12 anpens 2010 roga N 61-®3

POCCUMCKAA OEOEPALMA
®EAEPANIbHBLIA 3AKOH
OB OBPALLIEEHUW NEKAPCTBEHHbIX CPEACTB

MpuHAaT
locyaapctseHHOM dymon
24 mapta 2010 roga

OpobpeH
Cosetom Pepepauum
31 mapta 2010 roga

CnMCOK 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,
0T 25.06.2012 N 93-®3, o1 25.12.2012 N 262-$3, o1 02.07.2013 N 185-03,
0T 25.11.2013 N 317-93, o1 12.03.2014 N 33-$3, 07 22.10.2014 N 313-03,

0T 22.12.2014 N 429-d3 (pea. 13.07.2015), o1 08.03.2015 N 34-d3,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-93,
o1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 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), o1 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-P3,
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,

071 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, 07 22.12.2020 N 444-d3)

Fnasa 1. OBLLUUE NOJTOXKEHUA
Cratba 1. Mpeamer perynnposaHua Hactoswwero ®eaepanbHOro 3aKoHa

1. Hactoawuit deaepanbHblii 3aKOH PEryiMpyeT OTHOLWEHMS, BO3HMKAOLWME B CBA3W C 0bpalLeHnem -
pa3paboTKoOW, [HAOKAMHUYECKUMU WCCNEL0BAHUAMM, KAUHUYECKMMMU UCCNEA0BAHUAMMU, SKCNEpPTU3ON,
rocyfapCTBEHHOW perucTpaumen, co CTaHZapTuMs3auueid M C KOHTPOJIEM KayecTBa, NPOW3BOACTBOM,
M3roTOB/IEHMEM, XPaHEHNEM, NePeBO3KOW, BBO30OM B Pocculickyto depepaumnto, BbIBO3OM U3 PoccuiicKoi
denepaumn, peknamol, OTNYCKOM, peanusaumel, nepegaven, MPUMEHEHUEM, YHUUYTOXKEHUEM
NeKapcTBEHHbIX CpeacTs.

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

2. Hactoawmit degepanbHbilii 3aKOH yCTaHAaBAMBAET MPUOPUTET rOCYAAPCTBEHHOMO peryaMpoBaHuA
6e30nacHOCTH, KayecTBa M 3G GEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPU MX 06paLLLEHNN.
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Chepa npumeHeHUA HacTosLero PeaepanbHOro 3akoHa

Hactoawuin denepanbHblit 3aKOH NPUMEHAETCA K OTHOLWEHWSAM, BO3HMKAOWMM Mpu 0bpalieHum
NleKapcTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickon Peaepaumn.

CraTtbAa 3. 3aKOHOAaTeNbCTBO 06 06paLLLEHUM NIeKapCTBEHHbIX CPeACcTB
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1. 3aKOHOOATENBCTBO 06 o6pau.|,eH|/|M NEKapCTBEHHbIX CPeACTB COCTOUT U3 HACTOALLETO CDep,epaanoro
3aKOHa, Apyrmux d)e,u,epaanblx 3aKOHOB U NHbIX HOPMATUBHbIX NMPABOBbIX aKTOB Poccuitckol (Dep,epau,vlm.

1.1. 3aKoHOAaTENbCTBO 06 06pALLEHUM NEKAPCTBEHHbIX CPEACTB B OTHOLWEHUU PUANYECKUX UL, U
MHAMBUAYANbHbIX NpeanpuHUMaTeNen, OCYLLECTBAAIOWNX AeATe/IbHOCTb Ha TEPPUTOPUN MEXKAYHAPOAHOIO
MeaMLMHCKOro Knactepa, NPUMEHAETCA C y4eTOM 0CcobeHHOocCTel, YyCcTaHoBAEHHbIX PesepanibHbiM 3aKOHOM
"O mexayHapoAHOM MeAVLMHCKOM KaacTepe M BHECEHUU U3MEHEHUN B OTAe/lbHble 3aKoHOoAaTe/lbHble
akTbl Poccuinckon depepaunn'.

(yacTtb 1.1 BBegeHa depepanbHbim 3akoHOM 0T 29.06.2015 N 160-$3)

2. feincTtene Hactoawero ®eaepasbHOro 3aKoHa PacnpocTpaHAeTcs Ha obpalleHMe HapKOTUYECKUX
NeKapCcTBEHHbIX CPEACTB M MCUXOTPOMHbIX IEKAPCTBEHHbIX CPEeACTB C y4eTOM 0COBEeHHOCTEN, YCTaHOBAEHHbIX
3aKoHoAaTenbcTsom Poccuiickoin Peaepaumnmn o HAPKOTUYECKUX CPEACTBAX, MCUXOTPOMHbIX BelecTsax 1 06
UX NpeKypcopax.

3. JeiictBne Hactoswero @degepanbHOro 3akoHa  pacnpocTpaHAeTcA Ha  obpaueHue
paguodapmaLeBTUUYECKUX  NIeKApPCTBEHHbIX CPeAcTB C  y4eTom  0cobeHHoCTel, YCTaHOBAEHHbIX
3aKoHoAaTenbcTBom Poccuitickoit Peaepaumnm B obnactn obecneyeHus pagmaunmoHHon 6e3onacHoCcTu.

4. Ecnm mexKayHapoaHbim AoroBopom Poccuiickoit ®egepaumm yCTaHOBAEHBI MHbIE NPaBUAA, YeM Te,
KOTOpble NpeaycMoTpeHbl HacToAalmMM PegepanbHbiM 3aKOHOM, MPUMEHAIOTCA NpPaBuia MeXAyHapoaHOro
Jorosopa.

4.1. PelleHNA MeXrocyLapCcTBEHHbIX OPraHOB, MPUHATbIE HA OCHOBAHWM NOJIOXKEHUI MeXAYHaPOAHbIX
porosopoB Poccuitckon Pepepaumm B MX UCTONIKOBAHUM, NpoTuBopedallem KoHcTutyuum Poccuiickol
depepaunn, He noaaexkat mcnonHeHuto B Poccuinckoint Pepepaumn. Takoe NpoTMBOpeYne MOKET ObiTb
YCTaHOB/IEHO B NOPSAAKe, onpeaeneHHOM deaepasnbHbIM KOHCTUTYLMOHHBIM 3aKOHOM.

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

5. B Poccuitckon ®depgepaunm B COOTBETCTBUM C MEXAYHAPOAHbIMW A0roBopamm Poccuickom
depepaunn n (MIM) Ha OCHOBE MPUHUMNG B3aMMHOCTM MPU3HAOTCA pPe3ynbTaTbl KAMHUYECKUX
nccnefoBaHUI IeKapCTBEHHbIX MPenapaToB AN MeAULMHCKOro NpUMeHeHUs, NpoBeAeHHbIX 3a Npeaenamm
Tepputopun Poccuiickoit Pepepaunu.

CraTba 4. OCHOBHbIE NOHATUA, UCNOb3yemble B HacToAwem PeaepanbHOM 3aKOHe

[na uenei HacToswwero ®eaepasnbHOro 3aKOHa UCMNOJIb3YIOTCA CleAytoLMe OCHOBHbIE MOHATUA:

1) nekapcTeeHHble CPeACcTBa - BELLECTBA MM UX KOMBMHALMM, BCTYMNatoLME B KOHTAKT C OpraHM3Mom
yenoBeKa WM XKMBOTHOFO, MPOHMUKAaOWMe B OpraHbl, TKaHW OpPraHU3Ma YesioBeKa WU KUBOTHOTO,
npumeHsemble ANA NPOPUNAKTUKKU, OUArHOCTUKKU (33 WUCKAOYEHMEM BELLECTB WAM UX KOMBUMHauuK, He
KOHTaKTMPYIOLWMNX C OPraHM3MOM YesioBEKa UN KUBOTHOTMO), nedyeHunsa 3abonesaHua, peabunmraymm, ans
COoXpaHeHuAa, NpeaoTBpaLleHMA Uan NpepbiBaHMa 6epemeHHOCTN U NolyYeHHbIe U3 KPOBU, M1a3Mbl KPOBH,
M3 OpraHoB, TKaHe opraHM3ma YesioBeKa Wan XUBOTHOrO, PacTEHUA, MMHEPAIOB METOAAaMMU CUHTE3A UK C
npumeHeHnem BUONOTUYECKUX TEXHONOTUIM. K NeKapcTBEHHbIM CpPeAcTBam OTHOCATCA dapmaleBTUYecKkmne
cybCcTaHUMM 1 IeKapCcTBeHHbIe Npenaparbl;

2) dapmaueBTMUECKasa cybCcTaHUMA - SIeKapCTBEHHOE CPeAcTBO B BMAE OAHOMO WM HECKONbKUX
obnagarowmx GapmMaKkoaorMyecko akTUBHOCTbIO AENCTBYIOLWMX BELECTB BHE 3aBUCMMOCTU OT NPUpPoAbl
NPOUCXOXAEHUA, KOTopoe NpeaHasHavyeHo A8 NPOU3BOACTBA, U3rOTOB/EHMA IeKapCTBEHHbIX NpenapaTos
n onpegensaet nx 3GPeKTUBHOCTb;

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

3) BcnomoraTe/ibHble BeLLeCTBa - BellecTBa HeOpPraHMYeckoro UAM opraHMYeckoro NPoUCXoXKAeHMs,
ncnosb3yemble B Npouecce NPou3BOACTBa, M3rOTOBNEHMA NEKapCTBEHHbIX NPenapaTtoB ANA NpUaaHua Um
HeobXxoAMMbIX PUINKO-XMMUYECKMX CBOMCTB;
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3
4) neKapcTBeHHble MnpenapaTtbl - /JEKapCTBEHHble CpeAcTBa B BUAE JIEKApPCTBEHHbIX ¢opm,
npUMeHsiemble A48 NPOoUNAKTUKM, ANArHOCTMKM, edeHuns 3abonesaHus, peabunutaumm, o1a CoOXpaHeHus,
NpegoTBPALLEHUNA UM NPEepPbIBaHUA BepemMeHHOCTH;

5) NEeKapCTBEHHAA d)opfv\a - COCTOAHME NEKapPCTBEHHOIO NpenapaTta, COOTBETCTBYHOLLEE cnocobam ero
BBeAEHNA N NPUMEHEHNA U OGECI’IE‘-IMBaIOLLI,EE AOCTUXKeHUe HeO6XO,CI,MMOI'O neyebHoro 3¢¢EKT3;

5.1) po3npoBKa - coaep:KaHne O4HOro WM HECKONbKUX OENCTBYIOLMX BELLECTB B KOIMYECTBEHHOM
BbIPA)KEHUW HA eAMHMUY f[03bl, WAW eauHuuy obbema, WAW eguHULY MaAcCbl B COOTBETCTBUWU C
NekapcTBeHHon dopmoii 1Mbo AN HEKOTOPbIX BUAO0B IEKAPCTBEHHbIX POPM KOAMYECTBO BbICBOOOKAAEMOTO
M3 1IeKapCcTBEHHOM GOPMbI AENCTBYIOLLLErO BELLECTBA 32 eAMHULY BPEMEHMU;

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

6) nepeyeHb XKU3HEHHO HEOBXOAMMbIX U BaXKHEMLLMX JIEKAPCTBEHHbIX NPENapaToB - YTBEPKAAEMbIl
MpaBuTenbctBom Poccuitickont Pepepaunn nepeveHb NEKAPCTBEHHbIX MPENAPATOB ANA MeAULMHCKOro
npumeHeHus, obecneymnBatoLLUX NPUOPUTETHbBIE NOTPEOHOCTM 34PaBOOXPAHEHMA B LENAX NPOPUNAKTUKM U
NeyeHuns 3aboseBaHUI, B TOM 4ucie npeobnafatrowmx B CTPyKType 3abosneBaemoctu B Poccuiickoit
depepauny;

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

6.1) opdaHHble NeKapCTBEHHble NpenapaTbl - JIeKApCTBEHHble MpenapaTtbl, NpegHasHayeHHble
UCKNKYNUTENBbHO ANA AUArHOCTUKM WAKUM NaToreHetuyeckoro nevyeHuA (nequvm, Hanpas/1eHHOro Ha
MexXaHW3M pa3BUTMA 3aboneBaHus) peaknx (opdaHHbIX) 3aboneBaHuU;

(n. 6.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

6.2) 6uoNOTMYECKME JIEKAPCTBEHHbIE MNpenapaTbl - JIEKAapCTBEHHbIe MNpenapaTsl, AeincTsylolee
BELLECTBO KOTOPbIX MPOM3BEAEHO WM BblAENEHO M3 BMONOrMYECKOro UCTOYHMKA U ANa onpejeneHus
CBOMCTB M KauyecTBa KOTOPbIX HE0HX0AMMa KOMBMHALMSA BUONOTMYECKMX U GPUSUKO-XMMMYECKUX MeTOA0B. K
OMONOIMYECKMM  NEKAPCTBEHHbIM  MpenapaTaM  OTHOCATCA MMMYHOBUOMOrMYEecKMe IeKapCTBEHHbIE
npenaparbl, 1EKAPCTBEHHbIE NPenapaTbl, NOJNYYEHHbIE U3 KPOBM, MAa3Mbl KPOBM Ye/I0BEKA U KUBOTHbIX (33
UCKIOYEHNEM LLENIbHOM KPOBM), BMOTEXHOIOMMYECKME IEKAPCTBEHHbIE NPENapaThbl, reHoTepaneBTUYECKUe
JIeKapCTBEHHbIe NpenapaTbl;

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

7)  nmMmyHOBMOMOrMYECKME  NeKapCTBEHHble  npenapaTtbl -  JIeKAapCTBEHHblE  Mpenaparsl,
npegHasHaveHHble A1 GOPMUMPOBAHUA aAKTMBHOMO MAM MACCMBHOTO MMMYyHUTETa NGO AMArHOCTUKK
Ha/MUMA  MMMYHUTETA  WMAM  AMarHOCTMKM  cneuuduyeckoro  nNpuobpeTeHHOro  M3MeHeHus
MMMYHOIOTMYECKOro OTBETa Ha anfeprusnpytoume sellectsa. K MMMYyHOBMONOMMYECKMM SIEKaPCTBEHHbIM
npenapaTtam OTHOCATCA BaKLMHbI, aHATOKCUHbI, TOKCUHbI, CbIBOPOTKM, UMMYHOT/06Y/INHbI U annepreHsbi;

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

7.1) 6uoTEXHONIOTMYECKME NNEKAPCTBEHHbIE MPenapaThbl - JIEKAPCTBEHHbIE NpenapaTtbl, NPOM3BOACTBO
KOTOPbIX OCYLLECTBAAETCA C UCNO/b30BaHMEM BMOTEXHONIOMMYECKUX MPOLLECCOB M MeTOA0B (B TOM umucne
OHK-peKoMBbMHAHTHOM TEeXHONOMMM, TEXHOOMMU KOHTPOJIMPYEMOM 3SKCMPECCMM TeHOB, KOAMPYHOLLMX
6MONOTMYECKM aKTUBHble 6EeNKM B MNPOKApMOTax M  3yKapuoTax, BK/OYAA MW3MEHEHHble KAeTKM
MNEKOMMUTAOWMX), TMBPUAOMHOrO METOAA U METOAA MOHOK/IOHA/bHbIX aHTUTES;

(n. 7.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

7.2) reHoTepaneBTMYECKME  JIEKAPCTBEHHble MNpenapaTbl -  JIEKApCTBEHHble  Mpenapathbl,
dapmaLeBTMUECKasas CybCTaHUMA KOTOPbIX SABAAETCA PEKOMOMHAHTHOM HYKNEMHOBOW KUCAOTOM MU
BK/ItOYaeT B cebA PeKOMOUHAHTHYIO HYKNEUHOBYIO KMUC/0TY, NO3BO/IAIOLLYIO OCYLLLECTBAATb pPeryanpoBaHme,
penapauuio, 3ameHy, fobasneHne UM yaaneHne reHeTUYECKOM Nocie0BaTeIbHOCTY;

(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoTMYecKMe NeKapcTBeHHble CPeACTBa - JIeKApCTBEHHble npenapatbl U ¢apmalesBTUYECcKue
cybCcTaHUMK, copeprKalliMe HapKoTUYECKMe CPeacTBa M BK/OYEHHbIe B [epeyeHb HAapKOTUYECKUX CPeACTB,
MCUXOTPOMHbIX BELWECTB M WX NPEKYPCOPOB, MoAJexalwmx KoHTpoao B Poccuiickoit depepaunu, B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon degepaunu, mexayHapoaHbiMM Aorosopamu Poccuiickoi
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depepaunn, B Tom Yncne EAMHON KOHBEHLMEN 0 HapKoTUYeCKMX cpeacTax 1961 roaa;

9) NCMXOTPOMHbIE NEKAPCTBEHHbIE CPeACTBa - JIEKApCTBEHHble MpenapaTbl U dapmaueBTUYecKme
cybCcTaHUMK, coaeprKallme NCUXOTPOMNHbIe BELLECTBA M BKAOYEHHbIE B [lepeyeHb HapKOTUYECKUX CPeacTs,
NMCUXOTPOMHbIX BELWECTB M MX MNPEKYPCOPOB, MOANEXaALMX KOHTponto B Poccuitickoit deaepauuum, B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon Pegepaunn, mexayHapoaHbiMmn gorosopamm Poccuinckoi
depepaunu, B Tom Yncne KoHBeHLMEN O NCUXOTPOMHbIX BelecTBax 1971 roaa;

10) pagnodapmaLeBTUHECKME JIEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE CPEACTBA, KOTOpbIe
cogeprKaT B rOTOBOM ANs MCNO/Mb30BaHMA Gopme OAUH PAAMOHYKAWUA, WUAN HECKOJIbKO PaAMOHYKIMAOB
(paanoaKTMBHbBIX U30TOMOB);

10.1) opUrMHanbHbIN NEKAPCTBEHHbIN Npenapar - 1eKapCTBEHHbIN NpenapaTt ¢ HOBbIM AENCTBYIOLINUM
BELLECTBOM, KOTOpPbIM MepBbiM 3apernctpupoBaH B Poccuiickoit depepaumm UAM B MHOCTPAHHbIX
rocygapcrtBax Ha OCHOBaHMWU pPE3yNbTAaTOB AOK/AMHUMYECKUX WCCedO0BaHWM /IEKAPCTBEHHbIX CPeacTB WM
KIMHUYECKUX NCCe40BaHNIM NEKAaPCTBEHHbIX NPenapaTos, NOATBEPKAAIOLMX €r0 Ka4ecTBo, 3PPeKTUBHOCTb
1 6e30nacHOCTb;

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

11) pedepeHTHbIN NeKapPCTBEHHbIN NpenapaT - 1IeKapCTBEHHbIM NPenapar, KOTopbIi UCNONb3YeTCA A4S
OLEHKM OMOIKBUBANIEHTHOCTM WAWN TepaneBTUYECKOW 3KBMBANEHTHOCTM, KayecTBa, 3PPEKTUBHOCTU W
6e30nacHOCTU BOCNPOM3BEAEHHOrO /IeKapCTBEHHOrO npenapaTta uMaM buoaHanorosoro (6nonoao6bHoro)
JleKapcTBeHHOro npenapata (buoaHanora). B KayectBe pedepeHTHOro JieKapCTBEHHOro npenaparta A
MEAVLMHCKOTO MNPUMEHEHUA WCNOJIb3YETCA OPUIMHAJIbHBIA JIEKAapCTBEHHbIM npenapat aAubo, ecam
OPUIMHaNbHbIN JIEKAPCTBEHHbIN NpenapaT He 3apPerncTpmpoBaH UanM He HaxoauTca B obopoTe B Poccuinckoi
depepaunn 1 He HaxoaUTCA B 060pOTE B MHOCTPAHHbIX FOCYAapCTBAX, BOCNPOU3BEAEHHbIN 1€KAPCTBEHHbIV
npenapar unm bnoaHanorosbii (6UonNoao6HbIN) NeKapCTBEHHbIN Npenapat (buoaHanor), KOTopbIi NepBbiM
3aperncTpupoBaH M3 Yncaa Haxogdawmxca B obopote B Poccuiickonn ®egepaumm, 6MO3KBUBANEHTHOCTL UK
TepaneBTUYeCcKasa 3KBMBAJIEHTHOCTb, KauecTBo, 3G HEKTUBHOCTL M 6e30MacHOCTb KOTOPOro OLLeHUBANANUCh MO
OTHOLIEHMIO K OPWUIMHA/NIbLHOMY JIEKAPCTBEHHOMY NpenapaTy, a TaKXKe KauyecTBo, 3pPeKTUBHOCTb W
6e30MacHOCTb KOTOPOro MOATBEpPKAAlTCA pesynbTaTamu dapMaKkoHag3opa M NPOBEPOK COOTBETCTBUA
NeKapCTBEHHbIX CPeACTB, HAaXO4ALMXCA B rPaKAaHCKOM 060poTe, YCTaHOBAEHHbIM TPebOoBaHMAM K WX
KayecTBy. B KayecTBe pedepeHTHOro NeKapCTBEHHOro npenapata ANs BETePMHAPHOTO NPUMEHEHUSA
MCMNONb3YeTCA NEeKapCTBEHHbIM Mpenapat ANs BETEePUHAPHOro NPUMEHEHWA, 3aPEerucTPUPOBAHHbLIN B
Poccuiickolt depepaumyM Ha OCHOBAaHWM pPe3ynbTaToB AOKAMHUYECKUX WMCCAeAO0BaHWUIA NIEKApPCTBEHHbIX
CPeACTB U KAMHWUYECKUX WMCCNeA0BaHMIA NIeKapCTBEHHbIX MPEenapaTtoB, MOATBEPXKAAMOLWMX €ro KayecTso,
3 PeKTUBHOCTb M 6e30NacHOCTb;

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

12) BoCnpou3BeAeHHbI IeKaPCTBEHHbIN Npenapar - IeKapCTBEHHbIM nNpenapaTt Ana MeanUMHCKOro
NPUMEHEHWA, KOTOPbLI MMEET SKBUBAIEHTHbIV pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy KayecTBEHHbI
COCTaB M KOJIMYECTBEHHbIV COCTaB AEMCTBYHOLLMX BELLECTB B 3KBUBAJIEHTHON JieKapcTBeHHOU dopme, Mbo
NleKapCTBEHHbIV Npenapart A4/1A BETEPUHAPHOr0 NPUMEHEHUA, KOTOPbIN MMEET TaKUe e, YTo U pedepeHTHbIN
JleKapCTBEHHbIV Mpenapart, KayecTBEHHbIV COCTaB M KOJIMYECTBEHHbIV COCTaB AEMCTBYIOLLMX BELLECTB B TaKOW
e JNleKapcTBeHHoW ¢opme, OMO3KBMBANEHTHOCTb MAM TepPaneBTUYECKas 3KBMBAJIEHTHOCTb KOTOPbIX
COOTBETCTBYIOWEMY pedepeHTHOMY JIeKapCTBEHHOMY MpenapaTty MOATBEPXKAEHA COOTBETCTBYHOLLMMMU
nccnefoBaHNAMM;

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

12.1) TepaneBTUYECKan 3KBMBANEHTHOCTb /NIEKAPCTBEHHbIX MPENapaToB - AOCTUMKEHUE KAUHWUYECKU
COMOCTaBMMbIX TepanesTMyeckoro 3ddeKktTa M noKasatenel 3¢pPeKTMBHOCTM M 6HesonacHocTM npwu
NPMMEHEHUM /IEKAPCTBEHHbIX NPEnapaToB ANs  MEeAMUMHCKOrO MNPUMEHEHWUs, WMELWMX OAHO
MeXAyHapoAHoe HenaTeHTOBaHHOe (MM  XMMUYECKoe, WAM TPYnnUMpPOBOYHOE) HauMeHOBaHWe, B
3KBMBA/IEHTHbIX A03MPOBKAX N0 OAHUM M TEM }Ke MOKA3aHMAM K NPUMEHEHUNIO U NPU 0ANHAKOBOM criocobe
BBEAEHWUA Y O4HOW M TOW e rpynnbl 601bHbIX;

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

12.2) 6uoaHanorosbiit (6MonoaobHbIA) NeKapCTBEHHbIV npenapaT (6buoaHanor) - Guonornyeckui
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JIEKapCTBEHHbIM MpenapaT, CXOXWK Mo MapameTpam KayectBa, 3¢(PEeKTUBHOCTM M 6HeszonacHoCcTM ¢
pedpepeHTHbIM OMONOrMYECKMM NIeKapCTBEHHbIM MPENnapaToM B TaKOW Ke NeKapCTBEHHOW dopme u
UMEWMA NAEHTUYHbIN cnocob BBeAeHUS;
(n. 12.2 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMMoO3aMeHseMblit NEeKAPCTBEHHbIN MpenapaT - JNEeKapCTBEHHbIM NpenapaT C A0Ka3aHHOWM
TepaneBTUYECKOW 3IKBMBAMIEHTHOCTbIO WM  OMO3KBMBANIEHTHOCTbIO B  OTHOWEHUM pedepeHTHOro
JIeKapCTBEHHOMO NpenapaTta, UMeLWMIn 3KBUBAZIEHTHblIE €My KAaYeCTBEHHbIN COCTaB M KOJIMYECTBEHHbIM
COCTaB [AENCTBYIOWMX BELLECTB, COCTAB BCMOMOrATe/IbHbIX BELLECTB, JIEKAPCTBEHHYO dopmy M cnocob
BBEAEHUS;

(n. 12.3 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

12.4) 6MO3KBMBANIEHTHOCTb JIEKAPCTBEHHbIX NPENapPaToOB - AOCTUMKEHME COMOCTAaBUMbIX NOKasaTenein
CKOPOCTU BCACbIBaHWA, CTENEHM MOCTYMAEHUA K MeCTy LeNCTBMA M CKOPOCTU BbIBEAEHMA OAHOIO WUAU
HECKONbKMX obnagatomx GapmMaKoNOrMYecKolr aKTUBHOCTbIO AENCTBYOLMX BELLECTB NPU NPUMEHEHUN
JIeKapCTBEHHbIX MNpenapaTos AAA MeAMUMHCKOTO NPUMEHEHUA, MMEIOWUX OOHO MeXAyHapoaHoe
HenaTeHTOBAHHOE (MW XMMUYECKOE, UAW TPYNNMPOBOYHOE) HAMMEHOBAHUE, B SKBUBAIEHTHbIX 403MPOBKAX
W NpY 0OgMHAKOBOM criocobe BBeaeHUS;

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

13) neKapcTBeHHOe pPacTUTe/IbHOE Cbipbe - CBEXMEe WAWN BbICYLEHHble pacTeHus Anbo UX 4YacTu,
Mcrnosib3yemble ANs NPOU3BOACTBA J/IEKAPCTBEHHbIX CPEACTB OpraHM3auMsamMu - MPOU3BOAUTENAMMU
JIeKapCTBEHHbIX CPeACTB WM W3rOTOBJIEHUSA JIEKAPCTBEHHbIX MPEenapaTtoB anTeyHbIMWM OpraHM3aumamm,
BETEPUHAPHbLIMM anNTeYHbIMM OPraHM3auMAMU, WUHAMBUAYASbHBIMU MPEeANnPUHUMATENAMWN, UMEIOLLMMN
NIMLEH3MI0 Ha hapMaLLeBTUYECKYIO AeATeIbHOCTb;

