[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

12 anpena 2010 ropa N 61-03

POCCUIACKAA ®EAEPALINA
®EAEPA/IbHBIA 3AKOH
Ob OBPALLIEEHUN NEKAPCTBEHHbIX CPEACTB

MpuHAT
locynapctBeHHOM [ymoin
24 mapTta 2010 roga

OpobpeH
Cosetom depepauunm
31 mapTta 2010 roga

CnnCOK U3MEHSIOLLMX JOKYMEHTOB
(B pen. PepepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-03,
071 11.10.2010 N 271-®3, o1 29.11.2010 N 313-$3, 01 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-$3, o1 02.07.2013 N 185-93,
0T 25.11.2013 N 317-93, o1 12.03.2014 N 33-$3, 07 22.10.2014 N 313-93,
0T 22.12.2014 N 429-d3 (pea. 13.07.2015), ot 08.03.2015 N 34-d3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-$3, o1 13.07.2015 N 241-03,
o1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, 01 29.12.2015 N 389-93,
01 02.06.2016 N 163-®3, o1 03.07.2016 N 261-$3, o1 03.07.2016 N 305-93,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-93,
0T 28.12.2017 N 425-d3 (pea. 27.12.2019), ot 04.06.2018 N 140-P3,
071 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, 01 06.06.2019 N 134-P3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, 01 27.12.2019 N 481-93,
0T 26.03.2020 N 67-®3, o1 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
oT1 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, 01 22.12.2020 N 444-93,
0T 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o7 08.03.2022 N 46-93,
0T 26.03.2022 N 64-®3, o1 14.07.2022 N 311-®3, o1 20.10.2022 N 405-93,
071 05.12.2022 N 502-®3, o1 19.12.2022 N 519-$3, o1 28.04.2023 N 149-03,
0T 28.04.2023 N 171-®3, o1 24.07.2023 N 341-$3, o1 04.08.2023 N 428-03,
0T 04.08.2023 N 474-93)

Fnhasa 1. OBLWWME NONTOXKEHUA
Cratba 1. Mpegmert perynmpoBaHua HacTosAwero depepasibHOro 3aKoHa

1. HacTtoawmin @epepanbHbii 3aKOH peryavpyetr OTHOLIEHMA, BO3HMKalOWMe B CBA3U C
obpalieHmem - paspaboTKoi, AOKANHUYECKMMU UCCNEL0BaHUAMM, KAUHUYECKUMU UCCNEeLO0BaHUAMMU,
3KCNEepPTU30M, rOCyAapCTBEHHOM perucTpalMeit, cCo CcTaHAapTM3auMen M C KOHTPO/NEM KauyecTsa,
NpPou3BOACTBOM, M3rOTOBJAEHMEM, XpaHEeHWeMm, MNepeBo3Kol, BBO3OM B Poccuitickyio depepaumio,
BbIBO30M M3 Poccuiickoin Peaepaunmn, peknamoi, oTnyckom, peannsaumnent, nepegaden, npuMeHeHUEM,
YHUUTOXKEHNEM NIeKaPCTBEHHbIX CPeacTB.

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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2. Hactoswmii ®depepanbHblii  3aKOH  YCTAaHaBAMBAET  MPUOPUTET  FOCYAAPCTBEHHOTO
perynMpoBaHuMa 6e30nacHOCTM, KayecTBa W 3OQPEKTUBHOCTM JIEKAPCTBEHHbLIX CPEACTB MNpU KX
obpalLeHun.

(B pen,. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Chepa npyumeHeHUA HacTosALero PeaepanbHOro 3akoHa

Hactoawmin depepanbHbll 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOWMM Npn obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccuinickon Pegepaumu.

CratbA 3. 3aKOHOAaTeNIbCcTBO 06 06palLeHUM IeKapCTBEHHDIX CPeACTB

1. 3akoHopaTenbctBO 06 o06paleHMM NeKapCTBEHHbIX CPeacTB COCTOMT M3  HACTOALWEro
depepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB M MHbIX HOPMATMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Pepepaunn.

1.1. 3aKoHoaaTeNnbCTBO 06 06palLlEHUN NEKAPCTBEHHbIX CPEACTB B OTHOLEHUM HOPUANYECKUX UL
M WUHOMBMAYANbHbIX NpeanpuHMMATENEN, OCYLLECTBAAIWMX AeATeNbHOCTb Ha  Tepputopumn
MEXKAYHAPOAHOr0 MeAMUMHCKOro KnacTepa, NPUMEHSIeTCA C YyYeTOM OCOBeHHOCTel, yCTaHOBAEHHbIX
depnepanbHbim 3akoHOM OT 29 MioHa 2015 roga N 160-93 "O merKayHapoaHOM MeAULMHCKOM Knactepe
N BHECEHWN U3MEHEHMI B OTAE/bHble 3aKOHOoAaTe/IbHble akTbl Poccuiickoit depepaummn”.
(yactb 1.1 BBeaeHa denepanbHbiM 3aKoHOM OT 29.06.2015 N 160-93; B pea. PegepanbHOro 3akoHa ot
04.08.2023 N 428-93)

2. [eiictBme HactoAwero @eaepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalieHue
HAapPKOTUYECKMX JIEKaPCTBEHHbIX CPEACTB W MNCUXOTPOMHbIX J/IEKAPCTBEHHbIX CPEACTB C  y4yeToMm
0cobeHHOCTEN, YCTaHOBAEHHbIX 3aKoHoZaTe/bcTBOM Poccuiickoit Pegepauunm O  HaAPKOTUHECKMX
CpeAacTBax, MCUXOTPOMHbIX BelllecTsax U 06 UX NPeKypcopax.

3. Jeiictene Hactosuiero ®depepanbHOro 3akoHa pacnpocTpaHAeTcA Ha  obpauleHue
paanodapmaLeBTUUYECKMX JIEKAaPCTBEHHbIX CpeacTB C  y4eToM ocobeHHoCcTel, YCTaHOBAEHHbIX
3aKoHoaaTenbcTBom Poccuitckoit Peaepaumm B obnactn obecnedeHus pagmaumoHHon 6e3onacHoOCTu.

4, Ecnv mexkayHapoaHbim gorosopom Poccuiickoi Peaepalmmn ycTaHOBAEHb! UHbIE NPaBUa, Yem
Te, KOTOpble npeaycMoTpeHbl HactoAwmm dPeaepanbHbiM  3aKOHOM, MPUMEHAIOTCA NpaBuAaa
MeAyHapoaHoro A0rosopa.

4.1. PelweHVA MEXrOCYyAapCTBEHHbIX OPraHoB, MPUHATbIE HA OCHOBAHUM  MOJIOMNKEHUI
MeXAyHapoaHblx gorosopoB Poccuiickolii ®epepaumm B MX  UCTONKOBAHWKM, NpPOTMBOPEYALLEM
KoHctutyumn Poccuiickoih ®epepaumum, He noanexkar ucnonHeHuto B Poccuitickoit Pepepaumnn. Takoe
NpPOTUBOpPEUYME MOKET ObITb YCTAHOBNEHO B NOPALKe, onpeneneHHOM deaepanbHbIM KOHCTUTYLLMOHHbIM
3aKOHOM.

(yacTb 4.1 BBepeHa deaepanbHbiMm 3akoHoM oT 08.12.2020 N 429-d3)

5. B Poccuiickoit depepalmm B COOTBETCTBUM C MENKAYHapPOAHbIMM A0rosopamu Poccuitckon
depepauumn n (MAM) Ha OCHOBE MPUHLMMNE B3aUMHOCTM MNPU3HAOTCA Pe3y/bTaTbl KAUHUYECKUX
nccneaoBaHW NIEKapCTBEHHbIX MpenapaTos AnA MeAULMHCKOrO NPUMEHeHUs, NpoBedeHHbIX 3a
npeaenamu Tepputopumn Poccuiickoit deagepaumu.

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

Ona u,eneﬁ HacToAlwero dJep,epaanoro 3aKOHa UCNoJ1b3yroTCA cheayrouwmne OCHOBHbIE NMOHATUA!

1) NeKapCTBeHHble CpeactBa - BewecrtBa WM UX KOM6VIHaLI,VIVI, BCTynawuwmne B KOHTAKT C
OpPraHNM3IMom 4esnoBeka Uan XMBOTHOIO, MPOHUKaKOWKME B OpPraHbl, TKAHU OPraHM3ma 4YenoBeEKa WU
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KMBOTHOTO, MpPUMEHAemble AN MPOPUNAKTUKM, OUATHOCTUKM (338 WCKIIOYEHMEM BELLECTB WUAN UX
KOMBUHALMI, He KOHTaKTUPYHOLWMX C OPraHM3MOM YeNoBEeKa WM KUBOTHOIO), iedeHnsa 3aboneBaHus,
peabuantaumm, oNa CoXpaHeHUs, NPeaoTBPALLEHUS UK NpepblBaHUA 6epeMeHHOCTU U NoayYeHHble U3
KPOBW, Naa3mbl KPOBM, W3 OPraHoB, TKaHel oOpraHM3Ma 4YesoBeKa WAM KMBOTHOrO, PacTeHWW,
MWHEpPasioB METOAAMW CMHTE3a WM C NPUMEHEHMEM BUONOTMUYECKUX TEXHOOMMIA. K neKapcTBeHHbIM
cpeAacTBam OTHOCATCA papmaLeBTMYecKne cybCcTaHUMKM U IeKapcTBEHHbIE Npenaparthl;

2) dapmaueBTMYecKaa cybcTaHUMA - NeKapCTBEHHOEe CPeACTBO B BUAE OOHOMO WM HECKOJIbKUX
obnagarowmx GapMaKkoNorM4eckom akTUBHOCTbIO AEUCTBYIOLLMX BELLLECTB BHE 3aBUCMMOCTU OT NPUPOAbI
NPOUCXOXAEHNA, KOTOPOe MNpegHasHayeHo A/ MPOM3BOACTBA, W3rOTOB/IEHUSA /IEKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx aPpPeKTMBHOCTb;

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

3) BCnomoraTte/sibHble  BewecrBa - BeLWeCTBa HEeOopraHM4Yeckoro nnn - opraHmyeckoro
npoucxoxageHmnAa, wucnonblyemble B npouecce npoumsBoacTtBa, MU3rotoBsieHNA NEKAPCTBEHHbIX
npenapartos AnAa npngaHna nm HEO6XOAVIMbIX ¢M3MKO-XMMM‘-I€CKMX CBOWCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHbIE CPeACTBA B BWUAE /1I€KAPCTBEHHbIX ¢opm,
npumeHsiemble Oaa NPoPUNAKTUKK, LOMArHOCTUKKM, JfedyeHus 3aboneBaHus, peabunutaumm, oaa
COXpaHeHun, NpeaoTBPaLLEHNs UK NpepbiBaHUA BepemeHHOoCTY;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapPCTBEHHOrO NpenapaTta, COOTBETCTBYIOWEee crnocobam
ero BBeAEeHUNA U NPUMEHEHUA U obecneunsatolLee 4OCTUKEHNE HeobxoanMoro ieyebHoro apdekTa;

5.1) p[o3vpoBKa - COAEpP)KaHWE OLHOTO WM  HECKOJIbKMX OEWCTBYIOWMX BELLECTB B
KO/IMYECTBEHHOM BbIPAYXEHUU Ha eaMHULY [03bl, AWM eauHULYy obbema, WAM eauHULY Maccbl B
COOTBETCTBUM C IeKapCTBEHHOW GopMol INBO ANA HEKOTOPbLIX BUAOB NEKAPCTBEHHbLIX GOPM KOMYECTBO
BbICBODOXKAAEMOTO U3 IeKapCTBEHHOM GOPMbI AENCTBYIOLLLETO BELLECTBA 32 €4MHULY BPEMEHM;

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

6) nepeyeHb IKM3HEHHO HEOBXOAMMBIX W BaXKHEWLWWX JIEKAPCTBEHHbIX MPenapaToB -
yTBepKagaemMblit MpaBuTennctBom Poccuiickolt ®eaepaunn nepedyeHb IEKAPCTBEHHbIX NpenapaToB AN
MEANUMHCKOTO MpUMeHeHUs1, obecrneymBaloWmX MPUOPUTETHbIE MOTPEBHOCTM 34paBOOXPaHEHUA B
uenax npoduUNakTMKM U nevyeHua 3aboneBaHMi, B TOM u4ucie npeobnagalowmx B CTPYKType
3abonesaemoctu B Poccuiickoin Pepepaunu;

(B pen. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble SEKAapCTBEHHblE NpenapaTbl - JIeKapCTBEHHbIE MpenapaTtbl, NpegHasHayeHHble
UCKNIOUMTENbHO AN AMArHOCTMKM MAW MaTOreHeTUYECKOro NeyeHus (nedyeHus, HanpasieHHOro Ha
MexaHM3M pa3BuTuA 3abonesaHuna) peaknx (opdpaHHbIX) 3aboneBaHMii;

(n. 6.1 BBeaeH deasepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

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

6.2) 6uonorMyeckme NeKapCTBEHHblE NpenapaTbl - JeKapCTBEHHbIE NpenapaTbl, AenlcTeylolee
BELLECTBO KOTOPbIX MPOM3BEAEHO WM BblgeNeHO U3 BMONOTMUYECKOTO UCTOYHUKA M ANA onpeaeneHus
CBOMCTB M KayecTBa KOTOPbIX HeobxoAMma KOMOBWHaLMSA OUONOTMYECKMX U PUBUKO-XMMUYECKUX
meTtogoB. K 6MOMOTMYECKMM JIeKapCTBEHHbIM MpenapaTtam OTHOCATCA MMMYyHOBUWOIoTMYecKme
NeKkapcTBeHHble npenapaTtbl, JIEKapCTBEHHble Mpenapathl, MOAyYEeHHble M3 KPOBW, MNAa3mbl KPOBU
yesioBeKa WM MMBOTHbIX (32 WCKAOYEHMEM LeNbHOW KpoBM), BMOTEXHONOrMYECKUe NeKapcTBeHHble
npenaparbl, reHoTepaneBTMYECKMUE NEeKapCTBEHHbIE NpenapaTbl;

(n. 6.2 BBeaeH desepanbHbIiM 3aKoHOM OT 22.12.2014 N 429-d3)
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7)  VMMMyHOBWMONOIMYECKME JleKapCTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenapartbl,
npegHasHayeHHble gna GoOpMMUPOBAHMA AaKTUBHOTO MM MACCMBHOTO MMMYyHWUTETA MBO AMArHOCTUKK
HaAMuMa  UMMyHWTETa  WAM  AMArHOCTMKM  crneunduyeckoro  NpUobpeTeHHOro  M3MeHeHMUs
MMMYHONIOTMYECKOrO  OTBETa Ha  asneprusupyowme Bewectsa. K MmMMyHobMONOrMYECKMM
JIeKapCTBEHHbIM  Mpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCMHbI,  TOKCMHbI,  CbIBOPOTKM,
UMMYHOT06YINHBI U aNnepreHbi;

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

7.1) 6uoTexHo/orMYeckue JleKapCTBeHHble MpenapaTbl - JIEKAPCTBEHHble Mpenaparsl,
NPoOn3BOACTBO KOTOPbIX OCYLLECTBAAETCA C WCNONb30BaHMEM OMOTEXHONOIMMYECKMX MPOLECCOB U
MeToa0B (B Tom ymcne JHK-peKoMBMHAHTHON TEXHONOTUMN, TEXHONOTMN KOHTPOMPYEMOWN SKCMpeccum
reHOoB, KOAMPYIOWMX OMONOTMYECKM aKTUMBHble 6enKM B NPOKApMOTax WM 3SyKapuvoTax, BKAOYaA
N3MEHEHHbIE KNETKM MNEKOMUTAOLWMX), TMOPUAOMHOIO METOAA U METOZA MOHOK/AOHANbHbIX aHTUTEN;
(n. 7.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHbIe NpenapaTtbl - JEKAapCTBEHHble MpenapaTsl,
dbapmaueBTHUecKaa cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KWUCNOTOM WU
BKNOYaeT B cebA pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KWUC/AOTY, MO3BONAIOLWYIO OCYLWECTBAATb
perynmpoBaHue, penapaunio, 3ameHy, obasneHne UNK yaaneHue reHeTMYeckoi nocneaoBaTelbHOCTH;
(n. 7.2 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8) HapKOoTUYeCKME NIEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE NpenapaTbl U GpapmaLeBTUYEeCcKue
cybCTaHUMK, copepiKalime HAPKOTMYECKME CPeacTBa M BK/AKOYEHHble B [lepeyeHb HAPKOTUYECKUX
CPeacTB, MCUXOTPOMHbIX BELWLECTB M WX MPEKYPCOPOB, NOANENKAWMX KOHTpoato B Poccuitckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon Pegepaumnun, mexayHapoLHbIMM
porosopamu Poccuitckoit Pegepaunn, B Tom uncie EGMHON KOHBEHUMEN O HAPKOTUYECKUX CPeacTBax
1961 roaga;

9) ncUXoTponHble NIeKapCTBEHHbIe CPeACTBa - eKapCTBeHHbIe npenapaTbl U dapmaleBTUYecKkmne
cybcTaHUMK, cofepikallMe MNCUXOTPOMHblE BeLLecTBa WM BKAOYEHHble B [lepeyeHb HapKOTUYECKUX
CPeacTs, MNCUXOTPOMHbLIX BELLeCTB WM WX NPEKYPCOpOoB, NOANENallMX KOHTPOA B PoccuiicKol
depnepaunn, B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoit dPepepaumun, MexKayHapoaHbIMU
porosopamn Poccuiickoit depepauuun, B Tom uncne KoHBeHUMEN O MCUXOTPOMHbIX BellecTsax 1971
roga;

10) paavodapmaleBTUYECKME /IeKapCTBEHHbIE CPeACTBa - JIeKapPCTBEHHblE CPeacTBa, KOTopble
cofepKaT B roTOBOM A/19 UCMOb30BaHUA GOpMe OAMH PaANOHYKANA UM HECKO/IbKO PafUOHYKINAOB
(paAnoaKTUBHbIX U30TOMNOB);

10.1) oOpuUrMHaNbHbLIN NIEeKapCTBEHHbIA MpenapaT - J1IeKAapCTBEHHbIM Mpenapat € HOBbIM
OEVCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickoli depepaumm mav B
MHOCTPaHHbIX rOCYAapCTBax Ha OCHOBaHMM Pe3y/IbTaTOB AOKANMHUYECKUX UCCeA0BaHUI 1eKapCTBEHHbIX
CPEACTB U KAMHUYECKUX UCCNEA0BAHUIA NEKAPCTBEHHbIX NPENapaToB, NOATBEPKAAIOWMX ero KayecTso,
3 PeKTMBHOCTb M 6e30NacHOCTb;

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

11) pedepeHTHbI NeKapCTBEHHbIM Npenapar - IeKapcTBEHHbIM Npenapart, KOTopbIi UCNoAb3yeTca
ANA OLEHKM BUO3IKBMBANEHTHOCTM WM TEPANEeBTUYECKOW SKBMBANIEHTHOCTH, KayecTa, 3pdeKTMBHOCTU
M  6e30MacHOCTM  BOCMPOM3BEAEHHOTO  JIEKAPCTBEHHOro  npenapata wWAuM  6MOaHaNoroBoro
(buonomobHoOro) nekapcTBeHHoOro npenapaTa (bnoaHanora). B kKayectee pedpepeHTHOro NeKapCTBEHHOTO
npenapaTta 411 MegUUMHCKOTo NMPUMEHEHUA UCMO/Ib3YETCA OPUTMHAMbHBIN JIeKapCTBEHHbIN npenapat
nmMbo, ecnn OPUrMHANbHbLIV JIeKapCTBEHHbIW MpenapaT He 3aperucTpuMpoBaH MAM He HaxoauTca B
obopoTe B Poccuitickoli denepaumm U He HaxoauTca B 060OpOTE B MHOCTPAHHbLIX rOCyAapcTBax,
BOCMPOM3BEAEHHbIN NEeKAapCTBEHHbIN NpenapaT uamM 6uoaHanorosbii (6MoNogo6HbIN) NeKapCTBEHHbIN
npenapat (buMoaHanor), KOTOPbIM MEepPBbIM 3aPErMcTPUPOBaH M3 YWCAa HaxodAalMxca B obopoTe B
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Poccuitickolt Pepepaunn, GUOSKBMBANEHTHOCTb MM TepaneBTUYECKasn 3KBUBAJIEHTHOCTb, KayecTso,
3dPeKTMBHOCTL M 6E30MacHOCTb KOTOPOro OLEHMBANUCL MO OTHOWEHWID K OPUrMHANbHOMY
JIeKapCTBEHHOMY nMpenapaTty, a TaKXe KayecTBo, 3PPeKTUBHOCTb W 6e30MacHOCTb KOTOPOro
noATBepKAatoTCA pesyabTaTaMn GdapMaKkoHaA30pa M NPOBEPOK COOTBETCTBUA IEKAPCTBEHHbIX CPEACTB,
HAaxXo4AWMXCA B rpaykgaHcKom 060opoTe, ycTaHOBAEHHbIM TpeboBaHMAM K MX KadvecTBy. B Kauectse
pedepeHTHOro NEeKapCTBEHHOro npenapata [AAAa BETEPUHAPHOTO NPUMEHEHWMA  UCMO/Mb3yeTcA
NIEKAPCTBEHHbIN npenapat A/1a BETEPUHAPHOrO MNPUMEHEHUs, 3aPerncTpupoBaHHbIN B Poccuiickom
dPepepaunn Ha OCHOBAHWUWM PE3YNbTATOB AOKAMHUYECKUX WUCCAELOBAHWMI NIeKAapCTBEHHbIX CPeacTB U
KNAMHUYECKMX  MUCCNEAO0BaHUIMA  IEKapCTBEHHbIX MNpenapaToB, MOATBEPKAAMOWMX €ro KayecTso,
3pPeKTUBHOCTb U 6He30NaCHOCTb;

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

12) BOCNpOM3BEAEHHbIN JIEKAPCTBEHHbIA Mpenapat - JIeKapCTBEHHbIM npenapat  Ans
MEAULMHCKOTO MNPUMEHEHUA, KOTOPbIN WMMEET 3KBMBAJIEHTHbIA pedepeHTHOMY NeKapcTBEHHOMY
npenapaTty KayecTBEHHbI COCTAB U KONMYECTBEHHbIN COCTaB AEWCTBYIOLWMX BELLECTB B SKBMBAIEHTHOM
JIeKapcTBeHHON dopme, NMBO NEKAPCTBEHHbIN NpenapaTt ANA BETEPUHAPHOrO MPUMEHEHUS, KOTOPbIN
MMEET TaKMe Xe, 4To U pedepeHTHbI NEeKapCTBEHHbIM MpenapaTt, KayecTBEHHbIA COCTaB MU
KO/JINYECTBEHHbIA  COCTaB  AEWNCTBYIOWMX BEWeCTB B TaKOM e  JleKapcTBeHHOM  ¢dopMe,
6MO3KBMBANIEHTHOCTb  WAM  TepaneBTUYECKass SKBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY IeKapCcTBEHHOMY NpenapaTty NoATBep:KAeHa COOTBETCTBYHOLWMMWN UCCeJ0BaHNAMM;

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

12.1) TepaneBTMYECKAn 3KBMBAIEHTHOCTb JIEKAPCTBEHHbIX NPENapaToB - AOCTUKEHUE KIUHUYECKU
COMOCTaBMMbIX TepaneBTUYeckoro adpdekta M nokasateneir 3¢pedeKkTMBHOCTM M Hes3onacHocTM npu
NPUMEHEHUN JNIEKAPCTBEHHbLIX MpenapaToB 418 MeAMUMHCKOTO MNPUMEHEHUA, WUMEWMX OfHO
MeXAyHapoaHoe HenaTeHTOBaHHoe (MM XMMWYECKoe, WU TPYMNMnMPOBOYHOE) HaMMeHOBaHWe, B
SKBUBA/IEHTHbIX OO03MPOBKAxX MO OAHMM U TEM Ke MOKa3aHMAM K MPUMEHEHMIO U MPU OAMHAKOBOM
cnocobe BBeAEHMA Y O4HOM N TOW e rpynnbl 60NbHbIX;

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

12.2) 6uoaHanoroBbii (6MonoaobHbIN) NeKapcTBEHHbIM NpenapaT (buoaHanor) - 6MoNorMYeckuit
JIeKAPCTBEHHbIN MpenapaT, CXOXMUM No napameTpam KadyecTBa, 3pPeKTMBHOCTM M HesonacHocTM ¢
pedepeHTHbIM BMONOTMYECKMM /IEKAPCTBEHHbBIM MPENAPATOM B TAKOW Ke JIeKapCTBEHHOW dopme K
UMEIOLLNIN MAEHTUYHbIV CNOCcOob BBEAEHUS;

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

12.3) B3aMmoO3aMeHSAEMbIN IeKapPCTBEHHbINM Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ AO0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbO WAM OWOIKBMBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIeKapCTBEHHOIO npenapaTta, MMerLNUi SKBUBANEHTHbIE MY KaYeCTBEHHbI COCTaB U KOJIMYECTBEHHbIN
COCTaB AeNCTBYHOLIMX BELLECTB, COCTAB BCMOMOraTe/IbHbIX BELLECTB, NeKapCcTBEHHY0 dopmy M cnocob
BBEAEHUS;

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

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNpernapaToB - AOCTUMKEHME COMOCTaBMMbIX
noKasaTtenei CKOPOCTM BCacCbiBaHWA, CTEMEHN MOCTYMN/IEHUA K MeCTy AeNCTBMA M CKOPOCTU BbiBeAeHUA
04HOr0 MAU HECKONbKNX obnagdarowmx GapmMaKoIorMiyeckol akTUBHOCTbIO AEWCTBYIOWMX BELWEeCcTB Npwu
NPMMEHEHUM JIEKAPCTBEHHbIX NPEnapaToB ANA MeAUUMHCKOrO MPUMEHEHUS, WMEIOWNUX OAHO
MeXAyHapoAHOoe HenaTeHTOBaHHOe (MM XMMMYECKOoe, WMAW FPYNnNMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBA/IEHTHbIX AO3MPOBKAX U NPU 04MHAKOBOM crniocobe BBeAeHUs;

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

13) nekapcTBeHHOe PacTUTENIbHOE CbiPbe - CBEXWME UAW BbICYLIEHHbIe pacTeHMs AMBO MX YacTw,
ucrnosb3yemble AN NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB OPraHM3auusamMu - MPOU3BOAUTENSMU
NeKapCTBEHHbIX CPEeACTB AW MU3TOTOB/IEHUA IEKAPCTBEHHbIX NPENApaToB anTeYHbIMW OpraHM3auuaMy,
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BETEPUHAPHbIMU aNTEYHbIMN OpraHn3aunAmMn, MHONBNAYaabHbIMU NpeanpunHMmatTenamm, MMerwnmmm
NTNLLEH3UIO Ha d)apmaLl,eBTqucr(yro AeATENIbHOCTb,

14) neKapcCTBEHHbI pPacTUTENbHbIM NpenapaT - IeKaPCTBEHHbIN Npenapar, NPousBeAeHHbIn Uan
W3roTOB/JEHHbIN U3 O4HOMO BMAA JIEKAPCTBEHHOMO PAcTUTE/IbHOMO CbiPbS WM HECKOIbKMX BUA0B TaKOTO
CbipbA U peannsyemslii B pacpacoBaHHOM BUAE BO BTOPUYHOM (NOTpebuTeNbCcKoi) yNaKoBKe;

15) romeonaTUYECKMUiA NeKapCTBEHHbIN MpenapaT - JIeKapCTBEHHbIM npenapaTt, Npou3BeAeHHbIN
WAN W3rOoTOBAEHHbIN M3 dapmaueBTUYecKoM cybcTaHuMM uan dapmaueBTUYECKMX CYOCTaHUMIA B
COOTBETCTBUMN C TPebOBaHUAMM O6LWMX PapMaKONEenHbIX CTaTeN K roMeonaTUYeCKMM J1eKapPCTBEHHbLIM
npenapatam WAM B COOTBETCTBUW C TpeboBaHUAMM dapmaKonen CTpaHbl NPOM3BOAUTENA TAKOrO
JIeKapCTBEHHOIO Npenapara;
(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoAHOe HenaTeEHTOBaHHOE HauMMeHOBaHME JIEKAapCTBEHHOro cpeacTBa -
HaMMeHOBaHME [OEWCTBYIOLWLEro BellecTBa QapmaleBTUYECKON CcybCcTaHUMKW, pPeKoMeHAOoBaHHoe
BcemupHO opraHusaumeit 34paBoOXPaHEHUS;

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

17) ToproBoe HauMMeEHOBaHWE JIEKAPCTBEHHOIO CPeAcTBA - HaMMEHOBaHWE JIEKapCTBEHHOro
CpencTBa, NPUCBOEHHOE ero pas3paboTyMKom, AeprkaTenem WAM BAALENbLEM PETUCTPALUOHHOIO
YAOCTOBEPEHUA JIEKAPCTBEHHOMO NpenapaTa;

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

17.1) rpynnMpoBOYHOE HaMMEHOBAHWE JIeKAPCTBEHHOro Mpenapata - HaUMMEHOBaHWe
NIeKapCTBEHHOro npenapara, He UMeloLEero MeXayHapoAHOro HenaTeHTOBAaHHOrO HaMMEHOBaHUA, UK
KOMOWHaLMKM NIeKapCTBEHHbIX NpPenapaToB, MCMNOJib3yeMoe B Lensax 06beguMHeHus ux B rpynny nog
e4MHbIM HaMMEHOBaHMEM UCXOAA N3 OANMHAKOBOIO COCTaBa AEMCTBYIOLWMX BELLECTB;

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

18) obuwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbIN YNOAHOMOYEHHbIM dpeaepanbHbim
OPraHOM WCMOJIHUTE/IbHOM BNACTU U COAEpPXKaLLMM NepeyeHb NokasaTenei Kayectsa U (MnM) meToaos
KOHTPO/IA KayecTBa KOHKPETHOM J/ieKapCTBEHHON (OPMbI, NE€KAPCTBEHHOIO PACTUTENbHOFO CblpbA,
OnuCaHUsA BUONOTNYECKMX, BUOXMMUYECKNX, MUKPOBMOIOrMYECKNX, DUIUKO-XUMUYECKUX, PUINYECKUX,
XMMUYECKMX W APYrMX METOAO0B aHa/iM3a J/IeKapCTBEHHOro CpeacTBa, a TakKe TpeboBaHMA K
MCNosiblyeMbiM B LENsX NpoBeAeHMA [aHHOro aHanusa peakTMBaM, TUTPOBAHHbIM PaCTBOpPAM,
WHAMKATOpPaMm;

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

19) cdapmakoneliHasa cTaTbd - [AOKYMEHT, YTBEPXKAEHHbIA YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMONHWUTENbLHOW BAAcTM WM COAEPMKaliMi nepedyeHb MOKasaTesel KayectBa M MeTOAOB
KOHTPO/Il KauecTBa /IeKapcTBEHHOTO CPEeACTBa;

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

19.1) ctaHaapTHble 06pasupl - BelecTsa, NOCPeACTBOM CPaBHEHMUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPO/Ib KayecTBa MCCAedyemMblX JIEKAapPCTBEHHbIX CPeACTB C MNOMOLLbI PUBUKO-XUMUYECKUX WU
610/10rMYECKMX METOA0B B LLeNSX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
HOPMaTUBHOWM AOKYMEHTALMNM, YCTAHOBAEHHbIM MPU OCYLLECTBIEHUW TOCYAapPCTBEHHON PerucTpaumm, u
KOTOpble NPUMEHAIOTCA 408 KaAMOPOBKM CTaHAAPTHbIX 0OpPa3LLOB MPOU3BOAUTENS NEKAPCTBEHHbIX
CPencTB, UCNONb3yeMbIX AR KOHTPO/ASA KayecTBa M WHbIX Uenel npu obpalieHUM JIeKapCTBEHHbIX
CPEeACTB;

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

19.2) dapmakonenmHbln CTaHOAPTHbIM o0bpasel, - CTaHAapTHbIA o6pasel, NPOU3BEeAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTben;
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(n. 19.2 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpMaTMBHaA [AOKYMEHTauMAa - [OOKYMEHT, COAepXKaliMi nepeyeHb onpeaensembix Mo
pesy/nbTaTam COOTBETCTBYIOWMX 3KCNEPTU3 MOKas3aTesiet KayecTBa /IeKAapCTBEHHOro cpeacTBa Ans
MEANLIMHCKOTO NPUMEHEHNA, METOA0B KOHTPO/IA €ro KauyecTsa U YCTaHOB/IEHHbIN €ro NpousBoauTeNnem;

21) HOPMaTMBHbLIN JAOKYMEHT - [OKYMEHT, COAepXKalluii nepedyeHb onpeaensembix nNo
pe3ynbTaTaM COOTBETCTBYIOLLIMX SKCNEPTMU3 NoKasaTenel Kayectsa M (M1M) MeToZ0B KOHTPOA KayecTsa
NIeKapPCTBEHHOM POpMbI, OnNMcaHUA BUONOTMYECKMX, BUOXMMUYECKUX, MUKPODBUOIOrNMYECKNX, GU3NKO-
XUMUYECKUX, PUBNYECKUX, XMMUYECKMX M APYrnX MEeTOAOB aHa/nM3a NeKapCTBEeHHbIX cpeacTB Ans
BETEPMHAPHOIr0 NPUMEHEHUA, TpeboBaHMA K MCMOMb3YEMbIM B LLENSAX NPOBEAEHUS AAHHOro aHanusa
peakTnBam, TUTPOBAHHbIM PacTBOpPam, MHAMKATOPaM U YCTaHOB/IEHHbIA €ro NPon3BoANTENEM;

21.1) obWwM TEXHMYECKMI OOKYMEHT - KOMMEKT AOKYMEHTOB M MATEpPManoB, COCTOALMNA U3
HECKONIbKUX  pa3fenoB -  AOKYMEHTaUMW  aAMUHUCTPATMBHOMO  XapaKTepa,  XMMUYECKOM,
dapmaLeBTMUECKON W OBUONOTMYECKOW [OOKYMEeHTauuu, ¢$apMaKo/IorMYeckon, TOKCUKONOTMYecKomn
OOKYMEHTaLMN, KANHUYECKOW AOKYMEHTAUMM M NpeacTaBAsemMblii OAHOBPEMEHHO C 3asaB/IEHUEM O
rOCYy4apCTBEHHOM PErucTpauMmM NeKapCTBEHHOro npenapata And MegMUMHCKOrO MNPMMEHEHMA B
bopmaTe, yCTaHOBNEHHOM YNOJIHOMOYEHHbIM beaepasnbHbIM OPraHOM UCMOHUTENBHOW BAACTY;

(n. 21.1 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayecTBO JIeKapCTBEHHOIO CPeACTBa - COOTBETCTBME /IEKAPCTBEHHOIO CpeacTBa TPeboBaHUAM
dapmakonenHom ctatbn NGO B C/1y4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUM MU HOPMATUBHOTO
OOKYMEHTa;

23) 6e3onacHoOCTb NEKAPCTBEHHOIO CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrIo Cpeacrtsa,
OCHOBAHHAA Ha CPaBHUTE/NIbHOM aHa/1In3e ero 3¢¢EKTMBHOCTM 1N PUCKa Nnpn4nHeHnA speaa 340p0Bblo;

24) 3ddeKTMBHOCTb /IeKapCTBEHHOrO npenapata - XapaKTepUCTMKa CTEMeHU MOJ0XKMUTENbHOro
BAUAHUA NIEKAapCTBEHHOrO MnpenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3aboneBaHuMA WAU  €ero
npefoTBpalieHMe, peabuauTauMio, Ha  COXpaHeHWe, nNpeaoTBpalleHWe UAM  NpepbiBaHUe
b6epemeHHOCTY;

25) cepua nekapcTBEHHOro CpeacTBa - KO/IMYECTBO JIEKAPCTBEHHOrO CpeacTBa, MPOU3BEAEHHOE B
pesynbTaTe 04HOro TEXHOOTMYECKOrO LKA ero NponsBoamTenem;

26)  perucTpauMoHHOe  yAOoCTOBEpeHMe  /IeKapCTBEHHOro  Mpenapata -  AOKYMEHT,
NOATBEPXKAAOLWMIA GaKT rocyaapCTBEHHOW PErncTpaummn 1eKapcTBEHHOMoO Npenapara;

26.1) nepkaTenb UAnN Bnagenel, perncTpaLMoHHOro yaoCTOBEPEHMA NeKapCTBEHHOro Npenapara -
pa3paboTunmK NEKapCTBEHHOro CpeacTBa, NPOM3BOAMTE/NIb JIEKAPCTBEHHbIX CPEACTB UAM  UHOe
topuandeckoe nnuo, obnagatolllee NpaBomM BlafeHMA PErMcTPaLMOHHbIM YA0CTOBEpPEHNEM, KOTopble
HEeCyT OTBETCTBEHHOCTb 3a KayecTBOo, 3¢ eKTUBHOCTb M 6@30MacCHOCTb JIeKapCTBEHHOTO NpenapaTa;

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

27) PerucTpaumoHHbIi HOMep - KoZoBoe 0603HayYeHue, MNPUCBOEHHOE JIEKAPCTBEHHOMY
npenapary npu ero rocyAapCTBEHHON perucTpaLmu;

28) obpaleHne JfIeKapCTBEHHbIX CpeacTB - pas3paboTKa, AOKAMHMYECKME UCCNefoBaHus,
KAMHMYECKNE UCCNedoBaHNA, SKCNepTn3a, rocy4apcTBEHHAA perncTpauma, CTaHaAapTU3auma U KOHTPO b
KayecTBa, MPON3BOACTBO, U3rOTOBNEHME, XPaHEHME, NepeBo3Ka, BBO3 B Poccuitickytio ®eaepaunio, BbiBo3
n3 Poccuiickoit ®egepaumn, peknama, OTMYyCK, peanusaums, nepegada, NpUMeHeHUe, YHUUTOXeHue
NeKapCcTBEHHbIX CPeaCTs;

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

29) cybbeKkTbl 0bpalieHMA NeKapCTBEHHbIX CPeacTB - (GU3MYEecKMe Auua, B TOM 4ucae
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nHOnBMAyanbHbIE NpegnpuHMmatTesn, n rpmnagndyeckme naumda, ocywecrtsadarouwme OeATe/IbHOCTb Npu
06pau.|,eva| NNEKAPCTBEHHbIX CPeAcCTB;

30) pa3paboTyMK NEKapCTBEHHOro CpeacTBa - OpraHusauus, obnagatowas npaBamMM  Ha
pe3ynbTaTbl AOKJAMHUYECKMX WUCCNEA0BAaHUA NEKapCTBEHHOIO CPeACTBa, KJAMHUYECKUX MUCCef0BaHWiM
JIeKapCTBEHHOrO Npenapara U (Man) Ha TeEXHONOTUI0 MPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA;

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

31) Nnpou3BOACTBO /JIEKapPCTBEHHbIX CPEACTB - AEATE/IbHOCTb MO NPOW3BOACTBY JIEKapPCTBEHHbIX
CpeAcTB OpraHM3auMAMM - MPOU3BOANTENAMM NE€KAPCTBEHHbIX CPEACTB Ha OAHOW CTaguM, HECKONbKUX
WAWN BCeX CTaguAX TEXHONOMMYECKOro NpoLecca, a TakKe Mo XpPaHeHWo U peanusaunmn nponsseneHHbIX
NIeKapCTBEHHbIX CPeacTB;

31.1) npou3BOACTBEHHas  NAOWAAKA - TeppuTOpuanbHO  060COBNEHHBIM  KOMMNAEKC
Npou3BOAUTENA NEKAPCTBEHHbIX CPeacTB, NpefHasHayeHHbI A4 BbIMNOJIHEHMA BCero npouecca
Npown3BOACTBa /IEKAPCTBEHHbIX CPEACTB UM €ro OnpeaeneHHoM CTagum;

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

32) npousBoAuTE b IEKAPCTBEHHbLIX CPEACTB - OpraHM3auusA, OCYLLECTB/AIOLLAA MPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHUAMM HacTosLLero deaepasibHOro 3aK0oHa;

33) dapmaLeBTMUECKan AeATENbHOCTb - AEATENbHOCTb, BKAOYaOWasn B ceba onToByto TOPros/to
NeKapcTBEHHbIMM  CPEeACTBAaMM, MX XpaHEHMe, MepeBO3KYy M (MAM) PO3HUYHYIO  TOProOB/O
NeKapcTBEHHbIMM MNpenapaTamy, B TOM 4YMC/ie AWUCTAaHUMOHHbIM CNocobom, MX OTNYCK, XPaHEHWe,
nepeBO3Ky, M3rOTOB/IEHUE IEKAPCTBEHHbIX NPenapaTos;

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

34) opraHuM3auMa ONTOBOWM TOPrOBAM  /JIEKAPCTBEHHbIMKM  CPEACTBAMM -  OpraHM3aums,
OCYLLECTBAAIOWLAA ONTOBYIO TOPrOB/IO NEKAPCTBEHHbIMW CPEACTBAMM, WX XpaHEHMe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMMK HacToALero OeaepanbHOro 3aK0Ha;

35) anTeyHas opraHusauusa - OpraHusauusa, CTPYKTypHOe noapasfeneHve  MeanUMHCKON
OpraHM3aLnm, OCYLLECTBAAKOWME PO3HUYHYIO TOPrOB/O SIEKAPCTBEHHBIMM NpenapaTtamn, B TOM 4ucie
OWCTaHUMOHHbBIM  CNOCOOOM, XpaHeHWe, MepeBO3KY, W3rOTOB/AEHME M  OTMNYCK JIEKAPCTBEHHbIX
npenapatos AAa MeAMUMHCKOTO MPUMEHEHMA B COOTBETCTBMM C TpeboBaHMAMM HaCTOALLEro
denepanbHOro 3aKoHa;

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTe4yHas oOpraHMsaumMa - OpraHusaums, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OpPraH13aLUMm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM uuCae AWUCTaHUMOHHbLIM CrMocoboMm, XpaHeHWe, W3rOTOBAEHME W OTMYCK J1IeKapCTBEHHbIX
npenapaTtoB AN BETEPMHAPHOrO MNPUMEHEHUA B COOTBETCTBMM C TpeboBaHWUAMM HACTOALLErO
denepanbHOro 3aKoHa;

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

37) <¢anbcuduuMpoBaHHOE  SIEKAPCTBEHHOE  CPEeACTBO -  JIEKAPCTBEHHOE  CPefCTBO,
COMPOBOXKAAEMOE /TOKHOM MHPOPMALLMen 0 ero cocTase U (MK) NPOU3BOAMUTENE;

38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeAcTBO - JIEKAPCTBEHHOE CPeacTBo, He
cooTBeTcTBYyloWee TpeboBaHMAM dapmaKkoneinHol cTatbk NMBO B CydYae ee OTCYTCTBMA TpeboBaHUAM
HOPMaTMBHOM AOKYMEHTALMMN UAN HOPMATUBHOIO AOKYMEHTa;

39) KoHTpadaKTHOe /ieKapCTBEHHOe CPeACTBO - JIeKapCTBEHHOE CPeacTBO, HaxoAsAlwieecA B
060poTe C HapyLWeHNeM rpaykAaHCKOro 3aKoHo4aTe1bCTBa;

40) [OOKAMHMYECKOe  uUccnedoBaHMe  NeKapCTBEHHOro  cpeactsa -  BuosiorMyeckue,
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MUKPOBMONOrMYECKUe, MMMYHOIOTMYECKNE, TOKCUKONOrMueckue, dapmakonormueckue, dusmnyeckue,
XUMMWYECKME U ApYrue UcciefoBaHna NeKapcTBEHHOro CPeaCcTBa NyTeM NPUMEHEHMA HayYHbIX METO0B
OLLEHOK B LeNAX NojyYeHus J0Ka3aTenbeTs 6e30nacHOCTU, KauyecTBa U 3pPpEeKTUBHOCTM IeKapCTBEHHOMO
cpeacTsa;

41) KAMHMYECKOE WCCNefoBaHWE JIEKApCTBEHHOrO npenapata - M3yyYeHue AMarHOCTUYECKUX,
nevyebHbIX, NpoduIakTUYECKUX, papMaKoIOorMYeckKux CBOMCTB JIEKAPCTBEHHOrO npenapaTta B npouecce
ero NpPUMeHeHUs Yy 4esioBeKa, KMBOTHOro, B TOM 4MC/Ae MPOLECCOB BCacbiBaHMA, pacnpeaeneHus,
n3meHeHnAa W BbiBeaeHWA, nyTtem nNpumeHeHMA Hay4dHbIX MEeTOo40B OUueHOK B UuenAax nonayvyeHuA
[O0Ka3zaTe/ibcTB 6e3omnacHOCTM, KavecTBa U 3¢GGEKTUBHOCTM NEKAPCTBEHHOro npenapaTta, AaHHbIX O
HeXenaTeNbHbIX peakKunAax opraHnama 4YenoBeKa, XMBOTHOIoO Ha nNpumMeHeHune NeKapCTBeHHOro
npenapata n o6 addeKkTe ero B3aUMOAENCTBUA C APYIMMU NEKAPCTBEHHbIMU Npenapatamu u (1am)
MULLLEBLIMM NPOAYKTaMM, KOPMaMU;

42) MHOrOUEHTPOBOE  KAMHMYECKOE WCCNefoBaHMEe  JIeKapCTBEHHOro npenapata  AnA
MEAMLMHCKOrO MPUMEHEHMA - K/AMHMYECKoe WCCNefoBaHMe JNIeKapCTBEHHOro npenapata A4
MeAMLIMHCKOro NPUMEHEHUA, NPOBOAMMOE Pa3paboTUNMKOM SeKapCTBEHHOro npenapara B AByX u 6onee
MEAMNLIMHCKUX OPraHn3aumax no eauHOMy NPOTOKOAY KAMHUYECKOro UCCNefoBaHUA NeKapCTBEHHOro
npenapara;

43) mexayHapoaHoe MHOTOLLEHTPOBOE K/MHMYECKOE MCCNeAoBaHue IeKapCcTBEHHOro npenapara
ONA MeAUUMHCKOTO MNPUMEHEHUA - KAMHWYECKOe WCCAeAoBaHWe JIeKapCTBEHHOro npenaparta Ans
MEANLMHCKOTO MPUMEHEHMA, NMPOBOANUMOE Pa3paboTYMKOM JIEKapPCTBEHHOMO Mnpenaparta B Pas/nyHbIX
CTpaHax Nno egMHOMY MPOTOKOY KJAMHUYECKOro UCCief0BaHMA IeKapCTBEHHOro npenapara;

44) nocTpernucTpauMoHHOe KAMHUYECKoe UCCAef0BaHWE NEeKapCTBEHHOro npenapata A4S
MEAMLMHCKOrO NPUMEHEHUA - K/JAMHWYECKOEe WCC/edoBaHMEe J/IeKapcTBEHHOro npenapaTta  Aaa
MEAMLMHCKOrO  MNPUMEHEHWA, NPOBOAMMOE  NPOM3BOAUTENEM  /IeKAapCTBEHHOTO  Mpenapara,
rpark4aHCKMI 06OPOT KOTOPOro OCYLLECTBAAETCA MOC/e roCyAapCTBEHHOW perucrpaumu, B Lensax
AononHuTenbHoro cbopa AaHHbIX O ero 6e30nacHOCTU U 3PPEKTUBHOCTM, PACLUMPEHMA MOKa3aHUN K
NPMMEHEHUIO AAHHOMO JIEKAPCTBEHHOrO MpenapaTta, a TaKKe BbIABMEHWA HeXKenaTeNbHbIX PeaKkuumi
NauneHTOB Ha ero AencTeue;

45) wuccnepoBaHWe BOWO3KBMBANEHTHOCTM JIEKApPCTBEHHOro npenaparta - BWA, KANMHUYECKOTro
nccneaoBaHUA IEKapCTBEHHOrO npenapara, NPoBeAeHNe KOTOPOro OCYLLECTBAAETCA A4 onpeaeneHus
CKOPOCTM BCacbiBaHWMA M BbiBEAEHUA OAHOMO WM HECKONbKMX 061agatowmx ¢Gpapmakonornieckomn
aKTUBHOCTbIO [EMCTBYIOLMX BELLECTB, KO/NMYECTBA JIEKApCTBEHHOro mnpenapaTta, [AOCTMraloLLero
CUCTEMHOrO KPOBOTOKa, M pe3y/ibTaTbl KOTOPOro NO3BOJIAKOT CAENaTb BbiBOA, O BUMO3KBMBANEHTHOCTU
BOCMPOU3BEAEHHOrO JIEKAPCTBEHHOro Mpenapata B OMpefesieHHbIX JIeKapcTBeHHoW ¢dopme U
[03MPOBKE, COOTBETCTBYIOLMX GOPME 1 A03UPOBKe pedepeHTHOro NEKapCTBEHHOTO Npenapara;

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

46) nccnegoBaHue TepaI'IEBTW-IECKOﬁ 9KBUBAZIEHTHOCTN J1IEKAPCTBEHHbLIX MNpenapatos - BUA
KIMHNYECKOro nccneanoBaHnMA NeKapCTtBeHHbIX MpenapaTos, NpoBeaeHe KOTOPOro ocyuwiecresnaeTca ana
BblAB/1IEHNA OANHAKOBbIX CBOICTB NeKapCTBEHHbIX NMPenapaTos onpep,eneHHoﬁ }'IeKapCTBeHHOVI d)OprI,
d TaKXe Haanmyma OAUNHAKOBbIX nokasatesnen 6e3onacHoCcTU WU 3¢¢EKTVIBHOCTM NNEKaPCTBEHHDbIX
npenapatos, 0 ANHAKOBbIX KTMHUYECKUX ad)d)e}(TOB npn X npuMeHeHunu,;

47) NPOTOKOAN KAMHWYECKOrO UCCNeA0BaHUA IeKapcTBEHHOro npenapaTa - AOKYMEHT, B KOTOPOM
onpeaenaoTca Leam, Gopmbl OpraHM3aummn U MeToL0/10TUA NPOBEAEHNA KAMHUYECKOrO UCCeA0BaHus,
cTaTUcTMYecKkne metogbl 06paboTKM pesynbTaToB TaKOro MCCNeA0BaHUA M mepbl No obecneyeHuto
6e30MacHOCTM PUIMYECKMX JIML, YYaCTBYIOWMX B K/JAMHUYECKOM WCCIef0BaHUM NIEKAapPCTBEHHOTO
npenapara;

48) 6p0Luropa nccnepgosatena -  CBoOAHOE  U3/I0XKEHUe  pe3ynbtatoB  AOKAIMHUYECKOro
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nccnengoBaHMA NEKApPCTBEHHONO Cpeacrea U KIMHUYECKOTo UccneoBaHMA NEKAapPCTBEHHOIO npenaparta
ana meagnunHCKoro npuMmeHeHuA,;

49) HGOPMALMOHHBIM NCTOK MNaLMEHTA - IOKYMEHT, B KOTOPOM COAEepKaTca B A0CTyNHON dopme
cBeZleHun, Kacalollmecs NpoBOAMMOrO KAMHMUYECKOrO MCCAeA0BaHUA NeKapCcTBEHHOro npenapaTta, M B
nUcbMeHHOM ¢dopme A0O6POBO/IbLHOE cor/lacke MauMeHTa Ha ydacTMe B KAMHUYECKOM WUCcneaoBaHUuU
JIeKapCTBEHHOrO npenapaTta Nociae O3HaKOMIEHUS C OCOBEHHOCTAMM KAMHUYECKOro McCnenoBaHus,
nmernwmmmn sHa4yeHne anAa BblipaXeHMA Takoro cornacuA,;

50) nobouyHoe peNcTBME - peakums opraHM3ma, BO3HMKLWIAA B CBA3M C MNPUMEHEHMEM
NIeKapCTBEHHOro npenapata B /033X, PEKOMEHAYyeMbIX B MHCTPYKUMW MO ero nNpumMeHeHwuo, AN
NPodUNaKTUKN, AMarHOCTUKK, nedeHna 3abonesaHma UAK gna peabunurauuu;

50.1) HexenaTenbHaa peakuma - HenpeaHamepeHHaa HebnaronpusaTHas peakuua OpraHuM3ma,
KOTOpas MOKeT 6bITb CBA3aHA C MPMMEHEHMEM SIEKAPCTBEHHOTO NPeNapara;
(n. 50.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbes3Han HexenateNbHas peakuus - HerKenaTeslbHaA peaKkums OopraHuMsma, CBA3aHHas C
NPUMEHEHNEM NIeKapCTBEHHOro npenapaTa, NpMBeALlas K CMePTW, BPOMKAEHHbIM aHOMaMAM WK
nopokam passuTuA nMbo npeacTasfAlowWas coboit yrposy XKusHu, Tpebylowas rocnutanmsaumm uam
npuBeALLan K CTOMKOM yTpaTe TpyA0CNOoCOBHOCTU U (M) MHBAaAWAHOCTY;

52) HenpeaBuAeHHas HeXKenaTesibHaA PeakuMA - HeXKeslaTeNbHaA peaKkuus OpraHusma, Kotopas
CBA3aHa C NPUMEHEHWEM NIEKapCTBEHHOro npenapata B A03aX, PEKOMEHAYEeMbIX B MPOTOKOJ/E ero
KAMHWMYECKOro UccnefoBaHua, bpolltope uUccnenoBatens, UMAWM C NPUMEHEHWEM N1IEKAaPCTBEHHOMO
npenapata B /033X, PEKOMEHAYEMbIX B WMHCTPYKLUMM MO €ro MpPUMEHEHUI0 AN NPodUNaKTUKK,
ANArHOCTMKM, NeYeHmns 3aboNeBaHna UM MeANULMHCKON peabuamMTaumm naumeHTa, U CyLLHOCTb, TAXKECTb
WANU NCXon, KOTOPOM He COOTBETCTBYET MHGOPMALMM O JIeKapcCTBEHHOM MpenapaTte, CoAeprKalleica B
NPOTOKONE €ro KAMHWYECKOro MUCCneAoBaHuA, 6poltope uccnenoBaTens MAM B UHCTPYKUMKM MO
NPMMEHEHUIO IEKaPCTBEHHOrO Npenapara;

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

52.1) dapmakoHaa3op - BUA, AEATENbHOCTM MO MOHUTOPUHTY 3GPEKTUBHOCTM M 6e3onacHocTU
NIeKapCTBEHHbIX NpenapaToB, HAMpaB/JeHHbIA Ha BbIABAEHWE, OUEHKY W nNpefoTBpalieHue
HerKenaTebHbIX NOCNeACTBUIA NPUMEHEHWA NEKAPCTBEHHbIX NPENapaToB;

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

52.2) nnaH ynpasieHUs puUcKamu - NoApobHOe onucaHue MeponpusaTuiA No dbapmaKoHaZ3opy,
HanNpaB/ieHHbIX HA BbIABAEHME, OLLEHKY M NpeaoTBpalleHne UAN MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKAOYAA OLEeHKY 9GPEKTUBHOCTM AaHHbIX MEePONPUATUIA;

(n. 52.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.03.2025 B n. 53 cT. 4 BHOCATCA M3meHeHus (P3 o1 30.12.2021 N 463-P3).

53) peuenT Ha NEKapCTBEHHbIV MpenapaTt - MeAUUMHCKUIA OOKYMEHT YCTaHOB/JIEHHON (GOpMbl,
cogeprKalnii HazHaAYeHMe JIeKapCTBEHHOMo npenapaTta A8 MeAMUMHCKOTO MPUMEHEHUS, BblAAHHbINA
MeANUMHCKMM PabOTHMKOM B LENAX OTNYCKa JIEeKAPCTBEHHOrO npenapaTa MAM ero M3roTOBAEHMA U
OTNyCKa Ha ByMaXKHOM HOCUTEsIe UK C COFNacKA NaUMeHTa UAK ero 3aKOHHOro nNpeacTasuTens B popme
SNEKTPOHHOTO JOKYMEHTa, MOAMUCAaHHOIO C MCMNO/Ib30BAHUEM YCWUIEHHOM KBannuUUMPOBAHHOM
3/IEKTPOHHOM MNOAMUCU  MeAMUMHCKOro paboTHMKA, AMOO0 [AOKYMEHT YCTaHOBJ/IEHHOM dopMbl,
cogeprKalnii HasHaYeHMe NeKapCTBEHHOro npenapaTa A/1d BETEPMHAPHOro NPUMEHeHUs, BblAaHHbIN
cneumannctom B 06s1aCTU BeTEpUMHaApUM B LENAX OTNYCKa JEeKapCTBEHHOro mnpenapaTa WAM ero
N3roToBJEHMA U OTNYCKA HAa BymaxKHOM HocuTene;
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(B pea. PepepanbHbix 3akoHOB 0T 29.07.2017 N 242-93, o1 02.08.2019 N 297-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2025 n. 54 cT. 4 usnaraetcs B HoBoM pegakumm (®3 ot 30.12.2021 N 463-3).

54) TpeboBaHMEe MeAMULMHCKON OpraHW3aUuuMn, BEeTEepPMHaApPHOM oOpraHM3auuM - OOKYMEHT
YCTaHOBNEHHOM POpPMbl, KOTOPbLIN BbINMCAH MeAUUUHCKUM PaboTHUKOM MaM cnieunannctom B obnactu
BETEPMHAPUM, MMEIOWMMMN Ha 3TO MPaBO, WU COAEPKUT B NMUCbMEHHOM ¢dopme yKasaHMe anTeyHoW
OpraHusaLmnmn UAmn BeTepuUHapHOM anTeyHoM opraHmMsauymm 06 oTNycKe NeKapCcTBEHHOro npenaparta uam o
€ro usrotoeseHnn n ob otnycke ana obecneyeHma neyebHoro npouecca B MeaMLUNHCKOW OopraHM3auuuy,
BETEPMHAPHOM OpraHnsaumu;

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

55) KOMNANeKcHaa OUEHKa /IeKapCTBEHHOro mnpenapaTa - OLUEHKa 3aperncTpupoBaHHOro
JIeKapCTBEHHOTrO Npenapara, BKAoYatoLwas B ceba aHanns nHGopmaLmm 0 CpaBHUTENbHOM KAMHUYECKON
3pPeKTMBHOCTN M 6e30MaCHOCTU eKAaPCTBEHHOTO NpenapaTa, OLLeHKY S3KOHOMUYECKUX NOCNeacTBUN ero
NPUMEHEHUS, U3YYEeHME AONOJHUTENbHbIX NOCNEACTBUN MPUMEHEHUS JIeKapPCTBEHHOrO npenaparta B
uensax MPUHATUA pelleHnii O BO3MOXKHOCTM BKJ/IIOYEHMA JIEKApCTBEHHOrO npenapata B NepeyeHb
YKU3HEHHO HEeobX0AMMbIX U BarKHEMLUMX IEKAPCTBEHHbIX NPEenapaToB, HOPMATUBHbIE MPABOBbIE aKTbl U
WHble LOKYMEHTbI, ONpeaenstowme NopsaaoK OKazaHMA MeAULNHCKOM NOMOLLN, TN UCKAKOYEHUA ero 13
YKa3aHHbIX NepeyvyHa, akTOB U JOKYMEHTOB;

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

56) cuctema MOHUTOPUHIA AOBUMKEHWS JNIEKAPCTBEHHbIX MpenapatoB ANA  MegULMHCKOro
npumeHeHma - depepanbHaa rocyaapcrBeHHad MHOOPMALMOHHAA CUCTEMA MOHUTOPUHIA OBUMKEHUA
JIeKapCTBEHHbIX MPenapaToB ANA MeAMUMHCKOrO MNPUMEHEHMA OT Npou3BOAMTeNA A0 KOHEYHOro
notpebutens c WMCNOAb30BAHMEM B OTHOLIEHWW JIEKAPCTBEHHbIX MNpenapaToB AAs MEeAULMHCKOro
NPUMEHEHNA CPeaCcTB MAEHTUDMKaLMN.

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

Fnasa 2. NOJIHOMOYUSA GEAEPANBHbIX OPTAHOB UCMO/THUTE/IbHOM
B/IACTU, OPTAHOB UCMNONMHUTE/IbHOM BNACTU CYBbEKTOB POCCUMNCKOM
®EQEPALIUM NPU OBPALLLEEHMU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MNonHomoumna deaepanbHbIX OPraHOB WCNOJIHUTENIbHOW BAAcCTU Npu obpalieHun
JNIeKapCTBEHHbIX CPeacTB

K nonHomounam d)ep,epaanblx OopraHoBs WCNONIHUTENbHON  BNACTU npu O6paLLI,eHMVI
NEKapPCTBEHHbIX CPeacTB OTHOCATCA:

1) nposeapeHvne B Poccuiickoit Pepepaumm eguHOM rocyaapCTBEHHOW MOAMTUKKM B 06nactu
obecneyeHns neKapcTBeHHbIMM NpenapaTamm rpaxaaH B Poccuiickoit depepaumu;
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) vyTBepXaeHue o0bwux dapmaKonelnHbix cTaTel, ¢dapmaKonelHbIX cTaTei, u3gaHue
rocyaapcTBeHHon dapmakoneu, co3gaHve W BegeHWe peectpa $apmakonenHbiX CTaHOAPTHbIX
06pasuos;

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

3) ocywwecTBneHne denepanbHOro rocyaapCcTBEHHOro KOHTpoasa (Haasopa) B chepe obpalieHus
NIeKapPCTBEHHbIX CPEACTB;
(B pea. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-$3, o1 11.06.2021 N 170-$3)

4) NNLEH3NPOBAaHNE MPOM3BOACTBA J1EKAPCTBEHHbLIX Cpeacrtrs, B TOM 4ucne q)e,u,epaanblﬁ
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rocyAapCTBEHHbIN NMUEH3NOHHDBIN KOHTPO/Ib AEATENBHOCTM NO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB,
nepuoamnyeckoe NoATBEPNKAEHNE COOTBETCTBMA NMLEH3NATA, MMEIOLLETO JIMLEH3UIO Ha NPOU3BOACTBO
NleKapcTBEHHbIX CpeacTs, U GapmMaLeBTUYECKOM AeATe/IbHOCTM B COOTBETCTBMM C 3aKOHOZATE/bCTBOM
Poccuiickoin Pepgepaunu;

(B pea. PegepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

5) opraHusaums 3KCNepTM3bl IEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNepTM3bl BO3MOMKHOCTU
NnpoBefleHMA  KAMHMYECKOrOo WUCCNeAoBaHMA  /IEKApPCTBEHHOro npenapata  Ans  MeAMLMHCKOro
NPUMEHEHNA, 3KCNEpPTM3bl AOKYMEHTOB, MNPeACTaBAEHHbIX A1 OnpeAefneHMa  BO3MOMKHOCTU
paccmaTpuBaTb NEeKapCTBEHHbIM npenapaT Ana MeAULMHCKOrO NPUMEHEHMs NPW rocyAapCTBEHHOM
pernctpauuu B Kayectse oppaHHOTO 1IEKapCTBEHHOrO Npenapara;

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

5.1) opraHusauua npoBeAeHMA KOMMNEKCHOW OLEHKM /IeKAPCTBEHHOrO npenapaTa B Lensax
NPUHATUA PELLEHMA O BO3MOMKHOCTU BK/IOYEHMA JIEKAPCTBEHHOrO Mpenapata B MepeyeHb KM3HEHHO
HEODOXOAMMbIX U BaXHEULMX NEKAPCTBEHHbIX MpPEenapaToB, HOPMATWMBHbIE MPABOBble aKTbl U WHble
OOKYMEHTbI, onpegenslowme MOpAAOK OKa3aHUA MeAULMHCKON MOMOLLM WKW UCKAKOYEHUA ero us
YKa3aHHbIX NepeyHs, akToB U LOKYMEHTOB;

(n. 5.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

6) BblAaya paspelleHnii Ha NPOBeAEHUE KAMHUYECKMX UCCAeA0BaHUA  IeKapCTBEHHbIX
npenapaTos, BefeHNe peecTpa BblAaHHbIX Pa3pellieHni Ha NpPoBeAeHMe KAMHUYECKMX UCCieaoBaHui
NeKapCTBEHHbIX NPenaparos;

7) rocynapcTBEHHas perucTpaumsa NeKapCTBEHHbIX NpenapaTtoB, BeAeHMe roCyAapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeACTB;

8) opraHusauusa u (Mnn) npoBeaeHNe UHCNEKTUPOBAHUA CYObEKTOB 0bpaLLeHNs IeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME MpPaBWUIaM Had/erkallel N1abopaTopHOM NPaKTUKK, NpaBUaam HagnexKallen
KNMHUYECKOM MPAKTUKK, NpaBuaamM HagneXKalled NPaKTUKU XPaHEeHMA U MEepPeBO3KU NEeKapCTBEHHbIX
npenapatos A1 MeAUUMHCKOTO MPUMEHEHUA, MNpPaBU/laM XPAHEHMA NeKAPCTBEHHbIX CPeacTB A
BETEPMHAPHOIrO MNPUMEHEHUsA, NpaBUAaM Hagnexallen AUCTPUOLIOTOPCKOM MPaKTUKKU, npaBuaam
Hag/eXKallleld anTeyHo M NPaKTUKK;

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 28.04.2023 N 171-93)

8.1) opraHusauma un (Mnn) npoBeneHNe MHCNEKTUPOBAHMNA CYObEKTOB 06paLLEeHMA NeKapCTBEHHbIX
CpeAcTB Ha COOTBETCTBME TpeboBaHMAM MpPaBMA Hag/eXallel NpoM3BOACTBEHHOW MPAKTUKK, Bblaaya
3aK/IIOYEHUIA O COOTBETCTBMM MPOU3BOAMTENSA NIEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBu
HaZnesKallei NpoM3BOACTBEHHOW NPaKTUKUK;

(n. 8.1 BBegeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

8.2) ycTaHOBNeHMe MopAaAKa BeAeHWA W BeAeHWe roCyAapCTBEHHOro peecTpa 3aK/IluyeHuint o
COOTBETCTBMM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBuA  Hagiexallen
NPOM3BOACTBEHHOM NPAKTUKY;

(n. 8.2 BBegeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

9) rocyaapcTBeHHas peructpauua npefesibHbiX OTMYCKHbIX LEH npou3BoauTenei Ha
NleKapcTBeHHble MpenapaTbl, BK/AOYEHHble B MepeyeHb KM3HEHHO HeobXoAUMbBbIX W  BarKHEMLMX
NIeKapCTBEHHbIX MpenapaToB, M BeAeHWe TFOCYAapPCTBEHHOro peecTtpa NpeaenbHbIX OTMYCKHbIX LeH
npoussoguTeneit Ha 1eKapcTBeHHble Npenaparhbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HeobXxoaMMbIX U1
Ba*KHEMLLMX IeKapCTBEHHbIX NpenapaTos;

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

9.1) cornacoBaHWe NPOEKTOB PeLleHNn OpraHoB UCNOHUTENIbHON BAAcTM cybbekToB Poccuinckoit
degepauun 06 ycTaHOBAEHUM U (MAM) U3MEHEHUM Mpende/ibHbIX Pa3sMepoB OMTOBbIX HaAbaBoOK M
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npefenbHblX PasMepoB PO3HUYHbIX HaABaBOK K (GaKTMUYECKMM OTMNYCKHbIM LieHaMm, YCTaHOB/IEHHbIM
Npoun3BOAUTENAMU NIeKAPCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHble npenapaTbl, BK/AOYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX U BaXKHEMNLLUX NeKapCTBEHHbIX NPenapaTos;

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

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

10.1) Bblgaya, ycTaHOB/AEHME NoOpsAKa BblAauyM U GOpMbl AOKYMEHTA, KOTOPbLIA NOATBEPXKAAET,
YTO MPOWU3BOACTBO JIEKAPCTBEHHOro npenapaTa ANa MeAMUMHCKOrO NMPUMEHEHWUA OCYLLEeCTBJEHO B
COOTBETCTBUM C TpeboBaHMAMM MNpPaBWUA HaZNeXKalen MpPoU3BOACTBEHHOM MPAKTUKM WAU  4TO
NIeKAPCTBEHHbIN NpenapaTt 418 BETEPUHAPHOro NPUMEHEHUA [OoNyuweH K obpalueHuto B Poccuickomn
depepaumnn, M NOSNENKUT NPEACTaBAEHUIO NO TPebOBAHWMIO YNOAHOMOYEHHOFO OpraHa CTPaHbl, B
KOTOPYH BBO3UTCA NEKAPCTBEHHbIN Npenapart;
(n. 10.1 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pen. PenepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

10.2) Bblgaya, ycTaHOBAEHME MOPALKA BblAauM U GOpMbl LOKYMEHTA, COAEPIKALLENO CBEAEHMA O
CTaAMAX TEXHOJIOrMYEeCcKoro npouecca MPoM3BOACTBA JIEKAPCTBEHHOrO CpPeacTBa ANA MeAMLMHCKOro
NPUMEHEHMA, OCYLLLECTBAAEMbIX Ha TeppUTOpUM EBPa3nncKoro sSKOHOMUYECKOTO COO33;

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

11) cospaHuMe cOBETOB MO BONPOCAM, CBA3aHHbIM C 0b6paLLeHMeM IEKaPCTBEHHbIX CPeACTB;
12) atrectauma u ceptudmKaLma cneLmanmcros;
13) ytpatun cuny ¢ 1 ceHTabpna 2013 roga. - PeaepanbHbliii 3akoH o1 02.07.2013 N 185-03;

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

15) yyactue B MeXayHapoAHOM COTPYAHNYECTBE;

16) nonyyeHre no 3anpocam ynosHOMoYeHHoro ¢peaepanbHOro opraHa UCMOAHUTENLHON BNACTH
OT OpPraHoB MCMOJIHUTENbHOM BAacTM cybbeKToB Poccuitickoii depepaumu, a TakkKe OT CybObekToB
0b6palleHMA NEKAPCTBEHHbIX CPeACTB ANA MEAMLMHCKOro NpMMeEHeHMA MHPOopmMaLMu Mo Bomnpocam
YCTaHOB/IEHNA U MPUMEHEHMSA LEH Ha NEeKapCTBEHHbIe NpenapaTbl M HaA6aBOK K HUM;

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapylleHuMe 3aKoHoaaTenbcTBa Poccuiickoi
depepauny;

18) yTBep:KAEeHWE nNpaBWA Hagaexawer NabopaTopHOW MNpPaKTUKKM, NpPaBUA  Hag/exallen
KMHUYECKOWN MPaKTUKK, MPaBUA HagnerKallen NpousBOACTBEHHOM MPAKTUKKU, NPaBUA Haa/exallei
MPaKTUKN XPaHEHUA W NepeBO3KM JIEKAPCTBEHHbIX MPenapaTtoB AAA MEeLMUMHCKOro NpUMEHeHWus,
NpPaBuA XPaHEHWA NEKAPCTBEHHbIX CPeACTB ANA BETEPUHAPHOro MPUMEHEHUA, NPaBUA Haa/exallei
ONCTPUOBLIOTOPCKOM MPAKTUKM, NPaBWA Hag/exalel anTeyHOM NpPaKTUKW, MPaBuA HagNerkallen
NPaKTUKN GpapMaKoHaA30pa IEKapCTBEHHbIX NPENapaToB A4 MeAULMHCKOro NPUMEHEHMS;

(n. 18 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. dPenepanbHOro 3akoHa ot
28.04.2023 N 171-93)

19) ycraHoBneHMe nopagka GOPMUPOBAHMA PErUCTPALMOHHOMO A0Cbe Ha NeKapCTBEHHbIN
npenapat v TpeboBaHN K AOKYMEHTaM B ero CoCTaBe;
(n. 19 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)
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20) yTBEepKAEHME MpPaBW/ paLMOHaNbHOro Bbibopa HaMMEHOBaHMWI JIEKAapCTBEHHbIX MpenapaToB
ONA MeANUMHCKOro NPpUMeEHeHUs;
(n. 20 BBegeH dDeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHNE NepeyHsa HAaMMEHOBAHWUI NeKapCTBEHHbIX GopMm;
(n. 21 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuay ¢ 1 mapTa 2020 roga. - egepanbHblii 3aKoH oT 27.12.2019 N 475-03;

23) yTBepKaeHNe TpeboBaHUN K UHCTPYKLUN MO MeAULUHCKOMY NPUMEHEHUIO 1EKAPCTBEHHbIX
NpPenapaToB M K MHCTPYKLMK NO BETEPUHAPHOMY MPUMEHEHMIO JIEKAPCTBEHHbIX NPENapaToB.;
(n. 23 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpUHATUE peLLeHMI, ABAAIOWMXCA OCHOBAHMAMMW ANA BKAOYEHUS OOMEHHbIX UMEH U (1an)
yKasaTtesien cTpaHuu, caliToB B MHPOPMALMOHHO-TE/IEKOMMYHMKALUMOHHOM ceTn "UHTepHeT", a Takxe
CeTeBbIX aApecoB B eAMHYI0 aBTOMaTU3UPOBAHHYIO MHPOPMALMOHHYIO cuctemy "EAMHBLIN peecTp
OOMEHHbIX WMMEH, yKasaTesfeW CTPaHWUL, CanToB B WMHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM CEeTU
"MHTepHeT" ” ceTeBbiXx aZpecoB, MO3BONAKOWMX WMAEHTUPULMPOBATL CalTbl B WMHGOPMALMOHHO-
TeNEeKOMMYHUKaUMOHHOMN ceTn "UHTepHeT", cogepawme nHGopmaLmio, pacnpocTpaHeHNe KOTOpo B
Poccuitckoit depepaumm 3anpeleHo”, B OTHOWEHMM WMHOOPMAUMKM, COoAEepXKalLen npennoxeHue o
PO3HWYHOWN TOProBae J/IeKaPCTBEHHbIMW MNpenapaTamu, B TOM YMC/IAEe AUCTAHLUMOHHBIM CMOCOHOM,
PO3HWYHAsA TOProB/as KOTOPbIMW OrpaHUYeHa WM 3anpelieHa B COOTBETCTBMM C  HACTOALLMM
denepanbHbiM 3aKOHOM, U (MK) MHPOPMALMK, CoAEpPHKallleld NpeanoXKeHne O PO3HMYHON Toprosne
JIeKapCTBEHHbIMM MpenapaTtamun, B TOM 4YMcle AUCTAaHLMOHHBIM CNOcobOM, NLAMKU, HE MMEIOLWMMHM
JINLUEH3NUN M paspelleHUss Ha OCYLECTBNEHWE TaKOW AeATeNbHOCTW, ec/lv MOoJyYeHUe NULEH3UU U
pa3spelleHua npeayCcMOTPEHO 3aKOHOAaTeIbCTBOM 06 06palleHMM NeKapCTBEHHbIX CPeACTB;

(n. 24 B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspeleHnin Ha BBOA B IPaXOaHCKUA 060pOT  MMMYHOBMONOTMYECKUX
JIeKapCTBEHHbIX NPenapaTos.
(n. 25 BBegeH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.01.2024 ct. 5 pononHsaetca n. 26 (®3 ot 19.10.2023 N 503-d3). Cm. byayLLyto peaaKkumio.

KoHcynbTaHTIAOC: NpumedaHme.

Ct. 5.1 pacnpocTpaHaeTca Ha MOJHOMOYMSA, KOTOpble He nepeaHbl A8 OCYLWEeCTBAeHWUA OpraHam
rocyZapCTBeHHOM BAacTu cybbekToB PO 1 opraHam MecTHOro camoynpaB/ieHWs COOTBETCTBYOLWUMM
depepanbHbiMm 3akoHamum (O3 ot 13.07.2015 N 233-03).

Cratba 5.1. MNepepgaua ocywecTBNAEHUA NOAHOMOUUA deaepanbHbIX OPraHOB UCMNONHUTENIbHOW
B/IAaCTU NpU O0OpalLeHUM NEKAPCTBEHHbIX CPEACTB OpraHam MCNONHUTENbHOM BAACTU Cyb6bEKTOB
Poccuiickoit degepauun

(sBepeHa depepanbHbiM 3akoHOM 0T 13.07.2015 N 233-93)

MonHomouuns degepanbHbiX OPraHOB UCMOAHUTENBHOW BAACTU NpU 06palLeHUN NeKapcTBEHHbIX
CPeAacTB, MpeAyCMOTPeHHble HacToswmm denepanbHbIM - 3aKOHOM, MOTYT nepegasaTbci  gnA
OCYLLEeCTB/IEHUA  OpraHam  WCMOJHWUTE/IbHOW  BAacTM  cybbektoB  Poccuiickori  depepauum
nocrtaHoBneHuamM MpasButenbcTea Poccuiickoit Gepepaumm B nopagke, yctaHoBaeHHOM PeaepasbHbiM
3aKOHOM OT 6 OKTAbpa 1999 roga N 184-®3 "O6 06wWUX NPUHUMNAX OpraHM3aLMM 3aKOHOLATENbHbIX
(npeactaBUTENbHBIX) U UCNOAHUTENbLHBIX OPraHOB rOCYAApPCTBEHHOM BAacTM cybbekToB Poccuitckol
depepaunn’.
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Cratba 6. MonHOMOYMA OpPraHOB UCNOJIHUTENbLHOM BAacTU cybbekTa Poccuitickoir Pepepauum
npu o6paLLeHnn IeKapCTBEHHbBIX CPeacTB

K nonHomoumam opraHoB WCNOAHWUTENbHOM Bnactn cybbekta Poccuitickoit Pepepauum npwm
obpaLLeHMM NeKapCTBEHHbIX CPEACTB OTHOCATCA:

1) paspaboTka W peanuMsaums  perMoHafbHbiX MNporpamm  obecrneyeHUs  HacesneHus
JIeKapCTBEHHbIMM NpenapaTamuy;

2) ycTaHoB/leHMe npedesibHbIX Pa3smMepoB OMNTOBbIX HaAbaBOK W npedenbHbIX pPa3smepos
PO3HUYHbIX HaAbaBOK K aKTMYECKMM OTMYCKHbIM LUEeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENSMU
NeKapcTBEHHbIX MPEenapaToB, Ha JieKapcTBEHHble NpenapaTbl, BKAIOYEHHbIE B MNepeyeHb KU3HEHHO
HeobX0ANMbIX M BarKHEWLLIMX IeKapCTBEHHbIX NPenapaTos;

3) ocyuwecTeneHMe pPernoHanbHOro rocyaapCTBEHHOrO KOHTPOAA 3a NPUMEHEeHWeM LeH Ha
NleKapCcTBeHHble MpenapaTbl, BKAOYEHHble B MepeyeHb M3HEHHO HeoBXOAMMbBIX W  BarKHEMLIUX
JIeKapCTBEHHbIX MNpenapaToB, OpraHU3auMsMM ONTOBOM TOProB/AM JIEKAPCTBEHHbIMW CPEACTBAMMU,
anTeYHbIMU OPraHM3aUMAMKN, UHANBUAYANbHLIMU MNPEANPUHMMATENAMMU, UMEIOLUMN NNLEH3UIO Ha
dapMaLLeBTUUECKYIO AeATeNbHOCTb, MEAULMHCKUMM OPraHnsaumMaMn, MMEWUMU JNLEH3UI0 Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U X 060cobneHHbIMW MoapasfaeneHusmn  (ambynatopusamu,
denbalepckumm 1 GenbaliepcKko-akyLepCKUMM  MYyHKTaMK, LeHTpamu (oTaeneHusmu) obluei
BpayebHOl (cemeliHOM) MpPaKTUKK), PACNONOXKEHHbIMU B CENbCKUX HAceNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auunuy;

(8 pea. PenepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, o1 27.12.2019 N 475-93)

4) npuHATME pelleHna 06 MCNONb30BaHUKM Ha TeppuTopuKM cybbekTa Poccuiickoit degepaumm
Hapsady C peuenTaMyM Ha JieKapCTBeHHble npenapaTbl, 0QOpPMIEHHbIMM Ha OymarKHOM HocuTene,
PeLLenToOB Ha JIeKapCTBEHHbIe NpenapaTbl, CGOPMMUPOBaHHbIX B GOPME 3NEKTPOHHbIX JOKYMEHTOB.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtbA 7. Pa3paboTKa U uspaHue rocyaapcTeeHHoin dpapmaKoneu, pasmelleHre AaHHbIX O HeN

1. NMopa rocyaapcTBeHHolM dapmakoneen MOHMMaEeTCAs CBog obwmx dapmaKonenHbiX cTaTen u
dapmaKonelHbIx cTaTen.

2. PaspaboTka ob6wmx dapmakonenHbix ctaten U dapmaKonehHbiX CcTaTei, B TOM uucne
dapmaKonelHbix CcTaTeld Ha ¢apmakoneiHble CcTaHOapTHble o06pasubl, W BKAOYEHME UX B
rocyapCTBeHHyto (apMaKoner OCYLLEeCTBAAIOTCA B MOPAAKE, YCTaHOB/AEHHOM YMO/JHOMOYEHHbIM
denepanbHbIM OPraHOM MUCMOTHUTE/IbHOM BAACTH.

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

3. Pa3paboTKka dpapmakoneinHol cTaTb Ha pedepeHTHbI NeKapCTBEHHbIN NpenapaT U BKAKYeHMe
€e B rocyJapcTBeHHyo $apmaKonelo B TeYEHME CPOKA AENCTBUA 3aLUMUTbl UCKAOUYUTENbHOTO MpaBa,
YA0CTOBEPEHHOIO MAaTEHTOM Ha pedepeHTHbIM JIeKapCTBEHHbIM NpPenapar, OCyLLEeCTBAAOTCA C COrnacus
ero paspaboTumka.

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

4, TocypapcTBeHHaa ¢apmakonea W34aeTca  YNOJAHOMOYEHHbIM  dedepanbHbIM  OpPraHoOM
MCMONHWUTENbHOW BAAcTU 3a CYET cpeAcTB denepanbHOro bioasKeTa M MOANEKUT NepevsfaHuam He
pexKe Yem OAMH pas B NATb NIET, B NEPUOA MEXKAY KOTOPbIMU U3La0TCA NPUNOMKEHUA K TOCYAapCTBEHHOM
dapmaKonee, cogep:kawme obwme dapmaKkoneiHble ctatbM M (MAKn) dapmakonenHble CTaTby,
yTBEPKAEHHbIE NOC/e U3LaHUSA UM NepenssaHuns rocygapcTBeHHol papmaKkonen.
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5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOAHUTENLHOW BAACTU pasMellaeT AaHHble o
rocyfapCTBeHHOW QapmaKkonee M NPUIOKEHUAX K Hel Ha cBoem oduMLMaNbHOM cailiTe B CeTU
"MHTepHeT" B yCTAHOBNIEHHOM MM NopAAKe.

Fnasa 4. TMUEH3UPOBAHUE NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB
nu ¢APMALI,EBTVI'~IECKOV1 DEATEZIbHOCTH, FOCY,D,APCTBEHHbIﬁ KOHTPO/J1b
(HAA30P) B COEPE OBPALLLEHUA NEKAPCTBEHHbIX CPEACTB
(8 pea. PenepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JIuueH3supoBaHMe NPOU3BOACTBA JIEKAaPCTBEHHbIX cpeacTB U dapmaueBTUHecKon
OeATeNbHOCTU

1. InueH3snposaHne NPon3BoOACTBa IEKAPCTBEHHbIX CPEACTB U GpapMaLeBTUUYECKON AeATebHOCTU
OCYLLEeCTBNAETCA B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickol deaepaumu.

2. ObA3aTenbHbIM YCNOBMEM NPEAOCTaBAEHUA NMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUNOXKEHME K 3aABNEHUIO COMCKATENA NNLEH3UN NEPEYHs IeKapcTBEHHbIX Gopm U
(vnn) Bupoe dapmaueBTUUYECKMX CybCTaHUMI, KOTOpble NPOM3BOAMTE/b IEKAPCTBEHHbIX CPEACTB
HaMepeH NPou3BOANTD.

3. B cnyyae Heob6xo0AMMOCTU pacliMPEeHMA NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NIEKApPCTBEHHbIX ¢OpM M BMAOB GapMaLeBTUYECKUX CYOCTAHUMA MNPOMU3BOAUTE/Ib JIEKAPCTBEHHbIX
CPeAcCTB AO/KEH MoAaTb B JIMLEH3UPYIOWMI OpraH 3asB/eHWe O BHECEHUMM U3MEHEHWN B peectp
JIMLLEH3UI Ha NPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB.

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

4. lnueHsna Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (papMaLeBTUYECKOMN cybCcTaHLMM cnupTa
3TUNOBOro (3TaHonNa) BbIZAETCA MPWU YC0BMM HaAMYMA Yy OpraHM3aumm Ha npaBe COBCTBEHHOCTW,
X035ACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YMNpPaB/EHNA OCHOBHOMO TEXHO/I0TMYECKoro obopyaoBaHusA
ONA NPOWM3BOACTBA 3STU/IOBOrO CMNMPTA, 3apPermcTpMpoBaHHOIO B COOTBETCTBMM CO cTatben 14.1
depnepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryanpoBaHUM
npou3BoAcTBa M 060pOTa 3TUIOBOFO CNMPTa, aJKOTO/AbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUMN U 00
orpaHu4YeHmmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKkumm".

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

Ctratba 8.1. OcobeHHOCTM /NULEH3UPOBAaHUA MNPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTs
(bapmaueBTuuecKoii cybcraHumum cnupTa aTMNOBOrO (3TaHONA)
(eBepeHa DepepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

1. [eicTBMe /AMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (dapmaueBTUUYECKON
cybcTaHUMM cnupTa 3TMAOBOrO (3TaHoNa) MPMOCTaHaB/AMBAETCA B 4acTM MpaBa Ha MNPOU3BOACTBO
dbapmaueBTUYecKon cybcTaHUMM CnupTa 3TUAOBOrO (3TaHOMA) NNLEH3MPYIOWMM OpPraHoM B C/yYasXx,
onpegeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMM
OTAENbHbIX BWUAOB AeATeNbHOCTM", a TaK¥e Ha CPOK MNPUOCTAHOBNEHUSA OENCTBUA AUNLEH3UU Ha
Npou3BOACTBO 3TUI0BOrO CNNpPTa 415 NPOM3BOACTBA papmMaL,EeBTUYECKOM CyOCTaHLMM CNUpTa 3TUI0BOTO
(sTaHONa), BblAAHHON B cooTBeTCTBUM ¢ PeaepanbHbIM 3aKOHOM OT 22 HosAbpA 1995 roga N 171-93 "O
rocyaapcTBEHHOM peryinMpoBaHMM NPOM3BOACTBA U 060pOTa 3TMIOBOFO CMNMPTA, aJIKOrOJIbHOM M
cnupTocodep Kallleld  npoAyKuMu U o6  orpaHuyeHuMM notpebneHunsa (pacnuTus) aNKorosibHOM

npoAayKkuum".

2. [eicTBne /NMUEH3UM Ha NPOM3BOACTBO J/IEKAPCTBEHHbIX cpeacts (papmaueBTUUYecKoi
cybCcTaHUMM cnuMpTa 3TUNOBOro (3TaHoNa) B 4YacTM MNpaBa Ha NpPOM3BOACTBO ¢apmaLeBTUYECKOM
cybCTaHUMM cnupTa 3TUOBOro (3TaHONa) NPeKpallaeTca AULEH3UPYIOWMM OpraHomM B CAy4ask,
onpeaeneHHblx ctaTtben 20 PeapepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nunueHsnpoBaHMM
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OTAEeNbHbIX BUAOB AeATeNbHOCTM", a TaKXe C AaTbl NpeKpalleHUA WAM aHHY/IMPOBAHUS AEeNCTBUSA
JINLUEH3NN Ha MPOU3BOACTBO 3TU/IOBOrO CNMpTa ANA MPOU3BOACTBA dapmMaleBTUYECKOW cybcTaHLMm
cnupTa 3TUNOBOro (3TaHO/a), BblAAHHOM B cooTBETCTBMU ¢ PenepasbHbiM 3aKOHOM OT 22 Hosabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryinpoBaHUM MPOM3BOACTBA M 0O60pPOTa 3TUIOBOrO CNUPTA,
a/IKOrONIbHOM U CIMPTOCOAEp)Kallel NpoayKuMM M 06 orpaHudeHun noTtpebaeHus (pacnutums)
a/IKOrosIbHOM NpoayKumn'.

KoHcynbTaHTlAOC: NprMeYyaHme.

Ct. 8.2 Ha Tepputopuax LoHeuko HapoaHoi Pecny6auku, JSlyraHckoin HapogHoilt Pecny6aukm,
3anoporkckon obnactu, XepcoHckon obnactm npumensietca ¢ 01.09.2024 (d3 ot 04.08.2023 N 428-
®3).

Ctratba 8.2. OcobeHHOCTM AuUEH3UpoBaHUA ¢dapmMmaueBTUYECKOW [eATeNbHOCTU B 4acTu
OCYLLLeCTB/IEHUA ONTOBOIA TOProB/aN IEKAPCTBEHHbIMU CpeACTBaMM
(sBepeHa depepanbHbiMm 3akoHOM OT 04.08.2023 N 428-d3)

1. JeictBne nnuLeH3snM Ha GapmaLleBTUHECKYIO AeATENbHOCTb B YaCTU OCYLLECTB/IEHMA ONTOBOWA
TOProBAM  JIEKAPCTBEHHbIMMU  CpeacTBaMWU  ONA  MEAUUMHCKOrO  MPUMEHEHMA  MNpeKpalaeTca
JINUEH3NPYIOWMM OPraHoM B Cy4asx, onpeaeneHHbix ctatbel 20 PegepanbHoro 3akoHa ot 4 masa 2011
roga N 99-®3 "O nMUEH3MPOBAHUM OTAE/bHbIX BWAOB AEATe/NbHOCTU", a TaKXKe Mo pelleHuo
JNINLEH3NPYIOLLEFO OpraHa, NPMHATOMY B COOTBETCTBMM C HACTOALLEN YacTblo. B cnyyae BbisBAEHUS Npu
OCyLecTBNeHNUN deaepanbHOro rocyaapcTBEHHOro KOHTposiAa (Hagsopa) B cdepe obpaleHus
NEeKAPCTBEHHbIX CPEeACTB HAPYLUEHUA OpraHu3auMelrt oNnTOBOM TOProBAN NEKapCTBEHHbIMM CPeacTBaMM
TpeboBaHMit yacten 1 - 3 cratbm 53 Hactoswero PenepanbHOro 3aKoHa AEWUCTBUE NULEH3UM Ha
dapmaueBTMHECKYIO AeATeNbHOCTb B 4aCTU OCYLLECTBAEHMA OMNTOBOM TOPrOBAM NEKapCTBEHHbIMMU
cpeacTeamm AnAa MeauMLUMHCKOro NpUMEHEHUS NPUOCTaHABANBAETCA B TeYeHUe AecATU paboyunx AHen co
OHA BbIAB/NEHMA YKa3aHHOro HapylweHus. [lenctene AnueH3nmn Ha GapmaueBTUYECKYIO AeATENbHOCTb B
YacTM OCYLLEeCTBNEHMA ONTOBOM TOPFOB/IM JIEKAPCTBEHHBIMU CPeacTBAMU  ANA  MeAULMHCKOTo
NPUMEHEHNA NPUOCTaHAB/IMBAETCA HA CPOK, KOTOPbIN onpeaenaeTcs MMUEH3UPYIOWMM OpraHom (Ho He
MeHee 4YemM Ha OAMH Mecsl), MO WUCTeYEHMM KOTOPOro AeNCTBME AAHHOW NULEH3UM NOANENKUT
NPEeKpPaWEeHN0 Ha OCHOBAHMW pPeELUEHMA JIMLLEH3UPYIOWEro OpraHa, 3a MWCKAOYEHUMEM Cc/y4as,
YKa3aHHOro B YacTK 2 HACToALWEN CTaTby.

2. [eiicTBME NNLEH3MM Ha GapMaLeBTUYECKYIO AeATebHOCTb B YaCTU OCYLLECTBNEHUS ONTOBOM
TOProBAN J/IEKAPCTBEHHbIMM CPEeACTBaMM AN  MEAMUMHCKOrO MPUMEHEHUA, [OeNcTBUME KOTOpoM
NPMOCTAaHOB/IEHO B COOTBETCTBUM C YacCTblo 1 HacToALEN CTaTbW, NOA/EKUT BO30OHOBAEHUIO B C/y4ae,
€C/IN B Nepuos NPWOCTAaHOBNEHUA OeNCTBUS SAHHON NIMLEH3MM B pamMKax AocyaebHoro o6:kanoBaHus
peleHne KOHTPO/IbHOTO (HaA30PHOr0) OpraHa B YacCTM BbiSIBIEHHOIO HapyLeHus TpeboBaHuit yacTei 1 -
3 cTatbk 53 HacToswero PesepanbHOro 3aKOHa OTMEHEHO. B yKazaHHOM c/lyyae AelicTBUe IMLEH3MM Ha
bapMaueBTUYECKYIO AEATe/IbHOCTb B 4YacTW OCYLECTB/IEHWA OMNTOBOW TOPrOB/AM JIEKAaPCTBEHHbIMU
CpeacTBamMmmn Ana MegUUMHCKOTro NpUMeEHeHUA BO306HOBAAETCA He no3gHee oAHOro paboyero gHA Co
[AHA OTMEHbI PEeLLIEeHNA KOHTPO/IbHOrO (HaA30PHOM0) opraHa.

Cratba 9. locypapcTBeHHbI KOHTPOAb (Hag3op) B chepe obpalueHns NeKapCcTBEHHbIX CPeacTB
(8 pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocymapcTBeHHbI KOHTpoAb (Hag3op) B coepe o06palleHMs NEeKapCTBEHHbIX CPeacTs
OCYLLEeCTBAAETCA NocpeacTBOM ¢efepanbHOro rocygapcTBEHHOro KoHTpons (Hagsopa) B coepe
obpalleHMA NeKapcTBeHHbIX CPeacTs U deaepanbHOro rocyAapCTBEHHOMO JNLLEH3MOHHOIO KOHTPOAA
AesATe/IbHOCTM MO NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB, OCYLLECTBASEeMbIX defepasbHbiMU OpraHamm
NCMONHWUTENbHOW BNACTU, YNOJHOMOYEHHbIMYM MpaBuTenbcTBom Poccuiickon Pegepaumn.

2. Mpegmetom denepanbHOro rocyAapcTBEHHOTO KOHTposA (Haasopa) B chepe obpalueHus
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NNEKAPCTBEHHbIX CPeacTB ABNAKOTCA:

1) cobnogeHne obssatenbHbix TpeboBaHUI B chepe 0bpallLeHns NeKapCTBEHHbIX CPeACTB, B TOM
ynucne:

a) TpeboBaHWN K AOKAMHUYECKMM WCCNeA0BaHUAM JIEKapCTBEHHbIX CPEACTB, KAUHUYECKUM
NUCCNelOBaHUAM /IEKAapCTBEHHbIX MNpenapaTtoB, W3roTOB/IEHUIO, XPaHEHUIO, NepeBO3Ke, BBO3Y B
Poccuitickyio depepaumio, OTMNYCKy, peanusaluu, nepenade, nNpojake /NeKapCTBEHHbIX CPeJCTs,
NPUMEHEHUIO NIEKAPCTBEHHbIX MPEnapaToB, YHUUYTOMKEHUIO NEKAPCTBEHHbIX CPEACTB, YCTaHOBAEHUIO
NPoun3BOAUTENAMU fIEKaPCTBEHHbIX MPenapaToB LieH Ha JieKapcTBeHHble npenapaThbl, BKAOYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX M BarKHEMNLLMX 1eKapCTBEHHbIX NpenapaTos;

6) TpeboBaHWMI K COOTBETCTBMIO JNEKAPCTBEHHbIX CPeACTB, HaxoAAwwuxca B obpalieHun,
nokasaTtensam Kayectsa, 3GHeKTMBHOCTN U 6e30NacHOCTM, YCTaHOB/IEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUI K cobntoaeHnio cybbeKkTamm 06paLleHUs NeKapCTBEHHbIX CPeAcCTB, YKa3aHHbIX B
yactu 1 ctatbn 67.1 HacTosiwero denepasibHOrO 3aKOHA, OrPaHUYEHUI, Haaraemblix ctatbsamu 67.1 m
67.2 HacToAwero PeaepanbHOro 3aKoHa;

2) cobniogeHue  ANUEH3MOHHBLIX  TpeboBaHWM K ocywecTBleHuilo  dapmaLleBTUYECcKon
AeATeNbHOCTH;

3) cobntogeHne TpeboBaHWMA K NpenocTaBAeHU0 CcybbekTamu obpaleHua eKapCTBEHHbIX
cpeactB  MHPOPMALMM O NIEeKAPCTBEHHbIX CpeacTBax M (MNM)  NeKapCTBEHHbIX Mpenaparax,
npeaycMoTpeHHoM ctaTbamm 9.1, 52.1 n 64 HacToAwero PeaepabHOro 3aKOH3;

KoHcynbTaHTlAKOC: NpumeyaHume.
C01.03.2026 n. 4 4. 2 cT. 9 yTpaumBaeT cuay (43 ot 20.10.2022 N 405-D3).

4) cobntogeHne npegyCMOTPEHHbIX cTaTbel 55.1 HacToawero ®eaepanbHOro 3akoHa TpeboBaHuii
K MNPOBEAEHMIO 3KCMNEPUMMEHTA MO OCYLWLECTBJAEHUIO PO3HWMYHON TOProBAW  JIEKAPCTBEHHbLIMM
npenapatamuM Ans MeAULMHCKOro MPUMEHEHUs, OTMYCKaeMbiMU MO peuenTy Ha NeKapCTBEHHbIN
npenapar, AUCTaHUMOHHbIM crocobom.
(n. 4 BBegeH depepanbHbiM 3akoHOM oT 20.10.2022 N 405-03)

3. Mpu ocywecTsneHnn deagepanbHOro rocyaapcTBEHHONO KOHTpons (Hagsopa) B coepe
0o6palleHMA IeKAPCTBEHHbIX CPeACTB MNPOBOAATCA chedylolme BuAbl KOHTPOJIbHbIX (HaA30PHbIX)
MepOonpUATUIA:

1) AOKYMeHTapHaA NPOBepKa;

2) Bble3aHasA NPOBEPK];

3) BbIBOPOYHbIN KOHTPO/1b KAYecTBa;
4) KOHTPOIbHaA 3aKYNKa;

5) MHCNEKLUMOHHBIN BUSUT;

6) HabnogeHwe 3a cobnogeHnem obasaTenbHbIX TPeboBaHUM (MOHUTOPUHT 6HesonacHOCTW)
(dapmakoHaazop).

4. OpraHusauua u ocyuwlectsneHne denepanbHOro rocyfapcTBEHHOrO KOHTpona (Haasopa) B
chepe obpalleHMn NeKkapCcTBEHHbIX CPeacTB peryanpytotca PegepasibHbiM 3akoHoM oT 31 utona 2020
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roga N 248-d3 "O rocyaapCTBEHHOM KOHTpose (Hag3ope)  MyHUUMNAAbHOM KOHTpose B Poccuintckoi
depepaunn’.

5. BHennaHoBbIM BbIGOPOYHLIM KOHTPO/b KayecTBa MPOBOAMTCA B TOM YMC/Ne Ha OCHOBaHWUM
nporpaMmbl MPOBEPOK.

6. NnaHoBbIN BbIBOPOUHbIA KOHTPO/Ib Ka4yecTBa He NpoBoAUTCS.

7. Mo pe3ynbTaTam BbIBOPOYHOrO KOHTPO/IA KayecTBa Hapaay C peweHnammn, npeaycMoTPeEHHbIMM
depepanbHbim 3akoHOM oT 31 nionsa 2020 roga N 248-93 "O rocyaapCTBEHHOM KOHTpone (Haa3ope) u
MyHUUMNaNbHOM KOHTpone B Poccuiickon deaepauyumn”, dpeaepanbHbIMU OpraHamn UCMONHUTENBHOM
B/1ACTU, YMOJIHOMOYEHHbIMM Ha OCYLLECTBNEHUE BbIOOPOYHOrO KOHTPO/A KayecTBa, MPUHUMALOTCA
cneayrolpe peleHma:

1) o panbHelwem rpaxgaHCKOM obopoTe cepuu, NapTUM COOTBETCTBYIOWLErO JIeKapCTBEHHOro
CpeAacTBa B C/y4ae MoATBEPXAEHMA MO pesy/bTaTam NpoBeaeHHbIX UCMbITaHWI COOTBETCTBUA KayecTBa
NIeKapCcTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TpeboBaHNAM;

2) 06 M3bATUM M3 rpaskaaHckoro obopoTta cepuu, NMapTUM COOTBETCTBYIOLLErO /€KapCTBEHHOMO
CpeAacTBa B C/yvae BbIABJAEHMA MO pesy/bTaTaM MPOBeAeHHbIX UCMbITaHWMI HECOOTBETCTBMUA KadecTsa
NIeKapCcTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TpeboBaHNAM;

3) o nepeBoAe NEKAPCTBEHHOrO CPeACTBA Ha NOCEPUIAHbIN BbIBOPOUYHbIMN KOHTPO/b KayecTsa
NeKapCTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIABAEHMSA HECOOTBETCTBUA KAuyecTBa /IEKAPCTBEHHOMO
CcpeacTBa yCcTaHOBNEHHbIM TpeboBaHMAM M (Npu HeobxoAMMOCTM) O NpoBepKe cybbekTa obpalueHus
NeKapcTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUIAHOTO BbIBOPOYHOIO KOHTPOAS,
ON/IauMBaloTCA NPOU3BOAMTENIEM JIEKAPCTBEHHOro cpeactsa /AMb60 AepraTenem WAW BAALENbLEM
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOrO Npenapara.

8. PepepanbHbIA rOCYAAPCTBEHHBIN IMLEH3NOHHDBIW KOHTPO/Ib AEATENbHOCTM MO MPOM3BOACTBY
NIEeKapCTBEHHbIX CPeACTB OCYyLEeCcTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM PoccuiicKoi
depepaunn.

Crartba 9.1. Mporpamma npoBepoK
(eBegeHa degepanbHbim 3aKkoHOM oT 11.06.2021 N 170-93)

1. B uenax opraHun3saLmm BbIBOPOYHOrO KOHTPOSA KauyecTBa JIEKapPCTBEHHbIX CPeACTB GopmupyeTcs
nporpamma npoBepOK.

2. Ona uenel peannsaumu NpPorpammbl NPOBEPOK MPOU3BOAMTENN NIEKAPCTBEHHbIX CPeAcTB U
OpraHvM3auMn, OCYLLeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeactB B Poccuiickyto  degepaumio,
NPeLoCTaBASAOT B  OTHOLIEHUM JIEKAPCTBEHHbIX CPEACTB A/  MEAMUMHCKOTO MNPUMEHEHUA B
YNO/NHOMOYEHHbIN ¢deaepanbHblit OpraH WCNONHUTENbHOM BAACTM, OCYLLECTBAAOWMNA PYHKUMM nNo
KOHTPOMIO W Hag3opy B chepe 34paBOOXPaAHEHMA, B OTHOWEHMM NEKAPCTBEHHbIX CPeAcTB A4/a
BETEPUHAPHOIO MPUMEHEHUA B YMOJHOMOYEHHbIA ¢denepanbHbli OpraH WMCMNOAHUTENbHON BAACTMH,
OCYLLECTBAALWMNN GYHKLMM MO KOHTPOAIO M Haa30py B chepe obpalleHna NeKapCcTBEHHbIX CPeacTB Ans
BETEPUHAPHOIO NPUMEHEHUA, CBEAEHUA O CepuaX, NapTUAX SIEKAPCTBEHHbIX CPeACTB, NMOCTyNatoLWmx B
rpaxgaHckmii obopoT B Poccuiickoit Pepepaunn, B nopagke, coctaBe U obbeme, YCTaHOBAEHHbIX
yKa3aHHbiMM deaepanbHbIMM  OpraHaMuM MUCNOSHWUTENBHOW BAAcTM B OTHOLIEHWUW JIeKAPCTBEHHbIX
CpeacTB ANA MEANUMHCKOTO MPUMEHEHUA U B OTHOLUEHUW JIEKAaPCTBEHHbIX CPEACTB ANA BETEPUHAPHOIO
NPUMEHEHNA COOTBETCTBEHHO.

