OKYMEHT NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPIKAAIOLLMI COOTBETCTBME KayecTea
NIeKapCTBEHHOrO npenapaTta A/ BETEPUMHAPHOTO MPUMEHEHUs, BBOAMMOIO B TpaKAaHCKuii oboporT,
TpeboBaHMAM, YCTAHOBJIEHHbIM NPW €r0 rOCYAaPCTBEHHOM perncTpaunm;

2) noarsepxageHme ynoJHOMOYEHHOro inda nNpousBoaUTENNIA  NIEKAPCTBEHHbBIX  CPeacTs
COOTBETCTBMA  JIEKAPCTBEHHOIO npenaparta AOaA BETEPUHAPHOro nNpuMeEHEHUA Tp86OBaHI/I‘r'IM,
YCTaHOBJIEHHbIM NMPU €ro I'OCY,EI,apCTBEHHOﬁ perncrpauun.

2. Mepen BBOAOM B TparkAaHCKMI 0OOPOT Kaxgoh cepum BBO3MMOro (nepemellaemoro) B
Poccuitickyio  degepaunio  NleKapCcTBEHHOro npenapaTa 408 BeTepPUHAPHOro NpPUMEHeHus, 3a
UCKAOYEHNEM MMMYHOBMONOTMYECKOro IeKapCTBEHHOrO NpenapaTa A4 BeTepUHApPHOro NpuMeHeHus,
opraHM3aums, ocyLecTBAALWan BBO3 (MepemelleHne) NekapcTBeHHOro npenapara 418 BeTepuHapHoro
npumeHeHunn B Poccuiickyio ®eaepauuio, NpeactaBadeT B yBeAOMUTENbHOM Nopsaake B ¢peaepanbHbIit
opraH MCNOMHUTENbHOW BAACTU, OCYyLLEeCTBAAKWMIA (YHKUMM NO KOHTpoao (Haasopy) B chepe
06 palleHna NeKapCTBEHHbIX CPeACTB A4 BETePUHAPHOIo NPUMEHEHUA:

1) LOKYMEHT NPOM3BOAUTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOWMIA COOTBETCTBME KayecTBa
NNeKapCTBEHHOro npenapaTta A8 BETEPUMHAPHOrO MPUMEHEHUs, BBOAMMOIO B rpaKAaHCKuii oboporT,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro rocy4apCcTBEHHOM perncTpaunm;

2) noaTBepXAeHWE LA, YNOJIHOMOYEHHOrO AepiKaTtenem Wau BNafebLeM PerncTpaumoHHOro
YAOCTOBEPEHUA  /IEKAPCTBEHHOro npenapata ANs BETEePUMHAPHOTO NPWMEHEHWsA, COOTBETCTBUA
NeKapCTBEHHOro Npenaparta 41a BETePUHaAPHOro NpUMeHeHna TpeboBaHWAM, YCTaHOB/IEHHbIM NpU ero
rocyAapCTBEHHOM perncTpauun.

3. BBog B rpaxpaHckuit obopoT BBO3MMOro (nepemeuwaemoro) B Poccuiickyto depepaumto
NeKapCTBEHHOro npenapaTa A8 BETEPUHAPHOTO TMPUMEHEHUA OCYLLECTBAAETCA NPU  HaAUYUK
3aK/IOYEHMA O COOTBETCTBUM MPOM3BOAUTENA /IEKAPCTBEHHbIX CpeacTB TpeboBaHWAM NpaBuA
HaZNeKalen NPou3BOACTBEHHOW MPAKTUKKM, BblAAHHOTO YNOAHOMOYEHHbIM deaepanbHbIM OpraHom
WCMONHUTENBHON BNACTM ANA NPOM3BOACTBEHHOM NIOWAAKM /IeKapcTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO NPUMEHEHWA, BBOAUMOTO B rpaxKAaHCKuii o60porT.

4. JInuo, ynonHOMOYEHHOe AepKaTenem UAn BAajesibLem PerncTpauroHHOro yaocToBepeHun
NeKapCTBeHHOro npenapata AnAa BeTeEPUHAPHOro npuMeHeHunAa, AO0/KHO 6bITb aTTecToBaHoO B
YCTaHOB/IEHHOM YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNONHUTENbHOM BNacTU nopAaagke u UMeTb
CTaX pa6OTbI He MeHee 4yem nATb neT B obnactu npon3soAactBa WU (M}'IM) KOHTPO/1A Ka4yecCTBa
NeKapCTBeHHbLIX CpeacTs nmbo B obnactu MOHWUTOPWHIa ad)d)eKTMBHOCTM u b6esonacHocTu
NeKapCTBeHHbLIX MNpenapaTtoB A4 BETEPUHAPHOrNo nNpumMeHeHuA, NpoBOAMMOIO AepiKaTenem wunn
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B/lAfE/IbLEM PErUCTPALMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOIO Mpenapata 418 BETepPUMHAPHOro
npPUMeHeHns AMB60  YMONHOMOYEHHBIM  WMK  OPULUYECKMM  NUMLOM, Bbicllee obpasoBaHue
COOTBETCTBEHHO MO OZHOM W3 cneumanbHoctem M (MAM) OAHOMY W3 HanNpasiAEHWUA NOATOTOBKWU:
6uonorva, 6WOTexHO/OMMA, BETEPUMHAPUA, BETEPUHAPHO-CAHMUTApPHAA 3KCMepTU3a, KAMHUYECKan
MegMLUMHA, pasuaLMOHHAA, XMMMYecKaa M Buonormyeckasa 3sawmrta, dapmauma, dyHOAAMeHTasbHaA
MeAMLMHA, XMMNYECKan TEXHONIOMMA, XUMUSA.

5. MopsgoKk npeactaBieHns B COOTBETCTBUM C YacTamM 1 M 2 HACTOALLEN CTaTbM AOKYMEHTOB U
CBELEHWI O IEKAPCTBEHHbIX NpenapaTax g1a BETEPMHAPHOIO NPUMEHEHUSA, BBOAUMBIX B FPaXKaaHCKUI
oboporT, yctaHasmBaeTca MpaButennctsom Poccuitickont Pepepaumm.

6. B OTHOWeEHMM nepBbiX ABYX CEPUI NEKapCTBEHHOro mnpenapata A1A BeTepUHaApPHOro
NpUMeHeHus, BMnepBble nNpousBedeHHoro B Poccuitickon depepaumm wam BnepBble BBO3MMOIO
(nepemewaemoro) B Poccuiickylo degepaunto, B deaepanbHblit opraH MCMNOAHUTENIbHOW BAACTH,
OCYLLECTBASAOWMN GYHKUMKM NO KOHTpoAo (Hagsopy) B cdepe obpallleHns eKapCTBEHHbIX CPeACTB ANA
BETEPUHAPHOIrO NPUMEHEHMUA, HAPALY C AOKYMEHTAaMM, NpeayCMOTPEeHHbIMM YacTamm 1 1 2 HacToALe
CTaTbW, NPEACTaBAATCA MPOTOKO/bl WCMbITAHUA O COOTBETCTBUM ITUX CEPUA  NIEKapPCTBEHHOIO
npenapata Ana BETEPUHAPHOIO MPUMEHEHUS  MNOKasaTeNsAmM  KayecTBa, NpeaycMOTPEHHbIM
HOPMaTMBHbIM [AOKYMEHTOM (Zasee - MPOTOKO/ WCMbITaHWUI), MPOBOAWMMbIX aKKPeAWUTOBAHHbIMK B
COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickot Pepepaumm o6 akkpeguTauum B HALMOHANbHOM
cucTeMe akKpeauTaumm UcnbiTaTebHbIMK abopaTopuamm (LeHTpamm).

7. ExxerogHo He nosgHee 1 ¢peBpana NpPoOM3BOAUTENIN IEKAPCTBEHHbIX CPEACTB UM OPraHU3aLmm,
OCYLLECTBASAIOLLME BBO3 (NepemeLLeHmne) NeKapcTBEHHbIX MPENapaToB 419 BETEPUHAPHOTO NPUMEHEHUA
B Pocculickyio ®degepauuio, npeactasafoT B denepanbHblii opraH  WUCMNONHUTENbHOW  BAACTy,
ocylecTBasoWwmMi GyHKLMM NO KOHTPoO (Haa3opy) B chepe obpalLeHNs nekapCcTBEHHbIX CPeacTs ans
BETEPMHAPHOIO NPUMEHEHUS, MPOTOKO/ MCMbITAHUA NOCTYNMBLUEro B TeYEHMEe rofa B rparkKAaHCKUMA
060pOT IeKaPCTBEHHOTO NpenapaTta AN BeTePUHAPHOro NPUMEHEHUA KOHKPETHOro NpousBoauTens (Ha
OAHY CEpUI0 KaXkAoro TOProBOr0 HAauMMEHOBAHWS C YYEeTOM JIEKapCTBEHHOW ¢opmbl, a Aand
NNeKapCTBEHHOrO npenapaTta ans BETEPMHAPHOro NPUMEHEHUA, He ABAAOLLEerocs
MMMYHOBMONOrMYECKMM, TaKKe C Y4eTOM [JO03MPOBKM), MNPOBOAUMbBIX aKKPeAMTOBaHHbIMKU B
COOTBETCTBMM C 3aKoHOZaTeNbCTBOM Poccuiicko depepaumm 06 akkpeguTaumyv B HALMOHaNAbHOM
cucTeMe akKpeauTaumm ucnbiTaTeNbHbIMK N1abopaTopuamm (LeHTpamm).

8. BBog, B rparKpaHCKMit 060pOT MMMYHOBMO/IOTMYECKOTO JIeKapCTBEHHOro rnpenapaTa g
BETEPMHAPHOIO MPUMEHeHMs, npousBegeHHoOro B Poccuiickon degepauun uAM  BBO3MMOIO
(nepemewaemoro) B Poccuiickyto ®depepauuio, OCYLWECTBAAETCA Ha OCHOBAaHWWM paspeLleHus,
BblAAHHOrO ¢eaepasbHbIM OPraHOM MUCMONAHUTENIbHOM BAACTWU, OCYLLECTBAAOWMM  (GYHKUMKM Mo
KOHTpOJItO (Haa3opy) B chepe obpalLeHnn NeKapCTBEHHbIX CPEeACTB A1 BETEPUHAPHOTO NPUMEHEHUA.
YKasaHHOe paspelweHre BblAAeTCA Ha  OCHOBAaHWM  MNPOTOKONA  MCMbITaHWA, NPOBOAUMbIX
aKKpeauTOBaHHbIMM B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickolt depepaumm ob akkpeamutaumm
B HAUMOHA/NbHOM CUCTEME aKKpeauTaLuMu OpraHus3auMamu, MoABeAOMCTBEHHbIMU deaepanbHOMYy
OpraHy WCMOMIHUTENbHOW BNACTM, OCYWECTBAAOWEMY OGYHKUMM NO BblpaboTKe rocyAapcTBEHHOM
NONUTUKM MU HOPMATMBHO-NPABOBOMY PEryAMPOBaHUI0O B CPepe arponpoMbIIEHHOTO KOMMJIeKca,
BKlOYaA 06palleHNe NeKapCTBEHHbIX CPeACTB A4 BETEPUHAPHOrO NpUMeHeHus, uan deaepanbHoOMy
OpraHy MWCMNONHWUTENbHOM BAacTW, ocyllecTBaalowemy ¢yHKUMM MO KOHTpoato (Hagsopy) B cdepe
obpalleHnn NeKapcTBEHHbIX CPEACTB AO1A BETEPUMHAPHOrO MNPUMEHEHWA, a TaKke [AOKYMEHTOB W
CBeAEHMI, NpeayCcMOTPEHHbIX YacTblo 1 (41 npenapaTos, NpousBeaeHHbIX B Poccuitickolt Peaepaumm)
WAK YacTbio 2 (4NA NpenapaTtos, BBO3MMbIX (Nepemeltaemblix) B Poccuiickyto degepaunto) HacToAwein
cTaTbm.

9. CpoK BblAaun paspeLleHmns, YKasaHHOro B 4acTM 8 HACTOALLEN CTaTbW, COCTABAAET NATb Paboumx
AHEe CO AHA NpeAacTaB/feHUAa NPOM3BOAMTENEM JIEKApPCTBEHHbIX CPeacTB WAM  OpraHu3aumen,
ocyLlecTBAAloLEN BBO3 (NepemelleHNe) NeKapcTBEHHOro nNpenaparta 414 BeTepuHapHOro npumeHeHun
B Poccuiickyto ®egepaumio, B deaepanbHblii OpraH WCNOAHUTENbHOW BAACTU, OCYLWECTBAAIOLWMIA
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bYHKUMM No KOHTposto (Haasopy) B chepe obpalleHUsAs NeKapCTBEHHbIX CPeacTB A/1a BETePUHAPHOro
NPUMEHEeHNs, LOKYMEHTOB, NPeAyCMOTPEHHbIX YaCTbio 8 HACTOALLEN CTaTbu.

10. PaspelleHmne, yKa3zaHHOE B 4acTU 8 HacCTosAlel CTaTbM, BblAAETCA B OTHOLUEHUM KarKaon 13
nepBbIX ABYX CEPUA MMMYHOOMONOINMYECKOrO JIEKAPCTBEHHOrO npenapata Ana BeTepUHAPHOro
npPUMeHeHuUsi, BMepBble npoussBeneHHoOro B Poccuiicko Pepepauum wAM BrnepBble BBO3UMOTO
(nepemewaemoro) B Poccuiickyto Pegepauuio. Takoe paspelleHme BblAaeTcs Ha BeCb CPOK 0bpalleHun
cepMm MMMYHODOUMOJIOTMYECKOrO JIEKAapCTBEHHOro npenapata A/s BETePUMHAPHOro MNPUMEHEHUs, B
OTHOLIEHMM KOTOPOM OHO BbIJAHO. B OTHOWEHMM MoCAeayloWnNX CepUn OLHOIo TOProBOro
HaVMMEHOBaHUA MMYHOBMONOrMYECKOro IEKAPCTBEHHOIO Npenapara 4/ BETEPUHAPHOTo NPUMEHEHUS,
npoussedeHHoro B Poccuiickoit degepaumm uaM BBO3MMOro (nepemeliaemoro) B POCCUCKYHO
depepaumio, Takoe paspelleHne BblAAeTCA CPOKOM Ha Tpu roga. MNopAagok Bbigaum paspelueHua Ha
BBOZ, B rPa*KAaHCKM 060pOT MMMYHOBNONOMMYECKOro NEKAPCTBEHHOrO NpenapaTa 414 BETepMHApPHOro
NPUMeEHeHUs, NOPALOK BblAayM MPOTOKOSA UCMbITAHWMIA, YKa3aHHbIX B YacTM 8 HACToALWeN cTaTbM, a
TaK¥Xe MeTogMKa onpeaeneHus pasMepoB MaaTbl 33 Bblgayy YKA3aHHOrO MPOTOKONA WCMbITaHUM
yctaHaBnmBaetca MNpasutenncteom Poccuitickot Pepepaunu.

11. MmmyHobBUONOrMYEeCcKMe nNeKapCTBEHHble npenapaTbl A1 BETEPUHAPHOTO MNPUMEHEHUA,
BBEZlEHHble B TPaXOaHCKUA 0OOPOT B COOTBETCTBMM C 4YacTblo 8 HACTOALLEN CTaTbW, NOANeXaTt
XPaHEHUIO, NepeBO3Ke, OTNYCKY, peanusauuu, nepepadve, NPUMEHEHWUIO [0 WCTEYEHMUA CPOKa WX
rogHoOCTU.

12. 3a HenpeacTtaB/ieHMe WMAM HECBOEBPEMEHHOe NpeacTaBleHMe [OOKYMEHTOB U CBeAeHWUM,
npeaycMOoTPeHHbIX YacTamu 1 - 3, 6 U 7 HacToALWEen cTaTbW, MPOU3BOANTESNN IEKAPCTBEHHbIX CPEACTB U
opraHM3auuMK, OCyllecTBAAKOWME BBO3  (MepemellleHMe) NeKapCTBeHHbIX npenapatos  AnA
BeTepuHapHoro npumeHeHuns B Poccuiickyto Pepepaumio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUU C
3aKoHoZaTenbCcTBOM Poccuiickoi deaepaunu.

13. MNpeacTaBieHne 4OKYMEHTOB U CBEAEHUI, NPeaYyCMOTPEHHbIX YacTaMKn 1 - 3, 6 U 7 HacToALWwEeN
CTaTbM, M MNOAYYEHWE pa3pelleHnn, yKasaHHOro B 4YacTM 8 HacTosAllelh cTaTbM, He TpebytoTca B
OTHOLLEHMW NIeKAPCTBEHHbIX MPEenapaTtoB A1A BETEPUHAPHOro MPUMEHEHMA, NpeAHa3HaAYeHHbIX ANA
BblBO3a M3 Poccuitckonn depepaumn, npoBefeHUA AOKIMHUYECKUX MUCCNeL0BaHUIA NIeKapCTBEHHbIX
CPeACTB, KAMHUYECKUX UCCIef0BaHUI NEKAPCTBEHHbIX NPenapaTos A1 BETEPUHAPHOTO NPUMEHEHUA U
BBO3a A1 LlesIel, YKa3aHHbIX B NyHKTe 5 4yactu 1 ctatbm 50 HacTosawero ®enepanbHOro 3aKoHa, a TakKe
06pa3L0oB NEKApPCTBEHHbIX MPenapatoB A8 BETEPUHAPHOrO MNPUMEHEHWA, NpeaHasHAYeHHbIX ANA
NpoBeAEHNA 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB B  LEAAX OCYLLECTBAEHUA TOCYAapCTBEHHOM
pPerucTpaummn NeKapcTBEHHbIX NPenapaToB A1 BETEPUHAPHOTO NPUMEHEHUA NN BHECEHUA U3MEHEHWUI
B PErMCTPALMOHHOE A0Cbe Ha JIeKapCTBEHHbIN NpenapaT 418 BETEPUHAPHOTO NPUMEHEHUA.

Cratba 53. Mpopaka, nepegayva NEeKapCTBEHHbIX CPEACTB OpraHM3aLMaMU ONTOBOWU TOProB/U
NleKapCcTBEHHbIMU CpeacTBaMm

1. OpraHusaummn onNnToBOM TOProBAW IEKAPCTBEHHbIMM CPEeACTBAMM MOTYT OCYLLECTBAATL NPOAAXKY
NIeKAPCTBEHHbIX CpPeacTB WMAM MepefasaTb UX B YCTAHOB/SIEHHOM 3aKOHOZATenbCcTBOM Poccuitckoi
depepaumnm nopsgKe (3a nckntovyeHmem GapmaueBTUYECKON CybCTaHLMM CNUMPTA 3TUI0BOrO (3TaHoMA) €
yyeTom TpeboBaHMI YacTu 3 HacTosLLEN CTaTbu:

(8 pea. PepepanbHbix 3aKoHOB OT 27.12.2019 N 481-d3, ot 04.08.2023 N 428-D3)

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProB/AW EKaPCTBEHHbIMU CPeACTBAMM;
2) npon3BOAMTENAM IeKapPCTBEHHbIX CPeACTB ANA Leneil NPoM3BOACTBA /IeKaPCTBEHHbIX CPEACTB;
3) anTeYyHbIM OpraHM3aLMAM M BeTEPUHAPHbLIM anTeYHbIM OpraHM3aLuam;

4) Hay4YHbIM OpraHu3aLmMAM 414 HayYyHO-UCCNe0BaTeNbCKOM PaboThl;
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(B peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) uHAuBMAyanbHbIM NpeanpUHUMATENSM, MMELWUM IMLEH3UI0 Ha (apmMaLLeBTUYECKYIO
OeATeNbHOCTb AN INLEH3UIO HA MeAULMHCKYIO AeATe/IbHOCTb;

6) MeOMUMHCKMM OpraHu3auMam, B TOM 4uCle CO34aHHbIM W 33aPEerucTpMpoBaHHbIM B
COOTBETCTBUM C 3aKOHOZATENbCTBOM MHOCTPAHHOIO rOCyA,apcTBa - YneHa OpraHM3aumm sSKOHOMMYECKOTO
COTpygHMYECTBA M PasBUTMA  MHOCTPAHHbIM  LOPUOUMYECKMM  NLAM,  UHAWBUAYANbHbIM
npegnpMHUMaTeNsam, ABAAIOLMMCA Y4acTHUKAMM NPOEKTa B COOTBETCTBMMU ¢ PeaepanbHbiM 3aKOHOM OT
29 nioHAa 2015 roga N 160-®3 "O mexayHapoAHOM MeAULMHCKOM KaacTepe M BHECEHUM U3MEHEHUN B
OTAe/ibHble 3aKoHOAaTe ibHble aKTbl Poccuinckon Pepepaumnmn’, n BeTepnuHapHbIM OpPraHu3aumam;

(B peq,. PegepanbHbix 3aKOHOB 0T 26.07.2019 N 240-d3, ot 04.08.2023 N 428-d3)

7) opraHusaumam M UHAMBUAYaAbHbIM MNPEANPUHUMATENAM, OCYLLECTBAAIOWMM pa3BeaeHue,
BblpaluMBaHME W COAEP’KaHWE HKUBOTHbIX (33 WCKAKOYEHWEM NPOAaKM UM  GapmMaLLeBTUYECKUNX
cybCcTaHUMiA MK NX Nepegaun).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aumm OnTOBOM TOPrOB/AM NIEKAPCTBEHHbIMM CPEACTBAMM He BMpPaBe OCYLLEeCTBAATb
npofaxKy (nepefayy B YCTAaHOBNEHHOM 3aKOHOZaTenbCTBOM Poccuiickoit depepaumm nopsake)
dapmaueBTMYECcKon CybCTaHUUM CNUPTa 3TUNOBOTO (3TaHoNa).

(4actb 2 B pea. PenepanbHOro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.
Y. 3 cT. 53 Ha TeppuTopusax OAHP, JIHP, 3anopoxKcKoi 061acTn, XepCoOHCKOM 061acTn NpUMEHsIeTcA €
01.09.2024 (®3 ot 04.08.2023 N 428-D3).

3. OpraHu3aumnmn onToBOM TOProB/IM IEKAPCTBEHHbIMM CPEeACTBAMU MOTYT OCYLLECTBASATb NPOAAXKY
(nepepgauy B ycTaHOB/NIEHHOM 3aKOHO4ATENbCTBOM Poccuiickon depepaumm nopagke) N1eKapCcTBEHHOIoO
npenaparta 4aa MeguuMHCKOro MPUMEHEHMA C MEXAYHAPOAHbIM HENATEHTOBAHHbIM HAaMMEHOBaHMEM
n n

STtaHon":

1) lopuMaAnYeckMM MLaM, NMEKLLMM NULEH3UI0 Ha dapMaleBTUYECKYIO0 AeATeNbHOCTb B chepe
06 palleHna NeKapCTBEHHbIX CPEACTB ANA MEeAULUHCKOTO NPUMEHEHMUS;

2) MHOUBUNAYyaJbHbIM MNpeanpuHumartenam, uMMerwmm JAULEH3UKO0 Ha (bapMaLI,EBTMLIECKYI-O
0eATeNbHOCTb B cd)epe O6pa|.I.I,EHMF| NEeKapCTBEHHbIX CpeacTs AnAa megnunHCKoro npuMeHeHuaA,;

3) MHOUBMAYyasbHbIM  NpeanpuHMMmaTenam, nmverwwmm - IMUEH3NIO Ha MeaANUUNHCKYHO
AeATeNbHOCTb;,

4) opUANYECKUM IMLLAM, UMEIOLLIUM IMLLEH3UNIO Ha MeAULMHCKYIO AeATEeIbHOCTb;

5) MHOCTPaHHbIM OPUANYECKUM IMLAM U UHAMBUAYANbHLIM NPeAnpPUHMMATENAM, CO3A4aHHbIM U
3apPErncTpupoBaHHbIM B COOTBETCTBMU C 3aKOHOAATE/NIbCTBOM MHOCTPAHHOrO rocygapcrea - Y/ieHa
OpraHu3aumMm 3KOHOMUYECKOTO COTPYAHMYECTBA M Pa3BUTUA, ABAAKOWMMCA YY4AaCTHMKAMKU MPOEKTa B
cooTBeTcTBUM c deaepanbHbiMm 3aKoHOM OT 29 uioHA 2015 roga N 160-d3 "O mexayHapoaHOM
MEeANLMHCKOM KNacTepe M BHECEHUW U3MEHEHMN B OTAEe/bHble 3aKOHOAaTesibHble aKTbl Poccuiickoi
depepaumn”;

6) ucnbiTaTeNbHbIM NabopaTopuam (LeHTpam), NPOBOAALMM MCMbITaHUA B 0B1AaCTU KOHTPOAS
KaQuecTBa JEKAPCTBEHHbIX CPeAcTB, aKKPeAUTOBAHHbIM B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuitckont Pepepaumm o6 akkpeanTaLUKN B HAUMOHAIbHOM CUCTEME aKKpeguTaLmu.

(4yacTb 3 BBegeHa PenepanbHbim 3akoHOM oT 04.08.2023 N 428-93)
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Cratba 54. paBuna oNTOBOI TOProBAN NEKAPCTBEHHLIMM CPEACTBAMMU

1. OnToBas TOProsAA JIEKAPCTBEHHbIMWM CPEACTBAMMU  OCYLLECTBAAETCA NPOM3BOAUTENAMM
NIeKAPCTBEHHbIX CPeacTB M OPraHM3auuaMM ONTOBOW TOPrOBAW NEKAapPCTBEHHbIMW CPeacTBaMM NO
npaBuaam HagaerKallen ANCTPUObIOTOPCKOM NPAKTUKKU, YTBEPHKAEHHbIM EBPA3MNCKON 3KOHOMMYECKON
KOMUCCUEN, WM MpPaBWUIaM XPaHEHMA JIEKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM YMNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCMNONHUTENBHOMN BNACTH.

(4actb 1 B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. OpraHusaums ONTOBOWM TOProBAM JIEKAPCTBEHHbIMM cpeacTBamn obsa3aHa cobaogaTb
npegesibHble CPOKU OTrPYy3KM 3aTpeboBaHHbIX anTeYHOM OpraHM3auMelnt NIeKapCcTBEHHbIX MpenapaToB
AN MeAMUMHCKOro NPMMEHEHMA M He BMpaBe OTKAasblBaTb anTeYHOM opraHM3aLMu, C KOTOPOW y Hee
3aK/IlOYEeH COOTBETCTBYIOLWMI AOMOBOP O MOCTAaBKaX JIEKAPCTBEHHbIX NpenapaTtoB s MeaMUMHCKOro
NPUMEHEHUA, B NOCTaBKE JIEKAPCTBEHHbIX NPenapaToB A1A MEAULMHCKOrO NMPUMEHEHUA NPU HaMuUK
3aTpeboBaHHbIX JIEKAPCTBEHHbIX NPENaAPaTOB A1 MEAULMHCKOTO NPUMEHEHMA Y OPraHM3aumMmn oNnToBOM
TOProB/AW JNIeKAPCTBEHHbIMKU cpeacTBamu. [peaenbHble CPOKM OTrPy3KM 3aTpeboBaHHbIX anTeyHoM
OpraHu3aumen NeKapCcTBEHHbIX MPenapaToB A8 MEeAULMHCKOTO NPUMEHEHMA B 3aBMCMMOCTM OT
PacnosIoKeHMA MeCTa OTIPYy3KM JNIEKAapPCTBEHHbIX MPEenapaTtoB AnA MEeAMLMHCKOrO NpUMEHEHUA
yCTaHaB/AMBAOTCA YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTE/IbHOW BACTML.

