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Fnhaea 1. OBLLME NONTOXKEHUA
Cratba 1. Mpegmet perynmpoBaHua HacTosAwero depepasibHOro 3aKoHa

1. Hactoawmit ®depepanbHblili 33aKOH pPeryavpyeT OTHOLIEHUS, BO3HMKaloWMe B CBA3U C
obpalieHrem - pa3paboTKON, LOKAMHUYECKUMMU UCCNEAOBAHUAMM, KJAUHUYECKMMU UCCeL0BaHUAMM,
3KCMEePTM30M, roCyAapCTBEHHOMN perncTpaumeit B COOTBETCTBUM C HAcTosAWwmMm denepanbHbIM 3aKOHOM
(manee - rocymapcTBeHHas perncTpaumsa) WauM peructpauueid B COOTBETCTBUM C MeEXAyHapoAHbIMU
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[OroBOpaMmn M aKTamu, COCTaBAsOWMMM nNpaBo EBpasMCKOro sKOHOMWUYECKOro coto3a (ganee -
pernctpaums), Co cTaHgapTU3aumMen U C KOHTPOJIEM KauyecTBa, MPOW3BOACTBOM, W3roTOB/EHUEM,
XpaHeHWeMm, nepeBo3Koi, BBo3om B Poccuinckyto Pegepaumto, BbiBo3oM M3 Poccuinckoit depepaumm,
peKknamoli, OTMYCKOM, peanus3aumen, nepegadver, NPUMEHEHWEM, YHUUTOXKEHMEM JIEKAaPCTBEHHbIX
cpeacrs.

(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-P3)

2. HacTtoAawmii ®enepanbHblil 3aKOH YCTaHABIMBAET MPUOPUTET rOCYAAaPCTBEHHOIO Pery/iMpoBaHus
6€30MacHOCTH, KayecTBa U 3GHEKTUBHOCTUN NEKAPCTBEHHbIX CPEACTB NPU X 06paLLeHnn.
(B pen,. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Chepa npyumeHeHUA HacTosLero PeaepanbHOro 3akoHa

Hactoawmin depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOLWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopun Poccuitickon ®epepaymn.

CraTtba 3. 3aKOHO4,aTeNbCTBO 06 06paLLEeHNMN NeKapPCTBEHHbIX CPeacTs

1. 3aKkoHopgaTenbcTBO 06 06palleHMM NEeKapCTBEHHbIX CPeACTB COCTOMT W3  HAcTOALWEro
depepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Pepepaumnn.

1.1. 3aKoHoaaTeNnbCTBO 06 06palLlEHUN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUM IOPUANYECKUX UL
N WHAMBUAYaNbHbIX MpeanpuUHUMATENEN, OCYLLeCTBAAIWMNX AeATeNbHOCTb Ha  TeppuTopun
MEXKAYHAPOAHOr0 MEAMUMHCKOrO KnacTepa, NPUMEHSETCA C y4eTOM OCOBEHHOCTeNM, YCTaHOBNEHHbIX
depepanbHbiM 3aKoHOM OT 29 MioHA 2015 roga N 160-®3 "O mexxayHapoAHOM MeAULIMHCKOM Kaactepe
N BHECEHUWN U3MEHEHMI B OTAEeNbHble 3aKOHOAaTe/IbHble aKkTbl Poccuiickoit ®epepaummn”.
(yacTb 1.1 BBeaeHa depnepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3; B pea. PeaepanbHOro 3akoHa ot
04.08.2023 N 428-d3)

2. leitctBue HacToAwero ®eaepanibHOro 3aKoHa PacnpocTpaHaeTca Ha obpalleHne HapPKOTUYECKMUX
NeKapCTBEHHbIX CPeACTB M  MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACTB C ydeTom ocobeHHocTew,
YCTaHOB/IEHHbIX 3aKOHOAATeNbCTBOM  Poccuiicko  degepaumm O  HApPKOTMYECKUX  CpeacTsax,
MCUXOTPOMHbIX BeLLecTBax u 06 nx npekypcopax.

3. Jeiictene Hactosuwero @deaepanbHOro 3akoHa pacnpocTpaHAeTcA Ha  obpauleHue
paanodapmaLeBTUUYECKMX JIEKAaPCTBEHHbIX CpeacTB C  y4eToM ocobeHHoCTel, YCTaHOBAEHHbIX
3aKoHoaaTenbcTBom Poccuitckoit Peaepaumm B obnactn obecneyeHus paguaumoHHon 6esonacHoOCTu.

4. Ecnmn mexayHapogHbiM gorosopom Poccuitckoit ®epepaumm, MexayHapoaHbIMM AOTOBOPaMU U
aKTamu, COCTaBAAOLWMMM NpaBo EBPa3sMCKOro sSKOHOMWYECKOro COo3a (Aanee - akTbl, COCTaBaAAOWME
npaso Colo3a), YCTaHOBMEHbl WHble MpaBMAa, 4YeM Te, KOTopble MNpPeayCMOTPEHbl HaCTOALMM
depepanbHbIM 3aKOHOM, NPUMEHAIOTCA NPABUJIA MEXAYHAPOAHOr0 A0roBOpa, NpaBuaa, coaepKalmecs
B aKTax, cocTaBaatowmx npaso Coto3a.

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

4.1. PelweHNa MEXIOCYAAPCTBEHHbIX OPraHoOB, MPWHATbIE HA OCHOBAHMU  MOJIOXKEHMUM
MeXAYHAPOOHbIX f[oroBopoB Poccuiticko degepaunm B WMX  WUCTONKOBAHMW, MPOTUBOPEYALLEM
KoHctutyummn Poccuiickon ®epepaummn, He nognexkaT ucnonHeHuto B Poccuiickont ®epepauymnmn. Takoe
NPOTMBOpPEYME MOKET ObITb YCTaHOB/IEHO B NOPALKE, onpeaeneHHOM dpeaepanbHbIM KOHCTUTYLIMOHHbBIM
3aKOHOM.

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

5. B Poccuiickoit denepaumm B COOTBETCTBUM C MENKAYHAPOAHbIMKM A0roBopamu Poccuickoi
depepaummn u (MNM) Ha OCHOBE MPUHLUMNA B3aMMHOCTM MNPU3HAOTCA pPe3yabTaTbl KANHUYECKUX
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NCCNefoBaHWUI NIEKAapPCTBEHHbIX NPEnapaToB A8 MeAWUMHCKOTO MPUMEHEeHUs, NpOoBeAeHHbIX 33
npegenamu Tepputopum Poccuiickoin Peaepauun.

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

Ona u,eneﬁ HacToAlwero dJep,epaanoro 3aKOHa NCNoab3ykoTCA cnegyrowme oOCHOBHbIE MOHATUA!

1) neKkapcTBeHHble cpeacTBa - BEWEeCcTBa WAM MX KOMOWMHaLMM, BCTyMnalolMe B KOHTaKT C
OpPraHM3MOM YesIOBEKAa WM KMBOTHOTO, MPOHUKAKOWME B OpraHbl, TKAaHW OpraHM3Ma 4YesioBeKa MK
YKMBOTHOTO, MPUMeHsieMble AN NPOPUNAKTUKKM, AUMArHOCTUKU (338 WUCKAOYEHMEM BELLEeCTB UAN UX
KOMOWHaLMIA, He KOHTaKTUPYIOLWMX C OPraHU3MOM YeNOBEKA WM XKUBOTHOIO), NeYeHns 3aboseBaHus,
peabunutaumm, ANA COXpaHeHus, NPeaoTBPALLEHNA UAN NpepbiBaHUA BepemMeHHOCTU U NoJlyYeHHble 13
KPOBM, N1a3Mbl KPOBM, U3 OPraHOB, TKAHEN OpraHM3Ma Yel0BeKa UK KUBOTHOTO, PacTEHUIA, MUHEPanoB
MEeTOA4aMM CMHTE3a MU C NPUMEHEHNEM BMONOTMYECKUX TeXHONOMMA. K NeKapCcTBEHHbIM CpeacTBam
OTHOCATCA PpapMaLLeBTUYECKMNE CYyOCTaHL MM U IeKapCTBEHHbIE NpenapaThbl;

1.1) cTpaTernyeckn 3HauMmble NEKAPCTBEHHblE CPEeACTBA - JIEKAPCTBEHHble CpeacTBa ANA
MeANUMHCKOTO NPUMEHeEHMA, KOTopble obecneynsatoT NPUOPUTETHbIE NOTPEOHOCTU 34,paBOOXPAHEHMA B
uenax npoouNakTMKM W nevyeHns 3abonesaHui, B TOM uucie npeobnajatlolmx B CTPYKType
3abonesaemocTtn B Poccuiickoit degepaumm, U NPOU3BOACTBO KOTOPbLIX AOMKHO ObiTb 0becneyeHo Ha
Tepputopun Poccuinckoint ®epepaunn. MNepedyeHb cTpaTerMyeckM 3Ha4YMMbIX JIEKAPCTBEHHbIX CPEACTB, a
TaKXe MNopAdoK W KpuTepum ero GopmMmpoBaHMA yTBepKaatoTca [paButensctBom Poccuiickon
depepauny;

(n. 1.1 BBegeH deaepanbHbiM 3akoHoM OT 23.07.2025 N 268-93)

2) dapmaueBTMYecKaa cybCcTaHUMA - NEeKapCTBEHHOE CPeACTBO B BUAE OLHOTO UM HECKObKUX
obnagatolwmx GpapmaKko0rMyeckoih akTUBHOCTbIO AENCTBYIOLLINX BELLECTB BHE 3aBUCUMOCTM OT NPUPOAIbI
NPOUCXOXAEHUA, KOTOPOe MpegHasHayeHo A/ MPOM3BOACTBA, W3rOTOB/IEHUA /IEKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx asPpPeKTMBHOCTL;

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

3) BCNomMmoraTte/ibHble  BelleCTBa - BelectBa HeopraHM4Yeckoro nnn - opraHmyeckoro
nponucxoxageHmaAa, nCnosibdyemblie B npouecce nponssoacrtea, U3rotoBsieHNA 1E€KAPCTBEHHbIX NpPenapaTtos
Aana npnaaHna nm HEO6XOAVIMbIX ¢M3MKO-XMMMLIGCKMX CBOWCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHblIE CPeACTBA B BWAE /NE€KAPCTBEHHbIX GOpM,
npMmeHsemble Ana NPodUNAKTUKK, AMArHOCTUKKM, JfedeHusa 3abonesaHusa, peabunutaumu, anna
COXpaHeHuA, NpeaoTBPaLLEHNs UK NpepbiBaHNA BepemeHHOoCTY;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapCTBEHHOrO MNpenaparta, COOTBETCTBYIOWEee crnocobam
ero BBeLEeHMA N NPUMEHEHUA M obecneynBaloLLee JOCTUKeHME Heobxogmmoro feyebHoro addeKTa;

5.1) pO3MpOBKa - COAEpKaHME OQHOMO UAN HECKONIbKUX AENCTBYIOWMNX BELWECTB B KONNYECTBEHHOM
BbIPa)KEHUM HaA eauHMUY O03bl, UAN eguHULy obbema, MAM eaMHMLY MacCbl B COOTBETCTBMM C
NekapctBeHHOM ¢GoOpmMoi AMBO  ANA  HEKOTOPbIX BMAOB JIEKAPCTBEHHbIX (GOPM  KOJAMYECTBO
BbICBO6OXKAAEMOrO 13 IeKapcTBEHHOM GOpPMbI AeMCTBYIOWErO BELWECTBA 33 e4MHNLY BPEMEHW;

(n. 5.1 BBeaeH deanepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb IKU3IHEHHO HEOBXOAMMbLIX W BaXKHEWLIMX J/IeKapCTBEHHbIX MpenapaTtos -
yTBepaaemblit MNpaButenscTteom Poccuiickoit Peaepaunn nepedyeHb NeKapCTBEHHbIX NpenapaTos And
MeANLUMNHCKOTo NpUMeHeHUs, obecneynBatomnx NPUOPUTETHbIE NOTPEBHOCTU 34PaBOOXPaHEHUS B LensAX
NpodUNaKTUKK U NedeHnn 3abonesaHunii, B TOM yncie npeobnagaowmnx B CTPyKType 3abonesaeMocT B
Poccuitckoin ®epepaumnu;

(B pen. PegepanbHoro 3akoHa ot 13.07.2020 N 206-93)
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6.1) opdaHHble NeKapcTBeHHble MpenapaTbl - NEKAapPCTBEHHblEe MPenapaTtbl, NpeAHa3Ha4YeHHble
UCKAIOUNTENIbHO AR AMATHOCTUKM, STUONATOreHETUYECKOrO UM NMAaTOreHEeTUYECKOro Ie4eHUs (evenHus,
HanpaB/IEHHOrO HAa MexaHM3M Pa3BUTUA 3aboneBaHnA) peaKkux (opdpaHHbIX) 3ab6oneBaHNi;

(n. 6.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pea. PeaepanbHoOro 3akoHa ot
30.01.2024 N 1-93)

6.2) 6uonorMyeckne neKkapcTBeHHble MpenapaTbl - NEKAPCTBEHHblE MpenapaTbl, AencTeylolee
BELLECTBO KOTOPbIX NPOM3BEAEHO WM BblAE/IEHO U3 BMONOrMYECKOro UCTOMHMUKA M ANA onpeaesieHus
CBOWCTB 1 KayecTBa KOTOPbIX HE0bXoAnMMa KOMBUHALUMA BMON0TMYECKUX N GUBUKO-XMMUYECKNX METOA0B.
K 6uonornyeckMm NeKapcTBEHHbIM npenapaTtam OTHOCATCA MMMYHOOMOMOrMYeckue sieKapCTBEHHbIe
npenapartbl, 1eKapPCTBEHHbIE NpPenapaTbl, NOJly4eHHbIE U3 KPOBW, N1a3Mbl KPOBM YEN0BEKA U MKUBOTHbIX
(3@ uMCKnoyeHMem  UeNbHOW  KpoBM), BUOTEXHONOTMYECKUE  NIeKapCTBEHHble  Mpenapartsbl,
reHoTepaneBTUYECKME NeKAPCTBEHHble npenapaTbl, JIEKAPCTBEHHble MpenapaTtbl Ha OCHoOBEe
COMATUYECKUX KNETOK;

(n. 6.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOro 3akoHa oT
04.08.2023 N 466-93)

6.3) BbICOKOTEXHOJIOTMYHbIN IEKAPCTBEHHbIA NpenapaTt - reHoTepaneBTUYECKUN NeKapCTBEHHbIN
npenapart a8 MeguUMHCKOTO NMPUMEHEHUA, UM NEKAPCTBEHHbIA NpenapaT Ha OCHOBE COMATUYECKUX
KNETOK ANs MeAULUMHCKOro NPUMEHEHUS, UM TKAHEUHKEHEPHbI 1IeKapCTBEHHbIM NpenapaT (npenapar
TKaHEeBOW MHKeHepun);

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

7) vMMyHOBMONOrMYECKMEe JIeKapCTBEHHble Npenapatbl - JIeKapCTBEHHble Mpenaparsl,
npegHasHavyeHHble gna GOPMUPOBAHUA aKTUMBHOFO WMAW MACCMBHOTO MMMYHWUTETA NGO AMArHOCTUKM
Ha/IMYMA  MMMYHUTETA  WAM  OMArHOCTMKM  cieumduyeckoro  nNpuobpeTeHHOro  U3MeHeHuA
WMMYHO/IOTMYECKOrO  OTBETa Ha  anneprusvpylowme Bewecrsa. K  mMmmyHobronornyeckum
NIeKapCTBEHHbIM ~ MpenapaTtam  OTHOCATCA  BaKUWMHbI,  @HATOKCWMHbI,  TOKCWHbI,  CbIBOPOTKM,
UMMYHOTI00Y/IMHBI U anneprexsl;

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

7.1) 6uoTexHoNorMYyeckne JIeKapCTBEHHble MpenapaTbl - JIEKAPCTBEHHble Mpenaparthbl,
NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCNO/1b30BAHNEM BUOTEXHOIOTMYECKMX NPOLLECCOB M METOA0B
(8 Tom uncne OHK-peKOMOUHAHTHOM TEXHONOTMWU, TEXHONOMMU KOHTPOIMPYEMOM 3KCMPECCUU FEHOB,
KOAMPYOLWMNX BUONOrMYECKM aKTMBHbIE DENKM B MPOKAapMOTax M 3yKApMOTaX, BKIOYAs M3MEHEHHbIe
KNETKN MNEKOMUTAIOLMX), TMBPUAOMHOIO MeToAa U MeToAa MOHOK/IOHANbHbIX aHTUTEN;

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

7.2) reHoTepaneBTUYECKME JIEKapCTBEHHble npenapaTtbl - JIeKapCTBEHHble Mpenaparbl,
dapmaLeBTMUECKAsA CybCTaHLMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOM HYK/JEMHOBOM KMUCNOTOW WM
BK/AtoYaeT B ceba pPeKoOMOMHAHTHYIO HYKNEMHOBYHO KWUC/AOTY, MO3BO/IAIOWYI  OCYLLECTBAATb
peryanpoBaHue, penapawmio, 3ameHy, 4ob6aBneHne Unm yaaneHne reHeTM4eckom nocnenoBaTelbHOCTY;
(n. 7.2 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8) HapKoTUYEeCKME NIeKapCTBEHHbIE CPeACTBa - JIEKaPCTBEHHbIE npenapaTbl U ¢papmauesTUYecKne
cybCcTaHUMM, codepkale HapKOTUYECKME CPeacTBa WM BK/KOYEHHble B [lepeyeHb HAPKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB M X MPEKYPCOPOB, MOANEKALUMX KOHTPOO B Poccuitickoit Peaepaumu,
B COOTBETCTBMM C 3aKoHOZaTenbCTBOM Poccuiickon depepaumu, MexAyHapoAHbIMKM A0roOBOPaMu
Poccuiickoit degepaumm, B TOM ymcie EaUHOM KOHBEHLMEN O HAapKOTUYECKUX cpeacTBax 1961 roaa;

9) NcMXOTpOnNHble IeKAapPCTBEHHbIE CPEACTBa - IEKAPCTBEHHbIe npenapaTbl U papmaLeBTUUYECKUE
cybcTaHUMK, codepKalipme MNCUXOTPOMHble BELLeCTBA U BKAOYEHHble B [lepeyeHb HapPKOTUYECKMX
CpeacTB, NCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, MoA/eKalLmMX KOHTPoAo B Poccuinckoit deaepauum,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon degepaumun, mMexAyHapoLHbIMM [0roBOpamu
Poccuitckoit Pepepaumm, B Tom yncie KoHBeHUMEN 0 NCUXOTPONHBbIX BewecTeax 1971 roaa;
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10) pagnodapmaLeBTUYECKME NeKapCcTBeHHble CPeAcTBa - JIeKapCTBeHHble CpeAcTBa, KOTopble
cogeprKaT B roTOBOM ANA UCNONb30BaHUA GpopmMe OAMH PAAUOHYKAUA UMM HECKONbKO PaAUOHYKANA0B
(pagMoaKTUBHBIX N30TONOB);

10.1) opurMHaNbHbIA NeKapcTBeHHbIA MpenapaT - /1IeKapCTBEHHbIM npenapat C HOBbIM
OEeWCTBYIOLIMM BELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickolh depepaumm nav B
MHOCTPaHHbIX rOCyAapcTBax Ha OCHOBaHMM Pe3yNbTaToB AOKAMHUYECKUX UCCNeA0BaHUI NeKapCTBEHHbIX
CPeacTB N KAMHUYECKUX UCCNeA0BaHMIA NeKapCTBEHHbIX NpenapaTos, NOATBEPKAAIOLMX €ro KavecTso,
3pPeKTUBHOCTb U 6H@30MNaCHOCTb;

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

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIV NpenapaT, KOTopbI UCNob3yeTcs
ONA OUEHKN BMO3KBMBANEHTHOCTM MU TePaNeBTUYECKON IKBUBAJIEHTHOCTU, KavyecTBa, 3PPEeKTUBHOCTU U
6e30nacHOCTN BOCMPOMN3BEAEHHOro IeKapCTBEHHOrO npenaparta UaM buoaHanorosoro (6bnonoao6Horo)
JleKapcTBeHHOro npenapata (buoaHanora). B KayecTBe pedepeHTHOro NeKapcTBEHHOro npenapaTa g
MEAULMHCKOTO NPUMEHEHUS WCMOJIb3YETCA OPUIMHabHbIMA NIeKAPCTBEHHbIM npenapat nvbo, ecau
OpPUIMHaNbHbIA NEeKapCTBEHHbIM NpenapaT He 3aperucTpMpoBaH WM He Haxoautca B obopoTe B
Poccuitckolt degepauum U He HaxoAUTCA B 060pOTe B MHOCTPAHHbIX rOCYAapCcTBax, BOCNPON3BEAEHHbIM
JIeKapCTBEHHbIM NpenapaT unm bnoaHanorosbii (6UonoaobHbIN) NeKkapcTBEHHbIM NpenapaT (buoaHanor),
KOTOPbIA NEepBbIM 3aperMcTpMpoBaH M3 4YMcna Haxogawmxca B obopoTe B Poccuiickon deaepaumu,
6MO3KBMBANIEHTHOCTb  W/IM  TepaneBTUYECKan IKBUBAJIEHTHOCTb, KayecTBo, 3GGEKTUBHOCTbL MU
6e30nacHOCTb KOTOPOroO OLLEHMBA/IUCH MO OTHOLLEHUIO K OPUIMHANbHOMY 1IeKapCTBEHHOMY Npenapary, a
TakXKe KayecTBo, 3OdEKTUBHOCTb M 6e30MacHOCTb KOTOPOro MOATBEPMKAANTCA pes3y/bTaTamu
dapmaKoHa30pa U NPOBEPOK COOTBETCTBUSA NIEKAPCTBEHHbIX CPEACTB, HAXOAALWMXCA B rpaykAaHCKOM
obopoTe, ycTaHOBAEHHbIM TPebOBaHUAM K MX KayecTBy. B KayecTBe pedepeHTHOro nekapcTBEHHOro
npenapata AAA BETEPUHAPHOrO MNPUMEHEHMA WCMOAb3YETCA JIEKAPCTBEHHbIM npenapaTt Aaaa
BETEPUHAPHOIO MPUMEHEHUA, 3aPEerncTpupoBaHHbIM B Poccuiickoir Pepepaumm Ha OCHOBAHWUM
pe3ynbTaTOB AOKJAMHUYECKMX UCCNen0BaHUM NIEKAapPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCAeLOoBaHUM
JIeKapCTBEHHbIX NPENapaTos, NOATBEPKAAIOLLNX €ro KayecTBo, 3PpPeKTUBHOCTL M 6€30NacCHOCTL;
(n. 11 B peq,. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpoun3BeeHHbI IeKapCTBEHHbIN NPenapar - IeKapCcTBEHHbIM NpenapaT 418 MeaANLUHCKOro
NPUMEHEHNA, KOTOPbI MMEEeT 3KBUBAJIEHTHbIN pedepeHTHOMY JIeKapCTBEHHOMY nNpenaparty
KaQYeCcTBEHHbIA COCTaB U KOJIMYECTBEHHbIM COCTaB [AENCTBYIOLWMX BELECTB B 3KBMBAJIEHTHOM
JIeKapcTBeHHON Popme, MO0 NEKAPCTBEHHbIN NpenapaTt AnA BEeTePUHAPHOro MPUMEHEHUS, KOTopbIn
MMeET TaKMe Ke, 4YTo U pedepeHTHbI NEeKapCTBEHHbIM MNpenapaTt, KayecTBEHHbIA COCTaB MU
KO/JINYECTBEHHbIA  COCTaB  [AOEWNCTBYIOWMX BEWeCTB B TaKOM e  /leKapcTBeHHOM  ¢dopMme,
OMO3KBMBANIEHTHOCTb  WAM  TepaneBTUYECKas 3KBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYIOLLEMY
pedepeHTHOMY IeKapCcTBEHHOMY NpenapaTy NoATBep:KAeHa COOTBETCTBYHOLWNMWN UCCeJ0BaHNAMM;

(n. 12 B pea. epepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKan 3KBMBAIEHTHOCTb JIEKAPCTBEHHbIX NPENapaToB - AOCTUKEHUE KIUHUYECKU
CONOCTaBMMbIX TepaneBTMdeckoro apdekta M nokasaTenei 3¢GPeKTMBHOCTM M He3onacHOCTU npu
NPUMEHEHUN JNIEKAPCTBEHHbLIX MpenapaToB A48 MeAMUMHCKOrO MNPUMEHEHUA, WUMEKLWMX OfHO
MeXAyHapoaHoe HenaTeHTOBaHHoe (MM XMMWYECKoe, WU TPYNMnMPOBOYHOE) HaMMeHOBaHWe, B
SKBUWBA/MIEHTHbIX OO3MPOBKAX MO OAHUMM W TEM Ke MOKa3aHWAM K MPUMEHEHMIO U NPU OAMHAKOBOM
cnocobe BBeAEHMA Y O4HOM N TOW e rpynnbl 60NbHbIX;

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

12.2) 6uoaHanorosbiit (6ronoaobHbIA) NekapcTBeHHbIM npenapaT (buoaHanor) - 6MonorMYeckuit
JIEKAPCTBEHHbIN MpenapaT, CXOXMUIK No napameTpam KadyecTBa, 3PpPpeKTMBHOCTM M HesonacHocTU ¢
pedepeHTHbIM BMONOTMYECKMM /IEKAPCTBEHHBIM MPENApPaTOM B TAKOW Ke JIeKapCTBEHHOM dopme U
UMEIOLLNIN MAEHTUYHbIV CNOCcob BBEAEHUS;

(n. 12.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)
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12.3) B3aMmoO3aMeHsAEMbIN IEKAPCTBEHHbIM MpenapaT - IeKAapCTBEHHbIM NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OWOSKBMBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIEKapCTBEHHOIO npenaparta, MMerLNM 3KBUBAIEHTHbIE EMY KaYeCTBEHHbIM COCTaB M KONMYECTBEHHbIN
COCTaB AEeNCTBYHOLIMX BELLECTB, COCTAB BCMOMOraTe/IbHbIX BELLECTB, IeKapCcTBEHHYO dopmy U cnocob
BBEAEHUS;

(n. 12.3 BBeaeH PeaepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MPEenapaTtoB - AOCTUMKEHME COMOCTaBUMbIX
nokasaTenen CKOPOCTM BCACbIBAHMA, CTEMEHM MOCTYNJEHUA K MECTy AEUCTBMA U CKOPOCTU BbiBEAEHMUA
O[HOr0 MM HECKOJIbKMX obnaaatowmx ¢apmakonormiyeckom akTMBHOCTbIO AEMCTBYIOWMX BELWECTB npu
NPUMEHEHUN IEKAPCTBEHHbIX MpPenapaToB AAA MeAMUMHCKOTO MNPUMEHEHMUA, WUMEWMX O4HO
MeXAyHapoaHoe HenaTeHTOBaHHoe (MW XMMWYEcKoe, WU TPYNMNMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX 403MPOBKAX M NPU O4MHAKOBOM cnocobe BBeAEHMS;

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

13) NEKapCTBEHHOE PaCTUTE/IbHOE Cbipbe - CBEXUE WU BbICyLLEHHbIE PACTEHUA mbo mx 4acTy,
ncnonblyemblie AnA NponsBoacTBa J1IEKAPCTBEHHbLIX CpeAacTB OpraHMsaunamm - npounsBoauUTeENAMU
NEeKapCTBEHHbIX CpeacTB NN U3roTtoBAeEHNA NEKAPCTBEHHBIX NPENAPATOB aNTe4YHbIMU OPraHMU3aunAaAmu,
BETEPUHAPHbIMU aNTEYHbIMN OpraHnsaunaAMmn, MHONBMNAYaabHbIMU NpeanpuHMMmatTenamm, MMerwmmm
NTNLLEH3UIO Ha d)apMaLl,eBTMHECKle AeATENNIbHOCTb,

14) nekapcCTBEHHbIN pPacTUTENbHbIN Npenapar - /IeKapCTBEHHbIN nNpenapar, NPousBeAeHHbIN Unn
N3roTOB/JIEHHbIN U3 O4HOIO BUAA EKAPCTBEHHOIO PACTUTEIbHOTO CbiPbA UM HECKONbKMX BUA0B TaKOro
Cbipbs M peanusyemsbiii B pacpacoBaHHOM BUE BO BTOPMUHOM (NOTPebuUTeNbCKO) yNaKoBKe;

15) romeonaTMyecKkunin NekapCcTBEHHbIN Npenapar - IeKapCcTBEHHbIN NpenapaT, Npoun3BeAeHHbIi UK
W3rOTOB/IEHHbIN U3 papMaLLeBTUYECKOM CybCcTaHUMMN MM dapMaL,eBTUYECKUX CYOCTaHLMIM B COOTBETCTBUM
c TpeboBaHMAMM 06WMX hapMaKOMENHbIX CTaTEN K TOMEONATUYECKMM IeKapPCTBEHHbIM NpenapaTam uam
B COOTBETCTBMM C TpeboBaHMAMWM dapmaKkonem CcTpaHbl NPOM3BOAMTENA TAKOIO JIEKAPCTBEHHOIO
npenapara;

(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapogHoe HenaTeHTOBaHHOE HaMMeHOBaHME NIeKapCTBEHHOTO  cpeacTBa -
HauMeHOBaHWE AeNCTBYIOWEro BelwecTBa ¢apmaleBTMYECKOW CybCTaHUMKM, pPEeKoMeHAOBaHHOe
BceMMpHOM opraHusaumein 34paBooXpaHeHus;

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

17) ToproBoe HaMMeEHOBaHWE JIEKAPCTBEHHOIO CPeAcTBa - HaMMEHOBaHWE JIeEKapCTBEHHOTo
cpencTBa, NPUCBOEHHOE ero pas3paboTyMKkom, AeprkaTenem WAM BAAL4ENbUEM PEerncTpaunmoHHOro
YAOCTOBEPEHUA IEKAPCTBEHHOMO NpPenapaTa;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE /IEKAPCTBEHHOro Mpenapata - HauMMeHoBaHMWe
NleKapCcTBEHHOTO NpenapaTa, He MMEIOLLErO MeXAYHapOoAHOro HeNnaTeHTOBAaHHOMO HaMMEHOBAHMWSA, UK
KOMBMHALMM NeKapCTBEHHbIX NpPenapaToB, UCMNOAb3yemoe B LenAax o6beguMHEHMA UX B Fpynny nog
eANHbIM HAMMEHOBaHNEM UCXOAA U3 OAMHAKOBOro COCTaBa AEMCTBYOWMNX BELLECTB;

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

18) obwan papmaKkoneiiHana CcTaTbA - AOKYMEHT, yTBEPXKAEHHbIN YNOJIHOMOYEHHbIM dpeaepasnbHbIM
OpraHoOM WCMONHWUTENbHOW BAACTU M COAEPMKalMM NepeyeHb NoKasaTtenei Kadectsa v (MM) meToaos
KOHTPO/Ii KauyecTBa KOHKPETHOM JIeKapCTBEHHOW ¢OpMbI, JIEKAPCTBEHHOrO PacTUTENIbHOTO CbipbA,
BCMOMOTraTe/IbHbIX BELLECTB, ONUCAHMA BUONOTMYECKNX, BUOXMMUYECKUX, MMKPOBMOIOrMYECKNX, PU3MKO-
XUMUYECKUX, PUIUYECKUX, XMMUYECKUX U SPYTUX METOLOB aHa/M3a JIEKAPCTBEHHOTO CPEACTBA, a TaKKe
TpeboBaHMA K WMCMOJb3yeMbIM B LEAX MPOBEAEHUs AAHHOrO aHa/iv3a peakTMBaMm, TUTPOBAHHbLIM
pacTBopam, MHAMKaTOpaMm;
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(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

19) dapmaKonelHas cTaTbA - OOKYMEHT, YTBEPXKAEHHbIN YNOJIHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMOJIHUTENIbHOW BNaCTU U COAEPKALLMI NepeyeHb NoKasaTesiei KayecTBa U MeTOL0B KOHTPOS
KauyecTBa JIeKapCTBEHHOrO CPeacTBa, JIEKAPCTBEHHOrO PaCTUTE/IbHOrO CbipbA, BCMOMOraTesIbHbIX
BELLLECTB;

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

19.1) ctaHpapTHbie 06pasLpl - BellecTsa, NOCPEeACTBOM CPaBHEHUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPOJ/Ib KayecTBa MWCC/AeAyemMblX JIEKAPCTBEHHbIX CPEACTB C MOMOLWbIO PUIMKO-XUMUUYECKUX U
6MOoN0rMYECcKMX MEeTO40B B LeNAX NoOATBEPKAEHUA COOTBETCTBUA JIEKAPCTBEHHbIX CpeacTB TpeboBaHNAM
HOPMAaTUBHOM AOKYMEHTaLWUKU, YCTaHOBAEHHbIM MPW OCYLLECTBAEHUM rOCYyAaPCTBEHHOM perucTpauum, u
KOTOpble MPUMEHAIOTCA AN KaJMOPOBKM CTaHAAPTHbIX 00pasuoB NPOM3BOAMUTENA NEeKAaPCTBEHHbIX
CPeACTB, UCMOJIb3yeMbIX A/ KOHTPOAA KayecTBa M MHbIX Uenei npu obpaleHUn sieKapCTBEHHbIX
CPeAcTB;

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

19.2) dapmakonenmHbl CTaHAAPTHbIM obpasel, - CTaHAapTHbIM o6paseu, NPOU3BEeAEHHbIN B
COOTBETCTBMM C papMaKonenHom CTaTbew;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HopMmaTMBHaA AOKYMEHTauuA - AOKYMEHT, COAep’Kaliuii nepedyeHb onpeaensembix no
pesy/nbTaTam COOTBETCTBYIOLWIMX 3KCMEpPTU3 MOKas3aTesiel KayecTBa JiIeKapCTBEHHOro cpeactsa As
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €r0 Ka4yecTBa U YCTaHOBJ/IEHHbIM ero nponssoanTenem;

21) HOPMaTMBHbIN AOKYMEHT - JJOKYMEHT, COEPKaLLnin nepeyeHb onpeaensaemblx No pesynbratam
COOTBETCTBYIOLIMX 3KCMEPTU3 MoKasaTenen Kadectsa W (MAM) METOA0B KOHTPOAA KayecTsa
NleKapcTBEHHON GopMbl, onucaHna 6MONOrMUYECKNX, BUOXUMUYECKUX, MUKPOBNONOTUHYECKMX, DU3MKO-
XMMUYECKNX, PU3MUECKUX, XMMUYECKMX U [APYrMx METOA0B aHann3a JeKapCTBEHHbIX CPeACTB AAA
BETEPMHAPHOro NpUMeHeHusa, TPe6oBaHMA K UCMOJb3yeMbIM B LENAX NPOBEAEHUA AAHHOro aHanun3a
peakTMBam, TUTPOBAHHbIM PAacTBOPaM, MHAMKATOPaM U YCTAHOBJ/IEHHbIN €ro NPOU3BOANTENEM;

21.1) obWwMi TEXHUYECKMI AOKYMEHT - KOMMMEKT AOKYMEHTOB M MATEpManoB, COCTOALMNA U3
HECKONIbKMX  pa3fenoB -  AOKYMEHTauMW  aAMUMHUCTPATMBHOMO  XapaKTepa,  XMMUYECKOMW,
dapmaLeBTMYECKON W BUONOTMYECKOW [OOKYMeHTauuu, $GapMaKosIorMyeckoi, TOKCUKOIOTMYeCcKomn
OOKYMEHTaLMN, KANHUYECKOW AOKYMEHTauMM M NpeAcTaBAsemMblii OAHOBPEMEHHO C 3asaB/IEHMEM O
rocy4apcTBEHHOM pPEerucTpauMmM NeKapCTBEHHOro npenapata And MeguMUMHCKOro MNPMMEHEHMA B
dbopmaTe, yCTaHOBAEHHOM YNOJIHOMOYEHHbIM beaepanbHbIM OPraHOM UCNOHUTENBHOW BAACTY;

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

22) KayecTBO JIEKAPCTBEHHOTO CPEACTBa - COOTBETCTBME JIEKAPCTBEHHOIO CpesCcTBa TpeboBaHUAM
dapmaKonenHom cTaTbM MO0 B Cly4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUM UAM HOPMATUBHOTO
OOKYMEHTa;

23) 6e3onacHoOCTb NEKAPCTBEHHOIO CpeacrtBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrNo Cpeacrtsa,
OCHOBAHHAA Ha CPaBHUTE/NIbHOM aHa/1In3e ero 3¢¢EKTMBHOCTM N PUCKa NpNYnNHEHUNA Bpeaa 340pP0BbIO;

24) 3¢deKTUBHOCTb /IeKAPCTBEHHOrO Mpenaparta - XapaKTePUCTMKA CTEMEeHW MOOMKMUTEbHOro
B/MAHUA NEKAapCTBEHHOTO MpenapaTta Ha TeuyeHue, NPOLAO/IKUTENbHOCTb 3abosieBaHUs WAM  ero
npegoTBpaLleHne, peabunmMtaumio, Ha COXpaHeHue, NpeaoTBPaLLEeHNE NN NpepbiBaHNe BepeMeHHOCTH;

25) cepuna nekapCrtBeHHOro cpeactea - KOIMYECTBO /IEKAPCTBEHHOIO Cpeacrtea, npon3seneHHoOE B
pe3ynbTaTte 04HOINo TEXHO/IONMYECKOro UnKkna ero nponssoanTenem;

26) perMcTpauMoHHOe yA0CTOBEpPEHME eKapCTBEHHOro npenaparta - 3an1cb B rocyAapCTBEHHOM
peecTpe /NeKapCcTBEHHbIX CPeACTB, MNOATBepAalowas ¢GakT rocyaapcTBEHHOM  perucrpaumn
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NleKapCcTBEHHOro npenaparta, U (M1K) AOKYMEHT, NoATBEPKAatoWmMiA GaKT rocyaapCcTBeHHOM permcTpaumm
(pernctpaumm) nekapcTBeHHOro NpenapaTa;
(n. 26 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

26.1) pepskatenb Unn Bnagenel, perMcTpaLMoHHOro yaAoCcToBepeHmsa NeKapcTBeHHOro npenapara -
pa3paboTuMK NEeKapCTBEHHOTO CpPeacTBa, MNPOM3BOAMUTENb JIEKAPCTBEHHbIX CPeaCcTB MAM  MHOoe
topugmyeckoe nnuo, obnagarollee NPaBom BAAAEHUA PErUCTPaLMOHHBIM YAOCTOBEPEHMEM, KOTopble
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G PEeKTUBHOCTb U 6e30MacHOCTb 1IEKAPCTBEHHOTO NpenapaTa;

(n. 26.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

27) perncTpaymoHHbIi HoMep - KogoBoe 0603HaYeHNe, MPUCBOEHHOE IeKapPCTBEHHOMY NpenapaTy
Npw ero rocygapCcTBeHHON PErucTpaLnmn UM perucTpaumm;
(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

28) obpalweHne NeKapCTBEHHbIX CpPeacT8 - pa3paboTka, AOKAMHWYECKME WCCNeAO0BaAHMUA,
KAMHUYECKME UCCNeLOoBaHWUA, 3KCMEepTU3a, FOCYAApCTBEHHas pernctpauua  WAM - perucTpaums,
CTAHAAPTM3aUMA U KOHTPO/b KayecTBa, NPOU3BOACTBO, M3rOTOBNEHWUE, XPaHEHWE, NepeBO3Ka, BBO3 B
Poccuiickyto ®epepaunto, BbiBo3 U3 Poccninckon depepaumn, peknama, oTnyck, peannsaums, nepesava,
NPUMEHEHME, YHUUTOXKEHWE IEKAPCTBEHHbIX CPEACTB;

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

29) cybbeKTbl 0bpalleHUss NeKapCTBEHHbIX CpeacTs - ¢U3MYecKMe Aauua, B TOM 4yucae
WUHAMBUAOYANIbHbIE MPEeanpPUHUMATENN, U OPUAMYECKME NINLA, OCYLLECTBAAIOWMNE AeATENbHOCTb MpU
06paLLEHMM NIeKaPCTBEHHbIX CPeaCTB;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OpPraHu3aums, obnajarowas npasaMm Ha pesyabTaThl
OOK/IMHUYECKUX  UCCNEAOBAHUM  JIEKApCTBEHHOTO  CPEACTBA,  KJAMHUYECKUX  WUCCef0BaHMM
NeKapcTBEHHOTO NpenapaTa M (MAK) Ha TEXHOOIMIO MPOU3BOACTBA JIEKAPCTBEHHOMO CPEACTBa;

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

31) Nnpon3BoACTBO /NIEKAPCTBEHHbIX CpeAacTB - AeATe/IbHOCTb NO Npou3BOACTBY J1IEKAPCTBEHHbIX
cpeAacTts opraHM3aunAaAMmn - NpPpons3BoaAUTENAMUN NEKAPCTBEHHbIX CPeadCTB Ha OAHOVI CTaaAnn, HECKOJZIbKUX
UM BCEX CTaAUAX TEXHONOTMYECKOINo NpoLecca, a TakXKe No XpaHeHUIO N peannsaunm nponssedeHHbIX
NNEKapPCTBEHHbIX CPeAacTs;

31.1) nponsBoACTBEHHAA NNOLWAAKA - TEPPUTOPUANbHO 060COBNEHHBIN KOMNAEKC NPOU3BOAUTENA
JNIeKapCTBEHHbIX CPeAcTB, NpegHasHayeHHbIA ANA BbINOJHEHMA BCEro npouecca MpPOU3BOACTBA
JIeKapCTBEHHbIX CPeACTB UM ero onpeaeneHHon cTaanu;

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

32) npon3ssoanTeNlb NeKApPCTBEHHbLIX CPeAcCcTB - OpraHmn3auuAa, ocylwecrtenAalowan nNpounssoacTBo
NNeKapCTBEHHbIX CpeacTB B COOTBETCTBUN C Tpe6OBaHMFIMM HacToAlero d)e,u,epaanoro 3aKOHa;

33) dapmaLeBTMUECKan AEATENbHOCTb - AeATeNbHOCTb, BKAKOYaowWwasa B ceba onTosyo TOProsato
NeKapcTBEHHbIMM CPEeACTBAMM, UX XPAaHEHWE, NEPEBO3KY M (M1M) PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMMU
npenapaTtamu, B TOM YMC/ie AUCTaHLMOHHbIM CNOCOBOM, MX OTMYCK, XpaHEHWE, NepeBO3KyY, N3roTOBAEHME
NleKapCcTBEHHbIX NpenapaTos;

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

34) opraHnsauua ONTOBOM TOproesin  nNeKapcrBeHHbIMKU  CpeacreBamn -  OpraHn3sauuA,
ocywecrBaaOWanA ONTOBYKO TOProB/sil0 NEKAPCTBEHHbIMU CpeancTtBamMM, UX XpaHEHUE, NEPEBO3KY B
COOTBETCTBUN C TDE6OBaHMﬂMI/I HacToAlwero (Dep,epaanoro 3adKOHa,

35) anTeyHaa oOpraHWsaumMa - oOpraHu3aums, CTPYKTypHOe noapasaeneHne meanuMHCKON
OpraHM3aumm, OCYLWECTBAAIOLWME PO3HMUYHYIO TOPTrOB/IO IeKAapPCTBEHHbIMU NpenapaTamu, B TOM Yucne
ANCTaHUMOHHbIM CNoCcoboMm, XpaHeHMe, NepeBo3Ky, M3rOTOB/IEHNE M OTMYCK IeKaPCTBEHHbIX NpenapaTos
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AN MEeANLMHCKOTO NPUMEHEHUS B COOTBETCTBUM C TpeboBaHUAMM HacToalero PeaepanbHOro 3aKoHa;
(B pea. PegepanbHbix 3akoHoB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-d3)

36) BeTepuHapHas anTeyHas oOpraHusauMa - OpraHusaums, CTPYKTypHOoe noapasgeneHue
BETEPUHAPHOW OPraHU3aLMm, OCYLLLECTBAAIOLME PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM YMC/lEe AUCTAHLMOHHbIM CNOCOB0M, XpaHEeHWE, 3rOTOBNEHME U OTMNYCK 1IEKAPCTBEHHbIX NPenapaToB
ONA BETEPMHAPHOIO NPUMEHEHMA B COOTBETCTBUM C TpeboBaHWAMM HacTosAwero PeaepanbHOro 3aKoHa;
(B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuduuMpoBaHHOE  SIEKAPCTBEHHOE  CPEACTBO - JIEKAPCTBEHHOE  CPefCTBO,
COMPOBOXKAAaeMoe JIOXKHOW MHOpMaLMen 0 ero cocTase u (M) nponssoauTene;

38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeAcTBO - JIEKAPCTBEHHOE CPeacTBo, He
cooTBeTcTBYylowee TpeboBaHMAM papmMaKonenHol cTaTbk 6O B C/lyYae ee OTCYyTCTBUA TPeboBaHMAM
HOPMaTMBHOM AOKYMEHTAUMKN UAN HOPMATUBHOIO AOKYMEHTa;

39) KoHTpadaKTHOE IeKapcTBEHHOE CPeACTBO - /IeKapcTBEHHOE CPeAcTBO, Haxoasaleeca B 0bopoTe
C HapyLEeHWEM rPa*KAaHCKOro 3aKoHO4aTeIbCTBa;

40) [OKAMHMYECKOe  MUCCnefioBaHWe  JIeKapCTBEHHOro  cpeactBa -  Buosiormyeckue,
MUKPOBMOOrMYecKkne, MMMYHOIOTMYECKMUE, TOKCMKOOrMYeckne, dapmaKkonormyeckne, ¢usmyeckue,
XMMUYECKME M ApYT1e UCCeA0BaHNA IeKapCTBEHHOrO CPeacTBa NyTem NpUMEHEHUA HayYHbIX METOA0B
OLEHOK B LeNifX NoJlyyeHnn AoKas3aTenbCcTs 6e3onacHoCTH, KadecTsa 1 3GHEeKTMBHOCTU NEKapCTBEHHOMO
CpeAacTBa;

41) KAMHWMYECKoe MUcCnefoBaHWE /IeKapCTBEHHOro npenapaTa - M3ydeHue OMarHOCTUYECKMX,
nevyebHbIX, NPodUNAKTUYECKNX, HapPMaKOIOTMYECKMX CBOWCTB JIeKapcTBEHHOrO npenaparta B npouecce
€ro NPMMEeHEeHWa y Yes0BEKa, KMBOTHOIO, B TOM 4MCAe MNPOLLECCOB BCACbIBaHWA, pacnpeneneHus,
M3MEHEHWUA W BbIBEAEHMA, NyTemM MPUMEHEHMSA Hay4YHbIX METOAO0B OLEHOK B LENAX MoayYyeHus
[OKa3aTenbcTB 6e3onmacHocT, KavecTBa M 3PEKTUBHOCTM NIEKAPCTBEHHOrO MpenapaTta, AaHHbIX O
HeXXenaTesNbHbIX pPeakumMaX OpraHM3ma YenoBeKa, MMBOTHOTO Ha MNPUMEHEHWE NeKapPCTBEHHOMO
npenapata 1 06 adpdekTe ero B3aMMOAENCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamu U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMU;

42) MHOTOLIEHTPOBOE KNIMHNYECKOE 1CC/IeA0BaHMeE IeKapcTBEHHOMO npenapara Ans MeamLMHCKOro
NMPUMEHEHUA - KAMHUYECKOE WCCAeA0BaHWe JIeKapCTBEHHOro npenapata  Ans  MeAMUMHCKOro
NPMMeHEeHUA, NpoBoAMMOE pPa3paboTUMKOM SIeKapCTBEHHOro npenapaTa B ABYX U 6onee MeanLUHCKUX
OpraHM3aumaAx No eanHOMY NMPOTOKOY KNIMHNYECKOTO UCCNeA0BaHNA 1IEKapCTBEHHOrO Npenapara;

43) mexayHapoaHOe MHOMOLLEHTPOBOE K/MHMYECKOEe MCCNeAoBaHue IeKapcTBEHHOro npenapara
OANA MeAULUMHCKOro MPUMEHEHMA - KAMHWYECKoe WucciedoBaHMEe NeKapCTBeHHOro npenapata And
MeANLMNHCKOTO NMPUMEHEHMA, NPOBOANMMOE Pa3paboTUMKOM NeKapCTBEHHOro npenaparta B pas/IMYHbIX
CTpaHax No eAMHOMY MPOTOKO/Y KAMHUYECKOro UCC/IeA0BaHUA IeKapCTBEHHOrO Npenapara;

44) nocTperncTpauMoHHOEe K/AMHMYECKoe UCCiefoBaHWe NeKapCTBEHHOro npenapata A4/
MeAMUMHCKOrO MPUMEHEHMA - K/AMHUYECKoe WCCiedoBaHMe JIeKapCTBEHHOro npenaparta  And
MeAMLMHCKOro NpMMeHeH s, NPOBOAMMOE NPOM3BOAUTEIEM JIeKapCTBEHHOIO Npenapara, rpasxaaHcKunii
060pOT KOTOPOro OCYLLECTBAAETCA MOC/e roCyAapCTBEHHOM PerMcTpaummM Uan peructpaumm, B Lensx
AononHutenbHoro cbopa AaHHbIX 0 ero 6e3onacHocTM U 3G GEKTUBHOCTH, PACLLUMPEHUA MOKa3aHUM K
NPMMEHEHWIO AAHHOTO JIeKAapCTBEHHOro MpenapaTa, a TaKMKe BbIABAEHMSA HEXeNaTesbHbIX peakuuit
NauMeHTOB Ha ero AeincTeue;

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

45) nccnegoBaHue 6MO3KBMBAIEHTHOCTH NNEKApPCTBEHHOINo npenaparta - BUA4 KJAWHUYECKOTO
ncecnenoBaHMA NEKAPCTBEHHOIO npenaparta, nposeaeHne KOTOPOro OoCywecTtBaiAeTca ana onpeneneHua
CKOpPOCTHN BCacCbiBaHMA W BbiBeAeHNA OAHOINo WAN HECKONbKUX 06na,a,a|om,mx d)apmaKonormquKoﬁ
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aKTUBHOCTbIO AENCTBYIOWMX BELLECTB, KO/IMYECTBa JIeKapCTBEHHOro npenapaTa, AOOCTUraloLWero
CUCTEMHOIO KPOBOTOKa, W pe3ynbTaTbhl KOTOPOro Mo3BOAAKT cAenaTb BbiBOA O 6MO3KBUBANEHTHOCTM
BOCMNPOU3BEAEHHOIO IeKapCTBEHHOrO Npenapara B onpeaeneHHbIX 1eKapcTBeHHON dopme U 103MPOBKeE,
COOTBETCTBYHOLWMX popme U A03NPOBKe pedepeHTHOro IeKapCcTBEeHHOro npenapara;

(n. 45 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnefoBaHWE TepaneBTUYECKOW 3KBUBAZIEHTHOCTM JIEKAPCTBEHHbIX MPEenapaToB - BUA
K/IMHWUYECKOrO UCC/IeA0BaHMA JIEKAaPCTBEHHbIX NpenapaTos, NPOBeAeHNe KOTOPOro OCyLLEeCcTBAsSeTCA An
BbIAB/IEHNS OAMHAKOBbIX CBOMCTB JIEKAPCTBEHHbIX NPEenapaToB onpeaeeHHoM nekapcTBeHHoM GopMbl, a
TaKXe HaMunA oANHaKOBbIX NOKa3aTtenei 6esonacHocT U 3pPeKTUBHOCTU NeKaPCTBEHHbIX MPenapaTos,
OAWNHAKOBbIX K/IMHUYECKUX 3 HEKTOB NPU UX MPUMEHEHWNU;

47) NPOTOKON KNMHUYECKOro UCCNeloBaHUA NEeKapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaenatoTca uenu, opmbl OpraHU3aLnM U MEeTOA40/10rNA NPOBEAEHUA KIMHMYECKOTO UCCNen0BaHUS,
CTaTUCTUYECKNE MeToAbl 06paboTKM pe3ynbTaTOB TAKOro MCCAeAoBaHMA U mepbl No obecneyeHuto
6e30MacHOCTM  GU3NYECKUX ML, YYacTBYHOLWMX B KAMHUYECKOM MCC/eJ0BaHUM fIeKapCTBEHHOro
npenapara;

48) 6pou.|ropa ncecnegoBartena - CBOAHOE U3NTOXKEHNE pe3ynbTaToB AOK/IMHNYECKOIo nccieaosaHmA
NeKapCTBEHHOro cpeacrtBa W KJAMHUYECKOro MUccnegoBaHMA NEeKapCTBEHHOINoO npenaparta  AnAa
MeaNLUNHCKOIo NpUMeHEHNA;

49) MHPOPMaALMOHHDI NIUCTOK NaLMEHTa - IOKYMEHT, B KOTOPOM COAEpPKaTca B AOCTYNHOM popme
cBeAeHMs, KacalLmeca NpoBOAMMOro KJAMHUYECKOro UCCNeA0BaHNA NeKapCTBEHHOro npenaparta, U B
dbopme 3/M1eKTPOHHOIO AOKYMEHTa, NOAMUCAHHOIrO MauMeHTOM (ero 3aKOHHbIM MpeacTaBuUTeNEM) C
NCNO/Ib30BaHMEM YCUAEHHOW KBAANDULMPOBAHHOMN 3/1EKTPOHHOM MOAMNNUCU UKW NPOCTOM 3NEKTPOHHOM
nognucuM nocpeacTBOM MNPUMEHEHMA €4MHON CUCTEMbl UAEHTUOUKAUMKM WU ayTeHTUPUKAUMM, U NOo
YKENaHMI0 NauuMeHTa B NUCbMeHHOM d¢opme A06poBOAbHOE cornacve nauMeHTa Ha y4yacTue B
KJMHUYECKOM WCCNeaoBaHUWM JIEKApPCTBEHHOro rMpenaparta noc/ie O3HaKOMJIEHUSA C 0COBEeHHOCTAMM
K/IMHWUYECKOTO UCC/Ie40BaHNA, MMEIOLLMMMN 3HaYeHMEe A1A BblparkeHUs TaKoro cornacus;

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

50) noboyHoe p,eﬁcmme - peakuuAa opraHnima, BO3HUKWAA B CBA3UM C NPUMEHEHUNEM
NNEKAPCTBEHHOIoO npenaparta B A03aX, pPeKomMeHAyemblX B UHCTPYKUMKM MO €ero npumeHeHwuto, AnA
I'IpOd)M}'IaKTMKM, ANAarHOCTUKU, nevyeHnA 3aboneBaHuns Uun ana pea6MJ’IMTaLl,VIM;

50.1) HexenaTenbHaa peakumsa - HenpeaHamepeHHasa HebnaronpuATHas peakuMa OpraHM3ma,
KOTOpas MOXKeT bbITb CBA3aHA C MPUMEHEHMEM NIeKaPCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa He)enaTes/ibHasA pPeakuus - HexenaTtesbHas peaklus OpraHM3ma, CBA3aHHas C
NPMMEHEHMEM NIeKapCTBEHHOro npenapaTa, NpUBEALWas K CMepTW, BPOXAEHHbIM aHOMaMAM WM
nopoKam passBuTUA AnbBo npeacTaBaawowWwas coboi yrposy »KU3HW, Tpebylowas rocnuTanmsauun uam
npMBeALLasn K CTOMKOM yTpaTe TPYAOCNOCOBHOCTM U (MAKN) MHBAAUAHOCTY;

52) HenpeaBUAEHHAA HeenaTesibHaA peakuma - HeenaTeNbHaa peaKkuua opraHnsma, Kotopas
CBA3aHa C NPUMEHEeHWEeM NeKapCTBEHHOro npenapata B [03aX, PEKOMEHAYyeMblX B MPOTOKO/ME ero
KAMHWYECKOro uccnefoBaHua, 6polliope uccnenosatens, WM € NPUMEHEHUEM NeKapCTBEHHOro
npenapata B [03aX, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro MNPUMEHEHUIO Ana nNpodUNaKTUKNM,
ANarHoCTUKM, NedeHmna 3aboneBaHmna nam MeauUnHCKON peabuamtaumm naumeHTa, U CyLHOCTb, TAXECTb
WU 1CXOh, KOTOPOM He COOTBETCTBYET MHGOPMAaLMM O /IeKapcTBEHHOM MpenapaTte, coAepsKalleinca B
MPOTOKONE €ro KAMHUYECKOro MuccneaoBaHus, 6poluope ucciedoBaTends WMAM B UHCTPYKUMWM MO
NPMMEHEHUIO IEKapCTBEHHOIO NpenapaTa;

(n. 52 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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52.1) dapmaKkoHag3op - BUA, AEeATE/bHOCTU MO MOHWUTOPUHTY 3¢dEeKTUBHOCTU M 6e30nacHoOCTU
JNIEKapCTBEHHbIX NpenapaTtoB, HanpaBieHHbI Ha BbISBAEHWE, OUEHKY M NpeaoTBpalleHue
HeXKenaTeNbHbIX NoCNeACTBUIA NPUMEHEHUA IEKAPCTBEHHbIX NPENapaTos;

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

52.2) nnaH ynpaBieHUs pUcKamu - noapobHoe onucaHuve meponpuAatuiA no dapmakoHaasopy,
HanpaB/ieHHbIX Ha BbIABNEHWE, OLEHKY M NpeaoTBpalleHne UM MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKAoUYan oLeHKY 3pPeKTUBHOCTU AaHHbIX MEPONPUATUIA;

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

53) peuenT Ha /IeKapCTBEHHbIM MNpenapaTt - MeAULUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
cofepKalmii HazHAYeHUEe NIeKapCTBEHHOrO npenapata ANa MegMLUMHCKOro NpUMeHeHWs, BblAaHHbIM
MEANLMHCKMM pabOTHMKOM B LENAX OTNYyCKa NEeKAPCTBEHHOro npenapaTa WAW ero U3roTOBAEHUA U
OTMNycKa Ha ByMaxKHOM HOCUTeNe UM C COFTacus NALMEHTA UM €ro 3aKOHHOTo NpeactaBuTens B popme
3/IEKTPOHHOIO [OKYMEHTa, MNOAMMCAHHOIO C MCMNO/Ib30BAaHMEM YCUIEHHOW KBannduumpoBaHHOM
SNEKTPOHHON NOAMUCUM  MEAMLMHCKOro pPaboTHMKA, AMOO0 AOKYMEHT YCTAHOBAEHHON dopMmbl,
cogeprKalnii HasHaYeHMe NeKapCTBEHHOrO npenapaTta A1A BETEPUMHAPHOrO NMPUMEHEHMUA, BblAAHHbIN
cneumannctom B 06/acTU BETEPUMHAPUMWM B LENAX OTMYCKA NEKapCTBEHHOro npenapaTa WAM ero
W3roTOB/IEHMA M OTNYCKA Ha BYMaXXHOM HOCMTeNE UAN C COrnacus BNaLenbla XMBOTHOTO MM 3aKOHHOTO
npeAcTaBuUTeNs BAageNbLa MUBOTHOrO, 0QOPMJIEHHbLIA B 3/1EKTPOHHOW GOopme C MCMONb30BAHUEM
denepanbHOl rocyaapcTBEHHON MHPOPMALIMOHHOM cUCTEMbI B 061aCTN BETEpPUHAPUUK;

(B pea. ®PenepanbHbix 3akoHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-$3, ot 30.12.2021 N 463-
®3)

54) TpeboBaHMe MeOULMHCKOM OpraHusaLuu, BETEPUHAPHON OpraHuM3auuu WanM opraHMsaumm
(vHAMBMAYanbHOrO  npeanpuHUMaTEns), oOcyllecTBaslowen  (ocywecTsasaiollero) passefeHue,
BblpalliMBaHNE U COAEpPKaHME KUBOTHbIX, - AOKYMEHT YCTaHOBJIEHHOM (OpMbl, KOTOPbIA BbINUCAH
MeANUMHCKMM PabOTHUKOM WM CMEeLManmucTom B 061acTM BETEPUHAPUN, UMEIOLMMIK Ha 3TO NPaBo, U
COAEPKUT B MUCbMEHHOM ¢GOpME YyKasaHWe anTeyHolM OopraHusauuMm WUIM BETEPUHAPHOW anTeyHou
opraHusaumMm o6 OTMyCKe NeKapCTBEHHOro npenapaTa WAM O ero U3roToBiaeHuMM M 06 oTnycke gns
obecneyeHuns feyebHOro npouecca B MeAULIMHCKON OpraHM3aummn, BETePUHAPHOM OpraHu3auum uin 8
opraHvsaumm (MHOMBMAYaANAbHbIM  NpPeAnpUHMMATENEM), OCYLLECTBAAIOWEN (OCYLLEeCTBAAOWMM)
pa3BefeHue, BbipallMBaHWE U COAEPKAHUE KUBOTHbIX;

(n. 54 B pea. ®epepanbHoro 3akoHa ot 30.12.2021 N 463-93)

55) KOMN/JEeKCHasa OLEHKa JIeKapCTBEHHOro Mpenapata - OUEeHKa 3aperncTpupoBaHHOro
JIeKapCTBEHHOIO Npenapara, BKAtoYatowas B ceba aHanns nHpopmalmm o CpaBHUTENbHOM KANHUYECKON
3¢ deKTUBHOCTU M 6E30NaCHOCTU IEKAPCTBEHHOIO NPEeNapaTa, OUuEeHKY 3KOHOMMUYECKMX NOCNEACTBUI €ro
NPUMEHEHNA, U3yYeHUe AOMNONHUTENbHbIX MOCNeACTBUIA NPUMEHEHUA JIEKAPCTBEHHOrO Mpenapata B
Lenax NpUHATUMA pelieHnit O BO3MOMKHOCTM BK/OMEHWUS JIEKAPCTBEHHOrO Mpenapata B nNepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLUMX JIEKAPCTBEHHbIX NPenapaTos, HOPMATUBHbIE NPaBOBblE AKTbl U
WHble LOKYMEHTbI, Onpeaenstolme NopsaaoK OKasaHMA MeaULNHCKOM NOMOLLM, N UCKIOYEHUSA ero 13
YKa3aHHbIX NepeyHs, aKTOB U JOKYMEHTOB;

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

56) cucTema MOHUTOPUHIA ABUMMKEHMS JIEKAPCTBEHHbIX MNpenapaTtoB Aaa  MegUUUHCKOro
npMMeHeHusa - deaepasbHas rocyaapcTBeHHas MHGOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUSA
NleKapCcTBEHHbIX MpenapaToB 418 MeOMUMHCKOrO MNPUMMEHEHUA OT MPOM3BOAUTENSA A0 KOHEYHOro
noTpebutens C MCNONAb30BaHMEM B OTHOLIEHMM JIEKAPCTBEHHbIX NpPenapaToB ANA MeAWMUMHCKOro
NPUMEHEHNA CPeaACTB naeHTUdUKaLNN.

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

Fnasa 2. NOJIHOMOYUA GELEPA/IbHbIX OPTAHOB UCNOTHUTE/IbHOM
B/IACTU, UCMNOJTHUTENbHbIX OPTAHOB CYEbEKTOB POCCUIACKOWM
®EOQEPAUMU NPU OBPALLEEHUU NEKAPCTBEHHbIX CPEACTB
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(B pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 5. NonHomouunsa d¢epepanbHbIX OPraHOB MCNOJNIHUTENIbHOW BAACTU Npu obpalueHun
JIeKapCTBEHHbIX CPeACTB

K nonHomoumnam ¢ep,epaanb|x opraHoB WUCNONHUTENIbHOM B/1acTH npu O6paLLI,EHMVI NEKapPCTBEHHbIX
cpeacTtB OTHOCATCA:

1) nposeseHune B Poccuiickoit dPepepaumm eauHON roCyAapCTBEHHOM NOAUTUKM B obnactu
obecneyeHns neKapcTBEHHbIMM NpenapaTamu rpaxkaaH B Poccuiickoit Peagepaunu;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxkaeHue ob6wmx dapmakonerHbix cTaTe, dapmaKkonenHbIX CcTaTei, u3gaHue
rocyaapcTBeHHoM papmakoneu, cosgaHune n segeHue peectpa papmakonenHbix CTaHAapPTHbIX 06pa3LoB;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTtBneHre ¢denepanbHOro rocyAapcTBEHHONO KOHTPoAA (Hagsopa) B coepe obpaleHun
NIeKAPCTBEHHbIX CPEACTB;
(B pea. PenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-$3)

4) NVMUEH3UpPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, B TOM uucnie deaepanbHbii
rOCYyAapCTBEHHbINA IMLEH3NOHHbIN KOHTPO/Ib AEeATE/IbHOCTN MO NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB,
nepuvoanyeckoe noATBepXAeHMe COOTBETCTBMA ANLLEeH3MATa, UMeIoLWwero AMUeH3nIo Ha NPon3BOACTBO
JIeKapCTBEHHbIX CPeacTB, U dapmMaLeBTUYECKON AeATeIbHOCTM B COOTBETCTBUM C 3aKOHOAATE/bCTBOM
Poccuitckoin Pepepaumnu;

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

5) opraHusauma 3sKCNepTM3bl NEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3KCNepTU3bl BO3MOXKHOCTU
NpoBefeHNA  KAMHMYECKOTO MUCCNefoBaHMA  IEKApPCTBEHHOrO npenapata  gaa  MeguUMHCKOro
NPUMEHEHMA, 3KCNEepTM3bl AOKYMEHTOB, MpeACTaB/eHHbIX A/A  ONpefAeneHuAa  BO3MOMKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM NpenapaTt 1A MeAMUMHCKOTO NpUMEHEeHUA B KadvectBe opdaHHOro
JIeKapCTBEHHOTO NpenapaTa;

(8 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
NPUHATMA PELLEHMA O BO3MOMKHOCTM BK/OYEHMA JIEKAPCTBEHHOrO Mpenapata B MepeyeHb KM3HEHHO
HEOOXOAMMbBIX W BaXKHEWMLIMX NIeKAPCTBEHHbIX NMPEnapaTtoB, HOPMATMBHble MPABOBbIE AKTbl M MHblE
OOKYMEHTbI, onpegensiowme nopALOK OKas3aHMA MeAMUMHCKON NOMOLLM WKW UCKAIOYEHUA ero w3
YKa3aHHbIX NepeyHs, aKTOB U JOKYMEHTOB;

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

6) BblZaya paspeLleHmnit Ha NPoBEeAEHNE KIMHNYECKUX UCCNe0BaHUIM 1IeKapCTBEHHbIX NPenapaTos,
BEAEHMeE PeecTpa BblAaHHbIX Pa3peLlleHmnit Ha NPoBeAeHNE KAMHUYECKUX NCCAe0BaHMI IeKapCTBEHHbIX
npenaparos;

7) rocypapcTBeHHasa perucTpauma EeKapCTBEHHbIX NpenapaToB, BeAEeHME rocyAapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeACTB;

7.1) peructpauus, NoATBEpPsKAEHUE pernctpaumm (nepepernctpaumsa), BHECEHUE W3MEHEHUI B
perncTpaunmoHHoe 4ocbke, a TaKXKe NpoBeaeHne npoueayp, CBA3aHHbIX C perucTpaumeis, B COOTBETCTBUMU C
YTBEPKAEHHbIMM EBPa3MCKON 3KOHOMWUYECKOM KOMWMCCUEN MpaBuIaMWU PErncTpaumm m sKCnepTusbl
JIeKapCTBEHHbIX CPEeACTB 41 MEeOMLMHCKOro NPUMEHEHMA M NpaBuIamMn peryanpoBaHua obpalueHun
BETEPMHAPHbIX IEKAPCTBEHHbIX CPEACTB HA TAMOXKEHHOM TeppuTopmun EBPasMMCKOro SKOHOMUYECKOTO
CO033;

(n. 7.1 BBeaeH ®eanepanbHbiMm 3akoHOM oT 30.01.2024 N 1-3)
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7.2) npepctaBneHne  MHPoOpMaUMM O  pernuctpauuu,  NOATBEPXKAEHMM  perncrpauuu
(nepepervnctpaumn), BHECEHMM WU3IMEHEHUA B PEruCTPaLMOHHOE [OCbe, a TaK¥e O npoueaypax,
CBA3AHHbIX C peructpaumen, B EBPA3MNCKYI0O ISKOHOMMUYECKYID KOMMUCCUMIO C MCMOJIb3OBAHUEM
WMHTErpMpoBaHHON MHGOPMALMOHHOM cucTeMbl EBPa3niiCKOro 3KOHOMMYECKOTo COH3a B COOTBETCTBUU C
YTBEPKAEHHbIMM EBPA3MCKON 3KOHOMWMYECKOM KOMMCCMEN MopAaaKom ¢GOpPMMPOBaAHMA M BeaeHuA
€4MHOro peecTpa 3aperncTpMpoBaHHbIX 1EKAPCTBEHHbIX cpeacTB EBpa3niiCKoro SKOHOMUYECKOro corsa
W NpaBuaMn peryanpoBaHMa obpalleHus BeTepPUMHAPHbIX JIEKAPCTBEHHbIX CPeACTB Ha TaMOMKEHHOM
Tepputopun EBpasniickoro sSKOHOMMYECKOTO COt033a;

(n. 7.2 BBegeH dPegepanbHbim 3akoHom oT 30.01.2024 N 1-3)

7.3) yTBepxaeHWe nopsaaKka MNPUOCTAaHOBAEHUA LEACTBUMSA PErncTpalMoHHOIO YA0CTOBepeHus
NIEKApCTBEHHOrO npenapata WM OrpaHUYeHMA MPUMEHEHMA JIEKApPCTBEHHOro npenapata AnA
MEOVLMHCKOTO MPUMEHEHMA B CAYYaAX, MPeAyCMOTPEHHbIX YTBEPXKAEHHbIMW  EBpasminckol
3KOHOMWYECKOM KOMMUCCUEN MpPaBUIaMM PErncTpauum M 3KCNepTUsbl SIEKAPCTBEHHbIX CPeACTB AN
MEOVLMHCKOTO MNPUMEHEHUA, W BO30OHOBNEHUA AENCTBUA PErUCTPALMOHHOIO YAOCTOBEpPEHMUS
NIEKAPCTBEHHOrO npenapata WM CHATUA OrpaHMyeHua NpUMEHEeHWA NeKapCTBEHHOro npenapara Ana
MeAMUMHCKOro NpMMeEHeHUS;

(n. 7.3 BBegeH degepanbHbiM 3akoHoM oT 30.01.2024 N 1-d3)

8) opraHusauusa u (Mnn) npoBeaeHNE UHCNEKTUPOBAHUA CYObEKTOB 0bpaLLeHNs IeKapCTBEHHbIX
CPeAcTB Ha COOTBETCTBME YTBEPXKAEHHbIM EBpPAsMIACKOM 3KOHOMMYECKOM KOMWMCCUMEN MpaBuiam
HagneKallel nabopaTopHOM NPaKTUKK, NpaBuMAaM Hag/exKalen KAMHUUYECKON NPAKTUKKU, npaBuaam
Hag/NeKallel ANCTpMObIOTOPCKON MPAKTUMKKM, NpaBUiaM Hagd/erKallel NpakTMku dapmakoHaasopa, a
TaKXe YTBEPXKAEHHbIM YMNOJIHOMOYEHHbIMKU defepanbHbIMWU  OpraHaMu WCMONHUTENIbHON BAACTU
npasBuaam Hag/iexXKallel anTeYHOM NPaKTUKK, MPaBU/IaM XPaHEHWUA IEKapPCTBEHHbIX CPEACTB;

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

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.03.2026 n. 8.1 cT. 5 usnaraetca B HoBol pegakummn (O3 ot 31.07.2025 N 304-d3). Cm. byayLlyto
peaakuumto.

8.1) opraHusauma un (uan) nposegeHNe MHCNEKTUPOBAHNA CYObEKTOB 06PALLEHMA NEKAPCTBEHHbIX
CPeAcTB Ha COOTBETCTBME TPebOBaHMAM MPaBMA Hag/eXallel NPoOM3BOACTBEHHOM MPAKTUKK, Bblaaya
3aK/IlOYEHUIA O COOTBETCTBMM MNPOU3BOAMTENS NIEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBuA
Haa/exKaller NPon3BOACTBEHHOM NPAKTUKMY;

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

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.03.2026 cT. 5 gononHsaetca n. 8.1-1 (®3 o1 31.07.2025 N 304-d3). Cm. byayLiyto peaakumio.

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.03.2026 B n. 8.2 cT. 5 BHOCcATCA M3MeHeHua (®3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

8.2) ycTaHOBNEHMe MOpPAAKa BeLeHWA W BefeHWe roCyLapCTBEHHOrO peecTpa 3aKNuYeHui o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MpaBWA  Haglexallein
NPOM3BOACTBEHHOM MPAKTUKY;

(n. 8.2 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

9) rocymapcTBeHHas perucTpauusa npeaenbHbIX  OTNYCKHbIX LEeH npoussBoguteneil  Ha
NeKapcTBeHHble npenapatbl, BKAKOYEHHble B MNEPeYeHb KMU3HEHHO HEeoBXOAMMbBIX U BarKHEWWWX
NeKapcTBEHHbIX MPenapaTos, M BeAeHWe roCyfapCTBEHHOro peectpa npeaesibHbIX OTMNYCKHbIX LEH
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npoussoauTeneit Ha NeKapcTBeHHble Npenaparhbl, BKAOUYEHHbIe B NepeyeHb KMU3HEHHO HeobXoaMMbIX U
Ba*KHEMLLMX fIeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHWe MPOEKTOB pPeLEeHN WUCNONHUTENbHbIX OpraHoB CcybbekToB Poccuickoit
depepaunn o6 ycTaHOBAEHUU U (MN) U3MEHEHMM NpPenenbHbIX Pa3sMepoB ONTOBbIX HaAbaBOK U
npeaenbHbIX PasMeEPOB PO3HUYHbLIX HAaAOABOK K (GaKTUYECKMM OTMYCKHbIM LieHam, YCTaHOB/IEHHbIM
NPOu3BOAUTENAMM JIEKAPCTBEHHbLIX MNPEMNapaToB, HA JIEKAPCTBEHHblE MpenapaTtbl, BKAOYEHHbIE B
nepeyeHb }KNU3HEHHO HEOBXOAMMBIX U BarKHEMNLLNX JIEKAPCTBEHHbIX NPENapaTos;

(n. 9.1 BBeaeH depepanbHbiM 3akoHom oT 13.07.2015 N 241-03; B pean. deaepanbHOro 3akoHa oOT
08.08.2024 N 232-d3)

10) Bblgaya, yCTaHOB/AEHME MNOPAAKa BblgaYM paspelleHns Ha BBO3 KOHKPETHOW napTuu
NeKapcTBEHHOTO cpeacTBa B Poccuiickyto depepaumio;
(n. 10 B peg,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, yCcTaHOBAEHME NOpPAAKA BblAauM U GOpMbl JOKYMEHTA, KOTOPLIM NOATBEPKAAET, YTO
NpPou3BOACTBO J/IEKAPCTBEHHOrO Mpenapata 408 MEeAUUMHCKOr0 MPUMEHEHUs OCYLEeCTBJEHO B
COOTBETCTBUM C TpeboBaHMAMM MpPaBWU  HaZNeXalWen npon3BOACTBEHHOM MPAKTUKM WUAM  4TO
NIeKAPCTBEHHbIN NpenapaTt 4as BETEPUHAPHOro NPUMEHEHUA [OoNyuweH K obpalleHuto B Poccuitckoin
depepaumn, N NOANEKUT NPEACTABAEHWUIO NO TPEOOBAHMIO YNOJTHOMOYEHHOIO OpPraHa CTPaHbI, B KOTOPYHO
BBO3MTCA IEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3akoHa oT
02.08.2019 N 297-d3)

10.2) Bblaaya, ycTaHOBAEHUE MOPAZKa BbiAaun U Gopmbl JOKYMEHTa, COAEpIKalllero cBefleHma o
CTaAnAX TEXHOMIOTMYECKOro npouecca MpPou3BOACTBA NEKAPCTBEHHOrO CpPeacTBa AA MeAUUMHCKOro
NPUMEHEHWA, OCYLLECTBAAEMbIX Ha TeppPUTOPUKN EBPa3MIiCKOro SKOHOMUYECKOTO COt033;

(n. 10.2 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03, B pea. PegepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) co3aaHme coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpaLLleHMeM IEKAPCTBEHHbIX CPEACTB;
12) atrectauma u ceptudmKaLma cneLmanmcros;
13) yTpatun cuny c 1 ceHtabpsa 2013 roga. - PeaepanbHbiii 3aKoH oT 02.07.2013 N 185-93;

14) ocywectBneHne papmakoHaa30pa;
(n. 14 B pepg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B meXKAyHapogHOM COTPYAHUYECTBE;

16) nonydyeHme no 3anpocam ynosHOMOYeHHOro dbeaepanbHOro opraHa UCMOAHUTEIbHOM BNacTU
OT UCMONHUTENbHBIX OpraHoB cy6bekToB Poccuiickoit Pegepaumm, a TakKe oT cybbekToB obpalueHums
NeKapCTBEHHbIX CPeACTB A1 MeAUUMHCKOTO NpUMeHeHnsa MHGOpMaL MK MO BONPOCaM YCTaHOBAEHMUSA U
NPMMEHEHUA LieH Ha IeKapCcTBEHHbIEe NpenapaThbl U HaA6aBOoOK K HUM;
(B pen. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

17) npuvmeHeHMe mMep OTBETCTBEHHOCTM 3a HapylweHue 3aKoHoaaTenbcTBa Poccuiickol
depepauny;

18) yTBep:KAeHUe NpaBWUA HagNexKallein anTeyHol NPaKTUKKU, NPaBUA XPaHEHUA NIeKapCTBEHHbIX
CPeAcTs;

(n. 18 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

19) ycraHoBneHMe nopsagka GOpPMMPOBAHMA PErncTPauMOHHOIO [0Cbe Ha /1IeKapPCTBEHHbIN
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npenapar 415 BEeTepMHapHOro NpUMeHeHMA 1 TpeboBaHWUI K OKYMEHTaM B ero cocTaBe;
(n. 19 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - deaepanbHbiit 3aKkoH oT 30.01.2024 N 1-93;
22) ytpatun cuny ¢ 1 mapta 2020 roga. - eaepanbHbiii 3aKoH oT 27.12.2019 N 475-03;

23) ytBepXaeHMe TpeboBaHUI K UHCTPYKLMMU NO BETEPUHAPHOMY NMPUMEHEHUIO IeKAaPCTBEHHbIX
npenaparos;
(n. 23 BBepeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3akoHa ot
30.01.2024 N 1-93)

24) NpUHATUE pPeleHUi, ABNAIOLLMXCA OCHOBAHUAMMU O/1A BKNOYEHUA LOMEHHbIX MMeH U (1nam)
yKasaTenem cTpaHul, canToB B MHOOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CeTeBbIX aAPECOB B eAMHYI0 aBTOMATU3MPOBAHHYID MHPOPMALMOHHYI0 cuctemy "EAMHBbIA peecTp
AOMEHHbIX MMEH, YyKasaTefel CTpaHuL, CaiToB B MHOOPMALMOHHO-TENEKOMMYHWKAUMOHHOM CeTu
"MHTepHeT" M ceTeBbIX aApecoB, MO3BONAOWMX MAEHTUPUUMPOBATL calTbl B MHPOPMALMOHHO-
TENEKOMMYHUKALMOHHOW ceTn "MHTepHeT", cogeprKalume MHGOPMALMIO, PacnpoCcTpaHeHNe KOTOpOW B
Poccuiickolt depepaunn 3anpelieHo"”, B OTHOWEHMU WHPOPMALMK, COAeprKallei npegsoxKeHue o
PO3HWYHOWN TOProBae JIeKAaPCTBEHHbIMW MNpenapaTtamu, B TOM YMC/IEe AUCTAHLMOHHBIM CMOCOHOM,
PO3HWYHasA TOProBas KOTOPbIMW OrpaHUYeHa WM 3anpelleHa B COOTBETCTBMM C  HACTOALWMM
denepanbHbiM 3aKOHOM, U (MaK) MHbOPMaALMKM, coaeprKallleld NpeanoXeHue O PO3HUYHOM Toprosne
JIeKapCTBEHHbIMM MpenapaTtamun, B TOM 4YMcle AUCTAHLMOHHBIM CNOCOBOM, NLAMM, HE MMEIOLMMM
JIMLLEH3UN U paspelleHns Ha OCYLLEeCTB/IeHME TaKoW AeATeNbHOCTU, eCAn MoJyYeHUe JNLEH3UU U
paspelleHmsa NpeaycMoTPeHo 3aKoHOoA4aTeIbcTBOM 06 06pallleHUM TIeKapCTBEHHbIX CPeaCTB;

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

25) Bblgaya paspeLleHunii Ha BBOA, B rpaKAaHCKUI 060pOT UMMYHOBMONOTMUYECKUX NIEKAPCTBEHHbIX
npenaparos;
(n. 25 BBegeH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynnmpoBaHne BOMPOCOB, CBA3AHHbIX C B3aMMO3aMEHAEMOCTbIO JIEKAapPCTBEHHbIX NPenapaTos
ONA MeANLMHCKOTO NPUMEHEHUA.
(n. 26 BBegeH deaepanbHbiM 3akoHOM oT 19.10.2023 N 503-93)

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.03.2026 cT. 5 gononHsaetca n. 27 (®3 ot 31.07.2025 N 304-d3). Cm. byayLiyto peaaKkumio.

CraTtba 5.1. Mepeaaua ocywecTsneHUs NoJHOMOUMA dedepanbHbIX OPraHOB UCMONAHUTENbHOM
BNACTU NpU 06paLLEeHUM IeKAPCTBEHHbIX CPEACTB UCMOJIHUTENIbHbIM OpraHam cyb6beKToB PoccuiicKoii
bdepepauyumn

(8 peq. PepgepanbHoOro 3akoHa ot 08.08.2024 N 232-d3)

MonHomouuns deaepanbHbiX OPraHOB UCMONHUTENBHOW BAACTU NpU 06paLLeHnn IeKapCTBEHHbIX
CPeacTs, MpeayCMOTPeHHble HactoAawmm degepasbHbiM  3aKOHOM, MOIYT NepegasaTbCs  A/A
OCYLLECTB/IEHUSA WCMNONIHUTENIbHBIM OpraHam cybbekToB Pocculickoin depepaumy MOCTAaHOBAEHUAMM
MpasutenbctBa Poccuiickoit depepaumm B nopsaake, yctaHoBieHHom degepanbHbiMm 3akoHom oT 21
Aekabpa 2021 roga N 414-93 "06 obwmx npuHUMNax opraHmMsaumm nybamMyHoi Bnactn B cybbekTax
Poccuitckoii depepaumn’.

Cratba 6. MONHOMOUMA MCMONHUTENbHbIX OPraHoB cybbekTa Poccuiickoii depepaumm npm
06palLeHUn neKapCcTBEHHbIX CPeacTB
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(8 pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

K nosHomoumam MCnonHUTENbHbIX OpraHoB cybbekTa Poccuiickoit deaepaunmn npu obpalieHmm
NIeKapCTBEHHbIX CPeACTB OTHOCATCA:
(B pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) paspaboTka W peanusaumsa  pPerMoHaNbHbIX Mporpamm obecnevyeHus  HaceneHus
NeKapcTBeHHbIMM Npenapatamu;

2) ycTaHOBNEHME Npeae/ibHbIX Pa3MepoB ONTOBbIX HAA0aBOK M NPeAENbHbIX Pa3MePOB PO3HUYHbIX
HanbaBoK K (GaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMM NEKAPCTBEHHbIX
npenapaToB, HAa NEKAPCTBEHHble NpenapaTbl, BKAIOYEHHbIE B MEPEYEHb KU3HEHHO HEOobXoaUMBbIX U
BaXKHEMLLMX NeKapCTBEHHbIX NPenapaTos;

3) ocyuwecTBieHMe pPernoHasbHOro roCyAapPCTBEHHOIO KOHTPOAA 33 MNPUMEHEHWEM LEH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHble B MNEpPevYeHb MKU3HEHHO HEeOoBXOAMMbBIX W BAXKHEWULINX
NIeKAPCTBEHHbIX MNpenapaToB, OpraHU3auMAMM OMTOBOM TOPrOB/AWM JIEKAPCTBEHHLIMU CPEACTBAMM,
anTeYHbIMW OPraHU3aLMAMMU, UHAMBUAYANbHBIMA MNPEANPUHUMATENSIMUN, UMEIOLLMMU JIMLEH3UIO Ha
bapMaLEeBTUYECKYIO AEeATENbHOCTb, MEAUUMHCKUMW OPraHM3auMaMMn, UMEKWUMWU NULEH3UIO Ha
bapmaueBTUYECKYIO AeATENbHOCTb, U MX 060CO6AEHHbIMU NOApPa3AeNEHUAMM, PACNONOKEHHBIMWA B
CeNIbCKUX HaCEeIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aumy;

(B pea. PepepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, 01 27.12.2019 N 475-$3, o1 08.08.2024 N 323-93)

4) npuHATUE pelleHns o6 MCMoNb30BaHUW Ha TeppuTopuu cybbekTa Poccuiickoit depepauum
Hapsdy C peuenTamyM Ha JieKapCTBeHHble npenapaTbl, opopmIeHHbIMM Ha BymarKHOM HocuTene,
peLenToB Ha JIeKapCTBEHHbIe npenapaTbl, CGOPMMUPOBAHHbIX B GOPME 3/TEKTPOHHbIX JOKYMEHTOB.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
CraTtba 7. Pa3paboTka U uspaHue rocyaapcTeeHHon dpapmaKoneu, pasmelleHre SaHHbIX O HeN

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHUMMaEeTCs CBog oblwmx dapmaKonenHbiX cTaTen u
dapmaKkonenHbIx cTaTe.

2. PaspaboTka ob6wmx dapmakonenHbix craten U dapmaKonerHblXx CcTaTei, B TOM u4ucne
dbapmaKkonerHbIx CcTaTe Ha ¢apmaKkonenHble CcTaHAApTHble o06pasubl, W BKAOYEHME WX B
rocygapcTBeHHy0 ¢GapMaKoner OCyLecTBAAITCA B MNOPAAKe, YCTaHOBAEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIbHOM B/IACTHU.

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

3. PaspaboTka dapmakoneinHol cTtaTb Ha pedepeHTHbI NeKAPCTBEHHbIN NpenapaT U BKAYEHME
€e B rocyapCTBeHHYO ¢dapmMaKonel B TEYEHME CPOKA AeNCTBUA 3alLMTbl UCKIHOYMTE/IbHOTO MpaBa,
YAOCTOBEPEHHOTO MAaTEHTOM Ha pedepeHTHbIM IeKapCTBEHHbIV NpernapaT, OCyLWEeCcTBAATCA C Corlacus
ero paspaboTumKa.

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

4. TocypapctBeHHaa dapmakones uM34aeTca  YNOAHOMOYEHHbIM  deaepanbHbiM  OpraHOM
NCMNOJIHUTENbHOM BNACTM 33 CYET cpeAacTB denepanbHOro 6IAXKETA U MOANEKUT NEPEU3LAHUAM HE peXKe
YeM OAMH pa3 B NATb JIeT, B MepUoL Mexay KOTOPbIMU U3AAI0TCA MPUIONKEHUSA K roCyAapCTBEHHOM
dapmaKonee, cogepxKaume obuwme dapmakoneiHble ctatbM UM (MAK) dapmaKkoneiHble CTaTby,
YTBEPXKAEHHbIE NOC/IE U34AHUS UK NEePEU3aHMA FOCYAapPCTBEHHOW dapmaKoneu.

5. YNo/IHOMOYEHHbI deaepanbHblii OpraH MCMOJAHWUTENbHOW BAACTU pasMellaeT AaHHble O
rocygapcTBeHHoM dapmaKonee 1 NPUNOKEHUAX K Hell Ha cBoem odpuumanbHom cainte B cetn "UHTepHeT"
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B YCTAHOB/IEHHOM UM NMopAaKe.

Fnasa 4. TMUEH3MPOBAHUE NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB
U ®APMALEEBTUYECKOW AEATENIHOCTU, TOCYAAPCTBEHHbIA KOHTPO/1b
(HAO30P) B COEPE OBPALLEHMNA NEKAPCTBEHHbIX CPEACTB
(8 pea. PegepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JluueH3npoBaHWe NPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTB U ¢apmaueBTUHEeCKOn
[EeATeNbHOCTH

1. InueHsnposaHmMe NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB U papMaLeBTUUYECKON AeATeNbHOCTU
OCYLLECTBNACTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickol deaepaumu.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 B u. 2 cT. 8 BHOCATCA nameHeHuaA (O3 ot 31.07.2025 N 304-D3). Cm. byayLLyto pegakLumio.

2. Ob6A3aTenbHbIM YCNOBMEM NPEAOCTaBAEHUA JIMLEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUIOKEHME K 3aB/IEHUIO COMCKATENA NNLEH3UN NEePEYHs NIeKapcTBEHHbIX Gopm n
(unn) Bupoe dapmaLeBTUYECKMX CybBCTaHLMI, KOTOpble NPOWU3BOAMTENb JIEKAPCTBEHHbLIX CPEACTB
HaMepeH NPoOu3BOAUTD.

3. B cyyae He0bX0AMMOCTM pacluMpeHns NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
JNIeKapCTBEHHbIX GOPM U BUAO0B papMaLLEBTUYECKUX CYOCTaHLMIN NPOMU3BOAUTE b IEKAPCTBEHHbIX CPeACTB
OOJIKEH MoAaTb B IMLEH3UPYIOWMIA OpraH 3asB/ieHne 0 BHECEHUM U3MEHEHUI B PeecTp JIMLLEH3UI Ha
NpPOM3BOACTBO SIEKAPCTBEHHbIX CPEACTB.

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

4. InueHsna Ha NPoM3BOACTBO /IeKapPCTBEHHbIX cpeacTs (PpapmaueBTUYeckol cybecTaHuumu cnupTa
3TUNOBOro (3TaHoNa) BbIZAETCA MPWU YCOBMU HaAMYMA Yy OpPraHM3aumm Ha npaBe COBCTBEHHOCTW,
XO035ACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNpPaBNEHNA OCHOBHOMO TEXHO/OMMYECKOro 060opyA0BaHmMA
ONA NPOM3BOACTBA 3TU/IOBOrO CMNMPTA, 3apPermcTpMpoBaHHOIO B COOTBETCTBMM €O cTatben 14.1
depnepanbHOro 3akoHa oT 22 Hosbpa 1995 roga N 171-d®3 "O rocynapCTBEHHOM peryanpoBaHum
npou3BoAcTBa M 060pOTa 3TUIOBOFO CNMPTa, aJKOTO/IbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUMN U 00
orpaHu4YeHmmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKkumm".

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

Cratba 8.1. Oco6eHHOCTM NUUEeH3UPOBaHUA MPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB
(bapmaueBTuuecKoii cybcraHumum cnupTa aTMNoBoro (aTaHona)

(eBegeHa degepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

1. [eictBMe /NMUEH3UM Ha NPOMU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (papmaueBTUYECKOM
cybcTaHUMM cnupTa 3TMAOBOro (3TaHo/Ma) NMPUOCTaHAB/AMBAETCA B YacTM MpaBa Ha NPOWM3BOACTBO
dbapmaueBTUYEeCcKon cybCcTaHLMM CnnpTa 3TUAOBOrO (3TaHOMA) JIMLEH3MPYIOWMM OPraHoOM B C/y4asXx,
onpeaeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMMU
OTAEeNbHbIX BWOOB AeATEeNbHOCTM", a TaKXKe Ha CPOK MNPWOCTAHOB/IEHMA AENCTBMA JIMLEH3UM Ha
Npon3BOACTBO 3TUI0BOrO CNNpPTa 415 NPOU3BOACTBA papmMaL,eBTUYECKOM CybCTaHL MM CNUpTa 3TUN0BOTO
(sTaHONA), BblAAHHOM B cooTBETCTBUM ¢ PeaepanbHbiM 3aKOHOM OT 22 HoABpa 1995 roga N 171-d3 "O
rocyaapcTBEHHOM peryinMpoBaHMM NPOM3BOACTBA U 060pOTa 3TMIOBOFO CMNMPTA, aJIKOrOJIbHOM M
cnupTocoAaep Kallel NpoayKUumn 1 06 orpaHnyeHum notpebneHma (pacnuTns) ankorobHoM npoaykumm'.

2. [eicTBMe AMUEH3UM Ha MNPOM3BOACTBO JIeKAapCTBEHHbIX cpeacTB (dapmaueBTUyecKon
cybCcTaHUMM cnupTa 3TUNOBOrO (3TaHoNa) B 4YacTM NpaBa Ha MNPOM3BOACTBO (dapmMaLeBTUYECKOM
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cybCcTaHUMM cnupTa 3TMAOBOrO (3TaHOMA) NpeKpallaeTca AUULEH3MPYHOLWMM OpPraHoM B CAyYasX,
onpeaeneHHblx ctaTtben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nunuyeHsnpoBaHMMU
OTAENbHbIX BMAOB AEATENbHOCTM', a TaKKe C AaTbl NPEKPALEeHUA WMAW aHHYMPOBAHUA AEUCTBUA
JIMLLEH3UM Ha NPOU3BOACTBO 3TMNIOBOFO CRMpTa ANA NPou3BoAacTBa dapmaueBTUUECKON cybCcTaHumum
cnupTa 3TUNOBOro (3TaHo/a), BblAAHHOM B cooTBeTCcTBMM ¢ PegepanbHbiM 3aKOHOM OT 22 Hosabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryavMpoBaHMM NPOM3BOACTBAa M 0BOpPOTa 3TU/IOBOTO CNMPTAa,
a/IkoroNlbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
a/IkorosbHOM npoaykumn'.

Cratba 8.2. Oco6eHHOCTM AnuuUeH3upoBaHUA ¢apMaLEeBTUUECKOW [OeATeNbHOCTU B YacTu
OCYLLECTB/IEHMA ONTOBOM TOProB/IN IeKAaPCTBEHHbIMMU CPpeaCcTBaMM

(sBepeHa desepanbHbiMm 3akoHOM 0T 04.08.2023 N 428-93)

1. JeicTtene nnueHsnm Ha GpapmaLleBTUHECKYIO AEATENbHOCTb B YacTM OCYLLECTBAEHUA OMNTOBOM
TOProB/M  JIEKAPCTBEHHbIMM  CpPeAcTBAMM  ANA  MEAMUMHCKOTO  MPUMEHEHMA  MpeKpaliaerca
JINUEH3NPYIOWMM OPraHoOM B CAyYanx, onpeaeneHHbIx ctatbein 20 PeagepanbHOro 3akoHa ot 4 masa 2011
roga N 99-®3 "O /nMUEH3MPOBAHUM OTAENbHbIX BWAOB AeATEeNbHOCTM", a TaKXe Mo peLleHuto
JNINLEH3NPYIOLLEFO OpraHa, NMPUHATOMY B COOTBETCTBMM C HACTOALLEN YacTblo. B cnyyae BbiABAEHMA NpuU
ocyllecTBNeHun deaepanbHOro rocygapcTBEHHOrO KoHTpona (Hagsopa) B cdepe obpalieHus
JIeKapCTBEHHbIX CPeACTB HapyLUEeHMUA OpraHu3aLMell ONTOBOW TOProB/N NeKapCTBEHHbIMU CPeacTBaMMm
TpeboBaHuMit yacten 1 - 3 cratbm 53 Hactoswero PenepanbHOro 3aKoHa AEUCTBUE NNLEH3UKM Ha
dapmMaLeBTMUECKYIO AEeATENbHOCTb B 4YacCTM OCYLLECTB/IEHUS ONTOBOM TOProB/AM /IEKAPCTBEHHbIMU
cpeacTBamm AnAa MeauMUNMHCKOro NpUMEHEHUS NPUOCTaHABIMBAERTCA B TeYEHUe AecATU paboymx AHel co
[OHS BbIAB/NEHUA YKa3aHHOro HapyweHus. [encTene MMUEH3MN Ha GpapmMaLeBTUYECKYIO AeATeNIbHOCTb B
YaCTU OCYLLECTB/IEHMA ONTOBOM TOPrOBAM JIEKAPCTBEHHbIMM CPeAcTBaMM AN MEeAULMHCKOro
NPUMEHEHNA NPUOCTaHAB/IMBAETCA HA CPOK, KOTOPbIN oNpeaenaeTcs MMUEH3UPYIOWMM OpraHom (Ho He
MeHee 4Yem Ha OAMH MecAl), MO WUCTeYEHMU KOTOPOro AeWCTBME AAHHOW NULEH3UM MNOANENKUT
NpeKpaLeHnto Ha OCHOBaAHUM PELLEHNSA INLEH3UPYIOLLLErO OpPraHa, 3a UCK/IIOYEHNEM C/lyYas, YKazaHHOro
B 4acTM 2 HacTOALLEN CTaTbM.

2. OeiictBME NNLEH3MM Ha dapMaLLeBTUYECKYIO AeATe/IbHOCTb B YacTU OCYLLECTB/IEHUS ONTOBOW
TOProB/M JIEKAPCTBEHHbIMW CPEACTBAMM  ANA  MeOMUMHCKOrO MPUMEHEHUs, [EeUCTBME KOTOpOW
NPWUOCTAaHOB/IEHO B COOTBETCTBUM C YacTbto 1 HACTOALWLEN CTAaTbW, NOANEXKMT BO30OHOBNEHUIO B C/yYae,
€c/in B Nepuog NpMoCTaHOBAEHUA AEUACTBMA AAHHON JIMLEH3UM B pamKax aocynebHoro obrkanoBaHus
pelleHme KOHTPOJIbHOTO (HaA30pHOr0) opraHa B YacTu BbIABNIEHHOIO HapyLueHUs TpeboBaHMt YacTen 1 -
3 ctaTbm 53 HacToAwwero PenepanbHOro 3aKOHa OTMEHEHO. B yKaszaHHOM ciyyae AeiCcTBME NNLEH3UM Ha
bapmaLeBTUYECKYIO AeATE/NIbHOCTb B 4acTUM OCYLLECTB/IEHMS OMNTOBOM TOProB/M NIEKAPCTBEHHbIMM
CpeAcTBaMM 418 MegMLMHCKOro NPUMeHeHUs BO306HOBNAETCA He No3gHee 04HOro paboyero AHA Co gHA
OTMEHbI PeLUeHNs KOHTPObHOTO (HaA30PHOr0) opraHa.

CraTtba 9. NlocypapcTBeHHbIW KOHTPOAb (Hag3op) B chepe obpalueHnn 1eKapCcTBEHHBIX CPeacTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocymapcTBeHHbI KOHTpoAb (Hag3op) B coepe o06palleHMs NEeKapCTBEHHbIX CPeacTs
OCYLLEeCTBNISIETCA NOCpeacTBOM ¢efepasbHOro rocyapcTBEHHOro KoHTpons (Hazgsopa) B coepe
obpalleHna NleKapcTBEHHbIX CPeacTB U denepasnbHOro rocyfapcTBEHHOIO JIMLEH3MOHHOMO KOHTPO/IA
AesATeNbHOCTM MO NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX dpeaepasbHbIMU OpraHamum
NCMONHUTENbHOW BNACTU, YNOJHOMOYEHHbIMYM MpaBuTenbcTBom Poccuiickon Pegepaumn.

2. MNpegmetom denepanbHOro rocyAapcTBEHHOTO KOHTPosA (Haa3opa) B chepe obpalueHus
NleKapCTBEHHbIX CPeACTB ABAAIOTCA:
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1) cobnogeHne obsasaTenbHbix TpeboBaHUI B chepe 0bpalleHNs NeKapCTBEHHbIX CPeACTB, B TOM
yucne:

a) TpeboBaHUN K [OKJAMHUYECKUM WCCNEeAO0BAHUAM JIEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM
ncCcNefoBaHUAM  NIEKAPCTBEHHbIX MPEenapaToB, W3roTOB/NEHMWIO, XPaHEeHWIo, NepeBO3Ke, BBO3y B
Poccuiickylo depepaumio, OTNYCKY, peanusauuu, nepegaye, Npoaaxke /NEeKapCTBEHHbIX CPeacTs,
NPMMEHEHUIO NIEKAPCTBEHHbIX MPEnapaToB, YHWUYTOMKEHUIO JIEKApPCTBEHHbIX CPEACTB, YCTaHOB/EHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPEenapaTtoB LUEH Ha NeKapCTBEHHble Mpenapatbl, BKAIOYEHHblE B
nepeyeHb KM3HEHHO HEOBXOANMbIX M BarKHENLIWX IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHWI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, HaxoAAlMxcA B obpalieHun,
noKasartensam Kadectsa, 3¢pHeKTMBHOCTM M 6e30MacHOCTH, YCTaHOB/IEHHbIM B COOTBETCTBUMN C HACTOALWMM
degepanbHbIM 3aKOHOM;

B) TpeboBaHUI K cobntoaeHno cybbeKkTamm 06paLLeHUs NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B
yacTtn 1 ctatbum 67.1 HacTosAwero PeaepanbHOro 3aKOHa, orpaHUYeHUI, Hanaraemblx cTatbaMmmn 67.1 n 67.2
HacToAwero ®eaepanbHOro 3aKOHa;

2) cobnogeHve  AUUEH3MOHHbIX TpeboBaHMI K OCyLecTBleHU0  papmaLeBTUYECKOW
AeATeNbHOCTH;

3) cobnoaeHme TpeboBaHUI K NpeaoCcTaBeHUI0 CybbeKTamm 0bpaLleHns 1eKapCTBEHHbIX CPeCcTs
MHbOPMaLMKN O JIEKAPCTBEHHbIX CPEACTBAaX U (MIM) NeKapCTBEHHbIX MpenapaTtax, NpeaycMOTPEHHOM
ctatbsamn 9.1, 52.1, 52.2 n 64 Hactoawero PeaepanbHOro 3aKoHa;

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 n. 4 4. 2 cT. 9 yTpaumBaeT cmuny (43 ot 20.10.2022 N 405-D3).

4) cobntopeHne npesyCcMoOTpPeHHbIX cTaTbel 55.1 HacToawero ®eaepanbHOro 3akoHa TpeboBaHuii
K MpOBEeAEHUIO SKCNEPUMEHTA MO OCYLLLECTBAEHWNIO PO3HUYHOM TOPTrOB/IM IEKAPCTBEHHbIMM NpenapaTamm
AN MEeAMUMHCKOTO MPUMEHEHMs, OTMYCKaeMbiMM MO peLenTy Ha JeKapCTBEHHbIM npenapart,
ONCTaHLUMOHHbIM cnocobom.
(n. 4 BBepeH dPepepanbHbim 3akoHOM 0T 20.10.2022 N 405-93)

2.1. B uenax obecneyeHusa rocyaapCTBEHHOIO KOHTpons (Hagsopa) B cdepe obpalleHuUs
NIeKapCcTBeHHbIX cpeacTB  defepanbHblit  OpraH  WUCMOJHUTENbHOM  BAACTM,  OCYLLECTBAAIOLLUN
rocyapCTBEHHYIO PErMcTpaumio SIeKapCTBEHHbIX MpenapaTos, NpeaocTaBnseT pensepanbHOMY OpraHy
WCMNONHUTENBHOW BAACTW, OCYLLECTBAAIOWEMY OYHKUMM MO  KOHTPOAK W  Hagasopy B coepe
34,paBOOXPaAHEHMSA, NO €0 3aNpPOCy B PamMKax MeXBeAOMCTBEHHOIO MHGOPMALLMOHHOIO B3aMMOAEeNCTBUA
B MNOpAAKe, YCTaHOB/NEHHOM YyKasaHHbIMKU deaepanbHbIMW  OpraHamMv  MUCNONHUTENbHOM  BAaCTy,
cnepylolime CBeAeHWA O JIeKapCTBEHHbIX CPeACTBax, B TOM YMCae B C/y4Yae, €c/vM Takue cBedeHun
COCTaBNAIOT KOMMEPYECKYIO TalHY:

1) cBeaeHUn o papmaueBTUYECKOW cybCcTaHUMm:

a) HaumeHoBaHKe dapmaLeBTUYECKOM cybCcTaHLMK, ee CTPYKTypa, obLme CBOICTBa;
6) HaumeHOBaHWe ¥ aapec NPOU3BOAUTENS;

B) CBOMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

r) XapaKTepucTMKa npumeceit;

A) cneunouKaums Ha papmaueBTMYecKyto cybcTaHUuio n ee 060CHOBaHME;
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€) aHa/NuMTUYEeCKMe MEeTOAMKU, WCMONb3yemble NPU  OCYLLECTB/IEHUM KOHTPOAS  KayecTBa
dapmaLeBTMUYECKON cybCcTaHLMu;

) pesynbTaTbl aHa/IM30B cepuin papmaLeBTMUYECKOM CybCcTaHLUW;

3) nepeyeHb CTaHAAPTHbIX 06Pa3LOB UK BELLECTB, UCMO/b3yeMbIX NPU OCYLLLECTBAEHUN KOHTPONS
KayecTBa papmMaLLeBTUYECKON CyDOCTaHUNK;

1) ONMCcaHUe XapaKTePUCTMK U CBOMCTB YNaKOBOUYHbIX MaTEPNaNO0B M YKYNOPOUHbIX CPeACTB;
K) AaHHble 0 cTabunbHOCTN dapmaLLeBTUYECKOWN cybcTaHLMu;

N) CPOK rOAHOCTY;

2) cBefieHMA 0 IeKapCcTBEHHOM npenapaTe A8 MeAULMHCKOro NPpUMEHeHUs:

a) onucaHMe U CoCTaB /IeKapCTBEHHOrO Npenaparta A1a MeAULUHCKOro NPUMEHEHUS;

6) onucaHuMe dapmaLeBTUYECKON pa3paboTkm (obocHoBaHWe BbIBOpa cocTaBa, NEepPBUYHOM
YNaKOBKW);

B) HanmeHoBaHME U agpec MmecCta OCylecTBieHNA NPOU3BOACTBA Z1IEKAPCTBEHHOIO Npenaparta AnA
MeaNnUNHCKOro npumMmeHeHumA (B cQnydyae HaanmymAa HEeCKOJIbKMX Yy4YaCTHMKOB npouecca npounssBoacTtBa
HEO6XO[],MMO YKa3aTb HAaMMeHOBaHME U agpec KaxXa0oro n3 HMX),‘

r) MUKpobroNorMyeckne xapakTepuUCTUKKy;
[1) OnN1caHne XapaKTEPMUCTMK 1 CBOMCTB YNaKOBOYHbIX MaTePManoB U YKYNOpPOUYHbIX CPEACTB;
e) TpeboBaHMA K Ka4ecTBy BCMOMOraTe/1bHbIX BELLECTB;

)K) dHaNNTUYECKNE METOAUKKN, UCNOJIb3yemMble MNPU OCYWECTB/IEHUN KOHTPO/ZIA KaA4YeCTBa
BCNOMOraTe/ibHbIX BELWECTB;

3) cBegeHunA 06 uMcnonb3oBaHUM BCNOMOraTesbHbIX BewecTs 4esioBe4yeCkoro n XMBOTHOIO
NPOUCXOXKAOEHNA;

M) cBeaeHunA 06 MCNoNb30BaHMM HOBbIX BCMOMOTrATe/IbHbIX BeLlLecCTs,;

K) TpeboBaHMA K KayecTBy JIeKapCTBEHHOro npenapata Ans MeAMUMHCKOro npuMeHeHus
(cepTndukar, cneumndukaLma Ha NeKapCTBEHHbIV Npenapar n ux o06ocHOBaHKe);

I'I) dHaIMTUYECKNE METOAUKHKN, WUCMNOosIblyemMmble NpU OCYyLWeCTBNEHNUN KOHTPOA KayecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megnumHCKOro npuMmeHeHua,

M) pe3ynbTaTbl aHA/IN30B CEPUIN IEKAPCTBEHHOMO NpenapaTta 418 MeANUMHCKOTO NPUMEHEHNS;
H) XapaKTepucT1Ka Nnpumece;

0) nepevyeHb CTaHOAPTHbIX o6pa3u,03, Ncnonb3yemblX NMpn OCyuw,eCTtBZIEHUN KOHTPOJIA KayecCTBa
NEeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

I'I) AaHHble O CTabunbHOCTH NNIEKAPCTBEHHOTO NpenapaTta Ana meagnumMHCKOro npuMmeHeHuA,
3) OT4YETbl O AOK/IMHNYECKUX NCcneaoBaHUAX;

4) OTYETbl O KIMHUYECKNX nCcnenoBaHUAX;



5) macTep-dann cuctemol bapmakoHaa30pa;

6) nnaH ynpasBieHUsa pucKamu.
(yacTb 2.1 BBeaeHa DeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

3. Mpu ocywecTsieHnn ddeaepanbHOro rocygapcTBEHHONO KoHTpons (Hagsopa) B coepe
0ob6palleHMA IeKApCTBEHHbIX CPeACTB MNPOBOAATCA cledylolme BuAabl KOHTPOJIbHbLIX (Hag30pHbIX)
MepPONPUATUIAL

1) noKymeHTapHas NpPoBepKa;

2) Bble3aHanA NPOBEPK];

3) BbIDOPOYHbIN KOHTPO/1b KA4ecTBa;
4) KOHTPOJIbHAsA 3aKYMKa;

5) MHCNEKLUMOHHbIN BUSWUT;

6) HabnioaeHue 3a cobnogeHnem obasaTeNbHbIX TpeboBaHUI (MOHUTOPUHT 6e3onacHOCTH)
(dapmakroHagzop).

