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CnUCOK U3MEHAIOLWMX LOKYMEHTOB
(B pen. PepepanbHbix 3aKkoHOB 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-D3,
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-®3, ot 13.07.2015 N 233-®3, 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, ot 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-P3,
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, 071 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-D3,
0T 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, o1 20.10.2022 N 405-93,
0T1 05.12.2022 N 502-®3, o1 19.12.2022 N 519-®3, o1 28.04.2023 N 149-93,
0T 28.04.2023 N 171-®3, o1 24.07.2023 N 341-®3, o1 04.08.2023 N 428-3,
01 04.08.2023 N 474-®3, o1 19.10.2023 N 503-$3, o1 30.01.2024 N 1-93)

Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryampoBaHua Hactoawero PeaepanbHOro 3akoHa

1. Hactoawmit ®depepanbHbli 3aKOH PEryaMpyeT OTHOLIEHMA, BO3HMKalOWMWe B CBA3N C
obpalieHremM - pa3paboTKON, LOKAMHUYECKUMMU UCCNEAOBAHUAMM, KAMHUYECKMMU UCCNEeL0BaHUAMM,
3KCMEepPTM30W, roCyAapCTBEHHOMN perncTpaumeit B COOTBETCTBUM C HacToslwmm degepasibHbiM 3aKOHOM
(manee - rocymapcTBeHHas perncTpaumsa) WaM peructpauueid B COOTBETCTBUM C MEXKAYyHapPOAHbIMU
[OroBOpaMyM M aKTaMu, COCTaB/AAlOWMMM NpaBo EBPasMiiCKOro 3aKOHOMMYECKOro cotosa (panee -
peructpauma), co CTaHAapTM3auMern M C KOHTPOJIeM KayecTBa, MPOM3BOACTBOM, M3rOTOB/IEHUEM,
XpaHeHVWeM, nepeBO3KOM, BBO30M B Pocculickyto Penepauuio, BbiBoO30M M3 Poccuiickoit deaepaumn,
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peKknamoili, OTMYCKOM, peanus3aumen, nepegadveit, NPUMEHEHWEM, YHUUTOXKEHWEM JIeKapCTBEHHbIX
cpeacrs.
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

2. HacToAwmii ®enepanbHblil 3aKOH YCTaHaBAMBaET MPUOPUTET roCyAapCTBEHHOMO PerynpoBaHms
6e30MacHOCTH, KayecTBa N 3GHEKTUBHOCTU NEKaPCTBEHHbIX CPeACTB NPY UX 0bpaLleHnn.
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Chepa npumeHeHUA HacTosALero PeaepanbHOro 3akoHa

Hactoawmin depepanbHbll 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOLWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccninickon Gegepaumu.

CratbA 3. 3aKOHOAaTeNIbCcTBO 06 06palLeHUM IeKapCTBEHHDIX CPeACTB

1. 3aKkoHopaTtenbctBO 06 06paleHMM NEeKAPCTBEHHbIX CPeacTB COCTOMT W3  HAcToALWEro
depepanbHOro 3akoHa, Apyrux denepanbHbiX 3aKOHOB M MHbIX HOPMATMBHbIX MPABOBbIX aKTOB
Poccuiickoin Pepepaumnn.

1.1. 3aKoHogaTenbCTBO 06 06palLlEeHUN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUM IOPUANYECKUX UL
M WUHOMBUAYANbHbIX NpeanpUHMMATENIEN, OCYLLECTBAAKWMX AeATEeNbHOCTb Ha  Tepputopumn
MEXKAYHAPOAHOr0 MeAMUMHCKOro KnacTepa, NPUMEHSIeTCA C yYeTOM OCOBeHHOCTel, yCTaHOBAEHHbIX
depnepanbHbim 3aKoHOM OT 29 uioHa 2015 roga N 160-93 "O merKayHapoaHOM MeAULMHCKOM Knactepe
N BHECEHWN U3MEHEHMI B OTAEeNbHble 3aKOHOoAaTe/IbHble akTbl Poccuiickoit denepaummn”.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3; B pea. PeaepanbHOro 3akoHa ot
04.08.2023 N 428-d3)

2. [leiicTBure HacToAwero GeaepasbHOro 3aKOHa PacnpoCTpaHAeTca Ha obpalLeHne HapKOTUYECKUX
NeKapCTBEHHbIX CPeACcTB W MCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPEACTB C YYeTOM O0COBeHHOCTel,
YCTAHOB/IEHHbIX 3aKOHOAATeNbCTBOM  Poccuiickoit  depepaumm O HAPKOTMYECKUX  CPeacTBax,
NCUXOTPOMHbIX BEL,ECTBax U 06 UX Npekypcopax.

3. Jeiictene Hactosuiero ®depepanbHOro 3akoHa pacnpocTpaHAeTcA Ha  obpauleHue
paanodapmaLeBTUUYECKMX JIEKAapPCTBEHHbIX CpeacTB C  y4eToM ocobeHHoCcTel, YCTaHOBAEHHbIX
3aKoHoAaTenbcTBom Poccuitckoit Peaepaumm B obnactn obecneyeHus pagmaumoHHon 6esonacHoOCTu.

4. Echn mexxayHapoaHbim gorosopom Poccuiickoit Pegepaumm, mexayHapoaHbIMM 4OTOBOPAMMU U
aKTamu, COCTaBAAOLWMMM NpaBo EBPa3sMCKOro sSKOHOMMWYECKOro COo3a (Aanee - akTbl, COCTaBaAAOWME
npaso Colo3a), YCTaHOBMEHbl WHble MpaBuaa, 4YeM Te, KOTopble MpPeayCMOTPEeHbl HacToALWMM
depepanbHbIM 3aKOHOM, NPUMEHAIOTCA NPABUJIa MEXAYHAPOAHOro A40roBopa, NpaBu/a, coaepKalimecs
B aKTax, cocTaBaatowmx npaso Cotosa.

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

4.1. PelweHVA MEXrOCYyAapCTBEHHbIX OPraHoB, MPUHATbIE HA OCHOBAHWW  MONOXKEHWI
MeXAyHapoaHblx gorosopoB Poccuiickoli ®epepaumm B UX  UCTONIKOBAHWWM, NPOTMBOPEYALLEM
KoHcTutyummn Poccuiickon ®epepauunm, He nognexkaT ucnonHeHuto 8 Poccuiickoit ®epepaummn. Takoe
NPOTMBOpPEYME MOKET ObITb YCTaHOB/IEHO B NOPALKE, onpeaeneHHOM dpeaepanbHbIM KOHCTUTYLIMOHHbBIM
3aKOHOM.

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

5. B Poccuiickoit deaepaumm B COOTBETCTBUU C MeENKAYHapPOAHbIMM A0rosopamu Poccuitckon
depepauumn n (MAM) Ha OCHOBE MPUHLMMNE B3aMMHOCTM NPU3HAOTCA Pe3y/bTaTbhl KAUHUYECKUX
nccnenoBaHW NIeKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOrO NPUMEHEHUs, NpoBedeHHbIX 3a
npegenamu TeppuTtopumn Poccuiickoli degepaumu.
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CratbA 4. OCHOBHbIE NOHATUA, UCNONIb3yeMble B HacToAwem PeaepasbHOM 3aKOHe

Ona u,eneﬁ HacToAlwero dJep,epaanoro 3aKOHa UCNOoJ1b3yOTCA cheayowmne OCHOBHbIE NMOHATUA!

1) nekapcTBeHHble CpeacTBa - BELWEeCTBA MAM WX KOMOMHaLMK, BCTynalowWwMe B KOHTAKT C
OpPraHM3MOM YesIOBEKa WM KMBOTHOIO, MPOHWMKAKOWME B OpraHbl, TKAHW OpraHM3mMa YesoBeKa Uau
JKMBOTHOTO, NpPUMeEHsieMble AN NPOOUNAKTUKM, OAMArHOCTUKKU (338 WMCKAOYEHMEM BELLECTB WAU UX
KOMOWHALMIA, HE KOHTaKTUPYIOLWMX C OPraHM3MOM Ye/I0BEKA WM KUBOTHOIO), NedeHns 3abosieBaHus,
peabunutaumm, ANA COXpaHeHus, NpPeaoTBPaALLEHNA U NpepbiBaHUA BepemMeHHOCTU U NoJlyYeHHble 13
KPOBM, M1a3Mbl KPOBM, U3 OPraHOB, TKAHEW OPraHM3Ma Yesl0BeKa UM X KMBOTHOTO, PACTEHUI, MUHEPA/IOB
MEeTOA4aMMN CUHTE3a UAKN C NMPUMEHEHNEM BMONOTMYECKUX TEXHONOTMA. K NIeKapCcTBEHHbIM CpeacTBam
oTHOCATCA papmaLeBTUYECKME CyOCTaHLMM M IeKapCTBEHHbIE NpenapaTbl;

2) dapmaueBTMYecKaa cybCcTaHUMA - NEeKapCTBEHHOE CPeACTBO B BUAE OOHOMO WM HECKOJIbKMX
obnagatolwmx GpapmaKkoIorMyeckol akTUBHOCTbIO AeNCTBYIOLNX BELWLECTB BHE 3aBUCUMOCTU OT NPUPOIbI
NPOUCXOXAEHNA, KOTopoe npeAHasHayeHo AN MPOM3BOACTBA, W3rOTOB/IEHUA /IeKapCTBEHHbIX
npenapaTtos K onpegenaeT ux 3GpPeKTUBHOCTD;

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

3) BCnomMmoraTte/ibHble  BellecTBa - BeuwecTtBa HEeOpPraHM4Yeckoro WM opraHmyeckoro
npouncxoxageHma, nCnosbyemblie B npoLecce npon3soactea, NU3rotoBs1eHNA Ne€KApPCTBEHHbIX NPenapaTtoB
Aana npnaaHna nm HEO6XOAVIMbIX (I)M3MKO-XMMM‘-IECKMX CBOWCTB;

4) neKkapcTBeHHble MpenapaTbl - JIeKApCTBEHHble CPeACTBa B BUAE JIEKAPCTBEHHbIX GOPM,
npumeHsiemble Aaa NPoPUNAKTUKKM, LOMArHOCTUKKU, nedyeHus 3aboneBaHun, peabunutaumu, ans
COXpaHeHun, NpeaoTBPaLLEHNs UK NpepbiBaHNA BepemeHHOoCTY;

5) nekapctBeHHana Gopma - COCTOSAHME NIEKAPCTBEHHOrO Npenaparta, COOTBETCTBYoWee cnocobam
€ro BBeAEHMA N NPUMEHEHNA 1 obecneynBalolee 4OCTUNKEHNE HEOBXOANMOTO edebHOro apdeKTa;

5.1) fo3MpOBKa - COAEPKAHNE OAHOTO UM HECKOJIbKUX AEMCTBYIOWMX BELLECTB B KOJIMYECTBEHHOM
BbIPAYXEHUM Ha eAMHULY [03bl, UM eauHULy o6bema, UAM eAMHWUULY MAcCbl B COOTBETCTBMM C
NeKkapcTeeHHoW ¢dopmoi MBO  ANA HEKOTOPbIX BWAOB  /IEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOXKAAEMOT0 M3 SIeKapCcTBEHHON GOPMbI AENCTBYIOLLENO BELWECTBA 33 €ANHULY BPEMEHMU;

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

6) nepeyeHb IKMU3HEHHO HEOBXOAMMbLIX W BaXKHEWLWWX J/IeKApCTBEHHbIX NpenapaTtoB -
yTBepKaaemMblit MpaBuTennctBom Poccuiickolt ®eaepaunn nepedyeHb NEKAPCTBEHHbIX NpenapaToB AN
MeANLUMHCKOTo NpUMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTU 34PaBOOXPaHEHUS B LEeNsX
NPOGUNAKTUKN U NeveHns 3aboneBaHni, B TOM Ymciae npeobiagarolmx B CTPYKType 3aboneBaemocTu B
Poccuitckoin epepaumnu;

(B pen. PegepanbHoro 3akoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble NeKapcTBeHHble MpenapaTbl - NEKAPCTBEHHblE MpPenapaTtbl, NpeaHa3HayYeHHble
WCKIOYNTENIbHO 1A AMATHOCTUKKM, STMONATOreHETUYECKOTO UM NMAaTOreHEeTUYECKOTO SIeYeHUs (1edenHus,
HanpaB/JIEHHOTO 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 M3MeHeHua (P3 oT 04.08.2023 N 466-P3). Cm. byayLyto
peaakumio.

6.2) 6uonornyeckme NeKapcTBeHHble NpenapaTbl - J€KapCTBEHHble NpenapaTbl, AeilcTayollee
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BELLLECTBO KOTOPbIX NPOU3BEAEHO WU BblAENEHO U3 BMONOrMYECKoro UCTOYHUKA U AN1A onpegeneHns
CBOWCTB M KayecTBa KOTOPbIX HeobxoaMma KOMBUHAUUA BUONOTNYECKUX U GU3UKO-XUMUYECKUX METOA0B.
K 61M0n10rMyeckum fIeKapcTBEHHbIM NpenapaTtam OTHOCATCA MMMYHOBMONOrMYeckne NIeKapcTBEHHbIE
npenapartbl, 1eKAPCTBEHHbIE NPENapaTbl, NO/IY4YEHHbIE N3 KPOBWU, NNAa3Mbl KPOBU YENOBEKA U KUBOTHbIX
(3@ MCKnoyeHMEemM  UeNbHOM  KpoBM), OMOTEXHONOTMYECKME  IEKAPCTBEHHbIE  MpPenaparthl,
reHoTepaneBTUYECKME NEKAPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBegeH dPeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.3) BbICOKOTEXHO/IOTMYHbIN JIEKAPCTBEHHbIN MpenapaT - reHoTepaneBTUYECKUI IeKapCTBEHHbIN
npenapaTt AaAa MeAULMHCKOTO NPUMEHEHUA, NN NEKAPCTBEHHbIN NpenapaT Ha OCHOBE COMATUYECKUX
KNETOK AN MeANUMHCKOTO NMPUMEHEHMUSA, UM TKaHEUHIKEHEPHbIN JIeKapCcTBEHHbIV NpenapaT (npenapat
TKAHEBOW UHXeHepun);

(n. 6.3 BBeaeH ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-$3)

7) vMMyHOBWMONOTMYECKME  JIeKapCTBEHHbIE  MpenapaTtbl - JIEKAPCTBEHHblE Mpenapartbl,
npegHasHayeHHble gna GOPMUPOBAHMUA AaKTUBHOTO MM MACCMBHOTO MMMYyHWUTETa MBO AMArHOCTUKU
HaAMuMA  UMMyHWUTETA  WAM  AMArHOCTMKM  cneumduyeckoro  nNpuMobpeTeHHOro  U3MeHeHus
MMMYHONOTMYECKOTO OTBETAa Ha  anjeprusvpylowime Bewectsa. K MMMyHOBMONOTMYECKUM
NeKapcTBEHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCMHbI,  CbIBOPOTKM,
MMMYHOTN06YNUHbI U aNNepreHsbi;

(n. 7 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) 6uoTexHosMorMYeckue JieKapCTBeHHble MpenapaTbl - JIeKAapCTBEHHble Mpenaparhbl,
NPOW3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCNO/b30BaHMEM BUOTEXHONOMMYECKMX MPOLLECCOB U METOA,0B
(8 Tom uncne AHK-peKOMBUHAHTHON TEXHO/IOrMU, TEXHONOTUMU KOHTPOJIMPYEMOI 3KCNPECCUU TEeHOB,
KOAMPYOLWMX BUOIOTMYECKU aKTUBHbIE DENIKM B MPOKApMOTax M 3yKapuoTax, BK/HOYAsA M3MEHEHHble
KNETKU MAEKONUTaOLWMX), ’MGpUAOMHOIO MeToia U MeTo4a MOHOKNOHA/bHbIX aHTUTEN;

(n. 7.1 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

7.2) reHoOTepaneBTMYECKME JIEKAPCTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenaparsl,
dbapmaueBTUYecKaa cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KWUCNOTOM WU
BKNOYaeT B ceba pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KMC/AOTY, MO3BOJMIAIOWYI  OCYLLECTBAATb
perynmpoBaHue, penapaumio, 3ameHy, 0basaeHMe UK yaaeHNe TeHETUYECKOM NoCcNe0BaTeIbHOCTY;
(n. 7.2 BBegeH deagepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYEeCKMe IeKapCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIe NpenapaTtbl U dpapmaLeBTUUYECKUE
cybCTaHUMK, codepKalime HapPKOTUYECKME CPeacTBa M BK/KOYEHHble B [lepeyeHb HAPKOTMYECKUX
CpPeacTB, NCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, MoA/eKaLLMX KOHTPOO B Poccuitickoit ®epepaumm,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon dPepepaupmun, mexAyHapoLHbIMM [0roBOpamu
Poccuitckoit ®epepaummn, B Tom yncne EAnMHON KOHBEHLMEN O HAPKOTUYECKMX cpeacTBax 1961 roaa;

9) NcMXOTpONHble IeKAapPCTBEHHbIE CPEACTBa - IEKAPCTBEHHble npenapaTbl U papmaLeBTUYECKUe
cybCTaHUMK, copepkalime MNCUXOTPOMHbIe BELLeCTBA M BKAOYEHHble B [lepeyeHb HapPKOTUYECKMX
CpeacTB, NCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, MoA/eKaLLMX KOHTPOAO B Poccuinckoit deaepauum,
B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickon degepaumun, mexAyHapoLHbIMM [0roBOpamu
Poccuiickoin Pepepaumu, B Tom Uncne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roaa;

10) paavodapmaleBTUYECKME NIeKAPCTBEHHbIE CPeACTBa - JIeKApCTBEHHblE CpeacTBa, KOTopble
COAEep)KaT B rOTOBOM A1 UCMOAb30BaHUA popMe OAMH PAANOHYKAUA UM HECKO/bKO PagaMOHYKANAOB
(pagMoaKTUBHbIX N30TONOB);

10.1) opurMHaNbHbLIN JIeKAapCTBEHHbIM MpenapaT - JIEKAapCTBEHHbIM npenapaT € HOBbIM
AeNCTBYIOWMM BELECTBOM, KOTOPbIA MepBbiM 3aperncTpupoBaH B Poccuiickon depepaumm uam B
MHOCTPAHHbIX rOCYZAapCTBax Ha OCHOBAHWUW Pe3y/IbTaTOB AOKANHUYECKMX UCCIef0BaHMUI IeKapCTBEHHbIX
CPEACTB U KNIMHUYECKMX UCCIe0BaHMI 1IeKapCTBEHHbIX NpenapaTos, NOATBEPKAAIOWMX ero KayecTso,
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3 PeKTMBHOCTb M 6e30MacHOCTb;
(n. 10.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN NEKAapPCTBEHHbIV NpenapaT - IeKapPCTBEHHbIM NpenapaT, KoTOpbIM UCnonb3yeTca
ON51 OLEHKM BMO3KBMBANIEHTHOCTU WM TepaneBTUYECKOM SKBUBANEHTHOCTU, KauyecTBa, 3 EeKTUBHOCTU U
6e30nacHOCTN BOCMNPOU3BEAEHHOro IEKAapCTBEHHOIO npenaparta uamM buoaHanorosoro (6nonogo6Horo)
JIeKapcTBEHHOro npenapaTa (bnoaHanora). B KauectBe pedepeHTHOro nekapcTBEHHOro npenaparta A
MEONLMHCKOTO NPUMEHEHUA WCMONb3YETCA OPUIMHANAbHbIA NEKAPCTBEHHbIM npenapat nvbo, ecau
OpPUIMHaNbHbIA NEKAPCTBEHHbIN NpenapaT He 3aperucTpMpoBaH WM He Haxoautca B obopoTe B
Poccuiickoin ®epepaumm n He HaxoauTca B 060poTe B MHOCTPAHHbIX rOCYAapcTBax, BOCNPOU3BeAeHHbIN
JIeKapCTBEHHbIN NpenapaT uam 6roaHanorosbiv (6Monogo6HbIM) NeKapcTBEHHbIV NpenapaT (buoaHanor),
KOTOpPbIA NepBbIM 3apPerncTpupoBaH M3 4ynMcaa Haxoaawmxca B obopoTte B Poccuitckon depepaumu,
OMO3KBMBANIEHTHOCTb WM TepaneBTUYECKas IKBUBAJIEHTHOCTb, KayecTBO, 3¢GPEKTUBHOCTb U
6€e30nacHOCTb KOTOPOFO OLLEHMBA/IUCH MO OTHOLIEHUIO K OPUIMHANbHOMY NEKAPCTBEHHOMY Npenaparty, a
TaKXe KayecTBO, 3PPEeKTUBHOCTb M 0E30MacHOCTb KOTOPOro MNOATBEPKAAIOTCA pe3yibTaTaMu
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAAWMXCA B FPaXKAaHCKOM
obopoTe, ycTaHOBAEHHbIM TPebOBaHMAM K MX KavecTBy. B KayecTBe pedepeHTHOro nNeKkapcTBEHHOro
npenapata Ana BeTEPUHAPHOro MNPUMEHEHMA WCMNONb3YETCA JIEKAPCTBEHHbIM npenapaTr Aana
BETEPMHAPHOIrO MPUMEHEHMUA, 3aperncTpupoBaHHbIi B Poccuiickoit deaepaumm Ha OCHOBAHWUU
pes3ynbTaToB AOK/JMHUYECKMX MUCCNef0BaHUA NIEKAPCTBEHHbIX CPEACTB M KAMHUYECKUX WUCCedO0BaHWUM
JIEKapCTBEHHbIX NPENapaTos, NOATBEPKAAIOLNX ero KauecTso, 3dpdeKTUBHOCTb 1 6e30NacHOCTb;
(n. 11 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpoun3BeAeHHbIN NeKapCTBEHHbIN NpPenapar - IeKapCTBEHHbIN Npenapar A1a MeauLMHCKOro
NPUMEHEHUS, KOTOPbIA MMEET 3SKBUBANEHTHbLIN pedepeHTHOMY JIeKapCTBEHHOMY npenapary
KQuyeCTBEHHbIA COCTaB M KOJIMYECTBEHHbIA COCTAaB AENCTBYIOWMX BELeCTB B 3KBUBAJIEHTHOM
NleKapcTBeHHON dopme, MO0 NEeKapCTBEHHbIN NpenapaT 418 BETEPUHAPHOIO MPUMEHEHUA, KOTOpPbIN
MMeeT TaKMe Xe, 4YTo U pedepeHTHbIA NeKapCTBEHHbIN npenapaT, KayecTBeHHbIA COCTaB MU
KO/IMYECTBEHHbIN  COCTAaB  AEWCTBYIOLWMX BELWECTB B TaKOM e NeKapCTBeHHoU  ¢opme,
OMO3KBMBANIEHTHOCTb WM TepaneBTUYECKas  SKBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYIOLLEMY
pedepeHTHOMY IeKapCcTBEHHOMY NpenapaTty NoATBEeP:KAeHa COOTBETCTBYOLWMMU UCC/IeA0BaHUAMMU;

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

12.1) TepaneBTUYECKan 3KBUBANEHTHOCTb JIEKAPCTBEHHbIX NPENapPaToB - AOCTUMKEHME KAMHMYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3pdeKTa U noKasatenei adpPeKkTMBHOCTM M 6esonacHoCTM npwu
NPMMEHEHUM /IEKAPCTBEHHbIX MPEenapaTtoB ANA MeAUUMHCKOrO MPUMEHEHUS, WMEIOWMUX OJHO
MeXXAyHapoAHOoe HenaTeHTOBaHHOe (MM XMMMYECKOoe, WMAW FPYyNnNUPOBOYHOE) HaMMeHOBaHWe, B
3KBMBA/IEHTHbIX [A03MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NPUMEHEHUIO M NPU OAMHAKOBOM
cnocobe BBEAEHUA Y OAHOW M TOW e rpynnbl 60NbHBbIX;

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

12.2) 6uoaHanorosblit (6MoNofo6HbLIN) NeKapcTBEHHbIM nNpenapat (bMoaHanor) - 6uonornyeckuin
JNIEKapCTBEHHbIM NpenapaTt, CXOXMMW Mo napameTpam KayecTBa, 3¢EKTUBHOCTM M 6He30macHoCTU C
pedepeHTHbIM BUONOTMYECKMM IEKAPCTBEHHLIM MPENapaTOM B TaKOM Ke JIeKapCTBEeHHOM dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAeHUS;

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

12.3) B3aMMoO3ameHAEMbIN N1eKapCTBEHHbIM Npenapar - IeKapCTBEeHHbIN npenapaT ¢ AoKa3aHHOM
TEepPaneBTUYECKON 3KBMBANIEHTHOCTbIO MAW OWOIKBMBANEHTHOCTbIO B OTHOWEHUW pedepeHTHOro
NleKapCcTBEHHOTO NpenapaTta, UMeIOWMiA SKBMBAIEHTHbIE MY KaYeCTBEHHbIN COCTaB M KONNYECTBEHHbIN
COCTaB AeMNCTBYHOLMX BELLeCcTB, COCTaB BCMOMOraTe/lbHbIX BELLECTB, JIeKapCTBEHHYO dopmy M cnocob
BBEeAEHUS;

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

12.4) 6103KBMBAIEHTHOCTb NEKapPCTBEHHbLIX NpenapaTtoB - OOCTUXEHME CONOCTAaBUMBbIX
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rnokasaTenen CKOpPOCTU BCACblBaHUA, CTEMEHM MOCTYMNJEHUS K MeCTy AEWCTBUA U CKOPOCTU BbiBEAEHMUA
OZHOIO WM HECKOJIbKMX 0bnagatowmx ¢bapmMaKkonorMyeckom akTMBHOCTbIO AEMCTBYIOLWMX BELLECTB NpPU
NPMMEHEHNN JIEKAPCTBEHHbIX MNPENnapaTtoB AAA MeAUUMHCKOrO MNPUMEHEHMUA, MMELWNX OOHO
MeXAYHapoaHOe HenaTeHTOBaHHOE (MU XMMWUYEcKoe, WAW TPYNNUMPOBOYHOE) HaUMeHOBaHue, B
3KBMBAJIEHTHbIX 403MPOBKAX M NPM 0OAMHAKOBOM crnocobe BBeAEeHUS;

(n. 12.4 BBeaeH PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOE PacTUTENbHOE Cbipbe - CBEXME WM BbICYLLEHHble pacTeHua AMbo mUx 4vacTy,
ncnosb3yemblie ANA MPOU3BOACTBA /JIEKAPCTBEHHbIX CPEACTB OPraHU3auMsamMu - NPOU3BOAUTENSMU
JIeKapCTBEHHbIX CPeACTB UAN U3rOTOBAEHWUS IEKAPCTBEHHbIX NPenapaToB anTeYyHbIMU OpraHusaLmuamMm,
BETEepMHaPHbIMW anTeUYHbIMMU OPraHU3aLUUAMU, UHANBUAYANbHbIMU NPeANnPUHUMATENAMN, NUMEIOLLMMMU
NINLUEH3UIO Ha papMaLEeBTUYECKYIO AeATeNbHOCTb;

14) nekapCTBEHHbIN PACTUTENbHbIN NpPenapaT - JIeKapCTBEHHbIN Npenapar, NPou3BeAEeHHbIN Uan
N3roTOBAEHHbIN U3 O4HOMO BMAA 1EKAPCTBEHHOMO PACTUTE/IbHOMO ChiPbA WM HECKO/IbKMX BUA0B TaKOTO
CblipbA U peannsyemslii B pachacoBaHHOM BUAE BO BTOPUYHOM (NOTPeBUTENBCKOM) YNAKOBKE;

15) romeonaTnyecKknin NeKapcTBEHHbIM NPenapar - IeKaPCTBEHHbIM NpPenapart, NPou3BeAeHHbIN nax
N3roToBAEHHbIN U3 papmaL,eBTUHECKOM CyBCTaHUMM UK dapMaL,eBTUHECKMX CYOCTAHLMIN B COOTBETCTBUM
¢ TpeboBaHUAMM 0OLWMX GapMAKONENHbIX CTaTeN K TOMeOoNaTUYECKMM IEKAPCTBEHHbIM NpenapaTam Uan
B CoOTBeTCTBUM ¢ TpeboBaHMAMM ¢apmaKonen CcTpaHbl NPOU3BOAMTENS TAKOIO JNIEKAPCTBEHHOTO
npenapara;

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

16) MexagyHapoAHoe HenaTeHTOBaHHOE HaMMEHOBaHWME JIeKapCTBEHHOro  cpeactsa -
HauMeHOBaHWe [EencCTBylollero BelwecTBa (apmaueBTUYECKON cybCTaHUUKM, PeKoMeHA0BaHHOe
BcemupHO opraHusaumeit 34paBoOXpaHEeHUS;

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

17) ToproBoe HaMMeHOBaHME JIEKAPCTBEHHOrO CpeacTBa - HaMMEeHOBaHWE NeKapCTBEHHOro
CpeAacTBa, MPUCBOEHHOE ero pas3paboTyuMKom, AepaTenem WAW BNajefbLUeM PerncTpauyoHHOro
YAOCTOBEPEHUA IeKAaPCTBEHHOTO NpenapaTa;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JIEKAPCTBEHHOrO Mpenapata - HauMMeHOBaHWe
JIeKapCTBEHHOrO npenaparta, He MMEeIoLWEero MeX4yHapoAHOro HenaTeHTOBAaHHOIO HAMMEHOBaHWA, NN
KOMBMHaLMKM NIeKapCTBEHHbIX NpenapaToB, UCMNOJib3yeMoe B Lenfax obbeguMHeHus ux B rpynny nog,
€AVHbIM HAaMMEHOBaHUEM UCXOAA U3 OANHAKOBOTO COCTaBa AEMCTBYOLLMNX BELLECTB;

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

18) obuwias papmaKkoneliHasa cTaTba - AOKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM desepanbHbIM
OpPraHOM WMCMOJIHUTE/IbHOW BIACTU M COAEPMKALMI NepeyeHb NoKasaTenei Kayectsa v (MM) metoaos
KOHTPOAA KayecTBa KOHKPETHOM sieKapCTBeHHOW (OpMbl, /IEKAPCTBEHHOTO PaCTUTENbHOMO CbipbA,
BCMOMOraTeNbHbIX BELWLECTB, ONUCaHUA BMOAOrMYECKNX, BUOXMMUYECKUX, MUKPOBMOAOrMYECKNX, GU3UKO-
XMMUYECKUNX, DUINYECKUX, XMMUYECKMX N APYTUX METOAOB aHanM3a NEKapCTBEHHOMO CPeACTBa, a TaKKe
TpeboBaHMA K WUCMOAb3yeMblM B LENAX NPOBeAEeHMA AaHHOro aHa/iM3a peakTMBam, TUTPOBAHHbLIM
pacTBopam, MHAMKaTOpaM;

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

19) dapmaKkoneliHas cTaTbA - [AOKYMEHT, YTBEP)KAEHHbIA YNOJIHOMOYEHHbIM deaepanbHbIM
OpPraHOM UCMNOJIHUTEIbHOW BNaCTU U COAEPKALLMI NepeyeHb NoKasaTesiei KayecTBa U METOL0B KOHTPOS
KauyecTBa JIeKApPCTBEHHOrO CPeAcTBa, JIeKAPCTBEHHOrO PaCTUTE/IbHOrO CbipbA, BCMOMOraTesIbHbIX
BELLECTB;

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)
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19.1) ctaHgapTHble 06pasupbl - BewWwecTsa, NOCPEeACTBOM CPAaBHEHMA C KOTOPbIMM OCYLLLECTBASIETCA
KOHTPO/Ib KAyecTBa MWCC/eAyeMbIX JIEKAPCTBEHHbIX CPEACTB C MNOMOLWDbIO (PUIMKO-XMMUYECKUX U
610/10rMYECKMX METOA0B B LLENSAX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM
HOPMaTUBHOWM AOKYMEHTALMNM, YCTAHOBAEHHbIM NPWU OCYLLECTBIEHUW FOCYAapPCTBEHHON PerucTpaumm, u
KOTOpble NPUMEHAIOTCA AN KaAUMbpOBKM CTaHAAPTHbIX 06pPa3LLOB MNPOU3BOAUTENS NEKAPCTBEHHbIX
CpeacTB, UCNONb3yeMbIX AN KOHTPOASA KayecTBa M WHbIX Uefel npu obpaleHUM JIeKapCTBEHHbIX
CPeAcTB;

(n. 19.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) dapmakonenHbl CTaHAAPTHbIN obpasel, - CTaHAapTHbIA obpasel, NPOU3BEeAEHHbI B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

20) HopmaTMBHaA J[OKYMEHTauuA - [OKYMEHT, COAepsKaliuii nepeyeHb onpegensembix no
pesynbTaTam COOTBETCTBYIOLIMX 3KCMEPTU3 MOKasaTesiel KavyecTBa /IEKapCTBEHHOrO CpeacTBa A4/1f
MEAMLMHCKOro MPUMEHEHMNSA, METOL0B KOHTPO/IA €ro KauyecTBa U YCTaHOBJ/IEHHbIN ero NPOU3BOAUTENEM;

21) HOPMaTUBHbIN JOKYMEHT - OKYMEHT, COAEPKALMMN NepeyeHb onpeaenaemMblx No pesybTaTam
COOTBETCTBYIOWMX IKCMEPTM3 MOKasaTenel KayectBa M (MAM) MeTOA0B KOHTPOAA  KayecTBa
NeKkapcTBeHHOM GOopMbl, ONUCaHUA BUONOTMYECKUX, BUOXUMMUYECKUX, MUKPOBNONOTUYECKMX, DUIUKO-
XUMUYECKUX, PUBMUECKUX, XMMWMYECKMX U APYrMX METOLOB aHaAM3a JeKapCTBEHHbIX CPEACTB AAA
BETEPUHAPHOrO NPUMEHEHMUA, TPE6OBAHMA K UCNO/Ib3yEMbIM B LENsAX NPOBEAEHUS AAHHOro aHanu3a
peakTMBam, TUTPOBAHHbIM PAcTBOPaM, MHAMKATOPaM U YCTaHOB/IEHHbIW €ro NPoON3BoAUTENEM;

21.1) obwmit TEXHMYECKUI OOKYMEHT - KOMMJIEKT AOKYMEHTOB M MaTepuanoB, COCTOALMA U3
HECKO/IbKMX  pasgenioB -  OOKYMEHTAUuMM  agMWHUCTPATMBHONO  XapaKTepa,  XMMWUYECKOM,
dapmaueBTMYECKON U BUMONOrMYECcKOM AOKyMeHTauuu, ¢apmaKoJIoOTMYecKon, TOKCUKONOrMYECKOM
OOKYMEHTaLMN, KANHUYECKOW AOKYMEHTauuMuM M NpeacTaBAsemMblii OAHOBPEMEHHO C 3asaB/IEHMEM O
rocy4apcTBEHHOM pPEerucTpauMmM NeKapCTBEHHOro npenapata A48 MeAMUMHCKOro npuMeHeHua B
dopmarte, ycTaHOBNEHHOM YNOJIHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOJIHUTENBHOM BNIACTMY;

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

22) KayecTBO JIEKAPCTBEHHOrO CPeACTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM
dbapmakoneitHon cTaTb AMBO B C/lyYae ee OTCYTCTBUA HOPMATUBHOW AOKYMEHTALMM UAN HOPMATUBHOTO
OOKYMEHTa;

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

24) 3¢peKTUBHOCTb /IEKAPCTBEHHOMO MNpenapaTa - XapaKTepWUCTMKA CTeNeHW MOJIOMKUTEbHOro
B/MAHUA NEKAapPCTBEHHOTO MpenapaTta Ha TeuyeHue, NPOLO/IKUTENbHOCTb 3abosieBaHUs WAM  ero
npegoTBpaLLeHne, peabunmtaumio, Ha COXpaHeHue, NpeaoTBPaLLEeHNE NN NpepbiBaHNe 6epeMeHHOCTH;

25) Cepma nekapCrBeHHOro cpeactea - KOJIMYECTBO /IEKAPCTBEHHOIO CpeAacTtea, npon3seaeHHoe B
pe3ynbTaTte OAHOINo TEXHO/NONMYECKOro UnKaia ero nponssoanTenem;

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2025 n. 26 cT. cT. 4 u3naraetcs B HoBon pegakumm (P3 ot 30.01.2024 N 1-D3).

26) perncTpaLMoHHOEe y40CTOBEPEHUNE IEKAPCTBEHHOTO NPenapaTa - AOKYMEHT, MOATBEPKAAOLMIA
baKT rocy4apCcTBEHHOMN PerMcTpaLmm 1eKapCTBEHHOMO NpenapaTa;

26.1) gep:Katenb AN BAaAeNel, PErMcTPaLMOHHOIO YAOCTOBEPEeHUA IeKapCTBEHHOro npenapara -
pa3spaboTuMK /leKapCTBEHHOro CPeAcTBa, MPOU3BOAUTENb NIEKAPCTBEHHbIX CPEeACTB WAM  MHOoe
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topuanyeckoe nnuo, obnagatoulee NpaBom BAafEHMA PErMcTpaLMOHHbIM YA0CTOBEPEHNEM, KOTOpPbIE
HEeCcyT OTBETCTBEHHOCTb 33 KayecTBo, 3¢ EeKTUBHOCTb M 6@30MacHOCTb JIeKaPCTBEHHOTO NpenapaTa;
(n. 26.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) perncTpaumoHHbIi HoMmep - Kogosoe 0603HaYeHne, MPUCBOEHHOE IeKapCcTBEHHOMY npenapaTy
npw ero rocyaapcTBeHHOM perucTpaumnmn Unm perucTpaunm;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

28) obpalleHne JfleKapCTBEHHbIX CPeacT8 - paspaboTka, [AOKAMHUYECKME UCCNeAOBaHuMA,
KNIMHUYECKME UCCNeaoBaHWA, IJKCMepTU3a, roCyAapCTBEHHAA pPerncrpaumsa  WaM  perncrpauus,
CTaHOAPTM3aLUMA U KOHTPOAb KayecTBa, MPOU3BOACTBO, U3rOTOBAEHME, XpPaHEHMe, NepeBo3Ka, BBO3 B
Poccuiickyto ®epepauntio, BbiBO3 U3 Poccuinckon Pepepaumu, peknama, oTnyck, peannsauma, nepesaya,
NpUMeEHEHWE, YHUUTOXKEHWNE NEKAaPCTBEHHbIX CPEACTB;

(B peq. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, ot 30.01.2024 N 1-93)

29) cybbeKTbl 06palleHUs NEeKapCTBEHHbIX CPeacTB - OU3MYECKME AMua, B TOM 4ucie
WUHAMBUAYANbHbIE MPEANPUHUMMATENN, U OPUOMYECKME NULA, OCYLLECTBAAIOWME AeATeNbHOCTb Npu
0b6palLeHMM IeKapCTBEHHbIX CPeaCTs;

30) pa3paboTumK NeKapCcTBEHHOIO CPEACTBA - OpraHM3auma, obnagatoLas NnpaBaMmn Ha pesyabTaTbl
OOK/NMHUYECKMX  UCCAeAOBAHWIA  NEKAapCTBEHHOrO  CPeacTBa,  KAMHMYECKUX  UCCefOoBaHWUM
JIeKapCTBEHHOro npenapara U (MAn) Ha TeXHONOTMI0 MPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

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

31) NpoM3BOACTBO /JIEKAPCTBEHHbIX CPeACTB - AEATE/bHOCTb MO MPOM3BOACTBY JI€KAPCTBEHHbIX
CPeACTB OpraHM3auMamMMn - NPOM3BOAMTENAMM IEKAPCTBEHHbIX CPEACTB Ha OAHOMN CTaauK, HECKONbKUX
WK BCEX CTaAMAX TEXHO/IOMMYECKOro NPOLLeCcca, a TaKKe Mo XPaHeHMIo U peannsaummn npovsseaeHHbIX
NleKapCTBEHHbIX CPeACTB;

31.1) nponsBOACTBEHHAA NIOLWAAKA - TEPPUTOPUANBbHO 060COBNEHHBIN KOMNAEKC NPON3BOAUTENA
JIeKapCTBEHHbIX CPeACTB, NpefHa3HayeHHbIA AN1A BbINOJIHEHMA BCEro npouecca MNpou3BOACTBA
JIeKapCTBEHHbIX CPeACTB UM ero onpeaeneHHon cTaanu;

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

32) npousBoamuTENib /IEKAPCTBEHHbIX CPEACTB - OpraHM3aums, OCYLLECTBAAIOLAA MPOM3BOACTBO
NleKapCcTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMM HacToslero ®eaepanibHOro 3aKoHa;

33) dapmaLeBTMUECKan AeATENbHOCTb - AeATENbHOCTb, BKAOYaOWasn B ceba onToByto TOPros/to
NIeKapCTBEHHbIMW CPEACTBAMM, UX XPAHEHWE, NEPEBO3KY U (M/1M) PO3HUYHYIO TOPrOB/IIO JIEKAPCTBEHHbIMM
npenapaTamu, B TOM YMC/ie AUCTAHLMOHHBIM CMOCOBOM, UX OTMYCK, XPaHEHUE, MEPEBO3KY, N3rOTOBJEHME
NleKapCcTBEHHbIX NpenapaTos;

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

34) opraHuM3auMAa ONTOBOM TOPrOBAM  NEKAPCTBEHHbIMW  CpPeacTBaMM -  OpraHu3aums,
OCYLLECTBAAIOWLAA ONTOBYID TOPrOB/KO NEKAPCTBEHHbIMW CPEACTBAaMM, WX XpaHeHMe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHNAMMK HacToAlero PeaepanbHOrO 3aKOHa;

35) anTeyHas opraHusauusa - oOpraHusauusa, CTPYKTypHOe nogpasgeneHve MeauuUHCKOM
OpraHn3aLmmn, OCyLLECTBAAIOWME PO3HUYHYIO TOProB/O /IEKAPCTBEHHLIMKW NpenapaTaMun, B TOM Ynucie
OVCTaHLUMOHHbIM cnocobom, XpaHeHure, NepeBo3Ky, M3roToB/IEHWE M OTNYCK JIeKapCTBEHHbIX NpenapaTos
AN MeANUMHCKOTO NPUMEHEHUS B COOTBETCTBUM C TpeboBaHUAMM HacToawero PeaepasibHOro 3aKoHa;
(B pen,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHMsaumMa - OpraHusaums, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OpraHn3aLUmm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTtamm,
B TOM YMC/e ANCTAHUMOHHbIM CMOCO60M, XpaHEeHWEe, U3rOTOBAEHME U OTMYCK 1IEKAPCTBEHHbIX NpPenapaTos
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ONA BETePMHAPHOro NPUMEHeHMA B COOTBETCTBUM ¢ TpeboBaHMAMM HacToAwero ®esepasibHOro 3aKOHa;
(B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) <danbcuduMuMpoBaHHOE  JIEKAPCTBEHHOE  CPEeACTBO - JIEKAPCTBEHHOe  CPeAcCTBo,
COMPOBOXKAAEMOE TOXKHOM MHGOPMaLLMEn 0 ero cocTase U (MK) NPOU3BOAMUTENE;

38) HemobpoKayecTBEHHOE JIEKAPCTBEHHOE CPEeACTBO - JIEKAapCTBEHHOE CPeacTBO, He
COOTBETCTBYlOLLEE TPpeboBaHUAM dapmaKonenHoM cTaTbM MO0 B c/yvae ee OTCYTCTBUS TpeboBaHUAM
HOpmaTVIBHOVI OOKYMEeHTauun Nan HOpMaTUBHOIO AOKYMEHTAQ,;

39) KoHTpadaKTHOE SIeKapcTBEHHOE CPeACTBO - IeKapcTBEHHOE CPeAcTBo, Haxoaaweeca B o6opoTe
C HapYyLIEeHWEeM rPpaXKaaHCKOro 3aKoHO4aTeIbCTBa;

40) AOKNNHNYecCKoe nccnegoBaHue NeKapCTBeEHHOro cpeactea - 6VIOIIOI'M‘-IeCKVIe,
MMKpO6MO/’IOI’MH€CKMe, MMMYHO/TIOTn4eCKne, TOKCUKOoJ/1ormdyeckume, d)apmaKonoqueCKme, d)msmqecr(me,
XMmmnyeckme n gpyrme nccnegoBaHmnAa nekapCrBeHHOro cpeacrtea nytem npuMmeHeHMA Hay4YHbIX MeTo408B
OLUEHOK B UenAx nonyvyeHnAa JOKa3aTesibCTB 6e3OI'IaCHOCTM, KayecTtBa U 3¢¢EKTMBHOCTVI NNeKapCTBEHHOIoO
cpeAacTtea;

41) KNAMHMYECKOE WCCNefoBaHWE JIeKApCTBEHHOrO npenapata - M3yyYeHue AMarHOCTUYECKMUX,
NeyebHbIX, NPOPUNAKTUYECKMX, GAaPMAKOIOrMYEeCKMX CBOMCTB JIeKapCTBEHHOrO npenapaTa B npouecce
€ro MpUMMEHEHUs Yy YeNoBeKa, KMBOTHOIO, B TOM 4YMC/ie MPOLLECCOB BCACbiBaHMA, pacnpeneneHus,
nameHeHnAa W BbiBeaeHUA, nytem nNpumeHeHMA Hay4dHbIX MeTo40B OUueHOK B UuenAax noayvyeHuA
[0Ka3zaTe/ibcTB 6e3omnacHocTM, KayectBa U 3$PEKTUBHOCTM NEKapCTBEHHOTO npenapaTa, AaHHbIX O
He)kenaTesbHbIX PeakuMsX OpraHM3Ma YesIOBEKa, MBOTHOTO Ha MPUMEHEHUEe J1IeKapCTBEHHOrO
npenapata n 06 addeKTe ero B3aUMOAENCTBUA C APYTMMU NEeKaPCTBEHHbIMW npenapatamu n (1am)
NULLLEBbIMU NPOAYKTaMM, KOPMaMK;

42) MHOroueHTpoBOE KIMHNYECKOE NCcneaoBaHMe 1eKapCTBEHHOIO Npenaparta ana meanumHCKoro
npumeHeHnAa - KJAUMHNYeCKoe wnccneaoBsaHmne NeKapCTtBeHHOro npenaparta Ana mMeaumunHCKoro
npunmeHeHunAa, nposogmnmoe pa3p360T‘-IMKOM NNEKAPCTBEHHOrO nNpenapaTta B ABYX U bonee MegnUNHCKNX
OopraHnsaumMAax no eAMHOMY NMPOTOKONY KTIMHUYECKOIoO UCCnegoBaHUA NEKAPCTBEHHOIO Npenapara,;

43) mexayHapoaHOe MHOMOLLEHTPOBOE K/MHMYECKOEe MCCNeAoBaHue IeKapcTBEHHOro npenapara
ONA MEeAULMHCKOrO NPUMEHEHMA - KAMHWYECKOe WCCNeAOBaHWe JIeKapCTBEHHOro npenaparta Ans
MeAMLMHCKOro NpUMEHEHNA, NPoBoAMMOe Pa3paboTUMKOM JIEKapCTBEHHOrO npenapaTta B Pas/iUyHbIX
CTpaHax No eaMHOMY MPOTOKOY KJAMHUYECKOro NUcCieA0BaHMA IeKapCTBEHHOro npenapara;

44) nOCTPErucTpauMoHHOE KAMHUYECKOE UCC/e0BaHUE JIEKAPCTBEHHOro mnpenapata  Ajs
MeIMLMHCKOTO MPUMEHEHUA - K/JAMHWYECKOe WCC/eAoBaHUe JIeKapCTBEHHOro npenapata  gjs
MeAMLMHCKOro NPUMEHEHNA, NPOBOAMMOE NPON3BOAMTENIEM IEKAPCTBEHHOIO NpenapaTa, FpaxKAaHCKui
060pPOT KOTOPOro OCYLLECTBAAETCA NMOCAE rOCYAapCTBEHHOW PEerucTpauym UAn perncrpaumu, B Lenax
AononHuTenbHoro cbopa AaHHbIX 0 ero 6e30nacHOCTM U 3GPEKTUBHOCTM, PacClUMPEHMA MOKas3aHU K
NPMMEHEHUIO AAHHOMO JIEKAPCTBEHHOro MpenapaTta, a TaKKe BbIABMEHUA HeMKenaTeNbHbIX Peakuumi
NauneHTOB Ha ero AeincTeue;

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

45) uccneposaHMe BGWO3KBMBANEHTHOCTM JIeKapCTBEHHOrO npenapaTta - BUA KJAWMHUYECKOro
nccnenoBaHNA IeKapCcTBEHHOrO npenapaTa, NpoBeAeHne KOTOPOro OCYLLEeCTBAAETCA ANA onpeaeneHus
CKOPOCTU BCacCbiBaHMA W BbiBeAEHUS OAHOMO WAW HeCcKoNbKux obnagaowmx dapmakonormyeckon
aKTUBHOCTbIO OENCTBYIOWMX BELLECTB, KOJIMYECTBa JIEKAapPCTBEHHOro mnpenapaTa, AOOCTUraloLWEero
CUCTEMHOIO KPOBOTOKa, W pe3ynbTaTbl KOTOPOro Mo3BOAAKT CAenaTb BbiBOA O 6MO3KBUBANEHTHOCTM
BOCMNPOM3BEAEHHOIO IeKapCTBEHHOrO Npenapara B onpeeneHHbIX 1eKapcTBEHHOW dopme U 103MPOBKeE,
COOTBETCTBYHOLWMX pOopMe U A03UPOBKe pedepeHTHOro IeKapCcTBEeHHOro Npenapara;

(n. 45 B peg. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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46) nccnegoBaHue TepaHEBTquCKOD’I 9KBUBAJZIEHTHOCTU JIEKAPCTBEHHbIX MpenapaTtos - BUA
KTMHNYECKOTo nccneaoBaHMA 1eKapCTBEHHbLIX MPEeENaApaToB, NpoBeaeHME KOTOPOro ocyuwlecTeadaeTca agna
BblAB/IEHNA OANHAKOBbIX CBOWCTB NNEKAPCTBEHHbIX NpenapaTos OI'IpG,CI,GﬂEHHOﬁ I'IEKapCTBEHHOﬁ d)OprI, a
TaKXe Ha1nm4na oAMHAKOBbIX nokasartenein 6e3onacHOCTU U 3¢¢EKTMBHOCTM NEeKapCTBEHHbLIX MPENAPAaTOB,
OANHAKOBbIX KTMHUYECKNX 3¢¢eKTOB npu X NPUMeHeHUN,;

47) NpoTOKOAN KAWHUYECKOro UCCNeoBaHNA IeKapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaenatoTca uenu, opmbl OpraHM3aLUnM U MeTOA4010TNA NPOBEAEHUA KIMHUYECKOro UccienoBaHms,
CTaTUCTUYECKNE MeToAbl 06paboTKM pe3ynbTaTOB TAKOro MCCAeAoBaHMA U mepbl no obecneyeHuto
6e3onacHoCcTH d)msmqecr(mx nud, ydacTtsywowmx B K/JAMHUYECKOM UccneaoBaHUM NeKapCTBEHHOro
npenapara;

48) 6powtopa nccnefoBaTens - CBOGHOE U3/0KEHUE Pe3ynbTaToB AOKIMHMUYECKOTO UCCeL0BaHMsA
NIeKapCTBEHHOIO CPeACcTBa WM KAMHWYECKOro WCC/NeoBaHWA JIeKapCTBEHHOrO npenapata  Ans
MEANLMHCKOTO NPUMEHEHUS;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B n. 49 cT. 4 BHOCATCA uameHeHus (P3 ot 30.01.2024 N 1-d3).

49) MHPOPMALIMOHHDIN IMCTOK NaLMEHTa - JIOKYMEHT, B KOTOPOM COZIEPXKaTCsA B AOCTYNHOM dopme
cBeAeHMs, KacalwLmeca NpPoBOAMMOro KJAMHUYECKOro UCCNeA0BaHNA NeKapCcTBEHHOro npenaparta, U B
NUcbMeHHoN ¢opme A06POBONLHOE COrnacve MauMeHTa Ha ydyacTe B KJAMHUYECKOM MCCiefoBaHUK
JIeKapCTBEHHOroO Mnpenaparta noc/ie O3HAaKOMJIEHUS C OCOBEHHOCTAMM KJAMHWYECKOro UCC/ef0BaHus,
nmerwmmmn sHa4yeHne anAa Bblpa*XeHnA Takoro cornacuA,

50) noboyHoe AEVICTBME - peakuuAa opraHnima, BO3HUKWAA B CBA3UM C NPUMEHEHUNEM
NNEKAPCTBEHHOIoO npenaparta B A03aX, pPeKomMeHAyemblX B UHCTPYKUMM MO €ero npumeHeHwuto, AnA
I'IpOd)M}'IaKTMKM, ANAarHOCTuKn, nevyeHunA 3abonesaHua nnn ana pea6M/'IMTaLJ,MM;

50.1) HexenaTenbHaa peakuma - HenpeaHamepeHHasa HebnaronpusTHas peakuua OpraHWM3Mma,
KOTOpas MOKeT 6bITb CBA3aHA C MPUMEHEHNEM JIEKAPCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexenaTes/ibHas peaKkuus - HexenaTesibHasa pPeakuus OpraHM3ma, CBA3aHHas ¢
NPUMeHEHWEM /IeKapCTBEHHOrO npenapaTa, NpuBeawas K CMepTH, BPOXAEHHbIM aHOMaAUAM UK
nopoKkam pa3BuTMA NMbO NpeacTaBaAoWan cobol yrposy Xu3HuM, Tpebyowaa rocnutTanansaumm uam
npuBeaLwasn K CTOMKOM yTpaTe TpyAoCnocob6HOCTU U (MAK) MHBaANAHOCTY;

52) HenpeAaBUAEHHAA He)KenaTe/bHaA peakuma - HeKenaTeNbHaa peaKkuus opraHusma, Kotopas
CBA3aHa C NPUMEHEHMEeM NEeKapCTBEHHOro npenapata B A03aX, PEKOMEHAyeMblX B MPOTOKO/E ero
KAMHMYECKOro uccnefoBaHusa, bpollope UccnefoBatens, UMAW C NPUMEHEHUEM EeKapCTBEHHOro
npenapata B [03aX, PEKOMEHAYEMbIX B WMHCTPYKLUMM MO €ro MPUMEHEHUIO Ansa NPOPUNAKTUKMK,
ANarHOCTMKM, NedeHmns 3aboneBaHna UM MeanUMHCKON peabuamtaummn NaumeHTa, U CyLHOCTb, TAXKECTb
WAN NCX04, KOTOPOWN He COOTBETCTBYeT MHbOPMALMM O IeKapcTBEHHOM Mpenaparte, coAeprallieinca B
NPOTOKONE €ro KAMHWYECKOro MuccneaoBaHua, 6poltope uccaegoBaTensa MAM B UHCTPYKUMKM MO
NPMMEHEHUIO IeKapPCTBEHHOro Npenapara;

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

52.1) papmakoHaa3op - BUA, AEATENbHOCTU MO MOHUTOPUHTY 3GPEKTUBHOCTM U Be3onacHocTH
JNIEKapCTBEHHbIX NpenapaTtoB, HanpaB/eHHbIW Ha BbIBAEHME, OUEHKY UM nNpegoTBpalleHue
HeXKenaTebHbIX NOCNeaCTBUI NPUMEHEHMA IEKAPCTBEHHbIX NPENapaTos;

(n. 52.1 BBeaeH PeaepasnbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpasneHUa puUcKamu - NoApobHoe onucaHue MeponpuaTUiA No dapmakoHag3opy,
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HaMNpPaB/EHHbIX HA BbIABNEHME, OLUEHKY M NPenoTBpalleHMe NAN MUHUMM3IALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpPenapaTamm, BKAOYan oUeHKY 3GdeKTUBHOCTU AAaHHbIX MEPONPUATUN;
(n. 52.2 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHume.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA M3MeHeHus (D3 o1 30.12.2021 N 463-D3).

53) peuenT Ha /IeKapCTBEHHbIM NpenapaTt - MeAULUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
cofepKalWmii HazHAYeHNe NIeKapCTBEHHOrO npenapaTta 4018 MeAULMHCKOro NpUMeHeHWs, BblAaHHbIN
MEANLMHCKMM paboOTHMKOM B LEeNAX OTNYyCKa NEeKAapCTBEHHOro npenapaTta WAW ero MU3roTOBAEHUA U
OTNycKa Ha ByMaxKHOM HoCUTeNe UM C COFTacus NALMEHTA UM €ro 3aKOHHOTO NpeacTasuTens B popme
3/IEKTPOHHOIO [OKYMEHTa, MOAMMCAHHOIO C MCMO/Ib30BaHMEM YCUIEHHOW KBaanMdUUMPOBAHHOM
3NIEKTPOHHOM NOAMUCU  MEeAMUUMHCKOro paboTHMKa, AMbO [OKYMEHT YCTaHOBAEHHON ¢opMbl,
coAeprKalwmii HasHaYeHWe NeKapCTBEHHOro npenapaTta ANnA BeTePUHAPHOro MPUMEHEHUS, BblAaHHbIM
cneunannctom B 06/1aCcTM BETEPUHAPUM B LENAX OTNyCKa JIeKapCTBEHHOrO Mpenapata WM ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

(8 pea. PegepanbHbix 3akoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.03.2025 n. 54 cT. 4 u3naraetcs B HOBOM peaakumm (3 ot 30.12.2021 N 463-P3).

54) TpeboBaHWe MeAMUMHCKOW OpraHu3auuu, BeTePUHAPHON OpraHu3aumMmM - [OKYMEHT
YCTaHOBNEHHOW POpPMbI, KOTOPbLIN BbINMCAH MEeAULUMHCKUM PabOTHUKOM MM crieunannctom B obnactu
BETEPUHAPUN, UMEIOLMMM Ha 3TO MNPaBO, U COAEPKUT B MUCbMEHHON GOpMe yKasaHMe anTeyHou
OpraHusaLmMmn Nan BeTepPUHAPHOM anTeyHoM opraHmM3sauymm 06 oTNycKe NeKapCTBEHHOro NpenapaTta Uam o
ero usrotoeseHnn n ob otnycke ana obecnevyeHma nedyebHoro npouecca B MeAMLNMHCKOM OpraHM3aumuy,
BETEPMHApPHOI opraHnsaumu;

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

55) KOMNAeKcHaa OUEeHKa /IeKapCTBEHHOro mnpenapaTa - OLUEeHKa 3aperncTpupoBaHHOro
JIeKapCTBEHHOrO NpenapaTa, BKAYatoLas B cebs aHanm3 uHGopmauum 0 CPaBHUTENbHOMN KIMHUYECKOMN
adPeKkTMBHOCTM M Be30NacHOCTN NEKAPCTBEHHOMO NpenapaTa, OUeHKY SKOHOMUYECKMX NOCNeaCcTBUIM ero
NPMMEHEHNSA, U3YYEeHUE AONOJHUTENbHbIX NOCNEeACTBUIM NMPUMEHEHUA NEKApCTBEHHOro npenapaTa B
Lenax NpUHATUMA pelleHni i O BO3MOMKHOCTM BK/OMEHWUS JIEKAPCTBEHHOrO Mpenapata B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLUMX JIEKAPCTBEHHbIX NPenapaTos, HOPMATUBHbIE NPaBOBblE AKTbl U
WHble LOKYMEHTbI, Onpeaenstolwme NopsaaoK OKasaHMA MeanLUMHCKON MOMOLLM, NN UCKIIOYEHMA ero U3
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

(n. 55 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucTema MOHUTOPUHIA ABUMMKEHUS JIEKAPCTBEHHbIX TMpenapaTtoB Ans  MeAULMHCKOro
npMMeHeHusa - deaepasbHas rocyaapcTBeHHas MHGOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUSA
NeKapCcTBEHHbIX NpenapaToB A1 MEeAMUMHCKOrO MPUMMEHEHMA OT MPOU3BOAUTENS A0 KOHEYHOro
noTpebutens C MCNOAb30BaHMEM B OTHOLIEHWMM JIEKAPCTBEHHbIX NpenapaToB A48 MeAMUMHCKOro
NPUMEHEHNA CPeaACTB naeHTUdUKaLNN.

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

Fnasa 2. NOJIHOMOYUSA EAEPANbHbIX OPTAHOB UCMO/IHUTE/IbBHOM
B/IACTWN, OPTAHOB UCNO/THUTE/IbHOM BNACTU CYBBEKTOB POCCUMNCKOMN
®EAEPALIMU NMPU OBPALLIEEHUW NNEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomouua d¢epepanbHbIX OPraHOB WCNONHUTENIbHOW BAAcTU Npu obpalieHun
JIeKapCTBEHHbIX CPeacTB
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K nonHomoumnam d)ep,epaanblx opraHos WUCNONHUTENbHOW BN1ACTU npu O6pa|.IJ,EHMM NEKapPCTBEHHbIX
cpeAacTtB OTHOCATCA:

1) nposeaeHune B Poccuiickoit Pepepaumm eguHON rocyaapCTBEHHOM NOAUTUKM B obnactu
obecneyeHnn nekapcTBeHHbIMM NpenapaTamm rpaxaaH B Poccuiickoit degepauuuy;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepXkaeHWe ob6wnx dapmakonelrHbix cTaTei, dapmakonenHbIXx CcTaTeil, W3daHue
rocyaapcTBeHHoOM papmakoneu, cosgaHme n segeHune peectpa dapmakonerHbix CTaHAapTHbIX 06pa3LoB;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTtBneHme ¢denepanbHOro rocyAapcTBEHHONO KOHTPonA (Hagsopa) B coepe obpalyeHun
NIeKAPCTBEHHbBIX CPEACTB;
(B pea. PenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-$3)

4) nNUUEeH3MpOBaHME MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, B TOM uucne denepanbHbli
rocyAapCTBEHHbIN NLEH3MOHHbIA KOHTPO/b AEATENbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB,
nepnoanyeckoe noaTeBepKAeHMe COOTBETCTBMA NNLLEH3MATA, MMEIOLWLEro NNLEH3NID Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeacTs, U dpapmMaLLeBTUHECKON AeATEeNbHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumnu;

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

5) opraHu3auma 3KcnepTMsbl IEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNEepTM3bl BO3MOMKHOCTU
npoBefeHMA  KJAWMHMYECKOTO  MCCNefoBaHMA  JIEKAapCTBEHHOrO  mpenapata  gaa  MeguUMHCKOro
NPUMEHEHWA, SKCNEepTU3bl LOKYMEHTOB, MpPeACTaB/IeHHbIX ANA  ONpefesieHns  BO3MOKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Anf MeAUMLUMHCKOrO NpUMEHeHUA B KayecTBe opdaHHOro
JIeKapCTBEHHOTO NpenapaTa;

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

5.1) opraHusauua npoBeAeHMA KOMMNEKCHOW OLEHKM J/IeKAPCTBEHHOrO npenapaTa B Lensx
NPUHATUA PELLEHMA O BO3MOMKHOCTU BK/IOYEHMA JIEKAPCTBEHHOrO Mpenapata B MepeyeHb KM3HEHHO
HEOOXOAMMbIX M BaXKHEMWLMX NEKAPCTBEHHbIX NpPenapaToB, HOPMATMBHbIE MPaBOBble aKTbl U WHble
OOKYMEHTbI, onpegenslowme MOpAAOK OKa3aHUMA MeAULMHCKON MOMOLLM WKW UCKAKOYEHUA ero w3
YKa3aHHbIX MepeyHs, akToB U AOKYMEHTOB;

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

6) Bblgaya paspeLleHnit Ha NPoBeAEHNE KIMHUYECKMX MCCNeA0BaHNIN IeKapCTBEHHbIX MPenaparos,
BEEeHMe peecTpa BblAaHHbIX PaspeLlleHunin Ha NpoBeaeHNe KIMHUYECKUX UCCeA0BaHMIN IeKapCTBEHHbIX
npenaparos;

7) rocygapcTBeHHasa perucTpauma JIeKapCTBEHHbIX NpenapaToB, BeAeHME rocyAapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeACTB;

7.1) peructpaums, noATBEPKAEHWE perncTpauuun (nepeperucrpaumsn), BHECEHME U3MEHEHWUI B
perncTpaunmoHHoe A0Cbe, a TaKXKe NpoBeAeHMe NpoLeayp, CBA3aHHbIX C PerncTpaumen, B COOTBETCTBUMN C
YTBEPXKAEHHbIMW EBPA3sMIMCKON 3KOHOMWYECKON KOMMUCCUEN MPaBUIAMM PEFUCTPALUN U IKCNEPTU3bI
JIeKapCTBEHHbIX CPeACTB A/1A MeAMLUMHCKOro NPUMMEHEHMA U NpaBuIaMn peryanpoBaHua obpalieHus
BETEPMHAPHbIX EKAPCTBEHHbIX CPEACTB HAa TAMOXEHHOM Tepputopmmn EBPasMNCKOro sSKOHOMMYECKOTO
CO033;

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

7.2) npeacTaBneHne  MHOOPMAUMM O  PErUCcTpauuK,  MOATBEPKAEHUM  PerucTpauuu
(nepeperncTpaummn), BHECEHWU W3MEHEHWI B pPErvcTpaLMOHHOE [0Cbe, a TaKXKe O npoueaypax,
CBA3aHHbIX C perncTpaumeit, B EBPA3MIACKYI0 3IKOHOMMYECKYID KOMMUCCUIO C MCMNOJIb30BaHUEM
NHTErpMpoBaHHOM MHHOPMALMOHHOM cucTeMbl EBPasMMCKOro 3KOHOMMUYECKOro COl03a B COOTBETCTBUM C
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YTBEPKAEHHbIMM EBPA3MCKON 3KOHOMWMYECKOM KOMMCCMEN MopAaaKom ¢GOpMMPOBaAHMA UM BeAeHuA
€4MHOro peecTpa 3aperncTpUpPoBaHHbIX 1EKAPCTBEHHbIX cpeacTB EBPa3snincKOro sSKOHOMMYECKOro COt3a
W NpaBuaMn peryanpoBaHMa obpalleHus BeTepUMHApPHbIX JIEKAPCTBEHHbIX CPeACTB Ha TaMOMKEHHOM
Tepputopmun EBpasniickoro sSKOHOMMYECKOTO COt03a;

(n. 7.2 BBegeH deaepanbHbim 3akoHoM oT 30.01.2024 N 1-3)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 n. 5 ct. 5 pononHsetca n. 7.3 (®3 o1 30.01.2024 N 1-d3). Cm. byayLiyto peaakumio.

8) opraHusaumsa u (Man) nposeaeHNEe MHCNEKTUPOBAHUA CYBbEKTOB 0bpalleHNs IeKapCTBEHHbIX
CpeACcTB Ha COOTBETCTBME YTBEPXKAEHHbIM EBpasmiiCKOM 3KOHOMMYECKOW KOMWMCCUMEN npaBuiam
Hagnexallehn nabopaTopHOM MPAKTMKKU, MPaBUAAM HagnexKalleld KAMHUYECKON MPaKTUKKU, NnpaBuaam
Hagnexallen AMCTPMObIOTOPCKOM MPaKTUMKKM, NpaBuAamM HagnexKaleih npakTuku dpapmakoHagsopa, a
TaKXXe YTBEP)KAEHHbIM YMNO/NHOMOYEHHbIMW deaepanbHbIMM OpraHamu WCMOJNIHUTENbHOW BAacTu
npaBuAam HagNexKallen anTeyHoM NPaKTUKK, NpaBMIamM XPaHEHWUA IEKAPCTBEHHbIX CPEACTB;

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

8.1) opraHusauma un (uamn) nposefeHNe MHCNEKTUPOBAHNA CyObEKTOB 06PALLEHMA TIEKAPCTBEHHDbIX
CPeAcTB Ha COOTBETCTBME TPeboBaHMAM MPaBMA Hag/eXallel NPoM3BOACTBEHHOW MPAKTUKK, Bblaaya
3aK/OYEHUIA O COOTBETCTBMM MPOU3BOAMTENSA NEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBuA
Haga/exKalle NPoOn3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

8.2) ycTaHOB/ieHWe MopsAAKa BeAeHMs UM BeAeHMEe ToCyAapCTBEHHOIO pPeecTpa 3aK/lYyeHul o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MNpaBUA  Hagnerkallen
NPOW3BOACTBEHHOW MPAKTUKMY;

(n. 8.2 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9) rocymapCTBeHHas perucTpauus  npegenbHblX  OTNYCKHbIX LEeH npousBoguTeneid  Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHbIE B MNEPEYEHb KMU3HEHHO HEOBXOAMMBIX U BarKHEWWWX
NeKapcTBEHHbIX MPenapaToB, M BeAEHWE TroCyZapCTBEHHOro peecTpa npeaesibHbIX OTNYCKHbIX LEH
npou3BoguUTENIel Ha IeKAPCTBEHHbIE NPENapaThl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEO6XOAMMbIX U
BaKHEMLMX NeKapCTBEHHbIX MPenapaTos;

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

9.1) cornacoBaHue NPOEKTOB PELIEHUIN OPraHoOB UCNONHUTENIbHOW BNACTU CybbeKTOB Poccuinckoi
depepaunn 06 ycTaHOBAEHUW U (MKN) U3MEHEHUU NpedenbHbIX Pa3mMepoB ONTOBbIX HaAbaBOK U
npeaenbHbIX Pa3sMepPoB PO3HUYHbIX HAA0ABOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/AEHHbIM
NPOu3BOAUTENAMM NIEKAPCTBEHHbIX MPEenapaToB, Ha JIEKAapPCTBEHHble MpenapaTbl, BK/AOYEHHble B
nepeyeHb *KM3HEHHO HEOBXOAMMBIX M BarKHEMLUNX NEKAPCTBEHHbIX NPENapaTos.;

(n. 9.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 13.07.2015 N 241-93)

10) Bblgaya, yCTaHOB/EeHWe MNOPAAKA BblAauyM paspeleHns Ha BBO3 KOHKPETHOW napTuu
NeKapcTBEHHOTO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) BbiAaya, ycTaHOBAEHME NOPSAAKA BblAaun 1 GopmMbl AOKYMEHTA, KOTOPbIN NOATBEP}KAAET, UYTO
NpPOM3BOACTBO /NIEKAPCTBEHHOro Mpenapata Aaa MeaMUMHCKOro MNPUMMEHEHUA OCYLLECTB/IEHO B
COOTBETCTBUM C TPebOBaHUAMM MpPaBWUA HagAeXKallelh MNpPoM3BOACTBEHHOM MPAKTUKU WAU  YTO
JIeKapCTBEHHbIM NpenapaT 415 BeTEPUHAPHOro NpPUMMeEHeHMA gonylweH K obpaweHuto B Poccuiickomn
depepaunn, n noaNeXRUT NPeACcTaBAEHNIO NO TPeboBaHMIO YNOIHOMOYEHHOIo OpraHa CTpaHbl, B KOTOPYHO
BBO3WUTCA JIEKAPCTBEHHbIM Npenapar;

(n. 10.1 BBeaeH PepepanbHbim 3aKOHOM OT 22.12.2014 N 429-93; B pes. dPesepanbHOro 3akoHa ot
02.08.2019 N 297-93)
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10.2) Bblaaya, ycTaHOB/EHWE MOPAAKa Bblgauyn 1 Gopmbl JOKYMEHTA, COAEPKALLEro CBEAEHMA O
CTaAMAX TEXHOIOTMYECKOro npouecca NpPou3BOACTBA NEKAPCTBEHHOrO CpeacTBa ANA MeAMUMHCKOro
NPUMEHEHWUSA, OCYLLECTBAAEMbIX Ha TeppUTOpPUKN EBPa3MINCKOro SKOHOMUYECKOTO CO033;

(n. 10.2 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93, B pesn. PenepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) co3aaHuMe coBETOB MO BOMPOCAM, CBA3aHHbIM C 0BpaLLeHNeEM NEKAPCTBEHHbIX CPEACTB;
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-$3)

15) yyacTue B meKAyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne no 3anpocam yrnosHOMOYEHHOro ¢eaepasibHOro opraHa UCMOJIHUTE/IbHOM BAACTy
OT OPraHoB MWCMOJIHUTENbHOW Bnactu cybbekToB Poccuitckon Pegepaunm, a Tak¥Ke OT CyObEKToB
obpallleHMA NeKapCTBEHHbIX CPeAcTB A1A MeAULUHCKOro MpUMeHeHUs MHPopMaLmMn no BOMpocam
YCTaHOB/1EHUA N NPUMEHEHNA LLleH Ha ZIeKapPCTBEHHbIe NpenapaTbl U Ha,ﬂ,6aBOK K HUM;

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapyweHue 3aKoHogaTesnbcTBa Poccuiickol
depepauny;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 n. 18 ct. 5 n3naraetca B HoBon peaakumnm (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuwyto
peaakumio.

18) yTBepkaeHWe nNpaBWi Hag/lexawei abopaTopHOM NPaAKTUKM, NpPaBUA  Hagaexkauwen
KNAMHMYECKON MPaKTUKKU, NPaBUA Hag/lerkalleld Npou3BOACTBEHHON MPaAKTUKM, NPaBUA HagJjerKallen
NPaKTUKKN XpaHEHUSA 1 NepPeBO3KM IEKAPCTBEHHbIX NPENapaTos 418 MeANLNHCKOTo NPUMEHEHUsA, NPaBu
XPaHEHWs NIeKAPCTBEHHbIX CPEACTB AJ1A BETEPUMHAPHOrO MNPUMEHEHUs, MpPaBWUA  HaZNeXKallen
OVNCTPUOBLIOTOPCKOM MPaKTUKM, NPaBUA HaZ4/leXallen anTeyHoM MPaKTUKM, NpaBu/ HaZ/exKallen
NPaKTMKN GpapMaKoHaA30pa SIeKapCTBEHHbIX NPENapaToB 414 MeAUUMHCKOro NPUMEHEHMS;

(n. 18 BBepgeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pes. desepanbHOro 3akoHa oOT
28.04.2023 N 171-93)

19) yctaHoBneHWe nopsaaka GOPMMPOBAHMA PErUCTPALMOHHOTO A0Cbe Ha JIeKapCTBEHHbIN
npenapar 4n1a BeTEPMHAPHOro NPUMeHeHUA U TpeboBaHUI K OKYMEHTaM B €70 COCTaBE;
(n. 19 BBepeH depepanbHbiM 3aKoHOM oOT 22.12.2014 N 429-03; B pen. dPenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - deaepanbHbili 3akoH ot 30.01.2024 N 1-03;
22) ytpatun cuny ¢ 1 mapta 2020 roaa. - PeagepanbHblii 3aKoH oT 27.12.2019 N 475-03;

23) yTBepKAEHUE TPEOOBAHUIN K MHCTPYKUUM NO BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTos;
(n. 23 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pea. dPenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

24) NpuUHATUE PELUEHUI, ABNAIOLLMXCA OCHOBAHMAMM L5 BKAKOYEHUS AOMEHHbIX UMeH U (Man)
yKasaTenen cTtpaHuu, caiToB B MHPOPMALMOHHO-TEIEKOMMYHMKAUMOHHOM ceTn "UHTepHeT", a TakKe
CeTeBblX aAPeECcoB B eAMHYI0 aBTOMATU3MPOBAHHYKD WMHOOPMALMOHHYO cucteMy "EAMHbIA peecTp
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OOMEHHbIX MMEH, yKasaTenew CTpaHul, cakiToB B WMHPOPMALMUOHHO-TENEKOMMYHWUKALMOHHOM CEeTU
"MHTepHeT" W ceTeBbIX aApPecoB, MNO3BONAKOWMX MAEHTUOUUMPOBATL CalTbl B MHPOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTn "UHTepHeT", coaepkawme MHopmaumio, pacnpocTpaHeHUe KOTOpPon B
Poccuiickolt depepaumnmn 3anpeweHo", B OTHOWEHUM MHOPMALMK, COLEPKALEN NPEeNOXKEHME O
PO3HWYHOW TOProBAE /IEKAPCTBEHHLIMW MpPenapaTtamu, B TOM YUCAE AWUCTaHLMOHHbIM cnocobom,
PO3HWYHAA TOProBaA KOTOPbIMW OFPaHWUYEeHa WM 3anpelleHa B COOTBETCTBUMM C  HACTOALMM
depnepanbHbIM 3aKOHOM, U (MnK) MHGOPMaLMK, coaepKallel NpeanoXeHUe O PO3HUYHOMN Toprosse
NIeKapCTBEHHbIMM MpenapaTtamu, B TOM 4YMciae AUCTAHLMOHHBIM CNOCOBOM, NLAMM, HE MMEIOLLMMMU
JIMLLEH3UN U pa3pelleHna Ha OCYLLEeCTB/IEHWE TAKOW AeATEeNbHOCTU, eCAn MOAyYeHUE JNLEH3UU WU
paspelleHusa NpeasycMOTPEHO 3aKOHOAATEIbCTBOM 06 06paLLeHMIU TEKAapPCTBEHHbIX CPEACTS;

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

25) Bblgaya paspeLleHuii Ha BBOA, B rpaKAaHCKUIA 060pOT MMMYHOBMOTOrMYECKUX IeKapPCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

26) perynnpoBaHuMe BOMNPOCOB, CBA3aHHbIX C B3aMMO3aMEHAEMOCTbIO JIEKAPCTBEHHbIX NPenapaTos
ONA MeANUMHCKOro NpMMeHeHUA.
(n. 26 BBegeH deaepanbHbiM 3akoHOM oT 19.10.2023 N 503-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

Ct. 5.1 pacnpocTpaHAeTca Ha MOHOMOYMA, KOTOpble He nepefaHbl AA OCYL,eCTBAEHUA OpraHam
rocyfapcTBeHHOM BAacTu cybbekToB PP 1 opraHam MecTHOro camoynpaBieHMA COOTBETCTBYOLLMMMU
depnepanbHbimmM 3aKkoHamu (®3 ot 13.07.2015 N 233-03).

CratbA 5.1. MNepepaya ocyw,ecTBAeHUA NOSHOMOUYMIA deaepanbHbIX OPraHOB UCNOAHUTENIbHOWM
BNaCTU Npu 06paLLeHUN NIeKapCTBEHHbIX CPeACTB OpraHam MWCMNOAHUTENbHOW BAACTUM CY6beKToB
Poccuiickoin degepaumnmn

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

MonHomouunsa deaepanbHbIX OpPraHOB UCMOAHUTENbHOW BAACTU NPU 0BpallleHUU NeKapCTBEHHbIX
cpeacts, npeaycMOTpeHHble HacToAwMm dPeaepanbHbiM  3aKOHOM, MOryT nepegasaThCa  ANA
OCYLLECTBNEHNA  OpraHam  WCMAONHUTENbHOM  BnacTM  cybbekToB  Poccuiickoih  Pepepauuu
noctaHoBneHuamu MpasuTenbcTBa Poccuiickolt Pepepaunn B nopagke, yctaHoBNeHHOM PeaepanbHbim
3aKOHOM OT 6 OKTAbpA 1999 roga N 184-®3 "O6 06WMX NPUHUMNAX OpPraHM3auMM 3aKOHOAATENbHbIX
(NpencTaBUTENbHbBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BAacTU cybbekToB Poccuiickol
Pepepaunn’.

CraTtba 6. MlonHOMOUYMA OPraHOB UCMOJIHUTEIbHOW BNACTU cybbeKTa Poccuiickoii Pegepauum npm
06paLLeHnn NeKapCTBEHHbIX CPeACTB

K MonHOMOYMSIM OpraHoB WCMOAHWUTENBHOM BRacTM cybbekta Poccuitickon Pepepauuun npu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTB OTHOCATCSA:

1) paspaboTka W peanusauma pPerMoHanbHbIX Mporpamm obecnevyeHWa  HaceneHus
NeKapcTBeHHbIMM NpenapaTamu;

2) ycTaHOBAEHME NpeAe ibHbIX Pa3MepoB ONTOBbIX HaA6aBOK M Npeaes/ibHbIX Pa3MepPOB PO3HUYHbIX
HagbaBoOK K (GaKTMYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/EHHbIM MPOU3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHbIE MpenapaTbl, BKAIOYEHHbIE B NEpeyYeHb KU3HEHHO HEeobXoAUMbIX U
BaKHEMLIMX IEKAapPCTBEHHbIX MPENapaTos;

3) ocyuwecrsneHne pernoHanbHOro rocygapCrBeHHOro KOHTPOANA 3a NpuUMEeHEeHMem UeEH Ha
NEeKapCTBEHHbIE MNpenapaTtbl, BK/KOYEHHbIE B NepevyeHb MHKU3HEHHO HeO6XOAVIMbIX N BaXKHENWmnx
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NIeKapPCTBEHHbIX MNpenapaToB, OpraHU3auMAMM ONTOBOM TOPrOB/AWM JIEKAPCTBEHHLIMU CPEACTBAMM,
anTeYHbIMW OPraHU3aLMAMM, WUHAMBUAYANbHBIMW MNPEeANnPUHUMATENAMMU, UMEIOLWMMMU NIMLEH3UIO Ha
bapMaLEeBTUYECKYIO AEeATENbHOCTb, MEAULMHCKMMWU OPraHM3auMaMmn, UMEWUMN  NIMLEH3N0 Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMM noapasgaeneHuaMn (ambynatopmamm,
denbpliepckumn 1 penballepcKo-aKyLEePCKUMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuei
BpauyebHol (cemeltHOM) MpPaKTUKK), PaCnONOXKEHHbIMU B CE/bCKUX HACeNEHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3aLmu;

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

4) npuHATMe pelleHna 06 MCNONb30BaAHWKU HA TeppuTOopUM cybbekTa Poccuiickoit depgepaumm
Hapsady C peuenTamyv Ha JieKapCTBeHHble npenapaTbl, opOpmMIEHHbIMM Ha OymarKHOM HocuTene,
pEeLLenToB Ha JIeKapCTBEHHbIe npenapaTbl, CGOPMMPOBAHHbIX B GOPME 3/1EKTPOHHbIX JOKYMEHTOB.

(n. 4 BBepeH depepanbHbiM 3aKoHOM 0T 29.07.2017 N 242-03)

Fnasa 3. TOCYAAPCTBEHHAA ®APMAKOIMEA
CraTtba 7. PazpaboTKa 1 usgaHue rocypapcTBeHHOM papmaKkoneu, pasmelteHume AaHHbIX O Hell

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHMMaeTcs CBog obwmx dapmaKonenHbiX ctaTen u
dapmaKonenHbIx cTaTen.

2. PaspaboTtka ob6wmx dapmakonenHbix craten U ¢dapmaKonelhHblXx CcTaTei, B TOM u4ucne
dbapmaKkonerHbIXx CcTaTel Ha ¢dapmaKonelHble CcTaHAapTHble o06pasubl, M BKAOYEHME WX B
rocyfapcTBeHHyt0 (GapmMaKoner OCyWecTBAATCA B MNOPAAKE, YCTAHOBAEHHOM YMNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENbHOM BNIACTHU.

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

3. Pa3paboTka dapmakoneinHol cTaTb Ha pedepeHTHbI NeKAPCTBEHHbIM NpenapaT U BKAOYeHNe
ee B rocyJapcTBeHHylo $apmaKonelo B TeYeHWe CPOKa AEWCTBUA 3aLUMUTbl UCKAOUMTENbHOTO Mpasa,
YO0CTOBEPEHHOIO MaTEHTOM Ha pedepeHTHbI IeKapCTBEHHbIV Npenapar, OCyLLEeCTBAATCA C Cornacus
ero paspaboTumKa.

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

4, TocypapcTBeHHaa <¢dapmakonea W34aeTca YNOAHOMOYEHHbIM denepanbHbiM  OpPraHoOM
NCMNONHUTENBHOW BNACTU 3a CYET cpeacTs deaepanbHoro 6104sKeta U NoANEKUT NepensgaHnam He pexke
yeM OOMH pPas B NATb NET, B Nepuoa Mexay KOTOPbIMW MU3AAI0TCA NPUIONKEHUA K roCyAapCTBEHHOM
dapmakonee, cogeprkawme obwme dapmaKkonelnHble cTatbM U (MAKM) dapmaKkoneiiHble CcTaTbMy,
YyTBEPKAEHHbIE NOC/e U34aHUA UM Nepen3aaHns rocygapcTBeHHol papmaKkonen.

5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOAHWUTENLHOW BAACTU pasMellaeT AaHHble O
rocygapcrTBeHHoM dapmaKonee 1 NPUNOKEHUAX K Hell Ha cBoem odpuumanbHom cainte B cetn "UHTepHeT"
B YCTAaHOBJ/IEHHOM MM NopsaKe.

Fnasa 4. TIMLUEH3UPOBAHUE NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB
U ®APMALIEBTUYECKOW AEATENBHOCTU, FOCYAAPCTBEHHbIN KOHTPO/1b
(HAO30P) B COEPE OBPALLEHMA NEKAPCTBEHHbIX CPEACTB
(B peq,. PegepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U dapmaueBTUYECKOU
BeATeNbHOCTU

1. lnueHsnposaHMe NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB U GpapMaLeBTUUYECKON AeATeNbHOCTU
OCYLLLECTBNAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickol deaepaumu.

2. Ob6nasaTtenbHbIM ycnosumem npenocraBneHnA NNUEH3UUM Ha NpPoun3BoACTBO J1IEKAPCTBEHHbIX
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CPeACTB ABNSAETCA MPUIOKEHME K 3asiBIEHUIO COMCKATENA NNLEH3UN NEepPeYHs SIeKapcTBEHHbIX Gopm u
(unn) BupoB dapmaueBTUUECKMX CybBCTaHUMI, KOTOpble NPOM3BOAMUTENb JIEKAPCTBEHHbIX CPeAcTB
HaMepeH NPOu3BOANTD.

3. B cnyyae HeOBX0AMMOCTM pacluMpeHUa NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NeKapCcTBEHHbIX GopMm M BUA0B PpapMaLeBTUYECKMX CyDCTaHLMIA NPOM3BOANTENb TIEKAPCTBEHHbIX CPEACTB
OO/IKEH NoAaTb B IMLEH3UPYIOWMIA OpraH 3asB/ieHNWe O BHECEHUM U3MEHEHWUA B PEecTp NNLEH3UI Ha
NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

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

4. InueHsns Ha NPoU3BOACTBO /IeKaPCTBEHHbIX cpeacTs (dpapmaueBTnyeckol cybecTaHuumu cnupTa
3TUNOBOro (3TaHonNa) BblZAETCA MPWU YCIOBUMM HAMMYMA Yy OpraHM3auMm Ha npase COBCTBEHHOCTY,
XO3ANCTBEHHOTO BEAEHWA UAM ONEPATUBHOIO YNPaBIEHNA OCHOBHOIO TEXHON0OMMYecKoro obopynoBaHua
ONA NPOM3BOACTBA 3TU/IOBONO CMAMPTA, 3apPEernmcTpMpoBaHHOIO B COOTBETCTBMM €O cTatbeir 14.1
depepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-®3 "O rocygapCTBEHHOM PeryampoBaHuu
npou3BoAcTBa M 060pOTa 3TUOBOFO CNMPTA, aJKOTOAbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUMN U 06
orpaHu4YyeHMmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKkumm".

(yacTb 4 BBeaeHa PeaepanbHbIM 3aKOHOM 0OT 27.12.2019 N 481-93)

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

1. [eictBMe /AMUEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (papmaleBTUUECKOM
cybCcTaHUMM cnupTa 3TUIOBOrO (3TaHONa) MPUOCTaHABAMBAETCA B 4YacTM NpaBa Ha MPOU3BOACTBO
dbapmaueBTUYECKOI CyBCTaHLMM CnMpTa 3TUIOBOTO (3TAHO/MA) JINLEH3MPYIOLLMM OPraHOM B C/yYasX,
onpeaeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMMU
OTAENbHbIX BUAOB AEATE/IbHOCTM", @ TaKXe Ha CPOK MNPUOCTAHOBMEHWA [AEUCTBUA NNLEH3UWU Ha
NpPou3BOACTBO 3TUI0BOIO CNMpPTa A/1A NPOU3BOACTBA PapMaL,eBTUYECKOM cyBCTaHL MM cnMpTa 3TUI0BOTO
(sTaHONa), BblAAHHON B cooTBeTCTBUMN ¢ PeaepanbHbIM 3aKOHOM OT 22 HosAbpA 1995 roga N 171-93 "O
rocyapCTBEHHOM pPEeryJMpoBaHUM Npou3BoAcTBA M 060OpOTa 3TUAOBOrO CNWMPTA, aJIKOTOJIbHOW U
cnvpTocoAepKallen NPpoayKLMM U 06 orpaHUYeHUn NoTpebieHns (pacnuTUA) afIKorobHOM Npoaykumnn™,

2. [OeicTBMe /NMUEH3UM Ha NPOM3BOACTBO /IEKAPCTBEHHbIX cpeacTB (dpapmaueBTuyeckomn
cybCcTaHUMM cnuMpTa 3TUMAOBOro (3TaHoONa) B 4YacTM MpaBa Ha NPOM3BOACTBO dapmaLeBTUYeCcKoln
cybCcTaHUMM cnupTa 3TWOBOro (3TaHoNa) NpPEeKpallaeTca AMLEH3UPYIOWMM OpraHomM B C/ay4ask,
onpeaeneHHbix cTaTbent 20 dGeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O nnueHsnpoBaHMMU
OoTAEeNbHbIX BUAOB AeATeNbHOCTM", a TaKXe C AaTbl NpeKpalleHWUA WUAM aHHY/IMPOBAHUS AeNCTBUNA
JINLUEH3NN Ha NPOWM3BOACTBO 3TU/IOBOrO CNMpTa ANA NpomsBoAcTBa dapmaleBTUUYECKOW cybcTaHumum
cnupTa 3TUN0BOrO (3TaHo/a), BblAaHHOM B cooTBeTCcTBMM ¢ PeaepanbHbiM 3aKOHOM OT 22 HosbpAa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryavMpoBaHMM NPOM3BOACTBA M 0BOpPOTa 3TU/IOBOTO CNMPTAa,
a/fIkoroNlbHOW W cnupTocoAepXKallein npoaykuMm u o6 orpaHuyeHun noTpebneHua (pacnutus)
a/IkorosibHOM NpoayKumn'.

KoHcynbTaHTlAOC: NpumeyaHume.

Ct. 8.2 Ha Tepputopuax AdoHeukoi 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 [OeATeNbHOCTU B 4YacTu
OCyLL,EeCTB/IeHWUA ONTOBOW TOProB/IM JIEKAPCTBEHHbIMU CPeACTBaMU
(eBepeHa PepepanbHbiMm 3akoHOM OT 04.08.2023 N 428-93)
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1. OdelicTBME NMLLEH3UM HA PapMaLEeBTUYECKYIO AeATe/IbHOCTb B YacTU OCYLLECTBNEHUA ONTOBOW
TOProB/AM  /JIEKApPCTBEHHbIMM  CpeAcTBaMW  ANA  MeAMUMHCKOrO  MPUMEHEeHMA  MnpeKkpalaerca
NNUEH3NPYIOWMM OpraHoOM B CNyYanx, onpeaeneHHblx ctatben 20 PepgepanbHOro 3akoHa oT 4 mana 2011
roga N 99-®3 "O AnuMUEeH3MpOBaHMU OTAENbHbIX BMAOB AEATENbHOCTMU", a TaKXKe Mo pPeLeHUto
JIMLLEH3UPYIOLLErO OpraHa, NPUHATOMY B COOTBETCTBUM C HACTOALLEN YacTblo. B cayyae BbiABAEHMA Npu
ocywecTsBneHnn deaepanbHOro rocyfapCcTBEHHOrO KOHTpoaAa (Hagsopa) B cdepe obpalwieHun
NIeKAPCTBEHHbIX CPEACTB HapyLLUeHWs OpraHM3aumelt ONTOBOW TOProB/N NEKAPCTBEHHbIMW CPeaCcTBaMum
TpeboBaHuMit yacten 1 - 3 cratbM 53 HacToAwero ®denepanbHOro 3aKoHa AENCTBME AMUEH3MM Ha
bapmaLEeBTUYECKYIO AeATENIbHOCTb B 4acTUM OCYLLECTBAIEHUA OMTOBOM TOProB/AM NEKAPCTBEHHbIMM
cpencTBamm ANnA MeAUUNMHCKOro NPUMEHEHNA NPUOCTAaHABANBAETCA B TEYEHUE AECATM Paboymx AHel co
OHA BblABNEHUA YKa3aHHOIO HapyweHus. [leincTene AMueHsnmn Ha GapmaueBTUYECKYHO AeATENbHOCTb B
YaCTU OCYLLECTB/IEHMA ONTOBOM TOPrOBAM JIEKAPCTBEHHLIMM CPeACcTBaMM  AAA  MeAUUMHCKOro
NPUMeHeHMA NPUOCTaHABMBAETCA Ha CPOK, KOTOPbIV onpegenaeTca AUULEHIUPYIOLWMM OpraHom (Ho He
MeHee 4YemM Ha OAMH MecAl), MO MCTeYEeHUM KOTOpPOro [AeWCTBME AaHHOU NIULEH3UWU MOoONEXUT
NpeKpaLeHno Ha OCHOBAHNK pPeLLEeHMA INLEH3MUPYIOLLEro OPraHa, 3a UCKAIYEHNEM CNyYasn, YKa3aHHOTo
B 4acTM 2 HacTOALLEN CTaTbM.

2. [eictBMe NMLEH3MM Ha GapMaLEBTUYECKYIO AEATeNbHOCTb B YacTW OCYLLECTB/EHMA OMNTOBOWM
TOProBAW /IEKAPCTBEHHbIMM CPEACTBAMM  ANA  MEOUUMHCKOrO MNPUMEHEHUA, [eNCcTBUME KOTOpOM
NPMOCTAHOBNAEHO B COOTBETCTBUM C YacTbto 1 HacToAwWen cTaTbW, NOANEHKUT BO30OGHOBNEHUIO B C/yYae,
€C/N B Nepuos NPMOCTAaHOBNEHUA AEUCTBMA AAaHHOM NIMLEH3MM B paMKax gocyaebHoro ob6:kanoBaHua
pelleHne KOHTPOIbHOro (HaA30PHOr0) OpraHa B YacCTM BbiSBAIEHHOrO HapyLweHna TpeboBaHuit YacTei 1 -
3 cTaTtbk 53 HacToswero PesepanbHOro 3aKoHa OTMEHEHO. B yKasaHHOM c/iyyae AeicTBre IMLEH3UN Ha
bapMaueBTUYECKYIO AEATENbHOCTb B 4YacTUM OCYLWECTB/IEHWA OMNTOBOW TOPrOB/AM JIEKAPCTBEHHbLIMM
CpeAacTBamMm ANa MeAMLMHCKOro NpUmeHeHna Bo306HOBAAETCA He No34Hee 04HOro paboyero gHA co AHA
OTMEHbI peLleHMsA KOHTPO/IbHOTO (HaA30PHOr0) opraHa.

CtaTtba 9. locygapcTBeHHbIW KOHTPOAb (Haa30p) B chepe 06palleHUa NeKapcTBEHHbIX CPpeacTs
(8 peq. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocypapcTBeHHbIi KOHTpPOAb (Hag3op) B cdepe 06palleHMA IeKapCTBEHHbIX CPeacTs
OCYLLEeCTBNSIETCA NOCpencTBOM ¢efepasbHOro rocysapCTBEHHOro KOHTpons (Hazsopa) B cohepe
obpalleHna fleKapcTBEHHbIX CPeacTB U denepanbHOro rocysapCTBEHHOIO JIMLLEH3WOHHOIO KOHTPO/A
AeATe/IbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYLLEeCTBASeMbIX defepasibHbIMU OpraHamm
NCMONIHUTENIbHOW BNACTU, YNOJHOMOYEHHbIMU MpaBuTenbcTBom Poccuiickont Penepauyn.

2. MNpegmetom deaepanbHOro rocyAapCcTBEHHOTO KOHTpoAA (Haa3opa) B chepe obpalueHun
NeKapCcTBEHHbIX CPeaCcTB ABNAIOTCA:

1) cobaogeHne ob6asaTenbHbIX TpeboBaHUit B chepe 06palLeHNA NeKaPCTBEHHbIX CPEACTB, B TOM
yucne:

a) TpeboBaHUM K [OKJAMHUYECKUM WCCNEA0BAHUSAM JIEKAPCTBEHHbIX CPEACTB, KJAMHUYECKUM
NCCNef0BaHMAM JIEKAPCTBEHHbIX MPEenapaToB, W3roTOB/IEHWIO, XPaHEHWIO, NepeBO3Ke, BBO3y B
Poccuiickyto depepaumto, OTMYCKy, peanusaumu, nepenadve, MNpoLAXKe JIeKapCTBEHHbIX CPeacTs,
NPUMEHEHUIO NIEKAPCTBEHHbIX MPEnapaToB, YHWUYTOMKEHUIO JIEKAPCTBEHHbIX CPEACTB, YCTaHOB/EHUIO
NPOV3BOAUTENAMMN NIEKAPCTBEHHbIX MPENapaToB LEH HAa JIeKapCTBEHHbIe MpenapaTbl, BK/OYEHHble B
nepeyeHb *KM3HEHHO HEOBXOAMMbIX U BarKHEMLIMX SIEKaPCTBEHHbIX NPenapaTos;

6) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, Haxo4AalMxca B obpauieHun,
MoKasaTensim Kayectsa, adpPpeKTUBHOCTM 1 6€30NacHOCTM, YCTAaHOBAEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUIt K cobntoaeHnio cybbekTamu 06paLleHUs NeKapCTBEHHbIX CPeAcCTB, YKa3aHHbIX B
yacTtn 1 ctatbum 67.1 HacTosAwero PeaepanbHOro 3aKOHa, OrpaHUYeHUI, Haanaraemblx cTatbammn 67.1 n 67.2
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HaCTOoALWLEro (Dep,epan bHOTIO 3aKOHa;

2) cobnogeHne  NULEH3MOHHbLIX TpeboBaHMM K  OCYLWECTBAEHWUO  dapmaueBTUYeCcKo
AeATeNbHOCTY;

3) cobnoaeHme TpeboBaHWUI K NpeaoCcTaBIeHUI0 CybbeKkTamm 0bpaLleHns NeKapCTBEHHbIX CPeacTs
MHbOPMaLMKN O JIEKAPCTBEHHbIX CPEACTBAX W (M/IM) NeKapCTBEHHbIX Mpenapartax, NpeayCcMOTPEeHHOM
ctatbamn 9.1, 52.1, 52.2 n 64 Hactoawero PeaepanbHOro 3aKoHa;

(B pea. PegepanbHoro 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) cobntopeHne npesyCMOTPeHHbIX cTaTbel 55.1 HacToawero ®eaepanbHOro 3akoHa TpeboBaHmii
K MpOBEeAEHUIO 3KCNEePUMEHTA MO OCYLLLECTBEHWNIO PO3HUYHOM TOProOB/IM IEKAPCTBEHHbIMM NpenapaTamm
ONA  MeAMUMHCKOTO MPUMEHEHWA, OTMYCKaeMbiMWM MO peuLenTy Ha JeKapCTBEHHbIM npenapart,
ANCTAHUMOHHbBIM CNocobom.
(n. 4 BBegeH depepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

2.1. B uensx obecnedyeHMA rocyaapcTBEHHOro KOHTpona (Hagsopa) B cdepe obpalieHun
JNIEKAPCTBEHHbIX cpeacTts ¢deaepasibHblA  OpraH  MCNOJIHUTENIbHOW  BAACTW,  OCYLLECTBAAOWMNA
rocy4apCTBEHHYIO PEerMcTpaumio IeKapCTBEHHbIX MpenapaTos, npeaocTasnset gpensepanbHOMY OpraHy
WUCMOJIHUTE/IbHOW  BNacTu, ocywecTsaawowemMmy ¢GyHKUMM MO KOHTPOAK W Haas3opy B chepe
3/ paBOOXPaAHEHMA, MO ero 3anpocy B paMKax MeKBeL0MCTBEHHOIO MHPOPMALMOHHOTO B3aMMO4ENCTBUSA
B MOpPsAAKe, YCTAaHOBJEHHOM YKa3aHHbIMW denepanbHbIMM OpraHaMyM WUCMOJHUTENbHON BAACTH,
cnegylowme CBeAEHUA O NEKAapCTBEHHbIX CpeacTBax, B TOM YMC/Ie B C/lydae, €C/M TaKue cBeaeHus
COCTaBAAOT KOMMEPYECKYIO TalHY:

1) cBeaeHUn o papmaueBTUYECKOW cybCcTaHUMN:

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

B) CBOWCTBA U CTPYKTYypa AENCTBYIOLLNX BELLECTB;

r) XapaKkTepucTMKa npumeceit;

4) cneumduKkauma Ha papmaLeBTUYECKYIo cybcTaHLMIO U ee 060CHOBaHME;

€) aHa/NuMTUYEeCKMe METOAMKU, WCMOSib3yemble MNPU  OCYLLECTB/IEHUM KOHTPOAS  KayecTBa
dapmaLeBTMUYECKON cybCcTaHLMu;

) pe3ynbTaTbl aHa/IM30B cepuin papmaLeBTMYECKON cybcTaHLuu;

3) nepeyeHb CTaHAAPTHbIX 06PA3LLOB MK BELLECTB, MCNOIb3YEeMbIX NPU OCYLLECTBAEHUU KOHTPOA
KauecTBa papmaLeBTMYECKOl cybcTaHumy;

1) onucaHue xapakTepmUCTUK U CBOMCTB YNaKOBOYHbIX MaTepPUanoB 1 YKYNOPOUHbIX CPeacTs;
K) flaHHble 0 cTabuUNbHOCTM PpapMaLeBTUYECKOM cybCcTaHLMK;
N) CPOK rOAHOCTY;

2) cBegeHnA O IEKApPCTBEHHOM MnpenapaTte Ana megunumHCKOro npuMeHeHnA:
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a) OnncaHme n CoCtaB ZIEKAPCTBEHHOTO NpenapaTta Ana meagnumnHCKoOro npumeHeHuaA,

6) onucaHMe dapmaLeBTUYECKOW pa3paboTkn (obocHoBaHWe Bbibopa cocTaBa, MNepPBUYHOWN
YNaKoBKu);

B) HAMMEHOBaAHWE N aApPec MecTa OCyLLEeCTBAEHUA NPOM3BOACTBA JIEKAaPCTBEHHOrO NpenapaTa A
MEAULMHCKOrO MPUMMEHeHUs (B C/lyvyae Ha/NMUYMA HECKO/MbKMX YYaCTHMKOB Mpolecca Npou3BoACTBa
HeobXxoAMMO yKasaTb HAMMEHOBaHUE N aApec KaXa0ro U3 HUX);

r) MMKpOBMONOrMyeckne xapakTepUCTUKY;
[) onncaHune XapaKTePUCTUK U CBOMCTB YNAKOBOYHbIX MaTePMUAIoB U YKYNOPOUHbIX CPEACTB;
e) TpeboBaHMA K KAYeCcTBY BCMOMOraTe/IbHbIX BELLECTB;

) aHaNUTMYEeCKMe MEeTOAMKM, WCNoJib3yemble MPM  OCYLLECTBAEHMM KOHTPO/A KadecTsa
BCMOMOraTeNbHbIX BELLECTB;

3) cBegeHuMa 06 MCMOJIb30BAHMM BCMOMOTATE/IbHbIX BELLECTB 4YE/I0BEYECKOrO M YKMBOTHOIO
NPOUCXOXKAEHMA;

M) cBeaeHuA 06 MCNONb30BaHMM HOBbIX BCMOMOraTe/IbHbIX BeLWecCTsB,

K) TpeboBaHMA K KayecTBy JEKApCTBEHHOro mnpenapata A48 MEeAMUMHCKOTO NPUMEHEHMUA
(cepTnduKaT, cneundmKauma Ha NeKapCTBEHHbIM NpenapaT U ux o6ocHoBaHMe);

N) aHaNUTUYeCKMe MEeTOAMKM, UCMNOJIb3yemMble TMNPW  OCYLLECTB/IEHUM KOHTPONA KayecTsa
JIEKAaPCTBEHHOrO npenapara Aasa MeauLUMHCKOro NPUMEHEHMUS;

M) pe3ynbTaTbl aHaIM30B CEPUI1 NIEKAPCTBEHHOrO NpenapaTta AN MeSUUMHCKOTO NPUMEHEHUS;
H) XapaKTepUCTMKa NpUMecei;

0) nepevyeHb CTaHAAPTHbIX o6pa3u,03, MCNosib3yemblX NMpn OCylwecCTB/IEHNUM KOHTPO/ZIA Ka4ecTBa
NNeKapCTBEHHOrO nNpenaparta AnAa megnumHCKOro npuMmeHeHua,

n) gaHHble 0 CTabUAbHOCTU IeKAPCTBEHHOIO NpenapaTa 41 MeAULUHCKOTO NPUMEHEHUS;
3) oTYeTbl 0 OKANHUYECKUX UCCNEA0BAHUSAX;

4) oTYeTbl O KIMHUYECKUX UCCNEeA0BaHUSAX;

5) macTep-dann cuctemsol bapmakoHaa3opa;

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

3. MNpu ocywecTBieHnn ¢enepansbHOro rocyfapCTBEHHOrO KOHTpons (Haasopa) B cdepe
0obpalleHna NeKapCTBEHHbIX CPeACTB MPOBOAATCA Chefylolme BUAbl KOHTPOJIbHBLIX (HaZ30pHbIX)
MepPOnNpPUATUIA:

1) LOKyMeHTapHas NpoBepPKa;
2) Bble3gHasA NpoBepKa;
3) BbIBOPOUHbIN KOHTPO/Ib Ka4ecTBa;

4) KOHTPO/IbHAA 3aKYNKa;
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5) MHCNEKUNOHHbIN BU3UT;

6) HabnogeHwe 3a cobnogeHnem obasaTenbHbIX TpeboBaHUM (MOHUTOPUHT 6e3onacHOCTH)
(dapmakoHaazop).

4. OpraHusaumsa 1 ocyLLecTB/ieHne deaepanbHOro rocy4apcTBEHHOIO KOHTPoAA (Hag3opa) B chepe
obpalLeHMA NeKkapcTBEHHbIX cpeacTB peryampytotca PegepanbHbim 3akoHoM oT 31 utona 2020 roga N
248-®3 "O rocynapcTBEHHOM KOHTpone (Hagsope) UM MyHMUMNAAbHOM KOHTposie B Poccuiickol
depepaunn’.

5. BHennaHoBbI BbIOOPOYHBIA KOHTPOJ/Ib KayecTBa MPOBOAUTCA B TOM YMC/I€ Ha OCHOBaHWUU
NpOrpamMmmbl MPOBEPOK.

6. MNaHOBbIM BbIGOPOYHBIN KOHTPO/Ib KAYeCcTBa He MPOBOAMTCS.

KoHcynbTaHTlAtOC: NpuMmeyaHue.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOCATCA u3MeHeHua (D3 or 30.01.2024 N 1-d3). Cm. 6yayulyto
peaakumio.

7. Mo pe3ynbTaTtam BbIBOPOYHOIrO KOHTPO/IA KayecTBa HapaAA4y C peweHUsamMMU, NpeayCcMoTPEHHbIMK
depnepanbHbim 3aKoHOM oT 31 nionsa 2020 roga N 248-d3 "O rocyaapcTBeHHOM KOHTpoae (Haasope) u
MyHULUMNaNbHOM KOHTposne B Poccuiickon denepauunmn”, depepanoHbiMn OpraHamm UCHONHUTENBHOM
BNACTWU, YMOJHOMOYEHHbIMM Ha OCYLLECTB/eHME BbIOBOPOYHOrO KOHTPO/A KayecTBa, MPUHUMAOTCA
cnegylolme peLleHnn:

1) o panbHelwem rpaxkaaHckom obopoTe cepuu, NapTUM COOTBETCTBYIOWErO JEKAPCTBEHHOMO
CPeAcTBa B C/yyae NOATBEPKAEHMA NO pe3ynbTaTam NPoBeAeHHbIX UCMbITaHNI COOTBETCTBUA KayecTBa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/EHHbIM TpeboBaHNAM;

2) 06 U3BATMM U3 TpaskaaHCKoro obopoTa cepun, NapTUKU COOTBETCTBYIOLLErO JIEKAPCTBEHHOrO
CpeacTBa B C/ydyae BbiABAEHMA MO pe3y/abTaTam NPOBEAEHHbIX UCMbITaHWIA HECOOTBETCTBMA KauyecTBa
NeKapCTBEHHOTO CPEeACTBA YCTaHOB/EHHbIM TpeboBaHUAM;

3) o nepeBoAe NEKAPCTBEHHOrO CpPeAcTBa Ha MOCEPUIHbIA BbIBOPOYHBIN KOHTPO/b KayecTsa
JIEKapCTBEHHbIX CPEACTB B C/lyyae NMOBTOPHOrO BbIIBJIEHWS HECOOTBETCTBUA KauyecTBa JIEKAPCTBEHHOrO
CpeAcTBa YCTaHOB/MEHHbIM TpeboBaHMAM U (MpU HeobxoaMmocTu) O npoBepKe cybbeKkTa obpalleHus
NeKapcTBEHHbIX cpeacTs. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUNHOrO BbIBOPOYHOTO KOHTPOAA,
ON/auMBaloTCA NPOU3BOAMTENEM JIEKAPCTBEHHOrO cpeactsa /Mbo AepKaTeNieM WAM BNaAe/bLEM
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOTO Npenapara.