14) nekapCTBEHHbIN PACTUTENIbHLIN MpenapaT - /NIeKapCTBEHHbIM NpenapaTt, NpPousBefeHHbI UAn
M3roTOBNEHHbIN M3 O4HOTO BUAA NIEKAPCTBEHHOTO PACTUTENLHOIO CbiPbS MW HECKOJIbKUX BUAOB TaKOro
CbipbA U peannsyemsilii B pacpacoBaHHOM BUAE BO BTOPUYHOM (NOTPebUTENbCKOI) YNaKOBKE;

15) romeonaTUYeCcKnit NeKapCTBEHHbIM Npenapar - IeKapCTBEHHbIN NpenapaT, NPoM3BeAeHHbIA UAn
M3roTOBNEHHbIV M3 PpapmaLeBTUYECKOW CybCTaHUMM AN GpapmaLEeBTUYECKUX CyBCTaHUMIA B COOTBETCTBUM C
TpeboBaHMAMMN 0BLWMX hapMaKoNeHbIX cTaTeil K roMeonaTUYeCKMM JIeKapCTBEHHbIM Mpenapatam UAun B
COOTBETCTBUM C TpeboBaHNAMM PpapmaKonen cTpaHbl MPON3BOANUTENS TAKOTO JIEKAPCTBEHHOrO Npenapara;
(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexxayHapoaHoOe HenaTeHToBaHHOE HaMMeHOBaHWE SIeKapCTBEHHOro CpeacTBa - HAMMEeHOoBaHue
OEeNCTBYOLLErO BelecTBa papmaLeBTUYECKOM cybcTaHLMKM, pekoMmeHa0BaHHOe BcemupHOM opraHusaumen
3/ paBOOXPaHEHUS;

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

17) ToproBoe HanmeHOBaHWE SIeKaPCTBEHHOIO CPeACTBa - HAMMEHOBAHME 1IEKAPCTBEHHOTO CPEACTBa,
NPUCBOEHHOE €ero pa3paboTUMKOM, AepyKaTenem WAWM BNafesnblLeM PerucTpalMoHHOro yAoCTOBEPEHMSA
NleKapcTBeHHOTO Npenapara;

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

17.1) rpynnMpoBoYHOE HaMMEHOBaHWe 1IeKapCTBEHHOrO NpenapaTa - HAMMEeHOBaHMeE JIEKapPCTBEHHOTO
npenaparta, He WMEIOLLEro MeXK/AyHapoAHOro HenaTeHTOBAaHHOrO HaWMMEHOBAHWA, UAM KOMBUHaLMM
JIeKapCTBEHHbIX MpenapaToB, MWCMO/b3yemoe B UeAAX o0b6beavHeHWs UX B rpynny noa eAMHbIM
HaMMeHOBaHMEM UCXO4A M3 O4MHAKOBOIO COCTaBa AeNCTBYHOLLNX BELLECTB;

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

18) obwan dapmaKonenHasa cTaTba - AOKYMEHT, YTBEPKAEHHbIA YNONHOMOYEHHbIM deaepanbHbiM
OpPraHOM MCMONHUTENIbHOM BNACTM W COAEPKALMI NepeyeHb NoKasaTesiei KayectBa U (Man) meToaos
KOHTPO/1l KauecTBa KOHKPETHOW JIeKapCTBEHHOW pOPMbI, 1EKAPCTBEHHOTO PACTUTENBHOTO CbiPbA, ONUCAHUA
61oN0rMYECKMX, BUOXMMUYECKUX, MUKPOBUNOIOTUYECKNX, UINKO-XMMUYECKUX, PUBUUYECKUX, XMMNYECKMX U
APYrMX MeTOLOB aHa/M3a JIeKapCTBEHHOro CPeACTBa, a TaKkKe TpeboBaHMSA K UCMO/Ib3YEeMbIM B LEeNsX
npoBeAeHWA AaHHOMO aHan3a peakTMBam, TUTPOBAHHbIM PAacTBOPaM, MHAMKATOPaM;
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(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19) papmakoneiiHas cTaTba - AOKYMEHT, YTBEPKAEHHbIN YNOAHOMOYEHHbIM deaepasnbHbiM OpraHom
MCNONHUTENbHOM BNACTM U cOoAepKaluuii nepeyeHb NokasaTenel KayecTsa U MeTO0B KOHTPO/IA KayecTsa
NleKapCcTBEHHOro cpeacTBa;

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

19.1) ctaHpapTHble obpaslbl - BellecTBa, NOCPEACTBOM CpPaBHEHMA C KOTOPbIMM OCYLLECTBAAETCS
KOHTPO/Ib KayecTBa MccneAyeMblX JeKapCTBEHHbIX CpPeacTB C  MOMOLWbI  GUBUKO-XMMUYECKUX U
6MONOrMYECKMX METOA0B B Lensx NOATBEepPXKAEHUA COOTBETCTBMA JIEKAPCTBEHHbIX CPEACTB TPebOOoBaHUAM
HOPMATUBHOM AOKYMEHTaLUWK, YCTaHOBJIEHHbIM MPU OCYLLECTB/IEHUN TOCYAAPCTBEHHOM perucrpauumn, u
KOTOpPbIe NPUMEHAITCA A1a KaMBPOBKKN CTaHAAPTHbIX 06pa3LL0oB NPON3BOAMTENS 1EKAaPCTBEHHbIX CPeACTB,
NCNO/Ib3yeMblX A58 KOHTPOIA KavyecTBa U MHbIX Lenen Npu obpaLLeHnmn NeKapCcTBEHHbIX CPeacTs;

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

19.2) dapmakoneiHbli cTaHAAPTHbLIN obpasey, - CcTaHAAPTHbIA obpaseu, MNPOU3BEAEHHbIA B
COOTBETCTBMM C papMaKonenHom cTaTbew;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpmaTMBHaA [AOKYMEHTaUMA - [JOKYMEHT, COZEepsKalmii nepeyeHb onpeaensiembix no
pesy/nbTaTam COOTBETCTBYIOLWMX 3KCMEPTU3 MOKasaTesiell KayecTBa JIeKapCTBEHHOro cpeacTsa  AnA
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €r0 Ka4yecTBa U YCTaHOBJ/IEHHbIM ero Npou3BoamTenem;

21) HOPMaTUBHbIN AOKYMEHT - [IOKYMEHT, COAepXKaluuii nepeyeHb onpeaensieMbiX Mo pesyabTaTam
COOTBETCTBYHOLLMX IKCMEPTM3 MOKasaTesiell KayecTsa U (M1M) METOA0B KOHTPOJIA KayecTBa JIieKapCTBEHHOM
dopmbl, onucaHuas BOUONOTMYECKUX, OUOXMMMUYECKUX, MMUKPOBMONOTMYECKUX, (USBNKO-XUMUYECKUX,
dU3MYECKMX, XMMUYECKUX U OPYrUX METOAO0B aHa/M3a 1eKApPCTBEHHbIX CPeACcTB A/1A BETEepPUHAPHOro
npumeHeHus, TpeboBaHWA K MWCMONb3YEMbIM B LEAAX MNPOBEAEHUA [OAHHOTO aHaAu3a peakTUBaM,
TUTPOBAHHbIM PacTBOpPaM, MHAMKATOPAM U YCTAaHOB/IEHHbIN €ro NPoOU3BOAUTENEM;

21.1) ob6WMIA TEXHUYECKMIN OOKYMEHT - KOMMJEKT AOKYMEHTOB M MaTepuanos, COCTOAWMA U3
HECKOJ/IbKMUX pa3fenoB - AOKYMEHTALMU aAMUHUCTPATUBHOIO XapaKTepa, XMMUYecKon, GpapmaLieBTMUYECKON
1 BronorMyeckon AoKyMeHTaunmn, GapmakoIorMyeckomn, TOKCMKOAOrMYECKOM JOKYMEHTAL MM, KIMHUYECKOM
OOKYMEHTaLuMM M npeactaBAaembli OAHOBPEMEHHO C 3aAB/IEHMEM O FOCYAApPCTBEHHOM perucTpaumm
NIeKapCTBEHHOrO  Mnpenapata AAf  MeAMUMHCKOro  npumeHeHusa B ¢dopmaTe, YCTaHOBNEHHOM
YNOJIHOMOYEHHbIM beaepanbHbIM OPraHOM UCMOHUTENIbHOW BACTy;

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

22) KayecTBO JIEKAPCTBEHHOrO CPeACTBA - COOTBETCTBME JIEKAPCTBEHHOrO CpeacTBa TPeboBaHMAM
dapmaKonenHon cTaTbn MO0 B Clyvyae ee OTCYTCTBUA HOPMATUBHOWM AOKYMEHTALUN UM HOPMATUBHOIO
JOKYMEHTa;

23) 6e3onacHOCTb NEKAPCTBEHHOINo CpeacrtBa - XapPaKTEPUCTUKaA NE€KapCTBEHHOrNo Cpeactsa,
OCHOBAHHaA Ha CPaBHUTE/NIbHOM aHa/1In3€e ero 3¢d)eKTVIBHOCTVI N PUCKa NPpNYNHEHNA Bpeada 340P0BbLIO;

24) 3¢ beKTUBHOCTb IEKaPCTBEHHOrO NpenapaTa - XapakTepUcT1Ka CTeneHu NO0KUTENbHOTO BANAHNA
NleKapcTBEHHOro NpenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3a60/seBaHMA UKW ero npenoTBpallieHue,
peabunauntaumio, Ha coxpaHeHue, NPeAoTBPaALLEHME UK NPepPbiBaHNe BepeMeHHOCTH;

25) cepmna NneKapCcrBeHHOro cpeacrea - KOMYECTBO /1IEKAPCTBEHHOINO cpeancrtea, npouvMsseaeHHOE B
pe3ynbTaTte 04HOINo TEXHO/IONMYECKOro UnKkna ero nponssognuTenem;

26) perncTpauMoHHOe yA0CTOBEPEHWE JIEKAPCTBEHHOrO NpenapaTa - AOKYMEHT, NOATBEPKAAOLWMIMI
baKT rocyaapcTBeHHON perncTpaumm NekapcTBeHHOro npenapaTa;

26.1) pepskatenb UAM Bnafenel, perncTpaLMoHHOro YAOCTOBEPEHUA JIeKapCTBEHHOro npenapaTa -
pa3paboTunK NeKapCcTBEHHOro CPEACTBa, NPOU3BOAMTE b JIEKaPCTBEHHbIX CPEACTB UK MHOE IopUaMYecKoe
nvuo, obnagalollee nNpPaBoOM  BNAAEHMA  PErUCTPaLMOHHBIM  YAOCTOBEPEHWEM, KOTOpble  HecyT
OTBETCTBEHHOCTb 3a KauyecTso, 3¢ deKTUBHOCTL 1 6@30MNacHOCTb IEKAaPCTBEHHOMO Npenapara;
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(n. 26.1 BBeaeH PeaepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) perncTpauMoHHbIi HoMep - KogoBoe o603HayeHue, NPUCBOEHHOE /IeKapCTBEHHOMY Mpenapary
Npw ero rocy4apcTBEHHON perncrpaumy;

28) obpalleHme NeKapCTBEHHbIX CPeACTB - Pa3paboTKa, 4OKAMHUYECKME UCCIe0BaHUSA, KIMHMYECKMe
nccnenoBaHMA, 3KCMepTM3a, rocyAapcTBEHHAA pernctpauusa, CTaHAapTM3auMa UM KOHTPOJIb KayecTsa,
NpPoM3BOACTBO, W3rOTOBJIEHWE, XPaHeHWe, nepeBo3ka, BBO3 B Pocculickylo depepaumio, BbIBO3 U3
Poccuiickoli ®degepaumn, peknama, OTMYCK, peanvsaumsa, nepefada, NPUMEHEHUE, YHUUTOMKeHUue
JIeKapCTBEHHbIX CPeacTB;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbeKTbl 06palieHNs NeKapCcTBEHHbIX CPeACTB - pU3nYEeCcKMe nu1La, B TOM YMCAe UHANBUAYA/bHbIE
npegnpuHMmaTenn, W pUANYECKME iMUa, OCYLLEeCTBAsOWME AeATe/lbHOCTb Npu  obpalleHuun
JIEKapCTBEHHbIX CPEACTB;

30) pa3paboTuMK NEKapCTBEHHOIO CPeacTBa - opraHusauma, obnaaaowan npasamu Ha pesy/bTaTbl
OOKANHNYECKMX UCCeA0BaHMIN IEKAPCTBEHHOIO CPEeACTBA, KANMHUYECKUX UCCNeA0BaHUA NeKapCTBEHHOMO
npenapara 1 (M11) Ha TEXHONOMUIO NPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBa;

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

31) Npon3BOACTBO NEKAPCTBEHHBIX CPEACTB - AEATE/bHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB
OpraHM3auMAMM - NMPOU3BOAUTENAMM NEKAPCTBEHHbIX CPeACTB Ha OHOM CTafuM, HECKONbKUX UAM BCEX
CTaaMAX TEXHOJIOrMYECKOro Mpouecca, a TakXe MO0 XpaHeHWIo W peanusaumu MpPou3BeAEeHHbIX
NeKapCTBEHHbIX CPEeACTB;

31.1) npomn3BOACTBEHHAA NAOWAAKA - TEPPUTOPUANILHO 060COBIEHHbI KOMMAEKC NPOU3BOAUTENS
NIeKAPCTBEHHbIX CPEeACTB, MpeaHa3HA4YeHHbI A8  BbINOJHEHWS BCEro mnpouecca NPoM3BOACTBA
JIeKAPCTBEHHbIX CPEACTB MW €ro onpeaeneHHon cTaanu;

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

32) npon3soauTe/lb NeKapCTBEHHbLIX CPeAacCTB - OpraHuMsauuAa, OCylwecTBaAOWaA Npons3BoacTBO
NNeKapCTBEHHbIX CPpeacTB B COOTBETCTBUN C TpGﬁOBaHMﬂMVI HacToAulero Cbep,epaanoro 3aKOHa;

33) dapmaueBTMYecKaa AeATeNbHOCTb - AeATe/IbHOCTb, BK/lYalowas B ceba onNToBYylO TOPros/to
NIeKapCTBEHHbIMU CPEACTBAMM, UX XPaHEHME, NePeBO3KY U (MIM) PO3HUYHYIO TOPTrOB/IO JIEKAPCTBEHHbIMU
npenapatamu, B TOM Yncae AUCTAHUMOHHbBIM CNOCOBOM, UX OTMYCK, XpaHEeHWe, NepeBo3Ky, U3rOTOBIEHME
JIeKapCTBEHHbIX NPENapaTos;

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

34) OopraHunsauua onToBOM TOPros/an NeKapCrtBeHHbIMU CpeacCTBaMM - OpraHn3auuna, oCywecTsanAoLWwan
ONTOBYKO TOProB/aKO JNeKapCTBEHHbIMKM CpeacTtBamun, WX XpaHeHWe, NepeBO3Ky B COOTBETCTBUMU C
Tp86OBaHMﬂMM HacToAlWero dDe,u,epaanoro 3adKOHa,

35) anTeyHas opraHM3aums - opraHnsaLma, CTPYKTypHOe noapasaeneHne meanUuHCKOM opraHmM3anmm,
OCYLLLECTBAAOLWME PO3HUYHYIO TOPrOB/IO SIEKAPCTBEHHbIMM MpenapaTtamu, B TOM YMc/ie AUCTAHUMOHHbLIM
cnocobom, xpaHeHue, NepeBo3Ky, U3rOTOBIEHME M OTMYCK JIEKAapPCTBEHHbIX NpenapaToB A58 MegULLMHCKOTo
NPUMeHeHNA B COOTBETCTBUM C TpeboBaHMAMM HacToAlero PeaepanbHOro 3aKoHa;

(B peq. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHusauua - OpraHusauma, CTPYKTypHOe noApasgeneHuve
BETEPUHAPHOW OPraHU3aLMM, OCYLLECTBAAIOWME PO3HUYHYIO TOPTrOBJ/IIO IEKAPCTBEHHLIMW NpenapaTamu, B
TOM YMCAe ANCTAHUMOHHBIM CNOCO60M, XpaHeHWe, U3roTOBIEHUE U OTMYCK IEKAapCTBEHHbIX MPenapaTos Ans
BETEPUHAPHOro NPMMEHEHMA B COOTBETCTBMM C TpeboBaHMAMM HacTosAwero PeaepanbHOro 3aKoHa;

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

37) danbcndnumpoBaHHoOe IeKapCcTBEHHOE CPeACTBO - IEKAPCTBEHHOE CPEeACcTBO, COMPOBOXKAAEMOE
JIOXKHOWM MHPOpPMaLMelt 0 ero coctase v (Mnn) nponssoauTene;
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38) HepobpoKayecTBEHHOE J/IEKApCTBEHHOE CPeACTBO -  JIeKApCTBEHHOe  CPeacTBo, He
COOTBETCTBYlOWEE TpeboBaHMAM dapmakonenHoin ctatbn nMbO B c/lyyae ee OTCYTCTBUS TpeboBaHMAM
HOPMaTMBHOM AOKYMEHTAUMKN UAN HOPMATUBHOIO AOKYMEHTa;

39) KoHTpadaKTHOE NEeKAPCTBEHHOE CPeACTBO - IEKAPCTBEHHOE CPeaCTBO, HaxoasAlweeca B obopoTe ¢
HapyLlweHMeM rpa*kAaHCKOro 3aKOHOA4aTeIbCTBa;

40)  AOKAUHWYEcKoe nuccnefloBaHMe  IeKapCTBEHHOro  cpeactBa -  buosoruvyeckue,
MUKPOBUMONOTNYECKMe, WMMMYHONOTUYECKME, TOKCUMKONOTMYeckue, dapmakonornyeckme, ¢usmnyeckue,
XMMUUYECKNE U ApYyrne UCCNeA0BaHMA JIEKAapPCTBEHHOrO CpeacTBa NyTem MPUMEHEHUA HayYHbIX METO0B
OLLEHOK B LLeNAX MOJyYeHUs AO0Ka3aTesbcTB 6e30nacHOCTU, KayecTBa M 3DPEKTUBHOCTM NeKapCTBEHHOro
CpeAacTBa;

41) KAMHMYECKOE UCC/lefoBaHWE JIeKApCTBEHHOrO npenapaTta - W3yYeHWe AMarHOCTUYECKMX,
neyebHblx, NPodUNAKTUYECKNX, PAaPMAKONOTMYECKMX CBOWMCTB JIEKAPCTBEHHOrO NpenapaTta B NpoLecce ero
NPMMEHEHWA Y YeNIOBEKa, }KMBOTHOTO, B TOM YMCAE NPOLLECCOB BCACbIBaHWA, pacnpeneneHus, U3meHeHna u
BbIBEAEHUA, NyTem NPUMEHEHMSA HayyHbIX METOLO0B OLEHOK B LEeNAX MoJydyeHWa [0Ka3aTenbCcrs
6e3onacHOCTM, KayectBa WM 3PPEKTMBHOCTM JIEKAPCTBEHHOrO MNpenapaTta, AaHHbIX O HeXKenaTeNbHbIX
peaKkumaAxX opraHn3Ma YesI0BEKA, *KMBOTHOIO Ha NPUMEHEHWE IeKapcTBEHHOTO npenapaTa 1 06 apdekTe ero
B3aMMOZENCTBUA C APYTMMMN NEKAPCTBEHHLIMM NpenapaTamu U (Man) NULLEBbIMM NPOAYKTaMU, KOPMaMU;

42) MHOrouUeHTPOBOE KAMHUYECKOE UCC/edoBaHWe NeKapCTBEeHHOro npenapata A8 MeAnUUHCKOro
NMPUMEHEHUA - KIMHUYECKOoe UccieoBaHNe IeKapCTBEHHOIO npenaparta 418 MeAULNHCKOTO MPUMEHEH S,
npoBoaMmoe pa3paboTUNKOM IeKapcTBEHHOIO npenaparta B ABYX U 6onee MeaNUMHCKMX OpraHM3aLmMaxX no
eAMHOMY NPOTOKOJY KIMHUYECKOro UCCef0BaHMA IeKapCcTBEHHOro npenapara;

43) MeKayHapoAHOe MHOTOLEHTPOBOE KANHUYECKOE UCC/Ief0BaHMe NEKapCTBEHHOro npenapara 48
MeAMNLIMHCKOro NPUMEHEHUA - KNIMHUYECKoe UCCNef0BaHMe NeKapCTBEHHOro npenaparta Ana MeAnLMHCKOro
NPMMeHeHus, NPOBOAMMOE Pa3paboTUMKOM NeKapCTBEHHOro NpenapaTa B Pas/IMuHbIX CTPaHax no eauHoOMy
MPOTOKONY KAVMHUYECKOTO UCCNeA0BaHNA NeKapCTBEHHOro Npenapara;

44) noCTperncTpaumMoHHOE KAMHMYEeCKoe WccnefoBaHWe NIeKapCTBEHHOro npenapaTa  Ans
MeANLNHCKOTO NPUMEHEHMA - KIMHUYECKOe UCCaeloBaHMe NeKapcTBEeHHOro npenaparta Aas MeauLMHCKOro
npUMeHeHuA, NPOBOANMOE NPOU3BOAUTENEM /IeKaPCTBEHHOIO Npenapara, rpa)KaaHcknin 060poT KOToporo
OCYLLECTBNAETCA MOC/e rocyAapCTBEHHOW PerucTpaummn, B Lensx AonoaHuTenbHoro cbopa gaHHbIX O ero
6e3onacHOCTM U 3OPEKTUBHOCTM, PACLUMPEHUSA MNOKA3aHMM K MPUMEHEHUIOD AaHHOro J1IeKapCTBEHHOTO
npenapara, a Tak:Ke BbIAB/EHUA HeXKeNnaTe IbHbIX peakLUuMii NauMeHToOB Ha ero AencTeue;

45) wuccnepoBaHve OWOIKBMBANEHTHOCTM JIEKAPCTBEHHOrO nMpenapata - BUA  KAMHUYECKOTO
nccaefoBaHWA JIEKAPCTBEHHOrO MpenapaTta, NPoBEAEHME KOTOPOro OCYLLECTBAAETCA O/1A OnpeeneHus
CKOPOCTM BCaCbiBaHMS W BbIBEAEHUA OAHOTO WAM HECKO/IbKMX obnagatowmx ¢dapmMaKkoiormyeckomn
AaKTUBHOCTbIO e MCTBYHOLMX BELLLECTB, KOIMYECTBA JIeKapCTBEHHOIO NpenapaTa, 4OCTUratoLLEero CUCTEMHOTO
KPOBOTOKa, 1 pe3yNbTaTbl KOTOPOro NO3BOAIOT CAeNaThb BblBOA, 0 6M03KBMBANIEHTHOCTN BOCNPOMN3BEAEHHOTO
NleKapCcTBEHHOrO Mnpenapata B OnNpeaefieHHbIX JIeKapcTBeHHoW ¢popme M A03MPOBKE, COOTBETCTBYHOLLMX
dopme 1 4o3MpoBKe pedepeHTHOro IeKapcTBEHHOro Npenapara;

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

46) nccnengoBaHue TepaI'IEBTW-IECKOﬁ 9KBUBANEHTHOCTU J1IEKAPCTBEHHbLIX MNpPenapaTtoB - BUA
KIMHNYECKOro nccnengoBaHmMAa NeKapCTBEHHbLIX MPenapaToB, NpoBeaeHWE KOTOPOro ocyuiecresnAaeTca AOnAa
BblAB/IEHNA OOUNHAKOBbIX CBOWCTB NNEKAPCTBEHHDbIX MNMpenapaTtos OﬂpEAEﬂEHHOﬁ HEKapCTBEHHOVI d)OprI, d
TaKXe Hanandma ogunHaKoBbIX nokasatenen 6e30MacHoOCTU U 3¢¢EKTI/IBHOCTVI NNEKAPCTBEHHbIX NpenapaTtos,
OANHAKOBbIX KJIMHUYECKNX 3d)¢eKTOB npu X NPUMEHEHUN,;

47) NPOTOKO/NT KANMHUYECKOro unccnengoBaHUA JIEKAPCTBEHHOIO npenaparta - AOKYMEHT, B KOTOpPOM
onpenenAarTca uenu, (I)OprI opraHnsaumm mn metTogonorna nposeaeHmA KAIMHUYECKOro nccnenoBaHuA,
CTaTuctn4yeCckme meToabl 06pa6OTKVI Pe3ynbTaTtoB TaAKOro uccnegoBaHnA M mepbl MO obecneyeHuto
6esonacHocTH ¢M3M‘~I6CKMX ny, y4aCTByrOWKUX B KIMHUYECKOM UCCNeA0BAHUN NEKAPCTBEHHOIO Npenaparta;
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48) 6pou.|ropa nccnengoBatena - CBoOAHoOeE U30XKeEHUe pPe3ynbTaTtoB AOKINMHUYECKOro mccneaoBaHmA
NEKapCTBEHHOIO CpeacTea U KIMHNYECKOTo nccnenoBaHMA EKApPCTBEHHOIO nNpenaparta anaa meaunumHCKOro
NPUMEHEHNA;

49) MHOOPMALMOHHbIA IUCTOK NauMeHTa - AOKYMEHT, B KOTOPOM COAep’KaTcsa B AOCTYNHon popme
cBeAeHun, Kacarolmeca NPoBOAMMOTO KAMHUYECKOro UCCNefoBaHWA NeKapcTBEHHOro npenapaTta, U B
nucbMeHHol ¢opme A0OpPOBOAbHOE COr/lacMe NauueHTa Ha yyacTue B K/JAMHMYECKOM MKCC/eaoBaHuUK
JIeKapCTBEHHOrO npenapaTta nocae O3HAKOMIEHUS C OCOBEeHHOCTAMM KAMHUYECKOro WCCNeAoBaHus,
nmernuwmmmn sHa4yeHne anAa BblipaXeHMA Takoro cornacuA,;

50) noboyHoe aencTeme - peaklma opraHM3ma, BO3HMKLLIAA B CBA3M C NPUMEHEHMEM NIEKAPCTBEHHOTO
npenapara B 403aX, PEKOMEHAYEMbIX B UHCTPYKL MW NO €ro NpUMeHeHMUo, 11 NpodUIakTUKKN, ANATHOCTUKM,
NleyeHua 3abosieBaHUA AN ansa peabuamtayumu;

50.1) HexenatenbHas peakuma - HenpeaHamepeHHas Heb1aronpuATHaA peakuusa opraHM3ma, KoTopas
MOKeT BbITb CBAA3aHa C MPUMEHEHMEM IeKapCTBEHHOIO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Hana He)enaTeNbHas pPeakumsa - HexenaTesbHas peakuus opraHuM3ma, CBA3aHHaA ¢
NPUMeHeHWEeM IeKapCTBEHHOTO Npenapara, NpuBeaLwasn K CMepTH, BPOXKAEeHHbIM aHOMAIMAM WK NOPOKaM
pa3suTMA b0 NpeacTaBasiowlaa coboi yrposy Xu3Hu, Tpebylowan rocnutaansaumm Uan npusellas K
CTOMKOW yTpaTe TPpyAoCcnocobHOCTU U (MNK) MHBAaNNOHOCTY;