(4actb 2 BBeaeHa PeaepanbHbim 3aKkoHOM OT 26.03.2022 N 64-03)

CraTtbAa 55. [lopsaA0K pO3HMUYHOM TOProBAN NEKAPCTBEHHbIMU NpenapaTamm

1. PO3HMYHAA TOProBAA JIEKAPCTBEHHbIMM MpenapataMmm B KOAMYECTBAxX, HEOOXOAMMbBIX AN
BbINONHEHUS BpayebHbIx (denbalepcknux) HasHaYeHUM WAM Ha3HaYeHWn cneumnanmcToB B obnactu
BETEPUHAPUM,  OCYLLECTBAAETCS  anTeYHbIMW  OpPraHM3auMAMKM, BeTEePUHAPHbIMW  ANTEYHbIMM
OopraHusaumnsmu, MHANBMAYA/IbHBIMMU npegnpuHUMaTensmu, UMEWMMN  JIMLUEH3UIO  Ha
bapMaLeBTUUECKYIO AeATeNbHOCTb, MEANLMHCKMMU OpraHu3aumsamm, UMELWMMN NIMLEH3MIO Ha
dbapmMaLeBTUUECKYIO AeATeNbHOCTb, U UX 060COBNEHHbIMW NOoApPa3AeNeHUAMM, PACMONOKEHHbIMA B
CENbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OopraHusauuu, U BeTepUHapHbIMU
OpraHU3aunsamMm, UMeLWNUMN NNLEH3UI0 Ha dapMaLeBTMYECKYIO AeATe/IbHOCTb. PaspelleHa po3HMYHasn
TOProB/A TO/IbKO NEKAPCTBEHHbIMU MpenapaTamu, 3aperncTpupoBaHHbiMmM B Poccuinickon deaepaumm
nmMbo B COOTBETCTBMM C aKTaMM, COCTaBAAlWMMKU npaBo Coto3a, WAW U3rOTOBJEHHBLIMU anTEYHbIMM
opraHusaumnsmu, BeTEPUHAPHbIMM anTeYyHbIMU opraHusaumsamu, MHANBUAYANbHbIMU
npegnpuHUMaTens imm, MMELWMMN JINLEH3UID Ha dapMaueBTUYECKYD AeATeNbHOCTb. Po3HWYHas
TOProBAA NEeKapCTBEHHbIMW MpenapaTaMn OCYLLECTBASETCA MO NpPaBUAaM HagfeXKalwen anTeyHolM
NPaKTUKK, YTBEPKAEHHbBIM YNOJHOMOYEHHbIM PpeaepanbHbiM OpraHOM UCNOIHUTENbHOW BACTMU.

(B pea. PepepanbHbix 3aKoHOB OT 25.11.2013 N 317-d3, o1 22.12.2014 N 429-d3, ot 30.01.2024 N 1-93,
o1 08.08.2024 N 323-93)

1.1. PO3HWYHasA TOProBAsA NEKApPCTBEHHLIMU NpPenapaTamu ANs MeAUUMHCKOro NpMMeHeHus (3a
WCK/IIOYEHNEM NIEKAPCTBEHHbIX MPENapaToB, OTNYCKaeMbIX NO peLenTy Ha JIeKapCTBEHHbIM npenapar,
HapPKOTUYECKUX NIEKAPCTBEHHbIX MPenapaToB M NCUXOTPOMHbIX /SIeKAPCTBEHHbIX NPENApPaToB, a TaKXke
CNMPTOCOAEPIKALLMX NEKAPCTBEHHbIX MPEenapaTtoB C 06bEMHON A0fei 3TUAOBOro cnupTa cebiwe 25
NPOLEHTOB) MOMET OCYLLEeCTBAATLCA aNTeYHbIMW OPraHU3aUMAMKM  AWCTAaHUMOHHbIM  crnocobom.
PO3HWYHYIO TOProB/AKD  /IeKAapPCTBEHHbIMM  MpenapatamM  4Aa  MeAULMHCKOrO  MPUMEHEHMS
ANCTaHUMOHHBbIM CNOCOB60OM MOTYT OCYLLECTBAATb anTeyHble OpraHM3auMu, UMeKLMe JULEH3UI0 Ha
bapmaueBTUYECKYIO AeATeNbHOCTb M COOTBETCTBylOLLee paspeweHune depepanbHoOro opraHa
WCMONHUTENLHON BAACTM, OCYLLECTBAAIOWEro ¢YHKLMM MO KOHTPOAKD W Haasopy B cdepe
3apaBooxXpaHeHus. [lopagoK BblgayuM paspeweHus Ha  OCYLLeCTBJAEHME PO3HUMYHOM TOProsaAu
NeKapCTBEHHbIMM NpenapaTtaMmn AUCTaHLMOHHbIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHn3aumnam,
KOTOpble MOTyT OCYLLEeCTBAATb TaKylo TOProB/lo, U NOPAOOK €e OCYLLEeCTBJEHMs, a TaKKe npasuna
[OCTaBKM /IeKapCTBEHHbIX MpPenapaToB rpaxgaHam ycTaHasausatotcAa [paBuTenscTBom Poccuiickoi
depepaummn. MHbopmauma 06 onnavyeHHbIX (OTNYLLEHHbIX) U MOAYYEHHbIX EeKapCTBEHHbIX NpenapaTtax
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BHOCUTCA B CUCTEMY MOHWUTOPUHIA ABWMMXKEHUA NEeKapCTBEeHHbIX MNpenapaToB Aad MeaUUUHCKOro
npMMeHeHUA B NopAaaKe, NpeayCMOTPEHHOM YacTbio 7 CTaTbM 67 HacToAwero deaepanbHOro 3aKoHa.
(yactb 1.1 BBeaeHa PegepanbHbiM 3akoHOM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OpraHM3auMii W NpaBuia OTMYCKa JIEKAPCTBEHHbLIX MpenapaToB AnA
MegnUnNHCKOro npumeHeHuna ante4yHbiMn opraHnsaumnamun, MHANBUAYaAbHbIMU NpeanpuHMMmaTenamm,
UMEWMMMN  JINLEH3UI0O Ha (apMaLeBTUYECKYI0 OeATeNbHOCTb, a TaKKe [MpaBuia  OTnycka
JNIEKapCTBEHHbIX MNpenapaTtoB ANA MEeAUUUHCKOTO MNPUMEHEHUA MeAUUMHCKMMUM OpraHusauuamm,
MMEWMMN  JINLUEH3NIO Ha  GapMaLEeBTUYECKYID  AeATeslbHOCTb, M MX  060Cco61eHHbIMMU
nogpasgeneHuAMM, PacrnoNoKeHHbIMU B CE/IbCKUX HacesIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHM3auMu, YTBEPXKAAKTCA YNOIHOMOYEHHbIM denepasibHbIM OPraHOM UCMOJIHUTEIbHOM
BNACTU.

(B peq,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-d3, o7 08.08.2024 N 323-$3)

3. MNpaBunaa oTNycKa HAPKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aPEerMcTPUPOBaHHbIX B
KAQuecTBe JIeKapCTBEHHbIX MPEenapaToB, JIEKAPCTBEHHbIX MPENApPaToB, COAEP)KaLMX HapKOTU4YecKue
cpencTBa M NCUXOTPOMHbIE BELLECTBA, YTBEPKAANTCA YNOJHOMOYEHHbIM deaepasibHbIM OpPraHom
WUCNONIHUTENIbHOM BJIACTM MO CcOrfacoBaHuio ¢ denepasbHbIM OPraHOM WCNONHUTENIbHOW BAACTH,
YNO/IHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(8 peq. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl ANA BeTEPUMHAPHOrO NPUMEHEHUs nogaexaTt OTnycKy
BETEPUHAPHbIMM anTeYHbIMW OpPraHM3auuaMKn, BeTepMHaPHbIMK OpPraHn3auUamMmn, UHANBUAYAAbHbIMM
npeanpuHUMaTeN MM, WUMELWMMU  ANLEH3UI0 Ha  dapMaueBTUYECKYlo aeAtenbHocTb.  OTnyck
NIeKapCTBEHHbIX NpenapaToB ANA BEeTepPUHAPHOro NPUMEHEHUs OCYyLecTBAAeTCA B COOTBETCTBUM C
npaBMNamMu Hagaexalleld anTeyHoM NPaKTUKM NeKapCTBEHHbIX NpenapaToB AAs BeTepuUHapHOro
NPUMeHeHUA, YTBEPKAEHHbIMM YNOJHOMOYEHHbIM deaepanbHbIM OpraHoOM UCNONAHUTENbHOW BNacTU.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. lMepeyeHb MEAMUMHCKUX OpPraHM3aumii, MMEWMNX ANLEH3NI0 Ha dapmMaLeBTUUECKYIO
OEeATeNbHOCTb, U UX 060C061eHHbIX NOAPA3AeeHUI, PACNONOMKEHHbIX B CENIbCKMX HAaceNeHHbIX MYyHKTaX,
B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHuWsaLMu, a TaKKe nepeyeHb JIeKApPCTBEHHbIX MPenapaTos,
npogaxa KOTOPbIX MOMKET OCYLLECTBAATbLCA YKa3aHHbIMW OpraHu3aumsamm u nx 060cobieHHbIMK
noapasgeneHnsmy, YCTaHaB/AMBAKOTCA  MCMONHUTENbHbIMKM  OpraHamu  cyb6bekToB  Poccuiickol
depepaunm.

(B peq. PegepanbHbix 3aKkoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93, ot 08.08.2024 N 232-
®3, 01 08.08.2024 N 323-93)

6. AnTeyHble OpraHW3aUMW, WHAWBUAYAJ/IbHbIE NpPenNnPUHUMATENM, UMEIOLWMNE JIMLEH3UI0 Ha
bapmaLeBTMUECKYIO  AeATeNbHOCTb, 06A3aHbl  obecneymBaTb YTBEPXKAEHHbIV  [MpaBUTENBCTBOM
Poccuiickon degepaumm n popmmpyembin B YCTAHOBIEHHOM MM NOPAAKE MUHUMAJIbHbIA aCCOPTUMEHT
NeKapCTBEHHbIX NPenapaToB, HEOOXOANMbIX A1 OKAa3aHWUA MEeANLMHCKON MOMOLLM.

(4acTb 6 B peq. deaepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble OpraHuWsauMW, WHAMBUAYANbHbIE NpPeanpPUHUMATENMN, UMEKLWMNE JINLEH3UIO Ha
bapmaLLleBTUUECKYIO [eATeNbHOCTb, HapA4y C NeKapCTBEHHbIMU MpenapaTtamMu  UMeT MpaBo
npuobpeTtaTb M NpoAaBaTb, B TOM YUCAe AUCTAHUMOHHBIM CNocoboM, MeaULMHCKUE un3genus,
Ae3nHouumpylowme cpeacTsa, NpegmeTtol U CPeacTBa JMYHON TUIMEeHbl, NOCYAy ANA MeAMUMHCKUX
uenen, npegMeTbl U cpeacTBa, nNpegHasHayeHHble A yxoda 3a 60/IbHbIMKW, HOBOPOMKAEHHBIMU U
OEeTbMM, He JOCTUILLMMM BO3PAcTa TPEX /1eT, OYKOBYIO ONTUKY U CPeacTBa yxoha 3a Hel, MUHepasbHble
BOZbl, NPOAYKTbl e4ebHOro, AEeTCKOro U AMEeTUYECKOro NUTaHuA, BUONOrMYeckM aKTUBHble J06aBKM,
napdomepHble U KOCMETUYECKME CpeacTBa, MeAULMHCKME U CAHUTAPHO-NPOCBETUTE/NbHbIE NEeYaTHble
n3gaHuA, NpeaHasHauYeHHble gaa nponaraHapbl 340P0BOro 06pasa *KU3HMU.

(8 pen. PenepanbHbix 3aKkoHOB oT 27.07.2010 N 192-d3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)
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8. [leaTenbHOCTb anTe4YHbIX opraHusauMin BoopyrkeHHbix Cun Poccuiickonn ®epepauunmn, apyrux
BOWMCK, BOMHCKNX GOPMUPOBAHNIA 1 OPraHoOB, B KOTOPbIX 3aKoHoAaTenbcTBOM Poccuiickon Pepepaunm
npeAycCMOTPEHO MPOXOXKAEHUE BOEHHOM CcayXbbl nan denepanbHON rocygapCTBEHHOM CAyXObl,
CBA3QHHOW C MPABOOXPaHUTE/IbHOM AeATEe/NbHOCTbIO, pernameHTUpyeTcs HactoAwmm PeaepasibHbIM
3aKOHOM W YTBEPXKAEHHbIMW COOTBETCTBYIOWMMKN desepasibHbIMU OpraHaMM UCMONHUTENIbHOM BNacTu
NoNoXeHnaMnN. KOHTPOsIb 3a cobatogeHMeM YKasaHHbIMM anTeYHbIMU OPraHU3auMAMU MOJIOKEHWUN
HacToswero PenepanbHOro 3aKOHA OCYLLECTBASETCA COOTBETCTBYHOWMMU denepanbHbIMU OpraHamm
WCNONHUTEIbHOM BNACTM.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. YtpaTtun cuny c 1 aueaps 2021 roga. - PeagepanbHblin 3akoH ot 03.04.2020 N 105-93.

KoHcynbTaHTMAOC: NprMeyaHue.
C 01.03.2026 cT. 55.1 ytpaumnsaet cuny (®3 ot 20.10.2022 N 405-3).

Cratba 55.1. MopaaoK ocyw,ecTB/IeHUA PO3HUYHOW TOProB/IN JIEKAPCTBEHHbIMM NMpenapaTtamu
ANA  MeAULUHCKOTroO NnpuMMeHeHMus, OTNYyCKaemMbiMM MO peuenTy Ha JieKapCTBEHHbIM npenapar,
ANCTAHLUMOHHbIM cnocobom

(sBegeHa dPepepanbHbimM 3aKoHOM OT 20.10.2022 N 405-03)

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoae dpenepasibHOro 3HayeHus
Mockse, B benropoackoit 1 MocKoBcKol 0bacTax (fanee B HacToALLEN CTaTbe - CyObeKTbl Poccuiickon
depepauunm) npegycmaTpmBaeTcs NPoBeAEHME SKCNEPUMEHTA MO OCYLLECTBAEHMNIO PO3HUYHOM TOProBAK
NIeKapCTBEHHbIMM MNpenapaTtamu a8 MeaULMHCKOrO NPUMEHEHMs, OTMyCKaeMbiMU MO peuenTty Ha
JIeKapCTBEHHbIV Npenapar, AUCTaHLMOHHbIM COCOBOM (Aanee - SKCNepuMeHT).

2. B pamkax 3KcnepMmeHTa ero y4acTHUMKW BMpaBe AUCTAHUMOHHbIM CMOCOBOM OCYLLEeCTBAATL
PO3HWMYHYIO  TOPrOBAKD  JIEKAPCTBEHHBIMW  Mpenapatamu  AAA  MeAULMHCKOrO  NPUMEHEHMUS,
OTMYCKAaeMbIMM MO peLenTy Ha NeKapCcTBEHHbIW npenapaT (B Tom yncie cbopmmpoBaHHOMY B dopme
3/IEKTPOHHOIO [AOKYMeHTa B JIMMHOM KabuHeTe rparKAaHWMHA Ha eauMHOM nopTane U (Mam) Ha
pervoHasibHbIX MOPTaNax rocyAapCTBEHHbIX U MYHUUMNANbHBIX YCAYF) U BK/AOYEHHbIMM B MepedeHb
NIeKapCTBEHHbIX MpenapatoB WM ¢$apMaKoTeEpPaNeBTUYECKMX TFPYNN JIEKAPCTBEHHbIX MpPenapaTos,
paspelleHHbIX K peanusauMuM B pPaMKax 3SKCNEPUMEHTA, YTBEPKAEHHbIA  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM MCNOAHUTENBHOW BAAcTU (33 MCKAOYEHMEM NEKAPCTBEHHbIX MNpenapaTos,
CoAEpPrKaLLMX HAaPKOTUYECKME CpencTBa, NCUXOTPOMHbIE BELLECTBA M MX NPEKYPCOPbI, JEKAPCTBEHHbIX
NnpenapaToB, COAEPKALWMX CUNbHOLENCTBYIOWLME BELWECTBA, PaanodapMaLeBTUYECKMX IEKAPCTBEHHbIX
npenapaTos, MMMYHOOMONOIMYECKMX NIEKAPCTBEHHbIX MPEnapaTtoB, a TaKXKe JIeKapCTBEHHbIX
npenapaTos, A5 KOTOPbIX B COOTBETCTBMM C UHCTPYKLMEN MO NPUMEHEHUIO IEKAPCTBEHHOrO NpenapaTa
YCTaHOBNEH TEMMEPATYPHbIA PEXMM XpaHeHua Huxke 15 rpagycos Lenbcua, cnuptocoaeprialmx
NIeKapCTBEHHbIX MpenapaToB ¢ OObEMHOW [0sel 3TUAOBOrO CAMPTa cBbiwe 25 MNPOUEeHTOB W
NIEeKapCTBEHHbIX MPENnapaToB, W3rOTOBAEHHbIX anTeYHbIMKM OpraHusaumamu). Kputepum BKAOYEHUS
NIeKapCTBEHHbIX MpenapaToB U dapmMaKkoTepaneBTUHECKMX TPYMM JIeKapCTBEHHbIX MNPEenapaToB B
YKa3aHHbIi nepeyeHb YycTaHasauBatoTcA [MpasuTenbctBom Poccuiickot degepaunn. MonoxkeHus
HACToALWEN CTaTbW HE PACNPOCTPAHAIOTCS HA IeKAPCTBEHHbIE NpenapaTbl, OTNyckaemMble 6ecnaaTHo Mau
CO CKMAKOW rpaxkfaHam, MMelWwUM npaBo Ha obecrieyeHne NeKapcTBEHHbIMW NpenapaTamu 3a cyeT
CpeAcTB OOAMKETHbIX acCMTHOBaHUM deaepanbHOro 6toaXKetTa M broaxkeToB cybbekToB Poccuitckoi
depepaunm.

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3.  YyacTHMKamM  3KCNepuMmMeHTa  ABAAIOTCA  YNO/SIHOMOYEHHbIM  denepanbHbli  opraH
WCMONHUTENbHON BAACTW, YMNOJHOMOYEHHbIE WCMOJIHUTENbHblIE OpraHbl Cy6beKToB PoccuitcKol
depepaumm, MeANUMHCKME OPraHM3aLUMM M anTeyHble OpraHM3aLmMm, COOTBETCTBYIOLWME TpeboBaHMAM,
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YCTaHOB/IEHHbIM B COOTBETCTBUM C YACTbiO 4 HAcCTOsALLEN CTaTbM.
(B peq. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

4. MonoxeHue 0 NopALKe NPOBEAEHNA SKCNEPUMEHTA, B TOM Yncae TpeboBaHUA K MeAULMHCKUM
OpraHM3auuAM M anTeYHbIM OpPraHu3aLMAM, ABAAIOWMMCA YYACTHUKAMM 3IKCNEPUMEHTA, NOPALOK
OCYLLECTBNEHUA PO3HUYHON TOProBAM  JIEKAPCTBEHHbIMM  MpenapaTtamu  Aaa  MeAMLUMHCKOro
NPUMEHEHUS, OTNYCKAEMbIMW NO PELLENTYy Ha NIEKAaPCTBEHHbIN NpenapaTt, AUCTaHLMOHHbIM Cnocobom,
TpeboBaHMA K [OCTaBKe TaKMX IEKAPCTBEHHbIX NPENAPaTOB rpaKgaHam, NPaBMIa Bbl4avyn paspelleHms
Ha OCYLLECTB/IEHWE PO3HWUYHOW TOProOBAM NEKAPCTBEHHbIMW MpenapaTamu pas  MegULMHCKOro
NPUMEHEHUS, OTNYCKAEMbIMW NO PELLENTYy Ha NIEKAaPCTBEHHbIN NpenapaTt, AUCTaHLMOHHbIM Cnocobom,
yTBepxaaetca lNpasutenbctBom Poccuiickoinn Pepepaumn. TpeboBaHMA K anTeUYHbIM OpraHu3aumam,
ABNAIOWMMCA YYACTHMKAMM IKCNEPUMEHTA, HE MOryT ObiTb HWKe TpeboBaHW, YCTaHOBAEHHbIX K
ANTEeYHbIM OPraHU3aUMAM B COOTBETCTBMM C YacTbto 1.1 cTaTtbu 55 HacToAwero PenepanbHOro 3akoHa.

5. YnonHomoueHHbIM pegepanbHbll OpraH MCNOJHUTEIbHOM BIACTHU:

1) ocyuiectBAseT MeETOAMYECKOE COMPOBOXAEHWE IKCMEPUMEHTA, BK/IOYAsA METOAUYECKOe
COMPOBOXKAEHWNE AEATENbHOCTU MeAULMHCKUX OPraHn3aLUmMii U anTedyHblX OpraHn3auuii, y4acTeyowmx B
3KCMepUMeHTE, N0 0GOPMIEHUIO, UCMO/Ib30BAHUIO U XPAaHEHUIO PELLENTOB Ha JIEKAPCTBEHHbIV Npenapar,
B TOM Yncne cGopMUpPOBAHHbBIX B POPME INEKTPOHHbBIX JOKYMEHTOB;

2) npepctaBnaet B [paBuTenbcTtBo Poccuiickolt depepaumm npeasapuTesbHbii (B nepuos
npoBeAeHna 3KCNepuMeHTa, HO He nosgHee 4yem 3a [Ba MecAla A0 UCTEYEHWMs CPOKa npoBeaeHus
3KCMEPUMEHTA) U UTOTOBbIM (MO OKOHYAHMM 3KCMEPUMEHTA, HO He Mo3A4Hee Yyem Yepes ABa MecAua
nocne WCTeYEHUA CPOKa MpPOBefeHMA 3SKCMepuMeHTa) [AOO0KNadbl O pesynbTaTax nposBeaeHus
3KCMEpPUMEHTa U NPeaNioXKeHUs O BHECEeHUM U3MEeHEeHW B 3aKkoHoAaTenbcTBo 06 obpalleHuu
NleKapCTBEHHbIX CPeACTB.

6. YNONHOMOYEHHbI MCNONHUTENbHbIN OpraH cybbekTa Poccunitckoit degepaumu:
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) Brnpase yCTaHOBUTb 0COBEHHOCTU nposeaeHunA SKCNEPUMEHTA;

2) yTBeprKAaeT NopAAoOK oTbopa MeAMLMHCKMX OpraHusauMii M anTedHblX opraHusauuin ansa
yyacTMa B 3KCMEpPMMEHTE, a TaKXe NpPOoBOAUT TaKoi OTOOp U yTBep)KAaeT nepedeHb MeAULMHCKUX
opraHM3aunin U NepeyveHb anTeyHbIX OpraHMU3aLnii, COOTBETCTBYOLWMX TPeboBaHUAM, YCTaHOBAEHHbIM B
COOTBETCTBUU C YaCTbto 4 HACTOALLEN CTaTbM, U ABAAIOLLMXCA YHAaCTHUKAMU SKCNEPUMEHTa;

3) ocywecTBNAET MOHUTOPUHI NPOBEAEHUA IKCMEPUMEHTA M MPeACTaBAAseT ero pesyabTaTbl B
YNONHOMOYEHHbIN deaepanbHbIi OpraH UCNOAHUTENbHOM BAACTW;

4) obecneynBaer MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne NPOBEAEHUA IKCMEPUMEHTA
nocpeacTBOM  MCMONb30BAHUA  TOCYAAPCTBEHHOW  MHOOPMAUMOHHOM  cucTembl B cdepe
34,paBOOXpaHeHna cybbeKTa Poccninickon Geaepaunn u (Mam) MeanuMHCKMX MHPOPMALMOHHBIX CUCTEM
MEANUMHCKMX OpraHu3aLmii, ABASIOWMXCA YYACTHUKAMM IKCMEPUMEHTa, WU MX B3aMMOLENCTBUS C
eANHOW rocyaapcTBEHHON MHPOPMALMOHHOM cucTemol B chepe 34paBOOXPaHEHUA.

7. MeAMUMHCKME OpraHuM3auMM M anTeyHble OpraHM3auuMy BMNpaBe OTKa3aTbCA OT y4acTus B
3KCMepuMeHTe, NOAAaB B YNOJAHOMOYEHHbIW UCMONHUTENbHbIM OpraH cybbekTa Poccuiickoin ®eaepauun
cooTBeTcTByloLEee 06palLeHNe B MMCbMEHHOI Gpopme.

(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8. AnTeyHble OopraHunsauunun, asnarwmneca y4aCtTHMKaMmn 3KCNEPUMEHTa, 06A3aHbI npu npoaaxe
ANCTAaHUNOHHbIM cnocobom NIEKapCTBEHHOro npenapata Ana MeauunmHCKOro npumeHeHuA,
OTNYCKaeMOro no peuenTty Ha }'IEKapCTBEHHbIﬁ npenapar, obecne4yunTb npun ocywecTtBieHNUN O0CTaBKU
MAeHTMd)MKaLI,MIO JINYHOCTU TpaxXaaHWHa, noJsiy4vyatouwlero Takom ﬂeKapCTBeHHbIVI npenapat, B uUenAax
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YCTaHOB/IEHWUS COOTBETCTBUA €r0 IMYHOCTU U /IMLLA, YKa3aHHOro B PeLLeNnTe Ha IeKapCTBEHHbIM npenapat
(ero 3akoHHOro npegcrasutensn), nMbo vua, YNOAHOMOYEHHOTO /IMLOM, YKa3aHHbIM B peuenTe Ha
NleKapCTBEHHbINM NpenapaT (ero 3aKOHHbIM NpeaCcTaBUTeNIEM), Ha NOJlyYeHUeE IeEKapPCTBEHHOTO NpenapaTta
(manee B HacToALEl CTaTbe - NINLO, YKAa3aHHOE B peuenTe (3aKOHHbIM NpeacTaBUTe b, YNOJHOMOYEHHOE
muo).

