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CnUCOK U3MEHAIOLWMX LOKYMEHTOB
(B pen. PepepanbHbix 3akoHOB 0T 27.07.2010 N 192-03,
o7 11.10.2010 N 271-®3, 01 29.11.2010 N 313-d3, o1 06.12.2011 N 409-P3,
0T 25.06.2012 N 93-®3, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
0T 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, 01 22.10.2014 N 313-93,
0T 22.12.2014 N 429-d3 (pea. 13.07.2015), ot 08.03.2015 N 34-d3,
0T 29.06.2015 N 160-93, ot 13.07.2015 N 233-d3, o1 13.07.2015 N 241-93,
oT1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, 01 29.12.2015 N 389-93,
0oT1 02.06.2016 N 163-®3, o1 03.07.2016 N 261-®3, o1 03.07.2016 N 305-93,
oT1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-93,
0T 28.12.2017 N 425-d3 (pea. 27.12.2019), o1 04.06.2018 N 140-P3,
071 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, 071 06.06.2019 N 134-3,
0T 26.07.2019 N 240-®3, o1 02.08.2019 N 297-®3, 01 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, 01 27.12.2019 N 481-93,
0T 26.03.2020 N 67-®3, 01 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
0T 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, 01 22.12.2020 N 444-93,
o1 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-93,
0T 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, o1 20.10.2022 N 405-93,
01 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-93,
0T 28.04.2023 N 171-®3, ot 24.07.2023 N 341-d3, o1 04.08.2023 N 428-D3,
071 04.08.2023 N 474-®3, o1 19.10.2023 N 503-®3, o7 30.01.2024 N 1-93)

Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryampoBaHua Hactoawero PeaepasnbHOro 3aKkoHa

1. HacTtoawmin depepanbHbii 3aKOH peryanMpyetr OTHOLLEHMA, BO3HMKalOWMe B CBA3U C
obpalieHmem - pas3paboTKoi, AOKAMHUYECKMMU UCCNEL0BaHUAMM, KANHUYECKUMU UCCEeLOBaHUAMMU,
3KCMNEepPTU30M1, roCyAapCTBEHHOW PEerncTpaumen B COOTBETCTBMU C HacToAalwmMM PeaepasibHbIM 3aKOHOM
(manee - rocypapcTBeHHas perncTpauus) UAM peructpaumelt B COOTBETCTBMM C MEXKAYHapOAHbIMU
OOroBOpPaMM W aKTaMK, COCTaBAAOWMMM NpaBo EBpasmMiiCKoro sKoHOMMUYecKoro cotosa (ganee -
perucTpaums), co cTaHAapTu3auMel M C KOHTPOJIeM KayecTBa, NPOW3BOACTBOM, W3rOTOB/IEHUEM,
XpaHeHWeMm, nepeBo3Koi, BBo3om B Poccuinckyto Pepepaumto, BbiBo3oM M3 Poccuinckoit ®epepaumm,
peKknamoii, OTMYCKOM, peanus3aumen, nepegadyert, NPUMEHEHWEM, YHUUTOXKEHMEM JIeKapCTBEHHbIX
cpeacTs.

(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)
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2. Hactoawwmii deaepanbHblili 3aKOH YCTaHaBAMBAET MPUOPUTET roCyAapCTBEHHOTO PEeryMpoBaHus
6e30nacHOCTH, KayecTBa M 3GGEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPU MX 06paLLEHNN.
(B pen,. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Chepa npumeHeHUA HacTosLero PeaepanbHOro 3akoHa

Hactoawmin depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopum Poccninickon Pegepaumn.

CratbA 3. 3aKOHOAaTeNbCTBO 06 06palLeHUN 1eKapCTBEHHbIX CpeacTB

1. 3akoHogaTenbctBO 06 06palleHMM NeKapcTBEHHbIX CPeAcTB COCTOUT W3 HaCTOALLEro
denepanbHOro 3akoHa, APYrMx deaepanbHbiX 3aKOHOB W WMHbIX HOPMATUBHbLIX MPABOBbIX aKTOB
Poccuitckoit depgepaumn.

1.1. 3aKoHoAaTeNbCTBO 06 06palLLEHUN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUWN OPUANYECKUX UL,
N WHAMBUAYaNbHbIX MpeanpuUHUMATENEN, OCYLLeCTBAAIWMNX AeATeNbHOCTb Ha  TeppuTopun
MENKAYHAPOAHOr0 MeAMUMHCKOro KnacTepa, NPUMEHSIeTCA C yYeTOM OCOBEeHHOCTel, yCTaHOBIEHHbIX
depepanbHbiM 3aKoHOM OT 29 MioHA 2015 roga N 160-®3 "O mexayHapoAHOM MeAULIMHCKOM Kaactepe
N BHECEHUWN U3MEHEHMI B OTAEe/bHble 3aKOHOAaTe/IbHble akTbl Poccuiickoit ®epepaummn”.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3; B pea. PeaepanbHOro 3akoHa ot
04.08.2023 N 428-93)

2. leictBue HacToAwero ®eaepasibHOro 3aKOHa PacNpPOCTPaHAETCA Ha 06paLLeHMEe HAPKOTUYECKMX
NIEKapCTBEHHbIX CPeACTB M  MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACcTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKOHOAATeNbCTBOM  Poccuiickot  Pesepauunm O  HApPKOTMUECKUX — CPeacTsax,
MCMXOTPOMHbIX BELLECTBAX M 06 UX NpeKkypcopax.

3. Jeiictene Hactosuero ®depepanbHOro 3akoHa pacnpocTpaHAeTcA Ha  obpauleHue
paanodapmaLeBTUUYECKMX JIEKAaPCTBEHHbIX CpeacTB C  y4eToM ocobeHHoCTel, YCTaHOBAEHHbIX
3aKoHoAaTenbcTBom Poccuitckoit Peaepaumnm B ob6nactn obecneyeHus pagmaunmoHHon 6e3onacHoCTu.

4. Ecnn mexxayHapoaHbiMm gorosopom Poccuiickoit epepaumm, mexxayHapoaHbIMM AOTOBOPaMu 1
aKTaMu, COCTaBAAOLMMU NpPaBo EBPasMIiCKOro 3KOHOMMYECKOTO COto3a (fanee - akTbl, COCTaBAAOLME
npaso Colo3a), YCTAHOB/JIEHbl MWHble TMpaBWaa, YeM Te, KOTOpble MNPeAyCMOTPEHbl HaCTOALMM
®epnepasibHbIM 3aKOHOM, MPUMEHSAIOTCA NPaBuia MeXAyHapo4HOro 40roBopa, NpaBuia, coaeprrawmecs
B aKTax, coctasaaowmx npaso Cotosa.

(yacTtb 4 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. PelweHVA MEXIOCYLapCTBEHHbIX OPraHoB, MPWHATbIE HA OCHOBAHWUWM  MOJOMKEHUM
MeXAYHAPOOHbIX p[oroBopoB Poccuitickoh degepaunm B WX  WUCTONKOBAHMW, MPOTUBOPEYALLEM
KoHcTutyummn Poccuiickon ®epepauumn, He nognexkaT ucnonHeHuto B Poccuinckoit ®epepaummn. Takoe
NPOTMBOpPEYME MOKET ObITb YCTaHOB/IEHO B NOPALKE, onpeaeneHHOM dpeaepanbHbIM KOHCTUTYLIMOHHbBIM
3aKOHOM.

(yacTb 4.1 BBepeHa desepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuiickoit depepalmm B COOTBETCTBUM C MENKAYHapPOAHbIMM A0rosopamu Poccuitckon
depepaummn n (MNM) Ha OCHOBE MPUHLMNA B3aMMHOCTM NPU3HAOTCA Pe3yabTaTbhl KAUHUYECKUX
nccnenoBaHU NIeKapCTBEHHbIX NpenapaToB AN MeOULMHCKOTO NPUMEHEeHUs, NpoBedeHHbIX 3a
npegenamun TeppuTtopumn Poccuiickoli degepaumu.

CratbA 4. OCHOBHbIE NOHATUA, UCNONIb3yeMble B HacTosAwem PeaepasbHOM 3aKOHe

Ona u,eneﬁ HacToAlwero dJep,epaanoro 3aKOHa UCNoJ1b3yroTCA cheayrouwmne OCHOBHbIE NMOHATUA!
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1) nekapcTBeHHble cCpeacTBa - BelWecTBa WMAM UX KOMBMHaLMKW, BCTyNaloWMe B KOHTAKT C
OpraHM3MOM YesioBeKa WM XMBOTHOIO, MPOHMKAIOLWIME B OpraHbl, TKaHM OpraHM3ma 4YenoBeKa Uu
KMBOTHOTO, MpUMeHsiemble gas NPOUNAKTUKM, ONATHOCTUKM (33 WUCK/IIOYEHWEM BELLECTB WM WX
KOMOWHaLMI, He KOHTaKTUPYIOLWMX C OPraHM3MOM YEeN0BEKA WU/ KUBOTHOIO), 1edeHns 3aboseBaHus,
peabunutaumm, 4NA COXpaHeHus, NPeaoTBPALLEHNA UAN NpepbiBaHUA BepemMeHHOCTU U NoJlyYeHHble 13
KPOBM, MI1a3Mbl KPOBU, U3 OPraHOB, TKAHEW OpPraHM3Ma Yesl0BeKa UM X KMBOTHOTO, PACTEHUI, MUHEPA/IOB
MEeTOA4aMM CMHTE3a UM C NMPUMEHEHNEM BMONOTMYECKUX TEXHONOTUIN. K NneKapcTBEHHbIM cpeacTBam
oTHOCATCA papmaLeBTUYECKME CyOCTaHLMM M IeKapCTBEHHbIE NpenapaTbl;

2) dapmaueBTUYeckan cybcTaHUMA - NeKapCTBEHHoe CPeaCTBO B BUAE OAHOMO MM HECKOJIbKUX
obnagatolmx GpapMaKkoNormieckon akTUBHOCTbIO AeUCTBYIOLMX BELLLECTB BHE 3aBUCMMOCTM OT NPUpPOAbl
NPOUCXOXAEHNA, KOTopoe npeAHasHayeHo AN MPOM3BOACTBA, W3rOTOB/IEHUA /IeKapCTBEHHbIX
npenapaTtos K onpeaenaeT Ux 3GpPeKTUBHOCTD;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BCnomoraTtenbHble BelWecTBa - BelecTBa HEOPraHWMYecKoro MAWM  OpPraHWYeckoro
NPOUCXOXKAEHNA, UCNO/Ib3yeMbIE B NpoLecce NPOU3BOACTBA, U3rOTOB/IEHUA IEKAPCTBEHHbIX NpenapaTos
AN8 NPUAAHMA UM HeOBX0aMMbIX GUSNKO-XMMNYECKUX CBOICTB;

4) neKkapcTBeHHble MpenapaTbl - JIeKApCTBEHHble CPeACcTBa B BUAE JIEKAPCTBEHHbIX GOpPM,
npumeHsemble Oaa NPoPUNAKTUKKM, AMArHOCTUKKM, fedyeHus 3abosieBaHus, peabunutaumu, ans
COXpaHeHun, NpeaoTBPaLLEHNs UK NpepbiBaHNA BepemeHHOoCTY;

5) nekapcteeHHas Gopma - COCTOAAHME IEKapCTBEHHOrO npenaparta, COOTBETCTBYIOLWEee crnocobam
ero BBeJeHMA U NpMMeHeHna 1 obecneynsaloLLee AOCTUKEHNE HEOBX0AMMOro feyebHoro apdeKTa;

5.1) fo3MpoOBKa - CoAeprKaHNE OAHOTO UM HECKOJIbKUX AEMCTBYIOWMX BELLLECTB B KOJIMYECTBEHHOM
BbIPAYXEHUM Ha eauHULY [03bl, UM eguHULy obbema, MAM eaAMHUUY MaAcCbl B COOTBETCTBUMM C
NleKapcTBeHHON ¢opmoit MB6O  ANA  HEKOTOpbIX BMAOB NEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOOKAAaEMOTO U3 IeKapPCTBEHHOM GOpMbl AEMCTBYIOLWErO BELWECTBa 33 eANHULLY BPEMEHMU;

(n. 5.1 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

6) nepeyeHb IKMU3HEHHO HEOBXOAMMbLIX W BaXKHEWWWX J/IeKAPCTBEHHbIX MpenapatoB -
yTBepKaaemMblit MpaBuTenncTtBom Poccuiickolh Peaepaunn nepedyeHb NEKAPCTBEHHbIX NpenapaToB AN
MeANLUMNHCKOTo NpUMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTU 34PaBOOXPaHEHUS B LeNsX
NPOGUNAKTUKN U NeveHus 3aboneBaHni, B TOM Ymcine npeobiagarowmx B CTPYKType 3aboseBaemocty B
Poccuiickoin Pepepaunu;

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

6.1) opdaHHble NeKapcTBeHHble MpenapaTbl - NEKAPCTBEHHblE MpPenapaTtbl, NpeaHa3HayYeHHble
WCKIOYUTENIBHO A AMATHOCTUKM, 3TMONATOreHETUYECKOTO UM NAaTOreHEeTUYECKOro SIeYeHUs (ledeHus,
HanpaB/fIEHHOTO Ha MeXaHW3M pa3BuTUA 3aboneBaHnna) peakux (opdaHHbIX) 3aboneBaHUiA;

(n. 6.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pen. deaepanbHoOro 3akoHa oT
30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.04.2024 B n. 6.2 cT. 4 BHOCATCA M3MmeHeHua (P3 oT 04.08.2023 N 466-P3). Cm. byayLyto
peaakumio.

6.2) 6uosorMyeckme NEKapCTBEHHble NpenapaTbl - JeKapCTBEHHbIE NpenapaTbl, AeincTeylowee
BELLECTBO KOTOPbIX NPOM3BEAEHO WAM BblaeNeHO M3 BMONOTMUYECKOr0 UCTOYHUKA M ANa onpeaeneHus
CBOWCTB M KauyecTBa KOTOPbIX HeobxoanMa KOMBUHaUMA BUONOTUYECKMX N GUSUKO-XMMUNYECKMX METOA0B.
K 61MoN0rMYecknm ieKapCTBEHHbIM MNpenapaTam OTHOCATCA MMMYHOBMONOTMYECKME NeKapCTBEHHble
npenaparbl, N1eKapCTBEHHble NpenapaTbl, NOJyYeHHbIe U3 KPOBM, NIa3Mbl KPOBM Ye0BEKa U HKMUBOTHbIX
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(3@ uCKAlYeHMeM  UenbHOM  KpoBW), BUOTEXHO/MOrMYEecKMe  JIeKapCTBeHHble  npenapaTbl,
reHoTepanesTUYECKMe IeKapCTBEHHbIe Npenaparbl;
(n. 6.2 BBeaeH desepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

6.3) BbICOKOTEXHO/IOTMYHbIN JIEKAPCTBEHHbIN MpenapaT - reHoTepaneBTUYECKUI IeKapCTBEHHbIN
npenapaTt AaAa MeAULMHCKOTO NPUMEHEHUA, NN NEKAPCTBEHHbIN NpenapaT Ha OCHOBE COMATUYECKUX
KNETOK AN MeANUMHCKOTO MPUMEHEHUSA, AN TKAaHEUHKEHEPHbIN IeKapCcTBEHHbIM NpenapaT (npenapar
TKAHEBOW UHXeHepun);

(n. 6.3 BBegeH dPegepanbHbim 3akoHoM oT 30.01.2024 N 1-3)

7)  MMMyHOBMONOrMYECKME NIeKAPCTBEHHblE MNpenapaTtbl - JIEKAapCTBEHHble MpenapaTol,
npefHasHavyeHHble s GOPMUPOBAHUA AKTUBHOFO MAM MACCMBHONO MMMYyHMUTETa ANBO AMArHOCTUKM
HanMuMA  UMMyHUTETAa  MAM  AMATHOCTUMKM  cneumduyeckoro  nNpuobpeTeHHOro  U3MeHeHwuA
MMMYHONOITMYECKOFO  OTBETAa Ha  anneprusupytowme Bewectsa. K MmmyHobuonormyeckum
JIeKapCTBEHHbIM ~ MpenapaTtam  OTHOCATCA  BaKUWHbI,  @HATOKCMHbI,  TOKCUHbI,  CbIBOPOTKM,
UMMYHOTN06YNHBI U aNneprexbi;

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

7.1) 6MOTEXHO/NOrMYEeCcKMe JIeKapCTBEHHble MpenapaTbl - JIeKapCTBEHHble  Mpenapartbl,
NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCMO/Ib30BaHNEM BUOTEXHOIOTMYECKUX NPOLLECCOB U METO0B
(8 Tom uncne OHK-peKOMBUHAHTHOM TEXHOMOTMWU, TEXHOJIOTUU KOHTPOJIMPYEMOIM 3KCMPECcCUU FEHOB,
KoAMpYyoWmMX BMONOrMYECKM aKTUBHble HENKM B MPOKAPMOTaX M 3yKApMOTax, BKIOYAA M3MeEHEHHbIe
KNETKU MNEKOMUTaoWMX), TMbpUAOMHOro MetToga U MeToZa MOHOK/IOHA/IbHbIX aHTUTES;

(n. 7.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHbIE nNpenapaTbl - JI€KapCTBEHHble MpenapaTsl,
dbapmaueBTHMUecKan cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KWUCNOTOM WU
BKNOYaeT B ceba pPEKOMOMHAHTHYIO HYK/JEMHOBYID KWUC/IOTY, MO3BOJAIOWYIO OCYLLECTBAATb
perynmpoBaHue, penapaumio, 3ameHy, fobasneHne UK yaaneHne reHeTUYeCcKol Nnocnes0BaTeIbHOCTH;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYEeCKMe IeKapCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIe NpenapaTtbl U dpapmaLeBTUUYECKUE
cybCTaHUMK, copepiKaline HAPKOTUYECKME CPeacTBa M BK/AKOYEHHble B [lepeyeHb HAPKOTUYECKUX
CPeacTB, NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, NoA/1eKaLLMX KOHTPOO B Poccninckoit deaepaummy,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon dPepepaupuun, mexAyHapoLHbIMM [0roBOpamu
Poccuitckoin Pepepaummn, B Tom yncne EANHON KOHBEHLMEN O HAPKOTUYECKMX cpeacTBax 1961 roaa;

9) NcUXOTpOMHbIe NIeKaPCTBEHHbIE CPeACTBa - JIeKapCTBEHHbIE MpenapaTbl U dapmaLeBTUYecKne
cybcTaHUMK, codepKalime MNCUXOTPOMHbIe BELLEeCTBA M BKAOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, NOA/IEKaLUMX KOHTpOoAto B Poccuiickoit ®egepaumm,
B COOTBETCTBMM C 3aKOHoAaTenbCTBOM Poccuiickoit Pepepaumn, merkayHapoAHbIMM AOFrOBOPaMMU
Poccuiickoin Pepepaumu, B Tom Uncne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roaa;

10) paanodapmaLeBTUHECKMEe JIeKapCTBEHHbIE CPeACcTBa - JIEKaPCTBEHHbIE CPeacTBa, KOTopble
cofiepKaT B roTOBOM A/1 UCMO/b30BaHUA GOpMe OAMH PaANOHYKANA UM HECKO/IbKO PafMOHYK/INA0B
(paAnoaKTUBHbIX U30TOMNOB);

10.1) oOpuUrMHaNbHbLIN NIEKAapCTBEHHbIA MpenapaT - JIeKAapCTBEHHbIM Mpenapat € HOBbIM
OEeVCTBYIOLMM BeELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickoii depepaumm mam B
WMHOCTPaHHbIX rOCYAapCTBax Ha OCHOBAHMM Pe3ybTaTOB AOKAMHUYECKUX UCCNeA0BaHUIN 1eKapPCTBEHHbIX
CPeACTB U KAMHUYECKUX UCCNEA0BAHNIA NEKAPCTBEHHbIX NPENapaToB, NOATBEPKAAIOLMNX €ro KauyecTso,
3 PeKTMBHOCTb 1 6e30NacHOCTb;

(n. 10.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN NeKapCTBEHHbIN NpenaparT - IeKapCTBEHHbIM NpenapaT, KoTOpbIi UCnonb3yeTca
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ONS OUEHKN BUO3KBMBANIEHTHOCTM UM TePaneBTUYECKON SKBUBANEHTHOCTU, KauecTBa, 3PpPeKTUBHOCTU U
6e30nacHOCTN BOCNPOU3BEAEHHOro IeKapCTBEHHOrO npenaparta UaM buoaHanorosoro (buonoao6Horo)
JleKapcTBEHHOro npenapata (buoaHanora). B KayectBe pedepeHTHOro 1eKapcTBEHHOro npenapaTa 4
MEONLMHCKOTO NPUMEHEHUA WCMONb3YETCA OPUIMHANAbHbIA NEKAPCTBEHHbIM npenapat nvbo, ecau
OPUIMHaNbHbIA NEKAPCTBEHHbIM NpenapaT He 3aperucTpMpoBaH WAM He HaxoautcAa B obopoTte B
Poccuiickoit ®epepaumm u He HaxoauTca B 060poTe B MHOCTPAHHbIX rOCYAapPCTBax, BOCNPOU3BeAeHHbIN
JIeKapCTBEHHbIN NpenapaT uam 6noaHanorosbli (6Monogo6HbIM) NeKapcTBEHHbIV Npenapart (buoaHanor),
KOTOpPbIA NepBbiM 3aperncTtpupoBaH M3 4YMcia Haxoaawmxca B obopoTe B Poccuitckon depgepaumu,
OMO3KBMBANEHTHOCTb WAM  TepaneBTUYECKasa IKBMBAMIEHTHOCTb, KayectBo, 3PPEeKTUBHOCTb U
6€e30MacHOCTb KOTOPOFO OLLEHMBAIUCH MO OTHOLEHUIO K OPUIMHANbHOMY NEKAPCTBEHHOMY Npenaparty, a
TakKe KayecTtBo, 3OdEKTUBHOCTb M 6E30MacHOCTb KOTOPOro MOATBEPXKAAIOTCA pesy/bTaTamu
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FPa*kA4aHCKOM
obopoTe, ycTaHOBAEHHbIM TPeboBaHUAM K MX KayecTBy. B KayecTBe pedepeHTHOro nekapcTBeHHOro
npenapata AAa BEeTePUHAPHOro MNPUMEHEHMA WCMNOb3YETCA JIEKAPCTBEHHbIM npenapat AgAas
BETEPMHAPHOIO MPUMEHEHMUA, 3apPerucTpupoBaHHbI B Poccuitickolt degepauum Ha OCHOBAHWUU
pes3ynbTaToB AOK/JUHUYECKMX MUCCNef0BaHUA NIEKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCedO0BaHWUM
JIeKapCTBEHHbIX NPENapaTos, NOATBEPKAAIOLNX ero KayecTso, 3¢pdeKTUBHOCTb U 6e30MacHOCTb;

(n. 11 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) BocnpousBeAeHHbIN NeKapCTBEHHbIN NPenapar - IeKapCTBEHHbIN Npenapar A1a MeauLMHCKOro
NPUMEHEHWS, KOTOPbIA MMEET 3SKBUBANEHTHbIN pedepeHTHOMY JIEKapCTBEHHOMY npenapary
KQuyeCTBEHHbIA COCTaB M KOJIMYECTBEHHbIA COCTAaB AENCTBYHOWMX BELEeCTB B 3KBUBAJIEHTHOM
NlekapcTBeHHoM dopme, MO0 NeKapCTBEHHbIM npenapaTt A4/1a BETePUHAPHOrO MPUMEHEHMUA, KOTOPbIN
MMeeT TaKkue e, 4YTo U pedepeHTHbIN JIEKAPCTBEHHbIM npenapaTt, Ka4yecTBeHHbIA cocTaB U
KOJINYECTBEHHbIA  COCTaB  [OEWNCTBYIOLWMX BELWEeCTB B TaKOW e  JiIeKapcTBeHHoOW  ¢dopme,
OMO3KBMBANIEHTHOCTb  W/IM  TepaneBTUYECKas  SKBMBAZIEHTHOCTb  KOTOPbIX  COOTBETCTBYIOLLEMY
pedepeHTHOMY eKapCcTBEHHOMY NpenapaTty NoATBEPXKAeHa COOTBETCTBYIOLMMM UCCIe40BaHUAMY;

(n. 12 B pepg,. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKAn IKBMBANEHTHOCTb JIEKAPCTBEHHbIX NPEMNAPATOB - AOCTUKEHUE KIUHUYECKU
COMOCTaBMMbIX TepaneBTUYeckoro 3ddeKkTa M nokasatener 3pPeKTMBHOCTM M He30nacHOCTU npu
NPUMEHEHUN JIeKapPCTBEHHbIX NpenapaToB AlA MeAUUMHCKOTO MNPUMEHEHUA, WUMEWMX OAHO
MeXAYHapoaHOe HenaTeHTOBaHHOe (MW XMMWYECKoe, WAW TPYNNMPOBOYHOE) HaMMeEHOBaHWE, B
9KBMBAJIEHTHbIX A03MPOBKaxX MO OAHUM U TeM e MOKA3aHUAM K NMPUMEHEHWUIO U MPU OLMHAKOBOM
cnocobe BBeAEHMA Y OAHOM U TOW e rpynnbl 60/bHbIX;

(n.12.1 B pea. epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanorosblit (6MoNoA06HbLINM) NIeKapCTBEHHDbIM Npenapat (brMoaHanor) - 6uonornyeckuin
JIeKapCTBEHHbIM NpenapaTt, CXOXMW MO napameTpam KayecTBa, 3¢PEeKTUBHOCTM M 6He3onacHoCTU C
pedepeHTHbIM BMONOTMYECKMM NIEKAPCTBEHHBIM NPENapaToM B TaKOM Ke NeKapcTBeHHOW dopme
UMELWMA NAEHTUYHbIN cnocob BBeAeHUS;

(n. 12.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3amMeHAEMbIN NeKapCTBEHHbIV Npenapar - JIeKAaPCTBEHHbIN NpenapaT ¢ foKa3aHHOW
TEepPaneBTUYECKON 3KBMBANIEHTHOCTbIO MAW OWOIKBMBANEHTHOCTbIO B OTHOWEHUW pedepeHTHOro
NleKapCcTBEHHOTO NpenapaTta, UMeIOWMiA SKBMBAIEHTHbIE MY KaYeCTBEHHbIN COCTaB M KONNYECTBEHHbIN
COCTaB AEeMNCTBYHOLMX BeLLecTs, COCTaB BCMOMOraTe/bHbIX BELLECTB, /IeKapCTBEHHY0 GpopmMmy M cnocob
BBEeAEHUS;

(n. 12.3 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.4) 6103KBMBAIEHTHOCTb NEeKapCTBEHHbLIX MNpenapaTtoB - AOOCTUXEHME CONOCTaBUMBbIX
rnokasaTenemn CKOpPOCTH BCaCbiBaHUA, CTEMNEHN NOCTYN/IEHNUA K MECTY AEI\/‘ICTBMH 1N CKOPOCTU BbiBEAEHUA
OAHOIro Nanm HEeCKOJIbKUX o6na,u,arou.|,1/|x q)apmaKonoqueCKoﬁ AdKTUBHOCTbIO AEI\/‘ICTBy}OLLI,MX BeLwecTts npu
NMPpUMEHEHUN NEKapPCTBEHHbLIX nNpenapatoB Aaa MEeAUUMHCKONo npuMMeHeHna, wumernwmnx oaHOo
mMmexayHapoaHoe HenaTteHToBaHHOoe (VIIWI XUMHNYeCKoe, uaun rpynnmposquoe) HanmeHoBaHuMe, B
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3KBMBANEHTHbIX 403MPOBKaX U NPU 0ANHAKOBOM criocobe BBeAeHUS;
(n. 12.4 BBeaeH dPeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBEHHOE PaCcTUTENbHOE Cbipbe - CBEXME WM BbICYLLUEHHblE pacTeHMa ANMBOo UX 4YacTy,
nucnosb3yemblie ANA MPOU3BOACTBA /JIEKAPCTBEHHbIX CPEACTB OPraHU3auMsamMu - MNPOU3BOAUTENSMU
JIeKapCTBEHHbIX CPeACTB UAN U3rOTOBAEHUS IEKAPCTBEHHbIX NPenapaToB anTe4yHbIMKU OpraHnsaLmuamMm,
BETEepPMHAPHbIMWN anTeUYHbIMM OPraHU3aUUaMU, UHANBUAYANbHBIMU NPEeANPUHUMATENAMWN, NMEIOLLMMU
NINLUEH3UIO Ha papMaL,EeBTUYECKYIO AeATeNbHOCTb;

14) nekapCTBEHHbIM PAcTUTENIbHBIN NpPenapaT - IeKAPCTBEHHbIM NpenapaTt, NPOoU3BEAEHHbIN UAn
M3roTOB/IEHHbIV U3 O4HOTO BUAA IEKAPCTBEHHOMO PACTUTE/IbHOTO CbiPbA UK HECKOJIbKMX BUAOB TaKOro
Cblpbs M peanusyemsbiii B pacpacoBaHHOM BMAE BO BTOPMUYHOM (NOTPebUTENbCKOM) YNAKOBKE;

15) romeonaTMyecknin nekapCcTBEHHbIN Npenapar - IEKapCTBEHHbIN NpenapaT, Npou3BeaeHHbIN Uan
W3rOTOB/IEHHbIN M3 papMaLLeBTUYECKOMN CybCcTaHUMM UM dapMaLLeBTUYECKUX CYOCTaHLMIM B COOTBETCTBUM
c TpeboBaHMAMM 06WMX hapMaKOMENHbIX CTaTEN K TOMEONATUYECKMM IeKapPCTBEHHbIM NpenapaTam uam
B COOTBETCTBMM C TpeboBaHMAMWM dapmaKkonen cTpaHbl NPOM3BOAMTENA TAKOIO JIEKAPCTBEHHOMO
npenapara;

(n. 15 B pepg,. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapogHoe HenaTeHTOBAaHHOE HaWMeHOBaHWe JIEKAapCTBEHHOTO  cpeacTsa -
HauMeHOBaHWEe AeMNCTByIlOWEro BewecTBa QapmaueBTUYEeCcKOlW CybCcTaHUMKW, pPeKoMeHZOBaHHOoe
BceMMpHOM opraHunsaumeint 34paBooXpaHeHus;

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

17) ToproBoe HaMMeHOBaHWE NEKAPCTBEHHOro CPeAcTBa - HaMMEHOBaHME JIEKAapPCTBEHHOrO
cpeacTtea, NPUCBOEHHOE ero pa3paboTyMkom, AeprkaTenem WAM BAafeNbUEM PEerncTpaunmoHHOro
YAOCTOBEPEHUA IEKAPCTBEHHOTO NPenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE JIeKApPCTBEHHOro Mnpenapata - HaUMMEHOBaHWe
JIEKapCTBEHHOrO npenaparta, He MMEeIoLWEero MeXA4yHapoAHOro HenaTeHTOBAaHHOIO HAMMEHOBAaHWA, NN
KOMBMHaLMM NIeKapCTBEHHbIX NpenapaToB, UCMNOJib3yeMoe B Lenfax obbeguMHeHus ux B rpynny nog,
€4MHbIM HAMMEHOBaHUEM UCXOAA U3 OANHAKOBOTO COCTaBa AEMCTBYHOLLMX BELLECTB;

(n. 17.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18) o6Lwan papmakoneriHas cTaTbs - 4OKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM pesepanbHbIM
OpraHoOM WMCMOJIHUTENbHOW BNACTU U COAEpXKallMi nepevyeHb NnokasaTenen Kadectsa M (Mamn) metonos
KOHTPO/A KayecTBa KOHKPETHOM /NeKapCTBEHHOM ¢GOpPMbl, SIEKAPCTBEHHONO PACTUTE/NIbHOIO CbIpbA,
BCMOMOTaTe/bHbIX BELLECTB, ONUCaHMA BUONOTMYECKUX, BUOXMMUNYECKMX, MUKPOBMONOTrnYecKumx, GrusmKo-
XUMUYECKUX, DUINYECKUX, XUMNYECKUX N APYTMX METOAOB aHaNM3a IeKapCTBEHHOMO CPeACTBa, a TaKXKe
TpeboBaHMA K MCNONb3yeMbiM B LENAX MNPOBeAeHUs [aHHOro aHaju3a peakTuBam, TUTPOBAHHbLIM
pacTBoOpam, MHAMKATOPaM;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 30.01.2024 N 1-03)

19) dapmaKoneiHas cTaTbl - OOKYMEHT, YTBEPNKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbIM
OpPraHOM UCMOJIHUTENIbHOW BNaCTU U COAEPKALLMI NepeyeHb NoKasaTesiei KayecTBa U MeTOL0B KOHTPO/IS
KQuecTBa JIEKAPCTBEHHOIo CpPeacTBa, JIEKAPCTBEHHOIO PACTUTENbHONO Cbipbfi, BCMOMOraTeNbHbIX
BELLECTB;

(B pen. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 30.01.2024 N 1-03)

19.1) ctaHpapTHble 0bpa3upl - BELLECTBA, MOCPEACTBOM CPABHEHMA C KOTOPbIMM OCYLLLECTBAAETCA
KOHTPO/Ib KayecTBa MCCAeAyeMbIX /NEeKapCTBEHHbIX CPEeACTB C MOMOLLbI0  GU3UKO-XMMUYECKUX W
61010rMYECKMX METOAOB B LLeNsAX NOATBEPKAEHMA COOTBETCTBUA IEKAPCTBEHHbIX CPeACTB TpeboBaHNAM
HOPMaTMBHOM AOKYMEHTaLUMN, YCTAaHOBAEHHbIM MPU OCYLLECTBAIEHUN rOCYAaPCTBEHHOW perncTpaummu, u
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KOTOpble MPUMEHSAIOTCA ANA KaAMBPOBKM CTaHAaPTHbIX 06pa3LoB MNPOuM3BOAMTENS NEeKapCTBEHHbIX
CPeACTB, UCMOJIb3yeMbIX A/ KOHTPOAA KauyecTBa M MHbIX Lenel npu obpalleHUM neKkapcTBEHHbIX
CpeAacTs;

(n. 19.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

19.2) dapmakonenHbl CTaHAAPTHbIN obpasel, - CTaHAapTHbIA obpasel, NPOU3BEeAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpMaTMBHaA [AOKYMEHTauuMAa - [OOKYMEHT, COAepXKallMii nepeyeHb onpeaensembix Mo
pe3ynbTaTam COOTBETCTBYIOLIMX IKCNEPTU3 MOKasaTeseld KayecTBa /NeKapCTBEHHOro cpeacTsa AnA
MeANLMNHCKOro NPUMEHEHNA, MeTO40B KOHTPOA ero KayecTsa M YCTaHOB/IEHHbIW ero NpoussoauTenem;

21) HOPMaTMBHbIN AOKYMEHT - AOKYMEHT, COAEPKALLNIN NepeyeHb onpeaenaembix No pesynbtTatam
COOTBETCTBYIOLLMX SKCMNEpTU3 roKasaTenel KayectBa W (MNM) MeETOAOB KOHTPO/AA KayecTsa
NIEKAPCTBEHHOM POpPMbI, ONMUCcaHUA BUONOTUYECKUX, DUOXMMUYECKUX, MUKPOBUOIOrMYecknx, dusmnKko-
XUMUNYECKUX, UBUYECKUX, XMMUYECKUX M APYrMX METOAOB aHa/in3a JIeKapCTBEHHbIX CPeacTB As
BETEPMHAPHOIro NPUMeHeHua, TpeboBaHMA K UCMO/Ib3YEMbIM B LLENAX NPOBEAEHWUA OAHHOro aHaaM3a
peakTBam, TUTPOBAHHbLIM PAcTBOPaM, MHAMKATOPAM W YCTAaHOB/IEHHbIM €ro NPoOU3BOAUTENEM;

21.1) obwmit TEXHMYECKUI OOKYMEHT - KOMMJEKT AOKYMEHTOB M MaTepuanoB, COCTOALWMIA U3
HECKO/IbKMX  pas3gesnioB -  OOKYMEeHTauuuM  agMWHUCTPATMBHONO  XapaKTepa,  XMMWYECKOM,
dapmaLeBTMYECKON W OBUONOTMYECKOW [OOKYMEeHTauuu, $GapMaKosIorMYeckon, TOKCUKOIOTMYeCcKomn
OOKYMEHTaLMN, KAMHUYECKOW [AOKYMEHTauMuM U NpeacTaBAaemMbli OAHOBPEMEHHO C 3aAB/IEHUEM O
rocygapCcTBEHHOM pPEerucTpauMmM NeKapCTBEHHOro npenapata AnAd MegMUMHCKOTO MNpPMMEHEHUA B
dopmare, ycTaHOBNEHHOM YMOJIHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOIHUTENBHOM BNIACTMY;

(n. 21.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayecTBO NIEKAPCTBEHHOrO CPeACTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM
dapmaKonenHom cTaTbM MO0 B C/ly4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUM UAU HOPMATUBHOTO
OOKYMEHTa;

23) 6e30MacHOCTb J/IeKAapPCTBEHHOIO CPEACTBA - XapPaKTEePUCTMKA /IeKapCTBEHHOTO CPeacTBa,
OCHOBaHHasA Ha CPaBHUTENbHOM aHann3e ero aGpGeKTUBHOCTM U PUCKa NPUYMHEHUA Bpeaa 340P0BbIO;

24) 3¢peKTUBHOCTL /IEKAPCTBEHHOTO MNpenapaTta - XapaKTepUCTMKA CTeNeHW MOJIOKUTENbHOro
B/AMAHUA NEKapCTBEHHOrO MpenapaTta Ha TeyeHue, MNPOAO/IKUTENbHOCTb 3abofeBaHMA WAM  ero
npegoTBpaLleHne, peabuamMtaumio, Ha COxXpaHeHue, NpeaoTBPALLEHNE AN NpepbiBaHNE BepeMeHHOCTH;

25) cepma nekapCrBeHHOro cpeactBea - KOJIMYECTBO /IEKAPCTBEHHOIO CpeacTea, npon3segeHHoOe B
pe3ynbTaTte OA4HOINo TEXHO/NONMYECKOro UnKIa ero nponssoanTenem;

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2025 n. 26 cT. cT. 4 n3naraetcs B HoBon pegakumm (P3 ot 30.01.2024 N 1-D3).

26) perncTpaLMoHHOe y40CTOBEPEHWNE IEKAPCTBEHHOTO NPEenapaTa - AOKYMEHT, MOATBEPKAAOLMIA
baKT rocyaapcTBeHHOM perncTpaumm NekapcTBeHHOro npenapaTa;

26.1) nepkaTenb UAN Bnagenel, perucTpaLMoHHOro yaoCTOBEPEHNA NeKAapCTBEHHOro npenapara -
pa3paboTunmK NEKapCTBEHHOro CpeacTBa, NPOM3BOAMTE/NIb JIEKAPCTBEHHbIX CPEACTB UAM  UHOe
topuandeckoe nnuo, obnagarollee NpaBom BAafeHUA PEerucTpauMOHHbIM YA0CTOBEPEHNEM, KOTOpbIe
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3¢ eKTMBHOCTb M 6e30MacHOCTb NeKapCTBEHHOrO NpenapaTa;

(n. 26.1 BBeaeH PeaepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) permcTpaumoHHbIi Homep - KogoBoe 0603HaYeHWe, MPUCBOEHHOE IeKapPCTBEHHOMY MpenapaTy
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Npu ero rocyaapcTBeHHOM perncTpaumm Uam peructpaumu;
(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

28) obpaweHne JIeKapCTBEHHbIX CpeacTB - pa3paboTka, AOKAMHWYECKME WCCNeaoBaHus,
KIMHUYECKME UCCNeAoBaHWMs, 3KCMepTU3a, roCyAapCTBEHHAs pPerncrpaums  WamM  perncrpaums,
CTaHAAPTM3aUMA U KOHTPO/Ib Ka4yecTBa, NPOU3BOACTBO, U3rOTOBAEHME, XPaHEeHMe, NepeBo3Ka, BBO3 B
Poccuitckyto Pepepaumto, BbiBo3 U3 Poccuitickoit Pepepaumn, peknama, oTnycKk, peanmsaums, nepesaya,
NPMMEHEHWNE, YHUYTOXKEHWNE NEKAaPCTBEHHbIX CPEACTB;

(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

29) cybbeKTbl 0OpalLeHUs /IeKApCTBEHHbIX CPeacTB - OU3MYECKMe Auua, B TOM yucie
UHAMBUAYANbHbIE MPEANPUHUMATENN, U OPUSMYECKME NNLA, OCYLLECTBAAIOWME AeATeNbHOCTb Npu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTs;

30) pa3paboTumK NeKapcTBEHHOrO CPEACTBA - OpraHM3auma, obnagatolas NnpaBaMmn Ha pesyabTaTbl
OOK/NMHUYECKMX  UCCAeAOBAHWIA  NEKApCTBEHHONo  CPeAcTBa,  KJAMHMYECKUX  UccnemoBaHUi
JIeKapCTBEHHOrOo npenapara U (MAn) Ha TeEXHONOTUI0 MPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

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

31) NpoM3BOACTBO /JIEKAPCTBEHHbIX CPeACTB - AEATE/NbHOCTb MO MPOM3BOACTBY JI€KAPCTBEHHbIX
CPeACTB OpraHM3auMaMM - NPOM3BOAMTENAMM IEKAPCTBEHHbIX CPEACTB HAa OAHOMN CTaAuK, HECKObKMUX
NN BCEX CTaAMAX TEXHOIOMMYECKOro MPOLILECCa, a TaKKe Mo XPaHeHUIO 1 peannsaumnmn nponsBeaeHHbIX
NleKapCTBEHHbIX CPeACTB;

31.1) nponsBOACTBEHHAA NIOLWAAKA - TEPPUTOPUANBHO 060COBNEHHBIN KOMNAEKC NPON3BOAUTENA
JIeKapCTBEHHbIX CPeAcTB, NpefHa3sHayeHHbIA ANA BbINOJHEHMA BCero npouecca MpoOU3BOACTBA
JIeKapCTBEHHbIX CPeACTB UM ero onpeaeneHHon cTaanu;

(n. 31.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

32) npousBoamuTeNib /IEKAPCTBEHHbIX CPEACTB - OpraHM3aums, OCYLLEeCTBAAIOLAA MPOM3BOACTBO
NleKapCcTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMM HacToAllero deaepasnibHOro 3aKoHa;

33) dapmaLeBTUMUECKan AeATeNbHOCTb - AeATENbHOCTb, BKAOYaOWasa B ceba onToByto TOProB/to
NIeKapCTBEHHbIMW CPEACTBAMM, UX XPAHEHWE, NEPEBO3KY U (M/IM) PO3HUYHYIO TOPrOB/IIO JIEKAPCTBEHHbIMM
npenapaTtamu, B TOM YMC/e AUCTaHLMOHHbIM CNOCOBOM, UX OTMYCK, XPaHEHUE, MePEeBO3KY, NU3rOTOBAEHME
NleKapcTBEHHbIX NPenapaTos;

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

34) opraHuM3auMa ONTOBOWM TOPrOBAM  NEKAPCTBEHHbIMW  CPeACcTBaMM -  OpraHv3aums,
OCYLLECTBAAIOWAA ONTOBYIO TOPrOB/IO NEKAPCTBEHHbIMW CPEACTBAMM, WX XpaHeHMe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHNAMMK HacToAlero PeaepanbHOrO 3aKOHa;

35) anTeyHas opraHusauusa - oOpraHusauusa, CTPYKTypHOe nogpasfeneHve MeanuuUHCKOM
OpraHn3aLmmn, OCyLLECTBAAIOWME PO3HUYHYIO TOProB/O /IEKAPCTBEHHLIMKW NpenapaTaMun, B TOM Ynucie
OVCTaHLUMOHHbIM cnocobom, XpaHeHure, NepeBo3Ky, M3roToB/IEHWE M OTNYCK JIeKapCTBEHHbIX NpenapaTos
AN MeANLMHCKOTO NPMMEHEHUS B COOTBETCTBUM C TpeboBaHUsAMM HacToswero PenepanbHOro 3aKoHa;
(B pen. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHusauuMa - opraHusaums, CTPYKTypHOe noApasgeneHune
BETEPUHAPHOW OpPraHn3aLUMm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTtamm,
B TOM YMCNE ANCTAHUMOHHbIM CNOCO60M, XpaHEHWE, N3rOTOBAEHME W OTMNYCK 1EKAPCTBEHHbIX NpenapaTos
ONA BETEPMHAPHOro NPUMEHEHMA B COOTBETCTBUM C TpeboBaHNAMM HacToAwero PeaepanbHOro 3aKoHa;
(8 pea. PenepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuduuMpoBaHHOE  NIeKapCTBEHHOE  CPEACTBO -  NIeKapCTBEHHOe  CpeacTso,
CONPOBOXKAAaEMOEe N0XKHOM NHbOPMaLMen 0 ero cocTase U (MNK) NPOU3BOAMUTENE;
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38) HepobOpoOKayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CPeacTBO, He
COOTBETCTBYlOLLEE TPeboBaHNAM dapMaKonenHon cTaTbM MO0 B c/iyvyae ee OTCYTCTBMA TpeboBaHUAM
HOPMaTUBHOM AOKYMEHTAUMM UAN HOPMATUBHOIO LOKYMEHT];

39) KoHTpadaKTHOE SIeKapcTBEHHOE CPeACTBO - IeKapcTBEHHOE CPeACcTBo, Haxoaaweeca B o6opoTe
C HapyLIEeHWeM rPpaXKaaHCKOro 3aKoHo4aTeIbCTBa;

40) [OOKAMHMYECKOe  ucCaefloBaHME — JIeKAapCTBEHHOro  cpeactsa - BuosiorMyeckue,
MMUKPOBUONOrMYECKME, MMMYHONOIMYECKMEe, TOKCMKONOTMYeckne, dapmaKkonorndeckme, ¢pusmnyeckue,
XMMUYECKNE U ApYyrne UccieloBaHUA NeKapCcTBEHHOIo CpeacTBa NyTeM NpUMEHeHMA HayYyHbIX MeToA0B
OLEHOK B Lenax nosiydyeHus AokasaTenbcTs 6e3onacHocTu, Kayectsa U 3 heKTUBHOCTU IeKapCTBEHHOro
cpefacTsa;

41) KAMHMYECKOE WccnefoBaHWE NeKapCTBEHHOro npenapata - M3ydeHue AMarHOCTUYECKUX,
NeyebHbIX, NPOoPUNAKTUYECKMX, GAaPMaAKONOrMYEeCKMX CBOMCTB JIeKAapCTBEHHOrO NpenapaTa B npouecce
€ro MpPUMMEHEHUs Yy YeNoBeKa, KMBOTHOrO, B TOM 4YuC/ie MPOLLeCCOB BCACbiBaHMA, pacnpenesieHus,
nameHeHnAa W BbiBeaeHUA, nytem nNpumeHeHMA Hay4dHbIX MeTo40B OUueHOK B UuenAax noayvyeHuA
[0KaszaTe/ibcTB 6e3omnacHOCTM, KavyecTtBa U 3¢GEKTUBHOCTM NIEKAPCTBEHHOrO MpenapaTta, AaHHbIX O
He)kenaTesbHbIX PeakuMsX OpraHM3mMa YesIoBEKa, MMBOTHOTO Ha MPUMEHEHWEe JNeKapCTBEHHOrO
npenapata n 06 adpdeKTe ero B3aMMOAENCTBUA C APYTMMU NEeKapPCTBEHHbIMW npenapatamu n (1am)
NULLLEBbIMU NPOAYKTaMM, KOPpMaMu;

42) MHOIOLIEHTPOBOE K/IMHUYECKOE UCCNe0BaHNE IeKapCTBEHHOrO nNpenaparta a1 MeANLMHCKOro
NMPUMEHEHUA - KJMHUYECKOe WCCNefoBaHMe NIeKapCTBEHHOro npenapata Ana  MeauLMHCKOro
NpMMeHeHus, NPOBOAMMOE pa3paboTUMKOM NeKapCTBEHHOro npenapaTa B AsyX 1 6onee MeanLUHCKUX
opraHM3aumax No eAUHOMY NPOTOKOY KAMHUYECKOro NCCNe0BaHUA NEeKapCTBEHHOrO Npenapara;

43) mexAayHapoaHOe MHOMOLLEHTPOBOE K/MHMYECKOEe MCCNeA0BaHUe NIeKapCTBEHHOro npenapara
AN MEAMLMHCKOTO NPUMEHEHUA - KAMHWYECKoe MCCaefoBaHWe JieKapCTBEHHOro npenapaTta Aans
MEeAMLMHCKOrO NPUMEHEHUA, NPOBOAMMOE Pa3paboTUMKOM NIEKapCTBEHHOMO Mpenaparta B Pas/NyHbIX
CTpaHax no eauMHOMY MPOTOKOY KJAMHUYECKOTO UCCNeL0BaHMA NEKaPCTBEHHOrO Npenapara;

44) nOCTPErucTpauMoHHOE KAMHUYECKOE UCC/efOBaHUE JIEKAPCTBEHHOro mnpenapata  Ajs
MeIMLMHCKOrO MPUMEHEHUA - K/JMHWYECKOe WCC/eAoBaHUe JIeKapCTBEHHOro npenapaTta  Ajs
MeANUMNHCKOTO NPUMEHEHMS, MPOBOANMOE NPOU3BOAUTENEM IEKAPCTBEHHOTO NPenapara, rpaskaAaHCKui
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAE TOCYAAPCTBEHHOW PErucTpauymn UAn perncrpaumu, B Lensx
AonoNHUTeNbHOro cbopa AaHHbIX O ero 6e30nNacHOCTM U 3GPEKTUBHOCTU, paclIMPEHUa NOKasaHUM K
NPMMEHEHUIO AAHHOMO JIEKAPCTBEHHOrO MpenapaTta, a TaKKe BbIABMEHWA HeXKenaTeNbHbIX PeaKkuumi
NauneHTOB Ha ero AencTeue;

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

45) wuccnepoBaHWe BOWO3KBMBANEHTHOCTM JIEKAPCTBEHHOro npenaparta - BWUA, KJANMHUYECKOro
nccneaoBaHUA EeKapCTBEHHOrO npenapara, NPoBeAeHNe KOTOPOro OCYLLECTBAAETCA ANA onpeaeneHus
CKOPOCTM BCacbiBaHWA M BbiBEAEHWA OAHOIO WAN HECKOAbKUX 06nagatowmx ¢$papmMaKkonornieckomn
AaKTUBHOCTbIO [EMCTBYIOWMX BELLECTB, KO/NMYECTBA /IEKApCTBEHHOro mnpenapaTta, [AOCTMraloLLero
CUCTEMHOrO KPOBOTOKa, M pe3y/ibTaTbl KOTOPOro NO3BOJIAIOT CAEeNaTh BbiBOA O 6MO3KBUBANIEHTHOCTU
BOCMPOU3BEAEHHOrO JIEKaPCTBEHHOTO Npenapara B onpeae/ieHHbIX IeKapCTBeHHOM GpopmMe 1 403NPOBKe,
COOTBETCTBYIOWMX GOPME N [03UPOBKE pedepeHTHOro NeKapCTBEHHOMO Npenapara;

(n. 45 B peg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) wccnefoBaHWe TepaneBTUYECKOW 3SKBMBAJIEHTHOCTM JIEKAPCTBEHHbIX NpenapaToB - BUA,
KAMHWMYECKOro UCCAe0BaHMA eKapCcTBEHHbIX NPenapaTos, NpoBeAeHe KOTOPOro OCyLLLecTBaAseTCA ANs
BbIAB/IEHNA OAMHAKOBbIX CBOWMCTB /IeKaPCTBEHHbIX MPEenapaTos onpeaeieHHON NekapcTBeHHON Gopmbl, a
TaKXe Ha/IMunA 0AMHAKOBbIX MOKa3saTenel 6e30nacHOCTM M 3GPEKTUBHOCTU NEKaPCTBEHHbIX NPENapaTos,
OAMHAKOBbIX KAMHUYECKNX 3P PEKTOB NPU UX NPUMEHEHNN;
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47) NPOTOKOAN KAUHUYECKOro UCCNea0BaHNA IeKapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaenstoTca Uuenm, Gopmbl opraHM3aLmmnm U MeToA0/10rMA NPOBEeAEHMA KANHUYECKOro UCCae0BaHus,
CTaTUCTUYECKNE MeToAbl 06paboTKM pe3ynbTaTOB TAKOro MCCAenoBaHMA U mepbl No obecneyeHuto
6e3onacHoCcTH d)msmqecr(mx nud, ydacTtsywowmx B K/JAMHUYECKOM MUccneaoBaHUM NeKapCTBEHHOro
npenapara;

48) 6poLutopa UccneaoBaTens - CBOAHOE M3/0XKEHME Pe3ybTaToB AOKAMHMYECKOro UCCe0BaHmUA
IeKapCTBEHHOrO CPeAcTBa WM KAMHUYECKOTO WCCNeAoBaHWUA JIEKapCTBEHHOro mnpenaparta  Aad
MeANLUNHCKOro NpUMeHeHUsA;

KoHcynbTaHTIAOC: NpUmedaHme.
C01.01.2025 B n. 49 cT. 4 BHOCATCA n3ameHeHunsa (®3 ot 30.01.2024 N 1-d3).

49) MHGOPMALMOHHBbIV IUCTOK NALUMEHTA - LOKYMEHT, B KOTOPOM COZEP*KaTcA B AOCTYNHOM Gpopme
CBeAeHMA, KacalllmMeca NpoBOAMMOro KAMHUYECKOro MCCaeA0BaHMA IeKapcTBEHHOro npenapara, U B
nUCbMeHHON popme A0BPOBONLHOE COrnacue NauMeHTa Ha yvyacTve B KAMHUYECKOM WUCCAeA0BaHUM
NIeKapCcTBEHHOro npenapaTa Moc/iie 03HAaKOMAEHMS C OCOBEHHOCTAMM KAMHMYECKOro McCienoBaHus,
MMEIOLWMMM 3HaYeHME A1A BblPaXKeHUA TaKoro cornacus;

50) nobo4yHoe AeilcTBME - peaKkuus OpraHM3ma, BO3HMKLWIAA B CBA3M C MNPUMEHeHMem
NIeKapCTBEHHOro npenapata B [103aX, PEKOMEHAYeMbIX B WHCTPYKLUUM MO €ero npumMeHeHwuio, AnAa
NpodUNaKTUKN, AMArHOCTUKK, nedeHna 3abonesaHma Mau gna peabunutauuu;

50.1) HeenaTenbHaa peakuma - HenpeaHamepeHHasa HebnaronpusaTHas peakuua OpraHWM3ma,
KOTOpas MOXKeT 6bITb CBA3aHA C MPUMEHEHWEM IEKAPCTBEHHOIO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexenaTes/ibHas PeaKkuus - HexenaTeslbHasa peakLus OpraHM3ma, CBA3aHHas ¢
NPUMeHEHWEM J/IEKapCTBEHHOrO NpenapaTa, NpuBeawas K CMepTH, BPOXAEHHbIM aHOMAIUAM UK
nopoKkam pa3BuTMA NMbO NpeacTaBaAoWan cobol yrposy Xu3sHuM, Tpebyowaa rocnutTanamsaumm uam
npuBeaLasn K CTOMKOM yTpaTe TPyA0CNoCOBHOCTU U (M1M) MHBAaANAHOCTY;

52) HenpeaBuAeHHas HeXKenaTesibHasA Peakuus - HeKeslaTe/lbHaA peaKkuus OpraHusma, Kotopas
CBA3aHa C NPUMEHEHMEM NeKapCTBEHHOro npenapata B A03aX, PEKOMEHAYEeMbIX B MPOTOKOJ/E ero
KAMHWMYECKOro uccnefoBaHusa, bpollope UccnefoBatens, WMAW C NPUMEHEHWEM NEKapCTBEHHOro
npenapata B 033X, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro MPUMEHEHMIO AN MNPOPUNAKTUKM,
ANArHOCTMKM, NedeHmns 3aboNeBaHna UM MeANUMHCKON peabuamMTaummn NaumeHTa, U CyLHOCTb, TAXKECTb
WAWU NCXon, KOTOPOM He COOTBETCTBYET MHGMOPMALMM O /IeKapcTBEHHOM MpenapaTte, CoAeprKalleinca B
NPOTOKONE €ro KAWMHWYECKOro WuccnefoBaHua, 6polltope MccnenoBaTeNa MAWM B MHCTPYKUMM MO
NPMMEHEHUIO IeKapPCTBEHHOro Npenapara;

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

52.1) dapmakoHaa3op - BUA, AeATeNbHOCTU N0 MOHUTOPUHTY 3¢deKTUBHOCTUM M 6e3onacHocTU
JNIeKapCTBEHHbIX NpenapaTtoB, HanpaB/JeHHbI Ha BbIABAEHME, OUEHKY U nNpegoTBpalleHue
HeXKenaTebHbIX NOCNeaCTBUI NPUMEHEHMA IEKAPCTBEHHbIX NPENapaTos;

(n.52.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHUs puUCKamu - NoApobHOe onucaHue MeponpusaTUiA No dapmMaKkoHag3opy,
HanpaB/IEHHbIX Ha BbIABAEHUE, OLEHKY U NpeaoTBpalleHne UM MUHUMMU3ALMIO PUCKOB, CBA3AHHLIX C
NeKapcTBeHHbIMM NpenapaTamu, BKAOYan OLEeHKY 3GPEeKTUBHOCTM AaHHbIX MEPONPUATUIA;

(n. 52.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NprMeyaHme.
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C01.03.2025 B n. 53 cT. 4 BHOCATCA U3meHeHus (O3 ot 30.12.2021 N 463-D3).

53) peuenT Ha /IeKapCTBEHHbIM NpenapaTt - MeAULUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
cofeprKawmii HazHaYeHNe NeKapCTBEHHOro npenaparta Aasa MegUUMHCKOro NpUMeHeHWs, BblAaHHbIM
MeAULMHCKMM paboTHUKOM B LEeNAX OTNyCKa JeKapCTBEHHOro npenapaTta WM ero M3roToBAEHUs U
OTnycKa Ha ByMaxkHOM HOCUTEe/lIe UM C COTTacus NaUMEHTA UM ero 3aKOHHOro npeactaButens B popme
3/IEKTPOHHOIO [AOKYMEHTa, MOAMUCAHHOTO C MCMNO/Ib30BaHUEM YCWUJIEHHOW KBanudUUMPOBaHHOM
3/IEKTPOHHOM NOAMUCU  MeAUUMHCKOro paboTHMKa, /NMB6O AOKYMEHT YCTaHOBAEHHOM ¢dopMbl,
cofeprKawmii HasHaYeHNe NeKapCTBEHHOro npenapaTta A8 BeTePUHAPHOro MPUMEHEHUs, BblAaHHbIM
cneunannctom B 06/1aCTM BETEPUHAPUM B LEAAX OTNyCKa JIeKapCTBEHHOro mnpenapata WAW ero
W3roToB/IEHUA U OTNYCKa Ha BymaKHOM HocuTene;

(B pen,. PepepanbHbix 3aKkoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.03.2025 n. 54 cT. 4 u3naraetcs B HOBOM peaakumm (3 ot 30.12.2021 N 463-P3).

54) TpeboBaHME MeAMLMHCKOW OpraHM3auuu, BETEPMHAPHOM OpraHuM3auMm - [OKYMEHT
YCTaHOB/IEHHOW GpOpPMbI, KOTOPbIM BbINWUCAaH MEAULMHCKMM PaboTHUKOM MAM cneumannucTtom B 061actu
BETEPUHAPUM, UMEIOWMMM Ha 3TO NPaBO, M COAEPHMUT B MUCbMEHHOW GOpMe yKasaHMe anTeyHou
OpraHM3auMm UK BeTepMHAPHOM anTe4yHoM opraHnsaumnmn ob oTNycKe NeKapcTBEHHOro nNpenapaTta uam o
€ro M3roToBsieHnn 1 06 oTnycke gna obecneyeHmsa neyebHOro npoLecca B MeANUMHCKON opraHM3aLmu,
BETEPUHAPHOW OpraHmn3aLmy;

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

55) KOMMN/EKCHas OLEHKa JIeKapCTBEHHOro npenapaTa - OLEHKa 3aperMcTpupoBaHHOMo
JIeKapCTBEHHOIO Npenapara, BKAoYatowas B ceba aHanns nHGopmaLmm 0 CpaBHUTENbHON KANHUYECKOW
adpPeKkTMBHOCTM M 6E30NaCHOCTU SIEKAPCTBEHHOMO NPenapaTa, OLEeHKY 3KOHOMUYECKMX NOCNeACTBUIN ero
NPUMEHEHNA, U3yYeHUe AOMNOAHUTENbHbIX MOCNeACTBUIA NPUMEHEHUA JIEKAPCTBEHHOrO npenapata B
Lenax NpUHATUMA pelieHnit O BO3MOXKHOCTM BK/OMEHWUS JIEKAPCTBEHHOrO Mpenapata B nNepeyeHb
YKM3HEHHO HEOOXOAMMbIX U Ba*KHEMLUNX IEKAPCTBEHHbIX NPenapaToB, HOPMATUBHbIE NPABOBbIE AKTbl U
WHble AOKYMEHTbI, onpeaensatowme NopaaoK OKasaHMA MeANLNUHCKON MOMOLLM, NN UCKIOYEHWUS ero us
YKa3aHHbIX NepPeYHs, aKTOB N [OKYMEHTOB;

(n. 55 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPUHIA ABUMKEHWS JIEKAPCTBEHHbLIX MpenapaToB Ana MeaMLUMHCKOro
npMmeHeHns - deaepanpHaa rocygapcrBeHHas MHOOPMAUMOHHAA CUCTEMA MOHMUTOPUHIA ABUMKEHUSA
NIeKapPCTBEHHbIX MpenapaTtoB A1A MeAMUMHCKOrOo MNPMMEHEHMA OT MNPOM3BOAMTENs A0 KOHEYHOro
notpebuTena C WCNoONb30BaHMEM B OTHOLLIEHMU JIEKAPCTBEHHbIX NpenapatoB ANA MeAULMHCKOro
NPUMeEHeHNA CPeacTB MAEHTUDMKaLMK.

(n. 56 BBegeH PenepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

nasa 2. NOIHOMOYUA GEAEPA/IbHbIX OPTAHOB UCMOTHUTENIbHOW
B/IACTU, OPFTAHOB UCMONHUTENbHOW BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouua d¢eaepanbHbiX OPraHOB MCMOJIHUTENIbHOW BAACTU Npu obpalieHum
NIEKAPCTBEHHbIX CpeacTs

K noaHoOmMmoumam cbe,a,epaanblx opraHos WMCNOJIHUTEIbHOM B/1aCTH npu o6pau.|,eva| NeKapCTBEHHbIX
cpeAacTB OTHOCATCA:

1) nposegseHune B Poccuiickoit dPepepaumm eauHON rocyAapCTBEHHOM MNOAUTUKM B obnactu
obecneyeHnn NeKapCcTBEHHbIMM NpenapaTamm rpaxgaH B Poccuiickoit degepaumu;
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(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxkaeHue ob6wMx dapmakonelrHbix cTaTe, dapmaKkonenHbIX CcTaTeil, wu3gaHue
rocyaapcTBeHHoM dapmakoneu, cosgaHme n segeHune peectpa dapmakonerHbix CTaHAapTHbIX 06pa3LoB;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocylulectBneHne deaepanbHOro rocyaapCcTBEHHOro KOHTpoasA (Haasopa) B chepe obpalleHus
JIeKapCTBEHHbIX CPEACTB;
(B pea. PepepanbHbix 3aKkoHOB 0T 25.06.2012 N 93-$3, o1 11.06.2021 N 170-$3)

4) nuueH3MpoBaHME MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, B TOM uucne denepanbHbli
rocyAapcTBEHHbIN IMLEH3NOHHbIN KOHTPO/Ib AEeATEeNIbHOCTU MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPeACTB,
nepmoanyeckoe noaTeBepKAeHMe COOTBETCTBMA AULLEH3MATA, MMetoLWero AMUeH3n0 Ha Npon3BoacTBo
JIeKapCTBEHHbIX CPeacTB, U apmMaLEeBTUYECKON AeATeNIbHOCTM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumnu;

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

5) opraHu3auma 3KcnepTMsbl IEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNEepTM3bl BO3MOMKHOCTU
npoBeAeHUA  KIMHMYECKOTO UCCNe0BaHMA JIEKAapCTBEHHOro npenapata  Anaa  MeAWUMHCKOro
NPUMEHEHMA, 3KCNEPTM3bl AOKYMEHTOB, MPeACTaB/EHHbIX A1A OnpeaeneHMa  BO3MOMKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM MNpenapaTt AnA MeAUMLUMHCKOrO NpMMEeHeHUA B KayecTBe opdaHHOro
JIeKapCTBEHHOIO Npenapara;

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

5.1) opraHusauua npoBeAeHUA KOMMNEKCHOW OLEHKM /IeKAPCTBEHHOrO MNpenapaTa B Lensx
NPUHATUA PELLEHMA O BO3MOMKHOCTU BK/IOYEHMA JIEKAPCTBEHHOrO Mpenapata B MepeyeHb KMU3HEHHO
HEOBOXOAMMbIX U BaXKHEMULMX NEKAPCTBEHHbIX NpPenapaToB, HOPMATMBHbIE MPaBOBble aKTbl U WHble
OOKYMEHTbI, onpegensAowme MOpAAOK OKa3aHUMA MeAMLMHCKON MOMOLLM WKW UCKAKOYEHUA ero u3
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

(n. 5.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

6) Bblgaya paspeLleHnit Ha NPoBeAEHNE KIMHUYECKMX MCCNeA0BaHNIN IeKapCTBEHHbIX MPenaparos,
BEEeHMe peecTpa BblAaHHbIX paspeLlleHmnin Ha NpoBeaeHNe KIMHUYECKUX UCCeA0BaHMIA IeKaPCTBEHHbIX
npenaparos;

7) rocypapcTBEHHas perucTpaumsa NieKapcTBEHHbIX NpenapaTtos, BeAeHWEe roCyAapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPEACTB;

7.1) peructpaums, noATBEPKAEHWE perncTpauumn (nepeperucrpaumsn), BHECEHME U3MEHEHWUI B
perncTpaunmoHHoe A0Cbe, a TaKXKe NPoBeAeHMe NpoLLeayp, CBA3aHHbIX C PerncTpaumen, B COOTBETCTBMMN C
YTBEPXKAEHHbIMW EBPA3sUMCKON 3KOHOMWYECKON KOMMUCCUEN MPaBUIAMM PEFUCTPALUN U 3KCNEepTU3bl
JIeKapCTBEHHbIX CPeACTB 418 MeOMLMHCKOro NMPUMEHEHMA M NpaBuIamMn peryanpoBaHua obpalueHun
BETEPMHAPHbIX NEKAPCTBEHHbIX CPEACTB HA TAMOXEHHOM TepputTopmmn EBPasMMCKOro 3KOHOMUYECKOTo
CO033;

(n. 7.1 BBeaeH ®eanepanbHbiMm 3akoHOM oT 30.01.2024 N 1-3)

7.2) npeactaBneHne  MHOGOPMAUMM O  PErucTpauuu,  MOATBEPKAEHUM  PErucTpaumuu
(nepeperncTpaummn), BHECEHWU W3MEHEHWUM B pPErvCTpaLMOHHOE [0Cbe, a TaKXKe O npoueaypax,
CBA3aHHbIX C perncrpaumeit, B EBPA3MICKYI0 3IKOHOMMUYECKYID KOMMUCCUMIO C WCMO/Ib30BaHNEM
WHTErpupoBaHHOM MHHOPMALMOHHOM cucTeMbl EBPasMinCKOro 3KOHOMMYECKOrO COto3a B COOTBETCTBMM C
YyTBEPKAEHHbIMU EBPasUIACKON 3KOHOMMYECKOM KOMUCCUel nopagkom $popmMMpoBaHMA W BeAEHUA
eAMHOro peecTpa 3aperncTPUpPOBaHHbIX IeKAapPCTBEHHbIX CPeacTB EBPasMiiCKOro SKOHOMUYECKOro coto3a
W NpaBuiamMu pPeryanpoBaHua obpalleHua BeTepUHaPHbIX SIEKAPCTBEHHbIX CPEACTB Ha TaMOMKeHHOW
Tepputopun EBPasmiicKoro sKOHOMMYECKOrO COHO3a;

(n. 7.2 BBeaeH deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-d3)
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 n. 5 ct. 5 pononHsetca n. 7.3 (®3 o1 30.01.2024 N 1-d3). Cm. byayLiyto peaaKkumio.

8) opraHusauusa u (Man) nposeaeHNe MHCNEKTUPOBAHUA CYBbEKTOB 0bpalleHNs IeKapCTBEHHbIX
CPeACcTB Ha COOTBETCTBME YTBEpPXAeHHbiM EBpa3sMiACKO 3KOHOMUYECKOM KOMMUCCMel npasuaam
HaZneKallei NabopaToOpHOM NPAKTUKM, NpaBUIaM Hagnexalel KAMHMYECKOM NPaKTUKKU, npaBuiam
HagnesKallei AMCTPMBbIOTOPCKON MPaKTMKK, NpaBuiam Haanexalleld NpakTUKM dapmakoHagsopa, a
TaKKe YTBEepPXAEHHbIM YMNO/NHOMOYEHHbIMU deaepanbHbiMM  OpraHamu MUCNONHUTENbHOW BAacTU
npasuiam Hagnexallen anTedyHoW NPaKTUKKM, NpaBMAaM XpPaHEHMA NeKapCTBEHHbIX CPe/CTB;

(n. 8 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8.1) opraHusauma un (uan) nposefeHNe MHCNEKTUPOBAHNA CyObEKTOB 06paLLEHMA TEKAPCTBEHHDbIX
CpeAcTB Ha COOTBETCTBME TpeboBaHMAM MpPaBUA Haa/exallell NPoM3BOACTBEHHOW MPaAKTMKKU, Bblaaya
3aK/IOYEHUIA O COOTBETCTBMM MNPOU3BOAMTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBuA
Haga/eKallel NPoOn3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

8.2) ycTaHOBNEHME MOPAAKA BeAeHWA W BeAeHWe roCyAapCTBEHHOrO pPeecTpa 3aKalueHul o
COOTBETCTBUM  MPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBuA  Hagaexalen
NPoW3BOACTBEHHOW NPAKTUKM;

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

9) rocypapcCTBEHHas perncTpaums npeaenbHbIX OTMYCKHbIX LEH npou3BoauTenen Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEOOXOAMMBIX U BarKHEULWUX
NIeKApPCTBEHHbIX MpenapaToB, M BeAeHWEe FOCYAApPCTBEHHOIO peectpa npenesbHbIX OTMYCKHbIX LeH
npoussoauTenein Ha eKapcTBEHHbIE NPenapaThbl, BKAOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMbBIX U
BaYKHEMLLMX JIEKaPCTBEHHbIX NPenapaTtos;

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

9.1) cornacoBaHue NPOEKTOB PELIEHUIN OPraHOB UCNONHUTENIbHOW BNACTU CybbeKTOB Poccuinckoi
denepauyn 06 yCTaHOBAEHUM U (MIM) U3MEHEHWUM MpPEeAesibHbIX PasMepoB OMTOBbIX HAAOABOK M
npeaenbHbIX Pa3sMepPoB PO3HUYHbIX HAA0ABOK K (GaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM
NPOW3BOAUTENAMM JNIEKAPCTBEHHbIX MPEenapaToB, Ha JIEKAapCTBEHHble MpenapaTbl, BK/AOYEHHble B
nepeyeHb *KM3HEHHO HEOBXOAMMBIX M BarKHEMNLUNX 1EKAPCTBEHHbIX NPENapaToB;

(n. 9.1 BBegeH deaepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) Bblgaya, yCTaHOB/EHWE NOPAAKA Bbl4auyM pPaspeleHns Ha BBO3 KOHKPETHOW napTuu
NeKapcTBeHHOTrO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. ®epepansbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) BbiAaya, ycTaHOBAEHME NOPSAAKA BblAaun 1 GOpMbl AOKYMEHTa, KOTOPbIN NOATBEP}KAAET, UYTO
NPOM3BOACTBO /JIEKAPCTBEHHOrO Mpenapata ANA MeAMUMHCKOrO MNPUMMEHEHUA OCYLLEeCTB/IEHO B
COOTBETCTBUM C TpebOBaHUAMM MpPaBWUA HagNeXKalleh MPOM3BOACTBEHHOM MPAKTUKU WAU  YTO
JIeKapCTBEHHbIM NpenapaT 415 BeTEPUHAPHOro NPMMeEHeHMA gonyleH K obpaweHuto B Poccuiickomn
depepaunn, n noaNeXRUT NPeACcTaBAEHNIO NO TPeboBaHMIO YNOIHOMOYEHHOIo OpraHa CTpaHbl, B KOTOPYHO
BBO3WUTCA JIEKAPCTBEHHbIM Npenapar;

(n. 10.1 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa oT
02.08.2019 N 297-93)

10.2) Bblaaya, ycTaHOB/EHUE NOPAZKa Bbligaun U Gopmbl AOKYMEHTa, COAEpIKalllero CBefleHMa o
CTaAmMAX TEXHO/MIOMMYeCcKoro npouecca NpPou3BOACTBA NE€KAPCTBEHHOro cpeacTBa AAa MeAWMUMHCKOro
NPMMEHEHMS, OCYLLECTBAAEMbIX HAa TEPPUTOPMKN EBPA3NNCKOro 3IKOHOMKNYECKOTO COHO33;

(n. 10.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. denepanbHOro 3akoHa ot
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13.07.2015 N 241-93)
11) co3paHmne cOBETOB MO BONPOCaM, CBA3aHHbIM C 0bpaLLeHMeM SieKapCTBEHHbIX CPeCTB;
12) atTectauma n ceptuduKauma cneumanmnctos;
13) ytpatun cuny c 1 ceHTabps 2013 roga. - PeaepanbHbiii 3aKoH ot 02.07.2013 N 185-93;

14) ocyuwectBneHne papmakoHaa30pa;
(n. 14 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B MeKAyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne nNo 3anpocam ynoaHOMoYeHHOro ¢eaepanbHOro opraHa UCNOAHUTENbLHOW BAACTU
OT OPraHoB MWCMOJIHUTENbHOW Bnactu cybbekToB Poccuitckon Pegepauum, a Takke oT cybbekTos
obpalleHMa NeKapCTBEHHbIX CPeAcTB A1A MeAMUMHCKOro NpuUMeHeHua uHpopmauum no Bomnpocam
YCTAHOB/IEHUA M NPUMEHEHUA LEH Ha IeKapPCTBEHHbIE NpenapaTbl U HaAbaBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHMe 3aKoHoaaTenbcTBa Poccuiickomn
depepauny;

KoHcynbTaHTlAtOC: NpuMeyaHue.
C 01.09.2024 n. 18 ct. 5 n3naraetca B HoBon peaakuum (®3 ot 30.01.2024 N 1-d3). Cm. 6yayulyto
peaakumio.

18) yTBep:KAeHWE npaBua Hag/aexalwe nabopaTOpHOWM MNPaKTUKWM, NpaBUA  Hagjexallen
KNAMHMYECKON MPaKTUKKU, NPaBUA Hag/lerkalleld Npou3BOACTBEHHON MPAKTUKM, NPaBUA HagJjerKallen
NPaKTUKN XpaHEHWUA N NePeBO3KM IEKAaPCTBEHHbIX NPenapaTos A8 MeANLUHCKOrO NPUMEHEHMUA, NPaBUA
XPaHEHUA NeKAPCTBEHHbIX CPeACTB A/1A BETEPUMHAPHOrO MNPUMEHEHUA, MPaBu  HaANeXallewn
ONCTPUOBLIOTOPCKOM MPAKTUKM, NpPaBWA Hag/lexalel anTedyHOM NPaKTUKKU, MPaBUA  HagNerkallen
NPaKTUKN GpapmaKoHaA30pa SIEKAaPCTBEHHbIX NPENapaToB A1 MeAULNHCKOro NPUMEHEHUS;

(n. 18 BBepeH depepanbHbiM 3aKoHOM oOT 22.12.2014 N 429-93; B pesn. dPenepanbHOro 3akoHa ot
28.04.2023 N 171-93)

19) yctaHoBneHWe nopsaaka GOPMUPOBAHMA PETrUCTPALMOHHOIO AOCbE HA JIEKAPCTBEHHDIN
npenapar 4/18 BeTepMHapHOro NpUMeHeHMA 1 TpeboBaHNI K JOKYMEHTaM B ero COCTaBe;
(n. 19 BBepgeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PesepanbHOro 3akoHa oOT
30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - deaepanbHbili 3aKkoH oT 30.01.2024 N 1-03;
22) ytpatun cuny ¢ 1 mapTa 2020 roaa. - degepanbHblii 3aKoH oT 27.12.2019 N 475-03;

23) yTBEpKAEHWE TPEOOBAHUIN K MHCTPYKLUUM NO BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTos;
(n. 23 BBepeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. dPenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

24) NpUHATAE PeLlleHUi, ABNAIOLLMXCA OCHOBAHUAMMU ONA BKAOYEHUA AOMEHHbIX UMeH 1 (1aun)
yKasaTenem cTpaHuL, canToB B MHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CeTeBbIX AAPECOB B eAUHYI0 aBTOMATU3MPOBAHHYID MHPOPMALMOHHY0 cuctemy "EAWHBIA peecTp
AOMEHHbIX MMEH, YyKasaTenel CTpaHuL, CaluToB B MHGOPMALMOHHO-TEEKOMMYHWKALUMOHHONW CeTu
"MHTepHeT" U ceTeBblX aApPeECcoB, MNO3BONANWMX UAEHTUPUUMpPOBATL CalTbl B MHPOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTn "UHTepHeT", coaepkawme MHGopmaumio, pacnpocTpaHeHNe KOTOpon B
Poccuitickolt depepaumm 3anpeleHo”, B OTHOWEHMM WMHbOPMAUMKM, coAepXKallen npennoXKeHue o
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PO3HWYHOIN TOProB/iEe JIEKAPCTBEHHbIMW Mpenapatamu, B TOM 4YucCae AUCTAaHUMOHHbIM cnocobom,
PO3HWYHAA TOProBAs KOTOPbIMM OrpaHMYeHa WAW 3anpeleHa B COOTBETCTBMM C  HACTOALLMM
denepanbHbiM 3aKOHOM, U (MK) MHOOPMALMK, CoAEpPHKalllel NpeanoXKeHne O PO3HMYHOKN Toprosne
JIeKapCTBEHHbIMM MpenapaTamun, B TOM 4YuUC/e AUCTAHUMOHHbBIM CNOCOOOM, ANLAMMU, HE MMEKLMMMU
NINUEH3NN U paspelleHns Ha OCYLLeCTBAIEHWE TAaKOW AeATeNbHOCTWU, eCAM MOAYYEHUE JINLEH3UU U
pa3spelleHunsa npesycMOTPEHO 3aKOHOAaTeIbCTBOM 06 06paLLeHMM NEKAPCTBEHHbIX CPEACTB;

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

25) Bblgaya paspeLleHuii Ha BBOA, B FpaXKAaHCKUI 060pOT UMMYHOBMONOIMUYECKUX 1EKAPCTBEHHbIX
npenaparos.
(n. 25 BBegeH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynnpoBaHuMe BOMNPOCOB, CBA3aHHbIX C B3aMMO3aMEHAEMOCTbIO JIEKAaPCTBEHHbIX NPenapaTos
ONA MeANLMHCKOro NpMMeHeHUA.
(n. 26 BBegeH deaepanbHbiM 3akoHoM oT 19.10.2023 N 503-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Ct. 5.1 pacnpocTpaHAeTca Ha NMONHOMOYMA, KOTOpble He nepefaHbl AA OCYLEeCTBAEHUA OpraHam
rocyapCcTBEHHOMN BacTU Cy6beKkToB PO 1 opraHam MecTHOro camoynpaB/ieHUs COOTBETCTBYOLLUMU
denepanbHbiMm 3akoHamum (P3 o1 13.07.2015 N 233-03).

CraTtba 5.1. Mepeaaua ocywecTsneHUs NoJHOMOUMA deadepanbHbIX OPraHoOB UCMONAHUTENbHOM
BNaCTU nNpu 06palLeHUM NeKapCTBEHHbIX CPeaCcTB OpraHam MCMNOJIHUTE/NIbHOW BAacTU Cyb6beKToB
Poccuiickoin degepaumnmn

(eBepeHa degepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MonHomouuns dpesepanbHbIX OPraHOB UCMONHUTENbHOW BAACTU NPWU 0BPaLLEHUU NEKAPCTBEHHbIX
CpeacTs, NpeaycMOTPeHHble HacToAwMm degepanbHbIM  3aKOHOM, MOFYT nNepegaBaTbCad  ANSA
OCYLLECTB/IEHMA  OpraHam  WUCNOJIHUTENbHOW  BnactM  cybbektoB  Poccuitickoit  Pepepauuu
noctaHoBneHuamu MpasuTenbcTBa Poccuiickol Pepepaunn B nopagke, yctaHoBNeHHOM PeaepanbHbim
3aKOHOM OT 6 OKTAbBpA 1999 roga N 184-®3 "O6 06WMX NPUHUMNAX OpPraHM3auMM 3aKOHOLATENbHbIX
(NpeacTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAapPCTBEHHOM BAacTu cybbekToB Poccuiickoit
depepaunn’.

CtaTbA 6. MoNHOMOUYMA OPraHOB UCNONHUTE/NIbHOM BAacTu cybbekTa Poccuiickoii degepauum npm
06paLLeHUN NeKapCTBEHHbBIX CPeacTB

K nonHomoumsam oOpraHoB WCMOAHUTENbHOM BnacTM cybbekta Poccuitickon Peaepauumn npu
06paLLeHMM TIeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusaumsa pPerMoHanbHbIX Mporpamm obecnevyeHWa  HaceneHus
NeKapcTBEHHbIMM NpenapaTamu;

2) YCTaHOB/NEHME NpeaesibHbIX pa3mepoB ONTOBbIX Ha,£|,6aBOK M npeaenbHbIX paamepoB PO3HUYHbIX
HaA6aBOK K d)aKTM‘-IeCKMM OTNYCKHbIM U€eHaM, YCTAaHOBJIEHHbIM NPOU3BOAUTENAMU NEKAPCTBEHHDbIX
npenapatoB, Ha NEKAPCTBEHHbIE MpPenapaTbl, BK/AKOYEHHbIE B NepeyvyeHb XMU3HEHHO HEO6XO,£I,I/IMbIX n
BaYKHEMLLMX NEeKapCTBEHHbIX NPENnapaTos,;

3) ocyuwecTBneHMe pernoHasbHOro rocyAapCTBEHHOrO KOHTPOAA 3a NPUMEHeHWeM LeH Ha
NIeKapCTBeHHblE MpenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HEeOBXOAMMbBIX W BaXKHEWLIUX
JIeKapCTBEHHbIX MNpenapaToB, OpraHU3aLMAMM OMTOBON TOPrOB/AW JIEKAPCTBEHHbIMU CpeAcTBamM,
anTeyHbIMU OPraHU3aLMAMU, UHAMBUAYANbHBIMA MPEANnPUHUMATENAMMN, UMEIOLLMMM NULEH3UIO Ha
dbapmaLLeBTUYECKYIO AeATENbHOCTb, MEAULMHCKUMW OpraHm3aumammn, MMEWUMN NULEH3UI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMM noapasaeneHuammn (ambynatopusamm,
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denbalepckumm 1 penbaliepcKko-akyLIEPCKUMMU  MYHKTaMK, LUeHTpaMn (oTaeneHusmu) obluen
BpayebHoOl (cemelHO) NPaKTUKKU), PACNOIOKEHHBIMU B CEJbCKMX HACe/IeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3auuuy;

(B peq. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 27.12.2019 N 475-03)

4) npuHATME pelleHna 06 MCNONb30BaHUWM Ha TeppuTopuKM cybbekTa Poccuiickoli depepaumm
Hapsady C peuenTamyM Ha JieKapCTBeHHble npenapaTbl, 0GOpMIEHHbIMM Ha OymarKHOM HocuTene,
pEeLLenToB Ha JIeKapCTBEHHbIe npenapaTbl, CGOPMMUPOBaAHHbIX B GOPME 3/1EKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®epepanbHbiM 3aKoHOM oT 29.07.2017 N 242-03)

Fnasa 3. TOCYAAPCTBEHHAA ®APMAKOMESA
CraTtba 7. Pa3paboTka u uspgaHue rocyaapcrseHHoi papmakoneun, pasmellieHre SaHHbIX O Hel

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHMMaEeTCA cBoA ob6Wmx dapmaKonenHblX cTaTer u
dapmaKonenHbIx cTaTen.

2. PaspaboTtka ob6bwmx dapmakonenHbix craten U dapmaKonelhHblXx cTaTei, B TOM u4ucne
dapmakonenHbix cTaTen Ha QapmaKonenHble CcTaHAApTHbie o06pasubl, W BK/IOYEHWE WX B
rocyfapcTBeHHy0 GapMaKoner OCyLecTBAAIOTCA B MOPAAKEe, YCTAaHOBAEHHOM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNIACTHU.

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

3. Pa3spaboTka papmaKonenHoli cTaTb Ha pedepeHTHbIN NeKAPCTBEHHbIM NpenapaTt 1 BKAYEHNE
ee B rocyJapcTBeHHylo dapmakonelo B TedeHuWe CPoKa AeWCTBUA 3alUUTbl UCKAOUYMTENbHOrO Mpasa,
YA0CTOBEPEHHOIO MaTeHTOM Ha pedepeHTHbIM NeKapcTBEeHHbIM Npenapar, OCyLLeCTBAAKTCA C coriacua
ero paspaboTumka.

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

4, TocypapcTBeHHaa <¢dapmakonea W34aeTca YNOJAHOMOYEHHbIM denepanbHbiM  OpPraHoOm
NCMNONHUTENBHOW BNACTU 3a CYET cpeacTs deaepanbHoro 6104sKeta u NoANeKUT NepensgaHnam He pexxe
yem OAMH pa3 B MNATb /IET, B NEpMUOS MeXAY KOTOPbIMU U3AAIOTCA NPUNOKEHUA K rocyaapCTBEHHOM
dapmakonee, cogepskawme obwue dapmakoneiHble cTaTtbM U (MAKM) dapmaKoneiHble CcTaTby,
YyTBEPKAEHHbIE NOC/e U3LaHUA UM NepensaaHus rocygapcTBeHHol papmaKkonen.

5. YnonHomoueHHbIt denepanbHblii OpraH WCNOJHUTENbHOW BAACTUM pPasMellaeT AaHHble O
rocygapcTBeHHoM dapmMmaKonee 1 NPUNOKEHUAX K HEN Ha cBoem oduLManbHOM caiTe B ceTn "UHTepHeT"
B YCTAaHOB/IEHHOM MM MOpsAKe.

Fnasa 4. TIMLUEH3UPOBAHUE NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB
n CDAPMALI,EBTVI'-IECKOﬁ DEATEZIbHOCTWH, I'OCY,D,APCTBEHHbIﬁ KOHTPOJ1b
(HAA30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(8 pea. PenepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U dapmaueBTUYECcKOon
BeATeNbHOCTU

1. /lInyeH3snpoBaHUe NPoM3BOACTBA NEKAPCTBEHHbIX CPEACTB U d)apMaLI,EBTMHECKOVI AeATeNbHOCTU
OCyLlecTBnAETCA B COOTBETCTBUM C 3aKOHOOATE/NTIBCTBOM Poccuitckoi Cbe,u,epau,mm.

2. ObA3aTenbHbIM YCNOBMEM NPEAOCTaBAEHMS JIMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNSAETCA MPUIOKEHME K 3asiBIEHUIO COMCKATENA NNLEH3UN NEePeYHs SIeKapcTBEHHbIX Gopm u
(unn) BupoB dapmaLeBTUUECKMX CybCTaHLMI, KOTOpble NPOW3BOAMTENb JIEKAPCTBEHHbIX CPEACTB
HaMepeH NPou3BOANTD.
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3. B cnyyae He06X0AMMOCTM pacliMpPeHma NPoOM3BOACTBA IEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NleKapcTBEHHbIX GOPM U BUAOB PpapmMaLLeBTUYECKUX CYOCTaHLMIN NPOM3BOANTE b NEKAPCTBEHHbIX CPeaCTB
OO0/IKEH MoAaTh B JIMLLEH3UPYIOWMNIA OpraH 3asB/eHMe O BHECEHUM U3MEHEHWI B PEecTp NULLEH3UIM Ha
NpPon3BOACTBO IEKAPCTBEHHbIX CPEACTB.

(B peq,. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-93, o1 11.06.2021 N 170-93)

4. InueHsns Ha NPoOM3BOACTBO /IeKapPCTBEHHbIX cpeacTs (dpapmaueBTUyeckol cybcTaHuumu cnupTa
3TUNOBOro (3TaHoNa) BbIZAETCA MPWU YCIO0BUMMU HaAMUYMA Yy OpraHMsauMm Ha npase COBCTBEHHOCTY,
X03AACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNPaBAEHUA OCHOBHOMO TEXHO/IOFMYECKOro ob6opyaoBaHUA
ONAa NpoOuM3BOACTBA 3STU/IOBOrO CMMPTA, 3apermcTpMpoBaHHOIO B COOTBETCTBMM CcO cTatben 14.1
depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM PeryanpoBaHum
npousBoAcTBa M 060pOTa STUOBOFO CNMPTA, aJKOTO/NbHOW U CNMPTOCOAEpPMKALLENA MPOAYKUMN U 06
orpaHu4YeHumn noTpebneHus (pacnuTns) ankoronbHOM NpoayKumm".

(yacTb 4 BBEeAeHa PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

CratbA 8.1. OcCO6eHHOCTM NUUEH3UPOBAHMA MNPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
(bapmaueBTuuecKoii cybcraHumum cnupTa aTMNoBoro (aTaHona)
(eBepeHa degepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

1. [eiictBMe ANMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (dapmaleBTUYeCcKom
cybCcTaHUMM cnupTa 3TMAOBOro (3TaHoNa) MPUOCTAHaB/AMBAEeTCA B 4YacTM MpaBa Ha MNPOU3BOACTBO
dbapmaueBTUYeCcKon cybCcTaHUMM CnupTa 3TUAOBOrO (3TaHO/MA) JIMLEH3MPYIOWMM OPraHoM B C/yYasXx,
onpeaeneHHbix ctatbel 20 PepepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueH3nMpoBaHun
OTAENbHbIX BUAOB AEATe/bHOCTM", a TaKXKe Ha CPOK NPWUOCTAHOB/IEHUS AEWCTBUA NIMLEH3UU Ha
Npou3BOACTBO 3TUI0BOIO CNMpPTa A1 NPOU3BOACTBa PpapMaL,eBTUYECKOM CybCTaHL MM CMpTa 3TUI0BOTO
(sTaHONa), BblAAHHON B cOOTBETCTBUM ¢ PeaepanbHbIM 3aKOHOM OT 22 HoABpa 1995 roga N 171-d3 "O
rocyapCTBEHHOM pPEryJMpoBaHUM NpPoM3BOACTBA M 06opoTa 3TU/IOBOrO CNWUPTA, aJKOrOJIbHOW U
cnupTocoaep Kaleit NpoayKuumn 1 06 orpaHuYeHMm noTpebaeHns (pacnmuTuna) ankorobHoM NpoayKumn'.

2. [leicTBME /NUEH3MM HA NPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaLeBTUYecKom
cybcTaHUMM cnupTa 3TUAOBOrO (3TaHoNa) B YacTM npaBa Ha MPOM3BOACTBO dapmMaueBTUYECKOM
cybCcTaHUMM cnupTa 3TMAOBOro (3TaHO/MA) NpeKpallaeTca JIMUEH3MPYIOWMM OpPraHom B C/yYasXx,
onpeaeneHHbix cTaTbent 20 dGeagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O nnueH3snpoBaHMMU
OTAENbHbIX BMAOB AeATeNbHOCTM", a TaKKe € AaTbl MPEKPaleHWa WMAU aHHY/JIMPOBAHUA AEUCTBUSA
JIMLLEH3UM Ha NPOWM3BOACTBO 3TMIOBOrO ChMpTa A8 NPou3BoACTBa apmaleBTUUECKON cybCcTaHumUm
CNMpTa 3TUI0BOTO (3TaHONA), BblAAHHOM B COOTBETCTBUM ¢ PegepanbHbIM 3aKOHOM OT 22 Hoabpsa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryanmpoBaHMM NpoM3BOACTBAa M 0BOPOTA 3TWMIOBOTO CNMPTAa,
a/IKOTONbHOM U CNMPTOCOAEpP)KALLed NpoayKUuMM M 06 orpaHudeHun noTtpebneHua (pacnutus)
a/IkorosibHOM npoaykumn'.

KoHcynbTaHTlAOC: NpumeyaHue.

Ct. 8.2 Ha Tepputopuax [doHeukoi HapogHon Pecnybauku, JlyraHckoi HapogHon Pecny6iuku,
3anoporkckon obnactu, XepcoHckon obnactn npumensietca ¢ 01.09.2024 (d3 ot 04.08.2023 N 428-
®3).

Ctratba 8.2. OcobeHHOCTM AuueH3upPoBaHUA ¢dapmaueBTUUECKOW [eATeNbHOCTU B 4YacTu
OCyLLEeCTB/IEHWUA ONTOBOW TOProB/IM JIEKAPCTBEHHbIMU CPeACTBaMU
(sBegeHa depgepanbHbim 3akoHOM oT 04.08.2023 N 428-03)

1. [elicTBUE NMLLEH3UN HA PapMaLeBTUYECKYIO AEATEeNbHOCTb B YaCTU OCYLLECTBAEHUA OMNTOBOM
TOProB/AM  JIEKApPCTBEHHbIMM  CpeAcTBaMW  ANA  MeAMUMHCKOTO  MPUMEHEeHMA  npekpawaeTca
JINLEH3NPYIOLLMM OPraHOM B Cay4yasx, onpegeneHHblx ctaTtben 20 PegepanbHOro 3akoHa oT 4 mana 2011
roga N 99-®3 "O nuMUEeH3UMpOoBaHMWU OTAENbHbIX BUAOB AEATE/IbHOCTU', a TaKXKe No peLleHuo
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JNINLEH3NPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBMU C HacTosALLElM YacTblo. B cnyyae BbiaBAeHMA npu
ocyllecTBNeHun deaepanbHOro rocyaapcTBEHHOro KoHTpona (Hagsopa) B cdepe obpalieHus
NIEKAPCTBEHHbIX CPEACTB HAPYLUEHUA OpraHu3auMelt onToBON TOProB/an IEKAPCTBEHHbIMU CpeacTBaMMU
TpeboBaHu 4yacten 1 - 3 cratbM 53 Hactoawero PegepasnbHOro 3akoHa AeNCTBME NNLEH3UW Ha
dapmaueBTUUECKYIO AeATeNbHOCTb B 4YacTW OCYLLECTB/AEHMA OMNTOBOWM TOPrOB/M JIEKAPCTBEHHbIMM
cpeAcTBamu Aas MeANLMHCKOro NpUMeEHeHUA NPUOCTaHaB/IMBAETCA B TeYeHne AecaTn paboumnx aHemn co
[OHA BblAB/IEHMA YKa3aHHOro HapyleHus. [lencTene AnueH3nmn Ha papmaueBTUUYECKYO AeATeIbHOCTb B
4YacTM OCYLLEeCTBNEHMA ONTOBOM TOPrOB/AW JIEKAPCTBEHHbIMW CpeacTBaMW AN  MeAMUMHCKOro
NPUMEHEHNA NPUOCTaHaB/IMBAETCA Ha CPOK, KOTOPbIN onpeaenaeTcs ULEH3UPYIOLLMM OpraHom (Ho He
MeHee 4YemM Ha OAMH Mecsll), MO WUCTeYEeHMM KOTOPOro AelcTBMe AAHHOW NULEH3UM NOANENKUT
NpeKpaLLeHNto Ha OCHOBAHNM PeLLEHNN INLEH3UPYIOLLLErO OpPraHa, 3a UCK/IOYEHNEM C/lyYasi, YKazaHHOro
B YacTM 2 HacTosLLEeN CTaTby.

2. [leiAicTBME NULEH3MM HA PapMaLEBTUYECKYIO AEATE/NbHOCTb B YAaCTU OCYLLECTBAEHUSA OMNTOBOWM
TOProB/IM  NEKAPCTBEHHbIMM CPEACTBAMM  ANA MEOMUMHCKOTO MNPUMEHEHMA, AeNCTBME KOTOpOoW
NPWUOCTAaHOB/IEHO B COOTBETCTBUM C YacTbio 1 HACTOALWLEN CTATbW, NOANEXKUT BO30OHOBNEHUIO B C/yYae,
€c/in B Nepuog NpMoCcTaHOBNEHUA AEACTBMA AAaHHOW NIMLEH3UM B pamMKax AocyaebHoro obrkanoBaHus
pelleHne KOHTPObHOro (HaA30PHOr0) opraHa B YacTu BbISIBIEHHOIO HapylweHus TpeboBaHM YacTel 1 -
3 ctatbM 53 HacToAwero PeaepasibHOro 3aKOHa OTMEHEHO. B yKasaHHOM cnyyae aencTBue NLEH3UN Ha
bapmMaLLeBTMUECKYIO AEATENbHOCTb B 4acCTM OCYLLECTBNEHWA ONTOBOM TOPrOB/AM JIEKAPCTBEHHbLIMM
cpencTBamm ana MmeguLMHCKOro NnpMmeHeHnsa BO306HOBAAETCA He NO34HEe 04HOro paboyero AHA Co AHA
OTMEHbI peLleHnA KOHTPOJIbHOTo (HaA30pHOro) opraHa.

Cratba 9. locyAapcTBEHHDIN KOHTPOb (Hag3op) B cdhepe obpalleHUs NeKapCcTBEHHbIX CPeacTs
(8 pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-d3)

1. TocypapcTBeHHbIi KOHTpPOAb (Hag3op) B cdepe 06palleHMA NIEeKapCTBEHHbIX CPeacTs
OCYLLEeCTBNSIETCA NoCpencTBOM ¢efepasbHOro rocysapCTBEHHOro KOHTpons (Hazsopa) B cohepe
obpalleHMa NeKapcTBEHHbIX CPeacTB U denepanbHOro rocyaapcTBEHHOIO JIMLEH3MOHHOMO KOHTPOAA
AeATeNbHOCTM MO NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX PpeaepasibHbIMM OpraHamm
NCMNONHUTENBHOW BNACTU, YNOJIHOMOYEHHbIMM MpaBuTenbcTBom Poccuiickon Peaepaumn.

2. MNpegmetom deaepanbHOro rocyAapCcTBEHHOTO KOHTPoAA (Haa3opa) B chepe obpalueHun
NeKapCcTBEHHbIX CPeaCcTB ABAAIOTCA:

1) cobatogeHne ob6asaTenbHbIX TpeboBaHUI B chepe 0bpalleHNA NeKapCTBEHHbIX CPeacTs, B TOM
yucne:

a) TpeboBaHMI K OOKAMHUYECKMM WCCNEO0BaHUAM NEKapPCTBEHHbIX CPEACTB, KAMHUYECKUM
NCCNef0BaHWUAM JIEKAPCTBEHHbIX MPENapaToB, W3roTOBNEHWIO, XPaHEHWIo, NepeBO3Ke, BBO3y B
Poccuiickylo depepaumio, OTNYCKY, peanusauun, nepegade, MNpoaaxke /NeKapCTBEHHbIX CPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX MPENapaToB, YHWUUTOMKEHUIO /IEKAPCTBEHHbIX CPEACTB, YCTaHOB/EHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPENapaToB LUEH Ha NeKapCTBEHHble Mpenapatbl, BKAIOYEHHbIE B
nepeyeHb KM3HEHHO HEOBXOAMMbIX M BarKHENLIWX IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, Haxo4AalMxca B obpauieHun,
MoKasaTensim Kayectsa, 3¢pPpeKTMBHOCTM 1 6e30MacHOCTM, YCTaHOBAEHHbIM B COOTBETCTBMM C HACTOALLUM
denepanbHbIM 3aKOHOM;

B) TpeboBaHWin K cobnoaeHNIO CybbeKkTammM obpalleHNs NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
yactn 1 ctatbm 67.1 HacToAwero PeaepanbHOro 3aKOHa, OrpaHUYeHUI, Haanaraemblx cTaTbaMmmn 67.1 n 67.2
HacToAwero ®eaepanbHOro 3aKOHa;

2) cobnwogeHne NULEH3MOHHbLIX TpeboBaHWM K  OCYLeCTBAeHWUO  dapmaueBTUYECKO
AeAtenbHoOCTH;
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3) cobnopeHme TpeboBaHUI K NpegocTaBAEHNIO CybbeKTamm 06paLleHNs TeKapCTBEHHbIX CPeacTB
MHPOPMaLMN O NeKapPCTBEHHbIX CPeacTBax M (MAM) NeKapCTBEeHHbIX NpenapaTax, npeaycMoTPeHHoM
ctatbamn 9.1, 52.1, 52.2 n 64 Hactoawero PeaepanbHOro 3aKoHa;

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

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaeT cuny (P3 ot 20.10.2022 N 405-D3).

4) cobntogeHne npeaycMoTpPeHHbIX cTaTtbel 55.1 HacTosawero ®eaepanbHOro 3akoHa TpeboBaHui
K MPOBEeAEHUI0 IKCNEePUMEHTA MO OCYLLLECTBNEHNIO PO3HUYHOM TOProB/IM IEKAPCTBEHHbIMM NpenapaTamm
AN MEeAMUMHCKOTO MPUMEHEHUs, OTMYCKaeMbiMM MO pPeuLenTy Ha JeKapCTBEHHbIM npenapart,
AUCTaHLUMOHHbIM cnocobom.
(n. 4 BBegeH ®epepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

2.1. B uenax obecneyeHua rocyAapcTBEHHOro KOHTpoAns (Hag3opa) B cdepe obpalueHus
NIEKAPCTBEHHbIX cpeacts  ¢denepasibHblA  OpraH  UCMOJIHUTENIbHOM  BAACTM,  OCYLLECTBASIOLNIMA
rocy4apCTBEHHYIO PEerMcTpaumio SIeKapCTBEHHbIX MpenapaTos, npeaocTasnseT gpensepanbHOMY OpraHy
WCMOJIHUTE/IbHOW BANacTu, ocywecTeasowemy JGyHKUMM MO  KOHTPOAKO W Haasopy B cohepe
3/ paBOOXPAHEHMA, MO ero 3anpocy B paMKax MeKBeA0MCTBEHHOIO MHPOPMaLNOHHOIO B3aMMOLENCTBUSA
B MOpPsAKe, YCTAaHOBJEHHOM YKasaHHbIMW deaepanbHbIMM OpraHaMyM  WUCMOJHUTENbHON BAACTH,
cnegyowme cBefeHUa O JIeKapCTBEHHbIX CPeAcTBax, B TOM YuUC/le B C/ydae, ec/in Takue cBedeHus
COCTaB/IAOT KOMMEPYECKYIO TalHy:

1) cBeaeHUA 0 papmMaLeBTUYECKON CybCTaHUNM:

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe ¥ aJpec NPOU3BOAUTENS;

B) CBOMCTBA U CTPYKTYypa AENCTBYIOLLNX BELLECTB;

r) XapakTepucTuKa npumecei;

A) cneumounKkauma Ha GapmaneBTMYECKyto cybcTaHLMIo M ee 060CHOBaHMUE;

e) aHanuTUYeckMe MeTOAMKWU, WCMONb3yemble MPU  OCYLECTBAEHUM KOHTPOAA KauyecTsa
dapmaLLeBTMYECKON cybCcTaHLMu;

) pe3ynbTaTbl aHaN30B cepuit papmaL,eBTUYECKOMN cybcTaHuuu;

3) nepeyeHb CTaHAAPTHbIX 06PA3LLOB MK BELLECTB, MCNO/b3YyEeMbIX NMPY OCYLLECTBIEHUM KOHTPOIA
KauecTBa papmaLeBTMYECKOl cybcTaHumy;

1) onMcaHue XapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMaNoB N YKYNOPOUHbIX CPeACTs;
K) AaHHble 0 CTabuabHOCTU hapMaL,EeBTUYECKOM CybCcTaHLMK;

N) CPOK roHOCTY;

2) cBeAeHWA 0 NEeKAaPCTBEHHOM Mpenapare 413 MeAULMHCKOTO MPUMEHEHUS:

a) onucaHue 1 CoCTaB NEKAPCTBEHHOTO NpenapaTta gaa MeAULMHCKOro NPUMEHEHWS;

6) onucaHuMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BblIbOpa cOCTaBa, MNEPBUYHON
YyNaKoBKu);
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B) HaMMeHOBaHMe N aZlpec MecTa OCyLLEeCTBAeHMA NPOU3BOACTBA JIeKAapPCTBEHHOro NpenapaTta Ans
MEANLIMHCKOTO MPUMEHeHMA (B c/lyyae HaAMuMsa HEeCKOIbKMX YYaCTHMKOB MpoLecca MNpou3BoOACTBa
HeobXoaAMMO yKasaTb HAMMEHOBaHUE N aApec KaXaoro U3 HUX);

r) MUKpOBMONOrMyeckne XxapakTepuUcTnKu;
[) onrcaHne XapaKTePUCTUK U CBOMCTB YNAaKOBOYHbIX MaTepPUaioB 1 YKYMOPOUYHbIX CPEACTB;
e) TpeboBaHMA K KAYeCcTBY BCMOMOraTe/IbHbIX BELLECTB;

)K) dHaNNTUYECKNE METOAUKKN, UCnoJsibsyemble Npn OCyWeCTB/IEHUN KOHTPO/IA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

3) cBeseHMs 06 UCNONb30BaHMM BCMOMOraTe/IbHbIX BELLECTB Y€/I0BEYECKOr0 M XUBOTHOIO
NPOUCXOXKAEHUS;

VI) ceeaeHunA 06 MCNONb30BaHMM HOBbIX BCMOMOTATEIbHbIX BeLLEeCTs,;

K) TpeboBaHMA K KayecTBy /EKApCTBEHHOro npenapata A48 MEeAMUMHCKOTO NPUMEHEHMUA
(cepTnduKaT, cneundmKauma Ha NeKapCTBEHHLIM NpenapaT U ux o6ocHoBaHKUe);

N)  aHa/NMTMYECKME METOAMKM, WCMOJIb3yeMble NPU  OCYLWECTBJEHUN KOHTPOJIA KayecTBa
JIEKapPCTBEHHOrO npenapara a8 MeauuUMHCKOro NPUMEHEHMUS;

M) pe3ynbTaTbl aHa/IN30B CEPU NEKAPCTBEHHOrO Npenaparta 418 MeANUMHCKOTO NPUMeHeHUs;
H) XapaKTepuCcTMKa npumecei;

O) nepevyeHb CTaHAAPTHbIX o6pa3u,03, MCNnosab3yemblX MpPU OCyWeCTB/IEHNUM KOHTPO/IA Ka4ecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHuna,

n) AaHHble 0 CTabMABHOCTM IEKAPCTBEHHOrO NpenapaTa AN MeAULMHCKOTo NPUMEHEHUS;
3) OoTYETbI O AOKANHUYECKUX UCCAEA0BaHUSAX;

4) oTYEeTbI O KIUHNYECKMX UCCNe0BAHUAX;

5) macTtep-daiin cuctembl papmakoHaa30pa;

6) NfaH ynpasaeHUA pUCKamu.
(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

3. Mpun ocywecTeieHnn deaepanbHOro rocyAapCTBEHHOrO KOHTpons (Haasopa) B cdepe
obpalleHna NeKapCTBEHHbIX CPeACTB MPOBOAATCA CAeAylolme BUAbl KOHTPOJIbHBLIX (HaZ30pHbIX)
MepOnNpUATUIA:

1) LOKYMEHTapHasA NPOBEPKa;

2) Bble3aHasA NPOBEPK];

3) BbIBOPOUHbIN KOHTPO/1b Ka4ecTBa;
4) KOHTPO/IbHaA 3aKYNKa;

5) MHCNEKUNOHHbIN BU3UT;

6) HabnogeHwe 3a cobnogeHnem ob6asaTeNbHbIX TpeboBaHUM (MOHUTOPUHT 6esonacHOCTw)
(dapmakoHaazop).
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4. OpraHusauma u ocyuiecTeaeHme peaepanbHOro rocyAapcTBEHHOIO KOHTPOAA (Haa3opa) B coepe
obpalleHMa nekapcTBEHHbIX cpeacTB peryanpytotca PeaepanbHbim 3akoHom oT 31 mnona 2020 roga N
248-®3 "O rocynapcTBEHHOM KOHTpoae (Haasope) M MYHUUMNANbHOM KOHTpose B Poccuinckoit
depepaunn'.

5. BHennaHoBbIi BbI6OPOYHbLIA KOHTPOJIb KayecTBa MNPOBOAMTCA B TOM YMCAe Ha OCHOBaHMMU
NpOrpamMmmbl MPOBEPOK.

6. NnaHoBbIN BbIBOPOUHbIA KOHTPO/Ib Ka4yecTBa He NpoBoAUTCS.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOCcATCA M3meHeHusa (®3 or 30.01.2024 N 1-d3). Cm. b6yayuiyto
peaakuumio.