52) HenpenBuAEHHan HeKesaTe/ibHasA pPeaKkuus - HEeXKe/aTeNbHas peakuusa OpraHuMama, KoTopas
CBfAi3aHAa C NPUMEHEHWEM JIeKapCTBEHHOrO Mpenapata B 033X, PEKOMEHAyeMbiX B MPOTOKOJie ero
KJIMHUYECKOro ncciefoBaHusa, bpoLtope uccnefosatens, v ¢ NPUMEHEHUEM JIEKAPCTBEHHOTO NpenapaTta
B [03aX, PEKOMEHAYEMbIX B MHCTPYKLMUK MO €ro NpMMEHEHUIO ANa NPOPUNAKTUKK, OMArHOCTUKK, NeYeHus
3aboneBaHNA AN MEeUUMHCKOM peabuantaumm naumeHTa, U CyLHOCTb, TAXKECTb MM UCXOZL KOTOPOM He
COOTBETCTBYET MHPOPMALMKN O IeKAPCTBEHHOM NpenapaTe, cogepKalleinca B NPOTOKOE ero KAMHMYECKOro
nccneoBaHuA, bpowope UccnefoBaTens Uan B UHCTPYKLMM MO MPUMEHEHMIO 1IEKAapPCTBEHHOTO Npenapara;
(n. 52 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmaKkoHagsop - BUA, AEATENbHOCTU MO MOHUTOPUHIY 3GGEKTUBHOCTM M 6E30MNacHOCTM
JIeKapCTBEHHbIX NPenapaToB, HaNnpPaBAEHHbIN Ha BbIABAEHWE, OLEHKY U NPeoTBPALLEHMNE HEXKeNnaTeIbHbIX
nocneacTBMii NPUMEHEHNA TEKAPCTBEHHbIX NPenapaTos;

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

52.2) nnaH ynpaBneHUA PUCKaMKU - NOAPOBHOE onucaHue MeponpuATMiA No dgapmaKkoHaA30py,
HaMNpPaB/EHHbIX Ha BbIAB/MEHME, OLLEHKY M MPefoTBPALLEHME WUAUM MUHMMMU3AUMIO PUCKOB, CBA3AHHbLIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKAOYan oueHKy 3pPeKTUBHOCTU AaHHbIX MEPONPUATUN;

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

53) peuenT Ha J/ieKapCTBEHHbIM npenapaTt - MeAUMUMHCKUIA OOKYMEHT YyCTaHOBAEHHOW (opMbl,
CcoAep)KalWMn HasHavyeHMe IeKApPCTBEHHOrO npenapata A4aa MeAWMLMHCKOro MNPUMEHEHWs, BblAaHHbIN
MeAULMHCKMM pabOTHUKOM B LLENSX OTMNYCKa IeKapCTBEHHOrO Npenaparta WUian ero U3roToB/IeHUA U OTNycKa
Ha 6yma)KHOM HOCUTEeNe WAW C CcOornacuMa MauueHTa MAM ero 3aKOHHOro npeacTtaBuTens B ¢dopme
3/IEKTPOHHOIO  AOKYMEHTa, MNOAMMCAHHOIO C MCMNO/Ib30BAHMEM YCUJIEHHOM KBanndUUMPOBAHHOM
3/IeKTPOHHOM NoANUCUM MeAULMHCKOro paboTHUKA, IMB0 AOKYMEHT YCTaHOBAEHHOW GOPMbI, cCoaepKaLlunii
Ha3Ha4YeHMe NeKapPCTBEHHOroO npenaparta A8 BETePUHAPHOro NPUMEHEHMUA, BbldaHHbIA CneunasncTtom B
obnactu BeTepMHapuM B LLeNAX OTNYCKa JIEKAapPCTBEHHOrO npenapaTa Wan ero U3roToB/IeHMA U OTMNyCKa Ha
6ymarKHOM HocuTene;

(B pen,. PegepanbHbix 3aKoHOB 0T 29.07.2017 N 242-03, o1 02.08.2019 N 297-d3)

54) TpeboBaHME MeAMLMHCKOW OpraHM3auuu, BeTepMHAPHOM OpraHuM3auuMum - JOKYMEHT
YCTaHOB/IEHHOW $HOpPMbI, KOTOPbLIA BbINWUCAH MEAULMHCKMM PabOTHMKOM MAM cheumannctom B 06,1acTu
BETEPUHAPUM, MMEIOLMMM Ha 3TO MPaBO, W COAEPHMUT B MUCbMEHHON Qopme yKasaHWe anTeyHow
OpraHun3aLMm UaM BETepPUHAPHOM anTeyHo opraHn3aumm ob OTnycKe IeKapCTBEHHOro NpenapaTa Uin o ero
n3rotoBneHMn M ob otnycke ana obecneyeHusa neyebHOro npouecca B MeAMLMHCKOW OpraHu3aumm,
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BEeTepUHapPHOI opraHnsauuu;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) KOMNAEKCcHaa OueHKa J/IeKapCTBEHHOro npenapata - OLUEHKa 3aperncTpupoBaHHOro
NleKapCcTBEHHOro npenapaTa, BKAlYalowasa B ceba aHann3 MHGoOpMaLUn O CPaBHUTENbHON KAMHUYECKOM
3¢ deKTUBHOCTU 1 6e30MacHOCTM NeKapCcTBEHHOro npenaparta, OLeHKY 3KOHOMWYECKUX NocneacTBUN ero
NPUMEHEHUA, U3ydeHne AOMNONAHUTENbHbIX NOCAeACTBUI MPUMEHEHUA NeKapCTBEHHOTO Npenapara B Lensx
NPUHATUA peLleHUA O BO3MOMKHOCTU BK/IOYEHUA NIeKapCTBEHHOro npenapaTa B MepeyeHb KU3HEHHO
HEeOBXOAMMbBIX W BaKHEMLIUX NIeKapCTBEHHbIX MpenapaToB, HOPMaTUBHblE MPaBOBbIE aKTbl U MHblE
JOKYMEHTbI, onpefensaioline nopaaoK OKasaHUs MeAMLMHCKOM MNOMOLWM, WAN UCKIIOYEHUs ero u3
YKa3aHHbIX NepeyHs, akToB U JIOKYMEHTOB;

(n. 55 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

56) cuctema MOHUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX MPEnapaTos AN MeAULUHCKOrO NPUMEHEHUA -
depepanbHaa rocyaapcTBeHHaa MHPOPMALMOHHAA CUCTEMA MOHWUTOPUHIA ABUMKEHWUA /1IeKAPCTBEHHbIX
npenapatos An8 MeAUUMHCKOro MNPUMEHEHUS OT MPOU3BOAUTENS [0 KOHEeYHoro noTpebutensa c
NCNO/Ib30BaHMEM B OTHOLIEHWM JIEKAPCTBEHHbLIX MPENApaToB ANA MEeAULMHCKOrO NPUMEHEHUA CpeacTs
naeHTUPUKauuu.

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

Fnhasa 2. NOJIHOMOYUA ®EAEPANBHbLIX OPTAHOB MCMNOJIHUTE/IbHOWN
B/IACTU, OPFTAHOB UCMNONMHUTE/IbHON BNACTU CYBbEKTOB POCCUMNCKOMN
®ENEPALIUMN NMPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouua deaepanbHbIX OPraHOB WCNOAHUTENbHOW BAACcTM Npu obpaleHun
NIeKapCTBEHHbIX CPeacTs

K nonHomounam deaepasnbHbIX OPraHOB UCMOAHUTENbHOM BAACTM NPU 06PALLEHUMN NEKAPCTBEHHbIX
CPeAcCTB OTHOCATCA:

1) nposegeHue B Poccuitickon Pepepaunm eauHOM rocyAapcTBEHHOW NOAUTUKM B obnactu
obecneyeHna NeKapCcTBEHHbIMM NpenapaTamm rpaxgaH B Poccuiickont Peaepaumn;
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepKaeHMe obwmx dapmaKkoneiiHbIx cTaTen, dapmaKkonenHbIX cTaTen, n3gaHune rocyaapcTBeHHOM
dbapmakonewu, cosgaHue u BeaeHue peecTpa papmakoneliHbIX CTaHAAPTHbIX 06pa3LoB;
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) ocylecTBieHNe rocyaapCTBEHHOrO KOHTpons (Hag3opa) B chepe o6palleHUs NeKapCTBEHHbIX
CpeacTs;
(B pen,. PegepanbHOro 3akoHa ot 25.06.2012 N 93-03)

4) NNUeH3npoBaHne Npon3BoacTBa /1IEKAPCTBEHHbLIX CPeACTB U d)apMaLLeBTMHECKOf;I AeATEeNbHOCTU B
COOTBETCTBMUN C 3aKOHOA4ATE/IbCTBOM Poccuitckoit CDe,u,epau,MM;

5) opraHu3auma 3KCNepTusbl NEeKapCTBEHHbIX CPEACTB, 3TMYECKOW 3KCNepTU3bl BO3MOMKHOCTU
NpoBeAeHUA KNMHNYECKOTO MCCNeA0BaHUA IeKapcTBEHHOrO npenapaTta 41 MeAULMHCKOrO NPpUMEHeHUsn,
3KCMepTM3bl  AOKYMEHTOB, MpPeACTaBAEHHbIX ANA  OMNpeAeneHUMs  BO3MOMKHOCTM  paccmaTpuBaTh
NleKapcTBeHHbIM NpenapaT AN MeAULMHCKOTO NPUMEHEHMA NPU roCyAapCTBEHHOW perncTpaumumn B Kadyectese
opdaHHOro NekapcTBEHHOTO NpenapaTa;

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

5.1) opraHusaums npoBeaeHUs KOMMAEKCHOM OLLEHKWU IEKapCTBEHHOMO NpenapaTta B Leasx NpuHATUA
peLleHnit 0 BO3SMOXKHOCTU BK/IIOYEHUS IEKApPCTBEHHOTO NpenapaTa B NepeyeHb KU3HEHHO HEOBXOAMMbIX U
Ba)KHEMLUMX JIEKApCTBEHHbIX MpenapaToB, HOPMATMBHble MpPaBOBble aKTbl M UHble [OOKYMEHTbI,
onpegenstowme NoOpALOK OKasaHMA MeLULMHCKON MOMOLLU MU UCKIOYEHUS €ro U3 YKa3aHHbIX NepeyHs,
aKTOB M JOKYMEHTOB;

(n. 5.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)
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6) BblAaya paspelleHnin Ha NpoBeAeHME KAMHUYECKMX UCCAeA0BaHNIA NeKapCTBEHHbIX NpenapaTos,
BEAEHME peecTpa BblAAHHbIX pa3pelleHuii Ha NpoBedeHue KANMHUYECKUX UCCNeL0BaHWIA IeKapCTBEHHbIX
npenaparos;

7) rocyaapcTBeHHasA perncTpaumsa eKapcTBeHHbIX NpenapaTos, BegeHue rocyAapcTBeHHOro peectpa
NeKapCTBEHHbIX CPeaCTs;

8) opraHusauma 1 (Mnun) npoBegeHNe NHCMEKTUPOBAHUA CyObEKTOB 06paLLeHNs IeKapCTBEHHbIX CPeACTB Ha
COOTBETCTBUE NPaBMIaM HagnexKale nabopaTopHON NPaKTUKK, NPaBMIAM HagleKallel KNMHNUYECKOoM
NPaKTUKK, NPaBUIaM HagnexKallen NPakTUKM XpaHEHMA U NepeBO3KM NEKAPCTBEHHbIX MPENapaTos,
npasuaam Hag/siexallen ANCTPUObIOTOPCKON NPAKTUKKM, NpaBUaAam HadeXKalleh anTeYHOM NPaKTUKKY;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHmsauma u (Man) npoBeeHNE MHCMEKTUPOBaAHUA Cyb6bEKTOB 0b6palleHns NeKapCTBEHHbIX
CpPeacTB Ha COOTBETCTBME TpeboBaHMAM NPaBUA HagaeXKaleh NPou3BOACTBEHHON NPAKTMKKM, BblAauya
3aK/H0YEHUN O COOTBETCTBUU NPOU3BOANUTENN NEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM NPaBUA HaaNeKallen
NpPou3BOACTBEHHOWN MNPaKTUKMY;

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

8.2) ycTaHoBNeHWe noOpAAKA BeAEHUA W BeAeHMEe TOoCY[aPCTBEHHONO peecTpa 3aK/AYEeHUR O
COOTBETCTBUM  MPOU3BOAMTENA  JIEKAPCTBEHHbIX  cpeacTB  TpeboBaHMAM  nNpaBWA  Hagsexallen
NPOW3BOACTBEHHOM MPAKTUKMY;

(n. 8.2 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

9) rocyaapcTBeHHAA pPerncTpauma npesesbHbIX OTNYCKHbIX LLeH NPOM3BOAMTEIeN HA IeKapCTBEHHbIE
npenaparbl, BKAOYEHHbIE B NepeyeHb XKU3HEHHO HE0BX0AUMbIX U BaXKHEMLIMNX IeKapCTBEHHbIX MPenapaTos,
W BeZeHWe rocyfapCTBEHHOrO peecTpa npenesbHbIX OTMYCKHbIX LEH NPOU3BOAMUTENEN HA JIEKAPCTBEHHbIE
npenaparbl, BK/AOYEHHbIE B NEpeYEHb }KU3HEHHO HEOBXO0AMMBbIX U BarKHEWLLIMX NEKAPCTBEHHbIX NPenapaTos;
(8 pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHue MPOEKTOB peLleHU OPraHOB MCMOAHUTENbHOW BAAcTU cybbekToB Poccuiickoit
depepaunmn o6 ycTaHoBAEHUW U (MAN) U3MEHEHMM MpeaesibHbIX Pa3mMepoB ONTOBbIX HafbaBOK U
npesesbHbIX PasMepoB PO3HUYHbLIX HaAbaBOK K (AKTUYECKMM OTMYCKHbIM LLeHAM, YCTaHOBAEHHbIM
NpPou3BOAUTENAMM IEKAPCTBEHHbIX MPEnapaToB, Ha JIeKapCTBEHHbIe NpenapaTbl, BKAOYEHHbIE B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHENLLINX NeKAPCTBEHHbIX MPENApPaToB.;

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

10) Bblgaya, YCTaHOB/MeHME TMOPALKA BblGAYM pa3pelleHMs Ha BBO3 KOHKPETHOM napTuu
NeKapCcTBEHHOro cpeacTsa B Poccuiickyio ®epepaumio;
(n. 10 B pepg,. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, ycTaHOB/EHWE NOpAAKa BblAaun U GOpMbl AOKYMEHTA, KOTOPbIN MOATBEPKAAET, UTO
NpPon3BOACTBO IEKAPCTBEHHOIO NpenapaTta A41a MegULMHCKOTro MPUMEHEHUA OCYLLLECTBIEHO B COOTBETCTBUM
¢ TpeboBaHMAMM NMPABUA HaZNENKALLEN NPOU3BOACTBEHHON MPAKTUKU UAWM UYTO JIEKAPCTBEHHbIVM Npenapat
ONA BETEPMHAPHOro NpMMeHeHua JonyweH K obpaweHuio B Poccuiickon Pepepaumnn, M noanexut
npeacTaBAeHNI0 NO TPeboBaAHMIO YNOJHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYO BBO3MTCA JIEKAPCTBEHHbIM
npenapar;

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

10.2) Bblgaya, ycTaHOB/AEHME NOPAAKa Bblgaun U GOpMbl JOKYMEHTa, COAep’Kalllero csegeHua o
CTaAuAX TEXHOMOMMYECKOro npouecca NPOM3BOACTBA JIEKAPCTBEHHOIO CpeacTBa AfA  MeAMUMHCKOro
NPUMEHEHWSA, OCYLLECTBAAEMbIX Ha TeppUTOPUKN EBPa3MINCKOro SKOHOMUYECKOTO CO33;

(n. 10.2 BBegeH depepanbHbiM 3akKoHOM oT 22.12.2014 N 429-93, B pea. PegepanbHOro 3akoHa oOT
13.07.2015 N 241-93)

11) CO34aHMe COBETOB NO BONPOCam, CBA3aHHbIM C o6pau.|,eHv1eM NEKapPCTBEHHbIX CPEACTB;
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12) atrectauma u ceptuduKaLma cneumanmncros;

13) ytpatun cuny ¢ 1 ceHTabpna 2013 roga. - PegepanbHbiii 3akoH o1 02.07.2013 N 185-93;

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

15) yyacTue B mexKayHapoaHOM COTPYAHNYECTBE;

16) nonyyeHune no 3anpocam ynoJHOMOYEeHHOro denepasbHOro opraHa UCNONHUTENIbHOW BNAcTU OT
OpraHoB UCNOJIHUTENbHOW BNAcTU cybbeKToB Poccuinickoit Pegepaumm, a TakKe OT CybbeKToB obpalleHus
NeKapCTBEHHbIX CPEeACTB ANA MeOMUMHCKOTO MpUMeHeHUs MHPOPMauUKM Mo BOMPOCaM YCTaHOBAEHUA U
NPMMEHEHWA LieH Ha IeKapCcTBEHHbIe NpenapaThbl U HaZ6aBOK K HUM;

17) npumeHeHMe Mep OTBETCTBEHHOCTM 3a HapyLUeHWe 3aKkoHoAaTenbeTBa Poccuiickolt depepaumy;

18) yTBEpKAEHME NPaBWUA HagNeXaLLelh N1abopaTOPHON NPaAKTUKKU, MPaBUA HAA/IEKaLLEeN KNMHUYECKON
NPaKTUKK, NPaBUa HaZJIeXKaLLLEeN MPON3BOACTBEHHOM MPAKTUKKU, NPABW/ HagnexKallen NPakTUKM XpaHeH A 1
NepeBO3KM NI€KAPCTBEHHbIX MpenapaToB, MPaBUA HaA/exalleid ANCTPUOBbIOTOPCKOM NPAKTUKK, NpaBwA
Hag/eXKalleld anTeyHoN NpPaKTUKK, MPaBUA HagNerKalel MNpakTUKM ¢$apMaKoHaA30pa JIeKapCTBEHHbIX
npenapaTos A4 MeAULMHCKOro NpUMeHeHus;

(n. 18 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19) yctaHOB/IeHUWE NopaaKa GOPMUPOBAHUA PErUCTPALMOHHOTO A0ChE Ha JIeKAPCTBEHHbIN NpenapaTt u
TpeboBaHMI K JOKYMEHTAM B €ro COCTaBE;
(n. 19 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20) yTBEPXKAEHUE NPABUA PALMOHANBHOIO BbIbOpa HAMMEHOBAHWI IEKAPCTBEHHbIX NPEnapaToB A/
MEeONLMHCKOTO NPUMEHEHUA;
(n. 20 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBEpPKAEHUE NEepeYyHs HAMMEHOBAHUIM IeKapCTBEHHbIX popMm;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

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

23) yTBepxAaeHWe TPeboBaHUI K WMHCTPYKLMU MO MEAUUMHCKOMY NPUMEHEHMUIO JIEKAPCTBEHHbIX
NpenapaToB M K UHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHMUIO NEKAPCTBEHHbIX MPenapaTos;
(n. 23 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpUHATME peLleHni, ABAAIOWMXCA OCHOBAHUAMM O1A BK/AKYEHUA OOMEHHbIX UMeH U (1am)
yKasaTenem CcTpaHuL, canToB B MHPOPMALMOHHO-TEIEKOMMYHMKALMOHHON ceTn "UHTepHeT", a Takxke
CeTeBbIX a4PECOB B €4MHYHO aBTOMATU3MPOBAHHYIO MHPOPMALMOHHYI0 cucTemy "EAMHbBIN peecTp LOMEHHbIX
WMeH, yKasaTesnel CTpaHuL, CanToB B MHOOPMALMOHHO-TEIEKOMMYHMKALMOHHON ceTn "WHTepHeT" wm
CeTeBbIX afpPecoB, NO3BONAIOWMX UAEHTUGULMPOBATL CalTbl B MHPOPMALMOHHO-TEIEKOMMYHUKALMOHHOM
cetn "UHTepHeT", coaeprKawme MHPOpMaLMiO, pPacnpocTpaHeHue KoTopoi B Poccuiickon Pepepaumn
3anpelieHo”, B OTHOWeEHMM WHPOpPMaLUW, COAeprKalel npessioXKeHue O PO3HUYHON Toprosse
NleKapCcTBEHHbIMM MpenapaTamu, B TOM YNC/1e SUCTAHLMOHHBIM CNOCOHOM, PO3HMYHAA TOPrOB/IS KOTOPLIMM
OrPaHMYeHa UM 3anpeLLeHa B COOTBETCTBUM C HacToAwMM PesepanbHbIM 3aKOHOM, U (MNK) MHPOpMaLUu,
coepKalier npeasiokeHne O PO3HWYHOW TOProB/Je JIEKAapCTBEHHbIMM NpenapaTamu, B TOM 4uc/e
ANCTaHUMOHHbIM CNOCOBOM, MNLAMU, HE UMEIOLLMMMN INLEH3UN U PA3PELIEHNA HA OCYLLECTB/IEHME TaKOM
OeATeNIbHOCTU, €CNM NOoJYyYeHMe MIMUEH3MM M paspelleHna npeaycMOTPEHO 3aKoHo4aTeNbCTBOM 06
06pallLeHNM TIeKapCTBEHHbIX CPeaCTs;

(n. 24 B pea. PepepansvHoro 3akoHa ot 03.04.2020 N 105-93)

25) BblAaya paspelleHnin Ha BBOA, B rpa*kAaHCKMii 060poT MMMYHOBMONOIMUYECKUX 1eKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)
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KoHcynbTaHTlAOC: NpumeyaHue.

Ct. 5.1 pacnpocTpaHAeTca Ha NONHOMOYMA, KOTOpble He nepefaHbl ANA OCYLLeCTBAEHUA OpraHam
rocyfapcTBeHHOM BAacTn cybbekToB PP 1 opraHam MecTHOrO CamMoynpaB/ieHUA COOTBETCTBYHOLWMMM
depnepanbHbimmM 3akoHamK (@3 ot 13.07.2015 N 233-93).

Cratba 5.1. Mepepauya ocywiecTBNEHUA NOAHOMOYMUIT ¢epepanbHbIX OPraHOB MCMNOJHUTENbHOM
B/MaCTU nNpu o06paleHMM NeKaApCTBEHHbIX CPeAacCcTB OpraHam WCMNOJIHUTENIbHOW BAAcTU Cy6beKToB
Poccuiickoin Pepgepauumn

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

MonHomouunsa denepanbHbIX OPraHOB WMCMOJAHUTENBHOM BNACTU MPW ODOpaLLEHUM NEKAPCTBEHHbIX
CpeAcTB, NpeAycMOTpeHHble HacToAWwMM DefepanbHbIM 3aKOHOM, MOTYT NepeAaBaTbCA A1A OCYL,EeCTBAEHUA
opraHam UCNOJIHUTENbHOM BNACTM CybbekToB Poccuiickon Pepepaunn noctaHoBaeHnAMK MpaBuTenbCTBa
Poccuiickolt ®epepaumm B nopsaake, yctaHoBaeHHoM PegepanbHbiM 3aKOHOM OT 6 oKkTAGpPA 1999 roga N
184-®3 "O6 0bwux NpUHLMMNAX opraHM3aumMm 3aKoHoAaTeNbHbIX (MPeacTaBUTENbHbIX) U UCMONHUTENbHbIX
OpraHoB rocyaapcTBeHHOM BnacTu cybbekToB Poccuiickoit Pegepaunn'.

CraTtba 6. MonHOMOUMA OpPraHOB UCMONHUTENbHOM BAacTu cybbeKTa Poccuiickoii depepaumnn npu
06palLeHUn neKapCTBEHHbIX cpeacTs

K nonHomoumMam opraHoB WCNOAHUTENbHOW BAactM cybbekta Poccuiickoit @Pepepaunn npu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka 1 peanusaumsa perMoHasibHbiX Nporpamm obecrneveHus HaceneHUa NeKapCTBEHHbIMU
npenapatamu;

2) YCTaHOB/IEHUE NpeaesibHbIX pPpa3dmepoB ONTOBbLIX Hap,6aBOK 1 npegenbHbIX padmepoB PO3HUYHbIX
HaA6aBOK K d)aI-(TVILIECKMM OTNYCKHbIM U€HaM, YCTaHOBJNEHHbIM MNpounsBoANTENAMU NEKAPCTBEHHbIX
npenapatoB, Ha J1€KapPCTBEHHbIE MNpenapaTtbl, BK/JKOYEHHbIE B MNepeyeHb MXU3HEHHO HeO6XOAMMbIX n
BaXKHeMLWmX NeKapCTBEHHbIX NPenapaTos,;

3) ocyuwecTBneHMe PervMoHaNbHOrO rOCYAAPCTBEHHOIO KOHTPOAS 33 MNPUMEHEeHMEeM UeH Ha
NIeKapCTBEHHbIE MpenapaTtbl, BK/OYEHHble B MEepPeYeHb MU3HEHHO HeobXOoAMMbIX U  BarKHeMLMX
JIEKapCTBEHHbIX MpenapaTtoB, OpPraHWM3auuAMKM OMTOBOW TOPFOB/M JIEKAPCTBEHHBIMU  CPEACTBaMMU,
anTeYyHbIMW OpPraHM3auUMAMKU, WHAMBUAYANbHBIMU NPEeANPUHUMATENAMM, WMMEIOWMMM JIMLEH3NIO Ha
dbapmaueBTUYECKYO AeATeNbHOCTb, MEAMUMHCKMMU  OpPraHM3aumsamMu, WUMELWMMU  IMLEH3NUI0  Ha
dbapmaueBTUUECKylO AeATeNbHOCTb, M UX 060co6aeHHbIMKM  noapasaeneHuamn  (ambynaTopusmu,
denbaliepckumm 1 denbalepcKo-akyWepCcKMMN NYHKTaMK, LeHTpaMmu (oTaeneHnamm) obuuel BpadyebHoin
(cemeliHOM) NpPaKTMKK), PACMONIOKEHHBIMW B CE/JbCKUX HACENEHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHM3aLmm;

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

4) npuHATHE peweHnn 06 UCNONb30BaHUKN Ha TeppUTopUK cybbekTa Poccuiickoi Peaepaummn Hapaay
C peuenTamMu Ha /ieKapCTBEHHble npenapaTtbl, 0GOPMAEHHbIMM Ha ByMarKHOM HoOcCUTene, PeuenToB Ha
NeKapcTBeHHble npenapatsl, CGOPMMUPOBAHHbIX B GOPME 3/EKTPOHHbIX LOKYMEHTOB.
(n. 4 BBeaeH depepanbHbiM 3aKoHOM OT 29.07.2017 N 242-03)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtba 7. Pa3paboTka u uspgaHue rocyaapcrseHHoit papmakoneun, pasmelleHre JaHHbIX O Heid

1. MNop rocypapcTtBeHHOW dapmakonee NoHMMmaeTca cBog obwmx dapmakonenHbix cTaTel U
dapmaKonelnHbIx cTaTen.

2. PaspaboTka o06wmnx dapmakonenHbix craten wu dapmMaKonenHbix cTaTel, B TOM u4ucne
dapmakonenHbix cTate Ha papmaKkonenHble CTaHAAPTHbIe 06pasLbl, U BKAKOYEHNE WX B FOCYAAPCTBEHHYO
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dbapmakonelo OCyLLeCTBAAOTCA B NopAAKe, YCTaHOB/NEHHOM YMNO/JHOMOYEHHbIM deaepanbHbiM OpraHom
NCNONHUTENbHOM BNACTU.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pa3paboTka papmaKoneinHom CcTaTb Ha pedepeHTHbIN IeKapcTBEHHbIW NpenapaT U BKAOYeHUe ee
B rocygapcTBeHHyto ¢apmaKkonelo B TeYeHMe CPOKa LeWCTBUA 3alMTbl  UCKAOYUTENBHOTO MpaBa,
YO0CTOBEPEHHOIO NAaTEHTOM Ha pedepeHTHbIN IeKapPCTBEHHbIV NpenapaT, OCyLLEeCTBAAOTCA C COrlacua ero
pa3paboTunKa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHaa dapmakonea uM3AaeTca  YNnoAHOMOYEHHbIM  deaepasibHbiM  OpraHom
WCMOJIHUTE/IbHOM BNACTM 3a CYET cpeacTs peaepanbHOro broaKeTa U NOANIEXKMUT NepensfaHnaM He Perke Yem
OAMH pas B NATb JIET, B NEPUOL MEXKAY KOTOPbIMM M34at0TCA NPUNOXKEHMA K rOCyAapCcTBEHHOM dapmakonee,
coaepxaume obume dpapmakoneliHble cTaTbl U (MAKN) PpapmakonenHble CTaTbU, YTBEPNKAEHHbIE nocse
n3gaHuA AU NepensaaHus rocyaapcTBeHHon papmakoneu.