9. Jluo, ocywecTBaslOWlee [OOCTaBKY JIEKApPCTBEHHOro npenapata Anf  MeaMUMHCKOro
NPUMEHEHUs, OTMYCKAaeMoro Mo pPeuenTy Ha NeKapCTBEeHHbIM npenapaTt, obsasaHo noTtpeboBatb y
rpa)gaHwvHa, MOJIy4aloWero TaKoW  JIeKAapCTBEHHbIM  npenapaT, npeabaBuUTb  AOKYMEHT,
YAO0CTOBEPSIOWMNIN ero JIMYHOCTb, AN UAEHTUPUKALUM JIMYHOCTU ITOTO rpaxkKaaHWHa U YCTaHOBAEHUA
COOTBETCTBMS €ro JINYHOCTM M  NMLA, YKa3aHHOro B peuenTe (3aKOHHOro npeacTaBuUTeNs,
YMNONHOMOYEHHOIO nua). B cnyyae BbiABNEHWA HECOBMNAAEHUS NMYHOCTM FparKAaHWHa, NoJyyalowero
JIeKapCTBEHHbIM  MpenapaT, M JiMUa, YKasaHHOro B peuenTe (3aKOHHOroO nNpeacTaBUTENA,
YMO/NHOMOYEHHOIO /ML), @ TaKKe B C/lyyae OTKa3a rpaxkgaHwHa, Moy4YalolWero NeKapCTBEHHbIN
npenapar, NpegbABUTb AOKYMEHT, YA0CTOBEPAIOLMIA €70 IMYHOCTb, /IMLLO, OCYLLECTBAAIOLLIEE AOCTaBKY
JleKapCTBEHHOro npenapaTa A4 MeAUUMHCKOrO NPUMEHeHMsa, OTNycKaemoro Mo peuenTty Ha
JIeKApCTBEHHbIA Npenapat, 00A3aHO BepPHYTb TaKOM NEKAPCTBEHHbIM nNpenapat B  anTeYHYyto
opraHusaumio.

10. NMogaTteeprkaeHvem ¢aKkTa nepegayy NeKapCTBEHHOrO mnpenapata ANns  MeAMLMHCKOro
NpUMeHeHWs, OTNYCKAaeMOro Nno peuenTy Ha NIeKapCTBEHHbIW Npenapart, 1Ly, YKasaHHOMY B peuenTe
(3aKOHHOMY NpeacTaBUTENtO, YNOJTHOMOYEHHOMY JiMLY), ABAAIOTCA KACCOBbIA YEK M MoAnWCb /nMLa,
NOJIyYMBLUErO TAKOW JIEKApPCTBEHHbIN NpenapaT, Ha AOKYMEHTe O MOJlyYeHUN TaKOro NEeKapCTBEHHOMO
npenapata no ¢opme, yTBEPKAAEMON YNOJIHOMOYEHHbIM denepasbHbIM OPraHOM MCMOAHUTENIbHOM
Bnactu. MNocne nepefayy NeKapCTBEHHOro MpenapaTta /MLy, YKasaHHOMY B peuenTte (3aKOHHomy
npeAacTaBUTeNto, YNOJHOMOYEHHOMY ANLY), 3TOT LOKYMEHT Nepesaerca JIMLOM, OCYLLECTBUBLUMM
[OCTaBKy TaKOro /JIeKapCTBEHHOrO npenapata, B anTeyHyld OpraHM3aLuMmio, OCYLLEeCTBMBLUYIO OTMYCK
NIleKapCTBEHHOro npenapaTta. B ciyyae BbiABNEHMA Npu nNepejaye /MUy, yKasaHHOMY B peuenTe
(3aKOHHOMY MpeAcTaBUTENO, YMOJIHOMOYEHHOMY J/IMLUy), J/leKapcTBEHHOro npenapaTta ¢aKToB
MEXaHMYECKOro MNOBPEXKAEHWUA €ro WAM €ero YnaKoBKM TaKOW JIEKAPCTBEHHbIM MpenapaTt JAuLom,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBUTeNem, YNoJHOMOYEHHbIM JINLOM), HE MPUHUMAETCA U
BO3BpalaeTca 6e3 ero onnatbl ANLY, OCYLECTBMBLUEMY AOCTaBKY JIEKAPCTBEHHOro npenapata M
obecneynBatoLLemMy ero BO3BpaT B aNTeYHYO OpraHM3aumio.

11. 3a HapyweHuMA 3aKoHoAaTenbCTBa Poccuiickoit deaepaumm, coBeplieHHble NpU NpoBeaeHUm
3KCMEepUMEHTa, €ero Y4aCTHMKM HecCyT OTBEeTCTBEHHOCTb, YCTaHOBNEHHYIO 3aKOHOAATeNbCTBOM
Poccuiickon deaepauymu.

12. KoHTponb 3a ucnonHeHuem TpebOBaHMMN, CBA3AHHbIX C MPOBEAEHMEM 3SKCNEPUMEHTA,
ocyuiectBaseTcA denepasibHbiM OPraHOM WMCMOJHUTENBHOM BAACTW, OCYLLECTBAAOWMM GYHKLUKX NOo
KOHTPOJII0 M Haa30py B chepe 3a4paBoOXpaHEHMA, B NOpALKe, ycTaHOBAEHHOM PefepasibHbiM 3aKOHOM
oT 31 wmwonsa 2020 roga N 248-d®3 "O rocygapcTBEHHOM KOHTpose (Hags3ope) M MyHUUMMNANbHOM
KOHTpone B Poccuitckoit Pegepaunn'.

CratbAa 56. M3roToBNEeHUE M OTNYCK NE€KAPCTBEHHDbIX NPenapaToB

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.03.2025 B 4. 1 ct. 56 BHOCATCA M3meHeHMA (P3 oT 30.12.2021 N 463-93). Cm. 6yayuiyto
peaakumio.

1. M3rotoBneHne neKapCTBEHHbIX MPenapaTtoB anTeYHbIMW OpPraHU3aUMAMKU, BeTepPUHAPHbIMU
anTe4YHbiMM  OopraHuMsaunamum, uUmMmerwnmMmmn JNUEH3UNIKO Ha d)apmau,eBqueCKylo 0eATeNnbHOCTb,
ocyliectBnAeTca no peuentam Ha J1eKapCTBeHHble npenapatbl, No Tpe6OBaHVIFIM MeaAULMHCKNX
opraHmsau,Mﬁ, BeTepPUHaApPHbIX OpFaHVI3aLl,VIVI B COOTBETCTBUU C NpaBuUIaMMU MU3roToBsieEHNA U OTNYCKa
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NIEKapCTBEHHbIX  MPenapaToB, YTBEPXKAEHHbIMM  YMNOJHOMOYEHHbIM  deaepanbHbIM  OpPraHoOM
WCNONHUTEIbHOM BNACTM.
(B peq. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-3)

2. [1p” U3roToBNEHUM NEeKAPCTBEHHbIX NPEnapaToB anTeYHbIMW OPraHU3aLNAMU, BETEPUHAPHbIMU
anTeYHbIMM  OPraHU3auUAMM, MMELWMMKN  JIMUEH3NIO Ha (apmMaleBTUYECKYIO [OesTe/IbHOCTb,
MCMNONIb3YIOTCA JIeKapCTBEHHble npenapaTbl U (Man) papmaueBTUHECKME CybCTaHLMU, BKAKOYEHHbIe
COOTBETCTBEHHO B FOCYAAPCTBEHHbI PEECTP IEKAPCTBEHHbIX CPEACTB A1 MEAULMHCKOIO NpUMeHeHMs,
rocyf,apCTBEHHbI PEECTP NIEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHMUA, eAMHbIN peecTp
3aperucTpMpPoBaHHbIX IEKAPCTBEHHbIX CPeacTB EBPasnMcKoro IKOHOMMYECKOro COl3a, eAUHbINA peecTp
3aperucTpMpoBaHHbIX BETEPMHAPHbIX JIEKAPCTBEHHbIX NpenapaTtoB EBpPa3sMiicKOro 3KOHOMWYECKOro
Colo3a B YCTaHOBJEHHOM nopsgKke. He p[oOnycKaeTca W3roTOBAEHME anTEYHbIMW OpPraHU3aLmsamu,
BETEPUHAPHLIMW  ANTEYHbIMW  OPraHM3auUMAMM, MMELWUMKN NIMLEH3UIO Ha dapmMaLeBTUYECKYHO
OEeATeNbHOCTb, JIEKAaPCTBEHHbIX MPENapaToB, 3aperncTpmMpoBaHHblx B Poccuitckoit ®epepaunn ambo B
COOTBETCTBUM C aKTaMM, COCTaBAsAoWMMM npaso Cotosa.

(8 peq,. PepgepanbHbix 3aKoHOB 0T 05.12.2022 N 502-d3, o1 30.01.2024 N 1-93)

3. MapKnpoBKa NeKapCTBEHHbIX MPENnapaToB, W3roTOB/JEHHbLIX anNTeYHbIMM OPraHM3aUUAMM,
BETEPUHAPHbIMM  aNTEYHbIMU  OPraHM3auMAMU, UMEIWMMN  NULEH3UIO Ha dapmaLeBTUYECKYHo
[eATeNbHOCTb, U opopMIeHME TaKMX NPENapaToB AOJ/XKHbl COOTBETCTBOBATb MPaBMIaM, YKa3aHHbIM B
Yactu 1 HacToALEel CTaTbMm.

(8 peq. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble opraHWsauuu, BeTepuMHapHble anTeyHble OpraHU3auMu, UMeloLlMe IMLEH3UIO Ha
dapmaLeBTUUYECKYIO AeATeNbHOCTb, HEeCYT OTBETCTBEHHOCTb 3a HecoblogeHne NpaBua U3roToBAEHUA U
OTNYCKa IeKapCTBEHHbIX NPenapaToB B COOTBETCTBUM C 3aKOHOAAaTeNbCTBOM Poccuitickoit eaepauuu.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Cratba 57. 3anpeweHue npopgaxku ¢anbcMPULMPOBAHHBIX JIEKAPCTBEHHbIX CPEeACTs,
Hep06pOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdaAKTHbIX IEKAPCTBEHHbIX CPeACTB

Mpogaaska banbcnPULMPOBAHHbIX NeKapCTBEHHbIX CpeacTs, HeA06poKayeCTBEHHbIX
NEeKapCTBEHHbIX CPEACTB, KOHTPAdAKTHbIX IEKAPCTBEHHbIX CPEACTB 3anpeLLaeTca.

CratbAa 58. XpaHeHue neKapcTBeHHbIX CPeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA NPOU3BOAUTENAMM JIeKapCTBEHHbIX
CPeAacTB, OpraHM3auMAMKM  ONTOBOM  TOProBAW  /IEKAPCTBEHHbIMKU  CPeACTBaMM,  anTeYHbIMM
opraHusaunamMu, BETEPMHAPHbIMMU anTeYHbIMM OpraHu3aumnaMM, WUHOMBUAYANbHBIMM
npeanpUHUMaTENAMM, UMEIOWMMM NNLEH3MIO Ha GapMaLLEBTUYECKYIO 4eATENbHOCTb UM INLLEH3UIO Ha
MEAMULMHCKYI0 [AeATeNbHOCTb, MEeOUUMHCKMMWU OPraHM3aumsamMn, BETEPUHAPHLIMKU OPraHusaumamm U
WHBLIMW  OPraHM3auMAMM, OCYLLECTBAAIOWMMM ObpalleHNe IeKapCTBEHHbIX CpeacTs. XpaHeHue
NEeKapCTBEHHbIX CPeACTB AO1A BETePMHAPHOrO MPUMEHEHUS OPraHM3auMAMM UM UHOUBUAYA/bHbIMU
npeanpuHUMaTeNaMM B C/ly4asX, €CIM OHM MCMONb3YIOTCA WCKAYUTENBHO MPU  pasBeaeHuM,
BbIPALMBAHMM, COAEPKAHUN U NEYEHUWN KUBOTHbIX, MOMKET OCYLLECTBAATLCA 6e3 NoayYyeHusa NULLEH3UM
Ha papmaLeBTUYECKYIO AeATeIbHOCTb.

(8 pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHUA NNEKAPCTBEHHDbIX cpeacts yTBEpPXAAKTCA COOTBETCTBYHOLWNM
YNO/THOMOYEHHbIM d)e,a,epaanblm OopraHom NCNOJIHUTENbHOM BNACTH.

3. XpaHeHMe HapKOTMYECKUX /IeKapCTBEHHbIX CPeAcCTB, MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPe/CTs,
paanodpapmaLeBTMYECKMX  /IeKApPCTBEHHbIX  CPEeACTB  OCYLIEeCTBAAETCA B COOTBETCTBMM  C
3aKoHogaTenbcTBom Pocecuitickoit eaepauuu.
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Cratba 58.1. npep,METHO-KOIWI‘-IECTBEHHbIVI yyeT NNeKapCTBeHHbIX cpeacts Ana meguumHCKoOro
npumeHeHuA

(sBepeHa depepanbHbiM 3aKkoHOM OT 25.12.2012 N 262-93)

1. lNepeyeHb NeKapCTBEHHbIX CPeaCcTB A9 MEOUUUHCKOTO NPUMEHEHMA, noasexalmx
npeaMeTHO-KO/IMYECTBEHHOMY YYeTy, YTBepXAaeTca YNOAHOMOYEHHbIM desepanbHbIM  OpPraHoMm
MCNOAHUTENbHOM BNACTU.

2. NopAanoK BKAOYEHUA NEeKapCTBEHHbIX CPeacTB ANA MeAULUHCKOrOo NPpUMEHEHUA B NepeyeHb
NIeKapCTBEHHDbIX CPeACTB 41A MEeOULUHCKOTO MPMMEHEHMA, No4eXaLWmMX NpeaMeTHO-KONMYEeCTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YMNOJHOMOYEHHbIM ¢eaepasbHbIM OpPraHomM WCMONHUTENbHON BAACTM MO
COrnacoBaHuio ¢ ¢eaepasibHbIM OpPraHOM WCMNOJIHUTE/IbHOW BAACTM, YMNOJHOMOYEHHbIM B Ccdepe
BHYTPEHHUX gen.

(8 peq,. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNpeAMEeTHO-KO/IMYECTBEHHbIN YYeT NEeKapPCTBEHHbIX CPEACTB AN MEeANLMHCKOro NpumeHeHus
BeAyT MPOM3BOAMUTENIN JIEKAPCTBEHHbIX CPEACTB, OPraHM3auyu ONTOBOM TOPrOBAM JIEKAPCTBEHHLIMM
CpeAacTBamM, anTeyHble OpraHusaunM, UHAMBUAYAbHbIE NpeanpuHMMaTENU, UMEoLWMe NLEH3UNIO Ha
bapMaueBTUYECKYIO AEATENbHOCTb MAW NIMLEH3NIO HA MEAMUMHCKYIO AeATeNbHOCTb, U MeAUUUHCKUE
OpraHusauuMn, ocyllecTBaAlWMe ObpalleHWe NIeKapCTBEHHbIX CPeAacTB  AfA  MeAWLMHCKOro
NPUMEHEHUA, NMyTem PerucTpauum Nobbix CBA3AHHBIX C UX ObpalleHWeM ornepauuii, Npu KOTOPbIX
N3MEHAETCA UX KONIMYECTBO U (M/IM) COCTOAHME, B CMELMabHbIX XKYPHANax yYeTa onepaunii, CBA3aHHbIX
c obpalieHMem IeKapCTBEHHbIX CPeacTB A8 MEOUUMHCKOro NpUMeHeHusa (ganee - cneuuanbHble
KYpHanbl).

4. MpaBuna peructpauumn onepawuii, cCBA3aHHbIX C ObpalleHMem JIeKapCTBEHHbIX CpeacTB ANs
MeAMLMHCKOrO NPUMEHEHWSA, BK/IOYEHHbIX B MepeyeHb JIEKAaPCTBEHHbIX CPeacTB A8 MeAMUMHCKOro
NnpUMeHeHus, NogaexKallmx NPegMeTHO-KOIMYECTBEHHOMY YUYeTy, B CNeLMabHbIX XKypHanax 1 npasuia
BEAEHUSA W XPaHEHWA ChneuuanbHbiX KYPHaJoB YTBEPXKAATCA YMNOJHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMNOJIHUTE/IbHOM BAACTM.

5. KoHTponb 3a cobsogeHnem npaBua PerucTpaumm onepauuii, CBA3aHHbIX C obpalieHvem
NNeKAPCTBEHHbIX CPEACTB AN MEAUULMHCKOTO NMPUMEHEHUA, BKAIOYEHHbIX B NepeyYeHb JIeKapCTBEHHbIX
CPeacTs ANa MEeAMUMHCKOTO MPUMEHEHUA, nogjealmnx npeamMmeTHO-KOMYECTBEHHOMY Y4YeTy, B
CNeumanbHbiX KypHanax, a TakxKe 3a cobsogeHMem NpaBu BEeAEHUA M XPaHEeHWs CrneuumabHbIX
KYPHa/NIOB BO3/1araeTca Ha YNO/JIHOMOYEHHble ¢eaepanbHble OpraHbl UCMOAHWUTENBHOW BNACTU WU
NCMNONHWUTENbHbIE OpraHbl cybbekToB Poccuiickolt depepaumu, OCYLLECTBAAIOWME SULEH3MPOBAHME
NPOM3BOACTBA J/IEKAPCTBEHHbIX CPEACTB, (apmaLeBTUYECKOW AeATeNbHOCTU U MeAMLMHCKOM
AEeATeNbHOCTH, U OCYLLLECTBAAETCA B PaMKaX /IMLEH3MOHHOTO KOHTPONSA.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Fnasa 11. YHUMTOXEHUE IEKAPCTBEHHbIX CPEACTB
CratbAa 59. OcHOBaHUA U NOPAAOK YHUUTOXKEHUA IeKapCTBEHHbIX CPeACTB

1. HepobpoKauyecTBeHHbIE NEKAPCTBEHHbIE CPeAcTBa, ¢anbcudUUMPOBAHHbIE NEKAPCTBEHHbIE
cpeacTBa nogsekaT WM3bATUIO M3 0OpalleHMAa M YHUUTOMKEHWI0 B MNOpPAAKE, YCTaHOBJEHHOM
Mpasutenbcteom Poccuiickoit ®eaepaunn. OCHOBAHMEM ANA YHUUTOXKEHWUA NEKAPCTBEHHbIX CPEeACTB
ABNAETCA  pelleHMe  BAageNbla  /IeKapCTBeHHbIX  CPEeACTB,  pPeleHMe  COOTBETCTBYIOLWEro
YyNO/IHOMOYEHHOTO peaepasibHOro opraHa UCNOHUTENbHOW BAACTU UAN peLleHne cyaa.

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. KOHTpad)aKTHbIe NNeKapCTBEHHbIE CPeACTBaA NOANEXHKAT U3BATUIO U3 06anJ,eHMFI N YHUUTOXEHUIO
no peweHunto cyga. NMopagok YHUUTOXKEHUA KOHTpad)aKTHbIX NeKapCTBEHHbIX CPeacTB yCTaHaB/INBAETCA
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MpasutenbctBom Poccuinckon degepaumn.
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxopgbl, CBA3aHHbIE C YHWUYTOKEHMEM KOHTPAAKTHbIX NIEKAPCTBEHHbIX CPEACTB,
Hef0b6pOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeacT8, $anbCUPULMPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB,
BO3MELLAIOTCA UX BJIASE/bLLEM.

4. Bnageney NeKapCTBEHHbIX CPEACTB AOJIKEH NMPeaCcTaBUTb B YNOJHOMOYEHHbIN deaepasibHbIi
OpraH MCNOSHUTENbHOW BAACTU AOKYMEHT WAW 3aBEPEHHYI0 B YCTAHOB/IEHHOM MOpPAAKE €ro Komnwuio,
noaresepxaatouime GakT YHUUTOXKEHUA NeKapCTBEHHbIX CPeCTB.

5. CooTBeTcTBYHOWMIA YNOJIHOMOYEHHbIN deaepasbHblii  OpraH WCMOJIHUTE/NIbHOM  BNacTy,
NPUHABLWIKNIM pelleHne 06 YHUUYTOMKEHUW NEeKapCTBEHHbLIX CPEACTB, OCYLLECTBAAET KOHTPO/Ab 3a WX
YHUYTOXKEHUNEM.

6. YHWYTOXKEHWEe NeKapCTBEeHHbIX CPeacTB MPOM3BOAUTCA OpraHM3auvAMK, UMEOLWUMU
COOTBETCTBYIOLLYHO JIMLLEH3UIO, Ha CMEeLMabHO 060PYA0BaAHHBIX MIOLAAKAX, MOJMTOHAX U B CNEeLManbHO
060pya0BaHHbIX NOMeLLEHMAX ¢ cobnoaeHnem TpeboBaHUI B 061acTM OXpaHbl OKpY»KatoLwen cpesbl B
COOTBETCTBUM C 3aKOHOAAaTeIbcTBOM Poccuiickoit Peaepaumm.

7. HapkoTuyeckue neKapcTBEeHHble CpPeAcTBa, MCUMXOTPOMHbIE JIeKapCTBeHHble CcpeacTsa,
pagnodpapmaueBTMUYECKME  NeKapCTBEHHble  CPeACcTBa  YHMUTOXAlTCA B COOTBETCTBUM €
3aKoHoZaTenbCcTBOM Poccuiickot deaepauuu.

Fnasa 12. TOCYAAPCTBEHHOE PEI'YINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEANUUHCKOIoO NPMMEHEHUA

Cratba 60. locypapcTBeHHOe peryanpoBaHMe LeH Ha JIeKapCTBeHHble npenapatbl ANA
MeAULMHCKOro NpMMeHeHUs

1. TocypapcTBeHHOE peryaupoBaHMe LeH Ha JieKapCTBeHHble npenapatbl A8 MeAWLMHCKOro
NPUMeHEeHMA OCyLLLeCTBAAETCA NOCPeACTBOM:
(8 pea. PepepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepkaeHua Mpasutenbcteom Poccuiickolt ®epepaunn nepeyHs *KU3HeHHO HeobXoaMMbIX U
Ba)KHEMLIMX NIEKAPCTBEHHbIX MPENapaTos, KOTOPbIM GOPMUPYETCA U He pexe OJHOro pasa B rog
nepecmaTpuBaeTCcA B YCTAHOBJEHHOM MM MNOPAAKE HA OCHOBE KOMM/IEKCHOMN OLEHKU NEeKapCTBEHHbIX
npenapaToB, BKAOYAA aHa/iM3 CBEAEHUN O CPABHUTENIbHOW KAMHWMYECKOM 3GGEeKTUBHOCTUM U
6€30NacHOCTM  NIeKAPCTBEHHOTO CPEeACTBA, OLLEHKY 3KOHOMMUMYECKUX MOCNEACTBUIA NPUMEHEHMA
NEKapCTBEHHOrO CPeACTBa M U3yYeHWe AONOAHUTENbHbIX NOCAEACTBUN NMPUMEHEHUA NEKAPCTBEHHOMO
CpeAacTBa;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2020 N 206-d3)

2) yTBEPXKAEHWA METOAMKW pacyeTa npeaesibHbIX OTMYCKHbIX UEH NpousBoguTene Ha
NIeKapCTBEHHblE MpenapaTbl, BK/AIOYEHHble B MNEPEYEHb MKU3HEHHO HEeOoBXOAUMbIX W  BaAXKHENLMUX
JIeKApCTBEHHbIX MPEnapaToB, a TakKe BHeAPeHUA MexaHU3MoB GOPMUPOBAHNA CUCTEMbI pedepeHTHbIX
LeH;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 06.06.2019 N 134-d3)

3) rocyaapcTBeHHOM pernctpauumM npeaenbHblX OTNYCKHbIX LEeH nNpou3BoguTenei Ha
NeKapCTBEHHble MpenapaTbl, BK/AOYEHHbIE B MepeYeHb MKU3HEHHO HeOobXOAUMbBIX W BarKHEWLW WX
NeKapCTBEHHbIX NpenapaTos;

(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeAeHMA TOCYAapCTBEHHOrO peecTpa NpedesibHbiX OTMYCKHbIX LEH MpousBoauTeneit Ha
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NeKapCTBeHHble Mpenapatbl, BK/OYEHHble B MepedYeHb MMU3HEHHO HeobXOAMMbIX U BarKHEWLW WX
NNeKapCTBEHHbIX NPenapaTos;

5) yTBEpXAEHUA METOAMKM YCTaHOBNAEHMUA UCNONAHUTENbHbIMU OpraHamu cybbekToB Poccuinckoi
dPepnepauunm npeaesibHbIX Pa3smepoB ONTOBbIX HaA0aBOK M Npeae/ibHbIX PAa3MepPOB PO3HUYHbIX HaA0aBOK
K $aKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOBIEHHbIM MPOU3BOAUTENIAMMN NIEKAPCTBEHHbIX NpPenapaTos,
Ha JIEKApCTBEHHbIE Mpenapatbl, BK/AOYEHHbIE B MepeyYeHb KU3HEHHO HEeOobOXOAMMbIX U BarKHEnLWunx
JIeKapCTBEHHbIX MPenapaTos;

(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

6) yCTaHOB/MEHWs nNpefesibHbIX Pa3MepoB OMTOBbIX HAAOABOK W MNpefesbHbIX Pasmepos
PO3HUYHbIX HaAbaBOK K AKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/AEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPEenapaToB, Ha /IeKAPCTBEHHble Mpenapatbl, BKAOYEHHble B MepevyeHb MKU3HEHHO
HEeobX0AMMbIX M BarKHEMLLINX NeKAPCTBEHHbIX MPenapaTos;

6.1) onpepeneHusa MpaBuTenbcTBom Poccuiickolt depepaumy nopsfaka LeHoobpasoBaHWMA Ha
He3aperncTpMpoBaHHbIE JIEKAPCTBEHHbIE MpenapaTtbl A4 MeAUUMHCKOrO MNpPUMEHEHMs, KoTopble
BBeE3€eHbl B Poccuiickyto PepepaLmio 410 OKazaHUA MeLMULMHCKON MOMOLUM MO ¥KM3HEHHbIM NMOKA3aHUAM
KOHKPETHOro MaumeHTa U MeXAyHapoaHble HeNAaTeEHTOBaHHbIE, UAW FPYNNUPOBOYHbIE, UAN XMMUYECKME
HAaMMEHOBAHMA KOTOPbIX COAEPXKATcA B MepeyHe IKMU3HEHHO HeobXOAMMbIX W BaXKHEMLIMX
NleKapCTBEHHbIX NpenapaTos;

(n. 6.1 BBeaeH PenepanbHbiMm 3akoHom oT 30.01.2024 N 1-$3)

7) yTBeEpXAeHUA nopagKa BblgauyuM NpeanucaHuUii  UCMONHUTENbHbIM OpraHam cybbekToB
Poccuiickon ®epepaunn o NnpMBeAEHUN B COOTBETCTBME C 3aKOHOA4ATeNbCTBOM Poccuiickon Pegepaumm
peweHuit o6 ycTaHOBNEHMM NpeaesibHbIX Pa3sMEPOB OMNTOBbIX HaAbaBOK M MpeaesbHbIX Pa3sMepos
PO3HUYHbIX HaAbaBOK K AKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/AEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha NeKapCTBEHHble MNpenapaTbl, BKAIOYEHHbIE B MEPeYeHb YKU3HEHHO
HEobXOAMMbBIX M BarKHEMLIMX JIEKAPCTBEHHbIX MPEnapaToB, €C/IM OHU MNPUHATbI C HapyLUEHMEM
3aKoHogaTenbcTBa Poccuinickont deaepaumun, B nopaake, yctaHoBneHHOM [paButenbcTBom Poccuitckol
depepauuy;

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8) HanpaBneHus YNOJIHOMOYEHHbIM deaepasbHbiM  OPraHOM  MUCMOAHWUTENbHOM  BAACTU
WCMONHUTENbHBIM OpraHam cybbekToB Poccuiickoli ®eaepauym npeanvcaHuii o npvBeaeHun B
COOTBETCTBME C 3aKOHOAaTeNbCTBOM  Poccuiickoli  depgepaumm  MPUHATLIX  C  HapyleHWem
3aKoHogaTenbcTBa Poccuiickon depepaumy peleHWin 06 YCTaHOBNEHUW NpenenbHbiIX PasMepoB
ONTOBbIX HaAbGaBOK M MNpegefibHbIX Pa3sMEPOB PO3HMYHbLIX HAAOABOK K LLEHAaM Ha JIeKapCTBEHHble
npenapaTtbl, BKAIOYEHHblE B MeEpPeYeHb KU3HEHHO HEOBXOAMMbBIX W BaXKHEWLMX JIeKapCTBEHHbIX
npenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

9) ocywectieHns denepanbHOro rocyfapcTBeHHOro Haasopa B cdhepe obpalieHus
NIEeKAPCTBEHHbIX CPeaCcTB M PErMoHasbHOrO FOCyAapCTBEHHOrO KOHTPOAA 3a NMPUMMEHEeHWeM LeH Ha
NleKapcTBEHHble  NpenapaTbl  COOTBETCTBEHHO  YMOJHOMOYEHHbIMW  deaepanbHbIMK  OpraHamu
WCNONHUTENBHOM BAACTU U UCNONHUTENbHBIMW OpraHamu cybbekToB Poccuiickoi deaepaumm cornacHo
MX KOMMNeTEHLUMM B NOPAAKe, yCTaHOBAeHHOM [pasuTtenbctBom Poccuiickon depepaumm;

(B pea. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, ot 08.08.2024 N 232-d3)

10) npumeHeHMA nNpeayCMOTPEHHbIX 3aKoHodaTenbcTBom Poccuiickoii  degepauun  mep
OTBETCTBEHHOCTM 3a HapylleHuMe nopsaKka LeHoobpa3oBaHMA Ha NEKapCTBEHHble Mpenapartbl,
BKAOUYEHHbIE B NepeYeHb KN3HEHHO HEOBX0AMMbIX U BaXKHEMLLMX NEKAPCTBEHHbIX NPenapaTos.