7. Mo pe3ynbTaTtam BbIBOPOYHOIr0 KOHTPO/IA KayecTBa HapaA4y C peweHUsaMMU, NpeayCcMoTPEHHbIMK
depnepanbHbim 3aKoHOM oT 31 nionsa 2020 roga N 248-d3 "O rocyaapcTBeHHOM KOHTpoae (Haasope) u
MyHUUMNaNbHOM KOHTposne B Poccuiickon depepauunmn”, depepanoHbiMn OpraHamm UCHONHUTENBHOM
BNACTW, YMNOJHOMOYEHHbIMM Ha OCYLLECTB/eHME BbIBOPOYHOrO KOHTPO/IA KayecTBa, MPUHUMAOTCA
cnegyowme pelweHus:

1) o panbHelwem rpaxaaHckom obopoTe cepuu, NapTMM COOTBETCTBYIOWErO JEKAPCTBEHHOMO
CPeAcTBa B C/y4Yae NOATBEPKAEHMA MO pe3y/bTaTam NPOoBeAEHHbIX UCMbITaHN COOTBETCTBMA KayecTsa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TPebOBaHNAM;

2) 06 M3BATUN U3 rPakAaHCKOro obopoTa cepun, NapTUM COOTBETCTBYHOLLErO SeKapCTBEHHOro
CpeAcTBa B C/yyae BbIABJAEHMA MO pe3y/bTaTamM MpoBeAeHHbIX UCMbITaHWI HECOOTBETCTBUA KadecTsa
NleKapCcTBEHHOrO CPeACTBa YCTaHOB/IEHHbIM TpeboBaHNAM;

3) o nepeBoAe NEKAPCTBEHHOrO CpPeAcTBa Ha MOCEPUMHbLIA BbIBOPOYHbIA KOHTPOJIb KayecTsa
NIEKapCTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIABJIEHWS HECOOTBETCTBUA KayecTBa JIEKAPCTBEHHOro
CpeAcTBa YCTaHOB/EHHbIM TpeboBaHMAM U (NpU HeobxoaMmocCTU) O NpoBepKe cybbeKkTa obpalleHus
JIeKapCTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHble C NPOBEAEHUEM NMOCEPUAHOTO BbIBOPOYHOIO KOHTPOJIS,
ON/auMBaloTCA NPOU3BOAMTENEM JIEKAPCTBEHHOrO cpeactBa /AMbo AepKaTeNieM WAM BNaAe/bLeM
perncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOrO NpenaparTa.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 4. 7 cT. 9 pgononHaetca n. 4 (3 o1 30.01.2024 N 1-d3). Cm. byayLuyio peaakumio.

8. ®enepanbHblli roCcyAapCTBEHHbIW JIMLLEH3MOHHDBIA KOHTPO/Ib AeATe/IbHOCTU MO MPOU3BOACTBY
JIeKapCTBEHHbIX CPEACTB OCYLLEeCTBIAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunn.

Cratba 9.1. MNporpamma npoBepoK
(sBegeHa depgepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. B uenax opraHu3saumm BbIBOPOYHOrO KOHTPOA KayecTBa JIeKapCTBEHHbIX CPeacTs dopmupyeTca
nporpamma npoBEepOK.

2. Ona ueneit peanusaumm Nporpammbl NPOBEPOK MPOU3BOAUTENN NIEKAPCTBEHHbIX CPEACTB U
OpraHvM3auMn, OCYLLeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeactB B Poccuiickyto  degepaumio,
NPeLoCTaBASAOT B OTHOLIEHWM JIeKAPCTBEHHbIX CPEACTB A/  MEAMUMHCKOTO MNpPUMEHeHUa B
YNO/NHOMOYEHHbIN ¢deaepanbHblit OpraH WCNONHUTENbHOM BAACTW, OCYLLECTBAAOWMNA GYHKUMM no
KOHTPOMO W Hagsopy B chepe 34paBOOXPAHEHMA, B OTHOWEHMM NEKAPCTBEHHbLIX CPeAcTB AnA
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BETEPMHAPHOrO MPUMEHEHMA B YMOJIHOMOYEHHbIN defepanbHblii opraH WCNOAHUTENbHOW BAACTH,
OCYLLECTBAAOLWMA GYHKLUM NO KOHTPOIO U Haa30py B chepe obpalleHns NekapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOrO NMPUMEHEHUSA, CBEAEHUA O Cepuax, NapTUAX NEKAPCTBEHHbIX CPeACTB, NOCTynaloWwmx B
rpakgaHckmin obopot B Poccuiickoi Pepepaumm, B nopagke, coctaBe M obbeme, YCTaHOBAEHHbIX
YKa3aHHbIMU d)e,ﬂ,epaﬂbeIMVI opraHamu MCNOJHUTENbHOM BNACTU B OTHOLLIEHUM NNeKapCTBEHHbIX CpeacTB
ana MmeauuuHCKoro npmmeHeHmAa U B OTHOWEHWUM NeKapCTBEHHbIX CpeactB AN1A BeTepUMHapHOro
NPMMEHEHWNS COOTBETCTBEHHO.

3. Mporpamma npoBepoK GopMUPYeTca Ha KaneHaapHbld rog B cpok o 30 aekabps roaa,
npeALwecTByOLLEro roay NnposeaeH1Ua BbiIbOPOYHOro KOHTPOIA.

4. B cny4yae HacTynaeHua cobbITU, yKasaHHbIX B noAnyHKTax "6" n "B" nyHKTa 2 yactu 6 HacTosLewn
cTaTbu, PpesepasnbHbIM OPraHOM MUCMOJIHUTENIbHOM BAACTW, OCYLLECTBAAOWMUM GYHKLMM MO KOHTPOIO U
Hagsopy B cdepe 34paBooxpaHeHus, dedepanbHbIM  OPraHOM  MCMOAHWUTENBHOW  BAACTy,
OCYLLECTBAAIOLWMM GYHKLMM NO KOHTPOIIO M HaA30py B chepe obpalleHns NeKapcTBEHHbIX CPeacTs Ann
BETEPUHAPHOrO MPUMEHEHUS, NPU HEoBXOAMMOCTM BHOCATCA COOTBETCTBYIOLIME MW3MEHEHWA B
nporpammy NpoBepPOK.

5. B nporpammy npoBepOK MOTYT BKAOYMATLCA MEPOMNPUATUA C YY4ETOM HapPYLLUEHMWI, BbIABNEHHbIX B
paMKax KOHTPO/IbHbIX (HaA30PHbIX) MeponpUATKIA 3a NpeablayLWMiA KafeH4aPHbIN roA.

6. Mporpamma NPOBEPOK COAEPHKMUT:

1) nepeyeHb NeKapCTBEHHbIX CPeACTB, 0OT6OP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PaMKaXx
BbIBOPOYHOro KOHTPOIA, GOPMUPYEMBII C YH4ETOM PE3y/IbTaTOB roCyAapCTBEHHOIO KOHTPOAA (Hag3opa)
B cpepe obpallleHNA NeKapCTBEHHbIX CPeACTB 3a KaleH4apHbIV rod, NpeALwecTByoWmMiA roay nposegeHus
BbIBOPOYHOro KOHTPONS;

2) yKasaHue Ha cobbiTe, HaCTyn/jeHWe KOTOpPOro ABASETCA OCHOBAaHWEM A/A OCYLLEeCTBAEHMA
BbIOOPOYHOIO KOHTPOASA:

a) nosiydyeHue cBeAEHMUI, NPeACTaBAAEeMbIX B COCTaBe U ob6beme, YCTaHOBAEHHbIX denepanbHbiM
OpraHOM WCMOJIHUTENbHOM BAACTW, OCYLLECTBAAOWMM YHKLMU MO KOHTPO/O M Hagl3opy B chepe
34 paBooxpaHeHua, denepasnbHbIM OPraHOM MCNONHUTENbHON BAACTU, OCYLLECTBAAIOWMM GYHKUUM MO
KOHTPO/II0 1 Haa3opy B cdhepe obpalleHNs NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NPUMEHEHUS, O
cepusax, MapTUAX JNIeKApPCTBEHHbIX CPeACTB, MOCTyNaloWMx B rpaxAaaHCKMi obopoT B Poccuinckoit
depepaunmm, yKasaHHbIX B NyHKTe 1 HacToAWeEM 4YacTM, OpraHM3auMaMK, OCYLLECTBAAKOLWMMM
NpPOM3BOACTBO /SIEKAPCTBEHHbIX cpeacTB B Poccuiickoint Pepepaummn n BBO3 IEKAPCTBEHHbIX CPeAcCTB B
Poccuiickyto ®egepauymio, 3a UCKAKOUYEHNEM CEPUIM UM NAPTUIMA IEKAaPCTBEHHbIX NPenapaToB, YKa3aHHbIX
B YacTn 4 ctatbn 52.1 M yactm 6 ctatbm 52.2 HacToAwero PeasepanbHOro 3aKOHa;

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

6) nonyyeHne nocTynatollei B NopaaKe, yCTaHOBJEHHOM cTaTbei 64 HacToswero ®eaepanbHOro
3aKOHa, MHGOPMALMM O NOBOYHbIX AENCTBUAX, HEXKENATe/IbHbIX PEAKLUAX, CEPbE3HbIX HEXKeNaTeNbHbIX
peaKkuuaAx, HenpeaBUAEHHbIX HEXKeNaTeIbHbIX PEAKLMAX Npu NPUMEHEHUW IEKAPCTBEHHbIX MPEnapaTos,
06 MHAMBUAYANbHOW HENepeHOCMMOCTU, OTCYTCTBUM 3DGEKTUBHOCTM JIEKAapPCTBEHHbIX MPEenapaTos, a
TaKke 06 MHbIX PpaKTax U 0BCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UM 340POBbIO YesoBeKa
NMB0O KMBOTHOTO MPU MPUMEHEHUM JIeKAapCTBEHHbIX MPENnapaToB M BbIABMEHHbIX Ha BCex 3Tanax
obpalLeHnA IeKapCTBEHHbIX NpenapaToB B Poccuiickoit deaepaumm v gpyrux rocyaapcreax;

B) nonydyeHune B cooTBeTcTBUU C PegepanbHbim 3akoHoM oT 31 miona 2020 roga N 248-d3 "O
rocyaapcTBEHHOM KOHTpone (Hagsope) M MyHUUMNANbHOM KOHTposie B Poccuiickon depepaumn”
CBeAEHUN O NPUUYMHEHUU Bpeaa UaM 06 yrpose NpPUYNHEHUA BPeAa KU3HW, 340POBbIO rpaxKaaH uUam
YKUBOTHbIX.
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CrtaTtba 9.2. FlocypapcTBeHHbIN KOHTPOb (Ha430p) 3a peanunsauueit opraHamu UCMNOJIHUTE/IbHOM
BacTh cy6beKToB Poccuiickoii Pepepaumm nosiHomoumii B chepe obpalleHnn IeKapcTBeHHbIX CpeacTs
AN MegULMHCKOro NpUMeHeHus

(sBegeHa degepanbHbim 3akoHOM 0T 11.06.2021 N 170-93)

1. FTocypapcTBeHHbIA KOHTPOAb (HaA30p) 3a peanusalumert opraHaMU UCMONHUTENIbHON BAacTu
cybbekToB Poccuiickon depepaumm noaHomounin B chepe obpalleHUa NeKapcTBEHHbIX CPeACTB ANs
MEONLMHCKOTO MPUMEHEHMA OCYLLECTBAAETCA YMNONHOMOYEeHHbIM [pasButenscteom Poccuiickoit
depepaunn opraHom UCNONHUTENBbHOM BAACTW.

2. MpegmeTom rocygapCTBEHHOrO KOHTpons (Hag3opa) 3a  peanusaumeit  opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitickolt depepaumm nonHomoumin B chepe obpalueHun
NeKapCcTBEHHbIX CPEACTB AN MEeAMLMHCKOro NpUMEHEHUA ABAAETCA cobtogeHne ynoJHOMOYEHHbIMU
opraHaMu MCMNOAHUTENbHON BnacT cybbekToB Poccuiickoit depepaumm MeTOAMKW YCTaHOB/EHMA
npegenbHbIX pPasMepoB ONTOBbIX HagbaBOK M MNpegenbHbIX PasMepoB PO3HUYHbIX HaabaBoOK K
$aKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBEHHbIM NPOU3BOAMTENAMM IEKAPCTBEHHbIX NPenapaTos, Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblE B MEpPeYeHb KMU3HEHHO HeOBXOAUMbIX U BarKHEWLWWX
NeKapcTBEHHbIX NpenapaTos.

3. MNpu ocCywecTBNeHNN TOCYAAPCTBEHHOIO KOHTPOAA (Hag3opa) 3a peanusaumeinn opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitckolt Pepepaumm nonHomoumn B chepe obpalueHua
JIeKapCTBEHHbIX CPEACTB 419 MeAULMHCKOro NPMMEHEHMSA NPOBOAATCA Cieaytowmne BUAbI MEePONPUATUIA:

1) AOKyMeHTapHble NPOBEPKY;
2) Bble3gHble NPOBEPKU.

4, OpraHu3auma M OCyLEeCTBAEHME FOCYAapCTBEHHOrO KOHTPOAA (Hag3opa) 3a peanusaument
OopraHamm WCMOJHUTENbHOW BAacTM cybbektoB Poccuitckoit Pepepaumm nonHomoumit B chepe
06paLleHMA NEeKAPCTBEHHbIX CPEACTB A1 MeAMLMHCKOro NpUMeHeHus peryavpytotca deaepanbHbim
3aKOHOM OT 6 OKTAbpA 1999 roga N 184-®3 "O6 06WMX NPUHUMNAX OPraHM3aLMM 3aKOHOLATENbHbIX
(NpencTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BAacTu cybbekToB Poccuiickoit
depepaunn’.

5. TMonoxeHue O TrOCYSAapCTBEHHOM KOHTpose (Haa3ope) 3a peanusaumelrt opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitckolt Pepgepaumm nonHomoumini B chepe obpalieHumn
JIeKAPCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NpUMeHeHun yTeepaaeTca MNpasutenbcTBom Poccuinckoi
depepaunn.

Cratba 9.3. PerMoHanbHblli rocypsapcTBeHHbI KOHTPOAb (HAaA30p) 3a NPUMEHEHMEM LIeH Ha
JIeKapCcTBeHHble NpenapaTtbl, BK/IOYEHHble B NepeuyeHb KU3HEHHO Heo6X0AMMBIX M BaXKHeuwux
JIeKapCTBEHHbIX NpenaparTos

(sBepeHa depepanbHbiM 3akoHOM 0T 11.06.2021 N 170-93)

1. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPO/Ib (HaAa30p) 3a NPUMEHEHMEM LIEH Ha IeKapCTBEHHbIE
npenaparbl, BK/OUYEHHblE B MNepeyeHb KU3HEHHO HEeobXoAUMbIX W BaXKHEWMLLMX JIeKaPCTBEHHbIX
npenapaToB, OCYLLECTB/IAETCA OPraHOM WMCMOJHUTENbHOW BAacTM cybbekTa Poccuiickon depepaumu,
YNOJHOMOYEHHbIM BbICLUMM UCNONHUTEbHBIM OPraHOM rocyapcTBEHHOM BAacTu cybbekTa Poccuiickomn
depepaunn.

2. NpeameTom pernoHanbHOro rocyAapCTBEHHONO KOHTPOAA (Hag3opa) 3a NPUMEHEeHMEM LeH Ha
NleKapcTBeHHble MpenapaTbl, BK/AOYEHHble B MepeyeHb KU3HEHHO HeobXOAMMbBbIX W BarKHEMNLMX
NleKapCTBEHHbIX  MpenapaToB, ABnseTca cobnogeHue  opraHM3auMaMm  ONTOBOW  TOProBAU
NIeKapCTBEHHbIMU CPEACTBAMM, aNTEUYHbIMU OpPraHM3aUUAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMMU,
UMEWNMMU  ANLEH3NIO Ha dapMaLEeBTUYECKY0 [eATeNbHOCTb, MEAULMHCKMMU OpraHM3aumamm,
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UMEIOLLIMMU NNLEH3UI0 Ha dapMaLLeBTUUYECKYHO eATENbHOCTb, M X 060C061eHHbIMKM NoApasAeNeHUAMM
(ambynatopuamu,  denbawepckMmm U GenbAlepcKo-aKyLEePCKMMM  MYHKTaMKM,  LieHTpamu
(oTaeneHnamu) obuien BpayebHOM (cemenHOM) NPaKTUKK), PACNONOXKEHHBIMU B CEIbCKUX HaceNeHHbIX
MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHbIe OpraHM3aumm, Npu peann3aumnmn JeKapcTBeHHbIX NpenapaTos
TpeboBaHMIA K NPUMEHEHUIO LLEH, YPOBEHb KOTOPbIX HE AOJIKEH MpeBbllwaTb CyMMy ¢GaKTUYeCcKon
OTMYCKHOM UgEHbl, YCTAHOBAEHHOM MNPOU3BOAUTENEM JIEKAPCTBEHHbIX NpPEenapaTtoB, M KOTOpble He
NPEeBbILLAOT 3aPErMCTPMPOBAHHBIX NPeae/ibHbIX OTNYCKHbIX LLEH, U Pa3MepoB ONTOBbIX HaA6aBOK U (Un)
pa3mepoB PO3HUYHbIX HaADABOK, HE MPEBbILAOLWMNX COOTBETCTBEHHO PAa3MepPOB Npeae/ibHbIX ONTOBbIX
Haab6aBoK U (MK) pasmepoB NpeaebHbIX PO3HUYHbIX HaabaBOK, YCTaHOBNEHHbIX B CybbeKTe Poccuinckol
depgepaunn.

3. OpraHuMsaums M ocyLlecTBNEHNE PErMOHANbHOIO0 roCYAapCTBEHHOMO KOHTPOAA (Hagsopa) 3a
NPUMEHEHMEM LEeH Ha JIEKapCTBEHHbIE NPenapaTbl, BKAKOYEHHbIE B NepeYeHb *KU3HEHHO HEOOXO4MMbIX
N BaKHEMLWMX NEeKapCTBEHHbIX NpenapaTos, peryaupytotcs degepanbHbiM 3akoHoM oT 31 uiona 2020
roga N 248-®3 "O rocypapcTBEHHOM KOHTposie (HaA30pe) U MyHMLMMNANAbHOM KOHTpoAe B Poccuiickoit
depepaunn’.

4., MonoKeHne o PermoHabHOM rocy4apcTBEHHOM KOHTpO/E (Haa30pe) 33 NPUMEHEHUEM LLEH Ha
JIeKapCTBEHHble MpenapaTbl, BK/AOYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX WU BarKHEMLIUX
JIEKapCTBEHHbIX MPEnapaToB, YTBEPKAAETCA BbICLUMM WMCMOJHUTE/IbHLIM OPraHOM TFOCYAapPCTBEHHOM
B/1acTU cybbekTa Poccuiickoin ®eaepaumu.

Cratba 9.4. depepanbHbii roCyAaPCTBEHHbIA JIMLEH3UOHHBIN KOHTPO/Ib AeATe/IbHOCTU No
npou3BoACTBY IeKapCTBEHHbIX CpeacTs
(sBepeHa depepanbHbiMm 3akoHOM 0T 11.06.2021 N 170-93)

1. ®epepanbHbIii rOCYAAPCTBEHHbIN IMLEH3MOHHbIA KOHTPOAb AEeATeNbHOCTU NO MPOU3BOACTBY
NeKapcTBEHHbIX CPeACTB ocyulecTBaseTca deaepanbHbiMM - OpraHaMyM  UCMOAHWUTENBHOW  BAACTH,
ynoAHOMOYeEHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepauun.

2. ®epepanbHbIf rOCY[APCTBEHHbIN NNLEH3UOHHbIA KOHTPOb AEeATEeNIbHOCTM MO NPOM3BOACTBY
JIeKapCTBEHHBIX CPEACTB OCYLLECTBAAETCA B COOTBETCTBUM ¢ PesepanbHbIM 3aKOHOM OT 4 mas 2011 roga
N 99-®3 "O nMueH3MpPOBaHNN OTAENbHbIX BUAOB AeaTtenbHocTn" n ®egepanbHbiM 3aKoHOM OT 31 uiona
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpone (Hags3ope) U MyHULMMANbHOM KOHTposie B
Poccuitckoit Pepepaumnmn”. B pamKax depepanbHOro rocyfsapcTBEHHOMO JIMLEH3MOHHOIO KOHTPOAA
OeATeNbHOCTU MO MNPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MaHOBble KOHTPO/bHble (Hag30pHbIE)
MEepPONPUATUSA HE NPOBOSATCA, MPU 3TOM NPOBOAUTCA MepuoanYecKoe MOATBEPHKAEHME COOTBETCTBUA
JNINLEH3NATOB NINLEH3NOHHbIM TPeboBaHUAM B COOTBETCTBUMN ¢ PeaepanbHbiM 3aKOHOM OT 4 mana 2011
roga N 99-®3 "O nuueH3MpoBaHUN OTAENbHbIX BUAOB AeATelbHOCTH" .

Fnasa 5. PASPABOTKA, AOK/TIMHNUYECKUE NCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KTIUHUYECKUE NCCNNEAOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A/14 BETEPUHAPHOIO NMPMMEHEHUA

Cratba 10. Pa3spaboTKa IeKapCcTBEHHbIX CPeacTB

1. Pa3paboTKa /fleKapCTBEHHbIX CPeACTB BK/AOYaeT B cebs MOMCK HOBbIX (apmaKosorMyecku
aKTUBHbIX BELLecTB, Mocaedylolee WU3yYeHWe WX JIeKAPCTBEHHbIX CBOWMCTB, AOKAMHUYECKUe
nccnenoBaHuA, paspaboTKy TexHosormin npoussoacTea GapmaLeBTUYECKUX CybCcTaHumi, paspaboTky
COCTaBOB M TEXHOI0MMIA NPOM3BOACTBA /IEKAPCTBEHHbIX NPenapaTos.

2. ®uHaHcoBOe obecneyeHne pa3pa60TKV| NeKapCTBEHHbIX CpeacTB OCYLLECTBNAECTCA 3a CHET:

1) cpeacts denepanbHoro bogKeTa;
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2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeactB npousBogmuTenell  NIeKApCTBEHHbIX  CPeACTB  NPU  BbIMOJHEHUMM  Hay4yHO-
nccnenoBaTeibCKMX  PaboT Mo  [AOroBopy MesKay pa3spaboTyMKOM  JIEKAPCTBEHHbIX CPeAcTB U
NpPou3BOAUTENIEM IEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuiickon deaepaunmm NCTOYHUKOB.

3. MNpaBa pa3paboTuMKa  NEKApPCTBEHHOTO  CPEACTBA  OXPAHATCA  IPaKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [lokKnanHUYecKoe uUccnefoBaHUE J/IEKAPCTBEHHOro cpeacTBa ANA MeAULMHCKOro
npUMeHeHun

1. loknMHMYecKkoe uccneaoBaHWe NEKAapCTBEHHOTO CPeacTBa AN MEeAMUMHCKOTO MPUMEHEHUs
npoBOAMUTCA NyTEM MNPUMEHEHMA Hay4yHbIX METOAO0B OLEHOK B Lensx MNojy4eHuA [0Ka3aTenbCTs
6e3onacHOCTH, KayecTBa U 3PpPEeKTUBHOCTU IEKAPCTBEHHOIO CPEACTBA.

2. JOKAMHWYecKoe UCCAefoBaHWE NIEKAPCTBEHHOIO CPeAcTBa AN MeAULMHCKOro npumMeHeHus
NPOBOANTCA B COOTBETCTBUM C MPaBUAAMWU Hadsiexallehn NabopaToOpHON MPaAKTUKKU, YTBEPKAEHHbIMMU
EBpasuniicCKo SKOHOMMYECKO KOMUCCHEN.

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3. nA opraHM3aummn 1 NpoBeaeHUA JOKIMHUYECKOro UCCe0BaHUA IEKAPCTBEHHOIO CpeACcTBa oA
MeANUMHCKOTO NPUMEHEHMA Pa3paboTUMKM NEKAPCTBEHHbIX CPEACTB BMpaBe MPMB/EKATb HayyHble
opraHusaumm, obpasoBaTe/ibHble OPraHM3aLMM BbICLLIErO 06Pa30BaAHMA N UHblE OPraHM3aLMn, UMELOLLNE
HeobXoAMMYID  MaTepuaNbHO-TEXHUYECKYtD 6asy W KBaAMPUUMPOBAHHbLIX  CNELMANUCTOB B
COOTBETCTBYHOLLEM 06/1aCTU UCCNeL0BaHMA.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. [IoKNMHMYecKoe ucciefoBaHMe fIEKAapCTBEHHOMO CPeacTBa AlA MEeAMUMHCKOro NpUMeHeHUs
NPoOBOAMTCA NO YTBEPKAEHHOMY pPa3paboTYMKOM JIEKAPCTBEHHOrO CPeAcTBa MJaHy C BedeHWeM
NPOTOKO/Na 3TOr0 UCCAEAOBaHMA M COCTaB/IeHMEM OTYeTa, B KOTOPOM COAEpXKaTcA pes3y/ibTaTbl 3TOro
MCCNeaoBaHUA UM 3aK/OYEHME O BO3MOMKHOCTM  MPOBEAEHMA  KAMHUMYECKOro  McCiefoBaHuA
NleKapcTBEHHOro npenapaTa Aaa MeAULMHCKOro NPUMEHEHWA.

5. MNpoBeaeHne nNpoBEPOK cObAOAEHUA NpPaBWUA HagaeXKalieh 1abopaTopHOM NPAKTUKK U
NpPaBoOBbIX HOPM WCMO/Ib30BAHUS KMBOTHbLIX MPU MNPOBEAEHUUN AOKAMHUYECKUX UCCNEeL0BaHWUIM
NIEKAPCTBEHHbIX CPEeACTB A8 MEAMUMHCKOTO MPUMEHEHMSA OCYLLECTBAAETCA  YMNOJHOMOYEHHbIM
depnepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTU.

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

6. Pe3ynbTaTbhl AOKAMHUYECKOTO WCCAEA0BaHUA JIEKAPCTBEHHOrO CPeacTBa ANA MEAMLMHCKOro
npMMeHeHUa MOryT 6biTb NpPeacTaBeHbl B YNOAHOMOUYEHHbIM deaepasnbHblii OpraH UCNOHUTENbHOM
BJ1IACTM B YCTAHOB/NIEHHOM MOPAAKE B LLENAX PEerncTpaummn 1eKapcTBeHHoro npenapara.

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

Cratba 12. [lOKAMHMYECKOEe wuccaeaoBaHUE JIEKApPCTBEHHOro CpeacTBa M KAMHUYECcKoe
uccaepoBaHue IeKapCTBEHHOrO Npenaparta AsA BEeTePUMHAPHOro NPMMeHeHus

1. JoKknnHnyeckoe mccnepoBaHue NeKapCTBEHHOro cpeactea 414 BETEPUHAPHOIO NpMMeHeHuA
nposoauTCA nytem nNpuMMeHeHuUA Hay4dYHbIX MEeTOAO0B OUEHOK B UENAX NoJyvyeHUA [O0Ka3aTeNbCTB
6e3OI'IaCHOCTVI, KayecTtBa “ 3¢¢)€‘KTVIBHOCTVI NNeKapCTBEHHOrIO CpeacrTtsa, B TOM Yuciae onpeageneHna Cpoka
ero sbiBegeHunA U3 opraHnMama XMBOTHOIO, B LLeNnAxX obecneyeHuna 6e3onacHOCTH npoAayKunn XMBOTHOrro
nponucxoxageHna nocne npumMmeHeHnA COOTBETCTBYHOLLErNO 1IEKapCTBEHHOIO nNpenaparTa.
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2. [JOKAMHMYECKoe uccnefoBaHME JIEKAPCTBEHHOMO CPeACTBa M KAMHMYECKOE ucc/iefoBaHue
NleKapcTBEHHOro npenapata Ana BeTepUHAPHOro MpPUMEHeHUs, uccienoBaHMe GUOIKBMBANEHTHOCTM
YKa3aHHOro NeKapCTBEHHOro mpenapata NpoBOAATCA B COOTBETCTBMM C MPaBUAaMM, YTBEPMKAEHHbIMU
YMOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHOM BAACTH.

3. [OoKAMHWMYeCcKoe wuccieoBaHME JIEKaPCTBEHHOrO CPeAcTBa M KAMHMYECKOe MUccneaoBaHue
NleKapcTBEHHOro npenapata Aaa BeTepMHAPHOrO MPUMEHEHUA MNPOBOAATCA NO YTBEPKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpeacTBa MaHy C BeAeHWeM MNPOTOKO/IOB 3TUX WUCCAeA0BaHWA U
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPKATCA PE3Y/IbTaTbl 3TUX UCCNeL0BAHMMA.

4. na opraHnsauumn n nposeageHnAa JOKINHUYECKOTIo nccnegoBaHnMA 1eKkapCTtBeHHOro cpeacrtea mn
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOroO npenaparta  AN1Aa BETEPUHAPHOrro npuMeEHEHUA
pa3pa6OT‘-IVIK NEeKapCTBEHHOIo cCpencrtea MOXET NpPUBJ/IEKATb OpraHuM3aunn, nmeruwmne HeO6XOAMMyPO
MaTepPUNaNbHO-TEXHUYECKYIO 6a3y n KBaﬂMq)VILI,MpOBaHHbIX cneunanncTtos B COOTBeTCTByPOU.LeVI obnactu
nccnengoBaHuA.

5. KAnHWYeckne uccnenoBaHUA NeKapCTBEHHbIX MpenapaToB A8 BeTepUHapHOro npumeHeHua
NMPOBOAATCA B BETEPMHAPHbLIX OPraHM3auMAX M B OpraHU3auMAX, OCYLLECTBAAIOWMX pasBeaeHue,
BblpalMBaHME U COAEPHKAHUNE KUBOTHbIX, B LIENAX:

1) ycTaHOBAEHMA NEePEHOCUMOCTU JIEKAPCTBEHHbIX NPENapaToB 340P0BbIMMU }KUBOTHbLIMM;

2) nopbopa ONTMMAaNbHbIX [O03MPOBOK /NEKAPCTBEHHbLIX MNPEnapaToB M Kypca JieYeHus Ha
KOHKPETHO rpynmne }MBOTHbIX C onpeaeneHHbIM 3aboneBaHeEM;

3) ycTaHoBAeHUA 6e3onacHOCTU U 3GPEKTUBHOCTU 1eKapCTBEHHOIO Npenapara, npeAHa3HayeHHoro
ONA ledeHus onpeaeneHHbix 3a601eBaHUM XUBOTHbIX, MM 3GEKTUBHOCTM JIEKAaPCTBEHHOTO NpenapaTa
AN NPOdUNAKTUKM 3a601EBAHNI 34,0P0BbIX }KUBOTHbDIX;

4) V3y4yeHUss BO3MOXKHOCTEN PaACLIMPEHUSA MOKA3aHWUA K MPUMEHEHUI0 3aperncTpupoBaHHOro
JIeKapCTBEHHOIO NpenapaTa M BblAB/IEHUA PaHee HEN3BECTHbIX MOBOYHbIX AEACTBUN.

6. KnnHuyeckoe uccnefoBaHWe NEKAapCTBEHHOrO npenapaTa A8 BETePUMHAPHOro MpUMEHEHMS
OCYLLECTBNAETCA 33 CYET CPeACTB pa3paboTumKa 1eKapcTBEHHOro cpeacTBa.

7. Ot4yeTbl © pe3ynbtataXx AOKAMHUYECKOro wuccneaoBaHMA NEKapCTBEHHOrNo cpeacrtea wu
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOro npenapata  A/14a BETepUHApPHOro npumMeHeHUA
COCTaBNAKOTCA pa3pa6OTLIMKOM NNIEKAPCTBEHHOINo Cpeacrtea C yyeTom 3aK/04EHUN opraHmsau,m‘&,
NPUHUMaBLINX y4aCTue B OpraHn3aumm mn nposeneHmm asTnux MCCﬂeAOBaHMVI.

8. KOHTpOI’Ib 3a nposegeHnem OOKINHUYECKUX VICCI'Ie,CI,OBaHMﬁ NEKAPCTBEHHbLIX Cpeacts wu
KTNMHNYECKNX MCCﬂeAOBaHMﬁ NEeKapCTBEHHbLIX MNpenapatos AaAd BETEPUHAPHONoO nNpuUMMEHEHUA
ocywecrtBnAeTCcA yno/IHOMOYEHHbIM d)e,qepaanblM OpraHom NCNONIHUTENbHOW BNACTW.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETUCTPALIUM,
PETMCTPALMU NEKAPCTBEHHbIX NPENAPATOB
(8 pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpuMeyaHme.

Mo 3aasneHuam, nogaHHbim a0 01.01.2021, nekapcTBeHHble npenapaTtbl ANA MeAUUMHCKOro
NPUMEHEHUA PETUCTPUPYIOTCA B COOTBETCTBMM € TpeboBaHnAMM, aeicTBoBaswmnmm ao 30.01.2024. O
npuBeLeHNN B COOTBETCTBUE C akTamu EASC TaKMxX U paHee 3aperncTpnupoBaHHbIX Npenapatos cm. ®3
o1 30.01.2024 N 1-®3.

Cratba 13. TocypapcTBEHHAA perucTpauma, perucrpauma NeKapcTBeHHbIX NpenapaTos
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(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: npuMmeYaHue.

Jonyckaetca NpuUMeHeHMe B MeAUUMHCKUX LLeNAX He 3aperncTtpupoBaHHbIX B PP neKkapCTBEHHbIX
npenapaTos, COAEPKALLNX HAPKOTUYECKME CPEACTBA UM NCUXOTPOMHbIE BELLECTBa, BBE3eHHbIX B PP
B COOTBETCTBUM C Y. 3.1 cT. 47 pgaHHOro goKkymeHTa (M. 8 c1. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuitickoit Pegepaummn ponyckaroTca MNPOU3BOACTBO, XPaHEHME, MNepeBO3Ka, BBO3 B
Poccuinckyto Pepepaumnto, BbiBO3 U3 Poccuinckoit Pegepaumn, peknama, oTnycK, peannsauns, nepenaya,
npumeHeHne NeKapCTBeHHbIX npenapartos, ecnam OHU 3aperncTpmnpoBaHbl YNO/THOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENIbHOM B/1IAaCTU B COOTBETCTBMMU C HacToALWMM PeaepasibHbiM 3aKOHOM
MBO B COOTBETCTBMM C aKTaMU, cocTaBaatowmmm npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 30.01.2024 N 1-P3)

2. TocyAapCTBEHHOM perncTpaumnm noaneskar:

1) Bce nekapcTBeHHblE Mpenapatbl, BNepsble NoAsexkalme BBoAy B obpalleHue B Poccuiickoi
depepauny;

2) neKkapcTBeHHble NpenapaTbl, 3apermcTpMpoBaHHbIE paHee, HO MPOU3BEAEHHblE B APYrnx
JIeKapCcTBEHHbIX popMax B COOTBETCTBUMU C NEpeYHEM HAaMMEHOBaHMUI NIeKapCTBEHHbIX GpOpM, B HOBOMA
[03MPOBKE MPUN AOKA3aTE/IbCTBE €€ KAMHUYECKON 3HaUMMOCTU N 3EKTUBHOCTU;

3) HoBble KOMBMHALMM 3aPErMCTPMPOBAHHbIX PaHEe JIeKapCTBEHHbIX NMpenapaTos.

3. TocypapcTBeHHAsA perncTpaumsa JeKapCTBEHHbIX MPenapaToB OCYLLEeCTBAAETCA MO pe3y/bTaTam
9KCMepTU3bl NEKAPCTBEHHbIX CPEACTB.
(yacTb 3 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. TocypapcTBEHHAA perncTpaumna N1eKapcTBEHHONO NpenapaTa OCyLLECTBAAETCA COOTBETCTBYOLMM
YNONHOMOYEHHbIM deaepasibHbiIM OPraHOM MCMONAHUTE/NIbHON BAACTU B CPOK, He MpPEeBbILWAOWMA CTa
wectuaecatTy pabounmx [AOHEeNM COo AHA NPUHATUMA 3aABJIEHMA O [OCYAapCTBEHHOW perncrpauuu
NIeKapCTBEHHOrO NpenapaTa A8 MegULUMHCKOIo NPUMEHEHUSA, U B CPOK, HE NPEBbILIAIOLWMA CTa ABaALATH
pabouunx AHel co AHA NPUHATUA 3aABNEHUA O FOCYAaPCTBEHHOM pPerucTpaLmm IeKapcTBEHHOTo NpenapaTa
019 BETEPUHAPHOTO NPUMeEHEHMA. B yKa3aHHbIN CPOK BKIOYAETCS Bpema, Heobxoammoe gns NoBTOPHOTO
NpoBeLEeHMA 3SKCMepTU3bl JIEKAPCTBEHHOIO CpeacTBa B COOTBETCTBMM CO cTaTbel 25 HactosAwero
depepanbHOro 3akoHa. CpoK rocysapcTBEHHOM perncrTpaumm nekapcTBEHHOro npenaparta ucumncaneTcs
CO OHSA NPUHATMA COOTBETCTBYOWMM YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMOJIHUTENbHOM
B/1ACTU COOTBETCTBYIOLLErO 3asB/IEHUS O FOCYAAPCTBEHHOM perncrpaumm IeKapcTBEHHOrO npenapaTa ¢
NpPUNOXKEHNeM HeobXxoAMMBbIX [AOKYMEHTOB MO A€Hb Bbl43ayYM PErnmcTpauuMoHHOro YA0CTOBEPEHUA
JIeKapcTBEHHOro npenapara. Bpems, Heobxoanmoe ana HanpaBaeHMA YNOJAHOMOYEHHbIM dpeaepanbHbIM
OpraHOM WCMOJIHUTENIbHOM BAACTU 3anpoca O MpPeacTaBNeHUM HeobxoAMMbIX MaTepuanos MU
npeacTaBNeHUs 3anaBUTENIEM OTBETa HAa AaHHbIM 3anpoc B COOTBETCTBUM CO cTaTbamu 16, 19 un 23
HacTosiwero ®PeaepanbHOro 3aKOHA, HE YYUTLIBAETCA MPU WMCYMCAEHUM CPOKA rOCYyAapCTBEHHOM
perncTpaunm nekapCcTBeHHOro npenaparTa.

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

5. TocyaapCcTBEHHOW perncTpaummn He Noasesar:

KoHcynbTaHTlAOC: NpuMmeYaHme.
C01.03.2025 8 n. 1 4. 5 cT. 13 BHOCATCA U3meHeHua (P3 o1 30.12.2021 N 463-P3).
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1) neKapcTBeHHble MpenapaTbl, U3roTOB/IEHHbIE ANTEYHbIMW OpPraHM3auMAMKU, BETEPUHAPHbIMU
anTeYHbIMWU OpraHM3aUMAMU, UHAMBUAYANbHBIMU NPEeANPUHUMATENAMU, KOTOPbIE UMEIOT IMLIEH3MIO Ha
dapmaueBTMUECKYIO AeATesIbHOCTb, MO pPeLenTam Ha JIeKapCTBEHHble npenapaTtbl U TpeboBaHMAM
MeANLMHCKMX OpraHM3aLnin, BEeTEPUHAPHbBIX OpraHu3aumi;

2) nekapcTBeHHble NpenapaTbl, NpuobpeTeHHble PU3NYECKUMM INLAMUI 33 Npegenamm Poccuinckom
dPepepaunn n npesHasHaYeHHble g5 IMYHOMO MCNONb30BaHMUA;

3) nexkapcreeHHble NpenapaThbl, BBO3NMble B Poccuiickyto ®eaepaumio Ana oKasaHUA MeauLMHCKOM
NOMOLLM MO ¥M3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa Ha OCHOBaHWUW paspelleHus, BblAaHHOro
YNO/JIHOMOYEHHbIM deaepasnbHbIM OPraHoOM UCMONHUTENbHOW BAacTy;

4) nekapcTBeHHble cpeAcTBa, BBO3UMble B Poccuiickylo desepaumio Ha OCHOBaHWMU BblAaHHOMO
YNOJIHOMOYEHHbIM desepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTU PaspeLleHnn 1 npeaHasHavyeHHble
ONA NpoBeAeHUs KAMHUYECKMX WUCCefoBaHUIM JIeKapCTBEHHbIX MpenapaToB W (MaM) nposeaeHus
SKCMepTu3bl  /JIEKApCTBEHHbIX CPeacTB  ANA  OCYLWEeCTBAEHWUA  FoCyAapCTBEHHOW  perncrpauuu
JIeKapCTBEHHbIX NpenapaTos;

5) dapmauesTUYecKme cybcTaHUmy;

6) pagnodapmaLeBTUYECKME /IeKapCTBEHHbIE MPenapaTbl, M3roTOB/JeHHbIE HEMOCPeACTBEHHO B
MEeAMLIMHCKUX OpraHM3aumax B NopaaKe, YCTaHOBJEHHOM YMNOJHOMOYEHHbIM defepanbHbiM OpraHom
NCNONHUTENBbHOMN BNACTK;

7) nekapcTBeHHble NpenapaTsl, NPON3BOAMMbIE ANA SKCNopTa.

KoHcynbTaHTlAtOC: NpuMmeYaHue.
C01.09.2024 4. 5 cT. 13 gononHsaetca n. 8 (®3 o1 30.01.2024 N 1-d3). Cm. byayLLyO peaaKLmio.

KoHcynbTaHTlAtOC: NpMeyaHme.
C 01.09.2024 ct. 13 ponosHsAeTca yd. 5.1-5.3 (®3 o1 30.01.2024 N 1-$3). Cm. byayLLyio peaakumio.

6. He ponyckaeTca rocyaapcTBeHHaa permcrpaumsa:

1) NeKapcTBEeHHbIX MPenapaToB, OTAMYAOWMXCA APYr OT Apyra KayecTBeHHbIM COCTaBOM
AENCTBYIOLLMX BELLECTB, NOA, OANHAKOBbIM TOProBbIM HAMMEHOBAHMEM;

2) 0AHOro fleKapcTBEHHOro npenapaTta, NPeAcTaBAeHHOro Ha rocyAapCTBEHHYIO PerMcTpauumio B
OTHOLUEHMM OJHOro U TOTO e JepxaTena VAW Bnajesbla PerncTpaumoHHOro yAo0CToBepeHus
NleKapCcTBEHHOro rnpenaparta B BuWAe ABYX M 6osiee NeKapCTBEHHbIX NpPenapaToB Moj pas/vyHbIMU
TOProBbIMM HAMMEHOBaHUAMM.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Mo 3anpocy B 3/1eKTpPOHHOU ¢opme cybbeKkTa O0OpaLleHUs JNIeKapCTBEHHbIX CPEeacCTB
COOTBETCTBYIOWMM  YMOJIHOMOYEHHbIM  defepasbHbiM  OPraHOM  WCMONHWUTENbHOW  BNacT,
OCYLLECTB/ISIOLLMM FOCYAAPCTBEHHYIO PErMCTPALMIO IEKAPCTBEHHbIX MPENapaTos, B YCTAHOBIEHHOM UM
nopsifKe OCYWEeCTB/AETCA HayyHOEe KOHCY/IbTMPOBAHME MO BOMPOCAaM, CBA3aHHbIM C NPOBELEHUEM
AOK/IMHUYECKUX UCCNEA0BAHWUM, KIMHUYECKUX UCCIeA0BaHUI IEKAPCTBEHHbIX NPernapaTos, IKCNePTUsbl
KauyecTBa J/IEKApCTBEHHbIX cpeacts, 3ddeKkTMBHOCTM U 6e30MmacHOCTM, C  OCYLEeCTBAEHUEM
rocyAapCTBEHHOW PEerMcTpauMm AeKapCTBEeHHbIX npenapatoB. KOHCY/bTMPOBaHWE OCYLECTBAAETCA C
npuenedeHmem denepanbHbiX FOCYAAPCTBEHHbIX OGHOAMKETHbIX YUYPEeXKAEeHMI, noABeAOMCTBEHHbIX
JaHHOMYy degepanbHOMY OpraHy WCMOAHUTENbHOM BNACTM M He Y4YyacTBYHOWMX B OpraHM3auumu
NpoBeAeHMUA 3KCNEepTM3bl KayecTBa /IEKAPCTBEHHbIX CPEeACTB B LeAAX OCYWECTBAeHUA WX
rocyAapCTBeHHOM PerMcTpaLmm B COOTBETCTBUM CO cTaTbel 16 HacToAwero PeaepanbHOro 3aKoHa, B BUAE
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OTBETa B NMUCbMEHHOW dopme ynonHoMoYeHHoro denepasbHOro opraHa UCMONHUTENIbHOW BNACTU Ha
3anpoc. Pasmep B3vmMaemow ¢ 3afBUTENA NaTbl ONpeaenseTca B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuitckoin Pepepaunmn 06 opraHn3aummn NPesoCcTaBAeHUA FOCYAAPCTBEHHBIX U MYHUUMUNANBHbIX YCAYT.
NHbopmauma 06 OCyecTBNEHMM HAyYHOTO KOHCY/NbTUPOBAHWA, B TOM 4Mcae CcTaTbu, 0630pbl,
CNpaBoYHble MaTepuanbl U WHAA MHPopmaumAa 06 OCYLLECTBNIEHUM HAYYHOTO KOHCY/AbTUPOBAHMS,
pasmellaetca Ha odUUMANBHOM calTe YNOAHOMOYEHHOro ¢eaepanbHOr0 opraHa MCMONHUTENBbHOM
BfacTM B cetn "WHTepHeT" C cobntogeHMem OrpaHUYeHWuid, YCTaHOBJIEHHbIX 3aKOHOAATe/IbCTBOM O
NepPCoOHaNbHbIX AaHHbIX, KOMMEPYECKON U (MK) rocysapCcTBEHHOM TalHe.

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

8. locypapcTBeHHAA perncrTpauma NeKapcTBEeHHbIX MpenapaToB, KOTOpble npeaHasHavyeHbl AnA
NPUMEHEHNA B YC/NOBUAX BOEHHbIX [AENCTBMIA, 4pe3BbluyalHbIX CUTyauuid, npeaynpexaeHus
ypesBblYalHbIX CUTyaUUI, NPOPUNAKTUKN U NeyeHnn 3aboneBaHni, NpeacTaBAAOWMX ONACHOCTb ANs
OKpy»Katowux, 3a601eBaHNN 1 NOPAXKEHUI, NONYYEHHbIX B pe3ynbTaTe BO3AENCTBMA HEBNaronpusaTHbIX
XMMMUYECKNX, BUONOTMYECKUX, PadMaLMOHHbIX (aKTOpPOB, U KoTopble pas3paboTaHbl B TOM 4yucie Mo
3agaHunio deaepanbHbIX OPraHoOB MCMOJIHATENbHOM BAACTU, YNOJHOMOYEHHbIX B 06/1acTM 060pPOHbI
CTpaHbl M 6e30MacHOCTM rocyAapcTBa, a TaKXKe JIEKApCTBEHHbIX CPeacTB B C/ydae ux AedeKTypbl Uau
pUCKa BO3HMKHOBEHUA AedeKTypbl B CBA3M C BBeAEHWMEM B OTHoweHWM Poccuiickon Pepepaunu
OFPaHUNYUTE/IbHBIX Mep 3KOHOMMYECKOrO XapaKTepa OCYLLEeCTB/AETCA B MNOpPALKE, YCTaHOBAEHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm.

(8 pea. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-d3, ot 08.03.2022 N 46-P3)

Cratba 14. MpuHUUNbI 3KCNepPTU3bl IEKAPCTBEHHbIX CPEACTB
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. OKcnepTu3a IeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCA Ha NMPUHLMNAX 3aKOHHOCTM, coba0aeHus
npae u cBob60oA YenoBEKa M rpakAaHWHa, Mpas OPUAMYECKOro AMLUa, HEe3aBMCMMOCTM 3KCnepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM W MOJMIHOTbI WUCCAeA0BaHWIA, MNPOBOAMMBIX C MCMO/b30BaHMEM
COBpPEMEHHbIX AOCTUXNEHUIA HayKM U TeXHUKWU, OTBETCTBEHHOCTU ¢deaepanbHOro rocyaapcTBeHHOro
BIOAYETHOTO yupeXKAaeHNa Mo MNPOBEAEHMIO 3SKCMEPTU3bl JIEKAaPCTBEHHbIX CPeACTB M 3KCMepToB 3a
nposeAeHMe N Ka4ecTBO IKCNepTUsbl.

2. 3KCI'IepTM3a NeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOro npumeHeHmnAa BKl0O4aEeT B cebs:

1) aKcnepTM3y AOKYMEHTOB, NPEACTABAEHHbIX ANA ONpeAeneHna BO3MOXHOCTM PaccMaTpMBaTb
NIeKapCTBEHHDBIN NpenapaTt Aaa MeAWUMHCKOrO NPUMEHEHUA B KavecTBe OpdaHHOro NeKapCTBEHHOIO
npenapara;

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

2) 3KCNepTU3y NpessorKeHHbIX METOA0B KOHTPO/IA KAauyecTBa JIeKapCTBEHHOro cpeactsa u (uau)
KayecTBa NpeAcTaBfieHHbIX 06pa3suLoB /IeKAapCTBEHHOTO CPEeACTBa C MCMONb30BaHMEM 3TUX METOLO0B
(manee - akcnepTM3a KauecTBa IEKAPCTBEHHOTO CPEACTBaA);

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

3) 3KCMepTU3y OTHOLIEHWA OXMAAEMOM MOAb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NleKapcTBeHHOTO Npenapara;

4) 3KcnepTu3y PerncTpaumoHHOro A0Cbe Ha JIeKapCTBEHHbIM MpenapaT B Lenax onpeaeneHus
B3aMMO3aMeHAEMOCTU JIEKAPCTBEHHbIX NPEenapaToB A9 MeSULNMHCKOTO NPUMEHEHMA.
(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

3. DKCnepTU3a SIeKapCTBEHHbIX MPEenapaTos A4S BETePUHAPHOIO NPUMEHEHUA BK/IIOYAET B cebs
3KCMEePTM3Y KAyecTBa JIeKAapCTBEHHOIO CPeACTBA WM 3KCMEpPTU3y OTHOLIEHUA OXKMAAEMOW MOo/b3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOrO Npenapara.
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Cratba 15. depepanbHoe rocyaapcTBeHHoe 6l0AXKeTHOe yupeaeHue no nNpoBeAeHUIo
3KCNepTU3bl N€KaPCTBEHHDbIX CPEACTB

JKcnepTnsa eKapCcTBEHHbIX cpeacTB NnpoBoanTca deaepasibHbIM rocy4apCTBEHHbIM OIOAMKETHbIM
yyperKaeHMem COOTBETCTBYHOLLEro YNOJHOMOYEHHOro defepasbHOro opraHa UCNOJIHUTEIbHOM BAacTy,
CcOo34aHHbIM ana obecrneyeHUs WUCNONHEHUS MOJHOMOYMI 3TOro deaepanbHOro opraHa Mo Bblaade
pa3pelleHnii Ha MNpoBeAeHNE KAMHUYECKUX UCCNEeNOBaHWUI NeKapCTBEHHbIX npenapatos v (uan) no
rocyaapcTBEHHOW perucTpaumm (pernctpaummn) nekapcTBEeHHbIX npenapaTtoB (ganee - 3KcnepTtHoe
yupexaeHue).

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

KoHcynbTaHTlAOC: NprmeyaHue.

MonoxeHusa c1. 16 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpesoCcTaBAeHUs roc. YCayr npu
obpallLeHMM NeKapCTBEHHbIX CPeACTB: ANA MeAMUMHCKOTO MNPUMEHEHWS MOCPEeACTBOM eAMHOMN
cuctemsl U (MAK) eamnHoro noptana, npumeHatoTca ¢ 01.01.2025; ans BeTepMHAPHOro NPUMEHEHUS
nocpeacTsom eanHOro noprana, npumenatotca ¢ 01.01.2026.

Cratba 16. OpraHusauuma nposeaeHUsa 3KCNepPTU3bl 1IEKAPCTBEHHbIX CPEeACTB
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTu3a NeKapCTBEHHbIX CPeACTB MPOBOAMTCA KOMWCCMEN 3KCMEepTOB IKCMEepTHOro
yUYpeXAeHNA, Ha3HAaYeHHOWN ero pyKoBOAMTENleM, Ha OCHOBAHMM 33aHUA Ha NpoOBeAeHME 3KCNepTU3bl
NeKapCcTBEHHOIO CPEeACTBa, BbIAAHHOMO YNOJHOMOYEHHbIM defepanbHbIM OPraHOM WMCNOMHUTENbHOM
BA1acTU. PyKoBOAUTENb SKCMEPTHOTO yupexaeHUa obecneymBaeT Hagnexallee NpoBeaeHne sKkcnepTu3bl
NeKapCcTBEHHbIX CPeACTB B COOTBETCTBMU C 3aaHWEM, BblAaHHbIM YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMONHWUTENbHOWN BNACTU, U OpraHM3yeT NOArOTOBKY CBOAHOMO 3aK/O4YEHUA 3TON Komuccuu. B
COCTaB 3TOM KOMMUCCUM MO PELLUEHUIO PYKOBOAMUTENA SKCNEPTHOIO yUpeXAeHUA MOTYT ObITb BK/IOYEHDI B
KayecTBe 3KCMepToB ML, He paboTalowue B JaHHOM 3KCNEPTHOM yYpeKAeHUU, ECIN UX CeunasnbHble
3HaHWA HeobXoAMMbI ANA NPOBEAEHWMA 3SKCMEePTU3bl UM TaKWe 3KCMepTbl OTCYTCTBYOT B AaHHOM
3KCMNEePTHOM yupexaeHUN.

2. DKCNepToM MO NPOBEAEHWMI0 IKCMEPTU3bl JIEKAPCTBEHHbIX CPEeACTB ABAAETCA aTTeCTOBAHHBbIN
PabOTHUK 3KCMEPTHOro Y4YperAaeHWA, KOTOPbIA MMEeT Bbicllee MeAMUMHCKoe, dapmalesTUMyecKkoe,
6uonormueckoe, BeTeEpPMHaPHOE UM XMMMYEcKoe 06pa3oBaHKe U MPOBOAUT SKCNEPTU3Y eKapCTBEHHbIX
CpeAcTB B NOpAAKe UCNONHEHUA CBOMX AO/IKHOCTHbIX 06A3aHHOCTe (fanee - akcnepT).

3. MNpun NpoBeAeHMM IKCNEePTU3bI IEKAPCTBEHHbIX CPEACTB SKCNEePT HE MOXKET HaXOAUTLCA B KaKOM-
b0 3aBMCMMOCTM OT AL, HAa3HAUMBLLErO 3Ty 3KCNEpTU3Y, pa3paboTumKa SIeKapCTBEHHOro CpeacTBa
WU APYTUX 3aMHTEPECOBAHHbIX B Pe3y/bTaTax 3KCNepTM3bl L.

4. Mpu nNpoBeAEeHUM IKCMEPTU3bl NIEKAPCTBEHHbIX CPEACTB He AO0MNycKaeTcs ucTpeboBaHue
3KCMNepToM Y 3aABUTENs MO0 MHbIX UL, MaTEPUAIoB, HEOBXOAMMbIX ANA NPOBEAEHUA 3KCcnepTusbl. B
CNy4yae HeAOCTaTOMHOCTM MpPeAcTaB/IEHHbIX 3KCMEepPTy MaTepuanosB B NIMYHbIN KabuHeT 3aasBuTens B
e4MHOMN TrocyAapcTBEHHON MHPOPMaLMOHHON cucTeme B cdepe 3apaBooOxpaHeHMa (panee - eamHas
cMCTeMa) 3KCNEepTHbIM  yYpeXKAeHMeM HanpaBAAeTcs 3anpoc O MPeAcTaBleHUMM HeobXoAMMbIX
MaTepuanos, NOAMNCAHHbIV pykoBoauTenem (YyNOoJIHOMOYEHHBIM JINLLOM) 3KCNEPTHOTO YyYpeXKAeHus C
NCNO/Ib30BaHUEM YCUIEHHOM KBAaNIMOULIMPOBAHHOM 31EKTPOHHOM NoANUCH.

(yacTb 4 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. 3aaBuTeNb 0653aH HaNPaBWUTb B JINYHbIA KABMHET 3KCNEePTHOTO yYpeXaeHUA B eAUHOM cucTeMe
NOAMUCAHHbIN YCUNEHHOW KBaIMPULMPOBAHHOM 3/1EKTPOHHOM NOANUCHI0 OTBET Ha 3anpocC 3KCNepPTHOro
YUYPEKAEHUA B CPOK, HEe NPEeBbIWAWMA AEBSHOCTA Pabounx AHEeN CO AHA NOSYYEHWUA SKCNEepPTHbIM
yUYperKaeHMEeM 3/MEKTPOHHOrO YBEeLOM/IEHUS O MOJIyYeHUU 3asBuTeNnem 3anpoca. Bpems co aHA
HanpaB/IeHMA IKCNEPTHLIM yYpeXKaeHUEM B INYHbIA KabUHET 3asBUTENA B eAMHOIN cMCTemMe 3anpoca o
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npeacTaBAeHUN AOMNONAHUTENbHbIX MaTepUanos A0 AHA HanpaBAeHWUA 3aABMTENeM B /INUYHbIA KabuHeT
3KCMEepPTHOro yUYpexaeHus B e4MHON cucTeEMe OTBETA Ha 3anpoc He YYMTbIBAETCA MPM UCHMCAEHUM CPOKa
npoBeZleHNA 3KCNepTU3bl N1eKapPCTBEHHOrO CPeacTBa.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. Echn 3aasutenem B COOTBETCTBMM C YacTbto 1.1 ctatbn 30 uam yacTbto 2 ctatbn 34 HacToALWEero
depepanbHOro 3akoHa npeAcTaB/leHa KOMWUSA pelleHUs YrNoJIHOMOYEHHOro d¢eaepasbHOro opraHa
WCMOJIHUTE/IbHOM BNACTM O NpoBeaeHMN GapMaLeBTUYECKOM MHCNEKLMN NPON3BOACTBA JIEKAPCTBEHHbIX
CpeacTe Ans MeAMUMHCKOTO MPUMEHEHMs Ha COOTBeTCTBME TpeboBaHMAM MpaBu/ Hagierkallen
NpPou3BOACTBEHHON MNPaAKTUKM EBPa3sMIACKOrO 3KOHOMWMYECKOro COH3a, 3KchnepTy A0 odopmaeHus
pe3yabTaToOB 3KCNepPTU3bl IEKAPCTBEHHOIO CpeACcTBa NPeACTaBAAETCA KOMNMA 3aKII04YEHMA O COOTBETCTBUMN
Npou3BOAUTENS NEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM MpaBWA HagJ/ekalleld npousBOACTBEHHOM
NPaKTUKK, BblAAHHOTO YNOAHOMOYEHHbIM deaepasibHbiM OPraHoOM UCNOJIHUTENIbHOM BNAACTU, UAKN KOMuUsA
cepTMdMKaTa COOTBETCTBUA MPOU3BOAMUTENA IEKAPCTBEHHBIX CPeACTB ANA MeAUUMHCKOro NpUMeEHEeHUA
TpeboBaHMAM MpaBWU/ HagnerKalled MNPOU3BOACTBEHHOM NPaKTUKM EBPAsMIMCKOro 3KOHOMMYECKOrO
coto3a.

(yacTb 4.2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.3. 3aaBuTeNb 0653aH HaNPaBWUTb B JINYHbIA KAOMHET 3KCNEPTHOTO yYpeXKAeHUA B €4UHOM cUMcTeMe
KOMWIO 3aK/IIOYEHMA WU KOMUIO CepTUPUKATA, YKa3aHHbIX B YacTu 4.2 HaAcToAWEN CTaTbU, B CPOK, He
NpeBbIaloOWMIA CTa BOCbMUAECATU pPaboymx OHEW CO OHS MONYYEeHWUS SKCMEepPTHbIM yypexaeHnem
3/IEKTPOHHOTO  YBEAOMJIEHUA O  MOJYYEeHUM  3asABUTENIEM  MOAMUCAHHOIO  PYKOBOAWUTENEM
(yMONHOMOYEHHbIM  /INLOM)  SKCMNEPTHOTO  YYpPEeXKOeHWA C  UCMNOJIb30BaHUMEM  YCU/IEHHOM
KBanMUUMPOBAHHOM 3NEKTPOHHON MOAMNUCK 3anpoca O NpefoCTaBAeHUN AOKYMeHTa. Bpems co aHs
HanpaB/IEHMA SKCNEPTHbIM yYpesKAEHMEM 3aMpoca B JIMYHbIM KabUHET 3aaBUTeNs B e4MHON cucTeme 4o
OHA HanpaBAeHWA 3aABUTENEM B IMYHbIN KaBUHET IKCNEPTHOIO yUYpPEKAEHNA B €ANHOW CcUCTEME KoNUun
3aK/IOYEHMA UAK KoMK cepTUdUKaTa, YKa3aHHbIX B YaCTW 4.2 HACTOALLEN CTAaTbW, HE YYUTbIBAETCS NpwU
NCYMCNIEHMM CPOKA NPOBEAEHUN SKCNEPTU3bI IEKAPCTBEHHOMO CPEACTBA.

(yacTb 4.3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. DKcnepT nNpuv NpoBeAeHWM MOPYYEHHOM emy PYKOBOAMTE/NEM 3KCNEpPTHOro y4yperkaeHus
3KCMEePTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBecTM nosHOe WCCNeAOBaHWE MpeacTaBleHHbIX emMy O6beKToB, MaTepuanos, AaTb
060CHOBaHHOE U OBGLEKTMBHOE 3aKNOYEHMEe MO MOCTaBAEHHbIM Mepes  HUM BOMpOCam WU
MOTMBMPOBAHHOE 3aKNOYEHME O HEBO3MOXHOCTM MNPOBEAEHUA MM 3KCNEPTM3bl JIeKapCTBEHHOro
CpeacTBa, eC/iv NOoCTaB/IeHHbIe BONPOCH! BbIXOAAT 3a Npeaebl CrneumanbHbiX 3HaHUI SKcnepTa, 06beKTbl
nccneaoBaHUiA U MaTepmabl HENPUrOAHbI UM HeA0CTaTOYHbI A1A NPOBeAeHNA UCCAeA0BaHNA U Aaun
3aK/toueHna AMbo cCoBPeMEHHbI YPOBEHb PAa3BUTMA HAayKM He MO3BOJIAET OTBETUTb Ha MOCTaB/IEHHbIe
BOMPOChI;

2) He pasrnawarb CBeAeHMWA, KOTOpble CTa/IM eMy M3BECTHbl B CBA3W C NPOBeAEHMEM 3KCNepPTU3bI
NeKapCcTBEHHOTO CPEACTBA, a TaK¥Ke CBeAeHMA, COCTaBAAIOLME rOCYAaPCTBEHHYIO, KOMMEPYECKYIO UK
MHYIO OXPaHAEMYIO0 3aKOHOM TallHy;

3) obecneynTb COXPaHHOCTb NPeaCcTaBAeHHbIX OOBEKTOB UCCIeL0BaHUI U MaTepPUanos.
6. OKcnepT He BNpase:

1) NpoBOAMTb 3KCNEPTU3Y NIEKAPCTBEHHOrO CPeacTBa Mo 0bpaLLeHMI0 HEMOCPEeACTBEHHO K HemMy
opraHusaunn nnm Gusnyeckmx auu,

2) camocToaTeNbHO cobMpaTb MaTepuanbl 418 NPOBeAEHUA IKCNEPTMU3bl 1EKAPCTBEHHOTO CPEACTBa;

3) NpoBOAMUTb 3KCMEPTU3Y IEKAPCTBEHHOrO CPeACTBA B KaUecTBe HEerocyAapcTBEHHOMO 3KCMnepTa.


https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100104
https://login.consultant.ru/link/?req=doc&base=RZB&n=454370&dst=100015
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100105
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100106
https://login.consultant.ru/link/?req=doc&base=RZB&n=93980

7. B cnyyae HeobxoAMMOCTM 3KCMEPT BMpaBe Xo4aTalCTBOBATb MNepes PyKoOBOAWUTENEM
3KCMEPTHOrO YUYPEXAEHMUA O MPUBAEYEHNN K NPOBEAEHMNIO SKCMEPTU3bI IeKaPCTBEHHOrO CPeACTBa APYImX
3KCMepTosB.

8. Kaxaplin aKcnepT, BXOAALNIM B COCTaB KOMMUCCUM 3KCNEPTOB, KOTOPON NOPYYEHO MpoBeaeHue
3KCNEepTU3bl JIEKAPCTBEHHOIO CPeacTBa, HE3aBMCMMO W CaMOCTOATE/IbHO MPOBOAMT MCCAeA0BaHUA,
OLLeHWBaeT pe3y/ibTaTbl, MNOJIyYEHHbIE MM JIMYHO M APYrMMWU 3KcnepTamu, U GopmynmpyeT BblBOAbI
OTHOCUTE/IbHO MOCTaB/IEHHbIX BONPOCOB B Npejesiax CBOUX CMeLnasbHbIX 3HaHUNA.

9. PE3yﬂbTaTbI 9KCNEepPTU3bl NEKAPCTBEHHOIO Cpeactea Od)OpMJ'IFHOTCﬂ 3aK/1Ilo4eHNeEM KOMUCCUM
9KCNepTOoB. B 3aKawyeHMn Komuccum 9KCNepTOB YKa3blBAOTCA NepeYeHb MCCﬂeAOBaHMﬁ, obbem
nposeaeHHbIX KaXX4blM 3KCNEPTOM MCCﬂe,ﬂ,OBaHMﬁ, YCTaHOB/NIEHHbIE Ka*XAbIM U3 HUX d)aKTbI ncaenaHHble
B pe3ynbTaTte MCCﬂe,ﬂ,OBaHMVI BblBOAbI. 3KCI'IepT, MHEHWNE KOTOPOro He coBnagaeT C peweHnem Kommccum
9KCNEepTOB, BNpaBe BblIPa3nTb CBOE MHEHUE B NUCbMEHHOM cbopme, KOTOpoe I'IpMO6LLI,aeTCﬂ K 3aK/TIO4EHWUIO
KOMUCCUUN IKCNEPTOB.

10. JKcnepTbl, BXOAAWME B COCTaB KOMWUCCMM, NpeaynpexpgalotcAa o6 OTBETCTBEHHOCTM B
COOTBETCTBMM C 3aKoOHOZATeNbCTBOM Poccuitickon degepaumy 3a gady 3aK/AOHYEHWs, COAeprKallero
HeobocHoBaHHbIe UK GanbcUPULNPOBAHHBIE BbIBOAbI, O YEM OHW AAKOT MNOAMMUCKY.

11. OnpegeneHune ypoBHA NpodeccMoHanbHOM NOAFOTOBKM 3KCMEPTOB M aTTecTalma UX Ha NpaBo
NnpoBefeHMA 3KCNEePTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA SKCMEPTHO-KBANNPUKALMOHHbBIMU
KOMWCCUAMM B MOPALKeE, yCTAaHOBNEHHOM COOTBETCTBYHOLLUM YNOJHOMOYEHHbIM deaepasibHbIM OpraHoOM
NCNOSIHUTENbHOWN BNacTW. YpoBeHb NpodeccMoHanbHOM NOATOTOBKU 3KCNEPTOB NOAJIEXKUT NepecmoTpy
YKa3aHHbIMW KOMUCCUAMMW HE PEXKE YeM OAMH pa3s B NATb eT.

12. MpaBuna nNpoBeaeHUA 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB M OCOBEHHOCTUM 3KCnepTU3bl
OTAEeNbHbIX BWAOB JIEKAPCTBEHHbLIX MpenapatoB (pedepeHTHbIX NEeKapCTBEHHbIX MPenaparos,
BOCMPOMU3BEAEHHbIX JIEKAPCTBEHHbIX MPEenapaTos, OGMONOTMYECKMX NIEKAaPCTBEHHbIX MPenaparos,
61oaHanorosbix (6MONOAO6HbLIX) NEeKapCTBEHHbIX MpenapatoB (b6uoaHanoros), romeonaTUYECKUX
NIeKapCTBEHHbIX NPENapaToB, NEKapPCTBEHHbIX PACTUTE/IbHbIX NPENapaTos, KOMBUHALMIA NeKaPCTBEHHbIX
npenapatos), GOPMbl 3aK/JOYEHUI KOMMUCCUM ISKCMNEPTOB YCTaHaBAMBAIOTCA COOTBETCTBYHOLLMM
YMNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BAACTU.

(yactb 12 B pea. GepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Do 31.12.2024 pna npenapaTtosB, MNpPou3BeAeHHbix B P® B uenAax WMMNOPTO3aMeLLEeHUA,
YCTQHAB/IMBAETCA PEKMM  YCKOPEHHOM npoueaypbl FOCPErncTpaumm B  COOTBETCTBUW C
MoctaHoBneHuem lMpasutenoctea PO ot 12.03.2022 N 353.

Cratba 17. TMopauya M paccMoTpeHUe 3asB/IeHMA O T[OCYyAapCTBEeHHOW perncrpauumu
JNIeKapCcTBEHHOro npenapara A/1A BeTepUMHAPHOro NnpMMeHeHUua
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua ct. 17 (B pea. ®3 ot 30.01.2024 N 1-d3), KacatolimMecs NpeaoCTaBNeHUA roc. YCayr npu
obpalleHMn NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOrO MPUMEHEHMA MOCPeaCcTBOM enMHOro
noptana, npumeHatoTca ¢ 01.01.2026.

1. [nAa rocyaapCTBEHHOW pernctpaummM JeKapCTBeHHOro npenapata A0A  BeTepUHapHOro
NPMMeHeHWa pPa3paboTyMK TaKOro JIeKapCTBEHHOro Mpenapata WauM YrNoJIHOMOYEHHOoe UMM Aapyroe
lopUANYECKOe ML (Janee B HACTOALLEN CTaTbe - 33aABUTE/b) HanNpaBaseT NnocpeacTsom deaepanbHoi
rocyfapCcTBeHHoM MHGOPMALLMOHHON cucTembl "EAMHBIA NOPTan rocyAapcCTBEHHbIX U MYHUUMMAIbHbIX
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yenyr (byHKumiA)" (nanee - eanHbIV NOPTan) B yNONHOMOYEHHbIN dpeaepasnbHblii OpraH UCNOAHUTEIbHON
B/1ACTU 3asB/JEHWE O FOCYAAPCTBEHHON perMcTpaLmm NeKapCTBEHHOrO npenapaTa 418 BETePUHaApPHOro
NPUMeHeHNA, MNOAMUCAHHOE YCUAEHHON KBanUUUMPOBAHHOM 3NEKTPOHHON MNOAMUCHIO, a TaKkKe
OOKYMEHTbI, U3 KOTOpbiX GOPMUPYETCA PEFNCTPALMOHHOE A0Cbe Ha JIeKapCTBEHHbIWM Mpenapat And
BETEPMHAPHOI0O NPUMEHEHUA.

(yacTb 1 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. B 3a8B/1eHUM O rocyaapCTBEHHOM PerMcTpaLmmn eKapcTBEHHOro npenapara A1 BeTepuHapHoro
NpUMeHeHNA YKa3blBatoTcA:

1) HanmeHoBaHMe ”n agapec 3aABUTENA, pa3pa60TqMKa n npoumsBoauUTenAa NeEKapCTBEHHOIO
npenapata A4s4 BETEPUHAPHOIoO nNpuMeEHEHUA WU agpec MmecCta OocyuwecTtBieHnA Nnpon3BoacCTBa
NEKApPCTBEHHOIoO npenapata A4 BETEPUHAPHOINo nNpuMeHeHUA (B C/ny4ae HanandmAa HECKONbKUX
Y4aCTHMKOB npouecca nponssoacrtea HeO6XO,CI,MMO YKa3aTb KaxXa0ro 13 HVIX),'

2) HaMmeHOBaHWE  NIeKAapCTBEHHOro  npenapata ANs  BETEPUHAPHOro  MPUMMEHEeHMUsA
(MexxayHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNNUPOBOYHOE, WM  XMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

3) nepevyeHb AEWUCTBYIOWMX U BCMOMOraTe/ibHbIX BELLECTB, BXOAALMX B COCTaB /IEKapCTBEHHOrO
npenapara 418 BeTepnHapHOro NPUMEHEHMA, C YKa3aHMEM KOIMYECTBA KaXKA40ro U3 HUX;

4) neKkapcTBeHHas ¢opma, O03MPOBKA, CNOCObbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBEHHOTO NpenapaTa AN BETEPUHAPHOro NPUMEHEHUS;

5) papmaKkoTepaneBTUYeCKas rpynna;

6) HEOBXOAMMOCTb MPUMEHEHUA YCKOPEHHOM NPOoLeAypbl SKCNEePTU3bl IeKapCTBEHHbIX CPEACTB B
LenAx rocyAapcTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOLMX YNAATY roCcyAapCTBEHHOMN MOLWANHbI:

a) 3a NpoBeAeHWe 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOro CPeAcTBa M 3KCMEpPTU3bl OTHOLLEHMA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHWA IeKapCTBEHHOro Npenapara A8 BETePUHAPHOTO
NPMMEHEHWA NPU Ero rocy4apcTBEHHON perncTpaunm;

6) 3a Bblgauyy perncTpaLmMoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenapara;

8) Hanuuue cornacvsA, NPefyCMOTPEHHOrO 4YacTblo 7 HacToAWEeW CTaTbM, €C/M C MOMEHTa
perucTpauun pedepeHTHOro NeKapCTBEHHOrO npenapata AlA BETePUHAPHOTO NPUMEHEHUA MPOLLO
MeHee YeM LUEeCTb JieT.

(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrpaumMoHHOe [0Cbe B LEeNsX 3KCNepTU3bl IeKapcTBEHHOTO NpenapaTta 418 BeTepUHapHOro
npMMeHeHUA GOPMUPYETCA U3 CNeayoWwmnX JOKYMEHTOB U CBEAEHUIA:
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHuA o gaTe NpeAoCTaBNAEHUs U PEermcTpaLuMoHHOM HOMEpEe JIMLEH3MM Ha NPOU3BOACTBO
NIeKApPCTBEHHbIX CPeacTs, NpPeaoCTaB/IEHHOM NPOM3BOAUTENIO PErUCTPUPYEMOrO JIEKaPCTBEHHOIO
npenapaTa 414 BETEPUHAPHOTO NPUMEHEHUS, AN POCCUIACKMX NpoM3BOgUTENEN;

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

2) cBeAeHWA 0 gaTe NpefocTaB/eHUs U PerncTpaLMoOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NeKapCcTBEHHbIX CPeACTB, NpPeAoCTaB/NeHHOM npousBoauTento  dapmaleBTUYecKol cybcTaHumy,
BXOAALLEN B COCTaB PErMcTPUMPYEMOro JIeKapCTBEHHOMO MpenapaTta A1 BETePUHAPHOIo NpUMEHEHWs,
0151 POCCUMCKMX NpousBoguTene;
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(8 pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-d3, 01 27.12.2019 N 478-P3)

2.1) KonuAa [OKyMEHTa, BblAAHHOTO YMNO/JIHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAMTENA ANA
Ka)XgolM MpOM3BOACTBEHHOM MAOLWAAKM  PErUCTPUPYEMOrO  JIEKAPCTBEHHOTO  Mpenapata  Aanaa
BETEPMHAPHOIO MPUMEHEHMA U NOATBEPKAAIOWLErO COOTBETCTBME MNPOU3BOAUTENA NEKAPCTBEHHOIO
npenapara TpeboBaHMAM NpaBWa Hagnexallelh NPoOn3BOACTBEHHOM NPAKTUKM, U ero NepeBo, Ha PyCCKUi
A3blK, 3aBepPeHHble B YCTAHOBAEHHOM MOPAAKE, a TaKXe KOMWA 3aK/JOYEHUA O COOTBETCTBUM
nNpou3BOaAUTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBWUA HaJ/erKalleld npou3BOACTBEHHOWN
NPaKTUKMK, BblAAHHOIO YNOJHOMOYEHHbIM dbeaepasibHbIM OpPraHoOM UCNONHUTEIbHOW BACTU ANA KaXKA0M
NpPou3BOACTBEHHON MN/IOWAAKN PErNCTPUPYEMOrO JIEKAPCTBEHHOrO nNpenapata Aas BeTepUHapPHOro
npumeHeHusn, nMbo KonuaA pelleHns o NPoBeAEHNUN UHCMEKTUPOBAHMA MPOU3BOAMUTENA NEKAPCTBEHHbIX
CpeacTB, NPUHATOrO YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM MCNOAHUTENIbHOM BNACTU NS KaxKaoM
NpPou3BOACTBEHHON MN/IOWAAKA PErNCTPUPYEMOrO JIEKAPCTBEHHOrO nNpenapata Aas BeTepUHapPHOro
npMMeHeHUsA. YKasaHHble JOKYMEHTbI NPeACTaBAAKTCA B Cy4Yae, eC/iM NPOM3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyLlecTsnAeTca 3a npegenamm Poccuitickon Pepepaumu;

(n. 2.1 BBegeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) KonuA [OKYMEHTa, BblAaHHOIO YMNO/JIHOMOYEHHbIM OPraHOM CTpPaHbl MPOU3BOAUTENSA
dapmaueBTnyecKomn cybcTaHumm n NOATBEPKAAIOLErO COOTBETCTBME npoussBoauTens
dapmaueBTMUHECcKOM cybCcTaHLMK, BXOAALLEN B COCTAaB PETMCTPUPYEMOrO JIEKAapPCTBEHHOTO NpenapaTta A
BETEPUHAPHOIO NPUMEHEHUSA, TPeOOBaAHMAM NpPaBWA HageKallelh NPoM3BOACTBEHHOM NPAKTUKK, U ero
nepeBoj Ha PYCCKMI fA3bIK, 3aBepeHHble B YCTaHOBAEHHOM MNOPAAKE, B C/lyyae, eciv NpPoM3BOACTBO
dapmaueBTMUHECKOM cybCcTaHLMKM OCyLEeCcTBASETCA 3a npeaenamu Poccuiickoit Peagepaunu;

(n. 2.2 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-93)

3) NpoeKkT HOPMAaTUBHOIO [AOKYMEHTa Ha JIeKapCTBEHHbIA npenapat A8 BeTepuHapHOro
NPUMeHeHUs;

4) DOKYMEHT, coAeprKalmii cregyrolyo MHGopmMaumio o dpapmMaLeBTUYECKON CcybCTaHLUUU UK
dbapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTaB JIEKAPCTBEHHOro npenapaTta AN BeTEPUHAPHOro
NPUMEHEHUA:

a) HaummeHoBaHuWe dapmMaueBTMYECKOM CybCTaHUMKU, ee CTPYKTypa, oblime cBoicTBa (npwu
roCygapcTBEHHOM  perucTpaumMm  MMMYHOOMONOTMYECKMX  JIEKAPCTBEHHbIX  NpenapaTtoB  Ags
BETEPUHAPHOIO MPUMEHEHUS NPEeACTaBAAIOTCA CBEAEHWA O LWTamMMe, BK/OYasi ero HanmmMeHOoBaHue,
MHDOPMaLMIO O MPOUCXOXKAEHUM, €0 CBOMCTBAX, XapaKTEPUCTMKAX U MecTe AemnoHNpoBaHuA);

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HanmeHOBaHWe 1 aapec NPoOU3BoANTENS;

B) TEXHONO0INMA Npon3sBoAacTea C onNnCaHnem CTa/.'l,Mﬁ npon3soAacTBa U MEeTOA0B KOHTPO/1A Ha BCEX
CTaaAnAX NpounsBoacCTBa;

r) uHdbopmaumsa o npumecax (He npeacTaBAseTcA MNpPU  rOCYAapPCTBEHHOW perncrTpauuu
MMMYHOBMONOTMUYECKUX NIEKAPCTBEHHbIX NPenapaTos A1A BETePUHAPHOro NPUMeHeHun);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmrKkauma Ha bapmaueBTUYecKyto cybcTaHuMIo (He NpeacTaBaseTca Npu rocysapcTBeHHOM
perncTpauumn UMMmyHobMONOrMYECKUX IEKAPCTBEHHbIX NPENapaToB 415 BETEPUHAPHOTO NPUMEHEHUS);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) ONMnUCaHne MeToAUK KOHTPO/1A Ka4eCTBa,

) pesynbTaTbl aHanusa cepuii dapmaueBTUYecKoW cybcTaHumMM (He npeacTaBAAlOTCA Npu
rocyfapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  JIEKAapPCTBEHHbIX  NpenapaToB A4
BETEPUHAPHOrO NPUMEHEHMA);
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(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3) nepeyeHb CTaHAaPTHbIX 06Pa3sLLOB NN BELLECTB, UCMNOJIb3YEMbIX NPU OCYLLECTBAEHUMU KOHTPOA
Kayecrsa;

1) ONMCcCaHUe XapaKTePUCTMK U CBOMCTB YNaKOBOUYHbIX MaTEPNaNO0B M YKYNOPOUHbIX CPeACTB;

K) AdaHHble O CcTabunbHOCTM (He npeacTaBAAOTCA NPW  TOCYAAPCTBEHHOM perucrpaumu
MMMYHOBMONOTMUYECKUX NEeKapCTBEHHbIX NpenapaTos A41A BeTePMHAPHOro NpUMeHeHua);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

I'I) CPOK rogHoCTHh, ycnosua XpaHeHUA;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpy yCKOpeHHON npoueaype pernctpauumM BOCMPOM3BEAEHHOrO MpenapaTa AonycKaeTca
HenpeAcTaB/leHMe ONUCAaHMA METOLOB M UX AOKYMEHTA/NIbHOrO NOATBEPXAEHWUA, NPU NMUCbMEHHOM
06s3aTeNnbCcTBE UX NPEACTaBUTb B TeyeHue 12 mecaueB co AHA pernctpaumu (MocTaHoBneHWe
Mpasutenbctea PP ot 12.03.2022 N 353).

5) otyeT 0 pesynbTaTax [AOKAMHUMYECKOTO WCCNeAO0BaHUA JIEKapCTBEHHOro cpeacTBa  ANs
BETEPUHAPHOrO NPUMEHEHMA, BKAKOYAOWMNIA ONNCaHNE METOLOB ONpeaenNeHna OCTaTOUYHbIX KOINYeCTB
OENCTBYIOLLErO BeLLeCTBa (AEeWCTBYIOWMX BELLeCTB), AOCTUratowero (4ocCTMralowmx) CUCTeMHOro
KPOBOTOKa, B MPOAYKLUMM MBOTHOFO MPOUCXONKAEHMA NOCNE NMPUMEHEHUA TAKOro JIEKapCTBEHHOrO
CpeacTBa, a TaKXe A0KYMeHTabHOe NoATBepKAeHWe (Banaauns) yKasaHHbIX MeTOA0B;

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

6) oTyeT O pesynbTaTax KAWMHWYECKOTO WCCNefOBaHWA JIEKapCTBEHHOrO npenapata  AnA
BETEPUHAPHOIO MPUMEHEHUA Y KaXKA0ro BUAA }KMUBOTHbIX, YKa3aHHbIX B MHCTPYKLMKU MO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT MHCTPYKUMM NO BeTepuHapHOMY MNPUMEHEHWIO JIEKapCTBEHHOro npenapara,
cogeprkalluen cneaytolime cBeaeHus:

a) HaMmeHOBaHMe  JIeKapCTBEHHOro  npenmapaTa A0S  BeTepUHApHOro  NpuMeHeHuA
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMUMMUYECKoe W  Toprosoe
HaMMeHOoBaHuA);

6) NNeKapCTBeEHHaA cboprv\a C YKa3aHuem HaMMEeHOBAHWI U KOINYEeCTBEHHOTO COCTaBa AeﬁCTBYPOUJ,MX
BeLwecTB U Ka4eCTBEHHOIO COCTaBa BCMNOMOraTe/ibHbIX BELWLECTB;

B) ONnncCaHme BHELWHEero Bnaa 1IEKAapCTBEHHOIO nNpenapaTta ANA BETEPUHAPHOIO NPUMeEHEHUA;

r) dapmakoTepaneBTMYECKas rpynna eKapCcTBEHHOrO npernapaTa 4/19 BeTePUHAPHOTo NPUMEHEHUS
WU YKa3aHue "romeonaTtMyeckmin IeKapCcTBEHHbIN nNpenapaT”;

A)  dapmakoaMHammKka M dapMaKoKMHEeTMKa (33  ucKaodeHvem  GpapMaKOKUHETMKM
romeonaTUYecKMX /IeKapCTBEHHbIX NPEenapaToB W PacTUTE/IbHbIX /€KAPCTBEHHbIX Mpenapartos) Wau
onuncaHue MMMyHOBMONOIMYECKMX CBOMCTB IEKAapCTBEHHOrO Npenapara;

€) NoKa3aHuA anA NPUMEHeHUs;
) NPOTMBONOKAa3aHUA 418 NPUMEHEHWS;
3) Mepbl NPEeLOCTOPOKHOCTU NPU NPUMEHEHWUN;

M) YKa3aHne BO3MOXXHOCTU U ocobeHHoCcTeMn npumeHeHnAa y 6ep6MEHHbIX XXUBOTHDbIX, Y XXUBOTHbIX B
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nepuoa naktaumm, y moTOMCTBA UBOTHbIX;

K) pemm A03UpoBaHusA, Cnocob BBeAEHUA U MPUMEHEHUS, NPU HEODXOAMMOCTM Bpems npuema
JIeKapCTBEHHOIO Npenapara 4/ BeTepPUHAPHOro NPUMEHEHUS, MPOLAOMKUTENBHOCTb JIeYeHUs;

J1) BO3MOMHble NOBOoUYHbIe AeNCTBUSA, HEMXKeNaTeIbHble PpeaKkLUnn Npu NPUMEHEHUN IEKapPCTBEHHOTO
npenapara 414 BEeTEPUHAPHOTO NPUMEHEHUS;

M) CUMMNTOMBbI NEePes03nPOBKU, MEPbI NO OKAa3aHUI0 MOMOLLM NPU NepPeso3nNpPOBKE;
H) B3auMoAenCcTBUE C APYTMMUN IEKAPCTBEHHbLIMKW NpenapaTamm u (Maun) Kopmamu;
0) popMbl BbiNyCKa N€KapCTBEHHOrO Npenapara 417 BeTepnHapHOro NpUMeHeHus;

n) ykasaHuve (npu HeobxoaMMOCTU) O0cOBeHHOCTEl AeiNCTBMA NeKapCTBEHHOro npenapaTta Anas
BETEPMHAPHOIo NPUMEHEHMA NPU NEPBOM NPUEME WU NPU Er0 OTMEHE;

p) onucaHune (NpyM HEOHXOAMMOCTU) AeNCTBUIA cneunanncTa B 061acTM BeTepuHapun, BAagenoLa
KMBOTHOTO MNpW MNPOMYCKe MpUemMa OAHOM WAM HECKONbKMX [03 NIeKapCTBEHHOro npenapata gns
BETEPUHAPHOrO NPUMEHEHUSA;

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

C) CPOK roAHOCTM W YyKasaHWe Ha 3anpeTr MNPUMEHEHMA NeKapCTBEHHOro npenapaTta Anas
BETEPUHAPHOIO MPUMEHEHUA MO UCTEYEHNU CPOKa rOAHOCTY;

T) YCNOBUA XpPaHEHUS;

y) yKasaHue Ha HeoBXOAMMOCTb XpaHeHWUsA /IeKapCTBEHHOro npenapata A48 BeTepUMHaApHOro
NPUMEHeHUsA B MecTax, HeOCTYNHbIX ANA AeTei;

¢) ykasaHue (Npu HeoBXOAMMOCTM) cheumanbHbIX Mep NPeAOCTOPOMKHOCTU MPU YHUUTOKEHUN
HEMCMNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENAPaToOB A1 BETEPUHAPHOrO NPUMEHEHUS;

X) CPOKN BO3MOXKHOI0 NCNob30BaHMA NpoAyKUnn XMUBOTHOIO NPOUCXOHKAOAEHUA NOCNe BBeAEHUA
XNUBOTHOMY JIEKAPCTBEHHOIO Npenapata ANA BETEPUHAPHOIO NPUMeEHeEHUA;

L) ycnoBus oTnycka;

'«-I) HauMeHOBaHNA U agpeca NpPou3BOACTBEHHbLIX NAOWAAOK NpoussBoanTeENA NEeKapCTBEHHOro
npenapaTta anAa BeTEPUHAPHOIo NpUMeEHEHUA;

W) HaMmeHoBaHWe, agpec oOpraHM3auMu, YNoJHOMOYEHHOW AepxaTenem WAW BAadeNbLem
PerucTpaLmoHHOrO YAOCTOBEPEHUA /IEKAapCTBEHHOro Mpenapata Ha MNPUHATME NpeTeH3uid oT
nortpeburens;

8) NpoeKTbl MaKeToB NepPBUYHOI YNAKOBKMN U BTOPUYHOWN YNaKOBKM IEKapCTBEHHOrO NpenapaTa Ana
BETEPUHAPHOrO NPUMEHEHUS;

9) cnepyowme ceeaeHMA O NIEKAapPCTBEHHOM NpenapaTe A8 BETEPUHAPHOTO NPUMEHEHUA:
a) onu1caHWe 1 CoCTaB NIEKAPCTBEHHOTO NpenapaTa 415 BeTePUHAPHOTo NPUMEHEHUS;
6) onmcaHne dpapmaLeBTUYECKOM Pa3paboTKu;

B) onucaHmMe npoL,ecca NPoM3BOACTBA U €ro KOHTPOASA, NOANMUCaHHOE B NOPAAKE, YCTaHOBAEHHOM B
COOTBETCTBUM C YacTbio 1 HacToALLEN cTaTby;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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r) onucaHuWe KOHTPOANA KPUTUYECKUX CTagMi NPOU3BOACTBA M MNPOMENKYTOUYHOW NPOAYKUUH,
noAnuMcaHHoe B NOpPAAKe, YCTAHOB/IEHHOM B COOTBETCTBMM C 4acTbto 1 HACTOALLEN CTaTby;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) HaumeHoBaHMA M agpeca paspaboTuMKa, AepsKaTens WAW BNadenbLa PerucTpaLyoHHOro
VAOCTOBEPEHUA  JIEKAPCTBEHHOro npenapaTta, MNPOM3BOACTBEHHbIX M/OWAA0K NpousBoauTeNs
JNIEKapCTBEHHOrO npenaparta 1A BeTePUHAPHOro NPUMEHEHMUA C YKa3aHWeM CTagMin TEXHOJIOTMYECKOro
npoLecca, OCYLLEeCTBASEMbIX Ha MNPOM3BOACTBEHHbIX MAOWAAKAX MPOU3BOAMTENS JIEKAaPCTBEHHOMO
npenapara 414 BEeTEPUHAPHOTO NPUMEHEHUS;

(8 pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 02.08.2019 N 297-03)

e) bapmaLeBTUYecKas COBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTePUCTUKNY;
3) maTepuabHbIii BasaHC 418 NPOM3BOACTBA CEPUM FOTOBOTO NPOAYKTa;

1) onucaHne xapakTepuCcTUK 1 CBOMCTB YNaKoOBOYHbIX MaTEPUAN0B U YKYNMOPOUHbIX CPeACTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpaumm Mo YCKOPEHHOM npoueaype AOMNyCKaeTcA HenpeacTaBleHWe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "k n. 94. 3 cT. 17, npu ycnoBmMm NUCbMEHHOIo 06A3aTeNbCTBa UX NPeaoCTaBUTb
B TeueHune 12 mecaues co aHs peructpaumm (MocraHosneHune Mpasutensctea PO o1 12.03.2022 N 353).

K) AOKYMeHTanbHoe noATBeprKaeHue (Bannaauns) NnpoLeccos 1 (Mn) NX OLEHKa;

Nn) TpeboBaHMA K KayecTBy BCMNOMOraTe/ibHbIX Bellect8 (cepTuduKkat, cneunduKauma Ha
BCMOMOraTe/ibHble BellecTsa 1 ux obocHoBaHue);

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncrtpaumMm nNO YCKOPEHHOM nMpoueaype [AOMyCKaeTca HenpeacTtaBieHne [OOKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 cr. 17, Npu ycnoBMU MNUCbMEHHOTO 06A3aTenbCTBa WX
npesocTaBuTb B TedyeHne 12 mecAues co AHA pernctpaumm (MoctaHosneHue Mpasutenbctea PO ot

12.03.2022 N 353).

M) dHaIUTU4eCKne MmeTognKn, wucnosblyemble MNpn OCyWECTBIEHMN KOHTPOA KayecCTBa
BCNOMOraTe/ibHbIX BELWeCTB,

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpauym nNo YCKOPEHHOW Mpoueaype LOMNYCKAeTCA HenpeacTtaBleHUe [OKYMEHTOB,
npeaycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, np1 ycnoBUKM NMCbMEHHOTO 06A3aTeNIbCTBA UX NPeaoCTaBUTb
B TeueHune 12 mecaues co aHs peructpaumm (MocraHosneHue Mpasutenbctea PO o1 12.03.2022 N 353).

H) AOKYMeHTa/ibHOE noAareepxaeHue (Banmp,au,m) dHaA/INTUYECKNX METOAUK, NCMONTb3yEMbIX NpPU
OCyLLeCTB/IEHNN KOHTPOJ/IA Ka4eCTBa BCMOMOTraTe/IbHbIX BELLECTB,

O) MHCbOpMaLI,Mﬂ 06 UCNoNb30BaHMM BCMOMOraTebHbIX BelwecTs 4YenoseyeCkoro mn XMBOTHOIO
NMPOUCXOXKAEHNA;

n) yTpatun cuny. - PegepanbHbliii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHWMA K KauyecTBy JieKapCTBEHHOTO MnpenapaTta g/1d BEeTepPUHAPHOro NpPUMEHEHUS
(cepTnduKaT, cneundmKkauma Ha 1eKapCTBEHHbIN npenapaT U nx 060CcHoBaHUE);
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C) aHanuTUYecKMe MEeTOOMKM, WCMOoJIb3yeMble NPW  OCYLLECTBIEHUM KOHTPOAA KayecTBa
NleKapcTBEHHOro npenapaTa ANA BEeTEPUHAPHOro NPUMEHEHWS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpaumm Mo YCKOPEHHOM npoueaype AOoMNycKaeTca HenpeactaBlieHne [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "1 n. 9 4. 3 c1. 17, np1 ycI0BUM NUCbMEHHOTO 0653aTe1IbCTBa UX NPEA0CTaBUTb
B TeueHue 12 mecaues co aHs peructpaumm (MocraHosneHue Mpasutenbctea PO o1 12.03.2022 N 353).

T) AOKYMeHTabHOe noATBepaeHune (Banngauma) aHaAUTUYECKUX MeTOAMK, UCNOJb3yeMbliX Npu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa JIeKapCTBEHHOro npenaparta AN BeTePUHAPHOro NpUMeEHEHUs;

y) ZIOKYMEHT, MOATBEPXAAMWMNIA KauecTBO JIeKapCTBEHHOro npenapaTta TPex MPOMbILLAEHHbIX
cepwii (MPOTOKOA aHaM3a UK CEPTUUKAT aHaN3a), 0AHa Cepusa KOTOPOTo A0/IKHA COBMNaAaTh C cepueit
obpa3ua NeKkapcTBEHHOro npenapara, NoAaHHOro Ha PErncTpaLuio;

&) XxapaKTepucTMka npumecen;

X) nepedyeHb CTaHAAPTHbIX 06pPa3LOB, MCMNO/b3yeMbIX MPU OCYLLECTBJAEHUU KOHTPO/A KadyecTsa
NleKapCcTBEHHOro Npenapara 418 BeTepMHapPHOro NpUMeHeHus;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW mnpoueaype perncTpauun  BOCMPOU3BEAEHHOrO MpenapaTta  AOoMNycKaeTca
HenpeacTaBNeHNE CBEAEHWUI, NpeaycMoTpeHHbix nn. "u" n. 9 4. 3 ct. 17, Npu NUCbMEHHOM
0b6s3aTeNnbCTBE MX MPeAocTaBuUTb B TedeHue 12 mecsaueB co AHA peructpaumm (MocTtaHosneHue

MpaBuTtenbctea PO ot 12.03.2022 N 353).

L) AaHHble 0 CTabUbHOCTM IEKAaPCTBEHHOTO NpenapaTta A48 BeTepPUHAPHOro NPUMEHEHUS;

10) Konua [OOKYMeHTa, cofep)kauiero MHOOpMaLMio O HaauuMM mamM ob oTcyTCTBUM GaKToB
pervcTpauumn NeKapcTBEHHOro npenapaTa 418 BETEPUHAPHOIo NpUMeHeHua 3a npeaenammn Poccuitckoit
depepauny;

11) cornacue B NUCbmeHHOM dopme, NPeayCMOTPEHHOE YacTbio 7 HacToAWel CTaTbk, B Cydae
perncTpauumn BoCNpoM3BeaeHHOro IeKapcTBEHHOIO NpenapaTa;
(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonmuA [OKYMEeHTa Ha PYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAHOBJIEHHOM MOpPAAKeE W
NOATBEPKAAIOLWLEr0 NPAaBOMOYHOCTb 3asB/NEHUA O TFOCYLAPCTBEHHOM PErucTpauymn JeKapcTBEHHOTO
npenapara 4/1a BeTepnHapHOro NpumeHeHnn (40BEPEHHOCTD);

KoHcynbTaHTlAOC: NpumeyaHue.

[0031.12.2030 pocCcMNCKMM NPOM3BOANTENIAM PA3PELLEHO He NPeACTaBAATb CBEAEHNA B COOTBETCTBUMN
c n 13 4. 3 cr. 17 npu perucTpauum MUMMYHOOMONOTMYECKUX NEKAPCTBEHHbIX MpenapaToB
(MocTaHoBneHwue MpasuTtenbctea PO o1 12.03.2022 N 353).

13) cBeseHMA O TrOCYAapCTBEHHOW perucTpauum reHHoO-UHXeHepPHOo-MoAMOULNMPOBAHHbIX
OpraHM3MoB, nNpefHa3sHayeHHbIX A1A BbINyCKa B OKpyXatwuwylo cpedy (nNpyu rocyaapcTBeHHOM
pPerucTpauum NeKapCTBEHHbIX MNPENapaTtoB A/A BETEPUMHAPHOIO MPUMEHEHUA, MNOJIYYEHHbIX C
NPUMEHEHNEM  TF€HHO-UHXEHEePHO-MOANPULMPOBAHHbBIX OPraHM3MOB WAM  COAEPrKalLMX TaKue
OpraHn3Mmbl).

(n. 13 BBegeH DeaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
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4. Mpyn npoBeAeHUU YCKOPEHHOW Mpoueaypbl 3KCNepTM3bl JIeKapCTBEHHOro npenapata Aas
BETEPMHAPHOro MNpUMeHeHMA (3a WUCKAOYEHWEM /fIeKapCTBEHHOro mnpenapata Ana BeTepUHapHOro
NPUMEHEHNA, YKa3aHHOro B YacTu 4.1 HacToslen cTaTbM) B LENAX ero rocyAapCTBeHHOM perncrpauum
BMECTO OTYeTa pa3paboTyMKa 0 pe3ybTaTax AOKANHMYECKOTO NCCeA0BAHNA IeKapCTBEHHOMO CPeacTBa
ONA BETEPUMHAPHOro NMpPMMEHEHUs MOXKEeT ObiTb npeactaBsieH 0630p HayyHbix paboT o pesynbTatax
OOK/MHUYECKOro uccnenoBaHna pedepeHTHOro JIEKapCTBEHHOrO npenapata Ans BeTepUHApPHOro
NPUMEHEHUA, @ BMECTO OTYeTa O pe3y/bTaTax KAMHUYECKOro UCCe0BaHMA IeKAapCTBEHHOro npenaparta
ONA  BETEPUHAPHOro MPUMEHEHMA OT4YeT O pe3ysbTaTax WCcCAeAoBaHUM OMO3KBUBAIEHTHOCTU
BOCMPOU3BEAEHHOIO IEKAPCTBEHHOrO NpenapaTta A1A BeTePUHAPHOIro NpUMEHEHMUA.

(8 pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, o1 28.04.2023 N 171-®3)

4.1. Mpu npoBeAeHUN YCKOPEHHOM Npoueaypbl 3KCNEpTU3bl JeKapCcTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHUA, NpeaHasHaYeHHOro ANA NeYeHna A0OMALIHUX XUBOTHbIX, onpeaeneHHbIX
depepanbHbiM 3aKoHOM OT 27 Aekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM O6palLeHuMK ¢
YKUBOTHbIMW N O BHECEHUW U3MEHEHUI B OTAe/IbHble 3aKoHoAaTe IbHble akTbl Poccunitickon Pegepaummn’,
M 3aperucTpMpoBaHHOrO B KayecTBe JIeKapCTBEHHOro npenapata Aaa MeAMUMHCKOro NpUMeHeHus, B
LeNsax ero rocy4apcTBeHHoN perncTpaumm BMecTo otyeTa pa3paboTymKka o pesynbTaTax AOKAMHUYECKOro
nccneoBaHNA NeKapcTBEHHOTo CpeAcTBa A1A BETePUHaAPHOro NpUMeHeHMA MOryT BbiTb NpeacTaBaeHbl
pe3ynbTaTbl AOKAMHUYECKOTO WCCNef0BaHUA COOTBETCTBYIOLLErO JIEKAapPCTBEHHOrO cpeacTBa g
MEAMUMHCKOTO MPUMEHEHUS, a BMECTO OT4eTa O pesyabTaTax KAWHWYECKOro MCCieLoBaHUs
JIeKapCTBEHHOro npenapaTta 415 BeTePUHAPHOTro NPUMEHEHUs - 0630p Hay4yHbIX PaboT O pesysbTaTax
KAMHUYECKUX UCCNe0BaHNIN NeKapCTBEHHOro npenapaTta Aaa MeAULMHCKOro NpUMEHeHUsa Ha BuAaax
YKMBOTHbIX, KOTOPbIM NpeZiHa3HaYaeTcA Uccaeayemblii NeKapCcTBEHHbIM npenapar.

(yacTb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 28.04.2023 N 171-d3)

5. Ha aKkcnepTu3y pasanyHbix IeKapcTBEHHbIX GOPM OLHOMO U TOTO e JIEKAPCTBEHHOro NpenapaTa
ANA BETEPUHAPHOIo NPUMEHEHMSA 3aABUTENb NPEACTABNAET OTAENbHbIE 3aABAEHUA U PETUCTPALMNOHHbIE
[AOCbe Ha KaXkAayto NeKkapcTBeHHyto dopmy. Mpu yCaoBUM OA4HOBPEMEHHOM NOAAYM Ha IKCNEPTM3Y O4HOM
NeKapcTBeHHOM GOpPMbl  C  PasIMYHbIMKM  A03MPOBKOM, KOHUEHTpauuein, obbemom 3asaBuTENb
npeacTaBnseT OA4HO 3asAB/NEHWE M PErucTPaLMOHHOE [AOCbe C MPUAONKEHWEM MAKETOB MepBUYHOM
YNaKOBKM W BTOPUYHOW YMNAaKOBKW. Ha maKeTax MNepBMYHOM YMNaKOBKM M BTOPMYHOMN YMNaKOBKM
YKa3bIBalOTCA BCe NPOM3BOAMMbIE LO3UPOBKM, KOHLEHTPALMM, 06BbEMbI U KOIMYECTBO 403 B YNAKOBKe
NleKapcTBEHHOTro NpenapaTa AN BETEPUHAPHOro NPUMEHEHMS.
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B ciyyae HenpeacTaBleHUA C 3aABIEHNEM O FOCYAapPCTBEHHOW PerucTpaummn ekapcTBeHHOro
npenapara 411 BETEPMHAPHOro NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAIOWMX YNAATy rocy4apCTBEHHOM
MOLW/IMHBI M YKa3aHHbIX B MyHKTe 7 4acTM 2 HaAcToAWEN CTaTbW, CBEAEHUI O NULEH3UAX, YKa3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacToALLElM CTaTby, a TaKXKe BblAaBaeMbIX (MpenocTaBaAsemblX) yNoJHOMOYEHHbIMU
dbeaepanbHbIMU OpraHaMy UCMONHUTENLHOW BNACTU AOKYMEHTOB (CBeAeHMWI), yKasaHHbIX B MyHKTe 2.1
YyacTM 3 HacToAlel CTaTbM, YMNOJHOMOYEHHbIV ¢enepasbHblii OpraH MWCNONHUTENIbHON BAACTU
3anpallMBaeT yKasaHHble JOKYMEHTbI (CBEAEHUS) B MOPAAKE MEXBEAOMCTBEHHOTO MHPOPMALMOHHOTO
B3aMMoZencTaus.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcA MCNONb30BaHME B KOMMEPYECKUX Uenax MHGopmMaumMmM o pesynbTaTax
AOKAMHUYECKMX UCCNEA0BaHNI NEeKAPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNEeA0BaAHUIN IeKapCTBEHHbIX
npenapaTtoB A8 BETEPUHAPHOro NPUMEHEeHWa, NpeacTaBAeHHOMN 3asBUTENEM O/A roCyAapCTBEHHOM
perncTpauum neKkapcTBeHHbIX npenapatos, 6e3 ero cornacMa B TedyeHMe LWeCTM neT C  Aathbl
rocyAapCcTBeHHOM pernctpaunmn pedepeHTHOro IeKapcTBEHHOro npenapaTa B Poccuitickoii degepaumu.

8. [lep:katenb uav Bnagenew, perncTpauMoHHONo yA0CTOBEPEHNA IeKapcTBEHHOTO npenapaTa g
BETEPUHAPHOr0 NPUMEHEHMWA NPEACTABAAET B YNONHOMOYEHHbIN dpelepasnbHblii opraH UCNONHUTEIbHOWM
B/J1aCTW OTYET MO pe3y/ibTaTam papmMaKkoHaA30pa OAMH Pas B LWECTb MECALLEB B TEYEHME ABYX JIET Noc/se
rocyf,apCTBEHHOM perncTpaLmMm iekapcTBeHHOro npenapara B Poccuitickoli degepaLmm, 3aTemM exXerogHo
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B TeYeHMWe Nnocneayowmx Tpex eT 1 B AafibHellwem o4MH pas B TPU roaa.
(yacTb 8 BBeAeHa PeaepanbHbiM 3aKoHOM oT 02.08.2019 N 297-03)

KoHcynbTaHTMAKOC: NpumeyaHue.
C01.09.2024 cT. 18 yTpaumsaet cuny (P3 ot 30.01.2024 N 1-d3).

Cratba 18. TMopaya M paccmoTpeHMe 3afBJIeHMA O TOCYAapCTBEHHOW perncrpauum
NIeKapCTBEHHOro npenapara A1 MeAULIMHCKOro NpMMeHEHUA
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [AnAa rocynapCTBEHHOW pPerucTpaummM JIeKapCcTBEHHOro npenapata Aaa  MeAMLMHCKOro
NPUMEHeHMA opuaNYecKoe Lo, AeNCTByowee B COOCTBEHHbIX MHTEpecax WM yrnoJIHOMOYEHHOoe
NpeAcTaBAATb UHTEpPeChbl APYroro pPUAMYECKOro /MLUA U 3asABAAIOWEe NeKapCTBEHHbIM npenapaTt Ha
rocyapCTBEHHYIO perucTpaumio (ganee B HacTosAwel cTaTbe - 3asBUTENb), NpeacTaBaseT B
YNOJIHOMOYEHHbIN defepasibHbIi OpraH UCNOJHUTENIbHOW BAACTU, OCYLLLECTB/IAIOWMIA rOCyAapCTBEHHYIO
PervcTpaumio 1eKapcTBEHHbIX MpenapaToB AN MegULUHCKOTo NPUMEHEHMSA, B 3/IEKTPOHHOM dopme U Ha
B6yMaXKHOM HocuTesne 3asB/ieHMe O FoCyAapCTBEHHOW PerucTpaumm NeKapcTBEHHOro npenaparta gnas
MEANUMHCKOTO NMPUMEHEHUA, a TaKXKe B nopsagKe, YCTaHOBJAEHHOM YMOJHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMOJIHUTE/IbHOM BAAaCTU, B 3/1IEKTPOHHOM dopme u Ha BymaxkHOM HocuTene Heobxoammble
OOKYMEHTbI, M3 KoTopbix GOpMUPYETCA PerncTpaumoHHOe A0Cbe Ha /NIEKAapPCTBEHHbIM npenapat Aand
MeANLMHCKOTO NPUMEHEHMUA.