3. MNporpamma npoBepoK GOPMUPYETCs Ha KaneHZapHbii rog B cpok go 30 aekabps roaa,
npeaLecTByoLWEero rogy nposeaeHUs BbI6OPOYHOro KOHTPOASA.
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4. B cnyyae HacTyneHua coObITMIA, yKasaHHbIX B nognyHktax "6" m "B" nyHKTa 2 yactm 6
HacToAlen cTaTbM, PpeaepasbHbIM OPraHOM UCMNONHUTENbHOW BNACTM, OCYLLECTBAAIOWMM QYHKLMMU NO
KOHTPOJIIO M Hagsopy B coepe 34paBOOXPaHEHUs, dedepanbHbIM OPraHOM WCMOJIHUTENbHOM BAACTy,
ocyLwecTsAAOWUM GYHKUMM MO KOHTPOJIIO M Haa30py B chepe 0bpalLeHUsa NeKAapCTBEHHbIX CPeACTB ANs
BETEPUHAPHOTO MNPUMEHEHUA, NPU  HeobXOAMMOCTM BHOCATCA COOTBETCTBYIOWME W3MEHEHUs B
nporpammy NpoBepPOK.

5. B nporpammy NpoBEPOK MOTYT BKAKOYATLCA MEPONPUATUS C YYETOM HapyLLEHUN, BbISBEHHbIX B
pamKax KOHTPOJIbHbIX (HaZ30PHbIX) MEPONPUATUI 32 NPeablAyLLINA KaNeHaapHbIA roj,.

6. Mporpamma NPOBEPOK COAEPHKMUT:

1) nepeyeHb NeKapCTBEHHbIX CPeACTB, 0TOOP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PpamMKax
BbIBOPOYHOro KOHTPOIA, GOPMUPYEMBII C YH4ETOM PE3y/IbTaTOB roCyAapPCTBEHHOIO KOHTPOAA (Hag3opa)
B chepe 06palleHNAa NeKapCTBEHHbIX CPeACTB 33 KaneHAapHbIM rog, nNpeawecTBylOWMI rogy
npoBeAeHnA BbIBOPOYHOTO KOHTPOAS;

2) yKasaHue Ha cobbiTe, HaCTymnjeHWe KOTOpPOro SBASETCA OCHOBAaHWEM A/ OCYLLECTBAEHMUSA
BbIOOPOYHOrO KOHTPOASA:

a) nosyyYyeHMe CBeAEHUI, NPeACTaBAAEMbIX B COCTaBe U 0bbeme, yCTaHOB/EHHbIX deaepasnbHbimM
OPraHOM WCMNONHUTENbHOW BAACTM, OCYLLECTBAAIOWMM GYHKLMM NO KOHTPOAD M Haa3opy B coepe
3/ paBOOXpaHeHNA, deaepasbHbIM OPraHOM UCMOAHUTENIbHOM BNACTW, OCYLLECTBAAIOWMM GYHKLMW MO
KOHTPO/IO M Haa30py B chepe obpalleHNs NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NPUMEHEHUS, O
cepusax, MapTUAX JIEKAPCTBEHHbIX CPEACTB, MOCTYMNaloWMX B TparkAaHCKM 060poT B Poccuiickoit
depepaumn, YyKasaHHbIX B NyHKTe 1 HacToAwwen 4acTM, OpraHM3auMAMM, OCYLLECTBAAIOLMMU
NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB B Poccuiickon Peapepaumm M BBO3 IEKAPCTBEHHbIX CPEACTB B
Poccuiickyto Pegepaumto;

6) nonyyeHme noctynatoueit B NnopsaaKe, yCTaHOBNEHHOM cTaTbel 64 HacToswero ®eaepanbHOro
3aKOoHa, MHGOpPMaLMM O NOBOYHbIX AENCTBUAX, HEXENATE/IbHbIX PeaKLMAX, CEPbe3HbIX HeXenaTebHbIX
peakuyuax, HenpeasnaeHHbIX HeXenate/ibHblX peakymax npn npumeHeHnn neKapCTBeHHbIX NpenapaTtos,
06 MHAMBUAYANIbHOW HEMNepeHOCMMOCTU, OTCYTCTBMU 3PPEKTUBHOCTM NEKAPCTBEHHbLIX MpenapaTos, a
TakKe 06 MHbIX daKTax U 0b6CTOATENLCTBAX, NPEACTABNAIOLMX YIPO3Y KMU3HM U 340POBbLIO YE/IOBEKA
NMBO KMBOTHOrO NPU NPUMEHEHMM NEKAPCTBEHHbIX NPEnapaToB W BbIABNAEHHbIX Ha BCEX 3Tanax
obpalLeHMa nekapcTBeHHbIX NpenapaToB B Poccuitickoit Pepepaumm n apyrnx rocyaapcrseax;

B) noaydyeHue B cooTBeTcTBUMU ¢ DegepanbHbim 3akoHOM oT 31 uiona 2020 roga N 248-d3 "O
rocygapcTBeEHHOM KOHTpone (Hagsope) M MyHMUMNANbHOM KOHTposie B Poccuiickon depepaumn”
cBeZleHUN 0 MPUYMHEHUM Bpeda UAN 06 yrpose NPUYMHEHUA BPeaa YKU3HW, 340POBbI0 rpaxkaaH Uau
KUBOTHbIX.

Cratba 9.2. FlocyAapCcTBEHHDbIN KOHTPOAb (Haa30p) 3a peanusaumneil opraHamu UCNONIHUTENbHON
Bnactn cybbektoB Poccuiickoii degepaunn nonHomouuit B chepe ob6palieHUA NeKapcTBEHHbIX
CPeacTB ANA MeAULMHCKOro NPMMeHeHUA

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

1. TocyAapcTBEHHbIM KOHTPO/Ab (HaA30p) 33 peanusaumeirt opraHamuM WMCNOJIHUTENbHOW BAACTU
cybbekToB Poccuiickon degepaumm nosHomounn B chepe obpalleHUs NeKapcTBEHHbIX CPeacTB As
MeAMLMHCKOrO MPUMEHEHUs  OCYLLECTBAETCS  YMNOJHOMOYEHHbIM [paBuTenbcTBOM  Poccuiickoi
desepaunn opraHom UCNOJHUTEIbHOM BAACTM.

2. [lpeameToM rocyAapcTBEHHOTO KOHTpons (Hagsopa) 3a peanvsauven  opraHamu
NCNOSIHUTENbHON BRacTn cybbektoB Poccuitckolt depgepaumm nonHomoumn B chepe obpalueHun
NeKapcTBEHHbIX CPeACTB ANA MEeAMLMHCKOro NpUMEHEHUA ABAAETCA CoboaeHne ynoaHOMOYEHHbIMU


consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE166EE2AEBA327670BA4A275D65E4C69D92D9F8B14628762BD8C1690B372DE0AB7325DC683F9AEC2E3N4M5Q
consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE166EC2AEEA02C670BA4A275D65E4C69D92D9F8B14628561BF8C1690B372DE0AB7325DC683F9AEC2E3N4M5Q

21

opraHamu WUCNONHUTENbHON BNACTU Cy6'beKTOB Poccuitckol dJe,qepau,MM MEeTOOUNKN YCTaHOBJ/1IEHUA
npeagenbHbIX pPa3mMepoB ONTOBbLIX HaA6aBOK N npegenbHbiX pPasmMepoB PO3HUYHbIX HaﬂﬁaBOK K
d)aKTMLIECKMM OTNYCKHbIM LeHaM, YCTaHOBJ/IEHHbIM NMPON3BOAUTENAMMN NEKAPCTBEHHbLIX NpPenapaTtos, Ha
NNeKapcCTBeHHble nMNpenapaTtbl, BKAKYEHHblIE B nNepe4vyeHb XWU3HEHHO HEO6XOAVIMbIX N BarKHEnLWmnx
NNeKapCTBEHHbIX NMpPenapaTos.

3. Mpu OCyWecTBNEHUN FOCYAAPCTBEHHOTO KOHTponsa (Hag3opa) 3a peanusauuen opraHamu
NCNONHUTENbHON BRacTn cybbektoB Poccuitickoit Pepepaumm nonHomoumin B chepe obpalleHua
JIeKAapCTBEHHbIX CPEeACTB  ANA  MeAMUMHCKOro MPUMMEHEHUs NpPOBOAATCA c/leaylowume  BUAbI
MepPONPUATUIA:

1) BOKYMEHTapHble NPOBEPKYU;
2) Bble3aHble NPOBEPKM.

4. OpraHu3aumMs W OCYLECTB/IEHME TOCYyAapCTBEHHOrO KOHTpona (Hagsopa) 3a peanusauumen
opraHamu UCMOJIHUTE/IbHOM Bnactu cybbekToB Poccuinickon ®Pepepauum nosHomounii B chepe
06paLLeHMA NEeKAaPCTBEHHbIX CPEACTB 418 MeAMLMHCKOro NpumeHeHus peryaupytotca deaepanbHbim
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-®3 "O6 06WwMX NPUHUMNAX OpPraHM3aLMM 3aKOHOAATENbHbIX
(npeacTaBUTENbHBIX) U UCNONAHUTENbHbLIX OPraHOB rOCYAAapPCTBEHHOMW BAacTM cybbeKkToB Poccuifickoii
Pepepaunn’.

5. TMonoxeHne O TrOCYyZapCTBEHHOM KOHTpose (Hafa3ope) 3a peanusaumert  opraHamu
WCNONIHUTENbHON BRacTn cybbekTtoB Poccuitckolt depepaumm nonHomoumn B chepe obpalleHun
NIeKAPCTBEHHbIX CPEACTB AN MEeULMHCKOIO NPUMEHEHMA yTBeprKaaeTca MNpaButenbcTBom Poccuinckoi
depepaunn.

CratbA 9.3. PerMoHanbHbIA rocyAapcTBeHHbI KOHTPOAb (Hag30p) 3a NpUMeHeHMeM LeH Ha
JleKapCcTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEeHHO Heob6XoAMMbBIX U BarKHeMULMUX
JNIeKapCTBEHHbIX NpenaparTos

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

1. PervoHanbHbIi rocy4apcTBEHHbIN KOHTPOJIb (HaA30p) 33 NPUMEHEHMEM LLIEH Ha JIeKapCTBEHHble
npenapatbl, BK/IOYEHHble B MNepeyeHb XKU3HEHHO HeobXOAMMbBIX W BarKHEMWMX JIeKapCTBEHHbIX
npenapaToB, OCYLLECTBAAETCA OPraHOM WMCMOSHUTENbHOW BAacTM cybbekTa Poccuiickon Pepepauuu,
YNOJHOMOYEHHbIM BbICLUMM UCNONHUTEIbHBIM OPraHOM rocy4apcTBEHHOM BAacTu cybbekTa Poccuiickom
depepaumn.

2. MpegmeToM PermoHabHOro rocyapCTBEHHOTO KOHTPOASA (Hag3opa) 3a NpMMeEHEHMEeM LieH Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MNepeYeHb KMU3HEHHO HeoBXOAMMbBIX U BarKHEWWWX
NeKapcTBeHHbIX MpenapatoB, ABAAETCA Ccob6/l0AeHWe  OpraHM3auMaMM  OMNTOBOW  TOPrOBAM
NeKapcTBEHHbIMU cpeactsamu, anTeyYHbIMK opraHusaumMamu, WMHANBUAYANbHbIMK
npeanpuHUMaTENAMKN, UMEIOWNMM INLEH3UIO Ha PapMaLLeBTUYECKYIO AeATeNbHOCTb, MegULUMHCKUMM
OpraHM3aumMAMM, UMEIOLLMMWN ANLEH3NIO HA dapMaLLeBTUYECKYIO AeATeNbHOCTb, U MX 060cobaeHHbIMK
noapasgeneHnamu (ambéynatopuamu, denbaiepckumm u  dGenbaepcko-akyWepckKUMmN MyHKTamMu,
ueHTpamn (oTaeneHuamun) obuien BpayebHoM (cemelHOM) NPaKTUKKU), PACMOJIONKEHHBIMU B CENbCKUX
HaceNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3auMu, npu peannsaumu
NeKapCcTBEHHbIX MpenapatoB TpeboBaHU K MPUMEHEHMIO LEH, YPOBEHb KOTOPbIX He [AO/KeH
npeBbIWaTb CyMmMmy GaKTUYECKON OTMYCKHOM LieHbl, YCTAHOBAEHHON NPOU3BOAMTENEM /IEKAPCTBEHHbIX
npenapaTtoB, W KOTOpble He MpPeBbIAT 3apPerucTPUPOBAHHbLIX MpPeaesibHbIX OTMYCKHbIX LEH, M
pasmepoB ONTOBbIX HagbaBOK W (MAKW) pasMepoB PO3HUYHLIX HaAOABOK, He MPEBbIAOWMX
COOTBETCTBEHHO Pa3MepoB NpeaenbHbIX ONTOBbLIX HaA6aBOK U (MIM) PaZMepPOB NpeaesbHbIX PO3HUYHbIX
HaabaBOK, YCTAaHOB/IEHHbIX B cybbeKTe Poccuiickon deaepauum.

3. Opl'aHM3aLI,VIFl N ocyuwecrts/ieHne pernoHasbHOro rocyaapCrBeHHOro KOHTpoaA (Hap,aopa) 3a
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NPUMEHEHMEM LEH Ha JIEKapCTBEHHbIE NPEenapaTbl, BKAKOYEHHbIE B NepeYeHb *KU3HEHHO HEOOXO4MMbIX
N BaXKHeMLWMX NeKapCTBEHHbIX NpenapaToBs, peryampytotcs deaepanbHbiM 3akoHoM oT 31 utona 2020
roga N 248-d3 "O rocyaapCTBEHHOM KOHTpose (Hag3ope) U MyHUUMNanAbHOM KOHTposie B Poccuitckol
depepaunn’.

4. NonoXeHne o permnoHaibHOM rocyapcTBEHHOM KOHTpO/e (Haga3ope) 3a NpUMeEHEHUEM LieH Ha
NNeKapCTBeHHble MNpenapaTtbl, BKAKOYEHHblIE B nNepe4vyeHb XWU3HEHHO HEO6XOAVIMbIX M BaxKHenLWmnx
JIEKAPCTBEHHbIX MPEenapaToB, YTBEpPXKAAeTca BbICLUMM MCMOAHUTENIbHbIM OPraHOM rocyAapCTBEHHOWM
B/1IaCTU cybbeKTa Poccuitckon ®egepauymn.

Cratba 9.4. ®PepepanbHbli roCyAaApPCTBEHHbIA NIMLEH3UOHHDbIA KOHTPO/b AEeATEeNbHOCTU No
NPOU3BOACTBY IEKAPCTBEHHbIX CPeACTB
(eBepeHa degepanbHbiMm 3akoHOM oT 11.06.2021 N 170-93)

1. depepanbHbIii rOCYAAPCTBEHHbIN /IMLEH3MOHHBIA KOHTPONbL AEATENbHOCTU MO NPOU3BOACTBY
NeKapcTBEHHbIX CPeacTB ocyllectBaseTca ¢deaepanbHbiIMM - OpraHaMyM  UCMOAHWUTENBHOW  BAACTMH,
yNoAHOMOYEHHbIMK MpaBuTenscTBom Poccuiickoit deaepaumu.

2. degepanbHbIit rocyaapCcTBEHHbINA NNLEH3UOHHbIA KOHTPONb AEeATeNIbHOCTM MO NpPOM3BOACTBY
JIeKapCTBEHHbIX CPeACTB OCYLLEeCTBAAETCA B cooTBeTCTBUM ¢ PepepanbHbiM 3akoHOM OT 4 maa 2011 roga
N 99-®3 "O nnueH3npoBaHMMN OTAE/bHbIX BUAOB AeaTenbHocTU" 1 PegepanbHbim 3aKoHOM OT 31 mions
2020 ropa N 248-®3 "O rocyaapCTBEHHOM KOHTpoJsie (Hag3ope) U MyHMUMMNAaAbHOM KOHTpOJie B
Poccuiickoir ®epepaumn”. B pamkax denepanbHOro rocygapCTBEHHOIO JIMLEH3MOHHOIO KOHTPOS
OeATeNbHOCTU MO MPOU3BOACTBY JIEKAPCTBEHHbIX CPeACTB M/AaHOBble KOHTPOJ/IbHblE (Hag30pHbIE)
MEepPONPUATUA HE NPOBOSATCA, MPU 3TOM NPOBOAUTCA NEepMoAnYecKoe MOATBEPKAEHME COOTBETCTBUA
JNINLEH3NATOB NINLEH3NOHHbIM TPeboBaHUAM B COOTBETCTBUMN ¢ PeaepanbHbiM 3aKOHOM OT 4 mana 2011
roga N 99-®3 "O nuueH3MpoBaHUN OTAENbHbIX BUAOB AeATelbHOCTM" .

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE UCCNTEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE UCCNNEAOBAHUA
NNEKAPCTBEHHbIX NMPEMNAPATOB A/11 BETEPUHAPHOIO NPUMEHEHUA

CrtaTtba 10. Pa3paboTKa neKapCTBeHHbIX CPeacTB

1. Pa3paboTKa NeKapCcTBEHHbIX CPeACTB BK/AOYaeT B cebs MOMCK HOBbIX (apMaKoN0rMyYecku
aKTUBHbIX BELLEeCTB, MoC/AedylolWee WU3yYeHWe WX JIeKAPCTBEHHbIX CBOWMCTB, [AOKAMHUYECKUE
nccnenoBaHuaA, paspaboTKy TexHoorMin npoussoacTBa GapmaLeBTUYECKUX CybCTaHUMi, paspaboTky
COCTaBOB M TEXHO/I0MMIA NPOM3BOACTBA SIEKAPCTBEHHbIX NPenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTKN NeKapPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYeT:
1) cpeacts depepanbHoro brogKeTa;
2) cpeAacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEeACTB;

3) cpeacTs npou3BoAMTENEN  NIEKAPCTBEHHbIX  CPeACTB  NPW  BbINOJHEHUM  Hay4HO-
nccneaoBaTenbCkux  paboT no  A0roBopy Mexay paspaboTyMKom  IeKapCTBEHHbIX CPeacTs U
npousBoguTeNem IeKapCcTBEHHbIX CPeacTs;

4) MHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuitickoit deaepalimm UCTOYHUKOB.

3. MNpaBa  pa3paboTuMKa  NIEKApPCTBEHHOTO  CPEACTBA  OXPAHAKTCA  TPaMKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. AOoKAnHNYecKoe uccnepoBaHUe NEKAPCTBEHHOro cpeactsa ANA MeAULMUHCKOro
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npUMeHeHus

1. loknMHMYecKkoe nccnenoBaHWe NEKapCTBEHHOro CpeAcTBa AN MeAMLMHCKOro MpUMeHeHus
nposoauTCA nytem npummMmeHeHuUA Hay4HbIX MeTOoA0B OUEHOK B UenAxXx nosiydyeHnA [AO0Ka3aTeNbCTB
6e3onacHOCTH, KayecTBa U 3PpPEeKTUBHOCTU IEKAPCTBEHHOIO CPeACTBa.

2. [JOKAMHWYeCcKoe UCCAefoBaHWE NIEKAPCTBEHHOIO CPeacTBa AAA MeAULMHCKOro nNpumMeHeHuA
NPOBOANTCA B COOTBETCTBUW C MpPaBUAAMW Hadsiexallehn nabopaToOpHON MPaKTUKKU, YTBEPKAEHHbIMMU
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENIbHOW BAACTU.

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

3. nsa opraHusauuu U nNpoBeaeHus AOKIMHUYECKOTO MCCef0BaHUA JIeKapCTBEHHOMO CpeacTBa
ANA MeAMLMHCKOro NMpUMeHeHUs pa3paboTuyMKy NeKapCTBEHHbIX CPEeACTB MOTYT MPUBAEKATb Hay4yHO-
nccnepoBaTeNbCkMe opraHMsalumn, obpasoBaTesibHble OpraHM3auumn Boiclero o6pasoBaHna, UMetoLwme
HeobXxoAMMYIO  MaTepuanbHO-TEXHMYECKYD 6a3y M KBaAMUUMPOBAHHbLIX  CMEUMasncTtoB B
cooTBeTCTBYtOLWEN 06/1aCTM UCCAef0BaHuUA.
(B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loKAMHUYEeCKoe UccnefoBaHMe NEeKapCTBEHHOro CPeacTsa ANA MEeAMUMHCKOTO NMpUMeHeHUs
NPOBOAUTCA MO YTBEPXKAEHHOMY Pa3paboTUMKOM JIEKapPCTBEHHOrO CPEACTBa MAaHy C BeAeHWeM
NMPOTOKONA 3TOr0 MCCAeA0BaHUA M COCTaB/IeHMEM OTYeTa, B KOTOPOM COZEpPMKaTcA pesy/ibTaTbl 3TOro
NCCNef0BaHUA U 3aKNIOYEHME O BO3MOMHOCTM MPOBEAEHMA  KJAMHUYECKOrO  WCCedoBaHuA
JIEKapCTBEHHOrO npenapara Aasa MeauLMHCKOro NPUMEHEHMUS.

5. lMpoBeaeHne npoBepoK cobaoAeHMA nNpaBua Hagnexaweln /1abopaTopHOM MNPaKTUKU U
NpaBoOBbIX HOPM WCMNO/Nb30BaHUA KMBOTHbIX MNPU NPOBEAEHUU AOKAMHUYECKMX WUCCAeA0BaHWUM
JIEKApCTBEHHbIX CPeAcTB AN MeAUUMHCKOrO NPUMEHEHUA OCYLLECTBASAETCA  YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENIbHOM BN1ACTHU.

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

6. Pe3ynbTaTbl AOKAMHUYECKOrO WUCCAEAO0BaHMA JIEKapCTBEHHOro CPeacTsa Ans MeAMLMHCKOro
npPUMeHeHnA MOryT ObiTb NpPeacTaB/eHbl B YNOJHOMOYEHHbIN peaepanbHblit opraH MCNONHUTENIbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENSAX rOCyAapCTBEHHOW perncTpaLmm A1eKapcTBeHHOro npenapara.

Cratba 12. [OKAMHMYECKOe uccnepoBaHUE JIeKAapCTBEHHOrO CpeacTBa M KAMHUYECKoe
uccnepoBaHue IeKapCTBEHHOrO Npenaparta AsA BETePUHAPHOro NPMMeHeHus

1. JoKknnHnyeckoe uccnepoBaHue NeKapCTBEHHOIo cpeactsa 414 BETEPUHAPHOIO NpMMeHeHUA
nposoguTCA nytem MnpuMeHEeHUA Hay4dHbIX METOA40B OUEHOK B UENAX MNOoJly4eHUA [O0Ka3aTeNbCTB
6e3OI'IaCHOCTM, KavyecTtBa Bd)CbEKTI/IBHOCTM NEeKapCTBEHHOrO CpeacrTtBa, B TOM 4yucne onpeaeneHna Cpoka
€ro BbiBe4eHUNA U3 OpraHn3ma XMBOTHOIO, B LLeNAX obecneyeHuns 6e3onacHoOCTH npoAyKUUN XKNBOTHOIO
NPpoOUCXoxageHna nocne npuMmeHeHNA COOTBETCTBYHOLWENO 1IEKAPCTBEHHOIO Npenaparta.

2. JOKNMHNYecKoe uccnefoBaHMe NeKapCTBEHHOrO CpeacTBa W KAMHUYECKoe WUccnenoBaHue
NNeKapCTBEHHOIo npenaparta ANA BETePUHAPHOro npmMmeHeHua, nccneaosaHume 6MO3KBMBANEHTHOCTU
YKa3aHHOIo /1eKapCTBEHHOIo npenaparta NpoBoAATCA B COOTBETCTBMU C NpaBuU1amMu, yTesepXgeHHbIMU
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom NCNOJIHUTENbHOM BNACTU.

3. JOKNMHNYecKoe uccnefoBaHMe NeKapCTBEHHOrO CpeacTBa W KAMHUYECKoe WUccnenoBaHue
NNEKAPCTBEHHOIo npenapata A4OaA BETEPUHAPHOINO MNPUMEHEHUA NpPpoBOAATCA NO YTBEPXKAOAEHHOMY
pa3pa6OT‘-IVIKOM NEKapCTBEHHOIO Cpeacrtesa naaHy C BeAeHUMEM MPOTOKO/1I0B 3TUX VICCﬂe,CI,OBaHl/Iﬁ n
COCTaB/1IEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA Pe3y/IbTaTbl 3TUX MCCﬂe,ﬂ,OBaHMVI.

4. na opraHnsauumn n nposegeHnAa JOKIMHNYECKOTo nccnenoBaHnA 1eKapCTtBeHHOro cpeacrtea U
KIMHNYECKOro unccnegoBaHnA N1eKapCTBEHHOro npenapata  ANAa BeTepUMHApPHOro npumMmeHeHuAa
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pa3pa60TqMK NEeKapCTBEHHOIo cpencrtea MOXET NpuBJ/IEKATb OpraHuM3auunn, nmerwmne HeO6X0,£I,MMyI-O
MaTepPUNaNbHO-TEXHUYECKYIO 6a3y n KBaﬂMq)VILI,MpOBaHHbIX cneunannctos B COOTBeTCTByPOU.LeVI obnactu
nccnengoBaHuA.

5. KnnHn4yeckne uccnenoBaHUA NEKapCTBEHHbIX MpenapaToB Ans BETEPUHAPHOro NMpUMeHeHUs
NPoBOAATCA B BETEPMHAPHbIX OPraHM3auMsaX W B OPraHM3aumsaX, OCYLLECTBAAIOWMX pa3BegeHue,
BbIpalLMBaHME U COAEPKAHUE }KUBOTHbIX, B LLENSAX:

1) ycTaHOBNEHMA NEPEHOCUMOCTUN IEKAPCTBEHHbIX NPENApPaToB 340P0BbIMU }KUBOTHbIMU;

2) no,a,60pa ONTUMA/IbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MPENAPATOB W KypCa /e4YeHMA Ha
KOHerTHOVI rpynne XXnBoOTHbIX C onpeaeneHHbimMm 3a60ﬂeBaHMEM;

3) yctaHoBneHWa  6e3omacHoCcTM U 3GPEKTUBHOCTM  JIEKAPCTBEHHOrO  NpenapaTa,
npegHasHa4yeHHOro ANs JieYeHUAa onpefeneHHblX 3aboneBaHU KUBOTHbIX, WMAN 3PDEKTUBHOCTU
JIEKAPCTBEHHOTO npenapara A NpopunakTUKM 3ab601eBaHN 340P0BbIX YKUBOTHbIX;

4) n3y4yeHUs BO3MOXKHOCTEM paclIMPEHUsA MOKa3aHW K MNPUMEHEHUIO 3apPerncTpUpoBaHHOro
JIEKAPCTBEHHOrO Npenapara U BbisiBIeHUA paHee HEU3BECTHbIX MOOOYHbIX AECTBUN.

6. KnMHMueckoe uccnenoBaHWe NEKapCTBEHHOrO npenaparta A48 BeTepUHAPHOro NpumeHeHus
OCYLLEeCTBNAGTCA 3a CYET CPpeaCTB pa3paboTyMKa NeKapCcTBEHHOIO cpeacTsa.

7. Ot4yeTbl © pe3ynbtataXx AOKAMHUYECKOro wuccneaoBaHMA NEKapCTBEHHOrNo cpeacrtea wu
KIMHNYECKOTo UnccnegoBaHnA NeEKapCTBEHHOIoO npenapata  AN1Aa BEeTeEPUHAPHOrro nNpuMMeEHEHUA
COCTaBNIAKOTCA pa3pa6OTLIMKOM NNIEKAPCTBEHHOINo Cpeacrtea C y4eTom 3aK/Il0YEHNN opraHmsau,Mﬁ,
NPUHUMaBLWINX y4aCTue B oOpraHn3aumm n nposegeHmn aTnux MCCﬂeAOBaHMVI.

8. KOHTpOI’Ib 3a nposeageHnem LOOKANHUYECKUX VICCﬂe,EI,OBaHMVi NIEKapPCTBEHHbLIX Cpeacts w
KIMHNYECKUX MCCﬂe,EI,OBaHMﬁ NIEKAPCTBEHHbLIX MpenapaTtoB ANA BEeTepUHAPHOro npumeHeHuUA
ocyuwecrsnAaeTca yno2IHOMOYEHHbIM ¢e,u,epaanb|M OopraHom NCNONIHUTENbHOW BNACTM.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETUCTPALUN
NEKAPCTBEHHDbIX NMPEMNAPATOB

CraTtba 13. FlocyaapcTBeHHaA perncTpauma NeKapcTBEHHbIX NpenapaTos
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpuMeyaHme.

Jonyckaetca NpuUMeHeHMe B MeAULMHCKUX LLeNAX He 3aperncTtpmpoBaHHbIX B PP nekapCTBEHHbIX
npenapaTos, COAEPKALLNX HAPKOTUYECKME CPEeACTBA MU NCUXOTPOMHbIE BELLeCcTBa, BBE3eHHbIX B PP
B COOTBETCTBUM C Y. 3.1 cT. 47 gaHHOro gokymeHTa (M. 8 c1. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickoit depepaumm JonycKatoTcs NPOU3BOACTBO, M3rOTOB/IEHME, XPAaHEHWE, NepeBo3Ka,
BBO3 B Poccuitckyio depepaumio, BbiBo3 M3 Poccuitickoin ®egepaunn, peknama, oTnycKk, peannsaums,
nepeaava, NPUMEHEHWNE, YHUUTOMKEHWE NEeKapCTBEHHbIX MPenapaTtoB, €CAM OHW 3aperncTpuMpoBaHbl
COOTBETCTBYIOLWMUM YNOAHOMOUYEHHbIM degepanbHbiM OPraHOM UCNOHUTEIbHOM BAACT.
(yacTb 1 B peq. depepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. locyaapcTBEHHOM perncTpaunm noasiesar:

1) Bce nekapcTBeHHble npenapatbl, BNepsble Noanexaliue BBoay B obpalieHne B Poccuiickom
depepauny;
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2) NnekapcTBeHHble NpenapaTtbl, 3aperucTpUpoBaHHble paHee, HO MPOU3BEAEHHblE B APYrux
NeKkapcTBeHHbIX GOpPMax B COOTBETCTBMM C MepeyHem HaMMeEHOBAHMUI IeKapCTBEHHbIX ¢opm, B HOBO
[03MPOBKe NPW A,0Ka3aTeIbCTBE ee KNAMHUYECKON 3HAYMMOCTU U 3GPEKTUBHOCTY;

3) HOBble KOMBUHALMMN 3aPErMCTPUPOBAHHbIX PaHEee IeKapCTBEHHbIX NpenapaTos.

3. FocyaapcTBeHHAA perncTpaumsa NeKapCcTBEHHbIX MPenapaToB OCYLLeCTBAAETCA NO pesy/ibTaTam
3KCMepTM3bl NIEKAPCTBEHHbIX CPEACTB, a roCyAapcTBeHHaA peructpaumsa opdaHHbIX eKapCTBEHHbIX
npenapaTtoB OCYLIECTBAAETCA MO pe3ynbTaTaM 3KCMepTM3bl AOKYMEHTOB, MNpPeACcTaBAEHHbIX ANA
onpeaeneHns BO3MOMKHOCTM  PacCMaTpPUBaTb JIEKAPCTBEHHbIM nNpenapaT 4Anf  MeauUMHCKOro
NPMMEHEHWUA NPU  OCYLLECTBIEHUM T[OCYAAPCTBEHHOM perncTtpauum B KayectBe Op¢daHHOro
NleKapcTBEHHOTO NpenapaTa, U No pe3yabTaTaM 3KCMepTU3bl NEKAPCTBEHHbIX CPEACTB.

4. locypapcTBeHHas perucTpaums NeKapCTBEHHOTO npenapara ocylecTsnaeTca
COOTBETCTBYIOLLMM YNONHOMOYEHHbIM beaepanbHbiM OPraHOM WCMOJHUTENbHOW BIACTU B CPOK, He
NpesbIWAoWUIA cTa wectngecatTn paboumx AHeW Co AHA MPUHATUA COOTBETCTBYHOLLErO 33AB/EHUA O
rocyfapCTBEHHOW perncTpaumm NekapcTBeHHOro npenapaTta. B yKasaHHbIA CPOK BK/lOYaeTcA Bpems,
HeobxoAnmoe A/ MOBTOPHOrO NPOBeAEeHMA 3KCNepTU3bl IeKapCTBEHHOIO CPeACTBa B COOTBETCTBUM CO
cTaTbel 25 HactoAwero PegepanbHoro 3akoHa. CpoK rocyaapCcTBEHHOW pPerncTpauumn JIeKapcTBEHHOro
npenapata WCYUCNAETCA CO [AHA NPUHATUA COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM WCMOJIHUTENbHOW BAACTM COOTBETCTBYIOLLErO 3aAB/JEHMA O FOCYAAPCTBEHHOM perncrpauuu
NIeKapCTBEHHOrO npenapata C MPUIOKEHNEM HeobXoAuMbIX AOKYMEHTOB MO JeHb BblAauu
PerncTpaunoHHOro  yAOCTOBEPEHMA NEeKapCTBEHHOro npenapaTta. Bpemsa, Heobxogumoe ans
Hanpas/seHWA YNOJHOMOYEHHbIM defepanbHbIM  OpPraHOM MUCMOJIHUTENbHOM BAAcTM  3anpoca o
npeacraBneHnM HeobxoauMMbIX MaTepranoB 1 NPeACcTaBleHNa 3aaBUTeIeM OTBETA Ha JaHHbIN 3aMpoc B
COOTBETCTBUM €O cTatbamm 16, 19 mn 23 HactoAwero PenepanbHOro 3aKOHA, HE y4yUTbIBAETCA MNpU
NCYNCNEHMM CPOKA rOCYAapPCTBEHHOW perncTpaLmm ekapcTBeHHOro npenapara.

5. TocyaapCcTBEHHOW perucTpauumn He Noa/iear:

KoHcynbTaHTlAtOC: NpuMeyaHue.
C 01.03.2025 8 n. 1 4. 5 c1. 13 BHOCATCA M3MeHeHua (D3 o1 30.12.2021 N 463-03).

1) nekapcTBeHHble npenapaTbl, U3rOTOB/IEHHbIE aMNTEYHbIMU OPraHU3aUMAMM, BETEPUHAPHbIMU
anTeYHbIMWU OpPraHM3aLMAMU, UHAMBUAYANbHBIMU NPEANPUHMMATENAMM, KOTOPLIE UMEIOT NIMLLEH3MIO Ha
bapmaLeBTUYECKYIO OeATeNbHOCTb, MO peLenTaM Ha JeKapCTBEHHble npenapatbl M TpeboBaHUAM
MeANUNHCKUX OpraHM3aLUmii, BEeTePUHAPHbIX OpraHM3aLmii;

2) NeKapcCTBeHHble MnpenapaTbl, MNpMOBpPeTeHHble GU3NYEeCKMMW AMLAMK 33  npedenamu
Poccuiickolt depepaumm n npeaHasHauyeHHble 4 IMYHOTO UCMO/Ib30BaHMS;

3) nekapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickyio Peaepaumio Ana  OKasaHuA
MEAMLMHCKOW TMOMOLWM MO KM3HEHHbIM MOKA3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUM
paspeLleHus, Bbl4AaHHOIO YNOJHOMOYEHHbIM dpesepasbHbiM OPraHOM UCMOJHUTENILHOM BNACTY;

4) NNEKapPCTBEHHbIE CPEACTBA, BBO3MMbIE B POCCI/IIZCKYI-O dJe,u,epau,mo Ha OCHOBAaHWW BblOAHHOIO
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNOSIHUTENbHOWN BNACTU pa3speweHna n npeaHa3Ha4eHHble
ana nposegeHnAa KANMHUYECKUX MCCJ'IE,D,OBaHVIIz NEKAPCTBEHHbLIX MpenapaTtos " (MHM) nposeaeHnA
9KCNEepPTU3bl  N1EKAPCTBEHHbLIX  Cpeacts  AnA ocywecrBneHunA I'OCV,CI,apCTBEHHOﬁ perncrpauunm
NEKapPCTBEHHbIX MPeENapaTos,

5) dapmauesBTUYecKkme cybcTaHUmy;

6) pagmModapmaLeBTUYECKME NeKapCTBeHHbIe MpenapaTtbl, U3roTOB/MEHHbIE HEMoCPeACTBEHHO B
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MeONLNHCKUX OpraHn3sauunAax B nopAaake, yCtaHoOB/1IEHHOM YMNOJIHOMOYEHHbIM d)e,qepaanblm OopraHom
NCNOSIHUTEIbHOM BNacTu,

7) nekapcTBeHHble NpenapaTbl, NPOM3BOAMMbIE AN1A SKCMOpPTa.
6. He gonyckaeTtca rocygapcTBeHHanA perncrpauma:

1) nekapcCTBEHHbIX MPEnapaToB, OT/MYAIOWMXCA APYr OT Apyra KayecTBEHHbIM COCTAaBOM
OEeNCTBYIOLLMX BELLECTB, No4 OAMHAKOBbIM TOProBbIM HAUMEHOBAHUEM;

2) o4HOro NeKapCcTBEHHOro npenapara, NpeAcTaBfeHHOro Ha rocyAapCTBEHHYIO perucTpaumio B
OTHOLIEHMM OAHOrO M TOMO e [JepKaTeNs WAM BNagenbla PerucTpauMoHHOro yAoCTOBEepeHMs
NleKapCTBEHHOro npenapaTta B BuAe ABYX M 6onee NEKApCTBEHHbIX MPEenapaToB Mo Pa3inyHbIMM
TOProBbIMM HaMMEHOBaHMAMM.

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

7. Mo 3anpocy (B 3neKTPOHHON dopme MAM Ha BymarkKHOM HocuTene) cybbekta obpalleHus
JIeKapCTBEHHbIX  CPeacTB  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  deaepasibHbiM  OpraHom
WCMNOJIHUTENbHOM  BNACTW, OCYLLECTBAAIOWMM TOCYAAPCTBEHHYIO  PErncTpaumio  JIeKapcTBEHHbIX
npenapaTtoB, B YCTaHOBAEHHOM WM MOpPSAAKE OCYLLECTBAAETCA HayyHOe KOHCY/IbTUPOBaHWE MO
BOMPOCaM, CBA3aHHbIM C MPOBEAEHUEM LOKAUHUYECKUX UCCAeAO0BaHUNA, KIMHUYECKUX UCCed0BaHUiMI
NeKapCcTBEHHbIX MPEenapaToB, 3KCMepTU3bl KayecTBa J/IEKAPCTBEHHbIX CpeacTB, 3OGEKTUBHOCTU MU
6e30MacHOCTM, C OCYLECTBIEHNEM T[OCYAAPCTBEHHON PErucTpauumn NeKapcTBEHHbIX MPenapaTos.
KOHCyNbTMPOBaHME OCYLLECTBAAETCA C MpuBAeYeHNeM eaepanbHbiX FOCyAapcTBEHHbIX GHOAMKETHbIX
YUYPEXKAEHUIN, NOABEAOMCTBEHHbIX AaHHOMY deaepasbHOMY OpraHy WCMOAHWUTENbHOW BAAacTU U He
YYacTBYIOLWMX B OpraHM3auum NpPoBeAEeHUA 3KCNepTU3bl KayecTBa JIEKAPCTBEHHbIX CPEACTB B LENAx
OCYLWLECTBNIEHMUA MX TOCYAAPCTBEHHOM perncTpaumm B COOTBETCTBMM CO cCTaTbeit 16 HacTosAwero
desepanbHOro 3aKoHa, B BUAE OTBETa B MMCbMEHHO dopme YyNoAHOMOYEHHOTO deaepanbHOro opraHa
WCMNONHUTENBHOW BNAcTM Ha 3anpoc. Pasmep B3MMaemoil C 3aABUTENsA NAaTtbl onpeaenserca B
COOTBETCTBMM C 3aKoHoAaTenbcTBOM Poccuiickoit depepaumm 06 opraHusaumm npeaocTaBfieHus
rocyAapCTBEHHbIX W MyHMUMNAAbHbIX  ycayr. WMHpopmauma 06  OCYyLLeCTBAEHMM  HAy4yHOrO
KOHCY/NIbTUPOBAHUA, B TOM YuMC/ae CTaTbM, 0630pbl, CpaBoYHble MaTepuanbl U MHas MHbOpMauusa 06
OCYLLECTB/IEHNUN  HAy4yHOro  KOHCY/IbTUPOBAHUA,  pasMelaeTcs Ha  oduuManbHOM  cauTe
YyNosHOMOYeHHOro ¢enepasibHOro opraHa MCNOAHUTENbHOM BAacTK B ceTh "MHTepHeT" ¢ cobaoaeHem
OrpaHMYEHUI, YCTAHOBNEHHbIX 3aKOHOAATEIbCTBOM O MEPCOHa/bHbIX AaHHbIX, KOMMepYecKon u (unn)
rocyfapcTBeHHOM TaliHe.

8. FocypapcTBeHHan perucTpaumsa JIeKapcTBEHHbIX MPEenapaTos, KOTOpPble MpegHasHauveHbl As
NPMMEHEHWUA B YCNOBUAX BOEHHbIX [AEWCTBUIA, UYPE3BbIYAMHbBIX CUTyaumi, nNpesynpexaeHus
ypesBblYalHbIX CUTYaUMiA, NPOPUNAKTUKN U NeYyeHnn 3abosieBaHMI, NPeACTaBAAIOWMX ONAacHOCTb AA
OKpY»Katowmx, 3a601eBaHNA U NOPAXKEHWIA, MONYYEHHbIX B pe3y/bTaTe BO34eNCcTBUA HebaronpuATHbLIX
XMMUYECKNX, BMONOrMYECKNX, paamaumMoHHbIX GaKTOpoB, M KoTopble paspaboTaHbl B TOM 4yucae no
3afaHnio deaepanbHbiX OPraHOB WCMNOMIHUTENbHOW BAACTM, YNOAHOMOYEHHbIX B 06/1acT 06OPOHbI
CTpaHbl U 6e30NacHOCTV roCyAapcTBa, a TaKXKe /IeKapCTBEHHbIX CpeacTs B caydae ux gedekTypbl Uan
pUCKa BO3HWKHOBEHWA AedeKTypbl B CBA3M C BBEAEHMEM B OTHOWeHMW Poccuitickoit depepaumm
OrPaHNUYNUTENbHbLIX MEpP 3KOHOMMYECKOro XapaKTepa OCYLLEeCTBAAETCA B NopAdKe, YCTaHOBAEHHOM
Mpasutenbcteom Poccuiickoin ®eaepaumn.

(8 pea. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-d3, o1 08.03.2022 N 46-93)

Cratba 14. MpuHUMNbI 3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTM3a NEKAPCTBEHHbLIX CPeaAcCTB OCHOBbIBAETCA Ha NpUHUMNAX 3aKOHHOCTH, CO6I'IIO,£I,€HMF!
npas " CBOﬁOﬂ| yesioBeka W rpaxgaHuHa, npaB LOpUANYECKOro Jauvua, HEe3aBUCMMOCTU 3SKCNepTa,
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O6'beKTVIBHOCTVI, BCECTOPOHHOCTN U MNOJIHOTbI MCCﬂeAOBaHMﬁ, nposogmmbiX C WUCMNOJSIb3OBAHUEM
COBPEMEHHDbIX ,D,OCTM)-KEHVIﬁ HAayKNU U TEXHUKU, OTBETCTBEHHOCTU cbe,u,epaanoro rocygapCrBeHHOro
6|'0,D,)K€THOI'O ydypexgeHnma no npoBegeHUo 3KCNEPTU3bl NNEKAPCTBEHHbLIX CpeacCTB UM 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBO aKCNepPTU3bI.

2. 9KcnepTu3a JIeKapCTBEHHbIX NPEenapaToB A4/19 MeANLMHCKOTO MPUMEHEHMA BK/IOYaeT B cebs:

1) aKCnepTM3y [AOKYMEHTOB, MPeACcTaBNeHHbIX AN OonpejeneHUs BO3MOMKHOCTU pacCcMaTpuBaTb
NIEKAPCTBEHHbIN npenapat Aaa MeAUUMHCKOrOo MPUMEHEHMA MPU OCYLLECTBAEHUM FOCyAapCTBEHHOMN
pernctpauunmn B Kayectse oppaHHOro IeKapPCTBEHHOrO Npenapara;

2) IKCNepPTN3y NpeanoxXeHHbIX METOA0B KOHTPO/1A Ka4yeCTBa IEKAPCTBEHHOTO CPeACTBa U Ka4eCTBa
npeacrtaBneHHbIX O6pa3LI,OB NNEKapCTBEHHOrIo cpeacrtea C MUCNONb30OBaHMEM 3TUX METOAO0B (,u,anee -
9KCNEPTU3a Ka4eCTBa JIEKAPCTBEHHOTO CpeACTBa),‘

3) 3KCMepTU3y OTHOLIEHWA OXMOAEMOM MNOAb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NleKapcTBEHHOro Nnpenapara;

4) 3KcnepTu3sy PEerucTpaumoHHOrO AO0Cbe HAa JIEKAapCTBEHHbIV MpenapaTt B Lefsax onpeaeseHus
B3aMMO3aMEHAEMOCTU IEKAPCTBEHHbIX NPenapaTos A1A MeLULNHCKOTO NPUMEHEHMA.
(n. 4 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

3. 3|<cnepTM3a NEKaPCTBEHHbIX MPENapaToB A/ BETEPUHAPHOINoO NpMMeHeHUA BK/IKOYAET B cebs
9KCNEepPTHU3y KayecCTtBa /NEKAPCTBEHHOINo Cpeacrsa UM 3KCNEPTU3Y OTHOWEHUA ommp,aefv\oﬁ nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA IEKAPCTBEHHOIO Npenaparta.

Cratba 15. depgepanbHoe rocyAapcTBEHHOe 6lOAKeTHOe yupeXXgeHue No NpPOoBEeAEHUI0
3KCnepTu3bl NEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NPoBOAMTCA deaepasbHbIM rocyAapCTBEHHbIM BIOAMKETHBIM
yUYpeKAeHMEM COOTBETCTBYHOLLErO YNOJHOMOYEHHOTO $eAepasbHOr0 OpraHa UCMONHUTE/IbHOM BAACTMH,
CO3ZaHHbIM A/1a obecrneyeHuss UCMOJIHEHUS TMOJIHOMOYMI 3Toro ¢denepasbHOro opraHa Mo Bblgaye
paspeleHnii Ha NPOBEAEHUE KIMHMYECKMX WUCCNeAO0BaHUIA NIeKapCTBEHHbIX MpenapaToB W (Mau) no
rocyZ,apCTBEHHOW PErncTpaLumn 1eKapCcTBEHHbIX MPENapaToB (Jasiee - IKCMePTHOE yUpeKaeHue).

Cratba 16. OpraHusauuma nposeaeHUsa 3KCNepPTU3bl IeKapPCTBEHHbIX CpeacTB
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a NEKapPCTBEHHbLIX Cpeacrs npoBoauTCA KomMuccuen 9KCNEPTOB 3SKCNEepTHOro
yypexaeHua, Ha3Ha4YeHHOW ero pykosoauTenem, Ha OCHOBaHUWM 3a4aHUA Ha NpoBeaeHne 3KCNepPTU3bl
NNeKapCTBEHHOrIo cpeactsa, BblAAaHHOINO YyNnoO/IHOMOYEHHbIM dJep,epaanblM OopraHom WUCMNOJIHUTEIbHOM
BNACTU. PyKoBOAMUTENb SKCNEPTHOIO yYpeXaeHuaA obecneuunBaet Hagnexallee nposegeHmne akCnepTusbl
NNEeKapCTBEHHbIX CpeacTB B COOTBETCTBUU C 3a4aHUEM, BblAaHHbIM YNO/IHOMOYEHHbIM cbe,a,epaanblM
OopraHom NCNOJIHUTENbHOM BNACTH, U OpraHuM3yeT NoAroToBky CBOAHOIO 3aK/04YeHUA 3TOl KOMMccumn. B
COCTaB 3TOM KOMMCCUMM NO peweHno pykoBoaNTENA SKCNEPTHOIO yypexxaeHna MmoryTt ObITb BK/IOYEHbI B
Ka4yecTBe 3KCnepToB /InMuUa, He pa60Tammme B AAaHHOM 3KCNepTHOM y4ypexageHnn, ecam nx cneunasbHble
3HaHWUA HEO6XOAMMI:I Aana nposegeHMA 3SKCNepPTU3bl UM TaKMe 3KCNepTbl OTCYTCTBYHOT B AadHHOM
9KCNEPTHOM y4ypexgeHnn.

2. 3KCI'IepTOM no nNpoBeaeHUNIO 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacCTB ABAAETCA aTTeCTOBAHHbIN
pa6OTHMK 9KCNEPTHOro y4ypexaeHusa, KOTOprVI MMmeeT BbiCllee meguumHCKoe, d)apMaLl,eBTMLIECKOE,
6MOJ'IOI'MLIGCKOE, BETEPUHAPHOE NN XUMUNYECKOE oﬁpaaosaHme M NPOBOAUT IKCNEPTU3Y NNEKAPCTBEHHDbIX
cpeacTs B nopAaaKke NCnosiHeHMNA CBOUX A0NTKHOCTHbIX obnasaHHoOCTEN (,a,anee - 3KCﬂepT).

3. an npoBeaeHN 3KCNEPTU3bl NEKAPCTBEHHDBIX CPEACTB 3KCNEPT HE MOXKET HaXoAUTbCA B KaKom-
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nmbo 3aBUCMMOCTU OT Nnua, HasHa4ynseLlero 3Ty akKCnepTumsy, pa3p360Tl-w|Ka NEKapCTBEHHOroO cpencrea
NN gpyrnx 3anHTepeCoBaHHbIX B pe3y/1ibTaTaxX 3KCNEPTU3bI TNLL.

4. Mpu nNpoBeAEeHUM 3SKCNepTU3bl IEKAPCTBEHHbIX CPEeACTB He Aonyckaetca wuctpeboBatb y
3aasutens nMbo WHbIX AUL, MaTepuanbl, HeobxoAMMble ANA NPOBEeAEHMA 3KCNepTu3bl. B cnydvae
He[0CTaTOMHOCTM MpPEeACTaB/AEHHbIX 3KCMNEepPTy MATEPUANoB AN AavM 3aKAHOYEHUA ISKCNEpT CTaBuT
BOMPOC O MpeacTaBAeHUM emy HeobXoAMMbIX MaTepuasnosB nepen PYyKOBOAUTENEM 3SKCMEPTHOro
yyperKaeHuna, KoTopbi 0bpallaeTcs ¢ COOTBETCTBYHOLMM 3aMpPOCOM B YNOJIHOMOYEHHbIN deaepasibHbIN
OpraH WCMOJHUTENbHOW BNACTW, BbIAABLUMIA 33aJaHME Ha MPOBEAEHME 3KCMEPTM3bl NEKAPCTBEHHOIO
cpencTBa. YKazaHHbIN desepanbHbli OpraH UCMOAHUTENbHOM BNAaCTU B TeyeHMe NATU paboumnx gHen co
OHA NOCTYN/AeHUA 3anpoca PYKOBOAUTENA SKCMEPTHOMO YYpEeKAEeHUA HanpaBaseT 3aaBUTENO0 3anNpocC O
npeAcTaBAeHUN HEOOXOAMMbIX MaTepnanos. [JaHHbI 3anpoc MOXKeT bbITb NepesaH YNoJHOMOYEHHOMY
npeacTaBuTeNlo 33aABUTENA JIMYHO MOJA PACNUCKY, HaMpaB/ieH MO MoyTe 3aKasHbIM MUCbMOM WU
nepefaH B 3N1eKTPOHHON Gopme Mo TeIeKOMMYHMKaLMOHHbIM KaHanam cBA3n. B cnyyae HanpaBneHusa
[OAHHOro 3anpoca no noyTe 3aKasHbIM MUCbMOM OH CYMTAETCA NOJIYHEHHBIM NO UCTEYEHUN LLIECTN JHEN C
[OaTbl HanNpaB/JeHWA 3aKa3HOro NMCcbMa.

(yacTb 4 B pen,. depepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNoJIHOMOYEHHOro deaepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTM B CPOK, HE NPEBbIWAWMIA AeBAHOCTa pabounx AHEN Co AHA ero nojyyYeHus.
YnonHomMoueHHbI deaepanbHbll OpraH UCMOJIHUTE/IbHOM B/1AaCTW, BblAABLUMI 3a4aHNe Ha NpoBedeHue
3KCMepTu3bl JIEKAPCTBEHHOTO CPeacTBa, B TeyeHMe NATU pabounx gHel co AHA MOCTYN/IeHus oT
3anABMTeNs OTBETA Ha JaHHbIM 3anpoc HanpaBAseT TaKoM OTBET B 3KCMEPTHOe yypexgeHune. B cnyvae
HenpeacTaB/ieHUA MO UCTEYEHUU AEeBAHOCTA pabounmx AHelr 3aABMTENeM OTBETa Ha AaHHbIXM 3anpoc
YNOJHOMOYEHHbIN desepasbHbI OPraH UCMONHUTENBHOM BNACTW, BblAABLUMI 3a4aHME Ha NpoBeaeHue
3KCMepTU3bl JIEKAPCTBEHHOIO CpeacTBa, B Te4YeHWe NATU pabounx AHel HanpaBaseT B 3KCNepTHoe
yuypexKaeHue yBegoMNeHWe O HenpeacTaBleHMM 3asBUTENIEM OTBETa Ha 3anpocC yKas3aHHOro opraHa.
Bpems co AHA HanpaB/eHWs 3anpoca SKCMEPTHOro yypexKAeHUs B YNONHOMOYEHHbIN denepasbHbli
opraH UCNOJSIHUTENbHOW BNACTU A0 AHA MOJYYEeHUS SKCMEPTHbIM yUYpeXKAEHMEM OTBETa Ha 3anpoc Uau
YBEAOMNEHUA O HenpeacTaBAEeHUMM OTBETA Ha 3anpoc He Y4YUTbIBAETCA MNPU WUCYUCAEHUU CPOKa
NpoBeAeHMA 3KCNEepPTU3bl IEKAPCTBEHHOIO CPeacTBa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. Echn B coCTaBe PerncTpauMoHHOro A0Cbe Ha JIEKAPCTBEHHbIM NpenapaTt Ana MeguunHCKOro
NPMMEHEHNS COOEPKMUTCA NpeaycMoTpeHHasa cTatber 18, uyactbto 1.1 cTtatbm 30 u cTatben 34
HacToAwero ®enepanbHOro 3aKOHa KoMuA peleHus YNONHOMOYEHHOro ¢eaepanbHOro oOpraHa
NCNOJIHUTENbHOW BNACTU O MPOBELEHUM MHCMEKTUPOBAHMA MPOU3BOAUTENS NEKAPCTBEHHbIX CPEeACTB,
3KcnepTy 0 odOpMAEHUs pe3ynbTaToB 3KCMepTU3bl JIeKapCTBEHHOro CpeacTBa NpenocTaBiAeTca B
nopsaKke WM Ha YC/loBMAX, KOTopble MNpeaycMOTpeHbl 4Yactamm 4 u 4.3 HacToswen ctatbW, Konwus
3aK/I0YEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHWAM MpaBuA
Hag/eXKallel NPou3BOACTBEHHOW MPAKTUMKKU, BblAAHHOMO YNOJHOMOYEHHbIM denepasbHbIM OpraHoOM
NCNOSIHUTENIbHOWN BNACTW.

(yacTb 4.2 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

4.3. 3asBuTtenb 0bA3aH NPeacTaBUTb B YNOJHOMOYEHHbIM deaepanbHblit opraH UCNOJIHUTEIbHOM
BJ1ACTU KOMWIO 3aK/I0YEHMA O COOTBETCTBMM NPOM3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
npaBua Hagnexkauiein NpPomsBOACTBEHHOW NPAKTMKM B CPOK, He NPEBbIWAOWMIA CTa BOCbMUAECATH
pabounx AgHel CO AHA MOAyYeHMA 3anpoca O ee MpenocTaBAeHMU. YNONHOMOUYEHHbI denepanbHbIi
OpraH WCMOJIHUTENbHOM BAACTW, BblAaBWWIA 3adaHMe Ha MPOBEAEHME IKCMepTU3bl /IeKAapPCTBEHHOTO
CpeAacTBa, B TeyeHue NATU paboumx AHEeW CO AHA MOCTYMN/IEeHUA OT 3aABUTENA KOMWUW 3aKYeHUa o
COOTBETCTBMM MPOU3BOAUTENA /IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBMA  Hag/exKalluewn
NPOM3BOACTBEHHOM MPAKTUKK, HanpaBafeT ee B 3KCNepTHOe yypexkaeHune. B cnyyae HenpeactaBaeHuUs
3aABUTENEM B YKa3aHHbI CPOK KOMUMU 3aK/AOYEHUA O COOTBETCTBUM MPOM3BOAMUTENA NEKAPCTBEHHbIX
CpeacTs TpeboBaHMSAM MpPaBUA  Hag/exawei MPoOU3BOACTBEHHON MNPAKTUKM  YNOJHOMOYEHHbIN
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denepanbHbIit OpraH MCNONHUTENIbHOW BAAacTM, BblAABWMA 3a4aHMe Ha NPOBEAEHWE 3SKCMepTUsbl
JIEKapCTBEHHOIO CpeacTBa, B TeyeHWe NATU paboumx OHEeW HanpaB/AseT B 3KCNEpPTHOE yuypexaeHue
yBe4OMNEHNEe O HeMnpeacTaB/lEHUN 3asiBUTENEM KOMWKW 3aK/OYEeHUSs O COOTBETCTBMM NPOM3BOAMUTENS
JIeKapCTBEHHbIX CPeacTB TpeboBaHMAM MPaBMA HagNeXKallen NPON3BOACTBEHHOM NPAKTUKK. Bpema co
OHA HanpaBneHMA 3anpoca 3KCMEepPTHOro YYpeXKAeHWs B YNONHOMOYEHHbI deaepanbHblii opraH
WCNOSIHUTENbHON BNACTU [0 AHA MOJYYEHMA SKCMEPTHbIM YYpPerKAEHWEM KOMUM 3aKAKYEHMA O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM MpPaBWUA  HaAJ/eXKallel
NPOW3BOACTBEHHON MPAKTUKU WAM YBEAOMIEHMA O €e HenpeacTaBleHUW He Y4YMTbIBaeTcA npwu
NCYMUCNEHMM CPOKA NPOBEAEHNSA IKCNEPTU3bI IEKAPCTBEHHOTO CPeaCTBa.

(yacTb 4.3 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

5. DKcnepT npu NpoBeAeHUM MOPYYEHHOW €My PYKOBOAUTENEM 3KCMNEPTHOFO YyYperkaeHuA
3KCnepTU3bl NEKAPCTBEHHOIO cpeacTBa 0bA3aH:

1) npoBecTM nosHOE MWCCAedOBaHME NpeAcTaBAeHHbIX emy OB6beKToB, maTepuanos, AaTtb
060CHOBaHHOE W O06BEKTUBHOE 3aK/lyeHMe MO MOCTaB/leHHbIM neped HUM  BOMPOCaM UM
MOTUBMPOBAHHOE 3aK/loYeHMe O HEBO3MOMKHOCTM MPOBEAEHUA WM 3SKCNEepTU3bl JIeKapCTBEHHOro
cpefcTBa, eCAun NocTaBAeHHble BOMPOChI BbIXOAAT 3a Npeaesbl cnelmanbHbiX 3HaHUIM 3KcnepTa, 06beKTbl
nccneoBaHNn M matepuasbl HENPUroAHbl UKW HEAO0CTAaTOUYHb! 419 NPOBEAeHNA UCCAeA0BaHMIA 1 Aaun
3aKNtOYEHUA NMBO COBPEMEHHbIN YPOBEHb Pa3BUTUA HAYKM HE MO3BO/IAET OTBETUTb HA NOCTaB/EHHbIE
BOMPOChHI;

2) He pasrnaluaTb CBEAEHUA, KOTOPbIE CTa/IM eMY M3BECTHbI B CBA3M C NMPOBEAEHMEM IKCMEPTM3bI
NeKapCTBEHHOTO CPE/CTBA, a TaKKe CBEAEeHMNA, COCTaBAIOWMNE rOCYAapCTBEHHYIO, KOMMEPYECKYIO UK
WMHYIO OXPaHAEMYH 3aKOHOM TalHy;

3) obecneunTb COXPaHHOCTb NPeACTaBNEHHbIX OO BEKTOB UCCIeA0BAHNI U MaTePUaAIOB.
6. ODKCnepT He BNpase:

1) npoBOAMTL 3KCNEPTU3Y NEKAPCTBEHHOIO CPEACTBA MO OOpaLLEHNIO HEMOCPEACTBEHHO K HEMY
OpraHusaunin namn Gusnyeckmx auu,;

2) camocTosATeNIbHO CcobupaTb MmaTepuanbl AN MNPOBEAEHUA 3SKCMEepPTM3bl JIeKapCTBEHHOro
CpeacTsa;

3) NPOBOAMUTbL 3KCNEPTU3Y NEKAPCTBEHHOTO CPEACTBA B KAUYeCTBe HEroCyLapCTBEHHOrO IKCnepTa.

7. B cnyyae HeobXxoQMMOCTM 3KCMepT BMpaBe Xo4aTalcTBOBaTb Mepes PyKosBoAUTeNnem
3KCMEPTHOMO Y4YpEeXAEHMA O MPUBAEYEHMM K MNPOBEAEHMIO 3KCMEepPTU3bl SIeKapCTBEHHOro CpeacTBa
APYrvX 3KCNepTos.

8. KarKablil 3KCnepT, BXOAALMI B COCTaB KOMMCCMM IKCMEPTOB, KOTOPOI MOPyYeHO NpoBeaeHne
3KCMepTM3bl JIEKAPCTBEHHOIO CPeAcTBa, HE3aBUCMMO M CAMOCTOATENbHO MPOBOAUT MUCCAEAO0BaHUA,
OUEHMBAET pe3y/ibTaTbl, MOJIyYEHHbIE MM JIMYHO U APYrMMM 3SKCNepTamu, u GOpPMyanpyeT BbiBOAbI
OTHOCWTE/IbHO NMOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneLmanbHbIX 3HaHUNA.

9. Pe3yf|bTaTbI 9KCNepTn3bl NEeKapCTBEHHOIoO Cpeacrtsa Od)OpMJ'IFHOTCFI 3aK/1llo4eHnemM KomMuccmm
9KCNepToB. B 3aKAIOYEHUMM KOMWUCCUM ISKCMEpPTOB YKa3biBAOTCA NepeyvyeHb MCCHEAOBaHMﬁ, obbem
nposeaeHHbIX KaXXablM 3KCNepTom MCCﬂe,EI,OBaHVIﬁ, YCTaHOB/N1IEHHbIE KaXXAbIM W3 HUX d)aKTbI n
coenaHHble B pe3ynbTaTe VICCHELI,OBaHVIVI BblBOAbI. 3KCI'IepT, MHeHMe KOTOoporo He coBnagaetr C
peweHnem KOMUCCUU 3SKCNepTOoB, BMpaBe BbIpPa3nTb CBOeE MHeEHUE B NUCbMEHHOM’ (boplv\e, KOTOpoe
I'IpVIO6LLI,a(-Z‘TCFI K 3aK/TI04EHUI0 KOMUCCUN SKCNEPTOB.

10. IKcnepTbl, BXOAALWIME B COCTaB KOMWCCMM, MNpeaynpexaalotca o6 OTBEeTCTBEHHOCTU B
COOTBETCTBMM C 3aKoHoAaTeNbCTBOM Poccuiickon desepaumm 3a gady 3akAlOUYeHUs, coaepskallero
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HeobOCHOBaHHble UK d)aJ'IbCMd)VILI,VIpOBaHHbIe BblBOAbl, O HEM OHU AAOT NOAMUCKY.

11. OnpeaeneHune ypoBHA NpodeccMoHanbHOM NOArOTOBKM 3KCNEPTOB U aTTecTauma UX Ha NpaBo
NpoBeAeHMsA 3KCNepTU3bl SIEKAPCTBEHHbIX CPeACTB OCYLLECTBASIOTCA 3KCNEePTHO-KBAIMPUKALUOHHBIMU
KOMWUCCUAMM B MOPSAAKE, YCTAaHOBAEHHOM COOTBETCTBYIOLWMM YMNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM WCMOJIHUTENIbHON BAacTU. YpoBeHb NpodeccroHasbHOM MOATOTOBKM 3KCMNEPTOB MNOA/ENKUT
NepecmoTpy YKa3aHHbIMU KOMUCCUAMM HE PEXKE YEM OAMH Pas B NATb /ET.

12. MNpaBuna nposBefeHMA 3IKCNEPTU3bl SIEKAPCTBEHHbLIX CPEACTB MU OCODBEHHOCTM 3KCNEPTM3bI
OTAENbHbIX BMAOB JIEKAPCTBEHHbIX MNpenapatoB (pedepeHTHbIX JIeKAapCTBEHHbIX MpenapaTos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaTtoB, OWMONOIMYECKMX NEeKapPCTBEHHbIX MPenapaTos,
6uoaHanoroBbix (6MOMNOAOOHbLIX) NEeKapcTBEHHbIX MNpenapaTtoB (6buMoaHanoros), romeonaTUYeCcKUX
JIEKapCTBEHHbIX MPENapaToB, IEKAaPCTBEHHbIX PACTUTE/bHbIX NPenapaToB, KOMOUHALMIN NeKapCTBEHHbIX
npenapatoB), GOpPMbl 3aKAOYEHUA KOMWUCCUM SKCMEPTOB YCTAHAB/AMBAKOTCA COOTBETCTBYHOLMUM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENLHOW BNACTU.

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

KoHcynbTaHTlAKOC: NpumeyaHue.

0o 31.12.2023 pna npenapaTtoB, MNPou3BeAeHHbix B P® B uenax wMMNopTo3ameLleHus,
YCTQHAB/IMBAETCA PEKMM  YCKOPEHHOM npoueaypbl FOCPErncrpaumm B  COOTBETCTBUW C
MoctaHoBneHnem MpasuTtenoctea PO ot 12.03.2022 N 353.

Cratba 17. MMogaya M paccMoOTpeHUe 3aABNEHUA O T[OCYAapPCTBEHHOW perucrpauum
JIeKapCTBEHHOro Npenapara 4NA BeTepPUHapHOro NpMMeHeHus
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [nAa rocysapCTBEHHOW perncTpauumM AeKapCTBEHHOro npenapata ANA  BeTepUHaApHOro
NpMMeHeHMUA pa3paboTyMK TaKOro J/IeKapCTBEHHOro npenapata WAM YNoJHOMOYEHHOe WM Apyroe
lopuanYecKkoe ANLO (Janee B HACTOALWEN cTaTbe - 3aABUTE/b) MPEACTaBAsAeT B YNOJHOMOYEHHbIV
denepanbHbIit OpraH WCNOJHUTENbHON BJIACTM, OCYLLECTBAAIOWMA TOCYAAPCTBEHHYIO PEerncrpaumto
JIeKapCTBEHHbIX MpenapaToB A1A BETEPUMHAPHOrO MNPUMEHEHUsi, B 3/IEKTPOHHOW ¢dopme uan Ha
6yMarKHOM HocuTene 3asBjeHME O TOCYAAPCTBEHHOW perncrpaumy JieKapcTBEHHOrO npenaparta Ans
BETEPUHAPHOrO  MPUMEHEHUsi, a TaKXKe B MOpPALKe, YCTAHOBJIEHHOM  COOTBETCTBYHOLMM
YNOJAHOMOYEHHbIM denepasibHbiM OPraHOM MCMNONHUTENIbHON BNACTW, B 3/1EKTPOHHOU dopme Man Ha
H6yMarKHOM HocuTene HeobxoaMMble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PerncTpaumMoHHoe Aocbe
Ha NIeKapCTBEHHbI NpenapaT 419 BEeTEPMHAPHOI0 NPUMEHEHUA.

2. B 3aAB/1I€HUN O FOCYLaPCTBEHHOM PErncTpaLLMn 1eKapCTBEHHOTO NpenapaTta A5 BeTepUHapHoro
NPMMEHEHMA YKa3blBatOTCA:

1) HanmeHoBaHMe W aapec 3aABUTENA, pa3pa60TqMKa n npoussoanTena nNeKapCTtBeHHOro
npenapata A4nA4 BETepUMHAPHOro npumeHeHnA WU aapec MmMecCcta OocyuwecTtBieHnA MNpon3BoacCTBa
NNEKaApPCTBEHHOrNo npenapata AnA BETEPUHAPHOrNo npumMeHeHunAa (B C/lydae HannymAa HECKONbKUX
Y4aCTHMKOB npouecca nponssoacrtea HeO6XO,CI,MMO YKa3aTb KaxX4g0ro 13 HMX);

2) HaMmeHOBaHME  J/IeKapCTBEHHOro npenapata AAA  BETEPUHAPHOIO  MPUMEHEHMUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNMPOBOYHOE, WAU  XMMMYECKoe W  Toprosoe
HanMeHOBaHUA);

3) nepedyeHb ,D,el‘/‘ICTBYIOLLI,MX M BCNOMOraTe/ibHbIX BeWeCTB, BXO4AWNX B COCTaB JIEKAPCTBEHHOIO
npenapaTta AaAa BeTePUHAPHOro npuMeHeHua, C YyKkadaHnem Koam4yectBa KaxXgoro n3 Hux;

4) neKkapctBeHHas ¢opma, A03MPOBKAa, CNocobbl BBEAEHMA W MPUMEHEHMS, CPOK rOAHOCTU
NleKapcTBeHHOro npenapaTa AN BeTePUHAPHOro MPUMEHeHMS;
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5) papmaKkoTepaneBTUYecKas rpynna;

6) He0bX04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncrpaumm NekapcTBeHHOro npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOLLMX YNIATY rOCyAapCTBEHHOMN MOLW/MHbI:

a) 3a npoBeAeHWe 3KCMepTU3bl KayecTBa /JIeKapCTBEHHOro CPeACcTBa M 3KCMNEPTU3bl OTHOLLEHMA
0XXMUAAEeMOW MOoMb3bl K BO3MOMKHOMY PWCKY MNPUMEHEHUS NEKAPCTBEHHOro npenapaTta A4
BETEPUHAPHOrO NPMMEHEHMWA NPU Ero rocyapcTBEHHON perncTpaunm;

6) 3a Bblgayy pernmcTpaumMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOTO NPenapara;

8) Hanunuume cornacuna, NpeaycMOTPEHHOrO 4acTbto 7 HacCToAWEM CTaTbM, €CNIM C MOMEHTa
pernctpaunn pedepeHTHOro NeKapCTBEHHOrO NpenapaTta ANA BETEPUHAPHOIO NPUMEHEHWSA MNPOLIOo
MeHee YeMm LLeCTb NeT.

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

3. PerncrpaLMoHHOe A0Cbe B LLeIAX IKCMEPTU3bI IEKAPCTBEHHOTO NpenapaTta 418 BeTePUHapPHOro
NPMMeHEeHUA GOPMUPYETCA U3 CNeayoWnX JOKYMEHTOB U CBEAEHWN:
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBeaeHuMA o fate NpPenoCTaBAEHUA U PETUCTPALMOHHOM HOMEpPE IMLEH3UM HA NPOU3BOACTBO
NIeKAPCTBEHHbIX CPEACTB, NPEeAOCTaBNEHHON MPOU3BOAUTENID PETUCTPUPYEMOrO NIEKAPCTBEHHOIO
npenaparta g5 BETEPUHAPHOIO NPUMEHEHUA, A7 POCCUNCKUX NPOU3BOAMUTENEN;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2) cBegeHWA 0 AaTe NpefoCTaB/EHUA U PErUCTPALMOHHOM HOMEPE NINLEH3UM HA NPOU3BOACTBO
JNIeKapCTBEHHbIX CPeAcTB, MNpPeaoCTaBAEeHHOM npousBoanuTento ¢apmaueBTMyeckon cybcTaHumm,
BXOAALWEN B COCTaB PErmcTPUPYemoro JeKapcTBEHHOro npenaparta 418 BETEPUHAPHOro NPUMEHEHMUS,
O POCCUMCKMX Npou3BoaguTene;

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

2.1) KonuAa [OKYMEHTa, BblAAHHOTO YMNO/JIHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENA ANA
KaX4on Npou3BOACTBEHHOM MN/AOWAAKM  PErucTpupyemoro NeKapCTBEHHOro npenapata Agns
BETEPUHAPHOrO MPUMEHEHMA M MOATBEPKAAOLWLErO0 COOTBETCTBME NPOM3BOAUTENA JIEKAPCTBEHHOIO
npenapata TpeboBaHMAM NpaBW/ Hag/erKalleld NpPou3BOACTBEHHOW MPaKTUKM, U ero nepeBos Ha
PYCCKWUIA A3bIK, 3aBEPEHHbIE B YCTAHOB/JIEHHOM MOPAAKE, @ TaKXKe KOMWA 3aK/0YEeHMA O COOTBETCTBUM
Npou3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBWU/ Had/ekalleld NpPou3BOACTBEHHOM
NPaKTUKN, BbIAAHHONO YMNOJIHOMOYEHHbIM deaepanbHbiM OPraHOM MWCMOJAHUTENBHOW BAacTU AN
KaX4on NpoOu3BOACTBEHHOM MN/OWAAKM  PErucTpupyemoro eKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHEHMUA, IMBO KONKUA pelleHUa 0 NPoBeAeHUM UHCNEKTUPOBAHUSA NPON3BOANTENS
JIeKapCTBEHHbIX CPeACTB, MPUHATOrO YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOAHUTENbHOWM
B/1ACTU ONA KaXK4oM NPon3BOACTBEHHOWM M/IOWAAKM PErnCTPUMPYEMOro IeKapCTBEHHOrO npenaparta A
BETEPUHAPHOrO NPMMEHEHUA. YKa3aHHble OOKYMEHTbl NpeaCcTaBAATCA B C/lyvyae, ecim NPoOmn3BOACTBO
JIeKapCTBEHHOrO NpenapaTta OCyLWecTBAAeTCs 3a npegenamm Poccuiickon deaepauniy;

(n. 2.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-d3)

2.2) Konua [OKYMEeHTa, BblAAHHOIO YMNOJIHOMOYEHHbIM OpPraHOM CTpaHbl MPOM3BOAUTENSA
dbapmaLeBTMUYECKON cybcTaHumu " noATBep*KAaoLEero COOTBETCTBUE npoussoauTens
dapmaueBTMUYECKON cybcTaHUMKM, BXOAALLEN B COCTaB PErnMcCTPUPYEMOro NeKapCTBEHHOro npenapara
AN BETePUHAPHOIO NPpUMeHeHUs, TpeboBaHUAM NPaBUN HaaeKallleld NPOoM3BOACTBEHHON NPAKTUKN, U
ero nepeBoj, Ha PYCCKUI A3bIK, 3aBEePEHHbIe B YCTAHOB/IEHHOM MOpPAAKE, B C/lyYyae, eCau NPouU3BoACTBO
dapmaueBTMUHECcKOM cybcTaHLMKM OocyLecTBAsSeTCA 3a Npeaenamu Poccuiickoit Pepgepaunu;

(n. 2.2 BBeaeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)
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3) NpOEKT HOPMATMBHOIO [AOKYMEHTAa Ha JieKapCTBEHHbI npenapaT 418 BeTepUHapHOro
NPUMEHEHUS;

4) [OKYMEHT, coAeprKalmii cnegyrolyto MHGopMaumio o papMaLLeBTUYECKON CybCTaHLUMN UK
dbapmaueBTUYECKMX CybCTaHUMAX, BXOAALLMX B COCTaB /IeKapCTBEHHOro npenapara Aas BeTepuHapHOro
NPUMEHEHUA:

a) HaummeHoBaHWe dapmMaueBTMYECKON CybCTaHUMKU, ee CTPYKTypa, oblime cBoicTBa (npwu
rocyJapCTBEHHOM  pernctpaumMm  MMMYHOBMOMIOTMYECKUX  JIEKAPCTBEHHbIX  MpenapaTtoB  gnas
BETEPUHAPHOrO MNPUMEHEHUA NPeaCTaBAAOTCA CBeAEHMA O LTAaMMe, BK/IOYas ero HaMMeHoBaHue,
MHPOPMaLMIO O MPOUCXOKAEHUMN, €70 CBOMCTBAX, XapPaKTEPUCTUKAX U MecTe AeNOHUPOBaHUSA);

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

6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPOM3BO/CTBA C ONUCAHNEM CTaAMi NPOU3BOACTBA U METOA0B KOHTPONA Ha BCEX
cTaamaAx NPOU3BO/CTBa;

r) uHdbopmaumsa o npumecax (He npeacTaBAseTcA MPU  rOCYAapCTBEHHOW perncrpauuu
UMMYHOBMONOTMUYECKUX NEKAPCTBEHHbIX NPenapaToB AN BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneumdmrKauma Ha papmMaLeBTUYECKYIO cybcTaHUMIo (He npeacTaBAseTca NPy rocy4apcTBEHHOM
perncTpaunmn UMmMyHo6MONOTrMUYECKUX NIEKAPCTBEHHbIX NPENapaToB AN BETEPUHAPHOIO NPUMEHEHUS);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) OnncaHme MeToanK KOHTPO/IA Ka4eCTBa,

X) pesynbTaTbl aHanu3a cepuii dapmaueBTUYECKOW cybcTaHuMm (He npeacTaBAAloTCa npwu
rOCy4apcTBEHHOM  perucTpaumMm  MMMYHOOMONOTMYECKMX  JIEKApPCTBEHHbIX  NpenapaTtoB  Asa
BETEPUHAPHOIo NPUMEHEHUA);

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

3) nepeyeHb CTaHAAPTHbIX 06paau,os WUAn BewecTs, NCNOJIb3yeMbIX NPU OCyLLEeCTBNIEHUN KOHTPOAA
Ka4ecCTBa;

M) ONMUCaHne XapaKTepnUCTuk 1 CBOMCTB YNaKOBOYHbIX MaTepnasioB N YKYNOPOYHbIX CPEACTB,;

K) [OaHHble 0 cTabunbHOCTM (He nNPeAcTaBNAIOTCA NPU  OCYAapCTBEHHOW perncrpaumm
MMMYHOBMOIOrMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETePUHAPHOIo NpUmeHeHns);
(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

I'I) CPOK rogHoCTHh, ycnosuAa XpaHeHUA;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW npoueaype perucTpaumm BOCMPOM3BEAEHHOrO MpenapaTta [AonycKkaeTca
HenpeAcTaBleHMe ONUCAaHMA METOLOB M UX AOKYMEHTA/NIbHOrO NOATBEPXAEHWUA, NPU NMUCbMEHHOM
06s3aTeNnbCcTBE UX NPEACTaBUTb B TeyeHMe 12 mecaueB co aHA peructpauumm (MoctaHoBneHMe
Mpasutensctea P® ot 12.03.2022 N 353).

5) oTyetr 0 pesynbTaTax [AOKJAMHUYECKOrO WCCAeA0BaHMA JNIeKapCTBEHHOrO cpeactsa  And
BETEPUHAPHOro MPMMEHEHUSA, BKIOYAIOWMIA ONUCaHME MEeTOA0B onpeaeneHna OCTaTOUYHbIX KOMYecTs
OENCTBYIOLLErO BeLLeCTBa (AEWCTBYIOWMX BELLeCcTB), AOCTUralowero (4ocTvratrolwmx) CUcTeMHoro
KPOBOTOKa, B MPOAYKUUU KUBOTHOTO MNPOUCXOXKAEHUA MNOocAe NMPUMEHEHUS TaKoro NeKapCTBEHHOro
CPe/ACcTBa, a TaKKe AOKYMeHTalbHOoe NoATBepKAeHWe (Baangauma) yKasaHHbIX MeToa0B;
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(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) oT4yeT O pe3ynbTaTax K/JAMHUYECKOrO UCCNeA0BaHUA JIEKAPCTBEHHOrO npenapata  Ans
BETEPMHAPHOIO NPUMEHEHUSA Y KaXKA0TO BMAA XKUBOTHbIX, YKAa3aHHbIX B MHCTPYKLUKM NO BETEPUHAPHOMY
NPUMEHEHWIO;

7) nNPOEKT WHCTPYKUMM MO BETEPUMHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOIO MpenapaTa,
cofepxKallen cneayoume ceeaeHua:

a) HaMMeHOBaHMe  NleKapCTBEHHOro npenapata [A/la  BETEPUHAPHOTO  MPUMEHeHUs
(MexxayHapogHoe HenaTeHTOBaHHOE, MWAM  TPYNNUPOBOYHOE, WAW  XMMMUYECKoe U  Toprosoe
HanMeHOoBaHwuA);

6) nekapctBeHHas ¢opma C YKasaHMEM HaUMEHOBAHMM W KOAMYECTBEHHOro COCTaBa
[OeNCTBYIOLIMX BELLECTB M Ka4eCTBEHHOro COCTaBa BCNOMOraTe/IbHbIX BELLECTB;

B) onMcaHMe BHEeLIHero B1aa NekapcTBEHHOro npenapara 41 BeTepUHapHOro NpUMeHeHus;

r) <¢dapmakoTepaneBTMYecKas rpynna /eKapCTBEHHOro mnpenapata Ans  BeTepuHapHOro
NPMMEHEHUA MW YKa3aHWe "romeonaTMyeckuii IeKapcTBEHHbIN NpenapaT";

A)  dapmakogaMHammKa M dapMaKOKMHETMKa (33  WcKaoudeHvem  papMaKOKUHETMKM
romeonaTMYecKMx JIeKAPCTBEHHbIX MPEnapaToB M PacTUTE/bHbIX JIeKAPCTBEHHbIX MNpenapaTtos) WAu
onuncaHve MMMyHOBMONOTMYECKUX CBOMCTB IEKAPCTBEHHOTO Npenapara;

€) NoKasaHuA aNA NPUMEHEHUS;
) NPOTMBONOKa3aHUA A1A NPUMEHEHUSA;
3) Mepbl NPeAO0CTOPOIKHOCTU NPU NPUMEHEHWNN;

M) YKa3aHne BO3MOXXHOCTU U ocobeHHoCTelM NPUMEHEHNA Y 6epeMEHHbIX KUBOTHbIX, Y XXUBOTHbIX
B nepunoa Naktauunn, y noOTOMCTBa XUBOTHbIX;

K) peXnum Ao3MpoBaHusA, cnocob BBEAEHUA U NPUMEHEHUA, NPU HEOBXOAMMOCTM Bpems npuvema
NeKapCTBEHHOrO Npenaparta AN BeTePMHAPHOro NPUMEHEHUA, NPOLONKUTENIbHOCTb JIeYEHUS;

N)  BO3MOMKHble nobouyHble [OENCTBMA, HEKelaTe/lbHble  peakuum npu  NPUMEHEHUM
NleKapcTBEHHOro npenapaTa A1 BEeTEPUHAPHOro NPUMEHeEHMS;

M) CUMMTOMbI NEePes03nPOBKU, MEPbI NO OKA3aHUIO MOMOLLM NPU Nepeso3npPOBKE;
H) B3auMoAenCcTBUE C APYTMMM NEKAaPCTBEHHbIMW NpenapaTamum v (MAn) Kopmamu;
0) popMbl BbiNyCKa NE€KaPCTBEHHOTO Npenapara 4/1a BeTepUHaPHOro NPUMEHEHUS;

n) ykasaHue (npu HeobxoauMOCTU) ocobeHHOCTel AeNCcTBMA NeKapCTBEHHOro npenapaTa Ans
BETEPUHAPHOro NPUMEHEHUA NPU NEPBOM NPUEME AN NPU Er0 OTMEHE;

p) onucaHue (NpyM HeOHXOAMMOCTU) AeNCTBUIA crieunanncTa B 061acTM BeTepUHapun, BAagenbLa
KMBOTHOTO MpW MPOMNYCKe Mpuema OAHOW WM HECKOJIbKMX 03 JIeKapCTBEHHOro npenapaTa Ans
BETEPUHAPHOrO NPUMEHEHUSA;

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

C) CPOK rOAHOCTM W YyKasaHMe Ha 3anpeT MNPUMEHEHMs NEeKapCTBEHHOro npenapaTta AnA
BETEPMHAPHOrO NPMMEHEHMA MO UCTEYEHUWN CPOKA FOAHOCTY;
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T) YCNOBUSA XpaHeHus;

y) yKasaHMe Ha HeobxoAMMOCTb XPaHEHWA J/IEKAapPCTBEHHOro npenapaTa ANA BeTePUHAPHOro
NPMMEHEHNS B MeCTax, HeAoCTYMHbIX A5 AeTen;

¢) ykasaHue (npu HeobxoAMMOCTM) cneunanbHbiXx Mep NPeaoCTOPONKHOCTU MPU YHUUTOXKEHUU
HEWNCNo/Ib30BaHHbIX IEKAPCTBEHHbIX MPenapaToB A58 BETEPMHAPHOro NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMNO/b30BaHUA MPOAYKLIMWN }KUBOTHOTO MPOUCXOXKAEHUA NOCae BBeAeHUA
YKMBOTHOMY NIEKAPCTBEHHOrO NpenapaTa 411 BETePUHAPHOro NpUMEHeHUs;

L) YCNOBMSA OTNYCKa;

4) HaMMeHOBaHWA M aJpeca MNPOM3BOACTBEHHbIX MAOWALOK NPOWU3BOAUTENA JIEKAPCTBEHHOrO
npenapara 4/1a BeTepnHapHOro NpUMeHeHuns;

W) HaMmeHoBaHMe, aZipec opraHusalMu, YMNOJHOMOYEHHOWN Aep)KaTenem WAU BRafenblem
PEerucTpPaunMoHHOro YAOCTOBEPEHUA JIEKAPCTBEHHOrO nMpenapata Ha MNPUHATUME TMPEeTeH3ui oT
notpebutens;

8) NpoeKTbl MaKeToB NEePBUYHOMN YNaKOBKM M BTOPWUYHOWM YNaKOBKM JIeKapCTBEHHOro npenapaTa
ANA BETEPMHAPHOIO NPUMEHEHNS;

9) cnepyowme cBegeHNA O 1eKapCTBEHHOM npenapare AN BeTePUHAPHOTo NPpUMeEHEHUs:
a) onMcaHme 1 CoCTaB IEKAaPCTBEHHOTO NpenapaTa 4/19 BEeTePUHAPHOIo NPUMEHEHUS;
6) onncaHne papmaueBTUYECKOW pa3paboTky;

B) OMMCaHWe NpoLLecca NPOM3BOACTBA M €r0 KOHTPO/A, NOANMCAaHHOE B MOPAAKE, YCTAHOBEHHOM
B COOTBETCTBMM C YacTbio 1 HacToALLeNn cTaTby;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPONSA KPUTUYECKMX CTaAui NPOU3BOACTBA M MPOMEXKYTOYHOM NPOAYKLUUM,
noAnucaHHoe B NOpAAKe, YCTAaHOB/IEHHOM B COOTBETCTBUM C 4aCTblo 1 HAcToALLEN CTaTbW;
(B pen,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMeHOBaHWA W agpeca pa3paboTumka, AepyKaTens WM Bnajesblia PerncrpaLmMoHHOro
YAOCTOBEPEHUSI  JIEKAPCTBEHHOrO  MpenapaTta, MNPOM3BOACTBEHHbIX MJIOWAAOK  MpPOU3BOAUTENA
NleKapCcTBEHHOTO NpenapaTa A8 BETEPUMHAPHOIO NPUMEHEHUA C YKa3aHUEM CTaaui TeXHONOrMYECKOro
npouecca, OCYLEeCTBAAEMbIX Ha MNPOM3BOACTBEHHbIX MNOLWAAKAX MPOU3BOAUTENA JNIEKAPCTBEHHOMO
npenapara 4/19 BeTepnHapHOro NPUMEHEHNs;

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-93, o1 02.08.2019 N 297-3)

e) dapmaLeBTMYECKan COBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;
3) maTepuanbHbiit 6anaHc 4NA NPOMU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

M) ONMUCaHME XapaKTePUCTUK n CBOWCTB YNaKOBOYHbIX MaTePUAZIOB N YKYNMOPOYHbIX CPEACTB;

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpwn perncTpaumm nNo YCKOPEHHOM npoueaype [AOMNYCKAETCA HenpeacTaBAeHUe [OKYMEHTOB,
", n

npeaycMoTpeHHbix nn. "K" n. 9 4. 3 ct. 17, Nnpu ycnoBuM MNUCbMEHHOro 06A3aTeNbCTBA WX
npenocTaBuTb B TedeHne 12 mecaues co AHa peructpauum (MoctraHosneHue lMpasutensctea PP ot
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12.03.2022 N 353).

K) LLOKYMEHTa/ibHOe NoATBepKAeHMe (BanaaLumsa) NpoLeccoB 1 (MaKn) ux oLeHKa;

I'I) TpE6OBaHVIFI K KayecTtsy BCNOMOraTtesibHbIX BelwlecTB (CepTMd)MKaT, CI'IELI,M(I)MKaLI,Mﬂ Ha
BCnomorartesibHble BeWECTBA U UX O6OCHOBaHMG),'

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncTpauym no YCKOPEHHOW Mpoueaype ALONYCKAeTcs HenpeacTaBNeHUMEe [O0KYMEHTOB,
npeaycMoTpeHHbix nn. "m" n. 9 4. 3 cr. 17, Npu ycnoBUM NUCbMEHHOro 06s3aTenbcTBa MX
npeaocTaBuTb B TedyeHne 12 mecAueB co AHA peructpaumm (MoctaHosneHue MpaButenbctea PO ot

12.03.2022 N 353).

M) aHaNUTMYECKUE METOAMKM, WCMOJMb3yemble MPU OCYLLECTBJAEHMM KOHTPO/A KayecTsa
BCMOMOraTe/bHbIX BELLECTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTtpauymM no YCKOPEHHOW npoueaype ALOMNYCKAeTca HenpeacTaBneHuMe [AOKYMEHTOB,
npegycmoTpeHHbix nn. "H" n. 9 4. 3 cr. 17, nNpuM ycnoBMM MNUCbMEHHOro o0b6nA3aTenbcTBa MX
npeaocTaBuTb B TedeHue 12 mecaues co AHA peructpauum (MoctaHosneHue Mpasutenbctea PP ot

12.03.2022 N 353).

H) AOKyMeHTa/ibHOe noATBepKaeHune (Banngaumsa) aHaMTUYECKMX METOAMK, UCMOb3yeMbIX Mpu
OCYLLLECTBIEHUMN KOHTPOA KayecTBa BCMOMOraTe /ibHbIX BELLEeCTB;

O) VIHd)OpMaLI,VIFI 06 MCNO/Mb30BaHMM BCMOMOTraTENbHbIX BelwecTB 4yenosevyeCkoro M XMBOTHOro
NPOUCXOXAEHNA;

n) ytpatnn cuny. - PegepansHbliii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K KauyecTBy /NeKapCTBEHHOro npenapaTa A4 BETEePUHAPHOro NPUMEHEHMSA
(cepTndukar, cneumndukaLma Ha NeKapCTBEHHbIV NpenapaT n ux o6ocHOBaHKe);

C) dHaAnuTnyeCckne MeTogukmn, ucnonbsyemble nNpu  OCyWEeCTB/IEHUNU KOHTPO/A KayecCTBa
NNeKapCTBEHHOro npenapaTta anAa BeTepMHapPHOro npuMmeHeHusa;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncTpauumM nNo YCKOPEHHOW Mpoueaype ALOMNYCKAeTca HenpeacTaBNeHMe [OKYMEHTOB,
npeaycMoTpeHHbIXx nn. "t n. 9 4. 3 c1. 17, Npu ycnoBuMM MNUCbMEHHOro 06A3aTenbcTBa MX
npenocTaBuTb B TedeHue 12 mecaues co AHa peructpauum (MoctraHosneHue lMpasButensctea PP ot

12.03.2022 N 353).

T) AOKYMeHTa/lbHOE noaTrBepXaeHune (BaﬂMAaLI,MH) dHA/INTUYECKNUX METOAUK, NCMNOJIb3yeMbIX NpuU
OCylwecTB/IEHUN KOHTPO/IA Ka4eCTBa JIEKAPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIoO NpuUMeEHEHUA;

Y) AOKYMEHT, NMOATBEPKAAIOWMIA KAyecTBO JIEKAPCTBEHHOro npenaparta TPex MPOMbILLIEHHbIX
cepuit (MPOTOKON aHanusa UM cepTUOUKAT aHanus3a), ogHa cepus KOTOPOro AO/KHA COBMagaTb C
cepueii obpasLa eKapcTBEHHOro NpenapaTa, NOAAaHHOMO Ha PErMcTpaLmio;

&) XxapaKkTepucTMka npumecer;
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X) nepeyvyeHb CTaHAAPTHbIX O6pa3LI,OB, MCnonb3yembiX NMpuU OCylweCcTBNEHUN KOHTPONA KadecCTBa
NNEKAPCTBEHHOIO nNpenaparta AaAa BETEPUHAPHOIO NpMMeHeHUA,;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOW npoueaype perucTpaumm BOCMPOU3BEAEHHOrO MpenapaTta AonyckaeTca
HenpeacTaB/leHMe cBeAeHUMN, npeaycMoTpeHHbix nn. "u" n. 9 4. 3 cr. 17, Nnpy NUCbMEHHOM
0653aTeNnbCTBE MX MPeaocTaBuUTb B TedeHue 12 mecsueB co AHA pervctpaumm (MocTtaHosneHue

Mpasutensctea PP ot 12.03.2022 N 353).

L) AaHHble 0 CTabUNbHOCTU NEKaPCTBEHHOrO Npenapara 4/ BeTepUHapPHOro NpUMeHeHus;

10) Konua [OOKYMeHTa, cofeprKalwero MHPoOpMauuilo O Hanuumm uam ob OTcyTCTBMM baKToB
perncTpaunmn nekapcTBEHHOro npenaparta 418 BeTepUHapPHOro NnpumMeHeHus 3a npegenamm Poccuiickoi
depepauny;

11) cornacve B NMCbMeHHOW dopme, NPeayCMOTPEHHOe YacTbio 7 HaCToALLEl CTaTbM, B Cayyae
perucTpaumnmn BocnpomsseeHHOro IeKapCTBEHHOTo Npenapara;
(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonmuA [OKYMeHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTaHOB/JIEHHOM MOpPAAKe U
NOATBEPKAAIOLWEr0 NPAaBOMOYHOCTb 3anABNEHMA O FOCYAApPCTBEHHOM PErucTpauum NeKkapcTBEHHOTo
npenapara 410 BeTepnHapHOro NpUMeHeHnn (40BEPEHHOCTD);

KoHcynbTaHTlAOC: NpumeyaHue.

Jo 31.12.2023 poCCUIMCKMM MNPOU3BOAUTENSIM pPa3pelleHo He MpeacTaBAATb CBeAeHuA B
cooTtBeTcTBMM c n. 13 4. 3 c1. 17 npu perncTpaunum MMMYHOBMONOTMYECKMX JIeKAapPCTBEHHbIX
npenapatos (MocTtaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

13) cBedeHMA O TOCYOAPCTBEHHOW perncTpauum reHHO-UHKeHepHO-MOoAUULMPOBAHHbIX
OpPraHM3MoB, MpeAHa3HaAYeHHbIX [/ BbINyCKa B OKpy)Kawowyt cpedy (Mpu rocyfapcTBeHHOM
perucTpauum NEeKapCTBEHHbIX MNPEnapaTtoB [A/A BETEPUMHAPHOr0 MPUMEHEHUA, MNOJIYYEHHbIX C
NPUMEHEHNEM  F€HHO-UHXEHEePHO-MOANPULMPOBAHHbBIX OPraHU3MOB WM COAEPIKALLMX  TaKue
OpraHM3mbl).

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

4. MNpu npoBeAeHMN YCKOPEHHOW npoueaypbl 3KCNEpPTU3bl NEeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOro MNpPUMeEHEHMA (338 WUCKAOYEHMEM JIeKapCTBEHHOro npenapata A/a BeTepuHapHOro
NPUMEHEHNA, YKa3aHHOro B YacTu 4.1 HacToslen cTaTbM) B LENAX ero rocyAapCTBeHHOM perncrpauunm
BMECTO OTYeTa pa3paboTyMKa 0 pe3yibTaTax AOKAMHUYECKOro UCC/1eloBaHNA NeKapCTBEHHOro cpeacTea
AN BEeTepMHaApPHOro NPUMEHEHMA MOXKeT bObiTb NpeacTaBieH 0630p Hay4yHbIX PaboT O pesynbTartax
OOK/NIMHUYECKOro wuccnefoBaHus pedepeHTHOro JIeKapCTBEHHOrO npenapata A/la BeTepUHapHOro
NPMMEHEHWSA, 3@ BMECTO OTYeTa O pe3ybTaTax KAMHMYECKOro NcCae0BaHNA IEKAPCTBEHHOMO npenapara
ONs BETEepPMHaApHOro MNPUMEHEHWss OTYeT O pesy/ibTaTaXx WCCAefoBaHUN OBUOIKBUBANEHTHOCTU
BOCMNPOM3BEAEHHOIO IEKAPCTBEHHOIO NpenapaTta A1 BeTePUHAPHOTO NPUMEHEHMA.

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

4.1. Npu npoBeaeHUN YCKOPEHHOW MPOLEAYyPbl 3KCNEepTMU3bl NEeKAapCTBEHHOro npenapata gas
BETEPMHAPHOro NPUMEHEHMA, NPeAHa3HAYEHHOro 418 NeYeHNA AOMALLHMX KUBOTHbIX, onpeaeneHHbIX
depnepanbHbiM 3aKoHOM OT 27 aekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM O6palleHuMn C
YKMBOTHbBIMU U O BHECEHUU U3MEHEHUI B OTAE/IbHbIE 3aKOHOAATeNbHble aKkTbl Poccuitickoi Penepaunn”,
N 3aperncTpMpoBaHHOrO B KayecTBe JIEKapCTBEHHOro npenapaTta AN MeAULMHCKOro NpUMEHeHus, B
LLenax ero rocyapcTBeHHOM perucTpaumm BMecTo oTyeTa pa3paboTumKa o pesynbTaTax AOKJAUHUYECKOro
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nccnefoBaHWA IeKapcTBEHHOIO CPeacTBa A1 BETePUHAPHOTO NMPUMEHEHMUSA MOTYT BbITb NpeacTaBaeHbl
pe3ynbTaTbl AOK/JMHUYECKOTO WCCAeL0BaHWA COOTBETCTBYIOLLEIO JIeKapCTBEHHOIO cpeacTBa  ANs
MEAMLMHCKOrO MNPUMEHEHMA, a BMECTO OTYeTa O pe3yabTaTaX KJAMHMYECKOro UCCnefoBaHuA
JIeKapCTBEHHOrO npenapaTta 4/ BeTEPUMHAPHOIro NPUMEHEHUn - 0630p Hay4yHbIX PaboT O pesysbTaTax
KJIMHUYECKUX UCCNeL0BaHUI IeKapCTBEHHOrO npenaparta A1a MeaUUMHCKOro NPUMEHEHUs Ha BMAAX
YKMBOTHbIX, KOTOPbIM NpeaHa3HavYaeTCca nccaeayemblii I€KapPCTBEHHbIN Npenapar.

(yacTb 4.1 BBegeHa depepanbHbim 3akoHOM OT 28.04.2023 N 171-93)

5. Ha 3KcnepTusy pas/ivyHbIX JIEKAPCTBEHHbIX GOPM OAHOMO WM TOrO e JEeKapCTBEHHOro
npenapata g/1sa BETEPMHAPHOrO MPUMEHEHMUS 3asBUTENb MNPEACTaBAAET OTAe/bHble 3afBJeHUA U
PEervcTpaumnoHHbIe A0CbE Ha KaXKayto IeKapcTBeHHYo dpopmy. Mpu ycaoBUM 04HOBPEMEHHON NOAauM Ha
3KCMEePTM3Y OOHOW JieKapcTBEHHOM GOPMbl C Pa3/IMYHBIMKU A03MPOBKOMN, KOHLLEHTpauuei, obbemom
3aABUTENb NPEACTaBNAeT OAHO 3asB/NEHWE U PEervcTpaluMoHHOE A0Cbe C MPUNONKEHMEM MaKeToB
NepBMYHOM YNAKOBKMU M BTOPUYHOM YNAaKOBKW. Ha maKkeTax NepBMYHOMN YNAKOBKM M BTOPUYHOW YNaKOBKU
YKa3bIBalOTCA BCE NPOM3BOAMMbIE A03MPOBKM, KOHLEHTPALMM, 06BEMbI U KOJIMYECTBO 03 B YNAKOBKe
NleKapcTBEHHOTrO NpenapaTa AN BETEPUHAPHOro NPUMEHEHMS.

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

6. B cnyvyae HenpeAacTaBAeHUA C 3aABAIEHNMEM O FOCYAAPCTBEHHOM Perncrpaumm neKapCcTBeHHOro
npenapaTta 419 BETEPUHAPHOIO NPUMEHEHUS LOKYMEHTOB, MOATBEPKAAOLWMX YNNATY rOCYAapCTBEHHOM
MOLW/IMHbI M YKA3aHHbIX B NYHKTE 7 4acTu 2 HacToALWel CTaTbl, CBEAEHUN O JIMLLEH3UAX, YKA3aHHbIX B
nyHktax 1 © 2 yvactm 3 HactosAwen cTaTbW, a TaKXKe BblAaBaemMblx (nNpeaocTaBasiemMbix)
YNOJIHOMOYEHHbIMU  pesepanbHbIMM OpraHaMyM UCMOJIHUTEIbHOW BAACTM AOKYMEHTOB (cBegeHui),
YKasaHHbIX B MNyHKTe 2.1 4actM 3 HacToAWeW CcTaTbW, YNONHOMOYEHHbIN deaepanbHbIl OpraH
WCNOJIHUTENbHOM  BNACTM  3aMnpalMBaeT  yKasaHHble  [JOKYMeHTbl  (cBegeHua) B nopsagke
MEKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUA.

(yacTtb 6 B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaetca MCMNO/Ab30BaHME B KOMMEPYECKUX Uuensx uHbopmaummM o pesynbraTax
AOK/IMHUYECKMX UCCNEA0BaHNIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNEA0BAHUIN 1IeKapCTBEHHbIX
npenapaTtoB A8 BETEPUHAPHOro NPUMEHEeHWs, NpeacTaBAeHHOMN 3asBUTENEM O/1A rOCyAapCTBEHHOM
pernucTpauum neKkapcTBeHHbIX npenapatosB, 6e3 ero cornacMa B TeyeHMe LWeCTM NeT C  Aathbl
rocyAapCcTBeHHOM pernctpaunm pedpepeHTHOro IeKapcTBEHHOro npenapaTa B Poccuitickoii degepaumm.