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

8. ®enepanbHblIi roCcyAapCTBEHHbIW JIMLLEH3MOHHBIA KOHTPO/Ib AeATe/IbHOCTU MO MPOU3BOACTBY
JNIeKapCTBEHHbIX CPEeACTB OCYLLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNnbCTBOM  PoccuidicKkoin
depepaunn.

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

1. B uenax opraHun3saumm BbIBOPOYHOrO KOHTPOA KauyecTBa JIeKapCTBEHHbIX cpeacTs dopmmpyeTcs
nporpamma npoBepOK.
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2. Ons uenei peannsaumm nporpamMmbl NPOBEPOK MPOM3BOAMTENIM NEKAPCTBEHHbIX CPEACTB U
OpraHM3auMM, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeactB B Poccuitickyio  depepauuio,
NPegoCTaBAAOT B OTHOWEHMM NEKAPCTBEHHbIX CPEACTB A1A  MeSUUMHCKOro NPUMEHeHua B
YNONHOMOYEHHbIA deaepanbHblii OpraH MCNOAHUTENbHOM BAACTU, OCYLLECTBAAIOWMIA YHKUMKM MO
KOHTPO/IIO WM Hazsopy B cdepe 34paBOOXPaHEHWUs, B OTHOLEHMM JIeKApPCTBEHHbIX CpeacTB A/A
BETEPUHAPHOrO MNPUMEHEHUA B YMNOJHOMOYEHHbIV deaepanbHbli OpraH MCNOMHUTENbHOM BAACTH,
OCYLLECTBAAIOLWMIA GYHKLMM MO KOHTPOJIIO U HaA3opy B coepe 0bpaLlleHNn NeKapcTBEHHbIX CPeacTs As
BETEPUHAPHOrO NPUMEHEHUA, CBEAEHUA O Cepuax, NAPTUAX JIEKAPCTBEHHbIX CPeACcTB, NOCTYNatoLWmX B
rparkaaHckuii 0bopoT B Poccuiickon deaepauuu, B nopsgake, coctaBe M obbeme, YCTaHOBAEHHbIX
yKa3aHHbIMK peaepanbHbIMU OpraHaMm UCMONHUTEIbHOW BAACTU B OTHOLIEHWWN SIeKapPCTBEHHbIX CPeACTB
ANA  MeAMUMHCKOrO MNPUMEHEHMA U B OTHOLWEHWW JIeKapCTBEHHbIX CPeACTB A1A BeTEepUHAPHOro
NPMMEHEHMA COOTBETCTBEHHO.

3. Mporpamma npoBepoK GopMUPYeTCa Ha KaneHaapHbld rog B cpok o 30 aekabps roaa,
npeaLecTByOLWEro roay nposeaeHUs BbI6OPOYHOro KOHTPOASA.

4. B cny4yae HacTynneHua cobbITU, yKa3aHHbIX B NoAnyHKTax "6" n "B" nyHKTa 2 yactu 6 HacTosALen
cTaTbu, peaepasnbHbIM OPraHOM UCMOJIHUTENIbHOM BAACTW, OCYLLECTBAAOWMM GYHKLMM MO KOHTPOAIO U
Hagsopy B cdepe 34paBooxpaHeHus, deaepanbHbiIM  OPraHOM  UCMOJHWUTENbHOM  BAacT,
OCYLLECTBAAOLWMM GYHKLMM NO KOHTPOJIIO U Hag3opy B chepe obpalleHMa NeKapCTBEHHbIX CPeacTs AA
BETEPUHAPHOrO MPUMEHEHUs,, NPU HEeobXOAMMOCTM BHOCATCA COOTBETCTBYIOLLME M3MEHEHUA B
nporpammy NpPoBEPOK.

5. B nporpammy npoBepOK MOTYT BKAOYATLCA MEPOMNPUATUA C YH4ETOM HapyLUEHWUN, BbIABAIEHHbIX B
paMKax KOHTPOJIbHbIX (HaA30PHbIX) MeponpuUATKIA 3a NpeablayLWmii KaneH4apHbIN roa.

6. Mporpamma NPOBEPOK COAEPHKMUT:

1) nepeyeHb NeKapCTBEHHbIX CPeacTB, 0T6OP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PaMKax
BbIBOPOYHOrO KOHTPOA, GOPMUPYEMBIN C YH4ETOM Pe3ybTaToB roCyAapCTBEHHOIO KOHTpOAA (Haa3opa)
B cpepe obpallleHNA NeKapCTBEHHbIX CPeACTB 3a KaNeH4apHbI rod, NpeALwecTByoWmMiA roay nposegeHus
BbIBOPOYHOro KOHTPONS;

2) YKa3aHue Ha CO6bITMe, HacCTynaieHne KOTOpOro AsBAAEeTCA OCHOBaHMeEM ON1A OCYyWeCTBNeEHUA
BbI6OpOLIHOI'O KOHTpOANA:

a) nosiydyeHMe cBeAEeHMI, NPeACTaBASEMbIX B COCTaBe U 06beme, YCTaHOB/IEHHbIX deaepanbHbIM
OpraHOM WCMOJIHUTENbHOM BAACTW, OCYLLECTBAAIOWMM YHKLMU MO KOHTPOJO M Hag3opy B chepe
34 paBooxXpaHeHusa, denepasbHbIM OPraHOM MCNONHUTENbHON BAACTM, OCYLLECTBAAOWMM GYHKLMM MO
KOHTPOJII0 1 Haz3opy B chepe obpalleHns NeKapCTBEHHbIX CPeaCTB A5 BETEPUHAPHOIO NPUMEHEHUSA, O
cepusx, MapTUAX JIeKAPCTBEHHbIX CPeACTB, MOCTyNaloWwMx B rpaxKAaHCKMi obopoT B Poccuitckoit
depepaunn, yKasaHHbIX B NyHKTe 1 HacToAWelM YacTM, OpPraHU3auMAMM, OCYLLECTBASOWMMM
NpPOM3BOACTBO /IEKAPCTBEHHbIX cpeacTB B Poccuiickoit Pegepaumm n BBO3 JIEKAPCTBEHHbIX CPeACTB B
Poccuiickyto ®enepaumio, 3a UCKAKOUYEHNEM CEPUIM UM NAPTUIM IEKAPCTBEHHbIX NPenapaToB, YKa3aHHbIX
B YacTn 4 ctatbn 52.1 nyactm 6 ctatbm 52.2 HacToawero PeasepanbHOro 3aKOHa;

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

6) nonyyeHne nocTynatollein B NopaaKe, yCTaHOBEHHOM cTaTbei 64 HacToswero ®PesepanbHOro
3aKoHa, MHOOPMALMM O NOBOUYHbIX AENCTBUAX, HEXKeNaTebHbIX PeaKLUMUAX, CePbe3HbIX HeXKenaTeabHbIX
peaKkumaAx, HenpeaBUAEHHbIX HEeXKenaTebHbIX Peakumax Npu NPUMeHeHU N1eKapCTBEHHbIX NpenapaTos,
06 MHAMBUAYANbHOW HENepeHOCMMOCTH, OTCYTCTBUM 3GEKTUBHOCTU JIeKapCTBEHHbIX MPenapaTos, a
TaKke 06 MHbIX PpaKTax U 0bCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UM 340POBbIO YeoBeKa
NMB0 KMBOTHOTO MPU MPUMEHEHUM JIeKapCTBEHHbIX MPEnapaToB M BbIABJEHHbIX Ha BCex 3Tanax
obpalleHMA NeKapCTBEHHbIX NpenapaToB B Poccuiickoi degepaumm n aApyrux rocyfapcreax;
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B) mosiydyeHne B cooTBeTcTBMM € PeaepanbHbiM 3akoHOM oT 31 uiona 2020 roga N 248-9d3 "O
rocygapcTBEHHOM KOHTpone (Hagsope) M MyHMUMNANbHOM KOHTposie B Poccuiickon ®degepaumn”
CBEAEHUN O NPUYMHEHUU Bpesa MAM 06 yrpo3e NPUUYMHEHUA Bpeaa KU3HW, 340POBbIO FpaXKaaH MK
YKUBOTHbIX.

CraTtba 9.2. locypapcTBEeHHbIA KOHTPOIb (HaA30p) 3a peanunsauueit opraHaMmm UCNOJHUTENbHOM
BnacTu cybbekToB Poccuiickoii deaepaumm nonHomoumnii B chepe obpaleHus neKapcTBeHHbIX CpeacTs
BNA MeAULMHCKOTO NPUMEHEeHUsA

(eBepeHa degepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. FTocypapcTBeHHbI KOHTPOAb (HaA30p) 3a peanusalumert opraHaMU UCMONHUTENIbHOM BAacTu
cybbektoB Poccuiickon degepaumm nonHomounin B chepe obpalleHUa NeKapCTBEHHbIX CPeAcTB ANs
MEOVLMHCKOTO MPUMEHEHMA OCYLLECTBAAETCA YMNONHOMOYeHHbIM [pasButenscteom Poccuiickoit
depepaunn opraHom UCNONHUTENbHOM BNACTW.

2. TlpeameTom rocyAapcTBEHHOTO  KOHTposis (Hag3opa) 3a  peanvsauven  opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitckoir Pepepaumm nonHomoumin B chepe obpaleHus
NeKapCcTBEHHbIX CPEACTB ANA MEeAMLMHCKOro NPUMEHEHUA ABAAETCA CoB/0AeHNe YNONHOMOYEHHbIMM
opraHaMu MCMNOAHUTENbHOM BnacT cybbekToB Poccuiickoit depepaumn MeTOAMKM YCTaHOB/EHUA
npegenbHbIX pPasMepoB ONTOBbIX HaabaBOK M MNpegenbHbiX PasMepoB PO3HWYHbLIX HagbaBoOK K
$aKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJEHHbIM NPOU3BOAUTENAMM NIEKAPCTBEHHbIX NPenapaTos, Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHblE B MepeYeHb KMU3HEHHO HeOBXOAUMbIX U BarKHEWLWMUX
NeKapcTBEHHbIX NpenapaTos.

3. MNpu ocCywecTBNeHNN TOCYAAPCTBEHHOIO KOHTPOAsA (HafA30pa) 3a peanusaumen opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitckoit Pepepaumm nonHomoumin B chepe obpalueHus
JIeKapCTBEHHbIX CPEACTB 415 MEAUUMHCKOTO NPUMEHEHMA NPOBOAATCA CeAyIoLMne BUAbI MEPONPUATUN:

1) AOKYMeHTapHble NPOBEPKYU;
2) Bble3gHble NPOBEPKU.

4. OpraHusauMa M OCYLLeCTBNEHME TOCY[APCTBEHHOrO KOHTPOAA (Hag3opa) 3a peanusaunen
opraHamm WCMNONHUTENbHOW BRacTu cybbekToB Poccuitickolt Pepepaumm nosHomoumni B chepe
06paLLeHMA NEKAPCTBEHHbIX CPEACTB A1 MeOULMHCKOro NpumeHeHus peryaupytotca deaepanbHbim
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-®3 "O6 06WUX NPUHUMNAX OpraHM3aUMM 3aKoHOAATENbHbIX
(npeacTaBuTENbHBIX) M MUCNONHUTENbHBIX OPraHOB TOCYAAPCTBEHHOM BNAcTU cybbekToB Poccuiickoit
depepaunn’.

5. TlonoxeHve 0O TrOCY[APCTBEHHOM KOHTpone (HaAa3ope) 3a peanusaumelt opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitckolt Pepepaumm nonHomoumn B chepe obpalueHun
NIeKapPCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NpUMeHeHua yTeepaaeTca MNpaButenbcTBom Poccuinckom
depepaunn.

Cratba 9.3. PerMoHanbHbI rocyAapcTBeHHbI KOHTpOnb (Haa3o0p) 3a NMPUMEHEHMEeM LEeH Ha
JIeKapCcTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEeHHO Heo6XoAMMbBIX M BarKHeMULuUX
JNIeKapCTBEHHbIX NpenapaTos

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

1. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPO/Ib (HaAa30p) 3a NPUMEHEHMEM LIEH Ha /IeKapCTBEHHbIE
npenapatbl, BK/OYEHHble B MepeyYeHb KU3HEHHO HEeOobXoAMMbIX W BaXKHEMLIMX NeKapCTBEHHbIX
npenapaToB, OCYLLECTBAAETCA OpPraHOM WCMONHUTENbHOW BAacTM cybbekTa Poccuiickon deaepauuu,
YNO/NTHOMOY€EHHbIM BbICLUIMM UCMNOJIHUTE/IbHBIM OPraHOM rocy4apCTBEHHOM BacTU cybbeKTa Poccuinckom
depgepaunn.
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2. MpeameTom pernoHanbHOro rocyAapCTBEHHOIO KOHTPOAA (Haa3opa) 3@ NPUMEHEHNEM LeH Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb HKU3HEHHO HeobXOAMMbBIX M BarKHEMLWUX
JNIEKapCTBEHHbIX  MpenapatoB, ABAAeTcA  cobnogeHWe  opraHM3auusmM  OMNTOBOM  TOProBAU
JIEKapCTBEHHbIMM CPeACcTBaMM, anTeYHbIMU OpraHM3aUNAMU, UHANBMAYAIbHBbIMU NPeanPUHMMATENAMM,
UMEIOWMMM NIMLEH3NIO Ha dapMaueBTUYECKYD [AeATeNbHOCTb, MEAMUMHCKMMU OpraHM3aumnsamu,
UMEIOLLLMMM NNLEH3UI0 Ha GapMaLLEBTUUECKYIO AeATe/IbHOCTb, MU X 060Cc0b1eHHbIMK NoAPa3AeNeHUAMU
(ambynatopuamu,  denbawepckMmm U PenbalepcKo-aKyLWepPCKMMM  NYHKTaMKM,  LLEeHTpamu
(oToeneHnamun) obwen BpayebHOM (ceMenHOM) NPAKTUKKN), PACNONOKEHHbLIMU B CE/IbCKMX HaceNeHHbIX
MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3auum, Npu peannsaumnmn 1eKapcTBEHHbIX NpenapaTos
TpeboBaHMIA K NPUMEHEHUIO LLEH, YPOBEHb KOTOPbIX HE AOJIKEH MpeBbllwaTb CyMMy ¢GaKTUYeCcKomn
OTMYCKHOM UEHbl, YCTAHOBAEHHOM MNPOU3BOAUTENEM JIEKAPCTBEHHbIX NpPEenapaTtoB, M KOTOpble He
NPEeBbILLAOT 3aPErMCTPUPOBAHHBIX NPeae/ibHbIX OTMYCKHbIX LLEH, M Pa3MepoB ONTOBbIX HaA6aBOK U (M)
pa3mepoB PO3HUYHbIX HaADABOK, HE MPEBbILAOLWMNX COOTBETCTBEHHO PA3MepPOB Npeae/ibHbIX ONTOBbIX
Haab6aBoK U (MK) pasmepoB NpeaebHbIX PO3HUYHbIX HaabaBOK, YCTaHOBNEHHbIX B Cy6beKTe Poccuinckoi
depepauun.

3. OpraHusauma u OCyLLEeCTB/IEHME PErMoHasIbHOrO rocyAapcTBEHHOTO KOHTpoas (Hazsopa) 3a
NPUMeHEHMEM LEH Ha JIEKapCTBEHHbIE NPEenapaTbl, BKAKOYEHHbIE B NepeYeHb *KU3HEHHO HEOOXO4MMbIX
N Ba)XHEMLIMX NEeKapCTBEHHbIX NpenapaTos, peryampytotca PegepanbHbim 3akoHom oT 31 miona 2020
roga N 248-®3 "O rocypapcTBEHHOM KOHTpo/ie (HaA30pe) U MyHMLMMNANAbHOM KOHTpOae B Poccuiickoit
depepaunn’.

4, MonoKeHne o permoHabHOM rocy4apcTBEHHOM KOHTpOE (Haa30pe) 33 NPUMEHEHUEM LEH Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHblE B MepeYeHb KMU3HEHHO HEeOBXOAUMbIX W BarKHEWLWWX
JIEKapCTBEHHbIX MPEnapaToB, YTBEPKAAETCA BbICLUIMM WMCMOJHUTE/IbHBIM OPraHOM FOCYAapCTBEHHOM
BNacTK cybbekTa Poccuiickoin ®eaepaumu.

Cratba 9.4. ®PepepanbHbl roCyAapCTBEHHbIA /NIMLEH3UOHHDbIA KOHTPO/Ib AEATE/NIbHOCTU MO
NPoOu13BOACTBY JIEKAPCTBEHHbIX CPeACTB
(eBegeHa degepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. ®epepanbHbI rOCYAAPCTBEHHbIN JIULLEH3MOHHbIA KOHTPOb AEATE/bHOCTU MO MPOU3BOACTBY
NIEKapCTBEHHbIX CPeacTB ocyllectsaseTcs ¢deaepasbHbIMU - OpraHaMyM  UCMOJIHUTENIbHOW  BAACTMH,
ynosHoMo4eHHbIMK MpaBuTenbcTBom Poccuitickoi ®egepaumu.

2. ®epepanpHbIA rOCYAAPCTBEHHDBIN NNLEH3UOHHbIA KOHTPONb AEATENbHOCTM MO MPOU3BOACTBY
NIeKapCTBEHHbIX CPeACTB OCYLLECTBAAETCA B COOTBETCTBMU C PegepanbHbiM 3akoHOM OT 4 maa 2011 roaa
N 99-®3 "O nMueH3MpoBaHNN OTAENbHbIX BUAOB AeaTenbHocTn" n dPeaepanbHbiM 3akoHOM OT 31 uiona
2020 ropa N 248-®3 "O rocygapCTBeHHOM KOHTpoJsie (Hag3ope) U MyHMUMMNANbLHOM KOHTposie B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocygapCTBEHHOIO JULEH3MOHHOIO KOHTPOS
OeATeNbHOCTM MO NPOM3BOACTBY N€KAPCTBEHHbIX CPEACTB MN/IaHOBble KOHTPO/bHble (HaA30pHble)
MeponpuaTUA He NPOBOAATCA, MPU 3TOM NPOBOAUTCA MEePUOANYECKOe MOATBEPIKAEHME COOTBETCTBUA
JNINLUEH3NATOB NIMLEH3NOHHbIM TpeboBaHUSAM B COOTBETCTBUKN ¢ PeaepanbHbiM 3aKoHOM OT 4 mana 2011
roga N 99-®3 "O nuueH3MpoBaHUN OTAENbHbIX BUAOB AesTebHOCTH" .

Fnasa 5. PASPABOTKA, AOK/TMHNYECKUE UCCNTIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTIMHUYECKUE NCCNTEAOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A/11 BETEPUHAPHOIO NMPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapcTBeHHbIX CPeacTB
1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAOYaeT B cebA MOMUCK HOBbIX (apMaKONOrMyecku

aKTUBHbIX BELWECTB, MOCAeaylollee M3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOKJAWHWUYECKUE
nccnenoBaHuA, Pas3paboTKy TexXHOMOorni npomsBoacTBa dapmaLeBTUYECKMX CybcTaHuuMin, pa3paboTKy
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COCTaBOB M TEXHO/IOTMIA NPON3BOACTBA IEKAPCTBEHHbIX NPenapaTos.
2. duHaHcoBoe obecneyeHne pa3paboTKN NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a cUeT:
1) cpeacts denepanbHoro brogKeTa;
2) cpencTs pa3paboTUMKOB JIeKapPCTBEHHbIX CPEACTB;

3) cpeactB  npousBogmuTenell  IEKApCTBEHHbIX  CPeACTB  MPUM  BbIMOJHEHWU  HaAy4yHO-
nccnenoBaTesibCKMX  PaboT Mo  [AOroBopy MexKay pa3paboTyMKOM  JIEKAPCTBEHHbIX CPeAacTB U
Npoun3BoAUTENEM NEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuiickoit deagepalMm UCTOYHUKOB.

3. MNpaBa  pa3paboTuMKa  NEeKApPCTBEHHOTO  CPEACTBA  OXPAHANTCA  TPaXKAAHCKUM
3aKOHO4ATE/IbCTBOM.

Cratba 11. [lOKNMHUYECKOE MuCCNAeA0BaHUE /IEKApPCTBEHHOrO CPeacTBa ANA MeAULMHCKOro
npuMeHeHuns

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

2. JoKnMHWYecKoe uccnefoBaHWe SIeKapCTBEHHOIO CPeacTBa ANA MeAULMHCKOro npumMeHeHuA
NpPoBOAMTCA B COOTBETCTBMM C MPaBMIAMM Hagnexallel NabopaToOpHOM MPAKTUKK, YTBEPHKAEHHLIMU
EBpPa3suniiCKOM SKOHOMMYECKOM KOMUCCHEN.

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

3. lnA opraHM3aumum U NpoBeaeHUA AOKAMHUYECKOrO UCC/IeloBaHNSA 1IeKapCTBEHHOIO cpeacTBa AN
MEANUMHCKOTO NMPUMEHEHMA Pa3paboTUMKM NEeKapCTBEHHbIX CPeACTB BrpaBe MPUB/AEKaTb Hay4yHble
opraHusaumm, obpasoBaTe/ibHble OpraHM3aLMm BbiCLEro 06pasoBaHNA N MHble OpPraHM3aLun, UMetoLne
HeobxoAMMylD  MaTepuanbHO-TEXHUYECKYD 6a3y U KBaAMPUUMPOBAHHBLIX  CMELMasUCcTOB B
COOTBETCTBYlOLWEN 06/1aCTM UCCNeA0BaAHUA.

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

4. [loKAMHUYEeCKoe UcCNefoBaHMEe NEeKAapCTBEHHOMO CPeacTBa ANA MEAMLMHCKOIO NpUMeHeHus
NPoOBOANUTCA MO YTBEPKAEHHOMY Pa3paboTUMKOM JIEKApPCTBEHHOrO CPEeACTBa MAaHy C BeAeHWem
NPOTOKONa 3TOr0 MCCAeL0BaHMA M COCTaB/IEHMEM OTYeTa, B KOTOPOM COAEPIKATCA pPe3ynbTaTbl 3TOrO
MUccnefoBaHMA UM 3aKAOYEHME O  BO3MOMKHOCTM  MPOBEAEHMA  KAMHMYECKOro  UccaefoBaHuA
NleKapcTBEeHHOTO NpenapaTa Ana MeANUMHCKOTO NPUMEHEHWA.

5. MNpoBeaeHMe NpoBeEPOK cob/OAeHUs MpPaBWUA Hagnexkalleh N1abopaTopHOM NPaKTUKU U
NpPaBoOBbIX HOPM WCMNO/Nb30BaHUA KMUBOTHbIX MPU MNPOBEAEHUM AOKAUHUYECKUX WUCCNef0BaHWUM
JIEKapCTBEHHbIX CPeAcTB AN  MeAMLUMHCKOrO MNPUMEHEHMA OCYLLECTBASETCA YNONHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNIACTHU.

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

6. Pe3ynbTaTbl AOKAMHUYECKOTO MCCAEL0BAHUA JIEKAPCTBEHHOrO CPeacTBa 418 MEeAMLMHCKOro
npMMeHeHUa MOryT 6biTb NpPeacTaBeHbl B YNOAHOMOUYEHHbIM deaepasnbHblii OpraH UCNOHUTENbHOM
B/J1IACTM B YCTAHOB/NIEHHOM MOPAAKE B LEAAX PerncTpaLumn AeKapcTBeHHoro npenapara.

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

Cratba 12. JOKNMHMYecKoe wuccnepaoBaHUEe JNIeKApPCTBEHHOrO CpeacTBa M K/AIMHUYeECKoe
unccnepgosaHue NeKapCrBeHHOoro npenapara 411 BeTepuHapHoOro npumeHeHuAa
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1. JloknnHn4Yeckoe nccnepoBaHue NeKapCTBEHHOro cpeactsa 414 BETEPUHAPHOIO NpUMMeHeHUA
nposoauTCA nNytem MNMpuMeHeHUA HAyYHbIX METOAO0B OUEHOK B UENAX MnoJsiydeHUA [AO0Ka3aTenbCTB
6e3OI'IaCHOCTM, KayecTtBa n 3¢¢EKTMBHOCTM NEeKapCTBEHHOrO CpeacrTtBa, B TOM 4Hnucne onpeageneHna Cpoka
€ro BbiBe4eHUA U3 OpraHnMama XMBOTHOIO, B LLeNAX obecneyeHus 6es3onacHoOCTH npoAayKUUN XKNBOTHOIO
npounucxoxageHna nocne npuMmeHeHMNA COOTBETCTBYHOLWLENO /IEKAPCTBEHHOIO Npenaparta.

2. [loKnMHMYecKoe uccnedoBaHUME NEeKapCTBEHHOro CpeacTBa UM KAMHUYECKoe MucciedoBaHue
JIeKapCTBEHHOrO npenaparta A8 BETePUHAPHOIO NPUMEHEHUs, uccneaosaHue 6UO3KBMBANEHTHOCTU
yKa3aHHOro JIieKapCTBEHHOro npenaparta NPoBOAATCA B COOTBETCTBUM C MPaBUAaMU, YTBEPIKAEHHbIMM
YMNO/SIHOMOYEHHbIM deaepasibHbIM OPraHoM UCMOIHUTEIbHOW BacTU.

3. [OoKAMHMYecKoe wucciefoBaHME JIEKapCTBEHHOrO CPeAcTBa M KAMHWYECKOe WccieaoBaHue
NleKapcTBEHHOro npenapata Aaa BeTepMHAPHOrO MPUMEHEHUA MNPOBOAATCA NO YTBEPKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpeacTBa MaHy C BeAeHWeM MPOTOKO/IOB 3TUX MCCAeAOBaHWA ©
COCTaB/IeHMEM OTYETOB, B KOTOPbIX COAEPHATCA Pe3y/ibTaTbl 3TUX UCCAEA0BaAHUN.

4. na opraHnsauunn n nposeageHNAa JOKIMHNUYECKOIo nccnengoBaHnA 1eKkapCTtBeHHOro cpeacrtea mn
KIMHNYECKOTo MnccnegoBaHnA NeKapCTBEHHONoO npenapata  A41Aa BEeTePUHAPHOro npumMmeHeHuAa
pa3pa60TqMK NEeKapCTBEHHOIo cCpencrtea MOXET NpuUBEKATb OpraHuM3auunmn, nmeruwine HEO6XOAMMVI-O
MaTepPUNanbHO-TEXHUYECKYIO 6a3y n KBa!'IMd)VILI,MpOBaHHbIX cneunanncTtos B COOTBeTCTBYPOLLI,eﬁ obnactu
nccnengoBaHuA.

5. KNnMHKUYeckne uccnenoBaHMsA NEKapCTBEHHbIX MpenapaTtoB A48 BETEPMHAPHOro NpUMEHeHUn
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3auMAX M B OpraHM3auUMAX, OCYLLECTBAAIOLWMX pa3BedeHue,
BblpalMBaHME U COAEPHKAHMNE KUBOTHbIX, B LIENAX:

1) ycTaHOBAEHMA NEePEHOCUMOCTU JIEKAPCTBEHHbIX NPENapaToB 340P0BbIMMU }KUBOTHbLIMM;

2) nopbopa ONTMMaNbHbIX [03MPOBOK /NEKAPCTBEHHbLIX MPEnapaToB M Kypca Jied4eHusa Ha
KOHKPETHOM rpynmne *MBOTHbIX C onpeaeneHHbIM 3a6on1eBaHNEM;

3) yctaHoBAEHMA 6€30NacHOCTM U 3P PEKTUBHOCTM IEKAPCTBEHHOIO Npenapara, NpegHasHauyeHHoro
ANA NeyeHnn onpeaeneHHbix 3a601eBaHNI KUBOTHbIX, UAN 3GDEKTUBHOCTN NEKAPCTBEHHOTO NpenapaTta
AN NPOodUNAKTUKM 3a601eBAHNI 30,0POBbIX *KUBOTHbIX;

4) V3y4yeHUs BO3MOXKHOCTEN PaACLWIMPEHUSA TMOKA3aHWUA K MPUMEHEHUI0 3aperncTpupoBaHHOro
JIeKapCTBEHHOIO NpenapaTta M BblAB/IEHUA pPaHee HEN3BECTHbIX MOBOYHbIX AENCTBUN.

6. KnnHunyeckoe umccneposaHue NEKAPCTBEHHOrO npenapata AnA BETePUHAPHOrNro nNpMMeHeHuA
OCyLLEeCTB/IAETCA 3a CHET CpeacTs pa3pa60TqMKa NNEKapPCTBEHHOIO CpeacTea.

7. Ot4yeTbl © pe3ynbtataXx AOKAUMHUYECKOro wuccneaoBaHMA NEKapCTBEHHOrNo cpeacrtea wU
KIMHNYECKOTo UnccnegoBaHnA  N1eKApPCTBEHHOINoO npenapata A1 BETepUHAPHOro npumMeHeHUA
COCTaBNAKOTCA pa3pa6OT‘-WIKOM JNIEKAPCTBEHHOINo Cpeacrtea C yy4YeTom 3aK/Ilo4EeHUN opraHmsau,m‘i,
NPUHUMaBLINX y4aCTue B OpraHn3aumm n nposeaeHmm asTnux MCCﬂeAOBaHMVI.

8. KOHTpOI’Ib 3a nposegeHnem OOKINHUYECKUX VICCI'Ie,CI,OBaHMﬁ NEKapCTBEHHbLIX Cpeacrts W
KNNMHNYECKNX MCCﬂeAOBaHMﬁ NEeKapCTBEHHbLIX MNpenapatos AaAd BETEPUHAPHONoO nNpMMEHEHUA
ocywecrtBnAeTCcA ynoJ/IHOMOY€EHHbIM d)e,qepaanblM OopraHom NCNONIHUTENbHOW BNACTW.

Mnasa 6. OCYLLECTBNEHUE FOCYAAPCTBEHHOM PETUCTPALUN,

PEFMCTPALUUUN NEKAPCTBEHHbDIX MPEMAPATOB
(8 peq. PepepanbHoro sakoHa ot 30.01.2024 N 1-3)

KoHcynbTaHTlAOC: NpuMmeYaHme.
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Mo 3aasneHnam, nogaHHbim [0 01.01.2021, nekapcTBeHHble npenapaTtbl ANA MegUUMHCKOro
NPUMEHEHMA PETUCTPUPYIOTCA B COOTBETCTBUM C TpeboBaHMAMM, aencTBoBaBwmmM fo 30.01.2024. O
npuBeneHNn B COOTBETCTBME C akTaMu EAIC TaKMX N paHee 3aperncTpmMpoBaHHbIX npenapatos cm. ®3
o7 30.01.2024 N 1-®3.

Cratba 13. FocypapcTBEHHAA PperncrTpauma, perucTpaumsa IeKapcTBeHHbIX Npenaparos
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Jonyckaetca NpuUMeHeHue B MeAULMHCKUX LenAax He 3aperncTtpupoBaHHbiX B PD neKkapCTBEHHbIX
npenapaTos, COAEPKALLNX HAPKOTUYECKME CPEACTBA MU NCUXOTPOMHbIE BELLeCTBa, BBE3eHHbIX B PP
B COOTBETCTBUM C Y. 3.1 cT. 47 AaHHOro AoKymeHTa (n. 8 cT. 3 ®3 o1 27.12.2019 N 475-93).

1. B Poccuitickoii Pepepaummn [onNycKkaroTca MNPOU3BOACTBO, XPaHEHME, MNepeBO3Ka, BBO3 B
Poccuiickyo ®epepaumto, BbiBO3 13 Poccuiickon Pegepaumu, peknama, oTnyck, peannsauma, nepesaya,
NPMMEHEHWe NeKapCTBEHHbIX MNPenapaTos, €ec/in OHM  33aPerncTtpmpoBaHbl  YNONHOMOYEHHbIM
benepanbHbiM OPraHOM MCMONHUTENIbHOM BAACTU B COOTBETCTBUM C HacToAWMM DesepasbHbIM 3aKOHOM
n1Mbo B COOTBETCTBMM C aKTaMM, cOCTaBastowmMmmM npaso Cotosa.

(8 pea. PepepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 30.01.2024 N 1-93)

2. focypapcTBeHHOM perncTpaunm noanesar:

1) Bce flekapcTBEHHblE MpenapaTbl, BNepsble NojJexalme BBoAy B obpalleHne B Poccuiickoi
depepauuny;

2) NneKkapcTBeHHble NpenapaTtbl, 3apPerncTpupoBaHHble PaHee, HO NPOWM3BEAEHHble B APYrUX
JNleKapcTBeHHbIX popmax B COOTBETCTBMU C NepeyHEM HaMMEHOBAHMUI IeKapCcTBEHHbIX Gopm, B HOBOW
[03UPOBKeE NPU A0Ka3aTeNbCTBE ee KAMHUYECKON 3HaYMMOCTU N 3O PEKTUBHOCTH;

3) HOBble KOMBUHALMKN 3aPErUCTPUPOBAHHbIX PaHEE IeKapPCTBEHHbIX NPenapaTos.

3. TocypapcTBeEHHAsA PerucTpauma NeKapCTBEHHbIX MPenapaToB OCYLLECTBAAETCA MO pe3y/bTaTam
3KCMNepTU3bl NEKAPCTBEHHbIX CPEACTB.
(yacTb 3 B peq. deapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. TocyAapCTBEHHAsA PErncTpaLus NeKapCTBEHHOMO NpenapaTa OCyLLLEeCTBIAETCA COOTBETCTBYOWNM
YNO/IHOMOYEHHbIM defepasibHbIM OPraHOM MCMOJIHUTENIbHOM BAACTU B CPOK, HE MPEBbIWAOWMI CTa
wecTmaecAT™M pabounmx [OHeN cO AHA NPUHATUAA 3asBJEHUA O TOCYAAPCTBEHHOW perncrpauuu
NleKapCcTBEHHOTO Npenapara Ans MeAULMHCKOro MPUMEHEHUS, U B CPOK, He NMPEeBbILLAOLWNIA CTa ABaALaTH
pabounx AHen co AHA NPUHATUA 3asABNEHMUA O TOCYLAPCTBEHHOW PErUCTPALLMM JIEKAPCTBEHHOIO NpenapaTta
ANA BETEPUHAPHOTO NpUMeHeHWs. B yKa3aHHbIN CPOK BKHOYAETCS Bpems, Heobxoanmoe 4718 NOBTOPHOTo
NpoBeAeHWA 3KCNepTU3bl NIeKAapCTBEHHOIO CPeAcTBa B COOTBETCTBMM CO CTaTbeit 25 HacTosLiero
denepanbHoro 3akoHa. CpoK rocyaapCcTBeHHOM perncTpaummn AeKapcTBeHHOro npenaparta ucuncaseTca
CO OHA NPWHATMA COOTBETCTBYIOLLMM YMNONHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOAHUTENbHOWN
BJ1aCTW COOTBETCTBYIOLLLErO 3aAB/EHUA O FOCYAapPCTBEHHOM PerucTpauumn fekapcTBeHHOro npenapara ¢
NPUNONKEHNEM HEOBXOAUMbIX AOKYMEHTOB MO AeHb BblAauM PervcTpaLMoHHOro yA0CTOBEpeHMs
NeKkapcTBeHHOro npenaparta. Bpemsa, HeobxoamMmoe Ans Hanpas/ieHUa yNnolHOMOYEHHbIM dpeaepanbHbIM
OpraHOM WCNOMIHMTENbHOW BAACTM 3ampoca O MPeACTaBNeHUM HeobxoauMbIX MaTepuanos MU
npeactaBneHVA 3asBMTe/IeM OTBETa Ha [AaHHbIM 3anpoc B COOTBETCTBMM CO cTaTbamu 16, 19 u 23
HacToawero ®degepanbHOro 3aKoHa, HE YUMUTLIBAETCA MNPU UCYMCAEHUM CPOKA rOCYAapCTBEHHOM
perncTpauumn neKapcTBeHHoro npenapara.

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-3)
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5. TocyAapCTBEHHOW perncTpaummn He Noa/iexar:

KoHcynbTaHTIAOC: NpUmedaHme.
C01.03.2025 B8 n. 1 4. 5 cT. 13 BHOCATCA U3meHeHua (P3 o1 30.12.2021 N 463-P3).

1) nekapcTBeHHble npenapaTbl, U3rOTOB/IEHHbIE aMNTEYHbIMM OPraHW3aUUAMM, BETEPUHAPHbIMMU
anTeYHbIMWU OpPraHM3aLUMAMU, UHAMBUAYANbHBIMU NPeaNPUHUMATENSAMM, KOTOPLIE UMEIOT IULLEH3MUIO HA
dapmaLLeBTMUECKYIO AeATeNbHOCTb, MO peuenTaM Ha JIeKapCTBEHHble npenapatbl U TpeboBaHMAM
MeANLIMHCKUX OpraHM3aumii, BETEPMHAPHbIX OPraHM3aunii;

2) NeKapcTBeHHble NpenapaTsl, NpMobpeTeHHble GU3NYECKUMM IMLLAMU 3a Npegenammn Poccuiickoi
denepaumn 1 npegHasHayYeHHble A5 IMYHOTO UCMONb30BaHUS;

3) neKkapcTBeHHbIe NpenapaTbl, BBO3MMble B Poccuitckyio degepaumio AN 0KazaHUA MEANLMHCKOM
NMOMOLLM NO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUM Pa3peLleHus, Bbl4aHHOMo
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOIHUTENIbHOM BAACTH;

4) nexkapcTBeHHble cpeacTsa, BBO3MMble B Poccuiickyio dedepaumio Ha OCHOBaHWWU BblAAaHHOTO
YMNOAHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOHUTE/IbHOM BNACTM paspeLleHmns 1 npegHasHavyeHHble
ONA MPOBEAEHMUA KAMHWYECKMX WCCAeA0BaHWIA NIeKapcTBEHHbIX npenapaTos u (uau) nposedeHMs
3KCMepTM3bl  NIEKAPCTBEHHbIX CPEACTB A8  OCYLLECTB/IEHUA  rOoCYyAapCTBEHHON  permcrpauuu
NleKapCcTBEHHbIX NpenapaTos;

5) dapmaueBTUYecKme cybcTaHUmK;

6) pap,mod)apmau,eBTMHecme NeKapCTBeEHHbIE MpPenapaTtbl, N3roToB/IEHHbIE HEMNOCPEACTBEHHO B
MeONLUUNHCKUX OpraHn3sauunAax B nopAaake, yCtaHoOB/1eéHHOM YNOJIHOMOYEHHbIM d)ep,epaanblM OopraHom
NCNONIHUTENbHOM BNACTy;

7) nekapcTBeHHble NpenapaTtbl, TPOU3BOAUMbIE A4 SKCNOPTA.

KoHcynbTaHTlAOC: NpumeyaHume.
C01.09.2024 4.5 cT. 13 gononHsaetca n. 8 (®3 o1 30.01.2024 N 1-d3). Cm. byayLLy0 peaaKkLnio.

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

6. He gonyckaeTcs rocyaapcTBeHHas perucrTpauus:

1) NNEKAPCTBEHHbLIX MPENapaToB, OT/INYAOWKUXCA Apyr OT Apyra KayeCTBEHHbIM COCTaBOM
Ll,el\;ICTByIOLLI,VIX BelwecTts, Nnog OANHAKOBbIM TOProsbiM HaMMeEHOBaHNEM;

2) 04HOro fleKapcTBEHHOro npenapaTta, NPeAcTaBAEeHHOro Ha rocyAapCTBEHHYIO PerucTpauumio B
OTHOLLEHMM OAHOrO U TOTO Xe JepXaTenda WAW BnafesblLa PerncTpaumoHHOro yA0CTOBEpeHUs
NleKapcTBEHHOro npenaparta B BuAe ABYX M 6o/iee NeKapCTBEHHbIX NPenapaTtoB Noj, Pas/iMyHbIMM
TOProBbIMM HAMMEHOBaHUAMM.

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

7. Mo 3anpocy B 3/1eKTpPoHHOU dopme cybbeKkTa o6paleHus JIeKapcTBEHHbIX CpeacTs
COOTBETCTBYIOWMM  YMOJIHOMOYEHHbIM  defepasbHbiM  OPraHOM  MCMONHWUTENIbHOW  BAacTH,
OCYLLECTBAAIOLLMM rOCYyAapPCTBEHHYIO PErMCTPaLMIO 1EKAaPCTBEHHbIX MPENapaTos, B YCTAHOBAEHHOM UM
nopsiike OCYLWECTBAAETCA HayyHOe KOHCY/bTMPOBaHME MO BOMPOCaMm, CBA3aHHbIM C NpoBeAeHWeM
AOKAMHUYECKUX UCCNEeA0BaHWNI, KAMHUYECKUX UCCe0BaHMIN NEKAPCTBEHHbIX NPenapaToB, 3KCNepTM3bl
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KauyecTBa JleKapCTBEHHbIX cpeacts, 3dPeKkTMBHOCTM U 6Ge3onacHocTW, C  OCYyLEecTBAEHUEM
rocygapcTBEHHOM PErncTpaummn NeKapcTBEHHbIX NpenapatoB. KOHCynbTUMpOBaHME OCYLLECTBASETCA C
npueneyeHnem denepanbHbiX TOCYAAPCTBEHHbIX OIOAKETHbIX Yy4YpexKaeHM, noaBeAOMCTBEHHbIX
AaHHoMy deaepasbHOMY OpraHy WCMOJIHUTENbHOM BAACTM M HE Y4acTBYHOLMX B OpraHusaumm
NPoOBeAEHMA 3KCMEPTU3bl KAYecTBa JIEKAPCTBEHHbIX CPeACTB B LENAAX  OCYLLECTBAEHUS  UX
rocyapcTBeHHOM PerncTpaLmmn B COOTBETCTBMM CO cTaTbel 16 HacTosAwero PegepanbHOro 3akoHa, B BUAe
oTBeTa B NMCbMeHHOW dopme ynosIHoOMOYeHHOro deaepasnbHOro opraHa MCMOIHUTENbHOM BNAcTU Ha
3anpoc. Pasmep B3Maemol C 3anaBUTeNA naaTbl onpeaensierca B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoit Pegepaunm 06 opraHM3aummn NpeaocTaBieHmaA rocyaapcTBEHHbIX U MyHULMNANbHbIX YCAYT.
UHpopmauma 06 OCyLWecTBNEHMN HAyYHOrO KOHCYNbTUPOBaHMA, B TOM 4Mcae cTaTbW, 0630pbl,
CnpaBoYHble MmaTepuasnbl MU MHAA MHPopmauua 06 OCyWecTBAEHMM HAYYHOTo KOHCY/bTUPOBAHMUA,
pasmewaetca Ha odpuuManbHOM caliTe YNOJAHOMOYEHHOro ¢eaepanbHOro opraHa WCMNOJIHUTE/IbHOM
BfacTM B cetn "WHTepHeT" C cobntogeHMem OrpaHUYeHWuid, YCTaHOBJIEHHbIX 3aKOHOAATe/IbCTBOM O
NepPCoOHaNbHbIX AaHHbIX, KOMMEPYECKON U (MK) rocysapCcTBEHHOM TalHe.

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

8. TocypapcTBeHHana pernctpauma JIeKapCcTBEHHbIX MpenapaToB, KOTOpble npefHasHavyeHbl AnA
NPUMEHEHNA B YC/NOBUAX BOEHHbIX [JENCTBMIA, 4pe3BblYalHbIX CUTyauui, npeaynpexaeHua
ypesBblYalHbIX CUTYaAUNI, NPOPUAAKTUKM U nedveHna 3aboneBaHui, NpeacTaBAAIOWMX ONACHOCTb ANS
OKpY»KatoLwmx, 3aboneBaHUt 1 NOPaKeHUI, NONYYEHHDbIX B pe3y/bTaTe BO34eNCTBMA HeGNAronpuaTHbIX
XMMMYECKUX, BUONOrMYECKMX, PaaMaLMOHHbIX (GAKTOPOB, M KoTopble paspaboTaHbl B TOM 4yucae Mo
3ajaHuto depepasnbHbIX OPraHOB WMCMOJHUTENbHOM BNACTWU, YNOJHOMOYEHHbIX B 061acTM 0BOpPOHbI
CTpaHbl M 6e30MacHOCTU rocyAapCTBa, A TAKKe NIEKAPCTBEHHbIX CPeACTB B Cayvae UX gedeKTypbl nau
pUCKa BO3HUKHOBEHUA AedeKTypbl B CBA3M C BBeAeHMEeM B OTHoweHuu Poccuitckonr Pepepaunm
OTPaHUYUTENbHBIX MepP 3SKOHOMMYECKOrO XapaKTepa OCYLLecTBAAeTCA B MOpAAKe, YCTaHOB/IEHHOM
Mpasutenbctsom Poccuiickon ®epepauymn.

(8 pea. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-d3, o1 08.03.2022 N 46-P3)

Cratba 14. MpuHUUNbI 3KCNEepPTU3bl IEKAPCTBEHHbIX CPEACTB
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTU3a IeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCA Ha MPUHLMNAX 3aKOHHOCTM, cobaoaeHus
npae u cBoboA YenoBEKa M rpaAaHWHa, Mpas PUAMYECKOro AuUa, HEe3aBMCMMOCTM 3KCnepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM WM MOJHOTbI WCCAeA0BaHMIA, MPOBOAMMBIX C WCMO/b30BaHWEM
COBPEMEHHbIX [AOCTUMMEHUIN HayKM M TEXHUKM, OTBETCTBEHHOCTM ¢eaepasibHOro rocyaapcTBEHHOro
BIOAMKETHOTO YUYpEeXAeHUA MO MPOBEAEHMIO 3KCNEPTU3bl /IEKAPCTBEHHbIX CPEACTB M 3KCNepToB 3a
npoBeAeHMe M KauecTBO IKCNEePTU3bI.

2. 3KCI'IepTM3a NeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOro npumeHeHmnAa BKl0O4YaEeT B cebs:

1) 3KcnepTM3y AOKYMEHTOB, NpeAcCTaB/eHHbIX A8 Onpeae/ieHMA BO3MOXHOCTM paccMaTpuBaTh
NeKapCTBEHHbIN npenapaTt 418 MeAMUMHCKOro NpMMeHeHUA B KadecTse OpdaHHOro NeKapCTBEHHOro
npenapara;

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

2) 3KCNepTU3y NPeaNOXKEeHHbIX METOAOB KOHTPOAA KayecTBa JIeKapCTBEHHOro cpeacTtsa u (Mawm)
KayecTBa npeacTaB/ieHHbIX 06pa3sLOB JIeKapCTBEHHOrO CpeacTBa C MCMO/Ib30BaHMEM 3TUX METOA0B
(manee - skcnepTU3a KayecTBa JIeKapPCTBEHHOIO CPeACTBa);

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

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

4) 3KcnepTv3y PerucTpaumoHHOrO A0Cbe Ha NeKapCTBEHHbIM MpenapaTt B Lenax onpeaeneHun
B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX MPENapPaToB AN MEeAULMHCKOTO NPUMEHEHUS.
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(n. 4 BBegeH ®epepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

3. 3KCI'IepTVI3a NEKAPCTBEHHbIX MPENapaToB AO/17 BETEPUHAPHOINO NpPpUMMeHeHUA BK/IHOYAET B cebs
9KCNEepTn3y KayecTtBa NEKAPCTBEHHOINo Cpeacrea M 3KCNEPTU3Y OTHOWEHUA ommp,aemoﬁ nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA IEKAPCTBEHHOIO Npenaparta.

Cratba 15. ®depepanbHoe rocyaapcTBeHHoe 6loajKeTHoe yupeXaeHue MNo NpoBeAeHUr
3KCNepTU3bl IEKapPCTBEHHbIX CPeacTs

dKcnepTU3a IeKapCTBEHHbIX CPeACTB NPoBOoANTCA denepasibHbIM FOCYyAaPCTBEHHbIM OHOAMKETHBIM
yupexxgeHmem CoOOTBETCTBYHOLLEro YNoAHOMOYEHHOro peaepasibHOrO OpraHa UCNONHUTENbHON BNACTY,
CO34aHHbIM Ana obecneyeHUs WUCMONHEHMA MOJHOMOYMIA 3TOro ¢denepanbHOro opraHa No Bblaaye
paspeleHnii Ha NPOBeAEHUE KIMHMYECKMX WUCCNeAO0BaHMIA JIeKapCTBEHHbIX MpenapaToB W (Mau) no
rocyapCTBEHHOM perncTpaumm (pernctpaumu) NeKkapcTBEHHbIX MpenapatoB (ganee - 3KcnepTHoe
yupexaeHue).
(8 pea. PengepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHusa cT. 16 (B pea. ®3 o1 30.01.2024 N 1-d3), Kacatowmeca NpenoCcTaBAeHUs roc. YCAyr npu
obpallLeHMM NeKapCTBEHHbIX CPeACTB: ANA MEeAMLMHCKOTO MNPUMEHEHWS MOCPEeACTBOM eAMHOMN
cuctembl U (Mnn) eamnHoro noprana, npumeHstotca ¢ 01.01.2025; ana BeTepUHapPHOro NpUMEHeHuUs
nocpeacTsom eaAnHOro noprtana, npumeHatoTca ¢ 01.01.2026.

Cratba 16. OpraHusauusa nposefeHns IKCNepTU3bl IEKAPCTBEHHbIX CPeAcTB
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a NNEKApPCTBEHHbLIX Cpeacrts npoBoauTCA Kommccuen 9KCNEpPTOB 3KCNepTHOro
yypexaeHua, Ha3Ha4YeHHON ero pykosoauTenem, Ha OCHOBaHUM 3a4aHNA Ha NpoBeAeEHNE IKCNEePTU3bI
NNeKapCTBEHHOrIo cpeactea, BblAAaHHOINO ynoJIHOMOYEHHbIM d)ep,epaanbuv\ OopraHom WUCNOJIHUTENIbHOM
BNACTU. PyKoBOAMUTENb IKCNEPTHOIO YUpeXaeHnA obecneuunBaet Hagnexaulee nposegeHmne askCcnepTusbl
NNEKapPCTBEHHbIX CpeadcTB B COOTBETCTBUU C 3adaHMEM, BblAaHHbIM YMO/ITHOMOYEHHbIM d)e,u,epaanblm
opraHom WCNONIHUTENbHOM BNACTH, U OpraHM3yeT NoAroToBky CBOAHOIO 3aK/HO4YEeHUA 3TOM KOMmMccun. B
COCTaB 3TOM KOMMCCUMM NO peLWweHNno pyKoBoANUTENA SKCNEPTHOIO y4ypexXaeHna MmoryTt 6bITb BK/IOUYEHDI B
Ka4yecTBe 3KCnepToB /1nLUa, HE pa6OTal0LU,VIe B JAaHHOM 3KCNEePTHOM y4vypexaeHnu, ecam nx cneunasbHbie
3HaHWUA HEO6XOAMMbI Aana nposeageHnA 3SKCNepPTU3bl U TaKMe 3KCNepTbl OTCYTCTBYHOT B [AdHHOM
9KCNEPTHOM y4ypexgeHnn.

2. DKCNepToM MO NPOBEAEHMI0 IKCMEPTU3bl JIEKAPCTBEHHbIX CPEeACTB ABAAETCA aTTeCTOBaHHbIM
PaboOTHWK 3KCMEPTHOro Yy4YperKAeHWs, KOTOpbIi MMeeT Bbicllee MegMuUMHCKoe, dapmaleBTUYecKoe,
6uosornyeckoe, BETEPMHAPHOE UM XMMUYECKOe 06pa3oBaHNE U MPOBOAMT IKCMEPTU3Y SIEKAaPCTBEHHbIX
CPeacTB B MOPAAKE UCMONHEHUSA CBOUX AO/IKHOCTHbIX 06A3aHHOCTEN (Janee - akcnepT).

3. Mpun npoBeaeHnn aKkcnepTU3bl JeKaPCTBEHHbIX CPeACTB IKCNEePT HEe MOXKeT HaXo4MUTbCA B KaKom-
nmbo 3aBUCMMOCTU OT Nnua, Ha3dHa4ynBLlero 3Ty aKCnepTusy, pa3pa60TqMKa NNeKapCTBEHHOIoO Cpeactea
NN gpyrnx 3anHTepecoBaHHbIX B pe3ya1bTaTaX 3KCNEPTU3bI UL,

4. MNpu NpoBeAEHUM IKCMEPTU3bl NIEKAPCTBEHHbIX CPEACTB He [AO0MnycKaeTrca ucTpeboBaHue
3KCNepToM Y 3aABUTENS MO0 MHbIX UL, MATEPUANOB, HEOBXOAMMbIX AN NPOBEAEHUA IKCNepTU3bl. B
CNly4ae HeAOCTaTOYHOCTM MpPencTaB/IEHHbIX 3KCMepTy MaTepuanoB B /IMYHbINM KabuHeT 3aasBuTens B
e4MHOMN TrocyAapcTBEHHON MHPOPMALMOHHON cucTeme B cdepe 3apaBooxpaHeHuna (panee - eamHas
cUCTeMa) 3KCNEepTHbIM  YyYpeXKAEeHMEeM HanpaBAfeTcs 3anpoc O MpeAcTaBAeHUMM HeobXoAMMBbIX
MaTepuanos, NOANUCAHHbINA pykoBoauTenem (YNnoAHOMOYEHHbLIM IMLLOM) SKCMEPTHOTO yYpexaeHua ¢
NCNO/Ib30BaHNEM YCUIEHHOMN KBAIMOULIMPOBAHHOMN 3NEKTPOHHOM NOANUCH.

(yacTb 4 B pepg,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)
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4.1. 3asBuTenb 06513aH HANPaBUTb B JIMYHbIN KAOUHET 3KCNEePTHOIO YYPEKAEHUS B €AUHON cucTeme
NoANMCaHHbIN YCUNEHHOMN KBaNUDULMPOBAHHOW 3/IEKTPOHHOM MNOAMNNCHIO OTBET Ha 3aMpPOC SKCMEPTHOro
yupexaeHus B CPOK, He MpeBblWwalowmii geBAHOCTa paboumx AHeN co AHA NOAyYeHMA IKCNepTHbIM
YYpPEeKOEHUEM 3NEKTPOHHOTO YBEAOM/IEHWA O MOJIYYEHMWU 3aABUTENEM 3anpoca. Bpema co gHA
HanpaB/IeHMA SKCMEPTHbIM yUYpexKaeHMeM B NMYHbIA KabUHET 3aAaBUTeNA B eAMHON cucTeme 3anpoca o
npeacTaBNeHUM AONONHUTE/NbHbIX MaTepuanoB A0 AHA HanpaBieHWUs 3asiBUTENEM B JIMYHbIN KabuHet
3KCMEPTHOrO yYypexKaeHua B e4MHOM CMCTEME OTBETA Ha 3aMnpoc He YYMTbIBAETCA NPU UCUUCIEHUN CPOKa
NpoBeAEeHMA SKCMEPTU3bl IEKAPCTBEHHOIO CPEACTBa.

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

4.2. Echn 3aasutenem B COOTBETCTBMM C YacTbto 1.1 ctatbm 30 nam yacTbto 2 ctatbn 34 HacToALWEro
depepanbHOro 3akoHa npeAcTaB/feHa KOMWUSA pelleHUs YrNoJIHOMOYEHHOro d¢eaepasibHOro opraHa
WCMOJIHUTE/IbHOM BNACTM O NpoBeaeHUN GapMaLeBTUYECKOM MHCNEKLMN NPON3BOACTBA JIEKAPCTBEHHbIX
CpeAcTB ANA MeAMUMHCKOrO MPUMEHEHMA Ha COOTBETCTBME TpeboBaHWAM NpaBUA  HadsexKallen
NpPOM3BOACTBEHHON NPAKTUKN EBPasMIACKOro 3KOHOMMYECKOro COk3a, 3KCnepTy A0 odopmMaeHUus
pe3ynbTaToOB 3KCNEPTM3bl IEKAPCTBEHHOMO CPeACTBa NPEeACTAaBAAETCA KOMMA 3aKNOHYEHMA O COOTBETCTBUN
Npou3BOAUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHWAM MpPaBUA Hag/eXKalleld NpPou3BOACTBEHHOM
NPaKTUKN, BblAAHHOTO YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENIbHON BAACTU, MU KONKUA
cepTUdMKaTa COOTBETCTBUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB ANA MEAUUMHCKOTO NPpUMEHEHUSA
TpeboBaHMAM MpaBu/ Hagne)Kalled MNpPOU3BOACTBEHHOM NPaKTUKM EBPAsMIMCKOro 3KOHOMMYECKOrO
coto3a.

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

4.3. 3anBuTenb 06A3aH HaNPaBUTb B IMYHbIA KABUHET 3KCNEPTHOTO YUYPEKAEHMA B €ANHON CUCTEME
KOMWIO 3aK/IIOYEHMA WU KOMUIO CepTUPUKATA, YKa3aHHbIX B YacTu 4.2 HaAcToAWEN CTaTbU, B CPOK, He
NpPeBbILAoOWMIA CTa BOCbMUAECATU Pabouymx AHEN CO AOHA MOJIYYEHWUS] SKCMEPTHbIM YyupexKaeHnem
3/IEKTPOHHOTO  YBEAOMJIEHUA O  MOJYYeHUM  3asBUTE/IEM  MOAMUCAHHOIO  pyKoBOAUTENEM
(yNMONHOMOYEHHbIM ~ /INLOM)  SKCMNEPTHOTO  YYPEXKOEHWA C  UCMNOJIb30BaHUMEM  YCU/IEHHOM
KBa/IMOULMPOBAHHOW 3/IEKTPOHHOM NOANMCK 3ampoca O NPefOCTaBNeHUM AOKYMeHTa. Bpemsa co gHs
HanpaB/IEHMA SKCMNEPTHbIM yYpesKAeHMEM 3aMpoca B JIMYHbIM KabUHET 3aaBUTENS B €4AUHOW cUCTEME A0
OHA HanpaBAeHUA 3afBUTENIEM B JIMYHbIN KabUHET 3KCNEPTHOrO YUYPEKAEHNA B €ANHOW cUCTEME KOMUn
3aK/0YEHMA UAK KoMK cepTUdUKaTa, YKa3aHHbIX B YacTu 4.2 HACTOALWEN CTaTbU, HE YYMTbIBAETCA NpwU
NCYNCNEHMM CPOKA NPOBEAEHMSA IKCMEPTU3bI JIEKAPCTBEHHOTO CPEACTBA.

(yacTtb 4.3 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. DKcnepT nNpuv NpoBeAeHWM MOPYYEHHOM emy PYKOBOAMTE/NEM 3KCNEpPTHOro y4yperKaeHus
3KCMEepPTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBecT noJsiIHOE wuccneaoBaHmne npeacrtaB/iEHHbIX emy O6'beKTOB, maTtepunanos, AaTb
obocHOBaHHOE M OOBEKTMBHOE 3aK/loYeHWe MO MOCTaBAEHHbIM nepeg Hum BOMpOCam wUAn
MOTUBMPOBAHHOE 3aK/lo4YeHNE O HEBO3MOXKHOCTKM MnpoBeaeHUA UM 3SKCNEePTU3bl NEKAPCTBEHHOIO
cpeactea, eCain NoCTaB/1eHHbIE BOMPOCHI BbIXOAAT 3a npegenbl CneunasibHbiX 3HaHWM JKCNepTa, 06BbEeKTbI
MCCIIE,CI,OBBHI/II?I N MmaTtepuanbl HENPUTroaHbl UM HEAOCTATOYHbI ON1A nNpoBeaAeHUA I/ICCI']E,CI,OBEIHVIVI n aayun
3aKnYeHna anbo COBpEMeHHbIﬁ YPOBEHb PAa3BUTUA HAYKU HE MO3BOJIAET OTBETUTb Ha NMOCTaB/IEHHbIE
BOMNPOCHI;

2) He pasrnawarb CBeAEHMWsA, KOTOPbIe CTa/IM eMy M3BECTHbI B CBA3W C NPOBeAEHMEM 3KCNepTU3bl
NeKapCcTBEHHOTO CPE/ACTBA, a TaKKe CBeAEHMA, COCTaBAAIOLME FrOCYAaPCTBEHHYH0, KOMMEPYECKYIO UK
MHYIO OXPaHAEMYIO0 3aKOHOM TallHy;

3) obecneynTb COXPaHHOCTb NPeACcTaBAeHHbIX 0OBEKTOB UCC/IeL0BaHNI U MaTepPUanos.
6. OKcnepT He BNpase:

1) npoBOAUTb 3KCNEPTU3Y ZIEKAPCTBEHHOIO CpeacTtea no o6pau.|,eHmo HenocpeacTtBeHHO K HEMY
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opraHusaumnn nnmn Gusnyeckmx nuu,
2) camocToATeIbHO cObMpaTb MaTepuasbl ANs NPOBeAEHUA IKCNEPTMU3bl 1IEKAPCTBEHHOMO CPEACTBa;
3) NpoBOAMUTb IKCMEPTU3Y SIEKAPCTBEHHOIO CPEeCTBa B KAYECTBE HEroCy4apcTBEHHOIO 3KCMNepTa.

7. B cnyyae HeobxoAMMOCTM 3KCMepT BrpaBe XOAaTalcTBOBaTb Mepes PyKoBogUTEsNeM
3KCMEPTHOrO YUYPEKAEHNN O NPUBIEYEHMM K MPOBEAEHUIO SKCNEPTU3bl IEKAPCTBEHHOro CpeacTBa APYrnx
3KCMnepToB.

8. KarKablil aKcnepT, BXOAALWMI B COCTaB KOMMCCUMUM 3KCMEPTOB, KOTOPOM MOPYyYEeHO NpoBeaeHue
3KCMEePTM3bl NIEKAPCTBEHHOIO CPeAcTBa, HE3aBMCMMO M CAMOCTOATENbHO MNPOBOAUT MCCNEAO0BaHUA,
OUEHMBAET pPe3y/ibTaTbl, MONYYEHHbIE UM JIMYHO M APYTMMM IKCNEpTamu, u GOPMYyAMpPYeT BbIBOAbI
OTHOCWTE/IbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneLyManbHbIX 3HaHWNA.

9. Pe3ynbTaTbl 3KCNEPTU3bl NIEKAPCTBEHHOIO CPeacTBa OPOPMAAIOTCA 3aK/OYEHMEM KOMUCCUN
3KCNepToB. B 3aK/J0YEHUM KOMUCCUM 3SKCMEPTOB YKa3blBAlOTCA NepeyeHb MccneaosaHuin, obbem
NPOBeAEHHbIX KaAblM 3KCNEPTOM UCCNEA0BaHWNIA, YCTaHOBIEHHbIE KaXAbiM U3 HUX GaKTbl U cAeNaHHble
B pe3y/ibTaTe UcCief0BaHNI BbIBOAb!. DKCMEPT, MHEHME KOTOPOro He COBMNaaeT C pelleHnemM KOMUCCUM
3KCMepTOoB, BNpaBe BbiPasnTb CBOE MHEHWE B MMCbMeHHO Gopme, KOTopoe NPMOBLLAETCA K 3aKNHUEHMIO
KOMMCCMM 3KCNEepTOoB.

10. 3KcnepTbl, BXoAAlME B COCTaB KOMMUCCUM, NpeaynpexaaloTcad ob OTBEeTCTBEHHOCTU B
COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon Pepepaumm 3a gady 3aKAOMEHUA, COAEPKALLEro
HeobocHoBaHHbIe UK GanbcUdULUNPOBAHHBIE BbIBOAbI, O YEM OHW AAKOT NOAMMUCKY.

11. OnpeaeneHune ypoBHA NPOPeCCUOHANbHOM NOATOTOBKM SKCNEPTOB M aTTecTaums Mx Ha NpaBo
NpoBeAeHNA 3KCMEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEepPTHO-KBAaANOUKALMOHHbIMK
KOMMCCUAMM B MOPALKE, YCTAHOBAEHHOM COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM dpesepasbHbiM OpraHom
NCMNONHUTENBLHOW BNAacTU. YpoBeHb NpodeccMoHanbHOM NOArOTOBKM 3KCNEPTOB NOANEHKMUT NepecMmoTpy
YKa3aHHbIMM KOMUCCUAMM He perke Yem OAMH pas B NATb JieT.

12. MNpaBuna nNpoBeAeHNA 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeACTB M OCOBEHHOCTU 3KCnepTUsbl
OTAEeNbHbIX BWAOB JIEKAPCTBEHHbIX Mpenapatos (pedepeHTHbIX NeKapCTBEHHbIX MPenaparos,
BOCMPOMU3BEAEHHbIX JIEKAPCTBEHHbIX MPEenapaTos, OGMONOTMYECKMX NIEKAaPCTBEHHbLIX MPEenaparos,
61oaHanorosbix (6MONOAO6HbLIX) NEeKapCTBEHHbIX MNpenapaTtoB (b6uoaHanoros), romeonaTUYECKUX
NIeKapCTBEHHbIX NPENapaToB, NEKapPCTBEHHbIX PACTUTE/IbHbIX NPENapaTos, KOMBUHALMIA NeKaPCTBEHHbIX
npenapatos), GOPMbl 3aK/JOYEHUI KOMMUCCUM ISKCMNEPTOB YCTaHaB/AMBAIOTCA COOTBETCTBYHOLLMM
YMNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJTHUTE/IbHOM BAACTU.

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

KoHcynbTaHTlAOC: NpuMeyaHme.

Jo 31.12.2024 pna npenapatoB, nNpou3BefeHHblXx B P® B uenax wmmnoprosamelleHus,
YCTaHAB/NIMBAETCA PEXMM  YCKOPEHHOM npoueaypbl rocperncTtpaumMmM B COOTBETCTBUM  C
MoctaHoBneHnem Mpasutenoctea PO ot 12.03.2022 N 353.

Cratba 17. TMopaya M paccmoTpeHMe 3afaBJeHMA O T[OCYAapPCTBEHHOW perncrpauum
JNIeKapCTBEHHOrO npenapara A/19 BeTepUMHaApPHOro NnpMMeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NnpyMeyaHme.
MonokeHua ct. 17 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. yCayr npu
06palleHUM NeKapCTBEHHbIX CPeACTB A1 BETEPMHAPHOIO MPUMEHEHUs MNOCPeACTBOM €4UMHOTro
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noptana, npumeHsatotca ¢ 01.01.2026.

1. [Ana rocypapcTBEHHOW perucTpaumMm NeKapCcTBEHHOrO Mpenapata ANA BeTepPUHAPHOro
npPUMeHeHMA paspaboTUMK TAaKOrO J/IEKAapCTBEHHOrO MpenapaTta WMAM YNOAHOMOYEHHOE WM Apyroe
topugmyeckoe MUo (aanee B HacToALWEN CTaTbe - 3aABMTE/Ib) HAaNpaBAseT NocpeacTBomM dpeaepanbHOM
rocyAapcTBeHHOM MHPOPMALUMOHHOM cucTembl "EAMHBIN MOPTan rocyaapCTBEHHbIX U MYHULMUNAAbHbIX
yenyr (dyHRumin)" (panee - eanHbI NopTan) B yNOJHOMOYEHHbIN dpeepasbHbiii opraH UCMONHUTENbHOM
B/1ACTU 3asBAIEHWE O FOCYLaPCTBEHHON pPErMcTpaumm NeKapCTBEHHOrNO npenapaTa 4158 BETEPUHAPHOTO
NPUMeHeHNA, MNOAMUCAHHOE YCUAEHHON KBanUUUMPOBAHHOM 3NEKTPOHHON MNOAMUCHIO, a TaKkKe
OOKYMEHTbI, U3 KOTOpPbIX GOPMUPYETCS PEerMcTpaumMoHHOe A0Cbe Ha /SIEKAPCTBEHHbIM npenapat anA
BETEPUHAPHOIO NPUMEHEHMUS.

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

2. B 3aAB/IeHNN O rOCYAapCTBEHHOM PerncTpaumm 1eKapcTBEHHOMO Npenaparta 410 BeTepUHapHOro
NPMMEHEHWA YKa3blBatOTCA:

1) HanmmeHoBaHMe M agpec 3assuTens, paspaboTuMka W MNPOM3BOAMUTENSA NIEKaPCTBEHHOMO
npenapata A0 BETEePUHAPHOro MPUMEHEHMA W adpec MecTa OCYLLeCTBJAEHMS MPOM3BOACTBA
/IeKapCcTBEHHOrO Mpenapata A/1A BeTepMHAPHOrO MPUMEHEHUA (B C/Aydyae HaAMuMA  HEeCKOJIbKUX
YUYaCTHMKOB NpoLecca NpoM3BOACTBa HEOBXOANMMO YKa3aTb KaX40ro U3 HuX);

2) HauMmeHOBaHMe  /IeKapCTBEHHOro npenapata A4A  BETEPUHAPHOTO  MPUMEHEHMUs
(MeXxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNMPOBOYHOE, WAU  XMUMMYECKOe U  Toprosoe
HaMMeHOoBaHuA);

3) nepeyvyeHb ﬂ,eVICTByIOU.LMX M BCNOMOraTe/ibHbIX BEWECTB, BXO4AWNX B COCTAB /1IEKAPCTBEHHOIO
npenapaTta AaAa BETEPUHAPHOIoO NpUMeEHEHUA, C YKa3aHNEM KO/IMYEeCTBA KaXX40ro U3 HuX;

4) nekapctBeHHasa ¢opma, A03MpPOBKa, CMOCO6bl BBEAEHWA M MPUMEHEHMA, CPOK FOAHOCTM
NleKapcTBEHHOro npenapaTa A1 BEeTEPUHAPHOro NPUMEHeEHMS;

5) dbapmaKkoTepaneBTUYeCKas rpynna;

6) He06X04MMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl S3KCNEPTU3bl 1EKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncTpaLmm ekapcTBeHHOro npenapara;

7) KONMM AOKYMEHTOB, NOATBEPHKAAOLLMX YNNATY rOCYAapCTBEHHOW NOWAUHbI:

a) 3a npoBefeHMe IKCMepTM3bl KayecTBa JIeKapPCTBEHHOIO CPeACcTBa WM 3KCMEepTM3bl OTHOLIEHUA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHUSA JIeKaPCTBEHHOTO NpenapaTta A1 BETepUHAPHOTO
NPYMEHEHWA NPU ero rocyapcTBEHHON perncTpaunm;

6) 3a Bblgauy perncTpaLmMoHHOrNO yA0CTOBEPEHWA IEKAPCTBEHHOTO NPenapara;

8) Hanuuue cornacuA, NPeAyCMOTPEHHOrO 4YacTblo 7 HacToAWwel CTaTbM, €CAM C MOMEHTa
pernctpaunmn pedepeHTHOro NeKapcTBEHHOro Mnpenaparta 4/1a BEeTePMHAPHOro MPMMEHEHUA MPOLLIO
MeHee YeM LLecTb feT.

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

3. PernctpaunoHHoe A0Cbe B LIeNAX 3KCNepTM3bl IeKapCTBEHHOro npenaparta 411 BeTepuMHapHoro
npumeHeHnsa GopMmUpPyeTCs U3 CeayoWmxX 4OKYMEHTOB U CBEAEHUN:
(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBeageHunAa o aate npeaocraBineHnAa n permctpaymoHHOmM Homepe MUEH3NN Ha Npon3sBoacTso
NEeKapCTBEHHbLIX CpeacTs, ﬂpe,ﬂ,OCTaBﬂeHHOVI npon3soguTeNnto pPErnmcTpupyemoro /eKapCcreBeHHOro
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npenapara 4711 BEeTEPUHAPHOTO NPUMEHEHUS, AN POCCUICKMUX NpoM3BOgUTENEN;
(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2) cBegeHMA O AaTe NpefoCTaB/eHUA U PErUCTPALMOHHOM HOMEPE NINLEH3UM HA NPOU3BOACTBO
NIeKAPCTBEHHbIX CPEeACTB, MNpPefoCTaBNEHHOW npousBoguTento  ¢dapmaueBTUHECcKOM cybcTaHumu,
BXOAALWEN B COCTAaB PErMCTPUPYEMOTO JIEKAPCTBEHHOTO MpenapaTta A/1a BETEPUHAPHOIo NPUMEHEHMUS,
AN POCCUMCKMX NpousBoaguTeNe;

(B peq,. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2.1) Konua [OKYMEHTa, BblAAHHOTO YMNOJIHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA ANA
Ka)XgolM MpOM3BOACTBEHHOM MAOLWAAKM  PErUCTPUPYEMOrO  JIEKAPCTBEHHOTO  Mpenapata  Anaa
BETEPMHAPHOIrO MPUMEHEHMA U NOATBEPKAAIOLLErO COOTBETCTBME MPOU3BOAUTENA JIEKAPCTBEHHOTO
npenapara TpeboBaHMAM NpaBWI Hagnexallelh NPoOn3BOACTBEHHOM NPAKTUKM, U ero NepeBod, Ha PyCCKUi
A3blK, 3aBepPeHHble B YCTAHOBAEHHOM MOPAAKE, a TaKXe KOMWA 3aK/JOYEHUA O COOTBETCTBUM
Npou3BOAUTENA NEKAPCTBEHHbIX CPeACTB TPebOoBaHMAM MpaBWUA HagJjerkalleld npou3BOACTBEHHOWM
NPaKTUKWN, BblAAHHOIO YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENIbHOM BAACTU ANA KaXKa0M
NPOM3BOACTBEHHOM NAOWAAKN PErUCTPUPYEMOrO JeKapCTBEHHOrO MNpenapata Ala BeTepuMHapHOro
npumeHeHusn, nMbo KonuaA pelleHns o NPoBeAEHNUN UHCMEKTUPOBAHMA NPOU3BOAMUTENA NEKAPCTBEHHbIX
CPeACTB, MPUHATOrO YNOAHOMOYEHHbIM desepanbHbIM OPraHOM UCMONHUTENIbHON BNACTU ONA KaXKaoMh
NPOM3BOACTBEHHOM NAOWAAKN PErUCTPUPYEMOTrO JeKapCTBEHHOrO MNpenapata A/a BeTepuMHapHOro
npMmeHeHus. YKasaHHble AOKYMEHTbI NPeACcTaBAAKOTCA B CAyYae, eCiM NPOM3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyLlecTsnAeTca 3a npegenamm Poccuniickon ®epepaymm;

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

2.2) Konus [JOKYMEHTa, BblAaHHOrO YMNOJHOMOYEHHbIM OpPraHoOM CTpaHbl MPOU3BOAUTENSN
dapmaueBTnyecKomn cybcTaHumm " NoATBEPKAAIOLLETO COOTBETCTBUE npousBoaAnTens
dapmaueBTMHECKOM cybCTaHLMKM, BXOAALLEN B COCTAB PETMCTPUPYEMOrO JIEKAPCTBEHHOTO npenaparTa Ana
BETEPMHAPHOro NpUMeHeHUs, TPeboBaHUAM NPaBM HaZeXKallen NPOM3BOACTBEHHON NPAKTUKK, U €ro
nepeBoj Ha PYCCKMI fA3blK, 3aBePEHHblE B YCTaHOBAEHHOM TMOPAAKE, B C/yyae, eciv NpPou3BOACTBO
dapmaLeBTMUECKOM CybCTaHLMKM OcyLecTBAAETCs 3a Npegenammn Poccuiickoin ®eaepauymm;

(n. 2.2 BBegeH ®eaepanbHbiMm 3akoHOM OT 04.06.2018 N 140-d3)

3) NpOEKT HOPMAaTMBHOIO AOKYMEHTA Ha JleKapCTBEHHbIM npenapaT Aaa BeTepuHapHOro
NPUMEHEHUS;

4) DOKYMEHT, coAeprKalmii cnegyrolyto MHGopmMaumio o dpapmMaLeBTUYECKON cybCTaHUUN UK
dbapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTaB IeKapCTBEHHOrO Npenaparta AN BETEepPUHaAPHOro
NPUMEHEHUA:

a) HaummeHoBaHuWe dapmMaLeBTMYECKOM CcybCcTaHUMKW, ee CTPYKTypa, ob6lime cBoicTBa (npwu
rocy4apCTBEHHOM  pernctpaumMm  MMMYHOOMOMIOTMYECKUX  JIEKAPCTBEHHbIX  NpenapaTtoB  Ans
BETEPUHAPHOIO MPUMEHEHUA NPEeACTaBAAOTCA CBEAEHMA O LITAaMMe, BK/OYas ero HauMeHOBaHWe,
MHPOPMaLMIO O MPOUCXONKAEHUMN, ETO CBOMCTBAX, XapPaKTEPUCTUKAX U MeCTe AeNOHUPOBaHUSA);

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

6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOINMA Npon3sBoacTtea C onnCaHnem CTa/.'l,Mﬁ npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaanAX NponsBoacCTBa;

r) uHdpopmauma o npumecax (He npeacTaBNAeTCA MPUM  FOCYAAPCTBEHHOW perMcTpauun
MMMYHOBMONOTMUYECKUX IEKAPCTBEHHbIX NMpenapaTos A4/1A BEeTePUHAPHOro NPpUMeHeHUs);
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmrKkauma Ha bapmaueBTUYEcKyto cybcTaHUMIo (He npeacTaBaseTca Npu rocy4apCTBEHHOM
perncTpaunmn MMmyHobMoNOrMUYECKNX IeKapPCTBEHHbIX NPenapaTos AN BETePUHAPHOro NPUMEHEHUS);
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(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
e) onncaHne MeToAMK KOHTPO/IA KavecTBa;

) pesynbTaTbl aHa/iM3a cepuii papmaueBTUYECKoW cybcTaHuMM (He npeacTaBaalTcA npu
rocyJapCTBEHHOM  pernctpaumMm  MMMYHOBMONIOTMYECKMX  JIEKAPCTBEHHbIX  NpenapaTtoB  gAs
BETEepPMHaApPHOro NPUMeEHeHUA);

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

3) nepeyeHb CTaHAAPTHbIX 06Pa3LLOB NN BELLECTB, UCMNOJIb3YEMbIX NPU OCYLLECTBAEHUMU KOHTPOA
Kayecrsa;

M) ONMUCaHMe XapakKTepncTmuk n CBOWCTB YNaKOBOYHbIX MaTepPMaNOoB U YKYNOPOYHbIX CPEACTB,

K) QAaHHble O CcTabuabHOCTM (He nNpPeacTaBAAOTCA MNPU  TOCYAAPCTBEHHOW perncrpaumm
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETePMHAPHOIO NpUMeEHeHNn);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK roAHOCTK, YCAIOBUA XPAHEHWS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW npoueaype perucTpaumm BOCMPOU3BELEHHOrO MpenapaTa AOMNycKaeTca
HenpeAcTaBleHMe ONUCaHMA METOAOB U UX AOKYMEHTA/NIbHOrO NOATBEPXAEHWUA, NPU NMUCbMEHHOM
06s3aTeNnbCcTBE UX NPEACTaBUTb B TeyeHMe 12 mecaueB co AHA peructpaumu (MocTaHoBneHWe
Mpasutenbctea PP ot 12.03.2022 N 353).

5) oTyeT 0 pe3synbTaTax [AOKJAMHUYECKOrO WCCAeA0BaHUA /IeKapCTBEHHOrO cpeacTsa  AnA
BETEPUHAPHOro MPUMEHEHUSA, BKAKOYAIOLWMIA ONUCaHME METOA0B onpeaeneHna oCTaTOUYHbIX KOMYeCTs
OEVCTBYIOLLIEro BellecTBa (OEMCTBYHOLMX BeLWecTs), [AOCTUraloWero (AO0CTUralolWmMX) CUCTEMHOTO
KPOBOTOKa, B MpoAyKUMN XKUBOTHOIFO MNPOUCXOXKAEHUNA nocne npumeHeHUA TaKoro NeKapCTtBeHHOro
CPeACTBa, a TaKXe AOKYMEeHTa/IbHOe NoATBepKAeHMe (Bainaauma) yKkasaHHbIX MeToA40B;

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

6) oTyeT O pesynbTaTax KAWMHWYECKOTO WCCNefOBaHMA JIEKapCTBEHHOrO npenapata Ans
BETEPUHAPHOIO MPUMEHEHUA Y KaXA0ro BUAA *KMUBOTHbIX, YKa3aHHbIX B MHCTPYKLMK MO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) nNpPOEKT MHCTPYKUMM NO BETepUHAPHOMY TMPUMEHEHMIO JIEKAaPCTBEHHOro npenapara,
coAepKallei cnegyowme ceBeaeHun:

a) HaMmeHOBaHWe  NIeKAapCTBEHHOro  npenapata [A1A  BETEPUMHAPHOrO  NPUMeHeHus
(MexayHapoaHoe HenaTeHTOBaHHOE, WAM  TPYNMMPOBOYHOE, WAM  XUMMYECKOe W  Toprosoe
HaMMeHOoBaHuA);

6) NEeKapCTBEHHAA d)opma C YKasaHunem HaMMEHOBAHWIN U KOJINYECTBEHHOIO COCTaBa ILI,EVICTBVFOLLI,I/IX
BeuLeCTB M Ka4eCTBEHHOIO COCTaBa BCMOMOTaTe/IbHbIX BELWECTB,

B) OMNncCaHme BHeELWHero Bnaa 1EKapCTBEHHOIO NpenapaTta AN1A BETEPUHAPHOIo NpuMeHeHUA;

r) dapmakoTepaneBTUYeCKas rpynna IeKapCTBEHHOIO NPenapaTta 411 BETEPUHAPHOIO NPUMEHEHMUSA
WU YKa3aHMe "romeonaTtMyeckmin IeKapCcTBEHHbIN nNpenapaT”;

a)  dapmakogMHammMKa U GapMaKOKMHETMKa (3@  MCKAYeHMemM  papMaKOKUHETUKMU
romeonaTMyYecknx JIEKAPCTBEHHbIX MPEnapaToB M PaCTUTE/IbHLIX JIEKAPCTBEHHbIX Mpenapartos) Wau
onuncaHve MMMYHOBMONOTMYECKUX CBOMCTB IEKAPCTBEHHOTO Npenapara;
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€) NoKasaHusA anA NPUMEHeHUsn;
) NPOTMBONOKAa3aHUA A8 NPUMEHEHWS;
3) mepbl NPELOCTOPOKHOCTU NPU NPUMEHEHWUN;

1) yKasaHne BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHUA Y BepeMEHHbIX }KUBOTHbIX, Y *KUBOTHbIX B
nepuog, NakTaumm, y NOTOMCTBA KMUBOTHbIX;

K) pekum [031poBaHuMA, cnocob BBeAEHUA N NPUMEHEHUSA, NP HEOBXOAMMOCTM Bpemsa npuema
JleKapCcTBEHHOro Npenapara 410 BeTepMHapHOro NpUMeHeHNA, NPoA0IKUTENIbHOCTb IeYeHUs;

I'I) BO3MOXHble NOB6OYHbIEe AEVICTBMH, HeXXenaTtenbHble peakunn npu npuMmeHeHnn 1eKapCrtBeHHOro
npenaparta 4nAa BETEPUHAPHOIo NPpUMEHEHNA;

M) CMMNTOMbI NEepPeso3nPOBKM, Mepbl MO OKa3aHWI0 MOMOLLM MPU Nepeso3npoBKe;
H) B3aMMOAeCcTBME C APYrMMU NeKapCTBEHHbIMK NpenapaTaMmn 1 (Man) Kopmamu;
0) GopMbI BbIMyCKa NE€KAaPCTBEHHOTO NpenapaTa 419 BEeTEPUHAPHOIO NPUMEHEHUS;

n) ykasaHue (nNpu HeobxoaMmocTu) ocobeHHOCTel AelCTBMA NeKapCTBEHHOro npenaparta gnA
BETEPUHAPHOr0 NPMMEHEHMA NPU NEPBOM NPUEME AN NPU €r0 OTMEHE;

p) onucaHune (Npn HeobxoaAMMOCTU) AEACTBMIA cneunanmcta B 061acTn BeTepuHapun, BAagenbLa
KMBOTHOFO MNPW NpPOMyCKe NnpuMema OAHOM MAM HEeCKONbKMX [A03 JIeKapCTBEHHOro npenapata AnA
BETEPUHAPHOrO NPUMEHEHMUS;

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

C) CPOK TOAHOCTM W YyKasaHMe Ha 3anpeT MPUMEHEHMs JIeKapCTBEHHOrO npenapaTta A4/
BETEPUHAPHOIO NPUMEHEHUSA MO UCTEYEHUN CPOKA rOAHOCTY;

T) YCNOBMA XpaHeHus;

y) YKa3aHWe Ha HeO6XO,EI,MMOCTb XpPaHeHWA NEeKapPCTBEHHOIO npenapaTta ANA BETEPUHAPHOro
npuMmeHeHnA B MeCTax, HEQOCTYNMHbIX ANA p,eTeﬁ;

¢) ykasaHue (npu HeoHXOAMMOCTM) CheumanbHbIX Mep NPEeLOCTOPOXKHOCTU MPU YHUUTOKEHUU
Hencno/ib30BaHHbIX IEKAPCTBEHHbIX NPENnapaTos A/ BETEPUHAPHOTO NPUMEHEHUS;

X) CPOKM BO3MOXHOIo UCNOJ1Ib30BaHMA NPOAYKUNU XKNUBOTHOIO NPOUCXOXKAOEHNA nNocne BBedeHUA
HKNBOTHOMY JIEKAPCTBEHHOIO NpenapaTta 4214 BETEPUHAPHOIO NPUMEHEHUA;

L) yCNoBMA OTNYCKa;

l-I) HanmeHoBaHNA U ajpeca Npon3BoACTBEHHbIX MAOWAAOK MNpounssoauTenAa NEKaApPCTBEHHOIO
npenapaTta AnAa BeTeEPUHAPHOIo NpMMeHEHUA;

W) HaMmeHOBaHWe, agpec OpraHM3auMu, YMNoJHOMOYEHHOW JepxaTenem WAWU BAageNblem
PEerucTpaLMoHHOrO  YAOCTOBEPEHUSA NIeKapCTBEHHOro MpenapaTa Ha NPUHATME NpeTeH3uin oT
nortpebutens;

8) NpoeKTbl MaKeTOB NePBUYHOW YMAKOBKM U BTOPUYHOM YNaKOBKM N1EKAPCTBEHHOTO NpenapaTa As
BETEPUHAPHOTO NPUMEHEHUS;

9) cneaylowme cBeaeHMA 0 NeKapCTBEHHOM Npenapare 418 BeTepUHapHOro NpUmeHeHus:

a) OMNnUCaHme N CoCTaB JIEKAPCTBEHHOIO NpenapaTta ANA BeTeEPUHAPHOIo NpuMeHeEHNA;
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6) onvcaHne dapmaLeBTUYECKOM Pa3paboTKu;

B) onNucaHuMe npoLecca NPoM3BOACTBA U ero KOHTPOASA, NOANUCaHHOE B NOPAAKE, YCTaHOBNEHHOM B
COOTBETCTBUM C YacTbio 1 HacToALLElN cTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPOAS KPUTUYECKMX CTaAui NPOU3BOACTBA M MPOMEXKYTOYHOW MPOAYKLUMK,
noAnucaHHoe B NopaaKe, YCTaHOB/IEHHOM B COOTBETCTBUM C 4aCTblo 1 HAacToALLEN CTaTby;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMeHOBaHWA M agpeca pa3paboTumKa, AepyKaTens WAW Bnajesblia PerncTpaumMoHHOro
YOOCTOBEPEHNA  IEKAPCTBEHHOTO  MNpenapaTta, MNPOW3BOACTBEHHbLIX MAOWALOK  MPOM3BOAMTENA
NIeKApCTBEHHOrO NpenapaTta ANs BETEPUHAPHOIO NPUMEHEHMUA C YKAa3aHWEM CTagMi TEXHOIOMMYECKOTO
npoLecca, OCYLLEeCTBAAEMbIX HA MNPOWM3BOACTBEHHbIX NJOWAAKAX MNPOU3BOAUTENA NIEKAPCTBEHHOTO
npenaparta AN BETEPUHAPHOIO NPUMEHEHMUS;

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

e) papmaLeBTMYECKan COBMECTUMOCTb;
) MMKPOBKNONOTNYECKME XapaKTEPUCTUKN;
3) maTepuanbHbiit 6anaHc 4nA NPOM3BOACTBA CEPUMN FOTOBOMO MPOAYKTa;

M) ONMUCaHne XapakKTepnCTuk n CBOMCTB YNaKOBOYHbIX MaTePUNANIOB N YKYNOPOYHbIX CPEACTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpaumm Mo YCKOPEHHOM mnpoueaype AOMNyCKaeTcAa HenpeacTaBieHWe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "k" n. 94. 3 cT. 17, npu ycnoBMUm NUCbMEHHOTO 06A3aTeNbCTBA UX NPEA0CTaBUTb
B TeueHune 12 mecaues co aHa pernuctpaumm (MoctaHosneHue Mpasutenbctsa PO o1 12.03.2022 N 353).

K) LOKYMEeHTa/IbHOe NoATBepKAeHMe (BanaaLums) NpoLeccoB 1 (MaKn) Ux OLEeHKa;

Nn) TpeboBaHMA K KayecTBy BCNOMOraTe/ibHbiX Bellect8 (cepTuduKkart, cneunduKauma Ha
BCMOMOraTe/ibHble BellecTsa 1 ux obocHoBaHue);

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpauum nNoO YCKOPEHHOW Mpoueaype ALOMNYCKAeTca HenpeacTaBneHuMe [AOKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 ct. 17, Npu yCcnoBMM MNUCbMEHHOro obA3aTenbcTBa UX
npenocTaBuTb B TedeHue 12 mecaues co AHs peructpauum (MoctaHosneHue lMpasutenbctea PP ot

12.03.2022 N 353).

M) dHaIUTU4ECKne MeTogunKku, wucnosblyemblie MNpn  OCyWEeCTBIEHMN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpauym no YCKOPEHHOW Mpoueaype A[OMNYCKAeTca HenpeacTaBNeHuMe [O0KYMEHTOB,
npeaycMoTpeHHbIx nn. "H" n. 9 4. 3 cT. 17, np1 ycAoBUM NMCbMEHHOTO 06A3aTeNIbCTBA UX NPeaoCTaBUTb
B TeueHune 12 mecaues co aHs peructpaumm (MocraHosneHune Mpasutenbctsa PO o1 12.03.2022 N 353).

H) AOKyMeHTasbHOe noATBepKaeHune (Banngauma) aHaMTUYECKMX MEeTOAMK, UCMOAb3yeMbIX Npu
OCYLLECTB/IEHMM KOHTPO/IS KayecTBa BCMOMOraTe/IbHbIX BELLECTB;

0) MH(I)OpMaLI,VIﬂ 06 MCNoNb30BaHMM BCMOMOraTeNbHbIX Belwecrts 4enoseyeCkoro m XMBOTHOIO
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NPOUCXOXKAEHWSA;
n) yTpatun cuny. - PegepanbHbliii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHWA K KauyecTBy /NEKAPCTBEHHOrO Mpenapata AAA BETEPUHAPHOIO MNPUMEHEHUA
(ceptTndukar, cneumdmkaLma Ha NeKapPCTBEHHbIM NpenapaT n ux o6ocHOBaHKe);

C) aHanUTUYecKMe MEeTOAMKM, WCMO/b3yemMble MpPU  OCYWECTBNEHUM KOHTPOAA KadecTsa
NleKapcTBeHHOTro npenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

KoHcynbTaHTMAOC: NpUmeYaHme.

Mpu perncTpaumm Mo YCKOPEHHOM npoueaype AOMNyCKaeTcA HenpeacTaBleHWe [OKYMEHTOB,
npeaycMmoTpeHHbIx nn. "1 n. 9 4. 3 ¢1. 17, npy ycI0BUM NMCbMEHHOTO 0653aTe/IbCTBa UX NPEA0CTaBUTb
B TeueHue 12 mecaues co aHs peructpaumm (MocraHosneHune Mpasutensctea PO o1 12.03.2022 N 353).

T) AOKYMeHTabHOe noATBepKaeHue (Banngauma) aHaAUTUYECKUX METOAMK, UCNOJb3yeMbliX Mpu
OCYLLECTBNEHMM KOHTPOA KayecTBa IeKapCcTBEHHOTO npenapaTa A1 BEeTEPUHAPHOro NPUMEHeHUS;

y) MIOKYMEHT, MOATBEPXAAIWMNIA KauecTBO JIeKapCTBEHHOro npenapaTta Tpex MPOMbILLIEHHbIX
cepwii (MPOTOKO aHaM3a UK CePTUPUKAT aHaN3a), 0AHa Cepmsa KOTOPOro AO0/IKHA COBMNaAaTh C cepueit
obpa3ua NeKkapcTBEHHOro npenapara, NoJaHHOro Ha PErncTpaLuio;

) XxapaKTepucTnka npumecein;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNOoNb3yemMblX NMPU OCyWECTBNEHUN KOHTPONA Ka4decCTBa
NNEKAPCTBEHHOrIO Npenaparta AnAa BETEPUHAPHOIo NpMeHeHuA,;

KoHcynbTaHTlAtOC: NpuMeyaHme.

Mpu yckopeHHO!M npoueaype perncrTpauMmM BOCMPOM3BEAEHHOrO npenapaTta /AonycKaeTcs
HenpeacTaBNeHNE CBeAEHWI, NpeaycMoTpeHHbix nn. "u" n. 9 4. 3 ct. 17, Npu NUCbMEHHOM
0b6s3aTeNbCTBE MX MPEAoCTaBUTb B TedeHne 12 mecsaueB co AHA peructpaumm (MocTtaHoBneHue

MpaBuTtenbctea PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTU NNEKAQPCTBEHHOrO Npenaparta ANnAa BETEPUHAPHOIo NpuMeHeHuA,

10) Konua [OOKymeHTa, coaeprawero MHPopmauuio O Haanumm unm ob oTcyTCcTBMM daKTOB
perncTpaunmn nekapcTBEHHOro npenaparta 418 BeTepUHapPHOro NnpumeHeHus 3a npegenamm Poccuiickoi
depepauny;

11) cornacme B nnUcbmeHHON dopme, NPeayCMOTPEHHOE YacTbio 7 HacToALLEN CTaTbM, B C/ydae
perncTpauumn BoCNpom3BeAeHHOro IeKapcTBEHHOro npenapaTa;
(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTa HA PYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAaHOB/JEHHOM MOpsAKe U
NOATBEPKAAIOLWLEr0 NPAaBOMOYHOCTb 3asB/NEHUA O TFOCYLAPCTBEHHOM PErucTpauymn eKapCTBEHHOTO
npenapara 4/1a BeTepnHapHOro NpUmeHeHnn (40BEPEHHOCTD);

KoHcynbTaHTlAOC: NpumeyaHue.

[0031.12.2030 pocCMNCKMM NPOM3BOANTENAM PA3PELLEHO He NPeACTaBAATb CBEAEHUA B COOTBETCTBUMN
c n 13 4. 3 cr. 17 npu perucTpauum UMMYHOOMONOTMYECKUX NEKAPCTBEHHbIX MpenapaToB
(MocTaHoBneHwue MpasBuTtenbctea PO ot 12.03.2022 N 353).

13) cBeAeHMs O TOCYAAPCTBEHHOW PEerucTpaumm  reHHO-MHKeHepHO-MOAaNPULMPOBAHHBIX
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OpraHM3MoB, MpefHa3Ha4YeHHbIX A4 BbIMyCKa B OKpyKatowyo cpeay (npu rocygapcTtBeHHOM
pPerucTpaunm IeKapCTBEHHbIX MNPENapaTtoB A/lA BETEPUMHAPHOTO MPUMEHEHUA, MNOJYYEHHbIX C
NPMMEHEHNEM  TEHHO-UHXEHEPHO-MOANPUUMPOBAHHbBIX OPraHM3MOB WAW  COAEpPMKALMX TaKue
OpraHu3mbl).

(n. 13 BBegeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. MNpu nposeAeHWM YCKOPEHHOM Mpoueaypbl 3KCNEPTU3bl /SIEKAPCTBEHHOrO npenapaTa Aaa
BETEPUHAPHOIO NPUMEHEHMs (33 WCKlOYEeHMEM JIeKapCTBEHHOrO mnpenapaTta A/1A BeTepUHapHOro
NPUMeHeHUn, YKa3aHHOro B YacTu 4.1 HacToAwWen cTaTby) B LEeNnax ero rocyaapcTBEHHOW perncrpaymm
BMeCTO OT4eTa pa3paboTumKa o pesynbTaTax 4OKANHUYECKOrO UCCAe0BaHMA NEKAPCTBEHHOIO CPeACTBa
0N BETEPMHAPHOro MPUMEHEHMA MOMKET ObiTb npeacTasneH 0630p Hay4yHbIX PaboT O pesynbTatax
OOKNMHUYECKOro uccnefoBaHna pedepeHTHOro JIeKApPCTBEHHOrO npenapata AlAa BeTepUHAPHOro
NPMMEHEHMA, 3 BMECTO OTYETa O pe3y/ibTaTaxX KIMHUYECKOro UCCIeJ0BaHNA NEKAapCTBEHHOro npenaparTa
ONA  BETEepMHaApHOro MNPUMEHEHWA OTYET O pesyabTaTax WCCAefOBaHUN OGUO3KBMBANEHTHOCTU
BOCMpPOM3BEAEHHOrO JIEKAapCTBEHHOTO Npenaparta 4/19 BETEPUHAPHOIO MPUMEHEHUA.

(B pen,. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-3, ot 28.04.2023 N 171-93)

4.1. Mpu npoBeAeHUN YCKOPEHHOM Npoueaypbl 3KCNEpPTU3bl SeKapCcTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHUA, NpeaHasHaYeHHOro ANA NeYeHna A0OMALIHUX XUBOTHbIX, onpeaeneHHbIX
depnepanbHbiM 3aKoHOM OT 27 aekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM O06palleHMU C
YKUBOTHbIMW N O BHECEHUW U3MEHEHUI B OTAENbHble 3aKoHoAaTeIbHble aKTbl Poccuitickoin depepaumn”,
M 3aperucTpMpoBaHHOrO B KayecTBe JIeKapCTBEHHOro npenapata Ana MeAMUMHCKOro NpUMeHeHus, B
LeNsAx ero rocy4apcTBeHHoN perncTpaumm BMecTo otyeTa pa3paboTymKka o pesyabTaTax 4OKAMHUYECKOro
nccneoBaHNA NeKapcTBEHHOMO CpeacTBa A1 BeTePUHaAPHOro NpumeHeHUa MoryT 6biTb NpeacTaBAeHbl
pe3ynbTaTbl AOKAMHUYECKOTO WCC/Nef0BaHUA COOTBETCTBYIOLLErO JIeKapCTBEHHOTO CpeacTsa  Ana
MEAMUMHCKOTO MPUMEHEHUS, a BMECTO OT4eTa O pesyabTaTax KAWHWYECKOro MCCciefoBaHUs
JIeKapCTBEHHOro npenapaTta Aas BETEPMHAPHOro NPUMEHEHUs - 0630p Hay4yHbIX pPaboT o0 pesysbTaTax
KMHUYECKUX UCCNeL0BaHUI NIeKapCTBEHHOro npenapata 414 MeAUUMHCKOTO MPUMMEHEHUSA Ha BUAaX
YKMBOTHbIX, KOTOPbIM NMpeaHa3HavYaeTca nccaeayemblii 1€KapCcTBEHHbIN Npenapar.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM OT 28.04.2023 N 171-93)

5. Ha aKkcnepTusy pasaunyHbIx IeKapCcTBEHHbIX GOPM OLHOTO U TOTO »Ke JIEKAPCTBEHHOTO Npenapara
ANA BETEPUHAPHOIo NPUMEHEHMSA 3aABUTENb NPEACTABNAET OTAENbHbIE 3aABAEHUA U PETUCTPALMOHHbIE
[AOCbe Ha KaXayto NekapcTBeHHyto dopmy. Mpu yCaoBUM OA4HOBPEMEHHOM NOAAYM Ha IKCNEPTM3Y OA4HOM
NeKapcTBEHHOM GOpPMbl  C  Pas3MYHbIMUM  O03MPOBKOM, KOHUEHTpauuei, obbemom 3aaBuTENb
npeacTaBnseT OA4HO 3asAB/NEHWE M PErucTPaLMOHHOE [AOCbe C MPUAOMKEHWEM MAKETOB MepBUYHOM
YNaKoBKM W BTOPUYHOW YMNaKOBKW. Ha maKeTax MNepBMYHOM YMNaKOBKM M BTOPMYHOMN YMNaAKOBKM
YKa3bIBalOTCA BCe NPOM3BOAMMbIE A03UPOBKU, KOHLLEHTPALMM, 06BbeMbI M KOIMYECTBO 403 B YNaKOBKe
NleKapcTBEHHOTO NpenapaTa AN BETEPUHAPHOro NPUMEHEHMS.
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B ciiyyae HenpeacTaBieHUn C 3asBIEHNEM O TOCYLAaPCTBEHHONW pPerucTpaummn eKapcTBEHHOTo
npenaparta ANs BETEPUHAPHOTO NPUMEHEHWUA AOKYMEHTOB, MOATBEPKAAIOLWMX YNAATY rocyAapCTBEHHOM
MOLUJIMHbI M YKA3aHHbIX B NMYHKTE 7 4acTW 2 HaCTOAWEN CTaTbM, CBEAEHUIA O JIMLEH3UAX, YKA3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacTOALLEN CTaTbK, A TaKKe BblgaBaemMbix (MpeaocTaBaaembix) yNoJHOMOYEHHbIMM
denepanbHbIMU OpraHaMy UCMONHUTENLHOW BNACTU AOKYMEHTOB (CBeAeHMWI), yKasaHHbIX B MyHKTe 2.1
YyacTM 3 HacToAlel CTaTbM, YMNOJHOMOYEHHbIV ¢enepasbHblii OpraH MWCNONHUTENIbHON BAACTU
3anpallMBaeT yKasaHHble JOKYMEHTbI (CBeLeHUn) B NOPALKE MEKBELOMCTBEHHOIO MHPOPMALMOHHOTO
B3aMMoZencTaus.

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

7. He ponyckaeTcA MCNOAb30BaHME B KOMMEPYECKMX ULenax uHbopmaumMm O pesynbTaTax
AOKNIMHUYECKMX UCCNeA0BaHNIA NEeKAaPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNeA0BaHUIN eKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOro NPUMEHEeHWA, NpeacTaBAeHHOMN 3asBUTeNeM ANA rocyAapCTBEHHOM
perucTpauum nekapcTBeHHbIX npenapatos, 6e3 ero cornacua B TedeHMe LWeCTM feT C  AaThl
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rocyAapCTBeHHOM pernctpaunm pedpepeHTHOro ieKapcTBEHHOro npenapaTa B Poccuiickoli degepaumm.

8. [lepkaTenb nnv Bnagenew, perucTpaLMoHHOro ya0CToBeEPEeHMA IeKapCTBEHHOMO npenapara a4aA
BETEPUHAPHOIo NPUMEHEHUS NPeACTaBAAET B YNOJHOMOYEHHbIN deaepanbHblli opraH UCNONHUTENbHOM
B/1ACTW OTYET Mo pe3ysibTatam GpapmakoHag30pa OAUH pPas B WECTb MeCALEB B Te4eHMe AByX /IeT nocne
rocyapCTBEHHOMN perncTpaumm N1eKapcTBeHHOro npenapaTta B Poccuitickont Pepepaumn, 3atem exkerogHo
B TEYEHME NOCNEAYIOLLMX TPEX NIET U B Ja/IbHENLLIEM OAUH pa3 B TPW roja.

(yacTb 8 BBeaeHa PegepanbHbiM 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 3asB/IeHUMA O TOCYAapCTBEHHOW perncrpauumu
JNIeKapCTBEHHOro npenapara A1 MeAULMHCKOro NpMMeHeHUsA
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [AnAa rocynapCTBEHHOW pPerucTpaummM JIeKapCcTBEHHOro npenapata Aaa MeAMLMHCKOro
NPUMEHeHNA pUaANYEecKoe Lo, AeUCTByoWee B COBCTBEHHbIX MHTEpecax WM ynoJIHOMOYEeHHoe
NpeAcTaBATb UHTEPeCbl APYroro HPUANYECKOro nLa M 3aABAAlOLLEE JIEKAPCTBEHHbIN npenapaT Ha
rocyJapCTBEHHYIO perucTpaumio (ganee B HacTosAwen cTaTbe - 3asBUTENb), NpeacTaBaseT B
YNOJIHOMOYEHHbIN defepasibHbIi OpraH UCNOJHUTENIbHOW BAACTU, OCYLLLECTB/IAIOWMIA roCyaapCTBEHHYIO
PervcTpaumio 1eKapcTBEHHbIX MpenapaToB AN MeULUMHCKOTo NPUMEHEHUSA, B 3/IEKTPOHHOM dopme 1 Ha
6yMaXKHOM HocuTese 3asB/ieHMe O roCyAapCTBEHHOW PerucTpaumm NeKapcTBEHHOro npenaparta gnas
MEANUMHCKOTO NMPUMEHEHUA, a TaKXKe B nopsagKe, YCTaHOBAEHHOM YMOJHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMOJIHUTE/IbHOM BAACcTU, B 3/1€KTPOHHOM dopme u Ha bymaxkHOM HocuTene Heobxoammble
OOKYMEHTbI, U3 KOTOPbIX POPMUPYETCA PErvcTpaumoHHOEe O0Cbe Ha JIeKapCTBeHHbIM npenapaTt ans
MeAULMHCKOTo NPUMEHEHMA.