5. YNonHOMOYeHHbI deaepanbHbii OpraH MUCNOAHUTENLHON BAacTM pasmellaeT AaHHble O
rocyAapcTBeHHoM dapmakonee U NPUAOKEHUAX K Hell Ha cBoeM oduLManbHOM calite B ceTu "UHTepHeT" B
YCTaHOB/IEHHOM MM NOpPAAKeE.

Fnasa 4. TOCYAAPCTBEHHbINA KOHTPO/1b MPU OBPALLEEHUMA
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpoBaHME NPOM3BOACTBA NIEKAPCTBEHHbIX CPeACTB M  dapmaueBTUUeCKOo
BeATeNnbHoOCTU

1. /InueH3npoBaHMe NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB M papMaLEeBTUUYECKON AeATe/bHOCTU
OCYLLLECTBNIAETCA B COOTBETCTBMM C 3aKOHO4ATeIbCTBOM Poccuitckoin Peanepaumm.

2. 06a3aTe/ibHbIM YC/I0BMEM NPEAOCTaBNEHUA NLLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB
ABNAETCA NPUIONKEHUE K 3aABIEHMIO COMCKATENA NLLEH3UMN NepeYHA eKapcTBeHHbIX Gopm U (Mnun) BMaOB
dbapmaLeBTUYECKUX CyBCTaHLMIA, KOTOPblE NPOU3BOANTESb IEKaPCTBEHHbIX CPEACTB HamepeH NPOM3BOAUTD.

3. B cnyyae HeobXxoOAMMOCTM pacluMpeHUs NPOU3BOACTBA /SIEKAPCTBEHHbIX CPeACTB 3a CYET HOBbIX
JIeKapcTBeHHbIX GOpM M BUAOB dapmMaLeBTUYECKMX CyOCTaHLUMI NPOU3BOANUTENb SIEKAPCTBEHHbIX CPEeACTB
[0NKeH nepeodopMUTb NNLEH3NIO HA NPON3BOACTBO IEKAPCTBEHHbIX CPEACTB.

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

4. JlMueHsnsa Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (papmaLesBTvyeckol cybcTaHuMm cnupTa
3TWNOBOTO (3TaHO/IA) BbIAAETCS MNPWU YCIOBMM HAAMYMS Yy OPraHM3aLuMM Ha MpaBe COBCTBEHHOCTM,
XO03AACTBEHHOIO BeAeHUA AN ONepaTUBHOIO yNpaB/ieHUA OCHOBHOIO TEXHO/I0rM4yeckoro obopyaosaHua ona
NpPou3BOACTBA 3TU/I0BOTO CMMPTA, 3apPErMCTPUPOBAHHOIO B COOTBETCTBUMN CcO cTaTbel 14.1 PepepanbHOro
3aKoHa oT 22 Hosbpa 1995 roga N 171-®3 "O rocygapcTBEHHOM perympoBaHMM NpomnsBoacTBa U obopoTa
STUNOBOrO CNWUPTA, AJIKOFONLHOM W CAMPTOCOAEpKallel NPoAyKUuMM M 006 orpaHuyeHnn notpebneHwus
(pacnutuAa) ankoronbHoOM NpoayKumn'".

(yacTb 4 BBeaeHa PeaepanbHbIM 3aKOHOM 0T 27.12.2019 N 481-03)

Cratba 8.1. Oco6eHHOCTM /NMUEeH3UPOBaHUA MNPOU3BOACTBA  JIEKAPCTBEHHbIX CPeacTB
(bapmaueBTuuecKoii cybcraHuumM cnupTa aTUNOBOrO (3TaHONA)
(sBepeHa desepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

1. felicTBME NULEH3UN Ha MPOU3BO/CTBO /IEKAPCTBEHHbIX CpeacTB (bapmaueBTUYecKol cybcTaHumum
cnupTa 3TMN0BOro (3TaHoNa) MPMOCTAHAB/AMBAETCA B YacTW MNpaBa Ha NPOM3BOACTBO (papmaLieBTUUYECKON
cybCTaHUMM cnMpTa 3TUNOBOrO (3TaHONA) INLLEH3UPYIOLLMM OPraHOM B Cy4YanX, onpeaenieHHbIx ctatben 20
depepanbHOro 3akoHa ot 4 mas 2011 roga N 99-93 "O nnueH3MpoBaHUN OTAENbHbIX BUAO0B AeATesibHoCTH",
a TaKXe Ha CPOK MNPUOCTAaHOBAEHUA AENCTBMA NULEH3UM HA MPOU3BOACTBO 3TW/IOBOMO CnNMpTa AnA
npousBoAcTBa GpapmaLeBTUYECKON cyBCTaHUMKM CNMpPTA STUAOBOIO (3TaHONA), BblAAHHOW B COOTBETCTBUM C
depepanbHbIM 3aKOHOM OT 22 HoAbps 1995 roga N 171-d3 "O rocygapCTBEHHOM peryainpoBaHUM
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Npou3BoACTBA M 06OPOTa 3TMOBOrO CMMPTA, a/IKOTO/IbHOM WM CMPTOCOAEpP)Kaweh Npoaykumm u o6
orpaHu4YeHum noTpebneHus (pacnuUTns) aakoronbHOM NpoayKkumm".

2. [lecTBME NULEH3NM HA NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTs (PpapmaueBTmyeckoi cybcTaHumm
CNMPTA 3TUAOBOTO (3TaHO/A) B YacTW MpaBa Ha MPOM3BOACTBO dapmaLeBTUYECKOW cybcTaHuMM cnupTa
3TUNOBOrO (3TaHOMA) MPEKPaLLAETCA NULEH3UPYIOWMM OPraHOM B CAy4asXx, onpeaeneHHbix ctatben 20
depepanbHoro 3akoHa ot 4 mada 2011 roga N 99-93 "O anueH3npoBaHUN OTAEbHbIX BUAOB AeATeIbHOCTH",
a TaK¥Ke C AaTbl NPEKPALLEHMA AU aHHYIMPOBAHNA AEACTBMA NLEH3UM Ha NPOU3BOACTBO 3TUIOBOMO CNNpPTa
A9 NPon3BoACTBa papMaLeBTUUYECKOM CybCTaHLMM CMPTa 3TUNOBOIO (3TaHONA), BblAAHHOM B COOTBETCTBUM
¢ ®epepanbHbiM 3aKOHOM OT 22 HoAbpsa 1995 roga N 171-®3 "O rocyaapCTBEHHOM pPeryaMpoBaHUM
npoussBoAcTBa M obopoTa 3TWU/IOBOFO CNMPTa, a/IKOTONIbHOM M cnupTocodep)Kallei npoaykumm u ob
orpaHMyeHumn notpebneHnsn (pacnnTma) aaKorosibHOM NpoayKumu'.

CratbA 9. locyAapCcTBEHHDI KOHTPOb (Hag3op) B chepe obpalleHNA NeKapCcTBEHHbIX CPeAcTB
(8 pen. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

1. TocyaapcTBeHHbIN KOHTPOAb (Haa3op) B chepe obpalleHna NeKapcTBEHHbIX CPeACTB BKAOYaeT B
cebsa:

1) NMUEH3MOHHBLIN KOHTPOAb B cdepe NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB UM B cdepe
dbapmaueBTUYECKOM AeATENbHOCTH;

2) bepepanbHbIi rocyaapCcTBEHHbIN Haa30p B chepe obpalleHMsa NeKapCTBEHHbIX CPeACTB;

3) BbIBOPOUHbIN KOHTPO/Ib Ka4ecTBa /IeKapCTBEHHbIX CPEACTB.
(n. 3 BBeageH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

2. JIMUEH3NOHHbIN KOHTpPOAb B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTB M B coepe
dapmaueBTMHECKON  AeATe/IbHOCTU  OCYLLEeCTBAAETCA  YMNOJHOMOYEHHbIMM  deaepanbHbiM  OpPraHoM
WUCNONIHUTENbHON BNAacTM M OpraHamu WCNONHUTENIbHOW BAacTM cybbekToB Poccuiickoin Pepepaunm
COrnacHoO X KOMMeTeHUMN B NopsaaKe, ycTaHoBAeHHOM PeaepanbHbIM 3aKOHOM OT 26 AeKabpsa 2008 roga N
294-d3 "O 3awmTe npas OPUANYECKUX UL, U UHAMBUAYANbHbIX NpeanpuHUMaTENen NpU OCYLLECTBAEHUN
rocygapcTBEHHOrO KOHTpona (Haasopa) WM MyHUMUMMNANbHOTO KOHTpona", ¢ ydyeTom ocobeHHocTel
OopraHM3aLunu U NPoBeAeHUA NPOBEPOK, YCTaHOBAEHHbIX PeaepasibHbiM 3aKoHOM OT 4 mas 2011 roga N 99-
®3 "O NnMueH3npoBaHMM OTAENbHbIX BUAOB AeATeNbHOCTN".

3. ®depepanbHblii rocygapcTBeHHbIM Haa3op B cdepe o06palleHMA leKapCTBEHHbIX CPeacTs
OCYLLECTBNAETCA YNOJHOMOYEHHbIMU denepanbHbIMU OpraHamu UCNOJIHUTENbHOM BIacTU (Lanee - opraHbl
rocyapCTBEHHOTO Hag3opa) COrNacHO MX KOMMETEHUMM B MOPSAKe, YCTaHOB/AeHHOM [paBUTENbCTBOM
Poccuitckoin epepaumn.

4. depepanbHblii rocyAapCcTBEHHbIN HaA30p B chepe 0bpalleHna NeKapcTBEHHbIX CPeACTB BK/IOYAET B
cebsa:

1) opraHusaumio 1 nNpoBeaeHWe NPOBEPOK cobntoaeHUs cybbekTamm obpalleHUs NeKapcTBEHHbIX
CPeACTB YCTaHOBNAEHHbIX HAacToALWMM PeaepanbHbIM 3aKOHOM M MPUHATLIMU B COOTBETCTBUM C HUM UHbIMM
HOPMaTMBHbIMM MpPaBOBbIMM aKTamu Poccuiickon  degepaunn  TpeboBaHWUA K AOKAUMHUYECKUM
NCCNeA0BaHUAM NIEKAPCTBEHHbIX CPeACTB, KAMHUYECKMM WCCe0BaHUMAM J/IeKapCTBEHHbIX NpenapaTos,
XpaHeHWIo, NepeBo3Ke, BBO3Yy B Poccuiickylo degepaumio, OTNYCKY, peannsaumm 1eKapCTBEHHbIX CPeacTs,
NPUMEHEHUIO /IEKAPCTBEHHbIX MPEenapaToB, YHWUYTOMKEHWIO JIEKAPCTBEHHbIX CPeACTB, YCTaHOB/IEHUIO
NPOV3BOSUTENAMM JIEKAPCTBEHHbIX MNpPenapaToB LEeH Ha JIeKapCTBEHHble MpPenapaTbl, BK/OYEHHble B
nepeyeHb KU3HEHHO HEeOBXOAMMbIX W BaXKHEMLIMX JIeKapCTBEHHbIX MPEenapaToB, a TakKe cobnogeHus
YNO/NHOMOYEHHbLIMW OPraHamM MWCMNOJIHUTENbHOM BAAcTM cybbekToB Poccuiickolt Peapepaumm meToauKku
YCTaHOB/IEHWA NpesenbHbIX Pa3sMepoB ONTOBbIX HaAOABOK U NpeaebHbIX Pa3MepoB PO3HUYHbLIX HaAbaBOK
K GAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM MPOM3BOAMUTENAMMN NIEKAPCTBEHHbIX NpPenapaTos, Ha
NleKapcTBeHHble MpenapaTbl, BK/OUYEHHble B MNepevyeHb MKM3HEHHO HeobXOAMMbIX W BarKHEWLWMX
JIeKapCTBEHHbIX NPenapaToBs (ganee - obasaTenbHble TpeboBaHUA);

(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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2) OpraHnsauunio U nposeaeHmMe NPoOBeEPOK COOTBETCTBMA NNEKAPCTBEHHbLIX CPeacTB, HaXxo4ALWNXCA B
rpaxKgaHCKom OﬁOpOTE, YCTAaHOB/1IEHHbIM Tp66OBaHWr'IM K UX Ka4yecCTBy,

2.1) npoBeAeHMe KOHTPO/bHbIX 3aKYMNOK B LEeNAx nposepkun cobnoaeHua cybbekTamu obpalleHua
NIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIWMMU PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMM Npenapatamu Ans
MeANUMHCKOTO NPUMEHEeHUA, MpaBuA  OTMYCKa /NeKapCTBEHHbIX NpenapaTtoB AAd  MeAMUMUHCKOro
npumeHeHns U1 (uan) 3anpeta  npofaxu  GanbCUOULUMPOBAHHBLIX  JIEKAPCTBEHHbIX  CPeACTs.,
Hef06pPOKaYeCTBEHHbIX 1EKAPCTBEHHbIX CPEeACTB U KOHTPaaKTHbIX IEKapPCTBEHHbIX CPEACTB;

(n. 2.1 BBeaeH desepanbHbIM 3aKoHOM OT 27.12.2018 N 511-d3)

2.2) npoBeAeHMe KOHTPOJIbHbIX 3aKYMOK B LEefsax NPoBepKn cobntogeHna cybbekTamm obpalleHus
NIEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAOWMMN PO3HUYHYIO TOProBAO NIEKAPCTBEHHbIMM NpenapaTtamu Ans
BETEPMHAPHOIrO NPUMEHEHMA, NPABUA HaANeXKaLLen anTeYHON NPAKTUKM SIeKapCTBEHHbIX NPenapaTos Ans
BETEPUHAPHOro NMPUMEHEHUA U (MAK) 3anpeTa Npoaakn GanbCUPULMPOBAHHbLIX EKAPCTBEHHbIX CPEeACTB,
He06pPOKaYeCcTBEHHbIX JIEKAPCTBEHHbIX CPEACTB U KOHTPAdAKTHbIX NEKAPCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3) opraHusauuio M npoBegeHne GapMakoHaA30pa;

4) npUMeHeHWe B NopsfKe, YCTAaHOBAEHHOM 3aKOHOA4ATeNbCTBOM Poccuiickon Pegepaunmn, mep no
NnpeceyeHuIo BbIsiBIEHHbIX HapyLLIEeHW 0653aTeIbHbIX TPeboBaHWUM U (MAK) yCTPaHEHWUIO NOCNeACTBUI TaKUX
HApYLLEHWUI, B TOM YMCNE NPUHATUE PELLEHNA O HAXOXKAEHUN NEKAPCTBEHHbIX CPEACTB B 06paLLeHUK, Bblaady
npeanucaHnii o6 ycTpaHeHMU BbIABEHHbIX HapyleHui obs3aTesnbHbiX TPeboBaHUM U MPUBAEYEHME K
OTBETCTBEHHOCTU /1L, COBEPLUMBLUNX TaKMe HapyLleHus.

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

5. ®epepanbHbii rOCyAapCTBEHHbIA Haa3op B cdepe o0bOpalleHMa EeKAPCTBEHHbIX CpeacTs
oCyLLecTBAsieTcA B NopsaaKe, ycTaHoBeHHOM desiepanibHbiM 3aKOHOM OT 26 Aekabpa 2008 roga N 294-¢3
"O 3awmTe npaB OPUANYMECKUX UL, U WHAMBUAYANbHbIX NpeanpuHUMaATENel MNpPU OCYyLEeCcTBAEHUMU
rocyapCTBEHHOTO KOHTPOAA (Haa30pa) M MYHMUMNANbHOMO KOHTpoAaa", C y4eTom ocobeHHOoCTeN,
YCTAHOB/IEHHbIX HAcToALLelM cTaTbel. [peaBapuTenibHOE COracoBaHMe C OpraHaMu NPOKypaTypbl CPOKOB
NnpoBeAeHMA BHENNAHOBOW MNPOBEPKU CyOBLEKTOB 0OpPALLEHMA NEKAPCTBEHHbIX CPEACTB, a TaKXKe
npeagsapuTenbHoe yBeAOMAEHUE HPUANYECKUX WL, MHAUBUAYANbHbIX MNpeanpuHMmaTtenei o Hayane
npoBeAeHWA 3TOM NPOBEPKM He TpebyeTca. OpraHbl NPOKypPaTypPbl U3BELLLAIOTCA O NPOBEAEHNM BHENIAHOBOM
NPOBEPKN CyOBEKTOB 06paLLEHMA TIEKAPCTBEHHbIX CPEACTB NOCPEACTBOM HANpPaB/ieHUSA COOTBETCTBYHOLLMX
OOKYMEHTOB B TeyeHMue Tpex paboumx gHEN C MOMEHTa OKOHYAHWA NPOBeAEHUN YKa3saHHOW BHEMIAHOBOW
NPOBEPKMU.

(yactb 5 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6. [JOMKHOCTHble /AMUA OpraHa rocyAapCTBEHHOro Haa3opa B nopAgKe, YCTaHOBAEHHOM
3aKoHoAaTenbcTBOM Poccuitickoit degepauum, MmetoT NpaBso:

1) nonyyaTb Ha OCHOBaHWW MOTMBMPOBAHHbLIX MUCbMEHHbIX 3aMpPOCOB OT CyObBEKTOB 0bpalleHus
NeKapCTBEHHbIX CPEACTB, OPraHOB UCMONHUTENLHOW BAacTu cybbekToB Poccuiickol deaepauumn n opraHos
MECTHOr0 CaMoynpaBieHUA AOKYMEHTbI M MHDOPMALMIO NO BONpocam 06palleHNA 1eKapCTBEHHbIX CPeACTB;

2) 6ecnpenaTcTBEHHO MO MpPeabABAEHUMM CAYKeBHOro YyAOCTOBEpPEeHMA M KONUKM MNpuKasa
(pacnopseHuaA) opraHa rocyaapCTBEHHOrO Hag3opa O HasHaYeHMM NPOBEPKM MoOcellaTb MCMO/Ab3yemble
IOPUANYECKUMU  ANLAMU, WHOMBUMAYANbHbIMW  NPeAnpPUHMMATENAMKW, ABAAIOWMMUCA  cybbeKkTamu
0bpalleHna NeKapCTBEHHbIX CPEeACTB, MPU OCYLLECTBAEHMM CBOEN AeATe/IbHOCTUM TeppuUTopuW, 34aHuS,
NMOMELLLEHWA U COOPYIKEHUA B LieNIX MPOBEAEHMA MePONpPUATUIA MO KOHTPOIO;

3) nposoaunTb OT60p O6pa3LI,OB NEeKapCTBEHHbLIX CpeAacTs, npegHasHa4YeHHbIX AnAa peanansaunn m
peannsyemblix CY6'bEKTaMM o6pau.|,eHV|$| NEeKapCTBEHHbIX CPeacTs, 4174 NPOBEPKU UX KayeCTBa, NpoBeaeHUA
MCCﬂe,D,OBaHMVI, MCMbITAaHUA B COOTBETCTBUU C npasuiamu 0T6opa 06pa3LI,OB, YCTaHOB/NIEHHbIMU
YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom WUCNONHUTENbHOWM BNacCTu,

3.1) npoBOANTb KOHTPO/IbHbIE 3aKYNMKN JIEKAPCTBEHHbIX NPEenapaToB A4nAa meanumMHCKOro npuMmeHeHuA
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B LLeNX NpoOBepKM cobntogeHns cybbekTamu obpallleHUsa NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAILMMMU
PO3HUYHYIO TOProB/KO JIEKAPCTBEHHBIMM NpPenapaTaMmn 418 MegULMHCKOTO NPUMEHEHUA, NPaBuUa OTNYCKa
JIEKAapCTBEHHbIX MNPEenapaTtoB ANA  MeAMUMHCKOrO MpPUMEHeHMA U (ManM)  3anpeta  npoAaku
danbcMdUUMPOBaAHHBLIX IEKAPCTBEHHbIX CPEACTB, Hea0bpOKayYecTBEHHbIX J1IeKAPCTBEHHbLIX CPeAcTB MU
KOHTPadaKTHbIX SIEKAPCTBEHHbIX CPeACTB;
(n. 3.1 BBegeH dPeaepanbHbiM 3aKoHOM OT 27.12.2018 N 511-93)

3.2) NPoBOAMTb KOHTPO/IbHbIE 3aKYMKM IeKapCTBEHHbIX NPEenapaToB A1 BeTePUHAPHOro NpUMeHeH!s
B LLeNsX NpoBepKu cobnioseHns cybbektamm obpallleHna NeKapCTBEHHbIX CPe/CcTB, OCYLLEeCTBAAOLMMMU
PO3HUYHYIO TOProOB/IO JIEKAaPCTBEHHbIMM MpenapataMn AnA BeTEePUHAPHOro MNPUMEHEHUA, npaBun
Haa/Nexalllel anTe4yHoM NMPaKTUKM NeKapCTBEHHbIX NpenapaToB A8 BETEPUHAPHOTO NpUMeHeHUA n (1nu)
3anpeTa Npoaa*kun ¢panbCcUPULIMPOBAHHbBIX 1EKAPCTBEHHbIX CPEACTB, HeA06POKaYeCTBEHHbIX IEKAPCTBEHHbIX
CPeacTB 1 KOHTPadaKTHbIX 1EKaPCTBEHHbIX CPE/CTB;
(n. 3.2 BBeaeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-d3)

4) BblgaBaTb cybbekTam o06palleHMA JIeKapCTBEHHbIX CPeACTB npeanucaHua o npeKkpalleHnn
HapylleHuit obasaTenbHbiXx TpeboBaHWUA M 06 YyCTPaHEHWUU BbIBAEHHbIX HapylleHUin o06a3aTenbHbIX
TpeboBaHU;

5) HanpaBAATb B YNOJIHOMOYEHHbIE OpPraHbl MaTepuabl, CBA3aHHbIE C HapYLWeHUAMK 06A3aTeNbHbIX
TpeboBaHM, ANA peLleHnUs BONPOCOB O BO3BYKAEHWUM YrONOBHbIX A€ NO NPU3HAKaM NPecTynaeHuN.

7. BblBOPOYUHbIN KOHTPO/Ib KayecTBa JIEKAPCTBEHHbIX CPeACTB OCYLLECTBAAETCA YNOAHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOJTHUTE/IbHOM BAACTU B YCTAHOBJAEHHOM MM MOPAAKE M BKIOYAET B cebs:

1) 06paboTKy cBedeHUIA, B 06sA3aTebHOM NOpPSAAKE NPeaocTaBAfeMbIX cybbekTamm obpalieHus
JIeKapCTBEHHbIX CPEACTB, O CEPUAX, MAPTUAX IEKAPCTBEHHbIX CPEACTB, NMOCTYNAOLWMX B rpaXKAaHCKNin 060poT
B Poccuinckon ®egepaupm;

2) oT60p 06pa3LOB IEKAPCTBEHHDbIX CPEACTB Y CY6BbEKTOB 06palleHMA NeKapCTBEHHbIX CPEACTB B LLeNAxX
NpoBeAeHMUA WCNbITAaHWA Ha WX COOTBETCTBME TPeboBaHMAM HOPMATMBHOM AOKYMEHTauMuM UAn
HOPMaTMBHbIX JOKYMEHTOB;

3) npuHATME MO pe3ynbTaTaM MPOBEAEHHbIX WUCMbITAaHWIA pPeleHus O AajsbHerlwem rpakAaHCKOM
060poTe COOTBETCTBYHIOLLErO JIeKaPCTBEHHOIO CPeacTBa;

4) nNpuHATME YNOJIHOMOYEHHbIM desepanbHbiIM OpPraHOM WCMNOJIHUTENbHOM B/IAaCTU PELUEHMS O
nepeBoe /SIeKapCTBEHHOIO CPeACTBA Ha NOCEPUIMNHBIN BbIBOPOYHbLIA KOHTPOAb KayecTBa NeKapPCTBEHHbIX
CpeAcTB B C/lydae MNOBTOPHOrO BbIABMEHUA HECOOTBETCTBMA KayecTBa JIEKApPCTBEHHOIO CpeacTsa
YCTaHOB/IEHHbIM TpeboBaHMAM U (NpM HEOOXOAMMOCTH) O NPOBEPKE CybbEKTA 0OpaLLEHUA NEKAPCTBEHHbIX
cpeactB. Pacxogbl, CBA3aHHble C NPOBEAEHMEM MOCEPUMHOTO BbIBOPOYHOTO KOHTPOJIA KayecTsa
JIeKapPCTBEHHbIX CPEACTB, OMNIavyMBatoTCA NPOU3BOAUTENIEM JIEKAPCTBEHHOMO CpeacTBa IMbO aepKaTtenem
WAW BNASEeNbLEM PETMCTPALMOHHOIO YAOCTOBEPEHMSA JIEKAPCTBEHHOIO NpenaparTa.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOK/IMHUYECKUE NCCNTEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE NCCNEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A/14 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapcTBeHHbIX CPeAcTB

1. Pa3paboTKa NekapCTBEHHbIX CPeACTB BK/IOYAET B cebA MOUCK HOBbIX GapMaKOIOTMYECKM aKTUBHBIX
BELLECTB, NOC/eAyoLee U3y4eHMe UX IEKAPCTBEHHbIX CBOWCTB, AOK/IMHUYECKME UCCNef0BaHNA, pa3paboTKy
TEXHO/MIOMMM  Npou3BoacTBa  dapmaueBTUYECKMX CybcTaHUMK, pa3paboTKy COCTaBOB W TEXHONOTWUM
NPOM3BOACTBA JIEKAPCTBEHHbIX NPenapaTos.