8. [lepkaTtenb unun Bnagenel, permcTpaLmMoHHOro ya0CTOBEPEHUA IEKAPCTBEHHOIO NpenapaTta Anas
BETEPMHAPHOIo NPUMEHEHMA NPEACTABAAET B YNOJHOMOYEHHbIN PesepasnibHbli OpraH MCNONHUTENIbHOM
B/1ACTU OTYET MO pesysbTaTam papMaKkoHag30pa OAUH pPas B LIECTb MECALLEB B TEYEHME ABYX /IeT nocne
rocyapCTBEHHON perncTpauMmM NeKapcTBeHHOro npenapata B Poccuiickoit Pepepaummn, 3atem
€)XerogHo B TeYeHue NocaeyoLWwmx Tpex 1eT U B AasbHENLIEM OAMH Pa3 B TPU roaa.

(yacTtb 8 BBeaeHa PeaepanbHbiMm 3akoHOM oT 02.08.2019 N 297-03)

Cratba 18. [Mlopaya M paccmoTpeHMe 3afaBJeHMA O T[OCYAapPCTBEHHOW perncrpauumu
JNIeKapCTBEHHOro npenapara a1 MeAULMHCKOro NpMMeHEHUA
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ana rocyfapCTBEHHOW pPerucTpaumm JIeKapcTBEHHOro npenapata Aas  MeamuUMHCKOro
NPUMEHEHUA topUANYECKoe NNLO, AeNCTByowee B COOCTBEHHbIX WMHTEpecax WM ynoJIHOMOYEHHOoe
NpeAcCTaBAATb UHTEPECbl APYrOro HPUAMYECKOro NLA M 3aABAAIOLLEE /IEKAPCTBEHHbIM NpenapaT Ha
rocyapCTBEHHYIO perucTpaumio (panee B HacTosAwen cTaTbe - 3aABUTENb), NpeacTaBaseT B
YNO/NHOMOYEHHbIN deaepasibHbIi OpraH UCNOAHUTENBHOM BAACTU, OCYLLECTBAAIOWMIN rocyaapCTBEHHYO
PErucTpaLmIo IeKApCTBEHHbIX MPenapaToB A1 MegULMHCKOTO NPUMEHEHMS, B 3/IEKTPOHHOW dopme U
Ha ByMa)KHOM HocuTesle 3asiBIeHWe O roCyAapCTBEHHOW pPerMcTpaumumn NekapcTBeHHOro npenaparta g
MEANUMHCKOTO NMPUMEHEHUA, a TaKXKe B MopsagKe, YCTaHOBAEHHOM YMNOJAHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMONIHUTENbHOM BNACTU, B 3NEKTPOHHON GOpMe M Ha BymaxkHOM HocuTene Heobxoanmble
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OOKYMEHTbI, U3 KoTopbiXx GOpPMUPYETCA PerncTpaumoHHOe A0Cbe Ha JIEKAapCTBEHHbIN npenapat Ans
MeANLMHCKOro NpMMeHeHUA.
(yacTb 1 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3a8BN€HMM O rOCyAapCTBEHHOM PerMcTpaLmmn ekapcTBEHHOro npenapara 41a MeanUMHCKOro
NPMMEHEHUA YKa3blBatOTCA:

1) HaumeHoOBaHWe, aapec 3anABUTENs U NPOU3BOAUTENA JIeKAPCTBEHHOro npenapata Ans
MEANUMHCKOTO NPUMEHEHMS, cBeAEHMA 06 MX PerucTpaumm B KayecTBe HanoronnaTeNbluKa B CTpaHe
pernctpaunm (418 pPOCCUMCKUX IOPUANYECKUX UL, - MAEHTUPUKALUMOHHBIM HOMEP HasoronaatenblimMKa
(MHH), fAns MHOCTPaAHHbLIX LPUONYECKMX NNL, - CTPAHA PErucTpaLmmn, HaMMeHOBaHME PErMCcTPUPYHOLLErO
opraHa, PerucTpaumoHHbIM HOMEpP, KOZ Ha/noronnaTtesbWMKa B CTpaHe pernctpaummn (MHKopnopaumm)
WX ero aHanor) u agpec MecTa OCyLecTB/ieHUs NPOU3BOACTBA JIeKapCTBEHHOro npenapara (B ciyyae
Ha/MuMA HECKONbKMX Y4YaCTHMKOB MpoLecca ero npouM3BOACTBA HEOOXOAMMO YKasaTb KarKaoro
YYaCTHMKa B COOTBETCTBMM C OCYLLECTBAEMOM CTaguelt Npom3BoACTBa);

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

2) HaMMeHOBaHME  NEeKapCTBEHHOro  npenapata A4aa  MeOMUMHCKOrO  MpUMEHeHUs
(MexxayHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XMMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

3) nepeyeHb AENCTBYIOWMX M BCMOMOraTe/IbHbIX BELLECTB, BXOAALWMX B COCTAB JIEKAPCTBEHHOTIO
npenapara gnsa MeauLMHCKOTO MPUMEHEHMSA, C YKa3aHUEM KOIMYECTBA KaXKAoro U3 HuX;

4) neKkapcTBeHHaa ¢opma, A03MPOBKa, cnocobbl BBEAEHUA U NPUMEHEHWUSi, CPOK FOAHOCTM
NleKapCcTBEHHOro nNpenapara A48 MeguMUMHCKOro NpUMEHEHUS;

5) dbapmakoTepaneBTMYECKan rpynna, Kog, aHaTOMO-TEPaNEeBTUYECKO-XMMUNYECKON
KnaccuouKaumm, pPeKoMeHAOoBaHHON BcemupHOW opraHusaumelt 34paBOOXPAHEHUsA, 3anaBAAEMble
MoKasaHuA ANA NPUMEHEHMWA JIeKapCTBEHHOro npenapara 414 MeAMLMHCKOro MPUMEHeHUs;

6) oTcyTcTBME HeobXoAMMOCTM NpenoCTaB/leHMss OT4eTa O pe3y/nbTaTaX KAMHMYECKOTo
nccnenoBaHun, UCCNefoBaHUA BUOIKBMBANEHTHOCTU /IEKAPCTBEHHOIO MpenapaTa, paspelleHHoro ana
MeANUMHCKOTO npumeHeHuMa B Poccuiickoit depepauum 6onee pBaguatm net, € yKasaHUem
HOPMaTUBHbIX MPABOBbIX aKTOB, MOATBEPKAAIOLLMX AAHHBIN CPOK NPUMEHEHUS;

7) HeobxogMmocTb 0hOpPMIEHUA paspelleHns Ha BBO3 B Poccuiickyto depepauunto KOHKPETHOW
NapTMM  3aperucTpuMpoBaHHbIX W (MAM)  He3apPerncTpMpoBaAHHbLIX  JIEKAPCTBEHHbLIX  CPEACTB,
npegHasHayeHHbIX AN MPOBEAEHMA 3KCMePTU3bl NEeKAPCTBEHHbIX CPEACTB B LEAAX rocyAapCTBeHHOM
peructpaunm;

8) HEO6XO,CI,MMOCTb nposeageHNA sKCNEPTU3bl AOKYMEHTOB, NpeAacTtaB/eHHbIX ANnA onpeageneHuna
BO3MOXHOCTU pacCMaTpuBaTb ﬂeKapCTBEHHbIVI npenapar ana megunumHCKoro npumeHeHuna npu
ocywiecrtBnieHnmn FOCV,D,apCTBEHHOﬁ perncrpaynm B Kavyecrtee Opd)aHHOI'O NEKapPCTBEHHOrO npenapara,

9) HeobXx0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl S3KCNEePTU3bl 1EKAPCTBEHHbIX CPEACTB B
Lensax rocy4apCTBEHHOM PerncTpaLmm IeKapcTBEHHOro Npenapara;

10) KonMKM JOKYMEHTOB, NOATBEPKAAOLLMX YNAATY rOCYAaPCTBEHHOMN NOW/IMHbI:

a) 3a NpoBeAeHMEe 3KCMEePTU3bl AOKYMEHTOB, NPeACTaBAEHHbIX ANA OonpeaeeHUa BO3SMOMKHOCTM
paccmaTpuBaTh JIeKApCTBEHHbIM npenapaT A48 MeAMUMHCKOTO MPUMMEHEHMA MpPU OCYLEeCTBAEeHUU
rocyAapCTBeHHOM perncTpaunn B Kayectse opdpaHHOro NeKapcTBEHHONO Npenapara;

6) 3a nposegeHuUe 3KCNepTusbl Ka4yecCTBa JIeKapCTBEHHOIo CpeAactBa M 3KCNepPTU3bl OTHOLLEHUA
ommp,aemoﬁ NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA N1IEKAPCTBEHHOIO Npenaparta, pas3speweHHOoro


consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE161EC28EBA029670BA4A275D65E4C69D92D9F8B14628766BA8E1690B372DE0AB7325DC683F9AEC2E3N4M5Q
consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE161E923EBA72D670BA4A275D65E4C69D92D9F8B14628761BA8A1690B372DE0AB7325DC683F9AEC2E3N4M5Q
consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE161EC28EBA12E670BA4A275D65E4C69D92D9F8B14628764B88F1690B372DE0AB7325DC683F9AEC2E3N4M5Q
consultantplus://offline/ref=C371688B0A4200DD6C4FA559DB01EDE166ED2EE9A827670BA4A275D65E4C69D92D9F8B10678065B2D94C80B73B8807AA3343D981E7AENCM1Q

39

ANA MeJUUMHCKOro npumeHeHus B Poccuiickolt degepaumm bonee aABaauaTh feT, Npu oCyLEecTBAEHUN
rocyapcTBeHHOM perucTpaumm NekapcTBeHHoro npenapara;

B) 33 NpoBeAeHMEe 3KCNepPTM3bl KauyecTBa SIEKAPCTBEHHONO CPEACTBA M 3KCNepTU3bl OTHOLIEHUA
OXMAAEMON MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMA NEKAPCTBEHHOro npenapaTa Anas
MeANLMHCKOIO MPUMEHEHMUA NPU ero rocy4apCTBEHHOM perncTpaunu;

r) 3a npoBefeHWEe 3KCMEepPTM3bl KAauyecTBa JIEKAPCTBEHHOrO CPeacTBa M 3KCNepTM3bl OTHOLWEHWUA
OXXMOAEeMOW MoJIb3bl K BO3MOMXHOMY PUCKY NPUMEHEHUA JIeKapCTBEHHOro npenapaTta A4S
MeANLUMNHCKOTO NPUMEHEHUSA, B OTHOLIEHUN KOTOPOro NpoBedeHbl MexXayHapoaHble MHOMOLEHTPOoBble
KAMHUYECKME WCCNeaoBaHMA, 4acTb M3  KOTOpbIX npoBedeHa B Poccuiickolh depepauuu, npu
OCYLLEeCTBNEHNN rOCYAapCTBEHHOW perncTpauumn NekapcTBeHHOro npenapara;

11) Hanymne cornacma nponssoanTenAa NeKapCTBeHHOro npenaparta, Npoun3soacTBO KOTOPOro
ocywecrBnaeTrca 3a npeagenamum Poccuiickom dJep,epau,MM, Ha npoBegeHne WHCNEKTUPOBAHUA
nponssoauTena Ha COOTBeETCTBUE Tp66OBaHMF|M npasun Hap,nemau.l,eﬁ I'IpOM3BO[l,CTBEHHOﬁ NPaKTUKKU,

12) Hannume cornacus, NpeaycMoTPEHHOro 4acTbio 18 HacTosALel cTaTby;

13) ykasaHMe BMAA NEKAPCTBEHHOro MpenapaTta, nNpeacTaB/leHHOro Ha  perncrpauuio
(pedepeHTHbI  NeKapcTBeHHbIM  MNpenapaT, BOCMPOU3BEAEHHbIM  NEeKapCTBEHHbIM  npenapar,
61010rMYECKUI NeKapPCTBEHHbIN NpenapaT, 6MoaHanoroBbin (6MoNoA06HbIN) eKapcTBEHHbIN Npenapat
(broaHanor), romeonaTMYECKNN NEKAPCTBEHHbIN NPENAPaT, IEKAPCTBEHHbIN PacTUTE/IbHbIV NpPenapar).
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe [0Cbe Ha J/IeKapCTBEHHbIM npenapaT gaa MegMUMHCKOro NpuUMeHeHuA
npegocrasnsetcs B popme 06LLEro TEXHUYECKOTO AOKYMEHTA.
(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYyMeHTaUMMU agMUHNCTPATUBHOIO XapaKTepa BK/toYaeT B cebs:

1) 3asBneHWe 0 rocyfapCTBEHHOW PEerMcTpaLMmn JIeKapCTBEHHOTO npenapaTta A8 MeAMLMHCKOro
NPUMEHEHMUA B SNEKTPOHHON Ppopme 1 Ha BymarkKHOM HOCUTenNe;

2) KOMWUIO [OKYMEHTa Ha PYCCKOM f3blKe, 3aBEPEeHHOro B YCTAHOB/AEHHOM MOPAAKE MU
NOATBEPKAAIOLLErO NPAaBOMOYHOCTb 3aABUTENA NOAaBaTb 3aAB/EeHWE O rOCyAapCTBEHHOW perucrTpaumm
NleKapcTBEHHOTro NpenapaTa ANs MeAUUMHCKOTO NpUMeEHeHNn (40BEPEHHOCTD);

3) cBeaeHns 0 JaTe NpeaoCTaB/eHUs U PErMcTPaLMOHHOM HOMEpe NINLEH3UN Ha NPOU3BOACTBO
NIeKApPCTBEHHbIX CPEeACTB WAM CBEAEHMA O fJaTe NpefocCTaBleHUA U PerncTtpalmMoHHOM HOMepe
3aK/I0YEHMA O COOTBETCTBUM MPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM npaBun
Hag/eXKallel npousBOACTBEHHOW MPAKTUKKM, BblAAHHbIX (MpesocTaBieHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMOIHUTENbHOMW BAAcTM B OTHOLWEHMM MNPOM3BOACTBEHHON MIOWAAKM
pPerucTpupyemoro NeKapCTBEHHOro npenapata, B C/ydae, eCAM NPOM3BOACTBO JIEKAPCTBEHHOMO
npenapara ocyuiecteaseTca B Poccuiickon ®eaepauymu;

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

4) Konwuio NpeaocTaBNeHHON YNOJHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENN NULEH3UN Ha
NPoOu3BOACTBO /NEKAapCTBEHHOro Mpenapata M ee MepesBod Ha PYCCKMIA A3bIK, 3aBepeHHble B
YCTaHOB/IEHHOM MOPAAKE, a TAKXKe KOMUIO 3aK/104EHNA O COOTBETCTBUU NPOU3BOANTENA IEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  MpaBWUA  Hagnexalleh  NPou3BOACTBEHHOM  MNPAKTUKKM,  BblaaHHOro
YNONIHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOIHUTEIbHON BNACTU B OTHOLLEHWUU MPOU3BOACTBEHHOM
NAOWAAKN PEermcTPMpyemoro NeKapCcTBEHHOro npenapaTta, WM KOMUIo pelleHuA YNONHOMOYEHHOro
denepanbHOro opraHa WMCMONHUTENbHON BAacTU O MPOBEAEHUM MHCMNEKTMPOBAHWA MpPOM3BOAUTENSA
NIeKapCTBEHHbIX CPEACTB, B CNyyae, eciv NPou3BOACTBO /IeKapCTBEHHOIO Npenapara ocyllecTsafeTca 3a
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npegenamun Poccuiickon degepaumm;
(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

5) NpPOEKT MWHCTPYKUMM N0 MeAMUMHCKOMY MNPUMEHEHUI0 /leKapCTBEHHOro npenapaTa,
cofepKallei cneayowme ceeaeHns:

a) HauMMeHOBaHMe JIeKapCTBEHHOro nMnpenapaTta (MeXKAyHapoAHoe HenaTeHTOBaHHOe, WK
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHMA);

6) nekapcTBeHHasa d¢opma C YyKasaHMEM HAMMEHOBaHMIA M  KOAMYECTBEHHOro COCTaBa
OEeVCTBYIOLMX BELLECTB M KauyeCTBEHHOTO COCTaBa BCMOMOFATE/IbHbIX BeLLeCTB (Npu HeobxoaMmocTu
KOJIMYECTBEHHOTO COCTaBa BCMOMOraTe/IbHbIX BELLECTB);

B) OnucaHMe BHeLWWHero BuAa 1eKapcTBEHHOro npenapaTta A41a MeANLUHCKOro NPUMeHeHUs;
r) $13mMKo-xmMmmyeckne ceoiictsa (ana pagmodapmaL,eBTUUECKUX IEKAPCTBEHHbIX NpenapaTos);

A) dapmakoTepaneBTMYECKas TPynna, Ko JIeKapCTBEHHOro npenapata gisa MeaMLUMHCKOro
NPUMEHEHUA MO  aHAaTOMO-TePaneBTUYECKO-XMMUYECKON  KnacCUpuKaumm, pPeKoMeHA0BaHHOM
BceMMpHOI oOpraHusaumMein 34paBoOOXPaHEHMs, WAM yKasaHMe ''romMeonaTUYeckuit fleKapCcTBEHHbIN
npenapar";

e) <¢apmakogMHamuMKa UM GapMaKOKMHETMKa (33  MCKAloYeHMem  GpapMaKOKUHETMKM
romeonaTU4YecKkmnx 1eKapCTBEHHbIX NPENapaToB U PAaCTUTENbHbIX NEKAPCTBEHHbIX NPENapaTos);

) NoKasaHuA 418 NPUMEHEHMUS;
3) NPOTUBONOKA3aHUA ANA NPUMEHEHUSA;
1) Mepbl NPEAOCTOPOKHOCTM NPU MPUMEHEHUU;

I-() YKa3aHne BO3MOXXHOCTU WU ocobeHHocCTel NMPUMEHEHNA NEKAapPCTBEHHOrNo npenapata AnAa
MeaunUunHCKOro npumeHeHuA 6epeMeHHbIMM XKeHWwWnHamy, ¥KeHwmHamn B nepumoa rpyaHoro
BCKapmaneaHuA, 4eTbMU, B3POC/1bIMU, UMEKOLLMMU XPOHNYECKNE 3a6OHEBaHMFI;

N) peXxunm A03nposBaHna, cnocobbl BBeAeHMA U NPUMEHEHNA, NP HE0BXOANMOCTM BpemMsa npuema
NleKapcTBEHHOro npenaparta A8 MeAUUMHCKOro MPUMEHEHUA, NPOAO/IXKUTENbHOCTb JIeYeHUs, B TOM
yucae y Aeteit 40 U Noc/e OAHOro roaa;

M) BO3MOHbIE He)enatenbHble peakunn npun npMumMmeHeHUn NeKapCTtBeHHOro npenaparta 4anaAa
MeONLLIMHCKOTO NPUMEHEHNA;

H) CMMNTOMbI NepPeso3nPOBKN, Mepbl MO OKAa3aHMIO MOMOLLM NPU NePeao3MpPOBKE;
0) B3aumMoZencTemne C 4pyrMmun NekapcTBeHHbIMKM NpenapaTamm u (MAKn) NULEBbIMU NPOAYKTaMMU;
n) dopMbl BbINyCKa IeKapCTBEHHOro Npenapara;

p) yKasaHue (Npy HeobxoAMMOCTM) OcobeHHOCTel LelCTBUA JIeKapCTBEHHOro npenaparta Aas
MeAMLMHCKOro MPUMEHEHUA NPY NePBOM NPUEME WU NPU ero OTMEHE;

c) onucaHue (npu HeobxoAMmOCTM) gOelcTBuiM Bpaya (penbawepa) u (Man) naumeHTa npwu
Mponycke npuema OAHON MAM HECKONbKMX [03 /IeKapCTBEHHOro npenapaTta Ana MeaMLMHCKOro
NpUMeHeHus;

T) BO3MOXXHO€E BINAHMUE NeKapCTBEHHOrNo npenapata Aaa MeguuuHCKOro npmmeHeHumAa Ha
CNocobHOCTb YnpaBaATb TPAHCNOPTHbIMK CPpeACTBaMU, MEXaHU3MaMU;
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y) CPOK TO4HOCTM W YKa3aHme Ha 3anpetr npumeHeHuA ANeKapCTBEHHOro npenapata 44
MeaNUMHCKOTIo npumMmeHeHNA No UCTEYEHNN CPOKa roaHOCTU;

) ycnoBusa xpaHeHus;

X) YKasaHuMe Ha HeobXoAMMOCTb XpaHEeHWA JIeKapCTBEHHOro npenapata 418 MeAMLUMHCKOro
NPUMeHeHMA B MecTax, He4OCTyMNHbIX A8 AeTeN;

U) yKkasaHue (Npu HeobxogMmocTW) crneumanbHbiX Mep NPeaoCTOPOXKHOCTU MPU YHUUTOXKEHUMU
HEMCNOo/b30BAHHbIX 1IEKAPCTBEHHbIX NPENAPATOB AN MeAULMHCKOTO NPUMEHEHUSA;

4) yC/0BUA OTNYCKa;

W) HaMMeHOBaHWA M ajpeca MPOU3BOACTBEHHbLIX MIOLWAA0K MPOU3BOAUTENA NEKaPCTBEHHOro
npenapara;

) HaMmeHoBaHMe, aApec OpraHM3aumMu, YNOJHOMOYEHHOMN [epsKaTenem MWW Bnagefiblem
PerncTpaunoHHOro yAOCTOBEPEHUA /IeKapCTBEHHOro npenaparta Ana MeAUUMHCKOro MpuMMeHeHMs Ha
NMPUHATUE NPeTeH3n oT notpeburtens;

6) MHCTPYKLMIO N0 MEAUUMHCKOMY MPUMEHEHUIO MU KPATKYIO XapaKTEePUCTMKY SIEKapCTBEHHOIO
npenapara, yTBepPKAEHHbIE B CTPaHE NPOM3BOAMUTENS;

7) NpPoeKTbl MaKeToB NEePBUYHOMN YNaKOBKM M BTOPWUYHOW YNaKOBKM JIeKapCTBEHHOro npenapaTa
ANA MeAULMHCKOro NpUMeHeHus;

8) NPOeKT HOPMAaTMBHOW AOKYMEHTaUMM WAN HOPMATMBHOIO AOKYMEHTa Ha JIeKapCTBEHHbIN
npenapar a8 MeaAnLMHCKOrO NpUMEHEHUs INBO YKa3aHMe COOTBETCTBYOLW e dapMaKonenHoM cTaTbu;

9) JOKYMEHT, cogeprKalwuii UHPOPMaLMIO O HaANuMKM AN 06 OTCYTCTBUM GAKTOB perucrpaumnm
JIeKapCTBEHHOIO NpenapaTa 418 MegMLUMHCKOro NpMMeHeHUA 3a npeaenamun Poccuinickon Pepepaunu;

10) Konuu AOKYMEHTOB, 3aBEpPEeHHbIX B YCTAHOBJEHHOM MNOPAAKE M NOATBEPXKAAOWMX (aKT
perncTpauum NeKkapcTBEHHOro npenapaTa B WMHOCTPaHHbIX rOCYAapcTBax B KayectBe opdaHHOro
NleKapCcTBEeHHOTO NpenaparTa;

11) nnaH ynpaBneHWa puUcKamu gaa  BGUONOTMYECKMX /IeKAapCTBEHHbIX NpenapaToB  A4A
MeAMLMHCKOro MPUMEHEHUS;

12) pokymeHT o cucTeme dapmaKoHaZ30pa Aep)KaTens WauM Bnagesbla PerncrpaMoHHOro
YAO0CTOBEPEHUS IeKapCTBEHHOTO NpenapaTa;

13) [OKYMEHT, NOATBEPKAAMOWMI KAYecTBO JIEKAaPCTBEHHOro Mpenapata TPeX MPOMbILWIeHHbIX
cepuit (MPOTOKOAN aHanusa MM cepTUdUKAT aHanMsa), ogHa cepuAa KOTOPOro AO/KHA COBMagaTb C
cepueir obpasua flekapcTBEHHOro npenapaTta 418 MeAMUMHCKOTO MPUMEHEHMA, NpeacTaBAeHHOro Ha
rocyAapCTBEHHYO PerncTpaumio.

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

5. Pazgen xvummyeckon, papmaueBTUYECcKo U BUONOrMyeckoi AOKYMEeHTaLUMn BKAKOYaeT B cebs
OOKYMEHTbI, cofeprKawme WHbopmaumio o dapmaueBTUYecKor cybcTaHUMM WM NeKapCTBEHHOM
npenapate g8 MeAMUMHCKOro MPUMMEHEeHUs, MpoLecce ero MpPoM3BOACTBA M MeEToZax KOHTPoAA
KauyecTBa, B TOM Ynche:

1) KomuIo [OKYMEHTa, COAep)Kalero craegylowyo WHPopmauuio o dapmaLeBTUYecKomn
cybCcTaHUMM Uam papmMaLeBTUYECKUX CyBCTaHUMAX, BXOAALMX B COCTAB JIEKapPCTBEHHOTO Npenapara, 3a
UckNtouyeHnem mHbopmaumMm o dapmaueBTUHECKMX CYBCTaHUMAX, BKAKOYEHHbIX B rOCYAapCTBEHHbIN
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peecTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBMU CO CTaTbel 34 HacTosuero deaepanbHOro 3akoHa:
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHMe dapmaLEeBTUYECKON cybCcTaHUMK, ee CTPYKTypa, obLine CBONCTBa;
6) HaMmeHoOBaHMe 1 aapec NPoOU3BOAUTENS;

B) TeXHONOrmA Npon3sBoacTea C onncCaHnem CTaLI,VII‘/‘I npon3sBoAacCcTBa U MeTOA0B KOHTPO/IA Ha BCeX
CTaamnAX NponsBoacCTBa;

r) onucaHune paspaboTKku Nnpolecca NPoOn3BoACTBa;

A1) onMcaHne KOHTPOAS KPUTMYECKUX CTaauii NPON3BOACTBA U NPOMENKYTOYHOM NPOAyKLUUY;
€) AOKYyMeHTa/ibHOe NOATBEpXAeHMe (BanmaaLma) NpoLeccos U (M1K) UX OLLEHKa;

) CBOWMCTBaA U CTPYKTYpa AENCTBYIOLMX BELLLECTB;

3) XxapaKTepucT1Ka npumece;

n) cneumdurKauma Ha dapmaLeBTUUYECKYIO CybCcTaHUMIO M ee 060CHOBaHME;

K) aHaAUTUYeCKMe MeTOAMKM, WCMob3yemble NPU  OCYLLECTB/IEHUM KOHTPOAA KadecTsa
dapmaueBTMUecKon cybcTaHumu;

N) AOKYMeHTa/ibHoe MoATBepKAeHWe (Bannaaumns) aHaIMTUYECKUX METOAMK, UCMONb3yeMbIX Npwu
OCYLLECTB/IEHUWN KOHTPO/IA KayecTBa dapmaLeBTUYECKoM cybcTaHumu;

M) pe3ynbTaTbl aHaAn3a cepuit papmaLeBTUYECKoM cybCcTaHLmMK;

H) nepeyvyeHb CTaHAAPTHbIX o6pa3u,03 U1 BELWECTB, NCMOJZIb3yeEMbIX NPU OCYLLECTBNEHUN KOHTPONA
Ka4ecCTBa;

0) onNM1caHue XapaKTepPUCTUK N CBOMCTB YNaKOBOYHbIX MaTEPMasioB M YKYNOPOUHbIX CPeACTB;
n) gaHHble 0 cTabuabHOCTU GapmaLLeBTUYECKOKN cybcTaHuuu;
p) CpoK rogHocTy;

1.1) B OTHOWEHMM apMaLEBTUYECKMX CYOCTAHUMIA, BXOAAWMX B COCTaB JIEKAPCTBEHHOIO
npenapaTa U BKAIOYEHHbIX B FOCYAAPCTBEHHbIN PEecTp JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM CO
ctatbei 34 HactoAwero PenepanbHOro 3aKoHa, - KOMUA [OKYMEHTA, COAEPKALLEro CaeayioLLyto
nHpopmaumto:

a) HaumeHoBaHKe dapmaLeBTUYECKOM cybCcTaHLMK, ee CTPYKTypa, obLime CBOICTBa;
6) HaumeHOBaHWe ¥ aapec NPOU3BOAUTENS;
B) pe3y/ibTaTbl aHa/IM3a cepuii papmaLeBTUIECKOM cybcTaHLmy;

r) cpok rogHocTy;
(n. 1.1 BBegeH deaepanbHbiM 3aKoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, cofepKalluii creaylolime CBeAEHMA O JNleKapCcTBEHHOM npenapate  Ans
MeANLUNHCKOro NpUMeHeHuA:

a) OnncaHume n CoCtaB ZIEKAPCTBEHHOTIO nNpenapaTta Ana meagnumnHCKoOro npumeHeHuaA,
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6) onucaHuMe ¢apmaLeBTUYECKOW pa3paboTkn (obocHoBaHWe Bblbopa coCTaBa, MNEepPBUYHOWN
YMNaKOBKW M UHOTO);

B) TEXHONOINA NPOU3BOACTBA C ONMCaHWEM CTaAMi NPOM3BOACTBA M METOA0B KOHTPOAA Ha Bcex
CTaauAX NPoOuU3BOACTBA;

r) onucaHuWe KOHTPONA KPUTUYECKUX CTaauii npouecca Npou3BOACTBA M MPOMENKYTOYHOM
npoayKuuu;

[l) HaMeHOBaHWe M afpec MecTa OCyLLEeCTBAeHMA NPON3BO/ACTBA IeKapcTBEHHOro npenapara Aaa
MEAMLMHCKOrO NPUMEHEHUA (B CAyvyae HaMuMA HECKONIbKMX YYaCTHMKOB npouecca Npou3BOACTBA
HeobX0AMMO YKa3aTb KaXKAoro U3 HUX);

e) papmaLeBTMUYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHbiit 6anaHc 414 NPOU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

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

K) IOKyMeHTabHOe NoATBepKaeHue (Bannaaums) npoLeccos NnponsBoACcTBa U (MK) UX OLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTe/bHbIX BelecTB (cepTuduKat, cneunduKauma Ha
BCMOMOraTebHble BellecTsa 1 ux obocHoBaHue);

M) daHaAnTnyeCckne MmeToaunKn, Uncnoablyemble nMNpun  OCywecTBIEHNN KOHTPONA KayecCTBa
BCNOMOraTe/ibHbIX BELWeCTB,

H) OOKYMeHTanbHOEe NoATBEPXKAeHUe (Bannaaums) aHaUTUYECKUX METOAMK, UCMONb3YEMbIX MPU
OCYLLECTB/NIEHNMN KOHTPOJIA KauecTBa BCMOMOraTe/IbHbIX BELLECTB;

0) MH(I)OpMaLI,MFI 06 UCNONb30BaHMM BCMOMOraTe/bHbIX Beuw,ecrs yenoseyecCckoro n XmMBOTHOro
NPOUCXOXKAOEHNA;

I'I) MH(I)OpMaLI,MFI 06 MCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLllecTs,

p) TpeboBaHMA K KayecTBy JIeKapCTBEHHOro mnpenapaTa A1 MeAUUMHCKOro NpUMEHEHUs
(cepTndukar, cneumndukaLma Ha NeKapCTBEHHbIV Npenapar n ux o6ocHOBaHKe);

C) dHaMUTUYECKNE MeTOoAUKHKN, Ucnosab3yemble nNpuU OCYyWECTBIEHUN KOHTPO/A KaydecTBa
NNeKapCTBEHHOrO nNpenapaTta Ana megnumHCKOro npunMmeHeHua,

T) AOKYMeHTa/lbHOE noaTrBepXaeHune (Banmp,au,m) dHA/IUTUYECKNUX METOAUK, NUCMNOJIb3yeMbIX NpuU
OCyLLEeCTBNIEHUN KOHTPO/IA Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta 414 MeanunmHCKOro npuMeHeHUA;

Y) pesynbTaThl aHaIM30B CepUii IEKAPCTBEHHOIO NpenapaTa 419 MegUUUHCKOTO NPUMEHEHUS;
) XxapaKTepucTMka npumecers;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, MCcnonb3yembiX Npun OCylwecCcTBNEHNN KOHTPONA KadecCTBa
NNeKapCTBEHHOrO nNpenaparta AN1a MeEAUNUUNHCKOIo NpumeHeHuA,

L) AaHHble 0 CTabUNbHOCTU NEKAPCTBEHHOTO Npenapara 414 MeAMLUMHCKOro MPUMEHEHMS.
(yacTb 5 B pen. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dbapmakonormyeckon, TOKCUKONOTMYECKOW AOKYMEHTaLMK BKAOYaeT B ceba oTyeTbl 0
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pe3ynbTataX AOK/IUHUYECKUX MCCI'IE,CI,OBHHMVI NNEKapCTBEHHOro cpeacrea Aana meguunHCKoro
npumMmeHeHunAa, B TOM 4ncne:

1) oT4eT 0 papmaKoAMHAMMUUYECKMX UCCAeA0BaAHUAX;
2) oTyeT 0 GapMaKOKNMHETUYECKUX UCCIef0BAHUAX;

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

7. Pasgen K/IMHUYECKOM AOKYMEHTaUUN BKNKOYAET B cebs oTyeTbl 0 pe3ynbTaTaX KANHUYECKUX
MCCﬂe,ﬂ,OBaHMVI NEKapPCTBEHHOIO nNpenapata 4aa MeaunumnmHCKOro npuMeHeHnA, B TOM Hncne:

1) otyetbl 06 wuccnegoBaHUAX OMOAOCTYNHOCTM WM OMO3KBMBANIEHTHOCTU, MCCNEO0BaHMUAX,
YCTaHAB/INBAIOLWMX KOPPENALMIO Pe3Y/IbTaTOB, NOJTYYEHHbIX B YCA0BUAX in Vitro v in vivo;

2) oT4yeTbl 0 PapPMaKOKMHETUYECKMX UCCelOBaAHUSAX;
3) oT4eTbl 0 hpapMaKOANHAMUYECKUX UCCNEA0BAHUAX;
4) oTYEeTbI O KIMHNYECKMX UcCceaoBaHUAX abdeKTUBHOCTU 1 6e3onacHocTy;

5) oT4eT 0 nocTperucTpaLMoOHHOM OMNbITE NPUMEHEHMUA (NPU HANUYUK).
(yacTb 7 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHMs K ob6bemy MHPOpMaLMK, NPeaoCTaBASEMON B COCTaBE PErMCcTPaALUOHHOIO A0ChE,
ONA OTAeNbHbIX BUAOB NEKAPCTBEHHbIX MPenapaTos AN MeANUMHCKOTO NpMMeHeHUA yCTaHaBANBaoTCA
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMOHUTENIbHOW BacTU.
(yacTb 8 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9. B OTHOLWIEHUM JIEKAPCTBEHHbIX MPENapaToB, Pa3peLleHHbIX A8 MeSULUHCKOTO NPUMMEHEHUA B
Poccuitckolt depepaummn 6onee ABaauaTU JIET U B OTHOLIEHMWM KOTOPbIX HEBO3MOXHO NpoBedeHue
NUccnefioBaHnii  MXx OUMOIKBMBANEHTHOCTM (338  WCKAOYEHMEM  BUONOTMYECKUX  JIeKAPCTBEHHbIX
npenapaTtoB), AOMYCKAETCA BK/OYEHWE B COCTaB pa3gena $apMaKosIorMyeckoi, TOKCMKONOTMUYECcKoM
OOKYMEHTaUMM 1 pasgena KAMHUYECKON AOKYMEHTauuM BMEeCcTo OT4eTa paspaboTuMKa O pesynbTartax
COBCTBEHHbIX AOKAMHUYECKUX UCCNEA0BaHMIA NEKAPCTBEHHbIX CPeACTB U KAMHUYECKMX UCCNeA0BaHWUM
JIeKapCTBEHHbIX NpenapaToB AN MEeAMUMHCKOro npumeHeHns ob63opa HaydHbIx paboT o pesynbraTax
OOK/NIMHUYECKUX MUCCNefoBaHUA JIEKAPCTBEHHbIX CPEeACTB W KIMHWYECKUMX WCCNefoBaHUA  AaHHbIX
NIeKAPCTBEHHbIX MPenapaToB, B TOM YMC/IE BKAKOYAA OMbIT UX MOCTPErNCTPALMOHHOIO MPUMEHEHUA.
(yactb 9 BBeaeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 475-93)

10. MNpu rocyfapCTBEHHOM pPerucTpaLyuu BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX NMpenapaTtoB A/s
MeAMLMHCKOrO MNPUMMEHEHMA [OMNyCKaeTcAs BK/OYEHWE B COCTAaB pasgena  ($apMaKo/IorMyeckon,
TOKCMKONIOTMYECKOW AOKYMEHTAUMM W pa3gena  KAWHUYECKOW AOKYMEHTauuMuM BMecTo oT4yeTa
paspaboTunka O pesynbTaTax COBCTBEHHbIX AOKAMHUYECKMX MCCNeOO0BaHMI NEKAPCTBEHHbIX CPEACTB
0630pa Hay4HbIXx paboT 0 pe3ynbTaTax AOK/JMHUYECKMX UCCefoBaHMI pedepeHTHOro eKapCcTBEHHOMO
npenapaTta W NpeAcTaB/ieHne BMECTO KAMHUYECKUX UCCaeaoBaHuiA B NOHOM ob6beme, YCTaHOBAEHHOM
pasAenom KAMHWYECKOW AOKYMEHTauuu, oTyeTa O pesynbTaTax McCnefoBaHWiA BMO3KBMBANEHTHOCTU
BOCMPOU3BEAEHHOrO /IeKapPCTBEHHOrO npenapaTta Aaa MeAMUMHCKOro npumeHeHusa. He Tpebyetcs
npeactasfneHWe oOTYeTa O pe3ynbTaTax WCCAeAoBaHMI BGMO3KBMBANIEHTHOCTM BOCNPOM3BEAEHHOTO
NeKapcTBEHHOro  npemapata  ANA  MeAMUMHCKOTO  MNPUMEHEHMs,  eCcan  PerncTpupyroTcs
BOCMPOU3BEAEHHbIE IeKapCTBEHHbIe NpenapaTbl 418 MeAULMHCKOrO NPMMEHEHUA, KOTopble:

1) npeAHasHayeHbl ANA MapeHTepanbHOro (MOAKOXHOro, BHYTPUMbILWEYHOrO, BHYTPUBEHHOrO,
BHYTPUIIA3HOTO,  BHYTPUMOJIOCTHOrO,  BHYTPWUCYCTAaBHOIO, BHYTPMKOPOHAPHOIO) BBEAEHUS W
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npeacTaBnsatoT coboit BoAHbIE PacTBOPbI;
2) npeacTaBnAoT coboii pacTBOPbI A/1A NEPOPAbHOTO NPUMEHEHUS;
3) nponsBeaeHbl B GopmMe NMOPOLLIKOB UM TMOPUIN3ATOB 418 NPUrOTOBEHUSA PACTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAOTCA YWHLIMA WAW TNa3HbIMU JIEKAPCTBEHHbIMM TMNpenapaTamu, NPoOu3BeAeHHbIMU B
dopme BOAHbIX PacTBOPOB;

6) npegHasHa4yeHbl ANA MeCTHOIro NpUuMeHeEHNA U NPUTOTOBJ/IEHDbI B cbopme BO4HbIX PaCTBOPOB,

7) npeactaBnsoT coboli BoAHbIE PAaCcTBOPbI A/1A UCNONAb30BaHMA B GOPME UHFANALMI C MOMOLLLbHO
Hebynalizepa UM B Ka4ecTBe Ha3a/IbHbIX CPeeB, NPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. Ona cny4yaes, YyKasaHHbIX B nNyHKTax 1 - 3, 5 - 7 vyactu 10 HacToswelh craTtby,
BOCMNPOM3BEAEHHbIN SIEKAPCTBEHHbIN NpenapaT Ana MeAUUMHCKOro NPUMEHEHUA OO0NKEH COAepKaTb
TaKMe »Ke BCMOMOraTe/ibHble BELLECTBA B TAKUX XK€ KOIMYECTBAX, KaK U pedepeHTHbIA IEKAaPCTBEHHbIN
npenapat. Ecan coctaBbl BCnoOMOraTesibHbIX BELWLECTB Pa3/MYaloTCA, 3aABUTENb OO/IKEH NpeacTaBUTb
[0Ka3aTeNbcTBa TOro, YTO MCNONAb3yeMble B AaHHbIX KOHLLEHTPAUMAX BCMOMOraTe/lbHble BELLECTBA He
B/IMAIOT Ha 6e3onacHocTb M (Man) addeKTUBHOCTb NEKApPCTBEHHOro npenapata Aas MeauLMHCKOro
npuMeHeHus. B cnyyae, ecnu 3asaBUTENb HE MOXKET NPeACTaBMTb TaKWe [A0Kas3aTenbCTBa U (Mau) He
MMeeT A0CTyMna K COOTBETCTBYIOLWMM AaHHbIM, OH AOMXEH MPOBECTU COOTBETCTBYHOLME UCC/IeA0BaHMA
ONA OOKa3aTenbCTBa OTCYTCTBMA BAMAHUA PasHbIX BCMOMOraTe/IbHbIX BELLECTB MM BCMOMOraTe/IbHbIX
YCTPOICTB Ha 6e3onacHoCTb U (Mnn) addeKTUBHOCTb NIEKAPCTBEHHOMO npenapaTa Ans MeguLUMHCKOro
NPUMeEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAOLLMMM NpaBo EBpPa3mMiiCKOro SKOHOMUYECKOro Coto3a.
(yactb 11 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B peg,. PegepanbHOro 3akoHa ot
22.12.2020 N 444-d3)

12. Mpu rocynapCTBEHHON  perncTpaumm  KOMOMHaUMKA  paHee  3apPerMcTpMpOBaHHbIX
JIeKapCTBEHHbIX MPenapaToB A1 MeAULMHCKOTO MNPUMEHEHUA [O0MNYCKAeTCA BK/AOYEHME B COCTaB
pasgena GapmaKkosIOrMYecKoM, TOKCMKOIOTMYECKON OOKYMEHTaUMW W pasgena  KAMHUYECKOM
OOKYMeHTaUuMM BMeCTOo oTyeTa pas3paboTuMka O pesynbTaTax CoOCTBEHHbIX  AOKANMHUYECKUX
nccneaoBaHN IEKAPCTBEHHBIX CPeacTB 0630pa HayyHbIX paboT O pesynbTatax AOKAUMHUYECKMX
nuccnenoBaHnin  pedepeHTHbIX NEKAPCTBEHHbIX MNPEnapaTosB, BXOAAWMX B COCTaB KOMBMHauuu
JIeKapCTBEHHbIX NpenapaTos, M 06 OTCYTCTBUM MX B3AUMOLENCTBUA B OAHOWM SIeKapcTBEHHON dopMme.
(yacTb 12 BBeAeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. Ha 3KcnepTM3y pasAnYHbIX SEeKapCTBEHHbIX GOPM OAHOIO WM TOrO0 *Ke JIEKAPCTBEHHOTrO
npenapata Ans MeAUUMHCKOro MNPUMEHeHUA 3anBuUTeNb MNPeACTaBAfeT OTAe/bHble 3asaBAEHUs WU
PervcTpaLmnoHHbIe AOCbe Ha KaXKayto ekapcTBeHHYo popmy. Mpu ycnosun ogHOBpEMEHHON NOAAYM Ha
3KCMepTU3y OAHOMN ieKapcTBEHHON GOPMbl C Pas3ANYHBIMU L03MPOBKON, KOHUEHTpauumein, obbemom
3aABUTeNb NPeACTaBAAeT OAHO 3aABAEHME WU PEerucTpaumMoHHOEe [0Cbe C MNPUIONKEHMEM MaKeToB
YNaKOBOK Ha KaXXAyt AO3MPOBKY, KaXKAyto KOHLEHTPALMIO, KaXKAbli 06beM U Kaxkaoe KONNYecTso 403 B
ynaKoBKe.

(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpu rocypsapCTBEHHOW perucTpaumm opdaHHOro JIeKapCTBEHHOrO npenapaTta 3asasuTeNb
npeactasndetr MHbopmaumio, Heobxoaumytro ana  GOPMMPOBAHMA  pasgena  KAMHUYEecKoM
OOKYMeHTauuu, B obbeme, YCTAHOB/IEHHOM  YMOJIHOMOYEHHbIM  deaepanbHbIM  OpPraHoOM
NCMNOJIHUTENbHOM BNACTK.

(yacTb 14 BBeAeHa GenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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15. Mpu perucTpaumm 6MONOTMYECKOro JIEKAPCTBEHHOTO MpenapaTta, NOJIYYEeHHOro M3 KPOBW,
Nnasmbl KPOBW YeNoBeKa, B COCTaBe PErmcTpauMOHHOIO A0Cbe Ha JIeKApCTBEHHbIM npenapaT ans
MeAMLMHCKOro MPUMEHEHUSA 4OXKHbI BbITb NpeacTaBAeHbl 40N0JHUTEbHO:

1) B pasgene Q[OOKYMEHTaUMM agMWHUCTPATUBHOIO XapakTepa [AOKYMEHT, coaepKalumii
nHbopmaumio o cybbeKTax obpallleHMa AOHOPCKON KPOBU U (M1M) ee KOMMOHEHTOB, O TOM, rae 6bina
ocyulecTseHa goHauua (KpoBu U (MamM) nnasmbl KPOBM), a TakKe JaHHble 06 WHOEKLUMOHHbIX
3a00/1€BaHUNAX, MNepedalolmnxca napeHTepanbHbiM nytem, MHPopmauma o cybbekTax obpalieHua
JOHOPCKOW KpOBU U (MAK) ee KOMMOHEHTOB, B OTHOLIEHWM KOTOPbIX OCYLIECTBAAETCA KOHTPO/Ib
OOHOPCKOW KPOBU U (MKN) ee KOMMNOHEHTOB;

2) B pasgene xMMmn4yeckomn, papmaLeBTUYECKOW U BUOOrMYEeCcKon AOKYMEHTaUUK:

a) KpuTepun 1 cnocobbl oTb6Opa, TPAHCMOPTUPOBAHUA N XPaHEHUA LOHOPCKOM KpoBU U (Man) ee
KOMMOHEHTOB;

6) pe3synbTaThl UccnenoBaHUn 0TOBPaHHbIX 4OHOPCKON KPOBU U (MM) NAa3mMbl KPOBM M NYNOB Ha
Hannume BO3byauTenen wuHdpekumn, BKAOYaA WHPopmauuio 06 KCNONb30BaHHbLIX MeToAMKax
nuccnegoBaHWM M B C/lydae MCCe0BaHUS My/OB MAa3sMbl KPOBU pe3ynbTaTbl AOKYMEHTA/NbHOro
noaTeepAeHus (Baanaaumnm) UCNo/ib30BaHHbIX METOAMK;

B) TeXHMYECKNE XapaKTEPUCTUKM YNaKOBKM A1a oTbopa AOHOPCKOMN KPpoBU U (MAK) NAasmbl KPOBM,
BK/Il0Yan MHGOPMaLMIO 06 NCMOJIb30BaHHbIX PAacTBOPaX aHTUKOAry/IAHTOB.
(yacTb 15 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

16. KnMHMyeckme nccnefoBaHMA NEKapCTBEHHOTO npenapaTa A1 MegUUMHCKOIO NPUMEHEHUs B
LUenax ero rocygapcTBEHHOM perucTpaumm nposogatca B Poccuiickolt depepaumm B NOPALKeE,
YCTaHOB/MEHHOM cTaTbsimn 38 - 44 Hactoswero ®degepanbHoro 3akoHa. OTYET O MNPOBEAEHHbIX
nccneao0BaHNAX BKIKOYAETCA B COCTaB pasfena KAMHUYECKOW AOKYMEHTALMU PErMCTPALMOHHOIO A0Chbe
Ha /IeKapCTBEHHbIM NpenapaT a8 MegUUMHCKOro NpumeHeHus. [lna nekapCcTBeHHbIX NpenapaTos A
MEAVLMHCKOTO MNPUMEHEHUS, B OTHOLUEHMW KOTOPbIX B pPe3y/abTaTe 3SKCNepTusbl [LOKYMEHTOB,
NnpeacTaBNEHHbIX 415 onpegeneHns BO3MOMHOCTM pPacCMaTpMBaTb JIEKAPCTBEHHbIM npenapat anaa
MeANLMHCKOIO NpUMeEHeHUs B KayecTBe OopdaHHOro IeKapCTBEHHOMO NpenapaTa, Takas BO3MOMKHOCTb
NMPWU3HaHa M B OTHOLWEHWW KOTOPbIX MNPOBEAEHbl KAWHWYECKME WCCNenoBaHuA, BbINONHEHHble 3a
npegenamun Poccuiickon ®depepaumm B COOTBETCTBMM C MNpaBUAamu Hagnexawen nabopaTopHoit
NPaKTUKN M NpaBUAaMU HaZNeXalen KAMHUYECKOM MNPaKTUKW, LOMYCKAeTCs BK/AOYEHME B COCTaB
pa3fena KAMHUYECKOM AOKYMEHTaLMM BMECTO OT4YeTa O pe3ysibTaTax K/AMHUYECKUX WCCefoBaHWUM
JNIeKapCTBEHHOrO npenapata  A4A8 MeAMUMHCKOTO MNPUMEHEHMA, MNpoBeAeHHbIX B Poccuiickomn
depepaunn, otyeTa O pesynbTaTax KAMHUYECKMX WCCNef0BaHWM, BbIMNOAHEHHbIX 3a npeaenamu
Poccuiickoin Pepgepaumnn.

(yacTb 16 BBeAeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cnyyae HenpeacTaB/eHUA C 3aAB/IEHMEM O FOCYAapPCTBEHHOM pPerncTpaunm eKapcTBEHHOro
npenaparta 418 MeANLUMHCKOro NPUMEHEHUS AOKYMEHTOB, NOATBEPKAAOLWMX YyNAaTy rocy4apcTBeHHOM
MOLW/IMHbI M YKasaHHbIX B NyHKTe 10 YyacTM 2 HacToAWwel CcTaTbM, a TaKXe BblAaBaeMblX
(npepoctaBnaembix) yNno/NHOMOYEHHbIMU  peaepanbHbIMKU  OpraHaMn  UCMOJIHATENbHOM  BNacTU
OOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B MyHKTax 3 U 4 yacTu 4 HacToAWwen CTaTbM, YNOJHOMOYEHHbIM
denepanbHbIi OpraH MCNONIHUTENbHOW BNAcCTUM 3anpaliMBaeT yKasaHHble AOKYMeHTbl (cBeaeHusA) B
nopsake MmexxBegoMCTBEHHOTO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yactb 17 B pea. ®epepanbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He AOoNyCKaeTca WCnoJsib30BaHME B KOMMEPYECKUX Uenax MHq)OpMaLI,MM O pe3ynbTatax
AOK/IMHNYECKUX VICCﬂe,CI,OBaHl/Ilz NNEKaPCTBEHHbIX CPeACTB U KIMHNYECKUX MCC}'Ie,EI,OBaHMﬁ NeKapCTBEHHbIX
npenapatos AnAa mMegunumHCKOro npuMmMeHeHusa, ﬂpe,ﬂ,CTaBﬂeHHOﬁ 3aAasutenem OnA FOCY,D,apCTBEHHOVI
perncTtpaumnn  nekapCrBeHHOro nmnpenaparta, 6e3 ero cornacMa B TeYyeHMe LWecTu et c AaTtbl
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rocyapcTBeHHOM perucrpaumm pedepeHTHOro IeKapcTBEHHOro npenapaTta B Poccuiickon ®eaepaumu.
(yacTb 18 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

19. [epkatenb Unu BRagenew, perucTpaumoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOIO NpenapaTta Ha
6MOoTEXHONOTNYECKMIA  UAM  OpdaHHbI  NIeKapCTBEHHbIM npenapat o06A3aH  NpefocTaBaATb  Ha
BO3Me3HOM OcHoBe 06pasLbl pedepeHTHOro 1eKapCTBEHHOro npenapaTa 3aaBUTeNAM A5 NpoBeaeHns
KNAMHUYECKUX uccnepoBaHui. CTommocTb 06pasua  pedepeHTHOro NeKapCcTBEHHOMO MpPenapara,
BK/IIOYEHHOIO B NepeyeHb KM3HEHHO HEOBXOAMMbIX U BaXKHEMNLMX SIeKapCTBEHHbIX MPenapaTos, He
OO/MKHA MPeBbIWaTb 33aPErncTPUPOBAHHYIO NpeaesibHYt0  OTMAYCKHYK UeHYy Ha pedepeHTHbIN
JIeKapCTBEHHbIM NpenapaTt UK LeHyY Ha IeKapCTBEHHbIV NpenapaT B CTPaHe Npou3BoguTens.

(yacTb 19 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3asBneHNe 0 rocyaapCcTBEHHOW perncTpaumm BocnponsBefeHHOro IeKapCcTBEHHOMo NpenapaTa
AN MEeAMUMHCKOTO MPUMEHEHUs MOXKeT ObiTb MoAaHO B YMOJIHOMOYEHHbIM deaepanbHbli opraH
WUCMNONIHUTENIbHOM  BNACTW, OCYLLECTBAAIOWMIA  FOCYHSAPCTBEHHYIO  PErUCTPauMio  NeKapCTBEHHbIX
npenapatoB, MO MCTEYEHMWU 4YeTblpex fNeT C AaTbl FOCYAapCTBEHHOW perncTpaumnmn pedpepeHTHOro
NeKapcTBeHHOro npenapata B Poccuiickon Peaepaunn.
(yacTb 20 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

21. 3asBneHMe O TrOCy[AapCTBEHHOW peructpauum 6uoaHanorosoro (6nonoao6bHoOro)
NleKapcTBeHHOro npenapata (6MoaHanora) mMosKeT 6biTb MOAAHO B YNO/JHOMOYEHHbIM deaepanbHbIn
OpraH MCMNOJIHUTE/IbHOW BACTM, OCYLLECTBASIOWMIN TOCYAAPCTBEHHYIO PErncTpauuio NeKapcTBEHHbIX
npenapaTtoB, MO WCTEYEHMM Tpex JieT C p[aTbl FOCYAAPCTBEHHOW perucTpauumn pedepeHTHOro
JNiekapcTBeHHOro npenapara B Poccuiickoit Pepepaumn.

(yacTb 21 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

22. [epxaTenb wav Bnagenel, perncTpauMoOHHOIO yaoCTOBEPEHUA /IeKapCTBEHHOrO npenapaTta
npeacTasafeT B YyNOJHOMOYEHHbIN defepanbHbIit opraH UCNOAHUTE/IbHOM BNACTU, OCYLLECTBAAOLLUMA
dYHKLMM NO KOHTPOJIIO N Haa30py B chepe 34paBOOXPaHEHUA, OTHET NO pe3ysibTaTam papmMakoHaa3opa
OZMH pa3 B WWeCTb MeCALEB B TeYeHWe ABYX SIeT NOC/e roCcyAapCTBEHHOM perucTpaLmm AekapCcTBEHHOro
npenapata B Poccuiickon Pepepaunn, exxerogHo B TedeHWe Nocaeayowmnx Tpex NeT U B AasibHelwem
OAVMH pas B NATb NeT.

(yacTb 22 BBeAeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 19. lMpuHATUE pelueHUA O Bblaaye IKCNEePTHOMY yUYpeXKAeHUIo 3a4aHUA Ha npoBeaeHue
9KCNepTU3bl IEKAPCTBEHHOrO CpeacTea
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue pecatn paboumx gHel co AHA NPUHATUSA 3asABNEHMA O FOCYAaPCTBEHHOMN perncTpaLmm
NIeKapCTBEHHOrO  npenapaTa  COOTBETCTBYHOWMI  YNOJHOMOYEHHbIM  denepanbHblii  opraH
MCMONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MOJHOTbI, 4OCTOBEPHOCTU U NPaBUIbHOCTU 0GOPMIEHUS
NpeacTaBNeHHbIX AOKYMEHTOB PErmcTPauMoOHHOIO AOCbe Ha JIeKAapCTBEHHbIM nNpenapaT M NpUHUMaeT
pelleHue O BblAaye 334aHUA Ha NPOBeLeHME:

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaB/AEeHHbIX ANA OnpeaesieHna BO3MOXHOCTM paccMaTpuBaTb
NeKapcTBEHHbI NpenapaTt Ana MeAMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJAEHUU FOCyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

2) 9KCNEPTU3bl NEKapCTBEHHOINo cCpeacrea B YaCTU 3KCNEPTU3bl KayeCTBa JIEKAPCTBEHHOTIO
cpeacrtea M 3KCNepTu3dbl OTHOWEHUA O)KMABEMOIZ Nnosb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA
NNEeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

3) IKCNEpPTU3bl NEKAPCTBEHHOIO Cpeacrtrea B YaCTU 3KCNEPTU3bl KaYeCTBa JIEKAPCTBEHHOIO
cpeacrtea M 3KCNepTu3dbl OTHOWEHUA O)KMABEMOﬁ Nnosb3bl K BO3MOXHOMY PUCRY MNMPUMEHEHUA
NEeKapCTBEHHOro npenaparta Ona MegnumnHCKoOro npMmMmeHeHuAa B nopAake YCKOpeHHOP’I npoueaypbl
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9KCNEPTU3bl 1IEKAPCTBEHHDbIX CPeacCTB B COOTBETCTBUU CO cTaTbel 26 HacToAlwero (Dep,epaanoro 3aKOHa,

4) 3KcnepTM3bl NEKAPCTBEHHOTO CPEeACTBa B OTHOLWEHWMM NIEKapCTBEHHOrO npenapaTta Ans
BETEPUHAPHOrO NPUMEHEHMA.

2. YNONHOMOYEHHbI denepanbHblii OpraH UCMONHUTENbHOM BNACTU YBEAOMAAET B 3NEKTPOHHOM
dopme nam Ha BymarKHOM HOCUTENe 3aABUTENA U IKCNEPTHOE YYPENKAEHNE O MPUHATOM pPeLleHUn o
Bblgaye 3aZaHWIA Ha NPOBEeAEHWME 3IKCMEpPTM3, NMPeayCMOTPEHHbIX YacTbto 1 HacToAwein cTatbM, U B
cnyvae HeobxoaMmOCTM O Bblgade paspelleHna Ha BBO3 B Poccuitckyio Pepepaumio KOHKPETHOM
napTuK, CEPUM 3aPErUCTPUPOBAHHDLIX U (UKN) HE3APErMCTPUPOBAHHBIX NEKAPCTBEHHbIX CPEACTB UaK 06
OTKa3se B NPOBeAEHMM NPesyCMOTPEHHbIX SKCNEPTU3 C YKasaHMEM NPUYMH TAaKOro OTKasa.

3. B c/nyyae BbIABNEHWA OTCYTCTBMSA WM HELOCTOBEPHOCTU WHPOpMaUMK, CoLeprKalieinca B
npeacTaB/NeHHbIX 3anABUTENIeM AO0KYMEHTaX, YNOAHOMOYEHHbIM deaepanbHbli opraH UCMOAHUTENbHOM
BJAaCTWU HanpasBnseT 3asBMTeNl0 3anpoc 06 YTOYHEHMM 3TOM MHPopmauuu (ganee - 3anpoc
YNOAHOMOYEHHOTO desiepasbHOro opraHa UCMOAHWUTENbHOW BNACTM), KOTOPbIM MOXKeT 6biTb NepegaH
YNO/IHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA IMYHO MOA, PACMMCKY, HAnpaBAeH Mo NoyTe 3aKasHbIM
NMUCbMOM MK NepeaaH B 3N1EKTPOHHON Gopme Mo TeNEKOMMYHUKALMOHHbIM KaHanam cBA3un. B cayyae
Hanpas/ieHUs 3amnpoca YnoJIHOMOYeHHOro desepasbHOro OpraHa MCMOJIHUTENIbHOM BAACTU MO nouyTte
3aKasHbIM MUCbMOM OH CUYMTAETCA MOJIyYEHHbIM MO WCTEYEHWW LWeCTU AHeN C AaTbl Hamnpas/ieHus
3aKa3HOro NUCbMa.

4. 3assuTtenb obA3aH NpeacTaBUTb OTBET Ha 3anpoc yno/sHOMOYeHHoro ¢eaepasnbHOro opraHa
NCNOIHUTENIBHOM BNIACTU B CPOK, HE MPEBLILIAIOLWLMIA AeBAHOCTa pabounx AHEN CO AHA ero MnosyyeHus.
CpoK, yKa3aHHbIM B YacTu 1 HacToALWElN cTaTbM, NPUOCTaHABANBAETCA CO AHA Hanpas/eHWA 3aaBUTENI0
3anpoca ynoJaHOMOYEHHOro deaepanbHOro opraHa WMCNOMIHWUTENbHOW BAacTM A0 AHA MOAYYEeHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHOBaHMEM /1A OTKasa B OpraHM3auumn 3KCNepTMs, NpeayCMOTPEHHbIX YacTblo 1 HacTosuien
CTaTbW, ABNAETCA NpeAcTaBleHME HeobXoAMMbIX AO1A NPOBEAEHUA MPeAyCMOTPEHHbIX 3JKCNepTus
AOKYMEHTOB B HEMO/IHOM O06bEME WM HENPEACTaB/eHNE 3aABUTENIEM B YCTAaHOBNEHHbIN CPOK OTBETA Ha
3anpoc ynoaHomMo4YeHHOro ¢eaepanbHOro opraHa MCMOMHUTENbHOM BAACTW, a TaKXe npeacTas/ieHue
[OKYMEHTOB, HE COAEPKaLMX NCHEPbIBAIOLWLEr0 NePeYHa He0BX0AMMbIX CBEAEHMA.

6. MNpn oTKase B OpraHM3aLUMM 3KCNEPTM3bl, NPeLyCMOTPEHHON NyHKTOM 4 4yacTu 1 HacToAwwel
CTaTbM, AOKYMEHTbI, BXOAALLME B COCTAaB PErmcTPaLMOHHOIO A0Cbe Ha JIeKapCTBEHHbIA npenapaT Aans
BETEPUHAPHOIO NPUMEHEHUA, MOTyT ObiTb BO3BpaLLEHbl 3aABUTE/N0 Ha OCHOBAHWWM €ro NMUCbMEHHOTO
3anpoca, HanpaB/IEHHOrO B YNOJIHOMOYEHHbIN defepanbHbli OpraH UCNONHUTENbHOM BIACTM B TeYEHUE
TPUALATU Paboumx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENbHOW
BNACTU pelleHns 06 0TKase B OPraHmM3aummn Takomn aKCnepTm3bl. YNONHOMOYEHHbIN desepanbHbli opraH
WCMNOJIHUTENbHOM BAACTM BO3BPALLAET 3aABMTENIO YKa3aHHble AOKYMEHTbI B TeYEHME AecaTU paboumx
OHel Co AHA NOoNyYeHUs COOTBETCTBYIOLWErO 3anpoca 3asaBuTeNs.

(yacTb 6 BBeAeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratba 20. JKcnepTM3a AOKYMEHTOB, NPEACTaB/IeHHbIX ANA ONpeAeneHUa BO3MOXKHOCTU
paccmaTpuBaTb NEKapCTBEHHbIM Npenapat AAA MEAULMHCKOro NMpUMEeHeHUA NpPU OCYLLEeCTBAEHUU
rocyaapCcTBeHHOM perucTpaumnm B Kauecrse opdpaHHOro eKapCcTBEHHOro npenapara

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

1. 3KCI'IepTVI33 AOKYMEHTOB, NpeacTtaB/IiEHHbIX ONA onpeaesieHnA BO3SMOXHOCTU paCCMaTpuBaTb
ﬂeKapCTBEHHbIVI npenapar gna MeauumnmHCKOro npuMmMmeHeHuAa npu ocywecrtBieHunn I'OCY,EI,apCTBeHHOlZ
perncrtpaunn B Kayecrtee Opd)aHHOI'O NEKapPCTBEHHOrO npenaparta, CoCraBaeHne Komuccuen 9KCNepToB
3aK/II04EHNA O BO3MOXHOCTM WIM HEBO3MOXHOCTU pPaCCMaTpuBaTb HEKapCTBeHHbIﬁ npenapar anAa
MeONUUNHCKOIoO npumeHeHuAa npu ocyuwecTBieHnn I'OCY,D,apCTBEHHOﬁ perncrpaunnm B Kayecrtse
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opdaHHOro SIEKapCTBEHHOrO MpenapaTta WU HanpasB/ieHMe OAHHOMO 3aKAYeHUA B YNOJHOMOYEHHbIN
desepanbHbIit OpraH UCNONHUTE/IbHOW BIACTM OCYLLECTB/AIOTCA B CPOK, HE NPEeBbIWALWNN TpuaLaTm
pabounx pgHel CO AHA NONYYEHUSA SKCMEPTHbIM YYPEXKAEHMEM 33aZaHMA  YNOJHOMOYEHHOTO
desepanbHOro OpraHa UCNOJIHUTENbHOM BAACTU U B 3IEKTPOHHOM Gopme Man Ha BymarKHbIX HOCUTENAX
HeobxoaMMbIX AOKYMEHTOB, YKa3aHHbIX B nyHKTax 1, 2, 5, 6, 10 yactm 4 n B Yactm 7 crtatbn 18
HacToAwwero ®eaepanbHOro 3aKOHa.

2. [JoKymeHTbl, cofepralimecs B PerucTpaLmoHHOM [0Cbe Ha JIeKapCTBEHHbIW npenapart wu
MOCTYNMBLLME Ha BYMaXKHbIX HOCUTENAX B IKCNEPTHOE yUpesKaeHNe ANA OCYLLECTBIEHUA UX IKCNePTU3bI
AN onpefaeneHUa BO3MOMHOCTM PacCMaTpuBaTh JIEKAPCTBEHHbIA npenapat And MeAuLMHCKOro
npUMeHeHMA B KadvecTBe oOpdaHHOro JIeKapCTBEHHOro npenapaTa, MOAJieKaT BO3BpaTy B
YNO/JIHOMOYEHHbBIN deaepanbHblii opraH UCNONHUTENbHOM BNACTU OAHOBPEMEHHO C 3aKAHUYEeHUAMMU
COOTBETCTBYHOLLMX SKCNEPTH3.

Cratba 21. PeweHuMe O BO3MOMKHOCTM PACCMATPUBATb JIEKAPCTBEHHbIM MpenapaT npu
OCYLLLECTB/IEHMM FOCYAaPCTBEHHOM perncTpaumm B Kauectse opdaHHOro JIeKapcTBEHHOro npenapara
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He npeBbilaoWmnii NATU pabounx AHel co AHA NOAYYEeHUA 3aKA0UYEHUA, YKa3aHHOTo B
yact 1 crtatbu 20 HactoAwero ®denepanbHOro 3akoHa, YNOJAHOMOYEHHbIM deaepanbHbiii opraH
WCNONHWUTENbHOM BNACTM OCYLLECTBAAET OLIEHKY MOJIYYEHHOro 3akaloueHua AnA onpeaeneHua ero
COOTBETCTBMA 33[aHMI0 Ha MPOBEAEHME COOTBETCTBYIOLLEN SKCMepTUsbl U yBeAOMAAET 3asaBUTeNs B
3/IEKTPOHHOW ¢dopme MaAM Ha OymMaKHOM HocuTene O pesynbTaTax MNPOBEeAEHHOW 3KCNepTusbl C
NPUNOXKEHNEM KOMUW IKCNEPTHONO 3aKN0UEHUA (C COXpaHeHMeM KOHOUAEHLUNANbHOCTM MHGOPMaLUK O
COCTaBe JKCMNEpPTHOM KOMWUCCMM) WM O BO3MOXKHOCTM MAM  HEBO3MOXKHOCTM  paccMaTpuBaTb
JIeKapCTBEHHbIM NpenapaTt 448 MeAULMHCKOIrO NMPUMEHEHMA MPU OCYLLECTBAEHUN TOCYAapPCTBEHHOM
perucrTpauum B Kadyectse opdaHHOrOo IeKapCcTBEHHOro Npenapara.

2. Tpu BbIHECEHWM KOMMCCMEN ISKCMepTOB 3aK/YEeHMS O BO3MOXHOCTM pPaccMaTpuBaTb
NeKapcTBEHHbIM NpenapaT Ana MeaMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJAEHUMU FOCYAapCcTBEHHOM
pernctpauum B KayectBe Op¢aHHOro NeKapCTBEHHOrO MpenapaTta Yno/HOMOYEHHbI denepanbHbIi
opraH WCNOJ/IHUTENbHOW BNACTU B CPOK, He NpeBblWatoWwmMi NaTM pabounx gHel co AHA NoayvyeHus
[AAHHOrO 3aK/YeHNn, NPUHMMAET pelleHne O Bblgadye 3a4aHMA Ha NpoBedeHMe SKCNEePTU3bl KayecTea
NIeKapCTBEHHOTO CPEeACTBA M 3KCNEpPTU3bl OTHOLWEHWMA OXMWOAEMOM MNO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NIEKAPCTBEHHOro npenapaTta Ans MeAWLMHCKOTO NMPUMMEHEHMA B MOPAAKE YCKOPEHHOM
npoueaypbl 3KCNEepPTM3bl NeKAapPCTBEHHOTO CPeACcTBa B COOTBETCTBMM CO CTaTbel 26 HACTOALLEro
desepanbHOro 3akoHa.

3. B ciyyae NpUHATUA pellueHnA O HEBO3MOXHOCTM pacCcMaTpMBaTh JIeKapCTBEHHbIN npenapar aaa
MEOMLMHCKOrO MPUMEHEHUSA TMNPW  TOCYZAPCTBEHHOW  peructpauuMm B KayecTBe  op¢daHHOro
NIeKapCTBEHHOTO Mpenapata Yrno/JHOMOYEHHbIN ¢enepasnbHblii  OpraH MCMOJIHUTENbHOM  BAAcTU
npekpalaeT npoueaypy rocyAapCTBEHHOM PEerucTpauumn JIeKapCTBEHHOrO npenapaTa. 3assuTesNb
BnpaBe 06pPaTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3asfB/NEeHWEM O TOCYLAPCTBEHHOW perncTpaLmm
YKa3aHHOro J1IeKapCTBEHHOro MpenapaTta B COOTBETCTBMM CO cTaTbel 18 Hactoswero depepanbHOro
3aKOHa.

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

Cratbsa 23. 3KcnepTtMsa KauyecTBa JIEKAPCTBEHHOrO CPeACTBA M 3KCNepTM3a OTHOLWEeHUA
OXMAaemol Mosb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKAapCTBEHHOro npenapara Ans
MeAULUHCKOro NpUMeHeHuUA

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

1. 3KCI'IepTVI3a Ka4eCTBa /1IeKapCTBEHHOIo CpeacTtBa U 3KCNepTn3a OTHOLWEHUA ommp,ae:v\oﬁ NOoNb3bl
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K BO3MOXHOMY PUCKY NPUMEHEHWUA NEKapCTBEHHOro npenapata Aaa MeAUMUMHCKOrO MpUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM 3IKCMEPTOB 3aKAOYEHMIA NO pesynbTaTaM NPOBEAEHHbIX IKCNEPTU3 U
HanpaB/fieHMe 3TUX 3aKAOYEHWA B YNONHOMOYEHHbIN denepasnbHbli OpraH UCNOJHUTENbHOM BAACTU
OCYLLECTB/IAIOTCA B CPOK, HE NpeBbIAoWNIiA CTa AecATU pabounx AHEN Co AHA NOJIYYEHUA SKCNEPTHbIM
yupexaeHMem COOTBETCTBYIOLLErO 3a4aHMA YNOIHOMOYEHHOrO desepanbHOro opraHa UCNONHUTENbHOM
B/1ACTU U HEOBXOANUMBIX LLOKYMEHTOB B 31€KTPOHHON popme UAN Ha BYMarKHbIX HOCUTENAX.

KoHcynbTaHTlAOC: NprmeyaHue.

Mo 3aasneHunto, nogaHHomy B MuH3sgpas Poccum o 11.04.2022, npy HEBO3MOXKHOCTU NpPOBeAeHMUA
9KCNepTU3bl KavyecTBa JIEKAapCTBEHHbIX CPeACTB B IJKCMEPTHOM Y4yperkAeHuW, [OoMnycKaerca ee
nposeseHMe MOCPeACTBOM AUCTAaHLMOHHOIO B3aMMOAEWUCTBMA, MOPAAOK M  GOpMbl KOTOPOTO
ONpeaenstoTcA 3KCMEePTHbIM Y4YpeXAeHMeM MO COrlacoBaHUo c 3aasuTensmu (MoctaHosneHue
Mpasutensbctea PP ot 05.04.2022 N 593).

2. B TeyeHne aeBAHOCTA AHEN CO AHA NOMYYEHUA PelleHUs YnoJHOMOYeHHoro deaepanbHOro
opraHa MCNONHUTENbHOW BAACTU O MNPOBEAEHMM IKCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1 HacTosLliel
CTaTbM, 3aABUTENIb NPEACTaBAAET B JKCNEPTHOe yuypexaeHue ANs NpoBeAeHUA 3KCMepTM3bl KadecTsa
JIeKapCTBEHHOrO cpeacTBa 0b6pasupbl JIeKapCTBEHHOro npenapaTta ANs MegULMHCKOrO NPUMEHEeHus,
npou3BeleHHOro B COOTBETCTBUW C TPEBOBAHUAMM OMbITHO-MPOMbILLIEHHOTO U (MK) NPOMbILLNEHHOTO
PEernameHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM MNPOU3BOAMTENSA JIEKAPCTBEHHbIX CPEACTB, a TaKXKe B
COOTBETCTBYIOLLMX C/ly4asx 0bpasupl papmaLeBTUYECKON CyDOCTaHUMM, TECT-LUTaAMMa MUKPOOPTraHU3MOB,
KY/bTYPbl KNETOK, 06pasLbl BewwecTs, NPUMEHSAEeMbIX 415 KOHTPOJIS KayecTBa IeKapCTBEHHOro cpeacTBa
nyTem CPaBHEHMA C HUMU UCC/IeQyEeMOro 1eKapCTBEHHOIO CPeACTBa, B KONMYECTBaX, HE0bX0AUMBbIX ANA
BOCMNPOU3BEAEHMA METOA0B KOHTPOIA KayecTsa.

3. Mpu nonyyeHnn o6pasuoB /SIEKapCTBEHHOrO npenapata M dapmaueBTUYecKolr cybctaHuum
3KCMEPTHOE yuperKaeHWe BblAAeT 3aABUTEN0 AOKYMEHT, MOATBEPXKAAMOWMI MNOMyYeHWe YKasaHHbIX
06pasLOB, U B CPOK, HE NPeBbIWALWMI Tpex pabounx gHel, yBeAOMSAET B 3NEKTPOHHOM Gpopme naKn Ha
H6yMarKHOM HocuTesie 06 3TOM YNOSIHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOW BNACTU.

4. YKa3aHHble B YacTax 2 U 3 HacToALlel CTaTby CPOK ANA NpeacTaBieHuA 3assuTesem obpasuos
NleKapcTBeHHOro npenapaTta M ¢apmaueBTUYECKON CybCTaHUMM U CPOK YBEAOMAEHUA 3SKCNEPTHbIM
yypexkgeHmem o6 3ToM Ha Oyma)KHOM HocuTene YnoJHOMOYeHHOro deaepanbHOro opraHa
MCMNOJIHUTENbHOM BNACTM He BK/IOYAIOTCA B CPOK MPOBEAEHMUA SKCNEPTU3, NPeAyCMOTPEHHbIX YacTbio 1
HaCcTOALLEN CTaTbW.

5. lCl,OKyMEHTbI, nocrtynmewine B 3SKCNEPTHOE Yy4dpexaeHune ONnAa npoBeaeHnA 3SKCNepTus,
npegycMmoTpeHHbIX 4acCTbio 1 HaCTOFILLI,Eﬁ CTaTbn, nognexat BO3BpPATY B YI'IOI'IHOMO‘-IEHHbIﬁ
d)e,u,epaanblﬁ opraH WUCNOJIHUTENIbHON BAacCTU OAHOBPEMEHHO C 3aK/H4YeHuAmMUn, noayvyeHHbIMKU No
pPe3ysibTaTaM COOTBETCTBYHOLWMNX SKCNEPTU3.

Cratba 24. 3Kcnepm3a KayectBa J/1IeKAapCTBEHHOro cpeacrtea WU 3KCNepTusa OTHOoWweHUA
O)KMAGEMOﬁ noJib3bl K BO3MOXHOMY PUCKY NOpUumMmeHeHUA NEeKapCTBEHHOro npenaparta Aana
BeTepUHApPHOro npumeHeHuA

1. 3KcnepTn3a KayecTBa JIEKAPCTBEHHOIO CPeACTBa U IKCNEPTM3a OTHOLIEHUSA OXULAEMON MO/b3bl
K BO3MOXXHOMY PUCKY MPUMEHEHWUS JIEKApPCTBEHHOrO npenapaTta A1a BETEPUHAPHOrO MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM IKCMNEPTOB 3aK/IOYEHUI MO pe3y/nbTaTaM  YKa3aHHbIX 3KCNepPTU3 U
Hanpas/eHMe TaKUX 3aKJYEHWIA B YNOAHOMOYEHHbIN denepanbHbliA OpraH UCMONHUTENIbHOW BAACTU
OCYLLECTBAAIOTCA B CPOK, HE NPEBbLILWAIOLLMIA CTA AECATU Paboumx AHEN CO AHA NONYYEHUA SKCNEPTHbIM
yyperKaeHMem 3af4aHuA  YyNoJHOMOYEHHOro ¢denepasbHOro OpraHa WCNOAHUTENbHOM BAacTU C
OOKYMeHTaMM, yKa3aHHbIMM B YacTu 3 cTaTbk 17 HacToawwero PenepanbHOro 3akoHa.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-$3, o1 13.07.2015 N 241-93)
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2. B TeuyeHve TpuauatM paboumx AHeENW CO AHA NOJYYEHUS PELUeHUs YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENBHOM BIACTU O NPOBEAEHMM YKa3aHHbIX B YacTU 1 HacTosLLeN CTaTby
3KCMEePTM3 3anBMTE/Ib NPeACTaBAAET B IKCMEPTHOE yupexaeHne ana NpoBeseHusa 3KCnepTM3bl KavecTBa
JIeKapCTBEHHOrO cpeacTBa 06pasubl JIeKAPCTBEHHOrO MNpenapata A1d BETEePMHAPHOro NPUMEHEHWUs,
NPOu3BEAEHHOTO B COOTBETCTBUM C TPEOOBAHUAMMU TEXHOJIOTMYECKUX PErIAMEHTOB, YTBEPKAEHHbIX
pyKoBOAMUTENEM MPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLWMX CAy4YasaX TecT-
WTaMMbl MMUKPOOPraHU3MOB, KYy/IbTYpbl KNETOK, 06pa3ubl papmaLeBTMYecKon cybcTaHumm, obpasLbl
BELeCcTB, MPUMEHAEMble A4/ KOHTPO/AA KayecTBa JIEKApPCTBEHHOro CpeacTsa, B  KOJMYECTBAX,
Heobxo4MMbIX AN5 BOCNPOM3BEAEHUSA METOAO0B KOHTPO/IA KayecTsa.

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

3. Mpu nonyyeHnn obpasLOB NEeKAPCTBEHHOro npenapata UM ¢apmaueBTUYECKON cybcTaHuMm
3KCMEPTHOE yuypeXKaeHue BblAaeT 3aaBUTENI0 AOKYMEHT, NMOATBEPXHAALWMM NONyYEHUE YKA3aHHbIX
06pasuUoB, U B CPOK, HE NMpeBbllaloWNK Tpex pabounx AHEN, yBeAOMASET B NMCbMeHHOW dopme 06
3TOM YMOJIHOMOYEHHbIM deaepanbHbIi OpraH UCMOIHUTENbHOM BNACTU.

4. Cpok Ans npeactaBneHua 3asBuTenem 06pasLoB  /JieKapCTBEHHOro npenapata M
dbapmaueBTUYECKON CcybCTaHUMM U CPOK YBEAOMIEHMA IKCMEPTHbIM ydypexaeHuem o6 3Tom B
NUCbMeHHOM dopme YNoJHOMOYEHHOro deaepasibHOro opraHa UCMOJIHUTE/IbHOM BNACTU, YKa3aHHble B
yactax 2 U 3 HacTosWelM CTaTbM, HE BK/IIOYAIOTCA B CPOK MPOBEAEHMA YKa3aHHbIX B YacTn 1 HacToswen
CTaTbW 3KCNEpPTU3.

5. [JOKyMeHTbl, NOCTYNMBLUME B SKCMEPTHOE yupexaeHne ANna nNpoBeaeHUA YKa3aHHbIX B Yactn 1
HaCcTOALLEeN CTaTbW 3SKCNEpPTU3, MNoAanexKaT BO3BPaTy B YMNOJHOMOYEHHbIN deaepanbHbii oOpraH
NCMNOJIHUTENbHOM BNAACTU OQHOBPEMEHHO C 3aK/IH0YEHUSAMM MO Pe3y/ibTaTaM yKa3aHHbIX SKCNepTus.

CtaTtba 25. MoBTOPHOE NPOBeAEeHME IKCNEPTU3bI JIEKAPCTBEHHDIX CPeACTB
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx He4OCTaTOYHON 06OCHOBAHHOCTU UM HENOHOTbI 3aK/IIOYEHUSA KOMUCCUU SKCMEPTOB,
Ha/MuMA B HEM NPOTUBOPEYMBLIX AaHHbIX, danbCcuUPUKaLMU BbIBOLOB IKCNEPTMU3bl JIEKAPCTBEHHOMO
CpeacTBa, COKPLITUA OT YNOAHOMOYEHHOro dpeaepanbHOro opraHa UCNONHUTENIbHOM BIaCTM OCHOBaHWUM
ONs OoTBOAA 3KCnepTa BC/AEACTBUME €ro 3aMHTEPECOBAHHOCTM B pe3y/ibTaTaX COOTBETCTBYHOLLEN
3KCMEePTU3bl, HaANUMA JaHHbIX O MNPAMOM /MO0 KOCBEHHOM BMeLLATeNbCTBE B MNpouecc
COOTBETCTBYIOLLEN IKCNEPTU3bI UL, HE Y4YacTBYIOLWMX B ee NpoBeAeHMM, HO OKasaBLIMX BAUAHME Ha
npouecc n pesynbTaTbl ee NPOBEAEHUA, YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIbHOM
BNACTM Ha3Ha4yaeTCs NOBTOPHAA SKCNepTU3a IEKaPCTBEHHOIO CPeaCTBa U (MIM) STUYECKan IKCnepTUsa.
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. MoBTOpHasA 3KCMepTU3a JIeKapCTBEHHOIO CPeACTBA MPOBOAMTCA C YYETOM Pes3y/bTaToB paHee
NPOBEAEHHON 3KCMepTM3bl B CPOK, YCTAaHOBJ/IEHHbIN YNOJHOMOYEHHbIM ¢enepasbHbiM  OpPraHoM
MCMONHUTENBHOW BIACTU M HE NPEBbIWAOLWMI TPUALATY paboumx gHel Co AHA NOSYYEHUS SKCMEePTHLIM
yypexRaeHnem 3aaHnsa Ha NpoBeAeHMe NOBTOPHOW SKCMEePTU3bI IEKAPCTBEHHOTO CPeaCTBa.

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

3. ®duHaHcoBoe obecneyeHne BbIMNOAHEHMA 334aHMA Ha MPOBEAEHME MNOBTOPHOW 3SKCMEepTUsbl
NleKapCcTBEHHOIO CPEeACTBa He OCYLLEeCTBAAETCA.
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CTaTbA 26. YCKOpeHHas npoueaypa 3KCnepTusbl 1I6KaPCTBEHHbIX CPEACTB
1. YcKopeHHasa npoueaypa 3KCNepTu3bl JIeKapCTBEHHbIX CPEeACTB B LENAX rocyAapCTBeHHOM

PerncTpauum NeKapcTBEHHbIX MPenapaToB MPUMEHAETCA B OTHOWEHUM OpdaHHbIX IeKapPCTBEHHbIX
npenapaToBs, NepBbIX TPEX EKAPCTBEHHbIX MPENapaToB, perucTpupyemolix B Poccuiickoii depepaunmn B
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KauyecTBe BOCMPOU3BEAEHHbIX /IEKAapCTBEHHbIX MPEnapaToB, O4YEepPeaHOCTb KOTOPbIX onpeaenseTcs B
COOTBETCTBMM C HOMEPOM UM [aTOW BXOAALWMX 3afBAEHUA O T[OCYAAPCTBEHHOM perncrpauum
JIEKapCTBEHHbIX MPEnapaToB B paMKax OAHOM0 MeMAYyHapoAHOro HenaTeHTOBaHHOTO HaMMeHOBaHMA
JIeKapCTBEHHOrO npenapata WAW TPYNNMPOBOYHOrO HaMMEHOBAHWSA JIeKapCTBEHHOro Mnpenapara,
JIeKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro MNPUMEHEHUA, MNpeAHasHaYeHHbIX A8 JieyeHus
AOMaLLHWNX YXUBOTHbIX, onpeaeneHHbix PegepanbHbiM 3aKOHOM OT 27 aekabpa 2018 roaa N 498-d3 "06
OTBETCTBEHHOM 0OpaLLEHUN C KMBOTHBIMW U O BHECEHUN U3MEHEHWI B OTAE/IbHblE 3aKOHOAATe/IbHble
akTbl Poccuinckon degepaumnmn”, U 3aperMcTpMpoBaHHbIX B KayecTBe JeKapCTBEHHbIX Npenapatos Ans
MeAULIMHCKOTO MPUMEHEHUA, U NeKapCTBEHHbIX NpenapaTos, npeaHasHauYeHHbIX UCKAKYUTENBHO AN
NPUMEHEHNA HECOBEPLLUEHHONETHUMMU rPaXKaaHamu.

(8 pen. PeaepanbHbix 3aKoHOB 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 CPEeACTB B LIEAX rOCYAapCTBEHHOM
perncTpaumm NeKapcTBEHHbIX MPenapaTos He NPUMEHAETCA B OTHOLLEHWN:

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

2) pedepeHTHbIX NEeKapCTBEHHbLIX NPenapaToB (3a MCKAoYeHMEM OpdaHHbIX JEeKapCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NpumeyaHue.

o 01.09.2023 poCCUACKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPENapaToB AaA BeTepPUHAPHOro
NPUMEHEHMA paspeLleHo NoAaBaTh PErMCTPALLMOHHOE A0Cbe MO YCKOPEHHOW npoueaype 6e3 yyeta
TpeboBaHMl N. 3 4. 2 cT. 26 (MocTtaHoBneHUe Mpasutenbctea PP ot 12.03.2022 N 353).

3) BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX NPEnapaToB (33 WCKAOYEHMEM MepPBbIX TpPex
peructpupyemblx B Poccuiickoit depepauum B KayecTBe BOCMPOU3BEAEHHBIX JIEKAPCTBEHHbIX
NPenapaToB M JIEKAPCTBEHHbIX NPENapaToB, NpPeAHa3sHAYeHHbIX WCKAIOYUTENbHO ANA MPUMEHEHUS
HECOBEPLUEHHONETHUMM FpaXKAaHaMM, a TaKXKe JIeKapCTBEHHbIX MpenapaTtos, NpeAHa3Ha4YeHHbIX A
NleyeHna AOMALLHMX KUBOTHbIX, onpeaeneHHblx PesepanbHbiM 3aKoHOM OT 27 gekabpa 2018 roga N
498-03 "O6 oTBETCTBEHHOM O0OpPALLEHMM C KMBOTHBIMMU U O BHECEHUW M3MEHEHWN B OTAE/IbHble
3aKoHoAaTesnbHble aKTbl Poccuitckoit Pepepaumn”, n 3aperncTpMpoBaHHbIX B KAYECTBE JIEKAaPCTBEHHbIX
npenapartos AN MeAULMHCKOTo NPUMEHEHUS);

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

4) HOBbIX KOMBWHALWIA 3aPErMcTPUPOBAHHBIX PaHee IEKAapPCTBEHHbIX NPenapaTos;

5) NnekapcTBeHHbIX NpPenapaToB, 3apPernmcTPMpPOBaHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrux
NeKkapcTBeHHbIX popmMax B COOTBETCTBMU C NEpeYHEM HaUMMEHOBAHUI NeKapCTBEHHbIX GOPM M B HOBOM
[03MPOBKeE;

6) NnekapcTBEHHbIX NpenapaTtoB AN8 MeAULUHCKOrO NPUMEHEHUS, roCyJapCTBEHHAn perncrpaums
KOTOPbIX OTMEHEHa, NPU UX PErNCTPALMMN B KauyeCTBE JIEKAPCTBEHHbIX NPENapaToB AN BETEPUHAPHOIO
NPMMEHEHMUA.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM OT 28.04.2023 N 171-93)
(yacTtb 2 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. yCKOpEHHaH npouenypa 3KCNePTU3bl JIEKAPCTBEHHbIX CPeAcCTB NpPoOBOAUTCA MO peweHuro
cooTBeTCTBYHOWEro YNO/IHOMOYEHHOIO d)ep,epaanoro OpraHa WMCNONHUTENIbHON B/IaCTM Ha OCHOBAHUMU
3aAB/IeHNA 3aABUTENIA B CPOK, HE I'IpeBbIUJaI-OLLI,Mﬁ BOCbmMmunaecAaTun pa60qwx LI,HEVI. Mpwn aTom aKkcnepTU3a
AOKYMeHTOB, coaepKalWunxca B permctpauMoHHOM A0Cbe Ha ﬂEKapCTBeHHbIVI npenapat, NnposoanUTCA B
CPOK, He I'IpeBbILLIaPOLLI,VIVI AecAatn pa60‘-WIX ,CI,HEVI, 9KCNepTn3a KayecCcrtBa J1IeKapCTBeEHHOro cpeactsa U
9KCNepTn3a OTHOowWeHUA ommp,aemoﬁ NoNb3bl K BO3MOXHOMY PUCKY MNpuUmMmeHeHUA NeKapCTBEHHOro
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npenapaTta NPOBOAATCA B CPOK, HE NMPEBbIWAOWMIA LIECTUAECATU Paboymx AHEN.
(yacTb 3 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOWeHNKN opdaHHbIX IEKAaPCTBEHHbIX MPenapaToB MOryT BbITb NpeAcTaBAeHbl pe3yabTaTbl
OOKNMHNYECKUX UCCNea0BaHUIA NEKAPCTBEHHbIX CPEACTB U KNAMHUYECKUX UCCAeA0BaHNIA NEKAPCTBEHHbIX
npenapaTos 418 MeAULMHCKOro NPUMEHEHMA, BbINOAHEHHbIX 32 Npegenamun Poccuiickon depepaumm B
COOTBETCTBUM C MpaBWUIaMWM Hagfexawein nabopaTopHOM NPAKTMKM W NpaBuAaMKM HaafexKaledn
KAMHUYECKON NPAKTUKM.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3)

4. YCcKOpeHHaa npoueaypa 3KCNepTU3bl NEKAPCTBEHHbIX CPeaCTB MNPOBOAMTCA B NOPAAKe,
yCTaHOBNEeHHOM cTaTbAMM 17 - 20, 23 u 24 Hactoswero PenepanbHOro 3akKoHa, MU He O3HA4aeT
CHUKeHMsA TpeboBaHM K 6esonacHoCcTU, KayecTBy U 3PPEKTUBHOCTU TEKAPCTBEHHbIX NPENapaTos.

CtaTbA 27. PeweHune 0 rocyAapcTBEHHOM peructTpaumMm 1eKapcTBeHHOro npenapara

1. B cpok, He npeBblWaoWmMi AecaTM pabounx gHen co AHA NOAYYEHUA 3aK/IOUYEHUIA KOMUCCUU
3KCMNepPTOB MO pe3y/nbTaTaM 3KCMNepTMU3bl KaYecTBa JIEKapCTBEHHOrO CPeACcTBa U 3KCNEepPTU3bl OTHOLWEHUSA
OXMOAaeMoh MoNb3bl K  BO3MOMHOMY PUCKY MNPUMEHEHMA  JIeKapCTBEHHOro  Mpenapara,
COOTBETCTBYIOLLMIM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOJIHUTE/IbHOM BAACTU:

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

1) pasmeliaeT Ha cBoem opUuLManbLHOM caitTe B ceTu "MIHTepHeT" coOTBETCTBYIOLLME 3aKN0YeHUA
KOMWCCMM 3SKCMEepTOB M OCYLLECTBASET WX OLEHKY ANA onpegeneHus COOTBETCTBMA 3a4aHMI0 Ha
npoBeaeHue 3TUX SKCNepTus;

(n. 1 B pea. epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NPUHUMAET pelleHne O rocyAapCTBEHHOW PEerMcTpauuMu NeKapcTBEHHOro npenaparta wau o6
OTKase B rocyAapCTBEHHON perncTpaumm 1eKapcTBeHHoro npenapara;

3) BHOCUT NpPU NPUHATUN PELLIEHNA O TOCYAAPCTBEHHOW pPerncTpaumumn NeKapcTBeHHOro npenaparta
[JaHHble O 3aperucTpMpoBaHHOM JIEKApPCTBEHHOM Mpenapate, B TOM uucie O ¢$apmMaueBTUYECKOM
cybCcTaHuMM, BXO4ALLEeN B COCTAB JIEKAPCTBEHHOrO nMpenapaTta, B TOCYAAPCTBEHHbLIA peecTp
NIEKapCTBEHHbIX CPEACTB M BblAAeT 3asABUTEN0 PErncTpauMoHHOEe YA0CTOBEPEHME JIEKAPCTBEHHOrO
npenapata, ¢opma KOTOPOro YyTBEPKAAETCA  YMNOJHOMOYEHHbIM  defepasbHbIM  OpraHoOM
WCMNOJIHUTENbHOM B/IAaCTU, COTrNACcOBaHHble HOPMATUBHYIO OOKYMEHTALMIO, HOPMATMBHbIA [AOKYMEHT,
MHCTPYKLMIO NO NPUMEHEHUIO IEKaPCTBEHHOIO NpenapaTta U MakeTbl NePBUYHON YNAKOBKM U BTOPUYHOM
(noTpebuTenbcKol) yNakoBKM C yKasaHMEM Ha HUX HOMEPA PErMcTpaLMoOHHOrO yA0CTOBEPEHMUS
NleKapCcTBEHHOTO nMnpenapaTta M AaTbl ero rocyAapCTBEHHOM pPerncrpaumMuM waum B C/yyae MNpUHATUA
peweHna o6 OTKase B rOCYAAPCTBEHHON PErucTpauumn JeKapCTBEHHOro npenapaTta yBegoMaseT B
NUCbMEHHON ¢opme 3aaBuTENs 06 3TOM C YKasaHWMeM MpPUMYMH TaKoro OTKasa. 3a Bblgauy
perncTpaunoHHOro ya0CTOBEPEHMA SIeKaPCTBEHHOro NpenapaTta B3MMaeTCs rocy4apcTBeHHan Noww/IMHa
B COOTBETCTBMM C 3aKOHOA4ATeNbCTBOM Poccuitickoit degepaumm o Hanorax 1 cbopax.

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

2. OcHoBaHMEM ANA OTKa3a B roCyAapCTBEHHOM perncrTpaumm NeKapCcTBeHHOro npenapaTta gns
MEeAMUMHCKOrO  NPUMEHEHUS  ABNAETCA  3aK/lOYEHME  COOTBETCTBYIOLLETO  YNOJHOMOYEHHOro
desepanbHOro opraHa WCMNONHUTENbLHOW BAAacTM O TOM, 4YTO KayecTBo M (nan) 3dPeKkTMBHOCTb
pPEerucTpupyemoro /IeKapcTBEHHOro npenapata A1 MeAUUMHCKOIro NPUMMEHEHUS He NOoATBEpPXAEHbI
NONYYEHHbIMU OAHHBIMU UM YTO PUCK NPUUYMHEHMA BPeAa 340pPOBbH0 YEN0BEKA BC/eAcCTBME Mpuema
JIeKapCTBEHHOro npenapata AAda MegMUMHCKOro MpuMeHeHusa npesbiwaeT 3¢dEeKTUBHOCTb €ero
NPMMEHEHMUA.

(yacTb 2 B peg,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3. MoBTOpHOE nNpeAcTaBleHUE B COOTBETCTBYHOLWMIA YNOJHOMOYEHHbIM denepanbHbli opraH
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WCNONHUTENbHOM BAAcTU NEKAapCTBEHHOrO MNpenapata, B OTHOWEHMWM KOTOPOro MNOJAy4YeH OTKa3 B
rocyapCTBEHHOMN perncTpaLmm n KOTopblii BNOCNEACTBUM NOABEPTCA USMEHEHMIO B YaCTM €ro COCTaBa,
paccmaTpuBaeTCA Kak npeactaBleHne HOBOTO JIeKapCTBEHHOro npenapata Ha ero rocygapcTBEHHYHO
perncTpauuio He3aBUCUMO OT COXPAHEHUSA ero NepBMYHOrO HAaMMEHOBAHMA.

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

4. Mpn npepocTaBieHMM 3aABUTENEM B COCTaBe PErMcTPaLMOHHOIO A0Cbe Ha JIEKAPCTBEHHbIN
npenapaT 414 BETEPMHAPHOrO NPUMEHEHMA KOMUM peLleHns YyNoAHOMOYEHHOro denepasbHOro opraHa
WCNOJIHUTENbHOW BAACTM O MPOBEAEHUM WHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHbLIX CPEACTB
CPOK MPUHATUA peleHna O TOCY[APCTBEHHOW perucTpaumMm feKapCTBEHHOro npenapata  gas
BETEPMHAPHOIO NPMMEHEHUA MPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKNOYEHNI, YKa3aHHbIX B 4acTK
1 HacTosiel cTaTbM, A0 AHA NPUHATUA YNONHOMOYEHHbIM desepanbHbIM OPraHOM MCMNOAHUTENBbHOWN
BNACTU pelleHns O Bblgaye uamM ob OoTKase B BblAaye 3aK/AHOYEHWA O COOTBETCTBUM MPOU3BOAUTENA
NIeKAPCTBEHHbIX CPeacTB TPeboBaHMAM NpPaBWUA Hag/exalelh NPoM3BOACTBEHHOW MPAKTUKKU, HO He
60/1ee YeM Ha CTO BOCEMbAECAT pabounx gHen.

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

5. OcHoBaHMeM A/1A OTKasa B rocy4apCTBEHHOW PerncTpaumnmn ekapCTBEHHOro npenaparta gns
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA 3aK/AOYEeHWe YNOJHOMOYEeHHOro deaepanbHOro oOpraHa
UCMO/IHUTENIbHOW BMACTM O TOM, YTO KayectBO M (Mamn) 3PDEKTUBHOCTb PerncTpmpyemoro
JNIEKApPCTBEHHOrO npenapata AaA BETEePUHAPHOrO MPUMEHEHUA He MNOATBEPXKAEHbl MOAYYEHHbIMU
OAHHBIMM UM YTO PUCK MPUYMHEHMA Bpeaa 340POBbI0 *KMBOTHOMO BCAEACTBME NPUEMA JIEKaPCTBEHHOTO
npenapata gAs BETEPUMHAPHOro MPUMEHEeHUs npeBblwaeT 3PPEeKTUBHOCTbL €ro MPUMEHEHMUA, OTKas
yno/fHOMOYeHHOro denepanbHOro oOpraHa MUCNOMHUTENbHOW BAAcTM B Bblgaye 3aK/llYeHUA O
COOTBETCTBUM MPOU3BOAMUTENA JIEKAPCTBEHHbIX CpPeacTB TpebOBaHMAM NpaBuA  Haa/exallel
NPOU3BOACTBEHHON MPAKTUKM ANA  KaXK4oW NPOM3BOACTBEHHOM MJIOWAAKM  PEFNCTPUPYEMOrO
JIEKapCTBEHHOrO npenapata AAA BETEPUHAPHOro MPUMEHEHUA B C/Ay4ae, €ecin MNpPOM3BOACTBO
JIeKapCTBEHHOro npenapata AnA BETEepPUMHApPHOro MPUMMEHEHMA OCyLLecTBAAeTCA 3a npegenamu
Poccuinckoin Pepepaumm, nam oTcyTCTBUE TaKOTO 3aKAOHEHUA.

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

KoHcynbTaHTMAOC: NpMMeyaHme.
O nopsAgKe M CpoOKax onpeneneHna B3aMMO3aMEHAEMOCTU JIEKAPCTB JIEKAPCTBEHHbIX MPenapaTos,
3apernctpmpoBaHHbix 4o 01.03.2020, cm. cT. 3 ®3 071 27.12.2019 N 475-P3.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIEKapCTBEHHbIX MpPenapaTtoB ANAA MeAULUHCKOro
npuMeHeHusA
(8 pen. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

KoHcynbTaHTIAOC: NprMmeyaHue.
C 01.01.2024 B 4. 1 ct. 27.1 BHocaTcA nameHeHusa (®3 ot 19.10.2023 N 503-$3). Cm. Hyayuiyto
peaakuumio.

1. B3ammosameHAEeMOCTb NNEKAPCTBEHHDbBIX npenapatoB An4 MEeAUUMNHCKOINo npuMeHeHUA
onpegenaeTca yno1IHOMOYEHHbIM cbep,epaanblM OpraHom NCNONHUTENbHOM BNacCTu, ocywecTteaaowmnm
roCcygapCTBEHHYIO PErncTpaunio NeKapCTtBEHHbLIX NpenapatoB Anad MegunumnmHCKOro npumMeHeHuA, B
pamKax OAHOro mexayHapogHoro HenaTteHToOBAaHHOro (MHM XMmMmun4yeckoro, umaun I'pyrII'IVIPOBO‘-IHOFO)
HanmeHOoBaHMA Ha OCHOBe 3aK/Jlo4YeHNA KOMUCCUU ISKCMNEPTOB SKCNEPTHOro y4dypexageHuna o
B3aMMO3aMeHAEeMOCTU NNEKAPCTBEHHOTO npenaparta AnAa MmeanunHCKOro npumeHeHmaA nnbo o TOM, 4YTO
ﬂeKapCTBEHHbIVI npenapatr Aana MmMeaguunuHCKoOro npummeHeHunAa He ABAAETCA B3aMMO3aMeHAEeMbIM.
MopAagoKk onpegeneHna B3aMMO3aMEHAEMOCTU NEeKAPCTBEHHbIX MpenapaTtoB A1a MegULMHCKOro
npumeHeHuA n d)OpM& 3aK/o4eHunAa KOMUCCMN  SKCNEPTOB 3IKCMNEepTHOro y4ypexageHma o
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B3aMMO3aMEHSAEMOCTUN IEKAPCTBEHHbIX NPENapaToB 4/19 MeAULMHCKOro NpMMeHeHUa AMbo o Tom, YTo
NeKapcTBEHHbIM npenapat Ans MeAWUMHCKOTO NPUMEHEHUA He ABNAETCS B3aMMO3aMeHSEMbIM,
ycTaHaBAuBatoTca MpasutenbcTBom Poccuiickoii deaepaunn.