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

2. B 3aaBneHunun o FOCYAapCTBEHHOﬁ perncrtpaunm nekapCrtBeHHOro npenaparta 414 megnumHCKoro
npUMeHeHUA YKa3blBalOTCA:

1) HavMmeHoBaHMWe, afpec 3asaBUTENA W NPOU3BOAUTENA JIEKAPCTBEHHOro npenapaTta Ans
MeMUNHCKOTO NPUMEHEHUA, cBeeHMA 06 UX perncTpaumm B KayecTBe HaloronnaTeNblUuKa B CTpaHe
pervucTpaumnn (g8 POCCUNCKUX IOPUANYECKUX NNUL, - UAEHTUDMKALMOHHbIA HOMep Ha/noronaaTesblimKa
(MHH), ans MHOCTPaHHbIX IOPUANYECKUX NNL, - CTPAHA PerncTpaumm, HaMMeHOBaHWE PETrUCTPUPYHOLLLETO
opraHa, permcTpaLMOoHHbIN HOMEP, KOA Ha/loronnaTe bLLMKA B CTPaHe perncrTpaumm (MHKopnopaumm) unm
€ro aHanor) u agpec MecTa OCYLLEeCTBJAEHMS MPOM3BOACTBA JIeKAapCTBEHHOro npenapata (B cayyae
HaNYMA HECKOJIbKMX YYACTHMKOB NPOLLeCcca ero NpoM3BoACTBa HEOOXOAMMO YKa3aTb KaXKA0ro y4acTHMKa
B COOTBETCTBMM C OCYLLLECTB/IAEMOWN CTagMen Nnpon3BoacTBa);

(n. 1 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanmeHOBaHWMe NeKapCTBEHHOIO NpenapaTta AN1a MeaunumMHCKOro npumMmeHeHmA (Me»(p,yHapo,a,Hoe
HenaTeHToOBaHHOE, NN TPYNNUPOBOYHOE, NI XUMUNYECKOE N TOproesoe HaMMEHOBaHMﬂ);

3) nepeyvyeHb AeﬁCTByDMMX M BCNOMOraTe/ibHbIX BELWECTB, BXO4ALWNX B COCTaB J1IeEKapCTBEHHOIO
npenaparta ana meguyumnHCKoro npumeHeHuA, C ykasaHMem KoJIM4ecTBa KaxXaoro n3 Hux;

4) NEeKapCTBEHHaA d)opma, A03UNPOBKa, cnocob6bl BBeaAeHNA U NpumeHeHuA, CPOK TrogHOCTU
NNEKapPCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

5) dapmakoTepaneBTMYECKan rpynna, Kog, aHaToMO-TepaneBTUYECKO-XMMMYECKoM Knaccudumrkaumm,
pekomeHAOoBaHHOM BcemMpHOW oOpraHusaumelt 34paBOOXPAHEHUA, 3aABAAEMble MOKa3aHuA Ans
NPMMEHEHMA eKapCTBEHHOro Npenaparta 414 MeguUMHCKOro NpUMeHeHus;
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6) oTcyTcTBME HeobXoAMMOCTM NpenocTaB/leHMss OTyeTa O pe3ynbTaTaX KAMHMYECKOro
nccnenoBaHUA, UCCNeoBaHMA BUOIKBUBANEHTHOCTM /IeKapCTBEHHOro npenapara, paspelleHHoro Ans
MeANLUMHCKOTro NpumeHeHus B Poccuiickoit depepaumn 6onee ABaauUaTh NeT, C YyKazaHUEM HOPMATUBHbIX
NPaBOBbIX aKTOB, NOATBEPXKAAIOLWMX AAHHbIN CPOK MPUMEHEHUS;

7) HeobxogMmocTb 0POPMIEHUA paspelleHns Ha BBO3 B Pocculickyio Pesepaumio KOHKPETHOM
NapTMM  3aperucTpuMpoBaHHbIX WM (MIM)  He3apPerncTpUMpoBAHHbLIX  JIEKAPCTBEHHbIX  CPEeACTB,
npegHasHavyeHHbIX A8 MPOBEAEHMSA 3KCMePTU3bl NEKAPCTBEHHbIX CPEACTB B LENAX rocyaapCTBeHHom
peructpaunm;

8) HeobxoAMMOCTb NpoBeAeHNA IKCMEPTU3bl AOKYMEHTOB, MPeACcTaB/eHHbIX A4 onpeaeneHus
BO3MOXHOCTM PacCMaTpMBaTb JIEKapCTBEHHbIA npenapat Aa8 MeAMUMHCKOro MpUMEHeEHMA npu
OCYLLEeCTBNEHNN rOCyAapCTBEHHOW perncTpauumn B Kayectse opdaHHOro JIeKapCTBEHHOTO Npenapara;

9) HeobXx04MMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl 3KCNEPTM3bl IEKAPCTBEHHbIX CPEACTB B
Lensax rocy4apcTBEHHOMN perncTpaLmm eKapcTBeHHOro Npenapara;

10) KonWKM OOKYMEHTOB, NOATBEPKAAOLMX YNNATY rOCYAapCTBEHHOM MOLWMHbI:

a) 3a nNpoBeAeHMEe 3KCMNEePTU3bl AOKYMEHTOB, MPEeACTaBAeHHbIX AN onpeae/eHUA BO3MOMXKHOCTU
paccMmaTpuBaTh JIEKAPCTBEHHbIM npenapaT 418 MEeAMUMHCKOrO MPUMMEHEHMA MPY OCYLLECTBAEHUU
rocyAapCTBeHHOM perncTpauumn B Kayectse opdpaHHOro IeKapcTBEHHOMO Npenapara;

6) 3a npoBeAeHME SKCMEepPTM3bl KauyecTBa JIEKaPCTBEHHOro CPeAcTBa M 3KCMEpPTU3bl OTHOLLEHUA
0XKMAAEMOW NOJIb3bl K BO3SMOMKHOMY PUCKY MPUMEHEHUSA IEKAPCTBEHHOTO NpenapaTta, paspeLleHHoro a1a
MeNUMHCKOro npumeHeHuAa B Poccuiickolt degepaumm 6onee ABaauatv feT, NPU OCYLLECTBAEHMUM
rocyapcTBeHHOMN perucTpaumm 1eKkapcTBeHHoro npenapara;

B) 33 NpOBeAEeHWe 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOrO CPEeACTBa M 3KCMNEpPTWU3bl OTHOLLEHMA
0XKMAAEMOW NOb3bl K BOSMOXHOMY PUCKY NPUMEHEHMA IeKapCTBEHHOTO NpenapaTa 41a MegnuUUMHCKOro
NPMMEHEHWA NPU Ero rocy4apcTBEHHON perncTpaunm;

r) 3a npoBegeHMe 3KCMEepPTM3bl KayecTBa JEKAPCTBEHHOMO CPEACTBA M 3KCMEpPTM3bl OTHOLIEHUA
0XKMAAEMOW M0/1b3bl K BO3MOXHOMY PUCKY MPUMEHEHMSA IeKapCTBEHHOMO npenaparta 414 MeAULMHCKOro
NPMMEHEHWA, B OTHOLLIEHMM KOTOPOro MPOBeAeHbl MEeXAYHAapOAHble MHOTOLEHTPOBbIE KAUHUYECKMe
UCCNefoBaHMA, YacTb M3 KOTOpbIX npoBegeHa B Poccuiickoi depepauun, Npu  OCYLLECTBAEHUM
rocy4apCTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

11) Hainymne cornacma nponssoaunTenAa NeKapCTtBeHHOro npenapara, Npoun3soacTtBO KOTOpPOro
ocywiecrsnaeTrca 3a npeagenamum Poccuiickoi tDe,u,epau,MM, Ha npoBegeHne WMHCNEKTUPOBAHUA
nponssoaunTena Ha COOTBETCTBUE Tpe6OBaHMﬂM npasun Hap,nemau.l,eﬁ I'IpOVI3BO,E|,CTBEHHOV1 NPaKTUKK,

12) Hannume cornacus, NpeayCMoOTPEHHOrO YacTbio 18 HacTosALel cTaTby;

13) yKasaHue BUAa NEKapCTBEHHOTO NpenapaTa, NPeACcTaB/eHHOro Ha perucTpauuio (pedepeHTHbIN
NIeKapCTBEHHbIN  NpenapaT, BOCMPOM3BEAEHHbIA  /IeKAPCTBEHHbIN  npenapat, buonornyeckui
NleKapCTBEHHbIN NpenapaTt, 6uoaHanorosbiii (6MonoaobHbIN) NeKapcTBeHHbIM npenapat (buoaHanor),
romeonaTMyecknin 1eKapCTBEHHbIM NPenapart, 1eKAPCTBEHHbIM PacTUTEIbHbIM Npenapar).

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

3. PeructpauMoHHOe [AO0Cbe Ha /NIeKapCTBEHHbLIA MNpenapat Aisa MeAWULMHCKOTO NpPUMEHeHus
npegocTtaBaseTca B popme 06LLero TeXHUYECKOro A0KYMEHTa.
(yacTb 3 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pa3gen AOKYMEHTaUMn agMUHUCTPATMBHOIO XapaKTepa BK/toYaeT B cebs:
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1) 3aABseHNE O rocyZapCTBEHHOW PerncTpaLMm NeKapCcTBEHHOro npenapaTa 448 MeaULMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM Ppopme 1 Ha BymarkHOM HocUTeNeE;

2) KOMUIKO AOOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepeHHOro B YCTAaHOBJIEHHOM nNnopAgKe WU
noareepXxgatowero npaBoMo4YHOCTb 3aABUTENA NOAaBATb 3aAB/EHNE O I'OCY,D,apCTBEHHOVI perncrpauunm
NEeKapCTBEHHOrO npenaparta Ana megnumMHCKOro npuMmeHeHuA (,CI,OBepeHHOCTb);

3) cBeaeHNs 0 JaTe NpeaoCTaB/NeHUs U PErMcTPaLMOHHOM HOMepe NINLEH3UN Ha NPOU3BOACTBO
NIEKAPCTBEHHbIX CPEeACTB WAM CBEAEHMA O pAate npeaoCTaB/eHUA U PerncTtpaunmoHHOM Homepe
3aK/Il0YEHNS O COOTBETCTBUM MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MpPaBuUA
HagNeallleld npPou3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (NpPeaocTaBAeHHbIX) YNOJHOMOYEHHbIM
denepanbHbiM OPraHOM MCMOAHUTE/NIbHOW BAACTM B OTHOLWIEHWM MPOU3BOACTBEHHON NAOLWAAKU
pPerucTpupyemoro JeKapCcTBeHHOro Mnpenapata, B C/Aydyae, eCAM NPOM3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyuiectsasetca B Poccuiickoin Peaepaumnu;

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

4) Konuto NpeaocTaB/feHHOW YNOAHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENA JIULLEH3UU HA
NPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTta W ee nepeBod Ha pPYCCKMA A3blK, 3aBepPeHHble B
YCTAaHOBNEHHOM MOPAAKE, a TaKXKe KOMMUIO 3aKKUYEHNA O COOTBETCTBMMN NPOM3BOANTENA NEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  MNpaBUA  Hag/exaleh  MPOM3BOACTBEHHOM  MPAKTUKWU,  BblAaHHOIO
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM MCNOJAHUTENBHOW BAACTU B OTHOLLIEHMW NPON3BOACTBEHHOMN
NAOWAAKN PETUCTPUPYEMOrO JIEKAPCTBEHHOIO MpenapaTta, WAM KOMUIO pPeLleHMA YNOJAHOMOYEHHOTO
denepanbHOro opraHa MCNONHUTENBbHOM BNACTU O MPOBEAEHMM WMHCNEKTUPOBAHWUA NPOU3BOAUTENSA
JNIeKAPCTBEHHbIX CPEACTB, B Cy4Yae, eCcau NPOU3BOACTBO JIEKAPCTBEHHOIO Mpenaparta oCyLwecTBaseTca 3a
npeaenamu Poccuiickoin Pegepaumnu;

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

5) NPOEKT MHCTPYKUMM NO MEAULMHCKOMY NPUMEHEHMIO IEKAPCTBEHHOIO Npenapara, CoAepKallei
cnepytolme cBeaeHus:

a) HanmeHoBaHWE NEeKapCTBEHHOIO npenapaTta (N\eH(p,yHapop,Hoe HenaTeHToBaHHOE, Wan
rpynnmnpoBoYyHoOE, N1 Xmummn4yecKkoe n Toprosoe HaMMEHOBaHMﬂ),‘

6) NeKapCTBeEHHaA cboplv\a C YKasaHnem HAaUMEeHOBaHWUIM N KO/IMYECTBEHHOIO COCTaBa AEVICTBVIOU.LMX
Bel,eCTB N Ka4eCTBEHHOIo CoCTaBa BCMNOMOraTe/IbHbIX BELWECTB (I'Ipl/l HeO6XOAMMOCTM KO/In4eCcTBEHHOIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB)}

B) ONMCcaHWe BHELWHEro BUAa 1eKapCTBEHHOTO NpenapaTta 418 MeaNUUHCKOro NPUMEHEeHUs;
r) dU3NKo-xMMmmnyeckmne ceoicTsa (10 pagmodapmaLLeBTUYECKUX NEKAPCTBEHHbIX MPENapaTos);

4) dapmaKkoTepaneBTMYECKas rpynna, KoA NeKapCTBEHHOro npenapata Aas MeauLMHCKOro
NPUMEHEHMA MNO  aHAaTOMO-TePaneBTUYECKO-XMMUYECKON  KnacCMPUKaumMM,  PEeKOMEHAO0BAHHOM
BcemMUpHOI opraHuMsaumein 34paBOOXPAHEHMA, WM YKa3aHWe "roOMeonaTUYecKMit fNeKapCTBEHHbIN
npenapat";

e) ¢apmakogMHamuMKa U GapMaKOKMHETMKA (3@  MCKAoYeHMemM  GpapMaKOKUHETUKM
romeonaTMYecKmnx TeKapCTBEHHbIX NPEeNapaToB U PACTUTE/IbHbIX 1EKAPCTBEHHbIX NPENapaTos);

) MOKasaHusA ANa NpUMeHeHus;
3) NPOTMBONOKa3aHUA A1 NPUMEHEHNUSA;
1) mepbl NPeAOCTOPOXKHOCTU NPU NPUMEHEHUY;

K) YKasaHWe BO3MOXHOCTM M 0COBEeHHOCTeN MNpPUMEHEHWA feKapCTBEHHOro npenapaTta A4aa
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MeONUNHCKOIo npumeHeHuA 6epeMeHHbIMM KEeHWHnHamy, XKeHwmHamnm B nepumon rpyaHoro
BCKapmaunBaHuA, 4eETbMU, B3POC/1IbIMU, UMEKLLMMU XPOHNYECKNE 3360ﬂeBaHVIFI;

N) peXxnm A03npoBaHna, cnocobbl BBeAEHUA U NPUMEHEHUSA, NPU HEOBXOAMMOCTH Bpems Npuema
NleKapCcTBEHHOro npenapata AAs MeAMUMHCKOTO NPUMEHEHMUA, NPOAONKUTENbHOCTb Ne4YeHusA, B TOM
yucne y geten Ao M nocne oAHOro roaa;

M) BO3MOMKHble HerKesaTe/ibHble pPeakumn Npu NpUMEHEeHWUWM NeKapCTBEHHOro npenapaTta Aanas
MeANLMHCKOTO NPUMEHEHMUA;

H) CMMNTOMbI Mepeao3nPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPU NePeao3MpPOBKE;
0) B3auMoZencTBue C 4pyrMmu ekapcTBEHHbIMKM NpenapaTamm v (Man) NULLEBLIMU NPOAYKTaMMU;
n) dopMbl BbINyCKa IEKAPCTBEHHOrO Npenapara;

p) ykasaHue (npu HeobxoammocTu) ocobeHHOCTel AelCTBUA NeKapCTBEHHOro npenaparta Ans
MeAMUMHCKOro NPMMEHEHUA MPU NEePBOM NPUEME WU NPU ET0 OTMEHE;

c) onucaHue (npu HeobxoaMMOCTH) AeNCTBUIM Bpada (penbawepa) u (Maun) naumeHTa Npu Nponycke
npuema oAHOMN UM HECKONIbKUX 03 1eKapCTBEHHOTrO npenapara 418 MeAULUHCKOTO NPUMEHEHUS;

T) BO3MOXHO€E BJINAHUE NEKAPCTBEHHOrNO npenaparta Ana MeguumumHCKoro npumeHeHuA Ha
CNOCobHOCTb YnpaBaATb TPAHCNOPTHbIMUK CPpeACTBAMU, MEXaHU3MaAMU;

y) CPOK TOAHOCTM W YKa3aHune Ha 3anpetr npumeHeHUA ANeKapCTBEHHOro npenapata AnAa
MeaNUNHCKOIo npumMmeHeHNA No UCTeEYEHNN CPOKa roaHOCTH;

) ycnoBus xpaHeHus;

X) YKasaHuve Ha HeobXoAMMOCTb XpPaHEHWA JNEeKapCTBEHHOrO npenapaTta AJf MeAULMHCKOro
NPUMEHeHMA B MecTax, HeOCTyMNHbIX 418 AeTEeN;

U) yKasaHue (npu HeobxoAMmOoCTW) crneumanbHbiX Mep MPeaoCTOPOXKHOCTU MPU YHUUTOMKEHUU
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENapaToB A1 MeAULUMHCKOTo NPUMEHEHUS;

4) ycnoBuA OTNYCKa;

W) HAUMEHOBaHMA M agpeca NPOWU3BOACTBEHHbIX M/IOWAA0K MPOWU3BOAMTENA JIEKAPCTBEHHOIO
npenapara;

) HaMMeHOBaHMe, afpec OpraHU3auuMu, YNOJHOMOYEHHOW Jep:KaTenem WU BagesibLem
PEerncTpaunoHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOro npenapata Ans MeAULMHCKOro NpUMEHEHUA Ha
NPUHATUE NPETEH3UI OT NoTpebuTens;

6) MHCTPYKLUMIO MO MEeAUUMHCKOMY MPUMEHEHUNIO UAW KPATKYHO XapaKTEPUCTUKY SIeKapCTBEHHOrO
npenapara, yTBEPKAEHHbIE B CTPaHE NPOM3BOAMUTENSA;

7) NPOEKTbl MaKeToOB NePBUYHOI YNaKOBKM M BTOPUYHOM YNaKOBKM 1€KapCTBEHHOrO Npenapara Ann
MeAMLMHCKOro NMPUMeHeHUs;

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

9) AOKYMEHT, codep Kalnmii MHPOPMAaLIMIO O Hann4YMKM uan 06 oTcyTcTBUM GaKTOB perucrpaumnm
JIeKapCcTBEHHOro npenapara A8 MeAuLUMHCKOro NpumMeHeHus 3a npeaenamm Poceuiickoit ®eaepaunu;



10) KOMUN LOOKYMEHTOB, 3aBe€pPeHHbIX B YCTAaHOBJEHHOM MNopAAKE U noATBeEpPXAaoWnx (I)aKT
perncTpaunn NeKapCrBeHHOro npenapata B WHOCTPaAHHbIX TroCyaapCrtBax B KayecTtBe Opd)aHHOFO
NEeKapCTBEHHOTIO nNpenaparta,

11) naaH ynpasaeHna puUuCckamun  OnA 61ON0rMYeCcKNX NNEKAPCTBEHHbLIX NpenapaTtos 414
MeaNLNHCKOIo NpUMeHEHNA;

12) pokymeHT o cucteme dapmakoHaZ3opa Aepskatena WAM BAagenbla PerucrpauyoHHOro
y0CTOBEPEHMA IEKAaPCTBEHHOTO npenapaTa;

13) AOKYMEHT, NnoATBEpPrKAAOWMIA KayecTBO JIEKAPCTBEHHONO npenapaTta Tpex MPOMbIWIeHHbIX
cepuit (NpoToKO aHanM3a unmn cepTudurKaT aHann3a), ogHa cepus KOTOPOTO AOJKHA COBMNAAAThb C cepueit
obpa3La /NeKapCTBEHHOrO Mpenapata AAA MeSMUMHCKOro MNpPUMEHEeHUA, MpPeacTaBAeHHOro Ha
rocyapCcTBEHHYIO permcTpaumio.

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

5. Pasgen xmmuuyeckoi, GapmMmaLeBTUYECKON N BMONOrMYECKOW AOKYMEHTAUMM BKAOYaeT B ceba
OOKYMEHTbI, coaeprKalme UHPopmaumio o ¢apmaLeBTUYECKOM CybCcTaHUMM WM NIeKapCTBEHHOM
npenapate An8 MEAMLMHCKOrO NPUMMEHEHWA, NpoLecce ero Npou3BOACTBA M METOZax KOHTPOA
KayecTBa, B TOM Yucne:

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

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

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HanmeHOBaHWe 1 aapec NPoOM3BOAUTENS;

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaguil MPOU3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPoOM3BOACTBa;

r) onncaHune pa3paboTKu Npouecca NPON3BOACTBa;

A1) oNncaHne KOHTPOAA KPUTUUYECKUX CTaAWIA NPOM3BOACTBA U NPOMEKYTOUYHON NPOAYKUMMK;
€) AOKyMeHTalbHOe NOATBEPKAEHME (BanMaauma) NpoLLEeCccoB U (MK) NX OLIEHKa;

) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundurKauma Ha papmaLLeBTUYECKYIO CybCcTaHUMIO M ee 060CHOBAHME;

K) aHaNUTUYeCKMe METOAMKM, UCMOb3yeMble MNPU  OCYLLECTBIEHUMM KOHTPOAA KayecTBa
dapmaLeBTMUYECKON cybCcTaHLNuY;

N) LOKYMeHTanbHOe NoATBep:KAeHWe (Bannaauma) aHaAUTUYECKMX METOAMK, UCMOIb3yeMblX Npu
OCYLLECTBNEHMM KOHTPOAA KayecTBa GpapmaLeBTUYECKoM cybcTaHLmy;

M) pe3ynbTaTbl aHaMn3a cepuii bapmaLeBTUYECKoW cybcTaHUMm;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNoJIb3yeMbIX NPU OCyLLECTBNEHUN KOHTPOA
Ka4ecCTBa;
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0) onN1caHue XapaKTepUCTUK 1 CBOMCTB YNaKOBOYHbIX MaTepManoB U YKYNOPOUHbIX CPeACTB;
n) AaHHble o cTabunbHOCTU hapmMaLLeBTUYECKOW CybCcTaHLMW;
p) cpoK rogHocTy;

1.1) B OTHOLWEHUM apmMaLeBTUYECKMX CYBCTaHUMIA, BXOAALIMX B COCTaB J/IEKAPCTBEHHOTO
npenapata W BK/OYEHHbIX B FOCYAAPCTBEHHbIA PeeCcTp NeKApPCTBEHHbIX CPeAcTB B COOTBETCTBMM CO
ctatbeit 34 HactoAwero PeaepanbHOro 3aKOHA, - KOMWUA [AOKYMEHTA, COAEPrKalLero cnegytoLyto
nHbopmaumio:

a) HaumeHoBaHMe dapmaLEeBTUYECKON cybCTaHUUM, ee CTPYKTypa, obLine CBONCTBa;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;
B) pe3y/bTaTbl aHaNM3a cepuit papmaLeBTUUYECKon cybcTaHuuy;

r) cpoK roaHocTy;
(n. 1.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, cofepsKaluin chnedylolme CcBeAeHMA O JfIeKapcTBEHHOM Mpenapate  Ana
MeANLNHCKOro NPUMeHeHUA:

a) ONnncaHme n CoCtaB ZIEKAPCTBEHHOTIO NpenapaTta Ana MeanumnHCKOro npunmeHeHuaA,

6) onucaHMe ¢dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BbiboOpa cocTaBa, MNepPBUYHOMN
YNaKOBKW U UHOTO);

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaguMil NPOM3BOACTBA M METOA0B KOHTPOA Ha BCeX
CTafusAX NPOM3BOACTBa;

I') ONMnCaHme KOHTPOAA KPUTUYECKUX CTaﬂ,MVI npouecca npoussoactea M npomemyTquoﬁ
npoayKLmMu;

ﬂ,) HanmeHoBaHWe U aapec mecCta ocyulecTsieHNA NpPpon3BoACTBaA JIEKAPCTBEHHOIO NpenapaTta AnA
MeanUNHCKOro npumMmeHeHuA (B Ccnydyae HaamymAa HECKOJIbKUX YyYaCTHMKOB nMpouecca npounssoacrtea
HEO6XOAMMO YKa3aTb KaXXgoro 13 HMX),‘

e) bapmaLeBTUYeCcKas COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHbIit 6anaHc 4NA NPOMU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XapaKTepMUCTUK U CBOMCTB YNaKOBOYHbIX MaTePManoB 1 YKYNOPOUHbIX CPEeACTB;

K) AOKYMeHTanbHOe NoATBEpKAeHMe (Bainaauma) NpoLeccos NPon3BOACTBaA M (UN) UX OLEHKa;

I'I) TpEGOBaHWFI K KayecTtsy BCNOMOratesibHbIX BelwlecTB (cemechKaT, CI'IELI,VId)I/IKaLI,MFl Ha
BCnomorartesibHble BeWeCTBa N UX 06OCHOBaHME);

M) dHaIUTU4YECKNEe MeTogunKku, wucnosblyemblie MNpn  OCyWECTBZIEHMN KOHTPO/IA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKyMeHTasbHOe noATBepKaeHune (Banngauma) aHaMTUYECKMX MEeTOAMK, UCMOAb3YyeMbIX Npu
OCYLLECTBNEHMUM KOHTPONA KayecTBa BCMOMOraTe/IbHbIX BELLECTs;

0) MH(I)OpMaLI,VIﬂ 06 MCNONb30BaHMM BCMOMOraTeNbHbIX BeulwecTs 4enoBeyeCkoro m XMBOTHOIO
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NMPOUCXOXKAEHNA;
FI) MHd)OpMaLI,Mﬂ 06 UCNONb30BaHMM HOBbIX BCMOMOTraTeIbHbIX BeLecCTs,

p) TpeboBaHMA K KauyecTBy /IEKAPCTBEHHOro mnpenaparta Aas8 MeAWUMHCKOro MNpUMeHeHus
(cepTnduKar, cneumdpuKaumsa Ha NeKapCcTBEHHbIN NpenapaT U UX 060CHOBaHME);

C) aHaNuUTUYeCcKne MeTOAMKKW, WCMOIb3yeMble MNPU  OCYLLECTBIEHMM KOHTPOAA KauyecTsa
JIeKapCTBEHHOrO Npenapara 418 MeAULUMHCKOro NPUMEHEHUS;

T) IOKYMeHTalbHOe NoATBepKaeHue (Banngauma) aHaAUTUYECKUX MeToAMUK, UCNO/b3yemMbiX npu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa JIeKapCTBEHHOro npenaparta Ans MeAULUMHCKOro NpUMeHeHus;

Y) pe3ynbTaTtbl aHaU30B CEpUIA 1eKapCTBEHHOTo Npenaparta AN MeaULMHCKOro NpUMEeHeHUs;
&) XxapaKTepucTMka npumecen;

X) nepeyeHb CTaHOAPTHbIX 06Pa3L0B, MCMNO/b3YEMbIX MPU OCYLLECTBJIEHMM KOHTPOAA KayecTBa
JIeKapCTBEHHOro Npenapara 418 MegULMHCKOTro NPUMEHEHUS;

L) AaHHble 0 CTabMALHOCTM IeKapCTBEHHOTO Npenapara gias MeguUMHCKOro NPpUMEHEHMS.
(yacTb 5 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen d)apMaKOJ'IOI'VIquKOﬁ, TOKCUKOIOTUYECKOM AOKYMEHTALUMN BK/IKOYAET B cebs oTyeTbl o
pe3ynbTataX AOKJINHUYECKUX MCCHEAOBaHMVI NeKapCTtBeHHOro cpeacrea  Ana  MeagununHCKoOro
npumMmeHeHunAa, B TOM YNCne:

1) oTyeT 0 papmaKkoAMHAMMYECKMX UCCNEO0BAHUAX;
2) oTyeT 0 GapMaKOKNMHETUUYECKUX UCCIef0BaAHUAX;

3) OTYET O TOKCUKOIOTMYECKUX UCCeA0BaAHMUAX.
(yacTb 6 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KNIMHUYECKOM AOKYMEHTaUUN BKNKOYAET B cebs oT4yeTbl 0 pe3ynbtataX KANHUYECKUX
MCCHEAOBaHMﬁ NEeKapCTBEHHOro nNpenapata 414 MmeanumHCKOro npuMeHeHuA, B TOM HUChHe:

1) oTyeTbl 06 uccnegoBaHUAX OMOAOCTYNHOCTM UM OMO3IKBMBANIEHTHOCTM, WUCCAELOBAaHUAX,
YCTaHaB/IMBAOLLMX KOPPENALMIO PE3Y/IbTaTOB, NOJYYEHHbIX B YC/IOBUAX in Vitro u in vivo;

2) oTyeTbl 0 PapMaKOKUHETUYECKUX UCCNEA0BaAHUSAX;
3) oTyeTbl 0 papMakoAMHAMUYECKMX NCCNEA0BAHMUAX;
4) oTYeTbl O KAMHUYECKUX UCCNeAoBaHMAX 3GDEKTUBHOCTM M He3onacHoCTYH;

5) oT4eT 0 nocTperucTpaLMoOHHOM OMNbITe NPUMEHEHMUA (NPU HAMUUK).
(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHuA K 06bemy MHPOpPMaLMK, NpesoCcTaBAAeMOlN B COCTaBe PErncTPaLMOHHOro AOCbE,
ONA OTAEeNbHbIX BUAOB NEKAPCTBEHHbIX MPEnapaToB ANs8 MEAULMHCKOTO NPMMEHEHUA YCTaHABINBAOTCA
YNOJIHOMOYEHHbIM defepasbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.
(yacTb 8 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOLWIEHMM NeKapCTBEHHbIX MPEenapaTos, pPa3pelleHHbIX AN MeAULMHCKOro NpuMeHeHna B
Poccuiickoit depepaumm 6onee ABagLaTM NeT U B OTHOLIEHMM KOTOPbIX HEBO3MOMKHO MpoBeAeHue
nccnenoBaHNn X BUO3KBUBANEHTHOCTU (3a UCKAKOYEHMEM BUOIOTMYECKMX IEKAaPCTBEHHbIX NpenapaTos),


consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83A1D0E34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B170D34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B100B34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153C8AB4DD4BC4AB1AE6803C408E2BF54D1D37ACB7E839150334AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B100C34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J

[OO0NYCKaeTCs BKAOYEHME B COCTAB pasgenia GapmMaKoaorMyeckom, TOKCUKOOTMYECKOM AOKYMEHTaUUM U
pasfena KAMHUYECKOW [OOKYMEHTauMM BMECTO oT4yeTa pas3paboTumka O pesynbTaTax cobCTBEHHbIX
OOKNMHUYECKUX UCCNea0BaHUI NeKAaPCTBEHHbIX CPEACTB U KAMHUYECKMX UCCNEA0BaHUI NEeKAaPCTBEHHbIX
npenapatoB AN MeAMLMHCKOro npumeHeHunsa ob630pa Hay4yHbIX paboT o pesynbTaTax AOKAUHUYECKUX
NCCNeAOBaHNI NIEKAPCTBEHHbLIX CPEACTB WM KAMHWYECKUX WCCNefoBaHWM [AaHHbIX NeKapCTBEHHbIX
npenapaTos, B TOM YMC/E BKAKOYAA OMNbIT UX NOCTPETMCTPALLMOHHOTO NPUMEHEHMA.

(yacTb 9 BBEAeHa PepepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
27.12.2019 N 475-$3)

10. MNpun rocygapcTBeHHOW perucTpaumm BOCNPOU3BELAEHHbIX SIEKAPCTBEHHbIX NPenapaTtoB AAA
MEONLMHCKOTO NPUMEHEHUA [AOMYCKAETCA BKAOYEHME B COCTaB pa3gena  $papmakoaornyeckon,
TOKCMKO/IOTUYECKOM [AOKYMEHTAUMM U pasgena  KAMHWYECKOM [AOKYyMEeHTauuM BMECTO OT4yeTa
pa3paboTunKka O pes3yabTaTax COBCTBEHHbLIX AOKAMHUYECKUX UCCNEA0BAHMIA NEKAPCTBEHHbIX CPeacTB
0630pa Hay4yHbIXx PaboT O pe3ynbTaTax AOKJANHUYECKUX UCCNenoBaHUi pedepeHTHOro NeKAPCTBEHHOIO
npenapaTta W NpeacTaBJeHMe BMECTO KAMHUYECKMX UCCAeaoBaHUi B NOIHOM 06beme, YCTaHOBAEHHOM
pa3fenom KAMHUMYECKON AOKYMEHTaLMu, OTYeTa O pes3ysibTaTaX UCCAef0BaHUN BUO3KBMBANEHTHOCTU
BOCMPOU3BEAEHHOIO /IEKAPCTBEHHOrO npenapata An1a MeAMLMHCKOro npumeHeHusa. He Tpebyetca
npeacTaB/NeHWe OTYETAa O pe3y/bTaTax WccaefoBaHUMM OMOIKBMBAZIEHTHOCTU BOCMPOU3BEAEHHOIO
NleKapCcTBeHHOro  npenapata  AnA MeAUUNHCKOTO  MPUMEHEHUA,  ecau perncTpupytorca
BOCMNpOM3BeAEeHHbIe IeKapCTBEHHbIE NpenapaTtbl AN MeAULUHCKOrO MPUMEHEHUA, KoTopble:

1) npeaHasHayeHbl ANA MapeHTepasbHOro (MOAKOXKHOro, BHYTPUMbILEYHOTO, BHYTPUBEHHOTO,
BHYTPUINA3HOTO,  BHYTPUMNONOCTHOrO,  BHYTPWUCYCTABHOTO, BHYTPMKOPOHAPHOIO) BBEAEHUA W
npeacTaBnsatoT coboit BoAHblE PacTBOPbI;

2) npeacTaBnsaloT coboit pacTBOpPbI A1 NepopanbHOro NPUMEHEHUS;
3) nponsBeaeHbl B GopmMe MOPOLLIKOB UM MMOPUIM3aTOB A8 NPUrOTOBEHUS PACTBOPOB;
4) ABNAIOTCA razamu;

5) ABNAKOTCA YW HbIMU UNUN TNNAa3HbIMU NEKAPCTBEHHbIMU NpenapaTtamun, Nnpon3seaeHHbIMAU B cbopN\e
BOAHbIX PaCTBOPOB,

6) NnpeaHasHa4YeHbl 418 MECTHOIO MPUMEHEHUA M MPUIOTOB/IEHbI B pOPME BOAHbIX PAaCTBOPOB;

7) npeacTaBnaOT coboit BoAHbIE PacTBOPbI AN UCNOAb30BaHUA B GOPME MHFANALMNI C MOMOLLbIO
Hebynansepa UM B Ka4ecTBe Ha3asbHbIX CMPEeEB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. ina cnyyaes, yKa3aHHbIX B NyHKTax 1 -3, 5 - 7 yactn 10 HacToALLel CTaTbM, BOCNPOM3BEAEHHbIN
NIeKapCTBEHHbIA Mpenapat AnAa MeAUUMHCKOTO MPUMEHEHUA [OO0/KEH COAepaTb TaKuWe e
BCMOMOTATE/IbHble BELLECTBA B TaKMX e KOIMYECTBAX, KaK N pedepeHTHbIN NeKapCTBEHHbIM npenapar.
Ecnu coctaBbl BCMOMOraTesNbHbIX BELWECTB  PaAs3/IMYatoTCA, 3aABUTENb  AOJ/KEH NpeacTaBUTb
[JOKa3aTeNbCTBa TOro, YTO UCMOJ/Ib3yeMble B AAHHbIX KOHLLEHTPALMAX BCMOMOraTe/ibHble BELLECTBA He
BAMAIOT Ha 6e3onacHocTb U (Man) 3dEKTUBHOCTb JIEKAPCTBEHHOrO Npenapata Aaa MegMLMHCKOro
npumeHeHun. B cnyyae, ecnv 3asBUTENIb HE MOXKET NPEACTaBUTb TaKMeE A0KA3ATENbCTBA U (MK) He umeeT
[OCTyMa K COOTBETCTBYIOLWMM AAHHbIM, OH AO/IKEH MPOBECTM COOTBETCTBYIOWME UCCNe[0BaHMA ANA
[OKa3aTeNbCTBA OTCYTCTBMA B/AMAHUA Pa3HbIX BCMOMOraTe/ibHbIX BELECTB WAWM BCMOMOTraTesibHbIX
YCTPOMCTB Ha H6e3onacHocCTb U (Mnn) adpdeKTUBHOCTb SIEKAPCTBEHHOIO npenapaTa g8 MeguLUHCKOro
NPUMEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAIOLLMMM NPaBo EBPA3MIACKOro SKOHOMUYECKOTO COHO3a.
(yactb 11 BBegeHa degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoOro 3akoHa ot
22.12.2020 N 444-®3)

12. Mpw rocyaapcTBEHHOM PerucTpauum KOMbMHaLMIN paHee 3aperMcTPUPOBaHHbIX JIEKAaPCTBEHHDbIX
npenapatoB Ana MeAMUMHCKOrO MPUMMEHEeHMs AOMNyCKaeTcA BK/AYEeHWMe B COCTaB  pasgena
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$apMaKoiormyeckom, TOKCUKONOIMMYECKOW [AOKYMEHTAUUM M pasgena KAUHMYECKON [OoKYMeHTauuu
BMEcCTo oOT4yeTa pas3paboTuMka o pesynbTaTax CoOOBCTBEHHbIX AOKAMHUYECKUX WUCCNedoBaHWUM
JIeKapCTBEHHbIX CcpeacTB 0630pa HayyHbiXx paboT O pesynbraTax AOKJAMHUYECKMX WUccenoBaHUn
pedepeHTHbIX /IeKAPCTBEHHbIX MPENapaToB, BXOAAWMX B COCTaB KOMOWHAUMKM NEeKapCTBEHHbIX
npenapaTos, U 06 OTCYTCTBMU UX B3aMMOAENCTBUA B OAHOMN IeKapCcTBEHHOMN popme.

(yacTb 12 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

13. Ha akcnepTnsy pas/iMyHbIX 1eKapCTBEHHbIX POPM OAHOIO M TOTO XKe NeKapCTBEHHOro npenapara
ANA MeANUMHCKOro NpPUMEeHeHun 3aaBuTe b NpeacTaBAfeT OTAE/bHble 3aABAEHUA U PErncTpaLmMoHHbIe
[0Cbe Ha KaXkayl eKapcTBeHHY0 popmy. Mpn ycnosmmn ogHOBPEMEHHON NOAAUN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl € Pas/IMYHBIMU  O03MPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeacTaBnfeT OAHO 3aAB/EHME U PErUCTPaLMOHHOE A0Cbe C MPUIOYKEHMEM MAKETOB YMAKOBOK Ha
KaXKOyHo AO03MPOBKY, KaXKAY0 KOHUEHTPAUMIO, KaXKablh 06beM U KaXKA0e KONMYECTBO A,03 B YNAKOBKE.
(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpwn rocygapCTBEHHOW perncTpaumm opdaHHOro NeKapCTBEHHOro npenapata 3aABUTENb
npeacrasaseT uHbopmauuio, Heobxoaumyto ans GopMMUPOBAHNA Pa3aena KAMHUYECKON AOKYMEHTALMM,
B 06beme, yCTaHOB/IEHHOM YMNO/HOMOYEHHbIM defepanbHbIM OpraHOM UCNOJIHUTEIbHOW B1acTy.

(yacTb 14 BBeaeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

15. Mpu pernucTpaumm 6MONOTMYECKOTO JIEKAPCTBEHHOTO Mpenaparta, NoJyYeHHOro U3 KpoBW,
Nnasmbl KPOBW YenoBeKa, B COCTaBe PErmcTPauMOHHOIO AO0Cbe Ha JIeKapCTBEHHbIM NpenapaT Ans
MeANUMNHCKOTO NPUMEHEHNA A0XKHbI 6bITb NPeAcTaBAeHbl AONOJHUTENbHO:

1) B pasgene [OOKYMEHTALUMM aAMMHUCTPATUMBHOIO XapakTepa MOOKYMEHT, coaeprKalimii
MHbOpPMaUMio 0 cybbeKkTax obpalleHns AOHOPCKON KPOBM U (MN1M) ee KOMMNOHEHTOB, O TOM, rae 6bina
ocyuiectsneHa goHauua (Kposu U (Man) nnasmbl KPOBKM), a TakKe JaHHble 06 WMHQPEKLMOHHbIX
3aboneBaHuAX, NepefalolMXcs MNapeHTepanbHbiM MyTem, MHPopmaumMa O cybbekTax obpalueHus
[OHOPCKOW KPOBM U (MAM) ee KOMMOHEHTOB, B OTHOLUEHWMM KOTOPbIX OCYLLECTB/AETCA KOHTPOJIb
OOHOPCKOW KPOBU U (MKN) ee KOMMOHEHTOB;

2) B pasgene xmmu4yeckoi, dapmaLeBTMYECKOo 1 6MON0rMYECKO AOKYMEHTAUMN:

a) KpuTepun 1 cnocobbl oT6oOpa, TPAHCMOPTUPOBAHUA W XPaHEHUA AOHOPCKOW KpoBU U (Mnn) ee
KOMMNOHEHTOB;

6) pesynbTaTbl UccneaoBaHUn OTOBPAHHBIX 4OHOPCKON KPOBU U (MIM) NAa3mMbl KPOBM M MYNOB Ha
HanmMune Bo3byauTene UHOEKUM, BKAOYAA WHPopmaumio 06 MCNoAb30BaHHbLIX METoAMKax
nuccnegoBaHWM M B C/lydae MCCeoBaHWA MNy/AOB MAasmMbl KPOBU pe3y/nbTaTbl AOKYMEHTA/NbHOMo
noATBepXAeHUa (Bannaaumm) UCnonb3oBaHHbIX METOAMK;

B) TEXHUYECKME XapPaKTEPUCTUKMN YNAKOBKKU A5 0TOOpa AOHOPCKOM KPOBU U (MAK) Nnasmbl KPOBY,
BK/It0Yas MHPOPMaLMIO 06 MCNO/Ib30BaHHbIX PACTBOPAX aHTUKOAryNSHTOB.
(yacTb 15 BBEAeHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

16. KAnMHMYeCKMe nccnefoBaHUA NeKapCTBEHHOMO Npenaparta A8 MeAULMHCKOrO NPUMEHEHNA B
Lenax ero rocyAapCTBEHHOW perncTpauum npoBogAaTca B Poccuitickont degepauumn B nopagke,
yCTaHOB/MEHHOM cTaTbaMu 38 - 44 Hactoswero ®depepanbHoro 3akoHa. OTYeT O MPOBEAEHHbIX
Mccne0BaHMAX BKAKOYAETCA B COCTaB Pasfesa KAMHUYECKON AOKYMEHTAUUWN PErMcTPaLMoHHOro Aocbe
Ha JIeKapCTBEHHbIN npenapaTt 4Na MeAUUMHCKOTO NPUMeHeHUs. Jaa feKapcTBEHHbIX NpenapaToB A4S
MEAMLMHCKOrO MNPUMEHEHWs, B OTHOLIEHUM KOTOPbIX B pe3y/bTaTe 3KCMepTUsbl AOKYMEHTOB,
NpeacTaBNeHHbIX A1 OnpefeseHUs BO3MOMKHOCTM PacCMaTpuBaTb JIEKAPCTBEHHbIM MpenapaTt Anas
MeAMLMHCKOro NMpUMeEHEeHUs B KayecTBe Op¢paHHOro JIEKAapCTBEHHOTO NpenapaTa, Takas BO3MOMKHOCTb
NPM3HaHa M B OTHOLIEHWM KOTOPbIX NPOBELEHblI KAMHWYECKME WCCed0BaHWUS, BbIMNOJHEHHbIE 33
npegenammn Poccuiickoit depepaumm B COOTBETCTBMM C MPABWUIAMKM Hag/exawen nabopaTopHoW


consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B110334AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B110234AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C17338EB7D84DC4AB1AE6803C408E2BF54D1D37ACB7E838140234AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B120B34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83B120A34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J

MPaKTUKN M NpaBUAaMKU Hag/exalen KAMHUYECKOM MNPaKTUKK, OOMYCKAeTCs BK/AOYEHMEe B COCTaB
pasfena KAMHWYECKOM AOKYMEHTaLUMM BMECTO OT4YeTa O pes3ysibTaTax K/AMHUYECKUX WccieoBaHWUi
JIeKapCTBEHHOrO Npenaparta 419 MeaAnUMHCKOro NpMMeHeHUs, NnpoBeaeHHbIx B Poccuiickon deaepauuu,
OoTY4eTa O pe3y/bTaTax KAMHUYECKMX WCCNedoBaHWM, BbIMNOJMIHEHHbLIX 33 npegenamu Poccuitckoi
depepaunn.

(yacTb 16 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

17. B cnyyae HenpeacTasB/ieHUA C 3aAB/IEHUEM O FOCYAapCTBEHHOM pPerncTpaunm eKapcTBEHHOro
npenapara 41a MeAULMHCKOro NPUMEHEHUS OKYMEHTOB, NOATBEPKAAOLWMX YNAATy rocyAapCcTBEHHOM
NOW/IMHbI WU YKa3aHHbIX B MNYHKTe 10 vactm 2 HaCTOﬂU.LeVI CTaTbX, a TaKXe BblAaBaeMbiX
(npepocTaBnfaembix) YNoSHOMOYEHHbIMU  denepanbHbIMU  OpraHaMM  UCMOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAEeHWI), YKa3aHHbIX B MyHKTax 3 U 4 yacTu 4 HacToAWen CTaTbM, YNOJHOMOYEHHbIN
depepanbHbli OpraH MCMNOJSIHATENIbHOW BAACTM 3anpallMBaeT yKasaHHble OOKYMEHTbl (cBeaeHusa) B
nopaake meXxBegomMCcTBEHHOro MHGOPMaLMOHHOIO B3aUMOAENCTBUA.

(yacTb 17 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-d3)

18. He ponyckaeTcA MCMNOAb30BaHME B KOMMEPYECKUX Uenax MHGopmMauum o pesyabTaTax
OOKANHNYECKMX UCCNeN0BAHUI IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCIeA0BaHNN NEKAPCTBEHHbIX
npenapatos AAA MeAULMHCKOrO MPUMEHEHMA, NPeacTaB/NeHHON 3aaBUTENEM ANA rocyaapCTBEHHOM
pernctpauumn neKapcTBEHHOro npenapata, 6e3 ero cornacMa B Te4yeHMe LWECTU fAeT C  Aathl
rocyaapCTBEHHOM permctpauum pedpepeHTHOro IeKapCTBEHHOTO nNpenapaTa B Poccunitckon ®epepaymn.
(yacTb 18 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19. [leprkaTenb Uau Bnagenew, PerucTpaumoHHOro yaocToBepeHus NeKapcTBEHHOIO Npenaparta Ha
6MOTEXHONOTMYECKUIA UM OPPAHHbIN NEKAPCTBEHHbIM NpenapaT 065A3aH NpeaocTaB/iATb Ha BO3ME34HOM
OCHOBe 06pa3supbl pedpepeHTHOro IeKapCTBEHHOIO NpenapaTa 3aaBUTeNsM AN NPOBeAEHMA KIMHUYECKUX
nccnegoBaHnin. CToMmoctb 0bpasua pedepeHTHOro JIeKapCTBEHHOro npenaparta, BK/OYEHHOTO B
nepeyeHb }KU3HEHHO HEOBXOANUMBIX U BaXKHENLLINX JIEKAPCTBEHHbIX NPENapaToB, He A0KHa NPeBbILLaTh
3aperncTpUpoBaHHY0 NpeaenbHy0 OTMYCKHYIO LieHY Ha pedepeHTHbIM NeKapCcTBEeHHbIVM npenapaT uau
LEeHY Ha JIeKapCTBEHHbIV Npenapar B CTpaHe NpousBoauTens.

(yactb 19 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3aABneHMe O rocyAapCcTBEHHOW PerncTpaLmm BoCnpon3BeseHHOro 1eKapCTBEHHOTO NpenapaTa
AN MEAMUMHCKOTO NPUMEHEHUA MOXKET ObiTb MOAAHO B YNOJHOMOYEHHbIM deaepanbHblit opraH
WCNONIHWUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  TFOCYAAPCTBEHHYIO  PErncTpaumio  NeKapCTBEHHbIX
npenapaToB, MO MWCTEYEHUU YeTbipex feT C AaTbl FOCYAaPCTBEHHOW perucTpauum pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuiickon ®epepaumm.
(yacTb 20 BBeaeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

21. 3asBneHve O TrOCYAapCTBEHHOM  perucTpaumMmM  6uoaHanorosoro  (6uonopo6HOro)
JIeKapcTBeHHOro npenapata (6MoaHasnora) moxKet OblTb NMOZAHO B YNOJIHOMOYEHHbIM denepanbHbIin
opraH MWCNONHUTENIbHOW BAACTM, OCYLLECTBAAIOLWMN FOCYAapPCTBEHHYIO PErncTPaLMIo NeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHUU Tpex /NeT C [aTbl FOCYAAPCTBEHHOW perucTpauumn  pedepeHTHOro
NleKapcTBEHHOro nNpenapata B Poccuitickonn depepaumu.

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

22. [epKaTenb MAW BRagenel, perucTpaLmoHHOro yAoCTOBEPEHUA NIeKapCTBEHHOro npenapaTta
npeacTaBAseT B YNO/JHOMOYEHHbIM denepanbHblii opraH UCMOAHUTENBHOW BNACTM, OCYLLECTBAAOLLNIA
bYHKLMM NO KOHTPO/IIO U HaA30py B chepe 34paBOOXPaHEHUSA, OTYET MO pesysbTaTam papmaKoHaa3opa
OAMH pa3s B LWECTb MECALLEB B TEYEHME ABYX NET NOC/e rocyAapCTBEHHOW pPerncTpaumnm NeKapcTBeHHOro
npenapata B Poccuiickoin Peaepauuu, ekeroaHo B TeyeHne nocieayowmx Tpex et U B ganbHenrwem
OAMH pas3 B NATb NeT.

(yacTb 22 BBEAEHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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KoHcynbTaHTlAOC: NpumeyaHue.

Monoxenusa c1. 19 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca nNpesoCcTaBAeHUs roc. YCayr npu
obpalLeHMM NeKapCTBEHHbIX CPeAcTB: ANA MELULMHCKOTO MPUMEHEHUSA MOCPEeACTBOM eAMHOM
cuctembl U (Mnn) egmnHoro noprana, npumeHstotca ¢ 01.01.2025; ana BeTepUHAPHOro NpUMEHeHMUs
nocpeacTsom eaAnHOro noprtana, npumenatotca ¢ 01.01.2026.

Cratba 19. MpuHATHE pelieHUA O Bblgaue SKCMEePTHOMY yuperKaeHUIo 3a4aHua Ha npoBeaeHue
aKcnepTU3bl NEKAPCTBEHHOrO CpeacTBa
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue gecati paboumx gHel co gHA NPUHATUSA 3aABNEHMA O FOCYAaPCTBEHHOMN perncTpaLmm
NIeKapcTBEHHOTO Npenapata WM 3asB/ieHWA O MNPU3HAHMKM JIeKAapCTBEHHOro npenaparta opdaHHbIM
NeKapcTBEHHbIM  NpPenapaToM  COOTBETCTBYIOWMIA  YNOAHOMOYEHHbIM  degepanbHbli  OpraH
NCMNONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MOHOTbI, A4OCTOBEPHOCTU U NPaBUAbHOCTU 0DOPMNEHMUSA
npeacTaBNeHHbIX AOKYMEHTOB PErmcTpaumMoOHHOIO A0Cbe Ha /JIeKAapCTBEHHbIM npenapaTt U NpuHMMaeT
pelleHue O Bblgaye 3a4aHNA Ha NPOBeAEHME:

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

1) aKcnepTusbl AOKYMEHTOB, MPeACTaBNEHHbIX 414 onpeaeneHUs BO3MOMXKHOCTM pPaccMaTpuBaTh
JIeKapCTBEHHDbIM NpenapaT a8 MeAMUMHCKOro NpuUMeHeHUsa B KadecTBe Op¢daHHOro JIeKapCTBEHHOTO
npenapara;

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 n. 2 4. 1 cT. 19 yTpaumsaet cuay (P3 ot 30.01.2024 N 1-D3).

2) 9KCNEPTU3bl 1IEKAPCTBEHHOIO CpeacTBa B HaCTU IKCNEPTU3bl Ka4eCTBa ZIEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWIEHUA O)KMAE!E‘MOVI NOJ1Ib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIO
npenaparta ana meanumnHCKoro npumeHeHua,

KoHcynbTaHTIOC: NpumedaHme.
C 01.01.2026 n. 3 4. 1 c1. 19 yTpaumusaet cuny (®3 ot 30.01.2024 N 1-$3).

3) 9KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa ZIEKAPCTBEHHOIO CpeacTBa
N 3KCNEPTU3bl OTHOLWIEHUA O)KVI,CI,E]EMOﬁ NOJZib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUNA NNEeKAPCTBEHHOIO
npenapata Ana MeaununHCKOro npumMmeHeHunAa B NnopAagKe yCKOpeHHOVI npoueaypbl 3KCNEPTU3bI
NNEeKapPCTBEHHbIX CpeacTs B COOTBETCTBUN CO cTaTbel 26 HacToAlero CDe,u,epaanoro 3adKOHa;

4) 9KCNepTn3bl NEeKapCTBEHHOINo cCpeacrtsa B OTHOWEHWUWM NEKApPCTBEHHOrNoO npenapata A4AnAa
BEeTePUHAPHOro NpuMeHeHUA.

2. YNoNnHOMOYEHHbIN deaepanbHbli OpraH MCNOAHUTENbHON BAACTU HAMpPaBASeT B JIMYHbIN
KabMHET 3KCMEepPTHOro YUYpeXKAEHUs B eANHONM cUCTEME NOAMMUCAHHOE YCUIEHHOW KBaMOUUMPOBaHHOM
3/1eKTPOHHOM NOAMWCBIO 33aaHNe Ha NpPoBeAeHNe IKCNEePTU3, NPeayCMOTPEHHbIX YacTblo 1 HacToALel
CTaTbW, B JIMYHbI KabMHET 3aABUTENs B eAMHON cucTemMe - MOAMMCAHHOE  YCUAEHHOWM
KBa/IMOUUMPOBAHHOW 3/1EKTPOHHOM MOANUCHIO YBEAOMIEHNE O MPUHATOM PELIEHUMN O Bblgaye 3afaHus
Ha NpoBeAeHME IKCNepPTU3, MPeayCMOTPEHHbIX YacTblo 1 HAaCTOALLEN CTAaTbK, U B Cly4ae HEOBXOAMMOCTH
O Bblgaye paspeleHMa Ha BBO3 B Poccuiickyto ®depepaumio KOHKPETHOM nNapTuu, cepun
3aperucTpupoBaHHbIX U (MAK) He3aperncTPMpPOBaHHbLIX JIEKAPCTBEHHbIX CPeACTB MAM 06 OTKase B
NpoBeAeHNM TaKUX IKCNEPTU3 C YKa3aHMEM NPUYMH OTKasa.

(yacTb 2 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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3. B cnyyae BbIABAEHMA OTCYTCTBMA WMAM HEAOCTOBEPHOCTM MHPOpMaLMK, cogepkalienca B
NnpeacTaB/NeHHbIX 3aABUTENIEM OO0KYMEHTaX, YNOJHOMOYEHHbIN denepasibHbli OpraH UCMONHUTENBHOM
B/1ACTU HanNpaB/AeT 3afBMTE/0 NOCPeaACTBOM eANMHOro noptana UAn B ero ANYHbIM KabuHeT B eaAnHOM
cucteme 3anpoc 06 YTOYHEHWM 3To MHbOPMALUKM, NOAMUCAHHBIN YCUIEHHOW KBanndUUMpOBaHHOM
3/IeKTPOHHOM noAnuckto (ganee - 3anpoc ynosHoMo4YeHHoro ¢peaepanbHOro opraHa UCNOAHUTENbHOMN
B/1acTy).

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

4. 3aABuTenb 00f3aH HanpaBUTb MNOCPEACTBOM eAMHOro nopTana B  YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOAHUTENBHOW BAACTU U B IMYHbIA KAOMHET YNOJIHOMOYEHHOTO deaepanbHOro
OopraHa MCNOAHUTENbHON BNACTU B €4MHOMN CUCTEME MOAMUCAHHLIA YCUAEHHOW KBaANPULMPOBAHHOM
3/IEKTPOHHOM NOANMUCBID OTBET Ha 3anpoC YNOJHOMOYEHHOrO penepasbHOro OpraHa UCMOHUTENbHOM
B/1IACTU B CPOK, He MpeBbIWaoWMn aeBAHOCTA pabounx AHel cO AHA MOAYYEHWUSA YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMOAHUTENIbHOW BAACTU  3/IEKTPOHHOIO YBEAOMJIEHUA O MOAYYEHUMU
3anaBuUTENIeM AaHHOTO 3anpoca. Cpok, YKa3aHHbIM B 4acTU 1 HacToALwen cTaTby, NPMOCTaHABAMBAETCA CO
OHA HanpaB/ieHMA NOCPeACTBOM eANHOIo NopTana Uan B IMYHbIN KaBUHET 3asBUTENS B e4MHON CUCTEME
3anpoca Yno/sIHOMOYEHHOro denepanbHOro opraHa MCNOAHUTENIbHOM BAACTM A0 AHA HanpaBaeHus
3anABuTeNEM NOCPEACTBOM €4MHOro NopTana UAM B INYHbIN KaBUHET ynoNHOMOYeHHOro defepanbHOro
opraHa UCNoJIHUTENbHOW BNACTW B €4MHON CcMCTeMe OTBETa.

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

5. OcHOBaHMEM /18 OTKa3a B OpraHM3auumn 3KCNepTMs, NpeayCMOTPEHHbIX YacTbio 1 HacToAulein
cTaTbu, ABNAETCA NpeACTaBleHne HeoBXOAMMbIX A4 NPOoBeAeHUA MpPeAyCMOTPEHHbIX 3KCMepTu3
[OKYMEHTOB B HEMOJIHOM 0BbeEME UM HENpPeaCTaB/eHNE 3aaBMTEIEM B YCTAaHOB/IEHHbI CPOK OTBETa Ha
3anpoc yrnosHOMOYEHHOro ¢peaepasbHOro opraHa WCMOJHUTE/IbHOM BNACTU, a TaKKe npejacTas/ieHune
[OKYMEHTOB, He COZIeprKallMX MCYEPMbIBAIOLLENO NepeyHa HEOBXOANUMbIX CBEAEHUIA.

6. MNpn oTKase B OpraHM3aLUMM 3KCNEPTM3bl, NPEeLYCMOTPEHHOM NyHKTOM 4 4YacTu 1 HacToAwwel
CTaTbM, AOKYMEHTbI, BXOAALME B COCTAaB PErnCTPaALMOHHOIO A0Cbe HA NIeKAPCTBEHHDbIM npenapaT A
BETEPUHAPHOIO MNPUMEHeHUA, MOryT ObiTb BO3BpallleHbl 3aABUTENO0 HAa OCHOBAHWM €ro 3anpoca,
NOAMNWCAaHHOIO  YCUAEHHOW KBanUOULMPOBAHHOM 3NEKTPOHHON MNOAMWUCHIO WM HaMpPaBAEHHOrO
nocpeacTBOM €4MHOro NOpPTasia B YyNOJHOMOYEHHbI denepasibHbli OpraH UCNOJHUTENbHON BAACTU UK
JIMYHBIY KabMHET yNoAHOMOYEHHOTo deaepanbHOro opraHa UCNoIHUTENbHOM BNAcTU B €4MHOM CUCTEME,
B TeYeHWe TPMAUATU Paboymx AHEeN cOo AHA MPUHATMA YNOJHOMOYEHHbIM deaepasbHbIM OpPraHom
WCNOJIHUTENbHOM BNACTU pelleHns 06 OTKase B OpraHM3auMu TaKoM 3KCNepTusbl. YNOJHOMOYEHHbIN
depepanbHbIf OpraH UCNONHUTENBHOW BNACTU BO3BPALL,AET 3aABUTENIO0 YKa3aHHbIE AOKYMEHTbI B Te4eHNe
AecaATn paboumnx aHel co AHA NOYyYEHUA COOTBETCTBYIOLLErO 3amnpoca 3anaBUTeNs.

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

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.09.2024 c1. 20 wm3naraetca B HoBon pegakumm (P3 or 30.01.2024 N 1-93). Cm. 6yaywyto
penakumio.

Cratba 20. JKcCnepTM3a AOKYMEHTOB, NPEACTaB/IEHHbIX ANA ONpeAefNieHUA BO3MOXHOCTH
paccmaTpuBaTb /1IeKApCTBEHHbIM Npenapat AAA MeAULMHCKOro NMPUMEHEHUA NpPU OCyL,ecTBAEeHUU
rocyaapcTBeHHOM perucTpaumnm B Kauectse opdpaHHOro NeKapCcTBEHHOro npenaparta

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

1. DKcnepTn3a AOKYMEHTOB, NPeACTaB/leHHbIX ANA OnpeaeseHna BO3MOMKHOCTM paccmaTpuBaTh
NeKapcTBeHHbIM npenapaTt Ana MeAMUMHCKOrO NPUMEHEHUA MPU OCYLLEeCTBAEHMMU rOCyAapCTBEHHOM
pernctpauum B Kayectse opdaHHOro JIeKapcTBEHHOrO MpenapaTta, COCTaB/ieHNe KOMMUCCUMEN 3KCnepToB
3aK/NOYEHMA O BO3MOMKHOCTM WM HEBO3MOMKHOCTM PacCMaTpMBaTb NIEKAPCTBEHHbIM NpenapaTt gas
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MeAULMHCKOro NPMMEHEHMS MPU OCYLLLECTBAEHUN rOCYAapPCTBEHHOMN perncTpaumnm B Kadyectse opdpaHHoOro
JIEKapCTBEHHOrO NpenapaTta M HanpaBieHWE AAaHHOrO 3aK/HYEHMA B YNOJHOMOYEHHbIM deaepanbHbIn
OpraH UCMOJIHUTENbHOM BIAaCTM OCYLLECTBASIOTCA B CPOK, HE NPEBbIWAaoWMI TpuaLaTn paboumx aHen co
OHA MONYYEeHUA SKCNEPTHbIM ydpeXxAaeHMemM 33[aHMA  YNOAHOMOYEHHOro d¢eaepanbHOro opraHa
WCNOJIHUTENbHON BNACTU W B 3NEKTPOHHON GopMe MAM Ha BymMarKHbIX HOCUTENAX HeobXxoaMmblx
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n 8 yactn 7 ctatbm 18 HacTtoawero PegepanbHoro
3aKOHa.

2. [OKyMmeHTbl, coaep:Kalwmeca B PErucTpauyMoOHHOM [OCbe Ha JIeKapCTBEHHbIM npenapaT wu
NOCTYNMBLUME HA BYMaAXKHbIX HOCUTENAX B IKCNEPTHOE yuperkaeHne ANA OCYLLECTBAEHNA UX SKCNEePTU3bI
Ona onpegeneHns BO3MOXHOCTM paccMaTpumBaTb /IEKAPCTBEHHbIM npenapaT Aas MeaMUUMHCKOro
npMMeHeHWss B KadectBe Op¢daHHOIO JIEKApCTBEHHOrO npenapaTta, noaJje)kaT BO3BpaTy B
YNO/NHOMOYEHHbIN deaepanbHbli OpraH MCNOJAHUTENbHON BAACTU OAHOBPEMEHHO C 3aK/IOYEeHMAMM
COOTBETCTBYIOLLMX SKCMNEPTU3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 cT. 21 ytpaumsaet cuny (d3 ot 30.01.2024 N 1-d3).

Cratba 21. PeweHMe O BO3MOXHOCTU pPacCMATPMBATb JIEKAPCTBEHHbIU npenapat npu
OCYLLLeCTB/IEHUM roCyAapCTBEHHO perucTpaumm B Kayectse opdpaHHOro 1eKapcTBeHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B CpOK, He NpeBbILAOLWNN NATU paboumnx gHEen co AHA NONYYEeHUA 3aKIHOYEHMA, YKAa3aHHOTO B
yactu 1 crtatbm 20 HactoAwero ®denepanbHOro 3aKOHa, YNOJHOMOYEHHbIA deaepanbHblil opraH
WCMNOJIHUTENbHOM BNACTU OCYLLECTBAAET OLLEHKY MOJIYYEHHOro 3aK/YeHUA AN1A OnpeaeneHua ero
COOTBETCTBMA 33[aHMI0 Ha MPOBeJEHME COOTBETCTBYIOLLEN SKCMepTU3bl U yBeAOMAAET 3aABUTENs B
3NEKTPOHHON ¢opMe WMAM Ha OymarKHOM HocuTene O pesysbTaTax NPOBEAEHHOW 3KCMEepPTU3bl C
NPUIOXKEHNEM KOMUM IKCNEPTHOTO 3aK/OYeHUSA (C cOXpaHeHMeM KOHOUAEHLMANbHOCTU MHPOPMALMK O
COCTaBe 3KCMEPTHOM KOMMUCCUM) U O BO3MOMKHOCTM UM HEBO3MOMKHOCTM PAaCCMATPUBATD JIEKAPCTBEHHbI
npenapat Ans MeaMuUMHCKOTO MPUMEHEHMA MPU OCYLLECTBAIEHMM TOCYAAPCTBEHHOW perncrpaummn B
KayecTBe opdaHHOro NeKapcTBEHHOTO NpenapaTa.

2. MMpu BbIHECEHMM KOMWMCCUMEN IKCMEPTOB 3aK/IHOYEHUS O BO3MOMKHOCTM paccMaTpuBaThb
JIeKapCTBEHHbIM NpenapaTt 4aa MegMUMHCKOrO MNMPUMEHEHUA MPU OCYLLECTBNEHUN FOCYAapCTBEHHOM
perncTpauunmn B Kayectse opdaHHOro IeKapCTBEHHOro NpenapaTa yNnoJHOMOYEHHbIN deaepanbHbiii opraH
WCNOJIHUTENIbHOWN B/IAaCTM B CPOK, HE MpeBblWatowmnii NATM pabounx AHel co AHA NOAYyYeHWs AAHHOTo
3aKNIOYEHMA, MPUHUMAET pelleHne O Bblgaye 3aZaHuWA Ha MNpPOoBeLEeHWEe 3SKCNepTM3bl KayecTBa
NIEKapCTBEHHOTO CPEeACTBA M 3KCNEPTM3bl OTHOLUEHWUA OXWMAAEMOMN MNO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHEHMA NEeKapCTBEHHOTO npenapaTa A1A MeAWUUMHCKOrO MPUMEHEHMA B MOPAAKE YCKOPEHHOWN
npoueaypbl 3KCMepTM3bl JIEKAapCTBEHHOIO CPeAcTBA B COOTBETCTBMM CO CTaTbel 26 HACTOALWErO
depnepanbHOro 3akoHa.

3. B ciiyyae NpuHATUA pelleHna 0 HEBO3MOXKHOCTU PacCMaTpMBaTb NEKAPCTBEHHbIM NpenapaT Ans
MeAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAapPCTBEHHOW  peructpauuMm B KadectBe opdaHHOro
NleKapCcTBEHHOrO npenapata YNoAHOMOYEHHbIM deaepanbHblii  OpraH MCNOAHUTENbHOW BAACTM
npekKpallaeT npoueaypy rocyaapcTBEHHOM perncTpaumm IeKapcTBEHHOro npenapaTa. 3aaBuTe b Bnpase
06paTUTLCA B PErMCTPUPYIOLWMIA 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. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NprMeyaHme.
MonoskeHua cT. 23 (B pea. 3 ot 30.01.2024 N 1-d3), KacatollmMecs NpeaoCcTaBieHUaA roc. yCayr npu
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o6palleHMM NEeKAPCTBEHHbIX CPEeACTB A1A MEeAMUMHCKOrO MPUMEHEHUA MOoCpencTBOM eANHOM
cuctembl, npumeHatotca ¢ 01.01.2025.

Cratba 23. JKcnepTU3a KauyecTBa JIEKAPCTBEHHOro cpeacrBa M JdKCNepTtusa OTHOLIEHUA
OXMAAEeMOI nNonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JIeKapCTBeHHOro npenapata Anaa
MeAULMHCKOro NnpumMmeHeHus

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

1. 3KcnepTn3a KayecTBa JIeKapCTBEHHOIO CPeACTBa M 3KCMepTM3a OTHOLEHMA OXULAEMON MOb3bl
K BO3MOXHOMY PUCKY NPUMEHEHWA JIeKapCTBEHHOro npenaparta Ans MeAMLMHCKOro NpumMeHeHwus,
COCTaB/IEHNE KOMWUCCUAMM IKCMEPTOB 3aK/OUYEHWA MO pesy/nbTaTam MPOBEAEHHbIX 3KCNepTU3 MU
Hanpas/ieHMe 3TUX 3aKJYEHWUI, NOAMNMCAHHBIX YCUNEHHBIMU KBAIMOULUMPOBAHHBLIMWU 3NEKTPOHHbIMM
NOAMMCAMM, B NINYHbIA KabuUHET ynosHoMouYeHHOro peaepasnbHOro opraHa MCNoHUTENbHOW BacTU B
eMHON CUCTEME OCYLLECTBAAIOTCA B CPOK, He MpPEeBbIWAloWMn cTa AecaTM pabounx OHel co AHA
HanpaBAEHUA B JIMYHbLIA KabWHET 3KCNepPTHOro y4ypexkaeHusa B eAMHON CUCTEME COOTBETCTBYIOLLENO
3aflaHnA  yNo/sIHOMOYeHHoro ¢enepanbHoro opraHa MUCMOAHWUTENBHOM BAACTM WM HEOBXOAMMbIX
AOKYMEHTOB.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAKOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3gpas Poccun go 11.04.2022, npn HEBO3MOXKHOCTU NPOBEAEHUA
9KCMepTM3bl KayecTBa /IEKAapPCTBEHHbIX CPeACTB B OKCMEPTHOM y4ypexaeHuW, [OoMnyCcKaeTcA ee
npoBeseHMe MOCPeACTBOM AUCTAaHLMOHHOIO B3aMMOAEWUCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
onpeaensitoTcs 3KCMEePTHbIM YYpPEXKAEHMEM MO COrlacoBaHuio ¢ 3aaBuTenamu (MoctaHoBneHue
Mpasutensbctea PP ot 05.04.2022 N 593).

2. B TeueHue geBAHOCTa AHEN CO AHA MOAYYEHMA YNOJHOMOYEHHbIM deaepanbHbiM OpraHom
NCMNONHUTENBHOW BNacTU YBEAOM/IEHNA B 3/1EKTPOHHON GOpMe O MONYYEeHUN 3aABUTENIEeM PeLleHUa o
NpoBeAeHUM 3KCNepPTU3, NPeayCMOTPEHHbIX YacTbio 1 HacToAwel cTaTbu, 3aABUTENb NPeACTaBAAET B
3KCNEPTHOE YUYPEsKAEHUE ANA NPOBEAEHUA IKCMEepPTU3bl KauecTBa /IEKapCTBEHHOMO cpeacTsa obpasibl
NleKapCcTBEHHOro npenapata A8 MeAMUMHCKOro MPUMEHEHUs, MPOU3BEeAEeHHOro B COOTBETCTBUM C
TPpeboBaHMAMM OMbITHO-NPOMBILLNEHHOTO U (MAKW) NPOMBIWNEHHOTO PEerfameHToB, YTBEPXAeHHbIX
pyKoBoAMUTENEM NPOM3BOANTENA NEKAPCTBEHHbIX CPEACTB, a TaK}Ke B COOTBETCTBYIOLMX C/1ydanx 06pasLibl
dbapmaueBTUYeCcKoi cybcTaHUMM, TECT-LUITaAMMa MUKPOOPraHN3MOB, Ky/IbTypbl KETOK, 06pasLibl BELLECTS,
NPMMEHSAEMbIX A8 KOHTPOMA KayecTBa /IeKapCTBEHHOrO CpPeAcTBa MyTeM CPaBHEHMA C  HUMU
nccaeayemMoro NeKapCcTBEHHONO CPeAcTBa, cneunduyeckme peareHTbl, He0b6XoaMMble ANA NpoBeaeHUn
McnbiTaHWin  06pasLoB  /IeKAapCTBEHHbIX MpenapatoB, B  KoAuuyecTBax, HeobxoauMmblx — ANA
BOCMPOU3BEAEHNA METO0B KOHTPO/IA KayecTsa.

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

3. Mpu nonyyeHun 06pasLOB NEeKAapPCTBEHHOrO Mpenapata W ¢apmaueBTUYECcKoW cybcTaHumum
3KCMEPTHOE yupeXKaeHWe HanpasafeT B NYHbIA KabUHET 3aABUTENA B €AMHON CUCTEME YBeAOM/IEH e,
noATeepaatoliee noayvyeHne yKasaHHbIX 06pasLoB.

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

4. YKa3aHHbI B YacTM 2 HacToAlen CTaTbW CPOK ANA NpeacTaB/eHusa 3aaBuTesnem 06pasuos
JIeKapCTBEHHOro npenapata M dapmaueBTUYECKOW CybCTaHLMM He BKAKYaeTCs B CPOK MpoBeaeHus
3KCMNepTUs, NpeayCMOTPEHHbIX YacTbo 1 HacToALLEN CTAaTbM.

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

5. YTpatun cuny. - PegepanbHblit 3akoH ot 30.01.2024 N 1-P3.
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KoHcynbTaHTlAOC: NpumeyaHue.

Monoxenusa ct1. 24 (B pea. ®3 o1 30.01.2024 N 1-d3), Kacatowmeca NpesoCcTaBAeHUA roc. yCayr npu
obpalLeHMM NEeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOFO MPUMEHEHMA MOCPeACTBOM enMHOro
noptana, npumeHatoTca ¢ 01.01.2026.

Cratba 24. 3Kcnepm3a Ka4yectBa J/1IeKAapCTBEHHOro cpeacrtea WU 3KCNepTusa OTHOWeHUA
O)KVIAGEMOﬁ noJib3bl K BO3MOXHOMY PUCKY NpUMEHeHUA NEeKapCTBEeHHOro npenaparta Ana
BeTepUHaApPHOro npumeHeHuAa

1. 3KcnepTn3a KayecTBa IEKAPCTBEHHOIO CPeACTBa U 3KCNEPTM3A OTHOLIEHUA OXULAEMOW NONb3bl
K BO3MOXHOMY PUCKY MPUMEHEHWUs JIeKapCTBEHHOrO npenapaTta A/1a BETEPUMHAPHOTO MNPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM SKCMNEPTOB 3aK/AOYEHUI MO pe3y/nbTaTaM  YKa3aHHbIX 3KCNepTu3 U
HanpaB/fieHMe TaKMX 3aK/OYEHUN B 3/1EKTPOHHOM dopme B YNOSHOMOYEHHbIN deaepanbHbI opraH
MCMNOIHUTENbHOM BAIACTU OCYLLECTBAAIOTCA B CPOK, HE NPEBLILWAIOLWMIA CTa AecATM pabounx gHewn co aHA
MOJly4EHMA IKCMEPTHbIM YYpPEXAEHMEM B 3/EKTPOHHOM GoOpMe 334aHUA  YNOJHOMOYEHHOTIO
denepanbHOro opraHa MCNOJHUTENbHOW BNACTU C AOKYMEHTAMM, YKa3aHHbIMW B 4acTu 3 cTatbu 17
HacTosAwero ®eaepasnbHOro 3aKOHa.
(B pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93, o1 30.01.2024 N 1-$3)

2. B TeyeHue TpUALATU pPaboumx OHEN cO AHA NOJYyYeHMA YNOJHOMOYEHHbIM denepanbHbIM
OpraHoOM MCMOJIHUTENIbHOW BNACTU YBEAOMJIEHUA B 3/IEKTPOHHOM dopme O NONyvyeHUWU 3asaBuTenem
pelleHnA 0 NPOBeAEeHUN YKa3aHHbIX B YacTW 1 HACTOALLEN CTaTbW SKCNEpPTU3 3aaBUTEeNb NPeacTaBAAeT B
SKCMepTHOe yyperkaeHne Aaa NpoBefeHUA SKCNepTU3bl KayecTBa JIeKapCTBEHHONO cpeacTBa obpasupl
JIeKapCTBEHHOro npenapaTta 4AA BETePUHAPHOro MPUMEHEHWA, NMPOU3BEAEHHOro B COOTBETCTBUU C
TpeboBaHMAMN TEXHONOIMYECKUX PEFNAMEHTOB, YTBEPMKAEHHbIX PYKOBOAMTENEM MPOM3BOAMTENA
JIEKApCTBEHHbIX CPEeACTB, @ TaKXe B COOTBETCTBYIOLWMX C/y4adax TecT-LTaMMbl MWKPOOPraHM3MOB,
KYAbTYpbl KAETOK, 06pa3ubl papmaueBTMyecKoi cybcTaHumMM, 06pasubl BELLECTB, NPUMEHAEMbIE O/1A
KOHTPOS KayecTBa JIEKAPCTBEHHOIO CPEACTBA, B KOAMYECTBAX, HEOOXOAMMBbIX 417 BOCMNpPOU3BELEeHUS
MEeTO/Z0B KOHTPOJIA KayecTBa.

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

3. Mpu nonyyeHmn ob6pasLLOB NEKAPCTBEHHOro npenapata M ¢apmaueBTUYECKON CcybCcTaHUuUK
3KCNepTHOEe yypeaeHne B AeHb NosydeHua obpasLoB HanpaBaseT B SNEKTPOHHON GopMe 3asBUTENIO
yBeAOMIEHNE, NOATBEPKAAtOLLEE NONYyYEeHUE YKa3aHHbIX 06pasLosB.

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

4. YKa3aHHbIN B 4acCTM 2 HACTOALWEN CTaTbW CPOK ANA NpeacTaB/ieHusa 3asasuTesnem o06pasuos
JIeKapCTBEHHOro npenapata M ¢apmaLeBTUYEeCKOM CyOCTaHLMM He BKIKOYAeTCA B CPOK MpoBeaeHus
3KCMNepTUs, NpeayCcMOTPEHHbIX YacTbio 1 HacToALLEN CTAaTbM.

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

5. YTpatnn cuny. - PegepanbHolit 3akoH ot 30.01.2024 N 1-P3.

CraTtba 25. MoBTOPHOE NPOBeAEeHME IKCNEPTU3bI JIEKAPCTBEHHBIX CPeacTB
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cayyaax He,CI,OCTaTO‘-IHOﬁ 060CHOBAHHOCTM UM HEMONHOTbI 3aKNHOYEHNA KOMUCCUK 9KCNepTOos,
Han4nAa B HeEM MPOTUBOPEYUBDLIX AaHHDbIX, d)a}'IbCMd)MKaLJ,MM BblBOAOB 3KCNEPTU3bl JNIEKAPCTBEHHOTO
cpeAactea, COKpbITUA OT YNOJIHOMOYEHHOIo dJep,epaanoro OpraHa WCNOJIHUTENbHOM BIAaCTU OCHOBAHMUM
ana oTBoAa 3KCnepTa BC/AeacreBue ero 3anHTepeCoBaHHOCTM B pe3ynbratax COOTBeTCTBy}OIJJ,EI‘/JI
9KCNEPTU3bl, HATNMYNA OAHHbIX O NTPAMOM b0 KOCBEHHOM BMELLATENbCTBE B npouecc COOTBeTCTBy}OIJJ,EI‘/JI
9KCNEepPTU3bl NL, HE y4aCTBYHOLWNX B €e npoBeaeHNN, HO OKa3aBLlWKUX BIMAHNE HA NMPOLLECC U pe3y/ibTaTbl
ee nposegeHuna, yno1HOMOYEHHbIM q)e,u,epaanblM OpraHom WCNOJIHUTENbHOW BNIACTU Ha3HavaeTcs
NMOBTOPHAA 3KCNEPTU3a NEKAPCTBEHHOTO CpeacTea (MJ'IVI) 3TYeCKad 3KCnepTuns3a.


consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E83C130934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C173D8BB2D34EC4AB1AE6803C408E2BF54D1D37ACB7E838150934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C173289B4D841C4AB1AE6803C408E2BF54D1D37ACB7E838160934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110834AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C15398BB4D34FC4AB1AE6803C408E2BF54D1D37ACB7E838110934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110F34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110E34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110C34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123C83B1DE48C4AB1AE6803C408E2BF54D1D37ACB7E839110334AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C153E89B2DB4FC4AB1AE6803C408E2BF54D1D37ACB7E83C140834AA0DB7B123CF86CD4BB5B6CEEA52M7T6J

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

KoHcynbTaHTIAOC: NpuMmeyaHue.

MonokeHua c1. 25 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpenoCcTaBieHUA roc. YCayr npu
obpalleHMn NeKapCTBEHHbIX CPeAcTB: ANA MEeAMUMHCKOTO MNPUMEHEHWA MOCPEACTBOM eAMHOMN
cuctembl U (Mnn) egmnHoro noprana, npumeHstotca ¢ 01.01.2025; ana BeTepUHAPHOro NpUMeHeHuUs
nocpeacTsom eaAnHOro noprtana, npumeHarotca ¢ 01.01.2026.

2. MNoBTOpPHasA 3KCNepPTM3a NIEKAPCTBEHHOrO CPeACTBA NPOBOAMTCA C YY4ETOM Pe3y/bTaToB paHee
NpoBeLEHHOM 3KCMEepPTU3bl B CPOK, YCTAaHOB/AEHHbIA YMNONHOMOYEHHbIM deaepanbHbiM OpraHOM
WCMOJIHUTE/IbHOM BNACTM U He NpeBbIWatoWmniA TpMAaLaTn paboumx gHen co AHA NOYYEeHMA SKCNEePTHbIM
yupexgeHmem B IMYHOM KabuHeTe B e4MHOM CMCTEME 334aHUA Ha NpoBeAEeHME NOBTOPHOM 3KCNEPTM3bI
JNIeKapCTBEHHOrO CpeacTBa, NOAMNMUCAHHOIO YCUAEHHOM KBAaANOULMPOBAHHOM 3/1EKTPOHHOM NOANUCHIO.
(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3. ®duHaHcoBoe obecneyeHne BbIMNOAHEHUS 334aHMA Ha MPOBEAEHME MOBTOPHOW 3KCMepTUsbl
NleKapCcTBEHHOTO CPEeACTBA HE OCYLLLECTBAAETCA.
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAKOC: NpumeyaHume.
C 01.01.2026 cT. 26 He pacnpoOCTPaHAETCA Ha MPABOOTHOLUEHMA, BO3HMKaloLWMe npu obpalleHun
JIeKapCTBEHHbIX CPEACTB AN1A MeAUUMHCKoro npumeHeHua (P3 ot 30.01.2024 N 1-d3).

CTaTbA 26. YCKOpeHHas npoueaypa 3KCnepTu3bl 1IeKapCTBEHHbIX CPEeACTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeAcTB B LUENAX rocyAapCTBEHHOM
perucTpaunm JfieKapCTBEHHbIX MNpPenapaToB MNPUMEHAETCA B OTHOWEHWM OPQAHHbIX NEeKapCTBEHHbIX
npenapaTos, NepPBbIX TPEX NEKAPCTBEHHbIX NPENApPaAToOB, perncTtpupyembix B Poccuiickon depepaumm B
KayecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX MPEenapaToB, O4epeaHOCTb KOTOPbIX Oonpeaenserca B
COOTBETCTBMM C HOMEPOM M [aTOM BXOAALWMX 3aABAEHUMA O [OCYAAPCTBEHHOM perncrpauum
NIeKAPCTBEHHbIX NMPENapaToB B pPaMKax OAHOIO0 MEXAYHAapOAHOro HEenaTeHTOBAaHHOIN0 HaMMeHOBaHMUA
NIeKAapCTBEHHOrO npenapata WX TPYyNNMPOBOYHOIO HAMMEHOBAHWA JIEKAPCTBEHHOrO mnpenapaTa,
NIEKAPCTBEHHbIX MNPEnapaTtoB [A/A BETEPUMHAPHOIO MPUMEHEHUA, NpeAHa3Ha4yeHHbIX ANA Ne4vYeHuA
OOMaLLUHKNX }KUBOTHbIX, onpeaeneHHbix PegepanbHbiMm 3aKoHOM OT 27 aekabpa 2018 roga N 498-d3 "06
OTBETCTBEHHOM O6paLLEHUN C KMUBOTHBIMU U O BHECEHUM U3MEHEHWUN B OTAE/bHbIE 3aKOHOAATE/IbHbIE
aKTbl Poccuiickont ®epepaumnmn”, N 3aperucTpMpPoBaHHbIX B KayecTBe JIEKAPCTBEHHbIX MpenapaTos A/s
MEANLMHCKOTO MPUMEHEHUA, U SIEKapCTBEHHbIX NPEnapaToB, NpeaHasHauYeHHbIX UCKAKYUTENBHO AAs
NPMMEHEHNA HECOBEPLUEHHONIETHUMM TPAXKLAHAMMN.

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

2. YcKopeHHaa npoueaypa 3KCMepTM3bl /IEKApCTBEHHbIX CPEeACTB B LENAX rocyAapCTBeHHOM
perncTpaumnmn NeKapcTBeHHbIX NPenapaTos He NPUMEHAETCA B OTHOLLIEHUN:

1) 6uoaHanorosbIx (6MoNoA06HbIX) NeKaPCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedepeHTHbIX /IeKapCTBEHHbIX MPenapaToB (3a WCKAYeHMEM OpdaHHbIX JIeKAaPCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NpumeyaHue.
0o 31.12.2024 poCCUACKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPEnapaTtoB AaA BeTepPUHAPHOro
NPUMeEHeEHMA pa3peLleHo NogaBaTb PErMCTPALMOHHOE AOCbe MO YCKOPEHHOM npoueaype 6e3 yyeta
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TpeboBaHMii n. 3 4. 2 cT. 26 (MocTaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

3) BOCMpPOM3BEAEHHbIX /NIeKAPCTBEHHbIX MpenapaToB (3a UCKAOYEHWEM MepBbiX Tpex
peructpupyembix B Poccuinckon Peaepaumm B KauecTBe BOCNPOU3BEAEHHbIX 1IeKAapPCTBEHHbIX NpenapaTos
W NeKapCTBEHHbIX  MPenapaTtoB, MNpeAHAsHAYeHHbIX  UCKAKYUTENbHO  AAAa  NPUMEHEHUSA
HEeCOBEpPLUEHHONETHUMN TpaXKaaHaMu, a TaKXKe JIeKapCTBEHHbIX MpenapaTtoB, NpeAHa3sHa4YeHHbIX Ans
NleyeHmna AOMALLHUX }KUBOTHbIX, onpeaeneHHbix PeagepanbHbiM 3aKOHOM OT 27 aeKabpa 2018 roaa N 498-
®3 "O6 oTBeTCTBEHHOM O06OpalEeHUN C KUBOTHbIMM M O BHECEHUN W3MEHEHUNA B OTAE/IbHble
3aKoOHoZaTe ibHble aKTbl Poccuitckoinnt ®epepauymn”, 1 3aperncTpmpoBaHHbIX B KAYeCTBE IEKAPCTBEHHbIX
npenapaTos A4 MegULUMHCKOro NPUMEHEHMUA);

(B pea. PegepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBMHALWMIA 3aPErMCTPUPOBAHHBIX PaHee IeKapPCTBEHHbIX NPenapaTos;

5) NneKkapcTBeHHbIX NpenapaToB, 3apermcTPMPOBaHHbLIX paHee, HO MPOU3BEAEHHbIX B APYrux
NeKkapcTBeHHbIX popmax B COOTBETCTBMU C NepeyHEeM HaMMEHOBAHUI NeKapCTBEHHbIX GOPM 1 B HOBOM
[03MPOBKE;

6) NneKkapcTBeHHbIX NpenapaToB 419 MeANUMHCKOTo NPUMEHEHUA, rocyaapCcTBEeHHan perucrpaums
KOTOPbIX OTMEHEHa, NPU UX PErucTpaLmm B KayecTBe JIEKAapCTBEHHbIX NPenapaTos A/19 BETePUHAPHOro
NPUMEHEHMUA.

(n. 6 BBegeH ®epepanbHbiM 3akoHOM oT 28.04.2023 N 171-93)
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. YcKopeHHaa npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB MNPOBOAMTCA MO PeLleHuio
COOTBETCTBYIOLLErO YNO/JIHOMOYEHHOro deaepanbHOro opraHa UCNOSHWUTENIbHOM BAACTM Ha OCHOBaHUM
3aAB/IeHNA 3aABUTENA B CPOK, HEe NpPEBbILIAIOLWMI BOCbMUAECATU pabounx gHel. Mpu sTom aKkcnepTUsa
OOKYMEHTOB, COAEPKALLMXCA B PErMcTpauMoOHHOM AOCbe Ha JIeKapCTBEHHbIM npenapaTt, NPoBOAMTCA B
CPOK, He npesblWwakowWwnin aecatn pabounx AHeW, aKcnepTM3a KayecTBa JIeKapCTBEHHOro cpeacTsa U
JKCNepTn3a OTHoWweHUA ommp,ae:v\oﬁ No/ib3bl K BO3MOXHOMY PUCKY MNMPUMEHEHUA JIeKapPCTBEHHOIO
npenapaTta NPoBOAATCA B CPOK, HE MPEBbILIAOLLNIA WecTUAecATU pabounx aHen.

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

3.1. YTpaTtun cuny. - PegepanbHbiii 3akoH oT 30.01.2024 N 1-$3.

4. YcKopeHHasa npoueaypa 3KCNepTusbl NeKapCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPSAKE,
ycTaHoBNeHHOM cTaTbamu 17, 19, 20, 23 n 24 Hactoawero PeaepanbHOro 3akoHa, U He O3HA4aeT
CHUKeHMA TpeboBaHMi K 6e3onacHoCTU, KayecTBy U 3PPEKTUBHOCTU 1EKAPCTBEHHbIX NPenapaTos.

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

CtaTba 27. PewieHne 0 rocyAapCcTBEHHOM perucTpaLmMm NeKapcTBeHHOro npenapara

1. B CpoK, He npeBblWaowWwmin gecatn paboumx gHel co AHA NOAYYEHMA 3aKAOUYEHMI KOMUCCUU
3KCMepPTOB MO pe3yabTaTaM 3KCNepPTMU3bl KaYecTBa 1IeKapCTBEHHOMO CPeACTBa M IKCNEPTU3bl OTHOLIEHUA
0XKMAAEMOW NONb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMWS IEKaPCTBEHHOTO NpenapaTa, COOTBETCTBYOLWMIA
YNOJHOMOYEHHbIN deaepanbHblit opraH UCNOJHUTENIbHON BAACTH:

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

1) ocyw,ecTBnsieT OLLEHKY 3aK/OYEHUI KOMWUCCUMU IKCMEepTOB AN OnpefeneHus COOTBETCTBUS
334aHUI0 HA NPOBEAEHME ITUX IKCMEPTUS;
(n. 1 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) NpUMHUMAaET pelleHne O rocyAapCTBEHHOW pPerMcTpauMu feKapcTBEHHOro npenaparta uam o6
OTKase B rocyAapCTBeHHOM perncTpaummn 1eKapcTBeHHoro npenapara;
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KoHcynbTaHTIAOC: NpUmedaHme.
C01.01.2025 B n. 3 cT. 27 BHOCATCA M3meHeHus (P3 ot 30.01.2024 N 1-d3).

3) BHOCUT Mpu NPUHATUM PELLEHUA O roCyAapCTBEHHOW perncTpaummn NekapcTBeHHOro npenapara
OaHHble O 3aperucTpMpoBaHHOM JIEKAapCTBEHHOM npenapate, B TOM uucie o ¢dapmaueBTUYecKon
cybcTaHUMM, BXOAAWLEM B COCTaB JIEKApPCTBEHHOro MpenapaTta, B TOCYAApCTBEHHbIM  peecTp
JIeKapCTBEHHbIX CPEeACTB WM BblAaeT 3aABUTE/II0 PEerncTpalMoHHOE YAOCTOBEpPEeHWEe J1IeKapCTBEHHOrO
npenapata, <¢opma KOTOpPOro YyTBEpKAAeTcA  YrNOJIHOMOYEHHbIM  denepasbHbiM  OpraHom
WCMNOJIHUTENbHOM B/IAaCTU, COMNACcOBaHHble HOPMATUBHYIO LOKYMEHTALMIO, HOPMATMBHbIA [LOKYMEHT,
MHCTPYKLMIO NO MPUMEHEHUIO IEKAPCTBEHHOIO NpenapaTta U MakeTbl NePBUYHON YNAKOBKM U BTOPUYHOM
(noTpebuTenbCcKoM) YNakoBKM C YKa3aHMEM HaA HUX HOMEpa PerncTpauyoHHOro YAO0CTOBEpPEeHUs
JIeKapCTBEHHOIO NpenapaTta W 4aTbl ero rocygapCcTBEHHOM PErncTpaLmMm Uan B Cly4ae NPUHATUA pelleHns
06 OTKase B rocyZapCTBEHHOW PerucTpauumn NeKapcTBEHHOrO npenaparta yBeAOMAAET B MUCbMEHHOW
dopme 3amBuTens o6 3TOM C YyKasaHWEM MPUUYMH TaKoro OTKasa. 3a Bblgayy PerucTpalMoHHOro
YAOCTOBEPEHUA NEKAPCTBEHHOMO Npenaparta B3WMAEeTCA rocy4apCcTBeHHasA MOLW/NHA B COOTBETCTBMM C
3aKoHogaTenbcTBOM Poccuiickolt Peaepaumm o Hanorax u cbopax.

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

2. OcHoBaHMeM [/ OTKa3a B rocyJapCTBEHHOW perucrtpaumy NekapcTBeHHOro npenaparta Ans
MEAMUMHCKOTO  MPUMEHEHUs  ABNAETCA  3aK/IloYeHWe  COOTBETCTBYHOLLEro  YNoJIHOMOYEHHOro
desiepanbHOro opraHa WCMOMIHUTENbHOW BAAacTM O TOM, 4YTO KadyectBo U (nan) 3ddeKkTMBHOCTb
PErncTpMpyemoro /IeKapCcTBEHHOro npenapaTta Ana MeAMLUMHCKOro NMPUMEHEHUA He MOATBEPKAeHbI
NONYYEHHbIMW AAHHBIMU UM YTO PUCK MNPUYNHEHMUA Bpeaa 340POBbIO YeNOBEKA BCAeACTBME nNpuema
JIeKapCTBEHHOro npenapaTta Anf MegMUMHCKOro NpuMeHeHus npesbiwaeT 3OeKTUBHOCTL €ero
npuMmeHeHuA.

(yacTtb 2 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MNoBTOpHOE npeAcCTaBfeHME B COOTBETCTBYIOWMI YNOJHOMOYEHHbIM denepanbHblid OpraH
WCNOJIHUTENbHOW BAACTM JIEKAPCTBEHHOrO MpenapaTa, B OTHOLWEHMM KOTOPOro MOJydYeH OTKa3 B
rocy4apCcTBEHHOW PerncTpaumm u KoTopblii BNOCAeACTBUN NOABEPICA M3MEHEHUIO B YAaCTU €ro COCTaBa,
paccMmaTpuBaeTCA Kak NpeactaB/leHne HOBOTO JIEKapCTBEHHOrO Npenapata Ha ero rocyAapcTBEHHYHO
perncTpauuto He3aBUCMMO OT COXPAHEHMA ero NeEPBUYHOIO HAMMEHOBAHUA.

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

4. Mpw npepocTaBieHUM 3asBUTENEM B COCTaBe PErMcTPaLMOHHOIO A0OCbe Ha /IeKapPCTBEHHbIM
npenapar 414 BETEPMHAPHOIro NPMMEHEHUSA KONUU PeLleHns YNoJHOMOYEHHOro ¢denepanbHOro opraHa
WCNOJIHUTENbHOW BIAaCTM O MPOBELAEHUM WHCNEKTUPOBAHWUS MPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB
CPOK MPUHATUA pelieHns O T[OCY[aPCTBEHHOW perucTpaumm JeKapCTBEHHOro npenapata  Aas
BETEPMHAPHOIo NPMMEHEHNsA NPUOCTAHABAIMBAETCA CO AHA NONYYEHMA 3aKAOYEHWNI, YKa3aHHbIX B 4acTy
1 HacTosIWeN cTaTbW, 4O AHA NPUHATMA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJHUTENbHOM
B/1IACTU peLleHMA O Bblaaye uaM o6 OTKase B Bblgaye 3aKAOYEeHUA O COOTBETCTBUM MPOM3BOAMUTENA
JIeKapCTBEHHbIX CPeAcTB TPeboBaHUAM NPaBu Haga/exallen NpomM3BoACTBEHHOM NPAKTUKK, HO He 6onee
Yyem Ha CTO BOCEMbAECAT Pabounx aHeN.

(yacTb 4 BBeaeHa PeaepanbHbiMm 3akoHOM OT 04.06.2018 N 140-03)

5. OcHOBaHMeM Aaa OTKasa B rocyAapCTBEHHOW PerucrTpauumn fekapcTBeHHOro npenapaTta AnA
BETEPUHAPHOrO MNPUMEHEHMA ABAAETCA 3aK/AlYeHWe YMNOJAHOMOYEHHOro deaepanbHOro opraHa
NCMNONHUTENBHOM BAACTN O TOM, YTO KauyecTBo U (Man) adpPeKTUBHOCTb PErMCTPUPYEMOrO 1EKAPCTBEHHOTO
npenaparta AN BETEPUHAPHOro NPUMEHEHWNA HEe NOATBEPKAEHbI NOAYYEHHbIMU AAHHBIMU UAM YTO PUCK
NpUYMHEHNA Bpeaa 340POBbI0 KMBOTHOTO BCAEACTBME MpMema JIeKapCcTBEHHOro npenapata Ana
BETEPUHAPHOrO NPUMEHeHUA NpeBbiaeT 3GPEeKTUBHOCTb ero NPUMEHEHNA, OTKa3 YNOAHOMOYEHHOIO
denepanbHOro opraHa UCNOHUTEIbHOW BNACTM B BblAaye 3aKN0YeHUA O COOTBETCTBUM NPon3BoAMTENA
NeKapCTBEHHbIX CpeacTB TPeboBaHMAM NPaBUA HAaA/1eXKaLLel MPON3BOACTBEHHOMN MPAKTUKKN ANA KaXK a0
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NpPoOu3BOACTBEHHON MN/IOWAAKA PErNCTPUPYEMOrO JIEKAPCTBEHHOrO nNpenapata gas BeTepUHApPHOro
NPMMEHEHN B C/lydae, €CcAuM MNpPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata AAA BeTepUMHAPHOro
NPUMEHEHUA OCYLLEeCcTBAAEeTCA 3a npeaenamm Poccuiickoli Pepepaumm, MAM OTCYTCTBUE TaKOro
3aK/I0YeHMUA.

(yacTb 5 BBEeAeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopsagKe M CpoOKax onpeneneHna B3aMMO3aMeEHAEMOCTU NIEKAPCTB JIEKAPCTBEHHbIX MpenapaTos,
3aperncTpupoBaHHbix 2o 01.03.2020, cm. cT. 3 ®3 07 27.12.2019 N 475-03.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIEKAapCTBEHHbIX MNpPenapaTos ANA MeAULMUHCKOro
npUMeHeHus
(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMMO3aMeHAeMOCTb /1IeKAapCTBEHHbIX MpPenapaToB Aaa MeAMLMHCKOTO MpPUMEHEHMUs
onpeaenseTca ynoAHOMOYEHHbIM peaepasbHbiM OPraHOM UCMONHUTENbHOW BAACTU, OCYLLLECTBAAIOLLMM
rocyAapCTBEHHYIO PErnCTPaLLMIO NEKAPCTBEHHbIX NPENapaToB AN MeAMLMHCKOro NPUMEHEHNA, B paMKax
O4HOIO  MEXAYHApOAHOTO  HEenmaTeHTOBAaHHOro (MM XMMMYECKOro, WAM  TPYNMNMPOBOYHOrO)
HaMMEeHOBaHMSA Ha OCHOBE 3aK/IIOYEHUS KOMMUCCUM 3IKCMEepPTOB ISKCMNEPTHOIO YyypexaeHus o
B3aMMO3aMEHAEMOCTU JIeKapCTBEHHOIO Npenaparta 418 MeAUUMHCKOro NMPUMEHEHUS AMb0o O TOM, YTO
JIeKapCTBEHHbIN Npenapar 414 MeAULMHCKOro MPUMEHEHUS He ABNAETCA B3aumMmo3ameHaembim. Mopsaaok
onpeaeneHns B3anMMO3aMeEHAEMOCTU JIEKAPCTBEHHbIX MpenapaToB AN MeOULUHCKOTO NPUMEHEHUs U
bopma 3aK/IOYEHUA KOMWUCCUM IKCMEPTOB 3IKCMEPTHOTO YUYPEXKAEHUA O B3aMMO3aMEHSAEMOCTU
JIeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NpUMeHeHMA IM60 0 TOM, YTO IeKaPCTBEHHbIV NpenapaT
ANA MeAULMHCKOTO NPUMEHEHUA He ABNSETCA B3aMMO3aMeHAeMbIM, YCTaHaBAMBaOTCA deaepasibHbiM
OpPraHOM WCMOJIHUTE/IbHOM BIAaCTWU, OCYLLECTBAAIOWMM (YHKLMM MO BbIpaboOTKe M  peanusaumu
rocyZapCTBEHHOM NOJIMTUKM U HOPMATMBHO-MPABOBOMY PEry/iMpoBaHuUIo B chepe 34paBOOXPaHEHNs, MO
cornacoBaHuio ¢ denepanbHbIM OPraHOM WCMOJIHUTENbHOW BAACTU, OCYLLECTBAAOWMM GYHKUUKU NO
NIMLEH3MPOBAHUIO NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB.

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

2. Komuceua aKcnepToB 3KCMEPTHOrO yupexaeHusa AaeT 3aK/IloYeHWe O B3aMMO3aMeHAeMOCTU
NleKapcTBEHHOTO Npenapara Aaa MeANUMHCKOTO NPUMEHeHMA B0 0 TOM, YTO JIeKapCTBEHHbIN Npenapat
ANA  MeOMUMHCKOTO MNPUMEHEHUA He ABAAETCA B3aMMO3aMEHAEMbIM, Ha OCHOBAHMM CAeAyloLLMX
KpUTEpUEB (XapaKTEPUCTUK):

1) akBMBaneHTHocTb (ana 6uoaHanorosbix (6MOMNOAOCOHBLIX) /NEKAPCTBEHHbIX NpenapaTos
(BroaHanoroB) - CONOCTAaBMMOCTb) KaUeCTBEHHbIX M KOJIMYECTBEHHbIX XapaKTePUCTMK GapMaLLeBTUHECKUX
cybCTaHUMiA AN COMOCTaBMMOCTb aHTUFEHHOrO COCTaBa BaKUWMH. Mcnosib3oBaHWe pPas/iMyHbIX COAei,
3¢UNPOB, KOMMNNEKCOB, U30MEPOB, KPUCTANANYECKUX GOPM U APYrMX NPOM3BOAHbLIX OAHOMO W TOTO e
OENCTBYIOLLErO BelecTBa He ABNAETCA NpenATcTBMEM ANa onpegeneHusa B3anmmo3aMeHAEMOCTU
NleKapCTBEHHbIX MNpenapaToB, €ecAv MNpu  NPOBEAEHWM  WUCCNeA0BaHMA  BUO3KBMBANEHTHOCTM
NeKapCTBEHHOro npenapaTa WMAW UCCiefoBaHWA TepaneBTUYECKOW 3KBMBAJIEHTHOCTM I€KapCTBEHHOMO
npenapaTta [0Ka3aHO OTCYTCTBME K/AMHUYECKM 3HAUYMMbIX Pasanunii GapMakoOKMHETUMKM U (1an)
3bdeKTMBHOCTM 1 6e30NacHOCTV IeKapPCTBEHHOTO NpenapaTa 414 MeANLMHCKOrO NPUMEHeHUs;

2) 3KBMBANEHTHOCTb JIeKapcTBeHHOM GopMbl. o4 3KBUBANEHTHLIMU NEKAPCTBEHHBLIMU hopMamm
MOHMMAIOTCA Pa3Hble SIeKapCTBEHHble GOpMbl, MMelowme oaMHaKoBble cnocob BBegeHMA M cnocob
npMMeHeHua, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTePUCTUKaMU U
dbapmakosormyeckum gencrenem n obecneumnsaloLlme TakKe 4OCTUNKeHNe Heo6X0AMMOro KANHUYECKOro
abdeKkta. Pasamuma nekapcTBeHHbIX GOpM He ABAAIOTCA MPenATcTBMEM A4 OonpedefieHus
B3aMMO3aMEHSAEMOCTU  JIEKAPCTBEHHbIX MPEenapaTtoB, €eciM Mpu  MPOBEAEHMM  WUCCNe[0BaHMUA
6MO3KBMBANEHTHOCTM  JIEKAPCTBEHHOrO  MNpenapaTa  WAM  UCCNeAO0BaHMA  TepaneBTUYECKOn
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3KBMBAJIEHTHOCTW JIeKapPCTBEHHOIO NMpenapaTa A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HAUYMMBbIX Pasanumni
bapMaKoKMHETURN U (Mnn) 3ddeKTMBHOCTM M 6e30nacHOCTM NeKapCTBEHHOrO npenapaTta  gns
MeAMLMHCKOro NPUMeHeHUs;

3) 3KBMBaANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB JIeKapCTBEHHOrO
npenapata Ana MeAMUMHCKOTO MpUMeHeHuA. Pasnnuma  cocTaBa BCMOMOraTeslbHbIX — BELLecTB
JIEKAapCTBEHHOrO npenapata He ABAAKTCA MNPEnATCTBMEM AN onpefeseHna B3aMMO3aMEHAEMOCTU
NIEKAPCTBEHHbIX MpenapaTtoB, €cAuM Npu  NPoOBeAEHUM  UCCNeoBaHUA  OBMO3KBMBANEHTHOCTU
JNIeKapCTBEHHOrO npenapaTa WAW UCCNeoBaHMA TepaneBTUYECKOW IKBUBAJIEHTHOCTM JIEKAPCTBEHHOIO
npenapata [A0Ka3aHO OTCYTCTBME K/AMHWUYECKM 3HaUYMMbIX pPasanumMii  GapMakOKUHETUKN U  (1an)
3pPeKTMBHOCTN M H6E30NaCHOCTU NIeKAPCTBEHHOro npenapaTta Aad MeauMUMHCKOro npumeHeHus. Mpu
Ha/IMYUM KNIUHUYECKM 3HAUMMbIX Pa3nnunii GapmakoKUHETUKN U (nan) addeKTUBHOCTM 1 6e3onacHoCcTU
JNIEKAapPCTBEHHOrO npenaparta a8 MeAULMHCKOro NMPMMEHEHUA B3aMMO3aMeHAEeMOCTb onpeaenseTcs C
YKa3aHMEeM Ha UCKAoOUYEHNE OTAe IbHbIX FPYMnmn NaLMeHTOoB;

4) NAEHTUYHOCTb cnocoba BBEeAEHNA U cnocoba NMPUMEHEHNA;

5) COOTBETCTBME NpOnN3BOAUTENA NEKAPCTBEHHOIO CpeacTBa Tp66OBaHMHM npasun Ha,u,ne»(au.l,eﬁ
I'IpOMSBOLI,CTBEHHOVI NPaKTUKU.

3. bes HeobXOAMMOCTM [0Ka3aTeNbCTBa OGMOIKBMBANEHTHOCTM OCYLIECTB/IAETCA OnpeaeneHue
B3aMMO3aMEHAEMOCTU BOCMPOU3BEAEHHbIX IEKapCTBEHHbIX MPEnapaTos, KOTopble:

1) npepHasHayeHbl AN MapeHTepasbHOro (MOAKOMHOro, BHYTPUMMbILLIEYHOrO, BHYTPUBEHHOTO,
BHYTPWUIA3HOrO,  BHYTPUMONOCTHOTO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHAPHOro) BBeAEHUS U
npeacTasnaoT coboi BogHble PacTBOpbI;

2) npeacTasnatoT coboit pacTBOPbI A8 NepPopPaNbHOro NPUMEHEHUS;
3) nponsseaeHbl B Gopme NOPOLIKOB UAKU ANOPUAN3aTOB A8 NPUrOTOBAEHMA PAaCcTBOPOB.;
4) ABNAOTCA rasamu;

5) ABAAIOTCA YLWHbLIMUW UK FNa3HbIMM IEKapCTBEHHbIMM NpenapataMmu, NpousseaeHHbIMU B popme
BOAHbIX PacTBOPOB;

6) NpeAHasHa4YeHbl AR MECTHOrO U (MM) HaPYKHOTO NPUMEHEHUA M MPUTroTOBAEHbI B dpopme
BOAHbIX PacTBOPOB;

7) npeactasnAloT coboit BogHble pacTBOPbI AN UCMOAb30BaHNA B GOPME MHFANALMI C NMOMOLLbHO
Hebynaisepa WAM B KayecTBe Hasa/bHbIX CNpPeeB, MPUMEHAEMbIX C MOMOLLbIO CXOAHbIX (MOXOMMX,
aHaNorMyHbIX) ycTpoicTe (Nnprubopos, annapaTtos).