(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusAx 4ypesBblYaiHOM CUTyaLuumn U (MAK) NPY BO3SHUKHOBEHMM Yrpo3bl PacnpoCTPaHeHUs
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3aboneBaHMA, NPeACTaBAAIOLLIEr0 ONAaCHOCTb A1A OKPYXKAIOLWMX, a TaKXKe B C/lydyae, eciv B TeyeHue
TPUALATU KaneHAapHbIX gHel nocne npuHaTtua MNpasutensctBom Poccuiickon depepaummn pelieHns o
nposeaeHMM MOHUTOPUHIA PO3HUYHbLIX LEeH Ha J1eKapCTBeHHble MnpenapaTtbl, He BKAKOYEHHble B
nepeyeHb KU3HEHHO HEeOBXOAMMbIX M BarKHEWLWMX NIEKAPCTBEHHbIX MPEnapaToB, Ha TeppUTOPMAX
cybbekToB Poccuiickoli degepalmm BbiABAEH POCT PO3HMYHbLIX LIEH Ha YKasaHHble JIeKapCTBEHHbIE
npenapatbl Ha TpuAauaTb npoueHToB U bonee, MNpasutenbctso Poccuiickot Pegepaunm Bnpase
YCTaHOBUTb NpeaeibHblie OTNYCKHbIE LLeHbl MPOU3BOAUTENEN HA YKa3aHHbIe IeKapCTBEHHbIe Npenaparsbl,
npefenbHble pasmepbl OMNTOBbIX HaAbGaBOK M nNpeaenbHble pasmepbl PO3HMYHbIX HagbaBoK K
baKTUYEeCKMM OTMYCKHbIM LieHam Npou3BoAMTENe Ha YKasaHHble JIeKapCTBeHHble npenapaTbl.
MepeyeHb NEKAPCTBEHHbIX NPEMNapaToB, HE BK/OYEHHbIX B MepeyeHb XU3HEHHO HeobXoauMbIX U
Ba)KHEMLINX JIEKAapCTBEHHbIX MpenapatoB, M NOpAAOK ero GOpMMPOBaHUA  OMpeaenatoTcs
Mpasutenbcteom Poccuiickon Pepepaumm.

(4actb 2 BBeaeHa PegepanbHbim 3aKkoHOM OT 26.03.2020 N 67-03)

3. B TeyeHue AeBAHOCTA KasNeHOaPHbIX AHEN Co AHA yTBep:KaeHus MpasuTenbctBom Poccuiickomn
depepaumnm nepeyHsa, yKkasaHHOrO B YacTM 2 HACTOALLEN CTAaTbW, HEe AOMYCKAOTCA peannsauma 1 oThnyck
BK/IIOYEHHbIX B HErO JIEKAPCTBEHHbIX MPEenapaToB Mo LLeHam, NPEBbIWAOWMM NpeaesbHble OTNYyCKHbIe
LeHbl NPOM3BOAUTENEN HA YKa3aHHble SIeKApCTBEHHblE Mpenapatbl, NpeaesibHble pa3smepbl ONTOBbIX
HafbaBOK W npeaenbHble pa3Mepbl PO3HUYHbLIX HafbaBOK K PaKTMYECKMM OTMYCKHbIM LleHam
npoussoamMTeneil Ha yKasaHHble JIeKApCTBEHHble MpenapaTbl C y4eTOM Hajsora Ha fo06aBneHHyo
CTOMMOCTb.

(4actb 3 BBeaeHa PeaepanbHbim 3aKkoHOM OT 26.03.2020 N 67-03)

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHus c1. 61 (B peg. ®3 ot 30.01.2024 N 1-P3), Kacatowmeca NpPenoCTaBA€HUA rOC. YCayr
NMocpeacTBOM eAUHOM CUCTEMBI U (MK) eanHOro nopTana, npumeHsarTca ¢ 01.01.2025.

KoHcynbTaHTlAOC: NpumeYaHue.
3apeructpupoBaHHble o 07.06.2019 npeaenbHble OTNYCKHble LEHbl MnoasexaT o6s3aTebHoM
nepepernctpaumnm B 2019 - 2020 rogax B cOOTBETCTBMM €O CT. 2 @3 01 06.06.2019 N 134-P3.

CratbAa 61. NocyaapcTBEHHAA perucTpauva U nepeperncrpauma npeaesbHbiX OTNYCKHbIX LEeH
npoussoguTeneil Ha NeKapcTBeHHble NpenapaTbl, BKAIOYEHHble B NepeyeHb }KM3HEeHHO HeobxoAnMbIX
M Ba)KHelLNX IeKapCTBEeHHbIX NpenapaTos

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. NpeaenbHas OTNYCKHaA LeHa NPOM3BOAMTENA HA JIeKAapCTBEHHbIM Npenapat, BKAKYEHHbIN B
nepeyeHb KM3HEHHO HEOOXOAMMbBIX W  BaXKHEWLWMWX JIEKAPCTBEHHbIX MpPenapatos, MOANEXKUT
rocyAapCTBEHHOM perncTpaunmn B nopagke, ycraHoBeHHOM lMpaBuTenbcTBom Poccuiickoit ®eaepauun,
Ha OCHOBAHMM HaNpaB/JEHHOro MOCPeACTBOM eAMHOro MNopTana B YNOJHOMOYEHHbI deaepanbHbii
OopraH WCMOAHWUTENbHOW BAACTU WAWU JIMYHBLIK KabWHET YNOJAHOMOYEHHOTo deaepanbHOro opraHa
WCMONHUTENBHON BNacTM B eAMHOW CcUcTemMe, MNOAMUCAHHOTO YCUAEHHON KBaAUGULMPOBAHHOM
3/IEKTPOHHOW MOAMMUCHIO 3aAB/EHUA AepXaTena MAW BAageNbla PerucTpauuMoHHOro yAoCTOBEpPeHUA
NeKapCcTBEHHOro npenaparta (YNnosAHOMOYEHHOrO UM AnLa).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3apeructpupoBaHHaa npegenbHasa OTMNYCKHasA UeHa MNPOM3BOAMUTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNeEpeYeHb KMU3HEHHO HEeOobXOAUMbIX W BarKHEWWWX JIeKapCTBEHHbIX
npenapaToB, MOXeT 6bITb NepeperncTpMpoBaHa B CTOPOHY yBE/IMYEHNA OAUH Pa3 B KaseH4apHOM rogy
Ha OCHOBaHWW HanpasneHHoro A0 1 okTAGpPA KaKaoro roga nocpeacTBOM eAMHOro noptana B
YyNOAHOMOYEHHbIA  deaepanbHbli  OpraH  WUCMNONHUTENbHOW  BAAacTM  WAW  IMYHBLIA  KabuHeT
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ynosHOMOYeHHOro dpefepanbHOro opraHa UCNONHUTENIbHOM BAACTM B €4MHOWN CUCTeMe, NOAMNCAaHHOrO
YCUNEHHON KBaMPULMPOBAHHOM 3NEKTPOHHON MNOAMNUCHIO 3aABAEHMA AepKaTena WaAn Bhadenbla
PEerncTpaLmoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOIO NpenapaTa (YNnoJHOMOYEHHOIO UM /iMLa).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3apeructpupoBaHHas npegesibHas OTMNYCKHas LeHa MPOU3BOAUTENA Ha JIeKapCTBEHHbI
npenapart, BK/IOYEHHbIA B MEPeYeHb KU3HEHHO HeobXoAMMbIX W BaKHEWMLIWX JIeKapCTBEHHbIX
npenapaToB, MOXeT bbiTb NepeperncTprpoBaHa B CTOPOHY CHUMKEHUS Ha OCHOBAHWWM HaMpaB/JIEHHOTO
nocpeAcTBOM eAMHOro NopTasia B YNOJHOMOYEHHbIN deaepasibHbli OpraH UCMOJIHUTENbHOW BAACTU UAN
JINYHBIA KabMHEeT YMNOoJHOMOYEHHOro d¢eaepanbHOro OpraHa WCMNOJIHUTENIbHOM B/IAaCTU B eAUHOM
cucTeme, MOAMUCAHHOTO YCUAEHHOW KBa/IMPULUMPOBAHHOM 3/IEKTPOHHOM MOANUCHIO  3aABJIEHUSA
AepXaTtens WAM  Bragenblua  PerucTpaumMoHHOro  yAOCTOBEPEHMUs  JIeKapCTBEHHOro npenapara
(ymonHomoueHHOro nm nua).

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. [eprKaTeNb WAM BNafenel, perncTpaluMoHHOro yAoCTOBEpPeHMA NIeKapCTBEHHOro npenapara
(ymonHomoueHHOe UM nnLo) 0653aH HanpaBWUTb MNOCPEACTBOM €AMHOro NnopTana B YNOJHOMOYEHHbIN
denepanbHbIit OpraH UCNOAHUTENILHOW BIACTU UM IMYHbIMA KaBUHET ynosiHOMOYeHHoro ¢deaepasbHOro
opraHa WCMOAHWUTE/IbHON BNACTU B eAMHON cucTeme NOAMNUCAaHHOE YCUAEHHON KBanuduuumpoBaHHOM
3/1EKTPOHHOM NOANUCHIO 3aABAEHME O NepeperncTpaLmm 3aperncTpUPoBaHHON NpeaeibHON OTMNYCKHOM
LUeHbl NPOW3BOAMTENsA HA JIeKAPCTBEHHbIM MNpenapaTt, BK/IOYEHHbIA B MepeyeHb KU3HEHHO
HEODOXOAMMbIX M BarKHEMNLLMX IEKAPCTBEHHbIX MPEnapaToB, B CTOPOHY CHUXKEHUA B CAeAYIOWMX CAyYanX:
(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

1) CHWKeHWe UueHbl B MHOCTPAHHOM BA/IOTE HA JIEKAPCTBEHHbLIM MNpenapat B CTpaHe
npousBoguTens u (Mam) B cTpaHax, B KOTOPbIX JIEKAPCTBEHHbIW NpenapaT 3aperncTpupoBaH u (Mam) B
KOTOpble NOCTaBAAETCA MPON3BOAUTENEM;

2) CHWMKeHMe UeH Ha pedepeHTHble NeKapcTBeHHble npenapaTtbl B COOTBETCTBUM C MyHKTOM 1
HacTosWwen 4actm (4NA COOTBETCTBYHOLUMX BOCMPOU3BEAEHHbIX, OWoaHanorosbix (6MoNoAo06HbIX)
NleKapCTBEHHbIX NpenapaTos);

3) npeBblWeHne NpeaebHON OTNYCKHOM LieHbl Ha NepBblii BOCMPOU3BEAEHHbIN, BMoaHanorosbIn
(6nonopobHbI) NeKapCTBEHHbIN NpenapaT MHOCTPAHHOTO NPOW3BOACTBA Haj NpeaesbHON OTMYCKHOM
LEeHOM npous3BOAUTENss Ha BTOPOM  BOCMPOM3BEAEHHbIN, 6GuoaHanorosblin (6MoONOAO6HLIN)
NeKapCTBEHHbIM  NpenapaTt, pPacCiMTaHHOM B  COOTBETCTBUM C  METOAMKOW, YTBEpPHKAEHHOM
MpasutenbcTBom Poccuiickoit degepaumu;

4) npesbilWeHMe NpeaenbHOM OTNYCKHOM LLeHbl Ha NepBbli BOCNPOW3BEAEHHbIN, 6M0aHaNOroBbIl
(bronofobHbIN) NeKapCTBEHHbIM NpenapaT NPOM3BOAMTENA [OCyAapcTBa - 4neHa Espasuiickoro
SKOHOMWYECKOro COlo3a Hag, npeaenbHOM OTNYCKHOM LUEHOW MNpOM3BOAUTENA HA  BTOPOW
BOCMNPOM3BEAEHHDbIN, GMoaHanorosbit (6MonoaobHbIM) NeKapcTBEHHbIM Mnpenapat npousBoguTens
rocyaapctea - uneHa EBPasMACKOro 3KOHOMMYECKOTO CO33a, PaCcCYUMTaHHOM B COOTBETCTBUM C
MEeTOAMKON, yTBepKAeHHOM MNpaBuTenbctBom Poccuiickoit Peaepaunm.

5. TlopsagoKk nepeperncTpaumMyM  3aperucTpuUpoBaHHbIX  MpPedefibHblX  OTMNYCKHbIX  LieH
Npou3BOAMUTENEeN Ha IeKapPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B NepeyYeHb KU3HEHHO He0bX0AMMbIX U
Ba)KHEWMLWWMX NIeKapCTBEHHbIX MPEenapaTtoB, B C/Ay4asx, NpPeayCMOTPEHHbIX YacTamu 2 - 4 HacTosluedn
cTaTbW, ycTaHaBamBaeTca MpasutenbcTeBom Poccuitickoit degepaunn.

6. DKOHOMMYECKMA aHaNM3 npeaesbHON OTMYCKHOM LEeHbl MPOU3BOAUTENSA HA /IeKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MEpeYeHb KMU3HEHHO HeobXoAUMbIX W BaKHEWLWMWX feKapCTBEHHbIX
npenapaTtos, NpW ee TrOCyAapCTBEHHOW pernctpaumm WaM nepeperncTpaumm  OocyWwecTBAseTcA
denepanbHbIM  OpraHOM WCMOJIHUTENbHOW BAACTW, OCYLLECTBAAKOIWMM OGYHKUMM N0 MPUHATUIO
HOPMaTMBHbIX MPaBOBbIX aKTOB W KOHTPO/O 3a cobnloaeHMem 3akoHogaTenbCtBa B cdepe
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rocy4apCTBEHHOIO peryanposaHusa LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacueT npeaenbHbiX OTMYCKHbIX LEH, YKa3aHHbIX B YacTax 1 1 2 HacToAwelh cTaTbM, NpU UX
rocyf,apCTBEHHOM PErncTpauum UAM NepeperncTpaLmm ocyLLEeCTBAAETCA B COOTBETCTBUM C METOAUKOM,
yTBepKaeHHOM MpaButenscTtBom Poccuitickoit Pegepaumn n yunTbiBatOLWEN B TOM YNCAE:

1) cobnoaeHme b6anaHca MHTEPeECOB NoTpebutTenein NeKapcTBEHHbIX NPenapaTos, BKAKOYEHHbIX B
nepevyeHb XM3HEHHO HEOBXOAUMbBIX U Ba*KHEWMLIMX NeKapCTBEHHbIX NpenapaTos, U NPou3BoOAUTENEN
NIeKapCTBEHHbIX MNPenapaToB, BK/AOYEHHbIX B NepeyeHb KU3HEHHO HeOobXOAUMbIX M BaXKHEeMnLunx
JIeKapCTBEHHbIX NpenapaTos;

2) daKTUUYEeCKyo OTNYCKHYIO LIeHY Ha IeKapCTBeHHble npenapaTbl B Poccuiickont deaepauum, ueHy
BBO3a JIeKAapCTBEHHbIX npenapatoB B Poccuiickylo dPepgepauumio, a TaKKe LeHbl Ha aHalorMyHble
NleKapCTBEHHbIE NpenapaThl, Haxoaawumecsa B obpalieHum B Poccuitickon depepauuu;

3) 3aTpaTbl MPOW3BOAMTENA JIEKAPCTBEHHOrO MpenapaTta Ha MNPOW3BOACTBO W peanusaumio
NIeKapCTBEHHOrO Npenapara;

4) ueHy Ha leKapCTBEHHbIN NPEenapaT, ero LeHy B CTPaHe NpoM3BOAUTENA U B CTPAHAX, B KOTOPbIX
NIeKapCTBEHHbIV NpenapaT 3aperncTpMpoBaH v (MaKn) B KOTOPbIe NOCTaBAAETCA NPOU3BOLMUTENEM.

8. He A0NYCKakTCA peanmn3aumna n oTnyCck NEKAPCTBEHHbIX NPenapaToB, BK/IKOYEHHbIX B NepevyeHb
KU3HEHHO HEO6XO,£I,MMbIX N BaXKHEeMLWmnx NNEKAPCTBEHHDbIX NMPENnapaToB, Ha KOTOPble NPOU3BOOAUTENTAMMU
NEeKapCTBEHHbLIX MNpenapaTtoB He 3apernctpupoBaHa npegesibHaAa OTNyCKHAaA LUeHa, peaansauuA
npounssoaunTenamm NeKapCrBEHHbIX NpenapaTtoB NO UeHam, npeBbillaloWMM 3apernctpnupoBaHHbIE NN
nepepernctpnpoBaHHble npegesibHble OTNYCKHbIE LEHbI Ha IEKAPCTBEHHbIE NPEnapaTbl C y4ETOM Ha/10ra
Ha AOﬁaBﬂeHHYI-O CTOMMOCTb.

9. OcobeHHOCTM  rOCYyAapCTBEHHOrO  pPeryaMpoBaHMsA  MpedefibHbliX  OTMNYCKHbIX  LeH
npoussoauTeneit Ha 1eKapcTBeHHble Npenaparhbl, BKAOUYEHHbIe B NepeyeHb KMU3HEHHO HeobXoauMbIX U
Ba)KHEMLINX NEeKapCTBEHHbIX NpenapaToB, B 3aBUCMMOCTM OT 3KOHOMMUYECKMX U (MNK) coumanbHbIX
Kputepues (U3MeHeHWe YyCNoBUn, NopadKka U CTOMMOCTU MPOU3BOACTBA JIeKaPCTBEHHbIX MpPenapaTos,
MUCNONb30BaHWE HOBbIX GOpPM, MeToAoB W CnocoboB rocydapCTBEHHOrO pPeryanpoBaHMA LeH Ha
NleKapCTBeHHble npenapaTbl, B TOM YMC/Ae Ha OCHOBE MexaHW3ma pedepeHTHOro LeHoobpasoBaHus,
MU3MEHEHWN NopadKa OKasaHWA MeAULMHCKON NOMOLLM, M3MEHEHME Kypca MHOCTPaHHOW BankoTbl U
WHble U3MeHeHMA) ycTaHasanBatoTca NpasuTenbcTBom Poccuiickoit Geaepaunn.

(8 pea. PepepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locypapcTBeHHbIA peecTp npegenbHbiX OTNYCKHbIX LieH NpousBoguTenei Ha
NeKapCTBeHHble MpenapaTtbl, BK/AOYEHHblE B MepeyYeHb XM3HEHHO Heo6X0AMMbBIX M BarKHeWUWMX
NIeKapCTBEHHbIX NpenaparTos

1. 3apeructpvpoBaHHble WAM NEepeperncTpuMpoBaHHble NpeaefibHble  OTMYCKHble  LEHbI
npo13BoauUTeNIei Ha IeKapCcTBEHHbIE NPenapaTbl, BKAOUYEHHbIE B NepeYeHb *KU3HEHHO HEOHXOAMMBIX U
Ba)KHEWLWMX JIEKAPCTBEHHbIX MNPEnapaToB, MNOANENKAT BK/UYEHUIO B [OCYAAPCTBEHHbIM peecTp
npeaenbHbIX OTMYCKHbIX LEH MNPOM3BOAMTENEN Ha NeKapCTBEHHble npenapaTbl, BK/AOYEHHblE B
nepeyeHb *KMU3HEHHO HEOBXOANMbIX M BarKHEWMLWUX IeKapCTBEHHbIX NpenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocypapcTBEHHbIN peecTp NpeAesibHbIX OTMYCKHbIX LeH NPoM3BOAMTENEN Ha NIeKapCTBEHHbIE
npenapaTtbl, BKAKOYEHHblE B MepeyYeHb KU3HEHHO HEeOobXOAMMbIX W BaXKHEWLIMX fleKapCTBEHHbIX
npenapaToBs, COAePXUT B cebe creaytoLyto MHGoOpMaLmIo:

1) HanmeHoBaHUe Aepxarena nnn Bnaaenbua pPerncTpaunMoHHOro yAocTtoBepeHnAa
NeKapCTBeHHOro npenapata, HaumeHoBaHMe NponssBoanTeNAa NeKapCTBEHHOro npenaparta, ceegeHna o
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perucTpauum aepxatena WAM  Bnagenbla PerucrpalmoHHOro yAOCTOBEPEHUA JIEKapCTBEHHOrO
npenapara, cBeAeHUA O perucTpauum NpousBoAUTENSA IEKAPCTBEHHOro npenapaTta Ana MeauuUMHCKOro
NPUMEHEHWA B KayecTBe HasoronnaTesblinKa B CTpaHe pernctpauum (ons poccUincKUX topuandeckux
ML, - NAEHTUPUKALMOHHBIA HoMep Hanoronaatensumka (MHH), Ana MHOCTPaHHbIX LOPUANYECKUX UL, -
CTpaHa perucTpaumm, HaMMeHOBaHME PETUCTPUPYIOLWLEro OpraHa, PerncTpauMoHHbIA HOMep, Kog,
Ha/loron/aTesibliMKa B CTpaHe Pernctpauumn (MHKoOpnopauuu) WauM ero aHasor), Mecto HaxoXAeHUs
NPOW3BOACTBEHHbIX MIOLAA0K, Y4aCcTBYIOLMX B MpoLLecce NPOn3BOACTBA IEKapPCTBEHHOrO npenapara, ¢
yKasaHuem cTagmm npouecca Npon3BoACTBa;

(n. 1 B8 pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMeHOBaHME JNeKapCTBEHHOro mnpenapaTta (MeXAyHapoAHOEe HenaTeHTOBaHHOoe, WAu
rPYNNMpPOBOYHOE, NN XMMUYECKOE Y TOProBOe HauMeHOBaHUs);
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep PerucTPaLMOHHOrO YA0CTOBEPEHUNA IEKAPCTBEHHOIO Npenapara;

4) nekapcTBeHHasa ¢popma C yKasaHMEM L03MPOBKM NIEKAPCTBEHHOIO NpenapaTa U ero Koanyecrsa
BO BTOPMYHOW (NOTPEBUTENLCKOM) YNAKOBKE, @ TAKKE KOMMIEKTHOCTb;
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTprpoBaHHan npegenibHas OTNYCKHasA LeHa Ha IeKapCTBEHHbIN NpenapaT B pybaax;
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

6) Aata M Homep MpMKasa YnoJIHOMOYEHHOro ¢enepanbHOro opraHa UCNONHUTENbHOM BAacTU O
rocygapcTBEHHOM  permcrpauuMm  WAKM  nepeperncrpaumm  npeaenbHom  OTMAYCKHOM  LeHbl  Ha
NIeKApCTBEHHbIM MpenapaT, BK/AOYEHHbIA B MepeyYeHb MU3HEHHO HeobXOAMMbIX W BarKHEWLUX
JIeKapCTBEHHbIX NPENapaTos;

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-d3)

6.1) gaTa BCTyN/IeHUs B CUY NPUKasa YNoJIHOMOYEeHHoro deaepanbHOro opraHa MCNOHUTEIbHOM
B/IACTU O TOCY[APCTBEHHOW pernucrpauum WAn nepeperncTpaunmn npeaenbHom OTMYCKHOM LeHbI
npou3BoAUTENSA Ha JIEKAPCTBEHHbIM MPenapaT, BKAOYEHHbIN B NepeyeHb ¥KM3HEHHO HeobxogumbIX U
BaXKHEMLWNX NeKapCTBEHHbIX MPenapaTos;

(n. 6.1 BBegeH PeaepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) WTPUXOBON KOA, HAaHECEHHbIN Ha BTOPUYHYIO (NOTPebUTENbCKYHO) YNaKOBKY /IEKapCTBEHHOIO
npenapara;
(n. 7 BBeaeH ®egepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)

8) Ko4 NneKkapCTBEHHOro npenapaTa MO aHATOMO-TEPANEBTUYECKO-XMMUYECKOW KaaccuduKaumu,
pekoMeHA0BaHHOW BceMnpHOI opraHusaumeit 34paBooXpaHeHUs.
(n. 8 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

3. TocypapcTBeHHas perncrpauma WauM nepepernctpauma npenesbHbiX OTMAYCKHbIX LLEH Ha
NIeKapCTBEHHblE MpenapaTbl, BK/AIOYEHHble B MNEPeYEeHb KU3HEHHO HEOOXOAMMbBIX W  BaXKHEWMLWMX
NIEeKapCTBEHHbIX NPEnapaToB, BeAeHWE T[OCYAAPCTBEHHOrO peecTpa MpeaesibHblX OTMYCKHbIX LeH
npoussoauTenei Ha 1eKapcTBEHHbIE NPenapaThl, BKAOYEHHbIE B NepeYeHb *KU3HEHHO HEOOXOAUMBIX U
BA)KHEMLIMX  JIEKAPCTBEHHbIX  MPENapaToB,  OCYLLECTBAAIOTCA B NOpAAKe,  YCTAHOB/JEHHOM
Mpasutenoctsom Poccuitickon degepaumu.