2. Komucecua aKcnepToB SKCMEPTHOrO YUYpeXKAeHUs AaeT 3aK/loyeHMe O B3aMMO3aMeHSEeMOCTU
JIeKapCTBEHHOrO MnpenapaTta A4 MeAWUMHCKOrO MNpUMEHeHUA AnMbo O TOM, 4YTO JIEKAPCTBEHHbIN
npenapat gaa MeAMUMHCKOTO MNPUMEHEHUA He ABNAETCA B3aMMO3aMeHseMblM, Ha OCHOBaHWUU
cneayowmx KpUTepmes (XapaKTepuCTuUK):

1) 3KBMBaneHTHOCTb (Ans 6uoaHanorosbix (6MONOAO6HBLIX) /NEKAPCTBEHHbLIX NpenapaTos
(boaHanoros) -  COMOCTAaBMMOCTb)  KauyeCTBEHHbIX M KO/NMYECTBEHHbIX  XapaKTepuCTUK
dbapmaueBTUYEeCcKUX cybCTaHUMt AU CONOCTaBUMOCTb aHTUIEHHOro coCTaBa BaKuUMH. Mcnonb3oBaHue
pa3NnYHbIX coneit, 3GUPOB, KOMNAEKCOB, U30MEPOB, KPUCTANNNYECKMX GOPM U APYrUX NPoU3BOAHbIX
OAHOMO W TOrO0 e [AeWNCTBYIOWEro BellecTBa He ABAAETCA MNPenAaTcTBMEM A4 onpeaeneHus
B3aMMO3aMeEHAEMOCTN  /IeKapCTBEHHbIX MNpenapatos, €CcAuM npu  MNpPoBeAeHUM  UccnenoBaHUA
6MO3KBMBANEHTHOCTM  /IeKapCTBEHHOrO  MpenmapaTa WAM  UCCNeAoBaHMA  TepaneBTUYECKOM
3KBUBA/NIEHTHOCTM NEKapCTBEHHOro npenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HaYMMbIX Pa3andunii
bapmMaKoKUHETUKM U (unn) 3ddeKkTUBHOCTM M 6e30MacHOCTM /ieKapCTBEHHOro npenapaTta  Ans
MeAULIMHCKOTo NPUMEHEeHMs;

2) 3KBMBANEHTHOCTb JIeKapCTBEHHOW Gopmbl. 04 3KBUBANEHTHBLIMU JIeKaPCTBEHHbIMKU hopMaMm
NMOHMMAIOTCA pPa3Hble JIEKapCTBEHHble GOPMbI, MMEIOLWME OAMHAKOBble crocob BBegeHMA U cnocob
npumeHexHns, obnapgatowme CcoONOCTaBUMbIMK  GAPMAKOKMHETUYECKMMW  XapaKTepPUCTUKaAMU U
dapmakosormyeckum  genctemem U obecneumBalolMe TaKKe  OOCTMXKeHue  Heobxoammoro
KIMHUYeckoro addekTa. Pasnmuma nekapctBeHHbIX popm He ABAAIOTCA NPENATCTBMEM A/1A ONpeaesieHns
B3aMMO3aMEHAEMOCTN  JIEKAPCTBEHHbIX MNpenapatos, €cAu Mpu  MPOBEAEHUM  UCCef0BaHUA
6MO3KBMBANEHTHOCTM  JIeKapCTBEHHOrO  npenapata WAM  UCCAeAoBaHMA  TepaneBTUYECKOM
3KBUWBA/MIEHTHOCTM NEKapCTBEHHOro npenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HaYMMbIX Pas3anyunii
bapmMaKkoKMHETUKM U (uan) asddeKkTBHOCTM UM 6e30oMmacHOCTM /ieKapCTBEHHOro npenapaTta  Ans
MeANLNHCKOrO NPUMEHEHUSA;

3) 3KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/ibHbIX BELLECTB JIEKAPCTBEHHOIO
npenapata Ana MeAMUMHCKOrO MpUMMeHeHusA. Pasamuma cocTaBa BCMOMOraTesibHbIX  BELLEeCTB
JIEKapCTBEHHOTO Mpenapata He fABAATCA NPenATCTBMEM A/ OnpefesieHUs B3aMMO3aMeHAEMOCTU
NIEKAapCTBEHHbIX MPenapaTtoB, €eCcAM Mpu  NPOBEAEHUW  UCCNeAOBaHWA  BMO3KBUMBANEHTHOCTM
JIEKapCTBEHHOTO MpenapaTta Wau UCCNef0BaHUA TepaneBTUYECKOM 3KBMBAJIEHTHOCTU JIEKAPCTBEHHOMO
npenapata [OKa3aHO OTCYTCTBME K/AMHWYECKM 3HAUYMMbIX Pasanumii  GapMaKOKMHETUKM U (1au)
adpeKkTMBHOCTM M H6€30MacHOCTM JIeKAPCTBEHHOro npenapata ans MeAMLMHCKOro npumeHeHus. Mpu
Ha/IMYUW KIMHUYECKM 3HAUYMMBIX Pa3AnNUunin GapMaKkOKMHETURMN U (Mnun) addeKkTMBHOCTU 1 Be3onacHoOCTH
JIeKapCcTBEHHOTO NpenapaTa Aaa MeAWULMHCKOTO NPUMeEHEHUs B3aMMO3aMEHSeMOCTb onpeaenserTcs C
yKa3aHWEeM Ha UCK/IoYeHMe OTAE/IbHbIX TPynn NauueHTos;

4) naeHTUYHOCTb cnocoba BBeAeHUs K cnocoba NPpUMEHEHUS;

5) COOTBETCTBME NpOnN3BOAUTENA NEKAPCTBEHHOIO CpeacTBa Tp66OBaHMF|M npasun Ha,u,nemam,eﬁ
I'IpOM3BOLI,CTBeHHOl7| NPaKTUKU.

3. Onpep,eneHme B3aMMO3aMeHAEMOCTU BOCMNPOU3BEAEHHbLIX /NIEKAPCTBEHHbIX Mpenapatos AnA
MeONLMNHCKOIoO NpUMeHeHUA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero CDe,u,epaanoro 3aKOHa,
ocywecrBnAaeTca 6es HeO6XO,CI,MMOCTM AOKa3aTtenbCTBa UX 6MO3KBMBAIEHTHOCTM.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2024 B 4. 4 ct1. 27.1 BHOcATCA MameHeHus (P3 ot 19.10.2023 N 503-$3). Cm. byayulyto
penakuuto.
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4. OcobeHHOCTM onpeaeneHMs  B3aMMO3aMEHAEMOCTU  OMONOTMYECKMX  JIeKAapPCTBEHHbIX
npenapatoB, KOMOWHMPOBAHHbIX JIEKAPCTBEHHbIX MpenapaTtoB (coAeprKawmx KomMOWMHauuio ABYX W
bonee pOeNCTBYOWMX BELWLECTB), JIEKAPCTBEHHbIX MPenapaToB AAA MNAPEeHTepPanbHOro NUTaHMA U
HeZ03MPOBAHHbIX /IEKAPCTBEHHbIX MpenapaTtoB YycTaHaBauBatoTca [lpasButenbctBom Poccuiickol
depgepaunmn.

5. Onpe,u,eneHme B3aMMO3aMeHAEeMOCTU He OocCylwecTBaAeTcA B OTHOWEHWUU J1eKapCTBEHHbIX
PacCTUTENIbHbLIX NPenapaToB, roMmeonaTn4YeCKnX 1eKapCTBeHHbIX NpenapaTos.

6. (DOpMVIpOBaHVIe nepevyHA B3anMo3amMeHAEMbIX 1IeKapPCTBEHHbIX MpenapaTtoB ANnAa MmeaULNUHCKOro
npUMeHEHNA OCYLLECTBNAETCA SKCNEPTHbIM y4ypexageHnem nocpencrsom O6'be,CI,VIHeHVIF| NEKapPCTBEHHDbIX
npenapatoB B OTAE/IbHblE Tpynnbl, B Ka)K,D,Ol\;I U3 KOTOPbLIX NEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnydae BK/AOYEHUA B MHCTPYKUUIO MO MEAULMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOro
npenapaTta Ha OCHOBaHWW Pe3yNbTaTOB COOTBETCTBYIOLMUX UCCeA0BaHNI NOKa3aHU AN NPUMEHEHUS,
KOTOpPbIE OT/IMYAKOTCA OT MOKasaHWN A8 NPUMEHEHUA APYrUX JIeKapCTBEHHbIX NMPenapaTtos M3 rpynnbl
B3aMMO3aMeHAEMbIX /IEKAPCTBEHHbIX MPEenapaTtos, B MepeyHe B3aMMO3aMEHSAEMbIX /IeKapCTBEHHbIX
npenaparos A8 MeAMLUMHCKOro NPpUMEHeHMA A0/1KHa BbiTb YKa3aHa COOTBETCTBYOWAA MHGopMaLma.

8. MepeyeHb B3aMMO3aMeEHAEMbIX JIEKAPCTBEHHbIX NPenapaTos AN MeAULMHCKOro NpumeHeHus
pasmeLLaeTcsa yrnoJHOMOYeHHbIM defepasibHbIM OpraHOM UCMOJIHUTEIbHOW B1IAaCTU, OCYLLLECTBAAOLLMM
roCy4apCTBEHHYIO PErucTpauMio JIeKapCcTBEHHbIX MpenapaToB ANA MeAMUMHCKOrO MPUMEHEHUs, Ha
cBoem oduumancHom cante B cetn "UHTepHet". UHboOpmaumsa B nepeyHe B3aMMO3aMeEHSEMbIX
NleKapcTBEHHbIX NPenapaToB A8 MeAUUMHCKOro NpumeHeHns 06HOBAAETCA YKasaHHbIM dpesepanbHbiM
OpraHOM WMCNOJIHUTENIbHOM BAACTU C YYETOM HOBbIX 3aPErMCTPUPOBAHHbIX SIEKAPCTBEHHbIX NpenapaTos
ANA  MEeAMUMHCKOrO MNPUMEHEHWA W BHECEHHbIX W3MEHEHMI B [OKYMEHTbl, COAeprKalmeca B
PEerncTpaumoHHbIX A0Cbe Ha 3aperncTpMpoBaHHbIE JIEKAPCTBEHHblE NpenapaTbl Ana MeAMUMHCKOro
NPUMEHEHNA.

KoHcynbTaHTIOC: npuMmeyaHue.
C 01.01.2024 B 4. 9 ct. 27.1 BHOCATcA MameHeHusa (®3 ot 19.10.2023 N 503-$3). Cm. byayLiyio
pefakumio.

9. MopAAOK MCMNONb30BAHNA MHOOPMALMM O B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX MpenapaTtax
AN MeAMUMNHCKOro NPUMEHEHMA U NOoPALOK [3a4YM PasbsACHEHMIM MO BOMPOCAM B3aMMO3aMeEHAEMOCTH
JIeKapCTBEHHbIX MNpenapaToB A8 MeAUUMHCKOrO NPUMEHEHMA YycTaHaB/MBatoTcs [1paBUTENbCTBOM
Poccuiickoin Peagepaumnn.

KoHcynbTaHTlAOC: NpuMeyaHme.

CpOK perucTpaumm fIeKapcTBEHHOrO nmpenapaTa Ans BETePUHAPHOro MPUMEHEHMUA, UCTEKAoWMA ¢
14.03.2022 no 31.12.2022, a Takke B 2023 roagy, npoaneH Ha 12 mecaues (MocTtaHoBNeHUe
Mpasutensbctea PP ot 12.03.2022 N 353).

CratbAa 28. PerucrpaumoHHOe ya0CTOBEpPEHUE IEKAaPCTBEHHOrO nNpenapara

1. PerncrpaumMoHHOe yA0CTOBEPEHME SIEKAPCTBEHHOrO MpenapaTta C yKasaHMem NeKapCTBEHHbIX
dbopm M [03MPOBOK BblaaeTcs 6eccpoyHO, 3a MCKAYEHMEM PEerucTpauMoHHOro YA0CTOBEpPEeHUA
NleKapcTBEHHOro nMpenapaTta, Bbl4aBaemMoOro CO CPOKOM AeNcTBMA NATb /eT, Ha Bnepsble
peructpupyemble B Poccuitickoit ®egepaumm neKapcTBeHHble npenaparb.

2. Mo wucTteyeHun yKasaHHoOro B 4vactm 1 HaCTOFILLI,eﬁ CTaTbM CpPOKa BblAaeTcA 6eccpquoe
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perncTpaunoHHoe YZAOCTOBEPEHWE JIEKAPCTBEHHOro npenapata Mnpu YCI0BWUM NOATBEPKAEHWUA ero
rocyAapCTBEHHOW perncTpaumm.

3. B cnyyae BHeceHus B cooTBeTcTBUM co cTaTbamm 30 u 31 Hactoawero PegepanbHOro 3akoHa
M3MEHEHMN B codeprKallmeca B PerncTpauMoHHOM [0Cbe Ha 3apPerncTpPUpOBaHHbIN SIEKAPCTBEHHbIN
npenapaTt A4OKYMEHTbI, 3aTParMBaloWmMX CBeAEHUA, OTPAXKEHHbIE B PErUCTPALMOHHOM YA0CTOBEPEHUMN
JIeKapCTBEHHOTO NpenapaTa, YyNOAHOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENLHOW BNACTU BblgaeT
HOBOE PErncTpaunuoHHOEe yo0CTOBEPEHNE IEKAPCTBEHHOIO Npenapara, cogeprkaliee BHECEHHbIE B HETO
U3MEHEHMA.

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

4. B cnyyae yTpatbl MK MOBPEXAEHUA PErNCTPALMOHHOIO YAOCTOBEPEHUA NEKAPCTBEHHOIO
npenapata no 3asBAEHUI0 B NUCbMeHHOM ¢dopme aeprkaTens UAM Bnagenbla PerucTpalyMoHHOro
YAOCTOBEPEHUA NNEKAPCTBEHHOMO NpenapaTa Uan yNoAHOMOYEHHOTO UMW APYrOro IpUANYEcKoro anua
o Bblgaye  aybavMkata  PErucTpauMOHHOrO  YAOCTOBEPEHMA  NIeKAapCTBEHHOro  npenapaTta
YNONHOMOYEHHbIM penepanbHbli OpraH UCNOAHUTENbHOM BAACTU B CPOK, HE MpPEBbIWAOWMUIA AECATU
pabouunx AHEN co AHA NOCTYN/eHUA 3afBNEHUs, BblAaeT Ay6/MKaT perncTpaumoHHOro yaoCcToBepeHusn
JIeKapCTBEHHOrO npenapaTa. 3a Bblaady AybvMKaTa permcTpaumoHHOro YA0CTOBEPEHUS 1IeKapCTBEHHOTO
npenapaTta B3MMAETCA roCyLapCTBEHHAA NOLW/IMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM PoOCCUMINCKOM
depepaunn o Hasnorax 1 cobopax.

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

KoHcynbTaHTlAOC: NpumeyaHue.

CpOK peructpauum NIeKapCTBEHHOIO npenapata AnA BETEPUHAPHOrO MPUMEHEHMUA, UCTEKAIOLWMI C
14.03.2022 no 31.12.2022, a TaKkke B 2023 roay, npoaneH Ha 12 mecaues (MocTtaHoBNAEHUE
Mpasutensbctea PP ot 12.03.2022 N 353).

CtaTbna 29. NoaTBepKaeHUe rocysapcTBeHHON perncTpaumm eKapcTBEHHOro npenapara
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTBepXKAeHUE rocyfapCTBEHHOW PerncTpaLymn AeKapcTBEHHOro npenaparta OCyLLecTBAAeTCA
npu Bblgaye 6eCCPOYHOro PErvcTPaLMOHHOIO YAOCTOBEPEHWA NEKAapCTBEHHOro npenapata B Cayyae,
YKa3aHHOM B 4acTu 2 cTaTbk 28 Hactoawero deaepanbHOro 3aKoHa, B CPOK, He MpPEBbIWAOLLMNA
lwecTmaecatTm paboumnx gHen Co AHA NOJYYEHUA COOTBETCTBYIOLLMM YMOJHOMOYEHHbIM deaepasibHbIM
OPraHOM MCMO/NIHUTENbHOW BAACTM 3anBJEHWA O MNOATBEPXKAEHUM FOCYAAPCTBEHHOW perucrTpaunm
NleKapCcTBEHHOro npenaparta. He ocyuwiectsifetcA NOATBEP)KAEHME rOCYAAPCTBEHHOW perucrpauuu B
OTHOLLEHMM NIeKaPCTBEHHOro Npenapara, He HaxoamBLueroca B obpalieHumn B Poccuiickolt depepaunm B
TeyeHne Tpex M 6osee feT, a TaKKe B OTHOWEHWUW NEeKapCTBEHHOrO CpeacTBa, MPOU3BEAEHHOro C
HapyweHuem TpeboBaHMsA, YyCTaHOBAEHHOrO YacTblo 3.7 cTaTbM 71 HacToAwero PeaepanbHOro 3aKoHa.

2. 3anBneHMe O NOATBEPKAEHNN rOCYAaPCTBEHHOW PerMcTpaLmm AeKapcTBeHHOro npenapaTa 414
MeAMLMHCKOrO MPUMEHEeHUA MNpeacTaBAAeTCA B COOTBETCTBYIOLWMIA YNOAHOMOYEHHbIM deaepanbHbIi
OpraH UCNOJIHUTE/IbHOM BNACTM He paHee Yem 3a CTO BOCEMbAECAT AHel A0 UCTeYEHUA CPOKa AeNCTBUA
PerncTpaunoHHOro yA0CTOBEPEHNA NEKapCTBEHHOrO NpenapaTta 418 MeAULMHCKOro NPUMEHEHNA.

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

2.1. 3aaBneHne O NOATBEPHKAEHUWN TOCY[APCTBEHHOW pPerucTpaumm IeKapcTBEHHOro npenapaTta
ONs BETepUMHaApHOro MNPUMEHEHMA MPeACTaBAAeTCcs B COOTBETCTBYHOLMM  YNOJAHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENILHON BNACTU HE paHee Yem 3a CTO BOCEMbAECAT AHEN A0 UCTEeYeHUs
CpPOKa OENCTBUS PErmcTpaLMoHHOro yAOCTOBEPEHUS NIeKAapCTBEHHOrO npenaparta Ans BeTepuMHapHoro
NPUMEHEHNA N HEe NO34HEee OKOHYAHWUA CPOKA ero AencTeus.
(yacTb 2.1 BBeaeHa dPeaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)
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3. NoaTBep:KAeHUE roCcyAapCTBEHHOW PEerncTpauumn NeKapcTBEHHOTO NpenapaTa OCyLLeCTBAAETCA
Nno pesy/nbTaTamM 3KCMepTU3bl OTHOLIEHUA OXWMOAEMOMN MO/Mb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
NeKapCcTBEHHOTO NnpenapaTta Ha OCHOBAaHWW Pe3y/bTaToB MOHUTOPUHTIa 3GPEKTUBHOCTM M Be3onacHoOCTH
NleKapcTBEHHOro npenapaTta, MNPOBOAMMOrO AepaTelem WAM  Bnagenblem pPerncrpaumMoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOrO npenapata AM60 YNOAHOMOYEHHbIM UMW HOPUANYECKMM MLOM, a
TaKXe COOTBETCTBYIOLWMM YMNOSHOMOYEHHbIM deaepasnbHbiM OpPraHOM WCMOIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHNAMM cTaTbh 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aABNeHNI0 O NOATBEPXKAEHUN rOCYAapCTBEHHOM perncrpaumm feKapcTBeHHOro npenaparta
A1 MeAMLMHCKOTO NPUMEHEHUA NpuiaratoTca:

1) AOKYMEHTbl, cofeprKallue pesynbTaTbl MOHUTOpPMHra 3¢dGdEeKTUBHOCTM U He3onacHoCcTU
JIEKapCTBEHHOrO npenapata Ans MeaMUMHCKOTO NPUMEHEHWUs, MPOBEAEHHOro JAeprkaTtenem wam
BNageNbLUeM PEerncTpPaumMoHHOro YAOCTOBEPEHMA JIEKAapCTBEHHOrO mMpenapata Ana MeauuMHCKOro
NPUMEHEHNA MO0 YNOJHOMOYEHHbIM MM HOPUANYECKMM NLOM, No dopme, YTBEPKAEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENIbHOW BNacTy;

2) cBefieHMA O gaTte NpeaocTaBAeHUs U PEerncTpauMoHHOM HOMepe /IMLEH3MN Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeACTB WAW CBeAEeHMs O JaTe NpPefoCTaBAeHUA W PerucTpauyoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUM TMPOU3BOOMUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun
HaZnexKallei npoun3BOACTBEHHON MPaAKTUKKU, MPeAoCTaB/EHHbIX YMNO/JHOMOYEHHbIM denepanbHbim
OPraHOM MCMOJIHUTENIbHOW BAACTM B OTHOLIEHWW NPOU3BOACTBEHHOM NNOWAAKM JIEKAPCTBEHHOIO
npenapata gaa  MeAUUMHCKOTO  MPUMEHEHUA, roCyLapCTBEeHHAA  perncrpauua  KoToporo
NnoATBEPXKOAETCA B C/ydae, €CM NPOM3BOACTBO JIEKAPCTBEHHONO nNpenapata gaa MeaMLMHCKOro
npMMmeHeHus ocylliecTeaseTcsa B Poccuitckoin epepauymm;

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

3) Konua npeaocTaBAeHHON YNOJHOMOYEHHbIM OpPraHOM CTpPaHbl NPOM3BOAMUTENA JIMLEH3UWN Ha
NpPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTa 4na MeANUMHCKOro NPMMEHEHNS U ee NepeBos Ha PYCCKUM
A3blK, 3aBEepPeHHble B YCTAaHOB/IEHHOM MOPAAKE, a TaKXe KOMuA 3aKAlYeHUA O COOTBETCTBUM
Npou3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MNpaBuMA Haa/ealleld Nnpou3BOACTBEHHOWM
NPAKTUKN, BbIAAHHOTO YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM MWCMOSIHUTE/NIbHOW BAACTU B
OTHOWEHUM NPOU3BOACTBEHHOW M/OWAAKM NEeKApCTBEHHOrO0 npenapata AaAa  MeauLMHCKOro
NPMMEHEHWA, TOCYAAPCTBEHHAA PEerucTpauua KOTOPOro MNOATBEPXKAAETCA, WIW KOMUA peLleHus
yNosIHOMOYEHHOro ¢peaepasbHOro opraHa MCMOJIHUTENIbHOM BAACTU O NPOBEAEHUN MHCMEKTUPOBAHMUA
NpPOM3BOAUTENA NEKAPCTBEHHbIX CPEACTB B C/ly4ae, eC/M NMPOU3BOACTBO JIEKAPCTBEHHOMO nNpenapara A1
MeANLIMHCKOIo NPMMEHEHMA OCyLLEecTBAAETCA 3a npeaenamn Poccuiickon deaepaumim.

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)
(yacTtb 4 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeEHMM BUONOMMYECKMX NEKAPCTBEHHDbIX NPENApPaToB A8 MeAULUMHCKOTO NPUMEHEHUA
3aABUTE/Ib AOMNOJIHUTENBHO NPEeACTaBAAEeT pe3y/ibTaTbl MEepPonpUATUIM, NPeayCMOTPEHHbIX MaHOM
ynpaBAeHNA pPUCKaMK, YyTBEPXKAEHHBIM YNONHOMOYEHHbIM deaepanbHbIM OPFraHOM WCNONAHUTENbHOWN
B/IACTM MpPU  OCYLLECTBAEHUM FOCYAAPCTBEHHOM perucTpaumm NeKapCTBEHHOro mnpenapata  AnA
MEeANLIMHCKOTO NPUMEHEHMUA.

(yacTb 4.1 BBeaeHa deanepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3)

4.2. K 3a8B/1eHUIO O NOATBEPKAEHMM rOCYapCTBEHHON perncTpauumn nekapcTBeHHoro npenapara
ONA BETEPUHaAPHOro NPUMEHEHUA MPUAAraloTCa AOKYMEHTbI, coAeprKaluye pesy/ibTaTbl MOHUTOPUHIA
3¢ deKTMBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenapata A1A BeTePUHaAPHOro MpPUMEHEHUS,
NPoBOAMMOrO JAepyKaTenem WAW BRadenbLem PerucTpaumoHHOro YAOCTOBEPeHUs NeKapCTBEHHOro
npenapaTta ANA BeTepPUHAPHOro NpUMeHeHUA NMBOo YNOSHOMOYEHHBIM UM HOPUAUYECKUM NULOM, NO
dopme, yTBEpKAEHHOW YMNONHOMOYEHHbIM deaepasbHbiM OPraHOM WCMNOJIHUTENbHOM BANacTH, U
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHKTa 4 yacti 3 cratbn 17
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HacTosiwero PesepasbHOro 3aKoHa. B OTHOLEHUM MMMYHOBMOIOrMYECKNX SIEKAPCTBEHHbIX NPEenapaTos
ON5 BETEPUHAPHOIo NPUMEHEHUA He NPeaCcTaBAATCA CBeAEeHMA, YKa3aHHble B nognyHKTe "K" nyHKTa 4
yactu 3 ctatbn 17 HacToswero ®PeaepanbHOro 3akKoHa. B OTHOLWEHMM NIEKAapPCTBEHHDbIX MpenapaTos AN
BETEPUHAPHOTO MPUMEHEHMA, NOJNYYEHHbIX C MPUMEHEHUEM FE€HHO-UHMKEHEPHO-MOAUPULMPOBAHHbIX
OpPraHM3MOB WM COAEpPXalMX TaKMe OpPraHM3aMbl, AOMNOJIHUTENbHO NPEeACTABAAIOTCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactun 3 ctaTbm 17 HacToAawero PenepanbHOro 3aKoHa.

(yacTb 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

4.3. 3asBuTenb BMpaBe MNPeAcTaBUTb C 3aAB/IEHUMEM O MOATBEPXKAEHUN [OCYyAapCTBEHHOM
perMcTpauum  NeKapCTBEHHOro  MpenapaTta KOMUIO  AOKYMeHTa, noATBepXAatowero  ynnaty
rocygapcTBEHHOM MOLWMHbI 33 MOATBEP)KAEHWE TOCYAAPCTBEHHOM pPerucTpaumMm IeKapCTBEHHOIO
npenapara, a TaKXe BblgaBaemble (NpeaocTaBasemble) yNoAHOMOYEHHbIMU denepasibHbIMM OpraHamu
WCNONIHUTENbHON BNAacCTU AOKYMEHTbl (CBeAeHMs), yKasaHHble B NMyHKTax 2 M 3 4yactu 4 HactoALei
CTaTbu. B cnyyae nx HenpeacTaBAeHNS YNOJHOMOYEHHbIN PpeaepanbHbli OpraH MCNOAHUTENBHOW BAACTH
3anpalmBaeT yKasaHHble JOKYMEHTbI (cBeAeHUs) B NOpAAKE MEXBEAOMCTBEHHOIO MHPOPMaLMOHHOTO
B3aMmoaencTeumA.

(yacTb 4.3 B pea. PeaepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

5. B TeueHuMe pgecatn paboumx AHEW €O AHA NPUHATUA 3aAB/IEHMA O MNOATBEPXKAEHUM
rocyapCTBEHHOM perucTpauum NeKapCcTBEHHOro npenapata U AOKYMEHTOB, coAepXKallmnx pesynbTaTbl
MOHUTOPUHTA 3¢ PEKTUBHOCTM M 6E30MaCHOCTU IEKAPCTBEHHOIO NpenapaTta, NPoOBOAMMOrO AEPHKaTE/EM
WX BNAgeNbLUemM  PEerncrtpalmMoHHOrO  yAOCTOBEPEeHMA  JIeKapCTBEHHOro  npenapata  Jnbo
YNO/IHOMOYEHHbIM VUMW  HOPUANYECKUM  JIMLIOM,  YNOJIHOMOYEHHbIA  deaepanbHbii  opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) NpoBOAMT NPOBEPKY MOAHOTbI CBEAEHWIA, COAEPXKaLLMXCA B NPEACTaBJEHHbIX 3asBUTENEM
AOKYMEHTaXx;

2) NpMHMMaET pelleHne o NposeaeHUU Uan 06 oTKase B NpoBeAeHUN 3KCNepPTU3bl OTHOLIEHUA
0XMAaeMOM MONb3bl K BO3MOMHOMY PUCKY NMPUMEHEHUA fIeKapCTBEHHOro npenapata Ha OCHOBaHWUU
pe3ynbTaToB MOHUTOPUHIa 3¢ dEeKTUBHOCTU M Be30NacHOCTU IeKapCTBEHHOro npenapaTa, NPoBoANMOro
AepXaTtenem uUan BnagenbLem PerucTpaumoHHOro yaoCTOBEpPeHUs NeKapcTBEHHOro npenaparta Anbo
YNOJIHOMOYEHHBIM WMMK IOPUANYECKMM JIMLOM, a TaKxe deaepasibHbiM OpPraHOM WCMOJAHUTENbHON
BNACTW B COOTBETCTBUM € TpeboBaHMAMM cTaTbk 64 HacToslero PeagepanbHOro 3aKoHa;

3) yBefomAAeT B 3/EKTPOHHON ¢opme WM MUCbMEHHOM dopme 3asaBUTENA U 3KCMepTHoe
yyYpexaeHne o MPUHATOM pelleHun Anbo B ciydae MPUHATUA pelleHns o6 OTKase B MpoBegeHuU
3KCMepTM3bl YKa3biBaeT MPUYMHbI TAKOTO OTKa3a.

6. B cnyyae BbISIBNEHUSA HEAOCTOBEPHOCTM U (MAKM)  HeAOCTaTOYHOCTM  UHbOopMauuu,
codeprKallenca B NpeacTaB/ieHHbIX 3aaBMTeNeM AOKYMEHTax, YNOJHOMOYEHHbIN deaepanbHblit opraH
WCMONHWUTENBHOM BAAcTM HanpaBAseT 3aAaBUTEN0 3anpoc 06 YTOUYHEHUM YKasaHHOW MHbopMaLmu.
3anpoc yno/siHOMOYeHHOro ¢efepanbHOro opraHa MCNOMHUTENbHOW BNacTM MOXeT 6biTb nepeaH
YNO/IHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENA IMYHO MO, PACMMUCKY, Hanpas/ieH No noyTe 3akasHbiM
MMCbMOM MU NepeaaH B 31EKTPOHHON dopMe Mo TeNEKOMMYHUKaLMOHHbIM KaHanam cBAsu. B cayuae
Hanpas/iieHMsa 3anpoca YNoJIHOMOYEHHOro ¢efepasbHOro opraHa WUCMOHUTENbHOW BAACTM MO nouyte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJYYEHHbIM MO WUCTEYEHUM LIeCTM AHel C AaTbl Hanpas/ieHus
3aKa3Horo nucbma.

7. 3asButenb 0bsA3aH npeacrtaBuTb OTBET Ha 3anpoC ynoJIHOMOYEHHOro d)e,u,epaanoro OpraHa
NCNOJIHUTENbHOWN BNAacTU B CPOK, He I'IpeBbILLIaIOLLI,Mﬁ AeBAHOCTA pa6oqu ,D,HEVI CO AHA ero nonyvyeHuaA.
CpOK, YKa3aHHbIl7I B YactTm 5 HaCTOFILLI,Eﬁ CTaTbW, NPUOCTAaHAB/INBAETCA CO AHA HanpaB/aeHUA 3aABUTENHO
3anpoca ynoJ1HOMOYEHHOro d)ep,epaanoro OpraHa WUCNONHUTENIbHON BAacTU A0 AHA NoNy4YeHuna um
COOTBETCTBYHOLLEINO OTBETA N HE YYUTbLIBAETCA NMPU UCHUCNTIEHUN CPOKa NOATBEPHKAOEHNA FOCYAapCTBeHHOD’I
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perncTtpaumnn nekapCrBeHHOro npenapara.

8. OcHOBaHMEM [A/a OTKasa B NPOBEAEHMM IKCMNepTM3bl OTHOLUEHMA OXMAAEeMOW NOoAb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOro npenaparta ABAAeTCA NpeAcTaB/ieHne AOKYMEHTOB,
coaepKalmx pesybraTbl MOHUTOPUHIA 3G PEKTUBHOCTU N HE30NAaCHOCTM JIEKAPCTBEHHOTO Npenapara, 1
(vnn) B OTHOLIEHUM OUONOTMYECKMX JIEKAapPCTBEHHbIX MpPenapaToB pPe3ynbTaToB OCYLLECTBAeHUA
MEeponpuATUIA B COOTBETCTBUM C MAAHOM YMPaBAEHMA PUCKaMMU, YTBEPKAEHHbIM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJIHUTE/IBHOM BNACTM NPU OCYLLLECTB/IEHUM TOCYAAaPCTBEHHOM perncrpaumm
JIEKapCTBEHHOrO NpenapaTta, B HENoJIHOM obbeme, oTcyTcTBME MHPOPMaUUKM, noaTBepKAatowen dakT
ynnatbl  rocygapCTBEHHOW  MOWJ/IMHbI 3@  MOATBEPXAEHMEe  TocydapCTBEHHOM  perncrpaumm
JNIeKapCcTBEHHOro npenapaTta, AMbo HenpeacTaBneHME 3asiBUTE/IEM B YCTAaHOBJ/IEHHbI CPOK OTBETA Ha
YKasaHHbIM B 4YacTM 6 HacToAweMl CTaTbM 3anpoc YnoJHOMOYeHHoro denepasbHOro opraHa
NCNOJIHUTENbHOW BNACTK, @ TaKXKe OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMaLLIMKM, KOTOpPas A0JIKHA
6bITb B HUX OTParKeHa.

9. DKCNepTM3a OTHOLWIEHUA OXWOAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUSA
NIeKapCTBEHHOro npenaparta B Lensx NoATBEePKAeHWUA rocyAapCTBEHHON perncTpaumum NekapcTBeHHoro
npenaparta NPoBOAMTCA KOMUCCUE SKCMEPTOB 3KCNEPTHOrO yYpeskAeHUA B CPOK, He MpeBblllatoLmii
COpOKa paboumnx aHen.

10. B cnyyae HeAOCTaTOYHOCTM MPEACTaBAEHHbIX JKCMepTy MaTepuanoB 414 AayM 3aK1HYeHUus
3KcnepT o06palaeTca K PYKOBOAMTENIO IKCMEPTHOTO YYPEXKAEHUSs O MpenocTaBlieHUMUM emy
Heobxo4MMbIX MaTepuanoB. PyKoBoANUTE b SKCNEPTHOTO yUYpeXAeHUs 06paLlLaeTcs C COOTBETCTBYHOLLMM
3anpoCcoM B YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCNOHUTENbHOM BAACTW, BblAABLUMM 3a4aHME Ha
npoBefleHNe 3KCNepTU3bl OTHOLUEHUS OXWAAEMOM MOMb3bl K BO3MOMHOMY PUCKY NPUMEHEHUA
JIeKapCTBEHHOrO Mpenapata Ha OCHOBaHMM [OOKYMEHTa, COAEpXKallero pesynbTaTbl MOHWUTOPUHTa
addeKTMBHOCTU M He30nacHOCTU NeKapcTBeHHOro npenaparta. B TeyeHue naTu paboumx AHel co AHA
NOCTYN/IeHUA 3anpoca PYKOBOAUTENSA 3SKCMEPTHOTO y4ypeskAeHWUA YKasaHHbl deaepanbHblii opraH
NCNONHWUTENbHOM BNACTU HanpasAseT 3aaBMTe0 3anpoc O NpeacTaBAeHNN HeobXoAMMbIX MaTepnanos,
KOTOPbIA MOeT bbITb NepeAaH YNnoAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JINYHO NOA, PaChUCKY,
Hanpas/feH MO Mo4YTe 3aKa3HbiIM MUCbMOM WAM nNepefjaH B  3/MeKTPOHHOW dopme no
TENIEKOMMYHMKALUMOHHbIM KaHanam CBA3W. B c/iydae HanpasieHMA 3anpoca YMNOJHOMOYEHHOro
denepanbHOro opraHa WCNOMHMTENbHOM BAACTM MO NOYTe 3aKasHbIM MUCbMOM OH cuYMTaeTcs
No/ly4eHHbIM MO UCTEYEHUN LEeCTM AHEN C AaTbl HanpaBAEHNA 3aKa3HOro NMCcbMa.

11. 3anBuTenb o0bA3aH NpeacTaBUTb OTBET HA 3aMpoC YNOJHOMOYEHHOIO denepasbHOro opraHa
WCNOJIHUTENIbHON BNACTU B CPOK, HE MPEBbILAIOWNIA LWECTUAECATU pabounx AHeW Co AHA NoNyvyeHus
YKa3aHHOro 3anpoca. YNoAHOMOYEHHbIN denepanbHbll OpraH MCNOAHUTENBbHOW BAACTM, BblAABLINIA
3aflaHMe Ha NpOBeAEeHME 3KCNepTU3bl OTHOLUEHMA OXKMUAAEMOM MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMA JIEKAapPCTBEHHOrO MpenapaTa Ha OCHOBAaHWW [OKYMEHTa, COAEPMKALLEro pesynbTaTbl
MOHUTOPUHTa 3GEKTUBHOCTU M Be30MacHOCTU NIeKapCTBEHHOrO npenapaTa, B TedeHue NATU paboumx
OHel co AHA NOCTYN/IeHUA OT 3aABUTENA OTBETA Ha 3anpoc YNOAHOMOYEHHOro denepasbHOro opraHa
WUCNONHUTENbHOM BNACTM  HanpasBnsfeT STOT OTBET B 3KCNepTHoe y4ypexaeHwe. B  cayyae
HenpeAaCcTaBaeHMA NO UCTEYEHUM WECTUAECATN Pabounx AHEN 3aABUTEIeM OTBETA Ha YKa3aHHbIN 3anpoc
YNOJIHOMOYEHHbIN denepanbHblii OpraH UCNONHUTENIbHOW BNACTW, BblAABLIMKM 3a4aHMe HA NpoBeAeHue
3KCnepTu3bl OTHOLUEHMA OXMAAEMOM MNOMb3bl K BO3MOMXKHOMY PUCKY NPUMEHEHWA JIEKAPCTBEHHOTO
npenapaTta Ha OCHOBAHWW AOKYMEHTA, COAEP’KalLero pesynbTaTbl MOHUTOPWHra 3GGEKTUBHOCTU U
6€30MacHOCTM IeKAPCTBEHHOIO Npenaparta, B TeYeHue nATU paboumx gHen HanpaBAseT B 3KCNepTHoe
yuperKaeHne yBegOMIEHNE O HenpeacTaBleHMM 3asBUTE/IEM OTBETA Ha 3anpoC YKa3aHHOro opraHa.
Bpems co AHA HanpaB/eHWs 3anpoca 3KCMEPTHOro yypexKAeHUs B YNONHOMOYEHHbIN deaepasbHblii
opraH UCMNOJIHATENbHOM BNACTU A0 AHA MOJYYEHUA SKCNEPTHLIM yYpeXKaeHMeM OTBEeTa Ha 3anpoc Uau
YBEAOMNIEHNA O HenpeacTaBleHUW OTBETa Ha 3anpoC He Y4YMTbIBAeTCA NPU WUCUYUC/IEHUM CPOKA
NpoBeAEeHMA 3KCNEePTU3bl OTHOLIEHWS OXMAAEMOM MNO/b3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NIeKapCTBEHHOrO Mpenapata Ha OCHOBAHMM [OKYMEHTA, COAEp)KalLlero pesynbTaTbl MOHWUTOPWHIA
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adpeKTMBHOCTM 1 6e30MacHOCTM IeKAPCTBEHHOro Npenapara.

12. B cpokK, He npeBbIWatowWwmin AecaTu pabounx gHen co AHA NOoNyYeHUs 3aKAYEeHMA KOMUCCUU
3KCNepToB MO pesysbTaTaM 3KCMEepPTM3bl OTHOLIEHMA OXWAAEMOM MO0JIb3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWNS NIeKAapCTBEHHOro npenapaTa, COOTBETCTBYIOWMA YNOSIHOMOYEHHbIM deaepanbHblii opraH
WCMOJIHNUTE/IbHOM BAACTMU:

1) ocyuwiecTBAAET OLLEHKY 3TOro 3aK/lo4YeHUs A0S onpefesieHuUA ero COOTBETCTBMA 3a4aHMUI0 Ha
npoBeAeHMe YKa3aHHOM 3KCNepTm3bl;

2) NpUHMMaEeT peleHWe O NOATBEPKAEHMM TOCYOAPCTBEHHOW perncTpaumm JIeKapcTBEHHOTo
npenapata wauM o6 o0TKase B NOATBEPXKAEHMM T[OCYAAPCTBEHHOM PEerucTpauuu NeKapcTBEHHOMO
npenapaTa;

3) BHOCMT nNpU NPUHATUN PELIEHUA O MOATBEPXAEHMM TOCYAapPCTBEHHOW perncrpaumnm
NeKapCTBEHHOrO MnpenapaTta CBeAEHUA B roCy[apCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPEACTB M BblaaeT
3a8BuMTENI0 BECCPOYHOE PerncTpaLmMoHHOE YA0CTOBEPEHME IeKapCTBEHHOrO npenapara.

13. OcHOBaHMEM A1 OTKasa B NOATBEPKAEHUM FrOCYyAapPCTBEHHON PEerncTpaumnmn 1ekapcTBeHHOro
npenapata ABAAETCA 3aK/JOYEHME COOTBETCTBYHOLWLEFO YNOJHOMOYEHHOro ¢deaepanbHOro opraHa
WCNOJIHUTENbHOW BNIACTM O TOM, YTO PUCK NPUYUHEHUS BPena 340POBbI0 YENOBEKA W/IM KUBOTHOIO
BC/IeACTBUE NPUEMA NEKAPCTBEHHOIO NpenapaTa NpeBbiwaeT 3PPEeKTUBHOCTb €ro NPUMEHEHUA.

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

14. B nepuoa npoBeAeHMs Npoueaypbl NOATBEP)KAEHWA TOCYAapCTBEHHOW perncrpaumm
NleKapcTBeHHOTo NpenapaTa ero obpaueHune B Poccuiickon Pesepaumn He NpUOCTaHaBANBAETCA.

15. [JdonycKaeTcAa ob6palleHMe NeKapCTBEHHbIX MNPEnapaTtoB A0 MCTEYEHUs CPOKa FOAHOCTH,
NPOM3BEAEHHbIX B TEYEHMEe CTa BOCBMWUAOECATU KaleHAapHbIX [AHEeW nocne AaTbl NPUHATUA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM WUCMOJIHUTENbHOM BNACTM peleHua O MNoATBEPXKAEHUN
rocy4apcTBEHHOM PErncTpaunmn, B COOTBETCTBUM C MHPOPMaLMel, cofeprkalleiica B AOKYMEHTax
PEervcTpaLnoHHOro A0Cbe Ha NEeKAaPCTBEHHbIV Npenapar 40 AaTbl MPUHATUA TAKOTO PeLleHus.

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

Cratba 30. BHeceHue M3meHeHU B AOKYMEHTbI, COAepKalimecs B permcTpauMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbI Npenapar AN MegULMHCKOro NpuMeHeHus

1. B uenax BHECEHUA M3MEHEHWIN B AOKYMEHTbI, CoAepiKallMeca B PerncTpaLmMoHHOM A0Cbe Ha
3aperMcTpupoBaHHbIi IeKapCTBEHHbIM NpenapaT Aaa MeAWUUMHCKOro MPUMEHEHUA, AepKaTenb Man
BAagenel, perncTpaumMoHHOro yaoCTOBEpPeHMs IeKapCTBEHHOro npenaparta Wau ynoaHOMOYeHHoe UM
Apyroe lopuanyeckoe A1Uo (aanee B HacToALWEN CTaTbe - 3aABUTENb) NPEACTaBAAET B YNOJAHOMOUYEHHbIN
denepanbHbIii opraH UCNONHWUTENbHOW BAACTU 3aAB/IEHNE O BHECEHWUU TaKUX U3MEHeHUI no dopme,
YCTaHOB/IEHHOM YNONHOMOYEHHbIM peaepasnbHbIM OPraHOM UCMONHUTENLHOM BAACTU, U NpUaaraemolie K
HEMY M3MEHEHMA B yKa3aHHble AOKYMEHTbI, a TaKXe AOKYMEHTbI, noAaTBep:Kaatowme HeobxoaMmocTb
BHECEHUA TaKNX U3MEHEHWN.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 04.06.2018 N 140-3)

1.1. Npu HeObXOANMMOCTN BHECEHMUA B SOKYMEHTbI, COAEPKALUMECS B PETUCTPALMOHHOM AOCbE HA
3aperucTpupoBaHHbIiA  IeKAapPCTBEHHbIM NpenapaT Ans MegMUMHCKOTO MPUMEHEHUs, W3MEHEHWUHN,
YKa3aHHbIX B MyHKTe 3 YacTh 2 HAcToALWElN CTaTbM U Tpebylowmx NpoBeLeHUs 3KCNepTM3bl KayecTsa
NeKapCTBEHHbIX CPEACTB, 3aABUTE/Ib AOMOJHUTENBHO NPeACTaBAseT B YNOJHOMOYEHHbIN deaepanbHbii
OpraH MCMNOAHWUTE/IbHOM BACTW CBEAEHMS O JaTe NpPefoCTaBAeHUMs W PerncTpauMoHHOM Homepe
JNIMLEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WAW CBegeHus O AaTe npenoCcTaBieHUs U
PEerncTpauMoHHOM HOMepe 3aK/YeHWA O COOTBETCTBMM MPOM3BOAMTENSA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBMA Hagfexkalel NpPoM3BOACTBEHHOM MPAKTUKKM, BblAaHHbIX (NpeaocTaBAeHHbIX)
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YNONHOMOYEHHbIM defepasbHbIM OPraHOM WCMONHUTENIbHOW BAAcTM B OTHOLIEHUUM U3MEHEHHOW W
(unn) poONONHEHHOM NPOM3BOACTBEHHOW MAOLWAAKM JIEKAPCTBEHHOTO MpenapaTta, B C/y4Yae, ecnu
NpPOM3BOACTBO IEKAPCTBEHHOMO NpenapaTa ocyuiectTenseTcs B Poccuinickon depepaumm, nmbo ceegeHua
0 faTe npefocCTaBieHMA U PErNCTPALNOHHOM HOMEpPE BblAaHHOM YNOJAHOMOYEHHbIM OPraHOM CTPaHbI
npou3BoaUTENs JIMLLEH3MU Ha NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata U ee MepeBos, Ha PYCCKUM
A3bIK, 3aBepeHHble B YCTAaHOBJIEHHOM MOpAAKe, a TaKXe CBeAEHUA O [AaTe npenocTaBiAeHua W
perucTpaLMoHHOM HOMEpPEe 3aK/KYEHUA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM NpPaBUA HaANerKalleld NPOU3BOACTBEHHOM MPAKTUKK, BbIAAHHOTO YMNONHOMOYEHHbLIM
denepanbHbIM OPraHOM MCMNONHUTENIbHOW BAACTU B OTHOLUEHUW M3MEHEHHOM W (MKn) AOMONHEHHOW
NpPon3BOACTBEHHON M/IOWAAKN NEKAaPCTBEHHOIO NpenapaTta, UAW CBeAEHMA O AaTe NpenoCTaBieHMA U
PErncTpaLMoOHHOM HOMEpPE peLleHUa YNOJHOMOYEHHOTO deaepanbHOr0 OpraHa MCNONHUTENBHOM
B/IaCTM O MPOBEAEHUM WMHCNEKTUPOBAHMA MPOU3BOAMTENA JIEKAPCTBEHHbLIX CPeaCTB B C/yyae, ecnu
NpPon3BOACTBO IEKAPCTBEHHOIO NpenapaTa OCyLecTBAAETCA 3a npeaenamm Poccuitickoin Pepepaunm.
(yacTb 1.1 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3; B pes. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. MNpn HeEOBXOAMMOCTN BHECEHMA B AOKYMEHTbI, COAEPMKALLMECA B PEFUCTPALMOHHOM A0Cbe Ha
3aperncTPUpPOBaAHHbIA  JIEKAPCTBEHHbIM NpenapaTt A8 MeAWUMHCKOTO MPUMEHEHUS, U3MEHEHWN,
YKa3aHHbIX B MyHKTe 4 4acTM 2 HacTosel CTaTbM U TPebylowmnx NpoBeAeHUsA 3KCNepTU3bl KayecTsa
NIeKAPCTBEHHbIX CPEACTB, 3aABUTE/b AOMNOJHUTENBHO NPEeACTaBAAET B YNOJHOMOYEHHbIN deaepanbHbIi
OpraH WCMNOMHUTENbHOM BNACTU CBEAEHUS O AaTe MNPefOCTaBNEHUA U PEerncTpauMoHHOM Homepe
NINLUEH3NUN HA MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM CBEAEHUA O p[ate MNpefocTaBAeHUs U
PErncTpaLMoOHHOM HOMEpPE 3aK/AOYEHMA O COOTBETCTBMM MNPOM3BOAUTENA JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM NpaBW HadleKallleld NPOoU3BOACTBEHHOW MNPAKTUKKU, BblAAaHHbIX (NPeaoCcTaBAEHHbIX)
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMNOJHUTENBbHOW BIACTM B OTHOLUEHMM NPOU3BOACTBEHHOWM
NJOWAAKN NIeKapCTBEHHOrO npenapaTta, B C/Ay4Yae, eciv NPOUM3BOACTBO JIEKAPCTBEHHONO MpenapaTta
ocywectenserca B Poccuitckoit  Pepepaumn, nmbo ceBegeHMs O pate  NpPefoCTaBAEHUs U
pPerncTpaLMoHHOM HOMepPEe BblAAaHHOW YNOJHOMOYEHHbIM OPFraHOM CTPaHbl NPOM3BOAMUTENA ANLEH3UN
Ha MNPOW3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBod Ha PYCCKMIA N3blK, 3aBepeHHble B
YCTQHOB/IEHHOM MOPSAKE, a TaKXe CBeAeHUA O [aTe NpPefoCTaB/eHWs U PEerucTpaLMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CpPeacTs TpeboBaHMAM  Mpasun
HaZ/eXKallei npousBOACTBEHHOM MPAKTUMKK, BbIAAHHOTO YNOJHOMOYEHHbIM denepasibHbiM OpraHom
NCMNOJIHUTENbHOM BNACTU B OTHOLWEHMM NPOU3BOACTBEHHOM NIOWAAKMN IEKAPCTBEHHOIO Npenapara, Uan
CBeAEHUA O JaTe NpPefoCTaBleHMA M PErUCTPALMOHHOM HOMEpPEe pPelleHUs YNoSHOMOYEHHOro
denepanbHOro opraHa WMCMONHUTENbHOM BAACTM O MPOBEAEHMM MHCNEKTUPOBAHWUA MPOM3BOAUTENSA
JIeKapCTBEHHOIO CPeACTBa B C/ly4ae, eC/M NPOM3BOACTBO JIEKAPCTBEHHONO NpenapaTa OCyLLeCcTBAAETCA
3a npegenamm Poccuiickonn ®egepaumn.

(yacTb 1.2 BBeaeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.3. MNpuHATUE pelleHna O BHECEHUW U3MEHEHUN MaM 06 OTKase BO BHECEHWW U3MEHEHWUN B
OOKYMEHTbI, COAeprKalimMeca B PEerncTpaLMoOHHOM A0Cbe Ha 3aperncTpMpoOBaHHbIN NEKAPCTBEHHbI
npenapat AnAd MeAMUMHCKOrO MPUMEHEHUA, B Cay4ae HeobXoOMMOCTM NPOBEAEHMA 3SKCNEpPTU3bI
KauyecTBa JIEKAPCTBEHHbIX CPEACTB U (MM) 3KCNEPTM3bl OTHOLIEHMUS OXUAAEMON NOJIb3bl K BO3MOMKHOMY
PUCKY NMPUMMEHEHUA NIeKAapCTBEHHOrO npenapata gAa MeguUMHCKOro NPUMEHEHUA OCYLLEeCTBAAETCA B
CPOK, He MPeBbILIAOWMI AEBAHOCTA PabouMx AHEN, @ B OCTa/IbHbIX C/ly4YasX B CPOK, HE MPEBbILLIAIOLLMIA
TPUALATU Paboumx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM denepasbHbIM OPraHOM UCMOTHUTENbHOM
BNACTM 3aAB/IEHUA O BHECEHUWN TaKUX USMEHEHUIA.

(yacTb 1.3 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

1.4. YnonHomMou4eHHbI deaepanbHbii OpraH MCNOAHUTENbHOM BAACTU C YYETOM pe3ynbTaToB
dbapmaKkoHaz30pa M NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HAaXOAALMXCA B FParKAaHCKOM
060poTe, YCTaHOBAEHHbIM TPEOOBAHMAM K MX KAYecTBy B TeuyeHWe f[ecATM paboumx AHel co gHS
NOCTYMN/IEHWS COOTBETCTBYOWEN MHOPMALMM pasmellaeT Ha cBoem oduuMasbHOM caliTe B CeTU
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"MHTepHeT" cBefeHMA O HEOBXOAMMOCTM BHECEHMA B MHCTPYKUMUIO MO MEAMULMHCKOMY NPUMEHEHMIO
NIeKApCTBEHHOrO NpenapaTta U3MEHEHUIM B OTHOWEHUW CBEAEHUIM O MOKA3aHWAX AN NPUMEHEHUA U
NPOTUBONOKA3aHUAX 1A NPUMEHEHUA IEKAPCTBEHHOrO NpenapaTta, BblABAEHHbIX MOBOYHbIX AENCTBUSAX,
HeXXenaTeNbHbIX peakumax Npyu NPUMEHEHUW NeKapCTBEHHOro npenapata M yBegomnasetr ob sTom B
3NEKTPOHHON dopme MAn NUCbMeHHOM dopme (Ha BymarkHOM HOcUTene) Aep:KaTtensa uan Bnagenbua
PEervcTpaLnoHHOro yA0CTOBEPEHMSA JIEKAPCTBEHHOrO npenapata (MAn ynoJHOMOYEHHOEe MM Apyroe
IopugMyeckoe nLUO), a TaKXKe Agepkatener WM BAAAENbLEB PErucTpaumMoHHbIX YAOCTOBEpPEeHWUi
JIeKapCTBEHHbIX MNpPenapatoB (MM YNOJIHOMOYEHHbIX UMW  OPYTUX  OPUAUYECKUX NUL), KOTopble
ABNAIOTCA B3aMMO3aMEHAEMbIMMU.

(yacTtb 1.4 BBegeHa depepanbHbim 3aKoHOM 0T 27.12.2019 N 475-3)

1.5. fepxaTtenb nam Bnagenew, permcTpaunMoHHOro ya40CToBepeHmnsa NeKapCTBEHHOro Npenapara, a
TaKXKe OeprkaTenu UAM BRafenblbl PEerMcTpaLMOHHbIX YAOCTOBEPEHUI JIEKAPCTBEHHbIX MPenapaTos
(MM ynonHomoueHHble UMW Apyrue opUaNYECKUE NLA), KOTOpble ABAAKTCA B3aMMO3aMEHSEMbIMMU,
06A3aHbl NPeACTaBUTbL B YNOJIHOMOYEHHbIM deaepanbHbli OpraH UCNONHUTENIbHOWM B1aCTU 3asiBNIEHUA O
BHECEHUM  U3MEHEHWI B  AOKYMEHTbl, COAEpPrKaliMeca B  PErnucTpauMoHHbIX  A0Cbe  Ha
3aperncTpmMpoBaHHble JIeKAapCTBEHHble npenapaTtbl ANA MeAUUMHCKOro NPUMEHEHMA, B OTHOLEHUMU
CBeAEHUMN, YKa3aHHbIX B UHCTPYKUMU NO MeANUMHCKOMY NPUMEHEHUIO IEKAPCTBEHHbIX NPENapaTos, B
TeyeHMe copoka paboumx AHel Co AHA pPasMELLeHUs YNOAHOMOYEHHbIM deaepanbHbIM OpraHom
WCNONIHUTENbHOW BNacTU MHOPMALMKM, YKa3aHHOM B yacTh 1.4 HacToAwel cTaTbk. [JaHHOe TpeboBaHue
HE pPacnpoCTPaHAETCA HA C/Ay4anm BHECEHMA B MHCTPYKUMUIO N0 MeAUUMHCKOMY MPUMEHEHUIO
JIEKAPCTBEHHOrO npenapata WM3MEHEHWM B OTHOLWIEHWMM HOBbIX MOKasaHWM AnA NpPUMEHeHuA
JIeKapCTBEHHOIO NpenapaTa Ha OCHOBAHWM Pe3y/IbTaTOB COOTBETCTBYHOLMX UCCAEL0BAHMIA.

(yacTb 1.5 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

2. 3KcnepTu3a SIeKapCTBEHHbIX CPeACTB B YaCTM SKCNEPTM3bl KauecTBa IEKaPCTBEHHOIO CpeacTBa U
(Mnu) sKkcnepTU3bl OTHOLIEHMA OXKMAAEMOMN MO/b3bl K BO3MOXXHOMY PUCKY NPUMEHEHMA NEKAPCTBEHHOTO
npenapaTta 419 MeAULMHCKOrO NPUMEHEHUA NPOBOAMTCA B C/lydae BHECEHWUS UBMEHEHUI B JOKYMEHTbI,
cogeprkalimeca B PernctTpauMoHHOM [0Cbe Ha 3apernmcTpPUpoBaAHHbIN NEKAapPCTBEHHbIM MpenapaT, B
OTHOLUEHMMU:

1) cBefeHWI, YKasaHHbIX B MHCTPYKUMM MO MEAUUMHCKOMY MPUMEHEHMUIO NIEKAPCTBEHHOMO
npenapara:

a) NeKapCTBeHHaA cbopma C YKa3aHuem HaMMeHOBaHMN N KOJINYECTBEHHOTO COCTaBa AEﬁCTBWOLLI,VIX
BeLwecTB U Ka4eCTBEHHOro COCTaBa BCNOMOraTe/ibHbIX BeLWeCTB (an HEOGXO,D,MMOCTM KO/1IM4eCTBEHHOIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB);

6) dapmakogMHamMKa UM dapMaKOKMHETMKa (33  uckaodeHMeM  papMaKOKMHETUKU
romeonaTMYeCcKnx 1eKaPCTBEHHbIX MPENapaToB U PAcTUTE/IbHbIX IEKAPCTBEHHbIX MPENapaTos);

B) NOKa3aHUA AN NPUMEHEHWS;
r) NPOTMBONOKa3aHUA ANA NPUMEHEHUS;
A) Mepbl NPeAoCTOPOXKHOCTU NPU NPUMEHEHUY;

E) YKa3aHne BO3MOMHOCTU WU ocobeHHocTel NPUMEHEHNA NE€KAPCTBEHHOIO npenapata 44
MeONLUNHCKOIoO npumeHeHuUA GGDGMEHHbIN\M XKEeHWHnHamy, XKeHlwmHamn B nepumon rpyagHoro
BCKapmanBaHuA, eTbMU, B3POC/1IbIMU, UMEKLLMUMU XPOHNYECKNE 3360/'IEBaHl/I‘r'I;

) pexxum 4o3npoBaHuA, Cnocobbl BBEAEHMA U NPUMEHEHUS, NPU HEOBX0AMMOCTM BpeMs Npruema
JIeKapCTBEHHOro npenapara, NPoAO/IKUTENbHOCTb IUEHUS, B TOM YMCNe Yy AeTelt [0 1 nocie OAHOro
roaa;
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3) BO3MOXHble NOBOYHbIE AEﬁCTBMH N HeXenaTtenbHble peakuun npun  npumeHeHun
NEeKapCTBEHHOTIO nNpenaparta,

M) CUMNTOMbI NePeLO3MPOBKM, MEPbI MO OKA3aHUIO MOMOLLM NPW NEPeL03MPOBKE;
K) B3amMoeincTBme C ApYrMMmmn eKapCTBEHHbIMM NpenapaTtamum 1 (Mam) NULEBLIMMU NPOAYKTaMU;
N) GopMbl BbIMyCKa NEKAPCTBEHHOTO NpenapaTa;

M) yKasaHue (npu HeobxoaumocTu) ocobeHHOCTEN AeNCTBUA NIeKapCTBEHHOro npenapata npu
nepBoM NpuMeme Uan Npu ero OTMEHE;

H) CBeAEeHMA O BO3MOXHOM B/IMAHUM NIEKAPCTBEHHOrO Mpenapata Ans  MeaMUMHCKOro
NPUMeHeHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMU CPeACTBAMM, MEXAHU3MAMMK;

0) CPOK rofHOCTU M yKa3aHue Ha 3anpeT NPUMeEHeHNA NeKapCcTBEHHOro npenapara no ucreyeHum
CPOKa rogHocTy;

M) yCNOBUA XpaHEHUS;
p) ycnoBus oTnycKa;
2) cocTaBa sieKapCcTBeHHOro npenapara Aaa MeguUMHCKOro NpUMeHeHus;

3) uM3MeHeHMA MecTa nNPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta A48 MeAMLMHCKOro
npumeHeHuaA;

4) wun3MeHeHMA noKasaTesnei KayecTBa JIEKapCTBEHHOro npenapata A4nd MeAMLMHCKOro
npuMmeHeHnAa 1 (UAKN) MeTOA0B KOHTPOA KayecTBa JIeKapCTBEHHOro npenaparta Aas MeauLUMHCKOro
NPUMEHeHUs;

5) N3MeHEHNA CPOKa roAHOCTUN NEeKAaPCTBEHHOIO nNpenapaTta Ana megnumnmHCKOro npuMmeHeHua,;

6) cBegeHWIi 0 HEOBXOAMMOCTU BHECEHUA MHbIX U3MEHEHWIN B MHCTPYKLMIO NO MeAMLMHCKOMY
NPMMEHEHUIO JIEKAPCTBEHHOrO Mpenapata, a TaKXe B MWHble [OKYMEHTbl, codepiKalimecs B
PerncTpaunMoHHOM A0Cbe Ha 3apervcTpUpPOBaHHbIN NeKapcTBEHHbIM npenapat. Mpu 3Tom pelleHue o
NPOBEAEHUM 3SKCMEPTM3bl KAYecTBa JIEKAPCTBEHHbIX CPEACTB WM (MAKM) 3KCMepTU3bl OTHOLUEHUS
OXMAAEeMOW MO/b3bl K BO3MOMKHOMY PWCKY NPUMEHEHUS JIEKAPCTBEHHOrO npenapaTta A/
MEANUMHCKOTO MPUMEHEHUSA MPUHMMAETCA B COOTBETCTBUM C YTBEPXKAEHHOW YMNOJHOMOYEHHbIM
depepanbHbiM  OpraHOM WCMONHWUTE/IbHOW BAACTU  KAacCUOUKaLMehn MU3MEHEHW, BHOCUMbIX B
AOKYMEHTbI, COAEp’Kalimecs B PEerucTpaLMoHHOM [0Cbe Ha 3apermcTpMpPOBAHHbIN JIEKAPCTBEHHBIN
npenapar.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. 3aAsutenp Bnpase npeacrtaButb nNo COBCTBEHHOM UWHNUMNATUBE BMECTE C 3aABIEHMEM O
BHeECeHUn M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B perncTpaymMoHHOmM Aocbe Ha
3aperMCTpMpOBaHHblﬁ ﬂEKapCTBeHHbIﬁ npenapart ana megnumnHCKoro npumeHeHumnAa, Konnnm AOKYMeEHTOB,
noarvresepXdatownx ynnaty FOCV,D,apCTBeHHOVI NOW/IMHbI 3a BHECeEHNE B AOKYMEHTbI, coaepKalmeca B
PEerncTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBEHHbIVI npenapatr agna meaumunHCKoro
npumeHeHuA, M3MEHEHUN, Tpe6y+om,mx nposeageHNA 3KCNEPTU3bl NIEKAPCTBEHHbIX CPeactB B 4acCTu
9KCNEPTU3bl Ka4eCTBa /IEKAPCTBEHHOTIO CpeacTtea 1 (VIJ'IVI) 3KCNepTn3bl OTHOLWEHUA 0)‘KMA3€MOI7I nonb3bl K
BO3MOXHOMY PUCKY MNMPUMEHEHUA N1eKapCTBEHHOIo npenapara Aaaa MeauumnHCKOro npumMmeHeHusaA,
FOCYAapCTBEHHOVI NOLWJ/INHbI 3a BHECEHNE B AOKYMEHTDbI, coAaepKalwmneca B permctpallMOHHOM O0Cbe Ha
3apeFMCTpMpOBaHHbIﬁ I'IEKapCTBeHHbIﬁ npenapar gna megunumHCKoro npumeHeHwus, M3MEHeHMl7l, HE
TPEGYI-OLLI,VIX nposeaeHMA  3KCNEPTU3bl  NIEKAPCTBEHHOIO  CpeacTsa, d TaKXe BblAaBaemble
(I'Ipe,CI,OCTaBﬂFIEMbIE) YNO/THOMOYEHHbIMMU (I)e,ﬂ,epaﬂbelMM opraHamm WUCNONIHUTENbHOW  BAAcCTU
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OOKYMeHTbl (cBedeHus), yKasaHHble B yvactax 1.1 u 1.2 HacToAwelh cratbn. B cayyae wux
HenpeacTaBAeHUs YNOJHOMOYEHHbIN deaepanbHbli OpraH WCNOJHUTENbHOW BacTM 3anpalunBaeT
YKasaHHble  [OOKyMeHTbl (cBeAeHMAa) B  MOPAAKE  MEKBEAOMCTBEHHOTO  MHPOPMALMOHHOIO
B3aMmoaencTeums.

(yacTtb 3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHune aecaty paboumx aHer co AHA NOCTYN/AeHUA YKa3aHHOro B Yactu 1 HacToawen ctaTbm
3afB/IeHMA U HEeobXoAUMbIX AOKYMEHTOB YNOJIHOMOYEHHbIN deaepanbHbli OpraH MCNOJHUTENIbHOM
B/1ACTMU:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeACcTaBAEHHbIX
3aABUTENEM MaTepUuanax;

2) NMPUHUMaAET pelleHne o nposeaeHNUN YKa3aHHbIX B 4aCTu 2 HaCTOFILLI,El\;I CTaTbU COOTBETCTBYHOLNX
9KCNEPTU3 NeKapPCTBEHHOTO CpeacTBa Nan 06 oTKase B ux nposeaeHUN,

3) yBeAOMIAET B 3/1IEKTPOHHOM MW NMUCbMEHHOW dopme 3aABUTENA O NPUHATOM peLleHUn Uan B
C/lyvyae MPUHATUA pelleHns o6 oTKase B MPOBELEHWM COOTBETCTBYIOLLEM IKCMNEPTM3bl C YKa3aHUEM
NPUYNH TaKOro OTKasa.

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

4.1. B cnyyae BbIIBNEHMA HeAOCTOBEPHOCTM CBEAEHWUN, coAepKallMxcA B MNpeacTaBNeHHbIX
3aaBUTENIEM MaTepuanax, ynoJHOMOYEHHbIN defepanbHbli OpraH NCNONHNUTENBLHOM BAACTU HanpasasaeTt
3aABUTENI0 3aMnpoc 006 YTOYHEHUM YKA3aHHbIX CBeAeHMW. [aHHbI 3anpoc MoXKeT ObiTb nepepaH
YNOJHOMOYEHHOMY NpPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PacnuMCKy, Hanpas/ieH No NoyTe 3aKasHbiM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM dopme No TeENNEKOMMYHUKALMOHHbIM KaHanam cBa3un. B cayyae
Hanpas/ieHMA AAHHOTO 3aMnpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHBIM MO UCTEYEHUU
LIeCcTM AHel ¢ AaTbl HANpPaB/ieHMA 3aKa3HOro NUCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asButenb 06A3aH NpeacTaBUTb OTBET Ha 3anMpoc YNoJIHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBblatoWmMii aeBaHocTa paboumx AgHel co AHA nonyyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTE/0 3anpoca YNoJHOMOYEHHOro dpeaepanbHOro opraHa UCNONHUTENbHON BNACTU
A0 OHA NOoly4YeHUA UM OTBETa Ha ,El,aHHbIVI 3anpocC U He y4nTbiBaeTca nNnpn NcCHNCNeHnn CpoKa NPUHATUA
pelweHns O BHECEHUU MU3MEHEHWN B LAOKYMEHTbI, COAEprKallMecs B PerucTpaLMoHHOM [OCbe Ha
3aperncTpPUPOBaHHbI 1EKAaPCTBEHHbIN NpenapaT 419 MeAULMHCKOTo NPUMEHEHMA.

(yacTb 4.2 BBegeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1a OTKasa B MPOBEAEHUM YKA3aHHbIX B YacCTU 2 HaCTOALLElM CTaTbM 3KCNepTu3
ABNAETCA NpeAcTaB/ieHMe AOKYMEHTOB, NepeuYncieHHbIX B YacTax 1 n 3 HacToAlWwen cTaTby, B HEMNOJHOM
obbeme, HenpeacTaBAeHWE 3aABMTE/IEM B YCTaHOB/IEHHbIA CPOK OTBETa Ha YKasaHHbIM B yactn 4.1
HaACTOALLEN CTaTbM 3aNpPOC YNOJHOMOYEHHOTO dpeaepanbHOro opraHa UCNOAHUTENIbHOWN B/1acTH, a TaKxkKe
OTCYTCTBME B  NpeACTaB/EeHHbIX  [AOKYMEHTax [OCTaTO4YHbIX  CBEAEHWK, MNOATBEPKAAOLLMX
HEeobX0AMMOCTb BHECEHMA U3MEHEHUI, UM OTCYTCTBME MHPOPMALIMK, NOATBEpKAAtoWeN GaKT ynaaThbl
rocyapCcTBEHHbIX MOLLUAWH, YKa3aHHbIX B 4aCcTU 3 HACTOALLEN CTaTbMy.

(B pen. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-d3)

6. YKa3aHHble B YaCTM 2 HAcToALLEei CTaTbM 3KCNEepTU3bl MPOBOAATCA B NOpAAKe, YCTaHOBAEHHOM
cTatbei 23 HacToAawero PenepanbHOro 3akoHa.

7. B CpOK, He npeBbllakoWnin gecatn paboumx AHen co AHA NOAYYEeHUSA 3aKNHUYEHUN KOMUCCUI
3KCMepToB MO pes3ynbTaTamM YKa3aHHbIX B YacTUM 2 HACTOALWEN CTAaTbW 3KCMepTU3, YNOJHOMOYEHHbIV
denepanbHbIii OpraH UCMOJHUTEIbHOM BNACTU:

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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1) npuHMMmaeT peweHne o BHeCeHUn U3MEHEHUA B AOKYMEHTbI, cogepxawmeca B
pPerncTtpaubMoHHOM A0CbEe Ha 3aperMCTpMpOBaHHblﬁ !'IEKapCTBEHHbIVI npenapar agna meagumunHCKoro
NPpUMeHEeHUNA, UIn 06 O0TKase BO BHECEHUU TaKUX M3M6HEHMI\/‘1,'

2) BHOCUT B TOCYZAPCTBEHHbIN PEEecTp NEeKapCTBEHHbIX CPEeACTB HAa OCHOBAHMM pelleHus o
BHECEHMM  W3MEHEHMW B  [AOKYMEHTbl, cogeprKawumeca B  PErucTpauMoHHOM  Aocbe  Ha
3aperncTpUpPOBaHHbIA J1EKAPCTBEHHbIM MpenapaTt Aas MeAMUMHCKOTO MNpUMeHeHus, Heobxogumblie
N3MEHEHMA 1 BO3BPALLAET UX 3aABUTENIO;

3) BblgaeT 3asBUTENII0 HOBOE PEerncTpauMoHHOE YAO0CTOBEPEHWe NeKapCTBEHHOro npenaparta B
C/ly4yae U3MEHEHUS CBeAEHUMN, COAEPKALUNXCA B HEM.
(n. 3 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMEM [A/ia OTKasa BO BHECEHWM WM3MEHEHMW B [OKYMEHTbI, coaepyKawmeca B
pPernmcTpauMoHHOM [O0Cbe Ha 3apernmcTpMpPOBaAHHbLIA JIEKAPCTBEHHbIA MpenapaT Ans MeaUUMHCKOro
NPUMEHEHUA, ABNSAETCA 3aK/lOYeHUe YMNOo/SHOMOYEHHOro deaepanbHOro opraHa MCNONHUTENbHOM
B/1IACTU O BO3MOXKHOCTU CHUKeHMA Be3onacHOCTH, KavecTBa, 3GPEKTUBHOCTM IEKAPCTBEHHOMO CPeacTBa
B C/ly4ae BHECEHUSA TaKUX USMEHEHUN.

9. OonyckaeTtca obpalleHue NeKapCTBEHHbIX NpenapaToB A8 MeAMUMHCKOTO MPUMEHEHUA A0
NCTEYEHMA CPOKA rOAHOCTU, NMPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocae AaTbl MPUHATUSA
YNOJHOMOYEHHbIM pesepasbHbIM OPraHOM UCMONHUTEIbHOM BAACTU PeELLEHNA O BHECEHUU U3MEHEHUI
B [JOKYMEHTbl, cogeprKalimeca B PerucTpauMoHHOM [0Cbe, B COOTBETCTBMM C WHdopmaumen,
cogeprKallenca B [AOKYMEHTaX PerucTpauMoHHOrO [0Cbe Ha JIeKapCTBEHHbIM npenapaT A0 AaTbl
NPUHATUA TaKOTO peLleHus.

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

10. MpaButenbctBo Poccuitickoli degepauum BnpaBe YCTaHOBUTb OCOBEHHOCTM BHeECeHUA
M3MEHEHUA B [OKYMEHTbl, COAEeprKallMecs B PEerucrpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIA nNpenapat A8 MeAMUMHCKOTO MpUMEHeHus, B c/aydae gedeKkTypbl MAM PUCKA
BO3HWKHOBEHUA [AedeKTypbl NEeKapCTBEHHbIX MpPenapaToB B CBA3M C BBEAEHMEM B OTHOLIEHWUU
Poccuitckoit Pepepaumm orpaHUYUTENIbHBIX MEP SKOHOMUYECKOIO XapaKTepa.

(yactb 10 BBepgeHa PeaepanbHbiM 3akoHOM oT 08.03.2022 N 46-03)

Cratba 31. BHeceHue U3ameHeHUi B AOKYMEHTbI, coaeprKalimeca B perucTpaLMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKaPCTBEHHbINM NpenapaT AN BeTepUHAPHOro NpuMeHeHusa

1. B uensax BHECEHUA U3MEHEHWUI B AOKYMEHTbI, coAeprKalimeca B perncTpalMoHHOM A0Cbe Ha
3aperncTpUpoBaHHbIi NeKapCTBEHHbIM NpenapaT Ana BeTepUMHAPHOro MPUMEHEHUs, AepXaTenb Wau
BNajenel, perncTpauMoHHOIo yA0CTOBEPEHMA NEeKapCTBEHHOIO npenapaTta WAM YyNnoaHOMOYEHHOEe MM
Apyroe opuguyeckoe MU (ganee B HaCToALWEN CTaTbe - 3aABUTE/b) NPeACTaBAAET B YNONHOMOUYEHHbIN
denepanbHbI OpraH UCMOAHUTENbHON BAACTM 3asB/IEHUME O BHECEHUM TaKUX U3MeHeHUn no ¢opme,
YCTaHOB/IEHHOW YNOAHOMOYEHHbIM deaepasibHbIM OpraHoM UCMONHUTENbHOM BAACTH, U NpUaaraemblie K
HEMY M3MEHEHMA B YKa3aHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, NoATBepXaatome HeobxoamMmMoCTb
BHECEHMA TaKMX 3MeHeHUI. MNpn HeobX0AMMOCTN BHECEHUA U3MEHEHUI B IOKYMEHTbI, coAepsKallmeca
B pPerncTpalMoHHOM A0Cbe Ha 3apPerMcTpMpoBaHHbIA NEeKapCTBEHHbIN npenapaT A8 BeTepuHapHOro
NPUMEHeHUA, B CAyYasax W3MeHeHuMa U (MAn)  [AOMNOAHEeHUA MNPOU3BOACTBEHHOM MAOLLAAKK
JIeKapCTBEHHOIO CPEACTBA, a TaKXKe N3MeHeHMA NoKasaTesiell KavecTBa 1IeKapCcTBEHHOro npenapara aaa
BETEPUHAPHOro MPUMEHEHMA U (M1M) METOZ0B KOHTPOA KadyecTBa /IeKapCTBEHHOro npenapata Ana
BETEPUHAPHOIO NPUMEHEHMA 3aaBUTENb AOMNOJHUTENbHO MNPEeACTaBAAeT B YMNOJHOMOYEHHbIN
denepanbHbI OpraH UCNOAHUTENbHOMN BAACTM ceayloline AOKYMEHTbI (CBeaeHns):

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

1) cBeageHunAa o aate npeaocraBineHnAa n permctpaymoHHOmM Homepe MUEH3NN Ha Npon3sBoacTso
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NIeKapCTBEHHbIX CPeacTB, NpPeAoCTaB/fieHHON NpPOU3BOAUTENIO JIeKapCTBEHHOro npenapaTta And
BETePUHAPHOro NPUMeEHEHUA, ANA POCCUMNCKUX NpousBoauUTeNei;
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHWA O AaTe NpefocCTaB/eHUA U PErnCTPaLMOHHOM HOMEPE NINLEH3UM HA NPOU3BOACTBO
NIEKAPCTBEHHbIX CpPeacTB, MpeaocTaBNeHHON npoussBoauTento  dapmaueBTUYECKON cybcTaHumu,
BXOAALLEN B COCTaB JIEKAPCTBEHHOrO MpenapaTta A/1a BEeTEPUHAPHOrO MPUMEHEHMUA, AN POCCUMCKUX
npoussoauTenen;

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) Konus [AOKYMEHTa, BblAAHHOrMO YMO/JIHOMOYEHHbIM OPraHOM CTPaHbl NpousBoAuTeNns ANs
KaK0l NPON3BOACTBEHHOM NAOLWAAKN NeKapCTBEHHOIO NpenapaTa AN BeTePUHAPHOro NPUMEHEHUA U
NoATBEPXKAAlOWEro COOTBETCTBME NPOU3BOAMTENN NIeKapCTBEHHOro npenapata TpeboBaHUAM NpaBun
Hafne)Kallleit npou3BOACTBEHHON MPaKTUKW, U ero nepesosd, Ha PYCCKMM A3blK, 3aBepeHHble B
YCTaHOB/IEHHOM MOPAJKE, a TaKXKe KOMUA 3aKNoYeHUA O COOTBETCTBUM MPOM3BOANTENA IeKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  MNpaBuUA  Hagnexalehd nNpou3BOACTBEHHOM  NPAKTUKM,  BblAaHHOro
YyNO/IHOMOYEHHbIM dpeaepanbHbiM OPraHOM UCNOMHUTENbHOM BAACTU ANA KaXKA0W NPoM3BOACTBEHHOM
NAOWAAKN NeKapCTBEHHOro npenapaTta A1A BeTEPUHAPHOro NPUMEHEHUs, MBO KonuA pelleHus o
nposeaneHnn MHCNEeKTNpPOoBaHUA npounssoauTena NNeKapCTBEHHbIX cpencTs, NPUHATOro
YNO/IHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOJIHUTENIbHOM BAACTM A4 KaXKA0W NpousBOACTBEHHOM
NAOWAaAKN NEeKapCTBEHHOro npenapata A1 BETEepPMHapPHOro NpPUMMeHeHWA. YKasaHHble AO0KYMEHTbI
NPeAcTaBAAOTCA B C/yyae, €c/iM MPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata A/ BeTepuHapHOro
NPMMEHEHUS OCYLLECTBASAETCA 3a npeaenamm Poccuinckon degepaunm;

4) Konus OOKYMEHTa, BbIAAHHOTO YMNO/JHOMOYEHHbIM OpPraHOM CTPaHbl MpPoU3BOAUTENA
dbapmauesTHyeckom cy6cTaHumm " noaTBepKaatoLwwero COOTBETCTBUE npoussoautens
dbapmaueBTUYECKON cybCTaHUMM, BXOAALWLEN B COCTAB SIEKAapPCTBEHHOrO npenapaTa 410 BeTePUHAPHOro
npumeHeHus, TpeboBaHMAM MNpPaBWU HaaaeXaleh NPon3BOACTBEHHOM MPAKTUKM, M €ro nepeBos, Ha
PYCCKMIA  A3bIK, 3aBEPEHHble B YCTAaHOB/JIEHHOM MNOpPAAKe, B CAyyae, ecAuM NpoM3BOACTBO
dbapmaueBTUYECKON CybCTaHLMK OCyLLLEeCTBAAETCA 3a Npeaenamn Poccuiickoit ®eaepaumu.

(yacTb 1 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

1.1. B cnyyae M3meHeHUs U (MAKn) AONONHEHUS NPOU3BOACTBEHHOM MJIOLWALKM IEKAPCTBEHHOIO
CpencTBa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacTosAwein cTaTbW, NPeACcTaBAAIOTCA 3anABUTENEM B
OTHOLWIEHUM WU3MEHAEMON U (MAKn) [ONONHAEMON NPOU3BOACTBEHHOW MNJIOLWAAKA JIeKapCTBEHHOTO
cpencTBa. PeweHne 0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKALLMEcs B PErMcTpaLMOHHOM 40Cbe
Ha 3aperncTpupoBaHHbIN eKapCTBEHHbIM NpenapaT ANsA BETEPMHAPHOro NPUMEHeHUs, an ob oTkase B
MUX BHECEHUMU MPUHUMAETCA B C/ly4ae HeobXxoAMMOCTM NpPOBEAEHWUA 3SKCNepTU3bl NEKAPCTBEHHOrO
CpeAcTBa B CPOK, He NpPEBbIWAOWMIA AeBAHOCTA Paboumx AHEN, a B OCTafbHbIX C/Ny4asX B CPOK, He
npeBblLLAOWMI TPUALATU Pabounx gHen co AHA NPUHATUA YNOAHOMOYEHHbIM deaepasibHbIM OpraHom
WCNOIHUTENbHOM BNACTU 3asBIEHUA O BHECEHUWN TaKUX U3SMEHEHUIA.

(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

1.2. B cnyyae peopraHv3auMu Aep:Katens UAn BAagesbla PerncTpaumoHHOTO YAO0CTOBEPEHUS
NleKapcTBEHHOrO npenaparta ANA BEeTepUHapHOro npuUMeHeHusa, paspaboTyMka wauM npoussoauTens
NleKapcTBEHHOro npenapaTa ANA BETEPMHAPHOrO NPUMEHEHUA B 3aAB/IEHUN O BHECEHWUM U3MEHEHWUN B
OOKYMEHTbI, COAep’Kalimeca B PErucTpaLMoHHOM A0Cbe Ha 3aperMcTpMpPOBaHHbLIN JIEKAPCTBEHHbIN
npenapat 414 BETEPMHAPHOrO MPUMEHEHMUA, YKa3blBalOTCA AaHHble AOKYMEHTa, MOATBEPKAAOLLEro
BHECEHWEe COOTBETCTBYIOLMX M3MEHEHNN B EQMHbINA rocyapCTBEHHbIN peecTp topugudecknx auy, (gna
OpraHuM3auuii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuitickon Peaepaumn), AU MHOFO AOKYMEHTA,
NOATBEPKAAIOLLEr0 PeopraHn3aLmio IPMAMYEecKoro anua (4na opraHusaumii, He 3aperncTpMpPoBaHHbIX
Ha TeppuTopuu Pocculickoin degepaumn). 3anBaeHMEe O BHECEHWW W3MEHEHWM B AOKYMEHTSI,
cofepKalimecs B PerncTpalMoHHOM A0CbEe Ha 3aperMcTPMpPOBaHHbIN JIeKapcTBEHHbIM npenapaTt Aas
BETEPUHAPHOrO  MPUMEHEHWs, W TNpwuaaraemble K Hemy [OKYMEHTbl MpeACTaBAsalOTCS B


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B237659260A815546B5D6239E7972A00EB5626A7485C6320B304DDD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B237659260A815546B5D6239E7972A00EB5626A7485C6320B304DDC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B260F885546B5D6239E7972A00EB5626A7485C6320B324CD57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B260F885546B5D6239E7972A00EB5626A7485C6320B324CD57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376582607845646B5D6239E7972A00EB5626A7485C6320B3249DD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376582607845646B5D6239E7972A00EB5626A7485C6320B3248D17E3AD4C8C8E91428BECF825E77D9C9O3M3Q

68

YNONIHOMOYEHHbIN denepanbHbli OpraH UCNOJHUTENIbHOW BAACTM He MO34Hee YeM Yepes TPUALATb
paboumx gHen co AHA BHECEHMA COOTBETCTBYHOLUMX U3MEHEHWN B EAMHBIN rocyaapCTBEHHbIM peecTp
topuamMUeckmx aul, (oA opraHusaLumii, 3aperMcTpMpoBaHHbIX Ha Tepputopum Poccuiickoit ®epepaunn)
MWAW CO AHA MPUHATUA COOTBETCTBYIOLWLErO [AOKYMEHTa, NOATBEPMKAANOWEro pPeopraHusauuto
IopugmMyeckoro aunua (Ans opraHusauuii, He 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickoit
depnepauun). B cnyyae peopraHusaumm geprratens uav Bnagesbla perncTpaumMoHHOro yaoCTOBEpPeHUS
JIeKapCTBEHHOMO MpenapaTta ANA BETEPUHAPHOrO NMPUMEHEHMUA 3aABAEHUE O BHECEHUU M3MEHEHUI B
OOKYMEHTbI, COAeprKallMeca B PErMcTpalMoOHHOM [0Cbe Ha 3aPervcTPUPOBAHHbBIN /IeKapCTBEHHDIM
npenapat A4nA BETEPUMHAPHOrO MPUMEHEHUA, MNOAAETCA HPUANYECKMM NMLOM, KOTOPOMY B Xoge
peopraHM3auum nepesaHo NPaBo BAAAEHNA TAaKUM PErUCTPALLMOHHBIM YAOCTOBEPEHNEM.

(yacTtb 1.2 BBegeHa depepanbHbim 3akoHOM oT 02.08.2019 N 297-93)

2. B cnyyae BHeCeHUS U3MEHEHUIA B AOKYMEHTbI, coAepKalimeca B PerucTpaLlmMoHHOM [0Cbe Ha
3aPErncTPUPOBaHHbIA NEeKapCTBEHHbIM NpenapaT AnA BeTepUHaAPHOro MNPUMEHEHWUSi, B OTHOLUEHUMU
CBeZlEHWUN, YKasaHHbIX B noanyHkTtax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 4yactm 3 cratbu 17
HacToswero PenepanbHOro 3akoHa, U3MEHEHUS U (MAK) AONONHEHUA NPOWU3BOACTBEHHOW NOWAAKK
JIEKAapCTBEHHOIO CPEeACTBAa, a TaKKe B C/lydyae WM3MEHEHWs MoKasaTesieln KauyecTBa JIEKAapPCTBEHHOIO
npenaparta gns BETEPUHAPHOro NPUMEHEHUs U (UIM) METOAOB KOHTPONS KayecTBa /JIEKAapPCTBEHHOTO
npenapaTta Ans BETEPUMHAPHOro NPUMEHEHMA MPOBOAMTCA IKCNEpPTM3a NeKapCTBEHHOro cpeacTBa AN
BETEPMHAPHOro NpUMeHeHus. B cnyyae HeobXoAMMOCTM BHECEHUA MHbIX U3MEHEHWN B AOKYMEHTHI,
cogeprKalwmecs B PermcTpauMoHHOM [0Cbe Ha 3apPerncTpUpoBaHHbIM NIeKAPCTBEHHbIM NpenapaT ans
BETEePMHAPHOro NPUMEHEHMSA, SKCNEepPTMU3a NEeKapCTBEHHOro CPpeACcTBa A1 BETePUHAPHOTO NPUMEHEHNs
He NPoBOAUTCS.

(B pen,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. 3asBuTenb BNpaBe MNPeACcTaBUTb MO COOBCTBEHHOM MHWUUMATMBE BMeCTe C 3asB/ieHUEM O
BHECEHMM U3MEHEHWA B  [OOKYMEHTbl, COAeprkalimeca B  PErncTpauMoHHOM  JOCbe  Ha
3aPEerncTPUPOBaHHbI IEKAPCTBEHHDLIN NpenapaT A8 BETEPUHAPHOrO NPUMEHEHMS, KONUU LOKYMEHTOB,
NoATBEPXKAAOWMX YNAATy rocyAapCTBEHHON MOLW/IMHBI 3@ BHECEHME B AOKYMEHTbI, coaepKalmeca B
pPerucTpaumMoHHOM A[0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIN NpenapaT AnsA BeTepUMHapHOro
NPUMEHEHNA, W3MEHEHUI, TpebylowmMx NPOBEAEHUA 3KCMEepTU3bl JIeKAPCTBEHHOrO CpeacTsa, WM
M3MEHEHUN, He Tpebylowmux npoBeAeHMA 3SKCNepTU3bl NeKapCTBEHHOro cpeactsa. B cayuae
HEOBXOAMMOCTU U3MEHEHUA CBEAEHWUN, COAEpPXAWUXCA B PErucTpauMoOHHOM yAOCTOBEpPEHUU
NIeKapCTBEHHOrO npenaparta A8 BETEPUHAPHOro NPUMEHEHUS, C 3aAB/IEHUEM, YKa3aHHbIM B 4Yactu 1
HaACTOALEN CTaTbW, 3afBUTENb BMpaBe NpeacTaBUTb MO COHBCTBEHHON MHULMATUBE KOMMUIO AOKYMEHT],
NoATBEPXKAAIOLWEro ynnaTy rocyaapcTBeHHON MOLW/MHbI 3@ Bblga4vy PErncTpauMoHHOro ya0CTOBEPEHUA
JIeKapCTBEHHOro Npenapara. 3aaBuUTeNb BNpaBe NPeacTaBUTb No CO6CTBEHHON MHULMATMBE CBEAEHUSA O
NNUEH3MAX, YKasaHHble B MNyHKTax 1 M 2 4actm 1 HacToAwen cTaTbM, a TaKXe BblAaBaemble
YNOJHOMOYEHHbIMU peaepanbHbIMU OpraHamM WCMNOJIHUTENbHOM BAACTU AOKYMEHTbI, YKa3aHHble B
nyHKTe 3 Yyactu 1 HacTosAlel cTtaTb. B cnyyae HenpeAacTaBneHUA yKa3aHHbIX JOKYMEHTOB (cBeAeHWi)
YNOJIHOMOYEHHbIN denepasibHbli OpraH UCNOAHUTENbHOWM BIACTM 3anpallMBaeT YKa3aHHble AOKYMEHTbI
(cBeaeHunn) B nopaaKe MeKBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aUMOAENCTBUA.

(yacTtb 3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B CpOK, He NpeBblWatoWmii fecATn paboumx AHel co AHA MOCTYMNJ/IeHUs YKasaHHOro B Yactu 1
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHblii opraH
NCMNONHWUTENbHOW BAACTU:

1) npoBOAUT NPOBEPKY MNO/IHOTbI U OCTOBEPHOCTU CBe,CI,eHVIﬁ, coaeprKalwmnxca B npeacrtaB1€HHbIX
3aABuTenem AOKyMeHTax;

2) npuvHMMaeT pelleHMe O MPOBEAEHMM IKCMEepTU3bl JIeKapCTBEHHOro cpeactBa AN
BETEPUHAPHOrO NPMMEHEHMUA UK 06 OTKase B ee NPOBEeLEHUN;
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3) yBeAOMAAET B MUCbMEHHOW dpopme 3anBUTENA O MPUHATOM PELUEHUWU UAW B C/lyYae MPUHATUSA
peweHna o6 OTKase B MPOBEAEHMM IKCMEPTU3bl JIEKAPCTBEHHOrO CPeacTBa A1 BETePUHAPHOTO
NPMMEHEHMA C YKa3aHWeM MPUYMH TaKOTo OTKa3a.

4.1. B cnyvae BbIABNEHUA HEAOCTOBEPHOCTM U (MNN) HEeAOCTAaTOYHOCTN CBEAIEHU, COAEPIKALLUXCS
B NpeACTaBAEHHbIX 3asaBUTE/IEM AOKYMEHTAX, YNOJHOMOYEHHbIN deaepasibHbIi OpraH NCNONHUTENbHOM
B/IaCTW Hanpas/AeT 3aABUTE/N0 3anpoc 06 YTOYHEHWM YKa3aHHbIX CBeAeHMN. 3anpoc MOXKeT ObiTb
nepegaH ynoaHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA NOA PACMMCKY, HAaNpPaB/eH MO NOYTe 3aKa3HbIM
NMUCbMOM WU NMepeaaH B 3/IEKTPOHHOM dopme No TeNeKOMMYHUKALMOHHbIM KaHasiam cBsisu. B ciyyae
Hanpas/eHMA 3anpoca 06 YTOYHEHUN YKa3aHHbIX CBEAEHMI NO NoYTe 3aKa3HbIM MMCbMOM OH CYMTAETCA
NOJIly4EeHHbIM MO UCTEYEHUU LECTN AHEN C AaTbl HAaNpPaB/eHMA 3aKa3HOro NMcbma.
(yacTb 4.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNoJIHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENBbHON BNACcTU B CPOK, HE NPEBbIWAOWNA AeBAHOCTA paboumx AHENW CO AHA NOAyyYeHus
AaHHoro 3anpoca. CpoKK, yKkasaHHble B 4YacTu 1.1 HacToAwen cTaTbW, NPMOCTAHABAMBAKOTCA CO AHA
HanpaBAeHMA 3as8BUTENIO 3anpoca YNOSHOMOYEHHOro ¢deaepasibHOro opraHa MCNONHUTENbHOM BAACTU
00 [AHA NOJyYeHMA OTBeTa Ha AaHHbIM 3aNpoC U He Y4YMUTbIBAOTCA MPU UCYUCAEHUM CPOKA NMPUHATUA
pelweHns O BHECEHUM M3MEHEHWIN B LOKYMEHTbI, COAEpPrKalLMecs B PErucTpalMoOHHOM AOCbe Ha
3aperucTpPUPOBaHHbIA 1eKAPCTBEHHbIM Npenapar A4/19 BeTEPUHAPHOTOo NPUMEHEHUSA.

(yacTb 4.2 BBeaeHa denepanbHbiMm 3akoHOM oT 04.06.2018 N 140-d3)

5. OcHoBaHMeM [A/A OTKa3a B MNPOBEAEHUM 3SKCMepTM3bl JIEKAapCTBEHHOro cpeacTsa  Ans
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA NpeAcTaBAeHWEe AOKYMEHTOB, YKasaHHbiX B 4yactax 1 u 3
HacToALWEeN CTaTbk, B HENOJIHOM 06beMe UM OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTaX 4OCTaTOYHbIX
CBELAEHUN, MNOATBEPXKAAOWMX HeobXogMMOoCTb BHECEHWS W3MeHeHWl, nuMbo HenpegcTaBieHue
3aABMTE/IeM B YCTAaHOB/IEHHbI CPOK OTBETa Ha yKasaHHbIM B 4YacTy 4.1 HacToAlen cTaTbu 3anpoc
yNo/HOMOYEHHOro peaepanbHOro opraHa UCMONHUTEIbHOM BAacTU.

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

6. JKCnepTM3a /IeKapcTBEHHOIO CPeACTBa AN BETEPMHAPHOrO NPUMEHEHUA B LeNAX BHECEeHUA
M3MEHEHWUA B [OKYMEHTbl, COAEeprKaliMeca B PErmcTpauMoHHOM [OO0Cbe Ha 3aperncTPUMpOBaHHbIN
NeKapcTBeHHbI npenapaT ANA BeTEPMHAPHOTO NPUMEHEHMA, OCYLLeCTBAAETCA B  NoOpAAKe,
YCTaHOB/NIEHHOM CTaTbel 24 HacToAwero ®eaepasbHOroO 3aKoHa.

6.1. B cpoK, He NpeBbIAWNIN AecATU pabounx AHEN CO AHS NONYYEHUA 3aKOYEHUA KOMUCCUM
3KCMepToB NO pe3y/ibTaTaM YKa3aHHOM B 4YacTW 2 HACTOALWLEM CTaTbW 3KCNEpPTM3bl, YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOAHUTENbHON BNACTU:

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

1) npUMHMMaeT pelweHMe O BHECEHUM W3MEHEHWI B [OOKYMEHTbl, CoZeprKawmecs B
PerncTpaumMoHHOM A0Cbe Ha 3apernmcTpPMpPOBaHHbIA JIeKAPCTBEHHbIM NpenapaT 414 BeTepuMHApPHOro
NpUMeHEeHUA, A 06 OTKase BO BHECEHMMU TaKUX U3MEHEHUN;

2) BHOCUT B TrOCYAapCTBEHHbIN pPEeecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBAHWW peleHus o
BHECEHUM W3MEHEHMI B  [AOKYMEHTbl, coJeprKalmeca B  PEerucTpauMoHHOM  AoCbe  Ha
3aperucTpupoBaHHbIi IEKAapPCTBEHHbIM MNpenapaT A/A BEeTepUMHAPHOTO MNPUMEHEHUs, Heobxoaumble
M3MeHEeHWs 1 BO3BPALLAET 3TN LOKYMEHTbI 3aABUTENIO;

3) BblAaeT 3aABMTENO HOBOE PErucTpaLMoHHOe YA0CTOBEPEHME IEKapCTBEHHOMO npenaparta as
BETEPMHAPHOIo NPUMEHEHUS B C/ly4ae HEOBXOAMMOCTU USMEHEHMA CBEAEHUM, COAEPHKALLUXCA B HEM, C
COXpaHeHMeM HOMepa paHee BblJAHHOIO PErucTPAUMOHHOIO YAOCTOBEPEHUA NEKAPCTBEHHOTO
npenapara 415 BETEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBegeH PepepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBeaeHa desepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)
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6.2. B cnyyae BHeCEHUs U3MEHEHWNI B OKYMEHTbI, COAEpKALLMECs B PErMCTPALMOHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIMA  JIEKAPCTBEHHLIN MpenapaTt ANf BETePUHAPHOrO0 MNPUMEHEHUs, B 4acTu,
Kacatowenca u3ameHeHua U (Man) [ONOAHEHWA NPOM3BOACTBEHHOM NJIOWAAKA NIEKAPCTBEHHOMO
npenapara, Npu NpeacTaBleHUN 3aaBUTEIEM B COOTBETCTBUM C MYyHKTOM 3 yacTu 1 HacToAwen craTbu
KOMUKU peLleHna YNnoJSIHOMOYEHHOro ¢eaepasbHOro opraHa WCMNOJIHUTE/IbHOM BAACTU O MPOBeAEHUMU
WHCMEKTUPOBAHMNA NMPOU3BOANTE/IA IEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HacToswen
CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA MONYYEHUA 3aKNOYEHMA KOMUCCMM IKCMEPTOB A0 AHA NMPUHATUA
YNO/IHOMOYEHHbIM defiepasibHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU peLleHns O Bblaadye uam ob oTkase
B BblAaye 3aK/l04YEeHUs O COOTBETCTBMWU MPOU3BOAUTENA /IEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpaBuU
Hagnexallen Npon3BoACTBEHHOM NPAKTUKN, HO He Bosiee Yem Ha CTO BOCEMbAECAT paboumnx aHen.
(yacTb 6.2 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

7. OcHOBaHMEM [A/nA OTKasa BO BHECEHUM W3MEHEHMMA B [AOKYMEHTbl, cogepyKawmeca B
pPerncTpauMoHHOM [0Cbe Ha 3apernmcTpuMpoOBaHHbLIA NEKAPCTBEHHbIN NpenapaT A/1a BeTepUHApPHOro
NPUMEHEHUA, B CAy4YanX, He TPebyoWwmMx NPoBEAEHNA SKCNEPTU3bI NEKAPCTBEHHOIO CPEACTBA, ABASETCA
npeacTaBNeHNe LOKYMEHTOB, YKa3aHHbIX B YacTax 1 M 3 HacToAllel cTaTbl, B HENOJIHOM 06beMe WK
OTCYTCTBME B MPeACTaBNEHHbIX AOKYMEHTAX CBEAEHWUN, KOTOPblE JO/MKHbI ObITb B HUX OTPaXKeHbl, AMbo
HenpeacTaBAeHWe 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIM B 4YacTu 4.1 HacToAwen
CTaTbW 3aNpoc ynoJIHOMO4YeHHOro desepanbHOro opraHa UCNOJIHUTEIbHOM BAACTMU.

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

7.1. OcHoBaHMeM [A/iAa OTKa3a BO BHECEHMU M3IMEHEHWN B [OOKYMEHTbl, cogepKaliueca B
pPerucTpaLmMoHHOM [0Cbe Ha 3aperucTpUMpOBaHHbIA IEKAapCTBEHHbIM npenapaT ANA BeTepUHapHOro
NPUMEHEHMA, B C/y4aax, TPebyloWmnx NpoBeseHNA IKCNepTM3bl EKAPCTBEHHOIO CpeacTBa, ABAAETCA
3aK/oYeHMEe YNONHOMOYEHHOTO ¢GeaepanbHOro OpraHa MCMNOHUTENbHOM BAACTM O BO3MOMKHOCTU
CHUKeHuA 6e3onacHoCTH, KauyecTBa, 3GPEKTUBHOCTM NEKAPCTBEHHOIO NpenapaTa BC/ieACTBUE BHECEHUA
M3MEHEHWA B  YKa3aHHble JOKYMEHTbl, OTKa3 YMNOJHOMOYEHHOro ¢eaepasbHOro  OpraHa
WCNONIHUTENbHOM BNACTU B BblAaye 3aK/OYEHWA O COOTBETCTBMM MNPOM3BOAUTENA JIEKAPCTBEHHbIX
cpeacTts TpeboBaHMAM NPaBMA HageKalen NPON3BOACTBEHHOM NPAKTUKM B Cly4ae U3MeEHEHUA U (M)
OONONHEHUA NPOM3BOACTBEHHON MNJIOWAAKN JIEKAPCTBEHHOTO MpenapaTta, ecauM Npou3BOACTBO
JIeKapCTBEHHOrO npenapata AAA BETEepPUMHApPHOro MPUMMEHEHMA OCYLLEeCTBAAETCA 3a npeaenamu
Poccuinckoit Pepepaumm, nam oTcyTCTBUE 3TOTO 3aKNHOUEHUA.

(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

8. [JonycKaeTca obpallleHMe NeKkapcTBEeHHbIX MpenapaToB A4 BETePUHAPHOro NPUMEHEHMA A0
NCTeYeHMA CPOKa ro4HOCTM, NPOM3BEAEHHbIX B TEYEHWE CTa BOCbMUAECATU AHEN nocae AaTbl NPUHATUA
YNOJHOMOYEHHbIM dpesepasbHbIM OPraHOM UCMOMHUTE/IbHOM BAACTU pPelleHns 0 BHECEHUN U3MEHEHWI
B AOKYMEHTbI, CoAepKalmecs B PermcTpaLMoHHOM AOCbE Ha IEKAapPCTBEHHbIN NpenapaT, B COOTBETCTBUM
C MHbOpPMaUMEN, coaeprKaLLelica B LOKYMEHTaX PErMCTPAaLMOHHOIO A0Cbe Ha IeKapCTBEHHbIM npenapat
0,0 AaTbl NPUHATUA TAKOTO peLleHUA.