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

4. OcobeHHOCTM onpefeneHuss B3aMMO3aMEHAEMOCTM  BMOIOTMYECKUX  JIeKapPCTBEHHbIX
npenapaTtos, KOMOMHMPOBAHHbIX IEKAPCTBEHHbIX MPENapaToB (cogeprKallmMx KoMbMHaUMIO AByX U bonee
OENCTBYIOWMX  BELeCTB), JIEKAPCTBEHHbIX MNpenapaTtoB A8 MApPeHTepPasibHOTO  MUTaHUA U
HeZl03MPOBaHHbIX  JIEKAPCTBEHHbIX  MPEnapaToB  yCTaHaBAMBAlOTCA  delepasnbHbiIM  OpraHom
WCMONHUTENbHOW BNACTM, OCYLLECTBAAOWMM GYHKLMM NO BbipaboTKe U peanvsalmm rocyapcTBeHHOM
NOJIMTUKM M HOPMATMBHO-MPABOBOMY PEry/MpoBaHuio B chepe 34paBOOXPaHEHMS, MO COMNACOBAHMUIO C
dbenepanbHbIM OPraHOM UCMOJHWUTENBHOM B/IACTU, OCYLLECTBAAIOWMM GYHKLUUKM MO JULLEH3UPOBAHUIO
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEeACTB.

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

5. Onpe,u,eneHme B3aMMO3aMeHAEeMOCTN He OocCylwecTBaAeTCcA B OTHOWEHWUU NeKapCTBEHHbIX
PacCTUTENIbHbLIX NPEenapaToB, roMmeonaTn4YeCKnX 1eKapCTBeHHbIX NpenapaTos.
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6. CDOpMVIpOBaHVIe nepeyvyHA B3anmo3amMeHAEMbIX E€KAaPCTBEHHbIX NpenapaTtos AnA MmeanunHCKoro
NPpUMeHEHNA OCYLLECTBNAETCA SKCNEPTHbIM ydpexXaeHnem nocpeacrsom O6'be,£l,MHEHM‘r'I NEKAPCTBEHHDbIX
npenapatoB B OTAE/IbHblE Tpynnbl, B Ka)K,D,Ol;'I U3 KOTOPbLIX N1IEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnyyae BK/IOYEHUA B WMHCTPYKUMIO MO MEAMLMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOIO
npenapaTa Ha OCHOBAHWMW Pe3yNbTaTOB COOTBETCTBYIOLMX UCCeA0BaHNIM NOKA3aHUN A5 NMPUMEHEHUS,
KOTOpble OT/AIMYAIOTCA OT MOKA3aHUI ANA NPUMEHEHUA APYrUX NEKAPCTBEHHbIX NPenapaTos M3 rpynnbl
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX MpPenapaTtoB, B MepeyHe B3aMMO3aMEHAEMbIX JIEKAaPCTBEHHbIX
npenapaTos 414 MeAULMHCKOro NPUMEHEHMUA A0MKHA ObITb YKa3aHa COOTBETCTBYOLWAA MHDOPMALLUA.

8. MepeyeHb B3aMMO3aMeEHAEMbIX JIEKAPCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NpuMeHeHus
pa3smelLaeTca YNoJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTEIbHOM BNACTM, OCYLLLECTBAAIOWMM
roCyapCTBEHHYIO PErucTpaLMio JIeKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOro NpUMEHeHus, Ha
cBoem oduumancHom cante B cetn "UHTepHet". UHbopmaumsa B nepeyHe B3aMMO3aMeEHSEMbIX
NeKapcTBEHHbIX NPenapaToB 4N MegUUMHCKOro NpUMeHeHNA 0B6HOBAAETCA yKasaHHbIM dpeaepasibHbiM
OpraHOM MCMOJIHUTENbHOM BAACTU C YYETOM HOBbIX 3aPErnCTPUMPOBAHHbIX JIEKAPCTBEHHbIX NpenapaTos
ANA  MEeAMUMHCKOrO MNPUMEHEHWA W BHECEHHbIX W3MEHEHUI B [OKYMEHTbl, COAeprKalmecs B
PEerncTpaumMoHHbIX [0Cbe Ha 3aperncTpUMpoBaHHbIe JIEKAPCTBEHHblE NpenapaTbl A8 MeAMUMHCKOro
NPUMEHEHNA.

9. MNopAAoK MCNONb30BaHUA NHGOPMaLIMK O B3aMMO3aMeHAEMbIX JIEKaPCTBEHHbIX NpenapaTax Ans
MEANLMHCKOTO MPUMEHEHMA W NOPALOK [ayM pPasbsACHEHMI MO BOMPOCAM B3aMMO3aMEHAEMOCTU
NIeKapCcTBEHHbIX NpenapaTtoB ANA MeAMUMHCKOro MPUMMEHeHUs YCTaHaB/aMBaloTCA deaepasibHbiM
OpraHOM WCMOJIHUTE/NIbHOM BAACTW, OCYLIECTBAAIOWMM OGYHKUMKM MO BbipaboTke M peanusaumn
rocyAapCTBeHHOM NOIUTUKMU M HOPMATUBHO-MPaBOBOMY Pery/MpoBaHuio B chepe 34paBooXpaHeHus, no
cornacosaHuio ¢ deaepanbHbIM OPraHOM WCMOHUTENbHOW BAACTW, OCYLLECTBAAIOWMM GYHKUMKW NO
NIMLEH3MPOBAHUIO NPON3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

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

KoHcynbTaHTlAOC: NpumeyaHue.

CpoK peructpauum NeKapCTBEHHOrO npenapata AnA BEeTePUHAPHOro NMPUMEHEHUS, UCTEKALWMN C
14.03.2022 no 31.12.2022, a TaKkke B 2023 roay, npoaneH Ha 12 mecaues (lMocTtaHoBAEHUE
MpaBuTtenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTlAOC: NpumeyaHue.

CpOKM OeNCTBUA PETNCTPALNOHHDBIX YA0CTOBEPEHMIN IEKAPCTBEHHbIX NPENApPaToB A8 MeAULMHCKOro
NnpUMeHeHun, KoTopble uctekatoT B 2024 r. npoaneHbl Ha 12 mecaues (MocTaHoBneHMe MpaBUTeNbCTBA
P® o1 12.03.2022 N 353).

CratbAa 28. PerncrpaumoHHOe yA0CTOBEpPEHUE IEKAapCTBEHHOro npenapara

KoHcynbTaHTlAOC: NpumeyaHue.

Pa3pelwaetca obpalieHme B PO 3aperncTpmpoBaHHbIX JIEKAPCTBEHHbIX MPenapaToB, CPOK AENCTBUA
PEerncTpaLmMoHHOro yAoCTOBEPEHMA KOTOPbLIX UCTEK B Cayyae, npeaycMmoTpeHHom 4. 11 cT. 4 ®3 ot
30.01.2024 N 1-®3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacNPOCTPAHAKTCA HA MNPABOOTHOLUEHMA, BO3HMKatoWmMe npu
0b6pallleHMM NeKapCTBEHHbIX CPeACTB AN MeAULUHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-93).
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1. PerncrpauMoHHoOe yA0CTOBEPEHME NEKAPCTBEHHOMO Mpenapata C YKasaHWem JieKapCTBEHHbIX
$bopm M [03MPOBOK BblaaeTcss 6eccpoyHO, 3a MCKAYEHMEM PETrUCTPALMOHHOIO YAOCTOBEpPEHUA
NleKapcTBEHHOTO NpenapaTa, Bbl4aBaeMoro CO CPOKOM AENCTBUA NATb JIET, HA BNEepBble perucTpupyemole
B Poccuiickoit Pesepaumm nekapcTBeHHbIe NpenapaTbl.

2. Mo wucteyeHMM yKa3aHHOrO B 4acTM 1 HacToAWwEW cTaTbW CPOKa BblAaeTcA bHeccpoyHoe
PerucTpaLMoHHOe YAOCTOBEPEHWE NEKAPCTBEHHOrO Mpenapata Npu YCIOBUW MOATBEPXKAEHUA €ro
rocyfapCcTBEHHOM PerncTpaumm.

3. B cnyyae BHeceHua B cooTtBeTcTBUM cO cTaTbaMm 30 n 31 Hactosawero PeaepanbHOro 3aKoHa
M3MEHEHMI B coZep)Kalimeca B PerMcTpalMOHHOM A0Cbe HA 3apernmcTpupoBaHHbIA NIEKAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTPAruBaloLWnX CBEAEHUA, OTPAXKEHHbIE B PErncTpaLnoHHOM yAO0CTOBEPEHUMU
JIeKapCTBEHHOrO NpenapaTa, YNOAHOMOYEHHbI denepasbHbli OpraH UCNOHUTENbHON BNACTU BblAaeT
HOBOE PEervcTpauMoHHOEe YyAOCTOBEPEHME SIEKAPCTBEHHOrO NpenapaTa, coaepKallee BHECEHHbIEe B HEro
N3MeHeHUs.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 28 yTpaumsaet cuny (43 ot 30.01.2024 N 1-D3).

4. B cnyyae yTpaTbl WM MOBPEXAEHUA PErUCTPALMOHHONO YAOCTOBEPEHWUA NEKAPCTBEHHOIO
npenapata no 3aABAEHUIO B MUCbMEHHON dopme aepiKaTena wWauM Bnajenvla pPerncTpaLMoHHOro
YyA0CTOBEPEHMUA IEKAaPCTBEHHOTO NpenapaTta Uan ynosHOMOYEHHOTO UMW APYroro PUANYECcKoro mua o
Bblaaye AybnMKaTa perncTpaLMoHHOIO yA0CTOBEPEHMA SIEKAPCTBEHHOrO npenapaTa ynoJHOMOYEHHbI
denepanbHbIit OpraH UCNOAHUTENBHOW BAACTU B CPOK, HE NPEBbILLAOLWLNI AecATU paboumnx AHel co aHA
NOCTYN/IeHUA 3anABfeHUA, BblaaeT Ay6AMKaT pPerucTpaumMoHHOro yAO0CTOBEPEHUA NIEKAPCTBEHHOO
npenapaTta. 3a Bblgavyy AybnvKaTa perucTpaumoHHOrO YAOCTOBEPEHWMA NIeKApCTBEHHOrO npenapata
B3MMaETCA rocyapCTBEHHAs NOLW/IMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickont ®epepaumm o
Hanorax u cbopax.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpuMmeYaHue.
C 01.01.2026 cT. 29 He pacnpOCTPaHAETCA Ha MPABOOTHOLUEHMA, BO3HMKalOLME Npu obpalleHUn
JIeKapCTBEHHbIX CPEACTB AN MeAULMHCKOro npumeHeHusa (®3 ot 30.01.2024 N 1-03).

KoHcynbTaHTlAOC: NpumeYyaHme.

MonoxeHus c1. 29 (B pea. ©3 ot 30.01.2024 N 1-d3), Kacatolmecs NpenoCcTaBAEHUSA roC. YCAyr nNpu
obpallLeHMn NeKapCTBEHHbIX CPeacTB: ANA MEeAULMHCKOTO NPUMEHEHUs MOCPeACTBOM eAMHOM
cuctembl U (MnKn) eguHoro noptana, npumeHsatoTca ¢ 01.01.2025; gnsa BeTEPUHAPHOrO NPUMEHEHMS
nocpeacTBomM eauHoro noptana, npumeHatoTca ¢ 01.01.2026. PerncrpaumoHHble yaoCTOBepeHus
JIeKapCTBEHHbIX NPEnapaToB 418 MeANLMHCKOTO NPUMEHEHUS, Ha ByMaXKHOM HocuTene n Ayb6anKaThbl
¢ 01.01.2025 He BblgatoTcA.

KoHcynbTaHTlAOC: NpuMmeYaHue.

CpOK pervcTpaumm NIeKapcTBEHHOTO npenapaTa AnA BETePUHAPHOro NMPUMEHEHMA, UCTEKAIOLWNIN C
14.03.2022 no 31.12.2022, a Takke B 2023 roagy, npoaneH Ha 12 mecaues (MocTtaHoBAEHUE
MpasuTtenbctea PO ot 12.03.2022 N 353).

CratbA 29. NoaTBepKAEHME rocyAapCTBEHHOM perucTpaumm 1eKapcTBEHHOro npenapara
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. NoaTeepKAeHNE rOCYyAaPCTBEHHON PErncTpaumnmn NeKapCcTBEHHOro npenaparta ocyL,ecTBAAeTcs
npu Bblaaye BeccpoYHOro PerucTpaLMoHHOrO YAOCTOBEPEHUA JIEKAapPCTBEHHOrO npenapaTta B C/yyae,
YKa3aHHOM B 4YacTu 2 cTaTbk 28 HacTosawero ®PenepanbHOro 3akoHa, B CPOK, HE NPEBbILAIOLWNIN COPOKa
pabouunx gHel co AHA HanpaBAeHWUA NOCPeACcTBOM eAMHOro NopTana B YNoJIHOMOYEHHbIN deaepanbHbIi
OpraH WCMONHUTENIbHOM BAACTU WAW NUYHBIA KabWHET ynoaHOMOYeHHOro denepanbHOro opraHa
WUCNO/IHUTENbHON BAlaCTU B eAMHOM CUCTEME 3asAB/IeHMA O MOATBEPKAEHUU TOCYAaPCTBEHHOWM
pernctpauumn  IeKapCTBEHHOro  npenapata, MNOAMWCAHHOIO  YCUNEHHOM  KBaANMULMPOBAHHOM
3/IeKTPOHHOM noanucblo. He ocyllecTBnseTca NOATBEPKAEHWE TOCYAAPCTBEHHOM perncrtpauumn B
OTHOLWEHUN NEeKapCTBEHHOro npenapata Ana BeTepMHAPHOro MNpPUMEeHeHWA, He Haxoamslueroca B
obpaweHnn B Poccuitickoii Pepepaumm B TeyeHWe Tpex M Bonee neT, a TaKKe B OTHOLIEHWUM
JIeKapCTBEHHOTO CPeACTBa, NPOM3BEAEHHOIO C HapyleHMem TpeboBaHMA, YCTaHOBAEHHOMO YacTbto 3.7
cTatbk 71 HacToAwero PenepasbHOro 3aKoOHa.

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

2. 3asBNeHMEe O MOATBEPNKAEHWUWU TFOCYyAapCTBEHHOW PerucTpaumMm JIeKapCcTBEHHOro npenapaTta
HanpasaAeTcA NOCPeACcTBOM eAMHOro noptana B YNOJHOMOYEHHbIM  deaepanbHblii  OpraH
WUCMOJIHUTE/IBHOM  BNacTM  WAW  JINYHbIA  KabuHeT ynosaHOmMoYeHHoro d¢edepanbHOro opraHa
NCNO/IHUTENbHOW B/1aCTU B €4MHOMN CUCTEME HE paHee YeM 3a CTO BOCEMbECAT AHEN A0 UCTEYEHUA CPOKa
OENCTBUS PEerMcTpaLMOHHOro yA0CTOBEPEHUS JIEKAPCTBEHHOrO MnpenapaTta U He MNo3AHEee OKOHYaHUs
CpOKa ero gencreums.

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

2.1. Ytpatnn cuny. - PegepanpHbiit 3aKkoH oT 30.01.2024 N 1-3.

3. NoaTsepsKaeHNe rocyaapCTBEHHOW pPerncTpaumumn neKapcTBEHHOro npenapara ocyLLecTBAAeTCA
Mo pe3y/sbTaTaM 3KCMEPTU3bl OTHOLIEHWUA OXWOAEMON MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs
NleKapCcTBEHHOTO npenaparta Ha OCHOBAHUM Pe3y/bTaToB MOHUTOPMHIA 3GGEKTUBHOCTM M Be3onacHoCTH
NleKapcTBEHHOro npenaparta, MPOBOAMMOrO AepXaTelem WAM  Bnafesblem pPerucrpaumMoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOrO npenapata AM60 YNOAHOMOYEHHBIM UMW HOPUANYECKUM IULIOM, a
TaKXe COOTBETCTBYIOLLMM YMNOSHOMOYEHHbIM ¢eaepasbHbiIM OpPraHoOM WCMNONHUTENbHOW BAacTM B
cooTBeTCTBUM C TpeboBaHNAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aAB/IeHMIO O NOATBEPXKAEHUMU FOCVAapCTBEHHOVI perncTtpaunmn neKkapCrBeHHoOro npenaparta
ana megnumnHCKOro npuMmeHeHunAa NnpuaaratoTca:

1) [AOKYMeHTbl, cogep)Kawme pesyabTaTbl MOHWUTOPUHIA 3PPeKTUBHOCTM M HesonacHoCTU
NeKapcTBEHHOrO npenapata Ana MeAUUMHCKOro NPUMEHEHUA, MPOBEAEHHOrO AepKaTenem Wau
B/aZeNbLleM PEerucTPauMoHHOIO YAOCTOBEPEHUA JIeKapCTBEHHOIO Mnpenapata Aad MeAULMHCKOro
NPUMeHeHUa MBO  YMNOSHOMOYEHHBIM MM  OPUAUYECKMM AULOM, No  dopme, YTBEPKAEHHOW
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTy;

2) cBeAeHWA 0 gaTe NpefocTaB/eHUs U PerncTpaLMoOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NeKapCTBEHHbIX CPeacTs, WAW CBEAEHMA O JaTe NpefoCcTaB/eHUs U PEerucTpalMoHHOM Homepe
3aKNIOYEHUA O COOTBETCTBMM MPOMU3BOAMTENSA JIEKAPCTBEHHbIX CpeacTB8 TpeboBaHUAM MpPaBun
Hag/exallen Npou3BOACTBEHHOM MPAKTUKU, UAN KOMWUA CepTUdUKaTa COOTBETCTBUSA MPOU3BOAUTENS
NEeKapCTBEHHbIX CPeacTB A1A MeAMLUMHCKOrO MNpUMMEHeHMA TpeboBaHMAM NpaBua  HaaferKallen
NPOM3BOACTBEHHOM  MPaKTMKM  EBPA3sMIACKOrO  3KOHOMMYECKOrO  COlo3a,  MPeAoCTaBAeHHbIX
YNOAHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIbHOM BNACTM B OTHOLWEHUN NPOM3BOACTBEHHOM
NAOLWAAKN IeKapCTBEHHOIO Npenaparta 414 MeANLMHCKOro MPpMMeHeHMs, rocy4apcTBeHHan pernctpaumn
KOTOPOro MoATBEP)KAAETCA B C/Ayd4ae, €CiM NPOM3BOACTBO JIEKAPCTBEHHOro npenapata Ans
MeAMLMHCKOro NpuMeHeHus ocyllecteaseTca B Poccuiickoit deaepaumuy;

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

3) KonuAa I'Ipe,CI,OCTaBI'IEHHOI\;I YNO/THOMOYEHHbIM OpPraHOM CTpaHbl npoussoguTena NNUEH3NU Ha
npon3sBoAacCTBO IEKAPCTBEHHOIO nNpenaparta 414 MeguunHCKOro npumeHeHnA n ee nepesos Ha DYCCKMﬁ
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A3bIK, 33aBEpPEeHHble B YCTAHOBJAEHHOM MOPAAKE, a TaKKe KOMUA 3aKAIYEeHUs O COOTBETCTBUM
NPoOu3BOAMUTENA NIEKAPCTBEHHbIX CpPeacT8 TpeboBaHMAM MpPaBuMA Hagaexalweh NPoUsBOACTBEHHOM
NPaKTUKKU, WAM KOMuA cepTUdMKATa COOTBETCTBMA NPOU3BOAMTENSA JIEKAPCTBEHHbLIX CPeAcTB AnA
MEANUMHCKOTO MPUMEHEHUA TPebOBaHWAM MpPaBUA  Hag/nexalleld Npou3BOACTBEHHOM MNPAKTUKM
EBpPa3sMIMCKOro 3KOHOMMYECKOrO C€OH3a, BbIAAHHBIX YMNOJHOMOYEHHbIM desepanbHbIM  OpraHom
WCMONIHUTENbHOM BIAaCTU B OTHOLLEHWWN NPOU3BOACTBEHHON NIOWAAKM NEKAPCTBEHHOTO NpenapaTta g1
MeANUNHCKOTO MPUMEHEHUSA, FTOCYAAPCTBEHHAA PErncTpaLma KOTOPOro MOATBEPXKAAETCA, UAN KOMNUs
pelweHnsa ynosHOMOYeHHOro d¢enepanbHOro opraHa WCMNOAHUTENbHOM BAAcTM O MPOBEAEHUU
$bapmMaLEeBTUUECKON  WHCMEKUMW NPOM3BOACTBA  JIEKAPCTBEHHbIX CPEACTB A8  MeAMUMHCKOro
NPUMEHEHNA Ha COOTBETCTBME TPebOoBaHMAM NPaBUA HagNeXKalleh MNPOM3BOACTBEHHON MPAKTUKM
EBpa3snicKoro sKOHOMUYECKOro coko3a B Cay4vae, ecin NPou3BOACTBO JIEKAPCTBEHHOrO npenapaTa gna
MeANLMHCKOTO MPMMEHEHMA OCYLLECTBAAETCA 3a Npeaenamm Poccuiickon deaepaumim.

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

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

4.1. B oTHOWEHUN BUONOTMYECKMX SIEKAPCTBEHHDIX NPENapaToB ANA MeAULMHCKOIO NPpUMEHEHUS
3aABUTeNb OOMOJIHUTENbHO MNPeACTaBAAeT pe3yNbTaTbl MeponpuUATUIA, NPeLyCMOTPEHHbIX MA3aHOM
ynpaBaeHUA pPUCKaMK, YTBEPXKAEHHBIM YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WCMNOAHUTENIbHON
BNACTU MpPU  OCYLLECTBAEHUN T[OCYAAPCTBEHHOM perucTpaumMm NeKapCTBEHHOro mnpenapata Ana
MEeONLMHCKOTO NMPUMEHEHMUA.

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

4.2. K 3as8BfIeHUI0 O NOATBEPKAEHMM FOCYAAPCTBEHHON PErUCTPALMM IeKapCTBEHHOMO NpenapaTa
ONA BETEPUMHAPHOrO NPUMEHEHUA MPWUAAraloTCA AOKYMEHTbI, COAeprKalme pesynbTaTbl MOHUTOPUHIA
adpPeKTMBHOCTM M 6e30MaCcHOCTU /IeKapCTBEHHOrO npenapata AfA BETEPUMHAPHOro MNPUMEHEHUs,
NPOBOAMMOrO JAepKaTenem WM BAALENbLEM PErucTPaLMOHHOIO YAOCTOBEPEHUA NEKAapPCTBEHHOTO
npenapata ANA BETEPUHAPHOrO NPUMEHeHUA NMB0 YNOSHOMOYEHHBIM UM HOPUANYECKUM AULOM, NO
dopme, yTBEPKAEHHOW YMNONHOMOYEHHbIM deaepasbHbIM OPraHOM MCMNOAHUTENIbHON BNacTn, U
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHKkTa 4 yacti 3 ctatbn 17
HacToAwero PeaepanbHOro 3akoHa. B oTHoWeEHUM UMMYHOBMONOrMYECKUX IEKAPCTBEHHbIX NPenapaTos
018 BETEPUHAPHOTO NPUMEHEHUA He NPeACTaBAAIOTCA CBeAEHMA, YKa3aHHble B NognyHKTe "K" nyHKTa 4
yactm 3 ctatbu 17 HactoAwero ®enepasbHOro 3akoHa. B oTHOWeEHMM nekapcTBEHHbIX NpenapaTos AN
BETEPMHAPHOIrO MPUMEHEHUA, MOAYYEHHbIX C NMPUMEHEHNEM FeHHO-UHXEeHEePHO-MOANPULIMPOBAHHDIX
OpraHM3MoOB WM CcOoAepKallnxX TaKMe OpraHu3mbl, AOMONHUTENbHO MNPEeACTaBAATCA CBeAeHUs,
yKasaHHble B NyHKTe 13 yactu 3 ctatbmn 17 HacTosAwero ®esepanbHOro 3aKoHa.
(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

4.3. 3asBuTenb BMpaBe NpPeacTaBUTb C 3aAB/IEHMEM O MOATBEPXKAEHUN [OCYAapPCTBEHHOM
perucTpaunm IeKapCcTBEHHOrO npenapata PeKBU3UTbl [AOKYMEHTA, MNOATBep)KAalowero ynnarty
rocyAapCTBEHHOM MOLW/MHbI 33 NOATBEPXKAEHWE TOCYAAPCTBEHHOM PErnCTpaLmUn SIeKapCTBEHHOMO
npenapara, a TakXe BblaaBaemble (NpeaocTaBasemble) yNnoAHOMOUYEHHbIMU deaepasibHbIMKU OpraHamu
NCNONHUTENbHOM BNACTM AOKYMEHTbI (CBeAeHWA), YKa3aHHble B MyHKTax 2 U 3 4acTu 4 HacToALLEeN CTaTbMy.
B cnyyae ux HenpeacTtaBneHMA YNOAHOMOYEHHbIN denepanbHblii OpraH WCNOJHUTENbHOM BNACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (cBeAeHMA) B NopsaaKe MeXBeAoMCTBEHHOro MHPOPMaLMOHHOTO
B3aMMOLEeNCTBUS.

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

5. B TeyeHue naTM paboumx AHEN cCO AHA HanpaB/ieHWsA MOCPeACTBOM eAMHOro nopTtana B
YNONHOMOYEHHbIN  deaepanbHblii  OpraH  UCNONHUTEAbLHOW  BAACTU  WAM  ANYHBIA  KabuHeT
YNOJIHOMOYEHHOrO deaepasbHOro opraHa MCMONHUTENbHOW BAACTM B €4MHOM CUCTEME 3aABJIEHUA O
NnoATBEPKAEHUN TOCYHAPCTBEHHOM  PErucTpaumMyM  JIeKapCTBEHHOro npenapata WM AOKYMEHTOB,
cogeprKalmnx pesynbTaTbl MOHUTOPUHIA 3PPEKTUBHOCTM M BE30MACHOCTM /IEKAPCTBEHHOIO Npenapara,
NPOBOAMMOrO AepKaTenem WM BAaAeNbUemM PerucTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOTO
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npenaparta AM60 yNoAHOMOYEHHbIM UMM IOPUANYECKMM NNLOM, YITONTHOMOYEHHbIN deaepanbHbii opraH
MCNONHUTENbHOM BNACTU:
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) nposoaAuUT NPOBEPKY MOJIHOTbI CBGAEHMVI, coaepxawmxca B npeacrtaB/sieHHbIX 3aABUTENEM
AOKYMEHTAX;

2) NpUHMMaET peLleHne O nNposeaeHnn namM ob OTKase B MPOBEAEHMMU IKCMEPTU3bl OTHOLLEHMSA
0XMAAEMOW NOJ/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOrO npenapaTa Ha OCHOBAHWUM
pe3ynbTaToB MOHUTOPUHra 3pPeKTUBHOCTM M 6e30NacHOCTU NeKapCTBEHHOro npenapaTa, NPOBOANMOrO
AepxKatenem Wau Bnagenblem PerncTpaumoHHOro yA0CTOBEPEHUA NeKapCTBeHHOro npenaparta Anbo
YMOAHOMOYEHHbIM UMM HOPUANYECKMM NNLOM, a TakKe deaepasibHbiM OpraHOM UCMNOHUTEIbHOM BNACTH
B COOTBETCTBMM C TpeboBaHMAMM CTaTby 64 HacToswero ®eaepasibHOro 3aKoHa;

3) HanpaBAAET B ANYHbLIA KabBUHET 3KCNepTHOro yuypesKaeHWa B eAMHOM cucTemMe MoAnucaHHoe
YCUNEHHON KBaNUPUUMPOBAHHOW 3NEKTPOHHOM MNOAMMUCHLIO 33agaHMEe Ha NpoBedeHMEe 3KCMepTusbl,
npeaycMOTPEHHOM NYHKTOM 2 HacTOALWEN YacTK, a TaK¥Ke HanpaB/seT 3aABUTE/0 NOCPeaCTBOM €4MHOro
nopTasa MWAWM B JWNYHbIM KabWHET 3anABuTeNAa B eAMHOW cucTeme noAnMcaHHOEe YCU/IeHHOM
KBaIMOULMPOBAHHOW 3NEKTPOHHOM NOANUCHIO YBEAOMIEHNE O MPUHATOM PELIEHUM O Bblgaye 3a4aHusA
Ha NpoBeAEeHME YKasaHHOM 3KcnepTusbl AMbo 06 OTKase B MNPOBEAEHWWM YKa3aHHOM 3KCnepTusbl C
yKa3aHWeM NpUYMH OTKa3a.

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

6. B c/iyuae BbISIBNEHUA HEAOCTOBEPHOCTU U (MIM) HEAOCTAaTOYHOCTU MHPOPMALMK, COAEp KaLLelcs
B NpeACTaB/IEHHbIX 3aABUTENEM JOKYMEHTAX, YNOJHOMOYEHHbIW desepanbHblil OpraH UCNOIHUTENbHOM
BNACTM HanpaB/aAeT 3afABUTE/0 NOCPEeACTBOM eAMHOro nopTtana Wau B /IMYHbIA KabUHET 3aaBuUTensa B
eguMHOM cucteme 3anpoc 06 YTOYHEHWW YKA3aHHOW MHpopMaLMK, NOAMWUCAHHBINA  YCUNEHHOM
KBanMULUNPOBAHHOM 3NEKTPOHHON NOANUCHIO.
(yacTb 6 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

7. 3asBuTenb 06s3aH HanpaBWUTb MOCPEACTBOM €AMHOro noptana B  YNONHOMOYEHHbIN
desepanbHblit OpraH UCNOAHUTEIbHOW BNAACTU UKW NNYHBIA KaBUHET YNOJIHOMOYEHHOTO deaepasibHOro
opraHa WCNOJIHUTENIbHOM BNACTU B eAMHON CUCTEME MOAMNUCAHHbIA YCUNEHHOW KBaNNPULMPOBAHHOM
3/IEKTPOHHOM NOANMUCBHI0 OTBET Ha 3anpocC YNOJAHOMOYEHHOro ¢peaepasbHOro opraHa UCNOIHUTEIbHOM
B/1aCTU, YKa3aHHOTO B YacTM 6 HACTOALLLENM CTaTbM, B CPOK, HE NPeBbIWaoWMin AeBAHOCTa paboumnx gHen co
OHA NONy4YeHUA YNOJAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMOSIHUTE/NIbHOM BAACTU 3/1IEKTPOHHOIO
YBEAOMNEHMA O NOJYyYEHUN 3aABMUTENEM TaKoro 3anpoca. CpoK, yKasaHHbIM B YacTu 5 HacTosALLel CTaTby,
NPWUOCTaHABANBAETCA CO AHA HAMPaB/EHMA 3aABUTEN0 NOCPEACTBOM e4ANHOro nopTana UAM B JINYHbIN
KabuHeT 3aaBUTENA B €4MHOIN CUCTEME TAKOrO 3anpoca A0 AHA Hanpas/ieHUs 3asBUTEeM NOCPeSCTBOM
€4MHOro nopTana B YMNOJHOMOYEHHbIN deaepanbHblit opraH MCNOAHUTENIbHON BAACTU MAM JINYHBIN
KabuHeT ynosnHomMoueHHoro ¢desepasbHOro opraHa UCNOHUTENbHON BAACTM B eANHOM cUCTeMe OTBETa
Ha TaKoOM 3anpoc W He Y4YUTbIBAeTCA NPU MCYUCAEHUM CPOKa NOATBEPHKAEHMA TOCYAapPCTBEHHOWM
perncTpauum NeKapCcTBEHHOro npenaparTa.

(yactb 7 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

8. OcHOoBaHMEM ANA OTKasa B NPOBEAEHMM IKCMEepPTU3bl OTHOLWEHMA OMMAAEMOM MOAb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA NIeKapCTBEHHOro npenapaTta ABAAeTCcA NpeacTaBleHne A0KYMEHTOB,
coAepKallmx pesynbTaTbl MOHUTOPUHIA 3GGEKTUBHOCTM M 6E30MacHOCTU NeKapCTBEHHOMO NpenapaTa, u
(uAn) B OTHOWEHMM BMONOTMYECKMX JfIEKAPCTBEHHbIX MPEenapaToB pPesyNbTaToB OCYLLECTBAEHMSA
MEepOnpUATUIA B COOTBETCTBMM C MAAHOM YMpPaB/AEHWA PUCKaMU, YTBEPHKAEHHbIM YMNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM MCNOHUTENbHOW BAACTU NPU OCYLLECTBAEHUU TOCYAapPCTBEHHOW perncTpaumum
NleKapcTBEHHOro npenapara, B HENo/JIHOM o6beme, OTCYyTCTBME MHbOPMaLMKM, NoATBEpPKAAtoWeN daKT
ynAaTbl FOCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCyAapCTBEHHOW perncTpaumm 1eKapcTBeHHOro
npenapara, 1Mbo HenpeacTaBAEHUE 3aABUTE/IEM B YCTaHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B YacTu 6
HacToALLEeN CTaTbM 3anNpPoC YNOJHOMOYEHHOTo ¢pesepasbHOro opraHa UCMOJIHUTENBHOW BAACTH, @ TaKKe
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OTCYTCTBME B YKA3aHHbIX AOKYMEHTAxX MHq)OpMaLI,MM, KOTOpaA A0/1KHa ObITb B HUX OTpaxKeHa.

9. DKCNepTM3a OTHOLWEHUA OXWOAEMOW MOAb3bl K BO3MOMHOMY PUCKY NpUMeHeHuA
NIeKapCTBEHHOro npenapaTta B Lensx NoATBEePKAEHUA rocyAapCTBEHHON perucTpaumm NekapcTBeHHoro
npenaparta NPoOBOAMTCA KOMUCCUEN IKCMEPTOB 3KCMEPTHOMO YYpeXKAeHUA B CPOK, He MpeBbilLatoLmid
TpMALATU pabounx aHeN.

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

10. B cnyyae He4OCTAaTOMHOCTU NMPeACTaB/IeHHbIX 3KCNepTy MaTepManoB A 4a4U 3aKNOYEHUA B
JINYHBIN KabUHET 3aABUTENS B eAMHON CUCTEME HaMnpaBAAETCA 3anpoc O NPeAcTaBAeHNUM HeobXoAUMbIX
MaTepuanos, NOANUCAHHbIN pykoBoauTenem (ynosHOMOYEHHbIM JIMLLOM) 3KCMEePTHOrO yuYpexaeHus c
NCNOIb30BaHMEM YCUAEHHOW KBAAUPULMPOBAHHOM 3NEKTPOHHOM NOAMMUCH.

(yactb 10 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3anBuTenb 06q3aH HaNpPaBUTb B IMYHbIA KaBUHET 3KCNEPTHOrO yYpeXKaeHMA B eAMHON cucTeme
NOAMNUCAHHbIN YCUNEHHOW KBaIMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHI0 OTBET Ha 3aNpPOoC 3KCNEepPTHOro
yupexaeHusa B CPOK, HE NMPEeBbIWAWNIN WecTnaecaTn pabounx gHer co AHA NONYYEHUA SKCMEPTHbLIM
yyperKaeHMeM 31eKTPOHHOIo yBeAOMIEHMA O MOYYEHUM 3aABUTEIEM YKA3aHHOro 3anpoca. Bpems co
[OHS Hanpas/eHUs B IMYHbIA KabUHET 3aaBUTENA B eANHOM CUCTEME 3aMpoca SKCNEePTHOro yupexKaeHus
00 AHA HanpaBAeHWUs 3anABUTENEM B JIMYHbIA KabUMHET 3KCNEPTHOro yypexkaeHua B eAuMHOM cucTeme
OTBETAa Ha YKa3aHHbIA 3anNpoC He Y4YMTbiBAaeTCA MNPU MCYMCNEHMW CPOKA NPOBEAEHUS 3KCNEPTU3bI
OTHOLUEHUA OXMAAEMOM MOMb3bl K BOSMOXHOMY PUCKY MPUMEHEHUA /IEKAPCTBEHHOrO npenaparta Ha
OCHOBaHMM [OKYMEHTA, COoLep:Kaliero pesynbTaTbl MOHUTOPWUHIA 3¢EKTMBHOCTM M He3onacHocTU
JNIeKapCTBEHHOTrO Npenapara.

(yacTb 11 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

12. B cpok, He npeBblWwaloWwmMn NAaTM pabounx AHel co AHA HanpasBiAeHWUs B JIMYHbIA KabuHeT
YNO/NHOMOYEHHOTO denepanbHOro opraHa MCMOAHUTE/NIbHON BNAcTW B €AMHOM CUCTEME 3aK/oYeHuA
KOMWCCMM 3KCNEpPTOB NO pe3yabTaTamM 3KCNepPTU3bl OTHOLUEHUA OXWAIEMON MOJ/b3bl K BO3MOMKHOMY
PUCKY NPUMEHEHUs SIeKapCTBEHHOro npenapaTta, COOTBETCTBYHOLLMI YNOJHOMOYEHHbIN deaepanbHbIit
OpraH UCMONHUTEIbHOM BAACTK:

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

1) OCyLWeCTBNAET OUEHKY 3TOro 3aK/4eHunA AnAa onpeaeneHnAa ero CooTBeTcTtenA 3a4aHUKO Ha
nposeaeHue YKa3aHHOl7I 3KCNepTU3bl;

2) NPUHMMAET pelleHne O MOATBEPXKAEHMM FOCYAAaPCTBEHHOMN PErucTpaumm NeKapcTBeHHOro
npenapata uanM o6 OTKase B MOATBEPXAEHUW TOCYAAPCTBEHHON pPerucTpauum NeKkapcTBEHHOro
npenapara;

3) BHOCMT MNpU MNPUHATAN pELIeHUA O NOATBEPXKAEHUM TOCYLAPCTBEHHOW pernctpauum
JIeKapCcTBEHHOTO MpenapaTta CBeAEeHUA B roCyAapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPeACTB M BblaaeT
3aaBuUTeNt0 BeccpoyHoe perncTpaumMoHHOe yA0CTOBEpPEHME JIeKapCTBEHHOro npenaparta nocpeacTsom
Hanpae/ieHUA Yepes eaAnHbIN NOPTan UAKU IMYHLIA KabMHET 3aABUTENA B eANHON CUCTEME BbIMUCKU U3
rocyAapCTBEHHOro peecTpa /JIeKapCTBEHHbIX CPEeACTB, MOAMMCAHHOW YCUAEHHOW KBanuduUuMpoBaHHOM
3N1EKTPOHHOM NoANUCHIO.

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

13. OcHoBaHMeM ANnA OTKasa B NOATBEPXAEHUMN rocyaapCTBEHHOW perncTpauumn NekapcTBeHHOro
npenapata ABAAETCA 3aK/AlOYEeHMEe COOTBETCTBYIOLIEro YNOJHOMOYEHHOro ¢eaepanbHOro opraHa
MCNOMIHUTENbHOM BAAcTU O TOM, YTO PUCK MPUUYMHEHMA Bpeda 340POBbI0 YE/OBEKAa WU KUBOTHOTO
BC/eACTBME NPUemMa IeKapCTBEHHOro npenapaTta npesbiwaeT 3G GeKTUBHOCTb ero NPUMEHeHUA.

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

14. B nepuon npoBeAeHUs MNpoueaypbl MNOATBEPXKAEHUA TOCYLAPCTBEHHOW perncrpaumm
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NNEKAPCTBEHHOrIO Npenaparta ero o6pau.|,eHv1e B Poccuitckol dJep,epau,MM He NMPnoCTaHaB/INBAETCA.

15. [onycKaetca obpalleHWe NeKapCTBEHHbIX NpPenapaToB A0 WMCTEYEHUA CPOKa FOAHOCTH,
NPOM3BEAEHHbIX B TeYyeHWe CTa BOCbMWUAECATM KajNeHAAPHbIX AHEeM nocne AaTbl  NPUHATUSA
YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHUTENIbHOM BAACTU PELIEHUA O MNOATBEPKAEHUM
rocyfapCTBEHHOW perucrTpauuu, B COOTBETCTBUM C MHPOpMaUMel, coAepskalleiics B AOKYMeHTax
PEerncTpaunoHHOro 40Chbe Ha IeKapCTBEHHbIV NpenapaT 40 AaTbl MPUHATUA TaKOrO peLleHus.

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

KoHcynbTaHTIAOC: npuMmeYaHue.
MonoxkeHua ct. 30 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npegocTaBAeHUA roc. ycnyr
nocpeacTBoOM eauMHOM CUCTEMbI U (MAK) eguMHOro noptana, npumeHsatotca ¢ 01.01.2025.

Crtatba 30. BHeceHue MameHeHuit B AOKYMEHTDbI, coaepXKawmeca B permctpauMoHHOM A0Cbe Ha
BaperMCTpMPOBaHHbIﬁ ﬂEKapCTBEHHbIﬁ npenapart gaa meguunHCKOro npupmeHeHua

1. B uensax BHECEHUA U3MEHEHWI B AOKYMEHTbI, CoAeprKalimeca B PerncTpaumMoHHOM A0Cbe Ha
3apPerucTpPUPOBaHHbIA JIEKAPCTBEHHbIN MNpenapaT A9 MeAULMWHCKOrO NMPUMEHEHUSA, AepKaTeb WUan
BNafenel, perncTpauMoHHOro yA0CTOBEPEHMA NIEKAapCTBEHHOTO npenapaTta WauM YynoJHOMOYEHHOE MM
ApYyroe opugnyeckoe MUO (aanee B HaCTOALWEN CTaTbe - 3a8BUTE/b) HanpaBAseT NocpeaCcTBOM e4MHOro
nopTtasa B YNO/JHOMOYEHHbI denepanbHbll OpraH UCNONHUTENbHON BNACTU UAW B JINYHbIN KabuHeT
yNoJIHOMOYeHHOro desepanbHOro opraHa UCNONHUTENIbHOW BNAcTU B eAMHON CUCTeMe MoAnucaHHoe
YCUNIEHHOW KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO 3asB/IEHME O BHECEHUM TaKUX U3MEHEHUIN NO
dopme, YCTAHOBJIEHHOM YMOJHOMOYEHHbIM deaepanbHbiM OPraHOM MWCMHOJHUTENIbHOW BANactTu, W
npunaraemblie K Hemy M3MeHEeHUA B YKa3aHHble JOKYMEHTbl, a TaKXKe AOKYMEeHTbl, noarsepxgatoume
HeobXo4AMMOCTb BHECEHMSA TaKUX U3MEHEHUIA.

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

1.1. Npn HeEOBXOAMMOCTM BHECEHMA B AOKYMEHTbI, COAEPKALLMECS B PETUCTPALMOHHOM A0Cbe Ha
3aperncTPUpPOBaAHHbIA  IEKAPCTBEHHbLIM NpenapaTt A4 MeAWUMHCKOrO MNPUMEHEHUA, WU3MEHeHUM
OTHOCUTE/IbHO MeCTa MNPOM3BOACTBA JIEKAPCTBEHHOrO npenapaTta A1A MeAMUMHCKOrO MPUMEHEHMUS,
Tpebyowmnx NpoBeaeHUA 3KCNEePTM3bl KauyecTBa JIEKAPCTBEHHbIX CPEeACTB, 3anaBUTENb AOMOAHUTE/IbHO
HanpaB/aseT NOCPeACTBOM eAMHOTO NOPTaNa B YNOJHOMOYEHHbIM desepanbHblit OpraH UCNOIHUTENbHOM
BNACTU WAW NNYHBIN KabWHET ynonHOMO4YeHHOro ¢deaepasbHOro opraHa WCNOMHUTENbHOM BAAcTU B
eauHOM cucteme:

1) cBegeHWsa O AaTe NpPeaoCTaB/leHNA U PErncTpaLMoHHOM HOMEpPE JIMLEH3UU Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPEACTB, a TaKXKe KOMMUIO 3aK/0YeHNA O COOTBETCTBUMN MPOU3BOANTENA 1IEKAPCTBEHHbIX
CPeAcTB AN MEeAWLMHCKOTO MpUMEHeHUs TpeboBaHMAM NpaBu/ Hag/exKawein MpousBoACTBEHHOM
NPaKTUKK, WAW KOMUIO cepTUUKATa COOTBETCTBUA TMPOU3BOAMTENA JIEKAPCTBEHHbIX CPeacTB ANf
MeAMLMHCKOrO MNpPUMEHEHMA TpeboBaHUAM MpPaBWUA HaZNexkalleld NpPOoU3BOACTBEHHON MPAKTUKK
EBpPa3sMINCKOrO 3KOHOMMYECKOTO COH3a, BblAaHHbIX YMNOAHOMOYEHHbIM deaepanbHbiM  OpraHoMm
WCMNONHUTENbHOW BNAcCTU B OTHOLIEHWM W3MEHEHHOW W (MAM) AOMNOAHEHHON NPOU3BOACTBEHHOM
NAOWAAKM NEeKapCTBEHHOrO npenapaTta Ana MeAMUMHCKOTO MNPUMEHEHMA, WUAM KOMUIO pelueHus
YyNOAHOMOYEHHOrO dpeaepanbHOro opraHa UCNOAHUTENbHOW BAACTU O NpoBeaeHUM GpapmaLeBTUYECKOM
MHCNEKUMM NPOU3BOACTBA NIEKAPCTBEHHbIX CPeACTB A4/1A MEeAMLMHCKOTO NPUMEHEHUA Ha COOTBETCTBUE
TpeboBaHMAM NpaBUN Hag/fexKaleid NpPoM3BOACTBEHHOW MNPaKTUKM EBPasMIMCKOro 3KOHOMMYECKOro
COt03a B OTHOLIEHNWN U3MEHEHHOM M (M) AONOAHEHHOW NPON3BOACTBEHHON NAOWAAKN IEKAPCTBEHHOTO
npenaparta 448 MeAULMHCKOrO NPUMEHEHUA B CydYae, eCAN NPOM3BOACTBO IeKapCTBEHHOro npenapaTa
ocyuiecTensetca B Poccuitickoit degepaumu;

2) Konuio ﬂpeAOCTaBHEHHOﬁ YNO/TIHOMOYEHHbIM OPraHOmM CTpaHbl npousBoaAUTENA IMUEH3UNN Ha
npon3sBoAacCTBO IEKAPCTBEHHOIO nNpenaparta 414 MeguunHCKOro npumeHeHnA n ee nepesos Ha DYCCKMﬁ
A3blK, 3aBepeHHbleé B YCTAHOBJ/IEHHOM nNOPAAKE, a TaKXe KOMUK 3aKak4YeHnA O COOTBETCTBUU
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Npoun3BoAUTENA NIeKAaPCTBEHHbIX CpeacTB TpeboBaHUAM MpaBuMA Hagnexkaleihn NPousBoACTBEHHOM
NPaKTUKK, MAUM KOMUIO CcepTUPUKaTa COOTBETCTBMA NPOU3BOAMTENSA /leKapCTBEHHbIX CpeacTs Ans
MeANUMHCKOTO MpUMEHeHUs TpeboBaHMAM NpPaBMA HajdfexKalleld Npou3BOACTBEHHOM MNPAKTUKM
EBPa3sNIMCKOrO 3KOHOMMYECKOro COHo3a, BblAaHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHoOM
WCNO/IHUTENbHON BNAcCTU B OTHOLIEHUM M3IMEHEHHON W (MM) OONONHEHHOM NpPOM3BOACTBEHHOM
NA0OWAAKN NeKapCTBEHHOro NpenapaTa, Uan KONuIo pelleHrsa YnoaHOMoYeHHoro deaepanbHOro opraHa
MCNONHWUTENbHOM BNaCcTK O NpoBeaeHUU papmaLeBTUYECKOW MHCNEKUUU NPOU3BOACTBA 1eKapCTBEHHbIX
CpeAcTB ANA MeOMUMHCKOrO NPUMEHEHMA Ha CoOoTBeTcTBME TpeboBaHWAM NpaBuA Haa/siexKallei
NPoOu3BOACTBEHHON NPaKTUKM EBPasMMCKOro 3KOHOMMYECKOro COK3a B C/y4Yae, eciv MpoM3BOACTBO
JIeKapCTBEHHOrO NpenapaTta OCyLLEecTBAAeTCs 3a npeaenammn Poccuiickoit deaepaumu.

(yacTb 1.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. MNpn HEOBXOANMOCTU BHECEHMA B AOKYMEHTbI, CoAeprKalumecs B PermcTpauMoHHOM AOCbe Ha
3apPerucTpUpPOBaAHHbIA  NeKapCTBEHHbIM Mpenapat A48 MeAMUMHCKOTO MNPUMEHEHUA, WU3MEHeHUMn
OTHOCWUTE/IbHO MOKas3aTesiell KayecTBa JIeKapCTBEHHOro npenapaTta Ana MeAMUMHCKOrO NPUMEHEHMUA U
(Mnn) mMeToO0B KOHTPONSA KayecTBa /IeKapCTBEHHOro npenapaTta Aas8 MeAMUMHCKOTO MPUMEHEHMUs,
Tpebylowmnx NpoBeAeHNA 3KCNEPTU3bl KauyecTBa JIEKAPCTBEHHbIX CPeACTB, 3aABUTENlb LONOAHUTENIbHO
HanpasaAeT NocpeAcTBOM e4MHOro NOpPTasa B yNOJIHOMOYEHHbIN peaepanbHblii OpraH UCNOIHUTENIbHOM
B/1IACTU WKW JINYHbIN KabuMHET ynosiHoOmMoYeHHoOro ¢deaepasnbHOro opraHa MCMNONHUTENIbHOM BAacTn B
e/INHOM cucTeme:

1) cBefeHMA 0 gate NpenoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE SIMLLEH3UU Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAeHMA O JaTe npefocCTaB/ieHMA W PerucTpauyMoHHOM Homepe
3aK/IOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun
Hag/eXKallelr NPou3BOACTBEHHOW MPAKTUKU WMAWM KOMUto cepTUdMKATA COOTBETCTBUA MPOU3BOAUTENA
NIeKapCTBEHHbIX CPeACTB ANA MEAMUMHCKOrO NpUMeHeHusa TpeboBaHMAM MpaBuA  Hag/exalen
NPOM3BOACTBEHHOM MPAKTUKM EBPa3sMIMCKOro 3KOHOMMYECKOrO COl03a, BblAAHHbLIX (NMpeaocTaB/eHHbIX)
YNOSIHOMOYEHHbIM pesepanbHbIM OPraHOM MCMONHUTENbHOM BNACTU B OTHOLIEHWUM NPOU3BOACTBEHHOW
NJOWAAKN JIEKApPCTBEHHOrO npenapaTta, B C/y4ae, eciv MPOW3BOACTBO JIEKAPCTBEHHOrO MpenapaTta
ocyuiecteaseTca B Poccuiickoint ®epepauymu;

2) Konuio NpeaocTaBAeHHOM YNONHOMOYEHHbIM OpPraHOM CTpPaHbl MPOU3BOAUTENS JIMLLEH3UN HA
Npown3BOACTBO SIEKAPCTBEHHOIO Npenapata A1 MeULMHCKOTO NPUMEHEHUA U ee NepeBos, Ha PYCCKUN
A3blK, 3aBepeHHble B YCTAHOBNEHHOM MOPALKEe, a TaKXKe CBeAEeHWA O p[ate nNpeaocTaB/ieHuMA W
pPerncTpaLMoHHOM HOMEpPE 3aK/OYEeHMA O COOTBETCTBMM MPOM3BOAMTENA NIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBUA  HagNe)Kalen nPoOU3BOACTBEHHOM MPAKTUKM, WAM  Konuto cepTuduKkaTta
COOTBETCTBUA MPOM3BOAUTENSA NIEKAPCTBEHHBIX CPEACTB 411 MeAULMHCKOrO NpUMeHeHUs TpeboBaHMAM
npaBun Hagnexallen Npom3BOACTBEHHON NPaKTUKM EBPa3mMCKOro SKOHOMMWYECKOTO CO3a, BblAaHHbIX
YNOJAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOJHUTEIbHOW B1IAaCTU B OTHOLUEHMM NPOU3BOACTBEHHOM
NJOWAAKN NEeKAPCTBEHHONO NpenapaTta, UAM CBEAEHMA O AaTe NpefoCTaBAEHUA U PErncTPaLUOHHOM
HOMepe pelleHnsa ynoJHOMOYeHHOro geaepanbHOrO opraHa UCMOJIHUTENbHOM BAACTM O MPOBEAEHUM
dbapmaLLeBTMUYECKON  MHCMNEKLUMU MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB  A1a  MeAMUMHCKOro
NPUMEHEHMA HA COOTBETCTBME TpeboBaHMAM NpPaBUA HaANeXKallen MNPOU3BOACTBEHHON MNPAKTUKK
EBpa3snincKoro IKOHOMMYECKOro coo3a, ec/iv MPOU3BOACTBO IEKAPCTBEHHOIO NpenapaTa ocyLLecTBAAETCA
3a npegenamu Poccuinickon ®Pepepauuu.

(yactb 1.2 B pea. ©egepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

1.3. MNpuHATUE pelleHna O BHECEHUW U3MEHeHU uan o6 OTKase BO BHECEHWW U3MEHEHWI B
OOKYMEHTbI, COoAeprKalimMeca B PErncTpaLMoOHHOM A0Cbe Ha 3aperncTpMpoOBaHHbIN NEKAPCTBEHHbI
npenapar g8 MeaAnUUHCKOro MPMMEHEHMUS, B C/ly4ae HeOBX0AMMOCTM NPOBeSEeHNA SKCNEPTU3bI KAYeCTBa
JIEKAPCTBEHHbIX CPEACTB U (MAKN) IKCNEPTMU3bl OTHOLUEHUS OXKUAAEMOM MONb3bl K BO3MOXKHOMY PUCKY
NPUMeHeHMA JIEKapPCTBEHHOTO NpenapaTta 418 MeAUUMHCKOro NMPUMEHEHUS OCYLLLECTBAAETCA B CPOK, He
NpPeBbILAOWMI NATUAECATU pabounx AHENn, a B OCTaNbHbIX Cy4YasaX B CPOK, He MPEBbILAOWMIA AecATH
pabounx gHel co AHA HanpaBAeHUA NnocpeacTBOM eAMHOro NopTana B yNoAHOMOYEHHbIN peaepanbHbii
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OpraH WCMNONHUTENIbHOM BAACTU WAW NUYHBIA KabWHET ynoaHOMOYeHHoro denepanbHOro opraHa
NCNOJIHUTENbHOW BNACTU B €AMHON CUCTEME 3asiB/IEHNA O BHECEHUWN TAKUX U3MEHEHUA.

(yacTb 1.3 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pes. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.4. YnonHomoueHHbINn denepanbHblit OpraH UCMOAHUTENIbHOM BAACTU C Y4eTOM pPe3y/bTaToB
dbapmaKoHa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FPa*KA4aHCKOM
obopoTe, YyCTaHOB/NEHHbIM TpPeboBaHMAM K KX KayecTBy B TeyeHMe AecATM paboumx aAHen co AHA
NOCTYN/N€HNA COOTBETCTBYHOLWEN WMHPOPMALMM pPasMeLlaeT Ha CBoem OpULMaANbHOM caliTe B CETU
"MHTepHeT" cBegeHMA 0 HeobXoAMMOCTM BHECEHMA B MHCTPYKLUIO MO MEAULMHCKOMY MPUMEHEHUIO
NIeKapCTBEHHOMO Mpenapata M3MEHEHW B OTHOLIEHWW CBEAEHUW O MOKA3aHUAX AN MPUMEHEHUA U
NPOTMBONOKa3aHMAX AN MPUMEHEHMA IEKAPCTBEHHOMO NPenapaTa, BbiABAEHHbIX MOOOUYHbIX AENCTBUAX,
HeXKenaTeNbHbIX peakumax Npu NPUMEHEHMUM NEKAPCTBEHHOIO NpenapaTta M HanpasaseT NoANMCaHHoe
YCUAEHHOWN KBanUULMPOBAHHOM 3/IEKTPOHHOM NOAMNMUCHIO YBEAOMAEHNE B INYHbINA KaBMHET 3aaBuTens
B €4MHOM CUCTEME, A TaKXe B JINYHble KabMHEeTbl 3asBUTENel B eAMHOM cUcTeMe, ABAAIOLLMXCA
Jep)KaTenimm  WMAM  BAAAENbLAaMM  PErncTPaUMOHHbIX  YAOCTOBEPEHWM  B3aMMO3aMeEHAEMbIX
JIeKapCTBEHHbIX NpenapaToB (MM YNOAHOMOYEHHbIX UMW APYIUX OPUAUYECKUX NTULL).

(yacTb 1.4 BBegeHa PeanepanbHbiM 3aKoHOM OT 27.12.2019 N 475-d3; B pea. PenepanbHoOro sakoHa ot
30.01.2024 N 1-93)

1.5. lepKaTenb unu Bragenew, permcTpaumoHHOro yaoCToBepeHMA IeKapCTBEHHOMO Npenapara, a
TaKKe AepyKaTenun uam Bnagesblbl PErMCTPALMOHHbIX Y40CTOBEPEHUIA IEKAPCTBEHHbIX NPENapaTos (Maun
YNO/IHOMOYEHHbIE MMU Apyrue topuanuveckne nuua), KoTopble SBAAIOTCA B3aMMO3aMeHAEMbIMMU,
006f3aHbl HANPaBUTb B JINYHbIA KabUHET yno/sHOMOYEHHOro ¢denepasbHOro opraHa UCNOJHUTENbHOM
B/1IACTU MOAMNMCAHHbIE YCUNEHHBIMU KBAaNUPUUMPOBAHHBIMW 3AEKTPOHHBIMU MOAMNUCAMM 3aABAEHUA O
BHECEHUM  U3MEHEHWW B  [OKYMEHTbl, COAEep)KallMeca B  PErucTpauMoOHHbIX  [0Cbe  Ha
3apPEerncTpUpPOBaAHHbIE JIEKApPCTBEHHbIE MpenapaTtbl A8 MEeAULMHCKOTO MPUMEHEHMUA, B OTHOLUEHUMU
CBELEHUN, YKA3aHHbIX B MHCTPYKLUN NO MEAULMHCKOMY NMPUMEHEHUIO JIEKAPCTBEHHbIX NpenapaTos, B
TeYyeHMe COpoKa paboumx AHeW CO AHA NOJyYEeHUA YMNOJHOMOYEHHbIM deaepanbHbIM OpraHoOMm
WCNOJIHUTENbHOM BNACTU 3/1EKTPOHHOTO YBEAOM/IEHUA O MOJYYEHUW [ep)KaTesieM UAW BAafeNblem
PEerucTpaunoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOrO npenapaTta (MAM YNONHOMOYEHHbIM UM APYTUM
IOPULMYECKUM NLOM) MHGOPMALLMK, YKa3aHHOM B YacTu 1.4 HacTosAwei cTatbu. [laHHoe TpeboBaHMe He
PacnpoCTpaHAETCA Ha Clydan BHECEHWSA B MHCTPYKLMIO MO MeAULIMHCKOMY NMPUMEHEHUIO IeKAPCTBEHHOTO
npenapaTa U3SMeHeHM B OTHOLLEHNM HOBbIX MOKA3aHWI 418 NPUMEHEHUSA IEKAapPCTBEHHOTO NpenapaTa Ha
OCHOBaHMW pe3ynbTaTOB COOTBETCTBYIOLWMNX UCCAEL0BaHUN.

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

2. PeweHne o npoBeneHUN 3KCNEPTU3bl KAYECTBA JIEKAPCTBEHHbIX CPeacTB M (MM) IKCNEepPTU3bI
OTHOLLEHWUA OXMOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NIeKapCTBEHHOMO npenapaTta anA
MEONLMHCKOTO MPUMEHEHUA NPUHUMAETCA B COOTBETCTBUU C YTBEPXKAEHHOM YMNOJHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMNOSIHUTENIbHOMW BAACTU  KnaccuduKaumMen MU3MEHEHWUN, BHOCMMbIX B
OOKYMEHTbI, COAEep’KallmMeca B PEerncTpalMoOHHOM A0Cbe Ha 3aperncTpMpoBaHHbIA IEKAPCTBEHHDIN
npenapar.

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

3. 3asBuTeNb BNpaBe NPeACTaBUTb NO COOCTBEHHOW MHMLMATVBE BMECTE C 3asiBIEHUEM O BHECEHUM
M3MEHEHWA B [OKYMEHTbl, COLEprKaliMeca B PEermcTpauMoHHOM [OCbe Ha 33aperncTpuMpoBaHHbIN
NleKapCTBEHHbIV NpenaparT 418 MeAULMHCKOTO NPUMEHEHUA, PEKBM3UTbI LOKYMEHTOB, NOATBEPKAAIOLLNX
ynnaTy rocyAapCTBeHHOW MOLWAWHbBI 33 BHECEHWE B OOKYMEHTbl, CoAepiKallumeca B PerncTpauMoHHOM
[OCbe Ha 3aperncTpyMpoBaHHbIA NIEKApCTBEHHbIM MpenapaTt Aaa MeOMUMHCKOrO MPUMEHEHMS,
n3MeHeHui, TpebyloWwmxX NPoBeAeHNA SKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B YaCcTW SKCNEPTM3bl KauecTsa
NleKapCcTBEHHOrO CPeacTBa U (MAKM) 3KCNepPTU3bl OTHOLIEHUA OXKMAAEMOM MO/b3bl K BO3SMOMKHOMY PUCKY
NPMMEHEHMA eKapCTBEHHOro npenapaTa ANA MeAULMHCKOro NPpMMeHeHMs, FoCyAapCTBEHHOM MOLUNHbI
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33 BHECEHME B AOKYMEHTbl, Cogep:KaljMecs B PerncTpaumMoHHOM [AOCbe Ha 3aperncTpupoBaHHbIN
JIeKapCTBEHHbIM NpenapaTt 41 MeAULMHCKOro NPUMEHEeHUs, U3SMEHEHNI, He TpebyloWwmx NpoBeaeHus
3KCMNepPTU3bl IEKAPCTBEHHOTO CPEACTBA, a TaK)Ke BblaaBaeMble (MpeaocTaBisiemble) YNOAHOMOYEHHbIMM
denepanbHbIMM OpraHamu UCMNOJIHUTENBHOM BNAaCTU AOKYMEHTbI (CBeAeHMs ), yKasaHHble B YyacTax 1.1 u
1.2 Hactoswen crtaTbM. B ciyyae ux HenpeacTaBNAeHWUs YNONHOMOYEHHbIN denepanbHbld opraH
WUCNOJIHUTENbHON  BNACTWU  3aMpallMBaeT  YKasaHHble  JOOKYMEeHTbl (cBeaeHus)) B nopagke
MEKBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOAENCTBUSA.

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

4. B Te4yeHue NATU pabounx AHEN CO AHA MOCTYNAEHWA YKasaHHOro B YacTu 1 HacToALwel cTaTbu
3afB/IeHMA U HEeobXoAUMbIX AOKYMEHTOB YNOJIHOMOYEHHbIN deaepanbHbli OpraH MCNOJHUTENIbHOM
BNACTU:

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

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPNKALUMXCA B NPeAcTaBAeHHbIX
3aABMTeNEM MaTepuanax;

2) NPUHUMaAET pelleHne o nposeaeHNUN YKa3aHHbIX B 4aCTu 2 HaCTOﬂU.LEﬁ CTaTbM COOTBETCTBYHOLWUX
9KCNEPTU3 NeKApPCTBEHHOTO CpeacTBa Nan 06 oTKase B ux nposeaeHUN,

3) HanpaBAAeT B AMUYHbIA KabuHeT 3asBUTeNs B eAMHOW cucTeMe MnoAnuMcaHHOe YCU/IeHHOM
KBanMOUUMPOBAHHOM 3NEKTPOHHOM NOAMUCHIO YBEAOMJIEHME O MPUHATOM PELUEHUN WUAN B Cay4vae
NPUHATUA pelieHns 06 oTKase B NPOBeAEHNN COOTBETCTBYIOLLLEN SKCMEPTM3bI C YKa3aHUEM NPUUYNH TAKOTo
OTKa3a.

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

4.1. B cnyyae BbIIBNEHMA HeAOCTOBEPHOCTM CBEAEHWUN, coAepKallMxcA B MNpeacTaBNeHHbIX
3aABUTENIEM MaTepuanax, ynosHOMOYEHHbI denepanbHbli OpraH UCNONHUTENLHOW BAACTU HanpasaaeT
B JINYHbIN KabMHeT 3asBUTeNAa B eAMHON cucTeme 3anpoc 06 YTOYHEHWWM YKa3aHHbIX CBeAEHMH,
NOAMNUCAHHbIN YCUIEHHOM KBAIMDULNPOBAHHOM 3/IEKTPOHHOM NOANUCHIO.

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

4.2. 3aaBuTeNb 0653aH HanNpaBuUTb B JIMYHbIA KabUHET YyNONHOMOYEHHOro dpeaepanbHOro opraHa
WUCMNONIHUTENIbHOM BNaCTM B eAWMHOW CUCTEME MNOAMNUCAHHbLIA  YCUAEHHOM KBaNPUUMPOBAHHOM
3/IEKTPOHHOM NOANMUCBHI0 OTBET Ha 3anpocC YNOJAHOMOYEHHOro ¢peaepasbHOro opraHa UCMNONIHUTEIbHOM
B/1IACTU B CPOK, He MpeBblWaloWwmMin aeBAHOCTA pabounx AHEM CO AHS MOJyYeHUA YNOJIHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMONIHUTENIbHOW BAACTU  3/IEKTPOHHOIrO YBELOM/IEHUS O MNOJyYEeHUMU
3anaBuUTeNIeM AaHHOro 3anpoca. Cpok, YKa3aHHbIM B 4acTh 4 HacToALWen cTaTbl, NPMOCTaHABIMBAETCA CO
OHSA HanpaB/feHWA B JINYHbIN KabWHeT 3asBUTeNs B €4MHOW CUCTeme 3anpoca YNOoJIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOMW BAACTM A0 [AHA HANpaB/ieHMA B JIMYHbIA  KabuHet
yNosIHOMOYEeHHOro ¢denepasibHOro opraHa MCNONHUTE/IbHOM BIACTM B e4NHOM CMCTEME OTBETA Ha AaHHbIN
3aMnpoc U He YYUTbIBAETCS MPU UCUUCAEHUWU CPOKA MNPUHATUA PelleHUss O BHECEHUM U3MEHEHWUN B
OOKYMEHTbI, cogeprkalumeca B PerucTpauMoHHOM [OCbe Ha 3apPerncTpupoBaHHbIM JI€KapCTBEHHbIN
npenapar gaa MeanUMHCKOrO NPMMEHEHUA.

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

5. OcHoBaHMeM A/1A OTKasa B NPOBEAEHUM YKa3aHHbIX B YaCTW 2 HaCTOALLEN CTaTbM 3KCNepTu3
ABNAETCA NpeAcTaB/ieHMe AOKYMEHTOB, NEPEYNC/IEHHbIX B YacTaX 1 1 3 HacToALWen cTaTbK, B HEMNOJHOM
obbeme, HenpeacTaBAeHWE 3aABMTE/IEM B YCTaHOB/IEHHbIA CPOK OTBETa Ha YyKasaHHbIM B yactm 4.1
HaACTOALLEN CTaTbM 3aNpOoC YNOJHOMOYEHHOTO dpeaepanbHOro opraHa UCNOAHUTENbLHOW BACcTH, a TaKXKe
OTCYTCTBME B NPEACTaB/IEHHbIX JOKYMEHTAX A0CTaTOUYHbIX CBEAEHWUIN, NOATBEPKAAOLINX HEOBXOAUMOCTb
BHECEHUS U3MEHEHUN, UM OTCYTCTBME MHDOPMALIMK, NOATBEPKAatoLeN GaKT ynaaTbl rocyaapCcTBEHHbIX
MOLU/IMH, YKa3aHHbIX B YaCcTK 3 HACTOALL,EN CTaTbM.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-93)
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6. YKa3aHHble B 4aCTM 2 HacToALLEei CTaTbM 3KCNepTU3bl MPOBOAATCA B NOpAAKe, YCTaHOBAEHHOM
cTatbei 23 HacToAalwero PenepanbHOro 3akoHa.

7. B cpoOK, He npeBbIWaoWmMn NATU paboumx AHEN co AHA HanpaBAeHWUA NocpeacTBOM eAuMHOro
noptana B YMNOJIHOMOYEHHbIM deaepanbHblii OpraH WUCMOJHUTENbHOW BAACTU WAWU JIMYHBLIN KabuHeT
yNnosHOMOYeHHOro defepanbHOro opraHa MCNOAHUTENIbHOM BAacTU B e4MHOM CUCTEME MOAMUCAHHbIX
YCUNEHHbIMM KBAaIMOULMPOBAHHBIMM SNEKTPOHHBIMM NOANUCAMM 3aK/TIOYEHNI KOMUCCUIA SKCNEPTOB NO
pe3y/bTaTaM yKa3aHHbIX B YaCTU 2 HACTOALLEN CTaTbW SKCNEPTU3, YNOJIHOMOYEHHbIN deaepasibHbIi opraH
WCMOJIHUTE/IbHOM BNACTMU:

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 30.01.2024 N 1-93)

1) npuHUMaeT pelleHWe O BHECEHUM W3MEHEHU B [OKYMEHTbl, coJdepKalimeca B
pPerucTpaumMoHHOM [0Cbe Ha 3apPerncTpMpoBaHHbIN NEeKapCTBEHHbIA npenapaT Ana MeaULMHCKOro
npMMeHeHus, UM 06 0TKase BO BHECEHUM TaKUX USMEHEHWIA;

2) BHOCUT B rOCyZapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACcTB Ha OCHOBAHUM PeLleHMs O BHECEHUN
M3MEHEHWUA B [OKYMEHTbl, COAEeprKaliMeca B PErmcTpauMoHHOM [O0Cbe Ha 3aperncTPUMpOBaHHbIN
NleKapcTBEHHbIV Npenapar 414 MeAMLMHCKOro NPMMEHEHMUS, He06X0AMMblE U3MEHEHMUS;

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

3) BblAaeT 3aABUTENII0 HOBOE PEernmcTpauMoHHOEe YyAOCTOBEPEHWE NIeKapCTBEHHOro npenaparta B
C/ly4yae U3MEHEHUs CBELEHUN, COAEPIKALLMXCA B HEM, MyTEM HanpaB/eHWsA 33aABUTENI0 MOCPELCTBOM
€4MHOro NopTana UAKM B INYHbIMA KaBUHET 3aaBUTeENA B €4UHON CUCTEME BbINMUCKM U3 FOCYAapPCTBEHHOTO
peecTtpa /IeKapCTBEHHbIX CPeAacTs, MNOAMMCAHHON YCUAEHHOW KBanuPUUMPOBAHHOM 3/IEKTPOHHOM
noAanucobio.

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

8. OcHoBaHMem Ana OTKasa BO BHeCEHUMu M3MEHEHUN B AOKYMEHTbI, cojepXxawmeca B
PErmMcTpauMoHHOM A0Cbe Ha 3aperMCTpMPOBaHHbIl71 HEKapCTBEHHbIVI npenapar agna meaumunHCKoro
npumeHeHunA, ABNAETCA 3aK/1to4eHne ynoJIHOMO4YeHHOro d)ep,epaanoro OopraHa WCNOJIHUTENbHOM B1IAaCTU
O BO3MOXHOCTU CHUNXKEHNA 6e3OI'IaCHOCTM, Ka4yecTBa, Sd)d)EKTMBHOCTM NNEKAPCTBEHHOIO CpeacTea B Caiydae
BHECEHUA TaKMX U3MEHEHUIA.

9. JonyckaetcAa obpalleHne NeKapCTBEHHbIX NpenapaToB AN MeAULUMHCKOro NMpUMeHeHus A0
NCTeYEHMA CPOKA rOA4HOCTU, NPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocse AaTbl NPUHATUA
YNOJHOMOYEHHbIM dpesepasbHbIM OPraHOM UCMOHUTE/IbHOM BAACTU PeLleHNs O BHECEHUU U3MEHEHUI
B [AOKYMEHTbI, cogepKalimeca B pPerucTpaLMoHHOM JOCbe, B COOTBETCTBUM C MHPopmaumeit,
coZeprKallencs B LOKYMEHTaX perncTpaumMoHHOro A0Ckbe Ha IEKAPCTBEHHbIN NpenapaT 40 AaTbl IPUHATUA
TAKOro pelleHus.

(yactb 9 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

10. MpasutenbctBo Poccuitckoit depepaunm BnpaBe YCTAHOBUTbL OCOBEHHOCTM BHeceHuA
M3MEHEHUA B [AOKYMEHTbl, COAeprKallMeca B PErucTpauyMoOHHOM [0Cbe HA 3aperMcTpMpoBaHHbIN
JIeKapCTBEHHbIA Npenapat gaa MeAMUMHCKOTO MPUMEHEeHUA, B c/ayvae gedeKkTypbl MAM  pPUCKA
BO3HWKHOBEHMA AedeKTypbl 1EKAPCTBEHHbIX NPEMNapaToB B CBA3W C BBEAEHWEM B OTHOLWEHMN Poccminckoi
depepaunn orpaHUUUTENbHBIX MEP SKOHOMMYECKOTO XapaKTepa.

(yacTb 10 BBeAeHa ®eaepanbHbiM 3akoHOM oT 08.03.2022 N 46-03)

KoHcynbTaHTlAOC: NpuMeyaHme.
MonoxkeHua ct. 31 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npeaoCcTaBAeHUA TFOC. yCayr
nocpeacTsom eAnHOro noprana, npumeHatoTca ¢ 01.01.2026.

CraTtba 31. BHeceHMe M3MEHEeHU B AOKYMEHTbI, CoaeprKalumeca B perucTpaLMoHHOM A0Cbe Ha
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3aperncTpUpoBaHHbINA JIEKAPCTBEHHDIV NpenapaTt 411 BEeTePUHAPHOro NPUMEHeHuUs

1. B uensax BHECEHUA U3MEHEHWIN B AOKYMEHTbI, COAEPKAMECA B PETUCTPALMOHHOM [0CbE Ha
3aperncTpUpPoBaHHbIA NEKAPCTBEHHBIN NpenapaT A/1a BETEPUMHAPHOrO MPUMEHEHUA, AeprKaTelb UAn
BNafeneL, perncTpalmMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTta WAM YNOJHOMOYEHHOE UM
ApYyroe topnanyeckoe MUO (fanee B HACTOALLEN CTATbe - 3aABUTENb) HanpaBAsAET NocCPeaCTBOM e4MHOro
nopTana B YNOJHOMOYEHHbIV denepasnbHbli OpraH UCNOAHUTENbHOM BAACTU NOAMNMCAHHOE YCUAEHHOM
KBaNPUUMPOBAHHOW 3N1EKTPOHHOM NOAMNUCHIO 3aABNIEHNE O BHECEHWWU TaKUX U3MeHeHU no opme,
YCTaHOB/IEHHOM YNONHOMOYEHHbIM deepasbHbIM OPraHOM UCMONHUTENbHOM BAACTH, U NpUAAraemble K
HEMY M3MEHEHUA B YKa3aHHble AOKYMEHTbl, a Tak¥e AOKYMEHTbl, NoATBepXaatowme HeobxoamMmocTb
BHECEHWA TaKUX M3MeHeHUN. Mpn HeobXoANMMOCTU BHECEHMA U3MEHEHM B IOKYMEHTbI, coAeprKallmecs
B PErncTpaLMoOHHOM A0Cbe Ha 3apPerucTpMpoBaHHbIA NEKAPCTBEHHbIM MpenapaT g/ BeTepUHapHOro
NPUMEHeHWa, B CAy4YasX W3MeHeHuMA U (MAKn)  [OMNOJIHEHUS MNPOWM3BOACTBEHHOM  MOLWLALKM
JIeKapCTBEHHOIO CPEACTBA, A TaKXKe M3MEHEeHMA MoKasaTesiell KauecTBa IEKaPCTBEHHOIO npenaparta 41s
BETEPUHAPHOIO MPUMEHEHUA U (MIM) MeTOZOB KOHTPO/S KayecTBa JIeKapCTBEHHOro npenapata g/
BETEPUHAPHOIo NPUMEHEHUSA 3aABUTE/b AOMNONHUTE/IbHO HaNpaBAseT NocpeaCcTBOM eANMHOro NopTana B
YNOJIHOMOYEHHbIN pesepanbHbIi opraH UCNOJIHUTENIbHOW BNACTU CAeaytowme 4OKYMeHTbI (cBeaeHus):
(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-$3, o1 30.01.2024 N 1-93)

1) cBegeHMA o0 AaTe NpeaoCTaB/leHUA U PErMCTPaLMOHHOM HOMEpPE JIMLEH3UM HA NPOU3BOACTBO
NeKapCcTBEHHbIX CPeACTB, MPeAOCTaBNAEHHOW MNPOM3BOAMTENIO JIEKAaPCTBEHHOrO MpenapaTta Ans
BETEPUHAPHOr0 NPMMEHEHMSA, ONA POCCUIUCKUX NpoM3BOAUTENEN;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHMA O AaTe NpeaocCTaB/eHUA U PEermcTPaLMOHHOM HOMEpPEe NLEH3MM Ha NPOM3BOACTBO
JNIEKAPCTBEHHbIX CPeacTB, MpeaocTaBNeHHON npousBoanTento  (papmaleBTUYECKON cybcTaHumu,
BXOAALWEN B COCTaB JIEKAPCTBEHHOrO Npenaparta 41a BeTePUHAPHOIo NMPUMEHEHMUA, O1A POCCUMCKUX
npoussoguTenei;

(B pen,. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

3) KonuA OKYMEHTa, BblAaHHOTO YNOJHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA ANA KaXKA0M
NPOW3BOACTBEHHON NNOWAAKM JIEKAPCTBEHHOIO npenapaTa ANA BETEPUHAPHOTO MNPUMEHEHUA U
NoATBEpPXKAaloLWEro COOTBETCTBME NPOU3BOAMTENA /IeKapCTBEHHOro npenapata TpeboBaHUAM Npasun
Hagne)Kalllei Npou3BOACTBEHHON MPaKTUKW, U ero nepesosd, Ha PYCCKMI A3blK, 3aBepeHHble B
YCTaHOB/IEHHOM MOPA/KE, a TaKXKe KOMNWA 3aK/0UYeHMs O COOTBETCTBMM NPOU3BOAMTENA NEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBWA  Hagaexalleh  NPou3BOACTBEHHOM  NPaKTUKM,  BblAaHHOMO
YyNO/IHOMOYEHHbIM dpeaepanbHbiM OpraHOM UCMOMHUTENBHOM BAACTU ANA KaXKA0W NPoM3BOACTBEHHOW
NAOWAAKN NeKapCTBEHHOro npenapaTta A1 BeTEPMHAPHOrO MPUMeHeHUA, NMBOo Konua peLieHus o
nposeAeHUU MHCNEKTUPOBAHMA NPOU3BOAMTENA IEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOJAHOMOYEHHbIM
denepanbHbiM OpPraHOM MWCNONHUTENIbHOW BNAcTU A0S  KaXAoW NpoOU3BOACTBEHHOM M/OLWAAKK
JIeKapCTBEHHOro Npenapara A9 BeTePUHAPHOro NpUMeHeHus. YKasaHHble JOKYMEHTbI NpeacTaBAsoTCA
B CAyyae, eciu MNPOU3BOACTBO JIeKapCTBEHHOro npenapaTa A48 BETEPUHAPHOTO MNPUMEHeHUA
ocyllecTBAseTcA 3a npegenamu Poccuiickolt Geaepaumnu;

4) Konus [OOKYMEHTa, BbIAHHOIO YMNONHOMOYEHHbIM OPraHOM CTpPaHbl MPOM3BOAUTENA
dbapmaueBTUYECKON cybcTaHumm " NoATBEPXKAAMOLLErO COOTBETCTBUE npousBoanuTens
dbapmaueBTUYECKOM CybCTaHLMM, BXOAALWEN B COCTAaB JIEKaPCTBEHHOIO MpenapaTta 419 BETePUHaAPHOro
npMMeHeHus, TpeboBaHUAM NpaBWA HagJjlexKalleil NPOU3BOACTBEHHOM MPAKTUKKU, U €ro nepesos Ha
PYCCKMI  A3bIK, 3aBEepPeHHble B YCTAHOBJEHHOM MOpPsAZAKe, B C/yyae, €eciuM MPOU3BOACTBO
dbapmaueBTUYECKOM cybCTaHL MM OCyLLEecTBAAETCA 3a Npegenammn Poccuiickoin eagepaumn.

(yacTb 1 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnydae usmeHeHua n (MAn) AONONHEHUA NPOM3BOACTBEHHOM N/IOLWAAKU NEKAPCTBEHHOMO
CpeacTBa AOKYMEHTbI, yKasaHHble B 4acTM 1 HacToAweWl cTaTbW, NPeACTaBAAOTCA 3asBUTENemM B
OTHOLIEHMM M3MeHAeMoW W (MAKn) AOMNONHAEMOM NPOU3BOACTBEHHOW MAOWAAKM NIEKAPCTBEHHOMO
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cpencTBa. PelweHne 0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKaLLMEcs B PErMcTpaLMoHHOM AOCbe
Ha 3apPerncTpMpoBaHHbIMA NEKAPCTBEHHbIM NpenapaTt A1a BETEPUHAPHOro NPUMEHeHUs, Ui o6 oTKase B
MX BHECEHMW NPUHMMAETCA B Caydyae HeobXxoaMMOCTU NPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOIO
CpeacTBa B CPOK, He MpeBbllatownii AeBaHocTa paboumx AHEN, a B OCTasIbHbIX C/y4anx B CPOK, He
NpPeBbIWAOWMA TpUALaTM pabounx AHEW cCO AHA Hanpas/eHMs MOoCPeAcTBOM eAMHOro noprana B
YNONHOMOYEHHbIN deaepanbHblii OpraH WCNONHUTENIbHOW BAAacTU 3asiB/IEHUS 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 cayyae peopraHusaumum AepxaTtena wWam Bnagenbla PerncTtpauyvoHHOro yaoCToBepeHusA
JIeKapCTBEHHOTO npenapata AAA BeTEPUHAPHOrO NPUMeHeHUA, paspaboTyMKa mam npoussoguTens
JIeKapCTBEHHOMO NpenapaTa gNA BETEPUHAPHOIO MPUMEHEHMA B 3aABJEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, COAeprKallMeca B PErucTpalMoOHHOM [0Cbe Ha 3aPervcTPUPOBAHHbIN IeKapCTBEHHDI
npenapart 4/a BETEPMHAPHOro NPUMMEHEHMUSA, YKA3biBalOTCA OaHHbIE AOKYMEHTa, NMOATBEPXKAAOLLEro
BHECEHMEe COOTBETCTBYIOWMNX U3MeHEeHUI B EAMHBIN rocyAapCTBEHHbIN peecTp opuandeckux auy (gns
OpraHu3aumuii, 3aperncTpMpPoBaHHbIX Ha TeppuTopun Poccuiickoi degepaunn), Uan MHOrO AOKYMEHT],
NnoATBEpP!KAAIOLLIEr0 PEOPraHM3aLMIo OPUANYECKOro Mua (ANA opraHn3aunin, He 3aperncTPUPOBaHHbIX
Ha TeppuTopun Poccuiickoir dPepepaumun). 3asBNeHUE O BHECEHUM UIMEHEHUN B [OOKYMEHTHI,
coaepKawmeca B perMcTpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIM IEKapCTBEHHbINM NpenapaTt Agns
BETEPUHAPHOIO NPMMEHEHUA, U NPUNAraeMble K HEMY AOKYMEHTbI HanpaBAAOTCA NOCPEeACTBOM €4NHOr0
nopTtana B YNoAHOMOYEHHbIM dpeaepanbHbli OpraH UCNONHUTENbHOM BAACTM He No3gHee 4yem 4yepes
TpuAuaTh pabounx AHen co AHA BHECEHUA COOTBETCTBYIOLWMX U3MEHEHWUIN B EAMHBIN rocyaapCTBEHHbIN
peecTp lpuUANYECcKMX vy (aNnA opraHuWsauMii, 3aperncTpMpoBaHHbLIX Ha TeppuTopun PoccuiicKkoi
depepaunn) Uam co AHA NPUHATMUA COOTBETCTBYIOLWLErO AOKYMEHTA, NOATBEPKAAOWEro PEOPraHn3auUmnio
IOpUMANYECKOrO Nnua (ANA opraHM3auuii, He 3aperucTpupoBaHHbLIX Ha TeppuTopuu Poccuinickoi
depepaunn). B cnyyae peopraHmsaumnmn gepratens UM Bnagenbla permcTpaumoHHOro yao0cToBepeHus
JIeKapCTBEHHOMO npenapaTta A4/ BETEePUHAPHOro NpPUMeEHeHUA 3aABEHWE O BHECEHWW WU3MEHEHUI B
OOKYMEHTbI, CoAeprkalumeca B PEerucTpalMoOHHOM [0Cbe Ha 3apPervcTPUPOBAHHbIN JIeKapCTBEHHDbI
npenapat Aaa BETEPUHAPHOrO MNPUMEHEHMA, MOJAETCA HPUOUYECKMM JIMLOM, KOTOPOMY B XoAe
peopraHM3aummn nepesaHo NpPaBo BAAAEHUA TAKUM PErMCTPALLUOHHBIM YAOCTOBEPEHMUEM.

(yactb 1.2 BBeaeHa denepanbHbiM 3aKoHOM oT 02.08.2019 N 297-93; B pea. PegepanbHOro 3akoHa oT
30.01.2024 N 1-93)

2. B cnyyae BHeCeHUS U3MEHEHUI B AOKYMEHTbI, CoAepsKallumeca B perncTtpaumMoHHOM AoCbe Ha
3aPEerncTPUPOBaHHbIA NEeKapCTBEHHbIM NpenapaTt AnA BeTepUHapPHOro MNPUMEHEHWUSi, B OTHOLUEHUMU
CBeZleHWU, yKa3aHHbIX B noanyHkTax "e", "»", "k", "n", "n", "c", "x" nyHKkTa 7 yactn 3 ctaTbM 17 HacToALWErO
depnepanbHOro 3akoHa, U3MeHeHUA U (MNK) 4ONONHEHUA NPOU3BOACTBEHHOM NNOLLAAKM NEKAPCTBEHHOIO
CpeacTBa, a TaKXe B C/lydae M3MEHeHMA MOoKasaTesield KayecTBa J/IEKAapCTBEHHOro npenapaTta Ans
BETEPMHAPHOro MPUMEHEeHUs U (MAn) MeToAoB KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOro MPUMEHEHUA NPOBOAMUTCA SKCMEepPTU3a IEKAapPCTBEHHOMO CPeacTBa A/ BeTepUHApPHOro
npumeHeHus. B cnyyae HeEOHXOAMMOCTU BHECEHUA WMHbIX U3MEHEHWUI B AOKYMEHTbI, COAEpP KallMecs B
pPernmcTpauMoHHOM [A0Cbe Ha 3apernmcTpMpoOBaHHbIA NEKAPCTBEHHbIM npenapaT Ana BeTepUHapHOro
NPUMEHEHNA, SKCNEepPTU3a IeKapCTBEHHOro CPpe/CcTBa A1 BETepUHAPHOro NPUMEHEHMA He NPOBOAUTCA.
(B pen. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-d3)

3. 3asBuTeNb BNpaBe NPeACTaBUTb NO COBCTBEHHOW MHMLMATVBE BMECTE C 3asiBIEHUEM O BHECEHUM
M3MEHEHWA B [OKYMEHTbl, COLEprKaliMeca B PEerncTpauMoHHOM [OCbe Ha 33aperncTpuMpoBaHHbIN
NeKapCTBEHHbIM  npenapaT A48  BETEPUMHAPHOTO  MPUMEHEHUsi,  PEKBM3UTbl  [LOKYMEHTOB,
NOATBEPKAAOLWMX YNNATY FOCYSapCTBEHHOM MOLWJIMHBI 32 BHECEHWE B LOKYMEHTbI, coAeprKalimecs B
PerucTpaunMoHHOM A0Cbe HA 3apernmcTpMpOBaHHbIA JIEKAPCTBEHHbIM NpenapaT A/d BeTepUMHAPHOro
NPUMEHEHUA, W3MEHEHUI, Tpebylowmnx MNpPoBeAeHUA 3KCMepTU3bl JIeKapCTBEHHOro CcpeacTsa, WM
M3MeHeHnn, He Tpebylowmx MPOBEAEHUA 3SKCNEepTM3bl /NEeKapCTBEHHOro cpeacTea. B cayvae
HeobXOAMMOCTN M3MEHEHUS CBEAEHWM, codepralimxca B PerncTpauMoOHHOM  YAOCTOBEPEHUU
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JIEKapCTBEHHOrO npenapata Aasa BEeTEePUMHAPHOro NPUMEHEHUA, C 3aAB/IeHWMEM, YKa3aHHbIM B Yactu 1
HaCTOALLEN CTaTbW, 3aABUTENb BNPaBe NPeACcTaBUTb MO COBCTBEHHOM MHULIMATMBE PEKBU3UTbI OKYMEHT],
NoATBEPKAAOWErO YNAATY roCyAapCTBEHHON MOLW/MHbI 33 BblAa4y PErMCTPALMOHHONO YAO0CTOBEPEHMA
NIeKapCTBEHHOIO Npenapara. 3aAaBuTe b BNpasBe NpeacTaBUTb No COBCTBEHHOW MHULMATUBE CBEAEHMUA O
NIMLLEH3MAX, YKa3aHHble B MNyHKTax 1 M 2 4yactu 1 HacToswel CTaTbM, a TaKXe BblAaBaemble
YNONIHOMOYEHHbIMU desepanbHbIMM OpraHaMyM UCMOJHUTENbHON BNACTU AOKYMEHTbI, yKa3aHHble B
nyHKTe 3 Yyactn 1 HacToAwen ctaTbk. B cnyyae HenpeacTaBaeHMA YKasaHHbIX AOKYMEHTOB (cBeAeHWIA)
YNOJIHOMOYEHHbIN denepanbHbli OpraH UCNONHUTENbHOM BAACTU 3aNPaLlIMBAET YKa3aHHble AOKYMEHTbI
(cBepeHUsn) B nopaaKe MeKBELOMCTBEHHOIO MHPOPMALIMOHHOIO B3aMMOLENCTBUA.

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

4. B cpoK, He npesblWatowWmnii gecatn paboumx gHel co AHA NOCTYMN/AEHUA yKasaHHOro B Yactm 1
HACTOALLEN CTaTbW 3aABAEHMA U HEOBXOAMMBIX LOKYMEHTOB, YNOJAHOMOYEHHbIN desepanbHblit opraH
NCNOJIHUTENbHOW BNACTH:

1) npoBOoAUT NPOBEPKY NO/IHOTbI U JOCTOBEPHOCTU CBe,CI,EHVIVI, cogeprKawmnxca B npeancrtaBaeHHbIX
3aAaBuTenem AOKYMEHTAX;

2) NPUHUMAET pelleHne o nposeaeHNUN SKCNepPTU3bl 1€KAaPCTBEHHOIO CpeacTBa ANA BETEPUHAPHOTO
NPpUMeHEeHUNA Naun 06 oTKase B ee npoBeaeHUN;

3) HanpaBsideT nNOCPeACTBOM eAMHOro rMopTana 3asaBUTEN0  MOAMWCAHHOE  YCUJIEHHOWM
KBanMOUUMPOBAHHOM 3/EKTPOHHOM NOAMWUCHIO YBEAOMJIEHME O MPUHATOM pPELIEeHUM UM B CAyyae
NPUHATUA pelleHus ob oTKase B NpoBeAeHNN SKCNEePTU3bl IEKAPCTBEHHOTO CPeacTBa 4/151 BEeTePUHAPHOTo
npumeHeHnA C ykKasaHnem npunuy4nH Takoro oTkasa.

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

4.1. B cnyyae BblABAEHUA HEAOCTOBEPHOCTU U (MIN) HEAOCTAaTOYHOCTM CBEAEHUI, COAEPIKALLUMXCA B
NpeacTaB/NeHHbIX 33aABUTEIEM MaTepuasnax, YNnoJHOMOYEHHbIM denepanbHbii OpraH UCNONHUTENIbHOM
BNACTM HanpaBAseT MOCPeacTBOM eAMHOro MnopTasa 3afBUTENto 3amnpoc 06 YTOYHEHWWM YKA3aHHbIX
CBeAeHWN, NoanMCcaHHbIN YCUNEHHOW KBAanUPULMPOBAHHON 3NEKTPOHHON NOANUCHIO.

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

4.2. 3asutenb 06A3aH HanpaBuTb MNOCPEACTBOM €4MHOro NopTasa B  YNOJHOMOYEHHbIN
denepanbHblA  OpraH WCNONAHUTENIbHOW BAACTU MNOAMMCAHHBIN  YCUIEHHOM KBaAnMOUUMPOBAHHOM
SNEeKTPOHHOWM NOAMUCHIO OTBET HA 3anpoC YNoJHOMOYEHHOro deaepasbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, He MpeBbIAOWMiA AeBAHOCTA paboumx AHel €O AHA NOAYyYEeHWUA YNOJHOMOYEHHbLIM
denepanbHbiM  OpPraHOM WCMOJIHUTENbHOM BAACTU  3NEKTPOHHOFO YBEAOM/IEHUA O MOJyYeHuun
3aABuTeNeM gaHHOro 3anpoca. CpoKku, ykasaHHble B YacTu 1.1 HacToALLel cTaTby, NPUOCTaHaBAMBAlOTCA
CO [OHA Hanpas/ieHMA MOCPeACTBOM eAMHOro nopTaja 3asaBuTeNt0 3anpoca  YNOJHOMOYEHHOro
benepanbHOro opraHa UCMONHUTENbHOM BAACTU A0 AHA HanpaBAeHWA NocpeacTBOM eAMHOro NopTana B
YNO/JIHOMOYEHHbBIN deaepanbHblii OpraH UCNOAHWUTENbHOM BAACTU OTBETA Ha AaHHbIM 3anpoc U He
YUYUTBIBAIOTCA NPU UCYUCIEHUU CPOKA MPUHATUA pPelleHnA O BHECEHUU U3MEHEHUN B [OKYMEHTI,
cogeprKalimeca B perncTpaumoHHOM A0Cbe Ha 3aperMcTpuMpoOBaHHbIA IEKAPCTBEHHbIM NpenapaTt Ans
BETEPUHAPHOIo NPUMEHEHMUS.

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

5. OcHoBaHMeM [A/A OTKa3a B NPOBeAEHWW 3SKCNepTU3bl JIEKapPCTBEHHOro Ccpeactsa  And
BETEPUHAPHOrO MPUMEHEHUA ABAAETCA NpeacTaBAeHWe AOKYMEHTOB, YKasaHHbiX B yactax 1 u 3
HacToALLEeN cTaTbl, B HENOJIHOM O6beme UAK OTCYTCTBME B NPeACcTaBAeHHbIX JOKYMEHTax A0CTaTOUYHbIX
CBEeAEHWIN, MOATBEPNKAAWINX HEeobXoAMMOCTb BHECEeHMA U3MeHeHul, anbo HenpeacTasneHue
3aABUTE/IEM B YCTAaHOB/IEHHbIA CPOK OTBETa Ha yKasaHHbI B 4YacTv 4.1 HacToAlen cTaTbu 3anpoc
yNno/HOMOYeHHOro pefepanbHOro opraHa UCNOHUTENIbHOM BacTU.

(8 pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)
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6. 3KCI’lepTVI3a NEKapCTBEHHOIo Ccpeacrtea ON1A BETEPUHAPHOINO NpPpUMeHeEHUA B LLenAax BHeCeHUA
U3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPerncTtpaumMoHHOM AOoCbe Ha 3aperMCTpMDOBaHHbII7I
HEKapCTBEHHbIﬁ npenapar A4aAa BETEPUHAPHOro npumMmeHeHuA, OocCcywecTeBndaeTca B NOpALKE,
YCTAaHOBJ/IEHHOM cTaTbel 24 HaCToALWero dJe,u,epaanoro 3aKOHa.

6.1. B cpoK, He npeBbIWatoWnn AecaTn pabounx AHen co AHA HanpaBAeHUA NOCPEACTBOM e4MHOI0
nopTana B YNOJHOMOYEHHbIV deaepanbHblii OpraH MCNONHUTENIbHOM BAACTU NOAMNUCAHHOIO YCUAEHHOM
KBa/IMGUUMPOBAHHOM 3/IEKTPOHHOM MOAMUCHIO 3aKNOYEHMA KOMMUCCUM IKCMEPTOB MO pes3yabTaTam
YKa3aHHOMW B 4acTU 2 HacToAWEM CTaTbM 3KCNEpPTM3bl, YNONHOMOYEHHbIN deaepanbHblit OpraH
NCNOJIHUTENbHOW BNACTH:

(B peq. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-3, o1 30.01.2024 N 1-93)

1) npuHUMaeT pelleHWe O BHECEHUM W3MEHEHU B [OKYMEHTbl, coJdepKalimeca B
pPerucTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM nNpenapaT Ans BeTepUHapHOro
NPUMEHEHUSA, U1 06 OTKa3e BO BHECEHUU TaKUX USMEHEHWIA;

2) BHOCUT B rOCyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACcTB Ha OCHOBAHUM PeLleHMS O BHECEHUN
M3MEHEHWA B [OKYMEHTbl, COAEprKaliMeca B PErmcTpauMoHHOM [O0Cbe Ha 3aperncTPUMpOBaHHbIN
NeKapcTBEHHbIV Npenapar 414 BETePMHAPHOTO NPUMEHEHNsA, HeobXoANMble U3MEHEHUS;

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

3) BblgaeT 3aABUTE/I0 HOBOE PErncTpaLMoHHOE yA0CTOBEPEHME IEKAaPCTBEHHOIO npenapaTa A
BETEPMHAPHOIO NPUMEHEHUSA B C/Tly4ae HEOOXOAMMOCTU USMEHEHMUA CBEAEHUN, COAEPKALLUXCA B HEM, C
COXpaHeHMemM HOMepa paHee BbIAAHHOTO PErucTPaLMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOrO
npenapara A1 BEeTeEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH dPepepanbHbim 3akoHoM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBeaeHa desepanbHbiM 3akoHOM OT 22.10.2014 N 313-d3)

6.2. B cnyyae BHeCEHUS U3MEHEHWUI B JOKYMEHTbI, COAEpKalLMecs B perncTpaLMoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIA  JIEKAPCTBEHHbIN MpenapaTt ANnA BETePUHAPHOro MPUMEHEHUs, B YacTu,
Kacalowenca uaMeHeHua U (Man) AONOAHEHWA NPOM3BOACTBEHHOM N/OWAAKA NIEKAPCTBEHHOMO
npenapara, npu NpeAcTaBfeHUN 3afBUTENEM B COOTBETCTBUM C MYHKTOM 3 yacTu 1 HacToAllel cTaTbu
KOMUU peLleHUss ynoaHOMOYEHHOro deaepasnbHOro opraHa WMCNONHUTENbHOW BacTM O MPOBEAEHUU
WMHCNEKTUPOBAHUA NPOU3BOANTENS IEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIA B YacTu 6.1 HacToALel
CTaTbW, NPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKNOYEHUA KOMUCCUM SKCNEPTOB A0 AHS MPUHATUA
YNOAHOMOYEHHbIM dbesepasibHbIM OPraHOM UCMOJIHUTENIbHOM B/1aCTU peLleHus O Bblaade unm ob oTkase
B BblJaye 3aK/HYEHMA O COOTBETCTBUN MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBun
Hag/erKallel NPon3BOACTBEHHOM MNPAKTUKM, HO He Bonee Yem Ha CTO BOCEMbAECAT paboumx gHe.
(yacTb 6.2 BBegeHa deaepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

7. OcHOBaHMEM g/ OTKa3a BO BHECEHWM W3MEHEHUM B LOKYMEHTbl, CoAaepiKaliumecs B
PEerucTpauMoHHOM A0Cbe HA 3apernmcTpMpOBaHHbIA JIEKAPCTBEHHbIM NpenapaT A8 BeTepUMHAPHOro
NPUMEHEHWA, B C/IyYasx, He TpebyloLMX NPOBeAEeHNA IKCNepPTU3bl IEKAPCTBEHHOIO CPeACTBa, ABAAETCS
npeacTaB/ieHne AOKYMEHTOB, YKa3aHHbIX B YacTAX 1 M 3 HacTosAleN CcTaTbk, B HEMOJHOM obbeme uan
OTCYTCTBME B MPEACTaBJAEHHbIX AOKYMEHTAX CBEAEHWI, KOTOpble SO/IKHbI ObITb B HUX OTPaXKeHbl, M60
HenpeAcTaB/ieHWe 3asBUTENEM B YCTAHOBNEHHbIM CPOK OTBETA Ha YKasaHHbIM B YacTh 4.1 HacTosllein
CTaTbu 3aNpoC YNOJAHOMOYEHHOTO dpeaepasibHOro opraHa MCNOHUTEbHOM BAACTU.

(yacTb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM A/ OTKa3a BO BHECEHWW W3MEHEHWA B [OOKYMEHTbl, CoAepiKalimecs B
PerncTpaunMoHHOM A0Cbe Ha 3apPernmcTpUMpPOBaHHbIA /JIeKAPCTBEHHbIM npenapaT 4/1d BeTepuMHApPHOro
NPUMEHEHMUA, B CAy4asx, TPebylowmx NpoBeaeHUa 3KCNepTU3bl NEKAPCTBEHHOMO CPeacTBa, ABAAETCH
3aKNtOYEHMEe YMOJIHOMOYEHHOTO ¢esepasbHOro opraHa MCMOJHWUTENbHON BAACTM O BO3MOXKHOCTU
CHU}KeHMA 6e30MnacHOCTH, KayecTBa, 3G GEeKTMBHOCTU IeKapcTBEHHOIO Npenaparta BCAeACTBYE BHECEHUA
N3MeHEeHW B YKa3aHHble AOKYMEHTbI, OTKa3 YNo/JIHOMOYEeHHOro ¢pesepanbHOro opraHa UCNoIHUTEIbHOM
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B/1aCTU B BblAaye 3aK/OYEHUSA O COOTBETCTBUM NPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeacTs TpeboBaHUAM
npaBun Haasexawen nNpousBOACTBEHHOMW MPAKTUKM B C/Ayd4ae U3MEHeHMAa U (MAKn) AONOAHEeHUA
NpPou3BOACTBEHHON MJIOWAAKM JIeKAPCTBEHHOrO Mnpenapata, €CAuM NPOM3BOACTBO J/IEKAPCTBEHHOIMO
npenaparta 418 BETEPMHAPHOIro NPMMEHEHMA OCYLLECTBAAETCA 3a Npegenamu Poccuiickoint deaepauumy,
WNN OTCYTCTBUE 3TOFO 3aK/HOUEHMA.

(yacTb 7.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [onycKaeTca obpalleHne NeKkapcTBEHHbIX NPenapaTtoB A/ BETEPUMHAPHOrO NMpUMeHeHuUs Oo
ncre4yeHnAa Cpoka rogHoCTH, nNponsseaeHHbIX B Te4eHne Cta BOCbMnaecAaTn ,CI,HEVI nocne Aatbl NPUHATUA
YNO/THOMOYEHHbIM ¢ep,epaanb|M OopraHom MCNONIHUTENIbHOW BNACTH peweHnAa o BHeCeHUn U3MEHeHUM
B LOKYMEHTbI, COAEPKALLMECS B PErMCTPALMOHHOM A0Chbe HA IEKapCTBEHHbIV Npenapart, B COOTBETCTBUM
C MHPOpMaLMel, coaepKalleinca B AOKYMEHTAX PEMMCTPALMOHHOIO A0Chbe Ha IeKapCTBEHHbIN npenapaT
A0 AaTbl NPUHATUA TAKOro pelleHuna.

(yacTtb 8 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

O BO3MOKHOCTM 0bpalleHnsa B PO neKkapcTBEHHbIX MpenapaToB Noc/e NpUHATUA peweHna 06 oTMeHe
rOCperncTpaumMm M WUCKAOYEHHbIX M3 peecTpa dapmaueBTUYECKMX cybcTaHuui cm. cT. 4 &3 ot
30.01.2024 N 1-93.

CratbAa 32. OTMeHa rocygapCcTBeHHOM perncTpaumm 1eKapCcTBEHHOro npenapara

PeweHne 06 oTMeHe rocyaapCTBEHHON PerMcTpaLmmn NeKapcTBEHHOro npenaparta U UCKAUYeHUM
NIeKapCcTBEHHOro npenapaTta M3 roCyAapCTBEHHOrO peectpa /1eKapCTBEHHbIX CPEACTB MPUHMMAETCA
YMNOAHOMOYEHHbIM deaepasbHbiM OPraHOM UCMONHUTENbHOM BAACTU B Cay4ae:

1) npeactaBneHWMA  COOTBETCTBYIOWMM  YMNOJAHOMOYEHHbIM  deaepasnbHbiM  OpraHoOM
WCMNONHUTENBHOW BNACTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340pPOBbIO, KWM3HM YesloBEKA WU
MBOTHOTO NPW NPUMEHEHUW NEeKapCTBEHHOrO NpenapaTa, NpPeBblatowmx ero 3GPeKTUBHOCTb, NO
pesy/ibTaTam OCyLLECTBIAEMOro MM MOHUTOPMHIa 6e30NacHOCTM IeKapCTBEHHOIO NpenapaTa;

KoHcynbTaHTlAtOC: NpuMeyaHue.

MonoskeHua cT. 32 (B pea. 3 ot 30.01.2024 N 1-d3), KacatoLmecs NpeaoCcTaBieHMaA roc. YCayr npu
obpallLeHMn NeKapCTBEHHbIX CPeacTB: ANA MEeAULMHCKOTO NPUMEHEHUs MOCPeACTBOM eAMHOM
cuctembl U (Mnn) eagmnHoro noprana, npumeHstotca ¢ 01.01.2025; ana BeTepUHAPHOro NPUMEHEHMUSA
nocpeacTsom eaAnHOro noprana, npumeHatoTea ¢ 01.01.2026.

2) nogaun peprkatenem UAU BNAAENbLEM PErmcTpalMOHHOrO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapata WAM YMNOJHOMOYEHHbIM MM OPYIUM  OPUANYECKMM JIMLOM 33asB/ieHUs 06 oTmeHe
rocyJapCTBEHHOM  perucTpauum  NeKapcTBEHHOro  npenapata,  MNOAMMCAHHOIO  YCW/IEHHOM
KBaNMPUUMPOBAHHOM 3/IEKTPOHHOM NOANWCHIO, MYyTEM €ro HanpasaeHMA NOCPeACTBOM eAMHOro NopTana
B YNONHOMOYEHHbIN deaepanbHblii  opraH WCNONAHUTENbHOW BAACTU  WAM  ANYHBbIM  KabuHeT
YNOJIHOMOYEHHOIO pesepanbHOro opraHa UCNOIHUTEIbHOM BIAaCTU B €4MHOM CUCTEME;

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

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.01.2026 n. 3 - 6 cT. 32 He pPacNpPOCTPAHAKOTCA Ha MPABOOTHOLIEHWA, BO3HWKaloWMe Mnpwu
06palLeHMM NeKapCTBEHHbIX CPeACTB AN MeanLMHCKoro npumeHenuns (®3 ot 30.01.2024 N 1-93).

3) HenoareepxgeHunA I'OCV,CI,apCTBeHHOﬁ perncTpautmnn nekapCrBeHHOro npenaparta no UCTte4yeHnn
CpOKa AEVICTBMH perncTtpauymnoHHOro ygocrosepeHuma, BbiAaHHOrro Ha NATb 1EeT,
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4) HenpeacTaBneHus 3asBuTenem WHGOPMauMM, KOTOpas MOXKeT noBjiedyb 3a Ccobol
HeobXoAMMOCTb BHECEHWUS M3MEHEHWUI B AOKYMEHTbI, COAEepMKalimecs B PerncTpauMoHHOM A0Cbe Ha
3aperucTpupoBaHHbIM  NIEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAuaTM pabounx A[Hel co AHA
HaCTynieHnsa 3TUX U3SMEHEHWI;

5) ocywecTBneHNa rocyAapCTBEHHOW perncTpaumm NekapcTBeHHOro npenaparta noj, TOpProsbiM
HauMeHOBaHWEM 3aPErMcTPMPOBAHHONO paHee Moj 3TUM TOProBbIM HAMMEHOBAHMEM /IEKAPCTBEHHOTO
npenapara, OT/IMYalOLW,Erocs Ka4eCcTBEHHbIM COCTaBOM [EMCTBYIOLLMX BELLECTB;

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

6) ocyLLLeCcTBAEHNA FOCYAaPCTBEHHOM PerncTpaLmm OHOIo M TOTO e 1IeKapCTBEHHOro Npenapara B
OTHOWEHNNn OAHOro MU TOro e JgepxXatena wuanm Baagenbua pPerncTtpaunoHHOro yaocrosepeHuA
JNIEKapCTBEHHOrO npenapaTa B BMAE ABYX M 00siee JIeKapCTBEHHbIX MpenapaTtoB Nog, Pas/iIMyHbIMK
TOProsbiMM HaMMeHOBaHUAMMU,

(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BbIHECEHMA CYA0M PELLEHMA O HAapyLLEeHMM NpaB NpaBoob1aaaTens 06beKTOB UHTENNEKTYaNbHOM
cob6CcTBEHHOCTM NpY 06paLLEHMM NEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NpumeyaHume.
C 01.01.2026 n. 8 cT. 32 He pacnpoCTPAHAETCA Ha NPABOOTHOLLEHWA, BO3SHUKAOLLME NPU 06paLLeHNM
JIeKapCTBEHHbIX CPEACTB AN MeAULMHCKOro npumeHeHusa (®3 ot 30.01.2024 N 1-03).