4. OpraHusaums 1 ocyLLecTeieHne dpeaepanbHOro rocyapcTBEHHOIO KOHTPOASA (Haasopa) B coepe
obpallleHMA NeKapCcTBEHHbIX CpeacTs peryampytotcs PegepanbHbim 3akoHom oT 31 utona 2020 roga N
248-®3 "O rocynapcCTBEHHOM KOHTpone (Hagsope) WM MyHMUMNAnAbHOM KOHTposie B Poccuitckol
depepaunn’.

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

6. MnaHoBbIM BbIGOPOYHDLIN KOHTPO/Ib Ka4yecTBa He NPOBOAMUTCS.

7. Mo pesynbTatam deaepanbHOro rocyAapcTBEHHOIO KOHTPoAA (Hagsopa) B chepe obpaleHun
JIEKapCTBEHHbIX CPeACTB HapA4y C peleHuAMM, npeasycmoTpeHHbimn PepepanbHbim 3akoHOM oT 31
niona 2020 roga N 248-®3 "O rocyaapCTBEHHOM KOHTpo/e (Haa3ope) U MyHUUMMNANbHOM KOHTPO/E B
Poccuiickoin depepaumnn, pesepanbHbIMU OpraHamMm UCNOAHUTENBbHOW BAACTU, YNONHOMOYEHHbIMU Ha
ocywectsneHne denepanbHOro rocygapCTBEHHOrO KOHTpons (Haasopa) B cohepe obpalieHus
JIeKapCTBEHHbIX CPeACTB, NPUHMMAIOTCA CAefyolWMe peLleHns:

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

1) o panbHeiwem rpaxgaHckom obopoTe cepuu, NAapTUM COOTBETCTBYIOLLErO /JIeKAapPCTBEHHOro
cpeacTBa B C/lyyae NOATBEPNKAEHMA NO pe3ynbTaTam NPOBEAEHHbIX UCMbITaHUA COOTBETCTBMA KayecTsa
NeKapCTBEHHOTO CPEeACTBA YCTaHOB/EHHbIM TpeboBaHUAM;

2) 06 U3BATUM U3 TParKAAHCKOro obopoTa cepun, NapTUKU COOTBETCTBYIOLLErO JIEKAPCTBEHHOrO
CpeacTBa B C/ydyae BbiABAEHMA MO pe3y/abTaTam NPOBEAEHHbIX UCMbITaHWIA HECOOTBETCTBMA KauyecTBa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/EHHbIM TPpeboBaHMAM;

3) o nepeBoAe NEKApPCTBEHHOrO CPeACTBa Ha NOCEPUIAHbIN BbIBOPOYHbIN KOHTPOAb KauyecTsa
NeKapCcTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIABJAEHMSA HECOOTBETCTBUA KayecTBa JIeKapCTBEHHOro
cpeAacTBa yCTaHOBNEHHbIM TpeboBaHMAM M (Npu HeobxoAMMOCTM) O NpoBepKe cybbekTa obpalleHus
NeKapcTBeHHbIX cpeacTs. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUNHOrO BbIBOPOUYHOTO KOHTPOAA,
OMNaunMBaloTCA NPOU3BOAMTENIEM JIEKAPCTBEHHOro cpeactsa /Mbo AepaTenieM WAM BNafesbLem
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOO Npenapara;

4) O CHATUM NEeKapCTBEHHOro cpeacrtea C I'IOCGpI/IVIHOI'O Bbl60p0‘4HOFO KOHTPONA Ka4yecCTBa
NEKapPCTBEHHbIX CpeactB Ha OCHOBaHUU TNONOMUTEJIbHbIX 3KCNEPTHbIX 3aKﬂ}O'~IEHI/Il‘/JI, BblaHHbIX
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depepanbHbIM rocygapcTBEHHbIM BIOAMKETHBIM yYypexKaeHnem, NoaBeaoMCTBEHHbIM deaepanbHOMY
OpraHy MCMO/HUTENIbHOM BAAaCTW, ocyllecTBastowemMy ¢GyHKUMM MO KOHTPO/O M Haa3opy B chepe
3[1paBOOXpaHeHuA, Unn peaepanbHOMY OpraHy UCNONHUTENbHON BNACTU, OcylecTBasoweMy GyHKLMU
Mo KOHTPOIO U Haa3opy B chepe obpalLeHMsa NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOTO NPUMEHEHMUS,
Ha OCHOBaHMM NPOTOKO/1Ia UCMbITAHUN NEKAPCTBEHHOrO CPeACTBa, NPOBEAEHHbIX MO BCEM MOKa3aTensam
YTBEPKOAEHHON HOPMATUBHOW AOKYMEHTauMu (HOPMATUBHOIO AOKYMEHTA) B OTHOLWEHWUW TPex cepui
NIeKapCTBEHHOrO CpeAacTBa.

(n. 4 BBepgeH PepepanbHbiM 3akoHOM oT 30.01.2024 N 1-$3)

8. depepanbHbIM rocyAapCTBEHHbIN NULEH3NOHHbBIN KOHTPOJIb AE€ATEbHOCTU MO MPOM3BOACTBY
JNIEKAPCTBEHHbIX CPEeACTB OCYLIeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckom
depgepaunn.

Cratba 9.1. Mporpamma npoBepoK
(sBepeHa desepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. B uenax opraHun3aLmm BbIBOPOYHOrO KOHTPO/IA KayecTBa JIEKaPCTBEHHbIX CPeACcTB GopmupyeTcs
nporpamma npoBepOK.

2. Ana uenen peannsaumm nNporpammbl NPOBEPOK NPOM3BOAMTENN NIEKAPCTBEHHbIX CPEACTB U
OpraHusaumn, OCYLLECTBASIOWME BBO3 JIEKAPCTBEHHbIX cpeacTB B Poccuiickyio  dPepepaumio,
npeaocTaBAAlOT B  OTHOWEHWUM JIEKAPCTBEHHbIX CPeacTB ANs  MEeAMUMHCKOIO MPUMEHEHUs B
YNONHOMOYEHHbIN ¢deaepanbHbli OpraH WMCNOAHUTENbHOM BAACTM, OCYLLECTBAAKWMA PYHKUMKM NO
KOHTPO/IIO W Hagsopy B cdepe 34pPaBOOXPAHEHMA, B OTHOLIEHMM NEKAPCTBEHHbIX CPeACTB AAA
BETEPUHAPHOIO MPUMEHEHUA B YMNOJIHOMOYEHHbIN ¢eaepasnbHblit OpraH WCNOJIHUTE/IbHOM BIAcTy,
OCYLLECTBAAILWMIA PYHKLUMN NO KOHTPOO U Haa30py B chepe obpalleHns IEKapCTBEHHbIX CPEACTB A/1A
BETEPUHAPHOIO NPUMEHEHUA, CBEAEHMA O Cepusax, NapTUAX SIeKapCTBEHHbIX CPeACTB, NMOCTyNatoLWmX B
rpakgaHckmin obopot B Poccuiickoi Pepepaumm, B nopagke, coctaBe m obbeme, YCTaHOBAEHHbIX
yKasaHHbIMK desepanbHbIMM OpraHaMmn UCNOIHUTENIbHOM BNACTU B OTHOLLIEHMM IEKAPCTBEHHbIX CPEACTB
AN MeOMUMHCKOTO NPUMEHEHMA M B OTHOLIEHWW NEKApPCTBEHHbIX CPeACTB ANA BeTePUHAPHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. Mporpamma nNpoBepoK GOPMUPYETCA Ha KaneHaapHbld rog B cpok o 30 aekabps roaa,
npeaLecTByOLWEro roay nposeaeHUs BbIBOPOYHOro KOHTPONSA.

4. B cny4yae HacTynaeHua cobbITU, yKa3aHHbIX B noAnyHKTax "6" n "B" nyHKTa 2 yactu 6 HacTosAllewn
cTaTbu, peaepanbHbIM OPraHOM MUCMOHUTENbHOM BAACTW, OCYLLECTBAAOWMM GYHKLMM NO KOHTPOIO U
Hagsopy B cdepe 34paBooxpaHeHus, denepanbHbIM  OPraHOM  UCMOAHWUTENLHOW  BAACTW,
OCyLLEeCTBAAOLWMM GYHKLMM MO KOHTPOJIIO U Hagzopy B chepe 06palLeHUsa NeKapCTBEHHbIX CPeACTB A/f
BETEPUHAPHOIO NPUMEHEHUA, NPU HeobXOAMMOCTM BHOCATCA COOTBETCTBYHOLWME W3IMEHEHUS B
nporpammy npoBepPOK.

5. B nporpammy npoBepoK MOTyT BKOYATLCA MEPOMNPUATUA C YUETOM HapyLLUEHWU, BbIABJEHHbIX B
PaMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPOMNPUATUIA 33 NPeabIAYLLMIA KaneHAAPHbIV roa,

6. Mporpamma NPoOBEPOK COAEPIKUT:

1) nepeyeHb NeKapCTBEHHbIX CPeACTB, OTOOP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PaMKax
BbIBOPOYHOr0 KOHTPOA, GOPMUPYEMBIIA C YH4ETOM Pe3y/bTaToB rocyAapCTBEHHOrO KOHTpoAA (Haa3opa)
B cpepe obpalleHNa NeKapCTBEHHbIX CPeACTB 3a KaneH4apHbIi rod, NpeALecTsyowmniA roay nposeaeHms
BbIBOPOYHOrO KOHTPONS;

2) YKa3aHue Ha CO6bITMe, HaCTynieHne KOTOopOoro ABAAeTCA OCHOBaHUMEM [ON1A OCyWweCTBIEeHUA
Bbl60p0‘-IHOI'O KOHTpOANA:
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a) nonyyeHue ceBefeHUN, NpeacTaBaAseMbIX B COCTaBe U 06beme, YCTaHOBAEHHbIX denepasibHbIM
OpPraHOM WCMOJIHUTENbHOM BAACTW, OCYLLECTBAAIOWMM YHKLMU MO KOHTPOJO M Hags3opy B chepe
3/1paBooOXpaHeHua, denepasibHbIM OPraHOM MCMNOAHUTENIbHOW BAACTM, OCYLLECTBAAIOWMM YHKUUM MO
KOHTPO/II0 1 Haa3opy B chepe obpalleHns NekapCTBEHHbIX CpeacTB A5 BETEPUHAPHOIo NPUMEHEHUS, O
cepusx, MapTUAX JNIeKAPCTBEHHbIX CPeACTB, MOCTyNaloWwMx B rpaxAaaHCKMi obopoT B Poccuintckoit
depepaunn, yKasaHHbIX B NyHKTe 1 HacToAWelM 4acTM, OpPraHU3auMAMM, OCYLLECTBASOWMMU
Npou3BOACTBO NEKAPCTBEHHbIX cpeacTB B Poccuiickon degepaunm 1M BBO3 JIEKAPCTBEHHbIX CPeacTB B
Poccuitckyto degepaumio, 3a UCKAOYEHNEM CEPUI UM NAPTUIA NEKAPCTBEHHbIX NPENapaToB, YKasaHHbIX
B 4acTh 4 ctatbm 52.1 1 yacTn 6 cTaTbm 52.2 HacTosAwero PeagepanbHOro 3aKOHa;

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

6) nonyyeHue nocTtynatolleit B NopaaKe, yCTaHOBNEHHOM cTaTbel 64 HacTosAlero ®eaepanbHOro
3aKoHa, MHPOopMaLuMM 0 NOBOYHbIX AEACTBUAX, HEXENATEbHbIX PEAKLMAX, CEPbE3HbIX HEXKENATENbHbIX
peaKkumax, HenpeaBUAEHHbIX HEXeNaTeNbHbIX PeakLMAX NPU NPUMEHEHUM NEKAPCTBEHHbIX NPENapaTos,
06 MHAMBUAYaNbHON HEMNEPEHOCMMOCTU, OTCYTCTBMM 3DDEKTUBHOCTU NEKAPCTBEHHbIX NpenapaTtos, a
TakKe 06 MHbIX $aKkTax MU 06CTOATENBCTBAX, NPEACTABAAIOWMX YIPO3Y KMU3HU UAM 340POBbI0 Ye0BEKA
B0 KMBOTHOTO NPU MNPUMEHEHUN NEKAPCTBEHHbLIX MPENapPaToOB M BbIABMEHHbIX Ha BCex 3Tanax
0b6palleHMA NeKapCcTBEHHbIX NpenapaTos B Poccuitickoit depepaumm n Apyrux rocyaapcreax;

B) mosiydeHne B cooTBeTcTBMM € PeaepanbHbiM 3akoHOM oT 31 uiona 2020 roga N 248-93 "O
rocyapCTBEHHOM KOHTpoJsie (Hag3ope) M MyHUUMNanAbHOM KoHTposne B Poccuiickont ®epepaunn”
CBEAEHUN O NPUUYMHEHUM Bpeda MAM 06 yrpose NPUUYMHEHUA Bpeda KU3HW, 340POBbIO FpaXkaaH MK
YKUBOTHDbIX.

Ctatba 9.2. locypapcTBeHHbIW KOHTpPOAb (Hag3op) 3a peanusauueit UCMNOJIHUTENbHbIMM
opraHamu cyb6vekToB Poccuiickoii ®deaepaunm nonHomouuii B cpepe obpalieHus NeKapcTBeHHbIX
CpeAcTB ANA MeAULIMHCKOro NpMMeHeHUA
(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

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

1. focypapcTBEHHbIN KOHTPOb (HaA30p) 3a peanm3auneit UICNOHUTENbHbIMU OpraHamu Cy6beKkToB
Poccuitckoit Pegepaumm nonHomoumin B chepe obpalleHmA NeKapCTBEHHbIX CPEACTB A8 MeAMULMHCKOro
NPUMEHEHNA OCYLLLECTBAAETCA YNOJHOMOYEHHbIM MpaButenscTBom Poccuitickon Pepepauumn opraHom
NCMNONHUTENbHOM BNACTK.

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

2. MpegmeTomM rocyfapCTBEHHOrO KOHTpoAns (Hag3opa) 3a peanusaumeint UCNOAHUTENbHbIMMU
opraHamu cybbekToB Poccuitickon Pepepauum noaHomoumin B cdhepe 06paLLEHMA NEKAPCTBEHHbIX
CpeactB  gaa  MeOMUMHCKOrO  NPUMEHeHMA  ABasetca  cobntogeHne  yNnoJIHOMOYEHHbIMM
NCNOIHUTENbHbIMM OpraHamm cybbekToB Poccuinickon depepalmm MeTOMKM YCTaHOBAEHUA NPeesbHbIX
pasMepoB OMTOBbIX Haf0aBOK M NpeAenbHbIX PA3MepPOB PO3HMYHBbIX Haf0aBOK K (aKTUYECKMM
OTMYCKHbIM LLeHaM, YCTAaHOB/IEHHbIM MPOU3BOAUTENAMM NEKAPCTBEHHbIX MPEnapaToB, HA IEKAPCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNepeyeHb MM3HEHHO HeOobXOAMMBIX W BaXKHEWLWMX JN1eKAPCTBEHHbIX
npenaparos.

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

3. TMpu oOCywecTBNEHUM TOCYAAPCTBEHHOTO  KOHTpons  (Haa3opa) 33  peanvsauuvent
NCNOSIHUTENbHBIMU OpraHamn cybbekToB Poccuitickolt ®epepaummn nonHomounin B chepe obpalueHumn
NeKapcTBEHHbIX CPEACTB AN MeAULMHCKOro NPUMeHeHUA NPOBOAATCA CAeayloLme BUAbl MEPONPUATHIA:
(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) AOKYMeHTapHble NPOBEPKMY;

2) Bble3aHble MPOBEPKMU.
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4. OpraHusauma M OcyllecTB/eHMEe TFOCYAapCTBEHHOro KOHTposiA (Haa3opa) 3a peanusaumen
NCNOSIHUTENbHBIMU OpraHamn cybbekToB Poccuitickolt ®epepaummn nonHomounin B chepe obpalueHumn
NeKapCTBEHHbIX CPEACTB A1 MEAUUMHCKOTO NPUMEHeHUs peryampytotcs degepanbHbiM 3aKoOHOM oOT 21
Aekabpa 2021 roga N 414-93 "06 obwmx npuHUMNax opraHmMsauMm nybaMyHoOM BnactTn B cybbekTax
Poccuitckoit degepaumn’.

(B pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

5. MonoxeHne o rocygapCTBEHHOM KOHTposie (Hazsope) 3a peanusaumeinn MCNOAHUTENbHbIMU
opraHamu cybbekToB Poccuiickoit ®epepaumm nonHomoumn B chepe obpalleHUA NeKapCTBEHHDIX
CPeACTB A9 MeAULMHCKOIo NpMMeHeHus yTeepxaaetca MNpasutenbcteom Poccuiickoli eaepaunn.

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

Cratba 9.3. PerMoHanbHbIli rocypapcTBeHHbI KOHTPOMb (HAaA30p) 3a NPUMEHEHMEM LIeH Ha
NleKapCcTBeHHble NpenapaTtbl, BK/IOYEHHble B NepeuyeHb KU3HEHHO Heo6X0AMMBIX M BaXKHeunwuX
JIeKapCTBEHHbIX NpenapaTos

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

1. PeroHanbHbI rocyAapCTBEHHbIV KOHTPOb (HaA30p) 338 NPUMEHEHUEM LieH Ha IEKAPCTBEHHbIE
npenapaTtbl, BKNIOYEHHblE B MNepPeYeHb KU3HEHHO HEeOoBXOAMMbBIX W BAXKHEMLUMX JIeKapCTBEHHbIX
npenapaTtoB, OCYLLECTBAAETCA WCMOAHUTENbHBIM OpraHom cybbekta Poccuitickolt ®depepaumny,
YNOAHOMOYEHHbIM BbICLIMM MUCTIONHUTENIbHBIM OpraHom cybbekTa Poccuiickoit Peaepaumn.

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

2. MpegmeToM PermoHabHOro rocyapCTBEHHOIO KOHTPOASA (Hag3opa) 33 NPUMEHEHMEM LLeH Ha
JIeKapCTBEHHble MpenapaTbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BaKHEMLIUX
NIEKapCTBEHHbIX  MPEenapaTos, ABAAETCA  COO/AOAEHWE  OpraHu3auusaMM  OMTOBOM  TOPrOBAU
JIeKapCTBEHHbIMU CPEACTBAMM, anTEUYHbIMW OPraHM3aLMAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMMU,
UMELWMMM NINLEH3NIO Ha GdapMaLeBTUYECKY0 AeATeNbHOCTb, MEAMUMHCKMMU OpraHM3aumamy,
UMEIOLLMMM JINLLEH3MIO HA GapMaLLEBTUYECKYIO AeATE/IbHOCTb, U X 060COBEHHBIMW NOAPA3AENEHUAMMU,
PacnoIoXeHHbIMU B CE/IbCKMUX HACeIeHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu,
Npy peanvsaLymmn eKapCTBEHHbIX NPenapaTos TPebOoBaHUI K NMPUMEHEHUIO LieH, YPOBEHb KOTOPbIX He
OO/MKEH npeBbllwaTb CymMMy ¢aKTUYECKOW OTMYCKHOM UgeHbl, YCTAaHOB/AIEHHOW NpPOM3BOAMUTENIEM
JIeKapCTBEHHbIX MPENAPATOB, M KOTOPbIE HE MPEBbLILLAIOT 3aPErMCcTPUPOBAHHBIX NPELEbHbIX OTMYCKHbIX
LEH, U pasMepoB OMTOBbIX HaAbaBOK W (MAKM) PasMepPoB PO3HUYHbLIX HaAOABOK, He MPEBbLIWAOLWNX
COOTBETCTBEHHO Pa3MepoB NpeaenbHbIX ONTOBbLIX HaA6aBOK U (MIM) PasMepPoB NpeaebHbIX PO3HUYHbIX
HaabaBOK, YyCTaHOB/IEHHbIX B cybbekTe Poccuitickoli degepaumm.

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

3. OpraHusaums M oCyLlecTBNEHNE PErMOHaNbHOIO0 roCyAapCTBEHHOrO KOHTpons (Haa3opa) 3a
NPUMEHEHMEM LEH Ha JIEKapCTBEHHbIe NPenapaTbl, BKAKOYEHHbIe B NepeYeHb *KU3HEHHO HEOOXO4MMbIX
M Ba)XHEMLIMX NIeKAapCTBEHHbIX NpenapaTos, peryampytotca PegepanbHbim 3akoHom oT 31 mniona 2020
roga N 248-®3 "O rocyaapcTBEHHOM KOHTpo/e (Haa3ope) U MyHMUMMNaNbHOM KOHTpoae B Poccuiickoit
depepaunn’.

4. MNonoxKeHne 0 permoHanbHOM FroCyapCTBEHHOM KOHTpo/e (Hag3ope) 3a NpUMMEHEHMEM LLEH HA
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNepevyeHb KU3HEHHO HeobBXOAMMbBIX W BaAXKHEMLINX
NIeKapCTBEHHbIX NPENapaToBs, YTBEPKAAETCA BbICLUMM UCMONHUTENIbHBIM OPraHOM CybbeKTa Poccuickom
depepaunn.

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

Cratba 9.4. depepanbHbl rocyaapcTBEHHbIA NULEH3UOHHBIA KOHTPO/b AEATeNbHOCTU MO
NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
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(eBepeHa DepepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. depepanbHbIii rOCYAAPCTBEHHbIN IMLEH3MOHHbIA KOHTPONb AEATE/bHOCTU MO NPOW3BOACTBY
NeKapcTBEHHbIX CPeacTB ocyllectBaseTcA ¢deaepasbHbIMU  OpraHaMy  UCMONHUTENBLHOM  BAIACTH,
YyNOAHOMOYEHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepauun.

2. ®egepanbHbIit rocygapCTBEHHbIM NNLEH3UOHHbIA KOHTPOAb AEeATeNIbHOCTM MO NpPOM3BOACTBY
JIeKapCTBEHHbIX CPeACTB OCYLLECTBAAETCA B cOOTBETCTBUM ¢ PepepanbHbiM 3akOoHOM OT 4 maa 2011 roga
N 99-®3 "O nnueH3npoBaHMM OTAENbHbIX BUAOB AeaTenbHocTU" 1 PegepanbHbiM 3aKoHOM OT 31 uions
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpone (Hagsope) M MyHULMMANAbHOM KOHTpo/e B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocygapCTBEHHOIO JIMLEH3MOHHOIO KOHTPOS
AeATeNbHOCTU MO NPOM3BOACTBY /JI€KAPCTBEHHbIX CPEACTB M/aHOBble KOHTPO/bHble (Haa3opHble)
MeponpusaTUA He NPOBOAATCA, NMPU 3TOM MPOBOAMUTCA Nepuogmyeckoe NoATBEP:KAEHME COOTBETCTBUSA
NNUEH3MATOB JIMLLEH3UOHHbIM TPpeboBaHUAM B cooTBeTCcTBUN ¢ PeaepanbHbiM 3aKOHOM OT 4 maa 2011
roga N 99-03 "O nnMueH3npoBaHUM OTAENbHbIX BUAOB AeaTesbHoCTH".

Fnasa 5. PASPABOTKA, AOKTMHUYECKUE NCCNEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KIMHUYECKUE NCCNNEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB A1 BETEPUHAPHOIO NMPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapcTBEHHbIX CPeacTB

1. Pa3paboTKa /leKapCTBEHHbIX CPeACTB BK/OYaeT B cebs MOMCK HOBbIX (apmMaKoiorMyecku
aKTUBHbIX BELLEeCTB, MocC/AedylolWee W3y4YeHWe WX JIeKAPCTBEHHbIX CBOWMCTB, [AOKAMHUYECKUE
nccnenoBaHuaA, paspaboTKy TexHosormin npoussoacTBa GapmaleBTUYECKUX CybCTaHUMI, pa3paboTky
COCTaBOB M TEXHO0MMIA NPOM3BOACTBA SIEKAPCTBEHHbIX NPenapaTos.

2. ®uHaHcoBoe obecneyeHne pa3paboTKM NEKAPCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYET:
1) cpeacTts denepanbHoOro broaxeTa;
2) cpeAacTs pa3paboTUMKOB IEKaPCTBEHHbIX CPeACTB;

3) cpeacts npou3BoAMTENEN  NIEKAPCTBEHHbLIX  CPeACTB  NPW  BbINOJIHEHWW  Hay4HO-
nccnenoBaTeNnbCkuMX  paboT Mo  [0roBopy Mexay paspaboTyMKom  IeKapCTBEHHbIX CPeacTB U
npou3BogUTENEM IEKAaPCTBEHHbIX CPeACTB;

4) VHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuiickoit degepalmm UCTOYHUKOB.

3. MNpasa pa3paboTunka NIeKapCTBEHHOro cpeacTsa OXpaHAKTCA rpaXKa4aHCKNUm
3aKOHOAATEe/IbCTBOM.

Cratba 11. JoKnnHuuyeckoe wuccnepoBaHue NEKAPCTBEHHOro cpeactsa ANA MeAULMUHCKOro
npumMmeHeHunA

1. JJoKAnHMYecKkoe mccnegoBaHue NEKApPCTBEHHOMO cCpeacTBa ANA MeAMUMHCKOro npumeHeHusa
nposoauTCA nNytem MNpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UenAxX nosiy4yeHMA [AO0Ka3aTe/lbCTB
6630I'IaCHOCTM, KayecCTBa U 3¢'(beKTMBHOCTVI NeKapCTBEHHOIO CpeacTea.

2. [JOKAMHWYECKOe UccneaoBaHWE NEKAPCTBEHHOIO CPeACTBa AN MEAMUMHCKOrO MpUMeHeHMUs
NpoBOANTCA B COOTBETCTBUM C NpaBMAaMM Hagsexalen nabopaTopHOM MPaKTUKK, YTBEPHKAEHHLIMU
EBpPa3sMiMCKON SKOHOMMYECKOW KOMUCCHEN.

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

3.0na OopraHunsauunn nnposeaeHmA JOKINMHNYECKOTO nccanenosaHmA 1€KapCTBEHHOIO cpencrea AnA
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MEAULMHCKOIO NMPUMEHEeHUs pPa3paboTuMKM NIEKAapPCTBEHHbIX CPEACTB BMpaBe MPMBAEKATb HayyHble
opraHusaumm, obpasoBaTesibHble OpraHM3auUnm Bbicliero ob6pasoBaHMA U MHbIe OpraHM3aLMK, UMetoLLne
HeobXxoaMMyl0D  MaTepuasbHO-TEXHMYECKYD 6asy U KBanMOUUMPOBAHHbLIX  CMNEuMannctoB B
COOTBETCTBYlOLWEN 06/1aCTM UCCNEA0BaHUSA.

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

4. [OKNIMHMYECKoe uccnenoBaHMe IEKAapCTBEHHOTO CpeacTBa AN MeAMUMHCKOTO MpUMEeHeHUs
NPOBOAMTCA MO YTBEP)KAEHHOMY pa3paboTYMKOM /IeKapCTBEHHOro CPeacTBa MaaHy C BeaeHWem
MPOTOKONA 3TOr0 MCCAeA0BaHWMA M COCTaB/IeHMEM OTYeTa, B KOTOPOM COAEPIKATCA pPesynbTaTbl 3TOrO
MUCCNeaoBaHMA UM 3aKAlOYEHME O BO3MOMKHOCTM  MPOBEeAEHUA  KAMHMYECKOro  McCaeaoBaHUA
NleKapcTBeHHOro npenapaTa Ana MeAULMHCKOro NPUMEHEHWA.

5. lMpoBeaeHne npoBepoK cobntodeHMA npaBua Hagnexawen /nabopaTopHOM MNPAKTUKU U
NpPaBoOBbIX HOPM WCMNO/Ib30BAHMA KMBOTHbIX MPU MNPOBELEHMU AOKAMHUYECKUX WUCCAeLO0BAHWUM
NIEKapCTBEHHbIX CPEeACTB A1 MEeAMUMHCKOrO MNPUMEHEHMA OCYLLECTBASETCA  YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENIbHOM BN1ACTHU.

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

6. Pe3ynbTaTbl OOKAMHMYECKOrO WCC/EA0BaHUA NIEKAPCTBEHHOTO CPeacTBa 414 MeAULMHCKOro
NPMMEHEHUA MOTYT 6bITb NPeACTaB/eHbl B YNOJHOMOUYEHHbIN deaepanbHbidi opraH UCNOAHUTENbHOM
BJ1aCTW B YCTAHOB/JIEHHOM NOPALKE B LENAX PerncTpaumm 1eKapcTBeHHoro npenapara.

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

Cratba 12. [OKAMHMYECKOE MUCC/NefoBaHME NEeKAapCTBEHHOrO CPeacTBa M KAMHMYecKoe
uccnepoBaHMe NeKapCTBEHHOro Npenaparta A1A BeTepUHapPHOro NPUMeHeHUA

1. [loKNMHUYECKoe MCCNedoBaHUe IeKapCTBEHHOro CPeacTBa AN BETEPUHAPHOro MpUMeHeHMUs
NPoBOAMTCA MyTEM MPUMEHEHUA HayyHbIX METOAOB OLEHOK B LEenAX MOAyYeHUsa [0Ka3aTenbCrs
6e30MacHOCTM, KavecTsa U 3GPEeKTUBHOCTM SIeKapCTBEHHOro CPeACcTBa, B TOM YMCe onpeaeneHuns CpoKa
€ro BblBEEHUA U3 OPraHU3Ma XKMBOTHOrO, B Lensax obecrneveHna 6e30NacHOCTM NPOAYKLNN KUBOTHOIO
MPOMCXOXAEHMA NOCAEe NPMMEHEHMA COOTBETCTBYIOLLErO 1EKapCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 BuY. 2 cT. 12 BHOCcATCA n3ameHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayLuyto pegakumio.

2. [loKAvHMYecKoe WCCnesoBaHME NEKapCTBEHHOTO CPeACTBA M KAMHMYECKoe ucciegoBaHue
NleKapCTBEHHOrO npenaparta 4S8 BETePUMHAPHOro MPUMEHeHWs, uccnefoBaHue GMO3KBMBANEHTHOCTM
YKa3aHHOro JIeKapCcTBEHHOro npenapaTta NpPoBOAATCA B COOTBETCTBMM C MPaBUAaMM, YTBEPHKAEHHbIMM
YNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOW BAACTY.

3. [JOKAMHWMYEcKoe WccnefoBaHME JIEKAapCTBEHHOrO CPeacTBa M KAMHUYECKOe MCcCcnesoBaHue
NIeKapCcTBEHHOro npenapata AN BeTepMHaPHOro MNPUMEHEHUA MNPOBOAATCA MO YTBEPKAEHHOMY
pa3paboTYNKOM NEKAPCTBEHHOrO CPeACTBA NJaHy C BeAeHMEM NPOTOKOJ/IOB 3TUX MUCCAeL0BaHWUIA M
COCTaB/IEHWMEM OTYETOB, B KOTOPbIX COAEPHKATCA PE3Yy/IbTaTbl 3TUX UCCNEA0BAHUN.

4. na opraHMsaumm 1 nposBegeHua AOKJANHUYECKOro uccneoBaHNA NeKapCTBEHHOro cpeacTsa U
KIMHNYECKOTo KnccnegoBaHnA N1eKapCTBEHHOroO npenapata  ANAa BeTePUHAPHOro nNpuMMeEHeEHUA
pa3pa6OT‘-IVIK NeKapCTBEHHOINo cpeacrtea MOXET NpuBJ/IEKATb OpraHM3auunmn, nmeruine HEO6XO,EI,MMVIO
mMaTepnanbHO-TEXHUYECKYIO 6a3y n KBa}'IMdJVILI,MpOBaHHbIX cneunanncTtos B COOTBETCTByIOLLI,eﬁ obnactu
nccnengoBaHuA.

5. KnnHunyeckne mnccnepoBaHuA NEKapPCTBEHHbLIX NMpenapaTtoB 414 BETEPUHAPHOIO NpMMeHeEHUA
npoBoaATCA B BETEPUHAPHbLIX OpPraHn3daumAax M B OpPraHuMsaumAax, OCywecTBAAKLWUX pa3BedeHue,
BblpawlMBaHne n cogepxaHme XXNBOTHbIX, B LLeNAX:
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1) YCTAaHOB/IEHMNA NEPEHOCUMOCTU NEKAPCTBEHHDbIX NPENapaTosB 340P0BbIMU XKNUBOTHbIMU;

2) no,a,60pa ONTUMaA/IbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MNPENapaTtoB U KypCa /1e4YeHUA Ha
KOHerTHOVI rpynne XXnBoTHbIX C onpeaeneHHbimMm 3a60ﬂeBaHMEM;

3) ycTaHoBAEHMA 6e30nacHOCTU U 3bHEKTUBHOCTU IEKAPCTBEHHOIO Npenapara, npegHasHaYeHHoro
ANA fledeHus onpeaeneHHbiXx 3a601eBaHUN })UBOTHbIX, N 3PDEKTUBHOCTU NEKAPCTBEHHOrO NpenapaTa
AN NPOPUNAKTUKM 3a60NEBAHNI 30,0POBbIX }KUBOTHbIX;

4) “3y4yeHUss BO3MOXKHOCTEM paclIMPEHUA MOKa3aHW K MNPUMEHEHUIO 3aperncTpupoBaHHONO
JIEKAPCTBEHHOrO Nnpenapara U BbisiBIeHUA paHee HeU3BEeCTHbIX MOBOYHbIX AECTBUN.

6. KnnHunyeckoe uccneposaHue NEKApPCTBEHHOINO npenapata AnA BETEPUHAPHOro npumMmeHeHuA
OCyLWeCTB/NIAETCA 3a CHET CpeacTs pa3pa60TqMKa NEKapPCTBEHHOIO CpeacTea.

7. OtyeTbl O pesynbTaTax [AOKAMHWYECKOrO WCCNeAO0BAHMA JIEKAPCTBEHHOIO CPeacTsa W
KIMHUYECKOTO  MCCNe0BaHUA  JIEKApPCTBEHHOrO NpenapaTta A/  BeTepPMHAPHOro  NPUMEHEeHUA
COCTaBAAIOTCA Pa3pabOTYNMKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aKNHOYEHWI OpraHusauuii,
NPUHMMABLLMX Y4acTUE B OPraHM3aLLMmn 1 NPOBEAEHNN 3TUX UCCAELO0BAHUA.

8. KoHTpo/sb 3a npoBedeHWEM [OOKAUHUYECKMX WCCAeA0BaHUIA JIeKapCTBEHHbIX CPeacTs W
KMHUYECKMX  UCCNeAO0BaHWUA  JIeKapCTBEHHbIX MpenapatoB A8 BETEPUHAPHOro MNPUMEHeHuA
OCYLLECTBAAETCA YNOJHOMOYEHHbIM deepasibHbiM OPraHOM UCMONHUTENBHOMN BAACTY.

Fnasa 6. OCYLWECTB/IEHUE I'OCV,D,APCTBEHHOI71 PETMCTPALIUN,
PETUCTPALUN NEKAPCTBEHHbIX NPEMNAPATOB
(8 pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

Mo 3asasneHuam, nogaHHbim g0 01.01.2021, nexkapcTBeHHble npenapaTtbl 4AA MeAULMHCKOro
NPUMEHEHUA PETUCTPUPYIOTCA B COOTBETCTBUM C TpeboBaHMAMM, AencTBoBaBwmmM Ao 30.01.2024. O
npuBeLeHNN B COOTBETCTBUE C akTamu EADC TaKMxX 1 paHee 3aperncTpupoBaHHbIX NpenapaTos cm. O3
071 30.01.2024 N 1-®3.

Cratba 13. FlocyaapcTBeHHaA perncTpauma, perMcTpauma 1eKapcTBeHHbIX NpenapaTos
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

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

1. B Poccuiickoin dPepepaumm AonyckatoTcA NPOU3BOACTBO, XpPaHeHWe, NepeBO3Ka, BBO3 B
Poccuiickyto ®epepaumio, BbiBo3 13 Poccuiickonn Pegepaumm, peknama, oTnycK, peannsaums, nepeaava,
NPMMEHEHNE NEKAPCTBEHHbIX MNPEenapaToB, €CAN OHM  33aPEerncTpMpoBaHbl  YNOSHOMOYEHHbIM
denepanbHbIM OPraHOM UCNONHUTENIbHOM BACTU B COOTBETCTBMM C HacToAWMM PeaepasibHbIM 3aKOHOM
M60 B COOTBETCTBMU C aKTamM, COCTaBAsoWmMmM npaso Cotosa.

(B pen,. PenepanbHbix 3aKoHOB 0T 13.07.2015 N 241-93, o1 30.01.2024 N 1-03)

2. FocypapcTBEHHOM perncTpaumnm noasexKar:

1) Bce nekapcTBeHHble Mpenapatbl, BNepsble NoAseskalimMe BBoAy B obpalleHue B Poccuiickoi
depepaunuy;

2) NekapcTBeHHble NpenapaTtbl, 3aperucTpUpPoBaHHble paHee, HO NpPou3BeAeHHble B APYrux
NeKkapcTBeHHbIX GopmMax B COOTBETCTBMM C NepeyHem HauMeHOBaHWI feKapcTBeHHbIX GOpM, B HOBOM
[A03MPOBKe NPW A0Ka3aTebCTBE ee KNANHUYECKON 3HAYMMOCTU 1 3GPEKTUBHOCTH;
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3) HOBble KOM6VIHaLI,MM 3apPerncTpnpoBaHHbIX paHee NEKAPCTBEHHbBIX MPENapaToBs.

3. FocypapcTBeHHAsA perncTpauma NeKapCcTBEHHbIX NPenapaToB OCYLLECTBAAETCA MO pe3yabTaTam
3KCNEepTU3bl IEKAPCTBEHHbIX CPEACTB.
(yacTb 3 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 B . 4 cT. 13 BHOCATCA M3MeHeHua (P30T 31.07.2025 N 304-d3). Cm. byayLuyto pegakumio.

4. lTocypapcTBeHHAA perucrTpayma nekapcTBEHHOro npenapaTa OCyLLeCTBAAETCA COOTBETCTBYIOLLUM
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM WCMOJHUTENBHOW BNACTU B CPOK, HE MpeBbllUaloWni cTa
wectmaecaty pabounmx AOHEeNM CO AHA NPUHATUMA 3aAB/IEHMA O T[OCYAapPCTBEHHOW perncrpauunu
JIeKapCTBEHHOIO Npenapara 4158 MeaUUMHCKOro MPUMEHEHMS, U B CPOK, He NPEBbILWAloWMIA CTa ABaALaTH
pabouunx gHel co AHA NPUHATUA 3aABAEHUSA O FOCY4aPCTBEHHOM perucTpaLmm IeKapcTBEHHOro NpenapaTa
[ON151 BETEPUHAPHOIO NPUMEHEHUSA. B yKa3aHHbIN CPOK BKAKOYAETCA Bpems, HeobxoamMmoe A4 NOBTOPHOTO
npoBeAeHMA 3KCMEPTU3bl JIEKAPCTBEHHOIO CpeacTBa B COOTBETCTBMM CO CTaTbel 25 HacToAuero
depepanbHoro 3akoHa. CpoK rocyaapCTBEHHOM perMcTpauum neKapcTBEHHOMo npenapaTta UcYMCnAeTca
CO AHA NPUHATUA COOTBETCTBYIOLWMM YMNONHOMOYEHHbIM denepanbHbiM OPraHOM WCMNOIHUTENbHOM
B/IaCTW COOTBETCTBYHOLLErO 3aAB/NEHMA O FOCYAaPCTBEHHOM PErncTpaumm NeKapcTBEHHONO npenapata
NPUNOXKEHNEM HEOBXOAMMBIX [AOKYMEHTOB MO [A€Hb BblA3aYM PErnmcTpauuMoHHOro YA0CTOBEPEHUA
JIeKapCcTBEHHOrO Npenapara. Bpems, Heobxoaumoe Ana HanpaBaeHMA YNOAHOMOYEHHbIM deaepanbHbIiM
OpraHOM WCMOMIHUTENILHOMW BNACTM 3anpoca O MPeacTaBNeHUM HeobxoaAMMbIX MaTepuanos U
npeacTaB/ieHUA 3anaBUTE/IEM OTBETa Ha AaHHbIM 3anpoc B COOTBETCTBMM CO cTatbamu 16, 19 mn 23
HacTosawero ®enepanbHOro 3aKOHA, HE Y4YMTbLIBAETCA NPU UCYHMCAEHUM CPOKA TFOCYyLapCTBEHHOM
perucrtpauum nekapcTBeHHOro npenaparTa.

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

5. FlocynapCcTBEHHOM perucTpaumm He noasekar:

1) neKapcTBeHHble Mpenapatbl, U3rOTOB/JEHHbIE ANTEYHbIMW OPraHM3aLMAMWU, BETEPUHAPHLIMU
anTeYHbIMM OPraHU3aLUAMMU, UHONBUAYANbHLIMW NPEANPUHUMATENAMM, KOTOPbIE MMEIOT NNLEH3UNIO Ha
bapMaueBTUYECKYIO OeATEeNbHOCTb, NO pPeuenTam Ha JIeKapCTBEeHHble npenapatbl M TpeboBaHMAM
MEAMLUMHCKMX OpraHu3auMii, BETEPUHAPHbIX OpraHM3auuii WAM opraHusaumii  (MHAMBUAOYANbHbIX
npegnpuHMmaTenein), ocywecTBAAIOWMNX pa3BeLeHNe, BbipallMBaHNE U COAEPKAHMNE KUBOTHbIX;

(8 pea. PepgepanbHoro 3akoHa ot 30.12.2021 N 463-93)

2) NeKkapcTBeHHbIe NpenapaThbl, NPMoBPeTeHHbIE GU3MYECKMMU ULaMK 3a Npeaenammn Poccuitcko
depepaumn 1 npegHasHaveHHble A5 IMYHOIO UCMO/b30BaHUS;

3) nekapcTBeHHble NpenapaTsl, BBO3MMble B Poccuiickyto Peaepaumio 4na okasaHUa MeguumMHCKoM
MOMOLLM MO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro MaumMeHTa Ha OCHOBaHWW paspelleHus, BblAaHHOMo
YNOAHOMOYEHHbIM heaepanbHbIM OPraHOM UCNOHUTEIbHOM BAACTY;

4) NNEKapCTBEHHbIE CPeaCTBa, BBO3MbIE B POCCMIZCKVIO dDe/J,epau,mo Ha OCHOBAHWW BblIAAHHOIO
YNO/THOMOYEHHbIM cbe,a,epaanblM OopraHom NCNOJIHUTENbHOWM B/1ACcTU pa3pewieHnAa n npeagHasHa4YeHHble
ana nposeaeHnA KAUMHUYECKUX MCCﬂeﬂ,OBaHMﬁ NNEKAPCTBEHHbIX MpenapaTtos U (MHM) nposeaeHnA
9KCNEPTU3bl N1EKAPCTBEHHbLIX Cpeacts  AnA ocyuiecrteBneHmA FOCV,CI,apCTBEHHOﬁ perncrpaumnum
NNEKaPCTBEHHbIX MPENAPaTOB,

5) dapmaueBTHYecKme cybcTaHumm;

6) paAMO(bapMaLI,EBTM‘-IeCKI/Ie NeKapCTBEHHbIE MpPenapaTtbl, N3roToOBJ/IEHHbIE HEMOCPEACTBEHHO B
MEeOUNLNHCKUX OpraHn3aumnAax B nopAagke, yCtraHoOB/IEHHOM YNMOJIHOMOYEHHbIM d)e,u,epaanblm OopraHom
NCNONHUTENIbHOM BNacCTy;
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7) NEeKapPCTBEHHbIE NpenapaTbl, Npon3BoAMMbIe ONA SKCNOPTA,

8) HuoTexHoNorMyeckne NeKapcTBEHHble NpenapaTtbl, NpeAHasHa4yeHHble A4 NPUMEHEHUA B
COOTBETCTBUM C UHAMBUAYANbHbIM MEAULMHCKMM Ha3HaYeHWem W CrneuunasibHo M3roTOBNEHHble ANA
KOHKPETHOTO NaLMeHTa HENOCPEACTBEHHO B MEANLMHCKON OpraHM3aLmm, B KOTOPOW NPUMEHAETCA TaKoM!
OMOTEXHONIOTMYECKMI  IEKAPCTBEHHbIM  Npenapat, WMmelwMe B CBOEM COCTaBe COeAMHEHMUs,
CUHTE3MPOBaHHbIE MO pe3y/ibTaTaM reHeTUYECKUX UCCNef0BAHNIN MaTepuana, NoNY4eHHOrO OT MAUMEHT],
AN KOTOPOrO W3roTOB/AEH TaKoi OWOTEXHONOMMYECKU NEKAPCTBEHHbINM npenapaTt. [lepeyeHb
MeANLIMHCKMX OpraHmn3aLmii, MMerLLIMX NPaBo N3roTaB/IMBaTb U MPUMEHATb TakKne BUoTEXHONOTUYECKME
JleKapcTBeHHble NpenapaTbl, yTeepxaaetca MNpasutenbcteom Poccuitickot ®epepaumm. PaspelseHme Ha
NpPUMeHeHNe TaKNUX OBUOTEXHONOTMMYECKUX NIEKAPCTBEHHbLIX MPEnapaToB BblAAETCA YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCMOJIHUTENbHOM BAACTM B MOpPAAKe, ycTaHaBaAnBaemom [paBUTenbCTBOM
Poccuitckoin Depepaumm. Mopasok obpaleHUa TakKMx BUOTEXHONOMMYECKMX NEKAPCTBEHHbIX NMPENAPATOB,
BK/1t0OYAA NOPAJOK UX U3TOTOBIEHMA, NPOBEAEHMA IKCNEPTMU3bI, OCYLLLECTBAEHNA KOHTPO/IA KAYeCcTBa TaKMX
6MOTEXHONOTNYECKMX JIEKAPCTBEHHbLIX MPENapaToB, MNPUMEHEHWUA, XPaHEeHMA, TPAHCMOPTUPOBKU W
YTUAM3AUMM TaKMX BUOTEXHONOTMYECKUX SIEKAPCTBEHHbIX MPENApaToB, a TaKKe TpeboBaHUA K TaKUM
OMOTEXHOMIOTUYECKMM  NEKAPCTBEHHbIM  Mpenapatam UM MeAUUMHCKMM  OpraHM3auuam,  Ux
W3roTas/MBaOWMM N MPUMEHAIOLLMM, YCTaHaBAuBatoTcA MpasutenbctBom Poccuiickon ®epepaunu.

(n. 8 BBegeH depepanbHbiM 3akoHOM oT 30.01.2024 N 1-$3)

5.1. 3asBneHMe 0O perucTpauuMm BOCNPOU3BEAEHHOrO JIEKAPCTBEHHOrO Mpenapata Ana
MEAULMHCKOTO MPUMEHEHMA MOXKeT ObiTb NoJgaHO B YNOAHOMOYEHHbIN deaepanbHbli  opraH
WUCMNONIHUTENIbHOM  BNACTW, OCYLLECTBAAIOWMINA  FOCYSAPCTBEHHYIO  PErucTpaumio  NeKapCTBEeHHbIX
npenapaTtos, MO WUCTEYEHUM YeTblpex JIeT C AaTbl FOCYAaPCTBEHHOM pPEerucTpaunm Mam perncrpaumm
pedepeHTHOro NeKapCcTBEHHOro Npenapara A8 MeauuuHCKOro npumeHeHns B Poccuinckon deaepauni.
(yacTb 5.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

5.2. 3asBneHne o perucTpaumm buoaHanorosoro (6MonoaobHOro) nNekapcTBeHHOro npenapaTa
(bnoaHanora) Ana meaULIMHCKOTrO NPUMEHEHUA MOKET BbITb NOAAHO B YNONHOMOYEHHbIN dpeaepanbHbIi
OpraH WCNOJIHWUTENbHON BNIACTM, OCYLLECTBAAIOWMIN TOCYAAPCTBEHHYIO PErnMCTPaLMI0 SIeKapCTBEHHDIX
npenapaTtoB AAA MEeAMUMHCKOro NPUMEHEHMA, MO WUCTEYEHUW Tpex NeT C AaTbl FrOCyAapCTBEHHOM
perncTpauumn uan peructpaumm pedepeHTHOro ekapcTBeHHOro npenapata B Poccuitckoit Pepepaumm.
(yacTb 5.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

5.3. He ponyckaeTcs MCNoONb30BaHME B KOMMEpPYECKMX Uensax uHGopmauum o pesynbTatax
OOKANHNYECKUX NCCNen0BaHUIA IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNEeA0BaHMMA 1EKAPCTBEHHbIX
npenapatos AAA MeAULMHCKOTO MPUMEHEHUA, NpeacTaB/leHHON 3aaBUTENEeM ANA rocyaapCTBEHHOM
perncTpaunmn Unm perncTpauum nekapcTBeHHoro npenaparta, 6es ero cornacua B TeYEHME LLIECTU NeT C
0aTbl TOCYAAapCTBEHHOM perucTpaumMm nau perncrpaunm pedepeHTHOro JIeKapCTBEHHOro npenapaTta B
Poccuitckoin Pepepaumn.

(yacTb 5.3 BBegeHa deaepanbHbiM 3akoHOM oT 30.01.2024 N 1-3)

6. He ponyckaeTca rocyaapcTBeHHaa permcrpaumsa:

1) NeKapcTBEeHHbIX MPenapaToB, OT/AMYAOWMXCA APYr OT Apyra KayecTBEHHbIM COCTaBOM
AeNCTBYIOLLMX BELLECTB, N0A, 0ANHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) O4HOro fIeKapcTBEHHOro npenapaTta, NPeacTaBAEeHHOrO Ha rocyAapCTBEHHYHO pPerMcTpauumio B
OTHOLIEHMM OAHOrO U TOTO e AepKaTena MAW Bnafenbla PerncTpauMoHHOro yAoCTOBepeHus
NeKapcTBEHHOrO npenapaTta B BWAe ABYX M 6o/ee NeKapCTBEHHbIX NpPenapaToB Noj Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

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

7. Mo 3anpocy B 3/1eKTpPOHHOU ¢opme cybbeKkTa O0OpaLleHUs JIeKapCTBEHHbIX CPEeaCTB
COOTBETCTBYIOWMM  YMOJIHOMOYEHHbIM  ¢defepasbHbiM  OPraHOM  WCMOJIHUTE/IbHOW  BNacTH,
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OCYLLECTBASAIOLWMM rocygapCTBEHHYIO PErMCTpaLMio NeKapCTBEHHbIX NPenapaTos, B YCTAHOBAEHHOM MM
nopsiake OCYLLeCTBASETCA Hay4yHOE KOHCYAbTWMPOBaHME MO BOMPOCAM, CBS3aHHbIM C MNPOBEAEHMEM
OOKNMHUYECKUX NccnenoBaHUm, KNMHUYECKUX UCCNeA0BaHUIA IEKaPCTBEHHbIX NPenapaToB, 3KCNepTm3bl
KauyecTBa JIeKapCTBEHHbIX cpeacts, 3dPeKkTMBHOCTM U 6Be3onacHocTW, C  OCYyLEecCTBAEHUEM
rocygapcTBEHHOM PErncTpaummn NeKapcTBEHHbIX NpenapatoB. KoOHCynbTMpOBaHME OCYLLECTBASETCA C
npusieyeHnem denepanbHbiX TOCYAAPCTBEHHbIX OOOMKETHbIX Y4YpeKaeHUi, noaBefOoMCTBEHHbIX
AaHHoMy denepasbHOMY OpraHy WCMOJIHATENbHOM BAACTM M HE Y4yacTBYHOLMX B OpraHusaumm
NPoOBeAEHMA 3KCMEPTU3bl KAYecTBa JIEKAPCTBEHHbIX CPeACTB B LENAX  OCYLLECTBAEHUS  UX
rocyapcTBeEHHOM PerncTpaLmm B COOTBETCTBMM CO cTaTben 16 HacTosAwero PegepanbHOro 3akoHa, B BUAE
OoTBETa B NMUCbMEHHOW dopme YynoNHOMOYEeHHOro ¢peaepasbHOro opraHa UCMOJIHUTENIbHOM BAACTU Ha
3anpoc. Pasmep B3MMaemMoli ¢ 3aABUTENA NaTbl ONPeaenseTca B COOTBETCTBUN C 3aKOHO4ATE/bCTBOM
Poccuiickoin ®egepaumnm 06 opraHM3aunmn NPeaoCcTaBAeHNA rocyAapCTBEHHbIX U MYHULMMNAbHbIX YCAYT.
MHpopmauma 06 OCyWecTBNEHMM HAYYHOrO KOHCYNbTMPOBaHMA, B TOM 4Mcae CcTaTbW, 0630pbl,
CnpaBoYHble MmaTepuasnbl MU MHaAA MHPopmauua 06 OCyWEecTBAEHMM HAYYHOTO KOHCY/bTUPOBAHUA,
pasmewaetca Ha oduuManbHOM caiiTe YNoJIHOMOYEHHOro deaepanbHOro opraHa WCMNOJIHUTE/IbHOM
BfacTM B cetn "WHTepHeT" C cobntogeHMem OrpaHUYeHWuid, YCTaHOBJIEHHbIX 3aKOHOAATe/IbCTBOM O
NepCcoHaNnbHbIX AaHHbIX, KOMMEPYECKOWN U (MAn) rocyaapcTBEHHOW TaliHe.

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

8. locyaapcTBEHHAA PerncTpaums NeKapcTBeHHbIX MpenapaToB, KOTOpble npegHasHaveHbl A4nA
NPMMEHEHNS B YC/NIOBMAX BOEHHbIX [AOEWCTBMIA, YpPe3Bbl4AaMHbIX CUTyauun, npeaynpexaeHus
ypesBblYalHbIX CUTyaUUI, NPOPUNAKTUKN U NedYeHns 3aboneBaHnin, NpeacTaBAAKOLMX ONACHOCTb ANA
OKpy»Katowux, 3a601eBaHNN 1 NOPAXKEHUI, NONYYEHHbIX B pe3ynbTaTe BO3AENCTBMA HeBNaronpusaTHbIX
XMMMUYECKNX, BUONOTMYECKUX, PadMaLMOHHbIX (aKTOpPOB, U KoTopble pa3paboTaHbl B TOM 4yucie Mo
3agaHunio deaepanbHbIX OPraHoOB WCMOJIHATENbHOM BNAacTWU, YNOJHOMOYEHHbIX B 06/1acTM 06OpPOHbI
CTpaHbl M 6e30MacHOCTM rocyAapcTBa, a TaKXKe JIEKapCTBEHHbIX CPeacTB B c/ydae ux AedeKTypbl Uau
pUCKa BO3HMKHOBEHWA AedeKTypbl B CBA3M C BBeAEHMEM B OTHoweHWM Poccuiickon Pepepaunu
OFPaHUNYUTE/IbHBIX Mep 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTB/AETCA B MOPAAKE, YCTAaHOBAEHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm.

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

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

1. DKCNepTMsa NeKapCcTBEHHbIX CPeACTB OCHOBLIBAETCA HAa MPUHLMNAX 3aKOHHOCTU, cobaloaeHus
npae u“ cBo60A, YeNOBEKA M TpakAaHWHA, NpPaB OPUONYECKOrO NMLA, HE3aBMCMMOCTM 3KCNepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM WM MOAHOTbI WUCCAEA0BaHWIA, MNPOBOAMMBIX C MCMO/b30BaHUEM
COBPEMEHHbIX [AOCTUMXEHUIN HAYKM U TEXHUKWM, OTBETCTBEHHOCTM ¢eaepasnbHOro rocyAapcTBEHHOMO
6I0KETHOTO YUYpeXAEHMUA MO MNPOBEAEHMIO 3KCNEPTM3bl /IEKAPCTBEHHbIX CPEACTB M 3KCNepToB 3a
npoBeAeHMe M KauecTBO 3KCNEePTU3bI.

2. 3KCI'IepTM3a NEeKapCTBEHHDbIX NpenapaTtos ANnAa MeAULUUNHCKOIo NpumeHeHMA BK/IIOYAET B cebs:

1) aKcnepTu3y AOKYMEHTOB, NPeacTaB/ieHHbIX A4S OnpeAeneHna BO3MOMKHOCTM PacCMaTpuBaThb
NeKapCTBEHHbIN npenapaT 418 MeAMUMHCKOro NpMMeHeHUs B KadyecTBe Op¢daHHOro NeKapcTBEHHOro
npenapara;

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

2) 3KCMepTU3y NpeasoXKeHHbIX METOA0B KOHTPO/A KayecTBa /IeKapCTBEHHOro cpeactsa u (Mau)
KayecTBa NpeAcTaBfieHHbIX 06pasuLOB /IeKapCTBEHHOTO CPEeACTBa C MCMOAb30BaHMEM 3TUX METOLO0B
(manee - akcnepTM3a KauecTBa IeKAapPCTBEHHOMO CPEeACTBa);

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

3) 3KCMepTU3y OTHOLIEHWA OXMAAEMOM MOAb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
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NEeKapCTBEHHOTIO nNpenaparta,

4) 3KcnepTU3y PEerncTpaumoHHOro A0Cbe Ha JIeKapCTBEHHbIM MNpenapaT B Uenax onpeaeneHus
B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX NPEenapaToB AN1A MeAULNHCKOTO NPUMEHEHMA.
(n. 4 BBegeH ®epepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

3. DKCnepTn3a /IeKapCcTBEHHbIX MPenapaTos ANA BETepUHAPHOro MPUMEHEHUA BKAKOYaeT B ceba
3KCMepTM3y KayecTBa /IeKapCTBEHHOTO CPeACTBA M 3JKCMNEpPTM3y OTHOLIEHMA OXMAAeMOoM No/b3bl K
BO3MOXKHOMY PUCKY NMPUMEHEHUA IEKAPCTBEHHOrO Npenapara.

Cratba 15. depepanbHoe rocyaapcTBeHHoe O6logKeTHOe yupexpeHue no MpPoBeAeHUIo
3KCNepTU3bl N€KapPCTBEHHbIX CPEACTB

JKcnepTu3a 1IeKapCTBEHHbIX CPeACTB NpoBoAUTCA deaepanbHbIM rocygapCTBEHHbIM 6104 KETHBIM
yuYperKaeHMemM COOTBETCTBYIOWErO YNOoJHOMOYEHHOro denepasbHOro opraHa UCNOJIHUTENIbHOW B/1acTy,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS MOJSIHOMOYMI 3TOoro ¢deaepanbHOro opraHa Mo Bblgade
paspeleHnit Ha NpoBeAeHUE KAUHUYECKMX UCCNeAOBaHWI NEKAPCTBEHHbIX NpenapaToB W (Mau) no
rocyAapCTBEHHOW perncTpaumm (peructpauumn) NekapcTBeHHbIX MpenapaTtoB (Janee - 3KcnepTHoe
yupexaeHue).

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

KoHcynbTaHTlAKOC: NpumeyaHue.

MonoxeHusa c1. 16 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpenoCcTaBAeHUs roc. YCAyr npu
0bpalleHMN NEeKAPCTBEHHbIX CPeACTB A4 MeAUUMHCKOrO UM BETEePUMHApPHOro NPUMEHEHMUS
nocpeacTBOM eAMHOM CUCTEMbI U (MAK) eauHOro noprtana, npumeHatotca ¢ 01.01.2026.

CraTba 16. OpraHusayua nposeaeHUs 3KCNePTU3bl IEKAPCTBEHHbIX CPeACTB
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTu3a /IEeKApPCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWCCMEN 3KCMEPTOB 3KCMEepPTHOro
YUPEKAEHUA, HA3HAYEHHON ero PpyKoBOAMTENEM, Ha OCHOBAHMM 3a4aHMA Ha NPOBeAEHME 3KCNepTU3bl
NeKapCcTBEHHOTO CPEeACTBa, BbIAAHHOMO YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCNOJIHUTEIbHOM
BAaCTU. PYKOBOAMUTEb SKCMEPTHOTO yupexaeHA obecneymBaeT Haanexalliee NpoBeaeHne sKkcnepTusbl
JIEKapCTBEHHbIX CPEACTB B COOTBETCTBMU C 33JaHWEM, BblAAHHbIM YMNOJHOMOYEHHbIM denepasibHbIM
OpPraHOM UCMOJIHUTENbHOM BAACTU, U OPraHM3yeT NOArOTOBKY CBOAHOIO 3aK/I0UYEeHUA 3TON Komuccuun. B
COCTaB 3TON KOMMUCCUM MO PELLUEHUIO PYKOBOAMUTENA IKCMEPTHOIO YUPEXRAEHMUSA MOTYT ObITb BK/IIOUYEHDI B
KauecTBe 3KCMepToB /MLa, He paboTatowme B LaHHOM SKCMEPTHOM yUpeEKAEHUN, EC/IN UX CrieumnasbHble
3HaHWA HeobXxo4ouMbl ANA MPOBEAEHMA IKCMEepTU3bl M TaKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMEPTHOM YUpEeXKAEHMMU,

2. DKCNepToM MO NPOBEAEHWMI0 IKCMEPTU3bl JIEKAPCTBEHHbIX CPEeACTB ABAAETCA aTTeCTOBAHHBbIN
PaboTHWK 3KCMEPTHOro Y4yperKAeHWa, KOTOPbl MMeeT Bbicllee MegMUMHCKoe, dapmaleBTUMYecKoe,
6uonornyeckoe, BETEPMHAPHOE UM XMMUYECKoe 06pa3oBaHNE U NPOBOAUT SKCNEPTU3Y SIEKAPCTBEHHbIX
CPeACTB B MOPAAKE UCNONHEHUA CBOUX A0MHKHOCTHbIX 06A3aHHOCTEN (aanee - akcnepT).

3. Mpun npoBeaeHnn aKCNepTU3bl IeKAaPCTBEHHbIX CPeACTB 3KCNepT He MOXKeT HAaXo4MUTbCA B KaKom-
nmbo 3aBUCMMOCTU OT Nnua, Ha3dHa4ynBLlero 3Ty akKCnepTusy, pa3pa60TqMKa NNeKapCTBEHHOIO Cpeactea
NN gpyrnx 3anHTepecoBaHHbIX B pe3ya1bTaTaX 3KCNEPTU3bI UL,

4. Mpu npoBegeHUM 3IKCMEepPTU3bl NEeKAPCTBEHHbIX CPeACcTB He [O0MycKaeTca wucTpeboBaHue
3KCMEePTOM Y 3asBUTENA IMBO MHBIX /ML, MAaTEPUANOB, HEOBXOAMMBIX AN NPOBEAEHUA 3KCnepTM3bl. B
C/lyyae HeLOCTAaTOYHOCTM MPEeACTaB/EHHbIX 3KCMEepTy MATepuasoB B JIMYHbIV KabuHeT 3anaBuTeNA B
eANHON rocyAapcTBEHHON MHPOPMaUMOHHONM cucteme B chepe 34paBOOXpaHeHus (Janee - eauHan
cUCTeMa) 3KCNEepTHbIM  YyYpeXKAEeHMEeM HanpaBAfeTcs 3anpoc O MpeAcTaBleHUMM HeobXoAMMBbIX
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MaTepunanos, NOAMMUCAHHbIN pykoBoguTenem (ynosHOMOYEHHbIM ANLOM) 3KCNEPTHOrO yypexKaeHusa ¢
NCNO/Ib30BaHMEM YCUIEHHOW KBAaMPULMPOBAHHOMN 3/IEKTPOHHOM NOANMUCH.
(yacTb 4 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.1. 3aaBuTeNb 06513aH HaNPaBUTb B INYHbIA KABMHET 3KCNEePTHOTO yYpeskaeHUa B eAUHOM cucTeme
NoAnNMcaHHbIA YCUNEHHOW KBaAMOULMPOBAHHOMN 31EKTPOHHOW NOAMMCHIO OTBET Ha 3aNpPOC 3KCMepTHOro
yUYpeXKaeHUsa B CPOK, He NpeBbllaloWmii AeBAHOCTA pPabounx AHeN co AHA NOAYYEeHUA SKCMEPTHbIM
yupexaeHMeM 3/IeKTPOHHOro YBeAOM/IEHMA O MOAYyYeHUWU 3asBuTenem 3anpoca. Bpems co AHsA
HanpaB/IeHMA SKCMEPTHbIM yUpeXxaeHUEeM B MUHbIA KabuHEeT 3aAaBUTeNA B eIMHON cucTeme 3anpoca o
npeacTaBNeHUM AONONHUTE/IbHbIX MaTepuanos A0 AHA HanpaBAeHUA 3asBUTENIEM B JIMUHbLIA KabuHeT
3KCMEPTHOrO yYpexaeHua B e4MHOIM CMCTEeME OTBETA Ha 3aMnpocC He YYMTbIBAETCA NPU UCUNCIEHUN CPOKa
npoBeleHMA 3KCNepPTU3bl NeKapCTBEHHOro CPeacTBa.

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

4.2. Echn 3aasutenem B COOTBETCTBMM C YacTbto 1.1 ctatbn 30 Uam yacTbto 2 ctatbn 34 HacToALWEro
depepanbHOro 3akoHa NpeacTaBleHa KOMWA peLleHWsa YMNOoJIHOMOYEHHOTro ¢eaepanbHOro opraHa
WCNOJIHUTENIbHOM BNACTM O NPOBeAEHMN GapMaLEBTUYECKON MHCNEKLMN NPON3BOACTBA JIEKAPCTBEHHbIX
CpeacTe Ans MeAMUMHCKOTO MPUMEHEHMSs Ha COOTBETCTBME TpeboBaHMAM MpaBWu/l Hagnerkallen
NPOM3BOACTBEHHOM MNPAKTUKM EBPA3MIACKOro 3KOHOMMYECKOrO COK3a, 3KCMnepTy A0 odopmaeHus
pe3yabTaTOB 3KCNePTU3bl IEKAPCTBEHHOIO CpeaCcTBa NPEACTAaBAAETCA KOMMA 3aK10OYEHMA O COOTBETCTBMMN
Npou3BOAUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBWU/l HaANeXKallel NpoM3BOACTBEHHOM
NPaKTUKN, BblAAHHOIO YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOAHUTENBHOW BAACTU, UM KONKUA
cepTUdMKaTa COOTBETCTBUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB AN1A MEAUUMHCKOTO NPpUMEHEHUSA
TpeboBaHMAM MNpaBWU/ HagNerkalled MNPOU3BOACTBEHHOM NpPaKTUKUM EBPAsMMCKOro 3KOHOMMYECKOro
coto3a.

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

4.3. 3asBUTe/Ib 0643aH HaNpPaBUTb B IMYHbIN KADUHET SIKCNEPTHOIO yYpPEXKAEHMA B €ANHON CUcTeme
KOMMUIO 3aK/NOYEHUA UKW KOMWUIO CepTUPUKATA, YKasaHHbIX B YacTu 4.2 HACTOALLEN CTaTbW, B CPOK, HE
MPEBbLIWAOWMA CTa BOCBMUAECATU Paboumx AHEW CO AHA MNOAYYEHUSA ISKCNEPTHbIM YyUperKAeHUEM
3/IEKTPOHHOIO  YBEAOMMIEHUA O  MOJIyYEeHMM  3aABUTENEM  MOAMNUCAHHOTO  PYKOBOAUTENEM
(yNONHOMOYEHHbIM ~ /INLOM)  SKCMNEPTHOTO  YYPEXKAEHWA  C  UCMNO/JIb30BaHUMEM  YCU/IEHHOM
KBaMPUUMPOBAHHOW 3NEKTPOHHOM MoAMNMCK 3anpoca O NPeaocCTaB/eHUM JOKYMeHTa. Bpems co gHs
HanpaB/IeHMA 3KCNEPTHbIM yYpeXKAEHMEM 3aMPOCa B IMYHbIM KaOUHET 3aaBUTeNs B e4MHOM cucTeme Ao
OHA HanpaBAeHWA 3asBUTENEM B JIMYHbIN KaBUHET 3KCNEPTHOrO yUYpPEKAEHNA B €ANHOW cuCcTeME Konum
3aK/IOYEHMA UAK KONUK cepTUdMKaTa, YKa3aHHbIX B HYacTW 4.2 HACTOALLEN CTAaTbW, HE YYUTbIBAETCS NpwU
NCYNCNIEHMM CPOKA NPOBEAEHUNN SKCNEPTMU3bI JIEKAPCTBEHHOMO CPEACTBA.

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

5. DKcrnepT npuv nNpoBeAeHWM MOPYYEHHON €My PYKOBOAMTE/NEM 3KCNEpPTHOro y4yperKaeHus
3KCMEepTM3bl NEKAPCTBEHHOTO CPeACTBa 0653aH:

1) npoBecty nonHOe WcCNefoBaHWE MPeACTaBNeHHbIX eMy O6bekToB, MaTepuanos, AaTb
060CHOBaHHOE U OBGLEKTMBHOE 3aKNOYeHMe MO MOCTaBAEHHbIM Mepes HUM BOMpPOCam UK
MOTMBMPOBAHHOE 3aKNOYEHME O HEBO3MOXHOCTM MNPOBEAEHUA MM 3KCNEPTM3bl JIeKapCTBEHHOro
CPeACTBa, eC/IM NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 33 NpeAe bl CneuynasnbHbiX 3HaHMI 3KcnepTa, 06beKTbI
nccnefoBaHWUiA U MaTepuanbl HENMPUrOAHbI UM HeLOCTaTOYHbI /1A NPOBEeAEHNA UCCNeL0BaHUN U Aaun
3aKNtOYEHMA NMBO COBPEMEHHbIN YPOBEHb Pa3BUTUA HaYKWM He MO3BO/AET OTBETUTb HA NOCTaB/JEHHbIE
BOMPOChI;

2) He pasrnawarb CBeAEeHMWA, KOTOpble CTa/IM eMy U3BECTHbl B CBA3W C NPOBEeAEHMEM 3KCNepPTU3bI
NeKapCcTBEHHOTO CPE/ACTBA, a TaK¥Ke CBeAEHMA, COCTaBAAIOLWME rOCYAaPCTBEHHYIO, KOMMEPYECKYIO UK
MHYIO OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NpeacCTaB/E€HHbIX 06beKToB VICCI'IGAOBBHMI?I N MmaTtepuranos.
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6. OKcnepT He BNpase:

1) NpoBOAMTb 3KCNEPTU3Y NIEKAPCTBEHHOrO CPeacTBa Mo 0bpalLeHMI0 HEeMOCPEeACTBEHHO K HeMy
OpraHun3auuii um Gusnyecknx nuu;

2) camocToaTeNbHO cobrpaTb maTepuanbl ANs NPOBEeAEHUA SKCNEPTU3bl NIEKaPCTBEHHOTO CPEeACTBa;
3) NPOBOAMUTL IKCMEPTU3Y IEKAPCTBEHHOTO CPEACTBA B KAaYECTBE HEroCy4apCTBEHHONO 3KCMnepTa.

7. B cnyyae HeobxoAMMOCTM 3KCMepT BrnpaBe Xo4aTalcTBOBaTb Mepen, pPyKosBoauTesem
3KCMNEePTHOrO yYypeskaeH A 0 NPUBAEYEHUN K NPOBEAEHNI0 S3KCNePTU3bl 1EKAaPCTBEHHOMO CPeACcTBa APYrnx
3KCnepTos.

8. KarKablil aKcnepT, BXOAALWMI B COCTAaB KOMUCCMM IKCMEPTOB, KOTOPOI NopyYyeHo npoBeaeHue
3KCMEePTM3bl NIEKAPCTBEHHOIO CPeacTBa, HE3aBMCMMO M CAMOCTOATENbHO NPOBOAUT MCCNEAO0BaHUSA,
OUEHMBAET pPe3y/bTaTbl, MOJYYEHHbIE MM JIMYHO M APYrMMM 3KCNepTamu, n GOPMynnpyeT BbIBOAbI
OTHOCWTE/IbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CNeLmMabHbIX 3HaHUN.

9. PesynbTaTbl 3KCNEPTU3bl NIEKAPCTBEHHOIO CpPeacTBa OGOPMAIOTCA 3aK/IOYEHMEM KOMUCCUU
3KCMepToB. B 3aK/IOYEHUM KOMMCCUM 3SKCMEPTOB YKa3blBAlOTCA nepedyeHb WUcCAeaoBaHuiA, o6bem
NPOBeAEHHbIX KaXAblM 3KCNEPTOM UCCNEA0BaHWNIA, YCTaHOB/IEHHbIE KaXAblM U3 HUX GaKTbl U cAeNaHHblE
B pe3y/ibTaTe UCCNeA0BaHWNIA BblBOAbl. DKCMNEPT, MHEHME KOTOPOro He COBMaAaeT C pelleHnemM KOMUCCUM
3KCMepTOoB, BNpaBe BblPasnTb CBOE MHEHWE B MMCbMEHHO Gopme, KOTOpOoe NPMOBLLAETCA K 3aKAHHEHMIO
KOMMCCMM 3KCMEPTOB.

10. 3|<cnepr|, BxogAauwme B COCTaB KOMUCCHMKU, npeaynpexaaroTca 06 OTBETCTBEHHOCTU B
COOTBETCTBMN C 3aKOHOAATE/ILCTBOM Poccuiickoi CDep,epau,MM 3a fAady 3aKnw4eHuAa, cogeprkaliero
Heob0oCHOBaHHble UK (I)a/'IbCMd)VILI,MpOBaHHbIe BbliBOAbl, O HEM OHU AAOT NOAMNUCKY.

11. OnpeaeneHune ypoBHA NPOPeCCUOHANbHOM NOATOTOBKM SKCNEPTOB M aTTecTaums Mx Ha NpaBo
NpoBeAeHNA 3KCMEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEePTHO-KBaMOUKALMOHHbIMK
KOMMCCUAMM B MOPAAKE, YCTAHOB/IEHHOM COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM deaepasibHbIM OpraHom
NCMONIHUTENbHOW BNacTU. YpoBeHb NpodeccMoHanbHO NOAroTOBKM 3KCNEPTOB MOAJIEKMT NepecMmoTpy
YKa3aHHbIMM KOMUCCUAMM HE peXKe Yem OAuH pas B NATb fieT.

12. MpasBuna nNpoBeaeHWs 3KCMEPTU3bl JIEKAPCTBEHHbIX CPEeACTB M OCOBEHHOCTM 3KCnepTM3bl
OTZEe/IbHbIX BWAOB JIEKAPCTBEHHbIX MpenapatoB (pedepeHTHbIX NIEKAaPCTBEHHbIX MPEnapaTtos,
BOCMPOU3BELEHHbIX JIEKAPCTBEHHbLIX MPENapaToB, OWOMOTMYECKMX JIEKAPCTBEHHbLIX MPENapaTos,
6uoaHanoroBbix (6MOMNOAO6HbLIX) NEKapCTBEHHbIX NpenapaTtoB (6MoaHanoros), romMeonaTUYecKUx
JIeKAPCTBEHHbIX NPENApPaTOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NPENAPATOB, KOMOUHALMIA TEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCUMM 3SKCNEPTOB YCTaHAB/AMBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMNOIHUTENIbHOW BIACTH.

(yacTb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTIOC: MpuMmeyaHue.

Jo 31.12.2025 pna npenapatoB, npou3BefeHHbXx B P® B uenax wmmnoprosamelleHus,
YCTaHAB/NIMBAETCA PEXMM  YCKOPEHHOM mnpoueaypbl rocperncTtpauuMmM B COOTBETCTBUM €
MoctaHoBneHnem MpasuTtenoctea PO ot 12.03.2022 N 353.

Cratba 17. [Mogaya M paccMoOTpeHUe 3aABNEHUA O T[OCYAapCTBEHHOW perucrpauum
JIeKapCTBEHHOro Npenapara 4NA BeTePUHAPHOro NpMMeHeHuUA

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 BuY. 1 cT. 17 BHOCcATCA n3ameHeHus (93 o1 31.07.2025 N 304-d3). Cm. byayluyto peaakumio.

KoHcynbTaHTIAOC: NprMmeyaHue.

MonokeHua ct. 17 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCcTaBieHUA roc. YCayr npu
06paLLeHMM NEKAPCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO MPUMEHEHMSA MNOCPEeACTBOM €4MHOro
noptana, npumeHatoTca ¢ 01.01.2026.

1. [Ana rocynapcTBEHHOW perucTpaumMm NeKapcTBEHHOrO Mpenapata ANA BeTepPUHAPHOro
npUMeHeHMA pas3paboTUMK TAaKOrO JIEKAapCTBEHHOIO MpenapaTta WAM YNOAHOMOYEHHOE WM Apyroe
topugmyeckoe MUO (aanee B HacToALWEN CTaTbe - 3a8BUTE/Ib) HanpaBAseT nocpencTsom dpeaepanbHoOM
rocyAapcTBeHHOM MHPOPMALMOHHOM cucTembl "EAMHBINA NOPTan rocygapCTBEHHbIX U MYHULMUNAAbHbIX
ycnyr (dyHRumin)" (panee - eanHbIi NopTan) B yNOJHOMOYEHHbIN dpesepasbHbiii OpraH UCMONHUTENbHOM
B/1ACTU 3asB/IEHWE O FOCYLAPCTBEHHON perucTpaLmm NekapCTBEHHOrO npenapaTta gas BETEPUMHAPHOro
NPUMeHeHMA, MNOAMUCAHHOE YCWUIEHHON KBa/AMOULMPOBAHHOM 3NEKTPOHHOM MNOAMUCBIO, a TaKXKe
OOKYMEHTbI, M3 KOTOPbIX POPMUPYETCS PErMcTpaumMoHHOe A0Cbe Ha /SIEKAPCTBEHHbIM npenapaTt ans
BETEPUHAPHOIO NPUMEHEHMUS.

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

2. B 3aAB/NI€HNN O rOCYAapCTBEHHOM PerncTpaumm 1eKapcTBEHHOro Npenapara 414 BeTepuHapHOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaummeHoBaHWe M agpec 3asBuTens, paspaboTuMka W MNPOM3BOAUTENSA JIEKAPCTBEHHOro
npenapata A0 BETEPUHAPHOro MPUMEHEHMA W aApec MecTa OCYLLeCTBJAeHMS MPOM3BOACTBA
/IeKapCcTBEHHOrO nMpenapata A/1a BeTePMHAPHOIO MPUMEHEHUA (B C/Aydyae HaAMuMA HECKOSIbKUX
YUYaCTHMKOB NpoLecca NpoM3BOACTBa HEOBXOANMMO YKa3aTb KaX4oro 13 HMX);

2) HaMmeHOBaHMe  /IeKapCTBEHHOro npenapata A4A  BETEPUHAPHOTO  MPUMEHEHMUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HaMMeHOoBaHuA);

3) nepeyvyeHb ﬂ,eVICTByK)U.LMX M BCNOMOraTe/IbHbIX BEWECTB, BXO4ALWNX B COCTAB J1IEKAapPCTBEHHOIO
npenapaTta 4aAa BETEPUHAPHOIoO NpUMeEHEHNA, C YKa3aHNEM KO/IMYEeCTBA KaXXa0ro U3 HUX;

4) nekapcTBeHHas ¢opma, A03MPOBKa, CMOCO6bI BBEAEHWA M MPUMEHEHMS, CPOK TOAHOCTU
NleKapcTBEHHOro npenapaTa A1 BETEPUHAPHOro NPUMEHEHMS;

5) dbapmaKoTepaneBTUYeCcKas rpynna;

6) He06X04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncTpaumm ekapcTBeHHOro npenapara;

7) KONMM AOKYMEHTOB, NOATBEPKAAIOLLMX YNAATY rOCYAapCTBEHHON NOLW/MHbI:

a) 3a NpoBeAeHWe 3KCNepTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACcTBa M 3KCMEepTU3bl OTHOLLEHMUSA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHUSA JIeKaPCTBEHHOTO NpenapaTta A1 BETePUHAPHOTO
NPYMEHEHWA NPW ero rocy4apcTBEHHON perncTpaunm;

6) 3a Bblgayy perncTpaLmMoHHOrIO yA0CTOBEPEHWA IEKAPCTBEHHOTO NPenapara;

8) Hanuume cornacuA, NPeayCMOTPEHHOrO 4YacTblo 7 HacToAweld CTaTbM, €CM C MOMEHTa
pernctpaunmn pedepeHTHOro NieKapcTBEHHOro npenaparta 41A BEeTePUMHAPHOro MPUMEHEHMS MPOLLAO
MeHee YeM LLecTb NeT.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)
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3. PerucrpaumoHHoe Aocbe B LLeNsX S3KCNepTUsbl eKapcTBEHHOTO Npenaparta AN1a BeTepUHapHOoro
npumeHeHna GopmmupyeTca U3 credyoWwmx 4OKYMEHTOB U CBeAeHUiA:
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBefeHMA 0 faTe NPenoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE NIMLLEH3UU Ha NPOM3BOACTBO
NIEKAPCTBEHHbIX CPEACTB, NPEeAOoCTaBNEHHON MPOU3BOAUTENID PETUCTPUPYEMOrO NIEKAPCTBEHHOTIO
npenapaTta A1s BETEPUHAPHOIO NPUMEHEHUA, ANA POCCUNCKUX NPOU3BOAUTENEN;

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

2) cBegeHWA 0 JaTe NpeaoCTaB/EHUA U PErNCTPALMOHHOM HOMEPE NINLEH3UM HA NPOU3BOACTBO
NIEKAPCTBEHHbIX CpeacTs, MNpeaocTaBNeHHON npou3BoauTeito  papmMaLeBTUYECKON CcybCTaHUUK,
BXOZALLEN B COCTAB PErMCTPUPYEMOrO JIEKaPCTBEHHOIO MpenapaTta A1Aa BETEPUHAPHOTO NPUMEHEHMS,
ANA POCCUNCKNX MPOU3BOAUTENEN;

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

2.1) KonuAa AOKYMeHTa, BblAAHHOIO YNO/NHOMOYEHHbIM OPraHOM CTpaHbl MpPoOU3BOAUTENA ANA
Ka)K4ol NpoOu3BOACTBEHHOM NAOWAAKM  PErucTpMpyemMoro NeKapcTBeHHOro npenapata  ANns
BETEPUHAPHOIO MNPUMEHEHNA M MOATBEPNKAAIOLIEr0o COOTBETCTBME NPOW3BOAMUTENA NEeKapCTBEHHOro
npenapara TpeboBaHUAM NPaBMUA Haaiexallell NPponu3BoACTBEHHOM NPAKTUKM, U ero nepesos, Ha PYCCKUi
A3bIK, 3aBepeHHble B YCTAaHOBJAEHHOM MOPAZAKE, a TaKXe KOMWA 3aKNHYEeHUs O COOTBETCTBUU
Npoun3BOAUTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBMA Hagnexalein nNPousBoACTBEHHOM
NPaKTUKK, BblAAHHOMO YNONHOMOYEHHbBIM deaepanbHbIM OPraHoOM UCNOMHUTENbHOM BAACTU ANA Kaxa0M
NPOW3BOACTBEHHON MJIOWAAKN PErMCTPUPYEMOro JIeKapCTBEHHOro MnpenapaTta 418 BeTepuHapHOro
NpUMeHeHus, IMH0 KOMUA peLleHns O NPOBEeAEHUM NHCMEKTUPOBAHMUA NPOU3BOANTENA NEKAPCTBEHHbIX
CPeACTB, MPUHATOIO YNOJHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJHUTENIbHOM BAACTU O/1A KaxKAoM
NPOW3BOACTBEHHON MJIOWAAKN PErMCTPUPYEMOro JIeKapCTBEHHOro npenapaTta 418 BeTepuHapHOro
npumeHeHus. YKasaHHble JOKYMEHTbl NpeacTaBAAOTCA B C/lydae, eciu NPoM3BOACTBO JIEKAPCTBEHHOTIO
npenapara ocyLlecTsafeTcsa 3a npegenamm Poccuitckon ®egepaumm;

(n. 2.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-93)

2.2) KoMWMA [OKYMEHTA, BblAAHHOIO YMNOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOM3BOAUTENSA
dapmaL,eBTMUECKON cybcTaHumm n noaTBepKaatoLero COOTBETCTBUE npounssoanTens
dbapmaLueBTUYECKON CyOCTAHLNUK, BXOAALLEN B COCTAB PETMCTPUPYEMOrO IEKAPCTBEHHOMO Npenaparta Ans
BETEPUHAPHOrO NPUMEHeHUA, TPeboBaHMAM NPaBWUA Hag/ exallel NPoM3BOACTBEHHOW NPAKTUKK, U €ro
nepeBos, Ha PYCCKMI A3bIK, 3aBEPEHHble B YCTAHOBAEHHOM MNOpPAAKe, B Cay4vae, ec/n NPOU3BOACTBO
dbapmaueBTUYECKON CybCTaHLMM OCYLLLECTBAAETCA 3a Npegenamu Poccuiickolt ®eaepaumm;

(n. 2.2 BBegeH depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NpoOEeKT HOPMAaTUBHOIO [AOKYMEHTa Ha JIeKapCTBeHHbIA npenapaTt Aaa BeTepuHapHOro
NPUMEHEHUS;

4) DOKYMEHT, cogeprKawmii cregytowyo MHbopmaumio o papmaueBTUYECKON cybCcTaHLMU UK
bapmaueBTUYECKMX CyOCTaHUMAX, BXOAALLMX B COCTaB JIEKaPCTBEHHOTO Npenaparta A/s BETePUHAPHOTo
NPUMEeHEHUA:

a) HaumeHoBaHWe dapmaLeBTMYEeCcKoM CcybcTaHUMKM, ee CTPyKTypa, oblime cBoicTBa (npwu
rocyAapCTBEHHOW  perncrpaumMmM  MMMYHOBMONOTMUYECKMX  /IeKApPCTBEHHbIX  Mpenapatos  AaA
BETEPMHAPHOrO MPUMEHEHUA NPeACTaBAAOTCA CBeAeHMA O LITaMMe, BKAoYasa ero HaMMeHoBaHue,
MHPOPMaLMIO O MPOUCXOMKAEHUMN, €70 CBOMCTBAX, XapPaKTEPUCTUKAX N MecTe A4eNOHUPOBaHUA);

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

6) HaMmeHoOBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTBFI,I/II?I npon3soAacTea U MeTog0B KOHTPO/1A Ha BCEX
CTaanAxX NnponsBoacCTBa;
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r) uHdpopmauma o npumecax (He npeacTaBNAeTcA MPUM  FOCYAapCTBEHHOW perucrpaumm
MMMYHOBMONOTMUYECKUX NeKapCTBEHHbIX NpenapaTos A41A BeTePMHAPHOro NpUMeHeHusa);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneundmrKauma Ha papmaLeBTUYECKYIo CybCcTaHUMIo (He NpeacTaBadeTca Npu rocy4apcTBeHHOM
perucTpaunmn MMMyHOBMONOrMYECKUX IeKapPCTBEHHbIX NPenapaTos A4 BeTePUHApHOro NpumMeHeHus);
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onncaHne MeToaMK KOHTPO/IA KayecTBa;

»K) pesynbTaTbl aHanuMsa cepuin dapmaueBTUYECcKol cybCcTaHuMM (He npeacTaBAAlOTCA MpuU
rocyAapCTBEHHOMW  perncTpaumm  MMMYHOOMONOTMYECKMX  JIEKAPCTBEHHbIX  MpenapaToB  Ans
BETEPMHAPHOIo NPUMEHEHUA);

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

3) nepeyvyeHb CTaHAaPTHbIX 06pa3LI,OB nnn BewecTts, UCNOJIb3yeEMbIX NMPU OCYLLECTBEHNUN KOHTPONA
Ka4ecCTBa;

1) onucaHue xapakTepuCcTUK 1 CBOMNCTB YNaKoOBOYHbIX MaTEPUAN0B U YKYNMOPOUHbIX CPeACTB;

K) [OaHHble 0 CTabunbHOCTM (He npeacTaBAAOTCA MNPWU  TOCYAAPCTBEHHOM  perucrpaumu
UMMYHOBMONOTMUYECKUX NEKAPCTBEHHbIX NPenapaToB AN BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YCNOBUA XPaHEHWS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW npoueaype perucTpaumm BOCMPOUM3BEAEHHOro Mpenapata [AonyckaeTca
HenpeAacTaB/eHMEe OMUCAHMA MEeTOAO0B U UX AOKYMEHTA/IbHOro NOATBEPXKAEHUA, NPU MUCbMEHHOM
obs3aTenbCcTBE UX NpPeactaBUTb B TeyeHue 12 mecaueB co AHA peructpaumm (MocTaHoBneHue
MpasuTenbctea PO ot 12.03.2022 N 353).

5) otyeT 0 pesynbTaTax AOOK/JAMHMYECKOro WCCAeA0BaHWA JIEKAapCTBEHHOMO CpeacTsa  A/A
BETEPMHAPHOro NMPUMEHEHUA, BKAOYAIOWMIA ONMCaHME METOA0B Onpeae/ieHNA OCTaTOUYHbIX KONMYEeCTB
OEeVCTBYIOLLIEro BellecTBa (OEMCTBYHOLMX BeLWecTB), [AOCTUraloWero (AOoCTUralolWmMx) CUCTEMHOTO
KPOBOTOKa, B MPOAYKLMN MMUBOTHOTO MNPOUCXOMKAEHWA MOC/AE MPUMEHEHMA TaKOro N1IEKapCTBEHHOMO
CPe/ACcTBa, a TaK}Ke AOKYMeHTalbHoe NoATBepKAeHMe (Banngauma) yKasaHHbIX MeToa08;

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

6) OTYET O pe3ynbrtaTtax KJAUMHUYECKOTO WUcCCnengoBaHMA NEKAPCTBEHHOrNo npenapata A4naAa
BETEPUHAPHOIo NpUMeHeHuA y KaxXa0ro snaa XMBOTHbIX, YKa3aHHbIX B MHCTPYKUWWN NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT WHCTPYKUMM MO BETEePUMHAPHOMY MPUMEHEHMUIO JIeKapCTBEHHOro npenapaTa,
cofiepxallei cneayrolme ceeaeHnn:

a) HaMmeHOBaHWe  /IeKapCTBEHHOro  npenapata [A4A  BETEPMHAPHOIO  NPUMEHeHus
(MexayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNMMPOBOYHOE, WAM XUMMYECKOEe W  Toprosoe
HaMMeHOoBaHuA);

6) NeKapCTBeHHanA d)opma C YKa3aHUem HaMMEeHOBaHWI U KOJINYECTBEHHOrO COCTaBa AeﬁCTByPOUJ,MX
BelLecTB N Ka4eCTBEHHOIO COCTaBa BCMOMOTIaTe/IbHbIX BELWLECTB,

B) OMNnncaHme BHeELWHero Bnaa NeKapCTBEHHOrO NpenapaTta ANA BETEPUHAPHOIo NpUMeHeHUA;
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r) dapmakoTepaneBTMYECKas rpynna eKapCcTBEHHOro NpenapaTa 4/19 BeTePUHapPHOTo NpMMeHEeHUs
WK YKa3aHuMe "romeonaTUyecKkuii 1ekapCcTBEHHbIN npenapaT”;

A)  dapmakogMHamuKa M dapMaKOKMHETMKa (33  WcKaoudeHvem  papMaKOKUHETMKM
romeonaTMYecknx JIeKAPCTBEHHbIX NPEnapaToB M PacTUTE/IbHbIX JIEKAPCTBEHHbIX MNpenapatos) wau
onuncaHve UMMyHOBMONOTMYECKUX CBOMCTB IEKAPCTBEHHOTO Npenapara;

€) noKasaHuA ANs NPUMEHEHUS;
) NPOTUBONOKa3aHNA A8 NPUMEHEHUS;
3) Mepbl NPEAOCTOPOIKHOCTU NPUN NPUMEHEHWN;

M) YKa3aHue BO3MOXXHOCTU U ocobeHHocTel NPUMEHEHNA Y 6epeM6HHbIX KUNBOTHDbIX, Y XXUBOTHbIX B
nepuoa naktauunm, y nOTOMCTBaA XUBOTHbIX;

K) pekum [03UpoBaHuMA, cnocob BBeAEeHUA N NPUMEHEHUSA, NP HEOBXOAMMOCTM Bpemsa npuema
NleKapcTBeHHOro npenapaTa A1 BEeTePUHAPHOro NpUMeHeHMWs, MPOAO/IKUTENbHOCTb IeYeHMS;

N) BO3MOKHble NOBOYHbIE AEACTBUA, HEXENaTe/IbHble PeakLUMm NPU NPUMEHEHUN NeKapCTBEHHOMO
npenapara 4/1a BeTepnHapHOro NPUMeHeHuns;

M) CUMNTOMbI NePeso3nPOBKU, MEPbI NO OKa3aHMIo MOMOLLM NPU NepPeso3nNpPOBKE;
H) B3aMMoAenCcTBUE C APYTMMMN IEKAPCTBEHHbLIMW NpenapaTamm n (Man) Kopmamu;
0) popMbl BbiNycKa N€KapCTBEHHOrO Npenapara 4/ BeTepUHapHOro NpUMeHeHus;

n) ykasaHue (npu HeobxoammocTu) ocobeHHOCTel AelCTBMA NIeKapCTBEHHOro npenapata Ana
BETEPUHAPHOro NPUMEHEHUA NPU NepBOM NpUemMe UAN NPU ero OTMEHE;

p) onucaHune (NpyM HeOBXOAMMOCTU) AeNCTBUIA cneunanncTa B 061acTM BeTepuHapun, BAagensbLa
MBOTHOTO MNpPW MNPOMYCKe MpUMemMa OAHOM WAM HECKONbKMX [03 NeKapCTBEHHOro npenapata gas
BETEPUHAPHOrO NPUMEHEHUS;

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

C) CPOK ToAHOCTM W YKa3aHune Ha 3anpetr npuMeHeHUA NeKapCTBEHHOrro npenaparta AnA
BeTePUHAPHOro NnpuMmeHeHnNA No UCTEYEHNN CPOKa roaHOCTH;

T) yCNOBUA XpaHeHus;

Yy) yKasaHuve Ha HeobXoAMMOCTb XPaHEeHUs JIeKapCTBEHHOro npenapaTta AN BeTEepUHAPHOro
NPUMEHeHMA B MecTax, HeOoCTyMNHbIX ANA AeTEeN;

¢) ykasaHue (Npu HeoBXOAMMOCTM) cheumanbHbIX Mep NPeLOCTOPOMKHOCTU MPU YHUUTONKEHUN
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENapPaToOB A1 BETEPUHAPHOrO MPUMEHEHUS;

X) CPOKN BO3MOXKHOIO NCNOb30BaHNA NpoAyKUNN XUBOTHOIO NPOUCXOKAEHNA NOCNe BBeAEHUA
XNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 4214 BeTEPUHAPHOIo NpUMeEHEHNA;

L) YCNOBMS OTMNYCKA;

l-I) HanmeHoBaHNA M agpeca npoun3BoAaCTBEHHbLIX MAOWAAOK npounssogunTena NEKapCTBEHHOTO
npenaparta an1Aa BeETEPUHAPHOTro NpuMeHEHUA;

LLI) HanmeHoBaHWe, aapec OopraHunsauuu, ynOﬂHOMOHeHHOVI Aepxartenem wan BaAagenbLem
PErMCTPaULMOHHOIO YyAdOCTOBEPEHMA NE€KApPCTBEHHOrNo npenapata Ha NPUHATUE npeTeH3m‘/’| oT
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nortpeburens;

8) NPOoEeKTbl MaKeTOB NePBUYHOI YNAKOBKM U BTOPUYHOK YNaKOBKM IEKAPCTBEHHOrO NpenapaTa gas
BETEPUHAPHOrO NPUMEHEHUS;

9) cneaytoume cBeAeHNA O IeKapCTBEHHOM Npenapare 411 BeTePUHaPHOro NPUMeHeHMUsA:
a) onucaHMe 1 CoCTaB JIeKapCTBEHHOTO NnpenapaTta A1a BeTepMHapPHOro NPUMeEHeHMUs;
6) onucaHne dpapmaLeBTUYECKOM Pa3paboTKu;

B) OnNucaHuWe npoLecca NPoM3BOACTBA U €ro KOHTPOASA, NoANMCaHHOe B NOPAAKE, YCTaHOBAEHHOM B
COOTBETCTBUM C YacTbio 1 HacToALLEelN cTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPOASA KPUTUYECKMX CTaAuii NPOU3BOACTBA M MPOMEXKYTOYHOW MPOAYKLUMK,
noAnucaHHoe B NopaAKe, YCTaHOB/IEHHOM B COOTBETCTBUM C 4aCTblo 1 HAcToALLEN CTaTbK;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMEeHOBaHWA W agpeca pa3paboTumka, AepyKaTens WM Bnafesblia PerncTpaLMoHHOro
YyOOCTOBEPEHUA  /IEKAPCTBEHHOrO  MpenapaTa, MPOM3BOACTBEHHbIX NJOWAAOK  MNpou3BoauTens
NIeKapCTBEHHOrO NpenapaTta ANA BETEPUHAPHOIO NPUMEHEHUA C YKa3aHWEM CTagMiA TEXHOOMMYECKOro
npouecca, OCYLLEeCTBAAEMbIX Ha MNPOWM3BOACTBEHHbIX M/OWAAKaX MNPOU3BOAUTENA NEKAPCTBEHHOTO
npenaparta A1 BETEPUHAPHOIO NPUMEHEHMUS;

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

e) dapmaLeBTMYECKan COBMECTUMOCTb;
) MMKPOBKMONOTNYECKME XapaKTEPUCTUKN;
3) maTepuanbHbiit 6anaHc 414 NPOU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

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

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpaumm MO YCKOPEHHOM npoueaype AOMNyCKaeTcAa HenpeacTaBleHWe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "k n. 94. 3 cT. 17, npm ycnoBmMm NUCbMEHHOTo 06A3aTeNbCTBa UX NPeaoCTaBUTb
B TeueHune 12 mecaues co aHs peructpaumm (MoctaHosneHue Mpasutensctsa PO o1 12.03.2022 N 353).

K) LOKYMEHTa/IbHOe NoATBepKAeHMe (BanaaLums) NpoLeccoB v (MaKn) Ux oLEeHKa;

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

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncTpauym no YCKOPEHHOW Mpoueaype ALOMNYCKAeTca HenpeacTaBNeHUe [OKYMEHTOB,
npeaycMoTpeHHblx nn. "m" n. 9 4. 3 ct. 17, Npu ycnoBUM NUCbMEHHOro 06s3aTenbcTBa WX
npenocTaBuTb B TedeHne 12 mecaues co AHs peructpauum (MoctaHosneHue lMpasButensctea PP ot

12.03.2022 N 353).

M) dHaIUTU4ECKNEe MeTogunKku, wucnosblyemblie MNMpn  OCyWEeCTBIEHUN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;
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KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpauumM no YCKOPEHHOW Mpoueaype ALOMNYCKAeTcas HenpeacTaBNeHMe [AOKYMEHTOB,
npeaycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, npu ycA0BUM NMMCbMEHHOTO 06A3aTeIbCTBa UX NPeaoCTaBUTb
B TeueHue 12 mecaues co gHA pernctpaumm (MoctaHosneHue MpasuTtenbctea PO ot 12.03.2022 N 353).

H) IOKYMeHTaibHOEe NOATBEPXKAeHMe (BanMaauma) aHanUTUYECKMX METOAMK, UCNONb3YEMbIX NPU
OCYLLECTB/IEHUN KOHTPO/IA KayecTBa BCMOMOTraTe/IbHbIX BELLECTB;

0) MHd)OpMaLI,Mﬂ 06 MCNoNb30BaHMM BCMOMOraTeNbHbIX BewecTs 4enoBeyeCkoro mn XMBOTHOIO
NPOUCXOXKAOEHNA;

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

p) TpeboBaHWA K KayecTBy JIEKAPCTBEHHOrO Mpenapata AAA BETEPUHAPHOIO MNpPUMEHEeHUs
(ceptTndukar, cneumndukaLma Ha NeKapPCTBEHHbIV NpenapaTt U nx 0b6ocHoBaHMe);

C) aHanUTUYecKMe METOAMKM, WCMOo/b3yemMble MNPU  OCYWECTBNEHUM KOHTPOAA KadecTsa
JIeKapCTBEHHOrO npenapara 4/ BeTepMHapPHOro NPUMeHeHus;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu pernctpaumm Mo YCKOPEHHOM npoueaype AOMNyCKaeTcA HenpeacTaBleHWe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "1 n. 9 4. 3 ¢1. 17, npy ycI0BUM NUCbMEHHOTO 0653aTeNbCTBa UX NPEA0CTaBUTL
B TeueHue 12 mecaues co aHs peructpaumm (MocraHosneHune Mpasutensctea PO o1 12.03.2022 N 353).

T) OKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMbIX Mpu
OCYLLECTBNEHMUM KOHTPOA KayecTBa IeKapcTBEHHOrO npenapaTa 418 BETEPUHAPHOTO NPUMEHEHWS;

y) OOKYMEHT, MOATBEPKAAIOWMA KayecTBO /IeKapCTBEHHOro npenaparta TPex MPOMbILLIEHHbIX
cepuit (NpoToKo aHanM3a unmn ceptudurKaT aHannsa), ogHa cepus KOTOPOro A0/XHa CoBnaaaThb C cepueit
o6pasLia 1eKapCcTBEHHOro npenapara, NoAaHHOIo Ha PerncTpaLmio;

&) XxapaKkTepucTMka npumecer;

X) nepeyvyeHb CTaHAAPTHbIX O6pa3LI,OB, MCNONIb3yeMbIX MPU OCYLLECTBNEHUN KOHTPONA Ka4decCTBa
NNEKaPCTBEHHOIO Npenaparta An1Aa BETEPUHAPHOIo NpnMeHeHuA,

KoHcynbTaHTlAtOC: NpuMeyaHme.

Mpu yckopeHHO!M npoueaype perncrTpauMyM BOCMPOM3BEAEHHOrO npenapaTta AonycKaeTca
HenpeacTaBAeHNEe CBeAEHWI, npeaycMoTpeHHbix nn. "u" n. 9 4. 3 ct. 17, Npu NUCbMEHHOM
0b6s3aTeNbCTBE MX MPEeAoCTaBUTb B TedeHne 12 mecsaueB co AHA peructpaumm (MocTtaHoBneHue

MpasuTenbctea PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTU NNEKAPCTBEHHOrIO NpenapaTta ANnAa BETEPUHAPHOIo NpuMeHeHuA,

10) Konua [OOKyMeHTa, cofeprKallero MHPopmMauuio O Hanuumm muam ob OoTcyTCTBUMM GaKTOB
perncTpauumn nekapcTBeHHOro npenaparta A48 BeTepUHapPHOro NpumeHeHus 3a npegenamm Poccuiickoi
depepauny;

11) cornacme B nnUcbmeHHON dopme, NpeayCMOTPEHHOE YacTbio 7 HacToALWEeN CTaTbk, B C/ydae
perncTpauumn BoCNpom3BeaeHHOro IeKapcTBEHHOro npenapaTa;
(B pen,. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEeHTa Ha PYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAHOB/JEHHOM MOpPAAKe W
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NOATBEPKAAIOLWEr0 NPAaBOMOYHOCTb 3asB/NEHUA O FOCYZAPCTBEHHOW PErucTpauymn NeKapcTBEHHOTO
npenapara g/1a BeTepnHapHOro NpUMeHeHnn (J0BEPEHHOCTD);

KoHcynbTaHTIAOC: NpuMmeyaHue.