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Cratba 63. YCTaHOB/NEHNE UCNONHUTE/NIbHLIMU OpraHamu cybbeKkToB Poccuiickoi degepauum
npeaenbHbiX Pa3mMepoB ONTOBbIX HaAGaBOK M npefenbHbIX Pa3sMepPoB PO3HUUYHLIX HAA6aBOK K
$aKTMUECKMM OTNYCKHbIM LieHaM, YCTaHOB/AEHHbIM NMPOU3BOAUTENAMM JIeKAPCTBEHHbIX NPenapaTos,
Ha /leKapCcTBeHHble NpPenapaTtbl, BKAIOUYEHHbIE B NepeyeHb }KU3HEHHO HEeO6XOAMMDIX U BaXKHEMULUX
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NIeKapCcTBEHHbIX NpenapaTos
(B peq,. PegepanbHbix 3aKOHOB 0T 27.12.2019 N 475-®3, o1 08.08.2024 N 232-$3)

1. UcnonHuTenbHble opraHbl cybbekToB Poccuiickon degepaumm yctaHaBAMBAOT MnpeaesibHble
pa3smepbl ONTOBbIX HaA0aBOK M MpedesibHble pPasMepbl PO3HWYHbIX HAAbaBOK K (aKTUYECKUM
OTMYCKHbIM LeHam (6e3 yyeTa Hanora Ha Ao6aBneHHY CTOMMOCTb), YCTaHOBAEHHbIM MPOU3BOAUTENSMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIeKApCTBEHHble NpenapaTbl, BK/AOYEHHble B MepeyYeHb KU3HEHHO
HEeobXOAMMbIX U BaXKHENLLINX NEKaPCTBEHHbIX NPEnapaTos, B COOTBETCTBUM C YTBEPIKAEHHOM B NMOpsAAKe,
YCTaHOBAEHHOM MpaBUTENLCTBOM Poccuiickoi depepayumy, MeTOAUKOM yCTaHOBNEHMUA
WUCMOJIHUTE/IbHbIMM OpraHamu cybbekToB Poccuitckon depepaummn npeaesbHbIX PasMepoB OMTOBbIX
HafbaBOK M NpefesibHbIX PasMepPoB PO3HWUYHbLIX HaAOaBOK K (GAKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOB/IEHHbIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHble npenapartbl,
BK/IIOYEHHbIE B MepeyeHb M3HEHHO HEeOobXOAMMbIX W BaKHEWLWWX JEeKapCTBEHHbIX MNpenapaTos.
MpoeKTbl pelweHnin NCNONHUTENbHbIX OPraHOB cybbeKToB Poccuinickoinn Pegepaummn 06 ycTaHOBAEHUM U
(nnn) nsmeHeHMM nNpedenbHbIX PasMepoB ONTOBbIX HaAbaBOK WM MpeAesbHbIX Pa3sMepoB PO3HMYHbIX
HafbaBOK K (GaKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOB/JIEHHbIM MPOM3BOAUTENAMU JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHbIE Mpenapathbl, BK/OYEHHbIe B MNepeyeHb KM3HEHHO HeobXxoaumbix U
BaXKHEMLWMX NeKAPCTBEHHbIX NPENapaToB, NOA/EXKaT COr1acoBaHMIO C YNOAHOMOYEHHbIM peaepanbHbIM
OpPraHOM UCMNOSIHUTE/IbHON BAACTH, OCYLLECTBAAIOWMM GYHKLMM NO NPUHATUIO HOPMATUBHbIX NPaABOBbIX
aKTOB M KOHTPOO 3a cobtogeHMeM 3aKOHOAATEIbCTBA B chepe rocyAapCcTBEHHOro peryinpoBaHma LeH
(TapudoB) Ha ToBapbl (ycyru), B nopagKe, yctaHoBaeHHoM Mpasutensctsom Poccuiickoit eaepaunn.
(8 peq. PepepanbHbix 3akoHOB oT 13.07.2015 N 241-d3, o1 27.12.2019 N 475-®3, ot 08.08.2024 N 232-
®3)

2. OpraHusauum OonTOBOM TOProBAW NEKAPCTBEHHbIMW CPeACTBaMM, anTeyHble OpraHM3auuu,
MHAMBUAYANbHbIE NPEeAnpPUHUMATENN, UMEIOLLME NNLEH3UI0 Ha (apMALLEBTUYECKYIO AeATeNIbHOCTb,
MeANUMHCKME OpraHM3auuun, MMerLlLMe UULEH3UI0 HA (apMaLEeBTUMYECKYHO AeATeNbHOCTb, U UX
060cob/1eHHble NoApasfeneHuns, PacrnoNOXKeHHble B CENbCKUMX HACeNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3auMu, OCYLLECTBAAIOT pPeasnm3aLMio  IeKaPCTBEHHbIX MPEenapaTos,
BK/IIOYEHHbIX B MepeyYeHb KMU3HEHHO HEOOBXOAMMbBIX W BaKHEWLMX JIeKapCTBEHHbIX MpenapaTtos, No
LueHam, KoTopble (OpMUPYIOTCA B COOTBETCTBUM C MNOPALKOM, YCTAHOBAEHHbIM [1paBUTENLCTBOM
Poccuiickoint depepaumn, U ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha Ao6aBAEHHYH CTOMMOCTb) He
[OMKEH npeBblwaTtb cymmy (aKTUYECKOM OTMYCKHOM UeHbl, YCTAHOB/JEHHOW NPOU3BOAUTENEM
NIeKapCTBEHHOrO NpenapaTa, He MpeBblWatlolwell 3aperncTPUPOBAHHON WAU MepeperncTpupoBaHHONM
npesenbHoM OTNYCKHOM UeHbl npou3BoauTens (Ha AaTy peanusaumy NeKapCTBEHHOro npenapaTta
npoussoauTenem), U pasmepa ONToBOM HaabaBKM U (MaAn) pasmepa pPO3HMYHOW HanbaBKW, He
NpPeBbIWAOLWMX COOTBETCTBEHHO pasmepa npeaesibHOM OnNToBOWM HagbasBkM W (Man) pasmepa
npeaenbHoOM PO3HUYHOM HaabaBKM, YCTAHOB/IEHHbIX B CybbeKTe Poccuiickon deaepaumu.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 475-d3, ot 08.08.2024 N 323-d3)

3. UicnonHuTenbHble opraHbl cybbekToB Poccuiickoit Peaepaumm pasmelatot B cety "MHTepHeT"
WHPOPMALMIO O 3aperucTpupoBaHHbIX NpPeaesibHbIX OTMYCKHbIX LUEHax npoussoauTeneit Ha
NIeKapCTBEHHbIE NpenapaTbl, BK/OYEHHbIE B MNEpeYeHb KMU3HEHHO HEeOBXOAMMbIX U BarKHEWLW WX
NeKapCTBEHHbIX MpenapaTtos, 06 ycTaHOB/AEHHbIX B cybbekTe Poccuiickoint Pepepaumm npegenbHbixX
pa3smepax onToBbIX HaabaBoK U (MAK) NpedenbHbIX pasmepax PO3HUYHbIX HaA6aBOK K YCTaHOB/IEHHbIM
NPOM3BOAUTENAMMU NIEKAPCTBEHHbIX NPenapaToB (paKTMUYECKMM OTMYCKHbIM LLeHaM Ha JIeKapCcTBEHHble
npenapaTtbl, BKAKOYEHHblE B MNepeyYeHb KU3HEHHO HEeOoBXOAMMbIX W BaXKHEWLIMX JIeKapCTBEHHbIX
npenapaToB, a TaKXKe 0 CyMMe 3aperncTpMpoBaHHbIX NpeaebHbIX OTNYCKHbIX LLeH NpousBoauTenel Ha
NeKapCTBEHHble NpenapaTbl, BK/AOYEHHbIE B MepeyYeHb MKU3HEHHO HEeOobXOAUMbBIX M BarKHEWLMX
NeKapCTBEHHbIX NpPenapaToB, YCTaHOBAEHHbIX B cybbekTe Poccuiickon ®degepaunmn npeaenbHbixX
pa3smepoB ONTOBbIX HaAb6aBOK WM MpedefibHbIX PasMepoB PO3HUYHLIX HagbaBOK WM Hanora Ha
[06aBneHHY0 cToMMOCTb. MHpopMmauma, npeaycmMoTpeHHana HaCTOALLEN YacTblo, A0/KHA HaXxoAWUTbCA
TaKXke B anTe4YHblX OpraHmn3aLmax B 4OCTYMHOM ANA BCEX 3aMHTEPECOoBaHHbIX AL, dopme M 06HOBNATLCA
no Mepe ee pasmelleHMsa MUCNONHUTENbHbIMKM OpraHamu cybbekToB Poccuitickoit ®eaepauumn B ceTu
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"nTepHeT".
(B peq,. PegepanbHbix 3aKOHOB 0T 27.12.2019 N 475-®3, o1 08.08.2024 N 232-$3)

4. Ytpatun cuay ¢ 1 mapTa 2020 roga. - PesepanbHbiit 3aKoH o1 27.12.2019 N 475-93.

Fnasa 13. MOHUTOPUHI S®PEKTUBHOCTU U BESOMNACHOCTU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOAALMXCA B OBPALLLEEHUN
B POCCUNCKOW ®EAEPALUM
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 64. DapmaKoHagsop
(8 peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHble NpenapaTbl, Haxoaalmeca B obpaleHmn B Poccuitckot Pepepaunn, noaaexat
MOHUTOPUHIY 3bPEKTUBHOCTM M  HE30NacHOCTM B LEeSAX BbIAB/IEHUA BO3MOMHbIX HEraTUBHbIX
NnocneacTBUN UX NPUMEHEHMUA, UHANBUAYANbHOM HENepPeHOCUMOCTH, NpeaynpexaeHUa MeauLMHCKNX
paboTHMKOB, crneumannuctoB B 061acTM BeTEpUHaApMM, MALMEHTOB MAM BAALENbLEB KUBOTHLIX U UX
3aWMTbl OT NPUMEHEHMS TaKMX JIEKAPCTBEHHbIX NPEenapaTos.

(8 peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. dapmakoHag3op OCYLLEeCTBASETCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM  deaepanbHbIM
OpPraHoOM WUCMNOJIHUTENbHOW BNACTM B YCTAHOB/JIEHHOM MM MoOpsAAKe C y4eToM TpeboBaHWUI HacToALlLlero
depnepanbHOro 3akoHa W aKToB, cocTaBaslowmx npaso Coto3a, NyTem aHanM3a npeaocTaBAseMOol
cybbeKkTammM  obpalleHna  NIeKapCTBEHHbIX CPeAcTB  WMHpopmaumm o0  MNoBOYHbIX  AeACTBUAX,
HexenaTeNbHbIX peaKkumax, cepbesHbIX HexenaTeNbHbIX peakuusax, HenpeaBuaeHHbIX HexenaTenbHbiX
peakuuax npyv NPUMEHEHWU NeKapcTBeHHbIX NpenapaTtoB, 06 WMHAMBUAYa/NbHON HEnepeHOCUMOCTH,
oTCyTCTBMM 3P PEKTUBHOCTM NeKapCTBEHHbIX NPenapaToB, a TakKe 06 MHbIX paKTax U 06CTOATENbCTBAX,
NpeacTaBAAOWMX Yrpo3y XU3HU WAN 340POBbl0 YesnoBeKka AMB0 KMBOTHOTO MNpPU MPUMEHEHUU
NleKapCTBEHHbIX NPEenapaToB U BbiABAEHHbIX Ha BCEX 3Tanax obpalleHus NeKapcTBeHHbIX NpenapaTos B
Poccuitickon depepaumm n Apyrux rocyaapcraax.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. CybbeKTbl 06palleHMsA NeKapCTBEHHbIX CPEeACTB B NOPAAKE, YCTAHOBAEHHOM YNOJHOMOYEHHbIM
denepanbHbIM  OPraHOM  WCMOJIHUTENbHOM Bnactk, 06A3aHbl  coob6WATb B YNOJHOMOYEHHbIN
denepanbHbli OpraH UCMONHWUTENBHOW BAACTM O MOBOYHBLIX AENCTBUAX, HEXKeNaTesIbHbIX peaKkumsx,
CepbesHbIX HeXenaTe/bHbIX pPeaKumax, HenpeaBUAEHHbIX HEXKeNaTelbHbIX peakuuax Npu NnpumeHeHnn
NeKapCTBEHHbLIX MNpenapaTtoB, 06 MHAMBMAYaNbHOM HEMNEepeHOCMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU
NeKapCTBEHHbIX MPenapaToBs, a Takke 06 MHbIX $aKkTax U 06CTOATENbCTBAX, NPeACTaBAAIOWMX YrPo3y
KU3HWU MAWN 3[00POBbLIO YenoBeKka B0 KMBOTHOFO NMPU NPUMEHEHUU NIeKapCTBEHHbIX MPenapaTos U
BbIAB/JIEHHbIX Ha BCex 3Tanax obpalleHWs NeKapCTBEHHbIX npenapaTtoB B Poccuitickoit Peaepauun m
APYrvx rocyAapcreax.

4, JepxaTenu uan Bnagenblbl PErMCTPALMOHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbIX NpPenapaTtos,
IOpUANYECKME NMLA, HAa MMA KOTOPbIX BblAAaHbl paspelwleHMAa Ha NpPOBEAEHWE KAMHUYECKUX
nccnepoBaHuii B Poccuiickoit degepaunn, 1Mbo yNoaHOMOYEHHbIE UMK ApYTUe lopUaMYEeCcKne mua B
pamMKax obecnedyeHns 6e30MacHOCTM /IeKAapCTBEHHbIX MpenapaToB B MNOpAAKEe, YCTaHOBAEHHOM
COOTBETCTBYIOWMM YMNOAHOMOYEHHbIM degepanbHbiM OPraHOM WCNONHWUTENbHOW BAacTM, 06a3aHbI
OCYLLEeCTBAATb Npuem, ydeT, 06paboTKy, aHanM3 U XpaHeHWe NOCTYNaloLmMX B UX agpec oT cybbekTos
obpalleHna NeKapCTBEHHbIX CPeacTB M OpPraHOB rOCYAapCTBEHHOM BAACTM COOBWEHMIA O MOBOUHbIX
AENCTBUAX, HEKenaTeNbHbIX pPeaKkuMsAX, CEepbesHblX HeenaTeNbHbiX W  HenpeaBUAEHHbIX
He)enaTesbHbIX peakumax Npu NPUMEHEHUU NEeKapCTBEHHbIX npenapaTtoB, 06 0COBEeHHOCTAX WX
B3aMMOZEMNCTBMA C APYrMMU NEeKapCTBEHHbIMUM NpenapaTamu, UHAMBMAYANbHON HEeNnepeHOCMMOCTH, a
TaKke 06 MHbIX PpaKTax M 0bCToATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UM 340POBbIO YeN0BeKa
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NNBO HUBOTHOTO MW BAMAIOLWNX HA USMEHEHNE OTHOLWEHUA OXKMAAEMOM MONb3bl K BOSMOXKHOMY PUCKY
NPUMEHEHNA NEKaPCTBEHHbIX NPenapaTos.

5. Mpu BbIIBNEHUM UHPOPMALMU O CEPbE3HbIX HEXKenaTesbHbIX peaKkuMax U HenpeaBuaeHHbIX
He)KenaTesbHbIX Peakuuax MNpu MPUMEHEHUU JIeKApCTBEHHbIX MNpenapaToB, 06 0OCOOEHHOCTAX WX
B3aMMOAENCTBUA C APYTMMU NIeKapPCTBEHHbIMM MpernapaTamun, UHAMBUAYANbHOW HENepeHOCUMOCTH, a
TaK»e 06 MHbIX PpaKTax N 06CTOATENbCTBAX, BAUAIOWMX HA USMEHEHME OTHOLLEHMA OXKUAAEMOM MOJIb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUA JIEKAapCTBEHHbIX MPEenapaToB, Aep)KaTenu WAM  BAa4ENbLb
PEerncTPaLMoHHbIX YA40CTOBEPEHUIA IEKAPCTBEHHbIX NMPENapaTos, pUANYECKME INLA, Ha UMSA KOTOPbIX
BblAaHbl pa3pelleHns Ha NpoBeAeHME KIMHUYECKUX uccnenoBaHuin B Poccuitckon ®egepauum, nmbo
YMNONHOMOYEHHbIE UMW Apyrve topuguyeckne nuua obAsaHbl MPUHATL Mepbl, HanpaBiAeHHble Ha
YyCTpaHeHWe  HeraTMBHbIX  NOCNeACTBUA  MPUMEHEHUA  TaKMX  JIEKApCTBEHHbIX  NpenapaTtos,
npeaynpexaeHne NpuYNHEHUs Bpeaa XU3HN U 340P0BbI0 Yesl0BEKa MO0 KUBOTHOTO, 3aLUUTY UX OT
NPUMEHEHUS TaKUX NEKAPCTBEHHbIX NPEenapaToBs, Ha AOMNOHUTE/IbHbIN c6op faHHbIX 06 3dpdeKTUBHOCTH
1 6€30MacHOCTM TaKMX JIEKAaPCTBEHHbIX MPEenapaTos.

6. 3a HecoobLeHMe NN CoKpbITUE MHPOPMALLUK, NPEAYCMOTPEHHOMN YacTbio 3 HACTOALLEN CTaTbM,
AepXaTenM WAM  BRagenblbl  PErncTpalyoHHbIX YAOCTOBEPEHMI JIEKApCTBEHHbLIX MpenapaTos,
lopuagmMyeckMe uua, Ha WMMA  KOTOPbIX BbldaHbl paspeweHus Ha npoBedeHue KAUHUYECKMX
nccnenosBaHuin B Poccuiickoli ®egepaunn, iMb6o ynoaHOMOYEHHbIE UMUK ApYyTUe lopuaudeckue anua, a
TaK)Ke A0/MKHOCTHbIE ML, KOTOPbIM 3Ta MHGOPMaLMA CTasa U3BECTHa No poay UX npodeccMoHanbHOM
AeATeNbHOCTW, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickolt deaepaumu.

7. Npw noay4yeHUM yNnosHOMOYEHHbIM desiepasibHbiM OPraHOM UCMNOJIHUTE/IbHOW BIACTM B PaMKax
ocywecTBneHma Mm GpapmakoHaA30pa [0Ka3aTebCTB O HECOOTBETCTBMM JIEKAPCTBEHHOro npenapaTta
YCTQHOB/IEHHbIM TPEBGOBaHMAM WAM MPU MOAYyYeHUUM WMHOOPMALUM O HECOOTBETCTBUM A[AHHbIX 06
3dPeKTUBHOCTN U 0 6e30MNacHOCTM SIeKapCTBEHHOro NpenapaTa AaHHbIM O JIeKapcTBEHHOM NpenaparTe,
COAEPKALMMCA B MHCTPYKLMM MO ero NPMMEHEHUIO (B TOM YMC/Ie BbIIBNIEHHbIX B XOA4E OCYLECTBEeHUS
bapmaKkoHag30pa KOHTPOJIbHO-HAA30PHbIMU OpraHaMM WMHOCTPAHHbIX TOCYZAAPCTB), YNOJHOMOYEHHbIN
benepanbHbIii OpraH UCNOIHUTEIbHOM BNACTU B YCTAHOBJIEHHOM UM MOPSZAKE PacCMaTpPUBAET BOMPOC O
NPUOCTAHOBNEHMM NPUMEHEHMSA TAKOTO IEKAPCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: npyMeYaHme.
C01.01.2026 HaumeHoBaHMe cT. 65 nsnaraerca B HoBo pegakumm (93 ot 30.01.2024 N 1-d3).

CratbAa 65. MpuocraHosneHUE NPUMEHEHNA IeKAaPCTBEHHOrO npenapara

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2026 B 4. 1 cT. 65 BHOCATCA nameHeHua (3 ot 30.01.2024 N 1-d3).

1. Mpu nonyyeHum MH(I)OpMaLl,MM O HeXenaTeNbHbIX peakunax npn npumeHeHMn NeKapCrtBeHHOro
npenaparta, He YKa3aHHbIX B UHCTPYKUMKN MO NPUMEHEHUIO NEKAPCTBEHHOIO npenapara, Cepbe3HbiX
HeXXenaTe/bHbIX peaKuunax, 06 ocobeHHoOCTAX ero B3aMMO,EI,El71CTBMFI C Opyrumun nekKapCrBeHHbIMU
npenapaTtamu, KOTopble MOTyT NpPeacTaBaATb Yyrposy XXU3HU NN 340P0OBbIO Ye/10BEKA nmbo XNBOTHOrO,
a TaKXe O HECOOTBETCTBUN OAHHbIX 06 3¢¢EKTMBHOCTM n o 6esonacHocTH NNEKapPCTBEHHOrO npenapata
AaHHbIM O NeKapCTBeHHOM npenapate, cogepxawmmca B UHCTPYKULMKU MO ero npumeHeHuto, B TOm
ynucne ot yno/IHOMOYEHHbIX OpPraHoB MHOCTPAHHbIX rocyaapcTs, obmeH KOTOpOVI ocyuiecrsnAaeTca B
COOTBETCTBUUN C cornawleHnaAmm mexkay ynosiHOMOYEHHbIM cbe,u,epaanblM OopraHom WUCNOSIHUTENIbHOM
BNaCT U YNOJIHOMOYEHHbIMU OpraHaMn MHOCTPaAHHbIX rOCyAaapcCTs, yFlO/'IHOMOLIeHHbIﬁ d)e,a,epaanbM
opraH MCMNOIHUTENIbHOW BNACTH paccmaTpuBaeT BONpPOC O BO3SMOXHOCTHN NPUOCTaHOBNEHUNA 06anJ,eHMﬂ
TAKOro NeKapCTtBeHHOro npenapata B nopAaaKe, YCTaHOBNEHHOM YNO/THOMOYEHHbIM d)ep,epaanblM
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OopraHom MCMOJIHUTE/IbHOW BNaCTM.

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2026 y. 2 cT. 65 n3naraetcsa B HoBoM pegakumm (3 ot 30.01.2024 N 1-93).

2. MNpn HencnonHeHMU WAN HeHagNeXawem WUCNOJHEHUWN AeprKaTenamum WAW BAagenbuamu
PErucTpPauyoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbIX MPEenapaTos, PUAMYECKUMU ANLAMM, HA UMSA
KOTOPbIX BblAaHbl Pa3pelleHmnsa Ha NPoBeLeHME KNMHMYECKUX NccnenoBaHnin B Poccninickoit Pepepaunn,
WAN  YNOJIHOMOYEHHBIMU MMWU  APYTMMU  IOPUANYECKMMM AnLAMKU  06A3aHHOCTEN, YCTaHOBJ/IEHHbIX
yactamm 3 un 4 crtatbu 64 HactosAwero dPenepasbHOro 3akoHa, MO0 B cayyasax NpeacTaB/ieHUs
COOTBETCTBYOLMM YNOJIHOMOYEHHbIM desepasbHbIM OPraHOM UCNOJHUTENbHOW BIACTM 3aK/IIOYEHNA O
HeAO0CTOBEPHOCTU pPe3ynbTaToB  KAMHMYECKOro UCCAefoBaHWA /JIeKapCTBEHHOro npenapata  AaA
MEeOMLUMHCKOTO MNPUMEHEHUSI, KOTOPOE OCHOBAaHO Ha pe3ynbTaTax MNPOBEPKM  MeAULMHCKOMN
OopraHusaumu, nNpPOBOAMBLUEN YKA3aHHOE K/AMHMYECKOE WCCefoBaHME C  HapylweHuMem npaBua
HagNeXKallen KAMHUYECKOM NPAKTUKKN, N NPUBENO K NOYYEHUIO HEAOCTOBEPHbIX Pe3y/ibTaTtos, 1Mbo B
C/ly4ae HEeBbINOJIHEHMA MNpPeanuCcaHusA, BbIAAHHOMO YMNOJAHOMOYEHHbIM deaepanbHbIM  OPraHoOM
WCNOSIHUTE/IbHOM B/IACTM MO UTOram OCYLLECTBNEHMA BbIDOPOYHOrO KOHTPO/IA KayecTBa JIEKapCTBEHHOIO
npenaparta, yNnoAHOMOYEHHbIN deaepanbHblii opraH UCNOAHUTENbHON BAACTU B YCTAaHOB/JIEHHOM WM
nopaaKe paccmaTpusaeT BOMPOC O MPUOCTAHOBJEHUN NPUMEHEHUA TaKOro IeKapCTBEHHOMO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 65 yTpaumsaet cuay (3 ot 30.01.2024 N 1-P3).

3. YnonHomoueHHbIl deaepanbHbli opraH MUCNONHUTENIbHOW BNACTU MpPU NpeacTaBAeHUN emy
CcBeAeHUI O HecoOTBETCTBUM MNPOU3BOAUTENA JIeKapCTBEHHbIX CpeacTB TpeboBaHMAM Mpasun
HagneXKalleh NpoM3BOACTBEHHOM MNPAKTUKU M (MAKM) O HapyWeHUU AULEH3NOHHbIX TpeboBaHUiA,
KoTopble 6biAn BbiABAEHbI B X04e NPOBEAEHUA WHCMEKTUPOBaHMA MNPOU3BOAMTENA NEeKapCTBEHHbIX
CPeACTB WM OCYLLECTBNEHMA /NLEH3MOHHOTO KOHTpoNA B chepe NPOM3BOACTBA JIEKAPCTBEHHbIX
cpeAcTB U NpuMBENU WAM MOFYT NPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapatoB ANA
MeANUMHCKOTO NPUMEHEHNA, NPUYUHUBLLUX UAM CMOCOBHbIX NPUUNHUTL Bpeq, KU3HU UAN 340POBbIO
rpaxgaH, paccmMaTpvBaeT BOMPOC O NPUOCTAHOBAEHUM MPUMEHEHUA NIeKapCTBEHHbIX NpenapaTtoB AnA
MeANLMHCKOTO NPUMEHEHMA B YCTaHOBNEHHOM MM NOPAAKE B CAeAYIOLWMX CyYasnX:

1) coctaB 1 (MaM) TexHoNOrMA NPOU3BOACTBA NIeKAPCTBEHHOro npenapaTta An8 mMeAULMHCKOro
npumeHeHna (c onucaHuMem cTaguini NPON3BOACTBA) OTNMYAIOTCA OT 3aABJEHHbIX B PErmcTpaLMoOHHOM
[OCbE;

2) HEKapCTBEHHbIVI npenapart AanAa MmeagnumHCKoro npumeHeHunAa nponsseneH Ha
I'IpOMSBO[],CTBEHHOVI naowaake, He yKa3aHH0171 B PerMcTpaLMoHHOM A00Cbe;

3) y npousBoAMUTENSA /IEeKAapCTBEHHbIX CPEACTB OTCYTCTBYHOT [OOKYMEHTbI, NoATBep:KAalowme
COOTBETCTBME KayecTBa /JIeKapCTBEHHOro npenapata A48 MEeAMUMHCKOTO MPUMEHEeHMs, BBOAMMOrO B
rpaskaaHcKuii 06opoT, TpeboBaHMAM, YCTaHOB/IEHHLIM NPY Ero rocy4apcTBEHHOM perncTpaumm;

4) npousBoguTeNnemM JIeKAPCTBEHHbIX CPeACTB B COMACOBaHHbIM € COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOAHUTENLHOW BAACTM CPOK HE YCTpaHeHbl HapylleHuA
TpeboBaHMI NPaBUA Haa/exKallel NPOU3BOACTBEHHON NPAKTUKN U (MAK) NULLEH3NOHHBIX TpeboBaHWiA,
KOTOpble 6blAN BblABAEHbI B XO4E MPOBEAEHWUA WHCMEKTUPOBAHMA MPOM3BOAUTENA NIEKAPCTBEHHbIX
CpencTB WAWM OCYLLECTBAEHUA JNINLLEH3MOHHOTO KOHTpOnsa B cdepe MNPOU3BOACTBA JIEKAPCTBEHHDIX
Ccpencte U MNpUMBEAM WAWM MOFYT NPUBECTM K MNPOM3BOACTBY JIEKAPCTBEHHbLIX MNpPenapaTtoB Ans
MEANUMHCKOTO NPUMEHEHMA, NPUYUHUBLUMX UM CMOCOBOHbLIX MPUYUHUTL BPES, KM3HU UM 340POBbIO
rparkaaH.