(yacTtb 8 B pea. PepepanbHOro 3akoHa oT 22.12.2014 N 429-93)

CrtaTtba 32. OTMeHa rocyAapCcTBEHHO perucTpaumm 1eKapcTBEHHOro npenapara

PeweHne 06 oTmeHe FOCY,D,apCTBEHHOl)'I perncrtpaunm nekapCTtBeHHOro npenapara n UCKAK4YeHUn
NNEKAPCTBEHHOIoO npenaparta W3 rocygapCTtBeHHOro peectpa NEeKAapPCTBEHHbIX CPencTtB NMPUHUMAETCA
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom WCMNOJIHUTENIbHOM BNacTu B Cny4ae:

1) npeactaBneHMA  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  deaepasnbHbiM  OpPraHoOM
WCMONHUTENbHOW BNAcCTU 3aKNOYEHUA O pUCKe UAM 06 yrpose 340pPOBbIO, KMU3HU 4YesloBeKa AU
MBOTHOTO NPWU NPUMEHEHUN NEeKapCTBEHHOro npenapaTa, Npesblatowmx ero 3¢pheKTMBHOCTb, No
pesy/nbTaTam OCyLLECTBAEMOro MM MOHUTOPMHIa 6e30NacHOCTM IeKapCTBEHHOro Npenapara;

2) nofaun aepxkatenem WauM BNaAesbLEM PerncTpauMoHHOrO yAOCTOBEPEHMUA NEeKapCTBEHHOMo
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npenapata WAM YMNOAHOMOYEHHbIM MM APYIUM OPUANYECKMM NUMLOM 3asaBfieHus 06 oTmeHe
rocyapcTBeHHOMN perncrTpaLmm 1ekapcTBeHHOro npenapara;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoATBEPKAEHWNA rOCYAapPCTBEHHON PErMcTpaLmMmn NeKapcTBEHHOMO npenapara no ucreyeHun
CPOKa AeiNcTBUA perncTpaumMoHHOro yaoCcToBepPEHUA, BblAaHHOrO Ha NATb /IEeT;

4) HenpepactaBneHus 3asaBuTenem MHPOpMaLMKM, KOTopas MOXKET roBjedyb 3a coboit
HeobXxo04AMMOCTb BHECEHMA U3MEHEHWUI B AOKYMEHTbI, CoAeprKalimeca B PerncTpalmMoHHOM [0Cbe Ha
3aperucTpupoOBaHHbIA  IEKAPCTBEHHbIVM MpenapaTt, B TeyeHWe TpuAauatM paboumx AHel co AHA
HaCTynieHnsa 3TUX U3SMEHEHWI;

5) ocywecTBneHNa rocyAapCTBEHHOW perncTpaumm NekapcTBeHHOro npenaparta noj, TOpProsbiM
HaMMeHOBaHWEM 3aPErncTPMPOBAHHONO paHee Moj 3TUM TOProBbiIM HaMMEHOBAHMEM JIeKAapPCTBEHHOMO
npenapara, OT/IMYaoL,Eroca Ka4ecTBEHHbIM COCTaBOM AEMCTBYIOLLMX BELLECTB;

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

6) OCyLLLEeCTB/IEHUA rOCYAapPCTBEHHOM PErMCTPaLLMmM OAHOTO M TOTO e IeKapCTBEHHOro npenapara
B OTHOLIEHMM OOHOrO M TOrO Xe JAepyKaTensa WM Bnagenbla pPerucTpauyoHHOro yaoCToBepeHUs
JNIeKapCTBEHHOIO npenapata B BMAe ABYX M Honee NeKapCTBEHHbIX MPenapaToB MNog Pas/ivyYHbIMU
TOProsbiMM HaMMeHOBaHUAMMU,
(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BblHECEHMS CyAOM pelleHMA O HapyweHunm npas npaBoobnajaTens o06BHEKTOB
WHTeNNeKTyabHON COBCTBEHHOCTM Npu 06paLlleHMM NeKapCTBEHHbIX CPeacTs;

8) oTcyTCTBMA NIeKapCTBEHHOrO npenapaTta B obpalweHun B Poccuinickon Pepepaumnn B TedeHue
Tpex u bonee ner;
(n. 8 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) HeBbINOMHEHMA AeprKaTeNieM WAW  BNadeNbLeM  PervcTpaumoHHOro  y40CTOBepeHus
JIeKapCTBEHHOrO NpenapaTta AMB60 YNOSHOMOYEHHbBIM MU APYTUM HOPULUYECKUM INLOM MEPONPUATUIN
no obecneyeHMto 6E30MACHOCTM JIEKAPCTBEHHbLIX NPEnapaToB, YCTAHOBAEHHbLIX YMNOJHOMOYEHHbIM
denepanbHbIM OpPraHOM WCMOJHUTENBHOW BAACTM B COOTBETCTBUM C Yactamum 3 M 4 ctatbn 64
HacToswero PenepasnbHOro 3aKOHa, B paMKax OCyLLLeCcTBAeHUs GapMaKoHaA30pa;

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

10) oTkasa AeprkaTena WAM BAaAeNbLa PErncTpaLMOHHOrO YAOCTOBEPEHUA NeKapCTBEHHOMO
npenapata AM60 YNOJAHOMOYEHHOrO MMW APYroro PUAMYECKOro NMLA OT BHECEHWA M3MEHEeHWn B
MHCTPYKUMIO MO MPUMEHEHMIO /IeKAapCTBEHHOrO nNpenapaTa, KacaloWMXCA HOBbIX MOATBEPMHAEHHbIX
AAHHbIX 0 TOM, YTO PUCK NPUUYMHEHMA Bpeaa 340POBbI0 YEN0BEKA UAN XKUBOTHOTO BCAEACTBME NpUema
NleKapcTBEHHOTO NpenapaTa npesbiwaeT 3GPEKTUBHOCTb €r0 MPUMEHEHMS.

(n. 10 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 cT. 32 gonoaHseTca n. 11 (®3 o1 27.12.2019 N 475-P3).

CtaTtba 33. FocyAapCcTBEHHDIN peecTp SIeKapcTBEHHbIX CPeacTB

1. TocyaapcTBeHHbI peecTp /NeKapCTBEHHbIX CPeACTB COAEPKUT nepedyeHb eKapcTBEHHbIX
npenapaToBs, NPoLWeAWNX rocyaapCTBEHHY0 perucTpaLumio, nepedyeHs GapmaLl,eBTUYECKMX CybCTaHLMiA,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX MPenapaTos, U CleayoLyio MHOpMaLMIo:

1) B OTHOLWEHWUN NEKAPCTBEHHbLIX MPENApPaToB:
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a) HauMMeHOBaHMWe /NleKapCTBEHHOro npenapaTta (Me)ayHapoaHoe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOBaHUA);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHan ¢opma C yKasaHMEM [03MPOBKM EKAPCTBEHHOMO Npenaparta U ero Koamn4yecTsa
B NOTPebUTENBCKOM YNAKOBKE;

B) HaMMeHOBaHMEe aepaTena WAM  BAagenblua  PerucTpaumoHHOro  yAOCTOBEpPeHMs
JIeKapCTBEHHOIO NpenapaTta U CBeAeHMA O PErMCTpaumn geprKatens Uav Bnagenbla permcTpauMoHHOro
YOOCTOBEPEHUS  NEKAPCTBEHHOrO Mpenapata Ans  MeAMUMHCKOrO MNPUMEHEHMA B  KadyecTse
HajsoroniatenblumMka B CTpaHe  perucTpaumm (oA POCCUMCKUX  IOPUAMYECKUX  ny, -
NOEHTUOUKAUMOHHBIA HOoMep Hasnoronnatenblwmka (MHH), AnAa MHOCTPaHHBLIX HOPUANYECKUX UL, -
CTpaHa perncTpauum, HaMMeHOBaHME PErucTPUPYIOWEro OpraHa, PermcTpaumMoHHbIA HOMep, Kopg,
HasioroniaTenbluMKa B CTPaHe perncTpaumm (MHKopnopaumm) uam ero aHanor);

(nn. "8" B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMmeHoBaHME W agpec NPOM3BOAMUTENSA NEKAPCTBEHHOrO npenapata M CBeAEHMA O
perucTpauumn NPonsBogUTENN NEKAaPCTBEHHOIO Npenaparta 418 MeaAULUHCKOTO NPUMEHEHMA B KayecTse
HanoronfatefbWMKa B  CTpaHe  pernctpauum  (ANA  POCCUUACKUX  IOPUOUYECKMX  NuL, -
NOEHTUOMKAUMOHHDBIA HOMep Hanoronnatenbwmka (MHH), ana MHOCTPaHHbLIX OPUANYECKUX NUL, -
CTpaHa perucTpaumm, HaMMeHOBaHWE PEerncTPUPYIOWEro opraHa, PerncTpauuoHHbIA HOMeEpP, KOA
Ha/IoroniaTenblUMKa B CTPAHe perncTpaumm (MHKoprnopawmm) v ero aHasor);

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

A)  dapmakoTepaneBTUYecKas Tpynna, KoL JIEKAapCTBEHHOrO npenapata MO aHAaTOMO-
TEpPaneBTUYECKO-XMMMNYECKON  KnaccuduKaumm, pPeKoMeHOOBaHHOW BcemupHOM  opraHusaumen
34,0aBOOXPaAHEHMUS;

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

€) NoKa3aHMA 1 NPOTUBOMOKA3aHMA K NPMMEHEHMIO IEKaPCTBEHHOrO Npenapara;
) No60oYHbIE AEeNCTBUA NEKAPCTBEHHOMO Npenapara;

3) CPOK ro4HOCTM IEKAPCTBEHHOTO Npenapara;

1) YCNOBMA XpaHeHUA NeKapcTBEHHOro Npenapara;

K) YCNOBMA OTNYCKa 1eKapCTBEHHOro Npenapara;

Nn) Homep <¢apmaKkonenMHoOW CcTaTbM WAM B CAyyae ee OTCYTCTBMA HOMEpP HOPMaTMBHOM
AOKYMEHTauumn niMbo HOPMaTUBHOTO LOKYMEHTA;

M) [aTa rocyfapCTBEHHOW perncTpaumy NeKapcTBEHHOro npenapaTta M ero PerucTpauyoHHbIN
HOMep, AaTa 3aMeHbl PerucTPaLMOHHOro YAOCTOBEPEHMA SIEKAPCTBEHHOro npenapaTa Ha beccpoyHoe
perucTpauuoHHoOe YAO0CTOBEpPeHWe JIEKapCTBEHHOIO npenapaTa, gaTa nogayy  3asaBleHus O
NOATBEPKAEHUM  TOCYAAPCTBEHHOM  perncTpaumMyM JeKapcTBEHHOrO npenapaTa, [AaTta  OTMEHbI
rocyZ,apCTBEHHOW PerncTpaLmnmn 1eKapcTBeHHOro Npenapara;

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

H) KauyecTBEHHbI COCTAaB M KOJMYECTBEHHbIN COCTaB AEWCTBYIOWMX BELLECTB M KauyecCTBEHHbIN
COCTaB BCNOMOraTe/IbHbIX BELLEeCTB IEKaPCTBEHHOTO Npenapara;
(nn. "H" BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) HPopMaLma 060 BCex paspelleHHbIX BUAaxX BTOPUYHOM (NoTpeburTenbCcKoi) ynakoBKuy;
(nn. "o" BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-P3)
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n) gata NPUHATMA PelleHns O BO3MOMKHOCTM paccMaTpuBaTb NEKAPCTBEHHbIM MpenapaT npu
rocygapcTBEHHOM  perncTpauumM B KadecTBe Op¢daHHOro JIeKapcTBEHHOro npenapata (ana
JIeKapCTBEHHbIX NPENapaToB 411 MegUUMHCKOTro NPUMEHEHUA);

(nn. "n" BBepeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. GenepanbHOro 3aKoHa oOT
27.12.2019 N 475-93)

p) HanuMume nNeKapCTBEHHOro npenapata B NepeyHe KU3HEHHO HeobXOAMMbBIX W Ba*KHEMLMX
JIeKapCTBEHHbIX NPenapaToB (419 IeKapCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NpUMeHeHus);
(nn. "p" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PepepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HaAM4Me B NEKAPCTBEHHOM MpenapaTe HaPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX BELWECTB U UX
NPeKypcopos, Nognexalwmux KOHTponto B Poccuitickoit  Pepepauumn, B COOTBETCTBMM €
3aKoHoaaTenbCcTBom  Poccuitickoit  depepaumu, MeXAYyHApOAHbIMM - AoroBopaMu  PoccuicKoi
depepaunn, B Tom uncne EaMHON KOHBEHLMEN O HAPKOTUYECKUX cpeacTBax 1961 roga u KoHBeHumen o
NCMXOTPONHbIX BewecTsax 1971 roaa;

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

T) uHPopmauma o TOM, ABAAETCA AW [aHHbIM NEeKapCTBEHHbIM npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM MpenapaTom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

y) cBegeHMs O Mojaye 3asB/IEHUS O BHECEHUW U3MEHEHUIN B [AOKYMEHTbI, coAepsKawmecs B
perncTpaunoHHOM AOCbe Ha IEKAPCTBEHHbIV Npenapar;
(nn. "y" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PeaepanbHbiit 3aKoH oT 27.12.2019 N 475-93;

X) CPOK BBeAEHWA IeKapCTBEHHOro Npenapara B rpax4aHcknin 06opoT;
(nn. "x" BBeaeH dPepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapMaLLEeBTUYECKUX CyDBCTaHLMIA:

a) HaumeHoBaHMe QapMaLEeBTUYECKOM CybCTaHUUKU (MeXAyHapoAHOe HenaTeHTOBAHHOE, WU
rpynnMpoBOYHOE, UM XMMUYECKOEe M TOProBoe HaMMeHOBaHMA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HaMmeHOBaHWe 1 aapec NpoM3BoaUTENA hapMaLLEBTUUYECKON CybCTaHUNN;
B) CPOK rogHocT1 papmaLeBTMYeckom cybeTaHumuy;
r) ycnosus xpaHeHus ¢papmMau,eBTUYECKOM CybCcTaHLmuy;

4) Homep <¢apmaKoneiHoOW CcTaTbM WAW B CAyyae ee OTCYTCTBMA HOMeEpP HOPMATMBHOM
AOKYMEHTauun niMb6o HOPMaTUBHOTO LOKYMEHTA;

e) Hannune dapmaLLeBTUUYECKON CyHCTaHUMM B NEepeyHe HapKOTUUYECKUX CPeACTB, NCUXOTPOMHbIX
BELLECTB U MX MPEKYPCOPOB, Noajerkalmx KOHTpos B Poccuitckon Pepepaumun, B COOTBETCTBUMU C
3aKoHoZaTenbCcTBOM  Poccuiickon  degepaunun, MexKayHapogHbiIMM — goroBopamu  PoccuiicKkom
depepaunu, B Tom uncne EaMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa n KoHBeHuMen o
NCMXOTPONHbIX BewectBax 1971 roaa.

(nn. "e" BBepeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. q)apMaLI,EBTVI‘-IeCKaFI CY6CTaHLI,VI‘r'I, npoun3sseneHHaAa OaAa peaansalnn, MmOoXKeT 6bITb BK/OYEHA B
I'OCYAapCTBEHHbIVI peecTtp NeKapCrBeHHbIX CpeacTtB Ha OCHOBAaHWWU 3aABNEHUA pa3pa60TqMKa nnn
npounssoauTena NeKapCrBeHHOro cpeanctea nmbo YNO/THOMOYEHHOIoO MMM pungndeckoro nuua npun


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374FD07E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2D0E845D46B5D6239E7972A00EB5626A7485C6320B3249DD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2B07835D45B5D6239E7972A00EB5626A7485C6320B324CD77E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374FD37E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2D0E845D46B5D6239E7972A00EB5626A7485C6320B3249DC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2C0B86564FB5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2D0F805D46B5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374FD27E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374FDD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374FDC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2D0E845D46B5D6239E7972A00EB5626A7485C6320B3248D57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374ED47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374ED67E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0C83514FB5D6239E7972A00EB5626A7485C6320B324DDC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2C0B86564FB5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2D0F805D46B5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374ED17E3AD4C8C8E91428BECF825E77D9C9O3M3Q

74

YC/0BUM NPOBEAEHUA B OTHOWEHUW TaKoW ¢apmaLeBTMYECKOW cybCTaHUMM 3KcnepTM3bl KayecTBa
dbapmaueBTUYECKOM CybCTaHLMM B MOpPAAKe, YCTaHOBAEHHOM cTaTbelt 34 HacTosAwero dPeaepanbHoro
3aKoHa. B oOTHOWweHWW QapmaLeBTUYECKUX CybCTaHUMI, NPOM3BEAEHHbIX ANA peanusaunu, B
rocyAapCTBeHHOM PEeecTpe /IeKapCTBEHHbIX CPeACTB COAEPKMUTCA cneaytowan nHpopmauma:

1) HaMmeHoBaHMe ¢dapmaLeBTUYECKON cybcTaHUuMM (MeXayHapoAHOe HemnaTeHTOBaHHOe, WAu
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHMA);

2) HaMmeHoOBaHMe, agpec npomssoauTens GapmaueBTUYECKON cybCcTaHUMK, a TaKKe B OTHOLWEHUU
NIeKAPCTBEHHbIX CPEACTB ANA MEeAMUMHCKOrO NPUMEHEHUA CBEAEHMA O PervcTpauuu npousBoauTens
dbapmaueBTUUECKON CcybCTaHUMM B KayecTBe HajsoronnaTesbluMKka B CTpaHe perucTpaumumn (ana
POCCUIACKUX HOPULMYECKUX MWL, - UAEHTUPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), pns
WMHOCTPAHHbIX HOPUAMYECKMX NIUL, - CTPaHA PerucTpaummn, HaMmeHoBaHME PErncTPUPYIOLWEro OpraHa,
PErucTPaLMOHHBIA HOMEpP, KOA HANoronnaTeNblyUKa B CTPAHe perncrpauum (MHKoprnopauuun) nam ero
aHanor);

(n. 2 B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpoK rogHoCTN papmaLLeBTUUYECKON cybCcTaHUUK;
4) ycnosus xpaHeHUa GpapmaLieBTUYECKOMN cybcTaHLuu;

5) Homep dapmaKoneiiHon cTaTbM AMBO B CcAyyae ee OTCYTCTBMA HOMEP HOPMAaTUBHOM
OOKYMeHTaUMM NN HOPMaTUBHOIO AOKYMEHT3;

6) Hannumne papmaLEeBTUUYECKON CyOCTAHUMM B NEpPeEYHEe HAaPKOTUYECKUX CPeaCcTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKYPCOPOB, Noasexawmx KOHTpoato B Poccuitckon deaepaunun, B COOTBETCTBUMN C
3aKoOHoZaTenbCcTBOM  Poccuiickon  degepaumun,  MexAyHapoAHbIMM  AoroBopamm  Poccuinckom
depepaunu, B Tom Uncne EaMHON KOHBEHUMEN O HApPKOTUYECKUX cpeacTBax 1961 roga n KoHBeHuUMeN O
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAoYeHUA dapmMaLeBTUYECKOW CybCTaHLMU B rOCYAapCTBEHHbIN PEECTP NIeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHMA U3MEHEHUN B JOKYMEHTbI papmMaleBTUUYECKOM cybCcTaHuuMK, AaTa UCKAYEeHUs
dapmaLeBTMYECKOM CybCTaHLLMKN N3 TOCYAaPCTBEHHOMO PeecTpa NeKapCTBEHHbIX CPeaCTB.

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

3. MNopAAOK BeAeHUA rocyAapCTBEHHOTO PeecTpa NeKapPCTBEHHbIX CPeACTB ANA MeLMLMHCKOro
NPMMEHEHUA W MOPAAOK BeAeHWA TOCYyAapCTBEHHOro peecTpa  JIeKapCTBEHHbIX CPeacTB  And
BETEPMHAPHOrO MPUMMEHEHMSA YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM MUCMONHUTENIbHOM BAACTW.

Cratba 34. BK/AlOueHUe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHDbIX CPEACTB U UCKIIOUEeHUe U3
rocypapCcTBEHHOr0O  peecTpa  JIeKapCTBEHHbIX  cpeacTB  ¢apmaueBTMUecKoW  cybcTaHuuum,
npousBeAeHHON 4NA peanusayum
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ons BKAoyeHusa apmMaLeBTUYECKOW cyOCTaHUMM, NPOU3BEAEHHOM ANA peanvs3auuu, B
rocy4apCTBEHHbIM PeecTp NeKapCTBEHHbIX CPeACTB, MPOBOAUTCS SKCNEepTM3a ee KayecTBa.
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. JKCNepTM3a KayecTBa yKasaHHOM B YacTK 1 HacToswel cTaTby dapMaLeBTUYECKON cybCcTaHLmMuK,
COCTaB/IEHNE KOMMUCCHEN IKCNEPTOB 3aK/IOYEHWNI NO Pe3ybTaTam 3TOM KCMepTU3bl U UX HanpasBaeHue
B YMOJIHOMOYEHHbIN ¢eaepanbHblii OpraH MCMONHUTENbHON BAACTU OCYLLECTBAAKTCA B CPOK, He
NpesbIWaloWNn  WwecTnaecatn pabounx AHern co AHA MNOAYYEeHUA IKCMEPTHbIM  yuperKaeHWem
COOTBETCTBYIOWErO 3af4aHuMA YNo/JHOMOYEHHOro deaepanbHOro opraHa MCMOAHUTENbHOM BAAcTU M
cneayowmx AOKYMEHTOB (CBeAeHN):


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6320B324CDD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2C0B86564FB5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765B2D0F805D46B5D6239E7972A00EB5627874DDCA310B2C4CD56B6C858EO9MEQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B374ED37E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376582F0B855643B5D6239E7972A00EB5626A7485C6320B324CD77E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376582D0D855744B5D6239E7972A00EB5626A7485C6320B324DDC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B3749D37E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805541B5D6239E7972A00EB5626A7485C6320B3749DD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q

75

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

1) cBegeHuA o gate NpeAoCTaBNEHUs U PEermcTpauMoHHOM HOMEPE IMLEH3MMU Ha NPOM3BOACTBO
NIEKAPCTBEHHbIX CPEeACTB WU CBeAeHMA O f[ate npefoCTaBleHUA UM PerncTpalmoHHOM Homepe
3aKIOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX Cpeacts TpeboBaHMAm npasun
HaZ/iexKallei npou3BOACTBEHHOW MPAKTUKKU, BblAAHHBIX (MPefocTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM OpraHOM WCNONHUTENIbHON BAACTW, B C/Ay4vae, €ClM NPOM3BOACTBO J1€KAPCTBEHHOIO
cpeAacTBa ocyuwecTeaseTcs B Poccminckon depepaunu;

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

2) KonuA [OOKYMeHTa, BbIJ@HHOrO YMNOJHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENA
NIeKapCTBEHHOIO CpeacTBa M MOATBEPKAAIOWErO pa3pelleHMe MNPOM3BOACTBA  JIEKAPCTBEHHOTO
CpeacTBa, U ero nepeBog Ha PYCCKUMN A3bIK, 3aBEPEHHbIE B YCTAaHOB/IEHHOM MOPSAKE, a TaKXKe Konus
3aK/IOYEHMA O COOTBETCTBUM NPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHWAM MpaBun
Hagnexallel npomsBoACTBEHHON MPAKTUKM, BblAAHHOIO YNOJIHOMOYEHHbIM ¢deaepanbHbIM OpPraHOM
WUCNONIHUTENbHON BNacTk, AMBGO KOMMA peleHua YNoAHOMOYEHHOro ¢deaepanbHOro opraHa
WCNOJIHUTENIbHOM BNACTU O NPOBEAEHUMN MHCNEKTUPOBAHUA NPOU3BOAMTENA NEKAPCTBEHHONO CPeACTBa.
YKa3aHHble AOKYMEeHTbl NPeacTaBAAlTCA B C/lyvyae, eCAn MPOU3BOACTBO JIEKAPCTBEHHOMO CPeAcTBa
ocyuwiecTsniAeTca 3a npegenamm Poccuiickon ®epepaumu;

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

3) BOKYMEHT, cogeprKalymii cnegylolme ceegeHnsa o papmaneBTUYecKol cybcTaHumm:
a) HaumeHoBaHMe dpapmaLeBTUYECKOK cybCcTaHUMK, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHONO0IMMA Npon3sBoAacTea C onNnCaHnem CTaAMVI npon3soAacTBa U MEeTOA0B KOHTPO/1A Ha BCEX
CTaanAX NpounsBoacCTBa;

r) onncaHune pa3paboTKu Npouecca NPON3BOACTBa;

[l) OnucaHMe KOHTPOAA KPWUTUYECKMX CTaZui npoLecca NPOWM3BOACTBA M MPOMENKYTOUYHOM
NPOAYKLUMK;

€) AOKyMeHTaIbHOE NoATBEpXKAeHME (BanmMaaLma) NpoLeccoB U (MM) X OLLEHKa;
) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XapaKTepuCTMKa Npumecei;

n) cneundurKauma Ha papmaLLeBTUYECKYIO CybCcTaHUMIO M ee 060CHOBAHME;

K) aHaNUTUYeCKMe MEeTOAMKM, UCMOb3yemMble MNPU  OCYLLECTBJEHMM KOHTPOAA KavyecTsa
dbapmaLeBTMUYECKON cybCcTaHLNuY;

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

M) pe3ynbTaTbl aHaAn3a cepuin bapmaueBTUHECKon cybcTaHLmuy;

H) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB nnn BewecTs, NCNoJIb3yeMbIX NpU OCyLLEeCTBNEHUN KOHTPOA
Ka4yecCTBa;

0) OnncaHme XapakTepuctmk n CBOWCTB YNaKOBOYHbIX MaTePNAIOB N YKYNMOPOYHbIX CPEeACTB;

n) AaHHble 0 cTabunbHOCTU hapmaLLeBTUYECKOW CybcTaHLUu;
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p) CPOK rogHoOCTY;

4) [OKYMEHT, coaepiKalmii cBegeHUa O PerucTpaumm NpousBoAmUTeNs IeKapCTBEHHbIX CPeacTB
AN MeAMUMHCKOTO NPUMEHEHMA B KayecTBe HanoronsatefblWMKa B CTpaHe peructpauuu (gna
POCCUIACKUX HOPULMYECKUX NUL, - UAEHTUPUKALMOHHBIM HOmep Hanoronnatenswmka (MHH), gns
WMHOCTPaHHbIX HOPUAMYECKMX NIUL, - CTPaHa PEerucTpaummn, HaMmeHoBaHME PEerncTpMpyoWero opraxa,
PEervcTPaLMoHHbIA HOMEpP, KoA HanoronnaTesiblUKa B CTpaHe perncrpauuu (MHKopnopauuun) uam ero
aHasnor).
(n. 4 BBepeH depepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)
(yacTtb 2 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [AnAa npoBeAeHMA 3KCMepTM3bl KayecTBa YKasaHHOM B 4acTM 1 HacToAwel CcTaTbM
dbapmaueBTUUECKON cybCcTaHUMK 3aaBUTENb NPEACTABAAET B YNOJHOMOYEHHbIN denepanbHbli opraH
NCNOSIHUTENbHOW BNacTu:

1) 3aABAeHME O BKAOYEHUU B TOCYAAPCTBEHHbIN PEecTp /IeKapCTBEHHbIX CPeAcTB AaHHOM
dapmaueBTMUEcKon cybcTaHumu;

2) Konua AOKyMeHTa, MOATBEPKAAIOLEro ynaaTy rocyAapCcTBEHHOW MOLW/IMHbI 33 BK/IOYEHME B
roCyapCTBEHHbIN PEecTp JIEKAPCTBEHHbIX cpeacTB papmaleBTUYECKon cybcTaHuUKM, NpousBeaeHHOoM
Oona  peanvsaumm, MB6O NO COOCTBEHHOM MHUUMATMBE YKasaHHbIM AOKYMeHT. B cnyyae ero
HenpeacTaB/ieHUs 3aABUTENEM YMNOJIHOMOYEHHbIM ¢eaepanbHbliit OpraH MCNONHUTE/NIbHON  B1ACcTU
nposepseT GaKT ynaaTbl rocyAapCTBEHHOM MOLW/IMHBI 3aSBUTENIEM C UCMOIb30BaHMEM MHPOpMaLMn 06
ynaarte rocygapCcTBEHHOW MOLL/IMHbI, coAeprKalleincsa B Focy4apcTBEHHON MHPOPMALMOHHOMN CUCTEME O
rocyapCcTBEHHbIX M MYHUUMNANAbHbIX NAaTeXax, Ha OCHOBaHMM MpeacTaBAeHHOW 3aABMTENEeM KOMUK
OOKYMeHTa, NOATBEP K AaoLLEero ynnaTy rocyaapcTseHHOM NOLWANHDI;

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

3) AOKYMEHTbI, YKa3aHHbIe B 4acTu 2 HACTOALLEN CTaTbh;
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3aAB/sieHMe O Bblgaye paspelleHns Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOM napTuu
He3aperncTpupoBaHHONO JIEKAaPCTBEHHOTO CPeAcTBa, NpeAHa3HaYeHHOro AN NpPoBeAeHUA YKa3aHHOM
9KCNepTm3bl.

(n. 4 BBepeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBneHUA C 3aABAEHMEM O BK/IIOYEHUW B TOCYAAPCTBEHHBIN peecTtp
NIeKapCTBEHHbIX cpeacts GapmMaueBTUYECKON CyOCTaHUMKM [AOKYMEHTOB, MOATBEPMKAANOWMX ynaaTy
rocyZapCTBEHHOM MOLWJIMHBI U YKa3aHHbIX B MyHKTe 2 4acTK 3 HaCTOALLENM CTaTbM, @ TaKKe BblAaBaeMblxX
(npepoctaBnfaembix) yNnoSHOMOYEHHbIMU  defepanbHbIMUM  OpraHaMM  UCNOJIHUTENBHOM  BAACTM
OOKYMEHTOB (CBeAEHMUI), YKa3aHHbIX B MyHKTax 1 M 2 YyacTu 2 HACTOALWEN CTaTbM, YNOJHOMOYEHHbIN
denepanbHbIi OpraH MCMOJIHATENBHOW BAACTM 3anNpaluMBAET yKasaHHble AOKYMEHTbl (cBeaeHusa) B
nopsaake mexxseL0oMCTBEHHOTO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 478-03)

4, B TeyeHne AecAaTM pabounx gHew Co AHA NPUHATUA 3aABAEHMA O BKAIOYEHUWN YKa3aHHOW B YacTu
1 HacToAwel cTaTbl GapMaueBTUYECKOM CybCTaHUMWM B FOCYAAPCTBEHHbIN PeecTp JIeKapCTBEHHbIX
CPeACTB U AOKYMEHTOB, NEepPeyYmnc/ieHHbIX B 4YacTM 1 M nNyHKTe 2 4acTu 3 HacToAleMl CTaTbM,
YNOJIHOMOYEHHbIN deaepanbHbIit opraH UCNOJHUTENbHON BNACTHU:
(B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) NpoBOAMT NPOBEPKY MOSHOTbI U AOCTOBEPHOCTU AAHHbLIX, COAEPMKALMXCA B NMPeacTaBNeHHbIX
3aABUTENEM AOKYMEHTaX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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2) NPUHUMAET peLleHWe O HaMpPaB/ieHWW B 3KCMEPTHOE yuperkaeHue 3aJaHua Ha npoBeaeHue
3KCMEePTM3bl KauecTBa YKa3aHHOM B 4acTM 1 HAcToALLeN CcTaTbk dpapmMaLeBTUYECKOW cybCcTaHLMM namn 06
OTKa3se B TAKOM HanpaBAeHuMY;

3) yBegoMAAET B 3/IEKTPOHHOM UM NUCbMEHHON dopme 3aaBUTENA O NPUHATOM pPeLleHnn Uan B
Cnlyyae OTKa3a C YKasaHMeM NPUYMH TaKOoro OTKasa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHMA HeAOCTOBEPHOCTM CBEAEHWUI, COAEPKALUMXCA B NpeacTaB/ieHHbIX
3anBUTE/IEM MaTepuanax, ynoJHOMOYEHHbIN denepasnbHbli OpraH UCNONHUTENbHOW BAACTU HanpaenseT
3anABUTE/NII0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [JaHHbI 3anpoc MOXKeT bbiTb nepeaaH
YNOJIHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA JIMYHO NOA PACMUCKY, Hanpas/aeH NO Mo4yTe 3aKasHbiM
NMUCbMOM WM NepesaH B 3/IEKTPOHHOW dopme No TeIEKOMMYHMKALMOHHbIM KaHanam cBsisu. B cayyae
HanpaBneHMA JAHHOMO 3anNpoca NO NoYTe 3aKa3HbIM NUCbMOM OH CYMTAETCA NMONYYEHHBLIM NO UCTEYEHMN
LWeCTN gHel ¢ gaTbl HaNpPaBAEHMA 3aKa3HOTo NUCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asButenb 06A3aH NpeacTaBUTb OTBET Ha 3anpoc YNOAHOMOYEHHOro denepanbHOro opraHa
WCMNOJIHUTENbHOM BNACTM B CPOK, He NpeBblWaloWMiA AeBAHOCTa pabounx AHel co AHA NoayyYeHun
AaHHoro 3anpoca. Cpok, YKasaHHbIA B 4acTM 4 HacToAWeN CcTaTbW, NMPUOCTAaHAB/IMBAETCA CO AHA
HanpaB/ieHMs 3aaBUTENI0 3anpoca ynoJHOMOYeHHoro deaepanbHOro opraHa UCNOHUTENIbHOW BAaCTU
A0 AHA nNonyvYeHUA UM OTBETa Ha ,EI,aHHbIl‘/JI 3aMpPocC U He y4nUTbiBaeTCA NpuU NCHNCNEHUN CPOKa IKCNepPTU3bl
KayecTBa ¢apmMaLeBTUYECKON CcybCTaHUMN, HEUCNO/Ib3yeMON MNpu MPOU3BOACTBE J1I€KAPCTBEHHbIX
npenaparos.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM an1A OTKa3a B HAaNpPaBJ/IEHUWN B IKCMEPTHOE yYperKAeHMe 3aaHnA Ha NpoBeaeHune
3KCNepTU3bl KayecTBa YyKasaHHOW B 4actM 1 HactoAwer cTatbM dapmaueBTUYECKOW cybCcTaHuMu
ABNAETCA HenpeacTaB/ieHMe [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacCTOAWEN CTaTbM, OTCYTCTBME
nHpopmauum, noaTBeprKAalowen ¢GakT ynnatbl rOCYyAAPCTBEHHOM MOW/IMHbLI 33  BK/AKOYEHME
dapmaLeBTMUYECKON CybCTaHUMKU, NPOU3BEAEHHOW AN peanusaumu, B TOCYAapCTBEHHbIA peecTp
NIeKapCTBEHHbIX CPeACTB, HENpPeACTaBNEHME 3aABUTENIEM B YCTaHOB/IEHHbIN CPOK OTBETA HA YKa3aHHbIN B
yactu 4.1 HacToALWLEeN CTAaTbM 3aMpPOC YNONHOMOYEHHOTO dpeaepasbHOro opraHa MCNOAHUTENIbHON BACTH
WAN NpeAcTaB/eHNe [OKYMEHTOB, He cogep)Kalux WcYepnbiBalowWwero nepeyHa HeobXxoaMMmMblx
cBeAeHuUN.

(yactb 5 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. B TeueHue nATHagUaTM paboumx AHeW CO AHA MNOAYYEHUA pPeLIeHUs YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOAHUTE/IbHOM BAACTM O HanpaB/NEHUN B SKCMEPTHOE yupexaeHne 3a4aHus Ha
npoBeAeHMe 3KCMepTM3bl KayecTBa YKa3aHHOM B 4YactM 1 HacToAwel cTatbm dapmaueBTUYECKON
cybCcTaHUMM 3aABUTENb NPEACTABAAET B 9KCNEPTHOE yUpeKAeHMe A1A NPoBeAeHUA AAaHHOM SKCNepTusbl
obpasubl dapmaLeBTUHECKON CybCTaHUMM B KOAMYECTBe, HeobxoAMMOM Ans BOCNPOM3BEAEHUS
METOA0B KOHTPOSA KayecTBa. IKCNEepTHOE yUpeKAeHUe Npu NoayvYeHUn ob6pasLoB yKasaHHOM B Yactu 1
HacToAWEeN cTaTbn papmMaL,eBTUUYECKON CyOCTaHUMN BblAAET 3aABUTENIO AOKYMEHT, NOATBEPKAAOLLNIA
nosiydeHMe 3TUX 00pasLOB, M B CPOK, He MpeBblalOWMn Tpex paboumx AHel, yBeLOMANAET B
3/IeKTPOHHOM  WUAM  MUCbMEHHON ¢opme 06 3TOM YMNONHOMOYEHHbIM deaepanbHblii  OpraH
NCNOJIHUTENbHOM BAACTU. ITU CPOKM He BK/IIOYAIOTCA B CPOK NPOBEAEHMSA AaHHOM 3KCNepTU3bl.

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

7. JOKYMeHTbI, NOCTYNMBLUME B SKCMEPTHOE yUpeKaeHue Ana NpoBeaeHna SKCNepTUsbl KayecTsa
yKa3aHHOW B 4acTu 1 HacToswel cTaTbM apmaleBTUMYECKOM cybcTaHuuKM, nogJsiexkaT BOo3BpaTy B
YNOJIHOMOYEHHbI desepanbHblil OpraH UCNOJHUTEIbHOM BAACTU O4HOBPEMEHHO C 3aK/HOYEHUAMM MO
pesy/ibTaTam NPoBeAEeHHOW 3KCNepTUsbl.

8. B CPOK, He ﬂpeBbILLIaPOLLI,VIﬁ nAaTn paﬁoqu AHEVI CO OHA Nnony4dYeHuA 3aKNK4YeHNA KOMUCCumn
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3KCMEepPTOB MO pesy/bTaTaM 3KCNepTM3bl KayecTBa YKa3aHHOM B 4YacTM 1 HacToAwer CTaTbu
dbapmaueBTUYECKOM CybCTaHUMK, YNOJTHOMOYEHHbIN deaepanbHblli OpraH UCNONHUTENbHOW BAACTU:

1) ocywecTBAAET OLLEHKY TAaKOro 3aKAYeHUA ONA onpenesieHns ero COOTBETCTBMA 3aJaHUI0 Ha
nposeaeHMe AaHHOM 3KCNepTU3bl;

2) npuMHMMaeT pelleHMe O BK/AYEHUM VYKa3aHHOM B 4vacTm 1 HacToAllel cTaTbu
dapmaueBTMHECKOM cybCcTaHUMKN B FOCYAapCTBEHHbIM PeecTp IeKapCTBEHHbIX CPeACTB MAN pelleHue o6
OTKa3e B TaKOM BK/IHOYEHWUU;

3) BHOCUT NPW NPUHATUN PELUEHMA O BKIOYEHMM YKa3aHHOM B 4YacTM 1 HacToAWEN CTaTbM
dbapmaueBTMyeckon  cybcTaHUMM B TOCYAAPCTBEHHbIA  pPeecTp  JIEKApCTBEHHbIX  CpeacTs
NpesycMOTpeHHyt0 YacTbto 2 cTaTbl 33 Hactoswero PeaepanbHOro 3aKoHa WHOOPMaUMIo U
yBEAOMANSAET 06 3TOM B 3/IEKTPOHHOMN MAM NUCbMEHHOM dopme 3aasuTens.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, 01 27.12.2019 N 462-03)

9. OcHoBaHMEeM AN OTKasa BO BK/IKOYEHUW YKa3aHHOM B 4acTM 1 HacToAlWeN cTaTbu
dapmaueBTMYECKON Ccyb6CTaHUMM B TOCYAAPCTBEHHbIN pPeecTp JIEKAPCTBEHHbIX CPeacTB ABAAETCA
3aK/104YEHME COOTBETCTBYHOLWLENO YNOJHOMOYEHHOro desepasbHOro opraHa UCMNOIHUTENBHOM BAACTU O
TOM, YTO Ka4ecTBO ¢papmaL,eBTUYECKOM CybCTaHUMM HE NOATBEPKAEHO MOAYYEHHBIMU AAHHBIMM.

(yactb 9 BBeaeHa PepepanbHbiM 3aKoHOM OT 22.10.2014 N 313-03; B pea. dPenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponyckaeTca BKAOYEHWE B FOCYAAPCTBEHHbIA PEEecTp JIEKAPCTBEHHbIX CPeacTB OAHOM
dapmaLLeBTMUYECKOWN CYOCTAHLUMU, NPOU3BEAEHHOM A1A peanv3auumn U BbiNyCKaeMol OAHUM U TEM Ke
npoussoauTenem, B BUAe AByx U 60see peecTpoBbIX 3anmce.

(yacTb 10 BBeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. BHeceHWe U3MEHEHWUA B AOKYMEHTbl Ha dapmalueBTMYECKytlo cybCcTaHLMIo, NPOU3BeLEHHYIO
ONA peannsaummn U BKAOYEHHYHO B rOCYAapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA
B nopsake, ycraHoBneHHom ctatbaMun 30 u 31 Hactoswero PepepanbHOro 3aKoHa, C ynnaToM
rocyfapcTBEHHOM MOLW/IMHBI, NpPeaycMOTPEeHHON 3aKoHodaTenbcTBOM Poccuitckolr dPepepaunmn o
Ha/siorax n cbopax.
(yactb 11 BBeaeHa GeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

12. flonyckaeTca obpalLeHne dapmaueBTUYEeCcKMX cybcTaHUMM, Npon3BeAeHHbIX 414 peannsaumm,
B TEYEHMWe CTa BOCbMUAECATU AHEWN A0 U NOCAe NPUHATUA YNOJAHOMOYEHHbIM desepanbHbIM OpraHom
WCNOJIHUTENBbHOM BAIAaCTU pPeleHMa O BHECEHMU M3MEHEHUIM B AOKYMEHTbl Ha ¢dapmaleBTUYECKyto
CyOCTaHUMIO, NPOM3BEAEHHYIO ANA pPeanusaumMmM W BK/IOYEHHYIO B TOCYJapCTBEHHbIA peecTp
JIeKAPCTBEHHbIX CPEACTB.
(yacTb 12 BBeAeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. PeweHne 06 WCKAOYEHMM W3 TOCYAAPCTBEHHOrO peecTpa /NeKapCTBEHHbIX CpPeacTs
dbapmaueBTUYecKoi cybcTaHUMKM, NPOM3BEeAEHHON AN peannsaumm, NPMHUMAETCA YNOAHOMOYEHHbIM
deaepanbHbIM OPraHOM UCNOJTHUTENbHON BAACTU B C/IyYae:

1) npeacrasneHnA COOTBETCTBYHOLLMNM YNO/IHOMOYEHHbIM cbe,u,epaanblm OopraHom
WCNOJIHUTENIbHON BAACTU 3aK/IIOYEHUA O PUcCKke mnaun 06 yrpo3e Xu13Hu nanm 340pOBbHO Ye/TI0BEKA nmbo
HKNBOTHOTO NP NCNON1Ib30BaHUN NEKaPCTBEHHOIO CpeacTBa,

2) nopaun paspaboTUMKOM JIeKAPCTBEHHOrO CPeACTBa WMAM MPOU3BOAUTENEM JIEKAPCTBEHHOTO
cpeacTsa M60 YNOAHOMOYEHHBIM UMW APYIMM IOPUAMYECKUM ANLOM 3anaBAeHMA 06 MUCKAOUYEHUN U3
rocyAapCTBEHHOro peecTpa /IeKapcTBEHHbIX CPeAcTB GpapmaLeBTUYecKon cybCcTaHuMM, Npon3BeaeHHoM
ANA peanvsauuu;
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3) oTcyTcTBUA dhapmMaLeBTUYECKOM CybCTaHL MK, NPOM3BEAEHHON A5 peanusaunmn, B obpalleHnn B
Poccuitckoit Pepepaumm B Te4eHne Tpex U 6onee ner.
(yacTb 13 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratbsa 35. YTpatuna cuny c 1 uiona 2015 roga. - PeaepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. O6xxanoBaHue pelleHUAa 06 OTKase B BblAaye paspelleHUA Ha NpoBeaeHue
K/IMHUYECKOrO UCCef0BaHUA IeKapCTBEHHOro npenapara, peweHus o6 oTkase B rocyaapcTBeHHOM
perucTpauum NeKapcTBEHHOro npenapaTta, 3aK/lYeHUA KOMMCCUMM 3KCNEpPTOB  3KCNEepTHOro
yupexaeHUA UK 3aKNI0UYEeHUA COBETA MO 3TUKe

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

PelleHne coOTBETCTBYIOWErO YNOJIHOMOYEHHOTO deaepasbHOro opraHa UCMoIHUTENbHOW BAACTU
06 OTKase B BblAaye paspelleHus Ha MNPOBEeAEHME KAMHUYECKOTO MCCAef0BAaHUA NIEeKAPCTBEHHOIO
npenapaTta, peleHne YyKasaHHoro denepasbHOro OpraHa WCNOAHWUTENbHOW BAacTM 06 oOTKase B
rocyapCTBEHHON perncTpaummM IeKapCcTBEHHOrO MpenapaTta, 3aK/Al4YeHUMe KOMMUCCUMM  3SKCMepToB
3KCMEPTHOMO YUYPEXKAEHUS MAN 3aKNHOYEHME COBETA MO 3TMKE MOXKET ObiTb 00)KasoBaHO B Mopsaake,
YCTaHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuitickoit depepaumun. 3aknoueHME KOMWMCCUMM IKCMEPTOB
3KCMEPTHOMO YYpeXKAeHUA O B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX NpenapaToB ANA MeAULMHCKOro
npUMeHeHna M6 O TOM, YTO JIEKAPCTBEHHbIM NpenapaT 419 MeANUNHCKOrO MPUMEHEHUA He ABAAeTCA
B3aMMO3aMEHAEMbIM, MOXKET OblTb 00XKafoBaHO AepKaTenem WAW BAALENbLEM PErncTpaLyoHHOro
YOOCTOBEPEHUA  JIEKAPCTBEHHOrO  Mpenapata B YMNOJIHOMOYEHHbIM  denepanbHbli  opraH
WUCMONHUTENbHOM  BNACTW,  KOTOPbIA  NPUBAEKAET K  PACCMOTPEHMUIO  YKasaHHOM  Kanobbl
noaBeAOMCTBEHHbIE €My HayyHble OpraHu3aumm u obpasoBaTenbHble OpraHU3aLuMmM BbICLLETO
o6pasoBaHKUA, oOcylecTBAAOWME AeATENbHOCTb B cdepe ob6palleHns NeKapCTBEHHbIX CPeaCTB.
3aKNtouYeHNne KOMUCCUM IKCMEPTOB SKCMNEPTHONO yypeskaeHusa, obopmMIeHHOe Mo UToram nepecmoTpa
06)KaNI0BAHHOIO 3aK/OYEHUA 3KCNepTa, MOXKeT OblTb OCNOpPeHO AepKaTeNem WAM BAafesibluem
PervcTpaunoHHOro ya0CTOBEPEHMA JIeKapPCTBEHHOro npenaparta JiMbo yno/JHOMOYEHHbIM UMW IULLOM B
nopagKe, yCTaHOB/IEHHOM 3aKoHoAaTeNbcTBOM Poccuiickoit ®eaepaunun. Mpu 063KanoBaHUN pelLeHus
YyNoJIHOMOYEHHOro desepanbHOro opraHa MCNONHUTENbHOW BAACTW, 3aK/OYEHUs 3KcrepTa Wam
KOMWCCUM 3KCMEPTOB IKCMEPTHOIrO YUYPEXKAEHUA, 3aKAOYEHUA COBETa NO 3TUKE AeprkaTesib Wan
B/ageneL, PerMcTpaLMoHHOro yA0CTOBEPEHMA IeKAapCTBEHHOMO NpenapaTta Mbo ynosHOMOYEHHOE MMMU
MUO  BNpaBe nNpeacTaBUTb Pe3y/bTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOrO MpenapaTa, MPOTOKObI
MOJIYYEHHbIX AKKPEAWTOBAHHbIMW  UCMbITaTeNbHbIMK  nabopatopuammn  (LeHTpPamMn) pesynbTaToB
nccnenoBaHUiM, UCNbITAHWUA.
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHPopmauumA, CBA3aHHAA C OCYLLECTB/IEHWEM [OCYAAPCTBEHHON perucrpauumn
JIeKapCcTBEHHbIX NpenapaToB, UHGOPMaALUA O 3aPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX NpenapaTtax M
JIeKapCTBEHHbIX Npenapartax, MCKNIOUYEHHbIX U3 rocyAapCcTBEHHOrO PeecTpa NeKapCTBEHHbIX CPeaCcTB

1. CooTBeTCTBYIOWMIA YNOJAHOMOYEHHbI deaepanbHbll  OpraH WCNOAHUTENIbHON  BAACTU
pasmellaeT Ha cBoem oduumanbHom cate B cetn "MHTepHeT" uMHbOPMaUMIO, CBA3AHHYKO C
OCYLLECTB/IEHNEM FOCYAAPCTBEHHOW pernctpauuuM /IeKapcTBEHHbIX MpenapatoB, B TOM u4uc/ie
npoBeAeHMEeM 3SKCNEepTU3bl JIEKAPCTBEHHbIX CpPeacTB (BKAKOYAA pe3ynbTaTbl ee  npoBeAeHus),
MHPOPMALMIO O 3aperncTpMpPOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax WM NeKapCTBEHHbIX MNpenaparax,
WCK/IIOYEHHDBIX U3 FOCYAapCTBEHHOrO pPeecTpa /IeKAapCTBEHHbIX CPeACTB, He Mo3aHee yem 4yepes NATb
pabounx AHel co AHA NOAYYEeHUs YNONHOMOYEHHbIM desepaibHbIM OPraHOM UCMOIHUTENbHOM BAAcTU
COOTBETCTBYOLWEN MHDOPMALUN.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-93)

2. CpOKM M MOPAAOK PasMeLLeHUs yKasaHHOW B 4yacT 1 HacToAwel cTaTbM WHPopmaumu
yCTaHaBAMBAIOTCA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMONHUTENbHOM BAacTU. MHbopmaums,
yKasaHHan B Yactu 1 HacToAwen CTaTbW, ABNAETCA OTKPbLITON M 06LWeaoCTynHOW M npeaocTaBaseTcs
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3aMHTepecoBaHHbIM NLAM B COOTBETCTBUM C 3aKOHOAaTeNbcTBOM Poccuiickoit eaepaumn.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

nasa 7. KIMHNYECKUE UCCNNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A9 MEAULMHCKOIo NPUMEHEHNA, 1OrOBOP
OB X NPOBEAEHWUN, MPABA NALMEHTOB, YYACTBYIOLLUX
B 3TUX UCCZIEAOBAHUAX

Cratba 38. KnuHuueckue uccnegosaHUAa NEeKapCTBEHHbIX npenapatos ANA MeguuUuHCKOoro
npumeHeHuA

1. KnnHnyeckne nccnenoBaHMA NeKapCcTBEHHbIX MpenapaToB A8 MegULMHCKOro NpUMEHEHUs, B
TOM 4YMC/ie MeXAYHapPOoAHble MHOTOLLEHTPOBbIE, MHOTOLEHTPOBbIE, NOCTPErMCTPALMOHHbIE, NPOBOAATCA
B OO4HOW WM/IM HECKONbKUX MEAMLMHCKMX OpraHM3auusax B COOTBETCTBMM C MpaBWUIamMu Hagjexkallein
KAMHWMYECKOW NPaKTUKK, YTBEPKAEHHBIMU YNTOAHOMOYEHHbIM defepabHbiM OPraHOM UCMOAHUTENbHOW
BJ1aCTW, COOTBETCTBEHHO B C/IeAYHOLMX LeNsX:
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) yCTaHOB/1IEHUNE 6esonacHocTH NEeKapCTBEHHbLIX NMpenapaTtoB AnA 340P0BbIX AOGpOBOHbLI,EB n
(M/'IVI) nepeHoCMMmoCcTn ux 340pOoBbiMU LI,O6pOBOJ'IbLI,aMVI, 3a WUCKAKYeHUNEM TaKux MCCJ'IELI,OB&HMVI
NNEeKapCTBEHHbIX MpenapaTos, Npon3BeaEHHbIX 3a Npeaesiammn Poccuiickon CDep,epau,MM;

2) noabop ONTMManbHbIX [A03MPOBOK JIEKAPCTBEHHOro Mpenapata W Kypca JedeHusa Ans
MauMeHToB C onpedeneHHbiM 3aboneBaHMem, OMNTUMAaibHbIX [03 M CXeM  BakuuMHauuu
MMMYHOBMOI0rMYECKUMIN IEKAPCTBEHHbIMW NpenapaTammn 340P0BbIX 406POBO/IbLEB;

3) ycTaHoBAeHWe 6e30MacHOCTM JIeKapCTBEHHOro npenapata M ero 3¢pdeKTMBHOCTU  Ans
nauneHToB c onpeaeneHHbIM 3abosieBaHMEM, NpoouNaKTUYECKOM 3hPEKTUBHOCTH
MMMYHOBMON0rMYECKUX IeKapPCTBEHHbIX NPenapaTos A4/14 340P0BbIX 406p0OBObLEB;

4) un3yyeHMe BO3MONKHOCTM PaACIIMPEHMA MOKa3aHUA ANA MeAMUMHCKOTO MNPUMEHEHUA U
BbIABNEHNA paHee HEeW3BEeCTHbIX MNOBOYHbIX AEWCTBUIA  3apPerMcTPUPOBAHHbLIX  1IEKAPCTBEHHbIX
npenaparos.

2. B OTHOWEHUM BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbLIX NpPenapaTtoB AAd MeAUUMHCKOro
NPUMeHeHUa MNPOBOAATCA  UCCNeAoBaHWA  BUOSKBMBANEHTHOCTM U (MAKM)  TepaneBTUYECKOM
3KBMBAJIEHTHOCTM B  MNOPAAKE, YCTAHOBNEHHOM  YMOJHOMOYEHHbIM  defepasbHbIM  OpraHoOm
MCMONIHUTE/IbHOW BAACTHU.

3. OpraHmaau,mo nposeaeHnA KANHUYECKUX MCCﬂeAOBaHMﬁ NEKAPCTBEHHOrNo npenapata A4nAa
MeaNLUMHCKOIro npumeHeHnA snpase OCyLWECTBNATb:

1) pa3paboTuMK NeKapCcTBEHHOrO NpenapaTa Uan yrnoJHOMOYEHHOE UM INLLO;

2) obpasoBaTenbHble OpraHM3auMu Bbiclero 06pa3oBaHMA, OpraHM3auMu AOMNONHUTENbHOIO
npodeccrnoHanbHoro o6pasosaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4YHO-UccnegoBatesibCkmMe opraHn3saumnn.

4. KnnHWYecKkMe uccneaoBaHMA NIEKAPCTBEHHONO Mnpenapata Ana MeAMUMHCKOTO NpUMeEHEeHMA
NPOBOAATCA Ha OCHOBAHMM pa3peLlleHns Ha NPoBeaeHNe KIMHNYECKOTO UCCeL0BaHUA 1EKAaPCTBEHHOIO
npenaparta, BbIAHHOIO YMNOJHOMOYEHHbIM deaepanbHbIM  OPraHOM WCMOJIHUTE/NIbHOW  BAACTMW.
YnonHomoueHHbI deaepanbHbIi OpraH UCNOIHUTE/IbHOM BAACTU BeAET PEeCTp BblAaHHbIX pPa3peLleHnit
Ha NpoBeaeHMe KANHUYECKUX UCCef0BaHNIN NeKapCTBEHHOIO NpenapaTa, CoAepMKalLMii YKa3aHue Ha Ux
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Lenb UAN LLeNu, B yCTaHOBIEHHOM 3TMM OpPraHOM rnopsaKe.
(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 uona 2015 roga. - PegepanbHbiii 3aKoH oT 22.12.2014 N 429-$3.

6. K opraHusaumm nposefeHMA KAMHUYECKUX MUCCNef0BaHWMA NIEKAapCTBEHHOrO MpenapaTta gns
MEONLMHCKOTO MNPUMEHEHMA pPa3paboTyMKOM JNIEKApPCTBEHHOrO MpenapaTa MOryT NpuMBAeEKaTbCA
topuanyeckme nuua  Nobol  opraHM3auMoHHO-NpaBoBo  ¢Gopmbl  Npu  ycnosBun obecneyeHus
COOTBETCTBMA 3TUX UCCe0BaHNIN TpeboBaHMAM HacToswero PeaepanbHOro 3akoHa.

KoHcynbTaHTIAOC: npuMmeYaHue.

B HacToswee Bpema AENCTBYIOLWMM 3aKOHOAATE/NbCTBOM HE YCTAHOBJ/IEH MOPALOK aKKpeauTauum
MEeAMUMHCKMX OpraHM3auMii Ha MpPaBO MPOBEAEHMA KAMHUYECKUX WUCCNen0BaHUMA NeKapCTBEHHbIX
npenapatos Aas MeauuMHCKOro npumeHenua. o 01.01.2021 pencteosano [loctaHoBAeHME
Mpasutensctea PO o1 03.09.2010 N 683.

7. KnnHn4yeckme uccnenoBaHUA JIeKApPCTBEHHbIX NpenapaTtoB AAA MeAULMHCKOro npumeHeHuA
nposogATCA B MeAUUMHCKUX OpPraHunsaunax, akkpeaAuTOoBaHHbIX YMNOJIHOMOYEHHbIM ¢ep,epaanb|M
OpraHOM WCMOJIHUTE/IbHOM BIACTM B MOPsAKe, YcTaHoBAeHHom [lpasuTtenbctBom Poccuiickol
depepauun.

8. TepeyeHb MEOMUMHCKMX OpraHM3auuMii, WMMeKLMX MpPaBo MPOBOAUTL  KAMHUYECKME
nccnefoBaHWUA NEKAPCTBEHHbIX MPenapaTtoB A4 MeAMLMHCKOrO MPUMEHEHMA, U PeecTp BblAaHHbIX
paspeweHMit Ha NPOBEAEHME  KAMHWYECKMX  WUCCNeLOBaHWA  NIEKAPCTBEHHbIX  NpenapaTos
onyb/IMKOBbIBAIOTCA M Pa3MeLLaloTcA YNoJIHOMOYEHHbIM ¢eaepasnbHbIM OPraHOM MCNONHUTENbHOM
BJ1AaCTW B YCTAHOBJAEHHOM MM MOPAAKE Ha CBOEM odULMaNbHOM caliTe B ceTu "UHTepHeT".

Cratba 39. PewweHue o0 nposeaeHUN KAMHUYECKOro UCCNen0BaHUA 1IeKapCTBEHHOro npenapara
ANA MeAULUNHCKOro NpMMeHeHusA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KanHnueckoe wccnefoBaHMe NeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro NpvMeHeHus
NPOBOANTCA HAa OCHOBaHMM Pa3peLlleHns Ha NPOBeAEHNE KAMHNUYECKOro UCCNef0BaHUA NEKAPCTBEHHOMO
npenapaTa, Bbl4AHHOMO YMNO/JHOMOYEHHbIM deaepanbHbiM OpPraHOM MWCMOAHUTENbHOW BAacTU No
pesynbTaTam 3KCNepTU3bl SOKYMEHTOB, HeobXoAMMbIX ANA MOJyYeHWA paspelleHns Ha nposedeHue
KJIMHUYECKOro UCCNef0BaHNA NEKAPCTBEHHOrO NpenapaTta M 3TUYECKOM IKCnepTU3bl.

2. 0nsa nonyyeHusa paspelleHua Ha NpoBeAeHUEe KAMHUYECKOro UCCef0BaHUA NIeKapCTBEHHOTO
npenapata gaa MeAMUMHCKOTO TMNPUMEHEHUA 3aABUTENb NpeacTaBAseT B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMOSIHUTEIbHOM BNACTU:

1) 3aAB/IeEHNe O Bblaa4ye pa3peweHna Ha npoBegeHne KAMHUYECKOro wmccaeaoBaHUA
NNeKapCTBEHHOrO nNpenapaTta An1a MmegunumHCKOro npumeHeHua,

2) KOMMM AOKYMEHTOB, MOATBEPXKAAMOWMX YNAaTy rocyAapcTBEHHOM MOWAMHbI 33 NpoBeAeHue
3TUYECKOW 3KCMEepPTU3bl, IKCMEePTM3bl OOKYMEHTOB Ha JIEKAPCTBEHHbIM Npenapat A/a MOoJyYeHus
paspeweHns Ha MNpPOBeAEHWE KIMHUYECKOTO WCCNefOBaHWA JIEKAapCTBEHHOro npenapata Ans
MeAMLMHCKOrO NPUMMEHEHMWA, 33 BblAayy paspelleHus Ha NPoBeLeHWe KAWHWUYECKOro UCCAefoBaHuA
JIeKapCcTBEHHOTO NpenapaTa 411 MeAULLMHCKOTO NPUMEHEHWs, 3a NPOoBeAeHNe 3KCNepTU3bl AOKYMEHTOB
Ha /NeKapCTBEHHbI npenapat AAA MNONyYeHWA paspelleHus Ha MpoBeAeHUEe MeXAYHapo4HOro
MHOTOLEHTPOBOIO K/IMHUYECKOTO WCCNeA0BaHWUA NeKapCTBEHHOTO npenapaTta 418 MeaMUMHCKOro
NPMMEHEHWA, 33 BblAAyy pPaA3PeELeHNa Ha MPOBEAEHME MEXAYHApOLHOr0 MHOTOLEHTPOBOTO
KAMHMYECKOro WCCNefoBaHMA /fIeKapCTBEHHOro npenapaTta Ana MeAMUMHCKOTO MpPUMEHeHMs, 3a
npoBeAeHMe 3TUYECKON 3KCMepTM3bl, 3KCNepTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt Ans
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No/lyyeHWUa paspelleHus Ha NpoBefeHWe MOCTPErMCTPAUMOHHOIO K/AMHWYECKOTO WCCief0BaHMUsA
NleKapcTBEHHOTO NpenapaTta 4/19 MegUUMHCKOro NPpUMEHEHMA, 33 BblAady paspelleHns Ha npoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MCCNEeA0BaHUA JIEKAaPCTBEHHOro NpenapaTa 414 MeanuMHCKOro
NpUMeHeHus;

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) NPOTOKON K/IUHUYECKOro uccnegoBaHMA NeKapCTBEHHOro npenapata Ana meauunHCKoro
npumeHeHuaA;

4) 6polutopy UccnenosaTtens;
5) nHPOPMaLIMOHHbIN IUCTOK NaLUEHTa;

6) cBegeHns 06 onbiTe paboTbl UccnenoBaTeNelt NO COOTBETCTBYIOWMM CMNeumanbHOCTAM U UX
onbiTe paboTbl MO NPOBEAEHUIO KAMHUYECKUX UCCAEA0BaHNIA;

7) cBeaeHUs O MeAMUMHCKMX OpraHusaumax, B KOTOPbIX npeanonaraetca nposefeHue
KAMHUYECKOro UCCNea0BaHMA IeKapCTBEHHOTO npenaparta A8 MeAULUMHCKOro NpuMeHeHus (nosiHoe u
COKpalLEHHOE HaWMEHOBAHWSA, OpPraHM3aUMOHHO-NpPaBoBas (GopmMa, MECTO HAXOKAEHUA U MecTo
OCYLLECTB/IEHMA AeAaTeNbHOCTH, TesiedoH, TesnedaKke, agpec 3NEeKTPOHHOM MOYTbl KaXKaon MeanLMHCKOM
opraHusauum);

8) cBegeHnA O npeanonaraembiX  CPOKax nposeaeHnA  KAMHUYECKOoro uccnegoBaHuA
NNeKapCTBEHHOrO nNpenaparta Ana megunumnHCKoro npuMmeHeHua,

9) KON O0rosopa o0bna3aTenbHOro CTpaxoBaHMA, 3aK/IIO4EHHOINo B COOTBETCTBMUM C TUMOBbIMMU
npasuiamum 0bA3aTeNnbHOro CTpaxXoBaHWMA, C YKa3aHunem I'IpE,CI,EJ'IbHOVI YACNEHHOCTN NAUUNEHTOB,
y4yacTBywOuWwmnX B K/JIMHUYECKOM UCCcnegoBaHUM NeKapCTBEHHOro npenaparta 414 meauuUnMHCKOro
NpUMeHeHUA;

10) MHpOopMaLMIO O COCTaBe NIEKaPCTBEHHOTO Npenaparta 418 MeLULMHCKOIO NPUMEHEHMS;

11) AOKYMEHT, cOCTaBNAEHHbI NPOMU3BOAUTENIEM IEKAPCTBEHHOIO NpenapaTta a8 MeAULMHCKOro
NPUMEHEHNA U COAEpXKallMi MoKasaTeNn (XapaKTepPUCTUKKM), a TaKKe CBEAEHWS O /IeKapCTBEHHOM
npenapate Ana MeAUUMHCKOrO MNPUMEHEHMUA, MPOU3BEAEHHOM A/1A MPOBEAEHUSA KAMHUYECKUX
nccnenoBaHui;

12) cBegeHMA 0 gate NpPeaoCTaB/eHUA U PErUCTPaALMOHHOM HOMEPE INLEH3UN Ha NPOM3BOACTBO
NIeKapPCTBEHHbIX CPeACTB B C/y4yae, ecin NPOM3BOACTBO JIEKAPCTBEHHOrO npenapaTa OCyLLeCcTBAAETCA B
Poccuitckoit Pepepaumn, nan ceBedeHWs o p[ate NPefoCTaB/eHUA W PErncTpauMoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBMM MNPOM3BOAMTENA JIEKAPCTBEHHOro npenapata TpeboBaHMAM MpaBua
Hag/eXKallelr NpouM3BOACTBEHHOM MPAKTUKM, NPeaoCTaBfeHHOro YNO/JHOMOYEHHbIM OPraHOM CTPaHbI
NPOM3BOAUTENA IEKAPCTBEHHOIO Npenapara.

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

2.1. B cnyyae HenpeactaB/feHMsA C 3afB/eHMEM O BblAaye paspelleHns Ha npoBefeHue
KMHUYECKOTO  WUCCNeAoBaHMA  JIEKAapCTBEHHOrO npenapata A1  MeAMUMHCKOro  NpUMeEHeHUs
OOKYMEHTOB (CBeAeHMiM), NnoATBEPKAAIOWMX YNNATY roCyAapCTBEHHOM MOLW/AMHBI U YKAa3aHHbIX B MyHKTe
2 YacTM 2 HacToAWEeW CTaTbW, a TaKKe BblAaBaemblx (MpenocTaBAsaemblX) YNOJHOMOYEHHbIMM
denepanbHbIMM OpraHamm UCMOJNIHUTENbHOW BIACTU AOKYMEHTOB (CBeAEHWIM), YKa3aHHbIX B MyHKTe 12
yacTM 2 HacToAWen CcTaTbW, YMNOJHOMOYEHHbIN deaepanbHbii OpraH WCNOJNHUTENbHOM BAACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOpPAAKE MEeXBEeAOMCTBEHHOTO MHGOPMaUMOHHOIO
B3aMMoencTeus.

(yacTb 2.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 478-03)

3. B cpoK, He npeBbIWatoWmnin NATM PaboUnx AHelN Co AHA NPUHATUA YKa3aHHOro B MyHKTe 1 4acTu
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2 HaCTOHU.LEﬁ CTaTbM 3aABIEHNA U HEO6XO,£I,MMbIX AOKYMEHTOB, yI'IOI'IHOMO‘-IeHHbe/‘I d)e,u,epaanblﬁ opraH
NCNOSIHUTENIbHOWN BNaCTH:

1) npoBOAMT NPOBEPKY NMOAHOTbI M AOCTOBEPHOCTU CBEAEHUN, COAEPMKALLNXCA B NPEeACTaBNEHHbIX
3aABUTENIEM JOKYMEHTAX;

2) NPUHUMAET peLleHne O NPOBEeAEHUM IKCNEPTU3bI JOKYMEHTOB 418 MONYYEeHUs paspeLleHnn Ha
NpoBefeHME  KAMHUYECKOTO WCCNEeAOBAHWA  /JIEKAapCTBEHHOrO npenapata  gaa  MeLMLMHCKOro
NPUMEHEHMA N 3TUYECKOW 3KCNEPTU3bl AN 06 OTKA3e B NPOBEAEHMM YKa3aHHbIX IKCNEPTU3;

3) yBesomnsieT B 3/IEKTPOHHON dopme MAM Ha BymarkKHOM HocuTesne 3afBUTENs O MPUHATOM
pelweHnn 1Mbo B cyyYae NPUHATUA peleHns 0b OTKase TaKKe C yKazaHMeM MPUYMH TaKoro 0TKa3a;

4) noAroTaBNMBAET M HaMNpaBAAeT B IKCNEPTHOE YYpeXAEeHWe M COBET MO 3TUKe 3ajaHue Ha
nposefieHne COOTBETCTBYIOLIMX SKCMEPTU3.

4. B cnyyae BbIIBNIEHWA HEMOJIHOTbI U (MAKM) HeZoCTOBEPHOCTU MHPOPMALMK, copepKallenca B
NpeACTaB/NEHHbIX 3aABUTEIEM AOKYMEHTaX, YNOJHOMOYEHHbIA desepanbHblil OpraH UCNOIHUTENbHOM
B/1ACTX HaMNpPaBAAET 3aABUTENIO 3aNpOC 06 YTOYHEHUM YKa3aHHON MHGOPMauuMK. [laHHbIN 3aNpoC MOXKET
6bITb NepefaH YNOAHOMOYEHHOMY MPeACTaBUTENIO 3aABUTENA JIMYHO MOJA, PacnucKy, Hanpas/ieH Mo
noyTe 3aKasHbIM MUCbMOM MM NepesaH B 3/IEKTPOHHOM popMe MO TENEKOMMYHUKALMOHHbIM KaHanam
cBA3W. B cnyyae HanpaeneHMA [AaHHOIO 3anMpoca MO Mo4YTe 3aKasHbIM MUCbMOM OH CYUTAETCH
NoJly4eHHbIM MO UCTEYEHUU LIECTU AHEM C AaTbl HamnpaBNeHUA 3aKa3HOro NMcbma. 3assuTenb 06a3aH
npeAcTaBUTb OTBET Ha 3amnpoc YNOJAHOMOYEHHOro ¢eaepanbHOro opraHa WUCNOAIHUTENbHOM BAAcTU B
CPOK, He MPEeBbILAOWMNI AeBAHOCTA pabounx gHen co AHA ero nonyvyeHus. CpoK, yKasaHHbIA B 4acTu 3
HaCTOALWEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA HAaNpaB/JeHWA 3aABUTENI0 3aMpoca YNOJHOMOYEHHOTO
denepanbHOro opraHa UCMOAHUTENIbHOM BNACTU 40 AHA NOJSYYEHMUA UM COOTBETCTBYIOLLErO OTBETA U He
YUUTbIBAETCA MNPU  WUCYUC/IEHUM CPOKA MNPUHATUA  YNOJHOMOYEHHbIM  defepasbHbIM  OpraHom
WUCNONIHUTENbHOM BNACTU  pPELIEeHUs O MNPOBEAEHMM ISKCNepTU3bl [OKYMEHTOB ANA MNOJyYeHun
paspeleHns Ha MNpPoOBEAEHME KAMHWYECKOrO WCCNefoBaHWA NIeKApCTBEHHOrO npenapata  Anaa
MeANUMHCKOrOo NPUMEHEHUA.

5. OcHOBaHWeM 411 0TKa3a B NPOBELEHWM SKCNePTM3bl AOKYMEHTOB A5 NOAYyYeHUs paspeLleHns
Ha nNpoBeAeHME K/AMHUYECKOrO WCCNeAOBaHMA J/IeKapCTBEHHOro npenapata ANs  MeAMLMHCKOro
NPUMEHEHWUA W 3TUYECKOW 3KCNEepTU3bl ABAAETCA MNpeacTaBNeHMe [AOKYMEHTOB, MNpesyCMOTPEHHbIX
YacTblo 2 HacToALWEW CTaTbM, B HEMNONHOM 0bbeme, HenpeacTaBNeHMe 3aABUTENEM B YCTAHOBNEHHbIN
CPOK OTBETa Ha YKasaHHbIi B YacTu 4 HaAcToAWel cTaTbM 3anpoc YNnoJAHOMOYEHHOro ¢enepansHoro
OpraHa WUCMOAHUTENbHOM BAACTU NMBO OTCYTCTBME B MPEACTABAEHHbIX SOKYMEHTaX MCYEepnbliBaloLLEro
nepeyHa Heobxogumol nHGopMaunM MAN MHOOPMALMKM, KOTOpas LO/MKHA ObiTb OTparkeHa B HMX, a
TaKXe OTCcyTcTBME MHbOpMauuMKM, noaTsepkAatowent ¢GakT ynaaTbl rocyAapCTBEHHOW MOLWAWMHBLI 3a
npoBeAeHMe 3TUUYECKOW 3KCMEepTM3bl, IKCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaT Ans
NoNyYeHUA paspeLleHnn Ha NpoBeaeHMe KIMHUYECKOTO UCCe0BaHMA 1eKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOrO NPUMEHEHMA, 33 BblAayy paspelleHMs Ha NPOoBeAeHWe KAMHWUYECKOro UCCAeAoBaHuA
NleKapcTBEHHOTrO npenapaTa 414 MeAULMHCKOro NPUMEHEHWA, 33 NpoBeAeHMe IKCNEPTM3bl JOKYMEHTOB
Ha NeKapCTBEHHbI npenapaT AAA MNOAYyYEeHWUA paspelleHVs Ha MpoBeAeHMEe MeXKAyHapoa4HOro
MHOTOLEHTPOBOIO K/AMHUYECKOrO WCCAeA0BaHMA NEKapCTBEHHOrO npenapaTta 414 MeaUUMHCKOro
NPMMEHEHWA, 3a BblAayy pPa3peleHna Ha MPOBeAEHME MEeXAYHapoAHOr0 MHOTOLEHTPOBOrO
KAMHMYECKOrO WCCNefoBaHUA /fIeKapcTBEHHOro npenapaTta A8 MeAMUMHCKOTO MNpPUMEHeHMs, 3a
npoBeAeHMe 3TUUYECKON 3KCNepTM3bl, 3KCNepPTU3bl AOKYMEHTOB Ha /IeKAapCTBEHHbIM npenapaTt Ans
No/lyyeHuUa paspelleHus Ha NpoBeAeHWe MOCTPErMCTPAUMOHHOIO K/AMHWYECKOTO WCCNef0BaHMUsA
NleKapCcTBEHHOTO NpenapaTta 4/19 MegUUMHCKOTo NpUMeEHEHWs, 3a BblAady paspelleHns Ha npoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MUCC/eA0BaHUs IEKAPCTBEHHOrO NpenapaTa 414 MeauUMHCKOro
NPUMEHEHWA.

6. npOBe,CI,EHVIe 3KCNepTn3bl AOKYMEHTOB AON1A4 nNOoayyvyeHunAa paspeweHnA Ha nposeaeHune
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KIMHNYECKOro WCCNef0BaHMA JIeKAapCTBEHHOro npenapata Aaa MegUUMHCKOTO MNpPUMEHEeHUa W
3TUYECKOM 3KCMepTU3bl, COCTaBJEHUE KOMMUCCUMEN 3KCNEepTOB M COBETOM MO 3TUKE 3aK/OYEHUn o
BO3MOHOCTM UM HEBO3MOXKHOCTU NPOBEAEHMA TAaKOrO KJIMHMYECKOro UcCneaoBaHMA U HanpasieHue
3TMX 3aK/OYEHUI B YNOJHOMOYEHHbIN deaepanbHbli OpraH UCMOJIHUTEIbHOM BAACTU OCYLLLECTBAAOTCA
B CPOK, He npeBblalowWwunii Tpuauatm paboymx AHel co AHA NONYYEHUA IKCMEPTHbIM yuyperkaeHUem
3aZ@aHMA  YNO/IHOMOYEHHOro deaepanbHOro OpraHa WCNONHUTENbHOM BAAacTU C  MPUIONKEHUEM
[OKYMEHTOB, YKasaHHbIX B nyHKTax 3, 4, 10 n 11 yactm 2 HactoAlWwen cTaTbM, U COBETOM MO 3TUKE
3aZ@aHMA  YNOJIHOMOYEHHOro deaepanbHOro OpraHa WCNONHUTENbHOM BAAacTU C  MPUIONKEHUEM
[OKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacToALWel CTaTby.

7. B cpoK, He npeBbiWwaoWwmii NATM pabounx gHen co AHA NONYYEHUS 3aKAOYEHWUI, YKA3aHHbIX B
YacTu 6 HACTOALLEN CTATbM, YNOJHOMOYEHHbIN desepanbHbI OpraH UCNONHUTENbHOM BNACTU:

1) OCyuwlecTBaiAeT OUeHKY NnoCTynunBlnX 3aK/Il0YEHNN ana onpeaeneHna mUX COOTBETCTBUA
3a4aHNAM Ha nposeaeHne COOTBETCTBYHOLWMNX IKCNEPTUS;

2) NPUHUMAET pelleHMe O Bbldaye paspelleHns Ha NPOoBeAEeHWE KAMHMYECKOro McciefoBaHMA
NeKapCTBEHHOro npenapaTa Ana MeAULMHCKOTo NpMMeHeHUa uan ob oTKase B Bblgaye YKa3aHHOro
paspeLeHus;

3) BblAaeT paspeleHVe Ha MpoBeAeHME KAUHUYECKOTO WCCNeAO0BaHUA J/IeKapCTBEHHOro
npenapata 408 MeAMUMHCKOTO MPUMEHEHMs WAM pelleHne 06 OTKase B Bblgavye YKa3aHHOro
paspelleHms C yKasaHMeMm NpuUYnH OTKasa.

8. OcHOBaHMeM /18 OTKa3a B BblAade paspelleHns Ha NpoBeaeHMe KAMHUYECKOro UCCIe0BaHusA
NeKapCTBEHHOro npenapata A4 MeOUUMHCKOTO MNPUMEHEHUA ABAAGTCA HaavuuMe 3aKaloHeHun
KOMMCCUU IKCMEPTOB MM 3aKNIOYEHMA COBETA MO 3TUKE O HEBO3MOMKHOCTM NPOBEAEHUA KAUHUYECKOrO
NCcCNefoBaHNA NIEKapCTBEHHOrO npenapata Ana MeAMUMHCKOrO MPUMEHeHMAa no  pesysbTaTam
NpoBeeHHbIX IKCNepPTH3, NPeAyCMOTPEHHbIX YaCTbio 6 HACTOALLEN CTaTbM.

9. PelleHne 06 OTKase B NPOBeAEHUMN SKCNEPTU3bl AOKYMEHTOB A4 MNOJYYEeHUA paspelleHmns Ha
npoBeAeHWe KAMHWYECKOrO WCCMeAOoBaHMA NIEKapCTBEHHOrO npenapata  Aa8  MeAMUMHCKOro
NPUMEHEHUA M 3TUYECKOM 3KCNepTM3bl M B Bblgaye paspelleHus Ha MpoBedeHME KAUHUYECKOro
nccneaoBaHMA IeKapcTBEHHOro npenaparta Ans MeAULMHCKOro NPUMEHEHUA MOXET BbITb 06XKanoBaHo
B MOpAAKe, yCTaHOBAEHHOM 3aKOHOAaTeNbCTBOM Poccuitckoin degepaumu.

Crartba 39.1. 3TMuecKan sKcnepTusa
(eBegeHa degepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

1. 3TnyecKan 9KCNepTn3a NpoBoanTCA COBETOM MO 3TUKE, CO3AaHHbIM B nNopAaKke, YCTaHOB/IEHHOM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom WCNOJIHUTENbHOM BNacCTH, B uenax Bblgayvyun 3akno4vyeHuA 06
3TUYeCcKol 060CHOBAaHHOCTU BO3MOMKHOCTU nposeaeHnA KIMHNYECKOro nccnegoBaHnMAa 1eKapCcTtBeHHOro
npenaparta ana meamumnHCKoOro npuMmeHeHuA.

2. 3KcnepTan| coBeTa MO 3TUKEe MOryT 6bITb npeacrtaBuTen MmeauumMHCKUX opraHmaau,Mﬁ,
Hay4YHbIX OpI'aHMBaLI,Mﬁ, O6pa3OBaTe}'IbeIX opraHM3au,m71 BbiCLUEro o6pa3OBava, a TaKXe
npegcraBuTenn 06LIJ,€CTB€HHbIX OpraHM3aLl,Ml7l, PENNTNO3HbIX OprBHMSBLI,VII?I n cpeancrs MaccoBoOW
MHd)OpMaLI,MI/I. JaHHble 9KCNepTbl HE AO0J/IXKHbl HaxXxoaAuUTbCA B KaKoM-1mbo 3aBMCMMOCTM OT
pa3pa6OT‘-IVIKOB NNEKAPCTBEHHDbIX MNpenapatoB W 4Opyrnx auvy, 3aUHTEPECOBAHHbLIX B pe3y/ibTaTax
3TUYECKOoM 9KCNepTu3bl.

3. OnnaTta ycnyr 3KCNepToB CoOBeTa MO 3TMKE OCYLLECTBAAETCS Ha OCHOBaHWWM [0roBopa,
3aKNOYEHHOTO MeXKAY YNONHOMOYEHHbIM desepasbHbIM OPraHOM MCNONHUTENbHOW BNACTM, KOTOPbIM
CO3ZaH COBET MO 3TUKEe, W 3KCMEepTOM COBEeTa MO 3TUKEe, 3a CYeT OHAMKETHbIX aCCUrHOBAHMM,
NpeaycMOTPEHHbIX YMNOJHOMOYEHHOMY deaepanbHOMy OpraHy MCMOAHUTENbHOM BAACTU, KOTOPbLIM
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CO34aH COBET NO 3TUKe, B cbe,u,epaanOM 6IO,£I,)'KeTe Ha COOTBGTCTByPOLLI,MVI rog Ha obecneyeHune ero
AeATENDbHOCTU, B pa3dmepax, YCTAHOB/IEHHbIX npaBVITefIbCTBOM Poccuinckol CDep,epau,MM.

4. DKcnepTbl coBeTa MO 3TMKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickoin Peagepaunn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKeHWe 06 3TOM coBeTe, NOPALOK ero AeATe/NbHOCTH, TpeboBaHuA
K KBa/MdMKauMM M onbiTy paboTbl MO 3IKCMEPTHOW OLEHKEe HayYHbIX, MEAMUMHCKMX M 3ITUYECKUX
acneKkToB KJAMHUYECKUX UCCNefoBaHUIA IEKAPCTBEHHbIX MPEnapaToB A1 MeAULMHCKOrO MPUMEHEHMUS,
npeabABAseMble K 3KCMepTam COBETA MO 3TMKe, MOPAJOK OpraHM3aumMmM U NPOBEAEHUS 3TUYECKOM
3KcnepTusbl, Gopma 3aKA0UYEHMA COBETA MO 3TUKE YCTAHAB/MBAIOTCA YNOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM WCMONHUTENbHOM BAAcTU. Yncno npepctaButTeneil MegUUMHCKUMX OPraHM3auuMii He MOXKeT
NPEeBbILLATb NOJIOBUHY OT 06LLEro YMCNA IKCNEPTOB COBETA MO 3TUKE.

6. MHOopmaumsa o cocTaBe cOBeTa MO 3TMKe, NJIaHax ero paboTbl U TEKylen AeATenbHOCTU
pasmewaeTcd Ha oduUMaNbHOM caliTe YNoJHOMOYEHHOro ¢esepanbHOro opraHa MCNOAHUTENbHOM
BN1AcTU B ceTh "MHTepHeT" B yCTaHOBJIEHHOM MM MOPALKE.

Cratba 40. lposeaeHWe KAMHUYECKOrO WCCNEAOBAHUA JIeKAapCTBEHHOro npenapara And
MeAULUNHCKOro NPUMeEHeHUA

1. PykoBoauTeNb MEAULUMHCKOWM OpraHM3aumMm, KoTopasa MpoBOAMUT KJAMHUYECKOe uccnenoBaHue
NIEKapCTBEHHOTO  Mpenapata A8  MeOMUMHCKOTO  MPUMEHEHWA, HasHayYaeT uccaefoBaTens,
OTBETCTBEHHOrO 3a MpPOBEAEHME TAKOro WUCCAELOBAHWA U MMEILLEro JieyebHyo CrneLmanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOOYMMOMY KAUHUYECKOMY WCCNELOBAHUIO JIEKApPCTBEHHOIO npenapata, co
cTaXkem paboTbl MO NPOrpamMmmam KAMHUYECKUX UCCNEA0BAHUIN IeKapCTBEHHbIX NMPENapaToB He MeHee
yeM TpU roga M NO ero MNPeANOMKEeHWI0 HasHayaeT couccnegoBaTeneil M3 uYucna Bpayen 3ToM
MeAMLMHCKOW OpraHM3aLmu.

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

2. UccnepoBaTennb ocyuwiecTtsnaer Bbl60p naymneHToB, KOoTopble No MeAUUMHCKMM MNOKa3aHUAM
mMmoryT 6bITb npueaeyvyeHbl K y4acCtuto B KIMHUNYECKOM UCCNeENO0BAHUN NNEKAPCTBEHHOIO npenaparta AanAa
MeaNLUNHCKOIo npumMmeHeHnA.

3. Wccneposatens UM couccnenosBaTenn  O0JXKHbI 6bITb  O3HAaKOMAEHbI C pe3ynbTatamu
AOK/INMHNYEeCKOoro nccnegoBsaHMA  NeKapCTBeHHOro  cpeactsa, coAepXKawmmuca B 6pomrope
nccnenoBatenda, NPOeKToM NPOTOKO/1a KANMHUYECKOTo nccnenoBaHMA NeKapCTBEHHOro npenapata gnA
MegNUNHCKOIo npumeHeHuA, paBpa6OTaHHbIM pa3pa60T'~II/IKOM NNEKAPCTBEHHOIO npenaparta Uin NHbim
OPUOANYECKMM NTULUOM, NPUBAEKAEMbIM K OpraHuMsaunn nposeneHnAa KAMHUYECKOro wuccnenoBaHuA
NEKapPCTBEHHOrIo npenaparta a4 MeguuunHCKOro npumeHeHuAa, u ApyruMmn Mmatepumanamm TaKoro
ncecnenoBaHuA.

3.1. PykoBOANTENb MEANUMHCKON OpraHn3aLmm B CPOK, He NPeBbILLAOWMI Tpex pabounx gHew co
OHA Havyana npoBefeHuA KAMHMYECKOTO UCCIe0BaHNA NEKAPCTBEHHOO NpenapaTa 414 MeaULMHCKOTo
npuMmeHeHun, coobliaetT 06 3Tom B YNONHOMOYEHHbIN deaepanbHbli OpraH UCNOHUTENIbHOW BAACTMH,
BblAaBLUNI pa3peLleHne Ha NpoBeaEeHME TAKOro NCCnen0BaHNA, MO YCTaHOBAEHHOW UM dopme.
(yacTb 3.1 BBeaeHa desepanbHbiM 3akoHOM oT 29.11.2010 N 313-d3)

4, OpraHusaumu, OCyLLeCTBAAIOWME OpraHM3aumio NpoBeAeHMA KAMHMYECKOro UCCneAoBaHuA
NIeKapCTBEHHOTO npenapata Aada MegUUMHCKOTO MPMMEHEHWA M YyKasaHHble B 4YacTu 3 cTatbu 38
HacToawero ®PeaepanbHOro 3aKOHAa, B CAyyae HEOBXOAMMOCTM BHECEHUS WM3MEHEHWI B MPOTOKO
KJMHWMYECKOro MUCCea0BaHUA IeKapcTBEHHOTO Npenaparta 418 MeauLMHCKOro NpUMeHeHus coobuatot
06 3TOM B YNO/IHOMOYEHHbIV deaepanbHbii OpraH UCMOIHUTENBHOM BNACTW, BblAABLUMIN paspelleHne
Ha NpoBeAeHMe TaKoro UCCea0BaHus, No YCTAaHOBAEHHOM Um dopme.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)
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4.1. (DopN\a COO6LI.I,EHVI‘FI O BHECEHUM WU3MEHEHUNA B NMPOTOKO/NT KIMHUYECKOTO uUccnengoBaHuA
NEKapCTBEHHOrNo npenapara Aana MeaguumnHCKoro npumeHeHumAa AOO0JIXKHa CoAepXaTb chaegytoume
cBeaeHuA:

1) HaMmeHoBaHMe, NAEHTUPUKALMOHHDBIN HOMEpP M AaTa NPOTOKONA KNMHUYECKOTO UCC/eloBaHUS;
2) pata BHECEHMA U3MEHEHWNI B NPOTOKO/ KNMHUYECKOTo 1UCCeloBaHns;
3) HaMMeHOBaHWE M MECTO HaX0oXAeHUA 3aaBUTeNS;

4) HanmeHoBaHMe OopraHusauum, I'IpVIBﬂG‘-IEHHOVI paBpa60T‘-IVIKOM NEeKapCTBEHHOIO npenapata K
OopraHusauunn nposeaeHnAa KAIMHNM4YeCKoro nccienosaHmA (FlpM HaﬂMLIMVI),'

5) HanmMeHOBaHNA N MeCTa HaXoXAeHUA MeaAULUHCKUX opraHM3au,m71, B KOTOpPbIX MpoBOAUTCA
KIMHN4YeCKoe nccnenosaHue;

6) Aata BblAa4YM paspelleHMs Ha NpoBeAeHMEe KAMHWYECKOro UCCefoBaHMSA M HOMEep 3Toro
paspelueHms;

7) U3meHeHuA, BHOCMMbIE B MPOTOKOJ1 K/IMHUYECKOTO UCC/1e40BaHuMA.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npeBbiWwatowmii TpuaLatv paboumx gHen co AHS NojyYyeHUsa yKasaHHoro B Yactu 4
HACTOALWEN CTaTbM COOBLLEHUS, YNOJIHOMOYEHHbIN deaepanbHbii OpraH WMCNOAHUTENLHOW BACTU
paccmaTpuBaeT 3TO COObLLEeHWEe B YCTAHOBAEHHOM MM MOPAAKE U NMPUHMMAET pPeELUeHME O BHECEHWUU
N3MEHEHMI B MPOTOKOJ1 KAMHUYECKOTO UCCNeA0BaHMA IeKAapCTBEHHOMO npenapaTa gaa MeguLMHCKOro
npumeHeHna mam o6 oOTKase BO BHECEHUWU TaKUX U3MeHeHWi. [pu paccmoTpeHuMn coobuieHus o
HEOOXOAMMOCTU BHECEHMA WM3MEHEHWI B MNPOTOKOA KAMHWYECKOro WCCAeLOBaHWUS JIeKapCTBEHHOTO
npenapata gna MeAMUMHCKOrO MNPUMEHEHMA B LENSX OUEHKM OOOCHOBAHHOCTM npepgiaraembix
U3MEHEHUN " onpegeneHnAa cteneHn puUcCKa gnAa nayneHTos, NPUHUMaOWKUX y4acTue B KJIMHUYECKUX
NccnefoBaHUAX, YMNOJHOMOYEHHbIM deaepasbHbiM  OPraHOM  WUCMNOJIHUTENIbHOW  BAACTUM  MOTYT
NpMBAEKATLCA IKCNepTbl COBETA MO 3TUKE.

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

6. KnnMHuyeckoe uccnepoBaHue neKapCTBEHHOro npenaparta gna mMmeanumHCKOro npumeHeHuA
MOXKeT 6bITb NMPUOCTAHOBNIEHO WU/ NpeKpalweHo, eciin B npouecce ero nposeneHmA o6Hapy>KeHa
ONACHOCTb ANA KWU3HW, 340pOBbA MNaUMEeHTOB. B cnyyae BO3HWMKHOBEHWMA OMNACHOCTUM ONA KU3HMW,
340poBbA NaUMeEHTa, y4aCTByHOWEro B KJAMHUYECKOM UCCNedOoBaHUWN NeKapCTBEHHONo npenapata AnAa
MeanunHCKOro npmnmeHeHuAa, mnccneanosartenn 06A3aHbI I'IpOVIHd)OpMVIpOBaTb 06 3TOoMm pyKoBoaAUTENA
Me,ﬂ,MLLMHCKOVI OopraHunsaumm w1 OpraHnsauunio, NOAy4YMBLUYKO pa3pewieHne YynosIHOMOYeHHOro
d)ep,epaanoro OpraHa WMCMNOJIHUTENIbHOM BAACTM  Ha OopraHnsauunto nposegeHNAa KaMHUYECKOoro
nccnegoBaHMA  NeKapCTBeHHOro npenaparta. PeweHue (0} NPUNOCTaHOB/IEHUN KIMHN4YeCKoro
ncenengoBaHMA  IEKApPCTBEHHOIO npenaparta A4nAa MeagununMHCKOro npUMeHeHnA NMPUHUMAOT
pyrkoBoaAuUTENb MEAI/ILI,VIHCKOﬁ opraHnsauunum wu (MI'II/I) OopraHunsauuAa, nonaydumswaa paspeweHune
YNO/THOMOYEHHOTO d)ep,epaanoro OpraHa WCNOJIHUTENbHON BAACcTU Ha OpraHnsauuio nposeneHunA
KTMHNYECKOTo nccnenoBaHmnAa NeKapCTBEHHOIO npenapara ana meamymnHCKoro npumMmeHeHunaA, peweHne o
npeKkpaweHnn TaKoro nccnenoBaHuA NPpUHUMaeT YI'IOJ'IHOMO‘-IEHHbII‘/JI d)ep,epaanbl|7| opraH
WCNOJIHUTENbHON BNACTM HA OCHOBAHWUU COO6LIJ,EHVIFI B MWCbMEHHOW d)opN\e pyroBoauUTenA
MeAMLI,MHCKOf/‘I OopraHnsaumMmn wunam opraHnsaumda, nonydmswaa paspeweHne ynosIHOMOYEHHOIo
d)ep,epaanoro OpraHa WUCNONHUTENbHON BNACcTU Ha opraHn3auunio nposengeHnAa KAMHUYEeCKoro
ncecnengoBaHMA NeKapCTBEHHONO nNpenaparta Ana meanumMHCKOro npuMeHeHunA.

7. B cpoK, He npeBbiWatoWmMii NATY pPabounx AHeN co AHA 3aBepLUeHWs, MPUOCTAHOBAEHUA WU
NPeKpaleHna KAUMHMYECKOrO UCCNeAO0BaHMA /IeKapCTBEHHOro npenapata  Aaa  MeAMUMHCKOro
npMmeHeHua, coobleHme 06 3TOM HanpasBAseTCcA OpraHM3auMAMU, YKasaHHbIMK B YacTi 3 cTaTbu 38
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HacToawero ®eaepasbHOro 3aKOHa, B YNOJIHOMOYEHHbIN dpesepasnibHbIi OpraH UCNOAHUTENLHOM BAACTU
Mo YCTaHOB/IEHHOW UM dopme.

8. CDopN\a C006LLI,EHVIFI O 3aBepuweHunn, nNpnocTtaHoBNEHUN WU NpPeKpaWeHUN KAUHUYECKOro
nccnenoBaHMA NeKapCTBEHHONO nNpenapaTta 4NnAa meanumMHCKOro npumeHeHna oN1XKHa coaepKatb:

1) HPOpPMaLIMIO O MEANLMHCKON OPraHnU3aLmnmn Nan MeanLMHCKMX OpraHn3aumax, NpoBoAMBLLINX
JAHHOE uccneaoBaHueE;

2) onvcaHune gaHHOro UccneaoBaHus;

3) paHHble nccnepoBatena (pamunma, UMs, oT4ECTBO, MecTo pPaboTbl, 3aHMMaeMan AOMKHOCTD,
CNeumnanbHOCTb, CTaX pPaboTbl MO NporpaMmam  K/AMHUYECKMX WCC/eAO0BaHUM  IeKapCTBEHHbIX
npenapaToB, MNepeyeHb KAMHUYECKUX WCC/efOBaHUM NEeKAapCTBEHHbIX MPEnapaToB, B KOTOPbIX OH
NPUHUMaN ydyactue (nepuoapl y4actTus) B KauecTBe UccienoBaTteNisa Uau comccnegoBaTens);

(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [AHHOTO MUCCNefoBaHUA (3aBepllieHMe, MNPUOCTAHOBNAEHWE WM MpPeKpalieHue
OAHHOIo NccnefoBaHMA C YKasaHUEM MX NPUYNH U BAUSHUA HA OLLEHKY €ro pe3ynbTaToB, O6LLYIO OLEeHKY
PUCKA M OXWAAEeMOW NOb3bl OT NPUMEHEHUA UCCAELYEeMOro /SIeKapCTBEHHOIO MpenapaTa, a TaKXKe
npeanonaraemble AanbHellne AeicTema).

8.1. Mpu BbiABAEHMM beaepanbHbIM OPraHOM WCMONHUTENIbHON BAACTM, OCYLLECTBAAIOLMM
OYHKUMKM MO KOHTPOAO WM Hapsopy B cdhepe 34paBOOXPAHEHUA, HAPYLWEHMMA MPaBUA HagNexKallen
KMHUYECKOWN MPAKTUKU MpU NPOBEAEHUN KAMHUYECKOrO MCCAef0BaHUA NEKAapPCTBEHHOrO Mpenaparta,
BAMAIOWMX Ha MNOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOTO KAMHMYECKOIOo WMCCAeAO0BaHMA, YKa3aHHbIM
denepanbHbI OpraH UCMOSIHUTENBHOM BAACTM NPUOCTAHAB/IMBAET NPOBEAEHNE AAHHOTO KAMHUYECKOTO
nccneaoBaHNA M BbIHOCUT MEAUUMHCKOM OpraHM3aumm, B KOTOPOM MPOBOAUTCA AaHHOE KAMHWUYecKoe
uccnegoBaHWe, npeanucaHMe o6 YCTpaHEHWW  BbISIBAEHHbIX HapyweHui. [pu  HeycTpaHeHuM
MEeAVLMHCKON oOpraHusaumelt BblABAEHHbIX HapyLWeHWM B YCTAHOBJIEHHbIM B NpeanuMcaHuM CPoK
YKa3aHHbI ¢denepanbHbii OpraH MCMNOAHUTENIbHOW BAACTM MPUHMMAET pPeLleHWEe O MpPeKpaLLeHun
NnpoBeLeHMA KJIMHUYECKOTO MCCNea0BaHMA IEKAaPCTBEHHOMO NpenapaTa U HanpasaaeT B ¢peaepanbHbIi
OpraH WCMNONIHUTENIbHOW BAAaCTW, OCYLECTBAAWMIA  GYHKUMM No  BblpaboTKe UM peanusauuu
rocyfapcTBEHHOM MOAUTUKM U HOPMATUBHO-MPABOBOMY PeryiMpoBaHunio B chepe 34paBOOXpaHEHMUS,
3aK1H0YEHME O BbISIBAAEHUW NPU NPOBEAEHNN JAHHOIO KJMHMYECKOrO UCCAe0BaHMA HapyLeHUn NpaBua
Hag/eXKalleld KAMHUYECKOM MPaKTUKM 4N4A MNPUHATUA pelleHMa o6 OoTmeHe paspelleHusa  Ha
OpraHu3aLmio NPoBeAEHMA [AHHOIMO KAMHWYECKOro MCCNefoBaHMA C AaTbl NPUHATUA pPeLeHua o
NPWUOCTAaHOB/IEHUM NPOBEAEHUS KNIMHUYECKOTO UCCNea0BaHMA IEKapCTBEHHOMO NpenapaTa.

(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. YnosHOMOYEHHbIN deaepanbHbii OpraH WCNOJIHUTENIbHOW BNAcTM  ONyH6AMKOBbLIBAET M
pasmMellaeT Ha cBoem oduLMANbHOM caiTe B ceTn "MHTepHeT" cooblieHMe O 3aBepLleHuM,
NPUOCTAaHOBNEHUN WM NPEKPALLEHUU KMHUYECKOTO UCC/ef0BaHUA JIEKAapPCTBEHHOro npenapaTa Ans
MEANUMNHCKOTO NPUMEHEHMA B CPOK, HE MPEBbILLAOWMI NATU Paboumx gHEN CO AHA ero NosyyeHus, B
YCTaHOBJIEHHOM UM MopAgKe.

10. YnonHomoueHHbI deaepanbHbiii OpraH MCNOAHUTENbHON BAACTU OCYLLECTBAAET BeAeHue
peecTpa wuccnefoBaTtenelr, MNPOBOAALLMX WAM  MPOBOAMBLUMX  KJAWHUYECKME  UCCeA0BaHUsA
NeKapCTBEHHbIX NpenapaToB AN MeSUUMHCKOTO NMPUMEHEHUS, B COOTBETCTBUM C YTBEPKAEHHBIMU UM
npaBuAamMmM 1 pasmMelLaeT ero Ha ceoem odpuLManbHOM caiTe B ceTn "MHTepHeT" B yCTaHOBJIEHHOM UM
nopsgake. YKasaHHbIM peecTp COAepXKUT MHOPOPMaLMIo, MPeayCMOTPEHHYI0 MyHKTOM 3 4actu 8
HacToALLEen CTaTbM.

11. OTyeT 0 pesynbTaTax K/JAMHUYECKOrO MCCNeA0BaHUA NeKapCTBEHHOro npenapaTta Ans
MeANLMHCKOTO NMPUMEHEHMA COCTaBAAGTCA OpraHu3aLmen, yKasaHHOW B YacTu 3 ctatbM 38 HacToALlero
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d>e,u,epaanoro 3aKOHa, Ha OCHOBAHUU 3aK/0YeHMUM MeOgNLLUMHCKUX opraHmsau,Mﬁ, nposogmBLlnxX 310
nccnegoBaHune, U NpeacrtaBaAeTca B yI'IOIIHOMO‘-IEHHbIﬁ d)e,u,epaanblﬁ opraH NUCNONHUTENbHOM BNactu,
BbI,D,aBLLIMﬁ pa3peweHne Ha nposeaeHne aToro nccnegoBaHumA, B Cpok, He ﬂpEBbILuaPOU.LMVI Tpex mecaues
CO [OHA ero 3aBeplweHuna, npuoCtaHoBNEeHUA WAKN nNpeKpaweHunAa, B nopAaagke, YCTaHOB/IEHHOM
YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom WCMOJIHUTEIbHOM BNaCTM.

12. HapyuweHue npaBun HagnexKaweh KAMHUYECKOM NPaKkTUKK, danbcudpuKaums pesynbTaTos
KNAMHUYECKOTO MCCNef0BAaHUA NEKAPCTBEHHOMO Npenapata ANna MeAMUMHCKOrO NPUMEHEHUA BAEKYT 3a
co6011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon desepaumim.

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

13. Mpu npoBedeHMU KAMHUYECKOTO WUCCAeAO0BaHMA NeKapCTBEHHOro npenapata A4na
MeANUMHCKOTO MPUMEHEHUA AONYCKaeTca 3abop y nauMeHToB Buosnormyeckux matepuanos (o6pasupbl
OMONOTNYECKUX  HKUOKOCTEN, TKAHEMN, CEKPETOB W MNPOAYKTOB KM3HEAEATENbHOCTM 4Yesl0BEKa,
$OU3MONOTMYECKNX U MATONOTMYECKUX BbIAENEHUI, Ma3KoB, COCKOHOB, CMbIBOB, MMKPOOPraHW3MOB,
6MONCUHBIA MaTepuan) ana Ux usydeHus B Poccuitckoint Pepepaumm n (Mnu) 3a npegenamu
Poccuiickoin Pepepaumnn.

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

14. Nopagok BBo3a B Poccuiickyto Peagepaumio 1 BbiBO3a 3a npeaesnbl Poccuitckon Pegepaumnm
bunonornyeckmx maTepunanos, nony4yeHHbIX npu nposeneHUn KANMHNYeCKoro nccnenoBaHuA
NIeKApCTBEHHOrO Mnpenapata A4sa MegULMHCKOTO NPUMEHEHUsA, YyCTaHaBauBaeTca [lpaBuTenbcTBom
Poccuitckoin Pepepaumn.