[0031.12.2030 poCCUNCKMM NPOM3BOANTENIAM PA3PELLEHO He NpeacTaBAATb CBEAEHNA B COOTBETCTBUMN
c n. 13 4. 3 cr. 17 npu perucTpauum UMMYHOOMOIOTMYECKUX NEKAPCTBEHHbIX MpenapaToB
(MoctaHoBneHue MpasuTenbcrtsa PO ot 12.03.2022 N 353).

13) cBedeHMA O TOCYOAPCTBEHHOM perncTpauum  reHHO-MHKeHepHO-MOAUULMPOBAHHbIX
OpraHM3MoB, nNpefHa3HayeHHbIX A1A BbINyCKa B OKpyKatowylo cpedy (nNpyu rocyaapCTBEHHOM
perncTpaumMm JIeKapCTBEHHbLIX MPEnapaToB AnA BETEPUHAPHOrO MNPUMEHEHUA, TMOAYYEHHbIX C
NPUMEHEHNEM  TEHHO-UHXEHEePHO-MOANDUUMPOBAHHbLIX OPraHM3MOB WKW  coAeprKallnx Takue
OpraHM3mbl).

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

4. MNpu npoBeAeHUMN YCKOPEHHOW npoueaypbl 3KCMEPTM3bl NIEKAPCTBEHHOrO Mpenapata Aans
BETEPMHAPHOrO MNPUMEHEHMA (338 WUCKNIOYEHWEM JNIEKApPCTBEHHOrO Mpenapata Ana BeTepUHapHOro
NPUMEHEHWA, YKa3aHHOro B YacTu 4.1 HacTosWweN cTaTbM) B LENAX ero rocyaapCcTBeHHOM perncrpauunm
BMECTO OTYeTa pa3paboTuMKa 0 pesysibTaTax AOKAMHUYECKOrO UCC/Ie0BaHNA IEKapCTBEHHOrO CpeacTBa
AN BETEPMHAPHOro MPUMEHEHMA MOMKET ObiTb npeacTaBieH 0630p Hay4yHbIX PaboT O pesynbrartax
OOK/NIMHUYECKOro uccnefoBaHnsa pedepeHTHOro JIeKAapCTBEHHOrO npenapata Ana BeTepPUHAPHOro
NPMMEHEHWSA, 3 BMECTO OTYETa O pe3y/ibTaTax KJIMHMYECKOrO UCCIeA0BaHNA IEKAapCTBEHHOMO npenaparTa
ON8 BETEepPMHApHOro MNPUMEHEHWs OTYET O pesyabTaTaXx WCCAefOBaHUN OGUO3KBMBANEHTHOCTU
BOCMNPOM3BEAEHHOIO IEKAPCTBEHHOIO Npenapara A1 BeTePUHAPHOTo NPUMEHEHUA.

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

4.1. Mpu npoBeaeHUN YCKOPEHHOW MpPOLEAYPbl 3KCNEPTM3bl NEKAPCTBEHHOro npenapata gas
BETEPUHAPHOTrO MPUMEHEHUA, NPeAHA3HAYEHHOTO ONA IeYEHUA AOMALUHUX XKMUBOTHbIX, OnpeaesieHHbIX
depepanbHbiM 3aKoHOM OT 27 aekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM O06palleHMK C
YKMBOTHbIMU U O BHECEHUU U3MEHEHUI B OTAE/IbHbIE 3aKOHOAATe/IbHble aKTbl Poccuitickoit Pepepauunn’,
M 3aperncTpupoBaHHOro B KayecTBe JIEKAPCTBEHHOro npenapaTta gna MeanUMHCKOro NpMMeHeHus, B
Lenax ero rocyaapcTBeHHOM perucTpaumm BMeCTo oTyeTa pas3paboTunKka o pesynbraTax AOKAMHUUYECKOTrO
nccnefoBaHUA IEKAPCTBEHHOMO CPeACTBa A/19 BETEPUHAPHOrO NPUMEHEHMA MOTYT BbITb NPeACTaBAEHbI
pe3ynbTatbl AOKAMHUYECKOrO WCCNeaoBaHMA COOTBETCTBYIOLWLErO JIEKAPCTBEHHOrO Cpeactsa  AAaA
MEAVUMHCKOTO MNPUMMEHEHMA, a BMECTO OT4eTa O pe3yabTaTax K/JAMHUMYECKOro WCCnefoBaHuA
JIeKapCTBEHHOro npenaparta Ans BeTePUHAPHOro nNpuUMeHeHus - 0630p HaydHbIX paboT O pesynbTaTax
KNMHUYECKUX MCCNeAoBaHMN NEKAPCTBEHHOrO Npenapata Ana MegUMUMHCKOro NPpMMEHEHUA Ha BMAaX
KMBOTHbIX, KOTOPbIM NPeAHa3HAYaETCA UCCIeAYEMbIN NEKAPCTBEHHbIN Npenapart.

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

5. Ha aKkcnepTu3y pasanyHbix IEKapCTBEHHbIX GOPM OLHOTO U TOTO XKe SIeKapCTBEHHOro NpenapaTa
AN17 BETEePUHAPHOTO NPUMEHEHMSA 3aABUTE b NPEACTaBASET OTAE/bHbIE 3asABNEHUS U PETUCTPALMNOHHbIE
[0Cbe Ha KaXKAayo NekapcTBeHHyo dopmy. Mpu ycaoBUKM 0A4HOBPEMEHHOM NOLAYM Ha SKCNEPTM3Y OL4HOM
NeKapcTBeHHOW ¢opMbl € Pas3/IMYHbIMM  [O3MPOBKOW, KOHLEHTpauuen, obbemom 3asBuUTeNb
NpeacTaBAseT OAHO 3asB/JEHWE U PEerncTpauyoHHOE [O0Cbe C MPUIOKEHWEM MaKeTOB NepBUYHOM
YNaKOBKM W BTOPUYHOW YMNaKoBKW. Ha maKeTax NepBUYHOM YMNaKOBKM M BTOPUYHOMN YMNAKOBKM
YKa3bIBaloTCA BCE NPOM3BOAMMbBIE AO3UMPOBKM, KOHLEHTPALMKM, OBBEMBI U KOIMYECTBO 103 B YNAKOBKE
NIeKapCTBEHHOTO Npenapara 4/ BETePUHAPHOrO NPUMEHEHUSA.
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B CNly4ae HenpeAacrtaB/sieHnA C 3aABNEHUNEM O I'OCV,CI,apCTBeHHOl\/’I PerncTpaunm nekapCrBeHHoOro
npenapaTta AnAa BETEPUHAPHOINoO NpUMeEHEHNA JOKYMEHTOB, NOATBEPXKAAOWMNX yNnaTy FOCV,EI,apCTBEHHOﬁ
NOLWJIMHBbI U YKa3aHHbIX B NYHKTe 7 4acTu 2 HaCTOHU.I,Eﬁ CTaTby, CBe,CI,EHMﬁ O NINUEH3UNAX, YKA3aHHbIX B
NYHKTax 1n2yvactm3 HaCTOﬂU.LEVI CTaTbW, a TaKXKe BblgaBaeMbIX (I'Ipep,OCTaBI'IFIeN\bIX) YNO/THOMOYEHHbIMMN
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denepanbHbIMM OpraHamMu UCMONHUTEIbHOM BNACTU AOKYMEHTOB (CBeAEHMM), yKa3aHHbIX B NyHKTe 2.1
yacTM 3 HacToAWEWN CTaTbW, YMNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENIbHOW BAacCTU
3anpalmnBaeT yKasaHHble OKYMEHTbI (CBeAeHUs) B NOpPAAKE MEXBEAOMCTBEHHOr0O MHGOPMALNMOHHOIO
B3aMMoOAencTBus.

(yacTb 6 B peq,. deaepanbHOro 3akoHa ot 27.12.2019 N 478-$3)

7. He ponycKkaeTcs WCMNO/b30BaHME B KOMMEPYECKMX Lensx MHPopmauum o pesynbraTtax
OOKINHUYECKUX NCCNen0BaHU IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BaHMN NeKapPCTBEHHbIX
npenapatoB A8 BETEPUHAPHOrO NPUMEHEHUs, NPeaCcTaB/IEHHON 3aABUTENeM As roCyAapCTBEeHHOM
perucTpauum feKapcTBEHHbIX npenapatoB, 6e3 ero corfacMa B TeyeHWe LWecTu JeT C  AaTbl
rocyAapCcTBEHHOM peructpaumm pedepeHTHOro IeKapCTBEHHOTO npenapaTa B Poccuiickoin ®epepaumn.

8. [lepkaTtenb naun Bnagenew, perncTpaLMoHHOro ya0CTOBEPEHMA IEKAPCTBEHHOMO NpenapaTta aAaA
BETEPUHAPHOrO NPUMEHEHMA NpeacTaBAAeT B YNOJHOMOYEHHbIM deaepasbHbll OpraH UCNOJIHUTEIbHOM
B/1IACTW OTYET MO pe3yabTaTam papMaKkoHa[30pa OAUH Pa3 B LLIECTb MECALLEB B TEYEHME ABYX NIeT nocne
rocyapcTBEHHOM perncrTpauunm IeKapcTBeHHoro npenapara B Poccuinckoit deaepauunm, 3aTem exKerogHo
B TeYEHME NocneayoLWwmnX TPeX NeT U B Aa/ibHeNWeM OANH pas B TpM roga.

(yacTb 8 BBeAeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

CraTtba 18. YTpatuna cuny c 1 ceHTabpa 2024 roga. - PegepanbHblii 3akoH ot 30.01.2024 N 1-93.

KoHcynbTaHTlAKOC: NpumeyaHue.

MonoxeHusa c1. 19 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpenoCTaBAEHUSA roC. YCAYyr Npu
0o6pallleHMM NEeKAPCTBEHHbIX CPeACTB AAA MeAMUMHCKOrO U BETEepPUMHAPHOro nNpUMeEHeHUA
nocpeacTBOM eAMHOW CUCTEMbI U (MK) eanHOro nopTtana, npumeHstotca ¢ 01.01.2026.

Cratba 19. MpuUHATME peLleHUA O BbiAaye SKCNepTHOMY yupeXKaeHUI0 3a4aHnA Ha NpoBeAeHue
3KcnepTu3bl NEKAPCTBEHHOrO CpeacTBa

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

KoHcynbTaHTlAtOC: NpuMeyaHue.
C 01.03.2026 B @63. 1 4. 1 cT. 19 BHOCATCA M3MeHeHus (D3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

1. B TeyeHue aecati paboumx gHel co AHA NPUHATUA 3aABAEHNUA O FOCYAaPCTBEHHOM perncTpaunm
NeKapcTBEHHOrO Npenapata WAM 3asBeHWA O MNPM3HAHMKM JIeKapCTBEHHOro npenapaTta opdaHHbIM
NeKapcTBEHHbIM  NpPenapaToM  COOTBETCTBYIOWMIA  YNOAHOMOYEHHbIM  deaepanbHbli  opraH
NCMNONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MNOAHOTbI, 4OCTOBEPHOCTN U NPaBUALHOCTU 0popMaeHUA
npeacTaBNeHHbIX AOKYMEHTOB PErmcTpaumMoHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT M NpuMHUMaeT
pelleHKe O BblAaye 3a4aHNA Ha NPOBeAEHME:

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

1) 3KCnepTU3bl AOKYMEHTOB, NPeACTaB/eHHbIX A1a onpeaeneHna BO3MOMKHOCTM paccmaTpuBaTth
NleKapcTBEHHbIM npenapaT ANs MeAMUMHCKOro NMpMMeEHeHUs B KadecTBe opdaHHOro /eKapCTBEHHOro
npenapara;

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 n. 2 4. 1 cT. 19 yTpaumsaet cuay (P3 ot 30.01.2024 N 1-d3).

2) 9KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa J1IEKAPCTBEHHOIO CpeacTBa
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N 3KCNEPTU3bl OTHOLWIEHUA ommp,aemoﬁ NoJ1Ib3bl K BO3SMOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO
npenaparta ana megnuymnHCKoro npumeHeHuaA,

3) 9KCNEPTU3bl IEKAPCTBEHHOIO CPpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa NIEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWIEHUA ommp,aemoﬁ NOJ1Ib3bl K BO3SMOXXHOMY PUCKY NMPUMEHEHUA NIEKAPCTBEHHOIO
npenapata Ana MeaumunHCKOro npumMmeHeHunAa B NnopAagKe yCKOpeHHOVI npoueaypbl 3KCNEPTU3bI
NEeKapCTBEHHbIX CpeacTs B COOTBETCTBUN CO cTaTbel 26 HacToAlwero CDep,epaanoro 3aKOHa;

4) 3KcnepTvsbl NEKAPCTBEHHOrO CPeACTBa B OTHOLWEHWMM NEKapCTBEHHOro npenapaTta AAA
BETEPUHAPHOrO MPUMEHEHMA.

2. YNONHOMOYEHHbIN deaepanbHbli OpraH MCMNOAHUTENBbHOM BAACTM HanpasAsfeT B JIMYHbIN
KabWMHET 3KCNEePTHOrO yUYpeXAeHUA B e4AUHOM cucTemMe NognNucaHHOE YCUAEHHOM KBAIMOULMPOBAHHOM
3NEKTPOHHOM MOAMMUCHIO 3aZlaHNe Ha MPOBeLEHNE IKCNEPTU3, NPesyCMOTPEHHbIX YacTbio 1 HacToAweNn
CTaTbM, B JINYHbIK KabWHeT 3asBuUTeNA B eAMHOW CUcTeme - MNoAfUcaHHOe  YCUAEHHOM
KBaNPUULMPOBAHHOM 3NEKTPOHHOM NOANUCHIO YBEAOMIEHME O MPUHATOM PELLUEHNN O BblAave 3aaHuA
Ha NpoBeAeHMe 3KCNepPTU3, NPEAYCMOTPEHHbIX YacTblo 1 HACTOALLEN CTaTbM, U B Cly4ae HEOOXOAMMOCTH
O Bblgaye paspeweHna Ha BBO3 B Poccuiickyio ®Pegepaumio KOHKPETHOM MapTun, cepuu
3aperncTpupoBaHHbIX U (MAKN) HE3aPEerncTPUPOBAHHBLIX JIEKAPCTBEHHbIX CPeacTB MAM o6 OTKase B
NpoBefeHUN TaKNX SKCMEPTU3 C YKa3aHMEM MPUYNH OTKa3sa.

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

3. B cnyyae BbIABAEHMA OTCYTCTBMA WMAM HELOCTOBEPHOCTM MHOOPMaLMMK, copepKalienca B
NpeacTaBNEHHbIX 33aABUTENIEM OOKYMEHTaX, YNOJIHOMOYEHHbIM deaepasibHbli OpraH UCNONHUTENbHOM
B/IACTW HaMNpaBAsAET 3aABUTE/IO0 NOCPEACTBOM €AMHOro noptana Uan B €ro JINYHblA KabuHeT B eguHOMN
cucteme 3anpoc 06 yTOYHEHUU 3TON MHPOPMaLUKM, MOAMMUCAHHBIA YCUIEHHOM KBa/JMPULMPOBAHHOM
3NEeKTPOHHOM nognucblo (ganee - 3anpoc ynosHoMo4YeHHoro degepanbHOro opraHa MCNOAHUTEIbHOM
BNAcCTH).

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 BuY. 4 cT. 19 BHOCcATCA n3ameHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayLuyto pegakumio.

4. 3asasutenp 06A3aH HanpaBWTb NOCPEACTBOM €AMHOro MNopTana B  YNOJHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTEIbHOM BAACTUM UK B INYHBIA KABUHET YNOJIHOMOYEHHOTO dpeaepanbHOro
opraHa UCNOMHWUTENIbHOW BNACcTU B eAMHOW cucTeMe MOAMUCAHHBINA YCUIEHHON KBanUULMPOBAHHOM
SNEeKTPOHHOWM NOAMUCHIO OTBET HA 3anpoC YNoJHOMOYEHHOro deaepasbHOro opraHa UCNOHUTENbHOM
BJ1aCTU B CPOK, He MPEeBbIAOWMI AeBAHOCTa pabounx AHEW CO AHA MOAyYeHUA YNOJHOMOYEHHbIM
desepanbHbiM  OPraHOM  UCMOJIHUTENILHOM  BAACTU  3/IEKTPOHHOTO  YBEAOMJIEHWA O MNOJyYEHUU
3aABuTeNeM AaHHOro 3anpoca. CpoK, yKasaHHbIN B 4acTu 1 HacToALLel CTaTbM, MPUOCTAHAB/IMBAETCA CO
[AHA HAanpaB/ieHWA NOCPEACTBOM €4 MHOrO NopTana UK B IMYHBIN KabBWHET 3aABUTENA B €4MHON cucTeme
3anpoca ynoAHOMOYEHHOro ¢eaepanbHOro opraHa WUCMONHUTENbHOW BAAcTM A0 AHA HanpaB/ieHuWA
3aABUTENIEM MOCPEACTBOM €4AMHOIO NOPTaNa UK B IMYHbLIA KabMHET ynoJIHOMOYEHHOro dpesepasibHOro
opraHa UCNosIHUTENbHOM BNACTU B eANHON CMCTEME OTBETa.

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

5. OcHoBaHMeM gnA OTKasa B OpraHM3aumn aKCNepTmns3, NPeayCMOTPEHHbIX YacTbio 1 HaCTOﬂLLI,em
CTaTbWn, ABNAAETCA NpeacTtaB/ieHue HGO6X0,CI,MMbIX ana nposeaeHMA npeaycMoTpPpeEHHbIX 3KCNepTus
AOKYMEHTOB B HEMOJ/IHOM obbeme nam HenpeacrasaeHMe 3aABuUTeNeM B yCTaHOBﬂeHHbIVI CPOK OTBETa Ha
3anpocC ynosiIHOMO4YeHHOro d)e,a,epaanoro OpraHa WUCNOJIHUTENIbHOM BNACTU, a TaKXke npeacrasneHune
AOKYMEHTOB, HE coAepXalWnx ncHepnbiBaroLlero nepeyHa HGO6XOAMMbIX CBGAEHMﬁ.

KoHcynbTaHTlAOC: NpuMeyaHme.
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C01.03.2026 B Y. 6 cT. 19 BHOCATCA M3meHeHus (93 o1 31.07.2025 N 304-d3). Cm. byayluyto peaakLumio.

6. MNpun OTKase B OpraHM3aLUKM 3KCNEPTM3bl, NPeAyCMOTPEHHON NyHKTOM 4 4Yactu 1 HacToAwwen
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTAB PErMCTPALMOHHOIO AOCbe HA SIEKAapCTBEHHbIM NpenapaTt aaa
BETEPMHAPHOIrO MPUMMEHEHMA, MOryT ObiTb BO3BpalLeHbl 33aABUTENII0 HAa OCHOBAHMM €ro 3anpoca,
NOAMMUCAHHOIO  YCU/IEHHON  KBanUUUMPOBAHHOM 3/IEKTPOHHOM MNOAMWUCBIDO W HanpaB/AEHHOro
nocpeAcTBOM eAMHOIo NopTasa B YyNOJHOMOYEHHbIM deaepasbHblii OpraH UCNOAHUTENIbHON BAACTU UK
JINYHbBIN KaBMHET yNoNHOMOYeHHOTO defepanbHOro opraHa MCNONHUTEIbHOM BIACTU B €4MHON CUCTEME,
B TeyeHWe Tpuauatn paboumx AHel cO AHA NPUHATMA YNOJHOMOYEHHbIM denepasbHbIM OpraHOM
NCNOJIHUTENbHON BNACTU pelleHus ob OTKase B OpraHuMsaLMuW TaKOM 3KCMepTusbl. YNOAHOMOYEHHbIN
denepanbHbIt opraH UCNONHUTENBHOW BNACTU BO3BPALLAET 3aABUTENIO YKa3aHHbIE JOKYMEHTbI B Te4EeHUe
Aecatn pabouymx gHelM co AHS NOyYeHMA COOTBETCTBYIOLWLEro 3anpoca 3asBuTens.

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

KoHcynbTaHTlAKOC: NpumeyaHume.

MonoxeHusa ct1. 20 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpenoCcTaBAEHUSA roC. YCAyr nNpu
obpallLeHMM NEeKaAPCTBEHHbIX CPEeACTB A1A MEeAMUMHCKOrO MPUMEHEHUsA MoCpenCcTBOM eANHOM
cmuctembl, npumeHatoTca ¢ 01.01.2026.

Cratba 20. 3Kcnepmsa AOKYMEHTOB, npeAacCTaB/IeHHbIX AnAa onpepeneHnAa BO3MOXKHOCTU
paccmaTpuBaTtb HEKapCTBEHHbIﬁ npenapar gnaa meguuyuHCKoro npyumeHeHuAa B Ka4vyecrtsee Op(baHHOI'O
NEeKapCTBEHHOro npenaparta

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

1. Mpoueaypa onpefeneHNa BO3MOMKHOCTM pPACCMATPMBaTb JIEKAPCTBEHHbIM npenapat Ans
MEeAMLMHCKOro NPUMEHEHNA B KayecTBe Op¢paHHOro NEeKapCTBEHHOrO NpenapaTta MOXKET NPOBOAUTLCA
KaK B OTHOLIEHUW NEKAaPCTBEHHOrO npenaparta, 3aperucTPMpPoOBaHHOIO B COOTBETCTBUM C HACTOALLMM
depepanbHbiM 3aKOHOM AM6G0O B COOTBETCTBMM C aKTamM, COCTaBAAlOWMMM npaBo Coto3a, Tak M B
OTHOLWIEHMM  HE3apPerucTPMPOBAHHOrO  NIEKAPCTBEHHOrO MpenapaTa. JKCMepTv3a  LOKYMEHTOB,
NpeacTaBAeHHbIX ANA OnpeAeseHns BO3MOMKHOCTM PaccMaTpMBaTb /IEKAPCTBEHHbIM Mpenapat ans
MeAMUMHCKOrO NpUMeHeHUa B KauyecTBe OpdaHHOrO /NEeKapCTBEHHOrO mnpenapaTa, CocTaB/ieHue
KOMWUCCMEN IKCMEepPTOB 3aK/OYEHMA O BO3MOMKHOCTM WM HEBO3MOMHOCTM  PaccMaTpuBaThb
NeKapCTBEHHbIN npenapaT 418 MeAMUMHCKOro NpYMeHeHUA B KadyecTBe Op¢daHHOro NeKapcTBEHHOro
npenapata M HanpaBfeHWe B /AMYHbIM KabuHET ynoNHOMOYeHHOro ¢deaepanbHOro opraHa
MCNONHUTENBbHOM BNACTU B €4MHOM CMCTEME AAHHOTO 3aKNto4YeHUA B GOpMe 31eKTPOHHOMO AOKYMEHTa,
NOAMMCAHHOTO YCUAEHHON KBaNIMOULMPOBAHHOW 3/1EKTPOHHOM MOANUCHIO, OCYLLECTB/AIOTCA B CPOK, He
npesbIWaloWNn TpuauatM paboumx OHeNW co AHA HanpaB/ieHUA B /IMYHbIA KaBUHET 3KCNepTHOro
YUPEKAEHUA B e4MHON cuCTemMe 3a4aHMA YyNONHOMOYEHHOTo peaepasnbHOro opraHa MCNOAHUTENbHOWM
BJ1ACTU U CNeayoWwnX 4OKYMEHTOB U CBEAEHUI:

1) 3asBNE€HME O NPU3HAHUKN NEKAPCTBEHHOMO NpenapaTa opdaHHbIM JIEKaPCTBEHHbIM NPenapaTom,
COCTaB/IeHHOE No GpopMe, YTBEPKAEHHOW YNONHOMOUYEHHbIM dpeaepasnbHbIM OpraHOM MCNONHUTEIbHOM
BJ1ACTW, MOAMMCAHHOE YCUAEHHOW KBanMOUUMPOBAHHOW 3N1E€KTPOHHOM NOAMMCLIO YNOAHOMOYEHHOTO
npeacTaBUTeNA IOPUANYECKOTO INLA, AEUCTBYIOLLErO B COBCTBEHHbIX MHTEPECAX UK YNTOJHOMOYEHHOTO
NpeacTaBNATb MHTEPECh! APYroro PUANYECKOro NLa;

2) KoMWA [OKYMEHTA Ha pPYCCKOM A3blKe, 3aBEPEHHOro B YCTAaHOB/JIEHHOM MopagKke W
NOATBEPKAAIOLLEr0 MPaBOMOYHOCTb 3afBUTENS MOAABaTb 3anABJAEHME O NPW3HAHUM JIEKapPCTBEHHOTO
npenapata opdaHHbIM IeKapCTBEHHbIM NPenapaTom (Npy HeobxoaAnmocTw);

3) obocHoBaHMe Opd)aHHOCTM 3a60}'IEBaHMH, Heé OTHeCeHHOro B COOTBETCTBUU C d>ep,epaanb|M
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3aKoHOM OT 21 Hosi6pa 2011 roga N 323-d3 "O6 ocHOBax oxpaHbl 340p0BbA rpaxaaH B Poccuitckom
depepaunn” K pegkum (opdaHHbIM) 3aboneBaHWsam, B TOM uuciae noapobHasa uHbopmaums o
AMarHoOCTMKe, NPOdUNAKTUKE AN NeYeHUN TaKoro 3aboneBaHus;

4) yTBEpXKAOEHHAA WHCTPYKLUMA NO MeAMUMHCKOMY NPUMEHEHWMI0 JIeKapCTBEHHOro npenapara,
3aperucTpupoBaHHOrO B COOTBETCTBMM C HacToswmm DdegepanbHbiM  3aKOHOM, WaM  obuias
XapaKTEPUCTMKA JIEKAPCTBEHHOrO MpenapaTta, 3aperncTPMPOBAaHHOTO B COOTBETCTBUM C  aKTamM,
cocTtaBaAloWwMmMM npaso Cotosa (Mpy Hannumm);

5) MHCTPYKUMA NO MeAMLMHCKOMY MPUMEHEHUIO UM KPaTKas XapaKTepUCTMKa NeKapCTBEHHOTO
npenapara, yTBepXAeHHble B CTpaHe NpoM3BoAnUTeNA (MPY Hannumm);

6) KOMMM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JIEHHOM MOPSAAKE W NoATBep:KAatoWwmx GaKT
perncTpauum NeKkapcTBEHHOro npenapaTa B WMHOCTPaHHbIX FOCYAapCTBax B KayecTBe oOp¢daHHOro
NleKapcTBEeHHOTo NpenapaTa (Mpu Hanuumm);

7) NPOEKT XapaKTEePUCTUKM HEe3aperMcTpupoBaHHOMO IEKAPCTBEHHOMO NpenapaTa, CoAepKallero
cnegylowMe MWHUMANbHble CBeAeHWA O He3aperncTpMpoBaHHOM JIEKAPCTBEHHOM npenapare
(monyckaeTcs npeacTaBNeHWE MNPOEKTA XapaKTEePUCTUMKU HE3apermcTpMpoBaHHOIO J1IEKApPCTBEHHOMO
npenaparta, COCTaB/I€HHOro B COOTBETCTBUM C AOCTYMHbIMU AAHHLIMW MO NPOBEAEHHBIM KNAMHUYECKUM
UCCNeAO0BaHMAM JIeKapCTBEHHOro npenapata WM AOKAMHUYECKUM WCCNefOBaHMAM NeKapCTBEHHOMO
CpeacTBa Ha MOMEHT MoJayM 3aABAEHMS O NPW3HAHUWM NIEeKAapCTBEHHOrO npenapata opdaHHbIM
NleKapcTBEHHbIM MpenapaTtom):

a) HauMmeHOBaHME JNIeKapCTBEHHOro npenaparta (MexayHapoAHoe HenaTeHTOBaHHOE, WM
rpynnuMpoBOYHOE, AN XMMUYECKOe U TOProBoe HauMeHOBaHWA);

6) NeKapCTBEHHAA cbopma C YKasaHunem HAaUMeHOBaHWUIM U KO/IMYECTBEHHOIO COCTaBa AEVICTBVPOU.LMX
Beul,eCTB K Ka4eCTBEHHOIo COCTaBa BCNOMOraTe/ibHbIX BELWECTB (I'Ipl/l HEO6XOAMMOCTM KO/IN4eCTBEHHOIO
COCTaBa BCNnomMmoraTte/ibHbIX BELLI,ECTB);

8) bapmaKkoanMHaMMKa U GapMaKOKUHETHKa;
r) NokasaHusa ANnsa NpUMeHeHus;
[) NPOTUBONOKAa3aHMA 418 NPUMEHEHUS;

e) BO3MOXHble NO6OYHbIEe AeﬁCTBMH MU HeXenaTtesbHble peaKuun npu  npuMeHeHUn
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHua,

) HaMMeHOBaHMA W agpeca MNPOM3BOACTBEHHbIX MJIOLLAA0K MPOU3BOANTENA JIEKAPCTBEHHOIO
npenapaTa;

3) cBeaeHus O pa3paboTuMKe NEKAPCTBEHHOTO CPeACTBa (AeprKaTesie  PerucTpauyoHHOro
y40CTOBEepeHUs);

8) cBeAeHMA O TeKyLLLEM CTaTyce pa3paboTKM He3apPerncTPMpPOBAHHONO IEKAaPCTBEHHOIO Npenapara,
a TaKKe nsiaH ero paspaboTku;

9) O630pbl AOKNNHNYECKUX MCCﬂe,EI,OBaHMVI NNEKAPCTBEHHDbIX CpeacTB U KINHUYECKUX MCCﬂeAOBaHMI‘;I
HE3aperncTpmpoBaHHOIo 1IEKAPCTBEHHOIO NpenapaTa, 4OCTyNHblE Ha AeHb NOA4a4YN 3aAB/IEHUA,

10) OT4yeTbl O nNpoBEAEHHbLIX AOKJAMHUYECKUX WUCCNeAOBaAHUAX NEKAPCTBEHHOIO Cpeacrtea wu
KNNHNYECKNX nccnegoBaHNAX HE3APETMCTPUPOBAHHOTO 1IEKAPCTBEHHOIO NpenapaTa (I'IpVI HaJ'IVI‘-IMVI);

11) peKBM3UTbI JOKYMEHTa, MOATBEPKAAIOLLErO YNNATY roCyAapCTBEHHOW MOLWJ/IMHBI.
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2. B cnyyae HegoOCTaTOMHOCTU NpeAcTaBAEHHbIX MaTepuasoB B LEeNAxX NpoBeaeHUA SKCNepTusbl ans
onpeaeneHna BO3MOXKHOCTM paccMaTpuBaTb IeKapCTBEHHbIN NpenapaT 4N MeAULMHCKOro NPpUMeEHEHNs
B KayecTBe op¢daHHOro NeKapcTBEHHOro npenapaTa 3KCNepTHoe y4yperkaeHue HanpaBAseT B JIMYHbINA
KabuHeT 3asaBUTeNs B eAMHON cucTeme 3anpoc O MpeacTaBAeHMM HeobXoAUMBbIX MaTepuanos,
noAnucaHHbii  pykoBoauTenem  (YNONIHOMOYEHHbIM  AINLOM)  3KCMEPTHOrO  ydpexaeHusa C
MCNONb30BaHMEM YCUNEHHOM KBanMPUUMPOBAHHOW 3NEKTPOHHOM noanucu. 3assutenb o06A3aH
HanpaBWUTb B IMYHbIIA KaBUHET SKCNEPTHOTO yYpeskaeHUA B eANHON cucteme NoAanmucaHHbIi yCUAeHHOM
KBaANPULMPOBAHHOM 3/1EKTPOHHOM NOANUCHIO OTBET Ha 3aMNpoC B CPOK, HE NPeBbILWAOLLNNA LWecTUAeCcATH
paboumx AHE Co AHA NONYYEHUA SKCNEPTHLIM YUpENKAEHMEM 3/1eKTPOHHOIo YBEAOMIEHNA O MONYYEeHUN
3asBuTenem 3anpoca. CpoK, yKasaHHbIA B 4acTM 1 HacToAllel CTaTbM, MPMOCTAHABAMBAETCA CO AHA
HanpaBs/IeHMA 3a8BUTE/I0 B €ro JINYHbIN KaBUHET B eAMHOIN cUCTeME 3aMpoca SKCNEPTHOrO yupexaeHus
A0 [AHA Hanpas/eHUA 3anBUTE/IEM B JIMUYHbLIN KabMHET 3KCMEPTHOro yUYpeKAeHUsa B eAMHON cucteme
OTBETa Ha 3aMpoC M He YYMTbIBAETCA NMPWU MCUMCNEHMM CPOKA NPOBEAEHMA SKCMEePTM3bl AOKYMEHTOB,
npeacTaBieHHbIX AN OnpefesieHUA BO3MOMKHOCTM pPacCMaTpuBaTb JIeKapCTBEHHbIM npenapaTt Aans
MeAMLMHCKOro NpUMeHeHmMs B KadyecTee opdaHHOro IeKapCTBEHHOro npenapara.

3. B cpoK, He npesBblWaloWmin NATM paboumx gHel co AHA HanpaBAeHWUs B JIMYHbIA KabuHeT
YNOJIHOMOYEHHOrO deaepanbHOro opraHa UCMONHUTENIbHON BNACTU B €AMHOM CUCTEME 3aKIHYeHUs,
YKa3aHHOro B 4actM 1 HacTosAwen cTaTbW, YNoJHOMOYEHHbIW denepasnbHbli OpraH UCMOAHUTENbHOM
BNACTM OCYLLLECTBAAET OLLEHKY 3aK/IOMEHMA ANA ONpeaeneHMsA ero COOTBETCTBMA 334aHMIO Ha NpoBeaeHMe
3KCNepTU3bl M HaANPaBASET B JIMYHbIA KabMHET 3aaBUTENA B e4ANHOW CUCTEME NOAMNUCAaHHOE YCUAEHHOM
KBaNPUUMPOBAHHOM 3NEKTPOHHOM NOANUCHIO YBEAOM/IEHME O pPe3y/bTaTax NPOBEAEHHOM SKCNEPTU3bI
C NPUIOXKEHMEM KOMMUM SKCNEPTHOTO 3aKAOYEHMA (C cOXpaHEHNEM KOHOUAEHUMANBHOCTU MHOOPMaLUM
0 COCTaBe KOMMCCUM SKCNEPTOB) U BO3MOXKHOCTU UM HEBO3MOXHOCTU PAacCMaTPUBaTb NEKAPCTBEHHbIN
npenapar ana MeauuMHCKOro NpUMeHEHNn B KayecTBe opdaHHOro JIeKapCTBEHHOTO Npenapara.

CraTtba 21. YTpatuna cuny c 1 ceHTaA6pa 2024 roaa. - PegepanbHblii 3akoH ot 30.01.2024 N 1-93.

Cratba 22. YTpaTtuna cuay ¢ 1 uona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua cT. 23 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBNeHUA roc. YCAyr npu
06paLLEHNUM NIEKAPCTBEHHbIX CPEeACTB A1 MEAMUMHCKOTO MPUMEHEHUs MoCcpencTBOM  eAMHOW
cuctembl, npumeHatotca ¢ 01.01.2026.

Cratba 23. JKcCnepTM3a KauyecTBa /NIeKAapCTBEHHOrO CPeACTBA M 3KCMepTU3a OTHOLIEeHUA
0)XXMJAEeMON nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEKApCTBEHHOro npenapata AnAa
MegULUHCKOro NpUMeHeHUs

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

1. 9KcnepTU3a KayecTBa /IEKAPCTBEHHOTO CPEeACTBA M KCMEPTN3a OTHOLLEHUSA OXKMUAAEMOW NOJb3bl
K BO3MOMKHOMY PUCKY NPUMEHEHWS NeKapCTBEHHOro npenaparta A1A MegMUMHCKOro NpPUMEHEeHUs,
COCTaB/IEHNE KOMUCCUAMM IKCMEPTOB 3aK/IOYEHWA MO pesy/bTaTaM MpPOBEAEHHbIX 3KCNepTu3 WU
Hanpas/ieHWe 3TUX 3aKJOYEHWUI, NOAMNMCAHHBIX YCUNEHHBIMU KBAMOUUMPOBAHHBIMU 3/1EKTPOHHbIMU
NOAMMUCAMM, B INYHbLIV KabUHET ynosHOMOYeHHOro dpenepasnbHOro opraHa MCNOHUTENIbHOW BACcTU B
eAMHON CUCTEME OCYLLECTBAAIOTCA B CPOK, He MpeBblWwalowmnin cTa gecatm paboumx gHel co AHA
HanpaB/eHUA B JINYHbLIA KabWHET 3KCNepTHOro y4yperKaeHWa B eAMHOM CUCTEME COOTBETCTBYIOLLErO
3aflaHnA  ynosHOMo4YeHHoro ¢eaepanbHoOro opraHa MUCMOAHUTENBHOM BNAacTM WM HeoBXoAMMbIX
OOKYMEHTOB.
(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-3)
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KoHcynbTaHTlAOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3gpas Poccun o 11.04.2022, npn HEBO3MOXKHOCTU NpoBeaEeHUA
9KCNEepTU3bl KayecTBa JIEKAPCTBEHHbIX CPEeACTB B IKCMEPTHOM YUYpEeXKAEHWM, OO0MyCcKaeTca ee
npoBeseHMe MOCPEeACTBOM AUCTAaHLMOHHOIMO B3aMMOAEWNCTBMA, MOPALOK M GOPMbl KOTOPOTO
OnNpeaensoTca 3KCMepTHbIM y4YpeskaeHWeM MO COrlacoBaHuio c 3asasuTensmu (MoctaHoBneHue
Mpasutensctea PP ot 05.04.2022 N 593).

2. B TeyeHne AeBAHOCTA AHEN CO AHA MOJYyYeHUs YNOJHOMOYEHHbIM deaepanbHbIM OpPraHOM
NCNOSIHUTENbHOWN BAACTM YBEAOMIEHUA B 3NEKTPOHHON GOpME O MONYYEHUWN 3aABUTENEM PELLEHMA O
NpoBeAEHUN 3KCNEepPTU3, NPeayCMOTPEHHbIX YacTblo 1 HacToAWel cTaTbW, 3aABUTENb NPeACTaBAAeT B
3KCMEepPTHOE yuypexkaeHue A/ NPoBeAEeHUs SKCMepTU3bl KauecTBa JIeKapCTBEHHOrO cpeacTBa obpasupbl
NIeKapCTBEHHOro npenapaTta gaAa MegUUMHCKOro npuMeHeHuA, NpPou3BeAeHHOro B COOTBETCTBUMU C
TpeboBaHMAMU OMbITHO-NPOMBILWIEHHOTO W (MAM) NPOMbIWNEHHOIO PErnameHToB, YTBEPXHKAEHHbIX
pyKOBOAMTENEM NPOM3BOAUTENSA IEKAPCTBEHHbIX CPEACTB, a TAK}KE B COOTBETCTBYOLLMX C/TyYanx 0b6pasLbl
dapmaLeBTMUYECKOMN CYyOCTaHLU MU, TECT-LUTaMMa MUKPOOPraHM3MOB, Ky/IbTyPbl KNETOK, 06pasLibl BELLECTB,
NPUMEHAEMbIX AN1IA KOHTPOAA KayecTBa JIEKAPCTBEHHOro CcpeactBa MNyTemMm CpaBHEHMA C HUMMU
nccneiyemoro NeKapcTBEHHOrO CpeacTBa, cneunduryeckne peareHTbl, HEO6X0AMMbIE ANA NPOBEAEHUA
MCNbITaHWM  06pa3syoB  NEKAapCTBEHHbIX MNpenapaTtoB, B  KOJIMYECTBaX, HeobxoAMMbIX — Ans
BOCNpoOU3BEAeHMA MeTOL0B KOHTPOIA KayecTsa.

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

3. Mpu noayyeHnn obpasLOB NEKAPCTBEHHOro npenapata U ¢apmaueBTUYECKON cybcTaHumm
3KCMepTHOEe yuYperKAeHMe HanpaBaseT B IMYHbIA KabUHET 3aABUTENA B eAUHON CUCTEME YBEAOM/IEHME,
noATBepKAatoLee nosyyeHne ykasaHHbIx 06pasuos.

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

4. YKasaHHbIA B 4acCTM 2 HACcTOsLLEM CTaTbW CPOK A1s NpencTaB/ieHMA 3assuTesnieM obpasuos
JIeKapCTBEHHOrO npenapaTta M ¢dapmaLeBTUYECKOMW CcybCTaHUMM He BKAKOYAETCA B CPOK MpPOBeAeHMSA
3KCMNepTus, NpeayCMOTPEHHbIX HYacTbio 1 HacToALLElM CTaTbu.

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

5. YTpatun cuay. - PegepanbHblit 3akoH oT 30.01.2024 N 1-P3.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua cT. 24 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBieHUA roc. YCayr npu
06paLLeEHMM NEKAPCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO MPUMEHEHMS MNOCPeACTBOM €AUHOro
noptana, npumeHaroTca ¢ 01.01.2026.

CtaTba 24. JKcnepTM3a KauyecTBa /NIeKAapCTBEHHOrO CPeACTBA M 3KCMepTU3a OTHOLUIEHUA
0XXMAAEMON NOoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA NEKAapPCTBEHHOro npenapara Ann
BETePUHAPHOro NpMMeHeHus

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 B Y. 1 cT. 24 BHOcATCA n3ameHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayluyto peaakumio.

1. 3KcnepTn3a KayecTBa JIEKAPCTBEHHOIO CPEACTBA U IKCNEPTM3A OTHOLIEHMSA OXNAAEMON MONb3bI
K BO3MOXXHOMY PUCKY MPUMEHEHWUS JIEKAapPCTBEHHOrO npenapaTta A/1a BETEPUHAPHOrO MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM 3SKCMNEPTOB 3aK/IOYEHUI MO pe3y/ibTaTaM  YKasaHHbIX 3KCNepPTU3 U
HanpaB/AeHME TaKUX 3aK/OYEHUN B INEKTPOHHON dopme B yNOJIHOMOYEHHbIN deaepanbHbii opraH
WCMNONIHUTENbHOM BIACTU OCYLLECTBAAIOTCA B CPOK, HE NPEBbILIAIOLWLMIA CTa AecATM pabounx gHewn co AHA
NoJlydeHUA IKCMEPTHbIM YyyYpexAeHMeM B 3/EKTPOHHON ¢GopmMe 3a4aHuA  YNOJHOMOYEHHOTO
benepanbHOro opraHa MCNONHUTENBbHOW BNACTU C AOKYMEHTaMM, YKa3aHHbIMW B 4actn 3 cTatbu 17
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HacTosiwero PegepanbHOro 3aKoHa.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93, o1 30.01.2024 N 1-$3)

2. B TeuyeHue TpuauaTM paboumx gHEN CO AHA MOAYYEHMA YNOJHOMOYEHHbIM deaepanbHbIM
OPraHoOM MCMNOMIHUTENIbHOW BNACTU YBEAOMJIEHUA B 3/IEKTPOHHOM dopme O MOAyYeHUWU 3asaBUTenem
peleHmnsa 0 NPOBEeAEHUN YKa3aHHbIX B YacTM 1 HACTOALLEN CTAaTbW SKCNEPTU3 3aABUTENb NPeaCcTaBAAET B
3KCMepTHOoe yuperkaeHMe Aaa NpoBefeHUA SKCNepTU3bl KavyecTBa SIeKAapCTBEHHOMO cpeacTBa obpasupl
NIeKapCTBEHHOrO npenapaTta ANA BETEPUHAPHOrO0 MPUMEHEHUA, NPOU3BELEHHOrN0 B COOTBETCTBUMU C
TpeboBaHMAMMN TEXHONOTMYECKUX PEFNAaMEHTOB, YTBEPKAEHHbIX PYyKOBOAUTENEM MPOU3BOAUTENA
NIEKAPCTBEHHbIX CPEACTB, @ TaKKe B COOTBETCTBYHOLLMX C/Yy4aaX TecT-LUTaMMbl MUKPOOPraHU3MOB,
KY/IbTYpbl KNeTOK, 06pasupl PpapmaueBTMHecKon cybcTaHumm, obpasupl BELWECTB, NPUMEHAEMble AAA
KOHTPO/IA KayecTBa JIEKAPCTBEHHONO CPeACTBa, B KOMYECTBAX, HEOOXOAMMbIX A1 BOCNPOM3BEAEHMUA
MeTOA,0B KOHTPO/IA KayecTBa.

(B peq. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-93, o1 30.01.2024 N 1-03)

3. MNpu nonyyeHun 06pa3LOB NIEKAPCTBEHHOrO Npenapata M dapmaueBTUYECKON CybCcTaHUMK
3KCNepTHOEe yypeKaeHne B AeHb NoydeHua obpasLoB HaNpaBAseT B 3N1EKTPOHHON GOpMe 3asBUTENIO
yBEAOMNEHWNE, NOATBEPKAAIOLLEE MONYYEHNE YKA3aHHbIX 06pasLLoB.

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

4. YKaszaHHbI B YacCTM 2 HacToAWeKn CTaTbW CPOK ANA NpeacTaB/ieHMa 3asaBuTenem o6pasuos
JIeKapCTBEHHOro npenapata M dapmaueBTUYECKOMW CybCTaHLUMM He BKAKYAEeTCs B CPOK MpoBeaeHus
3KCMNepTU3, NpeayCMOTPEHHbIX YacTblo 1 HacToALLEN CTATbM.

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

5. YTpatnna cuny. - @epepanbHblit 3akoH ot 30.01.2024 N 1-P3.

Crartba 25. NNoBTOpHOE NpoBeAeHUe 3KCNEePTU3bl IEKAPCTBEHHbIX CPeAcCTB
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx Heg0CTaTOYHON 060CHOBAHHOCTM UM HEMOJTHOTbI 3aK0YEHUSA KOMUCCUM 3KCMNEPTOB,
HaAMuMA B HEM MNPOTMBOPEUMBLIX OaHHbIX, GaNbCUPUKALUM BbIBOLOB IKCMEPTU3bI /IEKAPCTBEHHOTO
CPeACTBa, COKPLITUA OT YNOJHOMOYEHHOro denepanbHOro opraHa UCNOAHUTENBHOW BAACTU OCHOBaHMIA
ONA OTBOAA 3KcnepTa BCAEACTBME €ro 3aMHTEPEeCcOBAHHOCTM B pe3y/bTaTaXx COOTBETCTBYHOLLEN
3KCMEPTM3bl, HANUMA AAHHBIX O NPAMOM IMH60 KOCBEHHOM BMELLATENLCTBE B MPOLLECC COOTBETCTBYIOLLLEN
3KCMEPTM3bl ML, HE YYACTBYIOLLNX B €€ NPOBEeAEHMM, HO OKa3aBLUMX BAWAHME Ha NPOLECC U pe3ynbTaThl
ee npoBeAeHuA, YNOJHOMOYEHHbIM denepanbHbiM OPraHOM MWCMOJIHUTENbHOM BNAcTM HasHavaetcA
NOBTOPHAnA 3KCMePTM3a 1IEKAPCTBEHHOTO CPEACTBA U (MIM) 3TUYECKan IKCNepTM3a.

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

KoHcynbTaHTlAtOC: NpuMmeyaHme.

MonoskeHua cT. 25 (B pea. @3 ot 30.01.2024 N 1-d3), KacatoLmecs NpeaoCcTaBeHMaA roc. YCayr npu
06pallleHMM NEeKAPCTBEHHbIX CPeACTB A1 MeAMUMHCKOrO UM BETEepUMHApPHOro npUMeHeHuA
nocpeacTBOM eMHOM CUCTEMbI U (MKn) eanHOro noprtana, npumeHstotca ¢ 01.01.2026.

2. MoBTOpHaA 3KCMepTU3a /IeKapCTBEHHOrO CPeACTBa MPOBOAMTCA C YYETOM Pes3y/bTaToB paHee
NPOBeAEHHON 3KCNepTM3bl B CPOK, YCTAaHOB/EHHbIM YMNOJAHOMOYEHHbIM ¢eaepanbHbiM  OpraHoOM
NCMNONHUTENBHOW BAACTU M He NPeBbILatoWmMii TpuaLaTh paboumx gHel co AHA NOYUYEHUN SKCMEePTHLIM
yupexaeHmem B MMYHOM KabuHeTe B eAMHOMN cuCTeMe 3a4aHMA Ha NpoBeAeHe NOBTOPHOM 3KCNEePTU3bI
NleKapCcTBEHHOTO CPeACTBa, NOAMMCAHHOTO YCUNEHHOM KBaANGULMPOBAHHOMN SNEKTPOHHON NOAMNMCHIO.
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3. ®uHaHcoBoe obecneyeHue BbINONHEHUA 3a4adHNA Ha npoBepgeHwune I'IOBTOpHOVI IKCNEepPTU3bl
NEKapPCTBEHHOTIO CpencTBa HE OCYyLLEeCTBNAETCA.
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(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 26 He pacnpoOCTPaHAETCA Ha MPABOOTHOLUEHMA, BO3HMKaloLWMe npu obpalleHUn
JIeKapCTBEHHbIX CPEACTB A5 MeAULMHCKOro npumeHeHusa (P3 ot 30.01.2024 N 1-3).

CraTba 26. YCKOpeHHas npoueaypa 3KCnepTu3sbl IeKapCTBEHHbIX CPeACTB

1. YcKopeHHasa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeAcCTB B LUENAX rocyAapCTBEHHOM
perucTpaunm JIeKapCTBEHHbIX MNPenapaToB MNPUMEHAETCA B OTHOWEHWM OPQPAHHbIX NEeKAPCTBEHHbIX
npenapaToB, NepBbIX TPEX JIEKAaPCTBEHHbIX NPenapaTos, perncTtpupyembix B Poccuinckoit degepaumm B
KauyecTBE BOCMPOM3BEAEHHbIX NEKAPCTBEHHbIX MPEnapaTtoB, O4epenHOCTb KOTOPbIX OnpepenseTca B
COOTBETCTBMM C HOMEPOM UM [aTOW BXOAALWMX 3afBAEHUA O T[OCYAAPCTBEHHOM perncrpauum
NIeKAPCTBEHHbIX NMPENapaToB B PaMKax OAHOIM0 MeXAYHAapPOAHOro HernaTeHTOBAaHHOIO HaMMeHOBaHMA
NIeKapCTBEHHOrO npenapaTa WAWM TFPYNNMPOBOYHOIO HAMMEHOBAHWA JIEKAPCTBEHHOrO npenapaTa,
NIeKApPCTBEHHbIX MNPENnapaTtoB A/1A BETEPUMHAPHOIO MNPUMEHEHUA, MNpeAHa3HaYeHHbIX ANA Ne4vYeHua
[AOMaLLHUX }KUBOTHbIX, onpeaeneHHbix PegepanbHbiMm 3aKOHOM OT 27 Aekabpna 2018 roga N 498-d3 "06
OTBETCTBEHHOM 06pPaLLEHUN C KUBOTHBIMU U O BHECEHUU U3MEHEHWUN B OTAE/NbHbIE 3aKOHOAATE/IbHbIE
aKTbl Poccuiickoint ®epepaumnmn”, 1 3apercTpUpPoBaHHbIX B KayecTBe JIEKAPCTBEHHbIX NpenapaTos A/s
MEeAULMHCKOrO NPMMEHEHUSA, N NEKAPCTBEHHbIX NMPenapaToB, NpeaHa3HayYeHHbIX UCKAIOUYUTENBHO ANA
NPUMEHEHNA HECOBEPLUEHHONETHUMM rpaXKaaHaMu.

(8 pen. PenepanbHbix 3aKkoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-d3, ot 28.04.2023 N 171-
®3)

2. YcKopeHHas npoueaypa 3KCMepTu3bl JIeKapCTBEHHbIX CPEACTB B LIeAX rOCYAapCTBEHHOM
pPerncTpaLumn NeKapcTBEHHbIX NPenapaTos He NPUMEHAETCA B OTHOLLIEHNN:

1) 6uoaHanorosbix (6MONOA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEeKapCTBEHHbIX NpenapaToB (3a MCKAYeHMeM OpPdaHHbIX NEKAPCTBEHHbIX
npenapartos);

KoHcynbTaHTlAtOC: NpuMmeyaHme.

Jo 31.12.2025 poCCUINCKMM MNPOU3BOAUTENSIM NIEKAPCTBEHHbIX MpenapaToB A/ BETepPUHAPHOTO
NPUMEHEHMA paspeLleHo NoAaBaTh PerncTpaLMoHHOe A0Cbe MO YCKOPEHHOM npoueaype 6e3 yyeta
TpeboBaHuli n. 3 4. 2 cT. 26 (MocTaHoBAeHUe Mpasutenbctea PO ot 12.03.2022 N 353).

3) BOCMpOM3BEAEHHbIX /NIeKAPCTBEHHbIX MPenapaToB (3a UCKAOYEHMEM MepBbIX Tpex
peructpupyembix B Poccmninckon Pepepaumm B KauecTBe BOCNPOU3BEAEHHbIX 1EKAPCTBEHHbIX NpenapaTos
M NeKapCTBEHHbIX  MpPenapaTtoB, NpeAHA3HAYeHHbIX  UCKAKUYUTENbHO  ANA  NPUMEHEHMUSA
HEeCOBepPLUEHHONETHUMN TpaXKAaHaMK, a TaKXKe NIeKapCTBEHHbIX MpenapaTtoB, NpeAHa3Ha4YeHHbIX ANA
JleyeHma AOMaLLHMX }KMBOTHbIX, onpeaeneHHbix PegepanbHbim 3aKoHOM OT 27 aekabpsa 2018 roga N 498-
®3 "O6 oTBeTcTBEHHOM O06pPalEHUN C KUBOTHBIMM WM O BHECEHUW MW3MEHEHWN B OTAeNbHble
3aKoHoAaTenbHble aKTbl Poccuitickolt deaepaumn”, n 3aperncTpMpoBaHHbIX B KAYECTBE /IEKAPCTBEHHbIX
npenapaTos AN MeAULMHCKOTo NPUMEHEHUS);

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

4) HOBbIX KOMBWHALWIA 3aPErMcTPMPOBAHHBIX PaHee IeKapPCTBEHHbIX MPEnapaTos;

5) NEKAPCTBEHHbLIX NpenapaToB, 3apernctpupoBaHHbLIX paHee, HO npousBeneHHbIX B APYrux
NeKapCTBEHHbIX d)opN\ax B COOTBETCTBUMN C NepeyHeEM HaMMeHOBaHWM NEKapPCTBEHHbIX d)OpM N B HOBOW
AO03UNPOBKE,
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6) nekapcTBEHHbIX NPenapaToB A58 MeANLMHCKOro NPUMEHEHUS, rOCY4apPCTBEHHAN perncrpaums
KOTOPbIX OTMEHEHa, NPU UX PErNCTPaLMN B KauyeCTBe NEKAPCTBEHHbIX NPENApaToB A BETEPUHAPHOTO
NPMMEHEHMUA.

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

3. YcKopeHHaa npoueaypa 3KCNepTU3bl NEKAPCTBEHHbIX CPeACTB MPOBOAMTCA MO pPeELLeHUIo
COOTBETCTBYIOLLEFO YNOJHOMOYEHHOIO $desepanbHOro opraHa UCNOIHUTENBHOM BAACTM HA OCHOBAHWUM
3aAB/IEHMA 3aABUTENA B CPOK, HE MPEBbLIWAOWMIA BOCbMUAECATU pabounx aHel. Mpu aTom aKkcnepTn3a
OOKYMEHTOB, COAEPMKaLUUXCA B PEFNCTPALMOHHOM [0Cbe Ha JIEKapCTBEHHbIA NpenapaT, NPoBOANTCA B
CPOK, He MpeBblWaoWmMi gecatn paboymx gHel, sKcnepTM3a KadecTBa JIEKAapPCTBEHHOro CpeAacTBa U
3KCMepTU3a OTHOLWIEHMA OXMAAEMOKN MNOMb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA NIEKAPCTBEHHOTO
npenaparta NPoBOAATCA B CPOK, HE MPEBbILLAIOLWMIA WECTUAECATU pabounx gHeN.

(yacTtb 3 B pea. PegepanbHoOro 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 denepanbHOro 3akoHa, MU He O3HA4aeT
CHUKeHMA TpeboBaHM K 6e3onacHoCcTU, KayecTBy U 3PPEKTUBHOCTU 1EKAPCTBEHHbIX NPEnapaTos.

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

CratbA 27. PewneHue 0 rocyaapCcTBEHHOM perucTpanum 1eKapcTBeHHOro npenapara

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 B a63. 1 4. 1 cT. 27 BHOCATCA U3MeHeHua (P3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
peaakumio.

1. B cpoK, He npeBblWalWmin aecaTn pabounx gHel co AHA NOAYYEHMUA 3aKIOYEHUI KOMUCCUU
3KCMepTOB MO pe3yabTaTaM 3KCNEPTU3bl Ka4ecTBa IEKAaPCTBEHHOMO CPeACTBa M 3KCNepTU3bl OTHOLIEHUA
0XXMAAeMOW NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWA IEKaPCTBEHHOIO NpenapaTa, COOTBETCTBYOLMIMA
YNOSIHOMOYEHHbIN PesepanbHbI OpraH UCNONHUTENbHOM BNACTU:

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

1) ocywecTBnAeT OLEHKY 3aK/OYEHUI KOMWUCCUMM IKCNEpToB ANSA onpefeneHus COOTBETCTBUSA
33,aHMIO HA MPOBEAEHUNE ITUX IKCNEPTUS;
(n. 1 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) NPUHUMAET peLleHne O rocyAapCTBEHHOW perncTpauMy AeKapCTBEHHOro npenaparta uan o6
OTKase B rocyAapCTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara;

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C01.03.2026 B n. 3 cT. 27 BHOCATCA M3MeHeHUs (P3 o1 31.07.2025 N 304-d3). Cm. byayuiyto pegakumio.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua cT. 27 (B pea. 3 ot 30.01.2024 N 1-d3), KacatolimMecs NpeaoCTaBieHUA roc. YCayr npu
obpalleHMM NEeKAPCTBEHHbIX CPeACTB AA MeAUULMHCKOrO UM BETEePUMHApPHOro NpUMeHeHus
nocpeacTBOM eaMHOM CUCTEMbI U (Man) eanHoro noptana, npumeHsatotca ¢ 01.01.2026.

3) BHOCUT NpU NPUHATUN PELLUEHWNA O TOCYLAPCTBEHHOW PEerncTpaumum NeKapcTBEHHOro npenaparta
JaHHble O 3apPerucTpMpoBaHHOM JIEKAapCTBEHHOM Mpenapate, B TOM uucie o ¢$apmaLeBTUYECKOM
cybCcTaHUMM, BXO4ALLEeN B COCTaB JIEKAPCTBEHHOrO nMpenapaTta, B TOCYAAPCTBEHHbIA peecTp
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NIEeKAPCTBEHHbIX CPeACTB W BblAaeT 33ABUTENI0 PErncTpauMoHHOE YAOCTOBEPEHME NEKapCTBEHHOTO
npenapata NyTeM HanpasAeHWA 33aABUTENO MOCPEeACTBOM €AMHOr0 NopTasa WUAM B JIMYHBLIN KabuHeT
3aABUTeNs B eAWMHOW CUCTEME BbINMUCKM M3 TOCYAAPCTBEHHOTO pPeecTpa NeKapCTBEHHbIX CPeacTs,
NoAnNMCaHHOM  YCUNEHHON  KBaNMPULMPOBAHHOM  3/EKTPOHHOM noanucbto, ¢opma  KOTOpoit
YTBEPKAAETCA YNONHOMOYEHHbIM desepanbHbIM OPraHOM WMCMOAHUTENbHON BNACTWU, COFNACOBaHHbIE
HOPMATUBHYIO AOKYMEHTALMIO, HOPMATUBHbIN AOKYMEHT, MHCTPYKLMIO MO NPUMEHEHUIO IEKAPCTBEHHOIO
npenapaTta U MaKeTbl NePBUYHOMN YNAKOBKM M BTOPUYHOM (NOTPebuTeNbCKOM) YNaKOBKM C YKasaHMeM Ha
HUX HOMEepa PEerucTpauMoHHOro YAOCTOBEPEHWMA JIEKAPCTBEHHOrO nNpenapata W Aatbl  €ro
rocyapCTBEHHON perncTpaumMm uam B ciaydae MNPUHATUA pelleHnMAa 06 OTKase B roCyAapCcTBEHHOWM
pervcTpauumn eKapcTBEHHOIO NpenapaTa HanpaBAAeT 3asBUTE0 NOCPEeACTBOM eANHOIO NopTana UK B
NINYHBIN KabUHEeT 3asBUTENA B eAMHON cucTeme yBegomaeHne ob 3TOM C yKasaHMEM MPUYMH TaKoro
OTKasa. 3a Bblgayy pPervcTpaumMoHHOro YyAO0CTOBEPEHMA JIEKAPCTBEHHOrO MpenapaTa B3MMaeTcs
rocyapcTBeHHas NoLw/MHA B COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit deaepaumm o Hasnorax u
cbopax.

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

2. OcHOBaHMEM A1 OTKa3a B roCyZapCTBEHHOW perncrpaumm NekapCcTBEHHOro npenaparta Ans
MEOVLMHCKOTO  NPUMEHEHUA  ABNAETCA  3aK/OYEeHMEe  COOTBETCTBYHOLWEro  YNOJHOMOYEHHOro
denepanbHOro opraHa MCMOAHUTENbHOW BAACTM O TOM, 4YTO KayecTBO U (Man) 3PPeKTUBHOCTb
pPerncTpMpyemoro JIeKapCTBEHHOro npenapaTta ANA MegULUMHCKOro NMPUMEHEHUA He MOoATBEepPKAEHbI
NOsIy4eHHbIMW AAaHHBIMW UM YTO PUCK MPUYMHEHMA Bpeaa 340POBbI0 YesioBeKa BCAeACTBME NMpuema
JIeKapCTBEHHOrO npenapata AnA MegMUMHCKOro MpuMeHeHuA npesblwaeTr 3QPeKTUBHOCTb ero
NpPUMeHeHuA.

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

3. MoBTOpHOE npeAcTaB/ieHNEe B COOTBETCTBYIOWMA YNOJHOMOYEHHbIM deaepasnbHbii OpraH
WCMNOJIHUTENbHOM BAAcTU NIEKAapCTBEHHOrO npenapata, B OTHOWEHWMWM KOTOPOro MNOoJyyYeH OTKas B
rocy4apCTBEHHOM perncTpaumm u KOTopblii BNOCNeACTBMM NOABEPrcs U3MEHEHMIO B YacCTM ero CocTaBa,
paccmaTpuBaeTcA Kak npeacTaB/leHMe HOBOro JIeKapCTBEHHOrO Mpenaparta Ha ero rocyAapcTBEHHYHo
perncTpaLuio HesaBUCUMO OT COXPaHEHUA ero NePBMUUYHOIO HaMMEHOBaHUS.

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

4. Mpw npepocTaBNeHUM 3aABUTENEM B COCTaBe PErMcTpaLMOHHOIO A0Cbe Ha /IEeKAapPCTBEHHbIN
npenapar 414 BETEPMHApPHOro NPUMEHEHMUA KONUM peLlleHnsa YyNoJHOMOYEHHOro deaepasibHOro opraHa
WCNOJIHUTENbHON B/IAaCTM O MPOBEAEHUWM WHCNEKTUPOBAHUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
CPOK TMPUHATUA peleHMA O T[OCY[APCTBEHHOMW perucTpaumm JiekapCTBEHHOro npenapata  Ans
BETEPMHAPHOI0 NPMMEHEHUA MPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKNOYEHNI, YKa3aHHbIX B 4acTK
1 HacToAwWeN CcTaTbK, A0 OHA NPUHATUA YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOHUTENbHOWN
BNACTU pelleHns O Bblgayve uam ob oTKase B Bblgaye 3aK/OYEHWMA O COOTBETCTBUWM MPOM3BOAUTENA
JIeKaPCTBEHHbIX CPEACTB TPeboBaHMAM NPaBUA HAaA/1eXKallel NPOU3BOACTBEHHOM NPAKTUKKU, HO He bonee
YeM Ha CTO BOCEMbAECAT Pabounx gHeW.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHMEM ANs OTKas3a B roCy4apCTBEHHOM perMcTpauuv feKapcTBeHHOro npenapata gas
BETEPMHAPHOrO NPUMEHEHUA ABAAETCA 3aKNOYeHWe YMONHOMOYEHHOro deaepasbHOro opraHa
MCMONHUTENBHOW BN1IACTU O TOM, YTO KauecTBO U (Man) adpPeKTUBHOCTb PerncTpMpyemoro eKapcTBEHHOTO
npenaparta ANs BETEPUHAPHOrO NPUMEHEHWA He NOATBEPKAEHbI NMOYYEHHbIMU AAHHBIMU UM YTO PUCK
NPUYMHEHNA Bpeaa 340POBbI0 KMBOTHOTO BCAEACTBME MpUMEMa JIEKAapCTBEHHOrO npenapata Ans
BETEPUHAPHOrO MPUMEHEHUs NpeBbIaeT 3PPEKTUBHOCTb €ro NPUMEHEHWA, OTKa3 YNOJHOMOYEHHOTO
denepanbHOro opraHa MCNOIHUTEIbHOW BNACTU B BblAave 3aKNH0UYeHMA O COOTBETCTBUM NPOMN3BOAUTENA
NeKapcTBEHHbIX CpeacTs TpeboBaHMAM NPaBMA HaaNeKallell NPON3BOACTBEHHON NPAKTUKM ANA KaXK 40N
NPOM3BOACTBEHHOM MNIOLWAAKN PErncTpPMpyemoro JeKapCTBEHHOro npenapata ANs BeTePpUMHApPHOro
NPMMEHEHMA B C/lyYae, eCcAn MNPOM3BOACTBO JIEKAPCTBEHHOro npenapaTta Aaa BeTepUMHAPHOro
NPMMEHEHUA oOcCyllecTBAseTcA 3a npegenamu Poccuiickoit depepaunn, WMAKM OTCYTCTBME TaKOro
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3aK/I0YeHuA.
(yacTb 5 BBEeAeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-3)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopsagKe M CpoOKax onpeneneHnsa B3aMMO3aMEHAEMOCTU JIEKAPCTB JIEKAPCTBEHHbIX MpenapaTos,
3aperncTpupoBaHHbix 2o 01.03.2020, cm. cT. 3 ®3 07 27.12.2019 N 475-03.

Cratba 27.1. B3aMmosameHAEMOCTb NNeKapCTBEHHbIX nNpenapatoB Ana MeguuuHCKoro
npumeHeHun

(8 pea. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3anMMo3aMeHAeMOCTb JIEKApCTBEHHbIX MpPenapaToB Aas MeAULMHCKOro MNpUMEHeHUsA
onpeaensercs ynoJiHOMoOYeHHbIM defepanbHbiM OpPraHOM UCNONHUTEIbHOM BAACTU, OCYLLECTBAAIOLNM
rocyapCcTBEHHYIO PErMCTPALMIO IEKAaPCTBEHHbIX NpenapaTos Aa8 MeAULNHCKOro MPUMEHEHUS, B pamMKax
OAHOI0  ME)AYHApOAHOro  HEenaTeHTOBAaHHOrO (MAM  XMMMYECKOro, WAW  TPYNMNMPOBOYHOIO)
HAaMMEHOBaHMA Ha OCHOBE 3aK/OYEHMA KOMUCCUMM 3SKCMEPTOB 3SKCMEPTHOrO YYPEeKAEHUs O
B3aMMO3aMeEHAEMOCTN NIeKapCTBEHHOro npenaparta Ans MeguUMHCKOro NpuMeHeHus nbo o Tom, YTo
JIEKAPCTBEHHbIN Npenapar Aaa MmeauLUMHCKOro NPUMEHEeHMA He SBASETCA B3anmosameHaeMbim. MNopaaok
onpeaeneHns B3aMMO3aMEHAEMOCTU IEKAPCTBEHHbIX NMPEnapaToB Al MeAULUMHCKOTO NMPUMEHEHUA U
dopma 3aKNOYEHUA KOMMUCCUM IKCMEPTOB 3IKCMEPTHOIMO Y4YpPEXKAEHMA O B3aMMO3aMEHAEMOCTU
JIEKAPCTBEHHbIX NPEnapaToB A4/19 MeAULNHCKOro MPUMeEHEHUsA INB0 0 TOM, YTO JIEKAPCTBEHHbIN Npenapar
AN MeOULMHCKOro NPUMEHEHUS He ABNSAETCA B3aMMO3aMeHAEMbIM, YCTaHaBAMBAOTCA peaepanbHbIiM
OpPraHOM WCMOJIHUTENIbHOM BAAaCTWU, OCYLLECTBAAIWMM (YHKUMKM No BbipaboTKe U peanmsaumm
rocygapcTBEHHOM NOAUTUKN M HOPMATMBHO-NPABOBOMY pPeryinpoBaHuio B chepe 34paBOOXPaHEHMS, NO
cornacosaHuio ¢ ¢denepasibHbiM OPraHOM WCNOJHUTENbHON BNACTWU, OCYLLECTBAAIOWMM YHKLMKU MO
NINLEH3NPOBAHUIO NPOU3BOACTBA SIEKAPCTBEHHbIX CPEACTB.

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

2. Komuceua aKcnepToB 3KCMEPTHOrO y4YpexKaeHusa AaeT 3aKIloYeHWe O B3aMmMO3aMeHAeMOCTU
NleKapcTBEHHOTO Npenaparta An8 MeAUUMHCKOTo NPMMeHeHMA IMB0o 0 TOM, YTO IEKAaPCTBEHHbIN Npenapat
ONA MeOMUMHCKOTO MNPUMEHEHUA He ABAAETCA B3aMMO3aMEHAEMbIM, Ha OCHOBAHMM CAeayloLLMX
KpUTEpUEB (XapaKTEPUCTUK):

1) akBMBaneHTHocTb (ans 6uoaHanorosbix (6MONOAOGHBLIX) NEKAPCTBEHHbIX MNpenapaTos
(6noaHanoros) - CONOCTaBUMMOCTb) KaYeCTBEHHbIX M KOJIMYECTBEHHbIX XapaKTepUCTUK GpapmaLeBTUYECKNX
cybCTaHUMIA MAM COMNOCTAaBMMOCTb aHTUIEHHOrO COCTaBa BaKUMH. Mcnosib3oBaHWe pas/iMyHbIX Cosei,
3bMpPOB, KOMMNIEKCOB, N30MEPOB, KPUCTANINYECKUX GOPM M APYTUX MPOU3BOAHbLIX OAHOMO U TOTO Ke
OENCTBYIOLLEro BeLLecTBa He SABAAETCA NPenAaTcTBUMEM AN OnpefesieHns B3aMMO3aMeHAEeMOCTU
NleKapCcTBEHHbIX Mpenapatos, €CcAuM NpW  NPOoBeAeHWW  UCCNeAoBaHWA  BUO3KBUMBANEHTHOCTM
NleKapCcTBEHHOro npenaparta WauM UCCNeA0BaHUA TepaneBTUYECKOW 3KBMBA/IEHTHOCTU JI€KapCTBEHHOro
npenapata [A0Ka3aHO OTCYTCTBME K/AMHWYECKM 3HaYMMbIX Pasanunii  GapMakoKUHETUKM u  (1au)
3 PeKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO NpenapaTa 418 MegULMHCKOTro NPUMEHEHUS;

2) 3KBMBANEHTHOCTb /IeKapcTBeHHOM GopMbl. o4 3KBMBANEHTHLIMW NEKAPCTBEHHbIMKU OpMamMm
MOHMMAIOTCA Pa3Hble SIeKapCTBEHHble GpOpMbl, MMelowme oaMHaKoBble cnocob BBegeHMA M cnocob
npMMeHeHua, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTePUCTUKaMU U
dbapmaKkosorMyeckum gencTenem n obecneunBaloLlLme TakKe 4OCTUKEHNE HeE0BX0AMMOTO KAUHUYECKOTOo
abdeKkta. Pasnmuma neKkapcTBeHHbIX GOpM He ABAAIOTCA MPenATcTBMEM A4 OonpejefieHvn
B3aMMO3aMEHAEMOCTN  NIEKAPCTBEHHbIX MPenapaTtoB, €ecAuM MpuM MPOBEAEHMM  UCCAeA0BaHMA
6MO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  Mpenapata WMAW  WUCCAefoBaHMA  TepaneBTUYECKOM
3KBMBAJIEHTHOCTW JIEKAapPCTBEHHOTO NMpenapaTa A0Ka3aHO OTCYTCTBUE KAMHUYECKWM 3HAUYMMBbIX Pasanumni
bapMaKkoKUHETURN U (Mnn) 3ddeKTMBHOCTM M 6e30NacHOCTM NIeKapCTBEHHOrO npenapaTta g
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MeONLIMHCKOTO NPpUMEHEHNA;

3) 3KBMBaNEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/NlbHbIX BELLECTB JIEKapCTBEHHOro
npenapata Ana MeAMUMHCKOTO MpUMeHeHuA. Pasnnuma  cocTaBa BCMOMOraTeslbHbIX  BeLLecTB
JIEKapCTBEHHOrO npenapata He ABAAKTCA MPEnATCTBMEM AN onpefeneHna B3aMMO3aMEHAEMOCTU
JIEKapCTBEHHbIX MpPenapaTtoB, eciM NpuM  MNPOBEAEHUM  UcCnefoBaHMA  GUO3KBUBANEHTHOCTU
JIEKapCTBEHHOrO MnpenapaTta WAuM UcciefoBaHUA TepaneBTUYECKON 3KBUBANIEHTHOCTU /SIEKAPCTBEHHOMO
npenapata [A0Ka3aHO OTCYTCTBME K/AMHWUYECKM 3HaUYMMbIX pPasanumMii  GapMakOKUHETUKN U (1an)
3pPeKTUBHOCTN M H6E30NaCHOCTU NeKAPCTBEHHOro npenapata Aada MeauUUMHCKOro npumeHeHua. lMpu
Ha/IMYUM KNIUHUYECKM 3HAUYMMbIX Pa3nnunii GapmakoKUHETUKN U (nan) adbdeKTUBHOCTM 1 6e3onacHoCcTU
JIEKAapCTBEHHOrO npenaparta a8 MeAULMHCKOro NMPMMEHEHUA B3aMMO3aMeHAEMOCTb onpeaenseTcs C
YKa3aHMEeM Ha UCKUYEeHNe OTAe IbHbIX rPynn NauMeHTos;

4) naeHTMYHOCTb cnocoba BBeAeHUs U cnocoba NpUMeHeHUs;

5) COOTBETCTBME Npon3BoaAUTENA NEKAPCTBEHHOIO CpeacTBa Tpe6OBaHMFIM npasun Hap,ne»(au.l,eﬁ
I'IpOM3BO,£I,CTBeHHOl7I NMPaKTUKU.

3. bes HEO6XO,£I,MMOCTM AOKa3aTenbCTBa 6MO3KBMBANEHTHOCTU OCyLlecTBnAeTca onpepeneHune
B3aMMO3aMeHAEMOCTU BOCNPON3BEAEHHbIX IEKAPCTBEHHDbIX NMPENAapPaToB, KOTOpPbIE:

1) npepHasHayeHbl AN MapeHTepasibHOro (MOAKOMHOro, BHYTPMMbILLIEYHOrO, BHYTPUBEHHOIO,
BHYTPWUIA3HOrO,  BHYTPUMONOCTHOTO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHAPHOro) BBeAEHUS U
npeacTasnaoT coboi BogHble PacTBOpbI;

2) npeAcTaBnAoT coboii pacTBOpPbI 414 NEPOPANTbHOTO NPUMEHEHUS;
3) npousBeseHbl B GoOpMe NOPOLLIKOB UK TMOPUAN3ATOB ANA NPUrOTOBNEHMSA PAaCcCTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAOTCA YWHbBIMW UM T1a3HBIMW 1IEKAPCTBEHHbIMM NpenapaTamm, NponsseaeHHbIMK B popme
BOZHbIX PAcTBOPOB;

6) nNpeaHasHayeHbl AN MECTHOTO M (MNU) HApPYXKHOTO MPUMEHEHUS U MPUTrOTOB/EHbI B dopme
BOAHbIX PAcTBOPOB;

7) npepcTasnaoT coboit BoAHbIe PAaCcTBOPbI ANA UCMNOAb30BaHNA B GOPME MHFaNAUMIA C NOMOLLLBIO
Hebynansepa MAM B KauyecTBe HA3a/ibHbIX CMpPeeB, NMPUMEHAEMbIX C MOMOLLBIO CXOAHbIX (MOXOMKMX,
aHaNorMyHbIX) yCTpPOMCTB (NprMbopoB., annapaTtos).

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

4. OcobeHHOCTM onpeaeneHMsa  B3aMMO3AMEHAEMOCTU  OMONOTMYECKMX  JIEKAPCTBEHHbIX
npenapaToB, KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX NPENapaToB (cogeprKalmx KoMmbUHaumo AByxX U bonee
OEVCTBYIOWMX  BELLECTB), JIEKApPCTBEHHbIX MpenapaToB A/1A  NapeHTepasbHOro  MUTaHUA #
Hef03MPOBaHHbIX  JIEKAPCTBEHHbIX  MpenapaToB  ycTaHaBAuBatTcA  denepasnbHbiIM  OpraHoOM
NCNOJIHUTENbHOW BNACTU, OCYLLECTBAAILWMM GYHKLMM MO BblpaboTKe M peanms3aumnm rocyaapcrBeHHom
NOJIMTUKN N HOPMATMBHO-NPABOBOMY PEry/IMPOBAHNIO B chepe 340aBOOXPAHEHMA, MO COrNACOBAHMUIO C
denepanbHbIM OpPraHOM WCMOJHUTENbHOW BAACTU, OCYLLECTBAAOWMM GYHKUMM NO NNLEH3UPOBAHMUIO
Npou3BOACTBa /IEKAPCTBEHHbIX CPEACTB.

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

5. Onpep,eneHme B3aMMO3aMeHAEMOCTN He OCyWecCcTBAAeTCA B OTHOWEHWUU N1eKapPCTBEHHbIX
PaCTUTENbHbLIX NPEnapaToB, roMeonaTN4YeCKNX 1IeKapPCTBEHHbIX NPenapaTos.

6. CDOpMVIpOBaHMe nepevyHA B3aMMO3aMeHAEMbIX 1EKAPCTBEHHbIX MPenapaToB ANAa MmeanUUunHCKOro
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NMPpUMeEHEHNA OCYLLECTBNIAETCA SKCNEPTHbIM y4ypexageHnem nocpencrsom 06'be,CI,VIHeHVIFI NEKapPCTBEHHbIX
npenapatos B OTAE/IbHblE Tpynnbl, B Ka)'K,D,OlZ M3 KOTOPbLIX NIEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnyyae BK/IOYEHUA B MHCTPYKUMIO MO MEAULMHCKOMY MPUMEHEHUIO JNIEKApCTBEHHOIO
npenapaTa Ha OCHOBAHWMW PE3ybTaTOB COOTBETCTBYIOLMX UCCEA0BAHUIM NOKA3aHUA A5 NPUMEHEHMUS,
KOTOpPble OT/IMYAIOTCA OT MOKA3aHUMN AN NPUMEHEHUA APYIUX JIeKAaPCTBEHHbIX NPEenapaToB M3 rpynnbl
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX MpPenapaToB, B MepeyHe B3aMMO3aMEHAEMbIX JIEKAaPCTBEHHbIX
npenapaTos 414 MeAULMHCKOro NPUMEHEHMUA A0KHA ObITb YKa3aHa COOTBETCTBYOWAA MHOPMALLUA.

8. MNepeyeHb B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOrO NPUMeEHeHMA
pa3meLLaeTca YyNoJHOMOYEHHbIM denepasibHbiM OpPraHOM UCMOAHUTENIbHOW BAACTM, OCYLLECTBAAOLLMM
rOCYZapCTBEHHYIO PEruMcTpaLmio NeKapCTBEHHbIX MPenapaToB AAA MeAMUMHCKOro NPMMEHEHMA, Ha
cBoem ooduumancHom cante B cetn "UHTepHet". UHboOpmauma B nepevyHe B3aMMO3aMeEHAEMbIX
JIeKapCTBEHHbIX NpenapaTos a8 MegULMHCKOro NnpumeHeHna obHOBAAETCA YKa3aHHbIM peaepanbHbIM
OPraHOM WMCMONHUTENbHOW BAACTM C YH4ETOM HOBbIX 3aPErMCTPUPOBAHHBIX EKAPCTBEHHbIX NPEenapaTos
ONA  MeAMUMHCKOro MNPUMEHEHMA W BHECEHHbIX W3MEHEHMIA B [OOKYMEHTbl, coAepiKalmecs B
PEruCTPALMOHHBIX AOCbe HA 33aPEerMcTpUMpOBaHHbIE /SIEKAPCTBEHHbIE MpenapaTtbl 41 MeAMLMHCKOro
NpPUMeHeHus.

9. MopaaoK NCMob30BaHUSA MHGOPMALMM O B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NpenapaTax Ans
MEeAULMHCKOrO MNPUMEHEHMA W MNOPAAOK [ayM pPasbsACHEHUI MO BOMPOCAM B3aMMO3aMEHAEMOCTU
JNIEKapCTBEHHbIX MPEenapaToB AAAa MeAULMHCKOro NpUMEHEHWs YyCTaHaBAMBaloTCA deaepanbHbIiM
OpPraHOM WCMOJIHUTENIbHOM BAAacTW, OCYWECTBAAWMM (YHKUMK No BblpaboTKe W peannsauuu
rocyfapcTBEHHOM NOJIUTUKU M HOPMATMBHO-NPABOBOMY pPeryinpoBaHuio B chepe 34paBOOXPaHEHUS, NO
cornacosaHuio ¢ ¢degepasibHbiM OPraHOM WCNOJHUTENbHON BNACTU, OCYLLECTBAAIOWMM YHKLMKU MO
JNINUEH3NPOBAHUIO NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

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

KoHcynbTaHTlAOC: NpumeyaHue.

CpOKM AeNCcTBUA PETNCTPALNOHHDBIX YA0CTOBEPEHMIN IEKAPCTBEHHbIX MPENapaToB A8 MeAULUHCKOro
NnpUMeHeHuA, KoTopble nctekatot B 2024 r. npoaneHbl Ha 12 mecAues, a B 2025 r. - go 31.12.2025
(MocTaHoBneHwue MpasuTtenbctsa PO o1 12.03.2022 N 353).

CratbAa 28. PerucrpaumoHHOe yA0CTOBEpPEeHUE /IeKAapCTBEHHOro npenapara

KoHcynbTaHTlAOC: NpumeyaHue.

PaspeluaeTca obpalieHne B PO 3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX NPenapaToB, CPOK AEUCTBUA
perncTpaLMoHHOro ya0CTOBEPEHUA KOTOPbIX UCTEK B Cayyae, npeaycmoTpeHHom 4. 11 c1. 4 @3 ot
30.01.2024 N 1-®3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacnNpPoOCTPAHAKTCA Ha MPABOOTHOLLUEHWA, BO3HWKAKOLWMeE Npu
obpallleHMM NeKaPCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-93).

1. PerncrpaumMoHHOe yA0CTOBEPEHME NIEKAPCTBEHHOrO Mpenaparta C yKasaHMem NeKapCTBEHHbIX
$bopmM M [03MPOBOK BblaaeTcss 6eccpoyvHO, 33 MCKAYEHMEM PErMCTPALMOHHOIO YAOCTOBEPEHWUs
NleKapCcTBEHHOTO NpenapaTa, Bbl4aBaeMOoro CO CPOKOM AENCTBUA NATb JIET, HA BNepBble perucTpupyemole
B Poccuiickoit Pesepaumn nekapcTBeHHble npenapaTbl.

2. Mo wucteyeHun YKa3aHHOro B 4actu 1 HaCTOﬂU.LeVI CTaTb CPOKa BblOaeTcA 6ECCpO‘-IHOE
perncTpatMoHHoOE yaoCtoBepeHUe J1IeKapCTBEHHOroO npenapara npn ycnosun noarBepXAeHUA €ero
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rocyf,apCTBEHHOW pPerncTpaumm.

3. B cnyyae BHeceHus B cooTBeTcTBUM cO cTaTbamm 30 u 31 HactoAawero PeaepanbHOro 3aKoHa
M3MEHEHMWN B coaepyKalpmeca B PerMcTpalMoOHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIA NIEKAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTPArMBatoWmnX CBEAEHUA, OTPAXKEHHble B PErnCTPaLuMoOHHOM YyA0CTOBEPEHUMU
JIeKapCTBEHHOro npenapaTa, YNoAHOMOYEHHbIN denepasbHbii OpraH UCNOJHUTENbHOW BNACTU BblgaeT
HOBOE PEerucTpauMoHHOE YyA0CTOBEPEHMNE NIEKAPCTBEHHOIO NpenapaTa, CoAepKallee BHECEHHbIE B HETO
U3MEHEHMS.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 u. 4 cT. 28 yTpaumsaeT cuay (P3 o1 30.01.2024 N 1-3).

4. B cnyyae yTpaTbl UAM NOBPEXAEHWA PErncTPaLMOHHONO YAOCTOBEPEHUA NEKAPCTBEHHOTO
npenapata no 3asBAEHUI0 B NUCbMeHHOM ¢dopme aeprkaTens UAM Bnagenbla PerucTpalyMoHHOro
YAOCTOBEPEHUA NEKAPCTBEHHOMO NpenapaTa Uan ynoaHOMOYEHHOrO UMK APYroro pUANYECKoro nua o
Bblgaye ayb6auMKaTa perucTpauMoHHOro yaoCTOBEPEHUS IEKAPCTBEHHOrO npenapata YNno/AHOMOYEHHbIM
denepanbHbIit 0praH UCNONHUTENLHOW BAACTU B CPOK, HE NpeBbILatoLWni Aecatn paboumnx aAHen co aHA
NocTynneHus 3anaBfieHMA, BblgaeT Ayb6auKaT pPerucTpauMoHHOIO YAOCTOBEPEHUA /IEKAPCTBEHHOIO
npenapata. 3a Bblgadyy Ayb/MKaTa PerMcTpauMoOHHOrO YAOCTOBEPEHWUS JIEKAPCTBEHHOrO npenapaTa
B3MMAETCA rocy4apCTBEHHAA NOLWIMHA B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckoin epepaumm o
Ha/siorax n cbopax.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 29 He pacnpoOCTpPaHAETCA Ha NPABOOTHOLUEHUS, BO3HUKalOLWMe Npu obpalieHum
JIeKapCTBEHHbIX CPEACTB AN1A MeAUUMHCKoro npumeHeHua (P3 ot 30.01.2024 N 1-d3).

KoHcynbTaHTlAOC: NpumeyaHue.
CpOK perucrpauum NieKapCTBEHHOIO NpenapaTta AnsA BETEPUMHAPHOro NPMMEHEHWA, UCTEKAOWMA B
2025 roay, npoaneH Ha 12 mecaues (MoctaHoBneHue MpaBuTtenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHus ct. 29 (B peqg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBAeHMA roC. YCAYr Npu
00paLLEHUM IEKApPCTBEHHbIX CPeacTB ANns  MeAMUMHCKOrO W BETEPUHAPHOro MpPUMEHEHMUs
nocpeacTtBoM eaMHOM cuctembl W (ManM) eauHoro nopTtana, npumenstotca ¢ 01.01.2026.
PerncrpaunoHHble yA0CTOBEPEHUA IEKaPCTBEHHbIX MPenapaTos 411 MeAULMHCKOro NpUMEHeHUs, Ha
6ymarkHom HocuTesne n aybamnkatbl ¢ 01.01.2026 He BbiaatoTCA.

CraTtba 29. NoaTBEpKAEHUE rOCYAapPCTBEHHON perncTpaLmm IeKapcTBeHHOro npenapara

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 B Y. 1 cT. 29 BHOCcATCA n3meHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayLuyo peaakumio.

1. MoAaTtBepXAaeHMe rocy4apcTBEHHON perncrpaumm AeKapcTBeHHOro npenapara ocyllecTBaseTcs
npu Bblgaye 6eccpoyYHOro PerucTpaLMoHHOro yA0CTOBEPEHMS NIEKapCTBEHHOrO npenapaTta B caydae,
YyKa3aHHOM B YacTu 2 cTaTbu 28 HacTosalero PeaepanbHOro 3aKoHa, B CPOK, He NPEBbILWAoWMIM COpoKa
pabounx AHel co AHA HanpaBAeHMA NOCPeACTBOM eAMHOro NopTana B yNoJHOMOYEHHbI deaepanbHbIii
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opraH WCMOAHUTENbHOW BAACTU MAM NIMYHBIK KabWHET ynoJAHOMOYeHHOro deaepanbHOro opraHa
WUCNONHWUTENbHOM BAacTM B eAMHOW cuUCTeMe 3aABleHMA O MNOATBEPXAEHUM TroCyAapCTBEHHOM
perucTpauum  NeKkapcTBeHHOro  npenapaTta, MNOAMUCAHHOMO  YCUAEHHOW  KBa/iMdUUMPOBAHHOM
3NEKTPOHHOM noAanucbio. He ocyliecTBasaeTcA MNOATBEP)KAEHME rOoCyAapCcTBEHHOW pernctpauum B
OTHOLWIEHUM NEeKapCTBEHHOro npenapaTta ANA BeTEePUMHAPHOro MNPUMEHEHUs, He HaxoAMBLIerocs B
obpauweHun B Poccuitickon Pepepaunm B TedeHWe Tpex M 6onee neT, a TakKKe B OTHOLIEHUU
NleKapCTBEHHOro CpeacTBa, NPOoM3BeAeHHOro ¢ HapylleHnem TpeboBaHuMA, YCTaHOBAEHHOIO YacTbio 3.7
cTatbu 71 HacToswero ®esepanbHOro 3aKoHa.

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

2. 3aABsieHWe O NOATBEPXAEHWM FOCYAapCTBEHHOM pPerncrpaumMm neKapCcTBEHHOro npenapara
HanpasnAeTcA NOCPeACcTBOM  eAMHOro noptana B YNOJHOMOYEHHbIM  deaepanbHblil  opraH
WUCMOJIHUTENIbHOW  BNAacTM  WAW  JINYHBbIA  KabuHeT ynonHomoYeHHoro deaepanbHOro opraHa
WCMOJIHUTE/IbHOM B/1AaCTU B €4MHOMN CUCTEME HE pPaHee YeM 33 CTO BOCEMbAECAT AHEN 0 UCTEYEHUA CPOKa
AencTBUA PEerncTpaulmMoHHOro yAoCTOBEPEHUA JIEKAPCTBEHHOIO MpenapaTta M He No3aHee OKOH4YaHuA
CpOKa ero geicraus.

(yacTb 2 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

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

3. MoATBepKAaeHMe rocyaapCTBEHHOM perncTpaumm NeKapcTBeHHOro npenapara oCyuecTBaAseTc
Mo pesy/bTaTaM 3KCMEepPTM3bl OTHOLEHUA OXMAAEMOMN MONb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUS
NleKapCcTBEHHOTO npenaparta Ha OCHOBaHUK Pe3y/bTaToB MOHUTOPUHIa 3GPEeKTUBHOCTM M 6e30MacHOCTM
NleKapcTBEHHOro Mpenaparta, MPOBOAMMOrO AepaTelem WAM  Bnafesblem pPerucrpaumMoHHOro
YOOCTOBEPEHUNA JIeKapCTBEHHOro npenapaTta M60 YNOJHOMOYEHHBIM UMK IOPUANYECKUM JIMLOM, a
TaKXe COOTBETCTBYIOLWMM YMNOSHOMOYEHHbIM deaepasibHbiM OpPraHoM WCMOJIHUTE/IbHOW BAacT B
cooTBeTCTBUM C TpeboBaHNAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaBNeHMIO O NOATBEPXKAEHUN rOCYAapCTBEHHOW perncrpaumm NekapcTBeHHOro npenapara
O19 MeAMLMHCKOTO NPUMEHEHUA NPuaratoTca:

1) [AOKYMeHTbl, cogep)Kawpe pesyabTaTbl MOHWUTOPUHIA 3PPeKTUBHOCTM M HesonacHoCTU
NeKapcTBEHHOrO Mpenapata Ana MeAUUMHCKOrO NPUMEHEHUA, MPOBEAEHHOro AepKaTenem Wau
BAaAeNbLeM PErucTPauMoOHHOrO YAOCTOBEPEHMA JIEKAPCTBEHHOro npenapata Aaa MeaMUMHCKOro
npMMeHeHUA AM60  YNOAHOMOYEHHBIM UM HOPUANYECKUM ULOM, MO (opme, YTBEPKAEHHOMN
YNOAHOMOYEHHbIM dheaepanbHbIM OPraHOM UCNOJTHUTEIbHOM BAACTy;

2) cBeAeHWA 0 aTe NpenoCcTaB/eHUs U PEerncTpaLMOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NIEKapCTBEHHbIX CPeAcTB, WAW CBEAEHMA O JaTe NpenoCTaB/eHUs U PErucTpaLMoHHOM HoMepe
3aK/IOYEHUA O COOTBETCTBUMM MPOU3BOAMTENSA JIEKAPCTBEHHbLIX CpeacT8 TpeboBaHWAM MpaBun
HaZ/exKallei NpousBOACTBEHHOW MPAKTUKKU, UAWU Konus cepTudMKaTa COOTBETCTBUA NPOU3BOAMTENS
NIeKapCTBEHHbIX CPeacTB ANA  MEOUUMHCKOTO MPUMEHEHUs TpeboBaHWAM MpaBua  Hagnexkallein
NPOM3BOACTBEHHOM  MpPAKTMKM  EBPA3MICKOrO  3KOHOMMYECKOrO  COl03a,  MPefoCTaBAeHHbIX
YMO/IHOMOYEHHbIM desiepasbHbIM OPraHOM WUCTMOJIHUTENIbHOM BIACTM B OTHOLIEHUWN NPOU3BOACTBEHHOM
N/AOWAaAKN NeKapCTBEHHOTo NpenapaTa AN MegULMHCKOro NPUMEHEHUSA, TOCYAapCTBEHHAA perncTpaums
KOTOPOro MoATBEpP)KAAETCA B C/Ayd4ae, €CiM MPOM3BOACTBO JIEKAPCTBEHHOro npenapata Ans
MeAMLMHCKOro MpuMeHeHus ocyllecteaseTcsa B Poccuiickoin deaepaumuy;

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

3) KonuAa HpEAOCTaBﬂeHHOVI YNO/THOMOYEHHbIM OpPraHOM CTpaHbl npoussoauTena NNUEH3NN Ha
Nnpon3BoACTBO /1IEKAPCTBEHHOIO Npenapata 4aa MmeauunHCKoro npumeHeHnA 1 ee nepesos Ha pyCCKMVI
A3blK, 3aBepeHHble B YCTAaHOBJ/EHHOM nMoOpAAKe, a TaKXe KOonumAa 3aKat4vYeHMA O COOTBETCTBUU
npounssoguTena NEKapCTBEHHbLIX CpeacTs Tpe6OBaHMFIN\ npasun Ha,u,ne»(au.l,eﬁ I'IpOM3BOLI,CTB€HHOl‘/JI
NMPaKTUKKU, wWanm KonuA CepTVId)VIKaTa COOTBETCTBMA NpounsBoaAnUTENIA NEKAPCTBEHHbLIX CpPpeacTts AnA
MEeOUNLMHCKOTO NpPpUMeHeHUA Tpe6OBaHVIﬂM npasun Hap,nemam,eﬁ I'IpOM3BOACTBeHHOlZ NPaKTUKn
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EBPa3sNIMCKOrO 3KOHOMMYECKOro COH3a, BblAAHHbIX YMNOJHOMOYEHHbIM deaepanbHbiIM  OpraHom
MCNOIHUTENbHOM B1IaCTU B OTHOLLEHUN NPOU3BOACTBEHHOM NIOWAAKN NeKapcTBEHHOro npenaparta gna
MeANLUMNHCKOTO MPUMEHEHUSA, roCcyaapCTBEHHan perncTpauus KOTOporo MOATBEpP’:KAAeTCA, UAN Konus
pelweHnsa ynosHOMOYeHHoro deaepanbHOro opraHa WCNOMIHUTENbHOW BAacTM O MPOBeAeHUM
dbapmaLeBTUYECKON MHCNEeKUMM NPOM3BOACTBA /IeKApPCTBEHHbIX CPeACTB  ANs  MeAMUMHCKOro
NPUMeHeHUA Ha CcooTBeTCcTBMe TpeboBaHMAM NpaBuA Haane)Kalen NPoU3BOACTBEHHON MNPaKTUKK
EBpPa3smnIMCKOro 3KOHOMUYECKOro Colo3a B Cay4vae, ecan NPOoM3BOACTBO JIeKapCTBEHHOro npenapaTa Agns
MeANLMNHCKOTO NPUMeHEeHMA ocyLLecTBadeTcA 3a npegenammn Poccuinickon Pegepaumu.

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

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

4.1. B oTHOWEHUN BUONOTMYECKMX IEKAPCTBEHHbIX NPENAPATOB A1A MeAUUMHCKOro NPUMEHEHMUA
3aABMTE/b [AOMNOJHUTENbHO MNpPEeACTaBAfAeT pe3ynbTaTbl MeponpuAaTUiA, MNPeaAyCMOTPEHHbIX MAaHOM
ynpaBAeHNA PUCKaMU, YTBEPKAEHHBIM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCNOJHUTENbHOM
B/IaCTM MPWU  OCYLLECTB/IEHUM TOCYAAPCTBEHHOM pPErncTpaunm eKapcTBEHHOro npenapata  Ans
MeanLUUMHCKOro npumeHeHunaA.

(yacTb 4.1 BBeaeHa depnepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

4.2. K 3aaBneHUI0 0 NOATBEPKAEHUM rOCYAAaPCTBEHHOM pPErncTpaunm NekapcTBeHHOro npenapaTa
ONA BETEPUHAPHOrO NMPUMEHEHMA MPUAAratoTCcA AOKYMEHTbI, cogepXKalume pe3ynbTaTbl MOHUTOPUHIA
3dPeKTMBHOCTM M 6e30MaCHOCTU /IeKAapCTBEHHOro npenapata ANs BETEePMHAPHOro MPUMEHEeHUs,
NPOBOAMMOrO AepXKaTenem WAM BAALENbLUEM PETUCTPALMOHHOIO YAOCTOBEPEHUA /IEKAPCTBEHHOIO
npenaparta 418 BETEPMHAPHOro NPUMEHEHUA MO0 YNONHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHOM YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOAHUTENbHOM BAacTn, WU
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yactn 3 ctatbn 17
HacToswero PesepanbHOro 3aKoHa. B OTHOLWEHUM MMMYHOBMOIOrMYECKUX IEKAaPCTBEHHbIX MPENapaToB
ONA BETEPUHAPHOTO NMPUMEHEHUNA He NPeACTaBIATCA CBeAEeHMA, YKa3aHHble B noanyHKkTe "K" nyHkTa 4
yactn 3 ctatbn 17 HacToAawero ®PenepanbHOro 3aKoHa. B OTHOLWEHMM IeKapCTBEHHbIX MPenapaTos A4
BETEPMHAPHOIrO MPUMEHEHUA, MONYYEHHbIX C NPUMEHEHNEM F€HHO-UHXKEHEPHO-MOANPULMPOBAHHDIX
OPraHU3MOB WKW COAEP)KALLMX TaKMe OpraHM3mbl, AOMOJHUTENbHO MNPeACTaBAAIOTCA CBeAeHMA,
YKa3aHHble B NyHKTe 13 yacTtun 3 ctaTbm 17 HacToAwero PenepasnbHOro 3aKoHa.
(yacTtb 4.2 BBeaeHa denepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

4.3. 3asBuTenb BMpaBe NpPeaAcTaBUTb C 3aAB/IEHMEM O MOATBEPXKAEHUN [OCYAapPCTBEHHOM
perucTpaunm IeKapCcTBEHHOrO npenapata PeKBUM3WUTbl [AOKYMEHTA, MNOATBeEp)KAAloWero ynnarty
rocyAapCTBEHHOM MOLW/MHbLI 33 NOATBEPXKAEHWE TOCYAAPCTBEHHOM PEFUCTPALUM NIEKAPCTBEHHOMO
npenapara, a TakXe BblaaBaemble (NpeaocTaBasaemble) yNoNHOMOUYEHHbIMU deaepasibHbIMKU OpraHamu
NCNONIHUTENbHOM BNACTU AOKYMEHTbI (CBeAeHMSA), YKa3aHHbIe B NyHKTax 2 U 3 4yacTu 4 HacTosLen cTaTbm.
B cnyvae uMx HenpeacTaBneHMA YMNOAHOMOYEHHbIM deaepanbHbli OpraH WCNOAHUTENbHOM BAACTU
3anpallMBaeT yKasaHHble OKYMEHTbI (CBeAeHUs) B NOpPAAKE MEXBEAOMCTBEHHOr0O MHGOPMALMOHHOIO
B3aMmoaencTemA.

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

5. B TeyeHue naTM paboumx AHeEl CO AHA HanpaB/leHUs MocpeacTBOM eAMHOro nopTana B
YNO/IHOMOYEHHbIN  defepanbHbli  OpraH  UCNOJHUTENbHOM  BAACTU  MAWM  ANYHBIA  KabuHeT
YyNoJIHOMOYEHHOro deaepanbHOro opraHa MCMONHUTENbHOW BNAcCTM B eAMHOM cUCTeMe 3anaBNEHUA O
NoATBEPXKAEHUN TOCYOAPCTBEHHOW pPerucTpaumMyM  JIeKapCcTBEHHOro npenapata WM AOKYMEHTOB,
cogeprKalux pesynbTaTbl MOHUTOPUHIA 3PPEKTUBHOCTM M BEe30MacCHOCTU IeKapCTBEHHOrO npenapara,
NPOBOAMMOrO AepyaTenem WAW BAajenbLem PerMcTpaLmoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOro
npenaparta AM60 YyNoAHOMOYEHHbIM UMM IOPUANYECKUM INLOM, YNIONTHOMOYEHHbIN deaepanbHbIin opraH
MCNONHUTENbHOMN BNacTu:

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

1) nposoAuUT NPOBEPKY MOJIHOTbI CBe,CI,EHMﬁ, coaepxawmnxca B NnpeacrtaB/sieHHbIX 3aABUTENEM
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AOKYMEHTAX;

2) NpMHMMaeT pelleHne O NpoBeAeHMM A 06 OTKase B NPOBeAEHUN SKCNEepPTU3bl OTHOLIEHUSA
0XXMAAaeMOWN MONb3bl K BO3MOMXHOMY PUCKY NPUMEHEHUA fIeKapCTBEHHOro npenapata Ha OCHOBaHWUU
pe3ynbTaToB MOHUTOPUHIA 3¢ EeKTUBHOCTU M Be3onNacHOCTU IeKapCTBEHHOro NpenapaTta, NPoBOANMOro
AepXaTtenem UAn BnagenbLem PerucTpaumoHHOro yAoCTOBEpeHUs NeKapcTBEHHOro npenaparta Anbo
YNOJIHOMOYEHHbIM UMM OPUANYECKUM NNLOM, a TaKxKe pesepanbHbiM OpraHoOM UCNOIHUTENbHOM BacTU
B COOTBETCTBUM C TpeboBaHNAMM cTaTbn 64 HacToAllero PeaepasibHOro 3aKOHa;

3) HanpaBAAeT B /INYHbIA KaOWHET 3KCMEPTHOro yYperKAeHMA B eAMHON cucTeme noanucaHHoe
YCUNAEHHON KBaAMPUUMPOBAHHON 3NEKTPOHHOM MOAMNWUCHI0 3aaHME Ha MPOBEAEHUE 3SKCMEpPTU3bI,
npeaycMOTPEHHOM NYHKTOM 2 HAacTOALLEN YacTK, a TaKKe HanpaBaAeT 3asBUTENI0 NOCPEACTBOM €4NHOTO
noptasa WAWM B JIMYHbLIA KabuHeT 3aABuTeNnss B eAMHOM cucTeme MoAnMCaHHOEe YCUJIEHHOM
KBanMUUMPOBAHHOM 3/IEKTPOHHOM NOAMNUCHIO YBEAOMAEHNE O NMPUHATOM peLleHnn O Bblaaye 3a4aHunA
Ha npoBeAeHMe YKasaHHON 3KcnepTusbl MO0 06 OTKase B MPOBEAEHUM YKA3aHHOM 3KCNepTusbl C
yKa3aHMeM NPUYMH OTKa3a.

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

6. B cnyyae BbIfABAEHMA HEAOCTOBEPHOCTU U (M) HEZOCTAaTOMHOCTM MHDOPMALLMK, COAEpIKaLLencs
B NPeACTaB/AEHHbIX 3aABUTENEM LOKYMEHTAX, YNOJHOMOYEHHbIN desepanbHbI opraH UCNONHUTENbHOM
BNACTM HanpaBAAeT 3afBUTE/0 NOCPEeACTBOM €AMHOro nopTana WAuM B JIMYHbIA KabUHEeT 3asaBuTens B
eaMHON cucTemMe 3anpoc 06 YTOYHEHWWM YKaszaHHOM WHQOpMaALMKU, NOAMNUCAHHBIA YCUAEHHOM
KBanMULMPOBAHHOM 3NEKTPOHHOMN NOANUCHIO.
(yacTb 6 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.03.2026 BuY. 7 cT. 29 BHOCcATCA n3ameHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayliyo peaakLmio.