8) oTCyTCTBUA NeKapCcTBEHHOro NpenapaTa B obpalieHnn B Poccunitickoit deaepalmm B TedeHUe Tpex
n bonee ner;
(n. 8 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINOMHEHMA AeprKaTeNieM WAW  BNAAENbLEM  PErUCTPALMOHHOIO  YAOCTOBEPEHUS
JIeKapCTBEHHOrO nNpenapaTa MH0 YNOJHOMOYEHHBIM UMW APYTUM IOPUSNYECKUM IULLOM MEPONPUATUIA
no obecneyeHnto 6e30NaCHOCTM JIEKAPCTBEHHbIX MPENAPATOB, YCTAHOB/IEHHbIX YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCNONHUTENIBHOWM BAACTU B COOTBETCTBMM C YacTAMM 3 1 4 cTaTbm 64 HacToAWwero
PepnepanbHOro 3aKOHa, B paMKax OcyLLecTBAeHnAa papmakoHa[30pa;

(n. 9 BBeageH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

10) oTkasza Jep:kaTens WM BRadenblLa PErncTpalMOHHOTO YAO0CTOBEPEHUA JIeKapCTBEHHOIO
npenapata AM60 YNOJHOMOYEHHOIO UMW APYroro HPUAMYECKOTO /iML@ OT BHECEHUSA M3MEHEHW B
WHCTPYKLMIO NO MPUMEHEHUIO NEKAPCTBEHHOrO MnpenapaTta, KacCaloWMXCA HOBbIX MOATBEPMKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUUYMHEHUA Bpeda 340PO0BbIO Ye/IOBEKA WU XKUBOTHOMO BCAeACTBUE NpUema
JIeKapCTBEHHOroO npenapaTta npesbiwaeT 3¢pHeKTUBHOCTb ero NPUMEHEHMUS.

(n. 10 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

CtaTtba 33. FlocyAapCTBEHHDINM peecTp IeKapCTBEHHbIX CPeACTB

1. TocyaapcTBeHHbI peecTp /NeKapCTBEHHbIX CPEACTB COAEPKUT NepedyeHb JfIeKapCTBEHHbIX
npenapaTos, NpoLeAWnX rocyaapCcTBEHHY0 perMcTpaumio, nepedeHb GapmMaLeBTUYECKUX CybCcTaHumi,
BXOAALLMX B COCTaB /IEKAapPCTBEHHbIX MPenapaTtos, U cAeayoLwyo MHbopmaLmio:

1) B OTHOLWIEHUWN NEKAPCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHMe JleKapCTBEHHOro npenapaTta (merKAyHapogHoe HemnaTeHTOBaHHOe, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOoBaHuA);
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHaA popma C yKasaHMeMm A03MPOBKN IeKapCTBEHHOro NpenapaTa U ero KoAn4ecTsa B
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NnoTpebuTeNIbCKOM YNaKoBKE;

B) HAMMEHOBaHWe AeprKaTenn Uan BAaLeNbLa PErMCTPALMOHHOIO YA0CTOBEPEHMA IeKapCTBEHHOTO
npenapaTta v CBeAEHUA O PerncTpaumm Aep:Katens uav Bnagenbla PerncTpaumoHHOro ya0CcToBepeHus
NleKapcTBEHHOTO NnpenapaTa 418 MeAULMHCKOIo NPUMEHEHUA B KaYecTBe HaoronaaTe/blwunKka B CTpaHe
pernctpauum (418 POCCUMCKUX IOPUANYECKUX UL, - MAEHTUPUKALUMOHHBIM HOMEP HajoronaatenbLimMKa
(MHH), ons MHOCTPaHHbIX LPULNYECKUX NNL, - CTPAHA PErUCTPALMM, HAMMEHOBAHME PETUCTPUPYIOLLLETO
opraHa, permcTpaLMoHHbIN HOMEpP, Ko Ha/IoronAaTeNbLLMKA B CTPaHe pernctpaumm (MHKopnopauuun) nuam
ero aHasnor);

(nn. "8" B peq,. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

r) HaUMeHOBaHWe 1 aapec NPOU3BOAMUTENS IEKAPCTBEHHOIO NpenapaTta U CBeAeHUs 0 perncTpaumm
Npou3BOAUTENA NIEKAPCTBEHHOrO npenapata Aaa MeAWMUMHCKOro MPUMMEHEHMs B KauyecTse
HanoroniaTeNbWMKa B CTPaHe perncTpaumm (418 pocCMiCKUX IopUANYECKUX UL, - UAEHTUDUKALMOHHDINA
Homep HanoronnaTtenblumka (MHH), AnA MHOCTPAHHbLIX OPUANYECKUX NUL, - CTPaHa pPerncrpauumu,
HaMMeHOBaHMe PErUCTPUPYIOLLErO OpraHa, PerncTPaLMoHHbIN HOMEepP, Kog, HanoronaaTeblWMKa B CTpaHe
pernctpauuun (MHKopnopaunun) UaM ero aHanor);

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

A)  dapmaKkoTepaneBTMyeckasa rpynna, Ko /NeKapCTBEHHOro npenapata Mo aHaTOMO-
TEepPaneBTUYECKO-XMMMNYECKON  KnaccuduKaumm, pPeKoMeHOOoBaHHOW  BcemumpHOM  opraHusaumen
34,0aBOOXPaAHEHMUS;

(nn."a" B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

€) NoKasaHuA N NPOTUBOMOKAa3aHUA K NPUMEHEHUIO IEKapPCTBEHHOTO Npenapara;
) NoBoYHbIE AeNCTBUA NeKapCTBEHHOro NpenaparTa;

3) CPOK roAHOCTM SIeKapCTBEHHOrO Npenapara;

1) yCN0OBUA XpaHEHUA NeKapCTBEHHOro npenaparTa;

K) YCNIOBMSA OTNYCKa IeKapCTBEHHOro Npenapara;

Nn) Homep dapmakonerHolW CcTaTbM WAM B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTaLMn N1Mbo HOPMATUBHOIO AOKYMEHTa;

M) [aTa rocyfapCTBEHHOW perncTpaumy NeKapcTBEHHOro npenapaTta M ero PerucTpauyoHHbIN
HOMep, AaTa 3aMeHbl PErMcTPaLMOHHOrO YAOCTOBEPEHMNA NIeKapCTBEHHOro npenapaTa Ha 6eccpoyHoe
perncTpaunoHHoOe YAOCTOBEpPEHWE NeKapCTBEHHOrO npenapaTa, gaTa Nogayy  3asABAEHMA O
NOATBEPXKAEHUM TOCYAAPCTBEHHOW perncTpaumMmM NeKapCcTBEHHOro npenapaTa, J4aTta  OTMEHbI
rocyAapCTBEHHOM perncTpaumnmn 1ekapcTBeHHoro npenapara;

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

H) KauyecTBEHHbI COCTaB M KOJMYECTBEHHbI COCTaB AEWCTBYIOLMX BELLeCTB W KayeCTBEHHbIV
COCTaB BCMOMOraTe/IbHbIX BEL,ECTB IeKapCTBEHHOro Npenapara;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHbOopMaLMsa 060 BCex paspelleHHbIX BUAax BTOPUYHOM (NoTpebnuTenbCcKoi) ynakoBKu;
(nn. "o" BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

n) gata NPUHATUMA pelleHUs O BO3MOMXHOCTW paccMaTpuBaTb JIeKApCTBEHHbIM npenapaT npu
rocyaapcTBeHHOM perucrTpaLmm B Kadectse oppaHHOro 1EKAPCTBEHHOrO NpenapaTa (A1a NeKapCcTBEHHbIX
npenapaTtos A4 MeAMLMHCKOro NpUMeHeHMUs);

(nn. "n" BBepeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. GenepanbHOro 3aKoHa oT
27.12.2019 N 475-3)
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p) HanuMume nNeKkapCTBEHHOro npenapata B NepeyHe KU3HEHHO HeOobBXOAMMbBIX U BarKHEMnLUX
NleKapCTBEHHbIX NpenapaTos (410 NeKapCTBEHHbIX NpenapaToB Ana MeAULMHCKOro NpUmMmeHeHua);
(nn. "p" BBeaeH dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pesn. PeaepanbHOro 3aKoHa oT
27.12.2019 N 475-93)

C) HanuumMe B NEKAPCTBEHHOM NpenapaTe HapKOTUYECKMX CPeacCTB, NMCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, NogerKalimx KoOHTPoo B Poccuinckolt deagepaumnm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickoit Pepepaumm, mexkayHapoaHbimu gorosopammn Poccuinckon Peaepaumn, B Tom ymcie EanHom
KOHBEHUMeN 0 HapKoTuyeckux cpeacteax 1961 roga v KoHBeHUMEN O NCUXOTPONHbIX BewecTsax 1971
roaa;

(nn. "c" BBepeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

T) uMHbOpMaLMA O TOM, ABAAETCA /WM AAHHbIA NEKApPCTBEHHbIM MpenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NpPenapaTom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

y) cBegeHMs O Mogaye 3aABJEHUA O BHECEHUW M3MEHEHWI B [AOKYMEHTbI, COAep)Kalmecs B
perncTpaunoHHOM A0Cbe Ha NEKAPCTBEHHbIM Npenapar;
(nn. "y" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

) ytpatun cuny ¢ 1 mapta 2020 roaa. - PesepanbHbiit 3aKoH 0T 27.12.2019 N 475-03;

X) CPOK BBeZleHMA /IeKapCTBEHHOrO npenapaTta AN BEeTEePUHaAPHOro NPUMEHEHMUA B FPpaXKaaHCKUIA
oboporT;
nn

(nn. "x" BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

u) uHboOpmauMA O TOM, ABAAETCA /M AaHHbIM  JIeKApPCTBEHHbIM npenapaT opdaHHbIM
NeKapcTBEHHbIM npenapaTom, MMMYHOBNONOTUYECKMM NeKapCTBEHHbIM npenapaTom,
pagnodpapmaLeBTUYECKMM  IeKAapCTBEHHbIM  MpPEenapaTtom, rOMeonaTUY4ecKMM  JIEKapPCTBEHHbIM
npenapaTom, 6MONOTMUYECKMM IeKAaPCTBEHHbIM MPENapaToOM, BbICOKOTEXHO/IOTMUYHBIM JIEKAPCTBEHHbBIM
npenapaTom, BNepBble 3aperMcTprupoBaHHbIM B Poccuiickoit ®eaepaumnn B COOTBETCTBMM C HACTOALLMUM
desepanbHbIM 3aKOHOM MW aKTaMuM, COCTaBAALWMMM Npaso Coto3a;

(nn. "u" BBeaeH PenepanbHbim 3akoHoM oT 30.01.2024 N 1-3)

2) B OTHOLWEHUN hapMaLLeBTUYECKUX CYyOCTaHLMIA:

a) HaumeHoBaHMe $apmaLEeBTUYECKOM CybCTaHUUKU (MeXAyHapoAHOe HenaTeHTOBAHHOE, WU
rpynnupoBOYHOE, WM XMMUYECKOEe M TOProBoe HaMMeHOBaHWA), dopma BbiMycKa (C yKasaHWem
[03MPOBKU (NpU HaMunK), GacoBKM U YNIaKOBKM);

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

6) HaMmeHoBaHMe W aapec npousBoauTens dapmaueBTUYEcKoW cybCTaHUMKM (ONA POCCUIACKMX
IOPUANYECKUX AUL, - WMAEHTUPUKAUMOHHBIMN HOMep Hasnoronnatenblmka (MHH), ana wvHoCTpaHHbIX
IOPUANYECKUX NLL, - CTPAHA perncTpaumm, HauMmeHoBaHWe PErnMcTPUPYIOLLErO OpraHa, PerncTPaLnoHHbI
HOMep, KOA HasoronaaTebliMKa B CTpaHe pernctpaumnm (MHKopnopauum) Uan ero aHanor);

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

B) CPOK rogHoCTM dhapmaLeBTUYECKOW CybCcTaHLUK;
r) ycnosus xpaHeHus ¢papmMal,eBTUYECKOM cybCcTaHLmuy;

A) Homep dapmaKkonenlHoM cTaTbM WAM B C/yYae ee OTCYTCTBMA HOMEpP HOPMaTUMBHOM
AOKYMeHTauumn AMbo HOPMaTUBHOIO AOKYMEHTA;

e) Hannune dapmaLeBTUYECKON cybCTaHUMKM B NepeyHe HapKOTUYECKMX CPpeacTs, MCUXOTPOMHbIX
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BELLECTB M UX MPEKypCcopoB, Noanexalmx KoHTpoato B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHogaTenbctBOM  Poccuiickori  degepauuu, MeKAyHapoaHbIMWM  goroBopamu  PoccuiicKoi
depepaunn, B Tom yncie EgMHON KOHBEHUMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHeeHuMen o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. ®apmaueBTMYECKaa cybCcTaHUMA, Npou3BeAeHHAn AA peann3aumnmn, MOXKET ObiTb BKIOYEHA B
rOCYZapCTBEHHbIA PEEeCTp /NIEKapCTBEHHbIX CPeACTB HAa OCHOBAaHWM 3asABieHWMA pas3paboTymka wuam
npou3BOAUTENA JIEKAPCTBEHHOMO CpeacTBa AMBO YNOJHOMOYEHHOTO MMM HOPUANYECKOrO NMua Npu
YCNOBMM NPOBEAEHUA B OTHOLIEHUW TaKoM ¢apmaueBTUYECKOM CyOCTAHUMM 3KCMEpTM3bl KayecTsa
dapmaueBTMHECKON cybCTaHUMM B nopsAaKe, yCTaHOBAEHHOM cTatbelt 34 HacToswero PeaepasbHOro
3aKOHa. B oTHoweHuMn dapmaueBTUYECKUX CcybCcTaHUUA, NPOU3BEAEHHbIX AAs8 peanusauuu, B
rocyfapcTBEHHOM pPeecTpe IeKAPCTBEHHbIX CPEACTB COAEPKUTCA Caeayowas MHpopmaLuma:

1) HaumeHoBaHWe dapMaueBTUYECKON CyBCTaHUMM (MeXAYyHapoLHOEe HemnaTeHTOBaHHOE, WU
rpynnuMpoBOYHOE, WM XMMUYECKOE M TOProBOoe HaMMeHOBaHWA), Gopma BbiNycKa (C yKasaHWem
[03UPOBKU (NpK Hannumm), GacoBKU 1 YNaKOBKK);

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

2) HaumeHOBaHMe, agpec NnpoussoauTena GpapmaueBTUYecKoi cybCcTaHLMM, a TaKKe B OTHOLLEHUN
NIeKapCTBEHHbIX CPEACTB ANA MeAULUMHCKOro NPUMEHEHUA CBeAeHMA O perMcTpauuu npovssoautens
dbapmaueBTUUecKkon cybCcTaHUMM B KadecTBe HajoronnaTesbliMka B CTpaHe perucTpaumumn (ans
POCCUIACKUX HOPUOMYECKUX NIUL, - UMAEHTUPUKALMOHHBLIA HOMep Hanoronnatenbwmka (MHH), gns
WMHOCTPaHHbIX HOPUAMYECKUX /ML, - CTPaHa PEerucTpaummn, HaMmeHoBaHME PEerncTpUpyoWero opraxa,
PEerncTpaLnoHHbIi HoMep, KO, Ha/foronnate/blinKa B CTpaHe perucrpauum (MHKopnopaumu) uan ero
aHanor);

(n. 2 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpoK rogHoCTH dpapmaLeBTUYECKOM cybCcTaHLmMK;
4) ycnosus xpaHeHua GapmaLeBTMYECKON cybCTaHUUu;

5) Homep dapmakoneiHol cTatbM AMBO B C/Aydyae ee OTCYTCTBUA HOMEP HOPMaTUBHOWM
AOKYMEHTAUMKN MAN HOPMATUBHOIO AOKYMEHTa;

6) Hannune dapmaueBTUYECKON cybCTaHUMM B NepeyHe HaPKOTUYECKUX CPenacTB, NCUXOTPOMHbIX
BELLECTB M WUX MPEKYpCopoB, Nogjaexalmx KOHTponto B Poccuiickoit Pepepaunn, B COOTBETCTBUM C
3aKoHoZaTenbctBOM  Poccuitickolit  depepaumnun,  MeAyHApoOoHbIMM  goroBopamu  Poccuiickol
depepaunn, B Tom Yncie EgMHON KOHBEHLMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHeeHuumen o
NCcMXOTPONHbIX BewwecTBax 1971 roaa;

7) AaTa BKAtoYeHMA dapmMaLeBTUUYECKON CybCTaHUMM B rOCYAapCTBEHHbIN PeecTp IeKapCTBEHHbIX
CPeACTB, AaTa BHECEHMA U3MEHEHWI B AOKYMEHTbI GapMaLLeBTUYECKON CybCcTaHUMM, AaTa UCKAOYEeHUA
dbapmaueBTUYeCcKoi cybCcTaHUMKM M3 rocyAapCcTBEHHOTO PEecTpa IeKapPCTBEHHbIX CPEACTB.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MopAdoK BeaeHUA rocyaapCTBEHHOro peecTtpa JIeKapCTBEHHbIX CpeacTs Ana MeauuMHCKOro
npumeHeHnAa W nNopAaoK BeadeHUA ToCyaapCTBEHHONO peecTtpa J1eEKApPCTBEHHbLIX CpeAacts  AnA
BETEPUHAPHOIoO MNpPUMEHEeHUA YTBEPHKAOAKTCA COOTBETCTBYHOWLMM YNO/IHOMOYEHHbIM cbe,u,epaanblM
opraHom WUCNOSIHUTENIbHOW BNACTW.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua cT. 34 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatollmecs NpeaoCcTaBieHUaA roc. YCayr npu
obpalleHMn NeKapCTBEHHbIX CPeACTB: ANA MEAMUMHCKOTO MNPUMEHEHWA MOCPEACTBOM eAMHOMN
cuctemsl U (MAKn) eamnHoro noptana, npumeHatoTca ¢ 01.01.2025; ans BeTepUHAPHOrO NPUMEHEHNS
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nocpeacTsom egmMHOro noptana, npumeHatotca ¢ 01.01.2026.

CraTtbA 34. BKAOYEeHUe B roCcyAapCTBEHHbIW peecTp NeKapCTBEHHbIX CPEACTB U UCKAIOYEeHne U3
rocyfapcTBEHHOr0o  peecTpa  JIeKApCTBEeHHbIX  cpeAcTB  ¢apmaueBTUMyeckoit  cybcTaHumm,
npousBeAeHHOW ANA peanusauum
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BKAoYeHUsa dapmaleBTUYEeCKON CcybcTaHUMKM, MPOU3BEAEHHOW ANnAa peanusauuu, B
roCcyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACcTB, MPOBOANUTCA IKCNEepPTU3a ee KayecTBa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DKCNepTM3a KayecTBa YKa3aHHOM B YacTu 1 HacToswen ctaTbM dapmaL,eBTMUYECKOM cybCcTaHUmu,
COCTaB/IeHWE KOMWUCCUEN 3KCMEPTOB 3aK/OYEHWUIM MO pe3ynbTaTam 3TOM 3KCNepTM3bl, NognucaHue ux
YCUNEHHbIMM KBaNMOULMPOBAHHBIMWN 3N1EKTPOHHBIMW NOANUCAMM, HaNpPaB/IEHME AAHHbIX 3aKHOYEHU B
JINYHbIN KaBUHET ynosiHOMOYEeHHOro deaepanbHOro opraHa UCNOIHUTENBHOM B1AcTM B e4MHON cucTeme
OCYLLECTBNIAIOTCA B CPOK, HE MpeBbllAWNK TpuaLatM paboumx AHen co AHA HanpaB/ieHUA B NNYHbIN
KabWHEeT 3KCNepPTHOrO yYpeX4eEHMA B eANHOM CUCTEME COOTBETCTBYHOLLErO 3a4aHMA YNOAHOMOYEHHOTO
denepanbHOro opraHa WCMNOJIHUTE/IbHOW BAAcTU, MNOAMMUCAHHOIO YCUAEHHOM KBannduumMpoBaHHOM
3/1eKTPOHHOM NOANUCHIO, U CAeAYIOWMX AOKYMEHTOB (CBeAeHWNN):

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

1) cBegeHVA 0 AaTe NpPefoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE JIMLLEH3UW HA NPOU3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAEeHMA O gate npefocTaBNeHUA W PerncTpauymoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CcpeacTB TpeboBaHMAM npasun
HaZneXKalen npon3BOACTBEHHOM MPAKTUKKU, BbIAAHHbIX (MPefOoCTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCNONHUTENIbHON BAacTW, B C/y4vae, eC/liM NPOM3BOACTBO J1IEKAPCTBEHHOIO
cpencTBa ocylecTsnsaetca B Poccuiickon deaepaunu;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2) KonuA [OKYMEHTa, BblAAHHOTO YMNOJHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENSA
JIeKapCTBEHHOTO CPeACTBA U NOATBEPKAAIOLLErO pa3peLleHne NPOM3BOACTBA JIEKAPCTBEHHOIO CPeACTBa,
W ero nepeBos, Ha PYCCKMIA A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPAAKE, a TAKKe KOMUA 3aK0YeHUA O
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA  Hagaexalein
NpPon3BOACTBEHHOMN MNPAKTUKM, BbIAAHHOIO YNOJAHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMONHUTENIbHOM
BNACTU, MO0 KOMWUA peLleHUA YNOAHOMOYEHHOTo denepanbHOro opraHa MUCNOJHWUTENbHOW BAacTu O
nposeaeHn papmaLeBTUHECKON MHCNEKLMM MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB A1 MeAULMHCKOIOo
NPUMeEHeHNA Ha COOTBETCTBME TpeboBaHMAM NpaBMA HaZAeXalen NPoM3BOACTBEHHON MPAKTUKU
EBpa3snMCKOro 3KOHOMMYECKOro COot03a. YKasaHHble [AOKYMEHTbl NpeACTaBAAOTCA B C/yyae, ecnau
NPOM3BOACTBO /IEKAPCTBEHHOO CPEeACTBa OCYLLECTBAAETCA 3a Npeaenamu Poccuinckon Pepepaumu;

(B pen,. PenepanbHbix 3aKoHOB 0T 04.06.2018 N 140-3, o1 30.01.2024 N 1-03)

3) AOKYMEHT, codeprKalluii cneayloline ceegeHna o papmauesTUUYecKoi cybcTaHumum:
a) HaumeHoBaHKWe dpapmaLeBTUYECKOM cybcTaHLMKM, ee CTPYKTYypa, obLiue CBOICTBa;
6) HaMmeHOBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTBFI,I/II?I npon3soacTea U MeTog0B KOHTPO/1A Ha BCEX
CTaanAxX Npon3BoAcCTBa;

r) onucaHue paspaboTku Npouecca NPoM3BOACTBa;

[) onucaHMe KOHTPOAA KPWUTUYECKMX CTaauii npouecca NPOM3BOACTBA M MPOMENKYTOUHOM
NpoAyKumMM;
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€) AOKYMeHTa/IbHOE NoATBEPKAEHME (BanmMaaLma) NPoLLEeCcCoB U (MN) UX OLLEHKa;
) CBOMCTBA U1 CTPYKTYpPa AENCTBYIOLWMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneumdmrKauma Ha papmaLeBTUYECKYIO CyOCTaHLMIO U ee 0B6OCHOBAHME;

K) dHaanTn4yeckne MmMeToaunkn, wUucnosibyemblie npn ocyuwecrtBeHNnn KOHTPO/sIA KayecCTBa
dapmaueBTMUecKon cybcTaHLmu;

N) AOKYMeHTaibHoe NoATBepKaeHue (BaMaaumsa) aHaaMTUYECKUX MEeTOAMK, UCNOIb3yeMbiX Mpu
OCYLLEeCTBNEHNN KOHTPOIA KadecTBa papmaLieBTUYECKoW cybcTaHUMu;

M) pe3ynbTaTbl aHann3a cepuii dapmaL,eBTUYECKOW cybCcTaHUMK;

H) NepeyeHb CTaHAAPTHbIX 06Pa3LOB WM BELLECTB, UCMO/Ib3YEMbIX NPW OCYLLECTBAEHUU KOHTPOA
KayecTsa;

0) onmMcaHmMe XxapakKTepPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepmnasioB U YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 CTabUAbHOCTU PpapMaLLEBTUYECKON CyBCTaHUNM;
p) CPOK rogHoOCTY;

4) LOKYMEHT, coaepsKallLmii CBeAEHUA O PErncTPaLLMm NPOU3BOANTENA IEKAPCTBEHHbIX CPeACTB A5
MeANUNHCKOTO NPUMEHEHMA B KaYecTBe Ha/oronatesblMKa B CTpaHe perncrpauumn (418 poccumnckmnx
IOPUOMYECKUX NIUL, - MAEHTUPUKALMOHHBIA HOMep Hanoronnatenbwuka (MHH), ana vHoOCTpaHHbIX
FOPUANYECKMX SINL, - CTPAHA PErUCTPALUM, HAMMEHOBAHME PErMCTPUPYIOLLENO OPraHa, PErMCTPaALMOHHbIM
HOMEp, KO Ha/loroniaTesbLliMKa B CTpaHe pernctTpauumn (MHKopnopawum) Uam ero aHanor).

(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 28.12.2017 N 425-03)
(yacTtb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ana npoBefeHWa 3KcNepTM3bl KayecTBa YKasaHHOMW B 4YacTm 1 HacToAwei CcTaTbu
dbapmaueBTUYECKOM cybCTaHLUMM  3aABUTENb  HanpasBAseT MocpeacTBOM eAMHOro noprtana B
YNOAHOMOYEHHbIM  deaepanbHbli  OopraH  MCMOAHWUTENbHOW  BAACTM  WAM  NNYHBIA  KabuHeT
YNOAHOMOYEHHOTO dpesepasibHOro opraHa UCNOJIHUTE/IbHOM BAACTU B eANHOMN CUCTEME:

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

1) 3aABneHME O BK/IOYEHUU B TOCYAAPCTBEHHbIN pPeecTp /NIeKapCTBEHHbIX CpeacTs AaHHOMW
dapmaLeBTMYECKON cybCTaHUMKM, MNOANUCAHHOE YCWUIEHHOW KBa/JUPUUMPOBAHHON 3/1EKTPOHHOM
noAanucbio;

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

2) PeKBU3UTbI AOKYMEHTA, MOATBEPKAAIOLLENO YNAATy rocyAapCTBEHHOW MOLW/IMHbI 3@ BK/IOYEHME
B FOCYAapPCTBEHHbIV PeecTp IeKapCTBEHHbIX CPEACTB papMaLLeBTUYECKON CybCTaHUUK, NPOU3BEAEHHOW
ANA peanusauuun, AnM6o no CcoBCTBEHHOW WHUUMATMBE YKa3aHHbIN [AOKYMEHT. YMNOJAHOMOYEHHbIN
denepanbHbIii OpraH UCNONHWUTENbHOW BAacTU MpoBepAeT GaKT ynaaTbl rocyAapCTBEHHOW MOLIAMHDI
3aABUTENEM C UCMO/Ib30BaHNEM MHbOPMaL MK 06 ynaaTte rocyaapCTBEHHONM NOWMHbI, COAEpPKaLLeica B
locypapcTBeHHOW MHGOOPMALMOHHOW CUCTEME O TOCYAAPCTBEHHbIX M MYHMLMNAAbHbLIX MaaTexax, Ha
OCHOBaHWWM MpPeACTaB/EHHbIX 3anBUTE/NIEM PEKBU3UTOB [JAOKYMEHTa, NOATBEpKAaloWwero ynnaty
rocyAapCTBeHHOM NOLW/UHbI;
(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3) AOKYMEHTbI, yKa3aHHble B YacTu 2 HacToALLel cTaTby;
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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4) 3anBfeHME O Bblgaye paspeleHns Ha BBO3 B Poccuiickyio Peaepalmio KOHKPETHOW napTuu
HEe3aperncTpMpoBaHHOIO JIeKAapPCTBEHHOrO CpeacTBa, NpeAHasHauYeHHOro A1a NpPoBeAeHUs YKasaHHOM
3KCNepTm3bl.

(n. 4 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaB/lieHUA C 3aABN€HMEM O BK/OYEHMM B TOCYAAPCTBEHHbIA peecTp
JIeKapCTBEHHbIX  cpeacTB  dapmaueBTUYEeCKOM cybcTaHuMKM  BblAaBaeMblX  (NpeaocTaBAsieMblX)
YNONHOMOYEHHbIMU  peaepanbHbIMKU OpraHamu WCMOJIHATENbHOM BNacTU AOKYMEHTOB (cBeaeHuit),
YKa3aHHbIX B MyHKTax 1 M 2 yactM 2 HacToAlWEeN CTaTbW, YNOJHOMOYEHHbIN deaepanbHbiA opraH
WUCNONIHUTENbHOW  BNAcTWU  3amnpallMBaeT  YKas3aHHble  [IOKYMeHTbl  (cBeeHuWs) B nopsaaxe
MeXBeAO0MCTBEHHOTO0 MHGOPMALMOHHOTO B3aUMOAENCTBUA.

(yacTb 3.1 BBeaeHa denepanbHbiM 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 3aABAEHMA O BKAOYEHMM YKa3aHHOM B YacTu 1
HacToALWEN CTaTbM papMaLeBTUUYECKOM CYOCTaHLMM B FOCYAapPCTBEHHbIN PeecTp NEKAPCTBEHHbIX CPEACTB
N [OKYMEHTOB, MePeYnCNeHHbIX B YacTU 1 M MyHKTe 2 4acTu 3 HacToALLel CTaTbW, YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTEIbHOM BNACTU:

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

1) npoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALLMXCA B NPeacTaBAEHHbIX
3aABUTENEM SOKYMEHTAX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaET pelleHne O HanpaB/ieHMM B 3KCNEPTHOE yyperk[eHue 3aJaHua Ha nposedeHue
3KCNepTU3bl KayecTsa yKa3aHHOM B YacTu 1 HacToAwen ctaTbn papmaueBTnyeckon cybctaHumm nam ob
OTKa3e B TAKOM Hanpas/ieHUy;

3) HanpaBnfeT B AUYHbIN KAabWHeET 3asBUTENA B eAMHON cUcTemMe NOANUCAaHHOE YCWU/IEHHOWM
KBanMOULNPOBAHHOM 3/1EKTPOHHOM NOANUCHIO YBEAOMJIEHME O MPUHATOM PELUEHUN UK B C/ly4ae OTKasa
C YKa3aHMeM NpPUYNH TaKOTo OTKasa.

(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 (MIN) HEAOCTAaTOYHOCTU CBEAEHUI, COAEPIKALLUMXCA B
npeACcTaBNeHHbIX 3aABUTEIEM MATepPUanax, yNnosHOMOYEHHbIM desepanbHblit OpraH UCMONHUTENbHOM
BNACTM HanpaBAAeT 3aABUTE/N0 NOCPELACTBOM eAMHOro nopTtana Wau B NINYHbIA KabuHeT 3aaBuTens B
eouMHOM  cucTeme 3anpoc 00  YTOYHEHWM YKasaHHbIX CBEAEHWW, NOANWUCAHHbIA  YCUNEHHOM
KBaAMPULMPOBAHHOM 3NEKTPOHHOM NOANMUCHIO.

(yactb 4.1 B pea. GepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3asutenb 06A3aH HanpasuMTb NOCPEACTBOM eAMHOro MopTajsa B YMNO/JHOMOYEHHbIN
denepanbHbIit OpraH UCNONHUTE/IbHOM BAACTU UKW NNYHBIA KaBUHET yNosIHOMOYEHHOTO deaepanbHOro
opraHa WCNOJIHUTENIbHOM BNACTU B eAMHON CUCTEME MOAMNUCAHHbIA YCUNEHHOW KBaNNMPULMPOBAHHOM
3/IeKTPOHHOM NOANMUCHIO OTBET Ha 3anpoc YNno/JHOMOYeHHOro dgefepanbHOro opraHa UCMNOIHUTENIbHOM
B/1IaCTU B CPOK, He MNpeBbIAOWMA AeBAHOCTA pabounx AHENW CO AHA MONYYEeHWUs YNOJIHOMOYEHHbIM
desepanbHbiIM  OpPraHOM WCMOJIHUTENIbHOW BAACTU  3/IEKTPOHHOIO YBEAOM/IEHUA O MNOAYyYEeHUMU
3anBuUTeNIemM AaHHoro 3anpoca. Cpok, yKasaHHbI B 4acTu 4 HacToALlel cTaTbl, NPMOCTaHaAB/IMBAETCA CO
OHS Hanpas/ieHUs 3aABUTEN0 NOCPeACTBOM eAMHOro MnopTasna WM B NINYHbIKM KabuHeT 3asBuTens B
eaMHOWN cucTeme 3anpoca yno/IHOMOYEHHOro ¢eaepanbHOro opraHa UCNOAHUTENbHON BAacTM A0 AHA
Hanpas/ieHMA 3aaBUTE/NIEM MOCPEACTBOM €IMHOro nopTana B yNno/JIHOMOYEHHbIM deaepanbHblii opraH
WUCNONHUTENbHON BAAaCTU  UAM  JIMYHBLIA  KabuHET ynonHOMoYeHHoro deaepanbHOro opraHa
WCNONIHUTENbHOW BNacTM B eAMHOW CUCTEME OTBETa Ha JAaHHbIA 3anpoc U He Y4yuTbiBaeTcs npu
WMCYMUCNIEHMM CPOKaA 3SKCMepTU3bl KayecTBa ¢dapmaueBTUYEeCKoM cybcTaHuuKM, Npou3BeAEHHON ann
peanusauuu.

(yacTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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5. OcHoBaHMeM gnA OTKa3a B HaNpaBJ/IEHNU B IKCMEPTHOE yYperKAeHMe 3a4aHNA Ha NpoBeaeHue
3KCMNepTU3bl KAaYecTBa YKa3aHHOM B YacTu 1 HacTosAwen cTaTbM dapmaneBTUYeCcKol cybcTaHumMmM ABNsSeTCs
HenpeacTaBNeHNEe AOKYMEHTOB, YKa3aHHbIX B YacTW 2 HacTosWeKn CTaTbM, OTCYTCTBME MHOpPMaUUW,
noaTteep:kaatowein ¢akT ynaatbl rocygapcTBEHHOW MOLWAMHBLI 33 BKAOYEHMEe dapmaLeBTUYecKoM
cybCTaHUMN, NPOM3BEAEHHON ONA peannsaumn, B rocyAapCTBEHHbIV peecTp NeKapCTBEHHbIX CPeacTs,
HenpeacTaBAeHWe 3afBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIM B 4YacTu 4.1 HacTosALeMn
CTaTbW 3aMpoc YyNoJHOMOYEHHOro pesepasbHOro opraHa UCNOAHUTENIbHOW BNACTU UKW NpeacTaBieHne
OOKYMEHTOB, He cogepKallunx ncyepnbiBatowWwero nepeyHa HeobxoanmMbix cBe4eHUN.

(yacTb 5 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeuyeHue nATHagUaTM paboumx pHen co AHA MOJlYYEHMA PeLIeHUs YMNONHOMOYEHHOTO
denepanbHOro opraHa UCMONHUTE/IbHOM BAACTM O HamnpaBieHUN B IKCNEPTHOE yUYperKaeHMe 334aHuaA Ha
npoBefeHME 3KCMepPTU3bl KayecTBa YKa3aHHOW B 4acTM 1 Hactoswen cratbn dapmaueBTUYECKOM
cybCTaHUMM 3anaBUTENb NPEACTABAAET B IKCNEPTHOE yUperKAeHMe 10 NpoBeaeHUsA AaHHOM SKCNepTussbl
06pa3ubl papmaLeBTUYECKON CyBCTaHLMK B KOAMYECTBE, HEOBXOAMMOM A1 BOCNPOU3BEAEHNA METOA0B
KOHTPO/ISl Ka4ecTBa. IKCNepTHOE yuYpexaeHne npu noayyeHnn obpasLoB yKasaHHOM B YacTu 1 HacTosAwwe
CcTaTbM papmaLeBTUYECKON CyOCTaHUUM B TOT Ke AeHb HanpaBAfAET B JIMYHbIA KabUHeT 3aaBuTeNs B
eauMHON CUCTeMe YBeAOM/IEHME, MOATBEPKAAloWEee MoydyeHne STUX 06pasuoB. ITU CPOKU He
BK/IIOYAOTCA B CPOK NPOBEAEHUA AAHHOM 3KCNEPTU3bI.

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

7. YTpatnn cuny. - PeaepanbHolit 3akoH ot 30.01.2024 N 1-P3.

8. B cpokK, He npeBblWwaWMn NATM pabounx AHEen co AHA Hanpas/ieHUs NOCPeaCcTBOM eAMHOro
nopTtasia B YNOJIHOMOYEHHbIM deaepanbHbii OpraH WUCMOJIHUTE/IbHOW BAACTU WUAW JIMYHbLINM KabuHer
ynoJiIHomo4yeHHoro ¢degepasibHOro opraHa WMCMONHUTE/IbHOM BAAacTU B €4MHOW CUCTEME 3aK/IoUYeHUs
KOMWCCUM 3KCMEepTOB MO pe3y/ibTaTam SKCMNepTu3bl KayecTBa yKasaHHOW B YacTu 1 HacToAwen cTaTbu
dapmaLeBTMYECKOM CybCTaHLLMK, YNOJAHOMOYEHHbIV deaepasbHbI OpraH UCNOAHUTEIbHOW BAACTU:

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

1) OCYLWEeCTBNIAET OUEHKY TAaKOro 3ak/t4eHnA OnAa onpengeneHna ero CoOoTBeTctemA 3a4aHUIO Ha
nposeaeHue AaHHOVI 9KCNepTU3bl;

2) NPUHMMAET peLleHNe O BKAKOYEHUM YKa3aHHOM B 4acTM 1 HacTosALLelN CTaTbk dapMaL,eBTUYECKON
cybCTaHUMM B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB WAM pelleHne 06 OTKase B TaKom
BK/HOYEHWM;

3) BHOCUT NpPU NPUHATUN PELIEHMA O BK/IOYEHMM YKa3aHHOM B 4yacTM 1 HacToAWEWN CTaTbM
dapmaLLeBTMUYECKOM CYyOCTaHLMM B rOCYAapPCTBEHHDIV PeecTp IeKaPCTBEHHbIX CPeACTB NPeayCMOTPEHHYIO
YyacTbto 2 ctatbM 33 HactoAwero PeaepasbHOrOo 3aKOHA WHOOPMAUMIO M HanpaBAAeT 3aABUTEO
nocpeacTBOM eAMHOro nopTana UAM B JIMYHbIN KabWHET 3aaBUTENsA B eAMHOW CUCTEME BbIMUCKY U3
rocyapCTBEHHOrO peecTpa NEeKAaPCTBEHHbIX CPeACTB.

(B pen,. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 27.12.2019 N 462-$3, o1 30.01.2024 N 1-$3)

9. OcHoBaHMEM pnsA OTKasa BO BK/KOYEHMM YKA3aHHOM B 4YacTM 1 HacToAwelh CcTaTbM
dbapmaueBTUYECKON CybCTaHUMM B TFOCYAAPCTBEHHbIM pPEecTp /IEeKAPCTBEHHbIX CPEeACTB ABNAAETCA
3aK04YEHME COOTBETCTBYHOLWLENO YNOJHOMOYEHHOrO dpefepasbHOr0 OpraHa UCMOIHUTENIbHOM BAACTU O
TOM, YTO KauyecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO MONYYEHHBIMU AAaHHbIMM.

(yacTb 9 BBEAeHa PenepanbHbim 3akoHOM OT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponycKaeTcs BKAKOYEHWE B rOCYAAPCTBEHHbIM pPeecTp NeKapCTBEHHbIX CPeacTB OAHOM
dapmaLeBTMUYECKOWN CYOCTAHLUMM, NPOU3BEAEHHOM A1A peanv3aunmn U BbiNMyCKaeMol OAHUM U TEM Ke
npoussoauTenem, B BUAe AByx U 60/ee peecTpoBbIX 3anmce.

(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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11. BHeceHMe N3MeHEeHUI B AOKYMEHTbI Ha GapMaLLeBTUYECKYIO CybCTaHLMIO, NPOM3BEAEHHYIO ANA
peanusaummnm 1 BKAOYEHHYHO B rOCYAapCTBEHHbIA peecTp /IeKapCTBEHHbIX CPEeACTB, OCYLLECTBASAETCA B
nopsake, ycraHoBneHHom cTaTbsmm 30 m 31 HacToswero PepepanbHOro 3aKoHa, C ynnaToM
rocyapcTBEHHOM NOLW/IMHbI, NPEeAYCMOTPEHHOM 3aKoHoAaTeNbCTBOM Poccuiickoin Pegepaunn o Hanorax
n cbopax.

(yacTb 11 BBEeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
O BO3MOXHOCTM ObpallueHna dapmaueBTUYEeCcKOM CybCTaHUMKU, UCKAOYEHHOW M3 rocpeectpa, CM.
Takxe ®3 o1 30.01.2024 N 1-P3.

12. Jonyckaetca obpaueHne dapmaLeBTUYECKON cybCTaHUMM A0 WUCTEYEHUA CPOKa FOAHOCTH,
npou3BeLeHHON ANA peanu3aumm B TeYeHWe CTa BOCbMWMAECATU AHEW nocne [atbl MPUHATMA
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNONHUTENbHOM BAACTU PeELLEHMA O BHECEHUN U3MEHEHUN
B AOKYMEHTbI Ha dapmaleBTUYECKYo cybCcTaHLMIO, B COOTBETCTBMM C MHPOPMaLMEN, coaep Kallelica B
OOKYMeHTax Ha ¢papmaLeBTUUYECKYIO CyOCTaHUMIO A0 AaTbl NMPUHATUSA TaKOro peLleHus.

(yacTb 12 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

13. PeweHue 06 WCKAIOYEHUMM M3 TOCYAAPCTBEHHOrO peecTpa /eKapCTBEHHbIX CpeacTs
dapmaueBTUYecKon cybcTaHuMKM, NpousBedeHHON ANA peannsauumn, NPUHUMAETCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENbHOM BAACTU B C/y4ae:

1) npeactaBneHMA  COOTBETCTBYHOLIMM  YMNOJIHOMOYEHHbIM  degepasibHbiM  OpraHOM
WCMOJIHUTE/IbHOM BIACTU 3aKJ/IIOYEHUA O PUCKE UM 06 yrpose XKU3HW UAWN 340PO0BbIO YesioBeKa nbo
YKMBOTHOTO NPW UCNO/Ib30BaHMM JIEKAPCTBEHHOTO CPEeACTBa;

2) HanpaBneHua paspaboTUMKOM  NEKApCTBEHHOrO  cpeacTBa  WMAM  NPOU3BOAMTENEM
NIeKapCcTBEHHOIO CpeacTBa /IMB0 YNOSHOMOYEHHbIM UMUK APYTUM HOPUANYECKMM NIMLOM MOCPEACTBOM
eAMHOro nopTtana B YNOJHOMOYEHHbIN deaepanbHbli opraH MCNOAHUTENbHON BAACTM WAWM NUYHBIN
KabMHeT yno/sHOMOYeHHOro ¢eaepanbHOro opraHa WCMOAHWUTENbHOW BNAacTM B €AMHOW cucTeme
NOAMMCAHHOTO YCUAEHHOW KBAIMOULMPOBAHHOW 3N1€KTPOHHOM NOANMCHIO 3aABAEHNA 06 UCKAOYEHUN U3
rocyAapCTBEHHOro peecTpa /SIeKapcTBEHHbIX CPeACTB GpapmaLeBTUYECKOW cybCTaHUMN, NPOU3BeAEeHHOM
ANA peanvsauuu;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTIAOC: npuMmeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpaHAETCA Ha MPaBOOTHOLIEHWA, BO3HMKAlOWMe npu
06paLLeHMM IeKapCTBEHHbIX CPeACTB ANA MeAUUNHCKoro npumeHeHna (®3 ot 30.01.2024 N 1-$3).

3) oTcyTcTBUA PapmaLeBTUYECKOM cybCcTaHLMM, NPOM3BEAEHHON ANA peannsaumm, B 0bpalLeHnmn B
Poccuiickolt ®epepaumm B TeuyeHUe Tpex 1 6onee nert.
(yacTb 13 BBeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roga. - PeaepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)kanoBaHue pelweHua o6 OTKase B Bblgaye paspelleHMA Ha nposegeHue
KAMHMYECKOro MCCNef0BaHUA IeKapCTBEHHOro npenapara, peweHua o6 oTKase B rocyAapCTBEHHOM
peructpauuMmM NneKapcTBEHHOro npenapaTta, 3aKAlOYeHUA KOMMUCCUMM 3KCMEepTOB 3KCNepTHOro
yupexaeHUA UM 3aKNI0UYEHUA COBETA MO 3TUKe

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

PeweHune COOTBETCTBYHOLWErN0 YNO/THOMOYEHHOTO cbe,a,epaanoro OpraHa WUCNONHUTENIbHOM BNACTU
06 oTKase B Bblga4ye paspeweHna Ha nposeaeHune KAUMHUYECKOro uccnenoBaHMA 1€KapCTtBEHHOIo
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npenaparta, peleHWe YyKasaHHoro ¢deaepanbHOro opraHa WCNOAHUTENbHOW BAacTM 06 oOTKase B
rocyapCcTBeHHON pernctpauMmM /eKapCcTBEHHOro mnpenapaTta, 3akAlodeHMe KOMUCCUMM  3KCnepToB
3KCMNEPTHOro y4YpexkaeHUs MU 3aKaoYeHUe coBeTa MO 3TUKE MOKeT 6biTb 06)KanoBaHO B Mopsake,
YCTaHOB/IEHHOM 3aKoHoAaTenbcTBomM Poccuiickoit dPepepauumun. 3aKknouyeHMe KOMWMCCUM SKCNepToB
3KCMEPTHOro y4YpeskAeHMA O B3aMMO3aMeEHAEMOCTU NIeKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro
npumeHeHna AMboO 0 TOM, YTO JIeKapPCTBEHHbIV NpenapaT A4N8 MeANLUHCKOTo NMPUMEHEHMA He ABNsSEeTCA
B3aMMO3aMeHAEMbIM, MOXKeT BbiTb 06’KafoBaHO AepaTenem WAW BAageNbLeM pPernctpalumMoHHOro
yO0CTOBEPEeHMA NeKapCcTBEHHOro npenapaTa B YNOJAHOMOYEHHbIN deaepanbHblii opraH UCNONHUTENbHOM
BNACTU, KOTOPbIA NPUBAEKAET K PACCMOTPEHUIO YKa3aHHOM anobbl N0ABeAOMCTBEHHbIE €My Hay4Hble
opraHvsaumm U obpasoBaTesibHble OpraHM3auMm Bbiclwero o6pas3oBaHMA, OCyLecTBAAIOLME
OeATeNbHOCTb B chepe obpalleHMs NIeKapCTBEHHbIX CPeACTB. 3aK/1loYeHMEe KOMWUCCUUM IKCMEepPTOB
3KCMEepPTHOro yuyperkaeHus, odopmeHHoe MO MToram nepecMoTpa 06¥Ka/loBAHHOMO 3aK/YeHUs
3KcnepTa, MOXKeT ObITb OCMOPEHO AepyKaTenem WauM BAaAEeNbLEeM PerncTpPauymoHHOro yAOoCTOBEpPEeHUs
JIeKapCTBEHHOro npenapata /M60 YNOAHOMOYEHHbIM WMMW JIMLOM B MOpsAAKe, YCTAaHOBJEHHOM
3aKoHoZaTenbcTBOM  Poccuiickoit @epepaumuun. Mpu 06)KanoBaHUM pPeLeHUs  YNOJHOMOYEHHOro
denepanbHOro opraHa MCMNOJMIHATENIbHOW BAACTM, 3aK/OYEHMA 3SKCMepTa WM KOMWMCCUMM IKCMEPTOB
3KCMEePTHOTO YUYpEeKAEHUS, 3aKN0YEHMA COBETA MO 3TUKE AepXKaTeb AU Blagenel, PerucTpaLMoHHoro
YO0CTOBEPEHMA NEKAPCTBEHHOIO npenapaTta AM60 YyNnoAHOMOYEHHOE UMW JIMLO BrnpaBe MpeacTaBUTb
pe3ynbTaTbl 3KCMEPTMU3bl JIEKAPCTBEHHOrO npenapaTta, NPOTOKO/bl MOJMYYEeHHbIX aKKPeaUTOBaHHbIMM
ncnblTaTeNbHbIMKW Nabopatopuamm (LLeHTpPamMu) pesynbTaToB UccaeaoBaHUi, UCNbITAHWUIA.

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

Cratba 37. UHdopmauma, cBA3aHHAA C OCYLLECTBIEHUEM FOCYAAPCTBEHHOW peructpauum uam
perucTpauum NeKapcTBeHHbIX MNpenapatosB, MHGOPMAUUA O 3apPErncTPUPOBAHHDLIX JIEKAPCTBEHHbIX
npenapatax W NEeKapCTBEHHbIX MNpenapartax, WCKAIOYEHHbIX W3 TOCyAapCTBEHHOro peecTpa
JIeKapCTBEHHbIX CPeacTB
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

1. CooTBETCTBYOLMIN YNONAHOMOYEHHbIM hefepanbHbli OpraH UCMOAHUTEIbHOM BNACTU pasmMellaeT
Ha cBoem oduumanbHOM carnte B cetn "MHTepHeT" MHOOPMAUMIO, CBA3AHHYHO C OCYLLECTB/IEHMEM
rocyapCTBEHHOM pPEerucTpaumm WAUM  PErucTpaumm NEeKapCTBEHHbIX NpenapaTtoB, B TOM 4ucie
npoBeAeHMEM 3KCNepTU3bl JIeKapCTBEHHbIX CpeacTB (BKAKOYana pe3y/nbTaThl e€e npoBeneHus),
MHOOPMaLMIO O 3aPEerncTPUPOBaAHHBIX JIEKAPCTBEHHbIX Mpenapatax W JeKapCTBEHHbIX Npenaparax,
MCK/IOYEHHbIX W3 rOCyAapCTBEHHOrO peecTpa /IeKapCTBEHHbIX CPeACTB, He Mno3aHee 4yem yepes NATb
pabounx AHEN Co AHA NONYYEeHUs YNONHOMOYEHHbIM pesepasbHbIM OpPraHOM UCMONHUTENbHOM BNACTU
COOTBETCTBYIOLLEN MHDOPMaLUW.
(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 02.08.2019 N 297-d3, o1 30.01.2024 N 1-$3)

2. CpOKM M MOpPAAOK pasMELLEHMA YKa3aHHOW B 4yacT 1 HacToAwel cTaTbM MHGOpMaLmUn
yCTaHaBAMBAIOTCA YNOJHOMOYEHHbIM deaepasibHbiM OPraHOM UCNOHMTENbHOM BAacTU. MHbopmaums,
yKasaHHan B 4Yactu 1 HacToAwei cTaTbW, ABNAETCA OTKPbLITON M 06LLeA0CTyNHOW W NpeaocTaBafeTca
3aMHTepPeCcoBaHHbIM ANLLAM B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitickot degepaumn.

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

nhasa 7. KIMHUYECKUE UCCNEAOBAHNA NIEKAPCTBEHHbIX
NPENAPATOB AN14 MEAULUMHCKOIoO NPUMEHEHUA, AOITOBOP
Ob UX NMPOBEAEHUMN, NPABA NAUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEAOBAHUNAX

Cratba 38. KnuHuyeckue uccneaoBaHUA NEKapCTBEHHbIX MpenapatoB ANA MeAULUHCKOro
npUMeHeHus

1. KnnHnyeckue mnccnenosaHmaA NNIEKAPCTBEHHbIX NpenapaTtoB Ana MmeauunHCKOro npumeHeHuA, B
TOM 4Yyucne mexgyHapoaHble MHOIoueHTpoBble, MHOIOLEHTPOBbIE, MOCTPETNCTPALMOHHbIE, MPOBOOATCA
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B OZHOW U HECKONbKNX MeAULNHCKMX OPraHn3aLmax B cneayowmx Lenax:
(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

1) yctaHoBNeHUe 6e30NacHOCTU NeKapCTBEHHbIX NPenapaTos A1A 340P0BbIX A406P0BO/bLEB U (MAK)
NepeHoCMMOCTM WX 340POBbIMM  A06POBOMLLAMKW, 33 WCKAOYEHMEM TakKUX  UCCNedoBaHUM
NleKapCTBEHHbIX NpenapaTos, NPou3BeAeHHbIX 3a Npegenamn Poccuiickot Peaepaunu;

2) noabop onTMMasbHbIX AO3MPOBOK IEKAPCTBEHHOIO NpenapaTa U Kypca iedeHns ansa naumeHToB
C onpegeneHHbIM 3abosieBaHMEM, ONTUMANbHbLIX A03 M CXeM BaKUMHALUUM UMMYHOBMONOTrMYECKMMU
JIeKapCTBEHHbIMM NpenapaTamm 340P0BbIX 406POBONbLEB;

3) ycTaHoBneHWe 6e30NacHOCTU IeKapPCTBEHHOro npenapaTa v ero 3¢$eKTMBHOCTM 414 NaLMEHTOB
C onpegeneHHbIM 3aboneBaHMem, NPOPUNAKTUYECKON 3IDDEKTUBHOCTM MMMYHOBUONOTMYECKUX
NleKapcTBEHHbIX NPenapaToB 4/14 340P0BbIX 406P0BO/IbLLEB;

4) n3yyeHmne BO3MOXXHOCTU pacllnpeHuna NoKasaHui ana megnumHCKoro npumeHeHuA U BbiABNeEHUA
paHee HeEN3BECTHbIX No60oYHbIX ,CI,EﬁCTBMﬁ 3apPerncTpnpoBaHHbIX NEKAPCTBEHHbIX MPENAPaTOB.

1.1. KnavHuyeckme mMccnenoBaHWA NEKapCTBEHHbIX MpenapaTtoB A41A MeAMLMHCKOro npumeHeHus
NpPoOBOAATCA B COOTBETCTBMM C NpPaBMAAMM HAZNEXKALLeN KAMHMYECKOW MPAKTUKW, YTBEPKAEHHbLIMU
EBpasuniicCKo SKOHOMMYECKO KOMUCCUEN.

(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

2. B OTHOWEHUM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX NpPenapaTtoB AAd MeaUUMHCKOro
NPUMeHeHUa MNPOBOAATCA  UCCNefO0BaHWA  BMOIKBUBANIEHTHOCTM UM (MAKM)  TepaneBTUYECKOM
3KBMBAJIEHTHOCTU B NOPAAKE, YCTAaHOB/IEHHOM aKTaMu, cocTasaAowmmm npaso Cotosa.

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

3. OpFaHMBaLI,MPO nposeaeHnA KANHUYECKUX MCC/'Iep,OBaHMﬁ NNEKAPCTBEHHOrNo npenapata AnAa
MeaNLUMHCKOIo NnpuMmeHeHnA snpaBe OCyLWECTBNATDL.

1) pa3paboTunK NeKapCcTBEHHOro NpenapaTa UM YyNnoJHOMOYEHHOe UM IMLO;

2) obpasoBaTenbHble OpraHM3auuKu BbICLIErO 06pPa30BaHWUA, OpraHM3aLUW LOMNOJHUTENIbHOTO
npodeccnoHanbHoro 0b6pasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4Hble opraHM3aLmK.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

4. KAnHMYecKMe uccnenoBaHMA NEeKapCTBEHHOro npenapata Ana MeAUUMHCKOTO MpUMEeHeHuA
NpPOBOAATCA Ha OCHOBAHMM pa3peLleHnsa Ha NPoBeAeHUE KANHMUYECKOTO NCCNen0BaHUA 1EKAPCTBEHHOIO
npenapaTta, BbIAAHHOIMO YMNOJHOMOYEHHbIM deaepasibHbIM OPraHOM  WCMONHUTENbHOM  BAACTU.
YnosHOMOYeHHbIV desepanbHblt opraH UCNOAHUTENbHOW BAACTU BEAET PEecTp BblAaHHbIX paspeLleHni
Ha NpoBeAeHMe KIMHUYECKUX NCCIeA0BaHNIM NeKapCTBEHHOMO NpenapaTa, CoAepKallunii yKkasaHMe Ha UX
Lenb Uan Lenm, B yCTaHOBNEHHOM 3TUM OPraHOM NopsAgKe.

(B pen. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 13.07.2015 N 241-93)

5. Ytpatun cuay ¢ 1 utona 2015 roga. - PegepanbHblii 3aKoH 0T 22.12.2014 N 429-$3.

6. K opraHusaumm npoBeaeHMa KAMHUYECKMX MCCNeAOBaHWI NeKapCTBEHHOro npenaparta A4aa
MeAMLMHCKOrO MpUMeHeHus pa3paboTuMKOM /IeKapCTBEHHOro mnpenapata  MOryT MNpuB/eKaTbeA
lopuandeckme auua  Noboi  opraHM3auMoOHHO-NPaBoBo  Gopmbl NpWM  ycioBUM obecnedyeHus
COOTBETCTBMA 3TUX UCCe0BaHMIA TpeboBaHMAM HacToAwero PeaepanbHOro 3aKoHa.

7. YTpatna cuny. - PepepanbHolit 3akoH ot 30.01.2024 N 1-P3.
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8. MepeyeHb MEAMUMHCKMX OPraHuM3auMi, NPOBOAAWMX  KJAMHWYECKME  UCCNeLOoBaHWA
NeKapcTBEHHbIX MNPenapaToB Aaa MeAUUMHCKOTO NPUMEHEHWs, U peecTp BblAaHHbIX PaspelleHnin Ha
npoBeAeHMe KIMHUYECKMX WCCNef0BaHMI  JIEKApPCTBEHHbIX NpenapaToB  onybAnKoBbIBalOTCA U
pa3meLLatoTCa yNoNHOMOYEHHbIM deaepasibHbIM OPraHOM MCMONHWUTEIbHOW BACTM B YCTAHOBNEHHOM
UM nopagKe Ha cBoem odpuLManbHOM canTe B ceTn "UHTepHeT".

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

KoHcynbTaHTlAOC: NpumeyaHue.
Monoxenusa ct. 39 (B pea. ®3 ot 30.01.2024 N 1-®3), Kacatowmecs NpenocTaBAeHUsA rocC. ycayr
nocpeacTBOM eAIMHOM CUCTEMbI U (MNK) eanHOro nopTtana, npumeHsatorca ¢ 01.01.2025.

Cratba 39. PeweHue o NpoBeAeHUN KANHUYECKOTrO UCCe[0BaHUA NIEKAPCTBEHHOro npenapara
ANA MeAULUHCKOTO NPUMEHEeHUA
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KanHuuyeckoe uccnegoBaHWe NeKapcTBEHHOro npenapaTta ANA MeAULMHCKOro MnpumeHeHus
NpPoBOAMTCA Ha OCHOBaHWK pa3peLleHUs Ha NpoBeAeHNe KNAMHUYECKOro NCCAeA0BaHMA NeKapCTBEHHOro
npenaparta, BblAaHHOTO YMNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCMNOAHUTENbHOW BNAcTM Mo
pe3y/nbTaTam 3KCMepTU3bl AOKYMEHTOB, HEOBXOAMMbIX ANA MOJYYEHMA paspelleHua Ha npoBedeHue
KJMHMYECKOro 1cciea0BaHUA IeKapCTBEHHOro npenapaTa U 3TUYECKOM 3KCNepTM3bl.

2. Qns nonyyeHus paspelleHusa Ha npoBeAeHMEe KIMHUYECKOro MCCeL0BaHUA JIeKapCTBEHHOTo
npenaparta Ans MeAULMHCKOro NpUMeHeHusa 3aaBUTeNb HanpaBaseT NocpeacTBOM eAuMHOro noprana B
YNO/IHOMOYEHHbIN  desepanbHbli  OpraH  UCMOJHUTENIbHOM  BAACTM  WAM  JINYHBLIA  KabuHeT
YNOJIHOMOYEHHOro ¢peaepanbHOro opraHa UCMOJIHUTE/IbHOM BNAcTU B €ANHOM CUCTEME:

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

1) 3asBneHMe o0 Bblgaye paspeleHns Ha NpoBeAeHWEe KAMHWYECKOrO UCCNefoBaHUsA
JNIeKApCTBEHHOrO  Mpenapata And  MeAUUMHCKOro  NMPUMEHEeHWs, MNOAMUCAHHOE  YCWUIEHHOWM
KBa/IMPULUMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

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

2) yTpatun cuny. - PepepanbHblii 3akoH ot 30.01.2024 N 1-93;

3) NPOTOKO/ KAMHUYECKOro WCCAeA0BaHWUA JfIeKapCTBEHHOro npenapata A48 MeAMUMHCKOro
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
pefakumio.

4) 6powtopy Uccneposartens;

5) UHGOPMaALMOHHBIV INCTOK NaLUMEHTa;

6) ceBeaeHuA 06 onbiTe pa6OTbI MCCJ'Ie,CI,OBaTEI'IEI‘/JI no COOTBETCTBYHOWMM CneuynaaibHOCTAM U UX
onbiTe pa6OTbI no nposeaeHU0 KIMHNYeCKnX MCCI]EAOBBHMI‘/JI}

7) - 8) ytpatnnm cuny. - PegepanbHbiit 3akoH ot 30.01.2024 N 1-93;

9) KON J0roesopa obs3atenbHoOro CTpaXoBaHWMA, 3aK/NHO4YEHHOINo B COOTBETCTBMUN C TUNOBbIMU
npasuaamum obasatenbHoro CTpaxoBaHMA, C YKa3aHuUeMm npep,eanoﬁ YNCNEHHOCTN NaAUNEHTOB,
ydyacTBylOWMX B KAMHUYECKOM UCCNeafoBaHUM NeKapCTBEHHOro npenapata Ana mMeagunuunHCcKoro
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NPUMEHEHUA;

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHOCATCA M3MmeHeHusa (P3 ot 30.01.2024 N 1-d3). Cm. b6yayuLyto
peaakumio.

10) nHbopmaLmIo 0 cocTaBe IeKapCTBEHHOrO Npenaparta Aas MeauLMHCKOro NPUMEHEHUS;

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.09.2024 B n. 11 4. 2 cT. 39 BHOCATCA MameHeHusa (P3 ot 30.01.2024 N 1-d3). Cm. b6yayuyto
peaaKkumio.

11) AOKYMEHT, COCTaB/IEHHbIN NPOU3BOAUTENEM NIEKAPCTBEHHOrO npenaparta Aas MeauuMHCKOro
NPUMEHEHNA U COoAepXKalWMii MoKasaTeNn (XapaKTEPUCTUMKKU), a TaKKe CBEAEHUA O NeKapCTBEHHOM
npenapate Ana MeAUUMHCKOro MNPUMEHEHMUA, MPOU3BEAEHHOM [ANA MPOBEAEHUA KAMHUYECKUX
nccnenoBaHui;

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.09.2024 uy. 2 cT. 39 gonosHsAetca n. 11.1 (3 o1 30.01.2024 N 1-d3). Cm. byayLyyto peaaKkLumio.

12) ceBepeHuA 0 gate NpeaocTaBAeHUA U PETUCTPALMOHHOM HOMEpPE INLLEH3UN HA NPOU3BOACTBO
JIeKapCTBEHHBIX CPeACTB B C/yvyae, eCn NPOU3BOACTBO /IEKAPCTBEHHOIO NMpenapaTta OCyLLecTBAAETCA B
Poccuinckot ®Pepepaunu, WAM  OOKYMEHT, COAEpPXKallUi CBeAeHWA O JaTe npefoCTaB/ieHuA WU
pPerncTpaLMoHHOM HOMEpe 3aK/OYEHUA O COOTBETCTBMM MPOU3BOAUTENA JIEKaPCTBEHHOrO npernapaTa
TpeboBaHMAM npasun HaanexKallen NPOn3BOACTBEHHOW NPaKTUKK, npeaocTaBAEeHHOrO
YNOJHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAUTENA NEKAPCTBEHHOIO Npenapara.

(B pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-93, o1 30.01.2024 N 1-93)

2.1. CsepeHua, noarteepxaatowme GakT ynaaTbl rocyAapCTBEHHON MOLW/AMHbLI 3a NpoBeAeHue
3TUYECKOM 3SKCMEepTU3bl, 3KCNEPTU3bl AOKYMEHTOB HA JIeKAPCTBEHHbIM Mpenapat AAa nojyvyeHus
paspelleHMa Ha nNpoBeAeHWE K/AMHUYECKOrO WCCNefoBaHWA /IeKAapCTBEHHOro npenapata Ana
MeAULMHCKOIO NPUMEHEHMA, 33 BblAady pa3pelleHMa Ha NpoBeAeHUEe KAMHMYECKOro MUcc/efoBaHUA
NIeKapCTBEHHOIO NpenapaTta Ana MeAUUMHCKOro NPMMEHEHMSA, 3a NPOBEAEHME SKCNEPTU3bl JOKYMEHTOB
Ha J/IeKapCTBEHHbI npenapat A/lA MONYYEeHUA pPaspelleHns Ha MPOBEAEHUE MEXAYHAapPOAHOro
MHOTOLLEHTPOBOrO K/IMHUYECKOTO0 WCC/NeN0BaHUA JIeKapCTBEHHOrO npenapata AnA MeaMLMHCKOro
NPUMEHEHMA, 3a Bblgayy pa3peleHMAa Ha NpoBefeHWe MeXAYHApOAHOr0 MHOFOLLEeHTPOBOro
KIMHUYECKOTO UCCef0BaHNA /IeKApCTBEHHOrO npenapata Ans MeAMLUMHCKOro MpUMEHeHusa, 3a
npoBeAeHMe 3TUYECKOM IKCMEPTM3bl, IKCMNEepTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIM npenapaTt Aanaa
NnoslydeHMa paspelleHMs Ha npoBefeHue MOCTPErncTPaLMoOHHOrO KAMHWYECKOrOo UCCief0BaHuA
JIeKapCTBEHHOrO NpenapaTa 414 MeAULMHCKOrO NMPMMEHEHMS, 33 Bblgayy paspelleHns Ha npoBeaeHue
NOCTPErUCTPALLMOHHOIO KNMHUYECKOTO UCCNeA0BaHMNA JIEKAPCTBEHHOMO npenapaTta ANns MeguuUMHCKOro
NPUMEHEeHMA, a TaKXe CBeAeHUAs O BblAaBaeMblx (NpenocTaBaAseMbiX) YNOJHOMOYEHHbIMU
denepanbHbIMM OpraHaMmn UCMOJIHUTEIbHOW BIAaCTU AOKYMeHTax (CBeAeHMAX), YKa3aHHbIX B NyHKTe 12
YyacTM 2 HacToAWEeN CcTaTbW, YNOJHOMOYEHHbIN deaepanbHbii OpraH WCNONHUTENbHOM BACTU
3anpawnBaeT B NOPAAKE MEKBEAOMCTBEHHOIO 3/IEKTPOHHOIO B3aMMOAENCTBUSA.

(yacTb 2.1 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cpoK, He npeBbiwatowuii Tpex pabounmx gHen co AHA HanpasieHWs B JIMYHbLIA KabuHet
YNOJHOMOYEHHOTO dpefepasbHOro opraHa MCMONHUTENIbHOM BAACTU B €4MHOWM CUCTeMe YKA3aHHOro B
nyHKTe 1 YyacT 2 HacTosleMN CTaTbM 3asBNEHMA U HEOBXOAUMbBIX LOKYMEHTOB, YMNOJHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENBHOWN BNACTW:
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(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) npoBOAUT NPOBEPKY NO/IHOTLI U OCTOBEPHOCTU CBe,EI,EHVIl\;I, cogeprKawmnxca B npeancraBaI€HHbIX
3aAaBuTenem AOKYMEHTAX;

2) NPUHUMAET peLleHne O NPOBEeAEHUM IKCNEPTU3bI JOKYMEHTOB 418 MONYYEHUs paspeLlleHnn Ha
nposeseHMEe KNMHNUYECKOIO NCCNef0BaHMNA NEKAPCTBEHHOIO NpenapaTa A1a MeaULMHCKOro NpUMeHeHNs
N 3TUYECKOW 3KCMEePTU3bl MAK 06 OTKase B NPOBEAEHMN YKA3aHHbIX IKCMEPTUS;

3) HanpaBAseT 3aABUTENO0 MOCPEACTBOM €4AMHOro NopTana Wau B JIMYHbIA KabUHET 3aaBUTeENS B
e4MHOMN cUcTeMe NoANMCaHHOE YCUEHHOM KBAaIMPULIMPOBAHHOM 3/IEKTPOHHOM NOAMNUCHIO yBEAOMIEHNE
O NPUHATOM peLleHnn MO0 B CNydae NPUHATUA peLlleHmA 06 OTKase TaKXKe C YyKa3aHMeM NPUYMH TAaKoro
OTKas3a;

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

4) HanpaBAAET B /IMYHbIN KABMHET SKCNEPTHOTO YUPEKAEHUA B €4UHON CUCTEME U IMYHbIA KabUHET
coBeTa NO 3TMKe 3aJaHWA Ha NPOBEAEHME COOTBETCTBYIOWMX 3KCNEpPTU3, MOANUCAHHbIE YCUAEHHbIMU
KBaIMOUUMPOBAHHBIMK 31IEKTPOHHbBIMM MOAMUCAMM.

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

4. B cnyyae BbIABAEHWUA HEMNOJIHOTLI U (MAK) HeAOCTOBEPHOCTM MHPOPMALMK, coaeprKalleincs B
NpeacTaB/NEeHHbIX 33aABUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIN denepasibHbli OpraH UCMONHUTENBHOM
B/1IACTU HANpPaBASET B JIMYHbIA KAOUHET 3aaBUTENA B €4MHON CUCTEME 3anpoc 06 YTOYHEHMN YKa3aHHOM
MHOPMAUUM, NOAMUCAHHBIA YCUNEHHOM KBAaAMPUUMPOBAHHON 3N1EKTPOHHOW MOANUCHIO. 3aABUTENb
06A3aH HanpaBuUTb B JINYHbIA KAaOMHET YMNOJHOMOYEHHOro ¢eaepasbHOro opraHa WCMNOJIHUTE/IbHOM
B/IaCTM B eAMHOM cucTeMe MOAMMUCAHHbIMA YCUNEHHOW KBAaANPUUMPOBAHHOM 31EKTPOHHOM MoAnUChbio
OTBET Ha 3anpoc YnoJHOMOYeHHoro ¢enepasbHOro opraHa WCNOJAHUTENbHOW BAACTU B CPOK, He
NpeBbILWaOLWNA AeBAHOCTa paboumx AHEN CO AHA NONYYEHUSN YNTOJHOMOYEHHbIM deaepasibHbIM OpraHoOM
WUCNONIHUTENbHON B/IAaCTM 3JIEKTPOHHOIO YBEAOMIEHWS O MOJyYeHMM 3assBuTenem 3anpoca. Cpok,
YKa3aHHbIN B YacTn 3 HACTOALLEN CTaTbM, MPMUOCTAaHABAMBAETCA CO AHA HanNpaBAeHUA B INYHbIA KabuHeT
3anBUTENN B eAMHOW cUCTEeMEe 3anpoca Yno/sHOMo4YeHHoro defepanbHOro opraHa WMCNONHUTENbHOM
BNlACTU [0 AHA HanpasAeHUs B JIMYHbIA KabMHET Yyno/sHOMOYeHHOro deaepanbHOro opraHa
NCNONIHUTENbHOW BNACTU B €AMHOM CUCTEME OTBETA Ha 3aMNPoC M He YYUTbIBAETCA NPU UCUNC/IEHMN CPOKA
NPUHATUA YNOJTHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOTHUTE/IbHOM BNACTU PELLEHMA O NPOBEAEHNN
3KCNepTU3bl AOKYMEHTOB ANA MOJNYYEHUA pa3pelleHMA Ha NpoBedeHMe KAMHMYECKOro MCCnenoBaHus
JIeKapCTBEHHOrO npenapaTta 418 MeAnLUHCKOro NpUMEHEHUS.

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

5. OcHOBaHMeM 411 0TKa3a B NPOBELEHWUM IKCNEPTU3bl AOKYMEHTOB ANA NOJYyYeHUs paspelleHun
Ha npoBeAeHMEe K/AMHUMYECKOr0 WCCAef0BaHWA JIEKapCTBEHHOTO Mpenapata A4asa MeaMUMHCKOro
NPUMEHEHMA U 3TUYECKOM 3KCNepTM3bl ABASETCA NpPeACTaBleHUe OOKYMEHTOB, NpeayCMOTPEHHbIX
YacTblo 2 HacToALWElN CTaTbW, B HEMOJIHOM Obbeme, HenpeacTaBAeHUE 3asBUTENIEM B YCTaHOBJIEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B YacTK 4 HacToALWEel CTaTby 3aMpocC YNOJHOMOYEHHOTO desepanbHOro opraHa
MCMONHWUTENbHOW BNACTU MO0 OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTaX MCYEPMbIBAOLWEro NepeyHs
Heobxoanmon MHbOPMALMM UM MHPOPMaLMKM, KOTOpas AO/KHA ObiTb OTpaXKeHa B HUX, a TaKke
OTCYTCTBME CBeAEeHWI, KOTopble B AajibHelllemM NOATBEPKAAITCA NOCPeACTBOM MEXBEeAOMCTBEHHOMO
3/1eKTPOHHOrO B3aMMOAENCTBUA, O GpaKTe ynaaTbl roCyAapCTBEHHOM NOLW/IMHbI 338 NPOBeAeHMEe STUYECKOM
3KCMepPTM3bl, IKCMEPTU3bl AOKYMEHTOB Ha /IeKapCTBEHHbIM MpenapaTt ANA NoAy4YeHMs paspelleHus Ha
npoBeAeHWe KAMHWYECKOrO WCCNefoBaHMA  /IeKAapCTBEHHOrO npenapata  Ana  MeaMUMHCKOro
NPMMEHEHWA, 33 BblAauy paspeleHnn Ha NPoBeAeHUE KAMHUYECKOro MCCAeA0oBaHMA NeKapCTBEHHOMO
npenapata Ana MeAMUMHCKOTO MNPUMEHEHWA, 3a NpoBeAeHMe 3SKCMepTM3bl OOKYMEHTOB Ha
NeKapcTBeHHbI npenapaT Ana  NOJMYyYeHUs paspelleHnAa Ha MpoBeAeHWEe  MEeXAyHapoaHOro
MHOTOLEHTPOBOIO K/AIMHUMYECKOro WCCAeAoBaHWMA EKapCTBEHHOrO npenapaTta AnA MeAMUMHCKOro
NPMMEHEHMA, 3a BblAayy pPa3peleHna Ha MpoBeAEeHME MeXAYHapoAHOr0 MHOTOLEHTPOBOrO
KAMHWMYECKOrO WCCef0BaHUA JIeKapcTBEHHOTO npenapaTta Aaa MeAMUMHCKOTO MPUMEHEeHMs, 3a
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nposeAeHMe 3TUYECKOM 3KCMepTM3bl, 3KCNepTU3bl AOKYMEHTOB Ha /eKapCTBeHHbIM npenapaTt Ans
nosiydeHMA paspelleHna Ha npoBedeHue MNOCTPErucTPauUMOHHOrO K/AMHUYECKOro UccnenoBaHus
NleKapCcTBEHHOro npenapaTa 414 MeAULUMHCKOro NPUMEHEHMS, 3a Bblaady paspelleHna Ha nposeaeHue
NOCTPErUCTPaLMOHHOrO KAMHMYECKOTo UCCNefoBaHNA eKapCTBEHHOro npenaparta A41a mMeauuMHCKOro
npUMeHeHun.

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

6. [llpoBegeHWe 3KCMepTU3bl AOKYMEHTOB [A/1A MOJAYYEHUA paspelleHns Ha nposBeseHue
KAMHMYECKOTO MCCNEA0BAHMA NEKAPCTBEHHOIO NpenapaTa 418 MeANUNHCKOrO NPUMEHEHNA U STUYECKO
3KCMNepTU3bl, COCTAaBAEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO 3TMKE 3aKNHOUYEHMA O BOSMOXKHOCTU MK
HEBO3MOXHOCTM MNPOBEAEHMA TAKOTO K/AMHWUYECKOro WCCNefoBaHWMA, NOoAMUCaHME  3aK/OYeHU
YCUAEHHbBIMM KBANPULMPOBAHHBIMM 3NEKTPOHHBIMU NOAMUCAMM U HanpaBAeHUE AAHHbIX 3aKAOYEHNN
B /IMYHbIA KaBWHET ynosHOMOYeHHOro d¢efepanbHOro opraHa MCAONHUTENBbHOM BAACTU B €4AWHOWN
CMCTEME OCYLLECTBAAIOTCA B CPOK, HE NPEBbILIALWMIA ABaALATU NATU paboynx AHEN co AHA HanpaBAeHUs
B JINYHbIA KabBWMHET 3KCMepTHOro Yy4yperKAeHuAa B eAMHON cucTeme 334aHuA  YNOJHOMOYEHHOrO
desepanbHOro opraHa UCNOIHUTENbHOM BIACTM C NPUIOKEHNEM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3,
4,10,11 1 11.1 yacTm 2 HacToALLEN CTaTbU, U HAaNPaBAEHUA B IMYHbIN KAOUMHET coBETa MO 3TUKE B eA4UHOMN
cucTeme 3a4aHuMAa yNoaHOMOYEHHOro dpefepanbHOro OpraHa UCNONHUTENIbHON BAACTU C NPUNOXKEHUEM
OOKYMEHTOB, YKa3aHHbIX B MYHKTax 3 - 6 1 9 yacTun 2 HacToALEeN CTaTbM.

(yacTb 6 B peq. deapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. B cpoK, He npeBbiWwatowuii Tpex pabounmx AHen co AHA HanpasJeHWs B JIMYHbLIA KabuHet
YNONHOMOYEHHOro ¢deaepanbHOro opraHa WUCMOJIHUTENIbHOM BNACTM B €4MHOM CUCTEME 3aK/IOYEHUN,
YKa3aHHbIX B 4acTM 6 HacToAWEWN CTaTbW, YNONHOMOYEHHbIM deaepanbHbI OpraH UCNOAHUTENbHON
BAACTU:

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

1) ocyLLecTBAAET OLLEHKY NOCTYMNMBLUMX 3aK/IH0YEHUIA 414 ONpeaeneHUsa UX COOTBETCTBMA 3a4aHNAM
Ha NpoBeAeHNe COOTBETCTBYHOLMX SKCNEPTUS;

2) NPUHUMAET pelleHMe O Bbidaye paspelleHna Ha NPOBeAEHWE KAMHMYECKOro MccienoBaHMA
NeKapcTBEHHOTro NpenapaTa 419 MeAULMHCKOro MPUMEHEHMWS, BHOCUT B PEECTP BblAaHHbIX paspeLleHuit
Ha MNpPOBEAEHWE KAUMHUYECKMX WCCNeAOBaHWIA NIeKapCTBEHHOrO MpenapaTta COOTBETCTBYIOLLYIO
MHPOPMaLMI0O U HanpasaseT MNoCPeACTBOM eAMHOro nopTana 3asBuTeNl0 WAM B JIMYHbLIA KabuHeT
3aABUTENSA B €4MHON CUCTEME BbINUCKY U3 PEECTPa BblAaHHbIX pa3pelleHmnii Ha NPoBeAEHNE KIMHNYECKMX
MCCNefoBaHWUIA  NEKAPCTBEHHOrO  NpenapaTa, NOAMWCAHHYI  YCWAEHHOW  KBanudULMpPOBaHHOM
3N1EeKTPOHHOW NOANUCDHIO;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3) npuHUMaeT peleHMe 0O OTKase B Bblgaye paspelieHMA Ha NpoBeAeHUE KIMHUYECKOro
nccnefoBaHUA IeKAapPCTBEHHOrO NpenapaTa A1a MeAULMHCKOro NpMMEHEHNs M HanpaBaseT NocpeacTBOM
€4MHOro nopTana 3adaBUTE/O UAM B INYHBIN KaOUHET 3asBUTENs B eAUHOM cUCTeMe JaHHOe pelleHune,
noAnMcaHHoOe YCUIEHHOW KBaMPUUMPOBAHHOM 3/1IEKTPOHHOM NOAMNMUCHIO, C YKa3aHMEeM NPUUYMH OTKa3a.
(n. 3 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8. OcHOBaHMEM 418 OTKasa B Bblgaye pa3pewieHnAa Ha nposeaeHne KAIMHNUYECKOTro nccnenoBsaHuA
NNEKapPCTBEHHOrIO Npenaparta 4NAa MeanumMHCKOTro npuMeHeHnA ABNAETCA Haln4mne 3aK1to4eHNA KOMUCCUU
9KCNEPTOB WUAMU 3aKNKOYeEHMNA COBETa MO 3TUKE O HEBO3MOXHOCTU nNpoBeaAeHUnA KAUMHUYECKOro
nccnegoBaHMA NEKaApPCTBEHHOrNoO npenaparta Anad MeauumnHCKoOro npumeHeHuAa no  pe3ynbratam
NpoBeAeHHbIX 3KCNepTU3, NPesyCMOTPEHHbIX YaCTbio 6 HaCTOFIUJ,el\;I CTaTbwu.

9. PeweHne 06 oTKasze B nposeaeHNMn sKCNepPTU3bl AOKYMEHTOB A4 NONYyYEHNA pa3pelieHnA Ha
nposeaeHMe KAIMHNYeCKOro nccnegoBaHmMA NeKAapPCTBEHHOIO npenaparta 4na MeanumnHCKOro npuMmeHeHuA
N 3TUYECKOM 9KCNepTn3bl U B Bblaa4ye paspeweHnAa Ha npoBegeHune KANHUYECKOro uccnegoBaHUA
NEeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMMeHeHunAa MOXKeT 6bITb 063KanoBaHO B nopAagke,
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YCTAaHOBJ/IEHHOM 3aKOHO4ATE/IbCTBOM Poccuitckoit (DEﬂ,epaLI,MM.

KoHcynbTaHTlAOC: NpumeyaHue.
Monoxenua c1. 39.1 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCcTaBAeHUA ToC. YCayr
nocpeacTBOM eaAnHOM cuctembl, npumeHsatoTca ¢ 01.01.2025.

Cratba 39.1. 3TMuecKan 3KcnepTUsa
(sBepeHa desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

1. 3TnyecKan 9KCNepTn3a npoBoanTCA COBETOM MO 3TUKE, CO34aHHbIM B NopAaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM d)e,qepaanblm opraHom NCNONHUTENbHOM BN1aCTH, B LENAX BblAa4YN 3aKIHOHEHUA 06
3TUYeCKoM 060CHOBAHHOCTN BO3MOMKHOCTU nposeaeHnA KIMHNYECKOro nccnegoBaHAa Ne€KapCTBeHHOIo
npenaparta ana meamymnHCKoro npumeHeHuA.

2. DKCnepTamu COBETa NO 3TUKE MOTYT BbITb NPeACTaBUTENN MEAULMHCKMX OPraHM3aLmi, HayUYHbIX
opraHusaumii, obpasoBaTeNbHbIX OpPraHM3auuii Bbiclero o6pasoBaHMA, a TaKXKe MNpeacTaBUTeNn
06LLeCcTBEHHbIX OPraHU3aLMii, PeUrMo3HbIX OPraHM3aLmMii U CpeacTs maccoBoi MHbopmaumm. aHHble
3KCMepTbl He AO0/XHbI HAXOAUTLCA B KaKOM-1MBO 3aBUCMMOCTM OT Pa3paboTUMKOB NE€KApPCTBEHHbIX
npenapaToB U APYrUX WL, 3aMHTEPECOBaHHbIX B pe3ynbTaTax 3TUYECKOW 3KCNepTusbl.

3. OnnaTta ycayr 3KCNepTOB COBETa MO 3TMKE OCYLLEeCTBAAETCA Ha OCHOBaHWM [0rosopa,
3aKNHOYEHHOIO MEXAY YNOoAHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTE/IbHOW BAACTM, KOTOPbIM
Co3faH COBET MO 3TUKE, M 3KCNEpPTOM COBETa MO 3TUKE, 3a CYeT OHAMKETHbIX acCUrHoBaHWUMA,
NpeaycMOTPEHHbIX YMOJHOMOYEHHOMY deaepanbHOMy OpraHy MCMOAHUTENbHOM BAAacTU, KOTOPbIM
co3faH COBeT Mo 3TUKe, B deaepanbHOM BlOAMKeTe Ha COOTBETCTBYIOLWMIA rof Ha obecneyeHne ero
[eATeNbHOCTU, B pasmepax, yCTaHoBAeHHbIX MpaButenscTBom Poccuitckon deaepaunn.

4. 3KcnepTbl COBETa MO 3TUKE HEecyT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATe/IbCTBOM
Poccuiickoin Pepepaumnn.

4.1. MNpn npoBefeHMUN 3TUYECKOW 3KCNepTU3bl He AO0MycKaeTca ucTpeboBaHWe 3KcnepTom vy
3anaButens nMbo MHbIX AUl MaTepuanos, HEOBXOAMMBIX A41A NPOBEAEHUA STUYECKOM 3KcnepTusbl. B
C/ly4ae HefOCTATOYHOCTU NPeACTaB/EHHbIX 3KCNEpPTy MATepPUasioB B JIMYHbLIA KabWHeT 3aAaBuTens B
e4oMHOMN cucTeMe YNOJIHOMOYEHHbIM JIMLLOM COBETA MO 3TUKE HamnpaB/AeTCA 3anpoc O npeacTaBAeHUU
HeobxoAMMbIX MaTepManos, NoANNCaHHbIA pyKoBoguTenem (YnosIHOMOYEHHbIM JIMLLOM) COBETa MO 3TUKE
C WUCNO/Ib30BaHMEM YCUAEHHOW KBAaMPULIMPOBAHHON 3N1EKTPOHHON MOANMCK, @ TaKKe HanpasaAeTcs
yBegomneHne ob yKasaHHOM 3anpoce B JIMYHbIA KabWMHET ynoslHOMoYeHHOro ¢enepasbHOro opraHa
NCNOJIHUTENIbHOM BNACTU B €4NHOMN cUCTEME.

(yacTb 4.1 BBepgeHa GegepanbHbiM 3akoHOM OoT 30.01.2024 N 1-03)

4.2. 3asButens o6a3aH HanpaBuMTb B /JINMYHbIA KabMHET coBeTa MO 3TUKe B eAMHON cucteme
NOAMWUCAHHbINA YCUAEHHOM KBanuPUUMPOBAHHON ISNEKTPOHHON NOAMNUCbLIO OTBET Ha 3anpoc o
npeacTaBNeHUM HeobXxoAMMbIX MaTepuasioB COBETY MO 3TUKE B CPOK, He MpeBbillalowuii AeBsAHOCTa
pabounx AHel co AHA MOJYYEHUS COBETOM MO 3TUKE 3NEeKTPOHHOro YBEAOMEHWUS O MOJYYEHUU
3anBUTE/IEM YKa3aHHOro 3anpoca. Bpema co gHA HanpaB/ieHMA COBETOM MO 3TUKE B /IMUYHbIN KabuHet
3anABUTENS B eAMHOW CUCTeMe 3anpoca O NpeacTaB/ieHMM HeobXxoAuMbIX MaTepuanoB [0 AHSA
HanpaB/ieHMA 3aABUTENEM B JINYHbIN KABUHET coBeTa MO 3TUKE B €4MHON CUCTEME OTBETA Ha YKa3aHHbIN
3anpocC He YYMUTbIBAETCA MPU UCUNCIEHUM CPOKA NPOBEAEHUA STUYECKOM IKCNepTM3bI.

(yacTb 4.2 BBepgeHa degepanbHbiM 3akoHOM OoT 30.01.2024 N 1-03)

5. CocTaB coBeTa No 3TUKe, NOJ0XKeHNEe 06 atom coBeTe, NOPAAOK ero 4eATe/IbHOCTH, Tp86OBaHVIFI
K KBaJ'IVId)VIKaLI,VIVI nonbity pa60TbI no 3KCI'IepTHOl7I OUEeHKe Hay4dHbIX, MEONUUNHCKUX U I TUHECKUNX aCNEKTOB
KINMHNYECKNX VICCI]E,CI,OB&HVIVI NEKapCTBEHHbLIX MNpenapatoB A4a4 MeAUUUNHCKOro npuMeHeHuA,
npegbAasnaemble K 3KCNepTam COBETa MO 3TUKe, NMOopAAOK OpraHuM3aunn mn nposeneHuA 3TUYECKOM
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9KCNepTU3bl, d)opN\a 3aKN1l04EHNA COBETA MO 3TUKE YCTAaHAaBANBAKOTCA YNO/ITHOMOYEHHbIM d)e/J,epaanblm
opraHom NCNONHUTENbHOW BAactu. Yucno ﬂpe,ﬂ,CTaBMTEHEﬁ MeagULLMHCKUX OpI'aHM3aLI,Ml7I HE MOXeT
npesbiwaTb NOJTI0OBUHY OT 06u.|,ero YMCNa 3KCNEPTOB COBETaA MO 3TUKE.

6. MHbopmaumsa o cocTaBe COBeTa MO 3TMKe, NJIaHax ero paboTbl U TeKyleh [eATenbHOCTU
pasmeuiaeTcd Ha oduUMaNbHOM caliTe YMNoJHOMOYEeHHOro ¢ezepasbHOro opraHa WMCNONHWUTENbHOW
B/1acTU B ceTh "MHTepHeT" B yCTaHOB/IEHHOM MM MOPsAKe.

KoHcynbTaHTIAOC: npuMmeYaHue.
MonoxkeHua ct. 40 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npegocTaBAeHUA roc. ycnyr
nocpeacTBOM eaANHOM cucTemMbl, MpumeHsatoTca ¢ 01.01.2025.

Cratba 40. MposeaeHWe KAMHUYECKOrO WCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MeZAVULIMHCKOro NpMMeHeHus

1. PykoBoauTenb MeAMLMHCKON OpraHM3aumu, KoTopas MPOBOAMT KJAMHMYECKOE UCCeaoBaHue
JIeKapCTBEHHOrO npenapata A4as  MeOMLMHCKOTO MPUMEHEHMsi, Ha3HayaeT ucciegoBaTtens,
OTBETCTBEHHOrO 3a MpoBeAeHWe TaKoro WCCNefoBaHMA M UMEIOLWEro JedyebHylo CrneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY MCCNEeA0BaHUIO JIEKApPCTBEHHOro mnpenapaTa, co
cTarkeM paboTbl MO NPOrpaMmam KIMHUYECKUX UCCNeA0BaHUIN IeKapCTBEHHbIX NPenapaTtoB He MeHee
YyemM TP roda 1 Mo ero NpeasoXKEHNIO Ha3HaYyaeT concciegoBaTesien U3 Yncaa Bpadveit 3To MeauLmnMHCKoN
opraHusauuu.

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

2. UccnepoBsaTtensb ocyuwiecrsnaer Bbl60p naymneHToB, KOTopblie No MegULUUHCKUM MNOKa3aHNAM
mMmoryT 6bITb npueaeyvyeHbl K y4aCtuto B KJIMHNYECKOM UCCNeENO0BAHUN NNEKAPCTBEHHOIO npenaparta AanAa
MeaNLUNHCKOIo NnpuMmeHeHnA.

3. Wccneposaten M couccnefoBatenn  AOMKHbl  OblTb  03HAaKOMAEHbI C  pe3y/ibTaTamu
OOK/NIMHUYECKOTO  UCCNefOBaHWA  JIeKAapCTBEHHOrO  CpPeacTBa, cofep:Kawmmuca B Hpoutope
uccnefoBaTtens, NPOEKTOM NPOTOKONA KAMHUYECKOrO MCCAef0BaHUA SIeKapCTBEHHOro npenapaTta Ans
MeNLUNHCKOrO NPUMeHeHMA, pa3paboTaHHbIM pa3paboTYMKOM NEKAPCTBEHHOTO NpenapaTa WanM UHbIM
IOPULMYECKMM NNLOM, MPUBJEKAaEMbIM K OpPraHM3auuu NpoBeAeHUsA KAMHUYECKOro MUCCiefoBaHuA
NIeKapCTBEHHOrO npenapata Aaa MEeOMLMHCKOrO MPUMEHEHUA, U APYrMMU MaTepuasamMum TaKoro
nccnepoBaHuA.

3.1. PykoBoAUTENb MEANLMHCKOMN OpraHn3aumm B CPOK, HEe NpeBbILLaowmii Tpex pabounx gHen co
[OHA Havyana NpoBeAeHUs KNMHUYECKOTo UCC/Ief,0BaHNA 1IeKapPCTBEHHOMO nNpenapaTta A1 MeguuMHCKOro
npumeHeHus, coobuiaet o6 3TOM B YNONHOMOYEHHbIN deaepanbHblit OpraH UCNOAHUTENbHON BAACTH,
BblAaBLUNI pa3pelleHne Ha NpoBeaeHMe TaKoro nccaenoBaHus, No yCTaHOBAEHHOW UM dopme.
(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4, OpraHusaumu, OCyLLeCTBAAIOWME OpraHM3aumio NpoBeAeHMA KAMHMYECKOro MUCCneAoBaHuA
NleKapcTBEHHOrO npenapata A1 MeAUUMHCKOrO MNPMMEHEHMA M YyKasaHHble B 4yacTu 3 cTatbu 38
HacToawero dPeaepanbHOro 3aKoHa, B CAy4ae HEOBXOAMMOCTM BHECEHMA W3MEHEHWIA B MPOTOKOA
KAMHWMYECKOro UCCea0BaHUA IeKapcTBEHHOMO Npenaparta 418 MeAMLMHCKOro NpUMeHeHus coobuatoT
06 3TOM B YNONHOMOYEHHbIN peaepanbHbIit opraH UCNONHUTENbHOW BNACTH, BblAaBLUMIA paspeLleHme Ha
npoBeAeHWe TaKoro Uccaef0BaHusA, No YCTaHOBAEHHOW UM popMme.

(B pen. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dJopN\a COO6LIJ,€HI/I‘FI O BHECEHWUM WU3MEHEHWUN B NMPOTOKO/NT K/IMHUYECKOTo uccnenoBaHuA
NNEKApPCTBEHHOro npenapara Aana MeguunHCKoro npumeHeHumAa nOO0JIXKHa CoAepXaTb caegytouwme
cBeneHunA:
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1) HanmeHoBaHWe, VI,CI,EHTVId)MKaLI,VIOHHbe/‘I HOMeEpP 1 AaTa NPOTOKO/1a K/IMHNYECKOro nccnenoBaHuA;
2) AaTa BHECEHUA WU3MEHEHUI B MPOTOKO/Z1 KIMHUYECKOTO UCCnengoBaHUA,
3) HanmeHOoBaHWE U MeCTO HaxOXAEeHUA 3aABUTENIA,

4) HaumeHOBaHME OpraHW3auuKu, NPUBAEYEHHON Pa3paboTYMKOM JIeKAPCTBEHHOrO Mnpenaparta K
OpraHM3aumm NpoBeseHNa KIMHUYECKOTo nccneaosaHua (Mpy Hanmumm);

5) HaMmeHOBaHMA N MeCTa HaxOXAEeHWUA MeAULMHCKUX OpraHusaluMii, B KOTOPbIX MPOBOAUTCA
KNMHUYECKOE UCCnenoBaHue;

6) AaTa BblAAYM paspelleHMs Ha NPOoBeAEHWE KAMHWYECKOro WCCef0BaHUMSs M HOMep 3TOro
paspelleHus;

7) U3MeHeHUs, BHOCMMbIE B MPOTOKO KINHNYECKOTo UCCe0BaHNS.
(yacTb 4.1 BBeaeHa desepanbHbiM 3akoHoM 0T 11.10.2010 N 271-d3)

5. B cpOK, He npeBblWaloWmin aBaALaTV BOCbMW pabounx AHEWN CO AHA NOJlyYEeHUs YKAa3aHHOro B
yacTtu 4 HacToALWEeM cTaTbh COOOLLLEHMS, YTTOTHOMOYEHHbIM PpeaepasnibHbI OpraH UCMOJHUTENIbHOW B1aCTU
paccmaTpuBaeT 3TO CoobLLEHWE B YCTAHOBAEHHOM MM MOPALKE U NPUHMMAET pelleHne O BHECEHUM
N3MEHEHMI B MPOTOKOJ1 KAMHUYECKOTO UCCNeA0BaHMA IeKAapCTBEHHOMO npenapaTa gaa MeguLMHCKOro
npMMeHeHnss WAM 06 OTKase BO BHECEHUMM TaKUX W3MEHEHWUM, MNOAMNUCAHHOE YCUJEHHOM
KBanMOUUMPOBAHHOW 3NEKTPOHHOM MNoANMCbio, MOCPEeACTBOM HamnpasB/eHUA COOTBETCTBYHOLWEro
peweHns B NMYHbIA KabuHeT 3aABUTENA B eAuMHOMN cucteme. Mpu paccmMoTpeHMM cooblieHua o
HEoH6XOAMMOCTU BHECEHUA WM3MEHEHWI B MPOTOKOA KAMHUYECKOro WCCNeAO0BaHUA NeKapCTBEHHOro
npenapata AN MeAMUMHCKOrO MNPUMEHEHMA B LENSX OLUEHKM O6OCHOBAHHOCTM npeanaraembix
M3MEHEHUN U oNnpeaeneHna CTENEHU PUCKA ANA NaUMEHTOB, NMPUHMMAIOLLMX YyYacTUE B KAUHUUYECKUX
NUCCNefoBaHUAX, YMOJIHOMOYEHHbIM deaepasbHbiIM  OPraHOM  WCMNOJIHUTENbHOW  BAAacTM  MOTyT
NPWB/IEKATbCA 3KCNEPTbl COBETA MO 3TUKE U (UK) SIKCNepPTbl SKCNEPTHOTO yupexaeHus.

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

6. KnnHunyeckoe wccnenoBaHMe NEKAPCTBEHHOMO Mnpenapata Ans MeAMUMHCKOTO NpUMEHEeHUs
MOXeT ObITb NMPUMOCTAHOBAEHO WM MPEKPALLEHO, €C/IM B MNPOLLecce ero npoBefAeHus obHapyrKeHa
OMacHOCTb /15 }KU3HW, 340POBbA NALMEHTOB. B c/lyyae BO3HMKHOBEHMSA ONACHOCTU A1 }KU3HU, 340POBbA
MaumMeHTa, Y4YacTBYIOLLEr0 B  K/AMHUMYECKOM UCCNEAOBaHUM  JIEKApPCTBEHHOTO npenapaTta As
MeAULMHCKOIO NMpUMEHeHUs, uccrenosatenn obasaHbl NpoMHPopmMmMpoBaTb 06 3TOM pyKoBOAUTENA
MEANUMHCKON  OpraHMsauuM U OpraHM3auMio, MOJIYYMBLUYIO paspelleHue  YnoJIHOMOYEHHOro
dbesepanbHOro opraHa WCMONHUTENbHOM BAACTM HA OPraHM3aLMIO MPOBEAEHUS  KJAMHUYECKOro
nccae0BaHWA IeKaPCTBEHHOIO Npenapara. PelweHne 0 NpMOCTaHOBAEHUUN KNIMHUYECKOTO UCCeL0BaHUSA
NleKapcTBEHHOTO NpenapaTa ANa MeAUUMHCKOTO NPUMEHEHNA NPUHUMAIOT PYKOBOAUTENb MeANLMHCKOM
opraHusaumm 1 (Man) opraHmsaums, NoayYMBLIAA paspeLleHne ynoaHOMOoYeHHOro dpeaepanbHOro opraHa
MCMNONHUTENBHOW BNACTM Ha OpPraHM3aumio NPoBeaeHNa KNMHNYECKOro UCCNeA0BaHNA NeKapCTBEHHOMO
npenapata A48 MeAMUMHCKOTO MPUMEHEHUA, PeLleHWe O MPEeKpalleHnn TaKoro wuccaefoBaHuA
NPMHMMAET YNONHOMOYEHHbIW desepanbHblit opraH MCNOAHUTENbHOM BNACTM Ha OCHOBaHWUM COOBLLEHMA
B MUCbMEHHON Qopme PyKoBOAUTENA MEOUUMHCKOW OpraHuM3aumMM UMW OpraHusaumn, noayyYmBlULas
paspelleHre YnoAHOMOYEHHOTO ¢efepanbHOro OpraHa WCMONHUTENbHOM BAACTM Ha OpraHuM3aumio
nNpoBeAeHNUA KAMHWMYECKOrO MCCNeAO0BaHMA  NeKapCTBEHHOro Mpenapata  Ans  MeAWMUMHCKOro
NPUMEHEHNA.

7. B CpoK, He npeBbiaOWMiA NATU pPabounx AHeN co AHA 3aBepLUeHWs, MPUOCTAHOBAEHUA WU
NpeKpaleHna KJAMHUMYECKOrO WCCAeL0BaHWA JIeKapCTBEHHOro npenapata  Ans  MeAMLMHCKOro
npMMeHeHus, coobueHne 06 3TOM HanpasAAeTCA OpraHM3auMsaMM, YKa3aHHbIMM B 4acTu 3 cTaTbu 38
HacToawero ®eaepanbHOro 3aKOHa, B YNOJIHOMOYEHHbIN dpesepasnibHbIi OpraH UCNOAHUTENLHOM BAACTH
Mo yCTaHOB/IEHHOW UM dopme.
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8. CDopma COO6LLI,EHVI‘FI O 3aBepuweHunn, nNpnocTtaHoBiaEHUN WIN NpPeKpaweHUn KANHUYeCKOoro
nccnengoBaHMA NeKapPCTBEHHONO nNpenaparta Ana megnumHCKOro npuMmeHeHnAa Ao1xKHa Co4epPHKaTb:

1) nubopmaLumio 0 MeAULMHCKOW opraHu3aumMm A MeauUMHCKUX OpraHn3aLusax, NpoBOANBLLIMX
AaHHOe uccneoBaHue;

2) onvcaHune gaHHOro UccneaoBaHus;

3) paHHble uccneposatena (pamununa, UMa, OTY4ECTBO, MeCcTo pPaboTbl, 3aHMMaemMas AO0KHOCTb,
CNeumnanbHOCTb, CTaX pPaboTbl MO NporpaMmam  KAMHUYECKUX WCC/eloBaHUIN  NIeKapCTBEHHbIX
npenapaTtos, MNepeyeHb KAMHUYECKUX WCCNelOBaHUN NeKapCTBEHHbIX MPenapaToB, B KOTOPbIX OH
NPUHMMAanN yyactue (nepuosbl y4actTma) B Ka4ecTBe UccaeaoBaTens uan conccnenoBartens);

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT AaHHOrO UCCAeA0BaHMsA (3aBepLUeHne, NPUOCTaHOBAGHUE UM NpeKpallleHMe 4aHHOro
nccneoBaHMNA ¢ yKaszaHMeM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesybTaTtos, 06LLyI0 OLEHKY pUcKa K
OXMAaemMon Monb3bl OT MPUMEHEHUS UCCAelyeMOro /IeKapCTBEHHOro mnpenapaTta, a TakKXe
npeanonaraemble AanbHenlne aencrema).

8.1. Mpu BbisBAEeHMN deaepanbHbiIM OPraHOM WCMOJHUTENbHOM BAACTU, OCYLLECTBASAIOLWMM
OYHKLMM MO KOHTPO/IO M Hag3opy B chepe 34paBOOXPaHEHMA, HAPYLEHWI MPaBWUA Hagaaexalen
KNAMHUYECKON NPAKTUKU NPU NPOBEAEHUN KAMHUYECKOTO UCCAELOBAHWUA IEKAPCTBEHHOrO MpenapaTa,
BAUAIOWMX Ha MOJIHOTY U (MM) AOCTOBEPHOCTb AAHHOIO KAMHMYECKOro MCC/ef0BaHUA, YKasaHHbIN
desepanbHbI OpraH UCMONHUTENIbHOM BNAACTU NPUOCTAaHABAMBAET NpoBeAeHMEe AaHHOMO KJMHMYECKOTO
nccnefoBaHUA M BbIHOCUT MEAULMHCKON OpraHn3aummn, B KOTOPOW NPOBOAMTCA AAaHHOE KAMHUYEcKoe
nccnefoBaHWe, npeanucaHMe o6 YCTPAaHEHUM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MEOVLMHCKON OpraHusaumelnt BblABAEHHbIX HapyLWeHWM B YCTAaHOB/EHHbIM B NPeAnuCcaHuM CPOK
YKa3aHHbIN denepanbHbli OpraH MCNOAHUTENIbHOW B/IACTM MPUHMMAET peELLEHUE O MpPeKpaLLeHnn
npoBefeHnA KIMHUYECKOrO UCCNea0BaHMA IEKAPCTBEHHOMO NpenapaTta u HanpasasaeT B deaepasnbHbIN
OpraH WCMNONHUTENbHOM BNACTU, OCYWECTBAAIOWMA YHKUMM MO  BbIpaboOTKe W peannsauuu
rocy4apcTBEHHOM MONUTUKM U HOPMATUBHO-NPABOBOMY PeryiMpoBaHunio B chepe 34paBOOXpPaAHEHMS,
3aK/0YEHME O BbIABIEHUW NPU NPOBEAEHUN JAHHOIO KMHUYECKOrO UCCNef0BaHMA HapyLWEHW NpaBu
HaZ/exallen KNMHUYECKOM NPaKTUKN ANA NPUHATUA pelleHnsa 06 OTMeHe paspelleHns Ha OpraHn3aumio
npoBefeHNA LAHHOMO KAMHUYECKOrO UCCNeAO0BaHUA C AaTbl NPUHATUA PeLleHMA O NPUOCTaHOBIAEHUU
npoBefeHNA KIMHUYECKOTO UCCNE0BAHNA NEKAPCTBEHHOrO Npenapara.