(yacTb 1 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aaBneHuun o I'OCY,D,apCTBEHHOVI perncrtpaunm nekapCrtBeHHOro npenaparta ana megmumnHCcKoro
NPpUMeHeHUA YKa3bliBalOTCA:

1) HaumeHOBaHWe, aapec 3anABUTENA M MNPOU3BOAUTENA JIEKAPCTBEHHOrO npenapata Ans
MeANLMHCKOIOo NPUMEHEHMA, CBeAEHUA 06 UX perncrpaumm B KayecTBe HaA/IOronnaTteNblUmKa B cTpaHe
pervcTpaumnn (g8 POCCUNCKUX IOPUANYECKUX NUL, - UAEHTUDMKALMOHHbIA HOMep HanoronaaTe/blimKa
(MHH), ans MHOCTPaHHbIX OPUANYECKUX NNL, - CTPAHA PerncTpaumm, HauMeHOBaHWE PETrUCTPUPYHOLLLETO
opraHa, permcTpaLMOoHHbIN HOMEP, KO Ha/loronnaTeNbliMKa B CTPaHe pernctpaumm (MHKopnopauuu) unm
€ro aHanor) u agpec MecTa OCYLLEeCTBJAEHMS MPOW3BOACTBA JIEKAapCTBEHHOro npenapata (B cayyae
HA/IMYMA HECKO/IbKMX Y4aCTHMKOB NpoL,ecca ero NpomM3BoACcTBa HEOOXOAMMO YKa3aTb KaXKa0ro y4acTHMKa
B COOTBETCTBUM C OCYLLLECTB/IAEMO CTagMen Nnpon3BoacTBa);

(n. 1 8 pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HanMeHOBaHWMEe NeKApPCTBEHHOIO NpenapaTa ANa mMeanumMHCKOro npumeHeHunA (ME)'Kﬂ,yHapOAHOE
HenaTeHToOBaHHOE, NN TPYNNUPOBOYHOE, NI XUMUNYECKOE N TOProesoe HaMMEHOBaHMﬂ),'

3) nepeyvyeHb AeﬁCTByDMMX M BCNOMOraTe/ibHbIX BELWECTB, BXO4ALWNX B COCTaB /1IEKapPCTBEHHOIO
npenaparta ana meguyumnHCKoro npumeHeHuA, C ykasaHmem KoaimdecrtBa KaxXaoro n3 HuXx;

4) NEeKapCTBEHHaA d)opma, A03UNPOBKa, cnocob6bl BBeaAeHNA U NpumeHeHuA, CPOK TrogHOCTU
NNEKapPCTBEHHOIO npenaparta Ana megnumnHCKoro npuMmeHeHuA,

5) dapmakoTepaneBTMYECKan rpynna, Kog, aHaTOMO-TepaneBTUYECKO-XMMUYECKOM KnaccudurKaumm,
peKkoMeHA0BaHHOM BcemupHOW oOpraHusaumelt 34paBOOXPAHEHUA, 3anABAAEMble MOKasaHuA Ans
NPMMEHEHMA eKapCTBEHHOro Npenaparta 414 MeguUUMHCKOro NpUMeHeH!s;

6) oTcyTcTBME HeobXoAMMOCTM MpeaocTaB/lieHMsA OT4eTa O pesy/ibTaTax  KAMHMYECKOro
nccnenoBaHna, UCCaefoBaHMA BUOIKBMBANEHTHOCTU NIeKapPCTBEHHOrO npenapaTa, paspelleHHoro anaa
MeANLMHCKOTo NpumeHeHus B Poccuitckoin ®eaepaumn 6onee ABaaLaTh NeT, C YKazaHUEM HOPMATUBHbIX
MpPaBOBbIX aKTOB, NOATBEPKAAIOLLMX AAHHbIN CPOK MPUMEHEHMS;
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7) HeobxoaMmocTb 0boOpMNEHMA paspelleHns Ha BBO3 B Pocculickyto depepaunio KOHKPETHOWM
NapTMM  3aperucTpuMpoBaHHbIX WM (MAM)  HE3apPerncTpMpoBaHHbIX  JIEKAPCTBEHHbLIX  CPEeACTB,
npegHasHaYyeHHbIX A8 MPOBEAEHMSA 3KCMePTU3bl NEKAPCTBEHHbIX CPEACTB B LENAX rocyaapCTBeHHoM
peructpaunm;

8) HeobxoAMMOCTb NPOoBeAEeHUs IKCMEPTU3bl AOKYMEHTOB, MPeAcTaBieHHbIX ANA onpeaeneHus
BO3MOXHOCTM PacCMaTpMBaTb JIEKapCTBEHHbIA npenapat Aa8 MeAMUMHCKOro MpUMEHeEHMA npu
OCYLLEeCTBNEHNN rOCYAapCTBEHHOW perncTpauumn B Kayectse opdaHHOro JIeKapCcTBEHHOTO nNpenapara;

9) HeobXx04MMOCTb MPUMEHEHMS YCKOPEHHOM NPOLLeAypPbl SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB B
Lensax rocy4apcTBEHHOM perncTpaLmm IeKapcTBeHHOro Npenapara;

10) KonMK JOKYMEHTOB, NOATBEPKAAOLMX YNAATY rOCYAapPCTBEHHOM MOLWIMHbI:

a) 3a nNpoBeAeHMEe 3KCMNEePTU3bl AOKYMEHTOB, MPEeACTaBAeHHbIX AN onpeae/eHUA BO3MOMXKHOCTU
paccMmaTpuBaTh JIEKAPCTBEHHbIM npenapaT 418 MEeAMUMHCKOrO MPUMMEHEHMA MPU OCYLLECTBAEeHUU
rocyAapCTBeHHOM perncTpaumnm B Kayectse opdpaHHOro EeKapCTBEHHOrO Npenapara;

6) 3a npoBeAeHME SKCMEePTM3bl KauyecTBa JIEKaPCTBEHHOro CPeAcTBa M 3KCMEpPTU3bl OTHOLLEHUA
0XMAaeMOW MNONb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUA NeKapCTBEHHOTo Npenapara, pa3peLweHHoro ans
MeNUNHCKOTO npumeHeHua B Poccuiickoli ®epepaumm 6onee Asaauatv feT, Npu OCyLWEecTBAEHUU
rocyapcTBeHHOM perucTpaumm 1eKkapcTBeHHOoro npenapara;

B) 33 NPOBeAEHWE 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCMNEpPTU3bl OTHOLLEHMA
0XKMAAEMOW NOb3bl K BO3SMOXHOMY PUCKY NPUMEHEHMSA IeKapcTBEHHOTO NpenapaTta 414 MeAUUNHCKOTo
NPUMEHEHWA NPU Ero rocy4apcTBEHHON perncTpaunm;

r) 3a npoBegeHMe 3KCMEepPTM3bl KayecTBa JEKAPCTBEHHOMO CPEACTBA M 3KCMEPTM3bl OTHOLIEHUA
0XKMAAEMOW M0/1b3bl K BO3MOXHOMY PUCKY MPUMEHEHMWSA IeKapCTBEHHOMO npenapara 414 MeANLNHCKOTo
NPMMEHEHWA, B OTHOLLIEHMM KOTOPOro MpPOBeAeHbl MeXAyHapoAHble MHOTOLEHTPOBbIE KAMHUYECKue
UCCNefoBaHMA, YacTb M3 KOTOpbIX npoBegeHa B Poccuiickoi depepauyn, Npu  OCYLLECTBAEHUM
rocy4apCTBeHHOM perncTpaLmmn 1eKapcTBEHHOro npenapara;

11) Hanuume cornacus NPOU3BOAMTENS JIEKAapPCTBEHHOro npenaparta, NPoM3BOACTBO KOTOPOro
ocyuwiecTBnsetca 3a npegenamm Poccuiickoit ®depepaumn, Ha NpoBeAEHUME WHCNEKTUPOBAHMA
NpoM3BOAUTENA HA COOTBETCTBME TpeboBaHNAM NPaBuA Hag exKallen NPOU3BOACTBEHHOW NPAKTUKMY;

12) Hannume cornacus, NPeaycMOTPEHHOrO YacTbio 18 HacToALel CcTaTby;

13) ykasaHue BMAa IEKapCTBEHHOTO NpenapaTa, NpeACTaBAEHHOIO Ha perncTpaumio (pedepeHTHbIN
NIeKapCTBEHHbIN  NpenapaT, BOCMPOM3BEAEHHbIA  /IeKAPCTBEHHbIN  npenapaTt, buonornyeckui
NleKapCTBEHHbIM npenapaTt, 6uoaHanorosbiit (6MonoaobHbIN) NekapcTBeHHbIN npenapat (6uoaHanor),
romeonaTMyecknin 1eKapCTBEHHbIM NPenapart, 1eKAPCTBEHHbIM PacTUTEIbHbIM Npenapar).

(yacTtb 2 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. PeructpauMoHHOe [AO0Cbe Ha JIeKapCTBEHHbIM MNpenapat Aaa MeAMUMHCKOTO NPUMEHeHUn
npegocTtaBaseTca B popme 06LLero TeXHUYECKOro A0KYMEHTa.
(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMeHTauMnU agMUHNCTPATMBHOIO XapaKTepa BK/ItOYaeT B cebs:

1) 3aABneHME O rocyaapCTBEHHOW perncTpaumm NeKapcTBEHHOro npenapaTa 448 MeAuUMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM Ppopme 1 Ha BymarkHOM HocuTene;

2) KOMUIKO AOOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepeHHOro B YCTAaHOBJIEHHOM nNopAgKe WU
noareepXxgakowero npaBoMo4YHOCTb 3aABUTENA NOAaBaATb 3aAB/IEHUE O I'OCY,D,apCTBeHHOf/‘I perncrpauunm
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NleKapcTBEHHOro npenapara 41a MeAULMHCKOro NPUMeHeH s (40BepeHHOCTb);

3) cBeaeHNs 0 JaTe NpeaoCTaB/NeHUs U PErucTpPaLMOHHOM HOMepe NINLEH3UN Ha NPOU3BOACTBO
NIEKAPCTBEHHbIX CPeACTB WU CBeAeHMA O pAate MpeaocTaB/eHMA UM PerncrpaumoHHOM Homepe
3aK/IlOYEHNS O COOTBETCTBUM MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHUAM MpPaBuUA
HagNexalllelh NpPou3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (NpPeaocTaBAeHHbIX) YNOAHOMOYEHHbIM
denepanbHbiM OPraHOM MCMOAHUTE/NIbHOW BAACTU B OTHOLWIEHWM MPOU3BOACTBEHHON NAOLWAAKU
pPerucTpupyemoro JeKapCcTBEHHOro npenapata, B CAydyae, eCAM NPOM3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyuiectsaseTca B Poccuiickon ®eaepauymu;

(8 pea. PepepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-D3)

4) Konuto NpegocTaB/feHHOW YNONHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS IULLEH3UWU HA
NpPou3BOACTBO JIEKAPCTBEHHOrO npenapata W ee MnepeBos Ha PYCCKUA A3bIK, 3aBepeHHble B
YCTAaHOBNEHHOM MOPAAKE, a TaKXKe KOMMUIO 3aKAHUYEHUA O COOTBETCTBMWN NPOU3BOANTENA NIEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  NpaBUA  Hag/exKaleh  MPOM3BOACTBEHHOM  MPAKTUKWU,  BblAAaHHOIO
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOAHUTENBHOW BAACTU B OTHOLLIEHMW NPON3BOACTBEHHOMN
NAOLWAAKN PETNCTPUPYEMOrO NEKAPCTBEHHOIO MNpenapata, WM KOMUIO pelleHua YNoJIHOMOYEHHOTro
denepanbHOro opraHa MCNONHUTENBHOM BNACTM O MPOBEAEHMM WMHCNEKTUPOBAHWUA NpPOU3BOAUTENSA
JNIeKAPCTBEHHbIX CPEACTB, B Cy4Yae, eCcau NPOU3BOACTBO JIEKAPCTBEHHOIO Mpenaparta oCyLwecTBaseTca 3a
npeaenamu Poccuiickoin Pegepaunu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 07 27.12.2019 N 478-d3)

5) NPOEKT MHCTPYKLMMN NO MEANLMHCKOMY NPUMEHEHMUIO IEKapCTBEHHOIO Npenapara, coaep Kallein
cneayowme ceeaeHums:

a) HanmeHoBaHWE NEeKapCTBEHHOIO npenapaTta (Mem,u,yHapop,Hoe HenaTeHToBaHHOE, W/N
rpynnmnpoBoYyHOE, 1N Xmummn4yeCKoe n Toprosoe HaMMEHOBaHMﬂ),‘

6) NeKapCTBeEHHaA cboplv\a C YKasaHnem HAaUMEeHOBaHWIM N KO/INYECTBEHHOIO COCTaBa ,G,EVICTBVIOU.LMX
BeLwecTB U Ka4eCTBEHHOro COCTaBa BCNOMOraTe/ibHbIX BeLWeCTB (an HEO6XO,£I,MMOCTM KO/1IM4eCTBEHHOTIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB)}

B) ONMCcaHWe BHELWWHEro BUAA JIeKapCTBEHHOO NpenapaTta 419 MeAULUNHCKOro NPUMEHEHUS;
r) dU3NKo-xMMmmn4yeckmne ceoicTaa (g0 pagmodapmaLLeBTUYECKUX IEKAPCTBEHHbIX MPENapaTos);

A) dapmaKkoTepaneBTMYeCKas rpynna, KoA JeKapCTBEHHOro npenapata gna MeAMUMHCKOro
NPMMEHEHMA MO  aHAaTOMO-TePaneBTUYECKO-XMMUYECKOM  KnaccMdUKaumMM, pPeKoMeHO0BaHHOM
BceMMpHOI oOpraHusaumMein 34paBoOOXPaHEHMA, WAM YKasaHue ''romMmeonaTUYecKuit fleKapCTBEHHbI
npenapar";

e) d¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHMem  papMaKOKUHETUKM
romeonaTMYeCcKnx eKapCTBEHHbIX NPENapaToB U PACTUTE/IbHbIX IEKAPCTBEHHbIX MPENapaTos);

) MOKasaHusA ANa NpUMeHeHus;
3) NpoTMBONOKa3aHUA A/ NPUMEHEHWS;
1) mepbl NPEAOCTOPOKHOCTU NPU NPUMEHEHUY;

K) YKa3aHne BO3MOXXHOCTU WU ocobeHHocCTel NPpUMeHeHUA NEeKapCTBEHHOrNo npenaparta AnA
MeONLUNHCKOIoO npumeHeHunA GGDEMEHHbIN\M KEeHWnHamy, XKeHlwmHamm B nepunoa rpyaHoro
BCKapmaunBaHuA, eETbMU, B3POC/1IbIMU, UMEKLLMUMU XPOHNYECKNE 3a6OI'IEBaHI/I‘r'I;

I'I) pexXunm A03npoBaHnA, cnocob6bl BBEAEHUNA U NPUMEHEHNA, NPU HeOGXO,CI,VIMOCTM BpemAa npnema
NNEKAPCTBEHHOro npenaparta anaa MeguumnHCKOro npumeHeHuAa, npoao/iKUTeIbHOCTb JiedYeHuA, B TOM


https://login.consultant.ru/link/?req=doc&base=RZB&n=378462&dst=100121
https://login.consultant.ru/link/?req=doc&base=RZB&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZB&n=299421&dst=100022
https://login.consultant.ru/link/?req=doc&base=RZB&n=394111&dst=100191
https://login.consultant.ru/link/?req=doc&base=RZB&n=442320&dst=100365
https://login.consultant.ru/link/?req=doc&base=RZB&n=299421&dst=100023
https://login.consultant.ru/link/?req=doc&base=RZB&n=394111&dst=100192

yncne y Aetei Ao 1 Nocsie oAHOro roaa;

M) BO3MOMKHble HerKesaTe/ibHble pPeakumu Npu NpUMEHEeHWUWM NeKapCTBEHHOro npenapaTta ans
MeANLMHCKOTO NPUMEHEHMUA;

H) CMMMNTOMbI Nepea03NPOBKN, Mepbl MO OKa3aHWIO MOMOLLM NP Nepeao3npPoBKE;
0) B3aumMoZencTeune C gpyrMmu ekapcTBEHHbIMKM Npenapatamu 1 (Mam) NULWEBLIMM NPOAYKTaMMU;
n) dopMbl BbINyCKa 1EKAPCTBEHHOrO Npenapara;

p) yKkasaHue (npu HeobxoAMMOCTM) OCOBEHHOCTEN AeNCTBMA NeKapCTBEHHOro npenapata Aans
MeANUNHCKOTO NPUMEHEHMA NPU NEPBOM NPUEME UAN NPU Er0 OTMEHE;

) onucaHue (Npu Heob6xoAMMOCTH) AeCcTBUI Bpada (benbawepa) v (Mim) naumeHTa npu NPonycke
npuema o4HOM UM HECKONIbKUX 403 IEKaPCTBEHHOIO NpenapaTa 419 MeAUUUHCKOTO NPUMEHEHUS;

T) BO3MOXHO€E B/INAHUE NEKAPCTBEHHOINO npenapata Ana MeguumHCKOro npumeHeHuAa Ha
CNOCcobHOCTb YnpaBaATb TPAHCNOPTHbIMU CpeaCTBaMUN, MEXaHU3MAMMWU;

y) CPOK TOoAHOCTM W YKa3aHune Ha 3anpetr npumeHeHuA ANeKapCTBEHHOroO npenapata AnAa
MeaNUNHCKOIo npumMmeHeHnA No UCTe4EHNN CPOKa roaHOCTH;

¢) ycnosusa xpaHeHus;

X) YKasaHuMe Ha HeobXoAMMOCTb XpaHEeHWs JIeKapCTBEHHOro npenapata gaa MeAULMHCKOro
NPUMeHeHMA B MecTax, HeoCTyMNHbIX 418 AeTel;

U) yKasaHue (npu HeobxoAMmOoCTW) crneumanbHbiX Mep MPegoCTOPOXKHOCTM MPU YHUUTOMKEHUU
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENAPaTOB A1 MeANLMUHCKOro NPUMEHEHUS;

4) ycnoBuA OTNYCKa;

W) HaMMeHOBaHWA M aapeca NPOU3BOACTBEHHbLIX MJIOLWAL0OK MPOU3BOAUTENA JIEKAPCTBEHHOIO
npenapara;

W) HaMmeHOBaHWe, agpec OpraHuW3auuu, YNoJHOMOYEHHOW JeprKaTeNem WAM BAafeNbLem
PerncTpaunoHHOro YAOCTOBEPEHUA NIEKAPCTBEHHOro npenapaTta A48 MeAMLMHCKOro NMPpUMEHEHUA Ha
NPUHATUE NPETEH3NI OT NoTpebuTtens;

6) MHCTPYKLMIO NO MEAUUMHCKOMY MPUMEHEHUIO UAN KPATKYHO XapaKTEPUCTUKY SIEKapCTBEHHOIO
npenapara, yTBePKAEHHbIE B CTPaHEe NPOM3BOAMUTENSA;

7) NPOEKTbl MaKeTOB NepPBUYHOM YNAaKOBKM U BTOPUYHOK YNaKOBKM NEeKapCTBEHHOrO Npenapara ans
MeAMLMHCKOro NMPUMeHeHUs;

8) NpoeKT HOpPMaTMBHOM [OKYMEHTAUMW WAM HOPMATUBHOIO LOKYMEHTA HA JIeKAapCTBEHHbIN
npenapar 411 MeAULMHCKOro NpMMeHeHUs IMB0 yKaszaHWe cooTBeTCTBYoLWeN dapMaKonenHowm cTaTbu;

9) AOKYMEHT, CoZeprKalnii MHPOPMaLMIO O HaMYMK UaKM 06 OTCYTCTBUM GAKTOB perucrpaumum
NleKapcTBEHHOTro NpenapaTa ANs MeAUUMHCKOro NpUmeHeHuns 3a npegenamun Poccuitickoit degepaumu;

10) Konuu AOKYMEHTOB, 3aBEPEeHHbIX B YCTAHOB/JEHHOM MNOPAAKE M NOATBEPXKAAOWMX (aKT
perncTpauum NeKkapcTBEHHOro npenapaTa B WMHOCTPaHHbIX rOCYAapcTBax B KadyectBe opdaHHOro
NleKapcTBeHHOTO Npenapara;

11) naaH ynpasaeHna puUCKamun  OnA 610N0rMYeCcKnX NNEKAPCTBEHHDbLIX MNpenapatos 414



MeANLIMHCKOro NPpUMEHEHMUS;

12) pokymeHT o cucteme dapmakoHaa3opa Aepskatenda WauM BAadeNbla PerncrpauyuoHHOro
yA0CTOBEPEHMA IEKAaPCTBEHHOTO npenapaTa;

13) AOKYMEHT, NoATBep)KAaloLUMA KauyecTBO JIEKAapPCTBEHHOrO npenapaTta TPex MPOMbILLAEHHbIX
cepwuit (NpoToKoN aHannsa nan ceptudmUKaT aHannsa), ogHa cepusi KOTOPOro 4O/IXKHA COBNAAaTh C cepueit
obpasua /leKapCTBEHHOro npenapata Aaa MegMUMHCKOrO MNpUMEHeHWsi, npeacTaBAeHHOro Ha
rocy4apCTBEHHYIO PErNCTPaLMIO.

(yacTb 4 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumudeckoi, GpapmaueBTUYecKoin U BUONOrMUYECKON AOKYMeHTaUun BKAoYaeT B ceba
OOKYMEHTbI, codeprawue WHPopmaumnio o dapmaLeBTUYecKon cybcTaHUMM U IeKapCTBEHHOM
npenapate A0 MeAMLUMHCKOrO MPUMMEHEHMA, Npouecce ero npou3BOACTBA M METOAax KOHTPOsA
KayecTsa, B TOM yuce:

1) Konuio IOKYMEHTA, CoAep Kalllero cneayoLlyo HGopmaumio o papmaueBTUYecKkor cybcTaHLmnm
nnun GpapmaL,eBTUUECKUX CYOCTaHLMAX, BXOAALLMX B COCTAB JIEKAPCTBEHHOMO NpenapaTa, 3a UCKAIYEHUEM
nHpopmauum o dapmaueBTUYECKMX CyOCTaHUMAX, BKJIIOYEHHbIX B TOCYAAPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTbel 34 HacToswero PenepanbHOro 3aKoHa:

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHWe hapMaLEBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOINA NPOU3BOACTBA C ONMCaHWEM CTaAni NPOM3BOACTBA M METOZ0B KOHTPOAA Ha BCeX
CTafusAX NPOM3BOACTBa;

r) onncaHune pa3paboTKM NpoLecca NPon3BoOACTBa;

[) onrMcaHne KOHTPOAS KPUTMYECKUX CTaaui NPON3BOACTBA U NMPOMENKYTOYHOM NPOoAyKLUU;
€) AOKyMeHTaIbHOe NoATBepXKAeHMe (BanmMaauma) NpoLeccos U (M1M) X OLLEHKa;

) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XxapaKTepucT1Ka Nnpumece;

n) cneumdurKaumsa Ha bapmaLeBTUYECKYIO CyBCTaHLUMIO U ee 0B6OCHOBaHME;

K) aHaNUTUYeCKMe METOAMKM, UCMOJIb3yeMble MNPW  OCYLLECTBIEHMM KOHTPO/AA KayecTsBa
dapmaLeBTMUYECKON cybCcTaHLNuY;

ﬂ) AOKYMeHTa/ibHOE noareepxaeHue (Banm,u,au,m) dHa/IUTUYECKNX METOAUK, UCNOJ1b3yeMbIX NpPU
OCyLlecCTB/IEHUN KOHTPOIA Ka4YeCTBa d)apMaLI,EBTVI‘-IECKOf;I CY6CTaHLI,MM;

M) pe3ynbTaTbl aHaM3a cepuii bapmaLeBTUYECKoW cybcTaHUUm;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNoJIb3yeMbIX NpU OCyLLEeCTBNEHNN KOHTPOA
Ka4ecCTBa;

0) ONMCaHMe XapaKTePUCTUK U CBOMCTB YNAaKOBOYHbIX MAaTEPMAIOB M YKYNOPOYHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTU hapmaLLeBTUYECKOW CybcTaHLUu;

p) CPOK rogHoOCTY;
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1.1) B oTHOWweHMM apMaLEBTUYECKMX CYOCTAHUMIN, BXOAAWMX B COCTaB JIeKAPCTBEHHOIO
npenapaTa W BKAIOYEHHbIX B FOCYAAapPCTBEHHbIN pPeecTp JIeKaPCTBEHHbIX CPEeACTB B COOTBETCTBUM CO
ctatben 34 HactoAwero PeaepanbHOro 3aKOHA, - KOMUA [OKYMEHTA, COAEPrKalLero cneayoLlyto
nHbopmaumio:

a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUM, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;
B) pe3y/1bTaTbl aHaM3a cepuit papmaueBTUUYECKOMn cybcTaHumy;

r) cpoKk rogHocTy;
(n. 1.1 BBeaeH depsepanbHbIM 3aKoHOM OT 27.12.2019 N 462-d3)

2) [OOKYMEHT, cofepKalluMii creaylolime CcBeAeHUA O JIeKapCTBEHHOM npenapate  Aans
MEANLMHCKOTrO NPUMEHeHUA:

a) onucaHue 1 CoCTaB NeKapCTBEHHOrO Npenaparta 418 MeaULUHCKOTO NPUMEHEHMS;

6) onucaHMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe Bbibopa cocTaBa, MNepPBUYHOWN
YMaKOBKW M MHOTO);

B) TEXHONOMMA NPOM3BOACTBA C ONUCAHMEM CTaAMii NPOM3BOLACTBA U METOA0B KOHTPONA Ha BCEX
cTagmaAx NPoOn3BO/CTBa;

r) OonucaHWe KOHTPOAA KPUTUYECKMX CTaaui npoluecca MpoM3BOACTBA WM MPOMENKYTOUHOM
npoAyKLMY;

[l) HaMMeHOBaHWe U aApec MecTa OCyLLeCTBNeHMS NPOU3BOACTBA JIeKapCTBEHHOro npenaparta aaa
MEAMLMHCKOrO NPUMEHEHUA (B CAydae HaAMuMA HECKONbKMX YYacCTHMKOB npouecca Npou3BOACTBA
HeobX0AMMO YKa3aTb KaXKAoro U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHbIii banaHc Ana NPOM3BOACTBA CEPUM FOTOBOTO NPOAYKTa;

1) onMcaHue XapaKTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMasioB N YKYNOPOUHbIX CPeACTs;

K) 4OKYMeHTanbHOEe NoATBEPKAEHME (Baanaauma) NpoL,eccos NPOn3BOACTBA M (UN) UX OLLEHKa;

N) TpeboBaHMA K KayecTBy BCMNOMOraTe/bHbIX Belect8 (cepTuduKkat, crneundukauma Ha
BCMOMOraTe/ibHble BelecTsa U x 0bocHoBaHMe);

M) dHaIUTU4YECKNEe MeTogunKku, ucnosbsyemblie MNpn  OCyWEeCTBIEHMN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMeHTanbHoe NoATBepXAeHue (Bannaaums) aHaUTUYECKUX METOAMK, UCMONb3YEMbIX MPU
OCYLLECTBNEHNN KOHTPO/IA KavecTBa BCNOMOraTe/ibHbIX BELLECTB;

O) Mchopmau,vm 06 UCNoNb30BaHMM BCMOMOraTeNbHbIX BelwecTs 4YenoseyeCkoro mn XMBOTHOIO
NPOUCXOXKAEHNA;

I'I) VIHd)OpMaLI,VIH 06 MCcnob30BaHNM HOBbIX BCOMOraTeIbHbIX BeLllecTs,

p) TpeboBaHMA K KauyecTBy JIeKapCTBEHHOro npenapata A1A MeAMUMHCKOTo MNpUMeHeHus
(cepTnduKar, cneumdpmKauma Ha NeKapCTBEHHbIN NpenapaT U UX 060CHOBaHMKE);
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C) dHaANnTU4eCKne MeToaunKn, ucnonbdyemblie nNpu  OCyWecCTBNEHNUN KOHTPONA Ka4decCTBa
NNeKapCTBEHHOrO npenaparta Ana megnumHCKOro npunmeHeHua,

T) AOKYMeHTasibHOe noATBep:KAeHue (Bannaauma) aHaIMTUYECKUX METOAMK, UCMOIb3yeMbIX Npu
OCYLLECTB/IEHUWN KOHTPO/IA KayecTBa IeKapCTBEHHOIO NpenapaTa 419 MeAULMHCKOTO MPUMEHEHUs;

Y) pe3ynbTaTbl aHa/IM30B CEPUIA IeKAPCTBEHHOTO Npenaparta Ans MeauLMHCKOro NPUMEHeHMUs;
) XxapaKTepucTMka npumecers;

X) nepeyeHb CTaHAAPTHbIX 06pa3LOB, MCNOAb3YEMbIX MPU OCYLLECTBAIEHUM KOHTPO/A KayecTsa
JIeKapCTBEHHOrO npenapara 418 MeAULUMHCKOro NPUMEHEHUS;

L) AaHHble 0 CTabMAbHOCTM IeKapCTBEHHOTO Npenapara gias MeguUMHCKOro NPUMEHEHMA.
(yactb 5 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. Pasgen papmaKo/IorMyeckom, TOKCMKONOTMYECKON AOKYMEHTALUUM BKAOYAET B ceba oTyeTbl O
pe3ynbTaTax [AOKAMHMYECKMX WUCCNeflOBaHMIA  NIeKapCTBEHHOro cpeactBa  ANA  MeAMLMHCKOro
NpUMeHeHuA, B TOM Yncne:

1) oTyeT 0 papmakoAMHAMMUYECKMX UCCe0BaAHUAX;
2) oTYeT 0 GapMaKOKMHETUYECKUX UCCNEeA0BaHMUAX;

3) OTYET O TOKCUKOJIOTMYECKUX UCC/IeJ0BaHUAX.
(yacTb 6 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KAWMHMYECKOW AOKYMEHTaALUW BKAOYAeT B ceba OoTYeTbl O pesysbTaTax KAMHUYECKUX
nccnefoBaHUIM NEKAapPCTBEHHOMO NpenapaTa A8 MeANLMHCKOTO NPUMEHEHUS, B TOM Yucne:

1) oTtyeTbl 06 uccnepoBaHUAX OBMOAOCTYNHOCTM U BMO3KBMBANEHTHOCTM, WCCNEA0BAHUAX,
YCTaHaBANBAIOLLMX KOPPEALMIO Pe3YbTaTOB, MONYYEHHbIX B YCA0BUAX in Vitro 1 in vivo;

2) oTyeTbl 0 papMaKOKUHETUYECKUX UCCNe0BaAHMAX;
3) oTyeTbl 0 papMaKoAMHAMUYECKUX UCCNEA0BAHUAX;
4) oTYETbI O KNUHUYECKUX UCCNeAoBaHUAX 3GDEKTUBHOCTUN M Be3onacHoCTY;

5) oTueT 0 noCTperncTpauMoHHOM OnbiTe NPUMEHEHUA (NPU HAaMYKK).
(yacTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHuMA K 06bemy MHPOPMaLMK, NpeaoCTaBNAEMON B COCTaBe PErncTpPaLmMoHHOro A0CheE,
ONA OTAEeNbHbIX BUAOB NEKAPCTBEHHbIX MPEnapaToB ANs8 MeAULMHCKOTO NPMMEHEHWNA YCTAaHABINBAOTCA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.
(yacTb 8 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOLWIEHUM /IEKAPCTBEHHbIX MPENapPaToB, PA3peLLEeHHbIX A8 MeAUUMHCKOro NPpMMeEHeHUA B
Poccuitckoit Pepepaummn 6onee ABaauatM IeT M B OTHOLIEHMWM KOTOPbIX HEBO3MOXKHO NpoBeseHue
nccnenoBaHNn UX BUOSKBUBANEHTHOCTU (33 UCKAOYEHMEM BUONOTMYECKMX NIEKAaPCTBEHHbIX MpenapaTos),
[O0MYCKAEeTCA BKAKOYEHWE B COCTaB pasgena papmaKoiormyeckoi, TOKCMKOIOFMYECKON AOKYMEHTAUMN U
pasfiena KAMHUYECKOW [OOKYMEHTalMM BMeCTO oT4yeTa pas3paboTumka O pesynbTaTax cob6CTBEHHbIX
OOKANHUYECKUX NCCNea0BaHUIA IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BaHMIN IEKAPCTBEHHbIX
npenapatoB Aa8 MeAULMHCKOrO npuMeHeHusa o630pa Hay4yHbIX paboT o pesynbTaTax AOKAMHUYECKUX
NCCNeaoBaHMA NEeKApPCTBEHHbIX CPeACTB M KAMHUYECKUX WCCAeAOoBaHWIA AaHHbIX NeKapCTBEHHbIX
npenapaTtos, B TOM YMC/Ie BKOYAA OMNbIT UX NOCTPErMCTPALMOHHOTO NPUMEHEHMA.

(yacTb 9 BBEAeHa PenepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot


https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100295
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100336
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100340
https://login.consultant.ru/link/?req=doc&base=RZB&n=361672&dst=100118
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100347
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100348
https://login.consultant.ru/link/?req=doc&base=RZB&n=468393&dst=100025

27.12.2019 N 475-93)

10. Mpwn rocynapCTBEHHOM perucTpauMm BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX NpenapatoB Ans
MeAULMHCKOrO MNPUMEHEeHMA [AOMYyCKAaeTcs BKAWOYEHWE B COCTaB pasgena ¢GapmMaKosiorMyeckon,
TOKCMKO/IOTMYECKOM [AOKYMEHTAUMM WU pasgena KAMHUYECKON [AOKYMEHTauuM BMECTO OT4yeTa
pa3paboTynKka o pesynbTaTax COOCTBEHHbIX AOKAMHUYECKUX MCC/eA0BaHUN NEKAPCTBEHHbIX CPeacTB
0630pa HayuHbIx paboT 0 pesynbTaTax AOKAMHUYECKUX UCCNed0BaHUN pedepeHTHOro eKapcTBEHHOIo
npenaparta M NpeactaB/ieHNe BMECTO KJIMHUYECKUX UCCAea0BaHUA B MOJIHOM 0O0beme, YCTaHOBIEHHOM
pa3fenom KAMHUYECKOM AOKYMEHTauuMu, OT4eTa O pesynbTaTax MccnenoBaHUi BUO3KBUMBANEHTHOCTU
BOCMPOM3BEAEHHOIO JIEKapCTBEHHOro npenapata Ans MeAMUMHCKOro npumeHeHusa. He Tpebyetca
npeacrtaBieHMe oT4yeTa O pe3yabTaTax WcciedoBaHW OGMO3KBUBANEHTHOCTU BOCMPOU3BEAEHHOIo
NleKapCTBEHHOro npenapata  Aana MeANUNHCKOro npUMeHeHus, ecnm perucTpmpytoTca
BOCNpOU3BeAeHHble NeKapCTBeHHble npenapaTtbl 418 MeANULNHCKOro NPpMMeHeHus, KoTopble:

1) npeaHasHa4yeHbl ANA NapeHTepanbHOro (NOAKOMKHOrO, BHYTPUMbILIEYHOTO, BHYTPUBEHHOTO,
BHYTPWUrNa3HOro, BHYTPUMONOCTHOTO, BHYTPUCYCTAaBHOrO, BHYTPUKOPOHApHOro) BBeAeHUA U
npeacTasnaoT coboi BogHble pacTBOpbI;

2) npeactaBasaloT coboit pacTBOpPbI A/1A NepopanbHOro NPUMEHEHUS;
3) nponsBeaeHbl B GopmMe MOPOLLKOB UM TNOOUIM3ATOB 418 NPUTOTOB/IEHUS PacTBOPOB;
4) ABNAIOTCA razamu;

5) ABNAKOTCA YWHbIMU NN TNAa3HbIMU NNEKAPCTBEHHbIMU NpenapaTamu, npon3segeHHbIMAU B d)opme
BOAHbIX PaCTBOPOB,

6) NnpeaHasHa4YeHbl 418 MECTHOIO NMPUMEHEHUA M MPUTOTOB/IEHbI B pOPME BOAHbIX PAaCTBOPOB;

7) npepncTaBnaOT coboi BoAHbIE PacTBOPbI AN UCMNOIb30BaHUA B popme MHranauuii ¢ NOMOLLbIO
Hebynansepa uan B Ka4ecTBe Ha3asbHbIX CNPEEB, MPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. ina cnyyaes, yKa3aHHbIX B NyHKTax 1 -3, 5 - 7 yactn 10 HacToALLelN CTaTbM, BOCNPOM3BEAEHHbIN
JIeKapCTBEHHbIA Mpenapat AnAa MeAUUMHCKOTO MPUMEHEHUA [OO/KEH COAeprKaTb TaKue Ke
BCMNOMOTaTE/IbHble BELLECTBA B TaKMX e KO/IMYEeCTBaX, KaK N pedepeHTHbIN eKapCTBEHHbIM Npenapar.
Ecnn coctaBbl BCMOMOraTesnbHbIX BELWECTB  Pas/iMyaloTCA, 3aABUTENb  AOJ/KEH NpeacTaBUTb
[JOKa3aTeNbCTBa TOr0, YTO UCMOJ/b3yemMble B AAHHbIX KOHLLEHTPALMAX BCMOMOraTe/ibHble BELLEeCTBa He
BAMAIOT Ha 6e3onacHocTb U (Mnn) 3dEKTUBHOCTb JIEKAPCTBEHHOrO Mpenapata Aaa MegMLMHCKOro
npumeHeHusn. B cnyyae, ecnv 3asBUTEIb HE MOXKET NPEACTaBUTb TaKMe A0Ka3aTeNbCTBa U (Mn) He umeeT
[OCTyMa K COOTBETCTBYIOLMM AaHHbIM, OH AO/IKEH MPOBECTM COOTBETCTBYIOLWME MCCnefoBaHuMA AnA
[OKa3aTeNbCTBA OTCYTCTBMA B/AMAHUA Pa3HbIX BCMOMOraTesibHbIX BELLECTB WAWM  BCMOMOTraTesibHbIX
YCTPOMCTB Ha H6e3onacHocTb U (Mnan) adpPeKTUBHOCTb SIEKAPCTBEHHOro npenapaTta gaa MeguLMHCKOro
NPUMEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAIOLLMMM NPaBo EBPasmMIACKOro SKOHOMMYECKOTO COHO3a.
(yactb 11 BBepeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pes. PenepanbHOro 3akoHa oT
22.12.2020 N 444-$3)

12. Npw rocynapcTBeHHOM pernctpaLmm KombMHauuin paHee 3apermcTpMpPoBaHHbIX 1IEKAPCTBEHHbIX
npenapaTtos AAd MeAMLMHCKOrO MNPUMEHEHWs [OMYyCKaeTcA BK/AOYEHME B COCTaB  pasgesna
$apPMaKOIOrMYEeCKOM, TOKCUMKOIOTMYECKOM AOKYMEHTAUMM M pasgena KAMHUYECKOW AOKYMEHTauMu
BMECTO OT4yeTa pa3paboTuMka O pesynbTaTax COOCTBEHHbIX AOKJAMHUMYECKMX UCCNef0BaHWUN
JIeKapCTBEHHbIX CpeacTB 0630pa HayyHbiXx pPaboT O pesynbTaTax [AOKJAMHUYECKUX MCCNenoBaHWUiA
pedepeHTHbIX /IeKAPCTBEHHbIX MPenapaToB, BXOAALWMX B COCTaB KOMOWHALMM JIeKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBUM UX B3aMMOAENCTBUNS B OAHOM IeKapCTBEHHOM dopme.

(yacTb 12 BBeAeHa GenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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13. Ha aKkcnepTusy pasinyHbIX 1eKapCTBEHHbIX GOPM O4HOTO M TOTO XKe JIeKapCTBeHHOro npenapara
ANA MeaMUMHCKOro NpuMeHeHuna 3aaBuTe/lb NpeacTaBAfeT OTAe/IbHble 3aABAEHNA U PErncTpaLMoHHbIe
[0Cbe Ha KaXXayl ekapcTBeHHY popmy. Mpu ycnosmmn ogHOBPEMEHHON NOAAUN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHBIMU  O03UMPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeacTaBnfeT OAHO 3aAB/IEHWE W PETrUCTPALMOHHOE A0Cbe C MPUIOKEHMEM MAKETOB YMAKOBOK Ha
KaXKOyHo A03MPOBKY, KaXKAYH KOHUEHTPALUMIO, KaXKAbIi 06beEM M KaxKa0e KONMYECTBO 403 B yNaKOBKe.
(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. TMpwn rocygapCTBEHHOW perncTpaumm opdaHHOro JsieKapCTBEHHOro npenapata 3aABUTENb
npeacrasaseT uHbopmauuio, Heobxoaumyto ans GopMMUPOBAHUA Pa3aena KAMHUYECKON AOKYMEHTALMM,
B 06beme, yCTaHOB/IEHHOM YMNOJHOMOYEHHbIM defepanbHbIM OpraHOM UCNOJIHUTEIbHOM BAaCTMy.

(yacTb 14 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

15. Mpu perucrTpaumm 6MONOrMYECKOro JIeKapcTBEHHOTO MpenapaTta, NOJIYYEeHHOro U3 KPOBW,
Nnasmbl KPOBW YenoBeKa, B COCTaBe PErmcTpauMOHHOIO AO0Cbe Ha JIeKapCTBEHHbIM nNpenapaT Ans
MEeAMLMHCKOro MPUMEHEHUSA A0XKHbI BbITb NpeacTaBAeHbl 4OMNOJHUTENbHO:

1) B pasgene Q[OOKYMEHTaUUM agMMHUCTPATMBHOIO XapakTepa [AOKYMEHT, CoAepKallumii
MHbOpPMauUmio 0 cybbekTax obpalleHns AOHOPCKON KPOBM U (M1M) ee KOMMNOHEHTOB, O TOM, rge bbina
ocyuiectsneHa goHauua (Kposu U (Man) nnasmbl KPOBM), a TakKe JaHHble 06 WMHQPEKLMOHHbIX
3aboneBaHuAX, NepefaloLWMxXcs MapeHTepasbHbiM MNyTem, MHPopmaumMa O CcybbekTax obpalieHus
OOHOPCKOWM KPOBU U (M/IM) €e KOMMOHEHTOB, B OTHOLIEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPOJb
OOHOPCKOW KPOBU U (MKN) ee KOMMNOHEHTOB;

2) B pasgene xmmu4yeckoi, papmaLeBTMYECcKOoM 1 6MOI0rMYECKOM AOKYMEHTAUMMK:

a) KpuTepun 1 cnocobbl oTb6OpPa, TPAHCMOPTUPOBAHUA U XPaHEHWUA AOHOPCKOW KpoBU U (Mnn) ee
KOMMNOHEHTOB;

6) pesynbTaTbl UccneaoBaHUn OTOBPAHHBIX 4OHOPCKON KPOBU U (MIM) NAa3Mbl KPOBM M MYNOB Ha
HanmMune Bo3byauTener UHOEKUM, BKAOYAA WHPopmaumio 06 MCNoAb30BaHHbLIX METoAMKax
nuccnegoBaHWM M B C/lydae MCCe0BaHMS My/OB NMAasMbl KPOBU pe3ynbTaTbl AOKYMEHTA/NbHOIo
noATBepXAeHUA (Bannaaumm) UCnonb3oBaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKUN YNaKOBKU AN oTO6opa AOHOPCKOM KPOBU U (MK) Nnasmbl KPOBY,
BK/ItOYas HPOPMaLMIO 06 MCNONb30BAHHbIX PACTBOPAX aHTUKOAryAsSHTOB.
(yacTb 15 BBEAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

16. KnMHMyeckme nccnefoBaHMA NEKApCTBEHHOIO npenapaTta 418 MeguLMHCKOro NPUMEHEHUA B
LUenax ero rocyfapcTBEHHOM perucTpaumm nposoaatca B Poccuiickolt depepaumm B NOPsAKe,
YyCTaHOB/IEHHOM cTaTbsiMn 38 - 44 Hactoawero ®PegepanbHoro 3akoHa. OTYET O NPOBEAEHHbIX
nccnenoBaHMAX BKIKOYAETCA B COCTaB pa3fena KAMHWYECKOW AOKYMEHTALMKU PErnCcTPaLmMOHHONo A0Cbe
Ha NeKapCTBEHHbIW NpenapaT AN1Aa MeAULMHCKOrO NpUMeHeHus. s nekapcTBEHHbIX NpenapaToB A
MeANUMHCKOTO MPUMEHEHUA, B OTHOLUEHMM KOTOPbIX B pe3yabTaTe 3KCNepTU3bl [AOKYMEHTOB,
npeAcTaBNeHHbIX A1 onpeaesieHUA BO3MOXHOCTM PacCMaTpuMBaTb JIEKAPCTBEHHbIM npenapat Ans
MeNUNHCKOTO NPMMEHEHUA B KadecTBe opdaHHOrO NeKapCTBEHHOIO NpenapaTta, Takasd BO3MOXHOCTb
NpuW3HaHa M B OTHOLIEHUM KOTOPbIX MNPOBEAEHbl KAMHUYECKME WCCNeA0BaHWA, BbINOJIHEHHbIE 3a
npegenamu Poccuiickolt Pepepauymn B COOTBETCTBMM C NpPaBWIaMWM Hagaexalen nabopaTopHOi
NPaKTUKNU M NpaBUAaMW HaZfexKallei KAMHUYECKON NPAKTUKM, AOMYCKAETCA BK/AOYEHME B COCTaB
pa3gena KAMHUYECKON [AOKYMEHTAUMW BMECTO OT4YeTa O pe3yabTaTax KAMHUYECKUX MUCCNefoBaHWUiM
NIeKapCTBEHHOrO NpenapaTa Ana MeaULMHCKOro NpMMeHeHUs, NpoBeAeHHbIX B Poccuitickon Pepepaumum,
oTyeTa O pe3ynbTaTax KAMHUYECKUX WCCNeAOoBaHUNA, BbIMOJAHEHHbIX 3a npegenamu Poccuiickoit
depgepaunn.

(yacTb 16 BBEeAeHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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17. B cnyyae HenpeacTaBAeHMA € 3aAB/IEHNEM O FOCYAapCTBEHHOM PerucTpaLmm 1eKapcTBEHHOro
npenaparta 414 MeAUUMHCKOro NPMMEHEHMA AOKYMEHTOB, NOATBEPKAAIOLWMX YNAATy rocyAapCTBeHHOM
MOW/IMHBI W yKasaHHbIX B MyHKTe 10 YacTM 2 HacToAlel CcTaTbW, a TaKKe BblAaBaeMblX
(npepocTaBnfaembix) YNoSHOMOYEHHbIMU  defepanbHbIMU  OpraHaMM  UCMOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAEeHWI), YKa3aHHbIX B MyHKTax 3 U 4 yacTu 4 HacToAWen CTaTbM, YNOJHOMOYEHHbIN
depepanbHbIi OpraH MCMNOJIHATENbHOW BAACTM 3anpallMBaeT yKasaHHble OO0KYMEHTbl (cBeaeHusA) B
nopagKe MeKBeAoMCTBEHHOTO MHGOPMALMOHHOIO B3aUMOAENCTBUS.

(yactb 17 B pea. GepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTca MCMNO/b30BaHME B KOMMEPYECKUX ULenax uHdopmauum o pesysbTaTax
OOKNMHNYECKUX UCCNea0BaHUM NeKapCTBEHHbIX CPEACTB M KAMHUYECKUX UCCeA0BaHNIM NeKapCTBEHHbIX
npenapaTtoB Aaa MeAMUMHCKOrO NMPUMEHEHUs, NpencTaB/ieHHOW 3anaBUTENEeM AN FOCyAapCTBEHHOM
pernctpauumn neKapcTBEHHOro npenapata, 6e3 ero cornacMa B TeYyeHMe LWeCTU fAeT C  Aathbl
rocyapcTBeEHHOM perucrpaumm pedepeHTHOro IeKapcTBEHHOro NpenapaTta B Poccuickont ®eaepaumu.
(yacTb 18 BBEAEHA PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19. [lep:kaTenb unu Bragenew, permcTpaumoHHOro yaoCToOBEPEHMA IEKAPCTBEHHOMO NpenapaTa Ha
6MOTEXHONOTMYECKUIA N OPPAHHbIN NEKAPCTBEHHbIM NpenapaTt 065A3aH NpeaocTaB/iATb Ha BO3ME34HOM
OCHOBe 06pa3supbl pedpepeHTHOro IeKapCTBEHHOTO NpenapaTa 3aaBUTeNAM 415 NPOBeAeHNA KNMHNUYECKUX
nccnegoBaHnin. CToMmoctb 06pasua pedepeHTHOro JIeKapCTBEHHOro npernaparta, BK/OYEHHOTO B
nepeyveHb }KU3HEHHO HEOBXOANUMBbIX U BaXKHENLLMX 1EKAPCTBEHHbIX MPenapaToB, He A0/IKHA NPEeBbILLATL
3aperncTpUpoBaHHy0 NpeaesbHy0 OTMYCKHYIO LieHY Ha pedepeHTHbIN eKapCTBEeHHbIVM npenapaT uau
LEeHY Ha JIeKapCTBEHHbIV Npenapar B CTpaHe NpPou3BoauTeNs.

(yacTb 19 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

20. 3aABneHMe 0 rocyfapCTBEHHOM pPerncTpaLLmm BoCnpon3BeAeHHOro IeKapCcTBEHHOTO Npenapara
AN MEAMUMHCKOTO NPUMEHEHUA MOXKET ObiTb MOAAHO B YNOJHOMOYEHHbIM deaepanbHblit opraH
WCNOSIHUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYAAPCTBEHHYIO  PErucTpauuio  IeKapCTBEHHbIX
npenapaToB, MO MWCTEYEHUW 4YeTbipex NeT C AaTbl FOCYJAPCTBEHHOM perucrtpauum pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuiickon ®epepaumm.
(yacTb 20 BBeaeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

21. 3asBfeHMe O TrOCYAapCTBEHHOW  peructpauumM 6uoaHanorosoro (6uonogo6Horo)
JleKapCcTBEHHOro npenapaTta (6uMoaHanora) moxeTt 6biTb NMOAAHO B YNOJIHOMOYEHHbIM deaepanbHbIn
OpraH WCMOJIHUTE/NIbHOW BNACTM, OCYLLECTBAAIOWMI TOCYAAaPCTBEHHYIO PErncTpaLymio JIeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHMM Tpex /NeT C p[aTbl FOCYAapPCTBEHHOW perucTpauumn pedepeHTHoro
JleKapcTBeHHOro npenapata B Poccuiickoin ®eaepaumm.

(yacTb 21 BBeaeHa PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22. [ep:kaTenb wav Bnagenel, perucTpaLlMoOHHOIO yaO0CTOBEPEHUA NIEKAapCTBEHHOrO npenapaTta
npeacTaBaAfeT B YNOJHOMOYEHHbIN defepanbHblil OpraH UCNOJHUTENbHON BNACTW, OCYLLECTBAAOLLNIMA
bYHKLMM NO KOHTPOJIO N Haa30py B chepe 34paBOOXPaHEHUA, OTHET MO pe3y/bTaTam papmakoHaa3opa
OZMH pa3 B LWWECTb MeCALEB B TeYeHWe ABYX SIeT NOC/e roCyAapCTBEHHOM perucTpaLmm AekapCcTBEHHOIo
npenapata B Poccuiickon Pepepaunn, exxerogHo B TedeHWe Nocaeayowmnx Tpex feT U B AanbHelwem
OAMH pas B NATb NeT.

(yacTb 22 BBeaeHa ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NpuMeyaHme.

MonoxkeHua ct. 19 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAyr npu
obpalleHUn NeKapCTBEHHbIX CPeacTB: ANA MeAMUMHCKOTO MNPUMEHEHWA MNOCPEeACTBOM eAMHOMN
cuctemsl U (MAKn) eanHoro noprtana, npumeHatoTca ¢ 01.01.2025; ans BeTepUHAPHOrO NPUMEHEHUS
nocpeacTBom egmMHOro noptana, npumeHatotca ¢ 01.01.2026.

Cratba 19. MpuHATUE pelleHUA O BblAauye SIKCNEePTHOMY yUYpeXKAeHUIO 3a4aHUA Ha npoBeaeHue
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3KcnepTU3bl IEKaPCTBEHHOrO CPeACcTBa
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHue gecatn pabounx gHeN co AHA NPUHATUA 3aABAEHUA O FOCYAaPCTBEHHOM PErncTpaLmm
JIeKapCTBEHHOIO npenapata MAM 3aABAEHUS O NPU3HAHMM NEKAPCTBEHHOro npenapaTta opdaHHbIM
NIEKAPCTBEHHbIM  MpenapaTtom  COOTBETCTBYIOWMIM  YNOJHOMOYEHHbIN  deaepanbHblii  OpraH
NCNOSIHUTENbHOM BAACTU NPOBOAUT NPOBEPKY NONHOTbI, 4OCTOBEPHOCTU U MPABUIbHOCTM 0popMAEHMA
NpeacTaBNEeHHbIX AOKYMEHTOB PErncTPaLMOHHOIO AOCbe Ha /IEKAapPCTBEHHbIA NpenapaT U NpUHUMaET
pelleHne O BblAaye 3aZaHUA Ha NPoBeAEHME:

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

1) aKcnepTU3bl AOKYMEHTOB, NPEACTAB/AEHHbIX ANA OnpeaesieHna BO3MOXKHOCTM paccMaTpuBaThb
NeKapcTBeHHbIM npenapaT ANs MegUUMHCKOro NMpMMEHEeHMs B KayecTBe Op¢daHHOrO NeKapCTBEHHOMO
npenapaTa;

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

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.01.2026 n. 2 4. 1 cT1. 19 yTpaumusaet cuny ($3 ot 30.01.2024 N 1-$3).

2) 3KCNEepPTM3bl IEKaPCTBEHHOIO CPEACTBA B HaCTV IKCNEPTM3bI KauecTBa JIeKapCTBEHHOrO CpeacTBa
N 3KCNepTU3bl OTHOLWLEHWUA omm,u,aemoﬁ NOJZIb3bl K BO3MOXHOMY PUCKY NMPUMeHeHUA S1eKapCTBeHHOro
npenapaTa 414 MeANLMUHCKOro NPUMEHeHs;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 n. 3 4. 1 cT. 19 yTpaumsaet cuay (P3 ot 30.01.2024 N 1-d3).

3) aKkcnepTM3bl IEKAPCTBEHHOTO CPEACTBA B YACTM 3KCNEPTMU3bl KAYECTBa IEKaPCTBEHHOIO CPeACTBa
N 3KCMepTM3bl OTHOLUEHUS OXKMOAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA NEKapCTBEHHOTO
npenapata Anf MeAUUMHCKOTO MPUMEHEHUSs B MOPAAKE YCKOPEHHOW npoueaypbl 3KCNepTussbl
JleKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 26 HacTosAwero PeaepanbHOro 3aKOHa;

4) 3KCNepTnU3bl /1€KapCTBEHHOIoO cCpeacrtesa B OTHOWEHWUU NeKapCTBEHHOrNo npenaparta A4naA
BETEPUHAPHOro NpuMeHEHUA.

2. YnonHOMo4YeHHbIN ¢deaepanbHblit OopraH WCNONHUTENbHOM BAACTM HAMNPaBAAET B JIMYHbLIN
KabUHEeT 3KCNEepTHOro yypexaeHua B eAUHON cucTeme noannucaHHoe YCUAeHHOM KBannduumMpoBaHHOM
3/IEKTPOHHOM NOANMCHIO 3a4aHNe Ha NpoBeAEeHNE IKCNEePTM3, NPeAyCMOTPEHHbIX YacTbio 1 HacToAweMn
CTaTbl, B /IMYHbIA KabWHET 3aABUTENA B eAWHOM CcuUcTeme - MOANMCAHHOE YCU/IEHHOM
KBa/IMGUUMPOBAHHOM 3NEKTPOHHON NOANMUCHIO YBEAOMIEHNE O NPUHATOM PELUEHUM O Bblaade 3a4aHus
Ha NpoBeAEeHMe 3KCNepTU3, NPeAYCMOTPEHHbIX YacTblo 1 HacToALLel cTaTbn, U B Cyvae HeobxoaMMocCTH
O Bblgaye paspelweHns Ha BBO3 B Pocculickyio ®Pegepaumio KOHKPETHOM MapTun, cepuu
3apernucTpupoBaHHbIX U (MAKN) He3aperncTPUpPOBaHHbIX JIEKAPCTBEHHbIX CpeacTB MAnM o6 OTKase B
NpPoOBeAEHNN TAaKMUX SKCNEPTU3 C YKa3aHMEM NPUYNH OTKA3a.

(yacTb 2 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cnyyae BbIIBEHUA OTCYTCTBUA WMAM HEAOCTOBEPHOCTM WMHPOPMaUMKM, copeprKalleircAa B
NpeACcTaBNEHHbIX 3aABUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIM denepanbHblii OpraH UCNONHUTENbHOM
BNACTVM HaNpaBAseT 3asBUTE/IO NOCPEACTBOM €AMHOIO NopTana Wau B €ro JIMYHbIM KabuHET B egUHOM
cucteme 3anpoc 06 YTOYHEHUU 3TON MHPOPMaLMKU, NOAMUCAHHBIN YCUNEHHOM KBannbULMPOBAHHOM
3NEKTPOHHOM nognucblo (ganee - 3anpoc ynosHoOMoYeHHoro denepanbHOro opraHa MCNOAHUTEIbHOM
B/1aCTU).

(yacTb 3 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)


https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100374
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100112
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100113
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100114
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100114
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100115
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100117

4. 3asasuTenb 06A3aH HanpaBWTb NOCPEACTBOM €4MHOro MopTana B  YNOJHOMOYEHHbIN
denepanbHbIii OpraH MCNOAHUTENBHOM BAACTU UK B IMYHbIA KABMHET YNOAHOMOYEHHOTo dpeaepanbHOro
OopraHa MCNONAHUTENbHON BNACTU B €4MHOMN cUCTEME MOAMUCAHHLIA YCUAEHHOW KBaANPULMPOBAHHOM
3/IEKTPOHHOM NOANMUCBID OTBET Ha 3anpoC YNOJIHOMOYEHHOrO peaepasbHOrO OpraHa UCNOAHUTENbHOM
B/1IACTU B CPOK, He MpeBbIWaoWMA AeBAHOCTA pabounx AHel CO AHA MONYYEHUA YNONHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMOAHUTENIbHOMW BAACTU  3/IEKTPOHHOIO YBEAOMJIEHUA O MOAYYEHUMU
3anaBuTeNIemM AaHHOro 3anpoca. Cpok, yKa3aHHbIM B 4acTU 1 HacToAwen cTaTbl, NPMOCTAaHABAMBAETCA CO
OHA HanpaB/aeHMA NOCPEeACTBOM eAMHOr0 NopTana Uan B INYHbIN KABUHET 3aABUTENA B €4MHON cUCTeME
3anpoca Yno/JIHOMOYEHHOro denepanbHOro opraHa MCNOAHUTENbHON BAACTM A0 AHA HanpaBaeHWs
3aABUTEIEM NOCPEACTBOM €4MHOM0 NopTana UaM B IMYHbLIA KAabUHET YyNoAHOMOYEHHOTO denepasibHOro
opraHa UCMONIHUTENbHOM BNACTU B eANHON CUCTEME OTBETA.

(yacTb 4 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. OcHoBaHMem gnA OTKasa B OopraHusaunmn sakcnepTni, npegyCcCMoTpeHHbIX 4acCTbio 1 HaCTOﬂU.LeVI
CTaTbWn, ABAAETCA NpeacrtaB/ieHUue HEO6XOLI,MMbIX ana nposeaeHMA npeayCcMoTpPEHHbIX 3KCNepTus
AOKYMEHTOB B HEMOJIHOM obbeme unm HenpeacraBaeHMe 3aABUTENIEM B yCTaHOB/'IEHHbIVI CPOK OTBETa Ha
3anpocC ynosIHOMO4YeHHOro d)ep,epaanoro OpraHa WCNOJIHUTENBbHOM BNACTU, a TaKXKe npeacrasneHune
AOKYMEHTOB, HE CoaepXalnx ncHepnbiBaroLWEro nepeyHAa HeO6XO,£l,VIMbIX CBE,CI,EHMVI.

6. MNpun OTKase B OpraHM3aLMM 3KCNEpPTM3bl, NPEeLYyCMOTPEHHON NyHKTOM 4 4yactu 1 HacToAwweln
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTAB PErMCTPALMOHHOIO AOCbe HA SIEKAapCTBEHHbIN NpenapaTt aaa
BETEPMHAPHOIrO MPUMEHEHUA, MOryT ObiTb BO3BpalLEHbl 3a8BUTENII0 HAa OCHOBAHMM ero 3anpoca,
NOAMMUCAHHOIO YCUMNEHHOM KBAaAMPUUMPOBAHHON 3/EKTPOHHOM MNOAMUCBIDO W HAMNPaBAEHHOrO
nocpescTBOM eAMHOIo NopTasia B YNOJHOMOYEHHbIM deaepasibHblii OpraH UCNOHUTENIbHON BAACTU UK
JINYHBIN KaOUHET YNOJIHOMOYEHHOTO PpeaepasibHOro opraHa UCMOJTHUTEIbHOM B/1IAaCTU B €AMHON CUCTEME,
B TeYeHWe TpuauaTnm paboumx AHEW cO AHS NPUHATUA YNOAHOMOYEHHbIM deaepanbHbIM OpPraHoOM
WCNOJIHUTENbHON BNACcTU pelleHus o6 OTKase B OpraHuMsaLMW TaKoW 3KcnepTusbl. YNOAHOMOYEHHbIN
desepanbHblit opraH UCNONHUTENLHOW BNaCcTU BO3BPALLAET 3aBUTENI0 YKa3aHHbIe IOKYMEHTbI B TeYeHUe
Aecatn pabouymx gHel co AHA NONYYEHMA COOTBETCTBYIOLLEro 3anpoca 3afaBuTeNs.

(yacTb 6 BBEeaeHa PenepanbHbim 3akoHom oT 02.08.2019 N 297-93; B pen. PeaepanbHOro 3akoHa oT
30.01.2024 N 1-93)

KoHcynbTaHTlAtOC: NpuMeyaHume.
C 01.09.2024 ct. 20 u3naraetca B HoBoW pepakumm (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuiyto
pefakuuio.

Cratba 20. JKcnepTusa AOKYMEHTOB, NpeACTaB/eHHbIX ANA onpeaeneHus BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM npenapaTt AAA MeAULMHCKOTO NMPUMEHEHUA NPU OCYLLEeCTBAEHUU
rocyAapCcTBEHHO perucTpaumm B Kadectse opgpaHHOro IeKapcTBEHHOro nNpenapara

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

1. dKcnepTU3a AOKYMEHTOB, NpeACTaBAeHHbIX ANA onpeaesieHns BO3MOXHOCTU paccmaTpuBaTb
NIEKApPCTBEHHbIN npenapat Ana MeAMUMHCKOrOo MPUMEHEHMA NPU OCYLLEeCTBAEHUM FOCYAaPCTBEHHOM
perncrpauum B Kayectse oppaHHOro SIeKapCTBEHHOrO MpenapaTta, COCTaB/eHMEe KOMUCCUEN 3KCNepToB
3aK/H0YEHMA O BO3MOXKHOCTM MAM HEBO3MOMKHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbLIM npenapat gas
MeAULMHCKOro NPMMEHEHMS MPU OCYLLLECTBAEHUN rOCYAapCTBEHHON perncTpaumm B Kayectse opdpaHHOro
JIeKapCTBEHHOro npenapaTa M HanpaB/ieHWe AaHHOro 3aK/YEeHMA B YNOJHOMOYEHHbIM deaepanbHbIn
OpraH UCMOJIHUTENIbHOM BIAaCTM OCYLLECTBASAIOTCA B CPOK, HE NPEBbIWatoWwmMi TpuaLaTm paboumx aHem co
OHSA  NONYYEeHMA SKCMEPTHbIM y4ypexkaeHMem 33[aHUsA YyNoJHOMOYEeHHOro degepanbHOro opraHa
WCNOJIHUTENIbHON BNACTU W B 3NEKTPOHHON dopmMe MAM Ha BymMaKHbIX HOCUTENAX HeobXxoaMmblx
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n 8 yactm 7 ctatbm 18 HacToAwero PegepanbHoro
3aKOHa.


https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100118
https://login.consultant.ru/link/?req=doc&base=RZB&n=330696&dst=100050
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100119
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100120
https://login.consultant.ru/link/?req=doc&base=RZB&n=468491&dst=1384
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100385

2. [loKymeHTbl, coaeprKalimeca B pPerucTpalMOHHOM [OCbe Ha JIeKapCTBEHHbIM mnpenapaTt wu
NOCTYNMBLLME Ha BYMarXKHbIX HOCUTENAX B IKCMEPTHOE yUpeXKaeHWe ANA OCYLEeCTBAEHMUA UX SKCMepTu3bl
OnA onpegeneHna BO3MOXHOCTM paccMaTpmBaTb /IEKAPCTBEHHbIM npenapat Aas MeauMUUMHCKOro
npMMeHeHWss B KadectBe Op¢daHHOIO JIEKApCTBEHHOro npenapaTta, noAJjeskaT BO3BpaTy B
YNO/NHOMOMYEHHbIN deaepanbHbii OpraH MCNOAHUTENbHON BAACTU OAHOBPEMEHHO C 3aK/IlOYEeHUAMMU
COOTBETCTBYIOLLMX SKCMNEPTU3.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C 01.09.2024 cT. 21 ytpaumsaet cuny (P3 ot 30.01.2024 N 1-d3).

Ctratba 21. PeweHMe 0 BO3MOXHOCTU pPacCMATPMBATb JIEKAPCTBEHHbIX npenapaTt npwu
OCYLLEeCTB/IEHWUU FOCYAAPCTBEHHOI perucrpaumum B Kayectse oppaHHOro IeKapCcTBEHHOro npenapara
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B CpOK, He NpeBbILAOLWNN NATU Paboumnx gHEN co AHA NONYYEHUA 3aKIHOYEHMA, YKAa3aHHOTO B
yactm 1 crtatbm 20 Hactoswero PenepanbHOro 3aKOHAa, YNOAHOMOYEHHbINM deaepanbHbii opraH
WCNOSIHUTENbHON BNACTU OCYLLECTBAAET OUEHKY MOJYYEHHOrOo 3aKAOYEHWs ANA ONpefeneHus ero
COOTBETCTBMA 3a4aHMI0O Ha MPOBeAEHMEe COOTBETCTBYHOLLEN 3KCMEPTU3bl M yBEAOMASAET 33aABUTENA B
3/IEKTPOHHOM dopmMme MAM Ha OymaxkHOM HoOcuTesne O pe3y/sibTaTaX MpPoBeAeHHOW 3KCNepTusbl C
NPUNOXKEHNEM KOMUM SKCNEPTHOTO 3aKN0UEHUA (C COXpPaHEHMEM KOHOMAEHUNANBHOCTM MHOPMaLUM O
COCTaBe 3KCMNEepPTHOM KOMUCCUU) U O BOSMOMKHOCTM MU HEBO3MOMXKHOCTU PacCMaTpMBaTb 1EKAPCTBEHHbIM
npenapat Ana MeauuMHCKOro MPUMEHEHUA MpPU OCYLLECTBIEHUN TOCYAAPCTBEHHOW perncrpauumn B
KauyecTBe opdaHHOro fIeKapcTBEHHOrO Npenapara.

2. MMpu BbIHECEHMM KOMMCCUEN IKCMEPTOB 3aK/NOYEHUS O BO3MOMKHOCTM pPacCMaTpuBaThb
JIeKAPCTBEHHbIN NpenapaTt A4aa MegMUMHCKOro MNMPUMEHEHUA MPU OCYLLECTBNEHUN FOCYAaPCTBEHHOWM
perucTpauum B Kavectse opdaHHOro 1IeKapCTBEHHOIO NpenapaTta yno/JHOMOYEHHbIN dpeaepanbHblii opraH
WCNOJIHUTENIbHOWN B/IAaCTM B CPOK, HE MpeBblWatownii NATM pabounx AHel co AHA NOAYyYeHWs AAHHOro
3aK/N0YeHMA, NPUHUMAET pelleHMe O BblAaye 3aJaHWA Ha MpOBefeHMe 3KCNepTU3bl KayvecTsa
NIeKapCTBEHHONO CPeACTBa WM 3SKCMNEepTU3bl OTHOLIEHWA OMMAAEMOM MOJ/b3bl K BO3MOMKHOMY PUCKY
NPUMeEHEHNA NIeKapCTBEHHOrO MpenapaTta Aas8 MeAMUMHCKOrO NPUMEHEeHUs B MopsaKe YCKOPEeHHOWN
npoueaypbl 3KCMepTU3bl JIEKAapCTBEHHOIO CPeAcTBA B COOTBETCTBMM CO CTaTbel 26 HACTOALWLEro
depepanbHOro 3akoHa.

3. B cnyyae NPUHATUA peLleHns 0 HEBO3MOMKHOCTM PacCMaTPMBaTh NEKAPCTBEHHBIN NpenapaT aaa
MEAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAAPCTBEHHOW  perucTpauuMm B KadectBe opdaHHOro
NeKapCcTBEHHOTO Mpenapata YNoAHOMOYEHHbIM deaepanbHblii  OpraH MCNOAHUTENbHOW BAACTM
npekpalLaeT npoueaypy rocyaapcTBEHHOM perncTpaLmMm IeKapcTBEHHOro npenapaTa. 3aaBuTe b Bnpase
06paTUTLCA B PErnCTPUPYIOLWMIA OpraH C 3aABJEHMEM O rOCyAapCTBEHHOW PerMcTpauuu yKasaHHOro
NleKapCcTBEHHOTO NpenapaTa B COOTBETCTBUM CO cTaTbel 18 HacToswero ®eaepanbHOro 3aKoHa.

CtaTtba 22. YTpatuna cuny c 1 uiona 2015 roaa. - PeaepanbHblii 3aKoH oT 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NpuMeyaHme.

MonoxkeHua ct. 23 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAYr Npu
obpalleHMn NEeKaApCTBEHHbIX CPeACTB ANA MeAMUMHCKOrO MPUMEHEHWA MOoCpenCcTBOM eANHOM
cuctembl, npumeHatotca ¢ 01.01.2025.

Cratba 23. JKcnepTuM3a KauyecTBa /NIeKapCTBEHHOrO CPeAcCTBAa M 3KCMepTU3a OTHOLIEHUA
OXMAaemol Mosb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKAapCTBEHHOro npenapara Ans
MeAULMHCKOro NpUMeHeHus

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. dKcnepTn3a KayecTBa JIeKapCTBEHHOro CPe/ICTBa M SKCNEPTM3a OTHOLLEHMA OXKUAAEMOM NO/b3bI
K BO3MOMHOMY PWUCKY NMPUMEHEHWA NEKAPCTBEHHOro npenapata A48 MeAMUMHCKOro MNMpPUMEHEHWUS,
COCTaB/IEHME KOMMCCMAMM 3SKCNEpPTOB 3aK/IOYEHWN MO pe3ynbTaTaM NpPOBEeAEHHbIX 3KCNepTus u
Hanpas/eHME 3TUX 3aKAOYEHWUI, NOANUCAHHbLIX YCUNEHHbIMU KBAaAUOUUMPOBAHHLIMU INEKTPOHHbIMMU
NoAMNUCAMMU, B ZINYHBIN KabUHET ynosiHoMo4YeHHOro defepasibHOro opraHa WUCNOJIHUTE/IbHOM B/lacTU B
e4NHOM CUCTEME OCYLLECTBAAIOTCA B CPOK, He NpeBblllaloWui cTa AecATn paboumx AHel co AHsA
HaMNpaB/ieHUA B JIMYHbIN KabBWMHET 3KCMEPTHOrO Y4YpeXXAeHWs B eAMHOM CUCTEME COOTBETCTBYIOLLETO
3aZaHMA  YNOJHOMOYEHHOro d¢eaepanbHOro oOpraHa WCNOJAHUTENbHOM BAacTM M HEeobXoAUMbIX
[OKYMEHTOB.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTIAOC: NpuMeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3sgpas Poccum go 11.04.2022, npu HEBO3MOXKHOCTMU NPOBEAEeHMUA
9KCNepTU3bl KavyecTBa JIEKAapCTBEHHbIX CPeACTB B IKCMEPTHOM YUpexAeHWu, [O0MycKaeTca ee
npoBeseHMe MOCPeACTBOM AUCTAaHLMOHHOIMO B3aMMOAEWNCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
ONpenensaTCa 3KCMEepPTHbIM YYperKAeHWeM Mo COracoBaHuio C 3assuTenamu (lMoctaHoBAeHMe
MpasuTenbcTea PO ot 05.04.2022 N 593).

2. B TeyeHue aeBAHOCTa AHEN CO AHA MOMYYEeHUS YNONHOMOYEHHbIM desepanbHbiM OpraHom
UCMOIHUTENIbHOW BIACTU YBEAOMJIEHUA B 3/IEKTPOHHOW Popme O MosyYeHUM 3afBUTENIEM PELLUEHUSA O
NpoBeAEeHUM 3KCNepPTM3, NPesyCMOTPEHHbIX YacTbto 1 HacTosAWel cTaTbW, 3aABUTENb NPeACTaBAsET B
3KCMEPTHOE yYpeXKAeHUe AN NPOBEAEHUS IKCMEePTU3bl KAYecTBa JIEKAPCTBEHHOTO cpeacTBa 06pasLbl
NeKapcTBEHHOrO npenapata A4d MeAMUMHCKOTO NPUMEHEHWA, MPOU3BEAEHHOrO B COOTBETCTBUM C
TpeboBaHMAMM ONbITHO-NPOMBILNAEHHOTO U (MAW) NPOMBIWAEHHOTO PEerfameHToB, YTBEPKAEHHbIX
pyKoBoAMUTENEM NPOU3BOANTENA NEKAPCTBEHHbIX CPEACTB, a TaK}Ke B COOTBETCTBYIOLMX CyYanx 06pasLbl
dbapmaueBTUYECKOM CybCTaHUMM, TECT-LUTaMMa MUKPOOPraHN3MOB, Ky/IbTypbl KNETOK, 06pa3Lbl BELLECTB,
NPUMEHAEMbIX AAA KOHTPOAA KayecTBa J/IeKApCTBEHHOrO CPeAcTBa MyTeM CPaBHEHMA C  HUMU
nccneayemoro NeKapcTBEHHOMO CPeACTBa, cneunduyeckne peareHTbl, HeobxoaMmble AN NPoBeAeHUA
MCMbiTaHWMM  06pa3sLoB  /IEKAPCTBEHHbIX MNpenapaToB, B  KoAM4yecTBaX, HeobxoAuMmblx — ANA
BOCMPOU3BEAEHNA METOAOB KOHTPO/IA KayecTsa.

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

3. MNpu nonyyeHun 06pas3LOB IEKAPCTBEHHOrO nNpenapata M dapmaueBTUYECKON CybCcTaHUMM
SKCMepTHOEe yuperKaeHMe HanpaBaseT B JIMYHbIA KabUHET 3aABUTENA B eANHOW cUCcTeME yBeLOMIEHME,
noATBepXaatoLLee nNosyyeHne ykasaHHbIx 06pasuos.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. YKasaHHbI/ B YaCTM 2 HacTosALLeN CTaTbM CPOK A/ NpPeAcTaB/ieHus 3asBuTesem obpasuos
NleKapcTBEHHOTO npenapata M papmaueBTUYecKon cybCTaHUMM He BKAKOYAETCA B CPOK NpoBeaeHun
3KCMepPTM3, NPeayCMOTPEHHbIX Y4acTbio 1 HacToALen cTaTbu.

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

5. YTpatun cuny. - depepanbHolit 3akoH ot 30.01.2024 N 1-P3.

KoHcynbTaHTlAOC: NpuMeyaHme.

MonokeHua ct. 24 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAYr npu
obpalleHMn NeKapCTBEHHbIX CPEeACcTB A8 BETEPUHAPHOTO MPUMEHEHMA MNOCPeACTBOM €4MHOro
noptana, npumeHatoTca ¢ 01.01.2026.

Cratba 24. 3Kcnepm3a KayectBa JIeKAapCTBEHHOrro cpeacrtea WU 3KCNepTusa OTHOoWeHUA
omu,qaemoﬁ nosib3bl K BO3MOXHOMY PUCKY NpUMEeHeHUA NeKapCTBEeHHOro npenaparta AnAa
BeTepuHaApHOro npumeHeHuAa
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1. DKcnepTU3a KayecTBa IEKAapCTBEHHOMO CPeACcTBa M SKCNEepTM3a OTHOLEHUS OXKMAAEMOM MOJb3bI
K BO3MOHOMY PMUCKY MPUMEHEHMA NIeKapCTBEHHOrO MnpenapaTta A/l1A BETEPMHAPHOIo MPUMEHEHMUS,
COCTaB/IEHME KOMMCCUSAAMM 3SKCMEPTOB 3aKAOYEHWI NO pe3ysbTaTaM YKa3aHHbIX 3KCNepTu3 MU
HanpaB/ieHWE TAaKUX 3aKIOYEHUN B 3NEKTPOHHON dopme B YNOJAHOMOYEHHbIN denepanbHblit opraH
WCMOJIHUTE/IbHOM B/1AaCTU OCYLLECTB/ASAIOTCA B CPOK, He MpeBbIlatolWni cTa AecatTn paboumx gHel co aHA
MOJIyYEHMA ISKCMEPTHbIM YydperKAeHNeM B 3NEKTPOHHON d¢opme 33[aHUA  YNOJHOMOYEHHOTO
denepanbHOro opraHa MCMOAHUTENBHOW BAACTU C AOKYMEHTAaMM, YKa3aHHbIMW B Yactu 3 ctatbn 17
HacToswero PegepanbHOro 3aKoHa.
(B peq,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-$3, o1 30.01.2024 N 1-$3)

2. B TeyeHne TpuauaTM paboumx AHEN cO AHA MONYYEeHUs YMNOJIHOMOYEHHbIM deaepanbHbIM
OpPraHOM MCMONHUTENIbHON BNACTU YBEAOMIEHWUS B 3/IEKTPOHHON GOpME O NOAYyYEHUU 3anABUTENEM
peleHns o0 NpoBeaeHMM YKasaHHbIX B YacTM 1 HacToALLEN CTaTbM IKCNEPTU3 3a8BUTEb NPeaCcTaBAsEeT B
3KCMNepTHOE y4ypexkaeHue A/1a NPoBeAEHUs SKCMEepPTU3bl KayecTBa JIeKapCTBEHHOrNO cpeactsa obpasupl
JIEKapCTBEHHOrO npenapata ANs BeTepUHAPHOro NPUMEHEHWs, NMPOU3BEAEHHOIN0 B COOTBETCTBUU C
TpeboBaHMAMU TEXHONOTMYECKUX PErNaMeEHTOB, YTBEPMKAEHHbIX PYKOBOAMTE/NEM MPOU3BOAMTENA
JIEKApCTBEHHbIX CPEACTB, a TaKXe B COOTBETCTBYIOWIMX C/Ay4anX TecT-LWTaMMbl MWKPOOPraHM3MOB,
KY/NIbTYpbl K/NE€TOK, 0bpa3ubl papmaueBTMyeckon cybcTaHuum, obpasubl BEWECTB, NPMMEHAEeMble A5
KOHTPO/IS KayecTBa JIEKapCTBEHHOIO CPeAcTBa, B KOMYECTBax, HeobXxoguMbIX A1 BOCNPoOU3BeaeHus
METOA0B KOHTPO/IS1 KayecTBa.

(8 pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-d3, o1 30.01.2024 N 1-93)

3. Mpu nonyyeHnn obpasLLOB NEKAPCTBEHHOrO npenapata U ¢papmaleBTUYECKON cybcTaHumMm
3KCMepPTHOE yyperkaeHne B AeHb NoayyeHna obpasLoB HanpaBaseT B SNEKTPOHHON dpopme 3aaBUTENO
yBe4oMNeHNe, NOATBEPKAAIOLLEE NOYyYEeHUE YKa3aHHbIX 06pasLoB.

(yacTb 3 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. YKasaHHbIA B 4acCTM 2 HAcTosLLElM CTaTbW CPOK 415 NpencTaB/eHMA 3asBuTesnieM obpasuos
JIeKapCTBEHHOrO npenapaTta M dapmaLeBTUYECKOM cybCTaHUMM He BK/IKOYAETCA B CPOK MpOBeAeHMsA
3KCNepTUs, NpeayCMOTPEHHbIX HYacTbio 1 HacToALLEN CTaTbu.

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

5. Y1patun cuny. - PeaepanbHolin 3akoH ot 30.01.2024 N 1-P3.

Cratba 25. lloBTOpHOE NpoBeaeHMe 3KCNepPTU3bl JIEKAPCTBEHHbIX CPeACTB
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx Heg0CTaTOYHOM 060CHOBAHHOCTM UM HEMOJTHOTbI 3aK0YEHUS KOMUCCUM 3KCNEPTOB,
Ha/MuMA B HEM MNPOTMBOPEYMBLIX OaHHbIX, GanbCUPUKALUM BbIBOLOB IKCMEPTU3bI JIEKAPCTBEHHOTO
CPeACTBa, COKPLITUA OT YNOJHOMOYEHHOro deaepanbHOro opraHa UCMOAHUTENbHOW BAACTU OCHOBaHWIA
ONA OTBOAA 3KcnepTa BCNEACTBME €ro 3aMHTEPECOBAaHHOCTM B pe3y/ibTaTax COOTBETCTBYIOLLEMN
3KCMEepPTM3bl, HANUMA AaHHBIX O NPAMOM NIMHO KOCBEHHOM BMELLIATENbCTBE B MPOLLECC COOTBETCTBYIOLLLEN
3KCMEepPTM3bl L, HEe YHACTBYIOLMX B €e NPOBeAEeHMM, HO OKa3aBLUMX BAUAHME Ha NPOLECC U Pe3yabTaTbl
ee npoBeaeHUA, YNoJHOMOYEHHbIM denepanbHbiM OPraHOM WCMOJIHUTENbHOM BNAcTM Ha3HadaetcA
NOBTOPHAnA 3KCMepPTM3a IEKAapPCTBEHHOMO CPEACTBa U (MK) 3TUYECKan IKcnepTM3a.

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

KoHcynbTaHTlAOC: NpuMeyaHme.

MonoxkeHua ct. 25 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAYr npu
06palleHUM NIeKApPCTBEHHbIX CPeACTB: ANA MEeLULMHCKOro MNPUMEHEHWA NOCPeACTBOM eauHOM
cuctembl U (MnKn) egmnHoro noptana, npumeHsatoTca ¢ 01.01.2025; gnsa BETEPUHAPHOrO NPUMEHEHMS
nocpeacTBom eaAnHOro noprtana, npumeHatoTca ¢ 01.01.2026.
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2. MoBTOpPHaA 3KCNepTM3a NIEKAPCTBEHHOMO CpPeacTBa NPOBOAUTCA C YYETOM Pe3y/bTaTOB paHee
NpoBeAeHHON 3KCMepTM3bl B CPOK, YCTAHOBJ/IEHHbIN YMNO/JIHOMOYEHHbIM deaepanbHbiM OpraHoOm
WCMOJIHUTE/IbHOM BNACTM U He NpeBbIWatoWmnii TpMaLaTn paboumx gHen co AHA NOYYEeHMA SKCNePTHbIM
yyperKaeHMem B IMYHOM KabuHeTe B e 4MHON CUCTEeME 3a[4aHUA Ha NpoBeAeHne NOBTOPHOM 3KCNepPTU3bI
JNIeKapCTBEHHOrO CpeacTBa, NOAMNMCAHHOIO YCUAEHHOM KBAaMULMPOBAHHOM 3/1EKTPOHHOM NOANUCHIO.
(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 30.01.2024 N 1-93)

3. ®unHaHcoBoe obecneyeHue BbINONHEHMA 3a4aHMA Ha NpoBeAeHWEe MOBTOPHOW 3KCMEpPTM3bI
JIeKapCTBEHHOIO CpeacTBa He OCyLLecTBAAEeTCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 26 He pacnpoOCTPaHAETCA Ha MPABOOTHOLLEHMA, BO3HMKaloLWMe Npu obpalleHUn
JIeKapPCTBEHHbIX CPEACTB A5 MeAULMHCKOro npumeHeHusa (®3 ot 30.01.2024 N 1-3).

CratbAa 26. YCKOpeHHasA npoueaypa sKcnepTusbl 1€KapCTBEHHbIX CPeACTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeAcTB B LENAX rocyAapCTBEHHOM
perncTpaunm JIeKapCTBEHHbIX MNpPenapaToB MNPUMEHAETCA B OTHOWEHWM OPQAHHbIX NEeKapPCTBEHHbIX
npenapaTos, NePBbIX TPEX NEKAPCTBEHHbIX NPENapaToB, perncTtpupyembix B Poccniickon deaepaumm B
KayecTBe BOCMPOM3BEAEHHbIX NEKAPCTBEHHbIX MPEnapaToB, O4epeaHOCTb KOTOPbIX Oonpeaenserca B
COOTBETCTBMM C HOMEPOM M [OaTOM BXOAAWMX 3aABMEHUM O [OCYAAPCTBEHHOM perucTpauum
NIeKApPCTBEHHbIX NPENapaTtoB B pPamMKax OAHOIMO0 MeXAYHAapPOAHOro HenaTeHTOBAaHHOrO HaMMeHOBaHMA
NIeKapCTBEHHOrO npenapaTa WAWM FPYNNMPOBOYHOIO HAMMEHOBAHWA J/IEKAPCTBEHHOrO MpenapaTa,
NIEKApPCTBEHHbIX MNPEnapaTtoB A/1A BETEPUMHAPHOIO MNPUMEHEHUA, MNpeAHa3HaYeHHbIX ANA Ne4vYeHua
[OOMaLLHUX }KUBOTHbIX, onpeaeneHHbix PeaepanbHbim 3aKoHOM OT 27 Aekabpa 2018 roga N 498-d3 "06
OTBETCTBEHHOM 06palLLEHUN C KUBOTHBIMU U O BHECEHUU U3MEHEHWUIN B OTAE/bHbIE 3aKOHOAATE/IbHbIE
aKTbl Poccuiickont ®epepaumnmn”, N 3aperucTpUpPoBaHHbIX B KayecTBe JIEKAPCTBEHHbIX NpenapaTos As
MEeAMUMHCKOTO NPMMEHEHUA, U NEKAPCTBEHHbIX NMPEnapaToB, NpeaHA3HAYEHHbIX UCKIIOYUTENbHO A8
NPMMEHEHNA HECOBEPLUEHHONIETHUMM TPAXKLAHAMMN.

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-d3, ot 13.07.2015 N 241-d3, ot 28.04.2023 N 171-
®3)

2. YcKopeHHas npouefypa 3KCNepTusbl JeKapCTBEHHbIX CPEACTB B LENAX roCyAapCTBEHHOM
perncTpaunmn NeKapCcTBEHHbIX NPenapaToB He NPUMEHAETCA B OTHOLLIEHUN:

1) 6uoaHanorosbix (6MONOA06HbLIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEKApCTBEHHbIX MNpPenapaToB (3a MCKAoYeHMem opdaHHbIX JeKapPCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NpuMeyaHme.

Jo 31.12.2024 poCCUINCKMM MNPOU3BOAUTENSIM JIEKAPCTBEHHbIX MpPenapaToB A/ BeTepUHAPHOro
NPUMEHeHMA paspeLleHo NoAaBaTb PermcTpaLMoHHOE A0Cbe MO YCKOPEHHOM npoueaype 6e3 yyeta
TpeboBaHMl n. 3 4. 2 cT. 26 (MocTtaHoBneHue Mpasutenbctea PP ot 12.03.2022 N 353).

3) BOCMpOM3BEAEHHbIX /IeKAapCTBEHHbIX MpenapaToB (3a UCKAOYEHWEM MNepBbIX Tpex
pernctpupyembix B Poccuinckon ®Peaepaumm B KauecTBe BOCNPOU3BEAEHHbIX 1EKAPCTBEHHbIX NpenapaTos
W NeKapCTBEHHbIX  MpPenapaTtoB, NpeAHA3HAYeHHbIX  UCKAKUYUTENbHO  ANA  NPUMEHEHUSA
HEeCOBEepLUEHHONETHUMN TpaXKaaHaMK, a TaKXKe JIeKapCTBEHHbIX MpenapaTtoB, NpeAHasHa4YeHHbIX Anf
JleyeHna A0MaLLHMX }KMBOTHbIX, onpeaeneHHbix PegepanbHbim 3aKkoHOM OT 27 aekabpsa 2018 rona N 498-
®3 "O6 oTBeTCTBEHHOM O06palWEeHUN C KUBOTHbIMU U O BHECEHUM WU3IMEHEHUA B OTAe/bHble
3aKOHoZaTe ibHble aKTbl Poccuitckon ®epepauymn”, 1 3aperncTpmpoBaHHbIX B KAYeCTBE IEKAPCTBEHHbIX
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npenapaTos A1A MeAULUHCKOTo NPUMEHEHUR);
(8 pea. PenepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBUHALMIA 3aPErNCTPUPOBAHHBIX paHee IeKapPCTBEHHbIX NPenapaTos;

5) nekapcTBeHHbIX NpenapaTos, 3aperncTPMpoBaHHbIX pPaHee, HO MNPOU3BEAEHHbIX B APYrux
NeKapcTBeHHbIX GopMax B COOTBETCTBUKN C NepeyHemM HaumeHOBaHWIA 1eKapcTBEeHHbIX popm 1 B HOBOWM
003UPOBKe;

6) nekapcTBEHHbIX NPenapaToB A58 MeANLMHCKOro NPUMEHEHUS, rOCYAapPCTBEHHAn perncrpaums
KOTOPbIX OTMEHEHa, NPU UX PEFUCTPALMN B KauyeCTBE NEKAPCTBEHHbIX NPENapaToB 1A BETEPUHAPHOTO
NPMMEHEHMUA.

(n. 6 BBegeH ®epepanbHbiM 3akoHOM oT 28.04.2023 N 171-3)
(yacTtb 2 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. YcKOpeHHas npoueaypa 3KCNepTU3bl JIEKApPCTBEHHbIX CPeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLEFO YNOJHOMOYEHHOIO $defepanbHOro opraHa UCNOIHUTENBHOM BAACTM HA OCHOBAHWUM
3aAB/IEHMA 3aABUTENS B CPOK, HE MPEBbLIWAOWMIA BOCbMUAECATU pabounx aHel. MNpu aTom aKcnepTn3a
OOKYMEHTOB, COAEpPMKaLUUXCA B PErMCTPALMOHHOM AOCbe Ha JIEKapCTBEHHbIA NpenapaT, NpoBOANTCA B
CPOK, He MpeBblWaoWNn gecatu pabouynx AHeKn, sKCnepTu3a KavyecTBa JIEKAPCTBEHHOro cpeacTBa M
3KCMepTU3a OTHOLWIEHMA OXMAAEMOKN MOMb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA /IEKAPCTBEHHOTO
npenapaTta NPoOBOAATCA B CPOK, HE NPEBbIWAOWMIA LIECTUAECATU PaboUunxX AHEN.

(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3.1. Y1paTtun cuny. - ®epepanbHblin 3akoH o1 30.01.2024 N 1-$3,

4. YcKOpeHHasa npoueaypa 3KCNepTusbl NEKapCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPSAKE,
yCTaHOBAEeHHOM cTaTbamu 17, 19, 20, 23 un 24 Hactosawero denepasbHOr0 3aKOHa, U He O3HA4aeT
CHUKeHMA TpeboBaHMi K 6esonacHocTU, KayecTBy U 3PPEKTUBHOCTUN NEKAPCTBEHHbIX NPEnapaTos.

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

CratbAa 27. PewneHue o rocyaapCcTBEHHOM perucTpauLmum 1IeKapcTBeHHOro npenapara

1. B cpok, He npeBblWwatoWwmii gecatn pabounx gHer co AHA NOAYYEHUA 3aKAOYEHUIA KOMUCCUM
SKCNepToB MO pe3y/bTaTaM 3KCNepTU3bl KaYecTBa JIEKAPCTBEHHOMO CPeACTBa U IKCNEePTU3bl OTHOLWEHUA
0XMJ3eMOW NONb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUA IEKAapPCTBEHHOMO NpenapaTta, COOTBETCTBYOLWMIA
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM BAACTH:

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

1) ocywecTBAfeT OLEHKY 3aK/YeHUi KOMUCCUWM 3KCMepToB A1A OnpeaesieHna COOTBETCTBUA
3aZaHMIO Ha NPOBEAEHMNE STUX IKCNEPTU3;
(n. 1 B8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) NPUHUMAaET pelleHne O rocyAapCTBEHHOW PerMcTpauuMu NeKapcTBeHHOro npenaparta uam o6
OTKa3e B rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHOro npenapara;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B n. 3 cT. 27 BHOCATCA uameHeHua (P3 ot 30.01.2024 N 1-3).

3) BHOCUT NP NPUHATUN PELLUEHNA O TOCYAAPCTBEHHOW PerncTpaumnmn NeKapcTBeHHOro npenaparta
JaHHble O 3aperucTpMpoBaHHOM JleKapCTBEHHOM Mpenapate, B TOM 4ucne o ¢dapmaleBTUYECKOM
cybCcTaHuMM, BXoAAlWEeN B COCTaB /IEKAapCTBEHHOro npenapaTta, B rOCYAAapPCTBEHHbIA peecTp
NeKapCcTBEHHbIX CPEACTB M BblAAeT 3anABMTEN0 PEermcTpaumoHHoe yAOoCTOBEpeHMEe NeKapCTBEHHOro
npenapata, ¢opma KOTOPOro YyTBEPXAAeTca  YMNOAHOMOYEHHbIM  dedepanbHbIM  OpraHom
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WUCNONHUTE/IbHOM B/1aCTM, COrNacOBaHHbIE HOPMATUBHYIO [AOKYMEHTaLMI0, HOPMaTUBHbINA [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHWUIO IEKAPCTBEHHOTO NpenapaTa U MakeTbl NepPBUYHON YNAaKOBKU N BTOPUYHOM
(noTpebuTenbCcKoM) YMaKoBKM C YKa3aHMEM HA HUX HOMEpPA pPEerucTpauMoHHOro YAOCTOBEPEHUN
JIeKapCTBEHHOTO NpenapaTta U AaTbl ero rocyAapCcTBEHHON PerncTpaLmm UaAn B Ciy4ae NPUHATUA peLleHmna
06 OTKase B rocyfapCTBEHHOM pPerncrTpauum NekapCcTBEHHOro npenapaTta yBeaoMAAET B NMUCbMEHHOM
dopme 3aABMTENA 0O 3TOM C YKa3aHMEM MPUYMH TaKOrO OTKasa. 3a Bblgayy PerncrpauyMoHHOro
YO0CTOBEPEHNA IEKAPCTBEHHOMO NpenapaTta B3MMaeTCA rocyAapcTBeHHaA MOLW/MHA B COOTBETCTBMM C
3aKoHoaaTeibcTBoM Poccuiickoit Pepepaumm o Hasnorax U cbopax.

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

2. OcHOBaHMEM AN OTKasa B rOCYAapCTBEHHOM perucTpaumm NeKapCTBEHHOrO mnpenapaTta Anaa
MEOVLMHCKOTO  NPUMEHEHUA  ABNAETCA  3aK/OYeHMe  COOTBETCTBYIOLWLEro  YMOJIHOMOYEHHOrO
benepanbHOro opraHa MCMOAHWUTENbHOW BAACTM O TOM, 4YTO KayecTBO U (Man) 3PPeKTUBHOCTb
perncTpMpyemoro JIeKapCcTBEHHOro npenapaTta Anad MegUUMHCKOro NMpPUMEHEeHUA He MOoATBEepKAeHbI
NOSIy4EHHBIMW JAHHBIMW UM YTO PUCK MPUYMHEHUA Bpeaa 340POBbH YesioBEKA BCAeACTBME NMpuema
JIeKapCTBEHHOrO npenapata AnAa MegMUMHCKOro MpuMeHeHuA npesbiwaeTr 3QPeKTUBHOCTb ero
NpPUMeHeHMA.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

3. MoBTOpHOE npeAcTaB/ieHNe B COOTBETCTBYIOWMIA YNOJAHOMOYEHHbIN deaepanbHbii OpraH
WCMNOJIHUTENbHOM BAAcTU NIEKapCTBEHHOrO npenapata, B OTHOWEHWMWM KOTOPOro MNoJyyYeH OTKas B
rocy4apCTBEHHOMN perncTpaumm n KOTopblit BNOCAeACTBUMM NOABEPICA M3MEHEHUIO B YacCTM €ro cocTaBa,
paccmaTpuBaeTcA Kak npeacTaB/eHMe HOBOro JIeKapCTBEHHOTO Mpenaparta Ha ero rocyapcTBEHHYHo
pPerncTpaLuio HesaBUCUMO OT COXPaHEHUA ero NePBMUUYHOIO HaMMEHOBaHUS.

(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. MNpu npefocTaBieHNN 3asaBUTENIEM B COCTaBe PErumcTPauMoOHHOIO AO0Cbe Ha JIeKapCTBEHHbIN
npenapaT ANA BeTEPUHAPHOTO NPUMEHEHUA KONUKU PeLLEHNA YNOAHOMOYEHHOro deaepanbHOro opraHa
WCMO/IHUTENBHOW BAACTU O MPOBEAEHUU WHCMEKTUPOBAHWUA NPOU3BOAMTENA NIEKAPCTBEHHBIX CPEACTB
CPOK MNPUHATUA peleHUas O [OCYyAapCTBEHHOM perucTpauMmM JfieKapCTBEHHOro npenapata  And
BETEPUHAPHOr0 NPUMEHEHWUA NPUOCTAHABAMBAETCA CO AHA NONYYEHUA 3aKIOYEHWUI, YKA3aHHbIX B YacTU
1 HacToAWeN cTaTby, A0 AHA NPUHATMA YNOJAHOMOYEHHbIM deaepasnbHbIM OpraHOM UCMOJIHUTENBHOM
BJ1AaCTU pelleHna O Bblgaye uauM o6 OTKase B Bblgaye 3aKAOYEHUA O COOTBETCTBUWM MPOU3BOAUTENA
NIeKapCTBEHHbIX CPeAcTB TpeboBaHMAM NPaBUA HaA/1eXKalllei NPOU3BOACTBEHHOM NPAKTUKM, HO He 6onee
Yem Ha CTO BOCEMbAECAT Pabounx aAHeNn.

(yacTtb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

5. OcHoBaHMeM ANnA OTKas3a B roCyAapCTBEHHOM perucTpauumn SeKapcTBeHHOro npenapata ans
BETEPUHAPHOIO MPUMEHEHUA ABNAETCA 3aK/OYEHWEe YNOJHOMOYEeHHOro denepanbHOro oOpraHa
MCMONHUTENBHOW BN1IACTU O TOM, YTO KauecTBO U (Man) apPeKTUBHOCTb PerncTpmMpyemoro eKapcTBEHHOTO
npenapaTta 4NA BETEPMHAPHOIO NPUMEHEHUA HE NOATBEPKAEHbI MONYYEHHBIMU AAaHHBIMW UKW YTO PUCK
NPUYNHEHNA Bpeaa 340POBbI0 KMBOTHOIO BC/AEACTBME MPUEMA JIEKAPCTBEHHOIO MpenapaTta AanaA
BETEPMHAPHOIrO NPUMEHEHUA npesbiwaeT 3GGEKTUBHOCTb €ro0 NPUMEHEHMA, OTKA3 YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOAHUTEIbHOM BIACTM B BblAade 3aKAH04YEHMA O COOTBETCTBUN NPON3BOANTENA
JIeKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBUA HagNeXKallleh NPOM3BOACTBEHHOM NPAKTUKN ANA KaXKA0M
NpPon3BOACTBEHHON MNJ/IOWAAKN PEFNCTPUPYEMOrO JIEKaPCTBEHHOTO Npenapata AAA BeTepUHAPHOro
NPUMeHeHMA B C/y4ae, €cAn MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapata A/lAa BeTepuHAPHOro
NPUMeEHeEHMA OcCyLlecTBAAeTcA 3a npegenamm Poccuitickor Pepepaumm, MAM  OTCYTCTBME TaAKOro
3aKN04eHNA.

(yacTb 5 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopsagKe M CpoKax onpeneneHna B3aMMO3aMEHAEMOCTU NIEKAPCTB JIEKAPCTBEHHbIX MpenapaTos,
3apernctpmpoBaHHbix 4o 01.03.2020, cm. cT. 3 @3 07 27.12.2019 N 475-P3.
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Cratba 27.1. B3aMmo3amMeHAEMOCTb JIEKApCTBEHHbIX MpenapaTtoB ANA MeAULMUHCKOro
npuMeHeHua
(B peq. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMmo3amMeHseMOCTb JIeKAapCTBEHHbIX MPEnapaTtoB Aas8 MegULMHCKOTO MpPUMEHEHUs
onpeaenseTcs ynoJHOMOYEeHHbIM deaepasnbHbIM OPraHOM UCNONHUTENIbHOM BAACTU, OCYLLECTBAOWUM
rocy4apCTBEHHYIO PErncTPaLMIO IEKAPCTBEHHbIX MPenapaToB A8 MeAULUMHCKOTO MPUMEHEHMSA, B paMKax
OAHOMO  MEeXAYHapOAHOro  HEenmaTeHTOBAHHOro (MM XMMMYECKOro, MWAWM  TPYNNUPOBOYHOIO)
HaMMEHOBaHMA Ha OCHOBE 3aKJ/IIOYEHUS KOMMUCCUM 3IKCMEPTOB SKCMEPTHOTO YUYpEerKAeHUA O
B3aMMO3aMEHAEMOCTU JIeKaPCTBEHHOIO Npenaparta 418 MeAUUMHCKOro NMPUMEHEHUs AMbOo O TOM, YTO
NleKapcTBEHHbIV Npenapar 418 MeauLMHCKOro NPUMEHEHUA He ABAAETCA B3auMo3aMeHsaembIM. MopsaaoK
onpeaeneHna B3auMo3aMeHAEMOCTW JIeKapCTBEHHbIX NPenapaToB A8 MegUUMHCKOTo NMPUMEHEHUA U
bopmMa 3aK/NOYEHMA KOMWUCCUM 3IKCMEPTOB IKCMEPTHOTO YUYPeXAeHWA O B3aMMO3aMEHSEMOCTU
NleKapcTBEHHbIX NPEeNapaToB 418 MeAULMHCKOTO NPUMeEHeHUA 1Mo 0 TOM, YTO JIEKAPCTBEHHbIN Npenapat
ANA MeAULMHCKOTO NPUMEHEHUA He ABNSAETCA B3aMMO3aMeHAeMbIM, YCTaHaBIMBaloTcA peaepasibHbiM
OpraHOM WCMOJIHUTENbHOM BAACTW, OCYLECTBAAIOWMM OYHKLMM Mo BbipaboTKe W peanusauun
rocyAapCTBeHHOM NOIMTUKMU U HOPMaTMBHO-MPaBOBOMY PEry/iMpoBaHuio B chepe 34paBoOXpaHeHUsA, No
cornacoaHuio ¢ dpegepanbHbiM OPraHOM WCNOJIHUTENbHOW BAACTWU, OCYLLECTBAAIOWMM OYHKUMKM NO
NIMLEH3MPOBAHUIO NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(8 pea. PepgepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komucecua aKcnepToB SKCNEPTHOrO yUYpexKaeHus AaeT 3aK/lloYyeHUe O B3aMMO3aMeHSseMoCTU
JIeKapCTBEHHOrO Npenapara A48 MeAnLMHCKOro NPUMeEHeHNA 1160 0 TOM, UTO IeKapCTBEHHbIM NpenapaT
AN MeAMUMHCKOTO MNPUMEHEHUS He ABASAETCA B3aMMO3aMEHSI€MbIM, Ha OCHOBaHWU C/eAyoLLINX
KpUTEpUEB (XapaKTePUCTUK):

1) askBMBaneHTHocTb (ans 6uoaHanoroBbix (6MONOAOGHBLIX) NEKAPCTBEHHbIX MNpenapaTos
(6roaHanoroBs) - CONOCTaBUMOCTb) KaUeCTBEHHbIX M KOJIMUYECTBEHHbIX XapaKTePUCTMK dapMaLeBTUHECKUX
cybCTaHUMiA AN COMOCTaBMMOCTb aHTUIEHHOrO COCTaBa BaKUMH. Mcnosib3oBaHWe pas/iMyHbIX COAei,
3bNPOB, KOMMNEKCOB, U30MEPOB, KPUCTaNANYECKUX GOPM U APYrMX NPOM3BOAHbLIX OAHOIO U TOrO Ke
OeNcTBylOLLIero BellecTBa He fABAAETCA NpenATcTBMEM AnA onpeaeneHua B3auMO3aMEHAEMOCTH
NeKapCTBEHHbIX MNpenapaTos, ecAW Mpu  NPOBeAEHWM  UCCNeA0BaHMA  BUO3KBMBANEHTHOCTM
NeKapCTBEHHOro Mmpenapata WMAWM UCCiefoBaHWUA TepaneBTUUYECKOW 3KBUBAJIEHTHOCTU NIEKaPCTBEHHOIO
npenapaTta [O0OKa3aHO OTCYTCTBME K/AMHMYECKM 3HAUMMbIX Pasanumii GapMakoOKMHETUKM U (1an)
3bdeKTMBHOCTM 1 6e30NacHOCTV IeKapCTBEHHOMO NpenapaTa 414 MeANLMHCKOro NPUMEHeHNs;

2) 3KBMBANIEHTHOCTb /IEKAPCTBEHHOMN opMbl. 04 IKBUBANEHTHLIMU SIEKAPCTBEHHbIMU hOpMamm
MOHMMAIOTCA Pa3Hble JIEKAPCTBEHHblE GOpPMbI, MMeloWwme oAMHaKoBble Cnocob BBeAeHUA U cnocob
npumeHeHusa, ob6nagalowme CONOCTaBUMbIMM  GAPMAKOKMHETUUYECKUMM  XapaKTepuCTMKaMu U
$bapMaKoIorMyeckum gencTenem n obecneumnBatoLLme TaKKe JOCTUKEHNE HEOBXOAMMOTO KAUHUYECKOTO
abdeKTa. Pasnnuma NeKapcTBeHHbIX ¢OpM He ABAAIOTCA MPenaTcTBMEM ANA  OonpejefieHus
B3aMMO3aMEHSIEMOCTU  JIEKAPCTBEHHbIX MPEnapaTtoB, €ciM Mpu  MPOBEAEHUM  WUCCNeL0BaHUA
OMO3KBMBANEHTHOCTM  NIEKAPCTBEHHOTO  Mpenapata WM UCCeAoBaHMA  TepaneBTUYEeCKOM
3KBMBAZIEHTHOCTWN /IEKAPCTBEHHOMO NpenapaTa A0Ka3aHO OTCYTCTBME KAMHMYECKU 3HAUYMMBbIX Pasanyuni
bapMaKkoKMHETUKN U (Mamn) addeKkTmBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta A4nA
MeAMLMHCKOro MPUMEHEHUS;

3) 9KBUBANEHTHOCTb UJIM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/ibHbIX BELWECTB JIEKAPCTBEHHOIO
npenapata ANA MegUUMHCKOro nMpuUMeHeHuA. Pasnnuma coctaBa BCNOMOraTesibHbIX —BelLecTs
NNEKAPCTBEHHOIoO npenapata He ABAAKOTCA NPEnATCTBMEM ANA onpeaeneHmA B3aMMO3aMeHAEMOCTU
NNEKAPCTBEHHDbIX  NpenapaTtoB, eCcaun npu nposeaeHnn ncecnenoBaHuA 6M03KBMBANIEHTHOCTU
NNEKApPCTBEHHOro npenaparta UanM nccneanoBaHuUA TepaI'IEBTMLIeCKOﬁ 9KBUNBANNIEHTHOCTU NEKAPCTBEHHOTO
npenapata AOOKa3aHO OTCYyTCTBUE KAUHUYECKU 3HAYUMbIX pasnwmﬁ d)apMaKOKMHETMKVI n (VII'IVI)
3¢¢eKTVIBHOCTM n 6esonacHocTH NEeKapCTBEHHOrNo npenaparta and MeguunHCKoOro npumeHeHuA. an
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HaZIMUYNMN KNMHUYECKU 3HAUUMbIX Pa3anynin GapmakoKUHETUKM U (Man) addeKkTMBHOCTM U Be3onacHoCTH
NleKapcTBEHHOro npenapaTa A8 MeAULMHCKOro NpMMeHeHUA B3aMMO3aMeHAeMOoCTb onpeaenaercs
YyKa3aHMeM Ha UCKNtoYEHMe OTAEe/bHbIX rPynn NauneHTos;

4) naeHTMYHOCTb cnocoba BBeAeHUs U cnocoba NpUMeHeHUs;

5) cooTBercTBME NPOM3BOAUTENA NEKAPCTBEHHOIO CPeACcTBa TpeboBaHUAM MPaBWUA Had/iexKallen
NPOWn3BOACTBEHHOM MNPaKTUKN.