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

Cratba 41. [loroBop O NpoBeAeHUU KAUMHUYECKOro UccaefoBaHUA JIeKapCTBEHHOro npenapara
ANA MeAULMHCKOTO NPpUMeHeHuUsn

1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOro npenaparta Ana mMmeaununHCKoro npummeHeHuAa
nposoanUTCA B COOTBETCTBUK C A0IrOBOPOM O nposBeaeHUN KIMHNYECKOro nccnenoBaHnA 1€KapCcrBeHHOro
npenapata Ana MegunumHCKOro npuMeHeHuA, 3aK/lo4aeMbiM mexay opraHmsaumeﬁ, I'IOJ'IY‘-IVIBLUGVI
pa3pewieHne ynosHOMOYEHHOIO d)ep,epaanoro OopraHa WCMNOIHUTENIbHOM BNAacTU Ha opraHunsauuto
nposeaeHMA Takoro mccnenoBaHuAa, m MeAMLI,MHCKOﬁ Opr8HM38LI,MEV1, OCYU.I,ECTBI'IHPOLU,eﬁ nposegeHune
TAaKOro nccnegoBaHuA.

2. [loroBop O NpOBEeAEHUM KJAMHWYECKOFO WUCCNef0BaHUA JIEKAapCTBEHHOro npenapata Ans
MeANLMHCKOIo NPUMEHEHUA AO0KEH COAepKaTb:

1) yCcnosuAa n CPpoKu nposeneHnAa A4aHHOro nccnenoBaHuA,

2) onpegeneHune 06Ll.l,6ﬁ CTOMMOCTHU nNporpaMmmbl 4aHHOIo nccnenoBaHMA C yKasaHMeEmM CyMMbl,
npe,u,Ha3Haqa+0u1,ei/'1cn ANnAa BblNAaT UCCNnenoBaTeNnaAm, COnccneaoBateniam,

3) onpepeneHve ¢opmbl  NpPeACTaBAEHUA  PEe3y/NbTaTOB  AAHHOTO  UCCAeA0BaHUSA B
YNONHOMOYEHHbIM deaepasbHbliA OpraH UCMOIHUTEIbHOM BAACTM.

Cratba 42. ®PuHaHcoBoe obecnevyeHne KAMHUYECKOro WCCNEA0BaHUA 1IeKapCTBEHHOro
npenapara /1 MegULMHCKOro NnpMMeHeHus

®duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnenoBaHMA  NEKApPCTBEHHOrNo npenapata  A4anaAa
MeONLMHCKOIo NpuMeHeHNA OCYLLLEeCTBIAETCA 3a CHET:

1) cpeacts depepanbHoro bogKeTa;

2) cpeacrts opraHmaau,Mﬁ, NONy4YnUBLWUX paspelleHne Ha OopraHuMsauunko nposengeHuA OaHHOTo
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nccnenoBaHnA, B COOTBETCTBUU C YCNOBUAMU O0TOBOPa O €ro nposeneHuu;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm NCTOUHUKOB.

Cratba 43. MpaBa NaUUEHTOB, YYacTBYIOWMUX B KAMHUYECKOM UCCNeAO0BaHUN NIeKapPCTBEHHOro
npenapara 418 MmeauLUHCKOro npumeHeHus

1. YyactMe nauUMEHTOB B KJAMHMYECKOM MCCAe[0BaHUMU NeKapCTBeHHOro npenapata AnAa
MeaNLMHCKOro npumeHeHna asaaeTca LI,O6pOBOI1beIM.

2. MaumeHT UaM ero 3aKOHHbIM npeacTaBuUTeNb A0/IKEH ObliTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:

1) O NeKapCTtBeHHOM npenapate gna megunumHCKoro npmMeHeHmAa U CywHOCTU KIMHUYeCKoro
nccnengoBaHMA 3TOro /IEKapCTBEHHOIO Npenaparta;

2) 0 6€30MacHOCTM IeKaPCTBEHHOTO NpenapaTta ANa MeAUUMHCKOrO NPUMEHEHUSA, ero OXUaaeMon
3pPEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALUNEHTA;

3) 06 ycnoBMAX y4acTus nNauMeHTa B KAMHUYECKOM UCCef0BaHNKN 1IeKapCTBEHHOTO NpenapaTa gns
MeANLMHCKOTrO NPUMEHEHUS;

4) O uennm unan uenax un npoaoKUTeNbHOCTU KANMHUYECKOro unccnegoBaHuA NEKAPCTBEHHOTO
npenaparta ana meanumnHCKoro npumeHeHua,

5) o peicTBMAX nauMeHTa B CiAydae HenpeaBUAEHHbIX 3PPEKTOB BAUAHMUA JIEKAPCTBEHHOIO
npenaparta g1a MeAULMHCKOro MPMMEHEHMS Ha COCTOAHWE ero 340P0BbSA;

6) 06 ycnoBuaAx 0643aTeIbHOIO CTPAXOBAHUA XMN3HW, 340P0BbA NALMUEHT];

7) o rapaHTUAX KOHOUAEHUMANbHOCTM Yy4yacTUA MauMeHTa B KAMHUYECKOM UCC/ef0BaHUK
JIeKapCTBEHHOrO NpenapaTta 418 MeAnUUMHCKOro NpUMEHEHMs.

3. ,ﬂ,O6pOBOJ’IbHO€ cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHUMn NeKapCcrBeHHOro
npenapata Ana MeauumnHCKOro npumeHeHuAa noATBepXXKAaeTcaA ero noanmcbro UanM noanncbio ero
3aKOHHOTIO NpeacTtaBUTENA Ha MHd)OpMaLI,MOHHOM NINCTKE NauymneHTa.

4. MauueHT wam ero 3aKOHHbIN npeacraBuTelb UMEEeT NnpaBO OTKa3aTbCA OT Yy4yaCtna B
KIMHN4YeCKOM nUccnenoBaHUM NeKapCTBEHHONO npenaparta gna meguumnmHCKOro npumeHeHuAa Ha nobon
CTaaunun nposeaeHunA Takoro nccaegosaHuA.

5. MpoBegeHWe KANMHWYECKOTO WCCNef0BaHUA JIeKapCTBEHHOIO npenapata 41 MegUUMHCKOro
NPMMEHEHMA C y4acTMeM B KayecTBe NaLMeHTOB AeTel A0MYyCKAeTca TONbKO C COrlacus B MUCbMEHHOM
dopme ux poauTenei, ycoiHoBuTenein. et MOryT pacCcMaTpvBaTbCsA B KayecTBe MNOTEHLMAJbHbIX
MauMeHTOB TaKOrO WCC/eA0BaHMUA, TOMbKO €CM ero npoBefeHue Heobxogumo ANs yKpenjaeHus
340p0OBbA AeTel MAN NPOPUNAKTUKM MHPEKLUMOHHbIX 3abonesaHnin B AeTCKOM Bo3pacTe anMbo ecan
LLeNblo TaKOro MUCCNeaoBaHUA ABNAETCA NOJyYeHMe AaHHbIX O Hauayylein A03MPOBKE NEKAPCTBEHHOMO
npenapata Ans fedeHua AeTeid. B 3TUX CAyyasx TaKOMYy WUCCNEAOBaHWIO [AO/KHO MpeawecTBoBaTb
KAMHMYECKOe UCCNeAOoBaHWE NeKapCTBEHHOro mnpenapata Ana  MeAMUMHCKOTO MPUMEHEHMA Ha
COBEPLUEHHONETHUX rPa)KaaHax, 3a WCKAIOYEHWEM C/IyYaeB, €CAN WUCCAedyeMbld JIeKapCTBEHHbIN
npenapat Ana MeAWUUMHCKOTO MNPUMEHEHUA npeaHasHaYeH WCKAOYMTENbHO AAA8 WMCNO/b30BaHMA
HecoBepLUEHHONETHUMM rpaxKaaHamu.

(8 pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| nposegeHne KAMHUYECKOIo UCCneagoBaHUMA NeKapCTBEHHONO Mnpenapata AnA
MeONLUNHCKOIo npumeHeHnA C y4actuem B Ka4yecCTBe NauymneHToB:
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1) peTen-cnpoT 1 aeTen, ocTaBLIMXCA Be3 noneyeHMsa poauTenen;

2) XeHWWH B nepuos 6epeMeHHOCTW, KEeHWMH B nepuod, rPyAHOro BCKAapMAMBaHWA, 3a
WCKNOMEHNEM CNy4aeB, eCAn MPOBOAUTCA KAMHMYECKOE UCCAefOBaHWE NeKAapCTBEHHOro MnpenapaTa,
npeaHa3Ha4YeHHOro A5 YKa3aHHbIX KEeHLWMH, NP yCA0BMM HEOBXOAMMOCTM NoAyYeHMA MHbOPMALUK
TONbKO BO BpPemA MNPOBEAEHMA COOTBETCTBYHOLLMX KAMHUYECKMX MCCAEAO0BAHUMA WM MPUHATUA BCEX
HEOOXOAMMbBIX Mep MO WUCKAYEHUIO PUCKA HAHECEHUA Bpeaa KeHWwMuHe B nepuog bepemMeHHOCTH,
KEHLLMHE B Mepros, rpyaHOro BCKAapMINBAHUA, NaoLy Unmn pebeHky;

3) BOEHHOCAYXKALLMX, 33 WCK/AIOYEHMEM C/ly4aeB MPOBEAEHMSA K/AMHWYECKOro WccnenoBaHus
NleKapcTBEHHOTO Mpenaparta, crneuuanbHO pPaspaboTaHHOTO ANA MPUMEHEHUS B YC/0BUAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauui, NPOPUNAKTUKM U NleYyeHus 3aboneBaHUi U NOoparKeHun,
NO/IyYEeHHbIX B  pe3ynbTaTe BO34EWCTBMA  HEONAronpuATHbIX  XMMUYECKUX,  BUONOTUYECKMX,
pagnauMoHHbIX $aKkTopoB. KAMHWYECKOe MUcCcnefoBaHWE TaKOro JIeKapcTBEHHOro npenaparta MOXKET
NPoOBOAMTBCA C  y4aCTMUEM B  KayecTBe MaUMEHTOB  BOEHHOCAYXKAWMX, 33  WCKIOYEHWEM
BOEHHOC/IY)KALLMX, NPOXOAALMX BOEHHYIO CAyKBy Mo npusbiBy, C cobaloaeHnem TpeboBaHWUi,
YCTaHOB/IEHHbIX HacToALWMM PesepanbHbIM 3aKOHOM B OTHOLIEHMU FPAXKAAHCKUX NLL;

4) COTPYZAHMKOB NPaBOOXPAaHMTE/IbHbIX OPraHoB;

5) nnu, oTbbIBaOLWMX HaKa3aHMe B MecCTax AUWeEHMA cBOBOAbI, a TaKKe AL, Haxo4AWMXCa nogq,
CTpael B C/IeACTBEHHbIX M301ATOPaX.

7. [onyckaeTca nposefAeHWe KAMHWUYECKOro MCCAeA0BaHWA NeKapCTBEHHOro npenapaTta A4ad
MeANLMNHCKOTO NPUMEHEHMA, NpeaHasHauYeHHOro ANA Ae4YeHnsa NCUXMUYeckux 3abonesaHuii, ¢ ydyactmem
B KayecTBe MaUMEHTOB /ML, C MNCUXUYECKUMM 3a60eBaHUAMW, NPU3HAHHLIX HeaeecnoCobHbIMU B
nopaake, ycTaHOB/MIEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoih depepaumm. KnuHuyeckoe nccaeaosaHme
NIeKapCTBEHHOrO npenaparta B 3TOM C/y4ae NpPoBOAUTCA NPW HaAUUYMK COTNacusa B MUCbMEHHOMN popme
3aKOHHbIX NpeAcTaBuTenel yKasaHHbIX aunL,.

Ctatba 44. 06s3atenbHoe CTPaxOBaHME IW3HWU, 340POBbA MNaLUMUEHTa, YYACTBYHOLLEro B
KIMHUYECKOM UCC/Ief0BaHUM JIEKAaPCTBEHHOrO npenapara A4aa MmeauuUHCKOro NpMMeHeHus
(8 peq. PepgepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHuszauums, MNOAYYMBLUAA paspelleHMe Ha OpraHuM3aumio MNpoBeAeHUsA  KAUHUYECKOro
UCCNefOBaHNA NEeKapCTBEHHOro npenapaTta ANf MeAMUMHCKOro NpuUMeHeHus, obsasaHa B KayecTse
CTpaxoBaTeNA CTPaxoBaTb PWUCK MPUYMHEHUA Bpeda KW3HW, 340POBLI0 NaUMeHTa B pesy/bTaTe
NpoBeAeHUA  KJAMHUMYECKOrO UCCNeAO0BaHUS  JIEKAPCTBEHHOIO npenapata  AAf  MeAMUMHCKOTo
NPMMEHEHWA 32 CBOM CYET MyTeM 3aK/Il04eHUA JOroBopa 0643aTeNbHOro CTPaxoBaHus.

2. O6bekTom 065a3aTeNbHOro CTPpaxoBaHUA ABNAETCA VIMYLLI,eCTBeHHbIﬁ nHTEPEC nNnauUmneHTa,
CBA3aHHbIN C NPUYNHEHNEM BpEda €ro XU3HN UK 300Pp0BbIO B pPe3yaibTaTe nposeaeHnAa KAIMHN4YeCKoro
nccnengoBaHMA NeKapPCTBEHHONO NpenapaTta 4NnAa meanumMHCKOro npuMmeHeHuaA.

3. CTanOBbIM CQly4aem no aorosopy obAsaTenbHOro CTpaxXxoBaHMA ABNAETCA CMepPTb NaUuMUeEHTa Nan
yXyglieHune ero 340poBbA, B TOM HMAC/NE BIEKYLLEE 3a coboli YCTaHOB/NAEHUNE MHBANMOHOCTHU, NPUN HaAN4YnUun
I'IpM‘-IVIHHO-CJ'IeLI,CTBEHHOf/‘I CBA3N MmexXay HactynaeHmem 3Toro cobbiTna wu ydactmem nauueHtTa B
KTMHNYECKOM UCCnenoBaHUM NEKAPCTBEHHOIO npenapara.

4, Tpe603aHMﬂ O BO3meweHun Bpeda, NPUYNHEHHOTo XU3HKU WA 340POBbHO NaUMEHTa,
npeabABNAKOTCA B Te4YyeHune CpoKoB NCKOBOW AaBHOCTHU, YCTaHOBNEHHbIX rpaxKgaHCKUm
3aKOHO4ATeNNbCTBOM.

5. Paamep CTanOBOf/‘I BbIM1aTbl NO A0TOBOPY obAsaTenbHoro CTPaxoBaHMA COCTaBNAET:
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1) B C/ly4ae CMepTn nauneHTa Asa MUIJIMOHA py6ne17| Ha Ka»4o0ro nauymeHta, ydacrtsoBaBLlero B
KIMHNYECKOM UCCnegoBaHUMN NEKAPCTBEHHOIO nNpenapara,

2) Npu yxyaLeHnn 340p0BbA NaLMeHTa:

a) nosnekwem 3a coboit ycTaHOBAEHME UHBAAUAHOCTM | rpynnbl, OANUH MUAANOH NATLCOT ThiCAY
pybsein Ha Kaxaoro nauMeHTa, Y4acTBOBAaBLUEro B K/AWMHMYECKOM WCCAeA0BaHWM JIEKAaPCTBEHHOIO
npenaparta;

6) nosnekwem 3a coboit ycTaHoBAEHMEe MHBanMAHocTu Il rpynnbl, 0oAMH MUANMOH pybnel Ha
KaXKAoro nalMeHTa, y4acTBOBABLUEro B K/IMHMYECKOM UCCeA0BaHUM IeKapCTBEHHOTO NpenapaTa;

B) noBsieKkwem 3a coboli ycTaHoB/ieHWe MHBanuagHoctu |l rpynnbl, NATLCOT TbicAY pybaeit Ha
Kak40ro naumeHTa, y4acTBOBABLLErO B KIMHMYECKOM UCCNeL0BaHNM IEKAPCTBEHHOIO Npenapara;

r) He noBneKwem 3a coboit ycTaHOBAEHUA UHBANUAHOCTH, He Bonee Yem TpUCTa Tbicay pybnaelt Ha
Ka)KZOro nauMeHTa, y4acTBOBABLUErO B K/JAMHWMYECKOM MWCCNEeAOBaHUM NIeKapCTBEHHOrO Mpenapara,
MCXo4A W3 HOPMATMBOB, OTPAXKAKOWMX XapaKTep W CTeneHb MOBPEXKAEHUS 340pOBbA, a TaK¥Ke
$aKTMYECKM MOHECEHHbIX MaLUMEeHTOM pPacxogoB, BbI3BaHHbIX MOBPEXAEHMEM 340pPOBbA, Ha
MeANLUMHCKYI0 MOMOLLb, NpUobpeTeHne 1eKapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatnun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

7. CpOK A0orosopa 0bA3aTeNbHOrO CTpaxXoBaHMA He MOXKeT 6bITb mMmeHee, 4em CPOK npoBeaeHunA
KTMHNYECKOro nccnegoBaHnAa NeKapCTtBeHHOro npenaparta.

8. Ycnosusa poroBopa 06s3aTeNlbHOrO CTPaxoBaHWA, B TOM YMC/ie CTpaxoBble Tapudbl Mo
06s3aTeIbHOMY CTPaXOBaHWIO, NMepeyYeHb HEOBXOAMMbIX [OKYMEHTOB AJ/1 OCYLLECTB/IEHUA CTPAaXOBOWM
BbINAaTbl, MOPALOK YCTAHOB/IEHWUA CTPaxoBaTe/lemM MWHAMBUAYAJbHOIO MAEHTUPUKALMOHHOTO KoAa
nauMeHTa, NopsaAoK MHPOPMUPOBAHMNA CTPAXOBaTENEM CTPAXOBLLMKA O NPUBJAEUYEHHbBIX K KIMHUYECKOMY
NccnenoBaHMI0 JIEKAPCTBEHHOrO MpenapaTta Ans MegULMHCKOrO NMPUMEHEHUA NauMeHTax, nopsaaok
yMAaTbl CTPAaXx0BOM NpPemMum, NopsAAOK peannsaLmm onpeseneHHbix HacToAawmnm deaepanbHbIM 3aKOHOM
n gpyrmmn denepanbHbIMM 3aKOHaMKU MNpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06A3aTeslbHOro
CTPaxoBaHMA, a TaKKe HOPMAaTWMBbI, OTPaXKaloWMe XapaKTep W cTeneHb NOBPEXAEHMA 340POBbA,
yCTaHaB/MBAIOTCA TUMOBLIMU NpPaBuaammM 06A3aTeIbHOrO CTPaX0BaHuMA.

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

9.B CQly4yae npnuynHeHunA speaa XM3HU naumeHTa, y4actBoBaBLlEro B KIMHN4YeCKOM nccnegosaHmm
NNeKapCTBEHHOIoO npenaparta, BblFOAOI‘IpMO6peTaTe.ﬂﬂMM no pJgorosopy obs3atenbHoOro CTpaxoBaHUA
ABNIAKOTCA TrpaxdaHe, MmerulnMe npaso Ha BO3mMelleHMe Bpeaa B CyvYae CMepTUn KOpmMU/bla B
COOTBETCTBUU C rpaX4aHCKMM 3aKOHOAATE/IbCTBOM, MPUN OTCYTCTBUU TAKUX FPa*XdaH - poaAnUTeNNn, Cynpyr,
AeTn ymepuwero naudueHTa, Yy4dacrBoOoBaBwero B K/JAUMHUYECKOM UCChenoBaHUM NE€KApPCTBEHHOIO
npenapata, B Cay4ae CMeEPTU nNauuMeHTa, Yy4dacTBoOBaBWeEro B K/AMHUYECKOM UccaenoBaHun
NNEKAPCTBEHHOIO npenaparta U He MMeBLUETr0 CaMOCTOATE/IbHOIO A0X0A4a, - TpaAaHe, Ha UXXAUBEHUN
KOTOpPbIX OH Haxoawuicd, B OTHOWEHWMNM BO3MELWEHUA pPacxogoB Ha norpe6eHV|e nauymneHTa,
y4acCTBOBaBWeEro B K1IMHNM4YECKOM UCCneaoBaHnnM NeKapCtBeHHOro npenapara, - Myo, noHecwee Takmne
pacxoabl.

10. CTanOBaH BbilMN1aTa B CHET BO3MeWweHuA Bpeda, NPUYUHEHHOIo MWU3HU NaulueHTa,
y4acCTBOBaBLIero B K1IMHNYECKOM UCCNeaoBaHNN NEKAPCTBEHHOIO npenaparta, pacnpeaenaerca mexay
BbII'O,CI,OI'IpMO6p€‘TaTe}'IFIMVI nponopunoHasibHO UX KOIMYeCTBY B PaBHbIX A0NAX.

11. Mpu HacTynneHWW CTPaxoBOrO C/Ay4as NaLMeHT, Y4acTBOBaBWIMMA B  KJAMHUYECKOM
nUccneaoBaHWM  IEKApCTBEHHOro  npenapaTta,  BbirogonpuobpeTatenb  BnpaBe  NpeabaABUTb
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HEenocpeACcTBEHHO CTPaxXoBLUUKY TpeboBaHWE 0 BO3MELLEHMM NPUYMHEHHOro Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNIAETCA CTPAXOBLIMKOM B TeYEHMe TpMAauaTM AHEeW co AHA NpeacTaBleHus HeobxoAMMbIX
OOKYMeHTOB. [MauMeHT, y4acTBOBABLUMN B K/IMHUYECKOM MCCNeA0BaHMM NEeKapCTBEHHOrO Mnpenapara,
unu BbirogonpuobpeTtatesb 0683aH COOOLWMUTL CTPAXOBLMKY A5 OCYLLECTB/IEHUS CTPAXOBOW BbIMiaTbl
WHOMBUAYANbHbIA  MAEHTUMKAUMOHHBIM  KOZ MNauMeHTa, YCTAHOBJIEHHbIA  CTpaxoBaTe/siemM B
COOTBETCTBMM C TUMOBbLIMU NPaBUAAMMN 00A3aTe/IbHOrO CTPaxoBaHMUA.

12. [lo nonHoro onpeaeneHna pasmepa NoLJeXalWero BO3MELEHUIO Bpeda CTPAaxOBLMK MO
33MB/IEHMIO MALMEHTA, YYaCcTBOBABLUErO B KJAMHUYECKOM WCCAeA0BAHUM NEKAPCTBEHHOrO npenapara,
WAW  33ABNIEHMIO  BbIrogonpuobpetatens BnpaBe OCYWECTBUTb YacTb CTPaXxOBOWM  BbINAaThl,
COOTBETCTBYIOLLYO GAKTUUYECKMN ONpeaeieHHOM YacTu NPUYNHEHHOTO Bpeaa.

13. CTanOBaH BbiMN/21aTa B COOTBETCTBMM C O0roBopom obsAsaTenbHOro CTpaxoBaHUA
OCyLWecTBNAETCA HE3ABUCUMO OT BbINAAT, NPUYNUTAOWNXCA NO JPYTrMM BUOaM CTPpaXoBaHUA.

14. He ponyckaeTcAa yyacTve naumeHTa B NPOBEAEHUWM  KJAMHUYECKOro MCCAefoBaHuA
NeKapCTBEHHOTO npenapara npu oTCyTCTBUM A0roBopa 06A3aTe/IbHOro CTPaxoBaHMA.

15. KoHTponb 3a WUCNOJIHEHWEM OpraHW3auuen, MoJyYMBLUEN paspelleHne Ha OopraHusauuto
NpoBeAeHUA  K/IIMHMYECKOTO MCCNeA0BaHMA  JIEKapCTBEHHOro npenapata Agas  MeguLMHCKOro
NPMMEHEHWS, YCTAHOB/IEHHOW HacToALWEeN cTaTber 06A3aHHOCTM MO 0053aTe/IbHOMY CTPaxOBaHWIO
KU3HKW, 340POBbA NaLMEHTa, ydyacTBylowlero (y4acTBOBAaBLUIEro) B K/JAMHWYECKOM WCCAeAoBaHUMU
NIEKapCTBEHHOIO  NpenapaTta,  OCYWeCTBASETCA  YNONHOMOYEHHbIM  denepasibHbiM  OpraHoOM
WCNOJIHUTENbHON BNACTW, BbIAABLUMM pa3pelleHMe Ha NpoBefEeHUEe KAMHUYECKUX WUCCAefO0BaHWUM
JIeKapCTBEHHbIX NPEeNapaToB A1 MeAUUMHCKOTro NPUMEHEHNUA.

Fnasa 8. MPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. NponsBoACTBO IEKAPCTBEHHbIX CPpeacTs

1. Mpoun3BOACTBO J/IEKAPCTBEHHbIX CPEACTB [AO/KHO COOTBETCTBOBATb TpPeboBaHMAM NpaBun
Hag/NeKallel npou3BOACTBEHHOM MPAKTUKKU, YTBEPMKAEHHLIM YNOJAHOMOYEHHbIM deaepanbHbIM
OpraHoM MCNoNIHUTENbHOM BnacTu. OcobeHHOCTU nepexosa NPOU3BOACTBA OTAE/bHbIX EKAPCTBEHHbIX
CPeacTB K MX NPOM3BOACTBY B COOTBETCTBUMN C TPeOOBaHMAMM NpPaBUA Haa/1exKallel NpomM3BoOACTBEHHOM
NPaKTUKU ycTaHasamBaloTca [MpaButenbctBom Poccuiickon ®Pepepaumu. Bblgava 3akatodeHW o
COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpPaBUA  HagJjerKallen
NPOW3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3ynbTaTamM WHCNEKTUPOBAHWS NpousBoauTenei
JIeKapCTBEHHbIX CpeacTB B MOpAAKe, ycTaHoBneHHom [lpaButenbctBom Poccuiickon Pepepaumu.
Pasmep nnatbl 3a Bblgayy 3aKAOYEHUA O COOTBETCTBMM MNPOM3BOAMTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MpPaBUN HagaexKalle NPoU3BOACTBEHHON MPAKTUKM ycTaHaBAMBaeTcs MpaBUTENbCTBOM
Poccuitckoit ®epepaumn. MNMopagoKk opraHM3auuM U NPoBeAeHUA WUHCNEKTUPOBAHWUS MPOM3BOAMTENEN
JIeKapCTBEHHbIX CPEACTB HA COOTBETCTBME TpeboBaHMAM MpaBW/l HagJ/eKallei npousBOACTBEHHOM
NPaKTUKK ycTaHaBamBaeTca MpaButensctsom Poccuiickon Peaepaumm.

(8 pea. ®epepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, oT 22.10.2014 N 313-d3, oT 22.12.2014 N 429-
d3)

2. TMMpou3BOACTBO NEKapCTBEHHbIX cpeact8 B Poccuiickon depepauum ocyliecTsaseTca
NPou3BOAUTENSAMM NEKAPCTBEHHbIX CPEACTB, MMEOLWUMWN INLEH3UNIO Ha NPOU3BOACTBO €KAPCTBEHHbIX
cpeacte. MoATBeprAeHWE COOTBETCTBMA /AULEH3MATa NpaBuiamM HaA/exKalleh MNpousBoACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B pamMKax JULEH3MOHHOIO KOHTPO/IA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunm c yueTom ocobeHHOCTEN, YKa3aHHbIX B YacTn 1 HacToALen cTaTbi.

(B pea. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2.1. Ana ueneit NMUEH3NPOBAHMA NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB AN8 MeAULMHCKOro
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NPUMEHEHMA U MHCNEKTUPOBAHUA CyOBEKTOB ObOpalleHUs NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  NpaBWA  HagaexaweWh MNPOM3BOACTBEHHOM  MPaKTUKM  denepanbHblit  opraH
WCNONHUTENbHOM  BNACTM, OCYLLECTBAAIOWMIA  FOCYLSAPCTBEHHYIO  PErUCTPALMIO  IEKAPCTBEHHbIX
npenapaTos A41a MeANLMHCKOrO NPUMEHEHUSA, NpeaocTaBAAeT denepanbHOMY OpraHy UCNONHUTENbHON
B/1ACTU, ocyllecTBasoweMy peaepanbHblid roCyAapCTBEHHDBIN NULEH3NOHHBIN KOHTPOb AEATENbHOCTH
Mo NPoOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB AN MEANLMHCKOTO NPUMEHEHMA, MO ero 3anpocy B pamkax
MEKBEAOMCTBEHHOTO MHGOPMALMOHHOFO B3aMMOLENCTBUA B NOPALKE, YCTAaHOBNEHHOM deaepanbHbIM
OpraHOM UCMOAHUTENbHOW BIACTM, OCYLLECTBAAIOLLMM ANLEH3NPOBAHME NPOM3BOACTBA SIEKAPCTBEHHDIX
CpeacTe AnA MeAMUMHCKOrO MpUMEHeHusa, U deaepanbHbiIM OPraHOM MWCMOJIHUTENBbHOM BAacCTy,
OCYLLECTBAAIOWMM FOCYAAPCTBEHHYIO PErUCTPaALMIO IEKAPCTBEHHbIX MPenapaToB AAA MeAMLUMHCKOro
npUMeHeHuA, CBefleHUA O JIEKApPCTBEHHbIX CpeacTBax, yKasaHHble B YactTu 5 ctatbu 18 Hactoawero
PepepanbHOro 3aKOHa, B TOM YUC/IE B C/Iy4ae, eCNM TaKME CBEAEHUA COCTABAAIOT KOMMEPYECKYIO TaMHY.
(yacTb 2.1 BBegeHa deaepanbHbim 3akoHOM OT 14.07.2022 N 311-93)

3. NMpon3BoACTBO NeKapCTBEHHbIX CPeaCTB OCYLWeCcTBAAeTCA C CO6I'IPOLI,€HVI€M Tpe6OBaHMVI
npoMbIWINEHHOIO pernameHTa, KOTOprVI YyTBEPKOAETCA pyroBoauUTENEM npounssoauTena
NEKapPCTBEHHbIX CPeACTB U BK/IIOYAET B cebs nepevyeHb NCNOb3yeMbIX d)apMaLI,eBTMLIeCKMX Cy6CT8HLI,VIV1
M BCNOMOTraTe/ibHbIX BELWECTB C YKAa3aHUEM KOJIMYECTBA Ka*XA0ro U3 HUX, AdaHHblE 06 ncnoJsibyemom
O60pyAOBaHMM, onncaHme TeEXHONOrM4ecKoro npouecca M METOAOB KOHTPO/ZIA Ha BCeX 3Tanax
npon3BoACTBa /IEKAPCTBEHHbIX CPEACTB.

4. [puM nNpou3BOACTBE JIEKAPCTBEHHbIX MNpPenapaTtoB Ana MeAUUMHCKOro NpUMEHEeHUs
Ncnob3ytoTca papmaueBTMHeckne cybcTaHUMK, CBEAEHNS O KOTOPbIX COAEPKATCA B rOCYAapCTBEHHOM
peecTpe NeKapCTBEHHbIX CPeACTB ANA MeAUUMHCKOrO MNpuMeHeHus U (uamn) eamHom peecTtpe
3aPEerncTPUPOBaHHbIX SIEKAPCTBEHHbIX CPeacTB EBPa3snMCKOro SKOHOMMYECKOTO COO3a, 33 UCKIOYEHNEM
dbapmaueBTUYEeCcKUX cybcTaHUMIi, NPOMU3BOANUMBIX A8 NMPOBEAEHMUA KIMHUYECKMX UCCef0BaHNM U (Man)
ANA sKkcnopTta. [pu Npou3BOACTBE /IEKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOrO MNPUMEHEHMUA
Ncnosb3ytoTca papmaueBTMYecKMe cybcTaHLMK, CBEAEHMNS O KOTOPbIX COAEPKATCA B rOCYyAapCTBEHHOM
peecTpe NeKapCTBEHHbIX CPeACTB ANA BETEPMHAPHOIo NPUMEHEHUs, U (M1K) rocyaapcTBEHHOM peecTpe
JIEKapCTBEHHbIX CPEeACTB AN  MEAMUMHCKOTO  NpUMeHeHus, u  (Man)  eaAnHOM  peecTpe
3apPermcTpUpPOBaHHbIX BETEPUMHAPHbIX /IEKAPCTBEHHbIX NpenapatoB EBPa3sMIACKOro 3KOHOMUYECKOro
coto3a, U (MNM) eaMHOM peecTpe 3aperncTpMpoBaHHbLIX /IEKAPCTBEHHbIX CpeacTB EBpasuiickoro
3KOHOMWYECKOro COl03a, 3a WCKA4YeHMeM dapmaueBTUYeCKMX CcybCcTaHUMA, MNPOU3BOAMMbBIX ANA
NpPoBefEeHMA KAMHUYECKMX uccnegoBaHui u  (Mnu) ana skcnopTta. K npoueccy npousBoacTsa
dbapmaLeBTMUYECKOWN CyBCTaHUMM OTHOCATCA Nt0bble CTaAMM TEXHONOMMYECKOro NpoLecca, N03BoALMNE
No/sy4ynTb FOTOBbIM NPOAYKT, COOTBETCTBYOWMI TpeboBaHMAM dapmaKonelHoW cTaTbM, B TOM 4YucCie
depmeHTaumA, IKCTPaAKLUMA, OYMCTKA, BblaeneHne, NepekpmuCcTanin3aums, BbiCylUMBaAHME, U3MeIbYEHME.
B cnyyae HeobxoAMMOCTM UCNONBL30BaHMA 3TUNOBOrO CNUpPTa, B TOM 4ucie dapmaLeBTUUYECKOM
cybcTaHUMM cnvpTa 3TMNOBOro (3TaHoMa), NPU NPOU3BOACTBE JIEKAPCTBEHHbIX CPEeACTB B KayecTse
OeWCTBYIOLLEro U (Mn) BCNOMOraTe/IbHOrO BELLECTBA, a TaKKe B MHbIX TEXHO/IOTMYECKUX Lenax A0MKHa
6bITb UCMONb30BaHa TONbKO papMaLeBTMYecKan cybcTaHUMA cnupTa STUA0BOro (3TaHoN).

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-d3, o1 27.12.2019 N 462-d3, o1 27.12.2019 N 481-
®3, 01 24.07.2023 N 341-93)

4.1. MNepeyeHb JIeKapCTBEHHbIX MPEMNapaToB A8 MELULMHCKOrO MPUMEHEHWUA, B OTHOLIEHWM
KOTOPbIX YCTaHaB/MBalOTCA TpeboBaHWA K 0bObemy Tapbl, YNaKOBKE W KOMIMIEKTHOCTW, MepeyeHb
NleKapCcTBEHHbIX NpenapaToB ANA  BETEPMHAPHOTO  NPUMEHEHMs, B  OTHOLWEHUW  KOTOpPbIX
yCTaHaBAMBalOTCcA TpeboBaHMA K 06bemy Tapbl, a Takke TpeboBaHMA K 0bbemy Tapbl, yNakoBKe U
KOMM/IEKTHOCTU /IeKapCTBEHHbIX NPenapaToB Ana MeAUUMHCKOro NpumeHeHus, TpeboBaHMA K o6bemy
Tapbl  /IEKApCTBEHHbIX  NpenapaTtoB  AAA  BETEPMHAPHOTO  NPUMEHEHMA  onpeaenatoTca
COOTBETCTBYIOWMMM  YNOJAHOMOYEHHbIMU  deaepasnbHbIMM - OpraHamn  UCMOAHUTENbHON BNacTM B
nopsake, yctaHosneHHom lNpasutenscteom Poccuiickont degepaumn.

(yacTb 4.1 B pea. PepepanbHoOro 3akoHa ot 14.12.2015 N 374-93)
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4.2. OpraHu3aumu, OCyLLecTBAAlOWME NPOU3BOACTBO ¢dapmMaLLeBTUYECKOW cybcTaHUMKM cnupTa
3TUNOBOrO (3TaHOMa) ANA MPOM3BOACTBA CMMPTOCOAEPNKALLMX JIEKAPCTBEHHbIX MPenapaTos, 06A3aHbl
OCYLLECTBAATbL YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsiMKU 8 U 14 depepanbHOro 3akoHa OT 22 HoAbpsA
1995 roga N 171-d3 "O rocygapcTBeHHOM perynpoBaHnM Npon3BoACTBa M 060pOTa 3TUIOBOIO CAMPTA,
a/IKOrONIbHOM U CIMPTOCOAEp)Kallel NpoayKuMM M 06 orpaHudeHun noTtpebaeHus (pacnutums)
afIkoronbHoM npoaykuumn'. NMponsesoacTBo papmaLLeBTUYECKOW CyOCTaHLMM CNMPTA 3TUNOBOTO (3TaHoNa)
OONYCKaeTca TOIbKO OpraHusaumein, OCyLLecTBAAIOWEN NPOU3BOACTBO PEKTUPUKOBAHHOTO 3TMAOBOTO
cnupTa W3 MULLEBOTO CbipbA HA OCHOBaHMWU JINLEH3MM HA NPOM3BOACTBO 3TWIOBOTO CAMpTa ANA
npoussoacTsa ¢GapmaueBTUYECKOW CybCcTaHUMM CnMpTa 3TUIOBOTO (3TaHoONa) B COOTBETCTBUMM C
TpeboBaHMaAMK PepepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryanMposaHuMM NpomM3BOACTBa M 000pPOTa 3TMIOBOFO CMMPTA, AJIKOTOAbHOM M CAMPTOCOLEpP KALLei
npoayKuMmM u 06 orpaHuyYeHUn noTpebneHMsa (pacnmTus) anKorosbHOM MpoAayKuun', metoZom
pa3BefeHns BOAOM OYULLLEEHHOM TaKOro 3STUA0BOro CNMpTa, NPOU3BEeAEeHHOrO AaHHOM opraHu3aumein no
MEeCTY OCYyLLEeCTBAEHNA NPOM3BOACTBA papMaL,eBTUYECKOM cybCTaHL MM CNMPTa 3TUA0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PeanepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. NHanBmnayanbHble NpegnpuHUMATENN U IOPUANYECKME NULE, OCYLLECTBAAIOLWMNE 3aKYMKY U
ncnosib3oBaHMe GapmaueBTUYECKON cybCTaHUMM CcnMpTa 3TUIOBOIO (3TaHO/a), a TaKXe NPoM3BOACTBO,
nsrotoBneHne u (Mam) o6opoT (3a WCKAYEHMEM PO3HUYHOW NpoAaXKu) CNUPTOCOAEPIKALLNX
JIEKapCTBEHHbIX MNpPenapatoB, 06f3aHbl OCYLWECTBAATb WX Y4eT W [AeKNapupoBaHWe B MNOPAAKE,
YCTaHOBNEHHOM cTaTbsamu 8 u 14 depepasbHOro 3akKoHa oT 22 Hosbps 1995 roga N 171-93 "O
rocygapcTBEHHOM pPEeryiMpoBaHMM NPOM3BOACTBA M 060OpPOTa 3TMNOBOFO CMMPTA, AJIKOFO/IbHOM M
cnupTocoAdepskallleid  NpoAyKuMu U o6  orpaHuyeHMn notpebneHns (pacnutus) anKoroabHOM
npoayKkuum".

(yacTb 4.3 BBegeHa deaepanbHbiM 3aKoHOM oT 29.07.2017 N 278-93)

4.4, Tlpn nNpou3BOACTBE JIeKAapPCTBEHHbIX MpenapaTtoB [AAA BeTepUHaApHOro MnpUMeHeHuA
OOMYCKaeTca MCMNosib3oBaHME MPOU3BEAEHHbIX ANA peanu3aunmn dapmaLeBTUYECKUX CyBCTaHUMi,
BKJ/IIOYEHHbIX B FOCYAapCTBEHHbLIN PeecTp JIEKAPCTBEHHbIX CPeACTB YNOAHOMOYEHHbIM denepasibHbIM
OpPraHOM  UCMOJIHUTENIbHOM  BNACTM, OCYLLECTBAAKOWMM BeAeHWe [oCyAapCTBEHHOro peecTpa
JIeKapCTBEHHbIX CPEACTB A/1A MEANLNHCKOrO NPUMEHEHUA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPou3BOACTBO:

1) neKapCTBEHHbIX CPeACTB, CBEAEHMA O KOTOPbIX HE COAEP’KaTCA B rocydapCTBEHHOM peecTpe
NEKapCTBEHHbIX CPEeACTB AN MeAWLMHCKOTO MPUMEHEeHUs, U (MAn) rocyfapCTBEHHOM peecTpe
NEKapCTBEHHbIX CPeacTB A/ BETEPUMHAPHOTO  MpUMeHeHwa, U (uaM)  eauHoOm  peectpe
3aperucTpupoBaHHbIX JIEKAPCTBEHHbIX CpeacTB EBPa3niicKOro SKOHOMMWYECKOTO COH3a, U (Man) eanHom
peecTpe  3apervcTpupoBaHHbIX  BETEPUMHAPHbIX  JIEKAPCTBEHHbIX  npenapaToB  EBpasuiickoro
3KOHOMMYECKOro COH3a, 33 MCKAOYEHWEM NEKAPCTBEHHbIX CPeAcTB, MPOU3BOANMbBIX ANS NPOoBeAeHus
KAVHUYECKUX UCCNEA0BAHUIA MW ANA SKCMOPT3;

(n. 1 8 pea. PepgepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbcnPUUMPOBAHHBIX IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 ANLEeH3MM Ha NPOU3BOACTBO SIEKAPCTBEHHbIX CPeACTs;

4) NeKapcTBEHHbIX CPEACTB C HapylleHWeM MpaBWMA OpraHM3auuu MPOM3BOACTBA M KOHTPOASA
KayecTBa JIeKapCTBEHHbIX CPeaCTs;

5) ytpatun cuny. - PegepanbHbiii 3akoH oT 27.12.2019 N 481-93;

6) cnupTocoaepxawnx NeKapCTBEHHbLIX NpenapatoB MO MECTy OcCywectBaneHnAa npoun3soactea
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dapmaLeBTMUYECKON CyOCTaHUMM CcnMpTa 3TWUIOBOrO (3TaHona) U (MAM) No MecCTy OCyLLEeCTBAEHUS
Nnpou3BoACTBa 3TU/IOBOrO CNUPTa;
(n. 6 BBegeH ®epepanbHbIM 3aKoHOM 0T 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.

depepanbHbiM 3aKOHOM 0T 22.12.2020 N 436-®3 cT1. 14.1 ®3 o1 22.11.1995 N 171-®3 n3noxkeHa B
HOBOW pegakuuu, Hopma n. 1.1 ct. 14.1 ctapon pegakumm ®3 cootseTcTBYET HOopme n. 2 cT. 14.1
HOBOM peaaKuuu.

7) dapmaueBTUYECKOW CyOCTAHUMM CNMPTa 3TUIOBOrO (3TaHona) M (MauM) cnupTocogeprKalmx
NIeKAPCTBEHHbIX MPEernapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM O060pPYyA0BaHUM Aaa MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, YKasaHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocynapcTBEHHOM peryaMpoBaHMM MPOM3BOACTBA WM 0OOPOTA 3TU/IOBOTO CAUPTA],
a/IKOrONbHOM W CAMPTOCOAEpP)KALLEe NPOAYKUMM M 00 OrpaHuyYeHun notpebneHua (pacnutums)
a/IkoronbHOM Npoaykumn".

(n. 7 BBegeH ®epepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-93)

6. Mpwn BBOAE /NEKAPCTBEHHbIX CPEACTB B Trpa)kAaHCKMM 060pOT YMNO/NHOMOYEHHOE J/INLO
npou3BoauTeNA NEKapCTBEHHbIX CPeACTB OCYLLeCTBAAET NOATBEPKAEHME COOTBETCTBUA IEKAPCTBEHHbIX
cpeacts TpeboBaHMAM, YCTAaHOBJIEHHbIM MPU MX FTOCYAAPCTBEHHON PEerucTpauum, U rapaHTupyet, 4YTo
JIeKapCTBEHHbIE CpPeacTBa MNpoM3BeAeHbl B COOTBETCTBUM C TPebOBaHMAMM MpPaBWUA HagjerKallein
NPOU3BOACTBEHHOM MPAKTUKMU.

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

7. YNONIHOMOYEHHbIM INLOM MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB ABAAETCA ero pPaboTHUK,
aTTeCTOBaHHbIM B YCTAHOBAEHHOM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJAHUTENLHOWN BNACTU
nopsaKke U UMeILLNIA CTaxK paboTbl HE MeHee Yem NATb /1eT B 061acTU NPoOU3BOACTBA M (MAK) KOHTpOAA
KauyecTBa JIeKapCTBEHHbIX CPEACTB, Bbicllee o06pa3oBaHWE COOTBETCTBEHHO MO OAHOW U3
cneumpanbHocTe UM (MAK) ogHOMY M3  HanpaBfieHMA NoAroToBKM: 6uonorus, 6uoTexHonorus,
BeTepMHapuA, BETEPUHAPHO-CAHUTAPHAA 3KCNepTU3a, KAMHUYEecKaa MeauuMHa, paguauuoHHas,
XMMMUeckas W 6uonoruyeckas 3awmTa, dapmauusa, dyHAaMeHTanbHaa MeauuUMHa, XMMUYecKas
TEXHONOMUNS, XMMUS.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. MNpousBoanTenn NeKapcTBEHHbIX CPeacTs (3a MCKAoUYeHnem dapmaueBTUYeckoi cybcTaHumm
CnupTa 3TUNOBOrO (3TaHONa) MOTYT OCYLLLECTBAATL MPOAAXKY JIEKAPCTBEHHbIX CPEACTB AU NepeaasaTb UX
B YCTaHOB/IEHHOM 3aKoHoAaTeIbcTBoM Poccuiickon Pesepauun nopagxe:

(B pen. PegepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npoun3BOAUTENSAM IEKAPCTBEHHbIX CPEACTB A5 MPOU3BOACTBA IEKAPCTBEHHbIX CPeACTs;
2) opraHu3aumam onToBOM TOProB/IM IEKAPCTBEHHbIMU CPEACTBAMM;

3) anTe4yHbiM OpraHn3aumam, BeTEPUHAPHbIM anNTe4YHbIM OpraHMsauuam, WUHANBUNAYA/IbHbIM
npegnpuHnMmartenam, MMerwmm nAnUeH3n Ha d)apMaLI,EBTM‘-IECKyIO AeATENDbHOCTb UM NNUEH3UNKO Ha
MeOUNLIMHCKYIO OEeATE/IbHOCTD,

4) Hay4YHO-UccnegoBaTte/ibCKMM OpraHn3aumam anA Hay‘-IHO-VICCI'IEAOBaTe}'IbCKOﬁ pa60TbI,‘
5) MEeONLUHCKUM OpPraHn3aumnam N BeTEPUHAPHbIM OPraHn3aumnam;

6) opraHusauMam M MHAMBUAYANbHLIM MPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBedeHue,
BbipalllMBaHME W COAEPNKAHME PKMBOTHbIX (33 WCKAOYEHMEM MNpoJarkM UM  dapmMaueBTUYECKUX
cybCTaHUM UK UX Nepeaayn);
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(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) vcnbiTaTenbHbiM nabopatopuam (UeHTpam), NPOBOAALMM MUCMbITaHUA B 06/1aCTM KOHTPOAA
KayecTBa JIeKAapPCTBEHHbIX CPeAcTB, aKKPeAUTOBaAHHbIM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoit Pepepaunmn 06 akKpeauTaLnmM B HALLMOHANbHOM CUCTEME aKKpeanTaLuu.

(n. 7 BBepeH depepanbHbiM 3akoHOM oT 04.08.2023 N 428-d3)

9. MpoussoguTtenm dapmalLeBTUYECKON CcybCTaHUMM CcnupTa 3TUAOBOro (3TaHona) 06s3aHbl
OCYLLECTBNATb peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHOAaTenbcTBOM Poccuiickolt degepaumu
nopagke) <¢dapmaueBTUYECKOM  CybCTaHUMM  CNMPTA  3TWOBOFO  (3TaHosMa)  NpoU3BOAMTENAM
JIeKapCTBEHHbIX  CPeACcTB  ANA  MNPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeAcTB,  MPOM3BOAMTENAM
(M3roToBUTENAM) MEAULIMHCKUX U3AENNI ANA NPOU3BOACTBA U U3rOTOBAEHUA MeAULMHCKUX U3AENNN B
eMKOCTAX 06bemom He 6onee 1 nntpa u (Mamn) He meHee 1000 AMTPOB, @ OPraHM3aAUMAM, YKA3aHHbIM B
NyHKTax 3 - 5 1 7 yactn 8 HacToALWEeN cTaTby, B Tape ob6beMom He 6onee 1 antpa.

(yacTb 9 BBegeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-®3, o1 04.08.2023 N 428-d3)

10. Peanusaumsa (nepepaya B YCTaHOB/AEHHOM 3aKoHogaTenbCTBOM Poccuiickolt depepaunu
nopagke) dapmaueBTUYECKOW CcybCTaHUMM CnUpTa 3TWIOBOrO (3TaHONA) OpraHM3aumsam ONTOBOM
TOProBAWN NEKAPCTBEHHbIMW CPEACTBaMM He A0nycKaeTcsA.

(yacTb 10 BBeAeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

11. NepeBo3KK papmaLLeBTUUYECKON CyBCTaHLMMU CNMPTA 3TUAOBOrO (3TaHONA) OCYLLECTBAAOTCA C
cobnogeHnem TpeboBaHUI, YCTAaHOB/IEHHbIX ab3auem 4YeTBepTbiM MyHKTa 3 cTaTbu 9 PepepasbHOro
3aKoHa oT 22 HosAbps 1995 roga N 171-®3 "O rocyaapcTBEHHOM pPeEryinMpoBaHUM MPOW3BOACTBA U
060poTa 3TWIOBOrO CMWMPTA, ANKOTrOJIbHOM WM CNUPTOCOAEPIKALEN MPOAYKUMM M 06 orpaHMYeHUu
notpebneHuns (pacnuTna) ankoronbHOM NpoayKumm".

(yacTb 11 BBEeAeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

CtaTbA 46. MapKUpPOBKa I€EKaPCTBEHHDbIX CPEACTB

1. NlekapcTBeHHble Npenaparbl, 33 UCKAIOYEHNEM JIEKAaPCTBEHHBIX NPEnapaToB, W3rOTOB/EHHbIX
anTeYHbIMW OpraHM3auusaMKM, BETEPUHAPHBLIMW aNTEYHbIMM OPraHM3aLUAMWU, WHAUBUAYANbHBIMU
npegnpuHUMaTeNAMKY, VMELWMMN JIMLEH3NIO HA (GapMaLeBTUYECKYIO AEATe/IbHOCTb, AO0J/IKHbI
nocTynatb B o6palleHune, ecnu:

1) Ha ux nepBMYHOM YyMaKoBKe (3a MWCKNIOYEHMEM MEepPBUMYHOW YMaKOBKU NE€KaPCTBEHHbIX
pacTUTENIbHbIX NPEnapaToB) XOPOLUIO YNTAEMbIM WPUGTOM HA PYCCKOM A3bIKE yKa3aHbl HAMMEHOBaHUe
NleKapCTBEHHOTO npenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOE, WAM  TPYNMUMPOBOYHOE, WM
XMMUYECKOE, U/IM TOProBOE HAaMMEHOBAHME), HOMEP Cepun, AaTta BbIMycKa (419 UMMYHOBNONOTUYECKMX
NleKapCTBEHHbIX NpenapaToB), CPOK FOAHOCTU, AO3MPOBKA MW KOHLEHTpauus, o6bem, aKTUBHOCTb B
eANHMNLAX AeNCTBUA AN KONNYECTBO A03;

(8 pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2) Ha MX BTOPUYHOM (NOTPEBMTENLCKONM) YNaKOBKE XOPOLLIO YMTaeMbIM LIPUGTOM Ha PYCCKOM
A3blKe YKa3aHbl HAUMEHOBAHWE JIEKAapPCTBEHHOMO npenapaTta (MeXayHapoaHoe HenaTeHTOBaHHOoe, Uan
rpynnuMpoBOYHOE, WU XMMUYECKOE W TOProBoe HaMMeHOBaHMWA), HaMmeHOBaHMe MpPou3BoOAUTENA
JIeKapCTBEHHOrO NpenapaTta, HOMep cepuu, AaTa BbinycKa (A8 MMMYHOBMOOrMYECKNX NEeKAPCTBEHHbIX
npenapatoB), HOMEp PErvcTPaLMOHHOIO YAOCTOBEPEHMA, CPOK TOAHOCTM, CMOoco6 NpUMeHeHus,
003UPOBKA MAN KOHUEHTpauusi, o6bem, akKTUBHOCTb B eAMHULAX AENCTBMA MO0 KO/AMYEecTBO 403 B
YyNaKoBKe, ieKapcTBeHHas Gopma, YCN0BUA OTNYCKa, YC/IOBUA XPaHEHUA, NpeaynpeanTenbHble Haanucu.
(B pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 07 22.12.2014 N 429-93)

2. CDapmau,eBTqucwe Cy6CTaHLI,VIM AO0J/IXKHbI NOCTYNaTb B 06pau.|,eHv1e, €C/In Ha UX I'IEpBVI‘-IHOﬁ
ynakoBKe Xopouwo YATAEMbIM LLIpVIq)TOM Ha PYyCCKOM A3blKe YKa3aHbl HanmeHoBaHWMe
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dbapmaueBTUYECKOM CcybCcTaHUMKM (MEeXKAyHApO4HOEe HemnaTeHTOBAaHHOE, WAW TPYNMNMPOBOYHOE, WU
XMMWUYECKOE W TOProBoe HaMMEHOBaHMUSA), HaMMeHOBaHMe npou3BoauTens dapmaueBTUYECKOon
cybCcTaHUMM, HOMEpP CepuM M AaTa WM3roTOBNIEHMS, KOJIMYECTBO B YMAKOBKE W eAMHMULbl U3MepeHus
KOJINYECTBA, CPOK rO4HOCTM U YCIOBUA XPaHEHUS.

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

3. JleKapCTBeHHble CPeAcTBa B KayecTBe CbIBOPOTOK AO0/KHbI MoCTynaTb B obpalieHue c
yKa3aHWeM XMBOTHOIO, N3 KPOBU, M1a3Mbl KPOBU, OPraHOB 1 TKAHEN KOTOPOro OHM NOJTyYeHbl.

4. Ha BTOpPUYHYIO (NOTPebUTENbCKYIO) YNAaKOBKY NeKapCTBEHHbIX CPeACTB, MNOYYEeHHbIX U3 KPOBY,
naasmbl KPOBM, OPraHOB U TKaHEN YenoBeKa, AOKHA HAaHOCMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatita C M NOBEPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBUYHYIO YNaKOBKY M BTOPUYHYIO (MOTpebuTenbcKyio) ynakoBKy paanodapmal,eBTUYecKmx
NeKapCTBEHHbIX CPeACTB A0/KEH HAHOCUTLCA 3HAK PaAMaLLMOHHON ONAacHOCTH.

6. Ha BTOpMUHYlO (NOTpebUTENbCKYIO) YNAaKOBKY FOMeonaTUYeCKMX NeKapCTBEHHbIX MpenapaToB
[0J/1>KHa HAHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpWYHYIO (NOTPebUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHbIX PACTUTE/IbHBIX MPEenapaTos
O0/MKHA HAHOCUTbCA Haanuch: "MpoAyKLmMA NpoLwaa PaanaLMOHHbIN KOHTPOb".

8. Ha nepBUYHYO YNaKoOBKY (ecnu A1 3TOro CyLWecTBYeT TEXHUYECKan BO3MOXKHOCTb) M BTOPUYHYHO
(NoTpebuTeNbCKylo) YMaKOBKY J/IeKapCTBEHHbIX MPENnapaToB, NpeAHasHaYeHHbIX AN KAMHUYECKUX
nccneoBaHWiA, AONKHA HAHOCUTLCA Hagnuch: "N KAMHUYECKUX nccnenoBaHmin',

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

9. YnaKoBKa NEKapCTBEHHbLIX CpeacTs, npeaHasHaAa4YeHHbIX WCKAKYUTE/NIbHO AON1A4 3KCNOopPTa,
MapKunpyeTca B COOTBETCTBMNU C Tpe6OBaHVIF|MVI CTpaHbl-MmMmnopTepa.

10. Ha TpaHCnopTHylO Tapy, KOTopas He npegHasHavyeHa Aas noTtpebuteneir M B KOTOpPYHO
NMOMELLEHO /IeKapCTBEHHOE CPeACTBO, AO/MKHA HAHOCUMTbCA WHOOPMAUMA O HAMMEHOBAHWW, Cepun
JIEKapCTBEHHOIO CPeACTBa, [JaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (MOTPEOUTENbCKMX) YNaKOBOK
NIeKapCTBEHHOrO cpeacTBa, NPOM3BOAUTENIE NIEKAPCTBEHHOrO CpeacTBa € YKa3aHMeM HauMeHOBaHUA U
MECTOHAXOXAEHMA MPOU3BOANUTENA NIEKAPCTBEHHOrO cpeacTea (agpec, B TOM 4Yucae CTpaHa u (uan)
MEeCTO NPOM3BOLCTBA IEKAPCTBEHHOIO CPEACTBA), @ TaKXKe O CPOKe roA4HOCTM NNEKAPCTBEHHOIO CPeACTBa
M 06 ycnoBuMAX ero XpaHeHWs W NepeBO3KWU, HeobxoaMMble npeaynpesuTesibHble Hagnucu U
MaHUNYAATOPHbIE 3HAKM.

11. Ha nepBMYHYIO YNaKOBKY M BTOPMUYHYIO (NOTPebUTeNbCKYIO) YNaKOBKY N€KAapPCTBEHHbIX CPeACTB
ONA BETEPMHAPHOrO NPUMEHEHUA A0KHA HAHOCUTLCA HaANUCh: "4 BETePMHAPHOrO NpUMeHeHUA".

12. Ha BTOpWYHYyl0 (NOTPeBUTENbCKYID) YMNAKOBKY JIeKapCTBEHHOrO Mpenapata HaHoCUTCA
LUTPUXOBOWM Kog,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO ®EAEPALIMIO N BbIBO3 IEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKON GEAEPALUMA
(8 peq,. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAaaoK BBO3a NeKapcTBeHHbIX cpeacTs B Poccuiickyio depgepaumio M BbiBO3a
NleKapcTBeHHbIX cpeacTs us Poccuiickoii Pegepaumnmn

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccuiickylo dPegepaumio OcCylwlecTBAAeTCA B MOpAAKe,
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ycTaHoBneHHoM [pasuTenbctBom Poccuiickon degepaumm, B COOTBETCTBUM € TaMOMKEHHbIM
3aKOHOAATENbCTBOM TaMOMKEHHOro coto3a B pamkax EBpA33C (manee - TaMoOXKeHHbIN coto3) U (Mnu)
3aKoHoAaTenbCcTBOM Poccuiickoit deaepaumm o TaMOXKEHHOM Aene.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlAOC: NprmeyaHue.

o 31.12.2023 poCCUNCKMM NPOU3BOAUTENAM Pa3peLIeHO B YBEAOMUTE/IbHOM MOPSAKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYecKMe cybCcTaHUMM ANA BETEPUHAPHOTO MNPUMEHEHUA ANA
NPOM3BOACTBA 3aPErmMCTPUPOBAHHBIX NEKAPCTBEHHbIX cpeacTs (MoctaHoBneHue Mpasutenbcrtea PO
o1 12.03.2022 N 353).

2. Bosumble B Poccuiickyto depepaumio NeKapCTBEHHbIE CPeACTBA [OMXKHbI COAEPHKATbCA B
rocyapCcTBEHHOM peecTpe NeKAapPCTBEHHbIX CPEACTB.
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, 01 27.12.2019 N 462-03)

3. HonyckaeTtca BBO3 B Poccuiickyto depepaumio KOHKPETHOM NapTMM 3aperMcTpupoBaHHbIX U
(M)  HesaperncTpuMpoBaHHbLIX JIEKAPCTBEHHbIX CPEACTB, MNPeAHA3HaYeHHbIX A/A MNpoBeAeHuUs
KJMHUYECKUX UCCNe0BaHUIA JIEKAPCTBEHHBIX MPernapaToB, MPOBEAEHUA 3KCNEPTM3bl JIEKAPCTBEHHbIX
CPeacTB A/1a OCYLLECTBIEHUA TOCYAAPCTBEHHOM PErncTpaumy NeKapCTBEHHbIX MPEenapaToB WAM Afs
OKa3aHWA MeAMLMHCKOW NOMOLLUM MO }KU3HEHHbIM MOKa3aHUAM KOHKPETHOro NalMeHTa Ha OCHOBaHUU
paspelleHuns, BblAAHHOTO YNOJHOMOYEHHbIM ¢efepasbHbIM OPraHOM MUCMOJHUTENBHOM BAACTU MO
3aAB/IEHUAM JIML, YKa3aHHbIX B cTaTbe 48 HacTosAwero denepasbHOro 3aKoHa. PaccmoTpeHuMe Takoro
3aABAEHUA U TPUHATUE pPelleHuss O Bbldaye pPaspelleHMs Ha BBO3 KOHKPETHOW napTuu
3aperncTpUpPoOBaHHbIX U (MAK) HE3aPErnCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHa3HauYeHHbIX A5
NPoBeAeHNA KAUHUYECKMX WCCNeA0BaHWMIA /IeKapCTBEHHbIX MpenapaToB, NPOBEAEHUA 3KCNepTU3bl
NEeKapcTBEHHbIX CpPeacTB  ANA  OCYWECTBNEHMA OCYAapCTBEHHOW PErucTpaumm  NeKapCTBEHHbIX
npenapaTtoB WAM OAA OKasaHWA MEAMLMHCKOW MOMOLWM MO KU3HEHHbIM MOKa3aHWAM KOHKPETHOro
naumneHTa IMb6o 06 OTKase B BblAaye YKa3aHHOIO PaspeLleHns NPon3BoaATCA B CPOK, HE NPEBbILLAIOLLMIA
nAaTK pabounx aHelt. MNnaTa 3a BblgAYy YKa3aHHOTO paspelleHmns He B3UMaEeTCA.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.01.2024 u. 3.1 cT1. 47 yTpauusaet cuny (®3 o1 27.12.2019 N 475-3).

3.1. JonyckaeTca BBO3 B Poccuiickyto ®Penepaumio KOHKPETHOM NAapTUKM HE3aperncTpupoBaHHbIX
NIeKAPCTBEHHbIX MPENapaToB, COAEPXKALLMX HAPKOTUYECKME CPeacTBa MM NCUXOTPOMHbIE BELLECTBA, B
nopsiake, ycraHossieHHom [lpaBuTenbcTBom Poccuiickon ®Pepepaumun, AnA OKasaHMA MeaULMHCKOM
NOMOLLM MO *KU3HEHHbIM NOKa3aHMAM KOHKPETHOro MauMeHTa WUAM Fpynnbl NAUUMEHTOB B Cayyae, ecnu
nmeeTca peleHne BpayebHOM KOMMUCCUM MEAMUMHCKOM OpraHusaumm o HeadPeKTUBHOCTU WU
HEBO3MOXHOCTU MPUMEHEHMA Y KOHKPETHOro MauMeHTa MHbIX 3apPerncTpmMpoBaHHbIX NEeKapCTBEHHbIX
npenapaTtos, B TOM UYUC/IE COAEPIKaLLUUX Apyrue AeNCTBylolMe BellecTsa, U 0 HeobxoaMMoCTM BBO3a
onpeaeneHHOro  He3aperuMcTpMpoBaHHOTO  JIEKAPCTBEHHOrO  npenapaTta € YyKasaHWMeEM  ero
MEXKAYHAPOAHOr0 HEenaTeHTOBAHHOIO (MAM XUMUYECKOro, WAM TPYNNUPOBOYHOr0) HaMMeHOBaHMUS,
dopmbl  BbiNycKa UM KosudectBa. [lepedyeHb 3aboneBaHWit M COCTOAHMIA U COOTBETCTBYIOLLUX
NIEKAPCTBEHHbIX MpenapaToB, COoAepXKallMX HAPKOTUYECKMe cpeacTBa M MCUXOTPOMHbIE BeLLEeCTBa, B
Lenax OCyLlecTB/IeHUA MX BBO3a B COOTBETCTBUM C TpebOBaHMAMM HACTOALLEM 4acTu yTBepKaaercs
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTEIbHOM BNACTU.

(yacTb 3.1 BBeaeHa PeaepanbHbiM 3aKoHOM 0T 27.12.2019 N 475-93)

3.2. Jo 31 peKkabps 2024 ropa AonyckatoTcs BBO3 Ha TeppuToputo Poccuiickon deaepauum u
obpaweHne B Poccuiickon Pepepaumm € y4eTom ocobeHHOCTeW, YCTaHOBAEHHbIX [1paBUTENBCTBOM
Poccuiickolt depepaumu, 3aperMcTpMpoBaHHbIX NEKAPCTBEHHbIX MPENApaToB AaA MEeAULMHCKOro


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A815545B5D6239E7972A00EB5626A7485C6320B3A4FD07E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A07865440B5D6239E7972A00EB5626A7485C6320B3649DD7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A815545B5D6239E7972A00EB5626A7485C6320B3A4FD37E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0F875347B5D6239E7972A00EB5626A7485C6320B324FD57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592609885542B5D6239E7972A00EB5626A7485C6320B3045D57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A815545B5D6239E7972A00EB5626A7485C6320B3A4FD27E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2D0E845D46B5D6239E7972A00EB5626A7485C6320B3244D07E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592706805446B5D6239E7972A00EB5626A7485C6320B324CD67E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B237659270A855443B5D6239E7972A00EB5626A7485C6320B324CD57E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2D0E845D46B5D6239E7972A00EB5626A7485C6320B3248D77E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2B06895440B5D6239E7972A00EB5626A7485C6320B324CD57E3AD4C8C8E91428BECF825E77D9C9O3M3Q

99

NPUMeEHeHMA B YNaKOBKaXx, NpeAHa3HaYeHHbIX 414 obpalleHma B MHOCTPaHHbIX rocyAapcTBax, B cayyae
OedeKTypbl NEeKapCTBEHHbIX MPenapaTtoB WAM PUCKA ee BO3HMKHOBEHMA B CBA3M C BBEAEHMEM B
OTHoLWeHun Poccuinckoit deaepaumm orpaHNYMUTENbHBIX MEP SKOHOMMYECKOTO XapaKTepa npu YCaoBUK
COOTBETCTBMA BBO3MMbIX JI€KAPCTBEHHbIX MpenapaToB TpeboBaHMAM, YCTAHOBAEHHbIM MNpPU  UX
pernctpauuu, 3a UCKAYeHnem TpeboBaHUI K NepBMUYHON YNakoBKe, BTOPUYHON (noTpebutenbckoi)
YNaKoBKe, a TaKXe MpW HaJMYuMM Ha BTOPMYHON (NOTpebuUTenbcKoi) ynaKoBKe NeKapCTBEHHbIX
npenapaToB, HAXOAALUMXCA B OOpaLLEHUM, CaMOKNEALLENCA ITUKETKMU, coaepyKallen MHPopmauumio o
NIeKapCTBEHHOM NpenapaTte Ha PYCCKOM A3bIKe.

(yacTb 3.2 BBeaeHa PenepanbHbim 3akoHOM OT 26.03.2022 N 64-93; B pea. PenepanbHOro 3akoHa oT
19.12.2022 N 519-93)

4. B Poccuiickyto depepaumio MOXKHO BBO3UTb JIeKAapCTBEHHbIE CPEACTBA, KAauyecTBO KOTOPbIX
NOATBEPXKAEHO  CEPTUPMKATOM  MPOU3BOAMTENSA  JIEKAPCTBEHHbIX CPEACTB, YAOCTOBEPAHOLMM
COOTBETCTBUE BBO3UMbIX JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM papmaKonenHblx cTaTelt 1Mbo B ciyyae
NX OTCYTCTBUA HOPMATUBHOM AOKYMEHTALUM UM HOPMATUBHOIO AOKYMEHTA.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

5. 3anpewaeTca BBO3 B Poccuiickyto Peaepaumnio danbCUPUUMPOBAHHBIX 1EKAPCTBEHHbIX CPEACTB,
Hef,06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcuPUuUMpoOBaAHHbIE NEKAPCTBEHHbIE CPeACTBa, HeA0bpPOKayecTBEHHblE JIEKAPCTBEHHbIe
CpeAcTBa nog/exar U3bATUIO U NoCAeayoWwemMy YHUYTOXKEHUIO UK BbiBO3Y U3 Poccuiickoit Geaepaumuy,
KOHTpadaKTHble NeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOCAEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
unn  BbiIBO3 U3 Poccuiickoit  Pepepaummn  danbCcUPULMPOBAHHDBIX  JIEKAPCTBEHHbIX  CPEACTB,
HeO0OPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB, KOHTpPadaKTHbIX  /JIEKAPCTBEHHbIX  CPeacTs
OCYLLEeCTBNAGTCA 3a CYeT /iMLU@, OCYLLeCTBMBILUEro WX BBO3. [lOPAAOK YHUUTOMKEHMA U3bATbIX
danbcnPUUMpPoOBaHHbIX IEKAPCTBEHHbIX CPeACTB, HeA0b6pPOKayYecTBEHHbIX /IeKapCTBEHHbIX CPeAacCTs,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBAnBaeTca MNpasutenbctsom Poccuiickoit deaepaumu.
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

7. Nuua, ocywecteaatowme BBo3 B Poccuickyto  Pegepaupnio  danbcndmuMpoBaHHbIX
JIEKapCTBEHHbIX  CpPeacTB, HeaobpOKauyecTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
NIeKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMWU C TaMOKEHHbIM 3aKOHOAATE/IbCTBOM
Tamo¥KeHHOro coto3a U (Unn) 3akoHogaTenbcTBoM Poccuiickol desepaumm 0 TaMOKEHHOM aene.

(B pen,. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 NleKapcTBEHHbIX cpeacTs u3 Poccuiickoih ®epepaumm ocylectsasetca 6e3 npumeHeHua
OrPaHWYEHUIN, YCTAHOB/IEHHbIX TAMOMKEHHbIM 3aKOHOLATE/IbCTBOM TaMOMKEHHOro coksa u (uau)
3aKoHoaaTenbcTBom Poccuitickon Pepepaumm 0 rocysapCTBEHHOM PEryiMpoBaHUM BHELIHETOProBOM
OeATeNbHOCTH.

(8 pen. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-
®3)

9. BBOA B rparkAaHCKMIi 06OPOT NIeKApCTBEHHbIX NPENapaToB A MeOULMHCKOTO NPUMEHEHMUS,
BBe3eHHbIX B Poccuiickyro Peaepaumio, ocywectsaserca ¢ cobnogeHnem TpeboBaHuUM, YCTaHOBAEHHbIX
ctatbei 52.1 HacToAwero PesnepanbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NpuMmeYaHme.

Y. 10 cT. 47 He pacnpocTpaHAETCA Ha Cepun NeKapcTB A/19 BETEPUHAPHOIo NPUMEHEHUA, BBEAEHHbIE
B rpagaHckuii obopot go 01.09.2023, KoTopble NoaseKaT NPUMEHEHUIO A0 UCTEYEHUA CPOKa KX
rogHocTn (®3 ot 02.07.2021 N 317-3).
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10. BBog, B rpaxKAaHCKMA 060pOT NEKAPCTBEHHbIX NPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHMSA,
BBE3eHHbIX (nepemelleHHbIX) B Poccuiickyto  ®Pegepaumio, ocywecTsasetca ¢ cobaogeHnem
TpeboBaHUi4, ycTaHOBNEHHbIX CTaTbel 52.2 HacToAwero PeaepanbHOro 3akoHa.

(yactb 10 BBeaeHa PegepanbHbiM 3akoHOM oT 02.07.2021 N 317-93)

Cratba 48. lOpuauueckume nuua, KOTOpbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeAcTB B
Poccuiickyio Pepepauuio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTsa B Poccuiickyto Peagepaumio MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npou3BoAMTENM JIEKAPCTBEHHbIX CPeAcTB Ana  ueneit cobCTBeHHOro MpPoM3BOACTBA
NIeKapCTBEHHbIX CPeacTs;

2) MHoOCTpaHHble pPa3paboTuMKM NEKapCTBEHHbIX CPEACTB M WMHOCTPaHHble MNPOU3BOAMTENU
NIeKapCTBEHHbIX CPEACTB UK ApYyrMe 1puanyeckme anua no nopyydeHuto paspaboTyumka nekapcTBEHHOro
cpeAacTBa AnA NPOBeAeHUA KANMHUYECKUX UCCNeA0BaHMIA NEeKapCTBEHHOMO npenapara, OCyLeCcTBAeHUs
rocyfapCTBEHHON  perncTpauum JIeKapCTBEHHOro npenapata, BKAOYeHUA  dapmMaLeBTUYECcKoM
cybCTaHUMM B FrOCYAapPCTBEHHbIN PEecTp NEeKapCTBEHHbIX CPEACTB, KOHTPO/IA KauecTBa JIEKaPCTBEHHbIX
CPEeACTB MPU HaIMUUKN PaspeLLEHUs YNIOJHOMOYEHHOTO ¢eaepanbHOro opraHa UCMoIHUTEIbHOM BAacTu
Ha BBO3 KOHKPETHOM NapTUU NEKaPCTBEHHbIX CPEACTB;

3) opraHu3aLUum ONTOBOM TOPrOB/N JIEKAPCTBEHHbBIMM CPEeACTBaAMM;

4) HayyHO-uUcCC/lenoBaTe/IbCKME  OpraHMsauuu, obpasoBaTesibHble OpraHM3aLMu  BbICLLErO
06pa3oBaHNA, NPOU3BOAMTENN NIEKAPCTBEHHbIX CPEACTB ANA Pa3paboTKM, MCCNenoBaHUI, KOHTPOAA
6e3onacHOCTM, KayecTBa, 3(GEKTUBHOCTM /IEKAPCTBEHHbIX CPeACTB MpPU  HaAM4YMK  paspelueHus
YNOAHOMOYEHHOTO PpesepasnbHOro opraHa UCNOJIHUTE/IbHOM BAACTYH;

(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeguuUMHCKMe opraHM3aLmm, UHble YKasaHHble B NyHKTax 1 - 4 HacToALwel CTaTbk OpraHM3auum
ONA OKasaHWA MegMLMHCKOM MOMOLWM MO XU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauuveHTa npw
HaMYMM paspeLleHnn YrnoJIHOMOYeHHOro ¢denepasbHOro opraHa WMCMONHUTENbHOM BNAacTM Ha BBO3
KOHKPETHOM MapTMM NIeKapCTBEHHOro npenaparta, BblAaHHOrO B YCTAHOBJ/IEHHOM nopsake B dopme
3/IEKTPOHHOIO AOKYMEHTa, NOANUCAHHOMO YCUAEHHOW KBANPULMPOBAHHON 31IEKTPOHHOM NOANMUCHIO;
(B pen. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2024 n. 6 cT1. 48 yTpauunsaet cuny (P3 o1 27.12.2019 N 475-93).

6) rocynapCcTBeHHble YHUTapHble NPeanpusaTUs, MMYLLECTBO KOTOPbIX HaxoauTca B deaepasibHOM
cobcTBeHHOCTM, onpegensembie [paBuTenbctBom Poccuiickoli depepauuun, B 4YacTu BBO3a B
Poccuiickyto  ®depgepaumio  He3aperncTpMpoBaHHbIX  JIEKAPCTBEHHbIX MPENapaToB, COAEprKalimxX
HAapPKOTMYECKNE CPeacTBa WM MCUXOTPOMHblE BELLECTBA, 418 OKasaHMA MeAMUMHCKOM MOMOLM Mo
*KM3HEHHbIM MOKAa3aHUAM KOHKPETHOro MalMeHTa Uan rpynnbl NaLMeHTOB B COOTBETCTBMU C YacTbio 3.1
cTaTbu 47 HacToAwero dPenepanbHOro 3aKoHa.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

CraTtba 49. [loKymeHTbI, NpeacTaBasemMble B TaAMOXKeHHble opraHbl Poccuiickoii Peaepaumnm npm
BBO3e /IeKapPCTBEHHbIX CpeacTB B Poccuiickyio Peaepaumio
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1. Mpu BBO3e /NEKAPCTBEHHbLIX CpeacTB B Poccuitickylo depepaunio B TaMOXKEHHbIE OpraHbl
Poccuiickolt  depepauun  Hapsdy C  AOKYMEHTaMM, NpeacTaB/NeHWe KOTOpbIX NpeaycMOTPeHo
TaMOEHHbIM 3aKOHO4AaTeNIbcTBOM TaMOMEHHOTo coto3a M (MnAm) 3akoHopaTenbcTBOM Poccuiickoi
denepaunn o TaMOXKEHHOM Aene, NPeAcTaBAATCA Caeaytolme JOKYMEHTbI:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) ceptuduMKaT NPoOU3BOAUTENS JIEKAPCTBEHHOrO CpeAcTBa, YAOCTOBEPAOWMI COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOIO cpeactBa TpeboBaHusam dapmakonenHon ctaTbu anBGO B c/iyvyae ee
OTCYTCTBUSA HOPMATUBHOMN AOKYMEHTaL MU UM HOPMATUBHOTO IOKYMEHTA;

2) paspelueHMe YMNONHOMOYEHHOro ¢eaepasbHOro OpraHa MCMOAHUTENbHOM BAAcTM Ha BBO3
KOHKPETHON MNapTUK JIeKapCTBEHHOro CPeacTBa B CAy4yasAX, YCTAHOBAEHHbIX 4YacTblo 3 cTatbu 47
HacToawwero ®enepanbHOro 3aKoHa.

2. [loKymeHTbl, yKa3aHHble B NyHKTax 1 M 2 yactm 1 HacToAwlel CcTaTbW, NPeacTaBAAKOTCA B
TaMOMKeHHble opraHbl Poccuiickoint ®egepaummn Npu NpubbLITUM NEKAaPCTBEHHbIX CPEACTB B PoCCUICKYIO
depepaumio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnNA AUYHOro
WUCMONb30BAaHMA M UHbIX HEKOMMEpPYECKUX Lenei, a TaKKe ANS UCNOb30BaHMA HA TeppuUTopumn
MeXAYHAPOAHOro MeAULIMHCKOro Knacrepa
(8 pea. PengepanbHbix 3akoHoB 0T 06.12.2011 N 409-3, o1 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyio Pepepaunio 6e3 ydyeta
TpeboBaHMI, NpeasyCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctaTbaMmn 48 1 49 HacToAwwero PenepanbHOro
3aKOHa, ec/iM OHW NpeAHasHayYeHbl Ana:

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) NMYHOrO MCNONb30BaHUA GUSMYECKMMM AnLAMKM, NpUbbIBLMMK B Poccuiickyto deaepaumio.
Mpu 3Tom BBO3 B Poccuiickylo ®deaepaumio  NEKAPCTBEHHbIX MNPenapaTtos, COAEeprKalmx
cunbHoZencTByOWME M (MNM) AO0BUTbIE BELLECTBA, BK/AOYEHHbIE COOTBETCTBEHHO B  CMWUCOK
CUNIbHOZENCTBYIOWMX BELLECTB ANA LieNel YyroNoBHOro 3akoHoaaTenbcTsa Poccuitickot degepaumm n B
CMWCOK AOOBUTbLIX BELLECTB A/1A Lesieill YyrosioBHOro 3aKkoHozaTesnbcTBa Poccuiickoinnt depepauuuy,
yTBepKAeHHble MpaButenscTBom Poccuiickolt deaepaLmm, OCyWwecTBAAETCA NPU HAIMUUKN LOKYMEHTOB
(3aBepeHHbIX KONWiA AOKYMEHTOB WM 3aBEPEHHbBIX BbIMUCOK U3 HMX), NOATBEPKAAOLWMX HAa3HAYeHMe
dU3MYECKOMY /MUY YKA3aHHbIX JIEKAPCTBEHHbIX MNpPenapaToB (33 MWCKAOYEHUEM IEKAPCTBEHHbIX
npenapaTtoB, 3aperucTpupoBaHHbIX B Poccuiickon depepaumm M OTNycKaembix B PoccuiicKoi
denepauyn 6e3 peuenta Ha JeKapCTBEHHbIM npenapat). MoaTeep:kaarowme [OKYMEHTbl  (MX
3aBEepPEHHbIE KOMWUU UM 3aBEPEHHbIE BbIMUCKU U3 HUX) AO/IKHbI COAEPKaTb CBeAeHUA O HAUMEeHOBaHUK
M KO/JMYecTBe HA3HAYEHHOro JeKapCTBEHHOTO Mpenapata. B ciyyae, ecav noATBep:kaatowme
AOKYMEHTbI (MX 3aBEpPEHHble KOMUW WX 3aBEPEHHbIE BbIMUCKM U3 HUX) COCTaBl€Hbl HA MHOCTPAHHOM
A3bIKe, K HUM MpuaaraeTca HoTapuaabHO 3aBePEHHbINM NepeBos, Ha PYCCKUIA A3bIK;
(n. 1 8 pea. PepgepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wvcnonb3oBaHMA pPabOTHUKaMM  AUMNAOMATMYECKOro Koprmyca WAM  NpeacTtaButenamu
MeXAyHapoaHbIX OpraHn3aLnii, aKkkpeaMToBaHHbIX B Poccuiickoit ®eaepaumu;

3) fNleyeHUs MaccakMpPoOB M YNEHOB 3KMMa)Kei TPaHCMOPTHbIX CPeACTB, Moe3dHbix bpurag wu
BOAUTENEN TPAaHCNOPTHbIX CPeacTB, NpubbIBLWNX B Poccuiickyio ®eaepaumio;
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMsa YYaCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNIOPTUBHbLIX MEPOMNPUATUIN U YYACTHUKOB
MeXKAYHaPOAHbIX IKCNeauUnNii;
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5) JneyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300Cajax, UMpPKax, OKeaHapuymax,
AenbPUHapmax, NeYeHUAa OUKUX MKMUBOTHbIX, NMOCTOSAHHO WAM BPEMEHHO HACENALWUX TEPPUTOPUIO
Poccuitckolt Pepepaummn, HaxoAAWMXCA B COCTOSHUW eCcTecTBEHHOM cBobogbl M MpUHaANexkawmx K
BMAAM, 3aHeceHHbIM B KpacHylo KHuUry Poccuiickon depepaumm u (Man) KpacHble KHUMM cybbeKkTos
Poccuiickoit ®epepaumm, a TakKe KUBOTHbIX, BBO3UMbIX B Poccuiickyto Pegepaunio ans yvyactms B
CMOPTUBHbIX U 3PE/INLLHBIX MEPONPUATUAX;

(B pen,. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-3, o1 02.08.2019 N 297-93)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIro MeAMLMHCKOro KnacTepa.
(n. 6 BBeaeH depepanbHbiM 3aKoHOM oT 29.06.2015 N 160-d3)

2. B cnyyasx, npeaycmMOTPeHHbIX YacTbto 1 HacToswen cTaTbW, AOMNYCKAaeTca BBO3 B PoccUICKyIO
depnepaunto IeKapCTBEHHbIX NPENapaToB, He 3aperncTpPUpoBaHHbIX B Poccuiickoin ®eaepaymu.
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. /lekapCTBeHHble NpenapaThbl, NpeAHa3HaYeHHble 414 'yMaHUTapHOW NoOMOLWM (CoaencTBmA) Unu
MOMOLWLM NpPU YpesBblYalHbIX CUTyauuax, BBO3ATcA B Poccuiickyto @Pegepauuio B nopaake,
ycraHoBneHHom [pasutenbctBom Poccuiickont ®Pepepaumn. 3anpewaetcs BBO3 B POCCUMNCKYO
depepaunio HE3aPErnMCTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  MPenapaToB, NpeAHa3Ha4yeHHbIX  AnA
rYMaHWTapHOW NOMOLM (COAENACTBUA) AN MOMOLLM NPY Ype3BblYaHbIX CUTYaLUAX.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CratbAa 51. CoTpyaHu4ecTso depepanbHoro opraHa MUCNO/IHUTENIbHOM BNACTH,
YNO/HOMOYEHHOro B 06/1acTM TaMOXEHHOro pAena, M A[pyrax yYnoJaHOMOYEHHbIX deaepanbHbIX
OpraHoOB UCMOJIHUTENIbHOW BNACTH

1. YnonHomo4eHHble d)ep,epaanble OopraHbl WUCMNONIHUTENIbHOW  BNACTU npeanocTasaAlOT B
pacnopAaxeHmne d)ep,epaanoro OpraHa WUCMOIHUTENBbHOM BAACTW, YNO/THOMOYEHHOIO B obnactu
TaMOXeHHOIro Aaena, FOCY,CI,apCTBeHHbIﬁ peecTp NeKapCTBeHHbIX CPeacTB, a TaKXKe Mchopmau,mo (0}
BblAaHHbIX pa3peweHnax Ha BBO3 KOHerTHOI‘a NapTun NeKapCTBeHHbIX CpPeacTts B Cay4daax,
YCTAHOB/IEHHbIX 4aCTbtO 3 ctaTbu 47 HacToALWero Cbep,epaanoro 3adKOHa.

2. ®epepanbHbiii opraH UCMOJIHUTENbHOW BAACTW, YNONHOMOYEHHbIM B 06/1aCTU TaMOXKEHHOTO
aena, uHpopMmpyeT yKasaHHble B YacTM 1 HacToALWen cTaTbh YyNoJHOMOYEHHble desepasnbHble OpraHbl
WCNOJIHUTENbHON BAACTUM O BBO3e NEKAPCTBEHHbIX cpeacTB B Poccuitickyto Pepepaumto u BbiBO3E
JNIeKapcTBeHHbIX cpeacTs u3 Poccuiickon Pepepaunmn no dopme n B NopasKe, KOTOpPble YCTaHOB/EHDI
MpasuTtenbctBom Poccuiickoin ®eapepaumu.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Fnasa 10. PAPMALEEBTUMECKAA AEATE/IbHOCTDb
CraTtbsa 52. OcyuwiectBneHne papman,eBTUHECKON AeATeNbHOCTU

1. dapmaueBTMYeCKan OEATENbHOCTb OCYLLECTBAAETCA OpraHM3auMamMU ONTOBOM TOProBAM
NeKapcTBEHHbIMM  CPeACcTBaMK,  anTeYHbIMW  OPraHM3auuAaMW,  BETEPUMHAPHbIMM  anTeYHbIMM
OopraHuM3auMamK,  MHAMBMAYANbHbIMA  MNPEeANPUHMMATENAMM,  MMELWMMU  AULEH3NIO  Ha
bapmMaueBTUYECKYIOD AeATeNbHOCTb, MEAUUMHCKUMMW OPraHusaumamu, MMELWMMN JINLEH3UIO Ha
dapmaueBTUYECKYIl0 AeAaTeNbHOCTb, U WX 060cobAeHHbIMM nogpasaeneHuamMmn (ambynatopuamu,
denbawepckumn n  GenbAWepcKo-aKyLepCKMMN  NYHKTamMK, UeHTpamu (oTaeneHusmu) obuuei
BpayebHol (cemeilHOol) NPaKTUKKN), PACMONOMKEHHbIMU B CEAbCKMX HACe/NEeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BeTePUHAPHbIMU OPraHM3aUMAMMU, UMEIOLLMMWN NULLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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KoHcynbTaHTlAOC: NpumeyaHue.

Y.2cT.52 (B peq. ©3 or 28.04.2023 N 149-d3) B Y4acTn akKpeaAMTaLMN CNELIMAINUCTOB C BbICLUMM UM
cpegHUM BeTepuMHapHbIM 06pa3oBaHMEM, OCYLLECTBAAKOWMX GapMaLLeBTUUYECKYIO AeATeNbHOCTb,
npumeHseTtca ¢ 01.03.2026. CepTudumKaTbl TaKMM AnLam Bblgatotca no 28.02.2026 n gencTBytoT He
6onee 5 ner.

2. ®dusmyeckme Mua MOTyT OCYLLECTBAATb (apMaueBTUUECKYID AEATENbHOCTb MNPU HaaMuum
BbiCLLEro WAW cpegHero dapmaueBTnyeckoro obpasoBaHuMA M cepTuduKaTta cneumanmcra ambo
NPoONAEHHOM aKKpeaAuTaumu crneumnanucra, BbICLIEro WAW cpeaHero BETepMHaApHOro obpasoBaHuUs U
ceptudumkaTta cneumanncta AMboO NpPorAeHHON aKKpeauTauMu CheuManncta, a TaK¥Ke BbICLUEro Mau
cpegHero meauuMHCKoOro obpasoBaHus, ceptudmkaTta cneumanncta IMb6o NporNaeHHON akKpeamuTaumum
cneunanncta U OonoJHUTENbHOrO NPodeccnMoHaNbHOro 06pas3oBaHUA B Y4acTM PO3HUYHOM TOProBAM
JIEKapCTBEHHbIMM Npenapatamm  ans MeAUMUMHCKOro MNPUMEHEHMA NpU YCNoBUM uX paboTbl B
060c0b61eHHbIX NoApa3aAeNeHNAX MeANLMUHCKMX OPraHM3aLni, YKa3aHHbIX B 4acTu 1 HacToawen cTaTtbi.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHble npenapatbl A1 MEAULMHCKOTO NPUMEHEHUA, BBEAEHHbIE B rpaskA4aHCKuii obopoT
00 29.11.2019, nognexKaT xpaHeHUto, NepeBO3Ke, OTMNYCKY, peaansaumu, nepegade, NPUMeEHeHM0 A0
ncTeyeHmna cpoka ux rogHoctn (®3 ot 28.11.2018 N 449-03).

Ctatba 52.1. BBog, B rpakaaHCKuii 060poT NIeKapCTBEHHbIX NpenapaToB A/ MeAULMHCKOro
npumeHeHuA
(eBegeHa degepanbHbim 3aKoHOM OT 28.11.2018 N 449-03)

1. Mepen BBOAOM B rpa*kAaHCKMM 060POT KaxKAOW CEPUM UK KaXKA0M NapTUM NPOU3BELEHHOIO B
Poccuiickoli  ®depepaumm  NeKapCTBEHHOro npenapata  ANA  MeAMUMHCKOTO  MPUMEHEeHMs, 3a
UCK/IIOYEHNEM  MUMMYHOBMOIOTMYECKMX  JIEKAPCTBEHHbLIX  MPEnapaToB, MPOU3BOAUTENb  TaKOro
NIEeKapCTBEHHOTO nNpenapaTta npeacTasnser B  denepanbHbli  OpraH  MWCMOJIHUTENIbHOM  BAACTy,
OCYLLECTBAAOWMIA  OYHKUMM MO KOHTPOMKO W Haza3opy B coepe 34paBOOXPAHEHUS, AOKYMEHT
NPOV3BOAUTENA IEKAPCTBEHHOIO CPEACTBA, MOATBEPHKAAIOLMIM KauecTBO JIEKAPCTBEHHOIO NpenapaTta, U
noATBepXAeHWe YNOJAHOMOYEHHOTO /Mua NPOU3BOAMTENA NEeKapCTBEHHbIX CPeACTB COOTBETCTBMSA
NleKapcTBEHHOTro NpenapaTa TpeboBaHNAM, YyCTaHOB/IEHHbIM NPUY Ero rocy4apcTBEHHOMN perncTpaumm.

2. MNepep, BBOOAOM B rparkAaHCKMIM 0BOPOT KaxAoW CepuM MAM KarKAOM NapTMM BBO3MMOIO B
Poccuiickylo  depepauuio  NeKapCTBEHHOro npenapata  Aaa  MeAUUMHCKOro NpUMeHeHusa, 3a
WCKNIOYEHNEM MMMYHOBMONOITMUYECKMX /IeKapCTBEHHbIX NPENapaToB, OpraHM3auma, OCYLLECTBAAOLWAN
BBO3 /IeKapCTBeHHOro npenapata B Poccuiickyio Pegepauunio, npeactasaseT B dedepasnbHblit opraH
MCMONHUTENbHOW BAIACTW, OCYLLECTBAAIOWMIA OGYHKUMM MO  KOHTPOAIO W Hagsopy B coepe
34paBOOXPaHEHUs, CcepTUMKAT NPOU3BOAMTENA JIEKAPCTBEHHOrO CPEACTBa, YAOCTOBEpPAOWMi
COOTBETCTBME BBO3MMOTO JIEKAPCTBEHHOrO npenapata TpeboBaHWAM QapmakoneiHon cTaTbM, a B
clyyae OTCyTCTBMA  dapMaKonenHoW cTaTbM TPeboBaHMAM HOPMATUBHOW  AOKYMEHTauuu, W
noATBepKAeHVe NPeacTaBUTeNs OpraHU3aumMn, OCYLLECTB/AIOWEN BBO3 JIEKAPCTBEHHOro npenapaTa B
Poccuiickyto depepaumio M YNOAHOMOYEHHOM WHOCTPAHHLIM MPOU3BOAUTENIEM JIEKAPCTBEHHBIX
CPeACTB, COOTBETCTBUA BBO3MMOTO JIEKapCTBEHHOIO Npenaparta TpeboBaHUAM, YCTAHOBAEHHbIM NPU ero
rocyf,apCTBEHHOW PerncTpaumm.

3. MNopAapoK npencTaBnAeHMA B COOTBETCTBUM C YacTAMM 1 M 2 HacTOsALLElN CTaTbU AOKYMEHTOB U
CBEAEHUN O JIeKapCTBEHHbIX MpenapaTtax, BBOAUMbIX B TpaKAaHCKM o060poT, ycTaHaB/AMBaEeTCS
Mpasutenbctsom Poccuiickoint Pepepaymn.

4, B OTHOWEHWW NepBbIX TPEX CEepuin MAM NapTUIN NEeKapCTBEHHOro npenapaTa, Bnepsble
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npoussefeHHoro B Poccuitickon depepaunm nam Bnepsble BBO3MMOro B Poccuiickyio depepauuio, B
depepanbHbI OpraH UCNOAHUTENIbHON BAACTU, OCYLLECTBAAIOWMIA GYHKLMM NO KOHTPOO U Hag3opy B
chepe 34paBOOXPAHEHUA, AOMNONHUTENbHO NPEACTABAAETCA MPOTOKOA MCMbITaHWMIA O COOTBETCTBUMU
CEPUN MAM NAPTUM NIEKAPCTBEHHOFO Mpenapata Aaa MeAMUMHCKOro NPUMEHEHMA MoKasaTensm
KayecTBa, MNpeaycMOTPEHHbIM HOPMAaTUBHOM [OKyMeHTauuel (manee - MNPOTOKOA WCMbITaHWUi),
NPOBOAMMBIX aKKPeAMUTOBaHHbIMW B COOTBETCTBMM C 3aKOHOZaTe/bcTBOM Poccuiickon degepaunm ob
aKKpeauMTauMm B HALMOHANbHOW CUCTEME aKKkpeguTaumm denepanbHbIMU  FOCYAAPCTBEHHbLIMM
6L0OXKETHBIMU YUpEXAEHUAMM, NOABEAOMCTBEHHbIMU desepasibHOMY OpraHy MCNOAHUTEIbHON BAACTH,
ocyuiecteasAowemy GyHKUUM NO BbIpaboTKe M peanmsaumm rocyaapcTBeHHON NOJANTUKM U HOPMATUBHO-
NpaBoBOMY perynMpoBaHuio B chepe 34paBoOXpaHeHns, U deaepasbHOMY OpraHy WUCNOAHUTENbHOM
BN1ACTU, OcyLlecTBAAOWEMY GYHKUUM MO KOHTPOAK M Hag3opy B chepe 34paBooxpaHeHus. MNopagok
BblgauM YKa3aHHbIMM denepanbHbIMU TOCYAAPCTBEHHLIMU BHOOMKETHBIMU YUPEXOEHUAMM [AHHOTO
NpPoOTOKO/Ma M pa3mep nNaaTbl 3a €ro BblAayy YycTaHasauBatoTca [lpaBuTenbctBom Poccuinckoit
depepaunn.

5. ExXerogHo He nosgHee 1 ¢peBpana NponsBoAUTENN NEKAPCTBEHHbIX CPeACTB MW OpraHM3aLmu,
OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbLIX NpenapaToB B Poccuitickylo depepaunio, NpeacraBnaioT B
denepanbHbIii opraH UCNONHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM NO KOHTPOAIO M Hag3opy B
cdepe 34paBOOXPaHEHUS, NPOTOKON UCMbITAHWI NOCTYNUBLLEFO B TEYEHME rOAa B rpaKkAaHCKuUii 060poT
NeKapCcTBEHHOTO MpenapaTta KOHKPETHOro nNpous3BoauTeNns (Ha OAHY CEepuio KaXkgoro TOProBoro
HaUMEHOBaHUA C YYEeTOM NIEKAPCTBEHHON GOPMbI U L03MPOBKK), NPOBOAMMbIX aKKpeaUTOBaHHbIMMK B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon dPepepauum 06 aKKkpeautTauuMm B HAUMOHA/bHOM
cucTeme akKpeauTauumn ncnbiTaTenbHbiMK NabopaTopuamMm (LLeHTpamm).

6. [pousBoguTenn JfIeKapCTBEHHbIX CPEeACTB WM  OpraHu3auuu, OCYLEecTBASOWMe BBO3
JIeKapCTBEHHbIX NpenapatoB B Poccuiickyto depepaunio, He MeHee Yem 33 OAMH rof 40 NAaHUPYyeMbIX
NPUOCTAaHOBNEHNA WMAU NPEKpalLeHUs MPOM3BOACTBA /IEKAPCTBEHHbIX MPEnapaTtoB WM MX BBO3a B
Poccuitickyto Depepaumio ysBegomnsaoT o6 3Tom deaepanbHbli OpraH MCNOAHUTENbHON BAACTH,
OCYLLECTBAALWMNIN GYHKLMM NO KOHTPOIIO M HaA30py B chepe 3apaBooxpaHeHna n deaepabHblii opraH
WUCNONHWUTENbHOW  BAAcTW, OCYWECTBAAWMIA  OYHKUMM N0 NMUEH3NPOBaHMIO  MPOM3BOACTBA
NIeKapCTBEHHbIX CPeAcCTs.

7. BBoA, B rpakgaHCKMit 060pPOT Kaxaol cepum UAM KaxKaoh napTum MMMYHOBMON0rMYecKoro
NleKapCcTBEHHOro Npenapara, NpounsseaeHHoro B Poccuiickont ®eaepaumm Mam BBO3MMOro B POCCUINCKYIO
denepaunio, OCyLLECTBAAETCA Ha OCHOBaHMM paspelleHus, BblAaHHOro ¢eaepasnbHbIM OpraHoM
WUCNONHWUTENbHOM BNACTW, OCYLLECTBAAWMM (YHKLUMM NO KOHTPOAO W  Haa3opy B coepe
3[paBOOXPaAHEHMNA, Ha OCHOBAHWWU BblAaHHOrO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAMKETHBIMU
YUPEKAEHUAMM, YKa3aHHbIMM B YacTM 4 HaAcToALWEN CTaTbW, 3aKAHOYEHUS O COOTBETCTBUMU CEpUU UK
napTMM MMMYHOBUONOrMYECKOro NEeKapcTBEHHOro npenaparta TpeboBaHUAM, YCTaHOBAEHHbIM MPU ero
rocyapcTBeHHOM pernctpaumu. Mopsaaok Bbigadu paspelleHnn Ha BBOJ, B rpaykAaHCKMIA 060poT cepun
MAN NapTUM  MMMYHOBUONOTMYECKOro NEeKapCTBEHHOro MnpenapaTta, a TaKXKe MopsAoK  Bblgauu
YKa3aHHOro 3aK/Jlo4YeHMa M pasMep naathl 3a ero Bblgadyy YycTaHaBauBatoTca [paBUTENbCTBOM
Poccuitckoit Pepgepaumn.

8. 3a HenpeacTaB/eHWE WAM HECBOEBPEMEHHOE NpeacTaB/ieHne AOKYMEHTOB M CBeAeHUM,
npeaycMoTpeHHbIX YacTamn 1, 2, 4, 5 1 6 HacToALLelN CTaTbM, MPON3BOANTENN NEKAPCTBEHHbIX CPEeACTB U
OpraHM3auMmM, OCYLLECTBAAIOLWLME BBO3 JIeKaPCTBEHHbIX Npenapatos B Poccuiickyio deaepaunto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickoii depepaumu.

9. MNpeAacTaBieHNe AOKYMEHTOB U CBEAEHWUM, NPeayCMOTPEHHbIX YacTamu 1, 2 U 4 HacToawen
CTaTbW, M MNOJyd4eHME NpeAyCMOTPEHHOro 4acTblo 7 HACTOAWEeM CTaTbM paspelleHua Ha BBOA,
MMMYHOOMONOrMYECKOrO J1IeKAapPCTBEHHOrO Mpenapata B TIparkAaHCKMi 06opoT He Tpebytotca B
OTHOLWEHUN NIeKAPCTBEHHbIX MpPenapaTosB, npegHa3Ha4YeHHbIX AAA NPOoBeAeHMA  KAMHUYECKUX
NccNefoBaHUI NeKapCTBEHHbIX MpPenapaTos, NPoBeAeHMA 3KCNepTU3bl /IeKAPCTBEHHbLIX CPeACcTB AnA
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OCYLLECTB/IEHUS FOCYAapPCTBEHHOM PEerucTpaumm NeKapCTBEHHbIX MPENapaToB, a TaKKe B OTHOLIEHWUU
HEe3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX NpPenapaTos, NpeAHasHauYeHHbIX 419 OKa3aHUsA MegMLMHCKOM
NOMOLLM MO YM3HEHHbIM MOKA3AHMAM KOHKPETHOro MauyeHTa MAW rpynnbl NAuMEeHTOB, BBO3UMbIX B
Poccuiickyto Pepepaunio B cooTBeTCTBMM € Yactamum 3 1 3.1 ctatbmn 47 HacTtoswero PenepasibHOro
3aKoHa.

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

10. Mpw BbIABAEHUM B rparkgaHCKOM 0bopoTe cepum UAM NapTUKM NeKapCTBEHHOro npenaparta,
OOKYMEHTbl M CBEAEHUA O KOTOPbIX, NPeaycCMOTpPeHHble 4Yactamu 1, 2 u 4 HacToAlel cTaTbM, He
npeactasseHbl B defepasbHblit OpraH WCMNOJIHUTENbHOM BAACcTU, OCYLLECTBAAWMI YHKUMM NOo
KOHTPO/IIO U Haa30py B chepe 34paBOOXpaHeHUsA, iMbo cepum Uan nNapTMm MMMyHOBUONOTMYECKOro
JIEKapCTBEHHOrO Mpenapata, He WMEIoWMX paspelleHMa Ha BBOA B rpaxAaHCKMiA  obopor,
npeaycMoOTPEHHOro 4YacTblo 7 HacToAwel cTaTbM, deaepanbHbli opraH WCNOJAHUTENbHOW BNACTH,
OCYLLECTBAAIOWMNA PYHKUMU NO KOHTPONO W Haa3opy B chepe 34paBOOXPaHEHUs, B MOPAAKE,
ycTaHoBneHHom [lpasutenbctBom Poccuiickon Pepepaummn, NPUHUMAET peLeHME O MNPeKpPaALLEHNU
rpakgaHckoro obopoTa TakuX cepum WUAM NapTUM A0 NPEACTAaBAEHUSA YKa3aHHbIX OOKYMEHTOB MU
cBefieHNn b0 NoNyYeHUA YKa3aHHOIo paspelleHms.

KoHcynbTaHTlAKOC: NpumeyaHume.