(yacTb 8.1 B pea. PeaepanbHoOro 3akoHa ot 13.07.2015 N 241-93)

8.2. [lpn npoBeaeHUU KAMHMYECKOrO WCCNeAO0BaHMA JIeKapCTBEHHOro npenapata Ansa
MEANUMNHCKOTO MPUMEHEHUSA B C/TyYae YTOYHEHUA (M3MEHEHUSA) AaHHbIX, COAEPMKALLMXCA B pa3peLleHun
Ha npoBeAeHWe AAHHOTMO0 KAMHWMYECKOro WUCCNeAoBaHWA, HA OCHOBAHWWM HAMPABAEHHOIO B JINYHbIN
KabuHeT ynosHOMOYeHHOro ¢denepanbHOrO0 OpraHa WCMNOAHUTENbHOM BNACTUM B €AMHON cucTeme
obpalleHna 3aaBUTENA, NOANUCAHHOTO YCUNEHHOW KBAaAMPUUMPOBAHHOW 3/EKTPOHHOM MOAMMUCHIO, C
NPUAOXKEHNEM MOTMBUPOBAHHOFO OOOCHOBAHMA U AOKYMEHTOB, MOATBEPKAAMOLMX HEOO6XOAUMMOCTb
YTOYHEHUA AaHHbIX, YNOJHOMOYEHHbIA ¢eaepanbHblii OpraH MCNOAHWUTENIbBHOW BAACTU B CPOK, He
npeBbllLAOWMIA ABAALATU BOCbMW paboumx AHEW cO AHA MOCTYNAEHWA Takoro obpalleHusa, BHOCUT
U3MEeHeHuA B paspelleHne Ha npoBeseHune KIMHUYECKOro MccaefoBaHUA NeKapcTBEHHOro npenapara
ONA MeAMLMHCKOrO NMPUMEHEHUA W peecTp BbIAAHHbIX pa3pelleHuit Ha NpoBeAeHUEe KAMHUYECKUX
nccneoBaHN NEKAPCTBEHHbIX MPENapaToB, a TaKKe HanpasAseT B JIMYHbIM KabuHeT 3asBuTens B
eOMHOM CcUCTeMEe BbIMUCKY M3 peecTpa BblAaHHbIX paspelleHnii Ha MNpoBeAeHUE  KAUHUYECKUX
NCCNefOBaHUI  NEKAPCTBEHHbIX MpPenapaToB, MNOAMUCAHHYKD  YCUIEHHOW  KBAaAUPULMPOBAHHOM
3NEKTPOHHOM NOANMUCHIO, B0 NPUHUMAET pelleHne 06 0TKase BO BHECEHUM U3MEHEHUI B pa3peLleHune
Ha npoBeAeHWe KAMHUYECKOro WCCNefoBaHUA JIeKapCTBEHHOro npenapata Ana  MeauMUMHCKOro
NPUMEHEHMA M HAaNPABAAET B INYHbIN KabUHET 3aABUTENA B EAMHOM CUCTEME 3TO peLleHne, NoANnucaHHoe
YCUAEHHOWN KBAaANPULMPOBAHHOM 3NEKTPOHHOM NOANUCHIO, C YKasaHUeM NPUYMH OTKa3a.

(yacTb 8.2 BBeaeHa DeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)
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9. Yno/sHOMOYEHHbIV deaepanbHblii OpraH WCMOJHUTENbHOW BAacTM onyb6/AMKOBbIBaeT MU
pasmellaeT Ha cBoem oduuManbHom calTe B ceTu "MHTepHeT" cooblweHne O 3aBeplleHuH,
NPUOCTAHOBAEHUM WM MNPEKPaLLEHUN KAMHUYECKOTO UCCNef0BaHUA /IeKapcTBEHHOTo npenapaTta ans
MEeAMLMHCKOrO MPUMEHEHUS B CPOK, HE MPEeBbIWAWMNI NATU Ppabounx AHEeW Co AHA ero nosyyeHus, B
YCTaHOB/IEHHOM MM NOpPAAKeE.

10. YnonHomoueHHbIn denepanbHblit OpraH MCMNOJHUTENbHOW BAACTU OCYLLECTBAAET BeAeHWEe
peecTpa uccaegoBaTeniei, NPOBOAALLNX NN NPOBOAMBLLNX KANHUYECKME NCCNef0BaHNA NeKapPCTBEHHbIX
npenapatos AnAa mMmeanunMHCKOro npumeHeHumA, B COOTBETCTBUUN C yTBEPXKAEHHbIMMN UM NMpPaBUIaMn U
pa3meLllaeT ero Ha ceoem oduumanbHOM caliTe B cetTu "MHTepHeT" B yCTaHOBNEHHOM MM MOpPALKeE.
YKa3aHHbIN peecTp coaepKuT HPopmaumio, NPeaycMOTPEHHYIO MYHKTOM 3 4acTu 8 HACTOALLEN CTaTbW.

11. OtyeT 0 pe3synbTaTax KJAWMHUYECKOrO UCCAeA0BaHUA NeKapCTBEHHOro npenapata Aana
MEeANLMHCKOTO NPUMEHEHUA COCTABNAETCA OpraHusaLmei, yKasaHHOM B YacTu 3 cTatbM 38 HACTOALWErO
depepanbHOro 3aKoHa, M NPeACTaBAAETCA B YNOJHOMOYEHHbIN desepasnbHbll OpraH UCMOJIHUTE/IbHOM
BNACTW, BbIAABLIMI paspelleHne Ha NPoBeAEeHME 3TOr0 MCCAEeLOBaHWA, B CPOK, He MPEeBbILLAOWMiA
OBEHaALaTM MecsLEeB CO AHA ero 3aBeplUeHWs, MPUOCTAHOBAEHUA WAM NPEKPALLEHWUs, B MOPALKE,
YCTaHOB/IEHHOM YMNOJIHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTEIbHOM BAACTMU.

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

12. HapyweHue npaBu/ Hagaexalwenh KAMHUYECKOW MpPaKkTUKK, danbcudukauma pesynbTaTos
K/IMHUYECKOTO MUCCNeL0BaHUA NEKAPCTBEHHOIO NpenapaTta ANs MeAUUMHCKOTO NMPUMEHEHMA BAEKYT 33
co6011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickon deaepaumm.

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

13. [lpu npoBeaeHMM KAMHUYECKONO WUCCAeAO0BaHMA JIEKApCTBEHHOro npenapata A4na
MeAULIMHCKOro NpMMeHeHUs AonycKaeTca 3abop y nauneHToB 6Monormyecknx matepuanos (06pasubl
OMOIOTMYECKUX  KUAKOCTEN, TKAHEW, CEKPEeTOB M MPOAYKTOB KM3HEAEeATeNbHOCTM 4Yesl0BeKa,
dU3NONOTNYECKMX M NATONOMMYECKUX BbIAENEHWUIN, Ma3KoB, COCKODOOB, CMbIBOB, MMKPOOPraHWU3MOB,
6MONCUINHBIA MaTepuan) gna ux usydeHna B Poccuiickon Pegepaunn u (unun) 3a npegenamm Poccuiickol
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBo3a 3a npeaenbl Poccuiickon degepaumnm
6MOIOTMUYECKMX  MaATepPUanoB, MOJIYYEHHbIX MNpPU  NPOBEAEHUN  KIMHWYECKOro ucciefoBaHUA
JIeKapCTBEHHOro npenapaTta A8 MeAMUMHCKOro NPMMEHEHMUA, ycTaHaBauBaeTca [paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

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

Cratba 41. [loroBop O NpoBeAeHUU KAUHUYECKOro UCCNeA0BaHUA JIEKAapPCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEHUA

1. KnnHndyeckoe wmccneposaHue NEKapCTBEHHOrNo npenaparta Ana mMmeagunumnHCKoro npumeHeHuA
nposoaunTCA B COOTBETCTBMK C A0rOBOPOM O nposeaeHUN KIMHNYECKOro nccnenoBaHnAa 1€KapCrBeHHOro
npenapata ana mMmegunumHCKOro npuMeHeHuA, 3aK/lo4aemMbiM mexxay opraHmsaumeﬁ, FIOJ'IV‘-IMBLIJEﬁ
pa3peweHne ynosHOMOYEHHOTO d)ep,epaanoro OpraHa WCNOJIHUTENbHON BAACTU Ha opraHunsauuto
nposeaeHMA Takoro mccnenoBaHuAa, U MeAI/ILI,MHCKOﬁ Opl'BHVI33LI,MEI71, OCYIJJ,eCTBJ'I’r'HOLIJ,eI‘/JI nposegeHune
TaKOro nccnegoBaHua.

2. Jorosop 0O npoBeAeHUN KANMHUYECKOro WCCnef0oBaHMA NeKapCTBEHHOro npenapata AnAa
MeaANLUNHCKOro npumeHeHnAa o1XKeH coaepaTb:

1) yCnosuAa n CPpoKu nposegeHnA AaHHOIo nccnenoBaHuA,

2) onpegeneHune 06LLI,€VI CTOMMOCTHU NporpamMmmbl 4aHHOIo nccnegoBaHMA C yKasaHMeEM CyMMbl,
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npep,HasHaqarou.l,eﬁcsl AnAa BblnNaaT nccnenoBaTtenam, ConccneaoBatesiam,

3) onpepenerHve Gpopmbl NPEACTaBAEHUA PE3YNbTAaTOB AAHHOMO UCCNEA0BAHUA B YNOJHOMOYEHHbIN
deaepanbHbIii opraH UCNONHUTENbHOW BNACTU.

CraTtba 42. PuHaHcoBOe obecnevyeHne KIMHUYECKOro UccieA0BaHUA 1IeKapCTBEHHOro npenapara
ANA MeAULUHCKOTO NPUMEHEHUA

®uHaHcoBoe obecneyeHne KAUMHUYECKOTo nccnengoBaHMA NeKapCTtBeHHOro npenaparta  AanAa
MeanLUMHCKOro npumeHeHnAa OCyLeCTB/IAETCA 3a CHET:

1) cpeacTts denepanbHoro broaxeTa;

2) cpeacrts opraHmsau,Mﬁ, NoNy4ynBWUX paspelleHne Ha OopraHumsauuio nposeaeHmA AaHHOIo
nccnengoBaHuA, B COOTBETCTBUMU C YCNOBUAMUM O0roBOpa O ero nposeaeHuu,

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm NCTOUHUKOB.

Cratba 43. MpaBa NnauueHTOB, y4acTBYIOLWMUX B KJAMHUYECKOM MUCCAEeA0BaHUUN NIeKapCTBEHHOro
npenaparta gna meguymnHCKoro npymeHeHua

1. YuyacTMe nauMeHTOB B K/AWHMYECKOM UCCAeAO0BaHWW /IeKapCTBEHHOro npenapata  Ans
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbLIM.

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2025 B a63. 1 y. 2 cT. 43 BHOCATCA M3meHeHua (P3 ot 30.01.2024 N 1-d3).

2. MauMeHT MAM ero 3aKOHHbIN NpPeacTaBUTENb O0/KEH ObiTb MHPOPMUPOBAH B MUCbMEHHOW
dopme:

1) o neKkapcTBeHHOM npenapaTe A8 MEAMLMHCKOrO MPUMEHEHMA U CYLLHOCTU KAMHWYECKOrO
NccNefoBaHMA 3TOMO NEKAPCTBEHHOrO Npenapara;

2) 0 6e30MacHOCTU IEKAPCTBEHHOTO NpenapaTta A4/11 MeAMLMHCKOrO MPUMEHEHMUS, ero OXuUaaemon
3G PEKTUBHOCTM M CTENEHWN PUCKA 4N1A NALUUEHTa;

3) 06 YCNoBUAX y4acCcThA NnauneHTa B KIMHNYECKOM UCCNen0BaHUU 1IeKapCTBEHHOIO NpenapaTta 4nAa
MeaNLUNHCKOIo NpuMeHeHNA;

4) O uennm unan uenax n npoaoXKUTeENbHOCTU KAWMHUYECKOro uccnegoBaHMA NEKAPCTBEHHOrO
npenaparta ana meanumnHCKoro npnmeHeHuA,

5) o AEﬁCTBMHX naumeHTa B Cay4yae HenpeasnaeHHbIX 3d)¢eKTOB B/IMAHNA NEKAPCTBEHHOIO
npenaparta gna meamuynHCKoro npumeHeHmA Ha COCToAHME ero 340p0BbA,;

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XU3HUN, 300P0BbA NaUNEHTA,

7) O TrapaHTnAx KOHd)VILI,eHLJ,VIaﬂbHOCTM y4yactMa nauyneHta B KJAMHUYECKOM WUCC1ea0BaHUN
NNeKapCTBEHHOrO nNpenaparta AnAa megnumHCKOro npunmeHeHuaA.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 u. 3 cT. 43 nsnaraetca B HoBow pegakumm (®3 ot 30.01.2024 N 1-93).

3. ,ﬂ,OGpOBOﬂbHOE cornacume naumeHTa Ha yd4actme B KIMHN4eCKoOM nccnegoBaHMn neKkapCrBeHHOro
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npenapata gna MeauumnHCKoro npumeHeHuAa noAarBepXKAaaeTcA ero noanncbio UanMm nognucbko ero
3aKOHHOTIO NpeacTtaBUTENA Ha MHd)OpMaLI,MOHHOM NNCTKE NaymneHTa.

4. TauneHT nnm ero 3aKOHHbIM npeacrtaBuTe/ib UMEET NMPaBO OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM
nccnegoBaHMM N1€EKApPCTBEHHOINO npenapata ana MeauumuHCKOro npumeHeHumA Ha noboi CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2025 B u. 5 cT. 43 BHOCATCA U3meHeHua (®3 ot 30.01.2024 N 1-$3).

5. MNpoBeaeHne KANHMYECKOro MccnefoBaHUA NeKAPCTBEHHOrO npenapaTta Ana mMeguuuHCKOro
NPUMEHEHNA C yYaCTUEM B KauyecTBe MaLUeHTOB AeTel AO0MNYyCKaeTca TO/IbKO C COrnacua B MMCbMEHHOWM
dopme wux poautenen, ycbiHOBUTENEW. [eTM MOryT paccMmaTpmBaTbCA B KayecTBe NOTEHUMasbHbIX
NnauMeHTOB TaKoro UCCei0BaHMNSA, TOIbKO €CIN ero NpoBeAeHne Heob6XoaMMO ANA YKPEeNAeHUs 340P0BbA
Aeten nnm NnpoduNakTUKN MHOEKUMOHHbIX 3aboneBaHUi B ETCKOM BO3pacTe MMH60 ecin Luenblo Takoro
nccnenoBaHMA ABAAETCA NONYYEHME AAHHbIX O HAUAYYLLEN A03MPOBKe NEKAapCTBEHHOrO npenaparta Ana
NevyeHua peter. B 3TMX cayvaax TaKoMy WCCAeAO0BaHWIO OOJ/IKHO MpealecTBOBaTb K/AWMHMYECKoe
nuccnenoBaHMe NeKapCTBEHHOro npenapaTta Ana MeguuUMHCKOro NpMMEHEeHMA Ha COBEpPLUEHHONETHUX
rpakgaHax, 3a WCKAYEHMEM C/ly4aeB, €CAM  WUCCNeayeMbld  NIeKapCTBEHHbIM npenapat  Ans
MeAVNLMHCKOro NPUMEHEHUA npegHasHaveH WUCKNOYUTENIBHO ana MCNONb30BaHUA
HecoBepLEeHHONETHUMU rpaxKaaHamu.

(8 pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpelwjaeTca NPoBeAEeHUE KAMHWYECKOTO WCCNefoBaHMA JIeKapCTBEHHOro npenaparta Aans
MeAMLIMHCKOrO NPUMEHEHMA C y4aCTUEM B KaYecTBe MaLMeHTOoB:

1) peTeir-cMpoT M AeTeld, OCTaBLIMXCA 6e3 noneyeHna pogutenem;

2) KeHWMH B nepuos 6epemMeHHOCTM, KEeHLWWH B Mepuos TrpyaHOro BCKapMAMBAHMA, 3a
WCK/IIOYEHWEM CNy4YaeB, eCcv MPOBOAMTCA KAMHMYECKOe WUCCiefoBaHME IeKapCTBEHHOro npenapara,
npegHasHaYeHHOro ANA YKa3aHHbIX KEHLWMH, NPU YCA0BMM HEOBXOAMMOCTU NoayyeHna MHopmaunm
TO/IbKO BO Bpems MNPOBEAEHUA COOTBETCTBYIOLWLMX KAMHUYECKUX MCCNEAOBaHWM WM MPUHATMA BCex
HeobXoAMMbIX MEpP MO MCK/AIOYEHUIO PUCKA HAaHECeHWA Bpeaa MeHuMHe B nepuod 6epemeHHOCTH,
YEHLMHe B Nepuog, rpyaHOro BCKapMaUBaHUSA, NA0LY AN pebeHKy;

3) BOEHHOC/NYKALMX, 33 WCK/IIOYEHMEM C/lyYaeB MPOBEAEHUSA KJAMHUYECKOTO MUCCNefoBaHuA
NIeKapCTBEHHOrO npenapaTta, CheuuanbHo pas3paboTaHHOro ANA NPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauuid, NPOGUNAKTUKM U NedveHus 3aboneBaHU W MOpaXKeHui,
NoJly4eHHbIX B pe3ynbTaTe BO34eNCTBMA HE6NAaronpuATHbIX XMMUYECKUX, BUONOrMYEeCcKUX, pagmaLMoHHbIX
¢baKkTopoB. KnnHuyeckoe uccnefoBaHME TAaKOrO JIEKAapPCTBEHHOrO Mpenapata MOMKEeT MpoBOAMTLCA C
y4acTMeM B KauyecTBe MALMEHTOB BOEHHOC/YXKALLMX, 328 UCKAOYEHNEM BOEHHOC/YKALLMX, NPOXOAALLMNX
BOEHHYI0 Cy*KOY No npu3bIBy, € cobatoaeHMemM TpeboBaHWUI, YCTAaHOBAEHHbIX HacToAWMM PeaepanbHbim
33aKOHOM B OTHOLUEHUW TPAXKLAHCKUX NNLL;

4) cOTpyAHMKOB NPaBOOXPaHUTE/IbHbIX OPraHoB;

5) nuu, oT6bIBaOWMX HaKasaHWe B MecTax NULIeHUs cBobOoAbl, a TaKKe AuL, Haxo4Awmxca nog,
CTparkei B cnefAcTBEHHbIX M30NATOPaX.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2025 B y. 7 cT. 43 BHOcATCA nameHeHua (P3 ot 30.01.2024 N 1-d3).

7. [onyckaeTcAa npoBegeHUe KAMHMYECKOro MCCnefoBaHWA JIeKapCTBEHHOro npenapaTta Agad
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MeONLUNHCKOIo NpuMeHeHunA, npeaHa3Ha4YeHHOro anAa ne4eHnAa NnCMXm4ecknx 3a6OHEBaHVIl7I, Ccy4yactnem B
Ka4vyecTtBe NaulnMeHTOB /1NL, C NCUXNYECKNMU 3a60ﬂeBaHMﬂMVI, NMPU3HAHHbIX He,EI,GECI'IOCO6HbIMM B NopA4Ke,
YCTAaHOB/IEHHOM  3aKOHOAQATENbCTBOM Poccuitckoi CDe,u,epau,MM. KnnHunyeckoe unccneposaHue
NEKapPCTBEHHOrO npenaparta B 3TOM Caiy4ae nposBoauTCA Npu Haan4dnm cornacua B NUCbMEHHOM cbopme
3aKOHHbIX I'Ipe,D,CTaBMTeﬂeVI YKa3aHHbIX 1nL,.

Ctratba 44. 0O6s3aTtenbHoe CTPaxOBaHME KWU3HW, 340POBbA MNaLMEHTa, YYacTBYIOLWLEro B
KAMHUYECKOM UCCIeA0BaHUM JIEKAapPCTBEHHOrOo Npenaparta gia MmegUuuMHCKOro NPUMEHeHuUn
(8 pea. PepgepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auma, MNOAyYMBLUAA pa3pelieHne Ha OpraHMsaumilo MNPoBeAEHUA KAUHUYECKOro
MccneaoBaHWA IEKAPCTBEHHOro npenapata 414 MeAMUMHCKOro npumeHeHus, obssaHa B KauyecTse
CTpaxoBaTeNAa CTPaxoBaTb PUCK MPUUYMHEHUA Bpeaa XW3HM, 340POBbIO NaUMeHTa B pesynbTate
npoBeAeHUA KAMHUYECKOro UCCNeA0BaHNA IeKapCTBEHHOro npenapaTa 414 MeAULMHCKOro NpUMmeHeHnn
3a CBOW CUeT MyTeM 3aKNHeHMs A0roBopa 06A3aTebHOro CTPaxoBaHus.

2. Ob6bekToM 0653aTeNbHOr0 CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIA MHTEpec naumeHTa,
CBA3aHHbIN C NPUYMHEHUEM BPe/ia ero }KMU3HM UAM 300POBbI0 B pe3y/bTaTe NPoBeAeHUs KAUMHUYECKOro
nccnenoBaHNA eKapcTBEHHOro Npenapara A8 MeguLMHCKOro NpMMeHeHus.

3. CTanOBbIM Cnlydaem no aorosopy o0bA3aTeNbHOro CTpaxoBaHUA ABNAETCA CMePTb NalneHTa naun
yXyglweHue ero 340poBbA, B TOM HMCNE BIEKYLLEE 3a coboli YCTaHOB/NEHUNE MHBAaNMOHOCTHN, NPUN HaN4Ynu
I'IpM‘-IMHHO-C/'IE[],CTBEHHOVI CBA3N MmexXay HactynaeHmem 3Toro cobbiTna u ydyactmem nauueHtTa B
KTMHNYECKOM UCCnegoBaHUN NEKAPCTBEHHOIO nNpenapara.

4. TpeboBaHMA O BO3MELLEHUW Bpeaa, MPUUMHEHHOTO KM3HW WAM 300POBbI0 MaLMEHT],
NPeabaABAAIOTCA B TeYEeHWe CPOKOB  WCKOBOM  [OaBHOCTW,  YCTAHOB/EHHbIX  FPa*KAaHCKUM
3aKOHOAATe/IbCTBOM.

5. Pazmep cTpaxoBoi BbINAaTbl N0 fOroBOpPY 0643aTeNbHOMO CTPaxoBaHWA COCTaBAAET:

1) B C/ly4ae CMepPTU nauneHTa Asa MUIJIMOHA py6nel‘/’1 Ha Kax»Xao0ro naumneHta, yd4acrsoBaBLUEro B
KINMHNYECKOM UCCnegoBaHNUMN NEKAPCTBEHHOIO nNpenapara,

2) Npu yXyALleHnn 340P0BbA NaLMEHTa:

a) nosneKkwem 3a coboi yCTaHOBNEHWE MHBAANAHOCTM | rpynnbl, OAUH MUAIMOH NATLCOT ThbiCAY
pybnein Ha Kagoro naumMeHTa, y4acTBOBABLUEINO B K/JAMHMYECKOM WCCNen0BaHUMU JIEKAapPCTBEHHOTO
npenapara;

6) nosneKkwem 3a cobol ycTaHOBAEHUE MHBAaAMZHOCTW Il rpynnbl, oAMH MWAAMOH pybnelt Ha
KaXk4oro naumeHTa, y4acTBOBaBLLEr0 B KNMHNUYECKOM UCCNeA0BaHNN IEKaPCTBEHHOrO Npenapara;

B) noBfekwem 3a coboli ycTaHoBAeHWe MHBanuaHoctu |l rpynnbl, NATbCOT TbicA4Y py6aei Ha
KaXk4oro naumeHTa, y4acTBOBaBLLEro B KNMHNUYECKOM UCCNeA0BaHNM IeKapCTBEHHOro Npenapara;

r) He noBneKwem 3a coboli ycTaHOBAEHMA UHBAIMAHOCTU, He Bosiee Yem TpUCTa Tbicad pybael Ha
KarK[0ro nauMeHTa, y4acTBOBaBLLErO B KIMHNUYECKOM UCC/Ief0BaHNKN IeKapCTBEHHOro npenapaTa, ucxoan
M3 HOPMaTMBOB, OTPAXKAlOLWMX XapaKTep U CTeneHb NOBPEXKAEHMA 3[40PO0BbA, a TaKke (aKTUYeCKu
NOHECEHHbIX NAaLMEHTOM PacxoA0B, Bbi3BaHHbIX MOBPEXKAEHUEM 340P0BbA, Ha MEANLMHCKYHO NOMOLLb,
npuobpeTeHne NeKapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatnn cuny c 1 uions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

7. CpoKk gorosopa 06s3aTe/IbHOrO CTPAXOBaHMA He MOXKET 6biTb MeHee, YemM CPOK MpoBeaeHUA
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KTMHNYECKOro nccnegoBaHnAa NeKapCTtBeHHOIo npenapara.

8. Ycnosus poroBopa 06s3aTe/IbHOrO CTPAxoBaHMSA, B TOM 4MCNe CTpaxoBble Tapudbl Mo
06s3aTeIbHOMY CTPaXxOBaHWIO, NepeyYyeHb HEeOBXOAMMbIX AOKYMEHTOB A/ OCYLLECTB/IEHUA CTPAaXOBOWM
BbINAaTbl, MOPAAOK YCTAaHOB/NEHWA CTpaxoBaTe/fem WHAMBUAYANbHOIO MAEHTUPUKALMOHHOIO KoAaa
naumeHTa, nopaaoK MHGOPMMPOBAHMUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBAEYEHHDBIX K KIMHUYECKOMY
MCCNeA0BaHUIO NEeKapCTBEHHOrO npenapaTta gna MeAMUMHCKOTO NpUMMeHeHMs NauMeHTax, NopsagoK
ynaTbl CTPAXxoBOWM NpemMun, NoOpAA0K peannsaumnmn onpeseneHHbix Hactoawmnm degepasbHbiM 3aKOHOM
n gpyrmumn depepanbHbIMU 3aKOHaMKU NpaB M 0bA3aHHOCTE CTOPOH MO A0roBopy 06fA3aTesibHOro
CTPaxoBaHMUA, a TaKKe HOPMATUBbI, OTpaKaloWMe XapaKTep W CTeneHb MNOBPEXKAEHWUA 340pPO0BbS,
YCTaHaB/MBAOTCA TUMOBbIMM NpaBMUAaMU 0643aTeIbHOIO CTPAXOBaHUSA.

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

9. B cnyyae npuUMHEHMA BPea XU3HM NaumeHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCe0BaHUK
NleKapcTBEHHOro npenaparta, Bbirogonpuobpertatenamu No A0roBopy 06s3aTe/bHOrO0 CTPaxoBaHMA
ABNAIOTCA TPpakgaHe, MMelLMe MpaBo Ha BO3MELLEHME Bpeda B C/y4yae CMEpPTM KOPMU/bLA B
COOTBETCTBUM C rPaskAaHCKMM 3aKOHOAATEIbCTBOM, MPU OTCYTCTBMM TaKUX rpakaaH - poauTenn, Cynpyr,
[AeTV yMepLlero nauneHTa, y4acTBOBaBLLEro B KAMHUYECKOM UCCe40BaHMM IeKapCTBEHHOTO Npenapara,
B C/ly4ae CMepPTU MaLMeHTa, y4acTBOBABLUErO B KIMHUYECKOM UCCe0BaHNM IeKapCTBEHHOro npenaparta
M HEe MMEBLUEro CamMOCTOATENIbHOIO [0X0Aa, - FPakAaHe, Ha WMKAMBEHUM KOTOPbIX OH HaxoAuncsa, B
OTHOLLEHMM BO3MELLEHUA PacxodoB Ha norpebeHue nauueHTa, y4acTBOBAaBLUErO B K/IMHUYECKOM
nccneao0BaHUM IEKapCTBEHHOrO Npenapara, - ML, MOHEeCcLIee TakmMe pacxopbl.

10. CrpaxoBaa BbiNjJaTa B CYET BO3MELWEHWA Bpeaa, MNPUYMHEHHOrO KU3HM NaLMUEHTa,
Y4acCTBOBABLUIErO B KJMHUYECKOM MCCNEeA0BAHMM NEKAPCTBEHHOrO Npenapara, pacnpesensaerca mexay
BblrogonpunobpeTaTeNaMmn NPONOPLUOHANIBHO NX KOIMYECTBY B PABHbIX SONSX.

11. MNpwu HacTynaeHUM CTPaxoBOro c/yyasn NaumeHT, y4acTBOBaBLUNIA B KNIMHNUYECKOM UCCIeA0BaHUU
NleKapCTBEHHOrO  npenaparta, BbirogonpuobperaTesb  BNpasBe NPeabaABUTb  HEMOCPELACTBEHHO
CTPaxoBLUMKY TpeboBaHME O BO3MELLEHMMU NPUYMHEHHOTO Bpesa. CTpaxoBas BbinaaTa OCYLLECTBAAETCS
CTPaXOBLMKOM B TEYEHWME TPUALATM OHEN CO AHA NPEeACTaBAeHNA HEOBXOAUMbIX 4OKYMEHTOB. MauneHT,
Yy4YacTBOBABLUMI B KNMHNYECKOM UCCAeA0BaHMM NEKAapCTBEHHOrO Npenapara, au BbirogonpuobpeTatens
06s3aH COOBGWMTb CTPaxXOBLWMKY ANA OCYWECTBAEHWUA CTPaxoBOM BbINAAThl  MHAMBUAYA/bHbIN
NOEHTUOUKALMOHHBIA KOg, NauMeHTa, YCTaHOBMEHHbIA CTpaxoBaTe/lieM B COOTBETCTBUM C TMUMOBbIMMU
npasuaamm 06A3aTeNbHOro CTPaxoBaHMA.

12. [Jo nonHoro onpepeneHna pasmepa nogsexawero BO3MELWEHUIO Bpeaa CTPaxoBWMK NO
3aABJIEHUIO NMNaUMEHTa, y4aCcTBOBaBLIEro B KIMHNYECKOM UccnenoBaHM NeKapCTBEHHOIo npenapata, naun
3aAB/IEHUIO Bber,ﬂ,OﬂpMOﬁpeTaTeﬂﬂ BMpaBe OCyL.,eCTBUTb YacCTb CTanOBOVI BbiNNaTbl, COOTBETCTBYHOLLYO
d)aKTMLIECKM OI'IpEAEI'IGHHOI?I 4aCT NPUYNHEHHOTO Bpea.

13. CTanOBaFI BblM1aTa B COOTBETCTBUM C A4OITOBOPOM obnasaTenbHOro CTpaxoBaHUA OCyLecTBiAETCA
HE3aBUCMMO OT BbIN1aT, NPUYNTAOWNXCA MO APYITMM BUOAM CTPaxXOBaHUA.

14, He ponyckaeTcA yyacTMe nMaumMeHTa B MNPOBEAEHMM KAMHMYECKOro UccienoBaHuA
NNEKapPCTBEHHOIO Npenapata Npu OTCYyTCTBMUM A0roBOpPa obA3aTenbHOro CTpaxXxoBaHUA.

15. KOHTpO/b 3a MCMOAHEHMEM OpraHusauuen, NoAyyMBLIEN paspelleHWe Ha OopraHu3auumio
nNpoBeAeHNUA  KAMHMYECKOrO MCCNeAO0BaHMA  NeKapCTBEHHOro Mpenapata  Ans  MeAWMUMHCKOro
NPMMEHEHWA, YCTAHOBJEHHOM HacToAWelN cTaTbeit 06s3aHHOCTM MO 06sA3aTe/lbHOMY CTPaxoBaHWIO
KM3HM, 3[0pOBbA NaLMeHTa, y4yacTBylolero (yyacTBOBaBLUEro) B K/JAMHWYECKOM MCCNEA0BaHUM
NIeKapCTBEHHOrO  npenapaTa,  OCYWECTBAAETCA  YMNOJHOMOYEHHbIM  deAepanbHbiM  OpraHoOM
WCMONHWUTENbHOW BNACTM, BblAABWMM paspelleHre Ha MPoBeAeHWE KAMHUYECKUX UCCNedoBaHWi
NeKapCTBEHHbIX NPenapaToB 418 MegUUMHCKOTro NPUMEHeHUs.
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Fnasa 8. NTPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. NponsBoACTBO IEKAPCTBEHHbIX CpeacTs

1. MNpon3BoACTBO /IEKAPCTBEHHbLIX CPEACTB AO/MKHO COOTBETCTBOBATb TPeboBaHWAM nNpaBua
HaZneXKalen npou3BOACTBEHHOM MPAKTUKK, YTBEPKAEHHBIM YNOJHOMOYEHHbIM  deaepanbHbiM
OpPraHoOM MCNOAHUTENBbHOW BAAcTU. OcOBeHHOCTM Nepexoaa NPOM3BOACTBA OTAE/bHbIX NEKAPCTBEHHbIX
CPeACTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NPaBUA HaaNexallell NPOU3BOACTBEHHOM
NPaKTUKK ycTaHasameatoTcA [MpasutenbctBom Poccuitickonnt ®depepaumm. Bblgava 3akAoyeHMid o
COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexalen
NPOn3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3ynbTaTamM WMHCNEKTUPOBAHWA Npou3BOAUTENEN
JIeKapCTBEHHbIX CPEACTB B NOpAAKe, ycTaHOBAeHHOM [pasuTenbctBom Poccuitickoit Pepepaumn. Pasmep
naaTbl 3@ Bblgayy 3aKJOYEHUA O COOTBETCTBMU MPOM3BOAUTENA IEKAPCTBEHHbIX CPeACTB TPeboBaHUAM
npaBun Hagafaexallei nNpousBOACTBEHHOM MPaKTUKM ycTaHaBnamBaeTcAa [pasutensctBom Poccuiickoit
depepaunn. Mopasok OpraHM3aLUM U NPOBELEHUA MHCMEKTUPOBAHMA NPOMU3BOAMTENEN JIEKAPCTBEHHbIX
cpeAcTB Ha cooTBeTcTBME TpeboBaHMAM MpaBuA  Hajg/exalwelh npou3BOACTBEHHON MPAKTUKK
ycTaHasnmeaetca MNpasutennctsom Poccuiickon degepaumm.

(B pea. PepepanbHbIx 3aKOHOB OT 25.06.2012 N 93-®3, 07 22.10.2014 N 313-$3, 07 22.12.2014 N 429-03)

2. Tpou3BOACTBO NEKApCTBEHHbIX cpeacTs B Poccuiickon Pepepaummn  ocyllecTeaseTcs
NPOW3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, UMEIOLWMMU JINLEH3NIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. MNoAaTBeprKAeHME COOTBETCTBMA JIMLEH3MATA NPaBMAAM HaA/ieallei npousBOACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PaMKaX JIMLLEH3MOHHOTO KOHTPO/IA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoit Pegepaumm ¢ yueTom 0CO6EHHOCTEM, YKa3aHHbIX B YacTh 1 HacTosLWEeN cTaTbM.

(8 pea. PegepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2.1. OnAa ueneit NULEH3UPOBAHMA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN MeANUMHCKOro
NPUMEHEHUA U MHCNEKTUPOBAHUA CyObeKTOB ObpalleHUs IeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  MNpaBUA  Hagne)Kalleh npou3BOACTBEHHOM  NpPaKTUKM  deaepasnbHblii  opraH
WCNOJIHUTENbHOM  BAACTM, OCYLLECTBAAOWMIA  FOCYSAPCTBEHHYIO  PErncTpaumio  IeKapCTBEHHbIX
npenapaToB AN MeAULNHCKOrO NPUMEHEHUs, NpeaocTaBaseT deaepasbHOMY OpraHy UCNOJIHUTENbHOM
B/1ACTU, ocyLLecTBasOWweMy peaepanbHblii roCyAapCTBEHHbIA IULEH3MOHHDBIN KOHTPO/Ib AEATENbHOCTU
Nno Npou3BOACTBY /IEKAPCTBEHHbIX CPEACTB AN MeAULNHCKOIO NPUMEHEHWs, Mo ero 3anpocy B pamMKax
MEXKBEA0MCTBEHHOIO MHPOPMALMOHHOIO B3aMMOAENCTBMA B NOPAAKE, YCTAHOB/IEHHOM deaepasbHbiM
OpPraHOM UCMONHWUTENBHOW BAACTU, OCYLLECTBAAIOWMM NNLEH3MPOBAHNE NMPON3BOACTBA EKAPCTBEHHbIX
CPeAcTB ANA MEeAMUMHCKOTO NpUMEeHeHua, UM deaepanbHbIM OpPraHOM WCMOJIHUTENbHOW BAaCTy,
OCYLLECTBAAIOWMM TOCYAAPCTBEHHYIO PErucTPaLMIo NeKapCTBEHHbIX MPenapaToB ANs MeAMUMHCKOro
NPMMEHEHWA, Ceaylolme CBeAEHMA O IEKAPCTBEHHbIX CPeACTBaX (B TOM YMC/e B Cayyae, ecaun Takue
CBEAEHUA COCTABMAT KOMMEPYECKYIO TaliHy):

1) B oTHOWEHUM hapMaLEBTUYECKON CyBCTaHUMKN MAM GpapMaLLEBTUYECKUX CyOCTaHUMIA, BXOAALLMX
B COCTaB /IEKAPCTBEHHOrO Npenapara (3a UckatoueHnem bapmMaLeBTUYECKUX Cy6CTaH UMM, BKIOUYEHHbIX B
rocyZapCTBEHHbIM peecTp /IeKAPCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbel 34 HacTosLiero
denepanbHOro 3aKoHa):

a) HaumeHoBaHKe dapmaLeBTUYECKOM cybCcTaHLMK, ee CTPYKTypa, obLme CBOICTBa;
6) HanmeHOBaHWe 1 aapec NPOM3BOAMUTENS;

B) TEXHONOINMA Npon3sBoAacTtea C onncCaHnem CTa/.'l,Mﬁ npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaaAnAX NpounsBoacCTBa;

I') onncaHume paapa60TKM npouecca npon3soacTea;

,D,) OonncaHme KOHTPOIA KPUTNYHECKUX CTa,D,VIﬁ npon3soAacTea n HpOME)KYTOqHOP’I npPpoAYKLUUN;
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€) AOKYMeHTa/IbHOE NOoATBEPKAEHME (BanMaaLma) NPoLLECCOB U (MIM) NX OLLEHKa;
) CBOWMCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneumdmrKauma Ha papmaLeBTUYECKYIO CyOCTaHLMIO U ee 0B6OCHOBAHME;

K) dHaanTn4yeckne MmMeToankKkn, wUucnosiblyemblie npun ocyuwecrBieHnn KOHTPONA KayecCTBa
dapmaueBTMUecKon cybcTaHLmu;

N) AOKYMeHTafibHOoe NoATBepKaeHue (Banuaaumusa) aHaMTUYECKMX MeTOAMK, UCMONb3yeMblX Npu
OCYLLEeCTBNEHNN KOHTPOIA KadecTBa papmaLieBTUYECKoW cybcTaHUMu;

M) pe3ynbTaTbl aHann3a cepuii dapmaL,eBTUYECKOW cybCcTaHUMK;

H) NepeyeHb CTaHAAPTHbIX 06Pa3LOB WM BELLECTB, UCMO/Ib3YEMbIX NPW OCYLLECTBAEHUU KOHTPOA
KayecTsa;

0) onMcaHmMe xapaKTepMUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepm1asioB U YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 CTabUAbHOCTU PpapMaLLEBTUYECKON CyBCTaHUNM;
p) CPOK rogHoOCTY;

2) B OTHOLIEHWUM PpapMaLEBTUYECKMX CyBCTaHLMIM, BXOAALIMX B COCTAB JIeKapCTBEHHOrO npenapara
N BKJ/IIOYEHHbIX B rOCYAAPCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbei 34
HacTosllero defepanbHOro 3aKOoHa:

a) HaumeHoBaHKe dpapmaLEeBTUYECKOM CybCTaHLMK, ee CTPYKTypa, obuime CBOICTBa;
6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHaM3a cepuii papmMaLeBTUYECKON CybCcTaHUMu;

r) CpoK rogHocTy;

3) B OTHOLLEHUWN NEKAPCTBEHHOTO NpenapaTa 411 MeANLUHCKOro NPUMEHeHNn:

a) onucaHue 1 CoCTaB NeKapCTBEHHOrO NpenapaTta A8 MeAULMHCKOTO NPUMEHEHUS;

6) onucaHuMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BbibOpa cocCTaBa, MNepPBUYHOWN
YyNaKoBKu);

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

l') ONMnCaHmne KOHTPOAA KPUTUYECKUX CTa,D,Ml)'I npouecca npomsBoacTtBa wu rlpOMe)'KYTO‘-IHOﬁ
NpoAyKLMM;

[) HaMeHOBaHWe M aApec MecTa OCyLLEeCTBAeHMA NPOU3BOACTBA IeKapcTBEHHOro Npenapara Ann
MeAMLMHCKOrO NpUMEHEHUA (B CAydae HaAMuMA HECKONbKMX YYaCTHMKOB mpouecca Npou3BOACTBA
YKa3bIBaeTCA KaXKabli U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

)K) MMKpO6VIOJ'IOI'VI‘-IECKVIe XapPaKTEPUCTUKH;



3) MaTepuanbHbI banaHc 4N NPoOU3BOACTBA CEPUU TOTOBOrO NPOAYKTa;

1) onucaHue xapakTepmUCTUK 1 CBOMCTB YNaKOBOYHbIX MaTepPUanoB U YKYNOPOUHbIX CPeacTB;

K) lIOKYyMeHTalbHOe NoATBepKaeHue (Baanaauma) npoLeccos Npon3BoacTsa u (Man) X oLeHKa;
N) TpeboBaHMA K Ka4ecTBy BCMOMOTraTe/IbHbIX BELLLECTB;

M) dHaIUTU4eCKne meToanKun, wucnosblyemble Mpn OCywecCcTtBlieHNMN KOHTPO/IA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMeHTanbHoe NoATBepXaeHue (Banuaaums) aHaAUTUYECKUX MEeTOAMK, UCNOAb3yeMbIX Npu
OCYLLEeCTBNEHNN KOHTPOJIA KayecTBa BCOMOraTe/ibHbIX BELLEeCTB;

0) UHoopmaumsa o6 MCNoAb30BaHMM BCMOMOTATENbHbIX BELLECTB YE/I0BEYECKOTO M YKMBOTHOIO
NPOUCXOXKAEHMA;

n) MHPopmaLma 06 UCNONb30BAHMM HOBbLIX BCMOMOTaTe/lbHbIX BELLEeCTB;

p) TpeboBaHMA K KauyecTBy /IEKAapCTBEHHOro npenapata AA8 MeAWULMHCKOro npuMeHeHus
(cepTuduKar, cneumdpuKkauma Ha NeKapCTBEHHbIN NpenapaT U UX 06oCHOBaHME);

C) dHaUTU4YECKne MeToaunKHn, ucnosablyemble nNpuU OCYWECTBIEHUN KOHTPONA Ka4ecCTBa
NeKapCTBEHHOrO npenaparta Ana mMeagnumnHCKOro npunmeHeHuaA,

T) AOKYMeHTabHOe noATBepaeHune (Banngauma) aHaAUTUYECKUX METOAMK, UCNO/b3yeMbliX Mpu
OCYLLECTBNIEHMUM KOHTPOIA KayecTBa /IeKapcTBEHHOrO npenapaTa AA8 MeANLMHCKOro NPUMEHEHNs;

Y) pe3ynbTaTbl aHa/IM30B Cepuii IEKAPCTBEHHOTO NpenapaTta A4/11 MeAULUMHCKOro MPpUMeHeHUS;
&) xapaKkTepucTuKa Nnpumecen;

X) nepe4vyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNONb3yeMbIX NMPU OCYyLLECTBNEHUN KOHTPO/A Ka4yecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHua,

L) AQHHble 0 CTabMALHOCTM IEKAaPCTBEHHOTO NpenapaTta 418 MeAULUMHCKOrO NPUMEHEHWA.
(yacTtb 2.1 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. [pou3BOACTBO /iIeKApPCTBEHHbIX CPEACTB OCYLLeCTBAAeTca ¢ cobaogeHnem TpebosaHuit
MPOMBILLIEHHOTO PernameHTa, KOTOPbIA YTBEPKAAETCA PYKOBOAUTENEM NPOMU3BOANTENA IEKAPCTBEHHbIX
CPeacTs W BKAOYaeT B cebsA nepeyeHb WCNOJb3yemblx $apmaueBTUYEecKUx cybcTaHumMii u
BCMOMOraTe/ibHbIX BELLECTB C YKa3aHMEeM KOMYECTBA KarKAOro M3 HUX, AaHHble 06 MCMonb3yemom
obopyaoBaHUKM, ONUCaHME TEXHONOrMYecKoro mnpouecca WM MeTOA4O0B KOHTPOASA Ha Bcex 3Tanax
NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB.

4. Mpy NPON3BOACTBE JIEKAPCTBEHHbIX NPenapaTos 418 MegULUMHCKOro NPUMEHEHNA NCNO/b3YoTCA
dapmaueBTUyeckme cybCTaHLMKM, CBeAeHMA O KOTOPbIX COAEPMKATCA B rOCYAapCTBEHHOM peecTpe
NEeKapCcTBEHHbIX CPeACcTB  A1Aa  MeAMUMHCKOro  MNMpUMeHeHua U1 (Man)  eaMHOM  peecTpe
3aperncTpUpoBaHHbIX N€KAPCTBEHHbIX CpeacTB EBPa3sMinCKOro 3KOHOMMYECKOro COH3a, 33 UCKAUYEHEM
dbapmaueBTUYecKMx cybCcTaHLmMi, NPON3BOANMbIX ANA NPOBEAEHMUA KANHUYECKUX UCCeaoBaHUIt U (Maun)
ANA 3KcnopTa. [pu NpPoM3BOACTBE /IEKAPCTBEHHbIX CPEACTB A/ BETEPMHAPHOTO NPUMEHEHUA
MCMoNb3YOTCA GpapmaLLeBTUYECKNE CYDOCTaHL MK, CBEAEHUS O KOTOPbIX COAEPIKATCA B rOCYAapCTBEHHOM
peecTpe /IeKapCTBEHHbIX CPEACTB 417 BETEPUHAPHOTro NPUMEHEHUs, U (MIK) rocysapcTBEHHOM peecTpe
NEKapCTBEHHbIX  CPeACTB AN MEAUUMHCKOrO  NpuUMeHeHusa, W (Man)  eauMHOM  peecTpe
3aperucTpupoBaHHbIX BETEPUHAPHBIX JIEKAPCTBEHHbIX MpenapatoB EBPasMMCKOro 3KOHOMMYECKOro
COl3a, M (MaM) eaMHOM peecTpe 3aperMcTpUpOBaHHbIX JIEKAPCTBEHHbIX cpeacTs EBpasuiickoro
3KOHOMMYECKOro COl03a, 33 WCKAoYeHMeM ¢apmMaLeBTUYECKUX CybCTaHUMiA, NPOU3BOOUMbBIX AAA
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NpPoBeAEHMA KAMHWYECKMX uccnegoBaHMn W (Man) pna akcnopTa. K npoueccy npomsBoacTBa
dapmaLeBTMUYECKOWN CyBCTaHUMM OTHOCATCA NtoOble CTaAMM TEXHONOMMYECKOro NpoLLecca, No3BoAoLWMe
Mosly4nTb FOTOBLIM NMPOAYKT, COOTBETCTBYOWMIA TpeboBaHMAM dapMaKonelHoW cTaTbM, B TOM 4yucae
depmeHTaums, SKCTPaAKLUSA, OYUCTKA, BblaeNeHNE, NEePEKPUCTANIM3ALMSA, BbICYLUMBAHUE, U3MESIbYEHME.
B cnyyae HeobxogMMOCTM MCNONBL30BaHMA 3TUNOBOrO CNUPTa, B TOM uucie dapmaueBTUYECKOM
cybCTaHUMM cnupTa 3TUAOBOro (3TaHoNa), NPUM MPOU3BOACTBE NEKAPCTBEHHbLIX CPEACTB B KayecTse
OENCTBYIOLLErO U (M1N) BCMOMOraTe/IbHOrO BELLECTBA, a TaKXKe B UHbIX TEXHO/IOTMYECKUX Lenax A0KHA
6bITb MCMONb30BaHa TONbKO dapMaLeBTUYECKas CyOCTaHLUMA CNMpTa 3TUI0BOrO (3TaHoN).

(B peq. ®epepanbHbix 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. lMepevyeHb NEKAPCTBEHHbIX MNPenapaToB A1 MeAUUMHCKOro NpUMEeHeHWA, B OTHOLWEHWUU
KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K 06bemy Tapbl, YNnakoBKE W KOMMNAEKTHOCTU, NepeyeHb
JIeKapCTBEHHbIX MPenapaToB 419 BETEPUHAPHOTO NPUMEHEHMA, B OTHOLIEHUN KOTOPbIX YCTaHABNBAKOTCA
TpeboBaHMA K obbemMy Tapbl, @ TaKKe TpeboBaHWA K 0Obemy Tapbl, YNaKOBKE U KOMMIEKTHOCTU
JNIEKapCTBEHHbIX MNPEenapaToB AAA MELULMHCKOrO MNpUMEHeHus, TpeboBaHMA K o6bemy Tapbl
JNIeKapCTBEHHbIX NpenapaTtoB A1 BETEPUHAPHOrO NMPUMEHEHUS ONpPeaenatoTcA COOTBETCTBYHOLMMMU
YNONHOMOYEHHbIMU defiepanbHbIMM OpraHamMu UCMNONHUTENIbHON BNACTU B NOpPALKE, YCTAHOBNEHHOM
Mpasutenbctsom Poccuiickon ®epepauymn.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLLeCTBAAIOWME NPOU3BOACTBO dapmaLeBTUYECKOM cybcTaHUuMM cnmpTa
3TUNOBOrO (3TaHOMa) ANA MPOM3BOACTBA CMMPTOCOAEPMKALLUMX NIEKAPCTBEHHbIX MpenapaToB, 06a3aHbI
OCYLLECTBNATb YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbAmMMU 8 U 14 depepanbHOro 3akoHa oT 22 HosbpsA
1995 roga N 171-®3 "O rocygapcTBEeHHOM PEryIMpoBaHnKM NPomn3BoACTBa M 060pOTa STUIOBOMO CNUPTA,
a/NIkOroNIbHOW W cnupToCoAEepXallei npoaykuMm u o6 orpaHuyeHun noTpebneHua (pacnutus)
afIkoronbHoM npoaykuumn'. NMponssoacTBo dapmaLleBTUYECKOW CybCcTaHLMM CNUPTa 3TMN0BOTO (3TaHoa)
OONYCKaeTca TOJIbKO OpraHusaumein, OCyLLecTBAAIOWEN NPOM3BOACTBO PEKTUPUKOBAHHOIO 3TMUIOBOTO
cnupTa W3 MULLEBOTO CblPpbA Ha OCHOBAHMWU JINLEH3MW HA NPOM3BOACTBO 3TMIOBOrO CAMPTA AAA
npoussoacTsa ¢dapmaueBTUYECKOW CcybCcTaHUMM ChnMpTa 3TWIOBOMO (3TaHoMa) B COOTBETCTBUM C
TpeboBaHMAMMN PepepanbHOro 3akoHa oT 22 HoAbpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryinMpoBaHnMM NpomM3BOACTBA M 0OOpOTa 3TMNOBOrO CNMPTA, aNKOrOJIbHOM M CAMPTOCOAEpPXKALLEN
npoaykuMmM u 06 orpaHuyeHun noTpebneHMa (pacnuTus) anKoronbHOM npoAykuuun', metomom
pa3BefeHns BOLOW OYMLLEHHOM TaKoro sTU/0BOro CNMPTa, NPOM3BEAEHHOrO AAaHHOW OpraHusaumen no
MECTY OCYyLLEeCTBAEHMA NPOM3BOACTBA papMaL,eBTUYECKOM cybCTaHL MM CIMpTa 3TUA0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PenepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. UHamnBuayanbHble NPeanpuHUMATENIN U IOPUANYECKME NNLA, OCYLLECTBAAIOLWME 3aKYMNKy U
ncnosb3oBaHWe dapmaLeBTUYECKOW CybCTaHLMM CnMpTa 3TUI0BOTO (3TAHOANA), @ TaK¥Ke NPOM3BOACTBO,
nsrotosneHne w (MamM) o60poT (33 WCKAOYEHMEM PO3HUYHOM MPOAANKM) CMUPTOCOLEPHKALLMX
JIeKAPCTBEHHbIX NpenapaToB, 00A3aHbl OCYWECTBAATb MX Y4YeT M AeKJapupoBaHME B MNOPSAKe,
YCTAHOB/IEHHOM cTaTbaMn 8 M 14 depepanbHOro 3akoHa ot 22 Hoabpa 1995 roga N 171-93 "O
rocyapCTBEHHOM pPEryJiMpoBaHUM MNPOM3BOACTBA M 0060OpPOTa STUIOBOrO CAMPTA, a/JIKOTOJIbHOW U
cnupTocoaep Kalei NpoAyKuumn 1 0b orpaHuyeHMM noTpebaeHua (pacnuTra) ankoronbHoM NpoayKumn'.
(yacTb 4.3 BBegeHa deaepanbHbim 3aKoHOM 0T 29.07.2017 N 278-93)

4.4, MNpu NpPOU3BOACTBE JIEKAPCTBEHHbLIX MNPENnapaToB A/1a BETEPUMHAPHOTO NPUMEHEHUA
[JOMYCKAeTca WCNo/Mb30BaHWE MNPOM3BEAEHHbIX A1A peanusaumm $apmaLeBTUYECKUX CybCcTaHuui,
BK/IHOYEHHbIX B FOCYAAPCTBEHHbIA PEecTp NEeKapCTBEHHbIX CPeACTB YNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM  MUCMONHWUTENbHOM BNAcCTM, OCYLUECTBAAIOWMM BeAEHMEe [OoCyAapCTBEHHOro peecTtpa
NeKapcTBeHHbIX CPeACTB AN MeAULMHCKOro NPUMEHEHMS.

(yacTb 4.4 BBepeHa desepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3)

5. 3anpewaeTca Npou3BOACTBO:
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1) nekapcCTBEHHbIX CPeACTB, CBeAEeHUA O KOTOPbIX He COAep’KaTcs B rocylapCcTBEHHOM peecTpe
NIeKapCTBEHHbIX CPeACTB ANA MEeAUUMHCKOTO NPUMEHEeHMs, U (MaM) rocydgapCTBeHHOM peecTpe
NIeKapCTBEHHbIX CPeACTB  ANA  BeTepMHapPHOro  nNpuMeHeHus, ©W  (Man) eauHom  peecTpe
3aperncTpUpoBaHHbIX 1eKapCcTBEHHbIX cpeacTB EBpasmnincKoro sKoOHOMMYECKOro cotsa, U (Mam) eaguHom
peecTpe  3apermcTpupoBaHHbIX  BETEPUMHAPHbIX  JIeKapCTBEHHbIX  npenapatoB  EBpasuiickoro
3KOHOMMYECKOrO COl03a, 33 UCKNOYEHMEM NIeKapCTBEHHbIX CpeacTB, NPOU3BOAMMBIX ANA NpoBeaeHUs
KAMHUYECKUX UCCNeloBaHUI AW ANA SKCNOPTa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbcnpULMPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX cpeacTs 6e3 NNLEH3UU Ha NPOU3BOACTBO IEKAPCTBEHHbIX CPeACTB;

4) NEKapPCTBEHHbLIX CpeacTtB C HapyweHuem npasus OpraHmn3aulmMn npomsBoactBa M KOHTPOAA
Ka4yecCTBa /IeKapCTBEHHbIX CPEACTB,

5) ytpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-03;

6) cnupTocoAep:KallnX NEeKapCcTBEHHbIX MPernapaToB MO MECTY OCYLeCTBAeHMA MNPOU3BOACTBA
dapmaLeBTMYECKON CcybCTaHUMM cnnpTa 3TUAOBOrO (3TaHona) U (MAK) MO MecCTy OcCyLLEeCTBAEHUS
NpoM3BOACTBA 3TU/I0BOrO CNNPTa;

(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 ctapoit pegakummn ®3 cooTBeTcTBYET HOpMe . 2 cT. 14.1 HoBOWM
pefakumnm.

7) dapmaueBTMyecKon cybcTaHUMM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnupTocoaeprKalmx
JIeKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM O060pPYyA0BaHUM A/a MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, yKasaHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocynapCTBEHHOM pPeryinMpoBaHMM MNpPOU3BOACTBA M 060OpPOTa 3TMIOBOrO CNMPTA,
a/IKOTONbHOM U CNMPTOCOAEpPXKALLEe NpoayKUuMM M 06 orpaHudeHun noTtpebneHua (pacnutus)
a/IkorosibHOM npoayKumn'.

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

6. MNpv BBOAE /IEKAPCTBEHHbIX CPEACTB B TPaXAaHCKMA 060POT YMNOJHOMOYEHHOE JSIMLO
NPOM3BOAUTENA IEKAPCTBEHHbIX CPEACTB OCYLLECTBAET NOATBEPKAEHME COOTBETCTBUA JIEKAPCTBEHHbIX
cpeacTs TpeboBaHUAM, YCTAaHOB/EHHbIM NPWU WX FOCYAAPCTBEHHOW PEerMcTpauuun, M rapaHTMpyeT, yTo
NeKkapcTBeHHble CpeacTBa MPOM3BeAeHbl B COOTBETCTBUM C TpeboBaHMAMKM NpaBuA Hagaexallein
NPOM3BOACTBEHHOM MPAKTUKMN.

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

7. YNO/IHOMOYEHHbIM NLOM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB ABASETCA ero PaboTHMUK,
aTTECTOBAHHbIN B YCTAHOBAEHHOM YNOJHOMOYEHHbIM desepasibHbIM OPraHOM UCNONHUTENbHOM BNACTH
nopsaaKke U UMELLMIA CTaxK paboTbl HE MeHee Yem NATb J1eT B 061acTK NPou3BoACTBa M (MAK) KOHTPOAA
KauyecTBa JIeKapCTBEHHbIX CPeACTB, BbicLee 06pa3oBaHMe COOTBETCTBEHHO MO O4HOM U3 cneuuansbHocTel
n (MnKn) oAHOMY M3 HanpaB/ieHUIt NoATOTOBKN: B1osiorus, 6UOTEXHONOIMA, BETEPUHApUA, BEeTEPUHAPHO-
CaHWTapHaA 3KCNepTM3a, KAMHMYECKas MeaMUMHA, PaduvaLMOHHan, XMMUYeckas M Buonoruyeckas
3awmTa, bapmaums, dyHaameHTasibHaa MeanLMHa, XMMUYECKasa TEXHONOTUA, XUMUS.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-3, o1 02.08.2019 N 297-93)

8. Mpoun3BoaMTEeNN NEeKAPCTBEHHBIX CPEACTB (3a MUCKAtoYeHMem dapmaL,eBTUUECKOoM cybCcTaHLum
CNMpTa 3TUNOBOrO (3TaHONA) MOFYT OCYLLLECTBAATb NPOAAXKY IEKAPCTBEHHbIX CPEACTB AU NepeaasaTb UX
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B YCTAHOB/IEHHOM 3aKoHOZaTeIbcTBOM Poccuiickoit deaepaunm nopsake:
(B pea. PegepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npou3BoANTENAM NeKapCTBEHHbIX CPeACTB ANA NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTs;
2) opraHun3aLUmMam ONTOBON TOProB/v IEKapPCTBEHHbIMW CpeacTBaMu;

3) anTeyHbiM OpPraHU3aUMAaM, BeTEepPUHAPHbIM anTeYHbIM OpPraHU3auuam, WHAUBUAYANbHbIM
npeanpuHUMaTenam, UMeLWnUmM AnLEeH3nI0 Ha GapmaLeBTUYECKYID AeATeNbHOCTb WA INLEH3UI0 Ha
MeANLMHCKYIO AeATeNbHOCTb;

4) Hay4YHbIM OpraHM3aLMaM ANA HayYHO-UCCAeA0BaTeNbCKOM paboThl;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MEeONLNHCKUM OpraHn3aunam n BETEPUHAPHbIM OPraHn3aumnam;

6) opraHusauMamM W MHAMBUAYANbHbIM MPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBedeHue,
BbipalllMBaHME W COAEPNKAHUE IKMBOTHbIX (33 WCKAOYEHMEM MNpoJarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMA AU UX Nepenaun);

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

7) vcnbiTaTeNbHbIM NabopaTopuaM (LeHTpam), NPOBOAALMM WMCMbITAaHUA B 0611aCTM KOHTpOAA
KayecTBa J1IEKAPCTBEHHbIX CPeACTB, aKKPeAUTOBaHHbIM B COOTBETCTBMM C 3aKOHOZATENbLCTBOM
Poccuiickolt ®epepaumm 06 akKpeaUTaLUUKM B HAUMOHANLHOM CUCTEME aKKpeaUTaLmu.

(n. 7 BBegeH ®epepanbHbiM 3akoHOM oT 04.08.2023 N 428-03)

9. Mpoussoantenn ¢apmaLeBTUYECKON CyBCTaHUMKM chivMpTa 3TMAOBOrO (3TaHosa) 06s3aHbI
OCYLLECTBAATb peannsaumio (nepegaydy B yCTaHOBAEHHOM 3aKoHOAaTeNbcTBOM Poccuiickolt degepaumm
nopagke) dapmaueBTMYECKOW  CyOCTaHUMM  CNMPTA  3TWIOBOFO  (3TaHosMa) NpoM3BOAMTENSM
JIeKapPCTBEHHbIX CPEACTB 415 NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOU3BOAUTENSAM (M3rOTOBUTENAM)
MeANLMHCKNX U34ennii Ana NPon3BOACTBa U U3FOTOBAEHUA MEANLNHCKUX U34Ee/UA B @MKOCTAX 06bemom
He 6onee 1 autpa u (unn) He meHee 1000 NUTPOB, @ OPraHU3aLMAM, YKa3aHHbIM B MYHKTax 3 - 5 1 7 YyacTu
8 HacToALLel CTaTbk, B Tape obbemom He Bonee 1 anTpa.

(yactb 9 BBegeHa denepanbHbiM 3aKkoHOM OT 29.07.2017 N 278-93; B pea. PeaepanbHbix 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-d3, o1 04.08.2023 N 428-3)

10. Peanusauma (nepefaya B YCTaHOB/NEHHOM 3aKoHOZaTe/NbCTBOM Poccuitickoit degepaumm
nopagke) dapmaueBTUYECKOM cybCcTaHUMM CcnUpTa 3TUIOBOrO (3TaHONA) OpraHM3auusam ONTOBOM
TOProB/IY NIEKAPCTBEHHBIMW CPEeACTBAMM HE JOMNYCKaeTCA.

(yacTb 10 BBeAeHa deaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3KK PapmaLeBTUYECKON CyOCTAHLMM CNMPTa 3TUIOBOTO (3TAaHO/A) OCYLLECTBAAIOTCA C
cobnogeHnem TpeboBaHWUM, YCTaHOB/IEHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbk 9 depepanbHoOro
3aKoHa OT 22 HoAbps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryanMpoBaHUM MPOU3BOACTBA U
060poTa 3TWIOBOrO CMWMPTA, ANKOTrOJIbHOM WM CNUPTOCOAEPIKallen MNpPoAyKUMM M 06 orpaHMYeHuu
notpebneHuns (pacnnTuaA) ankorosbHOM NpoayKumm".

(yactb 11 BBeaeHa ®esepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

Cratba 46. MapKMpoOBKa NeKapCTBEHHbIX CPeACTB

1. /lekapcTBeHHble MpenapaTbl, NpolleAwne rocyaapCcTBEHHY0 PerucTpaLmio B COOTBETCTBUMM C
TpeboBaHMAMM HacTosAwero denepanbHOro 3aKOHA, 3@ MCK/IOYEHMEM JIEKAPCTBEHHbIX NPenapaTos,
M3roTOB/IEHHbIX  aNTeYHbIMM  OPraHM3auMsAMKM, BETEPUHAPHBIMM  aNTeYHbIMM  OPraHM3aALMUAMMU,
UHOMBUAYANbHLIMW  MPEANPUHUMATENAMK, UMEIOWUMM  IMLEH3MI0  Ha  dapmaLeBTUYECKyto
AeATeNbHOCTb, A0/IKHbI MOCTYNaTb B 0bpalyeHne, ecau:

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)
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1) Ha wXx nepBUMYHOM YNaKoBKe (33 MWCKAOYEHMEM MNEPBMYHON YMNAKOBKU NEKAPCTBEHHbIX
pacTUTENbHbIX NPEenapaToB) XOPOLWO YMTaeMbiM LUPUDTOM Ha PYCCKOM fA3blKe YKasaHbl HaMMeHOoBaHMe
JIEKapCTBEHHOrO npenapata (meXAyHapoAHOEe HeMaTeHTOBaHHOE, WM  TPYMNMNUPOBOYHOE, WU
XMMMUYECKOE, U/ TOProBOE HaUMMEHOBaHME), HOMep cepun, AaTta BbiNycKa (419 UMMYHOBMONOTMYECKUX
JIEKapCTBEHHbIX MpPenapaToB), CPOK rogHOCTU, OA03UPOBKA WAW KOHLLEHTPaUMA, 06bem, aKTUBHOCTb B
eauMHNLAX AeNCTBUSA UM KOIMYECTBO 403;

(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 01 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOM (NOTPEBUTENbCKOM) YNIaKOBKE XOPOLLO YNTAEMbIM LPUGTOM Ha PYCCKOM A3blKe
yKasaHbl HaMMeHOBaHME /NeKapCTBEHHOro npenapata (mexKayHapogHoe HenaTeHTOBAaHHOe, WM
rPynnMpoBOYHOE, WM XMMMYECKOE W TOProBOe HaMMEHOBaHWS), HaMMEHOBaHWE NPOWU3BOAMUTENA
JIeKapCTBEHHOIO NpenapaTta, Homep cepun, gaTta BbiNycka (419 UMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapatos), HOMep PEerncTpPaLMoHHOIO YAOCTOBEPEHMS, CPOK TOAHOCTM, CMOCOO NpUMEHEeHwUs,
O03VMPOBKA WM KOHUEHTpauus, obbem, aKTUBHOCTb B e4MHMLAX OEeWCTBUSA NMBO KONM4YecTBO 403 B
YMaKOBKe, IeKapcTBeHHaA Gopma, YC/I0BUA OTMYCKA, YC/I0BUA XPaHEHUA, NpeaynpeauTesibHble Haamnucu.
(B pen,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. dapmaueBTUYECKME CYBCTaHUMM OO/MKHbI NOCTynaTb B ObpalleHue, eciiv Ha WX NepBUYHOM
YMaKOBKe XOPOLO YMTaeMbiM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAaMMeHOBaHWe GapmaL,eBTUYECKOM
cybcTaHuMM (MeXKayHapoaHOe HenaTeHTOBAHHOE, UAWN FPYNNUPOBOYHOE, UM XMMUYECKOE U TOProBoe
HauMeHOBaHUA), HAMMeHOBaHWe NPoM3BOAUTENSA PapPMaLLEBTUUYECKON CyBCTaHLMN, HOMEP CepUnN 1 AaTa
M3roTOBNIEHMA, KOJIMYECTBO B YNAKOBKE W eAUHULBI U3SMEPEHUA KOIMYECTBA, CPOK rOAHOCTM U YCA0BUA
XpaHeHus.

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

3. JlekapCTBeHHbIE CPEICTBa B KAYECTBE CbIBOPOTOK A0/IKHbI NOCTYNaTh B 06palleHmne C yKazaHuem
MBOTHOTO, N3 KPOBMW, N1a3Mbl KPOBM, OPraHoB 1 TKaHe KOTOPOro OHWU NOJIyYEHbI.

4. Ha BTOpPUYHYIO (MOTPEBOUTENbCKYIO) YNAKOBKY JIEKAaPCTBEHHbIX CPEACTB, MOYYEHHbIX U3 KPOBMY,
naasmbl KPOBM, OPraHOB M TKaHel YenoBeKa, f0NKHA HaHOCUTbLCA Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BMpYycy renaTtuta C M NOBEPXHOCTHbIN aHTUIeH BUpYca renaTtuTa B oTcyTctytoT".

5. Ha nepBUYHYO YNaKOBKY M BTOPUYHYIO (NOTPebUTENbCKYIO) YNaKoBKY paanodapmal,eBTUYecKmX
NleKapCTBEHHbIX CPeACTB A0MKEH HAHOCUTLCA 3HAK PaAMaLMOHHON ONAacHOCTY.

6. Ha BTOpMYHYO (NOTPEBUTENLCKYIO) YNaKOBKY FOMEONaTUYeCKUX NIeKapCTBEHHbIX MpenapaTos
[0J/1>KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpuYHylO (NOTpebuTenbcKylo) ynNakoBKY NEKAapCTBEHHbIX PaCTUTE/IbHbIX MpenapaToB
O0/KHA HAHOCUTbCA Haanuch: "MpoAyKLuMA NpoLwaa PaanaLMOHHbIN KOHTPOIb".

8. Ha nepBUYHY0 YNaKoBKy (ecnuM ANs 3TOro CyLecTBYeT TeEXHUYECKaa BOSMOMKHOCTb) U BTOPUYUHYHO
(noTpebutenbcKyo) yNakKoBKY /IEKAapPCTBEHHbIX MNPenapaTtoB, MpPeAHa3Ha4YeHHbIX ANA  KAMHUYECKUX
nccnenoBaHUM, AONKHA HAHOCUTBLCA HAaANKUCh: "[Na KAMHUYECKUX UccnenoBaHnin®.

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

9. YnaKoBKa NNEKapPCTBEHHbLIX CpeAacTs, npeaHasHa4YeHHbIX WCKAKYUTE/IbHO A4 3KCNOoPTa,
MapKnpyeTca B COOTBETCTBUN C Tp66OBaHMﬂMM CTpaHbl-MMmnopTepa.

10. Ha TpaHCMopTHytO Tapy, KOTOpas He MpeAHasHayeHa A4na notpebutenei M B KOTOpyLo
NMOMELLLEHO JIeKapCTBEHHOE CPEeACTBO, AO/IKHA HAHOCUTLCA MHGPOPMALMS O HaMMEHOBaHUM, cepuu
NIEeKapCTBEHHOTO CPeACTBa, [JaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (MOTPEBUTENbCKMX) YNaKOBOK
NleKapCcTBEHHOTO CpeacTBa, NPOM3BOAMUTENE JIEKAPCTBEHHOIO CPEACTBa C YyKasaHMeM HauMeHOBaHUA U
MECTOHaXOXAeHWA NPON3BOAUTENS IEKAPCTBEHHOIO CPEeACTBa (agpec, B TOM YMCae CTPaHa v (Mn) MecTo
NPOM3BOACTBA JIEKAPCTBEHHONO CPeACTBA), A TaKKe O CPOKe FroAHOCTU IeKapCTBEHHOMO CpeacTea M 06
YCNOBUAX €r0 XpaHeHUA N NepeBo3KM, Heobxoaumble npeaynpeanTesbHble HAANUCKU U MaHUNYAATOPHbIE
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3HaKWu.

11. Ha nepBuYHYIO YNAKOBKY M BTOPUYHYLO (MOTPebuUTeNbCKyIO) YNAKOBKY 1IEKAapPCTBEHHbIX CPEeACTB
ON17 BETEPMHAPHOTO NPUMEHEHWA A0/KHA HAHOCUTLCA HaANUCh: "7 BETEPMHAPHOTO NpUMeHeHuA".

12. Ha BTOpuuHylo (NOTPebUTENbCKYD) YNakKoBKY /eKapCTBEHHOro mnpenapaTa HaHOCUTCA
LITPUXOBOWM Koga,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO SEAEPALUIO U BbIBO3 IEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOMN GEAEPALUMU
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNMopAAoOK BBO3a JIEKAPCTBEHHbIX cpeacTB B Poccuiickyio Pepepauuio U BbiBO3a
NleKapcTBeHHbIX cpeacTB U3 Poccuiickoii Pegepauumn
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 neKapCTBEHHbIX cpeacts B Poccuitckyio depepaumio OCyWECTBAAETCA B MNoOpAaKe,
ycTaHoBMeHHOM [MpasutensctBom Poccuiickolt Pepepaumm, B COOTBETCTBMM C aKTaMM, COCTaBAAOLWMMU
npaso Coto3a, 1 (1K) 3aKoHOoAaTeNbcTBOM Poccuiickon Pegepaunn o TaMOXKEHHOM PEryIMPOBaAHUN.

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

KoHcynbTaHTlAKOC: NpumeyaHue.

[o 31.12.2024 poccUMACKMM NPOM3BOAMUTENAM Pa3peLleHo B YBEAOMUTENbHOM NOpPAAKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYeckMe cybCcTaHUuMM ANA BETEPUHAPHOTO MPUMEHEHUA ans
NPOM3BOACTBA 3aPErMCTPUPOBAHHbIX JIEKAPCTBEHHbIX cpeacTs (MocTaHoBneHMe MpaBuTenbcTBa PO ot
12.03.2022 N 353).

2. Beo3umble B Poccuiickyto denepaumio IEKapCTBEHHbIE CPeAcTBa [OJIXKHblI COAEp)KaTbCA B
rocygapcTBEHHOM peecTpe NEeKAPCTBEHHbIX CPeacTB, WINM eANHOM peecTpe 3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX  CpeacTtB  EBpPa3sMIMCKOrO  3KOHOMMYECKOro  COk3a, WU  eAWHOM  peecTpe
3aperncTpuUpoBaHHbIX BETEPUMHAPHbIX JIEKAPCTBEHHbIX NpenapaTtoB EBpPa3MiCKOro 3KOHOMMWYECKOro
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 n3meHeHua (O3 ot 30.01.2024 N 1-$3). Cm. byayLuyto pegakumio.

3. Jonyckaetca BBO3 B Poccuiickyto Peaepaumio KOHKPETHOM NapTUK 3aperncTpUpPoBaHHbIX U (Mn)
He3aperucTpUpPOBaHHbIX JIEKAPCTBEHHbIX CPeACTB, MpefHasHauyeHHbIX A/1A NPOBeAEeHUA KAMHUYECKUX
nccnefoBaHWU NIEKAPCTBEHHbIX MPEnapaToB, MPOBEAEHUA 3KCMepTU3bl JIEKAPCTBEHHbIX CPeacTB A/
OCYLLECTBNEHMA [OCYAAPCTBEHHOM PEerucTpaumm NeKapcTBEHHbIX NPenapaToB WMAM AAA OKasaHuA
MEAMLMHCKOM MOMOLWM MO KM3HEHHbIM MNOKA3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUK
paspelleHmns, BblAaHHOTO YNO/JHOMOYEHHbIM ¢eaepanbHbIM OPraHOM MCMOAHUTENbHOM BAACTM MO
3aAB/IEHNAM /ML, YKa3aHHbIX B cTaTbe 48 HacTosAwero ®esepanbHOro 3akoHa. PaccmoTpeHuMe Takoro
3aAB/fIEHNA W MPUHATME pelleHMA O Bblgaye paspeleHUs Ha BBO3 KOHKPETHOM napTuu
3aperncTpupoBaHHbIX U (MM) HE3aPErncTPMPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX gnn
NpoBeAeHNA KAUHUYECKMX WCCAeA0BaHMIA IeKapCTBEHHbIX MpPenapaTtoB, MNPOBEAEHMA 3SKCMepTUssbl
NeKapCTBEHHbIX CPeacTB ANA OCYWECTBNEHWMA TOCYAapCTBEHHOW perucTpauumn  NeKkapcTBEHHbIX
npenapaTtoB WAM ANA OKasaHWMA MeAULMHCKOW MOMOLWM MO KU3HEHHbIM MOKa3aHUAM KOHKPETHOro
nauuneHTa nM6o 06 OTKase B BblAaye YKa3aHHOro pa3peLleHns Npons3BoaaTCA B CPOK, HE NPeBblwakoLmit
nAaTK pabounx aHeit. MNnaTa 3a Bblgayy yKasaHHOTO paspelleHmnst He B3MMaeTcs.
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(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
3.1. YTpaTtun cuny c 1 aueapa 2024 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-P3.

3.2. Jo 31 peKkabps 2024 ropa AonyckatoTcs BBO3 Ha TeppuTtoputo Poccuiickon deaepauum u
obpauweHne B Poccuitckon dPepepaumm ¢ y4yeTom 0COBEHHOCTEN, YCTaHOBJIEHHbIX [1paBUTENLCTBOM
Poccuitckoit Pepepaumn, 3aperucTpUpPoBaHHbIX NEKAPCTBEHHbLIX MpPenapaToB Aas MegULMHCKOro
NPUMEHEHMA B YNaKOBKAX, NpeAHa3HaYeHHbIX 414 06palleHma B MHOCTPaAHHbIX FOCYy4apCcTBax, B CAyyae
AedeKTypbl SIEKapCTBEHHbIX MNPEnapaToB WAW pPUCKa ee BO3HWKHOBEHWA B CBA3SW C BBEAEHMEM B
OTHoLWeHnKM Poccuinckoit ®epepaumm orpaHNYUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa Npu yCAoBUK
COOTBETCTBMA BBO3MMbIX JIEKAPCTBEHHbIX MNpenapaTtoB TpeboBaHWAM, YCTAaHOBAEHHbIM MNpPU  UX
pernctpauuu, 3a UCKAUYeHnem TpeboBaHUIt K NepBMUYHON YNakoBKe, BTOPUYHON (noTpebutenbckon)
YyNaKoOBKe, a TaKXe MNPy HaJMuMM Ha BTOPWUYHOM (NOTPebuTenbCKoWM) ynaKoBKe JIeKAapCTBEHHbIX
npenapaToB, HAXOAALIMXCA B OOpalLEHUM, CaMOKNEeALLENCA 3TUKETKM, codeprKallen MHbopmauuio o
NIeKapCTBEHHOM Npenapare Ha PYCCKOM A3bIKe.

(yacTb 3.2 BBegeHa 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 pononHaeTca 4. 3.3 (®3 o1 30.01.2024 N 1-d3). Cm. byayLiyto peaakumio.

4. B Poccuiickyto Pepepaumio MOXKHO BBO3WTb JIEKAPCTBEHHbIE CPELCTBA, KAYeCTBO KOTOPbLIX
NnoaTBEPXKAEHO  CepTUPUMKATOM  MPOU3BOAUTENS  NIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPAOLWMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeACTB TPebOBaHMAM, YCTaHOBAEHHbIM NPU UX PerncTpaumm
WV NPOBEAEHNMN NPOLLeAYpP, CBA3AHHbIX C perncTpaumen.

(B peq. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N 1-03)

5. 3anpewaeTca BBo3 B Poccuiickyto Pegepaumio panbcudmLmMpoBaHHbIX IEKAaPCTBEHHbIX CPeACTs,
HeL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdAKTHbIX NEKAPCTBEHHbIX CPEACTB.
(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

6. PanbcuduuMpoBaHHbIE fIeKAPCTBEHHbIE CpeacTBa, Heao06pOKayecTBEHHble NEeKapCTBEHHble
CpeAcTBa NoAasiexkaTt U3bATUIO U Noc/eayoWwemy YHUUTOXKEHMIO UK BbIBO3Y U3 Poccuiickoit Peaepaumu,
KOHTpadaKTHble NIeKapCTBEHHbIE CPEACTBA - U3BATUIO M NOCAEAYIOLWEMY YHUYTOXKEHUIO. YHUUTOXEHME
mnn  BbiBO3 M3  Poccuiickot  depepauun  danbCUPUUMPOBAHHBIX  IEKAPCTBEHHbIX  CPEACTB,
HefO0bOPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB
OCYLLECTBNAETCA 3@ CYET /iMUa, OCYLLeCTBMBLUErO WX BBO3. [lOpPAAOK YHUUYTOXKEHUS U3BATbIX
danbcnPpUUMPOBaAHHBIX JIEKAPCTBEHHbIX CPeACTB, HefobpPOKAaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeAacTs,
KOHTpadaKTHbIX JIeKaPCTBEHHbIX CPEACTB ycTaHaBnMBaeTcs MpasutenscTBom Poccuiickoli depepaumu.
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jvua, ocywecteastowme BBo3 B Poccuidckyio  degepaumto  dpanbcUPUUMpPOBAHHBIX
JIEKAPCTBEHHbIX  CPeacTB, HeAOOpOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB,  KOHTPAdaKTHbIX
JIeKAPCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit
depgepaunn.

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

8. BbiBO3 neKapcTBeHHbIX cpeacTB U3 Poccuickoin ®eaepaumm ocywecTBAAETCA B COOTBETCTBUM C
aKkTamu, cocTtasaatowmmmn npaso Coto3a, u (unaun) 3akoHogatenbctBom Poccuiickon Pepgepaumm o
rocyapcTBeHHOM PerysmpoBaHMM BHELLHETOProBOW AeATe/IbHOCTH.

(yacTtb 8 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

9. Beog B I'pa)K,CI,aHCKl/Iﬁ O60p0T NEKapCTBEHHbIX NMpenapaTtoB 414 MegULMHCKOTo NpumMmeHeHuA,
BBE3EHHDbIX B POCCMVICKVPO (Dep,epau,mo, OCyLwecTBnAeTCAa C COGJ’II’OAEHMEM Tp66OBaHMI>'I, YCTaHOBNEHHbIX
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ctatbei 52.1 HacToswero PegepanbHOro 3akoHa.
(yacTb 9 BBEeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

KoHcynbTaHTIAOC: NpuMmeyaHue.

Y. 10 cT. 47 He pacnpoCTpaHAETCA Ha Cepun NeKapcTB A8 BETEPUHAPHOIo NPUMEHEHUA, BBEAEHHbIE
B rpaxgaHckuii obopot go 01.09.2023, KoTOpble NOANEXKAT NPUMEHEHUIO 40 UCTEYEHUA CPOKA MX
rogHoctu (®3 o1 02.07.2021 N 317-93).

10. BBog, B rpa)kgaHCKuit 060poT IeKapCTBEHHbIX NPenapaToB A8 BETEPUHAPHOIO NPUMEHEHMA,
BBE3eHHbIX (MepemelleHHbIX) B Poccuiickyto desepaumio, ocyllecTsaaeTcs ¢ cobntoaeHnem tpebosaHui,
YCTaHOBNEHHbIX cTaTbel 52.2 HacToawero PeaepasbHOro 3aKoHa.

(yactb 10 BBeaeHa PegepanbHbiM 3akoHOM 0T 02.07.2021 N 317-93)

Cratba 48. lOpuguueckMe nuua, KOTOpPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeAcTB B
Poccuiickyio Pepepauuio
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Pesepaumio MoryT BBO3UTL:
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) npousBoAUTENN NEKApPCTBEHHbLIX CPEeACTB A/A uefeid coBCTBEHHOro Mpou3BOACTBa
NeKapCTBEHHbIX CPEeACTB;

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.09.2024 B n. 2 cT. 48 BHOCATCA n3ameHeHua (P3 o1 30.01.2024 N 1-d3). Cm. byayLLyo peaaKkLumio.

2) MHOCTpaHHble pPa3paboTuMKM NEeKapCTBEHHbIX CPEACTB M WMHOCTPaHHble NPOU3BOAMTENU
NeKapcTBEHHbIX CPeACTB UK ApYrMe opuanyYeckme anua no nopyyeHunto paspaboTymKka NeKapcTBEHHOro
CpeAacTBa ANA NPoBeAeHUA KAMHUYECKUX UCCNef0BaHMI NeKapCTBEHHOMO npenapaTta, OCyLWecTBAeHun
rocyAapCTBEHHOW  PErucTpauum  NeKapCcTBEHHOro npenapaTta, BK/AOYEHMSA  papmaleBTUYECKOM
cy6CTaHUMM B rocyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeACTB, KOHTPOAA KayecTBa JIeKapCTBEHHbIX
CPeACTB NPU HaMUYUK PaspeLleHns YNoJTHOMOYEHHOro ¢peaepanbHOro opraHa UCNOAHUTENbHOMN BAACcTU
Ha BBO3 KOHKPETHOM NapTUM IeKapCTBEHHbIX CPEeACTB;

3) opraHv3auum ONTOBOM TOPrOBAW JIeKAaPCTBEHHbIMU CPEeACcTBaAMM;

4) Hay4yHble oOpraHusaumu, obpasoBaTesbHble OpraHWsauMM  Bbicllero 06pa3oBaHMs,
NPOM3BOAUTENN NEKAPCTBEHHbIX CPEeACTB ANS Pa3paboTKM, UccnefoBaHWM, KOHTPoAA 6e3onacHocTyH,
KauyectBa, 3PpEKTUBHOCTM NIEKAPCTBEHHbIX CPEACTB MPWU HAAMYMKM PaspelleHns YNnoJHOMOYEHHOTO
denepanbHOro opraHa UCNOAHUTENLHOM BAACTY;

(8 pea. PenepanbHbix 3akoHoB oT 02.07.2013 N 185-$3, o1 30.01.2024 N 1-93)

5) MeauUMHCKME opraHM3aLnmnm, MHble yKasaHHble B NyHKTax 1 - 4 HacToALllel cTaTbk OpraHM3auum
[N OKa3aHWA MeAULMHCKON NOMOLLM MO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro nauMeHTa npu Haamunm
pa3pelleHnsa YNoJIHOMOYEHHOro ¢peaepasbHOro opraHa MUCMONHUTENIbHON BNACTU Ha BBO3 KOHKPETHOM
NapTUM NeKapCTBEHHOro npenapaTta, BblAaHHOrO B YCTaHOBJAEHHOM MNopsaake B GOpMe 3N1eKTPOHHOro
[OKYMEHTa, NoANUCaHHOIO YCUIEHHOW KBaNMPULMPOBAHHOW 3/1EKTPOHHOM NMOANMUCHIO;
(B pen,. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

6) yTpatun cuny ¢ 1 auBaps 2024 roga. - PeaepanbHblit 3aKoH oT 27.12.2019 N 475-93.

7) npousBoANTENN MEAULMHCKUX U3AEANI ANA Lueneit Npon3BoACTBa MeANUMHCKUX U34eNniA.
(n. 7 BBepeH depepanbHbiM 3aKkoHoMm oT 30.01.2024 N 1-93)
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CraTtba 49. [JoKkymeHTbI, NpeacTaBasemble B TAMOXeHHble opraHbl Poccuiickoit ®epepaumm npu
BBO3e /IeKapCTBEHHbIX CpeAcTB B Poccuiickyio Peaepaumio
(B pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. MNpun BBO3e NEKapcTBEHHbIX cpeacTs B Poccuiickyto Pepepaumio B TaMOMKEHHbIE OpraHbl
Poccuiickolt ®epepaumm Hapagy C AOKYMEHTamMM, NpeAcTaBAeHUE KOTOPbIX NPeAyCMOTPEHO aKTamM,
coctasaAowmmn npaso Cotosa, M (Man) 3akoHogaTeNbCTBOM Poccuiickon Pepepaumm 0 TaMOXKEHHOM
pPerynmpoBaHnn, NPeACTaBAAIOTCA CAeAyHOLLMe AOKYMEHTbI B 3/IEKTPOHHOMN dopme:

(B peq. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N 1-93)

1) cepTMduKaT NPoOM3BOAUTENA NEKAPCTBEHHOrO CpeacTBa ANA BETEPUMHAPHOrO MPUMEHEHMUS,
YA0CTOBEPSAIOLLNI COOTBETCTBME BBO3UMOTO JIEKAPCTBEHHOIO CPEACTBA A1 BETEPUHAPHOIO NPUMEHEHMUA
TpeboBaHMAM papmaKonenHom cTaTbM MO0 B Cy4ae ee OTCYTCTBUSA HOPMATUBHOTO AOKYMEHTa;

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

2) paspelueHMe YMNOJHOMOYEHHOTo ¢efepanbHOro oOpraHa MWCMONHUTENbHOM BAAacTM Ha BBO3
KOHKPETHON NapTUK /IeKapCTBEHHOro CPeacTBa B CAy4yasAX, YCTAHOBAEHHbIX 4YacTblo 3 cTatbu 47
HacTosawwero ®eaepanbHOro 3aKoHa.

2. [JoOKymeHTbl, yKa3aHHble B NyHKTax 1 M 2 yactm 1 HacToAwel CcTaTbW, NPeacTaBNAKOTCA B
TaMOMKeHHble opraHbl Poccuiickoint Pegepaummn npu NpPUbbLITUM NEKAPCTBEHHbIX CPEACTB B PoCCUICKYIO
depepaumio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio ANA AUYHOro
WUCMONb30BAaHMA M UHbIX HEKOMMEpPYECKUX Lenieil, a TaKXKe AN UCNO0/b30BaHMA Ha TeppuUTopumn
MeXAyHapoAHOro MmeauLMHCKOro Kaacrepa
(B pen,. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, oT 29.06.2015 N 160-P3)

1. JlekapctBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyto ®epepaumio 6e3 yyeta
TpeboBaHMI, NpeasyCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacToAwwero PenepanbHOro
3aKOHa, ec/in OHU NpeaHasHayeHbl ANA:

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro MCNONb30BaAHUA GU3NYECKMMU IMLLAMK, NPMbBbIBLIMMM B Poccuiickyto Peaepaumtio. Mpu
3ToM BBO3 B Poccuiickyto ®eaepaumio NekapcTBEHHbIX NPenapaToB, COAEPMKALMUX CUAbHOAENCTBYIOLME
1 (MNK) AQ0BUTbIE BELLECTBA, BK/IOYEHHbIE COOTBETCTBEHHO B CMMCOK CUAbHOAENCTBYIOLMX BELLECTB ANA
Lenei yronoBHOro 3akoHoAaTebcTBa Poccuinickolt PeaepaLmmn U B CNUCOK AA0BUTLIX BELLLECTB ANA Leneit
YrO/I0BHOTrO 3aKoHOAaTenbCcTBa Poccuiickon Penepaunn, yTeep:kaeHHble MpaBuTenbCcTBOM Poccuitckol
denepaumn, OCYLWECTBAAETCA MNPU HA/MUMM  LOKYMEHTOB (3aBEPEHHbIX KOMWIA [AOKYMEHTOB WM
3aBEPEHHbIX BbLIMMCOK W3 HMX), NOATBEP)KAAIOWMX HasHayeHue ¢GU3MYECKOMY MUY  YKA3aHHbIX
NIeKapCTBEHHbIX NPenapaToB (33 MCKAHOYEHMEM JIEKAPCTBEHHbIX MPenapaTtos, 3aperncTpUpPoBaHHbIX B
Poccuiickolt ®enepauyn Mbo 3aperncTpUpPoOBaHHbIX B COOTBETCTBUM C aKTaMM, COCTaBAAIOLLMMM MPABO
Coto3a, M oTnyckaembix B Poccuitickoli depepauym 6e3 peuenta Ha JieKapCTBEHHbIV npenapar).
MoaTteeprKaatowme AOKYMEHTbI (MX 3aBepPEHHble KOMWWU UM 3aBEPEHHbIE BbIMUCKU U3 HWUX) AOJKHbI
COAEep!KaTb CBEAEHUA O HAMMEHOBAHWM M KOJIMYECTBE HA3HAYEHHOro JIeKapCTBEHHOro npenapara. B
c/lyyae, eciv NOATBEPKAAOWME LOKYMEHTbI (MX 3aBEPEeHHbIe KOMUU WY 3aBEPEHHbIE BbINMUCKU U3 HUX)
COCTaB/IEHbl HA UHOCTPAHHOM f3bIKE, K HUM NPUIAaraeTcs HOTapMa/ibHO 3aBEPEHHbIN NepeBos Ha PYCCKUi
A3bIK;

(8 pea. PenepanbHbix 3akoHoB 0T 02.06.2016 N 163-$3, o1 30.01.2024 N 1-93)

2) wvcnonb3oBaHWA pPabOTHMKaMM  AUMNAOMATUMYECKOro Koprnyca WAM  npeacTaBuTensmm
MeXAyHapoaHbIX OpraHn3aLnii, akkpeamMToBaHHbIX B Poccuiickoit deaepaumnu;
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3) NeyeHUs NacCaKMPOB M UYNEHOB 3KMMaXKei TPaHCNOPTHLIX CPeAcTB, Moe3gHbix bpurag w
BOAMUTENEN TPaHCNOPTHbIX CPpeacTs, NpmbbiBWNX B Poccuiickyio ®eaepaumio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMa YYaCTHUKOB MEXKAYHAPOAHBIX KYNbTYPHbIX, CIOPTUBHbLIX MEPONPUATUI U YYaCTHUKOB
MeXKAYHaPOAHbIX IKCNeauLUNit;

5) JNeyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cajax, LUpKax, OKeaHapuymax,
aenbPuHapmax, NedYeHua AMKUX KUBOTHbIX, MOCTOSIHHO WM BPEMEHHO HacenallWmnx TEeppUTOPUID
Poccuiickoit degepaumnm, HaxoAsWMXCA B COCTOSSHMM eCTeCTBEHHOM CBOOOAbl M MpUHAANEXKaWMUX K
BMAAM, 3aHeceHHbIM B KpacHylo KHuUry Poccuiickon deaepaumm u (Man) KpacHble KHUMM cyb6beKkTos
Poccuiickoit Pepepaumm, a TakKe KUBOTHbIX, BBO3UMbIX B Poccuiickyto Pepepaunio ansa yvyactms B
CMOPTUBHbIX U 3PE/INLLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 02.08.2019 N 297-3)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIro MeaMLUNHCKOro KnacTepa.
(n. 6 BBegeH ®epepanbHbiM 3akoHOM oT 29.06.2015 N 160-d3)

2. B cnyyasx, npeaycMOTPEeHHbIX YacTbto 1 HacToAwen CcTaTbW, AOMYCKAeTcA BBO3 B PoccuiicKyto
depnepaunto NeKapcTBEHHbIX NpenapaTos, He 3aperncTpMpoBaHHbIX B Poccuiickon ®egepaumm nnbo He
3aperncTpPUpPOBaAHHbIX B COOTBETCTBUM C aKTaMM, COCTasAoWwMMM npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-d3)

3. JlekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble 418 r'yMaHUTapHOW NomoLm (coaencTemsa) unm
MOMOLLM MPU 4YpesBbl4alHbIX CUTyaumsax, BBo3ATcA B Poccuitickyto ®Pegepaumto B  NOpALKe,
ycraHoBneHHom [pasutenbctBom Poccuiickont ®Pepepaumn. 3anpewaetcs BBO3 B PoccuicKyo
depepaunio  HE3aPErncTpMpPoOBaAHHbLIX  JIEKAPCTBEHHbIX  MPEenapaTtoB, NpeAHa3Ha4yeHHbIX  AnsA
rymaHUTapHOM NomoLy (CoaencTBmA) an NOMOLLM NPU YPEe3BbIYaHbIX CUTYaLMAX.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 51. CoTpyaHUUecTBO PpeaepanbHOro opraHa UCMONHUTENbHOM BAACTU, OCYLLLECTBAIOLLENO
GYHKUMM NO KOHTPOJIIO U HAA30py B 06/1acTU TaMOXKEHHOrO Aena, M APYyrux YnoJHOMOYEHHbIX
deaepanbHbIX OPraHoB UCNONIHUTENBHOW B1acTU
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

1. YnonHomoueHHble d¢enepasnbHble OpraHbl WCMOJHWUTENbHOW BAACTM NPeAoCTaBAloT B
pacnopsxeHue ¢eaepanbHOro opraHa WCMOAHWUTENbHOM BAACcTM, OCYLLECTBAAOWEr0 GYHKUMKM MO
KOHTPOJIO M HaA30py B 061aCTM TAMOXKEHHOrO AeNa, FoCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB,
a Tak»Ke MHPOPMaLMIO O BblAAHHbIX Pa3peLleHnaX Ha BBO3 KOHKPETHOM NapTUM IeKapCTBEHHbIX CPeaCTB
B C/1y4anX, YyCTaHOB/IEHHbIX YacTbto 3 cTaTbM 47 HacToswero PefepanbHOro 3aKoHa.

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

2. depepanbHbI OpraH UCNOJSIHUTENbHOW BAACTWU, OCYLLECTBAAOWMIA GYHKLUMN MO KOHTPOAO U
Hag3opy B 06/1aCTM TaMOXEHHOTO Aena, MHGOPMMPYET YKasaHHble B 4acTM 1 HAcToALWen CTaTbu
yNo/IHOMOYEHHble dpesepanbHble OpraHbl UCMOJHUTENbHOM BAACTU O BBO3€ JIEKAPCTBEHHbIX CPeacTs B
Poccuiickyio ®Peaepalmio u BbiBO3e SIeKapCTBEHHbIX cpeacTs U3 Poccuitickot deaepauumn no popme 1 B
nopsifKke, KoTopble ycTaHoBAeHbI [paBuTenbcTBOM Poccuiickoint Peaepaumu.

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

Fnasa 10. PAPMALEEBTUYMECKAA OEATE/IbHOCTDb
CrtaTtba 52. OcyuwiectBneHue papmaueBTUUECKOUN AeATe/IbHOCTU

1. (DapMaLI,EBTMLIeCKaFI AeATeNbHOCTb OCYyLWeCTBAAETCA OpraHMn3aumnamm onToBOM Toprosnun
NeKapCTBEHHbIMU cpencrsamum, anTe4yHbiMU OopraHnsaumnamm, BeTEPUHaAPHbIMUN anTe4YyHbiMK
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OpraHM3auMamMKM,  WHOMBMAYANbHBIMA  MNPeAnpUHMMATENAMKY,  MMEKLWMMW  IMLUEH3NI0  Ha
bapMaueBTUYECKYID AeATeNbHOCTb, MEOUUMHCKMMWU OPraHu3aumammn, MMEWMMN JINLEH3UIO Ha
bapmMaueBTUYECKYO AeATeNbHOCTb, U WMX 060cobneHHbIMM nogpasaeneHusmn (ambynatopuamu,
denvawepckumn n  GenbAWepPcKo-aKyLepCKUMMN  NMYHKTaMK, LeHTpaMu (oTaeneHusmu) obuuei
BpayebHol (cemeltHOM) MpPaKTUKK), PACMnONOXKEHHbIMU B CE/bCKUX HACeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BETEPUHAPHLIMU OPraHU3aUMAMM, UMEIOLLMMWN NULLEH3UIO Ha
bapmaueBTUYECKYIO AeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Y.2cT.52 (B peqa. ®3 or 28.04.2023 N 149-d3) B yacTh akKpeaAMTaLUKN CNELLMANUCTOB C BbICLLUMM UIU
CpegHUM BeTepuMHapHbIM 06pPa3oBaHMEM, OCYLLECTBAAKOWMX GapMaLLeBTUUECKYIO AeATeNbHOCTb,
npumeHseTtca ¢ 01.03.2026. CepTudumKaTbl TaKMM MLam BblgatoTca no 28.02.2026 n gencTBytoT He
6onee 5 ner.

2. ®usmyeckme aMua MOTyT OCYLLECTBAATb (apMauUEeBTUUECKYID AEATENbHOCTb MNPU HanMyuum
BbiCLLEro WAM cpegHero dapmaueBTnyeckoro obpasoBaHuA M cepTuduKaTta cneumanucra ambo
NPONAEHHOW aKKpeauTaumu Crneumnanucra, BbICWIEro WAW cpefdHero BeTepMHapHOro obpasoBaHuUs M
ceptudumKaTta cneumanucta AMbo NporAeHHON aKKpeaAuTauMu Chneuuanncta, a TaKXKe BbICLIEro Wau
cpegHero meauuMHCKOro obpasoBaHus, ceptudmKaTta cneumanucta AMbo NPoMaeHHON akKpeauTauum
cneunanncta U AoNoSHUTENLHOrO NPOodeccnMoHaNbHOro 0bpasoBaHUA B 4acTM PO3HUYHOW TOProBAU
JIEKAapCTBEHHbIMM Npenapatamm  ans MeAUMUMHCKOro MNPUMEHEHMA NpU YCNoBUM KX paboTbl B
060c0ob61eHHbIX NoApa3aAeNeHNAX MeANLMHCKMX OPraHM3aLni, YKa3aHHbIX B 4acTn 1 HacToawen cTaTtbi.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 28.04.2023 N 149-3)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B HaumeHoBaHwue cT. 52.1 BHocaTca uameHeHus (P3 o1 30.01.2024 N 1-d3). Cm. 6yayuLyto
peaakuuto.

KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHbIe NpenapaThbl 418 MeANULMHCKOTO NPUMEHEHWA, BBEAEHHbIE B rPaXKA4aHCKUIi 060poT 40
29.11.2019, noanexat xpaHeHuto, NepeBoO3Ke, OTNYCKY, peanmsauumn, nepegayve, NpUMEHEHU0 a0
ncTeyeHmna cpoka ux rogHoctn (®3 ot 28.11.2018 N 449-03).

CratbA 52.1. BBopA, B rpa*KAaHCKMA 060pPOT NneKapcTBEHHbIX MpenapaToB AN MeAULUHCKOro
npuMeHeHus
(sBepeHa desepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B u. 1 cT. 52.1 BHOCATCA nameHeHuaA (©3 o1 30.01.2024 N 1-d3). Cm. byayluyto peaakLumio.

1. MNepea BBOAOM B rpaxKAaHCKMA 060POT KaKAoW CepUM UK KaXKaoM NapTUK NPOU3BeAEeHHOro B
Poccuiickolt ®eaepaumn nekapcTBEHHOro Npenaparta An8 MeaAnLMHCKOro MPUMEHEHUSA, 32 UCK0YEeHNEM
MMMYHOBMONOMMYECKUX NEKAPCTBEHHbIX MPenapatos, MNPOM3BOAMTE/Nb TaKOro J1IeKapCTBEHHOMO
npenaparta npeacTasaseT B dedepasbHblii OpraH UCNOAHUTENBHON BAACTU, OCYLLECTBAAOLWMI GYHKUMN
Mo KOHTPOMO W Hag3opy B chepe 34paBOOXPaHEHMA, AOKYMEHT MPOU3BOAUTENS NEKAaPCTBEHHOrO
CPeacTBa, MOATBEPMKAAIOWMI  KAuyecTBO  JIEKAPCTBEHHOro  npenapaTta, W MOATBEPXAEHME
YNO/HOMOYEHHOTO NNLA MNPOU3BOAMTENSA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBMA JIEKAPCTBEHHOrO
npenapata TpeboBaHWUAM, YCTAaHOB/IEHHbIM MPU €ro rocyAapCTBEHHOW perncTpaumm.
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 ct. 52.1 pononHsetca Y. 1.1 (43 o1 30.01.2024 N 1-®3). Cm. byayLuyto peaakumto.

KoHcynbTaHTIAOC: npuMmeYaHue.
C01.09.2024 B . 2 cT. 52.1 BHOCATCA n3ameHeHusa (P3 o1 30.01.2024 N 1-d3). Cm. byayLuyto pedakumio.

2. Mepen, BBOAOM B rpakAaHCKUM 0OOPOT KaXKAOW CEpUU UAW KaXKAOW MapTMM BBO3MMOIO B
Poccuitickyto  Pepepaunto  NeKapcTBEHHOrO npenapata  Aas  MeAMUMHCKOTO  MPUMEHeHusa, 3a
WCKNOMEHNEM MMMYHOBMONOTMYECKMX /IEKAPCTBEHHbIX MPEenapaToB, OpraHuWsaLma, OCyLLecTBAsOWanN
BBO3 JIeKAapCTBEHHOro npenapata B Poccuitckyto ®epepaumio, npeacrasnser B penepanbHblii opraH
WCMOJIHUTE/IbHOW  BAAaCTW, OCyLecTBAAOWMA  GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3[paBOOXpaHeHMA, cepTuPUKaAT NpPOM3BOAMTENA JIEKAPCTBEHHOIO CPEACTBA, YAO0CTOBEPAOLIMIA
COOTBETCTBME BBO3MMOTIO JIEKAapPCTBEHHOTO NpenapaTta TpeboBaHMAM dpapmaKonenHom cTaTby, a B cay4dae
OTCYTCTBUA PapMaKoNemHoi cTaTbM TPeOOBaHMAM HOPMATUBHOM AOKYMEHTALMWU, U NOATBEPKAEHME
npeacTaBuMTeNa OpraHUs3auuMKn, OCYLLECTBAAIOWEN BBO3 JIEKAPCTBEHHOro npenapata B Poccuiickyto
depepaunto M YNOSHOMOYEHHON MHOCTPAHHbLIM MPOU3BOAUTENIEM  JIEKAPCTBEHHbIX CPeACTs,
COOTBETCTBMSA BBO3MMOTO JIEKAPCTBEHHOro npenapaTa TpeboBaHMAM, YCTAHOBAEHHbIM MpPU ero
rocyaapcTBeEHHOM perucrpaymu.

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.09.2024 ct. 52.1 pononHsetca Y. 2.1 (®3 o1 30.01.2024 N 1-®3). Cm. byayLuyto peaakumio.

KoHcynbTaHTlAOC: 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 npencTtaBneHMsA B COOTBETCTBUM C YacTAMMU 1 M 2 HaCTOALLEN CTaTbM OOKYMEHTOB U
CBEAEHUIN O NEKApPCTBEHHbIX MpenapaTax, BBOAMMbIX B Tpa)KO4aHCKM 0OOpPOT, yCTaHaBAMBaEeTCA
MpasuTtenbctBom Poccuiickoin ®epepaumm.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B . 4 c1. 52.1 BHOCATCA nameHeHusa (93 o1 30.01.2024 N 1-d3). Cm. byayluyto pedakumio.

4, B OTHOWEHWW NepBbIX TPEX CEPUA MAW NapTUiA NEeKapCTBEHHOro npenapaTa, Bnepsble
npousseaeHHoro B Poccuiickoin Peaepaunn Man eBnepeble BBO3MMOro B Poccuiickyio Peaepaumio, B
denepanbHbIii opraH UCNOIHUTENbHOW BAACTW, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAKO M Hag3opy B
cdepe 34paBoOXpaHeHMA, AONONAHUTENbHO NPeaCcTaBAAETCA NPOTOKO UCMbITAHUI O COOTBETCTBUN CEPUN
WM NapTUM NEeKapCTBEHHOro npenapaTta gaa MeAMUMHCKOTO MPUMMEHEHMs MOKas3aTensiM KayecTsa,
NpeaycMOTPeHHbIM HOPMATUBHOM AOKyMeHTauumel (ganee - NPOTOKOA WMCMbITaHWI), MPOBOAMMBIX
aKKpeauTOBaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoi ®egepaumm o6 akkpeauTaLmm B
HaUMOHaNbHOW  cUCTEME  aKKkpeauTaumum  denepanbHbIMM  TOCYAAPCTBEHHBIMUM  BIOAMKETHBIMMU
YUPEXKAEHUSAMN,  NOABELOMCTBEHHbIMM  denepanbHOMy  OpraHy  WCMOJIHMTENbHOW  BAACTW,
ocyuiecTeastoleMy GyHKUUM MO BbIpaboTKe 1 peanusaLmm rocyLapCTBEHHOM NOSUTUKMU U HOPMATUBHO-
NPaBoOBOMY PEry/MpoOBaHuIO B chepe 34paBoOXpaHeHus, U denepasbHOMy OpraHy MCMNOAHUTENbHOW
BJ1ACTU, ocyliecTBastowemy GYHKLMU MO KOHTPOO U Hagsopy B chepe 34paBooxpaHeHus. Mopaaok
BblJAYM YKasaHHbIMKM deaepanbHbIMU FOCYAAPCTBEHHLIMU BIOAKETHBIMU  YYpPEKAEHUAMM [AHHOTO
NPOTOKOANA M pa3mep NaaTbl 3a ero BblAavy ycraHasausatotca Mpasutennctsom Poccuiickoit Peaepaumu.

KoHcynbTaHTlAOC: NpumeyaHue.
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C01.09.2024 ct.52.1 pononHaetca ud. 4.1 - 4.3 (d3 o1 30.01.2024 N 1-d3). Cm. byayLLyo peaaKkumio.

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.09.2024 4. 5 cT. 52.1 n3naraetca B HoBon pegakumm (®3 ot 30.01.2024 N 1-d3). Cm. 6yaywyto
peaaKkuuio.

5. EXXerogHo He nosgHee 1 ¢eBpans NpPon3BOANTENN NEKAPCTBEHHbIX CPEACTB MAM OpraHM3aLuN,
OCYLLECTBAAOLLME BBO3 JEKAPCTBEHHbIX MpenapaTtoB B Poccuiickyio degepauuto, NpeactaBastoT B
denepanbHbIit opraH UCNOAHUTENBHOW BNACTW, OCYLLECTBAAIOWMIA GYHKLMM MO KOHTPOIO U HaZ30py B
chepe 3apaBOOXPaHEHUNA, MPOTOKO/ UCMbITAHMIA NOCTYNUBLLErO B TEYEHME roda B rpa*KAaaHCKunin obopoT
JIeKapCTBEHHOIrO npenapata KOHKPETHOro mnpousBoauTens (Ha OAHYy CEepuio Kaxgoro TOProBoro
HaMMeHOBaHMA C YY4EeTOM JIeKapCTBEHHOW GOPMbl U A03MPOBKK), NMPOBOAMMbIX aKKPEAUTOBAaHHbIMU B
COOTBETCTBUMM C 3aKOHOZATENbCTBOM Poccuiickon Pepepaunmn o6 aKKpeaAUTaUMM B HALMOHANBbHOM
cucTeme akKpeauTauumn UcnbiTaTenbHbiMKM NabopaTopuaMm (LLeHTpamm).

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 ct.52.1 pononHaetca u. 5.1 (®3 o1 30.01.2024 N 1-$3). Cm. byayuiyto pegakumio.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2024 B . 6 cT. 52.1 BHOCATCA nameHeHusa (93 o1 30.01.2024 N 1-d3). Cm. byayLuyto pedakumio.