7. 3asBuTenb o06s3aH HaNpaBWUTb MOCPEACTBOM €AMHOro noptasa B  YNONHOMOYEHHbIN
desepanbHbIit OpraH UCNOAHUTE/IbHOW BNACTU UAN NNYHBIA KaBUHET yNoJIHOMOYEHHOTO deaepanbHOro
opraHa WCNOJIHUTENIbHOM BNACTU B eAMHON CcUCTEME MOAMNUCAHHbIA YCUNEHHOW KBaNNPULMPOBAHHOM
3/IeKTPOHHOM NOANMUCbIO OTBET Ha 3anpoc YNno/JHOMOYEHHOro ¢peaepanbHOro opraHa UCMOIHUTENIbHOM
B/1aCTU, YKa3aHHOTO B YacTu 6 HAaCTOALLLEM CTaTbM, B CPOK, HE NPeBbIWAoWMin AeBAHOCTa paboumnx gHen co
OHSA NOAy4YeHUA YNONHOMOYEHHbIM denepanbHbiM OPraHOM WMCMOAHUTENbHOW BAACTU 3NEKTPOHHOrO
yBeOMIEHUA O NOJIy4eHUM 3asiBUTENIeM TaKoro 3anpoca. CpoK, yKasaHHbIM B 4acTu 5 HacTosALLen cTaTbMy,
NPWUOCTaHABANBAETCA CO AHA HAMPaB/EHMA 3aABUTEN0 NOCPEACTBOM €4ANHOro nopTana UAM B JINYHbIN
KabWHeT 3aaBUTENA B €4ANHOI CUCTEME TAKOrO 3anpoca A0 AHA HanpaB/eHUA 3asBUTENeM NOCPesCTBOM
e4MHOro nopTana B YMNOJHOMOYEHHbIV deaepanbHblit opraH UCNOAHUTENbHON BAACTU WAW AINYHbBIN
KabuHeT ynosHoMo4YeHHoOro ¢desepasbHOro opraHa UCNOHUTENbHON BAACTM B €eANHOM CcUCTEME OTBETA
Ha TaKOM 3anMpoC U He Y4YMTbIBAaeTcA MNPU WUCYMCNEHUM CPOKA MNOATBEPNKAEHMA TOCYAaPCTBEHHOWM
perncTpaunmn 1ekapCcTBeHHOro npenapaTa.

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

8. OcHOBaHMEM ANA OTKasa B NPOBEAEHMM 3KCMEepPTU3bl OTHOLIEHUSA OXMOAEMOMN MNOMb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA NIeKapCTBEHHOro npenapaTta ABAAeTCcA NpeacTaBleHne A0KYMEHTOB,
coAepKallmx pesynbTaTbl MOHUTOPKUHIA 3GGEKTUBHOCTU M HE30MacHOCTU NeKapCcTBEHHOMO NpenapaTa, U
(uAn) B OTHOWEHMM BUONOTMYECKMX NIEKAPCTBEHHbIX NpPEenapaToB pPes3yNbTaTOB OCYLLECTBIAEHUS
MEepOnpUATUIA B COOTBETCTBMM C MIAHOM YMpPaB/AEHWA PUCKaMU, YTBEPKAEHHbIM YMNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM MCNOHMTENbHOW BAACTU NPU OCYLLECTBIEHUN TOCYAaPCTBEHHON perncTpauum
NleKapcTBEHHOro npenapara, B HeNno/siHoM obbeme, OTCYyTCTBME MHbOPMALMKM, NoATBEPKAAtoWeN daKT
yMAaTbl FOCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCyAapCTBEHHOW perncTpaLmMm 1eKapcTBeHHOro
npenaparta, Mbo HenpeacTaBAEHUE 3aABUTENIEM B YCTAHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B YacTu 6
HacToALLEeN CTaTbM 3aNpOC YNOJHOMOYEHHOro deaepasbHOro opraHa UCMOAHUTENBHOW BAACTH, @ TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMaL MM, KOTOPas SO/IKHA ObITb B HAX OTParkeHa.
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KoHcynbTaHTlAOC: NpuMmeyaHme.
C01.03.2026 B Y. 9 cT. 29 BHOCcATCA n3meHeHus (3 o1 31.07.2025 N 304-d3). Cm. byayLuyto pegakumio.

9. JKcnepTM3a OTHOLWEHMA OXMAAEMOM MONb3bl K BO3MOXHOMY PUCKY NPUMEHEHMUA
JIeKapCTBEHHOMO MpenapaTta B Lenax NoOATBEPKAEHWUA TOCYAapPCTBEHHON PerncTpaLmmn AeKapcTBeHHOro
npenapata NpoBOAMTCA KOMUCCUEN IKCMEPTOB IKCMEPTHOrO YYPEKAEHUA B CPOK, HE MPEBbILIAOLLNIA
TpmauaTn paboumx aHen.

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

10. B cnyyae HegoOCTaTOYHOCTM NPeACTaB/IEHHbIX 3KCNEPTY MAaTepManoB 414 Aa4M 3aKIOYEHMA B
JINYHBIN KabMHET 3aABUTENSA B €ANHOM CUCTEME HaMnpPaBAAETCs 3anpoc O NpeacTaBieHUn HeoHXoaMMbIX
MaTepuanos, NOAMMUCAHHbIN pykoBoauTenem (ynosHOMOYEHHbIM INMLOM) 3KCNEPTHOrO yYypexKaeHusa ¢
NCNO/Ib30BaHMEM YCUIEHHOW KBAaIMDULMPOBAHHOM 31€KTPOHHOM NoAnucHy.

(yacTb 10 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

11. 3aaBuTenb 06583aH HANPABUTb B IMYHbLIA KAOMHET 3KCNEPTHOTO YUYPEXKAEHUA B €4MHOM cucTeme
NOAMNMCaHHbIA YCUNEHHOW KBANMOULMPOBAHHOMN 3NEKTPOHHOM MOAMMCHIO OTBET HAa 3aMpPOC 3KCMEPTHOrO
yUYpexKaeHua B CPOK, HE NPEBbILAMOLNA LWEeCTUAECATU Pabounx gHel co AHA NONYYEHMA SKCMEPTHbLIM
yupexxaeHMemM 3/1eKTPOHHOIO YBEAOMIEHUA O MOJYYEeHUM 3aABUTENEM YKA3aHHOIo 3anpoca. Bpems co
OHA HanpaB/eHUA B JIMYHbIA KabUHET 3aaBUTENS B €4MHOM CUCTEME 3aMPOCa SKCMEPTHOTO yypeXaeHus
00 AHA HanpasieHWA 3aABUTENIEM B JIMYHbLIA KabBUMHET 3KCMepTHOro yypexaeHua B eguHOM cucTeme
OTBETA Ha YKasaHHbI/A 3aMpoC He Y4YMTbIBAETCA MPU WUCHUCIEHWM CPOKA NPOBEAEHWUS 3KCMepTM3bl
OTHOLLEHUA OXKMOAEMOWN MO/b3bl K BOSMOMKHOMY PUCKY MPUMEHEHMA IEKAPCTBEHHOIO MpenapaTa Ha
OCHOBaHMM [OKYMEHTA, COoLep:Kaliero pesynbTaTbl MOHUTOPWUHIA 3¢EKTMBHOCTM M HesonacHocTU
JIeKapCTBEHHOrO NpenaparTa.

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

12. B cpok, He npeBblWalOWMii NATU paboumx gHEl co AHA HaNPaB/ieHWA B JIMYHbIN KabuHeT
YyNOAHOMOYEHHOrO denepanbHOro opraHa WCMOJIHUTENIbHOM BNAcTM B €4MHON CUCTEME 3aK/loYeHus
KOMMCCMM 3KCMEPTOB MO pe3ynbTaTaM 3KCNepTU3bl OTHOLIEHMA OXMOAEMOMN MO/b3bl K BO3MOMKHOMY
PUCKY NMPUMMEHEHMA NEeKapCTBEHHOro npenapaTta, COOTBETCTBYIOWMIM YNOAHOMOYEHHbIN denepanbHblii
OpraH UCMOAHUTENLHOWN BNACTH:

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

1) ocywiecTBAET OLEHKY 3TOrO 3aK/OYEHUA A/1A ONpenesieHns ero COOTBETCTBUA 33aJaHWMI0 HA
npoBeLeHME YKa3aHHOW 3KCNepTu3bI;

2) NPUHMMAET pelleHne O MOATBEPXKAEHMM FOCYAAaPCTBEHHOMN PEerucTpaumm NeKapcTBeHHOro
npenapata uanm o6 OTKase B MOATBEPXAEHUU TOCYAAPCTBEHHON pPerucTpauum NeKkapcTBEHHOro
npenapara;

3) BHOCUT MpPU NPUHATMM pPeLIeHWA O MOATBEPXAEHUN T[OCYAAPCTBEHHOMN perucTpaumm
NleKapCTBEHHOrO npenapaTta CBeAeHUA B rOCYAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB M BblAaeT
3aaBuTENI0 BECCPOYHOe perucTpaumMoHHOe yAO0CTOBEPEHME JIeKapCTBEHHOro mpenapaTa nocpeacTsom
HanpaB/AEHUA Yepe3 eAuHbIN MoPTaa UM IMUHbIN KabuHET 3aaBUTeNs B eAMHON CUCTEME BbIMUCKU U3
rocyapCTBeHHOrO peecTpa /eKapCTBEHHbIX CPeACTB, MOANUCAHHOW YCUAEHHON KBanubULMPOBaHHOWM
3/1EKTPOHHOW MOANUCHIO.

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

13. OcHoBaHMeM gnA OTKasa B noarsepxgeHnn I'OCV,EI,apCTBEHHOl‘/JI perncrpaumnnm nekapCrBeHHoro
npenapata ABNAETCA 3aK/lo4YeHue COOTBETCTBYHOWEro YMNOJIHOMOYEHHOTO d)ep,epaanoro OpraHa
WCNOJIHUTENbHON BNIACTU O TOM, 4YTO PUCK NPUYUHEHUNA Bpeda 340POBbHO 4esloBEKA MM MMBOTHOIO
Bcneacrsmne npuema N1€KapCTBEHHONoO nNnpenapara npesbillaeT 3d)d)eKTVIBHOCTb ero npumeHeHuA.
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(8 pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuoa npoBeAeHUs npoueaypbl NOATBEPXKAEHUA TOCYAApPCTBEHHOW perncrpaumm
NleKapcTBEHHOTo NpenapaTa ero obpaueHune B Poccuiickoin Peaepalmmn He NpUoCTaHaBANBAETCA.

15. [donyckaeTca obpalleHne AeKapCTBEHHbIX MpenapaToB A0 WMCTEYEeHUA CPoKa roAHOCTH,
NPOM3BEAEHHbIX B TeYeHWe CTa BOCbMUAECATM KaneHAapHbIX J[AHer nocne Aatbl MNPUHATUSA
YNO/NHOMOYEHHbIM ¢deaepasibHbiIM OPraHOM MWCMOJIHUTENIbHOM BAACTU PeELLUeHMA O NOoATBEpPXKAEHUU
rocyAapCTBEHHOM perncTpaunm, B COOTBETCTBUM C MHPOpMaumer, coaeprallencs B AOKYMEHTax
PErncTPaLMoOHHOrO A0Cbe HA IEKAPCTBEHHbIN NpenapaT A0 AaTbl NPUHATUA TaKOFO 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 npefocTaBAeHUA rocC. ycnyr
nocpeacTBoOM eauMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2026.

Cratba 30. BHeceHUe U3MeHEeHM B AOKYMEHTbI, COAEepIKaLLMeca B PerucTpaumMoHHOM A0Cbe Ha
3aperucTPUpoBaHHbIA NeKapCTBEHHbIN Npenapart AN MeAULMHCKOro NPUMeEHeHus

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 B 4. 1 cT. 30 BHOCATCA M3meHeHus (93 o1 31.07.2025 N 304-d3). Cm. byayLuyto pegakumio.

1. B uensx BHeCEHUA U3MEHEHWUI B JOKYMEHTbI, coAepKalimeca B permcTpaumoHHOM A0Cbe Ha
3apPerucTpPUPOBaHHbIA JIEKAPCTBEHHbIN MNpenapaT A8 MeAULMHCKOIO MPUMEHEHUs, Aep)KaTenb Wau
BNafenel, perncTpauMoHHOro yAo0CTOBEPEHMA NIEKAPCTBEHHOTO MpenapaTta WauM YyNnoJHOMOYEHHOE MM
ApYyroe opugnyeckoe MUO (Janee B HaCTOALWEN CTaTbe - 3a8BUTE/b) HanpaBAseT NocpeaCcTBOM e4MHOro
nopTasia B YNOJHOMOYEHHbIN defepasibHbiii OpraH UCMOAHUTENIbHOW BAACTU UAW B JINYHbIA KabuHeT
ynoJsiIHomo4yeHHoro dpeaepanbHOro opraHa MCNONHUTENIbHOW BNACTU B eAMHOW cMCTeme NoAnMcaHHoe
YCUNIEHHOW KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO 3aB/IEHME O BHECEHUM TaKUX U3MEHEHUIN NO
dopme, yCTaHOBAEHHOW YMNOAHOMOYEHHbIM denepanbHbiM OPraHOM WCNOJHUTENbHON BAacTU, WM
npunnaraemblie K HemMy U3IMEHEHUA B YKa3aHHble OAOKYMEHTbI, a TaKXe OJOKYMEHTbI, noarsepxgatouime
HeobX0AMMOCTb BHECEHUA TAKUX USMEHEHUIA.

(B pen,. PepepanbHbix 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 HeOBXOAMMOCTM BHECEHMA B AOKYMEHTbI, COAEPIKALLMECS B PETUCTPALMOHHOM A0CbE Ha
3aperncTPUpPOBaAHHbIM  IEKAPCTBEHHbIM NpenapaTt A4 MeAWUMHCKOrO MNPUMEHEHMUA, WU3MEHeHUM
OTHOCUTE/IbHO MeCTa MNPOM3BOACTBA JIEKAPCTBEHHOrO npenapaTta A1A MeAMUMHCKOrO MpPUMEHEHMUS,
Tpebyowmnx NpoBeaeHNA 3KCNEPTM3bl KauyecTBa /SIEKAPCTBEHHbIX CPEeACTB, 3anABUTENb AOMOJAHUTE/IbHO
HanpaB/seT NOCPeACTBOM eANHOTO NOPTaNa B YNOJHOMOYEHHbIM desepanbHblit OpraH UCNOIHUTENbHOM
BNACTU WW NNYHBIN KabWHET YyNnoNHOMOYEHHOro ¢denepasbHOro opraHa WCNONHUTENbHOM BAAcTU B
eauHOM cucTeme:

1) cBeaeHMs O faTe NpPeLOCTaBAEHUA U PErMCTPALMOHHOM HOoMepe AULEH3UN Ha MPOU3BOACTBO
NIEKapCTBEHHbIX CPEACTB, @ TaKKe KOMUIO 3aK/II0YEHUA O COOTBETCTBUM NPOU3BOAMUTENS IEKAPCTBEHHbIX
CPeAcTB AN MeAWLMHCKOTO MpUMEHeHUs TpeboBaHMAM NpaBuA Hag/exKawein MpousBOACTBEHHOM
NPaKTUKK, WAW KOMUIO cepTUdUKATa COOTBETCTBUA TMPOU3BOAMTENA JIEKAPCTBEHHbIX CPeacTB ANf
MeAMLMHCKOrO MNpPUMEHEHMA TpeboBaHUAM MpaBWUA  HaZNexalleld NpPOU3BOACTBEHHON MPAKTUKK
EBPA3MIACKOrO 3KOHOMMYECKOTO COH3a, BbIAAHHbLIX YMOJHOMOYEHHbIM denepasbHbIM  OpPraHoMm
WCMONHUTENbHOW BNACTU B OTHOLIEHWM W3MEHEHHOW W (MAM) AOMNOAHEHHON NPOU3BOACTBEHHOM
NAOWAAKM NEeKapCTBEHHOro npenapata ANa MegMUMHCKOTO MPUMEHEHUA, WAM KOMUIO pelueHus
YyNOAHOMOYEHHOrO peaepanbHOro opraHa UCMOAHUTENBHOW BAACTU O NpoBeaeHUM GpapmaLeBTUYECKOM
MHCNEKUMM NPOU3BOACTBA N1EKAPCTBEHHbIX CPeACTB 417 MEeAMLMHCKOrO NPUMEHEHUA Ha COOTBETCTBUE
TpeboBaHMAM NpPaBUN Hag/exkalweid NpPoM3BOACTBEHHOW MNPaKTUKM EBpasMiMCKOro 3KOHOMMYECKOro
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CO03a B OTHOLUEHWUWN U3MEHEHHOM U (MAK) AONONHEHHOW NPOM3BOACTBEHHOW NIOLWAAKN IeKapCTBEHHOO
npenaparta AnAa MeAMLMHCKOro NPUMEHEHUA B CyYae, ec/iv NPOU3BOACTBO SIeKapCTBEHHOro npenapaTa
ocyulectsnsetca B Poccuiickoit depepaumy;

2) Konuio NpeaocTaBaeHHOM YNONHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAMTENA JIULLEH3UMN HA
NPOW3BOACTBO JIEKAPCTBEHHOIO NpenapaTa ANs MeSULMHCKOro NPUMEHEHUA U ee NepeBos Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAHOB/EHHOM MOPAAKE, a TaKXKe KOMUIO 3aK/4YeHMA O COOTBETCTBUMU
nNpou3BOaAUTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBWUA HaJ/erKalleld npou3BOACTBEHHOWN
NPaKTUKU, WUAM KOMuio cepTudMKaTa COOTBETCTBMA MNPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeacTs Aans
MEOVLMHCKOTO NpuUMeHeHus TpeboBaHMAM MpPaBuA Hagnexawen npou3BOACTBEHHON MNPAKTUKM
EBPasMMNCKOro 3KOHOMMYECKOTO COH33a, BbIAAHHbBIX YMOJHOMOYEHHbIM deaepanbHbIM  OpraHoOM
WCMNOJIHUTENbHOM BNACTU B OTHOLWIEHUMM W3MEHEHHOW M (MNKu) [AONOJHEHHOW NPOW3BOACTBEHHOM
NAOLWAAKN NTEKAPCTBEHHOTO NpenapaTta, Man KONuio pelleHns YNoNHOMOYeHHOro desepasbHOro opraHa
NCNOJIHUTENBbHOM BAACTU O NPOBeAEHUN GapMaLEBTUYECKOM MHCMEKLMN NPOM3BOACTBA NEKAPCTBEHHbIX
CpeacTe Aaa MeaMUMHCKOTO MNPUMEHEHMSA Ha CcoOTBeTCTBME TpeboBaHMAM NpaBMA HaaaexKallen
NpPoOn3BOACTBEHHON MPAKTUKM EBPa3MCKOro 3KOHOMMYECKOro CO3a B Cayyae, ecin Npou3BOACTBO
JIeKapCTBEHHOIO NpenapaTa ocyLecTBaAAeTcA 3a npeaenamm Poccuitckon @epepaumm.

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

1.2. Mpy HeoHXOAMMOCTU BHECEHUS B JIOKYMEHTbI, COAEPKaLLMECA B PErMCTPALMOHHOM A0ChE Ha
3aPErncTPUPOBaHHbIA  NIEKAPCTBEHHbIV Npenapat Ans MeAMUMHCKOTO MNPUMEHEHUS, WU3MEHEHUN
OTHOCWUTE/IbHO MOKasaTesNell KayecTBa JIeKapCTBEHHOro npenaparta Ana MeAULMHCKOrO NPUMEHEHUA U
(M) meToOoB KOHTPONS KayecTBa JIEKAPCTBEHHOro npenapata Aas MeAMUMHCKOrO NpUMEHEHMUs,
Tpebylowunx NpoBeAEHUs 3KCNEPTU3bl KAauyecTBa JIEKAPCTBEHHbIX CPeACTB, 3afABUTENb AOMNOAHUTENIbHO
HanpasAAeT NOCPeACTBOM €4MHOIo NOPTasia B YNOJHOMOYEHHbIV denepasibHbli OpraH MCMOIHUTENBHOM
B/1IACTU WAWN NINYHBLIN KabuHeT ynosHOMO4YeHHOro ¢denepasbHOro opraHa MCMNOAHUTENbHOM BAACTU B
eNHON cucTeme:

1) cBeaeHusa o gate NpegoCTaB/ieHUsA M PErncTPaLMoOHHOM HOMeEpPe JIMLLEH3UW Ha NPOU3BOACTBO
NIEKapCTBEHHbIX CPEeACTB WMAWM CBEAEHMA O JaTe nNpenocTaB/ieHMA U PerucTpauMoHHOM Homepe
3aK/IOYEHMA O COOTBETCTBUM MPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM npaBun
Hag/eXKallelr NpPousBOACTBEHHOW NPAKTUKU WMAWM KOMuto cepTUdMKATa COOTBETCTBMA MPOM3BOAUTENA
JIeKapCTBEHHbIX CPeaCcTB ANA MeAMUMHCKOrO MNpUMeHeHus TpeboBaHMAM MpaBuA  Haasiexallen
NpPou3BOACTBEHHON MPaAKTUKM EBPa3sMIMCKOro S3KOHOMMUYECKOro CO03a, BblAaHHbIX (NpeaocTaBAeHHbIX)
YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONHUTENBLHOW B1IAaCTM B OTHOLLIEHMM NPOU3BOACTBEHHOM
NAOWaAKN NIEKapCTBEHHOrO MnpenapaTta, B C/yYae, eciv NPOM3BOACTBO /IeKApCTBEHHOrO npenapaTta
ocyuwecTsnaetca B Poccuinickon ®egepauymm;

2) Konuio NpefocTaBaeHHOM YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENS JIULLEH3UWN HA
NPOW3BOACTBO /IEKAPCTBEHHOIO NpenapaTa ANA MeAULMHCKOrO NPUMEHEHUA N ee NepeBOs Ha PYCCKUI
A3blK, 3aBepeHHble B YCTAHOB/NEHHOM MOPALKe, a TaKXKe CBeAeHuA O pJaTe npeaocTaB/ieHua W
perncTpaunMoHHOM HOMeEpEe 3aK/IYEeHMA O COOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTs
TpeboBaHMAM MpPaBUN HagAeXalieh NpPoM3BOACTBEHHON MPaAKTUKM, WKW  Konuio cepTuduKaTta
COOTBETCTBUA NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB 418 MEAULMHCKOrO npumeHeHna TpeboBaHnam
NpaBuA HagnexKallen NPon3BOACTBEHHON NPAKTUKM EBPa3NMCKOro SKOHOMMYECKOTO COK3a, BblAaHHbIX
YNOJIHOMOYEHHbIM PesepanbHbIM OPraHOM MCMOAHUTENbHON BNACTU B OTHOLEHWUM NPOU3BOACTBEHHOWN
NJOWAAKN NEeKApCTBEHHOrO npenapara, UAM CBeAeHMA O JaTe NpefoCcTaBAeHUA U PerncTpaLmoHHOM
HOMepe peLleHUsA YNoJHOMOYEHHOro deaepasibHOro opraHa MCNONHUTENbHOW BNACTU O NPOBEAEHUU
bapmaLeBTUUECKON  WHCMEKUMW NPOM3BOACTBA  JIEKAPCTBEHHbIX CPEeACTB A8  MeAWMUMHCKOro
NPUMeEHEHNA Ha COOTBETCTBME TPebOoBaHMAM NPaBUN HagNeXKalleh MNPOU3BOACTBEHHOW MNPAKTUKM
EBpa3mMncKoro sKOHOMMYECKOTO COt03a, EC/IN NMPOU3BOACTBO JIEKAPCTBEHHOMO NPenapaTa OCyLecTBAAETCA
3a npegenamu Poccuitckoint Pepepaumu.

(yacTb 1.2 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.3. MpuHATHE pelleHnA O BHECeHUU M3MEHEHUA UNM 06 OTKase BO BHECEHWU U3MEHEHWUI B
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OOKYMEHTbI, cogeprkalimeca B PervcTpalMOHHOM [0Cbe Ha 3apPerMcTPUpPOBaHHbIN IEKAapPCTBEHHbI
npenapar 418 MeANLNHCKOro NPMMEHEHUS, B Clydae HeobXxoAMMOCTU NPOBEAEHNA SKCMEPTMU3bl KayecTBa
JIEKApPCTBEHHbIX CPEeACTB U (MAU) IKCNEePTU3bl OTHOLIEHMA OMKMUAAEMOMN MOJb3bl K BOSMOMKHOMY PUCKY
NPMMEHEHWSA NIeKaPCTBEHHOIO NpenapaTta ANnAa MeANUMHCKOro NPUMEHEHMA OCYLLLECTBAAETCA B CPOK, He
NPeBbIWAOWNA NATUAECATM pabounx AHEeRn, a B OCTaNbHbIX C/Iy4anX B CPOK, He NpeBbllatowmii 4ecaTu
pabouunx gHel co AHA HanpaBAEHWUA NOCPeACTBOM eAMHOro NopTana B YNOJHOMOYEHHbIN peaepanbHbiii
OpraH WCMNOJIHUTENIbHOM BAACTU WAW NWYHBIA KabWHET ynoaHOMOYeHHOro denepanbHOro opraHa
NCNOJIHUTENbHOW BNACTU B €ANHON CUCTEME 3aAB/IEHWUA O BHECEHUWN TaKUX UBMEHEH M.

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

1.4. YnonHOMOYeHHbI ¢enepanbHbii OpraH MCAOJHUTENIbHOM BACTU C Yy4eTOM pe3y/ibTaToB
dapmaKoHaA30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FPaXKAAHCKOM
obopoTe, YyCTAaHOBNEHHbIM TPeboBaHMAM K MX KayecTBy B TeyeHUe AecATM paboumx AHen co AHA
MOCTYN/NEHNA COOTBETCTBYHOLLEN WMHPOPMALMM pPa3MeLLaeT Ha CBOemM oduLManibHOM caiiTe B CeTH
"MHTepHeT" cBegeHMA 0 HeobXoAMMOCTM BHECEHMA B MHCTPYKLUIO MO MEAULMHCKOMY MPUMEHEHUIO
JNIeKapCTBEHHOMO Mnpenapata M3MEHEHW B OTHOLEHUW CBEAEHWMM O MOKA3aHMAX N8 NPUMEHEHUA U
NPOTMBOMNOKa3aHMAX AN MPUMEHEHMA IEKAPCTBEHHOMO Npenapara, BbiABAEHHbIX MOOOUYHbIX AeNCTBUSX,
HeenaTe/lbHbIX PeakuMax Npu NpMMeEHEHUN NEKAPCTBEHHOrO NpenapaTa WU HanpasaAeT NoANuUcaHHoe
YCUNEHHOWN KBanMOULUNPOBAHHOM 3/IEKTPOHHOM NOANUCHLIO YBEAOM/IEHUE B IMYHbIA KabUHET 3aaBuUTeNA
B €4MHOW CUCTEME, a TaKXe B JInYHble KabuHeTbl 3asBUTENEN B eAMHON cuUCTEME, ABNAIOLLUXCA
aepXatenamm  UAM  BNAAENbLUAMW  PEruCTPAUMOHHbIX  YAOCTOBEPEHMM  B3aMMO3aMeHSAEeMbIX
JIeKapCTBEHHbIX NPENapaToB (MK YNOJHOMOYEHHbIX UMW APYIUX LOPUANYECKUX NULL).

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

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.03.2026 B 4. 1.5 ct. 30 BHOCATCA M3MeHeHMsa (D3 ot 31.07.2025 N 304-d3). Cm. byayulyto
peaakuuio.

1.5. Jepatenb nnu snageney, perMcTpaumoHHOro ya0CTOBEPEHMS IEKAPCTBEHHOTO Npenapara, a
TaKKe AeprKaTenu Uam Bnagenblbl PerMcTpaLMOHHbIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NpenapaTtos (uam
YNONHOMOYEHHbIE UMK Apyrve lopUAUYECKUE 1ua), KOoTopble ABAAKTCA B3aMMO3aMeEHAEMbIMM,
06A3aHbl HaMpPaBUTb B JIMYHbIA KabMHET ynoaHomouyeHHoro ¢dezepanbHOro opraHa MCMNONHUTENbHOM
B/IaCTM NOAMNWUCAHHbIE YCUAEHHbIMU KBAaIMPULMPOBAHHBIMU INEKTPOHHbBIMU NOAMNUCAMWU 3aABAEHUSA O
BHECEHUM  U3MEHEHWI B  AOKYMEHTbl, COAEpPrKaliMeca B  PErnucTpauMoHHbIX  A0Cbe  Ha
3aperncTpUpoBaHHbIe JIEKAPCTBEHHbIE MpenapaTtbl ANA MeAMUMHCKOTO MPUMEHEHMA, B OTHOLUEHMMU
CBeAEHUMN, YKa3aHHbIX B MHCTPYKUMMN NO MeANLMHCKOMY NMPUMEHEHUIO 1EKAPCTBEHHbIX NPEnapaTos, B
TeYeHMe copoka paboumx AHEeNn co AHS MNONYyYeEHMA YNOJHOMOYEHHbIM defepanbHbIM OpraHom
WCMNOIHUTENIbHOM BAACTU 3/1EKTPOHHOTO YBEAOMJIEHMA O MONYYEHUU Aep)KaTenem UAW Bhagesblem
PEerucTpaLnoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOrO npenapaTta (MAM ynoJHOMOYEHHbIM MM APYrMm
IOPULMYECKUM NLOM) MHGOPMALLMK, YKa3aHHOW B YacTu 1.4 HacTosAwel 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 COOTBETCTBYIOLLMX UCCNEL0BAHMUNA.

(yacTtb 1.5 BBeaeHa denepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03; B pea. degepanbHOro 3akoHa ot
30.01.2024 N 1-93)

2. PeweHue o nposeaeHNMN sKCNePTU3bl Ka4yeCTBa 1IEKAPCTBEHHbLIX CpeacTs U (MHM) 9KCNepTU3bI
OTHOLWEHNA ommp,aemoﬁ NON1b3bl K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOIO Npenaparta AnAa
MeONLUUNHCKOro npumeHeHunAa npuHUmaeTcA B COOTBETCTBUM C YTBep)K,EI,EHHOﬁ YNO/THOMOYEHHbIM
d)EAepa}'leblM OopraHom WMCMNOJIHUTENIbHOM  B/1aCTU Kl'IaCCMd)VIKaLJ,Meﬁ M3MEHEHUN, BHOCUMbIX B
AOKYMEHTbI, coaepXxauineca B pernctpaunoHHOm pAocCbe Ha 3aperMCTpMpOBaHHbII‘;1 HEKapCTBEHHbIVI
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npenapar.
(yacTb 2 B peg,. PeapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

3. 3asBuUTENb BNpaBe NpeacTaBuUTb No CO6CTBEHHON MHULIMATUBE BMECTE C 3aiB/IEHNEM O BHECEHUM
M3MEHEHUA B [AOKYMEHTbl, COAEeprKallMecs B PEerncrpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIM NpenapaT A8 MeaULMHCKOro NPUMEHEHUA, PEKBU3UTbI LOKYMEHTOB, NOATBEPKAAOLLNX
ynnaTy rocyaapCTBEHHOM MOLW/MHbI 32 BHECEHWE B AOKYMEHTbI, COAepMKalimeca B PerMcTpaLmoHHOM
[OCbe Ha 3aperucTpMpoOBaHHbIN  NEKAPCTBEHHbIM npenapat Aaa MeAMUMHCKOrO MNPUMEHEHMA,
N3MeHeHUN, TPeDbYOLWNX NPOBEAEHMA IKCNEPTM3bI IEKAPCTBEHHbIX CPEACTB B YaCTU SKCNEPTM3bl KAaYecTBa
JIeKapCTBEHHOIO cpeacTBa U (MM) SKCNEPTU3bl OTHOLEHMA OXNAAEMON NO/b3bl K BO3SMOXKHOMY PUCKY
NPUMEHEHMA NEKAPCTBEHHOTO NpenapaTta Ana MeauLMHCKOIo NPUMEHEHUS, FOCY4aPCTBEHHOM NOL/IMHbI
332 BHECEHME B LOKYMEHTbl, COAEep)KaliMeca B PErncTpaLuMoOHHOM [A0Cbe Ha 3aperncTpupoBaHHbLIN
JIeKapCTBEHHbIM NpenapaTt 4AAa MeANUMHCKOrO NPUMEHEHUA, U3MEHEHU, He Tpebyowmx npoBeaeHns
3KCnepTU3bl NEKAPCTBEHHOIO CPEACTBa, a TaKXKe BblAaBaemble (MpeaocTasasemble) yrnoJHOMOYEHHbIMM
depepanbHbIMM OpraHaMm UCMOTHUTEIbHOM BIACTU AOKYMEHTbI (CBeAEeHMA), YKa3aHHble B YacTax 1.1 u
1.2 HacTosiWwelh cTaTbu. B cayyae ux HenpeacTaB/eHUA YMNOAHOMOYEHHbIN deaepanbHblii opraH
WCNOJIHUTENbHOM  BNACTM  3aMnpalMBaeT  yKasaHHble  [JOKYMeHTbl  (cBegeHua) B nopagke
MEBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOAENCTBUSA.

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

4, B TeyeHMe NATM pabounx gHel Co AHA NOCTYNIEHUA YKa3aHHOro B Yactk 1 HacToAwel cTaTbu
3aAB/IeHNA N HeobXOoOUMbIX AOKYMEHTOB YMNONHOMOYEHHbIN deaepanbHbii opraH MUCNOAHUTENbHOM
BAACTU:

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

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

2) NpUHMMAET peLleHre O NPoBeAeHUN YKa3aHHbIX B 4aCcT1 2 HAaCTOALLEN CTaTbW COOTBETCTBYIOLMNX
3KCMepTM3 NEeKapCTBEHHOrO cpeacTBa uan o6 oTKase B UX NpoBeAeHUM;

3) HanpaBnsfeT B AUYHbIN KAabWHeT 3asBUTeNA B eAMHOW CUCTEME MNOANWCAHHOE YCUNEHHOW
KBanMOULMPOBAHHOM 3/NEKTPOHHON NOAMUCHIO YBEAOMJIEHWE O MPUHATOM PeLleHUn UAN B Cay4vae
NPUHATUA peLleHns 06 0TKase B NPoBeAEHMUM COOTBETCTBYHOLLEN IKCMEPTM3bI C YKa3aHWUEM NPUYMH TaKOTo
OTKa3za.

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

4.1. B cnyyae BbIABNEHUA HELOCTOBEPHOCTU CBEAEHWI, COAEPNKALMXCA B MpeAcTaBJAeHHbIX
3anaBUTEIEM MaTepuanax, ynoJHOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENbHOW BAACTU HanpaeaseT
B JIMYHbIA KabuHeT 3aABUTENA B eAMHON cucTeme 3anpoc 06 YTOYHEHWW YKa3aHHbIX CBeAEHWUN,
NoAMNUCaAHHbIN YCUAEHHOW KBAANPULMPOBAHHOM 3/IEKTPOHHOM NOANMUCHIO.

(yactb 4.1 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3aaBuTenb 0653aH HaNpPaBuUTb B JIMYHbIA KabBUHET yNnoNHOMOYEeHHOro deaepasbHOro opraHa
WUCMNOMIHUTENIbHOM BNAaCTM B eAWMHOW CUCTEMe MNOAMNWUCAHHbIA  YCUIEHHON KBanUPULMPOBAHHOM
3/IeKTPOHHOM NOANMUCHIO OTBET Ha 3anpocC YyNno/JHOMOYeHHOro defepanbHOro opraHa UCMOIHUTEIbHOM
B/1IaCTU B CPOK, He MpeBbIAOWMA AeBAHOCTA pPaboumnx AHel co AHSA MOJyYeHUs YNOJIHOMOYEHHbIM
desepanbHbiIM  OpPraHOM WCMOJIHUTENIbHOW BAACTU  3/IEKTPOHHOIO YBEAOMIEHUA O MNONYyYEeHUU
3anBuTeNIemM AaHHoro 3anpoca. Cpok, yKasaHHbI B 4acTu 4 HacToALlel cTaTbl, NPMOCTaHaABNMBAETCA CO
OHSA HanpaBNeHUA B /NINYHbIN KabWHeT 3asBUTeNs B eAMHOW CUCTeMe 3anpoca YNoJIHOMOYEHHOro
desepanbHOro opraHa WCMOMHUTENbHOMW BAACTM A0 [AHA HanpaB/ieHMA B  JIMYHbIA  KabuHet
YNoAHOMOYEHHOTro deaepasnbHOro opraHa UCNOAHUTE/IbHOM B1IaCTU B eANHOM CMCTEME OTBETA Ha laHHbIN
3aMnpoc U He YYUTbIBAETCA MPU MCYMCAEHUN CPOKA MPUHATUA PelleHUss O BHECEHUMU U3MEHEHWUN B
OOKYMEHTbI, cogeprkalumeca B PervcTpalMoOHHOM [0Cbe Ha 3apPerMcTPUPOBAHHbIN JIEKapCTBEHHbI
npenapar 418 MeAnLMHCKOro NpUMEHEHMS.
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(yacTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHOBaHMEM A/1a OTKasa B NPOBEAEHUM YKa3aHHbIX B YaCTWM 2 HACTOALWEN CTATbM 3KCMEepPTU3
ABNAETCA NpeAcTaBAeHNE JOKYMEHTOB, NEPEUYMCAEHHDbIX B YacTaX 1 M 3 HacToAWen cTaTbk, B HEMOHOM
obbeme, HenpeacTaBreHMe 3aABUTE/IEM B YCTAHOBJ/IEHHbIA CPOK OTBETA HA YKasaHHbIM B 4Yactn 4.1
HacToALWEN CTaTbW 3aNPOC YNOJHOMOYEHHOO denepasbHOro opraHa UCNOIHUTENBHOW BAACTH, a TaKXKe
OTCYyTCTBME B NPEACTaBAEHHbIX LOKYMEHTAX AOCTATOUYHbIX CBEAEHUI, MOATBEPKAAOLLNX HEOBXOAMMOCTb
BHECEHWUA U3MEHEHUMN, UK OTCYTCTBME MHDOPMALLMK, NOATBEPKAAtOWEN GAKT ynaaTbl FOCYAaPCTBEHHbIX
MOLU/IMH, YKa@3aHHbIX B 4aCcTW 3 HACTOALLEN CTaTbM.

(B pen,. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-93)

6. YKazaHHble B 4acTu 2 HaCTOALLEN CTAaTbM 3KCNEPTU3bl NPOBOAATCA B NOPALKE, YCTaHOBAEHHOM
cTaTbel 23 HacToswero PeaepanbHOro 3aKoHa.

7. B CpoOK, He npeBblWaloWmMn NATM paboumnx AHeN co AHA HanpaBAeHWA NOCPeACTBOM eAuMHOro
noptana B YNOJHOMOYEHHbIV denepanbHblii OpraH MCNOAHWUTENbHOW BAACTU WAWM AUYHBIN KabuHeT
yno/fHOMoYeHHOro deaepanbHOro opraHa UCNOMHUTENBHOM BAAcTM B €4MHON CUCTeMe NOAMMUCAHHbIX
YCUAEHHBIMU KBAaNUPUUMPOBAHHBIMW 3NEKTPOHHBIMMU NOANMUCAMMU 3aKAOYEHUIA KOMUCCUIA SKCMEPTOB NO
pe3ynbTaTam YKa3aHHbIX B YacTW 2 HACTOALLEN CTAaTbW IKCNEPTU3, YNTONHOMOYEHHbIN dpeaepaibHblii OpraH
NCNONHUTENbHOM BNACTU:

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

1) npuHUMaeT pelleHWe O BHECEHUU W3MEHEHU B [AOKYMEHTbl, codepkalineca B
PEernmcTpauMoOHHOM [0Cbe Ha 3apermcTpMpOBAHHbLIA JIEKAaPCTBEHHbIM MpenapaT gas MeauLMHCKOro
NPUMEHEHUSA, U1 06 OTKa3e BO BHECEHUU TaKUX USMEHEHWIA;

2) BHOCUT B rOCYZ,@pPCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPeACTB HA OCHOBAHUN PeLleHMs O BHECEHUU
M3MEHEHWUA B [OKYMEHTbl, COAEprKaliMeca B PErmcTpauMoHHOM [O0Cbe Ha 3aperncTPUMpOBaHHbIN
NleKapcTBEHHbIV Npenapar 414 MeAMLMHCKOro MPUMeHeHUs, Heo6XoAMMble U3MEHEHMUS;

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

3) BblAaeT 3asBUTENI0 HOBOE PErncTpauMoHHOEe YyAOCTOBEPEHWE NEKAPCTBEHHOrO Npenapata B
CNy4ae U3MEHEHMUS CBELEHWN, COAEPMKALMXCA B HEM, NMYTEM HampaBieHUA 33aABUTE/IO NOCPeLCTBOM
€4MHOro NopTana UAK B IMYHbIN KaOUHET 3asBUTENA B €AUHOIN CUCTEME BbIMUCKU U3 FOCYAAPCTBEHHOMO
peecTpa /IeKapCTBEHHbIX CPeacTB, MNOAMUCAHHON YCUNEHHOW KBanUPULMPOBAHHON 3SNEKTPOHHOM
noAnuch!o.

(n. 3 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa OT
30.01.2024 N 1-93)

8. OcHoBaHMeM Ana OTKasa BO BHECEHWM MW3MEHEHMI B J[OKYMEHTbl, cofeprKalmeca B
PerucTpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbLIN NEKapCTBEHHbIM Npenapat Ans MeLMLMHCKOro
NPUMEeHeHUs, ABNAETCA 3aKNH0YEHNE YNONTHOMOYEHHOTO dpesepanbHOro opraHa UCMOHUTENbHOW BAACTH
0 BO3MOXHOCTM CHUKEHMA 6e30nacHOCTH, KauyecTBa, 3PpPEeKTUBHOCTM NEKAapPCTBEHHOTO CPeACTBa B Cy4ae
BHECEHUA TaKNX U3MEHEHWN.

9. JonyckaetcAa obpalleHne NeKapCTBEHHbIX NpenapaToB AN MeAULUMHCKOro NMpUMeHeHus A0
NCTeYEeHMA CPOKa ro4HOCTM, NPOM3BEAEHHbIX B TEYEHNE CTa BOCbMUAECATU AHEM nocae AaTbl NPUHATUA
YyNONHOMOYEHHbIM peaepasnbHbIM OPraHOM UCNOHUTENbHOM BNACTU PELLEHMA O BHECEHUN U3MEHEHWI
B [OOKYMEHTbl, cogeprKallnmeca B pPerucTpauuMoHHOM J[OCbe, B COOTBETCTBUMM C WHPOopmauuen,
coaepKalleiica B AOKYMEHTaX PerMcTpaUyMoHHOro A0Cbe Ha IeKapCTBEHHbIM NpenapaT 40 AaTbl NPUHATUSA
TAKOro pelleHus.

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

10. MpaeutenbctBo Poccuiickoit depepaumu BnpaBe YCTaHOBUTb OCOBEHHOCTM BHECEHWUSA
M3MEHEHWA B [OKYMEHTbl, COLEprKaliMeca B PEerncTpauMoHHOM [OCbe Ha 33aperncTpuMpoBaHHbIN
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JIeKapCTBEHHbIM npenapat Aas MeaMUMHCKOTO MpUMEHeHus, B c/aydae gedekTypbl MAM PUCKA
BO3HWKHOBEHMA AedeKTypbl 1eKAPCTBEHHbIX NPENapaToB B CBA3W C BBeAEHWEM B OTHOLWEHUN Poccminckoi
depepaunm orpaHMUUTENBHBIX MEP SKOHOMMUYECKOTO XapaKTepa.

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

KoHcynbTaHTlAOC: NpumeyaHue.
Monoxenua ct. 31 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs NpenocTaBAeHUsA roc. ycayr
nocpeacTsom eanHOro noprtana, npumenatotca ¢ 01.01.2026.

Crtatba 31. BHeceHue M3MeHeHU B AOKYMEHTbI, coAaepiKalimecs B permcTpauMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbDIM Npenapar ANA BeTepUHAPHOro NnpumMeHeHus

1. B uenax BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEPKALMECA B PETUCTPALMOHHOM [0CbEe Ha
3aperncTpUpPoBaHHbI NEKAapPCTBEHHBIN NpenapaT Aaa BETEPMHAPHONO MPUMEHEHUA, AepKaTenb Uan
BNafeneL, perncTpalMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTta WA YNOJHOMOYEHHOE UM
ApYyroe topnanyeckoe MU0 (fanee B HACTOALWEN CTATbe - 3aABUTE/b) HanpaBAseT NocpeaCcTBOM e4MHOro
nopTana B YNOJHOMOYEHHbIN defepanbHblii OpraH UCNOAHUTENBbHOW BAACTU MOAMNMCAHHOE YCUAEHHOM
KBaMPUUMPOBAHHOW 3/1EKTPOHHOM NOANUCHIO 3asAB/NIEHNE O BHECEHUWU TaKUX U3MeHeHUM no $opme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMONHUTEIbHOM BNACTH, U NpUaaraembie K
HEeMY M3MEHEHUs B YKa3aHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, MOATBep:KAatolme HeobxoaMmocTb
BHECEHMA TaKUX U3MeHeHUI. MNpn HeobX04MMOCTN BHECEHUS U3MEHEHWIA B JOKYMEHTbI, cogeprKalimecs
B PErncTpaLMOHHOM A0Cbe Ha 3aperucTpMpOBaHHbIA NIEKAPCTBEHHbIN NpenapaTt gas BeTepuUHapHOro
NPUMEHeHUa, B C/AyYasX W3MeHeHuAa U (MAKn) [ONONHEHMS MNPOWM3BOACTBEHHOM MOLWAAKM
JIEKapCTBEHHOTO CPEACTBA, a TaKXKe U3MEHEHUs MoKasaTesiei KayecTBa IeKapcTBEHHOIO NpenapaTa 4
BETEPUHAPHOIO MPUMEHEHMA U (MIM) MeTOLOB KOHTPO/IA KayecTBa JIeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NMPUMEHEHUSA 3aABUTE b AOMNONHUTE/IbHO HaNpaBasaeT NocpeacTBOM eANHOro NopTana B
YNOJIHOMOYEHHbIN pesepanbHbIi opraH UCNOIHUTENIbHOW BNACTU Cieaytowme 40KYMeHTbI (cBeaeHus):
(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-d3)

1) cBegeHMA 0 AaTe NpPeAoCTaB/lEHUA U PErMCTPALMOHHOM HOMEpPE JIMLEH3UM HA NPOU3BOACTBO
NeKapCcTBEHHbIX CPeACTB, MPeAOoCTaBNEHHOW MPOM3BOAMTENIO JIEKAapCTBEHHOrO MpenapaTta Ans
BETEPUHAPHOr0 NPUMEHEHMSA, ONA POCCUIUCKUX NpoM3BOAUTENEN;

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

2) cBegeHMA O AaTe NpPeAoCTaB/EHUA U PErUCTPaLMOHHOM HOMEPE NINLEH3UM Ha NPOU3BOACTBO
JNIEKapCTBEHHbIX CPeACTB, MNPeaoCTaBNEeHHOM NpousBoaAuTENt0  dapmaueBTUYECKolr cybcTaHumuy,
BXOAALWEN B COCTaB JIEKAPCTBEHHOrO Npenaparta A1a BeTePUHAPHOIo MPUMEHEHMUA, O1A POCCUMCKUX
npoussoguTenei;

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

3) KonuA OKYMEHTa, BblAaHHOTO YNOAHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA ANA KaXKO0M
NPOV3BOACTBEHHON NAOWAAKM NEeKapCTBEHHOro npenapaTa ANA BETEPUHAPHOTO MNPUMEHEHUA U
NoATBEpPXKAAloLWEro COOTBETCTBME NPOU3BOAMTENA /IeKapCTBEHHOro npenapata TpeboBaHUAM Npasun
Hagne)Kalllei Npou3BOACTBEHHON MPaKTUKW, M ero nepesosd, Ha PYCCKMI A3blK, 3aBepeHHble B
YCTaHOB/IEHHOM MOPA/KE, @ TaKXKe KOMWUA 3aK/0UYEeHMA O COOTBETCTBMM NPOU3BOAMTENA NIeKaPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpPaBWA  Hagae)alleh  NPOU3BOACTBEHHOM  NPAKTUKM,  BblaaHHOMO
YNO/IHOMOYEHHbIM dpeaepanbHbiM OPraHOM UCMOMHUTENbHOM BAACTU AR KaXKA0W NPou3BOACTBEHHOW
NAOWAAKN NEeKapCTBEHHOro npenapaTta A1 BeTePUHaAPHOro NPUMeHeHus, NMbo KoMnMua pelleHus o
npoBeAeHUU UHCMEKTUPOBAHMA NPOU3BOAMTENSA IEKAPCTBEHHbIX CPEACTB, MPUHATOIO YNOJAHOMOYEHHbIM
denepanbHbiM  OpPraHOM MCNONHUTENIbHOW BNAcTU A0S  KaxAaol MpoOU3BOACTBEHHOM M/OLWAAKK
NIeKapCcTBEHHOro Npenapara 418 BeTePUHAPHOro NpuMeHeHus. YKasaHHble JOKYMEHTbI NPeacTaBAsoTca
B C/Ayyae, eciu MNPOU3BOACTBO JIEKApCTBEHHOro npenapaTa A8 BeTePUHAPHOTo NpUMeHeHun
ocyllecTBaseTcA 3a npegenamu Poccuiickolt deaepaumnu;
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4) Konus OOKYMEHTa, BbIAAHHOIO YMNOJIHOMOYEHHbIM OPraHoOM CTpaHbl MNPOU3BOAUTENS
dapmaLeBTMYECKON cybCcTaHumMm n NOATBEPKAAIOLLETO COOTBETCTBME npoussoauTens
dapmaLeBTMUYECKOWN CybCTaHUMM, BXOAALWEN B COCTaB IEKAPCTBEHHOrO npenaparta A58 BeTepPUHApPHOro
npumeHeHus, TpeboBaHMAM MNPaBUA Hag/erKallell NpoM3BOACTBEHHOM MPaKTUKK, M ero nepeeos Ha
PYCCKMI A3bIK, 3aBEpPEHHble B YCTAaHOB/SIEHHOM MNOpsAKe, B CAyyae, €CAM NPOM3BOACTBO
dapmaLeBTMUECKOM cybCTaHLMK OCYyLWEecTBAAETCS 3a npeaenammn Poccuiickon deaepauuim.

(yacTb 1 B peq,. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 B 4. 1.1 ct. 31 BHOCaTcA mameHeHusa (P3 or 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

1.1. B cnyyae M3meHeHus U (MAun) JONOSHEHUs MPOU3BOACTBEHHOM MJIOLWAAKM IEKAPCTBEHHOIO
CPeAcTBa [AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacToslel cTaTbM, NPeACTaBAAIOTCA 3aaBUTENEeM B
OTHOLWIEHUM W3MEHAEMON U (MAKM) [OMNOAHAEMON NPOU3BOACTBEHHOM MIOWAAKN JIEKAPCTBEHHOTO
cpencTBa. PeweHre 0 BHECEHUM M3MEHEHUI B JOKYMEHTbI, COAEpKaLLMeca B perucTpaLMoHHOM A0Cbe
Ha 3aperncTpPUpPOBaHHbIN NeKAPCTBEHHDbIM NPenapaT ANA BETEPMHAPHOrO NPUMEHEHUA, Uan 06 OTKase B
MX BHECEHMM MPUHMMAETCS B C/Ay4ae HeobXOAMMOCTM NpPOBEeLEHUSA 3KCMepTU3bl JIEKAPCTBEHHOIO
CPeAcTBA B CPOK, He MpPEBbIWAMOWMIA AEBAHOCTA Pabounx AHel, a B OCTa/bHbIX C/y4Yasx B CPOK, He
npeBbllLAOWMIA TPMALATN paboumx AHeM CO AHA HanpaBAeHWA NOCPeACcTBOM eAMHOro noprtana B
YNOJHOMOYEHHbIN dpeaepancHbli OpraH WCMNONHUTE/IbHOW BAacTU 3aABNEHUA O BHECEHUM TaKMUX
N3MEeHEeHUN.

(yactb 1.1 BBeaeHa degepanbHbiM 3aKoHOM OT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.2. B cny4vae peopraHmMsaunun fepxatend UauM Bnagenbla pPerncrpalmMoHHOro yaoCTOBEpPEHUA
JIeKapCTBEHHOrO npenapata AfAA BeTePMHAPHOro NpPUMeHeHUs, paspaboTyMKa wmam npoussoguTens
JIeKapCTBEHHOMO NpenapaTa 4N1a BETEPUHAPHOIO NPUMEHEHMA B 3aABJEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, CoAeprKalimeca B PerucTpalMoOHHOM [0Cbe Ha 3apPerMcTPUPOBAHHbIN /IeKapCTBEHHDIN
npenapaTt 4/a BETEPMHAPHOro NMPMMEHEHMA, YKA3biBalOTCA OaHHbIE AOKYMEHTa, NMOATBEPXKAAOLLEro
BHECEHMEe COOTBETCTBYIOLWINX U3MEHEHUI B EAUHBIN roCcyAapCTBEHHbIA PeecTp opuandecknx auy, (ans
OpraHusaLnii, 3aperncTpMpoBaHHbIX Ha Tepputopum Poccuiickon deaepaumm), UAM MHOTO AOKYMEHTA],
NnoATBEpP:KAAOLLErO PEOPraHM3aLMNIo OPUANYECKOro Mua (ANA opraHu3aunin, He 3aperncTPUpPoBaHHbIX
Ha Tepputopun Poccuiickor dPepepaumun). 3asBNeHUME O BHECEHUM U3MEHEHUN B [OOKYMEHTHI,
coaepKalwmeca B perMcTpauMoHHOM A0Cbe Ha 3aperncTpUpoBaHHbIN IEKapCTBEHHbIM NpenapaTt Ans
BETEPUHAPHOrO NPMMEHEHUA, U NPUNAraemble K HEMY AOKYMEHTbI HanpaBAAOTCA NOCPEeACTBOM €4UHOT0
nopTtana B YNOAHOMOYEHHbIM peaepanbHbii OpraH UCNONHUTENbHOM BAACTM He No3gHee 4yem 4yepes
TpuAuaTh pabounx AHen co AHA BHECEHUA COOTBETCTBYIOLLMX MU3MEHEHUIN B EAMHBIN rocyaapCTBEHHbIN
peecTp lpUANYECcKMX vl (ANnA opraHWsauuii, 3apernmcTpMpoBaHHbIX Ha TeppuTopuM PoccuinicKoi
depnepaunn) Uam co AHA NPUHATMA COOTBETCTBYIOLLErO AOKYMEHTA, NOATBEPKAAOWEro PEOPraHM3aLUmio
lopugMyeckoro aunua (ANns opraHusauuii, He 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickolit
depnepaunn). B cnyyae peopraHusaLmm gepKatens uav Bnagenbla perncTpaumMoHHOro yaA0CToBepeHMUs
JIeKapCTBEHHOrO npenapaTta A9 BETEePUHAPHOro NpPUMeEHeHUA 3aABNEHWE O BHECEHWW WU3MEHEHUI B
OOKYMEHTbI, cogeprkalimeca B PEerMcTpalMoOHHOM [0Cbe Ha 3apPerucTPUPOBAHHbIN JIeKapCTBEHHbI
npenapat AaAa BETEPUHAPHOrO MNPUMEHEHMA, MOJAETCA HPUOUYECKMM JIMLOM, KOTOPOMY B XoAe
peopraHM3aummn nepesaHo NpPaBo BAAAEHUA TAKUM PErmcTPaLMOHHbIM YyAOCTOBEPEHMNEM.

(yactb 1.2 BBeaeHa denepanbHbiM 3aKoHOM oT 02.08.2019 N 297-03; B pea. PeaepanbHOro 3akoHa oT
30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 cT. 31 gononHsetca Y. 1.3 (®3 o1 31.07.2025 N 304-d3). Cm. byayulyto peaakLmio.


https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZR&n=470142&dst=100048
https://login.consultant.ru/link/?req=doc&base=RZR&n=511151&dst=101522
https://login.consultant.ru/link/?req=doc&base=RZR&n=511708&dst=1525
https://login.consultant.ru/link/?req=doc&base=RZR&n=470142&dst=100054
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100228
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&dst=100060
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100229
https://login.consultant.ru/link/?req=doc&base=RZR&n=511151&dst=101523
https://login.consultant.ru/link/?req=doc&base=RZR&n=511708&dst=1526

2. B cnyyae BHeCEHUS U3MEHEHWUI B AOKYMEHTbI, CoAep Kalineca B perncTtpaymMoHHOM Aocbe Ha
3aPEerncTPUPOBaHHbIA NEeKAapCTBEHHbIM Npenapat AAA BeTepMHapPHOro NPUMEHEHWUs, B OTHOLIEHUU
CBeZleHUN, yKa3aHHbIX B noanyHkTax "e", "»", "k", "a", "H", "c", "x" nyHKTa 7 yactn 3 ctaTbmM 17 HacTosILWErO
depnepanbHOro 3akoHa, MU3MeHeHUa U (MAK) 4ONONHEHUA NPOU3BOACTBEHHOM NNOLLAAKN NEKAPCTBEHHOIO
CpeacTBa, a TaKXe B C/lydae WM3MEHEeHMA MOoKasaTesield KayecTBa JIEKAapCTBEHHOro npenapaTta Agas
BETEPMHAPHOIrO MPUMEHEHUA U (MAK) MeToA0B KOHTPO/A KayecTBa JIEeKAapPCTBEHHOrO npenaparta g
BETEPMHAPHOro MPUMEHEHMUA NPOBOAMUTCA SKCMEPTU3a /IEKAPCTBEHHOMO CPeacTBa AJ/18 BETePUHAPHOro
npumeHeHus. B cnyyae HEOH6XOAMMOCTU BHECEHUA WUHbIX U3MEHEHWUI B AOKYMEHTbI, COAEprKalLMecs B
PEerncTpauMoHHOM [A0Cbe Ha 3apermcTpMpOBaAHHbLIA NEKAPCTBEHHbIM npenapaT Aaa BeTepUHapHOro
NPUMEHEHNA, SKCNEePTU3a IeKaPCTBEHHOrO CPpe/iCcTBa A1 BETEPUHAPHOIo NPUMEHEHMA He NPOBOAUTCA.
(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. 3asBUTeNb BNpaBe NpeacTaBuTb No COBCTBEHHON MHULMATMBE BMECTE C 3aABNEHNEM O BHECEHUM
M3MEHEHUN B [OKYMEHTbl, COAEep’KalllMeca B PErucTpalMoOHHOM [I0Cbe Ha 3aperucTpupoBaHHbIi
NIeKapCTBEHHbIA  npenapaT 418  BETEPUMHAPHONO  MPUMEHEHMUA,  PEKBU3UTbI  AOKYMEHTOB,
NoATBEpPXKAAWMX YNAaTy rocyAapCTBEHHON MOLW/IMHBI 38 BHECEHME B [AOKYMEHTbI, coaepKalmeca B
PEervcTpaunMoHHOM [O0Cbe Ha 3aperucTpMpOBaHHbIA JIEKAPCTBEHHbIV npenapaTt AlA BeTepuHapHOro
NPUMEHEHNA, W3MEHEHUI, TPebylowmx NPOBEAEHUA 3SKCMEepTU3bl JIEKAPCTBEHHOrO CpeacTsa, WM
M3MEHEHUN, He Tpebylowmnx npoBeAeHMA 3SKCNepTU3bl NEKapCTBEHHOro cpeactsa. B cayyae
HEOBXOAMMOCTU U3MEHEHUA CBEAEHWUN, COAEPXHAWMXCA B PErMCTPaLMOHHOM YAOCTOBEPEHUU
JIEKapCTBEHHOrO npenapata Ans BEeTEPMHAPHOro NPUMEHEHUA, C 3aAB/IeHMEM, YKa3aHHbIM B 4Yactu 1
HACTOSALLEN CTaTbM, 3aABUTE/Ib BNPaBe NPeAcTaBUTb N0 CO6CTBEHHON MHMLIMATUBE PEKBU3UTBI JOKYMEHTA],
noATBep:KAatoLLEro ynaaTy rocy4apCcTBEHHOM MOLW/MHbI 32 BblAayy PerMcTpaLmMoHHOro yaoCToBEpPEHUA
JIeKapCTBEHHOrO Npenapara. 3aaBuUTeNb BNpaBe NpeacTaBUTb No CO6CTBEHHON MHULMATMBE CBEAEHUA O
JNINUEH3NAX, YKasaHHble B MNyHKTax 1 M 2 vactv 1 HacTosweKl cTaTbM, a TaKXKe BblaaBaemble
YNONHOMOYEHHbIMU deaepanbHbIMWU OpraHamu UCMOJIHUTENBbHOM BNACTU AOKYMEHTbI, YKa3aHHble B
NyHKTe 3 YyacTM 1 HacToswen ctaTbM. B cnyyae HenpeacTaBieHUA YKa3aHHbIX JOKYMEHTOB (cBeaeHui)
YNO/IHOMOYEHHbIN deaepasnbHbl OpraH UCMOJIHUTE/IbHOM B/1AaCTU 3anpallMBaAET YKa3aHHbIE JOKYMEHTbI
(cBepeHuns) B nopaaKe MeKBeAOMCTBEHHOTO MHPOPMALMOHHOTO B3aUMOAENCTBUS.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 B a63. 1 u. 4 c1. 31 BHOCATCA U3MeHeHUa (P3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
peaakumio.

4. B CpOK, He NpeBblWaloWwmin gecAt paboumx AHel co AHA NOCTYMN/IeHUA YKa3aHHOro B Yactu 1
HacToAWEeN CTaTbM 3aABAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJHOMOYEHHbIW deaepanbHbli opraH
NCMNONHWUTENbHOW BNAACTU:

1) NpoBOAMT NPOBEPKY NONHOTHI U AOCTOBEPHOCTU CBEAEHUM, COAEPMKALLMXCA B NPEACTABNEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NPUHMMAET peLleHne O NPOBEAEHUN IKCMEePTU3bl IeKaPCTBEHHOrO CPeACTBA ANA BETEPUHAPHOIO
npuMmMeHeHusa uam o6 oTKase B ee NPOBEAEHUY;

3) HanpaBnseT nocpeacTBOM eAMHOrO MopTana  3afBUTeNto  NoANMCaHHOE  YCUAEHHOWN
KBaNMOULMPOBAHHOW 3/1EKTPOHHOW MOAMUCHIO YBEAOM/IEHNE O MPUHATOM PELUEHUW MAW B C/yvae
NPUHATUA pelleHnA 06 0TKase B NPOBEAEHUN IKCNePTU3bl 1IEKAPCTBEHHOMO CPeACTBa A1 BETePMHAPHOro
NPMMEHEHMA C YKa3aHMeM MPUYMH TaKOro OTKa3a.

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

4.1. B cnyyae BbIABAEHMA HEAOCTOBEPHOCTUN U (MN) HEAOCTaTOYHOCTM CBEAEHWIA, COAEPKALLUNXCA B
npeAcTaB/NeHHbIX 3aABMTeIemM maTepuanax, ynoJHOMOYEHHbIA deaepanbHblit opraH UCMONHUTENbHOM
BNACTU HanpaBfseT MocpeAcTBOM eAMHOro fnopTasa 3adABUTENt0 3anpoc 06 YTOYHEHUWM YKa3aHHbIX
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CBeAEHUN, NOANUCAHHbINA YCUNEHHOM KBAaMDULMPOBAHHOM 31EKTPOHHOW NOAMNUCHIO.
(yacTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpuMmeyaHue.
C 01.03.2026 B 4. 4.2 c1. 31 BHOCaTcA MameHeHusa (P3 or 31.07.2025 N 304-d3). Cm. byayuiyto
pefakumio.

4.2. 3assutenb o06A3aH HanpasuTb NOCPEACTBOM €AMHOrO MopTasna B  YMNOJHOMOYEHHbIN
denepanbHblii  OpraH WCMONAHUTE/NIbHON BAACTU  MOAMNMCAHHLIN  YCUIEHHOM KBaAndUUMPOBaAHHOM
3/IEKTPOHHOM NOANMCBID OTBET Ha 3anpoC YNOJHOMOYEHHOrO peaepasbHOro OpraHa UCMOIHUTENbHOM
B/1IACTU B CPOK, He MpeBbIWAOWMNA AeBAHOCTA pabounx AHEN CO AHA MNONYYEeHUA YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMOAHUTENIbHOMW BAACTU  3/IEKTPOHHOIO YBEAOMJIEHUA O MOAYYEHUU
3aaBUTENIEM AaHHOrO 3anpoca. CpoKu, yKasaHHble B Y4acTh 1.1 HacToALWwen cTaTby, NPUOCTAHABANBAKOTCA
CO [HA HanpaB/ieHMA MNOCPEeACTBOM eAMHOro MnopTana 3aaBUTEN0 3anpoca  YNoJHOMOYEHHOro
denepanbHOro opraHa UCMONHUTENbHOM BNACTU 40 AHA HanpaBAeHWA NocpeacTBOM e4AMHOro NopTana B
YNONHOMOYEHHbIN defepanbHblii OpraH WUCNOAHUTENbHOM BIACTM OTBETA Ha AaHHbIA 3anpoc U He
YUYUTBIBAIOTCA MPU UCHUCNIEHUMU CPOKA MPUHATUA pPEeLieHUA O BHECEeHUU WM3MEHEHUN B [AOKYMEHTbI,
cofep:Kalmeca B PerncTpauMoHHOM [A0Cbe Ha 3aperncTpUpOoBaHHbIM NIEKAPCTBEHHBIM MpenapaT gnA
BETEPMHAPHOro NPUMEHeHUA.

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

5. OcHoBaHMeM [AnA OTKa3a B MNPOBeAEHWW 3SKCMepTUsbl JIEKAPCTBEHHOro cpeactsa  Afd
BETEPMHAPHOrO MNPUMEHEHUA ABNAETCA NpeacTaBleHne LOKYMEHTOB, YKa3aHHbIX B 4actax 1 m 3
HacToALWEeN CTaTbk, B HEMOJIHOM 06beMe UM OTCYTCTBME B NPEACTaBNEHHbIX AOKYMEHTaX AOCTAaTOUYHbIX
CBeAeHUN, NOoATBepKAalowmx HeobXoAMMOCTb BHECEHMSA W3MeHeHun, nuMbo HenpeacTas/ieHUe
3anABMTE/IeM B YCTaHOBJIEHHbI/ CPOK OTBETa Ha YyKasaHHbIM B 4YacTu 4.1 HacToAwen cTaTbM 3anpoc
YNOJIHOMOYEHHOIo pelepanbHOro opraHa UCMOHUTENIbHOM B1acTu.

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

6. 3KCI'IepTM3a NNEKapPCTBEHHOIoO Cpeacrtea ANA BETEPUHAPHOINO NpPpUMeEHEHUA B LenAax BHeCeHUA
M3MEHEHUN B AOKYMEHTbI, coaepxauwmeca B pPerncTtpaumMoHHOM AO0oCbe Ha 3aperMCTpMpOBaHHbll7l
ﬂeKapCTBEHHbIVI npenapatr AOnaAa BETEePUHAPHOro npumeHeHumA, OocCcylecTBnAaeTca B NOpALKE,
YCTaHOB/IEHHOM cTaTbel 24 HacToAlero dJep,epaanoro 3aKOHa.

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.03.2026 B a63. 1 4. 6.1 cT. 31 BHOCATCA U3ameHeHua (P3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

6.1. B cpoK, He NpeBbIWatoLWwmMil AecaTV pabounx gHeN co AHA HanpaBAeHWs NOCPELCTBOM eAUHOr0o
nopTtasa B YNOJIHOMOYEHHbI denepanbHblii opraH UCNOAHUTEIbHOM BNACTU NOANMCAHHOMO YCUNEHHOM
KBa/IMOULMPOBAHHOW 3/IEKTPOHHOM MOAMUCHIO 3aKJOYEHUS KOMMCCMM 3KCMEPTOB MO pesynbTaTam
YKa3aHHOW B 4acTM 2 HacToAWEN CTaTbW 3KCNepTU3bl, YNOJHOMOYEHHbINM deaepanbHblit opraH
NCMNONHUTENbHOW BNACTU:

(8 pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, o1 30.01.2024 N 1-P3)

1) npuMHMMaeT peleHMe O BHECEHMM W3MEHEHWUI B [OOKYMEHTbl, coAeprKawmeca B
PerncTpaumoHHOM A0Cbe Ha 3apPernmcTpMpOoBaHHbIM /IEKAPCTBEHHbIN NpenapaTt AnA BeTEePUMHAPHOro
NpUMeHEeHUA, A 06 OTKase BO BHECEHMMU TaKUX U3MEHEHUN;

2) BHOCUT B rOCyAapCTBEHHbI peecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBaHMM peLleHnsa 0 BHECEHMU
M3MEHEHUA B LOKYMEHTbl, COAEpPalyMecs B PEerucTpauMoOHHOM [A0Cbe HA 3aperucTpuMpoBaHHbIN
NeKapCTBEHHbIN Npenapar AN BETePMHAPHOro NpMMeHeHUs, Heobxoaumble U3SMEHEHUS;

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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KoHcynbTaHTlAOC: NpuMmeyaHme.
C 01.03.2026 n. 3 u. 6.1 cT. 31 n3naraetca B HoBoM pegakummn (P3 ot 31.07.2025 N 304-93). Cm.

Byayuwyto pesakuumio.

3) BblgaeT 3a8BUTE/II0 HOBOE PErncTpaLMoHHOE YAOCTOBEPEHUE IEKAaPCTBEHHOrO npenaparta Ans
BETEPUHAPHOIo NMPUMEHEHUSA B C/lyYae HEOHXOAMMOCTU U3MEHEHUS CBEAEHWNN, COAEPIKALLMXCA B HEM, C
COXpaHEeHMEeM HOMepa paHee BblAAHHOTO PErucTpauMoOHHOrO YAOCTOBEPEHUSA JIeKApCTBEHHOIO
npenapara g5 BeTepPUHapPHOro NPpUMeHeHUs.

(n. 3 BBeaeH depepanbHbiM 3akoHOM oT 02.08.2019 N 297-d3)
(yacTb 6.1 BBegeHa deaepanbHbim 3aKkoHOM 0T 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHUS U3MEHEHWUI B OKYMEHTbI, COAEpKaLLMecs B PermcTpaumoHHOM AoCbe Ha
3apPErncTPUPOBaHHbIA  JIEKAPCTBEHHbLIM NpenapaT AlAa BeTepUHApPHOro MPUMEHEHMA, B 4acTy,
Kacatowenca uaMeHeHua U (Man) [ONOJHEHWA NPOM3BOACTBEHHOM NJIOWAAKA NIEKAPCTBEHHOMO
npenapara, Npu NpeAcTaBfeHUN 3afBUTENIEM B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacToALllel cTaTbu
KOMUU peLleHUs ynoaHOMOYEHHOro denepasibHOro opraHa WCMOAHUTENbLHOW BAacTM O MPOBeAeHUM
WMHCNEKTUPOBAHUA NPOU3BOANTENS IEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIA B YacTu 6.1 HacToALwekn
CTaTbW, NPUOCTAHABAMBAETCA CO AHA NOJYYEHUA 3aKNOUEHMA KOMMUCCUM SKCNEPTOB A0 AHA NPUHATUA
YNOAHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTENIbHOM B/1aCTM peLleHua o Bblaade unm ob oTkase
B BblJaye 3aK/0YEHMUA O COOTBETCTBMM MPOU3BOANUTENA IEKAPCTBEHHbIX CPeACTB TpeboBaHUAM NpPaBU
Hag/exallen Npon3BoACTBEHHOM NPAKTUKN, HO He BoJiee Yem Ha CTO BOCEMbAECAT paboumnx aHen.
(yacTb 6.2 BBeaeHa desepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

7. OcHOBaHMeM pANnA OTKasa BO BHECEHWW W3MEHEHWA B [OOKYMEHTbl, COAep)KallumMeca B
pPerucTpaLnMoHHOM [0Cbe Ha 3aperucTpuMpOoBaHHbIA IeKAapCTBEHHbIM npenapaT ANA BeTepUHapHOro
NPUMEHEHUA, B CAy4Yanx, He Tpebyowmux NpoBeaeHNA IKCNePTU3bl 1IEKAPCTBEHHONO CPeACTBa, ABAAETCA
npeacTaBNeHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacToAllel cTaTbu, B HENOJIHOM 06beme MK
OTCyTCTBME B MPeACTaBAEHHbIX AOKYMEHTaX CBEAEHUI, KOTOPbIE AO0MKHbI ObITb B HUX OTPaXKeHbl, 160
HenpeacTaBAeHWe 3aABUTENIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIA B YacTu 4.1 HacToAwen
CTaTbW 3aNpoc yNoJIHOMOYeHHOTO desepanbHOro opraHa UCNOJIHUTENIbHOM BAACTMU.

(yacTb 7 B peq,. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

7.1. OcHoBaHMeM pAns OTKa3a BO BHECEHUM M3MEHEHWN B AOKYMEHTbl, COAeprkalimecs B
pPerncTpauMoHHOM [0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM NpenapaT Aas BeTepUMHApPHOro
NPUMeEHeHMA, B Cy4anx, TPebylowmx NpoBeaeHUs 3KCNepTU3bl JIeKapCTBEHHOIO CPeacTBa, ABAAETCA
3aK/0YEHME YNOJIHOMOYEHHOTro ¢eaepanbHOro opraHa WCMNOJIHUTENbHOM BAACTU O BO3MOXKHOCTM
CHUEeHMA 6e30MacHOCTM, KauyecTBa, 3PpPEeKTUBHOCTM IEKAPCTBEHHOTO NpenapaTta BCieACcTBUE BHECEHUA
M3MEHEHMI B yKa3aHHbIe AOKYMEHTbI, 0TKa3 yNnoJHOMOYEHHOro desepasbHOro opraHa MCNONHUTEIbHOM
B/1IACTU B BblAaye 3aK/OYEHUA O COOTBETCTBMM NPOMU3BOAMUTENSA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
NpaBu/ HaanesKawen MNPonu3BOACTBEHHOW MNPAKTUKM B C/Ay4ae W3MEHEeHUs WU (ManM) [onoSHEeHUs
NpPou3BOACTBEHHON M/IOWAAKM JIeKAPCTBEHHONO MNpenapaTta, eCcauM NPOM3BOACTBO JIEKAPCTBEHHOMO
npenapaTta 418 BETEPMHAPHOro NPUMeEHEHMA OCYLLECTBAAETCA 3a Npeaenamm Poccuinickoit deaepauumy,
NN OTCYTCTBME ITOFO 3aK/IOYEHUS.

(yacTb 7.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

8. [onycKaeTca obpalleHne NeKkapcTBEHHbIX NPENapaToB A/ BETEPUMHAPHOrO NPUMEHeHUa Ao
NCTEYEHMA CPOKA rOAHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocne AaTbl NPUHATUA
YNOAHOMOYEHHbIM pesepasbHbIM OPraHOM UCMOHUTENIbHOM BAACTU peLleHns O BHECEHUN U3MEHEHN
B AOKYMEHTbI, COAEpPKaALLMECA B PETMCTPALUOHHOM A0CHE Ha IEKAapPCTBEHHbIW NpenapaT, B COOTBETCTBUM
c uHbOpPMaUMER, coaeprKaLLLENCA B SOKYMEHTaX PETMCTPALMOHHOIO A0Chbe Ha IEKAapPCTBEHHbIM npenapat
00 [AaTbl NPUHATUA TAKOTO peLIeHunA.

(yacTb 8 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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KoHcynbTaHTlAOC: NpumeyaHue.

O BO3MOKHOCTU 0bpaLLeHna B PO nekapcTBEHHbIX MpenapaToB NOC/Ae NPUHATUA peLleHNs 06 OTMeHe
rOCPerucTpauum M UCKAKOYEHHbIX M3 peectpa dapmaueBTUYECKMX cybcTaHumii cm. cT. 4 d3 ot
30.01.2024 N 1-93.

CratbAa 32. OTMeHa rocygapCcTBEHHOM perncTpauum 1eKapcTBEHHOro npenapara

PelweHne 06 oTMeHe rocyaapCTBEHHOM PErncTpaLmumn NeKapcTBEHHOro npenapaTta u UCKAYEHMM
JIeKapCTBEHHOrO npenaparta M3 rocyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEeACTB MPpUHUMaeTCA
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHoOM UCNOAHUTENbHOW BacTU B CayYae:

1) npeacraBsneHnA COOTBETCTBYHOLWMM YNO/THOMOYEHHbIM d)e,u,epaanblM opraHom
WCNOJIHUTENIbHON BNACTU 3aKNOYEHUs O pucrke wnnun 06 yrpose 340p0BblO, XMU3HU YesI0BEKA WU
XKUBOTHOTO Npu NpUMEHEHUUN NEKAPCTBEHHOIO nNpenaparta, npesbilwalowmnx ero Bq)d)EI-(TVIBHOCTb, no
pe3ynbTaTaM OCyLWeCcTBAAEMOIo UM MOHUTOPUHTA 6esonacHocTH NEeKapCTBEHHOrO Npenapara;

KoHcynbTaHTlAtOC: NpuMeyaHue.
C01.03.2026 B . 2 cT. 32 BHOCATCA M3MeHeHus (©3 o1 31.07.2025 N 304-d3). Cm. byayLiyto pegakumio.

KoHcynbTaHTlAKOC: NpumeyaHue.

MonoxeHusa cT. 32 (B pea. ®3 o1 30.01.2024 N 1-d3), Kacatowmeca NpenoCcTaBAEHUs rocC. YCAyr npu
06palLeHMM NEeKAPCTBEHHbIX CPeACTB AAA MeAMUMHCKOrO U BETEepPUMHAPHOro npUMeEHeHUA
nocpeacTBOM eAMHOM CUCTEMbI U (MK) eanHOro noptana, npumeHstotca ¢ 01.01.2026.

2) nofaun AepyKaTenem Wau BNafesbLEM PErucTpaLMOHHOMO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapata WAM YNOAHOMOYEHHbIM MM APYIUM  OPUANYECKMM JIMLOM 33asB/eHUA 06 oTmeHe
rocy4apCTBEHHOM  pPerucTpauum  NeKapcTBEHHOro  npenapata,  MNOAMMCAHHOIO  YCW/IEHHOM
KBaNNPULMPOBAHHOM 31EKTPOHHOM NOANUCHIO, MYyTEM €ro HanpaseHMA NOCPEACTBOM €4MHOro NopTana
B YMNO/NHOMOYEHHbIN deaepanbHbli  OpPraH UCMOJHUTENBHOW BAACTM  WAM  JIMYHbIA  KabuHeT
YNOJIHOMOYEHHOIO pesepanbHOro opraHa UCNOIHUTENIbHOM BIAaCTU B €4MHOM CUCTEME;

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

KoHcynbTaHTIlOC: NpuMmevaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacNPOCTPAHAIOTCA HA MPABOOTHOLUEHMA, BO3HMKalOLWME MNpU
0b6pallleHUM NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) HenoATBEPKAEHWNA TOCYAAPCTBEHHOM PerncTpaLmMm NeKapcTBEHHOro npenapara no UcTeyeHmu
CPOKa AeNcTBUA PerncTpaLMoHHONo YAOCTOBEPEHUA, BbIAAHHOMO HA NATbL JIET;

4) HenpeacTaBneHus 3asBuTenem WHPOpMaumu, KoTopas MOXKeT nosjiedb 3a cobol
HeobX0AMMOCTb BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAEpPMKaLLMecs B PEerncTpauMoHHOM A0Cbe Ha
3aperucTpupoBaHHbIi  NEKApPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAuaTM pabounx AHeld co AHA
HaCTynieHna 3TUX U3MEHEHMI;

5) ocywecTeieHna rocyaapCTBEHHOW perncTpaumm NeKapcTBeHHOro npenaparta noj, TOProsbiM
HaUMeHOBaHMEM 3aPErncCTPMPOBAHHOIO paHee Moj 3TUM TOProBbIM HaMMEHOBAHMEM /IEKAPCTBEHHOMO
npenapara, OT/IMYaoLLErocA Ka4eCcTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocywecrBneHunA I'OCY,EI,apCTBeHHOlL/'I perncrpaynm ogHOro U Toro e N1eKapCTteBeHHOro npenaparta B
OTHOWEHNN O4HOro M TOro e gepxartena wuanm Bnagenbua pPernctpauymoHHOro yaocroBepeHuA
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NleKapCcTBEHHOro npenapata B BuAe ABYX M 6osee NeKapCTBEHHbIX NpenapaTtoB Mo Pas/ivMyHbIMU
TOProBbIMM HAMMEHOBAHUAMU;
(n. 6 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHMA CYA0M PELLEHMA O HapyLLeHMM NpaB NpaBoobiagaTens 06beKTOB UHTENNEKTYa/IbHOM
cob6CTBEHHOCTM NpY 06PaLLEHMM NEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 8 cT. 32 He pacnpOoCTPaHAETCA Ha NPaBOOTHOLLEHWS, BO3HMKAOLWME Npu obpaLLeHNm
JIeKapPCTBEHHbIX CPEACTB A5 MeAULMHCKOro npumeHeHusa (P3 ot 30.01.2024 N 1-03).

8) oTCyTCTBMA NeKapCcTBEHHOrO NpenapaTa B obpalueHnn B Poccuninickoir eaepaumm B Te4eHUe Tpex
n bonee net;
(n. 8 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHUS JepXKaTeNem WAN  BNALENbLEM  PErncTPaLMOHHOIO  yA0CTOBEpeHus
JIEKapCTBEHHOro Npenaparta AM60 YNOJIHOMOYEHHbIM UMUK APYTUM HOPUANYECKMM NLOM MEPONPUATUIA
no obecrneyeHto 6e30MaCHOCTM JIEKAPCTBEHHbIX MNPENapaTtoB, YCTAHOBAEHHbIX YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENIbHOM B/1IAaCTU B COOTBETCTBMM C YacTammM 3 1 4 cTaTbM 64 HacToALWEro
PepnepanbHOro 3aKOHa, B paMKax ocyLLecTBaeHns ¢apmakoHan3opa;

(n. 9 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

10) oTkasa AgeprKaTena WAM BAALENbLA PETUCTPALMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapata AM60 YNOJHOMOYEHHOTO UMW APYroro HPUAMYECKOTO NMUA OT BHECEHWSA WU3MEHEHUN B
WHCTPYKLMIO MO MPUMEHEHUIO NEKApPCTBEHHOrO0 npenaparta, KacCaloWMXCA HOBbIX MOATBEPMKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUYMHEHMA BPeaa 340PO0BbIO Ye/I0BEKA WU/ KUBOTHOIO BCAEACTBME NpUema
JIeKapCTBEHHOTO npenapaTta npesbiwaeT 3GGEeKTUBHOCTL €ro NPUMEHEHMA.

(n. 10 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CtaTtba 33. FlocyAapCcTBEHHDIN peecTp JIeKapCcTBEHHbIX CPeacTB

1. TocyaapcTBeHHbIM peecTp /NEKAPCTBEHHbIX CPEACTB COAEPMKUT MNepeyeHb eKapCTBEHHbIX
npenapaTos, NpoLleAWnX rocyaapCcTBEHHY0 perucTpaumio, nepedeHb GapMaLeBTUYECKUX CybCTaHUMNM,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX NPENapaTos, U cleayoLyto MHGopmaLmio:

1) B OTHOLWEHUM NIeKaPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHMe JIeKapCTBEHHOrO npenapaTta (MerKayHapogHoe HenaTeHTOBaHHOe, WK
rpPynnMpoBOYHOE, NN XMMUYECKOE M TOProBOe HauMeHOoBaHuA);
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHaa popma C yKasaHMeM L03MPOBKMN IEKaPCTBEHHOro NpenapaTa W ero KoAn4YecTsa B
NoTPebUTENbCKON YNAaKOBKE;

B) HAMMeHOBaHMWe AeprKaTena uav Bnaaenbla PerncTpaLMoHHOro yA0CTOBEPEHNA 1EKapPCTBEHHOTO
npenapaTta u CBeAeHUA O PerucTpauun aepxartens wau Bnagenbla perMcTpaumoHHOro ya0CcToBepeHns
JleKapCTBEHHOro Npenaparta 414 MegULMHCKOro NPUMEHeHUA B KaYecTBe Ha/loronaatesblyMKa B CTpaHe
pervcTpaumnn (o8 POCCUNCKUX HOPUONYECKUX NUL, - UAEHTUDMKALMOHHbIA HOMep HanoronaaTe blinKa
(MHH), Ans MHOCTPaHHbIX OPUANYECKUX AUL, - CTPAHa perncTpaumm, HauMeHoBaHWE PErUCTPUPYIOLLLETO
opraHa, permcTpaLMOoHHbIN HOMEpP, Ko HasloronnaTeNbliMKa B CTPaHe pernctpaumm (MHKopnopauuu) unm
ero aHasnor);

(nn. "8" B peq,. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

I') HanmeHoBaHWMe n agpec nponssoanTeNA N1€KapCTBEHHOIO Npenaparta 1 cBeaeHnAa o0 permcTtpauunm
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Npou3BOAUTENA NEKapCTBEHHOro npenapata Ana MeAMUMHCKOrO MPUMEHeHMA B KadyecTse
HanoroniaTeNblMKa B CTpaHe perncTpaumm (418 poccUicKmX opUaNYEeCcKUX AuL, - UAEHTUOUKALMOHHDINA
HoMep HanoronnaTtenblumka (MHH), ANA MHOCTPaHHbIX OPUANYECKUX AWML, - CTPaHa perncrpauuu,
HaMMeHOBaHMe PerucTPUpPYIOLLEro OpraHa, perncTpaumMoHHbIN HoMep, Ko HanoronaatenblMKa B CTpaHe
pernctpauunu (MHKopnopaunun) Uam ero aHanor);

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

A) dapmakoTepaneBTMyecKas rpynna, KoJ /IeKapCTBEHHOro nmnpenapata nNoO aHaToOMo-
TepaneBTUYECKO-XMMUYECKOM  Knaccudukauum, pekomeHAoBaHHOM  BcemmpHoOM  opraHusaumei
3/1paBOOXPaHEHMA;

(nn. "n" B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

€) NoKa3aHMA 1 NPOTUBOMNOKa3aHMNA K MPUMEHEHMIO IeKapCTBEHHOro npenapara;
) NoBoYHblE AENCTBUA NEeKapCTBEHHOro npenapara;

3) CPOK rOAHOCTM NEKaPCTBEHHOTO Npenapara;

1) YCNI0BMA XpaHEHMA NeKapCTBEHHOro Npenapara;

K) YC/10BMA OTyCKa IEKapCTBEHHOIO Npenapara;

N) Homep dapmakonemHoh cTaTbM WMAM B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTauum NMb60o HOPMaTMBHOIO AOKYMEHTa;

M) [aTa rocygapCTBEHHOW perncrpauum NeKapCcTBEHHOro npenapata UM ero perncrpauuoHHbIN
HOMep, AaTa 3aMeHbl PEerMcTPaLMOHHOIO YAOCTOBEPEHUA NIEKaPCTBEHHOro npenaparta Ha beccpoyHoe
perucTpaunMoHHoe YyAOCTOBEPEHME JIEKAPCTBEHHOrO MpenapaTa, JAata noAayn 3asBAeHuA o
NOATBEPXKAEHUN TOCYAAPCTBEHHOM  pPerucTpauumM NeKapCTBEHHOro npenapaTta, AaTa OTMEHbl
rocyapCTBEHHOM perMcTpauum NeKapcTBEHHOro npenapaTa;

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

H) KauyecTBEHHbIN COCTAaB M KOJIMYECTBEHHbIM COCTaB AEWCTBYIOLIMX BELLECTB M KayeCTBEHHbI
COCTaB BCMOMOTraTe/IbHbIX BEL,ECTB IeKapCTBEHHOIO Npenapara;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) HPopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTenbCcKoi) ynakoBKy;
(nn. "o" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

n) Aata NPUHATUA PELUEHMA O BO3MOMKHOCTM PacCMaTpPMBaTb JIEKAPCTBEHHbIM npenapaTt npwu
rocyAapCTBEHHOM perncTpaumm B Kauectse opdaHHOro leKapcTBEHHOro NpenapaTa (419 IeKapcTBEHHbIX
npenapaTos 41A MeAULMHCKOro MPUMEHEHMSA);

(nn. "n" BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa ot
27.12.2019 N 475-d3)

p) HanuMume NeKapCTBEHHOro npenapata B MNepeyHe KU3HEHHO HeOobXOAMMbBIX U BarKHEMLIMX
JIeKapCTBEHHbIX NPENapaToB (4159 NEKAapPCTBEHHbIX NPenapaToB 419 MeAULNHCKOro NpUMeHeHUn);
(nn. "p" BBepgeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pesn. PenepanbHOro 3akoHa oT
27.12.2019 N 475-$3)

C) HanuuMe B NEKApPCTBEHHOM npenapaTe HapKOTUYECKMX CPeacCTB, MCUXOTPOMHbIX BELLECTB U UX
NpeKypcopoB, Noanexalmx KOHTPo o B Poccuiickont Pegepaumm, B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoin Pepgepaumm, mexayHapoaHbimum gorosopammn Poccminckon Peagepaumn, B Tom umcne EanHom
KOHBEHUMEN 0 HapKoTMYecKmx cpeacteax 1961 roaa n KoHBeHUMeEN 0 NCUXOTPONHbIX BewecTsax 1971
roga;

(nn. "c" BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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T) WHboOpMauMss O TOM, ABASETCA /AN OAHHLIN JIEKAapPCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBEHHbIM NpenapaTom;
(nn. "1" BBeAeH dPeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

y) cBefieHMA O nogade 3afBAEHUA O BHECEHMM U3MEHEHWA B AOKYMEHTbl, coAepiKallimMeca B
pervcTpaunoHHOM A0Cbe Ha IeKapCTBEHHbIM Npenapar;
(nn. "y" BBeaeH dPeaepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

¢) yTpatnn cuny ¢ 1 mapta 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeZleHMA /IeKapCTBEHHOro npenapaTa A1 BETepMHapPHOro NPUMEHEHUA B FPaXKaaHCKUIA
oboporT;
n,n

(nn. "x" BBepeH PepepanbHbiMm 3aKoHOM OT 22.12.2014 N 429-03; B pesn. PesepanbHOro 3akoHa ot
30.01.2024 N 1-93)

u) uHPopmauma O TOM, ABAAETCA /M [aHHbI  JIeKAapCTBEHHbIM npenapat opdaHHbIM
NIeKapCTBEHHbIM npenapaTom, MMMYHOBNONOTUYECKUM NIeKapCTBEHHbIM npenapaTom,
pagModapmaLeBTUHYECKMM  NEeKapCTBEHHbIM  MpenapaToM, FOMeOonaTUYEeCKMM  NIEKAapPCTBEHHbIM
npenapatom, 6MONOrMYECKUM JIEKAPCTBEHHbIM MPENapaToM, BbICOKOTEXHONOMMUYHbIM JIEKAPCTBEHHbIM
npenapaTom, BrnepBble 3aperncTpnpoBaHHbIM B Poccuniickoin Pegepaumm B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM MM aKTaMmM, cocTaBaAroWwWMMM npaBo Coro3a;

(nn. "u" BBeaeH PeaepanbHbim 3akoHOM OT 30.01.2024 N 1-d3)

2) B OTHOLWEHUN hapMaLLeBTUYECKUX CYyDCTaHLMIA:

a) HaMmeHoBaHWe GapMaLEBTUYECKON CyOCTAHUMM (MeXXAyHapogHoe HenaTeHTOBAHHOE, WM
rPynnMpPOBOYHOE, WM XMMUYECKOe W TOProBoe HauMmeHoBaHMA), ¢dopma Bbinycka (C yKasaHWem
[03UPOBKU (NpK Hannumm), GacoBKU 1 YNaKOBKK);

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

6) HaumeHoBaHWe M agpec npomssoguTens GapmaLeBTUYECKON cybcTaHUuMM (ANA POCCUICKUX
IOPULMYECKUX NIUL, - MAEHTUPUKALMOHHBIA HOMep Hanoronnatenbwmka (MHH), ana vMHOCTpaHHbIX
FOPUANYECKUX SINL, - CTPAHA PETUCTPALUMN, HAUMEHOBAHME PErMCTPUPYIOLLErO OPraHa, PErmMCcTPaLUOHHbIN
HOMeEp, KO Ha/loroniatesbLiMKa B CTpaHe pernctpaunm (MHKopnopauumn) Uam ero aHanor);

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

B) CPOK rogHocTM hapmaLeBTUYECKOW CybCcTaHLUK;
r) ycnosusa xpaHeHua GapmaLLeBTUYECKON CybCTaHLMu;

A) Homep dapmaKkonenlHoM cTaTbM WAM B C/lyyae ee OTCYTCTBMA HOMEpP HOPMaTUMBHOM
AOKYMEHTauumn AiMb6o HOPMaTUBHOTO JOKYMEHTA;

e) Hanmume dapmaueBTUYECKOWN cybCTaHUMKM B NepeyHe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKYpPCopOoB, Noanexalmx KoHTponto B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHoAaTenbctBOM  Poccuitickolit Depepaumnu,  MeAyHApogoHbIMM  goroBopamu  Poccuiickol
depepaunn, B Tom Yncie EgMHON KOHBEHUMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHeeHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2. dapmaueBTnYecKasa cybcTaHUMA, NpousBedeHHas ANs peasnnsaLnmn, MOXKET ObiTb BK/IOYEHA B
rocyAapCTBEHHbIN peecTp /NeKapCcTBeHHbIX CPeACTB Ha OCHOBAaHMM 3asBfAeHMA paspaboTyMka wnau
NpoM3BOAMUTENA JIEKAPCTBEHHOro cpeactea AM60 YNOAHOMOYEHHOTO MMW OPUAMYECKOro Auua npu
YCNOBUM NPOBEAEHNA B OTHOWEHUW TakoW dapmaueBTMYEcKoW cybCTaHUMM 3KCnepTM3bl KayecTea
dbapmaueBTUYecKoi cybCcTaHUMM B NOpAAKe, YCTaHOBAEHHOM cTaTbelt 34 HacToAwero PeaepanbHoro
3aKoHa. B oTHoweHWW dapmaueBTUYECKMX cybCcTaHUMIA, nNpou3BedeHHbIX ANA peanusaumn, B
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rocygapCTtBeHHOM peecTpe IEKapPCTBEHHbIX CPeaACTB COA4EPHKUNTCA Cneayroulan MHd)OpMaLI,WiII

1) HaumeHoBaHWe apMaLEeBTUYECKOM cybCTaHUMKM (MeKAyHapo4HOe HenaTeHTOBaHHOe, UAu
rpynnupoBOYHOE, WM XMMUYECKOE M TOProBoe HaMMeHOoBaHWA), Gopma BbiMycKa (C yKasaHWem
[03UPOBKU (NpK Hannumm), GacoBKU 1 YNaKOBKK);

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

2) HaMmeHoOBaHMe, agpec npomssoauTens GapmaueBTUYECKon cybCcTaHUMK, a TaKKe B OTHOLWEHUU
NIeKapCTBEHHbIX CPEACTB A8 MEAULMHCKOTO NMPUMEHEHMUA CBEAEHUA O pPerncrpauum npousBoAUTENA
dbapmaueBTUYEeCKON cybCTaHUMM B KadyecTBe HajsoronnaTesbliMKka B CTpaHe perucTpaummn (ans
POCCUIACKUX HOPULMYECKUX NIUL, - MAEHTUPUKALMOHHBIM HOmep Hanoronnatenswmka (MHH), ans
WHOCTPaHHbIX HOPULAUYECKUX NUL, - CTPAHA PErncTpauumn, HaMMeHOBaHWE PEervcTpPMpYHOLLErO OpraHa,
PErvcTPaLMoOHHbIA HOMEpP, KoA HanoronaaTtesiblUKa B CTpaHe perncrpauuu (MHKoprnopauuun) uam ero
aHanor);

(n. 2 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpoK rogHoCTN papmaLLeBTUUYECKON cybCTaHUMK;
4) ycnosus xpaHeHUa GapmaL,eBTUYECKOM CybCcTaHLUmu;

5) Homep dapmaKonelHon cTaTbM AMBO B Ccaydyae ee OTCYTCTBUMA HOMEP HOPMATMBHOM
OOKYMEHTaUUn Mam HOPMaTUBHOIO AOKYMEHTa;

6) Hannumne papmaLLeBTUUYECKON CyBCTaHLUMMU B NepeyHe HapKOTMUYECKUX CPeCcTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYpPCOopOoB, Noanexalmx KoHTponto B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHogaTenbctBOM  Poccuiickolt  degepaunu, MeKAyHaApoAHbIMW  AoroBopamu  Poccuiickol
depepaunn, B Tom uncie EMHON KOHBEHUMEN O HapKOTMYECKUX cpeacTBax 1961 roga n KoHseHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAOYeHUA dapmaLeBTUYECKOW CyOCTaHLMM B rOCYAapCTBEHHbIN PEecTp NeKapCTBEHHbIX
CPeAcTB, AaTa BHECEHUA U3SMEHEHUN B AOKYMEHTbI papmMaLeBTUUYECKOM cybCTaHUMK, AaTa UCKIOYEHUA
dbapmaueBTUYECKON CyBCTAHLMM U3 TOCYAAaPCTBEHHOMO PEECTPA JIEKAPCTBEHHbIX CPeACTB.

(yacTb 2 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MNopAAOK BeAeHUA rocyAapCTBEHHOrO PeecTpa JeKAapCTBEHHbIX CPeACTB ANA MeAMLMHCKOro
NPUMEHEeHUA W NOPAJOK BeAEHMS TOCYLAAPCTBEHHOrNO peecTpa JIeKapCTBEHHbIX CpeacTB  ANS
BETEPUHAPHOrO NPUMEHEHUA YTBEPXKAAIOTCA COOTBETCTBYIOLMM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM WUCMOAHUTEIbHOM BAACTy.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua cT. 34 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBNeHUA roc. YCAyr npu
06pallleHMM NEeKAPCTBEHHbIX CPeACTB A1 MeAMUMHCKOrO U BETEepPUMHApPHOro npUMeHeHuA
nocpeacTBOM eIMHOM CUCTEMbI U (MK) eanHOro nopTtana, npumeHstotca ¢ 01.01.2026.

Cratba 34. BKaoueHue B rocyAapcTBEHHbIA peecTp /1IeKapCTBEHHbIX CPEACTB U UCKAKUYEHue U3
rocyfapCcTBEHHOIO  peecTpa  /IeKapCTBEHHbIX  cpeacTB  ¢dapmaueBTUYECKO  cybcTaHuuu,
npousBeAeHHOI AnA peanmsauum
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BKAYeHus dapmaueBTUYecKon cybcTaHUMKM, NpPou3BeAeHHOM ANnA peanvsaumu, B
rocyAapCTBEHHbIN PEecTp NEKaPCTBEHHbIX CPEACTB, NPOBOAMTCA SKCNepPTU3a ee KavecTBa.
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. JKCnepTM3a KayecTBa yKasaHHOM B 4acTM 1 HacToswiel cTaTbu dapMaLeBTUYECKOMN cybCcTaHL MM,


https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100248
https://login.consultant.ru/link/?req=doc&base=RZR&n=470143&dst=100018
https://login.consultant.ru/link/?req=doc&base=RZR&n=135628
https://login.consultant.ru/link/?req=doc&base=RZR&n=121091
https://login.consultant.ru/link/?req=doc&base=RZR&n=470144&dst=100536
https://login.consultant.ru/link/?req=doc&base=RZR&n=504121&dst=100012
https://login.consultant.ru/link/?req=doc&base=RZR&n=490497&dst=100009
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100249
https://login.consultant.ru/link/?req=doc&base=RZR&n=470144&dst=100546
https://login.consultant.ru/link/?req=doc&base=RZR&n=470144&dst=100548

COCTaB/IeHWE KOMWUCCUEN 3KCNepTOB 3aK/IYEeHUI No pesynbTaTaM 3TOW 3KCNepTU3bl, NognucaHue mx
YCUIEHHBIMU KBaIMOULMPOBAHHbIMM 3NEKTPOHHBIMW MNOAMMUCAMMU, HanpaBAeHNe AaHHbIX 3aKAH0UEHWNI B
JINYHBIN KabuHeT ynonHomo4YeHHoro deaepanbHOro opraHa MCNOAHUTENbHOM BAacTU B e ANHOM CUCTEMeE
OCYLLECTBAAIOTCA B CPOK, He MpeBblWaloWmii TpauatTM pabodumx gHel co AHA HanpasBAeHUA B INYHbIN
KabuHeT 3KCNepTHOro yuYperKaeHMa B eAUHON CMCTeMe COOTBETCTBYIOWEro 3a4aHna YNOAHOMOYEHHOTo
denepanbHOro opraHa WUCNOMIHUTENbHOM BANACTM, MNOAMMCAHHONO YCUNEHHOW KBannduuMpoBaHHOWM
3/IeKTPOHHOM NOANMUCHIO, U CNeAYOWMX LOKYMEHTOB (CBEAEHUN):

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

1) cBepeHMA o0 AaTe NpefoCTaBNAEHUA U PErmcTPaLUMOHHOM HOMEPE NULIEH3MN Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeacTB WM CBEAEHMA O pJaTte npenoCcTaBNeHMA W PErncTPaLMoOHHOM HOMepe
3aK/Il0YEHNS O COOTBETCTBUM MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHUAM MpPaBuUn
HagNexKallleld nPou3BOACTBEHHOW MPaKTUKK, BblAaHHbIX (NpeaocTaBAeHHbIX) YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM WCNONHUTENbHOM BAACTW, B C/lydyae, eCcaM MPOU3BOACTBO J1IEKAPCTBEHHOIO
cpeAacTtBa ocyuwecTeaseTcs B Poccuinckon deaepaunu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-03)

2) KonuA [OOKYMEHTa, BbIAAHHOrO YMNONHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAUTENA
NIeKapCTBEHHOIO CPeACTBA M NOATBEPKAAIOLLENO pa3peLleHne NpPon3BOACTBA IEKAPCTBEHHOIO CPEACTBa,
W ero nepeBos Ha PYCCKWUI A3blK, 3aBEPEHHbIE B YCTAHOB/IEHHOM NOPAAKE, @ TaKXKe KONMA 3aK4YEHNA O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM NpaBUA  Hagnerkallen
NPOM3BOACTBEHHOM MNPAKTUKU, BblAaHHOIO YNOJIHOMOYEHHbIM dpeaepanbHbIM OPraHOM UCMNOTHUTENIbHOM
B/1aCTU, MO0 KoMua pelleHUs YyrnosHOMOYEHHOro dgenepanbHOro opraHa MCNONHUTENbHOW BAAcTU O
nposeaeHMn GapmaLeBTUUYECKOM MHCNEKLMM NPON3BOACTBA 1EKAPCTBEHHbIX CPeACTB 41A MeANLMHCKOro
NPMMEHEHNS HA COOTBETCTBME TPEDOBAHMAM MNpPaBWUA HaA/EXKallen MPOU3BOACTBEHHOM MNPAKTUKK
EBPA3sMMCKOro 3KOHOMWMYECKOro cOt3a. YKasaHHble AOKYMEHTbl MPeACTaBAATCA B C/yyYae, ecnu
NpPon3BOACTBO IEKAPCTBEHHOIO CPEACTBA OCYLLECTBAAETCA 33 Npegenammn Poccuiickoin ®eaepaumu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 30.01.2024 N 1-d3)

3) AOKYMEHT, coAepsKaluunin cregytolime cBeaeHUn o papmaLeBTUYeckon cybcTaHumm:
a) HaumeHoBaHWe hapMaLEBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTagunil MPOU3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPOM3BOACTBa;

r) onncaHune pa3paboTKM Npouecca NPOn3BOACTBa;

ﬂ,) onncaHMe KOHTPOIA KPUTUYECKUX CTaAMl‘;I npouecca npoumssoactea ¢ npomemyTquoﬁ
npoayKLmMu;

€) AOKyMeHTaIbHOE NoATBepXKAeHME (BanmMaauma) NpoLeccos U (M1M) X OLLEHKa;
) CBOMCTBa M CTPYKTYpa AEMCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundurKauma Ha papmMaLLeBTUYECKYIO CybCcTaHUMIO M ee 060CHOBAHME;

K) aHaNUTUYEeCKMe METOAMKM, WCNOAb3yeMble MPU  OCYLLECTBNEHMM KOHTPO/A KauyecTsa
dbapmaLeBTMUYECKON cybCcTaHLNuY;

/'I) AOKYMeHTa/libHOE noAareepxaeHue (Banm,u,au,m) dHA/IUMTUYECKNX METOAUK, UCNOJIb3yeMbIX NpPU
OCyLWecTB/IEHNN KOHTPONA Ka4yeCTBa d)aprv\au,eBTqucxoi/’l Cy6CTaHLI,MM;
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M) pe3ynbTaTbl aHann3a cepuit dapmaLeBTMYECKON cybcTaHumu;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNOJIb3yeMbIX NPU OCyLLECTBNEHUN KOHTPOA
Ka4ecCTBa;

0) OnMcaHMe XapaKTePUCTUK U CBOMCTB YNaKOBOUYHbIX MaTePUaioB U YKYNOPOUHbIX CPEe/CTB;
n) AaHHble 0 cTabunbHOCTU hapMaLleBTUYECKOM cybcTaHLuu;
p) CPOK roaHoCTY;

4) [OKYMEHT, COAEPKALLMIA CBEAEHMA O PEFUCTPALMM NPOU3BOAUTENA TIEKAPCTBEHHbIX CPEACTB ANA
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBE HANOroNAaTeNbWMKA B CTPAHe perncTpaumnn (4ns poccumcKmx
IOPULMYECKUX MWL, - MAEHTUPUKALMOHHBIN HOMep Hanoronnatenbwmka (MHH), ana mMHoCTpaHHbIX
IOPULMYECKMX NINLL - CTPAHA PErncTpaLmm, HaMeHOBaHWE PEFUCTPUPYIOLLETO OPraHa, PErncTPaLMOHHbINA
HOMep, KOA HaoronaaTeNblMKa B CTPAHE perucTpaunm (MHKopnopauumn) uam ero aHanor).