2. dPuHaHcoBOEe obecneyeHne pa3p360TKVI NEKapPCTBEHHbIX CPeAcTB OCYLLECTBNAETCA 3a CHET!:
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1) cpeacTts denepanbHoro broaxeTa;

2) cpeacTB pa3paboTUMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeAacTB NpousBoauTeNnelt NeKapCTBeHHbIX CPeACTB NPU BbINOAHEHMM Hay4YHO-UCCNeA0BaTeNbCKUX
paboT No A0roBopy MeKay pa3paboTuMKOM SIeKapCTBEHHbIX CPEeACTB U MPOU3BOAUTENEM JIEKaPCTBEHHbIX
CPeacTs;

4) NHbIX He 3anpeLleHHbIX 3aKoHOAaTeNbCTBOM Poccuiickon desepaumm UCTOYHUKOB.

3. NpaBa pa3paboTunKa 1eKapCTBEHHOTO CPeCTBA OXPaHAIOTCA rPpaXKAaHCKMM 3aKOHOAaTe/IbCTBOM.

Cratba 11. [OKAMHMYECKOE uccnepoBaHME JNeKapCTBEHHOro cpeacrtsa ANA  MeAULMHCKOro
npUMeHeHun

1. [JoKnuHU4YyecKoe uccnegoBaHue NNEKAPCTBEHHOINo cCpeacrea Ana MeaguumMHCKOro npumMmeHeHuA
nposoanTCA nNytTem npuMMeHeHMA Hay4dHbIX MeToA0B OUEHOK B UENAX NoayyYyeHunAa [OOKa3aTe/1bCTB
6630I’IaCHOCTM, KayecTtBa K 3¢¢EKTMBHOCTVI NeKapCTBEHHOIO CpeacrTea.

2. [oKNMHU4YecKoe uccnefoBaHME J/IEKAPCTBEHHONO cpeacTBa ANA MEAULMHCKOrO NPUMEHEeHUA
NpPOBOAUTCA B COOTBETCTBMW C MpPaBMIaMM HaAjexkallei nabopaToOpHOM MPaKTUKKU, YTBEPXKAEHHbIMU
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOJHUTENbHOW BAACTU.

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

3. s opraHusaumm M NpoBeAeHUs AOKJAMHUYECKOTO UCC/IeA0BaHUA IEKaPCTBEHHOTO CPeacTBa A/
MEAMLMHCKOrO MPUMEHEHMA Pa3paboTUMKM  NEKAPCTBEHHbLIX CPEACTB MOTYT MNpPUBAEKATb HayyHO-
nccnenoBaTeNbCkMe OpraHuMsauMM, obpasoBaTesibHble OpraHM3auuKn Bbiclero obpasoBaHMA, MMeloLme
HeobXoANMYI0 MaTepPMaNbHO-TEXHUYECKYHO 6a3y M KBaANPULMPOBAHHBIX CNELLMANUCTOB B COOTBETCTBYHOLLEN
ob61acT uccnenoBaHua.

(8 pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [OKAMHMYeCKoe WccnefoBaHME JNIEKAPCTBEHHOTO CPeacTBa ANA MEeAMUMHCKOTO MPUMEHEHUS
NPOBOANTCA NO YTBEPKAEHHOMY Pa3paboTUMKOM NEeKapCTBEHHOMO CPEACTBA NAaHy C BeAeHWeM NPoToKoa
3TOr0 UCCNEAOBAHMA U COCTaBJEHWEM OTYETa, B KOTOPOM COAEPIKATCA pesy/ibTaTbl 3TOr0 UCCAea0BaHUA U
3aK/l04eHre 0 BO3MOXKHOCTU NPOBEAEHUA KAMHUYECKOTO MUCCAe0BaHUA NeKapcTBEHHOro npenapata gnsa
MeAMLMHCKOro MPUMEHEHUS.

5. MpoBegeHne NpoBepoKk cobatoaeHNa NPaBuUa HageKallel 1abopaToPHON NPAKTUKN U NPABOBbIX
HOPM MCMO/Ib30BaHUA }KMBOTHbIX NPY NPOBEAEHUN AOKNIMHUYECKUX UCCNEA0BaHUI NIeKapCTBEHHbIX CPpeacTB
ONA  MeOMUMHCKOTO NPUMEHEHMA  OCYLEeCTBASETCA  YNOJIHOMOYEHHbIM  deaepanbHbiM  OpraHom
NCMNONHWUTENbHOW BAACTU.

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

6. Pe3ynbTaTbl AOKJAMHMYECKOrO WCCNEOO0BAHMA JNIEeKAapCTBEHHOIO CpeacTBa A4 MeAMUMHCKOro
NPMMEHEHMA MOTYT BbITb NPeacTaBAeHbl B YNOJHOMOYEHHbIN deaepasnbHblii opraH UCNONHUTENbHOW BAacTH
B YCTaHOB/IEHHOM NOPAAKE B LLeAAX rocy4apCTBEHHOMN perncTpaLmmn ekapcTBeHHOro npenaparTa.

Cratba 12. [OKAMHMYECKOE WUcCCnepoBaHUE JNIeKAapPCTBEHHOrO CpeacTBa UM KAMHUYECKoe
uccaepoBaHue IeKapCTBEHHOrO Npenaparta AJA BEeTePUHAPHOro NPMMeHeHus

1. JloknnHun4yeckoe wuccnegosaHue NeKapCTBEHHOrNo cpeacrea A1A BETEPUHAPHOIoO npumMeHeHUA
nposognTcA nytem npumMeHeHuUA Hay4dyHbIX MeToA40B OUEHOK B UenAX noaydyeHnAa OOKa3aTe/1bCTB
6e3OI'IaCHOCTM, Ka4yecTtBa U 3¢¢EKTMBHOCTVI NEeKapCTBEHHOIO CpeacTea, B TOM HMUcne onpeaeneHna Cpoka ero
BbiBEAEHNA U3 OpPraHM3ma XHKWUBOTHOIO, B UENAX obecneyeHns 6esonacHOCTH npoAYyKUMN XUBOTHOIO
npounucxoxageHna nocne npumMmeHeHnA COOTBETCTBYHOLWLENO /IEKAPCTBEHHOIO Npenaparta.

2. [oKnuHu4YecKkoe wuccnepoBaHue NEKapCTBEHHOINo cCpeacrea M KAUMHUYECKOE WUCCieaoBaHme
1IeKapCTBEHHOrNo npenapata ANA BETEPUHAPHOro npumeHeHuWA, uUccnegoBaHue 6103KBMBANEHTHOCTHU
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YKa3aHHOIo NeKapCTBEHHOro npenaparta nNpoBOoAATCA B COOTBETCTBMU C NpaBuiaMu, yTBEPHKAEHHbIMU
YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom WUCNONHUTENbHOWN BNACTM.

3. [oKknunHMyeckoe wunccnegosaHue NeKapCTBEHHOINo cpeacrtBa W KAMHUYECKOE MUCC/eaoBaHMe
NEKapCTBEHHOrIo npenapata A4AA4 BETEPUHAPHOINO nNpUMMEHEHNA NPOBOAATCA MO YyTBEPHKAEHHOMY
pa3pa6OT‘-IVIKOM NEeKapCTBEHHOrNo cpeactesa naaHy C BeAeHUMEM NPOTOKOJ/I0B 3TUX VICCﬂe,CI,OBaHMﬁ n
COCTaB/ieHMeM OTHETOB, B KOTOPbIX COAEePXKATCA pe3y/ibTaTbl 3TUX MCCﬂeAOBaHMVI.

4. na opraHU3auum M nNpoBeaeHMa AOKAMHUYECKOrO MCC/eloBaHMA NeKapCTBEHHOro cpeacTsa U
K/IMHWUYECKOro UCCneoBaHMA IEKaPCTBEHHOIO NpenapaTta A8 BeTepMHapHOro npumeHeHus paspaboTumnk
JIEKAPCTBEHHOIO cpeacTBa MOMET NpMBAEKaTb OpraHM3auuu, MMelolmne Heobxoaumylo maTepuasnbHo-
TeXHUYecKyo 6a3y 1 KBannduULMpoBaHHbIX CNELMaNMCTOB B COOTBETCTBYIOLWEN 061aCcTM UcC/iea0BaHuUA.

5. KAuHMYecKMe uccieoBaHMS NEKapCTBEHHbIX MpenapaTtoB ANA BETEPMHAPHOrO MNPUMEHeHUs
NPOBOAATCA B BETEPUMHAPHbIX OpraHM3auMsaX M B OpraHM3auMAaX, OCYLECTBAAIOLWMX pasBeseHue,
BbIPALLMBAHME U COAEPKAHUNE }KUBOTHBIX, B LLENAX:

1) YCTaHOB/IEHNA NEPEHOCUMOCTUN NNEKAPCTBEHHbIX NPENapaTosB 340P0BbIMU XKNBOTHbIMW;

2) noabopa oNTMMasbHbIX AO3MPOBOK JIEKAPCTBEHHbIX MPENapaToB U Kypca /iedyeHnsa Ha KOHKPETHOM
rpynne XMBOTHbIX C onNpeaeneHHbIM 3aboneBaHeMm;

3) ycTtaHoBneHUs 6e30nacHOCTU M 3PPEKTUBHOCTM NEeKapCTBEHHOrO npenaparta, npeAHa3HaYeHHoro
ONA IeYeHnn onpeaeneHHbIx 3a601eBaHMUMN XKUBOTHbIX, UM 3G EKTUBHOCTM JIEKAPCTBEHHOTO NpenapaTta a1
nNpodunNaKkTMKK 3aboneBaHuUIi 300POBbIX }KUBOTHbIX;

4) u3y4YeHUA BO3MOKHOCTEM paClIMpPEeHMA MOKas3aHWA K MNPUMEHEHUIO 3aperMcTpupoBaHHOro
NleKapcTBEHHOTO NpenapaTa 1 BbifBIeHNA paHee HEN3BECTHbIX MOBOYHbIX AeNCTBUNA.

6. KnvMHMueckoe uccnefoBaHWe NEeKapCTBEHHOrO Mpenapata A4A BETEPUHAPHOro NpPUMEHeHUs
OCYLLECTBNAETCA 33 CYET CPeACTB pa3paboTumKa eKapCcTBEHHOMO CPeacTBa.

7. OT4eThbl 0 pe3ynbTaTax AOKAMHUYECKOrO UCCIeA0BaHNA NEKapCTBEHHOMO CPeACTBA M KAUHMYECKOro
MCCNeaoBaHUA  /IeKApCTBEHHOro  Mpenapata A8  BETepPUHaApHOro  MPUMEHEHWA  COCTaBAAOTCA
pa3paboTUNKOM NIEKapPCTBEHHOrO CPEACTBa C YYETOM 3aK/IHOUYEHUA opraHM3aLumii, NPUHUMaBLIMX yYacTue B
OopraHn3aumMm n NPoBeAEHNN STUX UCCeA0BaHMUIA.

8. KOHTpOoAb 33 NpoBeAeHNEM SOKAMHUYECKUX UCCAeA0BaHNIA NEKAPCTBEHHbIX CPEACTB U KNMHUYECKMX
MCCNefoBaHWUIA  NIEKApCTBEHHbIX MPenapaTtoB A4 BETePUMHAPHOTNO NPUMEHEHMA  OCYLLEeCTBAAETCA
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOTHUTEIbHOM BAACTM.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETUCTPALUM
NEKAPCTBEHHbIX MPEMAPATOB

CraTtba 13. FlocyaapcTBeHHan perucTpauma IeKapcTBEHHbIX NpenapaTos
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

[Jonyckaetca NpUMeHeHWe B MeAUUMHCKUX Lensx He 3aperncTpupoBaHHbiX B PP neKkapcTBEHHbIX
npenapaToB, COAEPKALLMX HAPKOTUYECKME CPEACTBA UM NCUXOTPOMHbIE BELLLECTBA, BBE3EHHbIX B PO B
cooTBeTcTBUM c u. 3.1 cT. 47 AaHHOro gokymeHTa (n. 8 c1. 3 ®3 01 27.12.2019 N 475-03).

1. B Poccuiickoit ®epepaumnm aonyckaroTca Npon3BoACTBO, U3roTOB/IEHWE, XpaHEHMeE, MepeBo3Ka, BBO3
B Poccuiickyto depepaumnto, BbiBo3 13 Poccminckon Peaepaumnm, pekiama, oTnyck, peanvsaums, nepegada,
NPMMEHEHNE, YHUUTOXKEHUE SIEKAPCTBEHHbIX NPENAPATOB, €C/IN OHU 3aPETrMCTPUPOBAHbI COOTBETCTBYHOLMM
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTEIbHOW BAACTU.
(yacTb 1 B peg,. PepepanbHoro 3akoHa ot 13.07.2015 N 241-$3)
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2. FocyaapcTBEHHOM perncTpaunm noaneskar:

1) Bce nekapcTBeHHble npenapaTbl, BNepBble noaJsiexawme Beoay B obpalieHne B Poccuitckoi
depepauny;

2) NneKapcTBeHHble MpenapaTbl, 3apPerucTpMpoOBaHHbIE pPaHee, HO MPOM3BEAEHHble B APYrux
NleKapcTBeHHbIX GOpMax B COOTBETCTBUM C MEpeYHEM HAUMEHOBAHWUI NeKapCTBEHHbIX GOpm, B HOBOM
[03MPOBKE NPUN AOKa3aTe/IbCTBE €€ KAMHNYECKON 3HaUMMOCTU N 3EKTUBHOCTH;

3) HOBble KOMBUHALMM 3aPErUCTPUPOBAHHbIX paHee IeKapCTBEHHbIX NpenapaTos.

3. TocymapcTBeHHasA pernctpauma IeKapCTBEHHbIX MPenapaTosB OCYLECTBAAETCA MO pe3y/braTtam
3KCMNepTUsbl /IeKapCTBEHHbIX CpeacTB, a rocyAapcTBeHHas perucTpaums opdaHHbIX eKapCTBEHHbIX
npenapaTtoB OCYLECTBAAETCA MO pe3ynbTaTam 3KCNepTU3bl AOKYMEHTOB, MpPeAcTaBAeHHbIX A4
onpeaeneHna BO3MOMKHOCTM paccMaTpuBaTb JIeKapCTBEHHbIM npenapaT Ana MeAUUUHCKOTO MpUMeEHeHMUs
NpW OCYyLLEeCTBAEHUM rocyAapCTBEHHOM perncTpaLmm B Kayectse opdpaHHOro fieKapcTBeHHOro npenapara, 1
no pe3sy/bTaTaM 3KCNepTU3bl N1eKAaPCTBEHHbIX CPEACTB.

4. FocypapcTBeHHan perncrpauma NekapcTBEHHOrO npenapaTta OCYLECTB/AAETCA COOTBETCTBYIOWMNM
YMOAHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOJHUTENbHOW BAACTM B CPOK, HE MNPEeBbllalowmin cTa
wecrmaecAatTm paboumx AHEN CO AOHA MPUHATMSA COOTBETCTBYIOLLEro 3afAB/IEHMA O rOCyAapCTBEHHOM
peructpauumn NeKkapcTBeHHOro npenaparta. B yKasaHHbI CpPOK BK/AOYaeTcA Bpemsa, Heobxoaumoe A/A
MOBTOPHOIO NPOBEAEHNA SKCMEPTM3bl 1EKAPCTBEHHOMO CPeACTBA B COOTBETCTBMM CO CTaTben 25 HacToALWEro
depepanbHOro 3akoHa. CPpoK rocyapCcTBeHHOW peructTpauumn nekapcTBeHHOro npenapaTta MCYMCAAETCA COo
OHA NPUHATUA COOTBETCTBYHOLMM YMNONHOMOYEHHbIM deaepanbHbiM OPraHOM MCMONHUTENbHON BAACTM
COOTBETCTBYIOLLErO 3asAB/AEHMA O [OCYAapCTBEHHOW perucTpauum JIeKapcTBEHHOro mnpenaparta C
NPUNONKEHNEM HeobXoAMMbIX [OKYMEHTOB MO AeHb BblgauM PerucrpaumMoHHOro yaoCcToBepeHus
NleKapcTBeHHOro npenaparta. Bpemsa, HeobxoamMmoe Ansa Hanpas/ieHWA YNoJHOMOYEHHbIM dpeaepasibHbIM
OpraHoOM MCMO/IHUTEIbHOI BNACTM 3anpoca O NPeACcTaBieHNN HeoBX0AMMbIX MaTepunasos u NpeacTaBieHns
3aABUTENEM OTBETa Ha AaHHbII 3aNpoC B COOTBETCTBMM CO CcTaTbaMu 16, 19 n 23 HacToAwero ®eaepanbHOro
33aKOHa, HEe Y4YMTbIBAETCA MNPU MCUNCIEHMM CPOKa [OCYAapCTBEHHOW PerucTpauum JeKapcTBeHHOro
npenapara.

5. TocyaapCcTBEHHOW perncTpauumn He nogexar:

1) nekapcTBeHHble MpenapaTbl, W3roTOB/JEHHbIE aNTEUYHbIMW OPraHW3aUUAaAMKU, BeTEPUHAPHbLIMU
anTeYyHbIMW OPraHM3aUMAMU, UHOMBUAYANbHBIMU MpeanpUHUMaTENa MK, KOTOPblE MMEKT NULEH3UI0 Ha
bapMaueBTUYECKYIO AeATe/IbHOCTb, MO pPeuenTam Ha JIeKapCTBEHHble mnpenapatel M TpeboBaHUAM
MEANUMNHCKUX OpraHM3aunii, BEeTepUHapPHbIX OpraHM3aLuii;

2) nekapcTBeHHble NpenapaTbl, NpUobpeTeHHble GU3NYECKMMM AnLAMK 3a Npesenammu Pocculickoi
degepaumn 1 npegHasHavYeHHble NS IMYHOTO UCMONb30BaHUS;

3) nekapcTBeHHble NpenapaTtbl, BBO3MMble B Poccuiickyto ®eaepaunio ANA OKasaHUA MegUUMHCKOM
MOMOLLUM MO KM3HEHHbIM MOKa3aHWAM KOHKPETHOro MauMeHTa Ha OCHOBAaHWWM pa3pelleHus, BblAaHHOTO
YNOAHOMOYEHHbIM dheaepanbHbIM OPraHOM UCNOIHUTENIbHOM BAACTY;

4) NNeKapCTBEHHbIE CpPeacTBa, BBO3UMbIE B POCCMVICKYIO <Dep,epau,mo Ha OCHOBaAHWW BblAAHHOIO
YNO/THOMOYEHHbIM d)e,u,epaanblM OopraHom WUCNOJIHUTENbHOM BIACTH pa3peweHnAa n npegHasHa4eHHble anA
nposeaeHNA KAIMHUYECKUX MCCﬂEﬂ,OBBHMﬁ NNEKAPCTBEHHDbIX MPENapaToB U (VII'IVI) npoeeaeHnAa 3KCNepPTU3bl
NEKapPCTBEHHbIX CpeacTs AnA ocywecrsieHnA FOCY,EI,apCTBEHHOVI perncrpaunm nekapCrBeHHbIX NPENapaTos,;

5) dapmaueBTHYecKme cybcTaHumuy;

6) pagnodapmaleBTUUECKME NeKapCTBEHHble MpenapaTtbl, WM3roTOBAEHHble HEenocpeaCcTBEHHO B
MeAMLMHCKMX OpraHM3aumax B Mnopsagake, YCTaHOBAEHHOM YMNOAHOMOYEHHbIM deaepanbHbiM OpraHom
NCMNONHWUTENbHOW BNACTK;

7) nekapcTBeHHble NpenapaTsbl, NPON3BOAMMbIE ANA IKCNopTa.
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6. He gonyckaeTtca rocyaapctBeHHan permcrTpauus:

1) NEKapPCTBEHHbLIX NPENAPAaTOB, OT/IMYAOWUXCA APYT OT ApYyra Ka4yeCTBEHHbIM COCTaBOM AEVICTBVI‘OLLI,VIX
Beulects, no4 OAMHAKOBbIM TOProBbiIM HAMMEHOBAHUEM,

2) o4HOro NEeKapCTBEHHOro npenapaTta, NpPeacTaBNEeHHOTO Ha roCyAapCTBEHHYIO perncTpaumio B
OTHOLIEHUM OAHOTO W TOrO Ke JepyKaTens WAM BAafesbla PerucTpaumMoHHOro  yaocToBepeHus
JIeKapCTBEHHOIO NpenapaTa B BUAe ABYX U 60/1ee 1eKapCTBEHHbIX NPEenapaTos Noj, Pas/IMYHbIMU TOPTrOBbIMM
HaMMeHOBaHMAMM.

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

7. Mo 3anpocy (B 3/1eKTpOHHOM dopme mMAM Ha bymaxkHOM HocuTese) cybbekTa obpalleHus
NleKapCTBEHHbIX CPeACTB COOTBETCTBYIOWMM YNOJHOMOYEHHbIM dpeaepanbHbiM OpraHOM UCMOAHUTENbHOWM
BJ1aCTW, OCYLLECTBSIOLLMM roCyAapCTBEHHYIO PErUCTPALLMIO IEKAaPCTBEHHDBIX NPEenapaTos, B YCTAaHOBNEHHOM
UM MOpsZIKe OCYLLECTBAAETCA HayyHOE KOHCY/bTMPOBAHME MO BOMPOCaM, CBA3aHHbIM C NPOBEAEHWEM
OOK/IMHUYECKUX UCCNeA0BaHUM, KAMHUYECKMX UCCNeO0BaHMI NIeKapCTBEHHbIX MPenapaTos, 3KCNepTusbl
KauyecTBa N1eKaPCTBEHHbIX CpeacTs, IPPEKTUBHOCTM M 6€30NacHOCTM, C OCYLLLECTBEHMEM FOCYAapPCTBEHHOM
pernucTpauum leKapcTBeHHbIX nNpenapaTtoB. KOHCY/NbTUPOBAHWE OCYLWLECTBAAETCA C MNPUB/JEYEHUEM
denepanbHbIX rocy4apcTBEHHbIX BIOAMKETHBIX YUpEKAEHMIN, NOABEAOMCTBEHHbIX AaHHOMY deaepanbHoMy
OpraHy MCNONHWUTENbHOM BAACTU M HE Y4YacTBYIOWMX B OpraHM3auMu NPoBeAeHMA 3KCMepTU3bl KayecTBa
NeKapCTBEHHbIX CPeACTB B LeNAX OCYLLECTBJEHUA WMX rOCyAapCTBEHHOW Pernctpaumm B COOTBETCTBUU CO
cTaTbel 16 HacTtoswero PegepanbHOro 3aKoHa, B BMAE OTBETa B MUCbMEHHON dopme ynoIHOMOYEHHOIO
depepanbHOro opraHa WMCMONHUTE/NIbHOM B/IAacTU Ha 3anpoc. Pasmep B3MMaemol C 3asBUTena naatbl
onpepensercA B COOTBETCTBMM C 3aKoHogaTenbctBOM Poccuitickoit Pepepaumm 06 opraHusaumm
NpeAoCTaBAEHNA TOCYAAPCTBEHHbIX U MYHULMMANbHbLIX ycayr. MHbopmaumsa 06 ocywecTBNEHMM HAayYHOTO
KOHCY/NIbTUPOBAHUA, B TOM 4ucCae CTaTbW, 0630pbl, CNpaBo4YHble MaTepuanbl U MHaa MHopmauma ob
OCYLLECTB/IEHNN HAYYHOrO KOHCY/IbTMPOBAHMA, pa3mMellaeTca Ha odpuuManbHOM caiTe ynoJHOMOYEHHOTO
denepanbHOro opraHa WCNoOAHWUTENbHOW Bnactm B cetn "MHTepHeT" ¢ cobatogeHMem orpaHuyeHui,
YCTaHOB/IEHHbIX 3aKOHOAATE/IbCTBOM O MEPCOHasIbHbIX AAaHHbIX, KOMMEPYECKON U (MAKN) rocyAapCcTBEHHOM
TaliHe.

8. TocypapCTBeHHAA perncTpauma JIEKapCTBEHHbIX MpPenapaTtoB, KOTOpble npefHa3HayeHbl AnA
NPMMEHEHNSA B YCNOBUAX BOEHHbIX AeMCTBUIN, Ype3BblbaliHbIX CUTyauMn, NpeaynpexaeHna YypesBblvaliHbixX
CUTyaumin, NpoduNakTUKM U nedeHus 3aboneBaHW, NPeACTaBAAOWMX OMNACHOCTb AN OKPYMKaloWMX,
3ab60n1eBaHNN U MOpPaXKEHWUN, MOJIYYEHHbIX B pe3yabTaTe BO3AENCTBMA HebNaronpuATHbIX XUMUYECKMX,
6M0I0rMUYECKNX, pPaaMaLMOHHbIX GaKTOPOB, W KoTopble pa3paboTaHbl B TOM 4Mcae MO 3a4aHuIo
desepanbHbIX OpPraHoOB WMCNOAHUTENbHOW BAACTU, YMNOJIHOMOYEHHbIX B 06/1aCcTM 060POHbI CTPaHbl U
6e30nacHOCTU rocyfapcTBa, OCYLLeCcTBAAETCA B NOpsAAKe, ycTaHoB/AeHHOM [MpaBuTenbcTtBoM Poccuinckoi
depepaunn.

(yacTtb 8 B pea. PepepanbHoro 3akoHa ot 01.04.2020 N 98-d3)

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

1. 3KCI'IepTVI33 NNEKAPCTBEHHbIX CPeacTB OCHOBbIBAETCA Ha NPUHUNNAX 3aKOHHOCTHU, CO6}'IIOAEHVIFI npas
n CBOﬁO,CI, YesioBeEKa U rpaxagaHuHa, npas vpUngnveckoro imua, HesaBUCMMOCTU 3KCNEPTa, O6'bEKTMBHOCTI/1,
BCECTOPOHHOCTMN U MOJZTHOTDI MCCﬂe,D,OBaHMVI, npoBoaAMMbIX C UCNOJIb30BaHNEM COBPEMEHHDbIX LI,OCTI/I)KEHMﬁ
HAayKNU U TEeXHUKKN, OTBETCTBEHHOCTU ¢e,u,epaanoro rocyaapCrtBeHHoOro 6I-0,£|,)K€THOI'O ydypexaeHua no
nposeaeHnto aKCNepPTU3bl 1IEKAPCTBEHHbIX CPEACTB U SKCNEPTOB 3a NpoBeaeHNE U Ka4YeCTBO 3KCNEPTU3bI.