3. bes HEO6XOAMMOCTM AOKa3aTenbCTBa 6103KBMBANIEHTHOCTU OCyLlecTBnAETCA onpepeneHne
B3aMMO3aMeEeHAEMOCTU BOCNPOU3BEAEHHDbIX IEKAPCTBEHHDbIX NMPENapaToB, KOTOpPbIE:

1) npeaHasHayeHbl ANA NapeHTepanbHOro (NOAKOXHOrO, BHYTPUMbILEYHOTO, BHYTPUBEHHOTO,
BHYTPWUIA3HOrO,  BHYTPUMONOCTHOIO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHApPHOro) BBEAEHUS U
npeacTasnaoT coboi BogHble PacTBOpPbI;

2) npeacTaBasaloT coboit pacTBOpPbI A1 NepopanbHOro NPUMEHEHUS;
3) nponsBeaeHbl B GopMe MOPOLLIKOB UM TMOPUIM3ATOB A8 NPUTOTOBEHUS PACTBOPOB;
4) ABNAIOTCA razamu;

5) ABNAIOTCA YIUHBIMM MW FNA3HBIMM NEKAPCTBEHHbIMM NpenapaTamu, NPomssBeaeHHbIMKU B Gopme
BOZHbIX PacTBOpPOB;

6) nNpeaHasHayeHbl A5 MECTHOTO M (MAKU) HAPYXKHOTO MPUMEHEHUS U MPUTrOTOB/EHbI B dopme
BOZHbIX PAcTBOPOB;

7) npeacTaBnaoT coboit BoAHble PacTBOPbI AN UCMNOIb30BaHUA B pOpMe MHranauuii ¢ NOMOLLbIO
Hebynansepa MAM B KauyecTBe HA3a/ibHbIX CMpPeeB, NMPUMEHAEMbIX C NMOMOLLBIO CXOAHbIX (MOXOMKMX,
aHaNorMyHbIX) yCTpPoMCTB (NprMbopoB., annapaTtos).

(yacTb 3 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. OcobeHHOCTM onpeaeneHUsa  B3aMMO3AaMEHAEMOCTU  BMONOTMYECKMX  NIeKAaPCTBEHHbIX
npenapaToB, KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX NPENapaToB (cogeprKalmx KoMmbUHaumo AByxX U bonee
OEVCTBYIOLIMX  BELLeCTB), JIEKAapPCTBEHHbIX MpenapatoB A1 MNapeHTepanbHOro MUTaHUA MU
Hef03MPOBaHHbIX  JIEKAPCTBEHHbIX  MpenapaToB  ycTaHaBAuBatTcA  denepasbHbiIM  OpraHoOMm
NCNOJIHUTENbHON BNACTU, OCYLLECTBAAILWMM GYHKLMM MO BblpaboTKe M peanm3aumnm rocysapcrBeHHom
NOJIMTUKN N HOPMATMBHO-NPABOBOMY PEry/JIMPOBAHNIO B chepe 340aBOOXPAHEHMSA, MO COrAaCoOBaHMUIO C
denepanbHbIM OpPraHOM WCMOJIHUTENbHOW BAACTU, OCYLLECTBAAOWMM GYHKUUM NO NNLEH3UPOBAHMUIO
NpPou3BOACTBa /IEKAaPCTBEHHbIX CPEACTB.

(B pen. PegepanbHoro 3akoHa ot 19.10.2023 N 503-$3)

5. Onpe,u,eneHme B3aMMO3aMeEHAEMOCTU HE OCYyLWeCTBAAETCA B OTHOWEHUU J1IEKAPCTBEHHDbIX
PaCTUTENIbHbLIX NPEenapaToB, roMeonaTN4YeCKNX 1eKapCTBEHHbIX NpPenapaTos.

6. CDOpMVIpOBaHMe nepevyHA B3anMo3aMeHAEMbIX NeKapPCTBEHHbIX NpenapaTos ANA MeaULMHCKOro
npUMeHeHNA OCYLLECTBNAETCA SKCNEPTHbIM y4ypexageHnem nocpeacrsom O6'be,EI,MHeHMFI NEeKapCTBEHHDbIX
npenapaTtoB B OTAE€/ibHble Trpynnbl, B Ka)i(,EI,Oﬁ N3 KOTOPbLIX JIEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B C/lydae BKIKOYEHMA B WUHCTPYKUUKO NO MEeOUNUUHCKOMY NPUMEHEHUIKO JIEKAPCTBEHHOIO
npenapata Ha OCHOBaHWKM Pe3ybTaTOB COOTBETCTBYHOLWUX I/ICC}'le,CI,OBaHVIlZ NMoKasaHui Aana npuMmeHeHuA,
KOTOpble OT/INYAKOTCA OT MoKasaHui AnAa NpuMmeHeHunAa Opyrnx NeKapCrtBEHHbIX NpenapaTtoB U3 rpynmnbl
B3aMMO3aMeEeHAEMbIX NEKAPCTBEHHbIX NpenapatoB, B NepeyHe B3aMMO3aMEHAEMbIX J1IEKAPCTBEHHDbIX
npenapartos Ana megnumMHCKOro npuMeHeHNA JONKHa 6bITb YKa3aHa COOTBETCTBYHOLLAA VIHd)OpMaLI,VIFI.
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8. MNepeyeHb B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NPENApPaToB 419 MeULMHCKOrO NPpUMEHEeHUA
pa3smelLaeTca YNoJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTEIbHOM BAACTM, OCYLLLECTBAAIOWMM
rOCYyZapCTBEHHYIO PEruMcTpaLMio NeKapCTBEHHbIX MPenapaToB AAA MEeAMUMHCKOro NPUMEHEHMA, Ha
cBoem ooduumancHom cante B cetn "UHTepHet". UHboOpmauma B nepeyHe B3aMMO3aMeEHAEMbIX
JIeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NpMMeHeHUA 0bHOBAAETCA YKa3aHHbIM deaepanbHbim
OpPraHOM MCMOJIHUTENbHOM BAACTM C YY4ETOM HOBbIX 3aPErMCTPUPOBAHHbIX NEKAPCTBEHHbIX NpenapaToB
ONA  MeAMUMHCKOTO MPUMEHEHMA W BHECEHHbIX W3MEHEHUA B [OOKYMEHTbl, coZep)Kalumecs B
PErnCTPALMOHHBIX A0Cbe Ha 3apPerncTpupoBaHHble JIEKAPCTBEHHblE MpenapaTbl AAA MeAMLMHCKOro
NpUMeHeHMs.

9. MopsaAoK Mcnoab3oBaHMA MHGOPMALMM O B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NpenapaTtax a1
MEAMLMHCKOrO MPUMEHEHMSA U MOPAAOK AayM PasbACHEHW NO BOMPOCaM B3aMMO3aMEHSEMOCTU
NeKapcTBEHHbIX NpenapaTtoB AN MeAUUMHCKOro MpPUMMEHEeHMs YCTaHaB/AMBalTCA deaepasibHbiM
OpPraHOM WCMOJIHUTENIbHOM BAACTW, OCYLLECTBAAIOWMM OYHKLMM MO BbipaboTKe M  peannsaumu
rocyAapCTBeHHOM NOIMTUKMU M HOPMaTMBHO-MPABOBOMY PEry/iMpoBaHuio B chepe 34paBoOXpaHeHUsA, No
cornacosaHuio ¢ degepanbHbIM OpPraHOM WCNOJIHUTENbHOW BAACTU, OCYLLECTBAAIOWMM OYHKUMKU NO
NIMLEH3MPOBAHUIO NPON3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

(B pea. PepgepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlAOC: NpumeyaHue.

CpoOK peructpauum NeKapCTBEHHOIO npenapata A4l1a BETEPUHAPHOTO NMPUMEHEHUSA, UCTEKAOLWMI C
14.03.2022 no 31.12.2022, a TaKkke B 2023 roay, npoaneH Ha 12 mecaues (MocTtaHoBNAEHUE
MpasuTenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTlAOC: NpumeyaHue.

CpOKM AeNCTBUA PETNCTPALNOHHDBIX YA0CTOBEPEHMIN IEKAPCTBEHHbIX NPENapaToB 419 MeAULUNHCKOro
NpUMeHeHun, KoTopble uctekatoT B 2024 r. npoaneHbl Ha 12 mecaues (MocTaHoBneHMe MpaBUTeNbCTBA
P® o1 12.03.2022 N 353).

CTaTbA 28. PerncTpaumoHHoe yA,0CcToBEPeHUE IeKapCTBEHHOro npenapara

KoHcynbTaHTlAOC: NpUMedaHue.

PaspellaeTca obpalleHne B PO 3aperncTpMpoBaHHbIX 1IEKAPCTBEHHbIX MPenapaTos, CPOK AehCTBUSA
PEernmcTpaunoHHOro yA0CTOBEPEHMA KOTOPbIX UCTEK B CaydYae, NpeaycMoTpeHHom 4. 11 cT. 4 @3 ot
30.01.2024 N 1-®3.

KoHcynbTaHTlAOC: NpuMmeYaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacnpoOCTPAHAKTCA Ha MNPABOOTHOLUIEHWA, BO3HWKalOLWMe Mnpu
06pallLeHMM NeKapCTBEHHbIX CPeACTB AN MeanLMHCKoro npumeHenuns (®3 ot 30.01.2024 N 1-93).

1. PerncrpauMoHHOe yA0CTOBEPEHME JIEKAPCTBEHHOrO MpenapaTta C yKasaHMem J1IeKapCTBEHHbIX
dopm M [03MPOBOK BblaaeTcs 6eccpoyHO, 3a MCKAYEHMEM PErMcTPaUMOHHOIO YAOCTOBEpPEHUA
NleKapcTBEHHOTO NpenapaTa, Bbl4aBaeMOoro CO CPOKOM AENCTBUA NATb /IET, Ha BNepBble perncTpupyemble
B Poccuiickoit dPeaepaummn nekapcTBeHHble npenapaTbl.

2. Mo ucTeYeHUM yKasaHHOro B 4acTM 1 HacToAwel CTaTbM CpPOKa Bblaaerca bHeccpoyHoe
pernucTpaunoHHoe YAOCTOBEPEHWE JIEKAPCTBEHHOro npenapata Mnpu YCI0BWM MNOATBEPXKAEHWUA ero
rocyf,apCTBEHHOW perncTpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbsamm 30 u 31 HactoAwero PenepanbHOro 3aKoHa
M3MEHEHMWN B coaep:Kalipmeca B PEerMcTpalMOHHOM A0Cbe Ha 3aperncTpuMpoBaHHbLIA JIEKAPCTBEHHbIN
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npenapaTt AOKYMEHTbI, 3aTparMBalowWwmx CBeAeHUA, OTPaXKeHHble B PETMCTPALMOHHOM YA0CTOBEPEHUN
JIeKapCTBEHHOTO NpenapaTa, YNOAHOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENLHOW BAACTU BblgaeT
HOBOE pervcTpaLmMoHHOe yA0CTOBEPEHME IEKAPCTBEHHOTO NpenapaTa, coaeprkallee BHECEHHbIE B HEro
NU3MeHeHuA.

(yacTtb 3 BBeaeHa PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTIAOC: NpUMeYaHue.
C01.01.2026 4. 4 cT. 28 yTpaumaet cuny (3 ot 30.01.2024 N 1-d3).

4. B cnyyae yTpaTbl UAM NOBPEXAEHWA PErncTPaLMOHHONO YAOCTOBEPEHWUA NEKAPCTBEHHOTO
npenapata no 3asBAEHUIO B NUCbMeHHOM ¢dopme aeprkaTens UAM Bnagenbla PerucTpalyMoHHOro
YAOCTOBEPEHUA NEKAPCTBEHHOIO NpenapaTa Uian ynoaHOMOYEHHOrO UMW APYroro PUANYECKOro nua o
Bblgaue ayb6anKaTa perucTpauMoHHOro ya0CTOBEPEHUS IEKAPCTBEHHONO npenapata YNnoAHOMOYEHHbIM
denepanbHbIit 0praH UCNONHUTENLHOW BNACTU B CPOK, HE NpeBbILatoLWni Aecatn paboumx AHen co aHA
NoCTYNNeHUA 3anaBfeHMA, BblgaeT AybAMKAT pPerucTpaLmMoHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOIO
npenapata. 3a Bblgadyy Ayb6aMKaTa PerucTpauMoOHHOrO YAO0CTOBEPEHUA JIEKAPCTBEHHOrO MpenapaTa
B3MMAETCA rocy4apCTBEHHAA NOLWMHA B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckoin Pepepaumm o
Ha/siorax n cbopax.

(yacTb 4 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 29 He pacnpoOCTpPaHAETCA Ha NPABOOTHOLUEHUS, BO3HUKalOLWMEe Npu obpalieHUm
JIeKapCTBEHHbIX CPeACTB AN1A MeaUUMHCKoro npumeHeHua (P3 ot 30.01.2024 N 1-d3).

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 29 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBAEHMA roC. YCAYr Npu
06paLLEHMM NIEKAPCTBEHHbIX CPEACTB: ANA MEeLULMHCKOro NPUMEHEHMA NOCPeaCTBOM eAMHOWN
cuctembl U (MnKn) eamnHoro noptana, npumeHatoTca ¢ 01.01.2025; ans BETEPUHAPHOIrO NPUMEHEHUS
nocpeacTsom eauHoro noptana, npumeHatoTca ¢ 01.01.2026. PernctpaumoHHble yaoCcToBEpPEeHUSA
JIeKAPCTBEHHbIX NPEMNAPaTOB ANA MeAULMHCKOrO MPUMEHEHUS, Ha ByMaXKHOM HocuTe e U Ay6AnKaTbl
¢ 01.01.2025 He BblgatoTCA.

KoHcynbTaHTlAOC: NpumeyaHue.

CpoK peructpauum NIeKapCTBEHHOIO npenaparta AnA BEeTEPUHAPHOrO MPUMEHEHMUA, UCTEKAOLWMI ¢
14.03.2022 no 31.12.2022, a TaKkke B 2023 roay, npoaneH Ha 12 mecaues (MocTtaHoBAEHUE
MpasuTensctea P® ot 12.03.2022 N 353).

Cratba 29. NoaTBepKAeHUE rocyaapcTBEHHOW perncTpaumm nekapcTBeHHoro npenapara
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTtBepkAaeHMe rocyAapCcTBEHHON PerncTpaLLMm NeKapcTBEHHOro npenaparta ocyLLecTBaAseTcs
npu Bblgaye 6eccPoYHOro PerucTpaLMoHHOrO yA0CTOBEPEHMS NEKAapCTBEHHOrO npenapaTa B cayyae,
yKa3aHHOM B 4acTu 2 cTaTbu 28 HacTosawwero PeaepanbHOro 3aKOHa, B CPOK, HE NPEeBbILWAoLWMI COPOKa
pabounx gHew co AHA HanpaBaAeHMWA NOCPEACTBOM e4MHOr0 NopTana B yNoJHOMOUYEHHbI defepanbHbIi
opraH WCMNONHWUTENbHOW BAACTU WAWU NINYHBIA KaBUHET ynoaHOMOYeHHOro d¢eaepanbHOro opraHa
WCMONHUTENbHOW BAAacCTM B eAMHON CcUCTEME 3aAB/EHUA O MOATBEPXKAEHMM TrOCYAapCTBEHHOM
peructpauum  NeKapcTBEHHOro  npenapaTta, MOAMNWCAaHHOrO  YCUAEHHOM  KBaAMbUUMPOBaAHHOM
3N1EeKTPOHHON nognucbio. He ocyliecTBaAeTcs MNOATBEPXAEHME [oCyAapCTBEHHOM peruMcrTpauuu B
OTHOLLEHMM /IeKapCTBEHHOro npenapata Ana BETEPUHAPHOro MNPUMEHEHWA, He HaxoAuBlleroca B
obpauwieHnn B Poccuitickoit dPepepaumn B TedeHMe Tpex M 6osee NeT, a TaKKe B OTHOWEHWUM
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NIeKapCTBEHHOrO CpeacTBa, NPOU3BEAEHHOrO C HapyleHnem TpeboBaHMs, YCTaHOBIEHHOIO YacTbio 3.7
cTatbk 71 HacToAwero ®enepanbHOro 3aKOHa.
(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3aABsieHWEe O NOATBEPXAEHWM FOCYAapCTBEHHOM pPerncrpaumMm neKapCcTBEeHHOro npenapara
HanpasnAeTcA MNOCPeACTBOM eAMHOro noptana B YNOJHOMOYEHHbIM  deaepanbHblit  opraH
WUCMOJIHUTE/IbHOM  BNacTM  WAW  JINYHBIA  KabuHeT ynonHomoYeHHoro deaepanbHOro opraHa
WCMOJIHUTE/IbHOM B/1IAaCTU B €4MHOMN CUCTEME HE paHee YeM 33 CTO BOCEMbAECAT AHEN 0 UCTEYEHUA CPOKa
OENCTBUS PEerMcTpaLMOHHOro yAOCTOBEPEHUS /NIEKAPCTBEHHOMO Mpenapata M He Mnos3gHee OKOH4YaHuA
CPOKa ero gencreums.

(yacTb 2 B peq,. PeapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

2.1. YTpatun cuny. - PegepanbHblii 3akoH oT 30.01.2024 N 1-3.

3. NoAaTBepsKaeHWe rocyaapcTBEHHOW PerncTpauumn NeKapcTBEHHOroO npenapara ocyLLecTBAAeTCA
Mo pe3y/sbTaTaM 3KCMePTU3bl OTHOLIEHUA OXWMOAEMON MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA
NleKapCcTBEHHOrO npenaparta Ha OCHOBAHUKN Pe3y/1IbTaToB MOHUTOPUHIa 3GPEeKTUBHOCTM M 6e30MacHOCTM
NleKapcTBEHHOro Mnpenaparta, MPOBOAMMOrO AepaTelem WAM  Bnafesblem pPerucrpaumMoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOrO npenapata AM60 YNOAHOMOYEHHbIM UMW HOPUANYECKMM ANLIOM, a
TaKXe COOTBETCTBYIOLWMM YMNOSHOMOYEHHbIM deaepasibHbiM OpPraHoM WCMOJIHUTE/IbHOW BAacT B
cooTBeTCTBUM C TpeboBaHNAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaBNeHMIO O NOATBEPXKAEHUN rOCYAapCTBEHHOW perncrpaumm NeKapcTBeHHOro npenapara
ANA MeANUMHCKOTo NPUMEHEHUA NpuaaratoTca:

1) [AOKYMEeHTbl, cogep:Kawme pesyabTaTbl MOHUTOPUHIA 3PPeKTUBHOCTM M HesonacHocTU
NeKapcTBEHHOrO Mnpenapata Ana MeAUUMHCKOro NPUMEHEHUsA, MPOBEAEHHOrO AepKaTenem Wau
BAaAeNbLEeM PErucTPauUMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOro npenapata Aaa MeaMUMHCKOro
NPpUMeHeHUA N0  YNOJHOMOYEHHBIM UM  HOPUANYECKUM WLOM, MO dopme, YTBEPKAEHHON
YNO/HOMOYEHHbIM $eaepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BNACTy;

2) cBeAeHWA 0O gaTe NpenoCcTaB/eHUs U PEerncTPaLMOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NIEKapCTBEHHbIX CPeAcTB, WAW CBEAEHMA O JaTe NpenoCTaB/eHUs U PErucTpaLMoHHOM HoMepe
3aKNIOYEHUA O COOTBETCTBUMM MPOU3BOAMTENSA JIEKAPCTBEHHbIX CpeacT8 TpeboBaHWAM MpaBun
HaZ/exKallei NpousBOACTBEHHOW MPAKTUKKU, UAWU Konusa cepTudMKaTa COOTBETCTBUA NPOU3BOAMTENS
JIeKapCTBEHHbIX CPeacTB ANA  MEOMUMHCKOTO MPUMEHEHUs TpeboBaHWAM MpaBua  HagnexKallein
NPOM3BOACTBEHHOM  MPaKTMKM  EBPAsMIACKOrO  3KOHOMMYECKOrOo  COlo3a,  MNPeaoCTaBAEHHbIX
YNOAHOMOYEHHbIM desepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTM B OTHOLIEHUW NPOW3BOACTBEHHOM
NOLWAAKN IeKapCTBEHHOIO NpenapaTta 418 MeAULMHCKOro MPUMEHEHUS, rocyAapCTBEHHANA perncTpaumsa
KOTOPOro MoATBEP)KAAETCA B C/AydYae, €CiM NPOM3BOACTBO JIEKAPCTBEHHOro npenapata Ans
MeAMLMHCKOro MpuMeHeHus ocyllecteaneTcsa B Poccuiickoin dPeaepaumuy;

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

3) Konua npeaocTaBAEHHOW YNOJHOMOYEHHbIM OpPraHoOM CTPaHbl MPOU3BOAUTENA NIULEH3UN Ha
NPoOu3BOACTBO JIEKAPCTBEHHOIO Npenapata AN MegULMHCKOro NPUMEHEHUA U ee NepeBos Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAaHOBJEHHOM MOPAAKE, a TaKKe KOMUSA 3aK/AlYeHUss O COOTBETCTBUU
NPoun3BOAUTENA JNIEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM NpaBuMA Hagaexkalweihn NPousBoACTBEHHOM
NPaKTUKK, WAM KOMuA cepTUdUKaTa COOTBETCTBMS MNPOU3BOAMTENS JIeKapCTBEHHbIX CpeacTB AnA
MEANUMHCKOTO MpUMEHeHUs TpeboBaHUAM NPaBMA Haa/NeKalleld NpPou3BOACTBEHHOM MNPAKTUKM
EBPa3sUIMCKOrO 3KOHOMMYECKOrO COl3a, BblAAHHbBIX YMNOJHOMOYEHHbIM deaepanbHbiIM  OpraHom
NCNOIHUTENbHOM BIaCTU B OTHOLLEHUWN NPOU3BOACTBEHHOM NIOWAAKN NEeKapCcTBEHHOrO npenaparta gaa
MEANLUMNHCKOTO MPUMEHEHUSA, TroCyAapCTBEHHAsA perncTpaumsa KOTOporo MoATBEpP:KAAeTCA, UAN Komnus
pelweHnsa yno/sHOMOYeHHoro deaepanbHOro opraHa WCNOMIHUTENbHOW BAacTM O MpPOBeAeHUU
dbapmaLLeBTUYECKON MHCMEeKUMU MPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB AN  MeAULMHCKOro
NPUMeHeHUA Ha cooTBeTcTBMe TpeboBaHMAM nNpaBua Haanexkallei nPOn3BOACTBEHHON MPAKTUKM
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EBpPa3smMIniCKOro sKOHOMMYECKOro Col3a B C/yyYae, ecin NPOU3BOACTBO JIEKAaPCTBEHHOrO npenaparta Ans
MeAMLMHCKOro MPpUMeHeHUs ocyLLecTBAseTcA 3a npeaenamm Pocecuiickoin Peaepaumm.

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

(yacTtb 4 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOLIEHNN BUONOTMYECKUX IEKAPCTBEHHbIX NPEnapaToB A8 MeAUUNHCKOTo NpUmMeHeHus
3aABMTE/b [AOMNOJHUTENbHO MNpPEeACTaBAAeT pe3ynbTaTbl MeponpuAaTUiA, MNPeaAyCMOTPEHHbIX MNAaHOM
YNpaB/ieHNs PUCKaMM, YTBEPXKAEHHbIM YMNOJHOMOYEHHbIM deaepasbHbiM OPraHOM WMCMOJHUTENbHOM
B/1IACTM MPU  OCYLLECTBAEHUM [OCYAAPCTBEHHOMW pPEerncTpaunmn NeKapcTBEHHOro npenapaTta Ans
MeANUMHCKOro NpMMeHeHUA.

(yacTb 4.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3a8BNEHUI0 O NOATBEPKAEHUM FOCYAAPCTBEHHON PErUCTPaLMKM NeKapCTBEHHOMO Npenapara
ONA BEeTEePUMHaApPHOro NPUMEHEHUA NPUAAraloTcA AOKYMEHTbI, coAepXKawme pe3y/bTaTbl MOHUTOPUHIA
3¢ deKTUBHOCTM U HE30MaCHOCTM NEKAPCTBEHHOrO Mpenapata AAA BETEPUHAPHOIO MPUMEHEHUSA,
NpPoOBOAUMOrO Aep¥KaTefieM WAN BNAAe/IbLEM PErncTPauMoOHHOIO YAOCTOBEPEHUA JIEKAaPCTBEHHOTO
npenapata 41a BETEPUMHAPHOIo NPUMEHEHUA MO0 YNOAHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHOW YMNONHOMOYEHHbIM deaepasbHbIM OPraHOM MWCMONHUTENbHON BNACTU, U
OOKYMEHTbI, yKa3aHHble B NyHKTax 1, 2 - 2.2, nognyHkTax "a", "6", "K", "n" nyHKkTa 4 yacti 3 ctatbn 17
HacToswero PesepanbHOro 3aKoHa. B OTHOWEHUM MMMYHOBMOIOrMYECKMX IEKAaPCTBEHHbIX MPENapaToB
AN BETEPUHAPHOTO NMPUMEHEHUA He NPeACTaBATCA CBeAEeHMA, YKa3aHHble B noanyHkTe "K" nyHkTa 4
yactn 3 ctatbn 17 HacToAawero ®PenepanbHOro 3aKoHa. B OTHOLWEHMM IeKapCTBEHHbIX MPenapaTos A
BETEPMHAPHOIrO MPUMEHEHUA, MOAYYEHHbIX C NPUMEHEHNEM F€HHO-UHXEHEePHO-MOANPULMPOBAHHDIX
OpPraHM3MOB WU COAEPKALMX TaKUe OpPraHM3mbl, AOMNOJHUTENbHO MNPeaCTaBAAOTCA CBeAeHUA,
YKa3aHHble B NyHKTe 13 yacTtun 3 ctaTbm 17 HacToAwero PenepasnbHOro 3aKoHa.
(yacTb 4.2 BBegeHa PeapepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

4.3. 3asaBuTenb BMNpasBe NpeacTaBUTb C 3aABNEHUEM O MOATBEPKAEHWU FOCYAapPCTBEHHOM
perucTpauum NeKkapcTBEHHOrO MpenapaTta pPeKBU3UTbl AOKYMEHTa, NoATBep:KAatowero ynnaTy
rocyfapCTBEHHOW MNOLW/MHbLI 33 MNOATBEPXKAEHWE TOCYAAPCTBEHHOM PErucTpaunm NeKapcTBEHHOMO
npenapaTa, a Take BblgaBaemble (NpefocTaBAfAeMble) YNONAHOMOYEHHbIMU deaepanbHbIMU OpraHamu
WCMNONIHUTENBHOW BNACTU AOKYMEHTbI (CBeAeHMA), yKasaHHble B NyHKTax 2 U 3 4yacTu 4 HacToALLel cTaTbu.
B cnyyae ux HenpeacTaBfeHUA YMNONHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOW BAacTu
3anpallMBaeT yKasaHHble JOKYMEHTbI (CBeAeHUsA) B NOPALKE MEKBELOMCTBEHHOIO MHPOPMALMOHHOTO
B3aMMOAencTBuS.

(B pen. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-93, o1 30.01.2024 N 1-03)

5. B TeyeHue naTM paboumx OHeEl CO AHA HanpaB/leHWs MoCpeacTBOM eguHOro noprtana B
YNO/IHOMOYEHHbIN  defepanbHbli  OpraH  UCMOJHUTENbHOW  BAACTU  WAWM  NMYHBIA  KabuHeT
ynosHoMoYeHHoro ¢deaepanbHOro opraHa MCMONHUTENbHON BAAacTM B eAMHOM cUcCTeme 3aAaBAEHUA O
NOATBEPXAEHUN TOCYAapCTBEHHOM pPerncrTpaumMmM ieKapCcTBEHHOro npenapata WM [AOKYMEHTOB,
coaeprKallux pesynbTaTbl MOHUTOPUHIa 3PPEKTUBHOCTM M 6@30MacHOCTU IeKapCTBEHHOrO npenapara,
NPoOBOAMMOrO AepyaTenem WAN BAagenbLem PerMcTpaLyoHHOrO YAOCTOBEPEHUA NeKapCTBEHHOro
npenaparta AM60 yNnoAHOMOYEHHbIM UMK IOPUANYECKUM INLOM, YNTONTHOMOYEHHbIN deaepanbHbI opraH
MCNOSHUTENbHOM BNaCTH:

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

1) nposoAUT NPOBEPKY MNOJIHOTbI CBe,CI,EHMﬁ, coaepxawmnxca B npeAacrtaB/ieHHbIX 3aABUTENEM
AOKYMEHTAX;

2) NMPUHUMaET peleHne O nposegeHnn naun 06 oTKase B nposeaeHMnN 3KCNepTnu3bl OTHOLWEHNA
ommp,aemoﬁ NoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA NEKAPCTBEHHOINO npenapata Ha OCHOBAaHWU
PEe3y/IbTaTOB MOHUTOPUHTA 3¢¢6KTMBHOCTM 1 6esonacHocCTH NNEKAPCTBEHHOrO nNpenaparta, nposognmoro
Aepxarenem nanm snagesibuem perncTtpaumoHHOro yaocrosepeHunAa NekapCTtBeHHOro npenapara nnbo
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YNOTHOMOYEHHbIM UMU OPUANYECKUM TNLLOM, a TaKXKe d)ep,epaanbuv\ OopraHom NCNOJIHUTEIbHOM BNACTU
B COOTBETCTBUU C TpE‘6OBaHMﬂMVI CTaTbu 64 HacToALWero CDep,epam:Horo 3aKOHa,

3) HanpaBAAeT B /INYHbIA KaOWHET 3KCMEPTHOro yYperKAeHMA B eAMHON cucTeme noanucaHHoe
YCUAEHHON KBaAMPUUMPOBAHHON 3NEKTPOHHOM MOAMWUCHI0 3afaHME Ha MPOBEAEHUE 3IKCMEpPTU3bI,
npeaycMOTPEHHOM NYHKTOM 2 HAacTOALLEN YacTK, a TaKKe HanpaBAAeT 3asBUTENI0 NOCPEACTBOM €4NHOMO
noptasa WAWM B JIMYHbLIA KabuHeT 3aABuTeNns B eAMHOM cucTemMe MoAnMUCaHHOEe YCUJIEHHOM
KBanMULMPOBAHHOM 3IEKTPOHHOM NOAMNUCBIO YBEAOM/IEHNE O MPUHATOM PELUEHMN O BblAaye 3a4aHunA
Ha npoBeAeHMEe YKA3aHHOW 3KcnepTusbl MO0 06 OTKase B MPOBEAEHMM YKA3aHHOM 3KCMepTusbl C
yKa3aHMeM NPUYMH OTKa3a.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

6. B cnyyae BbIABAEHMA HEAOCTOBEPHOCTU U (M) HEAOCTATOYHOCTU MHOOPMALMM, COAEep KaLLenca
B NPeACTaBAEHHbIX 3aABUTENEM LOKYMEHTAX, YNOJHOMOYEHHbIN desepanbHbl opraH UCNONHUTENbHOM
BNACTM HaANpaBAAeT 3aABUTE/0 NOCPEACTBOM eAMHOro nopTana Wau B IMYHbIA KabuHeT 3asButens B
eaMHON cucTeme 3anpoc 06 YTOYHEHWWM YKaszaHHOM WHQOpPMaLMK, MNOAMNUCAHHLIA YCUAEHHOM
KBanMULUNPOBAHHOM 3NEKTPOHHON NOANUCHIO.
(yacTb 6 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. 3asBuTenb o06s3aH HANpPaBWUTb MOCPEACTBOM €4MHOrO0 nopTasa B  YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOAHUTENBHOW BAACTU UAWN JIMUYHbIA KAaOMHET YNOJHOMOYEHHOTO deaepasibHoro
opraHa MCNONAHUTENIbHON BNACTU B €4MHOMN cUCTEME MOAMUCAHHLIN YCUAEHHON KBanudUUMPOBAHHOM
3/IEKTPOHHOM NOANMCBID OTBET Ha 3anpocC YNOJHOMOYEHHOro penepasbHOro OpraHa UCMNOJIHUTENbHOM
BNACTW, YKa3aHHOIO B YaCTW 6 HACTOALLEN CTaTbW, B CPOK, HE NPEBLILIAIOWMIA AEBAHOCTA Paboumnx AHel co
OHA NONYYeHUs YNoSHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMONHUTE/IbHOM BAACTU 3NEKTPOHHOTO
YyBEAOMIEHUA O NOMYYEHUM 3aABUTENEM TaKOTo 3anpoca. CPoK, YKa3aHHbIM B YacTM 5 HACcToALWEN CTaTbMy,
NPWOCTaHABAMBAETCSA CO AHA HANpaB/ieHMA 3aABMTENI0 NOCPEACTBOM €4AMHOro NopTana UAW B JIMYHBIN
KabWHeT 3asBMTENA B €4MHOM CUCTEME TAKOro 3anpoca A0 AHA HanpaB/eHUs 3asBUTEIeM NOCPEACTBOM
€AMHOro nopTtana B YNOAHOMOYEHHbIN deaepasnbHbli OpraH WUCNONHUTENbHOM BNACTU WU JIMYHbIN
KabuHeT ynosHomo4YeHHoro deaepanbHOro opraHa UCMOHUTE/IbHOM BIAacTU B eAMHON cUCTEMe OTBeTa
Ha TaKOM 3anpoC W He Y4YMTbIBAETCA MNPU WUCUMCAEHUM CPOKA MNOATBEPNKAEHMA TFOCYAAPCTBEHHOWM
perucTpaumumn NekapcTBEHHOIo NpenaparTa.

(yacTb 7 B peq,. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

8. OcHoBaHMeM [ANA OTKasa B MNPOBEAEHUWM 3KCMNEepTU3bl OTHOLEHWA OXKMOAEMOW NoMb3bl K
BO3MOXXHOMY PUCKY NPMMEHEHWUA NIeKapCTBEHHOMo npenapaTta ABAAETCA NpeAcTaBNeHue LOKYMEHTOB,
cofeprallnx pesynbTaTbl MOHUTOPUHIA 3GHEKTUBHOCTU M 6@30MaCHOCTM IeKapCTBEHHOTO NpenapaTa, u
(MAn) B OTHOWEHWMM OUONOTUYECKUX JIEKAPCTBEHHbIX MNPEenapaToB pPe3ynbTaTOB  OCYLLECTB/EHMS
MEepOMnpUATAA B COOTBETCTBMM C MIAHOM YMPaB/eHUA PUCKAMU, YTBEPXKAEHHbIM YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCNONHUTEIbHOW BAACTU MPU OCYLLECTB/IEHUW TOCYAAPCTBEHHOW perucrTpauum
NleKapcTBEHHOro npenapara, B HeNo/JiHoM obbeme, OTCYyTCTBME MHDOPMaLMKM, NoATBEPKAAtoWeN daKT
yMAaTbl FOCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCyAapCTBEHHOW perncTpaLmMm 1eKapcTBeHHOro
npenaparta, Mbo HenpeaCTaBAEHME 3aABUTE/IEM B YCTAaHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B YacTu 6
HacToALLEeN CTaTbM 3aNpOC YNOJHOMOYEHHOro deaepasbHOro opraHa UCMOAHUTENBHOW BAACTH, @ TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMaLMK, KOTOpasA AOKHA 6bITb B HAX OTParkeHa.

9. 3JKcnepTvM3a OTHOLWEHUA OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMA
NleKapcTBEHHOro npenapaTta B Lenax NoATBEep:KAEeHUA rocyaapcTBEHHOM perncTpaumnm neKapcTBeHHOro
npenapaTta NpPOBOAMTCA KOMMCCUEN 3KCMEPTOB 3KCMEPTHOTO YYPEKAEHUA B CPOK, HE MPEeBbIAOWNIA
TPMALATU pabounx aHew.

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

10. B C/lydae HeaOoCTaTOYHOCTU npeacTtaB/ZIEHHbIX 3KCNEPTY MmaTepnasios AnAa Aa4n 3aKNHOYEHUNA B
JINYHBIN KabWHET 3aaBUTeNA B EAMHOP’I Ccncreme HanpasaAeTca 3anpoc o npeacrasieHnun HEO6XO,£I,I/IMbIX
mMaTepnanos, I'IO,CI,I'chaHHbe;I pykoBoauTesiem (yI'IO}'IHOMOLIEHHbIM J'IMLI,OM) 9KCNEPTHOro y4ypexgeHuna C
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NCMNOo/Ib30BaHNEM YCUIEHHOM KBAaANDULMPOBAHHOMN 3NEKTPOHHOM noanucu.
(yacTb 10 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3aaButenb 06a3aH HaNnPaBUTb B IMYHbLIN KAODWMHET IKCNEPTHOIO YYPEXAEHUA B eAUHON cucTeme
NOAMNMUCAHHbIN YCUNEHHON KBaNUPUUMPOBAHHOW 3EKTPOHHOM NOAMNUCHIO OTBET HAa 3aMPOC 3KCMEPTHOTO
YyUYpeXaeHMA B CPOK, HE NPEBLILAIOWNIA WECTUAECATN pabounx gHe co AHA NOAYYEHMA SKCNEPTHbLIM
yupexxaeHMemM 3/1eKTPOHHOIO YBEAOMIEHUA O NMOJYYEHUM 3aABUTENEM YKA3aHHOIO 3anpoca. Bpems co
OHA HanpaB/eHUA B IMYHbLIA KabUHET 3aABUTENA B €AMHOM CUCTEME 3aMPOCa SKCNEPTHOIO yUYpeXaeHUs
00 AHA HanpasAeHWUs 3anABUTENEM B JIMUHbIA KabWHET 3KCMEepPTHOro yuypexKaeHua B eguMHOM cucTeme
OTBETAa Ha YKasaHHbI/A 3anpoCc He Y4MTbIBAeTCA MPU WUCYUCIEHUM CPOKA MNPOBEAEHWUS 3KCMepTM3bl
OTHOLLEHUS OXKMOAAEMOWN MOMb3bl K BO3SMOXKHOMY PUCKY MPUMEHEHUA /IeKapCTBEHHOrO npenaparta Ha
OCHOBaHMW [OKYMEHTa, COoAeprKallero pesynbTaTbl MOHUTOPWUHIa 3OPEKTUBHOCTM U 6He30MmacHOCTU
NleKapCTBEHHOrO nNpenapara.

(yacTb 11 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

12. B cpok, He npeBblWwaloWwmii NaTnM pabounx AHENW co AHA HanNpaBAEHWUS B JIMYHbLIA KabuUHET
ynoJiIHomo4yeHHoro ¢denepasbHOr0 opraHa WMCMOJHUTENIbHON BacTU B €AMHOM CUCTeMe 3aK/oyeHus
KOMWCCUM IKCNEepTOB NO pe3yabTaTamM 3KCNepTU3bl OTHOLUEHUS OXUAAEMOKN MOJb3bl K BO3MOMKHOMY
PUCKY MPUMEHEHUS NEeKapCTBEHHOTO npenapaTta, COOTBETCTBYIOWMM YNOJIHOMOYEHHbIN peaepanbHbii
OpraH UCMOJIHUTE/IbHOM BNACTK:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) ocywecTBASIET OLIEHKY 3TOro 3aK/OYeHUA 414 OnpeaefieHNA ero COOTBETCTBUA 3a4aHuI0 Ha
nposeaeHMe yKasaHHOW 3KCNepTu3bl;

2) NPUHMMAET peleHWe O NOATBEPKAEHMM TOCYAAPCTBEHHOM PErucTpauMm NeKapcTBEHHOTo
npenapata wmauM o6 o0TKase B NOATBEPXAEHMM [OCYAAPCTBEHHOM PErucTpauMu NeKapCcTBEHHOMO
npenapara;

3) BHOCMT nNpU MPUHATUM peleHna O NOATBEPKAEHUM TOCYAAPCTBEHHOW perucrpaumm
NIeKapCTBEHHOrO npenapaTa CBeAEHMA B rOCYAapCTBEHHbIA PEecTp SIeKapCTBEHHbIX CPeACTB M BblaaeT
3anaBuTeNto HeccpoyHoe perucTpaumoHHoe yAO0CTOBEPEHME NIEKAPCTBEHHOrO npenapata NocpeacTBoM
HanpaB/ieHMA Yyepes eguHbIiN NopTan AN INYHBbIN KaBUHET 3aaBUTeNA B eAUHOM CUCTEME BbIMUCKU U3
rocy4apCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeAcTB, NMOAMUCAHHON YCUIEHHON KBaAMOULMPOBAHHOM
3/IeKTPOHHOM NOANMUCHIO.

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

13. OcHoBaHMEM A/ OTKa3a B NOATBEPKAEHUW TOCYLAAPCTBEHHOW PEerncTpauumn J1eKapCcTBeHHOro
npenapata fBAAETCA 3aK/OYEHME COOTBETCTBYIOWEro YMNOJAHOMOYEHHOrO deaepanbHOro opraHa
NCMNONHUTENBHOW BAAcTU O TOM, YTO PUCK MPUUMHEHMA Bpeda 340POBLIO YeNOBEKAa WAWU MMBOTHOMO
BC/IeACTBME NPMEMa JIEKaPCTBEHHOro Npenapara npesblwaeT 3GpGeKTUBHOCTb ero NPUMEHEHUA.

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

14. B nepuoa npoBeAeHMA nNpoueaypbl NOATBEPXKAEHWA TOCYAapCTBEHHOW perncrpaumm
NleKapcTBEHHOTO NpenapaTa ero obpatieHune B Poccuiickon Pesepauym He NPUOCTaHABINMBAETCA.

15. [onycKkaetca obpalueHuWe NeKapCTBEHHbIX NPEenapaTtoB A0 MCTEYEHUS CPOKa FOAHOCTH,
NPOM3BEAEHHbIX B TeYeHWe CTa BOCbBMUAECATM KaJNeHAAPHbIX AHEM nocne Aatbl  NPUHATUA
YNO/HOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHUTE/IbHOM BAACTU PELUeHUs O MNOATBEPKAEHUM
rocyfapCTBEHHOW perucrpaLuu, B COOTBETCTBUM C MHPOpMaUMel, coaepiKalencs B AOKYMeHTax
PEerncTpaunoHHOro A0Chbe Ha IEKAapPCTBEHHbIV NpenapaT 40 AaTbl MPUHATUA TAaKOrO peLleHus.

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

KoHcynbTaHTlAOC: NpuMmeYaHme.
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MonoxkeHus ct. 30 (B pea. ®3 or 30.01.2024 N 1-d3), Kacatowmecs npeaoCTaBAEHUS TOC. YCAyr
nocpeacTBoOM eauMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2025.

Cratba 30. BHeceHue M3mMeHeHU B AOKYMEHTbI, coAepKalimecs B permcTpaLMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbDIM Npenapar Ana MegULMHCKOro NpUMeHeHus

1. B uensax BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEPKAMECA B PETUCTPALMOHHOM [0CbE Ha
3aperncTpUpPoBaHHbI NIEKAPCTBEHHDbIM MNpenapat Aaa MegULMHCKOrO NPUMEHEHUA, AepyKaTenb Wau
BNafeneL, perncTpalmMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTta WA YNOoJHOMOYEHHOE MM
ApYyroe topnanyeckoe MUO (fanee B HACTOALWEN CTATbe - 3aABUTENb) HanpaBAsAeT NocpeaCcTBOM e4MHOro
noptana B YNO/JHOMOYEHHbI denepanbHbll OpraH UCNOJAHUTENbHOW BAACTU WAW B NINYHBLIN KabuHeT
YNoAHOMOYEHHOTo dpeaepasbHOr0 opraHa UCNOMIHUTENBbHOM BNACTU B €AMHOM cUCTeMe NoAnMcaHHoe
YCUAEHHON KBAaNPULMPOBAHHOM SNEKTPOHHOM NOANUCHIO 3asiBJIEHNE O BHECEHUM TaKMUX UBMEHEHWUI MO
dopme, YCTAHOBJIEHHOM YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHUTENbHOM BAACTU, WU
npunaraemble K HEMY U3MEHEHWUSI B YKa3aHHble OOKYMEHTbI, @ TaKKe AOKYMEHTbl, NoATBeEpKAatoWwme
HEeOHX04MMOCTb BHECEHMA TAKUX USMEHEHU.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 04.06.2018 N 140-®3, o1 30.01.2024 N 1-d3)

1.1. Npn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALLNECH B PETUCTPALMOHHOM AOCbE Ha
3apPerucTpUpPOBaHHbIA  NEeKAPCTBEHHbIM MpenapaTt A4a MeAUUMHCKOTO MNPUMEHEHUA, WU3MEHEeHUMN
OTHOCUTE/NIbHO MecTa NPOU3BOACTBA JIEKAPCTBEHHOrO npenapaTta Aaa MeAVUMHCKOro MNpUMMeHeHus,
Tpebylowunx NpoBeAEHNs 3KCNEPTU3bl KAauyecTBa JIEKAPCTBEHHbIX CPeACTB, 3afABUTENb AOMNONHUTENbHO
HanpasaAeT NocpeACcTBOM e4MHOro NOpPTasa B yNoJIHOMOYEHHbIN peaepanbHblii OpraH UCNOIHUTENIbHOM
B/1IACTU WKW JIMYHbIN KabuMHET ynosHOMOYeHHOro deaepasibHOro opraHa MCMNONHUTENIbHOM BAacTn B
e/INHOM cucTeme:

1) cBegeHMA o gate NpeAoCTaBNEHUs U PErncTpauMoHHOM HOMEpEe JIMLEH3MU Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPEACTB, @ TaK:Ke KOMUIO 3aKI0YEHMA O COOTBETCTBUM NPOM3BOAMUTENA NEKAPCTBEHHbIX
CPeacTe ANAa MegMLMHCKOro MpUMeEHeHUs TpeboBaHMAM MpaBu/l Hag/eKalei NpousBOACTBEHHOM
NPaKTUKU, WAM Konuio cepTudMKaTa COOTBETCTBMA MNPOU3BOAUTENN JIEKAPCTBEHHbIX CPEeAcTB AaA
MEAULMHCKOIO NpUMeHeHUs TpeboBaHUAM MpaBuUA Hag/fexalwein npou3BOACTBEHHOM MPAKTUKM
EBPasMMCKOro 3KOHOMMYECKOrO COH33, BbIAAHHbLIX YMNOJHOMOYEHHbIM ¢deaepasbHbIM  OpraHoOM
WCNOJIHUTENbHOM BNACTU B OTHOLWIEHUM WU3MEHEHHOW M (MAKM) [AONOJHEHHOW NPOW3BOACTBEHHOM
NJOWAAKN NIeKAapCTBEHHOIO MpenapaTa A48 MeAMUMHCKOTO MNPUMEHEHMA, WKW KOMUIO peLleHun
ynonHomMmo4eHHoro desepanbHOro opraHa UCNOAHUTENIbHOM BNAACTU O NpoBeAeHUM papmaLeBTUYECKON
MHCNEKLUMU NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOTrO NPUMEHEHMA HA COOTBETCTBME
TpeboBaHMAM MpaBWUA Hagnerkalleld MNPOU3BOACTBEHHOM NPAKTUKM EBPAsMMCKOrO 3KOHOMMUYECKOTO
CO03a B OTHOLLEHMUU U3MEHEHHOW U1 (MAN) AONONHEHHON NPOM3BOACTBEHHON NAOLLAAKN NEKAPCTBEHHOIO
npenaparta gns MeaMLUMHCKOro NpMMEHeHUs B Cyyae, eCau NpoM3BOACTBO NEKAPCTBEHHOrO npenapaTta
ocyuiecteasieTca B Poccuiickon ®eaepaumu;

2) Konuro ﬂpeAOCTaBREHHOVI YNO/THOMOYEHHbIM OpPraHOM CTpPaHbl nNponssoanTena NNLEH3UN Ha
npon3soacTBO IEKAPCTBEHHOIO nNpenaparta 414 MeauUunHCKOro npumeHeHnA n ee nepesos Ha DYCCKl/Iﬁ
A3blK, 3aBepeHHbleé B YCTAHOBJ/IEHHOM nNOPAAKE, a TaKXe KOMUK 3aKak4YeHnA O COOTBETCTBUU
nponssogunTena NEKapPCTBEHHbLIX CpPeacTs Tpe6OBaHMHM npasun Hap,nemau.l,eﬁ ﬂpOVISBO,CI,CTBEHHOﬁ
NPaKTUKKU, UAN KOMUIKO CepTVId)I/IKaTa COOTBETCTBMA nNpounssogunTena NEKapCTBEHHbIX Cpeacrts AnA
MEeONLIMHCKOTO MNPpUMEeHeHUA Tp66OBaHVIﬂM npasun Hap,nemau.l,eﬁ I'IpOI/I3BO,CI,CTBeHHOI‘/JI NPaKTUKnN
EBpa3I/II7ICKOI'O 9KOHOMMYECKOro COor3a, BblgdHHbLIX YMNO/IHOMOYEHHbIM d)e,u,epaanblm OopraHom
WCNO/IHUTENIbHON BNACTU B OTHOLIEHUM M3MEHEHHON W (VII'IVI) ,CI,OI'IOﬂHeHHOﬁ I'IpOM3BOLI,CTB€HHOl‘/JI
NAoWaaKM NeKapCTBEHHOIO npenaparta, Uan Konuk peweHnAa ynoJIHOMO4YEHHOTo cbe,u,epaanoro OpraHa
NCNOJIHUTENbHOWN BNACTU O nposeaeHnn q)apMaLI,EBTW-IeCKOﬁ MHCNEKUMN NPOnN3BOACTBA ZNIEKAPCTBEHHbIX
cpeacrts ona MegUUUMHCKOrNro npumMmeHeHuA Ha COOTBETCTBUE Tp66OBaHl/IFIM npasun Ha,u,nemau.l,eﬁ
I'IpOM3BO,CI,CTBeHHOl\;1 NPaKTUKN EBpa3VIl7ICKOFO 9KOHOMMYECKOro cor3a B C/aiy4dae, eCan npomsBoacTBO
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NleKapCcTBEHHOrO Npenapara OCyLLecTBAAeTCA 3a npeaenamm Poccuitickoin ®eaepaumn.
(yacTb 1.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. MNpn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALLMECH B PErUCTPALMOHHOM AOCbE Ha
3apPerucTpUPOBaAHHbIA  NeKApPCTBEHHbIM Npenapat A48 MeAMUMHCKOTO MNPUMEHEHUA, WU3MEHeHUMN
OTHOCUTE/IbHO NOKa3aTesieit KayecTBa /IeKapPCTBEHHOrO npenapaTta Aaa MeaMUUHCKOro NPUMEHEHUs U
(nnn) meToO0B KOHTPONSA KayecTBa JIEKAapCTBEHHOro npenapata AAs MeAULMHCKOrO MNpUMEHeHMUs,
TpebyWwux NpoBeAeHUA IKCNEPTM3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB, 3aABUTE/b AOMNOJIHUTE/IbHO
HanpasAAeT NnocpeacTBOM e4MHOro NopTana B YNOJHOMOYEHHbIM deaepanbHbli OpraH UCNONHUTEIbHOM
B/1IACTU WAN JIMYHBLIN KabWMHET ynosHOMOYeHHOro ¢deaepasibHOro opraHa MCMNONHUTENIbHOM BAacTu B
eINHON cucTemMe:

1) cBefeHMA 0 faTe NPenoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE NIMLLEH3UU Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeACTB WM CBeAeHMA O pJate npefocTaBNeHuMA U PerncrpauyMoHHOM Homepe
3aK/IOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun
Hag/eXkaller NPOU3BOACTBEHHOW MPAKTUKU WMAM KOnuio cepTuduKaTa COOTBETCTBMA MPOM3BOAUTENA
NIeKapCTBEHHbIX CPeacTB ANA MEeAMUMHCKOrO NpUMeHeHusa TpeboBaHMAM MpaBuA  Hag/iexalen
NPOM3BOACTBEHHOM MPAKTUKM EBPa3sMIMCKOro SKOHOMMYECKOrO COH03a, BblAaHHbLIX (NpefocTaBieHHbIX)
YNOSIHOMOYEHHbIM pesepanbHbIM OPraHOM MCMOAHUTENbHON BNACTU B OTHOLIEHMUM NPOU3BOACTBEHHOWN
NJOWAAKN JIEKAapCTBEHHOrO npenapaTta, B C/y4yae, ecain MPOU3BOACTBO JIEKAPCTBEHHOrO npenapaTa
ocyuiecteaseTca B Poccuiickonn ®eaepauymu;

2) Konuio NpeaocTaBAeHHOM YNONHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS JIMLLEH3UN HA
NpPOu3BOACTBO JIEKAPCTBEHHOIO NpenapaTa ANs MegULMHCKOro NPUMEHEHUA U ee NepPeBos Ha PYCCKUi
A3blK, 33aBEpPEHHble B YCTAaHOBNEHHOM MOpPAAKE, @ TAKKe CBeAEHWs O JaTe NpeaocTaBNeHus W
PErucTpaLMOHHOM HOMEpPe 3aK/YEHUA O COOTBETCTBUWM MPOU3BOAMTENS JIEKAPCTBEHHbIX CPeaCTB
TpeboBaHMAM NpaBUA  HagNe)Kalen nPoOU3BOACTBEHHOM MPAKTUKM, WAM  Konuto cepTudumKkaTta
COOTBETCTBUA MPOM3BOAUTENSA NIEKAPCTBEHHBIX CPEACTB A1 MeAULMHCKOrO NpUMeHeHUs TpeboBaHMAM
npaBua HagaexKalen NPon3BoACTBEHHON NPAKTUKM EBPA3MIACKOro 3KOHOMMYECKOTO CO03a, BblAAHHbIX
YNOJIHOMOYEHHbIM PesepanbHbIM OPraHOM UCMONHUTENbHON BNACTU B OTHOLIEHMM NPOU3BOACTBEHHOWN
NJOWAAKN NEKAPCTBEHHOrO NpenapaTa, MAW CBeAEHUSA O AaTe NPefoCTaBAeHMA U PEerncTpaLMoHHOM
HOMepe peLleHns YNoJIHOMOYEHHOro delepasbHOro opraHa MCNOJHUTENbHOW BAACTU O NPOBeAEeHUU
$apmMaLEeBTUYECKON  WMHCMEKUMW NPOM3BOACTBA  JIEKAPCTBEHHbIX CPEeACTB A8  MeAMUMHCKOro
NPUMeHeHNA Ha COOTBETCTBME TpPeboBaHMAM NPABUA HagNeXKalleh MNPOn3BOACTBEHHOW MNPAKTUKM
EBpa3snincKoro aKOHOMMYECKOTO CO03a, eC/IM MPOM3BOACTBO JIEKAPCTBEHHOTO NpenapaTa ocyLLecTBAAETCA
3a npegenamu Poccuitckoit Pepepaumm.

(yactb 1.2 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.3. MpuHATUE pelleHns O BHECEHUM M3MEHEHUN uan 06 OTKase BO BHECEHUW M3MEHEHWI B
OOKYMEHTbI, COAeprKalimMeca B PEerncTpalMoOHHOM A0Cbe Ha 3aperncTpMpoOBaHHbIN NEKAPCTBEHHbI
npenapar g8 MeanuUUHCKOro NPUMEHEHMSA, B Cly4ae He0HXo0AMMOCTM NPOBEAEHUA SKCNEPTU3bI KAYeCTBa
JIEKAPCTBEHHbIX CPEACTB U (MAKU) IKCNEPTM3bl OTHOLUEHUSA OXKMAAEMOM MO/b3bl K BOSMOXXHOMY PUCKY
NpUMeEHeHWA NIeKapCTBEHHOro nNpenapara And MeAUUUMHCKOro NpUMMEeHEeHMA OCYLLLeCTBAAETCA B CPOK, He
NPEeBbILLAOWMI NATUAECATU pabounx AHEN, a B OCTaZIbHbIX C/y4asX B CPOK, HE MPEBbIAOWMI gecATU
pabounx gHel co gHA HanpaBAeHMA NOCPeACTBOM eAMHOr0 NopPTana B YyNOJHOMOYEHHbIN dpeaepanbHbIi
OpraH WCMNONAHUTENbHON BAACTU MAW JIMYHBIM KabWHET YNoJIHOMOYEHHOro d¢eaepanbHOro opraHa
NCNOSIHUTENBbHOW BNACTU B €4MHON CUCTEME 3aAB/IEHWNA O BHECEHUW TaKNX U3MEHEHWA.

(yacTb 1.3 BBeaeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.4. YNonHOMOYEeHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM BAACTU C y4eTOM pesy/bTaToB
$bapmaKkoHag30pa M NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbLIX CPEACTB, HAaXOAALMXCA B rpaKAaHCKOM
060poTe, YCTaHOBNEHHbIM TPebOBaHMAM K MX KayecTBy B TeyeHWe [ecATn paboumx gHel co AHA
NOCTYN/JIEHNS COOTBETCTBYHOWEN MHPOPMaAUUM pasmelaeT Ha cBoeM OOQULMANLHOM caiiTe B CeTU
"MHTepHeT" cBefeHUA O HeobXOAMMOCTM BHECEHWS B MHCTPYKUMIO MO MEAWULMHCKOMY MPUMEHEHUIO
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NIeKapCTBEHHOrO npenapaTta M3MEHEHWI B OTHOLIEHMU CBEAEHWUI O MOKa3aHUAX AN1A NPUMEHEHUA U
NPOTUBOMNOKa3aHMAX A1A NPMMEHEHUA IEKAPCTBEHHOIO Npenapara, BbiABAEHHbIX MOOOYHbIX AEUCTBUSX,
HeXKenaTeNbHbIX peakumax Npu NPUMEHEHMM NEKAPCTBEHHOIO NpenapaTta M HanpasaseT NoAnMCcaHHoe
YCUAEHHON KBanMOULUMPOBAHHOM 3/1IEKTPOHHOM NOAMNUCHIO YBEAOMNEHNE B NINYHBIA KabUHeT 3aaBuTena
B €AMHOM CUCTeMe, a TaKXe B JIMYHble KabuHeTbl 3aaBuTesield B eAUMHOW cUcTeme, ABAAOLLMXCA
Jep)aTenamm  UAM  BAAAENbLAaMM  PErncTPAUMOHHBbIX  YAOCTOBEPEHWM  B3aMMO3aMEHAEMbIX
JIeKapCTBEHHbIX NpenapaToB (MM YNOAHOMOYEHHbIX UMW APYIMX IOPULUYECKUX NTULL).

(yacTb 1.4 BBeaeHa PenepanbHbiM 3aKoHOM OT 27.12.2019 N 475-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.5. fepxaTtenb nau Bnagenew, permcTpaunMoHHOro ya40CToBepeHna NeKapCTBEHHOro Npenapara, a
TaK¥Ke AeprKaTenn Uam Bnagenblbl PercTpaLMOoHHbIX YAO0CTOBEPEHWUI NEKAPCTBEHHbIX NpenapaTos (uam
YNO/HOMOYEHHbIE UMK ApPYyrMe pUAMYECKME NMua), KOoTopble ABAAKTCA B3aMMO3aMEHSEMbIMMU,
06A3aHbl HaNpPaBUTb B JIMYHbIA KabMHET ynoaHoMmouyeHHoro ¢degepasbHOro opraHa MCMONHUTENbHOM
B/IaCTW NOAMWUCAHHbIE YCUAEHHbIMU KBAaIMPULMPOBAHHBIMU INEKTPOHHbBIMU NOAMNUCAMU 33ABEHUA O
BHECEHUM  WU3MEHEHWI B  AOKYMEHTbl, COAeprKalimecs B  PErucTpauMOHHbIX  OOCbe  Ha
3aperucTpuUpoOBaHHbIe JIEKApPCTBEHHbIE MpenapaTtbl ANA MeAUMUMHCKOTO MPUMEHEHMA, B OTHOLIEHMMU
CBeAEHUMN, YKa3aHHbIX B UHCTPYKUMU NO MeANUMHCKOMY NMPUMEHEHUIO 1IEKAPCTBEHHbIX NPENapaTos, B
TeYeHMe copoka pabouymx AHeW cOo AHA NOAYYEHMA YMNOJHOMOYEHHbIM denepasbHbIM OpPraHoOM
WCNOSIHUTENbHOW BAACTU 3NEKTPOHHOIO YBEAOMJIEHMA O MNONYYEHUU AEpPHKATENEM WAWN BAALENbLEM
PEerncTpaLnoHHOro yaoCTOBEPEHNA JIEKAapPCTBEHHOrO npenaparta (MAM yNno/NHOMOYEHHbIM UM APYrum
HOPUANYECKMM TNLOM) MHPOPMALIMK, YKa3aHHOM B YacTu 1.4 HacToAllel cTaTbu. [laHHoe TpeboBaHUe He
pacnpocTpaHAeTCcA Ha C/ly4an BHECEHUA B UHCTPYKLMIO NO MeAULUHCKOMY MPUMEHEHUI0 NeKapCTBEHHOIO
npenapaTta U3MeHeHM B OTHOLLEHMW HOBbIX MOKa3aHM 419 NPUMEHEHUA IeKapPCTBEHHOIO NpenapaTa Ha
OCHOBaHMW Pe3ynbTaTOB COOTBETCTBYIOLLMX UCCAEL0BAHUN.

(yacTb 1.5 BBegeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 475-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

2. PeweHne 0 NpoBeAEHMMN IKCMEPTU3bl KAYeCTBa JIEKAPCTBEHHbIX CPEACTB U (MM) 3KCnepTU3bl
OTHOLLEHWA OXXMOAEMOM MOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NIeKapCTBEHHOrO npenaparta gna
MEONLMHCKOTO MNPUMEHEHUA NPUHUMAETCA B COOTBETCTBUM C YTBEPXKAEHHOM YMNOJHOMOYEHHbLIM
depepanbHbIM  OpPraHOM WCMNONHUTENIbHOM B/IAaCTM  KnaccuduKaumelh WM3MEHEHWUI, BHOCUMBIX B
OOKYMEHTbI, COAEeprKalLMecAa B PErvcTpalMoOHHOM [0Cbe Ha 3aperncTpupoBaHHbIA NE€KAaPCTBEHHbIN
npenapar.

(yacTb 2 B peq,. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

3. 3aABuTeNb BNpaBe NPeACTaBUTbL NO COBCTBEHHOM MHMLMATUBE BMECTE C 3asiB/IEHMEM O BHECEHUU
MU3MEHEHWA B [OKYMEHTbl, COLEprKallMecs B PEerncTpauMoHHOM [A0Cbe Ha 33apPerncTpuMpoBaHHbIN
JIeKapCTBEHHbIN Npenapar g8 MeANUNHCKOTO MPUMEHEHUS, PEKBU3UTbI LOKYMEHTOB, NOATBEPKAAOLLMNX
ynnaTy rocyfapCTBEHHOW MOLIMHBI 33 BHECEHME B AOKYMEHTbI, CoAepiKallumecs B PerncTpaLMoHHOM
[OCbe Ha 3aperncTpyMpoBaHHbIA  JIEKAPCTBEHHbIM MNpenapaTt Aas  MeAMUMHCKOTO MPUMEHEHMS,
N3MeHeHW, TpebyIoLWMX NPOBEAEHNA IKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB B YaCTU 3KCNEPTU3bl KAaYecTBa
NIeKapCTBEHHOTO CPeACTBA U (MIM) 3KCMEePTU3bl OTHOLIEHMUA OXKUAAEMOM MOJIb3bl K BOSMOXKHOMY PUCKY
NPMMEHEHWA IeKapCTBEHHOro NpenapaTa Ans MeAULMHCKOro NPpMMeHeHMs, FoCyA4apCTBEHHOM MOLUNHDI
33 BHeECeHMEe B [AOKYMEHTbl, COAEp)KallMecs B PErucTpalMoHHOM AO0Cbe Ha 3aperucTpMpOBaHHbIN
NleKapcTBeHHbINM npenapaT 418 MeAVUMHCKOTO NPUMEHEHUA, U3MEHEHUI, He Tpebyowmx nposeaeHnn
3KCMepTM3bl IEKAPCTBEHHOrO CPEeACTBa, a TaKXKe BblaaBaemble (MpeaocTaBasemble) ynoaAHOMOYEHHbIMU
denepanbHbIMU OpraHamm UCMOAHUTENbHOM BNACTU AOKYMEHTbI (CBeAeHnn), yKasaHHble B YacTax 1.1 1
1.2 HactoAwen ctaTbu. B cayyae wux HenpeacTaBfeHUA YNOAHOMOYEHHbIM denepanbHbIi opraH
MCMONHUTENbHOW  BNAaCTWU  3anpaluMBaeT  YKasaHHble OOKYMeHTbl  (cBedeHus) B nopagke
MeKBeAOMCTBEHHOIO MHPOPMALMOHHOTO B3aMMOAENCTBUA.

(8 pea. PenepanbHbix 3aKoHOB OT 27.12.2019 N 478-33, o1 30.01.2024 N 1-93)

4. B TeyeHue natn pa6ow|x ,D,Hel\/‘1 CO AHA NOCTynneHNA YKa3aHHOIro B 4actu 1 HaCTO‘r'ILLI,e17I CTaTbu
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3aAB/€HMA U HeobXoAUMbIX AOKYMEHTOB YMNOJIHOMOYEHHbIN denepasnbHbii OpraH WUCMNOAHUTENbHOM
BNACTU:
(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeAcTaBAEHHbIX
3aABUTENEM MaTepuanax;

2) NpUHMMAET peLleHre O NPOoBeAEHNN YKa3aHHbIX B 4aCTU 2 HACTOSLLEN CTaTbW COOTBETCTBYIOLLMNX
3KCNepTn3 NEKAPCTBEHHOIO CpeacTBa UaM 06 OTKase B UX NpoBeSEeHUN;

3) HanpaBAAeT B JMYHbIA KAabWHET 3aABUTENs B eAMHOW cuUcTeMe MnoANUCaHHOE YCUNEHHOM
KBanMOUUMPOBAHHOW 3/1IEKTPOHHOM NOAMUCLIO YBEAOMJIEHME O MPUHATOM PELIEHUN WUAW B Cay4yae
NPUHATUA peweHns o6 oTKase B NPOBEeAEHUN COOTBETCTBYHOLLLEN SKCNEPTM3bI C YyKa3aHUEM NPUUYMH TAaKOTo
OTKas3a.

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

4.1. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTM CBEAEHWI, coAeprKalmxca B NpeacTaBNeHHbIX
3aABMTENIEM MaTepuanax, yNnoJHOMOYEHHbIN peaepanbHbliA OpraH UCNOHUTENIbHOW B/1IAaCTU HanpaBaseT
B JIMYHbIN KAaOWHEeT 3aABUTENA B eAMHON cucTeme 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBEeAEeHWH,
NoAMNUCAHHbIN YCUAEHHOW KBAANPULMPOBAHHOM 31IEKTPOHHOM NOAMNMUCHIO.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3anBuUTeNb 0653aH HanNpaBWUTb B JIMYHbIA KabMHET YyNoNHOMOYEHHOro deaepanbHOro opraHa
WUCMNONIHUTENIbHOM BNaCTM B eAWMHOW CUCTEME MNOAMNWUCAHHbIA  YCUNEHHON KBanMPULMPOBAHHOM
3/IeKTPOHHOM NOANMUCbIO OTBET Ha 3anpoc YNo/JHOMOYEHHOro dpeaepanbHOro opraHa UCMOIHUTENIbHOM
B/1IAaCTU B CPOK, He MNpeBblWalowWwmMin AeBAHOCTa pabounx AHEN CO AHS MONYYEHUA YMNOSHOMOYEHHbIM
desepanbHbiIM  OpPraHOM  WCMOJIHUTENIbHOW  BNACTU  3/IEKTPOHHOIO YBEAOM/IEHUA O MONYYEHUMU
3anBuUTeNIemM AaHHoro 3anpoca. Cpok, YKasaHHbIW B 4acTu 4 HacToALWen cTaTbl, NPMOCTaHaABNMBAETCA CO
OHSA HanpaB/ieHWA B JINYHbIN KabWHeT 3asBUTens B €4MHOW cUcTeme 3anpoca YNOoJIHOMOYEHHOro
denepanbHOro opraHa WCMAONHUTENBHOM BAACTM A0 [AHSA HAMNpaBfieHMA B /JIMYHbLIA  KabuHet
YyNosHOMOYeHHOoro denepasibHOro opraHa MCNONHUTEIbHOM BAACTM B eANHOM CUCTEME OTBETA HA AaHHbIN
3aMnpoc M He YYUTbIBAETCS MPU UCUYUCAEHUWU CPOKA NPUHATUA pPelleHUs O BHECEHUM U3MEHEHWUN B
OOKYMEHTbI, CoAeprkalumeca B PEervcTpalMoOHHOM [0Cbe Ha 3apPervcTPUPOBAHHbIN JIeKAapCTBEHHDI
npenapar ana MeguLMHCKOTo NPUMEHEHMUS.

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

5. OcHoBaHMEM A/1a OTKas3a B MPOBEAEHUM YKA3aHHbIX B YaCcTW 2 HaCTOALLEN CTaTbM 3KCNEpTU3
ABNAETCA NPeACTaBAeHNE LOKYMEHTOB, NEPEUYMCNEHHbIX B YacTAX 1 1 3 HacTosALLelN cTaTbW, B HEMOJTHOM
obbeme, HenpeacTaBieHUE 3aABUTENEM B YCTaHOBJ/IEHHbIM CPOK OTBETa Ha yKasaHHbIM B yactn 4.1
HacToALLEeN CTaTbM 3aNPOC YNOJHOMOYEHHOrO deaepasbHOro opraHa UCMOAHUTENBHOW BAACTH, @ TaKkKe
OTCYTCTBME B MPEACTaBAEHHbIX AOKYMEHTAX AOCTaTOUYHbIX CBEAEHMI, NOATBEPKAAIOLWMNX HEOHBXOANMMOCTb
BHECEHUA USMEHEHWN, UM OTCYTCTBUE MHbOPMALMK, NOATBEPKAAOLWEN GaKT ynaaTbl FOCYAaPCTBEHHbIX
MOL/IMH, YKa3aHHbIX B YacTU 3 HACTOALLEN CTaTbMU.

(8 pea. PenepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

6. YKa3aHHble B 4aCTM 2 HACTOALLEN CTaTbM 3KCNEPTU3bl MPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM
cTatbei 23 HacToAawero PenepanbHOro 3akoHa.

7. B CpOK, He npeBblWaoWMn NATU paboumnx AHen co AHA HanpasBAeHWA NOCPeACTBOM eAuMHOro
noptana B YMNOJIHOMOYEHHbIM denepasnbHblit OpraH WUCMOAHUTENbHOMW BAACTU WAWU JIMYHBLIN KabuHeT
ynosHoMmoueHHoro deaepanbHOro opraHa UCMNOJIHUTENbHOM BNAacTU B eAMHOM cucTeMe MOAMUCaHHbIX
YCUAEHHbBIMU KBaMUGULMPOBAHHBIMU 3N1EKTPOHHBIMU NOANNUCAMU 3aKAOYEHMUIA KOMUCCUIA IKCMEPTOB No
pe3ynbTaTam YKa3aHHbIX B YaCTU 2 HACTOALLEN CTaTbW SKCNEPTU3, YNOJHOMOYEHHbIN dpeaepasibHbliii opraH
MCNOSHUTENbHOMN BNaCTH:

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)
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1) npuvHUMaeT peleHne O BHECEHUM W3MEHEHUA B [OOKYMEHTbl, CcoAepKalimeca B
PernmcTpauMoHHOM A0Cbe Ha 3aperMcTpMpOBaHHbLIA /IEKapCTBEHHbIM MpenapaT Ans MeAMLMHCKOro
NpMMeHeHUs, UM 06 OTKase BO BHECEHUM TaKUX USMEHEHWIA;

2) BHOCMUT B roCy4apCTBEHHbIN peecTp SIeKapCTBEHHbIX CPeACTB Ha OCHOBAHWUW PELLIEHUS O BHECEHUN
M3MEHEHUA B [AOKYMEHTbl, COAEprKallMecs B PErucrpauMoOHHOM [OCbe HA 3aperMcTpUpoBaHHbIN
JIeKapCTBEHHbIM NpenapaT gaa MegULMHCKOIO NPUMEHEHUA, HEOOX0ANMblE U3MEHEHUS;

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

3) BblAaeT 3aABUTENI0 HOBOE PErncTpauMoHHOE YAOCTOBEPEHWE NEKAPCTBEHHOrO Npenapata B
CNy4ae U3MEHEHMUA CBELEHWN, COAEPMKALMXCA B HEM, NYTEM HanpaBNeHUA 33aABUTENO NOCPenCTBOM
€4MHOro nopTana UAK B IMYHbIN KabUHET 3aaBUTENA B eANHON CUCTEME BbIMUCKM U3 FTOCYAaPCTBEHHOIO
peecTtpa /IeKapCTBEHHbIX CPeacTs, MNOAMUCAHHON YCUNEHHOW KBAanUPULMPOBAHHON 3SNEKTPOHHOM
noAnuchIo.

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

8. OcHoBaHMEM fA/s OTKasa BO BHECEHUMW W3MEHEHUA B [OKYMEHTbl, coAepKawmeca B
PerucTpaumMoHHOM [I0Cbe Ha 3apPerncTpupoBaHHbIN JIEKAapPCTBEHHbIA npenapaT Ana MeauUUHCKOro
NPUMEHEHWSA, ABNAETCA 3aK/I0YEHNE YNONHOMOYEeHHOro deepasibHOro opraHa UCNOIHUTEIbHOM BAAcTH
0 BO3MOKHOCTU CHUMKEHUA 6e30MNacHOCTH, KayecTBa, 3PpPEeKTUBHOCTU JIEKAPCTBEHHOMO CPEACTBA B C/lyYae
BHECEHUS TaKUX USMEHEHWNA.

9. JonyckaeTtca obpalleHue NeKapCTBEHHbIX NpenapaToB A8 MeAMUMHCKOrO MPUMEHEHUA A0
NCTEYEHMA CPOKA ro4HOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocne AaTbl NPUHATKA
YNOJHOMOYEHHbIM pesepasbHbIM OPraHOM UCMOHUTE/IbHOM BNACTU pelleHna 0 BHECEHUN U3MEHEHUI
B [AOKYMEHTbl, coep)Kalineca B pPerucTtpauMoHHOM J0Cbe, B COOTBETCTBUM C MHPOpMmaumen,
cofeprKallenca B LOKYMEHTaxX perncTpaumoHHOro A0ChE Ha IEKAPCTBEHHbIN NpenapaT A0 AaTbl NPUHATUA
TaKOro peLueHus.

(yacTb 9 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10. MpasutenbctBo Poccuiickoin depepaumm Bnpase YCTaHOBUTb OCOBEHHOCTM BHeCeHUs
M3MEHEHUA B [OKYMEHTbl, COAEp’KalMeca B PerncrtpaumoHHOM [O0Cbe Ha 3aperncTpMpoBaHHbIN
JNIeKapCTBEHHbIM nNpenapat gas MeAMUMHCKOTO MpPUMEHeHus, B c/aydae gedekTypbl MAM pPUCKA
BO3HWKHOBEHMA AedeKTypbl NIEKAPCTBEHHbIX MPEnapaTos B CBA3W C BBEAEHNEM B OTHOLLIEHUN Poccuiickoi
denepaumnn orpaHNUUTENbHbIX MEP SKOHOMMUYECKOro XapaKTepa.

(yactb 10 BBepgeHa PeaepanbHbiMm 3akoHoM oT 08.03.2022 N 46-03)

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 31 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npenoCcTaBAeHUA TFOC. yCayr
nocpeacTsom eaAnMHOro noprtana, npumeHatoTca ¢ 01.01.2026.

Cratba 31. BHeceHue M3MeHeHU B AOKYMEHTbI, CoAepKalimecs B permcTpauMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbI Npenapar ANA BeTepUHAPHOro NnpumMeHeHus

1. B uensax BHECEHUA U3MEHEHWUN B AOKYMEHTbI, COAEPKALLMECA B PETMCTPALMOHHOM [0Cbe Ha
3aperncTpupoBaHHbIiA NeKapCTBEHHbIN Npenapat Aaa BEeTEPUMHAPHOrO MPUMEHEHUA, AepKaTenb Uau
BNafeneL, perncTpauMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTta WauM YyNnoJHOMOYEHHOE MM
ApYyroe topuanyeckoe MU0 (fanee B HACTOALWEN CTATbe - 3a8BUTE/b) HaNpaBAsET NocpeaCcTBOM e4MHOro
nopTana B YNOJHOMOYEHHbIN denepanbHblii OpraH UCNOAHUTENbHOW BAACTU MOAMNMCAHHOE YCUNEHHOM
KBa/IMGUUMPOBAHHOM 3/1EKTPOHHOM MOAMNUCHIO 3asaB/IEHME O BHECEHUW TaKUX U3MeEHeHWul no dopme,
YCTaHOB/IEHHOW YNOAHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTEIbHOM BAACTH, U NpUaaraemblie K
HEMY M3MEHEHMS B YKasaHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, MOATBEpKAatolme HeobxoaMmocTb
BHECEHMA TaKMX U3MeHeHUN. MNpn HeobX04MMOCTN BHECEHUS U3MEHEHWIA B AOKYMEHTbI, cogeprralimecs
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B PErmcTpauMoOHHOM A0Cbe Ha 3apPernmcTpMpOoBaHHbIM NeKapCTBEHHbIN NpenapaTt Ala BETEepPUHAPHOro
NPUMEHEHNA, B CAy4aaX W3MeHeHuMA W (MaKn) [A0NONHEHUA NPOU3BOACTBEHHOW M/IOWAAKM
JIeKapCTBEHHOTO CPEeACTBA, a TaKKe U3MEHEHMA NOKasaTeieit KayecTBa 1IEKAPCTBEHHOrO NpenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUA U (MIM) METOLOB KOHTPO/IA KayecTBa /IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHNA 3aABUTENb AONOAHUTENBHO HanpaBAseT NOCPEeACTBOM eAMHOro NopTana B
YNONHOMOYEHHbIN defiepanbHblit OpraH UCNONHUTENBHOW BNACTU Caeaylollme AOKYMEHTbI (CcBeaeHuA):
(B peq. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-93, o1 30.01.2024 N 1-93)

1) cBepeHMA o AaTe NpefoCTaBNAeHUA U PErnmcTPaLMOHHOM HOMEPE NIULIEH3MM Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeAcTB, NpPeAoCTaB/feHHON NpPOU3BOAUTENIO JIeKapCTBEHHOro npenapaTta And
BETePUHAPHOro NPUMeEHEHUA, ANA POCCUMNCKUX NpousBoauUTeNnen;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBeeHMA 0 gate NpeaoCcTaBAEHUs U PerncTpauMoHHOM HOMepe /IMLEH3MN Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPEACTB, MNPeaoCTaBNeHHOM npousBoauTento dapmaueBTMYEecKon cybcTaHumm,
BXOAALLEN B COCTaB JIEKAPCTBEHHOrO npenapaTta gna BETEPUHAPHOTO NPUMEHEHMA, ANA POCCUMCKUX
npoussoguTenei;

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

3) KonuA OKYMEHTa, BblAaHHOIO YNOJHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA ANS KaXKO0M
NPOM3BOACTBEHHOM TMJIOWAAKM JIEKAPCTBEHHOTO MpenapaTta As BEeTePUMHAPHOIO MPUMEHEHUSA U
NOATBEPKAAIOLLETO COOTBETCTBUE MPOM3BOAMUTENA JIEKAPCTBEHHOTO Mnpenapata TpeboBaHUAM MpaBun
Hag/leXKallelr nNpou3BOACTBEHHOM MPAKTUKU, M €ro nepeBos, Ha PYCCKMIA A3bIK, 3aBEPEHHble B
YCTaHOB/IEHHOM MOPAAKE, a TaKKe KOMUA 3aKNH0UYEHMA O COOTBETCTBUMN NPOU3BOANTENS IEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBWMA  Hag/ekalled MNpPou3BOACTBEHHOM  MPAKTUKKM,  BblAAHHOIO
YNOAHOMOYEHHbIM peaepanbHbiM OpPraHOM UCNONHUTENbHOW BAACTM ANA KaXKAoN NpoM3BOACTBEHHOM
NAOWAAKM NEKAPCTBEHHOrO Mpenapata A1a BETepMHApPHOro NPUMEHEHWs, AMBO Konua pelleHus o
npoBeAeHUM MHCNEKTUPOBAHNA NPOU3BOAMTENA NEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOJIHOMOYEHHbIM
denepanbHbiM  OpPraHOM WCMNONHWUTENbHOW BAACTU  ANA  KaxKAoW MPOU3BOACTBEHHON MNJIOLWLAAKK
NleKapcTBEHHOTO NpenapaTa AN BeTEPUHAPHOro NPpMMeHeHMA. YKasaHHble OKYMEHTbI NpeacTaBAsatoTCca
B C/ly4Yae, €cAuM MNPOM3BOACTBO JIEKAPCTBEHHOrO npenapata Aaa BETEPUMHAPHOTO MPUMEHEHUS
OCyLLEeCTBAAETCA 3a Npeaenamu Poccuiickoit degepaumu;

4) Konus OOKYMEHTa, BblAAHHOIO YMNOJIHOMOYEHHbIM OPraHomM CTpaHbl MNPOU3BOAUTENS
dbapmaueBTUYecKomn cybcTaHumu n NoATBEPKAAIOLLETO COOTBETCTBUE npoussoauTens
dapmaLeBTMUYECKON CyOCTaHUMM, BXOAALLEN B COCTAaB JIEKAPCTBEHHOrO npenapaTta 4158 BeTePUHAPHOro
npumeHeHus, TpeboBaHUAM NpPaBWU Hag/aeXKalleld NPOU3BOACTBEHHOM MPAKTUKM, U ero nepeBos Ha
PYCCKUA  A3bIK, 3aBepeHHble B YCTaHOBAEHHOM MOpAgKe, B CAyY4ae, €c/InM MNPOM3BOACTBO
dapmaLeBTMUECKOM cybCcTaHLMK OCyLecTBAAETCA 3a Npeaenammn Poccuiickon deaepaumim.

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

1.1. B cnyyae usmeHeHuA 1 (MAM) AONOSHEHUA NMPOU3BOACTBEHHOM NIOWAAKM NEKAPCTBEHHOMO
CpeAcTBa AOKYMEHTbI, YKa3aHHble B 4acTuM 1 HacToAlwen cTaTbW, NpeacTaBAAlOTCA 3aaBUTE/IEM B
OTHOLLEHUM U3MEHAEMOW U (MAM) AOMNONHAEeMOW NPOU3BOACTBEHHOM NAOWAAKM NEeKapCTBEHHOro
cpeacTtBa. PelleHne o BHECEHUM M3MEHEHMI B AOKYMEHTbI, COAEPKALLMECA B PErNCTPALMOHHOM A0Cbe
Ha 3apPerncTpMpoBaHHbINA NEKapPCTBEHHbIM Npenapar A/1a BEeTEPUHAPHOro NPUMEHeHUA, nan o6 oTKkase B
MX BHECEHMW NPUHMMAETCA B CAydyae HeobXoAMMOCTU NPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOrO
CpeacTBa B CPOK, He MpeBbillatowunii aesaHocTa pabounx AHEN, a B OCTa/lbHbIX C/y4asax B CPOK, He
NPeBbIWAOWMA TPULLATM pabounx AHel co AHA HanpasAeHUs MnocpeacTBOM eAMHOro nopTana B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH WCNONHUTE/IbHOW BAAcTU 3asiB/IEHUA O BHECEHUM TaKUX
N3MEHEHUN.

(yacTb 1.1 BBegeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pes. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.2. B C/lydae peopraHusaunm aepxartena uman Bnagesibla perncCtpalMoHHOro yaocrtoBepeHuA


https://login.consultant.ru/link/?req=doc&base=RZB&n=394111&dst=100207
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100227
https://login.consultant.ru/link/?req=doc&base=RZB&n=394111&dst=100208
https://login.consultant.ru/link/?req=doc&base=RZB&n=394111&dst=100209
https://login.consultant.ru/link/?req=doc&base=RZB&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZB&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZB&n=299421&dst=100048
https://login.consultant.ru/link/?req=doc&base=RZB&n=299421&dst=100054
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100228

JIeKapCTBEHHOro npenapata AnA BETePUHAPHOro NpUMMeHeHus, paspaboTyMka WAM npoussoauTens
JIeKapCTBEHHOro npenapaTa AN BETEPUHAPHOrO NMPUMEHEHUA B 3afiBIEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, COoAep’Kallmecs B PerncTtpauMoHHOM [A0Cbe Ha 3aperMcTpMpoBaHHbIA JIEKAPCTBEHHDIN
npenapaTt A9 BETEPUHAPHOro NMPUMEHEHUA, YKa3bIBalOTCA AaHHble AOKyMeHTa, NOATBepXKAatowero
BHECEeHMEe COOTBETCTBYIOLLIMX U3MEHEHUI B EAUHbIN rocylapCTBEHHbIA peecTp opuandecknx auu, (ans
OpraHusaLuin, 3aperncTpMpoBaHHbIX Ha Tepputopum Poccuiickon deaepaumm), UAM MHOTO AOKYMEHT],
NoATBEPXKAAOLLErO PEOPraHM3aLnIo PUANYECKOro 1A (A1A opraHu3aLnin, He 3aperncTPUPOBaHHbIX
Ha Tepputopun Poccuiickoir Pepepaumu). 3asBAeHUME O BHECEHUM U3MEHEHUN B AOKYMEHTHI,
coaepKawmeca B perMcTpauMoHHOM [0Cbe Ha 3aperncTpUpoBaHHbIM JIEKAPCTBEHHbINM npenapaTt Ans
BETEPUHAPHOIrO NPMMEHEHUSA, U PUNAraemble K HeMy JOKYMEHTbI HanpaBAaoTCA NOCPeACTBOM eANHOIo
noptana B YMNOJIHOMOYEHHbIM deaepanbHblit OpraH UCMOMHUTENbHOM BAAacTM He nosgHee Yyem 4yepes
TpMALUaTb pabounx gHen co AHA BHECEHUA COOTBETCTBYIOLWMX MU3MEHEHUIN B EAMHBIN rocyaapCTBEHHbIN
peecTp HOpUANYECKMX vl (4NA opraHusauui, 3aperncTpuMpoBaHHbIX Ha Tepputopum Poccuiickoit
depepaunn) Uam co AHA NPUHATMA COOTBETCTBYIOLLErO 4OKYMEHTA, NOATBEPKAAOWEro PeopraH13aumnio
IOpMANYECKOro Nnua (ana opraHM3auunii, He 3aperncTpuMpoBaHHbLIX Ha TeppuTopumn PoccuiicKoi
depepaunn). B cnyyae peopraHMsaumm gepskatens unam Bnagesbla perncTpaumoHHOro yaoCcToBepeHus
JIEKapCTBEHHOrO npenapaTta A/1A BETEepUHAPHOro NPUMEHEHUA 3aAB/EHWE O BHECEHUW WU3MEHEHMUI B
OOKYMEHTbI, coAeprkalimeca B PErucTpauMoOHHOM [0Cbe Ha 3aperncTPUpOBaHHbIN JIEKAPCTBEHHbIN
npenapat AnAa BETEPUMHAPHOrO MPUMEHEHUs, MOoAaeTcA HPUANYECKMM NMLOM, KOTOPOMY B Xoge
peopraHM3auum nepeaaHo NPaBo BAaAEHUSA TaKUM PErMCTPALMOHHBIM YA0CTOBEPEHNEM.

(yacTb 1.2 BBeaeHa depepanbHbiM 3akoHoM OT 02.08.2019 N 297-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

2. B cnyyae BHeCEHUA M3MEHEHWUI B AOKYMEHTbI, COAEPKaLLMECA B PEMMCTPALMOHHOM AOCbe Ha
3apPerucTpPUPOBaHHbIA JIEKAPCTBEHHbIM Npenapat Aas BETEePMHAPHOro MPUMEHEHMUA, B OTHOLLUEHUMU
CBeAeHMUM, yKasaHHbIx B nognyHKktax "e", "»x", "k", "n", "H", "c", "x" nyHKTa 7 yactm 3 ctatbk 17 HacToALWErO
denepanbHOro 3aKoHa, U3MeHeHUA U (MAK) AONONHEHUA NPOU3BOACTBEHHOM NIOWAAKN IEKAPCTBEHHOTO
CpencTBa, a TaKXe B C/lydae WM3MEHEHMA MOoKasaTesield KayecTBa JIEKAapCTBEHHOro npenapaTta gas
BETEPMHAPHOrO MPUMEHEeHUA U (MAn) MeTodoB KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenapaTta ana
BETEPMHAPHOro MPUMEHEHUA NPOBOAMUTCA SKCMEPTU3A JIEKAPCTBEHHOMO CPeacTBa A5 BETepPUHAPHOro
npumeHeHus. B cnyyae HEOHXOAMMOCTU BHECEHUA WUHbIX U3MEHEHWUI B AOKYMEHTbI, COAEpP KaLLMecs B
pPernmcTpauMoHHOM [A0Cbe Ha 3apernmcTpMpOBaHHbIA NEKAPCTBEHHbIM nNpenapaT Ala BeTepUHApPHOro
NPUMEHEHWA, SKCNEepPTU3a IeKapCTBEHHOro CPeACTBa A1 BETEPMHAPHOIO NPUMEHEHMA HE NPOBOAUTCA.

(8 pea. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. 3asBuTeNb BNpaBe NPeACcTaBUTb NO COBCTBEHHOM MHMLMATUBE BMECTE C 3aAB/NEHUEM O BHECEHUN
M3MEHEHWA B [OKYMEHTbl, COLEprKallMecs B PErncTpauMoHHOM [A0Cbe Ha 33apPerncTpuMpoBaHHbIN
NIeKapCTBEHHbIM  npenapaT  ANA  BETePUHAPHOrO  NPUMEHEHWS,  PEKBU3UTbI  LOKYMEHTOB,
NOATBEPKAAOLWMX YNNATY FOCYSapCTBEHHOM MOLWJIMHBI 32 BHECEHWE B LOKYMEHTbI, coAeprKalmecs B
PEerucTpaumMoHHOM A0Cbe HA 3apernmcTpMpOBaHHbIA JIEKAPCTBEHHbIM NpenapaT A8 BeTepUMHAPHOro
NPUMEHEHWA, WM3MEHEHUN, Tpebylowmnx MNPoBeAEHNA 3IKCMepTU3bl JIEKAPCTBEHHOrO CpeacTsa, Wau
M3MEHeHW, He Tpebylowmx MPOBEAEHUS 3SKCMEepTM3bl NIeKapCTBEHHOIO cpeacTBa. B cayyae
HEeObXOAMMOCTN M3MEHEHUS CBEAEHWN, codepiKalymxca B PErncTpauMoOHHOM  YAOCTOBEPEHUU
NIeKapCcTBEHHOTO NpenapaTa Ans BETePUHAPHOro MpUMEHEeHUs, C 3asB/eHMEeM, YKasaHHbIM B Yactu 1
HacToALLEeN CTaTbK, 3asBMTE/Ib BNPaBe NPeACTaBUTb N0 COOCTBEHHOM MHULMATUBE PEKBU3UTLI LOKYMEHTA,
NOATBEPKAAlOLEro ynaaTy rocyAapCTBEHHON NOLW/MHbI 33 BblAavyy PerncTpauMoHHOro yaoCcToBepeHus
NeKapcTBeHHOTro npenapara. 3aABuTe b BNpase NPeACcTaBUTb N0 COBCTBEHHOW MHULMATUBE CBEAEHUA O
NIMLEH3UAX, YKasaHHble B NyHKTax 1 M 2 uactv 1 HacTosAwel cTaTbM, a TaKXe BblAaBaemble
YNOAHOMOYEHHbIMN deaepanbHbIMU OpraHamM UCMONAHUTENbHON BAACTU AOKYMEHTbI, YKasaHHble B
nyHKTe 3 yact 1 HacToAwel cTaTbu. B cnyyae HenpeacTaBAeHUA YKa3aHHbIX AOKYMEHTOB (cBegeHWIA)
YNOAHOMOYEHHbIN deaepanbHbiii opraH UCNOAHUTENLHON BAACTU 3anpallMBaeT yKasaHHble AOKYMEHTbI
(cBeAEHMA) B NOpsAAKe MeXBEeA0OMCTBEHHOro MHGOPMALMOHHOTO B3auMOAenCTBUA.

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-$3, o1 30.01.2024 N 1-93)
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4. B cpoK, He NpeBbiWaloWmMii AecaTn pabounx AHel co AHA NOCTYNNEeHUA YKa3saHHOro B Yactu 1
HACTOALLEN CTAaTbW 3aABAEHMA U HEOOXOAMMbBIX AOKYMEHTOB, YNOJIHOMOYEHHbIN peaepanbHbii opraH
NCNOSIHUTENbHOWN BNACTH:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeAcTaBAEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NpMHMMaET peLleHme O NPOBEAEHMMN SKCMEePTU3bI IeKaPCTBEHHOro CPpeacTBa A1 BeTepUHaPHOro
NpMMeHeHUA UAn 06 OTKase B ee NPoOBEAEHUMU;

3) HanpaBnseT nocpeacTBOM eAMHOro nopTana 3adABMTEN0  MOAMNUCAHHOE  YCUAEHHOM
KBanMOUUMPOBAHHOW 3/1IEKTPOHHOM NOAMUCLIO YBEAOMJIEHME O MPUHATOM PELIEHUN WUAW B Cay4yae
NPUHATUA peweHns o6 oTKase B NpoBeAEHNN SIKCMEePTU3bI IEKAPCTBEHHOIO CPeACTBa AN BETePMHAPHOTo
npumeHeHnA C ykasaHnem npmuy4nH Takoro oTkasa.

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

4.1. B cny4ae BbIIBNEHUA HEAOCTOBEPHOCTU U (M) HeAOCTaTOYHOCTU CBEAEHWI, COAEPIKALLMXCA B
NnpeacTaBNeHHbIX 33aABUTENIEM MaTepuanax, YNnoJHOMOYEHHbIM denepanbHbii OpraH MCNOAHUTENbHOM
B/1IACTM HanpasAsieT MOCPEeACTBOM eAMHOro nopTasa 3asBUTENI0 3aMnpoc 006 YTOYHEHWUWM YKasaHHbIX
CBEeLEHWN, NOANUCAHHbIA YCUNEHHOM KBAaINDULMPOBAHHOM 31EKTPOHHOW NOAMUCHIO.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3asutenp 06A3aH HaNpaBuTb MNOCPEACTBOM €4MHOrO MNopTasa B  YNOJHOMOYEHHbIN
denepanbHblA  OpraH WCNONAHUTENIBHOW BAACTU MNOAMNWMCAHHBIN  YCUIEHHOM KBAaAUMOUUMPOBAHHOM
3NEKTPOHHOM MOAMNWUCHIO OTBET HA 3aNpoC YNoJHOMOYEHHOro defepasbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, He MpeBblWatoWmMi AeBAHOCTa pabounx AHeN €O AHA MOAYYEeHWUA YNOJHOMOYEHHbLIM
depepanbHbiM  OPraHOM WCMOJHUTENbHOM BAACTU  3NEKTPOHHOFO YBEAOM/IEHWUA O MOJyYeEHUMU
3anABuTeNem gaHHoro 3anpoca. CpoKu, yKasaHHble B YacTh 1.1 HacToALlel cTaTbl, NPUOCTaHaBAMBAtOTCA
CO [OHA Hanpas/ieHUA MOCPeACTBOM eAMHOro nopTtasa 3asABUMTeNl0 3anpoca  YNoJIHOMOYEHHOro
denepanbHOro opraHa UCMONHUTENbHOM BAACTU A0 AHA HanpaBAeHWA NoCcpeacTBOM eAMHOro NopTana B
YNOJHOMOYEHHbIN deaepanbHbli OpraH WUCNOAHMTENbHON BAACTM OTBETA HA AaHHbIM 3anpoc U He
YUYUTLIBAIOTCA MPU UCYUC/IEHUM CPOKA MPUHATUA pPEeLieHMA O BHECEHMU WM3MEHEHUN B AOKYMEHTbI,
cogeprKalimeca B perncTpaumoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIA IEKAPCTBEHHbIM NpenapaTt Ans
BETEPMHAPHOro NPUMEHEHUA.

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

5. OcHoBaHMeM A/ OTKasa B MNPOBEAEHMM 3IKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa AJA
BETEPUHAPHOrO MNPUMEHEHUA ABAAETCA NPeACTaBNeHWe AOKYMEHTOB, YKasaHHbIX B 4yactax 1 u 3
HacToALLEeN CTaTbM, B HEMOJHOM 06bEME MU OTCYTCTBME B NPEACTABAEHHbIX 4OKYMEHTAX AOCTaTOUYHbIX
CBeAEHUI, noaTBep:KAAoWMNX HeobXOAMMOCTb BHECEHWA W3MEHeHUI, nuMbo HenpeacTaBaeHMe
3aABUTENEM B YCTAHOB/EHHbIA CPOK OTBETa Ha YKasaHHbIM B 4yacTy 4.1 HacToAwiei cTaTbM 3anpoc
YNOAHOMOYEHHOrO deaepasnbHOro opraHa UCNONHUTENbHOW BAACTH.

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

6. 3KCI'IepTM3a NNeKapCTBEHHOINo Cpeacrtea ANA BETEPUHAPHOINO NpuUMeHeHuUA B UENAX BHeECEHUA
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPerncTtpaymMoHHOM AO0Cbe Ha 3aperMCTpMPOBaHHbIVI
ﬂeKapCTBEHHbIﬁ npenapar 44 BETEPUHAPHOro npumMmeHeHunA, OocCcywecTtBnaeTtca B NopAake,
YCTAaHOBJ/IEHHOM cTaTbel 24 HacToAlwero <De,c|,epaanoro 3aKOHa.

6.1. B cpoK, He npeBblWaoWnin AecaTn pabounx AHen co AHA HanpaBieHUA NOCPEACTBOM e4MHOI0
nopTana B YNOJHOMOYEHHbIV dpeaepanbHblit OpraH MCNOAHUTENBHOW BAACTU NOAMNNCAHHOIO YCUAEHHOM
KBaMPUUMPOBAHHOW 3/MEKTPOHHOW MOAMUCHIO 3aK/AOYEHMA KOMMUCCUM IKCNEPTOB MO pe3y/bTaTam
YKa3aHHOM B 4YaCTWU 2 HACTOALWEN CTaTbM 3KCNepTU3bl, YMNOJHOMOYEHHbIN deaepanbHbIi OpraH
NCMNOJIHUTENbHOM BNACTK:

(8 pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 30.01.2024 N 1-93)
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1) npuvHUMaeT peleHne O BHECEHUM W3MEHEHUA B LOKYMEHTbl, cogep)Kalmecs B
pPernmcTpauMoHHOM [A0Cbe Ha 3apernmcTpMpOBaHHbIA NEKAapPCTBEHHbINM npenapaT Al1a BeTepUHApPHOro
NpMMeHeHUs, UM 06 OTKase BO BHECEHUM TaKUX USMEHEHWIA;

2) BHOCMUT B roCy4apCTBEHHbIN PeecTp SIeKapCTBEHHbIX CPeACTB Ha OCHOBAHUW PELLIEHMUS O BHECEHWUU
M3MEHEHUA B [AOKYMEHTbl, COAEprKallMecs B PErucrpauMoOHHOM [OCbe HA 3aperMcTpUpoBaHHbIN
JIeKapCTBEHHbIM NpenapaT ga BeTePUHAPHOTO NPUMEHEHUA, He0bXoaMMble U3MEHEHUS;

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

3) BbloAeT 3aABUTENIO HOBOE PErncTpaLMOHHOE YAOCTOBEPEHUE IEKAPCTBEHHOMO NpenapaTta Ans
BETEPUHAPHOIo NPUMEHEHUA B C/ly4ae HEOHBXOAMMOCTU U3MEHEHMUA CBEAEHWUI, COAEPIKALLMNXCA B HEM, C
COXpaHeHMem HOMepa paHee BbISAHHOIO PEerucTpauyMoHHOIO YAOCTOBEPEHUA 1€KAapCTBEHHOro
npenapara A4/1A BETEPUHAPHOTO NPUMEHEHUA.

(n. 3 BBegeH PepepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBeaeHa deaepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeceHWA U3MEHEHUI B OKYMEHTbI, COAEpKaLMeca B perucTpaumoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIA  JIEKApPCTBEHHLIM MNpenapaTt AAA BETEPUHAPHOIO MPUMEHEHUA, B 4acTu,
Kacalolenca u3MeHeHus U (MaM) [ONOJSIHEHWA NPOW3BOACTBEHHOW MJIOWAAKM JIEKAPCTBEHHOTO
npenaparta, Npu NpeAcTaBAeHUN 3aABUTENEM B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacToAllei cTaTbM
KONUWU peLleHna YyNnoJHOMOYEeHHOro denepasbHOro opraHa WMCMOAHUTENIbHOW BAACTU O MpPOBeAeHUU
WMHCNEKTUPOBAHUA NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIN B YacTn 6.1 HacToALlei
CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA MONAYYEHUA 3aKNHOYEHMA KOMUCCUM IKCMEPTOB A0 AHA NPUHATUA
YNOJIHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTENBHOM BNACTU PELLEHNSA O Bblaave nam o6 oTkase
B BblJaye 3aK/0YEHMA O COOTBETCTBMU MPOM3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpaBuA
HaZ/eXKallen Npom3BOACTBEHHOW NPAKTUKKM, HO He Bosiee YeM Ha CTO BOCEMbAECAT Paboumx gHew.
(yacTb 6.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

7. OcHOBaHMEM pf/1a OTKasa BO BHECEHUM W3MEHEHUIA B [JOKYMEHTbl, COAep)Kalimeca B
PEerncTpaLMoHHOM A0Cbe Ha 3apermcTpPUPOBaHHbIA JIEKAPCTBEHHbIM npenapaT A8 BeTepUHapPHOro
NPUMEHEHUSA, B CyYanx, He TpebyloLMX NPOBEeAEHNA IKCMEePTU3bI JIEKaPCTBEHHOro CPecTBa, ABNAETCA
npeacrasfieHne AOKYMEHTOB, YKa3aHHbIX B 4acTaX 1 M 3 HacTosAlein cTaTbk, B HEMOJHOM obbeme uan
OTCYTCTBME B MPEeACTaB/AEHHbIX AOKYMEHTaX CBEAEHWNA, KOTOPble A0NXHbI 6biThb B HUX OTPaMKeHbl, MM60
HenpeacTaB/ieHNe 3asBUTENEM B YCTaHOB/IEHHbIA CPOK OTBETa Ha yKasaHHbIM B Yacth 4.1 HacTosluein
CTaTbu 3aNpocC YNOJHOMOYEHHOTO dpeaepasibHOro opraHa UCNoIHUTEIbHOM BNAACTU.

(yactb 7 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMEeM pA/na OTKasa BO BHECEHMM M3IMEHEHWN B LOKYMEHTbl, cogep)Kalimeca B
PErncTpaLMoOHHOM [0Cbe Ha 3apermcTpuMpOBaHHbLIA NEKAPCTBEHHbIN NpenapaT A/1a BeTepUHAPHOro
NPUMEHEHMA, B Cy4anx, TPeOYOWMX NPOBEAEHMA SKCNEPTM3bl JIEKAPCTBEHHONO CPEACTBA, ABAAETCA
3aKN04YEHME YNOJHOMOYEHHOro ¢eaepasbHOr0 opraHa WCMNOJIHUTENBbHOM BAACTU O BO3MOXHOCTU
CHU¥KeHMA 6e3onacHOCTH, KayecTBa, 3IPEKTUBHOCTM 1EKAPCTBEHHOIO NpenapaTta BCieACTBUE BHECEHUA
N3MeHEHMM B yKa3aHHble AOKYMEHTbI, 0TKa3 yNoJHOMO4YeHHOro pesepasibHOro opraHa UCMONHUTENIbHOM
B/1IACTU B BblAaye 3aK/JOYEHUA O COOTBETCTBUM NPOU3BOAMUTENA NEKAPCTBEHHbIX CPpeacTB TpeboBaHMAM
NnpaBu Hagnexkawen NpPonu3BOACTBEHHOM MPAKTUKU B C/y4ae WM3MEHEHUs WU (Man) [OMNOJSIHEHUA
NpPon3BOACTBEHHON M/OWAAKM JNIEKAPCTBEHHOrO MpenapaTa, ecauM NPOM3BOACTBO JIEKAPCTBEHHOTO
npenapaTta ANA BETEPMHAPHOIO NPUMEHEHMA OCYLLECTBAAETCA 3a npegenammu Poccuiickon deaepauum,
WAN OTCYTCTBME 3TOFO 3aK/OHEHUA.

(yacTtb 7.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

8. JlonyckaeTcs obpalieHve NeKapCTBEHHbIX NPenapaToB A/ BETePUHAPHOro MPUMEHEeHUs A0
MCTEYEHUA CPOKA FOAHOCTU, MPOU3BEAEHHDBIX B TEYEHME CTa BOCbMUAECATU AHEN Nocae AaTbl MPUHATUA
YNO/HOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTE/IbHOW BAIACTU peLleHns O BHECEHUU U3MEHEHM
B AOKYMEHTbI, CoAepKalLMecs B PErMcTpaLMoOHHOM 0Cbe Ha JIeKapCTBEHHbIM Npenapart, B COOTBETCTBUM
¢ HbopmaLMeit, cogepKalencs B JOKYMEHTAX PErMcTPaLMOHHOTO A0Cbe HA JIEKAPCTBEHHbIM Npenapat
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[0 AaTbl MPUHATUA TaKOTO peLleHus.
(yacTb 8 B pen. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTMAKOC: NpUmeyaHme.

O BO3MOKHOCTN 06palLeHns B PO 1eKapCcTBEHHbIX NpenapaToB Noc/ie NPUHATUA pellueHns 06 oTMeHe
rOCpPerucTpaumm M WUCKAYEHHbIX M3 peecTpa dapmaleBTUYECKMX cybcTaHumii cm. cT. 4 ®3 ot
30.01.2024 N 1-93.

CrtaTba 32. OTMeHa rocyAapCcTBEHHOM perucTpaumnm eKapcTBeHHOro npenapara

PelweHne 06 oTMeHe rocygapCTBEHHOW pPerMcTpaumnmn 1eKapcTBEHHOIO npenapaTta U UCKIYEHUM
JIeKapCTBEHHOrO Mpenaparta M3 rocy4apCcTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeacTB MNpPUHUMAeTcA
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOIHUTENIbHOW B/1IAaCTU B C/1yYae:

1) npeactaBneHUA  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  defepasibHbiM  OpraHom
WCMOMIHUTENbHOW BAACTU 3aKNOYEHUA O PUCKe MAM 06 yrpose 340POBbl, KM3HM YesloBeKa WAu
MBOTHOTO MpPW MPUMEHEHUWN JIEKaPCTBEHHOrO npenapara, npesblwarwmx ero 3¢pdeKTMBHOCTb, Mo
pe3ynbTaTam OCyLEeCTBAAEMOro MM MOHUTOPUHIa 6@30MacHOCTM IeKapCTBEHHOTO Npenapara;

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHusa cT. 32 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBNeHUA roc. YCayr npu
06paLLeHUM NIEKAPCTBEHHbIX CPEACTB: AN MEeOMULMHCKOro NPUMEHEHWA NOCPeACTBOM eauHOM
cuctemsl U (MAKn) eamnHoro noptana, npumeHatoTca ¢ 01.01.2025; ans BeTepMHAPHOro NPUMEHEHUS
nocpeacTsom eaAnHOro noprana, npumeHatoTca ¢ 01.01.2026.

2) nofaun AepyKaTenem Wau BNafesbLEM PEerncTpauMoOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapata WAM YMNOAHOMOYEHHbIM MM APYTUM  IOPUANYECKMM JIMLOM 3asB/ieHUs 06 oTmeHe
rocyAapCTBEHHON  perucTpauum  NeKapcTBEHHOro  npenapata,  MNOAMUCAHHOMO  YCW/IEHHOM
KBaMPULMPOBAHHOM 3/1IEKTPOHHOM NOANMCHIO, MyTEM €ro HanpaB/eHMA NOCPEeACTBOM eAIMHOro NopTana
B YNO/NHOMOYEHHbIN deaepanbHblit OpraH WCNOJAHUTENbHOW BAACTU  WAM  JINYHBIM  KaBWHeT
YNOJIHOMOYEHHOIO pesepanbHOro opraHa UCNOIHUTENIbHOM BIAacTU B €4MHOM CUCTEME;

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pPacNpPOCTPAHAKOTCA Ha MNPABOOTHOLUEHWA, BO3HWKalOLWMe MNpu
0b6pallleHUM NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) HenoareepxXgeHunA I'OCYAapCTBEHHOﬁ perncTpautmnn nekapCrBeHHOro npenaparta no UCTte4yeHnn
CpOKa AEﬁCTBMH perncTtpaymnoHHOro ygoctoBepeHuma, BbiIAaHHOIoO Ha NATb N1E€T;

4) HenpeacTaBneHus 3asBuTenem WHPOpPMauMM, KOTOpas MOXKeT TnoBjiedyb 3a Ccobol
HeobX0AMMOCTb BHECEHUA U3MEHEHUIA B AOKYMEHTbI, COAEpMKallMecs B PerncrpaumMoHHOM AO0Cbe Ha
3aperucTpupoBaHHbIiA  NEKApPCTBEHHbIA MpenapaTt, B TeyeHWe TpuAuaTM pabounx AHeld co AHA
HaCTynaeHna 3TUX U3MEHEHMI;

5) ocywecTBneHna rocyaapCTBEHHOW perncTpaumm NeKkapcTBEHHOro npenapata noj, TOpProsBbim
HaMMeHOBaHWEM 3apPEerncTPMpPOBAHHOMO paHee Moj 3TUM TOProBbIM HaUMMEHOBAHMEM IEeKAaPCTBEHHOMO
npenapara, OT/IMYaoLW,Eeroca Ka4ecTBeHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocywecrBneHunA FOCY,ﬂ,apCTBeHHOVI perncrtpaynm ogHoOro U Toro e N1eKapCTteBeHHOro npenaparta B
OTHOWEHNN O4HOro U TOro e gepxartena wunanm Bnagenbla pPernctpaymnoHHOro yaocrtoBepeHuA
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NleKapcTBEHHOro npenapaTta B BuAe ABYX M 6ojiee NeKkapcTBeHHbIX MPenapaToB nog Pas/MyHbIMU
TOProBbIMM HAMMEHOBAHNAMM;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHUSA CYOM PELIEHUA O HapyLWeHMM NpaB NpaBoobaagaTena 06 bEKTOB UHTENIEKTYaIbHOM
CO6CTBEHHOCTM NP 06PALLEHNM NEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NprMeyaHme.
C 01.01.2026 n. 8 cT. 32 He pacnpoCTpPaHAETCA Ha NPAaBOOTHOLEHMA, BO3HMKatoWMe npu obpateHum
JIeKapCTBEHHbIX CPeACTB AN1A MmeauUMHCKoro npumeHeHma (P3 ot 30.01.2024 N 1-d3).