6. MMpousBoauTeENN NEKAapPCTBEHHbIX CPEACTB MAW  OpraHM3aumu, OCYLLEeCTBAAIOWME BBO3
NeKapcTBeHHbIX NpenapaTtoB B Poccuiickyio Pesepaumio, He MEHEE YeM 33 OAMH o4 A0 NAaHUPYeMbIX
NPUOCTAHOBNEHUS WU TMPEKpPaLLeHNs MNPOM3BOACTBA JIEKAPCTBEHHbLIX NPenapaToB WAM UX BBO3a B
Poccuitickyto depepauuio yBegomnsatoT 06 sTom deaepanpHblit OpraH WCNOJAHUTENbHOW BNACTH,
OCYLLECTBAAOLWMIA PYHKLMM NO KOHTPOJIIO U Hag30py B chepe 34paBooxXpaHeHMA N deaepanbHblit opraH
WCMONIHUTENIbHOW  BNACTM,  OCYLLECTBAAWMN  OYHKUMM MO JINLEH3UPOBAHUIO  MPOM3BOACTBA
JleKapCTBEHHbIX CPeacCTs.

7. BBOA, B rpakOaHCKMIA 0BOPOT KarKAoN Cepum UAU KaxkgoW MapTum MMMYyHOBMONOrmyeckoro
JIeKapCTBEHHOrO NpenapaTa, npousseaeHHOro B Poccuiickon ®eaepaumm nam BBO3MMOro B Poccuiickyto
Pepepaunto, OCyLLECTBAAETCA Ha OCHOBAHWW paspelleHuns, BblAAHHOTO deaepasbHbIM  OpPraHoOM
WUCNOSIHUTENbHOW  BNACTM, OCYLLECTBAAOWMM PYHKLMM NO KOHTPOAKO M Haa3opy B cohepe
3/1paBOOXPAHEHNA, Ha OCHOBAHWW BblAaHHOrO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAXKETHBIMU
yUpeXaeHMAMM, YKa3aHHbIMU B 4acTM 4 HacTOALWEN CTaTbM, 3aK/IIOYEHUA O COOTBETCTBUMU CEPUN UM
napTMM MMMYHOOWOIOTMYECKOrO NEKAPCTBEHHOMO Mnpenaparta TPpeboBaHMAM, YCTAaHOBAEHHbLIM NPU ero
rocyapcTBeHHOMN pernctpaumm. Mopagok Bblgayun paspelleHns Ha BBOZ B FParkAaHCKMIM 060opoT cepun
AN NAapTUM UMMYHOBMOIOMMYECKOTO IEKAPCTBEHHOIO NPENapaTa, a TakXKe NopALoK BblAauM YKa3saHHOIo
3aKNOYEHMA M pa3mep nAatbl 3a ero Bblgady ycTaHasauBatoTca [MpaBuTenbcTtBoMm Poccuitckoi
depgepaunn.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.09.2024 ct.52.1 pononHaetca yu. 7.1 (®3 o1 30.01.2024 N 1-®3). Cm. byayuiyto pegakumio.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.09.2024 B 4. 8 cT. 52.1 BHOCATCA n3ameHeHua (93 o1 30.01.2024 N 1-3). Cm. byayLuyto pefakLumio.

8. 3a HenpeacTaBAeHME WAM HECBOEBPEMEHHOE NpeACTaBleHWe [AOKYMEHTOB U CBefeHWM,
npeaycMoTpeHHbIX YacTamu 1, 2, 4, 5 1 6 HacToALLelN CTaTbM, MPOU3BOANUTENN IEKAPCTBEHHbIX CPEACTB U
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OopraHusauunun, ocywecrtsaiAowlMe BBO3 JIEKAPCTBEHHbIX NMpenapaTtoB B POCCI/IIZCKYPO CDe,u,epau,mo, HecCyT
OTBETCTBEHHOCTb B COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM Poccuitckol dJe,u,epau,MM.

9. MNpepacraBneHne OOKYMEHTOB U CBeAEHMW, NPeayCMOTPEHHbIX Yactammn 1, 2 U 4 HacToAwweMn
CTaTbM, W MNOJIlyYEHME NPeAYCMOTPEHHOIO YacTbld 7 HACTOALLelM CTaTbM paspelleHns Ha BBOA
MMMYHOBMONOTMYECKOrO /IEKAPCTBEHHOrO Npenapata B TrparkAaHCKM ob6opoT He TpebyoTcAa B
OTHOLWIEHUM IeKAPCTBEHHbIX MNpenapatoB, MNpeAHasHayYeHHbIX ANA NPOBeAEeHUA  KAUHUYECKUX
NccNefoBaHUI NEKAPCTBEHHbIX MPenapaToB, NMPOBEAEHMA 3KCMepTM3bl JIEKAPCTBEHHbLIX CPeacTB A
OCYLLECTBNIEHUA TOCYAAPCTBEHHOM PErucTpaLmMm NeKapCTBEHHbIX MPenapaToB, @ TaKKe B OTHOLIEHWUM
HEe3aperncTpMpoOBaHHbIX NEKAPCTBEHHbIX NPenapaTos, NpeaHa3HAYeHHbIX 414 OKAa3aHUA MeAMULLUHCKOM
NMOMOLLM MO KU3HEHHbIM MOKA3aHWAM KOHKPETHOro nauueHTa MAW rpynnbl NaLMEeHTOB, BBO3UMBbIX B
Poccuiickyto Pegepaunio B cooTBeTCTBMM € Yactamum 3 1 3.1 ctatbmn 47 HacTtoswero PenepasibHOro
3aKOHa.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2024 B 4. 10 ct. 52.1 BHOCATCA M3MeHeHMusa (P3 ot 30.01.2024 N 1-d3). Cm. byayuLyto
peaakumio.

10. Mpwu BbIABNAEHMM B rpaxKgaHCKOm obopoTe cepun UM NapTUK ieKapCcTBEHHOro npenapara,
OOKYMEHTbl M CBEAEHMA O KOTOPbIX, NPeaycCMOTPeHHble 4Yactamu 1, 2 u 4 HacToAlel cTaTbM, He
npeacrtassieHbl B defepasibHblit OpraH WCMOJIHUTE/IbHOW BAAcTX, OCYLLECTBAAWMIA GYHKUMM O
KOHTPO/IIO U Haa3opy B cdepe 34paBOOXpPaHEHMA, MO0 cepun UAM NapPTUU MMMYHOBMONOrMYECKOTO
JIeKapCTBEHHOrO MpenapaTa, He MMeWMUX paspeweHns Ha BBOA4, B TPaXkAaHCKUA 060porT,
NpeaycMOTPEHHOIO 4acTbio 7 HaCToALWLEW CTaTbM, ¢eaepasnbHbli OpraH WMCMOJIHATENbHOM BAACTH,
OCYLLECTBAAOWMNNA GYHKLMM NO KOHTPON U Hagsopy B cdepe 34paBOOXpPaHEHMA, B MopAgKe,
yCcTaHoB/IeHHOM [MpaBuTenbcTBOM Poccuitickoit degepauuu, NPUHMMaET pelleHWe O MNpeKpaleHun
rpa*kaaHCcKoro obopoTa TakMxX cepum nav NnapTumn 4o NpeacTaBAeHUs YKAa3aHHbIX LOKYMEHTOB M CBEAEHN
NMb0o NoslyYeHMA YKa3aHHOTO paspeLleHus.

KoHcynbTaHTlAOC: NpumeyaHue.

Ct. 52.2 He pacnpoCTpaHAETCA Ha Cepun NEeKaAPCTB ANA BETEPUHAPHOrO NMPUMEHEHUA, BBEAEHHbIE B
rpaskgaHckmnin obopot Ao 01.09.2023, KoTopble nognexaT MPUMEHEHMUIO [0 MUCTEYEHUS CPOKa MX
rogHoctu (®3 o1 02.07.2021 N 317-93).

Cratba 52.2. BBog, B rpaXAaHcKuii 060poT nieKapcTBEHHbIX NMPenapaTtoB AN BeTepUHapHOro
npUMeHeHusn
(sBegeHa degepanbHbim 3aKkoHOM oT 02.07.2021 N 317-03)

1. Mepes BBOAOM B rpaxOaHCKM 0BOPOT KaxK4oM cepuu npousBegeHHOro B Poccuiickoi
degepaunn  NeKkapcTBEHHOrO nNpenapaTa A48 BETEPMHAPHOTO NPUMEHEHMA, 33  MUCK/AOYEHMEM
MMMYHOBMOI0rMYECKOro IeKapCTBEHHOro NpenapaTa 4/1A BeTEPUHAPHOro NPUMEHEHNA, NPOM3BOAUTENb
TAKOro SieKapCTBEHHOro npenapaTa NpeAcTaBAdeT B yBegOMUTEeIbHOM nopaake B deaepanbHblii opraH
MCMONHUTENBHOW BAACTW, OCYLLECTBAAIOWMI OYHKUMM MO KOHTpoto (Haasopy) B chepe obpalueHun
NeKapCcTBEHHbIX CPeACTB AN BETEPUHAPHOrO NPUMEHEHMA:

1) AOKYMEHT NPOM3BOAMUTENA EKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMNIA COOTBETCTBME KayecTBa
NIeKapCTBEHHOTO MpenapaTta A/1A BETEPMHAPHOIO MPUMEHEeHMUs, BBOAUMOIO B TFpaxAaHCKui obopoT,
TpeboBaHMAM, YCTAHOBEHHbIM NPW €ro rocyAapCTBEHHOW perncTpaunm;

2) noarsepxgeHne ynoJsHOMOYEHHOro iuuda npoumsBoauUTENA  NEKAPCTBEHHbLIX  CpeacTs
COOTBETCTBMA  JIEKAPCTBEHHOIO npenaparta AaAa BETepUHAPHOro npuMMeEHEHUA Tpe6OBaHWr'IM,
YCTAHOBJIEHHbIM MPU €ro I'OCY,EI,apCTBeHHOlZ perncTtpauumn.
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2. Mepen BBOAOM B Tpa*kAaHCKUIM 0OOPOT Kaxaoh cepunm BBO3MMOro (nepemelyaemoro) B
Poccuiickyio depepauuio  NeKkapcTBEHHOro npenapata  AnA BeTepMHAPHOro MpPUMMEHEeHus, 3a
NCKAOYEHNEM UMMYHOBMONOTMYECKOro eKapCcTBEHHOro nNpenapaTta A1a BeTePUHAPHOro NpMMeHeHus,
opraHM3aumaA, ocyLecTBAALWAn BBO3 (NepemellleHMe) NeKapcTBEHHOro npenapaTa AN BeTepMHapHOro
npumeHeHna B Poccuiickyto Pegepauuio, NnpeacTaBaseT B yBeAOMUTENbHOM Nopsaake B ¢peaepasibHbii
opraH MCNONHUTENbHOW BAacTW, OCYWECTBAAIWMIA GYHKUMM NO KOHTpoao (Hagsopy) B coepe
06palleHMA NeKapCcTBEHHbIX CPeACTB A1 BETePUHAPHOIo NPUMEHEHUSA:

1) AOKYMEHT NPOM3BOAMNTENA IEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMIA COOTBETCTBME KayecTsa
NleKapCcTBEHHOrO npenapaTta A4/1A BETePMHAPHOro MPUMEHEHMUs, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTAHOBEHHbIM NPU €ro rocyAapCTBEHHOW pernctTpaumm;

2) noATBepXAeHMe LA, YNONHOMOYEHHOrO AepiKaTtenem UAn BAagenblem PerncTpaumoHHOro
YAOCTOBEPEHUA /IeKApCTBEHHOro npenapata Aaa BEeTEepPUHApPHOro MPUMEHEHUA, COOTBETCTBUA
JIeKapCTBEHHOro Npenapara 418 BeTepUHaAPHOro nNpumeHeHns TpeboBaHMAM, YCTaHOBAEHHbIM NMPU ero
rocyAapcTBeHHOMN perucrTpaumm.

3. BBog B rpa)kgaHckuit obopoT BBO3MMOro (nepemewiaemoro) B Poccuiickyto Pepepaunto
JIeKapCTBEHHOrO npenapata A1 BETEPUHAPHOrO MNPUMEHEHMA OCYLLECTBAAETCA NPU  Haanuymm
3aK/IIOYEHMA O COOTBETCTBUM MPOM3BOAUTENA JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM npaBun
Hag/NerKallel NPousBOACTBEHHOW MNPAKTUKKU, BblAAHHOTO YMNOJHOMOYEHHbIM deaepasibHbIM OpraHom
WUCNONIHUTENbHON BNAacTU ANA  NPOU3BOACTBEHHOM NNOWAAKM JIeKapCTBEHHOro npenapata Anas
BETEPUHAPHOIO NPUMEHEHMUA, BBOAMMOTO B rpaKaaHCKunit o6opor.

4. Nluuo, yNnoNHOMOYEHHOE AepKaTeNem WAU BAaAe/bLEM PEerncTpauMOHHOIO YAOCTOBEPEHUS
NIEKapCTBEHHOTO Mpenapata A/ BETepPMHAPHOrO MNPUMEHEHUs, J[O/MKHO ObiTb aTTecToBaHO B
YCTaHOB/IEHHOM YMO/IHOMOYEHHbIM desepasibHbIM OPraHOM UCMOJIHUTE/IbHOM BNACTM NOpAAKE U UMETb
CcTaX paboTbl He MeHee Yem nMATb JieT B 06/1aCTM MPOU3BOACTBA M (MIM) KOHTPO/IA KayecTBa
JIeKapCTBEHHbIX CPeACTB MO0 B 061aCTV MOHUTOPUHIa 3EKTUBHOCTU M 6€30MaCHOCTU NEKAPCTBEHHbIX
npenapaTtoB AJja BETEePUHAPHOr0 MPUMEHEHMs, NPOBOAMMOIO AepiKaTe/fieM WAW  BnafesblLem
PerncTpaunoHHOro YA0CTOBEPEHUA IeKaPCTBEHHOIO NpenapaTa 414 BeTepUHapHOro NnpuMeHeHusa anbo
YNOAHOMOYEHHBIM MU HOPUANYECKUM ANLOM, Bbicliee 0bpasoBaHME COOTBETCTBEHHO MO OAHOMN U3
cneumanbHocTet U (MAM) oAHOMY W3  HanpaBieHW NOATOTOBKM: 6uonorvsa, 6GuoTexHosorus,
BETEPUHAPUA, BeTEPMHAPHO-CaHMTAPHAA SKCMepTU3a, KAMHMYECKas MeauuMHa, pagvaumoHHas,
XMMMyeckas W 6uonormyeckana 3awmrta, odapmauus, dyHAameHTanbHas MeauuMHa, XMMUYecKas
TEXHO/IOTUSA, XUMUA.

5. MopAaaoK npeacTaBieHns B COOTBETCTBUM C YacTaMu 1 M 2 HacToAWen CTaTbl AOKYMEHTOB U
CBEAEHUI 0 NeKapCTBEHHbIX NpenapaTax A/1a BeTePMHAPHOro NPUMEHEHWA, BBOAMMbBIX B rpaXAaHCKUi
060poT, ycTaHaBAuBaeTca MpasutenbctBom Poccuiickoli depepaumm.

6. B OTHOWEHWMM nepBbIX [ABYX CepWUli JIEKAapCTBEHHOro npenapaTta A/ BeTepMHapPHOro
NPUMeHeHWs, BNepBble MpousBefeHHoro B Poccuiickori ®depepauum uaM  Bhnepsble BBO3UMMOTIO
(nepemewaemoro) B Poccuitickyto depepaumio, B denepanbHbii OopraH MCMOAHWUTENLHOW BAAcCT,
oCyLLecTBAAOWMA GYHKLMM NO KOHTPOO (Haa3opy) B chepe obpalLeHUa NeKapCTBEHHbIX CPeaACTB A5
BETEPUHAPHOrO MPUMEHEHUSA, HAapAAY C AOKYMEHTaMM, NPeayCMOTPEHHbIMU YacTaMM 1 1 2 HacToAlLein
CTaTbW, NPEACTaBAAOTCA NPOTOKO/Ibl UCMbITaHNI O COOTBETCTBUM 3TUX CEPUI IeKApPCTBEHHOrO NpenapaTa
ONA  BETepMHAPHOro MPUMEHEHMA MOKasaTensiM KadyecTBa, NpPeayCMOTPEHHbIM  HOPMaTUBHbIM
OOKYMEHTOM (ganee - MPOTOKO/ WUCMbITaHWUI), NPOBOAMMbBIX AaKKPeAUTOBAaHHbIMM B COOTBETCTBMM C
3aKoHogaTenbcTBOM Poccuiickon  ®degepaumm 06  aKkKpeauTauMm B HaUMOHANbHOM  cucTeme
aKKpeamuTaumm ncnbitTateNbHbiMK nabopaTopuamu (LeHTpamm).

7. ExxerogHo He nosgHee 1 ¢peBpansa NponsBoAUTENN NIEKAPCTBEHHbIX CPeACTB MM OpraHM3aLmu,
OCYLLECTBAISIOLLME BBO3 (NEepemeLleHme) NeKapcTBEHHbIX NPenapaToB 418 BETEPUHAPHOrO NPUMEHEHUA
B Pocculickyio Pegepaumio, npeactaBnaloT B depepanbHbli  OpraH  WMCNOJNHUTENbHOW  BAAcTy,
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OCYLLECTBAAOWMNA GYHKLUMM NO KOHTPO (Haasopy) B chepe obpalLeHUsa NeKapCTBEHHbIX CPeacTB As
BETEPUHAPHOrO NPUMEHEHWSA, MPOTOKOA WCNbITAaHUI MOCTYNMBLUEro B TeYEHWE roda B rpaxkaaHCKuii
060pOT IEKAPCTBEHHOIO Npenapara 4/1s BeTepUHAPHOIo NPUMEHEHU KOHKPETHOro npoussoauTens (Ha
O4HY CEepUI0 KaKAOoro TOProBOoro HaMMEHOBaHMA C YYeTOM JIeKapCTBeHHOW d¢opmbl, a Aand
NeKapcTBEHHOTO npenapara ans BETEPUHAPHOIO NPUMeEHEHUs, He ABAAoWerocs
MMMYHOBMONOTMYECKUM, TaKKe C Y4eTOM [J03MPOBKM), MNPOBOAMMBIX aKKPEAWTOBaHHbIMKU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuidckolt depepaumn 06 akkpeauTaumym B HaALMOHANbHOM
cUcTeMe aKkKpeaMTauum UcnbiTaTelbHbIMK abopaTopuamm (LeHTpamu).

8. BBoa B rpaxkAaHckuMii 060pOoT MMMYHOBMONOrMYECKOro J1IeKapCTBEHHOro npenapaTta AnA
BEeTEepMHapHOro MNpPUMeEHeHUs, npoussBedeHHoro B Poccuitickoli  depepaumm  UMAM  BBO3UMOTO
(nepemewaemoro) B Poccuiickyto Pegepaunio, ocyLecTBASETCA Ha OCHOBAHWN pa3peLleHus, BbI4aHHOMo
denepanbHbIM OpPraHOM UCMONHUTENbHOW B/1ACTU, OCYLLLECTBAAOLWMM GYHKLMM MO KOHTPOO (Haasopy)
B cdhepe obpalleHMsA NeKapcTBEHHbIX CPeACTB /19 BEeTePMHAPHOro NpMMeHeHUs. YKasaHHoe pa3pelleHme
BblAAeTCA Ha OCHOBAHMM MPOTOKOJIa UCMbITAaHUI, NPOBOAUMBIX aKKPEAUTOBAHHbIMU B COOTBETCTBUMU C
3aKoHoZaTeNnbcTBOM  Poccuinickont  Pepepaumm 06  akKpeguTauuM B HAUMOHAJ/IbHOW  cucTeme
aKKpeauTaLmmn opraHm3aumsamm, NnoaseoMCTBEHHbIMM PpeaepanbHOMY OpraHy UCNOAHUTENbHOW BacTH,
ocyuwiecteasowemy GyHKUMM No BbipaboTKe rocydapCTBEHHOW MOAUTUKU U HOPMaTUBHO-NPaABOBOMY
perynnmpoBaHuto B chepe arponpoMbilLIEHHOrO KOMMAEKCa, BKAOYana obpalleHWe /leKapCTBEHHbIX
CpeacTe AN BETEPUHAPHOrO MPUMEHeHus, unum deaepasbHOMY OpraHy MCMNOJIHUTENIbHOM BNacTH,
ocyuiecTeasowemy GyHKUUN No KOHTpoto (Haa3opy) B chepe obpalleHNa NekapCTBEHHbIX CpeacTs Ans
BETEPMHAPHOIro MPUMEHEHUS, a TaKKe AOKYMEHTOB W CBEAEHWN, NPeayCMOTPEHHbIX YacTbio 1 (gnn
npenapaTtos, NpousBeaeHHbIX B Poccuitickolt deaepaumm) mam yacteto 2 (Ana npenapaTtoB, BBO3UMbIX
(nepemewaemsix) B Poccuiickyto ®eaepaumio) HacToALLEN CTaTbM.

9. CpoK Bblgauu paspelleHns, yKa3aHHOTo B 4acTM 8 HACTOSALLEN CTaTbW, COCTABAAERT NATb paboumnx
OHeN co [AHA npeacTaBlAeHUs NPOU3BOAUTENEM JIEKAPCTBEHHbIX CPeACTB WAW  OpraHuM3auunen,
oCyLLecTBAAOWEN BBO3 (NepemMelLeHne) NekapCTBEHHOIO NpenapaTta A BeTepUHaAPHOTo NPUMEHeHUA B
Poccuintckyto ®epepaumio, B denepasnbHblii OpraH UCNONHUTENIbHOM BAACTM, OCYLLECTBAAIOWMA GYHKLUK
Nno KOHTpoto (Haa3opy) B chepe obpalleHna NeKapcTBEHHbIX CPeACTB 419 BETEPUHAPHOIo NPUMEHEHUS,
OOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 8 HACTOSALLEN CTaTbM.

10. PaspelleHMe, yKa3aHHOE B 4YacTW 8 HACTOALWLEN CTaTbM, BblAAETCA B OTHOLLIEHWUW KaKkaoW W3
nepBbiX ABYX CEPUIA MMMYHOBMONOrMYECKOro /IeKapCTBEHHOro npenapata ANs BeTePMHAPHOro
NPMMeEHEeHWA, BMNepBble MpousBeseHHoro B Poccuitickoit degepauny waM Bnepsble BBO3UMMOTO
(nepemewaemoro) B Poccuinckyio ®eaepaumio. Takoe paspelleHue BblAAETCA Ha BECb CPOK obpalLeHus
CEPUM MMMYHOBMONOrMYECKOrO /NIEKAPCTBEHHOIO npenapata A4 BETEPUHAPHOro MPUMEHEHUs, B
OTHOLLEHMM KOTOPOW OHO BblAaHO. B OTHOLWEHMM NOCAEAYIOWNX CEPUIA OAHOMO TOProBOro HaMMEHOBaHMA
MMMYHOBMONOrMYECKOrO  /IeKApCTBEHHOrO  Mpenapata  ANs  BETEPUMHAPHOrO  NPUMEHEHMs,
npousseaeHHoro B Poccuiickoit depepauunm uMAM BBO3MMOTO (nepemelaemoro) B Poccuitckyto
denepaumio, Takoe paspelleHne BblAaeTCsa CPOKOM Ha Tpu roga. Nopaaok Bblaaum paspelleHms Ha BBOA,
B rparKAaHCKMii 060OpPOT MMMYHOBMONOIMUYECKOrO /IeKapCTBEHHOro npenapaTta A/ BeTepMHApPHOro
NPUYMeEHEeHWsA, MOPALOK BblAaun NPOTOKOA UCTbITAHWM, YKa3aHHbIX B YacTU 8 HACTOALLEN CTaTby, a TaKKe
MeTOAMKa OnpeaesieHnss pasMepoB N/IaTbl 33 Bbl4ayy YKA3aHHOTO MPOTOKO/A  WUCMbITaHWUIA
ycTaHaBauBaeTca MpasuTtensctBom Poccuiickoit Peaepavmm.

11. MmmyHOBUMONOTMYECKME JNleKapCTBEHHbIE MpenapaTtbl A48 BETEPUHAPHOrO NPUMEHEHWUs,
BBEAEHHbIE B IPaXKAaHCKMI 060POT B COOTBETCTBMM C YACTbIO 8 HACTOSALLEN CTaTbW, MOAJIEKAT XPAaHEHMIO,
nepeBO3Ke, OTMNYCKY, peannsaLmu, nepesade, NPUMEHEHUIO L0 NCTEYEHUA CPOKA UX TO4HOCTY.

12. 3a HenpeAacTaB/leHME WKW HECBOEBPEMEHHOE NpeacTaB/leHUe AO0KYMEHTOB W CBeAeHUM,
npeaycMoTpeHHbIX Yactamm 1 - 3, 6 U 7 HacToALWEN CTaTbl, NPOM3BOAMTENMN NIEKAPCTBEHHbIX CPEACTB U
OpraHusaLmmn, oCyLLECTBASAIOLLME BBO3 (MepemelleHne) IeKapcTBEHHbIX NPenapaTos A1 BETEPUHAPHOro
npumeHeHua B Poccuiickyo ®eaepalmio, HeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHO4aTe1bCTBOM
Poccuiickoin Pepgepaunn.
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13. MpeacTtaBneHne AOKYMEHTOB U CBeAEHUI, NpeayCcMOTPeHHbIX Yactamu 1 - 3, 6 n 7 HacTosALwei
CTaTbM, U NOJIyYEHME pa3peLleHMsA, YKA3aHHOIO B YaCTM 8 HACTOsALLEN CTaTbW, He TPeOYOTCA B OTHOLIEHUM
JIeKapCTBEHHbIX MpenapaToB ANA BETEPUHAPHOTO MPUMEHEHWA, NpefHasHayeHHbIX A1A BblBO3a U3
Poccuiickolt ®Pepepaunn, NpPoBeAEHUA AOKJAMHUYECKUX WCCAEAOBaHUMA NEKApPCTBEHHbIX CPeacTs,
KIMHUYECKUX UCCel0BaHNI NEeKAPCTBEHHbIX NPENAPaTOB AN BETEPUHAPHOTO NPUMEHEHMA 1 BBO3a ANA
uenen, ykasaHHbIX B NyHKTe 5 Yyactu 1 ctatbm 50 HacToAwero PeaepanbHOro 3aKoHa, a TakKe obpasuos
JIeKapCTBEHHbIX MpenapaToB ANA BETEPUHAPHOro NPUMEHEHWA, NpeAHa3HaYeHHbIX ANA NpoBeAeHUA
SKCMepTU3bl JIEKAPCTBEHHbIX CPEACTB B LEAAX OCYLLeCTBAEHUA TOCYAApCTBEHHOM perncrpaumm
NIEeKAPCTBEHHbIX MNpPenapaToB A5 BETEPUHAPHONO MNPUMEHEHUA WAW BHECEHWA W3MEHEHWA B
pPerncTpaLnMoHHOE AOCbE Ha IEKAPCTBEHHbIM NpenapaT gAa BETEPMHAPHOr0 NPUMEHEHMUS.

Cratba 53. Mpoaarka, nepepauya NeKapCTBEHHbIX CPeaCTB OpraHM3aLMAMM ONTOBOWN TOProBAU
NleKapCcTBEHHbIMU CpeacTBamm

1. OpraHusaumMm ONTOBOM TOProB/M NEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLLECTBAATb NPOAAXKY
JIeKapCTBEHHbIX CPeACTB WAW nepenaBaTb WX B YCTAaHOB/JEHHOM 3aKOHOZATENbLCTBOM PoCCUMCKOW
depepaunn nopsagxe (3a UCKAOYeHNEM papMaLLeBTUUYECKON cybCTaHLMM CNMpPTa 3TU0BOrO (3TaHona) ¢
y4yeTom TpeboBaHUI YacTn 3 HacTosLWEeN CTaTbu:

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 481-®3, o1 04.08.2023 N 428-3)

1) ApyrMm opraHn3auMam ONTOBOM TOProBAN NEKAPCTBEHHbIMM CPEACTBaAMY;
2) Nnpo13BOANTENAM NEKAPCTBEHHbIX CPeACTB ANA Lesiel NPoM3BOACTBA IEKAPCTBEHHbIX CPeACTB;
3) anTeyHbIM OpraHn3aLMamM U BETEPUHAPHbBIM anTeYHbIM OPraHU3aLMAM;

4) Hay4HbIM OpraHM3aLMaM ANA HayYyHO-UCCNen0BaTeNbCKON PaboThbl;
(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) nHaOnBunAyaabHbiM  NpegnpuHUMmaTenam, uMmerwmnmm nANUEH3NKD Ha d)apMaLI,EBTMHECKYIO
AeATeNbHOCTb NN TNUEH3UNIO Ha MeOULLIMHCKYIO 0eATE/IbHOCTb,

6) MEANUMHCKMM OpraHn3aumam, B TOM YNC/1e CO34aHHbIM U 3aperncTpMpoBaHHbIM B COOTBETCTBUM
C 32aKOHOAATeNbCTBOM WMHOCTPAHHOro rocygapcrtsa - uYneHa OpraHus3aumMm  3KOHOMMUYECKOro
COTpyAHMYECTBA M pPas3BUTUA  MHOCTPAHHbIM  OPUAMYECKUM  AWUAM,  UHAUBUAYANbHbIM
npeanpuHUMaTeNAM, ABAAIOWMMCA YYaCTHUKAMKM NPOEKTa B COOTBETCTBMM ¢ PeaepanbHbiM 3aKOHOM OT
29 utoHa 2015 roga N 160-$3 "O merKayHapogHOM MEAULIMHCKOM KnacTepe U BHECEHUU U3MEHEHUI B
oTAeNbHble 3aKOHOoZaTe/IbHble akTbl Poccuiickoin Peaepaummn”, n BeTepUHAPHbLIM OpraHM3aumam;
(B pen,. PepepanbHbix 3aKoHOB 0T 26.07.2019 N 240-3, o1 04.08.2023 N 428-d3)

7) opraHusauMam U MHAMBUAYANbHLIM MPEANPUHUMATENSAM, OCYLLECTBAAIOWMUM pasBeseHue,
BbIPALLMBAHME M COLEPrKAHME KMBOTHbIX (33 WCKAOYEHWEM TNPOLAXKM UM  GapMaLLeBTUYECKUX
cybCTaHUM UK UX Nepesayn).

(n. 7 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHv3auuu ONTOBOW TOPrOBAM /IEKAPCTBEHHLIMM CPEACTBAMM He BMpaBe OCYLEeCTBAATb
npodaxy (nepedady B YCTAaHOBNEHHOM 3aKOHOAATeNbCTBOM Poccuitickoit ®depepaumm nopsaake)
dbapmaueBTUYECcKoi cybCcTaHUMKM cnnpTa 3TUNOBOTO (3TaHoNa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
Y. 3 cT. 53 Ha TeppuTopusax AHP, JIHP, 3anoporKcKon obnactun, XepcoHcKon 061acTM NnpumeHsaeTcs ¢
01.09.2024 (P3 o1 04.08.2023 N 428-P3).
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3. OpraHu3aumm onTOBOW TOProBAW IEKAPCTBEHHLIMW CPEACTBAMM MOTYT OCYLLECTBAATL NPOAAXKY
(nepepavy B ycTaHOBNEHHOM 3aKoHOAATENbCTBOM Poccuiickon deaepaumm nopagke) NeKapCTBEHHOMO
npenaparta 414 MeguUUHCKOTo MPUMEHEHUA C MEeXAYHAPOAHbIM HEeNaTeHTOBAaHHbIM HaMMEHOBAHMEM
n n
ST1aHon":

1) lopuManYeckMm NuMuam, UMMM NULEH3NI0 Ha dapMaleBTUYECKYo AeaTenbHOCTb B chepe
06palleHMA NeKapCcTBEHHbIX CPeACTB A8 MeANLNHCKOro NPUMeHeHUn;

2) uvHAMBMAYaANbHBIM NPEANPUHMMATENAM, UMELWMM JIMLEH3MI0O Ha (apmMaLLeBTUUYECKYO
AeaTeNnbHOCTb B chepe 0bpalleHMA NeKapCcTBEHHbIX CPeACcTB A8 MeAULIMHCKOrO NPUMEHEHUs;

3) HAMBMAYANbHBIM NPEANPUHUMATENSAM, UMEOLUM JINLEH3UIO Ha MeAULIMHCKYIO AeATeNbHOCTb;
4) 1opMANYECKUM IMLLAM, UMEIOLLIMM IULLEH3UIO Ha MeAULMHCKYIO AeATeIbHOCTb;

5) MHOCTPaAHHbIM IOPUANYECKUM NLAM U NHAMBUAYANbHBIM NPeANpPUHMMATENAM, CO34aHHbIM U
3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM WMHOCTPAHHOrO rocygapcrsa - 4YsieHa
OpraHu3auMmM 3KOHOMMYECKOrO COTPYAHMYECTBA U Pa3BUTUA, ABAAIOWMMCA Y4aCTHMKaMKU MPOEKTa B
cooTtBeTcTBMM € PepepanbHbiM 3aKOHOM OT 29 uioHA 2015 roga N 160-d3 "O mexayHapoaHOM
MeAULMHCKOM KiacTepe M BHECEHWW WU3MEHEHMUW B OTAENbHble 3aKOHOAATENbHblE aKTbl Poccuitckoit
Pepepaunn’;

6) ucnbiTaTeNbHbIM NabopaTopuaM (LeHTpam), NPOBOAALLMM WUCMbITaHUA B 061aCTU KOHTPONS
KaQyecTBa J1€KAPCTBEHHbIX CPEeACTB, aKKPeaAUTOBAHHbIM B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuiickoin Pepepaunm 06 akKpeauTaLuum B HaLLMOHAIbHOM CUCTEME aKKpeanTaLuu.

(yacTb 3 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.08.2023 N 428-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AU IEKAPCTBEHHLIMM CPEACTBAMMU

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.09.2024 4. 1 c1. 54 nsnaraetca B HoBol pegakumm (P3 ot 30.01.2024 N 1-d3). Cm. byayuiyto
pefakuuio.

1. OntoBas TOProBAs JIEKAPCTBEHHbIMM CPEACTBAMM  OCYLLECTBAAETCA NPOU3BOAUTENAMM
NeKapcTBEHHbIX CPEeACTB M OpraHMsauMamMM ONTOBOW TOPrOBAM J/IEKAPCTBEHHbIMM CPeACTBAMM MO
npaBuaam HaganexKalwel AUCTPMObIOTOPCKOM NPAKTUKK, NPaBUIam HaaNeXKalleln NPaKTUKM XpaHeHUA U
NepeBO3KM JIEKAPCTBEHHbIX MNpPenapaToB ANA MEeAMLMHCKOTO MNPUMEHEHUs, MNpaBMAaM XpaHeHus
NeKapCTBEHHbIX CPEeACTB A8 BETEPMHAPHOro MNPUMEHEHWA, YTBEPXKAEHHbIM COOTBETCTBYIOLLMMM
YNOAHOMOYEHHbIMKU deaepanbHbIMU OpraHaMu UCNOAHUTENbHOW BNACTK.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 28.04.2023 N 171-03)

2. OpraHusaums ONTOBOW TOProB/AM JIeKAapCTBEHHbIMM cpeacTBamuM obs3aHa cobatogaTb
npeaenbHble CPOKM OTIPY3KM 3aTpebOoBaHHbIX anTeYHOM OpraHnsaLmei NekapCcTBEHHbIX NpenapaTos a1
MEAULMHCKOIO MPUMEHEHUs W He BnpaBe OTKa3blBaTb anTeYHOM OpraHM3auumM, C KOTOPOW Yy Hee
3aK/04YEH COOTBETCTBYIOWMI [OrOBOP O NOCTaBKaxX J€KAPCTBEHHbIX NMpenapaTtoB Anf MeAMUMHCKOro
NPMMEHEHWSA, B NOCTAaBKE JIEKAPCTBEHHbIX NPENapaToB A1 MeULMHCKOTO NPUMEHEHNA NPU HAaAUYUK
3aTpeboBaHHbIX JIeKaPCTBEHHbIX NPENaPaToOB A1 MEAULMHCKOIO NPUMEHEHMA Y OpraHM3aunmM onToBoM
TOProB/AWN JIEKAapPCTBEHHbIMU cpeacTBamu. [lpeaenbHble CPOKM OTIPYy3KM 3aTpeboBaHHbIX anTeyHown
OpraHusaumen NeKapCcTBEHHbIX MPenapaToB A8 MeAMUMHCKOTO MNPUMEHEHUs B 3aBMCMMOCTM OT
PacnonoXeHMA MecCTa OTIPYy3KU JIeKApPCTBEHHbIX MPENapaTtoB AAsa MELUUMHCKOTO NpPUMEHEHUsA
YCTaHaBAMBAKOTCA YNOJHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMOIHUTEIbHOM BNACTHU.

(yacTb 2 BBegeHa PegepanbHbiM 3aKOHOM 0T 26.03.2022 N 64-$3)

CratbAa 55. Mopapok p03HVI‘-IHOﬁ TOPros/in IeKApCTBEHHbIMU Npenapatamu
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1. PO3HMYHAA TOProB/A NEKAPCTBEHHbIMM MpenapataMm B KO/IMYECTBAX, HeobxoaAuMbIX AN
BbINONHEHUSA BpayebHbIX (dbenbalepckux) HasHayeHUn WAM Ha3HaAYeHUn cneunannctos B obnactu
BEeTEPMHAPUM,  OCYLLECTBAAETCA  anTeYHbIMU  OPraHM3auMaAMKM,  BETEPUHAPHLIMU  anNTEYHbIMU
OpraHusaumMamu,  UHOMBUAYANbHbIMW  MPeAnpUHUMATENSMU,  UMEIOWMMM  JIMLUEH3UI0  Ha
dbapmMaLLeBTUUECKYIO AeATE/NIbHOCTb, MEAULMHCKUMW OpPraHmMsaumaMn, UMMELWUMU JINLEH3UI0 Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, U KUX 060cobneHHbIMM nogpasgaeneHusmmn  (ambynatopusmu,
denbawepckumm n  denbalepcKko-akyLEePCKUMM  MYHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpauyebHol (cemeltHOM) MpPaKTUKK), PaCnONOMKEHHbIMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHU3aummn, U BEeTEPUHAPHbIMW OPraHU3aUUaMU, UMEIOLLMMU NNLEH3UIO Ha
dapmaLleBTMUECKYIO JeATe/NbHOCTb. PaspelleHa po3HMYHAA TOProB/AA TO/bLKO J/IEKapCTBEHHbIMM
npenapatamu, 3apernctpupoBaHHbiMK B Poccuitickoit depepauum nMbo B COOTBETCTBMM C aKTamM,
cocTasasoWmMmm npaso Coto3a, UAU U3FOTOBAEHHLIMU anTeUYHbIMM OPraHU3aLMAMKN, BETEPUHAPHbLIMU
anTeYHbIMU OPraHM3aUUAMKW, UHANBUAYANbHLIMKU NPEeANPUHMMATENAMMU, UMEIOLMMN NNLEH3UIO Ha
dbapmaueBTUYECKyl0  AeATeNbHOCTb.  PO3HMYHAA  TOProBAs  JIEKAPCTBEHHbIMM  NpenapaTamu
OCYLLECTBNISETCA MO MNPaBWUIaM HaANerKallen anTeyHOW NPaKTUKKU, YTBEPMKAEHHbIM YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTU.

(8 pea. PenepanbHbix 3aKoHOB 0T 25.11.2013 N 317-®3, 07 22.12.2014 N 429-®3, o1 30.01.2024 N 1-®3)

1.1. Po3HWYHaA TOProBAA NEKAPCTBEHHbIMW NpenapaTamu ANa MeAUUMHCKOTO NpuMeHeHua (3a
NCKIOYEHWEM N1EeKAapPCTBEHHbIX NPenapaToB, OTMYCKAaeMblX MO PeLenTy Ha JIeKapCTBEHHbIM npenapar,
HapKOTUYECKMX JIeKaPCTBEHHbIX MPEnapaTtoB M MCUMXOTPOMHbIX JIEKAPCTBEHHbIX MPenapaTos, a TaKxkKe
cnupToCcoAepKallMX NeKapCTBEHHbIX NpenapaToB ¢ 06beMHOlM Aonel 3TUA0BOrO cnupTa cBbiwe 25
NPOLEHTOB) MOMET OCYLLEeCTBAATLCA aNTeYHbIMW OpPraHM3auMAMKM  AUCTAHUMOHHBIM  crnocobom.
PO3HMYHYIO  TOProB/al0  /IeKapCTBEHHbIMM  NpenapatamuM AN MeAMUMHCKOTO  NMpUMEHEeHMA
ANCTaHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBAATL anTe4Hble OpraHu3auMu, MMeloLMe JIMLEH3UI0 Ha
bapmaueBTUUECKylO OeATeNbHOCTb M COOTBETCTBYIOWee paspelleHne deaepanbHOro opraHa
WCNONIHUTENbHOM  BNACTW, OCYLLECTBAAKOLWEro QYyHKLMM NO KOHTPOAKO U Haasopy B coepe
3apaBooxpaHeHuna. [lopAAOK BblAauyM paspelleHMA Ha  OCYLLeCTBAEHWE PO3HWYHOW TOProBAU
NIeKapCTBEHHbIMM MpenapaTaMu AUCTaHLMOHHbIM CNOCO60M, TpeboBaHMA K anTeYHbIM OpraHU3aLuam,
KOTOpble MOTYT OCYLLEeCTBAATb TaKylo TOProB/Al, U MOPAAOK €e OCYLLEeCTBAEHMA, a TaKXKe MpaBua
[OCTaBKM NEKapCTBEHHbIX MpenapaToB rpakAaHam ycTaHasauBaloTca [MpaButenbctBom PoccuiicKoi
denepauyn. UHdopmaumsa 06 onnavyeHHbIX (OTMYLLEHHbIX) W MOJYYEHHbIX JIEKAPCTBEHHbIX MpenapaTax
BHOCUTCA B CUCTEMY MOHUTOPUHIA OBUXKEHUA JNE€KAPCTBEHHbLIX Mpenapatos A4na MmMeauuunHCKOro
NpUMeHeHuA B NopaaKe, NPesyCMOTPEHHOM YacTbio 7 cTaTbm 67 HacToAwero PegepasbHOro 3aKOHa.
(yacTtb 1.1 BBegeHa depepanbHbim 3akoHOM oT 03.04.2020 N 105-3)

2. Buapl anTeyHbIX oOpraHM3auuii W npasBuia OTMNYCKA JIEKAPCTBEHHbIX MpenapaToB AN
MeAULMHCKOro MPUMEHEHUA anTeYHbIMW OpraHM3auMAMU, UHANMBMAYANbHLIMKU NpeanpUHUMATENSAMMU,
UMEIOLLIMMU NNLEH3UI0 Ha dapMaLLEBTUUECKYIO eATE/IbHOCTb, a TaKXKe NpaBua OTMNYCKa IeKapPCTBEHHbIX
npenapaTtos AN MeAULMHCKOro NPUMEHEHUS MeAULMHCKUMUM OPraHn3aLUmnamm, UMeLLMMN TULEH3NIO
Ha ¢dapmMalLeBTUYECKYID AeATeNbHOCTb, U UX 060cobaeHHbIMM noapasgeneHuamu (ambynaTopusamu,
denbawepckumm n  denbaliepcKko-akyLEePCKUMM  MYyHKTaMK, LeHTpamu (oTaeneHusmu) obuien
BpayebHol (cemeliHOM) MpPaKTUKK), PaCnONOXKEHHbIMMU B CENbCKMUX HACENEHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3auuu, YTBEPKAATCA YMNOJHOMOYEHHbIM deaepasibHbIM OpraHom
NCNOSIHUTENIbHOWN BNACTW.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuaa OTNycKa HAPKOTUYECKUX CPeACTB U MCUXOTPOMHbIX BELECTB, 3aPerMcTPUPOBaHHbIX B
KauyecTBe JIeKapCTBEHHbIX NPEenapaToB, JEKAPCTBEHHbIX MNpernapaToB, COAEPMKALMX HapKOTUYeCcKue
CPeacTBa WM MCUXOTPOMHbIe BELWECTBA, YTBEPXKAAOTCA YMNOJHOMOYEHHbIM denepasbHbiM OpraHom
WCMONHUTENbHOW BNAcTM MO COrnacoBaHWio C deaepanbHbIM OPraHOM WCNONHMTENbHOW BAACTy,
YMOAHOMOYEHHbIM B chepe BHYTPEHHUX aen.

(8 pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)
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4. JlekapcTBeHHble npenapaTthl 444 BETEPUMHAPHOrO MNPUMEHEHMA nogjaexkaT OTNycKy
BETePUHAPHbIMM anTeyHbIMKU OpPraHM3auUnAMK, BETEPUHAPHBIMU OPraHM3aUUAMKN, UHANBUAYANbHbIMM
npeanpuHUMaTEN MU, WMEIOWMMU  ANLEH3MI0 Ha  dapmaueBTMYeckylo AaeaTenbHocTb. OTnyck
NIeKapCTBEHHbIX MpenapaToB A/1A BeTepUHApPHOro MPUMEHEHMA OCYLLECTBAAETCA B COOTBETCTBUU C
npasuMnamu Hagaexalel anTedyHon NPaKTUKM JIeKapCTBEHHbIX MpenapaToB ANA BeTepuMHapHOro
NPUMeHeHUA, YTBEPKAEHHbIMU YNOJHOMOYEHHbIM deaepanbHbIM OpraHOM UCMOAHUTENbHOM BNacTU.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. [MepeyeHb MEAMUMHCKMX OPraHM3auUUn, MMeWUX UMUEeH3nIo Ha dapmaueBTUYECKyto
AeATeNbHOCTb, U UX 060C0BNEHHbIX NoapasaeneHuin (ambynaTopuii, denbalepckux U GenbaliepcKo-
aKYLLEPCKUX MYHKTOB, LLEHTPOB (0TAeNeHnin) obuiel BpauebHoM (cemeliHOM) NPaKTUKK), PacioNOKEHHbIX
B CE/IbCKUX HACE/IEHHbIX MYHKTAxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3aumn, a TakKe rnepeyeHb
JIeKapCTBEHHbIX NPENapaToB, NPOoAaXKa KOTOPbIX MOXKET OCYLLECTBATLCSA YKAa3aHHbIMKU OPraHM3aunaMm 1
nx o060cobneHHbIMM NogpasaeneHUAMM, YCTaHAB/MBAKOTCA OPraHaMu WCMONHUTENIbHON BAACTK
cybbekToB Poccuitickoit Pepepaunu.

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHuWsauMW, WHAMBMAYANbHblE NpPeAnpUHUMATENN, MMEoWMEe JINLEH3UID Ha
bapmaueBTUYECKYIO  AeATeNbHOCTb, 06A3aHbl  obecneunmBaTb YTBEPKAEHHbIV  [1paBUTENBCTBOM
Poccuiickoint ®epepaumm n popmmnpyemolit B YCTAaHOBIEHHOM MM NOPALKE MUHUMA/IbHbINA aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaToB, HEOOXOAMMbIX ANA OKA3aHWUA MEANLUMHCKON MOMOLLM.

(yacTb 6 B peq. depepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble OpraHu3auuu, WUHAMBUAYANbHbIE NPEANPUHUMATENU, UMEKOLWME JINLEH3UI0 Ha
bapmaueBTUUECKYIO OeATeNbHOCTb, HapALy C JIeKapCTBEHHbIMM MNpenapaTamyv  MMeKT MpaBso
npuobpetatb M NpoaasBatb, B TOM 4WUCAe AUCTAHLMOHHLIM crnocobom, MeaUUMHCKME u3aenwus,
Ae3nHoMUMpyoWmMe cpeacTsa, NpegmeTbl U CPeACTBA JIMMHOM TUTMEHbI, NOCYAY A1 MeAUUMHCKUX
uenen, npegMeTbl U CpeacTBa, NpeAHasHayeHHble AnAa yxona 3a 6ONbHbIMKW, HOBOPOMKAEHHbIMU U
OEeTbMU, He AOCTUTLMMM BO3PacCTa TPEX JIET, OYKOBYHO ONTUKY U CPeACTBA yXO4a 33 Hell, MMHepasbHble
BOAbl, NPOAYKTbl sie4yebHOro, AETCKOro U AMETUYECKOro NUTaHMA, BUONOrMYeckM akTMBHble 406aBKw,
nappromepHble U KOCMETUYECKME CPeAcTBa, MeOULMHCKME U CAHUTAPHO-NPOCBETUTE/IbHbIE MeYaTHble
n3gaHuA, NpeAHasHavyeHHble ANa nponaraHapl 340poBoro 06pasa XKusHu.

(B pea. enepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eaTenbHOCTb anTeyHblX opraHusauuii BoopyKeHHbix Cun Poccuiickoit Pepepaunn, apyrmx
BOWMCK, BOMHCKMX GOPMMPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOoAaTenbcTBOoM Poccuiickon depepaunm
NpPesycMOTPEHO MPOXOXKAEHNE BOEHHOM CAyKObl WM denepanbHOW FOCyAaPCTBEHHOM CAYXKObl,
CBA3AHHOW C MPaBOOXPAHUTENbHON AeATeNbHOCTbIO, pernameHTUpyeTca Hactoawmum denepasibHbiM
33aKOHOM UM YTBEPKAEHHbIMU COOTBETCTBYIOWMMU deaepanbHbIMU OpraHaMu UCMOJHUTENbHON BNACTU
nonoxeHnamn. KoHTponb 3a cobnofeHMemM yKa3aHHbIMM anTeYHbIMU OPraHU3aLMAMMU NOOKEHWUN
HacToAwero ®denepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOWMMU denepanbHbiMU OpraHamm
NCNOJIHUTENbHOM BNACTU.

(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHBapna 2021 roga. - PegepanbHbiii 3akoH oT 03.04.2020 N 105-d3.

KoHcynbTaHTlAOC: NpumeyaHue.
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 MEeAUUMHCKOro MNpUMeHeHUs, OTNyCKaemMbiMKU MO peuenTy Ha JIeKapCTBEHHbIWM npenapar,
AWUCTaHLUUOHHbIM cnocobom

(eBepeHa depepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)
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1. B nepuog c 1 mapta 2023 roga fo 1 mapta 2026 roga B ropoge deaepanbHOro 3HayeHua Mockse,
B Benropoackoi M MockoBcKkoi obnactax (ganee B HactoAwel cTatbe - cybbeKTbl Poccuiickoit
depepaunn) npegycmaTpuBaeTcs NPoBeAEHNE IKCNEePUMEHTA MO OCYLLECTBEHNIO PO3HUYHOW TOProBAK
JIEKapCTBEHHbIMM NpenapaTtamu ANns MegULMHCKOTro MPUMEHEHMUA, OTMNYCKaeMbiMM MO peuenTy Ha
JIeKapCTBEHHbIM Npenapar, AMCTaHLMOHHbIM CNocobom (ganee - aKCNepuMeHT).

2. B pamKax 3KCNepuMeEHTa ero y4yacTHWKW BNpaBe AMCTaHLMOHHbIM CNocOoboM OCyLLeCcTBAATb
PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHBIMW NpenapaTamm g8 MeANUNHCKOTO MPUMEHEHMA, OTMYCKaeMbIMU
Nno peuenTy Ha NEeKapCTBEHHbIW npenapaTt (B Tom uucne chopmupoBaHHOMY B GpOpme 3/1EKTPOHHOTO
OOKYMEHTa B IMYHOM KabuHeTe rpa)kaaHMHa Ha eaAMHOM MopTane U (M1K) Ha perMoHabHbIX NopTanax
rocy4apCTBEHHbIX U MYHULMMAbHbIX YC/IYT) U BKIIOYEHHbIMW B NMepeyeHb IEKaPCTBEHHbIX NPenapaTos U1
dbapmaKoTepaneBTUYECKMX FPYNN NEKAPCTBEHHbIX NMPENapaToB, PaspeLleHHbIX K peanmsaumm B pamkax
3KCMEepPMMEHTA, YTBEPKAEHHbIN YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENIbHOW BNACTH (3a
WCKNOMEHNEM NEKAPCTBEHHbIX MPENapaToB, COAEPXKALMX HAPKOTUYECKME CpPeacTBa, NCUXOTPOMHbIE
BELLLECTBA U UX MPEKYPCOPbI, NEKAPCTBEHHbIX NPENAPATOB, COAEPKALUNX CUIbHOAENCTBYIOLLME BELLECTBA,
pagnodapmaLeBTUYECKMX JIEKAPCTBEHHbIX NpenapaTtoB, WMMYHOOMOMOIMYECKUX N1EeKAPCTBEHHbIX
NnpenapaToB, a TaKXKe JeKAapCTBEHHbIX MPenapaToB, ANA KOTOPbIX B COOTBETCTBUM C MHCTPYKUMEN Mo
NPUMEHEHUIO NIEKAPCTBEHHOMO MpenapaTa YCTaHOB/MEH TEMNEPaTypHbIM PeXMUM XpaHeHUa Huxe 15
rpagycos Llenbcua, cnuprocofeprKalimx NIeKapCTBEHHbIX NpenapaTtoB ¢ 06bemMHOW A0Nel 3TUI0BOTO
cnupTa cBbie 25 TMPOUEHTOB M /IEKAPCTBEHHbIX MNPEnapaTtoB, W3rOTOB/IEHHbLIX anTeYHbIMU
opraHusaumamu). Kputepum BKAOYEHUA IEKAPCTBEHHbIX NPenapaTos 1 dapmaKoTepaneBTUYECKUX rpynn
JIeKapCTBEHHbIX NpenapaTtoB B YKa3aHHbIM nepeyeHb ycTaHaBauBawoTcA MMpaBUTenbCcTBOM Poccuiickon
depepaunn. MNonoxKeHMA HaCTOALLEN CTaTbM HE PACMpPOCTPaAHAKTCA Ha JIEKApPCTBEHHbIe Mpenaparsl,
oTnyckaemble 6ecnnaTHO WAM CO CKUAKOW rpaxiaHam, MMeWwum npaBo Ha obecneyeHue
JIeKapCTBEHHbIMM NpenapaTaMm 3a CYeT cpeacTB BIoAKETHbIX aCCUTHOBaHUN deaepanbHoro boaxerta u
6ro0axkeToB cybbeKkToB Poccuitckoit Pepepaunm.

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

3. YyaCTHMKaMM  3KCNEPUMEHTA  ABAAIOTCA  YNO/NHOMOYEHHbIM  deaepanbHbli  opraH
NCNOJIHUTENIbHON BAACTW, YNOJHOMOYEHHblE OpPraHbl UCMONHUTENIbHOW B/lacTM cybbeKkToB Poccuiickon
depepaunn, meguLMHCKME OpPraHU3aLMu U anTeyHble OpraHM3aunn, COOTBETCTBYIOWME TPeboBaHUAM,
YCTaHOB/IEHHbIM B COOTBETCTBUM C YaCTblO 4 HACTOALLEN CTATbM.

4, MonoxKeHne o NOpsAAKe NPOBeAEHNA SKCNEPUMEHTA, B TOM Yncie TpeboBaHMA K MeAULMHCKUM
OpraHM3auMamMm M anTeYHbIM OpraHM3auMAM, ABAAIOWMMCA YYaCTHUKAMM 3SKCNEPUMEHTa, MNopsAAoK
OCYLLECTBNEHMA PO3HUYHOW TOPrOBAN 1EKAPCTBEHHbIMM NpenapaTamm Aaa MeanLMHCKOro NPUMEHEHUSs,
OTNYCKaemMbIMM MO peLenTy Ha NeKapCTBEHHbIV NpenapaTt, AMCTaHLUMOHHbIM cnocobom, TpeboBaHMA K
AOCTaBKE TaKMX JIEKApCTBEHHbIX MPenapaToB rpa)gaHam, nNpaBuMAa BblAauuM paspelleHus Ha
OCYLLEeCTBNEHME PO3HUYHOWN TOPrOB/IM NEKAPCTBEHHbLIMM NpenapaTammn 4aa MeguLMHCKOro NPUMEeHeH!s,
OTNyCKaemMbIMM MO PeLenTy Ha JIeKapCTBEHHbIM NpenapaTt, AUCTaHUMOHHbIM cnocobom, yTBepKaaeTca
Mpasutenbcteom Poccuiickoit degepaunn. TpeboBaHMA K anTeyHbIM OPraHM3auMAM, ABAAKOLLMMCA
YYaCTHMKaMM 3KCMEpUMEHTa, He MOryT ObiTb HWKe TpeboBaHW, YCTAaHOBJ/IEHHbIX K aNTeYHbIM
OpraHM3aLMAM B COOTBETCTBUM € YacTblo 1.1 cTtaTbu 55 HacTosAwero deaepanbHOro 3akoHa.

5. YnonHomouYeHHbIM deaepasbHbl OpraH UCNOIHUTEIbHOW B1acTu:

1) ocywecTBnseT MeToAMYECKOe COMPOBOMKAEHWE ISKCMEPUMEHTA, BK/KOYas MeToguyeckoe
COMpPOBOXKAEHNE AEATENbHOCTU MEANUMHCKMX OPraHmn3aLmii U anTeuyHbIX OpraHM3auunii, y4acTBYIOLWMX B
3KCnepumeHTe, Mo 0GOPMAEHMIO, UCNOJb30BAHMIO U XPAaHEHMIO PELLENTOB Ha IeKapCTBEHHbI Npenapar,
B TOM uncne chopMmnpoBaHHbIX B POpPME 3NEKTPOHHbIX AOKYMEHTOB;

2) npeactasnfetr B [paButenbctBo Poccuiickont depepaunn npensapuTenbHblt (B nepuos,
NpoBeAeHMA 3KCMEPUMEHTa, HO He Mo3gHee Yem 3a [ABa MecAua A0 UCTeYeHMs CPOoKa npoBeAeHMs
3KCMEPUMEHTA) U UTOTOBLINM (MO OKOHYAHMM IKCNEPUMEHTA, HO He NOo34Hee YeM Yepes ABa MecsLa nocse
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NCTeyeHna CpokKka nposBeneHnA 3KCI'Iepl/IMeHTa) AOKNadbl O pe3ysibTaTaxX npoBegeHUNA 3KCNepMMeEHTa U
npeanoxeHma o BHeCeEHUN N3MEHEHWN B 3aKOHOAAaTENBbCTBO 06 O6paLLI,eHVIM NNEKaAPCTBEHHbIX CpeacTB.

6. YNO/IHOMOYEHHbI OpraH UCMOJIHUTENIbHOM BNacTh cybbekTa Poccuiickon deaepaumu:
1) BnNpaBe ycTaHOBMTb 0COBEHHOCTU NPOBEAEHUA IKCMEPUMEHTA;

2) yTBepXKaaeT nopsaaoK oT6opa MeaULIMHCKUX OpraHU3aLmMii U anTeUYHbIX OpraHu3aLmii Ans y4actms
B 3KCMEPUMEHTE, a TaK)Ke NPOBOANT TaKOM OTOOP M yTBEPKAAET NepeyeHb MeaULUNHCKUX OpraHn3aumin u
nepeyeHb anTeyYHbIX OpraHM3aLnii, COOTBETCTBYIOLMUX TPebOBaAHUAM, YCTaHOB/IEHHbIM B COOTBETCTBUN C
4acTbto 4 HacToALLEN CTaTby, U ABASIOWNXCSA YH4aCTHUKAMM IKCNEPUMEHT];

3) ocywecTBnfeT MOHUTOPUHI NMPOBEAEHWUA 3KCMepMmeHTa W NpPeACcTaB/AeT ero pesynbTaTbl B
YNONHOMOYEHHbIV PpesepanbHblil OpraH UCNONHUTENIbHOM BAACTY;

4) obecneunBaeT MHOOPMALMOHHO-TEXHUYECKOE obecnedyeHne NPoBeAEHUA IKCMEePUMEHTa
nocpeAacTBOM UCNOb30BaHMA rOCYAapPCTBEHHOM NMHPOPMALIMOHHOM CUCTEMBI B Chepe 34paBooXpaHeHnn
cybbekTa Poccuiickoit Pepepaunn n (Man) megUUUHCKUX MHOOPMALMOHHBIX CUCTEM MeAULUMHCKUX
OopraHM3auni, ABAAIOWMXCA YYACTHUKAMM SKCMEPUMEHTa, U UX B3aUMOLENUCTBMA C eAUHOM
rocyapcTBeHHOM MHPOPMALMOHHOM cMcTeMOl B chepe 34paBoOOXPaHEHMS.

7. MeauUMHCKME OpraHM3auuM W anTeyHble OpraHU3aumMK BnpaBe OTKas3aTbCA OT y4yacTus B
3KCNepuMmMeHTe, NoJaB B YMOJIHOMOYEHHbIA OpraH WCNOJIHUTENIbHOM Bnactu cybbekTa Poccuinckol
depepaunn cooTBeTCcTBYIOLLEE OOpaLLEeHNE B MTMCbMEHHON dopme.

8. AnTeyHble opraHM3aumn, ABNAIOWIMECA YYaCTHMKAMU SKCNepumeHTa, 0653aHbl Npu nNpoaake
ANCTaHUMOHHbIM  cnocoboM  NeKapCTBEHHOrO npenapaTta  A0a  MeAMLMHCKOrO  MPUMEHEHUS,
OTNYCKaemoro fno peLenTy Ha JIEKapCTBEHHbIM npenapaT, obecrneynTb Npu OCYLLECTBJEHUN A0CTaBKU
NAEHTUOUKALMIO IMYHOCTN TpaKaaHuHa, NOMYYaloWero TakoW NEeKapCTBEHHbIM npenapar, B Lenax
YCTaHOB/IEHWNA COOTBETCTBMA €ro JIMYHOCTM M 1ML, YKa3aHHOTO B PeLIenTe Ha JIeKapCTBEHHbIN npenapar
(ero 3akoHHOro npepcrasuTensn), AM6oO NMuUa, YNOJHOMOYEHHOrO NIMLOM, YKasaHHbIM B peuenTe Ha
NleKapcTBEHHbIN Npenapar (ero 3aKkoHHbIM NpeAcTaBuTeNIem), Ha NoJlyYeHMe NeKapCTBEHHOro npenapara
(nanee B HacToALEl cTaTbe - ML, YKa3aHHOE B peLenTe (3aKOHHbIN NpeacTaBuTe b, yNoNHOMOYEHHOoe
nnuo).

9. Jlvuo, ocywecTBasolee [AOCTAaBKY JIEKAPCTBEHHOrO rpenapata  Ans  MeavUUHCKOro
NPUMeHeHMa, OTMYCKAaemMoro no peuenTy Ha JNeKapCTBEHHbIM npenapat, obasaHo noTpebosBaTb Yy
rparkAaHWHA, MONYYAIOLLEro TaKoM IEKAPCTBEHHbIV Npenapart, NpeabaBUTb JOKYMEHT, Y40CTOBEPAIOLLMIA
ero JM4YHOCTb, ANnAa M,Cl,eHTMdJVIKaLI,MVI JIMYHOCTU ITOTO rpaXaaHMHa U YyCTaHOB/NEHWA COOTBETCTBUA €ro
JINYHOCTU U INLLA, YKa3aHHOTO B peuenTe (3aKOHHOro NpeACcTaBUTeNs, yNoJHOMOYEHHOro anua). B cayyae
BbIAB/IEHMA HECOBNAAEHWUA JIMYHOCTU rparKaaHWMHa, NO/YYaloWEro NeKapCcTBEHHbIM Npenapat, U auua,
YyKa3aHHOro B peuenTte (3aKOHHOrO NpeAcTaBUTENA, YNOJHOMOYEHHOTO MLA), @ TaK:Ke B C/lyYae OTKasa
rparkaaHuvHa, No/yYaloLWero eKapCTBEHHbIN nNpenapar, NPpeabABUTb AOKYMEHT, YAOCTOBEPAIOWMNIA ero
JIMYHOCTb, /INLO, OCYLLECTBAAIOWEE [AOCTaBKy /€KapCTBEHHOrO npenapata Ana MeAWMUMHCKOro
NPMMEHEHMA, OTMNYCKAaeMOro No PeuenTy Ha JEeKapCTBEeHHbIM npenapaT, 06A3aHO BepHYTb TaKoMW
NleKapcTBEHHbIV NpenapaT B anTeYHYo OpraHM3aumio.

10. MoartBepxaeHvem ¢aKkTa nepefayM NeKapCTBEHHOrO Mnpenapata Ans  MeaMUMHCKOro
NPUYMEHEHWA, OTMYCKAaeMOro no peLenTy Ha JIeKapCTBEHHbIW Npenapar, MLy, yKasaHHOMY B pelenTe
(3aKOHHOMY NpeacTaBUTENIO, YNOJHOMOYEHHOMY JIMLY), ABAAIOTCA KAacCOBbIA YEK W MOAMUCb AWLa,
MOJIYYMBLUErO TAKOW JIeKAapPCTBEHHbIW NpenapaTt, Ha AOKYMEHTEe O MOJlyYeHUU TAKOro NEeKapCTBEHHOMO
npenapata no ¢opme, yTBEPKLAEMON YNOJHOMOYEHHbIM $eaepanbHbiM OPraHOM WUCMONHUTENbHOW
Bnactu. Mocne nepepayM NEeKAapCTBEHHOro npenaparta J/vuy, yKasaHHOMY B peuente (3akoHHOMY
npeacTaBuTeNto, YNOJHOMOYEHHOMY AMUY), 3TOT AOKYMEHT Mepenaerca JMLOM, OCYLLEeCTBMBLUMM
[OCTaBKY TaKOro JIeKapCTBEHHOro rnpenaparta, B anTeyHyl OpraHM3alMmio, OCYLLEeCTBMBLUYIO OTMYCK
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NleKapcTBEHHOrO npenapaTta. B cayyae BbisBNEHMA NpuU Nepefaye /MLy, YKasaHHOMY B peuenTe
(3aKOHHOMY npeacTaBuTENtO, YNOJIHOMOYEHHOMY /MUy), JIeKApCTBEHHOro npenapaTa ¢aKToB
MEXaHNYECKOro MOBPEXKOEHUS €ro WMAM €ero YnaKoBKM TaKOW JIeKapCTBEHHbIM NpenapaTt Juuom,
YKa3aHHbIM B peLenTe (3aKOHHbIM NpeacTaBuUTeNeMm, YNOJHOMOYEHHbIM NNLOM), HE NMPUHMMAETCA U
BO3BpallaeTca 6e3 ero onnatbl /MLy, OCYLLECTBMBLUEMY AOOCTaBKY JIEKapCTBEHHOro npenapata M
obecneuymBalow,emy ero BO3BpaT B anTeYHyo OpraH13aumio.

11. 3a HapyweHna 3akoHoZaTenbcTBa Poccuiickon Pepepalmm, coBeplleHHble NPU NPOBEAEHUN
3KCMEPMMEHTA, ero y4acTHMKN HECYT OTBETCTBEHHOCTb, YCTaHOB/IEHHYIO 3aKOHO4aTeNbCTBOM Poccuitckom
depgepaunn.

12. KoHTpo/ib 3a wucnosHeHnem TpeboBaHWUM, CBA3AHHLIX C MNPOBEAEHMEM 3IKCMEPUMEHTA,
ocywecTsnaetca deaepasbHbiM OPraHOM WCMOJIHUTE/IbHOM BAACTM, OCYLLECTBAAOWMM GYHKUMW MO
KOHTPOJItO 1 Haa3opy B chepe 34paBOOXPaHEHUA, B NOpAAKe, ycTaHoBeHHOM PeaepanbHbiM 3aKOHOM
oT 31 utona 2020 roga N 248-d3 "O rocyaapcTBEHHOM KOHTPOIe (Haa3ope) U MyHULUNAIbHOM KOHTpoe
B Poccuitckoli depepaumn’.

CraTtba 56. N3roToBNEHME U OTNYCK JIEKaPCTBEHHbIX NPenapaTos

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHUs (D3 o1 30.12.2021 N 463-D3).

1. M3rotoBneHne feKapCTBEHHbIX MpenapaToB anTeYHbIMWU OPraHW3auusaMKU, BeTepUHAPHbIMU
anTeYyHbIMW  OpPraHM3aUMsaMKM, WMEIOWMMU  NINLEH3UI0 Ha  GapMaueBTUMYECKYD AeAaTesIbHOCTb,
OCYLLECTBNSAETCA MO pPeuenTam Ha J/IeKapCTBEeHHble npenapaTbl, Mo TPeboBaHMAM MeAMUMHCKUX
OpraHu3auuii, BETepPMHaPHbIX OpraHM3auuMii B COOTBETCTBUM C NpaBMIaMK WM3rOTOBJAEHMSA W OTMYCKa
NeKapCcTBEHHbIX  MPenapatos, YTBEPKAEHHbIMW  YNOJHOMOYEHHbIM  degepanbHbIM  OpraHom
NCMNONHWUTENbHOW BAACTU.

(8 pea. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-93)

2. Mpw U3roToBAEHMM NEKAPCTBEHHBIX MPEMNapaToB anTeYHbIMKU OPraHN3aLUAMM, BETEPUHAPHBIMU
anTeYHbIMM  OpPraHM3auMsaMK, WMEIOWMMU  JINLEH3UIO Ha  GapMaueBTUMUYECKYD AeAaTesIbHOCTb,
MCMO/b3YIOTCA JIEKAPCTBEHHblE nNpenapaTbl M (Man) dapmauesBTMUecKMe cybCTaHLMKU, BKJIOYEHHblE
COOTBETCTBEHHO B rOCYZapPCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOTO NPUMEHEHWS,
roCyZapCTBEHHbIN PeecTp JIEKAPCTBEHHbIX CPeACTB AJ/17 BETEPUHAPHOTO NPUMEHEHUA, eaUHbIA peecTp
3aperucTpupoBaHHbIX NEKAPCTBEHHbIX CPeACTB EBPasMiicKOro SKOHOMMWYECKOTO COO3a, eAMHbIN peecTp
3aperucTpupoBaHHbIX BETEPUHAPHBIX JIEKAPCTBEHHbIX MpenapatoB EBPasMCKOro 3KOHOMMYECKOro
COl03a B YCTAHOBNEHHOM MopsiaKe. He [AonycKaeTca M3roTOB/EHWE anTeYHbIMU OPraHM3aLUAMM,
BETEPUHAPHLIMW  anTEYHbIMM  OPraHM3aLMAMM, WMEIWMMU JINLEH3UI0 HA  dapmaLeBTUYECKYIO
AesATeNbHOCTb, JIeKapCTBEHHbIX MPenapaTos, 3aperMcTpupoBaHHbiX B Poccuiickoit deaepaummn nmbo B
COOTBETCTBUM C aKTaMM, COCTaBAaAoWwMMM npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB 0T 05.12.2022 N 502-$3, o1 30.01.2024 N 1-93)

3. MapKMpOBKa /IeKapCTBEHHbIX MPenapaToB, W3rOTOB/IEHHbLIX aMnTeYHbIMW OpraHU3aLMAMM,
BETEPUHAPHBLIMW  anTeYHbIMM  OPraHM3aUMAMM, WMMEIWMMU AULEH3UI0 Ha  dapmaLeBTUYECKYIO
AeATeNbHOCTb, U 0bopMIEHME TaKMX MPenapaToB AO/KHblI COOTBETCTBOBATb NpaBMaaM, YKasaHHbIM B
yactu 1 HacToALLEeN CTaTbM.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble OpraHWsauuK, BeTepuMHapHble anTeyHble OpraHM3auuKn, UMmelowme AULEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, HeCcyT OTBETCTBEHHOCTb 3a HecobaaeHne NpaBua U3roToBAEHUA U
OTNyCKa NeKapCcTBEHHbIX NPenapaToB B COOTBETCTBUM C 3aKOHOoAaTeNbCTBOM Poccuiickoit degepaumm.

(8 pea. PegepanbHoro 3akoHa ot 05.12.2022 N 502-93)
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Cratba 57. 3anpeweHue npogaxu ¢anbcuPUUMPOBAHHDBIX JIEKAPCTBEHHbIX CPeACTs,
Hep06pOoKaYeCcTBEHHbIX 1IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1EeKAPCTBEHHbIX CPeACTB

Mpoaarka banbCPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeAacTs, HeL06pOoKayeCTBEHHbIX
NleKapCTBEHHbIX CPeACTB, KOHTPAdAKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHune neKapCcTBEHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MNPOM3BOAUTENAMM NEKAPCTBEHHDIX
CPeAcTB, OpraHu3auMamMu  OMNTOBOM  TOPrOB/AIM  /IEKAPCTBEHHbIMW  CPeACcTBamMM,  anTe4YHbIMMU
OopraHusaunamm, BeTepunHapHbiMUn anNTe4YHbIMU OpraHnsaumnamm, nHAnBMAyanbHbIMU
npeanpnHMmatenamm, MMerwmmn nnueH3nto Ha d)apmau,eBTquCKyro AeATeNbHOCTb UN INLEH3UIO Ha
MeANLUUNHCKYIO AeATe/IbHOCTb, MeAUUUHCKUMU OpraHunsaunamum, BeTepuHapHbIMU OpraHmnsaumnammn m
WHbIMM  OpraHU3auUMAMMK, OCYLLECTBAAIOWMMN ObOpalleHne JfIEKAapPCTBEHHbIX CpPeacTB. XpaHeHue
NeKapCTBEeHHbIX CpeacTB ANA BeTepUHAPHOro MpUMEeHeHMA opraHusaumamm U MHOUBUAYASIbHbIMU
npeagnpuHUMATENAMM B CAYYasaAX, €CAN OHWU UCMONb3YHOTCA WCKAOYUTE/IbHO MNpPU  pa3BeaeHuUn,
BblpallMBaHWK, coaepaHn N ne4eHn XMUBOTHbIX, MOXKeT OCyLLeCTBNATbCA bes nonyyeHna nnueH3nun
Ha dapmMaLeBTUYECKYIO AeATENbHOCTb.

(8 pea. PengepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasnna XpaHeHunA NEKapPCTBEHHDbIX cpeAacts yTBEPXKAAKTCA COOTBETCTBYHOLLMM
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom WCMNOJIHUTENbHOM BNACTM.

3. XpaHeHMe HapPKOTMYECKMX JIEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbIX NEKAPCTBEHHbIX CPEACTB,
paaModapmaLeBTUYECKMX  NIEKAPCTBEHHbIX  CPEACTB  OCYLLECTBAAETCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumn.

Cratba 58.1. MpeaMeTHO-KONINMYECTBEHHbIN y4yeT JIeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOro
npUMeHeHusn
(eBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. NepeyeHb NEKAPCTBEHHbIX CPEACTB A1A MEeAULMHCKOTOo NPUMEHEHUS, NoSEKaLLUX NPeaMEeTHO-
KOZIMYECTBEHHOMY Y4eTy, YyTBepPKAAeTCcA YNOoJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTENbHOM
BNACTU.

2. MopAAOK BKAKOYEHMA NIEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO MPUMEHEHMS B MepeyeHb
NleKapCTBEHHbIX CPeACTB A4/17 MEAMLMHCKOrO NPMMEHEHMSA, NOANEKALWMX NPEegMETHO-KOMYECTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YNO/JHOMOYEHHbIM ¢eaepanbHbiIM OPraHOM MUCMOAHUTENbHOW BAACTM MO
cornacoBaHuio ¢ ¢eaepanbHbIM OPraHOM WCMNOJMIHUTENbHOW BNAcTW, YMNOJAHOMOYEHHbIM B Ccoepe
BHYTPEHHMUX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. rlpeAMETHO-KOﬂquCTBeHHbIVI Y4YeT NeEKaAPCTBEHHbIX CpeacTts Ana MmeauUunHCKOro npumeHeHuAa
BeayT npoun3BoauTeNIM NEKapCTBEHHbIX Cpencrts, OpraHMsauunu onToBOM TOProB/in NEKAapPCTBEHHbIMMU
cpeacrsamm, antedHble opraHunsauunn, MHOnBmMAyaabHble npeanpuHnmartenn, nmeruime nnUeH3no Ha
d)apmau,eBTquCKyro AeATENIbHOCTb UM TUUEH3UIKO HA MEAUUUNHCKYIO OEeATE/NIbHOCTb, U MegULMHCKne
OopraHusauunu, ocywiecrsaarowime 06pau.|,eHV|e NEKAPCTBEHHbIX CpeacTs ANnA MeanunHCKOro npuMmeHeHusA,
nytem permcrtpavumu No6bIX CBA3AHHbLIX C UX OﬁpaLIJ,EHVIEM OFIGpGLI,VIVI, NPU KOTOPbIX M3MEHAETCA UX
KO/In4ecTteo “ (MI'IM) COCTOAHUE, B CneymnanbHbIX XypHanax y4yeta orlepau,mﬁ, CBA3aHHbIX C O6paLLl,eHMEM
NNeKapCTBEHHbIX CpeacTs ana MmeanunHCKOro npumeHeHumaA (,a,anee - cneunanbHble )KypHaﬂbI).

4, MpaBuna perucTpauumn onepauumii, CBA3aHHbIX C O0bpalleHMem NeKapCTBEHHbIX cpeacTs ANA
MeAMLMHCKOrO NMPUMEHEHMUA, BKAOYEHHbIX B MepedyeHb NEeKapCTBEHHbIX CPeAcTB ANA MeAMUMHCKOro
NPMMEHEHUA, NogexKalnx NpeamMmeTHO-KOMYECTBEHHOMY YUeTY, B CreumasbHbIX }KypHanax u npasuia
BEAEHMA W XpaHEHWA CheumasnbHblX XYPHa/N0B YTBEP)KAATCA YNOJAHOMOYEHHbIM deaepanbHbiM
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opraHom WUCNOSIHUTENbHOWN BNACTW.

5. KoHTponb 3a cobnogeHMem MpaBua perncTpauuu onepauuii, CBA3aHHbIX C obpaleHnem
JIEKApPCTBEHHbIX CPEACTB A1A MEeAUUMHCKOrO NMPUMEHEHMS, BKAIOYEHHbIX B MepeyeHb NeKapCTBEHHbIX
CpeacTe Ans MeAMUMHCKOro MNPUMEHEeHUs, noafexawmx npeameTHO-KO/IMYeCTBEHHOMY YYeTy, B
CNeumanbHbIX XKypHanax, a TaKXe 3a cobslogeHMem npaBun BeAEHUA W XPaHEHUsA CneumanbHbIX
JKYPHaN0B BO3/1araeTca Ha ynoJHOMOYeHHble desepanbHble opraHbl UCNOAHUTENBLHOW BNACTU U OpraHbl
WCMOJIHUTENIbHOM BAAacTU cybbekToB Poccuiickonn dPegepaumu, OCyLLECTBAAKOWME JSINLEH3MPOBaHME
Npou3BOACTBA /JIEKAPCTBEHHbIX CPeACTB, (GapmauLeBTUYECKON AeATeNbHOCTM U MeAULMHCKOMN
AeATeNbHOCTU, U OCYLLEeCTBAAETCA B PaMKaX IMLEH3UOHHOTO KOHTPOAA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTba 59. OCHOBaHUA M NOPAAOK YHUUTOXKEHUA NeKAPCTBEHHbIX CPeACTB

1. HepobpoKayecTBeHHble JIEKApCTBEHHble cpeAcTBa, ¢anbCUPULMPOBAHHbIE JIEKAPCTBEHHbIE
CpeAcTBa MNOANENAT WU3bATUIO M3 O0OpalLeHUss U YHUYTOXKEHUIO B MNOPSAKe, YCTAaHOB/IEHHOM
MpaButenscteom Poccuitickonnt ®eaepaumn. OcHoBaHMEM ANA YHUUTOMKEHUA fIEKAPCTBEHHbIX CPeacTs
ABNAETCA  pelleHWe  Bnadenbla  /IeKapCTBEHHbIX  CPeACTB,  pelleHMe  COOTBETCTBYIOLLEro
YNO/IHOMOYEHHOIO peepanbHOro opraHa UCMONHUTENbHOM BAacTU AKX pelleHmre cyaa.

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

2. KoHTpadaKTHble IeKapCcTBEHHbIE CPeACTBa NOA/ENKAT U3BATUIO U3 0OPALLEHUA U YHUUTOKEHUIO
no peweHuto cyga. MopasoK YHUUTOXKEHUA KOHTPAPaKTHbIX SIEKAapPCTBEHHbIX CPEACTB yCTaHaBAMBaeTCA
MpasuTtenbcteom Poccuiickoit ®epepaumm.

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

3. Pacxogpl, CBA3@HHblE C YHUYTOMKEHMEM KOHTPAdaAKTHbIX JIeKApPCTBEHHbIX CPeAacCTs,
Hef,06pOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeacTs, ¢anbCUOULMPOBAHHbBIX JIEKAPCTBEHHbIX CPEACTB,
BO3MELLAIOTCA UX BNALENbLEM.

4. Bnageneuy, NeKapCTBEHHbIX CPeaCcTB AO/IKEH NpeacTaBUTb B yFIOﬂHOMO‘-IGHHbIVI d)ep,epaanb|17|
opraH WUCNOIHUTENbHOM BAACTU AOKYMEHT W/IN 3aBEPEHHYIO B YCTAHOBJIEHHOM NMopAAKe ero Konuto,
noareepXxgatowmne d)aKT YHUYTOXEHUA NeKapPCTBEHHbIX CpPeacTB.

5. CooTBeTCTBYIOLWMIA YNONHOMOYEHHbIN deaepanbHbli  OpraH  WUCNOAHUTENbHOM BANACTH,
NPUHABLWNA pelueHne 06 YHUYTOXKEHUW JIEKAPCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPOAb 33 WX
YHUUTOXKEHNEM.

6. YHWYTOXKEHWE JIEKAPCTBEHHbIX CPEACTB MPOWM3BOAWUTCA OPraHM3auMsaMW, UMEIOLWUMM
COOTBETCTBYIOLLYIO IMLEH3UIO, Ha CNeLMaNbHO 060pPYA0BaHHbIX MNAOWAAKAX, MOJAUIOHAX U B CNeunanbHo
0b60pya0BaHHbIX NOMeLLEeHUsAX ¢ cobntoaeHnem TpeboBaHU B 061acTM OXpaHbl OKpYyXKatoLel cpeabl B
COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickoit deaepaumn.

7. HapKkoTMuyeckue JfieKapCTBEHHble CpPeacTBa, MNCUXOTPOMHbIE /IEKapCTBEHHble CpeacTBa,
paanodapmaleBTUYECKME  NIeKAapCTBEHHble  CPeAcTBa  YHMUTOMKATCA B COOTBETCTBUMM  C
3aKoHoaaTeibcTBoM Poccuiickoin Peagepaunu.

Fnasa 12. TOCYAAPCTBEHHOE PEIYINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIoO NPUMEHEHUA

Cratba 60. locypgapcTBeHHOe peryaMpoBaHME LEeH Ha JIeKapCTBeHHble npenapatbl AnA
MeAULUHCKOro NpUMeHeHUs

1. rOCYﬂ,apCTBEHHOE perynnposaHne UeH Ha NEKAPCTBEHHbIE npenapartbl AnA MeanumnHCKOro
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NPUMeHeHMA OCYLLLeCTBAAETCA NOCPEeACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepaeHuaA MpasutenbctBom Poccuninckon Pepepaunn nepeyHs KU3HeHHO HeobXxoanMbIX U
Ba*KHEMLUMX NEKAPCTBEHHbIX MPENapaToB, KOTOPbIM GOPMUPYETCA M He pexke OLHOro pasa B roj,
nepecmaTpuBaeTca B YCTAHOBJEHHOM MM MOPAAKE HA OCHOBE KOMMIEKCHON OLLEHKM JIEKapCTBEHHbIX
NpenapaToB, BK/AOYAA aHaAM3 CBEAEHWM O CPABHUTENbHOM KAMHUYECKOM 3GPEeKTUBHOCTU U
6€30MacHOCTN /IEKAPCTBEHHOTO CPeACTBA, OLLEHKY 3KOHOMMYECKUX MOCNEACTBUIA  MPUMEHEHUA
JIeKapCTBEHHOMO CPeAcTBa M M3ydYeHWe AOMOJIHUTENbHbIX NOCNEACTBUI NPUMEHEHWNA NEKAapPCTBEHHOMO
CpeacTBa;

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-3, o1 13.07.2020 N 206-93)

2) yTBEPXKAEHMA METOAMKW pacdeTa MpeaesibHbiX OTMNYCKHbIX LeH npousBoguTeneil Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb XM3HEHHO HEOOXOAMMbBIX M BaXKHEMLUX
JIeKapCTBEHHbIX MPENapaTos, a TaKXe BHeAPEHMA MeXaHM3MOB pOPMMPOBAHUS cUCTEMbI pedepPeHTHbIX
LeH;

(B pea. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

3) rocypapCTBEHHOW  peructpaumm npefesbHbiX OTMYCKHbIX LEeH Npou3BoauTenell  Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblE B MepPeYeHb KMU3HEHHO HeOBXOAUMbIX U BarKHEWLWWX
NleKapcTBEHHbIX NPenapaTos;

(B pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BegeHMs roCydapCTBEHHOro peecTpa npedenbHbiX OTMYCKHbIX LEeH npoussoauTeneii Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHbIE B MEpPeyYeHb MM3HEHHO HEeOBXOAMMbBIX W BarKHEWLIUX
NleKapCcTBEHHbIX NpenapaTos;

5) yTBepXAOeHVUA MeTOAMKM YCTaHOBAEHMA OpraHammu WCMNOHUTENbHOM BAacTM cybbekToB
Poccuiickolt depepaunmn npegenbHbIX PasMepoB ONTOBbIX HaAbaBOK WM MpeAenbHbiX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM LUEHaM, YCTaHOB/IEHHbIM NPOWU3BOAUTENAMM
NeKapcTBEHHbIX MPEnapaToB, Ha JIeKApPCTBEHHble NpenapaTbl, BKAIOYEHHbIe B MNepeyeHb XU3HEHHO
HeobX0ANMbIX U BarKHEWLIMX IeKapCTBEHHbIX NPenapaTos;

6) ycTaHOB/IEHWA NpeAe/ibHbIX Pa3MepOoB ONTOBbIX HaA6aBOK M NPeae/bHbIX Pa3MepPOB PO3HUYHbIX
HagbaBOK K (aKTMYECKMM OTMYCKHbIM LLEeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHbIE NpenapaThbl, BK/AOYEHHbIE B NepeyeHb KMU3HEHHO HeobXxoauMMbIX U
BaXKHEMLWMX NEeKAPCTBEHHbIX NPenapaTos;

KoHcynbTaHTIAOC: NpUmedaHme.
C01.09.2024 4. 1 cT. 60 gononHaetca n. 6.1 (®3 ot 30.01.2024 N 1-3). Cm. byayLLyto peaaKkLumio.

7) yTBEpXKAEHMA NOpAAKa BblAayun npeanucaHuii opraHam WUCNONHUTENbLHOW BNAcTU CybbeKkToB
Poccuitckoit depepaunm o NnpMBeaeHUM B COOTBETCTBME C 3aKOHOAaTeNbCTBOM Poccuiickoi Pepepaunn
peweHnit 06 ycTaHOBAEHUM MpefesbHbIX Pa3MepPOB ONTOBbIX HaAGaBOK M MNpefesbHbIX pPa3Mepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMYCKHbIM LeHam, YCTaHOB/JEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHble MNPenapaTbl, BK/AOYEHHble B MepeyYeHb KU3HEHHO
HEOBXOAMMbBIX W BaKHEMLIUX NIEeKapCTBEHHbIX MPenapaToB, €C/M OHU MNPUHATbI C HapylleHMeMm
3aKoHogaTenbcTBa Poccuiickoit enepaummn, B nopsaake, yctaHoBneHHom lNpaButensctBom Poccuiickom
depepauny;

8) HanpaBneHus ynoaHOMoOYeHHbIM denepasbHbIM OPraHOM WMCMOSHWUTE/IbHOW BAACTM OpraHam
UCMONHWUTENbHOW BRacT cybbektoB Poccuitickolt deaepauun npeanucaHnii o NpuUBeAEHUM B
COOTBETCTBME C 3aKOHOAaTeNbCcTBOM  Poccuiickori  degepaumy  MPUHATBIX  C  HapyweHWem
3aKoHogaTenbcTBa Poccuitickoli Pesepaumnm pewweHnl 06 ycTaHOBEHUW Npeae/ibHbIX Pa3MepoB ONTOBbIX
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Ha,ﬂ,6aBOK N npegenbHbIX padmepoB PO3HUYHbIX Ha,EI,GaBOK K UeHam Ha /IeKapCTBEHHbIE NpenapaThl,
BK/IIOYEHHbIE B NepeyYeHb KN3HEHHO HEO6XOAMMbIX N BaXKHENULINX NEKAPCTBEHHbIX NPeNapaTos,

9) ocywecTtBneHna ¢enepanbHOro rocygapcTBeHHOro Hagsopa B cdepe  obpalueHus
NeKapCcTBEHHbIX CPEeACTB M PEerMoHaNbHOrO roCYyAapPCTBEHHOTO KOHTPOAA 3a MPUMMEHEHMeM LeH Ha
NeKapcTBeHHble  npenapaTbl  COOTBETCTBEHHO  YMOJHOMOYEHHbIMW  dpegepanbHbIMU  OpraHamm
WCMONHWUTENLHOW BNACTM U OpraHaMM WMCMONHWUTENbHOW BnacTu cybbekToB Poccuiickoit depepaunm
COrMIacHO UX KOMMNETEHLMN B NOPALKe, ycTaHOoBNEeHHOM MpaBuTenbcTBom Poccuiickolt deaepaumu;

(n. 9 B pea. epepanbHoro 3akoHa ot 25.06.2012 N 93-¢3)

10) npumeHeHUs nNpPeaycMOTPEHHbIX 3aKoHoaaTenbcTBOM Poccuiickoit  ®degepaumm  mep
OTBETCTBEHHOCTM 3a HapylleHMe nopAgKa ueHoobpa3oBaHMA Ha IeKapCTBEHHble MpenapaTol,
BK/IIOYEHHbIE B NEePeYeHb }KNU3HEHHO HEOBXOANMBIX U BaXKHEMLLNX IEKAPCTBEHHbIX NPEenapaTos.

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

2. B ycnosuax 4pessblyaiHON cUTyaumum n (MAK) NpU BO3HUKHOBEHUW YrPO3bl pPacnpoCcTpaHeHusa
3aboneBaHnA, NPeACTaBAAIOLIErO ONACHOCTb A/1A OKPYXKAIOWMX, a TaKKe B c/yyae, ecin B TeyeHue
TPUALATU KaneHaapHbIX AHel nocae npuHaTua MNpaButenbcTBom Poccuitickoint deaepaumm pelleHna o
nposeaeHUM MOHUTOPUHIA PO3HUYHbBIX LIeH Ha 1IeKapCcTBEeHHbIe NpenapaThl, He BK/AOUYEHHbIe B nepeyeHb
U3HEHHO HeobXOoAMMbIX W BaKHEWLWMUX NeKapCTBEHHbIX NpenapaTtoB, Ha TeppUTOpUAX CyBbEKTOB
Poccuiickolt deaepaunn BbiABAEH POCT PO3HMYUHBIX LLeH Ha YKa3aHHble fieKapcTBeHHble npenapaTbl Ha
TpuAauaTth npoueHToB 1 6onee, NMpasutenbcTso Poccuiickoit deaepaumm Bnpase yCTaHOBUTb NpeaesbHble
OTMYCKHbIE LieHbl NPOU3BOAMTENEN Ha YKa3aHHbIe IEKapCTBEHHbIE NMpenapaTbl, NpeaesibHble pasmepsbl
ONTOBbIX HaAbaBOK U NpedenbHble Pa3sMepbl PO3HUYHbIX HaA6aBOK K PaKTUUYECKUM OTMYCKHbIM LieHam
npou3BoAUTENEl Ha YKa3aHHble JIeKapCcTBEHHble NpenapaTsl. lMepeyeHb 1eKapCTBEHHbIX NPENapaTos, He
BK/IIOYEHHbLIX B NepeyeHb XU3HEHHO HGOGXOAVIMbIX M BaXKHeULWmnx NNeKapCTBEeHHbIX nNpenapartos, U
nopaaok ero popmuposaHua onpegensatotca MNpasutenbcteom Poccuinckon Gegepaumm.

(yacTb 2 BBeaeHa PenepanbHbiM 3aKoHOM OT 26.03.2020 N 67-3)

3. B TeyeHue AeBAHOCTa KaneHZapHbIX AHEN co AHs yTBepxaeHus MNpasuTtensctBom Poccuiickoit
Pepepaunn nepeyHa, ykasaHHOrO B HacTW 2 HACTOALLEN CTaTbW, HE AOMYCKAOTCA peasnsauma n oTnyck
BKJ/IIOYEHHbIX B HEr0 JIeKapCTBEHHbIX MPenapaToB MO LEeHam, NPeBbIWAloLWUM NpeaesbHble OTMYCKHble
LEeHbl NPou3BOAMTENEN HA YKa3aHHble JIeKApCTBEHHblE NpenapaTbl, NpefefibHble pa3mepbl ONTOBbIX
HafbaBOK W npeaenbHble pasMepbl PO3HUMYHbLIX HagbaBOK K (GAKTUYECKMM OTNYCKHbIM LLeHam
npousBoamuTenel Ha yKasaHHble JIeKApCTBEHHble MpenapaTbl C y4eTOM Hanora Ha p[ob6aBfeHHylo
CTOMMOCTb.

(yacTb 3 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTIOC: npuMmeyaHue.
MonoxkeHua ct. 61 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npefocTaBAEHUA FOC. yCayr
nocpeacTBomM eaMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2025.

KoHcynbTaHTlAOC: NpuMeyaHme.
3apeructpupoBaHHble o 07.06.2019 npegenbHble OTMYCKHblE LEHbl MogaerkaT o0b6s3aTesibHoM
nepeperncrpaumm B 2019 - 2020 rogax B cootBeTcTBMM €O CT. 2 3 07 06.06.2019 N 134-P3.

Cratba 61. focyaapcTBEHHAA perucTpaumnsa M nepeperucTpauua npegesbHbIX OTMYCKHbIX LieH
npousBoguTeneit Ha NeKapcTBeHHble NpenapaTbl, BKAOUEHHbIe B NepeyeHb }KU3HEHHO Heo6Xo0AMMbIX
M BaXKHEWLIMNX IeKapCTBEHHbIX NpenapaTos

(8 pen. PenepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MpepenbHasa OTNYCKHaA LeHa NPOM3BOAMTENA Ha JIEKAPCTBEHHbIM Mpenapar, BKAKOYEHHbIN B
nepeyeHb KM3HEHHO HEOBXOAMMbIX W  BarKHEWLWMWX JIeKapCTBEHHbIX MNPenapatos, MNOA/ENKUT
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rocyapcTBeHHOM pernctpauum B nopsaake, yctaHosneHHom Mpasutensctsom Poccuiickoit degepaumm,
Ha OCHOBaHWW HanpaB/IeHHOro NOCPeACTBOM eAMHOTO NopTana B YNONHOMOYEHHbIN GpeepanbHblii opraH
WUCNONHWUTENbHOW BAAacTU  WAM  JIMYHBbIK  KabWHeT ynoJAHOMOYEeHHOro d¢eaepanbHOro opraHa
MCNONHWUTENbHOM BAacTU B eAMHON cucTeme, MNOAMNUCAHHOIO YCUAEHHOM KBanUbULUMPOBAHHOM
3NEKTPOHHOM MOAMMUCBLIO 3anAB/IEHUA AepKaTens WUAW Bnadenbla PerncTpalyoHHOro yAoCToBepeHUus
NleKapcTBeHHOro npenapara (YNnoAHOMOYEHHOro Um nuua).

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

2. 3apeructpmpoBaHHan npegesibHasd OTNYCKHAsA UEeHa Mpou3BOAMTENs Ha J1eKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MepeyYeHb XU3HEHHO HeOobXOAMMbIX W BarKHEWLWUX NeKapCTBEHHbIX
npenapaToB, MOXeT bbITb NepeperncTpnupoBaHa B CTOPOHY YBEAMYEHUA OANH Pa3 B KasieHAAapPHOM roay
Ha OCHOBaHMW HanpasieHHoro A0 1 oKTAbpA Kaxaoro roga nocpeacTBOM €4AMHOro noprtana B
YNONHOMOYEHHbIN  deaepanbHbli  OpraH  UCNONAHUTENIbHOM  BAACTM  WAWM  JINMHBLIA  KabuHeT
YNO/HOMOY€EHHOro ¢peaepanbHOro opraHa UCNOAHUTE/IbHOM BNACTM B eAMHON cucteme, NoAnncaHHOro
YCUAEHHON KBanNMPUUMPOBAHHOM 3NEKTPOHHON MNOAMUCbIO 3afBNEHUA AeprKaTena WAu Bragenbla
PervcTpaLnoHHOro ya0CTOBEPEHMA IeKAapCTBEHHOIO npenapaTa (YNnosAHOMOYEHHOTo UM nnLa).

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

3. 3apeructpuMpoBaHHaA npefesbHaa OTNYCKHAA LeHa MNPOU3BOANTENA HAa JNIEKAPCTBEHHbIN
npenapaTt, BKIOYEHHbIW B MNepeyeHb KU3HEHHO HEOOXOAMMBIX W BAXKHEMLWMX JIeKapPCTBEHHbIX
NpenapaToB, MOXeT OblTb NepPeperncTpPMpPoBaHa B CTOPOHY CHUMKEHWUS Ha OCHOBAHWWM HaMpPaB/AEHHOIO
nocpeacTBOM e4MHOro NopTasa B yNOJHOMOYEHHbIN dpefepanbHbii OpraH UCNOJHUTENBHON BAACTU UK
JINYHBIM KabMHET yNoAHOMOYeHHOTO deaepanbHOro opraHa UCNOIHUTENbHOM BNAcTU B €4MHOM CUCTEME,
NoANMCAaHHOIO YCUJIEHHOW KBanuPUUUPOBAHHOW 3N1EKTPOHHON MOAMMUCHIO 3aABAEHUA AepXKaTena uam
B/aZeNblla PEerucTpPaumoHHOrO yAO0CTOBEPEHMUSA JIeKAapCTBEHHOro npenapaTa (YnoJIHOMOYEHHOro UM
mua).

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

4. [lep:katenb Wau BRagenel, perucTpalMoHHOrO yAOCTOBEPEHMS JIEKAPCTBEHHOrO npenaparta
(ynonHomoueHHoe UM ML) 0653aH HanpaBuTb MOCPEACTBOM €A4MHOTO MOpPTana B YNOJHOMOYEHHbIN
denepanbHbIt OpraH UCNONHUTENIbHOM BAACTU MW NNYHBIA KaBUHET YyNOAHOMOYEHHOTO deaepanbHOro
OpraHa WCMOJIHUTE/IbHOW BNACTU B €AMHOW CUCTEME MOAMUCAHHOE YCW/IEHHOW KBannduLMpOBaHHOMN
3/1EKTPOHHOW NOAMNMCHIO 3aABNEHME O NePeperncTpaLmm 3aperMcTpUpPoBaHHOK NpeaenbHOM OTMYCKHOWN
LLeHbl NPOM3BOAMNTENA HAa NEKAPCTBEHHbIV NPEnapaTt, BKAOYEHHbIV B NepeYeHb }KU3HEHHO HEOBX0AMMbIX
N BayKHEMLUMX IeKAPCTBEHHbIX NPENAapaToB, B CTOPOHY CHUMKEHWA B CeAYHOLMX CAYYanX:

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

1) CHUKEeHMeE LeHbl B MUHOCTPAHHOM Ba/loTe Ha IEKAPCTBEHHbIN NpenapaT B CTpaHe Npov3BoguTeNs
M (MAnM) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3aperucTpupoBaH u (Mau) B KoTopble
NOCTaBAAETCSA MPOU3BOAUTENEM;

2) CHUXKeHMe UeH Ha pedepeHTHble NeKapcTBeHHble NpenapaTbl B COOTBETCTBMM C NMyHKTOm 1
HacToAwen 4YacTu (ANA COOTBETCTBYIOWMX BOCMPOM3BEAEHHbIX, 6MoaHanorosbix (6MonoAc6HbIX)
JleKapCTBEHHbIX NpenapaTos);

3) npesbileHe NpeaenbHOM OTNYCKHOM LieHbl Ha NepBblii BOCMPOU3BeAeHHbI, 6M0aHanoroBbIin
(6MonoAo6HbIN) NekapcTBEHHbIM Npenapat MHOCTPaHHOTO MPOU3BOACTBA HAA NpeaenbHOW OTMYCKHOWN
LeHOM npousBOAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit  (6MONOA06HbLIN)
NeKapcTBeHHbIM  npenapaT, pPacCiMTaHHOM B  COOTBETCTBMM C  METOAMKOMN, YTBEPKAEHHOM
Mpasutenbcteom Poccuiickoin ®eaepaunm;

4) npesbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBblit BOCNPOM3BeAEeHHbIA, 6M0aHaN0roBbIi
(bronopo6HbIM) NeKapcTBEHHbIM nNpenapaT NpPoOM3BOAUTENA rocygapcTBa - uneHa EBpaswuitckoro
3KOHOMMYECKOro CO3a Hag npenesbHOW  OTMYCKHOW  LeHOW Mpou3BOAWUTENs Ha  BTOPOM
BOCMNPOM3BEAEHHbIN, 6MOaHanoroBblin (6MONOAOGHLIN) NEeKapCTBEHHbIA Npenapat MNpPou3BOAUTENS
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rocyfapcrea - yneHa EBpasnincKkoro sKOHOMMYECKOro CO3a, PaCCYNTaHHOM B COOTBETCTBUM C METOLNKOM,
yTBEpKAeHHOM Mpasutensctsom Poccuitickoli degepaumm.

5. TMopsgok nepeperncTpaumMv  3aperucTpupoBaHHbIX — MNPeAenbHbIX  OTMYCKHbIX  LEH
Nnpou3BogUTENIe Ha IeKAPCTBEHHbIE NPENapaTbl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMNLIMX IeKAPCTBEHHbIX MPENapaTos, B C/Iy4asnx, NPeayCMOTPEHHbIX YacTaMu 2 - 4 HacToALLen CTaTbMy,
ycTaHaBAuBaeTca MpasuTtensctBom Poccuiickoit Peaepaumm.

6. DKOHOMWYECKMI aHaNU3 nNpeaenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA HAa NEKAPCTBEHHbIN
npenapaTt, BK/AIOYEHHbI B MepevYeHb MKU3HEHHO HEOBXOAMMbIX W BaXKHEWMWMX JIEKAPCTBEHHbIX
npenapatoB, NpWU ee T[OCYAAPCTBEHHOW pPerucTpaumMm uaM nepeperucTpaumm  OCyLecTBAAeTcA
desepanbHbIM  OpPraHOM  MCMNONAHUTENIbHON BAACTM, OCYLLECTBAAOWMM PYHKLMU MO  MNPUHATUIO
HOPMATUBHbIX MPABOBbIX aKTOB W KOHTPOAKO 3a cobnogeHMem 3aKkoHoaaTenbCTBa B chepe
rocy4apCTBEHHOrO peryanpoBaHus LeH (Tapudos) Ha ToBapsl (ycnyrm).

7. PacyeT npeaenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B YacTaAx 1 M 2 HacToswel cTaTbM, NpU UX
rocyapCTBEHHON PerucTpauumn Uan nepeperncrTpaLm OCyLLEeCTBAAETCA B COOTBETCTBUM C METOLMKOM,
yTBEpPXKAEHHOM MpaBuTtenscteom Poccuiickon ®eagepaummn n yunTbiBatoLWen B TOM YMCAIE:

1) cobniopeHune banaHca MHTepecos NoTpebuTeneit NeKapcTBEHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbIX U BarKHEWLWMX JIEKapCTBEHHbIX MpenapaTtos, W npoussoauteneit
NIeKapCTBEHHbIX MPEenapaToB, BK/OYEHHbIX B MepeyeHb KM3HEHHO HEeOobXOAMMbIX W BarKHENWUX
NleKapCcTBEHHbIX NpenapaTos;

2) daKTUYEeCKyIo OTNYCKHYIO LIeHY Ha IeKapcTBeHHble npenapaTbl B Poccuiickoit ®epepaunn, ueHy
BBO3a JIeKApCTBEHHbIX MpenapaToB B Pocculickylo Pepepaumio, a TakKe UEHbl Ha aHal0rMyHble
JIeKapCTBEHHbIE Npenaparbl, Haxoasdwumeca B obpaweHun B Poccuiickoli ®eaepaunm;

3) 3aTpaTtbl nNpou3BoaAUTENA NEKAPCTBEHHOro npenapata Ha MNpou3BoACTBO U peannsauuto
NeKapCTBEHHOTIO nNpenaparta,

4) ueHy Ha NeKkapcTBeHHbIM NpPenapar, ero LeHy B CTpaHe NpPoM3BOAMUTENA U B CTPAHaX, B KOTOPbIX
NleKapcTBEHHbIV NpenapaT 3aperncTpmMpoBaH 1 (Maun) B KOTOpble NOCTABAAETCA NPOU3BOAUTENEM.

8. He pgonyckatoTcs peanusaumsa 1 OTNYCK JIEKAPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepeYyeHb
}KU3HEHHO HeobXOAMMbIX U BaKHEMNLIMX NIEKAapPCTBEHHbIX NPenapaToB, HA KOTOpble NMPOU3BOAUTENAMM
NIEKapCTBEHHbIX MPEnapaTtoB He 3aperucTpupoBaHa mMpefenbHas OTMNYCKHAA LUeHa, peasnusauus
NPOM3BOAUTENAMM JIEKAPCTBEHHbIX NMPENAPATOB MO LLEHaM, NPEeBbIAOWMM 3apPErMCTPUPOBAHHbIE UK
nepeperucTpupoBaHHble NpeaesibHble OTNYCKHbIE LIeHbl Ha JIEKAPCTBEHHbIE NpernapaTtbl C yY4EeTOM Haslora
Ha f06aB/IeHHYI0 CTOMMOCTb.