Ct. 52.2 He pacnpocTpaHAeTcAa Ha Cepumn IeKapCTB A1 BETEPUHAPHOro NPMMeEHeHUA, BBe4eHHbIe B
rpaskgaHckmnini obopot ao 01.09.2023, KoTopble NoaneKaT MPUMEHEHMUIO A0 MUCTEYEHUA CPOKa MX
rogHocTtn (®3 ot 02.07.2021 N 317-3).

CratbAa 52.2. BBOA B rpa*kgaHCKMN 060pOT JIeKapCTBEHHbIX NPenapaTtoB ANA BeTepuHApPHOro
npuMeHeHus
(eBepeHa degepanbHbiM 3akoHOM 0T 02.07.2021 N 317-93)

1. Mepes BBOAOM B rpaxKAaHCKMM 0BOPOT KarKaoh cepuu NpousBegeHHOro B Poccuitckol
degepaumn  NeKapcTBEHHOrO npenapaTta A48 BETEPUMHAPHOIO MNPUMEHEHMA, 33 WCKIYEeHUeMm
MMMYHOBMONOrMYECKOro  /IeKapCTBEHHOrO  Mpenapata  ANA  BETEPUMHAPHOTO  NPUMEHEHMS,
NPOV3BOAUTENIb TAKOTO JIEKAPCTBEHHOrO NpenapaTta MNpeacTaB/sfeT B yBEAOMWUTE/NIbHOM MOpPSAKE B
depnepanbHbIi OpraH UCMNONHUTENIbHOW BNACTU, OCYLLECTBAAOWMIA GYHKUUN MO KOHTPOJO (Hagsopy) B
cdepe obpalleHUs 1eKapCTBEHHbIX CPEACTB AJ/11 BETEPUHAPHOIO NPUMEHEHUSA:

1) AOKYMEHT NPOM3BOAMUTENA IEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMNA COOTBETCTBME KayecTsa
NIeKapCcTBEHHOro npenapaTta A4/17 BETEPMHAPHOro MPUMEHEHMS, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTAHOB/IEHHbIM NPW €ro roCy4apcTBEHHOM perncTpaumm;

2) noarsepxgeHne ynosHOMOYEHHOro ivua MNpomsBoAUTENA  N1IEKAPCTBEHHbLIX CpPeacTs
COOTBETCTBMA  /ZIEKAPCTBEHHOINoO nNpenapata AnAa BeTepUHaApPHOro npuMeHeHUA Tpe6OBaHVIFIM,
YCTAHOBJ/IEHHbIM MPU €ro I'OCV,CI,apCTBeHHOﬁ perncTpauunmn.

2. Mepen BBOAOM B rparKAaHCKMI 0BOPOT Kaxkaol cepuu BBO3MMOro (nepemelnaemoro) B
Poccuiickyto  ®denepaumio  NeKapCTBEHHOrO npenapaTa  A/f  BETEPUHAPHOTO MPUMEHeHWs, 3a
UCK/IIOYEHNEM MMMYHOBMONOTMYECKOTO JIEKAPCTBEHHOIO NpenapaTa A5 BeTepUHAPHOIO NPUMEHEHWS,
OpraHM3aLmsa, OCyLLEeCTBAAIOLLAA BBO3 (NepemelleHne) 1eKapCTBEHHOro npenapaTta 4/11 BeTepUHapHOro
npumeHeHusa B Poccuiickyto depepaumio, NpeacTaBaseT B yBeAOMUTENIbHOM nopsaake B denepasbHbIi
OpraH WCMOJIHUTENIbHOM BAACTW, OCYLECTBAAOWMIA (YHKLMM MO KOHTpono (Haasopy) B coepe
0bpalLeHnA IeKaPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO NPUMEHEHMUS:

1) LOKYMEHT NPOM3BOAUTENSA IEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMNIA COOTBETCTBME KAYecTBa
NleKapCcTBEHHOrO MnpenapaTta A4/1A BETePMHAPHOro MPUMEHEeHMUsl, BBOAMMOIO B rpaxAaHCKuin obopor,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro rocyAapCcTBEHHOM perncTpaunm;
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2) noaTeepXKAEHUE NULA, YNONHOMOYEHHOIO Aep)KaTesieM AW BAAAENbLEM PEFUCTPALNOHHOIO
YOOCTOBEPEHUA /IEKAPCTBEHHOrO npenapaTta  A4/1a BETEPUHAPHOrO MNPUMEHEHWA, COOTBETCTBMUA
JIeKapCTBEHHOrO NpenapaTta 41 BETEPUHAPHOTO NPUMEHEHUA TpeboBaHMAM, YCTaHOBAEHHbBIM NpPU ero
rocyfapcTBEHHOM PerucTpaymm.

3. BBog, B rpaskaaHcKkuit obopoT BBO3MMOro (nepemeuiaemoro) B Poccuiickyio Pepepaunio
NIEKApCTBEHHOrO npenapaTa AaA BeTePUHAPHOIO MPUMEHEHUA OCYLLEeCTBAAETCA NpUM  HaAN4ymm
3aK/IlOYEHNS O COOTBETCTBUM MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHUAM MpPaBuUA
Hagnexalleh npousBoACTBEHHON MPAKTUKMK, BbIAAHHOIO YNOJIHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCNOSIHUTENbHON BNACTU  ANA  NPOU3BOACTBEHHOM NAOLWLAAKM JIEKAPCTBEHHOro npenapata  Aaa
BETEPUHAPHOrO NPUMEHEHMUA, BBOAMMOIO B rpaKaaHCKunit o6opor.

4. Inuo, ynonHOMOYEHHOEe Aep:KaTesieM UAU BAafeNbLeM PerucrpauMoHHOro yaoCToBepeHus
JIEKapCTBEHHOrO nMnpenapaTa ANs BETEPUHAPHOIO0 MNPUMEHEHMA, [O0/MKHO ObiTb aTTecToBaHO B
YCTAHOB/IEHHOM YNOJNHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONHUTEIbHOWM BIAaCTM NOPAAKE U UMETb
CTaXX paboTbl He MeHee 4YeM nNATb neT B obnacTu npousBoAcTBa U (MAM) KOHTPOANSA KayecTBa
JIEKapCTBEHHbIX CpeacTB nMbo B 06/1acTM  MOHUTOpUHra 3hdEeKTUBHOCTM U HBe3onacHOCTU
JIEKApCTBEHHbIX MpPEenapaToB A/ BETEPUMHAPHOrO MPUMEHEHUs, MNPOBOAUMOrO AepyKaTeNem WUau
BNAfeNbLEM PErucTpauMoHHOrO YAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapata Aaa BeTepUHAPHOro
npuUMeHeHna NMB6O  YNONHOMOYEHHbIM UMK  LOPUOMYECKMM  NMLOM, Bbicllee o06pasoBaHue
COOTBETCTBEHHO MO OAHOW M3 cneumanbHocTen M (MAKM) OAHOMY W3 HanpaB/ieHUI NOATOTOBKU:
6uonorma, OMOTEXHO/IOMMA, BETEpPUHapuA, BETEPMHAPHO-CAHUTAPHAA 3KCMEpPTU3a, KAMHUYECKan
MeauUMHa, paguauMoHHasA, XMMUYecKaa M buonormyeckas 3sawmrta, dapmauuna, ¢yHAamMeHTasibHas
MeANUMHA, XMMUYeCcKasa TEXHOIOMMA, XUMUSA.

5. MopAafoK npeacTaBieHns B COOTBETCTBUM C YacTamu 1 M 2 HacToAwenh CTaTbl AOKYMEHTOB U
CBEAEHUI O NeKapCTBEHHbIX NpenapaTax Ana BeTepPMHAPHOIO NPUMEHEHWA, BBOAUMbIX B FPaxKAaHCKUi
060poT, ycTaHaBAuBaeTcA MNpaButenbctBom Poccuiickoit deaepaumm.

6. B OTHOWEHWM nepBbiX [ABYX CEpUi NEKApCTBEHHOro npenapaTta A8 BeTepPUHAPHOro
NPMMeEHEeHWA, BNepBble MpousBedeHHoro B Poccuiickoii ®eaepauum MM BhnepBble BBO3UMMOTO
(nepemewaemoro) B Poccuitickyto depepaumio, B deaepanbHbili OpraH WCMOAHWUTENbHOW BAACTH,
oCyLWecTBAAOWMIA GYHKLMM NO KOHTpOO (Haa3opy) B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB ANA
BETEPMHAPHOro NPUMEHEHUSA, HapAAY C AOKYMEHTaMM, NPeayCMOTPEHHbIMU YacTaMM 1 1M 2 HacToAlLein
CTaTbM, MNPEACTaBAAOTCA MPOTOKOJIbI WCMbITAHUA O COOTBETCTBUM 3TUX CEPUIt  JIeKapCTBEHHOIO
npenapata Ans BETEPUHAPHOrO MPMMEHEHUA MNOKas3aTeNAM  KayecTBa, MpPeAyCMOTPEHHbIM
HOPMaTMBHbIM [AOKYMEHTOM (Jasnee - MPOTOKO/ WCMbITaHWIA), MPOBOAMMBIX aKKPeAUTOBAaHHbIMMU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit depepaumn 06 akkpeauTauMym B HALMOHANbLHOW
cUcTeMe aKkKpeauTauum UCMbITaTeIbHbIMK abopaTopuamm (LeHTpamm).

7. ExxerogHo He nosgHee 1 ¢peBpansa Npons3BoOAUTENN IEKAPCTBEHHbIX CPEACTB MW OpraHM3aLmu,
OCYLLECTBAAIOLLME BBO3 (NEpemeLLeHne) 1eKapcTBEHHbIX NpenapaTos 414 BeTePUHAPHOro NpumeHeHus
B Poccuiickyio Pepepaumio, npeactasaaloT B denepanbHbli  opraH  MCNOAHWUTENLHOW BAacTu,
ocywecTeasowmii GyHKLMM NO KOHTpoAto (Haa3opy) B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB ANA
BETEPMHAPHOrO NPUMEHEHWA, MPOTOKOA WCMbITAaHWIA MOCTYNMBLIEro B TeYEHWEe roda B rpaxkaaHCKuii
060pOT NIeKapCTBEHHOrO Npenapara 414 BeTepuHapHOro NPUMEHEHNA KOHKPETHOro npovssoauTens (Ha
O4HY CEpUI0 KaKAOro TOProBOoro HaMMEHOBaHMA C YYEeTOM JIeKapCTBeHHOW d¢opmbl, a Anda
NeKapcTBEHHOTO npenapara ans BETEPUHAPHOrO NpUMeEHEHMA, He ABAsAoLWerocs
MMMYHOBMONOMMYECKUM, TaKKe C Y4eTOM [03MPOBKKM), MPOBOAMMBIX aKKPeAWUTOBaHHbIMU B
COOTBETCTBMM C 3aKoHOAaTeNnbCcTBOM Poccuiickoit Pepepaumn 06 akkpeauTauMM B HaALMOHANbHOWM
cucTeMe aKkKpeauTauum UcnbiTaTebHbIMK abopaTopuamm (LeHTpamm).

8. BBog, B rparKAaHCKMI 060pPOT MMMYHOBMOJ/IOTMYECKOTO JIeKAapCTBEHHOrO mnpenapata A4
BETEPUHAPHOrO MPUMEHeHUsi, npousBegeHHoro B Poccuiickoir  depepaumm  MAM  BBO3MMOTO
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(nepemewaemoro) B Poccuiickyio degepaumto, OCYLWECTBAAETCS Ha OCHOBAaHUM paspelleHus,
BblgaHHOro deaepanbHbIM OPraHOM WCNOJHUTENbLHOW BAACTM, OCYLLECTBAAWMM  GYHKUMM MO
KOHTpoto (Hag3opy) B chepe obpallleHnn NeKapCTBEHHbIX CPEACTB A7 BETEPUHAPHOIo NPUMEHEHUS.
YKasaHHOe paspelleHne BblJAETCA HA OCHOBAaHMM  MPOTOKOAQ  WCAbITaHMKA, NPOBOAMMbIX
aKKPeAMTOBaHHbIMW B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon deaepaunmn o6 akKkpeamUTaumum
B HAUMOHA/NbHOM CUCTEME aAKKPEeAWUTALUM OpraHusaumMaMun, nNoasefoMCTBEHHbIMU desepanbHoOMy
OpraHy MCNOAHUTENbHON BAACTM, OCywecTBAAIOWEMY (YHKUMM NO BbipaboTKe rocynapcTBEHHOM
NO/IMTUKM U HOPMATUBHO-MPABOBOMY PEFYINPOBaHUID B cdepe arponpoOMbILLNEHHOrO KOMMNEKC],
BK/ItOYan obpalleHMe NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NpUMeHeHMA, unn depepanbHomy
OpraHy WCMNOJIHATENbHOM BAACTW, OCyllecTBAsAOWeEMY ¢GYyHKLMM NO KOHTpoato (Haasopy) B cdepe
obpalLeHMA NeKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOTO NPUMEHEHWA, a TaKKe [AOKYMEHTOB MU
cBeZleHUN, NpeayCMOTPEHHbIX YacTbio 1 (AnA npenapaTtos, NpousBeaeHHbIX B Poccuiickon deaepaumn)
MAKU YacTbio 2 (anA npenapaTos, BBO3MMbIX (Nnepemellaembix) B Poccuiickyio ®eaepaumnio) HacToALLen
cTaTbu.

9. CpoK BblAa4yum paspelleHmns, YKasaHHOro B YacTh 8 HACTOALLENM CTAaTbW, COCTaBAsET NATb paboumx
OHel co AHA npeacTaBNeHUA MPOM3BOAUTENEM JIEKAPCTBEHHbIX CPeaCTB WM OpraHu3aumen,
OCYLLECTBAAOLWEN BBO3 (NepemMelleHme) NeKapCcTBEHHOrO NpenapaTta 417 BETEPUHAPHOI0 NPUMEHEHUS
B Poccuitckyto Pepepaumto, B deaepanbHblii OpraH WCMNOJHUTENIbHOM BANACTU, OCYLLECTBAAIOLWLNI
dYHKUMKM No KOHTpoAto (Hagsopy) B chepe obpalleHUa NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOrO
NPUMEHEeHUA, LLOKYMEHTOB, NPeAYyCMOTPEHHbIX YAaCTbto 8 HACTOALLLEN CTaTbM.

10. PaspelueHune, yKa3zaHHOE B 4acTU 8 HACTOALLEN CTaTbM, BbIAAETCA B OTHOLIEHUM KaXKAoWN U3
nepBbIX ABYX Cepuit MMMYHOOMONOTMYECKOr0 JIEKAPCTBEHHOrO Mpenapata A8 BeTepUHAPHOro
npuMeHeHus, Bnepsble npoussBegeHHOro B Poccuiickon ®Pegepaumm wAM  Brnepsble BBO3MMOTO
(nepemewiaemoro) B Poccuiickyio Pepepaumio. Takoe paspeLleHne BblAAeTCs Ha BECb CPOK obpalyeHus
ceEpUM MMMYHODMONOTMYECKOrO NEKAPCTBEHHOro MpenapaTta Aff BeTePUHApPHOro NPUMEHEeHUs, B
OTHOLUIEHMM KOTOPOM OHO BblAAHO. B OTHOWEHMM nocAesyloWnx Ccepuin OAHOIO TOProBOro
HaMMeHOBaHMA UMMYHOBNONOrMYECKOro IeKapCTBEHHOrO NpenapaTa ANA BeTepPUHAPHOro NpUMeHeH s,
npoussegeHHoro B Poccuiickolt depepaumm mam BBO3MMOro (nepemeltaemoro) B PoccuiicKyo
depepaunto, Takoe paspelleHMe BblOAETCA CPOKOM Ha Tpu roga. MNopagok BblAayuu paspelleHns Ha
BBOZ, B rpakAaHCKMN 060pOT MMMYHOBMONOrMYECKOro NeKapCcTBEHHOro nNpenaparta A8 BeTepUHapHOro
NPMMEHEHNs, NOPAAOK BblAa4M NPOTOKO/MA MUCMbITAHWIA, YKA3aHHbIX B 4acTWM 8 HAcToAwWen CTaTbM, a
TaKXe MeToAMKa onpeaeneHus pasmMepoB MAaTbl 33 BblAady YKA3aHHOro MPOTOKOAA WMCMbITaHWUM
ycTaHaBAmBaeTca MNpasutenbcTtBom Poccuiickoit Peaepaunu.

11. MmmyHOBMONOTMYECKME NleKapCTBEHHbIE MpenapaTtbhl A48 BETEPUHAPHOrO NPUMEHEHUS,
BBeAEHHble B TPaKLAaHCKMM 06OpPOT B COOTBETCTBMM C YacCTblo 8 HacToAwel CTaTbM, NoAnexaT
XpaHeHWIO, NepeBO3Ke, OTMYCKY, peanusauuun, nepegaye, NPUMEHEHWUIO A0 WCTEYEHUA CPOKa MX
ro4HOCTH.

12. 3a HenpeacTaB/ieHWE UAM HeCBOEBPEMEHHOe npeAcTaBAeHWe OOKYMEHTOB U CBEAEHWN,
npeaycMoTpeHHbIX YacTamu 1 - 3, 6 U 7 HacToALeln CTaTbM, MPOU3BOAUTENN IEKAPCTBEHHbIX CPEACTB U
opraHvsaumMu, OCyLIEecTBAAOWME BBO3  (NepemellleHMe) ieKapcTBEHHbIX npenapatos A
BETEPUHAPHOro npumeHeHna B Poccuiickylo deaepalmMio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMMU C
3aKoHoAaTenbcTeom Poccuitckoit Peaepaumm.

13. MNpeactaBneHMe AOKYMEHTOB M CBEAEHUN, NPeayCMOTPEHHbIX YacTamu 1 - 3, 6 n 7 HacToALwen
CTaTbM, M NOJYYEHWE pa3pelleHnsn, YKAa3aHHOro B 4acTM 8 HacTosAllelr CcTaTbM, He TpebytoTca B
OTHOLUEHUM JIEKAapPCTBEHHbIX MPenapaToB A/1A BETEPUHAPHOro NpUMMeEHeHWUA, NpeaHa3sHAYeHHbIX Aaa
BblBO3a M3 Poccuiickoit Pepepauunm, NpoBeaeHUs AOKAMHUYECKUMX MWCCNEA0BaHUIA JIEKAPCTBEHHbIX
CPeACTB, KNMHUYECKUX UCCIef0BaHNI NEKAPCTBEHHbIX NPenapaTos ANA BETEPUHAPHOIO NPUMEHEHMUA U
BBO3a A1 LilesIel, YKa3aHHbIX B NyHKTe 5 yactu 1 ctatbm 50 HacToawero ®enepanbHOro 3aKoHa, a TakKe
06pa3LoB NEKAPCTBEHHbIX MpenapaToB A0 BETEPUHAPHOrO MNPUMEHEeHUA, NpeaHa3HaAYeHHbIX ANA
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nposeaeHNA SKCNepTu3bl J1IEKAapPCTBEHHbLIX Cpeacts B UenAx ocywecrBneHunA FOCY,D,apCTBeHHOVI
pPerncTpautnmn neKapCrBeHHbIX NpenapaTtoB AnA BETEPUHAPHOIO NpUMeHeHNUA NI BHECEHUA N3MeHEeHUM’
B perncTtpaumoHHOE A0CbE Ha ﬂeKapCTBeHHbIVI npenapart anAa BETEPUHAPHOIo NpuMeHeHUA.

Cratba 53. Mpoaarka, nepepaya NeKapcTBEHHbIX CPeACTB OpraHM3aLMAMM ONTOBOWN TOProBAU
NleKapCcTBEHHbIMU CpeacTBamm

1. OpraHusaLumMm ONTOBOM TOProB/AM NEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLECTB/IATb NPOAANKY
JIeKapCTBEHHbIX CPeACTB WAW nepenaBaTb MX B YCTAHOBJEHHOM 3aKOHOZATENbLCTBOM PoCCUMCKOW
depnepaunn nopsagxe (3a UcKAoYeHNeM GpapmaLLeBTUYECKON cybCTaHLMM CNUPTa 3TUAOBOrO (3TaHoMa) €
y4yeTom TpeboBaHMI YacTu 3 HacToALLENM CTaTbu:

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-3)

1) ApyrMm opraHn3aLUmam ONTOBOW TOPrOB/IN IEKAPCTBEHHbIMM CPeACTBaAMMU;

2) Nnpon3BOANTENAM NIeKapCTBEHHbIX CPeACTB ANA Lenei NPpoM3BOACTBa IeKapCTBEHHbIX CPeaCTs;
3) anTeyHbIM OpraHU3aLMaAmM 1 BETEPUHAPHbLIM anTeUYHbIM OpraHM3aUnaAMm;

4) Hay4yHO-MCCNea0BaTE/IbCKMM OpraHn3aLUmMam 418 HayyHO-UCCien0BaTeIbCKoM paboThl;

5) wuHgMBMAyanbHbIM NpPeanpUHUMATENSM, UMEIOWMM NULEH3UIO Ha dapmaLeBTUYECKYHO
OeATEeNbHOCTb MU INLEH3NIO HA MEAMLIMHCKYIO AeATeNbHOCTb;

6) MeAVUMHCKMM OpraHusaumsm, B TOM UWUC/e CO34aHHbIM W 3apPerucTpupoBaHHbIM B
COOTBETCTBMM C 3aKOHOAATE/IbCTBOM MHOCTPAHHOMO rocyAapcTBa - YneHa OpraHn3aumMm s3KOHOMUYECKOTO
COTPYAHMYECTBA M Pa3BUTUA  MHOCTPAHHbIM  HOPUAMYECKMM  IMLUAM,  MHAMBMAYANbHbIM
npeanpuHUMaTeNnam, ABAAIOWMMCA Y4aCTHUKAMKM NPOEKTa B cooTBeTCcTBUMN ¢ PeaepanbHbIiM 3aKOHOM OT
29 uioHna 2015 roga N 160-$3 "O merKayHapoAHOM MeAULMHCKOM KNacTepe U BHECEHUN U3MEHEHUN B
oTAeNbHble 3aKOHOoZaTe/IbHble akTbl Poccuiickoin Peaepaummn”, n BeTePUHAPHbBIM OpraHM3aumam;

(B pen,. PegepanbHbix 3aKoHOB 0T 26.07.2019 N 240-3, o1 04.08.2023 N 428-d3)

7) opraHusauMam M MHAMBMAYa/NbHbIM MNPEANPUHUMATENAM, OCYLLECTBAAIOWMM passeaeHue,
BblpallMBaHME M COAEP)KaHME MMBOTHbIX (33 WCKAOYEHMEM MPOAaXKM UM  dapmaLeBTUYECKUX
cybCcTaHUMiA UK UX Nepegadn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3auMu ONTOBOW TOPrOBAM /IEKAPCTBEHHbIMU CPEACTBAMM HE BMpaBe OCYLLECTBAATb
npodaxy (nepedadyy B YCTaHOBNEHHOM 3aKOHOAATeNbCTBOM Poccuitickoit ®depepaumm nopsaake)
dbapmaueBTUYECKOM cybCTaHL MK CNnpTa 3TUAOBOTO (3TaHoNa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
Y. 3 cT. 53 Ha TeppuTopusax AHP, JIHP, 3anoporkckon obnactn, XepcoHcKol 061acTM NnpuMeHsaeTcs ¢
01.09.2024 (®3 o1 04.08.2023 N 428-D3).

3. OpraHu13aumm oNTOBOW TOProB/IN NEKAPCTBEHHbIMW CPEACTBAMM MOTYT OCYLLECTBASATL NPOAANKY
(nepepavy B ycTaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepaumm nopaake) NeKapcTBEHHOro
npenaparta 414 MeaMUUHCKOTo NPUMEHEHMA C MeXAYHApPOAHbIM HenaTeHTOBaHHbIM HauMeEHOBaHMEM
n n

STtaHon":

1) ropnanYecKMM Muam, UMeLWMM MLEH3MIO Ha dapmaLeBTUYECKY0 AeATeNbHOCTb B cdhepe
06pallLeHMA NeKapCTBEHHbIX CPEACTB ANA MeAULMHCKOTO NPUMEHEHUS;
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2) nHOnBMAyanbHbIM  NpegnpuHMMmaTenam, UMMernwnmm ANUeEH3NK Ha d)apMaLI,EBTVI‘-IECKYPO
AeATENbHOCTb B cd)epe 06paLLI,EHVIFI NeKapCTBEHHbIX CpeacTs ANnA megnumnHCKOro npuMeHeHuA,;

3)  uMHAMBMAYaNbHbIM  NpeAnpUHUMaTENAM, WMELWMM  AULEH3UID Ha  MeAULMHCKYIO
AesATeNbHOCTb;

4) 1opUANYECKUM NULLAM, UMEIOLLIMM NULLEH3MIO Ha MEeAMLIMHCKYIO AeATeNbHOCTb;

5) MHOCTPaAHHbIM IOPUANYECKUM INLAM U UHAUBUAYANbHBIM NPeAnPUHUMATENAM, CO34aHHbIM U
3aperucTpuUpoBaHHbIM B COOTBETCTBMM C 3aKOHOOATENbCTBOM WMHOCTPAHHOMO rocyAapCTBa - 4/eHa
OpraHu3aumMm 3KOHOMMYECKOrO COTPYAHMYECTBA M Pa3BUTUA, ABAAKOWMMCA YY4ACTHMKAMKM MPOEKTa B
cooTBeTcTBUM Cc PegepanbHbiM 3aKoHOM OT 29 uioHa 2015 roga N 160-d3 "O mexayHapoaHOM
MeAULMHCKOM KnacTepe M BHECEHWUW WU3MEHEHMI B OTAE/NbHble 3aKOHOAATe/bHble aKTbl Poccuinckoi
depepaunn’;

6) ucnbiTaTenbHbIM nabopatopuam (LeHTpam), NPoBOAALWMM WUCMbITaHUA B 06/1aCTM KOHTPOAA
KayecTBa JIEKApPCTBEHHbIX CPEeACTB, aKKPeAMTOBaHHbIM B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoit Pepepaunm 06 akKpeauTaLunm B HaLLMOHAbHOM CUCTEME aKKpeanTaLuu.

(yacTb 3 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.08.2023 N 428-03)

Cratba 54. Mpasuia oNnToBOIi TOProB/N IEKAPCTBEHHbIMU CPeaCcTBaMU

1. OnToBaa TOProsnA JIEKAPCTBEHHbIMM CPeACcTBAaMM  OCYLLECTBAAETCA NPOM3BOAUTENAMM
NIEeKapCTBEHHbIX CPeACTB U OpraHM3auMAMM ONTOBOM TOProOBAW JIEKAPCTBEHHbIMM CpeacTBamMM MO
npaBuIam Hag/exallen ANCTPUOBLIOTOPCKOM NPAKTUKK, NPaBMAaM HagaeXallel NPaKTUKKU XpaHeHUA U
NnepeBO3KW JIEKAPCTBEHHbIX MpPenapaToB A8 MEAMUMHCKOrO MNPUMEHEHMA, MpPaBMAaM XpaHeHuA
JIeKapCTBEHHbIX CPEeACTB ANA BETEPUMHAPHOrO MNPUMEHEHMUA, YTBEPKAEHHbIM COOTBETCTBYIOLLMMMU
YNOAHOMOYEHHbIMK desepasibHbIMU OpraHamm UCNOHUTENLHON BNACTW.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 28.04.2023 N 171-3)

2. OpraHusaumMs ONTOBOW TOProB/AM JIEKAPCTBEHHbIMM cpeacTBamM obs3aHa cobatogaTb
npegenbHble CPOKM OTrpy3KM 3aTpeboBaHHbLIX anTeYHOM OpraHM3aumein NeKapcTBEHHbIX MpPenapaTos
AN MeAMUMHCKOrO NPUMEHEHMA U He BMNpaBe OTKasbliBaTb anTeYHOW OpraHWsaLuu, ¢ KOTOPOM y Hee
3aK/04YEH COOTBETCTBYIOWMI [OrOBOP O NOCTaBKaxX JEKAPCTBEHHbIX NpenapaTtoB And MeAUUMHCKOro
NPMMEHEHWSA, B NOCTAaBKE NEKAPCTBEHHbIX NPENapaToB A1A MESULUHCKOTO MPUMEHEHUA NPU HAaAUYUK
3aTpeboBaHHbIX JIEKaPCTBEHHbIX NPENaPaToOB A1 MEAULMHCKOIO NPUMEHEHMA Y OpraHM3aunmM onToBoM
TOProB/AN JIEeKAapPCTBEHHbIMM cpeacTBamu. [lpeaenbHble CPOKM OTrPy3KM 3aTpeboBaHHbIX anTeyHoM
OpraHusaumen NeKapCcTBEHHbIX MPenapaToB A8 MeAMLMHCKOTO MNPUMEHEHUs B 3aBMCMMOCTM OT
pPacnonoXeHMa MecTa OTIPY3KM JIEKAPCTBEHHbLIX MPENapaTtoB Aaa MeAMUMHCKOrO MNpUMEHEHUsA
YCTaHaBAMBAKOTCA YNOJHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMOIHUTEIbHOM BNACTHU.

(yacTb 2 BBeaeHa PeaepanbHbiM 3aKoHOM OT 26.03.2022 N 64-03)

CraTtba 55. MopAaAoOK PO3HMUYHOW TOProB/M IeKapPCTBEHHbIMU NpenapaTamm

1. Po3HMYHasA TOProBnaA NEKapCTBEHHbIMM MpenapaTtamum B KOJMYECTBAX, HEOOXOAMMbIX ANA
BbINOJIHEHUA BpayebHbiX (Penbalepcknx) HasHaYeHW WM Ha3HadYeHui cneumannctos B obsactu
BETEPUHAPUM,  OCYLLECTBASETCA  anTeYHbIMM  OpPraHM3auMsAMM, BETEPUMHAPHBIMKU  ANTEYHbIMU
OpraHvM3aumMaAMK,  UHAMBMAYAZbHbIMM  NPEANPUHUMATENAMM,  UMEKOWUMU  JIMLEH3UIO  Ha
bapmaLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKUMWU OPraHM3aumMaMm, UMEWMMU NNLEH3UIO HA
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMW noapasaeneHuamn (ambynatopmamu,
denbalwepckumm 1  GenbaliepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpamu (oTaeneHusmu) obluien
BpayebHol (cemeltHOM) MpPaKTUKK), PACNONOKEHHbIMU B CE/bCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BETEPUHAPHBLIMU OPraHM3aUMAMMU, UMEIOLWMMUN JNLEH3UIO Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb. PaspelleHa poO3HWYHAA TOProBAA TONBKO JIEKAPCTBEHHbIMU
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npenapatamu, 3apernucTpupoBaHHbiMM B Poccuiickoit Peaepaunmn UAM U3roTOBAEHHBIMW anTeYHbIMU
opraHMsaumamm, BETEPUHaAPHbIMU anTeyHbIMK opraHusaumamm, MHAMBUAYANbHbIMU
npeanpuHUMaTEN MU, UMEILWMUMU NULEH3UIO Ha dapMaueBTUYECKYD [AeATeNbHOCTb. Po3HMuHan
TOProBaA /I€KapCTBEHHbIMX NpenapaTamy OCYLLECTBAAETCA MO MpaBuUAaM Hagneskalllein anTeyHou
NPaKTUKK, YTBEPMKAEHHbIM YNONHOMOYEHHbIM deaepasibHbIM OPraHom UCMNOIHUTEIbHOW BAaCTU.

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

1.1. PO3HWYHAA TOProB/sA JIEKAPCTBEHHbIMKW MpenapaTaMmn AN MeguUMHCKOro NpumeHeHus (3a
WCKNOMEHNEM NIEKAPCTBEHHbIX MPENapaToB, OTNYCKAEMbIX MO peuenTy Ha JIeKAPCTBEHHbIM npenapar,
HAPKOTMYECKUX SIEKAPCTBEHHbIX MPEnapaToB M NCUXOTPOMHbLIX NEKAPCTBEHHbIX MPenapaTos, a TaKXKe
CNUPTOCOAEPKALLUMX NNEKAPCTBEHHbIX MpenapaToB ¢ 06bEMHOM Aonei 3TUNOBOrO cCnMpTa cebiwe 25
MPOLLEHTOB) MOXET OCYWEeCcTBAATLCA ANTEYHbIMW  OPraHU3aLMAMM  AUCTAHLMOHHBIM  CMOCOHOM.
PO3HMYHYIO  TOProBAO  NIeKApCTBEHHbIMKM  MNpenapaTtamuv  A4a  MeAULMHCKOro  NpUMeEHeHusA
ONCTAHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBAATb anTeyHble OpraHU3aLMu, MMeKLWMe SIMLEH3UI0 Ha
dbapmaLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLEE paspelweHne deaepanbHOro opraHa
WCNOJIHUTENBHON  BNACTW, OCYyLWecTBAAlOWero GQyHKUMM NO KOHTPOJKO W  Hapsopy B cdepe
34paBooxpaHeHuA. [opAAOK BblgAYM pas3pelleHMA Ha  OCYLEeCcTB/IEHWE PO3HWUYHOW TOProBau
NIeKapCTBEHHBIMM NpenapaTaMn AUCTaHLMOHHbIM CNOCOOOM, TPeboBaHMA K anTeYHbIM OpraHU3aumam,
KOTOpble MOryT OCYLUEeCTBAATb TaKyl TOProBAO, U MOPALOK ee OCYyLeCTBAeHMA, a TakXe npasuna
[OCTaBKM NEKApPCTBEHHbIX NpenapaTtoB rpa)kgaHam ycTaHaBnuBatotca [pasButenbctBom Poccuiickomn
depepaunn. NHPopmauma o6 onnadeHHbIX (OTNYLLEHHbIX) M MNOAYYEHHbIX JIEKAPCTBEHHbIX NpenapaTtax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [OBUXKEHUA JIEKAPCTBEHHbIX MPENapaTtoB Aasa MeAMLUMHCKOro
NPMMEHEHWA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 CTaTbM 67 HacTosAwero denepasnbHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-d3)

2. Bupgbl anTeuyHbix opraHM3auMii M NpaBuaa OTNYCKa JIEKApCTBEHHbIX MpenapatoB ANd
MEANUMHCKOTO NMPUMEHEHUA anTeYHbIMU OpPraHM3aumsaMun, MHAMBUAYANbHbIMU NPeanpUHUMaTENAMMU,
UMEIOWUMM  JIMLEH3NIO Ha (apMaLeBTUYECKYID AeATeNbHOCTb, a TaKKe npaBuaa OTMyCKa
NeKapcTBEHHbIX MNPenapaTtoB AN MEAWUUMHCKOTO MPUMEHEHMA MEAMLMUHCKMMU  OpraHM3aumamu,
MMEIOWMMM  ANLEH3UI0  Ha  apMaueBTUYECKYlD  AeATeNbHOCTb, W WX  060Cco6AeHHbIMU
noapasgeneHnamm (ambéynatopuamu, denbaliepckumm u  Genbaepcko-akyWepCKUMN MyHKTamM,
ueHTpamu (oTaeneHuamu) obuien BpayebHo (cemelHOM) NPaKTUKKU), PACMOSIOKEHHBIMU B CE/IbCKUX
HaceNeHHbIX NyHKTAaXx, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHWsaumu, YTBEPXKAAloTCA
YNOAHOMOYEHHbIM heaepanbHbIM OPraHOM UCNOIHUTE/IbHOM BAACTM.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTNycka HaPKOTUYECKMX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aPErMcTPUPOBaHHbIX B
KauecTBe JIeKapCTBEHHbIX MNPEenapaToB, /EKapCTBEHHbIX MPEenapaToB, COAEPNKALLMX HapKOTUYEeCcKue
CpeacTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPXKAANOTCA YNOJHOMOYEHHbIM deaepanbHbiM OpraHom
MCMONIHUTENbHOW BNAcCTM MO COrNacoBaHWO C deaepasibHbiM OPraHOM WCNOJIHMTENbHOW BAacTy,
YMO/IHOMOYEHHbIM B Chepe BHYTPEHHUX ael.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl 418 BETEPUHAPHOrO MPUMEHEHMA TMOANEKAT  OTMYCKY
BETEPUHAPHLIMW anTeYHbIMW OPraHM3aUMAMU, BETEPUHAPHBIMKU OPraHU3auUMAMM, UHAUBUAYANbHBIMU
npegnpuHUMaTeNaMKN, WMMELLMMN  AULEH3NI0 Ha GapMaueBTUUYECKYlD AgeATenbHocTb. OTnycK
NleKapCcTBEHHbIX MPenapaTtoB A4 BETEPMHAPHOTO MPUMEHEHUA OCYLULECTBAAETCA B COOTBETCTBUM C
npaBuAamMM Hagne)kallein anTeyHoW NPaKTUKMU NEeKapCTBEHHbIX NpenapaToB ANs BeTepUHapPHOro
NPUMEHEHUA, YTBEPKAEHHbIMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOIHUTENbHOM BAACTU.

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

5. [epeyeHb MEAMUMHCKMX OPraHMsauuii, MMeWMX AULEH3MI0 Ha dapmMaLeBTUYeCcKyo
OeATeNbHOCTb, U UX 060C06NEHHbIX NogpasaeneHuii (ambynatopuin, denbawepcknx n GenbaliepcKko-
aKyLEepPCKUX MYHKTOB, UeHTpoB (oTaeneHuit) obuwelr BpayebHOM (cemeirHOM) MNPaAKTUKKM),
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PaCcNONOXKEHHbIX B CE/IbCKMX HACENEHHbIX NMYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3aummn, a
TaKe NepeyeHb SIeKAaPCTBEHHbIX NPenapaTos, NPOAaXKa KOTOPbIX MOKET OCYLLECTBAATLCA YKA3aHHbIMMU
opraHusaumamum 1M ux o06ocobneHHbIMWM  noapasAeneHuaMM,  YCTaHaBAMBAlOTCA  OpraHamu
WCMNOJIHUTEIbHOM BNacTu cybbekToB Poccuiickoin Peaepaumn.

(B peq,. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHW3auuu, WUHAMBUAYANbHbIE NPeANnPUHUMATENU, UMEKOLWME JINLEH3UI0 Ha
dbapmaLLeBTMUECKYIO  OeATenbHOCTb, 06A3aHbl  obecneuymBaTb YTBEPXKAEHHbIA  [1PaBUTENBCTBOM
Poccuitckoin ®epepaumm n Gopmmpyembln B YyCTAaHOBAEHHOM MM NOPALKE MUHUMA/bHbIA aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOHXOAMMbIX 1A OKA3aHUA MEAULIMHCKON MOMOLLM.

(yacTb 6 B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)

7. AnTeuyHble opraHuM3auuKn, UHAMBMAYaANbHble MpeAnpPUHUMATENN, UMeloLWMe ANLEH3UIO Ha
dbapmaLeBTUUECKYI0 AeATeNbHOCTb, HapAdy C /NeKapCTBEeHHbIMKM NpenapatamyM  MMeT npaso
npuobperatb M npoAasBaTb, B TOM 4WUCAe AUCTAHUMOHHLIM CMocobom, MeaUUMHCKUE u3aenus,
AesvHouumpylowme cpeactsa, nNpeameTbl M CPeacTBa JIMYHOW FUrMeHbl, Nocyay AAA MeAMLUHCKUX
uenen, npegmeTbl U cpeacTsa, npedHasHayeHHble ANA yxoda 3a 60/bHbIMU, HOBOPOMKAEHHLIMU U
AEeTbMW, He AOCTUTLIMMM BO3PacTa TPeX JIeT, OYKOBYHO ONTUKY U CPEACTBA YX04a 3a Hell, MMHepabHble
BOZbl, NMPOAYKTbI /Ie4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHuA, BUONOrMYECcKM aKTUBHble A06aBKM,
napdomepHble U KOCMETUYECKMEe CpeacTBa, MeAMLMHCKME M CaHMTapHO-MPOCBETUTE/IbHbIE MeYaTHble
M34aHunA, npeaHasHavyeHHble 41a nponaraHabl 340Pp0B0oro 06pasa KuU3HMU.

(8 pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [leATeNbHOCTb anNTeYHbIX opraHusauuii BoopykeHHbIX Cun Poccuiickoit Pepepaumn, apyrux
BOWCK, BOMHCKUX POPMMPOBAHUI U OPraHoB, B KOTOPbIX 3aKoHOAaTenbctBOM Poccuitckolt Pepepaunm
NpPesycMOTPEHO MPOXOXKAEHNE BOEHHON CAYKObl WM denepanbHONW FOCyAaPCTBEHHOM CNyXKObl,
CBA3AHHOW C MPaBOOXPAHUTENbHON AeATEeNbHOCTbIO, pernameHTUpyeTca Hactoawmm denepanbHbim
33aKOHOM M YTBEP!KAEHHbIMU COOTBETCTBYIOWMMU defepanbHbIMM OpraHaMm UCMOJHUTENbHON BAACTU
nosnoxeHnamn. KoHTposib 3a cobntofeHMeM yKasaHHbIMM anTeYHbIMU OPraHU3aLMAMMU NOOKEHW
HacTosAwero ®enepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMM desepanbHbIMU OpraHamm
NCNOJIHUTENbHOM BAACTMU.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

9. YTpatnn cuny c 1 aHBapa 2021 roga. - PeaepanbHblin 3akoH ot 03.04.2020 N 105-P3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (®3 ot 20.10.2022 N 405-P3).

Cratba 55.1. MopAAOK OCYLLECTBNEHUA PO3HUUYHOW TOProB/AU NIeKapCTBEHHbIMU NpenapaTamm
ONA MEeAMUMHCKOrOo NpPUMEHEHUA, OTNyCKaeMbiMM MO peuenTy Ha JIeKapCTBeHHbIW npenapar,
AVUCTaHLMOHHbIM cnoco6om

(sBepeHa depepanbHbiM 3akoHOM OT 20.10.2022 N 405-93)

1. B nepuog ¢ 1 mapta 2023 roga go 1 maprta 2026 roga B ropose denepasbHOro 3HayeHus
Mockse, B benropoackoit 1 MockoBcKol obnacTax (aanee B HacToALlel cTaTbe - cybbeKTbl Poccuiickoit
depnepaunn) npeaycmaTpmuBaeTcs NpoBeAeHMEe SIKCNePUMEHTa NO OCYLLECTB/IEHUIO PO3HMYHOW TOProB/M
JNIeKapCTBEHHbIMM MpenapaTtamy Ana MegULMHCKOrO MPUMEHEHMsA, OTMyCKaeMbiMM Mo peLenTy Ha
JIeKapCTBEHHbIM Npenapar, 4UCTaHLMOHHbIM CNocobom (ganee - aKCNepuMeHT).

2. B pamKax 3KCMepUMEeHTa ero y4aCTHMKW BMNpaBe AUCTAaHUMOHHBIM CNocobOoM OCYLLEeCcTBAATb
PO3HUYHYIO TOPrOBAO  /IEKAPCTBEHHbIMKM  MpenapatammM  ANA  MeAULMHCKOTO  NPUMEHEeHMs,
OTNyCKaemMbiMM MO peLenTy Ha JIeKapCTBeHHbIN npenapat (B TOM yncie chopmmnpoBaHHOMy B dopme
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3/IEKTPOHHOIO [JAOKYMEHTa B JIMYHOM KabuHeTe rpaxgaHuMHa B degepanbHOM rocygapcTBeHHOM
MHbOpPMaUMOHHOM cucteme "EAMHBINA NOPTaN rocygapCTBEHHbIX U MyHULMNANAbHBIX Yenyr (GyHKUmMA)" n
(M) Ha pervMoHanbHbIX MOPTanax rocyfgapCTBEHHbIX U MYHWUMMAAbHbLIX YCAYr) WU BKAOYEHHbIMU B
nepeyeHb SIeKapCTBEHHbIX NpenapaTos U papmaKkoTepaneBTUYECKMX rPYyN JIEKAaPCTBEHHbIX NPENapaTos,
paspelleHHbIX K peasusauuMuM B PaMKax OSKCNEPUMEHTa, YTBEPXAEHHbIA  YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCMOJIHUTENbHOW BNACTM (33 WCK/OYEHMEM NEeKapCTBEHHbIX MpenapaTos,
cofepKalMx HAPKOTUYECKME CPeaCTBA, MCMXOTPOMHbIE BELLECTBA M MX MPEKYPCOPbI, eKapCTBEHHbIX
npenapaToB, COAEPKALMX CUNbHOAENCTBYIOLME BELWECTBa, paanodapmaLeBTUYECKMX NEKAPCTBEHHbIX
npenapaTtoB, MMMYHOOMO/IOTMYECKMX JIEKAPCTBEHHbIX MpenapaToB, a TaKKe JIeKapCTBEHHbIX
npenapaTos, A1A KOTOPbIX B COOTBETCTBMMU C MHCTPYKLMEN MO NPUMEHEHUIO NEKAPCTBEHHOrO NpenapaTta
YCTAaHOBNEH TemMnepaTypHblA peum XxpaHeHua HuKe 15 rpagycos Lenbcus, cnvptocoaeprKalimx
NIEKAPCTBEHHbIX MNpenapaTtoB ¢ O0ObEMHOW nA0Jsield 3TUAOBOFO ChMpTa CBbille 25 npoueHToB U
JIeKapCTBEHHbIX MPEenapaTos, M3roTOB/NEHHbIX anTeYHbIMWU OpraHusauuamu). Kputepum BKAKOYEHUS
JIEKapCTBEHHbIX MpenapatoB U ¢dapmMaKoTepaneBTUYECKMX TPYMn NeKapCTBEHHbIX MpenapaTtoB B
YKa3aHHbIi nepeyeHb YycTaHaBauBatoTca [lpasBuTenbctBom Poccuiickon Pegepauyumun. [MonoxKeHuA
HACTOALLEN CTaTbM He PacnpOCTPAHAIOTCA Ha JIeKapCTBEHHbIE Npenaparbl, OTNycKkaemble 6ecnaaTHO Uau
CO CKMAKOW rpaxgaHam, MMelWMm npaBo Ha obecneyeHne NIeKapCTBEHHbIMM MpenapaTtamu 3a cyet
CpeacTB OlOAMKETHbIX acCUrHOBaHMI deaepanbHoro broaxetra u 6roaxkeToB cybbekToB Poccuiickoit
depepaunn.

3. YyaCTHMKaMuM  3KCMepumMeHTa  ABAAIOTCA  YNOJAHOMOYEHHbIM  deaepanbHblit  opraH
WCMOJIHUTE/IbHOM BAACTU, YNOJHOMOYEHHbIe OpraHbl UCMOJIHUTE/IbHOM BNAcTU cybbeKToB Poccuiickoi
depepaunn, MeanLMHCKME OPraHM3aLMKM U anTedyHble opraHM3auUumn, COOTBETCTBYIOLIME TpeboBaHMAM,
YCTaHOB/IEHHbIM B COOTBETCTBUM C YACTbIO 4 HACTOALLEN CTATbM.

4. MonosKeHne o NopsAaKe NPOBeAeHUA IKCNEPUMEHTA, B TOM YMCae TPebOBaHUA K MeAULMHCKUM
OpraHM3auMaAmM M anTeYHbIM OpraHM3auMAaM, ABAAIOWMMCA YYaCTHUKAMM 3SKCMEepUMEHTa, MopsAAoK
OCYWECTBNEHMUA  PO3HWYHOM TOProB/AIM  JIEKAPCTBEHHbIMM  MNpenapatamn 414  MeAMLMUHCKOro
NPMMEHEHWA, OTMYCKaeMbIMX NO PeLEnTy Ha JIeKapCTBEHHbIM NpenapaT, ANCTaHUMOHHbIM CNOCOo60oMm,
TpeboBaHMA K AOCTaBKe TaKUX NIEKAPCTBEHHbIX NPenapaToB rpa*kaaHam, Npasuaa BblgauM paspeLleHunn
Ha OCYLLECTB/IEHNE PO3HWYHOW TOPrOBAM NEKAPCTBEHHbIMW MNpenapatamu Ans  MeaMUMHCKOro
NPMMEHEHWA, OTMYCKaeMbIMX NO PeLEnTy Ha JIeKapCTBEHHbIM NpenapaT, ANCTaHUMOHHbIM CNOCco6om,
yTBepKaaetca lMpasutenbctBom Poccuiickoit depepaumm. TpeboBaHMA K anTeYHbIM OpraHU3aumam,
ABNAIOWMMCA YYaCTHMKAMM 3KCMEePUMEHTa, He MOryT 6biTb HUMKe TpeboBaHWI, YCTAHOBAEHHbIX K
anTe4YHbIM OpPraHM3aumMam B COOTBETCTBUM € YacTblo 1.1 cTaTbu 55 HacToAwero PeaepanbHOro 3aKoHa.

5. YnonHomoueHHbI deaepanbHblii OpraH UCNONIHUTENbHOM BAACTHU:

1) ocyuwecTBnsieT MeToAMYECKOe COMPOBOMAEHMWE 3SKCMEPUMEHTA, BK/IOYasa MeToanYecKoe
COMPOBOXKAEHNE AEATE/IbHOCTU MEANUMHCKUX OPraHM3aLLMi U anTeuyHbIX OpraHM3auui, y4acTBYOWMX B
3KCnepuMeHTe, Mo 0GOPMIEHMIO, UCMOJIb30BAHMIO U XPAaHEHMIO PELLENTOB Ha IEKapPCTBEHHbIV Npenapar,
B TOM Yncne cGopmMmnpoBaHHbIX B POpMeE 3EKTPOHHbBIX JOKYMEHTOB;

2) npepctaBnaetr B [paBuTenbcTBo Poccuiickoir ®deaepaumy npeasapuTenbHbliii (B nepuos,
npoBeAeHMA 3KCMepUMeHTa, HO He nosdHee Yyem 3a ABa MecALa [0 MCTeYEeHWA CPoKa nposBeaeHUs
3KCnepmmeHTa) U UTOroBbI (MO OKOHYaHMM IKCMEPUMMEHTA, HO He Mo3AHee Yem 4epes ABa mecAua
nocfne UCTeYeHUA CPoKa MPOBeAeHMA 3KCMepumeHTa) [AoKnafbl O pesy/ibTaTax nposBedeHus
JKCNepMMeHTa W NpPeasioXeHWs O BHECEeHWM M3IMEeHEeHW B 3aKoHOoAAaTeNnbLCcTeo 06 ob6palieHun
NIeKapCTBEHHbIX CPeAcCTs.

6. YNO/NHOMOYEHHbI OpraH UCNONIHUTENIbHOM Bnactu cybbekTa Poccuiickoi ®eaepauymm:
1) Bnpase ycTaHOBUTb 0COBEHHOCTU NPOBEAEHNA IKCNEPUMEHTA;

2) yTBeprKAaeT NopadoK oTbopa MeAMUMHCKUX OpraHu3auuii M anTeyHblX opraHusauuin ans
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y4aCTuA B 3KCNEPUMEHTE, a TaKXKe npoBoauT TaKoM 0T60p 1N yTBeEpPXAaeT nepeyeHb mMmegnunHCKUX
Opl'aHM3aLl,Ml71 M nepevyeHb anTevyHbIX OpFaHM3aLI,Ml7I, COOTBETCTBYHOLWMNX Tpe6OBaHMﬂM, YCTAHOBJ/IEHHbIM B
COOTBETCTBMU C YacTblo 4 HaCTOﬂLLI,Eﬁ CTaTbu, N ABNAOWNXCA Y4aCTHUKAMUN SKCNEPUMEHTAQ;

3) ocyluecTBAseT MOHUTOPUHT NMPOBEAEHUA 3KCNEepUMEHTa U NpeacTaBAAeT ero pesynbTaTbl B
YNO/NHOMOYEHHbIN deaepanbHblii OpraH UCMNOJIHUTEIbHOM BAACTy;

4) obecneunmBaeT MUHPOPMaLMOHHO-TEXHUYECKOE obecneyeHne nNpoBeAeHMA ISKCNepumeHTa
NnocpeAcTBOM  MCMO/Ib30BAaHUA  rOCYyAapCTBEHHOM  MHPOPMAULMOHHOM  cucTemMbl B cdepe
3/ paBooOXpaHeHuA cybbeKTa Poccuiickon Pegepaunu un (MamM) meanUNMHCKMX MHGOPMALMOHHBIX CUCTEM
MEAULMHCKMX OpraHU3aumin, ABASAIOWMXCA YYaCTHUKAMM 3KCNEPUMEHTA, U UX B3aMMOAENCTBUA C
eaMHOW rocyAapCcTBeHHOM MHGOPMALMOHHOM CUCTEMOM B chepe 34paBOOXPaHEHMUS.

7. MeaMUMHCKME OpraHM3auMuM M anTeyHble OpraHWsauuMy BMNpaBe OTKas3aTbCA OT y4yacTuA B
3KCMEPUMEHTe, MOLaB B YMNOJIHOMOYEHHbIM OpraH MCNOAHUTENbHOM BfacTM cybbekta Poccuiickoit
denepaumnn cootBeTcTByOWEE 0bpaLLEHNE B MMCbMEHHOW dpopMme.

8. AnTeyHble opraHusaLuMu, ABAAIOWMECA YYAaCTHUKAMM SKCMepumeHTa, 0653aHbl Npu npoaake
OMCTAHUMOHHBIM  CMOCOBOM  NEeKapCTBEHHOrO npenapata  A4da  MeAMUMHCKOTO  NMPUMEHEeHus,
OTNYCKAaeMOoro Mo PeLenTy Ha JIEKapCTBEHHbIM MpenapaT, obecneynTb Npu OCyLLEeCTBJAEHUN LOCTABKU
NOEHTUOMKAUMIO NIMYHOCTM TparkAaHWHA, MOJIYYaloWero TaKoW JIeKapCTBEHHbIM MpenapaTt, B Lensax
YCTaHOB/IEHWNA COOTBETCTBMA €r0 JIMYHOCTM U /IMLA, YKA3aHHOTO B peLLenTe Ha JIEKAPCTBEHHbIN npenapar
(ero 3akoHHOro npepcrtasuTens), AM60O AMLA, YNOJHOMOYEHHOTO JIMLLOM, YKa3aHHbIM B peLenTe Ha
JIeKapCTBEHHbIV Npenapar (ero 3aKOHHbIM NPEACTaBUTENIEM), Ha NOJlyYEHME JIEKAPCTBEHHOTO NpenapaTa
(manee B HacToALWEl CTaTbe - ML, YKa3aHHOE B peLenTe (3aKOHHbIM NpeacTaBuTe b, YNONHOMOYEHHOE
nuo).

9. JMuo, ocywecTBAAIOlWEee AOCTaBKy JIEKAPCTBEHHOro npenapata Ans  MeguuUMHCKOro
NPMMEHEHMA, OTNYCKAaeMOro No PeLenTy Ha JIeKapCTBEHHbIM npenapaTt, obAsaHo noTtpeboBaTb Y
rpa’kgaHuWHa, MOAyYaloWero  TaKoM  NIeKapCTBEHHbIM  npenapaT, npeabaBUTb  OOKYMEHT,
YAOCTOBEPAIOWMIA €ro IMYHOCTb, ANA MAEHTUOUKALMUM IMYHOCTM ITOrO rpaxkgaHuHa U yCTaHOBAEHUA
COOTBETCTBMA €ro J/IMYHOCTM W /Mua, YKasaHHOro B peuente (3aKOHHOrO npeAacTaBuTens,
YMNO/HOMOYEHHOrO /MLa). B ciyyae BbiBAEHWA HECOBMaAeHUA JIMYHOCTU rPpaykaaHuHa, NosydatoLLero
NeKapcTBEHHbIM MmpenapaT, M JMUa, YKa3aHHOroO B peuenTte (3aKOHHOrO npeacTaBuTens,
YMNO/HOMOYEHHOIO /ML), a TaKKe B C/lyyae OTKasa rpakaaHuHa, MO/y4Yalollero JIeKapCTBEHHbIN
npenapar, NpeabABUTb AOKYMEHT, YA0CTOBEPAIOWMNIA €r0 IMYHOCTb, ML, OCYLLECTBAAIOLLEE AOCTaBKY
NIeKapCcTBEHHOrO npenapata A4 MeAMUMHCKOro MNPUMEHEHUA, OTMyCKaemoro no peuenty Ha
NeKapCcTBEHHbIM npenapaT, 06s3aHO BepHYTb TaKOW JIEKAPCTBEHHbIM nNpenapaT B anTeyHylo
OpraHu3aumio.

10. MoarteepaeHvem ¢aKTa nepefayy JeKapCTBEHHOIO Mnpenapata Ans MeAMLMHCKOro
NPMMEHEHMA, OTNYCKAaeMOro no peuenTy Ha /IeKapcTBEHHbIW Npenapart, AuLy, yKasaHHOMYy B peuenTe
(3aKOHHOMY NpeAcTaBUTENtO, YNOJAHOMOYEHHOMY AMLY), ABAAIOTCA KacCoBbIA YEK M nognucb auua,
MONYYMBLUErO TAaKOW /IeKapCTBEHHbIM NpenapaTt, Ha AOKYMEHTE O MOAYYeHUU TAKOro JEeKapCTBEHHOro
npenapata no ¢opme, yTBEPKAAEMON YNONHOMOUYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTENbHOW
Bnactu. locne nepepayM NeKapCTBEHHOro npenapaTta /uuUy, yKasaHHOMY B peuente (3akoHHOMY
npeacTaBuUTeNto, YNOJAHOMOYEHHOMY AMUY), 3TOT AOKYMEHT Mepenaetca /AWLOM, OCYLLECTBUBLLMM
[AOCTaBKYy TaKOro /IeKapCTBEHHOrO npenapaTta, B anTeyHyl OpraHM3auuio, OCYLLECTBMBLUYIO OTMYCK
NeKapcTBeHHOro npenapaTta. B cayyae BbiAaBAeHMA NpW nNepegaye /MUy, YKasaHHOMY B peuenTe
(3aKOHHOMY npeacTaBuTENtO, YNOJIHOMOYEHHOMY /MUy), JIeKApCTBEHHOro npenapaTa ¢aKToB
MEXaHWYECKOro MNOBPEXKAEHUSA €ro WAM ero YNaKoBKM TaKOM NEeKapCTBEHHbIM MpenapaTt JUUOM,
YKa3aHHbIM B peLenTe (3aKOHHbIM NpeacTaBuUTeNnem, YNOJHOMOYEHHbIM NNLOM), HE MPUHMMAETCA U
BO3BpalLaeTca 6e3 ero onnatbl /MLy, OCYLLECTBMBLUEMY AOCTaBKY JIEKAapCTBEHHOro npenapata u
obecneuymBatow,emy ero BO3BpaT B anTeYHY OpraH13aumio.
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11. 3a HapyweHuMA 3aKoHoAaTenbCcTBa Poccuiickolt deaepaumm, coBeplleHHble NpU NposeaeHUn
SKCMepuMMeHTa, €ero Y4YaCTHUKM HecyT OTBETCTBEHHOCTb, YCTAaHOB/IEHHYIHD 3aKOHOAAaTe/IbCTBOM
Poccuitckoit depgepaumn.

12. KoHTpo/ib 3a wucnosHeHnem TpeboBaHWIA, CBA3AHHLIX C MPOBEAEHMEM 3IKCMEPUMEHT],
ocyuiecteaseTca denepanbHbiM OPraHOM WCMOAHUTENBHOM BAACTW, OCYLLECTBAAIOWMM GYHKUUKM NO
KOHTPOJIIO M Haa30py B chepe 34paBoOOXpPaHEHMUA, B NOPALKe, ycTaHOBAeHHOM PefepasibHbIM 3aKOHOM
oT 31 uiona 2020 roga N 248-d3 "O rocyaapcTBEHHOM KOHTposae (Haa3ope) U MyHUUMMANAbHOM
KOHTpose B Poccuitickoit Pepepaunn’.

CraTba 56. U3roToBneHne 1 OTNYCK IeKapCTBEHHbIX NpenapaTos

KoHcynbTaHTlAOC: NprmeyaHue.
C01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHus (D3 o1 30.12.2021 N 463-D3).

1. U3rotoBneHune feKapCTBEHHbIX MpenapaToB anTeYHbIMW OPraHM3auvsaMKu, BeTepUHAPHbIMU
anTeYyHbIMM  OpPraHM3aUMAaAMM, WMEIOWMMU  JINLUEH3UI0 Ha  (apMaLEeBTUMYECKYO AeATe/IbHOCTD,
OCYLLECTB/ISETCA MO pPELEenTam Ha JIeKapCTBEHHble npenapaTbl, no TpeboBaHWAM MeULMHCKUX
OpraHun3aLuii, BETEPUHAPHbIX OPraHW3aLMii B COOTBETCTBUM C NpaBuIaMu W3rOTOBAEHUSA W OTMYCKa
NIEKApCTBEHHbIX  MPEnapaToB, YTBEPKAEHHbIMW  YMOJHOMOYEHHbIM  denepasbHbIM  OpraHoOm
NCMNONHWUTENbHOW BAACTU.

(B pea. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-93)

2. Npu N3roToBAEHUMN NIEKAPCTBEHHbIX MPENapaToB anTeYHbIMU OPraHN3aLUAMM, BETEPUHAPHBIMU
anTeYHbIMW  OpraHM3aUMAMM, WMEKLWMMU  NULEH3UIO Ha GapMaueBTUYECKYD  AeATeNbHOCTb,
MCMO/b3YIOTCA JIeKapCTBEHHble npenapaTbl M (Man) dapmauesTUHeckne cybcTaHLMKM, BKAKOYEHHble
COOTBETCTBEHHO B FOCYAaPCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CPEACTB ANA MeAULUHCKOrO NPUMEHEHWUS,
rocyAapCTBEHHbIN pPeecTp SIeKapCTBEHHbIX CPeACTB A/ BETEPUHAPHOrO NPUMEHEHUA, euHbIA peecTp
3aperucTpupoBaHHbIX EKAPCTBEHHbIX CPEACTB EBPa3niiCKOro SKOHOMWYECKOTO COK3a B YCTAaHOB/IEHHOM
nopagke. He AO0NyCKaeTcA MU3rotossieHMe anTe4YHbiIMM OpPraHM3aumnaAmu, BeTepUHapHbIMU anTe4YHbIMU
OPraHM3auMAMM, MMELLMMU NNLEH3UI0O HA (APMALEBTUYECKYIO AEATENbHOCTb, JIEKAPCTBEHHbIX
npenapaToBs, 3aperncTpMpoBaHHbIX B Poccuitickoin ®epepaumm.

(yacTtb 2 B pea. PegepanbHoro 3akoHa ot 05.12.2022 N 502-93)

3. MapKu1poBKa /IeKapCTBEHHbIX MPENapaToB, M3TOTOB/IEHHbIX aNTEYHbIMW OpPraHU3aUUAMMU,
BETEPUHAPHBLIMW  anTEYHbIMM  OPraHM3aUMAMM, WMEIWMMU NULEH3UIO Ha dapmaLeBTUYECKYIO
AeATeNbHOCTb, U 0bOpPMIEHUE TaKMX MPenapaToB AO/KHbI COOTBETCTBOBATb NPaBMAaM, YKasaHHbIM B
yactv 1 HacToALLEeN CTaTbM.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble opraHuWsaLuW, BETEPUHAPHbIe anTeyHble OpraHM3auuu, UMelLlIMe NULEH3UIO Ha
dbapmMaLeBTMUECKYIO AeATeIbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecoboaeHWe NPaBuU U3roTOBIEHMA U
OTMNYCKa NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuitickoit Penepaumn.

(B pen. PegepanbHoro 3akoHa ot 05.12.2022 N 502-$3)

Cratba 57. 3anpeweHue npogaxkun ¢anbcuPULMPOBAHHDBIX JIEKAPCTBEHHbIX CPeAcCTs,
Hep06pOoKaYeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1IeKAPCTBEHHbIX CPeACTB

Mpoaarka banbCUPUUMPOBAHHBIX  JIEKAPCTBEHHbIX CPeAcTs, Hef06pOoKayeCcTBEHHbIX
NeKapCTBEHHbIX CPeAcTB, KOHTPAdAKTHbLIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHune neKkapCTBeHHbIX CPeacTB
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1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MNPOU3BOAMTENAMMU JIeKAapPCTBEHHbIX
CPeAcTB, OpraHM3auMaAMM  OMNTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeyHbIMM
OpraHu3aumamMm, BETEPUHAPHBIMU anTe4YHbIMU OopraHM3aumamu, WNHOMBUAYAbHbIMK
npeAnpUHUMATENAMUN, UMEIOLLMMM NNLEH3UIO Ha PpapMaLeBTUYECKYIO AeATE/IbHOCTb AW IULLEH3UIO Ha
MEANUMHCKYIO OeATeNIbHOCTb, MeAMLMHCKUMU OpraHu3auMamMM, BETePUHAPHbIMU OPraHM3auMaMKU U
MHBbIMWU  OPraHM3auMsaMK, OCYLLECTBASIOWMMM ObpallleHMe JIeKapCTBEHHbIX CcpeacTB. XpaHeHue
JIeKapCTBEHHbIX CPeaCTB A/1A BETEPMHAPHOrO MPUMEHEHUs OpraHu3auMaMM UM UMHAMBUAYA/bHBIMU
NpeanpuUHUMATEN MU B C/IyYasX, €C/IM OHW  WUCMOJMb3YIOTCA WUCKAKOYMTENIbHO MpPU  pPasBeseHuM,
BbIPALLMBAHWUM, COAEPKAHUM U NEYEHUMN KUBOTHBIX, MOXET OCYLLECTBAATLCA 6e3 NosyYeHUs NNLEHIUM
Ha papMaLeBTUYECKYIO 4eATEeIbHOCTD.

(B pea. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna XpaHEHUA  NEKAPCTBEHHbIX CPEACTB  YTBEPXAAITCA  COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTEIbHOM BAACTM.

3. XpaHeHMe HApPKOTMYECKUX NIEKAPCTBEHHbIX CPEeACTB, NCUXOTPOMHbIX NEKAPCTBEHHbIX CPEACTB,
paanodbapmaleBTUYECKMX  /IEKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBAAETCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickon Peaepaunu.

Cratba 58.1. MpeaMeTHO-KO/NIMYECTBEHHbIN y4eT JIeKapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro
npUMeHeHusn
(sBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. [MepeyeHb NEKAPCTBEHHbIX CPEACTB AN MEAULUMHCKOTO MPUMEHEHMUA, noanexKallmx
NpPeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBepXKAaeTca YNOAHOMOYEHHbIM deaepanbHbiM  OpraHoOm
MCNONHUTENbHOM BNACTU.

2. NopsafoK BKAKOYEHUA NEKAPCTBEHHbIX CPEACTB A8 MEAUUMHCKOrOo NMPUMEHEHUs B nepeyeHb
NleKapCTBEHHbIX CPeACTB 417 MEAMLMHCKOrO NPMMEHEHMA, NOANEKALWMNX NPeAMETHO-KONMYECTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YNO/JHOMOYEHHbIM ¢eaepanbHbiIM OPraHOM MUCMOAHUTENLHOW BAACTM MO
COrnacoBaHuio ¢ ¢eaepanbHbIM OPraHOM WCMNOJIHUTENbHOW BAACTW, YMNOJAHOMOYEHHbIM B Ccdepe
BHYTPEHHMUX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaAMEeTHO-KONIMYECTBEHHDbIN y4YeT NIeKapcCTBEHHbIX CPEACTB ANA MEeAMLMHCKOTO NPUMEHEHUA
BEAYT MPOU3BOAUTENMN NIEKAPCTBEHHbIX CPEACTB, OPraHU3auMM OMNTOBOM TOProB/AW JIEKAPCTBEHHLIMM
cpeAcTBamM, anTeyHble OpraHM3aunn, UHOMBUAYabHbIE NPeANPUHUMATENM, UMEIOLLME NIULEH3UIO Ha
$bapMaueBTUYECKYIO AEeATENbHOCTb MAW JIMLEH3UIO HA MEAMULMHCKYI0 AeATeNbHOCTb, U MegUUMHCKME
OpraHuM3auMM, OcCyllecTBAsloWME OOpalleHne JIeKAapCTBEHHbIX CPeacTB 418  MEeAMUMHCKOro
NPUMEHEHWA, NyTEM PerncTpaumm nbbiXx CBA3AHHbLIX C MX ObpalieHVMeM onepauuii, Npu KoTOpbIX
N3MEHSETCA UX KOJIMYECTBO U (MN1M) COCTOAHME, B CNELMA/IbHBIX KyPHasax y4eTa onepaumii, CBA3aHHbIX
C obpalleHMem IeKapCTBEHHbIX CPeACTB 418 MeOMUMHCKOTro NpuMMeHeHus (ganee - cneuuvasbHble
KYPHanbl).

4, MpaBuna perucTpauumn onepawumii, CBA3aHHbIX C O0bpalleHMem NeKapCTBEHHbIX cpeacTs Ans
MeAMLMHCKOrO NMPUMEHEHMUA, BKNIOYEHHbIX B MepedyeHb JEeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOro
NPMMEHEHUA, Nog/eKallnX NPeaMeTHO-KOIMYECTBEHHOMY YUETY, B CNeumasbHbIX }KypHanax u npasuia
BEAEHMA W XpaHEHMUA CheumanbHblX KYPHas0B YTBEPXKAAOTCA YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHOM MUCMONHUTENIbHOM BAACTY.

5. KoHTponb 3a cobilogeHMem npasua Peructpaumm onepaumi, cBasaHHbIX C obpalieHuem
NeKapCTBEHHbIX CPeACTB A1 MeOUUMHCKOrO NPUMEHEHUA, BK/IIOYEHHbIX B NepevyeHb NeKapCTBEHHbIX
CPeAcTB ANA MEAMUMHCKOTO NPUMEHEHUA, Nog/eKawmux npeameTHO-KOJIMYECTBEHHOMY Y4YeTy, B
CneumanbHbIX KypHaiax, a TaKXKe 3a cob/ogeHMem NpaBuMA BeAEHUA U XpPaHeHWUa CrneumasnbHbiX
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KYPHaoB BO3/1araetcA Ha ynoJIHOMOY€EHHbIE d)e,u,epaanble OopraHbl NCNONHUTENbHOM BNACTU U OopraHbl
WCNONIHUTENIbHON BAACTU CYG'beKTOB Poccuitckol tDe,a,epau,MM, ocyuwecresnarume nnMueHsnposaHue
npon3soacTBa JIEKAPCTBEHHbIX CPeACTs, q)apMaLLEBTMHECKOVI AeATENDbHOCTU U Me,D,MLLMHCKOVI
AeATeNbHOCTU, N OCYyLLeCTBNAETCA B PpaMKaX IMLEH3UOHHOIO KOHTPOAA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTba 59. OCHOBaHUA M NOPAAOK YHUUTOXKEHUA NeKAPCTBEHHbIX CPeaCTB

1. HepobpokayecTBeHHble /IeKapCTBEHHbIE CpeacTBa, ¢anbCUPUUMPOBAHHbIE JIEKAPCTBEHHbIE
cpencTBa noasnexat M3bATMI0O M3 0DOpalleHMa M YHUYTOXKEHWUIO B MNOPALKe, YCTaHOBAEHHOM
MpasutenbctBom Poccuinickon Pepepaumn. OCHOBAHMEM AN YHUUTOMKEHMA NEeKapCTBEHHbIX CPeacTs
ABNAETCA  pelleHue  BAagenbLa  NIeKApCTBEHHbIX  CPeacTB,  peweHuve  COOTBETCTBYHOLWLEro
YNONHOMOYEHHOTO peaepasbHOro opraHa UCNOIHUTENIbHOM BAACTU UK peLLEHUE cyaa.

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

2. KoHTpadaKTHble IeKapCcTBEHHbIEe CPeACTBa NOA/ENKAT U3BATUIO U3 00PALLEHUA U YHUUTOXKEHUIO
no pewweHuto cyaa. MopAagoK YHUUTOXKEHUS KOHTPAaKTHbIX SIEKAPCTBEHHbIX CPeACTB YCTaHaBIMBaETCA
Mpasutenbctsom Poccuiickon ®egepaymn.

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

3. Pacxogpl, CBfA3aHHble C YHUYTOXEHMEM KOHTPahaKTHbIX /IeKApCTBEHHbIX CPeACTs,
HeA06pPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeacTs, ¢anbCUPULMPOBAHHBIX IEKAPCTBEHHbIX CPEeACTB,
BO3MELLAIOTCA UX BAaAENbLEM.

4. Bnapenew, NeKapcTBEHHbIX CPEACTB AO/IKEH NPEACTaBUTb B YNOJHOMOYEHHbIN dpenepanbHblii
OpraH WCMOJIHUTENbHOM BAACTU OOKYMEHT WAM 3aBEpPEeHHYI0 B YCTAaHOBNEHHOM MOPAAKE ero Komnuio,
noarteepxaatolime GakT YHUUTOXKEHMA IeKaPCTBEHHbIX CPEeACTB.

5. CooTBeTcTBYIOLWMIA YNONHOMOYEHHbLIA deaepanbHblii  OpraH  WUCNONAHUTENIbHON  BAACTH,
NPUHABLWIMA pelleHne 06 YHUYTOMKEHUW NIEKAPCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPO/b 33 MX
YHUUYTOXKEHNEM.

6. YHWYTOXKEHME NEKApPCTBEHHbIX CPEACTB MNPOW3BOAMTCA OPraHU3auMsaMM, UMEIOLLMMU
COOTBETCTBYIOLLYIO IMLEH3MIO, Ha cneLuanbHO 060pyA0BaHHbIX NAOLWAAKAX, NOANIOHAX U B CNeLnanbHo
060pya0BaHHbIX NoMeLleHUAX ¢ cobaogeHnem TpebosaHuii B 061acTh oxpaHbl OKpyKatoLLel cpebl B
COOTBETCTBUM C 3aKoHOAaTeNbCTBOM Poccuiickon ®egepavuu.

7. HapKoTMYecKkue JfieKapCcTBEHHble CPeacTBa, MNCUXOTPOMHbIE J/IEKAapCTBEHHbIe CPeacTBa,
paanodapmaleBTUYECKME  NIeKApCTBEHHble  CPeACTBa  YHMUTOXAKTCA B COOTBETCTBMM  C
3aKoHoaaTeibcTBoM Poccuiickoin Peaepaunu.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIoO NPUMEHEHUA

Cratba 60. locypgapcTBeHHOe peryaMpoBaHME LeH Ha JieKapcTBeHHble npenapaTtbl ANd
MeAULUHCKOro NpUMeHeHUs

1. TocypgapcTBeHHOE peryanpoBaHMe LEeH Ha J/IeKapCTBeHHble npenapaTbl A8 MeAULMHCKOro
NPUMeHeHMA OCYLLLeCTBAAETCA NOCPeACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) yTBep:kaeHus MpasutenbctBom Poccuiickoli degepaumm nepeyHs KU3HeHHO HeobXoaMMbIX U
BAKHEMLIMX JIEKAPCTBEHHbIX MPEenapaTtoB, KOTOPbIM (GOPMUPYETCH M He peKe OFHOro pasa B rof
nepecMaTpmuBaeTca B YCTaHOB/JIEHHOM MM MOPSAAKE HAa OCHOBE KOMMAEKCHOW OUEHKM JIeKapCTBEHHbIX
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NpPenapaToB, BK/AOYAA aHaAM3 CBEAEHWM O CPABHUTENbHOM KAMHUYECKOM 3¢GdEeKTUBHOCTU U
6€30MacHOCTM  /JIEKAPCTBEHHOTO CPEeACTBA, OLEHKY 3SKOHOMWMYECKUX MNOCAEACTBUI MPUMEHEHMA
NIeKAPCTBEHHOIO CPeAacTBa U M3yYeHUe AONOJHUTENbHbLIX MOCNeACTBUI NMPUMEHEHUA NEKAPCTBEHHOIO
CpeacTBa;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-93)

2) yTBepXAaeHMA MeTOAMKM pacyeTa npeaesibHbiX OTMNYCKHbIX LEeH npousBoauTenein Ha
NIEKAPCTBEHHbIE MNpenapaTbl, BK/AOYEHHble B MNepeyeHb XMU3HEHHO HeobXOoAMMbIX U  BaKHEenLWwux
JNIEKAPCTBEHHbIX NPENapaToB, a TaKKe BHeAPEeHUA MeXaHN3MOB GOPMMUPOBaHUA cUCTEMbI pedepeHTHbIX
LeH;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocypapCTBEHHOW  peructpaumm  npegesbHbiX  OTMYCKHbIX LLeH Npou3BoauTeneli  Ha
NleKapcTBeHHble NpenapaTtbl, BKAIOYEHHbIE B MNEPEYEHb KU3HEHHO HEOBXOAMMBIX W BayKHEMLWMX
NleKapcTBEHHbIX NPenapaTos;

(B pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeAeHMA rocydapCTBEHHOrO peecTpa NpedenbHbIX OTMNYCKHbIX LEH MpousBoauTeneit Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHbIE B MepeyeHb M3HEHHO HEeOBXOAMMbBIX W BarKHENLIUX
NleKapCcTBEHHbIX NpenapaTos;

5) yTBepXaeHMA MeTOAMKM YCTaHOBAEHWA oOpraHaMm WCMOJIHUTENbHOW BacTU Cyb6beKToB
Poccuiickoir Pepepaummn npeaenbHbIX Pa3smMepoB OMNTOBbIX HaAbaBOK M MpeaesibHbiX pPasmepoB
PO3HUYHbIX Ha,ﬂ,6aBOK K d)aKTVI'«IeCKMM OTNYCKHbIM UeHaMm, YCTaHOBJEHHbIM Mpouns3soanTenammn
NIeKapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHble NpenapaTtbl, BKAOYEHHble B MepedyeHb KU3HEHHO
HEeOobX0AMMbIX U BaXKHENLLNX NEKAaPCTBEHHbIX NPenapaTos;

6) ycTaHOBNEHMA MpeaesbHblX Pa3smMepoB ONTOBbIX HaabaBOK M NpeaefibHbIX Pa3mMepoB
PO3HUYHbIX HaAbaBOK K (aKTMUYECKMM OTMYCKHbIM LEHaM, YCTaHOB/IEHHbIM NPOWU3BOAUTENAMM
NleKapcTBEHHbIX MPEenapaToB, Ha JIeKapCTBEHHble NpenapaTbl, BKAIOYEHHbIE B MEpeyYeHb MKU3HEHHO
HeobX0ANMbIX U BarKHEWLIMX IeKapCTBEHHbIX NPenapaTos;

7) yTBEpPXKAEHUA NOpPsAAKa BblAaun NpennucaHuii opraHam WCMOJIHUTENbHOM BAAcTU CybbekToB
Poccuitckoit Pepepaunm o NnpMBeaeHNM B COOTBETCTBME C 3aKOHOZaTeNbCTBOM Poccuiickoit Pepepaunm
pelweHuii 06 ycTaHOBAEHUU NpedesibHbIX Pa3mMepoB ONTOBbIX HaAbaBOK U NpeaenbHbIX Pa3MepoB
PO3HWYHbIX HagbaBoOK K GaKTUYECKMM OTMYCKHbIM LEeHaM, YCTAHOBJ/IEHHbIM MNPOU3BOAUTENSMMU
JIeKapCTBEHHbIX MPENnapaToB, Ha JIeKapCTBEHHble MNpenapatbl, BK/AKOYEHHble B MepeyeHb MKU3HEHHO
HEeoBbXOAMMbIX M BaXKHEWLWWX JIeKapCTBEHHbIX MNPenapaToB, €CAM OHW MNPUHATbI C HapyLleHUem
3aKoHogaTenbcTBa Poccuitickolt ®epepaumm, B nopsaake, yctaHoBneHHom lNpasutenscteom Poccuiickom
depepaunuy;

8) HanpaBneHMA YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM WMCMOJIHUTENbHOM BAACTU OpraHam
WUCMNONIHUTENIbHOM BRacT cybbekToB Poccuiickoit Pepepaumm npegnucaHUin o nNpuBeAeHUMN B
COOTBETCTBME C 3aKOHOZATeNbCTBOM  Poccuiickon  Pegepaumm  MPUHATBIX € HapyLeHUem
3aKoHogaTenbcTBa Poccuiickoit depepaumm peweHnin o6 ycTaHOBNEHWW MpeAenbHbIX Pa3Mepos
ONTOBbIX HaAbaBOK W MpenesibHblX PasMepPoB PO3HMYHbLIX HagbaBOK K LEHamM Ha JIeKapCTBEHHble
npenapaTtbl, BK/AIOYEHHblE B MepeyYeHb MKU3HEHHO HEeODOXOAMMbBIX W BAXKHEWLIMX JIeKapCTBEHHbIX
npenaparos;

9) ocywectenenna denepanbHOro rocygapcTBEHHOro Hagsopa B cdepe  obpalleHus
NeKapCTBEHHbIX CPEeACTB M PErMoHasbHOrO TOCYAApPCTBEHHOTO KOHTPO/IA 33 NPUMEHEHMEM LeH Ha
NeKapcTBeHHble  npenapaTbl  COOTBETCTBEHHO  YMOJHOMOYEHHbIMW  defepasnbHbIMU  OpraHamm
WCMONHWUTENbHOW BNACTM M OpraHaMM WMCMONHWUTENbHOW BnacTu cybbekToB Poccuiickoit depepaumm
COrNacHO UX KOMMEeTeHLMM B NOPALKe, ycTaHoBAeHHOM MpaBuTenbctBom Poccuiickolt depepaumy;

(n. 9 B pea. PenepanbHOro 3akoHa ot 25.06.2012 N 93-93)
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10) npumeHeHMA nNpesyCMOTPEHHbIX 3aKoHozaTenbcTBOM Poccuiickoit depepaumm  mep
OTBETCTBEHHOCTM 3a HapylweHue nopagKa LeHoobpa3soBaHMA Ha JIeKApCTBEHHble MNpenapaTsbl,
BK/IIOYEHHbIE B NepeYeHb }KU3HEHHO HEOHX0AMMBIX U BaXKHEMLLMX NE€KAPCTBEHHbIX MPEnapaTos.

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

2. B ycnoBuax 4pesBblyaHON cUTyaumm n (MAn) Npu BO3HMKHOBEHMMW YrpO3bl PacnpoCTpaHeHus
3aboneBaHnA, NpeacTaBAAIOWLEr0 OMNACHOCTb AN1A OKPYMKAIOWMX, @ TaKKe B Cayyae, eciiv B TeyeHue
TPMALATU KaneHAapHbIX AHeW nocne npuHATMA lMpasutenbctBom Poccuitickoit Pepepaumnm pelweHmsa o
NpPoBeAEHUN MOHUTOPMHIA PO3HUYHBIX LEH HA JIEKAapPCTBEHHbIE MNpenapaTtbl, He BK/AKOYEHHblE B
nepeyeHb YKU3HEHHO HEOBXOAMMbIX WM BAXKHEWLWIMX JEeKAPCTBEHHbIX MpPenapaTosB, Ha TeppPUTOPUAX
cybbektoB Poccuiickon depepaumm BblABNEH POCT PO3HMYHbLIX LLEH Ha YKasaHHble JIEKAapPCTBEHHbIE
npenapatbl Ha TpuALaTb npoueHToB M bHonee, [MNpasutenbctBo Poccuitickon Pepepauumn Bnpase
YCTaHOBUTb NpesesibHble OTMNYCKHbIE LLeHbl NPOU3BOAMTENEN HA YKa3aHHbIe IeKAPCTBEHHbIE NpenapaTsl,
npegesibHble pa3mepbl ONTOBbIX HAAOaBOK M npefenbHble pasmepbl PO3HMYHBLIX HagbaBoOK K
baKTUYEeCKMM OTMYCKHbIM LEeHam Npou3BogMTeNiell Ha YKasaHHble JeKapCTBEHHble MpenapaTtol.
MepeyeHb NEKAPCTBEHHbIX NPEMapPaToB, HE BK/KYEHHbIX B MepeyYeHb MKM3HEHHO HEOBXOAMMbIX M
BAXKHEWMLIMX NIEKAPCTBEHHbIX MpenapatoB, M MNOpPALOK ero GOpMMPOBAHUA  OMpesenatTca
Mpasutenbctsom Poccuiickon ®egepaymn.

(yacTb 2 BBeAgeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

3. B TeueHne aeBAHOCTA KaneHAapHbIX AHEN CO AHA yTBepxAeHUA MpaBnTenbcTBOM PoccnincKkom
depepaunn nepeyHs, ykasaHHOMo B YacTu 2 HaCTOALLEN CTaTbW, HE AOMYCKAOTCA peasiM3aums U oTnyck
BK/IIOYEHHbIX B HEr0 NIEKAPCTBEHHbIX MPEnapaToB No LLeHam, NPEeBbIWAWMM NpeaesibHble OTNYCKHbIe
LEeHbl Npou3BOAUTENEN HA YKas3aHHble JIeKAPCTBEHHbIE NpenapaTtbl, npeaesibHble pasmepbl ONTOBbIX
HanbaBoOK M npeaesibHble Pasmepbl PO3HMYHbLIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM LieHam
npousBoauTenei Ha yKasaHHble JIeKapCTBEHHble MpenapaTbl C Yy4eTOM Hanora Ha pAob6aBfeHHyto
CTOMMOCTb.

(yacTtb 3 BBeaeHa PenepanbHbiM 3aKoHOM OT 26.03.2020 N 67-03)

KoHcynbTaHTMAOC: NpMMeyaHme.
3apernctpmpoBaHHble Ao 07.06.2019 npeaenbHble OTMNYCKHble LEHbl Mnoanexat obA3aTenbHOM
nepepernctpaummn B 2019 - 2020 roaax B cootBeTcTBUM €O CT. 2 3 07 06.06.2019 N 134-D3.

Cratba 61. N'ocyaapcTBeHHaA perncrtpayua U nepeperucTpauma npepesnbHbIX OTMNYCKHbIX LeH
npousBoAauUTesneit Ha IeKapCcTBEHHbIe NpenapaTthbl, BKAKYEHHbIe B NepevyeHb YXU3HEHHO HeobXxoaumMbIx
M BaXKHelLWnNX NeKapcTBeHHbIX NpenapaTos

(8 peq. PepgepanbHoOro sakoHa o1 06.06.2019 N 134-d3)

1. MpepenbHasa OTNYCKHaA LeHa NPOM3BOAMTENA Ha JIEKAPCTBEHHbIM Mpenapat, BK/AYEHHbIN B
nepeyeHb KM3HEHHO HEOBXOAMMbIX W  BarKHEWWMWX JIEKAPCTBEHHbIX MNpPenapaTtos, NOANEXUT
rocyAapCTBeHHOM perncTpaumu B nopaake, yctaHosneHHom lMpaeutensctsom Poccuiickoit deaepaumu,
Ha OCHOBaHMM MPeACTaBAEHHOrO B YNO/JIHOMOYEHHbIN deaepanbHblii opraH UCMOAHUTENbHON BAACTU
3aAB/IeHNA geprKaTena uav Bnagenbla PerncTpaLmMoHHOro YA0CTOBEPEHNA NEKaPCTBEHHOMO npenapaTa
(ynonHomMoYeHHOro nm nnua).

2. 3apeructpupoBaHHaa npeaenbHas OTMYCKHasA LeHa NpoM3BOAMTENA Ha JfIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNEpPeYeHb KU3HEHHO HEeOobXOAMMbBIX W BAXKHEWLIMX JIeKapCTBEHHbIX
npenapaTos, MOXeT BbITb NEPepPerncTPMpPoBaHa B CTOPOHY YBEIMYEHUA OAUH Pa3 B KaNeHZAPHOM rosy
Ha OCHOBAHMM NPEACTaB/NEHHOIO B YNOJHOMOYEHHbIV dpesepasibHbii OpraH UCNONHUTENbHOM BAACcTU A0
1 oKTAGPA KaXK[oro rofda 3afB/eHUA Aep)KaTens Wau Bnajenibla PervcTpalyMoHHOro yAo0CTOBEPEHUS
NleKapcTBEHHOTO npenapaTa (YNoJHOMOYEHHOTO UM IMLA).

3. 3apeI'VICTpVIpOBaHHa‘r'I npegenbHaa OTNYyCKHAaA UeHa Nnpou3BoauTenAa Ha }'IEKapCTBEHHbIﬁ
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npenapaTt, BK/IOYEHHbI B MEPeYEeHb KU3HEHHO HeObXOAMMbIX M BAXKHEWLMX JIeKapCTBEHHbIX
npenapaToB, MOXeT HbITb NepeperucTppoBaHa B CTOPOHY CHUMKEHWA Ha OCHOBaHWW NpeacTaBNeHHOro
B YNOJIHOMOYEHHbIN denepanbHbli OpraH WCNONHUTENbHOW BNACTM 3asBNEHUA Aep)KaTens uau
BNafenbla PerncTpaumoHHOro yAOCTOBEPEHMA JIeKAapCTBEHHOIO npenapata (YNnoJHOMOYEHHOIMO MM
mua).

4. [epxatenb AW BAafesiel, PerncTtpauMoHHOro yA0CTOBEpeHMA NeKapCTBEHHOro npenapaTa
(ynonHomoyeHHoe MM MUO) 06f3aH NpeacTaBUTb B YNOJIHOMOYEHHbIM deaepanbHblit  opraH
WCMOJIHUTE/IbHOM B/1aCTU 3aABJ/IEHNE O NepeperucTpaumnm 3aperMcTpMpoBaHHON nNpeaesibHOM OTNYCKHOM
LUeHbl MPOM3BOAUTENA Ha JIEKAPCTBEHHbIN MpenapaTt, BK/KYEHHbIM B MNepeyYeHb MM3HEHHO
HeobxoaMMbIX U BaXKHEMLLMX NeKapCTBEHHbIX NPENapaToB, B CTOPOHY CHUMKEHWS B CNeAyHOLWMX Caydanx:

1) CHWKeHMe UuUeHbl B MHOCTPAHHOM Ba/lOTe Ha JIEKApCTBEHHbLIM npenapaT B CTpaHe
npoussoguTensa u (MaM) B CTpaHax, B KOTOPbIX IEKAPCTBEHHbIVM NpenapaT 3aperncTpmMpoBaH 1 (uau) B
KOTOpble NOCTaBAAETCA MPOU3BOAUTENEM;

2) cHUXKeHMe UeH Ha pedepeHTHble NeKapcTBeHHble npenapaTbl B COOTBETCTBUMM C NyHKTOM 1
HacTosAWwen dactu (ANA COOTBETCTBYHOLIMX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MOMNOA0HGHbLIX)
JIeKapCTBEHHbIX NpenapaTos);

3) npesbllleHMe NpeaebHON OTNYCKHOW LieHbl Ha NepBblii BOCMPON3BeAeHHbIi, 6B1oaHanorosbli
(6ronoao6HbIN) NekapcTBEHHbIN NpenapaT MHOCTPAHHOTO NMPOW3BOACTBA Haj npeaenbHON OTMYCKHOM
LeHol npousBoAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit  (6MoONOA06HLIN)
JIeKapCTBEHHbIM  MpenapaT, pPaccyMTaHHOMW B  COOTBETCTBMM C  METOAMKOM, YyTBEpPKAEHHOWM
Mpasutenbctsom Poccuiickon ®epepaumu;

4) npeBbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBblii BOCNPOM3BeAEeHHbIA, 6M0aHaN0roBbIN
(6MoNoA06HbLIN) NeKapCTBEHHbIM NpenapaT MPOM3BOAUTENS [OCYAAapcTBa - uYneHa EBpaswuiickoro
3KOHOMMYECKOro COl3a Hafg npeaenbHOW  OTMNYCKHOW  LleHOW Npou3BoAuTeNs Ha  BTOpOM
BOCMPOWU3BEAEHHbIN, 6GuoaHanorosbli (6MONOAO6HLIN) NEKapCTBEHHLIA Mpenapat NpPoM3BOAUTENSA
rocyaapcrea - u4sneHa EBpPasMACKOrO 3KOHOMMWMYECKOrO COH3a, PacCYMTaHHOM B COOTBETCTBUM C
METOLMKOM, yTBEPKAEHHON MpaButenscteom Poccuiickon depepaumm.

5. Topagok nepeperucTpaumm  3aperucTpuMpoBaHHbIX  MpeAenbHbiX  OTMYCKHbIX  LeH
Npo13BOAUTENIEN Ha SIEKAPCTBEHHbIE NPENapaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAUMBIX U
Ba*KHEMLLMX JIeKapCTBEHHbIX NpenapaTtoB, B C/Ay4yasX, NpeayCMOTPEHHbIX YacTamu 2 - 4 HacToslien
CTaTby, ycTaHaBnuBaetcs MpasutenscTteom Poccuiickoii depepaumu.

6. DKOHOMWYECKMIN aHA/N3 NpeaeNbHON OTMYCKHOM LEeHbl NMPOV3BOAUTENSA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNepeYeHb KM3HEHHO HeOobXOAMMbIX W BaKHEWLMX JfIeKapCTBEHHbIX
npenapaTtoB, NpW ee TrOCY4apCTBEHHOW perncTpaumMmM WAM nNepeperncTpaumm ocylLecTBaseTcs
denepanbHbiM  OpraHOM WCMNOAHWUTENbHOW BAACTM, OCYLWECTBAAWMM  GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX NPaBOBbIX AKTOB WM KOHTPOAO 3a cobaogeHMem 3aKoHoAaTenbCcTBa B coepe
rocyAapCTBEHHOro peryMpoBaHus LeH (Tapudos) Ha ToBapsbl (ycayru).

7. PacyeT npeaenibHbIX OTMNYCKHbIX LEeH, YKa3aHHbIX B YacTax 1 M 2 HaAcToALLeN CTaTbM, NpU KX
rocyZapCTBEHHOW PerucTpaLmm uam nepeperncTpaumm ocyLwecTBiseTcs B COOTBETCTBUN C METOLMKOM,
yTBEPKAEHHOM MpasutenscTBom Poccuitickoli degepauivm v yuuTbIBaAtOLLEN B TOM YMCAE:

1) COGJ’HO,CI,GHVIG 6anaHca nHTEpPECOB ﬂOTpEﬁMTEJ’IGVI NEeKapCTBEHHbIX NMpPenapaTtoB, BKIKOYEHHbIX B
nepedyeHb *XMU3HEHHO HEO6XO,CI,VIMbIX N BaXKHeMLWmnx NNEKAPCTBEHHbIX NMpenapaTtos, U I'IpOVI3BOAVITEﬂ€ﬁ
NNEKAPCTBEHHbIX NpenapatoB, BK/IKOYEHHbLIX B MNepevyeHb MW3HEHHO HEO6XO,£I,MMbIX N BaKHEWULMX
NNEKaPCTBEHHbIX MPENapaTos,

2) paKTMUeCKyto OTNYCKHYIO LieHY Ha eKapCTBEHHbIe npenapatsbl B Poccuitickoit ®eaepaumn, LeHy
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BBO3a JIEKAPCTBEHHbIX NpenapaToB B Poccuitickyto degepaumio, a TaKKe LEHbl HAa aHANOTMYyHble
NleKapcTBeHHble NpenapaTsl, HaxoaAawmeca B obpaleHmm B Poccuiickoit Peaepaunm;

3) 3aTpaTbl NPOU3BOAUTENSA NEKAPCTBEHHOro mnpenapaTa Ha MNPOM3BOACTBO W peanusaumio
NleKapcTBEHHOTO Nnpenapara;

4) ueHy Ha fIeKapCTBEHHbIN Npenapar, ero LeHy B CTpaHe NPoOU3BOAUTENA U B CTPaHaXx, B KOTOPbIX
JIeKapCTBEHHbIN NpenapaT 3aperncTpuposaH u (Man) B KOTOPbIe NOCTaBAAETCA MPOM3BOAUTENIEM.

8. He pgonyckatoTca peannsauma n OTNYCK IeKapCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepeyeHb
KM3HEHHO HEobXoAUMBbIX U BaXKHEWLLMX IEKAPCTBEHHbIX NpenapaTos, Ha KOTOpble NPOM3BOAUTENAMMU
JIEKapCTBEHHbIX MPenapaToB He 3aperucTpupoBaHa npeaenbHasa OTMNYCKHaA LUeHa, peasausauus
Npou3BOAUTENMM NEKAPCTBEHHbIX NPEnapaToB Mo LeHam, NPeBbIWatoWwmMm 3aperncTpMpoBaHHbIe Uan
nepeperucTpmpoBaHHbIe NpeaesibHble OTMYCKHbIE LEeHbl Ha NeKapCTBEHHbIE NpenapaTtbl C y4eTOM Hanora
Ha ao6aBfeHHY CTOMMOCTb.

9. OcobeHHOCTM  roCyAapCTBEHHOTO  PEryiMpoBaHUA  MPeAenbHbiX  OTMYCKHbIX  LEH
npounsBoauTenei Ha eKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HE0bX04MMbIX U
Ba)KHEMLLMX NIEeKaPCTBEHHbIX MPenapatoB, B 3aBUCMMOCTM OT 3KOHOMMYECKUX W (MAK) coumanbHbIX
Kputepues (U3MeHeHWe YCNOBUIA, NopaaKa U CTOMMOCTU MPOM3BOACTBA JIEKAPCTBEHHbIX MPENapaTos,
MCNosb30BaHWEe HOBbIX GOpPM, METoAoB WM CnocoboB rocygapCTBEHHOrO PeryinpoBaHMa LIeH Ha
JIeKapCTBEHHble MpenapaTbl, B TOM YWC/le Ha OCHOBE MexaHu3Ma pedepeHTHOro LLeHoobpasoBaHwus,
M3MEHEHWU MNopsAagKa OKasaHMA MeAWMUMHCKON NMOMOLLM, U3MEHEHMe Kypca WHOCTPaHHOW BasntoTbl U
WHble N3MeHeHMUA) ycTaHaBamBatoTca MpasutenbcTBom Poccuitickont degepauuu.

(8 pea. PegepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. lOCypapCTBEHHbIW peecTp npegenbHbIX OTNYCKHbIX LLEH NpousBoguTene Ha
JIeKapCcTBeHHble MNpenapaTtbl, BK/IOYEHHble B NepeyvyeHb KU3HEHHO Heo6XoAUMBIX U BaKHEMULMUX
JIeKapCTBEHHbIX NpenaparTos

1. 3aperncTtpupoBaHHble WAM MNEPEePerucTpMpoBaHHble MpeaefbHble  OTMNYCKHblE  LiEHbI
npousBoauTeNei Ha NeKapCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B MEPEYEHb }KU3HEHHO HEOBXOAMMbIX U
BaXKHEMLUMX JIEKAPCTBEHHbIX MPEnapaToB, MOANEXAT BK/AOYEHUIO B [OCYAAPCTBEHHbLIA peecTp
npeaenbHbIX OTNYCKHbIX LLEH NPou3BOAUTENE Ha JIeKapCTBEHHble NpenapaTbl, BK/AKOYEHHblE B
nepeyeHb *KU3HEHHO HEOOBXOAMMbBIX M BarKHEMLLNX NEKAPCTBEHHbIX NPenapaTos.

(B pen,. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. FocynapcTBEHHbIN peecTp NpeAesibHbIX OTMYCKHbIX LeH NPOouM3BOAMTE/IEeN Ha JIEKAapCTBEHHbIE
npenapatbl, BK/IOYEHHblE B MeEpPeYeHb MKM3HEHHO HEOOXOAMMbBIX W BaAXKHEMLLMX JIeKapCTBEHHbIX
npenapaTos, COAEePXUT B cebe cneaytowyto nHdopmaumto:

1) HauMmeHOBaHMe pgepXaTens WAM  BAagenbla  PerucTpaumoHHOro  yAoCTOBepeHus
JIeKapCTBEHHOro npenaparta, HaumeHoBaHMe NPOU3BOAUTENA NIeKapCTBEHHOro npenaparta, CBeAeHus o
perucTpaumumn aepskatena MWAWM  BAadenblia pPerncTpalyMoHHOrO Y/AOCTOBEPEHUA 1eKapCTBEHHOro
npenapara, cBeAeHMUA O perucTpaLumn NpoM3BOANUTENA NEKAaPCTBEHHOIO npenapaTa A8 MeAuLMHCKOro
NPUMEHeHNA B KayecTBe HasoronaaTesbliMka B CTpaHe perucTpauuun (418 POCCUMCKUX HOPUANYECKUX
1L, - MAEHTUPUKALMOHHBIN HoMep HanoronaatenblimKka (MHH), Ana MHOCTPaHHbIX KOPUAUYECKUX ANL, -
CTpaHa perucrTpaumm, HaMMeHOBaHWEe PerncTpUpyloLero opraHa, PerncTpaLMoHHbIA HOMep, KoA
HanoronateNbliMKa B CTpaHe perucTpaunm (MHKoprnopaummn) uaM ero aHanor), MecTo HaxoXaeHus
NPOM3BOACTBEHHbIX NNOLWAA0K, Y4aCTBYHOLMX B NpoLLecce NPpon3BOACTBa NEKAPCTBEHHOro Npenapara, ¢
yKasaHuem CTaguu npouecca Npou3BoACTBa;

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

2) HanmeHoBaHWe NEeKapCTBEHHOTO npenaparta (ME)K,CI,YHapO,CI,HOE HEenaTeHToBaHHOEe, Wan
rpynnmnpoBoYHOE, NN XumMmmn4yeCKoe U Toprosoe HaMMeHOBaHMﬂ),'
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(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
3) HomMep perncTpaLMoHHOro YA0CTOBEPEHUA IeKapCTBEHHOro Npenapara;

4) nekapcTBeHHas GopmMa C yKasaHMeM L03UPOBKM IEKAPCTBEHHOIO NpenapaTta M ero KoamMyecTsa
BO BTOPMYHOW (MOTPEebUTENbCKOM) YNAaKOBKE, @ TAKKe KOMMIEKTHOCTb;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpupoBaHHan npefesibHaa OTNYCKHanA LieHa Ha 1IeKapCTBEHHbIN npenapaT B pybasx;
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) gata n HoMep NpuKasa ynoJHOMOYEHHOro denepasibHOro opraHa UCMOIHUTE/IbHOM BAACTU O
rocygapcTBEHHOM  perncTpauym WAn  nepeperucTpaumm  npefaenbHoM  OTMYCKHOM  LeHbl  Ha
JIEKapCTBEHHbIM MpenapaTt, BK/AKOYEHHbIA B MEpeYeHb KMU3HEHHO HEOOXOAMMBIX M  BarKHEMLWUX
JNIEKAPCTBEHHbIX MPenapaTos;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) paTta BCTYMNJIEHWA B CUITY NMPUKasa YNOJHOMOYEHHOTO dpesiepasibHOro OpraHa UCMOIHUTENbHOW
BNAaCTM O T[OCYAAPCTBEHHOW perucTpauun uAn nepeperucTpauumn npeaenbHol OTMYCKHOM  LeHbl
Npou3BOAUTENSA HA NEKAPCTBEHHbIN MPenapaT, BKAKOYEHHbIA B NepeyeHb KU3HEHHO HeobxoauMbIX U
Ba*KHENLLMX IeKaPCTBEHHbIX NpenapaTos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHoM OT 06.06.2019 N 134-93)

7) WTPUXOBOWN KOoA, HAHECEHHbIN Ha BTOPWUYHYIO (NOTPEBUTENBCKYIO) YNAaKOBKY NeKAapCTBEHHOro
npenapaTa;
(n. 7 BBegeH ®epepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-03)

8) KoA, NeKapcTBEHHOro npenapata No aHaTOMO-TEpPaNeBTUYECKO-XMMUYECKOW KaaccuduKaLmm,
pekomeHA0BaHHOW BceMmnpHoO opraHusaLmelt 34paBooXpaHeHms.
(n. 8 BBeaeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3. TocypapcTBeHHas perucTpaums WauM nepeperncTpauus npenenbHblX OTNYCKHbIX LeH Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEeOoO6XOAMMbBIX M BarKHEMLUX
NIeKapCTBEHHbIX NPEenapaToB, BeAeHWE T[OCYyAapPCTBEHHOrO peecTpa NpeAenbHbIX OTMYCKHbIX LeH
npoussoauTenelt Ha NeKapcTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NepeYyeHb KU3HEHHO HEOHXOANUMbIX U
Ba)KHEMIUMX  NIEKAPCTBEHHbIX  MPENapaToB, OCYLLECTBAAIOTCA B NOPSAKE,  YCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®egepaymn.