8) oTCcyTCTBMA NIeKapCcTBEHHOTO NpenapaTta B 06paweHun B Poccninickon ®esepaumm B TeHeHMeE TpeX
n bonee nert;
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

9) HeBbINOMHEHMA AeprKaTeNieM WAW  BNageNbLeM  PerucTpaumoHHOro  yA40CTOBEpeHus
JIeKapCTBEHHOMO NpenapaTta AMH0 YNOSHOMOYEHHbBIM UMW APYTUM HOPULUYECKUM INLOM MEPONPUATUI
no obecneyeHnto 6E30MACHOCTM NEKAPCTBEHHbLIX MNPEMNapaToB, YCTAHOBAEHHbLIX YMOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENBHOM B/1IACTU B COOTBETCTBUM C YacTammM 3 1 4 cTaTbM 64 HacToALWEro
denepanbHOro 3aKoHa, B pamMKax ocyLLecTBieHNa GpapMakoHaa30pa;

(n. 9 BBeageH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTKkasa Aep:kaTena waM BAaAesbLa PErncTpaLMOHHOIO YAO0CTOBEPEHMA JIEKAPCTBEHHOMO
npenapata AMbo ynosAHOMOYEHHOTO UMW APYroro HPUANYECKOrO SINLA OT BHECEHWUA W3MEHEHMUI B
WMHCTPYKLMIO MO MPUMEHEHWUIO JIEKAPCTBEHHOrO MpPenapaTta, Kacatowmxca HOBbIX MNOATBEPMKAEHHbIX
OaHHbIX O TOM, YTO PUCK NPUYMHEHUS Bpeaa 340POBb0 YEe/I0BEKA UM HKUBOTHOTO BCAEACTBME NPUEMA
JIeKapCcTBEHHOrO NpenapaTta npesbiwaeT 3¢pHeKTUBHOCTb €ro NPUMEHEHMUS.

(n. 10 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTbna 33. locyAapCcTBEHHbINA peecTp 1IeKapCTBEeHHbIX CPeacTB

1. lTocynapcCTBEHHbIA peecTp /IeKApCTBEHHbIX CPEACTB COAEPXKUT MNepeyeHb NeKapCTBEHHbIX
npenapaTos, NPOLWeALNX roCyAapPCTBEHHYIO PErncTpaLmnio, nepedyeHb GpapmaLeBTMYeCcKnX cybcTaHumii,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPenapaTos, U cneaytoLLyio MHGopmaLmio:

1) B OTHOLWEHUM NIeKaPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHWEe /NeKapCTBEHHOrO npenapata (MexayHapogHoe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, NN XMMUYECKOEe M TOProBoe HaMMeHOBaHMWA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHaa popma C yKasaHMeMm L03MPOBKN IeKapCTBEHHOro NpenapaTa U ero KoAn4ecTsa B
NnoTpebuTeIbCKOM YNaKoBKE;

B) HAMMEHOBaHWe AeprKaTesa AW BAaAEeNbLA PEFMCTPALMOHHOIO YA0CTOBEPEHWA IEKAaPCTBEHHOTO
npenapaTta v CBeAEHUA O PErncTpaLmm AepKaTens Uav BAagenbla PerncTpaumoHHOro ya0CcToBeEpPeHUs
NleKapcTBEHHOTO NpenapaTa 411 MeAULMHCKOIo NPUMEHEHUA B KaYecTBe HAIOronaaTe/bliuKa B CTpaHe
pernctpaunm (418 POCCUMCKUX IOPUANYECKUX ANL, - MAEHTUPUKALMOHHBIN HOMEP HanoronaatenblimMKa
(MHH), Ans MHOCTPaHHbIX LPUANYECKUX NUL, - CTPAHA PErMCTPaL MM, HAMMEHOBAHME PErUCTPUPYIOLLETO
opraHa, permcTpaumMoHHbIA HOMep, KO4 HanoronaaTe NbLiMKa B CTPaHe perncTpauumn (MHKopnopaumm) uam
ero aHasor);

(nn. "8" B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

I') HanmeHoBaHWMe n agpec nponssoanTenAa 1eKapCTtBeHHOro npenaparta n ceeaeHna o permcTtpauunm
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NpoM3BOAMTENA NEKAapCTBEHHOro Mpenapata Aaa MeAMUMHCKOrO MNPUMEHEHMA B  KayecTse
HasioroniaTenbluMKa B CTPaHe perncTpaumm (4na pocCMnCKUX IPUANYECKUX UL, - MAEHTUOUKALNOHHDBIN
Homep HanoronnaTtenolumka (MHH), Ana MHOCTPAHHBIX OPUANYECKUX ANL, - CTPAHA pPerncTpaumu,
HaMMeHOBaHMe PErMCTPUPYIOLLErO OpraHa, PermcTpaLMoHHbIM HOMEeP, Kog, HanoronaaTeblMKa B CTpaHe
perucTpaunmn (MHKopnopauumn) MAn ero aHanor);

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

A) dapmakoTepaneBTMyecKas rpynna, KoJ /IeKapCTBEHHOro nmnpenapata nNoO aHaToOMo-
TepaneBTUYECKO-XMMMNYECKOW  KnaccuduKauuKn, peKoMeHAOoBaHHOM  BcemupHoOM  opraHusauumei
34paBoOXpaHeHNA;

(nn. "a" B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHMA 1 NPOTUBOMOKA3aHMNA K NPUMEHEHMIO JIeKapPCTBEHHOro Npenapara;
%) No6oYHble AENCTBUA NEeKapCTBEHHOrO nNpenapara;

3) CPOK rOAHOCTU NEKapCTBEHHOrO Npenapara;

1) YCNOBUA XpaHEHNA NeKapCTBEHHOrO Npenapara;

K) YC/10BMA OTMYyCKa NeKapcTBEHHOrO npenapara;

Nn) Homep <¢apmaKonenHOW CcTaTbM WAM B C/yyae ee OTCYTCTBMA HOMeEpP HOPMaTUBHOM
AOKYMEHTauumn niMbo HOPMaTUBHOTO IOKYMEHTA;

M) fOaTa rocyfapCcTBEHHON pernctpaumy JeKapCTBEHHOro Mnpenapata U ero perncrpaumoHHbIi
HOMep, [AaTa 3aMeHbl PEerMcTPaLMOHHOIO YAOCTOBEPEHUA SIeKAaPCTBEHHOIO npenapata Ha beccpoyHoe
perncTpaunoHHoe YyAOCTOBEPEHME JIEKAPCTBEHHOrO mnpenapaTa, JAata noJayn  3asaBNAeHUA O
NoATBEPKAEHUM  TOCYSAPCTBEHHOW  pPEerncTpauum  IeKapcTBEHHOro npenapaTta, AaTta  OTMeHb!
rocyfapCcTBEHHOW PEerucTpaLmm NeKkapCcTBEHHOro Npenapara;

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

H) KayecTBEHHbI COCTAaB M KOJMYECTBEHHbIM COCTaB AEMCTBYIOLLMX BELLECTB M KauyeCTBEHHbIN
COCTaB BCMOMOraTe/IbHbIX BELLECTB IEKAPCTBEHHOTO Npenapara;
(nn. "H" BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) HPopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTenbCcKoi) ynakoBKy;
(nn. "o" BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

n) gaTa NPUHATAA PELEHMA O BO3MOXHOCTM PacCMaTpMBaTb JIEKAPCTBEHHbIM npenapaT npu
rocyapcTBEHHOM pernctpaumm B Kayectse opdaHHOro IeKapCcTBEHHOro NpenapaTa (415 eKapcTBEHHbIX
npenapaTos AN MeAULMHCKOTo NPUMEHEHUS);

(nn. "n" BBegeH PepepanbHbiM 3aKOoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3akoHa ot
27.12.2019 N 475-$3)

p) HanuMume nNeKapCTBEHHOroO Npenapata B NepeyHe KU3HEHHO HEeOoOXOAMMbBIX W Ba*KHEMLIMX
JIeKaPCTBEHHbIX NpenapaToB (419 IeKaPCTBEHHbIX NPENapaToB 418 MeAULMHCKOTO NPUMEHEHNA);
(nn. "p" BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HanuuMe B NEKApPCTBEHHOM npenapaTe HapKOTUYECKMX CPeacCTB, MCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, NogerKallmx KOHTPoto B Poccuinckolt depepaumnm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuitckoit Depepaumm, mexayHapoaHbiMu gorosopamm Poccuiickon Pegepaumm, B Tom umcne EanHol
KOHBEHUMEN 0 HapKoTUYecKnx cpeacTteax 1961 roga n KoHBeHUMEN O NCUXOTPOMHbIX BewecTBax 1971
roaa;

(nn. "c" BBeaeH ®PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)
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T) WHbOpMaAUMS O TOM, SBASIETCA /M AOaHHbIA NeKapCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBeHHbIM NpenapaTom;
(nn. "1" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBegeHua o nogaye 3asaBfEHMA O BHECEHUM U3MEHEHUA B AOKYMEHTbl, COAeprKalluecs B
pPerncTpaLnMoHHOM AOCbEe Ha IeKapCTBEHHbIN Npenapar;
(nn. "y" BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

¢) yTpatun cuny ¢ 1 mapta 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAEeHUA NIeKapCTBEHHOro npenaparta AN BETePUHAPHOIo NPUMEHEHUA B FPaXKAaHCKUIA
obopor;
n,n

(nn. "x" BBepeH PepepanbHbiMm 3aKoHOM OT 22.12.2014 N 429-03; B pesn. PesepanbHOro 3akoHa ot
30.01.2024 N 1-93)

u) wWHPopmaums O TOM, ABNSAETCA JIM  OAHHbIM  NIeKAapPCTBEHHbIM npenapat opdaHHbIM
JNIeKapCTBEHHbIM npenapaTom, MMMYHOBNONOTUYECKMM JIeKapCTBEHHbIM npenapaTom,
pagnodapmaleBTUYECKMM  NEeKAPCTBEHHbIM  MPEMNapaTtoM, TFOMEONATUYECKUM  JIEKAPCTBEHHbIM
npenapatom, 6MONOrMYECKMM IEKAPCTBEHHbBIM MPENAPaTOM, BbICOKOTEXHOOMMYHBIM JIEKAPCTBEHHbIM
npenapaTtom, BNepBble 3aperncTpMpoBaHHbiM B Poccuiickoit ®esepaumm B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM MM aKTaMmM, cocTaBaAroWwWMMM npaBo Coro3a;

(nn. "u" BBeaeH PeaepanbHbim 3akoHOM oT 30.01.2024 N 1-3)

2) B OTHOWEHMU PapMaLEBTUUECKMX CYOCTaHLMII:

a) HavmeHoBaHWe QapmaLeBTUYECKON cybCTaHUMU (MeKAyHapoAHOe HEenaTeHTOBaHHOE, WM
rPynnupoBOYHOE, WM XMMUYECKOE M TOProBoe HaMMEHOBaHWA), dopma BbiMycKa (C yKasaHWEM
[03MPOBKU (NpU HaMunm), GacoBKM U YNIaKOBKM);

(B pen. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 30.01.2024 N 1-03)

6) HaumeHOBaHWEe U agpec npomssoguTens dapmaueBTUYeCcKon cybcTaHuuK (o8 POCCUMCKUX
IOPULMYECKUX ML - MAEHTUOUKALMOHHBLIA HOMep Hanoronnatenbwuka (MHH), ana vMHOCTpaHHbIX
IOPUAMYECKMX JINLL - CTPAHA PerncTpaumm, HaMeHOBaHWE PErNCTPUPYIOLWLEro OpraHa, PerMcTpaLMoHHbIN
HOMEp, KO Ha/loron/iatesbLiMKa B CTpaHe pernctpaunm (MHKopnopawum) uam ero aHanor);

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

B) CPOK rogHocTH papmaLeBTMYecKol cybeTaHLmuuy;
r) ycnoeus xpaHeHua ¢bapmMau,eBTUYECKOM cybcTaHLmuuy;

4) Homep <¢apmaKoneiHoOW CcTaTbM WAW B CAyyae ee OTCYTCTBMA HOMep HOPMATMBHOM
AOKYMEHTauun niMbo HOPMaTUBHOTO JOKYMEHTA;

e) Hanmume dapmaueBTUYECKOW cybCTaHUMKM B NepeyHe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB U MX NPEKYPCOPOB, NoajexKalmx KOHTpoa B Poccuitckon Pepepaumun, B COOTBETCTBUM C
3aKOHOoZaTenbCcTBOM  Poccuiickon  degepaumu, MexAyHapoAHbIMM  AoroBopamu  Poccuitckom
depepaunu, B Tom Yncne EaMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa n KoHeBeHuUMeN o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. dapmauesTnyeckaa cybcTaHuma, NpousBedeHHas AN pPeannsalnmn, MOXKeT BbiTb BK/OYEHa B
rocyAapCTBEHHbIN peecTp /NeKapCTBEHHbIX CPeACTB Ha OCHOBAaHMM 3asBAeHMA paspaboTyvka wnaum
NPoOV3BOAUTENSA JIEKAPCTBEHHOrO cpeactsa MBO YNONHOMOYEHHOTO VMW OPUAMYECKOro /Mua npu
YC/0BUW NPOBEAEHUA B OTHOWEHUW TaKoW ¢apmaleBTMYECcKoW cybCTaHUMM 3KcnepTM3bl KayecTBa
dbapmaueBTUYECKOM CybCTaHLMM B MOpPAAKE, YCTaHOBJAEHHOM cTaTbelt 34 HacTosAwero deaepanbHoro
3aKoHa. B oTHOweHWn dQapmaLeBTUYECKUX CcybCTaHUMIA, NPOWM3BEAEHHbIX A1A peanusauuun, B
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rocy4apCTBeHHOM peecTpe NeKapCTBEHHbIX CPeACTB COAEPKMTCA ceayrowan MHbopmauma:

1) HaMmeHoBaHMe ¢dapmaLeBTUYECKON cybcTaHUuMM (MeXayHapoAHOe HemnaTeHTOBaHHOe, WAn
rPynnMpoBOYHOE, WM XMMUYECKOe W TOProBoe HauMmeHoBaHMA), dopma BbiNycKa (C YyKasaHuem
O031POBKK (Npu Hannuum), GacoBKM 1 YNaKoBKK);

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

2) HaMmeHoOBaHMe, agpec npomssoauTens GapmaueBTUYECKon cybCcTaHUMK, a TaKKe B OTHOLWEHUU
NIeKAPCTBEHHbIX CPEACTB ANA MEeAMUMHCKOrO NPUMEHEHUA CBEAEHMA O PerucTpauun npousBoauTens
dbapmaueBTMUECKON cybCTaHUMM B KayecTBe HajsoronnaTesbluMka B CTpaHe perucTpauumn (ana
POCCUIACKUX HOPULMYECKMX UL, - UAEHTUPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ans
WMHOCTPaHHbIX HOPUAMYECKMX NIUL, - CTPaHA PEerucTpaumn, HaMmeHoBaHME PErncTPUPYIOLWEro OpraHa,
PEruCTPALMOHHBIA HOMEpP, KOA HANoronnaTeNblMKa B CTPAHE pernctpaumm (MHKoprnopauyun) uam ero
aHanor);

(n. 2 B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpoK rogHoCTN papmaLeBTUUYECKOM cybCcTaHUUK;
4) ycnosus xpaHeHMAa papmaLieBTUYECKON cybcTaHumu;

5) Homep dapmaKoneiliHon cTaTbM AMBO B cayvyae ee OTCYTCTBUMSA HOMEP HOPMAaTMBHOM
OOKYMeHTaUMU NN HOPMaTUBHOIO AOKYMEHT3;

6) Hannune dapmaueBTUYECKON CYBCTaHUMM B NepeyHe HAPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLeCTB M UX MPEKypcopoB, Noanexawmx KoHTposnto B Poccuiickon depepauunu, B COOTBETCTBUM C
3aKkoHogaTenbctBOM  Poccuiickot  depepauuun,  MeAyHaApogHbIMM - goroBopamu  Poccuitckon
depepaunn, B Tom Yncae EgMHON KOHBEHLMEN O HAPKOTMYECKUX cpeacTBax 1961 roga n KoHBeHuMen o
NCcMXOTPONHbIX BewwecTBax 1971 roaa;

7) pata BKAOYEeHUA dapmaLeBTUUYECKOW CybCTaHLMM B rOCYAaPCTBEHHbIA PeecTp IeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHMA U3MEHEHUN B JOKYMEHTbI papMaLeBTUYECKOM cybCcTaHLMM, AaTa UCKIHOYEHUS
dbapmaueBTUYECKON cybCTaHLMM U3 TOCYAaPCTBEHHOMO PEECTPA JIEKAaPCTBEHHbIX CPeACTB.

(yacTtb 2 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3. MNopAAOK BeaeHUA rocyAapCTBEHHOTO PEeecTpa JIeKApPCTBEHHbIX CPeACTB A1A MeAUMLMHCKOro
NPMMEHEHUA W MOPAAOK BeAeHWA TrOCYyAapCTBEHHOrO peecTpa  JIeKapCTBEHHbIX CPeacTB  And
BETEPUHAPHOrO MPUMEHEHMA YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM deaepanbHbiM
OpraHOM MUCMNOHUTENIbHOM BAACTW.

KoHcynbTaHTlAOC: NpuMmeyaHme.

MonoxkeHua c1. 34 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAYr npu
06palleHUM NIeKapPCTBEHHbIX CPeACTB: ANA MEeOULMHCKOrO NPUMEHEHWMA NOCPeACTBOM eAMHOWN
cuctemsl U (MAKn) eamnHoro noptana, npumeHatoTca ¢ 01.01.2025; ans BeTePUHAPHOrO NPUMEHEHUS
nocpeacTBom eAnHOro noprtana, npumeHaroTca ¢ 01.01.2026.

Ctatba 34. BK/AlOueHUe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHDbIX CPEACTB U UCKIIOUEeHUe U3
rocypapcTBEHHOr0O  peecTpa  JIeKapCTBEHHbIX  cpeAcTB  ¢apmaueBTMyecKolr  cyb6cTaHuum,
npousBeAeHHON 4NA peanusauum
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAoYeHUs dapmaleBTUYECKOW cybCcTaHuMKM, NpoM3BeAeHHON AN peanuvsauuu, B
rocyAapCTBEeHHbIV peecTp leKapCcTBEHHbIX CPeacTs, MPOBOANTCA SKCNepTM3a ee KayecTsa.
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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2. DKCNepTM3a KayecTBa YKa3aHHOM B YacTM 1 HacTosAwen cTaTbh GpapmaLLeBTUYECKON CybCTaHLMMK,
COCTaB/IeHWEe KOMWUCCUEN 3KCMEepTOB 3aK/OUYEHUI No pe3ynbTaTam 3TOW 3KCMNepTM3bl, noanucaHue ux
YCUAEHHbBIMM KBaNMOUUNPOBAHHBIMWU 3NEKTPOHHBIMMU NOANUCAMM, HANPaABAEHME JAHHbIX 3aKAIOYEHUI B
JINYHBIN KaBUHET yNnoSAHOMOYEHHOTo denepasibHOro opraHa UCNOIHUTENbHOM BAACTU B €4MHON cUcTEME
OCYLLECTB/IAIOTCA B CPOK, HE MpeBblllaloWmMi Tpuauatn pabouynx gHen co AHA Hanpas/ieHUA B NINYHbIN
KabUHEeT 3KCNepPTHOrO yYpeXLeHMA B eANHOM CUCTEME COOTBETCTBYHOLLErO 3a4aHMA YNOAHOMOYEHHOMO
denepanbHOro opraHa WCMNOAHUTENIbHOM BANACTM, MNOAMUCAHHOIO YCUAEHHOMW KBannduUuMpoBaHHOM
3NEeKTPOHHOM MNOANUCHIO, U CAeAyHOLWMX SOKYMEHTOB (CBEAEHNN):

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

1) cBeaeHuMsa o gate NpegoCTaBieHUsA U PErMcTPaLMoOHHOM HOMeEpPE JIMLLEH3UU Ha NPOM3BOACTBO
NIEeKApPCTBEHHbIX CPeACTB WAW CBeAEeHMA O pJaTe NpefoCTaBAeHUA W PEerucTpaumMoHHOM HoMepe
3aK/IOYEHMA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasun
HaZneXKalen npou3BOACTBEHHOMW MPAKTUKKU, BbIAAHHbIX (MNPefOoCTaBAEHHbIX) YNOJHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMNOJHUTENbHOW BNACTW, B CAyvae, eCcM NPOU3BOACTBO JIEKAPCTBEHHONO
cpeacTBa ocywectenseTcs B Poccuitickont depepaumu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2) KonuA [OKYMEHTa, BbIAAHHOTO YMNOJHOMOYEHHbIM OPraHOM CTpPaHbl MPOM3BOAUTENSA
JIEKapCTBEHHOIO CPeACTBa U NOATBEPKAAIOLLErO pa3peLlleHne NpomM3BOACTBa JIEKaPCTBEHHOIO CPeacTBa,
W ero nepeBos, Ha PYCCKMUIA A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPAAKE, a TAKKe KOMUA 3aKI0YeHUA O
COOTBETCTBUM  MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA  Hagaexalein
NpPon3BOACTBEHHOM MNPAKTUKM, BbIAAHHOIO YNOAHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMONHUTENbHOM
BNACTU, MO0 KOMWUA peLleHMA YNOJHOMOYEHHOro desepasnbHOro opraHa MCMNOAHUTENbHON BAAcTU O
nposeaeHn GapmaLeBTUHECKON MHCMEKLMM MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB A1 MeAULMHCKOIO
NPUMEHEHMA HA COOTBETCTBME TpebOoBaHMAM MpPaBUA HaA/eXalei NPOU3BOACTBEHHOM MPAKTUKM
EBpa3nMMCKOro 3KOHOMWMYECKOro coto3a. YKasaHHble AOKYMEHTbl MPeACTaBAAOTCA B C/lydae, ecau
Npown3BOACTBO IEKAPCTBEHHOIO CPEACTBA OCYLLECTBAAETCA 33 Nnpegenamu Poccuiickon ®eaepaumu;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 30.01.2024 N 1-93)

3) AOKYMEHT, cogeprKalluuii cnegyolume ceeaeHma o papmaLesTMYeckol cybcTaHumm:
a) HaumeHoBaHWe dpapmaLeBTUYECKOM cybcTaHLMK, ee CTPYKTYypa, obLime CBOICTBa;
6) HanmeHOBaHWe 1 aapec NPoOU3BOANTENS;

B) TexHonorma npomssoacTea C onncaHnem CTaLI,MVI npon3sBoacTBa U MeTOA0B KOHTPO/IA Ha BCeEX
CTaanAX NpounsBoacCTBa;

r) onucaHue paspaboTku Npouecca NPoOM3BOACTBa;

ﬂ,) onncaHMe KOHTPOIA KPUTUYECKUX CTa,EI,MI‘a npouecca npoumssoactsa ¢ npomemyTquoﬁ
NpoAyKUMM;

€) LOKyMeHTalbHOoe NoATBepKAeHWe (BamaaLma) NpoLeccoB 1 (Mn) Ux oLeHKa;
) CBOWMCTBA U CTPYKTYpPa AEMCTBYIOLWMX BELLECTB;

3) XapaKTepuCTMKa Nnpumeceit;

1) cneundurKauma Ha bapmaLeBTUUYECKYIO CybCTaHUMIO M ee 060CHOBaHME;

K) aHanuTU4YeckMe MeTOAMKM, WCMOoAb3yemMble MNPW  OCYLLECTBNEHMM KOHTPOAA KayecTBa
dapmaLeBTMUYECKON cybCcTaHLMu;

N) AOKYMeHTa/ibHoe NoATBepKAaeHue (Banaaumsa) aHaauTUYeCcKMX MeToOAMK, UCMO/Ib3yeMbliX Npu
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OCYLLLECTB/IEHUMN KOHTPONA KayecTsa papmaLeBTUYecKon cybcTaHumy;
M) pe3ynbTaTbl aHann3a cepuii dapmaLleBTUYECKOM cybcTaHLUUu;

H) nepeyeHb CTaHAaPTHbIX 06Pa3L0OB MAKN BELLECTB, UCMO/b3YEeMbIX MPU OCYLLECTBAEHUU KOHTPONA
KayecTBa;

0) onN1caHue XapaKTepPUCTUK N CBOMCTB YNaKOBOYHbIX MaTepPMasoB M YKYNOPOUHbIX CPeACTB;
n) AaHHble o cTabunbHOCTU hapmMaLLeBTUYECKOW CybCTaHLUW;
p) cpoK rogHocTy;

4) [OKYMEHT, CoAepXKaLLMii CBEAEHMA O PErUCTPaLMM NPOU3BOAUTENS IEKAPCTBEHHbIX CPeACTB AN
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBE HANOronsaTesiblWMKa B CTPaHe perucrpaumnn (4ns poccumcKmx
IOPUOMYECKUX NIUL, - MAEHTUPUKALMOHHBIM HOMep Hanoronnatenbwmka (MHH), ana vMHocTpaHHbIX
IOPULMYECKMX SINLL - CTPAHA PerncTpaLmm, HAMMeHOBaHWE PErUCTPUPYIOLLETO OPraHa, PErncTPaLMOHHbINA
HOMeEp, KO Ha/oronaaTeNblMKa B CTPAHE perucTpaumnmn (MHKoprnopaumnmn) am ero aHanor).

(n. 4 BBegeH ®epepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [nAa npoBeAeHMA 3SKCNEPTU3bl KayecTBa YKasaHHOM B 4acTu 1 HacToAwelr cTaTbM
dapmaLeBTMUYECKON CyOCTAaHUMM  3asBUTENb HanpaBnseT MOCPeAcTBOM eAMHOro nopTtana B
YNONHOMOYEHHbIN  deaepanbHbli  OpraH  UCNOJHUTENbLHOW  BAACTU  WUAWM  ANYHBIA  KabuHeT
YNOJIHOMOYEHHOro ¢peaepanbHOro opraHa UCMOIHUTE/IbHOW BNacTM B €ANHOM CUCTEME:

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) 3asBneHMEe O BKIKOYEHUMM B TOCYAAPCTBEHHbIA PEECTP JIEKAPCTBEHHbIX CPeACTB AaHHOW
dapmaLeBTMYECKON cybCTaHUMKM, MNOANUCAHHOE YCWUIEHHOW KBa/JUPUUMPOBAHHON 3/1IEKTPOHHOM
NoANMUCLIO;

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

2) peKkBU3UTbI AOKYMEHTA, NOATBEPKAAIOLEro ynaaTy rocyAapCTBEHHOM NOLW/INHbBI 32 BKAOYEHUE
B roCyAapCTBEHHbIA PeecTp NeKapCTBEHHbIX cpeacTB dapMaLeBTUYECKON CybCTaHLMKN, NPOM3BEAEHHOM
ans peanusauum, nnMbo nNo COBCTBEHHOM WMHUUMATUBE YKasaHHbIA [AOKYMEHT. YMNOJIHOMOYEHHbIN
denepanbHbli OpraH UCNONHUTENBHON BNAcTM NpoBepaeT ¢GakT ynaaTbl FOCYAapCTBEHHOM MOLWNHDI
3anBUTE/IEM C UCMNOJIb30BaHUEM MHPopMaLMK 06 yniaTe rocyaapCcTBEHHOM MOLWANHbI, COAEpXKallelca B
FocyaapcTBeHHOM WMHPOPMALMOHHOM CUCTEME O FOCYAAPCTBEHHbIX MU MYHMUMNANAbHbBIX MAaTeXax, Ha
OCHOBaHMW MNpeacTaBAeHHbIX 3asBUTENIEM PEKBU3UTOB [AOKYMEHTA, NOATBep)KAatowero ynnarty
rocy4apcTBeHHOM MOLW/NHDI;
(B peq,. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 30.01.2024 N 1-03)

3) AOKYMEHTBI, YKa3aHHbIe B YacTu 2 HACTOALLEN CTaTbh;
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3anaBneHMe O Bblgaye paspelleHus Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOM napTum
He3aperucTprpoBaHHOro NeKapCTBEHHOMO CPeacTBa, npeAHasHaYeHHOro ANA MNPOBEAEHUA yKa3aHHOW
3KCMepTM3bl.

(n. 4 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnayyae HenpeacTaBAeHMA C 3anABJEHMEM O BK/OYEHUW B FOCYAAPCTBEHHbIA peectp
NeKapcTBeHHbIX cpeacts  dapmaueBTMYecKo  cybcTaHUMM  BblgaBaemblx  (MpegocTaBasembix)
YNONHOMOYEHHbIMU defepabHbIMM OpraHamn WUCMOSHWUTENIbHOW BAACTM [LOKYMEHTOB (cBegeHui),
YyKa3aHHbIX B MyHKTax 1 M 2 4yacTM 2 HacTosleMl cTaTbM, YNOJHOMOYEHHbIN ¢enepanbHblil opraH
WCMONHUTENbHOW  BNACTU  3anpaluMBaeT  YKasaHHble  JOKyMeHTbl  (cBefeHua) B nopagke
MeKBeLOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOAENCTBUS.
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(yacTb 3.1 BBegeHa DeaepanbHbiM 3aKoHOM OT 27.12.2019 N 478-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

4. B TeyeHue NATU pabounx gHeln co AHA NPUHATUA 3aABAEHNA O BKAKOYEHMM YKA3aHHOM B YacTuh 1
HacToALeN cTaTbh GpapMaLLEBTUHYECKON CYOCTAHLMKN B FOCY[APCTBEHHbIN peecTp NeKAPCTBEHHbIX CPeACTB
N OOKYMEHTOB, NEPEYNCTEHHbIX B YAaCTU 1 M NyHKTe 2 4acTM 3 HACTOALWLEN CTaTbW, YNONHOMOYEHHbIN
denepanbHblIii OpraH UCMOJIHUTEIbHOM BNACTU:

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 30.01.2024 N 1-3)

1) npoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPMKALUMXCA B NPEeACTaBAeHHbIX
3anABMTeNEM JOKYMEHTaX;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMaeT pelleHWe O HanpaB/JeHMM B 3KCMepTHOoe yypexaeHue 3aJaHusa Ha npoBedeHue
3KCNepTU3bl KayecTBa yKa3aHHOM B YacTh 1 HacToAwen ctaTbn papmaLeBTUYECKON cybcTaHuMn nnm ob
OTKa3e B TAKOM HanpaB/ieHUy;

3) HanpaBAAeT B NMYHbIA KabuHeT 3asBUTeNns B eAWHOM cucteme noAnucaHHoe YCUAEHHOM
KBaMPUUMPOBAHHOM 3/IEKTPOHHOM NOANMUCHIO YBEAOMIEHWNE O MPUHATOM PELLEHUN UK B C/ly4ae OTKa3a
C YKa3aHuemM NpuynH Takoro OoTKkasa.

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

4.1. B cnyyae BblABAEHUA HEAOCTOBEPHOCTU U (MN) HEAOCTAaTOYHOCTU CBEAEHUI, COAEPIKALLUMXCA B
NpeacTaBNeHHbIX 3aABUTE/IEM MaTepuasnax, YNnoJHOMOYEHHbIM defepanbHbii OpraH MCNOAHUTE/IbHOM
BNACTM HANpaBAAeT 3aABUTE/0 NOCPEACTBOM eAMHOro nopTana Wau B /IMYHbIA KabuHeT 3asButensa B
eaMHON cucTeMe 3anpoc 06 YTOYHEHWW YKasaHHbIX CBEAEHWW, MOAMUCAHHbIA  YCUIEHHOM
KBa/IMPULNPOBAHHOM 3/IEKTPOHHOM NOANUCHIO.

(yacTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3assutenb o06A3aH HanpasuTb NOCPEACTBOM eAMHOro MopTajia B YNOJHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTENIbHOM BAACTU MW NNYHBIA KaBUHET YyNOoAHOMOYEHHOTO deaepanbHOro
opraHa MUCNOMHUTENbHOW BAACTU B eAMHOW cUcTemMe MOAMUCAHHBINA YCUAEHHOM KBannduuupoBaHHOM
3/1EKTPOHHOM MOANUCHIO OTBET HA 3anpPoC YNoOJIHOMOYEHHOTro desepasibHOro OpraHa MUCMONHUTENIbHOM
BJ1aCTU B CPOK, He MpEeBbIAoWMii AeBAHOCTa pabounx AHEeW CO AHA MOAyYeHUsA YMNOJHOMOYEHHbIM
dbesepanbHbiM  OPraHOM  UCMOJIHUTENILHOM  BAACTU  3/IEKTPOHHOTO  YBEAOMJIEHUA O MOJYYEHUU
3aABUTENEM AAHHOTO 3anpoca. CPoK, yKa3aHHbIW B Y4acTW 4 HACTOALLEN CTaTbM, NPUOCTAHABIMBAETCA CO
OHA HanpasieHWA 3asBUTE/IO NOCPEACTBOM €4MHOro NopTana WAM B JIMYHbIA KabWHeT 3asBUTeNs B
eAMHON cucTeme 3anpoca ynosHOMOYeHHoro deaepasbHOro opraHa UCNOJHUTENbHOW BNAACTU A0 AHSA
HanpaB/fieHMs 3asBUTENIeM MOCPEeACTBOM €4AMHOro nopTana B YNOJHOMOYEHHbIN denepanbHbli opraH
WUCNOJIHUTENbHOM  BAAcTU  MAM  JIMYHBIK  KabWHET yNoJHOMOYEHHOro deaepasbHOro oOpraHa
WCNOJIHUTENbHOM BNACTM B €4MHOM CUCTEMEe OTBETa Ha AaHHbIM 3anpoc U He y4yuTbiBaeTca Mpu
MCYMCNIEHMM CPOKA 3IKCMepTusbl KayecTBa ¢apmMaueBTMYECKON CybCTaHUMKM, MpOU3BeAEeHHON Aa/A
peanusauuu.

(yacTb 4.2 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OCHOBaHMEM A1a OTKasa B HanpaB/ieHWW B SKCMEPTHOE yupeKAeHue 3a4aHua Ha nposegeHue
3KCMepTM3bl KayecTBa YKa3aHHOM B YacTu 1 HacTosLen cTaTbh dapMaLeBTUYECKON CybCcTaHUUN ABAsAETCA
HenpeacTaBieHNe LOKYMEHTOB, YKA3aHHbIX B YacTW 2 HAcTOAWEN CTaTbW, OTCYTCTBME MHPOPMaLMK,
noateepkaatollen ¢GakT ynaaTbl roCyAapCTBEHHOW MOLWJIMHBLI 3@ BKAOYEHME dapMaLeBTUYECKOW
cybCcTaHUMM, NPOU3BEAEHHOW A/1A peanusauuun, B rocyapCcTBEHHbIM PeecTp JIeKapCTBEHHbIX CPeacTs,
HenpeAcTaBieHWe 3asBUTENEM B YCTAHOB/IEHHbIM CPOK OTBETA Ha YKasaHHbIM B Yacth 4.1 HacTosLuein
CTaTbW 3aMpOoC YNONHOMOYEHHOTO dpesepasbHOro opraHa UCMONHUTENLHOW BAACTU MW NpeacTaBieHue
JOKYMEHTOB, HE COZEPKALLMX NCYEPTbIBAIOLLErO NepeyHn HeobXoAMMbIX CBEAEHUN.

(yacTb 5 B pen. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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6. B TeyeHWe nATHaauatTM paboumx AHEM co AHA NOAYYEHUA PeLleHUs YNOJHOMOYEHHOro
desepanbHOro opraHa UCNOHUTENILHOM BAACTU O HanNpaB/EHUU B SIKCMEPTHOE yuperKaeHne 3a4aHna Ha
npoBefeHME 3KCMepPTU3bl KayecTBa YKa3aHHOM B 4acTM 1 Hactoswen craTtbn dapmaueBTUYECKOM
cybCcTaHUMM 3aABUTENb NPEACTABAAET B SKCNEPTHOE yYpPEXAEHME ANA NPOBEeAEHMA AHHON 3KCNepTM3bI
06pa3ubl papmaLeBTUYECKON CybCTaHL MK B KoANYecTBe, HeobXoAMMOoM A1 BOCNPOU3BEAEHNA METOA0B
KOHTPO/1A KayecTBa. IKCNePTHOE yupexaeHne npu noay4yeHnm obpasL,oB yKazaHHOM B YacTu 1 HacToAwei
CcTaTbM papmaLeBTUYECKON CyOCTaHUMM B TOT Ke AeHb HanpaBAsfeT B JIMYHbIA KabuHeT 3aaBuTeNs B
eOMHOM CUCTEME YBeAOMJIEHME, MOATBEPKAAlOWEEe MOAyYeHMe 3TUX 06pasuoB. ITU CPOKU He
BK/IIOYAIOTCA B CPOK NPOBEAEHUA SAHHOM SKCNEPTMU3bI.

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 30.01.2024 N 1-93)

7. YTpatun cuny. - PegepanbHbiit 3akoH ot 30.01.2024 N 1-$3.

8. B CpOK, He npeBbIWaloWmMn NATM paboumnx AHeN co AHA HanpaBAeHWA NOCPeACTBOM eAuMHOro
noptana B YNOJHOMOYEHHbIV denepanbHbli OpraH MCNOAHWUTENbHOW BAACTU WAWM AUYHBIN KabuHeT
YNO/IHOMOYEHHOrO defepasbHOro opraHa MCMOAHUTENIbHOM BAACTU B €AMHOW CUCTEME 3aK/toYeHUA
KOMWCCUM 3KCMEepTOB MO pe3y/ibTaTam SKCNepTU3bl KayecTBa yKasaHHOW B YacTu 1 HacToAwen cTaTbu
dapmaLeBTMYECKOM CybCTaHLLMK, YNOAHOMOYEHHbIV deaepanbHbI OpraH UCNOAHUTEIbHOW BAACTU:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) ocywecTBnseT OLEHKY TaKOro 3aK/OYeHMA 418 ONpeaeneHns ero CooTBeTCTBMA 3a4aHui0 Ha
nposeaeHe AaHHOM 3KCNepTU3bI;

2) NPMHMMaET peLLeHne O BKIIOYEHMM YKa3aHHOM B YacTK 1 HacToswel cTaTbk hapmaLeBTUYECKON
cybCTaHUMM B rOCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTB WAM pelweHne 06 OTKase B TaKoM
BK/IHOYEHWM;

3) BHOCUT NPW NPUHATUW PeELleHMA O BK/OYEHMM YyKa3aHHOM B 4YacTM 1 HacToAweWn CTaTbM
dapmaLLeBTMUYECKOM CYyOCTaHLMM B rOCYAapPCTBEHHDIN PEecTp JIeKAaPCTBEHHbIX CPeACTB NPeayCMOTPEHHYIO
yacTblo 2 ctatbM 33 Hactosawero deaepanbHOro 3aKoHa WHGOPMaUMIO M HanpaBAseT 3asBUTEIO
nocpeacTBOM e4uHOro nopTana MAW B JIMYHbIN KabWHET 3aaBUTENs B eAMHOW CUCTEME BbIMUCKY U3
rocy4apCTBEHHOrO peecTpa NeKapCTBEHHbIX CPEACTB.

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 27.12.2019 N 462-$3, o1 30.01.2024 N 1-$3)

9. OcHoBaHMeM pansA OTKa3a BO BK/IKOYEHUM YKa3aHHOM B 4YacTM 1 HacToAweWn cTaTbk
dapmaLeBTMYECKON CybCTaHUMM B TOCYAAPCTBEHHbIM pPEecTp JIEKapCTBEHHbIX CPeacTB sBAAETCA
3aK104YEHME COOTBETCTBYHOLWLErO YNOJHOMOYEHHOro defepanbHOro opraHa UCMNOJIHUTENbHOM BAACTh O
TOM, Y4TO KauyecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO MONYYEHHBIMU AAaHHbBIMM.

(yacTb 9 BBeaeHa PepepanbHbim 3akoHOM oT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaeTca BKAOYEHWE B FOCYAAPCTBEHHbIA pPeecTp JIEKapCTBEHHbIX CpeacTB OAHOM
dapmaLLeBTMUYECKOWN CYOCTaHLMM, NPOU3BEAEHHON A1A peann3auuu U BbiNyCKaeMol OAHUM U TEM XKe
npoussogutTenem, B BUae AByx U 60see peecTpoBbIX 3anmce.

(yacTb 10 BBegeHa PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHue U3MeHEHNI B OKYMEHTbI Ha GapMaLLeBTUYECKYO CyDOCTaHLMIO, MPOM3BEAEHHYIO AN1A
peanu3aunmn U BKAKOYEHHYIO B FOCYAAPCTBEHHbIN PEECTP SIeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B
nopagke, ycraHoBaeHHoM cTatbamm 30 M 31 HactoAwero ®PenepanbHOro 3aKkoHa, € ynaaToi
rocyapCTBEHHOM NOLWANHBI, NPeAYyCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickoit Pepepaumm o Hanorax
n cbopax.

(yacTb 11 BBeAeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
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O BO3MOXXHOCTU 0bpalleHna dapmaueBTUYEeCKON CybCTaHLMKM, UCKAOYEHHOW M3 rocpeectpa, CM.
Takxe @3 o1 30.01.2024 N 1-P3.

12. JonyckaeTtca obpallieHne dapmaueBTUYECKON CybCTaHUMM 40 UCTEYEHMA CPOKa roAHOCTH,
npousBeAeHHON ANA peanv3aumm B TeYeHMe CTa BOCbMMAECATM AHEW nocne Aatbl MPUHATUA
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTE/IbHOM BNACTU PELLEHUS O BHECEHUU U3MEHEHUI
B AOKYMEHTbI Ha dapmMaLeBTUYECKYO cybCcTaHLMIO, B COOTBETCTBMM C MHPOPMaLMEN, coaep Kalleiica B
OOKYMEeHTax Ha ¢papmaLeBTUYECKYIO CYyOCTaHLUMIO A0 AaTbl MPUHATUSA TaKOro peLleHus.

(yacTb 12 B pea,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

13. PeweHne 06 WCKAOYEHUU U3 TOCYAAPCTBEHHOTO pPeecTpa NEeKapCTBEHHbIX CpPeacTs
dapmaLeBTMUECKON cybCTaHLMKM, NPOU3BEAEHHOW ANnA peanunsaumu, NPpUMHUMAaETCs YNOAHOMOYEHHbIM
desepanbHbIM OPraHOM MCNONHUTE/IbHOM BNACTU B C/lyYae:

1) npeactaBneHWA  COOTBETCTBYIOWMM  YMOJAHOMOYEHHbIM  defepasbHbiM  OpraHom
WCNONHUTENbHOM BNAaCTU 3aKNOYEHMA O PUCKe MAKM 06 yrpo3e XU3HU AN 300POBbI0 YenoBeKa Anbo
YKMBOTHOTO NPW UCNONb30BaHMM IEKaPCTBEHHOTO CPeacTBa;

2) HanpaBneHua  paspaboTUMKOM  NIEKAapCTBEHHOrO  CpeacTBa  WMAM  NPOU3BOAMTENEM
NleKapCcTBEHHOIO cpeacTBa IMBO YNOSIHOMOYEHHBIM UMUK APYTUM OPUAUYECKMM NNLOM NOCPenCcTBOM
eAMHOro nopTtana B YNOJHOMOYEHHbIN deaepanbHbli opraH WUCMOAHUTENbHOW BAACTM WAWM NUYHBIN
KabMHeT ynosHoOMouYeHHOoro ¢eaepanbHoOro opraHa WCMNOAHWUTENbHOW BNAacTM B €AMHOW cucTeme
NoAnNMCaHHOIo YCUAEHHOW KBanUPUUMPOBAHHOM 3N1EKTPOHHOM NOANUCHIO 3a8BAEHMA 06 UCKNOYEHUN U3
rocy4apCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeacTB ¢papmaL,eBTUYECKON cybCcTaHLMK, NPOU3BEAEHHOM
ONA peanusaumu;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpPaHAETCA Ha MPABOOTHOLUEHWA, BO3HMKAlOWME Npu
obpallleHMM NeKapCTBEHHbIX CPeACTB AN MeANLMHCKOoro npumeHeHuns (®3 ot 30.01.2024 N 1-93).

3) oTcyTcTBUMA PapmMaLeBTUUECKOM cybCTaHLMM, NPOM3BeAEeHHON ANA peanunsaLmm, B obpalleHnn B
Poccuitckoit Pepepaumm B TedeHne Tpex U 6onee ner.
(yacTb 13 BBeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. OG6)anoBaHue pelweHUMs 06 OTKase B Bblgave paspelleHUs Ha npoBeaeHue
K/IMHMYECKOrO UCC/Nef0BaHUA NIEKapCTBEHHOro npenapara, peweHua o6 oTKase B rocyAapcTBeHHOM
perucTpauum JIeKapCTBEHHOro TMpenapara, 3aK/IloYeHUA KOMMUCCUM  IKCMEPTOB  IKCMEPTHOro
yupeaeHua Uan 3aKk/lo4eHNUA COBETa NO ITUKE

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

PewweHre COOTBETCTBYIOWErO YNOJHOMOYEHHOTO pefepasibHOro opraHa MUCMoOJIHUTENbHOM BAACTU
06 OTKase B Bblgaye paspelleHVs Ha NpoBeAeHWEe KAMHWUYECKOTO WCC/ef0BaHUS NEeKapCTBEHHOMO
npenapaTta, pelleHMe YyKasaHHOro ¢egepanbHOro opraHa WCNOAHWUTENbHOW BnacTM 06 OTKase B
rocyAapCTBEHHOW perncTpaumMyM /NeKapcTBEHHOro npenapaTta, 3aKAl4YeHMe KOMMUCCUM  3KCnepTos
3KCMEPTHOMO YYperKAeHUA WAM 3aK/A0YEeHWE COBETa MO 3TMKE MOXKeT bbiTb 06)KanoBaHO B MOpAAKe,
YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickoli Pepepaumu. 3akatodeHMe KOMMUCCUMM 3KCNepToB
3KCMEPTHOMO YUYPEKAEHUA O B3aMMO3aMEHAEMOCTU JIeKapCTBEHHbIX Mpenapatos A8 MeaUUMHCKOro
NpMMeHeHUA 60 O TOM, YTO JIEKAPCTBEHHbIM NpenapaT 418 MeAULMHCKOro NPUMEHEHUA He ABAAeTCA
B3aMMO3aMeHAEeMbIM, MOXeT BbiTb 06)KafoBaHO AepiKaTenem WAWM BAaAeNbLemM PerncTpaumoHHOro
YAOCTOBEPEHUSA IeKapCTBEHHOTO NpenapaTa B YNOAHOMOYEHHbIN deaepanbHblit OpraH UCNOMHUTEIbHOM
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BNACTU, KOTOPbIN NPUBAEKAET K PACCMOTPEHMIO YKa3aHHOM »Kanobbl N0ABEA0OMCTBEHHbIE MY Hay4Hble
opraHusaumm U1 obpasosBaTesibHble OpraHM3auuKM  Bbicllero o06pa3oBaHMA,  OCyLLECTBAAKOLIMNE
neaTenbHocTb B chepe o0b6palleHMA NIeKapPCTBEHHbIX CPeACTB. 3aKAlouyeHMe KOMUCCUMM 3KCNepTos
3KCMEPTHOro y4ypexaeHusa, odOpMIAeHHoe Mo UToram nepecmoTpa O06XKa/foBaHHOIO 3aK/lUYeHUs
3KcnepTa, MOXKET bbITb OCMOPEHO Aep)KaTeNem WAWU BNafeNbLeM PerncTpaLuoHHOro yao0CTOBEpeHUs
JIeKapCTBEHHOro npenapata AMB0 YMNONHOMOYEHHbBIM MMW AULOM B MNOPAAKE, YCTaHOBAEHHOM
3aKoHogaTenbctBom Poccuiickoit depepaumn. Mpu  06)KanoBaHUM  peLleHUs YNOJHOMOYEHHOrO
denepanbHOro opraHa WCMOJIHATENbHOM BAACTU, 3aKAOUYEHUS 3KCNEepTa MAM KOMMCCUM 3KCNepTos
3KCMEPTHOTO YUPEXKAEHUA, 3aKN0YEHUA COBETa NO 3TUKE AepKaTeNb UAK Bajenel, perucTtpaLyoHHOro
YAOCTOBEPEHUNA NEeKAaPCTBEHHOro npenaparta AMb0 yno/IHOMOYEHHOE MMM AULO BrnpaBe NpeacTaBUTb
pe3ynbTaTbl 3KCNEPTMU3bl SIeKapCTBEHHOro npenapaTta, NPOTOKO/bl MOAYYEHHbIX aKKpeaUTOBaHHbIMM
ncnblTaTeNbHbIMKU Nabopatopuamm (LeHTpaMn) pesynbTaToB UCCNeA0BaHNI, UCTIbITAaHUIA.

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

Cratba 37. MHdopmauma, cBA3aHHAA C OCYLLECTB/IEHUEM FOCYAAPCTBEHHOWU perncrpauuu uam
perucTpauum NeKapcTBeHHbIX MpenapatosB, MHGOPMAUUA O 3apPErncTPUPOBAHHDLIX JIEKAPCTBEHHbIX
npenapatax W NEeKapCTBEHHbIX MNpenapartax, WCKAIYEHHbIX W3 TOCyfapCTBEHHOro peecTpa
JIeKapCTBEHHbIX CPeacTB
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1. CooTBETCTBYOLLMIA YIOJIHOMOYEHHbIN defiepasibHbli OpraH UCMOHUTENbHOM BAACTU pa3meLlaeT
Ha cBoem oduumanbHom cante B cetn "UHTepHeT" uHPopmaumio, CBA3AHHYID C OCYLLECTBAEHUEM
rocyapCTBEHHON pPEerucTpaumm WAUM  PErucTpaumm NEeKapCTBEHHbIX NpPenapaTtoB, B TOM 4ucie
npoBeAeHMEeM SKCNepTU3bl JIeKapCTBEHHbIX CpeacTB (BKAOYas pesynbTaTbl ee  npoBegeHus),
MHPOPMALMIO O 3aPErMcTPUPOBAHHbIX JIEKAPCTBEHHbIX Mpenapatax WM JeKapCTBEHHbIX Mpenaparax,
WCK/IIOYEHHbIX W3 rOCyLapCTBEHHOrO peecTpa /IeKapCTBEHHbIX CPeACTB, He Mno3aHee Yyem 4yepes NATb
pabounx AHel co AHA MONYYEeHUS YNOJHOMOYEHHbIM GeaepasibHbiIM OPraHOM UCMOJIHUTENbHOM BNACTU
COOTBETCTBYIOLLEN MHDOPMALUW.
(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-$3, o1 30.01.2024 N 1-$3)

2. CpoKM M nopAgOK pasMeLLeHMs YyKasaHHOM B 4YacTM 1 HacToAwer cratbn WHbOpmauuu
YCTaHaB/AMBAOTCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOAHUTENBbHOW BAacTu. MHpopmaums,
yKas3aHHaa B YacTM 1 HacToALWEeN CTaTbu, ABAAETCA OTKPbLITOM M 0b6LWenoCcTynHOM U npegocTasaseTca
3aMHTEpPEeCcOBaHHbIM IMLAM B COOTBETCTBMM C 3aKOHOA4ATeNbCTBOM Poccuitickon Pegepaumu.

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

nasa 7. KIMHUYECKUE UCCNEOAOBAHUA NEKAPCTBEHHbIX
MNPENAPATOB AN14 MEAULUMHCKOIo NnPUMEHEHNA, AOrOBOP
Ob UX NMPOBEAEHUN, MPABA NAUMUEHTOB, YHACTBYIOLLIUX
B 3TUX UCCNEAOBAHUNAX

Cratba 38. KnuHuyeckue uccneaoBaHUA NEeKapCTBEHHbIX MpenapatoB ANA MeAULUHCKOro
npUMeHeHusn

1. KnvHUuyeckme mccneaoBaHUs IeKapcTBEHHbIX NPenapaToB A8 MeAULMHCKOTO NpUMEHEeHWs, B
TOM YMC/Ie MeXAYHapPOoAHblE MHOFOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErUCTPALMOHHbIE, MPOBOAATCA
B O4HOM U1V HECKOJIbKUX MEANLMHCKUX OPraHN3auMaAX B CNeAYIOLWNX Lensx:
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

1) ycTaHoBAeHWe 6e30NacHOCTM IeKapPCTBEHHbIX MPenapaTos A0 340P0BbIX 406poBobLEB U (MAK)
NepeHoCMMOCTM WX 340pPOBbIMM  A06POBONBLLAMM, 33 WCKAIOYEHWEM TaKMX  MUCCAeL0BaHWiA
NleKapcTBeHHbIX NpenapaTos, Npoun3BeAeHHbIX 3a npedenamm Poccuiickoint Peaepauuu;

2) noa6op onTUMabHbIX 403MPOBOK IEKaPCTBEHHOro Npenapara U Kypca ie4eHna Ana NaumMeHTos
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C onpeaeneHHbIM 3abonesBaHMem, ONTUMA/bHBIX [03 U CXeM BaKUMHALUMWM MMMYHOBMOA0rMYEeCcKUMM
NeKapcTBeHHbIMKM NpenapaTamm 340p0BbIX 406POBObLLEB;

3) ycTaHOB/IeHMe 6€30MacHOCTM IeKapCTBEHHOTO NpenapaTta u ero 3¢GeKTUBHOCTU 4/1a NaLNEHTOB
C onpegeneHHolim 3abonesaHmem, npodunakTnyeckorn 3PPeKTUBHOCTY MMMYHOBNONOTUYECKMX
JIeKapCTBEHHbIX NPenapaTos ANA 340P0BbIX 406POBO/bLEB;

4) n3y4yeHue BOSMOXKHOCTU pacLLUMpPEHUs NOKa3aHU 419 MegULMHCKOTo NPUMEHEHWA U BbIIBIEHUSA
paHee HeM3BECTHbIX NOOOYHbIX AENCTBUIA 3apErNCTPUPOBAHHBIX 1EKAPCTBEHHbIX NPENApPaTos.

1.1. KnuHUYeckme nccnefoBaHUA IeKapcTBEHHbIX NPENapaToB 411 MeAMUMHCKOTo NpUMeEHeHMUs
NPOBOAATCA B COOTBETCTBMM C MpaBUIaMM Hagierkallei KAMHUYECKOM MPAKTUKKU, YTBEPKAEHHbIMU
EBpPa3sMiMCKOMN SKOHOMMYECKOW KOMUCCHEN.

(yactb 1.1 BBegeHa degepanbHbim 3akoHOM oT 30.01.2024 N 1-3)

2. B oOTHOWeEHMM BOCNPOM3BEAEHHDbIX JIEKAPCTBEHHbLIX MPENapaToB AaAd MeAULUHCKOro
NPUMEHEHNA  MPOBOAATCA  UCCNEAOBaHUA  OUOIKBMBANEHTHOCTM U (MAM)  TepaneBTUYECKOM
9KBUBANEHTHOCTW B NOPALKE, YCTAHOBJIEHHOM aKTaMM, COCTaBAOWMMM nNpaso Coto3a.

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3. OpraHu3auuio NpPoBEAEHUA KAWHWUYECKUX WCCNeA0BaHWA JIeKapCTBEHHOro npenapaTta Ans
MeANLMNHCKOro NPUMeHeHNA BNpasBe OCyLLeCTBAATD:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa Uan yrnoJHOMOYEeHHOE UM INLLO;

2) obpasoBaTefibHble OpraHu3auMu Bbicliero o6pas3oBaHMA, OpraHM3aUUK AO0MOAHUTENbHOro
npodeccmoHanbHOro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) HayYHble opraHM3auum.
(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. KnuHunyeckne wccnefoBaHMA JIeKapCTBEHHOrO MnpenapaTta Al1Aa MeAMUMHCKOrO NpUMEHEeHUs
NPoOBOAATCA HA OCHOBAHWUW pa3pelleHMA Ha NPoBeAEeHNE KIMHUYECKOTO NUCCef0BaHNA NEKAPCTBEHHOTO
npenapaTta, BblAAHHOTO YMNOJAHOMOYEHHbIM defepanbHbIM  OPraHOM  UCNOAHUTENbHOW  BNACTMU.
YNoNHOMOYEHHbIV defepanbHbI OpraH UCNOAHUTENBHOW BNAaCTW BeAET PeecTp BblAAHHbIX pa3peLleHnit
Ha NpoBeAEeHME KIMHNYECKUX NCCeA0BaHUI 1eKapCTBEHHOTO NpenapaTa, CoA4epKallnii yKasaHMe Ha UX
uenb NN Lenu, B yCTaHOBIEHHOM 3TMM OPraHOM MOpPALKe.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-3)

5. Ytpatun cuay ¢ 1 uona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-$3.

6. K opraHusauum npoBefeHus KAMHUYECKMX UCCNefOBaHWI JIeKapCTBEHHOro npenaparta Aas
MeAMLMHCKOrO MpPUMEHeHUs pPa3paboTuMKOM JIEKApCTBEHHOro Mpenapata MOryT MpuB/AeKaTbCA
lopuandeckme auua  Noboi  opraHM3auMoHHO-NpPaBoBoi  ¢Gopmbl Npu  ycioBuM obecnedyeHus
COOTBETCTBMA 3TUX UCCAeA0BaHMIA TpeboBaHMAM HacToAwero PeaepanbHOro 3aKoHa.

7. YTpatna cuny. - PegepanbHolit 3akoH ot 30.01.2024 N 1-P3.

8. [MepeyeHb MEAMUMHCKMX OpraHuMsauuii, NPOBOAALWMX KAMHUYECKME MUCCNeaoBaHUA
NIeKapCTBEHHbIX MPenapaToB A8 MeAWULMHCKOIO NMPUMEHEHWA, U PeecTp BblZAHHbIX paspelleHuii Ha
NpoBeAeHMe KIMHUYECKMX WCCNeL0BaHUIM  JIEKApCTBEHHbIX NpernapaToB onybAnKoBbIBAOTCA U
Pa3MeLLatoTCa YNONHOMOYEHHbIM desepasbHbIM OPraHOM MCMONIHUTE/IbHOW BACTU B YCTAaHOBIEHHOM
UM nopagKe Ha cBoem odpuLManbHOM cainTe B ceTn "UHTepHeT".

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)
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KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 39 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npeasocTaBAeHUA rocC. ycnyr
nocpeacTBoOM eauMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2025.

Cratba 39. PeweHue o npoBeAeHUN KANHUYECKOrO UCCeA0BaHUA IEKApPCTBEHHOro npenapara
ANA MeAULUHCKOTO NPUMEHEHUA
(8 pen. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHuuyeckoe uccnepoBaHWe NeKapCTBEHHOrO MpenapaTa Ana MegULMHCKOro MNpUMeHeHMUA
NPOBOAMTCA Ha OCHOBAHUW pa3peLleHns Ha NPoBeAEeHNE KNMHUYECKOTO NCCAeA0BaHMA NEKAPCTBEHHOIO
npenapaTta, BblAAHHOIO YNOAHOMOYEHHbIM deaepanbHbiIM OPraHOM WCAOAHUTENbHOM BAACTUM MO
pe3ynbTaTamM 3KCNepTU3bl AOKYMEHTOB, HEOOXOAMMbBIX ANA MOJYYEeHMA pa3pelleHMA Ha NposefeHue
KAMHUYECKOTO NCCNe0BaHMA IEKAPCTBEHHOMO NpenapaTa M 3TUYECKOM SKCNepTM3bI.

2. Qs nonyyeHus paspeleHua Ha NpoBeAeHMEe KIMHUYECKOTo MUCCeA0BaHMA JIEKapCTBEHHOTo
npenaparta Ans MeAULMHCKOro NpUMeHeHusa 3anaBUTeb HanpaBaseT NoCpPeacTBOM eguHOro noprana B
YNO/IHOMOYEHHbIM  desepanbHblii  OpraH  WUCMOJHUTENIbHOM  BAACTM  WAM  JINYHBLIA  KabuHeT
YyNo/HOMOYEHHOIo peepanbHOro opraHa UCMONHUTENbHOM BAacTU B e AMHOM cucTeme:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) 3asBneHMe o0 Bblgaye paspelweHUa Ha NPoBeAEeHWEe KAMHWUYECKOro UCCAefoBaHMA
NIeKApCTBEHHOrO  Mpenapata Ana  MeAUUMHCKOrO  MPUMEHEeHMA, NOAMMCAHHOE  YCUJIEHHOW
KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

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

2) yTpaTtun cuny. - deaepanbHblii 3akoH oT 30.01.2024 N 1-93;

3) NPOTOKOA K/AMHUYECKOrO WCCAeAO0BaHWA NEeKapCTBEHHOro npenapaTta A48 MeAUUMHCKOro
NPUMEHEHUS;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 B n. 4 4. 2 ct1. 39 BHOCATCA u3MmeHeHua (3 ot 30.01.2024 N 1-d3). Cm. 6yayuyto
peaakumio.

4) 6powtopy Uccneposartens;

5) nHPOPMaLMOHHbIV IUCTOK NALUEHT];

6) ceBeaeHuA 06 onbiTe pa6OTbI MCCJ'Ie,CI,OBaTEI'IEI‘/‘I no COOTBETCTBYHOWMM CneuynaaibHOCTAM U UX
onbiTe pa6OTbI no nposeaeHU0 KINHNYeCKnX MCCﬂep,OBaHMl\;I,'

7) - 8) ytpatnnm cuny. - PegepanbHblit 3akoH oT 30.01.2024 N 1-93;

9) KON O0rosopa obnasaTenbHOro CTpaxoBaHWMA, 3aK/HOYEHHOINo B COOTBETCTBMMN C TUMOBbIMMU
npasuiamum obAsaTenbHOro CTpaxoBaHWUA, C YKa3aHMem rlpep,eanoﬁ YNCNEHHOCTN NAUUNEHTOB,
y4acTBylOWMNX B KJAMHUYECKOM UCCNhefoBaHUM NEeKapCTBEHHOrNo npenaparta Ana MeguumnHCKoro
NPpUMeEHEHNA;

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHOCATCA M3MeHeHusa (P3 ot 30.01.2024 N 1-d3). Cm. byayuLyto
peaakumto.

10) nHdpopmaumio 0 cocTaBe IeKapCTBEHHOro Npenapara 414 MeAULMHCKOro MPUMEHEHMS;
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 B n. 11 4. 2 ct. 39 BHOCATCA M3MmeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. byayuyto
pefakumio.

11) AOKYMEHT, COCTaB/IeHHbI NPOU3BOAUTENEM NEKAPCTBEHHOro npenaparta A8 MeauLMHCKOro
NPUMEHEHNA U coAep)KallMii MoKasaTenn (XapakTepUCTUKKM), a TaK¥Ke CBeAeHWA O /NieKapCTBEHHOM
npenapate AnNA MeAMUMHCKOrO MNPUMEHEHUA, MpPOoM3BeAeHHOM ANA NpPOoBeAeHUA KAMHUYECKMX
nccneaoBaHum;

KoHcynbTaHTlAOC: NprmeyaHue.
C 01.09.2024 y. 2 cT. 39 gonosHsaetca n. 11.1 (3 o1 30.01.2024 N 1-d3). Cm. byayLyyto peaaKkumio.

12) cBegeHuWA 0 AaTe NpeaoCcTaBAeHUs U PETUCTPALUMOHHOM HOMEPE IMLEH3UN Ha NPOU3BOACTBO
NIEeKapCTBEHHbIX CPeACTB B Cay4vae, eC/In NPOM3BOACTBO JIEKAaPCTBEHHOrO NpenapaTta OCyLLeCTBAAETCA B
Poccuiickoit ®epepaumn, UAM  OOKYMEHT, COAEPMKALLMWA CBeAeHUA O p[aTe NpefocTaBieHUA WU
perucTpaLMoHHOM HOMeEpe 3aK/I0YEHUA O COOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHOrO npenapara
TpeboBaHMAM  Mpasun HaZnexalen NpPOM3BOACTBEHHOM NPaKTUKK, npeAocTaBAeHHOro
YNOJIHOMOYEHHbBIM OPraHOM CTPAHbl MPOU3BOANTENA JIEKAPCTBEHHOTO NpenaparTa.

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-93, o1 30.01.2024 N 1-$3)

2.1. CBepgeHua, noarteep:aatowme GakT ynaaTbl rocyAapCcTBEHHOW MOW/MHbLI 32 NpPoOBeAeHMe
3TUYECKOW 3SKCNepTU3bl, IKCMEPTM3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIM npenapat Aaa noJydYeHus
paspeleHns Ha MNpoBeAeHWE KAWMHWYECKOTO WCCNef0BaHWA JIEKAPCTBEHHOrO npenapata Agna
MeANUMHCKOTO NMPUMEHEHMS, 3a Bblgayy paspelleHns Ha NpoBefeHUEe KAMHWYECKOro Uccief0BaHUA
NIeKapCTBEHHOrO NpenapaTta 414 MeAULMHCKOTo NPUMEHEHMSA, 3a NPOBEAEHME IKCNEPTU3bl JOKYMEHTOB
Ha J/IeKapCTBEHHbI npenapat A/lA MONAYYEeHUA pPaspelleHns Ha MPOBEAEHUE MEXAYHAapPOAHOro
MHOTOLLEHTPOBOrO K/IMHUYECKOTO0 WCC/NeN0BaHUA JIeKapCTBEHHOrO npenapata And MeAMLMHCKOro
NPUMEHEHMA, 3a Bblgadyy pa3pelweHMAa Ha NpoBeAEeHWEe MEeXAYHAaPOAHOro MHOTOLEHTPOBOro
KNMHMYECKOTO WCC/eA0BaHMA JIEKApCTBEHHOro npenapata A4d MegUMUMHCKOro npuMeHeHusa, 3a
npoBeAeHMe 3TMYECKON 3KCMEepTM3bl, SKCMepTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapaTt Ana
NnoslyyeHMA paspelleHns Ha NpoBeAeHUEe NOCTPErncTPALUMOHHOIO KAMHUMYECKOTO WcCnenoBaHuA
NIeKapCTBEHHOrO NpenapaTa 414 MeAULMHCKOrO NMPUMEHEHMSA, 33 BblAayy pa3pelleHna Ha npoBeaeHue
NOCTPErMCTPALLMOHHOIO KIMHUYECKOTO UCCNef0BaHNA IEKAapPCTBEHHOMO npenapaTta ANf MeauLMHCKOro
NPUMEHeHMA, a TaKXe CBeAeHMA O BblAaBaemblx (NpeaocTaBAsieMblX) YNOJHOMOYEHHbIMM
denepanbHbIMM OpraHaMn UCMNOJIHUTENIbHOW BIACTU AOKYMeHTax (CBeAeHMAX), YKa3aHHbIX B NyHKTe 12
yacTM 2 HacToAWEN CcTaTbW, YMNOJHOMOYEHHbIN deaepanbHbii OpraH WCNONHUTENbHOM BACTU
3anpawnBaeT B NOPAAKE MEKBELOMCTBEHHOIO 3/IEKTPOHHOIO B3aUMOAENCTBUS.

(yacTb 2.1 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B CpOK, He MpeBblllaloWmMii Tpex paboumx AHEN CO AHA HanpaBAeHWUA B /IMYHbIA KabuHeT
YNOAHOMOYEHHOrO ¢peaepasnbHOro opraHa MCNOAHUTENbHOM BAACTU B €OQUHOWM CUCTeMEe YKa3aHHOro B
nyHKTe 1 YacT 2 HacTosLeMN CTaTbM 3asBNEHUA UM HEOBXOAUMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV
denepanbHbIit opraH UCNOAHUTENBbHON BNACTU:

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

1) npoBoAuUT NPOBEPKY NO/IHOTLI U JOCTOBEPHOCTU CBe,EI,EHVII‘/JI, cogeprKawmnxca B npencraBaI€HHbIX
3aAaBuTenem AOKYMEHTAX;

2) NMPUHUMAET pelleHne o NnpoBegeHNN 3KCNEPTU3bl JOKYMEHTOB 414 NOJIYHEHUA pPa3pelleHnAa Ha
nposeageHne KAIMHNMYeCKOro nccnegoBaHMAa N1eKapCTBeHHOro npenaparta 4na MeanumnHCKOro npumeHeHuA
N 3TUYECKOM 3KCNepTn3bl nan 06 oTKase B nposeaeHn yKa3aHHbIX 3KCNEPTU3;
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3) HanpaBAnseT 3aABUTE/NIO0 NOCPEACTBOM €4AMHOrO NOpPTana UAM B IMYHbINA KabWHET 3aaBuUTeNA B
eANHOM cucTteme NOANUCAHHOE YCUNEHHOM KBaIMPULMPOBAHHOM 31EKTPOHHOM NOAMNUCHIO YBeAOM/IEHNE
O NPUHATOM peLleHnn AMBO B CNydae NPUHATUA peLlleHmAa 06 OTKase TaKXKe C YyKa3aHMeM NPUYMH TAaKoro
OTKas3a;

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

4) HanpaBAAET B IMYHbIA KABDUHET IKCNEPTHOTO YYPEKAEHMA B €4UHON CUCTEME U JINYHbINA KabuHeT
COBeTa MO 3TUKE 33JaHUA Ha NPOBeAEHUE COOTBETCTBYHOLMX IKCNEPTM3, NOAMUCAHHbBIE YCUAEHHbBIMU
KBaNPUUMPOBAHHBIMW 3/1EKTPOHHBIMW NOAMUCAMM.

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

4. B cnyyae BbISIBNEHWUS HEMOJIHOTbI U (MAM) HegoCToBEpPHOCTM MHOPMALUMKM, coaeprKallelica B
NnpeacTaB/NeHHbIX 3aABUTENIEM OO0KYMEHTaX, YNOJHOMOYEHHbIN denepasibHbli OpraH UCMONHUTENBHOM
B/1ACTU HaNpaBAsieT B JIMYHbIA KAabUHET 3aaBUTENS B e4MHON CUCTeME 3anpoc 06 YTOYHEHUW YKa3aHHOM
nHPopmMauum, NOAMUCAHHBLIN YCUNEHHOM KBanMPULMPOBAHHOM 3/EKTPOHHOM MNOANMUCBIO. 3asBuTeE/b
06A3aH HanpaBUTb B JIMYHbIA KabWHET ynonHomouyeHHoro defepanbHOro opraHa MCMNONHUTENIbHOM
B/IaCTM B eAMHOM cucTemMe MOAMMUCAHHbIN YCUAEHHON KBaNMGULUMPOBAHHOM 3N1EKTPOHHON MOoANUChIo
OTBET Ha 3anpoc YnoJHOMOYeHHOro ¢enepasbHOro opraHa WCNOJHUTENbHOW BAACTU B CPOK, He
npesbIWatoLWnii aeBaHocTa paboynx AHen co AHA NOJTyYEeHUA YNOJHOMOYEHHbIM defiepasibHbIM OpraHOM
WCNOJIHUTENbHOW BAIAaCTM 3/IEKTPOHHOIO YBEAOMIEHWUS O MOJy4YeHMM 3aseBuTenem 3anpoca. Cpok,
YKa3aHHbIN B 4aCTK 3 HACTOALLEN CTaTbM, NPMUOCTAHABAMBAETCA CO AHA HaNpaBAeHWUA B INYHbIMA KabuHeT
3aABMTENS B €AMHON CUCTEME 3anpoca YnoJIHOMOYEHHOro ¢enepasbHOro opraHa MCMNOJIHUTENIbHOMN
BNACTM A0 [AHA HanpasneHWs B JIMYHbIA KabMHET YyMNo/JHOMOYeHHOro deaepanbHOro oOpraHa
NCNOJIHUTENbHOM BNACTU B €4ANHOMN CUCTEME OTBETA Ha 3aMPOC M HE YY4MTbIBAETCA NPU UCYNCIEHMUN CPOKA
NPUHATUA YNOJHOMOYEHHbIM pesepasbHbIM OPraHOM UCMOJIHUTENBLHOM BNACTU pPeLEHMSA O MPOBeAEHUN
3KCMNepTU3bl AOKYMEHTOB ANA MOJNYYEHUA pa3pelleHMa Ha NpoBedeHMe KANMHMYECKOro MCCnenoBaHus
JIeKapCTBEHHOrO npenapaTta 418 MeAnLUMHCKOro NpUMEHEHMS.

(yacTb 4 B peq,. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeEM /18 0TKasa B NPOBeAEeHUN IKCNEPTU3bl JOKYMEHTOB A5 NOYYEHUA pa3peLleHmns
Ha npoBefeHWe KAMHUYECKOrO WUCCNeA0BaHUA NEKapCTBEHHOTO npenapata A4a MeAMLMHCKOro
NPUMEHEHUA W 3TUYECKOM 3SKCNEepTU3bl ABNAETCA NPeACTaB/leHWEe [AOKYMEHTOB, NPeAyCMOTPEHHbIX
YacTblo 2 HacTosLLelN CTaTbM, B HEMONHOM O0bbeme, HenpeacTaBAeHNE 3asBUTENEM B YCTAHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbI B 4aCTM 4 HACTOALLEN CTaTbM 3aNpocC YyNOJHOMOYEHHOro dpesepasnbHOro opraHa
NCNONHUTENbHOM BNacTM Mbo OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTaX MCYEPNbIBAOLLErO NepeyHn
HeobxoaMmoln MHPopMaLmm UAn MHPOPMALIMKM, KOTOpas AOJ/KHA ObiTb OTPaXKEHa B HUX, a TaKXKe
OTCyTCTBME CBEAEHMUIA, KOTOpble B Aa/ibHElLIeM MOATBEPXKAAITCA NOCPEACTBOM MEXBEAOMCTBEHHOIO
3/IeKTPOHHOr0 B3aMMOZAeNCTBMA, 0 PpaKTe ynaaTbl Frocy4apCTBEHHOM NOLWMHbI 33 NPOBEAEHMNE 3TUYECKOMN
3KCMepTU3bl, IKCMepTU3bl LOKYMEHTOB Ha JIEKAPCTBEHHbIN NpenapaT AAs NOJyYeHUs paspelleHus Ha
npoBeAeHMe  KAMHUYECKOrO WCCAefOBaHMA  JIEKAapPCTBEHHOrO npenapata  gas  MegMLMHCKOro
NPUMEHEHMA, 3a Bblgayy paspelleHusa Ha NpoBefeHWe KAMHUYECKOro UCCef0BaHUA NEeKAapPCTBEHHOTO
npenapata Ana MEeAUUMHCKOTO MPUMEHEHMA, 3a NpoBeAEeHWe 3SKCNepTUsbl [OKYMEHTOB Ha
NeKapCTBEHHbIN  MpenapaT Ans NOoAydYeHMA paspelleHuMA Ha NPOBEAEHUE  MENKAYHapOLHOro
MHOTOLLEHTPOBOrO K/IMHMYECKOIO WCC/ef0BaHUA JIEKAapCTBEHHOrO npenapata And MeguLMHCKOro
NPUMEHeHMA, 3a Bblgayy paspeweHMa Ha NpPoBeAEeHWEe MEeXAYHAPOLHOro MHOrOLEHTPOBOIO
K/MHUYECKOTO UCCef0BaHUA /IEKAPCTBEHHOrO npenapata Ans MeAMUMHCKOro NpUMEHeHMs, 3a
npoBeAeHMe 3TUYECKOM IKCMEPTM3bl, SKCNEepTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIM npenapaTt Aana
NnosiydeHMa paspelleHns Ha npoBeAeHUe MNOCTPErMCTPALUMOHHONO K/JMHUYECKOrO UCCNen0BaHuA
JIeKapCTBEHHOrO NpenapaTa ANa MeAMLMHCKOro NPMMEHEHMS, 3a Bblgayy paspelleHnsa Ha NpoBeaeHue
NOCTPErUCTPALLMOHHOIO KNIMHUYECKOTO UCCNeA0BaHMNA JIEKAPCTBEHHOrO npenapaTta Ans MeguuUMHCKOro
NPUMeHeHMs.
(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6. npOBe,CI,EHVIe 3KCNepTn3bl AOKYMEHTOB A4 nNoayyvyeHunAa paspeweHnAa Ha nposeaeHune
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K/IMHMYECKOrO UCCNe0BaHMA NeKapCTBEHHOMo npenaparta Aas8 MegMUNHCKOTro MPUMEHEHMA U STUYECKOM
3KCNepTM3bl, COCTaB/NEHME KOMUCCUEN SKCNEPTOB M COBETOM MO 3TUKE 3aKAHOUYEHUIA O BO3MOXKHOCTM MU
HEBO3MOXHOCTM MNPOBEAEHMA TAKOTO K/AMHWUYECKOro WCCNefoBaHWMA, NOAMUCaHME  3aK/OYeHU
YCUAEHHbBIMM KBANPULMPOBAHHBIMM 3NEKTPOHHBIMU NOAMNUCAMM U HanpaBAeHUE AAHHbIX 3aKAOYEHNN
B /IMYHbIA KaBWHeT ynosHOMOYeHHOro defepasbHOro opraHa WCMAOMHUTENbHOM BAACTU B e€4AMHOWN
CMCTEME OCYLLECTBAAIOTCA B CPOK, HE NPEBbILIALWMIA ABaALATN NATU paboynx AHEN co AHA HanpaBAeHUs
B J/INYHbIA KaBWMHET 3KCMepTHOro Yy4yperKAeHuA B eAMHON cucTeme 334aHuA  YNOJHOMOYEHHOrO
denepanbHOro opraHa UCNOJHUTENbHOM BAACTM C NPUIOKEHNEM LOKYMEHTOB, YKa3aHHbIX B MyHKTax 3,
4,10,11 1 11.1 yacTm 2 HacToALWLEN CTaTby, U HAaNPaBAEHWUA B IMYHbIN KAOWMHET coBeTa Mo 3TUKE B eA4UHOMN
cucTeme 3a4aHuNA YNONHOMOYEHHOTo dpeaepanbHOro OpraHa UCNOIHUTENbHOM BAACTU C NPUIOXKEHNEM
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 1 9 4yacTu 2 HacToALWEeN cTaTbMm.

(yacTb 6 B peq,. PeapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. B cpoK, He npeBbiwatowuii Tpex pabounmx AHEen co AHA Hanpas/eHWs B JIMYHbLIA KabuHet
YNOAHOMOYEHHOTO ¢deaepanbHOro opraHa MCNONHUTENbHOM BAAcTU B eQMHOW CUMCTEME 3aK/OUYeHUN,
YKa3aHHbIX B 4acTW 6 HacToAleN cTaTbW, YNOJHOMOUYEHHbIW denepanbHbli OpraH MCNOSHUTE/IbHOM
BAACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) ocyulecTsnfeT oLUeHKY MOCTYMMUBLLNX 3aK/I0UYEHMI 419 ONpeaeeHUA X COOTBETCTBUA 3a4aHMAM
Ha NpoBeAeHMe COOTBETCTBYIOLNX SKCNepTU3;

2) NPUHUMAET pelleHne O BbiJaye paspelleHWs Ha NPOBEeLEHWE KAMHUYECKOro WMcCiefoBaHUA
NleKapcTBEHHOTO NpenapaTa 419 MeAMLMHCKOro MPUMEHEHMWS, BHOCUT B PEECTP BblAaHHbIX paspeLlleHui
Ha MNPOBEAEHWE KAMHUYECKMX WUCCNeAOBaHWA /IeKapCTBEHHOro npenapaTta COOTBETCTBYIOLLYIO
MHPOpPMaUMI0O U HanpasaseT MNoCPeACTBOM eAMHOro nopTana 3anBUTEN0 WAM B JIMYHbLIA KabuHeT
3aABUTENSA B €4MHOMN CUCTEME BbINUCKY U3 PEECTPa BblAaHHbIX pa3pelleHmnii Ha NPoBeAEHNE KIMHUYECKMX
MCcCNefoBaHWUA  NEKAPCTBEHHOrO  NpenapaTa, NOAMWUCAHHYI  YCUAEHHOW  KBaAMOUUMPOBaAHHOM
3N1EeKTPOHHOW NOANUCHIO;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3) npuvHUMaeT pelweHne o6 OTKase B BblAaye paspelleHUa Ha NPOBeAeHMEe KAMHUYECKOro
nccae0BaHWA IeKapCTBEHHOTO NpenapaTa 418 MeAULMHCKOTO MPUMEHEHUs U HanpasaseT NocpeaCcTBOM
eAMHOro NnopTasia 3afABUTENI0 UK B IMYHBIA KaOMHET 3asBUTENA B €AMHON CUCTEME LAHHOE pPeLleHueE,
noAnMCcaHHOe YCUAEHHOW KBaMPULUMPOBAHHOM 3/1EKTPOHHOM NOAMNMUCHIO, C YKa3aHMEM NPUYMH OTKa3a.
(n. 3 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. OcHOBaHVeM A/1a 0TKa3a B Bblgaye paspelleHns Ha npoBeseHre KAMHUYECKOTo UCCNefoBaHuA
NleKapcTBEHHOTO NpenapaTta ANa MeAULMHCKOTo NPUMEHEHUA ABNAETCA HaIMYMe 3aKA0YEHUA KOMUCCUM
3KCMEPTOB WAM 3aK/IOYEHMSA COBETa NO 3TUKE O HEBO3MOMKHOCTM MNPOBEAEHMA KAMHUYECKOro
McCcneaoBaHWA NIEKapCTBEHHOro npenapata 444 MeAMUMHCKOrO MNPUMEHeHMA Mo  pesyabTaTam
NpoBeAeHHbIX 3KCNepPTU3, MPeAyCMOTPEHHbIX YacTblo 6 HAaCTOALLEN CTaTbMy.

9. PeweHne 06 oTKase B nposeaeHNMN akCnNepTn3bl AOKYMEHTOB AO/1A4 NONYYEHUNA pa3pelleHnA Ha
nposeaeHne KAIMHN4YeCKOro nccnegoBaHMAa N1e€KapCTBEHHOIO NpenapaTta Ana MeaUUNHCKOINo npumMmeHeHuA
N 3TUYECcKoM 9KCNepPTMU3bl U B Bblaaye pa3pelweHnAa Ha nposegeHune KANMHUYECKOro uccnegoBaHUA
NEKApPCTBEHHOro npenaparta Ana megunumHCKOro npuMeHeHunAa MoOXKeT 6bITb 06)KanoBaHoO B nopAagke,
YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuinckoi (Dep,epau,m/l.

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 39.1 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBAEHUs roc. ycayr
nocpeacTBOM eaAnHOM cuctembl, npumeHsatotca ¢ 01.01.2025.

Cratba 39.1. 3TMuecKan 3KcnepTUusa
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(sBepeHa depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

1. 3TnyecKas aKkcnepTn3a NPOBOAMUTCA COBETOM MO 3TUKE, CO34aHHbIM B MOPsAKE, YCTAHOBSIEHHOM
YNO/IHOMOYEHHbIM desiepanbHbIM OPraHOM MUCMOIHUTEIbHOM BNACTU, B LENAX BblAa4vyM 3aK/oveHms o6
3TMYEeCcKo 060CHOBAHHOCTM BO3MOXHOCTM NPOBEAEHMA KAMHUYECKOIO UCCeA0BaHNA NeKapCTBEHHOro
npenapara Aas8 MegMUNHCKOTo NPUMEHEHUS.

2. JKcnepTamu CoBeTa No 3TUKE MOTyT BbITb NpeAcTaBUTENN MeAMULMHCKUX OPraHn3aumnie, Hay4yHbIX
opraHusauuii, 0bpasoBaTeNbHbIX OPraHM3auMii Bbiclero o06pasoBaHMA, a TaKXKe MNpeacTaBUTeNN
06LEeCTBEHHbIX OpraHU3aUnii, PeUIMO3HbIX OpraHM3aLMii U cpeacTs MmaccoBoi nHpopmaumn. JaHHble
3KCMEPTbl He AO/MKHbI HAaXOAWUTbCA B KaKOM-NMG0 3aBUCMMOCTM OT pa3paboTuMKOB /leKapCTBEHHbIX
npenapaToB U APYruxX AnL, 3aMHTEPECOBAHHbIX B PE3Y/1bTaTax 3TUYECKOMN IKCNEePTU3bI.

3. Onnata ycayr 3KcCnepToB COBETa MO 3TUKE OCYLWECTBAAETCA Ha OCHOBaHMM [0roBOpa,
3aK/IIOYEHHOTO MeXAay YNOoJIHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOJIHUTENbHOW BNACTU, KOTOPbIM
CO34aH COBET MO 3TUKE, M 3SKCNepTOM COBEeTa MO 3TUKE, 33 CYET OHAMKETHbIX aCCUTHOBaHUM,
NpPeAyCMOTPEHHbIX YMNOJIHOMOYEHHOMY ¢eaepasbHOMY OpraHy MCNONHUTENIbHOW B/IacTW, KOTOPbIM
Cco34aH COBET Mo 3TUKe, B dedepasbHOM OloayKeTe Ha COOTBETCTBYHOWMIA rof Ha obecrneyeHue ero
[eATeNbHOCTU, B pa3mepax, YCTaHOBAEeHHbIX MpasuTenbcTBom Poccuinickon deaepaumnm.

4. 3KcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOLATE/IbCTBOM
Poccuitckoin Pepepaumn.

4.1. Mpwn npoBeAeHUN STUYECKOM 3SKCMepTM3bl He [O0MNyCKaeTca MCTpeboBaHWEe 3KCMEepTOM Y
3anBuTens nNMbo MHbIX KL, MaTepuanos, HEOBXOAMMBIX A1 NPOBEAEHUA STUYECKOM 3KcnepTusbl. B
C/ly4ae HeAOCTAaTOYHOCTU NPeACTaB/IEHHbIX 3KCNepTy MaTepuasioB B JIMYHbIA KabWHeT 3aAaBuUTens B
eANHON CUCTEME YMOJHOMOYEHHbIM /IMLLOM COBETA MO 3TUKE HanpaB/AAeTcA 3anpoc O NpeAcTaBAeHUU
HeobXxoAMMbIX MaTepPUanos, NoANUCaHHbIA pykoBoguTeem (YNoJIHOMOYEHHbIM IMLLOM) COBETa MO 3TUKE
C MCMNO/Ib30BaHNEM YCUNEHHOW KBAaNMPUUMPOBAHHOM 3/EKTPOHHOM MOAMWUCKM, A TaKXKe HanpasBnseTcs
yBegomneHne o6 yKasaHHOM 3anpoce B JIMYHbIA KabUHET ynoaHOMOYeHHoro d¢enepanbHOro opraHa
WCNOIHUTENIbHOM BNACTU B e4UHOM CUCTEME.

(yacTtb 4.1 BBepgeHa GegepanbHbiMm 3akoHOM oT 30.01.2024 N 1-03)

4.2. 3asButenb o06a3aH HanpaBuTb B JIMYHbIA KabuMHET coBeTa NO 3TUKE B eAMHOM cucTeme
NOAMMUCAHHbIN YCUNEHHOW KBAaAMOULMPOBAHHON 3/MEKTPOHHOMW NOAMUCBID OTBET Ha 3anpoc o
npeacTaBNeHUN HeobXoAMMbIX MaTepuanoB COBETY NO 3TUKE B CPOK, He MpeBbllUAOWMIA AeBAHOCTA
paboumx AHel CO AHA MOJlyYEeHUA COBETOM MO 3TUKE 3/IEKTPOHHOIO YBEAOMIEHUA O MOJlyYeHUM
3aABUTEe/IEM YKa3aHHOroO 3anpoca. Bpema co AHA HanpaBieHMA COBETOM MO 3TUKE B JIMYHbIN KabuHeT
3anABuTeNs B eAMHOM CUCTeMe 3anpoca O MpeacTaB/eHMM HeobXoAMMbIX MaTepuanos A0 AHA
HanpaB/ieHMA 3aABUTE/IEM B INYHbIV KAaOMHET coBeTa NO 3TUKE B €ANHON CUCTEME OTBETA Ha YKA3aHHbIA
3aMpoC He YYUTbIBAETCA NPU UCUYUCIEHNN CPOKA NPOBEAEHMA STUYECKOM IKCNEPTHUIDI.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

5. CocTtaB coBeTa No 3TUKe, N0I0XKeHMe 06 3TOM coBeTe, nopAdoK ero AeATenbHOCTH, TPEGOBaHMﬂ
K KBaﬂMd)VIKaLI,MM 1 onbity pa6OTbI no 3KCI'IepTHOl71 OoueHKe Hay4YHbIX, MeANLUNHCKUNX N 9TUHYECKNX aCNEKTOB
KNNHNYECKNX MCCI’IeAOBaHMﬁ NEeKapCTBEHHbLIX MNpenapatoB AnAa MeaAUUUNHCKOro npuMeHeHuA,
npegbAasnaemblie K 3KCNepTam COBETa NO 3TUKe, NMopAAOK OpraHuM3aunn mn nposeneHuA 3TUYECKOM
9KCNepTn3bl, d)opN\a 3aKN1l04EHNA COBETA MO 3TUKE YCTaHaBNBAKOTCA YNO/THOMOYEHHbIM d)ep,epaanbHV\
opraHom NCNONHUTENbHOW BAacTU. Yucno ﬂpe,ﬂ,CTaBMTeﬂeﬁ MeOgULLUHCKUX Opl’BHI/I33LI,I/Iﬁ HE MOXeT
npesbiwaTb NOJTI0OBUHY OT 06u.|,ero YMCNa 3KCNEPTOB COBETA MO 3TUKE.

6. MHPopmauma o coctaBe coBeTa MO 3TMKe, MaHax ero paboTbl U TeKyllen AeATeNbHOCTU
pasmellaeTca Ha oduuMasibHOM CaillTe YNoAHOMOYEHHOro denepanbHOro opraHa WMCNOHUTENbHOM
BfacTu B cetu "MHTepHeT" B yCTaHOBNIEHHOM MM MOPSAKE.
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KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 40 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npegocTaBAeHUA rocC. ycnyr
nocpeacTBOM eaANHOM cucTemMbl, npumeHsatoTca ¢ 01.01.2025.

Cratba 40. MposeaeHWe KAMHUYECKOrO WCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MEAVLIMHCKOro NpMMeHeHus

1. PykoBoauTenb MeAMUMHCKON OpraHM3auuu, KOTopas MpPoBOAMT KJAMHMYECKOE UCCefoBaHUe
JIeKapCTBEHHOro  npenapaTa Ans  MeAMUMHCKOro  MNPUMEHEHWA, Ha3HadvaeT wucciegoBaTens,
OTBETCTBEHHOIO 3a MPOBEAEHME TaKoro MCCNefoBaHUA M MMEoLWero ne4yebHylo crneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KIMHUMYECKOMY WCCeA0BaHUIO /IeKapCTBEHHOro npenapaTa, Cco
CTakem paboTbl NO NPOrpammam KAMHUYECKUX UCCAeAO0BaHWUM IEKAapCTBEHHbIX NPenapaTtoB He MeHee
4yemM TpM roZa 1 o ero NpeaoKEHNIO Ha3HavyaeT concciegoBaTesIen U3 Yncaa Bpadeit 3Ton meauLnMHCKON
opraHmMsauuu.

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

2. WccnepoBatenb OCYLWECTBAAET BbIGOP MaLMEHTOB, KOTOPble MO MEeAULMHCKUM MNOKa3aHUAM
MOTYT 6bITb NPUBAEYEHbI K YY4acTUIO B KAMHUYECKOM MUCCNe0BaHUMM NeKapCcTBEHHOro npenaparta Ans
MeANLMNHCKOro NPUMeHeHUA.

3. WccneposBatens M couccnefoBatenn  AOMKHbl  OblTb  03HAaKOMAEHbI C  pe3ynbTaTamu
OOK/NIMHUYECKOTO  UCCNeoBaHUA  JIeKapCTBEHHOro  CPeacTBa, cofepkawmmuca B Hpolwtope
nccnefoBaTtens, NPOEKTOM MPOTOKOA KAMHWUYECKOrO MCCNefoBaHUA NIeKapCTBEHHOro npenapaTta Ana
MeAMLMHCKOro NpUMeHeHus, pa3paboTaHHbIM pa3paboTUMKOM NeKapCcTBEHHOMO NpenapaTa Uan UHbIM
IOPUANYECKUM IMLIOM, MPUBAEKAEMbIM K OpPraHU3auum npoBeAeHUA KAWHWUYECKOro WccnefoBaHUA
NIeKapCTBEHHOrO npenapata Aaa MeAMLMHCKOrO MPUMEHEHUA, U APYrMMU MaTepuasaMum TaKoro
nccnepoBaHuA.

3.1. PykoBOAUTENb MEANLMHCKON OPraHn3aL MM B CPOK, HE NPeBbILLAoWmin Tpex pabounx gHel co
[OHA Hayana NpoBeAeHUA KAMHUYECKOTO NCCNeA0BAHMA IEKAapPCTBEHHOrO NpenapaTa 418 MeANLUHCKOTo
npumeHeHus, coobuiaet o6 3TOM B YNONHOMOYEHHbIN deaepasnbHblit OpraH UCNOAHUTENbHON BAACTH,
BblAAaBLUNI pa3pelleHne Ha NPoBeAEHME TAKOr0 UCCeA0BAHNA, MO YCTaHOBEHHON um popme.
(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4, OpraHusaumm, OCYLLECTBAAIOWME OPraHM3aumio NpoBeAeHUA KAMHMYECKOro MUcCcneaoBaHus
NIeKapCcTBEHHOro npenapata A1 MeAULMHCKOro NPUMEHEHWA M YyKasaHHble B 4yacTu 3 cTatbu 38
HacTosalwero ®eaepanbHOro 3aKoHa, B Ciaydae HEOBXOAMMOCTM BHECEHMA WU3MEHEHMI B MPOTOKO/
KJMHWYECKOro UCCeA0BaHUA IeKapCcTBEHHOro npenaparta A8 MeAMLMHCKOro NpUMeHeHMsa coobLatoT
06 3TOM B YNONHOMOYEHHbIN PpeepasnbHblil OpraH UCNONHUTENIbHOM BAACTU, BbIAABLUMIA paspeLllieHne Ha
npoBeAeHne TaKkoro NccaeoBaHusA, No YCTaHOBEHHOW UM GpopMme.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dJopN\a COO6LIJ,€HI/I‘FI O BHECEHWUM WU3IMEHEHUN B NMPOTOKO/NT K/IMHUYECKOTo uccnenoBaHuA
NNEKApPCTBEHHOrIo npenaparta Ana MeaguumnHCKoro npumeHeHumAa LOO0JIXKHa CoAepXaTb caegyrouwme
cBeneHunA:

1) HanmeHoBaHWe, I/I,CI,EHTI/Id)I/IKaLI,I/IOHHblﬁl HOMEpP 1 AaTa NPOTOKO/1a KIMHNYECKOro nccnenoBaHuA;
2) AaTa BHeECEHUA M3MEHEHUN B MPOTOKO/T KIMHUYECKOTO UCCNnenoBaHuA,
3) HanmeHOoBaHWEe U MeCTO HaxoXaAeHWNA 3aABUTENA,

4) HanmeHoBaHWMe OopraHumsauum, HpVIBﬂe‘-IEHHOﬁ paBpa60T‘-IVIKOM NEKapCTBEHHOrO npenaparta K
OopraHusauunun nposeaeHnAa KAIMHNM4YeCKoro nccienosaHumA (Flpl/l HaﬂM‘-IMVI),'
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5) HaMMeHOBaHNA U MeCTa HaXOoXAEeHUA MeOULUMHCKUX opraHmaau,Mﬁ, B KOTOPbIX npoBOAUTCA
KNMHN4YecKoe nccnenosaHume,;

6) pAata BblAA4YM paspelleHMs Ha NpPoBeAeHME KAMHWYECKOro MCCefoBaHMA M HOMep 3TOro
paspeLleHus;

7) U3MeHEeHUs, BHOCMMbIE B MPOTOKO KIMHNYECKOTo UCCe0BaHNS.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpOK, He npeBbllatoWmii ABaaLaTV BOCbMW pabounx AHe Co AHSA NOAYYEHMA YKa3aHHOIo B
YyacTu 4 HacToALLLEN CTaTbM COOBLEHUS, YNONHOMOYEHHbIV dpeaepanbHbiii OpraH UCMOIHUTENIbHOM BNaCTH
paccmaTpuBaeT 3TO COO0bLIeHWEe B YCTAHOBAEHHOM MM MOpPAAKE WU NMPUHMMAET PELUEHME O BHECEHWUU
M3MEHEHMN B MPOTOKOJ1 KNIMHUYECKOTO UCC/eA0BaHMA IEKAapPCTBEHHOMO npenapaTa gns MeguLMHCKOro
npMMeHeHnss WaAM 06 OTKase BO BHECEHWMM TaKUX M3MEHEHUN, NOANMCAHHOE YCUJIEHHOM
KBAa/IMGUUMPOBAHHOM 3/MEKTPOHHOM MNOANMUCBLIO, MOCPEACTBOM HanpaB/eHUA COOTBETCTBYHOLLEro
peleHns B JINYHbIA KabuHeT 3asBuTena B eAnHOM cucteme. [pu paccCMOTPEHUM cooblieHua o
HEeobXoAMMOCTM BHECEHUA M3MEHEHWI B MPOTOKON KJAMHUYECKOTO WCCNeAO0BaHUA JIEKAPCTBEHHOIO
npenapata AJa MeAULUMHCKOTO MPUMEHEHMA B LENAX OUEHKM OOOCHOBAHHOCTM npeasiaraembix
U3MEHEHUN N onpeaeseHna CTeneHu puUcka A4a NaUUEeHTOB, NMPUHUMAKOWMX yYacTUE B K/IMHUYECKUX
NUCCNeaoBaHMAX, YMNOJHOMOYEHHbIM defepasbHbIM  OPraHOM  UCMOJIHUTENbHOW  BAAcTU  MOTYT
NPWB/IEKaTbCA 3KCNEPTbl COBETA MO 3TUKE U (MAK) SKCMEepPTbl SKCNEPTHOTO yYpexaeHus.

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

6. KnnHunyeckoe wuccnepoBaHMe NEKAPCTBEHHOTO MpenapaTta Ans MeAMUMHCKOTO NpUMEHEHUs
MOXeT 6biTb NPMOCTAHOBAEHO WAW MNPEKPALLEHO, eciM B NpoLecce ero nposBeAeHUs obHapyKeHa
OMNacHOCTb 415 }KM3HW, 340P0BbA NALMEHTOB. B cly4ae BO3SHMKHOBEHMA OMNACHOCTU 1A KU3HM, 340P0BbA
naumeHTa, Y4YyacTBYIOWEro B K/AMHMYECKOM MWCCNedO0BaHMM  IeKapcTBEHHOro npenapata  Aad
MeAMLMHCKOro NPUMEHEHUA, uccaesoBatenn obasaHbl nponHdopmMpoBaTb 06 3TOM pyKoBoAMTeNs
MEAMLMHCKOW OpraHuMsauMmM W OpraHMsaumio, NOMYYMBLUYIO pPa3peLleHne  YNoAHOMOYEHHOTO
depepanbHoro opraHa WCMOAHUTENbHOM BAACTM Ha OPraHM3auMio NpPOBeAeHUA  KAMHUYECKOro
nccneaoBaHMA 1eKapCTBEHHOro Npenapara. PelleHne 0 NPMOCTaHOBAEHUU KNMHUYECKOTO UCCAe0BaHMA
JIeKapCTBEHHOrO NpenapaTta 4158 MeAULMHCKOTO NPUMEHEHUA NPUHUMAIOT PYKOBOAUTEIb MEANLMHCKON
opraHusaumm u (M1n) opraHnsauus, NoayYMBLIAA pas3peLleHne ynosHoMmoYeHHoro deaepanbHOro opraHa
MCMONIHUTENIbHOW BNIACTU Ha OpraHU3aumio NpoBeAeHns KIMHUYECKOTO UCCNEA0BaHNUA IEKAPCTBEHHOTO
npenapata gaa MeAMUMHCKOTO MNPUMEHEHMUA, PelleHue O MpPeKpaleHnn TaKoro uccnenoBaHus
NPUHMMAET YNOJIHOMOYEHHbIV desepasibHbIi OpraH UCNOJAHUTENIbHOM BNIACTM Ha OCHOBAHWM COObLLEHMSA
B MUCbMEHHOW ¢dopme PyKOBOAMTENA MEAUUMHCKOW OpraHuMsauuuM WAW opraHusauumsa, noJjy4YmBLUan
paspelleHre YMNOJHOMOYEHHOTO ¢enepasbHOr0 OpraHa WCNOJIHUTE/IbHOM BACTM Ha OpraHusauumio
NPoBeAEeHUA  KJMHUYECKOrO UCC/IEAO0BaHUS  JIEKAPCTBEHHOIO Mpenapata  Ans  MeAUUMHCKOro
NPUMEHEHWA.

7. B cpoK, He NpeBbIWAOWMIi NATU Pabounx gHel co AHA 3aBepLleHUs, NPUOCTAHOB/IEHUA UK
NPeKpPaWeHNa KAMHUYECKOTO UCCef0BaHUS  /IeKAapCTBEHHOINO nNpenapata  gas  MeavuUMHCKOro
npumeHeHun, coobleHre 06 3TOM HaNpPaBASETCA OPraHM3aUMSAMM, YKA3aHHbIMKW B 4acTu 3 cTaTbu 38
HacTosAwero dPeaepanbHOro 3aKoHa, B YNOJIHOMOYEHHbIM degepasibHbli OpraH UCNOSHUTENIbHOW BAACTK
Nno yCTaHOB/IEHHOWN UM dopme.

8. CDopma COO6LIJ,€HVIF| O 3aBepuweHunn, NpnocTtaHoBNEHUN WKW NpeKpaweHUn KANHUYeCKoro
ncecnenoBaHMA NeKapPCTBEHHONO nNpenaparta Ana megnumHCKOro npuMmeHeHnAa goNxKHa CogepKaTb:

1) nudopmaLmio 0 MeAULMHCKOW OpraHu3aLmMmM A MeauUMHCKUX OpraHM3aumax, NpoBoAUBLINX
AaHHOe uccneoBaHue;

2) onucaHue gaHHOro UccneaoBaHUs;
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3) paHHble uccneposaTenn (Gamuamsa, UMsa, OTYECTBO, MECTO PaboTbl, 3aHMMAeMan LO/KHOCTb,
CneumnanbHOCTb, CTaXk paboTbl MO  MporpaMmamM  KAMHUYECKUX WCCNeAO0BaHWI  NIeKapCTBEHHbIX
npenapaToB, MepeyeHb KAMHUYECKUX WUCCNeAoBaHWUA NIeKapCTBEHHbIX MpPenapaTtoB, B KOTOPbIX OH
NPMHUMaN ydyactue (nepuoapl y4acTus) B KaYecTBe UccienoBaTeNa Uan comccnesoBaTens);

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT A@aHHOIO UCCNeA0BaHMA (3aBeplleHMe, NPUOCTaHOBEHME UM NPEKpPaLLLEeHNe AaHHOTO
NCCNelOBaHUSA C YKa3aHUEM UX MPUUYUH U BAUSHUA HA OLEHKY ero pesy/ibTaTos, 06LLyI0 OLEHKY pUCKa U
0XMOAaeMon MoNb3bl OT MPUMEHEHMS WUCCAelyeMOro JIeKapCTBEHHOro npenaparta, a TaKXke
npegnonaraemble ganbHelwne aencTems).

8.1. Mpu BbiABAEHMM beaepanbHbIM OPraHOM WCMONHUTENIbHON BAACTM, OCYLLECTBAAIOLMM
OYHKUMKM MO KOHTPOAO WM Hagsopy B chepe 34paBOOXPAHEHMUA, HAPYLWEHUMA MNPaBUA HaANeXKallen
KAMHUYECKOWN MPaKTUKU MpU NPOBESEHUN KAMHUYECKOFO UCCAeL0BaHUA NEKapCTBEHHOTO Mpenaparta,
BAMAIOWMX Ha NOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOTO KAMHMYECKOro MCCef0BaHWUA, YKA3aHHbIN
denepanbHbIi opraH UCMOSHUTENBHOM BAACTM NPUOCTAHABAMBAET NPOBEAEHNE AAHHOTO KAMHUYECKOTO
nccnefoBaHUA M BbIHOCUT MEAULMHCKON OpraHn3aummn, B KOTOPOM NPOBOAMTCA AAaHHOE KAMHUYecKoe
nccnefoBaHWe, npeanucaHMe 06 YCTPaHEHUM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MEeAVLMHCKON OpraHusaumeit BblABAEHHbIX HapyWeHWM B YCTAaHOB/IEHHbIM B NPeAnuCcaHuM CPOK
YKa3aHHbI ¢denepanbHbli OpraH MCMNOAHUTENIbHON B/IACTM MPUHMMAET pPeLLeHUE O MpPeKpaLLeHUn
NpoBeLeHMA KIMHUYECKOTO UCCNeA0BaHMA IEKAPCTBEHHOMO NpenapaTa u HanpasaseT B peaepasnbHbIi
OpraH WCMONIHUTENbHOM BAAacTW, OCYWECTBAAWMA GYyHKUMM NO  BbipaboTke W peanusauum
rocyf4apcTBEHHOM MOAUTUKM U HOPMATUBHO-MPABOBOMY PEryiMpoBaHuio B chepe 34paBOOXpPaAHEHMS,
3aK/10YEHME O BbISIBAIEHWUW NPU NPOBEAEHUN JAHHOIO KAMHUYECKOrO UCCNef0BaHMA HapyLeHNN NpaBua
Hag/eXKallel KIMHUYECKON NPaKTUKM SN NPUHATUA pelleHns 06 oTMeHe pa3pelleHma Ha OpraHn3aumio
NnpoBeAeHMA AAHHOTO KAMHUYECKOro MCCAeAO0BaHUA C AaTbl NPUHATUA PELleHUA O NMPUOCTAHOBIEHUM
NpoBeAEeHMA KIMHUYECKOTO UCCAEA0BaHUA JIEKAapPCTBEHHOMO Npenapara.

(yacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

8.2. TMpu npoBeAeHUM KAMHUYECKOTO WCCNeaoBaHMA JIEKApPCTBEHHOrO Mpenapata Ans
MeAULMHCKOro NPUMEHEHMA B C/IyYae YTOYHEHUA (M3MEHEHUA) JaHHbIX, COAEPKaLLNXCA B pa3pelleHnm
Ha npoBeAeHMe AAHHOrO K/JAMHMYECKOrOo WUCCNeAO0BaHWUSA, Ha OCHOBAHWW HaMNpPaBAEHHOIO0 B JINYHbIM
KabuHeT ynonHomouyeHHOro ¢eaepanbHOro opraHa WCMNO/IHUTENbHOM BAacTM B eAMHON cucTeme
obpalLeHna 3aaBuUTeNA, NOAMNMCAHHONO YCUAEHHOW KBAaAMPUUMPOBAHHOM 3/1EKTPOHHOM MOAMNUCHIO, C
NPUNOXKEHNEM MOTMBMPOBAHHOTO OOOCHOBAHWS M AOKYMEHTOB, MOATBEPKAANOLMX HEOOXOAMMOCTb
YTOUYHEHUA OaHHbIX, YMNOJIHOMOYEHHbI ¢denepanbHblii OpraH WMCNONHUTENIbHOW BAAcTU B CPOK, He
NPeBbIWAOWMA ABaALATM BOCbMM paboumx AHel co AHA MOCTYN/JeHWA Takoro obpalueHua, BHOCUT
M3MEHEHMA B pa3pelleHMe Ha NpoBeAeHME KAMHUYECKOrO UCC/IeL0BaHMUA IeKAPCTBEHHOrO npenapaTa
AN MeAMLMHCKOro NMPUMEHEHUS M PeecTp BblAAHHbLIX Pa3pelleHnit Ha npoBeAeHWe KANHMYECKUX
NcCNefoBaHUI NEKAPCTBEHHbIX MPEnapaToB, a TaKXe HanpasaseT B JIMYHbIM KabuHeT 3aaBuTENA B
€4OMHOM cuUCTemMe BbIMUCKY W3 peecTpa BblAaHHbIX pPaspelleHnii Ha MNpoBeAeHUe KAMHUYECKUX
NCCNefOBaHUI  NEKAPCTBEHHbIX MNpenapaToB, MNOAMUCAHHYID  YCUAEHHOW  KBaANMGULMPOBAHHOM
3/1IeKTPOHHOM nognucbto, 1M60 NpMHUMAET peleHne 06 0TKase BO BHECEHUM U3MEHEHWI B pa3pelLeHmne
Ha npoBeAeHMe KAMHUYECKOro WCCNe0BaHMA JIeKapCTBEHHOrO npenapaTta Ana MeauLMHCKOro
NPUMEHEHMA U HanNpPaB/AET B INYHbIN KabUHET 3aABUTENN B eAUHOM CUCTEME 3TO pellieHMe, NoAnncaHHoe
YCUNEHHOWN KBAaNNGULIMPOBAHHOM 3NEKTPOHHOW NOANUCHIO, C YKazaHWeM NPUUYNH OTKasa.