9. Oco6eHHOCTM rocyAapcTBEHHOrO PerynpoBaHna npeaesibHbIX OTNYCKHbIX LLeH NpoussoauTenei
Ha JleKapCTBEHHble Mpenapatbl, BKAIOYEHHbIE B NepeyeHb MU3HEHHO HEOBXOAUMbIX U BaKHEMNLIMX
NIeKapCTBEHHbIX MPenapatos, B 3aBUCMMOCTM OT 3KOHOMMYECKUX U (MAnM) coumanbHbIX Kputepues
(M3mMeHeHWe ycnoBM, nopagKka W CTOMMOCTM MPOM3BOACTBA JIEKAPCTBEHHbLIX MpPenaparos,
MCNO/Nb30BaHNE HOBbIX GOPM, METOA0B U crnocoboB rocyaapCTBEHHOrO Pery/iMpoBaHMA LEH Ha
NleKapcTBeHHble npenapaTtbl, B TOM 4YMC/Ne Ha OCHOBE MexaHM3ma pedepeHTHOro LeHoobpasosaHus,
N3MEHEHW NopaaKa OKa3aHNA MeAMLMHCKOW MOMOLLM, U3SMEHEHME KypCa MHOCTPAHHOM BaNtoTbl U UHblE
n3meHeHun) yctaHasansatotca MpasutenscTeom Poccuitickont degepaunn.
(B pen,. PegepanbHoro 3akoHa ot 08.03.2022 N 46-03)

Cratba 62. locyaapcTBEHHbIA peecTp npeaenbHbIX OTMNYCKHbIX LEeH npousBogutenei Ha
JIeKapCTBeHHble NpenapaTbl, BK/AIOYEHHble B MepeyeHb XWU3HEHHO Heob6XoAMMbBIX M BarKHeMLUX
JNIEKApCTBEHHbIX Npenaparos
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1. 3apernctpupoBaHHble WAW NepeperncTpupoBaHHble npefenbHble  OTNYCKHble  LieHbl
npoussoauTeneil Ha NeKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeyeHb XU3HEHHO HeobXoaMMbIX U1
Ba)KHEMLIMX JIeKapCTBEHHbIX NpenapaTtoB, MOANENAT BK/AYEHUIO B [OCYAapCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LeH NPousBoauMTeneil Ha 1ekapcTBeHHble npenapaTbl, BKAOUYEHHbIE B NepeyeHb
YKU3HEHHO HEOBXOAMMbIX U BaXKHENLLUX NeKapCTBEHHbIX NPenapaTos.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocyAapCTBEHHDbIN peecTp NpefesibHblIX OTAYCKHbIX LEeH Npou3BOAUTENE HA NIEKAPCTBEHHbIE
npenapatbl, BKAKOYEHHble B nNnepedyeHb XU3HEHHO HeO6XOAVIMbIX M BaKHeMnLwwmx NNeKapCTBEHHDbIX
npenapaTtos, COAePXUT B cebe cneayroLlyto MHGOPMaLUIO:

1) HaMmeHOBaHMWe geprKaTens Uav Blagebla perncTPaumoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOTO
npenaparta, HaMmMeHoOBaHWE NPOU3BOAMTENS NIEKAPCTBEHHOrO Mnpenaparta, CBeAeHWs O perncrpauuun
OepXKaTens uan Bnagenbla perMcTpaumoHHOro ya0CToBepeHns 1eKapcTBEHHOTO Npenapara, CBeAeHUA O
perucTpauumn NPonsBogUTENN NEKAPCTBEHHOIO Npenaparta 418 MeaAULUHCKOTO NPUMEHEHMA B KayecTse
HasioroniaTenblUMKa B CTPaHe perncTpaumm (4na poCcCUMCKUX IOPULNYECKUX UL, - MAEHTUDUKALNOHHDIN
Homep Hanoronnatenbwmka (MHH), ONA MHOCTPAHHBLIX OPUONYECKMX UL, - CTPaHa perucTpauuu,
HauMeHOBaHUWe PerncTPUpPYIOLLEro opraHa, PerncTpaLMoHHbI HOMep, Ko HaNoronnaTe blWwuKa B CTpaHe
peructpauum (MHKopnopauun) UM ero aHanaor), MecTo HaxoXKAEeHWA MPOU3BOACTBEHHbIX MNIOLLAL0K,
y4acTBYIOLLMX B MPOLECCe NPOM3BOACTBA JIEKAPCTBEHHOrO MNpenapaTta, C yKasaHMem CTaaumu npouecca
NpoV3BOACTBA;

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

2) HaMMeHOBaHWE /NIEKApCTBEHHOIO Mpenapata (MexAyHapoAHOe HenaTeHTOBaHHOe, Wau
rpPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HaMMeHOBaHUA);
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) Homep PEerMcTPaLMOHHOrO YA0CTOBEPEHUA IeKapCTBEHHOMO NpenapaTa;

4) nekapcTBeHHaa Gpopma C yKasaHWeM A03UMPOBKM SIeKapCTBEHHOrO NpenapaTta U ero Koan4yecTsa
BO BTOPUYHOM (NOTPebUTENbCKOM) YNaKOBKeE, a TaKKe KOMMIEKTHOCTb;
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npegenbHas OTNYCKHanA LLeHa Ha IeKapCTBEHHbIM nNpenapart B pybasx;
(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) AaTa M Homep MpMKasa ynoJHOMoYeHHoro deaepanbHOro opraHa UCMOAHUTENbHOW BAACTU O
rocyfapcTBEHHOM perncTpauum uamn nepeperucTpaLmm npeaenbHom oTnyCKHOM LLeHbl Ha N1eKAPCTBEHHbIM
npenapaTt, BK/IOYEHHbI B MepevYeHb KU3HEHHO HEOOXOO4MMbIX W BaXKHEWMLIMX JIeKAPCTBEHHbIX
npenaparos;

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 06.06.2019 N 134-d3)

6.1) aaTta BCTyNAeHMA B CUAY NPMKasa YNOJAHOMOYEHHOTO dpesepasbHOro opraHa UCMOAHUTENbHOM
BJAaCTM O TrOCYAApPCTBEHHOM perucTpauuMnm WM nepeperucTpauumn npenenbHoi OTMYCKHOM  LeHbl
NPOM3BOAMUTENA HA NEKAPCTBEHHbIA MpenapaT, BKAOYEHHbIN B NepeyeHb KM3HEHHO HeobXoaUMbIX U
BaKHEMLWMX NeKapCTBEHHbIX MPenaparos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYIO (NOTPebUTENbCKYI0) YNaKOBKY NEKapCTBEHHOIO
npenapara;
(n. 7 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8) Ko4 NleKapcTBEHHOro npenapaTa Mo aHAaTOMO-TepPaneBTUYECKO-XMMUYECKOM KaaccuduKaumm,
pekoMeHA0BaHHOW BceMunpHoOM opraHusaumelt 34paBooXpaHeHms.
(n. 8 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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3. locydapcTBeHHas pernctpauma WAW nepepernctpauma npeaenbHblX OTMYCKHbIX LEH Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepevyeHb MU3HEHHO HeobXOAMMbBIX W BaKHEULIUX
NIeKapCTBEHHbIX NpenapaTtoB, BeAeHWe [OoCyAapCTBEHHOro peecTpa npeaefbHbIX OTMYCKHbIX LeH
npoussoauTeneil Ha NeKapcTBeHHble npenapaThbl, BKAOYEHHbIE B NepeYyeHb XU3HEHHO HeobXxoauMbIX U1
Ba*KHEMNLLMX NeKapCTBEHHbIX NPenapaToB, OCYLLECTBAAIOTCA B NOPALKE, yCTaHOBeHHOM MpaBUTe1bCTBOM
Poccuitckoit depgepaumn.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Ctratba 63. YcraHoB/ieHMe OpraHamu WUCMOJIHUTENIbHOW BAacTU cyb6bekToB PoccuiicKoii
depepaumm npeaenbHbIX Pa3sMepoB ONTOBbIX HAA6aBOK M MNpeaesibHbIX PasmMepoB PO3HUUHbBIX
HaA6aBOK K PaKTUUECKMM OTNYCKHbIM L,eHam, YCTAaHOB/IEHHbIM MPOU3BOAUTENAMU JIEKAPCTBEHHbIX
npenaparoB, Ha JIeKapPCTBEHHbIE NMpenapaTtbl, BK/AOUYEHHbIe B NepeyeHb }KU3HEHHO Heob6XoaMMbIX U
BaKHEMLUMX IeKapCTBEHHbIX NpPenapaTos
(B pea,. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WcnonHWUTeNbHOM BnacTM cybbekToB Poccuitickon degepaunm ycTaHaBAMBAIOT
npegesibHble pa3smepbl ONTOBbIX HaAGaBOK M npeaenbHble pasmepbl PO3HMYHBLIX HaabaBoK K
$aKTMYECKMM OTMYCKHbIM LieHam (6e3 yyeTa Hasora Ha Ao6aBneHHYH CTOMMOCTb), YCTaHOBAEHHbIM
NPOu3BOAUTENAMM JIEKAPCTBEHHbIX MpPenapaToB, Ha JIEKApPCTBEHHble MpenapaTbl, BK/AOYEHHblE B
nepeyeHb KMU3HEHHO HEOBXOAMMBIX UM Ba)KHEWWWX NEKAapPCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C
YTBEPKAEHHOM B MNOpsAAKe, ycTaHoB/AeHHOM [MpaBuTenbctBom Poccuiickoi Pepepauuun, meToamKoi
YCTaHOB/IEHNA OpraHaMu WCNOJIHUTENbHOW BAacTu cybbekToB Poccuiickoi degepaunu npepenbHbiX
pasmepoB ONTOBbIX HaAbaBOK M NpedenbHblX Pa3mMepoB PO3HUYHLIX HaABaBOK K (AKTUYECKUM
OTNYCKHbIM LleHaM, YCTaHOBJIEHHbIM NPOM3BOANTENAMM NEKAPCTBEHHbIX NPENapaToB, Ha 1EKAPCTBEHHbIE
npenapatbl, BKNOYEHHblE B MNeEpPeYeHb KM3HEHHO HEOBXOAMMbBIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaTtoBs. [POeKTbl PELLEeHNn OPraHOB MCNOJHUTENbHOW BAacTn cybbekToB Poccuiickon degepaumm
06 ycTaHOB/MEHUWN U (MNM) M3MEHEHUM NpefenbHbiX Pa3smMepoB ONTOBbIX HAaAbaBOK WM NpeaesbHbIX
pa3smepoB PO3HNYHbIX HaA6aBOK K GaKTUYECKMM OTMYCKHbIM LLeHaM, YyCTaHOB/IEHHbIM MPON3BOANTENAMM
NleKapCcTBEHHbIX MPEnapaToB, Ha JIeKApPCTBEHHble MpenapaTbl, BK/AOYEHHbIE B NepeyYeHb MU3HEHHO
HEeobXOoAMMbIX W BaKHEMLWMWX JIeKApCTBEHHbIX NpenapaTtoB, MoA/exaT  COrNacoBaHUIO €
YNOJIHOMOYEHHBIM deaepasibHbiIM OPraHOM UCMOJIHUTENbHOW BNACTM, OCYLLECTBAAIOWMM GYHKUMKU NO
NPUHATUIO HOPMATUBHbIX MPaBOBbIX aKTOB M KOHTPOJIIO 3a COBNIOAEHNEM 3aKOHOZaTeNbCTBa B chepe
rocyapCTBEHHOrO peryivMpoBaHus ueH (Tapudos) Ha ToBapbl (ycnyru), B nopagKe, yCTaHOBAEHHOM
MpasuTtenbctBom Poccuiickoit ®eapepaumu.

(B pen,. PegepanbHbix 3aKoHOB 0T 13.07.2015 N 241-93, o1 27.12.2019 N 475-93)

2. OpraHusauymn ONTOBOM TOProB/AW NEKAPCTBEHHbIMM CPEACTBAMM, aANTEYHblE OPraHM3auuu,
WHOMBUAYANIbHbIE NPeanpUHUMATENN, UMEIOLME NNLEH3UI0 Ha (apMaLLEBTUYECKYIO AeATeNbHOCTD,
MeANUMHCKME OpraHM3aumn, Mmerolme JNLEH3MI0 Ha dapMaueBTUYECKYID AeATeNbHOCTb, U WX
o060ocobieHHble noapasgenenuns (ambynatopun, denbgluepckne U denbalepcKo-akyWepcKkme NyHKTbI,
LeHTpbl (oTaeneHus) obuieli BpayebHoOM (cemenHON) NPaAKTUKK), PACMNONOXKEHHblE B CE/IbCKUX
Hace/IeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpPraHusauuu, OCYLLECTBAAIOT peannsauuio
JIEKAPCTBEHHbIX MPEenapaToB, BK/AIOYEHHbIX B MepeyeHb MU3HEHHO HEeOobXOAMMbIX W BarKHEMLIMX
JIeKApPCTBEHHbIX MPEnapaToB, MO LUeHam, KoTopble GOPMMPYIOTCS B COOTBETCTBMM C MNOPSAKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBoM Poccuiickoit deaepaLmm, n ypoBeHb KOTOpbIX (6€3 yyeTa Hasnora Ha
006aB/IEHHYIO CTOMMOCTb) HE A,0/1KEH NPEBbILLATL CYMMY GAaKTUUYECKOM OTNYCKHOM LeHbl, yCTAaHOB/IEHHOM
Npou3BOAMTENIEM JIEKAPCTBEHHOIO MNpenapata, He MpeBbIAoWed 3aperMcTpUpoBaHHON UK
nepeperucTpupoBaHHOW NpeaebHOM OTMYCKHOW LeHbl Npous3BoguTens (Ha Jaty peanusaumu
NIeKapCTBEHHOTO npenapaTta nNpousBogmuTeNnem), U pasmepa ONTOBOW HaabaBKM M (MaM) pasmepa
PO3HWYHOWN HaabaBKKM, HE NPEBbILLAOLWMX COOTBETCTBEHHO pa3smepa npesesbHON ONTOBOM HaabaBKK U
(nnun) pasmepa npenenbHOM PO3HUYHON HaAbaBKM, YCTaHOBIEHHbIX B CybbeKTe Poccuiickoit degepauuu.
(yacTb 2 B peq,. PeanepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCMONHWUTENbHOW BAacTM cybbekToB Poccuiickon depepaumu pasmellaloT B CeTU
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"MHTepHeT" MHPOPMaLMIO O 3apPEerncTPMPOBAHHbIX NPeaefibHbIX OTMYCKHbIX LEeHax nponssoautenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobOXOAMMBIX U BarKHEULWMNX
JIeKapCTBEHHbIX NpenapatoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickolt depepaunun npenenbHbIX
pasmepax onToBbIX HaAbaBOK U (MNK) NpeaenbHbIX pasmepax PO3HUYHbIX HaA0aBOK K YCTaHOB/IEHHbIM
NPOM3BOAUTENAMM NEKAPCTBEHHBIX MpPenapaToB GaKTUUYECKMM OTMYCKHbIM LLleHaM Ha NeKapCTBEHHbIe
npenapaTbl, BK/OYEHHbIE B MNEpeyYeHb MM3HEHHO HEeOobXOAMMBIX W BaXKHEWULWMX NEeKapPCTBEHHbIX
NpenapaToB, a TaKXKe 0 CYMME 3aperncTpMpoBaHHbIX NPeaesibHbIX OTMYCKHbIX LEeH NpousBoauTenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb KU3HEHHO HeobXOAMMbBIX M BarKHEMLWUX
JIEKapCTBEHHbIX MPenapaToB, YCTAHOBAEHHbIX B cybbeKkTe Poccuitickolt depepaumm npenenbHbIX
pa3mepoB ONTOBbIX HAA0ABOK M Npeae/bHbIX Pa3MEPOB PO3HUYHbIX HAL0ABOK M HAaNOra HA A0HABAEHHYIO
cToMmocTb. MHpopMaLma, npesycMOTPEHHAA HACTOALLEN YACTbHO, AO/MKHA HAXOAMTHCA TaKMKe B anTeYHbIX
OpraHusaumMax B OOCTYMHON ANA BCEX 3aUHTEPECOBAHHbIX AuL, dopme M OOHOBAATBCA MO Mepe ee
pasmelleHMa opraHamMm UCNOHUTEIbHOM BnacTu cybbekToB Poccuiickoit ®eaepaumm B cetn "UHTEpHET".
(yacTtb 3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiii 3akoH oT 27.12.2019 N 475-P3.

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. dapmaKoHaa3op
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHbIE NpenapaTbl, Haxoaawmecsa B obpalteHnn B Poccuiickont deaepauymm, nognexar
MOHUTOPUHTY 3bGDEKTUBHOCTM U  6e30NacHOCTUM B  LENAX BbIABNEHUS BO3MOMHbIX HeraTuUBHbIX
I'IOCI'IQ,EI,CTBVIVI X NnpumeHeHua, MH,CI,VIBVI,CI,yaI'IbHOﬁ HenepeHoOCMMOCTU, npegynpexaeHna megunumnHCKnuxX
paboTHMKOB, crneuMannctoB B 0b6iactu BeTepuMHapuuM, NaLMEHTOB WAW BNALENbLEB KUBOTHbIX U UX
3alWNTbl OT NPUMEHEHUNA TaKMX /IEKAPCTBEHHbIX NPenapaTos.

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

2. ®apmaKoHAA30p OCYLECTB/AAETCA COOTBETCTBYHOLMM YMNOJHOMOYEHHbIM deaepaibHbIM
OpPraHOM MUCMOJIHUTENILHOM BAACTU B YCTAaHOBNEHHOM MM MOPAAKE C y4eTom TpeboBaHMIA HacToALEero
defepanbHOro 3aKOHa M aKTOB, coCTaBasAloWMX npaBo Coto3a, NyTEM aHaAM3a NpeaocTaBAAEMON
cyb6bekTamm 06palleHUA NeKapCTBEHHbIX CPeACTB MHPOPMALMM 0 NOBOUYHbIX AENCTBUAX, HEXKEeNaTeNbHbIX
peaKkumMaAxX, CepbesHbIX HeXKenaTe/bHbIX PeaKkuMsaxX, HenpeaBUOEHHbIX HEeXKenaTeNbHbIX peakuuax npu
NPMMEHEHUM NIEKAPCTBEHHbIX NpenapaTtos, 06 WHAMBMAYANbHOW HENepeHOCMMOCTH, OTCYTCTBUU
3GPEKTUBHOCTM /IeKApPCTBEHHbIX MNpPenapaTtoB, a Takke 06 WHbIX ¢aKTax M o6cToATeNbCTBAX,
NPeacTaBAAIOWMX YrPO3y KM3HWM WMAM 340POBbIO YesnoBeKa AMBO0 KMUBOTHOMO MNpU MPUMEHEHUU
NeKapcTBEHHbIX MPEnapaToB M BbiABAEHHbIX Ha BCeX 3Tanax 06palLeHna NeKapCcTBEHHbIX NPenapaTos B
Poccuiickolt degepaumm n Apyrmx rocyaapcreax.

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

3. CybbeKTbl 06palleHnsa TeKapcTBEHHbIX CPEACTB B MOPSAAKE, YCTAHOBIEHHOM YNOJHOMOYEHHbIM
desepanbHbiM  OPraHOM  WCMOJIHUTENIbHOM  BNAcTM, 06dA3aHbl  COOb6WATb B YNOJHOMOYEHHbIN
depepanbHbIi OpraH UCMOJAHUTENLHOM BAACTM O MODBOYHBIX AENCTBUAX, HEMKENATeNbHbIX PeaKLMsX,
Cepbe3HbIX HEXKeNaTeNbHbIX PeaKLMsaX, HeMpeaBUAEHHbIX HeXenaTe/IbHbIX Peakumax npu npumeHeHun
NeKapcTBEHHbIX MNpenapaTtoB, 06 WMHAMBMAYA/NbHOW HENepeHOCMMOCTH, OTCYTCTBUM 3PPEKTUBHOCTU
NIeKapCTBEHHbIX MPenapaTtoB, a TakKe 06 MHbIX paKkTax M 06CTOATENbCTBAX, NPEACTaBAAIOWMX Yrpo3y
KU3HM WMAKW 300POBbLIO YesioBeKa NGO KMBOTHOTO NPU MPUMEHEHMM JIEKAPCTBEHHbIX MPEnapaTos U
BbIAB/JIEHHbIX Ha BCex 3Tanmax obpalleHna NeKapCTBeHHbIX npenapatoB B Poccuiickon Pegepaumm u
ApYrvx rocyaapcreax.
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4. Nep:aTenn uau Bnagenblbl PerncTpauMoHHbIX YA0CTOBEPEHUN NEKAPCTBEHHbIX NpPenapaTos,
IOpMANYECKME 1ML, Ha UMS KOTOPbIX BblAaHbl pa3peLleHna Ha NPoBeAEHNE KIMHUYECKUX UCCAea0BaHUM
B Poccuiickoit depepaunn, nMbo yNosHOMOYEHHblE MMW Apyrue pUANYEecKMe nuua B pamKax
obecneyeHuns 6e30NacHOCTN NeKapPCTBEHHbIX NPenapaToB B NOPAAKE, yCTAHOBIEHHOM COOTBETCTBYOLLMM
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM WUCNONHUTENbHOW BNACTWU, 0653aHbl OCYLLECTBAATL NPUEM,
yueT, 06paboTKy, aHaNn3 1 XpaHeHMe NOCTYNatoLLNX B UX aAPec OT CyObeKTOB 06palLleHNA NeKapPCTBEHHbIX
CpPeacTB M OPraHoB rocyAapCTBEHHOW BAacTM COObLWEHUA O MOBOYHbIX AEUCTBUAX, HEXKenaTesbHbIX
peaKkumsax, CepPbe3HbIX HEXKENATENbHbIX U HENPeaABUAEHHbIX HeXeaTe lbHbIX peakuusax Npu npumeHeHnu
JIeKapCTBEHHbIX NpenapaTtoB, 06 0COBEHHOCTAX WX B3aMMOAEWCTBUA C APYIMMU NEKAPCTBEHHbIMU
npenapatamv, WHAVMBUAYA/SIbHON HENepeHOCMMOCTM, a TaKKe 00 MHbIX ¢akTax M ob6CcToATeNbCTBAX,
NpPeacTaBAAOWMNX Yrpo3y KU3HU WUAW 340POBbIO 4YesioBeKa /MO0 KMBOTHOIO WMAW BAUAIOWMX Ha
M3MEHEHME OTHOLWIEHUA OXMAAEMOM MNOJ/Ib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA NeKapCTBEeHHbIX
npenaparos.

5. Mpun BbiIABNEHUN UHOOPMALUM O CEPLE3HbLIX HEXKENaTesbHbIX PeakuMaXx U HenpeasuaeHHbIX
HeXXenaTesbHbIX peakuuax MNpu MPUMEHEHUM NeKapCTBEHHbIX MpenapaTtoB, 06 ocobeHHOCTAX MX
B3aMMOLENCTBUA C APYTMMU NEKAPCTBEHHbIMWM NpenapaTamn, UHANBUAYANbHOM HEeNepeHOCUMOCTH, a
TaKKe 06 MHbIX PaKTax M 0BCTOATENBCTBAX, BAUAIOLLMX HA U3MEHEHME OTHOLWEHMA OXNAAEMON NOMb3bI K
BO3MOXHOMY PUCKY TNPUMEHEHUA J/IEKAPCTBEHHbIX MpenapaTos, JAepXaTenu WM  BAageNbubl
PEruCTPaLMOHHBIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NPENAPATOB, IOPUAMYECKME NNLA, HA MMA KOTOPbIX
BblAaHbl paspeLlleHna Ha npoBeAeHne KAMHUYECKUX MccnenoBaHuii B Poccuiickon ®epepaumn, nnmbo
YNO/IHOMOYEHHbIE UMW ApYyrve opuguyeckne nmua obasaHbl NPUHATL Mepbl, HamnpasBieHHble Ha
YyCTpaHeHWe  HeraTMBHbIX  MOCNEACTBMIA  NPUMEHEHMA  TaKMX  JIEKAPCTBEHHbIX  MPEnapaTos,
npeaynpexaeHne npuuMHeHUs Bpesa XU3HN U 300POBbIO YeN0BEKA MO0 KMBOTHOTO, 3aLWMUTY UX OT
NPUMEHEHMA TaKUX IEKAPCTBEHHbIX NPENAPaTOB, HAa AONOAHUTENbHbIN cOOp AaHHbIX 06 3dpdeKTUBHOCTU
1 6e30MacHOCTM TaKMX IEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobLLeHMNE UM COKPbITUE MHOOPMALUUMM, NPEAYCMOTPEHHOM YacTbio 3 HacToALLEeM CTaTby,
AepyKaTennm WaAu  BRafesiblUbl  PErUCTPALMOHHBIX  YAOCTOBEPEHWUIN /IeKAapPCTBEHHbIX NPenapaTos,
topugmMyecKme 1La, Ha UMA KOTOPbIX BblAaHbl pa3peLleHus Ha NPoBeaeHNE KIMHUYECKMX UCCNe0BaH M
B Poccuitckoit Pepepaumn, nubo ynoNHOMOYEHHbIE MMMU APYrUe OPUANYECKME NLA, A TaKXKe
[OMIKHOCTHbIE /1ML, KOTOpPbIM 3Ta MHOOPMALMA CTasa M3BECTHa MO poay MX npodeccMoHanbHOWM
[eATeNIbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickoit Penepauum.

7. Mpu nony4eHUM ynosHOMOUYEHHbIM deaepanbHbIM OPraHoOM UCMOAHUTENBHOW BAACTU B pamKax
OCyWecTBNeHMa MM papmaKoHaA30pa A0Ka3aTe/NbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOro npenapata
YCTaHOB/IEHHbIM TpeboBaHWAM WAM MNPU MNOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
adpeKTMBHOCTM U 0 6e30NacHOCTV IeKAPCTBEHHOro NpenapaTta AaHHbIM O JIeKapCTBEHHOM npenaparTe,
COAEPMKALMMCA B MHCTPYKLMM MO €ro NPUMEHEHMIO (B TOM YMC/E BbIABNEHHbIX B XOA4€E OCYLLECTB/EeHUA
dbapmaKoHaa3opa KOHTPO/IbHO-HAA30PHbIMW OpraHaMyM MHOCTPaHHbIX FOCYAapcCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTENbHOW BAACTM B YCTAaHOB/AIEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAKOTO N1EKAPCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 HaumeHoBaHMe CcT. 65 nsnaraerca B HoBol pegakumm (®3 ot 30.01.2024 N 1-P3).

CraTtbA 65. MprocTaHOBNEHME NPUMEHEHUA NEKAPCTBEHHOrO Npenapara
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 B Y. 1 c1. 65 BHOCATCA n3ameHeHus (®3 ot 30.01.2024 N 1-d3).

1. NMpu nonyyeHUn MHGOPMALIMM O HEXKenaTeNbHbIX PeakUuMaxX Npu NPMMEHEHMM NeKapCTBEHHOMO
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npenapaTta, He YKasaHHbIX B MHCTPYKUMK MO MPUMEHEHUID NeKapCTBEHHOro npenapaTta, CepbesHbIX
He)KenaTesbHbIX peakumsax, 06 0CoBEeHHOCTAX ero B3aMMOAEWNCTBUS C APYrMMU JIEKAPCTBEHHbLIMMU
npenapatamu, KOTOpble MOTYT NPeACTaBAATb YrPO3Y KU3HU AN 340POBbIO YeNoBeKa B0 KUBOTHOIO, a
TaKXe O HEeCOOTBETCTBUWM AaHHbIX 006 3PpPeKTUBHOCTU U O He30MacHOCTU JIeKApCTBEHHOrO Nnpenapara
OaHHbIM O NEKAPCTBEHHOM MpenapaTe, COAEPHKaLLMMCA B MHCTPYKLMK MO ero NPUMeHeHUo, B TOM Yncie
OT YMNOJIHOMOYEHHbIX OPraHOB MHOCTPAHHbLIX TrOCyAapcTB, OOMEH KOTOpOM oOcyllecTBaseTca B
COOTBETCTBUM C COMNALIEHUAMMN MEXKAY YNOJHOMOYEHHbIM denepasbHbiM OPraHoOM MCMONHUTENIbHOM
B/1IACTU M YMNOJIHOMOYEHHLIMW OPraHaMm WMHOCTPAHHbIX rOCYAapCTB, YNOJHOMOYEHHbIM deaepanbHbIi
OpraH UCNONHUTE/IbHOM BNACTU PacCMaTPUBAET BOMPOC O BO3MOMKHOCTU MPUOCTaHOBAEHUs 0bpalleHns
TAKOro JIEKAapCTBEHHOro npenapata B NOpAAKe, YCTAaHOBJEHHOM YMOJIHOMOYEHHbIM deaepanbHbim
OpPraHOM MCMOJIHUTE/IbHOM BAACTH.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 2 cT. 65 usnaraetca B HoBow pegakumm (®3 o1 30.01.2024 N 1-d3).

2. TpuU HEUCnoNHEeHUU MAN HeHagNexalem WCNOAHEHUU aepyKaTensamn WauM Baagenbuamu
PerucTpaLmnoHHbIX YAOCTOBEPEHUA NEKAPCTBEHHbIX MPenapaTos, PUANYECKUMU AULAMKW, Ha UMA
KOTOPbIX BblAaHbl pa3pelleHnsa Ha NpoBeaeHne KAMHMYECKUX nccneaosaHnii B Poccuitickon deaepaumm,
WA YNONHOMOYEHHbBIMU UMW APYTUMW FOPUANYECKUMU TNLLAaMK 06A3aHHOCTEN, YCTAHOBEHHbIX YacTAMM
3 1 4 cTatbu 64 HacTosulero ®enepanbHOro 3akoHa, MM60 B CAydaAx NpeacTaBaeHMA COOTBETCTBYIOLMNM
YyNo/HOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU 3aKA0YEeHMA O HeAOCTOBEPHOCTH
pe3ynbTaToB  KAMHWMYECKOTO MCCeAd0BaHUA /IeKapCTBEHHOro npenapata  Ans  MeAULUMHCKOro
NPMMEHEHWA, KOTOPOE OCHOBAHO Ha pe3y/bTaTax NPOBEPKN MeAMLMHCKOW opraHM3aLmm, NpoBoanBLLENA
YyKa3aHHOe KNMHNYEeCKoe NUccieloBaHue C HapyLueHNeM NpasBua Hagnexallen KAMHUYECKON NPaKTUKK, U
NPMBeao K MOJYYEHMIO HEeAOCTOBEPHbIX Pe3y/bTaTos, M60 B Caydae HEBbINOAHEHMA NpeanucaHus,
BbIAaHHOMO YMO/JIHOMOYEHHbIM defepasibHbiM OPraHOM WCMOJIHUTENIbHOM B/AacTM MO UTOram
OCyLWEeCTBNEeHMA BbIGOPOYHOr0 KOHTPOASA KayecTBa JiIeKapCTBEHHOro npenaparta, Yno/JHOMOYEHHbIN
denepanbHbIA OpraH UCNOIHUTE/IbHOW BAACTU B YCTaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPoC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAKOro 1IEKAapPCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 65 yTpaumsaet cuny (43 ot 30.01.2024 N 1-D3).

3. YnonHoMmouYeHHbI deaepanbHbli opraH UCNONHUTENbHOW BAAcTU NpU NPeAacTaBAeHUN emy
CBEAEHM O HECOOTBETCTBUM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpasBua
Hag/exallen NpoM3BoACTBEHHOM NPAKTUKU U (UAK) O HAaPYLIEHWUM INLEH3NOHHbIX TPebOBaHMI, KOTopble
6blM BbIABNEHbI B XO4€ NPOBEAEHUA MHCMEKTUPOBAHUA MPOU3BOANTENA IEKAPCTBEHHbIX CPEACTB UK
OCYLLECTBNIEHUA NIMLLEH3MOHHOTO KOHTPOAA B cdepe NPOM3BOLACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBEN
WU MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NPENApaToB AN MEeAWULMHCKOTO NPUMEHEHWA,
NPUYUHUBLLUMX UM CNOCOBHBIX MPUUMHUTD BPEL, *KU3HW MW 340POBbI0 MPaykAaH, pacCMaTpUBaeT BOMpocC
O MPUOCTAaHOB/NIEHUN MPUMEHEHMS JIEKAPCTBEHHbIX MPEnapaToB A/ MeAMLMHCKOro MNMpUMEHEHWA B
YCTaHOBJ/IEHHOM MM NOPAAKE B CNEAYIOWMNX CTYYanX:

1) coctaB u (MNK) TexHONOrMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTa Ana MeAMLMHCKOro
npMMeHeHuA (C onucaHMem CTaauii NPOM3BOACTBA) OTAMYAIOTCA OT 3asB/EHHbIX B PErmcTpaumoHHOM
40Cbe;

2) ﬂeKapCTBeHHbIVI npenapart gna meamunHCKoro npumeHeHnAa npomnsseaeH Ha I'IpOM3BOACTBEHHOﬁ
naowaake, He YKa3aHHOl\/’I B perncTtpaumMoHHOM A0CbE,

3) y npousBoaMTENs NEeKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpMHAaloLime
COOTBETCTBME KayecTBa JIeKapCTBEHHOrO npenapata A8 MeAWUMHCKOTO MPUMEHEeHMUs, BBOAMMOTO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPU €ro rocyAapcTBEHHOMN perncTpaumm;
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4) npousBoAUTENEM JIEKAPCTBEHHbIX CPeACTB B COMMAaCoOBaHHbIM C  COOTBETCTBYHOLMM
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOJHUTENIbHOM BNACTU CPOK He YCTPaHEeHbl HapylleHun
TpeboBaHMI NpaBWUA HagNeNKallel NPOM3BOACTBEHHOM NPAKTUKU U (UNK) ULEH3MOHHBIX TpeboBaHUN,
KOTopble OblAN BbIABAEHbI B X0A4e MNPOBEAEeHUs WHCNEKTUPOBAHWUSA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeacTB UM OCYLLECTBNEHWUA NNLEH3UOHHOIO KOHTPOA B chepe Npon3BOACTBA IEKAPCTBEHHbIX CPEACTB
N NPUBEAM WUAM MOTYT MPUBECTU K NPOM3IBOACTBY /IEKAPCTBEHHbIX NpenapaTtoB Aas MeaULMHCKOro
NPUMEHEHNA, MPUYMHUBLINX UM CNOCOBHbBIX MPUUYNHUTD BPEA KU3HU UK 340P0BbIO rpaxKaaH.

(yacTb 3 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-3)

4. YNoNHOMOYEHHbIM peaepanbHblii OpraH UCMONHUTENbHOM BAACTU NPU HAIMYMMK Y HETO CBELAEHUN
O HEeCOOTBETCTBMM NPOM3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBUA HaaaexKalledn
NPOW3BOACTBEHHON MPAKTUKM WU (MNM) O HAPYWEHMMU JIMLEH3UOHHbIX TPeboBaHWI, KoTopble Oblan
BblfIB/IEHbl B XO4€e MPOBEAEHUA WMHCMNEKTUPOBAHUA MNPOM3BOAMTENA JNIEKAPCTBEHHbLIX CPEACTB WM
OCYLLECTBNIEHUA INLEH3UOHHOIO KOHTPOAA B cdepe NpoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M NPUBENN
AN MOFYT NPUBECTU K NPOMU3BOACTBY NEKAPCTBEHHbIX NPenapaToB A4/A BETEPUHAPHOro NPUMEHEHMUA,
NPUYNHUBLLMX WAN CMOCOOHbLIX MPUUYUHUTD BPEL M3HU WUAM 340POBbI0 KMBOTHbLIX, PACCMATPUBAET
BONPOC O MPUOCTAaHOBAEHUWN peannsauuMm W MPUMEHEHUA JIEKAapCTBEHHbIX MpenapaTtoB AnA
BETEPUHAPHOIO NPUMEHEHUA B YCTAHOBIEHHOM UM NOPAAKE B CNEAYIOLLMX CYYasX:

1) coctaB 1 (MNM) TEXHOMOTUA NPOM3BOACTBA /IEKAPCTBEHHOIO npenapaTta Ana BETEPUHAPHOro
NpMMeHeHuA (C onucaHWem CTaauii NPOM3BOACTBA) OT/MYAIOTCA OT 3asB/IEHHbIX B PErMCTPaLMOHHOM
[A0CbE;

2) nekapcTBeHHbIN Npenapar 4/19 BeTepMHapHOro NpMMeHeHus NponsseaeH Ha MPon3BOACTBEHHOM
nAoLlWaaKe, He YKasaHHOM B PerMcTpaLMoHHOM A0CbE;

3) y npousBoAMTENA NEKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEPXAAOLLME
COOTBETCTBME KA4yecTBA JIEKAPCTBEHHOro MpenapaTta A/s BETEPUMHAPHOTO NPUMEHEHWUA, BBOOVUMOIO B
rpaxkaaHcknn obopoT, TpeboBaHMAM, YCTAHOB/IEHHbBIM NPU Ero roCyAapCTBEHHOM perncTpaunm;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPeACTB B  COMNaCcoOBaHHbIA C COOTBETCTBYHOLIMM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTENIbHOM BNACTU CPOK HE YCTpPaHEeHbl HapylleHus
TpeboBaHMI NpaBWUA HagNeNKalleld NPOM3BOACTBEHHON NPAKTUKU U (UNU) NMLEH3UOHHBIX TPeboBaHUN,
KOTOpble OblAN BbiABAEHbI B XOA4e MNPOBeAeHUs WHCNEKTUPOBAHUSA MPOU3BOAUTENA NEKAPCTBEHHbIX
CpPeacTB UM OCYLLECTBNEHUA NNLEH3UOHHOIO KOHTPONA B chepe Npomn3BOACTBA IEKAPCTBEHHbIX CPEACTB
N NPUBEAN UAN MOTYT NMPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NpenapaTtoB A/a BeTepUHapHOro
NPUMEHEHUA, MPUYUHUBLINX UM CNOCOBHbBIX MPUUNHUTD Bpes, }KU3HU NN 300POBbI0 *KUBOTHbIX.

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

7. B nopsaake, npesycMoOTPEHHOM 4acTbto 4 HaCTOALWEN CTaTbW, YNOJHOMOUYEHHbIW deaepanbHbIit
opraH UCNOJIHUTENIbHOM BNACTU PacCMaTPUBAET BOMPOC O NPUOCTAHOBAEHUM peannsaLmm u NPUMeHeHUA
JIeKapCTBEHHOro npenapaTta 419 BEeTePUHAPHOro MPUMEHEHUA B CAy4ae BbIABAEHMA B FPaXK4aHCKOM
060poTe cepumn NekapcTBEHHOro NpenapaTta 414 BETEPUHAPHOTO NPUMEHEHWA, AOKYMEHTbI U CBeAeHUA
O KOTOpPOM, NpeaycMoTpeHHble Yactamu 1 - 3 u 6 ctatbn 52.2 Hactoswero ®eaepanbHOro 3aKoHa, He
npeAcTaBNeHbl B YKa3aHHbIA opraH, iMbo cepum MMMyHOBMONOIrMYECKOrO NEeKAapCTBEHHOMO NpenapaTa
ONA BETEPMHAPHOIrO NPUMEHEHWA, HE UMEIOLLLE pa3peLLeHmna, NpeayCMOTPEHHOrO YacTbto 8 cTaTbu 52.2
HacToAawero ®PepepanbHOro 3akoHa. B yKaszaHHOM c/iyvyae ynoAHOMOYEHHbINM deaepasnbHblit opraH
NCNOSIHUTENbHOWN BNACTV NPUHMMAET PELUEHME O NPUOCTAHOBAEHUN pPeannsaLmm U NPUMEHEHNA TaKUX
cepuii 40 NpeacTaBieHMA YKasaHHbIX LOKYMEHTOB W CBeAeHWM nmMbo A0 NONyYeHWs yKasaHHOro
pa3pelueHus.

(yacTb 7 BBeaeHa PeaepanbHbiMm 3akoHOM oT 02.07.2021 N 317-3)

Cratba 66. UHPopmauma o pesynbtatax papmakoHagsopa
(8 pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)
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YnonHOMOYEHHbIM  deaepanbHblt  OpraH  UCNOAHUTENBHOW  BAACTW,  OCYLLECTBASIOWMMA
dbapmakoHaz30p, No ero pesynbTaTaM pasmellaeT Ha cBoem oduuManbHOM caliTe B ceTu "UHTepHeT"
nHpopmaumto o:

1) BblAB/IEHNN HOBbLIX NOATBEPXKAEHHbLIX OaHHbLIX O No60oYHbIX ,D,eﬁCTBMﬂX, HeXenatenbHbIX
pPeaKkumnAx, Cepbe3HbIX HeXeNaTe/ibHbIX peakuunax, HenpeaBuaeHHbIX HeXXeNaTe/ibHbIX peakunax npu
npUMeHeHUN NeKapCTBEHHOIO nNpenaparta, B TOM 4Yncne BANAKWNX Ha OTHOLWEHKNE ommp,aew\oﬁ NONb3bl K
BO3MOXHOMY PUCKY NPUMeHEHNA NAaHHOTIO /IieKapCTBEHHOIO NnpenaparTa;

2) NPUHATBIX PeLUeHUAX O BHECEHUM U3MEHEHWNI B MHCTPYKLMIO MO MPUMEHEHUIO IEKAPCTBEHHOTO
npenapara, o0 NPMOCTAaHOBAEHUN NPUMEHEHUS IEKAPCTBEHHOTO NpenapaTa, 06 U3bATUKM M3 obpalleHun
JIeKapCTBEHHOIO NpenapaTta Uan o BO306HOBIEHUM NPUMEHEHWA 1EKAPCTBEHHOTO Npenapara.

Fnasa 14. UH®OPMALMNMA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHTA OBUXEHUA NEKAPCTBEHHbIX MPENAPATOB
ANA MEAULIMHCKOTO NPUMEHEHUA
(8 pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. MHdopmauuAa O NeKapCTBEHHbIX npenapaTtax. CUCTeMa MOHUTOPUHra ABUXKEHUA
JIeKapCTBEHHbIX NPEenaparTos 419 MeAULUHCKOTO NPUMeHeHUnA
(B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmaumsa o nekapcTBEHHbIX NpenapaTtax, OTNyCKaemblX MO PEeLEenTy Ha /SIEKapCTBEHHbIN
npenapart, 4O/IKHa coAep)KaTbCA TO/IbKO B CNEUMann3mpoBaHHbIX U3A4aHUAX, NpeAHa3HAYeHHbIX A
MeANLMHCKUX, papMaLLeBTUYECKUX PabOTHMKOB, CneumanmcToB B 0bnactm BetepuHapun. MHbopmaums o
JIeKapCTBEHHbIX NpenapaTax 41a cneumannctos B 061acTn obpalleHna NeKapCcTBEHHbIX CPEACTB MOXKET
cofepXatbCd B MOHOrpaduax, CNpaBOYHMKAX, Hay4yHbIX CTaTbsiX, B [AOK/JaZax Ha KOHrpeccax,
KOHdEepeHLMAX, CMMMNO3MYyMaX, Hay4yHbIX COBETaX, a TaKXe B WHCTPYKUMAX NO MNPUMEHEHUIO
JIeKapCTBEHHbIX NPenapaTos.

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

2. Hdopmauma o NeKapCTBEHHbIX MpenapaTax, OTnyckaembix 6e3 peuenTta Ha NEKapCTBEHHbIN
npenapaTt, MOXeT cogepKaTbcA B MNybanKkauuax U ob6bABAEHUAX CPeAcTB MaccoBOM WHdopmauum,
CNeunanmn3mMpoBaHHbIX MU OBLLMX MEeYaTHbIX M3LAHMAX, UHCTPYKLMAX MO NPUMEHEHMUIO NIEKAPCTBEHHbIX
npenapaToB, MHbIX U34aHUAX CYBbEKTOB 06paLLEeHNA NeKaPCTBEHHbIX CPeACTB. PeKkflamHble maTepurabl O
NeKkapcTBEHHOM npenapaTe, OTNyckaemom 6e3 peuenta Ha /IeKapCTBEHHbI NpenapaTt, O0JIXKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOrO Npenapara.

3. Jonyckaetca ucnonb3oBaHue No6bIX MaTepUnanbHbIX HocuTenen, NOo3BONNAWNX XPaAHUTD,
nepenasatb 1 UCMNOJZIb30BaATb VIHd)OpMaLI,VII-O O NNIEKAPCTBEHHbIX NpenapaTtax 6e3 ee MCKaKeHus.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.04.2024 B Y. 4 cT. 67 BHOCATCA n3meHeHus (93 o1 04.08.2023 N 428-d3). Cm. byayLuyto pegakumio.

4, Ona ueneit naeHTUPUMKAUMKM YNaKOBOK NEKAPCTBEHHbIX MNpenapatoB Aaa MeAMLMHCKOro
NPMMEHEHUA NPOU3BOAUTENN NEKAPCTBEHHbIX CPeACTB B MOPAAKe, YCTaHOBAEHHOM [paBUTENbCTBOM
Poccuiickoit enepaumn, HAHOCAT Ha NEPBMYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeANUMHCKOro NPUMEHeHUs, AN KOTOPbIX He NpeayCMOTPeHa BTOPUYHAA YNaKoBKa) M BTOPUYHYIO
(NoTpebuTeNbCKyIO) YNAaKOBKY NEKApPCTBEHHbIX NpenapaTos A8 MeAUUMHCKOTO NPUMEHEHUA CpeacTBa
naeHTUOMKaUMK, 33 WUCKAOYEHWEM JIeKAapPCTBEHHbIX MPenapatoB AN MeAMUMHCKOTO MNPUMEHEHUS,
NPOM3BOAUMbIX ANA MPOBEAEHMA KAMHUYECKMX UCCNeA0BaHNMN, SKCMOPTa, IeKapCTBEHHbIX NpenapaTos
ANA MeAWLMHCKOTO NMPUMEHEHMA, YKasaHHbIX B Yactax 5 M 8 crtatbu 13 HacToAwero depepanbHoro
3aKoHa, pagnodapmaLeBTUYECKUX IeKAaPCTBEHHbIX NPenapaTos, BbICOKOTEXHOIOMMYHbIX 1EKAPCTBEHHbIX
npenapaTtoB, KOTOpble MNPOM3BeAEeHbl MasbiMWU CEPUSMU, COCTOAT M3 OLHOM MAN HECKONbKUX 03
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BbICOKOTEXHOJ/IOTMYHOIO /IEKAPCTBEHHOIO npenapaTa, npegHasHauyeHbl A1 KOHKPETHOro MauMeHTa,
MMEIOT KOPOTKMI CPOK rogHOCTM (40 AEeBSHOCTa KaNeHAApPHbIX AHEN) U (MNK) TemnepaTypHbIA pexum
XPaHEeHUs M TpaHCNOPTUPOBaHUA MUHYC 60 rpaaycoB Lenbcusa nam HuxKe, NUABOK MeAULIMHCKUX U ra3oB
MeONLNHCKUX.

(yactb 4 BBegeHa depepanbHbiM 3aKoHOM oT 28.12.2017 N 425-d3 (pea. 27.12.2019); B pegs.
depepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. XapaKTepucTmku cpeactea MaeHTMdMKaLMmn, NOpPALOK ero HaHeceHMA 1 TpeboBaHMA K CTPYKType
n  dopmaty WMHOOPMALUKM, KOTOPYHOD COLEPMKUT CPEACcTBO  UAEHTUPUKAuMMKM, onpeaenstorTca
MpasuTtenbctBom Poccuiickoit ®epepaumm.
(yacTb 5 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

6. TlopAasoK cO34aHUA, pPa3BUTMA, BBOAA B 3SKCMJyaTauMmio, 3KCMayaTauuu M BbiBOAA U3
9KCNAyaTaLuMn CUCTEMbI MOHUTOPUHIA ABUXKEHUA JIeKAPCTBEHHbIX MNPenapatos Ana MeaULMHCKOro
NpPUMeHeHMa, MNOPALOK MpeaocTaBieHna WHOOPMALMKM, COAEPIKaLLEeNCcA B CUCTEME MOHWUTOPMUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaToB A8 MeAUUUHCKOrO NPUMEHEHMUA, U NOPALOK B3aMMOAENCTBUA
YKa3aHHOMW  cuUcTeMbl C  WHbIMW  TOCYAAPCTBEHHbIMWM  MHOPOPMALMOHHBIMKM  CUCTEMaMU WU
MHOOPMALNOHHBIMU CUCTEMAMMU KOPUONYECKUX JTULL U UHANBUAYAIbHBIX NpeAnpUHUMaTeNen, yKa3aHHbIX
B yactax 7 m 10 HactoAwewn ctaTtbW, ycTaHaBauBatoTca [MpaBuTenbctBom Poccuitckon degepauum.
OnepaTtopamMn CUCTEMbI MOHWUTOPUHIA [OBUMKEHUA JIEKAPCTBEHHbIX MNPENapaTtoB A1A MeAULMUHCKOro
npuMeHeHna ABNAOTCA deaepanbHblit OpraH WCMOAHUTENbHOW BAacTM M (MAKM)  opraHu3aums,
ynosHoMmou4eHHble MpasuTtenbcteom Poccuiickon ®epepaumm.

(yacTb 6 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpunamyeckme nmua n MHANBUAYabHble NPeANPUHUMATENMN, OCYLLECTBAAIOLIMNE NPOMU3BOACTBO,
XpaHeHWe, BBO3 B Poccuitickyto Pepepaumio, OTNYCK, peanus3aumto, nepegadvy, NpUMEHeHue u
YHUUYTOXKEHWNE IEKAPCTBEHHbIX NPenapaToB gas MeAULMHCKOTo NPUMeHeHNA, obecneynBatoT B NopsaaKe
M B COCTaBe, KOTopble ycTaHoBAeHbl [MpaButenbctBom Poccuiickon dPegepauum € y4yeTom BMAA
OCYLLECTBNAEMOM UMW [EATEeNbHOCTM, BHECEHME MHPOPMaLMM O NEeKAPCTBEHHbIX MpenapaTtax Ans
MeaANUMHCKOTo npuMmeHeHnA B CUCTEMY MOHUTOPUHIa ABUXKEHUA JIEKAaPCTBEHHbIX NpenapaTtos ANA
MeaNLMHCKOTo NpuMmeHeHUnA.

(yacTb 7 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTtbl AA MEAWUMHCKOrO NPUMEHEHUA, npefHa3HavyeHHble AnA
obecneyeHuna nuu, 60abHbIX remoduanels, MyKkoBMCLMAO30M, rTMNOPU3apPHbIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHBIMM HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKAHEeM, paccesHHbIM CKIEPO30M, /1ML, NOCEe TPAHCNNAHTaLMM OpPraHoB U (MAK) TKaHel, Npon3BeseHHble
00 31 aekabpna 2019 roga, a TaKKe UHble IEKAapPCTBEHHbIE NpenapaTbl AN MeAULMHCKOTo NPUMEHEHNS,
npoussegeHHble o 1 uionAa 2020 ropa, nognexat XpaHeHUIo, NMepeBO3Ke, OTMYCKY, peanv3auumu,
nepegaye, NPUMeHEeHUIO 6e3 HaHeCceHUa CPeacT8 UAEHTUPUMKALMM A0 UCTEYEHUA CPOKA MX FOLHOCTU.
MpasuTenbcTBo Poccuiickoit Pepepalmm Bnpase yCTaHOBUTb 0COBEHHOCTM BBOAA B FpaXkAaHCKMI 060poT
JIeKapCTBEHHbIX MpenapaTos 419 MeANLNHCKOTro NPUMEHEHUA, Npon3BeAeHHbIx B nepuog ¢ 1 niona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpaxKAaHCKMI 060pOT NeKapCcTBEHHble NpenapaTbl 4
MEOVLMHCKOIO NPUMEHEHMA, 33 WCK/IKOYEHMEM NeKapCTBEHHbIX MpenapaTos, NpeAHasHayYeHHbIX AaA
obecneyeHna nuu, 60nbHbIX remoduaneis, MyKkoBUCUMAO30M, rTMNOGU3apPHbIM HAHU3MOM, 6ONE3HbIO
lowe, 3n0KayecTBEHHbBIMM HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBIX MM
TKAHEeM, paccesHHbIM CK1epO30M, /1L, NOCe TPAHCNAHTaL MM OPraHoB U (MAn) TKaHel, Npon3BeSeHHble
3a npegenamu tepputopmm Poccuiickonn ®egepaumm go 1 oktabpa 2020 roga, moryT 6biTb BBE3EHbI B
Poccuitckyto degepaumnio go 1 aHeapsa 2021 roga B nopsake, ycTaHoBaeHHoOM [paBUTENbCTBOM
Poccuiickolt depepaumm, 6e3 HaHeceHUs cpeacTB MAEHTUGUKALMM.

(8 pea. PenepanbHbix 3aKkoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-D3)

8. OpraHusauma WHGOPMAUMOHHOIO B3aMMOAEMCTBMA CUCTEMbl MOHMUTOPWUHIA ABUNKEHUA
NeKapcTBEHHbIX MpenapaTtoB AAd MeAMUMHCKOrO MNPUMEHEHUA C  WHbIMKM  TOCYAapCTBEHHbIMM
MHPOPMALMOHHBIMK CUCTEMAaMK obecrneynBaeTca B TOM 4MC/le MOCPeACcTBOM WHQPACTPYKTYpbI,
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obecneunBatowen UHGOPMALNOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHPOPMALMOHHbBIX CUCTEM,
NCNONb3yeMbIX ANA MNPefoCTaBAeHUA TFOCYAAPCTBEHHbIX M MYHUUMNAABLHBIX YCAYT U UCNOJIHEHUSA
rocygapcTBEHHbIX U MYHULMNANbHbIX GYHKLUMIA B 9N€KTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-3)

9. UHdopmauus, coaepKalancs B CUCTEME MOHUTOPUHTA ABUMKEHUS NEKAPCTBEHHbIX NpenapaToB
AN MeANUMHCKOTO NPUMEHEHUS, ABAAETCA MHbOpMaLMEN OrpaHUYEHHOro AOCTyNa B COOTBETCTBMMU CO
cTaTbe 9 PenepanbHOro 3akoHa ot 27 mtona 2006 roga N 149-93 "06 nHbopmaummn, MHGOPMaLMOHHbBIX
TEXHOJIOTUAX 1 0 3awmTe nHbopmaumnmn", 3a UCKAYEeHnem MHGoOPMaLIUKN, HeAOMYCTUMOCTb OFPaHNUYEHUs
JOCTyNa K KOTOpPOWM YycTaHoBAeHa denepasbHbIMU 3aKOHAMMK, A TaKXKe WMHPopmMaLun, OTHECEHHOW
MpasuTtenbctBom Poccuiickon Pepepaunn B COOTBETCTBMM C HAcToAwWMM PegepanbHbiM 3aKOHOM K
obuwenoctynHoi MHpopmaumn. ObweaoctynHana nHPopmaumsa, coaepKallanca B CUCTEME MOHUTOPUHTA
OBVKEHUA  NEKAPCTBEHHbIX MNpenapaTtoB And  MeAWMUMHCKOrO MNPUMEHEHMA, pasmellaeTca B
MHPOPMALNOHHO-TENEKOMMYHUKALUMOHHOM ceTh "MHTepHeT" (B TOM Yncne B popme OTKPbITbIX SAHHbIX)
B nopsajike, yctaHosaeHHOM lNpasutenbctBom Poccuiickoin Pegepaymn.
(yacTb 9 B pen. depepanbHoro 3akoHa ot 04.08.2023 N 474-d3)

9.1. JocTtyn K MHPOPMALMN, COAEPHKALLENCA B CUCTEME MOHUTOPUHIA ABUXKEHUA NEKAPCTBEHHbIX
npenapaToB A4 MegMLMHCKOro npumMeHeHusn, obecneymBaeTcs OnepaTtopomM CUCTEMbI MOHUTOPUHTA
OBVXKEHUA NEKapCTBEHHbIX NPenapaToB 18 MeAUUMHCKOTO NMPUMEHEHUA B NOPSAKe, YCTaHOBAEHHOM
MpaButenbctBom Poccuitickon Pepepaumn, B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuitckoi
depepauun 06 uMHbOpMauMM, MHOOPMALMOHHBLIX TEXHONOTUAX M O 3awmuTe MHPopmaumy,
3aKoHoAaTenbCTBOM Poccuitickon Pepepaumm O rocyAapcTBEHHOM TallHe, 3aKOHOAATE/IbCTBOM
Poccuiickoit ®epepaumm 0 KOMMEPYECKON M MHOM OXPAHAEMOM 3aKOHOM TallHE M C YYETOM NOJIOKEHNI
HacToAwen crtatbu. [MpaBuTenbcTBO Poccuitickon depepaunu BApaBe YCTAaHAB/IMBATb MNeEpPeYeHb
JIeKapCTBEHHbIX NPEenapaToB A8 MegULMHCKOTo NPUMeHeHUs 1 (MK) FpyNn N1eKapCTBEHHbIX NpenapaTos
AN MeAMUMHCKOTO NpUMEHeHUss M 0cobeHHOCTU [0CTyna K MHPOPMALMM O TaKMX JIeKapCTBEHHbIX
npenapaTtax, COAEprKalLlencs B CUCTEME MOHWUTOPUHIA ABUMKEHMA JIEKapCTBEHHbIX MpenapaToB Ana
MeANLMHCKOTO NPUMEHEHMA.

(yactb 9.1 BBegeHa deaepanbHbim 3akoHOM oT 04.08.2023 N 474-3)

9.2. [lMonb3oBatenn CUCTEMblI MOHWUTOPWMHIA [ABUMKEHUA JIEKAPCTBEHHbIX MpenapaTtos AnA
MeANUMHCKOTO NpUMeHeHna 061a[atoT NpaBomM A0CTyna K MHGOPMaLMK, coaeprKalleinca B cucteme
MOHUTOPUHIA ABUXEHUA JIEKAPCTBEHHbIX MPEenapaToB AAA MeAMUMHCKOTO NMPUMEHEHUA, C y4eTOM
OrpPaHMYEHMUI [OCTyNna K YKasaHHoOW MHbOpMaLMM U ee nocneaytowen obpaboTke, YCTaHOB/EHHbIX
HacToawum PenepanbHbIM 3aKOHOM M UHBIMM HOPMATUBHLIMM MPABOBbIMM aKTamu Poccuinckoi
depepaunn.

(yacTb 9.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.3. deaepanbHble OpraHbl UCMONHUTENLHOM BAACTU M OpraHbl UCNOJIHUTEIbHOM BAaCTH CyObeKToB
Poccuiickolt depepaumm B uenax, onpegeneHHblix MNpasutensctBom Poccuiickoit depepaumm, nmerot
NpaBo 4OCTyna K MHPopmaLumn o cybbeKTax obpalleHUs NEeKapCTBEHHbIX CPEACTB, O JIEKAPCTBEHHbIX
npenapaTtax M 06 0bopoTe TaKUX IeKapPCTBEHHbIX NPenapaToB, HeObX04MMOM ANA BbIMOJHEHUA 33434 U
ocyuwiecTBneHmsa GYHKUNIA, BO3OXKEHHbIX Ha defepasbHble OpraHbl UCMONHUTENBHOW BAACTU U OpraHbl
WCNOJIHUTENbHON BAacTU cybbeKkToB Poccuiickon ®dPepepaumnn, craTMcTMYecKon MHGoOpmMauum o
JIeKapCTBEHHbIX Npenapatax U 06 ux obopoTe, a TakKe K oblesoctynHol nHpopmaumm. Coctas aTom
MHpopMauun onpeaenseTca cornaweHnamm 06 MHGOPMaLNOHHOM B3aUMOLENCTBUM, 3aKIOYEHHBIMM
OonepaTopoM CUCTEMbI MOHWTOPWHIA ABUXKEHMUS JIEKAPCTBEHHbIX MPEenapaTtoB ANA MeAMUMHCKOro
npumeHeHusa ¢ penepanbHbIMU OPraHamMM WMCNOJIHUTENIbHOM BAACTU WM OPraHamun WUCMOJIHUTENbHOM
BnacTm cybbekToB Poccuiickoit ®egepauyn n deaepanbHbIM OPraHOM MCMOAHWUTENbHOW BAACTH,
OCYLLECTBAAOLWMM GYHKUMN NO BbipaboTKe M peanmsalmm rocy4apcTBEHHON NOAUTUKU U HOPMATUBHO-
NpPaBoBOMY Pery/MpoBaHuIo B chepe 34paBooOXpaHeHNs.

(yacTb 9.3 BBeseHa desepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.4. CybbekT obpalleHns NeKapCTBEHHbIX CPeAcTB MMeeT npaBo AocTyna K uHpopmauum ob
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onepaumax C JIEKapCTBEHHbIMW Npenapatamn Ana MeAUUMHCKOrO NPUMEHEHMUA, COBEPLUEHHbIX 3TUM
cybbeKToM 0bpalLeHMA TeKapCTBEHHbIX CPEACTB, a TaKXKe K 00Wwen0CcTynHON MHpOopMaLLUu.
(yacTb 9.4 BBeaeHa DeaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.5. OnepaTtop cucTembl MOHUTOPWUHIA ABUXKEHWUA IEKAPCTBEHHbIX NPenapaTos A1 MeAULNHCKOro
npumeHeHna obnafaer NpaBoM AOCTYNa K MHOOPMaUMKM, COAEPNKALLENCA B CUCTEME MOHWUTOPWHIA
OBVXKEHUA /IeKapCTBEHHbIX MNpenapaToB A/ MeAWMUMHCKOrO MPUMEHEHUA, BKAYaA WMHPOopMaLmio
OrPaHUYEHHOr0 A[0CTYMa, C BO3MOMHOCTbIO ee 06paboTKM, B TOM uucie ee NpenoCTaBNeHUA WU
pacnpocTpaHeHusn, obecneyeHnn AOCTYyNa K Hel M OKasaHMA yCIyr ¢ ee UCNo/b3oBaHMem (ganee -
obpaboTKa).

(yactb 9.5 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.6. OnepaTop cMCTEMbI MOHUTOPUHIA ABUXKEHUA NeKapCTBEHHbIX NpenapaTos A1A MeguLUUHCKOro
NPUMEHEHUS MOXKET OCYLLECTBATb 06paboTKy MHPOPMaLMM OFpaHMYEHHOTO AOCTYNA, COAepKaLleica B
cncreme MOHUTOPUHIa ABUXKEHUA NeKapPCTBeHHbIX npenapatos 414 MeAUUNHCKOro npumeHeHuAa, npu
ycnoBum obAsaTtenbHoro o6es3nnumMBaHus TakoW MHPOPMaLMM B COOTBETCTBMU C YTBEPXKAAEMbIMU
desepanbHbiIM OpPraHOM MCMNONAHUTENIbHOM BAACTW, OCYLLECTBAAOWMM GYHKUUMM MO BbipaboTke U
peanusaummn rocyaapCcTBEHHOM MOMUTUKM UM HOPMaTUBHO-NPABOBOMY peryiMpoBaHuio B cdepe
3[1paBOOXPaHEHMA, MO COrnacoBaHuMlo C ¢eaepanbHbIM  OpPraHOM  MCMOJHUTENIbHOM  BNacTy,
OCYLLECTBAAOLWMM GYHKLUNU MO KOHTPO/IO U Haa3opy B chepe MHPOPMALIMOHHbIX TEXHONOTUI U CBA3U, U
desepanbHbIM OPraHoOM UCMONHUTE/IbHOM BN1acTU B 06nacTu obecnedveHus 6esonacHocTM TpeboBaHUAMM
K 06e3/11MYMBaHNIO TaKOM MHPOPMaLIUM U MeToAaMM 06e3/1MUMBaHMA TaKoM MHPopmaLumn. ObesnnyeHHasn
nHbopmaumsa, NONyYeHHas B pe3ysbTaTe YKasaHHOW 06paboTKM U coaep:kawancs B cucTeme
MOHUTOPUHIA ABUMKEHMA JIEKAPCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro NPUMEHEHMUA, ABNAeTcA
nHpopmauuel orpaHuyeHHoro gocryna. ObesnmnyeHHas nHdopmauusa, 4OCTYN K KOTOpo bbiai obecneyveH
onepaTtopom CUCTEMbl MOHUTOPUHIa ABUXEHUA NEeKapCTBEHHbIX npenapatoB Aaa meauunHCKOoro
NPUMEHEHNA B LENAX OKasaHWA YCAYyr C ee MWCNONAb30BaHMEM, MNOANENMUT XPaHEHUID B cucTeme
MOHUTOPUHTa OBUXKEHUA NeKapPCTBEHHbIX NpenapaTtos AnAa MmeguunHCKOro npumeHeHmnAa He meHee NATU
NeT ¢ AaTbl NpeaocTaBAeHUsa A0ocTyna K ob6e3nmyeHHOM MHPOPMaLLIMKN, N Ha Hee He PacnpoCTpaHATCA
TpeboBaHMA K MHPOPMaL MM OrpaHNUYEHHOIO AOCTYNa, YCTAHOB/IEHHbIE HACTOALLEN CTaTbeNn.

(yacTb 9.6 BBegeHa deaepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.7. Onepatop cucTeMbl MOHUTOPUHIA ABUXEHWUA IEKAPCTBEHHbIX NPenapaTos ANA MeAULNHCKOro
NPUMEHEHMA MOXKET OCYLLECTBAATL 06PaboTKy MHPOPMALLMM OrPaHMUYEHHOTO A0CTYNa, COAEP KaLLeNnca B
CUCTEME MOHUTOPUHIA AOBUMKEHMA JNIEKAPCTBEHHbLIX MPENnapaToB AfA MEOMULMHCKOTO NPUMEHEeHUs,
No/slydeHHOM OT cybObeKTa 0bOpallleHMA NEKAPCTBEHHbIX CPEACTB, 3aPErMcTPMpPOBAHHOIO B CUCTEME
MOHUTOPUHIA  ABWXEHWA NIEKapCTBEHHbIX MNPEenapaTtoB ANA  MeAULMHCKOTO MPUMEHEHUA WU
NpeAcTaBMBLUErO B Hee CBeAEHMs, B MHTepecax W MO MOPYYEeHUIO TaKoro cybbekTa obpalleHus
JIeKapCTBEHHbIX cpeacTs 6e3 06e3nnUnMBaHNA MHPOPMALIMM OrPaHUYEHHOTO A0CTYNa.

(yacTb 9.7 BBeaeHa denepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.8. OnepaTop cMCTEMbI MOHUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX NPENapaTos 418 MeAULMHCKOro
NPUMEHEHMA BMpaBe OKasblBaTb Ha HEAUCKPUMWMHALMOHHOM OCHOBE YCAYrM C WCMONb30BAHWEM
o6e3nnyeHHon MHPOpMaLMK, COAEpPNKALLENCA B CUCTEME MOHWUTOPUHIA ABUMKEHUA NE€KapPCTBEHHbIX
npenapaToB A1 MeAMULMHCKOIo NpUuMeHeHuA, cybbekTam o0bpaLleHna 1eKapCcTBEHHbIX CPeaCTB, NOPAA0K
M CTOMMOCTb OKa3aHMA KOTOPbIX ONpeaensAlTcA OnepaTtopoM CUCTEMbI MOHWUTOPWUHIA ABUMKEHUA
NIeKapPCTBEHHbIX NPEnapaToB ANA MEAULUMHCKOTO MPUMEHEHMA, C YYeTOM OrpaHM4YeHuit Joctyna K
o06e3nnMyeHHoNn MHbOopMaL MM, YCTaHOBAEHHbIX HACTOALWEN CTaTbel. YKasaHHble MOPAAOK U CTOMMOCTb
OKa3aHMA TaKMX YC/Yr PasmeLLatoTca onepaTopomM CUCTEMbl MOHUTOPWMHIA ABUMKEHUA JIEKAaPCTBEHHbIX
npenapaTtos Ana MeAWUMHCKOTO MNPUMEHEHMA Ha caliTe CUCTEMbl  MOHWUTOPUHIA  OBUMKEHWUS
JIeKaPCTBEHHbIX npenapatos  Ans MeANUMHCKOTo npYMeHeHun B MHPOPMALMOHHO-
TeNeKOMMYHUKaLMOHHOM ceTn "UHTepHeT" 1 noaserKaT KOHTPOO B COOTBETCTBUM C aHTUMOHOMNO/IbHbIM
3aKoHogaTenbcTBom Poccuinickon Geaepaumn. YKasaHHble NOPAA0K U CTOMMOCTb OKa3aHMA TakUX ycayr
OOJIKHbI ObITb €4UHbIMM 4717 BCEX /INLL, 0OpaLLAtOWMXCA 33 OKa3aHMEM YC/YTU B OTHOLLIEHUW OAMHAKOBbIX
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BMOa, obbema W coctaBa npegocTaBasemon MHpopmaumm. CybbekTam obpalieHUs NeKapCTBEHHbIX
CpeACTB 3anpeLLaeTca NpeaocTaBaaTb U PacnpPOCTPaHATb MHPOPMALMIO, NOYYEHHYIO B COOTBETCTBUM C
HaACTOSALL,EN YacTblo.

(yacTb 9.8 BBeaeHa dPeaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

10. MponsBoanTENb NEKAPCTBEHHbIX CPEACTB, AepKaTenb AN60 Bnagenel, pPerucTpalyMoHHOro
YOOCTOBEPEHUS JIEKAPCTBEHHOrO npenapaTa WM NpPeAcTaBUTENbCTBO WMHOCTPAHHOM OpraHusauumm,
ABNAlOWENCA AepykaTenem nMbo BnafenbLemM PerncTpauymoHHOro yAOCTOBEPEHUSA NEKapCTBEHHOrO
npenaparta, Ha Tepputopun Poccuiickoint deaepaumm, 3aperMcTpMpoBaHHble B CUCTEME MOHWUTOPUHIA
OBVXKEHUA NIeKapCTBEHHbIX MpernapaToB s MegMUMHCKOrO MPUMEHeHUA U NpeacTaBuMBLUME B Hee
CBeAEHUs 0 HaHeCceHUN cpeacTB UAEHTUPUKALMM HA YNAKOBKM JIEKAPCTBEHHbIX NPEenapaTos, Hapsaay ¢
nHpopmaumeit, ykasaHHoM B 4actm 9.4 HacTosien CTaTbM, MOJyYaeT COoAepKallytocs B cucTteme
MOHWTOPWUHTA ABUMKEHMA IEKAPCTBEHHbIX MPenapaToB 418 MeAUUMHCKOro NpUMeHeHus MHpopmaLlmio
OrPaHMYEHHOrO AOCTYMa O Cepuax U MNaPTUAX ITUX JIEKAPCTBEHHbIX NpenapaTtos 6e3Bo3me3aHO M Brpase
OCYLLECTB/IATb CAMOCTOATE/IbHO WAKN Mopy4YaTb 06paboTKy Tako MHPOPMALMU TOIbKO B COBCTBEHHbIX
MHTepecax. MNpu 3ToM JOCTYN K Takon MHPopmaummn uaM pesynbTaTam ee 0bpaboTKM MMeeT TO/bKO
OaHHbIA cybbeKT obpalleHna NeKapCTBEHHbIX CPeACTB UM /L0, KOTOPOMY OH nopy4ma obpaboTky.
CocTaB npepnocCTaB/NSEMOM B COOTBETCTBUM C HacToAWeElM 4YacTbto MHbOpmauuu onpegenaercs
Mpasutenbctsom Poccuiickon ®epepauymn.

(yacTb 10 B pea. PepepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a npon3BOACTBO MAMN NPOAAXKY IEKAPCTBEHHbIX MPENAPATOB 417 MeAULNHCKOIo NPUMEHEHNA
6e3 HaHeceHuMAa cpeacTB MAEHTUOUKAUNKM, C HapYyLLEHMEM YCTAHOBNEHHOrO NoOpsAKa MX HaHeceHwus, a
TaKXe 33 HeCBOEBPEMEHHOE BHECEHME AAHHbIX B CUCTEMY MOHWUTOPUHIA ABUMKEHWA NIEKAPCTBEHHbIX
npenapatos Aad MeOUUMHCKOTO MNPUMEHEHMA WAN BHECEHWE B Hee HeaoCTOBEPHbIX AaHHbIX
opuanyecKkme Anua M MHAMBUAYaAJIbHblE NPEeANPUHMMATENN, YKa3aHHble B 4YacTax 4 1M 7 HacTosLen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMMU C 3aKOHOA4ATENbCTBOM Poccuitickoi ®Pepepaumn.
(yactb 11 BBeageHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

12. MpasutenbctBo Poccuitickoit Pepepaunmn BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeApeHUA
CUCTEMbI MOHUTOPUHIA ABWMMEHUA NEKAPCTBEHHbIX MPENapaToB AN MEOULMHCKOTO MNPUMEHEHMUS,
BK/IIOY4AA CPOKM ee BHeApeHWA, B OTHOWEHWW JIEKAapCTBEHHbIX NpenapaTtoB Aa8 MegULMHCKOro
NPUMEHEHWA, BKIIOYEHHDbIX B MEPEYEHb KU3HEHHO HEOBXOAMMbIX WM BAXKHEWLWMX NEKAPCTBEHHbIX
NpenapaToB, JIEKAPCTBEHHbIX MpPenapaTos, MpeAHasHaYeHHbIX Aas obecnedyeHua v, OOAbHbIX
remoouanen, MyKoBUCUMAO030M, TMNOPU3aPHbIM HAHU3MOM, 6onesHblo lowe, 3/10Ka4YeCcTBEHHbIMM
HOBOOOPa30BaHNAMMU MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbLIX MM TKaHeW, pacCesaHHbIM
CKNEepOo30M, /1L, NOC/e TPAHCMNAHTALMM OPraHOB U (MNK) TKAaHEW, UHbIX IEKAPCTBEHHbIX NPENApaToB A/
MEeONLMHCKOTO NPUMEHEHMUA.

(yacTb 12 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

FnaBa 14.1. OFTPAHUYEHUA, HAJTATAEMbIE
HA OPTAHU3ALUWN, OCYLLECTBNAIOLWLUE AEATE/IbHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(sBegeHa depepanbHbiM 3aKoHOM 0OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHuuyeHuAa, Hanaraemble MNpPU OCYLLECTBJIEHUU p[JeAaTeNbHOCTM B cdepe
obpallLeHns NeKapcTBEeHHbIX CpeacTB

1. OpraHusaumu, 3aHMmalowmeca paspaboTKkoil, npousBoACTBOM W (MaM) peanusaumen
NIeKapCTBEHHbIX NpenapaToB A1A MeANLUHCKOro NPUMeHeHua, opraHusaummn, obnagatolme npaBamm Ha
MCNONb30BaHME TOProBOro HaMMEHOBaHWA /NIeKapCTBEHHOro npenapata A4as  MeguLMHCKOro
NPUMeHeHNA, opraHM3aLmmM onNToOBOM TOProBAN NEKAPCTBEHHbIMM CPeACTBaMMU, anTeyHble opraHnsauum
(Mx npeacTaBuUTENM, UHbIE PUNYECKME U HOPUAMYECKME LA, OCYLLLECTBAAIOLLME CBOIO AEATE/IbHOCTb OT
MMEHM 3TUX OpraHn3auUmnii) B OTHOLEHUN MEANLMHCKUX PabOTHUKOB M pyKoBoAUTENEl MeANLMHCKUX
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OpraHun3aLmii He BNpase:

1) BpyyaTb NoAapKu, BbiNAauyMBaTh AeHEXHble CPeacTBa (3a UCKAOYEHMEM BO3HarpaxaeHun no
OOroBopam Mpu MNPOBEAEHUU KAMHUYECKMX WCCNedoBaHW NeKapCTBEHHbIX MpenapaToB  And
MeANUMHCKOTO MPUMEHEHWUA, BO3HArpaKAeHui, CBA3AHHbIX C OCYLLECTBEHMEM MeAULMHCKUM
paboTHMKOM neaarorMyeckon u (Mnm) HayyHoW AeATeNbHOCTM), B TOM YMC/E OMNTauymMBaTh pPa3B/ieyeHus,
OTAbIX, NPOe3A, K MecTy OTAbIXa, a TakKe NPUBAEKaTb K y4acTUIO B pa3BaeKaTe/lbHbIX MeponpuUATUSX,
NPOBOAUMbIX 33 CHET CBOMX CPEACTB;

2) 3aKayaTb CorflalleHuMs O Ha3HaAYeHWW UM PeKoMEeHZAUMW MaLMeHTam JIeKapCTBEHHbIX
npenapaToB 419 MeANLNHCKOro NPpMMEHEHMSA (3a UCKTIIOYEHMEM SOTOBOPOB O MPOBEAEHUM KIMHUYECKUX
nccneno0BaHN NeKapCTBEHHbIX NPENapaToB A58 MegULMHCKOTo NPUMEHEHMS);

3) npenocraBiATb o6pa3u,b| NEKapPCTBEHHbIX NpenapaToB ANA MeguUMHCKOro NpuMeHeEHNA B UeNAX
Bpy4YeHMA MNaUMNEHTAM (3a UCKNKDYEHNEM Cny4daeB, CBA3aHHbIX C nNpoBeaeHNeEmM KAUHUYECKUX
MCCJ'IEAOBaHMﬁ NEKapPCTBEHHbIX NpenapaTtos AnAa megnunHCKoro I'IpMMEHEHM‘r'I),'

4) NnpeaoCTaBNATb HEAOCTOBEPHYIO U (MNK) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTb ux B paboyee Bpema Ha paboumx mMecTax, 3a MUCKAOUYEHUEM C/ly4aeB, CBA3AHHbIX C
npoBefleHUEM  KJAMHUYECKUX WUCCNeAO0BaHUIA  NEeKapCTBEHHbIX MpenapaToB Ans  MeAULUHCKOro
NPUMeEHEHMA, C y4acTUemM B NOpALKe, YCTaHOBJEHHOM pyKoBOoAMUTENEM MEAULMHCKON opraHnsauumu, B
co6pavax MeanLMHCKUX pa6OTHVIKOB N UHbIX MeponpuATUAX, HanpaB/iIeHHbIX Ha MNoBblleHne ux
nNpodeccMoHaNbHOroO YPOBHA WMAW Ha MpeaocTaBieHne MHPOpPMaLMK, CBA3AHHOM C OCYLLECTBAEHUEM
MOHWTOPUHTa 6e30MacHOCTUN IeKapCTBEHHbIX NPenapaTos;

6) NOB6Y»KAATb K BbIMUCbIBAHMIO IEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOrO NPUMEHEHMSA Ha
61aHKax, coeprKawmx MHGOPMaLMIO PEKNAMHOIO XapaKTepa, a TaK:Ke Ha peuenTypHbix 6aaHKax, Ha
KOTOpPbIX 3apaHee HaneyaTaHO HaMMEHOBaHME JEKAPCTBEHHOro npenapata Aaa MeaMUMHCKOro
NPUMEHEHNA.

2. OpraHu3aumm, yKkasaHHble B ab3ale nepBom 4acTv 1 HacToAlen cTaTbu, U UX NpeacTaBUTeNN B
OTHOLLEeHMM papmaLEeBTMYECKUX PabBOTHUKOB M PYKOBOAMTE e anTeYHbIX OpraHM3aLmii He Bnpase:

1) BpyYaTb NOAAPKM, BbINAAUYNBATb AEHEXKHbIE CPEACTBA, B TOM YMC/NE ONNauYnBaTb pasB/eveHus,
OTAbIX, MPOEe3A K MeCTy OTAbiXa, M NPWBIEKaTb K Y4aCTMIO B pPa3B/ieKaTesibHbIX MEeponpuATUAX,
NPOBOAMMbBIX 3@ CYET CBOUX CPEACTB;

2) npenocTaBaATb o6pa3u,b| NEeKapCTBEHHbLIX NpenapatoB Ana MeAUUUNHCKOrNo npumMmeHeHuna anAa
Bpy4YeHUnA HaCceneHuto,

3) 3aKNo4aTb cornaweHna o npegnoXeHnn HaceneHno onpeaeneHHbIX NeKapCTBEHHbIX
npenapatos AnAa meanumnHCKOro npuMeHeHnA;

4) NpeAoCcTaBNATb HEAOCTOBEPHYIO U (MNM) HEMONHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax
ANA MeJMUMHCKOrO MpPUMEHEeHUsi, B TOM YMC/e MWMEWLWMX OAMHAKOBOE MEKAYHApoAHOoe
HenaTeHTOBaHHOE HauMeHOBaHMe.,

Cratba 67.2. TpeboBaHUA K OpraHM3auuM U NPOBeAEHUID HAYYHbIX MEPONPUATUIA, WHbIX
MEeponpuUATUIA, HaNpaB/IeHHbIX Ha MOBblWEeHUue NPOoPEeCcCUOHANBHOIO YPOBHA MeEAULMUHCKUX
paboTHMKOB AN HA npeaocTaBAeHne UHPOPMaALMKU, CBA3AHHOK C OCYLLECTBJIEHUEM MOHUTOPUHIA
6e30nMacHOCTM IeKaPCTBEHHbIX NPenapaTos

1. MNpu npoBeAeHMM HayYHbIX MEPOMNPUATUIA, MHbIX MEPOMPUATUIA, HANPaBAEHHbIX Ha NOBbILWEHNe
Npo¢deccMoHaNbHOrO0 YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpeaocTaB/lieHne CBA3AaHHOM C



ocywiecrBaneHnem MOHUTOPUHTA 6esonacHocTH NEKapPCTBEHHbIX npenapartos MHd)OpMaLI,VIVI,
OpraHn3yembiX OpraHunsaumMAmMH, yKa3aHHbIMU B a63au,e nepBom 4actu 1 cratbu 67.1 HactoAwero
CDe,u,epaanoro 3aKOHa, WX npeacraBuTenaMmm wu (M!'IM) d)MHaHCMpYEMbIX 3a C4eT Cpeacrts 3TUX
Opl'aHM3aLl,Ml71 n nx ﬂpe,ﬂ,CTaBMTeﬂeVI, 3anpewaeTca NpPenATCTBOBATb YH4ACTUIO B YKA3aHHbIX MeEPONPUATUAX
UHbIX opraHmsau,Mﬁ, KOTOpble MNPOU3BOOAT WU pPeann3yroT NeKapCTBEHHblE MNpenapatbl ANA
MeOANLMHCKOTO NPUMEHEHNA CO CXOXMM MEXaHU3MOM d)apMaKOﬂOFW-IeCKOFO ,LI,EI\;ICTBMH, nmbo CO34aBaTb
ANCKPUMUHAUMOHHbIE yCchoBMA ANnA OAHWUX YYAaCTHUKOB MO CpPaBHEHUKO C OAPYrMMKU YYHAaCTHUMKaMM, a
MMEHHO!

1) npeaocTaBAATb Pa3IMYHOE KOIMYECTBO BPEMEHM AN BbICTYNJAEHWUI Y4aCTHUKOB, Pa3/iMyHbIe No
pasmepy 3aHMMaeMon naollaamM Mmecta Ana AeMOHCTpauum 0b6pasLoB NeKapCcTBEHHbIX NpenapaTos Ans
MEAULMHCKOTrO MNPUMEHEHMA WU PEKNAMHbIX MaTepuasoB O JIeKapCTBEHHbIX Mpenapartax Ans
MeAULIMHCKOro NPUMEHEHMA Ha 3KCMO3MLMAX, CTEHAAX, 32 UCKAOUYEHMEM Cy4YaeB, ec/in TaKue YCaoBus
3aKpensieHbl B COrNalleHUaX 3TUX OpraHu3aumii, ux npeactasuTeneit o GpUHaHCMPOBAHUM YKa3aHHbIX
MepPOonNPUATUIA N 0ByCNOBAEHbI Pa3/IMYHBbIMM 3aTPaTaMM Y4aCTHUKOB Ha UX OpraHun3aLmio;

2) ycTaHaB/AMBaTb pa3smep B3HOCA ANS YYAaCTHMKOB MEPONPUATUI, yKasaHHbIX B ab3aue nepsom
HacToALLEeN YacTW, NPEBbLIWAIOWMIA CYMMY 3aTPAT HAa OPraHM3aLMIo YKa3aHHbIX MEPONPUATUIA U BeAYLLNIA
K He060CHOBAaHHOMY OrpaHUYEHMIO YMCIA UX YYACTHUKOB.

2. OpraHu3aumu, ykasaHHble B ab3aue nepsom 4actvm 1 crtatbu 67.1 HacToAuwero deaepanbHOro
3aKOHa, UX NpeacTaBUTeNn, OCYLLECTBAAIOLWME OpraHM3aumio u (Mam) puHaHcMpoBaHNe MeponpUATUIA,
YKa3aHHbIX B 4acTu 1 HacToAlen cTaTby, 06A3aHbl obecneymBaTb A4OCTYN K MHPOPMaLUM O AaTe, MecTe u
BPEMEHWU MPOBEAEHUA YKa3aHHbIX MEpPONnpUATUIA, MNaaHax, NpPorpamMmmax MpPOBeAEHUs YKa3aHHbIX
MEPONPUATUI N TEMAX, NAAHUPYEMbIX ASIA PACCMOTPEHMUA, COCTABE UX YYAaCTHUKOB MYTEM Pa3MeELLEHMA
COOTBETCTBYIOLWLEN MHPOPMALMM Ha CBOMX odMUMaANbHBIX caiTax B ceTn "MHTepHeT" He no3gHee AByX
MecALEeB A0 Havyasa NPoBeAEeHNS YKa3aHHbIX MeponpuUATUNA.

3. UHdopmaumsa o npoBeaeHUN MePONPUATUIA, YKA3aHHbIX B YacTM 1 HAcToALWeN cTaTbM, B CPOK,
YCTQHOB/IEHHbIN YacTblo 2 HAcTOALWEM CcTaTbM, AOJKHA ObiTb HanpasBneHa B ¢denepasibHbl 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 3AKOHOZOATE/IbCTBA
POCCUNCKOMN ®ELEPALIUM NPU OBPALLEHUWN IEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO TFPAXXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKOHopgaTenbcTBa Poccuiickoit deaepauuu npu
obpalleHnn NeKapCTBEHHbIX CPeacTB

1. HapyweHune 3akoHogaTenbctBa Poccuiickont Pegepaumm npu obpaleHUM NeKapCTBEHHbIX
cpencTe Bneyer 3a coboi OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZaTe/bCTBOM Poccuitckol
depepaunn.

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

2.3a HenpeAacTaB/eHUE UM HECBOEBPEMEHHOE NpeacTaBiaeHne HdopmaLmm 1 (MAn) 4OKYMEHTOB
nMbo npeacTaBneHWE HeAOCTOBEPHbIX WMHPOpmauMM M (MAK) AOKYMEHTOB, NPeAyCMOTPEHHbIX
HacToAwmum ®degepanbHbiM  33aKOHOM, CyObeKTbl OOpalLeHWA NEeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckoin Pepepaumn.
(yacTb 2 BBEeaeHa PenepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

CraTtba 69. Bo3amelyieHue Bpeaa, NPUUNHEHHOrO 340POBbIO FPaXKaaH BCAeACTBUE NPUMEHEHMUS
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JIeKApCTBEHHbIX NpenaparTos

1. I'Ipomsso,qMTenb NNEKAPCTBEHHOIoO npenaparta 06a3aH BO3MECTUTb Bpea, I'IpM‘-IMHeHHbIﬁ
340pOBbIO rpa*KaaH Bcneacrsne NnpuMeHeHMA NeKapPCTBEHHOIO nNpenaparta, eC/iM 40Ka3aHOo, YTO:

1) neKkapcTBeHHbIM Npenapat NPUMEHANCA NO Ha3HaYyeHUIo0 B COOTBETCTBUU C MHCTPYKUMEN Mo
NPUMEHEHUI0 IeKapCcTBEHHOro npenapata U NPUUYUMHOIN Bpeda ABMACA BBOA, B rpaKAaHCKUiM obopoT
Hea06pOKaYecTBEHHOrO 1IEKAPCTBEHHOrO Npenapara;

2) Bpepn, 340POBbI0 MPUUMHEH BCAEACTBME HEAOCTOBEPHOW WMHPOPMaLMK, coAeprKallelncs B
WHCTPYKLMM MO NPUMEHEHUIO IEKAPCTBEHHOIO NpenapaTa, M3A4aHHOoM NPon3BoAUTENIEM SIEKAPCTBEHHOIO
npenapara.

2. B cnyyae, ecnn Bped, 340p0BbIO FPpaXkaaH NpUYMHEH BCAeACTBME NPUMEHEHUA NeKapCTBEHHOro
npenapara, Npulleawero B HEroAHOCTb B pe3y/ibTaTe HapyleHMA NPaBuA XpPaHEeHWA NeKapCTBEHHbIX
CpeacTs, NPaBMA ONTOBOM TOProB/M JI€KAPCTBEHHbIMU NpenapaTtamu, Npasua OTNYCKa IeKapCTBEHHbIX
npenapatoB, MpaBu/i W3rOTOBAEHMA U OTMYCKa JIeKapCTBEHHbIX NpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHu3aumell OonTOBOW TOProBAW NEKapCTBEHHbIMU CcpeacTBamMu,
anTeyHoW opraHusaumein, UHAMBUAYaNbHbIM MpeanpUHUMaTENEM, UMEWUMN  IULEH3NI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb WAM JIMLEH3UI0 Ha MeAMUMHCKYI0 AeATeNbHOCTb, MeAMLMHCKOM
opraHusauueln, UMeloWenn NULEH3NI0 Ha ¢dapmaleBTUYecKylo AeAaTenbHOCTb (ee 060co6aeHHbIM
noapasgeneHvem (ambynatopueit, benbaliepcknm U denballepCcKo-akyWepCcKMM NyHKTamM1, LEHTPOM
(oTaeneHnem) obuienn BpayebHON (cemeinHOM) NPaKTUKKU), PACMONOMKEHHbIM B CE/IbCKOM HaceNeHHOM
NYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHM3aums), AONYyCTUBLIMMW NPOAANKY UM OTMYCK TaKoro
JleKapcTBEHHOro npenapara.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelweHue Bpega, MNPUYMHEHHOTO 340POBbIO  rPa)4aH BC/AeACTBME  NPUMEHEHMUs
JIeKapCTBEHHbIX MPEenapaTtoB WAM COBEPLUEHUS NPOTUBOMNPABHbIX AEUCTBUA CybbeKTamu obpalyeHus
JNIEKapCTBEHHbIX CPeACTB, OCYLLeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM  PoccuiicKoi
depepaunn.

nasa 16. SAK/IIOMUTE/IbHBIE NO/NOXKEHUA

Cratba 70. O NpU3HaHUK YTPATUBLLUMMU CUAY OTAENbHDbIX 3aKOHOAATENbHbIX aKTOB (NO0XKEHMIA
3aKoHoAaTebHbIX aKToB) Poccuiickoit ®epepauyum

MpW3HaTb yTPaTUBLUMMM CUNY:

1) depepanbHbIii 3aKoH oT 22 nioHa 1998 roga N 86-®3 "O nekapcTeeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuitickon Pepepaumu, 1998, N 26, cT. 3006);

2) depepanbHbIv 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNOHEHUI B
depepanbHbii 3aKoH "O nekapcTBeHHbIX cpeactBax”' (CobpaHue 3akoHogzaTenbcTBa Poccuiickoit
depepaunn, 2000, N 2, cT. 126);

3) ctaTtblo 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUI U
OOMOJIHEHUI B HEKOTOpble 3aKOHoAaTesibHble aKTbl Poccuitckon ®epepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O ANMUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanvHoro 3akoHa ot 30 utoHa 2003 roga N 86-P3 "O BHeCEHUU U3MEHEHUI U
OONO/IHEHUI B HEKOTOpble 3aKoHoAaTe lbHble akTbl Poccuiickoit ®eaepaumn, NpUsHaHUU YTPATUBLLMMM
CUNY OTAeNbHbIX 3aKoHOAATeNbHbIX aKToB Poccuitickon depepaumn, nNpeaocTaBNeHUN OTAENbHbIX
rapaHTUi COTpyAHMKaM OPraHOB BHYTPEHHUX A/, OPraHoB Mo KOHTPOO 32 060POTOM HaPKOTUYECKUX


consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C11338EB1DB4299A112BF8C3E478174E24A543BADB7E83F16006BAF18A6E92ECB9CD348A8AACCE8M5T4J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123883B0D84CC4AB1AE6803C408E2BF54D1D37ACB7E838150C34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C123E83B1D94CC4AB1AE6803C408E2BF54D1D37ACB7E838150A34AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C12388AB2DB4DC4AB1AE6803C408E2BF54D1D37ACB7E939110934AA0DB7B123CF86CD4BB5B6CEEA52M7T6J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C1E3988B6DA4299A112BF8C3E478174F04A0C37ADB3F63817153DFE5EMFT7J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C143F8FB6DD4299A112BF8C3E478174F04A0C37ADB3F63817153DFE5EMFT7J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C1F3A8CB6DB4299A112BF8C3E478174E24A543BADB7EB3C14006BAF18A6E92ECB9CD348A8AACCE8M5T4J
consultantplus://offline/ref=5554FF0FC3C99161B80F4BEDEF6A732C1F3F8EBAD84299A112BF8C3E478174E24A543BADB7EB3D1D006BAF18A6E92ECB9CD348A8AACCE8M5T4J

CPeACTB M MNCUXOTPONMHbIX BELLECTB U yNpa3aHaemblx peaepanbHbIX OpraHOB Ha/OroBOM NOAULMM B CBA3M
C OCYylIecTBieHMEM Mep NO COBEPLUEHCTBOBaHWIO rocydapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaunm, 2003, N 27, c1. 2700);

5) ctaTtbto 101 PegepanbHOro 3akoHa ot 22 asrycra 2004 roga N 122-d3 "O BHeCcEHUN U3MEHEHUM
B 3aKoHogaTesbHble aKTbl Poccuitickolt Pepepaumm n NPU3HAHUKU YTPATUBLLUMMMU CUNY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3U € npuHATUEM DPeaepanbHbiX 3aKoHoB "O
BHECEHUU U3MEHEHUN W AonosiHeHU B PedepanbHbiit 3aKoH "O6 06WMX NPUHLUMMAAX OpraHU3auum
3aKoHOAATeNbHbIX (NpeAcTaBUTENbHbIX) U UCMOAHUTENbHbIX OPraHOB TOCYAApPCTBEHHOM BNacTu
cyb6bekToB Poccuinckoit ®epepaumn” n "0O6 obLwmx NPUHLMNAX OPraHU3aLLMmM MECTHOrO CaMoynpaBaeHNA
B Poccuiickonn depepaumn” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaumm, 2004, N 35, cT.
3607);

6) cTaTbio 28 desepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBeAeHUM B AeUCTBUE
YyacTu veTBepToi [parkaaHCKoro Kogekca Poccuiickon ®depepaumn” (CobpaHue 3akoHOAATENbCTBA
Poccuitckoit ®egepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PepepanbHOro 3akoHa

1. Hactoawumit denepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpna 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3aPErucTPMPOBaHHbIE A0 AHA BCTYMIEHWA B CUAY HACTOALLEro
denepasbHOro 3aKOHa, NOAENKAT BKAOYEHUIO B rOCYAapPCTBEHHbIE PEECTPbl IeKAaPCTBEHHbIX CPEACTB C
BHECEHMEM YKasaHHbIX B 4Yactu 1 cratbu 33 Hactosuwero defepanbHOro 3akoHa cBedeHMIn 06 3Tux
NleKapcTBeHHbIX cpeAcTBax 6e3 MPOXOMKAeHWA BHOBb NpoLeaypbl rOCYAapCTBEHHOM perucrpaumm
NleKapcTBEHHbIX MpenapaTtos.

3. l'ocypapcTBEeHHan PerucTpauus 1eKapCcTBEHHbIX NPenapaToB, 33 UCKIIOYEHMEM JIEKAPCTBEHHbIX
npenapaToB AN MeAUUMHCKOTo NpUMeHeHUs, NPeacTaB/leHHbIX Ha YKa3aHHY pernctpaumio 4o AHA
BCTYM/IeHWNA B CUAY HacToswero ®esepasbHOro 3aKOHa, OCYLLECTB/AETCA B COOTBETCTBUM C HACTOALMM
desepanbHbIM 3aKOHOM Ha OCHOBAHMM LOKYMEHTOB M AaHHbIX, NPEACTaBAEHHbIX 40 AHA BCTYN/JEHUA B
cuny Hactoawero PeaepanbHOro 3akoHa.

(8 pea. PepgepanbHoro 3akoHa o1 11.10.2010 N 271-93)

3.1. FTocypapcTBEHHANA perncTpaLLma 1eKapcTBEHHbIX NpenapaTos AN8 MeAULMHCKOrO MPUMEHEHMS,
NPeACTaBNEHHbIX Ha TOCYAAPCTBEHHYIO PErucTpaumio A0 AHA BCTYMJIEHUS B CMAY HACTOALLEro
depnepanbHOro 3aKoHa, M TOCYHAPCTBEHHAA PEruvcTpaumMa  JIeKapCcTBEHHbIX NpenapatoB  ANs
MEANUMHCKOTO MPUMEHEHUA, NPEACTaB/NEeHHbIX Ha JKCMNepTU3y JIeKapCTBEHHbIX CPeAcTB 40 AHSA
BCTYNNEHMA B cUAy HacTosAwero denepasbHOrO 3aKOHA B LENAX MX Moc/aeaytoleit rocyaapcTBeHHOM
perucTpauumn, OCyLLecTBAAKOTCA Ha OCHOBAHMM [OKYMEHTOB M [AaHHbIX, NPEeACTaBAEHHbIX A0 AHA
BCTYNNEHMA B cuay Hactoswero ®enepanbHOro 3aKoHa, a TaKkKe 3aAB/eHMA O roCyAapCTBEHHOM
perucTpauumn NeKapCcTBEHHOro npenapaTta, NpeAcTaBNeHHOro NPou3BOAMTENEM  JIeKAaPCTBEHHbIX
npenapaTos UAW YNOJAHOMOYEHHbBIM MM JIMLOM B COOTBETCTBMM C HacToAWwMM PenepasibHbIM 3aKOHOM B
YNOJIHOMOYEHHbIN denepanbHblii opraH UCNoHUTeNbHOM BnacTn Ao 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynAaTbl rocyAapCTBEHHOMN NOLWIMHbI, NPeayCMOTPEHHOM 3aKkoHoAaTeNbCTBOM Poccuiickoit ®epepaumm o
Hanorax u cbopax.

(yactb 3.1 B pea. GeagepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. TMoaTBep:KAeHWE roCyAapCTBEHHOM pPervcTpauuu  JIeKapCTBEHHbIX npenapaToB  AnA
MeAMLMHCKOro NPMMEHEHMSA, NPeacTaBAeHHbIX ANA NOATBEPKAEHUA rOCyAapCTBEHHOW perncrTpaummn Ao
OHA BCTyNAeHua B cuay Hactoawero PeaepanbHOro 3aKoHa, M MOATBEPMKAEHME FOCYAAPCTBEHHOM
perncTpauum feKkapcTBeHHbIX NPenapaToB 414 MeAULMHCKOrO MNPUMEHEHUA, NpPeacTaBAeHHbIX Ha
3KCMepPTM3Yy NEeKapCTBEHHbIX CPeaCTB A0 AHA BCTyNAeHMA B cuay Hactosuwero ®eaepanbHOro 3akoHa B
uenax nocneaylowero nOATBEPXAEHMA WX [OCYAAPCTBEHHOM PEerMcTpauuu, OCYLLEeCTBAAKOTCA Ha
OCHOBaHWW [OKYMEHTOB W [JaHHbIX, NPEACTaBAEHHbIX [0 AHS BCTYMNJIEHWA B CWJIY HACTOSLLEro
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depnepanbHOro 3aKOHAa, a TaKMKe 3asB/leHUA O MNOATBEPXKAEHUM TOCYy[apPCTBEHHOW perncrpaumnm
NIeKapCTBEHHOrO npenapaTta, NPeAcTaB/NeHHOro MNPOM3BOAUTENEM JIEKAPCTBEHHbIX MpenapaToB WM
YNOJHOMOYEHHbIM UM JIMLLOM B COOTBETCTBUM C HacToAWMM PeepanbHbiM 3aKOHOM B YNOJTHOMOYEHHbIN
denepanbHbIit opraH MUcnonHWUTENbHOM Bnactu Ao 1 mapta 2011 roga, 6e3 TpeboBaHWa ynnatbl
rocyapcTBEHHOM NOLW/IMHbI, NPEeAYCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickon Pegepaumm o Hanorax
n cbopax.

(yacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peleHMA O BHECEeHUM U3MEHEHUN B [OKYMEHTbl, COoAeprkalimecs B
PErncTpaLMoOHHOM [0Cbe Ha 3apermcTpMpOBAHHbLIA /IEKAaPCTBEHHbIM MpenapaT Aas MegULMHCKOro
NPUMEHEHNA W NpPeACTaBNEeHHbIe A0 AHA BCTYNAeHMA B cuAy HactoAwero PeaepanbHOro 3akoHa, U
NPUHATUE PELUEHMA O BHECEHUN N3MEHEHWUI B AOKYMEHTbI, COAEP KALLEECA B PETUCTPALMOHHOM A0Cbe
Ha  3aPerucTPUpPOBaHHbIM  NEKAPCTBEHHbIN  MNpenapat AAa  MeSMUMHCKOro  MPUMEHEHMA U
NpeACTaB/eHHbIE HAa 3KCMEepTU3Yy JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYN/IEHMA B CUAY HACTOALLEro
depepanbHOro 3aKOHA, OCYLLLECTBAAOTCA HA OCHOBAHMM AOKYMEHTOB U AaHHbIX, NPEeACTAaBNEHHbIX 40 AHA
BCTYN/AeHMA B cuay HactoAwero ®enepasbHOro 3aKoHa, a TaK¥Ke 3aABNIEHMA O BHECEHUM U3MEHEHUI B
OOKYMEHTbI, COAeprKalumeca B PErucTpalMoOHHOM [0Cbe Ha 3aPEerMcTPUPOBAHHbIN /IeKapCTBEHHDI
npenapat gnAa MegMUMHCKOro MNPUMEHEHUA, NpPeacTaBNEeHHOro MNpPOM3BOAUTENEM JIEKAPCTBEHHbIX
npenapaToB UAM YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMM C HacToAwmMM PegepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN deaepanbHbiii opraH UCNoIHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
YyNAaTbl FOCYAapCTBEHHOM NOLW/NHbBI, NPeAYCMOTPEHHON 3aKOHOAATENbCTBOM Poccuinckon deaepaunm o
Hanorax u cbopax.

(yacTb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelweHnuit Ha npoBefeHue KANHUMYECKUX WCCNef0BaHWM JIEKAapCTBEHHbIX
npenapaTos A MeULMHCKOTO NPMMEHEHUA NO 3aABJIEHUAM, MOSAAHHBIM A0 AHA BCTYMJIEHUA B CUAY
HacToawero ®egepasbHOro 3aKOHA, a TaKXKe Mo 3aAB/IeHMAM, NOAAHHbIM NOC/e AHA BCTYNAEHUA B CUY
HacToawero PegepasbHOro 3aKOHa Ha OCHOBAHWM KCMEPTU3, MPOBEAEHHbIX A0 AHA BCTYM/IEHUA B CUY
HacToAawero denepanbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HactoAwum PepepanbHbim
3aKOHOM Ha OCHOBAHMUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX UIN NONYYEHHbIX A0 AHA BCTYNAeHUA
B cuay HactoAwero PeaepasbHOroO 3aKOHA, A TaKKe Ha OCHOBAHUM KOMWK NpeaBapuTeNbHOro A0rosBopa
0653aTeNbHOro CTPaX0BaHUA }KMU3HU, 340POBbA NALLUEHTOB, yHaCTBYIOLLMX B KIMHUYECKOM UCCAef0BaHUU
NIeKapCTBEHHOrO npenapaTa ANAf MeAMLUMHCKOTO NPUMEHEHUA, UKW Konuu aorosopa obasaTenbHOro
CTPaxoBaHMA  M3HW, 300POBbA MALUMEHTOB, Y4YacCTBYIOWMX B  KAMHWUYECKOM  WUCCAef0BaHUMU
JIeKapCTBEHHOrO NpenapaTa 41a MeAUUMHCKOro NpumeHeHus, 1Mbo npeacTaBaeHHOM KonNunu Aorosopa
0653aTeNbHOr0 CTPAaxoBaHUSA, 3aK/JOYEHHOTO B COOTBETCTBMM C TUMNOBLIMU NpPaBuiamu 0b6A3aTeNlbHOroO
CTPaxoBaHMA, C YyKa3zaHMeM npeaesibHoM YMCNEHHOCTU MNALMEHTOB, Y4YaCTBYIOWMX B KJAMHUYECKOM
nccnen0BaHNM NeKAapPCTBEHHOIO npenapaTta 41a MegUUMHCKOro npumeHeHus, 6e3 TpebosaHMA ynnaTbl
rocyapcTBEHHOW NOLWMHbBI, NPEAYCMOTPEHHOM 3aKoHOoAaTeNbCTBOM Poccuiickon ®Pepepaumm o Hanorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTpMpoBaHHble B WMHOCTPAHHOW BafloTe 4O AHA BCTYMAEHUS B CU/Y HacToALLEro
depepanbHOro 3aKoHa MpefesibHble  OTMNYCKHble LeHbl MHOCTPaHHbIX MNpousBoAuTene Ha
JIeKapCTBEHHbIe npenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HeobXOAMMBIX U BarKHEMLUX
JIeKapCTBEHHbIX NpenapaTos, nogaexaT nepecyety B pybsm no Kypcy LleHTpanbHoro 6aHKka Poccuiickom
depepaunn Ha aaTy, ycraHoBaeHHyto MpaButensctBom Poccuinckoit ®eapepauum, 6e3 npeacraBneHus
3aAB/IeHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLUMX M3MEHEHUI B rOCy4apCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLeH NPOU3BOAUTENEN Ha IEKapPCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyYeHb
YKM3HEHHO HEOOXOAMMbIX M BarKHEMLIUX NEeKaPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3aperMcTpupoBaHHble A0 AHA BCTynAeHMA B cuay HactoAwero ®degepanbHOro 3akoHa
npegenbHble OTMYCKHble LEeHbl POCCMUCKMX MNPOM3BOAMTENE Ha J/IeKapCTBEHHble npenaparhbl,
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BK/IlOYEHHblE B MepeyYeHb KU3HEHHO HeobXOAUMbIX M BaXKHEWWMX NeKapCTBEHHbIX MpenapaTos,
nognexar mHgekcaumm c 1 Hoabpsa 2010 roga Mcxoas M3 MPOrHO3UPYEMOro YPOBHS MHOAAUMM,
ycTaHoBneHHoro ®eaepanbHbiM 3aKoOHOM OT 2 Aekabpa 2009 roaa N 308-93 "O deaepanbHom BrogxkeTe
Ha 2010 roag v Ha nnaHoBbIN nepuoa 2011 1 2012 rogos" Ha 2011 roga,
(yacTb 3.6 BBeaeHa PeaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AoNycKaloTcs NPOM3BOACTBO M BBO3 B Poccuiickyto Pegepaumnio
JIeKapCTBEHHbIX MPEnapaToB B yNaKoBKaxX C MapKUPOBKOW, KOTopas bbina HaHeceHa A0 AHA BCTYN/EHMUA
B CMAy Hactoawero degepasbHOro 3akoHa. 1o UCTe4YeHMn YKa3aHHOTo CPOKa AaHHble IEKAaPCTBEHHbIE
npenaparbl MOTyT OTNYCKaTbCA, PEASIN30BbIBATLCA, NepeaaBaTbCA N MPUMEHATBLCA A0 UCTEYEHMA X CPOKA
rogHoOCTW.

(B pen,. PegepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-93)

4. Co gHAa BcTynneHua B cuny Hactoawero PepepanbHoro 3akoHa M no 30 anpena 2011 roaga
BK/IIOUUTEJIBHO AOMYCKAETCA NPOBEAEHME SKCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB IKCNEPTamMM IKCNEPTHOTO
yYperKaeHMa A0 NPOXOXKAEHMA MMM aTTecTauMm B MNOPAAKE, YCTaHOBNEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOSTHUTENIbHOM BAACTH.

5. Co gHA BCcTynneHus B cuny Hactosawero PegepanbHoro 3akoHa u no 31 aekabpa 2013 roga
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexon K NPou3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasMaamm opraHM3aumm NPoun3BoACTBA M KOHTPO/IA KauecTBa IEKaPCTBEHHbIX CPEeACTB, YKa3daHHbIMM B
yactm 1 crtatbm 45 HactoAwero degepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexona
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHMAMM AaHHbIX NPABWJI, BK/OYAA CPOKM aTTeCcTauMm YNOJHOMOYEHHbIX INL, YKa3aHHbIX B 4acTaX
6 n 7 ctatb 45 Hactosawero denepasbHOrO 3akoHa, ycTaHaBamBatoTca MpasuTtenbcTBomM Poccuiickol
depepauun.

6. /lIMueH3nn Ha NPoOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblAaHHble Ao 1 aHBapa 2014 ropaa,
aencteytoT nocne 1 aHBapsa 2014 rofa A0 UCTEYEHUA CPOKa UX AENCTBUSA NPU YCAOBUM COOTBETCTBUSA
ZMueH3MaTa npasuaam OpraHmMsauMm NPOU3BOACTBA U KOHTPOJA KayecTBa JIeKapCTBEHHbIX CpeacTs,
YKa3aHHbIM B YacTh 1 ctaTtbk 45 HacToswero PeagepanbHOro 3akoHa.

7. ®opmnpoBaHue rocysapCTBEHHOMO 33a4aHUA Ha NPOBEAEHME 3KCNEepPTM3bl JIeKapCTBEHHbIX
cpeacts denepanbHOMY rocyaapCTBEHHOMY OHOAMKETHOMY YUYpEKAEHUIO MO NPOBEAEHUIO SKCNEPTU3bI
JIeKapCTBEHHbIX CpeacTB U PpuHaHcoBoe obecneyeHne BbINOJAHEHWA 3TOTO 3a4aHMA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom ®eaepanbHbiM 3aKkoHOM oT 12 sHBapa 1996 roga N 7-93 "O HeKoMMmepyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

Mpe3ngeHt
Poccuitckoin ®epepaumm
O.MEABEEB
MockBa, Kpemnb

12 anpens 2010 ropa
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