(n. 4 BBegeH ®epepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ona npoBegeHWa 3KCNEpPTM3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwen crTaTbk
dapmaueBTMyEeCKOM CcybCTaHUMKM  3asiBUTENb  HaMpaBAsieT MNOCPeACTBOM  eAMHOro nopTasia B
YNO/IHOMOYEHHbIM  desepanbHbli  OpraH  WUCMOJHUTENIbHOM  BAACTM  WAWM  JINYHBLIA  KabuHeT
YNOJIHOMOY€EHHOro ¢peaepanbHOro opraHa UCMOJIHUTE/IbHOM BNacTU B €ANHOM CUCTEME:

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

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 B n. 1 4. 3 cT. 34 BHOCATCA M3meHeHus (P3 ot 31.07.2025 N 304-P3). Cm. 6yayuLyto
peaakumio.

1) 3asBneHME O BK/IOYEHMM B TOCYZLAPCTBEHHbLIA PEECTP JIEKAPCTBEHHbIX CPeACTB AaHHOM
dapmaLeBTMYECKON cybCTaHUMKM, MNOANUCAHHOE YCWUIEHHOW KBa/JUPUUMPOBAHHON 3/1E€KTPOHHOM
NoOANMUCHIO;

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

2) PeKBM3UTbI AOKYMEHTA, MOATBEPKAAIOLLENO YNIaTy rocyapCTBEHHOM MOLWWJIMHbI 3@ BK/IOYEHME
B FOCYZapPCTBEHHbIMA pPeecTp eKapCTBEHHbIX cpeacTs GpapmMaLeBTUYECKOM CybCTaHL MK, NPOM3BEAEHHON
ANna peanusaumm, AnM60 no cobCTBEHHOW MHULMATMBE YKa3aHHbIA [AOKYMEHT. YMNOJHOMOYEHHbIN
depepanbHbIi OpraH UCNOIHUTENBHOM BAAcTU nposepseT ¢GaKT ynaaTbl rocyAapCTBEHHOM MOLAUHDI
3anABUTENEM C UCNOb30BaHMEM MHbOPMaLMKM 06 ynaaTe rocysapCcTBEHHOM NOWMHBI, COAepKaLLelics B
locyaapcTBeHHOM MHGOPMAUMOHHON CUCTEME O TOCYAAPCTBEHHbIX M MYHULMMAAbHbBIX NaaTeax, Ha
OCHOBAHWUWM NpPEeACTaBNAEHHbIX 3asBUTE/IEM PEKBU3UTOB [OKYMEHTa, NOATBEPKAAIOWEro ynaaTty
rocyapCTBEHHOM NOLW/MHbI;
(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3) AOKYMEHTbI, YKa3aHHbIe B YacTu 2 HACTOALLEN CTaTbh;
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3anaBfeHMe O Bblgaye paspeleHns Ha BBO3 B Poccuiickyio Peaepalmio KOHKPETHON mapTum
HEe3aperncTpMpoBaHHOIO JIeKAPCTBEHHOMO CpeacTBa, NpeaHasHayeHHoro A1A NpoBefeHUsA YKasaHHOM
3KCNepTm3bl.

(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3.1. B cnayyae HenpeAacTaBAeHMA C 3anABJEHMEM O BK/OYEHUW B FOCYAAPCTBEHHbIA peectp
NeKapcTBeHHbIX cpeacts  ¢dapmaueBTMYecKoM  cybcTaHUMM  BblgaBaemblx  (MpegocTaBasembix)
YNOAHOMOYEHHbIMN deaepanbHbIMM OpraHamn WCNONHUTENbHOW BAACTM AOKYMEHTOB (cBedeHuit),
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YKa3aHHbIX B MyHKTax 1 M 2 4yacTM 2 HACTOSWEWN CTaTbW, YNONHOMOYEHHbIN deaepanbHbIi opraH
WUCNOJIHUTENbHON  BNACTWU  3aMpallMBaeT  YKasaHHble  [AOKYMeHTbl  (cBeaeHws) B nopsagke
MEKBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUSA.

(yacTb 3.1 BBegeHa PeaepanbHbiM 3akoHOM OT 27.12.2019 N 478-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

4. B TeyeHue NATM pabounx gHen co AHA NPUHATUA 3a8BJIEHUS O BKIKOYEHMM YKa3aHHOM B Yactu 1
HacToALWen cTaTbM papMaLeBTUYECKOM CyOCTaHLMM B FOCY4apCTBEHHbIN PeecTp NeKAPCTBEHHbIX CPEACTB
N [LOKYMEHTOB, MepedYnc/ieHHbIX B YacTh 1 M MyHKTe 2 4acTM 3 HacToALLeN CTaTbW, YNOJHOMOYEHHbIN
denepanbHblIii OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npoBOAMT NPOBEPKY MOJHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPMKALLMXCA B NPEeACTaB/EeHHbIX
3anABUTENEM JOKYMEHTAX;
(B pea. PepepanbHoOro 3akoHa oT 25.11.2013 N 317-93)

2) NPUHUMAET peLleHWe O HaMpaB/ieHWW B 3KCMEPTHOE yuyperkaeHue 3aJaHua Ha npoBeaeHue
3KCMEePTM3bl KayecTBa YKa3aHHOM B 4acTM 1 HacToALel CcTaTbk papmMaueBTUYECKON cybcTaHumMm unm ob
OTKase B TAKOM HanpaBAeHuWMY;

3) HanpaBAAeT B NMYHbIA KabuHeT 3asBUTeNns B eAWHOM cucTeme noAnuMcaHHoe YCUAEHHOM
KBaMPUUMPOBAHHOM 3/1IEKTPOHHOM NOANMMUCHIO YBEAOMIEHWNE O MPUHATOM PELLEHUN UK B C/ly4ae OTKa3a
C YKa3aHuemM NpuynH Takoro oTkasa.

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

4.1. B cny4ae BbIIBNEHUA HE0CTOBEPHOCTU U (M) HeAOCTaTOYHOCTU CBEAEHWI, COAEPIKALLMXCA B
NpeacTaBNeHHbIX 33aABUTENIEM MaTepuanax, YNnoJHOMOYEHHbIA denepanbHbii OpraH MCNOAHUTENbHOM
BNACTM HANpaBAAeT 3aABUTE/0 NOCPEACTBOM eAMHOro nopTana Wau B IMYHbIA KabuHeT 3asButensa B
eaMHON cucTeMe 3anpoc 06  YTOYHEHWWM YKasaHHbIX CBEAEHWW, MOAMUCAHHbIA  YCUIEHHOM
KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO.

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

KoHcynbTaHTlAtOC: NpMmeyaHme.
C 01.03.2026 B 4. 4.2 c1. 34 BHOCATcA nameHeHusa (P3 ot 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

4.2. 3assutenb o06A3aH HanpasuMTb NOCPEACTBOM eAMHOro MopTaja B YNOJHOMOYEHHbIM
denepanbHbIit OpraH MCNONHUTENIbHOM BAACTU MW NNYHBIA KaBUHET YyNOAHOMOYEHHOTO deaepanbHOro
opraHa UCNOMHWUTENIbHOW BNACcTU B eAMHOW cuUcTeMe MOAMUCAHHBINA YCUIEHHON KBaNUULMPOBAHHOM
3/IEKTPOHHOM NOANMCBIO OTBET Ha 3anpocC YNoJIHOMOYEHHOro penepasbHOro OpraHa UCMNOJIHUTENbHOM
B/1IACTU B CPOK, He MpeBblaloWmMn AeBAHOCTA pabounx AHEM CO AHS MONYyYeHUA YNOJIHOMOYEHHbIM
depepanbHbiM  OPraHOM WMCMOJIHUTENbHOM BAIACTU  3NEKTPOHHOMO YBEAOM/IEHWUA O MOJyYEHUMU
3anABuTeNEM AaHHOro 3anpoca. CpoK, yKasaHHbIN B 4acTu 4 HacTosLLElN CTaTbM, MPMOCTAHABIMBAETCA CO
OHA HanpaBieHWA 3asBUTE/O NOCPEACTBOM €4MHOro NopTasa WAM B JIMYHbIA KabWHeT 3asBUTeNs B
eaMHON cucTeme 3anpoca YynosHOMOYeHHOro denepasbHOro opraHa UCNOJHUTENIbHOW BNACTU A0 OHA
HanpaB/ieHMs 3asBUTEIeM NOCPEeACTBOM €4AMHOro nopTana B YNOJHOMOYEHHbIN denepanbHblii opraH
WUCNOJIHUTENbHOM  BAAcTU  MAM  JIMYHBIM  KabWHET ynoJHOMOYEHHOro deaepasbHOro OpraHa
WCNOJIHUTENbHOM BNACTM B €4MHOM CcUCTeMe OTBETa Ha fOaHHbIM 3anpoc M He y4yuTbiBaeTca npu
MCYMCNIEHMM CPOKA 3IKCMepTusbl KayecTBa ¢apmMaueBTMYECKON CybCTaHUMK, Mpou3BeAeHHON Aana
peanusauuu.

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

5. OcHoBaHMem pna oTKasa B Hanpas/1€HNUN B IKCNEPTHOE yypexgeHne 3aaaHnAa Ha npoBegeHmne
9KCNEPTU3bl Ka4eCTBa YKBBBHHOVI BYyactn 1 HaCTOFILIJ,eﬁ CTaTbu d)apMaLLEBTquCKOVI Cy6CTaHLI,VII/I ABNIAETCA
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HenpeacTaBNeHNEe AOKYMEHTOB, YKa3aHHbIX B YacTW 2 HacTosWen CTaTbW, OTCYTCTBME MHOpPMaLUM,
noaTteep:kaatoweinn ¢akT ynaatbl rocyfapcTBEHHOW MOLWAMHBI 33 BKAOYEHMEe dapmaueBTUYeCcKo
cybCTaHUMK, NPOM3BEAEHHON ONA peannsaumn, B rocyAapCTBEHHbIA peecTp /NeKapCTBEHHbIX CPeACTs,
HenpeacTaBAeHWe 3afBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETAa Ha YKasaHHbIA B 4YacTu 4.1 HacTosALeMn
CTaTbW 3aMpoc YyNoJHOMOYeHHoro pesepasbHOro opraHa UCNOIHUTEIbHOM BAACTU UK NpeacTaBieHune
OOKYMEHTOB, He coAepKallunx ncyepnbiBatowWwero nepeyHa HeobxoanMbix cBe4eHUN.

(yacTb 5 B peq,. deaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHMe nATHaAUATM paboymMx AHEN CO AHA NOAYYEHMUA pPEeLIeHMA YNOJHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTENbHOM BAACTU O HanNpPaBAEHUN B SKCMEPTHOE yupeKAeHMe 3a4aHNA HA
npoBeLEeHME 3KCMEepPTU3bl KayecTBa YKAa3aHHOM B 4YacTM 1 HacToAwen ctatbM ¢apmaueBTUHECKON
cyb6CcTaHuUMM 3aABUTENb NPEACTABAAET B SKCNEPTHOE yYpPEXAEHME ANA NPOBEAEHMA AHHON 3KCNepTM3bI
06pa3ubl papmaLeBTUYECKON CybCTaHLMM B KoAMYecTse, HeobXoAMMOM A/19 BOCNPOU3BEAEHUA METOA0B
KOHTPO/1A KayecTBa. IKCNePTHOE yupexaeHne npu noayvyeHmm obpasL,oB yKasaHHOM B YacTh 1 HacToAwei
CcTaTbM papmaLeBTUYECKON CYOCTaHUMM B TOT Ke AeHb HanpaBAsfeT B JIMYHbIM KabuHeT 3asBuTenn B
eOMHON CUCTEME YBeAOMJIEHME, MOATBEPXKAAlOWLEEe MOAyYeHMe 3TUX 06pasuLoB. ITU CPOKU He
BK/IIOYAIOTCA B CPOK NPOBEAEHUS 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 cpoK, He npeBbIWalowWmMn NATKU paboumx AHEN co AHA HanpaBAeHWUA NocpeacTBOM eAUMHOro
nopTtasia B YNOJIHOMOYEHHbIM ¢eaepanbHbii OpraH WUCMOJIHUTE/IbHOW BAACTU WUAW JIMYHbLIM KabuHet
ynoJiIHomo4yeHHoro ¢denepasbHOr0 opraHa WMCMOJAHUTENbHON BacTU B eAMHOM CUCTeMe 3aK/oyeHus
KOMWCCUM 3KCMEepTOB MO pe3y/ibTaTam SKCNepTU3bl KayecTBa yKasaHHOW B YacTu 1 HacTosAwen cTaTbu
dapmaueBTMYECKOM cybCTaHLMK, YNOJITHOMOYEHHbIN peaepanbHbii OpraH UCMONHUTEIbHOM BNACTU:

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

1) ocywecTBnseT OLEHKY TaKOro 3aK/OYeHMA 418 ONpeaeneHnn ero CooTBeTCTBMA 3a4aHui0 Ha
nposeaeHue AaHHOM 3KCNepTuU3bI;

2) NPUHMMAET peLeHNe O BKAKOYEHUMN YKa3aHHOM B 4acTM 1 HacTosALelN CTaTbk GapMaL,eBTUYECKON
cybCTaHUMM B rOCYAapCTBEHHbIN peecTp JeKapCTBEHHbIX CPeacTB WAM pelleHne 06 OTKase B TaKoMm
BK/HOYEHWM;

3) BHOCUT NpPU NPUHATUN PELIEHMA O BK/IOYEHMM YKa3aHHOM B 4yacTM 1 HacToAWEeWn CcTaTbM
dapmaLLeBTMUYECKOM CYyOCTaHLMM B TOCYAaPCTBEHHDIN PEecTp IeKAaPCTBEHHbIX CPEACTB NPEAYCMOTPEHHYIO
yacTblo 2 ctatbM 33 Hactoswero depepanbHOro 3aKoHa MHGOPMaUMIO UM HanpaBAseT 3afABUTEO
nocpeacTBOM e4uHOro nopTana WMAM B JIMYHbINA KabWHET 3aaBUTENSA B eAMHOW CUCTEME BbIMUCKY U3
rocy4apCTBEHHOrO peecTpa NeKapCTBEHHbIX CPEACTB.

(B peq,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 27.12.2019 N 462-$3, o1 30.01.2024 N 1-$3)

9. OcHoBaHMEM pnA OTKasa BO BK/KOYEHMM YKA3aHHOM B YacTM 1 HacToAwer CcTaTbM
dbapmaueBTUYECKON CyBCTaHUMM B TFOCYAAPCTBEHHbIM pPEecTp JNeKAPCTBEHHbIX CPEACTB ABNAETCA
3aK/104YEHME COOTBETCTBYHOLWLErO YNOJHOMOYEHHOro defepasbHOro OpraHa UCMNOJIHUTENbHOM BAACTh O
TOM, YTO Ka4yecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO MOYYEHHbIMU AAHHBIMMU.

(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 ponyckaeTca BKAOYEHWE B FOCYAAPCTBEHHbIA PEECTp /1eKapCTBEHHbIX CPeacTB OAHOM
dapmaLeBTMUYECKOWN CYOCTAHLUMM, NPOU3BEAEHHOM A1A peanv3aunmn U BbiNMyCKaemMol O4HUM U TEM XKe
npoussoguTenem, B BUAe AByx U 6osee peecTpoBbIX 3aMnUCEN.

(yacTb 10 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHuMe U3MeHeHW B LOKYMEHTbI Ha papMaLLeBTUYECKYO CybCTaHLMIO, MPOU3BEAEHHYIO A5
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peanus3aummnm 1 BKIOYEHHYH B rOCYZapCTBEHHbIA peecTp /IeKapCTBEHHbIX CPEACTB, OCYLLECTBASETCA B
nopsake, ycraHoBneHHom cTaTbsimm 30 m 31 HacToswero PepepanbHOro 3aKoHa, C ynnaToM
rocyapcTBEHHOM NOLW/IMHbBI, NPeAYyCMOTPEHHOM 3aKoHOoAaTeNbCTBOM Poccuiickon ®epepaumm o Hanorax
n cbopax.

(yacTb 11 BBEeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.
O BO3MOXHOCTM ObpallueHna dapmaueBTUYEeCcKOoM CybCTaHUMKU, UCKAOYEHHOW M3 rocpeectpa, CM.
Takxe ®3 o1 30.01.2024 N 1-P3.

12. Jonyckaetca obpaueHne dapmaLeBTUYECKON cybCTaHUMKM A0 WCTEYEHUA CPOKa FOAHOCTH,
npousBeLeHHON ANA peanv3aumm B TeYeHWe CTa BOCbMWMAECATU AHEW nocne [atbl MPUHATMA
YNOAHOMOYEHHbIM pesepasbHbIM OPraHOM UCMONHUTENIbHOM BAACTU PeLleHNA O BHECEHUU U3MEHEHUI
B AOKYMEHTbI Ha dapmMaLeBTUYECKYO cybCcTaHLMIO, B COOTBETCTBMM C MHPOPMaLMEN, coaeprKalleiica B
OOKYMeHTax Ha ¢papmaLeBTUYECKYIO CYOCTaHUMIO A0 AaTbl NMPUHATUSA TaKOro peLleHus.

(yacTb 12 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. PeweHne 06 WCKAOYEHUU U3 rocyaapCTtBeHHOro peectpa JNeEKapCTBEHHbIX CpeacTs
d)apMaLI,EBTM‘-IeCKOVI CY6CTaHLI,VIVI, I'IpOVI3BeLI,EHHOVI ana peannsauunmn, npuHMmaeTca ynosIHOMOYEHHbIM
d)ep,epaanblN\ opraHom WCNOJIHUTENIbHOM BNACTU B cny4yae:

1) npeactaBneHMA  COOTBETCTBYHOLIMM  YMNOJIHOMOYEHHbIM  degepasibHbiM  OpraHOM
WCMOJIHUTE/IbHOM B/IACTU 3aK/IIOYEHMA O PUCKE MU 06 yrpose XKU3HW UaN 340POBbIO0 YesioBeKa nbo
YKMBOTHOTO NPW UCNO/Ib30BaHMM JIEKAPCTBEHHOTO CPEeACTBa;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 B n. 2 4. 13 cT. 34 BHOCcATCA MameHeHus (P3 ot 31.07.2025 N 304-d3). Cm. byayuyto
peaakumio.

2) HanpaBieHWs  pa3pabOTYMKOM  JIEKAPCTBEHHOrO  CPeAacTBa  MAM  MPOM3BOAUTENIEM
JIeKApPCTBEHHOIO CpeacTBa MO0 YNOAHOMOYEHHBIM UMUK APYIUM IOPULUYECKUM IMLOM NOCPEACTBOM
e4MHOro nopTana B YNOJHOMOYEHHbIM deaepanbHblit OpraH MCNOAHUTENbHON BAACTU WU JINYHbIM
KabuHeT ynonHomouyeHHOro ¢enepasbHOrO OpraHa MWCMNONHUTENbHOM BAACTM B €4MHOM cucTeme
NoANMCaHHOIO YCUAEHHOMN KBaNMOULMPOBAHHOM 3N1EKTPOHHOM NOANUCHIO 33aABAEHUA 06 UCKNOUYEHUN U3
rocyZapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeaCcTB papMaLLeBTUYECKON CybCTaHLMN, NPOM3BEAEHHOW
AN peanvsauuu;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpPaHAETCA Ha MPABOOTHOLUEHWA, BO3HMKAOWME Npu
0bpallleHMM NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHuns (®3 ot 30.01.2024 N 1-$3).

3) oTcyTCTBUA dhapmaleBTUYECKOM CybCTaHLMK, NPOM3BEAEHHON ANs peanusaunmn, B obpalleHnmn B
Poccuitckoit depepaumm B TedeHne Tpex U 6onee ner.
(yactb 13 BBeaeHa ®esepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny c 1 uiona 2015 roga. - PeaepanbHbiii 3aKoH o1 22.12.2014 N 429-93.
Cratba 36. OG6)anoBaHue pelweHUMsa 06 OTKase B Bblgave paspelleHUs Ha npoBeaeHue

KNMHUYECKOrOo UCCNeAO0BaHMA NEKApCTBEHHOro npenapata, peweHua o6 oTKase B rocyAapCTBEHHOM
perucTpaumm NeKapcTBEHHOro npenaparta, 3aK/AlYeHUA KOMMUCCMM 3KCNEpTOB  3KCNEpPTHOro
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yupexaeHUA UM 3aKNI0UYEHUA COBETA MO 3TUKe
(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

PelweHne cOOTBETCTBYHOLLErO YNOJHOMOYEHHOIO denepasibHOro opraHa UCNONHUTENIbHOW BNacTm
06 OTKase B Bblgaye paspelleHnss Ha MNpoBeAeHME KAMHUYECKOrO WUCCNeAO0BaHWUA /ieKapCTBEHHOro
npenaparta, pelleHne YyKasaHHoro ¢enepanbHOro opraHa WCMNOJIHUTENIbHOW BnactM 06 oOTKase B
rocygapcTBEHHOM pPerucTpauMmM NeKapCTBEHHOro npenapaTta, 3aK/lo4YeHWe KOMMCCUMM  3KCNepToB
3KCMEPTHOrO yYpeXkAeHUA WKW 3aK/IOYeHMEe COBEeTa MO 3TMKE MOMKeT 6biTb 06)KanoBaHO B Mopaake,
YCTQHOB/NEHHOM 3aKOHOZaTeNbCTBOM Poccuiickon Pegepauuun. 3akntodeHWe KOMMUCCUMM 3KCNepToB
3KCMEPTHOMO YyYPEKAEHUA O B3aMMO3aMEHAEMOCTU NEKAPCTBEHHbIX NpPenapaTtoB AnA MeAUUMHCKOro
npumeHeHna nMbo 0 TOM, YTO NEKAPCTBEHHbIN NpenapaTt 4aa MeAULMHCKOrO NPUMEHEHUA He ABNAETCA
B3aMMO3aMeHAEMbIM, MOXKeT ObiTb 06)KafoBaHO AeprkaTenem WAM BAALENbLEM PEFUCTPALUOHHOIO
YAOCTOBEPEHUA IEKAaPCTBEHHOMO NpenapaTa B YNOJHOMOYEHHbIM desepasibHbli OpraH UCNOHUTEIbHOM
B/1ACTU, KOTOPbI NPUBAEKAET K PACCMOTPEHMUIO YKa3aHHOM »Kanobbl NoABEAOMCTBEHHbIE €MY Hay4YHble
opraHusaumm wn obpasoBaTesibHble OpraHM3auuu Bbiclwero obpa3oBaHMA, OCyLLecTBAAOLWME
AeatenbHocTb B chepe o0b6paLLEHMA JNIEKAPCTBEHHbIX CPeACTB. 3aKAlO4YeHWEe KOMMUCCUM 3KCNepToB
3KCMEPTHOrO y4yperkaeHua, odPOpMAEHHOEe MO UToram nepecmoTpa O6XKANOBAHHOIO 3aKAOYEeHUS
3KcrnepTa, MOXKET OblTb OCMOPEHO Aep)KaTeieM WAW BAALENbLEM PErnCcTPALUOHHOIO YAOCTOBEPEHMUSA
JIeKapCTBEHHOro npenapata AMB0 YNONHOMOYEHHBIM MMW NNLOM B NOPAAKE, YCTAaHOBAEHHOM
3aKoHogaTenbctBom Poccuiickoint depepaumn. [Mpu  06)KanoBaHUM peLLEHUS  YMNOJHOMOYEHHOIO
denepanbHOro opraHa WCMNOJIHATENbHOM BNACTU, 3aKAOYEHUA 3KCNEpTa MAM KOMMCCUM IKCNepToB
3KCMEPTHOTO YUYPEKAEHUA, 3aKNOYEHUA COBETA NO 3TUKE AeprKaTeNb UAM Bajenel, perncTtpauMoHHOro
YOOCTOBEPEHUA NIEKAPCTBEHHOro npenapaTta AMbo yno/IHOMOYEHHOE MMM NULO BrpaBe NpeacTaBUTb
pesynbTaTbl 3KCMEepPTMU3bl JIEKAPCTBEHHOrO MpenapaTta, MPOTOKO/bl MOJMYYEHHbIX aKKPeAUTOBAHHbLIMU
ncnbiTaTeNbHbIMK NabopaTopuamu (LeHTpamK) pesynbTaToB UcciegoBaHUMN, UCMbITAaHUNA.
(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

CratbAa 37. UHPopmaumsa, cBA3AHHAA C OCYLLECTBJEHUEM rOCyAapCTBEHHOW perucrpaumum uam
perncTpauum NeKapCcTBeHHbIX npenapatos, MHPOPMALUA O 3apPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX
npenapartax W JIeKapCTBEHHbIX MNpenapaTax, WCKAOYEHHbIX W3 TOCYAapCTBEHHOro peectpa
NeKapCTBEHHbIX cpeacTs
(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. CoOTBETCTBYIOLLMIN YNONHOMOYEHHbIN deaepasbHbii OpraH UCNOIHUTEIbHOM BAacTU pasmeLlaeT
Ha cBoem oduuManbHOM carvte B ceTn "MHTepHeT" MHOOPMAUMIO, CBA3AHHYHO C OCYLLECTB/IEHMEM
rocyapCTBEHHOM pPEerucTpaumm WAUM PErucTpaumm NEeKapCTBEHHbIX NpenapaTtoB, B TOM 4ucie
npoBeAeHMEeM SKCNepTU3bl JIeKapCTBEHHbIX CpeacTB (BKAOYas pes3ynbTaTbl ee  npoBegeHus),
MHOOPMaLMIO O 3apPEerncTPUPOBaAHHBIX JIEKAPCTBEHHbIX Mpenapatax W JeKapCTBEHHbIX Npenaparax,
WCK/IOYEHHBIX U3 FOCYAapCTBEHHOIO peecTpa /SIeKApCTBEHHbIX CPeACTB, He Mo3aHee Yyem 4yepes NATb
paboumx AHel co gHA NONYYEeHUS YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTENbHOM BAACTU
COOTBETCTBYIOLLEN MHDOPMALUN.
(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 02.08.2019 N 297-93, o1 30.01.2024 N 1-$3)

2. CpoKM M nopAgoK pasMelleHMs YyKa3aHHoM B 4YacTm 1 HacToAwer cratby MHbOpmauuu
YCTaHaB/NBAKOTCA YNOAHOMOUYEHHbIM deaepasibHbiM OpraHoOM UCMOJIHUTENbHOM BAacTU. UHPopmaums,
YKasaHHaa B YacTM 1 HacToAwen cTaTbM, ABASETCA OTKPbITOM M 0bWwenocTynHon M npenocTaBaseTca
3aMHTEpPECcoBaHHbIM NLAM B COOTBETCTBUM C 3aKOHO4ATENbCTBOM Poccuiickon deaepauymu.

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

Fnasa 7. KNIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A4 MEAUUUHCKOIO NPUMEHEHUA, AOrOBOP
Ob UX NMPOBEAEHUN, MPABA NAUMUEHTOB, YHACTBYIOLLIUX
B 3TUX UCCNEAOBAHUNAX
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Cratba 38. KnuHuyeckue uccneaoBaHUA NEKapCTBEHHbIX MpenapatoB A8 MeAULUHCKOro
npUMeHeHun

1. KnMHWyeckme nccnenoBaHUs NeKapCcTBEHHbIX NPenapaToB Ans MeAULMHCKOro NpUMEHEHMUs, B
TOM YnC/ie MeXAyHapoaHble MHOIOLEHTPOBbIE, MHOTOLLEHTPOBbIE, MOCTPErMCTPALMOHHbIE, NPOBOAATCA
B OAHOW U/ HECKONbKNX MeAULUMNHCKMX OpPraHn3aLmax B cneayowmx Lenax:
(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

1) ycTaHoBNeHMe 6e30NacHOCTU NeKapCTBEHHbIX NPenapaToB A1 310P0BbIX 406p0BOAbLLEB U (MNN)
NepeHoCMMOCTU WX 340POBbIMU  [0OPOBOMbLAMM, 33 WCKAIOYEHUEM TaKUX UCCel0BaHWUMA
JIeKapCTBEHHbIX NPenapaTos, NPOU3BeAeHHbIX 3a Npeaenamm Poccuiickon deaepaunu;

2) noabop oNTMMabHbIX I03UPOBOK IEKAPCTBEHHOro NpenapaTa 1 Kypca fieyeHna Ans naumMeHTos
C onpeaeneHHbIM 3aboneBaHMeM, ONTUMAJIbHbIX [03 M CXEeM BaKUMHaAUMW MMMYHOOMONOrMYECKMMMU
JIeKapCTBEHHbIMM NpenapaTamm 340Pp0BbIX 40O6POBONbLLEB;

3) ycTaHoBNeHWe 6e30NacHOCTM IEKAPCTBEHHOIO NpenapaTa U ero aG$peKTMBHOCTM ANA NALUEHTOB
C onpegeneHHbiM 3aboneBaHMem, MpPoPUNAKTUYECKON 3DDEKTUBHOCTM MMMYHOBUONOTMYECKUX
NeKapcTBEHHbIX NpenapaToB 4/1A 340P0BbIX 406POBO/bLEB;

4) n3y4yeHue BO3MOXKHOCTU pacLUMPEHUs NOKasaHU 41 MegULMHCKOTo NPUMEHEHWA U BbISIBIEHUSA
paHee Hen3BEeCTHbIX NOBOYHbIX AENCTBUIA 3aPErnCcTPUPOBAHHbIX NEKAPCTBEHHbIX NPENapaTos.

1.1. KavHuyeckne mnccnenoBaHUA IEKAPCTBEHHbIX NPenapaTtoB AN8 MeAUUMHCKOro NpUMeHeHUsA
NPOBOAATCA B COOTBETCTBUM C MPaBUIAMM HaAJIEXKALLEN K/IMHUYECKOM MPaKTUKKU, YTBEPXKAEHHbIMU
EBpasuniicCKoM SKOHOMMYECKO KOMUCCHEN.

(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

2. B OTHOWEHWM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB ANs  MeaMUMHCKOro
NPMMEHEHWUA  MPOBOJATCA  UCCNeAOBaHWA  OMOI3KBMBANEHTHOCTM U (MAKM)  TepaneBTUYECKOW
3KBMBAJIEHTHOCTW B NOPAAKE, YCTAaHOB/IEHHOM aKTaMu, cocTasaAowmmm npaso Cotosa.

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

3. OpraHusaumio NpoBefeHUA KAMHUYECKMX WCCNefOBaHMI NeKapCTBEHHOro npenapaTa Ans
MeAMLMHCKOro MPUMEHEHUSA BNpPaBe OCYLECTBAATb:

1) pa3paboTuMK eKapCTBEHHOIO NpenapaTa Uau YyNnoJHOMOYEHHOE UM INLLO;

2) obpasoBaTenbHble OpraHM3auuu Bbiclero 06pa3soBaHUA, OpraHM3auun LOMNONHUTENbHOIO
npodeccrnoHanbHoro o6pasoBaHus;
(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Hble opraHM3aLmK.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

4. KAnHMYecKMe ucciefoBaHMA NEKAapCTBEHHOrO npenapata gaa MeAULMHCKOTO MNpPUMEHEeHMA
NPOBOAATCA Ha OCHOBAHMM pa3peLleHna Ha NPoBeAEeHUE KINMHMUYECKOTO NCCNe0BaHNA IEKaPCTBEHHOTO
npenapaTta, BblAAHHOTO YMNOJHOMOYEHHbIM ¢deaepasbHbIM  OPraHOM  MCNOJAHUTENIbHON  BAACTU.
YnosHOMOYeHHbIV desepanbHbl opraH UCNOAHUTENbHOW BAACTU BEAET PEECTp BblAaHHbIX paspeLleHni
Ha NpoBeAeHMNe KIMHUYECKUX NCCIeA0BaHNIM IeKapCTBEHHOMO NpenapaTa, CoAeprKallMii yKazaHMe Ha Ux
Lenb UIn LLenn, B yCTaHOBAEHHOM STUM OPraHOM MopsAgKe.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, ot 13.07.2015 N 241-d3)

5. Y1patnn cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.
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6. K opraHusauumn npoBefeHus KAMHUYECKMX UCCNefOBaHWI NeKapCTBEHHOro npenaparta As
MeAMLMHCKOrO MpPUMeHeHUs pa3paboTuMKoM JIEKAapCTBEHHOro Mpenapata MOryT MNpuB/aeKaTbeA
lopuandeckme nuua  oboil  opraHM3auMoOHHO-NPABOBOM GOpMbl  NpWU  YCI0BUM obecnevyeHun
COOTBETCTBUA 3TUX UCCNef0BaHMiA TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.

7. YTpatun cuny. - PegepanbHbiit 3akoH ot 30.01.2024 N 1-$3.

8. [epeyeHb MEAMUMHCKMX OpraHM3auuii, NPOBOAALWMX  KAMHMYECKME  WUCCAEeLOBaAHUSA
JNIeKapCTBEHHbIX NpenapaTtoB A8 MeAULMHCKOrO NMPUMEHEHMUA, N PeecTp BblAaHHbIX pa3pelleHuit Ha
npoBeseHME KAWHUYECKMX WCCNen0BaHWUM  NIeKapCTBEHHbIX MpenapaToB  onyb6/MKOBbLIBAOTCA MU
pa3mMeLLaloTCcA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJIHUTENIbHOM BAACTU B YCTAHOB/AIEHHOM
UM NopAgKe Ha cBoeM opULMaNbHOM caiTe B ceTh "UHTepHeT".

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

KoHcynbTaHTlAOC: NpuMeyaHme.
Monoxenusa ct. 39 (B pea. ®3 ot 30.01.2024 N 1-®3), Kacatowmecs NpenocTaBAeHUsA roc. ycayr
nocpeacTBoM eAMHOM CUCTEMbI U (MAn) eauHOro noptana, npumeHsatotca ¢ 01.01.2026.

Cratba 39. PewweHne o0 NpoBeAEeHUMU KAMHUUYECKOro UCCNEeA0BaHUA SIeKapCTBEHHOro npenapara
BNA MeAULMHCKOro NpUMeHeHuA

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

1. KanHuueckoe uccnegoBaHWe S€KapCTBEHHOro npenapaTta 418 MeAULUMHCKOro MpuMeHeHus
NpPoBOAMTCA Ha OCHOBaHUK pa3peLleHns Ha NpoBeaeHne KAMHUYECKOro nccneaoBaHmA eKapcTBeHHOro
npenaparta, BblAaHHOTO YMNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCMNOAHUTENbHOW BNAcTU Mo
pe3ynbTaTam 3KCNepTU3bl AOKYMEHTOB, HEOBXOAMMbIX ANA NOAyYeHUA paspelleHus Ha nposegeHue
KAMHUYECKOro UCCNea0BaHNA IeKapCTBEHHOrO nNpenapaTta U 3TUYECKoW SKCNepTu3bI.

2. Ona nonyyeHua paspelleHus Ha NpoBeAeHWe KAMHMYECKOro UCCNeA0BaHUA NeKapCTBEHHOMO
npenaparta g8 MeauLMHCKOro NPpUMeHEeHNa 3aABUTENb HanpasaseT NocpeacTBOM eAMHOro nopTasna B
YNO/IHOMOYEHHbIN  defepanbHblii  OpraH  UCNOJHUTENbHOW  BAACTU  WMAWM  JIMYHBLIA  KabuHeT
YMO/IHOMOYEHHOTO desiepasibHOro OpraHa UCNOJIHUTE/IbHOM BAACcTU B eANHOMN CUCTEME:

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

KoHcynbTaHTIAKOC: NpyMeYaHme.
C 01.03.2026 B n. 1 4. 2 cT. 39 BHOCATCA M3MmeHeHus (D3 ot 31.07.2025 N 304-P3). Cm. 6yayuLyto
peaaKkumio.

1) 3asBneHMe o0 Bblgaye paspeleHns Ha MpoBeAeHWEe KAMHWYECKOrO UCCNefoBaHUsA
JNIeKapCTBEHHOrO  Mpenapata ANs  MeAUUMHCKOrO  MPUMEHeHWsa, NOAMMCAHHOE  YCUJIEHHOW
KBa/IMPULUNPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

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

2) yTpatun cuny. - PeaepanbHblii 3akoH oT 30.01.2024 N 1-93;

3) NMPOTOKO/NT K/IMHUYECKOTO uUccnenoBaHMA NEKAPCTBEHHOIO npenapata 44 MeauumnHCKOro
NPpUMeEHEHUA;

4) 6poLwtopy uccneaosaTens (ana 3aperncTpMpPoBaHHOIO JIEKapCTBEHHOro npenapaTta AonycTMMO
3aMeHUTb 0J06peHHON 06LWell XapaKTepuUCTMKOW  /IeKapCTBEHHOro npenapaTta, €CcAu  TaKoW
NeKapcTBEHHbIM Npenapar 3aperncTpMpoBaH B COOTBETCTBUM C aKTamM, COCTaBaaoWwmMMM npaso Coto3a, 1
€ro NpUMeHeHMne B KNMHNYECKOM UCCeg0BaHMMU He NPOTUBOPEUNT 0406PEHHON 06LLEN XapaKTePUCTUKE
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NleKapCcTBeHHOro nNpenapara 48 MeguLMHCKOro NpMMeEHeHUs);
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5) UHOOPMaALMOHHBIV NNCTOK NaLUMEHTa;

6) ceeaeHun o6 onbiTe paboTbl UcCaeaoBaTeNel NO COOTBETCTBYIOLWIMM CMNELManbHOCTAM U MX
onbiTe paboTbl N0 NPOBEAEHMIO KIMHUYECKUX UCCNe0BaHWIA;

7) - 8) ytpatnam cuay. - PeagepanbHblit 3akoH ot 30.01.2024 N 1-93;

9) KONt O0roesopa o0bna3aTenbHOro CTpaxoBaHWA, 3aKNKOYEHHOINo B COOTBETCTBUU C TUNOBbIMU
npasuiamum o0bA3aTeNnbHOro CTpaxoBaHWMA, C YKa3aHnem npep,eanof/‘l YACNEHHOCTN NAUUNEHTOB,
ydacTBylOWNX B KJAUHUYECKOM UCCNeJOoBaHUMN NeKapCTBEHHOrNo npenapata Ana MeguuunHCKoro
NPUMEHEHNA;

10) MHpopmaumio O cocTaBe NEKAPCTBEHHOrO Npenapata AAs MeAULMHCKOro npumeHeHus (3a
WCK/ItoYeHneM BUOIOTMYECKMX N1EKAPCTBEHHbIX MPEnapaTos);
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

11) AOKYMEHT, cOCTaBNEHHbI NPOU3BOAUTENIEM /IEKAPCTBEHHOIO NpenapaTta Aas MeaULMHCKOro
NPUMEHEHNA U COAEpXKallMii MOoKa3aTeNn (XapaKTEPUCTUMKKU), a TaKKe CBeAEHWSA O NIeKapCTBEHHOM
npenapate A4na MegnumuHCKoro npumeHeHna, npoussegeHHOM AnAa nposeaeHnA KAUMHUYECKUX
nccnefoBaHUi (3a UCKAOYEHUEM BMOIOTMYECKUX IEKAPCTBEHHbIX NpenapaTos);

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

11.1) AOKYMEHTbl M CBeAeHMA, MNPeAyCMOTPEHHble MNpaBuMAamM NPOBEAEHMA WCC/eA0BaHUM
6M0IOrMUYECKNX NEKAPCTBEHHbIX cpeacTB EBpPasMIiCKOro 3KOHOMMYECKOrO COH03a, YTBEPKAEHHbLIMU
EBpa3suninCKOM SKOHOMMYECKOM KOMUCCUEN;

(n. 11.1 BBeaeH PeaepanbHbim 3akoHom oT 30.01.2024 N 1-3)

12) ceBeaeHuA o gaTte NpeaocTaBAeHUA U PErMcTpaLMOHHOM HOMepe NNLLEH3UU Ha NPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB B C/y4Yae, ec/in NPOoM3BOACTBO JIEKAapPCTBEHHOro npenaparta OCyLLecTBAAeTcA B
Poccuiickoli depepaumu, WAM  OOKYMEHT, COAEpNKallMii CBeAeHus O p[aTe NpeaocTaB/ieHus U
PEerucTpaunMoHHOM HOMEPE 3aK/HYEHUss O COOTBETCTBUM NPOU3BOAMTENS JIEKAPCTBEHHOro npenapara
TpeboBaHMAM npasun Haga/exalen NpPOn3BOACTBEHHOM NPaKTUKK, npeaocTaBAEeHHOro
YNOJIHOMOYEHHbBIM OPraHOM CTPaHbl MPOMU3BOANTENA IEKAPCTBEHHOTO NpenaparTa.

(B peq,. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-$3, o1 30.01.2024 N 1-$3)

2.1. CBepeHuAa, noatsepaatowme ¢GakT ynaatbl rocyaapCTBEHHOM MOLW/IMHBLI 33 NpoBeAeHue
3TUYECKOW 3KCMEepTU3bl, IKCMEPTM3bl OOKYMEHTOB Ha JIEKAPCTBEHHbIM npenapat A4A NoJyvyeHus
paspelweHnss Ha NpPOBEAEHME KAMHUYECKOTrO0 UCCNeAOBaHWA /IeKapCTBEHHOro npenapata  Ans
MEeAMLMHCKOrO NPUMEHEHMA, 33 BblAayy paspelleHMs Ha NPOBeAEHWE KAMHWMYECKOro UCCAefoBaHuA
NleKapcTBEHHOTrO NpenapaTa 414 MeAULMHCKOro NPUMEHEHWA, 3a NPOoBeAeHMEe SKCNEPTM3bl JOKYMEHTOB
Ha NeKapCTBEHHbI npenapat AAA NOAYyYEeHWUA paspelleHMs Ha MpoBeAeHMEe MeXKAYyHapo4HOro
MHOTOLEHTPOBOIO K/AIMHUYECKOrO0 WCCAeA0BaHWUA NEKapCTBEHHOrO npenapaTta 4na MeaMUMHCKOro
NPMMEHEHWA, 33 BblAayy pPa3peLIeHNA Ha MPOBEAEHME MEXAYHapOAHOr0 MHOTOLEHTPOBOMO
KAMHMYECKOrO WCCNefoBaHUA /fIeKapCTBEHHOrO npenapaTta A8 MeAMUMHCKOTO MpPUMEHeHMs, 3a
npoBeAeHMe 3TUUYECKON 3KCNepTM3bl, 3KCNepPTU3bl AOKYMEHTOB Ha J/IeKAapCTBEHHbIM npenapaTt Ans
NoJlyYeHUA paspelleHus Ha nNpoBefeHWe MOCTPErncTPaUMOHHOIO K/AMHWYECKOTO WCCNef0BaHMUsA
NleKapCcTBEHHOTO NpenapaTta 4/19 MegUUUHCKOTo NpUMeEHEHWs, 33 BblAayy paspelleHns Ha NpoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MUCCeA0BaHUs IEKAPCTBEHHOrO NpenapaTa 411 MeauUMHCKOTo
NPMMEHEHWA, a TaKKe CBeLEeHWA O BblgaBaeMblX (NpenocTaBAsiemblX) YNOJHOMOYEHHbIMU
denepanbHbIMU OpraHaMy UCMONHUTE/IbHOW BNACTU AOKYMEHTax (CBeAeHMsX), yKasaHHbIX B NMyHKTe 12
YyacTM 2 HacToAleWl CTaTbM, YMOJHOMOYEHHbIV ¢enepasbHblii OpraH MWCNOAHUTE/IbHON BAACTU
3anpalumMBaeT B MOPAAKE MEXBEAOMCTBEHHOIO 3/1IEKTPOHHOTO B3auMOZEencTBus.
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(yacTb 2.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cpoK, He npeBbiWwatowuii Tpex pabounmx AHen co AHA Hanpas/eHWs B JIMYHbLIA KabuHet
YNOJHOMOYEHHOTO pefepasnbHOro opraHa MCNONHUTENIbHOM BNACTU B €4MHOWM CUCTeMe YKasaHHOro B
nyHKTe 1 YyacTm 2 HacTosleMr CTaTbM 3asABNEHMA UM HEOBbXOAUMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV
deaepanbHbIii OpraH UCNONHUTENbHOW BAACTU:

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

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeACcTaBAEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NpMHUMaET pelleHMe O NPOBEeAEHNN SKCNEePTU3bl JOKYMEHTOB AN NOYYEHUs paspeLlleHns Ha
npoBeAeHME KINHNUYECKOTO NCCNe0BaHMA NeKAPCTBEHHOro Npenaparta 418 MeANLMHCKOro NpUMeHeHnn
N 3TUYECKOW 3KCNEPTU3bI UAM 06 OTKase B NPOBEAEHUN YKAa3aHHbIX IKCMEPTUS;

3) HanpaBAseT 3aABUTENO NOCPEACTBOM eAMHOIo NopPTana UM B NIMYHLIA KabuHeT 3anBuTeNs B
eANHOM cucTeMe NoAnMCcaHHOE YCUAeHHOW KBaandULMPOBAHHOM 3/1eKTPOHHOM NOANNCHIO YBELOM/IEHNE
O MPUHATOM peleHnn NMbo B CNydae NPUHATUA pelleHns 06 0TKase TaKkKe C YKasaHWeM NPUYNH Takoro
OTKa3a;

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

4) HanpaBAAET B IMYHbIA KaBUHET SKCNEPTHOTO YYpPEKAEHMA B €4UHOM CUCTEME U JINYHbIA KabuHeT
COBeTa MO 3TUKEe 33JaHUA Ha MPOBeAEHWE COOTBETCTBYHOLMX 3KCNEPTM3, NOLNUCAHHDLIE YCUAEHHbIMM
KBanMOUUNPOBAHHBIMWN 3IEKTPOHHBIMWU NOANNUCAMM.

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

4. B cnyyae BbIABAEHWUA HEMOJIHOTbI U (MAK) HEAOCTOBEPHOCTM MHPOPMALUK, coaepKallelca B
npeAcTaBNeHHbIX 3aABUTENEM AOKYMEHTaX, YNOJAHOMOYEHHbIW desepasbHblii OpraH UCNONHUTENbHOM
BNACTVM HanpaBAAeT B IMYHbIN KAaOUHET 3aaBUTENA B €AMHON CUCTEME 3anpoc 06 YTOYHEHUWN YKa3aHHOWM
nHPopmauum, NOAMUCAHHBLIN YCUAEHHOW KBaNMPUUMPOBAHHOM 3NEKTPOHHOM MNOANUCHIO. 3aAaBUTENDb
006f3aH HanpasuUTb B JIMYHbIK KabMHET ynosHOMOYeHHOro denepanbHOro opraHa WMCNOJIHUTENbHOM
B/1ACTU B €4MHOM cucTemMe MOAMUCAHHbIN YCUNEHHOM KBAaNMPUUMPOBAHHON 3N1EKTPOHHON NOAMUCHIO
OTBET Ha 3anpoc YNo/JHOMOYEeHHOro d¢enepanbHOro OpraHa WMCMNONHUTENbHOM BNAACTU B CPOK, He
npeBblLLAOWMI AeBAHOCTA Pabounx AHEN co AHA NOAYYEHUA YNOJHOMOYEHHbIM deaepanbHbiM OPraHom
WCMNOJIHUTENBbHOM B/IAaCTU 3/IEKTPOHHOrO YBEAOMIEHMA O MNOAyYeHWUW 3asaBuTenem 3anpoca. Cpok,
YKa3aHHbIN B 4acTK 3 HAcToALLEN CTAaTbM, MPMUOCTAaHABAMBAETCA CO AHA HaNpPaBAEHWUA B IMYHbIA KabuHeT
3aABUTENA B €4MHOM CUCTEME 3anpoca YNoJHOMOYEeHHOro ¢defepasbHOro opraHa WMCNONHUTENIbHOM
BNaCTM [0 [AOHA HanpaBNeHUA B JIMYHbIA KabuHeT ynonHomoyeHHoOro denepanbHOro opraHa
NCNOJIHUTENIbHOM BNACTU B €ANHOM CUCTEME OTBETA Ha 3aMnpocC M He YYMUTbIBAETCA NPU UCYNCAEHUN CPOKA
NPUHATMA YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOTHUTENIbHOM BAACTU PeLLEHMA O NPOBeAEHNN
3KCNepTU3bl AOKYMEHTOB ANA MNONYYEHUA pa3pelleHns Ha NpoBedeHUe KAMHUYECKOro UCCiefoBaHUs
JIeKapCTBEHHOrO NpenapaTta 4158 MeANLMHCKOrO NPpUMEHEHMUS.

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

5. OcHOBaHWeM AN5 0TKa3a B NPOBEAEHMMU IKCNEPTU3bl AOKYMEHTOB A4 NOAYYEHUA paspelleHus
Ha npoBeAeHME KAMHMYECKOrO WCCAeAOBaHWA /IeKAapCTBEHHOTO npenapata A4na MeaMUMHCKOro
NPMMEHEHMA M 3TUYECKON 3SKCNepTM3bl ABAAETCA NpPeACTaB/leHWe OOKYMEHTOB, NpPeayCMOTPEHHbIX
YyacTblo 2 HacToALWel CTaTbk, B HENOIHOM Obbeme, HenpeacTaBAeHME 3aABUTE/IEM B YCTaHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4acTh 4 HacToALEel CTaTby 3aNpocC YNOJHOMOYEHHOro deaepasbHOro opraHa
NCMNONHUTENBHOW BNACTM MBO OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTaX MCYEPbIBatoLWEro nepeyHn
HeobxoaMmon MHbOPMaUMM UM MHPOPMaUMKM, KOTOpas AO0/KHA ObiTb OTPaXKeHa B HUX, a TaKxke
OTCYTCTBME CBeAEeHWI, KOTopble B AajibHelllem NOATBEPKAA0TCA NOCPeACTBOM MEKBEAOMCTBEHHOMO
3/1eKTPOHHOTO B3aMMOAENCTBUA, O GpaKTe ynaaTbl rocy4apCTBEHHOM NOLW/IMHbBI 33 NPOBeAEHME 3TUYECKOM
3KCMEepPTM3bl, IKCMEPTU3bl LOKYMEHTOB Ha JIEKAPCTBEHHbIV MpenapaTt A MoJyYeHUs paspelleHus Ha
npoBegeHVe KAMHWYECKOTO  WCC/eA0BaHUA  JIEKApPCTBEHHOTO npenapata  Ans  MeAWULLMHCKOro
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NPMMEHEHWsA, 33 Bbl4aYy paspelleHns Ha NPoBeAEeHUE KNMHUYECKOTO UCCef0BaHMA NEKAPCTBEHHOMO
npenapata Aaa MeAWUMHCKOTO TNPUMEHEHWs, 3a NpoBeAeHMe 3SKCMepTM3bl OOKYMEHTOB Ha
NeKapcTBEHHbIM npenapat Ans  NOJYYeHUs paspelleHns Ha MpoBeAeHWE  MEeXAYHapogHOro
MHOTOLEHTPOBOIO KJ/IMHWUYECKOTO WCCNeA0BaHWUA NEeKapCTBEHHOIO npenapaTta ga8a MeaMUMHCKOro
NPMMEHEHWA, 33 BblAayy pPaA3pPeLIeHNa Ha MPOBEAEHME MEXAYHApPOAHOr0 MHOTOLEHTPOBOIO
KAMHWMYECKOro WCCNef0BaHUA J/IeKapcTBEHHOro npenapaTta Ana MeAMUMHCKOTO MPUMEHeHMs, 3a
npoBeAeHWe 3TUYECKON 3KCNepTM3bl, 3KCNepTU3bl AOKYMEHTOB Ha JIEKApPCTBEHHbIM npenapaTt ans
No/lyyeHWUa paspelleHMs Ha NpoBeAeHWe MOCTPErMCTPAUMOHHOIO K/AMHWYECKOTO WCCief0BaHMUsA
NleKapcTBEHHOTO NpenapaTta 419 MegUUMHCKOro NpUMeEHEHWs, 3a BblAady paspelleHnsa Ha NpoBeaeHne
NOCTPErUCTPALLMOHHOIO K/IMHMYECKOTO UCC/ef0BaHNA JIEKAapPCTBEHHOrO npenapaTta Ans MeguuMHCKOro
NPUMeHeHus.

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

6. [poBeaeHne 3KcnepTM3bl AOKYMEHTOB A/ MNOJAYYEeHUA paspelleHua Ha npoBeaeHue
KNMHUYECKOTO MCCNeA0BaHMA NEKAPCTBEHHOIO NpenapaTa 418 MeANUNHCKOrO NMPUMEHEHNA U STUYECKO
3KCMNepTU3bl, COCTAaBAEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO 3TMKE 3aKNHOUYEHMA O BOSMOXKHOCTU UK
HEBO3MOXHOCTU NPOBEAEHMA TaKOr0 KAMHUYECKOTO WCCNef0BaHWA, NOAMNUCaHME 3aKOYeHU
YCUAEHHbBIMU KBaIMPULMPOBAHHBIMM 3NEKTPOHHBIMU MOAMNUCAMM U HanpasaeHUe JAaHHbIX 3aKA0YEHNN
B JIMYHbIA KabuHEeT ynonHomMoyeHHoro denepanbHOro OopraHa WCNOMHUTENbHOM BAAcTM B e4MHOM
CUCTEME OCYLLECTBAAOTCA B CPOK, HE NMPEBbILAIOLWMIA ABAALATV NATU paboumnx AHeln co AHA HanpaBieHUs
B JIMYHbIA KabOWHET I3KCMEPTHOro YYpexAeHUs B eAMHON cucTeme 3afaHuWA  YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOIHUTENILHOM BIACTU C NPUIOXKEHNEM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3,
4,10,11 1 11.14acTn 2 HaCTOALLEN CTATbW, M HaNpPaBAEHWUA B IMYHbIN KAOMHET coBETa MO 3TUKE B eANHOW
cucTeme 3a4aHuMAa yNoaHOMOYEHHOro dpefepanbHOro OpraHa UCNOIHUTENbHOW BAACTU C NPUNOXKEHUEM
OOKYMEHTOB, YKa3aHHbIX B MYHKTax 3 - 6 1 9 yacTn 2 HacToALEN CTaTbM.

(yacTb 6 B peq. deapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. B CpOK, He npeBblaloWmMii Tpex pabouynx AHen co AHA HanpaBieHMA B JIMYHLIN KabuHeT
YNO/IHOMOYEHHOro ¢efepanbHOro opraHa UCMOJIHUTE/IbHOW BAACTU B €AMHOM CUCTEME 3aKJIIOYEHUN,
YKa3aHHbIX B YaCTW 6 HacToAWel CTaTbM, YNONHOMOYEHHbINM dpeaepanbHbliA OpraH UCNOJAHUTENbHOWN
BNACTU:

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

1) OCyLLEeCTBNAET OUEHKY NOCTYNUBLUKUX 3aKNOYEeHUN anaonpeageneHna nx COoTBeTCTenA 3aJaHNAM
Ha nposeaeHMe COOTBETCTBYHOLWNX SKCNEPTUS;

2) NpUHUMAET pelleHne O BbiJaye paspelleHna Ha NPoBefeHWe KAMHUYECKOro McciefoBaHuA
JleKapCTBEHHOro nNpenapara ANA MeANLUHCKOro NPUMEHEHUA, BHOCUT B PeecTp BblAaHHbIX pa3peLleHnit
Ha npoBefeHMEe KAMHUYECKMX WCCNef0BaHUIM NeKapCTBEHHOro npenapaTa COOTBETCTBYHOLLYIO
MHOOPMALMIO M HanpaBAseT MoCpPeacTBOM €4MHOro MNopTtana 3afBUTEN0 WAW B JIMYHBIA KabuHeT
3aABUTENA B ANHOW CUCTEME BbIMUCKY U3 peecTpa BblAaHHbIX Pa3peLleHnil Ha NpoBeAeHMe KIMHNUYECKUX
UCCNefoBaHU  NIeKAapCTBEHHOrO  MpenapaTta, MNOAMWCAHHYK  YCUAEHHOW  KBa/iMOULMPOBAHHOM
3/IEKTPOHHOM NOANUCHIO;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) npuvHUMaeT pelweHne o6 OTKase B BbiAaye paspelleHus Ha NPoBeAeHWEe KIMHUYECKOro
nccae0BaHMA 1eKapCTBEHHOTO NpenapaTa 418 MeANLMHCKOTO MPUMEHEHUA U HanpaBaseT NoCpesCcTBOM
eAMHOro NopTana 3adaBUTENI0 UKW B INYHBIN KabMHET 3aABUTENS B €QMHON cUCTemMe AaHHOe pelueHue,
NOAMNMCaHHOE YCUAEHHOM KBaiUULMPOBAHHON 31EKTPOHHOM NOAMMUCHIO, C YKa3aHWeM NPUYMH OTKa3a.
(n. 3 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8. OcHOBaHMEM 4N18 OTKasa B Bblgaye pa3pewieHnA Ha nposeaeHne KAIMHNUYECKOIro nccnenoBsaHuA
NNeKapCTBEHHOrIO Npenaparta 4NAa MeguLUMHCKOIro npuMeHeHNA ABNAETCA Haan4me 3akKno4eHna KOMUCCUm
9KCNEPTOB WUAMN 3aKNKOYEHNA COBETa MO 3TUKE O HEBO3MOXHOCTU MNpoBeaeHnA KAUMHUYECKOro
ncecnengoBaHMA  NEKapCTBEHHOro npenaparta And MegunumnHCKoro npumeHeHuAa no  pe3ynbratam
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nposeaeHHbIX 3KCNEPTU3, NpeayCMOTPEHHbIX 4aCTblo 6 HaCTO‘r'ILLI,eﬁ CTaTtbwu.

9. PeweHune 06 oTKase B npoBeaeHn sKCNepTn3bl AOKYMEHTOB O/14 NONYYEHUNA pPa3pelieHnA Ha
nposeaeHMe KIMHNYECKOro nccnegoBaHMA NeEKApPCTBEHHOIO npenaparta ana MegnumnHCKOro npuMeHeHuA
N 3TUYECKOM 9KCNepTn3bl U B Bblaaye paspeweHnAa Ha nposegeHune KANMHUYeCKoro umnccnegoBaHuA
NEeKapCTBEHHOrNo npenaparta Ana megunumHCKOro npuMeHeHnAa MOXKeT 6bITb 06:KanoBaHO B nopAagke,
YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuitckoit (De,u,epau,mm.

KoHcynbTaHTIAOC: npuMmeYaHue.
MonoxkeHua c1. 39.1 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBAeHUs roc. ycayr
nocpeacTBOM eaANHOM cucTemMbl, NpumeHsatoTca ¢ 01.01.2026.

Cratba 39.1. 9TMyecKan aKcnepTUsa
(eBepeHa degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3TnyecKkasn aKcnepTM3a NPOBOANUTCA COBETOM MO 3TMKE, CO34aHHbIM B NOPSAAKE, YCTAaHOBEHHOM
YNOJIHOMOYEHHBIM deaepasnbHbIM OPraHOM UCNONHUTENIbHOWM BNACTU, B LENAX BblAauyM 3aK/I04eHus 06
3TUYECKOM 06OCHOBAHHOCTM BO3MOXHOCTU NPOBEAEHNN KAMHUYECKOTO UCCIe0BaHMA 1EKAapPCTBEHHOTO
npenaparta 4aa MeauLUUHCKOro NPUMEHeHUA.

2. dKcrepTamu coBeTa Mo 3TUKE MOTYT ObITb NPeACTaBUTENIN MEANLMHCKMX OPraHM3aLni, HayYHbIX
opraHmMsauuii, obpas3oBaTe/ibHbIX OPraHM3auuii Bbicwero o6pa3oBaHMA, a TaKXKe MnpeacTaBuUTeNn
06LLLEeCTBEHHbIX OpraHU3aLMii, Pe/IMrMo3HbIX OpraHM3aunn U cpeacTB MaccoBon MHopmMaLmuK. JaHHble
3KCnepTbl He AO0/MKHbl HAaXOAMUTbCA B KaKoW-MBO 3aBUCMMOCTM OT pa3paboTUMKOB NEeKapCTBEHHbIX
npenapaTos U APYrUX UL, 3aUHTEPECOBAHHbIX B pe3yabTaTax 3STUYECKOW 3KCNepTU3bI.

3. OnnaTa ycAyr 3KCNepToB CoBeTa MO 3TUKE OCYLLEeCTBAAETCA Ha OCHOBaHMM [0roBopa,
3aK/NOYEHHOro MeXAay YNOoNAHOMOYEHHbIM deaepasibHbiM OpraHOM UCMOJIHUTENbHOM BNACTU, KOTOPbIM
co3AaH COBeT MO 3TUKe, M 3SKCNepTOM CoBeTa MO 3TUKe, 3a cyeT 6laMKeTHbIX acCUrHOBaHWUINA,
npeaycMOTPEHHbIX YNoJHOMOYEeHHOMY deaepasbHOMY OpraHy MCNOAHUTENbHOW BAacTW, KOTOPbIM
CO34aH COBeT No 3TuKe, B dpeaepanbHom BrogkeTe Ha COOTBETCTBYHOLWMI rof Ha obecnevyeHue ero
OeATeNbHOCTU, B pasMmepax, yCTaHOB/IeHHbIX MpaButenbcTtBom Poccuiickoli Geaepaumu.

4. DKcnepTbl COBETa MO 3TMKE HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumn.

4.1. MNMpu NpoBeAEHMM ITUYECKOM IKCNEPTM3bl He AOMNYCKaeTca WUCTpeboBaHWE 3KCNepTom Yy
3anBuUTeNss MO0 MHbIX AUL, MaTepuanos, HEOBXOAMMbBIX ANA NPOBEAEHMA 3TUYECKOW 3KCnepTu3bl. B
CNy4ae HeAOCTaTOYHOCTM MpPeAcTaB/IEHHbIX 3KCMEepTy MaTepuanosB B JIMYHbIN KabuHeT 3aasBuTens B
eoMHOMN cucTeme YMnoJIHOMOYEHHbIM JIMLLOM COBETa MO 3TWUKE HamnpaBAAeTCA 3anpoc O NpencTaBNeHUuU
HeobXo04MMbIX MAaTEPMANOB, NOANNCAHHbIN pyKoBoAMTENEM (YNONTHOMOYEHHbIM JIULLOM) COBETA NO 3TUKE
C UCNO/Ib30BaHMEM YCUNEHHOW KBAZMPULMPOBAHHON 3NEKTPOHHOM MOANMCK, a TaKKe HanpasfAeTcA
yBegoMNeHne 06 yKasaHHOM 3anpoce B JIMYHbIN KabWHET yno/sHOMOYeHHOro ¢enepanbHOro opraHa
NCNOSIHUTENbHOM BNACTU B €4ANHON cUCTEME.

(yacTb 4.1 BBeaeHa deanepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

4.2. 3assutenb obasaH Hanpasutb B JINYHbIN KabWHeT coBeTa MO 3TMKe B e,EI,VIHOﬁ cncreme
I'IOLI,I'IVICBHHbIVI yCI/IﬂEHHOﬁ KBaI'IVId)VILI,VIpOBaHHOﬁ 3}'IEKTpOHHOf;1 noanncblo OTBET Ha 3anpoc o
npeacraBneHmnn H606X0,CI,VIN\bIX mMmaTepnanoB COBETY NO 3TUKE B CPOK, He HDEBbIUJaIOU.LMVI AeBAHOCTa
pa6oqu ,u,He|7| CO OHA Nnoslyd4eHMA COBETOM MO 3TUKE 3/1EKTPOHHOIo yBegoMleHMA O NOJIy4eHUU
3aABuTenem yKasaHHOro 3anpoca. BDEMH CO OAHA Hanpas/1eHMA COBETOM MO 3TUKE B JIMYHBIN KabuHeT
3aABuTeENA B e,CI,I/IHOl‘/JI cncreme 3anpocCa O npeacraBieHunn HGO6XOAMMbIX maTtepmnanoBs A0 AOHA
Hanpas/1€HWA 3aABUTENIEM B JINYHbBIN KaBUHeT coBeTa Mo 3TUKe B e,D,MHOD'I cncreme oTBeTa Ha YKa3aHHbII7I
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3anpoc He YYMUTbIBAETCA NPU UCUNCIEHUM CPOKA NPOBELEHUA STUYECKOM SKCMEPTU3bI.
(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

5. CocTaB coBeTa No 3TUKe, NoJioXKeHMe 06 3TomM coBeTe, MOPALOK ero AeATenbHOCTU, TpeboBaHUsA
K KBa/IMdMKaLMM M ONbITy paboTbl MO 3KCMNEPTHOM OLLEHKE HAYUYHbIX, MEAULMHCKUX U STUYECKUX aCNeKToB
KNAMHUYECKMX  UCCNeAO0BaHMM  JIEKAPCTBEHHbIX MpPenapaToB  AA8  MEeAUUMHCKOTro MNpUMEHeHus,
npeabsBAsieMble K 3KCNepTam COBeTa MO 3TUKe, MOPSAOK OpraHusaumMm U NpoBeAEeHUs 3TUYECKOM
aKcnepTusbl, GopmMa 3aK/I0YEHMA COBETA MO 3TUKE YCTAHABAMBAKOTCA YNOJHOMOYEHHbIM deaepasibHbIM
OPraHOM WCMONIHUTE/IbHOM BAacTU. Yncno npepcraButeniet MeaAMUMHCKMX OpraHu3auuii He MOMKeT
NpPeBbILATb NOJIOBUHY OT 0OLLEro YMCIa SKCNEPTOB COBETA MO 3TUKE.

6. MHbopmaums o cocTaBe coBeTa MO 3TUKe, MJjaHax ero paboTbl U TEKylWen AeATe/bHOCTU
pasmelwaetca Ha oduuManbHOM caliTe YNOJHOMOYEHHOro deaepanbHOro opraHa WCMNOJIHUTE/IbHOM
BNacTU B ceTh "MHTepHeT" B yCTaHOBAEHHOM MM MOPALKE.

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxeHua ct. 40 (B pea. ®3 ot 30.01.2024 N 1-®3), Kacatowmecs NpenocTaBNeHUsA roc. ycayr
NnocpeacTBOM eANHOMN cucTembl, npumeHsatoTca ¢ 01.01.2026.

Cratba 40. lposeaeHWe KAMHUYECKOrO MCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MeAULUNHCKOro NPUMEHeHUA

1. PykoBoauTeNb MEAUUMHCKOWM OpraHM3auMm, KoTopas MpoBOAMUT KJAMHUYECKOe uccnenoBaHue
NIEKapCTBEHHOTO  Mpenapata 444  MeOMUMHCKOrO  MPUMEHEHWs, HasHayYaeT uccineposaTesns,
OTBETCTBEHHOro 3a MpoBeAeHWEe TaKoro WCCAefOoBaHWA U MMEoWero JiedyebHyo CrneuuanbHoCTb,
COOTBETCTBYIOWYIO MPOBOAVMMOMY KAUHUYECKOMY MUCCNEAO0BaHWUI0 /IeKapCTBEHHOrO npenapata, Co
cTaxkem paboTbl MO NPorpammam KAMHUYECKUX UCCeA0BaHUI NIeKapCTBEHHbIX NPenapaTtoB He MeHee
YyeM TpM roda 1 No ero NPeA/0KeHN0 Ha3HavYaeT conccaesoBaTeneit U3 YMcna Bpadelt aTol meanLMHCKOM
opraHusaumu.

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

2. WccnepoBaTenb OCyWecTBAAeT Bbl6Op MauMeHTOB, KOTOPble MO MEAMLMHCKMM MOKa3aHWUAM
MOTYT 6bITb MPUBAEYEHbI K Y4aCTUIO B KAMHUYECKOM UCCAeA0BaHUM IeKapCTBEHHOrO npenapata A4S
MeAMLMHCKOro MPUMEHEHUS.

3. WccnepoBaTeNb M COUCCNELOBATENIM  [O/HbI  6biTb  O3HAKOM/EHbI C pesyabTaTamu
OOKAMHMYECKOTO  UCCAef0BaHUA  /IEKAapCTBEHHOTO  CPeacTBa,  cogepyawumucs B bpowtope
nccnefoBaTtensn, NPOEKTOM MPOTOKOMA KAMHWYECKOTO UCCeA0BaHMA IeKapCTBEHHOro npenaparta A4S
MeAMLMHCKOro NpuMeHeHus, paspaboTaHHbiM pPa3spaboTuMKOM NEeKapCTBEHHOMO npenapata Uan UHbIM
IOPUANYECKUM IMLOM, MPUBAEKAEMbBIM K OPraHMsauMm npoBeAeHUA KAMHUYECKOTO WCcCiefoBaHMA
NeKapcTBEHHOrO npenapata Aaa MeAMUMHCKOrO MPUMEHEHMA, UM OPYrMMKW MaTepuanamm TaKoro
nccneaoBaHuA.

3.1. PykoBoauTENb MEeAMLMHCKOM OpraHnsaLmm B CPOK, He NpPeBbIlatoWuii Tpex pabounx gHen co
AHA Hayana NpoBeAeHMA KINHUYECKOrO UCCNea0BaHUA NEKAPCTBEHHOrO NpenapaTa ANA MegULNHCKOro
npumeHeHus, coobuiaet o6 3ToM B YNONHOMOYEHHbIN defepanbHblit OpraH UCNOAHUTENbHON BAacTH,
Bbl4aBLUNI pa3pelleHne Ha NpoBeseHmMe Takoro nccienoBaHus, No ycTaHoBAEHHON nm dopme.
(yacTb 3.1 BBegeHa deaepanbHbim 3aKoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaumu, OCyLLecTBAAIOWME OpraHM3aumio NpPoBeAEeHUA KAMHUYECKOro UCCNefoBaHuA
NIeKapCTBEHHOTO npenapata Aada MeUUMHCKOTO MPMMEHEeHWA M yKasaHHble B 4YacTu 3 cTatbu 38
HacToawero ®eaepasbHOro 3aKOHA, B C/Ay4yae HEOHXOAMMOCTM BHECEHUA W3MEHEHWI B MPOTOKOA
KJMHWUYECKOro MUCCea0BaHUA IeKapcTBEHHOTO NpenapaTta 418 MeaMLMHCKOro NpUMeHeHus coobiatoT
06 3TOM B YNOJNHOMOYEHHbIN peaepanbHbIit opraH UCNONHUTENbHOW BNACTW, BblAaBLUMIA paspeLleHme Ha
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nposeAeHMe Takoro nccnenoBaHnaA, No yCTaHOBAEHHOW um popme.
(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. (DopN\a COO6LI.I,EHMFI O BHECEHUM W3MEHEHUA B NPOTOKO/NT KIMHUYECKOIo uccnegoBaHuA
NNEKApPCTBEHHOrNo npenapara Aana MeaguumnHCKoro npumeHeHumAa nOO0JIXKHa CoAepXaTb caegytoume
cBeaeHuA:

1) HaumeHoBaHMe, NAEHTUGUKALMOHHDBIM HOMEpP M AaTa NPOTOKONA KNMHUYECKOTO UCC/eloBaHNS;
2) pata BHECeHMA U3MEHEHWNI B NPOTOKO KMHUYECKOTo UcCeloBaHus;
3) HaMMEeHOBAHWE M MECTO HaXOXKAEeHUA 3aABUTENS;

4) HanmeHoBaHWMe OopraHusauum, I'IpVIBﬂG‘-IEHHOVI paBpa60T‘-IVIKOM NEKapCTBEHHOIO npenaparta K
OopraHusauunn nposeaeHnAa KAIMHNM4YeCKoro nccienosaHmA (FlpM HaﬂMLIMVI),'

5) HaMmeHOBaHMA N MeCTa HaxOXAeHUA MeAMLIMHCKMX OpraHM3aluMii, B KOTOPbIX MPOBOAMTCA
KNMHUYECKOE UCCNea0BaHME;

6) pata BblAa4YM paspelleHMs Ha NPoBeAeHME KAMHWYECKOro UCCefoBaHMA M HOMEp 3TOro
paspelleHms;

7) U3meHeHWA, BHOCMMbIE B MPOTOKOAN KAMHUYECKOTO NCCAeA0BaHUA.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npeBbllatowmii ABaaLaTy BOCbMW pabounx AHeN Co AHA NONYYEHMA YKAa3aHHOIo B
4acTu 4 HaCTOALLLEN CTaTbM COOBLLEHUS, YNONHOMOUYEHHbIV dpeaepanbHbiii OpraH UCMOIHUTENIbHOM BNacTh
paccmaTpuBaeT 3TO COObOLLIEHNE B YCTAHOBNEHHOM UM MOPAAKE U NPUHMMAET PELUEHNE O BHECEHUM
U3MEHEHMIN B NMPOTOKOA KANHUYECKOTO UCC/eA0BaHNA IEKapCTBEHHOro npenapaTa Aasa meauMuuHCKoro
NPMMeEHEHNss WM 06 OTKase BO BHECEHUM TaKUX M3MEHEHWUN, NOANUCAHHOE YCUJIEHHOM
KBAa/IMGUUMPOBAHHOM 3NEKTPOHHOM MNOANUCLIO, MOCPEACTBOM HanpaB/eHUA COOTBETCTBYIOLLErO
peleHns B JINYHbIA KabuHeT 3asBuTena B eAuHOM cucteme. [pu pacCMOTPEHUM COoobLEHMA O
HEOOXOAMMOCTU BHECEHMA W3MEHEHWI B MPOTOKO/ KAMHWYECKOro WCCAeLOBaHWA JIEKAapCTBEHHOMO
npenapata Ana MeAMUMHCKOTO MNPUMEHEHUA B LENAX OUEHKM ODOOCHOBAHHOCTM npegnaraembix
M3MEHEHUI U ONnpeneseHna CTENEHU PUCKa A8 NaLMEHTOB, NMPUHMMAIOLWMX yYacTUe B KAUHUYECKUX
NccnefoBaHUAX, YMNOJHOMOYEHHbIM denepasibHbiIM  OPraHOM  WCMOJIHUTENbHOMW BAACTU  MOFYT
NPUBAEKaTbCA SKCNEPTbl COBETA MO 3TUKE U (M/IN) SKCNEPTbl SKCNEPTHOIO YYperKAEHMUA.

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

6. KnnHunyeckoe uccnepoBaHWMe NEKApCTBEHHOrO nNpenapata Ans MeaMUMHCKOTO NpuMeHeHus
MOXeT 6biTb NPMOCTAHOBAEHO WAW MNPEKPALLEHO, eciM B NpoLecce ero nNpoBeAeHUs obHapyKeHa
OMNacHOCTb A1 *KM3HW, 340P0BbA NALMEHTOB. B cly4ae BO3HMKHOBEHMA OMNACHOCTU AR KU3HM, 340P0BbA
naumeHTa, Y4yacTBYIOWEro B KAMHMYECKOM MCCNEAOBaHUM  NIeKapCTBEHHOrO npenapaTa Ans
MeAMLMHCKOro NPUMEHEHUA, uccaegosatenn obasaHbl NponHdopmMpoBaTb 06 3TOM pyKoBoAMTeNA
MEAMLMHCKOW OpraHuMsaumMmM W OpraHMsauumio, NOMYYMBLUYIO pPa3peLleHne  YNOoAHOMOYEHHOTO
denepanbHoro opraHa WCMNOAHWUTENbHOM BNACTM Ha OPraHM3auMio MNPOBEAEHUA KAMHWYECKOro
nccaefo0BaHWA 1eKaPCTBEHHOro Npenapara. PelweHne 0 NpMOCTaHOBAEHUMN KNIMHUYECKOTO UCCNeL0BaHMUSA
NleKapCcTBEHHOTO NpenapaTa Ans MeAULMHCKOTO NPUMEHEHUA MPUHUMAIOT PYKOBOAUTENb MeOULMNHCKOM
OpraHun3aLmm 1 (Mn) opraHmsaums, NoyYMBLIAA paspeLleHre yNoaHOMOYeHHOro dpeaepasibHOro opraHa
MCMONHUTENLHOW BNACTM Ha OpraHU3aumio NpoBeaeHns KIMHUYECKOTO UCCNeA0BaHUA IEKAapPCTBEHHOMO
npenapata A48 MeAWULMHCKOTO MPUMEHEHUs, pPelleHWe O MpeKpalleHnn TaKoro WcCiefoBaHusA
NPUHMMAET YNOJIHOMOYEHHbIV dpesepasnbHblit OpraH UCNOJAHUTENBHOM BNACTM Ha OCHOBAHWUM COObLLEHMSA
B MUCbMEHHON Qopme PyKOBOAUTENS MESUUMHCKOM OpPraHuM3auMyM WU OpraHusaums, MosyyYmBLUAs
paspelleHre YMNoJHOMOYEHHOTO ¢enepasbHOro OpraHa WCNOJIHUTENIbHOM BACTU Ha OpraHusauumio
NPoOBeAEeHNA  KJMHUYECKOTO UCC/IEeA0BaHUA  NIEeKAapCTBEHHOrO Mpenapata  Ans  MeAWLMHCKOro
NPUMEHEHNA.
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7. B CpoK, He npeBbiWatoWmMii NATU pabounx AHeN co AHA 3aBepLUeHWs, MPUOCTAHOBAEHUA WU
NpeKpalleHna KJAMHMYECKOrO UCCNefOoBaHWA JIeKApCTBEHHOro npenapata  Aans  MeauLMHCKOro
npMmeHeHus, coobueHre 06 3TOM HanpasBAAeTCcA OpraHM3auMsaMM, YKasaHHbIMUM B YacTu 3 cTaTbu 38
HacToawero ®eaepanbHOro 3aKOHa, B YNOJHOMOYEHHbIN dpesepasnbHbIi opraH UCNOAHUTENBHOWN BAACTH
Mo YyCTaHOB/IEHHOW UM dopme.

8. CDopN\a C006LLI,EHVIFI O 3aBepuweHunn, nNpnocTtaHoBnEHUN WM NpeKpaweHUn KANHUYeCKOoro
nccnenoBaHMA NeKapCTBEHHOrO nNpenapaTta 4NAa meanumMHCKOro npumeHeHna oNXKHa coaepKatb:

1) HPOpMaLIMIO O MEANLMHCKON OpraHnU3aLmnmnm MAnm MmeauLmMHCKMX opraHM3aumnsax, NpoBOANBLINX
JAHHOE nccneaoBaHueE;

2) onucaHne gaHHOro UccneaoBaHus;

3) paHHble uccnepoBaTena (Gamuamsa, MMA, OTYECTBO, MECTO PaboTbl, 3aHMMaeMan AO/IKHOCTb,
CNeumanbHOCTb, CTaXk paboTbl MO  MporpaMmaM  KAMHUYECKUX UCCNeA0BaHWM  JIeKapCTBEHHbIX
npenapaTtoB, NepeyeHb KAMHUYECKUX WCCAeLOBaHWIA NleKapCTBEHHbIX MpPenapaToB, B KOTOPbLIX OH
NPMHMMaN yyactve (nepuoabl y4acTmaA) B KaUecTBe UCCea0BaTeNa UK coucciegoBaTens);

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT AaHHOro UccaeAo0BaHMA (3aBepLUeHne, NPUOCTAHOBIEHUE UM MPeKpaLLeHMEe aHHOro
NCcCNefoBaHUA C YKasaHUEM UX MPUYUH U BAUSHUA HA OLEHKY ero pesy/ibTaToB, OOLLYO OLEHKY pUCKa U
OXMAAEMON NO/b3bl OT MPUMEHEHUA WCCAeLYEMOro /NEeKAapCTBEHHOrO Mpenapata, a TaKXe
npeanonaraemble AanbHellne AeicTema).

8.1. Mpu BbiABAEHMM beaepanbHbIM OPraHOM WCMONHUTENIbHON BAACTM, OCYLLECTBAAIOLMM
OYHKUMKM MO KOHTPOAO WM Hag3opy B cdepe 34paBOOXPAHEHMUA, HAPYWEHUMA MNPaBUA HaANeXKallen
KMHUYECKOWN MPAKTUKU MPU NPOBEAEHUN KAMHUYECKOFO MCCAeA0BaHUA NEKAapPCTBEHHOrO Mpenaparta,
BAMAIOWMX Ha NOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOTO KAMHWYECKOrO MCC/ef0BaHWUsA, YKA3aHHbIN
denepanbHbIi OpraH UCMOAHUTENBHOM BAACTM NPUOCTAHABIMBAET NPOBEAEHNE AAHHOTO KAMHUYECKOTO
nccneaoBaHMA M BbIHOCUT MEAMUMHCKON OpraHM3aumm, B KOTOPOM MPOBOAUTCA AaHHOE KAMHWUYEeCcKoe
uccnegoBaHWe, npeanucaHMe o6  YCTPAHEHMM  BbIAB/IEHHbIX HapylweHui. [pyM  HeycTpaHeHUK
MeAMUMHCKON OpraHM3aumMein BbISIBIEHHbIX HAPYLEHWI B YCTAHOB/IEHHbIM B MNPeAnucaHuM CpoK
YKa3aHHbIN denepanbHblit OpraH WMCMOAHUTENIbHON BAACTM NPUHUMAET pPeLUeHWEe O MNpPeKpaLLeHUn
NnpoBeAeHUA KIMHUYECKOrO UCCeA0BaHMA NEKAPCTBEHHOIO NpenapaTa U HanpasaseT B pesepasnbHblit
OpraH WCMONIHUTENIbHOW BAAaCTW, OCYLLECTBAAWMIA  GYHKUMM NOo  BblpaboTKe UM peanusauuu
rocyZiapCTBEHHOW MNOJIMTUKM U HOPMATMBHO-MPABOBOMY PEryMpoBaHuio B cdhepe 34paBOOXpaHeHUs,
3aK/Il04YEHME O BbIIBAIEHUM NPU NPOBEAEHUN AAHHOTO KIMHUYECKOTO UCCNeA0BaHMA HapyLeHWA NpaBu
Hap,nemau.l,eﬁ KAUHUYECKomn NPAaKTUKN ONA NPUHATUA peLlleHnA 06 oTmeHe paspeweHnAa Ha opraHn3auumio
nposeaeHUA OaHHONo KAMHUYECKOro mnccnenoBaHmA € AaTbl MPUHATUA pelleHnAa O NPUOCTaHOBAEHUN
NpoBeAeHUA KIMHUYECKOTO UCCNIeL0BaHNA IEKAPCTBEHHOTO Npenapara.

(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

8.2. TMpun npoBeAeHUN KAUHUYECKOTO UCC/AeA0BaHUA JfIeKapCTBEHHOro npenapata AnA
MeANLMHCKOTO NPUMEHEHUA B C/lyYyae YTOYHEHUA (M3MeHeHUA) AaHHbIX, COAePKaLLMXCA B pa3peLleHunn
Ha npoBeAeHWe AAaHHOIMO KAMHWYECKOro WMCCNeaoBaHWA, Ha OCHOBAaHWW HaMpaB/fEHHOro B JIMYHbINA
KabuHeT ynosHoMoOuYeHHOro ¢eaepasbHOr0 oOpraHa WCMNOIHUTENbHOW BNacTM B eAMHOW cucTeme
obpalleHna 3asBUTeNA, NOANUCAHHOTO YCUNEHHOW KBanNMGULMPOBAHHOW 3/1EKTPOHHOM MOAMMUCHIO, C
NPUIOXKEHNEM MOTUBMPOBAHHOrO OBOCHOBAHMA U AOKYMEHTOB, MOATBEPMKAAOWMUX HEeobXoAMMOCTb
YTOYHEHMA AaHHbIX, YNOJHOMOYEHHbIN ¢eaepanbHblii OpraH MCNOAHUTENbHOW BAAacTWM B CPOK, He
npesbllLaloWMiA ABaALATN BOCbMKW pabounx AHEN cO AHA MOCTYMAeHUA Takoro obpallieHusa, BHOCUT
M3MEHeHMA B paspelleHne Ha NpoBeAeHMUEe KAUHMYECKOro UCCNeaoBaHNA IeKapCcTBEHHOro npenapara
ONA MeAULMHCKOro NPUMEHEHMA M peecTp BblAaHHbIX pa3peweHuid Ha MNpoBeAeHMEe KANHUYECKUX
nccnenoBaHW NeKapCTBEHHbIX NMpPenapaToB, a TaKKe HanpasasaeT B JIMYHbIM KabuHeT 3asBuTena B
eOUHON cucTemMe BbLIMMUCKY W3 peecTpa BblAAHHbIX pa3pelweHuid Ha npoBeAeHME  KIMHUYECKMX
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NCCNeAOBaHUI  NEKAPCTBEHHbIX MpenapaToB, MNOAMWCAHHYID YCUAEHHOW  KBaNMGULMPOBAHHOM
3/1IeKTPOHHOM nognucbto, 1M6o NpMHUMAET peleHne 06 0TKase BO BHECEHMM U3MEHEHWUN B pa3peLleHne
Ha npoBeAeHWE KAMHUYECKOrO WCCNEeAOBaHMA JIEKAPCTBEHHOro Mpenapata Aaa  MeaMUMHCKOro
NPUMEHEHNA U HaNPaB/AET B IMYHbIN KabMHET 3as8BUTENS B e4MHOM CUCTEME 3TO PeLIEHME, NOANNCaHHOoe
YCUAEHHOWN KBAaNNDULMPOBAHHOM 3NEKTPOHHOM NOANUCHIO, C YKa3saHUEM NPUYMH OTKasa.

(yacTb 8.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

9. YnonHOMOYeHHbIV deaepanbHblii OpraH WUCMNOAHUTENbHOW BAacTM onybAMKOBbIBaeT MU
pasmewaetr Ha cBoem oduuManbHOM caiTe B ceT "UHTepHeT" coobuieHMe O 3aBeplleHuu,
NPUOCTAHOBAIEHUN WAWN MPEKPALLEHUN KANHMUYECKOTO MUCCNen0BaHMA NEeKAPCTBEHHOro npenapata g
MeANUMHCKOTO NPUMEHEHMA B CPOK, HE MPEBbILLAIOWMNI NATU Paboumx gHEN CO AHA ero nosyyeHus, B
YCTaHOBJIEHHOM UM MopAAKe.

10. YNONHOMOYEHHbIN denepanbHbll OpraH MCMOAHUTENbHON BAACTM OCYLLECTBNAET BeAeHue
peecTpa uccnegosaTenei, NPoOBOAALLMX UAN NPOBOAUBLUMX KNIMHUYECKME NUCCNe0BaHMA NEKAPCTBEHHbIX
npenapaToB ANA MeAWUMHCKOrO NPUMEHEHUA, B COOTBETCTBUM C YTBEPXKAEHHBIMW MM NpPaBUAAMU U
pasmellaeT ero Ha ceoeM oduuManbHOM canTe B ceTn "MHTepHeT" B YCTAHOBAIEHHOM MM MOPSAKe.
YKa3aHHbIN peecTp coaepXuT HGOPMaUMIo, NPeayCMOTPEHHYIO NMYHKTOM 3 4acTu 8 HacToALLEeN CTaTbu.

11. OtyeTr 0 pe3ynbTaTax KAWMHUYECKOrO MCCAen0BaHWA NeKapCTBEHHOro npenapata Ana
MeaMNUMHCKOro NPMMEHEHNA COCTAaBNAETCA OpraHM3aumnen, ykasaHHoM B YacTu 3 cTaTbM 38 HacToALWwEero
depepanbHOro 3aKoHa, M NpPeacTaBAAeTCA B YNOJHOMOYEHHbIN deaepasibHbIi OpraH UCMOAHUTEIbHOMN
B/1ACTU, BbIAABLUMIA paspelleHne Ha NpoBeAEeHMEe 3TOro UCCAefOBaHWUA, B CPOK, HE NPEeBbILLAMOLLAIA
ABeHaauaTn mecALeB CO AHA ero 3aBeplleHndA, NMPUOCTAHOBAEHUA WAWN MNpPeKpalieHua, B NopaakKe,
YCTAHOB/IEHHOM YNO/JIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTEIbHOM BAACTMU.

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

12. HapyuweHue npaBun HagnexKaweh KAMHUYECKOM NPaKkTUKK, danbCcudpuKaums pesynbTaTos
KAMHUYECKOTO MCCNef0BaHUA NEKAPCTBEHHOMO Npenapata Ana MeAMUMHCKOrO NPUMEHEHUA BAEKYT 3a
co06011 OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOZATENbCTBOM Poccuiickon deaepaumm.

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

13. TMpuv npoBeAeHUM KAMHUMYECKOTO WCCAefOBaHMA NIEKAPCTBEHHOrO npenapata  Ans
MeANUMHCKOTO NPUMEHEHUA AOMYCKaeTca 3abop y nauMeHToB 6uMosiormyeckmx matepuanos (o6pasupbl
OMONOTMYECKUX  HKUOKOCTEN, TKAHEMN, CEeKPETOB W MNPOAYKTOB KM3HEAEeATENIbHOCTM 4YesloBeKa,
$OU3MONOTNYECKUX U MATONOTMYECKUX BbIAENEHUI, Ma3KoB, COCKOOOB, CMbIBOB, MWUKPOOPraHW3MOB,
61ONCUiiHbIN MaTepuan) ana ux usydeHmna B Poccuiickoit deaepaumm u (unm) 3a npegenamm Poccuinckoi
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyio depepaunto 1 BbiBO3a 3a npeaenbl Poccuiickon Pepepaumm
bunonornyeckmx MaTepunanos, NOJIly4YeHHbIX npu nposengeHuUn KINHUYEeCKOoro nccnenoBaHuA
JIeKapCTBEHHOro npenapaTta Agas MegULMHCKOrO MPUMEHEHUs, ycTaHasauBaeTcs [1paBUTENbCTBOM
Poccuitckoin Pepepaumn.

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

Cratba 41. Jorosop o npoBefeHUN KANHUYECKOro UccaeaoBaHUA NeKapCTBEHHOro npenapara
Ana meagnunHCKoOro npymeHeHuA

1. KaMHnyeckoe uccnepoBaHMe NeKapCTBEHHOro npenapata 4na MeAUUMHCKOro npumeHeHua
nposoauUTCA B COOTBETCTBUN C A0IrOBOPOM O nposeaeHUn KIMHNYeCKOro nccnenoBaHnA 1eKapCcrBeHHOoro
npenapata Ana meaunumHCKOro npuMeHeHuA, 3aK/lo4YaemMbiM MexXay opraHmsaumeﬁ, I'IOﬂy‘-IMBLLIeﬁ
pa3pewieHne ynosHOMOYEHHOTO cbe,a,epaanoro OpraHa WCMNONIHUTENIbHOM BNacTU Ha opraHunsauuto
nposeaeHMA TakKoro mccnenoBaHumAa, m Me,EI,MLI,VIHCKOVI OpFaHM3aHMEﬁ, OCVLLI,GCTBI'IFHOLLI,eﬁ nposeageHune
TAaKOro nccnegoBaHuA.
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2. l£|,OI'OBOp O nposeaeHUn KANHUYECKOro wuccnengoBaHMA NEeKapCTBEHHOro npenaparta AanAa
MeONLNHCKOIO NpuMeHeHNA OO0TXKEH COAEPHKATb!

1) yCcnosuAa n CPpoKM nposegeHNA AaHHOIo nccnenoBaHuA,

2) onpegeneHune obuieit CTOMMOCTM MPOrpaMmbl AAaHHOTO UCCAEA0BaHMA C YKa3aHWeM CYMMbl,
npegHasHavalolLeinca Ans BbinaaT uccaeaoBaTensamM, COMccneaoBaTensam;

3) onpeaeneHme Gopmbl NPeACTaBAEHUA PE3yNbTaTOB AAHHOMO UCCAeA0BaHUA B YNONHOMOYEHHbIM
denepanbHbIi OpraH UCMOIHUTEIbHOM BNACTMU.

CtaTtba 42. duHaHcOBOe obecneyeHne KIMHUYECKOro UCcieA0BaHUA 1IeKapCTBEHHOro npenapara
ANA MeAULUHCKOro NpUMeHeHuUs

duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnengoBaHMA NEKaApCTBEHHOrNoO npenaparta  AanAa
MeaNUNHCKOIo NnpuMmeHeHNA OCYLLLECTB/IAETCA 3a CHET:

1) cpeacts denepanbHoro broaxeTa;

2) cpeAacTB OpraHMsaumii, NOAYUYMBLUMX PaspelleHne Ha OopraHM3auuio NpoBeaeHnA AaHHOro
nccneaoBaHUA, B COOTBETCTBMM C YCNOBMSAMM A0roBOPa O ero NposeaeHnu;

3) MHbIX He 3anpelLleHHbIX 3aKoHOoAaTeNbCTBOM Poccuinickolt deaepalmm MCTOUHMKOB.

Cratba 43. lNpaBa NauMeHTOB, YYaCTBYIOWMUX B KINHUYECKOM UCCNef0BaHUUN NEeKapCTBEHHOro
npenaparta Ana meaguUUHCKOro npumeHeHua

1. YvyacTMe nMaumeHToB B K/JMHMYECKOM MCCAes0BaHUMU NeKapCTBEHHOrNo npenapata AnA
MeaNLNHCKOIo NpuMeHeHNA ABNAETCA [1,06|:)OBOJ'IbeIM.

KoHcynbTaHTlAKOC: NpumeyaHume.
C 01.01.2026 B a63. 1 4. 2 cT. 43 BHOCATCA U3MeHeHua (3 ot 30.01.2024 N 1-$3). Cm. byayuiyto
peaakumio.

2. MNMauneHT nan ero 3aKOHHbIN NpeacTaBUTENb [OMKEH ObiTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:

1) O NeKapCTBeHHOM nMnpenapate gna megunumHCKoro npmMmeHeHmAa U CywHOCTU KIMHUYeCKoro
nccnengoBaHMA 3TOrNro /IEKAapPCTBEHHOIO NpenaparTa;

2) 0 6e3onacHocTH NEeKapCTBEHHOrO npenaparta Ana mMeanumnHCKoro npumeHeHuA, ero O)-KVI,CI,E]EMOVI
3¢¢EKTVIBHOCTM N CTeNEHN PUCKaA ANA NAaUUEHTaQ;

3) 06 ycnoBMAX y4acTus NauueHTa B KIMHUYECKOM UCCNef0BaHNN NEKAapCTBEHHOTO NpenapaTa A
MeANLMHCKOTO NPUMEHEHUS;

4) O uenm unan uenax un npoaoiXuUTebHOCTU KANMHUYECKOro uccnenoBaHuMA 1€KapCTBEHHOIO
npenaparta ana meguuymnHCKoro npumeHeHuaA,

5) o AeilcTBuAX nauMeHTa B Caydae HenpeaBUAEHHbIX 3GPEKTOB BAUAHMA fIEKAPCTBEHHOrO
npenapara 418 MeAULMHCKOrO MPMMEHEHMWA Ha COCTOAHWE ero 340P0BbSA;

6) 06 ycnosmax obAsaTenbHOro CTpaxXxoBaHUA XNU3HN, 300pPOBbA NALUEHTAQ,

7) O TrapaHTUAax KOHd)MAeHLI,MaJ'IbHOCTM y4actna nauneHtTa B KJIMHUYECKOM WUccaenoBaHunm
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NNEKAPCTBEHHOTIO nNpenaparta Ana megnumnHCKoro npyuMmeHeHuA.

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.01.2026 4. 3 cT. 43 n3naraetcsa B HoBol pegakummn (®3 ot 30.01.2024 N 1-d3). Cm. byayLLyto
peaakumio.

3. [lo6poBo/ibHOE cornacue naumeHTa Ha y4actme B KAMHNUYECKOM UCCNeA0BaHNN NeKapCTBEHHOTIO
npenapata A8 MeAMULMHCKOrO NPUMEHEHWA MOATBEP)KAAETCA ero MOAMUCbI0 WAWU MOAMUCHIO ero
3aKOHHOrO npeacTasuTens Ha HPOPMaLIMOHHOM IUCTKE NaLMeHTa.

4. TMauneHT nnm ero 3aKOHHbIM npeacrtaBuTe/ib UMEET NPaBOo OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM
nccnegoBaHMM NeKapCTBEHHOrNo npenaparta ana MeauunuHCKOro npumeHeHuAa Ha noboi CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 B 4. 5 cT. 43 BHOCATCA M3MmeHeHus (D3 ot 30.01.2024 N 1-d3). Cm. byayLiyio peaakumio.

5. NpoBegeHNe KAMHUYECKOrO MCCAeAoBaHWUA NEeKapCTBEHHOro npenapata gas mMeguuuHCKOro
NPUMEHEHMA C y4aCTMeM B KauyecTBe MauUeHTOB AeTel AONyCKAaeTcs TOIbKO C COracua B NMMCbMEHHOWM
dopme ux pogutenei, ycbiHoBuTenen. et MoryT paccmaTpuBaTbCA B KayecTBe MOTEHLMabHbIX
NaLMeHTOB TaKoro UCC/Ie40BaHUSA, TO/IbKO €C/IM ero NpoBeAeHne HeobxoaMMOo ANA YKpenieHUs 340Pp0BbA
aeten unm NnpodUNakTUKMU MHOEKLUMOHHbBIX 3ab601€BaHNIM B AETCKOM BO3pacTe b0 ec/in Lenbio Takoro
nccnenoBaHUA ABAAETCA NOMyYEeHME AaHHbIX O Hauyylein 403MPOBKe NeKapCTBEHHOIO npenapaTta Ans
NleyeHuns aetei. B aTUX caydanx TaKOMy WCCAEAOBaHMIO AOOJ/KHO MpeawecTBOBaTb KAMHMYECKoe
nccnenoBaHWe NeKapCTBEHHOro npenaparta A1 MeAULMHCKOro NPpUMeHeHUA Ha COBepLUEHHONETHUX
rpa)gaHax, 3a WCKAIOYEHWEM CAyvyaeB, €CAM  UCCNeAyemMblit  NieKapCTBeHHbIM npenapat  Ans
MeANLNHCKOTo npumeHeHuA npeaHasHayeH NCKNOUYUTENBHO ana MCMNO/1b30BaHKA
HecoBepLlUEeHHONETHUMU rPpaXkaaHamMu.

(B pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3aI'IDELU,aETCF| nposegeHne KAMHUYECKOIo UCCNnengoBaHMA NEKAPCTBEHHOrNoO npenaparta AnAa
MeaNUMHCKOIo npumeHeHnA C yd4actnem B KayecTtee NallMeHTOB:

1) peteit-cMpoT 1 geTei, octaBmnxca 6e3 noneyeHusa poguTenei;

2) eHWMH B nepuos 6epemMeHHOCTM, MEeHLUWH B Mepuod rpyaHoro BCKapMAMBaHWA, 3a
WCK/IIOYEHNEM CNy4YaeB, eCciv MPOBOAMTCA KAMHMYECKOoe WCCaefoBaHMEe IeKapCTBEHHOro npenapara,
npegHasHaYeHHOro ANA YKa3aHHbIX KEHLMH, NPU YCI0BMM HEOBXOAMMOCTU NoayyeHna nHpopmaunm
TO/NIbKO BO Bpems MNPOBeAEHUA COOTBETCTBYHOLMX KAMHUYECKUX MCCNEAOBaHUM WM MPUHATMA BCex
HeobXoAMMbIX MEpP MO MCK/AIOYEHUIO PUCKA HAaHECeHWA Bpeaa MeHuMHe B nepuod 6epemeHHOCTH,
EHLMHEe B Nepuoa, rpyAHOro BCKapMANBAHUSA, NAo4y AN pebeHky;

3) BOEHHOCAYMKALWMX, 33 WCKAOYEHMEM C/yYaeB MPOBeAEHMA KAMHMYECKOro MUccnenoBaHua
NleKapcTBEHHOro npenapara, crneumanbHO pa3paboTaHHOro A1A MPUMEHEHMA B YCNOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauui, NPOPUNAKTUKM U JledyeHus 3aboneBaHU W NOpaKeHun,
NOJIyYeHHbIX B pe3y/bTaTe BO34eiCTBUA HE61aronpUATHbIX XMMUYECKMX, BUONOTMYECKUX, PaANALMOHHDBIX
¢daKkTopoB. KnanHuyeckoe ucciefoBaHWE TaKOro JIEKApPCTBEHHOIO MpenapaTta MOXKeT MPOBOAMTLCA C
yyacTMeM B KayecTBe MALMEHTOB BOEHHOCAYXKALLMX, 33 UCKIIOYEHMEM BOEHHOC/YKALLMX, NPOXOAALLNX
BOEHHYIO C/Y»K6Y Mo NpusbIBy, € cobaogeHnem TpeboBaHWiA, yCTaHOBNEHHbIX HacToAwMm PeaepanbHbIM
3aKOHOM B OTHOLUEHUW TPaXKAAHCKUX SInL,;

4) cOTpYAHMKOB NPaBOOXPaHUTE/IbHbIX OPraHoB;
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5) nuu, oTbbIBaOWMX HaKasdaHWe B MecTax ULEeHU cBoboAbl, a TakKe NnL, HaxogAaWmxca noga,
CTparkei B cneAcTBEHHbIX M30NATOPAX.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C 01.01.2026 B u. 7 cT. 43 BHOCATCA n3ameHeHua (®3 ot 30.01.2024 N 1-$3). Cm. byayLuyto pegakumio.

7. [onyckaeTcAa npoBefAeHWe KAMHWUYECKOro MCCAeA0BaHWA NeKapCTBEHHOro npenapaTta Aaa
MeAMLMHCKOro NPUMEHEHNA, NpeHa3HauYeHHOro A1A eYeHNa NCUXMYecknx 3abonesaHunii, C yyacTuem B
KayecTse NauMeHTOB /ML, C NCUXMYECKMMM 3a601eBaHMAMMU, MPU3HAHHbIX HeAeecnocobHbIMU B MOPAKeE,
YCTaHOB/IEHHOM  3aKoHogaTesnbcTBOM  Poccuiickolt  degepaumn.  KnanHuyeckoe  uccnefsoBaHue
NleKapcTBEHHOro npenapaTa B 3TOM C/lyyae NPOBOAMTCA MPU HaUUYUKU COFNacua B NUCbMeHHoW dopme
3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX 1L,

Ctratba 44. 06s3atenbHoe CTPaxOBaHME KWU3HW, 340POBbA MNaLMEHTa, YYacTBYIOLLEro B
KJMHUYECKOM UCCIeA0BaHUM JIEKAapPCTBEHHOrO Npenaparta gna MmeguuMHCKOro NPUMEHeHuUs

(8 pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauma, NONYYMBLUAA paspelleHne Ha OpraHu3aumio MpoBeAeHUA KAMHUYECKOro
nccnefoBaHNA NEKapcTBEHHOro npenapaTta ANa MeAMUMHCKOro npumeHeHus, obAsaHa B KayecTse
CTpaxoBaTeNd CTPaxoBaTb PUCK MPUUMHEHWA Bpeda MW3HW, 3[0POBbI0 NaUMeHTa B pesyabraTe
npoBeeHNa KNIMHUYECKOro UCCNeA0BaHNA 1eKapCTBEHHOIO npenapaTta N8 MeANLMHCKOro MPUMeHeH1s
3a CBOW CYET MyTem 3aK/o4eHNs JoroBopa 06a3aTe/IbHOro CTPaxoBaHMs.

2. O6bekToM 0653aTENbHOTO CTPaxoBaHMA ABAAETCA WMMYLLECTBEHHbIA WHTEpec naumeHTa,
CBA3AHHbIN C NPUYNHEHNEM BPEAA Er0 XKU3HU UAN 340POBbIO B pPe3y/bTaTe NPOBEAEHUA KAMHNYECKOro
nccneao0BaHMA NEKapCTBEHHOrO npenapara 41a MeaMLMHCKOro MPMMEHEHMS.

3. CTanOBbIM Cniydaem no aorosopy obna3aTenbHOro CTpaxXoBaHMA ABNAETCA CMepPTb NalMeEHTa NN
yXyglweHue ero 340poBbA, B TOM HMCNE BIEKYLLEE 3a coboli YCTaHOB/NEHUNE MHBAaNNOHOCTHU, NPUN HaAN4Ynun
I'IpMHMHHO-C/'IEACTBEHHOVI CBA3N MmexXay HactynaeHmem 3Toro cobbiTna u ydyactmem nauueHTa B
KIMHNYECKOM UCCnegoBaHUMN NeKapPCTBEHHOTO Npenapara.

4, TpE6OBaHVIF| O BO3meweHunn Bpeda, NPUYNHEHHOTo XWU3HU WUAKN 340pPOBbHO NaUMeHTa,
npeabABNAKTCA B TeyeHwne CpoKoB NCKoBOM AaBHOCTHU, YCTaHOBNEHHbIX rpaxXgaHCKMm
3aKOHO4ATe/NIbCTBOM.

5. Pazmep cTpaxoBoi BbINAaTbl N0 fOroBOpPY 0643aTeNbHOMO CTPAaXOBaHWUA COCTaBAAET:

1) B cnyyae cMepTu NaumeHTa Aga MUAAMOHA py6aeit Ha Kask4oro nauueHTa, y4acTBOBABLUEMO B
KJMHUYECKOM UCCAef0BaHNM IeKapCTBEHHOMO NpenapaTa;

2) Npu yxyALleHnn 340P0BbA NaLMEHTa:

a) nosnekwem 3a coboli ycTaHOBAEHME UHBANUAHOCTM | Fpynnbl, OAUH MUAMOH NATLCOT ThbiCAY
pybneid Ha KakOoro nauMeHTa, y4acTBOBaBILUErO B K/JAMHWYECKOM WCCAeA0BaHWW NEKAPCTBEHHOMO
npenapara;

6) nosnekwem 3a coboit ycTaHoBAeHWEe MHBanuMAHoctu Il rpynnbl, ogMH MUANMOH pybneit Ha
Kak40ro naumeHTa, y4acTBOBABLLErO B KIMHUYECKOM UCCe40BaHNM IeKapCTBEHHOIo Npenapara;

B) nosfekwem 3a coboli ycTaHoBAeHWe MHBanuaHoctu |l rpynnbl, NATbCOT TbicA4Y py6aeit Ha
KaXk4oro naumeHTa, y4acTBOBaBLLEro B KNMHNUYECKOM UCCNeA0BaHNN NEKaPCTBEHHOrO Npenapara;

r) He noBneKLwem 3a coboi yCTaHOBNEHNA NHBAANAHOCTU, He 6osiee Yyem TpUCTa Tbicad pybneit Ha
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KaK[0ro naumeHTa, y4acTBOBaBLUEro B KAIMHNUYECKOM UCC/IeA0BaHNKN IeKapCTBEHHOro npenapaTa, ucxoan
M3 HOPMaTMBOB, OTPAXKAIOLWIMX XapaKTep M CTeneHb NOBPEeXAeHWUA 340PO0BbA, a TaK¥e (aKTUYecKu
NOHEeCEHHbIX NAaLMEHTOM PacxoAoB, Bbi3BaHHbIX MOBPEXAEHUEM 300P0BbA, Ha MEANLMUHCKYIO MOMOLLb,
npuobpeTeHne NeKapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 utona 2015 roga. - PeaepanbHbiii 3aKoH oT 22.12.2014 N 429-$3.