(yacTb 8.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

9. YNonHOMOYeHHbIA denepanbHblii OpraH WCNOAHMTENbHOW BAacTM onybaMKoBbIBAaeT W
pasmewaetr Ha cBoem oduuManbHOM caiTe B ceTn "MHTepHeT" coobuieHMe O 3aBeplleHuw,
NPUOCTAHOBNEHUMU WU MNPEKpPaLLEHUU KANMHUYECKOTO UCCNeL0BaHWUA NEKAapPCTBEHHOMO npenapaTa Ans
MeAMLMHCKOrO MPUMEHEHUS B CPOK, HE MPEBbIWAWMNN NATU Ppabounx AHEeW Co AHS ero nosyyYeHus, B
YCTaHOB/IEHHOM MM NopAAKe.

10. YnonHOMOUeHHbIN deaepanbHbii OpraH MCNOAHUTENLHOM BAACTU OCYLLECTBASET BeAeHue
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peecTpa uccnegosatesiei, NPoBOASALLNX UK MPOBOAUBLUNX KNMHUYECKUE UCCNeL0BaHMA IEKAPCTBEHHbIX
npenapaToB AN MeAWUMHCKOrO NPUMEHEHUs, B COOTBETCTBUM C YTBEPXKAEHHBIMW MM NpPaBUaAaMU U
pasmeLllaeT ero Ha ceoem oduumanbHOM caliTe B cetTu "MHTepHeT" B yCTaHOBNEHHOM MM MOpPALKeE.
YKa3aHHbIN peectp coaepKUT MHGOPMaLUIO, NPeaYCMOTPEHHYO MYHKTOM 3 YacTu 8 HacToALLEeN CTaTby.

11. OtyeT o0 pe3synbTaTax KAWMHUYECKOrO UCCAeN0BaHWA NeKapCTBEHHOro npenapata AnA
MEeANLMHCKOTO NPMMEHEHUA COCTABNAETCA OpraHusaLmeit, yKasaHHOM B YacTu 3 cTatbM 38 HACToALWErO
depepanbHOro 3aKoHa, M NpPeacTaBAAeTCA B YNOJHOMOYEHHbIN deaepasibHbli opraH UCMOAHUTEIbHOMN
B/1ACTW, BbIAABLIMIA paspelleHne Ha npoBedeHMe 3TOro UCC/AeAOBaHWs, B CPOK, He NpeBbllUatoLLnit
ABeHaguaTm MecALEeB CO AHA €ero 3aBeplleHuA, NPUOCTAHOB/IEHUA WAW MPEKPaLLeHUA, B MOPAIKE,
YCTAHOB/IEHHOM YMNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOTHUTEIbHOM BIACTMU.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

12. HapyweHue npaBua HagNerKallel KANHUMYECKOW NPaAKTUMKKU, danbcuduKauma pesynbraTos
KIMHUYECKOro MCCNea0BaHMA IEKAPCTBEHHOMO npenaparta 418 MeguMUMHCKOro NpUMMeEHEeHUA BIEKYT 33
cob6011 OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOAaTeNbCTBOM Poccuiickon deaepauum.

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

13. [lpu npoBeAeHUM KAMHUYECKOrO0 WUCCAedOBaHMA NIeKapCTBEHHOro npenapata A4nAa
MeAULIMHCKOro NpMMeHeHUs AonyckaeTca 3abop y naumeHToB Buonormyecknx matepuanos (06pasLbl
OMONOTMYECKMX KUAKOCTEN, TKAHEW, CEKPEeTOB W MPOAYKTOB U3HeAesTe/bHOCTM Yesl0BeKa,
dU3MONOTNYECKUX U MATONOTUYECKUX BbIAENEHUI, Ma3KoB, COCKOBOB, CMbIBOB, MWUKPOOPraHW3MOB,
6MONCUINHBINA MaTepuan) gna ux usydeHns B Poccuiickon Pegepaumn u (nnm) 3a npegenamm Poccuiickoi
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBo3a 3a npeaenbl Poccuiickon degepaunm
6MOIOrMUYECKMX  MaATepPuanoB, MOJIYYEHHbIX MNpPU  NPOBEAEHUN  KIMHWYECKOro ucciefoBaHUA
JIeKapCTBEHHOrO Mnpenapata Anas MeAULMHCKOro MPUMEHEeHMA, ycTaHaBauBaeTcA [1paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

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

Cratba 41. [loroBop O NpoBeAeHUU KANHUYECKOro UccaeaoBaHUA IeKapCTBEHHOro npenapara
ANA MeAULUHCKOro NnpumeHeHus

1. KnvMHuuyeckoe uvccnefoBaHWe JIeKApCTBEHHOro npenaparta Aada MeAMLMHCKOrO MpUMeHEeHMUs
NPOBOAMTCA B COOTBETCTBMM C LOTOBOPOM O NMPOBELEHUN KINHUYECKOTO UCCEL0BAHNA IEKAPCTBEHHOTO
npenapata AnAa MegMUMHCKOTO NPUMEHEHMA, 3aKAYaeMbiM MEXKAY OpraHusaumein, nosayymsLIel
paspelleHre YMNOJHOMOYEHHOTO ¢enepasbHOr0 OpraHa WCMNOJIHUTE/IbHOM BACTM Ha OpraHWsauumio
NpoBeAeHWA TaKoOro MCCNef0BaHUA, U MEeLULMHCKOW OpraHu3aumeli, ocyLLecTBAAIOWEeN npoBedeHue
TaKOro uccneaoBaHms.

2. JoroBop 0 npoBeAeHUN KAWMHUYECKOro WCCNefO0BaHMA NeKApCTBEHHOro npenapata Ana
MeaANLUUNHCKOIo npumMmeHeHnAa AoN1XKeH coaepaTb:

1) yCnoBunAa n CPpoKM nposegeHnNAa AaHHOIo nccnenoBaHuA,

2) onpegeneHune 06LLI,EI7I CTOMMOCTU nNporpamMmmbl 4aHHOIo nccnenoBaHMA C yKasaHMeEmM CyMMbl,
npep,HasHaqarou.l,eﬁcsi AnAa BblnaaT nccnegoBatenam, CONCciegoBaTesiam,

3) onpepeneHune popmbl NpeacTaBAeHUA Pe3yAbTaTOB AAaHHOTO UCCNEA0BAHNA B YNONHOMOYEHHbIN
denepanbHbIii OpraH UCNONIHUTEIbHOM BNACTM.

CrtaTba 42. duHaHcoBOe obecneueHne KIMHUYECKOro uccnepoBaHUA 1€eKapCcTtBeHHOro npenapara
Ana meagnunHCKOro npymeHeHua
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®unHaHcoBoe obecneyeHne KAUMHUYECKOTO nccnengoBaHMAa NeKapCTtBeHHOro npenaparta  AanAa
MeanLUMHCKOIro npumeHeHnAa OCyLeCTBIAETCA 3a CHET:

1) cpeacTts denepanbHoOro broaxera;

2) cpeAacTB OpraHMsaumii, NOAYUYMBLUMX PaspelleHne Ha OopraHvM3auuio NpoBeAeHuAa AaHHOro
nccnenoBaHWsA, B COOTBETCTBMM C YCIOBMSAMM LOTOBOPA O €ro NPOBEAEHNN;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm CTOUHUKOB.

Cratba 43. MNpaBa NauMeHTOB, YYaCTBYIOWMUX B KINHUYECKOM UCCNe[0BAaHUN NEeKAapCTBEHHOro
npenapara s MegULUHCKOro NnpMMeHeHus

1. YuyacTMe nauMeHTOB B K/AWHMYECKOM UCCNeAO0BaHWW /IeKapCTBEHHOro npenapata  Ans
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbIM.

KoHcynbTaHTlAtOC: NpuMeyaHue.
C01.01.2025 B a63. 1 u. 2 cT. 43 BHOCATCA M3meHeHua (P3 ot 30.01.2024 N 1-d3).

2. MauMeHT MAM ero 3aKOHHbIN NpeacTaBUTENb AO/KEH 6biTb MHPOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTtBeHHOM npenapaTe A1A MEAULUMHCKOTO MPUMEHEHMA U CYLWHOCTU KAMHWYECKOro
nccief0BaHMA 3TOro IEKaPCTBEHHOIO Npenapara;

2) 0 6e30MacHOCTU IEKAPCTBEHHOTO NpenapaTta A1 MeAULMHCKOrO MPUMEHEHMUS, ero OXuUaaemon
3G PEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALNEHTa;

3) 06 YCNoBUAX y4acTnAa nauneHTa B KIMHNYECKOM UCCneoBaHNUMN NeKapCTBEHHOIO npenapaTta AnAa
MeaNLUUNHCKOIo NpuMeHeHNA;

4) O uennm unan uenax n npoaoXKUTENbHOCTU KANMHUYECKOro uUccnegoBaHMA NEKAPCTBEHHOTO
npenaparta ana meanumnHCKoro npumeHeHua,

5) o peicTBMAX nauMeHTa B CAyYyae HenpeaBuAeHHbIX 3OPEKTOB BAMAHMA JIEKAPCTBEHHOrO
npenapara 418 MeAULMHCKOrO MPMMEHEHMS Ha COCTOAHWNE ero 340P0BbS;

6) 06 ycnoBuAx 0643aTeIbHOIO CTPAXO0BAHUA XMN3HW, 340P0BbA NALMUEHT];

7) O TrapaHTHnAax KOHd)MAEHLI,MaﬂbHOCTM y4actmAa nauneHtTa B KJIUWHUYECKOM UccnengoBaHuu
NNIEeKapPCTBEHHOrO nNpenaparta AnAa megnumHCKOro npumeHeHuaA.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2025 u. 3 cT. 43 usnaraetca B HoBow pegakumu (®3 ot 30.01.2024 N 1-P3).

3. ,ﬂ,O6pOBOI’IbHO€ cornacume naumeHTa Ha y4actme B KAIMHN4eCKoOM nccnegoBaHMn neKapcrBeHHoro
npenapata gna MeauumnHCKoro npumeHeHuAa noAarBepXKaaetca ero noanmcbro UanM noannucbko €ro
3aKOHHOTO NnpeacTtaBuUTENA Ha MHd)OpMaLI,MOHHOM NNCTKE NaymneHTa.

4. lMauneHT nnm ero 3aKOHHbIM npeacraBuTesib UMEET NMPaBO OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM
nccnegoBaHMM NeKapCrtBeHHOro npenapata Ana MeauuuHCKOro npumeHeHuAa Ha nobon CTaauun
nposeaeHMA Takoro nccnenoBaHuA.
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B u. 5 cT. 43 BHOCATCA n3meHeHua (P3 ot 30.01.2024 N 1-d3).

5. MpoBeaeHne KANHMYECKOro MccnefoBaHUA NeKAPCTBEHHOrO npenapaTta Aaa MeguuuHCKOro
NPUMEHEHUA C yYaCTUEM B KauyecTBe MauLUeHTOB AeTen AO0MNyCKaeTca TO/IbKO C COrnacua B MMCbMEHHOM
dopme wux poautenen, ycbiHoBUTENEW. [eTM MOryT paccMaTpmBaTbCA B KayecTBe MOTEHLMAsbHbIX
NnaLMeHTOB TaKOro Ucc/ieoBaHMs, TOIbKO €C/IN ero NpoBeAeHne Heob6xoaMMo AN YKpenaeHns 340P0oBbA
Aeten unm NnpoduUNakTMKM MHOEKUMOHHbIX 3a60/1eBaHMIA B AETCKOM BO3pacTe /IMbo ecan Lesbtlo Takoro
nccnefoBaHUA ABAAETCS MOJYYEHNE AAHHbIX O HAUYYLWIEN A03MPOBKE NEeKApCTBEHHOro npenapaTta A
NeyeHna petei. B aTux cnydaax TaKomy WCCNEAOBaHWIO OO0/MKHO NpeaLecTBoBaTh KAMHUYECKoe
nccneaoBaHUe NeKapCTBEHHOro npenapata Aaa MegUUMHCKOrO NMPUMEHEHMA Ha COBEpPLUEHHO/IEeTHUX
rpa)kgaHax, 3a WCKAYEeHMEeM CJlydaeB, €CAM  WUCCNeayemblid  IeKapCTBEHHbIM npenapat  Ans
meanumMHCKOro npmnmeHeHunA npeaHasHayeH NCKNIOYNTENBbHO Aana MCcNnonb30BaHMA
HecoBepLEeHHONETHUMU rpaxKaaHamu.

(8 pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpelwjaeTca NPoBeAEeHUE KAMHWYECKOrO WCCNefoBaHMA JIeKapCTBEHHOro npenaparta Aans
MeAMLIMHCKOro NPUMEHEHNA C Y4acTMEM B KaYecTBe NaLMeHTOB:

1) peTeii-cMpoT M geTel, OcTaBLIMXCA 6e3 noneyeHna pogutenem;

2) KeHWWH B nepuos 6epemMeHHOCTM, KEeHLWWH B Mepuos TrpyaHOro BCKapMAMBAHMA, 3a
WCK/IlOYEHNEM Cy4aeB, eciv MPOBOAMTCA KAMHMYECKOEe WMCCieoBaHME JIeKapCTBEHHOro npenapara,
npeAHa3sHauYeHHOro A/1A YKa3aHHbIX KEeHLWH, NPU YCA0BMM HEOBXOAMMOCTU noaydyeHna nHdopmaumnm
TO/IbKO BO BpemA MNPOBeAEHUA COOTBETCTBYIOLLMX KAMHUYECKUX WCCNEAO0BaHUM WM MPUHATMA Bcex
HeoBXOAMMbIX MEpP MO MCK/AOYEHUIO PUCKA HaHECEeHWA BpeAa XeHulmMHe B nepuod 6epemeHHOCTH,
eHLMHE B Nepnoa, rpyAHOro BCKapMANBaHUSA, Nao4y Unmn pebeHky;

3) BOEHHOC/NYKALLMX, 33 WCK/IIOYEHMEM C/ly4aeB MNPOBEAEHUA KAMHUYECKOro MCCNefoBaHUA
NIeKapCTBEHHOrO npenapaTta, CheuuanbHo paspaboTaHHOro ANA NPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBblYalHbIX CUTyaUUi, NPOPUNAKTUKM U NedYeHus 3aboneBaHuit WM NoparKeHun,
NoJly4eHHbIX B pe3ynbTaTe BO34eNCTBMA HEBNAronpUATHbIX XMMUYECKMX, BUONOTMYECKMX, PAAMALMOHHbIX
¢daKkTopoB. KnnHUyeckoe uccnefoBaHME TAKOrO JIEKAPCTBEHHOrO nperapaTta MOKeT MpPoBOAMTbCA C
Yy4acTMEM B KayecTBe MAUMEHTOB BOEHHOCAYMKALLMX, 32 UCKAOYEHMEM BOEHHOCAYKALWMX, MPOXOLALLMNX
BOEHHYIO Cy*KOy No npu3biBy, c cobatoaeHnemM TpeboBaHWU, YCTAaHOBAEHHbIX HacToAWMM PeaepanbHbim
3aKOHOM B OTHOLUEHUW TPAXKLAHCKUX NNLL;

4) cOTpyAHMKOB NPaBOOXPaHUTE/bHbIX OPraHoB;

5) nuu, oT6bIBaOWMX HaKaszaHWe B MecTax JULEHNA cBObOAbl, a TaKKe NnL, HaxogAaAWMXcA nog,
CTparkei B cneAcTBEHHbIX M30NATOPaX.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B 4. 7 cT. 43 BHOCcATCA M3meHeHus (D3 ot 30.01.2024 N 1-d3).

7. [onyckaeTcAa npoBegeHUe KAMHMYECKOro MuccnefoBaHUA JIeKapCTBEHHOro npenaparta 4na
MeanUNHCKOro npuMmeHeHuna, npeaHasHa4eHHOoro anAa nre4eHna NCUXnYecknx 3a6Ol'IeBaHMl71, Ccy4yactnem B
Ka4yecTtBe NauneHToB /1L, C NCUXNYECKNMU 3a60l'IeBaHMF|MM, NPU3HAHHbIX He,CI,EECI'IOCO6HbIMM B nNopAaaKe,
YCTAaHOB/IEHHOM  3aKOHOA4ATE/NIbCTBOM Poccuitckoi CDep,epau,MM. KnnHunyeckoe unccnepoBaHue
NNEKAPCTBEHHOIO npenaparta B 3TOM C/siy4ae npoBoauTCA NpPpU HaIM4YnNM cornacumAa B NUCbMeHHOM d)opme
3aKOHHbIX I'Ipe,D,CTaBVITefIEVI YKa3aHHbIX L.

Cratba 44. 06s3atenbHoe CTPaxOBaHME KW3HW, 3A0POBbA MNaLMEHTa, YYacTBYIOLLEro B
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KJIMHMYECKOM UCCNef0BaHUMN JIEKapCTBEHHOTO Npenaparta ANA MegULMHCKOro NpUMeHeHuUn
(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHu3auma, MNOAYYMBLUAA pa3pelieHne Ha OpraHM3auuilo npoBeAeHUA KANMHUYECKOro
MccneaoBaHMA IEKAPCTBEHHOro npenapata 414 MeAMUMHCKOro npumeHeHus, obs3aHa B KayecTse
CTpaxoBaTesNAa CTPaxoBaTb PUCK MPUUYMHEHUA Bpeda XW3HM, 340POBbI0 NaUMeHTa B pesyabTate
npoBeAeHUA KAMHUYECKOro UCCAeA0BaHNA IeKapCTBEHHOrO NpenapaTta 414 MeANLMHCKOIo NpUMeHEeHUA
3a CBOW CUeT NyTeM 3aKNUeHMsA A0roBopa 06A3aTeNbHOro CTPaxoBaHus.

2. ObbekTOM 0653aTENbHOrO CTPaxOBaHMA SABAAETCA MMYLLECTBEHHbIN WHTEpec nauueHTa,
CBA3aHHbIM C NPUYMHEHUEM BPe/ia ero }MU3HU UM 340POBbI0 B pe3ybTaTe NPoBeAeHUs KAUMHUYECKOro
nccnenoBaHNA eKapcTBEHHOro Npenapara A8 MeguLMHCKOro NpMMeHeHus.

3. CTanOBbIM Ccnlydaem no aorosopy o0b6na3aTenbHOro CTpaxXoBaHMA ABNAETCA CMepPTb NalUEHTa NN
yxXyglweHue ero 340poBbA, B TOM HMCNE BIEKYLLEE 3a coboli YCTaHOB/NEHUNE MHBAaNNOHOCTHU, NPUN HaAN4Ynm
I'IpM‘-IMHHO-C/'IE[],CTBEHHOVI CBA3N MmexXay HactynaeHmem 3Toro cobbiTna u ydyactmem nauueHtTa B
KIMHN4YECKOM UccneoBaHMn N1eKapCTtBeHHOro npenaparta.

4. TpeboBaHMA O BO3MELLEHUW Bpeaa, MPUUMHEHHOTO KM3HW WAM 300POBbI0 MaLMEHTa,
NPeabaBAAIOTCA B TEYEHMEe CPOKOB  WCKOBOM  AA@BHOCTWM,  YCTAHOB/EHHbIX  FPaKAaHCKUM
3aKOHOAATe/IbCTBOM.

5. Pasmep cTpaxoBoW BbINiaTbl Mo A0roBopy 06A3aTe/IbHOro CTPaxoBaHWUA COCTaB/AET:

1) B C/ly4ae CMepTHn nauneHTa asa MUIJIMOHA py6ne171 Ha KaxXa4o0ro naumneHta, yd4actBoBaBLUErNo B
KTMHNYECKOM UCCnegoBaHNUN NEKAPCTBEHHOIO nNpenapara,

2) Npu yxyALeHnn 340P0BbA NaLMEHTa:

a) nosneKkwem 3a cobo yCTaHOBNEHWE MHBAANAHOCTM | rpynnbl, OANH MWUIINOH NATLCOT ThbICAY
pybnein Ha KaKgoro naumMeHTa, Y4acTBOBAaBLUEIO B KJAMHWMYECKOM WCCNef0BaHMM NeKapCTBEHHOro
npenaparta;

6) nosnekwem 3a coboli ycTaHoBAEHWE MHBAaAUZHocTV Il rpynnbl, oAMH MWAAWOH pybnel Ha
KayK[0ro nauueHTa, y4acTBOBaBLLErO B KIMHUYECKOM UCCe0BaHNM IEKAapCTBEHHOMO Npenapara;

B) noB/iekwem 3a coboli ycTaHoBNeHWe MHBanuaHoctu Il rpynnbl, NATLCOT Thicay pybnel Ha
KaXk4o0ro naumeHTa, y4acTBOBaBLLErO B KNMHNYECKOM UCCAeA0BaHNM IeKapCTBEHHOro Npenapara;

r) He nosneKwem 3a cobolt ycTaHOBAEHUA UHBAIMAHOCTU, He Boslee Yem TPUCTa ThbicaY pybeit Ha
KaK[0ro naumMeHTa, y4acTBOBaBLUEr0O B K/IMHNUYECKOM UCC/eA0BaHUMN NeKapCTBEHHOMO Npenapara, Mcxoas
M3 HOPMaTMBOB, OTPAXKAlOLWMX XapaKTep U CTeneHb NOBPEeKAEHMA 3[40PO0BbA, a TaKke (aKTUYeCKu
NOHECEHHbIX NAaLMEHTOM PacxoA0B, Bbi3BaHHbIX MOBPEXAEHUEM 340P0BbA, Ha MEANLMUHCKYIO MOMOLLb,
npuobpeTeHne NeKapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuay ¢ 1 utona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-P3.

7. CpOK A0oroesopa obasatenbHoro CTpaxXoBaHMA He MOXKeT 6bITb mMmeHee, 4em CPOK npoBeaeHunA
KTMHNYECKOro nccnegoBaHnAa N1eKapCTtBeHHOro npenaparta.

8. Ycnosus A0rosopa obAsaTenbHOro CTpaxoBaHMA, B TOM 4YUCNe CTpaxoBble TapVId)bI no
o6ﬂ3aTeanomy CTpaxoBaHUIO, NepedvyeHb HeO6XO,CI,MMbIX AOKYMEHTOB /14 OCyLWeCTBNEHUA CTanOBOVI
BbIiNaTtbl, NOPAAOK YCTAaHOBJIEHUA CTpaxoBatenem WHAUBUAOYANbHOIO VI,CI,eHTVId)MKaLI,VIOHHOFO KOAda
nauyneHTa, nopAg0K VIHd)OpMVIpOBaHl/I‘iI CTpaxoBaTenem CTpaxoBLwMKa O NpUB/IEYEHHDbIX K KZIMHNYECKOMY
nccnegoBaHUIO NEKAPCTBEHHOrO npenapata Ana mMmeaunumHCKOro npmmMmeHeHuA nauueHTax, nopAaaok
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ynnaTbl CTPaxoBoW NpeMnun, NopAAOK peannsaumm onpeaeneHHblx HactToawmm deaepanbHbiM 3aKOHOM
n apyrumn deaepanbHbIMM 3aKOHaMM MpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06a3aTesibHOro
CTPaxoBaHMA, a TaKKe HOPMATUBbI, OTpPaKaloWMe XapaKTep W CTeneHb NOBPEXKAEHWUA 340PO0BbS,
YCTaHaB/MBAOTCA TUMOBbIMM NPaBMUAaMU 0643aTeIbHOIO CTPAXOBaHUSA.

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

9. B cnyyae npuyuMHEHMA Bpeaa KM3HM NaLUMeHTa, y4acTBOBaBLUEro B KAMHUYECKOM UCCel0BaHNM
JIeKapCTBEHHOrO npenaparta, Bbirogonpuobperatenamm Mo A0roBopy o6s3aTenibHOro CTpaxoBaHuWA
ABNAIOTCA rpakjaHe, MMelollMe NpPaBo Ha BO3MellleHVMe Bpeda B C/ydae CMepTUM KopmMuabLa B
COOTBETCTBUU C rparkAaHCKMM 3aKOHOA4ATeNbCTBOM, NPU OTCYTCTBMU TaKUX rpaxKaaH - poauTenu, cynpyr,
AeTW ymepLlero nauneHTa, y4acTBOBaBLIErO B KIMHUYECKOM UCCNeloBaHUM IeKapCTBEHHOrO Npenapara,
B C/ly4yae CMepTU NaumeHTa, y4acTBOBaBLUIEro B KAMHNUYECKOM NcCAea0BaHUM 1eKapCcTBEHHOro npenapara
M He MMEBLLEro CamMoCTOATENbHOIO A0X04a, - FparkdaHe, Ha WXXAMBEHUWM KOTOPbIX OH Haxoguaca, B
OTHOLWIEHUM BO3MELLEHNA pPacxofoB Ha norpebeHMe nauMeHTa, y4acTBOBABLLUEIO B KAMHUYECKOM
nccnenoBaHNM NeKapcTBEHHOro NpenaparTa, - ML, NOHecllee TakMe pacxobl.

10. CrpaxoBaa BbiniaTa B CYeT BO3MElLEHMs BpeAa, MPUUMHEHHOTO XM3HW nNauueHTa,
Y4YacTBOBABLUEro B KAMHUYECKOM MCCNEA0BaHUN IeKapCTBEHHOro npenapara, pacnpeaenaerca MexKay
BbirogonpuobpeTaTeNaimm NPONOPLUOHATbHO X KOIMYECTBY B PaBHbIX A0AX.

11. Mpwu HacTynaeHUM CTPaxoBOro C/ay4Yas NauMeHT, Y4aCTBOBABLLMIA B KIMHUYECKOM UCCNed0BaHUM
JNIeKapCTBEHHOrO  npenapaTta, BbirogonpuobpeTtatens BNpaBe MNpeabABUTb  HENOCPEACTBEHHO
CTPaxoBLMKy TpeboBaHME O BO3IMELLEHUN NPUYMHEHHOTO Bpeaa. CTpaxoBas BbiM/aTa OCYLLeCcTBAAETCS
CTPaxoBLMKOM B TeYEHME TPMALATU AHEN CO AHA NPeACcTaBAeHNs HEOHBX0AMMbIX AOKYMEHTOB. MaumeHT,
Y4YacTBOBABLLMM B KIMHMYECKOM UCC/IeA0BaHNKN 1EKAPCTBEHHOIO NpenapaTa, Uau BbirogonpuobpeTaTenb
06A3aH COOOWMTL CTPaxXOBLIMKY ANA OCYLECTBNEHUSA CTPaxoBOW BbINAATbl  MHAWUBUAYAbHbIN
MAEHTUPUKALUMOHHBIA KOA MauWMeHTa, YCTaHOBJIEHHbIA CTpaxoBaTe/ieM B COOTBETCTBMWU C TMMOBbIMM
npaBunamm o06s3aTesIbHOro CTPaxoBaHUA.

12. Jo nonHoro onpeaesneHua pasmepa Mnoa/exallero BO3MELLEHMIO Bpeaa CTPaxoBLUMK MO
3aABAEHMIO NALMEHTA, Y4acTBOBABLLEIO B K/IMHWUYECKOM UCCAeA0BaHMM IEKAapPCTBEHHOTO Npenapara, uam
3aABAEHMIO BbirogonpuobpeTaTens BNpaBe OCyLWEecTBUTb YacTb CTPAXOBOW BbINaaTbl, COOTBETCTBYHOLLYHO
daKTUYecKM onpegeneHHOM YacTn NPUYMHEHHOrO Bpeaa.

13. CTpaxoBas BbiN/iaTa B COOTBETCTBMU C LOFOBOPOM 0653aTeNbHOr0 CTPaxoBaHWUA OCYLLeCTBAAETCA
HEe3aBMCMMO OT BbINAAT, MPUYUTAIOLLMXCA MO APYTMM BUAAM CTPaXoBaHMA.

14. He ponyckaeTcAa yyacTMe NauveHTa B NPOBeAEHUU  KIMHUYECKOro ucciaenoBaHuA
JIeKapCTBEHHOrO NpenapaTa Npu oTCYTCTBMM A0rOBOPa 065A3aTebHOIO CTPaxoBaHMUA.

15. KOHTpO/b 3a MCMOAHEHMEM OpraHusauuen, MNoyyMBLIEN paspelleHWe Ha OopraHuM3auumio
nNpoBeAeHNA KAMHMYECKOrO MCCNeAO0BaHMA  NEeKapCTBEHHOro Mpenapata  Ans  MeAWMUMHCKOro
NPMMEHEHMA, YCTAHOBAEHHOM HacToAWeN cTaTbeit 06s3aHHOCTM Mo obsA3aTeslbHOMY CTPaXxOBaHWIO
KM3HM, 3[0pOBbA NaLMeHTa, yyacTBylolero (yyacTBOBaBLUErO) B K/JAMHWYECKOM MUCC/EA0BaHUM
NIeKapCTBEHHOTO  npenapaTa,  OCYWECTBAAETCA  YMOJHOMOYEHHbIM  deAepanbHbiM  OpraHoOM
WCMONHUTENbHOW BNACTM, BblAABWMM paspelleHMe Ha NPOBeLEeHWE KAWHUYECKUX UCCAefoBaHWi
NleKapCTBEHHbIX NPenapaToB A1 MeSULMHCKOTo NPUMEHEHMUS.

Fnhasa 8. NTPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoACTBO IeKAPCTBEHHbIX CpeacTs
1. Npon3BoACTBO /IEKAPCTBEHHbIX CPEACTB AO/KHO COOTBETCTBOBATb TpeboBaHWMAM npaBua

Hag/nexallen npoM3BOACTBEHHOM MNPAKTUKM, YTBEPNKAEHHbIM YMNOAHOMOYEHHbIM deaepasnbHbIM
OpraHoOM UCMOIHUTENbHOM BnacTn. OcobeHHOCTM nepexoaa NPoM3BOACTBA OTAE/bHbIX EKAPCTBEHHbIX
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CpeacTB K UX NPOU3BOACTBY B COOTBETCTBUM C TPeBOBaHUAMM NPABUA HaANeXKalllelh NPOU3BOACTBEHHOM
NPaKTUKN ycTaHasnmBaloTca [paButenbctBom Poccuiickon depepaumn. Bblgada 3aKkao4eHU o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBuA  HagafaexKallen
NPOW3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3ynbTaTamM WHCMEKTUPOBAHWA Npou3BOAUTENEN
JIeKapCTBEHHbIX CPEACTB B NOpAAKe, ycTaHOBAeHHOM [pasuTenbctBom Poccuinckoit ®epepaumm. Pasmep
naaTbl 3a Bblgayy 3aKJOYEHUA O COOTBETCTBMU MPOM3BOAMUTENA IEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM
npaBun Hagafnexallei nNpousBOACTBEHHOM MPaKTUKM ycTaHasnauBaeTcAa [pasutennctBom Poccuiickoit
depepaunn. MopasoK OpraHM3aLUM U NPOBELEHUA MHCNEKTUPOBAHMA NPOM3BOAMTENEN NEKAaPCTBEHHDIX
CpeAcTB Ha cooTBeTcTBME TpeboBaHMAM nNpaBua  Haaje)kalen npou3BOACTBEHHOW MPAKTUKK
ycTaHaBamBaetca MNpasuTtenbcTtBom Poccuiickoit Peapepaunu.

(B peq. PepepanbHbix 3aKkoHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-$3, 01 22.12.2014 N 429-93)

2. Tpou3BOACTBO NEKapCTBEHHbIX cpeacTs B Poccuiicko ®Pepepaunmn  ocyllecTeafeTca
NPOW3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MUMEKOLWUMU NNLEH3UIO HA NPOU3BOACTBO SIEKAPCTBEHHbIX
cpeacts. MNoAaTBeprKAeHME COOTBETCTBMA /MLEH3MATA NPaBMAaM HaA/ieXallei npousBoACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PaMKaX JIMLLEH3MOHHOTO KOHTPO/A B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoit Pegepaumm ¢ yueTom 0COBEHHOCTEM, YKa3aHHbIX B 4acTh 1 HacToALWEN CTaTbMU.

(8 pea. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2.1. OnAa ueneit NMLEH3NPOBAHMUA NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB A/ MeANUMHCKOro
NPUMEHEHUA U MHCNEKTUPOBAHUA CybbeKTOB Ob6palleHUs IeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  MpPaBU/  Had/ieXalleh MPOU3BOACTBEHHOM  MNpakKTUKU  dedepanbHbii  OpraH
WCNOJIHUTENbHOM  BAACTW, OCYLLECTBAAOWMIA  TFOCYAAPCTBEHHYIO  PErncTpaumio  JIeKapCTBEHHbIX
npenapaTtoB AN MeAULMHCKOrO NPpUMEHEHUs, NpeaocTaBaseT peaepasbHOMY OpraHy UCMOHUTENbHOM
B/1AaCTW, ocyllecTBasowemy peaepasnbHbli rocyaapCTBEHHbIN NNLEH3UOHHbIA KOHTPO/Ib AeATENIbHOCTHU
Nno NPou3BOACTBY SIEKAPCTBEHHbIX CPEACTB ANA MeANLNHCKOro NPUMEHeHMA, No ero 3anpocy B pamKax
MeXBeJ0MCTBEHHOIro MHPOPMaLMOHHOTO B3aMMOAENCTBMA B NOPAAKE, YCTAHOBEHHOM deaepanbHbiM
OpPraHoOM UCMOIHUTENbHOM BAACTU, OCYLLECTBAAIOWMM NMLLEH3NPOBaHME NPON3BOACTBA NEKAPCTBEHHbIX
CpeacTs Ana MeAULMHCKOrO NpUMeEHEHMA, U deaepanbHbIM OpPraHOM WCMONHUTENbHOW BAacTy,
OCYLLECTBAAOWMUM rOCYAapCTBEHHYIO PErucTpaLmio NeKapCTBEHHbIX NpenapaTtoB AnA MeauLMHCKOro
NPpUMeHeHuA, cneayolliMe cBeAeHUA O NEeKapCTBEHHbIX CpeacTBax (B TOM YMcie B C/yyae, eciu Takue
CBeAEHMNA COCTaBNAIOT KOMMEPYECKYIO TaliHy):

1) B oTHOWEHUM hapMaLLEBTUYECKOMN CyBCTaHLMMN MK papMaLLeBTUYECKUX CyBCTaHLMM, BXOAALMX
B COCTaB /IEKapCTBEHHOrO npenapara (3a uckaouyeHnem bapmaLeBTUHECKUX CyBCTaHUMM, BKIIOYEHHDbIX B
rocyAapCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeAcTB B COOTBETCTBMM CO CTaTheid 34 HacToAuLero
denepanbHOro 3akoHa):

a) HaumeHoBaHKe dapmaLEeBTUYECKONM CybCTaHLMK, ee CTPYKTypa, obLime CBOICTBa;
6) HaumeHOBaHWe ¥ aapec NPOU3BOAUTENS;

B) TEXHONOINMA Npon3sBoAacTtea C onnCaHnem CTa/.'l,Mﬁ npon3soAacTBa U MEeTOA0B KOHTPO/1A Ha BCEX
CTaaAnAX NpounsBoacCTBa;

r) onucaHue paspaboTku Npouecca NPoM3BOACTEa;

[l) onucaHne KOHTPOAA KPUTUYECKUX CTaAMIM NPOM3BOACTBA U NPOMEKYTOUHON NPOAYKUMHK;
€) LOKYMeHTa/lbHOoe NoATBepKAeHWe (Bamaauma) NpoLeccoB 1 (Mn) Ux oLeHKa;

) CBOIMCTBa M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XapaKTepuCTMKa npumecen;

1) cneunomkauma Ha bapmaueBTUYECKYO CybCTaHLMIO U ee 060CHOBaHME;
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K) aHaNUTMYeCKMe METOAMKM, MWCMOoAb3yemble NPU  OCYLLECTBJEHUM KOHTPOAA KayecTsa
dapmaueBTMUECKOM cybcTaHLMu;

N) AOKYMeHTa/ibHOoe NoATBepKAeHWe (Bainaaumns) aHaIMTUYECKUX METOAMK, UCNOAb3yeMbIX Npu
OCYLLECTB/IEHUWN KOHTPO/IA KayecTBa dapmaLeBTUYecKol cybctaHumu;

M) pe3ynbTaTbl aHann3a cepuii dapmaLleBTUYECKOM CybcTaHUUu;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNOJIb3yeMbIX NPU OCyLLECTBNEHUN KOHTPOA
Ka4ecCTBa;

0) OMMCaHMe XapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTEPNaoB U YKYNOPOYHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTU hapmaLleBTUYECKOW CybcTaHLUu;
p) CPOK roaHoCTY;

2) B OTHOWeEHUN hapMaLEeBTUYECKMX CYBCTaHLMI, BXOAALWMX B COCTAB JIEKAPCTBEHHOrO Npenaparta
N BKAKOYEHHbIX B FOCYAapPCTBEHHbIA PEecTp JIeKapCTBEHHbIX CPeacTB B COOTBETCTBMM CO cTaTbel 34
HacToAwero ®enepanbHOro 3aKoHa:

a) HaumeHoBaHWe dpapmaLeBTUYECKOl cybcTaHLMK, ee CTPYKTYypa, obLiue CBOICTBa;
6) HaMmeHoOBaHMe 1 aapec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHaNM3a cepuit papmaLeBTUUYECKon cybcTaHumy;

r) cpoK rogHocTy;

3) B OTHOLLEHUN NEeKapCTBEHHOTrO NpenapaTa 414 MeANLUHCKOTo NPUMEHEHNA:

a) onucaHme 1 CoCcTaB NeKapcTBEHHOro NpenapaTa 414 MeANLUHCKOro NPUMEHEHNS;

6) onucaHve dapmaueBTMUEcKOl pa3paboTku (obocHoBaHMe BbibOpa coOCTaBa, MEePBUYHOM
YMaKoBKM);

B) TexHonorma nNnpomn3soacTea C onncaHnem CTaLI,MVI npon3sBoacTBa U MeTOA0B KOHTPO/IA Ha BCeEX
CTaanAX NponsBoacCTBa;

I') OMNMnCaHme KOHTPOIA KPUTUYECKUX CTaﬂ,MVI npouecca npoussoacrtea M npomemyTquoﬁ
npoayKLmMu;

A1) HaMmeHoBaHMe M aApec MecTa OCYyLLLeCTBeHNA NPON3BOACTBA SIeKapCTBEHHOro npenapaTa Ans
MEANUMHCKOTO MPUMEHEHMA (B C/lyyae HaAMuMsA HECKONIbKMX YYaCTHMKOB Mpolecca Npou3BOACTBa
YKa3blBaeTCA KaXKAbli U3 HUX);

e) papmaLeBTMUYECKAnA COBMECTUMOCTb;

) MUKpoBUONOrMyecKkue xapakTepucTuKK;

3) MaTepuanbHbIn banaHc AN NPOU3BOACTBA CEPUM TOTOBOrO NPOAYKTA;

1) onucaHue xapakTepUCTUK 1 CBOMCTB YNaKOBOYHbIX MaTepPUanoB 1 YKYNOopPOUHbIX CPeacTs;

K) lOKYyMeHTaNbHOe NoATBepKaeHue (Bannaaumsa) npoLeccos NponsBoACcTBa U (MK) UX OLEHKa;

I'I) TpeGOBaHVIFI K Ka4eCTBy BCNOMOTraTe/ibHbIX BEW,ECTB;



M) dHaAnTn4yeCcknme mMmMeToaukn, wucnonbsyemble nNpu  OCywecCTB/IEHUN KOHTPOA KadecCTBa
BCNOMOraTte/ibHbIX BELWECTB;

H) IOKYMeHTaibHOEe NOATBEPXKAeHMe (BanMaaLumna) aHanUTUYECKMX METOAMK, UCNONb3YEMbIX NPU
OCYLLECTB/IEHUN KOHTPO/IA KaYecTBa BCMOMOTraTe/1bHbIX BELLECTB;

0) nHdopmauma 06 MCNOAb30BAHMN BCMOMOTaTE/IbHbIX BELLECTB YE/0BEYECKOrO U KMUBOTHOMO
NPOUCXOXKAEHNSA;

FI) MHd)OpMaLI,Mﬂ 06 UCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLecCTs,

p) TpeboBaHMA K KayecTBy J/IeKApPCTBEHHOrO MpenapaTa A4 MeAMUMHCKOro MpUMEHeHUA
(cepTndukar, cneumdmkaLma Ha NeKAapPCTBEHHbIM NpenapaT n ux o6ocHOBaHUe);

C) aHanuUTUYecKMe MeTOAMKKW, WCMOoJib3yemble TMpM  OCYLLECTBNEHUM KOHTPOAS KadyecTsBa
JIEKapCTBEHHOrO npenapara aasa MeauuMHCKOro NPUMEHEHMUS;

T) OKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaUTUYECKMX METOAMUK, UCMOIb3yeMbIX Mpu
OCYLLECTBNEHNN KOHTPOIA KayecTBa JIeKapCTBEHHOro npenaparta AN MeAULUMHCKOro NpUMeHeHUs;

Y) pe3ynbTaTbl aHAIM30B CEPUIA IEKAaPCTBEHHOTO NPenapaTta Ans MeAULMHCKOro NPUMEHEHMS;
&) XxapaKTepuUcTMka npumece;

X) nepeyeHb CTaHOAPTHbIX 06pPa3L0B, UCMO/Ib3yeMbIX MPU OCYLLECTBNEHUM KOHTPOJIA KayecTBa
JIeKapCcTBEHHOrO npenapaTta A8 MeANLMHCKOTO NPUMEHEHUS;

L) AaHHble 0 CTabUAbHOCTM IeKapCTBEHHOTO Npenapara g8 MeguUMHCKOTro NPUMEHEHMA.
(yacTb 2.1 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. Mpon3BoACTBO NEeKapCTBEHHbIX CPeACTB OCYLLeCTBAAETCA C CO6I'IIOLI,€HM€M Tpe6OBaHMl7I
NPOMbILWINEHHOIO pernameHTa, KOTOprVI yTBEpPXAAEeTCA pyKoBoAUTENEM NPOU3BOANTENA NEKAPCTBEHHbIX
cpeaocte M BK/AKOYaeT B cebn nepeyvyeHb UCNO/b3yeEMbIX d)apMaLI,EBTW-IECKMX CY6CTaHLl,VIl7I n
BCNOMOraTe/ibHbIX BeWECTB C YKa3daHWeEM KOJIMYECTBA KaxXAoro m3 HWUX, AaHHble 06 Mcnosibayemom
OﬁOpy,Cl,OBaHVIVI, onncaHMe TexXHO/I0OrM4eCKoro npouecca M MeToaoB KOHTPONA Ha BCexX 3Tanax
Npon3BoACTBa 1IEKAPCTBEHHbIX CPeACTB.

4. Mpy NpoN3BOACTBE JIEKAPCTBEHHbIX MPenapaTos 418 MeANLUMHCKOro MPUMEHEHMA UCNO/Ib3YIOTCA
dapmauesTuyeckme cybCcTaHLMKM, CBeAEHWA O KOTOPbIX COAEPXKaTCA B rOCyAapCTBEHHOM peecTpe
NEKapCTBEHHbIX CPeACTB  AfA  MeAMUMHCKOro  NpumeHeHna 1 (Man)  eamMHOM  peectpe
3aperucTpupoBaHHbIX IEKAPCTBEHHbIX CPeACTB EBPa3MiiCKOro 3SKOHOMMYECKOTO COH03a, 33 UCK/IoYEHNEM
dbapmaueBTUYECKMX CyBCTaHLMI, MPON3BOAUMbIX A8 NPOBEAEHUA KINHUYECKUX UCCea0BaHUI U (uau)
ANA 3KcnopTa. [pu NpPoM3BOACTBE /IEKAPCTBEHHbIX CPEACTB A/ BETEPMHAPHOTO NPUMEHEHUA
Mcnonb3yoTca GpapmaueBTUyeckne cybeTaHumMM, CBEAEHMA O KOTOPbIX COAEPKATCA B rOCyAapCTBEHHOM
peecTpe fIeKapCTBEHHbIX CPEACTB A4 BETePUHAPHOro NpUMeEHeHun, 1 (MIK) rocyaapcTBEHHOM peecTpe
NEeKapcTBEHHbIX CPeACTB  ANA  MeAMUMHCKOro  npuMeHeHusa, U (Muan)  eauMHOM  peecTpe
3aperncTpupoBaHHbIX BETEPUHAPHbLIX JIEKAPCTBEHHbIX MpenapatoB EBPasMiCKOrO 3KOHOMMYECKOro
col3a, M (MaM) eaMHOM peecTpe 3aperMcTpUpoBaHHbIX /IeKApPCTBEHHbIX cpeacTs EBpasuiickoro
3KOHOMMYECKOro COl03a, 33 WCKAUYeHMeM QapmaLeBTUYECKMX CybCTaHuMiA, MPOM3BOAMMbIX ANA
NpoBeAeHNA KAMHUYECKMX WcCaedoBaHuiA M (Man) ans skcnopta. K npoueccy npousBoacTsa
dbapmaueBTUYeCcKoi cybCcTaHLMM OTHOCATCA Ntobble CTaanM TEXHOIOMMYECKOro NpoLecca, No3soasoLme
MONYYMTb FOTOBLIM MNPOAYKT, COOTBETCTBYIOWMI TpeboBaHNAM dapmMaKonenHol cTaTbu, B TOM uncne
dbepmeHTaumA, IKCTPAKLUMA, OYUCTKA, Bble/eHNe, NePEeKPUCTANAN3aLmMA, BbICYLUIMBAHME, U3ME/IbYEHNE.
B cnyyae HeobX04MMOCTM MCMOSIb30BAHMA 3TWIOBOTO CMMPTa, B TOM uucie ¢apmaLeBTUYecKomn
cybCcTaHUMM cnupTa 3TMOBOrO (3TaHoMA), MPM NPOM3BOACTBE JIEKAPCTBEHHbIX CPeACTB B KayecTBe
AeNCTBYIOLLEro 1 (Mn) BCMOMOraTe/IbHOrO BELLECTBA, a TaK¥Ke B MHbIX TEXHO/IOTMYECKUX LeNAX OO/IKHa
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6bITb MCMO/Ib30BaHa TO/IbKO dpapmaleBTUYecKas cybcTaHUMA cnnupTa 3TUI0BOrO (3TaHonN).
(8 pen. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, ot 27.12.2019 N 481-
®3, 071 24.07.2023 N 341-93)

4.1. lMepeyeHb NEKAPCTBEHHbIX MNPenapaToB ANA MeAUUMHCKOro NpUMeHeHWA, B OTHOLWEHWUU
KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K 06bemy Tapbl, YNakoBKE W KOMMNAEKTHOCTWU, NepeyeHb
JNIEKAPCTBEHHbIX NPENapaToB A1 BETEPUHAPHOTO NPUMEHEHMUA, B OTHOLLEHUM KOTOPbIX YCTAaHAB/IMBAKOTCA
TpeboBaHMA K obbemMy Tapbl, a TaKXe TpeboBaHWA K 0b6bemy Tapbl, YNaKOBKE W KOMMAEKTHOCTU
JIEKapCTBEHHbIX MPEenapaToB A4a MeAUULMHCKOro MpUMeHeHus, TpeboBaHMA K ob6bemy Tapbl
NIeKapPCTBEHHbIX MNpPenapaTtoB ANA BETEPUHAPHOrO MPUMEHEHUA ONpPeaenArTCA COOTBETCTBYHOLLMMMU
YNONHOMOYEHHbIMU defepanibHbIMU OpraHamMM UCMOJIHUTENIbHOM BNACTM B NOpPSAAKE, YCTAHOBNEHHOM
MpaBuTenbcteom Poccuiickoi deaepaumm.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLLeCTBAAIOWME NPOU3BOACTBO dapmaLeBTUYECKON cybcTaHUuMM cnmpTa
3TUNOBOrO (3TaHOMA) ANA MPOM3BOACTBA CMMPTOCOAEPNKALLMX JIEKAPCTBEHHbIX MpPenapaTos, 06A3aHbl
OCYLLECTBNATb YYeT B NOPSAAKE, YCTAaHOBNEHHOM cTaTbsimu 8 U 14 depepanbHOro 3akoHa oT 22 Hos6psA
1995 roga N 171-®3 "O rocyaapcTBEHHOM pPery/iMpoBaHnmM Npon3BoacTsa U 060poTa 3TUI0BOIO CNUPTA,
a/NIkOroNIbHOW U cnupToCoAepXallein npoaykuMm u o6 orpaHuyeHun noTpebneHua (pacnutus)
afNKoronbHoM npoaykumn". NMpounssoactso dpapmalleBTUYECKOW cybcTaHLUMM cnMpTa 3TUI0BOrO (3TaHoNa)
OONYCKaeTca TO/IbKO OpraHusaumen, OCyLLecTBAAIOLWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TMUIOBOTO
CNMpPTa M3 MULLEBOTO CbipbA Ha OCHOBAHUM JINLEH3UM HA MNPOU3BOACTBO 3TWUIOBOrO ChNMpTa A/
npoussoacTBa ¢apmaueBTUYECKOW CybCcTaHUMM CnMpTa 3TUIOBOTO (3TaHoNa) B COOTBETCTBUM C
TpeboBaHMAMN PepepanbHOro 3akoHa oOT 22 HoAbpa 1995 roga N 171-®3 "O rocygapcTtBeHHOM
peryanMpoBaHnMM NpomM3BoOACTBA M 0OOpOTa 3TMNOBOFO CAMPTA, aNKOFOJIbHOM M CAMPTOCOAEPMKALLEN
npoaykuMM M 06 orpaHUYeHUM noTpebneHus (pacnuTma) ankoronbHoOW npoayKumm', metogom
pa3sBefeHns BOAON OYMLLEHHOM TaKOro 3TUI0BOrO CNMPTa, NPOU3BELEHHOIO AAHHOW OpraHu3aLmen no
MEeCTY OCyLLEeCcTBAEHNA NPOM3BOACTBA papMaL,eBTUYECKOM cybCTaHLMM ciMpTa 3TUA0BOrO (3TaHONa).
(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. HamBuayanbHble NpegnpuHUMaTENN U OPUANYECKME NINLA, OCYLLECTBAAIOWME 3aKYMNKY U
Mcnonb3oBaHWe dapmaLLeBTUYECKOM CybCTaHLMM cnMpTa 3TUI0BOTO (3TaHOANA), @ TaK¥Ke NPOM3BOACTBO,
nsrotosaeHne u (namM) o060poT (33 WCKAOYEHMEM PO3HUYHOM MPOAANKM) CMNUPTOCOAEPIKaLLMX
JNIeKapCTBEHHbIX NPenapatoB, 00f3aHbl OCYLWECTBAATbL WX Yy4eT W AeKAapupoBaHWe B NOPAAKE,
YCTAHOB/IEHHOM cTaTbaMM 8 M 14 depepanbHOro 3akoHa ot 22 Hoabpa 1995 roga N 171-93 "O
rocygapcTBEHHOM perysiMpoBaHMM NPOM3BOACTBA M 060OpOTa 3TMNOBOFO CMMPTA, aAJIKOTO/IbHOM M
cnupTocoaep Kalei NpoayKuumn 1 06 orpaHuYeHMm noTpebaeHns (pacnmuTmna) ankoroibHoOM NpoayKumn'.
(yacTb 4.3 BBegeHa deaepanbHbiM 3aKoHOM 0T 29.07.2017 N 278-93)

4.4. Tlpy nNpou3BOACTBE JIEKAPCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOIO MNPUMEHEHUA
JONYCKAeTcaA WCMO/Ib30BaHWE NPOM3BEAEHHbIX ANA peanu3auum dpapmaueBTUYeckux cybctaHumi,
BKJ/IIOYEHHbIX B FOCYAApPCTBEHHbLIA PeecTp JIEKAPCTBEHHbIX CPeACTB YNOAHOMOYEHHbIM deaepanbHbiM
OpPraHOM  UCMONIHUTENIbHOM  BNACTM, OCYLLECTBAAKOWMM BeAeHWe [oCcyAapCTBEHHOro peecTtpa
JIeKapCTBEHHbIX CPEACTB A/1A MEANLNHCKOrO NPUMEHEHNA.

(yacTb 4.4 BBepeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPou3BOACTBO:

1) neKapCcTBEHHbIX CPEeACTB, CBEAEHMA O KOTOPbIX HE COAEP)KATCA B rocyLapCTBEHHOM peecTpe
NEKapCTBEHHbIX CPEeACTB AN MeAWULMHCKOTO MpUMEHeHUs, U (UaM) TrocyZapCTBEHHOM peecTpe
NEeKapCTBEHHbIX CpPeacTB A/ BETEPUMHAPHOTO  MpUMeHeHua, W (M)  eauHoOm  peectpe
3aperucTpupoBaHHbIX IEKAPCTBEHHbIX CcpeacTB EBPasniicKOro 3KOHOMUYECKOTO COt3a, U (Man) eanHom
peecTpe  3apervcTpupoBaHHbIX  BETEPUMHAPHbLIX  JIEKAPCTBEHHbIX  npenapaToB  EBpaswuiickoro
3KOHOMMYECKOro COH3a, 33 MCKNKYEHWEM NEeKAPCTBEHHbIX CPeacTB, NMPOU3BOANMbBIX ANS NPoBeAeHus
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KAMHUYECKUX UCCneaoBaHM UAM ANa 3KCNopTa;
(n. 1 8 pea. PepepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbcnpULMPOBAHHbBIX 1EKAPCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX cpeacTs 6e3 NNLEH3UU Ha NPOU3BOACTBO 1EKAPCTBEHHbIX CPEeACTB;

4) NEKapPCTBEHHbLIX CpeacTtB C HapyweHuem npasusi OpraHmM3aumMn npoumsBoactBa M KOHTPOAA
Ka4yecCTBa /IEKapCTBEHHbIX CPEACTB,

5) ytpatun cuny. - PegepanbHbiii 3akoH oT 27.12.2019 N 481-03;

6) cnupTocogeprKalmnx NeKapCcTBEHHbIX NPenapaTtoB MO MeCTy OCYLLEeCTB/IeHUs NpPOW3BOACTBA
dapmaleBTMYECKON CybCTaHUMM cnnpTa 3TUOBOrO (3TaHona) U (MAK) MO MecCTy OcCylLLEeCTBAEHUS
Nnpoun3BoACTBa 3TU/IOBOTO CNUPTA;

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.

depepanbHbiM 3aKoHOM 0T 22.12.2020 N 436-P3 cT1. 14.1 ®3 o1 22.11.1995 N 171-®3 n3n0KeHa B
HOBOM pegakummn, Hopma n. 1.1 ct. 14.1 ctapoii pegakummn ®3 cooTBeTcTBYET HOpMe . 2 cT. 14.1 HoBOWM
pesakumnu.

7) dapmaueBTMYECKON cybCcTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnmpTocoaeprKalmx
JNIeKapCTBEHHbIX MPenapaToB Ha OCHOBHOM TexHOJOrMYyeckom obopyaoBaHMM [na NPOU3BOACTBA
3TWUJIOBOIO CNMPTA, YKa3aHHOM B nyHKTe 1.1 ctatbu 14.1 PegepanbHOro 3akoHa ot 22 Hoabpa 1995 roga
N 171-®3 "O rocynapcTBEHHOM pPeryiMpoBaHMM npomsBoacTBa M obopoTa 3TUAOBOrO CNMPTa,
a/IKOTONbHOM U CNMPTOCOAEpPXKALLEed NpoayKUuMM M 06 oOrpaHudYeHun noTtpebneHua (pacnutus)
a/IKkorosibHOM npoaykumn'.

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

6. MNpyv BBOAE /IEKAPCTBEHHbIX CPEACTB B TPaXKAaHCKMA 060OPOT YMNOJHOMOYEHHOE JIMLO
NpPoM3BOAUTENA NIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBMA IEKAPCTBEHHbIX
cpeacTs TpeboBaHUAM, YCTAaHOB/EHHbIM NPWU WX TOCYAAPCTBEHHOW PEerMcTpauuun, U rapaHTMpyeT, yTo
NeKkapcTBeHHble CpeacTBa NPOM3BEeAEHbl B COOTBETCTBUM C TpeboBaHMAMWM NpPaBUA Hagaexallein
NPOM3BOACTBEHHOM MPAKTUKM.

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

7. YNO/NIHOMOYEHHbIM NLOM MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB ABNAETCA ero PaboTHMK,
aTTeCTOBAHHbIV B YCTAHOBAEHHOM YNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJHUTENBHOM BNACTU
nopagKe N UMeLNA cTax paboTbl He MeHee Yem NATb eT B 061acTU NPoun3BoACTBa U (MAK) KOHTpoONA
KauyecTBa JIeKapCTBEHHbIX CPeACTB, BbicLee 06pa3oBaHMe COOTBETCTBEHHO MO O4HOM U3 cneunanbHocTen
n (MnKn) oAHOMY M3 HanpaB/ieHUIt NOATOTOBKN: B1oiorusa, 6UOTEXHONOIMA, BETEpUHApUA, BETEPUHAPHO-
CaHWTapHaA 3KCNepTM3a, KAUMHMYECKas MeAMUMHA, PafMaLMOHHAn, XMMMYecKas M Buonorumyeckas
3awmTa, bapmaums, dyHaameHTasibHaa MeanLUMHa, XMMUYECKasa TEXHONOTUA, XUMUS.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-3, o1 02.08.2019 N 297-d3)

8. Mpoun3BoaMTEeNN NEKAPCTBEHHBIX CPeacTB (3a MCcKAoYeHnem dapmMaueBTUYECKOM cybcTaHumm
CnMpTa 3TUNOBOrO (3TaHONA) MOFYT OCYLLLECTBAATb NPOAAKY IEKAPCTBEHHbIX CPeACTB UM NepeaaBaTh UX
B YCTaHOB/IEHHOM 3aKoHoAaTebcTBOM Poccuiickoin Peaepauun nopagre:

(8 pea. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npon3BOAUTENSAM NEKAPCTBEHHbIX CPEACTB AR NPOU3BOACTBA IEKAPCTBEHHbIX CPeACTs;

2) opraHusaumam OnNTOBOM TOProB/in NeKapCTBEHHbIMU CpPpenCTBaAMMU,
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3) anTeyHbIM OpraHU3aLMAM, BeTEePUMHAPHbIM anTeyHbiIM OpraHM3auMam, WHAMBUAYaANbHbIM
npeanpuHUMaTENAM, UMEIOWUM ANLEH3NIO Ha GapMaLEeBTUUYECKYIO AEATENIbHOCTb WAU JINLEH3UIO Ha
MEANLIMHCKYIO AeATeNbHOCTb;

4) Hay4HbIM OpraHM3aLMAM A8 Hay4yHO-UCCNen0BaTeNbCKON PaboThl;
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MeaAMLMHCKMUM OpraHn3aumam U BETePUHAPHbIM OpraHn3auuam;

6) opraHusauMam W MHAMBUAYaNbHbIM NpPeAnpPUHUMATENAM, OCYLLECTBAAIOWMM pasBeaeHue,
BbipalllMBaHMEe W COAEpNKaHUEe IKMBOTHbIX (33 WCKAOYEHMEeM nNpodarkM UM  dapmMaueBTUYECKUX
cybCTaHUMI UK MX Nepeaaun);

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) vcnbiTaTenbHbiM nabopatopuam (UeHTpam), NPoBoAALMM WUCMbITaHUA B 06/1acTU KOHTPOASA
KayecTBa JIEKApPCTBEHHbIX CPeACTB, aKKPeAWUTOBAHHbIM B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunm 06 akKpeauTaLunm B HaLLMOHAIbHOM CUCTEME aKKpeanTaLuu.

(n. 7 BBegeH depepanbHbiM 3akoHOM oT 04.08.2023 N 428-03)

9. MpoussoguTtenn dapmalLeBTUYECKON cybCcTaHUMKM cnupTa 3TUNoBoro (staHona) ob6AsaHbl
OCYLLECTBAATL peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHOAaTeNbcTBOM Poccuiickolt Pegepaumm
nopagke) <¢dapmaueBTUYECKOW  CyObCTAHUMWM  CnNUpPTA  3TUAOBOrO  (3TaHONA) MPOM3BOAUTENAM
NIeKaPCTBEHHbIX CPeACTB /15 MPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MeANUNHCKUX U34EeNNI AN NPON3BOACTBA U M3rOTOBAEHNA MEAULLUHCKUX U3LENN B EMKOCTAX 06 bEMOM
He 6onee 1 nuTtpa n (MnKn) He meHee 1000 NUTPOB, @ OPraHM3aLMAM, YKa3aHHbIM B MYHKTax 3 -5 1 7 yactu
8 HacTosLLel cTaTbK, B Tape 06bemom He bonee 1 anTpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM oT 29.07.2017 N 278-d3; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-3, o1 04.08.2023 N 428-3)

10. Peanusauma (nepefaya B YCTaHOB/IEHHOM 3aKoHOZaTe/nbCTBOM Poccuitickoit degepaumm
nopagke) dapmaueBTUYECKOW cybCcTaHUMM cnMpTa 3TUIOBOrO (3TaHOANa) OpraHM3auusm OMTOBOM
TOProB/IM IEKAPCTBEHHbBIMM CPEACTBAMM HE AOMYCKaeTCA.

(yactb 10 BBeaeHa PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3kKn dapmaLeBTUUECKOM CYOCTaHLLMM CNMPTA STUIOBOTO (3TaHO/A) OCYLLECTBAAOTCA C
cobnogeHnem TpeboBaHWUM, YCTaHOB/EHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbh 9 PepepanbHOro
3aKoHa OT 22 HoAbps 1995 roga N 171-93 "O rocyaapCTBEHHOM pPeryaMpoBaHUM NPOU3BOACTBA U
060poTa 3TWIOBOrO CNMPTA, aNKOTOJIbHOM WM CNUPTOCOAEPIKALLEN NPOAYyKUMM M 06 orpaHuyeHum
notpebneHuns (pacnnTmna) ankoronbHOM NpoayKumm".

(yacTb 11 BBEAeHa denepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

CtaTbA 46. MapKUpPOBKa NEKAPCTBEHHDbIX CPEACTB

1. NlekapcTBeHHble NpenapaTbl, Npowelmne rocyAapCTBEHHYIO PErucTpaumio B COOTBETCTBUM C
TpeboBaHMAMM HacTosAwero denepasbHOro 3aKOHAa, 33 MCKAHOYEHMEM JIeKAapPCTBEHHbIX MpPenapaTos,
M3roTOB/IEHHbIX aNTeYHbIMM  OPraHM3aUMAMK, BETEPUHAPHBLIMKM  ANTEYHbIMW  OPraHM3aLUAMM,
UHOMBUAYANbHBIMM  NPEeANPUHUMATENAMW,  UMEIOWMMN  JIULEH3NI0  Ha  dapmaLeBTUYECKYIO
AeATeNbHOCTb, AO/KHbI MOCTYNaTb B 0bpalleHne, ecau:

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

1) Ha MX NepBMYHOIN YyMaKoOBKe (3@ WCK/IOYEHMEM TNEPBUYHOM YMAKOBKU JIeKapPCTBEHHbIX
pacTUTeNbHbIX NPenapaTos) XOPOLLO YNTAEMbIM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHUe
NleKapcTBEHHOro npenapaTta (MexayHapoAHOe HemaTeHTOBaHHOE, WAWM  TPYNMNMPOBOYHOE, WM
XMMUYECKOe, UM TOProBoe HaMMeHOoBaHMe), HOMepP Cepun, AaTta BbiNycKa (419 UMMYHOBNONOTNYECKMX
NeKapcTBeHHbIX NpenapaTos), CPOK FOAHOCTM, AO03MPOBKA MW KOHLUEHTpauua, o6bem, aKTMBHOCTb B
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eANHULAX AeNCTBUA UM KOMYECTBO A03;
(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOM (NOTPEBUTENbCKOM) YNIaKOBKE XOPOLLO YNTAEMbIM LLPUGTOM Ha PYCCKOM A3blKe
yKasaHbl HaMMeHOBaHME /NeKapCTBEHHOro npenapata (mexKayHapogHoe HenaTeHTOBAaHHOe, WM
rPynnMpoBOYHOE, WM XMMMYECKOE W TOProBOe HaMMEHOBaHWSs), HaMMEHOBaHWE NPOWU3BOAMUTENA
JIeKapCTBEHHOIO NnpenapaTta, Homep cepun, gaTta BbiNycka (419 UMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapatos), HOMep PEerncTpPaLMoHHOIO YAOCTOBEPEHUS, CPOK FOAHOCTM, CMOCOO NpPUMEHEeHwUs,
O03MPOBKA WM KOHLEHTPAUKs, o6bem, akKTUBHOCTb B eAMHULAX AEUCTBUA AMOO KOAMYecTBO [03 B
YyNaKOBKe, IeKapCcTBeHHan popma, yCnoBmA OTMNYCKa, YCI0BUA XPaHEeHUs, NpeaynpeanTesibHble Hagnucu.
(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 01 22.12.2014 N 429-03)

2. ®apmaueBTMYECKME CyBCTAHUMM OO0MKHbI MOCTyNaTb B 0obpalleHne, ecnm Ha UX NepBUYHOM
YNaKoBKE XOPOLLO YNTaeMbIM LIPUGDTOM Ha PYCCKOM A3bIKE YKa3aHbl HaMMeHOoBaHMe papmaL,eBTUYECKOM
cybcTaHuMM (MerayHapoaHoe HenaTeHTOBAaHHOE, UKW TPYNMUPOBOYHOE, UAM XMMUUYECKOE U TOProBoe
HaMMeHOBaHWA), HAMMEHOBaHWe NpoussoauTena GpapmaLeBTMYECKON cybCcTaHUMKM, HOMEpP Cepun 1 AaTa
M3roTOB/IEHUA, KOIMYECTBO B YNaKOBKe U eANHULbI U3SMEPEeHUA KOAnYecTBa, CPOK rogHOCTU N YCNOBUA
XpaHeHuA.

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

3. JlekapCTBeHHbIE CPEICTBa B KAYECTBE CbIBOPOTOK AO/IXHbI NOCTYNaTh B 06palleHue ¢ yKazaHMem
MBOTHOTO, N3 KPOBMW, N1a3Mbl KPOBM, OPraHOB 1 TKaHE KOTOPOro OHW NOJTyYEHbI.

4. Ha BTOpPUYHYIO (NOTPebUTENbCKYIO) YNAaKOBKY NEeKAaPCTBEHHbIX CPeACTB, NONYUYEHHbIX U3 KPOBMU,
naasmbl KPOBU, OPraHOB U TKaHEN YenoBeKa, A0KHA HaHOCUMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBUYHYO YNaKOBKY M BTOPUYHYIO (NOTPebUTENbCKYIO) YNaKoBKY paanodapmal,eBTUYeCcKmX
NeKapCTBEHHbIX CPEACTB LOKEH HAHOCUTLCA 3HAK PaAMALMOHHON ONAaCHOCTY.

6. Ha BTOpMYHyt0 (NOTpPebUTENbCKYIO) YNaKOBKY FOMEOoNaTUYecKUX JIeKapCTBEHHbIX MpenapaToB
[0J/1>KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOPWUYHYIO (NOTPEBUTENbCKYHO) YNAKOBKY /NEKApCTBEHHbIX PacTUTE/bHbIX MpenapaTtos
OO/IKHA HaHOCUTbCA Hagnuch: "MpoayKuma NpoLuna paauaunoHHbIi KOHTpob" .

8. Ha nepBUYHYO YNaKoBKY (ecnun AN 3TOro CyLWwecTByeT TeXHUYECKan BO3MOXKHOCTb) M BTOPUYHYHO
(NoTpebuTeNbCKylo) YMaKoBKY /IeKapCTBEHHbIX MpPenapaToB, NpeAHasHaYeHHbIX AAA KAMHUYECKUX
~n

nccneaoBaHWiA, AONKHA HAHOCUTLCA Hagnuch: "ANsA KAMHUYECKUX nccnenoBaHmin',
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

9. YnaKoBKa NNEKapPCTBEHHbLIX CpeAacTs, npeaHasHa4YeHHbIX WCKAKYUTE/NIbHO A4 3KCNOoPTa,
MapKnpyeTca B COOTBETCTBUN C Tp66OBaHMﬂMM CTPpaHbl-MmnopTepa.

10. Ha TpaHCMopTHytO Tapy, KOTOpas He MpeAHasHayeHa A4na notpebutenei M B KOTOpyLo
NMOMELLLEHO JIeKapCTBEHHOE CPEeACTBO, AO/IKHA HAHOCUTLCA MHOOPMaLMsA O HaMMEHOBAHMM, cepuwn
NIeKapCcTBEHHOIO CPeACTBa, [AaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (NOTPEBUTENbCKMX) YNaKOBOK
NeKapCcTBEHHOIO CpeacTBa, NPOM3BOAMUTENE IEKAPCTBEHHOIO CPEACTBa C YKa3saHMeM HauMeHOBaHUA U
MECTOHaXOXAeHNA MPOU3BOANTENA NEKAPCTBEHHOMO CPeACTBa (agpec, B TOM YMcae CTpaHa U (Man) mecto
NPOM3BOACTBA /IEKAPCTBEHHOrO CPeACTBa), a TaKKe O CPOKe roAHOCTU NeKapCTBEHHOro cpeAacTsa M 06
YCNOBUAX €r0 XpaHeHUA 1 NepeBo3KMu, Heobxoanmble NpeaynpeauTesbHble HagNMCKU U MaHUNYAATOPHbIE
3HaKM.

11. Ha nepBUYHYIO YNaKOBKY M BTOPMYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY NE€KapCTBEHHbIX CPpeacTs
ON19 BETEPMHAPHOTO NPUMEHEHWA A0/KHA HAHOCUTLCA HaANUCh: "7 BETEPMHAPHOTO NpUMeHeHUA".
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12. Ha BTOpM4YHYytO (NOTPebUTENbCKYIO) YMNAKOBKY /NEKAPCTBEHHOrO nNpenapaTa HaHOCUTCA
LUTPMXOBOM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO SEAEPALNIO U BbIBO3 IEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOMN GEAEPALUMU
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Cratba 47. MNMopAAoOK BBO3a JIEKAPCTBEHHbIX cpeacTB B Poccuiickyio Pepepauuio M BbiBO3a
JNleKapCcTBeHHbIX cpeacTs u3 Poccuiickoii depepauunn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 neKapCTBEHHbIX cpeacts B Poccuitickyio depepaumio OCyWEeCcTBAAETCA B MNopAaKe,
ycTaHoBneHHom [Mpasutenscteom Poccuiickoit Pepepaumnn, B COOTBETCTBMU C aKTaMM, COCTaBAAOLWUMM
npaso Coto3a, 1 (M1K1) 3aKoHOZaTeNbcTBOM Poccuiickon Pegepaunn o TaMOXKEHHOM PEryIMpPOBaHUN.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

[o 31.12.2024 poccUACKMM NPOM3BOAMUTENAM Pa3peLleHo B yBEAOMUTENBHOM MOPAAKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYecKkMe cybCcTaHUuMM ANA BETePUHAPHOTO0 MNPMMEHEHUA AAs
NPOM3BOACTBA 3aPErnMCTPUPOBAHHbIX JIEKAPCTBEHHbIX cpeacTs (MocTaHoBneHMe MpaBuTenbcTBa PO ot
12.03.2022 N 353).

2. BBo3sumble B Poccuiickyio Pepepaumio NeKapCTBEHHbIe CPeAcTBa AO0XHbI COAepyKaTbca B
rocyAapCTBEHHOM pPEecTpe NeKapPCTBEHHbIX CPeacTs, WAWM eQUHOM peecTpe 3aperncTpuMpoBaHHbIX
NIeKapCTBEHHbIX cpeacTB  EBPasMMCKOro  3KOHOMMYECKOro  CO3a, WAUM  eguMHOM  peecTpe
3apermcTpUpPOBaHHbIX BETEPUMHAPHbLIX /IEKAPCTBEHHbIX NpenapatoB EBPa3sMIACKOro 3KOHOMUYECKOTO
coto3a.

(B pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, 01 27.12.2019 N 462-93, o1 30.01.2024 N 1-$3)

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.09.2024 B u. 3 cT. 47 BHOCATCA U3meHeHua (O3 ot 30.01.2024 N 1-$3). Cm. byayLuyto pegakumio.

3. [lonyckaetcs BBO3 B Poccuiickyto denepaupio KOHKPETHOM NapTUM 3aperncTpupoBaHHbIX U (Maun)
HEe3aperncTpUpPOoBaHHbIX /IEKAPCTBEHHbIX CPEACTB, NpeAHasHauYeHHbIX A1A NPOBEAEHUA KIUHUYECKUX
nccnenoBaHW NEeKapCTBEHHbIX MpenapaToB, NPOBeAeHUA 3KCMepTM3bl IeKAaPCTBEHHbIX CPeAcTB ANs
OCYLLECTB/IEHUSA TOCYAAPCTBEHHOM PErucTpaumm JNeKapCcTBEHHbIX NPEnapaToB WMAM A/A OKasaHusA
MEAMLMHCKOW MOMOLWM MO KM3HEHHbIM MNOKA3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUM
paspelleHmns, BblAaHHOTO YNOJHOMOYEHHbIM ¢eaepanbHbIM OPraHOM MCMOAHUTENbHOM BAACTM MO
3aAB/IEHNAM /ML, YKa3aHHbIX B cTaTbe 48 HacTosAwero deaepanbHOro 3akoHa. PaccmoTpeHuMe Takoro
3aAB/fIEHNA W MPUHATAE pelleHMA O Bblgaye paspeleHUs Ha BBO3 KOHKPETHOM napTuu
3aperncTpupoBaHHbIX U (MM) HE3aPErnCcTPMPOBAHHbIX JIEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX gnn
NpoBeAeHNA KAUHUYECKMX WCCAeA0BaHWMIA NIeKapCTBEHHbIX MPenapaTtoB, MPOBEAEHMA 3KCMepTUsbl
NeKapCTBEHHbIX CPeacTB ANA OCYWECTBNEHWMA TOCYAapCTBEHHOW perucTpauuu  IeKapcTBEHHbIX
npenapaTtoB WAM ANA OKasaHWUA MEAULMHCKOW MOMOLWIM MO KU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauuneHTa AMb6o 06 OTKase B BblAaye YKa3aHHOIO paspeLleHna NPon3BoaATCA B CPOK, HE NPEBbILLAOLLIMIA
nATK pabounx aHel. MNnaTa 3a Bblgauy yKa3aHHOTO pa3peLlleHmns He B3MMaeTca.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3.1. YtpaTtun cuny c 1 aueapa 2024 roga. - PeaepanbHblil 3aKoH oT 27.12.2019 N 475-P3.

3.2. Jo 31 peKkabps 2024 ropa AonyckatoTcs BBO3 Ha TeppuTtoputo Poccuiickon deaepauum u


https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100822
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100824
https://login.consultant.ru/link/?req=doc&base=RZB&n=454662&dst=100011
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100825
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100379
https://login.consultant.ru/link/?req=doc&base=RZB&n=471271&dst=100448
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100826
https://login.consultant.ru/link/?req=doc&base=RZB&n=341770&dst=100020
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100380
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100381
https://login.consultant.ru/link/?req=doc&base=RZB&n=468491&dst=1412
https://login.consultant.ru/link/?req=doc&base=RZB&n=397815&dst=100280
https://login.consultant.ru/link/?req=doc&base=RZB&n=454112&dst=100827
https://login.consultant.ru/link/?req=doc&base=RZB&n=468393&dst=100095

obpaweHne B Poccuiickoit Pepepaunm ¢ yd4etom ocobeHHoCTel, yCTaHOB/EHHbIX [MpaBUTENbCTBOM
Poccuiickoir depepaumm, 3aperncTpMpoBaHHbLIX JIEKAPCTBEHHbLIX MpPenapaTtoB Aaa MeaMUUHCKOro
NPUMEHEHMA B YNaKOBKAaX, NpeAHa3HaYeHHbIX 414 06palleHma B MHOCTPaAHHbIX rOCyAapcTBax, B Cayvae
AedeKTypbl SIeKapCTBEHHbIX MPENapaToB WAW pPUCKa ee BO3HWKHOBEHWA B CBA3SW C BBEAEHMEM B
OTHoLWeHnKM Poccuinckoit ®epepaumm orpaHNYMUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa Npu yCAoBUK
COOTBETCTBMA BBO3MMbIX J1IEKAPCTBEHHbIX MNpenapaTtoB TpeboBaHMAM, YCTAHOBAEHHbIM MpPU  UX
pernctpauuu, 3a UCKIoUYeHnem TpeboBaHUIt K NepBMUYHON YNaKoBKe, BTOPMYHOU (NoTpebutenbckon)
YyNaKoOBKe, a TaKXe MNPy HaJMuMM Ha BTOPWUYHOMN (NOTPebuTenbCKoWM) ynaKoBKe JIeKAapCTBEHHbIX
npenapaToB, HAXOAALIMXCA B OOpPalLEHUM, CaMOKNEALLENCA ITUKETKMU, coaepyKallen MHPopmaumio o
JIeKapCTBEHHOM NpenapaTte Ha PYCCKOM A3bIKe.

(yacTb 3.2 BBEegeHa PepepanbHbim 3akoHOM OT 26.03.2022 N 64-93; B pea. PenepanbHOro 3akoHa ot
19.12.2022 N 519-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 cT. 47 pononHsetca u. 3.3 (P3 o1 30.01.2024 N 1-d3). Cm. byayuLyto peaakumio.

4. B Poccuiickyto Pepepaumio MOXKHO BBO3UTb NIEKAPCTBEHHbIE CPEACTBA, KAayecTBO KOTOPbIX
NnoaTBEPKAEHO  cepTUOMKATOM  MPOU3BOLAUTENA  NIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPAOLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPEACTB TPeOOBaHMAM, YCTaHOBAEHHbIM NPU UX PerncTpaummn
WY NPOBEAEHNMN NPOLLeAyp, CBA3AHHbIX C perncTpaumen.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-P3)

5. 3anpewaeTca BBo3 B Poccuiickyto depepaumio panbcudmLmpoBaHHbIX IEKAaPCTBEHHbIX CPEACTS,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhAKTHbLIX NEKAPCTBEHHbIX CPEACTB.
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcnPUuUMpoBaHHbIE NEKAPCTBEHHbIE CPEACTBA, HeA0OPOKAYeCTBEHHbIE JIEKAPCTBEHHbIE
CPeACTBA NOA/ENKAT U3BATUIO U NOCAEAYIOWEMY YHUUTOXKEHWIO UM BbIBO3Y M3 Poccuiickont depepaumum,
KOHTpadaKTHble NEKAPCTBEHHbIE CPEACTBA - U3BATUIO M NOCAEAYIOLLEMY YHUUTOXKEHWUIO. YHUUTOXKEHME
mnn  BbiBO3 M3 Poccuiickot  depepaunm  danbCUPUUMPOBAHHBIX  IEKAPCTBEHHbIX  CPEACTB,
HefO0bOPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB
OCYLLECTBNAETCA 3@ CYET /iMUa, OCYLLeCTBMBLUErO WX BBO3. [lOpPAAOK YHUUTOMKEHUS U3BATbIX
danbcnPpUUMPOBaAHHBIX JIEKAPCTBEHHbIX CPeACTB, Hefo0bpPOKAYeCTBEHHbIX JIEKAPCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX IEKaPCTBEHHbIX CPEACTB ycTaHaBAMBaeTcs MNpasutenbctBom Poccuiickoli deaepaumn.
(B pen. PepepanbHoro sakoHa ot 06.12.2011 N 409-93)

7. Jlvua, ocywecTtBnaowme BBo3 B Poccuiickyto  Degepaumio  danbcuPpuLMpPOBaHHbIX
NIeKAPCTBEHHbIX  CPeacTB, HeAoOpOKAYecTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB,  KOHTPAdaKTHbIX
JIeKAPCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM PoccuiicKoi
depgepaunn.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

8. BbiBO3 neKapCTBEHHbIX cpeacTB u3 Poccuinickon ®eaepaumnm ocywecTBAAETCS B COOTBETCTBUM C
akTamu, cocTtasnaowmmmn npaso Cotos3a, u (unu) 3akoHodaTenbctBom Poccuiickon depepaumm o
rocygapcTBeHHOM PerynpoBaHMM BHELLHETOProBOW AeATe/IbHOCTH.

(yacTb 8 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

9. BBoZ B rpaxAaHCKMI 060POT SIeKapCTBEHHbIX NPEenapaTtoB A8 MeAULMHCKOrO NpPUMEHeHUs,
BBE3eHHbIX B Poccuitickyto ®eaepaumio, ocylLecTeasetcsa ¢ cobatogeHmem TpeboBaHUiM, YCTAaHOBAEHHbIX
ctatbei 52.1 HacToswero PenepasbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NpumeyaHue.
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Y. 10 cT1. 47 He pacnpoCTpaHAETCA Ha CEPUM NEKAPCTB ANA BETePUHAPHOIO NPUMEHEHUA, BBELEHHbIE
B rpaxaaHckuii obopot ao 01.09.2023, KoTopble NoAseKaT NPUMEHEHUIO A0 UCTEYEHUA CPOKa MX
rogHoctn (®3 ot 02.07.2021 N 317-3).

10. BBog, B rpa*kgaHCcKuit 060poT IeKapCTBEHHbIX NPENapaToB A58 BETEPUHAPHOIO NPUMEHEHMUA,
BBE3EHHbIX (NnepemeLleHHbIx) B Poccuickyto Deaepaumto, ocylectsaseTcs ¢ cobntogeHnem tpeboBaHui,
YCTAHOB/IEHHbIX cTaTben 52.2 HacTosAwero PeaepasnbHOro 3aKoHa.

(yacTb 10 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.07.2021 N 317-d3)

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTs B
Poccuiickyio ®egepauuio
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTBa B Poccuickyto PepepaLimio MOryT BBO3UTb:
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) npousBoAUTENN NEKApPCTBEHHbLIX CPeAcTB A1a ueneid cobCTBEHHOro MNpPoU3BOACTBA
NeKapCTBEHHbIX CPeACTB;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B n. 2 cT. 48 BHOCATCA nameHeHua (P3 ot 30.01.2024 N 1-d3). Cm. byayLLyto peaakumio.

2) MHOCTPaHHble pPa3paboTuMKM NEeKapCTBEHHbIX CPEACTB M WHOCTPAHHble NPOWU3BOAMTENU
NleKapcTBEHHbIX CPeACTB AN APYrMe puaNYeckme Anua no nopyyeHunto paspaboTymka 1eKapcTBeHHOro
cpeacTBa A/1A NPoBeAeHUA KAMHUYECKUX UCCef0BaHMIN NeKapCTBEHHOMO npenapara, OCyLecTBAeHuA
rocy4apCTBEHHOW  PerucTpauum  NeKapCTBEHHOro npenapaTta, BK/AOYEHMA  dapmaleBTUYecKom
cybCTaHUMM B roCyAapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPeACTB, KOHTPOA KayecTBa JIeKapCTBEHHbIX
CPeACTB NP HaMUUKU PaspeLleHuns yNoHOMOYeHHoro ¢eaepasbHOro opraHa UCMOHUTEIbHOW BAAcTU
Ha BBO3 KOHKPETHOM NapTuUM SIeKapCTBEHHbIX CPeACTs;

3) opraHu3auum ONTOBOM TOProBAW JIeKAaPCTBEHHbIMU CPEeACcTBaAMM;

4) HaydyHble opraHmMsauuu, obpasoBaTesbHble OpraHusauuMm  BbiClUero obpas3oBaHUs,
Npou3BOAUTENN JIEKAPCTBEHHbIX CPeACcTB ANA pa3paboTKu, uccnegoBaHUN, KOHTpons 6e3onacHocTw,
KauyectBa, 3¢GGdEKTUBHOCTU NIEKAPCTBEHHbIX CPeACTB NpM HaAUyMKU paspelleHUs YnoSIHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTENIbHOM BNaCTy;

(B peq. PepepanbHbix 3akoHOB 0T 02.07.2013 N 185-3, o1 30.01.2024 N 1-03)

5) MeguumMHCKMe opraHMsaLmm, MHble yKasaHHble B NMyHKTax 1 - 4 HacToAwel CTaTbk OpraHM3aumum
AN19 OKa3aHWA MeAULMHCKOM NOMOLLM MO }KU3HEHHbIM NMOKa3aHUAM KOHKPETHOrO NnauueHTa npu Haimumm
paspelleHns YNnoJHOMOYEHHOro dpesepasbHOro OpraHa MUCMOIHUTENIbHOM BAACTU Ha BBO3 KOHKPETHOM
NapTUKW NEeKapCTBEHHOrO MpenapaTta, BblAAaHHOTO B YCTAHOBNEHHOM MNopsake B GopmMe 31eKTPOHHOTo
AOKYMEHTa, NoANMCAHHOTO YCUIEHHOW KBAIMPULMPOBAHHOW 3/1eKTPOHHOM NOAMUCHIO;
(8 pea. PepgepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) yTpatnn cmuny c 1 aueapa 2024 roaa. - PeaepanbHbiii 3aKoH oT 27.12.2019 N 475-93.

7) nponsBoAMTENU MEAULIMHCKUX U3AENNIN ANA LeNel NPoU3BoACTBa MEANLUHCKUX U3AENUNA.
(n. 7 BBeaeH dPepepanbHbim 3akoHoM oT 30.01.2024 N 1-93)

Cratba 49. [loKkymeHTbl, NpeAcTaBAsemble B TAMOXeHHble opraHbl Poccuiickoii deaepauunm npu
BBO3e /IeKapPCTBEHHbIX CpeacTB B Poccuiickyio Peaepaumio
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1. Mpu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuiickyto Pepepaumio B TaMOXKEHHble OpraHbl
Poccuiickoir ®egepaunm Hapaay ¢ AOKYMEHTaMM, NpeacTaB/ieHMe KOTOPbIX MPeayCMOTPEHO akTamMu,
coctasasowmMmm npaso Cotosa, U (MAKM) 3aKoHoAaTeNbCTBOM Poccuiickon denepalmm 0 TaMOXKEHHOM
peryiMpoBaHuUn, NpeacTaBAsoTCA ceaylolume 4OKYMEHTbI B 9/1eKTPOHHOM dopme:

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

1) cepTMduKaT NPOMU3BOAUTENA NEKAPCTBEHHOrO CpeacTBa ANA BETEPUMHAPHOro MPUMEHEHMUS,
YA0CTOBEPAIOLINIA COOTBETCTBME BBO3MMOTO /IeKapCTBEHHOrO CpeacTBa A1 BeTePUHAPHOTo NpUMeHeH!s
TpeboBaHMAM papmaKkoneliHol cTaTbk MBO B C/lyyae ee OTCYTCTBUA HOPMATUBHOIO AOKYMEHTa;

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) pa3peweHne ynosiHOMOYEHHOTO d)e,u,epaanoro OpraHa WCNONHUTENBHOW B/laCTM Ha BBO3
KOHerTHOﬁ napTn nNeKapCtBeHHOro cpeacrea B C/aydaAax, YCTAHOBJIEHHbLIX 4aCTbiO 3 cratbn 47
HaCToALWEero CDe,u,epaanoro 3aKOHa.

2. [JoKymeHTbl, yKa3aHHble B NMyHKTax 1 M 2 yactm 1 HacToAwel CcTaTbW, NPeacTaBNAKOTCA B
TaMOMKeHHble opraHbl Poccuiickon Pepepaumm Npu NpubLITUM NEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depepaumio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnNA AUYHOro
WUCMNONb30BAaHUA M UHbIX HEKOMMEpPYECKUX Lesiel, a TaKXKe AAA UCNO/Nb30BaHUA HA TeppuTOopUM
MeXKAYHApPOAHOro MeAULMHCKOro Kaacrepa
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 29.06.2015 N 160-D3)

1. JleKapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacToswero PeaepanbHoro
3aKOHa, ec/in OHU NpeAHasHayeHbl ANA:

(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro MCNONb30BaHUA GU3NYECKMMU IMLAMK, NPMbBbIBLINMMM B Poccuiickyto Peaepaumto. Mpu
3TOM BBO3 B Poccuiickyto ®epepaunio NeKapcTBEHHbIX NPenapaToB, COAEPIKALLMX CUIbHOAENCTBYIOLLME
n (Mn) Af0BUTbIE BELLECTBA, BK/IIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUIbHOAENCTBYIOLLMX BELLECTB A/1A
Lesiel yronoBHOro 3akoHoaaTebcTBa Poccuiickon ®egepaLm u B CNUCOK ALOBUTbLIX BELWECTB A8 Lenel
Yro/I0BHOTrO 3aKoHOAaTesbcTBa Poccuiickon Penepaunmn, yTeepaeHHble MpasutensctBom Poccuiickoi
depepaunn, OCyWECTBAAETCA MNPU HaANYMM  [OKYMEHTOB (3aBEPEeHHbIX KOMWI [OKYMEHTOB MWK
3aBEPEHHbIX BbIMMCOK W3 HUX), MOATBEPNKAAOLWMX HasHayeHue OU3MYECKOMY ANULY YKa3aHHbIX
JIEeKapCTBEHHbIX NPenapaToB (33 WCKAHOYEHMEM JIEKAPCTBEHHbIX MPEnapaToBs, 3aperncTpMpoBaHHbIX B
Poccwuiickolt ®enepauyn MbO 3aperncTpMpoOBaHHbIX B COOTBETCTBUM C aKTaMM, COCTaBAAIOLMMM MPABO
Coto3a, M oTnyckaembix B Poccuitickot ®epepaumm 6e3 peuenta Ha JieKapcTBeHHbIM npenapar).
MoaTtBeprKAaloWmMe OOKYMEHTbI (MX 3aBEpPEHHble KOMWUU UKW 3aBEPEHHbIE BbIMUCKU M3 HUX) AOMKHbI
CoAep!KaTb CBEAEHMA O HaUMEHOBaHWM M KO/MYeCcTBe Ha3HAYEeHHOro JieKapcTBEHHOro npenapara. B
c/lyyae, eciv NOATBEPKAAOWME JOKYMEHTbI (MX 3aBEPEeHHbIE KOMWUU UK 3aBEPEHHbIE BbINMUCKU U3 HKX)
COCTaB/IeHbl Ha UHOCTPAHHOM fA3bIKE, K HUM NpUaraeTcs HOTapManbHO 3aBEPEHHbIN NepeBoa Ha PYCCKUi
A3bIK;

(8 pea. PenepanbHbix 3akoHoB 0T 02.06.2016 N 163-$3, o1 30.01.2024 N 1-P3)

2) wvcnonb3oBaHMA pPabOTHUKaMM  AUMNAOMATMYECKOro Kopmyca WAM  NpeacTtaButenamu
MeXAyHapoaHbIX opraHn3aLuii, akkpeaMToBaHHbIX B Poccuiickoi eaepaunu;

3) NeyeHUs NacCakMPOB M YNEHOB 3KMMaXKei TPaHCNOPTHbIX CPeAcTB, noe3gHbix bpurag w
BOAUTENEN TPAaHCNOPTHbIX CPeacTB, NpubbIBWNX B Poccuiickyio ®eaepaumio;
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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4) neyeHMn yYacTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CIOPTUBHbLIX MEPOMNPUATUIA U YY4ACTHUKOB
MeXKAYHapOAHbIX SKCneanUnii;

5) JNeyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cajax, LMpKax, OKeaHapuymax,
aenbPuHapmax, NeYeHUMa AUMKUX MKUBOTHbIX, MOCTOSSHHO WM BPEMEHHO Hacenalwmx TeppuTopuio
Poccuiickoit degepaumnm, HaxoAsWMXCA B COCTOSSHUM €CTeCTBEHHOM CBOOOAbI M MPUHAANEXKALMX K
BMAAM, 3aHeceHHbIM B KpacHylo KHuUry Poccuiickon deaepaumm u (Man) KpacHble KHUMM cyb6beKkTos
Poccuiickoit Pepepaumm, a TaKKe KUBOTHbIX, BBO3UMbIX B Poccuiickyto Peaepaunio gna yyactus B
CNOPTUBHbBIX U 3pENLLHBIX MEPONPUATUAX;

(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 02.08.2019 N 297-3)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIro MeaMUNHCKOro Knactepa.
(n. 6 BBegeH ®epepanbHbiM 3aKkoHOM oT 29.06.2015 N 160-d3)

2. B cayyasx, npeaycMOTPEeHHbIX YacTbto 1 HacToAwen cTaTbM, AOMYCKAeTcA BBO3 B PoccuIACKytO
depepaunto NeKapCcTBEHHbIX NPenapaTos, He 3aperncTpMpoBaHHbIX B Poccuiickon ®epepaunm nmbo He
3aperncTPUpPOBaAHHbIX B COOTBETCTBUM C aKTaMM, COCTasaAoWwMMM npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-P3)

3. JlekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble 418 T'yMaHUTapHOW NomoLm (coaencTemsa) unm
MOMOLLM NPU Ype3BblYalHbIX CUTyaumsax, BBO3ATCA B Poccuiickylo degepauuio B NOPAAKe,
ycTaHoB/fieHHOM [paBuTensctBom Poccuiickot Pegepaumn. 3anpeuwiaetcs BBO3 B Poccuiickyto
desepaumio  He3apernmcTpMpoBaHHbLIX  JIEKAPCTBEHHbIX  MPenapatos, MpeAHasHa4YeHHbIX  AAA
ryMmaHUTapHOM NOMOLLM (COAencTBMA) MM MOMOLLM NPU YPe3BblYaHbIX CUTYaLUAX.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CraTtba 51. CoTpyaHuyecTso peaepasbHOro opraHa UCMOIHUTENIbHO BNACTH, OCYLLECTBAAIOLLErO
GYHKUMM NO KOHTPOJIIO M HaA30py B 061acTM TaMOXKEHHOro Aena, U APYyrux ynoJHOMOYEHHbIX
deaepanbHbIX OPraHoB UCNONIHUTENBHOW B1ACcTU
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

1. YnonHomoueHHble ¢eaepanbHble OpraHbl WMCMOAHUTENIbHOW BAACTU NPefoCTaBAAT B
pacnopsaxeHue denepanbHOro OpraHa WCNOMHUTENbHOM BAACTM, OCyLLeCcTBAAIOWeEro ¢GyHKUMM no
KOHTPOI1O M HAaA30pY B 06/1aCTN TAMOXKEHHOIO AeNa, rocyAapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB,
a TaKKe MHGOPMALMIO O BblAAHHbIX Pa3peLleHnsaX Ha BBO3 KOHKPETHOM NAapTUM IeKAPCTBEHHbIX CPeaCcTB
B C/1ly4anXx, YCTAHOB/IEHHbIX 4YacTbto 3 cTaTbm 47 HacToAwero eaepanbHOro 3aKoHa.

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

2. ®epepanbHblit OpraH UCNOJHUTENbHOM BAACTU, OCYLLECTBAAIOWMN YHKUUM NO KOHTPOIO U
Haz30py B 061aCTM TaMOMKEHHOro gena, MHGOPMUMPYET yKasaHHble B 4YacTM 1 HacToAwen CTaTbM
yno/sIHoMoYeHHble deaepasibHble OpraHbl UCMOJHUTENIBHOW BAACTM O BBO3€ JIEKAPCTBEHHbIX CPeaCTB B
Poccuiickyto Pepepalmio 1 BbIBO3e IEKAPCTBEHHbIX cpeacTB u3 Poccuiickoit degepauun no ¢opme 1 B
nopagkKe, KOTopble ycTaHoBAeHbI MpasutenbcTBom Poccuninickon Pegepaumn.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

Fnasa 10. PAPMALEEBTUYECKAA AEATE/IbHOCTDb
CrtaTtba 52. OcyuwiecteneHue papmaneBTUUECKON AeATeNbHOCTU

1. dapmaueBTMYECKan OEeATENbHOCTb OCYLLEeCTBAAETCS OpPraHuM3auMsmMu ONTOBOM TOProB/M
NeKapCTBEHHbIMM  CPeACTBAMM,  anNTeYHbIMM  OPraHM3auusMW,  BETEPUMHAPHLIMM  anTeYHbIMM
OpraHM3auMamMKM,  WHOMBMAYANbHBIMA  MNPeAnpUHMMATENAMKY,  MMEKLWMMU  IMLUEH3NI0  Ha
$bapMaueBTUYECKYIO AEATeNbHOCTb, MEAUUMHCKUMM OPraHu3aumammu, MMELWMMN JIMLEH3UIO Ha
bapmMaueBTUYECKYD AeATeNbHOCTb, U WX 060CobAeHHbIMU NoapasaeneHusMn  (ambynatopuamu,
denbawepckumm n  GenbalepcKko-akyLEePCKUMM  MYHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
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BpayebHol (cemeliHOM) NPaKTUKMK), PACNONOXKEHHbIMU B CENbCKUX HACeNEeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHn3auun, U BETEPUHAPHbIMU OPraHU3aUMaMU, UMEOWMMU NINLEH3NIO Ha
dapmaueBTUYECKYI0 AeATENIbHOCTb.

(B pea. PepepanbHoOro 3akoHa oT 25.11.2013 N 317-93)

KoHcynbTaHTMAOC: NpUmeYaHme.

Y. 2 cT. 52 (B peq. ®3 or 28.04.2023 N 149-d3) B YyacTn akKpegMTaLUKN CNELLMANNCTOB C BbICLUMM UK
CpegHMM BeTepuUHapHbIM 06pa3oBaHWEM, OCYLLECTBASAOWMX GapMaLLeBTUYECKYIO AeATe/IbHOCTb,
npumeHsetcsa ¢ 01.03.2026. CepTuduKaTbl TaKMM MLaM BblgatoTca no 28.02.2026 n AencTBYOT He
6onee 5 ner.

2. dusnyeckme nMUa MOryT OCYLWEecTBAATb (papMaLeBTUUYECKYHO AEATENbHOCTb MPU Hanuumm
BbiCLLEro WAW cpegHero dapmaueBTMyeckoro obpasoBaHuAa M cepTuduKaTta cneumanucra ambo
NPONAEHHOW aKKpeauTaumu crneumnanucra, BbICWIEro WAW cpefdHero BeTepMHapHOro obpasoBaHuUs M
cepTndmMKata cneumanncra AMbo NpPorAeHHOM aKKpeauTauMu cCneuuanucta, a TaKXKe BbICWEro Wau
cpeAHero meauuUMHCKOro obpasoBaHusa, cepTudmkata cneumanmcta aMbo npoigeHHON akKpeauTauum
CNeumnanncTa U AoNoJAHUTENbHOrO NPOPEcCUMOoHaNbHOTO 06pPa3oBaHUA B 4acTM PO3HUYHOM TOProOBAM
NIEKapCTBEHHbIMM NpenapataMmmn  gas  MegUUMHCKOrO MNpPUMEHEHMA Npu ycnoBum ux pabotol B
060c061eHHbIX NoApPa3aAeNeHNAX MeANLUHCKMX OPraHM3aLni, YKa3aHHbIX B 4acTn 1 HacToawWwen cTaTtbi.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B HaumeHoBaHwMe cT. 52.1 BHocaTca uameHeHus (P3 o1 30.01.2024 N 1-d3). Cm. 6yayuLyto
peaakuuto.

KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHbIe NpenapaTbl 418 MeANLMHCKOTO NPUMEHEHWA, BBEAEHHbIE B rPaXKA4aHCKMIM 060poT 40
29.11.2019, noanexat xpaHeHuto, NepeBoO3Ke, OTNYCKY, peanumsaummn, nepegayvye, NpPUMEHEHU0 A0
ncTeyeHmna cpoka ux rogHoctn (43 ot 28.11.2018 N 449-03).

Ctatba 52.1. BBog, B rpaXkAaHCKuii 060poT NeKapCTBEHHbIX NpenapaTtoB A8 MeAULMHCKOro
npumeHeHua
(eBegeHa degepanbHbim 3aKoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B u. 1 cT. 52.1 BHOCATCA n3ameHeHusa (O3 o1 30.01.2024 N 1-d3). Cm. byayluyto peaakumio.

1. MNepea BBOAOM B rpaxKAaHCKMA 060POT KaKkAoW CEPUM UAW KaXKaoM NapTUN NPOU3BEAEHHOro B
Poccuiickolt ®esepaumm NekapcTBEHHOTOo NpenapaTta 418 MeAULMHCKOTO MPUMEHEHUS, 32 UCK/II0YEHNEM
MMMYHOBMONOTMYECKUX  JIEKAPCTBEHHbIX MPEenapaTtos, MNPOM3BOAMTE/Nb TAKOrO  JIEKAPCTBEHHOTO
npenaparta npeacTasaseT B pefepasbHblii OpraH UCMOJHUTENBHOM BAACTU, OCYLLECTBAAIOWMI GYHKUUN
MO KOHTPOMIO W Haz3opy B cdepe 34paBOOXPaHEHMUs, LOKYMEHT MPOU3BOAUTENS NEKAPCTBEHHOrO
CPpeacTBa, MOATBEPMKAAIOWMI  KAuyecTBO  JIGKAPCTBEHHOro  npenapaTta, W MNOATBEPXAEHME
YNO/HOMOYEHHOTO NN MNPOU3BOOMUTENSA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBMA JIEKAPCTBEHHOrO
npenapata TpeboBaHMAM, YCTAHOBNIEHHbIM NPU €ro rocyAapCTBEHHOW PerncTpaumm.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 ct.52.1 pononHaetca yu. 1.1 (®3 o1 30.01.2024 N 1-$3). Cm. byayulyto peaakumio.
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B u. 2 cT. 52.1 BHOCATCA n3ameHeHusa (P3 o1 30.01.2024 N 1-d3). Cm. byayLuyto pegakumio.

2. MNepepn, BBOAOM B rparkAaHCKMA 0BOPOT KaxkaoW CEpUM MM KarKAoW MapTMM BBO3MMOIO B
Poccuitickyto  Pepepaunto  NIeKapCTBEHHOro npenapata  Aas  MeAMUMHCKOTO  MPUMEeHeHus, 3a
WCKNItOYEHNEM MMMYHOBMONOTMYECKMX JIEKAPCTBEHHbIX MPenapaTtoB, OpraHuWsauma, OCyLLecTBAsoWan
BBO3 JIeKapCTBEHHOro npenapata B Poccuitickyto depepauumio, npeacrasnser B peaepanbHbii opraH
WUCNOJIHUTENbHON  BAIAaCTM, OCYWECTBAAKOWMI  YHKLMM NO KOHTPONO W  Hagsopy B cohepe
3[1paBOOXpaHeHuA, cepTuduKaT npou3BoAMTENA JIEKAPCTBEHHOTO CPeAcTBa, YAOCTOBepstowmi
COOTBETCTBME BBO3MMOTO JIEKAPCTBEHHOTO Npenaparta TpeboBaHWam papmaKoneHon cTaTbm, a B C/lyyae
oTcyTcTBMA dapmakoneiHon ctaTtbn TpeboBaHUAM HOPMATUBHON AOKYMEHTAUMWU, U NOATBEPKAEHUE
npeacTaBuTena OpPraHW3aLmMmn, OCYLLECTBAAIOWLEN BBO3 JIEKAapCTBEHHOTO npenapata B Poccuiickyto
depepaunto M YNONHOMOYEHHOW MHOCTPAHHLIM  MPOU3BOAUTENEM  JIEKAPCTBEHHbLIX CPEeACTB,
COOTBETCTBMA BBO3MMOFO JIEKAPCTBEHHOro npenapaTa TpeboBaHMAM, YCTAHOBAEHHbIM MpPU  €ero
rocyfapcTBEHHOM PerucTpaumm.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 ct.52.1 pononHaetca y. 2.1 (®3 o1 30.01.2024 N 1-$3). Cm. byayuiyto pegakumio.

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.09.2024 u. 3 cT. 52.1 n3naraetca B HoBon pegakumm (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuyto
peaakumio.

3. MNopaaoK npencTaBneHMsa B COOTBETCTBUM € YacTAMM 1 M 2 HacTOsLLEN CTaTbM AOKYMEHTOB M
CBEAEHUN O JNIeKApPCTBEHHbIX MpenapaTtax, BBOAUMbIX B TpPaKAAHCKM 060pOoT, ycTaHaBAMBaAETCS
Mpasutenbctsom Poccuiickon ®egepauymn.

KoHcynbTaHTlAtOC: NpMeyaHme.
C01.09.2024 B Y. 4 cT. 52.1 BHOCATCA M3MeHeHUsa (P3 o1 30.01.2024 N 1-d3). Cm. byayLLyto pefakumio.

4. B OTHOWEHMM NepBbIX TPeX Cepuin MAM NapTUIA NeKapCTBEHHOro npenaparta, BrepBsble
npousseseHHoro B Poccuiickoin ®enepaumm uam Bnepsble BBO3MMOro B Poccuiickyto Pepepaumto, B
denepanbHbIii opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBooOXpaHeHMA, AONONAHUTENbHO NPeACcTaBAAETCA NPOTOKOA UCMbITAHUI O COOTBETCTBUMN CEPUN
WMAW NapTUM NEeKapCTBEHHOro npenapaTta 4aA MeAMUMHCKOTO MPUMEHEHMS MNOKasaTeNAM KayecTsa,
npeaycmMoTpeHHbIM HOPMaTUBHOM AOKyMeHTauumeln (4anee - NPOTOKOA WCMbITaHWUI), NPOBOAMMBIX
aKKpeauToBaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickoit ®egepaunm 06 akkpeauTaLmm B
HaUMOHaNbHOW  CUCTEME  aKKpeauTaumu  denepanbHbIMM - TOCYAAPCTBEHHbIMM  BIOAMKETHBIMM
YUPEXKAEHUAMW,  NOABEAOMCTBEHHbIMM  deaepanbHOMy  OpraHy — WUCMOMHMTENbHOW  BAAcTy,
ocyuiecTeastolemMy GyHKUUKM No BbipaboTKe 1 peannsaumm rocy4apcTBeHHOM NOAUTUKN U HOPMATUBHO-
NpPaBoBOMY PEryaMpoBaHuiO B chepe 34paBooXpaHeHus, U deaepanbHOMY OpraHy MCNOAHWUTENbHOM
BAACTK, ocyuiecTeastowemy GYHKLMU NO KOHTPOO M Haasopy B chepe 3apaBooxpaHeHua. Mopaaok
BblJAYM YKasaHHbIMKM deaepanbHbIMU FOCYAAPCTBEHHLIMU BIOAKETHBIMU  YYpPEKAEHUAMM [AHHOTO
NPOTOKONA M pa3mep NaaTbl 3a ero BblAavy ycTaHaBaMBatoTca MpasutensctBom Poccuiickoit deaepavmn.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.09.2024 ct.52.1 pononHaetca uy. 4.1 - 4.3 (d3 o1 30.01.2024 N 1-d3). Cm. byayLLyto peaakumio.

KoHcynbTaHTlAOC: NpuMmeyaHme.
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C 01.09.2024 u. 5 cT. 52.1 n3naraetca B HoBon peaakumm (®3 ot 30.01.2024 N 1-d3). Cm. byayulyto
peaakumio.

5. ExXerogHo He nosgHee 1 ¢peBpana NpoU3BOAUTENMN IEKAPCTBEHHbIX CPEACTB MW OPraHMU3aLmu,
OCYLLECTBNAIOWLME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto depepaumio, NpeactaBasioT B
denepanbHbIi OpraH UCNOHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBOOXPaHEHUS, NPOTOKON UCMbITAHUI NOCTYNUBLLEFO B TEYEHME TOAa B rpaxkaaHCKuii obopoT
NeKapCcTBEHHOTO MpenapaTa KOHKPETHOro nNpous3BoauTens (Ha OAHY Cepuio KaXgoro TOProBoro
HaMMEHOBaHUA C YYETOM JIeKapCTBEHHON GOPMbI U L03UPOBKK), NMPOBOAMMbIX aKKPeaUTOBAHHbIMU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoli depepaumm o6 akkpeauTauum B HaUMOHA/IbHOM
cucTeMe aKkKpeauTauum UcnbiTaTeibHbIMK abopatopuamm (LeHTpamm).

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.09.2024 cT. 52.1 pononHsetca Y. 5.1 (®3 o1 30.01.2024 N 1-®3). Cm. byayLuyto peaakumio.

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.09.2024 B . 6 cT. 52.1 BHOCATCA n3ameHeHusa (©3 o1 30.01.2024 N 1-d3). Cm. byayliyo peaakLumio.