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

Ctatba 63. YcraHOB/ieHMe OpraHamu WUCMOJIHUTENIbHOW BAAcTU cy6bekToB PoccuiicKoii
depepaummn npegenbHbiX Pa3MepoB ONTOBbIX HaA0aBOK M npepenbHbIX PasmMepoB PO3HUUHbIX
Haab6aBoK K GaKTMUECKMM OTNYCKHbIM L,eHaM, YCTAaHOBAEHHbIM NPOU3BOAUTENAMM JIEKAPCTBEHHDbIX
npenaparos, Ha /IeKapCTBeHHble npenapaTtbl, BK/AOUYEHHbIE B NepeyeHb XU3HEHHO HeobXogumMbIX U
Ba*KHeMLMX IeKapCTBEHHbIX NpenapaTos
(B pen. PegepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNOMHUTENbHOW BAACTM CybbeKToB Poccuiickoit depepaumu  ycTaHaBAMBAOT
npegenbHble pasmepbl ONTOBbIX HagbaBOK W NpefesibHble pPasmepbl PO3HWMYHBIX HAZbaBOK K
$aKTUYECKMM OTMYCKHbIM UeHam (6e3 yyeTa Hasnora Ha A06aBJEHHYH CTOMMOCTb), YCTAHOBNEHHbIM
NPOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHble NpenapaTbl, BK/OYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMBIX WM Ba)KHEWWMWX JIeKAapCTBEHHbIX MpPenapaToB, B COOTBETCTBUM C
YTBEPKAEHHOM B MOpsAAKe, ycTaHoB/AeHHOM [MpasutenbctBom Poccuiickoi Pepepauumn, meToamKomn
YCTaHOB/IEHWA OpraHaMu WCNOJIHUTE/IbHOW BAacTu cybbekToB Poccuiickon depepaunn npepenbHbIX
pasmepoB ONTOBbIX HaAbGaBOK M MNpefeNibHbIX Pa3smMepoB PO3HUYHLIX HagbaBOK K (AKTUYECKUM
OTNYCKHbIM  LleHaM, YCTaHOB/IEHHbIM  MPOM3BOAUTENAMM  JIEKAPCTBEHHbIX NpenapaToB, Ha
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NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepeyeHb M3HEHHO HeobXoAUMbBbIX W  BarKHEMLMUX
NleKapCTBEHHbIX npenapatoB. [POeKTbl peleHUiA OpraHoB WCNONHUTENbHOW BNAcTU CcybbeKkToB
Poccuiickolt depepaumn 06 ycTaHOBAEGHUU U (MAN) U3MEHEHUU NpeaenbHbIX PasmMepoB ONTOBbIX
HanbaBoOK W npeaesnbHbIX Pa3sMEPOB PO3HUYHLIX HAA0aBOK K GaKTUUYECKMM OTMYCKHbIM LEeHaMm,
YCTAaHOB/IEHHbIM NpPON3BOAUTENAMU JIEKAPCTBEHHbLIX MPenapaTtoB, Ha JIEKapCTBeHHble npenaparsbl,
BK/IlOYEHHbIE B nNepevyeHb XWU3HEHHO HGO6XOAVIMbIX U BaKHEMLWMUX NNIEeKapCTBEHHbIX MNpenapaTos,
nognexat CcornacoBaHMw C YNOJIHOMOYEHHbIM d)ep,epaanblm OopraHom MUCNO/IHUTENbHOM BN1aCTH,
OCYLLECTBAAOWMM  PYHKLMM NO MPUHATUIO HOPMATMBHbLIX MPABOBbIX AKTOB M KOHTPO/AO 3a
cobnoaeHnem 3akoHoAaTeNbCcTBa B cdepe rocyaapCTBEHHOro peryaumposaHua LUeH (Tapudos) Ha
ToBapbl (ycnyru), B nopsaKe, yctaHoBaeHHoM MpaBuTtenbcTBom Poccuiickoit Peaepaumu.

(8 pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-93, 07 27.12.2019 N 475-03)

2. OpraHusauymn ONTOBOK TOProB/AW NIEKAPCTBEHHbIMM CPEACTBAMM, aNTeYHble OpraHM3auuu,
WHAMBUAYANbHbIE NpeanpUHUMaTENN, UMEKLWME NNLEH3UI0 Ha (apMaLLEBTUYECKYIO AEATEbHOCTD,
MeANUMHCKME OpraHM3aumn, Mmerolwme AUULEH3UIO Ha (apMaueBTUUECKYD AeATeNnbHOCTb, U UX
060cobeHHble noapasgenenuns (ambynatopun, denbgluepckne U denbalepCcKo-akyLWepcKkmMe NyHKTbI,
LeHTpbl (oTaeneHus) obuwielr BpayebHolM (cemerHONM) NPaAKTUKKU), PACMONIOXMKEHHble B CE/IbCKUX
HacCeNIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OPraHM3auum, OCyLLECTBAAIOT peanusaunto
JIeKAPCTBEHHbIX MPEenapaToB, BKAIOYEHHbIX B MepeyeHb XU3HEHHO HEeOoBXOAMMbIX W  BaXKHEMLMX
JIeKApPCTBEHHbIX MPEnapaTos, MO LUeHaM, KoTopble GOPMUPYIOTCA B COOTBETCTBMM C MOPAAKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBom Poccuiickoit ®egepaLmm, n ypoBeHb KOTOpbIX (6€3 yyeTa Hasnora Ha
[06aBNEHHYI0 CTOMMOCTb) He [AO0NXeH npeBbllaTb Cymmy (aKTUYECKOM OTMYCKHOM  LieHbl,
YCTaHOBJIEHHOW npousBoauTenem JIeKapCTBEHHOIO npenapara, He npesbllLatoLwwen
3aperncTPUpPoOBaHHOM UK NEPEPErucTPUPOBaHHON NpeaenbHON OTMYCKHOW LeHbl npoussoantens (Ha
OaTy peanunsauuu IeKapCTBEHHOro npenapaTta Npov3BOAMTENIEM), U pasmepa ONTOBOM HaAbaBKU U
(unn) pasmepa pPO3HUYHON HaAbOaBKW, He NPEBbLIWAKWMX COOTBETCTBEHHO pasmepa npeaenbHoM
ONTOBOW HaabaBKM W (MNKU) pasmepa nNpenenbHOW PO3HUYHOW HaabaBKW, YCTAaHOBNEHHbIX B CybbeKkTe
Poccuitckoin Pepepaumn.

(yacTtb 2 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MCNOAHUTENbHON BAacTM cybbekToB Poccuitickolt depepaumm pasmelLaroT B CeTu
"UHTepHeT" MHPOPMALMIO O 3apErNCTPUPOBAHHbBIX NPesesbHbIX OTNYCKHbIX LLEeHAX Npou3BoauTesel Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb MKM3HEHHO HEOOXOAUMbBIX W BAXKHENLIMX
JIeKapCTBEHHbIX MpenapaToB, 06 YyCTAaHOB/AEHHbIX B CybbekTe Poccuitickont depepaumm npeaenbHbIX
pa3mepax ONTOBbIX HaA0ABOK M (M) NpPeaenbHbIX pasMepax PO3HMYHbIX HaA0aBOK K YCTAHOBAEHHbIM
NPOW3BOAUTENAMM NEKAPCTBEHHbIX NPEenapaToB GaKTUYECKMM OTMYCKHbIM LLEHAM Ha JIeKapCTBEHHbIe
npenapaTtbl, BK/IOYEHHblE B MepeYeHb KU3HEHHO HEOOXOAMMbBIX W BAXKHEWLIMX NIEKAPCTBEHHbIX
NpPenapaToB, a TaK¥Xe O CYMMe 3aperMcTpMpoBaHHbIX NpeaesbHbIX OTNYCKHbIX LEH Npou3BoguTenei Ha
NleKapCTBEHHbIE MpenapaTbl, BKAKOYEHHble B MNepevyeHb KU3HEHHO HeobBXOAMMBIX W BaAXKHEWULINX
NIeKapCTBEHHbIX NPenapaToB, YCTaHOBMEHHbIX B cybbekte Poccuitickot ®Pepepauumn npepenbHbIX
pa3sMepoB OMNTOBbIX HaA0aBOK W MpefefibHbiX Pa3smMepoB PO3HMYHbLIX HafbaBOK W Hanora Ha
nobaBneHHyto ctoumocTtb. MHPopmauma, npeaycMOTpeHHaa HACTOALEN YacTbio, AOKHA HaxoamuTbCA
TaKKe B anTeYHbIX OPraHn3aumax B AOCTYNHOM AA BCEX 3aMHTepPeCcoBaHHbIX nL, opme n 06HOBAATLCA
Nno mepe ee pasmMelleHUAs OpraHaMu UCNOAHWUTENbHOW BRactu cybbektoB Poccuiickolt ®epepauunmn B
cetn "UHTepHeT".

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

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblit 3aKoH o1 27.12.2019 N 475-3.

Fnasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3SOMNACHOCTU
NEKAPCTBEHHbIX MPENAPATOB, HAXOAALLUUXCA B OBPALLEHUU
B POCCUIACKOMN GEAEPALIUN
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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CratbAa 64. dapmaKoHaas3op
(8 pen. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble NpenapaTbl, HaxogdAumeca B obpalieHmm B Poccuiickoit Peagepaumn, noanexart
MOHUTOPUHTY 3PPEKTUBHOCTM W  OE30MaACHOCTU B UENAX BbIIBNEHMA BO3MOMKHbIX HEraTUBHbIX
NnocneacTBUin UX NPUMEHEHUA, MHAMBUAYA/IbHON HENEePEeHOCUMOCTH, NpeaynpexaeHna meanuuHCKUX
paboTHUKOB, cneumanuctoB B 061acTu BeTepUHapUMK, MALUEHTOB WAM BAAAE/bLEB MUBOTHbLIX U UX
3alNTbI OT MPUMEHEHMA TaKMUX 1IEKAaPCTBEHHbIX NPEenapaTos.

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

2. ®apmaKoHaA30p OCYLEeCTBAAETCA COOTBETCTBYIOWMM YNONHOMOYEHHbIM deaepanbHbIiM
OPraHoOM MCMONHWUTENIbHOW BNACTU B YCTAHOBAEHHOM MM MOPAAKE MyTEM aHANM3a NpPeaoCTaBAAEeMOM
cyObeKkTamn  0b6pallleHMA  NEeKapPCTBEHHbIX CpeacTB  WMHPopmaumm O  NOBOYHBbIX  AEWUCTBUSAX,
HerXKenaTesbHbIX PeaKkLMaX, CEPbE3HbIX HEXeNaTeNbHbIX Peakumsax, HenpeaBUAEHHbIX HeXenaTebHbIX
peakumax npu NPUMEHEHUW NEKAPCTBEHHbIX MPenapatos, 06 WHAMBWUAYA/IbHOW HENepeHOCUMOCTH,
oTCyTCTBUMU 3PPEKTUBHOCTM NIEKAPCTBEHHBIX NPEMNAPATOB, a TaKKe 06 MHbIX GaKTax U 0BCTOATENLCTBAX,
NPeACTaBAAOWMNX YIPO3y MU3HM WAW 340POBbI YesoBEKA JIMOO KMBOTHOTO MNPU MPUMEHEHUU
JIeKAPCTBEHHbIX NPENAPaATOB M BbIABAEHHbIX HA BCEX 3Tanax 06paLLEHMA EKAapPCTBEHHbIX NPenapaTos B
Poccuiickoit depepaunm n apyrux rocygapcraax.

3. Cy6beKTbl 0bpalleHna NekapcTBEeHHbIX CPeACcTB B NOpAAKe, YCTaHOBAEHHOM YNOJHOMOYEHHbIM
denepanbHbiM  OpPraHOM WMCMOJIHUTE/IbHOM  BAAacTK, 006fA3aHbl coobWaTb B YMNOJIHOMOYEHHbIN
denepanbHbli OpraH WCMOJIHUTENbHOM BAAcTU O MOOOYHbIX AENCTBUAX, HEXKENATENbHbIX Peakuuax,
Cepbe3HbIX HEMXKeNaTeNbHbIX Ppeakumusax, HenpeaBUAeHHbIX HeXXenaTebHbIX peakumuax npu npumeHeHuu
JIeKapCTBEHHbIX MpenapaTtos, 06 WHAMBMAYA/IbHON HENepeHOCMMOCTU, OTCYTCTBUU 3DEKTUBHOCTU
JIeKapCTBEHHbIX MPEenapaToB, a TakKe 06 MHbIX ¢akTax M 0bCToATeNbCTBAX, NPeACTaBAAIOLWMX Yrpo3y
KU3HU UKW 300POBbI0 YesloBeKa MO0 KMBOTHOTO NMPU MPUMEHEHUU JIEKAPCTBEHHbIX MPenapaTtos U
BbIAB/IEHHbIX Ha BCEeX 3Tanax obpalieHua NeKkapcTBeHHbIX npenapatoB B Poccuiickoit depepauyn u
APYr1X rocyaapcreax.

4, [JepxaTenu uan Bnagenblbl PErMCTPALMOHHBIX YAOCTOBEPEHMUI NEKAPCTBEHHbIX NPEnapaTos,
lopUaNYECKME NMLA, Ha MMA  KOTOPbIX BblAaHbl paspeleHuMs Ha MNpoBeAeHMe  KAUHMYECKUX
nccnenoBaHuii B Poccuitickoli depepaumn, aiMb6o ynonHOMOYEHHbIE UMUK ApyrMe lopuanyeckme mua B
pamKax obecneyeHus 6e30MacHOCTM J/IEKAPCTBEHHbIX MpenapaTtoB B MNOPAAKE, YCTaHOBAEHHOM
COOTBETCTBYIOWMM YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOIHUTENbHOW BNacTi, o6A3aHbl
OCYLWLECTBAATb Npuem, yyeT, 06paboTKy, aHaNM3 U XpaHEHMEe MOCTYNalolWmMX B UX agpec oT CybbeKkToB
obpalleHMa NeKapCcTBEHHbIX CPeACTB M OPraHOB rOCYAApPCTBEHHOM BNACTU COOOLWEHUI O NOBOYHbLIX
OENCTBUAX, HEXenaTeNlbHbIX  PeaKUMAX, CepPbe3HbIX HeMKenaTeNbHbIX W HenpeaBUAEeHHbIX
HexkenaTeslbHbIX Peakumax Npu MPUMEHEHMM JIeKapCTBEHHbIX MpenapatoB, 06 OCOBeHHOCTAX WX
B3aMMOZENCTBUA C APYTMMM NEKAaPCTBEHHbIMKU MpenapaTamu, UHAMBUAYANbHOM HENepeHOCMMOCTH, a
TaKke 06 MHbIX PpaKTax U 0bCTOATeNbCTBAX, NPEACTABAAOWMX YIPO3Y KU3HU UM 340POBbIO YeoBeKa
IMB0 KUBOTHOTO MW BAUAIOWMUX HA U3MEHEHNE OTHOLIEHMUS OXKMAAEMOW MO/Ib3bl K BO3MOXKHOMY PUCKY
NPUMEHEHWA IEKAPCTBEHHbIX NPENapaToB.

5. Mpu BbIABNEHUU UHDOPMALMKN O CEPbE3HbIX HeKenaTesbHbIX peaKkuuax U HenpeaBuaeHHbIX
He)KenaTe/IbHbIX Peakumax Mpu MNPUMEHEHUN NeKapCTBEHHbIX npenapatos, 06 0COBeHHOCTAX UX
B3aMMOAENCTBMA C APYrMMW NEeKapCTBEHHbIMUM NpenapaTtamun, UHAMBUAYaANbHOW HENepeHOCUMOCTH, a
TaK»Ke 06 MHbIX paKTax U 0BCTOATENbCTBAX, BAUAIOWMNX HA U3MEHEHUE OTHOLLEHNA 0XKAaeMON NOJb3bl
K BO3MOXHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHbIX MpenapaTos, AepyKaTenn WauM Baagenblibl
PEerncTpaLmnoHHbIX YAOCTOBEPEHUI IEKAPCTBEHHbIX NMPEnapaTos, oPUANYEeckme anua, Ha MMA KOToPbIX
BblAaHbl paspelleHna Ha npoBedeHne KAMHUYECKUX uccieaosaHuii B Poccuitckon ®epepauumn, nmbo
YNO/IHOMOYEHHbIE UMK Apyrve opuamyeckue avua o6asaHbl MPUHATL Mepbl, HanpasieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MOCAEACTBMI  NPUMEHEHMA  TaKUX  NIEKapCTBEHHbIX  MpenapaTos,
npeaynpexaeHne NpuUYMHeHUs Bpeaa XU3HN UAN 300POBbI0 YeNoBeKa B0 KUBOTHOTO, 3aLUTY UX OT
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NMPUMeEHEHUNA TaKNUX NEKAPCTBEHHbIX NMPEeNapaTos, Ha ,CI,OI'IO}'IHMTEIIbeIVI c6op AaHHbIX 06 3¢¢EKTMBHOCTM
1 6e30MacHOCTM TaKmX NEKapPCTBEHHbIX NpenapaTos.

6. 3a HecoobLLeEHNE UM COKPbITUE MHOPMALUMM, NPEAYCMOTPEHHOW YacTbio 3 HAcTOALLEM CTaTby,
aepxatenu uAM  Bnagenblbl  PErucTpPauMoHHbIX YAOCTOBEPEHWUIM /NIEKAPCTBEHHbLIX MpPenapaTos,
opuanyecKkme uua, Ha WMS  KOTOPbIX BblAaHbl paspelleHnss Ha npoBeAeHUe  KIMHUYECKUX
nccnenoBaHuin B Poccuiickoit ®eaepaumm, 1MbO ynosIHOMOYEHHbIE UMUK ApyrMe puanyeckme amua, a
TaKXe A0/KHOCTHbIE /1ML, KOTOPbIM 3Ta MHPOpPMAUMA CTana U3BECTHA NO poay Mx npodeccnoHaibHOM
AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickoin Peagepaumu.

7. Mpy nony4yeHUN ynosHOMOYEHHbIM pesepasibHbiM OPraHOM UCMOHUTEIbHOM BAACTU B paMKax
oCylecTBNeHMsa MM papmaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBMM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TpPeboBaHWAM WAM NPU MNOJNYYEHUN MHOPOPMALUM O HECOOTBETCTBMM JaHHbIX 06
apPeKTUBHOCTM M 0 6e30NacHOCTN IeKaPCTBEHHOrO NpenapaTta AaHHbIM O JIEKaPCTBEHHOM npenapare,
COAEPMKALMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/E BbISIBIEHHBIX B XOA4E OCYLEeCTBNEeHUA
dbapmaKkoHaa30pa KOHTPOJIbHO-HAA30PHbIMW OpraHaMyM MHOCTPAHHbIX FOCYAapcCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTENbHOW BAACcTU B YCTAaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAaKOro 1IeKapCTBEHHOrO Npenapara.

Cratba 65. lpnocraHoBneHUe NpUMEHEHUA NeKapCcTBEHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpw nonyyeHUn MHPopMaLMKN O HeXeNaTeNbHbIX PeakLMAX NP NPUMEHEHUM NEKAaPCTBEHHOTMO
npenaparta, He YKasaHHbIX B MHCTPYKLUUKM MO MPUMEHEHMIO JIEKAPCTBEHHOrO Mpenaparta, CepbesHbiX
HexenaTeslbHbIX peaKkuusax, 06 0COBeHHOCTAX ero B3aMMOALEWCTBUA C APYTMMMU JIEKAPCTBEHHbIMU
npenapaTamu, KOTopble MOTYT NPEACTaBAATb YIPO3Y KU3HU UM 300POBbIO YeoBEKA MO0 KUBOTHOTO,
a TaK)Ke 0 HECOOTBETCTBMM AaHHbIX 006 3pdeKTUBHOCTM M 0 6e30NacHOCTU IeKapCTBEHHOMO NpenapaTa
OaHHbIM O JIeKapCTBEHHOM Mpenaparte, COAEPXKALLMMCSA B MHCTPYKLMM MO €ro NpUMEHEHUIo, B TOM
ynucae OT YNOJSIHOMOYEHHbIX OPraHOB MHOCTPAHHbIX rocyaapcTs, 0bMeH KOTOPOM OCyLecTBAAeTCA B
COOTBETCTBUM C COTNALIEHUAMM MEXKAY YNOAHOMOYEHHbIM denepanbHbiM OPraHOM MCMOAHUTENbHOM
BJACTU U YNOJIHOMOYEHHbIMM OpraHaMM WMHOCTPaHHbIX FOCYAapCTB, YNOJHOMOUYEHHbIN deaepanbHbIii
OpraH UCMOAHWUTENbHOW BAACTU PaccCMaTPUBAET BOMNPOC O BO3MOXHOCTM MPUOCTaHOBAEHNA 0bpalleHuA
TAaKOrO JIeKapCTBEHHOro npenapaTta B NopaAKe, YCTaHOB/JEHHOM YMNO/JHOMOYEHHbIM ¢eaepanbHbIM
OpraHOM MUCMNOHUTENIbHOM BAACTW.

2. TpY HEWUCNONHEHUM WAM HEHAANENKALEM MCMNOAHEHUM AEPXKATENAMM WMAW BAALENbLAMM
PEernucTPaumMoHHbIX YAOCTOBEPEHUIM JIEKAPCTBEHHBIX MPENapaToB, IOPUAVYECKUMMU JIMLAMKU, HA UMSA
KOTOPbIX BblAaHbI pa3pelleHus Ha NpPoBeaeHNe KAMHUYECKUX UcCaefoBaHuii B Poccuiickoi ®egepaumn,
WUAW YNOJSIHOMOYEHHBIMU UMW  APYTUMU  IOPUANYECKUMU NNLAMUM  00A3aHHOCTEN, YCTAaHOBJ/IEHHbIX
yactamm 3 u 4 ctatbn 64 Hactosiwero PegepanbHOro 3akoHa, MO0 B CAyyasx NpeacTaBieHUs
COOTBETCTBYIOWMM YNOJHOMOYEHHbIM defepasibHbIM OPraHOM UCMOIHUTENIbHOM BIACTU 3aKNHOUYEHUA O
HEeLOCTOBEPHOCTU PE3y/NbTaTOB  KAMHMYECKOr0 WCCIefL0BaHWA JIeKapCTBEHHOro npenapata  As
MeOMLMHCKOrO MPUMEHEHUsi, KOTOpoe OCHOBAaHO Ha pesyabTaTax MNpPOBEPKM  MeAWLIMHCKON
OpraHuM3auMM, MPOBOAMBILEN YKA3aHHOE K/AMHWYECKOE WCCNef0BaHME C  HapylueHWem MnpasBui
Hag/exallen KAMHUYECKOM NPAKTUKKU, U NMPUBEO K MOJIlyYeHUI0 HEAOCTOBEPHbIX Pe3ynbTaTos, M60 B
C/lyyae HeBbIMOJHEHUA MpPeAnucaHnsa, BblAAHHOTO YMNOJHOMOYEHHbIM deaepasbHbiIM  OpPraHoM
NCMNONHWUTENBHOW BAACTU NO UTOraM OCYLLECTBAEHUA BbIBOPOUYHOrO KOHTPOAA KayecTBa 1eKapCTBEHHOMO
npenaparta, YNoJAHOMOYEHHbIN deaepanbHblii opraH UCNOAHWUTENbHOW BAACTU B YCTAaHOB/JIEHHOM MM
nopsfKe paccMaTpMBaEeT BOMPOC O NPUOCTAaHOBAEHUM NPUMEHEHMA TAaKOrO 1IeKapCTBEHHOTO Npenapara.

3. YnonHomoueHHbIn deaepasbHbiit OpraH WUCNONHUTENbHOM BAACTU NPW MNpeacTaBAeHUM emy
CBEOEHUMN O HEecoOTBETCTBMM MPOM3IBOAUTENA J/IEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM npaBua
HaZ/ieXKallei MpPOM3BOACTBEHHOW MNPAKTUKM WU (MAM) O HaApyLEHUM JIULEH3NOHHbIX TpeboBaHWiA,
KoTopble 6bliM BblABAEHbI B X04€e MNPOBEAEHUA WHCMEKTUMPOBAHMA MNPOMU3BOAUTENA NIEKAPCTBEHHbIX
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cpeacts nmam ocyuwecrsneHnAa AUMUEH3NOHHOINO KOHTPOA B c¢epe npon3soacTBa J/1IEKAPCTBEHHDbIX
cpeacts U npueBean WA MOryt npuBectM K NPOU3BOACTBY JIEKAPCTBEHHbIX nMNpenapatos AnA
MeaNUNHCKOIo npumeHeHuA, NpuYnHunBLlWInNX naun CNOCOBHbIX NPUYNHNTD Bpea XU3HU Uan 340p0BbHO
rpaxgaH, pacCMaTpuBaeT BOMPOC O NPUOCTaHOBAEHUN NMPUMEHEHNA NEeKAaPCTBEHHbIX NpenapaTtos AnA
MeanunHCKOro npumeHeHna B yCTaHoB/IEHHOM UM MopAAKe B CieAyWnX Cayvyaax:

1) coctaB u (MnAn) TeEXHONOrMA NMPOU3BOACTBA JIEKAPCTBEHHOIO NpenapaTta Ans MeAMLMHCKOro
npumeHeHusa (C onucaHMem cTaguii NPOU3BOACTBA) OTIMYAIOTCA OT 3aABJIEHHbIX B PErmcTPaLMOHHOM
40Cbe;

2)  NeKapCTBEHHbIM  npenapaT 4aa  MeAUUMHCKOTO  NMPUMEHEHWAa  npousBegeH  Ha
NPOW3BOACTBEHHON NNOLWAAKE, HE YKa3aHHOM B PermcTpaLMoOHHOM AOCbE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MNOATBEpKAalolime
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta ANs MeAWMUMHCKOrO NPUMEHEHUs, BBOAMMOrO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPUY Ero rocyAapCcTBEHHOMN perncTpaumm;

4) npousBoOAMTENEM JIEKAPCTBEHHbIX CPEeACTB B  COIMACoOBaHHbIA C  COOTBETCTBYHOLLMM
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM MCMONHUTENbHOM BNACTU CPOK He YCTPaHEeHbl HapyLlueHusA
TpeboBaHMIA NpaBWUA HagNeKallleld NPOM3BOACTBEHHON NPAKTUKU U (UAK) ULLEH3UOHHbIX TpeboBaHUi,
KoTopble OblN BbiABNEHbI B XOA4Ee MNPOBEAEHMA WHCNEKTUPOBAHWUA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeacTB WAWM OCYLLECTBNEHUA NULEH3MOHHOFO KOHTpPoAns B cdepe MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTe U MNPUMBEAW WAM  MOTYT NPUBECTM K NPOMU3BOACTBY JNEKAPCTBEHHbIX MpenapaTtoB AAs
MEANLMHCKOTO MPUMEHEHUA, NPUUNHUBLLMX UAN CMOCOBHbIX MPUYMHUTL BPes KU3HU UAU 340P0BbHO
rparkaaH.

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

4. YNONHOMOYEHHbIN deaepanbHblit OpraH WCMOAHUTENLHOW BNACTU NPW HAAMYMKU Yy Hero
CBEAEHUIN O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpasBun
Hag/nexallen NpPOU3BOACTBEHHOW MPAKTUKM M (UMW) O HAPYLIEHUU JULEH3UOHHbLIX TpeboBaHUM,
KoTopble 6blM BbiABAEHbI B X04e MNPOBEAEHUSA MHCMEKTMPOBAHMA MNPOM3BOAMTENA NEKAPCTBEHHbIX
CPeAcTB WM OCYLLECTB/IEHUA JINLLEH3MOHHOIO KOHTPOAA B chepe NpPOM3BOACTBA JIEKAPCTBEHHbIX
CpeacTe M MpuBeAW WAM MOTYT MNPUBECTM K MPOM3BOACTBY JIEKAPCTBEHHbIX Npenapatos Ans
BETEPUHAPHOrO NPUMEHEHUA, NPUYMHUBLLNX UAWN CNOCOBHbIX NPUYUHWUTL BPES, KU3HU UAWU 340PO0BbIO
YMBOTHbIX, PAaCCMaTPMBAET BONPOC O NPUOCTAHOBAEHUM PeanunsaLmn U NPUMEHEHUA NEKAaPCTBEHHbIX
npenapaToB A/ BETEPMHAPHOIO NPMMEHEHUA B YCTAaHOBEHHOM UM MOPAAKE B CAEAYIOLMX CYYasX:

1) coctas 1 (MaM) TexHONOINMA MPOM3BOACTBA /IEKAPCTBEHHOMO npenaparta Ans BeTepUHapHOro
npumeHeHua (C onucaHuMem cTaauii NPOU3BOACTBA) OTAMYAKOTCA OT 3aABJAEHHbIX B PErmcTpPaLMoOHHOM
Aocbe;

2) NeKkapcTBeHHbIM npenapaT ANa  BETEPMHAPHOrO  MPUMEHEHWA  MNpou3BedeH  Ha
NPOM3BOACTBEHHOM NNOWAAKE, HE YKAa3aHHOM B PErMcTPaLMOHHOM A0ChE;

3) y npousBoaMTeNna NeKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KAuyecTBa JIEKAPCTBEHHOro npenapaTta A/ BETEPUHAPHOro NPUMEHEHWsA, BBOAWMOIO B
rpaxkaaHcKui 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbBIM NPU €ro rocyAapCcTBEHHON perncTpaumy;

4) npousBoOAMTENEM JIEKAapPCTBEHHbIX CPEeACTB B  COrMNacoBaHHbIA C  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM WUCMOIHUTENbHOM BNACTU CPOK He YCTpaHeHbl HapylleHus
TpeboBaHMI NPaBUA HagNeMKallel NPOM3BOACTBEHHON NPAKTUKU U (UAK) NULEH3MOHHBIX TPeboBaHUN,
KoTopble 6biAv BbiABAEHbl B X04e MNPOBeAeHUA WHCNEKTUPOBAHWUA MNPOU3BOAUTENA NIEeKaPCTBEHHbIX
CPEeACTB WAM OCYLIECTBAEHMA JINLEH3MOHHOMO KOHTPOAA B chepe MNpou3BOACTBA JIEKapPCTBEHHbIX
CPeAcTB U NpUBENAN WAM MOTYT MNPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbLIX MpenapaTos ANnA
BETEPUHAPHOIO MPUMEHEHUA, MPUYUHUBLUNX UAN CMOCOBHbLIX MPUUYUHUTL BPEs KM3HU UAM 340PO0BbLIO
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KUBOTHbIX.
(yacTb 4 BBeAeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 65 gonosHAeTcA Y. 5, 6 (D3 0T 27.12.2019 N 475-93).

7. B nopsake, npefyCMOTPEHHOM YacTblo 4 HACTOALLEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbIi
opraH MWCNONHWUTENbHOW BAACTM paccMaTpyMBaeT BOMPOC O MPUOCTAHOBAEHUM peanmsauumn U
NPUMEHEHUA NEKapPCTBEHHOrO Mpenapata AAs BeTEPUMHAPHOrO MPUMEHEHUA B C/lydae BbIIBNEHUA B
rpaxgaHckom obopoTe cepuM JIeKapCTBEHHOrO npenapaTa A/1Aa BETEPUHAPHOIO MPUMEHEHMUS,
OOKYMEHTbl U CBEAEHUA O KOTOPOM, NpesyCcMOTpPeHHble Yactamn 1 - 3 n 6 ctatbn 52.2 HacToALLero
depnepanbHOro 3aKOHA, He MPeACcTaBiAeHbl B YKa3aHHbIA opraH, AMbo cepumn MMMYHOBMONOrMYECKoro
NIeKApCTBEHHOrO Mpenapata AAA BETEPUHAPHOrO MPUMEHEHMUA, He WMmelowWwen paspeLlleHns,
npeLycMOTPEHHOro YacTbto 8 cTaTbM 52.2 Hactoswero ®enepanbHOro 3akoHa. B yKasaHHOM ciyyae
YNO/IHOMOYEHHbIN  defepanbHblii  OpraH  WCMOAHUTENIbHOM  BAAcTU  MPUHUMMAET pPeLleHne o
NPUOCTaHOBNEHNN pPeannsaLmm U NPUMEHEHMA TaKMX CEPUIN A0 NPeACcTaBAEHMUA YKA3aHHbIX JOKYMEHTOB
M cBefeHnit 1Mbo A0 NONYYEHMA YKA3aHHOTO paspeLleHms.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKoHoM oT 02.07.2021 N 317-3)

Cratba 66. UHPopmauma o pesynbtatax papmakoHagsopa
(8 pen. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbI  deaepasnbHbii  OpraH  UCMONHUTENbHOM  BAACTM,  OCYLLECTBASIOLLNM
dapmaKoHag30p, Mo ero pesysbraTtam pasmellaeT Ha cBoem odpuumasbHOM caiTe B cetTu "UHTepHeT"
MHbOPMaLMIO O:

1) BbIIBNEHMM HOBbLIX MOATBEPNKAEHHbIX AaHHbIX O MOOOYHbLIX AEWCTBUAX, HEMKenaTesbHbIX
peakumax, CepbesHbIX HEeXKeNaTesbHbIX Peakumax, HenpeaBUAEHHbIX HEXKenaTeslbHbIX Peakumsax npu
NPUMEHEHMUW NIEKAPCTBEHHOIO NpenapaTa, B TOM YMC/e BAUAIOWMX HA OTHOLEHME OXNAAEMON MOJb3bl
K BO3MOXHOMY PUCKY MPUMEHEHMUA AAHHOTO JIEKAaPCTBEHHOTO NPenapara;

2) NPUHATBIX PeLIeHUAX O BHECEHWUM U3MEHEHWNI B MHCTPYKLIMIO MO NPUMEHEHUIO IeKapCTBEHHOTO
npenapara, 0 NPUOCTAHOBNEHUN NPUMEHEHUA JIEKaPCTBEHHOro npenapaTa, 06 nsbaATMN 13 obpalieHus
NIeKapCcTBEHHOTO npenapaTa Uan 0 BO306HOBIEHNN NPUMEHEHUA NEKAaPCTBEHHOrO Npenapara.

Fnasa 14. UH®OPMALMA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHTA ABUXKEHUA NIEKAPCTBEHHbIX NMPEMAPATOB
ana MEAUUUHCKOIo NPUMEHEHUA
(B peq,. PegepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauua o NeKapCTBEeHHbIX npenapatax. Cuctema MOHUTOPUHra ABUXKEHUA
NIeKapCTBEHHbIX NPenapaToB 418 MeAULUHCKOrO NpUMeHeHuUsn
(8 pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. UHpopmauma o NeKapcTBEHHbIX MpenapaTax, OTNyCKaeMblX MO PeLenTy Ha JieKapCTBEHHbIN
npenapar, AO/KHa COAEPXaTbCA TONbKO B CMeLManM3MpoBaHHbIX M3AaHUAX, NpeaHasHayYeHHbIX Ans
MeANLMHCKNX, dapmaLeBTMUYECKMX paboTHMKOB, cneuunanuncTos B obaactu setepuHapun. MHbopmaums
O /IeKapCTBEHHbIX npenapaTtax Aaa cneuMannctos B 06n1actv obpalleHUa NeKapCcTBEHHbIX CPeacTs
MOMKET coaepsKaTbhCA B MOHOrpaduax, CnpaBoYHUKAX, Hay4HbIX CTaTbAX, B AOKNafax Ha KOHrpeccax,
KOHbEepeHUMAX, CUMNO3NYMax, HayuHblX COBETax, a TaKXe B WHCTPYKUMAX N0 MNPUMEHEHUIO
JIeKapCTBEHHbIX NpenapaTos.

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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2. MHpopmaums o NeKapCTBEHHbIX NpenapaTax, OTnycKaeMbix 6e3 peuenta Ha JieKapCTBEHHbIN
npenapaTt, MOXeT cogepKaTbci B MybanKauusax U ob6baABAEHUAX CpeacTB MaccoBor WHdopmauum,
CNeunann3mMpoBaHHbIX U OBLLMX NEeYaTHbIX U3LAHMAX, UHCTPYKLMAX MO NPUMEHEHUIO NEKAPCTBEHHbIX
npenapaToBs, MHbIX U34aHUAX CY6bEKTOB 06palLEeHNA NEeKapCTBEHHbIX CPeaCcTB. PeknamHble maTepuasbl
O /leKapCTBEHHOM npenapaTte, oTnyckaemom 6e3 pelenTa Ha JEKapCTBEHHbI npenapar, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHMIO SIeKapPCTBEHHOro npenapara.

3. [lonyckaetca MCMnonb3oBaHWe 0ObIX MaTepuanbHbIX HOCUMTENEN, MO3BOAIOLWINX XPaHUTD,
nepeaasaTb M MCNO/Ib30BaTh MHGOPMALLMIO O SIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHuA.

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.04.2024 B 4. 4 cT. 67 BHOCATCA M3MeHeHusa (P3 oT 04.08.2023 N 428-d3). Cm. byayuyto
peaaKkumio.

4, Ona uenei uaeHTUPUMKAUMKM YNaKOBOK NEKAPCTBEHHbIX MpPenapaToB Ana MeAMLMHCKOro
NPUYMEHEHWA NMPOU3BOAUTENIN NIEKAPCTBEHHbIX CPEACTB B MOPAAKE, YCTAaHOBAEHHOM [paBUTENBCTBOM
Poccuiickolt depepaumm, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHWWN JIEKAPCTBEHHbIX NpenapaTos
AN MeAUUMHCKOro NMPUMEHEHUS, A1 KOTOPbIX He NpeayCcMOTpeHa BTOPUYHAnA YNaKoBKa) U BTOPUYHYIO
(noTpebuTeNbCKyo) YNAaKOBKY NEKAPCTBEHHbIX NMPenapaTos A/1a MEAULMHCKOTO NPUMEHEHUS CPeacTBa
NOEHTUOMKAUMKM, 33 WUCKIIOYEHWEM NI€KAPCTBEHHbIX MPEnapatoB 418 MeOVUMHCKOTO MPUMEHEHMUS,
NPOM3BOAUMbIX /151 MPOBEAEHUA KMHUYECKUX UCCNEL0BAHWUM, SKCMOPTA, JIEKAPCTBEHHbIX NpenapaTos
ONA MEeOULUMHCKOTO NMPUMMEHEHMA, YKa3aHHbIX B YacTtax 5 n 8 cratbm 13 HacroAwero PepepanbHoro
3aKOHa, paanodapmaLeBTUUYECKUX JIEKAPCTBEHHbIX MNPENapaToB, MNUABOK MEAUUMHCKMX W Ta3os
MEANLMNHCKUX.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepuUCTMKM cpeactsa MAEHTUOUKAUMKW, MOPAAOK ero HaHeceHua U TpeboBaHUA K
CTPYKTYpe n dopmaty MHPopmMaLmn, KOTOPYH COAEPHKUT CPencTBo uMAeHTMdMKaUMKM, onpeaenatorca
Mpasutenbctsom Poccuiickon ®egepaymn.

(yacTb 5 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

6. lNopafok co3paHuAa, pa3BWUTUMA, BBOAA B 3SKCMAyaTauMio, 3SKChAyaTauuuM U BbiBOAA U3
3KCNAyaTaLUMn CUCTEMbI MOHUTOPUHIA LOBUXEHUA JIEKAPCTBEHHbIX MPEnapatoB AA MeAULMHCKOro
NpPUMeHeHWa, MNOPALOK MpeaocTaBiAeHns WHOOPMALUKM, COAep’Kalleiica B CUCTEME MOHWUTOPMHIA
OBVKEHUA IEKAPCTBEHHbIX NPenapaToB A8 MeANUMHCKOro NPUMEHEHMA, U NOPALOK B3aMMOLENCTBUA
YKa3aHHOMW  cUCTeMbl C  WMHbIMW  TOCYAAPCTBEHHbIMM  MHOOPMALMOHHBIMKU  CUCTEMAMM WU
MHGOPMALMOHHBIMU  CUCTEMAMMU  OPUANYECKUX WL, U UHAMBUAYANbHbIX NpeanpuHUMmaTenei,
yKa3aHHbIX B 4actax 7 u 10 HacToAwel cTaTbM, ycTaHaBauBatoTca [lpaButenbctBom Poccuiickoit
®epepaunn. OnepaTopamm CUCTEMbI MOHUTOPWHIA [OBWXKEHWA JIEKApPCTBEHHbIX MpenapaTosB AnA
MEANUMHCKOTO NpUMeHeHna naBastoTcAa depepasnbHbld OpraH WUCMOAHUTENIbHOM BAactM wu  (uam)
opraHusauma, ynoaHomoueHHble MNpasutenbctBom Poccuiickoin ®eaepauymm.

(yacTb 6 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpnanyeckme nmua N MHANMBUAYabHbIE NPeANPUHMMATENN, OCYLLLECTBAAIOWME NPON3BOACTBO,
XpaHeHWe, BBO3 B Poccuickyto ®Pepepaumto, OTMNYCK, peanmsaumto, nepegady, nNpPUMEHEHUE U
YHUUTOXKEHMNE IeKapCTBEHHbIX NPenapaTos A8 MeAMLMHCKOro NpUMeHeHns, obecneunBaloT B nopsaaKe
M B COCTaBe, KOTOpble YycTaHOBAeHbl [lpaButensctBom Poccuitckon Pepepaumm c ydyeTom BMAA
OCYLLECTBNAEMOM UMW LeATeNbHOCTM, BHeCceHWe MHPOpMaLMM O NEeKAPCTBEHHbIX MpenapaTax gns
MeAMUMHCKOTO NPUMEHEHMA B CUCTEMY MOHWUTOPUHIA ABUMKEHUA NEKAPCTBEHHbIX MpenapaTtoB Ans
MeAMUMHCKOro NpMMeHeHUA.

(yacTb 7 BBegeHa PeaepanbHbiM 3aKoHOM oT 28.12.2017 N 425-03)

7.1. ﬂeKapCTBeHHble npenaparbl ona MegununMHCKOro npumeHeHwuA, npeaHasHadYeHHble O0A


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592E0E885742B5D6239E7972A00EB5626A7485C6320B324DD77E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0D885D47B5D6239E7972A00EB5626A7485C6320B324ED47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A82544FB5D6239E7972A00EB5626A7485C6330A324681242AD0819EE40929A0D0804077ODMAQ
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6395F630980786D85929CE4092AA0CCO8M1Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B3249D27E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6320B324ED47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B3245D07E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B3049D47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B334DD27E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6320B324ED77E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B334FD67E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6320B324ED67E3AD4C8C8E91428BECF825E77D9C9O3M3Q

128

obecneyeHuns nuu, 60/bHbIX remoduameis, MyKoBUCLMA030M, rMnodpusapHbiM HaHU3MOM, 6ONE3HbIO
lowe, 310KayecTBEHHbIMU HOBOOOPa3oBaHMAMU NUMOIOMAHON, KPOBETBOPHOM W POACTBEHHbLIX UM
TKaHeWl, paccesHHbIM CKJAepo30M, /L, Nocne TPaHCNAaHTaUUMM OpraHoB U (ManM) TKaHel,
npoussedeHHble Ao 31 pgekabpa 2019 roga, a TaKXKe WHble JIeKapCTBEHHble npenapaTtbl Ajs
MeaULMHCKOTo NnpumeHeHuna, npomnssegeHHble go 1 nona 2020 roga, noanexaT XpaHeHUIO, NepeBoO3Ke,
OTMYCKy, peannsaunun, nepesayve, NpuMeHeHno 6e€3 HaHeceHUs cpeacTB MAEHTUDMKALMN 40 UCTEYEHUSA
CpOKa Mx rogHocTu. MpaButenbcTBo Poccuitckon ®epepaumm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B
rpa*kaAaHCKM 060pOT NEKAPCTBEHHBIX NPENAPATOB A1 MeANLMHCKOrO NPUMEHEHUA, MPOU3BEAEHHbIX B
nepuog, ¢ 1 mwona 2020 roga no 1 oktabpsa 2020 roga. B uenax BBOAa B rparkgaHCKMini obopoT
JIeKapCcTBeHHble npenapaTtbl A8 MEeOMUMHCKOrO MNPUMEHEHMS, 33 WCKAKOYEHMEM JIEKApPCTBEHHbIX
npenapaTtoB, NpeAHasHayeHHbIXx Ana obecnedyeHua nuu, 60/bHbIX remoduanen, MyKOBUCLMAO30M,
rmnodumsapHbIM HaHM3MOM, 6one3Hblo lolwe, 310Ka4YecTBEHHbIMM HOBOOOPA30BaHUAMM NMMGOUOHOM,
KPOBETBOPHOM M POACTBEHHbLIX UM TKAHEW, PacCeAHHbIM CKNEPO30M, /WL, NOCAe TPaHCNAaHTaLMu
opraHoB U (UnK) TKaHel, NpousBeaeHHble 3a nNpegenammn Tepputopum Poccuiickon Pepepaunn o 1
oKTA6pAa 2020 roga, moryT 6bITb BBe3eHbl B Poccuiickyto deaepaymio ao 1 aHBaps 2021 roga B nopaake,
ycTaHoBneHHom MpaButenscTeom Poccuiickon deaepaunun, 6e3 HaHeceHUs CpeacTs naeHTUGUKaUUK.

(8 pea. PepepanbHbix 3aKkoHOB 0T 27.12.2019 N 462-$3, o1 13.07.2020 N 206-D3)

8. OpraHuszaums WHPOPMALMOHHOIO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA ABUNKEHUA
JIEKapCTBEHHbIX MNpenapaTtoB Ans MeAMUMHCKOTO MPUMEHEHUS C  WHbIMW  FOCYAapCTBEHHbIMMU
MHOOPMALUMOHHBIMW CUCTEMaMKM obecrneymBaeTca B TOM YUC/e MNOCPEACTBOM MHOPACTPYKTYpbI,
obecneunsatoler MHPOPMALMOHHO-TEXHOOTMYECKOE B3aMmogencTtene UHPOPMALUOHHbBIX CUCTEM,
MCNONIb3yeMbIX A7 NPeAOCTaB/NeHUs TOCYAAPCTBEHHbIX M MYHULMNANbHbLIX YCAYT UM UCMOJIHEHUA
roCyAapCTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B SNEKTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. UHPopmauma, copepKalLaaca B CUCTEME MOHUTOPUHIA ABUXKEHUA IEKAPCTBEHHbIX NPenapaTos
AN MeANUMHCKOTO NPUMEHEHUS, ABAAETCA MHbOpPMALME OrpaHUYEHHOro AOCTyNa B COOTBETCTBMM CO
cTatbeit 9 denepanbHOro 3akoHa ot 27 uiona 2006 roga N 149-93 "06 nHbopmaunmn, MHGOPMaLMOHHbIX
TEXHONOTUAX M O 3aLmTe nHPopmaunn”, 3a UcKNtoYeHNneM MHPOPMALNK, HEZOMYCTUMOCTb OFrpaHUYEHNUA
JOCTyna K KOTOpOW YycCTaHoBAeHa deaepanbHbIMU 3aKOHaMW, a TakXe WMHPOpPMaLMKU, OTHECEHHOM
MpasuTenbctBom Poccuitickoit Pepepaunn B COOTBETCTBUM C HacToswmm degepanbHbiM 3aKOHOM K
o6LwenocTynHoi nHpopmaummn. ObweaocTynHas MHGOPMaLMsA, COAEPKALLAACA B CUCTEME MOHUTOPUHTA
OBVXKEHMA  JIEKAPCTBEHHbIX MPEnapaTtoB AAA  MEeAMUMHCKOTO NPUMEHEHMA, pasmellaeTca B
MHOOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "NHTepHeT" (B ToM YMcne B Gopme OTKPbITbIX AaHHbIX)
B NopsAgKe, ycTaHosaeHHOM pasutenbctBom Poccuninickon depepaumn.
(yacTb 9 B peq. denepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. foctyn K MHbOpMaLMK, CoAepKALLENCA B CUCTEME MOHUTOPUHIA ABUNKEHUA NEKAPCTBEHHbIX
npenapaTtoB A8 MeOUUMHCKOrO NMpUMeHeHus, obecneymBaeTcss onepaTopomM CUCTEMbI MOHWTOPWHIA
ABVXKEHUA JIeKapCTBEHHbIX MPEenapaTos AN MeAMLMHCKOro NPUMEHEHWa B NopsaaKe, YCTaHOBNEHHOM
MpasutenbctBom Poccuiickoit ®depepaunn, B COOTBETCTBMM C 3aKOHOZATENbCTBOM PoccuiicKoi
denepauymn 06  MHOOPMALMM, UHPOPMALMOHHBIX TEXHOMOMMAX WM O 3awuTe MHOOPMALMMK,
3aKoHogaTenbcTBOM  Poccuiickori depepaumMmM O roCy[apcTBEHHOM TailHe, 3aKOHOAATE/IbCTBOM
Poccuitckoit Pepepaumnn o KOMMEPYECKON U MHOW OXPaHAEMOM 3aKOHOM TallHE U C Y4ETOM NONOXKEHWN
HacToAwen cTaTbu. [pasButenbcTBo Poccuiickon depepaumy BrpaBe YCTAHAB/AMBATL MNepeyeHb
NleKapCcTBEHHbIX NpenapaToB A1A MEAMUMHCKOTO MpUMEHeHMa U (Mau) rpynn  NeKapcTBeHHbIX
npenapaTtoB ANs MeAMUMHCKOro MNPUMEHEHMA M OCOBEHHOCTM AocTyna K MHOOpMauMM O TaKMX
NleKapcTBEHHbIX NpenapaTax, COAEp)Kallehcs B CUCTEME MOHUTOPWMHra ABWMKEHWA NeKapCTBEHHbIX
npenapaTos ANA MeAULMHCKOro MPpUMEHEHMS.

(yacTb 9.1 BBeaeHa desepanbHbiMm 3akoHOM oT 04.08.2023 N 474-03)

9.2. Tonb3oBaTenn cUCTEMDI MOHUTOPUHIa AOBUNXEHUA J/1IeKapCTBEeHHbIX MpenapaTtoB A1Aa
MeONLMHCKOTO NpUMeHeHUA o6nap,ar0T npasom A[o0CTyna K VIHd)OpMaLI,I/IVI, co,u,epmam,eﬁcn B cucrteme


consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0F875347B5D6239E7972A00EB5626A7485C6320B324FD47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592A09805243B5D6239E7972A00EB5626A7485C6320B324FD47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592B0C805446B5D6239E7972A00EB5626A7485C6320B324ED17E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0D84534EB5D6239E7972A00EB5626A7485C6320B3245D37E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B2376592E0A81524EB5D6239E7972A00EB5626A7485C6320B324DDC7E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A805140B5D6239E7972A00EB5626A7485C6320B334DD47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A09865040B5D6239E7972A00EB5626A7485C6320B3049D47E3AD4C8C8E91428BECF825E77D9C9O3M3Q
consultantplus://offline/ref=959F1E18E52F1D3384862C38091B23765E2A0A805140B5D6239E7972A00EB5626A7485C6320B334DD67E3AD4C8C8E91428BECF825E77D9C9O3M3Q

129

MOHUTOPUHIA ABUXEHWUA JIEKApPCTBEHHbIX MPEenapaToB AAA MeAULMHCKOTO MNPUMEHEHUA, C y4eToMm
OrpaHMYEHUI [0CTYNa K YKasaHHOW MHbOpMaLMM U ee nocnegytowein o6paboTKe, YCTAaHOBAEHHbIX
HacToAwmum ®denepanbHbIM 3aKOHOM UM WMHBIMM HOPMATUBHBIMW MPaABOBbIMKM aKTamum Poccuiickoit
depgepaunn.

(yactb 9.2 BBegeHa depepanbHbim 3akoHOM OT 04.08.2023 N 474-3)

9.3. depepanbHble oOpraHbl WUCNOAHUTENIHOM BAACTU M OpraHbl WCMONHUTE/NIbHON BAacTU
cybbekToB Poccuinickon ®enepaumnm B Luensx, onpeaeneHHolx MNpasutenbctBom Poccuinckon ®egepaumm,
MMelT npaBo AocTyna K uHPopmauum o cybbekTax obpallleHua /eKapCTBEHHbIX CPeacTs, O
NIEKApPCTBEHHbIX npenapatax M o6 obopoTe TaKMX JIEKAPCTBEHHbIX Npenapatos, Heobxogumon ana
BbIMOJIHEHMA 334a4 W OCYLWECTBAEHUA QYHKUMNA, BO3/NOXKEHHbIX Ha deaepasibHble OpraHbl
WCNOJIHUTENbHON BNAcTU W OpraHbl MCMNONHUTENbHOM BnactM cybbekToB Poccuiickon deaepauumy,
CTaTUCTUYECKOW WHOPOPMALUMM O JIEKApCTBEHHbIX Mpenapatax M o6 ux obopoTe, a Takke K
obwenoctynHon uHpopmaumn. CocTaB 3ToOM WHPOpPMaUUW ONpefensieTca cornaweHusmm o6
MHPOPMALMOHHOM B3aMMOAENCTBUMN, 3aKNOYEHHBIMM ONEPATOPOM CUCTEMbI MOHUTOPUHIA ABUMKEHUA
NEKApPCTBEHHbIX MpenapaToB AAA MeAUUMHCKOro npumeHeHma ¢ degepasbHbiIMM  OpraHamu
NCNO/IHUTENbHOWN B/1IACTU UM OpraHamMm UCNONHUTENLHOW BNacTn cybbekToB Poccuiickon Pegepaumm un
desepanbHbIM OpPraHOM MCMNONAHUTENIbHOM BAACTW, OCYWECTBAAKWMM GYHKUMM NO BbipaboTke U
peanunsaummn rocygapcTBEHHOM MOJIMTUKM W HOPMATUBHO-MPABOBOMY PEeEryaMpoBaHui0 B cdepe
3paBOOXPaHEHUA.

(yacTb 9.3 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.4. CybbeKT obpalleHMA NIeKapCTBEHHbIX CPeACTB MMeeT NpPaBo A0CTyna K WHbopmauum ob
onepaunAax C NeKapCrtBeHHbIMU npenapatamn ona MmeanumnHCKOro npmmeHeHumaAa, coBeplleHHbIX 3TUM
cy6bbekToM 06paLLeHMA TEKAaPCTBEHHbIX CPEACTB, a TaKXKe K 06Lwen0CcTynHON MHPopMaLmu.

(yacTb 9.4 BBegeHa depepanbHbim 3akoHOM 0T 04.08.2023 N 474-3)

9.5. Onepatop cuCTeMbl MOHUTOPUHIA AOBUXKEHUA JIeKapCTBEHHbIX npenapatos A4A4A
MeANUMHCKOTO NpUMeHeHUs obnafaeT nNpaBoM AOCTyna K MHOOPMaumK, comepiKalleiics B cucteme
MOHUTOPUHIA AOBUMKEHUA JIEKAPCTBEHHbIX MPENapaToB ANA MEOULMHCKOTO NPUMEHEHWA, BKJ/KHOYaA
MHPOPMALMIO OFPaHUYEHHOro A0CTyna, C BO3MOMHOCTbO ee 06paboTku, B TOM uucie ee
NpefocTaBNEHNA U PACNPOCTPaHeHus, obecnevyeHWs [OCTYNa K HeEW M OKasaHMA Yycayr ¢ ee
ncnosnb3oBaHuem (ganee - obpaboTKa).

(yacTb 9.5 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.08.2023 N 474-93)

9.6. OnepaTtop CUCTEMbI MOHWTOPUHIA ABUMMKEHMA JIEKApPCTBEHHbIX NpenapaToB  AAa
MeAMLMHCKOrO NPUMEHEHNA MOMET OCYLLEeCTBAATb 06paboTKy MHbOPMaLMM OrpaHUYEHHOro A0CTyna,
cofepKallencs B CUCTEME MOHWUTOPUHIA ABUMKEHWUS NIEKAPCTBEHHbIX MPENapaToB A8 MeAUUMHCKOTo
NPUMEHEHWA, NpPU YCI0BUM 06A3aTeNbHOTO 06€e31MYMBaHMA TaKoW MHGPOPMaLUM B COOTBETCTBMM C
yTBEPKAAEMbIMU delepasbHbIM OPraHOM MCMOJIHUTENIbHOM BNACTM, OCYLLECTBASIOWMM QYHKUUK MO
BbIpabOTKe M peanunsaunu rocyaapCTBEHHOW MOAUTUKM U HOPMATMBHO-MPABOBOMY PEry/JiMpoBaHUIO B
chepe 34paBOOXpPAHEHUA, MO COrNACOBaHWUIO C denepanbHbIM OPraHOM WCMOJIHUTE/NbHOW BAACTH,
OCYLLECTBAAOWMM GYHKLUM MO KOHTPOIO U HAaA30py B chepe MHPOPMALMOHHBIX TEXHOIOTUI U CBA3M,
n depepanbHbiM OpPraHOM WCNOAHWUTENbHOW BAacTM B obnactm obecneyeHns 6esonacHoOCTM
TpeboBaHMAMM K 06e31MUMBaHNIO TaKoM MHPOpMaUMM W  MeTodamu 06e31MuMBaHUA  TaKoW
nHpopmaumn. Ob6esnnyeHHas uHOOpMauUMA, MOAYYEHHAA B pe3ynbTaTe YyKasaHHoOW 06paboTku u
COAEP!KaLLaAcA B CUCTEME MOHUTOPWUHra ABWMKEHUA NIeKapCTBEHHbIX NpPenapaToB ANa MeAMUMHCKOro
npuMMeHeHusA, ABaseTca MHGopmMaLmeit orpaHmMuyeHHoro goctyna. O6besnnueHHan nHbopmauma, 4oCcTyn K
KoTopoit 6bin obecneyeH onepaTopom CUCTEMbI MOHUTOPUHIA ABUMKEHUA SIEKAPCTBEHHbIX NpenapaTos
ANA MEeANUMHCKOTO NMPUMEHEHMA B LENAX OKa3aHUA YCAYr C ee UCMOAb30BaHNEM, MOANENKUT XPAHEHMIO
B CMCTEMe MOHUTOPWHIa ABUMKEHWA NIeKapCTBEHHbIX MPenapatos A8 MeAUUMHCKOro NMPUMEHEHUs He
MeHee MATM JeT C AaTbl NpeaocTaBfieHuMA AocTyna K o6esnnuyeHHoW MHOOPMALMM, U Ha Hee He
pacnpocTpaHatoTca TpeboBaHUA K MHPOPMALMM OrpaHUYEHHOro AOCTYNa, YCTaHOB/EHHblE HacToALlLein
cTaTben.
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(yacTb 9.6 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. Onepatop CUCTEMbI MOHWUTOPUHIA AOBUMMKEHMA JIEKAPCTBEHHbIX Mpenapatos AnA
MEONLMHCKOTO NPUMEHEHNA MOXKET OCYLLECTBAATb 06paboTKy MHPOpPMaLMM OrpaHUYEHHOro A0CTyna,
cofeprKalenca B cuctTeMe MOHUTOPUHIA ABUMKEHWUA NIEKAPCTBEHHbLIX NPenapaToB AAA MeAUUMHCKOro
NPUMeHeHMA, NoSy4YeHHOM OT cybbeKTa 0bpalleHnA NeKapCTBEHHbIX CPeaCTB, 3aperncTpUPOBAHHOIO B
CUCTEME MOHUTOPMHIA ABUMKEHWUA NEKAPCTBEHHbIX MPENapaTtoB A8 MeSULMHCKOTO NMPUMEHEHUA U
npeacTaBuMBLLIErO B Hee CBEAEHMA, B MHTEpecax M Mo MNOPyyeHUt0 TaKoro cybbeKkTa obpalleHua
JNIeKapCTBEHHbIX cpeacTB 6e3 obes3nnumnBaHma nHGopmaL MM orpaHMYeHHOro AocTyna.

(yactb 9.7 BBegeHa depepanbHbim 3akoHOM oT 04.08.2023 N 474-3)

9.8. Onepatop cuUCTEMbI MOHWUTOPUHIA ABUMKEHMA IeKAapCTBEHHbIX nNpenapaTtoB A
MEAULMHCKOTO MNPUMEHEHUs BNpaBe OKasbiBaTb Ha HEAUCKPUMWMHALMOHHOM OCHOBE YyCayru ¢
NCnosb3oBaHMEM 06e31MYeHHON UHbOopPMaAUUK, CcoAepXKallencs B CUCTEME MOHUTOPUHIA ABUNKEHUA
JIEKapCTBEHHbIX NPenapaToB AN MEANUMHCKOTO NpUMeHeHus, cybbekTam obpalleHma NeKapCcTBEHHbIX
CpeAcTB, NOPAAOK M CTOMMOCTb OKa3aHUA KOTOPbIX ONpeaenArTca onepaTopom CUCTEMbl MOHUTOPUHTA
OBWXEHMA NIeKAPCTBEHHbIX MNpenapaToB AA8 MEeAUUMHCKOToO MNPUMEHEHUA, C YY4ETOM OrpaHUYeHUN
aoctyna K obesnuyeHHol MHGOPMaLUMMK, YCTAaHOB/IEHHbIX HACTOALWLEN cTaTbeld. YKasaHHble Nopsaaok m
CTOMMOCTb OKa3aHMA TaKUX YCAYr pasMeLlatoTca OonepaTtopomM CUCTEMbI MOHUTOPMUHIA ABUMKEHUSA
JIEKAPCTBEHHbIX MNpPenapatoB A/A MeAMUMHCKOTO MPUMEHEHUA Ha calTe CUCTEMbl MOHWTOPUHIA
OBUXEHMA NEeKapCTBEHHbIX MNpenapatoB Ans MeAMLMHCKOTO MpPUMEHeHMa B WHGOPMALMOHHO-
TENEeKOMMYHUKaUMOHHON ceTn  "MHTepHeT" U noasexaT KOHTPOAK B COOTBETCTBMM  C
aHTMMOHOMO/IbHbIM 3aKOHOAATENbCTBOM Poccuiickoih Pepepaummn. YKasaHHble NOPALOK U CTOMMOCTb
OKasaHMA TaKUX YCAYT AONXKHbI ObITb €4ANHBbIMU ANA BCEX /ML, 0OpaLLaloWMXCA 3a OKAa3aHMEM YCyru B
OTHOLWIEHMM OAMHAKOBbLIX BMAA, obbema M cocTaBa npegoctaBademoint nHbopmauuun. CybbekTam
obpalLeHMa NeKapCTBEHHbIX CPeACcTB 3anpeLLaeTca NpPeAoCcTaBaAaTb M PAChpOCTPaHATL MHbOPMaUMIo,
NOJIy4YEHHYIO B COOTBETCTBUM C HACTOALLEM YaCTblO.

(yacTb 9.8 BBegeHa deaepanbHbim 3akoHOM 0T 04.08.2023 N 474-3)

10. MpousBoanTENb NEKAPCTBEHHbIX CPeACTB, AepXaTenb Anbo Bnagenel, PerucTpaluyMoHHOro
YAOCTOBEPEHUA JNIEKAPCTBEHHOrO nNpenapata WAWM NpeacTaBuUTENIbCTBO MHOCTPAHHOM OpraHM3aumu,
ABNAOLLENCA aepratenem nMbo BAadeNbLEM PErncTpaumoHHOro YAOCTOBEPEHUA JIeKAapPCTBEHHOIO
npenapara, Ha Tepputopumn Poccuinickon Pepepaummn, 3aperncTpMpoBaHHblE B CUCTEME MOHUTOPUHIA
OBUXEHMA NeKapCTBEHHbIX MPenapaTtoB ANA MeAMUMHCKOro NpUMMeEHeHMA U npeacTaBuBLUME B Hee
CBeAEeHMA O HAaHEeCEHUM CPeacTB UAEHTUPMKALMM Ha YNAKOBKM JIEKAPCTBEHHbIX NpenapaTos, HapAaay ¢
nHPopmaumen, ykasaHHoOM B 4acTu 9.4 HacToswen CTaTbM, MOAyYaeT CcoAepKallytoca B cucTeme
MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX NPenapaToB 414 MeAULMHCKOrO NpUMeHeHMA MHOOoPMaLLUIo
OrpaHNYEHHOro AOCTYyNa O CEPUAX U NAPTUAX STUX SIEKAPCTBEHHbIX NpenapaTtos 6e3Bo3me3gHO M BnpaBe
OCYLLECTBNIATb CAMOCTOATE/IbHO MM MOopy4aTb 06pPaboTKy Takon MHPOPMaLMKN TONIbKO B COOCTBEHHbIX
MHTepecax. Mpu 3TOM AOCTYN K TaKoW MHOOPMAUMKM UK pe3y/ibTaTaM ee 06paboTKM MMEEeT TOJIbKO
OaHHbIA Cy6beKT o0bpalleHns NIeKapCTBEHHbIX CPeACTB UM NULLO, KOTOPOMY OH nopyuynn obpaboTky.
CocTaB npepocTaB/ifAemMolit B COOTBETCTBMM C HacToAWeElM uYacTblo WHbOpmauum onpegenserca
MpasuTtenbctBom Poccuiickoit ®eapepaumm.

(yacTb 10 B pea. depepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a Npon3BOACTBO UM NPOAANKY IEKAPCTBEHHbIX MPENAPATOB A1 MeAUUNHCKOTO NPUMEHEHUS
6e3 HaHeceHWa CPeacTB UAEHTUOUKALMM, C HapyLIEHWMEM YCTAHOB/JIEHHOrO MOpPAAKa WX HaHeceHusd, a
TaKXe 3a HecBOEBPEeMEHHOe BHeceHMe AaHHbIX B CUCTEMY MOHWTOPUHIA ABUMKEHUA NEKAaPCTBEHHbIX
npenapaTtoB Ana MeAWUUMHCKOTO MNPUMEHEHUA WAM BHECEeHWEe B Hee HeAOCTOBEPHbIX AaHHbIX
lopuaNYECKME ANLA U MHAMBWAYAbHbIE NPEANPUHMMATENN, YKa3aHHble B YacTax 4 U 7 HacTosuien
CTaTbW, HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKOHOoAaTenbcTBOM Poccuiickoit dPeaepaumn.
(yacTb 11 BBeAeHa GeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. MpasuTtenbctBo Poccuiickoit dPepepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeApeHUA
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CUCTEMbI MOHUTOPMHIA ABUMKEHWS JIEKAPCTBEHHbIX MNPEnapaTtoB AN MeAMLMHCKOro NpUMEeHeHus,
BK/IlOYAA CPOKM ee BHeApeHWs, B OTHOLWIEHWUW JIEKAapPCTBEHHbIX NpenapaTtoB Aas8 MeOULMHCKOro
NPUMEHEHNA, BK/OYEHHbIX B MNEpPeYEHb KU3HEHHO HEOOXOAMMBIX U BaKHEWLWMUX JIeKapCTBEHHbIX
npenapaToB, /EKAPCTBEHHbIX MPENapaToB, MpeAHa3HA4YeHHbIX AnAa obecneyeHna nuy, O6ONbHbIX
remoouanen, MyKoBMCUMAO30M, TMNOPU3apPHbIM HaHM3IMOM, GonesHbio loue, 3/710Ka4ecTBEHHbIMMU
HOBOOOpa3oBaHUAMU NMMPONAHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHeEW, paccesaHHbIM
CKNEepo30M, /ML, Nocae TPaHCMNAaHTaLMM OpPraHoB M (MAKM) TKAHEMN, MHbIX NeKapCTBEHHbIX NpenapaTtoB
ANA MeANUMHCKOro NpUMeEHeHUA.

(yactb 12 BBeaeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OFTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUUN, OCYLLLECTBNAKOLWUE AEATE/IbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuYeHuA, Hanaraemble NpU OCYLLECTBAEHUU JeATeNbHOCTM B cdepe
06paLLeHnn IeKapCcTBEHHDIX CPeacTB

1. OpraHusaumu, 3aHumalowmeca paspaboTkoi, npousBoAcTBOM W (MaM) peanusaumei
NIeKapCTBEHHbIX NpenapaToB AnA MeAULMHCKOro NpUMeHeHua, opraHusaumm, obnagatolime npasammu
Ha MCNONb30BaHME TOProBOr0 HaMMEHOBaHWA JIeKapCTBEHHOro mnpenapata And MeAULMHCKOro
NPUMeHeHNA, opraHM3aLMmM oNTOBOM TOProBAN NEKAaPCTBEHHbIMM CPeACcTBaMM, anTeyHble opraHnsauum
(Mx npeactaBuUTENM, UHbIE PUNYECKME U IOPUAMYECKME N1LA, OCYLLECTBASAIOWME CBOKO AeATeNbHOCTb OT
MMEHM 3TUX OPraHn3auuii) B OTHOLEHUU MEANUMHCKMX PabOTHMKOB M pyKoBogMTENen meauLMHCKUX
OopraHuM3aLui He BrpaBe:

1) Bpy4aTb NOAAPKM, BbINAAUNBaATb AEHEXHbIE CPEACTBA (33 UCKNOYEHUEM BO3HArpasKaeHuin no
[OroBopam npu NpPoOBeAeHUWN KAMHUYECKMX UCCNeAO0BaHWI NeKapCTBEHHbIX npenapaTos  Ans
MEAMLMHCKOrO MPUMEHEHMA, BO3HarPa*KAeHWN, CBA3AHHbIX C OCYLECTBAEHMEM MEeAULNHCKUM
PaboTHMKOM neaarormyeckoi u (Mam) HaydyHon AeATEeNbHOCTK), B TOM YMC/Ie OMNIaunBaThb pass/iedeHus,
OTAbIX, NPOEe3A, K MeCTy OTAbIXa, a TakyKe NPUBAEKaTb K Y4acTUIO B pa3BaeKaTe/lbHbIX MeponpuUATUSX,
NPOBOAMMbBIX 33 CYET CBOUX CPEACTB;

2) 3aKNK4aTb cornawleHnAa O Ha3Ha4YeHUn wnan pekomeHgaumnm naunueHTam J1eKapCTBEHHbIX
npenapatos A4na MeauMuUHCKOro npumeHeHuAa (3a UCKNKOYEHNnEem AOorosopos O nposeaeHUn
KNNHNYECKNX MCCJ'Ie,EI,OBaHMﬁ NEeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKoro I'IpVIMeHEHMFI);

3) npeanocTaBaATb o6pa3u,b| NNEKAPCTBEHHbLIX NpenapatoB A4nA MeaUUMNHCKOro npuMmeHeHuAa B
uenax BpyyvyeHuA naymeHtam (3a NCKNKDYEHNEM C/lydaeB, CBA3aHHbLIX C nposBegeHUEM KIUHUYECKUX
MCCIIE,CI,OBBHI/II?I NEKAPCTBEHHbIX NpenapaTtos And megnumnHCKoro I'IpMMEHEHWr'I),'

4) npefocTaBAATb HEAOCTOBEPHY W (MAM) HenonHyto WHGOPMAUMIO O JIEKAapPCTBEHHbIX
npenapartax 411 MeguLUHCKOro MPUMEHEHUS;

5) nocewaTtb UX B pa60qee Bpema Ha pa60qu MecCTaX, 3a UCKNKDYEHNEM CaliydaeB, CBA3aHHbIX C
nposeaeHnem KANHUYECKUX VICCﬂe,CI,OBaHMl\;I NNEKapPCTBEHHbLIX NpenapatoB A4A4 MeAUUNHCKOro
npumeHeHunAa, ¢ ydactmem B nopAaake, yCraHOBJ1IEHHOM pyKoBOAUTENEM MeAMLI,MHCKOﬁ OopraHumsauuu, B
C06paHMFIX MeaULUNHCKNX pa6OTHMKOB N UHbIX MEpoNnpUATUAX, HaAMpPaB/IeEHHbIX Ha NOBbilWleHNE WUX
I'IpOd)ECCMOHa}'IbHOI'O YPOBHA MM Ha NpeaocrtaBieHune MHd)OpMaLI,MM, CBA3AHHOM C ocyuwiecrtsaieHmnem
MOHWUTOPWUHIa 6e3onacHocTH NNEKapPCTBEHHbIX NPEeNapaTos,

6) NOBYKAaTb K BbIMUCbIBAHMIO 1IEKAPCTBEHHbIX NPEnapaTos ANA MeAUUMHCKOro NPpUMEHEHMs Ha
61aHKax, cofeprKawmx MHGOPMALMIO PEKIAaMHOTO XapaKTepa, a TaK:Ke Ha peuenTypHbix 6iaHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBAHME JIEKAPCTBEHHOro npenapaTta Ans MeaMUMHCKOro
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npuMeHeEHUA.

2. OpraHu13aumm, ykasaHHble B ab3aLe nepBom YacTu 1 HacToALLeln CTaTbM, U UX NPEACTABUTENN B
OTHOLIEHUM PapmaLeBTUYECKMX PAaBOTHMKOB M pyKOBOAUTENEN anTeYHbIX OpraHM3aLmMii He Bnpase:

1) BpyyaTb NOAAPKK, BbINIA4YMBaTh AEHENKHbIE CPe/CTBA, B TOM YMCe ONlavyMBaTh pa3B/ieyeHus,
OoTAbIX, NpPoe3f K MecTy OTAbiXxa, M MNPUBAEKaTb K y4yacTUIO B pPa3BJfieKaTeslbHbIX MeponpUATUSX,
NPOBOAUMbIX 3@ CHET CBOMX CPEACTB;

2) npepocTaBnaTb 0b6pasLUbl IeKaPCTBEHHbIX NpenapaToB A8 MegULMHCKOrO NpUMeHeHus ans
BPYYEHMUA HACENEHUIO;

3) 3aKN04aTb cornaweHna O npegnoxXeHnn HaceneHno onpeaeneHHbIX NeKapCTBEHHbIX
npenapatos Ana megnumHCKOro npuMeHeEHNA;

4) npeaocTaBNATb HEAOCTOBEPHYD U (MAKN) HEMnoAHY WHPOPMALMIO O NeKapCTBEHHbIX
npenapartax A8 MeAMLUMHCKOTO NPUMEHEHUSA, B TOM YMCIe UMEIOLINX OAMHAKOBOE MEeXAyHapoaHoe
HernaTeHToBaHHOE HauMeHOBaHMe.

Cratba 67.2. TpeboBaHUA K OpraHuM3auMn M NPOBEAEHUI0 HAY4YHbIX MEPONPUATUI, WHbIX
MeponpuATUiA, HanpaB/ieHHbIX Ha MOBbileHUne npPoPecCUOHANbHOrO YPOBHA MeAULMHCKUX
paboTHMKOB MaAM Ha npegocTaBaeHne UHPOpPMaLMKU, CBA3AHHOK C OCYLLEeCTBJIEHUEM MOHWUTOPUHIa
6e30nMacHOCTU 1eKaPCTBEHHbIX NPenapaTos

1. MNpw NpoBeAEHMMN HAayYHbIX MEPONPUATUIA, MHbIX MEPOMPUATUIA, HaNPaBAEHHbIX Ha NOBbILEHNE
Npo¢$eccMoHaNbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpenoCTaB/lieHMe CBA3AHHOW C
OCYWECTBNIEHMEM  MOHMTOPUHra  6e30MacHOCTM  NeKApCTBEHHbIX  MpenapaTtoB  MHPOpPMaLMM,
OpraHM3yemblX OpPraHM3auMAMM, yKasaHHbIMM B ab3aue nepBom 4actu 1 crtatbM 67.1 HacToAwero
defepanbHOro 3aKoHa, WX MPeacTaBUTENAMM W (MAKN) OUHAHCUPYEeMbIX 3a CYET CPeacTB 3TUX
opraHuMsaumMii M WX nNpeacTaBUTeNel, 3anpeliaeTca NpPenAaTCcTBOBaTb Y4yacTUIO B YKa3aHHbIX
MEPONPUATUAX MHbIX OPraHM3aLMii, KOTOopble NPOU3BOAAT UK PEaNn3yIOT eKapCTBEHHbIE NpenapaTbl
ONA MeOMUMHCKOTO MPUMEHEHUA CO CXOMKMM MexaHM3mom dapmaKkosiormyeckoro aencrema, nnbo
co3faBaTb AMCKPUMMHALMOHHbBIE YC/AOBMA ANA OAHMX YYAaCTHMKOB MO CPaBHEHUIO C  APYrUmMM
YUYACTHUKAMU, @ UMEHHO:

1) npeaocTaBATb PA3INYHOE KOMYECTBO BPEMEHU ANA BbICTYMIEHWUI YH4aCTHUKOB, pasinyHble No
pasmepy 3aHMMaemoi NioLWaaM MecTa 419 AeMOHCTPauumn obpasLoB IeKapCTBEHHbIX NpenapaTos AN
MEAMLMHCKOrO MPUMEHEHUA WAM PEeKNaMHbIX MaTepuanoB O JIeKapCTBEHHbIX npenapaTtax A
MeAMLMHCKOro NPUMEHEHMA Ha 3KCMO3ULMAX, CTEHAAX, 33 UCKIIOYEHMEM C/TyYaeB, eC/iM Takue yCl0oBusA
3aKpenneHbl B COrNalIeHUAX 3TUX OpraHM3auui, ux npeacrasutesnein o GUHAHCUPOBAHMM YKA3aHHbIX
MeponpuATUIA U 06YCNOBAEHbI PAa3/IMYHBIMM 3aTPaTaMM YYaCTHUKOB Ha UX OpraHM3aLmIo;

2) ycTaHaBAMBaTb pa3smep B3HOCA ANA YYAaCTHMKOB MEPONPUATMI, yKasaHHbIX B ab3aue nepsom
HacToALLEN YacTW, MPEBbLIWAIOWMIA CYMMY 3aTPaT Ha OPraHM3aLMIo YKa3aHHbIX MEPONPUATUA U BeayLLniA
K He060CHOBAaHHOMY OFpaHUYEHMIO YMCAA UX YYACTHUKOB.

2. OpraHu3auuu, yKkasaHHble B ab3aue nepsom yactu 1 ctatbu 67.1 Hactoawero ®egepanbHOro
3aKOHa, UX NPeACTaBUTENN, OCYLLECTBAAIOLLME OpraHM3aumio U (Mam) GUHaHCUPOBAHWE MEPONPUATUNA,
YKa3aHHbIX B 4acTu 1 HacTosAwel cTaTbu, 06A3aHbI 0becneymBaTtb JOCTYN K MHGOPMALMKM O AaTe, MecTe U
BPEMEHM NPOBELAEHWA YKAa3aHHbIX MEPONPUATUIA, NAaHax, MpPorpammax MpPOBeAEHUS YKa3aHHbIX
MEepPONPUATUIA U TeMAX, NIAHUPYEMbIX A8 PACCMOTPEHMA, COCTaBe MX YYAaCTHUKOB MyTeM pasmeLleHus
COOTBETCTBYIOWEN MHOPMALMM Ha cBOMX O0dULMAbHBIX CatTax B ceTn "MHTepHeT" He no3aHee ABYX
MecALEB A0 Hayana NPoBeeHUs YKa3aHHbIX MEPONPUATUN.

3. MHdopmaumsa o NpoBeaeHUM MePONPUATUIA, YKa3aHHbIX B YacTu 1 HacTosAwel cTaTbu, B CPOK,
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YCTAaHOB/MIEHHbIA YacTblo 2 HacTosLLel cTaTbW, AOMKHA OblTb HanpaBneHa B ¢denepasbHbI OpraH
WCNONHUTENbHOM  BAACTW, OCYLLECTBAAKOWMIA  GYHKUMM NO  KOHTPOAKO M Haasopy B cdepe
3/1paBOOXPAHEHMA, ANA NOCNAEAYIOWEro pasmeLleHna ee Ha oPULMANBHOM CailTe 3TOro OpraHa B CeTu
"NHTepHeT".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHMUE 3AKOHOZATE/IbCTBA
POCCUIACKOMN DEAEPALMUM NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, MPUYUHEHHOIO 340POBbLIO TPAXKAH
BC/NIEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHMe 3aKoHogaTenbctBa Poccuiickoii depepauumn npu
06palLeHnn neKapcTBeHHbIX cpeacTs

1. HapyweHune 3akoHogaTtenbcTBa Poccuiickolt depepaumm npu o6palleHUM NeKapCTBEHHbIX
cpeactB BneyeT 3a COOON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickol
depepaunn.

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

2. 3a HenpeacTaB/leHME WKW HECBOEBPEMEHHOE npeacTaBieHMe UWHbopmauum u  (Man)
OOKYMeHToB nMbo  npeacTaBNeHWe  HeaoCTOBEpPHbIX  MHpopmaumnm 1M (MAKM)  OOKYMEHTOB,
npeaycMoTPeHHbIX HacToAawmum deaepanbHbiM  3aKOHOM, CYyObEeKTbl 0OpaLLEHUs NEeKapCTBEHHbIX
CpPeacTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4AaTeNbcTBOM Poccuitickoin ®epepaumu.

(yacTb 2 BBeaeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

Cratba 69. BosmeweHue Bpega, NPUUUHEHHOrO 340POBbIO rPpaXKaaH BCaeacTBue NpUMeEHeHUA
JIeKapCTBEHHbIX NpenapaTos

1. MpousBoauTenb NEKapCTBEHHOrO npenapata o6f3aH BO3MECTUTb BpPes, NPUYUHEHHbIN
300PO0BbIO rpak4aH BCNeACTBME NPUMEHEHMA IeKapCTBEHHOrO NpenapaTa, ec/im A0Ka3aHo, YTo:

1) ﬂeKapCTBeHHbII‘;I npenapat npunmeHAncAa Nno HasHa4eHU0 B COOTBETCTBUU C MHCTPYKLI,MEIZ no
NPUMEHEHUNIO NEeKAPCTBEHHOIO Nnpenapata U I'IpM‘-IMHOVI Bpena ABUACA BBOA B Fpa)-KLI,aHCKMﬁ 060pOT
HEAO6p0KaLIECTBeHHOI'O NNEKapPCTBEHHOrO nNpenaparta,

2) Bpea, 340POBbID MPUYMHEH BCAEACTBME HEAOCTOBEPHOM MHbOpMaLMM, copeprKallieinca B
MHCTPYKUMM  NO  MPUMEHEHUIO  NIeKapCTBEHHOrO  npenapaTta, W34aHHOW  Npou3BoAuTesIeM
JleKapcTBEHHOTrO Npenapara.

2. B cnyyae, ecnu Bpesd 340POBbIO rpaXkaaH NPUYUHEH BCIEACTBME NPUMEHEHMUSA IEKAaPCTBEHHOTO
npenaparta, NpulUeAWwero B HEro4HOCTb B pe3y/bTaTe HapyweHUs NPaBuA XPaHEHWUs JleKapCTBEHHbIX
CPeACTB, NPaBU ONTOBOM TOPrOBAWM IEKAPCTBEHHBIMU NpenapaTamu, NPaBua OTNYCKA NEeKaPCTBEHHbIX
npenapaTos, MNpPaBWU/A W3rOTOBJAEHUS M OTMYCKAa JIEKAPCTBEHHbIX MpenapaTtos, BO3MELLEHME Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHM3auMein OMNTOBON TOProB/AM NEKAPCTBEHHbIMW CPeACTBamMu,
anTeyHoOM oOpraHuWsauuMen, WHAMBUAYaANbHbIM MNpPeanpUHUMATENEM, WMEIOWNMU IMLEH3UIO Ha
bapMaueBTUYECKYIO AeATeNbHOCTb MAW IULEH3UI0 HAa MEeAUUMHCKYH AeATeNbHOCTb, MEeAMUMHCKON
opraHusauuen, MMelolen AMUeH3UI0 Ha QapmaLeBTUYECKYl0 aeaTenbHOCTb (ee 060cobaeHHbIM
noapasgeneHnem (ambynatopueit, penbaliepckum n penballepcko-akyWepckMm NyHKTaMu, LeHTPOM
(oToeneHnem) obuien BpayebHOMN (cemeinHOM) NPaKTUKKU), PACMONOXKEHHbIM B CE/IbCKOM Hace/NeHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHaa opraHusauma), 40NyCTUBLUMMM NPOAAXKY MW OTMYCK TaKoro
NleKapcTBEHHOro npenapara.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHne Bpeaa, MNPUYMHEHHOTO 3[0POBLI0 rpa)gaH BCAEACTBME MPUMEHEHMUA
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JIEKapCTBEHHbIX MPenapaTtoB WAM COBEPLUEHUS NPOTUBOMPABHbLIX AEUCTBUN CyObeKTamu obpalleHus
JIEKapCTBEHHbIX CPeACTB, OCYLECTBASeTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit
depepaunu.

nasa 16. 3BAK/TIOMUTE/IbHBIE MOJIOXKEHNA

Ctatba 70. O NnpM3HaHUKM YTPATUBLLMMMU CUTY OTAE/IbHbIX 3aKOHOAATE/IbHbIX AaKTOB (N0J10XKeHWUiA
3aKOHoAaTebHbIX akToB) Poccuiickoit ®epepauyum

MpW3HaTbL YTPATUBLLMMU CUNY:

1) depepanbHbIl 3aKoH oT 22 uioHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaumm, 1998, N 26, cT. 3006);

2) depepanbHbIt 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNONHEHUI B
depepanbHbii 3aKoH "O nekapcTBeHHbIX cpeactBax”' (CobpaHue 3akoHogaTenbcTBa Poccuiickoit
depnepaunu, 2000, N 2, cT. 126);

3) ctaTtbto 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUN U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesnbHble akTbl Poccuitckoit Pepepaumm B CBA3M C NPUHATUMEM
depepanbHoro 3akoHa "O /NMUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PenepanbHoro 3akoHa ot 30 utoHAa 2003 roga N 86-®3 "O BHeECEHUUN U3MEHEHUI K
OONONHEHUI B HEKOTOPbIE 3aKOoHOAAaTeNbHble aKTbl Poccuiickon Pegepaumm, NPUHaAHUKN YyTPATUBLLMMMU
CUNY OTAENbHbIX 3aKoHOAATesNbHbIX aKToB Poccuitickoli depepaumn, NpenocTaBNeHUM OTAENbHbIX
rapaHTUN COTPYAHMKAM OPraHoOB BHYTPEHHUX A€/, OPraHOB MO KOHTPO/O 32 060POTOM HAaPKOTUYECKUX
CpeacTB U NCUXOTPOMHbIX BELLEeCTB U ynpasgHAembix ¢enepasbHbiX OpraHOB Ha/NOroBoM NOAUMLMU B
CBA3N C OCYLLECTBAEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTtbio 101 depepanbHOro 3akoHa ot 22 asrycrta 2004 roga N 122-d3 "O BHeCEHUN U3MEHEH U
B 3aKoHoZaTesibHble aKTbl Poccuitickolt Pepepaumm M NPU3HAHUU YTPATUBLUMMM CUY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3MU € NpuHATUEM PepepasnbHblX 3akoHoB "O
BHECEHUM M3MEHEHWUIH U gononHeHui B PepepanbHblil 3aKoH "O6 06WMX NPUMHUMNAX OpraHM3aUuUK
3aKOHOAaTeNbHbIX (NpeacTaBUTENbHBIX) M UCMNOJHUTENIbHBIX OPraHOB rOCYZAapCTBEHHOW BAacTU
cybbektoB Poccuiickon ®depgepaumn” un "O6 obWwMXx NpPUHUMNAX  OpraHM3auuM  MECTHOro
camoynpasneHua B Poccuiickoint Pepepaunn” (CobpaHue 3akoHoaaTenbctBa Poccuiickoit ®epepaumm,
2004, N 35, cT. 3607);

6) cTaTbto 28 deaepanbHOro 3akoHa oT 18 gekabps 2006 roga N 231-$3 "O BBegeHMM B AeNCTBUE
yacTu veTBepToi [parKaaHcKoro Kogekca Poccuiickon depepauumn” (CobpaHue 3akoHoaaTeNbCTBa
Poccuitckoit depepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PepepanbHOro 3akoHa

1. Hactoawumit denepanbHbiii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aperncTpupoBaHHble A0 AHA BCTYNJIEHUMA B CUY HaCTOALLEro
(Dep,epaanoro 3adKOHa, NoanexaT BK/IKDYEHUIO B TOCYyAaPCTBEHHbIE PEECTPbl NEKAPCTBEHHDBIX CpeacTs C
BHECEHMEM YKa3aHHbIX B 4acCTh 1 crtatbu 33 HacToAwero dJe,u,epaanoro 3adKOHa CBGAEHMﬁ 06 3Tnx
NEeKapCTBEHHbLIX CpeacrBax 6es npoxoxgeHna BHOBb npoueaypbl I'OCV,CI,apCTBEHHOﬁ perncrpauunm
NEeKapCTBEHHbIX NMpPenapaTos.

3. rOCV,CI,apCTBEHHa‘r'I perncrpaumna nekapCrBeHHbIX NPenapaTtos, 3a UCKNHOYEHNEM NEKAPCTBEHHDbIX
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npenapaToB A9 MeAMUMHCKOTO NPUMEHEHWA, NPeACTaBAEHHbIX Ha YKa3aHHY0 peructpaumio 4o AHA
BCTYMN/IeHNA B CUNY HacToswero ®esepanbHOro 3aKoHa, OCYLLECTB/ISETCA B COOTBETCTBUM C HACTOALMM
desepanbHbIM 3aKOHOM Ha OCHOBAHMM LOKYMEHTOB M AaHHbIX, MPeACTaB/AEHHbIX 40 AHA BCTYNNEHUSA B
cuny Hactoswero PeaepanbHOro 3akoHa.

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TlocypapctBeHHaa perncrpauma NIeKapCTBEHHbIX NpenapaTtoB Ana  MegUUUMHCKOro
NPMMEHEHWA, MPeACTaBAEHHbIX Ha rOCYAApCTBEHHYIO pPEerucTpauuio A0 AHA BCTyNAeHuMA B Cuay
HacTosAwero denepasbHOrO 3aKOHA, U rOCYAAPCTBEHHAA PErucTpaLmnA NeKapCTBEHHbIX NPenapaTos A
MEeAMUMHCKOrO MNpPUMEHEHUA, MPeACTaBAEHHbIX HA 3KCNepTU3y NEeKAPCTBEHHbIX Cpeacts A0 AHA
BCTYMN/AEHMA B CUAY HacToauwero PenepasbHOro 3aKOHa B LEAAX UX Nocaeaytowein rocyaapcTBeHHoOM
perucrpauum, OCyLLeCTBAAKOTCA Ha OCHOBAaHUW [OKYMEHTOB W [AaHHbIX, MpeAcTaBAEeHHbIX A0 AHA
BCTYNAEHMA B cuAy Hactosawero ®enepanbHOro 3aKoHa, a TaKKe 3aABJAEHMA O rOCyAapCTBEHHOWM
perucTpauum NeKapcTBEHHOro npenapaTta, MpeacTaBAEHHOro MPou3BOAUTENEM NeKapCTBEHHbIX
npenapaToB MW YNOJAHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwmMm PeaepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynnaTbl rOCYy4apCTBEHHOM MOWAWHBI, NPesyCMOTPEHHOM 3aKOHOAATeNIbCTBOM Poccuiickoit
depepaunn o Hanorax n cbopax.

(yacTb 3.1 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MoaTBep)AeHWEe TrOCYyAApCTBEHHOW pPerncTpaumn  NeKapcTBeHHbIX NpenapaTtoB  AnA
MeANLMHCKOIo NPUMEHEHMA, NPeACTaBAEHHbIX 414 NOATBEPKAEHNUA rOCYAapPCTBEHHON perncTpaLmmn oo
OHA BCTYN/eHWA B cuay Hactoswero ®PepepanbHOro 3akoHa, M NoATBEPXKAEHWE FoCyAapCTBEHHOWM
perucTpauum neKapcTBeHHbIX MNpenapaToB A MEeAUUMHCKOrO NPUMEHEHWA, NPeACTaBAeHHbIX Ha
9KCMepTU3y JIEKapCTBEHHbIX CPeACTB A0 AHA BCTYNAEHUA B cuay HactoAawero ®enepasibHOro 3aKoHa B
uenax nocneayrollero NOATBEPXKAEHUA WX TOCYAAPCTBEHHOM perncrpaumu, OCYyLLeCcTBAAKTCA Ha
OCHOBaHMW [OOKYMEHTOB W [aHHbIX, MNPeACTaBAEHHbIX A0 AHA BCTYN/JEeHWA B CWJy HacToALLEero
denepanbHOrO 3aKOHa, a TaKKe 3aABAEHUMA O MOATBEPNKAEHWUU TOCYAAPCTBEHHON perMcTpauun
JIeKapCTBEHHOrO npenapaTa, NPeacTaBNeHHOro NPOM3BOAMTENIEM JIEKAPCTBEHHbIX NpenapaTtoB WMau
YNONHOMOYEHHbIM MM /JIMLOM B COOTBETCTBMM C HactoAwmm PepepanbHbiM  3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocy4apCTBEHHOM MOWAMHLI, NPeAyCMOTPEHHOM 3aKoHOAAaTeNbCTBOM Poccuitckoi
depepaunn o Hanorax n cbopax.

(yacTb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. TlpuHATME peleHna O BHECEHUM W3MEHEHWUA B [AOKYMEHTbl, cogepiKalimeca B
PEerucTpauuMoHHOM [0Cbe Ha 3apPerucTpPMpPOBAHHBIN JIEKAPCTBEHHbIM Mpenapat Aas MeAMUMHCKOro
NPUMEHEHUA W NpPeACTaB/eHHble 40 AHA BCTYNJEHUA B CUAy Hactosuwero deaepanbHOro 3akoHa, u
NPUHATUE PELIEHUS O BHECEHUWN U3MEHEHWI B AOKYMEHTbI, COAEPKalleecs B PErMcTpaLMOHHOM L0Cbe
Ha 3aperucTpupoBaHHbIM  NEKAPCTBEHHbIM  Mpenapat Aaa  MeAWUMHCKOrO  MPUMEHEHUs U
npeacTaB/eHHble Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeACTB A0 AHA BCTYMJIEHWA B CUJY HACTOSALLEro
denepanbHOro 3aKOHa, OCYLLECTBASIOTCA Ha OCHOBAHMM LOKYMEHTOB W AaHHbIX, NPeACTaBNEHHbIX A0
AHA BCTYNAeHUs B CUy HacTosiwero ®denepasbHOro 3aKOHA, a TaKKe 3asB/IieHWA O BHECEHUU
M3MEHEHWA B [OKYMEHTbl, COLEpP’KalMecs B PErmcTpaumMoHHOM [0Cbe Ha 3aperucTpMpOBaHHbIN
NeKapCTBEHHbIM nNpenapaT Ans MeAMUMHCKOTO MPUMEHEHUs, MpPeACTaB/AeHHOro MNpPOM3BOAMUTENEM
NeKapCTBEHHbIX MPenapaTtoB WAM YMNOJHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C HACTOAWMM
denepanbHbIM 3aKOHOM B YNOJIHOMOYEHHbIN dpesepanbHblit opraH UCNOAHWUTENbHOM BAacTM Ao 1 mapTa
2011 ropga, 6e3s TpeboBaHMA ynnaTbl  rOCYAapCTBEHHOW  MOWAWHbLI,  MPeayCMOTPEHHOWN
3aKoHogaTenbcTBOM Poccuiickoit Peaepaummn o Hanorax n cbopax.

(yacTb 3.3 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHnit Ha npoBeAeHUMEe KAUMHUYECKMX WCCNeAO0BaHUM NeKapCTBEHHbIX
npenapaTos A8 MeAUUMHCKOTO NPUMEHEHUA MO 3aABAEHUAM, NOAaHHbIM A0 AHA BCTYMAEHMA B CUAY
HacToawero ®esepasbHOro 3aKOHa, a TaK¥Ke Mo 3aABNEeHUAM, NOAAHHbIM NOCAE AHA BCTYNIEHUA B CUNY
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HacToAwero ®enepanbHOro 3akoHa HAa OCHOBAHWM 3KCNEPTU3, MPOBEAEHHbIX A0 AHA BCTYN/IEHNA B CUNY
HacToAwero ®PenepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBUMM C HactoAwmm ®PepepanbHbim
3aKOHOM Ha OCHOBAHMUM AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX MU NONYYEHHbIX A0 AHA BCTYNAeHMA
B CMNy HacTosAwero ®enepasbHOr0 3aKOHA, a TaKKe Ha OCHOBAHUM KOMWUK NpeaBapuTenbHOro A0rosopa
06A3aTeNbHOrO0  CTPAXOBAHWUA  KU3HKW, 340POBbA MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
nccnefoBaHUM IEKAapCTBEHHOIO Npenapata Aaa MeAMUMHCKOro NPUMEHEHMA, UAM KOMUKU [0roBopa
06A3aTeNbHOrO  CTPAXOBAHWUA  KU3HKW, 340POBbA MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
nccnefoBaHUM NEKAPCTBEHHOrO MpenapaTta A4 MeAMUMHCKOrO NpUMEHeHUs, Mbo npeacTaBaeHHON
Konuu gorosopa 06a3aTeIbHOro CTPaxoBaHMA, 3aKOYEHHOTO B COOTBETCTBUM C TUMOBLIMM NPaBUIaMu
06A3aTeNbHOr0 CTPAXOBaHWUA, C YyKa3aHMEM npenesbHOM YMCNEHHOCTM MALMEHTOB, Y4YaCTBYHOLMUX B
KNAMHUYECKOM WCCNeA0BaHUM NIEKAaPCTBEHHOro npenapata gas MegUUMHCKOro npumeHeHus, 6es
TpeboBaHMA ynnaTbl rocy4apCTBEHHOM MOLU/IMHbBI, NPeAYyCMOTPEHHON 3aKoHOA4aTebCTBOM Poccuiickom
depepaunn o Hasnorax 1 cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTtpupoBaHHble B WMHOCTPAHHOM BanoTe A0 AHA BCTYNAE€HMA B CUAY HACTOALWLEro
depepanbHOro 3aKOHa npegesbHble  OTMNYCKHble  LEeHbl WMHOCTPAHHbIX Npou3BOAUTENEN  Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEOOXOAMMBIX W BarKHEULWKNX
JIeKapCTBEHHbIX NPenapaTos, nognexaT nepecyety B pybsam no Kypcy LleHTpanbHoro 6aHKka Poccuiickom
depepaunn Ha aaTy, ycTaHoB/eHHy MpaButenbcTtBom Poccuinckolt depepauumn, 6e3 npeacraBnaeHus
3asAB/IEHMA O nepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHMUI B FOCYAAPCTBEHHbIN pPeecTp
npeaenbHbIX OTMYCKHbIX LEH NPou3BOAUTENE Ha JIeKapCTBEHHble NpenapaTbl, BK/AKOYEHHblE B
nepevyeHb XN3HEHHO HGO6XOAMMbIX M BaXKHeMnLWmnx NeKapCTBEHHbIX MpenapaTos.

(yacTb 3.5 BBeaeHa ®epepanbHbiM 3akoHOM 0T 11.10.2010 N 271-d3)

3.6. 3apernctpmpoBaHHble [0 AHA BCTYNAeHMA B cuay HacTtosawero ®depepasbHOro 3akoHa
npegenbHble OTNYCKHblE LEeHbl POCCUMCKUX MNPOU3BOAUTENEN HA JIEKapCTBEHHble MpenapaThl,
BK/IIOYEHHblE B MEpeYeHb KU3HEHHO HeOobXO4MMbIX M BaXKHENLWMX NEeKAPCTBEHHbIX MPenapaTos,
nogsnexar uHaekcaumm ¢ 1 Hoabpa 2010 roga uvcxogs M3 NPOFHO3MPYEMOrO YPOBHA MHOAALMM,
ycTaHoBneHHoro ®egepanbHbiM 3aKoHOM OT 2 aeKkabpsa 2009 roga N 308-d3 "O denepanbHom
6toaxkeTte Ha 2010 roa v Ha nnaHoBbIn nepuoa 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPon3BOACTBO U BBO3 B Poccuiickyto ®egepaumio
JIeKaPCTBEHHbIX NPENApPaToB B YNaKOBKaX C MAaPKMPOBKOMN, KoTopasa 6blna HaHeceHa A0 AHA BCTYN/JeHUA
B cuny Hactoawero denepanbHOro 3akoHa. Mo UCTeYEHMM YKa3aHHOTO CPOKA AaHHble IEKAPCTBEHHbIE
npenapaTtbl MOTYT OTMNYCKaTbCA, PEasIM30BbIBATLHCA, NepesaBaTbCA M MPUMEHATbLCA A0 UCTEYEHUA WX
CPOKa rogHOCTMU.

(B pen,. PegepanbHbix 3aKoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-d3)

4. Co pgHA BCTyn/eHWa B cuny Hactoawero PepepanvHoro 3akoHa u no 30 anpens 2011 roga
BK/IIOYMTE/IbHO  JOMYCKAaeTcA MNpoBefAeHWe 3KCNepTM3bl  JIEKAPCTBEHHbIX CPeACTB  3KCnepTamm
SKCMEPTHOrO yYpeXKAeHUA [0 TMPOXOXKAEHWA UMM aTTectauuum B nopAgKe, YCTaHOBAEHHOM
YNOJHOMOYEHHbIM defepanbHbIM OpPraHOM UCNOAHUTENIbHOW BAACTU.

5. Co gHA BCTynneHus B cuny Hactoswero dPeaepanbHoro 3akoHa 1 no 31 aekabps 2013 roaa
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexon K NpPou3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMU C
npasmMaamm opraH13saumm NPoun3BoACTBA M KOHTPO/IA KauecTBa SIEKaPCTBEHHbIX CPEeACTB, YKa3aHHbIMU B
yactu 1 ctatbu 45 Hactoawero PepepanbHoro 3akoHa, B nosaHOmM obbeme. CpokM nepexoaa
NpPoOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K MX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM
TpeboBaHMAMM AAHHbIX MPABWA, BK/AKOYAA CPOKWU aTTecTauum YMNoJIHOMOYEHHbIX ML, YKa3aHHbIX B
yactax 6 u 7 cratbm 45 HactoAwero PepepanbHOro 3akoHa, YCTaHaBauBatoTcA [1paBUTENbCTBOM
Poccuitckoit epgepaumn.
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6. /IMueH3nn Ha NPoOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblAaHHble Ao 1 aHBapa 2014 ropga,
aencteytoT nocse 1 aHBapsa 2014 roga A0 UCTEYEHMA CPOKA MX AEUCTBUA MPU YCI0BUU COOTBETCTBUSA
ZMUeH3MaTa Npasmaam OpraHmMsauMn NPou3BOACTBA M KOHTPO/A KayecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B yacth 1 ctatbu 45 HacToAwero PenepansHOro 3akoHa.

7. ®opmnpoBaHMe rocysapCTBEHHOMO 334aHWA Ha MpPOBEAEHME 3IKCNEePTM3bl JIEKAPCTBEHHbIX
cpencte depepanbHOMY rocyAapCTBEHHOMY BHOAMKETHOMY YUPENKAEHUIO MO NPOBELEHUIO SKCMEPTU3bI
JIeKapCTBEHHbIX cpeacTs M dMHaHCOBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBAAIOTCA B
nopagke, yctaHoBieHHoOM ®egepasibHbiIM 3aKoHOM oOT 12 sHBapa 1996 roga N 7-®3 "O
HEKOMMeEpPYECKMX opraHmM3aumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHt
Poccuiickoin Pepepaumn
O.MEOBELEB

MockBa, Kpemnb

12 anpena 2010 roga

N 61-®3
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