7. Cpok gorosopa 0653aTeNbHOro CTPaxoBaHWA He MOXKeT 6biTb MeHee, YeMm CPOK NposeaeHUs
KJIMHUYECKOT0 UCC/Ie0BaHNA IeKapCTBEHHOro npenapara.

8. YcnoBua poroBopa 06sA3aTeNIbHOTO CTPaxoBaHMA, B TOM YMC/Ae CTPaxoBble Tapudbl No
06s3aTeIbHOMY CTPaxXxOBaHWIO, NepeyYeHb HeobXoAMMBbIX LOKYMEHTOB A1 OCYLLECTBIEHUA CTPAXOBOWM
BbINAaTbl, MOPAAOK YCTAaHOB/NEHWA CTpaxoBaTesfem WHAMBMAYAJbHOIO MAEHTUPUKALMOHHOIO KoAaa
nauueHTa, NopaaoK MHGOPMMPOBAHUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBJIEYEHHbIX K KIMHUYECKOMY
NCCNef0BaHUIO NEKAapPCTBEHHOMO npenapaTta Ana MegMUMHCKOrO NMPUMMEHEHWUs NaumeHTax, nopaaok
ynnaTbl CTPAaxoBOM NpemMuu, NopsaoK peannsaumm onpeaeneHHbix HacToawmnm degepanbHbiM 3aKOHOM
n apyrumn denepanbHbiMM 3aKOHaMM NpaB M 06A3aHHOCTEM CTOPOH MO A0roBopy 06a3aTesbHOro
CTPaxoBaHMA, a TaKKe HOPMAaTUBbLI, OTPa’KalolWMe XapaKTep W CTeneHb MNOBPEXAEHMSA 340p0BbA,
yCTaHaB/IMBAIOTCA TUMOBLIMM NPaBUIammM 06A3aTeNbHOro CTPaXxoBaHuMA.

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

9. B c/lyyae NnpuUYMHEHMA BPeaa U3HU NaLMeHTa, y4acTBOBABLUIErO B KNIMHUYECKOM UCC/Ief0BaHNm
NeKapCTBEHHOro npenapata, Bbirogonpuobpertatensimm MNo Aorosopy 06A3aTe/IbHOTO CTPaxoBaHMWA
ABNAIOTCA rpax{faHe, MMelLMe MpPaBo Ha BO3MELLEHME Bpeda B CAy4ae CMEPTM KOPMWbLA B
COOTBETCTBUM C rpakAaHCKMM 3aKOHOAATE/IbCTBOM, NPU OTCYTCTBUM TaKMX FpaxkaaH - poAUTe N, Cynpyr,
[eTW yMepLIero nauueHTa, y4acTBOBaBLIEro B K/IMHUYECKOM MCCAeA0BaHNM IeKapCTBEHHOTO rnpenapara,
B C/lyyae CMEPTM NaLMeHTa, y4acTBOBABLLEro B KAMHUYECKOM UCCNEA0BaHMN IeKapCTBEHHOTO npenapara
M HE MMEBLUEro CaMOCTOATE/IbHOTO A0X0Aa, - rPpaxaHe, Ha WMKAMBEHMM KOTOPbIX OH HaxoAwmcA, B
OTHOLIEHMM BO3MELLEHMA PacXofoB Ha norpebeHue nauMeHTa, Y4acTBOBaBLIETO B KAMHUYECKOM
nccneao0BaHUM IEKapCTBEHHOro Npenapara, - ML, MOHEecLIee TakmMe pacxoapl.

10. CTanOBaH BbiNaaTa B CYET BO3MeWweHunA Bpeda, MNPUYNHEHHOTo XKWU3HWU NaUUEHTa,
y4acTBOBaBLWero B K1IMHN4YECKOM UCCNeNOBAaHNUN NEKAPCTBEHHOIO nNpenaparta, pacnpeaenaerca mexay
BblfOAOI‘IpMO6pET3T€/’IﬂMM nponopunoHasibHO UX KONMYECTBY B PaBHbIX A0NAX.

11. Mpu HacTynaeHMM CTPAXOBOTO C/y4as NaLMeHT, y4acTBOBaBLUMNI B KIMHWUYECKOM UCCNea0BaHUM
NIEKapCTBEHHOTO  npenapaTa, BbiIrogonpuobpeTtatesib  BMpaBe MpPeAbABUTb  HEMOCPenCcTBEHHO
CTPaXoBLLMKYy TPebOBaHME O BO3MELLEHUWN MPUYMHEHHOTO Bpeaa. CTpaxoBas BbiMN/iaTa OCyLLEeCcTBAAETCA
CTPaxXOBLLMKOM B TEYEHME TPMALATU AHEN CO AHA NPeAcTaBAeHNs HeOHX04MMbIX LOKYMEHTOB. [MaymeHT,
Yy4YacTBOBABLUMI B KIMHUYECKOM UCCIeL0BaHMM IEKAPCTBEHHOTO Npenapara, v BbirogonpuobpeTatesnb
06A3aH COOOWMTbL CTPAXOBLUMKY ANA OCYLLECTB/NEHMA CTPaxoBOW BbINAATbl  MHAWMBUAYANbHbIN
NOEHTUOMKALUMOHHDBIA KOZ MNaLMeHTa, YCTaHOB/EHHbIA CTpaxoBaTe/leM B COOTBETCTBMM C TUMOBbIMMU
npasuaamm 0b6A3aTe/IbHOrO CTPAXx0BaHMs.

12. [Jo nonHoro onpepeneHnAa pasmepa nogsexawero BO3MELWEHUIO Bpeaa CTPaxoBWMK NO
3aAB/IEHUIO NAUMNEHTa, y4aCTBOBaBLWIEro B KAIMHNYECKOM NUCCNENO0BAaHNN NEKAPCTBEHHOIO nNpenapaTta, naun
3aAB/sIEHUNIO BbII'OLI,OI'IpMO6peTaTe}'IH Bnpase OCyLW,eCTBUTb YaCTb CTanOBOVI BbIN/1aTbl, COOTBETCTBYIOLLYIO
d)aKTM‘-IECKM onpep,eneHHoﬁ 4aCT NPUYNHEHHOTO Bpeda.

13. CTanOBaFI BblM1aTa B COOTBETCTBUM C A4OTOBOPOM obnasaTenbHOro CTpaxoBaHUA OCyLecTBiAETCA
HE3aBUCMMO OT BbIN1aT, NPUYNTAOWNXCA MO APYITMM BUOAM CTPaxXxOBaHUA.

14. He AOoNyCKaeTca ydactMe naumeHta B NnpoBeaeHuUn KAMHUYECKOro wmccienoBaHuA
NNEKAPCTBEHHOIO nNpenaparta npu oTCyTCTBMUKM A0TrOBOPA obAsaTenbHOro CTpaxoBaHUA.
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15. KOHTpO/b 3a MCMOJHEHMEM OpraHu3auuen, MNosyyMBLIEN paspelleHWe Ha OpraHM3aLMmio
NPoBeAeHNA  KJAMHUMYECKOrO MUCCNeAO0BaHUA  NIeKapCTBEHHOrO Mpenapata  Ans  MeaWLMHCKOro
NPMMEHEHWA, YCTAHOBJEHHOM HAcToAWEN cTaTbeit 06sf3aHHOCTM MO 06sA3aTe/IbHOMY CTPaxO0BaHWIO
M3HM, 3[0pOBbA NaLMeHTa, y4yacTBylolwero (y4yacTBOBaBLUEro) B K/JAMHWYECKOM MCCNeA0BaHUU
NeKapcTBEHHOTO  npenapaTa,  OCYWECTBAAETCA  YNOJHOMOYEHHbIM  deAepanbHbiM  OpraHoOm
WCMONHWUTENbHOW BNACTM, Bbl4ABWMM paspelleHMe Ha MPoBeAEeHWE KAMHUYECKUX UCCNefoBaHMiA
NeKapcTBEHHbIX NPenapaToB 418 MegUUMHCKOTro NPUMEHeHUs.

Fnasa 8. MPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

Cratbsa 45. NMpon3BoACTBO IeKapCTBEHHbIX CPeACTB

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.03.2026 u. 1 cT. 45 nsnaraetca B HoBon pegakumm (3 ot 31.07.2025 N 304-d3). Cm. byayLLyto
peaaKkuuio.

1. Mpoun3BOACTBO JIEKAPCTBEHHbIX CPEACTB [AO/KHO COOTBETCTBOBATb TPebOBaHMAM MNpaBun
Hag/NeKallel npou3BOACTBEHHOW MPAKTUKK, YTBEPKAEHHLIM YNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM MCNONHUTENIbHOW BiacTU. OcOBeHHOCTU nepexoaa NpPoM3BOACTBA OTAE/bHbIX IEKAPCTBEHHbIX
CPeACTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NPaBUA HaA/1exKallei NPon3BoACTBEHHOM
NpakTUKM ycTaHaBamsatotca [pasutenbctBom Poccuiickon degepaumun. Bbligaya 3ak/alo4eHM O
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB  TpeboBaHWAM MpaBUA  HaA/iexKallein
NPOW3BOACTBEHHOM MPAKTUKM OCYLLECTBASETCA MO pe3y/ibTaTaM MHCNEKTUPOBAHWA MpoM3BOAUTESNEN
JIeKapCTBEHHbIX CPeACTB B MopsAAKe, ycTaHoB/eHHOM MNpaBuTtenbcTtBom Poccuiickolt ®eaepaumm. Pasmep
NiaTbl 33 BblAayy 3aK/IOYEHUA O COOTBETCTBMM NPOU3BOAUTENSA IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
npaBua HagnexKalwelh npousBOACTBEHHOM MPaKTUKW ycTaHaBauBaeTca [lpasutenbctBom Poccuiickol
depepauun. NMopaaok opraHM3aunn U NPOBEAEHMA MHCMIEKTUPOBAHNA NPOM3BOAUTENEN IEKAPCTBEHHbIX
CpeAcTB Ha CoOTBeTCcTBME TpeboBaHMAM NpaBMA  Hag/lexalwel npou3BOACTBEHHON MPAKTUKK
ycTaHaBnmBaetca MNpasutenbctsom Poccuiickon deagepauum.

(B pea. PepepanbHbix 3aKoHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-$3, 01 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 cT. 45 gononHsetca y. 1.1 (®3 o1 31.07.2025 N 304-d3). Cm. byayuiyto pedakLumio.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 u. 2 cT. 45 nsnaraetca B HoBoW pegakumm (3 ot 31.07.2025 N 304-d3). Cm. byayLLyto
peaakumio.

2. [MMpou3BOACTBO NEKAPCTBEHHbIX cpeact8 B Poccuiickon Depepauum  ocyuiectBaseTca
NPou3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MMEIOLWNUMWN NLEH3NIO Ha NPOU3BOACTBO NEKAPCTBEHHbIX
cpencte. lMoateeprKAeHME COOTBETCTBMA AMLEH3MATA NpaBuMAaM Hagjexalwein NpouM3BOACTBEHHOM
NMPaKTUKN OCYLLECTBAAETCS B PaMKax JULLEH3MOHHOIO KOHTPO/IA B COOTBETCTBMMU C 3aKOHOAATE/IbCTBOM
Poccuitckoit Pepepaumm ¢ yueTom 0CO6EHHOCTEM, YKa3aHHbIX B YacTh 1 HAacTosLWwen CTaTbM.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-d3)

2.1. Ina uenei NMLEH3NPOBAHUA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB A8 MEeANLMNHCKOro
NPUMEHEHMNA U MHCNEKTUPOBaHUA Cy6bHEKTOB 0bpallleHUA NIeKapCTBEHHbIX CPeACTB Ha COOTBETCTBUE
TpeboBaHMAM  nNpaBua  Hagiexkawehn MPOM3BOACTBEHHOW  MPaKTUKM  deaepanbHbiii  opraH
WCMONHWUTENbHOMW  BAACTW, OCYLECTBAAWIMA  rOCYAapCTBEHHYIO  PerncTpauuio  eKapCTBEHHbIX
npenapaTtos AN MeAULMHCKOrO NpUMeEHEeHNs, NpeaocTasnseT peaepanbHOMY OpraHy UCMOAHUTEbHOM
BNACTW, ocyllecTeasowemy deaepanbHblil roOCyAapCTBEHHbIN NULEH3NOHHbIA KOHTPOAb AeATeIbHOCTU
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no NPoun3BoACTBY NNIEKAPCTBEHHbIX CPencTB ANA MeEOULMHCKOToO NPUMEHEHUA, MO €ro 3anpocy B paMKax
mexXBegoMCTBEHHOTIO VIH(I)OpMaLI,MOHHOI'O BBaMMO,ﬂ,eﬁCTBMH B nopAaake, yCTaHOBJIEHHOM d)e,u,epaanblM
opraHom NCNONHUTENbHOM BNacCTu, oCywecTBAloWMM TNLEH3NPOBAHNE NPON3BOACTBA IEKAPCTBEHHbIX
cpeacrts ana mMeguuUUMHCKOro npumMeHeHuAa, wu d)e,u,epaanblM opraHom WUCNONHUTEIbHOM BNacTtu,
OCylwecTBNAWMM TOCYAapPCTBEHHYHO PErncTtpaunto NeKapCrtBeHHbIX NpenapatoB AnAa mMeauunHCKOro
npunmeHeHunAa, cnegyrowme ceeaeHnAa O NeEKApPCTBEHHbLIX CpeacTBax (B TOM 4Yucne B cnyyae, eCam Takume
cBegeHnA COCTaBNAKT KOMMEPYECKYHO TaﬁHy):

1) B oTHOLLEHUM PapMaLLeBTUYECKOM cybcTaHUMK UK dapmaLeBTUYEeCKMX CybcTaHUMA, BXOAALLMX
B COCTaB JIeKapCTBEHHOro npenapara (3a ucknrveHnem GpapmaL,eBTUUECKUX CyBCTaHUUI, BKIOYEHHbIX B
roCyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeacTB B COOTBETCTBMM CO CTaTber 34 HacToALllero
denepanbHOro 3aKoHa):

a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUK, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHOBaHMe 1 aapec NPoU3BOAUTENS;

B) TEXHONOMMA Npon3soacTtea C onncCaHnem CTap,Mf;I npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaanAX NpounsBoacCTBa;

r) onucaHune paspaboTKu nNpolecca NPoOn3BOACTBaA;

[) ONMcaHne KOHTPOS KPUTMYECKUX CTaaui NPON3BOACTBA U NMPOMENKYTOYHOM NPOoAyKLUU;
€) AOKYMEeHTaIbHOE NoATBepXKAeHME (BaMAaaLma) NpoLLEeCCOB U (MK) NX OLLEHKaS;

) CBOMCTBa U CTPYKTYpa ACTBYIOLLMX BELLECTS;

3) XapaKTepucTMKka npumecei;

n) cneumdurKauma Ha bapmaLeBTUYECKYIO CybCTaHLMIO M ee 0B6OCHOBaHME;

K) aHanuTUYeckMe MeTOOMKM, WCMOJIb3yeMble MpU  OCYLLECTB/IEHUM KOHTPOAA KayecTBa
dapmaLeBTMUYECKON cybCcTaHUMU;

I'I) AOKYMeHTa/IbHOE noaTrBepxaeHue (BaﬂMAaLl,VIFI) dHa/IUMTUYECKNX METOAUK, UCNOJIb3yeEMbIX MNMPU
OCyLWeCTB/IEHNN KOHTPONA Ka4YeCTBa (bapMaLl,F_‘BTMLIECKOﬁ Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaNU3a cepuit papmaLeBTUYECKOM cybCcTaHLmMK;

H) nepevyeHb CTaHAAPTHbIX O6pa3LI,OB UAn BeLecTs, NCNOJIb3yeMbIX NMPU OCYyLEeCTB/IEHUN KOHTPONA
KayecCTBa,

0) onucaHue XapaKkTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUanoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabUAbHOCTU dpapMaLLEBTUUYECKON CyBCTaHUNM;
p) CPOK rogHoCTY;

2) B OTHOWEHUN d)apMaLl,eBTVl‘-IECKMX CY6CTaHLI,V|f;1, BXOo4ALWNX B COCTaB NIEKAPCTBEHHOTO Npenaparta
N BKZIKOYEHHDbIX B FOCVAapCTBEHHbIVI peecTp neKapCrBeHHbIX Cpeancrs B COOTBETCTBUU CO cTatben 34
HaCToALWEero (Dep,epaanoro 3aKOHa:

a) HaumeHoBaHKe dpapmaLeBTUYECKOM cybCcTaHLMM, ee CTPYKTypa, obLue CBOICTBa;
6) HanmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHaM3a cepuii bapmaLeBTUYECKON cybcTaHumu;


https://login.consultant.ru/link/?req=doc&base=RZR&n=483439&dst=100013

r) cpoKk rogHocTy;
3) B OTHOLLEHUWN NEeKapCTBEHHOTO NpenapaTa A1A MeANLUHCKOro NPUMeHeHnA:
a) onucaHMe 1 CoCcTaB NeKapcTBEHHOIO NpenapaTa 414 MeANLUHCKOro NPUMEHEHUS;

6) onucaHMe dapmalLeBTUYECKO pa3paboTkn (obocHoBaHWe BblIbOpa cOCTaBa, MNEPBUYHOWN
YNaKOBKW);

B) TeXHONO0rmA Npon3sBoacTea C onnMcCaHnem CTaLI,VII‘/‘I npon3sBoAacTBa U MeTOA0B KOHTPO/1A Ha BCeX
CTaamnAxX NnponsBoacCTBa;

I') OnncaHme KOHTPOAA KPUTUYECKUX CTaAMVI npouecca npoussoactea u npomemyTquoﬁ
npoayKuMK;

[) HaMmeHoBaHMe U aApec MecTa OCYLLLEeCTB/IEHUA NPOU3BOACTBA SIeKAPCTBEHHOrO NpenapaTta aaa
MEAULIMHCKOTO MPUMEHEeHUs (B C/ayvyae Ha/MYMA HECKO/IbKMUX Yy4aCTHMKOB npolecca MNpou3BoACTBa
YKa3blBaeTCA KaXKAbli U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKK;

3) maTepuanbHbiil 6anaHc 4nA NPOU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XxapakTepPUCTUK M CBOMCTB YNaKOBOYHbIX MaTepuanioB 1 YKYNOPOUHbIX CPECTB;

K) AOKYMeHTaNbHOe NoATBepKAeHWe (Baanaaumns) NpoL,eccos NpomMsBoACcTBa U (MK) NX OLLEHKa;
n) TpeboBaHMA K KauyecTBy BCNOMOraTe /IbHbIX BELLECTB;

M) dHaIUTU4YECKNEe MeToanKn, wucnosblyemble MNpn OCYyWECTBIEHNUN KOHTPO/IA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOOKYMEHTa/ZIbHOE noAaresepXageHne (Banmp,au,vm) dHA/INTUYECKNUX METOAUK, NCMONTb3YyEMbIX NMPU
OCyLWLEeCTBNIEHNN KOHTPO/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELWLECTB,

O) VIHd)OpMaLI,VIﬂ 06 MCNo/Mb30BaHMM BCMOMOTraTENbHbIX Belects 4yenoBe4vyeCKoro n XuMBOTHOIO
NPOUCXOXKAEHUA,

I'I) VIHd)OpMaLI,VIﬂ 06 MCNoNb30BaHMM HOBbIX BCMOMOraTebHbIX BeLlecTs,

p) TpeboBaHMA K KayecTBy /IeKapCTBEHHOro npenapata A1A MEeAMUMHCKOTO MPUMEHEHMUSA
(cepTnduKaT, cneundmKkauma Ha NeKapCTBEHHbIN NpenapaT U nx 060CHoBaHUE);

C) dHaIUTU4EeCKne MeToauKHn, ucnonblyemble nNpuM OCyWEeCTBIEHUN KOHTPONA Ka4decCTBa
NNeKapCTBEHHOrO nNpenaparta AnAa megnumHCKOro npuMmeHeHua,

T) AOKYMeHTalbHOe NoATBepKaeHune (Banngauma) aHaAUTUYECKUX METOAMK, UCNOJIb3yeMbiX Npu
OCYLLECTB/NIEHNN KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenaparta AN MeAULUMHCKOro NpUMeHeHus;

Y) pe3ynbTaTbl aHa/IM30B Cepuii IEKAPCTBEHHOTO NpenapaTa A/1A MegULUMHCKOro NPpUMeHeHUs;
) XxapaKkTepucTMka npumecer;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNONb3yeMblX MPU OCyLLECTBNEHUN KOHTPONA Ka4decCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megnumHCKOro npunMmeHeHuna,



L) AaHHble 0 CTabUNbHOCTU IEKAPCTBEHHOO NpenapaTta 4158 MeANUUMHCKOro NpUMEHEHMUS.
(yacTb 2.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. MpoM3BOACTBO /IeKapCTBEHHbIX CPeAcTB ocylecTBaseTca ¢ cobaogeHnem TpeboBaHUi
NPOMbILLNEHHOIO PernameHTa, KOTOPbI yTBEPKAAEeTCA PYKOBOAUTENIEM NMPOU3BOANTENA NEKAPCTBEHHbIX
cpefcTB W BKAOYaeT B cebs nepevyeHb UCNOAb3yeMblXx (apmMaueBTUYECKMX cybcTaHuMii U
BCMOMOraTe/ibHbIX BELUECTB C YKa3aHMeM KOAMYEeCTBA KarKAoro M3 HUX, AaHHble 06 UcCnosiblyemom
obopyaoBaHUKM, OMNUCaHME TEXHONOrMYECKOro mnpouecca WM MEeTOoA0B KOHTPOAA Ha Bcex 3Tanax
NPOV3BOACTBA IEKAPCTBEHHbIX CPEACTB.

4. Npu NPON3BOACTBE JIEKAPCTBEHHbIX MPENapaToB 419 MeAULMHCKOro MPUMEHEHUS UCNOb3YHOTCA
dapmaueBTUyeckne cybcTaHUMM, CBeOEeHMA O KOTOPbIX COoAeprKaTcA B rocyfapCTBEHHOM peecTpe
JIeKApCTBEHHbIX  CPEeACTB  A18  MEeOMUMHCKOro  NpUMeHeHus U (uaM)  eamMHOM  peecTpe
3aperncTpUpPOBaHHbIX IEKAPCTBEHHbIX cpeacTB EBPa3snincKoro aKOHOMMYECKOTo COH03a, 33 UCK/I0YEHMEM
dbapmaLeBTMUYECKUX cybCTaHLMIA, NPOU3BOAMMbIX AN NPOBEAEHUA KIMHUYECKUX UCCaeaoBaHuii u (unu)
ans  3skcnopTta. Mpu npous3BoACTBE J/IEKAPCTBEHHbLIX CPeACTB ANA BETEPUMHAPHOrO MPUMEHEHUS
Ncnob3ytoTca papmaueBTUYeckne cybcTaHUMKM, CBEAEHWUS O KOTOPbIX COAEPKaTCA B roCyAapCTBEHHOM
peecTpe NIeKapCTBEHHbIX CPEACTB ANA BETEPUHAPHOIO NPUMEHEHUS, U (Mn) rocyaapCcTBEHHOM peecTpe
JIEKApCTBEHHbIX CPEACTB  ANA  MEeAMUMHCKOro  NpuUMeHeHus, wu  (uan) eguHom  peectpe
3aPEerncTPUpPOBaHHbIX BETEPUMHAPHbIX JIEKAPCTBEHHbIX MpenapaTtoB EBpPasMiiCKOro 3KOHOMMUYECKOro
coto3a, U (MNM) eaMHOM peecTpe 3aperncTpMpOBaHHbIX NEKAPCTBEHHbIX cpeacTB EBpasuiickoro
3KOHOMWYECKOro COlo3a, 3a WCKA4YeHMeM dapmaueBTUYECKMX CybCTaHUMA, MNPOU3BOAMMbBIX ANA
NpoBefEeHNA KAMHUYECKMX uccnegoBaHuin u  (Mnu) ana akcnopTa. K npoueccy npousBoacTsa
dapmaLeBTMUYECKOWN CyBCTaHLUMM OTHOCATCA Ntobble CTaAMKM TEXHOOMMYECKOrO NpoLecca, No3sostowme
MOJIyYUTb FOTOBbLIN MPOAYKT, COOTBETCTBYIOWNIM TpeboBaHMAM dapmMaKonemHon ctaTbM, B TOM 4ucie
dbepmeHTaums, IKCTPaKLMA, OYUCTKA, Bblae/IeHUe, NepekpuCcTanIn3anms, BbicyluMBaHUe, U3Me/bYeHUe.
B cnyyae HeobXxogMMOCTM MCNONBL30BaHMA 3TMAOBOFO CNMPTa, B TOM uucie dapmaueBTUYECKo
cybCcTaHUMM chnvpTa 3TMOBOro (3TaHoMa), NpU NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTse
OEeWCTBYIOLLEro U (M1n) BCMOMOraTe/IbHOrO BELLECTBA, a TaKKe B MHbIX TEXHO/IOTMYECKUX LeNAaxX AO/KHA
6bITb UCMONb30BaHa TONbKO hapMaLleBTUYEeCKas CybCcTaHLUMA CnMpTa 3TUI0BOTO (3TaHoN).

(8 pen. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, ot 27.12.2019 N 481-
®3, 071 24.07.2023 N 341-93)

4.1. MepeyeHb NEeKapCTBEHHbIX MPENapaToB ANA MEeAULMHCKOTO MPUMEHEHWUA, B OTHOLUEHWUMU
KOTOpPbIX YyCTaHaBAuBatoTcA TpeboBaHMA K 06bemy Tapbl, YNAaKOBKE WM KOMMIAEKTHOCTM, MepeyeHb
JIeKapCTBEHHbIX MpenapaToB A/19 BETEPUHAPHOTO NPUMEHEHMUA, B OTHOLLEHWWN KOTOPbIX YCTAaHAB/INMBAKOTCA
TpeboBaHMA K 0b6bemy Tapbl, a TaKke TpeboBaHMA K oObemy Tapbl, YNAKOBKE WU KOMMIEKTHOCTU
JIeKAPCTBEHHbIX MPEnapaToB ANA MEeAMUMHCKOTO npuMeHeHus, TpeboBaHMA K obbemy Tapsl
JIeKapCTBEHHbIX NpenapaTtoB A/1A BETEPUHAPHOrO NPUMEHEHWA ONpPeaenAlTCA COOTBETCTBYHOLLMMMU
YNONHOMOYEHHbIMU defepaibHbIMM OpraHamMu UCMOJNHUTENIbHOM BNACTU B NOPALKE, YCTAHOBNEHHOM
Mpasutenbctsom Poccuiickon ®egepauymn.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3auuu, OCyLLecTBAAIWME NPOU3BOACTBO ¢dapmaLeBTUYecKon cybcTaHuMM cnmpTa
3TMNOBOrO (3TaHONA) AN NPOWM3BOACTBA CMMPTOCOAEPKALUMX JIEKAPCTBEHHbIX MpenapaTtos, 0b6sA3aHbI
OCYLLECTBAATb YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsimMu 8 u 14 depepanbHOro 3akoHa oT 22 HoAbpA
1995 roga N 171-®3 "O rocygapcTBEHHOM peryanpoBaHMm NPomM3BOACTBA M 060pOTa STUAOBOIO CNUPTA,
aNKOro/IbHOM W cnupTocodepiKallel npoaykuum u o6 orpaHuyeHuMn noTpebneHua (pacnutus)
aNKoronbHoM npoaykuumn'. NMponssoacTBo papmaLeBTUYECKOM CybcTaHLMM CNUPTa 3TUNOBOTO (3TaHoa)
JONYCKaeTca TOJIbKO OpraHusaumen, OCyLLecTBAAIOLWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TMIOBOTO
cnupTa W3 MULLEBOTO CbipbA Ha OCHOBAHMWU JNIMLEH3MW HA NPOM3BOACTBO 3TMNIOBOrO CAMPTA AAA
npoussoacTsa ¢GapmaueBTUYECKOW CybCTaHUMM CnMpTa 3TUMAOBOTO (3TaHONA) B COOTBETCTBUMU C
TpeboBaHuAMKN PenepanbHOro 3akoHa OT 22 HoAbpsa 1995 roga N 171-03 "O rocygapcTBeHHOM
pPerynMpoBaHnM MnpousBoacTBa M 060poTa 3TUAIOBOFO CMMPTA, aZIKOTO/IbHOW WM CAMPTOCOAEpPIKALLElN
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npPoAyKUuMM K 06 orpaHMYeHUU noTpebneHns (pacnuTma) anKkoronbHOW npoayKumm', meTogom
pa3BeneHnn BOAON OYMLLEHHOM TaKOro 3STUAI0BOTO CNMPTa, NPOM3BELEHHOIO AAHHOW OpraHu3aLmen no
MEeCTY OCyLLEeCTBAEHNA NPOM3BOACTBA papMaLLeBTUYECKOM CybCTaHLMM CNNPTA 3TMN0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PeaepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pes. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. HamBumayanbHble NpegnpuHUMaTEeNN U IOPUANYECKME NNLA, OCYLLECTBAAIOWME 3aKYMNKY U
MCnosib30BaHWe dapmaLeBTUYECKOW CybCTaHLMM CnMpTa 3TUI0BOrO (3TaHONA), a TaK»Ke MPOM3BOACTBO,
usrotosneHne u (nam) ob6opoT (3a WCKAKOYEHMEM PO3HUYHOW NpPOoAaXKu) CcnupTocoAepsKallmnx
JIeKapCTBEHHbIX MNpenapaToB, 06s3aHbl OCYWECTBAATb MX Y4YeT U AeKNapupoBaHMe B TMOPALKeE,
YCTAHOBNEHHOM cTaTbAaMM 8 n 14 depepanbHOro 3akoHa ot 22 Hoabpa 1995 roga N 171-93 "O
rocyapCTBEHHOM pPEeryJMpoBaHUM MPOM3BOACTBA M 060OpOTa 3TU/IOBOrO CNWUPTA, aJIKOTOJIbHOW U
cnupTocoaep Kalei NpoayKummn n 06 orpaHMYeHMM noTpebaeHnaA (pacnuTra) aNKoronbHOM NpoayKumn'.
(yacTb 4.3 BBegeHa degepanbHbim 3akoHOM 0T 29.07.2017 N 278-3)

4.4. Tlpy nNpow3BOACTBE JIEKAPCTBEHHbIX MpenapaToB A1A BETEePUHAPHOro MNpPUMEHEeHUs
OOMYCKaeTca MCMNo/ib3oBaHME MPOU3BEAEHHbIX ANA peanusaunmn dapmaLeBTUYECKUX CyBCcTaHUMi,
BKJ/IIOYEHHbIX B FOCYAapCTBEHHbLIA PeecTp JIEKAPCTBEHHbIX CPeACTB YNOAHOMOYEHHbIM deaepanbHbIiM
OpraHOM  UCMOJIHUTENIbHOM  BNACTM, OCYLLECTBAAIOWMM BefeHWe [ocydapCTBEHHOro peecTpa
JIeKapCTBEHHbIX CPEACTB A/1A MeANLNHCKOrO NPUMEHEHMA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaetca npon3BoACTBO:

1) neKapCcTBEHHbIX CPEeACTB, CBEAEHMA O KOTOPbIX HE COAEPNKATCA B roCyAapCTBEHHOM peectpe
JIeKapCTBEHHbIX CPeacTB A1 MegMUMHCKOTO MNpPUMEHEeHUs, W (MaM) rocypsapCTBEHHOM peecTpe
JIeKapCTBEHHbIX CPeacTB  ANA  BETEepPMHAPHOro  NpUMeEHeHus, u  (uan) eguHom  peecTpe
3aperucTpupoBaHHbIX JIEKAPCTBEHHbIX CpeacT8 EBPasniickoro SKOHOMUYECKOTO COH3a, U (Man) eanHom
peecTpe  3aperucTpupoBaHHbIX  BETEPUMHAPHbIX  JIEKAPCTBEHHbIX  npenapaToB  EBpasuiickoro
3KOHOMMYECKOro COH3a, 33 UCKIIYEHWEM NIEKAPCTBEHHbIX CPEACTB, MPOU3BOANMbBIX A5 NPOBeAeHUs
KAVHWUYECKUX UCCNEA0BAHWUIA MW ANA SKCMNOPTa;

(n. 1 8 pea. PepgepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbcnPUUMPOBAHHBIX IEKAPCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTs 6e3 NLEeH3UM Ha MPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

KoHcynbTtaHTlAOC: NprMeyaHme.
C01.03.2026 n. 4 4.5 cT. 45 n3naraetca B HoBoW pegakumm (©3 o1 31.07.2025 N 304-d3). Cm. byayuiyto
pefakumio.

4) NNEKAPCTBEHHbLIX CpeacTtB C HapyweHuem npasua OpraHmn3aunMn npounsBoactBa M KOHTPOAA
Ka4yecCTBa /IeKapCTBEHHbIX CPEACTB,

5) ytpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-03;

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.03.2026 4. 5 cT. 45 gononHsaetca n. 5.1 (®3 o1 31.07.2025 N 304-d3). Cm. byayLiyto pegakumio.

6) cnupTocopeprKamMX NEeKapCTBEHHbIX MPENapaToB MO MECTy OCYLLEeCTB/IEHWA MPOWU3BOACTBA
dbapmaueBTUUECKON cybCTaHLMM CnupTa 3TUAOBOrO (3TaHona) M (MAKM) NO MeCTy OCYLLECTBEHUS
npown3BoACTBa 3TUIOBOFO CNUPTa;

(n. 6 BBeaeH denepanbHbiM 3aKoOHOM 0T 27.12.2019 N 481-03)
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KoHcynbTaHTlAOC: NpuMmeyaHme.

depepanbHbiM 3aKoHOM 0T 22.12.2020 N 436-P3 cT1. 14.1 ®3 o1 22.11.1995 N 171-®3 n3n0KeHa B
HOBOM pegakumun, Hopma n. 1.1 ct. 14.1 ctapoi pegakummn ®3 cooTBeTcTBYET HOpMeE N. 2 cT. 14.1 HOBOWM
peaakumnm.

7) dapmaueBTUYECKOW CybCTAHUMKM CNMPTa 3TUOBOrO (3TaHona) M (MauM) cnupTocogeprKalmx
NIeKapCTBEHHbIX MPEenapaToB Ha OCHOBHOM TeXHO/OrMYeckom obopyaoBaHMM [na NPOU3BOACTBA
3TWUNOBOFO CNMPTa, YKa3aHHOM B NyHKTe 1.1 ctatbu 14.1 depepanbHOro 3akoHa ot 22 Hoabpa 1995 ropa
N 171-®3 "O rocysapCTBEHHOM PeryanMpoBaHMM MNPOU3BOACTBA M 060OpPOTa 3TMIOBOFO CNMPTA,
a/IKOrONbHOM U CNMpTOCOAEp)Kallel NpoayKuMM M 06 orpaHuYeHun noTtpebneHus (pacnutus)
a/IKOrosIbHOM NpoayKumn'.

(n. 7 BBepeH depepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.03.2026 u. 6 cT. 45 nsnaraerca B HoBoW pegakumm (3 ot 31.07.2025 N 304-d3). Cm. byayLLyto
peaakumio.

6. lNpn BBOAE /NEKAPCTBEHHbIX CPEACTB B T[PaXAAHCKMI 0060POT YMNOSHOMOYEHHOE /ML
npou3BoauUTeNA NEKapCTBEHHbIX CPeACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBUA IEKAPCTBEHHbIX
cpeacts TpeboBaHMAM, YCTaHOB/IEHHbIM MPU MX FOCYAapCTBEHHON PEerucrTpaumm, U rapaHTUpyeT, 4YTo
JIeKapCTBEHHbIE CpPeacTBa MNpoM3BeAeHbl B COOTBETCTBMM C TPebOBaHMAMM MpPaBuA HagjerKallen
NPOU3BOACTBEHHOM MPAKTUKMU.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 cT. 45 gononHsietca y. 6.1 (®3 o1 31.07.2025 N 304-d3). Cm. byayuiyto pegakLumio.

7. YNONHOMOYEHHbIM JIMLLOM MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB ABAAETCA ero PaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIbHOM BAACTK
NopsAKe U UMM cTax paboTbl He MeHee YeM MATb JieT B 061aCTV NPOU3BOACTBA U (MIM) KOHTPOAS
KayecTBa IeKapCTBEHHbIX CPeACTB, Bbicllee 06pa3oBaHMe COOTBETCTBEHHO NO OAHOM U3 crneLmanbHOCTel
n (MnKn) oAHOMY M3 HanpaB/eHUI NOATOTOBKN: B1osorus, 6UOTEXHONOIMA, BETEPUHAPUA, BETEPUHAPHO-
CaHUTapHaA 3KCNepThnsa, KAMHUYEeCKaa mMmeguunHa, pagnalMoHHaA, XMmMmuUdecCkKaa ¢ buonornyeckas
3awmTa, papmaums, dyHaameHTaibHaa MeanLMHA, XMMUYECKasa TEXHONOIMA, XUMUSA.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. MNpoun3BoaMTEeNN NEKAPCTBEHHbIX CPeacTB (3a MCKAYeHMem dapmMaueBTUYECKOn cybcTaHumm
CNMpTa 3TUNOBOrO (3TaHONa) MOTYT OCYLLLECTBAATb NPOAAXKY IEKAPCTBEHHbIX CPEACTB AU NepeaaBaTb UX
B YCTaHOB/IEHHOM 3aKoHoAaTeNbcTBOM Poccuiickoit Peaepauumn nopagke:

(8 pea. PegepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYrMM NPon3BOANTENAM NEKAPCTBEHHbIX CPeACTB AN1A MPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB;
2) OopraHusaumam OnNTOBOM TOProB/in NeKapCTBEHHbIMU CpenCTBaAMMU,

3) anTe4yHbiM OpraHn3aumnAam, BETEPUHAPHbIM aNTe€YHbIM OpPraHMsauuam, wUHOAUBUAYaA/IbHbIM
npegnpuHnMmartenam, MMerwmm MUEH3UNKO Ha d)apmau,eBTquCKyro AeATENIbHOCTb MU NNLUEH3UIKO Ha
MeONLIMHCKYIO OEeATE/IbHOCTD,

4) Hay4YHbIM OpraHn3aUMAM 414 Hay4yHO-MUCCe0BaTeIbCKoM paboTbl;
(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-3)
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5) MEeONLUHCKUM OpPraHn3aumnam n BeTEPUHAPHbIM OPraHn3aumnam;

6) opraHusauMam W MHAMBUAYaNbHbIM MpPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBeaeHue,
BbipalllMBaHME W COAEpNKaHUEe IKMUBOTHbIX (33 WCKAOYEHMEeM nNpodarKM UM  dapmaueBTUYECKUX
cybCTaHUMM UK UX Nepeaaun);

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) vcnbiTaTenbHbiM nabopatopuam (UeHTpam), NPoBOAALLMM WUCMbITaHUA B 06/1aCTU KOHTPOASA
KayecTBa JIEKAapPCTBEHHbIX CPEACTB, aKKPeAUTOBaHHbIM B COOTBETCTBMM C 3aKOHOAATE/NbCTBOM
Poccuiickoin Pepepaunmn 06 akKpeauTaLnmM B HALLMOHANbHOM CUCTEME aKKpeanTaLuu.

(n. 7 BBeaeH depepanbHbiM 3akoHOM oT 04.08.2023 N 428-d3)

9. Mpoussoantenn ¢apmaLeBTUHECKON CyBCTaHUMKM chivMpTa 3TMAOBOrO (3TaHosa) 06s3aHbI
OCYLLECTBAATL peannsaumio (nepesady B yCTaHOBAEHHOM 3aKoHOAaTeNbcTBOM Poccuiickolt Pegepaumm
nopagke) <¢dapmaueBTUYECKOW  CybCTAHUMWM  CNUpTA  3TUAOBOrO  (3TaHONA) MPOM3BOAUTENAM
NIeKapPCTBEHHbIX CPeACTB A5 MPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MeANUNHCKUX U34eNNi AN NPON3BOACTBA U M3rOTOBAEHWNA MEAULIUHCKUX U3LENN B EMKOCTAX 06 beMOM
He 6onee 1 nuTtpa n (UnKn) He meHee 1000 NUTPOB, a OPraHM3aLMAM, YKa3aHHbIM B MYHKTax 3 -5 1 7 yactu
8 HacTosLLel cTaTbK, B Tape 06bemom He bonee 1 anTpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-d3, o1 04.08.2023 N 428-3)

10. Peanusauusa (nepepaya B YCTaHOB/IEHHOM 3aKoHOAATeNbCTBOM Poccuiickolt deaepauuu
nopsaake) dapmaleBTMUYECKOW cybCTaHUMM CcnMpTa 3TUNOBOrO (3TaHONA) OpraHM3auMAM OMNTOBOWA
TOProB/IM IEKAPCTBEHHbIMM CPEACTBAMM HE JOMYCKaeTCA.

(yacTb 10 BBeAeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

11. NepeBo3KK PapmaLeBTUHECKON CYyOCTAHLMM CNMPTa 3TUIOBOTO (3TAHO/A) OCYLLECTBAAIOTCA C
cobntogeHnem TpeboBaHWUM, YCTaHOB/EHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbk 9 PepepanbHoOro
3aKoHa oT 22 HosAbps 1995 roga N 171-93 "O rocyaapCTBEHHOM pPeryinMpoBaHUM MPOU3BOACTBA U
060poTa 3TWIOBOrO CNWMPTA, ANKOrOJIbHOM W CNUMPTOCOAEPIKalen NpPoAyKUMM M 06 orpaHuYeHum
notpebneHuns (pacnuTmna) ankoronbHOM NpoayKumn'.

(yacTb 11 BBeaeHa deaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

CTaTbA 46. MapKUpPOBKa NEKAaPCTBEHHDbIX CPEACTB

1. JlekapcTBeHHble NpenapaTbl, Npolealne rocysapCTBEHHYIO PEerucTpaumio B COOTBETCTBUM C
TpeboBaHMAMM HacToAwero PenepanbHOrO 3aKOHA, 3a WCK/AKOYEHWEM /IeKAPCTBEHHbIX MPenapaTos,
MN3roToBJIEHHbIX anTe4YHbIMU opraHusaumnamm, BeTepuHapHbIMU anTevyHbiMmun opraHunsauunamm,
WHAMBMAOYANbHbIMM  NPEANPUHMMATENAMW,  UMEIOWMMU  JINLEH3NID  Ha  dapMaLeBTUYECKYHO
0eATeNbHOCTb, AO/IXKHbI NOCTyNaTb B 06palleHue, ecnu:

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

1) Ha uXx nepBMYHOM YyMaKoBKe (3a MWCKNIOYEHMEM MEepPBMYHOWM YMaAKOBKU NE€KAaPCTBEHHbIX
pacTUTENbHbIX NPEenapaToB) XOPOLIO YMTaeMbIM LPUPTOM Ha PYCCKOM f3blKe YKa3aHbl HaMMeHOBaHMe
NeKapcTBEHHOrO npenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOE, WAM  TPYNMNMPOBOYHOE, WM
XMMUYECKOE, UM TOProBoe HaMMeHOBaHMeE), HOMepP Cepun, AaTta BbiMycKa (412 UMMYHOBNONOTNYECKMX
NleKapcTBEHHbIX NpenapaToB), CPOK FOAHOCTU, AO3MPOBKA MAW KOHLEHTpauus, o6bem, aKTUBHOCTb B
eANHMLAX AeUCTBUA AN KONNYECTBO A03;

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOM (NOTpebUTeNbCKOW) YNaKOBKE XOPOLLO YMTaeMbIM WPUDTOM Ha PYCCKOM A3bIKe
YyKasaHbl HauMMeHOBaHME JiIeKapCTBEHHOro npenapata (MeKAyHapoAHOe HenaTeHTOBaHHOe, WM
rpynnupoBOYHOE, WM XMMWYECKOE M TOProBOE€ HAMMEHOBaHWA), HAaMMEHOBAHME MNPOM3BOAUTENSA
JleKapcTBEHHOTO MpenapaTta, HOMep Cepuu, AaTa BbiNycKa (4158 UMMYHOBMONOMMYECKUX IEKAPCTBEHHbIX
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npenapatoB), HOMEpP PErucTPaLMOHHOIO YAOCTOBEPEHMA, CPOK TOAHOCTM, crnocob npumeHeHus,
003UPOBKA MAN KOHUEHTpauus, ob6bem, akKTUBHOCTb B eAMHMLAX AeUCTBMA NMBO KOAMYecTBO 403 B
yNaKoBKe, ieKapcTBeHHas ¢Gopma, YyCN0BUA OTNYCKa, YC/IOBUA XPaHEHUA, NpeaynpeanTenbHble Haanucu.
(B pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 07 22.12.2014 N 429-03)

2. dapmaueBTUYECKME CYBCTaHUMM OO/MKHbI NOCTynaTb B 06palleHne, eciv Ha MX MepBUYHON
YMNaKOBKe XOPOLIO YUTaeMbiM WPUPTOM HA PYCCKOM A3bIKE YKa3aHbl HAaMMeHOBaHWe GapmaL,eBTUYECKOM
cybcTaHuMM (MeXayHapoAHOe HenaTeHTOBaHHOE, AN TPYNMMPOBOYHOE, MW XMMUYECKOE U TOProBoe
HaMMeHOBaHMs), HAaMMeHOoBaHWe NponsBoauTeNnn GpapmaueBTUYECKOM cybCTaHL MM, HOMep cepun 1 gaTa
N3roTOBJEHWA, KOJIMYECTBO B YNAKOBKE U e4UHMULbl U3MEPEHUA KOMYECTBA, CPOK FOAHOCTU U YC/I0BUA
XpaHeHMus.

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

3. /leKapCTBEHHble CPeACTBa B KAUeCcTBe CbIBOPOTOK A0/XHbl MOCTyMNaTb B 06palleHMe C yKazaHMem
YKMBOTHOTO, U3 KPOBW, N/1a3Mbl KPOBW, OPraHOB M TKaHel KOTOPOTo OHM MOJIyYEHbI.

4. Ha BTOpPUYHYIO (NOTPEBbUTENBCKYIO) YNAaKOBKY NEeKAaPCTBEHHbIX CPEACTB, NOJIYYEHHbIX U3 KPOBY,
naasmbl KPOBU, OPraHOB U TKaHEN YenoBeKa, AOKHA HAaHOCUMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBuYHYIO YNaKOBKY M BTOPUUHYIO (MOTPebUTEeNbCKYI0) YNaKoBKY paanodapmaLeBTMyecKkmx
NIeKapCTBEHHbIX CPeACTB A0KEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONacHOCTK.

6. Ha BTOpMYHyto (NOTpPeBUTENbCKYIO) YNaKOBKY FOMeEOoNaTUYecKUX IeKapCTBEHHbIX MpenapaTos
[0J/1>KHa HAHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpWMYHyl0 (NOTPebUTeNbCKYlo) YMNAKOBKY JIEKAPCTBEHHbIX PACTUTE/bHbIX MpenapaTos
[AONKHA HAHOCUTBLCA Hagnuck: "MpoayKuma npowia pagmaLMOoHHbIA KOHTPOAbL".

8. Ha nepBUYHYO YNaKoOBKY (ecnu A1 3TOro CyLWecTBYeT TEXHUYECKan BO3MOXKHOCTb) M BTOPUYHYHO
(NoTpebuTeNbCKylo) YMaKOBKY JIeKapCTBEHHbIX MPEenapaTtoB, MpeAHasHaYeHHbIX AN KAUHUYECKUX
~n

nccneaoBaHWiA, AONKHA HAHOCUTLCA Hagnuck: "N KAMHMYECKUX nccnenoBaHmin',
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka NNeKapCTBEHHbLIX CpeAacTB, npeaHasHa4YeHHbIX WUCKAKYUTENIbHO [ONA 3KCNOopPTa,
MapKunpyeTca B COOTBETCTBMNU C Tpe6OBaHVIF|MVI CTpaHbl-MmMmnopTepa.

10. Ha TpaHCnOpTHylO Tapy, KOTopadA He npegHasHayeHa pas nortpebuteneir M B KOTOpPYHO
NoMeLLEHO NeKapCTBEHHOE CPeAcTBO, AOJIKHA HAHOCUTbCA MHPOPMaLMA O HAaUMEHOBAHWUWM, Cepun
JIeKApCTBEHHOrO CPeAcTBa, AaTe BbIMYCKa, KOJMYECTBE BTOPUYHBIX (NOTPEOUTENBCKUX) YMaKOBOK
NleKapCTBEHHOro cpeacTBa, NPOM3BOAUTENE NIeKAaPCTBEHHOrO CpeacTBa € YKa3aHMeM HauMeHOBaHUA U
MECTOHAXOXKAEHUA NPOM3BOANTENA NIEKAPCTBEHHOTO CPeACTBa (agpec, B TOM YMC/e CTpaHa U (Man) mecto
NpPoOu3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ TaKKe O CPOKe rogHOCTU SIEKAaPCTBEHHOMO CPeacTBa M 06
YCNOBUAX Er0 XPaHEHMA U NePeBO3KK, HEObX0aMMble NpeaynpeanuTebHble HAAMUCU U MAaHUNYAATOPHbIE
3HaKu.

11. Ha nepBuYHYIO YNAKOBKY M BTOPUYHYLO (MOTPEBbUTENbCKYIO) YNAKOBKY IEKAapPCTBEHHbIX CPEACTB
ON19 BETEPMHAPHOIO NPUMEHEHWA AO/IKHA HAHOCUTLCA HaANUCh: "7 BETEPMHAPHOTO NpUMeHeHUA".

12. Ha BTOpWYHYylO (NOTPEBUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHOTO npenapaTa HaHOCUTCA
LUTPUXOBOWM Kog,

Fnasa 9. BBO3 J/IEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO SEQEPALUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUMCKOMN GEOEPALIUMN
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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Cratba 47. MNopAaaoK BBO3a JieKapCTBEHHbIX cpeactB B Poccuiickyio Pegepaumio U BbiBO3a
JNIeKapCcTBEeHHbIX cpeacTB U3 Poccuiickoii Pegepauunn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /NeKapCTBEHHbIX cpeact8 B Pocculickyio deaepaumio OCyLWECTBAAETCA B MOPAAKE,
ycTaHoBneHHoM [MpasuTenbctBom Poccuiickon ®egepaumm, B COOTBETCTBMM C aKTaMU, COCTaBAIOWMMMU
npaso Coto3a, 1 (MnKn) 3akoHoaaTeNbCTBOM Poccuiickon degepaumnm o TaMOXKEHHOM PeryiMpoBaHUM.

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

KoHcynbTaHTlAOC: NpumeyaHue.

o 31.12.2025 pocCUNCKMM NPOU3BOAUTENAM Pa3pPELLEHO B YBEAOMMUTE/IbHOM MOPSAKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYecKMe cybCcTaHUuMM ANA BETEPUHAPHOTO MNPUMEHEHUA ANs
NpPOM3BOACTBA 3aPErMCTPUPOBAHHbBIX JIEKAPCTBEHHbIX cpeacTs (MocTaHoBneHMe MpaBuTenbcTBa PO ot
12.03.2022 N 353).

2. Bosumble B Poccuiickyto depepaumio NeKapCTBEHHbIE CPeACTBA AOXKHbI COAEPKATbCA B
rocyapCTBEHHOM pPeecTpe NEKAPCTBEHHbIX CPEACTB, MAWM eAMHOM peecTpe 3apPerMcTpupoBaHHbIX
NIeKapCTBEHHbIX  cpeactB  EBpPasMACKOro  3KOHOMMYECKOro  COt03a, MWAM  eAMHOM  peecTpe
3aperncTPUpPOBaAHHbIX BETEPUMHAPHbLIX JIEKAPCTBEHHbIX MpenapaTtos EBpasMIMCKOro 3KOHOMWYECKOro
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)

3. lonyckaetca BBO3 B Poccuinckyto deaepalimio KOHKPETHOM NapTUM 3aperucTpupoBaHHbIX U (Mau)
HEe3aperncTpMpPOBaHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHa3HAYeHHbIX ANA Pa3paboTKM IeKapPCTBEHHbIX
CpPeacTB, NPOBEAEHUS HAYYHbIX U MHbIX UCCAELOBAHWI, NPOBEAEHUA KAMHWYECKMX WUCCAesoBaHWUM
JIeKapCTBEHHbIX MPEenapaToB, NPOBEAEHUA IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB ANA OCYLLEeCTBAEHMUA
rOCy4apCTBEHHOW PEerucTpaumm UAM PEernctTpaummn IeKapCTBEHHbIX MPENapaTtoB MAM ANA OKasaHuA
MEAVLMHCKON MNOMOLWLM MO KM3HEHHLIM TMOKA3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBAHWUM
pa3pelleHuns, BblAAHHOTO YMNOJHOMOYEHHbIM ¢denepasibHbiM OPraHOM WCMONHUTENBHOM BAACTM MO
3anB/IEHMAM NI1L, YKa3aHHbIX B cTaTbe 48 HacTosauero ®enepanbHOro 3akoHa. PaccmoTpeHue Takoro
3anB/IeHUA U  NPUHATME pelleHMA O Bblgaye paspelleHna Ha BBO3 KOHKPETHOW napTuu
3aPEerncTPUPOBaHHbIX U (MN) HE3aPETrUCTPUPOBAHHbIX JIEKAPCTBEHHbIX CPeACTB, NpeaHasHauYeHHbIX AN
pa3paboTKM NIeKapCTBEHHbIX CPeACTB, MPOBeAEHMA HayuHbIX M MHbIX WUCCAeAO0BaHWUM, NpoBeAeHUA
KNMHUYECKUX UCCe0BaHUIN JIEKApPCTBEHHbIX NpenapaToB, NPOBEAEHWUS IKCNepTM3bl JIEKAPCTBEHHbIX
CpeacTe ANA OCYLLECTBNEHUA TOCYAapCTBEHHOW perncTpauym WAuM PerucTpaumm  IeKapcTBEHHbIX
npenapatoB WAM A/ OKasaHUA MeAMUMHCKOM NOMOLLM MO M3HEHHbIM MOKa3aHWSAM KOHKPETHOro
nauneHTa nMbo 06 OTKase B BblAaye YKa3aHHOIo pa3pelleHmsa NPOon3BOAATCA B CPOK, He MPeBbILatoWwmit
naTn pabounx aHen. MNnata 3a BblAayy YKa3aHHOTO paspeLleHnNn He B3MMaeTCs.

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

3.1. Y1paTtun cuny c 1 aueapa 2024 roga. - PepepanoHblit 3aKoH oT 27.12.2019 N 475-P3.

3.2. Jo 31 pekabpsa 2025 roaa fonyckatoTcs BBO3 Ha TeppuTtoputo Poccuiickon deaepauum u
obpaweHne B Poccuiickon Pepepauumm ¢ y4eTtom ocobeHHOCTeW, yCTaHOBAEHHbIX [1paBUTENBCTBOM
Poccuinckoit depepaumn, 3aperucTpUpoBaHHbIX NEKAPCTBEHHbBIX MpenapaToB Aaa MeAULMHCKOro
NPUMEHeHMA B YNaKOBKax, NpeAHa3HauYeHHbIX 418 06paLLeHMA B MHOCTPAHHbIX FOCY4apcTBaXx, B Cyyae
AedeKTypbl SIeKapCTBEHHbIX MPEnapaToB WMAW PUCKA ee BO3HWKHOBEHWA B CBA3W C BBeAEHMEM B
OTHoLWeHUKM Poccuinckoit ®epepaumm orpaHNUYMUTENbHBIX MepP 3KOHOMMYECKOTO XapaKTepa Npu yCAoBUU
COOTBETCTBMA BBO3MMbIX JIEKAPCTBEHHbIX MpenapaTtoB TPeboBaHWAM, YCTAaHOBAEHHbIM MpPU  UX
perucTpaumn, 3a UCKIoYeHnem TpeboBaHWUA K NepBUYHOM YNAKOBKE, BTOPUYHOM (NOTpebutenbcKom)
YNaKoOBKe, a TaKXe MNPy HaAMuMM Ha BTOPWUYHOM (NOTPebuTeNbCKOWM) YNaKoBKE JIeKAapPCTBEHHbIX
NpenapaToB, HAXOAALMXCA B OOpaLLEHMM, CaMOKIEALLENCA 3TUKETKM, copeprkalen MHbopmMauuio o
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NIeKapCTBEHHOM NpenapaTte Ha PYCCKOM A3bIKe.
(yacTb 3.2 BBeaeHa degepanbHbiM 3akoHOM OT 26.03.2022 N 64-d3; B pea. PeaepanbHbiX 3aKOHOB OT
19.12.2022 N 519-®3, o1 26.12.2024 N 494-03)

3.3. Jonyckatotca BBO3 B Poccuiickyto Pegepaumio n obpaweHne B Poccuiickoit degepaumm c
y4yeTom ocobeHHoCTeN, YCTAHOBNEHHbIX MpaBuTENBCTBOM Poccuitckoit depepaunu,
3aPErncTPUPOBaAHHbLIX  OPUTMHA/NbHbIX  OPQaHHbIX  JIEKAPCTBEHHbIX  MNpenapatoB W (uau)
BbICOKOTEXHO/IOTUYHbBIX JIEKAPCTBEHHbIX MPEnapaTtoB AaAd MeAULMHCKOrO MNPUMMEHEHUA B TeYeHue
ABeHaguaTM MecaAueB nocne Aaatbl MX pernctpaumm B Poccuiickot depepaumm B ynaKoOBKax,
npeaHa3HayYeHHbIX A5 06paLLeHns B UHOCTPAHHbIX FOCYAapcTBax, NPU YC/I0BMMU COOTBETCTBUA BBO3UMbIX
JNIEKAPCTBEHHbIX NMPenapaTtoB Aas MeAULMHCKOrO npumeHeHus TpeboBaHMAM, YCTAHOBEHHbIM NMPU UX
pernctpauuu, 3a UCKAUYeHnem TpeboBaHUIt K NepBMUYHON YNakoBKe, BTOPUYHON (noTpebutenbckoi)
YyNaKoBKe, 1 MpU HaAn4mMmM Ha BTOPUYHOM (NOTPebUTeNbCKOM) YNaKoBKe 1IeKapCTBEHHbIX NPenapaTos Ans
MeAULMHCKOTO NPUMEHEHUS, HaXoAAWMXCA B ObOpalleHMN, CaMOKeAWenca 3TUKETKKU, coaeprKallen
MHPopMaUMIo O /IeKapCTBEHHOM npenapaTte A1 MeAUMLMHCKOro NMPUMEHEeHMA Ha PyccKom Asblke. B
OTHOLUEHWM AAHHbIX 1IEKAPCTBEHHbIX NPEenapaToB He NPUMEHAITCA MNOI0XKEHMA YacTn 7 CTaTbM 9 M YyacTen
1 n 2 ctatbun 52.1 HacToAwero PegepanbHOro 3aKoHa.

(yacTb 3.3 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

4. B Poccuiickyto ®Pepepaumio MOXKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX
NoATBEPKAEHO  CEPTUOMKATOM  NPOU3BOAMTENS  JIEKAPCTBEHHbIX CPEeACTB,  YAOCTOBEPAIOLMM
COOTBETCTBME BBO3MMDbIX JIEKAPCTBEHHbIX CPeACTB TPebOBAHMAM, YCTAHOBAEHHbIM MPU UX PerncTpaLmm
WA NpoBeSEeHUN NpoLeayp, CBA3AHHbIX C perncTpaumen.

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

5. 3anpewaetca BBo3 B Poccuiickyto Pegepaumto ¢panbCcUMLMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB,
Hef,06pOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcnduuMpoBaHHbIE /IEKAPCTBEHHbIE CPeacTBa, HeAO0bOPOKayeCTBEHHbIE /IEKAPCTBEHHbIE
CpeAcTBa NoasiexkaTt U3bATUIO U Noc/eayowemy YHUUTOXKEHMIO UK BbIBO3Y U3 Poccuiickoit Peaepaumu,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOCAEAYIOWEMY YHUUTOXKEHWNIO. YHUUTOXKEHUE
uaM  BbiBO3 M3 Poccuiickoit  depepaumm  GanbCUOULMPOBAHHBLIX  JIEKAPCTBEHHbIX  CPEACTB,
HeL06pPOKAYECTBEHHbIX  /IEKAPCTBEHHbIX  CPEACTB, KOHTPAdaKTHbIX  /IEKAPCTBEHHbIX  CPEeACTB
OCYLLECTBNAETCA 3@ CYeT /MuUa, OCYWECTBMBLIEro MX BBO3. [lOpAAOK YHUUTOMKEHMA U3bBATLIX
$anbCUPUUMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, HeA06POKAYECTBEHHbIX 1EKAPCTBEHHbIX CPeACTs,
KOHTpadaKTHbIX IeKaPCTBEHHbIX CPEeACTB ycTaHaBAMBaeTca MpaButenbcTBom Poccuiickoit degepaumu.
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

7. Jvua, ocywectBaaowme BBo3 B Poccuiickyto  ®Pepepaumio  danbcuUUMPOBAHHbBIX
NIEKApPCTBEHHbIX  CPEACTB, HeAObOPOKAYyeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
NIeKapCTBEHHbIX CPEeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickoi
depepaunn.

(B pen. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, ot 30.01.2024 N 1-03)

8. BbIBO3 IeKapCTBEHHbIX CPeacTB 13 Poccuiickon ®eaepaumm ocyLLECTBAAETCA B COOTBETCTBUM C
aktTamu, coctasaslowmmmn npaso Cotosa, M (MaM) 3akoHopaTenbcTBOM Poccuitickolt degepaumu o
rocyAapCTBeHHOM PEeryMpoBaHmM BHELLHETOProBOMN AeATeIbHOCTH.

(yacTb 8 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. BBoA, B rpaxAaHCKMI 060pOT NIeKapCTBEHHbIX NpPenapatoB AN MeAULMHCKOTO NpPUMEHEHMUS,
BBE3eHHbIX B Poccuiickyto deaepaumio, ocyllecTensercsa ¢ cobnogeHmem TpeboBaHMi, YCTAaHOBAEHHbIX
ctatbei 52.1 HacTosAwero PesepanbHOro 3aKoHa.

(yactb 9 BBeaeHa PeaepanbHbiM 3aKkoHOM OT 28.11.2018 N 449-03)
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KoHcynbTaHTlAOC: NpumeyaHue.

Y. 10 cT1. 47 He pacnpoCTpPaHAETCA Ha CEpPUM NEeKAPCTB A1A BETEPUHAPHOIO NPMMEHEHUA, BBeAEHHble
B rpaxgaHckui obopot go 01.09.2023, KoTopble NOANENKAT NPUMEHEHUIO A0 UCTEYEHUA CPOKA MX
rogHoctu (®3 o1 02.07.2021 N 317-93).

10. Beog, B rpa)kgaHCcKuit 060poT IeKapCcTBEHHbIX NPenapaToB A8 BETEPUHAPHOIO NPUMEHEHMA,
BBE3eHHbIX (MepemelleHHbIx) B Poccuiickyto deaepaliuio, ocyLlecTsanseTcs ¢ cobntoaeHnem tpebosaHuii,
YCTaHOBNEHHbIX cTaTbel 52.2 HacToawero ®eaepasbHOro 3aKoHa.

(yactb 10 BBeaeHa PegepanbHbiM 3akoHOM 0T 02.07.2021 N 317-93)

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTs B
Poccuitckyo Pegepauumio
(B pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyto Pesepaumio MoryT BBO3UTL:
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npousBoAUTENN NEKApPCTBEHHbLIX CPeAcTB A1a ueneid  cobCTBEHHOro MpPoU3BOACTBA
NeKapCTBEHHbIX CPEeACTB;

2) MHOCTpaHHble pPa3pabOTUMKM JNIEKAPCTBEHHbLIX CPEACTB M WHOCTPAHHble NPOU3BOAMTENU
JIEKapCTBEHHbIX CPEACTB WK APYyrve IpuaMYeckme anua no nopyyeHuto paspaboTyumKa NeKapCcTBEHHOMO
cpeacTBa Ans pas3paboTKM JIEKAPCTBEHHbIX CPEACTB, MPOBEAEHWMA HAYYHbIX UM WHbIX UCCeA0BaHUNM,
NPOBEAEHUA  KAMHUYECKMX  UCCNEAOBaHUM  NIEKApPCTBEHHOTO  Mpenapata,  OCYLLeCTBAEHMUSA
rocy4apCTBEHHOW  perucTpauum  WAM  PerncTpaummM  NeKapCTBEHHOro npenapaTta, BK/AKYEHUS
dbapmaueBTUYECKOM CcybCTaHLUMM B FOCYAApPCTBEHHbIM PEecTp /IeKapCTBEHHbIX CPEeACTB, KOHTpoAA
KayecTBa JIeKapCTBEHHbIX CPEACTB MPU HaMYMK pPaspeLleHms YNoJIHOMOYEHHOro ¢peaepanbHOro opraHa
NCMNONHUTENbHOW BNACTM Ha BBO3 KOHKPETHOW NapTUM NeKapCTBEHHbIX CPEACTB;

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

3) opraHuM3auumn ONTOBOM TOProBAN NEKAPCTBEHHBIMU CPeaCcTBAMM;

4) Hay4yHble oOpraHusaumm, obpasoBaTesbHble OpraHusauMM  BbiCllero 06pa3oBaHMs,
NPOV3BOAUTENN NIEKAPCTBEHHbIX CPEACTB ANA pa3paboTKW, UccnedoBaHUiA, KOHTPOIA 6e3onacHocTH,
KayecTtBa, 3PPEKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MPU HaIMYUMKU paspelleHUs YNOoJHOMOYEHHOTO
denepanbHOro opraHa UCNOIHUTENIbHOM BNACTY;

(B peq. PepepanbHbix 3akoHOB 0T 02.07.2013 N 185-3, o1 30.01.2024 N 1-03)

5) MeguuUMHCKMe opraHM3aLmnm, MHble yKasaHHble B NyHKTax 1 - 4 HacToAwel CTaTbk OpraHM3auum
ANA OKa3aHMA MeAULMHCKOM NOMOLLM NO }KU3HEHHbIM NOKa3aHUAM KOHKPETHOrOo NauueHTa npu Haimumm
paspelleHnsa YNoJHOMOYEHHOro ¢peaepasbHOro opraHa MCNONHUTENIbHOM BAACTU Ha BBO3 KOHKPETHOM
NapTUX NeKapCTBEHHOro npenaparta, BblAaHHOMO B YCTaHOBAEHHOM MNopsaake B Gopme 31eKTPOHHOTo
AOKYMEHTa, NoANMCAHHOIO YCUIEHHOW KBaMPULMPOBAHHOWM 3/1€KTPOHHOM NOANUCHIO;
(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) ytpatnna cuny c 1 aueapa 2024 roga. - PegepanbHblit 3aKoH oT 27.12.2019 N 475-P3.

7) nponsBogMTENU MEAULMHCKUX U3AENNIN ANA LeNneit NPonU3BOACTBa MeANLMHCKUX U3AENUN.
(n. 7 BBeaeH dPepepanbHbim 3akoHoM oT 30.01.2024 N 1-d3)

Cratba 49. [lokymeHTbI, NpeAcTaBAsemMble B TAMOXeHHble opraHbl Poccuiickoii deaepauuu npu
BBO3e /IeKapPCTBEHHbIX cpeacTB B Poccuiickyio Peaepaumio
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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1. MNMpu BBO3e /IEKAPCTBEHHbIX cpeacTB B Poccuiickyio Pepepaumto B TaMOXKEHHble OpraHbl
Poccuitckolt Pepepaunn Hapagy € AOKYMEHTaMu, NpeacTaBAeHUEe KOTOPbIX NPeAyCMOTPEHO aKTamu,
cocrasasowmmm npaso Cotosa, U (MAKn) 3akoHodaTenbcTBOM Poccuiickon depepaumm o TaMOXKEHHOM
perynnmpoBaHum, NpeacTaBAsoTC CAeAyoLne AOKYMEHTbI B 3/IEKTPOHHOM dopme:

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 n. 1 4. 1 cT. 49 n3naraetca B HoBoW pegakumm (©3 o1 31.07.2025 N 304-d3). Cm. byayuiyto
pefakuuio.

1) cepTMduKaT NpPoOM3BOAUTENA NIEKAPCTBEHHOrO CpPeAcTBa A/1A BETEPUHAPHOrO MPUMEHEHUS,
YA0CTOBEPSAIOLLNI COOTBETCTBME BBO3UMOTO JIEKAPCTBEHHOIO CPEACTBA A1 BETEPUHAPHOIO NPUMEHEHMUA
TpeboBaHMAM papmaKonenHom cTaTbM MO0 B Cly4ae ee OTCYTCTBUSA HOPMATUBHOTO AOKYMEHTa;

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

2) paspelleHMe YMNOJHOMOYEHHOTO ¢esepasbHOro opraHa MCNOAHUTENbHOM BNAacTM Ha BBO3
KOHKPETHON NapTUK /IeKapCTBEHHOro CPeacTBa B CAy4yasAX, YCTAHOBAEHHbIX 4YacTblo 3 cTatbu 47
HacTosawwero ®eaepanbHOro 3aKoHa.

2. [OKYMEeHTbI, yKasaHHble B NyHKTax 1 M 2 yactM 1 HacTosWwen cTaTbM, NpeacTaBAAOTCA B
TaMOMKeHHble opraHbl Poccuiickoin Pegepaumm Npu NPUbBLITUM NEKAPCTBEHHbIX CPeacTs B Poccuitckyto
depepaumio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnNA AUYHOro
MUCMNONb30BaHMA M UHbIX HEKOMMEPYECKUX Leneii, a TaKxe ANA MUCNONb30BAaHUA HA TeppUTOpPUM
MeXAYHAPOAHOro MeAULIMHCKOro Knacrepa
(8 pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-3, o1 29.06.2015 N 160-d3)

1. JleKapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacToswero PeaepanbHoro
3aKOHa, ec/in OHU NpeAHasHayeHbl ANA:

(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro MCNONb30BaAHUA GUINYECKMMU IMLAMK, NPMbBbIBLIMMM B Poccuiickyto Peaepaumtio. Mpu
3TOM BBO3 B Poccuiickyto ®epepaunio NeKapcTBEHHbIX NPenapaToB, COAEPIKALLMX CUIbHOAENCTBYIOLLME
n (Mn) Af0BUTbIE BELLECTBA, BK/IIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUIbHOAENCTBYIOLLMX BELLECTB A/1A
Lesiel yronoBHOro 3akoHoaaTebctBa Poccuiickon ®egepalim u B CNUCOK ALOBUTbLIX BELWECTB A8 Lenel
Yro/I0BHOTO 3aKoHOoAaTesbcTBa Poccuiickon Penepaunm, yTeepaeHHble MpasutensctBom Poccuiickoi
depepaunn, OCyWECTBAAETCA MNPU HaANYMM  [OOKYMEHTOB (3aBEPEeHHbIX KOMWI [OKYMEHTOB WU
3aBEPEHHbIX BbIMUCOK W3 HUX), MOATBEPNKAAMOWMX HasHayeHue JU3MYeCcKoMy ULy YKasaHHbIX
JIEeKapCTBEHHbIX NPenapaToB (33 MCKNHOYEHMEM JIEKAPCTBEHHbIX MPEnapaToBs, 3aperncTpUMpoBaHHbIX B
Poccwuiickolt ®enepauyn b0 3aperncTpUpPOBaHHbBIX B COOTBETCTBUM C aKTaMM, COCTaBAAIOLLMMM MPABO
Coto3a, M oTnyckaembix B Poccuiickoit depepaumm 6e3 peuenta Ha NEeKapCTBEHHbIM npenapar).
MoaTteeprKAatoWme AOKYMEHTbI (MX 3aBEpPEHHble KOMWUM UWN 3aBEPEHHbIE BbIMUCKUA M3 HUX) LOJKHbI
CoAep!KaTb CBEAEHMA O HaUMEHOBaHWM M KO/MYeCcTBe Ha3HAYEeHHOro JieKapcTBEHHOro npenapara. B
c/liyyae, ecv NOATBEPKAAOWME AOKYMEHTbI (MX 3aBepeHHbIe KOMUU UK 3aBePeHHbIe BbINMUCKU U3 HKX)
COCTaB/IeHbl HAa UHOCTPAHHOM fA3bIKE, K HUM NpUaraeTcs HoOTapManbHO 3aBEPEHHbIN NepeBoa Ha PYCCKUi
A3bIK;

(8 pea. PenepanbHbix 3akoHoB 0T 02.06.2016 N 163-$3, o1 30.01.2024 N 1-P3)

2) wvcnonb3oBaHMA pPabOTHMKaMM  AUMNAOMATMYECKOro Kopryca WAWM  NpeacTtaButenamu
MeXAyHapoaHbIX OpraHn3aLnii, akkpeaMToBaHHbIX B Poccuiickoit ®eaepaumnu;
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3) NeyeHUs NacCaKMPOB M UYNEHOB 3KMMaXKei TPaHCNOPTHLIX CPeAcTB, Moe3gHbix bpurag w
BOAUTENEN TPAHCNOPTHbIX CPeacTs, NpubbIBLWNX B Poccuiickyio ®eaepaumio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMa YYacCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNIOPTUBHBLIX MEPONPUATUIA U YHaCTHUKOB
MeXKAYHaPOAHbIX IKCNeauLUNit;

5) JNeyeHMA KOHKPETHbIX IKMBOTHbIX B 300MapKax, 300caZilaX, LMpPKaxX, OKeaHapuymax,
aenbPuHapmax, NedYeHua AMKUX KUBOTHbIX, MOCTOSIHHO WM BPEMEHHO HacenallWmnx TEeppUTOPUID
Poccuiickoit degepaumnm, HaxoAsWMXCA B COCTOSSHUM €CTeCTBEHHOM CBOOOAbI M MPUHAANEXKaLMX K
BMAAM, 3aHeceHHbIM B KpacHyo KHury Poccuiickonn ®epepaummn m (MAK) KpacHble KHUMM CybBbeKkToB
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 MeAMLNHCKOro Knactepa.
(n. 6 BBegeH ®epepanbHbiM 3akoHOM oT 29.06.2015 N 160-d3)

2. B cayyasx, npeaycMOTPeHHbIX YacTbto 1 HacToAwen cTaTbW, AOMYCKAeTcA BBO3 B PoccUICKyO
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 1-93)

3. JlekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble 418 r'yMaHUTapHOW NomoLm (coaencTemsa) unm
MOMOLLM MpPW 4YpesBbl4alHbIX CUTyauuax, BBO3ATCA B Poccuitckyto Pepepaumio B  NOpALKe,
ycraHoBneHHom [pasutenbctBom Poccuiickont ®Pepepaumn. 3anpewaetcs BBO3 B PoccuicKyo
depepaunio  HE3aPErncTpMpoBaHHbLIX  JIEKAPCTBEHHbIX  MPenapaToB, NpeAHa3HayeHHbIX  AaA
ryMmaHUTapHOM NomoLy (CoaencTBMA) AN NOMOLLM NPU YPE3BbIYaHbIX CUTYaLMAX.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

CraTtba 51. CoTpyaHuUecTBO PpeaepanbHOro opraHa UCMOIHUTENbHOM BAACTU, OCYLLLECTBAIOLLENO
YHKUMM NO KOHTPOJIIO M HaA30py B 061acTM TaMOXKEHHOrO Aena, U ApPYyrux ynoJHOMOYEHHbIX
deaepanbHbIX OPraHoB UCNONIHUTENBHOW B1acTU
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1. YnonHomoueHHble deaepanbHble OpraHbl WCMOJIHUTENILHOW BAAcTM NpPenoCTaBAAIOT B
pacnopsxeHne ¢enepanbHOro OpraHa MCNOJHUTENIBHOM BAACTW, OCyLecTBAAOWEro ¢GyHKUMM no
KOHTPOI1O M HAaA30pY B 06/1aCTN TAMOXKEHHOIO AeNa, rocyAapCTBEHHbIA PEECTP IEKAPCTBEHHbIX CPEACTB,
a TaKKe MHGOPMALMIO O BblAAHHbIX Pa3peLleHnsX Ha BBO3 KOHKPETHOM NAapTUM IEKAPCTBEHHbIX CPeACcTB
B C/1ly4anXx, YCTAHOB/IEHHbIX YacTbto 3 cTaTbm 47 HacToAwero eaepanbHOro 3aKoHa.

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

2. ®epepanbHblit OpraH UCNOJIHUTENbHOM BAACTU, OCYLLECTBAAIOWMN GYHKUMM NO KOHTPOAIO U
Hag3opy B 06s1acTM TamMOXKeHHOro gena, MHPOPMMPYEeT yKasaHHble B 4YacTM 1 HacToswen craTbu
YyNosHOMOYEHHble desepasibHble OpraHbl UCNOJIHUTENbHOM BAACTU O BBO3€ JIEKAPCTBEHHbIX CPEACTB B
Poccuitckyto ®eaepalmio 1 BbIBO3e NIEKAapPCTBEHHbIX CPpeacTB n3 Poccuitickolt deapepaumm no ¢opme U B
nopsake, KoTopble ycTaHoB/eHbl MpaButensctBom Poccuiickon deaepauum.

(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 papmaueBTUUECKON AeATeNbHOCTU

1. CDapMaLI,EBTVI‘-IeCKaFI AeATENbHOCTb OCYLWLECTBNAETCA OpraHM3aumnamm onToBOM TOoprosaun
NEeKapCTBEHHbIMU cpencrsamum, anTe4yHbiMU OpraHnsaumnamm, BEeTEPUHAPHbIMUN anTe4YyHbiMn
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OpraHusaumnsmu, UHANBMAYAbHBIMU npegnpuHUMaTensimu, UMELWMMM  JINLUEH3NIO  Ha
bapMaLLeBTMUECKYIO AeATe/IbHOCTb, MEAULMHCKUMW OpPraHusaumaMn, UMELWUMU JINLEH3UI0 Ha
dbapmaLeBTMUECKYIO AeATENbHOCTb, U UX 060COBNAEHHbIMM NOAPa3AeNEeHUAMMU, PACMNONOKEHHbIMU B
CE/IbCKMX HACENEeHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuu, U BeTepUHAPHbIMU
OpraHn3aLnaMU, UMEOLWMMU NNLEH3UI0 HA dapMaLEeBTUYECKYIO AeATeNbHOCTb.

(8 pea. PepepanbHbix 3akoHoB 0T 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Y.2cT.52 (B peqa. ®3 or 28.04.2023 N 149-d3) B 4acTn akKpeaAMTaLMWN CNELIMAINUCTOB C BbICLUMM UK
CpegHUM BeTepuMHapHbIM 06pPa3oBaHMEM, OCYLLECTBAAOWMX GapMaLLeBTUYECKYIO AeATeNbHOCTb,
npumeHsetca ¢ 01.03.2026. CepTudumKaTbl TaKMM MLam BblgatoTca no 28.02.2026 n gencTBytoT He
6onee 5 ner.

2. dusnyeckme MuUa MOryT OCyWecTBAATb (papmMaLeBTUUYECKYHD AeATeNbHOCTb MPWU Hanuumm
BbiCLLErO WAM cpegHero dapmaLeBTUYeckoro obpasoBaHMA W cepTMOMKaTa chneuuanucta ambo
NPOMAEHHON aKKpeauTauMu crneumanncta, BbICLLEro MAM CpefHero BeTepuHapHoro obpasoBaHuA M
cepTudmKaTa crneumanmcta nMbo NPoMAEHHOM aKKpeaMTauMM CrneuManncta, a TaKKe BbICLIero Wau
cpefHero meauMUMHCKOro obpasoBaHus, cepTudMKaTta cneumanncta AMbo NPONAeHHON aKKpeauTaLmm
cneuManncTa U AONOAHUTENBHOMO NPodeccMoHanbHOro 0bpasoBaHMA B 4YacTU PO3HWUYHOW TOProB/M
NIeKApPCTBEHHBIMM NpenapaTaMu 418 MEeAMUMHCKOTO MPUMEHEHUs NpU YCNoBUM UX paboTbl B
060Cc06./1eHHbIX NOAPaA3LENEHUAX MEAMLIUHCKUX OPraHU3aL M, yKa3aHHbIX B 4acTh 1 HAaCTOALWEN CTATbM.
(yacTb 2 B peq. depepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHbIe NpenapaTbl 418 MeANULMHCKOTO NPUMEHEHWA, BBEAEHHbIE B rPaXKAaHCKMIi 060poT 40
29.11.2019, noanexart xpaHeHuto, NepeBoO3Ke, OTNYCKY, peannsaummn, nepegayve, nNpUMeEHeHUo 4o
ncTeyeHmna cpoka ux rogHoctn (®3 ot 28.11.2018 N 449-03).

Cratba 52.1. BBoA B rpa)KAaHCKUA 060POT NEKapCTBEHHbIX CPEACTB ANA MeAULMHCKOro
npUMeHeHuA
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

(eBegeHa depepanbHbim 3aKoHOM OT 28.11.2018 N 449-03)

1. Mepen BBOAOM B rpa*kAaHCKMIN 060POT KaXKA0N CEPUN UM KaXKaoM NapTMM NPou3BeLeHHOrO B
Poccuiickolt Pepepaummn nekapcTBeHHOro npenapara 418 MeAULMHCKOro NPUMEHEHMUS, 33 UCKIOYEHUEM
MMMYHOBMOIOTMYECKUX  JIEKAPCTBEHHbIX MPEenapaTtos, MNPOM3BOAMTE/Ib TAKOrO  JIEKAPCTBEHHOTO
npenapata NpeAcTaBAAeT B 3/eKTPOHHOM ¢dopme B denepanbHbli OpraH MCNONHUTENIbHOM BAACTH,
OCYLLECTBAAOWMIA  GYHKUMM MO KOHTPOMO WM Haz3opy B coepe 34paBOOXPAHEHUS, AOKYMEHT
NPOV3BOAUTENSA NIEKAPCTBEHHOIO CPEACTBA, MOATBEPKAAIOLLMIA KaueCcTBO IEKAPCTBEHHOIO NpenapaTa, U
noATBEPXKAEHME YMNOJHOMOYEHHOTO J/IMLA MPOWU3BOAMTENA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBUA
NleKapcTBEHHOTro NpenapaTa TpeboBaHNAM, YyCTaHOB/IEHHbIM NPU Ero perncTpaLmu.

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

1.1. MNepen BBOAOM B rpakAaHCKUIA 060POT KaxKaoM CepUnN UK KaXKAon NapTMM NpousBeaeHHoM B
Poccuiickoit ®epepaumn dapmaueBTUUECcKoM cybCTaHUMM NPOU3BOAMTENb TAaKOrO J/1IEKAapPCTBEHHOMO
cpeAacTBa NPeACTaBAseT B 3/1EKTPOHHOW dopme B dedepanbHbii opraH WCMOAHWUTENbHOW BNACTH,
OCYLLECTBAAIOWMIA  OYHKUMM MO KOHTPOAKO W Hag3opy B coepe 34paBOOXPAHEHUA, OOKYMEHT
NpoM3BOAMTENA /IEKAPCTBEHHOrO CPeACTBa, MOATBEPXKAAMOWMIA  KayecTBOo  dapmaueBTUYecKom
cybCTaHUMK, U JOKYMEHT, NOATBEPKAAIOWMNIA COOTBETCTBUE JIEKAPCTBEHHOTO CpeacTBa TpeboBaHMAM,
YCTaHOBJ/IEHHbIM MNPV  €ro rocyAapCTBEHHOM perncTpaumMmM WM perucTpaumm, v odopMIEeHHbIN
YMO/IHOMOYEHHbIM IMLOM NPOU3BOANUTENSN JIEKAPCTBEHHbIX CPEACTB.
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(yacTb 1.1 BBeaeHa PeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

2. MNMepep, BBOOAOM B TparKAaHCKMI 0OOPOT KaxKAoW Cepuy WAM KarKAOM NapTMM BBO3MMOIO B
Poccuiickylo  ®epepauuio  JIeKapCTBEHHOro npenapata  Aaa  MeAUUMHCKOro  NpUMeHeHus, 3a
WCK/IIOYEHNEM MMMYHOBMONOTMYECKUX JIEKAPCTBEHHBIX MPEnapaToB, OpraHM3aums, OCyLLecTBASIOLan
BBO3 JIeKapCTBEHHOro npenapata B Poccuiickyto degepaunto, NpeacTaBAdeT B 3N1€KTPOHHOU dpopme B
deaepanbHbIii OpraH UCNOIHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
chepe 34paBOOXPAHEHUS, AOKYMEHT MPOU3BOAUTENA JIEKAPCTBEHHOIO CPeacTBa, MOATBEPIKAAIOLLMIA
KayecTBO  JIeKApCTBEHHOro npenapaTa, W  MNOATBEPXKAEHWE  NpeacTaBUTENA  OpraHusauuu,
OCYLLECTBAAIOLWEN BBO3 /SIeKapCTBEHHOro npenapaTa B Poccuiickylo deaepalmio M yNOAHOMOYEHHOM
MHOCTPaHHbIM MPOU3BOAUTENEM JIEKAPCTBEHHbIX CPEACTB, COOTBETCTBMSA BBO3MMOIO JIEKAPCTBEHHOIO
npenapara TpeboBaHMUAM, YCTAHOB/IEHHbIM MPU €ro PErncTpaumm.

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

2.1. Mepes BBOAOM B rparkAaHCKMN 0OOPOT KaxKAON CEPUN WU KaKLOM MapTUM BBO3MMOW B
Poccuitckyto degepaumto dapmaLeBTMYECKOM cybCTaHUMM OpraHn3aLma, OCyLLECTBAAOWAN BBO3 TAKOro
NleKapcTBEHHOro cpeactBa B Poccuitckyto Pepepaunio, NpeactaBaser B 3NeKTPOHHOM ¢dopme B
denepanbHbIi OpraH UCMOMIHUTENIbHOM BNACTU, OCYLLECTBAAIOWMNIA QYHKLMM NO KOHTPOIIO MU HaA30py B
cbepe 34paBOOXPaAHEHMA, AOKYMEHT MPOM3BOAMTENA NEKAPCTBEHHOrO CPeacTBa, MOATBEPXKAAIOLLNI
KauyecTBo hapmaLeBTUYECKOM cybcTaHUMM.

(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

3. Nopaaok npeacTaBiaeHUa B cooTBeTcTBMM € 4Yactamu 1, 1.1, 2 n 2.1 HacToAweNn cTaTbu
OOKYMEHTOB W CBEAEHWI O JIEKAPCTBEHHbIX CPeAcTBaX, BBOAMMbBIX B TpakAaHCKMA 060poT,
ycTaHasnmeaetca MNpasutennctsom Poccuiickon degepaumm.

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

4. B OTHOLIEHUW NEepBbIX TPEX CEepuUihn WAN NapTUIN NEeKapCTBEHHOro npenapaTta, Bnepsble
npousseseHHoro B Poccuiickoit ®eaepaummn nan snepsblie BBO3MMOro B Poccuiickyto ®Peaepaumio (6es
yyeTa [03MPOBKM) B pamKax OAHOr0 PerncTpauuoHHOro yAoCToBepeHusa, B deaepasbHblii opraH
WUCNONIHUTENbHON  B/IAaCTM, OCYWECTBAAKOWMIN YHKLUMM NO KOHTPOAKO W Hagsopy B cohepe
3/1paBOOXPaHEHMA, AOMNONHUTENbHO NPeACTaBAAETCA NPOTOKOJ UCMbITAaHUI O COOTBETCTBUUN CEPUM UM
napTMMU JieKapCTBEHHOro npenapata AAd MeAWUMHCKOro NPUMEHEHWUs MOKasaTenAaM KauyecTsa,
npeaycMoTPeHHbIM  HOPMATUBHOM  AOKYMeHTauuen, wnanm TpeboBaHUAM, YCTAHOBNEHHbIM NpU
perncTpaunmn B COOTBETCTBMU C aKTamM, COCTaBaAoWMMM NpaBo Coto3a (aanee - NPOTOKON UCMbITaHW),
NPOBOANMBIX aKKpPeAUTOBaHHbIMM B COOTBETCTBMU C 3aKOoHoZaTenbCcTBOM Poccuitckon Pepepaunmn ob
aKKpeauMTaumMm B HaUMOHaNbHOM CUCTEME aKKpeguTaumm deaepanbHbIMU  FOCYAapPCTBEHHbLIMU
6104XKETHBIMU YUpeXKaeHUAMU, NoABEeAOMCTBEHHbIMM defepanibHOMY OpraHy MCNONHUTE/IbHOM BacTH,
ocyuiecteasowemy ¢yHKUUM No BbipaboTKe M peanmsaumm rocyaapcTBeHHOM NOANTUKU U HOPMATUBHO-
NpaBOBOMY pPery/JMpoBaHuio B chepe 34paBooXpaHeHusa, u deaepanbHOMY OpraHy MCMOJIHUTENbHOM
BNACTU, ocylecTBastowemy GYyHKLUM MO KOHTPOIO M Haa30py B chepe 34paBooxpaHeHus. JonyckaeTca
npeAcTaBNeHNe NPOTOKONA MCMbITaHUM, NPOBEAEHHbIX C UCMNOJAb30BaHUEM CPEACTB AUCTAHLMOHHOIO
B3aMmogenctema. MopAagoK Bblgaun yKasaHHbIMK denepasibHbiIMU FOCYAapCTBEHHbIMU BHOAMKETHbLIMU
YyUYpEeKAEHUAMU AaHHOTO NPOTOKO/A U pa3mep NAaTbl 3a ero Bblgavy ycTaHaBAMBatoTcA MpaBUTENbCTBOM
Poccuitckoin Pepepaumn.

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

4.1. MNpeactaBneHMe NPOTOKO/1a UCMbITAHUI AOMNYCKAETCA TO/bKO B OTHOLLEHMM NEePBOMN Cepumn Nan
nepBoi NapTUK IeKapCTBEHHOrO Npenapara, Bnepsble NponsseaeHHoro B Poccuitickoit Peaepaummn nam
BrnepBble BBO3MMOro B Poccuitickylo @Peaepauuio (3a MCKAOYEHMEM JfIeKAapCTBEHHbIX MPenapaTos,
YKa3aHHbIX B YacTax 4.2 1 4.3 HacToALWelN cTaTby), B Cy4ae NpeaoCcTaB/ieHna CBeAEHMI O AaTe Bbl4aun 1
PerucTpaumMoHHOM HOMEPE 3aKNK4YeHWUA COOTBETCTBMA MNPOM3BOACTBA /IEKAPCTBEHHbIX CPEeACTB
TpeboBaHMAM NpPaBUA HaaNeXKaleld NPOU3BOACTBEHHOW NPAKTUKW, BblAAHHOTO YMNO/JHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMONHUTENBHOM BAAcTW, WMAM cepTUdMKATa COOTBETCTBMA NPOM3BOACTBA
NeKapcTBeHHbIX cpeacTs  TpeboBaHMAM NpaBUMA  Hag/iexallen NpPOM3BOACTBEHHOM NPAKTUKM
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EBPA3mMIiCKOro 3KOHOMMYECKOTO COHO3a, BbIAAHHOMO YMOJIHOMOYEHHbLIM OPraHOM rocyAapcTBa - Y/ieHa
EBpPasMICKOrO  3KOHOMMYECKOrO  COl3a, B OTHOLWEHWM  MPOU3BOACTBEHHOW  MOWAAKU
(NpoM3BOACTBEHHBIX MOLWAAO0K), OCYLLECTBAAIOWEN NMPON3BOACTBO FOTOBOW JIEKAPCTBEHHON GOPMBbI U
BbIMYCKAlOLWLMI KOHTPOb KauecTBa 1eKapCTBEHHOTO Npenapara, NPy YCI0BUM OTCYTCTBUA B TeYEHME Tpex
NeT, NpeawecTBYIOWMX AaTe BblAayM MPOTOKO/MA WMCMbITAaHUM, Cy4aeB BbIABJAEHUSA HECOOTBETCTBUA
YCTaHOB/IEHHbIM TpebOoBaHMAM KauyecTBa JIEKAPCTBEHHbIX CpeacTs, WHbOPMauMAa O KOTOpPbIX
onybiMKoBaHa Ha caiTe ¢pesepasbHOro opraHa UCMONHUTEIbHOW BNACTU, OCYLLECTBAAIOWEro QyHKLMK
Mo KOHTPOJIIO M HaA30py B chepe 34paBOOXPaHEHUS, B OTHOLIEHWUW BCEX NPOM3BOACTBEHHbIX NIOLLAA0K,
OCYLLECTBAAIOWMX NPOWU3BOACTBO JIEKAPCTBEHHOIO MpenapaTta M BbiMyCKaloOWMA KOHTPONb KayecTBa
JIeKapCTBEHHOro Npenapara.

(yacTtb 4.1 BBegeHa denepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4.2. He TpebyeTca npeacraB/ieHWe MPOTOKO/lAa MCMbITaHWUM, yKasaHHoro B 4actv 4 wam 4.1
HacToAlWEeN CcTaTbM, B OTHOLWEHUM OPdaAHHbIX JE€KAPCTBEHHbIX MpPenapaToB, BbICOKOTEXHOJ/IOMMYHbIX
JIEKAPCTBEHHbIX MPEenapaToB, NOAYyYEHHbIX U3 BMOIOTMYECKOro MaTepuasia onpeaeneHHoOro YesoBeKa m
npegHasHavYeHHbIX 419 TPUMEHEHMA STOMY }Ke Ye/I0BEKY.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

4.3. B OTHOWEHMN OOHOWN CEepuUn UAN OAHOM NAPTUN BbICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO
npenapaTta (3a WMCKNHOYEHMEM BbICOKOTEXHOMOTMUYHbIX NEKAPCTBEHHbIX MPEnapaToB, MOJIYYEHHbIX W3
61o1I0rMyeckoro matepmana onpeaeneHHoOro YenoBeKa U NpeaHasHauYeHHbIX 419 NPUMEHEHUS ITOMY Ke
yenioBeKy), BnepBsble NponsBeaeHHoro B Poccuinckoit Peagepaunn nnm Bnepsbie BBO3MMOro B Poccuinckyto
depepaunto, nNpeactaBAAeTCA MNPOTOKO/A WCMbITaHUM, MNPOBEAEHHbIX C WCNO/Ib30BaHMEM CPEeACTB
OVCTAHUMOHHOIO B3aMMOLENCTBUA B TeYeHMe MepBbIX TPEX JIeT Moc/ie BBOZa TaKoro npenaparta B
rpa*KaaHCKunin obopor.

(yacTb 4.3 BBeaeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

5. ExxerogHo He no3gHee 1 anpena NpPou3BOAUTENN NEKAPCTBEHHbIX CPEACTB UM OpPraHmM3aLnm,
OCYLLECTBAAOLLME BBO3 JIEKAPCTBEHHbIX MpenapaTtoB B Poccuiickyio degepauuto, NpeacTtaBastoT B
denepanbHbIi OpraH UCMOJIHUTE/IbBHOM BAACTU, OCYLLECTBAAOWMI GYHKLUMM NO KOHTPOJIIO U Had30py B
cbepe 34paBOOXPAHEHUS, MPOTOKOS WCMbITAHU MOCTYNUBLUIEFO B TEYEHME NpesLlecTBYOLLEero
Ka/fieH4apHOro rofa B rpaxaaHcKmMin 06opoT SIeKapCTBEHHOMO NpenapaTa CorflacHO PerncTpPaLMoHHOMY
yA0CTOBEPEHUIO (HAa OAHY CEpPUI0 TOProBOro HaMMEHOBAHUA C YYETOM JIEKAapCTBEHHON GOpPMbl OAHOM
[03UPOBKKU), NPOBOAMMBIX aKKPEAUTOBAHHbIMU B COOTBETCTBMM C 3aKOHOAATENbLCTBOM PoccuiicKoi
depepaunn 06 aKKpeaUTaUMM B  HAUMOHANbHOM CUCTEME aKKpeguTauun  UCMbITaTeNbHbIMU
nabopartopuamu (ueHTpamu). MNpeacrasieHne NPOTOKONA UCMbITaHMIA, NPEeAYCMOTPEHHOIO HaCTOALLEN
YacTbto, B OTHOLWUIEHMM NEKAPCTBEHHbIX MPenapaToB, YKa3aHHbIX B 4actv 4.2 HacCToAWEN CcTaTby,
OONYyCKaeTcs oAWH pas B TpW roga nNpu yci10BUKU UX BBOAA B rparkAaHCKuMii o6opoT. MNpu npeacraBneHmm
NPOTOKOAA UCMbITAaHUIA, NPeAYCMOTPEHHOrO Yactamum 4 u 4.1 HacToALel cTaTbk, B desepanbHblil opraH
WUCMNONIHUTENIbHOM  BAACTW, OCYLWECTBAAKOWMA PYHKUMM NO KOHTPOAO W Haasopy B coepe
34paBOOXPaHEHUNA, NPOTOKO UCMbITAaHWUN, NPEeAYCMOTPEHHbIN HAaCTOALEN YacTbto, B YKa3aHHbI OpraH He
npeacTaBaAeTcs.

(yactb 5 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5.1. lpou3BoaUTeNM NEKAPCTBEHHbIX CPEACTB WAM OpraHuM3aumu, OCYLLeCTBAAIOLIME BBO3 B
Poccuiickyto denepaunto BbICOKOTEXHOIOTMYHBIX JIEKAPCTBEHHbIX MNPEnapaToB, BMECTO NPOTOKO/A
UCMbITaHWIM, NPeayCMOTPEHHOro YacTblo 5 HacTosAwel cTaTbW, BNpaBe NpeacTaBuUTb B denepasnbHbIi
OpraH WCMOMIHWUTENbHOW BAIACTW, OCYLLECTBAAOWMIA (YHKLMM MO KOHTPO/O M Haa3opy B coepe
34paBOOXPaHEHMS, CBEAEHWA O JaTe W PEerucTpalMoOHHOM HOMEpPEe 3aK/YEeHWA O COOTBETCTBUM
NPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA HaAnexaliein npousBOACTBEHHOM
NPaKTUKK AU cepTUdMKaTa COOTBETCTBMUA NPOMN3BOACTBA IEKAPCTBEHHbIX CPEACTB TPeboBaHUAM NpPaBu
Hagnexalleln npPou3BOACTBEHHOM NPaKTUKM EBPAsMIMCKOrO 3KOHOMMYECKOTo COt3a, BblAaHHOMO
YNOAHOMOYEHHbIM OpPraHOM rocyAapcTBa - 4ieHa EBPa3sMMCKOro 3KOHOMMYECKOro coto3a, ANs
NPOM3BOACTBEHHOM MNIOWAAKM (NPOM3BOACTBEHHbIX MN/IOWAA0K), OCYLLECTBAAIOWENA MNPON3BOACTBO


https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100414
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100416
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100417
https://login.consultant.ru/link/?req=doc&base=RZR&n=494647&dst=100418
https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=RZR&n=454370&dst=100015

roTOBOW SIeKapCTBEHHON POPMbI U BbIMYCKAOLLMA KOHTPO/Ib Ka4yecTBa SIEKapCTBEHHOTO Npenapara.
(yacTb 5.1 BBeaeHa DeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

6. [pou3BOAMTENN NIEKAPCTBEHHbIX CPeAcTB WAM  OpraHM3auuK, OCyLLecTBAsAlOWME BBO3
JIeKapCTBEHHbIX NpenapaToB B Poccuiickyo degepauuto, He MeHee YeM 3a OAMH rod A0 NAAHUPYEMbIX
NPUOCTAHOB/IEHMA WM MNPEKPALLEHUA MPOU3BOACTBA JIEKAPCTBEHHbIX MpPenapaToB WM MX BBO3a B
Poccuitickyto depepaumto yBegomnsaoT 06 3ToM B 3/71EKTPOHHOW ¢opme denepanbHbii  OpraH
WUCMOJIHUTE/IbHOM  BAAaCTW, OCyLecTBAAOWMA  GYHKUMM NO  KOHTPOAK W  Haasopy B coepe
34paBoOXpaHeHns M deaepanbHbIit OpraH MCNOJAHUTENbHOW BAACTM, OCYLLECTBAAIOWMIA GYHKUUKN MO
JNINLEH3NPOBAHUIO NPOU3BOACTBA SIEKAPCTBEHHbIX CPEACTB.

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

7. BBoA, B rpa*kAaHCKMM 0OOPOT KaKAoh Cepum UAM KaxKaon napTum MMMYHODOMOIOrMYecKoro
JIeKapCcTBEHHOrO npenapara, npousseaeHHoOro B Poccuitckon ®eagepaumm nnm BBO3MMOro B POCCUMCKYHO
depepaunio, oCywWEecTBASETCA HA OCHOBaHMWU paspelleHuns, BblgaHHoOro denepasibHbiM OpPraHom
WUCNO/IHUTENbHON  BNACTM, OCYLLECTBAAOWMM (PYHKUMM NO KOHTPOAKO U Haasopy B cdepe
3[1paBOOXPaHEHMA, Ha OCHOBAaHWM BblgaHHOro denepanbHbIMU TOCYAAPCTBEHHLIMU OIOAMKETHLIMMU
yupexaeHMAMN, YKasaHHbIMU B 4acTM 4 HacTosWen CTaTbM, 3aK/IOYEHUS O COOTBETCTBUU CEPUN UK
napTMM MMMYHOBWONOIMYECKOro IeKapCTBEHHOIO MNpenapaTta TpeboBaHMAM, YCTAHOBAEHHbIM NPU ero
rocygapcTBeHHOM perncrtpauunu. NMopaaok BblAaun paspeLleHns Ha BBOA B rpaxKaaHCKM 060poT cepun
WU NaPTUN UMMYHOBMOIOTMYECKOTO IEKaPCTBEHHOTO NPenapara, a TakXe NopsAoK BblAaumu YKa3aHHOTO
3aK/I0YEHMA W pasmep nNnatbl 3a ero Bblgady ycTaHaBauBatoTca [MpaBuTenbCcTBOM Poccuiickomn
depepaunn.

7.1. ®opma 1 NopALOK NPoBeAEHMA UCMbITaHWUI, YKa3aHHbIX B Yactax 4, 4.1, 4.3 n 5 HacToAweln
CTaTbW, B TOM YMCAE C UCMOJIb30BAHUEM CPEACTB AMUCTAaHLMOHHOIO B3aMMOAENCTBMA, YCTaHABAMBALOTCA
MpasuTtenbctBom Poccuiickoit ®epepaumm.

(yacTb 7.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-d3)

8. 3a HenpeacTaBieHWE WAN HECBOEBPEMEHHOEe MNpeAcTaB/eHne AOKYMEHTOB W CBeAeHUN,
npeaycMoTpeHHbIxYactamn 1,2, 4,4.1,4.3,5, 5.1 1 6 HacToALLen cTaTbM, NPON3BOAUTENMN NEKAPCTBEHHbDIX
CPeACTB WM OpraHM3auMu, OCYLLEeCTBAAKOWME BBO3 JIEKAPCTBEHHbIX MpenapatoB B Poccuiickyto
depepaunto, HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoin ®egepauymn.

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

9. MNpepacTaBneHne OOKYMEHTOB U CBEeAEHUI, NPeayCMOTPEHHbIX Yactammn 1, 2 u 4 HacToAlen
CcTaTbi, M MNOJy4YeHMe MpPedyCMOTPEHHOrO 4YacTblo 7 HacToAWwen cTaTbM paspelleHus Ha BBOA
MMMYHOOMONOrMYECKOrO J1IeKAPCTBEHHOrO Mpenapata B TParkgaHCKMit 060poT He Tpebytotca B
OTHOLWEHNUN NeKapPCTBEHHbLIX MNpenapaTos, npeaHasHa4yeHHbIX  ONA nposeaeHnA KIMHNYECKUX
nccnefoBaHUI NEKAPCTBEHHbIX MpenapaToB, NPOBeAEeHMA 3KCMepTM3bl JIEKAPCTBEHHbIX CPeacTs A/s
OCYLLECTB/IEHNA TOCYAAPCTBEHHOM PEerncTpauumn NeKapcTBEHHbIX MPEenapaToB, a TaKKe B OTHOLWIEHMUM
He3aperncTpUpoBaHHbIX SIEKaPCTBEHHbIX NPEenapaTos, NpeAHa3HaYeHHbIX A5 OKa3aHWa MeaULMHCKOM
nomown nNo XM3HEHHbIM NMOKa3aHUAM KOHKPETHOro nauueHTa uaum rpynnbl NalmMeHToB, BBO3MMbIX B
Poccuitckyto ®epepauymio B cOOTBETCTBMM € YactTamm 3 M 3.1 ctatbn 47 HacToAwero desepanbHOro
3aKoHa.

(B pen. PegepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

10. MNpu BbIABNEHUM B rpakgaHCKoMm obopoTe cepuu UaM NapTUKU JIeKapCTBEHHOrO Mpenapara,
OOKYMEHTbI U CBEAEHMA O KOTOPbIX, NpeaycMoTpeHHble Yactamu 1, 2, 4, 4.1, 4.3, 5 1 5.1 HacToAwem
CTaTbM, He NpeacTaBNeHbl B penepasibHbi OpraH UCNONHUTENIbHOW BIACTU, OCYLLECTBAAOWMNN GYHKUUM
Mo KOHTPOIO M Haa30py B chepe 34paBoOXpaHeEHUs, IMBO cepumn Uan NapTMm MMMYyHOBMOIOrMYecKoro
JIeKapCTBEHHOrO Mpenapata, He WMEIoWMX paspelleHMa Ha BBOA, B rpaXAaHCKMi 0b6opor,
NpeaycMOTPEHHOIO 4acTbto 7 HacToAleW cTaTbM, ¢eaepanpHbi OpraH WMCNOAHUTENbHOM BAACTH,
OCYLWEeCTBAAIOWMIA GYHKUMM NO KOHTPOAD W Haa3opy B cdhepe 34paBoOOXpaHEHUA, B MNOPAAKe,
ycTaHoBneHHoM [MpaBuTenbctBom Poccuitickoit Pepepaumn, NpUHUMaET pelleHne O MpeKpalLeHun
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rpaxgaHcKoro o6opoTa Takux cepun A NapTum Ao NpeacTaBAeHUA YKa3aHHbIX JOKYMEHTOB U CBeAeHUi
160 NoslyYeHMA YKa3aHHOro paspeLleHus.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Ct. 52.2 He pacnpocTpaHAeTca Ha Cepumn JIEKapCTB A1 BETEPUHAPHOrO NPUMEHEeHUA, BBe4eHHbIE B
rpaxkaaHckmn ob6opoT o 01.09.2023, KoTopble MOANEXKAT MPUMEHEHUID A0 UCTEYEHUA CPOKa MX
rogHoctu (®3 o1 02.07.2021 N 317-93).