(4yacTb 3 BBegeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)
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4. YNoNHOMOYEHHbIN denepanbHblit OpraH WCNOAHUTENbHOW BAACTU NPU HAAMYMU Y Hero
CBELEHW O HECOOTBETCTBMW NPOM3BOAMTENA JIEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM NpaBuUA
Haga/exalleld NpPoM3BOACTBEHHOW MNPAKTUKM U (MNM) O HapyWeHUM JIMLEH3NOHHbIX TpeboBaHWN,
KOTopble 6blAN BbiABNEHbI B XOA4Ee MPOBEAEHUA WHCMEKTUPOBAHWUA MPOU3BOAUTENA NEKAPCTBEHHbIX
CpPeacTB WMAM OCYLLECTBAEHUA NNLLEH3MOHHOTO KOHTpoOns B cdepe MNPOU3BOACTBA JIEKAPCTBEHHDIX
cpeacTB W MPUMBENM UAM  MOFYT NPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaTtoB Ana
BETEPUHAPHOrO NMPUMEHEHMUA, NPUYNHUBLLNX UM CMOCOOHBIX MPUYUHUTDL Bpes, KMU3HU WU 340POBbIO
KMBOTHbIX, PAaCCMaTpPMBaET BOMPOC O MPUOCTAHOBNEHUM Peann3aumm U NPUMEHEHUA NEKAaPCTBEHHbIX
npenapaTos A4/19 BETEPUHAPHOIO NPUMEHEHMA B YCTAaHOBIEHHOM UM MOPAZLKE B CAeAYOWMX CyYanx:

1) coctas u (MAn) TexHONOrMA NPOU3BOACTBA JIEKAPCTBEHHOrO npenaparta /s BeTepuMHapHOro
npuMeHeHna (C onucaHWem CTaguii NPOU3BOACTBA) OTANYAKOTCA OT 3aAB/IEHHbIX B PErUCTPaLMOHHOM
[0Cbe;

2) NeKapcTBeHHbI npenapaT AgAs  BETEPUHAPHOTO  MPUMEHEeHMA  NPou3BeAeH  Ha
NpOV3BOACTBEHHOW MJIOLAKE, HE YKA3aHHOM B PErMCTPaLMOHHOM AOCLE;

3) y npouv3BoauMTENA JEeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT AOKYMEHTbl, MOATBEpMAatlolime
COOTBETCTBME KAYecTBa JIEKApPCTBEHHOrO npenapaTta ANs BETEPMHAPHOIO NMPUMEHEHWUA, BBOAUMOTO B
rpaykAaHcKuii 060poT, TpeboBaHUAM, YCTaHOB/IEHHbBIM MPUY €ro rocyAapCTBEHHOMN perncTpaLmy;

4) npousBoguTENEeM JIeKapCTBEHHbIX CPeACTB B COMacOBaHHbIA C  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONHUTE/IbHOM BAACTU CPOK HE YCTpPaHeHbl HapyLleHUs
TpeboBaHMIA NpPaBUA Haa/exallel NPon3BoACTBEHHON MPAKTUKU U (MNK) NNLEH3UOHHBIX TPeboBaHUiA,
KOTOpble 6blAN BbiABNEHbl B XOA4e MPOBEAEeHMA WHCMEKTUPOBAHWUS MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeacTB WAW OCYLLECTBAEHUA JIMLLEH3MOHHOIO KOHTpONs B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX
Cpeacte U MNpUMBENN WMAM MOTYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapatoB AAs
BETEPUHAPHOro NPUMEHEHMUA, NPUYNHUBLLNX UM CMOCOBHBIX MPUYUHUTL Bpes, *KU3HU UKW 340POBbIO
KMBOTHbIX.

(4acTb 4 BBegeHa PepepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

7. B nopsaKe, npeayCMOTPEHHOM YacTbto 4 HACTOSALLEN CTaTbW, YNOJAHOMOYEHHbIM deaepanbHbIn
OopraH MWCNOJHUTENbHOM BNACTM pPacCMaTpPMBAET BOMPOC O MPUOCTAHOBAEHUM peanmsauumn U
NPUMEHEHWNA JIeKAapCTBEHHOrO npenapata A1Aa BETEPUHAPHOrO NMPUMEHEHWA B C/ydae BbIAB/IEHMA B
rpaxgaHcKkom o060poTe cepun  JIeKAapCTBEHHOrO npenapaTa A1Aa BETEPUMHAPHOIO MNPUMEHEHMUS,
AOKYMEHTbl U CBEAEHUA O KOTOPOW, NpeaycMOTpeHHble Yactammn 1 - 3 n 6 ctaTbu 52.2 HacToALlero
depepanbHOro 3aKoHa, He MPeACTaBaAeHbl B YKa3aHHbIA OopraH, AMbo cepum MMMYHOBMONOTMYECKOrO
NIeKapCTBEHHOrO npenapata [A/nAa BEeTepUMHaApHOro MPUMEHEHUA, He WMeloWwen paspelleHuns,
npenycMoTPeHHOro 4acTbto 8 ctatbm 52.2 HactoAwero PenepanbHOro 3akoHa. B ykasaHHoOm cnydae
YNONHOMOYEHHbIN  defepanbHblil  OpraH  UCMOJHUTENbHOM  BAacTM  MPUHUMaET pelleHue o
NPUOCTAaHOB/IEHUN Peann3aLmm U NPUMEHEHMNA TaKMX CEPUN A0 NPeACcTaBNeHNA YKA3aHHbIX LOKYMEHTOB
W cBefeHu b0 A0 NOYYEHMA YKA3aHHOTO paspeLleHus.

(4acTtb 7 BBegeHa PegepanbHbim 3akoHOM oT 02.07.2021 N 317-93)

Cratba 66. MHbOpmauma o pesyabTatax GpapmaKkoHaa3opa
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIA  deaepanbHblit  OpraH  UCMOAHUTENbHOM  BAACTW,  OCYLLECTBASIOLLNM
dapmakoHag30p, NO ero pesysbTaTam pasmellaeT Ha cBoeM oduumanbHoM caite B ceTn "UHTepHeT"
MHpopmaumto o:

1) BblAB/IEHNUN HOBbLIX NOATBEPHKAEHHbIX AaHHbIX O No60oYHbIX AeVICTBMHX, HeXXenaTe/ibHbIX
peakumnAax, Ccepbe3HbIX HeXenaTe/ibHbIX peakunax, HenpeasnaeHHbIX HeXXenaTtesibHbIX peaKunAax npu
NPUMEeHEHNN NeKapCTBEHHOIO Npenaparta, B ToMm 4Yncne BANAKOWNX Ha OTHOLWLEHNE omm,a,aemoﬁ NoNb3bl
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K BO3SMOXHOMY PUCKY NpUMeHEHUNA AaHHOIO 1IeKapCTBEHHOIO npenapaTa,

2) NPUHATBIX PELIEHUAX O BHECEHUM U3MEHEHWUI B MHCTPYKLMIO MO NMPUMEHEHUIO NEKAPCTBEHHOTO
npenapara, 0 NPMOCTAaHOBNEHUN NPUMEHEHUNS IEKAaPCTBEHHOIO NpenapaTta, 06 U3bATUN U3 obpaLleHUn
JleKapCTBEHHOro npenapaTta uan o BO306HOB/IEHUM NPUMEHEHMA 1EKAPCTBEHHOIO Npenapara.

Fnaea 14. UHOOPMALMNMA O NEKAPCTBEHHbIX MPENAPATAX. CAICTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHDbIX NMPEMAPATOB
ana MEAUUUHCKOIro NPUMEHEHUA
(8 pen. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauma O NeKapCTBEHHbIX npenapatax. Cuctema MOHUTOPUHrA ABUXKEHUA
JNIeKapCTBEHHbIX NPenapaTos AN MeAULLMHCKOTO NPpUMEeHeHUsA
(8 peq,. PepgepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

1. MHdopmauma o neKkapCTBEHHbIX NpenapaTtax, OTNYCKAemblX NO PeLenTy Ha JIeKapCTBEHHbIN
npenapaT, 40/KHA COAEepPXKaTbCA TONbKO B CMELNANM3MPOBAHHbIX U3AAHUAX, NpeaHa3HAYeHHbIX AA
MeaULMHCKUX, GapMaL,eBTUUYECKNX paboTHMKOB, CneumanncToB B obnactn BetepuHapun. MHbopmaums
O NeKapCTBEHHbIX MpenapaTax 4ns chneumMannctoB B ob6nactM obpalleHus eKapcTBEHHbIX CpeacTs
MOXKET CoAepKaTbCcA B MOHOrpadmsax, CNpaBoOYHUKAX, Hay4yHbIX CTaTbAX, B AOK/AaZaX Ha KOHrpeccax,
KOHdEepeHUMAX, CMMMO3MYyMaXx, Hay4yHblIX COBETaX, a TaKXe B WHCTPYKUMSAX NO MNPUMEHEHMUIO
JIeKapCTBEHHbIX NPenapaTos.

(8 peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. MHPopmaums O NeKapCTBEHHbIX NpenapaTax, OTNycKaemblix 6e3 peuenTta Ha /IeKapCTBEHHbIN
npenapat, MOXeT cogeprKaTbCcA B NybAMKauuax M ob6bABAEHUAX CpeacTB MaccoBoin WHopmauuw,
CNeunanns3mMpoBaHHbIX U OBLLUMX MeYaTHbIX U3LAHUAX, UHCTPYKUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToB, MHbIX U34aHWAX CYOBEKTOB 0bpaLLEeHNA IEKAPCTBEHHbIX CPeACTB. PeknamHble maTepuasbl
O /IeKapCTBEHHOM npenapaTe, oTnyckaemom 6e3 peuenTa Ha JEKApCTBEHHbIV NpenapaT, LOJKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO JIEKAPCTBEHHOTO Npenapara.

3. ﬂ,OﬂyCKBETCﬂ ncnonb3oBaHMe 0ObIX mMaTepunasibHbIX HOCMTEﬂEﬁ, NO3BONIAOWNX XPAHUTD,
nepeaasaTtb N NCNOJZIb30BATb VIH(I)OpMaLI,VIIO O NeKapCTBEHHbIX MpenapaTax 6e3 ee MCKaXKeHus.

4, Ona uenen ungeHTUPUKALMKM YNaKOBOK JIEKAPCTBEHHbLIX MNPEenapaTtoB AAa MeAMLMHCKOro
NPUMEHEeHNA NPOU3BOAUTENN NIEKAPCTBEHHDbIX CPeacTB B MOPSAKe, YCTaHOBAEHHOM [paBUTENbCTBOM
Poccuiickoit degepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NPUMEHEHUSA, A8 KOTOPbIX HEe NpeayCcMOTpeHa BTOPUYHAA YNaKoBKa) U BTOPUYHYIO
(noTpebuTenbCKyto) YNaKoBKY NEKAPCTBEHHbIX NPENapaToB A8 MeANUMHCKOTO NPUMEHEHUA CpeacTBa
NOeHTUPUKALMKN, 33 WMCKNOYEHWEM JIEKAaPCTBEHHbIX MPenapaTtoB ANA MEeAMUMHCKOTO NPUMEHEHMUs,
NPOM3BOAUMbIX AN NPOBEAEHUA KAMHUYECKMX UCCNEA0BaHWUM, SKCMOPTA, IeKapCTBEHHbIX NpPenapaTos
ANA MeAMLMHCKOTO NPUMEHEHMA, YKasaHHbIX B Yactax 5 u 8 ctaTbu 13 HacToAwero degepanbHoro
3aKOHa, paaModapMaLeBTUYECKMX IEKAPCTBEHHbIX MPENapPaToB, BbICOKOTEXHOIOMMYHbIX IEKAPCTBEHHbIX
npenapaToB, KOTOpble NpPOM3BeAEeHbl MajblMU CEPUAMM, COCTOAT M3 OAHOM WAN HECKONbKUX 403
BbICOKOTEXHO/IOTMYHOIO /JIEKAPCTBEHHOrO MpenapaTta, NpegHasHauyeHbl ANA KOHKPETHOro MauueHTa,
MMeIOT KOPOTKUIA CPOK roAHOCTM (40 AEBAHOCTA KaneHAapHbIX gHEN) U (MAn) TemnepaTypHbIA pexum
XPaHEeHWA 1 TPaHCMOPTMPOBaHMA MUHYC 60 rpadycoB Lienbcna nam HuKe, NUABOK MeAUUMHCKMX U ra3oB
MEAUUMHCKUX.  [AAa  NeKapCTBEHHbIX MPenapaTtoB C  MEeXAYHapoAHbIM  HENaTeHTOBAaHHbIM
HanmeHoBaHWem "ITaHon" cpeAcTBO UAEHTUPUKALUMM HAHOCUTCA HA BTOPUUHYIO (NOTPebUTeNbCKyto)
YMNaKoBKy B C/y4yae, ec/iM Takaa ynakoBKa ABASETCA UHAMBMAYaNbHON BTOPWUYHOM (NOTpebuTenbckom)
YMNaKOBKOW 3TOr0 /IeKapCTBEHHOro NpenapaTa, a B C/y4ae OTCYTCTBMA BTOPUYHOMN (NoTpebuTenbcKoit)
YNaKOBKM MAW HaNMuMA YNaKOBKW, B KOTOPOW Haxogutca 6onee oOAHOW eAMHMUbl YKa3aHHOro
NeKapCTBEHHOro npenapaTta B MEePBMYHOM YNAKOBKE, CPeACTBO MAEHTUOMKALUMM HAHOCUTCA Ha
NepBUYHYIO YNaKOBKY.
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(4actb 4 BBegeHa depepanbHbiM 3akoHOM oT 28.12.2017 N 425-d3 (pea. 27.12.2019); B pega.
depepanbHbix 3akoHOoB oT 04.08.2023 N 428-®3, o1 30.01.2024 N 1-®3)

5. XapakTepucTukm cpeactsa MAeHTUPMKAUMM, MNOPAAOK ero HaHeceHuAa U TpeboBaHUA K
CTPYKTYpe u popmaty MHPopmaLMM, KOTOPYIO COAEPKUT CPeAcTBO MaeHTUOUKAUMKN, ONpeaenatoTcs
MpasuTtenbcteom Poccuiickoin Peaepaumu.

(4acTb 5 BBeaeHa PeaepanbHbim 3aKOHOM 0T 28.12.2017 N 425-93)

6. MopAafoKk co3gdaHuA, pas3BWUTMA, BBOAA B IKCMAyaTauMto, 3KCMyaTauMum W BblBOAA U3
3KcnayaTauum CUCTEMbI MOHUTOPWUHIA ABUMKEHMA JIEKAPCTBEHHbIX NpPenapaTtoB AAA MeAMUUHCKOro
NPUMeEHeHUs, MOPALOK MpefocTaBiAeHns WHOOPMALMM, COAEpPrKaLLelcA B CUCTEME MOHUTOPMHIA
OBUMKEHMA NNEeKAPCTBEHHbIX NPEenapaToB 418 MeUUMHCKOro NPUMEHEHMA, U NOPALOK B3auMoAeNCTBMUA
YKa3aHHOM  cuCTEMbl C  WHbIMWM  FTOCYLAPCTBEHHBIMWM  MHPOPMALMOHHBIMKM  CUCTEMAMM U
MHOOPMALMOHHBIMU CUCTEMAMU  HOPUANYECKMX UL, UM MHAMBUAYANbHbIX NpeanpuUHMMaTenel,
YyKasaHHbIXx B 4Yactax 7 u 10 HacToAwel cTaTbM, ycTaHasauBatoTcs [lpaBuTenbcTBOM Poccuiickomn
Pepepaunmn. OnepaTopamMmu CUCTEMbI MOHMTOPWUHIA ABUKEHUA JIeKAPCTBEHHbIX MpenapaToB AfA
MEANUMHCKOTO NPUMeEHeHus aBasloTca deaepanbHblii opraH WUCNONHUTENbHOM BAactM u  (uan)
opraHusaums, ynoiHoMoueHHble MpasuTtenbctBom Poccuiickon degepaumu.

(4actb 6 BBeaeHa PegepanbHbim 3aKoHOM OT 28.12.2017 N 425-93)

7. lOpupmnyeckme nmua n HANBUAYaAbHbIE NPEANPUHUMATENM, OCYLLECTBAAOLLME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuitckyto Pepepaumto, OTNyCcK, peannsauuio, nepegadvy, NpPUMeHeHue U
YHUUYTOXKEHME NEKAPCTBEHHbIX NPENapaToB 418 MeANLMHCKOro NpUuMeHeHus, obecnevymnBaoT B NopsagKe
M B COCTaBe, KOTOpble YycTaHoB/eHbl [MpaButennctBom Poccuitickon Pepepauum ¢ yyetom BMAA
OCYLLECTBASIEMON UMW [OeATENbHOCTM, BHEeceHWe MHPOPMaLMM O JIEKApPCTBEHHbIX MpenapaTtax anas
MEeAMLMHCKOTO MPUMEHEHUA B CUCTEMY MOHWUTOPUHIA ABWMMKEHUA NEeKAPCTBEHHbIX MpenapaToB A
MEeLMNLMHCKOrO NPUMEHEHUA.

(4acTtb 7 BBegeHa PegepanbHbim 3aKkoHOM oT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl AAA MEAMUMHCKOrO MNPUMEHEHWA, npegHasHavyeHHble AAA
obecneyveHus nuy, 60MbHbIX remoduanen, MyKoBMCLMAO30M, rMNOPM3apHbIM HAHU3MOM, 6ONe3HbIO
lowe, 3710Ka4yeCTBEHHbIMM HOBOOOPA30BAHUAMU NMMOOUAHON, KPOBETBOPHOW W POACTBEHHBIX MM
TKAHEeW, pacCceAaHHbIM CKNepo30OM, /ML, NOCAe TpaHCNAaHTauMuM OpraHoB UM (Wan) TKaHew,
npoussegeHHble A0 31 paeKkabpsa 2019 roaa, a TaKKe WHble JIeKAapCTBEHHble Mpenapatbl A
MeLMULMHCKOro NpumMmeHeHus, npoussegeHHble Ao 1 niona 2020 roga, nognexkaT XpaHeHU o, NepeBo3Ke,
OTMYCKY, peanunsauuu, nepegade, NpUMeHeHuo 6e3 HaHeceHUs CPeacT8 MAeHTUOUKALMM L0 UCTeYEHUR
Cpoka ux rogHoctu. MpasuTtenbcTBo Poccunitickon ®epepaunn Bnpase yCTaHOBUTbL OCOOEHHOCTM BBOAA B
rpaxaaHCcKMii 060pOT IeKaPCTBEHHbIX NPENapPaToB A8 MEANLMHCKOIO NPUMEHEHMUA, NPON3BEAEHHDbIX B
nepuog ¢ 1 utona 2020 roga no 1 oktabpa 2020 roga. B uenax BBoga B rpaskgaHckuii obopot
NleKapCcTBEHHble npenapaTtbl AAA MEeAUUMHCKOTO MNPUMEHEHUA, 33 WCKAKYEHUEM JIeKapCTBEHHbIX
npenapaTos, npegHasHayYeHHbIX AnA obecneyeHus v, 60OAbHbIX remoduanein, MyKOBUCLMA030M,
rmnodusapHbiM HaHM3MOM, 6onesHblo Mowe, 310Ka4ecTBEHHbIMMU HOBOOOPA30BaHUAMN TMMIONIHOMN,
KPOBETBOPHON M POACTBEHHbIX MM TKAHEW, pPacCeAHHbIM CKNEePO30M, JIML, NOCae TpaHCNAaHTauum
OpraHoB M (UnK) TKaHel, NpousBeaeHHble 3a Npegenamu TepputTopun Poccuinckon Pepepaumn go 1
oKTA6pna 2020 roga, moryT 6bITb BBe3eHbl B Poccuiickyto degepaumio o 1 sHeapa 2021 roaa B nopagkKe,
ycTaHoBNeHHOM lNpaBuTenbcTBom Poccuiickoit depepaumm, 6e3 HaHeceHUs cpeacTs MaeHTUGUKaLMW.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-d3, o1 13.07.2020 N 206-D3)

8. OpraHusauma MHPOPMALMOHHOIO B3aMMOAEWNCTBUA CUCTEMbI MOHUTOPUHIA OBUXKEHUA
NIEeKAPCTBEHHbIX NpenapaTtoB AAa MEOMULMHCKOTO MNPUMEHEHUA C  MHbBIMM  FOCYAAPCTBEHHbLIMMU
MHPOPMALMOHHBbIMU cUCTEMaMKM obecrneymBaeTca B TOM 4ucae NOCPeACTBOM  WMHPACTPYKTYpbI,
obecneymBatoelii MHGOPMaLMOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHDOPMALMOHHBIX CUCTEM,
MCNo/b3yeMbIX ANA NpPefoCTaBNEHUA TFOCYAAPCTBEHHBIX W MYHWUUMNANbHLIX YCAYT W UCMNOJIHEHUA
rocyf,apcTBEHHbIX U MYHULUMMANAbHbIX PYHKLUIA B SNEKTPOHHOM dopme.

(4yacTb 8 BBegeHa PenepanbHbim 3aKOHOM 0T 28.12.2017 N 425-93)
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9. MHdopmauus, coaepKallanca B CUCTEME MOHUTOPUHIA ABUKEHUA IEKAPCTBEHHbIX NPenapaTos
ANA MegUUMHCKOro NpUMeHeHMA, ABnseTca MHGopmaumein orpaHMYeHHOro A4OCTyna B COOTBETCTBMU CO
cTaTbenn 9 PepepanbHOro 3akoHa ot 27 utona 2006 roga N 149-d3 "06 nHpopmaumnmn, MHGOPMALIMOHHbIX
TeXHO0rMAX 1 o 3awmTte nHpopmauum", 3a UcKatoHeHnem MHoOpPMaLUKN, HEAOMYCTUMOCTb OFPaHMUYEHMA
AO0CTyna K KOTOpPOM ycTaHoB/eHa deaepanbHbIMX 3aKOHaMM, a TakKe WMHbOoOpMaLnK, OTHECEeHHOM
MpasuTtenbcteom Poccuiickon Pepepaunmn B COOTBETCTBUM C HacToAwmMmM PegepanbHblM 3aKOHOM K
obuwenoctynHon nHpopmaumn. ObueaoctynHana nHGopmaLma, CoAepKallasaca B CUCTEME MOHUTOPUHTA
OBVXKEHMA  NEKApPCTBEHHbIX MPenapaTtoB Aas8  MEeLUUMHCKOro NPUMEHEHWA, pasmMeliaeTca B
MHPOPMALMOHHO-TENIEKOMMYHUKALMOHHOM ceTu "UHTepHeT" (B TOM Yucie B GopMe OTKPBITbIX AaHHbIX)
B NopAKe, ycTaHoBneHHOM paBuTesibctBom Poccuitckon degepauymu.
(4actb 9 B pen. depepansHoro 3akoHa ot 04.08.2023 N 474-d3)

9.1. [loctyn K MHbOpMaUUM, CoAepPIKALLENCA B CUCTEME MOHUTOPUHTA ABUKEHUA IEKAPCTBEHHbIX
npenapaTtos g8 MegMUMHCKOro npumeHeHus, obecneymBaeTca onepaTopom CUCTEMbl MOHWUTOPMUHIA
OBUMKEHUA NeKapCTBEHHbIX NPenapaTtoB A8 MeAUUMHCKOro NPpUMEHEeHMA B NopaaKe, YCTAHOBAEHHOM
MpasutenbctBom Poccuiickon ®Pepepaumn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM PoccuiicKom
depepauum 06 umHOoOpmMauMM, WMHOPOPMALMOHHBLIX TEXHONOMMAX M O 3awmTe WHbOopMauuu,
3aKoHogaTenbcTBOM Poccuiickoli  depepaumm O rocyfapCTBEHHOW TalHe, 3aKOHOAATeNbCTBOM
Poccuiickoin ®epepaum 0 KOMMEPUYECKOM U MHOM OXPaHAEMOM 3aKOHOM TaHE U C Y4ETOM MONOKEHUN
HacToAwen cTtaTbu. [lpaButenbctBo Poccuiickoit Pepepaumm BnpaBe YCTaHaBAMBaTb NepeyeHb
JIEKAPCTBEHHbIX MPEnapaToB ANA MEAULMHCKOTO MPUMEHeHMA U (MAKn) rpynn  JeKapCTBEHHbIX
npenapaTos Ana MeAWLMHCKOrO MPUMEHEHMA WM OCOBEHHOCTM A0CTyna K MHOOpMaLMM O TaKux
NleKapCTBEHHbIX MpenapaTtax, COoAep)Kalleinca B CUCTEME MOHWUTOPWUHIa ABWMKEHUA NEKapCTBEHHbIX
npenapaTos A8 MeAULMHCKOrO MPUMEHEHUA.

(4acTtb 9.1 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.2. MNonb3oBatenn cuUcTeEMbl MOHWUTOPUHIA [ABWKEHUA NIEKAPCTBEHHbIX MpenapaToB AnA
MeANUMHCKOrO NpMMeHeHUs 061a4atloT NpaBomM A0CTyna K MHPOPMALMK, CoaeprKallenca B cucteme
MOHWUTOPUHIA ABUMKEHWUA NEKapPCTBEHHbIX MPEnapaToB AAA MeAMLUMHCKOro MPUMEHEHMUA, C YYETOM
OrpaHUYEHMN AOCTyMa K yKasaHHoM MHbopmauumM n ee nocneayrouen obpaboTke, yCTaHOBAEHHbIX
HacToAwmMM ®PenepanbHbIM 3aKOHOM UM MHBIMW HOPMATMBHBIMW MPaBOBbLIMW aKTamm Poccuiickoi
depepauum.