6. MpoussoauTenn NeKapcTBEHHbIX CPeACTB MWAW  OpraHM3aumu, OCYLLECTBAAOWIME BBO3
NeKapcTBeHHbIX NpenapaTtoB B Poccuiickyto Pesepaumio, He MeHee YeM 3a OAMH rog 40 NAaHUPYeMbIX
NPMOCTAHOBNEHMSA WAW MNPEKPALLEHNA NPOM3BOACTBA JIEKAPCTBEHHbIX MpenapaToB WAM MX BBO3a B
Poccuiickylo ®depepaumio yBegomnsatoT o6 3Tom denepanbHbli OpraH WCMOJIHUTENbHOW BAaCTy,
OCYLLECTBAAIOLWMIA GYHKLMUM NO KOHTPOO M Hag3opy B chepe 34paBooxpaHeHusa U dpeaepasnbHblii opraH
WCMONHUTENBHOW  BNACTM, OCYLLECTBAAOWMI  GYHKUMM NO  JMLEH3UPOBAHWUIO  NPOM3BOACTBA
NeKapcTBEHHbIX CPeacTs.

7. BBog, B rpakAaHCKUii 0BOPOT KarKaoh Cepun UAU KaxkaoW MapTuM MMMYHOBWONOrmyeckoro
JIeKapCTBEHHOrO NpenapaTa, npousseaeHHOro B Poccuiickon ®eaepaLmm nam BBO3MMOro B Poccuiickyto
depepaunto, OCyLLECTBAAETCA Ha OCHOBAHWM paspelleHus, BblAaHHOro d¢eaepasbHbIM OpPraHom
WUCNOJIHUTENbHON  BNACTM, OCYLLECTBAAOWMM GYHKLMM NO KOHTPOAK M Haasopy B cohepe
3[paBOOXPaHEHMA, Ha OCHOBAHWM BblgaHHOro denepasnbHbIMU TFOCYAAPCTBEHHbIMU BHOAKETHbIMMU
yUYpeKaeHMAMM, YKa3aHHbIMU B YacTM 4 HacTosALWEeN CTaTbM, 3aK/OYEHUS O COOTBETCTBUMU CEPUN UM
napTMM MMMYHOBMONOIMYECKOro IeKapPCTBEHHOrO MNpenapaTta TpeboBaHMAM, YCTAHOBAEHHbIM MPU ero
rocyfapcTBeHHOM perncrpaumm. MNopsaaok Bbl4aun paspeLlleHns Ha BBOA B rpaxKaAaHCKMn 060poT cepun
AN NAPTUN UMMYHOBMOIOrMYECKOTO IEKAPCTBEHHOIO NPEenapaTa, a TakXKe NopsALOoK BblAauM YKAa3aHHOIo
3aK0YEHMA WM pasmep nNAatbl 33 ero Bblgady ycTaHasauBatoTca [MpaBuTenbcTBOM Poccuitckoi
depgepaunn.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 ct.52.1 pononHaetca . 7.1 (®3 o1 30.01.2024 N 1-$3). Cm. byayulyto peaakumio.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B u. 8 cT. 52.1 BHOCATCA n3ameHeHusa (O3 o1 30.01.2024 N 1-d3). Cm. byayluyto peaakumio.

8. 3a HenpeacTaBAeHME WAM HECBOEBPEMEHHOE NpeAcTaBleHWe [AOKYMEHTOB U CBeAeHWM,
NpeaycMoTpeHHbIX YacTamu 1, 2, 4, 5 1 6 HacToALLel CTaTbM, MPOU3BOANUTENN IEKAPCTBEHHbIX CPEACTB U
OpraHuM3aLMm1, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Pocculickyio depepaunto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitickoli depepaumm.

9. MNpepcTaBneHne OOKYMEHTOB U CBEeAEHMN, NPedyCMOTPEHHbIX Yactammn 1, 2 U 4 HacToAwweln
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CTaTbW, M NOJyYeHMEe npeAyCMOTPEHHOro 4YacTbld 7 HACTOALWLEN CTaTbW paspelleHua Ha BBOA,
MMMYHODOMOIOTMYECKOTO NEeKapCTBEHHOTO npenapata B rpaXAaHCKMiM obopoT He Tpebytotca B
OTHOLWIEHUW NIeKapPCTBEHHbIX MpenapaTtos, nNpeAHa3HayYeHHbIX ANA  MpoBedeHUA  KAUHUYECKUX
NccNefoBaHUI NEKAPCTBEHHbIX MpPenapaToB, NPOBEAEHMA 3KCMepTM3bl JIEKAPCTBEHHbLIX CPeacTB AaA
OCYLLECTBNEHUA TOCYAAPCTBEHHOW PErucTpaLmm eKapCTBEHHbIX MPenapaToB, a TAKXKe B OTHOLWEHWUU
HEe3aperncTpMpoOBaHHbIX NEKAPCTBEHHbIX NPenapaTos, NpeaHa3Ha4YeHHbIX 414 OKa3aHUA MegULMHCKOM
NOMOLLUU MO YU3HEHHbIM MOKAa3aHMAM KOHKPETHOro MauyeHTa WAW rpynnbl NauMeHTOB, BBO3UMbIX B
Poccuiickyto Pepepaumio B cooTBeTcTBMM € Yactamum 3 1 3.1 ctatbn 47 Hactoswero PenepasibHOro
3aKoHa.

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

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.09.2024 B 4. 10 ct. 52.1 BHOCATCA M3MeHeHusa (P3 ot 30.01.2024 N 1-d3). Cm. byayuyto
peaakumio.

10. MNpu BbIABNEHUM B rpakgaHCKom obopoTe cepuu WUAM NapTMKU JIeKAapPCTBEHHOrO Mpenapara,
OOKYMEHTbl M CBEAEHMA O KOTOPbIX, NPeaycCMOTPeHHble YacTamu 1, 2 u 4 HacToAlel cTaTbM, He
npeacrtassieHbl B defepasibHblit OpraH WCMOJIHUTENIbHOW BAACTU, OCYLLECTBAAWMIA YHKUMM NO
KOHTPO/IIO U Haa3opy B chepe 34paBOOXpPaHEHUA, MO0 cepun UAM NapTUM MMMYHOBUOIOTMYECKOTro
JIeKapCTBEHHOrO MpenapaTa, He MWMEeWMUX paspeweHns Ha BBOA, B TPaxkAaHCKUA 060porT,
NpeaycMOTPEHHOIO 4acTbio 7 HACTOALWLEW CTaTbM, deaepasnbHbli OpraH WCNOJHUTENbHOM BAACTH,
OCYLLECTBAAIWMIA GYHKUMM MO KOHTPOJIIO M Haa3opy B cdepe 34paBOOXPaHEHUA, B MOPAAKE,
ycTaHoBneHHoOM [MpaBuTenbctBom Poccuitickoit Pepepaummn, NpUHUMaAET pellieHne O MpeKpalLeHumn
rpakaaHCcKoro obopoTa TakMx cepum nam NnapTumn Ao NpeacTaBAeHUs YKa3aHHbIX JOKYMEHTOB M CBeAEHN
60 NoNYYEHUs YKa3aHHOrO paspeLleHuns.

KoHcynbTaHTIAOC: npuMmeyaHue.

Ct. 52.2 He pacnpoCTpaHAETCA Ha Cepun NEeKAPCTB ANA BETEPUHAPHOrO NMPUMEHEHUA, BBEAEHHbIE B
rpaskgaHckmnin obopot ao 01.09.2023, KoTopble nognexKat MPUMEHEHMUIO A0 MUCTEYEHUA CPOKa MX
rogHoctu (®3 o1 02.07.2021 N 317-93).

Cratba 52.2. BBoA, B rpaXAaHcKuii 060poT nieKapcTBEHHbIX NMPenapaTtoB AN BeTepUHapHOro
npuMeHeHusn
(eBepeHa degepanbHbiM 3akoHOM 0T 02.07.2021 N 317-93)

1. Mepes BBOAOM B rpaXKOaHCKMM 0BOPOT KaxK4oM cepuu npousBegeHHOro B Poccuiickoi
degepaumn  NeKapcTBEHHOrO npenapaTta AAA BETEPUMHAPHOTO MNPUMEHEHWA, 33 WCKAYeHUem
MMMYHOBMOI0rMYECKOro IeKapCcTBEHHOro NpenapaTa 4/1A BeTePUHAPHOro NPUMEHEHNA, NPOM3BOAUTENb
TAKOro /IeKapCTBEHHOro npenapaTa NpeAcTaBAdeT B yBegoMUTEeIbHOM nopAake B deaepanbHblii opraH
NCMNONHUTENBHOW BAIACTW, OCYLLECTBAAIOWMI OYHKLUMM NO KOHTPOAto (Haasopy) B cdepe obpauieHua
NeKapcTBEHHbIX CPeACTB AN BETEPUHAPHOrO MPUMEHEHMSA:

1) AOKYMEHT NPOM3BOAMNTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMIN COOTBETCTBME KayecTBa
NIeKapCTBEHHOTO MpenapaTta A/1A BETEPMHAPHOIO MPUMEHEHMUs, BBOAUMOIO B TpaXAaHCKui o6opoT,
TpeboBaHMAM, YCTAHOBEHHbIM NPW €ro rocyAapCTBEHHOW perncTpaunm;

2) nogrsepxgeHne ynosHOMOYEHHOro iuuda nNpoumsBoAUTENA  NIEKAPCTBEHHbLIX CpeacTts
COOTBETCTBMA  JIEKAPCTBEHHOIO npenaparta AaAa BE€TePUHAPHOro nNpuUMMEHEHUA Tpe6OBaHWr'IM,
YCTAHOBJ/IEHHbIM MPU €ro I'OCV,CI,apCTBeHHOﬁ perncTpauunmn.

2. Mepen BBOAOM B rparKAaHCKMI 0BOPOT KaxKaoh cepuM BBO3MMOro (nepemeltaemoro) B
Poccuiickylo  ®degepaumio  NeKkapCcTBEHHOrO npenapaTa  A1A BeTepMHApPHOro MpPUMEHeHus, 3a
UCKAOYEHNEM MMMYHOBMOIOrMYECKOro IeKapCTBEHHOro npenapaTa A1 BeTepUHapHOro NPUMEHEHMNA,
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OpraHM3aums, ocyLLecTB/AOLWas BBO3 (NepemelLeHmne) 1eKapcTBEHHOro npenapaTa 4/18 BeTePUHAPHOro
npumeHeHnn B Poccuiickyto Pepepauuto, NnpeacTaBaseT B YBeAOMUTENBHOM Nopsake B GpeaepasibHblit
OpraH MCMNONHUTENIbHOW B/IaCTW, OCYWECTBAAIOWMIA PYHKUMM NO KOHTpoa (Hagsopy) B coepe
obpalLeHMA NeKapCcTBEHHbIX CPeACTB A1 BETEPUHAPHOTO NPUMEHEHUSA:

1) AOKYMEHT NPOM3BOAUTENS IEKAPCTBEHHbIX CPEACTB, MOATBEPKAAIOWMNIA COOTBETCTBME KayecTBa
NleKapCcTBEHHOrO npenapaTta A4/1A BETePMHAPHOro MPUMEHEHMUs, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTAHOBEHHbIM NPW €ro rocyAapCcTBEHHOM pernctpaunm;

2) noaTBepKAeHME IMLA, YNIOIHOMOYEHHOTO AepiKaTesieM UAN BAaSeNbLemM PerncTpaumoHHoro
YAOCTOBEPEHUSI  JIEKAPCTBEHHOro npenapata A0a BEeTEePUHAPHOro MNPUMEHEHWsA, COOTBETCTBUA
NleKapcTBEHHOTO NpenapaTa Aasa BeTePUHAPHOro NpUMeHeHus TPeboBaHMAM, YCTAHOBAEHHbIM NMPU ero
rocyAapCTBEHHOW perncTpaumm.

3. BBog B rpa)kgaHckuit obopoT BBO3MMOro (nepemelwiaemoro) B Poccuitickyio degepauuto
JIEKAPCTBEHHOrO npenapaTa A8 BeTePUHAPHOIO MPUMEHEHUA OCYLLEeCTBAAETCA NpUM  HaAn4ymm
3aK/I0YEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM npaBun
Hag/eXKallelr NPou3BOACTBEHHOW MPAKTUMKKU, BblAAHHOMO YNOJHOMOYEHHbIM ¢denepanbHbIM OpraHoOM
WCNOSIHUTENbHON BNACTU  ANA  NPOM3BOACTBEHHOM NOWAAKM JIEKAPCTBEHHOro npenapata A
BETEPUHAPHOIO NPUMEHEHMUA, BBOAMMOTO B rpaKaaHCKunit o6opor.

4. Inyo, yno/sIHOMOYEHHOE Aep:KaTesieM WU BAafesbLemM PerncTpalMoHHOro yAoCTOBEpPEHUn
JIEKapCTBEHHOrO npenapaTa ANnA BETEPUHAPHOro NPUMEHEHMUA, [O0/MKHO 6ObiTb aTTecToBaHO B
YCTAHOB/IEHHOM YNOJNHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONHUTEIbHOWM B1IAaCTM NOPAAKE U UMETb
CTaXX paboTbl He MeHee 4yem nNATb neT B obnacTu npousBoAcTBa U (MAM) KOHTPONSA KayecTBa
JIEKapCTBEHHbIX CPEACTB IN60 B 061aCTV MOHUTOPUHTa 3 HEKTUBHOCTN M 6@30MaCHOCTU NEKAPCTBEHHbIX
npenapaTtoB Ans BETEPUHAPHOrO MNPUMEHEHMA, MNPOBOAMMOrO Aep:KaTeNeM WAW  Brage/bLem
perncTpaunmoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTa AN BeTepPUHAPHOro NpUMeHeHua 1nbo
YNONHOMOYEHHbIM UMUK IOPUANYECKUM NNLOM, Bbicllee o0bpa3oBaHME COOTBETCTBEHHO MO OAHOW U3
cneupanbHocTe UM (MAK) ogHOMY M3  HanpaBfieHMA NoAroTOBKM: 6uonorus, 6uoTexHonorus,
BeTepMHapuA, BETEPUHAPHO-CAHUTAPHAA 3KCNepTU3a, KAMHUYEecKaa MeauuMHa, paguauuoHHas,
XMMMUYecKass M Buonornyeckana 3awmra, dapmauus, dyHAameHTaNbHas MeauUMHa, XMMUYecKas
TEXHOOMUA, XMMUS.

5. MNMopagoKk npeacrtaBnAeHMsa B COOTBETCTBUM C YacTAMMU 1 M 2 HaCTOSALLEN CTaTbW OOKYMEHTOB U
CBeAEHNIN O NeKapCTBEHHbIX NMpenapaTtax 4/ BETEPUHAPHOro NPUMEHEHUS, BBOAUMbIX B FParKAaHCKUIA
obopoT, yctaHaBnmBaeTca MpaButenbcTtBom Poccuiickon Pegepaumu.

6. B oOTHOWEHWM nepBbiX [ABYX CePUA JEeKapCTBEHHOro npenaparta A/ BeTepUHapHOro
NPMMeHeHWA, BMepBble MpousBedeHHoro B Poccuitickoit depepaunm UM Bnepsble BBO3UMMOTO
(nepemewaemoro) B Poccuitickyto depepaumio, B deaepanbHbiii OpraH WCMOAHWUTENbHOW BAACTy,
ocywecTeasowmini GyHKLMM NO KOHTpoAto (Haasopy) B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB ANA
BETEPMHAPHOrO NPUMEHEHUSA, HAapAAY C AOKYMEHTaMM, NPeayCMOTPEHHbIMM YacTaMM 1 1 2 HacToAlLeNn
CTaTbW, NPEACTaBAAOTCA NPOTOKO/Ibl UCMbITAaHNI O COOTBETCTBUM 3TUX CEPUI IeKAapPCTBEHHOro NpenapaTa
ONA  BETepMHAPHOro MPUMEHEHMs MOKasaTenssMm KadyecTBa, NpeayCMOTPEHHbIM HOPMAaTUBHbLIM
AOKYMEHTOM (ganee - MPOTOKO/A WMCMbITaHUI), NPOBOAUMbBIX aKKPeAMTOBaHHbIMU B COOTBETCTBMM C
3aKoHogaTenbcTBOM  Poccuiickon  ®depepaumm 06 akKpeauMTauMM B HALMOHANBLHOM  cucTeme
aKKpeamuTaLmMm ncnbiTaTeibHbIMKU NabopaTopuamu (LeHTpamm).

7. ExxerogHo He nosgHee 1 ¢peBpanA NpoU3BOAUTENN JIEKAPCTBEHHbIX CPEACTB UM OPraHM3aLmu,
OCYLLEeCTBAISIIOLLME BBO3 (NEpemeLLeHMe) 1IeKapcTBEHHbIX NMPenapaTos 411 BETEPUHAPHOro NpUMeHeHus
B Pocculickyio ®Pepepaumio, npeactaBnaloT B denepanbHbli OpraH  WCMNOJNIHUTENbHOW  BAACcTy,
OCyLLeCcTBAAWMNA GYHKLUMM NO KOHTPOo (Haa3opy) B chepe obpalLeHNs NeKapCTBEHHbIX CPeacTB A
BETEPUHAPHOrO NPUMEHEHWA, MPOTOKOA WCMbITaHWIA MOCTYNMBLUEro B TeYEHWEe roda B rpaxaaHCKuii
060pOT NIeKapCTBEHHOro Npenapara A1a BeTepnHapHOro NPUMeHeHUA KOHKPETHOro npovssoauTens (Ha
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OfIHYy CepuI0 Ka)[loro TOProBoro HauMMEHOBaHMA C Y4YeTOM NeKapcTBeHHOW ¢Gopmbl, a Ans
JIeKapCTBEHHOTO npenapaTa ans BETEPUHAPHOro NpPUMeHeHus, He ABnsoLerocs
MMMYHOBMONOTMYECKUM, TaKKe C Y4eTOM [03UPOBKM), MPOBOAMMbBIX aKKPeAMUTOBaHHbIMKU B
COOTBETCTBMM C 3aKoHogaTenbctBoM Poccuitckon depgepaumm o6 akkpeauTaumMnm B HaLMOHA/IbHOM
cucTemMe aKKpeamuTauumn ncnbiTaTeNbHbiMM NabopaTopuaMM (LLeHTpamm).

8. BBoa B rpaxkAaHckuMii 060pOoT MMMYHOOMONOIMYECKOro JieKapCTBEHHOro npenapaTta AnA
BETEepMHapHOro MNpPUMeEHeHUs, npoussBedeHHoro B Poccuitickolt  depepaumm  UMAM  BBO3UMOTO
(nepemewaemoro) B Poccuiickyto degepaumto, ocyWwecTBAAETCA Ha OCHOBAHUM pa3peLleHns, BblAaHHOTO
denepanbHbIM OpPraHOM UCMONHUTENBHOWN B1IACTU, OCYLLECTBAAOWMM GYHKLMM MO KOHTPOAO (Hagzopy)
B cdepe obpalLeHMs NeKapCTBEHHbIX CPeACTB A1° BEeTEPUHAPHOro NpUMeEHeH M s. YKaszaHHoe paspelleHne
Bbl4aeTCs Ha OCHOBAHWMW NMPOTOKO/A UCMbITaHMIA, NPOBOAMMbBIX aKKPeAUTOBAaHHbIMW B COOTBETCTBUN C
3aKkoHogaTenbctBOM Poccuitickoit  Pepgepaumm 06  aKKpeaAMTauuMM B HaUMOHANbHOM  cucTeme
aKKpeaMTaummn opraHM3aumnsmm, NnoaseaoMCTBEHHbIMU dpeaepanbHOMY OpraHy UCNOIHUTENbHOW BACTH,
ocyuwiecteasowemy GyHKLUMM No BbipaboTKe rocydapCTBEHHOW MOAUTUKU U HOPMaTUBHO-NPaABOBOMY
perynnmpoBaHuto B chepe arponpoMbilLIEHHOrO KOMMAEKCa, BKAOYana obpalleHWe /eKapCTBEHHbIX
CpeacTe AN BETEPUHAPHOrO MPUMEHeHus, unum deaepasbHOMY OpraHy MCMNOJIHUTENbHOM BNacTH,
ocyuiecTeasowemy GyHKUUKN No KOHTpoto (Haa3opy) B chepe obpalleHNA nekapCTBEHHbIX CpeacTs Ans
BETEPMHAPHOro MPUMEHEHUs, a TaKKe [AOKYMEHTOB U CBefeHWN, NpeayCcMOTPEHHbIX YacTbio 1 (ans
npenapartos, NpousBegeHHbIX B Poccuitickoit ®epepaunn) nam yactbto 2 (4n8 npenapaTtos, BBO3UMbIX
(nepemeuiaemsbix) B Poccuiickyto Geaepalmio) HacToALLLEN CTaTbu.

9. CpoK Bblgaum paspelleHns, YKa3aHHOTo B 4acTM 8 HACTOSALLEN CTaTbW, COCTABAAERT NATb paboumnx
OHel co AHA npeacTaBlAeHUs NPOU3BOAUTENEM JIEKAPCTBEHHbIX CPeACTB WAW  OpraHM3auuen,
OCyLLecTBAAOWEN BBO3 (NepemMelLeHne) NekapCTBEHHOTO Npenaparta 418 BeTePUHAPHOro NpUMeHeHun B
Poccuiickyto ®epepaumio, B peaepanbHbi OpraH UCNOAHUTENBHOM BIACTU, OCYLLECTBAAOWMN GYHKUUM
Nno KOHTPOoAO (Haa3opy) B chepe 0bpaLLeHNA NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHMUS,
OOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 8 HACTOALLEN CTATbMU.

10. Pa3pelueHue, yKa3aHHOe B 4acTM 8 HacTosALLel CTaTbW, BblAAETCA B OTHOLWIEHMM Kaxaon u3
nepsbiX ABYX Cepuit MMMYHOBMONOTMYECKOro /IeKapCTBEHHOro npenapata A1 BeTepuHapHOro
npumeHeHuA, Bnepsble npousseaeHHoro B Poccuitickoit depepaummM WAM BNepBble BBO3UMOIO
(nepemeutaemoro) B Poccuiickyio Peaepaumio. Takoe paspelieHune BblAaeTCa Ha BeCb CPOK obpalleHns
cepum UMMYHOBMONOTMYECKOro JIeKapCTBEHHOrO npenapaTta A1 BETEePUMHApPHOro MPUMEHEHMUs, B
OTHOLLUEHUM KOTOPOW OHO BblAaHO. B 0OTHOLEHNN NoCneayoLWMX CeEPUin 0AHOTO TOProBOro HAUMEHOBaHUSA
MMMYHOBMONOTMYECKOrO  NIeKAapCTBEHHOrO  Npenapata A48  BETEPUHAPHOrO  MPUMEHEHMUS,
npoussedeHHoro B Poccuiickoit depepauum MaM BBO3MMOro (nepemeliaemoro) B POCCUICKYHO
depnepaumio, Takoe paspeLleHne BblAAETCA CPOKOM Ha Tpu roaa. NMopsaaoK Bblaaun paspelleHns Ha BBOA,
B rpaXZaHCKuUii 060pPOT MMMYHOBMONOrMYECKOrO JIeKapCTBEHHOrO npenaparta ANs BeTepuHapHOro
NpUMeHeHuA, NoPALOK BblAa4yM NPOTOKOIA UCMNbITAHUI, YKa3aHHbIX B YaCTM 8 HACTOALLEN CTaTbK, a TaKKe
MeToAMKa onpefeneHva pasmMepoB MNAaTbl 3a BblAadyy YKa3aHHOro MPOTOKO/Aa  UCMbITaHUIA
ycTaHaBauBaetcs MNpasutenbctsom Poccuiickoit deaepaumu.

11. MmmyHOBMONOTMYECKME JNleKapCTBEHHbIE MpenapaTtbl A8 BETEPUHAPHOrO NPUMEHEHWUs,
BBeAeHHbIe B rPaykAaHCKMI 060POT B COOTBETCTBMM C YaCTbIO 8 HACTOALLEN CTaTbW, NOANEHKAT XPAHEHMIO,
nepeBo3Ke, OTMNYCKY, peannsauuu, nepegade, NPUMEHEHWNIO 40 UCTEYEHUA CPOKa UX FO4HOCTY.

12. 3a HenpeactaB/ieHWe WAM HecBOEBpPeMeHHOe npeAcTaBiAeHWe AOKYMEHTOB U CBeAEHWN,
npeaycMoTpeHHbIX YacTammn 1 - 3, 6 n 7 HacToAWEen CTaTbM, NPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB U
opraHM3aumm, ocylecTeaaolmMe BBO3 (NepemelleHne) NekapcTBEHHbIX NPenapaTos ANs BeTepUHapHOro
npumeHeHua B Poccuiickyto ®eaepaunio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoit epgepaumn.

13. MpeacTtaBneHne AOKYMEHTOB U CBeAEHUI, NpeayCcMOTpPeHHbIX Yactamn 1 - 3, 6 n 7 HacToALwed
CTaTbM, M NONlyYEHME pa3peLleHMA, YKA3aHHOIO B YaCTK 8 HACcTOsALLEN CTaTbW, He TPebYoTCA B OTHOLIEHUM
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NIEKAPCTBEHHbIX MpenapaTtoB ANA BETEPUHAPHOIO MPUMEHEHMUA, NpefHasHayYeHHbIX A1 BblBO3a W3
Poccuiickoir Pepepaumm, npoBeAeHUA AOKAMHUYECKUX WCCAEA0BaHUIN NIEKAPCTBEHHbIX CPEACTB,
KAMHUYECKUX UCCNef0BaHUN NEKAPCTBEHHbIX MPenapaToB /18 BETEPMHAPHOIO NPUMEHEHMA 1 BBO3a A
uenemn, ykasaHHbIX B nyHKTe 5 yactn 1 ctatbu 50 HacTosiwero PesepasibHOro 3aK0OHa, a TakyKe obpasuos
JIeKapCTBEHHbIX NMPenapaTtoB A4/ BETEPMHAPHOIO MPUMEHEHUS, npegHa3HayYeHHbIX AnA npoBeaeHuA
3KCNEepTU3bl JIEKAPCTBEHHbIX CPEeACTB B LEAAX OCYWEeCTBAeHMA T[OCyAapCTBEHHOM perucrpaumm
NIEKAPCTBEHHbIX MpPenapaTtoB A58 BETEPUHAPHOrO MPUMEHEHUA WM BHECEeHMA WU3MEHEHWUI B
perncTpaunmoHHoe A0Cbe Ha JIEKAaPCTBEHHbIN NpenapaTt A/ BEeTePUHAPHOTO NPUMEHEHMA.

Cratba 53. Mpoaarka, nepeaaya NeKapCTBEHHbIX CPeACTB OpraHM3aLUMaAMU ONTOBOI TOProsau
NleKapCcTBEHHbIMU CpeaCcTBamMmu

1. OpraHusaumm ONTOBOM TOProB/AM NEKAPCTBEHHBIMU CPEACTBAMM MOTYT OCYLLECTBAATb NPOAANKY
NIeKapPCTBEHHbIX CPEeACTB WAW nepefasaTb WX B YCTAHOBAEHHOM 3aKOHOZATENbCTBOM PocCcUMCKOW
depepaunn nopagke (3a UckaodeHnem GpapmaueBTUYECKON CybCTaHLMM CNMpTa 3TUAOBOrO (3TaHoNa) ¢
y4eTom TpeboBaHMI YacTu 3 HacTOALLEN CTATbMK:

(8 pea. PenepanbHbix 3aKkoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-93)

1) ApyrMm opraHM3aLmam ONTOBOM TOProBAN IEKaPCTBEHHbIMW CPEeACTBaAMMU;
2) Npoun3BOAUTENAM SIEKAaPCTBEHHbIX CPeACTB AA Lefieil NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHMU3aLMAM U BETEPUHAPHbBIM anTeYHbIM OpraH13aLmnam;

4) Hay4YHbIM OpraHU3aUMAM 414 Hay4YHO-MUCCIe0BaTeIbCKOM pPaboTbl;
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5) nHaOnBnAyanbHbiM  nNpegnpuHUMaTenam, uMmMmewwmm nANUEeEH3NK Ha d)apMaLI,EBTVILIeCKyPO
AeATeNbHOCTb UIN INLEH3UIO Ha MEOULLMHCKYIO AeATeNIbHOCTb;

6) MeaUUMHCKMM OpraHu3aumsam, B TOM YNC/1e CO34aHHbIM U 3aperncTpUpoBaHHbIM B COOTBETCTBUM
C 3aKOHOAATENbCTBOM MHOCTPAHHOrO rocygapcrea - 4dneHa OpraHusauuMmM  3KOHOMWYECKOro
COTPpyAHMYECTBA M PasBUTMA  MHOCTPAHHLIM  IOPUAMYECKMM  AMLAM,  UHAUBUAYA/bHbIM
npeanpuHUMaTenam, ABAAIOLLMMCA y4acTHUKAMM NPoeKTa B cooTBeTCTBMM ¢ PeaepasibHbIM 3aKOHOM OT
29 utoHa 2015 roga N 160-$3 "O merKayHapogHOM MEAULIMHCKOM KNacTepe U BHECEHUU U3MEHEHUI B
oTAeNbHble 3aKoHoAATe bHble aKkTbl Poccuiickoi ®epepaumn”, n BeTepuUHapHbIM OpraHn3aLmAMm;
(8 pea. PenepanbHbix 3aKoHOB 0T 26.07.2019 N 240-$3, ot 04.08.2023 N 428-93)

7) opraHusauMam U MHAMBMAYaNbHbIM MNPEANPUHUMATENAM, OCYLLECTBAAIOWMM pa3BeaeHue,
BblpallMBaHME M COAEprKaHME MMBOTHbIX (33 WCKAOYEHMEM NPOAaXKM UM  dapmaLeBTUYECKUX
cybCTaHUM UK UX Nepesayn).

(n. 7 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

2. OpraHu3aumMmM ONTOBOM TOPrOB/M NIEKAPCTBEHHBIMWM CPEACTBAaMWM He BrpaBe OCYLLECTBAATb
npofaxy (nepefayy B YCTAaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuitickoit ®depepaunm nopsaake)
dbapmaueBTUYECcKoi cybCTaHUMKM CnuMpTa 3TUI0BOTO (3TaHoNa).

(yacTtb 2 B pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.
Y. 3 c1. 53 Ha TeppuTopuax OAHP, JIHP, 3anopoxckon obaactn, XepcoHCcKoM 061acTn NnpumeHaeTca ¢
01.09.2024 (d3 o1 04.08.2023 N 428-3).

3. OpraHu3saumy oNToBOM TOProBAW NEKAPCTBEHHbLIMMW CPeACTBAMM MOTYT OCYLLECTBAATL NPOAarKy
(nepepauy B yCcTaHOBAEHHOM 3aKOHOAATENbCTBOM Poccuiickoin degepaumm nopaake) NeKapcTBEHHOMo
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npenapaTta Ana MeguMuUUMHCKOro NPUMEHEHMA C MeXAYHAapPOAHbIM HenaTeHTOBaHHbIM HaMMeHOBaHMEM
n n
STtaHon":

1) IopPUANYECKMM NIMLLAM, UMEIOLLMM NULIEH3MIO Ha dapMaleBTUYECKY0 AeATeNbHOCTb B chepe
ob6pallleHMA NeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOro NPUMEHEHUS;

2) uvHAMBMAYaANbHBLIM NPEANPUHMMATENAM, WMELWMM JIMLEH3MI0O Ha (apmMaLLeBTUUYECKYO
AeaTenbHoCcTb B chepe 0bpalleHma NeKapCTBEHHbIX CPeACTB A8 MeAULMHCKOro NPUMEHEHMS;

3) uHANBMAYaNbHbIM NPeANPUHUMATENAM, UMEIOLUM IULLEH3NIO Ha MeAULMHCKYIO AeATEIbHOCTb;
4) 1opuMANYECKUM IMLLAM, UMEIOLLIMM IULLEH3UIO Ha MeAULMHCKYIO AeATEeIbHOCTb;

5) MHOCTPaAHHbIM IOPUANYECKUM INLAM U UHAUBUAYANbHBIM NPeAnpPUHUMATENAM, CO3JaHHbIM U
3aperncTpUpoBaHHbIM B COOTBETCTBUM C 3aKOHOAATENIbCTBOM MHOCTPAHHOTO FOCYyAapcTBa - 4Y/eHa
OpraHmsaumm 3KOHOMUYECKOTO COTPYAHMYECTBA U PasBUTUA, ABAAIOWMMCA YYaCTHMKAMKU NPOEKTa B
cooTBeTCTBUM C PepepancHbiM 3aKOHOM OT 29 uioHa 2015 roga N 160-®3 "O mexayHapoaHOM
MeMUNHCKOM Knactepe M BHECEHMU M3MEHEHWA B OTAe/fbHble 3aKOHOoAaTesbHble aKTbl Poccuiickoit
Pepepaunn’;

6) ucnbiTaTeNbHbIM NabopaTopuaM (LEeHTpam), NPOBOAALMM WMCMbITAHUA B 061aCTU KOHTPONSA
KayecTBa /1IeKAPCTBEHHbIX CPeACTB, aKKPeaUTOBAaHHbIM B COOTBETCTBUM C 3aKOHOZATENbCTBOM
Poccuiickolt ®epepaumm 06 akKpeaUTaLUUM B HALMOHANLHOM CUCTEME aKKpeaUTaLmu.

(yacTb 3 BBeageHa PeaepanbHbiM 3akoHOM oT 04.08.2023 N 428-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AU IEKAPCTBEHHLIMM CPEACTBAMU

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 4. 1 cT1. 54 n3naraetcs B HoBoM pegakummn (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuLyto
peaakumio.

1. OnToBas TOProBAA JIEKAPCTBEHHbIMW CPEACTBaMM OCYLLECTBAAETCA MNPOM3BOAUTENAMM
NIeKAPCTBEHHbIX CPEACTB M OpraHM3aumMamum ONTOBOW TOProB/AM JIEKAPCTBEHHbIMW CpPeAcTBamMM MO
npaBunam Hagnexalen AMCTPUObIOTOPCKOM NPAKTMKK, NpaBMAaM Haf/1exKallen NPakTUKK XpaHeHUs U
NnepeBO3KM JIEKAPCTBEHHbIX MpenapaToB A1A MeAULMHCKOTO MNPUMEHEHMA, MpaBuiaM XpaHeHus
NIEKAPCTBEHHbIX CPeacTB ANA BETEPUHAPHOIO MNPUMEHEHWSA, YTBEPMKAEHHbIM COOTBETCTBYHOLMMU
YNOJHOMOYEHHbIMU desepasibHbIMU OpraHamm UCNOJHUTENbHOW BAACTW.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 28.04.2023 N 171-93)

2. OpraHusauua ONTOBOW TOProBAM /IeKAPCTBEHHbIMW cpeacTBamu  0bA3aHa cobnoaaThb
npesesnbHble CPOKM OTrPY3KM 3aTpeboBaHHbIX aNTeYHOM OpraHu3aLMen NekapcTBEHHbIX NPenapaTos A
MeANUNHCKOTO MPUMEHEHMA W He BMpaBe OTKA3blBaTb anTeYHOW OpraHUsauuu, C KOTOpPOW y Hee
3aK/I04EH COOTBETCTBYHOLLMIA AOrOBOP O NOCTAaBKAX NEKAPCTBEHHbIX MpenapaToB ANA MeAULMHCKOro
NPUMeEHEHMA, B NOCTaBKe /IEKAPCTBEHHbIX NPENapaToB AAA MeAULMHCKOTO NPUMEHEHUA NPU HANUYUK
3aTpebOBaHHbIX IEKAPCTBEHHbIX NPenapaToB A58 MeANLUHCKOrO NPUMEHEHUS Y OpraHU3auumn oNToBoM
TOProB/IN NIEKAPCTBEHHbIMK CcpeacTBamu. [peaenbHble CPOKM OTIPYy3KM 3aTpeboBaHHbLIX anTeyHoM
OpraHusaumen NeKapCTBEHHbIX MPenapaToB A8 MeAULMHCKOTO MNPUMEHEHMA B 3aBMCMMOCTM OT
pacnonoXeHUa MecTa OTrPy3KM JIEKapCTBEHHbIX MPenapaTtoB ANA MeAULMHCKOTO NpUMEHEHMA
YCTAHaBAMBAKOTCA YNOJHOMOYEHHbIM PpeaepanbHbIM OPraHOM UCMOIHUTENIbHOM BNACTHU.

(yacTb 2 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 26.03.2022 N 64-93)

CratbAa 55. Mopapok p03HVI‘-IHOﬁ TOPros/in IeKapCTBEHHbIMU Npenapatamu

1. PoO3HW4YHaA TOProBaA NEKAPCTBEHHbIMU MNpPenapatamMn B KOJIMHECTBAX, HEO6XO,£I,MMbIX AanAa
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BbINONHEHUA BpauyebHbIX (dbenbAlepcknx) HasHaYeHUn UAW Ha3HaAYeHUW Ccneunanuctos B obnactu
BeTepMHapuM,  OCYLLECTBAAETCA  anTeYHbIMU  OPraHu3auuMaAMKM, BETEPUHAPHLIMU  anTeUHbIMU
OpraHusaumnsamum, UHANBUAYANbHBIMU npeanpUHUMaTENAMMU, UMEIOWMMU  JINLUEH3UID  Ha
bapmMaLLeBTUUECKYIO OeATeNIbHOCTb, MEAULMHCKUMW OPraHmn3aLmaMn, MMEWUMKU JINLEH3UIO Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U X 060cobneHHbIMK MoapasgaeneHusmn  (ambynatopusamu,
denbalepckumm 1 GenbaliepcKko-akyLepCcKUMM  MyHKTaMK, LeHTpamu (oTaeneHusmu) obluen
BpayebHOol (cemeliHOM) MpPaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACeNEHHbIX MYHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeyYHble OpraHu3aLummn, U BETEPUHAPHLIMU OPraHU3aUMAMMU, UMEOLWMMU ANLEH3NIO Ha
dbapmaLLeBTMUECKYIO AeATeNbHOCTb. PaspelleHa pO3HMYHAA TOProBAA TOJIbKO JIEKAPCTBEHHbIMMU
npenapatamu, 3apernctpupoBaHHbiMW B Poccuitickoit Pepepauym nmbo B COOTBETCTBMM C aKTamM,
cocTasasowmMmm npaso Corosa, AU U3FOTOBAEHHLIMW anTeYHbIMM OPraHM3auMAMN, BETEPUHAPHbLIMU
anTeYHbIMW OPraHM3aLUAMMU, UHANBUAYANBHbIMU NPEANPUHUMATENAMU, UMEKLWMMN NULEH3IUIO Ha
dapmaLeBTMUECKYIO  AeATeNbHOCTb.  PO3HMYHAA  TOProBAs  JIeKAapCTBEHHbIMM  MpenapaTtamu
OCYLLECTBASETCA MO MpaBUaam Hag/iexalen anTeyHon MPaKTUKK, YTBEPKAEHHbIM YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIbHOM BN1ACTU.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-$3, 07 22.12.2014 N 429-93, o1 30.01.2024 N 1-$3)

1.1. Po3HWYHas TOProBnA /SIEKAapCTBEHHbIMU MNpenapaTtamu AN MeAULMHCKOro NpuMmeHeHus (3a
WCKNOMEHNEM JIEKAapPCTBEHHbIX NMPEnapaToB, OTNYCKAEMbIX MO peuenTy Ha NEeKAapCTBEHHbIM npenapar,
HAPKOTMYECKNX NEKAPCTBEHHbIX MPENapaTtoB W MCUMXOTPOMHbLIX SIEKAPCTBEHHbIX MPENAPaTOB, a TaKXKe
CNUPTOCOAEPKALUMX NTIEKAPCTBEHHbIX MpenapaToB ¢ 06beMHONM Aoneit 3TUNO0BOro CnMpTa ceblwe 25
MPOLEHTOB) MOMET OCYWeCcTBAATbCA anTeYHbIMM OPraHU3auUAMM  AUCTAaHLMOHHBIM  CMOCOBOM.
PO3HWYHYIO  TOProBAKO  NEKAPCTBEHHbIMW  MpenapaTtamuM  AA8  MEeLULMHCKOro  NpUMEHeHuA
OVCTaHLUMOHHbBIM CNocoboM MOryT OCYLLECTBAATb anTeYHble OPraHuMsauMn, MMeLMne NULEH3UIO Ha
dapmaLLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLEE paspeweHne denepasbHOro  opraHa
WCMOJIHUTE/IbHOM  BJIAaCTW, OCYLUECTBAAOWEro ¢GYyHKUMWU MO  KOHTPO/O W Haasopy B cohdepe
34paBooxpaHeHuAa. [MopAafoK BblgAYM  paspelleHMA  Ha  OCYLLEeCTB/eHME PO3HUYHOW TOProsau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHUMOHHbBIM cnocobom, TpeboBaHMA K anTeYHbIM OpPraHU3aumam,
KOTOpPble MOTYT OCYLLECTBAATb TaKyld TOProB/Al, U MOPALOK €e OCYLLEeCTBAEHUA, a TaKXKe npaBua
[OOCTaBKM NIEKApCTBEHHbIX NpenapaTtoB rpaskgaHam ycTaHaBauBatoTcsa [paBuTenbCcTBoM Poccuiickoi
depepaunn. Uudbopmauusa o6 onsayeHHbIX (OTNYLLEHHbIX) U MOJIYYEHHbIX NEKAPCTBEHHbIX NpenapaTtax
BHOCUTCS B CUCTEMY MOHWTOPUHIa AOBUMKEHUA JIEKAPCTBEHHbIX MpPenapaTtoB Aaa MeaMLMHCKOro
NPUMeHeHNA B NopsaKe, NPeayCMOTPEHHOM YacTbio 7 cTaTbM 67 HacToALlero desepanbHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Bupgbl anTeyHbIXx oOpraHM3auMin M nNpaBMaa OTNYCKA JIEKAPCTBEHHbIX MpPenapaTtos A
MEANUMHCKOTO NMPUMEHEHUA anTeYHbIMU OpPraHM3aumsaMun, MHAMBUAYANbHbIMU NpeanpuHUMaTensamu,
MMEIOLLMMM JIULLEH3UIO Ha papMaLeBTUUECKYIO AeATENbHOCTb, a TAK}Ke NpaBuia OTMNYCKa IEKapPCTBEHHbIX
npenapaTos A1A MeULMHCKOro NPUMEHEHNA MeAULMHCKUMU OpPraHM3aLnAMK, UMEOLWMMN TULLEH3UIO
Ha papmaLeBTUYECKYIO AeATeNbHOCTb, U UX 0060COBNeHHbIMU MoapasaeneHnamu (ambynatopuamu,
denbawepckumm n  GenbalepcKko-akyLEepCKUMM  MyHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpauyebHol (cemeiHOolM) MPaKTUKKN), PACMONIOKEHHBIMU B CEJbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3auuW, YTBEPXKAAKTCA YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHom
NCNOIHUTENbHOM BNACTU.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuaa oTNycKa HAPKOTUYECKMX CPeACTB M MCUXOTPOMHbIX BELWECTB, 3aPerMcTPUPOBaHHbIX B
KauecTBe /IeKapCTBEHHbIX NPenapaToB, NEKApCTBEHHbIX MNpPenapaToB, COAEPMKALMX HapKOTUYEecKue
CPeacTBa WM MCUXOTPOMHbIE BELWECTBA, YTBEPXKAAOTCA YNOJHOMOYEHHbIM deaepanbHbiM OpraHom
WCMNONHUTENbHOW BNAcTM NO COrnacoBaHWO C deaepanbHbIM OPraHOM WCNOMHMTENbHOW BAACTy,
YNOAHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(8 pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4, ﬂeKapCTBeHHbIE npenapartbl AnA BETEPUHAPHOINo nNpuMeHeHuUA noanexat OTnyCRy
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BETEPMHAPHbLIMW anTeYHbIMW OPraHM3aUMAMKN, BETEPMHAPHBLIMU OPraHU3aunAMU, UHAUBUAYANbHBIMU
npeanpuHUMaTeNamMmn, MMELLMMN  AULEH3NI0 Ha dapMaleBTUUYECKylo AeAaTenbHocTb. OTnycK
JIeKapCTBEHHbIX MpenapaToB A/ BETEPUHAPHOro MPUMEHEHMA OCYLLECTBNSETCS B COOTBETCTBUU C
NnpaBuMIamMM Hag/lexalel anTeyHon MPaKTUKM JIEKAPCTBEHHbIX MpenapaToB A/ BeTepUHApPHOro
NPUMeHeHUsA, YTBEPKAEHHbIMU YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTEIbHOM BAACTU.

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

5. [MepeyeHb MEAMUMHCKMX OPraHM3auUun, MMEWUX UMUEeH3NIo Ha dapmaueBTUYecKyto
OEeATeNbHOCTb, U UX 060CO6NEHHbIX NogpasaeneHuin (ambynaTopuin, denbawepckux U penbaluepcKo-
aKyLIEePCKUX NYHKTOB, LLEHTPOB (oTAeNeHU) obuielt BpauebHo (cemetHOM) NPaKTUKKM), PAcroOKEHHbIX
B CE/IbCKMX HACE/IEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OPraHM3aunn, a TakKe nepeyeHb
JIeKaPCTBEHHbIX NPENAPATOB, NPOAAXKA KOTOPbIX MOXKET OCYLLECTBAATLCA YKAa3aHHbIMM OpPraHM3aLMaMU U
ux 060c06NEHHbIMM MNOAPa3AEeNEHUAMM, YCTAHABAMBAIOTCA OPraHaMu WCMOAHUTENbHOM BAACTK
cybbeKkToB Poccuitckoit Pegepaunu.

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHusauMu, WHAMBMAYA/bHbIE MpPeANnpPUHUMATENM, UMEOWME NULEH3UID Ha
dapmaueBTUUECKYIO AeATeNbHOCTb, 0053aHbl obecneymBaTb YTBEPXKAEHHbIN  [paBUTENbLCTBOM
Poccuiickoit Pepepaumm n GpopmMmnpyemMblit B YCTAHOBIEHHOM MM MOPAAKE MUHUMAJIbHbIN aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOHXOAMMbIX A1 OKA3aHUA MeAULMHCKON MOMOLLM.

(yacTb 6 B peq. deaepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble OpraHW3auuu, WHAMBUAYANbHbIE NPEANPUHUMATENU, UMEKOLWME JINLEH3UI0 Ha
dbapmaLLeBTMUECKYIO AeATe/NIbHOCTb, HapAdy C JIeKAapCTBEHHbIMM NpenapataMmm  MMeT MNpaBo
npuobpetatb M NpoAaBaTb, B TOM 4WUCNe AUCTAHLMOHHBIM CNocobom, MeaUUMHCKME u3aenwus,
Ae3nHobuumpylowme cpeacTsa, npegmeTtbl U CPeAcTBa JIMMHOM TUTMEeHbl, NOCYAy ANA MeANUMHCKAUX
uenen, npegMeTbl U CpeacTBa, NpegHasHayYeHHble gns yxona 3a 60/bHbIMW, HOBOPOMKAEHHBIMU U
OEeTbMM, He JOCTUILIMMM BO3pacTa TPex JIET, O4KOBYHO ONTUKY U CPeACTBa yXo4a 3a HeWll, MMHepabHble
BOZbl, NPOAYKTbl 1e4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHMA, BUONOrMYECKM aKTUBHble [00aBKM,
napdomepHble U KOCMETUYECKME CPeacTBa, MeAULMHCKME U CaHUTapHO-NPOCBETUTENIbHbIE MeYaTHble
n3paHuA, NpeaHasHavyeHHble 410 nponaraHabl 340P0BOro 06pasa XKU3HM.

(B peq. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [leATeNbHOCTb anTeYHbIX opraHusauuii BoopyrkeHHbix Cun Poccuiickon ®Pepepaumn, Apyrux
BOWCK, BOMHCKUX POPMMPOBAHUI U OPraHoB, B KOTOPbIX 3aKoHOAaTenbctBOM Poccuitckolt Pepepaunm
NpPeaycMoOTPEHO MPOXOXKAEHWE BOEHHOM CAyxbbl MnM denepanbHOM rocysapCTBEHHOM  CAyKObl,
CBAI3aHHOM C MPaBOOXPAHWUTENLHOW AEATENbHOCTBIO, pPerfameHTupyetca HactoAawmm deaepanbHbim
3aKOHOM M YTBEPKAEHHbIMW COOTBETCTBYHOLWLMMN PeaepasbHbIMU OpraHaMu UCMOIHUTENIbHOM BAAcTU
nonoxeHnamn. KoHTposnb 3a cobnofeHMemM yKa3aHHbIMM anTeYHbIMU OPraHU3aLMAMMU NOOKEHWUN
HacToAwero ®enepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOWMMU deaepasibHbIMU OpraHamm
NCNOJIHUTENbHOM BNACTMU.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Y1patnn cuny c 1 aHBapa 2021 roga. - PeaepanbHblin 3akoH o1 03.04.2020 N 105-P3.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.03.2026 cT. 55.1 ytpaumnsaet cuny (®3 ot 20.10.2022 N 405-P3).

Cratba 55.1. MopAaA0K OCyL,eCTBIEHUA PO3HMUYHOW TOProB/M NEeKapCTBeHHbIMU npenapaTtamu
ANA MeAMUMHCKOro npUMeHeHus, OTNyCKaemMbiMU MO peuenTy Ha JieKapCTBeHHbl npenapar,
AMNCTAaHLUMOHHbIM cnocobom

(sBepeHa depepanbHbiMm 3akoHOM OT 20.10.2022 N 405-93)
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1. B nepuoa c 1 mapta 2023 roga ao 1 mapta 2026 roga B ropoae penepanbHoro sHayeHna Mockse,
B Benropoackoit M MocKkoBcKoit obnactax (ganee B HacToAllel cTaTbe - CybbeKTbl Poccuiickoi
denepaunn) npeaycmaTpmuBaeTcs NPoBeAeHME IKCMEPUMEHTA NO OCYLLLECTB/IEHUIO PO3HMYHOW TOProB/Mn
NIeKapCTBEHHbIMM NpenapaTamy ANA MeULMHCKOTO MPUMEHEHMA, OTMYCKAeMbIMM NO pelenTy Ha
JIeKapCTBEHHbIN NpenapaT, AUCTaHUMOHHbIM CNOCO60M (Lanee - SKCNEePUMEHT).

2. B pamkax aKkcrnepumeHTa ero y4acTHWKW BMpaBe AUCTAHUMOHHBIM CMOCOBOM OCyLLEecTBAATb
PO3HUYHYIO TOPrOBAIO IEKAPCTBEHHbIMM NpenapaTamm 418 MegUUNHCKOro NpUMeEHEHUA, OTRYCKaeMbiMU
Mo peLenTy Ha JIeKapCTBEHHbIN npenapaT (B Tom umcne cdopmMmUpoBaHHOMY B POpMeE 3N1EKTPOHHOrO
OOKYMEHTa B /IMYHOM KabuHeTe rpaxkaaHuMHa Ha eanMHOM nopTane U (MnM) Ha perMoHasibHbIX nopTanax
rocyA4apcTBEHHbIX U MYHUUMNANbHbIX YCYT) U BKAKOYEHHbIMW B NepeyeHb IeKapCTBEHHbIX NPenapaTos U
dapmaKoTepaneBTUYECKMUX FPYNN NIeKAPCTBEHHbIX NPEenapaToB, paspeLlleHHbIX K peanmsaumm B pamkax
3KCNEPUMEHTA, YTBEPKAEHHbIN YNONHOMOYEHHbIM deaepasibHbIM OpraHOM UCMOIHUTEIbHOM BA1acTH (3a
WCKNIIOYEHNEM NEKAPCTBEHHbIX MpenapaToB, COAEpMKalMX HapKOTUYECKMe cpeacTBa, NCUXOTPOMHbIE
BELLLECTBA U MX MPEKYPCOPbI, N1EKAPCTBEHHbIX NPENapaToB, COAEPMKALUNX CUbHOAENCTBYIOLLME BELLECTB],
paanodapmaleBTUYECKMX JIEKAPCTBEHHbIX MNpenapaTtoB, WUMMYHOOMOMIOIMYECKUX N1EKAPCTBEHHbIX
NMpenapaToB, a TAKMKe NeKapCTBEHHbIX MPenapaTos, ANS KOTOPbIX B COOTBETCTBUM C UHCTPyKUMElN no
NPUMEHEHWIO NIEKAPCTBEHHOMO MNpenapaTta YCTaHOBAEH TeMMNEepaTypHbIM peXKMM XpaHeHua Huxke 15
rpagycoB Llenbcus, cnupTocofepyKalumx NeKapCTBEHHbIX NpenapaToB ¢ 06beMHOW A0/ieit 3TUN0BOro
cnupTa cBbllwe 25 TMPOLEHTOB W JIEKAPCTBEHHbIX MNpPenapaTtoB, W3roTOBJEHHbIX anTeYyHbIMU
opraHusaumMamm). Kputepumn BKAOYEHUA JIEKAaPCTBEHHbIX NPenapaToB U dapmaKkoTepaneBTUYeCKUX rpynn
JIeKapCTBEHHbIX MpenapaToB B yKa3aHHbIM MepeyeHb ycTaHaBaMBatoTcA MMpaBuTenbcTBOM Poccuitckoi
depepaunn. MoONOKEHUA HACTOAWEN CTaTbM He PACNPOCTPAHAIOTCA Ha JIeKapCTBEHHbIE Mpenaparthbl,
OTNyCKaemble 6ecnnaTHO WAM CO CKUAKOM rpakgaHam, WMeWMm npaBo Ha obecnevyeHue
JIEKAPCTBEHHbIMW NMPenapaTtamMm 3a cYeT CPeAcTB OoAKETHbIX aCCUTHOBaHUIM peaepasibHOro broaxkerta u
6toaxkeToB cybbekToB Poccuitckoin Pepepaumu.

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

3. YyaCTHMKaAMM  3KCNEPUMEHTA  ABAAIOTCA  YNO/NHOMOYEHHbIM  deaepanbHbli  opraH
NCMNONHUTENBHOW BAACTU, YNOAHOMOYEHHbIE OPraHbl UCNONHUTENbHOM BAACTM Cy6beKTOB PoccuitcKol
denepaunn, MeaULMHCKME OPraHM3aLMM M anTeyHble OpraHn3aumm, COOTBETCTBYOWME TpeboBaHNAM,
YCTaHOB/IEHHbIM B COOTBETCTBMM C YaCTbto 4 HACTOALLEN CTaTbM.

4, MonoxKeHne o NOpsAAKe NPOBeAEHNA SKCNEPMMEHTA, B TOM YMc/e TPebOoBaHUA K MeAULMHCKUM
OpraHM3auMaAmM M anTeYHbIM OPraHM3auMAM, ABAAIOWMMCA YYaCTHUKAMM 3SKCMEpUMEHTa, MopsAaoK
OCYLLECTBNEHMA PO3HUYHOW TOPrOB/IM IEKAPCTBEHHbIMM NpenapaTammn Ansa MeAnLMHCKOro NPUMEHeHUs,
OTNyCKaembIMM MO PeLenTy Ha NeKapCTBEHHbIM npenapaTt, AMCTaHLUMOHHbIM crnocobom, TpeboBaHMA K
[OCTaBKe TaKWMX JIeKapCTBEHHbIX NpenapaToB rpa)kgaHam, MpaBuaa  Bbl4aun  paspelleHuns Ha
OCYLLEeCTBNEHME PO3HMYHON TOProB/iv NEKAaPCTBEHHbLIMK NpPenapaTammn 418 MeanLMHCKOro NPUMEHeH!s,
OTNYCKaeMbIMM MO PeLEenTy Ha JIEKAaPCTBEHHbIM NpenapaTt, GUCTaHUMOHHBIM Cnocobom, yTBepKaaeTcs
MpasutenbctBom Poccuiickoit depepaunn. TpeboBaHMSA K anTeyHbIM OPraHM3aLMAM, ABAAKOLLMMCS
YYaCTHMKaMM 3KCMEPUMEHTa, He MOryT ObiTb HWKe TpeboBaHWi, YCTAHOBNEHHbIX K anTeyHbiM
OpraHM3aLMAM B COOTBETCTBUM € YacTblo 1.1 cTaTbm 55 HacTosAwero deaepanbHOro 3akoHa.

5. YnonHomoueHHbI deaepasnbHblii opraH UCNOIHUTENbHOM BAACTHU:

1) ocywecTBnseT MeToAMYECKOe COMPOBOXAEHWE ISKCMEPUMEHTA, BK/OYaa MeToaMYecKoe
COMPOBOXKAEHNE AEATENbHOCTU MEANUMHCKMX OPraHmn3aLmii U anTeuyHbIX OpraHM3aumnin, y4acTBYIOLWMX B
3KcnepuMeHTe, Mo 0GOPMIEHMIO, UCMOJIb30BAHMIO U XPAaHEHMIO PELLENTOB Ha IeKapCTBEHHbIV Npenapar,
B TOM Yncne cGopmMmnpoBaHHbIX B POpME 31EKTPOHHbBIX AOKYMEHTOB;

2) npegctasnser B [pasuTenbctBo Poccuitickolt depepaumn npeaBapuTenbHbli (B nepuog,
npoBeAeHUa 3KCNepuMeHTa, HO He nosgHee yem 3a ABa MecALa [0 MUCTeYeHWs CPoKa npoBeaeHus
3KCNepmmMeHTa) U UTOTOBbIN (MO OKOHYaHMM 3KCMEePUMEHTa, HO He No3aHee Yem Yepes ABa Mecala nocne
NCTEeYEeHUA CPOKa NPoBeAeHUA SKCNEepUMEHTa) AOKNaAbl O pe3ynbTaTax NpoBeAeHMA 3KCNepuMeHTa U
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npeaaoXKeHns 0 BHECEHUM U3MEHEHWNI B 3aKOHOAaTeNbCTBO 06 06palleHMM NeKapCTBEHHbIX CPEACTB.
6. YNO/IHOMOYEHHbIM OpraH UCNOAHUTENbHOM BnacTh cybbekTa Poccuiickoi Peaepaunu:
1) BnpaBe ycTaHOBUTb 0COHBEHHOCTU NPOBEAEHUA SKCNEPUMEHTa;

2) yTBEpKAaeT NOPAA0K 0TOOPa MeANLMHCKUX OPraHn3aLumii U anTeYyHbIX OpraHu3aLmii 414 y4acTms
B 9KCMEPUMEHTE, a TaK¥Ke NPOoBOAUT TAaKOW 0TOOP M yTBEPKAAET NepeyeHb MeANUMHCKMX OPraHMU3aLNN 1
nepeyeHb anTeYHbIX OpPraHM3aLmii, COOTBETCTBYIOLMX TpeOOBaHMAM, YCTAaHOBAEHHbBIM B COOTBETCTBUM C
YacTbto 4 HACTOALLEN CTaTbW, U ABNAIOLWMXCA YHAaCTHUKAMM SKCNEPUMEHT];

3) ocylecTBNSET MOHWUTOPUHI NPOBEAEHUA 3KCNEPUMEHTa U NpeacTaBseT ero pesynbTaTbl B
YNO/NHOMOYEHHbIN deaepasibHblii OpraH UCNOJIHUTEIbHOM BAACTy;

4) obecneunBaeT MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne nNpPoBefeHUs 3SKCNepumeHTa
NnocpeACcTBOM MCMO/Ib30BaHWUA rOCYAapPCTBEHHOM MHPOPMALMOHHOM CUCTEMBI B chepe 34paBOOXPaHEHNSA
cybbekta Poccuiickoii Pepepaunn n (MAnM) MegUUMHCKUX UHOOPMAUMOHHbBIX CUCTEM MeOMULMHCKUX
OpraHvM3auuii, SBAAIOWMXCA YYaCTHUKAMM IKCMEPUMMEHTa, W WX B3aUMOAENCTBMA C eAWHOM
rocyapcTBeHHOM MHGOPMALMOHHOM cMcTeMO B chepe 34paBoOOXPaHEHMS.

7. MeaMUMHCKME OpraHM3auMM M anTeyHble OpraHWsauuMy BrnpaBe OTKas3aTbCA OT y4acTus B
3KCMEePUMEHTEe, MOAaB B YMNOJIHOMOYEHHbIM OpraH MCNOAHUTENbHOM BfacTM cybbekta Poccuiickoit
denepauunn cooTBeTCTByOLEE 0BpaLLEHNE B MUCbMEHHON dopMme.

8. AnTeyHble opraHM3aumn, ABNAIOWIMECA YYaCTHMKAMU SKCNepumeHTa, 0653aHbl Npu nNpoaake
AMCTAHUMOHHBIM  CNOCOBOM  NEeKapCTBEHHOro npenapara A48  MeAMUMHCKOro  NpUMEHEeHMs,
OTNYCKaemoro no pPeuenTy Ha JIeKapCTBEeHHbIM npenapat, obecneymTb NPU OCYLLECTBAEHMMU AOCTaBKM
NAEHTUOUKALUMIO IMYHOCTU rPparKaaHuHa, NOMYYaloWero TakoW NIeKapCTBEeHHbIM npenapar, B Lenax
YCTaHOB/IEHNA COOTBETCTBMA €ro JIMYHOCTM U IMLA, YKa3aHHOMO B PELIenTe Ha JIEKapCTBEHHbIN npenapat
(ero 3akoHHOro npeacrasuTensn), AM6oO nMUA, YNOJAHOMOYEHHOTO /IMLOM, YKasaHHbIM B peuenTte Ha
NleKapcTBEHHbIN nNpenapar (ero 3aKkoHHbIM NpeacTaBUTEIeM), Ha NOJlyYeHMe IeKapCTBEHHOro npenapara
(nanee B HacToALWLEN CTaTbe - ML, YKa3aHHOE B peLenTe (3aKOHHbIN NpeacTaBuTe b, yNoAHOMOYEHHOE
nnuo).

9. JlMuo, ocylwecTBAsOWeEe [OCTaBKY /IEKAPCTBEHHOrO npenapata ANA  MeAMLMHCKOro
NPMMEHEHMA, OTNYCKAaeMOro Mo pPeLenTy Ha JIeKapCTBEHHbIM npenapat, obssaHo noTpeboBaTb y
rparkaaHunHa, Noay4aloLLero Takol NeKapcTBEHHbIN Npenapart, NPeabABUTb AOKYMEHT, yA0CTOBEPAIOLWMIA
€ro /INYHOCTb, ANA UAEHTUOMKAUMMU IMYHOCTM 3TOrO rparkaaHMHa M YCTaHOBAEHUA COOTBETCTBUA €ro
JIMYHOCTU U ML, YKa3aHHOTO B peLenTe (3aKOHHOro NpeACcTaBUTeNs, YNoJHOMOYEHHOro Anua). B cayyae
BbIAB/IEHMA HECOBMNAAEHWA IMYHOCTU FParkaaHMHA, NO/YYaloOWEro NEeKapCTBEHHbIM Npenapat, U aAuua,
YyKa3aHHOro B peuenTe (3aKOHHOrO NpeAcTaBUTENA, YNOJIHOMOYEHHOTO MLA), a TaK:Ke B C/lydae OTKasa
rparkaaHuWHa, NOJyYaloLWero JeKapCTBEHHbIN Npenapat, NpeabaBUTb AOKYMEHT, YAOCTOBEPSAIOLWNIA ero
JIMYHOCTb, /INUO, OCYLLECTBAAIOWEE [JOCTaBKy JIEKApPCTBEHHOTO Trpenapata Aaa MeaULMHCKOro
NPUMEHEHMWA, OTMYCKAaeMOro Mo PeuenTy Ha JIeKapCTBEHHbIM npenapaTt, 06A3aHO BepHYTb TAKOM
JleKapCTBEHHbIV NpenapaT B anTeYHy OpraHM3aumio.

10. MoartBepkaeHvem ¢aKTa nepegayy NeKapCTBEHHOrO Mpenapata Ans MeAWLMHCKOro
NPUYMEHEHWA, OTMYCKAaeMOro no peLenTy Ha JIeKapCTBEHHbIN Npenapart, MLy, YKasaHHOMY B pelenTe
(3aKOHHOMY NpeAcTaBUTENIO, YNOJHOMOYEHHOMY JIMLY), ABAAIOTCA KAacCOBbIA YEK W MOAMUCb AWLa,
MONYYMBLUErO TAaKOW NIeKapCTBEHHbIM NpenapaTt, Ha AOKYMEHTE O MOAYYEeHUM TAKOro JEeKapCTBEHHOro
npenapata no ¢opme, yTBEPKAAEMOMN YNONHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMOAHUTENbHOM
Bnactu. locne nepegayM NeKapCTBEHHOro npenapaTta /uuUy, YKasaHHOMY B peuente (3akoHHOMY
npeacTaBuTeNto, YNOJAHOMOYEHHOMY AMUY), 3TOT AOKYMEHT Mepeaaerca /NLOM, OCYLLECTBMBLUMM
[AOCTaBKYy TaKOro /IeKapCTBEHHOrO MpenapaTta, B anTeyHyl OpraHM3aumio, OCYLLECTBMBLUYIO OTMYCK
NeKapcTBeHHOro npenapaTta. B cnyyae BbiAaBAeHMA NpW nNepegaye /MLy, YKasaHHOMY B peuenTe
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(3akoHHOMY npeAacTaBMTENO, YNOJAHOMOYEHHOMY AMLY), /fleKapCTBEHHOro npenapata $aKTos
MEXaHWYECKOro MOBPEXAEHNA €ero WAW ero YNakoBKM TaKOW NeKapCTBEHHbIM npenapaT JNLOM,
YyKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBuUTeNnem, YNOoJAHOMOYEHHbIM NULOM), HE NMPUHMMAETCA U
BO3Bpallaetca 6e3 ero onnatbl MLy, OCYLLECTBMBLUEMY AOCTaBKy JEKapCTBEHHOro npenapaTta W
obecneynBaroLLEeMy ero BO3BpaT B anNTe4YHY0 OpraHn3aumio.

11. 3a HapyweHnsa 3akoHoZaTenbcTBa Poccuiickon Pepepalumm, coBeplleHHble NPU NPOBEAEHUN
3KCMEPMMEHTA, ero y4acTHUKKN HECYT OTBETCTBEHHOCTb, YCTaHOB/IEHHYIO 3aKOHOAATe/IbCTBOM PoccuiicKom
depepaunn.

12. KoHTponb 3a WCNOAHEHWEM TpPebOoBaHWW, CBA3AHHbIX C MPOBEAEHMEM 3SKCMEPUMEHTA,
ocywectensetca ¢denepasbHbIM OPraHOM MCNOAHWUTENbHOW BAACTU, OCYLLECTBAAIOWMM OYHKLMM MO
KOHTPOJIIO M Haa30py B chepe 34paBoOOXpaHEHUA, B NOPALKe, ycTaHOBAeHHOM PeaepasibHbIM 3aKOHOM
oT 31 utona 2020 roga N 248-$3 "O rocyaapCcTBEHHOM KOHTpO/1e (Hag3ope) u MyHUUMNAIbHOM KOHTpO1e
B Poccuitckoli depepaumn’.

Crartbsa 56. U3rotosneHmne 1 oTNycK IeKapCTBEHHbIX NpenapaTtos

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2025 B 4. 1 cT. 56 BHOCATCA M3meHeHua (3 o1 30.12.2021 N 463-D3).

1. MN3roToBneHWe NEKapCTBEHHbIX MPENapaToB aNTEYHbIMW OPraHM3auMAMM, BETEPUHAPHbIMMU
anTeYHbIMW  OPraHM3aUUAMK, MMELWMMN  JINLUEH3UI0 Ha (papmMaLeBTUYECKYO  OeATeNbHOCTD,
OCYLLECTBNSETCA MO pPeLEenTam Ha /eKapCTBEHHble npenapaTtbl, No TpeboBaHUAM MeOULUMHCKUX
OopraHM3aunii, BETEPUHAPHbIX OpraHM3auMin B COOTBETCTBMM C MPaBMIaMM M3rOTOB/JEHMA WM OTNYCKa
JNIEKapCTBEHHbIX  MPEnapaTtoB, YTBEPKAEHHbIMM  YNOJHOMOYEHHbIM  defepanbHbIM  OpraHoOM
WCMOJIHUTE/IbHOM BNaCTH.

(B pen,. PepepanbHoro sakoHa ot 05.12.2022 N 502-$3)

2. MpY U3roTOB/IEHUU NEKAPCTBEHHbIX NPENapaToB anTeYHbIMK OpPraHM3aLUAMU, BETEPUHAPHbIMU
anTeYHbIMM  OpPraHM3auMsaMK, WMEIOWMMU  JINLEH3UIO Ha  GapMaueBTUMUYECKYD AeAaTesIbHOCTb,
MCMO/b3YIOTCA JIEKAPCTBEHHblE Npenapatbl M (Man) dapmaueBTMYEcKMe CybCTaHLMKU, BKJIOYEHHble
COOTBETCTBEHHO B rOCYZapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB AN MEAMLMHCKOrO NPUMEHEHWSA,
rocyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTB A/1A BETEPUHAPHOrO NPUMEHEHUA, eauHbIA peecTp
3aperucTpUpoBaHHbIX NEKAPCTBEHHbIX CPeacTB EBPasMIACKOro 3KOHOMMWYECKOTO COO3a, eAuHbIN peecTp
3aperucTpupoBaHHbIX BETEPUHAPHBLIX JIEKAPCTBEHHbIX MpenapatoB EBPasMACKOrO 3KOHOMMYECKOro
COlo3a B YCTAHOBNEHHOM MopsaKe. He [AonyckaeTca M3roTOB/eHWE anTeYyHbIMW OpPraHM3aumMamMu,
BETEPUHAPHBLIMW  anTeYHbIMM  OPraHM3aUMAMM, WMMEIOWMMU AULEH3UIO Ha  dapmaLeBTUYECKYIo
AeATeNbHOCTb, IeKAapCTBEHHbIX MPenapaTos, 3aperMcTpupoBaHHbiX B Poccuiickoit deaepaummn nmbo B
COOTBETCTBUM C aKTaMM, cocTasAowWwmMmmM npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB 0T 05.12.2022 N 502-$3, o1 30.01.2024 N 1-93)

3. MapKupoBKa JIeKapCTBEHHbIX MPEenapaToB, W3roTOB/JEHHbIX anTeYHbIMU OpraHU3aUUaMM,
BETEPMHAPHLIMW  ANTEYHbIMW  OPraHU3aUUAMM, WUMEWMMM IULEH3NIO Ha (apmMaLLeBTUYECKYIO
OeATeNnbHOCTb, U 0bOpPMIEHME TAaKMX NpenapaToB AO0/XKHbl COOTBETCTBOBATb MPaBWIaM, YKa3aHHbIM B
yacTu 1 HacTosALLel CcTaTbu.

(B pen. PepepanbHoro sakoHa ot 05.12.2022 N 502-93)

4. AnTeyHble OpraHW3auWMW, BETEPUHAPHbIE aANTeYHble OPraHM3aLMK, MMEIOLLMEe JNLEH3UIO Ha
dbapmMaueBTUYECKYIO AeATeIbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobtoAeHe NPaBMA U3rOTOBAEHNA U
OTNYyCKa NeKapCTBEHHbIX MPenapaTos B COOTBETCTBUM C 3aKOHOAaTeNbcTBOM Poccuiickoit dPeaepaumn.

(8 pea. PenepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Cratba 57. 3anpeweHune npogaxu ¢anbcuPULMPOBaHHbIX NEKaPCTBEHHbIX CPeacTs,
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HeAO6p0Ka‘-IECTBEHHbIX NNeKapCTBEHHbIX CPpeAacTs, KOHTpad)aKTHbIX NNeKapCTBEHHbIX cpeacTts

Mpoaaxa danbcndmuMpPOBaHHbIX NIeKapCTBEHHbIX cpencTs, Hea0b6pOoKayYeCcTBEHHbIX
JNIEKAPCTBEHHbIX CPeACTB, KOHTPAhaAKTHbLIX JIEKAPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CtaTbAa 58. XpaHeHMe NeKapCTBEHHbIX CPeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPeAcTB OCYLECTBASETCS MNPOU3BOAUTENAMU JIEKAPCTBEHHbIX
CpeAcTB, OpPraHM3auMsMM  OMTOBOM  TOPrOB/AIM  JIEKAPCTBEHHbIMW  CPeacTBaMM,  anTeYHbIMU
opraHM3aumamm, BETEPUHAPHbLIMU anTeyHbIMK opraHM3aumamm, WMHAMBUAYANbHBIMU
npegnpuHUMaTENAMUN, UMEIOLLMMU IULLEH3MIO Ha GapMaLLEBTUYECKYHO AeATENbHOCTb UM INLEH3UIO Ha
MEAMLMHCKYIO [eATeIbHOCTb, MeJUUMHCKMMW OpPraHM3aumsaMy, BETEPUMHAPHbIMKU OpraHM3aumaMn U
MHBIMW  OpraHM3auMsaMK, OCYLLECTBAAIOWMMM O0bOpalleHne JIEKAaPCTBEHHbIX CpeacTB. XpaHeHue
NeKapCTBEHHbIX CPeACTB A48 BETEPUHAPHOro MPUMEHEHMS OPraHM3auMaMU U MHAMBUAYA/bHLIMMI
npegnpuHUMaTeNamMm B C/Ay4asX, €CAW OHM  MCMONb3YIOTCA UCKAIYUTENbHO MPU  pPas3BeAeHUM,
BbIPALLMBAHMM, COAEPKAHUN U IEUEHUN KUBOTHBIX, MOXKET OCYLLLECTBAATLCA 6e3 NonydyeHusa NnULEeH3UM
Ha GapMaLEeBTUYECKYIO AeATeNbHOCTb.

(B pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. [paBuna XpaHeHWA  NEeKapCTBEHHbIX CPeACTB  YTBEP)KAATCA  COOTBETCTBYIOLWMUM
YMNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOIHUTENIbHOM BAACTH.

3. XpaHeHMe HApPKOTMYECKUX JIEKAPCTBEHHbIX CPEACTB, NCUXOTPOMHbLIX NEKAPCTBEHHbIX CPEACTB,
paaModapmaLeBTUUECKMX  NIEKAPCTBEHHbIX  CPeACTB  OCYLEeCTBAAETCA B COOTBETCTBUM €
3aKoHozaTenbcTBOM Poccuiickoit ®eapepauymm.

CratbAa 58.1. MpeaMeTHO-KONMYECTBEHHbIW YUYeT NIeKapCTBEHHbIX CPeacTB ANA MeAULUHCKOro
npuMeHeHus
(eBepeHa degepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. MepeyeHb NeKapcTBEHHbIX CPEeACTB 417 MeAULMHCKOTOo NPUMEHeHUA, Nog/iexkallunx npegmeTHO-
KO/IN4eCTBEHHOMY YYeETY, yTBEPKAaeTCA YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom WUCNONIHUTENbHOM
BNacCTu.

2. MopAadoK BKAOYEHUA NEKAPCTBEHHbIX CPEACTB ANA MEAMUMHCKOrO MPUMEHEHUSA B NepeyeHb
JIeKapCTBEHHbIX CPEACTB 419 MEANLMHCKOTO NPUMEHEHUSA, NOANEKALUMX NPEeSMETHO-KONMYECTBEHHOMY
y4yeTy, yCTaHaBAMBaeTCA YMNOJHOMOYEHHbIM denepanbHbiM OPraHOM MWCNOAHUTENIbHON BAACTU MO
cornacoBaHuio c denepanbHblM OPraHOM WCMOJIHUTENIbHOM BAACTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHMX Zen.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. rlpeAMETHO-KOJ'IMLIeCTBEHHbIlZ YYEeT NeEKAPCTBEHHbIX Cpeancts AnAa MeAUUUNHCKOro npumeHeHuA
BeaAyT npoun3sBoauTeNIM NeKapCTBEHHbLIX CpeacTs, OpraHM3auunn onTOBOM TOPros/sin NekKapCrBeHHbIMU
cpeactsBamMmm, antevyHble opraHnsaunn, MHOAnBMAyanbHble nNpeanpuHMmaTenn, nmeruime NnueH3no Ha
d)apmau,eBTquCKylo AeATENbHOCTb NN NNUUEH3UIO Ha MEAUUUNHCKYIO AeATENbHOCTb, U MmeaULMHCKUe
OpraHusauunu, ocyuwiecresnarowme o6anJ,eHMe NNeKapCTBEHHbIX CpeacTs ANA MeaANUNHCKOro npumeHeHua,
nytem permcrtpauumu N0BbIX CBA3AHHbLIX C UX o6pau1,eHmeM onepau,mﬁ, NPU KOTOPbIX U3MEHAETCA UX
KO/IN4ecTBo “ (VI}WI) COCTOAHME, B CnelumnanbHbIX XKypHanax yyeta onepau,mﬁ, CBA3aHHbIX C O6paLU,eHVIEM
NNeKapCTBEHHbIX CpeacTs Ana MeanunHCKOro npumeHeHumA (,a,anee - cneunanbHble )KypHaﬂbI).

4, MNpaBuna peructTpauumn onepaumii, CBA3aHHbIX C 0BpalleHMEM NeKapCTBEHHbIX CPeACTB AN
MeAMLMHCKOrO NMPUMEHEHMUSA, BK/IOYEHHbIX B MepeyeHb NEKAPCTBEHHbIX CPeacTB A8 MeAMLMHCKOro
NPUMEHEHWsA, Nog/eKaLMX NPEeAMETHO-KOIMYECTBEHHOMY YYETY, B CNeumabHbIX }KypHanax u npasuaa
BEAEHUS W XPaHEHWsA CreumasnbHbIX KYPHA/N0B YTBEPXKAAIOTCA YMNOJHOMOYEHHbIM denepasbHbIM
OpPraHOM MCMNOJIHUTE/IbHOM BIACTY.
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5. KoHTponb 3a cobnogeHvem MpaBuA PerncrTpauum onepauuii, CBA3aHHbIX C obpalieHuem
JIeKapCTBEHHbIX CPEACTB A1A MeAMLUHCKOrO NMPUMEHEHUSA, BKAIOYEHHbIX B NepevyeHb NeKapCTBEHHbIX
CpeAcTB ANA MeAMUMHCKOro MNPUMEHEHMUA, NoAJerKalux npeaMeTHO-KO/IMYECTBEHHOMY Y4yeTy, B
cneumasibHbIX KypHanax, a TaKXKe 3a cobnogeHMem npaBua BeAEeHWs U XPaHEeHUs chneumasnbHbIX
YKYPHaAN0B BO3/1araeTcs Ha YyNoJHOMOYEeHHble ¢esepasnbHble OpraHbl UCMONHUTENbHOM BAACTU U OpraHbl
WCMOJIHUTENIbHOW BNAcTM cybbekToB Poccuiickoit deaepaumnu, ocyllecTsaAlOWME AULEH3MPOBaHME
NpPou3BOACTBA JIEKAPCTBEHHbIX CPeACTB, (GapmaLeBTUYECKON AeATeNbHOCTM U MeAULMHCKOMN
AeATeNbHOCTU, U OCYLLEeCTBAAETCA B PaMKaX IMLEH3UOHHOTO KOHTPOAA.

Fnasa 11. YHUMTOXEHUE NIEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA U NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHblE NEKAPCTBEHHblE CPeACTBa, (GanbCUPUULMPOBAHHBIE JIEKAPCTBEHHbIE
CpeacTBa nogsexkaT W3bATUI0O M3 06palleHMas U YHUUTOMKEHWIO B MNopAdKe, YCTaHOB/EHHOM
MpasutenbctBom Poccuiickoit ®eaepaumn. OCHOBaHWEM AN YHUUTOXKEHUA NEKAPCTBEHHbIX CPEACTB
ABNAETCA  pelleHMe  BAagenbua  JIeKapCTBEHHbIX  CPeAcTB,  pelleHWe  COOTBETCTBYHOLWErO
YNOAHOMOYEHHOTO dpesepasnbHOro opraHa UCNOHUTENbHOW BNACTU UK peLleHmne cyaa.

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

2. KoHTpadaKTHble IeKapCTBEHHbIE CPeACTBa NOA/ENKAT U3BATUIO U3 0OPALLEHUA U YHUUTOXKEHUIO
no peweHuto cyga. Mopasok YHUUTOXKEHUA KOHTPApaKTHbIX SIEKAapCTBEHHbIX CPeACTB YCTaHaBAMBAETCA
MpasuTtenbcteom Poccuiickoit ®epepaumm.

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

3. Pacxoadbl, CBA3aHHble C YHUUTOMKEHMEM KOHTPAaKTHbIX JIEKAPCTBEHHbIX CPEACTs,
Hef0bpPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CpeacTs, ¢GanbCUPULMPOBAHHbIX JIEKAPCTBEHHbIX CPeacTs,
BO3MELLATCA UX BladeNbLem.

4. Bnapgeneuy, NeKapCTBEHHbIX CPeaCcTB AO/IKEH NpeacTaBUTb B yFIOﬂHOMO‘-IGHHbIVI d)ep,epaanb|17|
opraH WUCNONIHUTENbHOM BAACTU AOKYMEHT U/IN 3aBEPEHHYIO B YCTAHOBJIEHHOM NMopAAKe ero Konuto,
noareepXxgatowune d)aKT YHUYTOXEHUA NEKAPCTBEHHbLIX CPeacTB.

5. CooTBeTcTBYIOLWMIA YNONHOMOYEHHbIN deaepanbHbli  OpraH  WUCNOAHUTENbHOM BANACTH,
NPUHABLWINIA pelleHne 06 YHUYTOXKEHUW JIeKapCTBEHHbIX CPeACTB, OCYLULECTBASET KOHTPO/b 3a WX
YHUUTOXKEHNEM.

6. YHWUUTOMEHWE JIeKapCTBEHHbIX CPeACTB MNPOM3BOAUTCA OPraHM3auuaMKU, UMEIOLMMMU
COOTBETCTBYIOLLYIO IMLEH3UIO, HA CneLManbHO 060pyA0BaHHbIX NAOWAAKAX, MOANIOHAX U B CNeunanbHo
060pyA0BaHHbIX NOMELLEHUAX ¢ cobaogeHem TpeboBaHU B 061acTU OXpaHbl OKPYKaloLwei cpeapl B
COOTBETCTBUM C 3aKOHOAaTenbcTBOM Poccuiickoit Peaepaumu.

7. HapKkoTMuyeckue JfieKapCTBEHHble CPeacTBa, MNCUXOTPOMHbIE /IEKapCTBEHHble CpPeacTBa,
paanodapmaleBTUYECKME  NIeKapCTBEHHble  CPeAcTBa  YHUYTOMKATCA B COOTBETCTBUMM  C
3aKoHoaaTeibcTBoM Poccuiickoit Pepepaumu.

Fnasa 12. TOCYAAPCTBEHHOE PENY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMAPATbI AN1A MEAULUUHCKOIO NPMMEHEHUA

Cratba 60. locyaapcTBeHHOe peryinpoBaHMe LeH Ha JIeKapCTBeHHble npenapatbl ANA
MeZAULMHCKOro NpMMeHeHus

1. TocypapcTBeHHOE peryanpoBaHMe LeH Ha JieKapCTBeHHble npenapatbl AN MeAULMHCKOro
NPUMeHeHMA OCYLLLeCTBAAETCA NOCPEeACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)
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1) ytBepaeHua Mpasutenoctsom Poccuitickoint Pepepaunn nepeyHs KU3HeHHO HeobxoaMMbIxX U
BAXKHEMLUMX JIEKAapPCTBEHHbIX MPenapaToB, KOTOpbl GOpmMMpyeTca M He pexe OAHOro pas3a B roj
nepecmaTpuBaeTca B YCTaHOBAEHHOM MM MOPALKE HA OCHOBE KOMMJIEKCHOW OLLEHKWU JIEKAPCTBEHHbIX
npenapatoB, BKAOYAA aHaNM3 CBEAEHUN O CPABHUTENbHOW KAMHUYECKON 3PPeKTUBHOCTM W
6€30MacHOCTN NIEKAPCTBEHHOTO CPeACTBA, OLLEHKY 3KOHOMMUYECKUX MOCNeACTBUIA  NPUMEHEHMS
JIEKapCTBEHHOMO CPeAcTBa M M3ydYeHWe AOMNOJHUTENbHbIX NOCNEACTBUI NPUMEHEHWNA N€KAapPCTBEHHOMO
CpeacTBa;

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-93, ot 13.07.2020 N 206-93)

2) yTBepXAaeHMA MeTOAMKM pacyeTa npeaesibHbiX OTNYCKHbIX LEeH npousBoauTeneil Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb KU3HEHHO HeobXOAMMbBIX M BarKHEMLWUx
JIeKapCTBEHHbIX MPenapaTos, a TaKXe BHeAPEHUA MEXaHM3MOB GOPMUPOBAHUS CUCTEMBI pedepeHTHbIX
LieH;

(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-3)

3) rocygapCTBEHHOW perucTpaumMm npegenbHblX  OTMYCKHbIX LEH NpousBoauTenelt Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/OYEHHbIE B MNEpeyYeHb MWU3HEHHO HEeobXOAUMbIX U BaXKHeMLWuX
JNIEKAPCTBEHHbIX MPenapaTos;

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

4) BedeHMs roCydapCTBEHHOro peecTtpa npedenbHbiX OTMYCKHbIX LEeH npoussoauteneii Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AIOYEHHbIE B MNEpevYeHb MU3HEHHO HEeOBXOAMMbBIX W BarKHEMLIUX
NleKapCcTBEHHbIX NpenapaTos;

5) yTBepXAOEeHUA MEeTOAMKM YCTaHOBAEHMA OpraHammu WCMNOMHUTENbHOM BAacTU cybbekToB
Poccuiickolt depepaunmn npegenbHbIX PAasMepoB ONTOBbIX HaAbaBOK M MpeAenbHbiX pPasmepos
PO3HUYHbIX HaAbaBOK K aKTMYECKMM OTMNYCKHbIM LUEHaM, YCTaHOB/JEHHbIM MPOU3BOAUTENAMU
NeKapcTBEHHbIX MPEenapaToB, Ha JIeKapcTBEHHble NpenapaTbl, BK/AIOYEHHbIe B MEpPeYEHb KU3HEHHO
HeobX0ANMbIX U BarKHEWLIMX IeKapCTBEHHbIX NPenapaTos;

6) ycTaHOB/IEHWA NpeAeibHbIX Pa3MepoB ONTOBbIX HaA6aBOK M NPee/bHbIX Pa3MEPOB PO3HUYHbIX
Han6aBoOK K (GaKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU N1IEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHblE NpenapaTbl, BK/AOYEHHbIE B NepeyeHb SKU3HEHHO HeobXOAMMbIX U
BaXKHEWLWMX NEeKAPCTBEHHbIX NPenapaTos;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 4. 1 cT. 60 gononHaetca n. 6.1 (®3 ot 30.01.2024 N 1-®3). Cm. byayLLyto peaaKkumio.

7) yTBEpXKAEHMA NOpPAAKA BblAaun npeanuMcaHuini opraHam WUCNONHUTENbLHOW BNAcTU CybbeKkToB
Poccuitckoit deaepaunm o NnpMBeaeHUM B COOTBETCTBME C 3aKOHOAaTeNbCTBOM Poccuiickoit Peaepaunn
peweHnit 06 ycTaHOBAEHUM MpefesbHbIX Pa3MeEPOB ONTOBbIX HaAGaBOK M MpefesbHbIX Pa3Mepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMNYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENAMM
JIEKapCTBEHHbIX MPenapaToB, Ha JIeKAPCTBEHHbIE MNPenapaTbl, BK/AOYEHHble B MEpeYeHb YKU3HEHHO
HEOOXOAMMbBIX W BaKHEMLMX J/IEKAapPCTBEHHbIX MPENnapaToB, €C/AIM OHU MPUHATbI C HapyLleHMeM
3aKoHogaaTenbcTBa Poccuitickoit ®epepaumm, B nopsaare, yctaHoBaeHHoM lNpasutensctBom Poccuiickomn
depepauny;

8) HanpaBneHus ynoaHOMoOYeHHbIM denepasibHbiM OPraHOM WMCMOSHWUTE/IbHOW BNACTM OpraHam
UCMONHWUTENbHOW BnacTn cybbektoB Poccuitickoli depepauun npeanucaHnini o NpuBegeHUMU B
COOTBETCTBME C 3aKoHoAaTeNbCTBOM  Poccuiickoii  ®degepaumm  MPUHATBIX  C  HapylWeHWem
3aKoHogaTenbcTBa Poccuiickoit Peaepauunn pelieHumii 06 ycTaHOBAEHUN NpeaebHbIX Pa3smMmepoB ONTOBbIX
HanbaBoOK M MpeaenbHbIX Pa3smMepoB PO3HMYHbLIX HaAbaBOK K LLeHaM Ha JieKapCTBEeHHble npenapaTsbl,
BK/IHOYEHHbIE B NepeYeHb }KU3HEHHO HEOBX0AMMbIX U BaXKHENLINX 1eKapCTBEHHbIX NPenapaTos;
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9) ocyuwectBneHMa denepanbHOro rocygapcTBEHHOro Haasopa B cdepe obpaleHus
JIeKapCTBEHHbIX CPeACTB M PErnMoHasbHOrO rocyJapCTBEHHOrO KOHTPOJIA 33 MPUMEHEHMEM LeH Ha
NleKapCcTBeHHble  MpenapaTbl  COOTBETCTBEHHO  YMOJIHOMOYEHHbIMM  defepanbHbiMKM  OpraHamm
WCMOJIHUTE/IbHOW BNAcTM M OpraHamm WMCNONHUTENbHOM BAacTu cybbektoB Poccuinckon depepaumm
COrNacHO UX KOMMNETEHUMM B NOpsaaKe, ycTaHoBAeHHOM NpasuTtenbctBom Poccuitckoit Pepepaumu;

(n. 9 B pea. epepanbHoro 3akoHa ot 25.06.2012 N 93-¢3)

10) npumeHeHUs nNpPeaycMOTPEHHbIX 3aKkoHoaaTenbcTBOM Poccuiickoit  ®degepaumm  mep
OTBETCTBEHHOCTM 3a HapyleHue nopAgKa UeHOObOpa3oBaHUA Ha JIeKapCTBEHHble Mpenaparhbl,
BK/IOYEHHbIE B NepeyeHb KU3HEHHO HEOBXOAMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENApPaToB.

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

2. B ycnoBuax ypesBbl4aliHOW cUTyaLMu U (MK) NpU BO3SHUKHOBEHUM Yrpo3bl pacnpocTpaHeHun
3aboneBaHun, NpeacTaBAAIOLWLErO ONAaCHOCTb AN1A OKPYKAKOLWMX, a TaKKe B Cayyae, eciiv B TeyeHue
TPMALATU KaneHaapHbIX AHEW nocne npuHATUA MpasutenbctBom Poccuitickolt depepauum peleHumsa o
npoBeAeHUN MOHUTOPUHIA PO3HMYHBIX LIEH Ha IEKAapPCTBEHHbIE NpenapaThbl, He BKAOYEHHbIE B MepeYeHb
KM3HEHHO HEeobXOAMMbIX U BaXHEMLIMX NeKapCTBEHHbIX NpenapaTtoB, Ha TeppUTOPUAX CybbEKToB
Poccuiickoli ®enepaunn BbiBAEH POCT PO3HMYHBIX LLEH HA YKa3aHHble JIeKapCcTBEHHble npenapaTbl Ha
TpuaLuaTtb npoueHToB 1 6onee, NMpasutenbcTBo Poccuiickolt Pegepaumm Bnpase yCTaHOBUTL NpedeibHble
OTMYCKHbIE LieHbl NPOU3BOAMTENEN Ha YKa3aHHbIE IEKaPCTBEHHbIE NMpenapaTbl, NpegesibHble pa3mepsbl
ONTOBbIX HaAbaBOK U NpedenbHble Pa3sMepbl PO3HUYHbIX HaA6aBOK K PaKTUUYECKUM OTMYCKHbIM LieHam
Nnpou3BoAUTENElN Ha YKa3aHHbIe JIeKapCcTBEHHbIe npenapaTbl. MepeyeHb 1eKapCTBEHHbIX NPENapaToBs, He
BK/IIOYEHHbIX B MNepeyeHb XU3HEHHO HGOGXOAMMbIX M BaXKHeULWmnx NNeKapCTBEeHHbIX nNpenapartos, U
nopaaok ero popmuposaHua onpegenstorca MNpasutensctsom Poccuitckon ®egepauymn.

(yacTb 2 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

3. B TeueHue OeBAHOCTA KasleHAAPHbIX AHEN CO AHA yTBepsKAeHWUa MpaBuTenbcTBOM PoccuiicKoi
depepaumn nepeyHs, yKazaHHOro B 4acTM 2 HaCTOALLEN CTaTbu, HE JOMNYCKaloTCA peann3auma U oTnycK
BK/IIOYEHHbIX B HEro JIeKapCTBEHHbIX NPEenapaToB Mo LieHam, NPeBbIAoWMM Npeae/ibHble OTMYCKHble
LLeHbl MPOU3BOAUTENEN HA YKa3aHHble JIeKapCTBEHHbIE NpenapaTbl, npeAesbHble pasmepbl ONTOBbIX
HanbaBOK W npedenbHble pa3mMepbl PO3HMYHbLIX HaAbaBOK K (PaKTUUECKMM OTMYCKHbIM LleHam
npou3BoauTeNen Ha yKasaHHble JeKapCTBEHHble MpenapaTtbl C Yy4eTOM Hasnora Ha [Ao06aBneHHyIo
CTOMMOCTb.

(yacTtb 3 BBeaeHa PenepanbHbiM 3aKkoHOM OT 26.03.2020 N 67-3)

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 61 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs npeaocTaBAeHUA roc. ycnyr
nocpeacTBoM eAMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2025.

KoHcynbTaHTlAOC: NpumeyaHue.
3apernctpmupoBaHHble ao 07.06.2019 npeaenbHble OTMYCKHble LEHbl nogsexkaT obs3aTtesbHoM
nepepernctpaummn 8 2019 - 2020 roaax B cooTBeTcTBUM €O CT. 2 ®3 07 06.06.2019 N 134-D3.

Cratba 61. FocyAapcTBEHHAA perucTpaumsa M nepeperucTpauua npegenbHbIX OTNYCKHbIX UeH
npousBoguTeneit Ha NeKapcTBeHHble NpenapaTbl, BKAOUEHHbIe B NepeyeHb }KU3HEHHO He06XoAMMbIX
M BaXKHEWLIMNX IeKapCTBEHHbIX NpenapaTos

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

1. NMpepenvHas OTNYCKHas LeHa NPOW3BOAMTENA HA JIEKAPCTBEHHbIN MpenapaT, BKAKOYEHHbIA B
nepeyeHb KM3HEHHO HEOBXOAMMbBIX W  BarKHEWLWMX JIEKAPCTBEHHbIX MPEnapatos, MNOANEKUT
rocyfapCTBEHHOW perncTpaumu B nopsaake, yctaHoBneHHom MpasutenbcTBom Poccuiickoit ®epepaumm,
Ha OCHOBaHWW HaMNpPaB/IEHHOTO NOCPEACTBOM €4MHOI0 NOPTaNa B YNOJHOMOYEHHbIM dpelepanbHblli opraH
WCMONHWUTENbHOW  BAAcCTM  WAM  JINYHBLIM  KaBUHET ynonHomoyeHHoro ¢depepanbHOro  opraHa


https://login.consultant.ru/link/?req=doc&base=RZB&n=387172&dst=100360
https://login.consultant.ru/link/?req=doc&base=RZB&n=449888&dst=1175
https://login.consultant.ru/link/?req=doc&base=RZB&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZB&n=468393&dst=100057
https://login.consultant.ru/link/?req=doc&base=RZB&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZB&n=361464&dst=100008
https://login.consultant.ru/link/?req=doc&base=RZB&n=348583&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZB&n=449888&dst=104531
https://login.consultant.ru/link/?req=doc&base=RZB&n=348583&dst=100014
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100435
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100471
https://login.consultant.ru/link/?req=doc&base=RZB&n=326252&dst=100042
https://login.consultant.ru/link/?req=doc&base=RZB&n=326252&dst=100014
https://login.consultant.ru/link/?req=doc&base=RZB&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZB&n=368352&dst=100150

WCMONIHUTENbHON BAactTM B €AMHOM cucTeme, MNOAMNUCAHHOINO YCUNEHHON KBanudpuULMpPOBAHHOM
3/IeKTPOHHOM MNOAMUCbIO 3aAB/IEHMA AepKaTens WAn BNafleNbla PerncTpaLnmoHHOro yaocToBepeHms
JIeKapCTBEHHOrO npenapara (YNnoJHOMOYEHHOTo UM MLa).

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

2. 3apernctpuMpoBaHHas npeaefnbHaa OTMNYCKHAA LeHa MNpouM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNepeyeHb KUSHEHHO HEeOobXOAMMbIX W BaXKHEWMLIMX J1IeKapCTBEHHbIX
npenapaTtoB, MOXeT bbiTb NepeperMcTPUpoBaHa B CTOPOHY YBEeNYEHUA OAMH Pa3 B KaZeHAapHOM roay
Ha OCHOBaHWW HanpasneHHOro A0 1 OKTABpPA Ka)goro roga nocpeacTBOM eAMHOro noprtana B
YNO/IHOMOYEHHbIN  deaepanbHbli  OpraH  MUCNOAHWUTENbHOW  BAAaCTM  WAM  AINYHBIA  KabuHeT
YNOJIHOMOYEHHOIo peepanbHOro opraHa UCMONHUTENbHOM BNACTM B eANMHOW cucTeme, NoANUCaHHOTO
YCUNIE@HHON KBaNMGULUMPOBAHHOM 3/1EKTPOHHOW NOAMNUCHIO 3anAB/eHUA AepskaTena WUAM Bnagenbua
perucTpaunoHHOro yaoCToBepeHNA NeKapcTBeHHOro npenapara (YnoAHOMOYEHHOro UM Anua).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3. 3apeructpuMpoBaHHaa npegenbHas OTNYCKHas UEHa NpPOM3BOAUTENA Ha N1eKapCTBEHHbIN
npenapart, BK/IOYEHHbIW B MepeyYeHb KU3HEHHO HeOoOXOAMMbIX W BarKHEWMWIUX J1IeKapCTBEHHbIX
npenapaToB, MOXeT bbITb NepeperncTpPUpPoBaHa B CTOPOHY CHUMKEHWUS Ha OCHOBAHWW HamMpaB/JEHHOTO
nocpescTBOM eAMHOIo NopTasia B YyNOJHOMOYEHHbIM dedepanbHbli OpraH UCNONHUTENbHOM BAACTU UIU
JINYHbBIN KabUHET YNOoJIHOMOYEHHOTO PpeaepasibHOro opraHa UCNOJTHUTE/IbHOM B/1IAaCTU B €ANHON CUCTEME,
NoAMNMCaHHOIO YCUNEHHOM KBaNMOULMPOBAHHOMN 31E€KTPOHHOW NOAMNUCHIO 3anBAEHUA AepyKaTens Uaun
BNafenbla PerncTpauyoHHOro yAO0CTOBEPEHUs JIeKapCTBEHHOro npenapaTa (YNo/IHOMOYEHHOro UM
mua).

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

4. [lep:katenb Wau BRagenel, pPerucTpalMoHHOrO yAO0CTOBEPEHMS JIEKAPCTBEHHOrO npenaparta
(ynonHomouyeHHoe UM nuLE) 0653aH HanpaBWTb MOCPEACTBOM €4MHOr0 MopPTana B YNOAHOMOYEHHbIN
denepanbHbIii OpraH UCNOAHUTENBHOW BAACTU WAU NINYHBLIA KaBUHET YyNoJHOMOYEHHOro deaepanbHOro
opraHa MCMONHWUTENbHOW BAacTM B eQMHOW CUCTEME NOANMWUCAHHOE YCWIEHHOW KBanuduuMpoBaHHOM
3/1EKTPOHHOW NOAMMCHIO 3aABNEHME O NepPeperncTpaLmm 3aperMcTpPUpPoBaHHOK NpeaenbHOM OTNYCKHOWN
LeHbl NPOM3BOAMNTENA HA NIEKAPCTBEHHbIM NPenapart, BKAOUYEHHbIN B NepeyeHb KU3HEHHO HEOHX0AMMbIX
N BayKHEMLIMX IeKAPCTBEHHbIX NPENapaToB, B CTOPOHY CHUMKEHWA B CIeAyHOWMX CyYanX:

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

1) cHUXKeHMe LeHbl B MUHOCTPaHHOM BantoTe Ha IeKapPCTBEHHbIV Npenapar B CTpaHe Npou3BoAnUTeNs
M (Mnn) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIA NpenapaT 3apernctpupoBaH M (MaM) B KoTopble
NOCTaB/AAETCSA MPOU3BOAUTENEM;

2) CHUWMKeHMe LeH Ha pedepeHTHble NeKapCTBEHHble NpenapaTtbl B COOTBETCTBMM C MyHKTOM 1
HacToAlWwen 4YacT (4NA COOTBETCTBYIOWMX BOCMPOM3BEAEHHbIX, 6MoaHanoroebix (6MoONOA06HbIX)
NleKapcTBEHHbIX NpenapaTos);

3) npeBbileHWe NpeaenbHOM OTNYCKHOM LeHbl Ha NepBblii BOCNPOU3BeAeHHbI, 6M0aHanoroBbIin
(6Monoao6HbIN) NekapcTBEHHbIM NpenapaT MHOCTPAHHOrO MPOW3BOACTBA HaZ NpeaesibHOM OTMYCKHOW
LeHOM npousBOAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit (6MONOA06HbLIN)
NeKapcTBeHHbI  NpenapaT, pPacCiMTaHHOM B  COOTBETCTBMM C  METOAMKOMN, YTBEPKAEHHOM
MpasutenbcTBom Poccuiickoin Peaepaumu;

4) npeBbilWeHNe NPeaeibHOM OTNYCKHOM LLeHbl HA NepPBbIN BOCNPOU3BEAEHHbINA, BUOAHaNOroBbIn
(bMonoJo6HbLINM) NeKapCTBEHHbIM NpenapaT MPOU3BOAUTENS TOCYAApPCcTBA - uYfieHa EBpaswuiickoro
SKOHOMMYECKOrO CO3a Hafj npeaenbHOM  OTNYCKHOM  LEeHOM npousBoguTens Ha  BTOPOW
BOCMNPOU3BEAEHHbIN, BuoaHanorosbit (6MonoAobHbINM) NeKapcTBeHHbIM npenapaT nNpowusBoaMTeNs
rocyapcrsa - YieHa EBpasmiickoro sSkKOHOMMYECKOro COt03a, PAaCCUNTAHHOWM B COOTBETCTBUM C METOAMKOM,
yTBEpXKAeHHoM Mpasutenscteom Poccuiickoin Peagepaumu.
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5. TMMopagok nepeperncTpaumMm  3aperncTpMpoBaHHbIX  MNpedefibHbIX  OTMYCKHbIX  LEeH
npoussoauTeNein Ha NeKapCcTBEeHHbIe NpenapaTbl, BKAOYEHHbIE B MepeYeHb }KU3HEHHO HE0BX0AMMbIX U
BaXKHEMLLMX IEKaPCTBEHHbIX NPenapaToB, B Cy4YanX, NPeayCMOTPEHHbIX YacTaMM 2 - 4 HacToALLEeN CTaTby,
ycTaHaBamBaetca MNpasuTtenbcTtBom Poccuiickoit Peaepaunu.

6. DKOHOMWYECKMI aHaNU3 NpeaenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA HAa NEKAPCTBEHHbIN
npenapaTt, BK/AIOYEHHbI B MepevYeHb KU3HEHHO HEeOBXOAMMbIX W  BaXKHEWMWIMX JIEKAPCTBEHHbIX
npenapatoB, nNpPWU ee T[OCYAAPCTBEHHOW pPerucTpauuMmM UAM nepeperucTpaumm  ocylectsnaeTca
depepanbHbIM  OPraHOM  UCMNOJHUTENbHOW BAACTW, OCYLLECTBAAIOWMM  OYHKUMM N0  MPUHATUIO
HOPMATUBHbIX MPABOBbIX aKTOB W KOHTPOAK 3a cobalogeHMeM 3aKoHoaaTenbCTBa B cdepe
rocyapCTBEHHOrO peryanpoBaHusa LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npeaenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B YacTAx 1 u 2 HacTosuel cTaTbM, NpU UX
rocyapCTBEHHON PEerucTpauumn Uan nepeperncTpaLMm OCyLLEeCTBAAETCA B COOTBETCTBUM C METOAMKOM,
yTBEpPXKAEHHOM MpaButenscteom Poccuiickon ®eaepaummn n y4nTbiBatoLWEe B TOM YMCAE:

1) cobniopeHune 6anaHca MHTepecoB nNotTpebuTenein NeKapcTBeHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbIX U BarKHEWLWWX JIEKapCTBEHHbIX MpenapaTtos, W npoussoauteneit
NIeKapCTBEHHbIX MPEenapaToB, BK/OYEHHbIX B MepeyeHb KM3HEHHO HEeOobXOAMMbIX W BarKHEeNWuX
NleKapCcTBEHHbIX NpenapaTos;

2) daKTUUYEeCKyIO OTNYCKHYIO LieHY Ha IeKapcTBEHHble npenapatbl B Poccuitickoit Pepepauuu, ueHy
BBO3a JIeKapCTBEHHbIX MpenapaToB B Poccuiickylo Pepepaumio, a TakKe LEHbl Ha aHanOorMYHble
NleKapcTBeHHble Npenaparbl, Haxoadumeca 8 obpaueHun B Poceuiickoit eaepaunm;

3) 3aTpaTtbl nNpoun3dBoaAUTENA JNEKAPCTBEHHOrNoO npenapata Ha Npoun3BoACcTBO U peannsayuto
NEeKapCTBEHHOTIO nNpenaparta,

4) ueHy Ha NeKkapcTBeHHbIM Npenapar, ero LeHy B CTpaHe NpPoM3BOAMUTENA U B CTPAHaX, B KOTOPbIX
NeKapCTBEHHbIN Npenapar 3aperncTpMpoBaH 1 (Man) B KOTOpble NOCTaBAAETCA NPOU3BOANUTENEM.

8. He ponyckatoTcs peanusaumsa U OTMNYCK JIEKAPCTBEHHbIX NPENapaToB, BKAOYEHHbIX B NepevyeHb
KU3HEHHO HEeobXOAMMbIX U BaKHEMNLIMX NIEKAapPCTBEHHbIX NPenapaToB, HA KOTOpble NMPOU3BOAUTENAMM
JIEKapCTBEHHbIX MPEenapaToB He 3aperucTpMpoBaHa MpefesbHas OTNYCKHAA LUeHa, peasusaums
NPOM3BOAUTENAMMN NEKAPCTBEHHbIX NPENapaToB MO LEHAM, NPEBbIWAIOWMM 3aPErMCTPUPOBaHHbIE UK
nepeperncTpupoBaHHble NpeaesibHble OTNYCKHbIE LieHbl Ha IEKaPCTBEHHbIE NpenapaTbl C YY4ETOM Halora
Ha 406aBNEHHYI0 CTOMMOCTb.