Ctatba 52.2. BBog B rpakhaHcKuii 060poT nieKapCcTBEHHbIX MPenapaTtoB AN BeTepUHapHOro
npUMeHeHus

(eBepeHa degepanbHbiM 3akoHOM oT 02.07.2021 N 317-93)

1. Mepen BBOAOM B rpaxAaHCKMM 0OOPOT KaxaoW cepum npousBeneHHoro B Poccuiickown
degepaunn  NeKapcTBEHHOTO nNpenapaTta ANA BETEPUMHAPHOIO NPUMEHEHWA, 33 WCKIYeHUem
MMMYHOBMO0rMYECKoro IeKapCTBEHHOro NpenapaTa 414 BeTEPUHAPHOro NPUMEHEHUA, NPOU3BOAUTENb
TAKOro JIeKapCTBEHHOro npenapaTta NpeAcTaBadeT B yBegOMUTEIbHOM nopsagke B denepanbHblii opraH
WCMNOJIHUTENbHOM BAIACcTW, OCYLLECTBAAOWMIA GYHKUMKM MO KOHTpoato (Haasopy) B cdepe obpalieHus
JIeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOTO NPUMEHEHMUS:

1) AOKYMEHT NPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, MOATBEPKAAIOWMNIA COOTBETCTBME KayecTsa
NIeKapCcTBEHHOro npenapaTta A4/ BETEPMHAPHOro MPUMEHEHMs, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTaHOBIEHHbIM NPW €ro rocyAapCTBEHHON perncTpaunm;

2) noarsepxgeHne ynosHOMOYEHHOro ivuda nNpomsBoaAUTENA  NEKAPCTBEHHbLIX CpeacTs
COOTBETCTBMA  JIEKAPCTBEHHOIoO npenapata AaAa BeTepUHApPHOro nNpuUMMEHEHUA Tpe6OBaHMFIM,
YCTAHOBJ/IEHHbIM MpPU €ro FOCVﬂ,apCTBEHHOVI perncTpaumnn.

2. Mepen BBOAOM B rparKAaHCKMI 0BOPOT KarKaoM cepuM BBO3MMOrO (nepemellaemoro) B
Poccuiickylo  ®degepaumio  NeKapCTBEHHOrO npenapaTa 414 BETEPUHAPHOrO MPUMMEHeHMs, 3a
NCKNOYEHNEM UMMYHOBMONOTMYECKOrO IeKapCTBEHHOTO NpenapaTta 419 BETEPUHAPHOIo NPUMEHEHUS,
OpraHM3aLms, OCYLLECTBAAOLLAA BBO3 (NepemeLleHne) 1IeKapCTBEHHOro npenapaTta 418 BeTepUHAPHOro
npumeHeHusa B Poccuiickyto depepaumio, NpeacTaBaseT B yBeAOMUTEIbHOM nopaake B dpeaepasbHbli
OpraH MCMNONHUTENIbHOW B/IaCTW, OCYWECTBAAIOWMIA GYHKUMM NO KOHTpoa (Hagsopy) B coepe
0bpalLeHnA IeKaPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO NPUMEHEHUS:

1) AOKYMEHT NPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, MOATBEPHAAIOLINIA COOTBETCTBME KayecTsa
NIeKapCcTBEHHOro npenapaTta A4/17 BETEPMHAPHOro MPUMEHEHMS, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro rocyAapCTBEHHOM perncTpaunm;

2) noATBepXAeHME MLA, YNONHOMOYEHHOIO AepiKaTenem UAN BAaAeNbLEM PEerncTpaumoHHOro
YOOCTOBEPEHUA /IEKAPCTBEHHOrO npenapata Aaa BeTEePUHAPHOro MNPUMEHEHUA, COOTBETCTBUA
NeKapcTBEHHOro NpenapaTa AN BETePUHAPHOro NpUMeHeHUs TPeboBaHMAM, YCTAHOBAEHHbLIM NPU ero
rocyAapCTBEHHOW perncTpaumm.

3. Beog, B rpaxgaHckuii 0bopoT BBO3MMOTro (nepemeltaemoro) B Poccuiickyio deaepaumnio
NleKapCTBEHHOro npenapata A1A BeTEePUHAPHOrOo MPUMMEHEHUS OCYLLEeCTBAAETCA MpPWM  HaaMuum
3aK/MOYEHMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CpeacTts TpeboBaHMAM npaBun
HaZneKallei NpousBOACTBEHHOM MPAKTUMKK, BblAAHHOTO YNOJAHOMOYEHHbIM denepanbHbiM OpraHom
WCNONHUTENbHOM BNAcTU ANA  NPOW3BOACTBEHHOM NJIOWAAKA NEeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPUMEHEHUSA, BBOAMMOTO B rpakKaaHCKunit 06oporT.

4. JInyo, yNnoNHOMOYEHHOE AeprKkaTeneM WAWN BAajenblem PerncTpaunuoHHOro yaoctoBepeHus
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NleKapcTBEHHOro npenapata ANs BeTEPUHAPHOTO MNPUMEHEHUs, AO/MKHO ObiTb aTTecToBaHo B
YCTaHOB/IEHHOM YNOJAHOMOYEHHbIM deaepanbHbIM OpraHOM UCMNONHUTENbHOW BNACTM NOPAAKE U UMETb
CTak paboTbl He MeHee 4yem NATb NeT B obnacTm npomssoacTBa M (MAM) KOHTPONSA KayecTsa
NleKapcTBeHHbIX cpeacTs iMbo B 061acT MOHUTOPUHTA 3P PEKTUBHOCTM M 6E@30NacHOCTM IeKapCTBEHHbIX
npenapatos A8 BeTEepMHAPHOro MNPUMEHEHWA, MPOBOAMMOrO Jep)kaTtesieM WAM BAageNblem
perucTpaLnoHHOro y0CTOBEepeHUA 1eKapCTBEHHOro npenapaTa ANa BeTepMHapHOro NpuMeHeHus anbo
YNOJIHOMOYEHHBIM UMUK OPUANYECKUM NINLOM, Bbicllee obpa3oBaHMe COOTBETCTBEHHO NO OAHOWU U3
cneumanbHocTe M (MAM) ogHOMY M3  HaMpaBAeHMA NOATOTOBKM: 6uonorus, 6uoTexHonorus,
BeTepuHapus, BeTepUHaAPHO-CaHWUTapHaA 3KCNepTU3a, KAMHMYEeCKaa MeauuMHa, paduaunoHHas,
XMMmMyeckas u 6buonoruyeckas 3awmrta, dapmauua, PyHAaMeHTasbHaA MeauLMHaA, XUMUYEecKas
TEXHONOMUNA, XMMUS.

5. MopsagoKk npeactaB/ieHMAa B COOTBETCTBMU C YacTAMKU 1 M 2 HacToALWLEN CTaTbU AOKYMEHTOB U
CBeAeHMN O NeKapCTBEHHbIX nNpenapaTax A4/19 BETePMHAPHOro NpMMeHeHUs, BBOAMMbIX B rpaKaaHCKUi
obopoT, yctaHaBnusaeTca MNpasutenbctBom Poccuitckoin Pepepauymu.

6. B OTHOWeEHUM nepBbiX [ABYX CEpUIA NEeKapCTBEHHOro npenapaTta AN8 BeTepUHapHOro
npumeHeHUA, Bnepsble nNpomsseaeHHoro B Poccuitickoit depepaumm uAM BNepsble BBO3UMOTO
(nepemewaemoro) B Poccuitickyto depepaunio, B deaepanbHblii opraH MCNOAHUTENbHOW BAAcTH,
ocyLLecTBAAWMNI GYHKUMKM NO KOHTpOoo (Hagsopy) B chepe obpalleHNs NeKapCTBeHHbIX CpeacTs ANs
BETEPUHAPHOro NPUMEHEHUA, Hapaay C AOKYMEHTamMK, NPeayCcMOTPEeHHbIMKU YacTammn 1 1 2 HacTosllein
CTaTbM, NPeACTaBAATCA MPOTOKO/Ibl UCMbITaHUIN O COOTBETCTBMM 3TUX CEPUIA NIeKapCTBEHHOrO Npenapara
ONA  BETEPUHAPHOTO MNPUMEHEeHMA MOoKasaTeNAM KayecTBa, MPeayCMOTPEHHbIM HOPMATUBHbLIM
OOKYMEHTOM (Janee - NPOTOKO/ MCMbITaHUI), NPOBOAMMbIX aKKPeAWTOBaHHbIMU B COOTBETCTBMM C
3aKoHoZaTenbcTBOM  Poccuinickon  ®Pepgepaumm o6  akKpeguTauuMM B HAUMOHA/IbHOW  cucTeme
aKKpeamuTaumm UcnbiTaTesIbHbIMU labopaTopuamm (LeHTpamu).

7. ExxerogHo He nosaHee 1 ¢deBpans NPoU3BOANTENN NEKAPCTBEHHbIX CPEACTB UM OpraHM3aLuu,
OCyLLecTBASOWME BBO3 (NepemeLleHne) NeKapCTBEHHbIX NPenapaTos AN BETEPUHAPHOIo NPUMeEHEHUs
B Poccuiickyio dPepepaumio, npeacrtasanaloT B deaepasibHbii  OpraH WUCMNOJIHUTE/IbHOW  BAAcCTH,
OCYLLECTBAAOLWMA GYHKLMM NO KOHTPONO (Haa3opy) B chepe obpalleHns NekapcTBEHHbIX CPeACcTB ANs
BETEPMHAPHOIr0 MPUMEHEHUA, NPOTOKO MUCMbITaHUA MOCTYMNMBLUErO B TEYEHME FoAa B FPaKAaHCKWUiA
060pOT IeKapCTBEHHOTO NpenapaTta A58 BETEPUHAPHOro NPMMEHEHNS KOHKPETHOTo npounssoanTens (Ha
OfIHYy CEpMUIO Ka)Aoro TOProBOro HaMMEHOBAHWS C Y4YEeTOM JIeKapCTBeHHOoM ¢opmbl, a Aans
JIEKAapPCTBEHHOTO npenapaTa ans BETEPUHAPHOro NPUMeHeHuUs, He ABAsoLWerocs
MMMYHOBMONOTMYECKMM, TaKXKe C Yy4yeToM [J03UMPOBKKU), MNPOBOAUMBIX aKKPeAUTOBAaHHbIMKU B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon depepaunun o6 aKKpeaAuTauuM B HaAUMOHA/bHOM
cUCTeMe aKKpeauTaunmn ncnbitaTeNbHbIMM NabopaTtopmamn (LeHTpamm).

8. BBoA, B rpaxpaHckuii ob6opoT MMMYHOBMONOIMYECKOro JIeKAapCTBEHHOrO MpenapaTta Ans
BETEPUHAPHOTO MPUMEHEHUsi, npou3BeaeHHOro B Poccuitickoli depepauunm  UMAM  BBO3UMOTO
(nepemewaemoro) B Poccuiickyio Pesepaumio, OCyLLECTBAAETCA Ha OCHOBaHUN pa3peLleHms, BblAaHHOTO
depepanbHbIM OPraHOM UCMONHUTENBHOWN BAACTH, OCYLLECTBAAOWMUM GYHKLUKN NO KOHTPOO (Haa3opy)
B chepe 0bpalLeHNs 1eKaPCTBEHHbIX CPEACTB 4/15 BETEPUHAPHOrO NPUMEHeHUs. YKasaHHOe paspelleHme
BbIAEeTCA Ha OCHOBAHMM NMPOTOKOJA MUCMbITAaHWUIMA, NPOBOANMbIX AaKKPEAUTOBAHHLIMU B COOTBETCTBUM C
3aKoHogaTenbcTBOM  Poccuiickon  ®depepaumm 06  akKpeauTauuMM B HaUWMOHA/NbHOM  cUcTeme
aKKpeamTaLmMm opraHMsaumsamm, Noasea0MCTBEHHbIMU deaepanbHOMY OpraHy UCMONHUTENLHOW BAACTY,
ocyuiecTeastoweMy GYHKLMKM MO BbipaboTKe rocyfapCTBEHHOW MOSUTUKM M HOPMATUMBHO-MPABOBOMY
peryaMpoBaHuio B chepe arponpoMbILIEHHOr0 KOMMAEKCa, BK/toYas obpalleHue JfieKapCTBEHHbIX
CPeACTB ANA BETepMHAPHOro MNpuUMeHeHus, uan deaepanbHOMy OpraHy WMCNOAHWUTENbHOW BAacTu,
ocyuwiecTeastolwemMy GpyHKLMM No KOHTPoto (Haasopy) B chepe obpalleHns nekapcTBeHHbIX CpeacTs 4na
BETEPMHAPHOrO NPUMEHEHMA, a TaKKe OOKYMEHTOB W CBeAeHW, NpeayCMOTPEHHbIX YacTbto 1 (anAa
npenapaTtos, NpousBeaeHHbIX B Poccuiickon depepaumn) nam yactolo 2 (ana npenapaTos, BBO3MMbIX
(nepemewaembix) B Poccuiickyto degepaumio) HacToALLEN CTaTb.
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9. CpokK BblZauyn paspeLleHns, yKasaHHOro B YacTM 8 HacToALWEel CTaTbW, COCTaBAAET NATb paboumx
OHEeN CcO pJHSA NpeacTaBfeHuAa NpPOM3BOAMTENIEM JIeKapCTBEHHbIX CPeaCTB WM OpraHusaumen,
OCYLLECTBAAIOLLEN BBO3 (NepemMelLeHMNe) IeKapcTBEHHOTO NpenapaTta 4/11 BETEPUHAPHOTo NPUMEHEHUS B
Poccuiickyto ®egepaumio, B degepanbHblii OpraH MCNONHUTEIbHOW BACTHM, OCYLLECTBAAOWMI GYHKLNUM
no KOHTpoAo (Haa3opy) B cdepe obpalLeHNA NEeKaPCTBEHHbIX CPeACTB A1 BETEPUHAPHOro NPUMEHEHMUS,
AOKYMEHTOB, NPeAyCMOTPEHHbIX YacTblo 8 HAaCToALLEN CTaTbM.

10. PaspelueHune, yKa3zaHHOE B 4acTU 8 HACTOALLEN CTaTbM, BblAAETCS B OTHOLIEHUM Ka)KAoW U3
nepsbiX ABYX Cepuii MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOro mnpenapaTa A48 BeTepPUHAPHOro
npMMeHeHWsi, Bnepsble npousBeaeHHOro B Poccuitickon Pepepaumm uAM Bnepsble BBO3UMOIO
(nepemewaemoro) B Poccuiickytio Pepepaumio. Takoe paspeLleHne BblAAeTCss Ha BECb CPOK obpalleHus
cepum MMMYHOBMONOTMYECKOro JIEKAapCTBEHHOrO npenapata Ans BETepPUMHApPHOro MNPUMEHEHUSA, B
OTHOLUEHWM KOTOPOM OHO BblAaHO. B OTHOLIEHMN NOC/IeAYIOWMX CEPUM O4HOrO TOProBOro HAMMEHOBaHUA
MMMYHODOMO/IOTMYECKOTO  NeKaApCTBEHHOro  npenapata  Als  BETepPUMHAPHOro  NMPUMEHEHMUs,
npousseseHHoro B Poccuiickolt Pepepaumm mam BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaunto, Takoe paspelleHme BbIAIETCA CPOKOM Ha TpM roga. MopAaaoK BblAaum paspeLlleHna Ha BBOL,
B FPakAaHCKMA 0060POT MMMYHODOMOJIOTMYECKOTO /S1IeKAapCTBEHHOro npenapaTta AJs BeTepUHapHOro
NpPUMeHeHUA, NOPAAOK BblAauM NPOTOKO/A UCMbITaHUM, YKa3aHHbIX B 4acCTM 8 HACTOALEN CTaTby, a TaKKe
MeToAMKa onpeaeneHns pasmepoB NaaTbl 3a BblAa4yy YKA3aHHOTO MPOTOKONA  MCMbITaHWUIM
ycTaHaBnmeaetca MNpasutenbctsom Poccuiickon deaepauum.

11. MmmyHOBMONOTMYECKME JNleKapCTBEHHbIE MpenapaTtbhl 408 BETEPUHAPHOrO NPUMEHEHUS,
BBeAEeHHbIE B rPaykAaHCKMIA 060POT B COOTBETCTBMM C YACTblO 8 HACTOALLEN CTaTbK, NOA/IEHKAT XPAHEHMIO,
nepeBo3Ke, OTNYCKY, peannsaumm, nepegade, NPUMEHEHUIO L0 NCTEYEHUA CPOKA UX FO4HOCTY.

12. 3a HenpeacTaBAeHWE WAN HECBOEBPEMEHHOE MNpecTaB/ieHNe OOKYMEHTOB W CBEAEHUMN,
npeaycMOTPEHHbIX YacTamu 1 - 3, 6 U 7 HaCcTOALLEN CTaTbW, NPON3BOAUTENIN JIEKAPCTBEHHbIX CPEACTB U
OpraHM3aumm, ocywecTeasolWmMe BBO3 (NepemelleHne) NeKapCTBEHHbIX NPenapaToB 415 BeTepMHapPHOro
npumeHeHna B Poccuiickyto ®enepaLmto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOLATE/IbCTBOM
Poccuitckoin Pepepaumn.

13. MpeacTaBaeHne AOKYMEHTOB M CBEAEHWUI, NPeAYCMOTPEHHbIX YacTamu 1 - 3, 6 1 7 HacToAwein
CTaTbW, U NONYYEHME Pa3peLLEHNA, YKa3aHHOrO B YacTM 8 HAcTOALLEN CTaTbM, He TPeBYHTCA B OTHOLWEHUK
NeKapcTBEHHbIX NPenapaToB A/1A BETEPUHAPHOro MPUMEHEHWA, NpeAHasHauYeHHbIX ANA BblBO3a W3
Poccuiickolt ®depgepaumn, nNpoBeAeHUA AOKAMHUYECKMX WCCNAeA0BaHWUMA NIeKapCTBEHHbIX CPeacTs,
KAMHWUYECKUX UCCNeL0BaHMIA IeKapCTBEHHDBIX NPEnapaTos A4/1A BETEPMHAPHOrO NPMMEHEHMA U BBO3a A4
Lenem, ykasaHHbIX B NyHKTe 5 yactn 1 ctaTbu 50 HacToswero PeaepanbHOro 3aKoHa, a Takke 06pasLos
NeKapcTBEHHbIX MPenapaToB A/1a BETEPMHAPHOrO NPUMEHEHUA, NpeaHasHayeHHbIX 414 NpoBeAeHMUsA
3KCMEePTM3bl NEKAPCTBEHHbIX CPEACTB B LEAAX OCYLWECTBAEHUA T[oCyAapCTBEHHOW perucrpauun
NIeKapCTBEHHbIX MpenapaTtos A/18 BETEePUHAPHOr0 MPUMEHEHMA WAW BHECEHUA W3MEHEHUA B
perncTpaunoHHoOe A0Chbe Ha IEKaPCTBEHHbIN Npenapar 419 BETEPMHAPHOTO NPUMEHEHMUA.

Cratba 53. Mpoparka, nepegaya NIEKapPCTBEHHbIX CPeACTB OPraHU3auMAMMU ONTOBOM TOProBaU
JNIeKapCTBEHHbIMU CpeaCcTBaMMU

1. OpraH1sauumn onToBOW TOProBAW JIEKAPCTBEHHbIMU CPEACTBAaMM MOTYT OCYLLECTBAATb MPOAANKY
NeKapCcTBEHHbIX CPeACTB MW nepefaBaTb MX B YCTAHOBJAEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit
denepaumn nopsagKe (3a UCKAOYEHMEM PapMaLLeBTUYECKOW CybCTaHUMKU CNMpTa 3TUA0BOTO (3TaHoMa) C
yyeTom TpeboBaHMI YacTu 3 HacCTOALLENM CTaTbu:

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-3)

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProB/AN IEKAPCTBEHHbIMU CPeaCcTBamMu;

2) npounssoaunTenAm nNekapCrBeHHbIX CpeacTs AnA u,eneﬁ npon3BoACTBa IEKAPCTBEHHbIX CPEACTB,;
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3) anTe4YHbIM OpPraHn3aumnAM U BETEPUHAPHbLIM alTEYHbIM OPraHN3aunAM;

4) Hay4YHbIM OpraHM3aLMam ANA Hay4yHOo-UccAeA0BaTeNbCKoM paboThl;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5) uHAMBMAYaNbHbIM NpeAnpUHUMATEN M, WMEWMM NULEH3NIO Ha dapmaleBTUYECKYIo
AeATeNbHOCTb UAN NLEH3UIO HA MEeANLMHCKYIO AeATENIbHOCTb;

6) MeANLMHCKUM OpraHM3aLmnsam, B TOM YNC/Ie CO34aHHbIM U 3aperMcTpMpoBaHHbIM B COOTBETCTBUM
C 33aKOHOZATeNbCTBOM MHOCTPAHHOrO rocygapctsa - uYneHa OpraHus3aumMm  3KOHOMMUYECKOro
COTPYAHMYECTBA WM PA3BUTMA  MHOCTPAHHbIM  HOPUAMYECKMM  NUAM,  WUHOMBMAYA/IbHbIM
npegnpuHUMaTenam, ABAAIOWMMCA Y4aCTHMKAMKM NMPOEKTa B COOTBETCTBUM ¢ PeaepaibHbIM 3aKOHOM OT
29 uioHna 2015 roga N 160-$3 "O merKayHapoAHOM MeAULMHCKOM KNacTepe U BHECEHUU U3MEHEHUI B
oTAeNbHble 3aKOoHOAaTe/IbHble akTbl Poccuiickoint deaepauymmn”, n BeTepUHAPHbLIM OpraHM3aumnam;
(B pea. PepepanbHbix 3akoHOB 0T 26.07.2019 N 240-$3, ot 04.08.2023 N 428-93)

7) opraHusauMam U MHAMBUAYANbHbIM NPEANPUHUMATENSAM, OCYLLECTBAAIOWMM pasBeieHue,
BblpallMBaHME M COAEpPrKaHME MKMBOTHbIX (33 WCKAOYEHMEM MPOAaXKM WM  (apmaLeBTUYECKUX
cybCTaHUM UK MX Nepesayn).

(n. 7 B pea. ®epgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHu3auMmM OMTOBOWM TOPrOB/IM NIEKAPCTBEHHbIMM CpPeAcTBaMM He BrpaBe OCyLWecTBAATb
npoaaxy (nepepayy B YyCTaHOBAEHHOM 3akKoHogaTenbcTBOM Poccuitickoit Pepepaummn nopsake)
dbapmaueBTUYECKOMN cybCTaHUMKM CNMpTa STUIOBOTO (3TaHoNa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-3)

3. OpraH13aummn oNTOBOM TOPrOB/M JIEKAPCTBEHHBIMM CPeACTBAMM MOTYT OCYLLECTBAATL NPOAANKY
(nepepavy B ycTaHOBNEHHOM 3aKoHOAATENbCTBOM Poccuiickon deaepaumm nopagke) NeKapCTBEHHOMO
npenaparta 414 MegMUUHCKOTo MPUMEHEHUA C MeXAYHAPOAHbIM HeNaTeHTOBAaHHbIM HaMMEHOBAHMEM
n n

ST1aHon":

1) ropnanYecKMM MLam, UMEILWMM ULEH3MI0 Ha dpapMaLeBTUYECKYIO AeATeNbHOCTb B chepe
0b6palLeHMA NeKAPCTBEHHbIX CPEACTB ANA MEAULIMHCKOTO NPUMEHEHUS;

2) vHAMBMAYyaNbHbIM MpegnpPUHUMATENAM, WMMEILWMM JIMLEH3UI0 Ha ¢dapMaLeBTUYECKYIO
AeATenbHOCTb B cdhepe 0bpaLLeHUs 1eKapcTBEHHbIX CPeACTB A1 MeSULMHCKOTO NPUMEHEHUS;

3) uHanBMAYaNbHbIM NPeANPUHUMATENAM, UMEIOLWUM IULLEH3UIO Ha MeAULIMHCKYIO AeATE/IbHOCTb;
4) 1opMANYECKMUM IMLLAM, UMEIOLLIMM IULIEH3UIO Ha MeAULMHCKYIO AeATEeIbHOCTb;

5) MHOCTPAHHBIM OPUAMYECKMM NMLAM U UHANBUAYAbHBIM NPeAnPUHMMATENAM, CO3A4aHHbIM U
3aperncTpuMpoBaHHbIM B COOTBETCTBMM C 3aKOHOAATENbCTBOM MHOCTPAHHOMO rocyAapcTBa - YieHa
OpraHu3auMmM 3KOHOMMYECKOTO COTPYAHMYECTBA U Pa3BUTMA, ABAAIOWMMCA Y4aCTHMKAaMKM MPOEKTa B
cooTBeTCTBUM C PepepanbHbiM 3aKoHOM OT 29 utoHa 2015 roga N 160-®3 "O mexayHaposHOM
MeAULMHCKOM KiacTepe M BHECEHWW WU3MEHEHMUW B OTAE/NbHble 3aKOHOAATe/bHble aKTbl Poccuinckoit
depepaunn’;

6) vcnbiTaTenbHbIM Nabopatopuam (LeHTpam), NPOBOAALWMM WUCMbITaHWA B 0BNACTM KOHTpONA
KaQuecTBa /1IEKApCTBEHHbIX CPeACTB, aKKPeAUTOBaHHbIM B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoit ®epepaumm 06 akKpeanTaLUKM B HALMOHANLHOM CUCTEME aKKpeanUTaLmu.

(yacTb 3 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 04.08.2023 N 428-03)

CraTtba 54. MpaBuna ONTOBOI TOProB/AU IEKAPCTBEHHLIMM CPEACTBAMMU

1. OnroBas TOproena NeKapCrBeHHbIMKU CpPpeacTtBamm  OCyLLeCcTBAAETCA nponssoauTenammn
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NIEeKApPCTBEHHbIX CPeACTB U OpraHM3auMAMM ONTOBOW TOPrOBAM JIEKAPCTBEHHLIMM CPeAcTBAMM MO
npaBuNam HagjerKallel AUCTPUObIOTOPCKON MPaAKTUKKM, YTBEPKAEHHbIM EBPa3snMCKOM SKOHOMMYECKOM
KOMWUCCMEN, M MNpPaBWUNAM XPaAaHEHUA JNIEKAPCTBEHHbIX CPEACTB, YTBEPKAEHHbIM YMNOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU.

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

2. OpraHusaumss ONTOBOM TOProB/AM JIEKAPCTBEHHbIMM cpeacTBamM obs3aHa cobatogaTb
npeaesibHble CPOKU OTIPY3KM 3aTpeboBaHHbIX anTe4YHOM opraHM3aumMeint IeKapCTBEHHbIX NpenapaTos A
MeANLMHCKOrO MPMMEHEHUS U He BMnpaBe OTKa3blBaTb anTeYHON OpraHmsauum, C KOTopoi y Hee
3aK/Il04EeH COOTBETCTBYHOLIMI AOrOBOP O MOCTABKAax JIEKAPCTBEHHbIX MPenapaTtoB Aas8 MeAULMHCKOro
npumeHeHunA, B NOCTaBKe NNEKAPCTBEHHbLIX NpenapaTtoB ANA MeJUUUHCKOro npumeHeHnAa npu Haanvymm
3aTpeboBaHHbIX JIEKAPCTBEHHbIX NPENapaToB A1 MeAULUMHCKOro NPUMEHEHMA Y OpraHn3aumm onToBom
TOProBAW NIEKAapPCTBEHHbIMM cpeacTBamu. [lpesenbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX anTeyHoWn
opraHM3aL|,V|e17| NNEeKapCTBEHHbLIX MNpenapatoB AnA MeguuunHCKOro npumeHeHMA B 3aBUCUMMOCTU OT
pacnonoXxeHuAa mecTta OTrpy3KM JIeKapCTBEHHbIX MpenapatoB A4AA MeAULUMHCKONo npumMeHeHuA
YCTaHaB/IMBAOTCA YNO/THOMOYEHHbIM d)ep,epaanbuv\ OopraHom MCNONHUTENIbHOM BNACTU.

(yacTb 2 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2022 N 64-$3)

CraTtba 55. MopAaAoK PO3HUUYHOM TOProB/M JIeKapcTBEHHbIMU NpenapaTamm

1. PO3HMYHaAA TOProB/iA NEKAPCTBEHHbIMM MpenapataMm B KOJIMYECTBAX, HeobxoaAuMbIX AnA
BbINONHEHNSA BpayebHbIX (dbenbalepckux) HasHaYeHWd UAM Ha3HaAYeHUn cneumanucToB B obnactu
BETEPUHAPUK,  OCYLLECTB/AAETCA  anTeYHbIMM  OPraHM3auMAMM,  BETEPUHAPHbIMM  aNTEYHbIMMU
opraHmMsaunamm, MHAMBUAYANbHbIMMK npeanpuHMMaTeNnaMu, UMEOLUMM NINLEH3UIO Ha
dapmaueBTUHECKYIO AeATeNbHOCTb, MEAMUMHCKMMM OpraHu3aumammn, UMeWwMMn AULEH3NI0O Ha
dbapmaLeBTMUECKYIO AeATENbHOCTb, U UX 060COBNEHHbIMM NOAPa3AeNEeHUAMU, PACNONOKEHHbIMU B
CeNIbCKMX HaCeNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuYHble OPraHu3auum, u BeTepuUHapPHbIMMU
OpraHM3aUnaMU, UMEOLWMMU NNLLEH3UIO HA papMaLLEBTUYECKYIO AeATe/IbHOCTb. PaspelleHa po3HUYHas
TOProB/IA TO/IbKO JIEKAapPCTBEHHbIMM MpPenapaTtaMmmn, 3aperMcTpmpoBaHHbiMK B Poccuiickot ®Pepepaunm
MBO B COOTBETCTBUM C aKTamu, cocCTaBasowWmMmMmmn npaso Coto3a, WM U3rOTOBJIEHHBIMU ANTEYHbIMMU
opraHuMsauuamm, BETEPUHAPHbBIMU anTe4yHbIMMU OpraHmM3auuamm, WHOMBUAYANbHbIMMU
npeagnpUHUMaTeNAMKN, UMEIOWMMU NNLEH3UIO Ha dapMaueBTUYECKY0 AeATeNbHOCTb. Po3HWYHas
TOProB/AA NEKAapCTBEHHbIMW NpenapaTamMy OCYLLECTBAAETCA MO NpaBuMAamM Hagfexalen anteyHou
NPaKTUKK, YyTBEPKAEHHbBIM YNOJIHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOIHUTENBHOM BACTML.

(B peq. PepepanbHbix 3aKOHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-$3, o1 30.01.2024 N 1-P3,
o7 08.08.2024 N 323-d3)

1.1. POo3HWYHas TOProBAA JIeKAapCTBEHHbIMM MNpenapaTtamu Ana MeauMUMHCKOro npumeHeHua (3a
WUCKNIOYEHNEM JIEKAPCTBEHHbIX MPEenapaToB, OTNYyCKaeMbIX MO PeuenTy Ha NeKapCTBEHHbIM npenapar,
HAPKOTMYECKUX NIEKAPCTBEHHbIX MPENapaToB M MNCUXOTPOMHbLIX NEKAPCTBEHHbIX MPEeNapaToB, a TaKXe
CnUpTOCOAEP KALLMX NIEKAPCTBEHHbIX MpenapaToB ¢ 06bemMHOW A0Jeli 3TUIOBOro cCnupTa CBbille 25
NPOLUEHTOB) MOMET OCYLLeCTBAATLCA anTeYHbIMW OPraHU3auMaMKU  OUCTAaHLUMOHHbIM  crocobom.
PO3HMYHYIO  TOProBAD  NEKAPCTBEHHbIMM  MNpenapaTamuM  Ana  MeAULMHCKOrO  NPUMEHEHUs
AUCTaHUMOHHbIM cnocobom MOryT OCYLLEeCTBAATb anTeyHble OpraHusauuun, MMeloWmre ULEH3NI0 Ha
dapmaLLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLEE paspeweHne denepasbHOro  opraHa
WCNOJIHUTENbHON  BNACTW, OCYLLECTBAAKOWEro QYHKUMM NO KOHTPOO W Hapgsopy B chepe
34paBooxpaHeHua. [MopAafoK BblgauM  paspelleHMa  Ha  OCYLLEeCTB/IeHME PO3HUYHOW TOProBau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHUMOHHbBIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHU3aumam,
KOTOpPbIE MOTYT OCYLLECTBAATb TAKyl TOProOB/O, U MOPALOK €e OCYLLEeCTB/NEHMA, A TAKXKe Nnpasua
[OOCTaBKM NIEKAPCTBEHHbIX MpenapaTtoB rpa)kgaHam ycTaHaBauBatoTcs [paButenscTtBom Poccuiickoin
depepaunn. NHPopmauma 06 onnadyeHHbIX (OTNYLLEHHbIX) M MOAYYEHHbIX IEKapCTBEHHbIX Npenapartax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [OBUMMKEHUA JIEKAPCTBEHHbLIX MPENapaTtoB AasA MeAMUMHCKOro
NPMMEHEHWSA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 CTaTbM 67 HacToAwero deaepanbHOro 3aKoHa.
(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM oT 03.04.2020 N 105-3)
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2. Buapl anTeyHbIX OpraHM3auuii W npasBuia OTMNYCKA JIEKAapPCTBEHHbIX MpenapaToB Ana
MEeAULMHCKOrO MPUMEHEHUA anTeYHbIMWU OpraHM3auMAMU, MHANBMAYANABHBIMK NpeanpUHUMATENSMM,
UMEIOLLLMMM NLEH3UI0 Ha GapMaLLEBTUUECKYIO AEeATE/IbHOCTb, a TaKXKe NpaBuaa OTMNYCKa IeKAPCTBEHHbIX
npenapaToB A5 MeAULUHCKOro NPUMEHEHNS MeAULMHCKUMM OPraHn3aLnamm, UMELWMMN TNLEH3NIO
Ha dapmaLeBTUYECKYIO AeATeNbHOCTb, U UX 060CcO6NEHHBIMU NOAPA3AENEHUAMMN, PACMOIOKEHHBIMA B
CENIbCKMX HaceNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuu, YTBEprKAaloTcA
YNOAHOMOYEHHbIM deaepanbHbIM OpPraHOM UCMONHUTENIbHOW BNACTU.

(B pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

3. MpaBuna oTNycKa HAPKOTUYECKUX CPeacCTB U NCUXOTPOMHbIX BELLECTB, 3apEerMcTPUPOBAHHbIX B
KQueCTBe JIEKApCTBEHHbIX MpPenapaToB, JIEKAPCTBEHHbIX MNPENapaToB, COAEPKaLLMX HAPKOTMYECcKue
CpencTBa M MNCUMXOTPOMHbIE BELLECTBA, YTBEPXKAANTCA YNOJHOMOYEHHbIM deaepasbHbIM OpPraHoOM
WCNONIHUTENbHON BNACTU MO COrnacoBaHuio ¢ ¢denepanbHbIM OPraHOM MCMONMHUTENBHOM BAACTH,
YNOJHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl A0 BETEPUHAPHOrO MPUMEHEHMA NOANEXKaT  OTMYCKy
BETEPUHAPHLIMW aNTEYHbIMW OPraHM3aUMAMU, BETEPUHAPHLIMKU OPraHU3aUMAMM, UHAUBUAYANbHBIMU
npegnpuHUMaTeNamMmn, MMELMMN  NULEH3MI0 Ha (apMaLeBTUMUYeCKylo AeaTenbHocTb. OTnycK
NeKapcTBEHHbIX MPenapaTtoB A/ BETEPUHAPHOTO MPUMEHEHMSA OCYLLECTBAAETCA B COOTBETCTBMM C
NpaBuiamMM Hagnexkallei anTeyHoW NpPaKTUKM NEeKapCTBEHHbIX MNpPenapaTtoB 408 BeTepMHAPHOro
NPUMEHEHWA, YTBEPKAEHHbIMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOJIHUTENbHOW BNACTMU.

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

5. lMepeyeHb MEAMUMHCKUX OpPFraHM3auUUi, UMEIOWMX NULEH3MIO Ha dapmaueBTUYECKYHO
OeATeNnbHOCTb, U Mx 060cobeHHbIX NOAPA3AENEHUN, PACTONOMKEHHbIX B CE/IbCKMX HAaCENEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3auuM, a TaKXKe nepeyvyeHb JIeKapCTBEHHbIX MpenapaTos,
npogaka KOTOPbIX MOMKET OCYLLeCTBAATbLCA YKA3aHHbIMM OpraHu3aumsmm u ux o6ocobaeHHbIMK
nogpasgeneHnaMK, YCTaHaAB/AMBAKOTCA  MCMNONHUTENIbHbIMM  OpraHamu  cybbekToB  Poccuinckoit
depepauun.

(8 pen. PeaepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93, ot 08.08.2024 N 232-
®3, o1 08.08.2024 N 323-93)

6. AnTeuyHble OpraHuWsauMW, WHAMBMAYA/IbHbIE MNPeANpPUHUMATENN, MMEOWME JIMLEH3NIO Ha
bapmaueBTUYECKYIO  AeATeNbHOCTb, 06A3aHbl  obecneunmBaTb YTBEPKAEHHbIV  [1paBUTENBCTBOM
Poccuiickoit depepaumm n popmmnpyemolit B YCTAaHOBIEHHOM MM NOPAAKE MUHUMA/IbHbIN aCCOPTUMEHT
JIeKapPCTBEHHbIX NPenapaToB, HEOOXOAMMbIX AN OKAa3aHWUA MEANLMHCKON MOMOLLM.

(yacTb 6 B peq. denepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnNTeyHble OpraHu3auuu, WHAMBUAYANbHbIE NPEANPUHUMATENU, UMEKLWME JINLEH3UI0 Ha
bapmaLeBTUYECKYO AeATEeNbHOCTb, HapAZy C JIeKapCTBEHHbIMM MNpenapatamyM  WMMeET npaBo
npuobpetatb M NpoaasBatb, B TOM 4WUCAe [UCTAHLMOHHLIM Ccnocobom, MeaUUMHCKME u3aenus,
Ae3nHoMUMpYoWMe CpeacTBa, NpegmeTbl U CPeACTBA JIMMHOM TUIMEHbl, NOCYAY A1 MeAMUMHCKUX
uenen, npegMeTbl U CpeacTBa, NpeaHasHayeHHble AnA yxona 3a 60/bHbIMW, HOBOPOMKAEHHbIMU U
OEeTbMU, He AOCTUTLIMMM BO3PacTa TPEX JIET, OYKOBYHO ONTMKY U CPEACTBA yX0A4a 33 Hel, MUHepasibHble
BOZbl, NPOAYKTbl e4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHMA, BUONOrMYEecKM aKTUBHble [06ABKM,
napproMepHble U KOCMETUYECKME CPeacTBa, MeOULMHCKME U CAHUTAPHO-NPOCBETUTE/IbHbIE MeYaTHble
n3gaHuA, NpeaHa3HayeHHble 410 nponaraHabl 340P0BOro 06pasa KU3HM.

(8 pea. PenepanbHbix 3aKkoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eAaTenbHOCTb anTeyHbIX opraHusaumin Boopy:keHHbix Cun Poccuitckoit Pepepauunun, apyrmx
BOMCK, BOMHCKNX GOPMUPOBAHUI M OpraHoB, B KOTOPbIX 3aKoHOAATeNbCTBOM Poccuiickoit degepaumm
NpeaycMoOTPEHO MPOXOXKAEHNE BOEHHOM CAyX6bl naM deaepanbHOW rocyAapCcTBEHHOM CAyK6bl,
CBSI3aHHOM C MPaBOOXPAHWUTENLHOW AEATENbHOCTbIO, pPerfameHTUpyeTca HactoAawum dPeaepanbHbiM
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3aKOHOM M YTBEP}KAEHHbIMM COOTBETCTBYIOWMMM deaepanbHbiMM OpraHaMu UCMOAHUTENbHON BNACTU
nosoxeHnamun. KoHTposib 3a cobnofeHMemM YKa3aHHbIMM anTeYHbIMW OpraHU3aLMAMU NONOMNKEHWI
HacToAwero desepanbHOro 3aKoHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU deaepanbHbiIMU OpraHamu
MCNONHUTENbHOM BNACTU.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuny ¢ 1 aHBapna 2021 roaa. - PegepanbHbiii 3akoH oT 03.04.2020 N 105-d3.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.03.2026 cT. 55.1 ytpaunsaet cuny (®3 ot 20.10.2022 N 405-P3).

Cratba 55.1. MopAaA0K OcCyl,ecTBIEHUA PO3HMUYHOW TOProB/M NIeKapCTBEHHbIMM npenapaTtamu
ANA MeAUUMHCKOro NpUMeHeHus, OTNyCKaemMbiMMU MO peuenTy Ha JIieKapCTBEHHbIW npenapar,
AVUCTaHLUUOHHbIM cnocobom

(eBepeHa degepanbHbiMm 3akoHOM OT 20.10.2022 N 405-93)

1. B nepuopa c 1 mapta 2023 roga ao 1 mapta 2026 roga B ropoge deaepanbHOro sHayeHnsa Mockse,
B Benropoackoit M MocKoBcKkoit obnactax (ganee B HacToAllel cTaTbe - CybbeKTbl Poccuinckoii
denepaunn) npeaycmaTpmuBaeTcs NPoBeAEHME SKCMEPUMEHTA NO OCYLLECTB/IEHUIO PO3HMYHOW TOProB/IMn
JIeKapCTBEHHbIMW npenapaTtamm ANA MeAUUMHCKOro MNMPpUMEHEHUA, OTMYyCKaeMbIMW MO peuenty Ha
JIeKapCTBEHHbIM Npenapar, AMCTaHLMOHHbIM CNocobom (Aanee - aKCNepuUMeHT).

2. B pamkax akcrnepumeHTa ero y4acTHWKW BrpaBe AUCTaHUMOHHLIM CNocobom OcCyLLecTBAATb
PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NPenapaTaMmm 418 MeANUMHCKOrO MPUMEHEHUSA, OTNYCKaeMbIMU
Nno peuenTy Ha JIeKapcTBEHHbIN npenapaT (B ToM umcne chopmupoBaHHOMY B GOPME 31EKTPOHHOIO
AOKYMEHTa B IMYHOM KabuHeTe rparkgaHuvHa Ha eguHOM nopTane v (Man) Ha permoHanbHbIX NopTanax
rocyAapCTBEHHbIX M MyHUUMNAAbHBIX YCAYT) U BKAOYEHHBIMM B NepeYeHb IEKapPCTBEHHbIX NPenapaTos u
dbapmakoTepaneBTUYECKUX TPYNN JIEKaPCTBEHHbIX NPENapaToB, PaspelleHHbIX K Peannsaummn B pamrax
3KCNEPUMEHTA, YTBEPKAEHHbIN YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENLHOM BAacTH (3a
WCK/IOYEHNEM NIEKAPCTBEHHbIX MPEnapaToB, COAEpMKalLMX HapPKOTMYECKMEe CpeacTBa, MCUXOTPOMHbIe
BELL,ECTBA U X MPEKYPCOPbI, TEKAPCTBEHHbIX MPENapPaToOB, COAEPKALLUMX CUAbHOAENCTBYIOLLME BELLECTBA,
pagnodpapmaLLeBTUYECKMX NIEKAPCTBEHHbLIX NPenapaToB, MMMYHOBUONOTMUYECKMX IeKAaPCTBEHHbIX
npenapaToB, a TaKKe JIeKapCTBEHHbIX NPEnapaToB, A/ KOTOPbIX B COOTBETCTBUM C WHCTPYKLMEW NO
NPUMEHEHUIO JIEKAPCTBEHHOIO MpenapaTta YCTaHOB/IEH TEMMEepaTypPHbIN PeXMM XpaHeHus Huke 15
rpagycos Llenbcus, cnMpToCoAepIKaLMX JIeKapCTBEHHbIX NpenapaToB ¢ 06beMHON Aosieid 3TUI0BOTO
cnupTa cBblwe 25 TMNpOUEHTOB UM JIEKAPCTBEHHbIX MpPenapaTtoB, W3rOTOB/IEHHbIX AMNTEYHbIMU
opraHusaumMamm). Kputepumn BKAOYEHUA IEKAaPCTBEHHbIX MPenapaToB U dapmaKkoTepaneBTUYECKUX rpynn
JIEKapCTBEHHbIX MPenapaToB B YKa3aHHbIM nepeyeHb ycTaHaBAMBakoTca MpaBuTensctBoM Poccuiickol
denepaumn. MoNOKEHUA HACTOAWEN CTaTbM He PACMPOCTPAHAIOTCA Ha JIEKapCTBEHHbIE NpenapaTsbl,
OTNyCcKaemble 6ECnIaTHO WAM CO CKUAKOW rpaxgaHam, MMeWMM npaBo Ha obecneyeHue
JIeKapCTBEHHbIMM NpenapaTamMm 3a CYeT CpeacTB bIoAKeTHbIX acCUrHoOBaHM deaepanbHoro bogxKeta u
6roakeToB cybbekToB Poccuinckoit Pepepaumu.

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

3.  YyacTHMKamM  3KCNepuMMeHTa ABAAIOTCA  YNO/JHOMOYEHHbIM  deaepanbHbii  opraH
WCMONHUTENbHOW BAACTW, YNO/JHOMOYEHHbIE WCMOJIHUTE/IbHbIE OpraHbl Cy6beKToB Poccuitckoi
degepaumnn, MeaULMHCKME OpraHM3aLMM M anTeyHble OpraHnsaumm, COOTBETCTBYOWME TpeboBaHNAM,
YCTaHOB/IEHHbIM B COOTBETCTBMM C YaCTbio 4 HACTOALLEN CTAaTbM.

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

4. MNonoxeHune o nopAagke nposegeHnA sKCNepMeHTa, B TOM 4nucne TDE6OBaHVIF| K MmegnumnHCKnm
OopraHmsaumMam u anteyHbim OpraHunsaumam, ABAAKWMMCA YYAaCTHUKaMKU 3KCNEPUMEHTA, NMOPAAOK
ocywecrBneHunA pOSHVI‘-IHOﬁ TOProB/in Ne€KapCTBEHHbIMU NpenapaTtamu gna megnumnHCKOro npumMmeHeHus,
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OTNYCKaemMbIMM MO peLenTy Ha IeKapCTBEHHbIV NpenapaT, AMCTaHLMOHHbIM crnocobom, TpeboBaHMA K
[OCTaBKE TaKUX JIEKAPCTBEHHbIX MPEenapaToB rpa)gaHam, npaBuaa BblAauuM paspelleHus Ha
OCYLLEeCTB/IEHME PO3HUYHOMN TOProB/IM IEKAPCTBEHHBLIMU NpPenapaTammn Ana MeauLMHCKOro NPUMEHeHUs,
OTNYCKaeMbIMM MO PeLEenTy Ha JIEKAaPCTBEHHbIM NpenapaT, UCTaHUMOHHbBIM cnocobom, yTBepKaaeTca
MpasutenbctBom Poccuiickoit Pepepaumyn. TpeboBaHMA K anTeyHbIM OPraHM3auMam, ABASIOWMMCA
YYaCTHMKaMM 3KCNEpPUMMEHTa, He MOryT b6biTb HWKe TpeboBaHWIA, YCTAHOBNEHHbIX K anTeyHbliM
OpraHM3auMaAm B COOTBETCTBUM € YacTblo 1.1 cTtaTbu 55 HacTosAwero deaepanbHOro 3akoHa.

5. YnonHomoueHHbIM deaepanbHbl OpraH UCNOAHUTENIbHOM BAACTU:

1) ocyuwecTBifAeT MeTogMYecKoe COMPOBOMKAEHME 3IKCMEepPUMEHTa, BK/OYas MeToamuyeckoe
COMPOBOXKAEHME AEATENBHOCTU MeAMLMHCKUX OPraHM3aLmnin U anTeyHbIX OpraHn3auunii, y4acTeyowWwmnx B
aKcnepumeHTe, No 0GOPMIEHUIO, UCMONb30BAHUIO U XPAaHEHUIO PELLEeNTOB Ha IeKapCTBEHHbIM Npenapar,
B TOM Yncie chopmMMpPOBaHHbIX B pOpPME 3NEKTPOHHbIX AOKYMEHTOB;

2) npeactasnser B [lpasuTenbctBo Poccuitickolt depepaumm npeaBapuTenbHbli (B nepuog,
npoBeAeHUA 3KCNepuMeHTa, HO He nosgHee Yyem 3a ABa MecAULa [0 MUCTeYEeHWs CPoKa nposBeaeHUn
3KCMnepmmeHTa) M UTOTOBbIN (MO OKOHYaHMM 3KCMEePUMEHTa, HO He No3aHee Yem Yepes ABa Mecala nocne
NCTEYEHUA CPOKa NPoBeAeHUA SKCMEePUMEHTa) AOKNaAbl O pe3ynbTaTax NpoBeAeHMA 3KCNepuMeHTa U
npeanoXeHna 0 BHECEHUM N3MEHeHMUI B 3aKOHOAaTe1bcTBO 06 06pallleHUM 1eKapCTBEHHbIX CPeacTs.

6. YNONIHOMOYEHHbIV UCNONHUTENbHBIN OpraH cybbekTa Poccuiickon depepaunm:
(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) BNpaBse yCTaHOBUTb 0COBEHHOCTM NPOBEAEHMA SKCNIEPUMEHTA;

2) yTBeprKaaeT nopaaoK oTbopa MeaMLMHCKMX OPraHn3aumii MU anTeYHbIX OpraHn3aLmii ANs y4acTms
B 3KCMEPUMEHTE, a TaK¥Ke NPOBOAUT TaKOW 0TOOP U yTBEPKAAET NepeyeHb MeAULMHCKUX OpraHn3aumii n
nepeyeHb anTeYHbIX OpraHM3aLmii, COOTBETCTBYIOWMX TPE6OBAHMAM, YCTAHOB/IEHHbIM B COOTBETCTBUM C
YacTbio 4 HACTOALLEN CTaTbM, U ABNAIOLLMXCA YY4aCTHUKAMM KCNEPUMEHTA;

3) ocywecTBaAAeT MOHUTOPUHT MPOBEAEHUA IKCNEPUMEHTA U NPEACTaBNAET ero pesy/bTaTbl B
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM BAACTy;

4) obecneunBaeT MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne NpPOBEAEHUA ISKCMEePUMEHTa
nocpeacTBOM UCMO/Ib30BaHUA rOCyAapCTBEHHON MHPOPMALIMOHHOMN cMCTeMbI B chepe 34paBOOXpaHEHNA
cybbekta Poccuiickoii Pepepaunn n (MAn) MegUUMHCKUX UHOOPMAUMOHHbBIX CUCTEM MeOMULMHCKUX
OpraHvM3auuii, SBAAIOWMXCA YYaCTHMKAMM IKCMEPUMMEHTa, W WX B3aMMOAENCTBMA C eAMHOM
rocygapcTBeHHOM MHPOPMALMOHHON cucTemMol B chepe 34paBOOXPaHEeHUS.

7. MeaMuUMHCKME OpraHM3auMM M anTeyHble OpraHW3auMy BrnpaBe OTKa3aTbCA OT y4acTuA B
3KCNEePUMEHTE, NOAaB B YNONHOMOYEHHbIW UCMONHUTENbHBIA OopraH cybbekTa Poccuiickoin Peaepauunn
cooTBeTCTBYloLWEee 0bpalleHne B NUCbMEHHOM popme.

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

8. AnTeyHble opraHM3auuMn, ABAAIOWMECA YYACTHMKAMMU SKCMEepUMeHTa, 0653aHbl Npu npoaaxe
ANCTaHUMOHHbIM  CNOCOBOM  NIEKapCTBEHHOro  npenapata  Ana  MeAULMHCKOrO  MPUMEHEHUS,
OTMNYCKaemoro fno PeLenTy Ha JIEKapCTBEHHbIM npenapaT, obecrneynTb npu OCYLLECTB/EHUN A0CTaBKU
NAEHTUOUKALMIO JIMYHOCTU TparKaaHuHa, NOJYYaloWEero TakoW /IeKapCTBEHHbIM npenapaT, B Lensax
YCTaHOB/IEHWNA COOTBETCTBMA €ro JIMYHOCTM U 1ML, YKa3aHHOTO B PELIeNTe Ha JIEKapCTBEHHbIN npenapat
(ero 3akoHHOro npeacrasuTensn), AM6oO nMua, YNOJHOMOYEHHOrO /IMLOM, YKasaHHbIM B peuenTe Ha
NleKapCcTBEHHbIN npenapar (ero 3aKoHHbIM NPeAcTaBMTeIeM), Ha MOJlyYeHME IeKapPCTBEHHOro npenapara
(nanee B HacToALLEN CTaTbe - IMLO, YKa3aHHOE B peLenTe (3aKOHHbIN NpeacTaBuTe b, yNoJHOMOYEHHOE
nnuo).

9. Jlmupo, ocyuwiecrtsnAawowee OOCTaBKYy JIEKAPCTBEHHOIoO npenapata An4 MeauunHCKoro
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NPMMEHEHMA, OTNYCKAaemMoOro Mo pPeuenTy Ha JIeKapCTBEHHbIM npenapaTt, obs3aHo noTpeboBaTb y
rpa*kaaHuWHa, NONYYatoLLEro TakolM 1IeKapCTBEHHbIV Npenapart, NpeabaBUTb OKYMEHT, YA4,0CTOBEPSAIOLWMIA
€ro JIMYHOCTb, AN UAEHTUOUKALUM IMYHOCTM 3TOFO rParkaaHMHA M YCTAaHOB/NEHWUA COOTBETCTBUA €ro
JIMYHOCTU U 1N, YKa3aHHOTOo B peLenTe (3aKOHHOro NpeACcTaBuTeNs, yNnoJIHOMOYEHHOro anua). B cayyae
BbIAIB/IEHMA HECOBMNAAEHWUA JIMYHOCTU TParKAaHMHA, NOJYYaloOWEro NeKapCcTBEHHbIM Npenapat, u Auua,
YyKa3aHHOro B peuenTe (3aKOHHOro NpeAcTaBuTe A, YNOJHOMOYEHHOTO /IMLA), @ TaKXKe B C/lyyae OTKasa
rparkaaHunHa, NosyyYalroLWwero eKapCTBEHHbIN Npenapat, NpeabaBUTb AOKYMEHT, YAOCTOBEPAIOWNIA ero
JIMYHOCTb, /INUO, OCYLLECTBAAIOWEE [JOCTaBKy JIeKapCTBEHHOIO npenapata Aaa  MeaWLUMHCKOro
NPMMEHEHWA, OTMYCKAaeMOro Mo pPeuenTy Ha JIeKapCTBEHHbIM npenapaT, 06s3aHO BEPHYTb TaKoW
NleKapcTBEHHbIV NpenapaTt B anTeYyHyo opraHM3aumio.

10. MoaTBepraeHMem ¢aKTa nepenaym JIeKapCTBEHHOro npenapata Anaa  MeaAMUMHCKOro
NPMMEHEHWS, OTMYCKAaeMOro No PeLEenTy Ha JIeKapPCTBEHHbIM NpenapaT, Anuy, yKa3saHHOMY B peuenTte
(3akoHHOMY npeAcTaBUTENIO, YNOJHOMOUYEHHOMY /NULY), ABAAKOTCA KAacCOBbIA YeK M MNoAMuCb NMLa,
MOJIYYMBLLErO TAaKOM /IEKAPCTBEHHbIM NpenapaTt, Ha AOKYMEHTE O MOJIyYEHUU TAKOTO JIEKAaPCTBEHHOIO
npenapata no ¢opme, yTBEepXKAaemMoi YNnoJHOMOYEHHbIM defepasibHblIM OPraHOM WUCMOJIHUTE/IbHOM
Bnactu. MNocne nepepgayn JieKapCTBEHHOro npenaparta /uLy, YKasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBuTeNto, YNOAHOMOYEHHOMY JiMUy), 3TOT [AOKYMEHT MepenaeTtcs /IMUOM, OCYLLECTBUBLUMM
[OCTaBKY TaKOro NeKapCTBEHHOro Mpenapata, B anTeYHyK OpraHM3auMio, OCYLLeCTBUBLUYIO OTMYCK
NleKapCTBEHHOro npenapaTa. B cnyyae BbiABAEHMA NpW nepegadve uuy, YKasaHHOMY B peuenTe
(3akoHHOMY npeacTaBuUTENO, YNOJIHOMOYEHHOMY /MUy), J/IeKapCTBEHHOro npenapaTta ¢akTos
MEXaHUYECKOro MOBPEXAEHUA €ro WAM ero YNakKoBKU TaKOW JNIEKAPCTBEHHbLIM Npenapat AULOM,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBUTENEM, YNONHOMOYEHHbIM JINLOM), HE MPUHUMAETCA U
BO3BpallaeTcA 6e3 ero onsatbl AULY, OCYLWECTBMBLUEMY [AOCTAaBKY JIEKAPCTBEHHOro npenapata WM
obecneunBatoemMy ero BO3BpaT B anTEYHYIO OpraHn3aumio.

11. 3a HapyLweHus 3aKkoHodaTenbcTBa Poccuiickon Peaepaumm, coBeplleHHbIe NpU NPoBeAEHUMU
3KCMEePUMEHTA, ero y4acTHMKKN HECYT OTBETCTBEHHOCTb, YCTaHOB/IEHHYIO 3aKOHO4aTeNbCTBOM Poccuitckoi
depepauun.

12. KoHTpo/ib 3a WucCnosHeHnem TpeboBaHWIA, CBA3AHHLIX C MPOBEAEHMEM 3IKCMEPUMEHTA,
ocyuwiectBaseTca denepasbHbiM OPraHOM WCMNOJHUTENbHOM BAACTWU, OCYLLECTBAAIOWMM GYHKUUKM NOo
KOHTPOJIIO M Haa30py B chepe 34paBoOOXpaHEHMUA, B NOPALKe, ycTaHOBAeHHOM PefepanbHbIM 3aKOHOM
oT 31 utona 2020 roga N 248-$3 "O rocyaapcTBEHHOM KOHTpO1e (Hag3ope) u MyHUUUNAIbHOM KOHTpO1e
B Poccuitckoli depepaumn’.

CtaTbA 56. M3roToBNeHME U OTNYCK 1IEKaPCTBEHHbIX NPenapaTos

1. MN3roToBneHWe NEKapCTBEHHbIX MPenapaToB anTeYHbIMW OPraHM3auMaAMM, BETEPUHAPHbIMMU
anTeYHbIMW  OPraHM3aUUAMK, MMELWMMN  INLUEH3UI0 Ha  (papmMaLeBTUYECKYO  AeATeNbHOCTb,
OCYLLECTBASIETCA MO pPeLenTam Ha /eKapCcTBeHHble npenapaTtbl, No TpeboBaHUAM MeAUUMHCKUX
OpraHusaunini, BEeTepMHaPHbIX OpraHn3aLMii UAK opraHnsaumnin (MHAMBUAYaNbHbIX NpeanpuHUMaTenein),
OCYLLECTBAAOLWMX pPa3BeLeHME, BblpallMBaHME U COAEPKAHNE KUBOTHbIX, B COOTBETCTBUW C NpPaBUIaMU
M3roTOB/IEHNA W  OTNYCKa JIEKAPCTBEHHbIX MPEnapaToB, YTBEPKAEHHbIMMU  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNIACTHU.

(B pen. PegepanbHbix 3aKoHOB 0T 05.12.2022 N 502-¢3, o1 30.12.2021 N 463-d3)

2. Mpw U3roToBAEHMM NIEKAPCTBEHHBIX MPEMNAPaToOB anTeYHbIMU OPraHU3aLUAMM, BETEPUHAPHLIMU
anTeYHbIMM  OPraHU3aUMAMM, WMEWMMN  IMLEH3UIO Ha (apMaLeBTUYECKYD  AeATe/IbHOCTb,
MCMONb3YIOTCA /IeKapCTBEHHble npenapatbl M (Man) dapmauesTUUecKMe cybCTaHLMKM, BKKOYEHHble
COOTBETCTBEHHO B rOCYAapCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO NPUMEHEHWS,
rocyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOrO NPUMEHEHUA, eauHbIA peecTp
3aperucTpuUpoBaHHbIX NEKAPCTBEHHbIX CPeACTB EBPasMIACKOro SKOHOMMWYECKOTO COo3a, eAMHbIi peecTp
3aperucTpupoBaHHbIX BETEPUHAPHbIX JIEKAPCTBEHHbIX NpenapatoB EBPasMiCKOrO 3KOHOMMYECKOro
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COlo3a B YCTaHOB/JEHHOM nopsaKke. He ponyckaetcs W3rotoB/ieHWE anTeYHbIMW OpraHU3auusmuy,
BETEPMHAPHLIMW  aNTEYHbIMW  OPraHU3aUUaAMM, WMEWMMU JIMLUEH3UIO Ha (apmaLeBTUYECKYHO
OEeATeNbHOCTb, /IEKAPCTBEHHbIX NPEnapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon depepaunn nnbo B
COOTBETCTBUM C aKTaMM, cocTaBasAwWwmMMm npaso Cotosa.

(B pea. PepepanbHbix 3akoHoB 0T 05.12.2022 N 502-$3, o1 30.01.2024 N 1-93)

3. MapKupoBKa /IeKApCTBEHHbIX MPENapaTos, M3rOTOBAEHHbIX ANTEYHbIMM OPraHU3aALUAMM,
BETEPUHAPHbIMM  anTEYHbIMU  OPraHM3auMAMU, WMEIOWMMU NNLEH3UI0 Ha (apmaLeBTUYECKYHo
OeATeNbHOCTb, U 0POPMIEHNE TaKMUX MPenapaToB AO/KHbI COOTBETCTBOBATL NMpaBU/iaM, YKa3aHHbIM B
yactu 1 HacToALWel CTaTbu.

(B pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble opraHuWsalLuW, BETEPUHAPHbIE anTeyHble OpraHM3aLuu, UMeIoLLMEe JINLEH3UIO Ha
dbapmalLleBTMUECKYIO AeATeIbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecoboAeHNe NPaBuUa U3roTOBIEHMA U
OTMNYCKa NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMU C 3aKOHOAaTeIbcTBOM Poccuitickoit enepaumu.

(8 pea. PegepanbHoro 3akoHa ot 05.12.2022 N 502-93)

CraTtba 57. 3anpeLueHue NPOAaXKMU OTAE/NbHbIX 1IEKAPCTBEHHbIX CPeACTB
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 292-93)

1. 3anpewaetca npoaaxa banbCcnPUUMPOBAHHbBIX NeKapCTBEHHbIX CpeAcTs,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhAKTHbIX NEKAPCTBEHHbIX CPEACTB.

2. 3anpeLaeTca npoaarka:

1) neKkapcTBeHHbIX NPenapaToB A/19 MeAULMHCKOro NPUMEHEHMSA, B OTHOLIEHMUW KOTOPbIX B CUCTEME
MOHUTOPUHIaA ABUXXEeHUA NeKapCTBEHHbIX npenapatoB ANA MmeAULMHCKOro npuMmeHeHunAa OTCYTCTBYHOT
cBeZleHMA 0 HaHeceHUn cpeacTB naeHTUPUKaumm 1 (Mam) ceegeHus o BBoAe B rpakaaHcKuii 06opoT;

2) NneKapcTBeHHbIX MpenapaToB ANA MEeAMUUHCKOrO MNPUMEHEHUA, B OTHOLUEHMM KOTOPbIX
ocyulectsneHa 6NOKMPOBKa BHECEHNA B CUCTEMY MOHUTOPUHTA ABUMEHUA NEKapPCTBEHHbIX NpenapaTos
ANA MeAMLMHCKOro NMpUMeHeHWA cBeAeHUA O BBOAE B rpakdaHCKuii obopoT, 06 obopoTe mMau o
npeKkpatieHnn obopoTa;

3) NeKapCTBEHHbIX MpenapaTtoB ANA MeAULMHCKOTO MNPUMEHEHUS, NPUMEHEHME KOTOPbIX
NPUOCTAaHOB/IEHO NO PELLEHUIO YNTONHOMOYEHHOTO peaepanbHOro opraHa UCMOHUTENIbHOW BacTy;

4) nekapcTBEHHbIX NPENapaToB A1 MEeANLMHCKOTO NMPUMEHEHWSA, TPAXKAAHCKUI 060POT KOTOPbIX
npeKpaLleH;

5) NeKapCTBEHHbIX NpenapaToB ANA MEANUNHCKOIo NnpumeHeHunA, CPOK rogHOCTU KOTOPbIX UCTEK;

6) NNEKaPCTBEHHbLIX MNpenapaTtoB ANnA MeguunMHCKOro npumeHeHuAa, B OTHOWEHWUU KOTOPbIX He
CO6!'IIOAeHbI Tp66OBaHVIF|, onpeaeneHHble Ha OCHOBAHUK YacTn 5 ctaTbu 67 HacToAawero tDe,u,epaanoro
3aKOHa.

3. ﬂ,eﬁcmme NOMOXEHUN YacTn 2 HaCTOFlU.I,Eﬁ CTaTbM He PaCNpPOCTPaHAETCA Ha JIEKapPCTBEHHbIE
npenapartbl, YKa3daHHble B 4aCTu 7.1 cTaTbM 67 HacTOALWLErO dJe,qepaanoro 3adKOHa.

4. MNopAAOK NPUMEHEHWA MONOMKEHWUIA YAaCTM 2 HACTOSALLEN CTaTbM U CPOKM NMPUMEHEHUA TaKoro
nopsifKka ycraHasnmBatotca Mpasutensctsom Poccuiickol degepaumm.

CTaTbA 58. XpaHeHMe NeKapCcTBEHHbIX CPeACTB

1. XpaHeHue neKapCTBEHHbIX CPeACTB OCYLWeCTBAAeTCA MNPOM3BOAUTENIAMU IeKapCTBEHHbIX
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CPeACTB, OpraHM3auMsaMM  OMNTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeYyHbIMU
OpraHu3aumamM, BETEPUHAPHbBIMU anTeyHbIMM opraHusaumamu, WHANBUAYANbHBIMM
npegnpuHUMaTENAMU, UMEIOLLMMU IULLEH3MIO Ha GapMaLLEBTUYECKYHO AeATENbHOCTb UM INLEH3UIO Ha
MEAMULMHCKYIO [eATe/lbHOCTb, MeUUMHCKMMWU OpPraHu3aumamMm, BETEPUHAPHLIMW OpraHU3aunaMu u
MHBIMW  OpPraHM3auMsaAMK, OCYLLECTBAAIOWMMM O0bOpalleHne JIEKAPCTBEHHbIX CpeacTB. XpaHeHue
NeKapCTBEHHbIX CPeACTB A48 BETEPUHAPHOro MPUMEHEHMS OPraHM3auMaMU U UMHAMBUAYA/bHBIMMI
npegnpuHUMaTeNamMmm B C/Ay4YasX, €CAW OHM  MCMONb3YIOTCA WCKAOUMTENbHO NpU  pPasBeeHUMU,
BbIPALLMBAHMM, COAEPKAHUN U IEUEHUN KUBOTHbIX, MOXKET OCYLLLECTBAATLCSA 6e3 nonyyeHusa NnULEeH3UM
Ha dapMaL,EeBTUYECKYIO 4eATeNbHOCTb.

(B pea. PepepanbHoOro 3akoHa or 22.10.2014 N 313-93)

2. [paBuna XpaHeHWA  NEeKapCTBEHHbIX  CPEeACTB  YTBEP)KAalTCA  COOTBETCTBYIOLMM
YMNOSIHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMOSIHUTENIbHOW BacTU.

3. XpaHeHMe HapKOTUYECKMX JIEKAPCTBEHHbIX CPEeACTB, NMCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPEeAcCTs,
paanodapmaLeBTUYECKMX  NIeKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBAAETCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickon Pepepaumu.

CraTtba 58.1. NpegmeTHO-KONNUECTBEHHbIW YyUYeT SIeKapCTBEHHbIX CPpeaAcTB ANA MeAULUHCKOro
npumeHeHusa

(eBepeHa depepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. NepeyeHb NeKapPCTBEHHbIX CPeACTB AN MeANLMHCKOro MPUMEHEHMSA, Nog/eKalmx NpeaMmeTHO-
KOJIMYECTBEHHOMY YYeTy, YTBEepPKAAeTCa YNOAHOMOYEHHbIM denepasbHbIM OpPraHOM MCMONHUTENbHOWM
BAACTM.

2. NopsafoK BKAOYEHUA NEKAPCTBEHHbIX CPEACTB ANA MEAUUMHCKOro NMPUMEHEHUs B nepeyeHb
JIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOTo NPUMeHeHUA, NoAeXKallmMX NPeaAMEeTHO-KOIMYeCTBEHHOMY
yyeTy, YCTaHaB/MBAETCA YMNOJHOMOYEHHbIM ¢efepasbHbIM OPraHOM WUCMOJAHUTENBHON BAACTU MO
COrnacoBaHuio ¢ ¢eaepasbHbIM OPraHOM WCMNOJIHUTE/NIbHOW BNacTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHMUX gen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaMEeTHO-KONIMYECTBEHHDbIN yYeT NeKapCTBEHHbIX CPeACTB ANA MEeAMLMHCKOro NpUMeHeHus
BEAYT MPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHM3auMM ONTOBON TOProBAW NEKAaPCTBEHHbIMM
CPeAcTBamM, anTeyHble OpraHun3aumMu, UHAMBUAYANbHbIE NPeanpUHMMATENM, UMEeOWMNE NNLEH3NIO Ha
bapMaueBTUYECKYIO OeATENbHOCTb MAN NNLEH3UIO HA MEOUUMHCKYIO AeATeNbHOCTb, U MegUUMHCKMe
OpraHM3aLmm, OCyLEeCTBAAOLLIME 06palLeHe NEeKAPCTBEHHbIX CPEACTB 417 MeAULMHCKOTO NPUMEHEHMUS,
nyTem perncrpauum nobbix CBA3aHHbLIX C MX ObpaleHMem onepaumii, NpU KOTOPbIX M3MEHAETCA WX
KO/IMYECTBO U (MAK) COCTOAHME, B CeLMabHbIX KypHanax yyeta onepawuii, CBA3aHHbIX C 0bpalLeHnem
JIeKapCTBEHHbIX CPeACTB A/19 MeAULMHCKOTO NpUMEeHeHUs (ganee - crewumanbHble XKypHasbl).

4. MpaBuna perucrTpauumn onepawmii, cBa3aHHbIX C obpalleHMem SIeKapCTBEHHbIX CpeacTs A
MEAMLMHCKOrO MPUMEHEHUA, BKIOYEHHbIX B MepedveHb NEeKapCTBEHHbIX CPeACTB A/1A MeAMLMHCKOro
NPUMeHeHUA, NoANeXKallmMx NpeaMeTHO-KOMYeCcTBEHHOMY y4YeTy, B CnelmabHbIX XypHanax 1 npasuna
BEAEHUS W XPaHEHMs CreumanbHbIX KYPHAN0B YTBEPXKAAITCA YMNOJHOMOYEHHbIM denepasbHbIM
OpraHOM MUCMONHUTENIbHOM BAACTW.

5. KoHTponb 3a cobiloaeHMeEM NpaBua PeructTpaumm onepaumii, cBasaHHbIX ¢ obpaleHuem
NeKapCTBEHHbIX CPeACTB ANA MeOUUMHCKOrO NPUMEHEHUS, BKOYEHHbIX B MepeyeHb NeKapCTBEHHbIX
CPeACTB ANA MEeAMUMHCKOTO NPUMEHEHUA, nogjekawux npeameTHO-KOMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX XypHanax, a TakKe 3a cobnlAeHMemM MpaBuA BeAeHWA U XpaHeHUA CrneumanbHbiX
YPHa/NOB BO3/1araeTci Ha YNOAHOMOYEHHble ¢eaepanbHble OpraHbl WMCNOAHUTENbHOM BAACTU U
UCMOIHWUTENbHbIE OpraHbl cybbekToB Poccuiickoli Peaepaumun, ocyliecTBAsAOWME MLEH3MPOBAHME
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NPpou3BOACTBa JIeKApCTBEHHbIX CcpeAacTB, dapmaLeBTUYEeCKON AOeATeNbHOCTM U MeOULMHCKOM
0eATeNbHOCTU, U OCYLLECTBAAETCA B paMKaX IMLEH3UOHHOTO KOHTPOASA.
(B pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Fnaea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcCHOBaHMA N NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEeACTB

1. HepobpoKauyecTBeHHble JIEKAapCTBEHHble cpeacTsa, ¢anbCcUULMPOBAHHbIE NEKAPCTBEHHbIE
cpencTBa noasnexat M3bATUI0O M3 0DOpalleHna UM YHUYTOXKEHWUIO B MNOPALKe, YCTaHOBJAEHHOM
MpasutensctBom Poccuinckon Pepepaumn. OCHOBAHMEM AN YHUUTOXKEHMUA NEKAPCTBEHHbIX CpeacTs
ABNAETCA  pelleHue  BAagenbua  NIeKapCTBEHHbIX  CPeacTB,  peweHuve  COOTBETCTBYHOLWEro
YNoAHOMOYEHHOTo peaepasbHOro opraHa UCNOAHUTENIbHOM BAACTU UK peLleHne cyaa.

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

2. KoHTpadaKTHble eKapCTBEHHbIE CPeaCTBA NOANEKAT U3BATUIO N3 0OPALLEHNA U YHUUTOXKEHMUIO
no peweHuio cyga. Mopasok YHUUTOXKEHUA KOHTPAhaKTHbIX SIEKAapPCTBEHHbIX CPeACTB YCTaHaBAMBAETCA
Mpasutenbctsom Poccuiickon ®epepaymn.

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

3. Pacxoabl, cBA3aHHble C YHUYTOXEHNEM KOHTpad)aKTHbIX NEKapPCTBEHHbLIX  CpeAacTs,
HEAO6p0KaHECTBeHHbIX NEeKapCTBEHHbLIX CpeAacTs, d)al'IbCMd)MLI,VIpOBaHHbIX NEeKapCTBEHHbLIX CpeAacTs,
BO3MELAOTCA X BNade/ibUeM.

4. Bnageney, NeKapcTBEHHbIX CPeACTB AO/IKEH NpeacTaBUTb B YNOJHOMOYEHHbIN deaepasbHbii
OpraH MCMoSIHUTENIbHOW BIAaCTU AOKYMEHT WAW 3aBEpPEHHY0 B YCTAaHOBJNEHHOM MOPSZAKE ero Komnwuio,
noareepxaatowme GakT YHUUTOXKEHNA IeKapCTBEHHbIX CPeACTB.

5. CooTBeTCTBYHOLWMIA YNOJIHOMOYEHHbIN ¢eaepanbHblii  OpraH  UCMOJIHUTENIbHOM  BAAacCTH,
NPUHABLWIMIA pelleHne 06 YHUYTOXKEHWW NEeKapCTBEHHbIX CPeACcTB, OCYLLECTBASAET KOHTPO/b 3a WX
YHUUTOXEHNEM.

6. YHWUTOKEHWE JIeKApCTBEHHbIX CPeACTB MNPOWM3BOAMTCA OPraHM3auusaMK, UMEIOLMMMU
COOTBETCTBYIOLLYIO NINLEH3NIO, Ha cneLManbHO 060pyA0BaHHbIX NAOWAAKAX, MOJANIOHAX U B CNeunanbHo
060pYyL0BaHHbIX NOMELLEHUAX C cobaogeHem TpeboBaHU B 061acTU OXpaHbl OKPYyKaloLWwei cpeapl B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoit dPeaepaumn.

7. HapKoTuMuyecKue JNeKapCTBEHHbIE CPEACTBA, TMCUXOTPOMHbIE JIeKapCTBEHHbIE CPEeACTBa,
pagnodapmaLleBTUYECKME  JIEKAPCTBEHHbIE  CPEACTBA  YHUUTOMXKAKOTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuiickoit ®epepauymn.

Fnasa 12. TOCYAAPCTBEHHOE PEFY/INPOBAHUE LIEH
HA NEKAPCTBEHHbIE NPENAPATbI And MEAULUUHCKOIo NPUMEHEHUA

Cratba 60. locypapcTtBeHHOe perynMpoBaHMe LUEeH Ha J/iIeKapCcTBeHHble npenapartbl AnA
MeAULUNHCKOro NPpUMMeHeHuUA

1. TocypapcTBEHHOE peryiMpoBaHME LEeH Ha JIeKapCTBeHHble npenapaTbl 414 MeAWMLMHCKOro
NPMMEHEHUA OCYLLECTBAAETCA NOCPeACTBOM:
(8 pea. PepgepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) yTBep:kaeHun MpaButenbcTBom Poccuitickoit ®egepaumm nepeyHs KUsHeHHO HeobXxoaAnmbIX U
BaKHEMLIMX JIEKAPCTBEHHbIX MPEenapaTtoB, KOTOPbIM (OPMUPYETCH M He peKe OFHOro pasa B rof
nepecMaTpmuBaeTca B YCTaHOB/JIEHHOM MM MOPAAKE HAa OCHOBE KOMMAEKCHOM OLUEHKM JIeKapCTBEHHbIX
npenapaTtoB, BKAKOYAA aHa/iM3 CBeAEHWA O CPaBHUTENbHOM KAWHUYECKOW 3$GEKTUBHOCTU U
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6€30MacHOCTN /IEKApPCTBEHHOTO CPeAcTBa, OLLEHKY 3KOHOMMYECKMX MNOCNeACTBUIM NPUMEHEHUn
JIEKapCTBEHHOMO CPeacTBa M U3y4YeHUE AOMNOJHUTENbHbIX NOCNEACTBUI NPUMEHEHWUS NIEKAPCTBEHHOMO
cpencrTBa;

(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-D3)

2) yTBEPXKAEHMA METOAMKWM pacdeTa MpefenibHblX OTNYCKHbIX LeH npoussBoguTeneit Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHble B MNEpPevYeHb MKU3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
JIeKapCTBEHHbIX MPENapaTos, a TaKXKe BHeAPEHMA MeXaHM3MOB GOPMMPOBAHUA cUCTEMBI pedepPeHTHbIX
LieH;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

3) rocypapCTBEHHOW  pernctpauuu  npeaenbHblX  OTMNYCKHbIX UEeH MpousBoAauTeNner Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/OYEHHble B MepeyeHb MU3HEHHO HeobXOAMMbBIX W BarKHEMLIUX
JIeKapCTBEHHbIX NpenapaTos;

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

4) BeAeHNA TOCyAapCTBEHHOIoO peecTpa npegenbHbiIX OTNYCKHbIX UeH npomsso,u,meneﬁ Ha
NeKapCTBEHHbIE MNpenapaTtbl, BKAKYEHHbLIE B NepevyeHb MHKWU3HEHHO HeO6XOAMMbIX MU BaXKHENLWMX
NEeKapPCTBEHHbIX MPENAPaToB,

5) yTBEpXKAEHUA METOAMKN YCTaHOBNEHMA NUCMOMHUTENbHBIMW OpraHaMn cybbekToB Poccminckol
depepaunn npeaenbHbIX Pa3mepoB ONTOBbIX HAAOABOK M NpeaebHbIX Pa3MepPOB PO3HUYHbIX HaA6aBOK
K GaKTMUYECKUM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM NPOU3BOAUTENAMMU NEKAPCTBEHHbIX MpenapaTos, Ha
JIeKapCcTBEHHbIe nNpenapaTtbl, BK/AIOYEHHble B MNepeyeHb XU3HEHHO HeobXOAMMbIX W BarKHEMLUNX
JIeKapCTBEHHbIX NpenapaTos;

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

6) YCTaHOB/IEHNA NpeaeNbHbIX Pa3MEPOB ONTOBbLIX Hap,6aBOK N npeaenibHbIX paamepoB PO3HUYHDbIX
Haﬂ,6aBOK K d)aKTVILIECKMM OTNYCKHbIM U€eHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatoB, Ha N1EKAPCTBEHHbLIE MpenapaTbl, BK/AKOYEHHbIE B NepeyvyeHb XMU3HEHHO HEO6XO,CI,MMbIX n
BaXKHEMLWMX NeKapCTBEHHbIX NPenapaTos,;

6.1) onpegeneHua [MpasutenbctBom Poccuitickot Pepepaunmn nopagKa LeHOOb6pasoBaHUS Ha
He3aperncTpMpoBaHHbIE JIEKApPCTBEHHbIE MpenapaTtbl ANA MeAMUMHCKOrO MNpPUMEHEHUA, KOTopble
BBe3eHbl B Poccuiickyto ®epepaumio Ana oKazaHUA MeanLMHCKON MOMOLLM MO KM3HEHHBIM MOKa3aHUAM
KOHKPETHOIO MauMeHTa U MeXAYHapoAHble HEMAaTEHTOBAHHbIE, NN TPYMMUPOBOYHbIE, UJIN XMMUYECKME
HAaMMEHOBaHMA KOTOPbIX COAEPKATCA B NEPEYHE KUSHEHHO HEOHXOAMMbIX M BaXKHEMLLMX 1EKAPCTBEHHbIX
npenapaTos;

(n. 6.1 BBeaeH ®eanepanbHbiMm 3akoHOM oT 30.01.2024 N 1-03)

7) yTBEpPXKAEHUS nMopALKa BblAaduM NpPeAnucaHuUid  UCMNOJIHUTENbHBIM OpraHam cybbeKkToB
Poccuitckoit Pepepaunm o NnpMBeaeHNM B COOTBETCTBME C 3aKOHOZaTeNbCTBOM Poccuiickoit Pepepaunm
pelweHunii 06 ycTaHOBAEHUW NpeAesibHbIX PAa3MepPOB ONTOBbIX HaAbaBOK W NpeaenbHbIX Pa3smMepoB
PO3HMYHbIX Hag0aBoOK K (AKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOB/IEHHbIM MNPOU3BOAUTENSMMU
JIeKAPCTBEHHbIX MPENApPaToB, Ha JIEKAPCTBEHHble MpPenapaTtbl, BK/AOYEHHble B MepedyeHb KU3HEHHO
HEODOXOAMMbIX M BaXKHEWLWWX JIEKAPCTBEHHbIX MNPEenapaToB, €CANM OHW MPUHATbI C HapyleHWem
3aKoHoaaTenbcTBa Poccuiickolit ®egepaumm, B nopsaake, ycTaHoBNeHHOM MpaBUTenbCTBOM PoccuincKoi
depepaunuy;

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

8) HanpaBneHus YNOJIHOMOYEHHbIM deAepanbHbIM  OPraHOM  UCMOJHUTENLHOM  BAACTU
UCMONHWUTENbHBIM OpraHam cybbekToB Poccuitickoli depepaumy npeanucaHnini o nNpuvBeseHUN B
COOTBETCTBME C 3aKOHoZaTenbCcTBOM  Poccuiickori  ®degepaumy  MPUHATBIX  C  HapyweHWem
3aKoHogaTenbCTBa Poccuitickol epepauunm pelweHnii 06 ycTaHOBIEHUN Npeae/ibHbIX Pa3MepoB ONTOBbIX
HagbaBOK M MpeaesibHbIX Pa3mMepoB PO3HMYHBLIX HAAOABOK K LLeHaM Ha JIeKapCTBEHHble MpenapaTsl,
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BK/IIOYEHHbIE B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXKHENLINX NeKapCTBEHHbIX NPenapaTos;
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

9) ocyuwecTtBneHna ¢enepanbHOro rocyAapcTBEHHOrOo Hag3opa B cdepe obpaweHua
JIeKapCTBEHHbIX CPeACTB M PErnMoHasnbHOr0 rocygapCTBEHHOrO KOHTPOJIA 3a MPUMMEHEHMEeM LeH Ha
JIeKapcTBeHHble  npenapaTtbl  COOTBETCTBEHHO  YMOJIHOMOYEHHbIMM  defepanbHbiMKU  OpraHamm
WCNONIHUTENBLHOM BAACTU U UCNONHUTENBbHBIMW OpraHamun CybbekToB Poccuitickon ®epepaumm cornacHo
MX KOMMNeTeEHUMM B NopsaaKe, ycTaHOBAeHHOM [MpasuTenbcTBom Poccuitckoit ®Pepepaumu;

(B peq. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-d3, o1 08.08.2024 N 232-93)

10) npumeHeHUs nNpPeaycMOTPEHHbIX 3aKkoHoaaTenbcTBOM Poccuiickoit  ®degepaumm  mep
OTBETCTBEHHOCTM 3a HapyleHMe nopAgKa LeHoobpa3oBaHMA HA JIeKapCTBEHHble MpenapaThl,
BK/IIOYEHHbIE B NEPeYEHb KU3HEHHO HEOBXOANUMBIX U BaXKHEMLLNX IEKAapPCTBEHHbIX NPenapaTos.

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

2. B ycnoBuax ypesBbl4aliHOW cUTyaLMu U (Mn) NpUM BO3SHUKHOBEHUM Yrpo3bl pacnpocTpaHeHun
3aboneBaHus, NpeacTaBAAIOLWLEro ONAacHOCTb A/1A OKPYKAKLWMX, a TaKKe B C/lyyae, eciv B TeYeHue
TPMALATU KaneHaapHbIX AHEN nocse npuHATuA MpasutenbctBom Poccuitickolt deagepauum peleHmsa o
npoBeAeHUN MOHUTOPUHIA PO3HMYHBIX LIeH Ha IEKAapPCTBEHHbIE NpenapaThbl, He BKAOYEHHbIE B MepeyeHb
KM3HEHHO HEOobXOAMMbIX M BaXKHEWWMUX NeKapCTBEHHbIX NpenapaTtoB, Ha TEPPUTOPUAX CyObHEKTOB
Poccuitckolt dPepepaunn BbiIBNEH POCT PO3HUYHBIX LLEH Ha YKa3aHHble JIEKapCTBEHHbIE NMpenapaTtbl Ha
TpuALaTb NpoLeHTOB 1 6onee, MpaBuTenbcTBo Poccuinickon Peaepaunm Bnpase yCTaHOBUTb NpeaenbHble
OTMYCKHbIE LieHbl NPOU3BOAMTENEN Ha YKa3aHHbIe IEKapCTBEHHbIE NMpenapaTbl, NpeaesibHble pasmepsbl
ONTOBbIX HaabaBOK U NpeaenbHble Pa3sMepbl PO3HUYHbIX HaA6aBOK K GAaKTUUECKMM OTMYCKHbIM LieHam
npou3BoaUTeNEl Ha yKasaHHble JIeKapCcTBEHHble npenapaTbl. MepeyeHb 1eKapCTBEHHbIX NPenapaTtos, He
BK/IIOYEHHbLIX B NepeyeHb XU3HEHHO HGOGXOAMMbIX M BaXKHeULWmnx NNeKapCTBEeHHbIX nNpenapartos, U
nopaaok ero popmuposaHua onpegensatotca MNpasutenbcteom Poccuinckon Gegepaumm.

(yacTb 2 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

3. B TeyeHMe AeBAHOCTA KaneHZapHbIX AHEN co AHA yTBepaeHua MNpasuTtensctsom Poccuiickoit
Pepepaunn nepeyHa, ykasaHHOro B HacTW 2 HACTOALLEN CTaTbM, He AOMYCKAlOTCA peasnsauma n oTnyck
BKJ/IIOYEHHbIX B HEro JIeKapCTBEHHbIX MPenapaToB No LeHam, NPeBbIWaloWmMM NpeaebHble OTMYCKHbIe
LEeHbl NPou3BOAMTENEN HA YKa3aHHble JIeKApCTBEHHblE NpenapaTbl, NpefefibHble pa3mepbl ONTOBbIX
HafbaBOK W npeaenbHble pasMepbl PO3HUYHbLIX HagbaBOK K (GAKTUYECKMM OTMYCKHbIM LLeHam
npousBoamuTeNneil Ha yKasaHHble JIeKApPCTBEHHble MpenapaTbl C y4eTOM Hasora Ha Aob6aBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTMAOC: NpMMeyaHme.
MonoskeHua ct. 61 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs npeaocTaBaAeHUA roc. ycayr
nocpeacTBomM eauMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2026.

Cratba 61. FocyAapcTBEHHAA PerucTpaumsa U nepeperucTpauua npegenbHbIX OTNYCKHbIX LeH
npousBoguTeneil Ha NeKapCcTBeHHbIe NpenapaTbl, BK/OYEHHbIe B NepeyeHb }KU3HEHHO Heo6X0AMMbIX
M BaXKHEWLIMNX IeKapCTBEHHbIX NpenapaTos

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

1. MpepenbHaa OTNYCKHaA LeHa NPOM3BOAMTENA HA JIEKAPCTBEHHbIM npenapaT, BKAKOYEHHbIA B
nepeyeHb KU3HEHHO HEOOXOAMMbBIX W  BarKHEWLWMX JIEKAPCTBEHHbIX MPEnapatos, MNOANEKUT
rocyZapCTBEHHOW perncTpaumu B nopsaake, yctaHoBneHHoM MpasutenbcTBom Poccuiickoit deaepaumu,
Ha OCHOBaHWW HaMpPaBJ/IEHHOTO NOCPEACTBOM €4MHOTO MOPTANA B YNOJHOMOYEHHbIV deaepanbHbiv opraH
WCMONIHUTENbHOW  BAACTM  WAM  JINYHBIM  KaBUHET ynonHomMoYeHHoro ¢denepasbHOro  opraHa
WCMONIHUTENbHOW BAAcTM B €AMHOW cUcTemMe, NOAMWCAHHOTO YCUAEHHOM KBa/MOULMPOBaHHOM
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3NEeKTPOHHOM MOAMMUCBLIO 3asAB/IeHUA AepKaTens WUAW Bnadenbla PerncTpalyMoHHOro yA0CTOBepeHUus
NleKapcTBeHHOro npenapara (YNoAHOMOYEHHOro UM nnua).
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2. 3apeructpupoBaHHaa npegenbHas OTMNYCKHAA LEeHAa MPOM3BOAWUTENA Ha NEKAPCTBEHHbIN
npenapaTt, BKAOYEHHbIW B MepeyeHb KU3HEHHO HEOOXOAMMBIX W  BAXKHEMWMX JIeKapCTBEHHbIX
NpenapaToB, MOXeT OblTb NepeperncTpMpoBaHa B CTOPOHY yBEMYEHMA OUH PA3 B KafeHAAPHOM roay
Ha OCHOBaHWM HanpasAeHHOro A0 1 OKTAGPA KaKAoro roga MNOCPeACTBOM e4MHOro noptana B
YNO/NHOMOYEHHbIN  deaepanbHbli  OpraH  UCNONHUTENIbHOM  BAACTM  WAWM  JINYHBLIA  KabuHeT
YNOAHOMOYEHHOTO peaepanbHOro opraHa UCNOAHUTENLHOW BAACTM B €4MHON cMcTeME, MOANUCAHHOTO
YCUAEHHON KBanMOUUMPOBAHHOM 3NEKTPOHHON MNOAMUCHIO 3aABNEHUA AepKaTena Wau Bhagenbla
PErvcTPaLnoOHHOrO YA0CTOBEPEHMA IEKAPCTBEHHOIO NpenapaTa (YNnoJHOMOYEHHOIo UM nnLa).

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

3. 3apeructpupoBaHHas npegesibHas OTMNYCKHas LLeHa MpoM3BOAUTENA Ha J1eKAapPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNEPeYEeHb PKU3HEHHO HeOoBXOAMMbIX M BAXKHEWLIMX JIeKapCTBEHHbIX
npenapaTtoB, MOXeT 6biTb NepPeperucTpupoBaHa B CTOPOHY CHWMKEHWA Ha OCHOBAHWWM HanpaBAEHHOTO
nocpeacTBOM e4MHOro NopTana B yNoJHOMOYEHHbIN dpeaepanbHblit opraH UCNONHUTENbHOW BAACTU UK
JINYHbBIV KaBUHET YNONHOMOYEHHOTO dpesiepasbHOro opraHa UCNoIHUTEIbHOM BacTU B eAUHON cucTeme,
NOAMMUCAHHOTO YCUIEHHOW KBANUOUUMPOBAHHOW 31EKTPOHHOM NOAMWCHIO 3afBAeHNA AeprKaTens uam
BAageNbla PerucTpaumoHHOro yA0CTOBEPEHUA /IeKapCTBEHHOro npenapaTa (Yno/IHOMOYEHHOro UM
nua).

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

4. [OepKaTenb UAU Bnagenel, PerncTpauMoHHOIo yAOCTOBEPEHMS NIeKapCTBEHHOro npenaparta
(ynonHomoyeHHoe UM ML) 0653aH HanpaBWUTb NOCPEACTBOM eAMHOro nopTana B YrNoJIHOMOYEHHbIN
denepanbHbIi OpraH UCNOAHUTENBHOW BAACTU UAWN JIMUYHbIA KAaOMHET YNOJHOMOYEHHOTro ¢eaepasibHoOro
opraHa WUCMOJHUTENIbHOW BNACcTU B eAMHOW cUCTeMe NOoANUCaHHOE YCWU/IeHHOW KBanndUUMPOBaHHOM
3N1EeKTPOHHOM NOANUCHIO 3asBAEHNE O NepeperncTpaLmm 3aperucTpMpoBaHHON NpeaesibHOM OTMNYCKHOM
LEeHbl MPOM3BOAUTENSA Ha JIEKAPCTBEHHbIM NpenapaT, BKAOYEHHbIN B NepeyeHb XKU3HEHHO HE0BX0AUMBbIX
N BaXKHEMLLMX IeKapPCTBEHHbIX MPENapaToB, B CTOPOHY CHUMKEHUS B CIeYIOWMX CayYanx:

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

1) CHUKEHMeE LieHbl B MUHOCTPAHHOM BaloTe Ha IeKapCTBEHHbIN NpenapaT B CTpaHe NpoM3BoAUTENA
M (MnM) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3aperucTpupoBaH M (Mau) B KoTopble
NocTaB/iAETCA NPOU3BOAUTENEM;

2) CHUWXeHMEe UeH Ha pedepeHTHble JIeKapCTBEHHbIE MpenapaTbl B COOTBETCTBMM C MyHKTOM 1
HacToAwen 4vactTm (oNA COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, 6MoaHanorosbix (6MonoAoc6HbIX)
JIeKapCTBEHHbIX NPenapaTos);

3) npesbilleHNe NpeaenbHOM OTNYCKHOW LieHbl Ha NepBblii BOCNPOM3BeAeHHbI, B1oaHaNorosbIn
(6Monoao6HbIN) NekapcTBEHHbIM NpenapaT MHOCTPAHHOIO NMPOM3BOACTBA HaA NpPeaesibHON OTMYCKHOM
LEHOW MpOM3BOAUTENA Ha BTOPOM  BOCMPOM3BEAEHHbIN, 6GuoaHanorosbit  (6MONOAO6HbLIN)
JIEKapCTBEHHbIM  MpenapaT, pPacCYMTaHHOM B  COOTBETCTBMM C  METOAMKOM, YTBEPKAEHHOM
Mpasutenbcteom Poccuiickoin ®eaepaunm;

4) npesbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBblit BOCNpoU3BeaeHHbIM, 61M0aHaNoroBbIi
(6Monoao6HbIN) NeKapCTBEHHbIM NpenapaT MPOM3BOAUTENs rOCyAapcTBa - u4ieHa EBpasuiickoro
3KOHOMMYECKOro COl3a Hafg npeaenbHOW OTNYCKHOW  LEeHOW Npou3BoAuUTeNs Ha  BTOpOM
BOCMPOU3BEAEHHbIN, 6GuoaHanorosblii (6MONOAO6GHLIN) NeKapcTBeHHbIM npenapaT NpPoM3BOAMUTENA
rocyAapcrsa - yneHa EBpasnincKoro skoHOMMUYECKOro CO3a, PaCcCUNTaHHOM B COOTBETCTBUM C METOANKON,
yTBEpKAeHHOM Mpasutensctsom Poccuitickoli depepaumm.
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 cT. 61 gononHsetca y. 4.1 (®3 o1 31.07.2025 N 304-d3). Cm. byayulyto peaakLmio.

5. Tlopagok nepeperucTpaumMm  3apernucTpMpoBaHHbIX  MpedesibHbiX  OTNYCKHbIX  LeH
npoussoauTeNie Ha NeKapCTBEHHbIe Npenaparbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HEODOXOAUMbIX U
BaXKHEMLLMX IEKaPCTBEHHbIX NPEenapaToB, B Cy4YanX, NPeayCMOTPEHHbIX YacTaMM 2 - 4 HacToALEeN CTaTby,
ycTaHasamBaetca MpasuTtenbctBom Poccuiickoit Peaepaunu.

6. DKOHOMWYECKMIN aHANM3 NpeseNbHON OTMYCKHOM LEeHbl NPOM3BOAMUTENA Ha NIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNEPeYEeHb PKU3HEHHO HeOoBXOAMMbIX M BAXKHEWLMX JIeKapCTBEHHbIX
npenapaTtoB, NpW ee T[OCY4AapCTBEHHOW perncTpaumMmM WAuM nepeperncTpaumm ocyLLecTBaseTcs
denepanbHbiM  OpraHOM  WUCMONHWUTENbHOW BNACTM, OCYLLECTBAAOWMM  GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX MNPaABOBbIX AKTOB W KOHTPO/AO 3a cobaogeHMem 3aKoHOZaTenbCtBa B coepe
rocyAapCTBEHHOro peryiMpoBaHus LeH (Tapudos) Ha ToBapsbl (ycayru).

7. PacueT npeaenbHbiX OTMYCKHbIX LEH, YKa3aHHbIX B YacTax 1 M 2 HacToswer cTaTbW, NpU UX
roCyfapCcTBEHHOM PErncTpaLmmn Uam nepeperucTpaLmm ocyLLecTBaseTca B COOTBETCTBUM C METOANKOM,
yTBEpXKAeHHOoM MpaButenscTtBom Poccuiickoit Pegepaummn n yuntbiBaloLLEN B TOM YUCE:

1) cobnopeHme 6anaHca MHTEPECOB NOTPebuTenein NekapcTBeHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyeHb XU3HEHHO HEeoBXOAMMbBIX U BasKHEWMLIMX NIeKapCTBEHHbIX NpenapaTtos, U nNpou3soauTenei
NIeKapCTBEHHbIX MpPenapaToB, BKAKOYEHHbIX B MepeyeHb XU3HEHHO HeobXOoAMMbIX W BaKHEMNLIUX
NleKapCTBEHHbIX NpenapaTos;

2) paKTMUYeCKyto OTNYCKHYIO LieHy Ha NeKapCTBEHHbIe npenapatsbl B Poccuitickoit ®eaepaumn, LeHy
BBO3a J/IEKAPCTBEHHbIX npenapaToB B Poccuitickyto Penepauumio, a TaKKe LEHbl Ha aHaNOrMYHble
NeKapcTBeHHble NpenapaTsl, Haxoadawmeca B obpalueHun B Poccuiickoit Peaepauuuy;

3) 3aTpaTbl MPOM3BOAMTENA NIEKAaPCTBEHHOro Mpenapara Ha MPOW3BOACTBO M peann3auumio
NeKapCTBEHHOTO npenapara;

4) ueHy Ha NeKkapcTBEHHbIM NpenapaT, ero LeHy B CTpaHe NPOU3BOAUTENA U B CTPaHaX, B KOTOPbIX
NeKapCTBEHHbIN Npenapar 3aperucTpMpoBaH U (Man) B KOTOPbIe NOCTABAAETCA MPOU3BOAUTENEM.

8. He AONYCKakTCA peann3auma n oTnyCck NeKapCTBEHHbLIX MPENApPaTOB, BK/IIOYEHHbIX B NepeyeHb
KN3HEHHO HeO6XO,CI,VIMbIX N BarKHeNLWnx NNeKapCTBEHHbIX NpenapaTtoB, Ha KOTOpblie nponssoaAnUTENAMU
NNEKAPCTBEHHbIX MNpenapaTtoB He 3aperncTtpupoBaHa npeaenbHaa OTNYCKHAaA UeHa, peann3auunAa
npon3soanTeENAMM NNEKAPCTBEHHbIX MPENAPATOB MO LeHaM, npesbillalowWmMmM 3aperMcTpnpoBaHHbIe NN
nepepernctpnpoBaHHble NpeaesibHble OTNYCKHbIE UEHbI Ha IEKAPCTBEHHbIE NpenapaTbl C yH4ETOM Haslora
Ha A06aB!'IEHHyl0 CTOMMOCTb.