(4acTtb 9.2 BBeaeHa PeaepanbHbim 3aKkoHOM oT 04.08.2023 N 474-93)

9.3. ®epepanbHble opraHbl UCMOAHUTENbHOM BAACTU UM UCMONHUTENbHbIE OPraHbl Cy6bEKTOB
Poccuitickonn depepaumm B Lenax, onpeaeneHHbix MNpasutenbcteom Poccuiickoii Pepepaumm, nmerot
npaBo A0CTyna K MHOGOPMauMM O CyObeKTax 0b6palleHMA NeKapCTBEHHbIX CPEACTB, O JIEKAPCTBEHHbIX
npenapaTtax n 06 obopoTe TaKMX EKAPCTBEHHbIX NPENAPATOB, HEOOXOANMOW A1 BbINONHEHWA 33434 U
ocyuwecTBneHna ¢GyHKUMKA, BO3/MOMKEHHbIX Ha depepanbHble OpraHbl WCMONHUTENbHOMW BAACTU U
WUCNONHUTENbHbIE OpraHbl CcybbekToB Poccuiickoit degepaunn, cratuctuyeckon uHPopmaumm o
NeKapCTBEHHbIX NpenapaTtax U 06 ux obopoTe, a TakkKe K obwenocTynHon nHpopmaumn. Coctas 3Toi
MHbOpPMaLMKN onpesenseTcs corfaweHnamm 06 MHGOPMaAUNMOHHOM B3aUMOLENCTBUM, 3aKNHOYEHHbIMU
onepaTtopom CUCTEMbl MOHMUTOPUHIA [ABUMKEHUA JIEKAPCTBEHHbIX MPEMapaToB ANA MeLULMHCKOro
npumeHeHunsa ¢ pepepanbHbIMU OpPraHaMM UCMONHUTENbHOM BAACTU UAM UCMONHUTEIbHBIMU OpraHamm
cybbektoB Poccuitickoit  degepauym - deaepanbHbIM  OpPraHOM  UCNOAHUTENIbHOW  BNacTy,
ocyLecTBASOWMM GYHKLMM MO BblpaboTKe M peannsaumm rocyaapcTBEHHON NOANTUKU U HOPMATUBHO-
NpPaBoOBOMY Pery/simpoBaHuio B chepe 34paBOOXPAHEHUA.

(4yacTtb 9.3 BBeaeHa PenepanbHbiM 3akoHoM oT 04.08.2023 N 474-d3; B pea. PenepanbHOro 3akoHa ot
08.08.2024 N 232-93)

9.4. CybbekT obpallleHMs SIeKapCTBEHHbIX CPeaCcTB MMeeT NpaBo AOCTyna K MHbopmauun ob
onepaumax C NeKapCTBEHHbIMW MpenapaTtamu ANA MeAULMHCKOTO MPUMEHEHUA, COBEPLUEHHbIX 3TUM
CyObeKkToM 06paLLeHMa NEKAPCTBEHHbIX CPEACTB, A TaKXKe K 0bwea0CcTynHon nHdopmaLmm.

(4yacTtb 9.4 BBeaeHa GeaepanbHbiMm 3aKkoHOM oT 04.08.2023 N 474-93)
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9.5. Onepatop cuCTEMbI MOHWUTOPUHIA ABUXKEHMA NIEKAPCTBEHHbLIX MNpenapaTtos A
MeANLUMHCKOro npumeHeHus obnagaeT npaBom A0CTyna K MHPOpmauMK, CoAeprkallenca B cucteme
MOHUTOPUHIA ABWMXKEHUA /IeKapCTBEHHbIX MpenapaToB A8 MeAULMHCKOrO NPUMEHEHMSA, BK/OYas
MHPOPMaALMIO OFpaHMYEHHOTO A[0CTyNa, C BO3MOXHOCTbIO ee 06paboTkM, B TOM u4ucie ee
npeaocTaB/ieHNAs W pacnpocTpaHeHus, obecneyeHnss AOCTyNna K HeM M OKasaHWsA Yycayr c ee
nucnosnb3oBaHuem (ganee - obpaboTKa).

(4actb 9.5 BBEeAcHa DeaepanbHbiM 3aKoHOM oT 04.08.2023 N 474-93)

9.6. OnepaTtop cuUCTeMbl MOHWUTOPUHIA ABUXKEHUA JIeKAapCTBEHHbIX nNpenapatoB AnA
MEeANLMHCKOTO MPUMEHEHUS MOKET OCYLLEeCTBATb 06paboTKy MHPOpPMALMM OrpaHMUYEHHOro A40CTyna,
copeprKallencs B cucteMe MOHUTOPUHIA ABUMKEHUA SIEKApPCTBEHHbIX NPenapaTtoB AAA MegUUMHCKOro
npPUMeHeHUs, Npu ycnosum obasaTenbHOro o6es3nMuYMBaHMA TakoM MHPOPMaLMM B COOTBETCTBUM C
yTBepKaaeMbimn denepanbHbiM OPraHOM WCMOAHUTENIbHOW BAACTM, OCYLLECTBAAOWMM GYHKUUKM MO
BblpaboTKe U peannsaumm rocyaapCcTBEHHOM MOJUTUKU U HOPMATMBHO-NPABOBOMY PEry/IMPOBaHUIO B
cbepe 34paBOOXPAHEHMA, MO COMMAcCOBaHUIO € denepasbHbIM OPraHOM MCMNOAHUTENBHON BAACTH,
ocyLwecTBAAOWMM GYHKLMM MO KOHTPOO U Hagsopy B cdepe MHPOPMALMOHHBIX TEXHOMIOMMIA U CBA3M,
n ¢enepanbHbIM OpPraHOM WCMONHUTENbHOM BAacTM B 06nactM  obecneveHua 6HesonacHoCTU
TpeboBaHMAMM K 006€31MYMBAHUIO TaKon WHPOpMaLMM U MeTogaMn 06e3IMYMBAHUA  TaKoM
nHpopmaumm. ObesnnuyeHHas WHbOPMAUMA, MOJYYEeHHAa B pe3ynbTaTe YKasaHHOM 06paboTkM U
COAEPHKALLAACA B CUCTEME MOHUTOPUHIA ABUXKEHWUA NEeKapCTBEHHbIX NPenapaToB ANA MeAULMHCKOro
NpPUMeHeHuA, ABNAETCA MHOPMaUUMen orpaHnyeHHoro goctyna. ObesnnyeHHasa MHopmauma, AocTyn K
KOTOpoOi Hbln obecneyeH oNepaTopomM CUCTEMbI MOHUTOPUHIA ABUNKEHUA NIEKAPCTBEHHbIX NpenapaTos
ANA MeAMUMHCKOrO NPUMEHEHMSA B LLeNAX OKA3aHWUA YCAYT C ee UCNOIb30BAaHUEM, NOSNEKUT XPaHEHWUIO
B CMCTEME MOHMUTOPWHIA ABUKEHUA NEKAPCTBEHHbIX NPenapaToB AA MeAUUMHCKOrO NPUMEHEHUA He
MeHee MNATU NeT € AaTbl NPefoCcTaBAeHUA A0CTyna K obe3nnyeHHon MHPOpMauMM, U Ha Hee He
pacnpocTpaHsatoTca TpeboBaHMA K MHPOPMALMKM OFPaHUYEHHOro A0CTYMNa, YCTAaHOB/IEHHbIE HACTOALLEN
cTaTben.

(4acTb 9.6 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. Onepatop cUCTEMbl MOHUTOPUHIA ABMXEHWA JIeKAPCTBEHHbIX NpenapaTtoB AnA
MeANUMHCKOTO MPUMEHEHUA MOXET OCYLLEeCTBAATb 06paboTKy MHOPMaLMM OrpaHUYEHHOro A40CTyna,
CoAeprKallenca B cUCTEME MOHUTOPUHIA ABUMKEHWUS NIEKAPCTBEHHbIX NPenapaToB ANA MeAULMHCKOro
NPUMEHEHMA, NONYYEHHON OT cybbeKkTa 0bpalleHna NeKapCTBEHHbIX CPEACTB, 3aperncTPUpPoOBaHHOIO B
cucTeme MOHWUTOPWHIA ABWXKEHWA JIEKAapPCTBEHHbIX MPenapaTtoB ANA MEeOULMHCKOTro MPUMEHEHUA U
npeAcTaBMBLLETO B Hee CBEAEHMA, B MHTepecax M MO MNOPYYEHWUIO TAKoro cybbekTa obpaleHua
NeKapCcTBEHHbIX cpeacTs 6e3 o6e3nnunBaHna MHGOPMALIMKN OrPaHUYEHHOIO A0CTYNa.

(4acTtb 9.7 BBeAeHa PeaepanbHbiMm 3aKkoHOM oT 04.08.2023 N 474-93)

9.8. OnepaTop CNCTemMbl  MOHWUTOPUHIa ABUXEHMNA  NEeKapPCTBEHHbLIX MNMpenapartoB AnA
MegnunHCKOro npumeHeHumA BrMpaBe OKa3biBaTb Ha HEAMCKDMMMHHLI,MOHHOVI OoCcHOBe ycnyrm cC
nUcnosb3oBaHMeM 0b6e3nnMyeHHoM MHd)OpMaLI,MM, cop,epmau.geﬁcn B CMCteme MOHUTOPUHIa ABUXKEHUA
NeKapCTBeHHbIX NpenapaTtoB AnAa megnumnHCKoro npumeHeHua, Cy6'b€KTaM 06paLLI,6HVIﬂ NEKapPCTBEHHDbIX
cpeacTs, NOPAAOK N CTOMMOCTb OKa3aHUA KOTOPbIX onpeaenArnTCcA onepaTtopom CUCTeMbl MOHUTOPUHTA
ABUXEHUNA NeKapCTBEHHbIX NpenapatoB ANA MeaAUUMHCKOro npumeHeHumAa, C y4eTom orpaHquHMﬁ
AO0CTyna K obe3nnyeHHom MHd)OpMaLI,MM, YCTAHOBJ/IEHHbIX HaCTOﬂU.LEVI CTaTbel. YKasaHHble nopAaoK u
CTOMMOCTb OKas3aHMA TaKuUX YyCnyr pasmelaroTca onepatopom CUCTeMbl MOHUTOPUHIa ABUXKEHUA
NeKapCTBEHHbLIX npenapatos ANA MeAUUUHCKOro npuMeHeEHUNA Ha canTe cucTemMbl MOHUTOPWUHra
ABUXEHUNA NeKapPCTBEHHbIX NpenapatoB A4 MEeANUUNHCKOrNo nNpuMMeHeHUnA B VIH(I)OpMaU,VIOHHO-
TeI'IEKOMMyHMI-(aLI,MOHHOﬁ cetun "MHTepHeT" n noanexat KOHTPO11O B CcoOoTBEeTCTBUN C
dHTMMOHONO/IbHbIM 3aKOHOA4aTE/IbCTBOM Poccuiickoi dDep,epau,MM. YKasaHHble NOPALOK U CTOMMOCTb
OKa3aHWMA TaKMUX ycnyr OO0NXKHbl 6bITb eanHbIMKN AnAa BCeEX nnd, O6paLLI,aIOLLI,VIXCF| 3a OKa3saHumem ycnyru B
OTHOWEeHNN OJuHaKoBbIX BUAA, obbema M cocTaBa I'Ipe,CI,OCTaB}'IHEMOVI MHd)OpMaLJ,VIM. Cy6'beKTaM
o6pau1,eva NNEKAPCTBEHHbIX CpeAcCTB 3anpellaeTca npeaocCtaB/IATb U PaACNPOCTPaAHATb VIHd)OpMaLI,VIIO,
Nnosly4eHHYHO B COOTBETCTBUU C HaCTOHLI.I,Eﬁ 4acTblo.
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(4actb 9.8 BBeaeHa PegepanbHbiM 3akoHOM OT 04.08.2023 N 474-3)

10. MpounssoanTesb NEKAPCTBEHHbIX CPeACTB, AepXKaTesb ANOO0 Bnageneul, perucTpaumoHHOro
YOOCTOBEPEHMA JIEKAPCTBEHHOrO npenapata WMAM NpeacTaBUTeIbCTBO WMHOCTPAHHOM OpraHusaumuy,
ABAsloWelnca aepxatenem Mbo BnafdenbLem PerucTpaumoHHOro yAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara, Ha Tepputopuun Poccuiickot depepaumu, 3aperucTpMpoBaHHbIE B CUCTEME MOHWUTOPWHIA
ABUXEeHNA NeKapCTBEeHHbIX MnpenapatoB Aaa megunumHCKOro npmmeHeHunAa v npegcrasusline B Hee
cBeAEeHUs 0 HaHeCeHUWU cpeacTB UAEHTUPUKALMM HA YNAKOBKU NIEKAPCTBEHHbIX NPenapartos, Hapsaay ¢
MHpopmaumein, yKasaHHOM B 4acTm 9.4 HacToAllelr CTaTbM, MOJIydaeT COAEepPXKallylcs B cucteme
MOHUTOPUHTa ABUXEeHUNA NIeKapPCTBEHHbIX NpenapaTtoB ANA megnumMHCKOro npumeHeHuaA Mchopmau,mo
OrpPaHMYEHHOro A0CTyMNa O CepUaX U MapPTUAX ITUX JIEKAPCTBEHHbIX NpenapaToB 6€3803mMe34HO M Brpase
OCYLLECTBAATb CAMOCTOSITE/IbHO MM MOpPy4aTb 06pPabOTKY Takoi MHPOPMaLMKN TONBKO B COOCTBEHHbIX
MHTepecax. Mpu 3ToM AOCTYN K Takon MHPoOpMaLUKM UAKU pesynbTaTam ee 06paboTKM MMeeT TObKO
OaHHbIA CybbeKT obpallleHma NIeKapCTBEHHbIX CPEACTB WKW NIMLLO, KOTOPOMY OH NnopyyYnn obpaboTky.
CoctaB npepocTaBnsemoli B COOTBETCTBMM C HacToAWwen 4acTblo WMHbOpmauum onpegendetca
Mpasutenbcteom Poccuiickon degepaymu.

(4actb 10 B pea. PeaepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a Npon3BOACTBO MW NPOAAXKY SIEKAPCTBEHHbIX MPENAPATOB A7 MEAULIMHCKOTO NPUMEHEHMUA
6e3 HaHeceHMA cpencTB UAeHTUPUKALUM, C HapyLLEHUEM YCTaHOBNEHHOIo NopsaAKa MX HaHeceHwus, a
TaKXKe 3a HeCBOEBPEMEHHOEe BHECEHME AAHHbIX B CUCTEMY MOHUTOPUHIA ABWMMKEHUA NEKAPCTBEHHbIX
npenapaTtos Ana MEeAULMHCKOrO MNPUMEHEHUA WANM BHECEeHMEe B Hee HeOOoCTOBEPHbIX AaHHbIX
opUaAnYECKME NMLUA M MHOMBUAYA/IbHblE NPeanpPUHMMATENN, YKa3aHHble B YacTax 4 u 7 HacToAleln
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickoit ®epepaunu.
(4acTtb 11 BBeaeHa ®enepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-93)

12. MpasutenbctBo Poccuitickoit Pepepaunm BnpaBe YCTAaHOBUTb OCOBEHHOCTUM BHeApeHUs
CUCTEMbI MOHMUTOPUHIA AOBUXKEHMA NEKAPCTBEHHbIX MPenapaToB A8 MeAUUMHCKOTO NPUMEHEHMUs,
BK/IIOYAA CPOKU ee BHeAPEHMA, B OTHOLIEHMW NEKAPCTBEHHbIX MNpPenapaToB AAA MeAULMHCKOro
NPUMEHEHUS, BK/IOYEHHbIX B MEPEYEHb KU3HEHHO HEeOoOXOAMMBIX M Ba*KHEWLWMX NeKapCTBEHHbIX
npenapaToB, NeKAapCTBEHHbIX MpPenapaTtoB, npegHasHayeHHbIXx AnA obecneyeHua vy, 6ONbHbIX
remodunanen, MykoBumcLMA030M, rMNodU3apHbIM HaAHM3IMOM, GonesHbto [ole, 3/10KaYeCcTBEHHbIMU
HOBOObOpa3oBaHMAMU NUMIOMAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, pacceaHHbIM
CKNEepo30M, /UL, Mocae TpaHCNAaHTaUUM OpPraHoB M (M/IM) TKAHEN, UHbIX NEeKApPCTBEHHbIX NpenapaTos
ONA MeANUMHCKOTo NPUMEHEHMUSA.

(4acTtb 12 BBeaeHa PenepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OFPAHUYEHUA, HANATAEMbBIE
HA OPFAHMU3ALNU, OCYLLECTBNAIOWMUE AEATENIBHOCTb
MO OBPALLEHNIO NEKAPCTBEHHbIX CPEACTB

(eBepeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHuA, Hanaraemble NpPU OCYLLECTBNEHUU JAeATeNbHOCTM B cdepe
06paLeHnn eKapCcTBEeHHbIX CPeacTB

1. OpraHusaumu, 3aHMMaloWmecs pa3paboTKol, NPOM3BOACTBOM W (MAW) peanusaumen
NEeKapCTBEHHbIX MpPenapaToB ANA MEeAMUMHCKOrO NPUMEHEHUA, opraHM3aumm, obnagatolme npasamm
Ha MCMNOAb30BaHME TOPrOBOrO HAMMEHOBAHWUA NEKAPCTBEHHOrO npenapata Ana MeaMUMHCKOro
NpUMeHeHNA, opraHM3aLmMm ONTOBOM TOPTroOBAN IEKAPCTBEHHbIMK CPEACTBAMM, anTeyHble opraHM3auum
(vx npeacTaBUTENN, UHBIE DU3NYECKME U IOPUANYECKME NNLLA, OCYLLECTBAAIOLLME CBOIO AEATE/IbHOCTb OT
MMEHWN 3TUX OpraHu3aumit) B OTHOLIEHUN MeAULMHCKMX PaboTHUKOB U pyKoBOAMTENEN MeaULUHCKUX
OopraHusauuit He Bnpase:
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1) Bpy4aTb NOAAPKK, BbINIAUMBaATb AEHEXKHblE CPeACcTBa (3a UCKAOYEHMEM BO3HarpaXKaeHuin no
AOroBOopaMm npu MNPOBEAEHUU KAMHUYECKMX WUCCAeAO0BaHWI JIEKAPCTBEHHbIX MpenapaTtoB A/
MEANLUMHCKOTO MNPUMEHEHUs, BO3HArpakAeHWM, CBA3aHHbIX C OCYLECTBJAEHMEM MEeANLUHCKUM
paboTHMKOM Neaarornyeckomn u (Mam) HayyHoi aeATeNbHOCTH), B TOM YMC/Ie ONlavymMBaTh pa3B/evyeHus,
OTAbIX, NPoe34 K MeCTy OTAbIXa, a TakKe MPMBAEKATb K y4aCTUIO B Pa3B/ieKaTe/IbHbIX MEpPONpUATUSX,
NPOBOAMMbBIX 33 CHET CBOMX CPEACTB;

2) 3aKk/aoYaTb COMMaleHUMs O Ha3HaYeHUW WAM PeKoMeHAaUMW MauueHTamM NeKapCTBEHHbIX
npenapaTos ANs MeAMUMHCKOro npuMMeHeHua (33 WCK/AloYeHMem [O0roBOopoB O MpoBeAeHUn
KAMHUYECKUX UCCeA0BaHNIN NeKapCTBEHHbIX NPenapaTos A8 MeAULMHCKOrO MPUMeEHEeHNA);

3) npepoctasnaTb 06pasubl IEKAPCTBEHHbLIX NPenapaTos A4 MEAULMHCKOrO MpUMeHeHua B
Luensax BpydYeHMs MnaumeHTam (3a UCKAIOYEHUMEM CAy4vyaes, CBA3AHHbLIX C MPOBEAEHMEM K/AMHUYECKUX
nccaea0BaHNA IeKapCTBEHHbIX NpenapaTos A1 MeAULMHCKOrO MPMMEHEHUSA);

4) npepocTaBAsATb HEOOCTOBEPHYD M (MAKM) HENOMHY0 WHGOPMALMIO O JIeKapCTBEHHbIX
npenapartax gas MeauLUMHCKOro NpUMeHeHus;

5) noceuwaTtb Ux B pa6oqee BpemMA Ha pa6oq|/|x MeCTaX, 3a UCKIKDYEHNEM C/ly4aeB, CBA3aHHbIX C
nposeaeHnemMm KANMHUYECKUX MCCﬂeAOBaHMﬁ NEKapPCTBEHHbLIX NpenapatoB 4a4 MeguunHCKOro
npummeHeHuA, ¢ ydactmem B nopAagke, yCtTaHOB/IEHHOM PyKOBOAUTENEM Me,EI,VILI,MHCKOﬁ OopraHunsauuu, B
C06paHVIFiX MeOgUNLNMHCKUNX pa6OTHMKOB N UHbIX MEPONPUATUAX, HANPAB/IEHHbLIX HA MOBbIWEHNE WUX
I'IpOd)eCCVIOHal'IbHOI'O YPOBHA WM Ha npenocrtaB/ieHue I/IHd)OpMaLI,I/IVI, CBA3AHHOM C ocyuwecrsneHmnem
MOHUTOPUHTA 6e3onacHocTH NEKAPCTBEHHbLIX NMPENapaTos,

6) NobYKAaTb K BbINUCbIBAHMIO NEKAPCTBEHHbIX NPenapaToB 418 MegULMHCKOro NPUMEHEHUA HA
61aHKax, cogepKamx MHGOPMALMIO PEKNAaMHOMO XapaKkTepa, a TaKkKe Ha peuenTypHbIX 6/1aHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaWMEHOBaHWE NEKAPCTBEHHOro npenapata Aaa MeaULMHCKOro
npUMeHeHus.

2. OpFaHM3aLI,VIl/I, YKa3aHHblIE B a63au,e nepBom 4actu 1 HaCTOHU.LEﬁ CTaTbM, N nX npeacrasuTesinm B
OTHOLWEHUN d)apMaLI,eBTM‘-IeCKMX pa6OTHMKOB n pyKOBOAMTEﬂEVI anTeYHbIX OpFaHM3aLLMl>'1 He Bnpase:

1) Bpy4aTb NnoAapKu, Bbin1a4nBaTb AeHEXHbIE CpeacTBa, B TOM YUCNE ONJ1Ia4MBaTb pa3BiedeHnsa,
OoTAblX, Mnpoe3n K MeCTy OTAbiXa, U NpUBJIEKATb K Yy4aCTUKO B pPa3B/IEKATE/IbHbIX MEPONPUATUAX,
nposogunmbIX 3a CHET CBOUX CPeAcCTB;

2) npeaocCcTaBATb o6pa3u,b| NNEKAPCTBEHHbIX NpenapatoB Anad megununHCKoro npmMeHeHuna OnAa
Bpy4YeHUMA HaCeneHumto,

3) 3aK/1l04aTb cornaweHunAa O npeasoXXeHMn HaceneHunko onpeaeneHHbIX eKapCTBEHHbIX
npenapartos Ana megnunHCKoro npuMeHeHuaA,

4) npefocTaBNATb HEAOCTOBEPHYIO W (MAKM) HENONHYI MHOOPMALMIO O JEeKapCTBEHHbIX
npenapatax 418 MeAMUMHCKOrO NPUMEHEHUA, B TOM YMC/e MMEIOWMX OANHAKOBOE MeEXAyHapoaHoe
HenaTeHToBaHHOE HaMMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K OpraHusauMuM M NPOBEAEHUID HAYUYHbIX MEPONPUATUI, WHbIX
MEeponpuUATUIA, HanNpaB/eHHbIX HA MOBbilWeHUe nNPOPECCMOHANBHOIO YPOBHA MEAULMUHCKUX
paboTHUKOB MM HaA npepocTaBieHne MHPOPMaLMKM, CBA3AHHOW C OCYLLECTBJIEHMEM MOHMTOPUHrA
6e30nNacHOCTM 1IeKapCTBEHHbIX NpenapaTos

1. Mpu NpoBeAEHMM HayYHbIX MEPOMPUATUIN, MHbIX MEPONPUATUIA, HANPABAEHHbIX Ha NOBbILWEHNE
Npo¢deccMoHaNbHOro YPOBHA MEAMUMHCKUMX PaboOTHMKOB WAM Ha NpeaoCTaB/eHWe CBA3aHHOW C
OCYLLEeCTBNEHMEM  MOHMUTOPUHra 6e30MacHOCTM  NIeKApCTBEHHbLIX  NpenapaToB  MHpOpMaLMMK,
OpraHM3yembIX OpraHU3auMAMM, yKasaHHbIMW B ab3aue nepsom 4actu 1 cratbu 67.1 HacToAwero



depepanbHOro 3akoHa, MX npeactaButenamm u (Mamn) GUHaAHCUMPYEMbIX 33 CYET CPeacTB 3TUX
OopraHM3auMin U1 ux npeacTaBuTenei, 3anpellaeTcd NPenaTcTBOBaTb Y4acCTUIO B YKa3aHHbIX
MEpPONPUATUAX UHbIX OpraHM3aLMii, KOTOpble NPOU3BOAAT UM PeannsyloT IeKapCTBEHHbIe npenapaTbl
ANA MEeAMUMHCKOTO MPUMEHEHUA CO CXOMMM MeXaHM3MOM (apMaKoIorMyeckoro Aencrema, amnbo
CO34aBaTb AWCKPMMMUHALUMOHHbIE YC/NOBUA A4 OAHMX YYACTHMKOB MO CPABHEHWUIO C APYrvmu
YYaCTHUKaMM, a3 UMEHHO:

1) npeaoCTaBNATL PA3INYHOE KOMYECTBO BPEMEHUN ANA BbICTYNAEHUIA YYaCTHUKOB, Pas/iMyHble No
pasmepy 3aHMMaeMoMl NJIOLWAAN MecTa ANA AEeMOHCTPaLnn obpasLoB IeKapCTBEHHbIX MpenapaTos ANA
MEANUMHCKOTO MPUMEHEHUA WAW  pPeKNaMHbIX MaTepUasoB O JIEKAPCTBEHHbIX Npenapatax Ans
MeANLMHCKOTO MPUMEHEHMA Ha SKCMO3MLMAX, CTEHAAX, 32 UCK/IIOYEHUEM C/TyYaeB, ECIN TaKMe yC0BUA
3aKpensieHbl B COMNalleHUAX 3TUX OpraHusauuii, ux npeacrasuteneit o PUHAHCMPOBAHUM YKa3aHHbIX
MeponpUATUIA N 06YCNOBAEHbI PAa3/IMYHbIMM 3aTPATAMM Y4aCTHUKOB Ha UX OPraHU3aLmio;

2) ycTaHaBAMBaTb pasmep B3HOCA A/A YYAaCTHUKOB MEPOMNPUATUIA, YKasaHHbIX B ab3aue nepsom
HacToALLEeM YacTu, NPEBbLILWAOLLMIA CyMMY 3aTPaT Ha OPraHM3aLMIo YKa3aHHbIX MEPONPUATUIA U BeAyLLMIA
K He06OCHOBaHHOMY OrpaHUYEHMIO YNCNA UX YHACTHUKOB.