2. 3KCI'IepTM3a NNeKapCTBEHHbIX NpenapaTtos ANnAa megnumnHCKOro npumeHeHmAa BKKO4YaeT B cebs:

1) 3KCnepTM3y [AOKYMEHTOB, MPeACTaBAEHHbIX ANA OnpeAeneHUMs BO3MOMKHOCTM pPacCcMaTpuBaTb
NeKapcTBeHHbI npenapaT Ana MeaMUMHCKOrO MNPUMEHEHMA Mpu  OCYLLEeCTBAEHMMU [rOCyAapCTBEHHOM
pernctpauum B Kayectae opdaHHOIo NEKAPCTBEHHOrO Npenapara;

2) IKCNEepPTHU3y npeanoKeHHbIX MEeTO40B KOHTPO/1IA KavyeCTBa JIEKAPCTBEHHOIO CpeancrtBa U Ka4dectBa
npeacrtaBneHHbIX 06p33LI,OB NEeKapCTBEHHOrNo cpeacrtea C MUCNONb30BaHMEM 3TUX METOOO0B (,u,anee -
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9KCNEepPTHU3a Ka4ecCTtBa JIEKAPCTBEHHOTO Cpe,ﬂ,CTBa),'

3) 3KCNepTU3y OTHOLLIEHWUA OXKMAAEMOM MO/b3bl K BOSMOKHOMY PUCKY NPUMEHEHWSA NIEKaPCTBEHHOTO
npenapaTa;

4) 3KcnepTu3y PerucTpaumMoHHOro A0Cbe Ha /IeKapCTBeHHbI npenapat B Lenax onpeaeneHus
B3aMMO3aMEHAEMOCTU IEKapPCTBEHHbIX NPenapaTos A4 MeAMLMHCKOro NPUMeEHeHMUA.
(n. 4 BBepeH depepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

3. DKcnepTu3a NeKapCTBEHHbIX MpenapaTos A8 BETePUHAPHOro MpUMEeHeHMA BKAKOYaeT B cebs
3KCMepTu3y KayecTBa JIEKapCTBEHHOTO CPeAcTBa W 3KCMEPTU3Y OTHOLWEHMA OXMAaemMon Mnosb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NeKapCcTBEHHOro npenaparTa.

CraTtba 15. deaepanbHoe rocyaapcrseHHoe boaKeTHoe yupeXkaeHue no npoBeaeHuUIo 3KCNepTusbl
NIEKAPCTBEHHbIX CpeacTs

JKCnepTM3a /IeKapCcTBEHHbIX CPeAcTB MPoBOAMTCA deaepanbHbIM rocyAapCTBEHHbIM 6loAKETHbIM
YUYPEXKAEHMEM COOTBETCTBYIOLLErO YMNOAHOMOYEHHOTO ¢enepanbHOro opraHa UCMOAHUTENbHOM BAACTH,
CO3ZaHHbIM Ana obecrneyeHMs WCMONHEHUA MOSHOMOYMIA 3TOoro deaepanbHOro opraHa Mo Bblgaye
paspeleHnit Ha NpoBeAeHWe KAMHWYECKMX WCCNefoBaHMI NIEKapCTBEHHbIX MNpenapaTtoB M (Maun) no
rocyAapCTBEHHOW PErMcTpaLmmn 1eKapcTBEHHbIX NPENapaToB (Aanee - IKCNepTHOE yUpeKaeHue).

Cratba 16. OpraHusauma nposeaeHUsa SKCNepPTU3bl IeKapCTBEHHbIX CpeacTB
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. IKcnepTM3a IeKapCTBEHHbIX CPEACTB MPOBOANUTCA KOMUCCUEN IKCNEPTOB SKCMEPTHOTO YUpEeXAeHUs,
Ha3HauYeHHOMN ero pyKoBOAMTENEM, Ha OCHOBaHWUM 3afaHMA Ha MPoBeAeHME KCNePTM3bl IEKapCTBEHHOTo
CpeAacTBa, BblAAHHOTO YNONHOMOYEHHbIM deaepasibHbiM OpraHoM UCMNOIHUTEIbHOW BNacTu. PykosoauTtens
3KCMEePTHOrO yupexaeHua obecneumBaer Hag/exalllee npoBeAeHMe SKCNepTU3bl IEKaPCTBEHHbIX CPeACTB B
COOTBETCTBMM C 3aZaHMeM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasbHbIM OpPraHoOM MCMOIHUTENbHOM
BJ1IaCTW, U OPraHM3yeT NOAroTOBKY CBOAHOIO 3aK/OYeHMs 3TOW Kommuccuu. B coctaB 3TOM KOMUCCUM MO
pelleHnIo PYKOBOAMUTENA IKCMEPTHOMO YUPENKAEHNA MOTYT BbITb BK/IOYEHbI B KaUeCcTBe IKCNePTOB nLa, He
paboTaloliMe B AaHHOM 3KCMEPTHOM YUYpeXaeHWUu, ecanm UX CneuuasnbHble 3HaHMA Heobxoaumbl ANs
NpoBeAeHUA SKCNEePTU3bI U TaKME IKCNEPTbl OTCYTCTBYIOT B AaHHOM 3KCMEPTHOM YUPEXAEHUM.

2. 3KCI'IepTOM no npoBeaeHU0 3KCNepTu3bl NEKAPCTBEHHbLIX CPeACTB ABNAETCA aTTeCTOBaHHbIN
pa60THMK 9KCNEPTHOro y4ypexgeHua, KOTOprVI nmmeet BbiCcllee MeanunHCKoe, d)apmau,eBTquCKoe,
6MOJ'IOI'MLIECKOE, BeTeEPUHApPHOE NN XMMUYECKOoe o6pasoBaHme N NPoBOAUT 3KCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTs B nopAaaKe NCNosIHEHNA CBOUX OO0NKHOCTHbIX obasaHHOCTEN (p,anee - 3KCI'IepT).

3. I'IpM nposeaeHnn 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOXKET HaxXxo4AUTbCA B KaKoM-
nmbo 3aBUCUMOCTHM OT Nnua, HadHayuMBLlEero 3Ty aKCnepTusy, pa3pa60TqMKa NEKapCTBEHHOIO Cpeacresa Uan
APYTNX 3aNHTEPECOBAHHDbIX B PE€3Yy/IbTaTaX 3KCNEPTU3bl INL,.

4. Mpw NpoBeAEHUN SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB He AonycKaeTcs uctpebosaTthb y 3aaBUTENA
MBO UHBIX NUL, MaTepuanbl, HeobxoaMmble AN NPOBeAEHUs 3KCNepTM3bl. B cnyyae HegoCTaTOUYHOCTM
NpeAcTaB/IeHHbIX 3KCNEPTY MaTePUasoB ANA Aa4M 3aKAOYEHUA IKCNEPT CTaBUT BOMPOC O NpeacTaBiAeHUm
eMy HeobxoAuMbIX MaTepmanos nepes pyKoBoauTeNIeM SKCMEPTHOrO yUupesKaeHUs, KOTopbln obpalllaeTcs ¢
COOTBETCTBYIOLLMM 3aMpPoCOM B YMNOJHOMOYEHHbIM deaepanbHbii OpraH WCNONHUTENbHOM BAACTy,
BblAABLINIM 33adaHMe Ha NpPOBeAEeHWe 3KCMepTM3bl NEKAPCTBEHHOMO CpeacTBa. YKasaHHbI deaepanbHbii
opraH UCMOJIHUTENbHOM BNacTK B TeYeHUe NATU paboumnx AHel co AHA NOCTYN/eHMA 3anpoca pyKoBoauTena
3KCMEPTHOro yypexkaeHua HanpasaAeT 3asBUTE/IO 3anpoc O NpPeAcTaBAeHUNn HeobXxoaMMbIX MaTepuanos.
[aHHbIM 3anpoc MOXKeT b6bITb NepeaaH YNoJIHOMOYEHHOMY NpeaCcTaBUTENIO 3aABUTENS IMYHO NoA, Pacnmcky,
Hanpas/1eH No NoYTe 3aKa3HbIM MUCbMOM UM NepeaaH B 31eKTPOHHON Gdopme Mo TeIEKOMMYHUKALUOHHbIM
KaHanam cBsA3n. B cnyyae HanpaBneHWA [JAHHOrNO 3anpoca Mo Mo4yTe 3aKa3HbiM MUCbMOM OH CYMTAETCA
MoIy4YeHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HAaNpPaBAEHWUA 3aKa3HOMo NMcbMa.

(yacTb 4 B pepg,. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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4.1. 3anaBuTtenb obs3aH NpeacTaBUMTb OTBET HA 3anpoc YNOJHOMOYEHHOro ¢eaepanbHOro opraHa
WCNONIHUTENBLHOM BNACTU B CPOK, HE NPEBbIWAOWMIA AeBAHOCTA paboumx AHEN co AHA ero MoayvyeHus.
YNONHOMOYEHHBIN deaepanbHblii OpraH UCNOAHUTENBHOW BNACTM, BblAABLUMIA 3aJaHMe Ha nposefeHue
3KCnepTU3bl IEKAPCTBEHHOIO CPEACTBa, B TEYEHME NATU pPaboumnx AHeN co AHA NOCTYNAEHUA OT 3aABUTENSA
OTBETa Ha AaHHbI 3aNPOC HaNpPaBAAET TaKOM OTBET B IKCMNEPTHOE yupexaeHue. B cnyyae HenpeacTasaeHus
Mo MCTEYEHUW AeBAHOCTA paboumx AHen 3asABMTeNemM OTBETAa Ha JAaHHbIA 3anpoc YNoJHOMOYEHHbIN
depepanbHbli  OpraH MCNONHWUTENbHOW BAAacTW, BbIAABLWWMIM 33faHME HA MNPOBEAEHUME 3IKCMEPTU3bI
NIeKApCTBEHHOMO CPeACTBa, B TeuyeHMe NATM paboumx [AHel HanpasiseT B 3KCNEPTHOE yuypexaeHue
yBeAOMNEHNE O HenpeacTaBfeHUWM 3aABUTENIEM OTBETA Ha 3amnpoc yKasaHHOro opraHa. Bpema co aHA
HanNpaB/ieHMA 3anMpoca 3KCMEePTHOFO  y4ypexkaeHMA B  YNOJHOMOYEHHbIM  denepanbHblil  opraH
WCNONIHUTENbHON BAACTM A0 AHA MOJYYEHUA SKCNEPTHbIM Y4YperKAEHMEM OTBEeTa Ha 3anpoc Wau
yBEAOMNEHUA O HEMNpPeACTaBAEHNN OTBETA Ha 3aNpPOC HE YYUTbIBAETCA NPU UCUYUC/IEHUM CPOKa NPOBeAEeHMA
3KCMNepTU3bl NEKAPCTBEHHOIO CPeACTBa.
(yacTb 4.1 BBegeHa deaepanbHbim 3akoHOM 0T 25.11.2013 N 317-93)

4.2. Ecin B cocTaBe PErncTpauMoHHOrO [A0Cbe Ha /IeKapCTBEHHbIM npenapaTt Aas MeauunMHCKOro
NPUMEHEHMA COAEPKUTCA NPenyCMOTpeHHaa ctatbel 18, yactbto 1.1 ctatbm 30 1 cTaTtbel 34 HacToALWero
PepnepanbHOro 3aKOHa KONWA peleHnsa yNoaHOMOYEeHHOro deaepasibHOro opraHa UCNOHUTE/IbHOM BNACTU
O NpPOBeAEeHUU MHCMEKTUPOBAHMA NPOM3BOAMTENA NEKAPCTBEHHBIX CPEACTB, 3KCNepTy A0 odopmaeHms
pe3ybTaTOB 3KCNepTM3bl IEKAPCTBEHHOIO CPeACTBa NPEAOCTaBAAETCA B NOPAAKE M Ha YC/IOBUAX, KOTOPble
npeaycMoTpeHbl YacTaAMn 4 n 4.3 HacToALLEN CTaTbW, KOMUA 3aKOYEHUA O COOTBETCTBMU NPOM3BOAUTENA
NIeKAPCTBEHHbIX CPeacTB TPebOoBaHUAM MpPaBUA HaglexKalehn NPon3BOACTBEHHOM MPAKTUKM, BblAAHHOIO
YNOJHOMOYEHHbIM dpefepanbHbIM OPraHOM UCMONHUTEIbHOM BNACTy.

(yacTb 4.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3anaBuTenb ob6sa3aH NpeacTaBUTb B YMNOJIHOMOYEHHbIA deaepanbHbii OpraH MUCMNOIHUTENbHOM
BNACTW KOMUIO 3aK/1H0YEHNA O COOTBETCTBUMN MPOU3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB TPEOOBAHUAM NPaBU
Hag/1eKallel Npon3BoOACTBEHHOM NPAKTUKKN B CPOK, HE NPEBbILLAIOLLNI CTa BOCbMUAECATM pabounx aHen co
OHSA NoJly4YeHuMA 3anpoca o ee NPeaocTaBAeHNM. YNOJHOMOYEHHbIN deaepanbHblii OpraH UCNOHUTENIbHOM
BNACTW, BblAaBLIMI 33aJaHME Ha NPOBeAEHWE SKCMEPTU3bl JIEKAPCTBEHHOIO CPeacTBa, B TeYeHMe MATU
paboumx AHel co AHA MOCTYN/IeHUs OT 3aABUTENN KOMUU 3aKNHYEHUS O COOTBETCTBUWM MPOM3BOAUTENS
JIeKapCTBEHHbIX cpeacTB TPeboBaHMAM NpaBUA Hag/1eXallel NPomu3BOACTBEHHOW NPAKTUKKM, HamnpaBseT ee
B KCMEpPTHOE yupexaeHue. B cnydyae HenpeacTaBaeHUA 3a8BUTENIEM B YKa3aHHbIM CPOK KOMUU 3aKN0YEHUS
O COOTBETCTBUM MNPOU3BOAUTENSA JIEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBUA  Haasexallen
NpPon3BOACTBEHHOM NPAKTUKU YNOJIHOMOYEHHbIV deaepanbHbiii opraH UCNONHUTENbLHOW BAACTU, BblAABLLINIA
3a4aHue Ha NpoBeAeHMe 3KCNEePTU3bl IEKAPCTBEHHOTO CPEACTBA, B TeYEHME NATU pabounx AHel HanpaBaseT
B JKCMEPTHOE YyuypeaeHue yBeAOM/IEHME O HenpeacTaB/eHUM 3aABUTENIEM KOMUM 3aK/AYEHMA O
COOTBETCTBUM  NPOM3BOAMUTENSA  JIEKAPCTBEHHbIX CPeAcTB  TpeboBaHMsM  NpaBUA  Haa/exalen
NPOu3BOACTBEHHON MNpPaKTUKU. Bpems co AHA HanpaB/ieHMA 3anpoca 3KCMEepTHOro Y4YperKaeHua B
YNONHOMOYEHHbIN deaepanbHbii OpraH WCNOAHUTENbLHOW BacTU A0 [AHA MOJIYYEHUS 3SKCNEPTHbIM
yupexxaeHMemM Konuu 3aKN4YeHNA 0 COOTBETCTBUM NPOU3BOANUTENA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
npaBun Haanexalen NpoM3BOACTBEHHOM MPaAKTUKM WAU YBEJOMNEHUA O ee HenpeacTaB/leHUM He
YUYMTbIBAETCA MPU UCUNCIEHUN CPOKA NPOBEAEeHMA SKCNEePTU3bl IEKAPCTBEHHOIO CpecTBa.

(yacTb 4.3 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-3)

5. DKcnepT Npy NPOBELEHUN NOPYYEHHOM eMy PYKOBOAMUTEIEM SKCMIEPTHOTO YUPEKAEHUSA IKCNEPTU3bI
JIeKapCTBEHHOTO CPeACcTBa 0653aH:

1) npoeectn noaHoe wuccneaoBaHme npeacrtaB/l€HHbIX emy O6'beKTOB, MaTepmnanos, AaTb
060CHOBaHHOE N 06bEKTUBHOE 3aK/10YEHME NO NOCTaB/IEHHbIM nepeag HMM Bonpocam nam motTnempoBaHHoOeE
3aK/1to4eHne O HeBO3MOXHOCTKM npoBedeHUNA UM  3SKCNepTU3bl J1IeKapCTBEHHOINo Cpeacrtea, ecaum
NOCTaB/IeHHble BOMPOCHI BbIXOAAT 3a npeaenbl cneunasibHbiX 3HaHUN 9KCNepTa, 06beKTbI MCCHEAOBaHVIVI n
maTepknanbl HENPUTOAHbI M HEeAOCTAaTOYHbl ANA nNpoBeaeHUnA VICCﬂe,EI,OBaHVIﬁ 1N Aayvn 3aKN4YeHUA nnbo
COBpEMeHHbII‘;I YpOBeHb Pa3BNUTUA HAYKN HE NO3BOJIAET OTBETUTb Ha MNOCTaB/1IEHHbIE BOMPOChHI;

2) He pa3rnawatb cBeageHunA, KoTopble CTa/iM eMy U3BeCTHbl B CBA3U C nNpoBegeHNeM 3KCNepTUu3bl
NNEKaApPCTBEHHOIO CpeacTBa, a TaKXKe cBegeHnA, CoCtaBaarowme rocy4apCreeHHyr0, KOMMeEPYECKYHO NN NHYIHO
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OXPaHAEMYIO0 3aKOHOM TaliHy;

3) obecneunTb COXPaHHOCTb NPeaCcTaBAeHHbIX 0OBEKTOB UCCNeL0BaHUIN U MaTepPUanos.
6. JdKcnepT He BNpase:

1) npoBOAUTb 3KCNEPTU3Y NEKAPCTBEHHOIO CpencTBa MO ODOpalLEHUIO HEMOCPEeACTBEHHO K Hemy
opraHmMsaunit unm GU3NYECKUX NnL;

2) camocrtoATenbHO cobupatb maTepuansl ANA NPOBEAEHUA SKCMNEepPTU3bl IeKapCTBEHHOro CPeacTBa;
3) NpoBOAMUTL 3KCNEPTU3Y NEKAPCTBEHHOIO CPeACTBa B KaYecTBe Herocy4apcTBEHHOro aKcnepTa.

7. B cnyyae HEOb6X0AMMOCTM 3KCMEPT BNpaBe X04aTalcTBOBATL Nepes, PyKOBOAMTENEM 3KCMEPTHOro
YUPENKAEHUA O NPUBAEYEHMM K NPOBEAEHWNIO SKCMEPTU3bI IEKAPCTBEHHOMO CPeACTBa APYrnX SKCMepToB..

8. Kaxaplii 3KCnepT, BXOAALLMIA B COCTaB KOMUCCUM 3KCMNEPTOB, KOTOPOM MOPY4YeHO mnpoBeaeHue
3KCMepTM3bl N1IEKAPCTBEHHOMO CPeACcTBa, HE3aBUMCMMO M CaMOCTOATENbHO MNPOBOAWUT MCC/AeAO0BaHUS,
OLEHMBAET pPe3y/ibTaTbl, MOJIYYEHHbIE WM JIMYHO M APYTMMM 3SKCNeptamu, U QGOpMyanpyeT BbiBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneLmanbHbiX 3HaHWA.

9. PesynbTaTbl 3KCNepTU3bl /IEKAPCTBEHHOTO cpeacTBa O(OPMAAIOTCA 3aKNHOYEHUEM KOMMUCCUM
3KCnepToB. B 3aKNOYEHUM KOMMCCUM 3SKCMEPTOB YKasblBalOTCA MepeyeHb WUCCNeaoBaHWi, obbem
NpoBeAeHHbIX KaXAblM 3KCNEPTOM MUCCNe0BaHUI, YCTAHOB/IEHHbIE KaXKabiM U3 HUX GaKTbl U cAenaHHble B
pe3synbTaTe McCneaoBaHUA BbIBOAbI. IKCNEPT, MHEHWE KOTOPOro He COBMadaeT C pelleHMem KOMUCCUM
3KCnepToB, Brpase BbipasnTb CBOE MHEHWE B MMCbMEHHOW popme, KOTopoe NpUobLLaeTca K 3aKAH0HEHNIO
KOMMWCCUM 3KCMEepToB.

10. 3KcnepTbl, BXOAALLME B COCTaB KOMUCCUM, NpeaynpexaatoTcs 06 0TBETCTBEHHOCTM B COOTBETCTBUN
C 3aKoHOZaTeNbCTBOM Poccuitickon degepalMm 3a gady 3aKA04YEHUs, CoAeprKallero HeobocHOBaHHbIe UK
danbcmdnumnpoBaHHbIe BbIBOAbI, O YEM OHU AAOT NOAMMUCKY.

11. OnpepeneHnie ypoBHA NpodecCMOHaNbHOW NOArOTOBKM 3KCMEPTOB M aTTecTauua MX Ha NpaBo
NpoBeAEeHNA 3KCMepTU3bl JIEKAPCTBEHHbIX CPeACTB OCYLLECTBAAIOTCA IKCMEepPTHO-KBANMOUKALMOHHbIMU
KOMUCCUAMM B MOPALKE, YCTAHOBJAEHHOM COOTBETCTBYIOLMM YMOJHOMOYEHHbIM denepanbHbIM OpraHom
NCNONHUTENbHOM BNAcTU. YpoBeHb NpodecCMOHaNbHOM NOATOTOBKM 3KCNEpPTOB MOA/EXKUT MepecmoTpy
YKa3aHHbIMM KOMUCCUAMM He perke YeM OAMH pas B NATb /eT.

12. MpaBuna npoBeaeHUA 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB M OCOOEHHOCTM 3KCMepTU3bl
OTAENbHbIX  BMAOB  JIEKAPCTBEHHbIX MpenapaToB  (pedepeHTHbIX  NeKapCTBEHHbIX  MpPenapaTos,
BOCMPOM3BEAEHHbIX  JIEKAPCTBEHHbIX  MPEnapaTtoB, OWOMIOrMYECKMX NEKAPCTBEHHbIX NPenapaTos,
6uoaHanoroBbix (6MONOAOOGHLIX) NEKAapCTBEHHbIX npenapatoB (6buoaHanoros), romeonaTUyeCcKUX
NIeKapCTBEHHbIX NpPenapaToB, JIEKAPCTBEHHbIX PACTUTENbHLIX MpenapaToB, KOMOWHALMIA NeKapCTBEHHbIX
npenapatos), GOpPMbl  3aKNHOYEHUI  KOMUCCUMM  SKCMEPTOB  YCTAaHABAMBAKOTCA  COOTBETCTBYHOLLUM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIbHOW BAACTU.

(yactb 12 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTtba 17. Nopgaya n paccmoTpeHue 3adBJ€HUA O rOCYAapCTBEHHOM perncTpaumMm neKapcTBeHHOro
npenapara A1 BEeTepUHAPHOro NpMMeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [nA rocyaapcTBEHHOM PErncTpaLLMm 1eKapcTBEHHOro npenapara 411 BeTePUHAPHOTO NPUMeHeHUs
pa3paboTuMK TaKoro NieKapcTBEHHOrO Mpenaparta UaM YynoaHOMOYEHHOE UM ApYyroe lopuaudeckoe Anuo
(hanee B HacToAWeN cTaTbe - 3aABWUTENb) NPEACTAaBAAET B YMNOAHOMOYEHHbIW deaepanbHbii opraH
NCMNONHUTENbHOW BNACTM, OCYLLECTBAAIOWMIA rOCYAapCTBEHHYIO PErUCTPaLLMIO IeKapCTBEHHbIX NpenapaTos
ONA BETEPMHAPHOrO MPUMEHEHUA, B 3/IEKTPOHHON dopme MAM Ha ByMarkKHOM HocuTese 3asB/ieHue o
rocyAapCTBEHHOW perMcTpauumn ekapcTBEHHOro npenapaTta 414 BETePUHAPHOro MPUMMEHEHMS, a TaKkKe B
nopsfKe, yCTaHOBAEHHOM COOTBETCTBYHOLWMM YNONAHOMOYEHHbIM pegepanbHbiM OPraHoM UCMOAHUTENbHOWM
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BJ1AaCTW, B 3/IEKTPOHHON ¢dopme WM Ha BymarkHOM HocuTesle HeobXxoAumble AOKYMEHTbI, U3 KOTOPbIX
dbopmmpyeTca perucTpaumoHHoe A0Cbe Ha IEKAapPCTBEHHbIW Npenapar 411 BeTePUHAPHOTO NPUMEHEHWS.