9. Ocob6eHHOCTM rocyAapcTBEHHOrO PerynpoBaHna NpeaesibHbIX OTMYCKHbIX LLEeH Npou3BoauTenei
Ha fleKapcTBEHHble Mpenapatbl, BK/AIOYEHHbIE B NepeyYeHb XMU3HEHHO HEeOoBXOAMMbLIX W BasKHEeMNLnX
NIeKapCTBEHHbIX MPenapatos, B 3aBUCMMOCTM OT 3KOHOMMYECKUX U (M) coumanbHbIX KpuTepues
(M3meHeHWe ycnoBuii, nopsdKa W CTOMMOCTM MPOM3BOACTBA  JIEKAPCTBEHHbLIX MPEenaparos,
MCMo/b30BaHWE HOBbIX GOPM, METOA0B M CrnocoboB roCyAapCTBEHHOrO PEeryiMpoBaHUA LeH Ha
NleKapcTBeHHble MnpenapaTtbl, B TOM 4YMC/Ne Ha OCHOBE MexaHM3ma pedepeHTHOro LeHoobpasosaHus,
N3MEHEHW NopaaKa OKa3aHNA MeaMLMHCKOW MOMOLIM, U3SMEHEHME KypCa MHOCTPaHHOM BatoTbl U UHblE
n3meHeHun) yctaHasamnsatoTcs MNpasutenscreom Poccuiickont eaepaumn.
(B pen,. PegepanbHoro 3akoHa ot 08.03.2022 N 46-03)

Cratba 62. locyaapcTBeHHbIA peecTp npepenbHbIX OTMAYCKHbIX LeH npousBoguteneit Ha
JIeKapCTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEHHO HeobXoAMMbIX M BarKHeMLUX
JNIeKApCTBEHHbIX NpenaparTos

1. 3apernctpupoBaHHble WAM NEpeperncTpMpoBaHHble npedesibHble  OTMYCKHblE  LEHbI
npousBoAuTeNei Ha IeKapCTBEHHbIE NpPenapaThl, BKAOUYEHHbIE B NepeyeHb KU3HEHHO HeobX0AMMBbIX U
Ba)KHEMLMX /fIeKAapCTBEHHbIX MNPenapaTtoB, MNOANENKAT BK/AYEHUIO B rOCYAapPCTBEHHbIA peecTp
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npeaenbHbIX OTMYCKHbIX LLeH NPon3BoAnNTeNE Ha IEKaPCTBEHHbIE NpenapaTbl, BKAUYEHHbIe B NepeyeHb
U3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX 1IeKapCTBEHHbIX MPenapaTos.
(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocyAapCTBEHHbIN peecTp NpefesibHbIX OTAYCKHbIX LEeH Npou3BoAnUTENEe Ha NIEKAapPCTBEHHbIE
npenapartbl, BKAKOYEHHble B nNepevyeHb XU3HEHHO HeO6XO,£I,VIMbIX M BaKHeMLwwux NeKapCTBEHHbIX
npenapaTtos, COAEPKUT B cebe cneayroLlyto MHGOPMaLUIO:

1) HaMmeHOBaHMWe geprKaTens Uav BlageNbLa perncTPauMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOIO
npenaparta, HaMMeHOBaHWEe NPOM3BOAUTENA JIEKAapCTBEHHOrO npenapaTta, CBeAEHUA O perncrpauuun
AeprKaTensa uav Bnagesibla perMcTpaumoHHOro y40CTOBepPEeHMA NEKAPCTBEHHOIO Npenapara, CBeAeHuUsA o
perncTpauun NpomM3BoaMTeNA NEKAPCTBEHHOrO NpenapaTa A1 MeULMHCKOTo NPMMEHEHUA B KadyecTse
HanoronaaTeNblMKa B CTPaHe perncTpaumm (418 POCCUACKUX IOPUANYECKUX NNL, - U AEHTUDUKALMOHHDIMA
Homep Hanoronnatenolimka (MHH), AnA MHOCTPAHHBIX OPUANYECKUX AUL, - CTPAHA pPerncTpamu,
HaMMeHOBaHMe PErMCTPUPYIOLLErO OpraHa, PErMcTPaLMOHHbIN HOMEp, KOA, HaNoroniaTenbliuKa B CTpaHe
perucTpauumn (MHKopnopauMm) UM ero aHanaor), Mecto HaxOoXAEeHWs NPOU3BOACTBEHHbIX MJIOLLAAOK,
YYacTBYIOLWMX B Mpouecce NpOoM3BOACTBA JIEKapCTBEHHOrO Mpenaparta, C YKasaHuem CTaauu npouecca
npou3BoACTBa;

(n. 1B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOBaHMWEe /NIeKapCTBEHHOro mpenapaTta (MexayHapogHoe HenaTeHTOBaHHOe, Wau
rPynnuMpoBOYHOE, NN XUMUYECKOE M TOProBoe HaMMeHOBaHUA);
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep perncTpPaLMoHHOro YA0CTOBEPEHMS IEKAPCTBEHHOrO Npenapara;

4) nekapcTBeHHan ¢bopma C yKasaHMEeM A03MPOBKM IEKAPCTBEHHOIO NpenapaTta U ero KoanyecTsa
BO BTOPUYHOW (NOTPebUTENbCKOM) YNAaKOBKE, a TaKKe KOMMIEKTHOCTb;
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpupoBaHHas npeaenbHas OTNyCKHas LeHa Ha IeKapCTBEHHbIN NpenapaT B py6nsx;
(B pen,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) naTa U HOMep MpMKasa yNnoJHOMOYEHHOrO delepasibHOro opraHa MCMNOHUTEIbHOW BACTU O
rocyapCcTBEHHOW perncTpauum uamn nepeperucTpaumm npeaenbHom OTNYCKHOM LLeHbl Ha NEKAPCTBEHHbIM
npenapaTt, BK/IOYEHHbIW B MepeyeHb KU3HEHHO HEOOXOAUMBIX W BAXKHEMWMX JIeKapPCTBEHHbIX
npenapaTos;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) pata BCTyn/ieHMA B CUY NPUMKa3a YNONHOMOYEHHOTO dpeaepanbHOro opraHa UCNONHUTEIbHOM
B/IaCTM O TOCYAAPCTBEHHOM perucTpauum uAn nepeperncTpaumMm npeaesbHOn OTMNYCKHOW LEHbI
Npou3BOAUTENS HA NIEKAPCTBEHHbIN MPenapaT, BKAKYEHHbIA B NepeyeHb KU3HEHHO HeobxoauMbIX U
BaYKHEWLLMX JIEKapCTBEHHbIX NPenapaTtos;

(n. 6.1 BBeaeH ®eanepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEebUTENbCKYI0) YNaKOBKY NEKapCTBEHHOIO
npenapara;
(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8) Kop, NeKapCTBEHHOro mpenapata No aHaTOMO-TepPaneBTUYECKO-XMMUYECKOM KaaccuduKaLmm,
pekoMeHA0BaHHOM BcemMnpHOM opraHMsaumeit 34paBooXpaHeHuns.
(n. 8 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocymapcTBeHHas perucTpauMsa MAM nepepeructpauma npenenbHbiX OTMYCKHbIX LeH Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblE B MEpPeYeHb KU3HEHHO HEeOBXOAUMBIX U BarKHEWLWWX
NleKapcTBEHHbIX MPenapaToB, BeAEeHWEe TrOCYyAaPCTBEHHOTO pPeecTpa MpenesibHbIX OTMYCKHbIX LeH
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npou13BoAMTENEN Ha IeKapCTBEHHble NpenapaThl, BKAOYEHHbIE B NepeyYeHb KU3HEHHO HeEobXoaUMbIX U1
BaKHEMLMX IeKapCTBEHHbIX MPEenapaToB, OCYLLECTBAATCA B NOPAAKE, yCTaHOBAeHHOM [paBUTeNbCTBOM
Poccuiickoin Peagepaunn.

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

CratbAa 63. YcTaHOB/eHMe oOpraHaMu MCNOJIHUTENbHON BAACTU Cy6beKToB PoccuiicKkoi
depepaummn npegenbHbiX PasMepoB ONTOBbIX HaAbaBOK M npepenbHbIX PasmMepoB PO3HUUHbIX
Hapb6aBoK K GaKTMUECKMM OTNYCKHbIM LeHaM, YCTAHOB/JIEHHbIM NPOU3BOAUTENAMMU JIEKAPCTBEHHDbIX
npenapaTtos, Ha /IeKapCTBEeHHble npenapaTtbl, BK/AOUYEHHbIE B NepeyeHb XU3HEHHO HeobXxogumbIxX u
Ba*KHeMLMX IeKapCTBEHHbIX NPenapaTos
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNONHUTENbHOM BAacTU CybbekToB Poccuitickont Pepepaunmn ycTaHaBAMBalOT
npefesbHble pa3mepbl ONTOBbIX HAAGaBOK M npefenbHble pasmepbl PO3HMYHBLIX HagbaBOK K
baKTUYECKMM OTMYCKHbIM LieHam (6e3 yyeTa Hasnora Ha Ao6aBneHHY CTOMMOCTb), YCTaHOBAEHHbIM
NPOV3BOAUTENAMM NIEKAPCTBEHHbIX MPENapaToB, Ha JIEKApPCTBEHHbIE MPenapatbl, BKAOYEHHble B
nepeyeHb KM3HEHHO HEeObXOAMMbIX M Ba)KHEMLIMX JIEKAaPCTBEHHbIX NPEenapaToB, B COOTBETCTBMMU C
YTBEPXKAEHHOW B nopsaaKe, ycTaHoBneHHOM [paButenbctBom Poccuitickon depepalmm, MeTOAUKOM
YCTaHOB/JIEHUA OpraHaMy WCMNOSHUTENbHOM BRacTM cybbekToB Poccuiickon Pepepaumm npesenbHbIX
pasMepoB OMTOBbIX Haf0aBOK M MNpeAenbHbIX PA3MEPOB PO3HMYHbIX Haf0aBOK K (aKTUYECKMM
OTMYCKHbIM LLEHaM, YCTaHOBJ/IEHHbIM MPOU3BOAUTENAMM NEKAPCTBEHHbIX MPEnapaToB, Ha IEKAPCTBEHHbIE
npenapatbl, BK/IOYEHHble B MepevyeHb XKU3HEHHO HeOobXOAMMbBIX W BaXKHEWLUX JIeKapCTBEHHbIX
npenapaTtoBs. [MPoeKTbl peleHnin opraHoB UCMOJIHUTENIbHOM BIaCTN cybbeKToB Poccuinickon deaepaumm
06 yCTaHOBNEHMU U (MNN) U3MEHEHUWU NpefenibHbIX PasMepoB OMTOBbIX HaAbaBOK W MpeaesbHbIX
pa3mMepoB PO3HMYHbIX HaA6aBOK K GaKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAIOYEHHbIe B MepeyeHb MKU3HEHHO
HEeobXoAMMbIX W BaKHEMLWMWX JIeKapCTBEHHbIX NpenapaTtoB, MoA/exaT  COrNacoBaHUIO €
YNOJIHOMOYEHHbIM deaepasibHbiIM OPraHOM MCMOJIHATENIbHOW BNACTM, OCYLLECTBAAIOWMM GYHKUMKM NO
NPUHATUIO HOPMATUBHbIX MPaBOBbIX aKTOB M KOHTPOJIIO 3a COBM0AEHMEM 3aKOHOAATENbCTBA B cdepe
rocyapCTBEHHOrO peryivMpoBaHus ueH (Tapudos) Ha ToBapbl (ycnyru), B nopagKe, yCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®egepaumn.

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, 01 27.12.2019 N 475-03)

2. OpraHusauuu OMTOBON TOProBAW NEKAPCTBEHHbIMM CPeACTBaMK, anTeyHble OpraHM3auum,
UHAMBUAYaANbHblE MpeanpUHUMATENN, UMEIoLLMe ANLEH3UI0 Ha dapMaLeBTUYECKY0 AeATeNbHOCTb,
MeAUNLUMHCKME OpraHuM3aumn, MmerollmMe AULEH3UI0 Ha dapmaueBTUUECKYlo AeATeNnbHOCTb, U UX
obocobneHHble noapasgeneHus (ambynatopun, denbaluepckme U denballepCcKo-akylepckme NyHKTbI,
UueHTpbl (oTaeneHus) obuwel BpayebHON (cemelHOW) NPaKTUKKM), PaCMOIOXKEHHbIE B CEJbCKUX
Hace/leHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3aumn, oCyLecTBAAIOT peanunsaumio
NIeKapCTBEHHbIX MpenapaToB, BKAKOYEHHbIX B MepeyeHb MU3HEHHO HeobXoAMMbIX W BaKHEMLUX
NIeKapCTBEHHbIX MNpenapaTtoB, MO LEeHam, KoTopble (GOPMUPYIOTCA B COOTBETCTBMM C MNOPSAAKOM,
yCTaHOB/IeHHbIM MpaBuTenbCcTBOM Poccuiickoit ®esepalumn, U ypoBeHb KOTOPbIX (6€3 yyeTa Hanora Ha
006aB/IeHHYI0 CTOMMOCTb) He A0/13KeH NPeBbILLaTb CYyMMY GaKTUYECKOM OTNYCKHOM LEeHbl, yCTaHOB/IEHHOM
Npou3BoAUTENIEM NIeKAapPCTBEHHOrO MNpenapata, He MpeBblllaloweid 3aperucTpMpoBaHHON UK
nepeperucTpMpoBaHHON nNpefenbHOW OTMYCKHOM UeHbl npousBoauTens (Ha Jaty peanusauuu
NleKapCTBEHHOro npenapata npou3BoAuTENeM), U pa3mepa ONTOBOW HaabaBKM WM (M) pasmepa
PO3HWYHOWN HaabaBKK, He NPEBbILAOWMX COOTBETCTBEHHO pa3sMepa npeaenbHo oNnToBoW HaabaBKK U
(nnun) pasmepa npeaenbHOM PO3HUYHON HaabaBKK, YCTaHOBEHHbIX B CybbeKTe Poccuiickoit deaepaumm.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCNOAHUTENbHOM BacT cybbekToB Poccuiickolt degepaunn pasmeLtatoT B CETU
"MHTepHeT" nHPopmaumto 0 3aperncTpmpoBaHHbIX NpeaenibHbIX OTNYCKHbIX LeHax nponssoautenei Ha
JIeKapCTBEHHblE MpenapaTbl, BK/OYEHHble B MepeyeHb KMU3HEHHO HEeoOXOAUMbBIX W BarKHEMNLWMX
JIeKapCTBEHHbIX MpenapaToB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoit denepaumm npepenbHbix
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pa3mepax onToBbIX HaAb6aBOK U (MNKN) NpeaeNbHbIX pazmepax PO3HUYHbIX HaabaBOK K YCTaHOBAEHHbIM
NpPOM3BOAUTENAMM NIEKAPCTBEHHbIX MpenapaTtoB GaKTUYECKMM OTMYCKHbIM LLeHamM Ha JeKapCTBeHHble
npenaparbl, BK/OYEHHble B MNepeyeHb KU3HEHHO HEeOOXOAMMbBIX W BarKHEWMWUX NeKapCTBEHHbIX
NnpenapaTtoB, a TaK¥Ke 0 CYMMe 3apPerncTpupoBaHHbIX NpeaesibHbIX OTMYCKHbIX LLeH nponssoauTenei Ha
NIeKAapPCTBEHHbIE MNpenapaTbl, BK/AOYEHHble B MNepeyeHb XMU3HEHHO HeobXOoAMMbIX U BaKHEeMLWwunx
NIEKAPCTBEHHbIX MpenapaToB, YCTaHOB/EHHbIX B cybbekTe Poccuitlckon Pepepaunm npeaesbHbIX
pa3smepoB ONTOBbIX HAA0aBOK U NpeAe/bHbIX Pa3MepPOB PO3HUYHbIX HaA0aBOK M Haslora Ha A06aB/IEHHYIO
cToMMOCTb. MHbOpMaLms, NpeayCcMOTPEeHHAs HaCTOALLEM YacTblo, J0JI}KHA HaX0AMUTbCA TaKMKe B anTeYHbIX
OopraHM3aumsax B AOCTYNHOW ANA BCeX 3aumHTepecoBaHHbIX nul, popme M 0b6HOBAATLCA MO Mepe ee
pasmelleHMa opraHaMmu UCNONHUTEIbHOM BAacTn cybbekToB Poccuiickoi degepaunm B cetn "UHTEpHET".
(yacTb 3 B peq,. PeaepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3aKoH o1 27.12.2019 N 475-93.

Fnasa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BESONACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOA4ALWMXCA B OBPALLEHUU
B POCCUMCKOI ®EAEPALIUMU
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. DapmaKoHag3op
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble NpenapaTbl, HaxogdAumeca B obpalieHmm B Poccuiickoit Peagepaunn, noanexar
MOHUTOPUHTY ad)d)eKTVIBHOCTVI M 6esonacHoctTM B uenax BblABNEHUA BO3MOXHbIX HeratTuBHbIX
NocneAcTBUN UX NMPUMEHEHUA, UHANBUAYANbHON HENepPeHOCMMOCTH, NpeaynpexaeHa MeauLMHCKNX
paboTHMKOB, CneuuanncTtoB B 061acTM BeTEPUHAPUKM, NAUMEHTOB WUAM BAAAENbLEB MKUBOTHbIX U UX
3alWNTbl OT NTPUMEHEHUNA TaKMNX /IEKAPCTBEHHbIX NPenapaTos.

(B pen. PepepanbHoro sakoHa ot 02.08.2019 N 297-93)

2. dapmaKoHag30p OCYLLECTBAAETCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM  deaepasbHbIm
OpraHoOM MCMOJ/IHUTENbHOW BNACTM B YCTAHOBNEHHOM MM MOPSAAKe C yYeTomM TpeboBaHWMiA HACTOALLEro
degepanbHOro 3akoHa M aKToB, cocTasastowmx npaso Coto3a, NyTem aHanauMsa npeaocTaBifaemoit
cybbekTamm obpalleHmns 1eKapcTBEHHbIX CpeacTs nHbOoPMaLMM 0 MOBOUHbIX AENCTBUAX, HEXeNaTeNbHbIX
peaKkumax, CEepPbe3HbIX HeenaTe/bHbIX Peakuuax, HenpeaBuAEHHbIX HeKenaTesbHbIX peakuusax npu
NPMMEHEeHUM NleKapCTBEHHbIX npenapatos, 06 WHAMBWMAYaNbHOW HEMepeHOCUMOCTM, OTCYTCTBUM
3GPEKTUBHOCTM NIeKapCTBEHHbIX MpenapaTtoB, a Takxe 06 WHbIXx ¢akTax M 06CTOATeNbCTBAX,
NPeACTaBAfIOWMX YIPO3Y KMU3HU UAWM 340POBbI0 YeNOBEKA NGO MKMBOTHOTO NPU MPUMEHEHUM
NeKapCTBEHHbIX NPenapaToB M BbISBNEHHbIX Ha BCEX 3Tanax 0bpalleHnsa ieKapcTBEHHbIX NpPenapaTos B
Poccuitckoit desepaummn u Apyrux rocyaapcreax.

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

3. CybbeKTbl 06palleHnsa 1eKapcTBEHHbIX CPEACTB B MOPSAAKE, YCTAHOBIEHHOM YNO/HOMOYEHHbIM
desepanbHbiM  OPraHOM  WCMOJIHUTENIbHOM  BNAcTM, 06dA3aHbl  CoObWATb B YNOJHOMOYEHHbIN
denepanbHbiii opraH UCMOAHUTENLHON BAACTM O NOBOUHBLIX AENCTBUAX, HEMXKEeNaTeNbHbIX PeaKuusx,
Cepbe3HbIX HeXKenaTeNbHbIX Peakumsax, HenpeaBuAeHHbIX HeXenaTebHbIX Peakumax npu npumeHeHnn
NeKapcTBeHHbIX MNpenapaTtoB, 06 MHAMBMAYaNbHON HENepeHOCMMOCTW, OTCYTCTBUM 3PPEeKTUBHOCTH
NleKapCcTBEHHbIX MPenapaTtoB, a TakXKe 06 MHbIX dpakTax U o6CcToATENbCTBAX, NPEACTaBAAOWMX Yrpo3y
XU3HU WMAKN 340POBbIO YeNoBeKa AMBO KMBOTHOTO NPU MPUMEHEHMMU JIEKAPCTBEHHbIX MPenapaTos U
BbIAB/IEHHbIX Ha BCex 3Tanmax obpalleHna NeKapCTBeHHbIX npenapatoB B Poccuiickon degepaumm u
ApYrvx rocyaapcreax.

4, [epxaTenu uan Bnafenblbl PEerucTpaLnoHHbIX YAOCTOBEPEHMIA NEKAPCTBEHHbIX NpenapaTos,
IopUANYECKME TMLA, HA MMA KOTOPbIX BblAaHbl pa3peLleHns Ha NPoBeAeHNE KNMHUYECKMX UCCNed0BaHNiA
B Poccuitickoii dPepepauyn, nmMbo ynoaHOMOYEHHbIE MMMU Apyrue puanyYeckMe vMua B pamKax


https://login.consultant.ru/link/?req=doc&base=RZB&n=468393&dst=100064
https://login.consultant.ru/link/?req=doc&base=RZB&n=468393&dst=100066
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100698
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100699
https://login.consultant.ru/link/?req=doc&base=RZB&n=122582&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZB&n=330696&dst=100078
https://login.consultant.ru/link/?req=doc&base=RZB&n=374125&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZB&n=419814&dst=2
https://login.consultant.ru/link/?req=doc&base=RZB&n=468341&dst=100440

obecnevyeHus 6e30MacHOCTM NeKapCTBEHHbIX NPenapaTos B NOpAAKe, yCTaHOBAEHHOM COOTBETCTBYHOLLIMM
YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONAHUTENLHOW BAACTU, 0653aHbl OCYLLECTBAATL MPUEM,
y4eT, 06paboTKy, aHaM3 U XpaHEHME NOCTYNALOLLNX B UX aZPeC OT CybbeKTOB 06 paLLLeHNA NeKAPCTBEHHbIX
CPeAcCTB M OpraHOB rOCYyAapCTBEHHOM BAACTU COOOLWEHUIA O NOBOYHbIX AENCTBUAX, HexenaTesbHbIX
peakumax, Cepbe3HbIX HeXXenaTesibHbIX U HenpeaBUAEHHbIX HEXeNaTe IbHbIX peakumax npu NnpuMmeHeHnm
JNIEKAPCTBEHHbIX MNpenapatoB, 06 0COBEHHOCTAX MX B3aMMOAEWUCTBUA C APYIMMWU J1eKapPCTBEHHbIMU
npenapatamv, WHAVMBUAYA/SIbHON HENepeHOCMMOCTM, a TaKKe 00 MHbIX ¢akTax M obCcToATeNbCTBAX,
NpPeAcTaBAAWMUX Yrpo3y KU3HU WMAN 340POBbI0 4YesioBeKa JINOO MKUMBOTHOTO MW BAUAIOWMX Ha
M3MEHEHME OTHOLWIEHMA OXMAAEMOW MNO/Ib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA JIEKAaPCTBEHHbIX
npenaparos.

5. Mpu BbIABNEHUU UHOOPMALMKN O CePbe3HbIX HesKenaTeNbHbIX peakumax U HenpeaBuaeHHbIX
He)kenaTe/bHbIX pPeakuuax Mnpu NPUMEHEHUN NeKapCTBEHHbIX npenapatoB, 06 0cobeHHOCTAX UX
B3aMMOAENCTBUA C APYIMMW NEeKapCTBEHHbIMU Mpenapatamu, UHAMBUAYaA/bHOW HenepeHOCMMOCTH, a
TaK»Ke 06 MHbIX paKTax U 06CTOATENbCTBAX, BAUAIOLLNX HA U3MEHEHME OTHOLEHMA 0XNAaeMon Nob3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA /fleKapCTBEHHbIX MpenapaTtos, AepaTenau wau BAagenblpl
pPerncTpaLmnoHHbIX YA0CTOBEPEHUIA NEKAaPCTBEHHbIX NPenapaTos, puandyeckme nmua, Ha UMAa KoTopbIxX
BblAaHbl paspelleHna Ha npoBedeHne KAMHUYECKUX MccneaoBaHuii B Poccuitickon ®epepauun, nmbo
YNONHOMOYEHHbIE UMK ApYyrve lopuanmyeckne nauua o6A3aHbl NPUHATbL Mepbl, HanpasieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MOCNeACTBMIA  MPUMEHEHUS  TaKUX  JIEKapCTBEHHbIX  MpenapaTos,
npeaynpexaeHue NpUUNHEHUs Bpeaa XU3HU UM 340PO0BbI0 YesnoBeKa b0 KUBOTHOTO, 3alMTY UX OT
NPUMEHEHWNSA TaKNUX NEKAPCTBEHHbIX MPEenapaToB, Ha AOMNOJIHUTE/IbHbIN COOpP AaHHbIX 06 3¢ deKTUBHOCTHU
1 6e30MacHOCTU TaKMX JIeKapCTBEHHbIX NpenapaTos..

6. 3a HecoobuleHMe UaN CoKpbITUE NHOPMALIUK, NPeayCMOTPEHHOM YacTblo 3 HACTOALLEN CTaTbH,
OepXaTenu WAM  BAagenblpbl PerncTpalMoHHbIX YAOCTOBEPEHMIA NEeKapCTBEHHbIX Mpenaparos,
topuamMyecKme 1La, Ha MMA KOTOPbIX BblAaHbl pa3pellueHns Ha NpoBeaeHne KNMHUYECKMX UCCea0BaHui
B Poccuitickoit depepauuun, nMbo YNOAHOMOYEHHblIE MMU Apyrue lOpUMAMYEcKMe Auua, a TaKke
OO/KHOCTHbIE /IMUA, KOTOPbIM 3Ta MHPOPMaUMA CTana M3BeCTHa Mo poay ux npodeccroHanbHOM
0eATeNIbHOCTUN, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoit deaepaumu.

7. Mpu nony4eHUM ynosHOMOYEHHbIM deaepanbHbIM OPraHoM UCMOAHUTENBHOW BAACTU B pamKax
OCYLWLeCcTBNEHMA UM papmMaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBUMM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TPeboBaHUAM WAW MpU MNoAyYyeHUn MHOOPMaLMKM O HECOOTBETCTBMM JaHHbIX 06
addeKkTMBHOCTM U 0 HE30MACHOCTV SIEKAPCTBEHHOIO NpenapaTta AaHHbIM O JIEKaPCTBEHHOM npenaparTe,
COAEPMKALMMCA B UHCTPYKLMM MO €r0 MPUMEHEHUIO (B TOM YMC/IE BbISIBIEHHbIX B XOA€ OCYLLEeCTB/EHUSA
$bapmaKoHaa30pa KOHTPOJIbHO-HAA30PHbIMU OpraHaMM MHOCTPAHHBIX FOCYZAAPCTB), YNOJHOMOYEHHbIN
dbeaepanbHbIii OpraH UCMOJIHUTE/IbHOW BIACTU B YCTAHOB/IEHHOM MM NOpPAAKE PacCMaTpMBaeT BOMPOC O
NPWOCTaHOBNIEHNN NPUMEHEHUSA TAaKOrO IEKAaPCTBEHHOTO NpenaparTa.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 HaumeHoBaHMe CT. 65 nsnaraerca B HoBol pegakumm (®3 ot 30.01.2024 N 1-P3).

CrtaTbAa 65. MpuocTaHOBNEHME NPUMEHEHUA JIEKAPCTBEHHOrO nNpenaparta
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 B 4. 1 cT. 65 BHOCATCA n3meHeHua (P3 ot 30.01.2024 N 1-3).

1. NMpu nonyyeHUn MHGOPMALIMM O HEXKenaTeNbHbIX PeakUuMaxX Npu NPMMEHEHMM NeKapCTBEHHOMO
npenapaTta, He YKasaHHbIX B MHCTPYKUMM NO NPUMEHEHWIO NIeKapCTBEHHOro npenaparta, CepbesHbIX
HexkenaTesbHbIX peaKkuusax, 06 0COBEHHOCTAX ero B3aMMOAEWCTBMA C APYTMMMU JIEKAPCTBEHHbIMMU
npenapaTamu, KOTopble MOTYT NPeACTaBAATb YIPO3Y }KMU3HU UK 340P0BbIO YeToBEKa MO0 KMBOTHOTO, 3
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TaKXXe O HeCOOTBETCTBUM AaHHbIX 06 3pPeKTUBHOCTU U O Be30MacHOCTU NeKapCTBEHHOrO npenapara
AaHHbIM O 1eKapPCTBEHHOM MpenapaTe, CoAepP*KalLMMCA B MHCTPYKLMW MO ero NPUMeHeHNI0, B TOM Ynce
OT YNO/JIHOMOYEHHbIX OPraHOB WHOCTPAHHbIX TOCYAApPCTB, OOMeH KOTOpOM OcylecTBAseTcs B
COOTBETCTBUM C COMNALIEHUAMMU MENKAY YNONHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOJIHUTENbHOM
BNACTU U YNOJIHOMOYEHHbIMU OPraHamMu MHOCTPaAHHbIX FOCYAAPCTB, YNOJHOMOYEHHbIN deaepasbHbli
OpraH UCMOJIHUTEIbHOM BNACTU PacCMaTPUBAET BOMPOC O BO3MOXHOCTU MPUOCTAHOBAEHUA obpalleHuns
TAKoOro J/IeKapCTBEHHOro npenapata B MNoOpAAKe, YCTaHOBAEHHOM YMOJHOMOYEHHbIM denepanbHbIM
OPraHoOM UCNONIHUTE/IbHOW BNACTW.

KoHcynbTaHTIAOC: NpUMeYaHme.
C01.01.2026 4. 2 cT. 65 nsnaraetca B HoBow pegakumm (®3 ot 30.01.2024 N 1-P3).

2. MNpy HEUCNONHEHUU WIN HEHAANIEXALLEM MWCMNOJHEHUWN AeprKaTenaMu WA BAALEeNbLAMM
PEerucTpPaunoHHbIX YAOCTOBEPEHUM NIEKAPCTBEHHbIX MPEnapaToB, lOPUAMYECKMMM ANLAMM, Ha UMSA
KOTOPbIX BblAaHbl pa3peLleHnsa Ha NpoBeaeHMe KAMHUYECKUX nccnesoBaHnin 8 Poccuiickon deaepaumu,
NN YNOTHOMOYEHHbIMN UMW APYTUMU IOPUANYECKUMU TN aMU 06ﬂ3aHHOCTeVI, YCTaHOB/1IEHHbIX YaCTAMU
3 1 4 ctatbn 64 HacToswero PeaepasibHOro 3aKoHa, MO0 B CayYaax NpPeacTaBNeHMA COOTBETCTBYHOLLMM
YNOJAHOMOYEHHbIM defepasibHbIM OPraHOM UCMOJIHATENbHOM BAACTM 3aK/IIOYEHMA O HEAOCTOBEPHOCTH
pe3ynbTaToB  KJMHMYECKOrO WUCCNeA0BaHWA  JIEKAPCTBEHHOro mnpenapata  A4AsAa  MegUUMHCKOro
NPUMeHeHMA, KOTOPOE OCHOBAHO Ha pPe3y/ibTaTax NPOBEPKU MEeAULMHCKOM OpraHnsaLmm, NpoBoaMBLLEN
YKa3aHHOE KNMHUYECKOEe UCC/IeloBaHME C HapyLLEHUEM NPaBua Haa exKallen KAMHNUYECKON NPaKTUKK, U
NMPWUBENO K MOJYYEHUIO HELOCTOBEPHbLIX Pe3y/bTaToB, MO0 B C/y4yae HEBbLINOMHEHMA NpennucaHus,
Bbl4AHHOIMO YMNO/NHOMOYEHHbIM deaepanbHbIM OPraHOM  MCMNOAHUTENbHOM BAACTM NO  MTOram
OCYLLECTB/IEHUS BbIBOPOYHOrO KOHTPO/IS KayecTBa JIEKAapCTBEHHOro mnpenapaTta, YMNO/JIHOMOYEHHbIM
denepanbHblIi OpraH UCNOMIHUTEIbHOM BIACTU B YCTAHOBAEHHOM MM NOpPAAKE pacCMaTpUBaEeT BOMNPOC O
NPMOCTAHOBAEHUM NPUMEHEHNA TAKOTO JIEKAPCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 u. 4 cT. 65 yTpaumsaeT cuay (P3 o1 30.01.2024 N 1-3).

3. YnonHOMOYeHHbI denepanbHblii OpraH MCNOAHUTENIbHON BNACTU NpU NpPeacTaBAeHUM emy
CBEOEHWN O HEecoOTBETCTBMM MPOM3BOAUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM npaBua
HaZ/exKallei Npon3BoACTBEHHOM NPAKTUKU U (M) O HAPYLLEHMM IMLLEH3UOHHBIX TPeboBaHW, KOTopble
6bl1M BbIAAB/IEHbI B XOA4€ NPOBEAEHUA MHCNEKTUPOBAHUA NPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB MU
OCYLLECTBNEHNA NNLEH3NOHHONO KOHTPOA B chepe Npon3BOACTBA IEKAPCTBEHHbIX CPEACTB U NpUBENuU
WA MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NPENapaToB AAA MeAUUMHCKOrO NpUMeHeHus,
NPUYUHUBLUNX UKW CNOCOBHBIX NPUYMHUTL BPeS, XKU3HW MU 340POBbI0 FParkKAaH, paccMaTpMBaeT BONpoC
O MPUOCTAHOBNEHNN MPUMEHEHMUA NIEKAPCTBEHHbIX MPenapaToB A8 MeAWUUMHCKOro MPUMEHEHUS B
YCTaHOB/IEHHOM UM MOPALKE B CNEAYIOLLMX CYYasX:

1) coctaB u (MNK) TexHONOrMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTa A8 MeauLMHCKOro
npMMeHeHuA (C onucaHWem CTaauii NPOM3BOACTBA) OTAMYAIOTCA OT 3aAB/IEHHbIX B PErmcTpaumoHHOM
40Cbe;

2) }'IeKapCTBeHHbIﬁ npenapat gna meamunHCKoro npumeHeHnAa npomnsseaeH Ha I'IpOM3BOACTB€HHOV1
naowagke, He yKa3aHH017| B permcTtpaumMoHHOM A00CbE,;

3) y npowusBoAuTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, NOATBEp:KAatowme
COOTBETCTBME KayecTBa JIeKapCTBEHHOrO npenaparta AN MeAMLMHCKOrO NMPUMEHEHUs, BBOAMMOIO B
rpaskaaHckuii 06opoT, TpeboBaHUAM, YyCTaHOB/IEHHbIM MPUW ero rocy4apcTBEHHON perncTpaumm;

4) npousBoaMTENEM N1IeKAapPCTBEHHbIX CPEACTB B COMNACOBaHHbIM C  COOTBETCTBYHOLWMM
YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCNOJIHUTENbHOW BAACTU CPOK He YCTpaHeHbl HapylleHus
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TpeboBaHMI NpaBMA HaaNeKallleld NPOM3BOACTBEHHOM NPAKTUKU U (MAK) NULLEH3UOHHbLIX TPeboBaHUN,
KoTopble ObliM BbIABAEHbI B XO4e MNPOBEAEHUA WHCMEKTUPOBAHUA MNPOU3BOAUTENA JIEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBAEHUA INLEH3MOHHOIO KOHTPOAA B chepe NPON3BOLCTBA IEKAPCTBEHHbIX CPEACTB
W NPUBEAM WUAM MOTYT MPUBECTM K NPOM3BOACTBY JIEKAPCTBEHHbLIX NPEenapaTtoB Aas MeAULMHCKOro
NPUMEHEHNA, MPUYMHUBLLNX MU CNOCODHDBIX MPUUYNHUTD BPEL KU3HU UM 340POBbLIO rPaXKaaH.

(yacTtb 3 BBeaeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNoNHOMOYEHHbIM peaepanbHblii OpraH UCMOAHUTENIbHOM BAACTU NPU HAIMYMM Y HETO CBELAEHUN
O HECOOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBWUA  HaA/exallein
NPOu3BOACTBEHHON MPAKTUKM U (MAK) O HapPYLIEHUU NULEH3MOHHbLIX TpeboBaHUI, KoTopbie Oblau
BbIAB/IEHbl B XO4E MNPOBEAEHUSs WHCMEKTUPOBAHUA MNPOU3BOAUTENA NEKAPCTBEHHbLIX CPEACTB MU
OCYLLECTBNEHNA TMLEH3NOHHOFO KOHTPO/A B chepe NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB U NPUBENM
AN MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NMPENAPATOB A/1A BETEPUHAPHOTO NPUMEHEHMUSA,
NPUYUHUBLUMX UAU CMOCODOHbLIX MPUYMHUTL BPeS KU3HU WAM 3400POBbIO KMBOTHbLIX, paccMaTpuBaeT
BONPOC O MPUOCTAaHOBAEHUWN peanusauuMmM W MNPUMEHEHMA JIEKAPCTBEHHbIX Mpenapatos A
BETEPUHAPHOIO NPUMEHEHUA B YCTAHOBIEHHOM MM NOPAAKE B CNEAYIOLLMX CYYasX:

1) coctaB 1 (MNM) TEXHO/OTMA NPOM3BOACTBA /IEKAPCTBEHHOIO NpenapaTta Aaa BETEPUHAPHOro
npMMeHeHuA (C onucaHWem CTaauii MPOM3BOACTBA) OT/MYAIOTCA OT 3asB/IEHHbIX B PErmcTpaumoHHOM
[0Cbe;

2) nekapcTBeHHbIM Npenapar 419 BeTePMHaPHOro NPpUMeHeHUs NPousBeaeH Ha NMPoM3BOACTBEHHOM
nAolWaAKe, He YKa3aHHOM B PerMcTpaLMoHHOM A0CbE;

3) y npousBoaMTENs NEKApCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KAyecTBa JIEKAPCTBEHHOro npenaparta Al BETEPUMHAPHOro NPUMEHEHWA, BBOAMMOIO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPU Ero rocy4apcTBEHHOM perncTpaumm;

4) npousBOAMTENEM JIEKAPCTBEHHbIX CPEeACTB B  COIMNACOBAHHbIA C  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasibHbiIM OPraHOM WCMOJIHUTENIbHOM BNACTU CPOK HE YCTPaHeHbl HapylleHus
TpeboBaHUI NPaBWU HaA/exKallleld NPOU3BOACTBEHHON MPAKTUKU U (MK) NMLEH3UOHHBIX TpeboBaHUiA,
KoTopble 6bliM BbIABAEHbI B XO4e MNPOBEAEHUA WHCMEKTUPOBAHMA MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPeACTB UM OCYLLECTBAEHMA NNLEH3MOHHOIO KOHTPO/IA B Chepe Npon3BOACTBA JIEKaPCTBEHHbIX CPEeACTB
MU MPUBENN WM MOTYT MPUBECTU K MPOU3BOACTBY /JIEKAPCTBEHHbIX MPEnapaTtoB A/ BETepUMHApPHOro
npuMmeHeHunAa, NPUYNHUBLLUUNX NN CNOCOBHbIX NPUYNHUTDL Bpea U3HU NN 300P0BbIO XKUBOTHbIX.

(yacTtb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

7. B nopsake, npesyCMOTPEHHOM YacTblo 4 HACTOALWEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbIi
OpraH UCNOHUTENIbHOM BNIACTU PAacCMATPUBAET BOMPOC O NPUOCTAHOBAEHUM Peann3aLmm U NPUMEHEHUA
JIeKapCTBEHHOrO NpenapaTta A/1A BETEPUHAPHOIO MPUMEHEHMA B C/lyYae BbIBAEHMA B rPaKgaHCKOM
060poTe CEpUM NEKAPCTBEHHOTO NpPenapaTta 411 BETEPUHAPHOTO NPUMEHEHWA, AOKYMEHTbI U CBeAEeHUS
O KOTOpPOM, NpeaycMoTpeHHble YacTaMM 1 - 3 n 6 cTatbm 52.2 HacTosAwero denepasbHOro 3aKoHa, He
npeAcTaB/eHbl B YKa3aHHbIA opraH, IMbo cepun MMMyHOBMONOrMYECKOrO JIEKAPCTBEHHOMO NpenapaTa
A9 BETEPMHAPHOTO NPUMEHEHMA, HE MMEIOLLEN paspeLleHnsn, NpeayCMOTPEHHOrO YacTbio 8 cTaTbn 52.2
HacToAwero denepanbHOro 3akoHa. B yKasaHHOM c/iydae yno/sIHOMOYEHHbIM deaepanbHbI opraH
WCMNOJIHUTENBbHOM BNACTM NPUHMUMAET PELUEHME O MPUOCTAHOB/IEHUM PEANU3ALNN U NPUMEHEHMA TaKUX
cepuii A0 NpPeACTaBNAEHUA YKasaHHbIX OOKYMEHTOB W CBeAeHun nmbo [0 NoNyyeHUs YKa3aHHOro
pa3spelueHus.

(yacTb 7 BBeaeHa PeaepanbHbiMm 3akoHom oT 02.07.2021 N 317-03)

CratbAa 66. UHPoOpMmauma o pesyabratax papmaKoHaa30pa
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHOMOYEHHbIM  deaepanbHblt  OpraH  UCNOAHUTENbBHOW  BAACTW,  OCYLLECTBASIOWMMA
dapmaKoHaa30p, MO ero pesy/bTaTam pasmellaeT Ha cBOemM oduuUmManbHOM caliTe B ceTu "UHTepHeT"
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nHdpopmaumto o:

1) BbIABAEHUM HOBbIX MNOATBEPNKAEHHbIX AaHHbIX O MOBOYHbLIX AEUCTBUAX, HeXKenaTeNbHbIX
peaKkumaAx, CepbesHbIX HeKenaTefbHbIX PeaKkuusx, HenpeaBuAeHHbIX HEKenaTeNbHbIX peakuuax npu
NPMMEHEHMM 1IeKapCTBEHHOTO NpenapaTta, B TOM YMC/e BAMAIOWMX Ha OTHOLLEHME OXKMAaeMOoM No/b3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA AaHHOIO IEKapCTBEHHOro Npenapara;

2) NPUHATBIX PeLUeHUAX O BHECEHUM U3MEHEHWNI B MHCTPYKLMIO MO MPUMEHEHUNIO IEKAPCTBEHHOTO
npenapaTta, 0 NPMOCTAHOBAEHUN NPUMEHEHUA IEKAPCTBEHHOIO NpenapaTa, 06 U3bATUM U3 obpalleHun
NIeKapCTBEHHOIO NpenapaTta Uan o BO306HOBAEHUM NPUMEHEHWA NEKAPCTBEHHOIO NpenapaTa.

Fnasa 14. UHOOPMALMNA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHTA ABUXEHNA NEKAPCTBEHHbIX MPEMNAPATOB
ana MEAUUUHCKOIoO NPUMEHEHUA
(8 pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumua o nNeKapcTBeHHbIX npenaparax. Cuctema MOHUTOPUHIA ABUMKEHUA
JIeKapCTBEHHbIX NpenapaTtos A1 MeAULMHCKOro NpuMmeHeHUsn
(8 pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmauma o neKkapCTBEHHbIX NpenapaTtax, OTNYCKaemMblX MO PeLenTy Ha JIeKapCTBEHHbIN
npenapaT, 4OJ/IKHA COAEepP!KaTbCA TO/IbKO B CNEUMANN3UPOBAHHbIX U3LAHUAX, NPefHa3HAYEHHbIX AA
MeANLMHCKMX, papMaLLeBTUYECKUX PAabOTHMKOB, CneumanmcToB B 0bnact seTepuHapun. MHbopmaums o
JIeKapCTBEHHbIX NpenapaTax 418 cneumannctoB B 061acTn obpalleHna NeKapCTBEHHbIX CPEACTB MOXKET
cofepXatbCA B MOHOrpaduaAx, CAPaBOYHMKAX, HaAy4YHbIX CTaTbAX, B [OKAaZaxX Ha KOHrpeccax,
KOHdepeHUMAX, CMMMNO3MYyMax, Hay4yHbIX COBETaX, a TaKXe B WHCTPYKUMAX N0 MNPUMEHEHUIO
JIeKapCTBEHHbIX NPenapaTos.

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

2. MHpopmauma o NeKapCTBEHHbIX NpenapaTax, OTNycKaemMblx 6e3 peuenTa Ha /IeKapcTBEHHbIN
npenapaTt, MOXeT cogepKaTbcA B MybanKauuax U ob6bABAEHUAX CPeAcTB MaccoBOM WHdopmauum,
CNeunanmn3mMpoBaHHbIX U OBLLMX NEeYaTHbIX M3LAHMAX, UHCTPYKLMAX MO NPUMEHEHUIO NIEKAPCTBEHHbIX
npenapaToBs, MHbIX U34aHUAX CYBbEKTOB 06paLLEeHNA NeKapPCTBEHHbIX CPeACTB. PeKkamHble MmaTepurabl O
NleKapCcTBEHHOM MpenapaTte, oTnyckaemom 6e3 peuenta Ha JIeKapCTBEHHbI npenapaT, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMMN NO NPUMEHEHMIO IeKapCTBEHHOTO npenapara.

3. JlonyckaeTcs MCrnonb3oBaHWe tobbiXx MaTepuanbHbIX HOCUTENEN, MO3BOMAIOWMX XPAHWUTD,
nepeaasaTb M MUCNO/b30BaTh MHGOPMALIMIO O JIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaxKeHus.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.04.2024 B Y. 4 cT. 67 BHOCATCA M3meHeHus (93 o1 04.08.2023 N 428-d3). Cm. byayluyo peaakumio.

4. [Ina ueneit naeHTUOUKaLMKM YNAKOBOK J/IEKApPCTBEHHbIX NpenapaToB AN MeAuLMHCKOro
NPUMEHEHNA MPOU3BOANUTENIN NIEKAPCTBEHHbIX CPEACTB B NOPAAKe, YCTaHOBAEHHOM [1paBUTEIbCTBOM
Poccuiickolt degepaumm, HaAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLLIEHWWN NeKapCTBEHHbIX NpenapaTos
ONA MeAULMHCKOro NPUMEHEHUS, A8 KOTOPbIX He NpeAyCcMOTpeHa BTOPUYHanA YNaKoBKa) U BTOPUUHYIO
(noTpebuTenbCcKyto) YyNakoBKYy NE€KapPCTBEHHbIX NpenapaToB A1a MeAULUMHCKOro NpumMeHeHna cpeacTsa
NMAEHTUOMKAUMKM, 33 WUCKAOYEHWEM NEKapPCTBEHHbIX MPenapatoB AA8 MeAUUMHCKOTO MPUMEHEHMUS,
NPoOu3BOAUMBIX ANA NPOBEAEHUA KAMHUYECKMX UCCNel0BaHUIA, SKCNOPTa, IeKapCTBEHHbIX NpenapaTos
ONA MeAMLMHCKOTro NMPUMEeHeHUA, yKasaHHbIX B YacTax 5 u 8 ctatbk 13 HacToAwero degepanbHOro
3aKOHa, pagnodapmaLeBTUYECKUX IeKaPCTBEHHbIX MPenapaToB, BbICOKOTEXHO/IOMMYHbIX 1IEKAaPCTBEHHbIX
npenapaToB, KOTopble NpousBeAeHbl ManbiMM CEPUAMM, COCTOAT U3 OAHOM WAM HECKONbKUX [03
BbICOKOTEXHONOMMYHOTO NEeKapCTBEHHOTO npenapaTa, npeAHasHayeHbl A7 KOHKPETHOro MaumeHTa,
MMEIOT KOPOTKMI CPOK rogHOCTM (40 AEeBAHOCTA KafeHAapHbIX gHEN) 1 (Mnr) TeMnepaTypHbIA pexum
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XpaHeHMa 1 TpaHCcnopTUpoBaHMa MnHycC 60 rpaaycos Lienbcma nam HusKe, MMABOK MeAULIMHCKUX U ra3oB
MEANLINHCKNX.

(yactb 4 BBegeHa degepanbHbiM 3aKoHOM oT 28.12.2017 N 425-d3 (pea. 27.12.2019); B pegn.
depnepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. XapaKTepucTmkun cpeactea MaeHTMMKaLMKM, NOPALOK ero HaHeceHMA 1 TpeboBaHMA K CTPYKType
n  dopmaty WHOOPMALMKM, KOTOPYIO COAEPNKUT CPEeACTBO  UAeHTUPUKAUMKM, onpeaenatoTca
MpasuTtenbctBom Poccuiickoit ®epepaumm.
(yacTb 5 BBEeAeHa PeaepanbHbiM 3aKoOHOM oT 28.12.2017 N 425-93)

6. MopAafoK co3paHuA, pa3BUTUA, BBOAA B 3IKCMAyaTauMio, 3KChAyaTauMM M BbiBOAA W3
3KcnayaTauuMm CUCTEMbl MOHWUTOPWHIA ABUMKEHWUA NEKAPCTBEHHbIX MPenapaToB A8 MeAUUMHCKOro
NPUMEHEHMA, NOPALOK NPefoCTaBNeHUA WHPOPMALMK, COAeprKaAENCA B CUCTEME MOHWUTOPUHIA
OBVXKEHUA NEKAPCTBEHHbIX NPENapaToB A1 MeANUMHCKOTO NPUMEHEHMUA, U NOPAAOK B3aUMOAENCTBUA
YKa3aHHOMW  CUCTEMbl C  WMHbIMW  TOCYAAPCTBEHHbIMU  MHPOPMALMOHHBIMKM  CUCTEMaMKU W
MHPOPMALNOHHBIMU CUCTEMAMM FOPUAUYECKUX N, U UHOUBUAYANbHBIX NpeanpUHUMaTeNnel, yKasaHHbIX
B yactax 7 n 10 Hactoswen cTaTbW, ycTaHasauBatoTca [MpaBuTenbctBom Poccuitckoit degepauum.
OnepaTtopaMn CUCTEMbI MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MPEnapaTtoB AAA MeAMLMHCKOro
npumeHeHnsa ABAAlTCA deaepanbHblii OpraH WCNONHUTENbHOW BAacTM W (MAKM) opraHusaums,
ynosHoMouYeHHble MpasuTenbctBom Poccuiickoit ®epepaumm.

(yacTb 6 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuanyeckune nvua n MHANBMAYaAAbHbIE NpegnpPUHUMATENN, OCYLLECTBAAIOWME NPON3BOACTBO,
XpaHeHue, BBO3 B Poccuitickyio ®Pepepaumto, OTNYCK, peanus3auuto, nepegadvy, NpUMeHeHue U
YHUUYTOXKEHWNE NEKAPCTBEHHbIX NPENAPATOB A4 MeAMLMHCKOro NnpumeHeHus, obecneymBatoT B nopagKe
M B COCTaBe, KOTopble ycCTaHOB/eHbl [MpaButensctBom Poccuiickon degepauum € y4etom BMAQ
OCYLLECTBNAEMON UMW [EATeNbHOCTM, BHeceHWe MHPOPMaLMM O NeKapCTBEHHbIX npenapatax Anaa
MEONLIMHCKOTO NPUMEHEHNA B CUCTEMY MOHUTOPWHIa ABUMKEHUA NEKAPCTBEHHbIX NpenapaTtoB A
MEeONLMHCKOTO NPUMEHEHMUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTbl 418 MeAMLUMHCKOrO MNPUMEHEHUA, NpeaHa3HayYeHHble AN
obecneyeHuns nuu, 60abHbIX remoduameis, MyKoBUCLMA030M, rMNoPu3apHbiM HAHU3IMOM, 6ONE3HbIO
lowe, 3n0KayecTBEHHbIMM HOBOOOPA30BAHUAMU NUMPOMAHON, KPOBETBOPHOMW W POACTBEHHBIX MM
TKaHEW, paccesHHbIM CKIEPO30M, INL, NOC/IE TPAHCTIAHTALMKU OPraHoB U (MK) TKaHeW, MPOn3BeLeHHble
00 31 aekabpa 2019 roza, a TaKKe UHble IeKAPCTBEHHbIE NpenapaTbl 418 MeAULMHCKOTO NPUMEHEHUA,
npoussegeHHble o 1 uona 2020 roga, noanexar XpaHeHUo, nepeBo3Ke, OTMYCKY, peanmsauumw,
nepefaye, npumeHeHuto 6e3 HaHeceHna CpeacTB MAEHTUOUKALUUN A0 UCTEYEHMA CPOKA MX FOAHOCTM.
MpasuTenbcteo Poccuiickon Pepepaumm BnpaBe yCTaHOBUTb 0COBEHHOCTM BBOAA B FpaKaaHCKuUiA ob6opoT
NIeKapCTBEHHbIX NPENAPaToB A1 MEANLUMHCKOTO NPUMEHEHUA, NPON3BeAEHHbIX B nepuog, ¢ 1 nona 2020
roga no 1 oktabpa 2020 roga. B uensx BBoAa B rpaxkAaHCKMM 060POT NIeKapCTBEHHbIE NpenapaTbl g8
MEANUMHCKOTO MPUMEHEHUS, 33 UCKIOYEHMEM NEKAPCTBEHHbIX NMpenapaToB, NpegHasHa4YeHHbIX A
obecneyeHunn nuu, 60bHbIX remoduanels, MyKoBUCUUAO30M, TMNOPU3aPHbIM HAHU3MOM, BOME3HbIO
lowe, 310KaYeCTBEHHBIMW HOBOOOPA30BAHUAMM NMMPONLHON, KPOBETBOPHOM M POACTBEHHbLIX MM
TKAHEeM, paccesHHbIM CK/IEPO30M, /1ML, NOCEe TPAHCMAHTaLMM OPraHoB U (MAn) TKaHel, Npon3BeseHHble
3a npegenamu Tepputopun Poccuiickoit dGeaepaumm go 1 oktabpa 2020 roga, moryT ObiTb BBE3EHbI B
Poccuiickyto depepaumio go 1 ansapa 2021 roga B nopsiake, ycTaHoB/eHHOM [1paBUTENbCTBOM
Poccuiickolt depepaumm, 6e3 HaHeceHUs cpeacTB MAEHTUUKALMM.

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-3)

8. OpraHusauma WHGOPMAUMOHHOIO B3aMMOAEMCTBMA CUCTEMbl MOHMUTOPWUHIA ABUNKEHUA
NeKapCTBEHHbIX MpenapatoB A8 MeSUUMHCKOrO MNPUMEHEHUs C  WMHbIMM  TOCYZapCTBEHHbIMM
MHPOPMAUMOHHBIMK  cUCTEMaMK obecrneynmBaeTcs B TOM YMC/e NOCPencTBOM  WMHQPACTPYKTYpbI,
obecneumBatowen MHPOPMALMOHHO-TEXHOIOTMYECKOE B3aMMOLENCTBME MHOPOPMALMOHHBIX CUCTEM,
MCMONb3YeMbIX A1A NPeAOoCTaBNeHUA TOCYAAPCTBEHHbIX M MYHMUMMANbHBLIX YCAYT U WUCMOJIHEHUSA
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rocyAapCTBEHHbIX U MyHULMMNA/bHbIX GYHKLUI B 3/IEKTPOHHOM popme.
(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. UHdopmauus, cosepKaancsa B CUCTEME MOHUTOPUHTA ABUMNKEHUA NEKAPCTBEHHbIX NpenapaToB
AN MeANUMHCKOTO NPUMEHEHUA, ABNAeTCA MHPOpMaLMel OrpaHNYeHHOro AOCTyNa B COOTBETCTBMM CO
cTaTbe 9 ®enepanbHOro 3akoHa ot 27 mtona 2006 roga N 149-93 "06 nHbopmaummn, MHGOPMaLLMOHHbBIX
TEXHOJIOTUAX 1 0 3awmTe nHbopmaumnmn", 3a UcCKatoYeHnem MHGopMaLUKM, HeAOoNYCTUMOCTb OFPaHNYEHUSA
JOCTyNa K KOTOpPOM YycTaHoBAeHa denepasbHbIMU 3aKOHAMMK, A TaKXKe WMHPopmaLun, OTHECEHHOW
MpasutenbctBom Poccuitckoit Pepepaunn B COOTBETCTBUM C HacToAwMM PepepanbHbiM 3aKOHOM K
o6LwenocTynHoi nHpopmaumm. ObwenoctTynHaa MHGOPMaLMA, COAEPHKALLAACA B CUCTEME MOHUTOPUHTA
OBVKEHUA  JIEKApPCTBEHHbIX NPEenapaTtoB  AAAa  MeSULMHCKOrO MNPUMEHEHMA, pasmellaeTca B
MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" (B Tom umcne B Gopme OTKPbITbIX AaHHbIX)
B NopsAgKe, yctaHosaeHHOM [pasutenbctsom Poccuinickon Pepepaumu.
(yacTb 9 B pen,. depepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. JocTtyn K MHGOPMaLMM, coaepKaLLENCA B CUCTEME MOHUTOPUHTA ABUKEHUS NIEKAPCTBEHHbIX
npenapatoB 418 MeLULMHCKOro npumeHeHus, obecneymBaeTca onepaTopom CUCTEMbl MOHWUTOPUHIA
OBVKEHWA NEKAPCTBEHHbIX NPenapaTtoB A8 MeAMUMHCKOrO NPUMEHEHUA B MOPALKE, YCTAHOBNEHHOM
MpasutensctBom Poccuitckon ®Pegepauum, B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickoi
depepaummn 06 uHPopmaUMKN, WHOOPMALMOHHBIX TEXHOMOINMAX W O 3awmte MHPopmMaLuUK,
3aKoHoZaTebcTBOM  Poccuitickor  @degepauum O TFoCydapCTBEHHOM TaliHe, 3aKOHOAATE/IbCTBOM
Poccuiickoit ®egepaumm 0 KOMMEPYECKOM U MHOW OXPAHSAEMOM 3aKOHOM TaliHE M C YYETOM MOJIOKEHNI
HacToAwen crtatbu. [MpaBuTenbcTBO Poccuitickon depepaunu BApaBe YCTAaHAB/IMBATb MNeEpPeYeHb
JIeKapCTBEHHbIX NPEenapaToB A1 MegULMHCKOIo NPUMeHeHUs 1 (MK) Fpynn NeKapCTBEHHbIX NpenapaTos
AN MeOMUMHCKOTo NPUMEHEeHUa U 0CoBeHHOCTM AocTyna K MHOOPMaLMM O TaKUX JIEKapCTBEHHbIX
npenapaTtax, COAEpPrKallencs B CUCTEME MOHWUTOPUHIa ABUMKEHMA NIEKAapPCTBEHHbIX MpenapaToB Ann
MeAULMHCKOTo NPUMEHEHMA.

(yacTb 9.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.2. [Monb3oBaTenn CUCTEMblI MOHUTOPUHIA ABUMKEHWSA IEKAPCTBEHHbIX MNpenapaTtos Ana
MeAULMHCKOro npumeHeHMa obnagatoT NpaBom A0CTyna K MHbOpMauuKM, codeprkallelica B cucteme
MOHUTOPUHIA AOBUMKEHUA JIEKAapCTBEHHbIX MPEnapaTtoB AnAA MeAUUMHCKOro MNPUMEHEHUS, C Y4eToM
OrpaHUYeHUin A0CTyna K yKasaHHoM uHbopmauuu u ee nocneayroulein ob6paboTke, yCTaHOBAEHHbIX
HacToAWNM CDe,u,epaanblN\ 3dKOHOM U WUHbIMKU HOPMATUBHbIMU MPABOBbLIMMN aAKTaMU Poccuinckon
depepaunn.

(yacTb 9.2 BBegeHa depepanbHbim 3akoHOM oT 04.08.2023 N 474-3)

9.3. ®depepanbHble OpraHbl UCNONHUTEIbHOM BAACTU U OpraHbl UCMONHUTEIbHOM BAACTU CyOBEKTOB
Poccuitckoit Pepepaunn B Lensx, onpegeneHHbix MNpasutenbcteom Poccuitickoit ®epepaunn, nmerot
npaBo [ocCTyna K MHbopmaumm o cybbekTax obpalleHna NeKapCTBEHHbIX CPeAcTB, O NEeKAPCTBEHHbIX
npenapaTtax u 06 060poTe TaKNUX NEKAPCTBEHHbIX NpenapaTos, HE06X0AMMOWN ANA BbINOJAHEHWUS 33434 U
ocyuiecTBneHus GyHKUMIA, BO3N0XKEHHbIX Ha desepanibHble opraHbl UCNOAHUTENLHOM BAACTU U OpraHbl
WCNONIHUTENbHON BflacTU cybbekToB Poccuiickon ®dPepepaumnm, craTMcTuyeckon uHdopmauum o
JIeKapCTBEHHbIX Npenapatax U 06 Mx 0bopoTe, a TakXKe K oblieaocTynHo nHpopmaummn. Coctas aTomn
nHbopmauum onpeaenserca cornaleHmamm o6 MHGoOPMaLMOHHOM B3aMMOAENCTBMU, 3aKNHOUYEHHbIMU
onepaTopomM CUCTEMbl MOHUTOPUHIA ABUMKEHMA JNIeKAPCTBEHHbIX MNpenapaToB ANA MeAMLMHCKOro
npumeHeHuns ¢ deaepanbHbIMU OpraHamu UCMNONHUTENIbHOM BNACTU UAM OpraHamu MCMNONHUTENbHOM
BNacTu cybbekToB Poccuiickont depepauum u deaepanbHbiM OPraHOM WCMOJNIHUTENbHOW BNacTH,
OCYLLECTBAAOLWMM GYHKLUMKN MO BbipaboTKe U peannsaumnmn rocyaapcTBeHHON NOSUTUKN U HOPMATUBHO-
NpaBoOBOMY pPeryanpoBaHuio B chepe 34paBoOXpaHeHUs.

(yacTb 9.3 BBegeHa deaepanbHbim 3akoHOM OT 04.08.2023 N 474-03)

9.4. CybbeKT obpallleHUsa NeKapCTBEHHbIX CPeACTB MMEEeT MpPaBo A0CTyna K WHdpopmauuun ob
onepauusax C NeKapCTBEHHbIMM MpenapataMy AN MegUUMHCKOTO MPUMEHEHUS, COBEPLUEHHbIX 3TUM
cy6bekTOM 06paLLeHMA NEKAPCTBEHHbIX CPEACTB, a TaKKe K 06LW,eA0CTYMHON MHpOopMaL MK,
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(yacTb 9.4 BBeaeHa PenepanbHbim 3akoHOM OT 04.08.2023 N 474-93)

9.5. Onepatop cUcTeMbl MOHUTOPUHTA ABUNKEHWUA IEKAPCTBEHHbLIX NPEnapaToB AN MeAULNHCKOro
npumMeHeHna obnafaetr NpPaBomM A0CTyNa K MHPOpPMaLMKM, COAEPrKalLeNCcA B CUCTEME MOHWUTOPMUHIA
OBVXKEHUA NIEKAPCTBEHHbIX MPenapaToB AAA MEAMUMHCKOrO MPUMEHEHWA, BKAK4Yaa MHPopMaLmio
OrpaHUYEHHOro A[0CTYMa, C BO3MOMHOCTblO ee 06paboTKM, B TOM uucie ee NpenoCTaBNeHUA WU
pacnpocTpaHeHusn, obecneyeHnn AOCTYyMa K Hel M OKasaHMA YCIyr ¢ ee UCNO/b30BaHWem (ganee -
obpaboTKa).

(yacTb 9.5 BBeaeHa deaepanbHbiM 3akoHOM oT 04.08.2023 N 474-93)

9.6. Onepatop cUCTEMbI MOHUTOPUHTA ABUKEHWUS IEKAPCTBEHHbIX NPenapaTos A1 MeAULNHCKOro
NPUMEHEHNA MOMKET OCYLLECTBAATbL 06paboTKy MHPOPMaLMM OrpaHNYEHHOIO A0CTYNa, CoAep Kallelica B
CUCTEME MOHWUTOPUHIA ABUMKEHUS NIEKAapPCTBEHHbIX MPenapaToB A8 MeAULMHCKOIo NpUMeHeHUs, npu
ycnoBum obAsaTtenbHoro o6es3nnumMBaHus TakoW MHPOPMaLMM B COOTBETCTBMU C YTBEPXKAAEMbIMU
desepanbHbiIM OpPraHOM MCMNONHUTENIbHOM BAACTW, OCYWECTBAAIOWMM GYHKUMM NO BbipaboTke U
peanusaummn rocyaapCcTBEHHOM MOMUTUKM UM HOPMATUBHO-NPABOBOMY peryMpoBaHuio B cdepe
3[paBOOXpPaHEHMA, MO COrnacoBaHulo C ¢denepasnbHbiIM OPraHOM  MCMONHUTENbHOM  BAacTy,
OCYLLECTBAAWUM GYHKLMM NO KOHTPOJIIO U Hag3opy B chepe MHPOPMALLMOHHBIX TEXHOOTUIA U CBA3MK, U
denepanbHbIM OpPraHOM UCMONHUTEIbHOM BAacTu B 06/1acTn obecneyeHmsa besonacHocTU TpeboBaHMAMM
K 06e3/1M4mMBaHmMIO Takon MHPOpMaLMM U meTogammn 06e31MunMBaHNA Tako nHdopmauunmn. ObesnnyeHHas
nHboOpmaumA, NONAydYeHHas B pes3y/abTaTe YKasaHHOW 06paboTKM M copep)Kalanaca B cUCTeme
MOHWUTOPUHIA ABWMKEHUS JIEKAPCTBEHHbIX MPEnapatoB AN MeAWUMHCKOrO NPUMEHEHUs, ABASEeTCS
nHpopmauuel orpaHuyeHHoro goctyna. ObesnmnyeHHasa nHpopmauua, 4OCTYMN K KOTOPon bbin obecneyeH
OnepaTopomM CUCTEMbI MOHUTOPUHIA ABUXKEHWUA JIeKapCTBEHHbIX MNpPenapaTtoB Aas MegMLMHCKOro
NPUMEHEHNA B LENAX OKasaHWA YCAYyr C ee MWCNONb30BaHMEM, MNOANENMUT XPaHEHUID B CUCTeme
MOHMUTOPUHTA ABUNKEHUA NEKAPCTBEHHbIX NPenapaToB ANA MEANLMHCKOrO NPUMEHEHMA HE MEHEEe NATU
NIeT ¢ AaTbl NPeaocTaBAeHUsA A0cTyna K ob6e3nmyeHHon MHGOPMaLIMKM, N Ha Hee He PacnpoCTpaHATCA
TpeboBaHMA K MHPOPMaL MM OrpaHNYEHHOIO AOCTYNa, YCTAaHOB/IEHHbIE HACTOALEN CTaTbeMn.

(yacTb 9.6 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. OnepaTop cMCTEMbI MOHUTOPMHIA ABUKEHMA NEKAPCTBEHHbIX NPENAPATOB 418 MeAULMHCKOro
NPUMEHEHMA MOXKET OCYLLECTBASATL 06PaboTKy MHPOPMALMM OrPaHMUYEHHOIO A0CTYMNa, COAEPKaLLEeNC B
CUCTEME MOHUTOPUHIA ABWMKEHMA JIEKAPCTBEHHbIX MPENapaTtoB AAA MeAMLMHCKOrO MNPUMEHEHMUS,
NoJlydeHHOW OT CybbeKTa 0bOpallleHMs NEeKapCTBEHHbIX CPEACTB, 3apPEerucTpMpoBaHHOIO B CUCTEME
MOHUTOPUHTa ABNXKeHnA NNeKapCTBEHHDbIX npenapatos A4aA MmeaunLumMHCKoOro npmnmeHeHuA n
npeAcTaBMBLUErO B Hee CBeAEHMs, B MHTepecax M MO MNOPYYEHUIO TaKoro cybbekTa obpauieHun
JIeKapcTBEHHbIX cpeacTs 6e3 obe3nmunBaHua MHPOpPMaLMM OrpaHUYEHHOro A0CTyna.

(yacTb 9.7 BBegeHa depepanbHbim 3akoHOM oT 04.08.2023 N 474-3)

9.8. OnepaTop cUCTEMbI MOHUTOPUHTA ABUMKEHUSA IEKAPCTBEHHbIX MPEnapaTos A1 MeAULMHCKOro
NPMMEHEHWUA BMpaBe OKas3blBaTb Ha HEAMCKPUMMUHALMOHHOW OCHOBE YCAYrM C WCMO/b30BaHWEM
ob6e3nnyeHHON WHPOpMaLMK, CcoaeprKallenca B CUCTEME MOHWUTOPMHIA ABWKEHWUA JIeKAapPCTBEHHbIX
npenapaTos AnA MeAUUMHCKOro NPUMEHEHUA, CybbeKTam 0bpaLLeHMsA NeKapCTBEHHbIX CPeaCTB, NOPAAOK
M CTOMMOCTb OKa3aHMA KOTOPbIX OMPeAenatoTcs OnepaTopoM CUCTEMbl MOHWUTOPWMHIA ABUMKEHUSA
NleKapCcTBEHHbIX MpPenapatoB ANA MeAMUMHCKOrO MPUMEHEHMA, C Y4eTOM OrpaHuMYeHuit goctyna K
o06e3nnyeHHon MHGOPMaLMK, YCTAaHOBAEHHbIX HAacToALWEN cTaTbeld. YKasaHHble NopsAAOK M CTOMMOCTb
OKa3aHMA TaKMX YCAyr pasmMelLaloTca onepaTopom CMCTEMbl MOHUTOPUHIA ABUMEHUA SIeKapCTBEHHbIX
npenapatoB 444 MeAMUMHCKOrO MPUMEHEHMA Ha caiTe CUCTEMbl MOHWUTOPWUHra  ABUMKEHUA
NeKapCcTBEHHbIX  MpenapaTtoB A48  MeAMUMHCKOTO  NpUMeHeHun B MHPOPMaLMOHHO-
TENEKOMMYHUKALMOHHOW ceTh "MHTepHET" 1 NoANerKaT KOHTPO/IHO B COOTBETCTBUM C aHTMMOHOMNO/IbHbIM
3aKoHogZaTeNbcTBOM Poccuiickon degepaunn. YKasaHHble NOPASOK U CTOMMOCTb OKa3aHUA TaKUX yCayr
AOJIXKHbI 6bITb AMHBIMM 415 BCEX /ML, 06PaLLAOLLMXCA 33 OKa3aHMEM YCYTM B OTHOLWEHUN OONHAKOBbIX
BMAa, obbema M cocTaBa NpegocTaBasiemoir MHpopmaumu. CybbeKkTam 0OpalleHus leKapCTBEHHbIX
CPeACTB 3anpeLaeTca NpeaocTasaaTb U PAcNPOCTPaHATbL MHGOPMALIMIO, NOJTYYEHHYIO B COOTBETCTBUM C
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HacTosLLLEeM YacTbio.
(yacTb 9.8 BBeseHa desepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

10. MNpousBoauTeNb NEeKAPCTBEHHbIX CPEeACTB, AepaTenb AnMbo Bnageney, perucTpauyMoHHOro
YOO0CTOBEPEHNA JIEKAPCTBEHHOIO npenapata WAM NPeAcTaBUTENbCTBO WMHOCTPAHHOM OpraHusaumm,
ABNAOWENCA AeprkaTenem nMb0 BAALENbLEM PEFUCTPALMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapaTta, Ha Tepputopun Poccuiickon Pepepalmm, 3aperMcTpUpoBaHHblE B CUCTEME MOHUTOPUHIA
OBUXKEHMA NEeKapCTBEHHbIX MpenapaTtoB ANA MeOUUMHCKOro NpUMMEHeHUA W npeacTasuBlUMEe B Hee
CcBeZeHMA O HaHeCeHUW CPeacTB UAeHTUPUKALUMM Ha YNAKOBKM NEKapCTBEHHbIX NpenapaTos, HapAay C
MHbOPMaUMeN, yKasaHHOW B 4YacTM 9.4 HacToAwel CTaTbM, MOJyYaeT COLEPKaLLyloCcA B CUCTEME
MOHUTOPUHTIA OBUMKEHUA JIEKAapPCTBEHHbIX NMpenapaTos A4 MeAULMHCKOrO NpumeHeHuA nHbopmaunto
OrPaHMYEHHOrO AOCTYMNa O CepUAX U MAPTUAX ITUX JIEKAPCTBEHHbIX NPenapaTos 6€3803mMe3HO M BNpase
OCYLLECTBNATb CAMOCTOATE/IbHO MM MopyYaTb 06paboTKy Takon MHPOPMaLUKN TONbKO B COOBCTBEHHbIX
UHTepecax. MNMpu 3TomM JOCTYN K TakoM MHPoOpMaUUKM UAK pesynbTaTam ee 06paboTKM MMeeT TO/bKO
OaHHbIN Cy6beKT obpallleHNs NIeKapCTBEHHbIX CPEACTB WAN ANLO, KOTOPOMY OH nopyymn obpaboTky.
CocTaB npepoCTaBiAemMolr B COOTBETCTBMM C HAcToAWeM 4YacTblo MHOOpmauum onpegenserca
Mpasutenbctsom Poccuiickon ®epepaymn.

(yacTb 10 B pea. PepepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a npon3BOACTBO UAKM NPOAAXKY IEKAPCTBEHHbIX NPenapaTos 414 MeAULMHCKOro NpUMeHeHMUA
6e3 HaHeceHus cpeacTB UAEHTUPUKALUUKM, C HapyLUEHMEM YCTAaHOB/IEHHOIO MopsAKa UX HaHeceHwus, a
TaKXKe 332 HECBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHIA ABWMMKEHUA NEeKAPCTBEHHbIX
npenapaTtos Aad MeOUUMHCKOTO MNPUMEHEHMA WAN BHECEHWME B Hee HeaoCTOBEPHbIX AaHHbIX
opuanyecKkme Anua M MHAMBUAYaAJIbHbIE NPEeANPUHMMATENN, YKa3aHHble B 4YacTax 4 1M 7 HacTosLen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM Poccuitckoin Pepepaumu.
(yacTb 11 BBEAeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

12. MpasutenbctBo Poccuitickoit depepaumm BnpaBe YCTaHOBUTb OCOOEHHOCTM BHeApPeEHMsA
CUCTEMbI MOHUTOPUHIA ABUXKEHWUA JIEKAPCTBEHHbIX MPENapaToB ANA MEAMUMHCKOTO MPUMEHEHMUS,
BK/IOYAs CPOKW ee BHeAPEeHWs, B OTHOLEHWW JIeKAPCTBEHHbIX MpenapaToB AAA MeAUUMHCKOro
NPUMEHEHWA, BKIIOYEHHbIX B MEPEYEHb KU3HEHHO HEOBXOAMMbBIX U BAXKHEWMLIMX NEeKAPCTBEHHbIX
NpPenapaToB, JIEKAPCTBEHHbIX MPenapaTos, MpeAHa3sHaYeHHbIX Aas obecnedeHua v, OG0/bHbIX
remoouanen, MyKoBUCUMA030M, TMNOPU3apHbIM HAHU3MOM, 60ne3Hblo lowe, 3/10Ka4YecTBEHHbIMM
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeMn, paccesHHbIM
CKNEepOo30M, /1L, Noc/ie TPaHCMNaHTaLMM OPraHoB U (M) TKaHEW, UHbIX IEKAPCTBEHHbIX NPenapaTos A8
MeaNnLMHCKOTIo NpuMmeHeHUnA.

(yactb 12 BBeageHa PegepanbHbiM 3aKkoHOM OT 28.12.2017 N 425-93)

FnaBa 14.1. OTPAHUMEHUA, HANNATAEMBbIE
HA OPTAHU3ALIUUN, OCYLLLECTBNAKOLWUE AEATE/IBHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(sBegeHa depgepanbHbim 3aKoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHMuyeHMA, Hanaraemble NpU OCYLLECTBAEHUU JeATeNbHOCTU B cdepe
06palLeHnn eKapCcTBEeHHDIX CPeacTB

1. OpraHusauun, 3aHMMalowmecs pas3paboTKoi, npousBoAcTBOM W (MAKn) peanusauumei
NleKapCcTBEHHbIX NPenapaTos 414 MeAULUMHCKOro NPpUMEeHeHUs, opraHusaumm, obnagatowme npasamm Ha
MCMNO/Mb30BaHME TOProBOro HaMMEHOBAHWA NEKAapCTBEHHOro npenapata Ana  MeAMUMHCKOro
NPMMEHEHWA, OPraHM3aL MM ONTOBOM TOPrOB/W SIEKAPCTBEHHbIMM CPEACTBaMM, anTeyHble OpraHn3aunm
(Mx NnpeacTaBuTEeNN, UHbIE GU3NYECKME M IOPUANYECKME NNLA, OCYLLECTBAAIOLWME CBOIO AEATENbHOCTb OT
MMEHWN 3TUX OpraHu3aumnin) B OTHOLIEHUM MEeAUUMHCKMX PaboTHUKOB U PyKOBOAMTENEe MeaULUNHCKUX
OpraHun3aLmii He BNpase:
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1) Bpy4aTb NOAAPKM, BbINJAYMBATb AEHEXKHbIE CPEACTBA (33 UCKAIOYEHMEM BO3HArpaxKAeHUn no
JoroBopam npu NPOBeAEHUU KANHUUYECKUX WCC/elOBAHUI NeKapCTBEHHbIX npenapaToB A
MeAULMHCKOTO MNPUMEHEHUs, BO3HArpaXkAeHWM, CBA3AHHbLIX C OCYWECTBAEHUEM MeAULMNHCKUM
paboTHMKOM NeaarorMyeckom u (Mam) HaydyHoW AeATeNbHOCTM), B TOM YMC/Ie ONAauynBaTb pa3BaeyeHus,
OTAbIX, NPOEe3a K MecTy OTAblXa, a TaK)Ke MPUB/EKaTb K y4acTUIO B pa3B/ieKaTesIbHbIX MeponpuaTusx,
NPOBOAMMBIX 33 CYET CBOUX CPEACTB;

2) 3aKN4YaTb cornaweHnAa O Ha3HadYeHun Wan pekomeHaauunnm nauueHTam NeKapCTBEHHbIX
npenapartos gn1a megnumHCKoro npuMmeHeHumA (3a UCKNIlO4YEHNEM A0roBopoB O nposeaeHNN KANHNYECKUX
MCCﬂe,CI,OBaHMVI NEKapPCTBEHHbIX NpenapaTtos AnA megnumnHCKoro I'IpMMEHEHMﬂ),'

3) npenocraBaiATb o6pa3u,b| NEKAPCTBEHHbIX NpenapaTos ANA MegNLUMUHCKOTo NpUMeEHEHNA B LLeNAX
Bpy4YeHMA MNaUMUEHTAM (3a UCKNKDYEHNEM Cny4daeB, CBA3aHHbIX C nMNpoBeAeHUMEM K/IMHUYEeCKUX
MCCﬂe,ﬂ,OBaHMVI NEKapPCTBEHHbIX NpenapaTtos AnAd megnumnHCKoro I'IpMMEHEHMﬂ),'

4) NnpeaoCTaBNATb HEAOCTOBEPHYIO U (MNM) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHBIX NpenapaTax
ANA MeAUUMHCKOro NpUMeHeHus;

5) nocewatb nx B paboyee Bpemsa Ha pPabouymx MecTax, 3a UCKAHOUEHUEM C/ydaeB, CBA3AHHbIX C
NpoBeAEHMEM KIMHUYECKMX WCCNeA0BaHUIN  JIeKapCTBEHHbIX MNPenapaTtoB Anas  MeAULMHCKOro
NPUMEHeHUA, C yYacTMem B MopAAKe, YCTaHOBNEHHOM PYKOBOAMUTENIEM MEAULMHCKON opraHusaumm, B
COBpaHUAX MeAULMHCKMX PabOTHUKOB M UHbIX MepPOonpUATUAX, HamnpaBAeHHbIX Ha MoBblileHWe MuX
npodeccnoHanbHOro ypoBHA WUAM Ha NpeaocTaBiAeHMe WUHbOPMaLUKM, CBA3AHHOW C OCYLLEeCTBAEHUEM
MOHUTOPUHra 6e30nNacHOCTU IeKapCTBEHHbIX NpenapaTos;

6) NOBY»KAaTb K BbIMUCbIBAHMIO IEKAPCTBEHHbIX NPENapaToB ANA MEeAULMHCKOTO NPUMEHEHMSA Ha
61aHKax, cofeprawmx MHGOPMALMIO PEKNAMHOIO XapaKTepa, a TaK:Ke Ha peuenTypHbix 6aaHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBAHME NEKAPCTBEHHOro npenapata Aaa MeAUUMHCKOro
NPUMEHEHNA.

2. OpraHu3aumm, ykasaHHble B ab3ale nepsom 4acTv 1 HacTosleNn cTaTbu, U UX NpeacTaBUTeNN B
OTHOLLEHMM papmaLEeBTMYECKUX PabOTHUKOB M PYKOBOAMTE e anTeYHbIX OpraHM3aLmii He Bnpase:

1) Bpy4aTb NOAapPKK, BbiMN1a4nBaTb AeHEXHble CpeacTBa, B TOM YKUcC/sie on1a4nBaTb pa3sBieyvyeHuUA,
OTAbIX, Mpoe3n K MeCTy OTAbiXa, U NPUBAEKATb K YYaCTUIO B pPa3B/iekaTe/ibHbIX MeponpunAaATHUAx,
npoBoANMbIX 3a CHET CBOUX CPEACTB;

2) npenocTaBaATb o6pa3u,b| NEeKapCTBEHHbLIX NpenapatoB AnAa MeAUUUNHCKOrNo npumMmeHeHuna anAa
Bpy4YeHUA HaCeNeHUto,

3) 3aKNo4aTb cornaweHna o npegnoXeHnn HaceneHnto onpeaeneHHbIX NeKapCTBEHHbIX
npenapatos Ana megunumMHCKOro npuMeHeEHNA;

4) NpeAoCcTaBNATb HEAOCTOBEPHYIO U (MNM) HENOHYI0 MHPOPMaLMIO O IEKAPCTBEHHbIX NpenapaTax
ANA MeAMUMHCKOrO MpUMEHEeHUsi, B TOM YUC/Ie WMEKWWUX OAMHAKOBOE MeXAyHapoLHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.,

Cratba 67.2. Tpe6oBaHMA K OpraHusauMm U MNPOBEAEHUI0 HAYUYHbIX MEPONPUATUIA, MHbIX
MeponpuATUA, HanpaB/AeHHbIX Ha NoOBbllWeHMe npPodecCUOHANbHOrO YPOBHA MEAULMHCKUX
pPaboTHUKOB MAM HA NpepocTaB/ieHMe UHPOPMALUKN, CBA3AHHOM C OCYLLECTBIEHUEM MOHMUTOPUHrA
6e30nNacHOCTM IeKapCTBEHHbIX NpPenapaTos

1. MNpu NpoBeAEHMMN HayYHbIX MEPOMPUATUIA, MHbIX MEPOMPUATUIA, HANPaBAEHHbIX Ha NOBbILIEHNe
Npo¢deccMoHaNbHOrO0 YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha MpeaocTaB/lieHne CBA3AaHHOM C
OCYWLEeCTBNIEHMEM  MOHMTOPUHra  6e30MacHOCTM  NeKapCTBEHHbIX  NpenapaToB  MHbopMaLmMy,
OpraHM3yemblX OpraHM3auMAmMM, yKasaHHbIMM B ab3aue nepsom 4actu 1 cratbM 67.1 HacToAwero



defepanbHOro 3akoHa, WX npeactasutenamm u (Maun) duUHaHCUMpyembiXx 3a CYET CPEeAcTB 3TUX
opraHu3auuii u X NpeacTaBuTesnei, 3anpeLLaeTca NPenaTCTBOBaTb y4acTUIO B YKa3aHHbIX MePOonpuATUAX
MHbIX OpraHuW3aumii, KoTopble NPOM3BOAAT WAM PeanNM3yloT JIeKapCTBEHHble npenapaTtbl  gas
MeANUNHCKOTO NPUMEHEHMA CO CXOXKMM MeXxaHM3MoM GapmMaKoIorMyeckoro aencTeuns, aMbo co3pasatb
ANCKPMMUHAUMOHHbIE YCI0BMA AN OAHUX YYaCTHMKOB MO CPaBHEHMIO C APYTMMM yYacTHWKamMM, a
MMEHHO:

1) npenocTaBAATb Pa3IMYHOE KOJIMYECTBO BPEMEHM A/151 BbICTYMN/IEHUI YH4ACTHUKOB, Pa3/indHble Mo
pa3smepy 3aHMMAeMoW NoLWaAM MecTa ANA AEMOHCTPaLMM 06pasLLOB JIEKapPCTBEHHbIX NpenapaTos s
MEANUMHCKOTO NPUMEHEHUA WAW  PEKNaMHbIX MATEPMaNoB O JIEKAapCTBEHHbIX Mpenapatax Agaa
MeANUNHCKOTO MPUMEHEHUA Ha IKCMO3UUMAX, CTEHAAX, 32 UCKIIOYEHNEM CYYaEB, EC/IM TaKMe YCNOBUA
3aKpensieHbl B COMNAWIEHUAX 3TUX OpraHu3auuMi, ux npepcrasuteneit o PUHaAHCMPOBAHUM YKa3aHHbIX
MepOoNPUATUIA U 06YCNOBAEHDbI Pa3IMYHbIMM 3aTPAaTaMM YH4aCTHUKOB HA UX OPraHn3aLumio;

2) ycTaHaB/AMBaTb pa3smep B3HOCA AN YYAaCTHMKOB MEPOMNPUATUI, yKasaHHbIX B ab3aue nepsom
HacToALLEeN YacTW, NPEBbLILWAIOWMNIA CYMMY 3aTPAT HAa OPraHM3aLMIo YKa3aHHbIX MEPONPUATUIA U BeyLLNIA
K He060CHOBAaHHOMY OrpaHUYEHMIO YMCa UX YYaCTHUKOB.

2. OpraHusauumm, yKasaHHble B ab3aue nepBom yactn 1 ctatbm 67.1 HactoAwero ®eaepanbHOro
3aKOHa, UX NpPeACcTaBUTeNM, OCYLLECTBAAOWME opraHM3aumio u (Mnun) puHaHCUpPOBaHUE MepPOonpPUATUNA,
YKa3aHHbIX B YacTu 1 HacToALlen cTaTby, 06A3aHbl 0becneymBaTb A4OCTYN K MHPOPMaLUM O AaTe, MecTe u
BPEMEHWU MPOBEAEHUA YKa3aHHbIX MEpPONpUATUIA, MaaHax, NpPorpamMmmax MpPOBEeAEHUs YKa3aHHbIX
MEPONPUATUI N TEMAX, NAAHMUPYEMbIX ASIA PACCMOTPEHMUA, COCTAaBE UX YYAaCTHUKOB MYTEM PasMeELLEHMA
COOTBETCTBYlOWEN MHPOPMAUUM Ha cBOMX OdULUMANbHBIX caliTax B ceTn "UHTepHeT" He no3aHee AByX
MecALEeB 40 Havyasla NPoBeAEHMS YKa3aHHbIX MEPONPUATUN.

3. MHdopmauma o NpoBeaeHUM MePONPUATUI, YKa3aHHbIX B YacTh 1 HacToAWel cTaTbu, B CPOK,
YCTaHOB/IEHHbIN YacTblo 2 HacToAlWeh CcTaTbW, AOMKHA bObiTb HanpaBneHa B denepanbHbli opraH
WCMNONHUTENBHOW B/IAaCTW, OCYLLECTBAAIOWMI  OYHKUMM MO  KOHTPOAIO W Hagsopy B cdepe
34paBOOXPaAHEHMSA, 414 NOCNEAYIOWEro PasMeLLLeHNA ee Ha odULMANbHOM caliTe 3TOro opraHa B CeTu
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKOMN DEAEPALMM NPU OBPALLEEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLUEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO FPAXKAAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylwleHue 3aKOHopgaTenbcTBa Poccuiickoii depepauum npu
obpalleHUn NeKapCTBEHHbIX CPeaCcTB

1. HapyweHune 3akoHogaTtenbcTBa Poccuiickoli depepaumm npu 06palleHUM NeKapCTBEHHbIX
cpeacTB BAeYeT 3a Co6ON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuiickol
depgepaunn.

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

2. 3a HenpeacTaBAeHUE UAU HECBOEBPEMEHHOE NpeacTaB/ieHMe MHpopmaLmn 1 (MNn) 4OKYMEHTOB
nmbo npeacTaBnAeHWE HeAOCTOBEPHbIX WHbOpMaUMM U (MIKM) AOKYMEHTOB, NpPeayCMOTPEHHbIX
HacToawmum denepanbHbiM  3aKOHOM, CybbeKTbl 06palleHUss NeKapCTBEHHbIX CPeACcTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuinckoin ®egepaumu.

(yactb 2 BBepgeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BoameweHne Bpeaa, NPUHUHEHHOrO 340POBbLIO rpaXKAaH BCAeACTBUE NPUMEHEHUA
JNIEKApCTBEHHbIX Npenaparos


https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100716
https://login.consultant.ru/link/?req=doc&base=RZB&n=342016&dst=100717
https://login.consultant.ru/link/?req=doc&base=RZB&n=299421&dst=100086

1. lMpousBoguTenb NEKAPCTBEHHOrO npenapaTta 06s3aH BO3MECTUTb Bped, NPUYUHEHHbIN
3[,0pOBbIO rpaXkaaH BCAeACTBME NPUMEHEHUA IEKAaPCTBEHHOro Npenapara, ec/iv A0Ka3aHo, YTo:

1) nekapcTBeHHbIA NpenapaT NPUMEHANCA MO Ha3HAYeHWI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPMMEHEHMIO NEeKapCTBEHHOro npenapaTta M MNPUYMHON Bpeda ABW/CA BBOA B rparKaaHCKM obopoT
HeA06pOKaYeCTBEHHOMO IeKaPCTBEHHOro Npenapara;

2) Bpen, 340POBbI0 MPUUMHEH BCAEACTBME HEAOCTOBEPHOW WMHPOpMaLMK, coAeprKallelncs B
WMHCTPYKLMM NO NPUMEHEHUIO IEKAaPCTBEHHOTO Npenapara, M34aHHOW NPoU3BoANTENEM SIEKAPCTBEHHOTO
npenapara.

2. B cnyyae, ecnv Bped, 340p0BbIO FPpaXkaaH NpUYMHEH BCAeACcTBME NPUMEHEHUA NeKapCTBEHHOro
npenapara, Npuleawero B HEroAHOCTb B pe3y/ibTaTe HapyleHMsA NPaBuA XpPaHEeHWs NeKapCTBEHHbIX
CpeacTBs, NpaBua ONTOBOW TOPrOBAWN IEKAPCTBEHHbIMM MpenapaTamu, NPasBua OTMNYCKa J€KapCTBEHHbIX
npenapatoB, MpaBW/A W3roTOB/JIEHMA W OTMYCKa JIeKapCTBEHHbIX MNpenapaTtoB, BO3MeLleHWe Bpeaa
OCYLLECTBNIAETCA COOTBETCTBEHHO OpraHM3auuel ONnTOBOM TOProB/AW JIEKAPCTBEHHbIMU CPeaCcTBaMMU,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpeanpuHUMaTENnEM, WMEKWUMMN  JULEH3UKD Ha
dbapmaueBTUYECKYIO AEeATENbHOCTb WAWU JIMLEH3UIO HAa MEeAMUMHCKYI0 AeATeNbHOCTb, MeAUUMHCKOWM
opraHusaumein, Mmelolen nuueHsuo Ha GapmaLeBTUUECKYO AeATeNbHOCTb (ee 060C0o6AEHHbIM
noapasaeneHnem (ambynatopuein, penbaliepckum M Genballepcko-aKyWepCcKUM NyHKTaMU, LEeHTPoOM
(oTaeneHnem) obuienn BpayebHON (cemeiHOI) NPaKTUKK), PACMONOKEHHbIM B CEbCKOM Hace/leHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3aums), 4oNyCTUBLIMMWU NPOAAXKY WUAN OTMYCK TaKoro
JIeKapCTBEHHOro npenapara.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmeuweHue Bpeda, MNPUYUHEHHOrO 3[40POBbLID rPaKAaH BCAeACTBME NPUMEHEHUs
JIEKApPCTBEHHbIX MPEnapaTtoB WAM COBEPLUEHUS NPOTUBOMPABHbLIX AEUCTBUN CybbeKTamu obpalieHus
JIEKapCTBEHHbIX CPeACTB, OCYLIECTBASETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoit
depepaunn.

nasa 16. SAK/IIOMUTE/IbHBIE NO/NOXKEHUA

Cratba 70. O NpU3HaHUM YTPATUBLLUMMMU CUJY OTAE/IbHBIX 3aKOHOAaTe/IbHbIX aKTOB (MoN0XKeHUA
3aKOHOAaTeNbHbIX aKToB) Poccuiickoii Pepepauum

Mpu3HaTb yTPaTUBLLMMU CUNY:

1) depepanbHbIii 3aKoH oT 22 nioHa 1998 roga N 86-93 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaunm, 1998, N 26, cT. 3006);

2) depepanbHbiit 3aKOH OT 2 AHBapa 2000 roga N 5-®3 "O BHeCeHUU U3MEHEHUA U AOMNO/IHEHUIA B
depnepanbHbii 3aKoH "O nekapcTBeHHbIx cpeactBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depnepaunu, 2000, N 2, cT. 126);

3) ctaTtblo 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUI U
OONONHEHU B HEKOTOpble 3aKoHoAaTesbHble aKTbl Poccuitckolt Pepepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O MUEH3MPOBAHWKM OTAENbHbIX BUAOB gesatenbHoctn" (CobpaHue
3aKoHoaaTenbcTBa Poccuinickon dPepepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanvHoro 3akoHa ot 30 utoHa 2003 roga N 86-P3 "O BHECEHUU U3MEHEHUI U
OOMNOJIHEHUI B HEKOTOpPbIe 3aKoHOAaTe lbHble aKTbl Poccuitickon deaepaumu, NpU3HaHMM yTPaATUBLLMMMU
CUNY OTAe/NbHbIX 3aKoHOAATeNbHbIX aKkToB Poccuitickon depepaumn, nNpeaocTaBAEHUN OTAE/bHbIX
rapaHTUin COTpyaHMKaM OPraHoOB BHYTPEHHWUX A/, OPraHoB Mo KOHTPOJ/IO 33 060POTOM HapPKOTUYECKUX
CPE/CTB M MCMXOTPONMHbIX BELLECTB U ynpa3aHAeMblx deaepasibHbIX OpraHoB Ha/I0roBoM NOANLMM B CBA3M
C OCYLIEeCTB/IEHMEM Mep MO COBEPLUEHCTBOBaHWIO rocyaapcreeHHoro ynpasneHuna" (CobpaHue
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3aKkoHopaaTenbcTBa Poccuiickont depepauum, 2003, N 27, cT. 2700);

5) ctaTtbio 101 PenepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeceHUN N3MEHEHU
B 3aKoHoZaTesnbHble aKTbl Poccuitickolit Pepepaumm n NPU3HAHUWU YTPATUMBLUMMM CUAY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3U € NpuHATUEM PepepanbHblx 3akoHoB "O
BHECEHUU U3MEHEHUN W AonosiHeHUM B PedepasnbHbiit 3aKoH "O6 06WMX NPUHUMMIAX OpraHu3auum
3aKOHOAATeNbHbIX (NpeacTaBUTENbHBIX) M UCMOJIHUTENIbHBIX OPraHOB rOCYZAapPCTBEHHOM B/lacTu
cyb6bekToB Poccuinckoit ®epepaumn” n "0O6 o0bLwmx NPUHLMNAX OPraHU3aLLMmM MECTHOrO CaMoynpaBaeHNA
B Poccuiickon ®Pepepaumn” (CobpaHue 3akoHopatenbcTBa Poccuiickon depepaumm, 2004, N 35, cT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 gekabps 2006 roga N 231-$3 "O BBegeHUM B AeUCTBUE
yacTn vetBepTon [parKaaHCKoro Kogekca Poccuiickon depepauymmn” (CobpaHue 3akoHoaaTenbCTBa
Poccuitckoit ®egepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PeaepanbHOro 3akoHa

1. Hactoswmin ®eaepanibHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aPerucTPMpOBaHHble 40 AHA BCTYMAEHMA B CUAY HACTOALLEro
denepasbHOro 3aKOHa, NOAENKAT BKAOYEHUIO B OCYAapCTBEHHbIE PEeCcTPbl JIeKapCTBEHHbIX CPeacTs C
BHECEHMEM YKasaHHbIX B 4Yact 1 cratbu 33 Hactosuwero defepanbHOro 3akoHa cBedeHMIn 06 3Tux
NleKapcTBeHHbIX cpeacTBax 6e3 MPOXOMKAeHWA BHOBb MNpoLedypbl rOCYAapCTBEHHOM perucrpaumm
NleKapCcTBEHHbIX NpenapaTos.

3. locygapcTBeHHan PerucTpaums 1eKapcTBEHHbIX NPenapaTos, 33 UCKAKOYEHMEM NIEKAPCTBEHHbIX
npenapaTtoB A/ MeAMUMHCKOTO NPUMEHEHUA, NPeACTaBAEHHbIX Ha YKa3aHHY0 peructpaumio 4o AHA
BCTYMN/IeHNA B CUAy HacToswero ®eaepanbHOro 3aKoHa, OCYLECTBAAETCA B COOTBETCTBUM C HACTOALLUM
desepanbHbIM 3aKOHOM Ha OCHOBAHMM LOKYMEHTOB M AaHHbIX, NPEACTaBAEHHbIX 40 AHA BCTYN/JEHUA B
cuny Hactoawero PeaepanbHOro 3akoHa.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHana perncTpauma 1eKapCcTBeHHbIX NpenapaTos 414 MeAULUHCKOTO NMPUMEHeHMs,
NPeacTaB/NEeHHbIX Ha TOCYAAPCTBEHHYHO PErucTpauuio A0 [AHA BCTYMJIEHUA B CWUY HACTOSALLEro
denepasbHOr0O  3aKOHA, W TOCYAAPCTBEHHAA PErucTpauusa  JIeKapCTBEHHbIX MNpenapaToB  Ans
MEANUMHCKOTO MPUMEHEHUS, NPEACTaBNEHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeacTB A0 AOHA
BCTYM/IeHNa B cuy Hactoawero ®enepanbHOro 3aKOHa B LefAX UX MOC/eAytoLleli rocysapcTBeHHOM
pervcTpaumnmn, OCYyLLEeCTBAAIOTCA Ha OCHOBAHUM [OKYMEHTOB M [AaHHbIX, NPEeACTaB/eHHbIX A0 AHA
BCTYN/IeHNA B cuAy HacToAwero deaepanbHOro 3aKoHa, a TaKXKe 3aAB/EHUA O roCyAapCTBEHHOM
pernucTpauum neKapcTBEHHOro npenapaTta, MPeACTaBAEHHOrO MNPOM3BOAMUTENEM  fIEKAPCTBEHHbIX
npenapaTos UK YNOJHOMOYEHHbIM MM NIMLOM B COOTBETCTBUM C HacToALMM PeaepanbHbIM 3aKOHOM B
YNOAHOMOYEHHbIN heaepanbHbiii opraH UCNoaHUTeNbHOW BAacT Ao 1 mapta 2011 roga, 6e3 TpeboBaHun
ynAaTbl rocyAapCcTBEHHOM NOLWAMHbI, NPeayCMOTPEHHOM 3aKoHoAaTeNbCTBOM Poccuiickoit Pegepaumm o
Hanorax u cbopax.

(yacTb 3.1 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.2. TMoaTBep:KAeHWEe roCyAapCTBEHHOM pPerucTpauMu  NeKapcTBEHHbIX Mpenapatos  AAaA
MeAMLMHCKOro MPUMEHEHUS, NPeACTaBNEHHbIX ANA NOATBEPKAEHUA rOCYAaPCTBEHHOW perucTpaummn 4o
AHA BCTyneHuWa B cuay Hactoawero dPenepasbHOro 3akoHa, M MOATBEPNKAEHWE TOCYAAPCTBEHHOM
perncTpauum JfieKapcTBEHHbIX NPEnapaToB A1A MEeAWULMHCKOTO MPUMEHEHMUs, NPeACTaB/eHHbIX Ha
3KCMepPTM3y IEKAapPCTBEHHbIX CPeACTB A0 AHA BCTYMeHMsA B CWy HacTosiwero PenepasbHOro 3akoHa B
uenax nocinemyowero noATBEPXKAEHUA WX TOCYAAapPCTBEHHOM PerucTpauuun, OCYLLECTBAAKOTCA Ha
OCHOBaHWWM [OKYMEHTOB W [JaHHbIX, NPEACTaBAEHHbIX A0 AHA BCTYMJEHUA B CUJY HACTOALLErO
defepanbHOro 3aKOHa, a TaKKe 3asAB/eHUs O MNOATBEPKAEHWMM TOCYyAapCTBEHHOM perncrpauum
NleKapcTBEHHOrO npenapaTa, NPeACTaB/leHHOro MPOU3BOAUTENEM NIEKAPCTBEHHbLIX MPEnapaToB WM
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YNOJIHOMOYEHHbIM UM IMLLOM B COOTBETCTBMM C HacToAwMMm OeaepanbHbiM 3aKOHOM B YNOJTHOMOYEHHbIN
denepanbHbli opraH McnonHUTenbHolh Bnactu Ao 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnathbl
rocyAapCcTBEHHOM NOLW/INHbI, NpeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinickon Peaepaumm o Hasnorax
n cbopax.

(yacTtb 3.2 B pea. denepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peleHna O BHECEeHUM UIMEHEHMN B [AOKYMEHTbl, CoAeprkalimecs B
pPerucTpaumMoHHOM [0Cbe Ha 3apPerncTpMpoBaHHbIN NEeKapCTBEHHbIA npenapaT Aas MeAnLMHCKOro
NPUMeEHEeHNA M NpeAcTaBNeHHble A0 AHS BCTYM/EHUA B cuny Hactoswero PeaepanbHOro 3akoHa, U
NPUHATUE PELUEHMA O BHECEHUN U3MEHEHWUI B AOKYMEHTbI, COAeprKalleeca B PermcTpauMoHHOM Aockbe
Ha  3apPErucTPUPOBAHHbLIN  NEKAPCTBEHHbIM nNpenapaT Aas  MeAUUMHCKOTO  MPUMEHEHUA U
npeacTaB/NeHHble Ha 3KCNepTM3Yy JIeKAPCTBEHHbIX CPEACTB A0 AHA BCTYMN/AEHMA B CUMNY HACTOALLEro
depnepanbHOro 3aKoHa, OCyLLECTB/IAKOTCA HA OCHOBAHUWN AOKYMEHTOB W AaHHbIX, NPEACTaBNeHHbIX 40 AHA
BCTYN/AEHUA B cuay HactosAwero ®eaepasbHOro 3aKoHa, a TaKKe 3anAB/IEHUA O BHECEHUU U3MEHEHUI B
OOKYMEHTbI, coAeprkallimeca B PErvcTpalMoOHHOM [0Cbe Ha 3aperMcTPUpPOBaHHbIN IEKAPCTBEHHbIN
npenapat Ana MeaUUMHCKOro NPUMEHEHUs, NpeacTaB/fEHHOrO MNPOU3BOAUTENIEM JIEKAPCTBEHHbIX
npenapaToB WaW YNOAHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwmMm PeaepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN deaepanbHbiii opraH UCNoHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
YyNAaTbl FOCYAapCTBEHHOM NOLW/IMHbBI, NPeayCMOTPEHHOMN 3aKoHoAaTenbCcTBOM Poccuinickon deapepaunm o
Ha/siorax n cbopax.

(yacTb 3.3 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelweHnit Ha npoBefeHue KANHMYECKUX WCCNef0BaHUM  JIEKAapPCTBEHHbIX
npenapaToB Aa8 MeAULMHCKOIO NPUMEHEHMA NO 3aABAEHUAM, NOAAHHbIM A0 AHA BCTYN/EHMA B CUAY
HacToswero ®esepasbHOro 3aKOHA, a TaK¥Ke Mo 3aABAEHMAM, NOAAHHbIM NOC/AE AHA BCTYNAEHUS B CUNY
HacToAwero ®enepanbHOro 3akoHa Ha OCHOBAHWM 3KCNEPTM3, MPOBEAEHHbIX A0 AHA BCTYN/IEHNA B CUNY
HacTosawero ®PenepanpHOro 3akoHa, OCYLECTBAAETCA B COOTBETCTBMWU C HacToAwMm PenepanbHbim
3aKOHOM Ha OCHOBAHMUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX MU NONYYEHHbIX A0 AHA BCTYNAeHUA
B cMAy HacToAwero ®enepanbHOro 3aKoHa, a TakXKe Ha OCHOBAHMM KONWUKU NpeaBapuUTeIbHOro 40roBopa
06A3aTeNbHOro CTPaXxOBaHMA }KMU3HW, 340PO0BbA MALMEHTOB, YYaCTBYIOLWMX B KNTMHUYECKOM UCCNea0BaHUM
JIeKapCTBEHHOro npenapata ANs MeAMUMHCKOro NMPUMEHEHUA, UM KONUKM AorosBopa obasaTenbHOro
CTPaxoBaHMA KM3HW, 340POBbA MAUMEHTOB, Y4YaCTBYIOWMX B KAMHUYECKOM WUCCAen0BaHUM
JIeKapCTBEHHOro npenaparta Aaa MegUUMHCKOro NpuMeHeHusa, 1Mbo npeacTaBAeHHON Konuu Aorosopa
06A3aTeNbHOr0 CTPaxoBaHMSA, 3aK/OYEHHOrO B COOTBETCTBUM C TMMOBLIMM MpPaBMUIaMn 06A3aTeNbHOro
CTPaxoBaHMA, C YKasaHWeM npeaesibHOM YUCAEHHOCTU MAUMEHTOB, YYaCTBYHOLIMX B KAMHUYECKOM
nccnefoBaHUM IeKapCTBEHHOIO NpenapaTta 418 MegULMHCKOro npumeHeHus, 6e3 TpeboBaHMA ynaaThbl
rocyAapcTBEHHOM NOLW/IMHbI, NPeAYCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickon ®epepaLimm o Hanorax
n cbopax.

(yacTtb 3.4 B pea. deaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHble B MHOCTPAHHOW BaatoTe A0 AHA BCTYNJIEHUA B CWJY HACTOALLEro
depnepanbHOrOo  3aKOHA MpefesibHble  OTMYCKHble  LeHbl WHOCTPaHHbIX MNpou3BoauTesneil  Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MepeyeHb MM3HEHHO HEOOXOAUMBIX W  BaAXKHEMLIMX
JIeKapPCTBEHHbIX NPENapaToBs, Nog/exKaT nepecyeTy B py6am no Kypcy LleHTpanbHoro 6aHKka Poccuitickoi
depepaumn Ha [aty, yctaHoB/eHHyto MpasuTenbcTBom Poccuiickon deaepaumm, 6e3 npeacraBieHus
3aAB/IEHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX M3MEHEHUIA B TOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLeH NPOU3BOAUTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NepeyeHb
YKU3HEHHO HEODXOAMMbIX U BAaXKHEMLLMX IEKAPCTBEHHbIX NPENapaToB.

(yacTb 3.5 BBeaeHa desepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperucTpupoBaHHble A0 AHA BCTynAeHMA B cuay HactoAwero ®degepanbHOro 3akoHa
npegenbHble OTNYCKHble LEeHbl POCCMUCKMX MNPOU3BOAMTE/NIEN Ha JIeKapCTBEHHble TMpenaparbl,
BK/IIOYEHHbIE B TMepeyeHb KUM3HEHHO HeobXOAMMbIX WM BAXKHEMWLMX JIeKapCTBEHHbIX MPenapartos,
noanexat uHgekcaumm ¢ 1 Hosbps 2010 roga vcxoas M3 NPOrHO3MPYEMOro YPOBHA MHOAAUMM,
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ycTaHoBneHHoro PeaepasibHbiM 3aKOHOM OT 2 aAekabpa 2009 roga N 308-3 "O degepanbHom brogxkeTe
Ha 2010 roa 1 Ha nnaHoBbI neprog 2011 1 2012 rogos" Ha 2011 roa.
(yacTb 3.6 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckaloTca NPoM3BOACTBO M BBO3 B Poccuiickyro @egepaumto
JIEKAPCTBEHHbIX NPEenapaToB B yNaKOBKaX C MapKMPOBKOM, KOTopana Oblna HaHeceHa A0 AHA BCTyNaeHun
B cuny Hactosuwero ®eaepasnbHOro 3akKoHa. 1o UcTeyeHUM yKasaHHOTO CPOKa AaHHble JIEKAPCTBEHHbIe
npenapaTbl MOTyT OTNYCKaTbCA, pea/In30BbIBaTbCA, NepeAaBaTbCA M NPUMEHATLCA A0 UCTEYEHUA UX CPOKA
rogHocCTu.

(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-$3, o1 06.12.2011 N 409-3)

4. Co pgHAa BCTyn/neHWa B cuny Hactoawero PepepanpHoro 3akoHa u no 30 anpens 2011 roaa
BK/IIOYMTE/IbHO A0MYyCKaeTcA NpoBeAeHMe SKCNepTMU3bl 1EKAPCTBEHHbIX CPEACTB IKCNepPTaMm 3KCNePTHOTO
yupexaeHua [0 MNPOXOXAEHUA MMM aTTecTauMm B NOpAAKe, YCTaHOBAEHHOM YMOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIBHOM BNIACTH.

5. Co gHA BCcTynneHus B cuny Hactoswero PenepanbHoro 3akoHa 1 no 31 aekabpsa 2013 roaa
BK/IIOUUTENIBHO OCYLLECTBAAETCA Nepexos K NPOM3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasmMaamm OpraHM3aLmMm NPoOn3BOLCTBA M KOHTPOJIA KauecTBa JIEKaPCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactu 1 cratbu 45 HactoAwero PepepanbHOro 3akoHa, B nonHom obbeme. CpokM nepexoa
NpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHMAMM AaHHbIX NPABWJI, BK/OYAA CPOKM aTTeCTalMM YNOJHOMOYEHHbIX INL, YKa3aHHbIX B 4acTaX
6 n 7 ctatbk 45 Hactosawero deaepasbHOrO 3akoHa, ycTaHaBamBatoTca MpasBuTtenbcTBom Poccuiickol
depepaunn.

6. /IMueH3nnM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblaaHHble Ao 1 aHBapa 2014 ropga,
penicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUA CPOKa UX AENCTBUA MPU YCAOBUM COOTBETCTBMUA
AnueH3naTa npaBuaam OpraHM3auMM NPOM3BOACTBA M KOHTPOAA KavyecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTh 1 ctaTtbk 45 HacToswero PeagepanbHOro 3akoHa.

7. dopmupoBaHMe TFOCYAAPCTBEHHOIO 3a4aHWA HA NPOBeAEHWE 3KCMEPTU3bl JSIEKAPCTBEHHbIX
cpencte denepanbHOMY rocyaapCTBEHHOMY OOAKETHOMY YUYPEKAEHUIO MO NPOBEAEHMIO SKCMEPTU3bI
JIeKapCTBEHHbIX cpeacTB M dMHaHCcoBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBASIOTCS B
nopsake, yctaHosneHHom ®egepanbHbim 3aKkoHOM oT 12 siHBapA 1996 roga N 7-®3 "O HeKoMmepYyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

Mpe3ngeHT
Poccuiickoin Pepepaumn
O.MEOBELEB
Mocksa, Kpemnb

12 anpena 2010 roaa

N 61-®3
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