2. OpraHu3aumu, yKasaHHble B ab3aue nepBom yactm 1 ctatb 67.1 HacTosawero PenepansHoro
3aKOHa, X NpeacTaBUTENIN, OCYLLECTBAAIOLLME OPraHM3auuio U (Mamn) GUHaAHCMPOBaHME MEPONPUATUN,
YKa3aHHbIX B YacTh 1 HacTosALel cTaTbM, 06A3aHbl obecneynsaTtb AOCTYN K UHGOPMaLMKM O AaTe, MecTe U
BPEMEHW NPOBEAEHMA YKa3aHHbIX MEPONPUATUI, NAaHaX, MNpPorpammax nNpPoBeAEeHUs YKasaHHbIX
MepPOoNPUATUIA U TEMAX, NNAHUPYEMbIX ANA PACCMOTPEHMUA, COCTaBE UX YYAaCTHUKOB NyTEM pasmeLleHus
COOTBETCTBYOWEN MHPOPMaUMM Ha cBOMX odULMANbHbBIX caliTax B ceTn "UHTepHeT" He no3aHee ABYX
MecsALLeB 0 Havyana NPoBeeHUA YKAa3aHHbIX MEePONPUATUIA.

3. MHpopmaLmMs 0 NPOBELEHUN MEPONPUATUIA, YKa3aHHbIX B 4acTM 1 HAcTOALWEN CTaTbM, B CPOK,
YCTQHOB/IEHHbIN YacTbto 2 HacToAWEel CTaTbM, AO/MKHA OblTb HanpasieHa B ¢eaepanbHblid opraH
WCNOMIHUTENIbHOW  BAIACTM, OCYLLECTBAAIOWMA  GYHKUMM NO  KOHTPOMKO M Hag3opy B coepe
34paBOOXPAHEHMS, A1 NOC/eAYIOLEro pasmeLleHns ee Ha odMLMaNIbHOM CaiiTe 3TOro OpraHa B CeTH
"NHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3BAKOHOAATE/IbCTBA
POCCUUCKOMN ®EAEPALIUM NPU OBPALLEHMUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, NPUYNHEHHOTO 340POBbLIO TPAXXAAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyweHWe 3aKoHogaTenbcTBa Poccuitickoit degepauum npu
06paLeHUn NeKapCcTBEHHbIX CPEACTB

1. HapyweHune 3akoHopaTenbctBa Poccuiickoit Pepepaumm npu 06paLLEHUUN NEKAPCTBEHHbIX
cpeActB BaeyeT 33 CoHOM OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckoi
depepaunm.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBNeHWE MWAM HECBOEBPEMEHHOe npeAacTaBaeHWe WHpopmauun U (Mam)
AOKYyMeHTOoB  /iMbO  npeactaB/iieHWME  HeAOCTOBEPHbIX  MHOOPMauuM U (MAK)  LOKYMEHTOB,
NpeAycMOTPeHHbIX HacToawmum dPepepasbHbiM  3aKOHOM, CyObeKTbl 06palleHMa IeKApCTBEHHbIX
CpencTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon Pepepaunm.

(4yactb 2 BBEAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3; B pea. denepanbHOro 3akoHa ot
04.06.2018 N 140-93)

CratbAa 69. BosmelyeHue Bpeaa, NpUYNHEHHOTO 340pPOBbLIO rPaxkaAaH Bceacresme NnpumeHeHuA
NNeKapCTBEHHbIX NpenapaTtos
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1. MpousBoaguTenb NeKapcTBEHHOro npenapata o0683aH BO3MECTUTb Bped, MNPUHUHEHHbIN
3[0POBbIO rPaXkaaH BCAEACTBUE MPUMEHEHMA IEKapPCTBEHHOMO npenapaTa, eCiu AoKa3aHo, YTo:

1) nekapcTBeHHbIN npenapaT NPUMEHAACA MO Ha3HAYeHWMIO B COOTBETCTBMW C MHCTPYKUMEN Mo
NPUMEHEHWNIO NEKapPCTBEHHOro npenapaTta W MNPUMYMHON Bpeda ABW/CA BBOA B rpaxaaHcKuit o6opoT
Hea06pPOKaYeCTBEHHOrO /IeKapCTBEHHOro Npenapara;

2) Bpea 340pOBbIO MPUYUHEH BCAEACTBME HEAOCTOBEPHOW WHPOpMaLMKW, coaeprKallelcs B
MHCTPYKUMW MO  NPUMEHEHWUIO  JIEKAapPCTBEHHOro  MpenapaTa, WM34aHHOM  MpousBoauTenem
JleKapCTBEHHOrOo npenapara.

2. B cnyyae, ecnv Bpes 340pOBbIO rpaxkaaH NpUYMHEH BC1eACTBUE MPUMEHEHUS IEKAPCTBEHHOIO
npenapara, Npuleawero B HEroAHOCTb B pe3y/bTaTe HapyWweHWUA MpaBua XpaHEHUs NIeKapCTBEHHbIX
CpeAcTs, NMPaBMA ONTOBOM TOProB/IM NIEKAPCTBEHHbIMU NpenapaTamu, NpPaBuA OTMYCKa JI€KAaPCTBEHHbIX
npenapaTtoB, MpaBW/a WM3roTOB/JEHMA W OTNYCKa JIEKapCTBEHHbIX MpenapaToB, BO3MeLleHWe Bpeaa
OCYLLECTBASIETCA COOTBETCTBEHHO OpraHuM3aumeit OonTOBOM TOPrOB/AW JIEKAPCTBEHHbIMU CpencTBamMu,
anTeyHoW opraHusaumen, UHAMBUAYANbHbIM NpeanpuUHUMaTENEM, WMEIOWMMU  JINLUEH3UIO Ha
bapmaLeBTUUECKYIO AEATENbHOCTb WM JIMLEH3UIO HAa MEOULMHCKYIO OeATeNbHOCTb, MeAULMHCKOM
opraHusaumen, MMmelowen nnueHsno Ha dapmaLeBTUUYECKylo aeATeNbHOCTb (ee 060cob6aeHHbIM
nogpasgeneHnem, pacnonoKeHHbIM B CE/IbCKOM HaceNeHHOM MYHKTEe, B KOTOPOM OTCYTCTBYET anTeyHas
opraHM3aums), 4ONYyCTUBLIMMM NPOAAXKY UM OTNYCK TaKOro NeKapCTBEHHOro Npenapara.

(8 pea. PepepanbHblx 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-03)

3. Bo3meleHMe Bpeaa, MPUYMHEHHOTO 340POBbIO rpaXaaH BCAeACTBME MNPUMEHEHMA
NIeKAPCTBEHHbIX MPENapaToB WAM COBEPLUEHUS NPOTUBOMNPABHbLIX AEUCTBUA CybbeKTamu obpalueHus
NIeKApCTBEHHbIX CPEeACTB, OCYLECTBAAETCA B COOTBETCTBUM C 3aKOHoZaTenbcTBOM Poccuitckoit
depepauum.

Fnasa 16. 3AK/TIOYUTE/IbHbIE NONTOXKEHNA

Cratba 70. O NpM3HaHUKM YTPATUBLUMMM CUY OTAENbHbIX 3aKOHOAATE/NIbHbIX AaKTOB (MN0OM1I0XKeHU
3aKoHopAaTeNbHbIX akToB) Poccuiickoii ®egepaunn

MpW3HaTb YTPATUBLIMMM CUNY:

1) depepanbHbili 3aKoH OT 22 ntoHA 1998 roga N 86-93 "O nekapcreeHHbIX cpeacTeax” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®egepaunn, 1998, N 26, ct. 3006);

2) ®depepanbHbIv 3aKoH OT 2 AHBapa 2000 roga N 5-d3 "O BHeceHUU U3MEHEHUS U JONOJHEHUN B
depepanbHbln 3akoH "O nekapcTBeHHbIXx cpeactBax" (CobpaHue 3akoHopaTenbcTBa Poccuiickol
depepauum, 2000, N 2, cT. 126);

3) cratbto 40 denepanbHoro 3akoHa ot 10 aHBapA 2003 roga N 15-d3 "O BHeCEHUU U3MEHEHWNI U
OOMNOJIHEHUI B HEKOTOpble 3aKoHoZaTesbHble aKTbl Poccuiickoint deaepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUKM OTAENbHbIX BUAOB AesatenbHoct" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoit ®egepaumm, 2003, N 2, cT. 167);

4) ctatbio 31 PenepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-®3 "O BHeCEHUN U3MEHEHUI K
[ONOJ/IHEHUI B HEKOTOpPbIE 3aKOHOAATeNbHble aKTbl Poccminckoit Pepepauunm, NpM3HaHMM YTPATUBLLMMM
CUNYy OTAENbHbIX 3aKOoHOAaTeNbHbIX akToB Poccuiickoit depepaumm, nNpefocTaBNeHUU OTAENbHbIX
rapaHTUii COTpyAHMKaM OpPraHOB BHYTPEHHWUX A/, OPraHOB MO KOHTPOJII0 32 060POTOM HAPKOTUYECKUX
CpencTB U NCUXOTPOMHbLIX BELLECTB U ynpasgHAemblx dpefepasibHbiX OpPraHOB HA/IOrOBOM MOAULMK B
CBA3M C OCYLLECTBJAEHMEM MEP MO COBEPLUEHCTBOBAHMIO roCyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickol depepaumm, 2003, N 27, cT. 2700);
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5) ctatbio 101 PenepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeCEHUN U3MEHEHUI
B 3aKoHogaTenbHble aKTbl Poccuitckoit Pepepaunm U NPU3HAHUKU YTPATUBLLUMMMU CUAY HEKOTOPbIX
3aKOHOZaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3M C nNpuHATUEM PepepanbHbix 3akoHoB "O
BHECEHUM U3MEHEHUI W AononHeHuit B PeaepasbHblit 3aKkoH "O6 06WMX NpUHLMNAX OpraHM3auumn
3aKoHoZaTesIbHbIX  (NPeAcTaBUTENbHBIX) M UCMNONHUTENIbHLIX OPraHOB FOCYAapCTBEHHOW BAACTM
cy6bbektoB  Poccuiickon ®Pepepaumn” n "O6 0bWMX NPUHUMNAX  OpPraHM3auMM  MECTHOro
camoynpasneHua B Poccuiickon depepaunn’ (CobpaHue 3akoHoaaTenbcTsa Poccuiickon deaepauumy,
2004, N 35, ct1. 3607);

6) ctatbto 28 PenepanbHOro 3akoHa ot 18 aekabpa 2006 roga N 231-d3 "O BBeaeHUM B AelicTBME
yactn 4JetBepTon [paxaaHcKoro Kogekca Poccuitickoit depepauumn” (CobpaHue 3akoHOAATeNbCTBA
Poccuitckont depepauymm, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero degepazibHOro 3akoHa

1. Hactoawmit ®epepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabps 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3aPerMcTPMpPoBaHHble A0 AHA BCTYNJIEHUA B CWAY HacTOALLEro
depnepanbHOro 3aKoHa, NOANENKAT BKAOYEHUIO B rOCYAapCTBEHHbIE PeecTpbl IeKapCTBEHHbIX CPeacTs C
BHECEHMEM YKasaHHbIX B YyacTu 1 ctaTbu 33 Hactosuwero deaepanbHOro 3akoHa CBeAeHWU 06 3TUX
NIeKapCTBEHHbIX cpeacTBax 6e3 MNPOXOXAeHUs BHOBb MNpoueaypbl rOCYyAapCTBEHHON perucrpaumm
NleKapCTBEHHbIX NPenapaTos.

3. locymapcTBeHHaA perucTpaumn NeKapcTBEHHbIX NPenapaTos, 3a UCKAOYEHUEM 1eKaPCTBEHHbIX
npenapaTtoB A8 MeANLUUHCKOro NPUMeHeHUa, NpeacTaBNeHHbIX Ha YKa3aHHY pernctpauuio A0 AHA
BCTYNNEHUA B cMNy HacToAlero PeaepanbHOro 3aKoHa, OCYLLECTBASAETCA B COOTBETCTBUU C HACTOALLMM
depnepanbHbIM 3aKOHOM Ha OCHOBaHUW AOKYMEHTOB M AaHHbIX, NPeACTaBAeHHbIX A0 AHA BCTYMN/eHUA B
cuny HactoAawero PeaepanbHOro 3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TlocypapcTBeHHasa perucTpaumMa JIeKapCTBEHHbIX MpPenapatoB And  MeAULMHCKOro
NPUMEHEHNA, NPEACTaB/IEHHbIX Ha FOCYAAPCTBEHHYIO pPerucTpaumio 40 AHA BCTYN/AEHUA B cuay
HacToAawero ®efepanbHOro 3aKoHa, U roCyAapCTBEHHAA PerncTpauma JekapCcTBeHHbIX NpenapaTos AA
MeOMULMHCKOTO NPUMEHEHWA, NpPeACTaB/IEHHbIX Ha 3KCMEepPTU3y JIeKapCTBEHHbIX CPeacTB A0 [AHA
BCTYNNEHUA B CUAY HacToAwero PenepanbHOro 3aKOHA B LEAX MX MOCneaylolen rocysapcTBeHHOM
perncrtpauym, OCyLLecTBAAIOTCA Ha OCHOBAHMW OOKYMEHTOB W [AaHHbIX, NPeACTaBAeHHbIX A0 AHA
BCTYNNEHUA B cuAy Hactoswero PenepanbHOro 3aKoHa, a TaKXKe 3asB/JEHMA O FOCYAapCTBEHHOM
perncTpauym NIeKapCcTBEHHOrO MpenapaTta, NpPeacTaBAeHHOro MNPOM3BOAMUTENIEM  JIeKAaPCTBEHHbIX
npenapaToB Wan YNOJHOMOYEHHbBIM UM ILLOM B COOTBETCTBMM C HacToAwMm PeaepanbHbiM 3aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH MCNoAHUTeNbHOW BAactv go 1 mapta 2011 ropga, 6es
TpeboBaHMA yNNaTbl rOCYA3aPCTBEHHOM NOWAWHBI, NPeayCMOTPEHHOM 3aKoHOAATeNbCTBOM Poccuiickoi
depepaumnm o Hanorax n cbopax.

(4acTb 3.1 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTBeprKaeHWe rocyAapCTBEHHOM PEerucTpauum  NIeKapCTBEHHbIX NpenapaTtoB  AaA
MeAMLMHCKOro NPMMEHEHWA, NPeACTaBAEHHbIX ANA NOATBEPKAEHMA rOCYyAapCTBEHHOW PerncTpauumn 4o
AHA BCTYNAeHWA B cuay HacToAwero deaepanbHOro 3akoHa, M NOATBEPXKAEHME FOCYAapCTBEHHOM
perucTpauumn NeKapcTBEHHbIX MPEenapaTtoB AAa MEeAMUMHCKOTO MNPUMEHEeHMA, MNPeACTaB/eHHbIX Ha
3KCMNepTU3Yy JIeKapPCTBEHHbIX CPeAcTB A0 AHA BCTYNAEHUA B CMAY HacToAwero PeaepanbHOro 3akoHa B
uensx nocneaylowero MNOATBEPXKAEHUA WX FOCYAApPCTBEHHOM perMcTpaumm, OCYLEeCTBAAITCA Ha
OCHOBaHWW [AOKYMEHTOB M [AaHHbIX, MNPEeACTaBAeHHbIX A0 AHA BCTYMJEHWA B CUAY HaCTOALLEro
denepanbHOro 3aKOHa, a TaKXKe 3aAB/eHMA O MNOATBEP)KAEHWM [OCYAAPCTBEHHOM perucrpauun
NeKapCTBEHHOro npenapaTa, NPeACcTaBNeHHOro MNPOWM3BOAUTENEM EKAPCTBEHHbIX MPEnapaTtoB WM
YNOAHOMOYEHHbIM MM /IMUOM B COOTBETCTBMM C Hactoawmm PeaepanbHbiM  3aKOHOM B
YMNOAHOMOYEHHbIA deaepanbHblii opraH WcNoNHWUTeNbHOW Bnact Ao 1 mapta 2011 roga, 6es
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TpeboBaHMA ynaaTbl rocy4apCTBEHHON MOLL/IMHbBI, NPeAyCMOTPEHHON 3aKOHOAATeIbCTBOM PoccuiicKoi
depepaumnm o Hanorax 1 cobopax.
(4actb 3.2 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peleHMa O BHECEeHUMM U3MEHEHMN B [AOKYMEHTbl, coaeprKalmeca B
PErnCcTPaLMOHHOM [0Cbe Ha 3aperMcTPUpPOBAHHbIN /IEKAPCTBEHHbIM MNpenapaTt Aas MeguLMHCKOro
NPMMEHEHUA U MpPeACTaB/ieHHble A0 AHA BCTyNJAeHuA B cuay Hactosawero denepanbHOro 3akoHa, U
NPUHATUE PELUEHMA O BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKALLEECA B PEMMCTPALNOHHOM 40Cbe
Ha  3aPEerncTpUpoBaHHbIA  NEKAPCTBEHHbIM  nNpenapat A8  MeAMUMHCKOTO  MPUMEHEHUA U
npeAcTaB/ieHHble Ha 3KCMepTM3Yy JIEKAPCTBEHHbIX CPEeACTB A0 AHA BCTYN/IEHWA B CUY HACTOALLEro
denepasbHOro 3aKOHa, OCYLLECTBAAOTCA HAa OCHOBAHMM AOKYMEHTOB M AaHHbIX, NPEeACTAB/IEHHbIX 4,0
OHA BCTyMnJeHMAa B cuay Hactoawero PenepanbHOro 3aKOHA, a TaKKe 33ABNEHMA O BHECEHUU
M3MEHEHUN B [OOKYMEHTbl, COAEprKallMecs B PErncTpauMoOHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIM npenapaT Aaa MeAMLMHCKOro MNPUMEHEHMA, MNPeacTaBNeHHOro NPOoM3BOAUTENEM
JIEKAapPCTBEHHbIX MpenapaToB WAM YMNOJHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HACTOALWMM
depepanbHbIM 3aKOHOM B YNOJIHOMOYEHHbIN dpeaepanbHbii OpraH MCNOSIHUTENbHOM BAAcTM Ao 1 mapTa
2011 ropa, 6e3 TpeboBaHMA  ynnatbl  FOCYAAPCTBEHHOM  MOLW/MHbLI,  NPEAYCMOTPEHHOM
3aKoHoZaTenbcTBOM Poccuiickoi ®epepaunm o Hanorax u cbopax.

(4actb 3.3 B pea. GegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya pa3speweHuUii Ha MNpPoBeAEHUE KAMHWUYECKUX UCCNeA0BaHUN  NEeKAPCTBEHHbIX
npenapatoB A8 MeAULMHCKOro NPUMEHEHMA No 33aABJEHUAM, NOAAHHbIM 40 AHA BCTYNAEHUA B CUAY
HacToAawero PeaepasbHOro 3aKOHa, a TaKXKe Mo 3aABIEHUAM, MOAAHHbIM NOCAE AHA BCTYNJEHUA B CUTY
HacToAawero dPegepasbHOro 3aKOHa Ha OCHOBAHWUW 3KCNEPTU3, NPOBEAEHHbIX A0 AHA BCTYN/EHUA B CUY
HacToAawero denepasbHOrO 3aKOHa, OCYLIECTBAAETCA B COOTBETCTBUM C Hactoawmm degepasbHbiM
3aKOHOM Ha OCHOBaHWW JOKYMEHTOB U JAHHbIX, MPEeACTaBAEHHbIX WM NOJIyYEHHbIX 40 AHA BCTyN/ieHuA
B cuny Hactoawero PegepasbHOro 3aKOHa, a TaKXKe Ha OCHOBAHMM KOMUKW NpeABapuUTe/IbHOro A0roBopa
06A3aTENbHOrO  CTPAXOBaHMA  KWU3HM, 340POBbA  MALMEHTOB, YYacCTBYHOLWMX B  KJAMHUYECKOM
NCcCNefoBaHUM JIEKAapCTBEHHOrO npenapaTta gaa MeAMUMHCKOrO NMPUMEHEHWMA, MW KOMWKU [0roBopa
006A3aTENbHOrO  CTPAXOBaHMA  KWU3HW, 340POBbA  MALMEHTOB, Y4YACTBYIOLWMUX B  KAMHUYECKOM
NUCCNea0BAHUN IEKAPCTBEHHOIO MpenapaTta Aaa MeguLMHCKOro npumeHeHusa, anbo npeacTaBieHHOM
KOMWUW A0roBopa 0653aTeNbHOr0 CTPAXOBaHMUSA, 3aK/IOMEHHOIO B COOTBETCTBMM C TUMOBLIMU MPaBUIaMM
006A3aTENbHOrO CTPaxXoBaHMA, C YKasaHMeM npenesibHOM YUCAEHHOCTM MAUMEHTOB, YYacTBYHOLMX B
KAMHWUYECKOM MCCNef0BaHUM JIEKAPCTBEHHOMO MpenapaTa gaa MeAWMUMHCKOrO NpUMeHeHus, 6e3
TpeboBaHMA YyNNaTbl rOCYA3aPCTBEHHOM NOWAWHBI, NPeayCMOTPEHHOW 3aKoHOAaTeNbCTBOM Poccuitckom
depepaumnm o Hanorax n cbopax.

(4acTb 3.4 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B WHOCTPAHHOW BanloTe A0 AHA BCTYMNJEHWA B CUIY HACTOALLETO
dPepepanbHOro 3akoHa npefesibHble  OTMYCKHble  LUEeHbl  MHOCTPAHHbIX npou3soauTenei Ha
NleKapCTBEHHblE MpenapaTbl, BKAIOYEHHble B MNEepevYeHb MM3HEHHO HEOOXOAMMbBIX W  BAXKHEWLWMX
NeKapCTBEHHbIX NPENapaTos, NoasexaT nepecyety B pyb6am no Kypcy LleHTpanbHoro 6aHka Poccuiickol
depepaumnm Ha paty, yctaHoBAeHHyto MpaBuTenbcTBom Poccuiickoit depepaumm, 6e3 npeacraBieHus
3aAB/IeHMA O NepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLUX U3MEHEHWUIA B FOCYAAaPCTBEHHbIN peectp
npegesbHbIX OTNYCKHbIX LEH NpPOM3BOAMTENe Ha /fIeKapCTBEHHble npenapaTtbl, BK/AOYEHHble B
nepeyYeHb *KU3HEHHO HEOBXOAMMBIX M BaXKHEMNLLMX NEKAPCTBEHHbIX NPENApPaToB.

(4acTb 3.5 BBeaeHa PeaepanbHbim 3aKkoHOM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble [0 [AHA BCTYMJIEHMA B CWUAy HacToAawero ®epepanbHOro 3akoHa
npepesbHble OTMYCKHblE LEHbl POCCUMCKMX MPOU3BOAMUTENEN Ha NeKapCTBEHHble MpenapaTbl,
BK/IIOYEHHbIE B MepeyeHb M3HEHHO HEeOobXOAMMbLIX WM BayKHEWLWWX JEeKapCTBEHHbIX MPEenapaTos,
nogaexar uHaekcaumm ¢ 1 Hosbpa 2010 roga ucxoga U3 NPOrHO3UMPYEMOrO YPOBHA WHOAALMM,
ycTaHoBneHHoro ®enepanbHbiM 3aKOHOM OT 2 gaekabpsa 2009 roga N 308-93 "O depepanbHOm
6toaxkeTe Ha 2010 roa u Ha nnaHoBbIN Nepuoa 2011 u 2012 roaos" Ha 2011 roa,.
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(4actb 3.6 BBeaeHa PegepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapTa 2011 roga He AONYyCKatloTCA NPOM3BOACTBO U BBO3 B Poccuinckyto Peaepaumto
JIEKapCTBEHHbIX NPenapaToB B YNaKOBKaX C MapKUPOBKOM, KOTOpasa Oblna HaHeceHa A0 AHA BCTYN/IeHUA
B cuay HactosAwero deaepanbHOro 3akoHa. Mo UcTeyeHUn yKasaHHOro CPOKa AaHHble IEKapCTBEHHbIE
npenapaTtbl MOFyT OTMYCKAaTbCA, Peasn30BbiBATbCA, NepeaaBaTbCA WU NPUMEHATBCA OO0 UCTEYEHUA WX
CpOKa rogHoCTu.

(8 pen. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-d3)

4. Co gHAa BcTynneHua B cuny Hactoawero ®epepancHoro 3akoHa v no 30 anpena 2011 roga
BKKOUUTENBHO  [AOMYCKAaeTCA MNpPOBeAEHME 3IKCMEePTU3bl  JIEKAPCTBEHHbIX CPEACTB  3KCNepTamu
SKCNepTHOro y4ypexaeHna OO0 nNpoxoXaeHna umMun  atreCtaumMmn B nNopAdKe, YCTaHOBJ/IEHHOM
YNOJIHOMOYEHHbIM defepasbHbIM OpraHOM UCNOAHUTEIbHOW BAACTMU.

5. Co gHA BCcTynneHus B cuay Hactoswero ®enepanbHoro 3akoHa n no 31 gekabpa 2013 roga
BK/IKOUMTENBHO OCYLLECTBAAETCA Nepexos K MPOu3BOACTBY JIEKAPCTBEHHbIX CPeaCcTB B COOTBETCTBUM C
npasuiamm opraHM3aLLMn NPOU3BOACTBA M KOHTPOIA KayecTBa NEKAPCTBEHHbIX CPEACTB, YKA3aHHbIMA B
yactm 1 cratbu 45 Hactoswero ®PepepanbHOro 3akoHa, B nosHom obbeme. CpoKuM nepexosa
NPOM3BOACTBA /JIEKAPCTBEHHbIX CPEACTB K WX MPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHMAMM LaHHbIX MPaBWA, BKAOYAA CPOKM aTTecTauMum YNOJHOMOYEHHbIX /L, YKa3aHHbIX B
yactax 6 u 7 cratbm 45 HactoAwero ®PepepanbHOro 3aKoHa, ycTaHaBAmBatoTcA [paBUTENbCTBOM
Poccuiickon degepauymm.

6. /lMueH3nn Ha NPoOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblaaHHble Ao 1 aHsapa 2014 ropga,
aencteytoT nocne 1 AHBapsa 2014 roga A0 MUCTEUYEHUA CPOKA UX OENCTBUS MPWU YCIOBUW COOTBETCTBUSA
NIMUEH3MaTa npasuaam OpraHM3aumMn NPOM3BOACTBA U KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX CPEACTB,
YKa3aHHbIM B YacTh 1 ctatbu 45 HacTtoswero ®enepanbHOro 3akoHa.

7. ®opmupoBaHWe rocyfapCTBEHHOrO 3aJaHWA Ha MPOBeAEHMEe 3KCNepTU3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyAapCTBEHHOMY OHOAKETHOMY YYPEXKAEHUIO MO MNPOBELEHUIO SKCNEPTU3bI
NeKapCTBEHHbIX cpeacTB U duHaHcoBoe obecrnevyeHne BbIMOJAHEHMA 3TOMO 334aHUA OCYLLECTBAAIOTCA B
nopsaKe, ycraHosseHHom ®egepanbHbiIM 3aKoHOM oOT 12 AHBapa 1996 roga N 7-#3 "O
HEKOMMEpPYECKMX OpraHu3aumax".

(4acTtb 7 BBegeHa PegepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon degepauymm
O.MEOBEOEB
MockBa, Kpemnb

12 anpena 2010 roaa

N 61-d3
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