2. B 3aABNE€HUN O rocyAapCTBEHHOW Perncrpaumm NeKapCcTBEHHOrO npenaparta ANs BeTepuHapHOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaumeHoBaHMe U agpec 3aABUTeNA, pa3paboTunKka N NPOU3BOAUTENA NEeKAapPCTBEHHOro npenaparta
AN BeTepuMHapHOro nNpPMMEHEeHMA U adpec MecTa OCYLLEeCTBeHUA MPOU3BOACTBA JIeKapCTBEHHOro
npenapata A1a BeTepMHaAPHOro NpUMeHeHus (B C/lydae HaluuMA HECKOJIbKMX YYaCTHUKOB MpoLliecca
Nnpou3BoACTBa HEOHXOAMMO YKa3aTb KaXKa0ro U3 HUX);

2) HaumeHOBaHMe fIeKapCTBEHHOro npenaparta A/19 BETePUHaAPHOro NpuMmeHeHusa (MexxayHapoaHoe
HenaTeHTOBaHHOE, UM rPYNMUPOBOYHOE, AN XMMUYECKOe N TOProBoe HauMeHOBaHUA);

3) nepeyvyeHb Ael\/‘ICTByIOLLI,MX M BCNOMOraTe/ibHbIX BELWECTB, BXO4ALWMNX B COCTAaB NEKAPCTBEHHOIO
npenaparta 4aAa BETEPUHAPHOIoO NpUMeEHEHNA, C YKa3daHNEM KOTMYECTBA KaXX40ro U3 HuX;

4) nekapctBeHHasa ¢opma, [03MPOBKA, CNocobbl BBEAEHWA M MPUMEHEHWMA, CPOK TFOAHOCTU
NleKapcTBEHHOro npenapaTa A1 BEeTePUHAPHOro NPpUMeHeHMs;

5) dapmaKoTepaneBTUYecKan rpynna;

6) HeobXoAMMOCTb MPUMEHEHMA YCKOPEHHOM Mnpoueaypbl 3KCNepTUsbl IeKapCTBEHHbIX CPeACTB B
Lenax rocy4apCcTBeHHON perucTpaumm 1ekapcTBeHHoro npenapara;

7) KONMK AOKYMEHTOB, NOATBEPHKAAOLLMX YNNATY rOCYAaPCTBEHHOW NOW/MUHbI:

a) 3a npoBeAeHMEe 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOrO CpeacTBa M 3KCNepTU3bl OTHOLWIEHMA
OXKMAeMOW NOb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNA NEeKapCTBEHHOrO Npenaparta Aaa BeTepuHapHOro
NPUMEHEHMA NPU ero rocyapCcTBEHHON perncTpaumm;

6) 3a BblgauYy PErMCTPALMOHHOIO YA0CTOBEPEHMSA IEKAPCTBEHHOMO NpenapaTa;

8) HannMume cornacus, NPeayCMOTPEHHOTO YacTblo 7 HACTOALLEN CTaTbM, €C/IM C MOMEHTA PErMcTpaLmm
pedepeHTHOro IeKapCTBEHHOro nNpenaparta AAs BETEPUMHAPHOrO NPUMEHEHUA MPOLLIO MEHEE YeMm LIecTb
ner.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

3. PeructpaumoHHoe Aocbe B LEensaxX 3KCNepTM3bl SIEKAapCTBEHHOrO npenapaTa Ans BeTepuHapHOro
npuUMeHeHns GopMUPYEeTCs M3 CedyoLWNX AOKYMEHTOB U CBEAEHUN:
(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHus o gate NpPeaoOCTaBAEHUA U PErncTPaLMOHHOM HOMEpe NULEH3MW Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CpeacTB, NPeaoCTaBNeHHOM NPOM3BOAMTENIO PErMCTPUPYEMOTO IEKAPCTBEHHOTO NpenapaTa
ON15 BETEPMHAPHOIo NPUMEHEHUSA, A5 POCCUNCKMX Npou3BoauTenen;

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

2) cBepeHus o aaTe NPeAoCTaBAEHUMA U PErUCTPALMOHHOM HOMEPE NULEH3UW Ha MPOM3BOACTBO
JIeKapPCTBEHHbIX CPEACTB, MPeAoCTaBAEHHOM NPOM3BOANTENIO hapMaLLEBTUYECKOM CYyDOCTaHLMMK, BXOAALLEN B
COCTaB PErnmcTpupyemoro NeKapCcTBEHHOroO NpenapaTta A8 BETEPUHAPHOIo NPUMEHEHMUA, ANA POCCUNCKUX
npoussoauTenemn;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-03)

2.1) KonNuA AOKYMEHTA, BblAAHHOrO YNOAHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAUTENS ANA KaXKA0W
NPOM3BOACTBEHHOM MJIOWALKM PErUCTPUPYEMOrO JIEKAPCTBEHHOrO npenapaTa AAa BeTepUMHAPHOro
NPMMEHEHWUA W MNOATBEPKOAMOLWEro COOTBETCTBME TMPOM3BOAMTENA  JIEKAPCTBEHHOro  npenaparta
TpeboBaHMAM MpPaBWU/ Hag/exKalleill MPOM3BOACTBEHHOW MPAKTUKWU, U €ro NepeBoj, Ha PYCCKUI A3bIK,
3aBEepeHHble B YCTAHOBNEHHOM MOPAAKE, 3 TaKKe KOMWa 3aK/loYeHMst O COOTBETCTBUWM MPOU3BOAUTENS
NeKapcTBEHHbIX CpeacTB TpeboBaHWAM NPaBUA HagneKallei NpPous3BOACTBEHHON MPAKTUKK, BblAAHHOMO
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YNO/IHOMOYEHHbIM deaepasibHbIM OPraHOM WCMNOJIHUTENIbHOW BAACTU ANA KaXK4oh MpPOU3BOACTBEHHOM
NAOWaAKN PErncTPUPYemMoro SIEKapCTBEHHONO rnpenapaTta A1 BETePUHAPHOro NpumeHeHus, nMbo Konus
peweHns O MNpPOBEAEHUM WHCNEKTUPOBAHUA MNPOU3BOAUTENA JNIEKAPCTBEHHbIX CPeacTB, MNPUHATOrO
YNO/HOMOYEHHbIM deaepasbHbIM OPraHOM WCMNOJIHUTENIbHOW BAACTU ANA KaxK4oh MpPOU3BOACTBEHHOM
NAOWAAKN PErNCTPUPYEMOrO NEKAPCTBEHHOrO NpenapaTta 4/1A BETEPUHAPHOrO NMPUMeEHEHUA. YKasaHHble
OOKYMEHTbI NPeACTaBAAKTCA B C/ly4ae, eC/in MPOU3BOACTBO IEKAPCTBEHHOTO NpenapaTa OCyLeCTBAAETCA 33
npegenamun Poccuiickon deaepauymm;

(n. 2.1 BBegeH dPeaepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

2.2) Konus AOKYMEHTa, BbIAAHHOIO YMO/JIHOMOYEHHbIM OPraHOM CTPaHbl Npou3BOAUTENS
dapmaueBTMHECKON CybCTaHUMM M NOATBEPKAAIOLLETO COOTBETCTBME NPOM3BOANTENA dapMaLLeBTUYECKON
cybcTaHuMn, BXoAALEN B COCTAaB PErMcTpMpyemMoro NeKapCTBEHHOro npenapaTta Aaa BeTepMHApPHOro
npMMeHeHus, TpeboBaHUAM NPaBUA HaA/1eXKallle NPon3BOACTBEHHOM NPAKTUKN, U €r0 NepeBo Ha PYyCCKUM
A3blK, 3aBepPeHHble B YCTAaHOB/IEHHOM MOPsAKe, B C/aydyae, ec/in MNPOM3BOACTBO dapmaLeBTUYECKON
cybcTaHumMm ocyuecTsaseTca 3a npeaenammn Poccuiickoin Pepepaumu;

(n. 2.2 BBeaeH depepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)

3) NPOEeKT HOPMATMBHOIO AOKYMEHTA Ha NEKAPCTBEHHbIM NpenapaT ANA BeTePUHAPHOro NPUMEHeEHUS;

4) pJOKYMEHT, coAep:Kaluii cnegyowyo MHPopmaumio o dapmaleBTUYeCKoM cybCcTaHuMK Waun
bapMaueBTUYECKMX CYBCTaHUMAX, BXOAAWMX B COCTaB NIEKAPCTBEHHOrO npenapaTta A8 BeTepUHapHOro
NMPUMEHEHUA:

a) HauMmeHoBaHMe ¢dapmMaleBTUYECKON cybCTaHUMKU, ee CTPYKTypa, obuimMe cBoictBa (npwu
rocyaapcTBeHHOW PerncTpauum MMMyHOBUONOrMYECKUX NeKapCTBEHHbIX NpenapaTtoB ANsA BETePUHAPHOro
NPUMEHEHNA NpPeACTaBAAIOTCA CBeAeHMA O LITaMme, BKAOYas ero HaMmeHoBaHue, UHpopmMaLuMio O
NPOUCXOXAEHMMU, €0 CBOMCTBAX, XapPaKTePUCTUKAX U MecTe AeNOHUPOBaHMUA);

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

6) HanmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHO/NIOMMA nNpomnsBoacTtBa C ONMMUCaHUEM CTaﬂ,MVI npon3soAacTea U METOA0B KOHTPO/A Ha BCeX
CTaanAX NponsBoacCTBa;

r) wHbopmaums o npumecsax (He npeacTaBaseTcA NpPU  FOCYAApPCTBEHHOM  perucrpauuu
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX NPenapaToB 411 BETEPUHAPHOTO NPUMEHEHUA);
(B pen,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneumoukauma Ha GapmMaueBTUYECKYD CybCTaHUMIO (He NpeacTaBaseTcs Npu rocyfapCTBEHHOM
perncTpaunmn UMMmyHo6bMONOrMUYECKUX NIEKAPCTBEHHbIX NPENapaToB AN BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) ONnUCaHne MeToanK KOHTPO/1A Ka4eCTBa,

X) pesynbTaThl aHanusa cepuii dapmaueBTUYECKOM cybcTaHuMM (He npeacTaBAAlOTCA Npu
rocygapcTBEHHOW PErncTpaunum MMMyHOBMONOrMYECKMX NEeKAPCTBEHHbIX NPenapaToB A8 BETePUHAPHOro
npumeHeHun);

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

3) nepedyeHb CTaHOAPTHbIX o6pa3u,oa nnn Bewecrts, UCNOoJibyembiX NMpPn oCcywecCTtBNEHUN KOHTPOA
Ka4yecCTBa;

M) ONMUCaHME XapaKTePUCTUK n CBOWCTB YNaKOBOYHbIX MaTeEPUNAZIOB N YKYNOPOYHbIX CPEACTB;

K) [OaHHble O CcTabunbHOCTM (He nNPeACTaBAAOTCA NPW  FOCYAAapCTBEHHOM  perucrpauun
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BeTepUHaAPHOIo NpUMeHeHns);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

I'I) CPOK rogHoCTHh, ycnosua XpaHeHUA;
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5) oTyeT 0 pesynbTaTax AOK/JAMHUYECKOrO WCCeA0BaHUA NeKapCTBEHHOro cpeAacTsa  Ans
BETEPUHAPHOIO MPUMEHEHUSA, BK/OYAOWMNIA OnMcaHWe MeToAOB onpeaeneHua OCTaTOYHbIX KOJ/IMYecTB
OeWCTBYIOLLLEro BelecTsa (AeiCcTBYOWMX BELWECTB), A0CTUratoWEro (40CTMraloWwmx) CUCTEMHOTO KPOBOTOKa,
B MPOAYKLUMU KMBOTHOTO NPOUCXOXKAEHNA NOCAe NMPUMEHEHMA TaKOro IeKapCTBEHHOTO CPeACcTBa, a TaKKe
OOKyMeHTanbHoe noATeepXaeHue (Bannaaums) ykasaHHbIX MeTo0B;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OTYET O pe3y/ibTaTax KIMHNYECKOIo nccnenoBaHA NeKAapCTBEHHOIO NpenapaTa A1 BETEPUHAPHOIO
npuMmeHeHnA y KaxXXa0ro snaa XnBOTHbIX, YKa3aHHbIX B UHCTPYKLUKU NO BETEPUHAPHOMY NPUMEHEHMUIO;

7) NPOEKT MHCTPYKLMK NO BETEPUHAPHOMY MPUMEHEHMIO JIEKapPCTBEHHOTO npenapara, Coaepalien
cneaytolme cBeaeHus:

a) HaMmeHoBaHMe IeKapCTBEHHOro npenaparta A/ BeTepPUHaApHOro nNpumeHeHnsa (MexayHapoaHoe
HenaTeHTOBaHHOE, UM rPYNMNUPOBOYHOE, AN XMMUYECKOe N TOProBoe HaMMeHOBaHUA);

6) NNeKapCTBEHHAA d)opma C YKa3aHuem HAaWMEHOBAHWUI N KOJIMYECTBEHHOIO COCTaBa AeﬁCTBYPOLLI,MX
BeLl,ecTB U Ka4eCTBEHHOIO COCTaBa BCMOMOTIaTe/IbHbIX BELWECTB,

B) ONnncaHme BHeLWHero Bnaa N1eKapCTBEHHOIO nNpenapaTta AN1A BETEPUHAPHOIO NpUMeHeHUA;

r) papmakoTepaneBTMUecKas rpynna NeKapCcTBEHHOro npenapaTa A1a BeTePUHAPHOro NpUMeEHeHUs
WY YKa3aHue "romeonaTtMyeckmin JIEKapCTBEHHbIN npenapaT";

A) dapmakogmMHammKa U GapmMaKoKMHETMKa (3a UCKAoYeHneM GapMaKOKMHETUKM FOMEeoNnaTUYecKmnx
NIEKAPCTBEHHbIX  MPENapaTtoB M PACcTUTENIbHbIX  /JIEKAPCTBEHHbIX  MPEnapaTtoB) WAW  OnMcaHue
MMMYHOBMONOTMYECKUX CBOMCTB JIEKAPCTBEHHOTO NPenapara;

€) NoKasaHuA aNA NPUMEHEHUSR;
) NPOTMBONOKa3aHUA ANA NPUMEHEHNUSA;
3) Mepbl NPEAOCTOPOIKHOCTU NPU NPUMEHEHWNN;

M) YKaszaHMe BO3MOMKHOCTM U 0COBeHHOCTEN NpUMeHeHUa y 6epeMeHHbIX }KUBOTHbIX, Y XMBOTHbIX B
nepuos nakTauum, y NOTOMCTBA KUBOTHbIX;

I-() pexmm Ao3npoBaHuAa, cnocob BBEAEHNA U NPUMEHEHUNA, NPU H606XOAMMOCTVI BpemAa npunema
NNEKapPCTBEHHOrIO Npenaparta An1Aa BETEPUHAPHOINo NpuMmeHeHunA, Npo4o0TKUTENbHOCTb Ie4EHUA;

I'I) BO3MOXHble NoboYHbIe AeﬁCTBMﬂ, HeXXenatenbHble peakunn npu npuMeHeHUN NeKapCTtBeHHOro
npenaparta 4n1Aa BeETEPUHAPHOIo NPpUMEHEHUA;

M) CUMMTOMbI NEePes03nPOBKU, MEPbI NO OKA3aHUIO MOMOLLYM NPU Nepeso3npPOBKE;
H) B3auMoAencTBUE C APYTMMU NEKAPCTBEHHbIMM NpenapaTamm 1 (Mamn) Kopmamu;
0) popMmbl BbiNyCKa NE€KapCTBEHHOTO Npenapara 4/1° BeTepUHaPHOro NPUMEHeHNs;

n) yKkasaHve (npu HeobxoamMmocTn) ocobeHHOCTEN AOEWCTBUA J/IeKApCTBEHHOro npenapata AnA
BETEPUHAPHOr0 NPUMEHEHMUSA NPY NEPBOM NPUEME UN NPU Er0 OTMEHE;

p) onucaHue (npu HeobxoAMMOCTU) AEMNCTBUIA chneumanucta B 061acTM BeTepuHapuu, BAagenbla
MBOTHOTO MpPM MPOMycKe MpMemMa OOHON WM HECKONbKUX [03 NeKapCTBEHHOro npenapata g
BETePUHAPHOro NPUMeEHEHMUS;

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

C) CPOK roAHOCTM M YKa3aHue Ha 3anpeT NpMMeHeHWs NeKapcTBEHHOro Npenapara AAsA BeTepuHapHoro
NPMMEHEHMA NO UCTEYEHUWN CPOKA FOAHOCTH;
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T) yCNOBMA XpaHeHus;

y) YKa3aHue Ha HeO6XOAVIMOCTb XPaHEHNA NEeKapCTBEHHOINo npenaparta A4sA4 BETEPUHAPHOIO
npuMmeHeHnA B MeCTtax, He4OCTYyNHbIX ANA ,D,ETeﬁ;

¢) yKasaHue (NpyM HeobXxoAMMOCTM) creumanbHbiX Mep MNPeAoCTOPOKHOCTA NPU YHUUTOXKEHMUU
HEMCMONb30BaHHbIX 1IEKAPCTBEHHbIX MPENapaToB A1 BETEPUHAPHOr0o NPUMEHEHUS;

X) CPOKW BO3MOKHOFO MCMNO/b30BaHMA MPOAYKLMN KUBOTHOIO MPOUCXOXKAEHUA MOoC/Ae BBeAeHUS
YKMBOTHOMY /I€KaPCTBEHHOrO NpenapaTa A1 BEeTePUHAPHOro NpUMEHeHNs;

L) ycnoBus oTnycKa;

LI) HanmMeHOBaHNA W adpeca npounsBoACTBEHHbLIX nNOWaA0OK npoussognTena NeKapCTBEHHOro
npenaparta anAa BETEPUHAPHOIo NPpUMEHEHNA;

W) HauMMeHOBaHWE, agpec OpPraHMsauuu, YNONHOMOYEHHOM JepyKaTenem WAM  BAAAENbLEM
PerncTpaunoHHOro ya0CTOBEPEHNA NEKAPCTBEHHOTO Npenaparta Ha NPUHATME NPeTeH3ui oT noTpebutens;

8) NpoeKTbl MakeToB MePBMYHON YMAKOBKM U BTOPUUYHOM YNaKOBKMU JIEKapCTBEHHOrO npenapara Aas
BETEPUHAPHOIO NPUMEHEHMUS;

9) cnepytowme cBefeHUA 0 IEKAPCTBEHHOM Mpenapare 4/15 BeTePUHAPHOTO NPUMEHEHUA:
a) onu1caHue 1 CoCTaB NeKAPCTBEHHOrO Npenapara 414 BETepPUHAPHOIo NPUMEHEHNs;
6) onucaHne dapmaLeBTUYECKOM Pa3paboTKu;

B) onuMcaHMe npoLecca NPoM3BOACTBA U €ro KOHTPOAA, NOANMCAHHOE B NMOpAAKe, YCTaHOBAEHHOM B
COOTBETCTBUM C YaCTbio 1 HacToALEN CTaTbM;
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHue KOHTPOA KPUTUYECKMX CTaauiA MPOU3BOACTBA U MPOMENKYTOYHOM NpPOAyKLUMUM,
NoAMNMCaHHOE B NOPAAKE, YCTAHOB/IEHHOM B COOTBETCTBMM C YacCTbio 1 HacToALel CTaTby;
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

O) HammeHoBaHMA W ajpeca paspaboTumka, agepxkaTena WAW BRafenblUa pPerncTpauymoHHOro
VAOCTOBEPEHUA  NIEKApPCTBEHHOro  npenapaTa, MNPOM3BOACTBEHHbIX  MJOWAAOK  MNpou3BoAuTeENs
JIeKapCTBEHHOrO Mpenapata A/ BETEePMHAPHOro MPUMEHEHMA C YKa3aHWEM CTaguii TEXHONOMMYeCcKoro
npoLecca, OCYLLeCTB/AEMbIX Ha MPOU3BOACTBEHHbIX MNAOLWAAKAX MNPOM3BOAUTENIA JIEKAPCTBEHHOIO
npenapara 415 BETEPUHAPHOTO NPUMEHEHMA;

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

e) papmaLeBTMUYECKAnA COBMECTUMOCTb;

) MUKpoBUONorMyecKkme XxapakTepucTuKy;

3) MaTepuanbHbI banaHc AN NPOU3BOACTBA CEPUM TOTOBOrO NPOAYKTA;

1) onucaHue xapakTepmUCTUK 1 CBOMCTB YNaKoBOYHbIX MaTepPUanoB 1 YKYNOPOUHbIX CPeacTs;
K) lOKYMeHTabHOe NoATBepKAeHMe (Bannaaumsa) NpoLeccos v (MAKn) Ux oLeHKa;

I'I) Tp86OBaHMFI K Ka4deCTtBy BCNOMOraTte/ibHbiX BeweCcTB (CepTI/Id)VIKaT, CI'IELI,VId)MKaLI,VIﬂ Ha
BCNomorartesibHble BeWwecTtBa N X O6OCHOBaHME),'

M) dHaIMTUYECKNe MeToOaAuKKU, UCNnoNb3yemble MNpPU  OCywecCcTBNeHUN KOHTPONA  KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) OOKyMeHTasbHOe noATBepKAeHWe (Banuaauma) aHaAUTUYECKMX METOAMK, UCNOJb3yemblX Mpu
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OCyLlwecTB/IEHNN KOHTPO/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELWLECTB,

0) MHd)OpMaLI,MFI 06 MCcnonb3oBaHMM BCMOMOTaTe/bHbIX Beuwecrts 4enoseyeCkoro u XKunBOTHOTO
NPOUCXOXKAOEHNA;

n) yTpaTtun cuny. - PegepansHblii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHUSA K KaYecTBY IeKapCTBEHHOrO Npenapara A1 BEeTepUHAPHOro NpumMmeHeHus (ceptudukar,
cneundurKaLma Ha NeKapCTBEHHbIN NpenapaTt U nx o6ocHoBaHKe);

C) dHaMTU4EeCKne MeToaunKn, uncnonblyemble nNpu  OCywecTtBeHUMN  KOHTPONA  KaydecCTBa
NEKAPCTBEHHOrIO nNpenaparta AaAa BETEPUHAPHOIO NPpUMeHeHUA,;

T) AOKyMeHTasbHOe noATBepAeHWe (Banuaaums) aHaAUTUUYECKMX METOAMK, MCNOAb3yeMbiX Mpu
OCYLLECTBNEHNN KOHTPOJIA KayecTBa /IeKapCcTBEHHOTo nNpenaparta ANsA BeTepUHapHOro NnpuMeHeHus;

Y) AOKYMEHT, NOATBEPKAAIOLINA KaueCcTBO IeKapCTBEHHOro npenaparta Tpex NPOMbILLAEHHbIX cepuii
(npoTokon aHanusa nnm ceptuduKaTt aHann3a), ogHa cepusa KOTOPOro A0/KHA COBNaaaTh C cepuelt obpasua
JIeKapCTBEHHOrO Npenapara, NoAaHHOTo Ha PerncTpauuio;

) XxapaKTepucTMka npumecen;

X) nepedyeHb CTaHAAPTHbIX 06pPa3sLOB, MCMNO/b3yeMbIX MPU OCYLLECTBAEHUN KOHTPOAA KayecTsa
NleKapCcTBEHHOro nNpenapara 418 BeTepMHapPHOro NpUMeHeHus;

Ll,) AaHHble O CTabunbHOCTH NNIEKAPCTBEHHOTIO Npenaparta AnAa BETEPUHAPHOIo NpuMeHeHuA,

10) Konua [OKYMeHTa, copeprkawero MHGOpMauMIo O Haavuuu uam o6 oTcyTcTBuM daKToB
perucTpauumn NekapcTBEHHOro npenapaTta AfA BEeTEPUHAPHOro NpuMMeHeHuA 3a npeaenamu Poccuiickol
depepauny;

11) cornacve B nuUcbmeHHON ¢opme, NPesyCMOTPEHHOE YacTbto 7 HaCTOSALLEN CTaTbW, B Cayyae
perncTpauumn BoCNpoM3BeAEHHOTO IeKapCTBEHHOIO NpenapaTa;
(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

12) Konua JOKYMEHTa Ha pPYCCKOM fA3blke, 3aBEPEHHOTO0 B YCTAaHOB/JEHHOM MNOpAAKE U
NOATBEPKAAIOWEr0 MPAaBOMOYHOCTb 3aAB/JEHMA O rOCYAAPCTBEHHOM perncTpaumm NeKapcTBEHHOro
npenapara 410 BeTepnHapHOro NpUMeHeHnn (40BEPEHHOCTD);

13) cBeseHMA O TrOCYdapCTBEHHOW  PEerncTpauum  reHHO-MHMKEeHepPHO-MOoANDULMPOBAHHbIX
OpPraHM3MoB, NpeaHa3HaYeHHbIX 417 BbiNyCKa B OKPY»KaloLyto cpedy (npu rocyaapcTBeHHOW permcrpaumnm
NIeKAPCTBEHHbIX MPenapaToB A/1IA BETEPUHAPHOrO MPUMEHEHUA, MOJIYYEHHbIX C MPUMEHEHUEM TE€HHO-
NHXXeHepPHO-MOoANDULMPOBAHHbIX OPraHNU3MOB AN COAEPKALLMX TaKUE OPraHU3mbI).

(n. 13 BBegeH PepepanbHbiMm 3akoHom oT 02.08.2019 N 297-d3)

4. Mpu npoBeAeHMM YCKOPEHHOM Mpoueaypbl 3KCNEPTU3bl JIEKapPCTBEHHOTO npenapaTta  Afs
BETEPUHAPHOrO NMPUMEHEHMSA B LLENAX ero rocyAapcTBEHHON perMcTpaumMm BMecTo oTyeTa paspaboTumKa o
pesynbTaTax AOK/JMHUYECKOrO UCCNeA0BaHNA IeKapCTBEHHOro CPeACTBa A1A BETEPUHAPHOTO NPUMEHEHMUA
MoXeT 6biTb npeAacTasneH 0630p HayyHbIX PaboT O pesynbTaTax AOKAMHMYECKOro WCCAeAoBaHuA
pedepeHTHOro /IeKapCTBEHHOro npenapata A1 BETEePUMHAPHOro MNPUMMEHEHWA, a BMEeCTO OT4YeTa O
pesynbTaTax KAMHUYECKOro MUCCNef0BaHUA EeKapCTBEHHOro npenapaTa 414 BETePUHAPHOro NpMMeHeHUA
OTYeT 0 pe3ynbTaTax UCCNeaoBaHNn BUO3KBMBANEHTHOCTM BOCNPOU3BEAEHHOMO IeKapCTBEHHOro NpenapaTa
ONA BETEPMHAPHOIO NPUMEHEHMA.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha aKkcnepTusy pasindHbIX 1eKapcTBEHHbIX GOPM OAHOTMO M TOTO e NeKapCTBEHHOro npenapaTa Ana
BETEPUHAPHOr0 NPUMEHEHUSA 3aABUTENb NPEACTaBASAET OTAe/IbHbIE 33AB/EHUA U PErncTpaLMOoHHbIe 40Cbe
Ha Kaxkaylo JfiekapcTBeHHylo ¢opmy. Mpu ycnoBMM OAHOBPEMEHHOM MOAAYM Ha 3KCMNepTUsy On[HOW
NeKapcTBeHHOM GOPMbI C PA3NIMYHBLIMKN L03MPOBKOM, KOHLEHTpaunel, ob6bemMom 3asBUTe/Ib NPeACTaBAAET
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OAHO 3aABNEHME U PErUCTPaLMOHHOE A0Cbe C NPUNOKEHUEM MAKeTOB NepPBUYHON YNaKOBKM U BTOPUYHOW
yNaKoBKW. Ha maKeTax nepBUYHOM YNAaKOBKM U BTOPMYHOWM YMaKOBKM YKas3blBalOTCA BCe MPOM3BOAMMbIE
O03VPOBKU, KOHUEHTpaLMM, o6bembl M KOMIMYECTBO [03 B YMNaKOBKe /ieKapCTBEHHOro npenapata And
BETePUHAPHOro NPUMeEHEHMUSA.
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaB/ieHMA C 3afBAEHMEM O FOCYAApPCTBEHHOW perncrpauym eKkapcTBeHHOro
npenapata 418 BEeTEPUHAPHOrO MPUMEHEHUA AOKYMEHTOB, NMOATBEPXKAAIOWMX ynaaTy rocysapcTBEHHOM
MOLU/IMHbBI U YKa3aHHbIX B MyHKTe 7 4acTh 2 HacTosLWeM cTaTby, CBEAEHUIN O INLLEH3USAX, YKa3aHHbIX B MyHKTaxX
1 n 2 yacTM 3 HacToslel CTaTbW, a TaKKe BblAaBaemblX (NpeaocTaBAsieMblX) YMNOJHOMOYEHHbIMM
depnepanbHbIMM OpraHaMm UCMONHUTENIbHOM BNACTM AOKYMEHTOB (CBEAEHMIM), YKa3aHHbIX B NMyHKTe 2.1 yactu
3 HacTosAleN CTaTbW, YNOJHOMOYEHHbIN deaepasnbHbii OpraH MCMNOJIHUTE/IbHOM BAAacTU 3anpalmsaeT
yKa3aHHble JOKYMEHTbI (CBeAeHUs) B NOPALKE MEXBEAOMCTBEHHOTO MHPOPMALIMOHHOIO B3aMMOAENCTBUA.
(yacTb 6 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaetcA WCMNO/Mb30BaHWE B KOMMEPYECKMX Lensx wHdopmaumMmM o pesynbTaTax
OOK/IMHUYECKMX UCCNEeL0BaHUIA NEKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCAeA0BaHWUIA NeKapCTBEHHbIX
npenapaTtoB A1A BETEPUHAPHOro NPUMEHEHWUs, NpeacTaBNeHHOM 3asBUTENEM ANA TOCYAAPCTBEHHOW
perncTpaunmn 1eKapcTBeHHbIX NpenapaTos, 6e3 ero cornacua B TeYEHUE LWECTM /IET C AaTbl TOCYAaPCTBEHHOM
peructpaunmn pedepeHTHOro IeKapcTBEHHOro npenapaTa B Poccuiickoii degepaumu.

8. [epxaTenb unn Bnagenel, PerucTpaumoHHOro yaoCTOBEPEHNA fleKapCcTBEHHOro npenaparta Ans
BETEPUHAPHOIO MPUMEHEHUA NPEACTaB/AeT B YNOJIHOMOYEHHbIN deaepanbHbli OpraH UCMOJIHUTE/IbHOM
BNACTM OTYET Mo pesysbTaTaM papMaKoHaA30pa OAUH pa3s B LIECTb MeCALEB B TeYeHue AByX JIeT nocse
rocy4apCcTBEHHOM perncTpaunmn J1ekapcTBeHHOro npenapaTa B Poccuitickot ®eaepaumm, 3aTem eKerogHo B
TeyeHue nocaeayowmx Tpex NeT U B gaNbHellemM oguH pas B Tpy roga.