9. OcobeHHOCTM rocySapCTBEHHOTO PEryIMpoBaHna NpeaesibHbIX OTMYCKHbIX LLeH Npou3BoauTeNel
Ha /JIeKapCTBEHHble MpenapaTbl, BK/AOYEHHbIE B NEpPeYeHb KU3HEHHO HEeOobXOAMMbIX M BayKHEWLWUX
JIEKapCTBEHHbIX MPEnapaTos, B 3aBUCMMOCTM OT 3KOHOMMYECKUX W (MAM) couManbHbBIX KpuUTepues
(M3meHeHWe ycnoBuii, MoOpsAKAa W CTOMMOCTM MPOM3BOACTBA  JIEKAPCTBEHHbIX MPEnapaTos,
MCMO/Ib30BaHWE HOBbIX GOpPM, METOAO0B M CMocobOB roCyfapCTBEHHOrO PEryiMpoBaHUA LieH Ha
NleKapcTBeHHble MnpenapaTtbl, B TOM 4YMC/le Ha OCHOBE MexaHM3Ma pedepeHTHOro LeHoobpasoBaHMs,
N3MeHeHW NopsaaKa OKasaHUA MeAMLMHCKOW MOMOLLYM, U3SMEHEHME KYpPCa MHOCTPAHHOM BAtOTbI U UHbIE
N3MeHeHwus) ycTaHaBauBatoTcs MNpasutenbcTBom Poccuiickoit Peaepaumn.
(8 pea. PenepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locypapcTBeHHbIA peecTp npegenbHbIX OTNYCKHbIX LWeH npoussoguTeneit Ha
JIeKapCcTBeHHble NpenapaTtbl, BK/IOYEHHbIE B NepeuvyeHb KU3HEHHO Heo6X0AMMBIX M BaXKHeuwuX
JIeKapCTBEHHbIX Npenaparos
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1. 3apernctpupoBaHHble WAW NepeperncTpupoBaHHble npefenbHble  OTNYCKHble  LieHbl
npoussoauTeneil Ha NeKapcTBeHHble npenapaThbl, BKAOYEHHbIE B NepeyeHb XU3HEHHO HeobXxoauMbIX U
Ba)KHEMLIMX JIeKapCTBEHHbIX NpenapaTtoB, NOANEKaT BK/AYEHUIO B [OCYAapCTBEHHbIA peecTp
npeaenbHbIX OTNYCKHbIX LeH NPon3BoauMTeneil Ha 1ekapcTBeHHble npenapaTbl, BKAOUYEHHbIE B NepeyeHb
YKU3HEHHO HEOBXOAMMbIX U BaXKHENLLUX NeKapCTBEHHbIX NPenapaTos.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocyAapcCTBEHHDbIN peecTp NpefesibHbIX OTAYCKHbIX LEeH Npou3BoAnUTENe Ha NIEeKAapPCTBEHHbIE
npenapatbl, BKAKOYEHHble B nNepedyeHb XU3HEHHO HeO6XO,£I,VIMbIX M BaXKHeMnLwmx NeKapCTBEHHbIX
npenapaTtos, COAePXUT B cebe cneayroLlyto MHGOPMaLUIO:

1) HaumeHoOBaHMWe geprKaTens Uav Blagebla perncTpauMoHHOro y40CTOBEPEHUA IEKAPCTBEHHOO
npenaparta, HaMMeHOBaHWE NPOW3BOAMTENS NIEKAPCTBEHHOrO MNpenaparta, CBeAeHUs O perncrpauum
OepXKaTens unv Bnagenbla perMcTpaumoHHOro ya0CToBepeHs NeKapcTBEHHOTO Npenaparta, CBeAeHUA O
perncTpauumn NnpousBoamUTeNs NekapcTBEHHOro npenapaTta 418 MeAUUMHCKOTO NPMMEHEHMUS B KayecTse
HasioroniaTenbluUMKa B CTPaHe perncTpaumm (4na poccMmicKUX IpUaNYEcKmX AnL, - MAEHTUGUKALNOHHDBIN
Homep Hanoronnatenbwmka (MHH), ONA MHOCTPaHHBLIX OPUOMYECKMX UL, - CTPaHa perucTpauuu,
HauMeHOBaHUWe PErncTPUPYIOLLEro OpraHa, PerncTPaLMOoHHbIA HOMep, Ko4 HanoronnaTeblWnKa B CTpaHe
peructpauum (MHKopnopauun) UaM ero aHanor), Mecto HaxoXKAeHWa MPOU3BOACTBEHHbIX MJ/IOLLAA0K,
Yy4acTBYIOLWMX B MPOLECCe NPOM3BOACTBA JIEKAPCTBEHHOrO MNpenapaTta, ¢ yKasaHMem CTaaumu npouecca
NpoV3BOACTBA;

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

2) HaMMeHOBaHME JIEKAapCTBEHHOIO Mpenapata (MexAayHapoAHOe HenaTeHTOBaHHOe, Wau
rpynnMpoBOYHOE, NN XMMUYECKOE M TOProBOe HaMMEHOBaHUA);
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep PermcTPaLMoHHOrO yA0CTOBEPEHMA IeKapCTBEHHOTO Npenapara;

4) nekapcTBeHHasa ¢popma C YKasaHWeM A03MPOBKM SIEKAPCTBEHHOrO NpenapaTta U ero KoanyecTsa
BO BTOPUYHOM (NOTPebUTENbCKOM) YNaKOBKeE, a TaKKe KOMMIEKTHOCTb;
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpupoBaHHan npeaesibHaa OTNyCKHan LeHa Ha IeKapCTBEeHHbIN npenapaT B pybasx;
(B pen,. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

6) AaTa M Homep MpuKasa ynoJaHOMOYEeHHOro dpeaepanbHOro opraHa UCNONHUTENIbHOW BAACTU O
rocyfapcTBEHHOM perncTpauum uamn nepeperucTpaLmm npeaenbHom oTnyCKHOM LLeHbl Ha N1eKAPCTBEHHbIM
npenapar, BK/IOYEHHbIX B nepevyeHb XW3HEHHO HeO6XOp,MMbIX M BaxKHeULWmnx NNeKapPCTBEHHDbIX
npenapaTos;

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-d3)

6.1) aata BCTyN/ieHMA B CUAY NPMKasa YNOJHOMOYEHHOTO dpesepanbHOro opraHa UCNOAHUTENbHOM
BJAaCTM O TrOCYAApPCTBEHHOM pPerucTpauunm WaM nepepernctTpauum npenenbHon OTMYCKHOM LEHbl
NPOM3BOAUTENA HA NIEKAPCTBEHHbIA NpenapaT, BK/AOYEHHbIN B NepeyeHb KM3HEHHO HEOBXOoAUMbIX U
BaKHEMLMX NeKapCTBEHHbIX MPenaparos;

(n. 6.1 BBeaeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYIO (NOTPebUTENbCKYI0) YNaKOBKY NEKapCTBEHHOIO
npenapara;
(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8) Kop, NeKapCTBEHHOro mpenapata No aHaTOMO-TepaneBTUYECKO-XMMUYECKOM KaaccubuKaLmm,
peKkomeHA0BaHHOW BcemMpHOM opraHun3aumeit 34paBoOOXPaHEHMA.
(n. 8 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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3. locymapcTBeHHas pernctpauma WAW nepepernctpauma npeaenbHbiX OTMYCKHbIX LEeH Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HeobXOAMMbBIX W BaKHEWLIUX
NIeKapCTBEHHbIX NpenapaTtoB, BedeHWe T[OoCyAapCTBEHHOro peecTpa npeaenbHbiX OTMYCKHbIX LeH
npoussoauTeneit Ha NeKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeyeHb 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)

Ctatba 63. YcTaHOB/NEHUE UCNONHUTE/NIbHbIMU OpraHammu cybbekToB Poccuiickoii Pepepauum
npepenbHbiX pPasmMepoB ONTOBbIX HAA6aBOK M npepenbHbIX Pa3sMepoB PO3HUYHbLIX HAA6aBOK K
$daKTUYECKMM OTNYCKHbIM LieHam, YCTaHOBJIEHHbIM NPOU3BOAUTENAMM JIEKAPCTBEHHDbIX NPEnapartos,
HA NIeKapCTBeHHble Npenaparbl, BKAOUYEHHble B NepeyeHb }KU3HEHHO HeobXo4UMBbIX U BaKHeuLwmnx
JIeKapCTBEHHbIX NpenapaTos
(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 475-93, o1 08.08.2024 N 232-03)

1. VcnonHuTenbHble opraHbl cybbekToB Poccuiickoit ®epepaumm ycTaHaBAMBAOT npeaesibHble
pa3mepbl ONTOBbIX HaA6aBOK U Npeae/ibHble pasMepbl PO3HUYHbIX HAA0aBOK K GaKTUUECKMM OTMYCKHbIM
ueHam (6e3 ydyeTta Hanora Ha [A06aBNEHHYIO CTOMMOCTb), YCTAHOBJIEHHbIM MPOU3BOAUTENAMMU
JIeKapCTBEHHbIX MPEnapaTtoB, Ha JIeKapCTBEHHble Mpenapatbl, BK/OYEHHble B MepeyeHb MKU3HEHHO
HEeobX0AMMbIX M BasKHEMLIMX NeKapCTBEHHbIX NPenapaTos, B COOTBETCTBUM C YTBEPKAEHHOM B NOpsAAKe,
YCTaHOB/IEHHOM MpaBUTENbCTBOM Poccuiickoit  depepaumu, METOAMKON  yCTaHOBAEHMSA
NCNONHUTENbHbIMM OpraHamu cybbekToB Poccuiickoit depepaumm npeaenbHbIX pasmepoB ONTOBbIX
HafbaBOK M npefenbHblX PasMepoB PO3HUYHbIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LeHaM,
YCTaHOB/IEHHbIM MPOM3BOAUTENAMM JIEKAaPCTBEHHbIX MPenapatoB, Ha JieKapCTBeHHble npenapaThbl,
BK/IIOYEHHbIE B NepeyeHb }KU3HEHHO HeOBXOANMbIX 1 BarKHEMNLLMX NeKapCTBEHHbIX NpenapaTos. [poeKThl
peleHnii NCNONHUTENbHbIX OpraHoB cybbekToB Poccuiickolt ®epepaumm 06 yctaHosBaeHUU U (Man)
M3MeHeHUM NpedenbHbIX Pa3mepoB ONTOBbIX HaAHaBOK M NpeAeNbHbIX Pa3mMepoB PO3HMYHbIX HaabaBoK
K GpaKTUUYECKUM OTMNYCKHbIM LLeHam, YCTaHOBAEHHbIM NPOU3BOAUTENAMMN NEKAPCTBEHHbIX NPEenapaTos, Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HeobXOAMMbBbIX W BarKHEeMLMX
JIeKapCTBEHHbIX MpenapaTos, NoaJ/iexaT COrnacoBaHUI0 C YNOJHOMOYEHHbIM deaepasbHbiM OpraHom
NCMNOJIHUTENbHOM BNACTU, OCYLLECTBASIOWMM GYHKLUM MO NPUHATUI0O HOPMATUBHbIX NMPaBOBbLIX aKTOB U
KOHTpPO/tO 3a cobniogeHnem 3akoHoaaTeNbCTBa B chepe rocyAapCTBEHHOIO PEeryiMpoBaHUA LEH
(Tapudos) Ha ToBapbl (ycnyru), B nopagKe, yctaHoBaeHHom MpaButensctsom Poccuitickon depepaumu.
(B pea. PepepanbHbix 3aKoHOB OT 13.07.2015 N 241-d3, o1 27.12.2019 N 475-d3, ot 08.08.2024 N 232-
®3)

2. OpraHusauymn ONTOBOM TOProB/AW NEKAPCTBEHHbIMM CPEACTBAMM, aANTEYHblE OPraHM3auuu,
WHOMBUAYANIbHbIE NPeanpUHUMATENN, UMEIOLME NNLEH3UI0 Ha (apMaLLEBTUYECKYIO AeATeNbHOCTD,
MeANUMHCKME OpraHM3aumm, Mmeolwme UUEH3MIO Ha (apMaueBTUYECKYD AeATeNbHOCTb, U WX
060cob/1eHHble NoApa3feNeHns, PacrnofioXKeHHblE B CE/IbCKMX HACENEHHbIX MYyHKTaX, B KOTOPbIX
OTCYTCTBYIOT amnTeYHble OpraHu3aLMu, OCYLLECTBASIOT PeasiM3aumio JIeKAPCTBEHHbIX MNPEnapaTos,
BK/IIOYEHHbIX B MeEpeYeHb XM3HEHHO HEOOXOAMMbIX W BaXKHEWLWWX JIEKAPCTBEHHbIX MpenapaTtos, Mo
ueHam, KoTopble $GOPMMPYIOTCA B COOTBETCTBUWM C MOPAAKOM, YCTAHOB/EHHbIM [paBUTENbCTBOM
Poccuiickoit Pepepaunn, n ypoBeHb KOTOPbIX (63 yyeTa Hanora Ha J06aBAEHHYHO CTOMMOCTb) HE JIOIKEH
NpPeBbIWaTb CyMMy GaKTUYECKON OTMYCKHOM LEeHbl, YCTAaHOBNEHHOW MPOM3BOAUTENEM JIEKAPCTBEHHOTO
npenapata, He MPEBbIWAOWEN 3apPErNCTPUPOBAHHON UAWM MNEPEepPerucTpMpPOBaHHON NpeaenbHOM’
OTMYCKHOM LleHbl Npon3BoAMTENA (HA AaTy peann3aLmm IeKapCcTBEHHOrO NpenapaTa NpoussoauTenem),
M pasmepa ONTOBOM HagbaBkM W (MaM) pasmepa PO3HMYHOM HaAbaBKWM, He MPEBbLILAOLNX
COOTBETCTBEHHO pa3mepa npeaenbHol onToBOM HagbaBKku M (MAK) pasmepa NpeaenbHOlN PO3HUYHOM
HaabaBKM, yCTaHOB/IEHHbIX B cybbekTe Poccuiickon ®eaepaumu.

(B pen,. PegepanbHbix 3aKoHOB 0T 27.12.2019 N 475-03, o1 08.08.2024 N 323-d3)

3. NicnonHutenbHble opraHbl cybbekToB Poccuitickoit Pegepaumm pasmellator B cetn "UHTepHeT"
MHPOPMALMIO O 3apPerucTPUPOBAHHBLIX MPeAesibHbIX OTMYCKHbIX LieHax npousBoguTesnell Ha
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JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobXOAMMBIX U BarKHEMLKNX
JIeKapCTBEHHbIX NpenapatoB, 06 yCTaHOBAEHHbIX B cybbekTe Poccuiickol depepaunm npenenbHbIX
pasmepax onToBbIX HaAbaBOK U (UMW) NpeaenbHbIX pasmepax PO3HUYHbIX HaAOaBOK K YCTaHOB/IEHHbIM
NPOM3BOAUTENAMM NEKAPCTBEHHBIX MpPenapaToB GaKTUUYECKMM OTMYCKHbIM LEeHAM Ha JIEKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNEpeyYeHb MM3HEHHO HEeOobXOAMMBIX U BaXKHEWLWMX NeKaPCTBEHHbIX
NnpenapaToB, a TaKXKe 0 CYMME 3aperncTpMpoBaHHbIX NPeaesibHbIX OTMYCKHbIX LEeH npousBoguTenei Ha
JIeKapCTBEHHbIE MpenapaTtbl, BK/AOYEHHble B NepeyeHb M3HEHHO HeobXOAMMBIX W BaXKHEMULWUX
JIEKapCTBEHHbIX MPenapaToB, YCTAHOBAEHHbIX B cybbeKkTe Poccuitickolt depepaumm npenenbHbIX
pa3mepoB ONTOBbIX HaA0ABOK M NPeAe/bHbIX Pa3MepPOB PO3HUYHbIX HaA0aBOK U Ha/lora Ha A06aBNEHHYIO
CcTOMMOCTb. MHPOpMaLmA, NpeyCMOTPEHHAA HACTOALLEN YACTbIO, AO/KHA HAXO4MTbCA TAK¥Ke B aNTEYHbIX
OpraHusaumax B LOCTYMHON ANA BCEX 3aUHTEPECOBAHHbIX AuL, dopme M OOBHOBAATBCA MO Mepe ee
pasmeLleHMa NCNOTHUTENbHbIMW OpraHamm cybbekToB Poccuinckont Pepepaunm B cetn "UHTepHeT".

(B pen,. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 475-93, o1 08.08.2024 N 232-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblil 3aKoH 0T 27.12.2019 N 475-3.

Fnasa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BE3SOMNACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOAALWMXCA B OBPALLEHUU
B POCCUMCKOI ®EAEPALIUMU
(8 pea. PepepanbHoro 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  6e30MacHOCTU B ULENAX BbIABNEHUS BO3MOXHbIX HeraTuUBHbIX
NocAeACTBUA UX NMPUMEHEHMUA, UHANBUAYANbHOM HENEPEeHOCUMOCTH, NpeaynpexXaeHna MeaULMHCKUX
paboTHMKOB, crneuMannctoB B 0b6nactu BeTepuMHapumM, NaLMEHTOB WUAW BNALENbLEB KUBOTHbLIX M MUX
3aWKnTbl OT NPUMEHEHUNA TaKNX IeKapPCTBEHHbIX NpenapaTos.

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

2. ®apmaKoHa[30p OCYLLEeCTBAAETCA COOTBETCTBYHOLMM YNOJHOMOYEHHbIM deaepasbHbIM
OpraHoOM WCMOJIHUTENbHOM BAACTU B YCTAHOB/JIEHHOM UM nopaake ¢ yyeTom TpeboBaHMIA HacTosALLero
denepanbHOro 3aKOHA WM aKTOB, cocTasastowmx npaso Coto3a, NyTem aHanusa nNpefocTaBaAseMOin
CyObeEKTaMM 0OpaLLLEHMA TIEKAPCTBEHHbIX CPeACTB MHPOPMALLMM O NOBOYHBIX SENCTBUSAX, HEXKENATEIbHbIX
peakumaxX, cepbesHbIX HeXKeNaTesbHbIX Peakumax, HenpeaBUAEHHbIX HEXKenaTeslbHbIX Peakumsax npu
NPUMEHEHUWN NEKAPCTBEHHbIX MpenapaTos, 06 WHAMBMAYA/IbHON HENepeHOCMMOCTU, OTCYTCTBUM
30 dEKTUBHOCTM NIEKAPCTBEHHbIX NPEnapaToB, a TaKXKe 06 WHbIX ¢aKTax M 0b6CcToATEeNbCTBAX,
NPeACTaBAAOWMX YIPO3y MU3HM WAW 340POBbIO YesioBEKA JIMOO KMBOTHOTO NPU MPUMEHEHUU
JIeKAPCTBEHHbIX NPENaAPaTOB M BbIABAEHHbIX HA BCEX 3Tanax 06paLLeHMA NeKapCTBEHHbIX NPenapaTos B
Poccuiickoit depepaunm 1 apyrux rocygapcrBax.

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

3. CybbeKTbl 06palleHnA 1eKapcTBEHHbIX CPEACTB B MOPAAKE, YCTaHOBIEHHOM YNO/HOMOYEHHbIM
desepanbHbiM  OPraHOM  WCMOJIHUTENIbHOM  BNAcTM, 06dA3aHbl  COOb6WATb B YNOJHOMOYEHHbIN
depepanbHbIi OpraH UCMOJAHUTENLHOM BAACTM O MODBOYHBIX AENCTBUAX, HEMKENATeNbHbIX PeaKLMsX,
Cepbe3HbIX HEXKeNaTeNbHbIX PeaKuMsaX, HeNpeaBUAEHHbIX HeXenaTe/bHbIX Peakumsax npu npumeHeHun
NeKapcTBEHHbIX MNpenapaTtoB, 06 WMHAMBMAYA/NbHOW HENepeHOCMMOCTH, OTCYTCTBUM 3PPEKTUBHOCTU
NIeKapCTBEHHbIX MPEenapaTtoB, a TakkKe 06 MHbIX akTax M 06CTOATENbCTBAX, NPEACTABAAOWMX Yrpo3y
KU3HM MKW 300POBbIO YeoBeKa MO0 KMBOTHOTO NPWU MPUMEHEHMMU JIEKAPCTBEHHbIX MPEnapaTos U
BbIAB/MIEHHbIX Ha BCex 3Tanax obpalleHna NeKapCTBeHHbIX npenapatoB B Poccuiickon degepaumm u
ApYrvx rocyaapcreax.
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4. Nep:aTenn uau Bnagenblbl PerncTpauMoHHbIX YA0CTOBEPEHUN NEKAPCTBEHHbIX MPenapaTtos,
topMANYECKME IMLLA, Ha UMS KOTOPbIX BblAaHbl paspeLleHna Ha NPoBeAeHNE KAMHUYECKUX UCCAea0BaHUM
B Poccuiickoit depepaunn, nMbo yNosHOMOYEHHblE MMW Apyrue pUANYEecKMe nuua B pamKax
obecneyeHuns 6e30NacHOCTN NeKapPCTBEHHbIX NPenapaToB B NOPAAKE, yCTAHOBIEHHOM COOTBETCTBYOLLMM
YNOJHOMOYEHHbIM peaepanbHbiIM OPraHOM WUCNONHUTENbHOW BAACTU, 0653aHbl OCYLLECTBAATL MPUEM,
yueT, 06paboTKy, aHan3 1 XpaHeHMe NOCTYNAtoLLNX B UX aZPec OT CyObEKTOB 06paLLLEeHNA NeKAPCTBEHHbIX
CpPeacTB M OPraHoB rocyAapCTBEHHOW BAacTM COObLWEHUA O MOBOYHbIX AEUCTBUAX, HEXKenaTesbHbIX
peaKkumsx, CePbe3HbIX HEXKeNaTeNbHbIX M HENPeABUAEHHbIX HEXeNaTeNbHbIX Peakumax npu npumeHeHnm
JIeKapCTBEHHbIX NpenapaTtoB, 06 0COBEHHOCTAX WX B3aMMOALEWNCTBUS C APYIMMMU NEeKapCTBEHHbIMM
npenapatamv, WHAVMBUAYA/SIbHON HENepeHOCMMOCTM, a TaKKe 00 MHbIX ¢akTax M ob6CcToATeNbCTBAX,
NPeAcTaB/AWMUX Yrpo3y KU3HU WMAN 340POBbI0 4YesioBeKa JINOO MKUMBOTHOTO MW BAUAIOWMX Ha
M3MEHEeHME OTHOLWIEHMA OXMAAEMOW MNO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA JIEKAPCTBEHHbIX
npenaparos.

5. Mpwn BbIABNEHUN MHPOPMALUM O CEPbE3HbIX HEeXenaTeNbHbIX Peakumsax U HenpeaBuaeHHbIX
HeXenaTteslbHbIX pPeakumsax MNpu MNPUMEHEHUN NEeKaPCTBEHHbIX MNpenapatoB, 06 0CobeHHOCTAX WX
B3aMMOAENCTBMA C APYIMMM NeKapCTBEHHbIMM NpenapaTtaMmun, UHANBUAYA/IbHOM HENnepeHOCMMOCTH, a
TaKKe 06 MHbIX haKTax U 06CTOATENbCTBAX, BAMAIOWMX Ha USMEHEHNE OTHOLLEHUA OXKUAaeMon NoNb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSA JIeKAapPCTBEHHbIX NpPenapaTtoB, Aep’KaTenu UuAM  BAagenblbl
PerncTpaunoHHbIX YAOCTOBEPEHWUIN IEKAPCTBEHHbIX NPENapaTos, lpUaMYeckne nnua, Ha MMa KOTopbIX
BblJaHbl paspeLleHnn Ha NPoBeAEeHME KAMHUYECKUX uccnenoBaHuit B Poccuiickon deaepauunm, nnbo
YNO/HOMOYEHHbIE UMK APYyrMe topuauMyeckne nvua o06dA3aHbl NPUHATb MEepbl, HanpasieHHble Ha
YCTpaHEHWE  HeraTMBHbIX  MOCNeACTBMA  MPUMEHEHWS  TaKUX  JIEKAPCTBEHHbLIX  MpPenapaTos,
npeaynpexaeHue NpUUNHEHUS Bpeaa KU3HU UM 300P0BbI0 YesoBeKa IMBO KUBOTHOTO, 3aWMTY MX OT
NPUMEHEHNA TaKMX NEKAPCTBEHHbIX MPEenapaToB, Ha A0NOIHUTENbHbIN c6op AaHHbIX 06 3 dEKTUBHOCTU
1 6e30MacHOCTM TaKMX JIEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobuleHMe UaN CoKpbITUE NHOPMALIUK, NPeayCMOTPEHHOM YacTblo 3 HAaCTOALLEN CTaTby,
OepXaTenu WAM  BAagenbubl  PerncTpauMoHHbIX  YAOCTOBEPEHMI  NIEKAPCTBEHHbIX MNPEenapaTos,
ropuanyecKme nua, Ha MMa KOTOPbIX BblAaHbl Pa3peLlleHnsa Ha NpoBeAeHNE KIMHUYECKUX NCCeq0BaHnM
B Poccuitckoit Pepepaumn, nMbo ynoNHOMOYEHHbIE MMMU APYrMe OPUANYECKME NLA, A TaKXKe
OOJ/IKHOCTHbIE /MUA, KOTOPbIM 3Ta WMHPOPMaums CTana M3BeCTHa Mo poay WX npodeccroHanbHOM
OeATeNIbHOCTU, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickol deaepaumu.

7. Mpu nony4eHUM ynosHOMOUYEHHbIM deaepanbHbIM OPraHoOM UCMOAHUTENBHOW BAACTU B pamKax
OCYLWLEeCTBNEHMA MM papMaKoHaA30pa A0Ka3aTe/NbCTB O HECOOTBETCTBUM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TpeboBaHWAM WAM MNPU NOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
adpeKTMBHOCTM U 0 6e30NacHOCTV IeKAPCTBEHHOro NpenapaTta AaHHbIM O JIeKapCTBEHHOM npenaparTe,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/E BbISABNIEHHbIX B XOA4€E OCYLIECTBNEeHUA
dbapmaKoHaa30opa KOHTPOJIbHO-HAA30PHbIMW OpraHaMyM MHOCTPAHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii 0praH UCNONHUTENbHONM BAACTW B YCTAaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMSA TAKOro 1IEKapCTBEHHOMO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 HaMmeHOBaHMe CcT. 65 n3naraetca B HoBoM peaakumm (43 ot 30.01.2024 N 1-d3). Cm.

6yAyLyto peaaKLmio.
CtaTbA 65. MprocTaHOBNEHME NPUMEHEHUA NEKAPCTBEHHOrO Npenapara

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

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 B 4. 1 cT. 65 BHOCATCA M3MmeHeHus (D3 ot 30.01.2024 N 1-d3). Cm. byayLiyto peaakumio.
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1. Mpn nonyvyeHnn MHGOPMaLMM O HeXKEeNaTeNbHbIX peakLMAX Npu NPUMEHEHUN NEKAaPCTBEHHOMO
npenapaTta, He YKas3aHHbIX B MHCTPYKUUU MO NPUMEHEHMUIO JIEKAPCTBEHHOTO MpenapaTta, CepbesHbiX
HerkenaTeNbHbIX peaKkumax, o6 0COBEHHOCTAX ero B3aMMOAENCTBUA C APYrMMU NEKapPCTBEHHbIMU
npenapaTtamu, KOTopble MOFYT NPEACTAaBAATb YIPO3Y *KU3HU UAK 300POBbIO YeN0BEKA MO0 KMBOTHOTO, @
TaKKe O HEeCOOTBETCTBMMU [AHHbIX 06 3PPeKTUBHOCTM M O 6e30MaCHOCTM NeKapCTBEHHOro npenaparta
AaHHbIM O IeKapCTBEHHOM NpenapaTte, CoAEPKALMMCA B UHCTPYKLMM NO ero NPUMEHEHUIO, B TOM YMCAe
OT YNO/JIHOMOYEHHbIX OPraHOB WHOCTPAHHbIX rOCYAApPCTB, OOMeH KOTOPOM OCylecTBAsSeTCA B
COOTBETCTBUM C COMNALIEHUAMMU MEKAY YNONHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOJIHUTENbHOM
BNACTU U YNOJHOMOYEHHbIMW OPraHaMM MHOCTPAHHbIX FOCYAAPCTB, YNOJHOMOYEHHDbIN deaepanbHblit
OpraH UCNONHUTENIbHOM BAACTM PACCMATPUBAET BOMPOC O BO3SMOMXKHOCTU NPUOCTaHOBAEHNS 0bpalleHns
TAKOro J/IEKAapCTBEHHOrO MpenapaTta B MNopsAake, YCTaHOBJAEHHOM YMONHOMOYEHHbIM deaepanbHbIM
OpPraHOM MUCMONHUTENIbHOM BNACTM.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 2 cT1. 65 M3naraetca B HoBoM pegaKkummn (®3 ot 30.01.2024 N 1-d3). Cm. byayLLyto
peaakumio.

2. TlpM HEUCnoNHEeHUU MAN HeHagNexalem WCNOAHEHUW aepyKaTensamu WauM Baagenbuamu
PerucTpaLmnoHHbIX YAOCTOBEPEHUA NEKAapPCTBEHHbIX NPenapaTtos, PUANYECKUMU AULAMWU, Ha UMA
KOTOPbIX BblAaHbl pa3pelleHnsa Ha NpoBeaeHne KAMHMYECKUX nccneaosaHnii B Poccuitickon deaepaumm,
WA YNONAHOMOYEHHbBIMU UMW APYTUMW FOPUANYECKUMU NNLLAaMU 06A3aHHOCTEN, YCTAHOBIEHHbIX YacTAMM
3 1 4 cTtatbu 64 HacTosulero ®enepanbHOro 3akoHa, MM60 B CAydaax NpeacTaBaeHMA COOTBETCTBYIOLWMNM
YMNOAHOMOYEHHbIM defepanbHbiM OPraHOM UCMONHUTENIbHOW BNACTM 3aK/OYEHUA O HEAOCTOBEPHOCTM
pe3y/nbTaToB  K/AMHMYECKOrO MWCCNEAO0BaHUA  NEeKapCTBEHHOrO npenapata  Aas  MeAMUMHCKOro
NPMMEHEHWA, KOTOPOE OCHOBAHO Ha pe3y/bTaTax NPOBEPKN MeAMLMHCKOW opraHM3aLmm, NposoanBLLENA
YKa3aHHOE KNMHNYEeCKoe Uccaef0BaHne C HapyLeHNnemM Npasu Hagnexallen KAMHUYECKON NPaKTUKK, U
NPMBE0 K MOJYYEHMIO HEAOCTOBEPHbIX Pe3ynbTaTtos, M60 B Ciydae HEBbINOJHEHWA MNpeanucaHnsa,
BbIAaHHOrO YMNO/JIHOMOYEHHbIM deaepasbHbiM OPraHOM  MCMONHUTENbHOM BAacTM MO UTOram
OCYLLEeCTBNEHMA BbIGOPOUYHOrO KOHTPOASA KayecTBa JIeKapCTBEHHOro npenapara, Yno/JHOMOYEHHbIN
denepanbHbIA OpraH UCNOIHUTE/IbHOW BAIACTU B YCTaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPoC O
NPMOCTaHOBAEHMM MPUMEHEHMSA TAKOrO IEKapCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 65 yTpaumsaet cuay (43 ot 30.01.2024 N 1-d3).

3. YNosHOMOYEeHHbI denepanbHblit OpraH UCMONHUTENIbHOM BAAcTUM MpU MNpPencTaB/eHUU emy
CBEOEHWN O HEecoOTBETCTBMM MPOM3BOAUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM npaBua
HaZ/exKallei Npon3BoACTBEHHOM NPAKTUKU U (M) O HAPYLLEHMM IMLLEH3NOHHBIX TPeboBaHW, KOTOpble
6bl1M BbIAAB/IEHbI B XO4€ NPOBEAEHUA MHCNEKTUPOBAHUA NPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB MU
OCYLLECTB/NEHNA NNLEH3NOHHONO KOHTPO/A B chepe NPOn3BOACTBA IEKAPCTBEHHbIX CPEACTB U NpUBEIU
WA MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NPENapaToB AAA8 MeAUUMHCKOrO NpUMeHeHus,
NPUYNHUBLLNX AN CNOCOBHbBIX MPUYUHUTD BPEL, *KU3HN AN 340POBbIO rpaXKaaH, paccMaTpuUBaeT BONPOC
O MPUOCTAHOBNEHUN MPUMEHEHUA NIEKAPCTBEHHbIX MPenapaToB A8 MeAWMUMHCKOro MPUMEHEHUA B
YCTaHOB/IEHHOM UM MOPALKE B CNEAYIOLLMX CyYanX:

1) coctaB u (MNK) TexHONOrMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta Ana MeauLMHCKOro
npMMeHeHuA (C onucaHMem CTaauii NPOM3BOACTBA) OTAMYAIOTCA OT 3asAB/IEHHbIX B PErmcTpaumoHHOM
40Cbe;

2) ﬂeKapCTBeHHbIVI npenapat gna meamunHCKoro npumeHeHunAa npomnsseaeH Ha I'IpOM3BOACTBEHHOV1
naowaake, He YKa3aHHOVI B perncTtpaumMoHHOM A0CbE,

3) Yy npoussogutena NeKapCTBeHHbIX Cpeacrts OTCYTCTBYHOT AOKYMEHTbHI, noArBepxAaatoliune
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COOTBETCTBME KayecTBa JIeKapCTBEHHOrO npenaparta AN MeAMLMHCKOrO NMPUMEHEHUs, BBOAMMOIO B
rparkaaHcKuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPU €ro rocyAapcTBEHHOMN perncTpaumm;

4) npousBoAMTENEeM J/IeKapCTBEHHbIX CPeACTB B  COMNAacOBaHHbIA C  COOTBETCTBYHOLMM
YNO/JIHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOMIHUTENbHOM BNACTU CPOK He yCTpaHeHbl HapylleHua
TpeboBaHMI NpaBWUA HagNeNKallel NPOM3BOACTBEHHON NPAKTUKU U (UNK) ULEH3MOHHBIX TPeboBaHUN,
KoTopble 6blAM BbiABAEHbI B X04e NPOBeAEHUA WHCMEKTUPOBAHUA MNPOU3BOAUTENA JIeKapPCTBEHHbIX
CPEeACTB UM OCYLLECTBAEHMA NNLEH3MOHHOIO KOHTPOJIA B Chepe Npon3BOACTBA JIEKAPCTBEHHbIX CPeACTB
W NPUBEAU UAM MOTYT MPUBECTU K MPOM3BOACTBY /IEKAaPCTBEHHbIX NpenapaTtos ANs MeAULMHCKOro
NPUMEHEHNA, MPUYUHUBLINX WU CNOCOBHbBIX MPUUNHUTD BPEA, U3HM UNU 340POBbLIO rPakaaH.

(yacTtb 3 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-93)

4. YNoNHOMOYEHHbI peaepanbHblii OpraH UCMONHUTENIbHOM BAACTU NPU HAIMYMK Y HETO CBEAEHUN
O HEeCOOTBETCTBUM NPOM3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBUA HaaaexKalledn
NPOW3BOACTBEHHOM MPAKTUKM U (MNM) O HAPYWEHMMU JIMLEH3NOHHbIX TPeboBaHWI, KoTopble Obiaun
BbIAB/EHbl B XO4E MPOBEAEHUA WHCMEKTUPOBAHUA MNPOU3BOANUTENA NEKAPCTBEHHbIX CPEACTB WM
OCYLLECTBNEHNA TMLLEH3NOHHOIO KOHTPO/A B chepe NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB M NPUBENM
WMAN MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NPENAPATOB A/1A BETEPUHAPHOIO NPUMEHEHMUSA,
NPUYUHUBLUMX MAM CMOCODHbLIX MPUYUMHUTL BPeS MU3HU WAM 340POBbIO KMBOTHbLIX, PacCMaTpuUBaeT
BONPOC O MPUOCTAaHOBAEHUWN peanusauuMmM W MNPUMEHEHMA JIEKAPCTBEHHbIX Mpenapatos A
BETEPUHAPHOIO NPUMEHEHUA B YCTAHOBIEHHOM UM NOPAAKE B CNEAYHOLLMX CYYasX:

1) coctas u (MAM) TeXHONOIMA MPOM3BOACTBA /IEKAPCTBEHHOMO npenapaTta Aaa BETEPUHAPHOro
npMMeHeHusa (C onucaHuem cTaauii NPOM3BOACTBA) OTMYAIOTCA OT 3aAB/IEHHbIX B PErmcTPaLMOHHOM
A0Cbe;

2) nekapcTBeHHbIM Npenapar 419 BeTepMHapHOro NpMMeHeHUs NponsseaeH Ha MPoM3BOACTBEHHOM
nAoLlaaKe, He YKasaHHOM B PerMcTpaLMoHHOM A0CbE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MNOATBEpKAalolime
COOTBETCTBME KayecTBa JIEKAPCTBEHHOro npenapaTta Al BETEPUMHAPHOro NPUMEHEHWA, BBOAMMOIO B
rparkaaHckuii 06opoT, TpeboBaHUAM, yCTaHOB/IEHHbIM NPU Ero rocyAapcTBEHHOM perncTpaumm;

4) npousBOAMTENEM JIEKAPCTBEHHbIX CPEeACTB B  COIMNACoOBaHHbIA C  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasibHbiIM OPraHOM WCMOJIHUTENIbHOM BAACTU CPOK He YCTPaHeHbl HapylleHwus
TpeboBaHUI NpaBWU HaA/exKallleld NPOMU3BOACTBEHHON MPAKTUKU U (MNU) INMLEH3UOHHBIX TPeboBaHWiA,
KoTopble 6bln BbiABAEHbI B XO4e NPOBEAEHUA WHCNEKTUPOBAHMUA MNPOU3BOAUTENA NIEKAPCTBEHHbIX
CPeACTB UM OCYLLECTBAEHMA NNLEH3MOHHOIO KOHTPO/IA B Chepe Npon3BOACTBA JIEKAPCTBEHHbIX CPeaCcTB
MU MPUBENN WM MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB ANA BETepUHApPHOro
npuMmeHeHunAa, NPUYNHNUBLLUUNX NN CNOCOBHbIX NPUYNHUTDL Bpea U3HU NN 300P0BbIO XKUBOTHbIX.

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

7. B nopsaKe, npeayCcMOTPEHHOM 4YacTbto 4 HAcToALLEN CTaTbM, YNOJIHOMOYEHHbIN deaepasibHbIN
opraH UCNONIHUTENIbHOM B/IACTU PacCMaTPUBAET BONPOC O NPUOCTaHOBIEHUWN peann3aumm u NPUMeHeHUs
NIeKapCTBEHHOrO nNpenapaTa ANA BETEPMHAPHOro MPUMEHEHMA B C/lyvyae BblABMEHWUS B rparKAaHCKOM
obopoTe cepun NeKapCTBEHHOMO Npenaparta A8 BeTePUHAPHOro NPUMEHEHUS, JOKYMEHTbI U CBeAEHUS
0 KOTOPOi, NpeaycMoTpeHHble YyacTamum 1 - 3 1 6 ctatbm 52.2 HacToAwero ®egepanbHOro 3akoHa, He
npeacTas/eHbl B YKa3aHHbIM opraH, MMbo cepum MMMYHOBMONOrMYECKOro IeKapCcTBEHHOrO npenapaTa
ONA BETEPUHAPHOIo NPUMMEHEHUSA, HE UMEIOLLEN paspeLleHmnn, NPeayCMOTPEHHOIO YacTblo 8 cTaTbk 52.2
HacTosawero dPenepanbHOro 3akoHa. B yKasaHHOM c/iydae YNOAHOMOYEHHbIN deaepanbHbii OpraH
WCMNOJIHUTE/IbHOM BAACTU NMPUHUMAET peLleHne O NPUOCTAaHOBAEHUN peanusaumm n NpUMeHeHUa Takux
cepuit A0 nNpeacTaBAeHUS YKas3aHHbIX AOKYMEHTOB U cBedeHMi AnMbo A0 NoayvyeHUAa yKasaHHOro
paspeleHms.

(yacTb 7 BBeaeHa PenepanbHbim 3akoHom oT 02.07.2021 N 317-03)
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CratbAa 66. UHPopMmauma o pesyabraTax papmaKoHaA30pa
(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHomoueHHbI  denepanbHblii  OpraH  UCMONHUTENbHOW  BAACTW,  OCYLLECTBAAIOLWMIA
dbapmakoHaz30p, No ero pesynbTaTaM pasmeLllaeT Ha cBoem oduLManbHOM caliTe B ceTu "UHTepHeT"
nHpopmaumto o:

1) BbIAIBNEHMM HOBbLIX MOATBEPKAEHHbIX JaHHbIX O MOOOYHbIX AEWCTBUAX, HeKenaTesbHbIX
peakumax, cepbesHbIX HexKenaTesbHbIX Peakumax, HenpeaBUAEHHbIX HEeMKenaTeslbHbIX Peakuusax npu
NPUMeHEHUM IEKapPCTBEHHOTO NPenapara, B TOM YMC/Ie BAUAIOLWLMX Ha OTHOLEHME OXKWAAEMOMN NOb3bl K
BO3MOXHOMY PUCKY NPUMEHEHMA AaHHOTMO JIEKAPCTBEHHOTO Npenapara;

2) NPUHATBIX PeLUEHUAX O BHECEHUM U3MEHEHWNI B MHCTPYKLMIO MO MPUMEHEHWNIO IEKAPCTBEHHOTO
npenapara, o0 NPMOCTaHOBAEHUN NPUMEHEHUS NEeKAPCTBEHHOIO NpenapaTta, 06 M3bATUKM M3 0bpaleHus
NleKapCcTBEHHOro npenapaTta Uan o BO306HOBAEHWUM NPUMEHEHNA NeKapCTBEHHOro nNpenapara.

Fnasa 14. UHOOPMALMUA O NEKAPCTBEHHbIX MPEMAPATAX. CACTEMA
MOHUTOPUHTA ABUXEHNA NEKAPCTBEHHbIX MPEMNAPATOB
ANA MEQULIMHCKOTO NPUMEHEHUA
(B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauua O NeKapCTBeHHbIX Npenapatax. CuCTema MOHUTOPUHra ABUMKEHUA
NeKapCTBeHHbIX NpenapaTos ANA MeAULUHCKOro NPpUMMeHeHus
(8 pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHPopmauma O NeKapCTBEHHbIX mnpenapaTax, OTMYCKaeMbiX MO PELEenTy Ha /JIeKapCTBEHHbIM
npenapaT, 4OJ/IKHA COAEep)KaTbCA TO/IbKO B CMNEuMann3npoBaHHbIX W34aHUAX, NPeAHa3HAYeHHbIX A8
MeAUNLMHCKMX, papMaLLeBTUYECKNX PAabOTHMKOB, CneumanmcToB B 0bnactm BetepuHapun. MHbopmaums o
JIeKapCTBEHHbIX NpenapaTax 41a cneumannctos B 061acTn obpalleHna NeKapCcTBEHHbIX CPEACTB MOXKET
cofepXatbCA B MOHOrpaduaAx, CrpPaBOYHMKAX, Hay4yHbIX CTaTbsiX, B [AOK/A3aZaX Ha KOHrpeccax,
KOHdepeHLMAX, CMMMNO3MYMaX, Hay4yHbIX COBETaX, a TaKXe B WHCTPYKUMAX NO MNPUMEHEHUIO
JIeKapCTBEHHbIX NPenapaTos.

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

2. MHpopmauma o NeKapCTBEHHbIX NpenapaTax, OTNycKaemMblx 6e3 peuenta Ha /IeKapcTBEHHbIN
npenapaTt, MOXeT cogepKaTbcA B MNybanKauuax U ob6bABAEHUAX CPeAcTB MacCcoBOM WHdopmauum,
CNeunanmn3mMpoBaHHbIX MU OBLLMX MEeYaTHbIX M3LAHMAX, UHCTPYKLMAX MO NPUMEHEHMUIO NEKAPCTBEHHbIX
npenapaToB, MHbIX U34aHUAX CYBbEKTOB 06paLLEeHNA NeKaPCTBEHHbIX CPeACTB. PeKkfamHble MaTepurabl O
NeKapcTBEHHOM npenapaTe, OTNyckaemom 6e3 peuenta Ha JIeKapcTBEHHbIM npenapaT, LO/KHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHWIO IEKAPCTBEHHOrO Npenapara.

3. JlonyckaeTcs McCrnonb3oBaHWe tobbiXx MaTepuanbHbIX HOCUTENElN, MO3BOMAIOWMNX XPaHWUTD,
nepeaasaTb M MUCNO/Ib30BaTh MHGOPMALIMIO O JIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaKeHus.

4. Ona ueneit upaeHTUPMKALMKM YNaKOBOK JIEKAPCTBEHHbIX MPEnapaToB Aaa MeAWLMHCKOro
NPUMEHEHUA NMPOU3BOAUTENIN NIEKAPCTBEHHbIX CPEACTB B MOPSAAKE, YCTAaHOBAEHHOM [paBUTENLCTBOM
Poccuiickoit depepaumn, HAHOCAT Ha NEPBMYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeAMUMHCKOro NPUMEHEHMS, ANA KOTOPbIX He NPeAyCMOTpeHa BTOPUMYHAA YNaKoBKa) U BTOPUYHYIO
(NoTpebuTeNbCKylo) YNaKoBKY NEKapCTBEHHbIX NpenapaTos A8 MeAUUMHCKOTO NPUMEHEHUA CpeacTBa
naeHTMOUKaALMM, 33 WUCKIIOYEHWEM JIeKApPCTBEHHbIX MpenapaTtoB A48 MeAMUMHCKOro NpuMeHeHus,
NPOM3BOAUMbIX ANA NMPOBEAEHMA KAMHUYECKUX UCCNeA0BaHWNM, SKCMOPTa, IeKapCTBEHHbIX NpenapaTos
ANA MeAULMHCKOTO NPUMEHEHMA, YKasaHHbIX B Yactax 5 1 8 crtatbun 13 HacToAwero degepanbHoro
3aKOHa, pagnodapmaLeBTUUECKUX IEKAPCTBEHHbIX NPenapaToB, BbICOKOTEXHOIOMUYHbIX IEKAPCTBEHHbIX
npenapaTtoB, KOTOpble MNpPOM3BeAeHbl MajblMW CEPUAMMW, COCTOAT M3 OAHOM MAN HECKONbKUX [03
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BbICOKOTEXHONOMMYHOIO NIEKAPCTBEHHOIO MpenapaTa, NpegHa3HayeHbl A7 KOHKPETHOro MauMEeHT],
MMEIOT KOPOTKMI CPOK rogHOCTM (40 AEeBAHOCTA KaneHAapHbIX AHEN) u (Man) TemnepaTypHbIA pexum
XPaHEHMUA M TPAHCMOPTUPOBaHUA MUHYC 60 rpagycoB Llenbcna nnm HuxKe, NMABOK MeANUMHCKUX U Fa30B
MeANUMHCKUX.  [lnA  NeKapCTBEHHbIX  MPenapaTtoB € MeXAYyHAapoAHbIM  HemnaTeHTOBaHHbIM
HanmeHoBaHMeM "ITaHon" cpeacTBO UAEHTUPUKALUMM HAHOCUTCA HA BTOPUYHYIO (NOTPebUTenbeKyto)
YNaKoBKYy B C/lyyae, eC/iM TaKan ynaKoBKa ABASETCA MHAMBWAYaNbHOW BTOPMYHOM (NOTpebuTenbcKol)
YNaKoOBKOW 3TOro JIEKapCTBEHHOrO Mpenaparta, a B C/ly4ae OTCYTCTBUA BTOPUYHOM (NOTpebuTenbcKoit)
YNaKOBKM WAM HaNMUMA YNAKOBKM, B KOTOPOW Haxoautcs 6onee O[HOM eAMHWUUbI YKa3aHHOro
IeKapCTBEHHOrO rMpenapata B NEPBUYHON YMaKOBKe, CPeACTBO MAEHTUPMKALMM HAHOCMTCA Ha
NePBUYHYIO YNaKOBKY.

(yactb 4 BBegeHa ®egepanbHbiM 3aKoHOM oOT 28.12.2017 N 425-d3 (pea. 27.12.2019); B pegn.
depnepanbHbix 3akoHOoB oT 04.08.2023 N 428-$3, o1 30.01.2024 N 1-93)

5. XapaKTepucTmkun cpeactea MaeHTMOMKaLMKM, NOPALOK ero HaHeceHMA 1 TpeboBaHMA K CTPYKType
n  dopmaty WMHOOPMALUKM, KOTOPYHO COLEPMKUT CPEACcTBO  UAEHTUPUKAUMMKM, OonpeaenstorTca
MpasuTtenbctBom Poccuinckoit ®epepaumm.
(yacTb 5 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. MopAadoK co3paHuA, pa3BUTUA, BBOAA B 3IKCMAyaTauMio, 3KCMAyaTauMM M BbiBOAA W3
3KcnayaTauuMm CUCTEMbl MOHWUTOPWHIA ABUMKEHWUA NEKAPCTBEHHbIX MpPenapaToB A48 MeAMUMHCKOro
NPUMEHeHMA, NOPALOK NPeAOoCTaBNeHUA WHPOPMALMK, CoAeprKalenca B CUCTEME MOHWUTOPUHra
OBVXKEHWNA NEKAPCTBEHHbIX NPENApPaToB A1 MeANUMHCKOTO NPUMEHEHMUA, U NMOPAAOK B3aUMOAENCTBUA
YKa3aHHOW  CUCTEMbl C  WMHbIMW  TOCYAAPCTBEHHbIMU  MHPOPMALMOHHBIMKM  CUCTEMaMKU W
MHPOPMALNOHHBIMUN CUCTEMAMM FOPUAUYECKUX NL, U UHOUBUAYANbHBIX TPeanpUHUMaTENEN, YKa3aHHbIX
B yactax 7 n 10 Hactoswen cTaTbW, ycTaHasauBatoTca [MpaBuTenbctBom Poccuitickoit degepauum.
OnepaTtopaMn CUCTEMbI MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MNPEnapaTtoB AAA MeAMLMHCKOro
npumeHeHnsa ABaAlTCA defepanbHblit opraH WCNOAHUTENbHOW BAactM U (MAM) opraHusaums,
ynosHOMouYeHHble MpasuTenbctBom Poccuiickoit ®epepauymm.

(yacTb 6 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuanyeckune nvua n HAMBMAYaNbHbIE NpegNnpPUHUMATENN, OCYLLECTBAAIOLWMNE MPON3BOACTBO,
XpaHeHue, BBO3 B Poccuitickyto ®depepaumio, OTNycK, peanusauuio, nepefadvy, nNpUMEHeHue U
YHUUYTOXKEHME NEKAPCTBEHHbIX NPENAPaTOB A1 MeAMLMHCKOro NpumeHeHus, obecneymBatoT B nopagKe
M B COCTaBe, KOTOpble YyCTaHOBAeHbl [MpaButensctBom Poccuiickon Pegepauum € y4etom BMAQ
OCYLLECTBNAEMON UMW [EATeNbHOCTM, BHECeEHME MHPOPMaLMM O NEeKAapPCTBEHHbIX MpenapaTtax Ansa
MEONLMHCKOTO MPUMEHEHNA B CUCTEMY MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MpenapaTos AnA
MEeONLMHCKOTO NPUMEHEHMUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHble npenapatbl ANA MEeAUUMHCKOro MNpUMEHeHuA, npegHasHayeHHble A0A
obecneyeHuns nuu, 60abHbIX remoduameis, MyKoOBUCLMA030M, rMNodu3apHbiM HAHU3IMOM, 6ONE3HbIO
lowe, 3n10KayecTBEHHbIMW HOBOOOPA30BaHUAMM NUMPOUAHON, KPOBETBOPHOW M POACTBEHHbLIX UM
TKAHEW, pacceAaHHbIM CKIEPO30M, INL, NOC/IE TPAHCMIAHTALUN OPraHOB U (MK) TKaHel, Npoun3BeaeHHbIe
00 31 aekabpa 2019 roza, a TaKKe UHble IeKAPCTBEHHbIE NpenapaTbl 418 MeAULMHCKOTO NPUMEHEHUA,
npoussegeHHble o 1 uona 2020 roga, noanexar XpaHeHUo, nepeBo3Ke, OTMYCKY, peanusauuu,
nepegaye, NpUMeHeHUIO 6e3 HaHeCceHUa CPeacT8 UAEHTUPUKALMM A0 UCTEYEHUA CPOKA MX FOLHOCTU.
MpasuTenbcTBo Poccuiickoit Pepepaumnn Bnpase yCTaHOBUTb 0COBEHHOCTM BBOAA B FParKAaHCKMIM 060poT
JIeKapCTBEHHbIX MpenapaTos 419 MeANLNHCKOro NPUMEHEHUA, Npor3BeaeHHbIx B nepuog ¢ 1 niona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpaxKAaHCKMI 060POT NekapCcTBEHHble NpenapaTtbl 4
MEONLIMHCKOTO NMPUMEHEHMA, 33 UCKAKOYEHUEM NEKAPCTBEHHbIX MPenapaTos, NpeaHa3Ha4YeHHbIX AaA
obecneyeHunn nuu, 60bHbIX remoduanels, MyKoBUCLMAO30M, TMNOPM3apPHbIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHbIMU HOBOOOPA30BaAHUAMM AUMPOUNAHON, KPOBETBOPHOW U POACTBEHHBLIX MM
TKAHEeM, paccesHHbIM CK/IEPO30M, /1ML, NOCAEe TPAHCMAaHTaLMM OPraHoB U (MAn) TKaHel, Npon3BeseHHble
3a npegenamu Tepputopun Poccuiickoit ®eaepaumm o 1 oktabpa 2020 roga, moryT ObiTb BBE3€EHbI B
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Poccuitckyto degepaumnio go 1 anBapsa 2021 roga B nopsiake, ycTaHoBAeHHOM [1paBUTENbCTBOM
Poccuitckoit epepaumm, 6e3 HaHeceHUs cpeacTB MaeHTUdUKaUUN.
(B pea. PepepanbHbix 3akoHOB 0T 27.12.2019 N 462-$3, o1 13.07.2020 N 206-D3)

8. OpraHuszaums WHPOPMALMOHHOIO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA ABUNKEHUS
JIEKApCTBEHHbIX MNpenapaTtoB Aas MeAMUMHCKOTO MPUMEHEHUS C  WHbIMW  FOCYAapPCTBEHHbIMM
MHOOPMALUMOHHBIMW CUCTEMaMKM obecrneymBaeTca B TOM 4UC/Ie MOCPEeACTBOM MHPPACTPYKTYpbI,
obecneunsatouer MHPOPMaALMOHHO-TEXHOOTMYECKOE B3aMmoaencTene WUHPOPMALMOHHbBIX CUCTEM,
NCMO/Ib3yeMbIX ANA MNPeAoCTaBAEeHUA TOCYAAPCTBEHHbLIX W MYHUUMMANAbHbLIX YCAYr WU WUCMOJIHEHUSA
roCcyAapCTBEHHbIX M MyHULMNAAbHbIX QYHKLWI B 9N1€KTPOHHOMN dopme.

(yacTb 8 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

9. MHpopmauma, coaepKalLlasncs B CUCTEME MOHUTOPUHIA ABUXKEHUA IEKAPCTBEHHbIX NpenapaTos
ONA MeOUUMHCKOTo NpUMeHeHus, aenseTtca nHdopmaLmein orpaHMYeHHOro A0CTyna B COOTBETCTBUM CO
cTaTbe 9 ®epnepanbHOro 3akoHa ot 27 mtona 2006 roga N 149-93 "06 nHbopmaummn, MHGOPMaLMOHHbIX
TEXHONOTUAX W O 3awmTe HPopmaunn", 3a UcKNtoUeHnEM MHPOPMALNK, HEZOMYCTUMOCTb OFrpaHNYEeHUA
JOCTyna K KOTOpPOW YycCTaHOB/AeHA ¢eaepasbHbIMM 3aKOHaMW, a TaKKe MHOOPMaLMU, OTHECEHHOW
MpasutenbctBom Poccuitckoit Pepepaunn B COOTBETCTBUM C HacToAwmm PenepanbHbiM 3aKOHOM K
obLwenocTynHoi nHpopmaumm. ObweaocTynHas MHGoOPMaLMsA, COAEPKALLAACA B CUCTEME MOHUTOPUHTA
OBVXKEHMA  JIEKAPCTBEHHbIX NPEenapaTtoB  A/a  MeOMLMHCKOrO MNPUMEHEHMUA, pPasmellaeTca B
MHOOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "NHTepHeT" (B Tom umcne B GopmMe OTKPbITbIX AaHHbIX)
B NopsAgKe, yctaHosaeHHOM [pasutenbcTsom Poccuninickon depepaumu.
(yacTb 9 B pen. depepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. loctyn K MHGOPMaLMM, COAEPKALLENCA B CUCTEME MOHUTOPUHTA ABUMKEHNS NIEKAPCTBEHHbIX
npenapatoB 418 MeLMULMHCKOro npumeHeHus, obecneymBaeTca onepaTopom CUCTEMbl MOHWUTOPUHIA
OBVXKEHWA NEKAPCTBEHHbIX NPenapaTtoB a8 MeAUUMHCKOrO NPUMEHEHUA B MOPALKE, YCTAHOBNEHHOM
MpasutenscteBom Poccuiickon ®Pegepauuum, B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickoi
depepaunmn 06 uHPopmaUMKN, WHOOPMALMOHHBIX TEXHOMOINMAX W O 3aWmte MHPopmaUuUK,
3aKoHoZaTenbcTBOM  Poccuiickor  degepauum O rocygapCTBEHHOW TaliHe, 3aKOHO4ATe/bCTBOM
Poccuiickoit ®egepaumm 0 KOMMEPYECKOM U MHOW OXPAHSAEMOM 3aKOHOM TaliHEe M C YYETOM MOJIOKEHN
HacToswen cratbu. [lpaBuTenbctBo Poccuitickoii Pepepaumm BnpaBe YCTaHABAMBATb NepeyeHb
JIeKapCTBEHHbIX MPenapaToB 414 MeANLMHCKOro NPUMEHEHMA U (MAK) rpynn eKapCTBEHHbIX NpenapaTos
AN MeAMUMHCKOTO NpUMEHEHUss U 0coBeHHOCTU A0CTyna K MHPOPMALUM O TaKMX JIeKapCTBEHHbIX
npenapaTtax, COAEpPrKallleics B CUCTEME MOHWUTOPUHIa [ABUMKEHMA NIeKapCTBEHHbIX MpenapaToB Ann
MeAULMHCKOTo NPUMEHEHMA.

(yacTb 9.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.2. MNonb3oBaTenn cUCTEMbl MOHWUTOPUHIA [BWUMKEHMA JIEKAPCTBEHHbIX MNpenapaToB And
MeANUMHCKOTO NpUMeHeHns o61agaloT NpaBomM AOCTyna K MHbopMauuK, coaeprkalenca B cucteme
MOHUTOPUHIA AOBUXEHUA NeKapCTBEHHbIX npenapatos AOnAa MeguuunHCKoOro npumeHeHuAa, C y4eTom
OrpaHUYEeHUI AOCTyna K yKasaHHoM uHbopmauum u ee nocnegyrouwein obpaboTke, yCTaHOBAEHHbIX
HacCToALWMNM CDe,u,epaanbw\ 3dKOHOM U WUHbIMKW HOPMATUBHbLIMU MMPaBOBbIMMN aKTaMU Poccuiickon
depepaunn.

(yactb 9.2 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-03)

9.3. depnepanbHble OpraHbl UCMOJHUTENBHOW BAACTU M WCMOJIHUTE/IbHbIE OpraHbl CyObeKTOB
Poccuiickolt depepaumm B uenax, onpegeneHHbix MNpasutenscteom Poccuiickoinnt ®eaepauumn, MmetoT
npaBo A4oCTyna K MHpopmauumn o cybbekTax obpalleHns NeKapcTBEeHHbIX CPeACTB, O /IeKapCTBEHHbIX
npenapaTtax M 06 06opoTe TaKUX NIeKAaPCTBEHHbIX NpPenapaTos, He0bX04MMOM ANA BbIMOJAHEHUA 33434 U
ocywecteneHma ¢yHKUMIA, BO3NOXMEHHbIX Ha deaepanbHble OpraHbl MCMOAHUTENLHON BAACTU M
MCMOMIHWUTENbHbIE OpraHbl CybbekToB Poccuitickoi ®depepaumn, craTucTuyeckol wuHdopmaumm o
NeKapcTBeHHbIX NpenapaTax M 06 ux obopoTe, a TakKe K obuegoctynHol nHpopmauun. Coctas 3ToM
MHpopMauun onpeaenseTca cornaweHnamm o6 MHGoOPMaLMOHHOM B3aUMOAENCTBMM, 3aKAOYEHHBIMU
OMnepaTopoM CUCTEMbI MOHWUTOPWMHIA ABUMMKEHMA NIEKAPCTBEHHbIX MPenapaTtoB ANA MeAMUMHCKOro
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npumeHeHna ¢ peaepanbHbIMU OpraHaMm UCNOAHUTENBHOW BAACTU WAM UCNOAHUTENbHBIMU OpPraHamm
cybbektoB Poccuiickont  Pepepaunmn  n depepanbHbiM  OPraHOM  UCMOAHUTENbHOW  BAAcTH,
OCYLLECTBAAWMUM GYHKLMM MO BbIPaboTKe M peanm3aLmm rocyaapcTBeHHON NOANTUKN U HOPMATUBHO-
NpPaBOBOMY PEryanpoBaHuto B chepe 34paBOOXPAHEHUS.

(yacTb 9.3 BBegeHa PepepanbHbiM 3akoHOM oT 04.08.2023 N 474-93; B pes,. PenepanbHOro 3akoHa ot
08.08.2024 N 232-93)

9.4. CybbekT obpalleHns NeKapCTBEHHbIX CPeAcTB MMeeT npaBo AocTyna K uHpopmauum ob
onepaumax C JIEKapCTBEHHbIMW Npenapatamu Aasa MeAUUMHCKOrO NMPUMEHEHMsA, COBEPLUEHHbIX 3TUM
cybbekToM 0bpalleHns NeKapCTBEHHbIX CPEACTB, a TaKKe K 06Lea0CcTynHOM MHPopmaumu.

(yacTb 9.4 BBeseHa desepanbHbiMm 3akoHOM oT 04.08.2023 N 474-03)

9.5. Onepatop cucTeMbl MOHUTOPUHTA ABUNKEHWUA IEKAPCTBEHHbLIX NPEnapaTos AN MeAULNHCKOro
npuMeHeHna obnafaetr NpPaBoM A0CTyNa K MHPOpPMaLMKM, COAEPrKalLeNCcA B CUCTEME MOHWUTOPMUHIA
OBVXKEHUA IeKAPCTBEHHbIX MPenapaToB ANA MeAMUMHCKOrO NPUMEHEHWs, BKAOYAA WMHPOpMaLMIo
OrPaHMYEHHOTO A[O0CTYNa, C BO3MOXHOCTbIO ee 06paboTkM, B TOM uucne ee npesoCcTaBAeHUA U
pacnpocTpaHeHusn, obecneyeHmna AOCTyMa K HeEM M OKasaHMA YyCayr ¢ ee UCNONb30BaHWem (panee -
obpaboTKa).

(yacTb 9.5 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.6. OnepaTop CUCTEMbI MOHUTOPUHIa ABUKEHWUS IEKAPCTBEHHbIX NPenapaTos A1 MeAULNUHCKOro
NPUMEHEHNA MOMKET OCYLLLECTBAATL 06paboTKy MHPOPMaLMM OrpaHNYEHHOro A0CTyNa, cogepKallenca B
cucTeMe MOHUTOPUHIa ABUMKEHUS NEKAaPCTBEHHbIX MPenapaToB AN MeAUUMHCKOTO NpUMEHEHMUs, Npu
ycnoBuu o06a3atenbHOro obesnnMumBaHuA Tako WMHOOPMaLUM B COOTBETCTBMU C YTBEPXKAAEMbIMU
denepanbHbIM OPraHOM WCMOJIHUTE/IbHOM BAACTU, OCYLLECTBASAIOWMM PYHKUMU MO BbipaboTKE W
peanusaumm rocygapCTBEHHON MOAUTUKM W HOPMATMBHO-NPABOBOMY pPeryanmpoBaHuio B cohepe
3[paBOOXPaAHEHUA, MO cornacoBaHnio ¢ deaepanbHbIM  OPraHOM  WMCMOJIHUTENbHOM  BNACTy,
OCYLLECTBAAWUM GYHKLMM NO KOHTPOJIIO U Hag3opy B chepe MHPOPMALIMOHHBIX TEXHOMOTUIA U CBA3U, U
denepanbHbIM OpPraHOM UCMONHUTEIbHOM BAacTu B 06/1acTn obecneyeHmsa besonacHocTy TpeboBaHMAMM
K 06e3/1M4mMBaHmMIO Takon MHPOpPMaLMM U meTogammn 06e3nMunMBaHnA Tako nHdopmaumnmn. ObesnmyeHHas
nHbopmaumA, NONAydYeHHas B pes3y/abTaTe YKasaHHOW 06paboTKM M copep)Kalanaca B CcUCTeme
MOHWUTOPUHIA ABUMKEHUS NIeKapCTBEHHbIX MPenapatoB A8 MeAMLMHCKOro MNPUMEHEHUs, ABNSETCH
nHbopmaumein orpaHnyeHHoro aoctyna. ObesnnyeHHan MHpopmauma, 4OCTYN K KOTopoi 6bin obecneyeH
onepaTopomM CUCTEMblI MOHUTOPWUHIA ABUMKEHMA JNIeKAPCTBEHHbLIX MpenapaToB ANA MeAMLMHCKOro
NPUMEHEHNA B LENAX OKasaHWsA YCAYyr C ee WCNOAb30BaHWMEM, NOANEXKUT XPaHEHUIO B CUCTEME
MOHUTOPUHTA ABUNKEHWUA NEKAPCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NPUMEHEHMA HE MEHee NATK
NIeT ¢ AaTbl NPeaocTaBAeHUA A0ocTyna K ob6e3nmyeHHoM MHGOPMaLIMKM, N Ha Hee He PacnpoCTpaHATCA
TpeboBaHMA K MHPOPMaL MM OrpaHNUYEHHOrO AOCTYNa, YCTAaHOB/IEHHbIE HAacTOALLEN CTaTbel.

(yacTb 9.6 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. OnepaTop cMCTEMbI MOHUTOPUHIA ABUXKEHMA NeKapCTBEHHbIX NPenapaTos A1a MeguuUMHCKOro
NPUMEHEHNA MOMKET OCYLLLECTBAATb 06paboTKY MHPOPMaL MM OrpaHNYEHHOro AOCTYNa, CoAeprKallelica B
CUCTEME MOHMUTOPUHIA ABUMKEHUA NEeKAPCTBEHHbIX MNpenapaToB ANA MEeAULMHCKOrO MNPUMEHEHMUS,
NnoslyYyeHHOM OT cybbekTa obOpalleHUs NeKapCTBEHHbIX CPEeACTB, 3aPerucTPUpoBaHHOrO B cucTeme
MOHUTOPWUHIA  OBUXEHUA NIEKAPCTBEHHbIX Mpenapatos AAA MELUUMHCKOTO MNPUMEHEHUA U
npeacTaBuMBLLIEro B Hee CBeAEHMA, B MHTEpecax M Mo MNOPyyeHUto TaKoro cybbeKkTa obpalleHun
JIeKapcTBEHHbIX cpeacTs be3 ob6e3nmunBaHua MHPOPMaL MM OrpaHUYEHHOro A40CTyna.

(yacTb 9.7 BBegeHa deaepanbHbim 3akoHOM oT 04.08.2023 N 474-3)

9.8. OnepaTop CUCTEMbI MOHUTOPUHIa ABUNXEHNA NEKAPCTBEHHbIX NpenapaTtoB ANA MeaUUNHCKOro
npumeHeHnA BMNpaBe OKa3biBaTb Ha He,CI,MCKpVIMMHaLI,MOHHOﬁ OCHOBe ycCayrm C MUCNOJZ1b30BaHNEM
obe3nnyeHHom VIHCI)OpMaLI,MM, cop,epmam,eﬁcn B Ccucreme MOHUTOPUHIa AOBUXEHUA NEeKapPCTBEHHbIX
npenapatos Ana MeanunHCKOro npumeHeHuA, Cy6'beKTaM O6anJ,eHVIFI NeKapCTBEHHbIX CPpeAacTs, NOPAAOK
M CTOMMOCTb OKa3aHMA KOTOpPbIX oOnpeaenAarTcAa onepatopom CUCTEMblI MOHUTOPUHTIA AOBUXKEHUA
NNEKapPCTBEHHbIX Mpenapatos AnA MeanUUMHCKOro npMMeHeHua, C y4eTom OrpaHM‘-IEHM[;I AO0CTyna K
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o06e3n11M4yeHHON MHbOpPMaLMM, YCTAaHOBAEHHbIX HACTOALWEN CTaTbel. YKasaHHble NOpPAAOK M CTOMMOCTb
OKas3aHMA TaKUX YCAyr pa3meLLaloTcA onepaTopom CUCTEMbl MOHUTOPWHIA OBWMKEHUA JIEKAPCTBEHHbIX
npenapaTtos Ana MeAWUMHCKOTO MNPUMEHEHMA Ha caliTe CUCTEMbl  MOHWUTOPUHIA  OBUMKEHUS
JIeKapCTBEHHDIX npenapaTos ana MeONLMHCKOro npuMeHeHuA B MHGOPMaLNOHHO-
TENIEKOMMYHUKaALMOHHOM ceTn "UHTepHeT" 1 nogneKaT KOHTPOJIHO B COOTBETCTBMM C aHTUMOHOMO/IbHbIM
3aKoHoaaTenbCTBOM Poccuiickon ®eaepaumm. YKasaHHble NOPAAOK U CTOMMOCTb OKa3aHUA TaKUX yCayr
OO/IKHbI ObITb €4UHbIMM A/1A BCEX WL, 0OpaLLAtOLMXCA 33 OKa3aHMEM YCYTM B OTHOLLEHMM OANHAKOBbIX
BMAa, obbema M coctaBa npegoctasasemon MHpopmaumn. CybbekTam ob6palleHUs NeKapCcTBEHHbIX
CpeaCcTB 3anpeLaeTca NpefoCcTaBAATb U PacnpoCcTPaHATb MHPOPMALMIO, NOIYYEHHYIO B COOTBETCTBUM C
HaCToSLLLEN YacTblo.

(yacTb 9.8 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

10. MNpousBoauTeNb NEKAPCTBEHHbIX CPEeACTB, AepXaTenb ANMb60 Bnagenel, perucTpauyMoHHOro
YOO0CTOBEPEHNA /IEKAPCTBEHHOIO npenapata WAM MNPeAcTaBUMTENIbCTBO MHOCTPAHHOW OpraHu3auum,
ABNAOWENCA AeprkaTenem nMb0 BAALENbLEM PEFUCTPALMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOO
npenapaTta, Ha Tepputopum Poccuiickon ®Pepepaumm, 3aperucTpupoBaHHble B CUCTEME MOHUTOPUHIA
OBUXKEHMA NEeKApPCTBEHHbIX MPEenapaTtoB A1A MeAMLMHCKOrO NMPUMEHEHUA W npeacTaBuMBLUME B Hee
CBeZleHMA 0 HaHeCeHUWU CpeacTB UAEeHTUPUKALUMM Ha YNAKOBKM NEKAapCTBEHHbIX NpenapaTos, HapA4y C
nHbopmaumen, yKasaHHOM B 4acT 9.4 HaACTOAWEWN CTaTbM, MNOAYYaeT COLEPIKALLYHCA B CUCTEME
MOHUTOPUHTIA ABUKEHUA JIeKapPCTBEHHbIX NpenapaToB A7 MeAULMHCKOTO NpUMeHeHua nHbopmauuto
OrPaHMYEHHOTrO AOCTYMNa O CepUAX U MAPTUAX ITUX JIEKAPCTBEHHbIX NpenapaTos 6e3Bo3me3LHO M Brpase
OCYLLECTBNATb CAMOCTOATE/IbHO MM MOpyYaTb 06PabOTKY TaKon MHOOPMAUMKN TONbKO B CODBCTBEHHbIX
WHTepecax. MNMpu 3Tom JOCTYN K Takon MHPoOpMaUUKM UAW pesynbTaTaM ee 06paboTKM MMeeT TO/bKO
OaHHbIN Cy6beKT obpallleHNs NeKapCTBEHHbIX CPEACTB WAW ANLO, KOTOPOMY OH mopy4nn obpaboTky.
CocTaB npepoCTaBnAemMolr B COOTBETCTBMM C HAcTOAWeEM 4YacTblo MHOOpmauum onpegenserca
Mpasutenbctsom Poccuiickon ®epepauymn.

(yacTb 10 B pea. PepepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a Nnpon3BOACTBO UAKM NPOAAXKY NEKAPCTBEHHbIX NPEenapaToB 4A8 MeAULUMHCKOro NpUMMeHeHma
6e3 HaHeceHuA cpeacTB UAEHTUOUKAUNKN, C HapyLLEHMEM YCTAHOBJEHHOIO NOPAAKA MX HaHeceHwus, a
TaKXKe 332 HECBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHWUTOPUHIA ABUMMKEHUA JIEKAPCTBEHHbIX
npenapatos Aa MEeAULMHCKOrO MNPUMEHEHMA WKW BHECEHME B Hee He[O0CTOBEPHbIX [AaHHbIX
IopUANYECcKME AnLa U MHAMBMAYANbHblE MPeanpUHUMATENM, YKa3aHHble B YacTax 4 u 7 HacToALLen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMMU C 3aKOHOA4ATENbCTBOM Poccuitckoi Pepepaumu.
(yacTb 11 BBeaeHa deaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. MpaButenbctBo Poccuitickolt depepaunun BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeAPeHUN
CUCTEMbI MOHUTOPMHIa AOBUXEHMA NEeKapCTBEHHbIX MNpenapaToB AAA MEeOUUMHCKOTO MPUMEHEHUA,
BK/IlOMAA CPOKU ee BHeAPEHMA, B OTHOLWEHMW NIEeKAPCTBEHHbIX MNpPenapatoB AN MeAUMUUMHCKOro
NPUMEHEHUA, BK/KOYEHHbIX B MNEPEYEHb KUIHEHHO HEOOXOAMMBIX W BaXKHEWLWUX N1eKapCTBEHHbIX
npenapaTtoB, /IeKApCTBEHHbIX MNPEenapaToB, NpeAHa3sHayeHHbIX AnA obecneyeHus nul, 60NbHbIX
remodunnen, MyKoBuCLMAO030M, rMnodmusapHbiIM HaHM3MOM, 60se3Hbio [ouwe, 310Ka4YecTBEHHbIMU
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOMW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CKNEepOo30M, /1L, Noc/e TPaHCMNaHTaL MM OPraHoB U (MK) TKaHEN, UHbIX IEKaPCTBEHHbIX NpPenapaTos ANs
MeANLMHCKOTO NPUMEHEHMA.

(yactb 12 BBeaeHa PegepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

Fnhasa 14.1. OTPAHUYEHUA, HAJNTATAEMbIE
HA OPTAHMU3ALUUN, OCYLLUECTBNAOLWMUE OEATE/IBHOCTD
NO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa desepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuyeHuA, Hanaraemble Npu OCYLLECTBEHUU p[eATeNbHOCTU B cdepe
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06paLeHns IeKapCcTBEHHbIX CPeacTB

1. OpraHusaumu, 3aHUMatowmecs pas3paboTKoi, npousBoACTBOM W (MAKM) peanusaumen
NleKapCTBEHHbIX NpenapaToB 414 MeANLUHCKOro NPUMeHeHna, opraHusaummn, obnagatolme npasamm Ha
MCNONb30BaHME TOProBOro HaMMEHOBAaHWA /IeKapCTBEHHOro npenapata Ans  MeAMUMHCKOro
NPUMeHeHNA, opraHM3aLMmM oNTOBOM TOProBAN NEKapPCTBEHHbIMM CPeACcTBaMM, anTeyHble opraHn3auuu
(Mx npeacTaBuUTENM, UHbIE PU3NYECKME U IOPUAMYECKME N1LA, OCYLLLECTBASAIOWME CBOKO AeATe/NbHOCTb OT
MMEHM 3TUX OpraHn3auuii) B OTHOWEHUM MeANUMHCKUX PaboTHUKOB M pyKoBoauTeneit meanuuHCKUX
opraHu3auuii He Brnpase:

1) Bpy4aTb NOAAPKM, BbINAa4YMBaTb AEHEXKHbIE CPeACTBaA (33 UCKAIOYEHMEM BO3HArpaxKaeHun no
[OroBopam npuv NpoOBeAeHUN KAUHUMYECKUMX WCCAeAOoBaHUI /NIeKApCTBEHHbIX MNpenapatoB Aaa
MEeAUNLMHCKOTO MNPUMEHEHUs, BO3HArpaKAeHWM, CBA3AHHbLIX C OCYLWECTBAEHUEM MeANLMHCKUM
paboTHMKOM NeaarorMyeckom u (Mam) HayyHoW AeATeNbHOCTM), B TOM YMC/Ie ONAauynBaTb pa3BaeyeHus,
OTAbIX, NPOEe34 K MecTy OTAbIXa, a TaKKe MPUBAEKATb K y4acCTUIO B pa3B/ieKaTe/ibHbIX MepPonpuaTUsX,
NPOBOAMMBIX 33 CHET CBOUX CPEACTB;

2) 3aKNKo4YaTb cornaweHmAa O Ha3Ha4YeHUn wuan pekomeHgaumnm nauneHTam NeKapPCTBEHHbIX
npenapartos gn1a megnumHCKOro npuMmeHeHmA (3a UCKNTID4YEHNEM A0roBopoB O nposeaeHNN KAIMHNYECKUX
MCCJ'IEAOB&HMVI NEeKapCTBEHHbIX NpenapaTtos AnAa megnunHCKoro I'IpMMEHEHMﬂ);

3) npeaocTaBnAaTb 06pasLbl IEKAPCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NPUMEHEHUA B LLensaX
BpyYeHMA naumeHtTam (33 MWCK/AOYEHMEM CAydvaeB, CBA3AHHbIX C MPOBEAEHMEM  KAMHUYECKUX
nccnea0BaHUIA IeKapCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NPpUMEHEHNA);

4) npenoCTaBAATb HEAOCTOBEPHYIO U (MAN) HEMOHYIO MHGOPMALMIO O NEeKaPCTBEHHbIX NpenapaTtax
ANA MeANLNHCKOro NPUMEHEHMS;

5) nocewaTtb UX B pa6oqee BpemMA Ha pa6oqu MeCTaX, 3a UCKNIDYEHNEM ClydaeB, CBA3aHHbIX C
nposeaeHnem KANHUYECKUX MCCHEAOBaHMﬁ NEKapCTBEHHbLIX nNpenapatoB Ana MeaAUuUnHCKOro
npumeHeHuAa, ¢ ydactmem B nopAaake, yCtaHOB/J1IEHHOM pyKOBOAOAUTENEM MeAMLLMHCKOVI opraHunsauuu, B
C06paHMFIX MeaULUNHCKNX pa6OTHMKOB N UHbIX MEpPOoNpPUATUAX, HaANPaB/IEHHbIX Ha MOBbilWleHNE WX
I'IpOd)ECCMOHa/'IbHOI'O YPOBHA MU/N Ha NpenocraBieHune MHd)OpMaLI,VIM, CBA3AHHOM C ocyuwiecrtsaieHnem
MOHWUTOPWUHIa 6esonacHoCTH NEeKapCTBEHHbIX NPENapaTos,

6) NOBY»KAaTb K BbIMUCbIBAHUIO IEKAPCTBEHHbIX MPENapaTos AN MeAULMHCKOrO NPUMEHEHMA Ha
61aHKax, coaepKawmx MHPOPMaLMIO PEKIAMHOMO XapaKTepa, a TakXKe Ha peuenTypHbix 6aaHKax, Ha
KOTOpbIX 3apaHee HameyaTaHO HaMMeHOBaHMEe JIeKapCTBEHHOrO npenapaTta 444 MeAWLMHCKOro
NPUMEHEHNA.

2. OpraHu3aumm, ykasaHHble B ab3ale nepsom 4acTv 1 HacTosAlen cTaTbu, U UX NpeacTaBUTeNN B
OTHOLLEHMM GapMaLEeBTMYECKUX PaBOTHUKOB M PYKOBOAMTE/IEN anTeYHbIX OpraHM3aLmii He Bnpase:

1) Bpy4aTb NoAapKu, BbiN1a4nBaTbh AeHEXHble CpeacTBa, B TOM YMUCNE ON1a4nBaTb pa3BsievyeHuA,
OTAbIX, Mpoe3n K MeCTy OTAbiXa, U NPUBAEKATb K YYaCTUIO B pPa3B/iekaTe/ibHbIX MeponpuAaATHUAx,
npoBoAMNMbIX 3a CHET CBOUX CPEACTB;

2) npeanocCcTaBaATb O6p33Ll,bI NEeKapCTBEHHbLIX Mpenapatos ANA MeAUUUHCKOro npumeHeHuAa AnAa
BPpy4Y€HUA HACENEHUIO,

3) 3aKNK04YaTb cornaweHna O npegnoXeHunn HaceneHnw onpeaeneHHbIX NeKapCTBEHHbIX
npenapartos Ana megunumHCKOro npuMeHeEHNA;

4) NnpeaoCTaBNATb HEAOCTOBEPHYIO U (MNKN) HENONHYI0 MHPOPMALMIO O IeKAPCTBEHHbIX NpenapaTax
ANA  MeAMUMHCKOrO MPUMEHEeHMsi, B TOM UMC/Ie MMELWMX OAMHAKOBOE MeKAyHapogHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.



Cratba 67.2. TpeboBaHUA K OpraHM3auMM U NPOBEAEHUI0 HAYUYHbIX MEpPONPUATUN, MHbIX
MeponpuATUA, HanNpaB/ieHHbIX Ha MOBblWEeHUue NpPOoPEeCcCUOHANBHOTO YPOBHA MEAULUHCKUX
paboTHMKOB AN HA nNpeaocTaBAeHne UHPOPMaLMKU, CBA3AHHOK C OCyLLeCcTB/IEHUEM MOHUTOPUHIA
6e30nMacHOCTM 1IeKapPCTBEHHbIX NPenapaTos

1. Mpun npoBeAeHNN HAYYHbIX MEPONPUATUIA, UHBIX MEPONPUATUIA, HAaMPaBAEHHbIX Ha NOBbIWEHWE
nNpodeccnMoHanbHOro YPOBHA MEOMUMHCKMX PabOTHUKOB WMAM Ha NpeaocTaB/iieHWe CBA3aHHOM C
OCYLLECTBNEHNEM  MOHWUTOPWMHra  6E30MaCHOCTM  NIEKAPCTBEHHbIX  MpenapatoB  MHOpMaLmM,
OpraHu3yembiX OPraHW3auMAMM, YKasaHHbIMM B ab3aue nepBom 4actu 1 ctatbu 67.1 HacToswero
depepanbHOro 3aKoHa, MX MpeacTaButTenaMmm U (MaM) GUHAHCUMPYEeMbIX 3a CYET CPeAacTB 3TUX
OpraHu3aLmin U Ux NpeacTaBUTENEN, 3aMpPeLLAeTCA NPENATCTBOBATb YY4ACTUIO B YKA3aHHbIX MePONPUATUAX
WMHbIX OpPraHW3auuit, KoTopble MNPOM3BOSAT WAM PeanusyloT JIeKAPCTBEHHble Mpenapatbl  AAA
MEONLMHCKOTO MPUMEHEHMA CO CXOXUM MeXaHM3MOM PpapMaKoIOrM4YecKoro AencTeunsa, iMbo co3pasatb
ONCKPUMMUHALMOHHbIE YCNOBUA ANA OAHWUX YYAaCTHUMKOB MO CPaBHEHMUIO C APYTMMW YYacTHUKaMM, a
UMEHHO:

1) npeaocTtaB/siIATb Pa3/IMYHOE KOJIMYECTBO BpeMeHU anA BbICTVI'I/'IEHMVI Y4aCTHUKOB, Pa3/indyHbie No
pa3smepy 3aHMMaemon naowaan mecta anAa 4emMOoHCTpauunun O6pa3LI,OB NEeKapCTBEHHbIX NpenapaTtosB ANA
MeOANLUUNHCKOIO NPUMMEHEHNA WUAN PEKNAMHbIX MATEPUAZIOB O JIEKAPCTBEHHbLIX nNpenapartax Aana
MeANLMHCKOTIoO NPUMEHEHNA HA IKCNO3ULUUNAX, CTEHAAX, 3 UCKIOYEHNEM CNydaeB, €C/IM TaKne ycnosua
3aKpenneHbl B cornaweHnax atux OpFaHM3aLI,Ml71, nx HpEﬂ,CTaBMTGHEVI o d)MHaHCMpOBaHVIM YKa3aHHbIX
MepOﬂpMﬂTMVI n O6YCI'IOBJ'IEHbI Pa3NNYHbIMU 3aTPATaAMWN Y4aCTHUKOB Ha UX OpPraHn3auuto;

2) ycTaHaB/iMBaTb pa3smep B3HOCA A/19 YYaCTHMKOB MePONpPUATUIA, YKa3aHHbIX B ab3aue nepsom
HACTOALLEN YacTH, NPEBbLILWALWMIA CYMMY 3aTPaT Ha OPraHM3aLMio YKa3aHHbIX MEPONPUATUIM U BeayLui
K He0OOCHOBAaHHOMY OTrPaHUYEHUIO YNCA UX YHACTHUKOB.

2. OpraHu3aumm, yKasaHHble B ab3aue nepBom yactn 1 ctatbm 67.1 HactosAwero ®egepanbHoro
3aKOHa, WX NpeacTaBUTeNIN, OCYLLECTBASIOWME OpraHM3aumio U (Mam) puHaHCMpoBaHWE MEPONPUATUNA,
YKa3aHHbIX B YacTK 1 HacToALLeln cTaTbk, 06a3aHbl 0becneuymBaTb 4OCTYN K MHGOPMALMK O AaTe, MecTe U
BpemeHn nposeaeHnA YKa3aHHbIX MepOI'IpMFITVIVI, naaHaX, nporpammax nposeaeHnA YKa3aHHbIX
MEpPONPUATUIN U TEMAX, NNAHUPYEMBIX 418 PACCMOTPEHUS, COCTaBE MUX YYAaCTHMKOB NyTEM pasmeLLeHus
COOTBETCTBYHOLLEN MHPOPMALMM HA CBOMX ODULMANbHBIX CaitTax B ceTn "UHTepHeT" He no3aHee ABYX
MecALLEeB A0 Havyana NpoBeAeHUs YKa3aHHbIX MePONPUATUIA.

3. MHPopmaLma o NpoBeseHNM MEPONPUATUIA, YKa3aHHbIX B YacTU 1 HAcToAWEN cTaTbk, B CPOK,
YCTQHOB/IEHHbI YacTblo 2 HACTOAWEN CTaTbM, AO/MKHa OblTb HanpasneHa B denepanbHbIi OpraH
UCNONIHUTENBHOM  BIACTM, OCYLLECTBAAIOWMI YHKUMM MO  KOHTPOMKO W  Hagsopy B coepe
34paBOOXPaHeHnd, A7 NOCAeayoWero pasmelleHus ee Ha odMLMaNIbHOM caliTe 3TOro opraHa B cetu
"UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUICKOM DEAEPALIMM NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
1 BOSMELLUEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO FPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylueHMe 3aKoHopgaTenbcrBa Poccuiicko depepauun npm
obpalleHUn NeKapCTBEHHbIX CPeacTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickoli depepaumm npu 06palLeHUM NeKapCTBEHHbIX
cpeactB BAeYeT 3a COobON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickol
depgepaunn.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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2. 3a HenpeacTaBAeHUE AN HECBOEBPEMEHHOE NpeacTaBieHme MHPopMaLmMn 1 (Man) LOKYMEHTOB
nmbo npeacTaBneHWe HeLOCTOBEPHbIX WHboOpMaAuMM W (MNKM)  OOKYMEHTOB, MNPeayCMOTPEHHbIX
HacToswmum PepepanbHbiM  3aKOHOM, CyObEKTbl 06paleHUs IeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckon degepaumu.

(yacTb 2 BBEeaeHa PepepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BoameweHne Bpeaa, NPUHUHEHHOrO 340POBbLIO rpaXKAaH BCAeACTBUE NPUMEHEHUA
JNIEKapCTBEHHbIX NpenaparTos

1. MpousBoauTenb nNeKapcTBEHHOro npenapata 06A3aH BO3MECTUTb Bped, MNPUYUHEHHbIN
3/0POBbIO rpakaaH BCAGACTBME NMPUMEHEHMA NEKAaPCTBEHHOTO npenapaTa, ec/iv AoKa3aHo, YTo:

1) nekapcTBeHHbIA NpenapaT NPUMEHANCA MO HAa3HAYeHWI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPMMEHEHUIO NEeKapCTBEHHOro npenapaTta M NPUYMHON Bpeda ABW/CA BBOA B rparKAaHCKM obopoT
Hea06pOKaYeCTBEHHOMO IeKaPCTBEHHOro Npenapara;

2) Bpea, 340POBbIO MPUYMHEH BCNEACTBME HELOCTOBEPHOM WMHOOPMALMM, coaeprKalieinca B
WHCTPYKLMM MO NPUMEHEHUIO NEKAPCTBEHHOTO NpenapaTa, M34aHHON NPoM3BOAUTENIEM IEKAPCTBEHHOTO
npenaparta.

2. B cnyyae, ecnv Bpepq, 340pOBbIO MPaXKAaH NPUYMHEH BCAEACTBME MPUMEHEHMUA NIEKAPCTBEHHOTO
npenapara, nNpuweawero B HEroAHOCTb B pe3y/bTaTe HapylweHMA NMpaBua XpaHEeHWUs NIeKapCTBEHHbIX
CpeAcTB, NPaBMA ONTOBOM TOProOB/IM JIEKAPCTBEHHbIMUM NpenapaTtamu, NpaBu OTNYCKa JIEKapCTBEHHbIX
npenapatoB, MpaBW/J W3roTOBJAEHMA U OTMYCKa JIeKapCTBEHHbIX MNpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTB/IAETCA COOTBETCTBEHHO OpraHM3aumelt onTOBOM TOPrOBAW JIEKAPCTBEHHbIMM CPeACTBaMM,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpegnpuHUMaTENEM, WMEKWUMMN  JULEH3UKD Ha
dbapmaueBTUYECKYIO AEATENbHOCTb WM JIMLEH3UIO Ha MEeAMUMHCKYIO OeATe/NbHOCTb, MeaULMHCKOM
opraHusaumein, Mmelolein NUUeH3no Ha GapmMaLeBTUUYECKYIO [eATeNbHOCTb (ee 060c0b6/1eHHbIM
nogpasgeneHmem, PacnosioXKeHHbIM B CE/IbCKOM HaceeHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas
opraHusaums), A0NYCTUBLLIMMM NPOAANKY UM OTMYCK TAKOTO IeKapCTBEHHOro nNpenapara.

(B pen,. PepepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

3. BosmelueHve Bpeaa, MNPUYMHEHHOTO 340POBbIO rpaKAaH BCAeACTBME NPUMEHEHUN
JIEKapCTBEHHbIX MPEenapaTtoB WUAM COBEPLUEHUS NPOTUBOMNPABHbIX AEUCTBUM CybbeKTamu obpallieHus
JIEKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunn.

nasa 16. SAK/IIOMUTE/IbHBIE NONOXKEHUA

Cratba 70. O NpU3HaHUU YTPATUBLUMMU CUJY OTAE/IbHBIX 3aKOHOAaTe/IbHbIX aKTOB (MOJIOXKEHMUIA
3aKOHOAATeNbHbIX aKToB) Poccuiickoii Pepepauum

Mpu3HaTb yTPaTUBLLMMU CUNY:

1) depepanbHbiii 3aKoH oT 22 nioHA 1998 roga N 86-®3 "O nekapcTeeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuinickon dPepepaumu, 1998, N 26, cT. 3006);

2) depepanbHbiit 3aK0H OT 2 AHBapa 2000 roga N 5-®3 "O BHeceHUM U3MEHEHUA U AOMNOJIHEHUN B
depnepanbHbii 3aKoH "O nekapcTBeHHbIx cpeactBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depnepaunu, 2000, N 2, cT. 126);

3) craTtbio 40 depepanbHoro 3akoHa oT 10 sHeaps 2003 rogaa N 15-$3 "O BHeceHUU U3MEHEHUI U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesbHble aKTbl Poccuitckolt Pepepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O MUEH3MPOBaAHUM  OTAeNbHbIX BUAOB geatenbHoctn" (CobpaHue
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3aKoHogaTenbcTBa Poccuiickon deaepaumm, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-93 "O BHECEHUU U3MEHEHUI U
OONOIHEHUI B HEKOTOpble 3aKoHoAaTeslbHble akTbl Poccuiickoit ®eaepaumn, NpUsHaHUU YTPATUBLLMMM
CUNY OTAeNbHbIX 3aKoHOAATeNbHbIX aKToB Poccuitickon depepaumn, nNpeaocTaBAeHUN OTAeNbHbIX
rapaHTUi COTpyAHMKaM OpraHOB BHYTPEHHWX A/, OPraHoB Mo KOHTPOO 32 060POTOM HaPKOTUYECKUX
CPe/ACTB M MNCUXOTPONMHbIX BELLECTB U ynpa3aHAeMbix peaepanbHbIX OpraHOB Ha/OroBOM NOAULMM B CBA3M
C OCYLLEeCTBIEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoOro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTbio 101 PenepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeceHUN N3MEHEHU
B 3aKoHogZaTesnbHble aKTbl Poccuitckolt Pepepaumm n NPU3HAHUKU YTPATUBLUMMM CUY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickoit Pepepaunn B CBA3M C NPUHATMEM deaepanbHbiX 3akoHoB "O
BHECEHUU U3MEHEHUN W AonosHeHUM B PedepanbHbiit 3aKoH "O6 06WMX NPUHUMMAAX OpraHu3auum
3aKOHOAATeNbHbIX (NPeacTaBUTENIbHBIX) M UCMNOJIHUTENIbHBIX OPraHOB rOCYAapCTBEHHOW BAACTU
cybbekToB Poccuitckolt ®epepaumn” n "06 obWMX NPUHLMNAX OPraHU3aLLMNM MECTHOro CaMoynpaBaeHus
B Poccuiickon Pepepaumn” (CobpaHue 3akoHopatenbcTBa Poccuiickon depepaumm, 2004, N 35, cT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBegeHUM B AeUCTBUE
yacTu veTBepTon [parkaaHCKoro Kogekca Poccuiickon depepauymmn” (CobpaHue 3akoHoaaTeNbCTBa
Poccuitckoit egepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®eaepasbHOro 3aKoHa

1. Hactoswmin ®epepasibHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JleKkapCTBEHHblE CPEeACTBa, 3aPEernMcTpUpoBaHHbIE 00 AHA BCTYMJIEHUA B CWJY HACTOALLErO
defepanbHOro 3aKoHa, NoAJ/ieKaT BK/IIOUYEHWNIO B rOCYAapCTBEHHbIE PEECTPbl JIEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKa3aHHbIX B yacTu 1 ctaTbu 33 Hactosuiero ®eaepanbHOro 3akoHa cBegeHuint 06 3Tux
NIeKapCTBEHHbIX cpeAcTBax 6e3 MNPOXOosKAeHWA BHOBb NpoLeAypbl roCyAapCTBEHHON perucrpaumm
NleKapCcTBEHHbIX NpenapaTos.

3. locypapcTBeHHadA perncTpauma AeKapCTBEHHbIX NPenapaTos, 3a UCKAKOYEHNEM NEKAPCTBEHHbIX
npenapaTos A41A MeAMUMHCKOro NPUMEHEHUA, NPeACTaBAEHHbIX HA YKA3aHHYK Perncrpauuio ao gHaA
BCTYN/IEHMA B CUAY HacToAwwero PeaepasibHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHWM AOKYMEHTOB M AAHHbIX, NPeACTaBAEeHHbIX 40 AHA BCTYN/AEHUA B
cuny Hactoswero ®enepanbHOro 3akoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHana perncTpauma 1eKapCcTBeHHbIX NpenapaTos 414 MeAULUHCKOTO NMPUMEHeHMs,
NpeacTaBNeHHbIX Ha TOCYAApCTBEHHYIO perncrpauuio Ao AHA BCTYMJIEHMA B CWIY HAcTOALWLEro
depnepanbHOrO 3aKOHA, W TOCYAApCTBEHHaA pPerucTpauma NeKapCTBEHHbIX MpenapaTtoB  AnA
MEeAMUMHCKOTO MNPUMEHEHMA, MPeaCTaBAEHHbIX HA 3KCNepTU3y NEeKAPCTBEHHbIX CpeacTs A0 AHA
BCTYNAEHMA B CUNY HacToAwero PenepanbHOro 3aKOHA B LEAAX MX Mocneayrolleil rocyapcTBeHHOM
perncTpaumnmn, OCYLLECTBAAIOTCA Ha OCHOBAaHMW OOKYMEHTOB M [OaHHbIX, MPEACTaBAEHHbIX A0 AHA
BCTYN/AeHMA B cuny HacToAawero ®PenepanbHOro 3aKOHa, a TaKKe 3aAB/IEHMA O TOCyAapCTBEHHOWM
perncTpauum NeKapCcTBEHHOro npenapata, NPeACTaBAEHHOIO MNPOU3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaTos WAW YNOAHOMOYEHHbIM UM JINLOM B COOTBETCTBMM C HacToAwmMm PeaepanbHbIM 3aKOHOM B
YNOJIHOMOYEHHbIN deaepanbHbiii OpraH CNOAHUTENbHOM BnacTu Ao 1 mapta 2011 roga, 6e3 TpebosaHuA
ynaaTbl rocy4apCcTBEHHOM NOLW/IMHBI, NPeAyCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickon deaepaumnm o
Hanorax u cbopax.

(yacTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNopaTBep:KAeHWE TroCyAapCTBEHHOM pPerucTpauuu  NeKapCTBEHHbIX NpenapaToB g/
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MeAULMHCKOro NPUMEHEHMA, NPeACTaBAEHHbIX 418 NOATBEPKAEHWUS rOCyAapCTBEHHON perncTpaunmn go
OHS BCTYN/ieHMAa B cuay Hactoswero ®eaepanbHOro 3akKoHa, M MOATBEPKAEHWE TrOCy[apCTBEHHOM
perncTpaunmn NeKapcTBEHHbIX MPenapaToB A4 MeAULMHCKOro NpUMEHEeHWs, NpeacTaB/eHHbIX Ha
3KCMNEePTU3Y NIEKAPCTBEHHbIX CPeACTB 4O AHS BCTYNAEHUs B cuay HacTosawero PenepanbHOro 3akoHa B
uenax mnocneaylowero MOATBEPKAEHUS WX FOCYyAapCTBEHHOM perncrTpaumnu, OcCywecTBAATCcA Ha
OCHOBaHMWM [OOKYMEHTOB M [AaHHbIX, MNPEeACTaBAEHHbIX A0 AHA BCTYN/AEHUA B CWUJY HacCTOALLEro
depnepanbHOro 3aKOHAa, a TaKMKe 3asB/leHUA O MNOATBEPXKAEHUM TOCYyOapCTBEHHOW perncrpaumnm
JIeKapCTBEHHOrO npenapaTa, NPeAcTaB/NeHHOro NPou3BOAUTENEM JIeKAPCTBEHHbLIX NPenapaTtoB WAu
YNOJHOMOYEHHbIM UM JIMLLOM B COOTBETCTBUM C HacToAWMM PegepanbHbIM 3aKOHOM B YNOJTHOMOYEHHbIN
denepanbHbli opraH wucnonHutTenbHol Bnactu Ao 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnathbl
rocyAapCcTBEHHOM NOLW/INHbI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinckon Peaepaumm o Hasnorax
n cbopax.

(yacTtb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peweHna O BHECEeHUM U3IMEHEHMN B [OOKYMEHTbl, CoAeprkaliumecs B
PErncTpaLMoOHHOM [0Cbe Ha 3apPerMcTPMPOBAHHbIA SIEKApPCTBEHHbLIA MNpenapaT A8 MegULMHCKOro
NPMMEHEHWNA N NPeACTaB/EHHbIE A0 AHA BCTYNAEHMA B cuay HactoAwero PepepanbHOro 3akoHa, U
NPUHATUE PeLUEHUA O BHECEHUN U3SMEHEHWUI B AOKYMEHTbI, COAEPKALLMECA B PETMCTPALNMOHHOM A0Cbe
Ha  3aperncTpMpoBaHHbLIA  NEKAPCTBEHHbLIA MNpenapaTt Ana  MeAWUMHCKOro  MPUMEHEHMA U
npeacTaB/eHHble Ha 3KCMepTU3y JNIEKAPCTBEHHbLIX CPeacCTB A0 AHA BCTYNAEHWMA B CUAY HACTOALLEro
denepanbHOro 3aKOHa, OCYLLECTBAAOTCA HAa OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEeHHbIX 40 AHA
BCTYN/IEHMA B CMAY HacToswero deaepanbHOro 3aKoHa, a TaKXKe 3aAB/IEHNA O BHECEHUM U3MEHEHMUI B
OOKYMEHTbI, COoAeprKalimMeca B PEermcTtpauMoHHOM [A0Cbe Ha 3aperMcTpMpoBaHHbIA JIEKAPCTBEHHDIN
npenapat gnAa MegMUMHCKOro NPUMEHEHWA, NPeaCTaB/IEHHOrO MNPOM3BOAUTENEM JIEKAPCTBEHHbIX
npenapaToB UAM YNOJHOMOYEHHbBIM UM NULLOM B COOTBETCTBMM C HacToAWMM PeaepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN deaepanbHbiii opraH UCNoIHUTeNbHOM BnacTn go 1 mapTa 2011 roaa, 6e3 TpeboBaHuA
yNAaTbl FOCyAapCTBEHHOM NOLW/ANHbBI, NPeAYCMOTPEHHON 3aKoHoAaTeNbCcTBOM Poccuinckon deaepaunm o
Ha/siorax n cbopax.

(yacTb 3.3 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHnit Ha npoBefeHue KANHUMYECKUX WCCNef0BaHWM  IeKapCTBEHHbIX
npenapatoB 418 MeAULMHCKOro NPUMEHEHMA NO 3aABAEHUAM, NOLAHHbIM A0 AHA BCTYMNJIEHMA B CUAY
HacToswero ®efepasbHOro 3aKOHA, a TaK¥Ke Mo 3aABAEHUAM, NOAAHHbIM NOC/E AHA BCTYNAEHUS B CUNY
HacToswero PesepasbHOro 3aKOHa Ha OCHOBAHWM 3KCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYN/IEHMA B CUY
HacTosAwero ®PepepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwmm PepepanbHbim
3aKOHOM Ha OCHOBAHMUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX MU NOAYYEHHbIX A0 AHA BCTYNAeHUA
B cMAy HacToAwero ®enepanbHOro 3aKOHa, a TakKe Ha OCHOBAHMM KOMWUKU NpeaBapuUTENbHOMO A0roBopa
06A3aTeNbHOro CTPaXOBaHMA }KMU3HW, 300P0BbS MALMEHTOB, Y4aCTBYIOWMX B KNTMHUYECKOM UCCeA0BaHUM
JIeKapCTBEHHOro npenapata ANs MeAMUMHCKOro NMPUMEHEHUA, UM KONUKM AorosBopa obasaTenbHOro
CTPaxoBaHMA M3HW, 340POBbA MAUMEHTOB, Y4YaCTBYIOLWMX B KAMHUYECKOM UCCAeAO0BaHUU
JIeKapCTBEHHOrO Npenaparta A1a MeauUMHCKOro NpuMeHeHus, inbo npeactaBieHHON Konuu aorosopa
06A3aTeNbHOr0 CTPaxoBaHMSA, 3aK/OYEHHOrO B COOTBETCTBUM C TMMOBLIMM MpaBuUIaMn 06A3aTeNbHOro
CTPaxoBaHMA, C YKasaHWeM npeaesbHOM YUCAEHHOCTU NALMEHTOB, YYaCTBYIOLMX B KAMHUYECKOM
nccnefoBaHUM NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro npumeHeHus, 6es TpeboBaHMA ynaaThbl
rocyAapcTBEHHOM NOLW/IMHbI, NPEAYCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickoin Pegepaunm o Hanorax
n cbopax.

(yacTtb 3.4 B pea. deaepanbHoOro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperncTpMpoBaHHble B WMHOCTPAHHOW BaJIlOTE A0 AHA BCTYMJAEHMA B CWJY HacTOALLEro
defepanbHOro 3aKoHa nNpefesibHble  OTMYCKHble  LEeHbl  WHOCTPaHHbIX MpousBoauTeneir Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHbIE B MEPeYeHb KU3HEHHO HEOOXOAMMBIX W BayKHEMLWMX
NeKapcTBeHHbIX NpenapaTos, Noasexar nepecyety B pybaum no Kypcy LeHTpanbHoro 6aHka Poccuiickoi
degepaunn Ha aaty, ycTaHoB/AeHHyto lMpaeButenbcteom Poccuiickoit Pepepaumnn, 6e3 npeacraBneHms
3aAB/IeHNA O nepecyeTe LeHbl C BHECEHWEM COOTBETCTBYIOLLMX U3MEHEHMWI B rOCYAaPCTBEHHbIN peecTp
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npeaenbHbIX OTNYCKHbIX LLEH NPOU3BOAUTENEN Ha IEKAaPCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLIUX NeKaPCTBEHHbIX NPenapaTos.
(yacTb 3.5 BBeaeHa PeaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble [0 AHA BCTYMJIeHMA B cuay HactoAwero ®PepepanbHOro 3akoHa
npefesbHble OTMYCKHble LLEHbl POCCUMCKMX MNPOU3BOAMTENIE Ha JIeKApCTBEHHblE MpenapaTol,
BK/IOYEHHbIE B MepeyeHb YKU3HEHHO HEeOobXOAMMbIX W BaXKHEWLWWX NEeKapCTBEHHbIX MPEenapaTos,
nognexaTr mHpekcaumm ¢ 1 Hoabpa 2010 roga Mcxo4sa M3 MPOrHO3MPYEMOro YpPOBHA WHOAAUUMK,
ycTaHoBneHHoro PeaepasibHbiM 3aKOHOM OT 2 aekabps 2009 roga N 308-$3 "O deaepanbHOm blogxkeTte
Ha 2010 roa 1 Ha naaHoBbIM neprog 2011 1 2012 rogos" Ha 2011 roga.

(yacTb 3.6 BBegeHa depepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPomM3BOACTBO M BBO3 B Poccuiickyro @egepaumio
JIeKapCTBEHHbIX MPENapaToB B YNaKOBKaX C MapKMPOBKOM, KOTopas bblna HaHeceHa A0 AHA BCTYNAEHMUA
B cuny Hactosuwero ®eaepasbHOro 3aKoHa. 1o UCTeYeHUM YKa3aHHOIO CPOKa AaHHble JIeKapCTBEHHble
npenapaTbl MOTyT OTNYCKATbCA, PeasiM30BblBaTbCA, NepeaBaTbCa U NPUMEHATLCA 40 UCTEYEHUA UX CPOKaA
rogHocCTu.

(8 pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-$3, o1 06.12.2011 N 409-3)

4. Co pgHAa BCTyn/eHWa B cuny Hactoawero PepepanpHoro 3akoHa u no 30 anpens 2011 roaa
BK/IIOYMTE/IbHO A0MYyCKaeTcA NPoBeAeHME SKCMEePTU3bl IEKAPCTBEHHbIX CPEACTB IKCNepPTaMm SKCNEPTHOIO
YyUpeXaeHMA [0 MNPOXOXAEHUA MMM aTTecTauMm B NOpAAKe, YCTaHOBAEHHOM YMO/JIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENILHOM BNACTU.

5. Co gHAa BCcTyn/aeHusa B cuay Hactosuwero ®egepanbHoro 3akoHa u no 31 gekabps 2013 roga
BK/IIOUUTE/IBHO OCYLLECTBAAETCA Nepexos K NPOou3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasmMaamm OpraHM3aLmMm NPOn3BOALCTBA M KOHTPOJIA KauecTBa JIEKAaPCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactu 1 cratbu 45 Hactoawero PegepanbHOro 3akoHa, B nonHom obbeme. CpokM nepexoda
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
Tpe6OBaHMﬂMVI AaHHbIX NPaBna, BKAKOYaA CPOKU aTTeCTaumn YyNoJIHOMOYEHHbIX N, YKa3aHHbIX B 4aCTAX
6 n 7 ctatb 45 HactoAawero dPeaepanbHOro 3akoHa, ycTaHaBamBatoTcA MpaBuTenbcTBOM Poccuiickoi
depepaunn.

6. JIMLEH3MM HA NPOM3BOACTBO NEKAPCTBEHHbIX CPeAcTB, BblAaHHble Ao 1 sHBapa 2014 roaa,
aencteytoT nocne 1 aHeapa 2014 roga 40 UCTeYeHUA CPOKA WX AEMCTBMA NPU YCNOBMU COOTBETCTBUA
NMLEeH3MaTa nNpaBuiaaM OpraHM3auMu MPOU3BOACTBA M KOHTPOAA KayecTBa JIEKAPCTBEHHbIX CPeAcTB,
yKa3aHHbIM B 4acTu 1 cTatbk 45 HacToswwero ®eaepanbHOro 3aKoHa.

7. ®opmnpoBaHME rocyfapCTBEHHOMO 334aHWA Ha NPOBeAEHMEe 3KCNEepTM3bl JIEKAPCTBEHHDIX
cpencte denepanbHOMY rocyaapCTBEHHOMY BHOAMKETHOMY YUPEKAEHUIO MO NPOBELEHUIO SKCMEePTU3bl
JIeKapCTBEHHbIX CpeacTB M dMHaHCcoBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBASIOTCS B
nopsake, yctaHosneHHom ®egepanbHbim 3aKkoHOM oT 12 sHBapa 1996 roga N 7-®3 "O HekoMmepUyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

MNpe3snaeHt
Poccuiickoin Pepgepaumn
O.MEOBELEB
Mocksa, Kpemnb

12 anpensa 2010 roga

N 61-d3



https://login.consultant.ru/link/?req=doc&base=RZR&n=470027&dst=100070
https://login.consultant.ru/link/?req=doc&base=RZR&n=106486&dst=115770
https://login.consultant.ru/link/?req=doc&base=RZR&n=470027&dst=100071
https://login.consultant.ru/link/?req=doc&base=RZR&n=470150&dst=100212
https://login.consultant.ru/link/?req=doc&base=RZR&n=454112&dst=100850
https://login.consultant.ru/link/?req=doc&base=RZR&n=511335&dst=231
https://login.consultant.ru/link/?req=doc&base=RZR&n=470150&dst=100214