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

CraTtba 18. NMopgaya n paccmoTpeHue 3adBNE€HUA O rOCYAapPCTBEHHOW perucTpauum 1eKapcTBeHHOoro
npenapara ana meguLUHCKOro npumeHeHua
(B pen,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [inA rocyaapCcTBEHHOM pPerncTpaLmnm eKapCcTBEHHOro NpenapaTta A8 MeaAnLMHCKOro NpUMeHeHun
lopuMAnNYecKoe NuLOo, AeincTeytollee B COBCTBEHHbIX WHTepecax WAW YNOJHOMOYEHHOe nNpeAcTaBAATb
MHTepecbl APYroro HPUANYECKOro NLA U 3aABAAIOLLEE NE€KAPCTBEHHbIA MpPenapaT Ha rocyaapCTBEHHYHO
pernctpauuto (aanee B HacTosLLEM cTaTbe - 3aABUTENb), NPeACTaBAsET B YNOJHOMOYEHHbIN deaepanbHbIit
OpraH MWCMNOAHUTENIbHOM BANACTM, OCYLLECTBAAIOWMIA FOCYAAPCTBEHHYIO PErncTpauuio  IeKapCTBEHHbIX
npenapaTos A1 MeANLMHCKOro NPUMEHEHUS, B 3/IEKTPOHHOM popMe 1 Ha BYMarKHOM HOCUTeNe 3aAaB/eHne
O rocyAapCTBEHHOM perncTpaummn NeKapCcTBEHHOro Npenaparta Ana MeAnUMHCKOro NPMMEHEHUSA, a TaKKe B
nopaake, YCTaHOBNEHHOM YMNOJIHOMOYEHHbIM deaepanbHbiM OPraHOM MWCMOAHUTENIbHOW BAACTU, B
3/IeKTPOHHOM dopme M Ha BymaykKHOM HocuTesne HeobxoAMMble AOKYMEHTbI, M3 KOTOpPbIX popmupyercs
perncTpaunmoHHoe AOCbe Ha JIeKapCTBEHHbIV Npenapar gas MeguLMHCKOro NpUMeHeHMs.

(yactb 1 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. B 3aABneHun o I'OCY,D,apCTBEHHOﬁ perncTtpaunmn nekapCrtBeHHOro npenaparta anad meauumHCKoOro
NPpUMeEHEHUA YKa3bliBalOTCA:

1) HaumeHOBaHMWe, agpec 3asBUTENA W MPOU3BOAUTENA JIEKAPCTBEHHOro Mpenapata [AAs
MeAMLMHCKOro NpUMeHeHusn, ceedeHna o6 MX perMcTpauMu B KadecTBe Hanoronnatenbliyka B CTpaHe
peructpaunm (4Ns POCCUIACKUX HOPUANYECKUX NUL - UAEHTUOUKALMOHHbLIA HOMEp HajoronaatenblimMKka
(MHH), AnAa MHOCTPaAHHbIX PUANYECKMX KL, - CTPaHa PEervcTpaumu, HaumMeHOBaHWe PEerucTpPUpYIoLLEro
opraHa, perMcTpaLMoHHbIM HOMep, KoA HanoronaaTenblimnKka B CTpaHe pernctpaunmn (MHKopnopauum) nam
€ro aHasnor) 1 agpec mecTa OCyLLeCcTBAEHMA NPON3BOACTBA /IeKaPCTBEHHOro npenapara (B caydYae Hanmumsa
HECKO/IbKMX Y4YaCTHMKOB Mpolecca ero npou3BOACTBa HeobXOAMMO YKas3aTb KaXKAOro ydyacTHMKa B
COOTBETCTBUM C OCYLLECTBASEMOM CTaanelt NponsBoacTea);

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

2) HanmeHoBaHWe NeKapCTBEHHOrNo npenaparta a4 MmegunumHCKOro npnmMmeHeHuAa (ME)'KAyHapOAHOG
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HEeNaTeHTOBaHHOE, NN TPyNnMpPoOBOYHOE, NI XUMUYECKOE N TOProesoe HaMMEHOBaHMﬂ);

3) nepeyvyeHb Ael\/‘ICTByIOLLI,MX M BCNOMOraTe/ibHbIX BELWECTB, BXO4AWKUX B COCTaB J1IEKAPCTBEHHOIO
npenaparta ana meaguyumnHCKoro npumeHeHuA, C ykasaHMemM KOJIM4eCTBa KaxXa4oro n3 HuXx;

4) neKkapcTBeHHaa ¢opmMa, [03MpOoBKa, Cnocobbl BBeAeHUA W NPUMEHEHUA, CPOK ToAHOCTU
JIeKapCTBEHHOrO npenapara 418 MeAULUMHCKOro NPUMEHEHUS;

5) dapmakoTepaneBTUYecKasa rpynna, KoZ, aHaTOMO-TEPaneBTUYECKO-XMMUYECKOM KnaccuduKkaumu,
pekomeHAoBaHHOW BceMumpHO opraHusauuelt 34paBOOXPaHEHMA, 3asBiAemble MOKa3aHus Aans
NPUMEHEHNA IeKapCTBEHHOTO Npenaparta A8 MeANLUHCKOTO NPUMEHEHUS;

6) OTCYyTCTBUE HeO6XO,D,MMOCTM npeanocrtaB/ieHNA OTYETA O Pe3ynbTaTaX KIMHUYECKOTIo nccnenoBaHuA,
ncecnegoBaHuAa 6103KBMBANEHTHOCTH NEKapPCTBEHHOrNo npenaparta, paspeweHHoro Aana meauumnmHCKOro
npuMmeHeHnA B Poccuitckol dJe,u,epau,MM 6onee ABaauatn neT, C yKasaHMeM HOPMATUBHbIX NMPaBOBbIX aKTOB,
noarvreepXxgatowmnx AaHHbIVI CPOK NpumeHeHusA;

7) HeobxoaAMMOCTb 0OpOopPMAEHUA pa3peLleHUs Ha BBO3 B Poccuitckyro ®eaepalmio KOHKPETHOM NapTum
3aperncTpupoBaHHbIX U (MKM) He3aperncTPUPOBaHHbIX JIEKAPCTBEHHbIX CPeACTB, NpeAHasHayYeHHbIX Aan
NpoBeAeHUA SKCMEePTU3bI IEKAPCTBEHHbIX CPEACTB B LEIAX roCyAapCTBEHHOMN perncrpaumm;

8) HeobX0AMMOCTb MPOBEAEHMA 3KCNEePTU3bl AOKYMEHTOB, MNPeACTaB/EHHbIX ANA OnpeaeseHus
BO3MOMHOCTM pPacCcMaTpuBaTb JIEKAPCTBEHHbIM npenapaT Aaa MeAUUMHCKOrO MPUMEHEHMA npu
OCYLLECTBNEHMUM FOCYAaPCTBEHHOM perncTpaunm B Kayectse opdaHHOro NEKapCTBEHHOrO Npenapara;

9) HeobxoaMMOCTb MPUMEHEHMA YCKOPEHHOM MNpoLeaypbl 3KCNepTU3bl JIeKapCTBEHHbIX CPeacTB B
LeNsax rocy4apcTBEHHOM perncTpaLmm 1ekapcTBeHHOro Npenapara;

10) KoNWKM OOKYMEHTOB, NOATBEPKAAOLMX YNAATY rOCYAapPCTBEHHOM NOLWAMHbI:

a) 3a npoBeAeHUEe 3KCNepTU3bl AOKYMEHTOB, MpPeACTaBAEHHbIX ANA OMNpPeAeneHUs BO3MOMKHOCTU
paccmaTpuBaTbh JIEKAPCTBEHHbIM npenapaT 414 MEAMUMHCKOrO MPUMEHEHMA MPU  OCYLLECTBEHUU
rocyAapCTBeHHOM perncTpaLmm B Kayectse opdaHHOro NEKapCTBEHHOrO Npenapara;

6) 3a npoBedeHME 3KCMEpPTU3bl KayecTBa JIEKAPCTBEHHOro CPeacTBa M 3KCMepTM3bl OTHOLLEHUA
0XKMAAEMOW NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NEeKapCTBEHHOrO Npenapara, paspeweHHoro Ans
MeAMLMHCKOro npumeHeHua B Poccuiickoit depepaumn bonee ABaguatv NeT, NpU OCYLLECTBAEHUU
rocyAapCTBEHHOM PerncTpaummn 1eKapcTBeHHoro npenapara;

B) 3a NpoBeAEeHWEe 3KCnepTM3bl KayecTBa JIEKAPCTBEHHOTO CPeACTBA M 3KCMEepPTM3bl OTHOLLEHMA
0XKMAAEMOW NOJ/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA eKapCTBEHHOro npenapaTa 418 MeAULMHCKOro
NPMMEHEHWA NPU ro rocy4apcTBEHHOW perncTpaunm;

r) 3a npoBefeHWe 3KCMepTM3bl KAuyecTBa JIEKAPCTBEHHOrO CpPeacTBa WM 3KCMepTU3bl OTHOLLEHMUSA
0XKMAAEMOW NOJb3bl K BOSMOXKHOMY PUCKY MPUMEHEHMUS JIEKAPCTBEHHOrO NpenapaTta Aas MegyuuUUHCKOro
NPUMEHEHWA, B OTHOLIEHMM KOTOPOro MPOBeAEHbl MEMKAYHAPOAHbIE MHOTOLEHTPOBbIE KAMHUYECKUE
MCCNefoBaHWA, YacTb M3 KOTOpbIX npoBefeHa B Poccuiickoit depepaumn, nNpu  oCyLecTBAeHUU
rocyfapCTBEHHOM PerncTpaLmnmn 1eKapcTBeHHOro Npenapara;

11) Haanyme cornacma npousBoauTesIa NIEKAPCTBEHHOIO Mnpenaparta, MNpPou3BOoACTBO KOTOPOro
ocywiecrtsnaeTtca 3a npegenamu Poccuiickoi d>ep,epau,mm, Ha npoBeaeHne WMHCNEKTUPOBAHUA
nponssoaunTena Ha COOTBETCTBUE Tpe6OBaHMHM npasun Hap,nemam,eﬁ I'IpOVI3BOLI,CTBEHHOﬁ NPaKTUKK,

12) Hannume cornacus, NpeayCMOTPEHHOIO YacTbio 18 HacToALLelN CTaTby;

13) yKasaHMe BMAA NEeKapCTBEHHOrO npenapaTa, NPeACTaB/NeHHOro Ha perncTpaumio (pedepeHTHbIN
NleKapcTBEHHbIV Npenapart, BOCNPOM3BeAeHHbIN IeKapcTBEHHbIV NpenapaT, bMoI0rMYecknii IeKapcTBEHHbI
npenapat, 6uoaHanorosbiii (6MonNoaobHbIN) NeKapcTBEHHbLINM nNpenapaT (6buMoaHanor), romeonaTUYecKui
NleKapCTBEHHbIV Npenapar, 1eKapCTBEHHbIW PacTUTEIbHbIV Npenapar).
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(yacTb 2 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpaumMoHHOe [0Cbe Ha NEeKapCTBEHHbIM npenapat Ana MegMUMHCKOro npuMeHeHun
npegocrasaseTca B popme 0b6LLLEro TEXHUYECKOTO AOKYMEHTA.
(yacTb 3 B peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYMEHTAUUN aAMUNHNUCTPATUBHOIO XapaKTepa BK/IKOHAET B cebs:

1) 3asBneHWe O rocydapCTBEHHOM perMcTpauumn NeKapcTBEHHOro npenapata 4aa MeguuMHCKOro
NPUMeEHEHMA B 31EKTPOHHOM dopme 1 Ha BymaxkHOM HOCUTENE;

2) KoMWMio [OKYMEHTa Ha PYCCKOM f3blKe, 3aBEPEHHOro B YCTaHOBAEHHOM MOpAAKE M
NoATBEPXKAAloWEero NPaBoOMOYHOCTb 3aABUTENA MOJaBaTb 3asB/ieHME O roCyAapCTBEHHOW perncrpaumm
NleKapCcTBEHHOro npenaparta A48 MeAMLUMHCKOro NpUMeHeH s (40BePeHHOCTb);

3) cBegeHuA o AaTe NPenoCTaBAeHUSs U PErucTpauMOHHOM HOMEpPE JIMLEH3UW Ha NMPOM3BOACTBO
NIeKapPCTBEHHbIX CPEACTB UK CBEAEHUA O AaTe NpeaoCTaBAEHMA U PETUCTPALMOHHOM HOMEpPE 3aKNtoYeHUs
O COOTBETCTBUM MNPOU3BOAUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBUA  Hag/erKallein
NPOW3BOACTBEHHOM NPAKTUKM, BblAaHHbIX (NPeAoCcTaBAEHHbIX) YNOJTHOMOYEHHbIM deaepasibHbiM OpraHOM
NCNOSIHUTENIbHOMN BNACTU B OTHOLIEHMM NPOM3BOACTBEHHON NAOLWAAKM PETUCTPUPYEMOTO EKAPCTBEHHOTO
npenapaTta, B C/ly4vae, ecin NPOM3BOACTBO JIEKAPCTBEHHOroO npenapaTa ocyuwiectenserca B Poccuinckoit
depepauuy;

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

4) Konuio nNpeaocTaBAeHHOM YMOJHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA JIMLLEH3UWN Ha
Npown3BOACTBO JIEKAPCTBEHHOTO MpenapaTa W ee NepeBos, Ha PYCCKMI A3bIK, 3aBEPEHHbIE B YCTaHOB/IEHHOM
nopsaake, a TaKKe KOMUI 3aKJlYeHUMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MpPaBUA Hag/aexaleh MnpPou3BOACTBEHHON MPAKTUKM, BbIAAHHOTO YMNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMONHUTENIbHOM BAacTM B OTHOWEHWW MNPOU3BOACTBEHHOW MJIOWAAKM
PEerncTpMpyemoro NeKkapCTBEHHOro npenaparta, WM KOMUI0 peLlleHnsa YNoJIHOMOYEHHOro denepanbHOro
OopraHa MWCMNONHWUTE/NIbHOM B/IaCTU O MPOBEAEHUM MHCMEKTUPOBAHMA MNPOU3BOAUTENA NIEKAPCTBEHHbIX
CpencTs, B C/yyae, ecau MNPOW3BOACTBO JIEKAPCTBEHHOrO NpenapaTta OCYLEeCTBAAETCA 3a npeaesnamu
Poccuiickoin Pepepaunu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

5) NPOEKT MHCTPYKLMM NO MeOULMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOMO NpenapaTa, CoAepKallei
cnepytolme cBeaeHus:

a) HaMMeHOBaHMe JIeKapCTBEHHOro npenapata (MeKAyHapoaHoe HenmaTeHTOBaHHOoe, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOBaHMA);

6) NNeKapCTBEHHAA cboprv\a C YKa3daHunem HAaWMEHOBAHWUI N KOJIMYECTBEHHOIO COCTaBa AEﬁCTBYDMMX
Bel,ectB U Ka4eCTBEHHOIo COCTaBa BCNOMOraTe/ibHbIX BELWLECTB (I'IpM HEO6XO,EI,VIMOCTM KOan4yecTtBeHHOro
COCTaBa BCNoOMOraTe/ibHbIX BELLI,GCTB),'

B) onMcaHue BHeLIHero B1aa NekapcTBEHHOMo Npenaparta 418 MeAULMHCKOro NPUMEHEHUS;
r) dusnKo-xMMmYeckune cBOMCTBa (417 paamodapMaLLeBTUYECKMX IEKAPCTBEHHbIX NPENapaTos);

4) dapmaKkoTepaneBTMYeCKas Trpynna, Ko JIEKapCTBEHHOro npenapata AfA MeAMLMHCKOro
NPMMEHEHMA MO aHAaTOMO-TEPaNeBTUYECKO-XMMMUYECKOW KaaccuduKkaummn, pekomeHaoBaHHOW BcemmpHoi
opraHu3aumMen 34paBooOXpaHEHUSA, UM YKa3aHWe "romeonaTMyYecknin N1eKapcTBeHHbIN npenapat';

e) bapmakogMHammnKa U GapMaKoOKMHETUKA (3a UCKAoYeHNnEeM papMaKOKUHETUKM rOMeonaTUYeckmnx
NleKapcTBEHHbIX NPenapaToB 1 PacTUTE/IbHbIX IEKaPCTBEHHbIX NpenapaTos);

) NOKasaHuaA ANA NPUMEHeHUs;

3) NPOTUBONOKA3aHNA ON1A NPUMEHEHUNA;
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1) mepbl NPeAOCTOPOKHOCTU NPU NPUMEHEHUN;

K) YKa3aHne BO3MOXHOCTN U ocobeHHocCTel NPpUMeEHEHNA NEKAPCTBEHHOINoO npenapata AnAa
MeONUNHCKOIoO  NPpUMEHEHUA 6epEMeHHbIMM KeHwnHamn, KeHuwMHamnm B nepuon rpyaHoro
BCKapmaunBaHuA, 4eETbMU, B3POC/1bIMU, UMEKLLMUMU XPOHNYECKNE 3360ﬂeBaHVIF|;

N) pPeXXum A03npoBaHUA, cnocobbl BBEAEHUA U NPUMEHEHMUA, NPU HeobXoAMMOCTN BpemMa npuema
NNIeKapCTBEHHOro npenapata Ana megnumnHCKoro npumeHeHuna, npoaonxKnTesbHOCTb 1e4eHnAa, B Tom Ynucne
y AeTel Ao 1 nocie 04gHOro roaa;

M) BO3MOMHble HeXKenaTesibHble peakuuu Mpu MNPUMEHEHUM NEeKapCTBEHHOro npenapata Ans
MeANUNHCKOro NPUMEHEHUS;

H) CMMNTOMbI NePea03NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPV NEPeao3MPOBKE;
0) B3auMoZencTBue C A4PpYyrMmmn NeKapcTBEHHbIMKM NpenapaTamm u (MAKn) NULLEBLIMU NPOAYKTaMMU;
n) dopMbl BbINyCKa €KaPCTBEHHOrO Npenapara;

p) yKasaHue (npuM HeobxoaMmOCTU) ocobeHHOCTEN AeWCTBMA JNIeKapCTBEHHOro npenaparta Ans
MeAMUMHCKOro NPMMEHEHUA NMPU NEePBOM NPUEME UM NPU €70 OTMEHE;

c) onucaHue (Npu HeobxoaMMOCTU) AeicTBuiA Bpada (dpenbawepa) u (M) naumeHTa Npu Nponycke
nprvema o4HOWM U HECKO/IbKMNX [,03 JIeKapCTBEHHOro npenapara A1a MeAULMHCKOro NPUMeHeHus;

T) BO3MOXHOE€E B/INAHNE NEKAPCTBEHHOIO Npenaparta gn1a meanumnHCKoro npumeHeHmA Ha CNocobHOCTb
ynpasBaATb TPAHCNOPTHbIMU CpeaACTBaMUN, MEXaHNU3MaMW;

Y) CPOK FOAHOCTU M yKa3aHMe Ha 3anpeT NPpMMeEHEeHUs IeKapCTBEHHOro NpenapaTa 419 MeaAUUNHCKOro
NPUMEHEHMA MO UCTEYEHUUN CPOKA MOAHOCTY;

) ycnoBus xpaHeHus;

X) yKasaHMe Ha HeobXO4MMOCTb XpPaHeHWA JIeKapCTBEHHOro mnpenapata Ans MeAMLMHCKOro
NPUMEHEHWA B MECTax, HeOCTYNHbIX ANA AeTel;

U) yKasaHue (NpuM HeobXxoOAMMOCTM) CneumanbHbiX Mep NPeAOCTOPONKHOCTU MPU YHUUTONKEHUU
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENAPaTOB A1 MeANLMHCKOTO NPUMEHEHUS;

4) ycnoBuMA OTMYCKa;

W) HaMMeHOBaHMA W agpeca MNPOM3BOACTBEHHbIX TMJIOWAAOK MPOU3BOAUTENA JIEKAPCTBEHHOTO
npenapara;

) HaMMeHOBaHMe, aapec OpraHM3auuu, YNONHOMOYEHHOM JepiKaTenem WAM  BAadenblem
PerncTpaunoHHOro YAOCTOBEPEHUA JIeKAPCTBEHHOro npenapata Ana MegMUMHCKOro MNPUMEHEHUA Ha
NpUHATUE NPETEH3NI OT NoTpebuTtens;

6) MHCTPYKLUMIO NO MeAMLMHCKOMY MPUMEHEHUIO MAN KPATKYI0 XapaKTepWUCTUKY SIeKapCTBEHHOro
npenapara, yTBEPKAEHHbIE B CTPaHE NPOV3BOAMUTENSA;

7) NPOEKTbl MAKETOB NEePBUYHOMN YNAKOBKM U BTOPUYHOM YNAaKOBKM NEKapCTBEHHOIO nNpenapaTa Ans
MeAMLMHCKOro NMPUMeHeHUs;

8) NPOeKT HOPMATUMBHOWM AOKYMEHTALMM UAN HOPMATMBHOFO AOKYMEHTA Ha NEKAPCTBEHHbIW NpenapaT
ANA MeANUMHCKOro NpMMeHeHUA b0 yKasaHMe cooTBeTCTBYoWEeN dapMmaKkoneinHom cTaTbi;

9) [OKYMEHT, codepawmii MHGoOpMaLUMIo O HanuumMm uamM o6 OoTcyTCTBUM GaKTOB perncrpaumu
JIeKapCcTBEHHOro npenapara 418 MeAuLMHCKOro NpumeHeHus 3a npeaenamm Poccuiickoit ®eaepaunu;
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10) KonMMM AOKYMEHTOB, 3aBepeHHbIX B YCTAaHOB/JEHHOM MOPAAKE W MNOATBEPKAAWMX baKT
pernucTpauum NeKapcTBEHHOro npenapata B WMHOCTPAHHbLIX rOCYZapcTBax B KayecTBe Op¢daHHOro
NleKapCcTBEHHOTO NpenapaTa;

11) naaH ynpasneHnUA puckamum ona 6MONOrMyYecKnx NNEKaPCTBEHHbIX Npenapatos AnAa MmeanLmMHCKOro
NPUMEHEHNA;

12) poKymeHT o cucteme ¢apmakoHaz3opa JAepkatena WAM BAafesnbla PerncTpauymoHHOro
yA0CTOBEPEHMA NIEKAaPCTBEHHOTO npenapaTa;

13) AOKYMEHT, NOATBEPKAAOLLMIN KaUeCcTBO IeKapCTBEHHOTO NpenapaTa TPex NPOMbILLIEHHbIX Cepui
(npoTokon aHanusa nnm cepTuduKaT aHaNM3a), ogHa cepus KOTOPOro A0/IKHA COBNaAaTh C cepnent obpasya
NIeKapCTBEHHOrO npenapata 408 MeAULMHCKOrOo NPUMEHEHUsA, NPeACcTaB/EeHHOro Ha rocyAapCTBEHHYH
perucrpaumtio.

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

5. Pasgen xumuyeckoi, papmaueBTMYECKOW M BMONOrMYecKkol OOKYMEHTauun BK/OYaeT B cebn
AOKYMEHTbI, cogepKalime MHPopmaumio o papmaLeBTMYECKOW cybCTaHLMM U NeKapCTBEHHOM Mpenapare
ANA MegUUMHCKOTo NPUMEHEHMA, NpoLLecce ero NPon3BOACTBa M METOAaX KOHTPO/IA KauyecTsa, B TOM Yucie:

1) KOonNuIo AOKYMEHTa, CoAepKallero caeaytollyo uHbopmauuio o dapmaL,eBTUYECKON cybCcTaHLmUK
nAn GpapmaueBTUYECKMX CyBCTaHLMAX, BXOAALLMX B COCTAB JIEKAapCTBEHHOro npenapaTa, 3a UCK/IoYeHUEM
nHbopmauum o papmaLLeBTUUYECKUX CYBCTaHLMAX, BKAOUYEHHbIX B rOCYAapPCTBEHHbI PEecTP NeKaPCTBEHHbIX
CPeAcTB B COOTBETCTBMM CO CTaTbel 34 HacToAwero PeaepanbHOro 3akoHa:

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

a) HaumeHoBaHMe dpapmaLeBTUYECKOKN cybCcTaHUUM, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHO/IOMMA MPOM3BOACTBA C ONUCAaHMEM CTaauiAi NPOM3BOACTBA M METOA0B KOHTPO/AA Ha Bcex
CTafausAX NPOM3BOACTBa;

r) onncaHue paspaboTKu Npouecca NPOU3BOACTBa;

[) onrMcaHne KOHTPOAS KPUTMYECKUX CTaaMIi NPON3BOACTBA U NMPOMENKYTOYHOM NPOAYKLMU;
€) AOKYyMeHTabHOE NoATBePXKAEeHME (Banmaauma) npoLeccos 1 (MAK) X OLEHKa;

) CBOMCTBA M CTPYKTypa AeNCTBYIOLMX BELLECTB;

3) XapaKTepucTMKa npumece;

n) cneundmrKauma Ha papmaLeBTUYECKYO CyBCTaHUMIO U ee 060CHOBAHUE;

K) aHaAUTMYecKMe MeTOAMKM, WCNOo/b3yemble MPU  OCYLLECTBAEHMUM KOHTPOAA  KadecTsa
dapmaLeBTMUYECKON cybCcTaHLNu;

N) OOKyMeHTanbHOe MOoATBEPXKAEHME (BanuAauma) aHaAMTUYECKUX METOAMK, MCMO/b3yeMbIX Mpu
OCYLLECTBNEHMUM KOHTPOAA KayecTBa GpapmaLeBTUYECKOM cybcTaHLmy;

M) pe3ynbTaTbl aHann3a cepuit papmaLeBTUYECKoM cybCcTaHLmK;

H) nepeyvyeHb CTaHAAPTHbIX O6p33LI,OB nnn BewecTts, NCNOJIb3yeMbiX NMPUN OCYLLEeCTBNIEHNUN KOHTPOAA
Ka4ecCTBa;

0) OnncaHme XapakTepuctmk n CBOWCTB YNaKOBOYHbIX MaTePNaOB N YKYNMOPOYHbIX CPenCTB;

n) AaHHble 0 cTabunbHOCTU hapmaLleBTUYECKOW cybcTaHLUu;
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p) CpoK roaHocCTy;

1.1) B oTHOWEHMM papmaLeBTUYECKUX CYBCTaHLMI, BXOAALWMX B COCTAB JIEKAPCTBEHHOTO Npenapara u
BK/IFOYEHHbIX B FOCYAapPCTBEHHbIV PEECTP IeKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO CTaTbel 34 HacToALWEro
desepanbHOro 3aKOHa, - KONUA SOKYMEHTa, CoAepKaLLero cieayoLwyo MHGopmauuio:

a) HaumeHoBaHMe dapmaLEeBTUYECKOM cybCTaHLUMM, ee CTPYKTypa, obLine CBOMCTBa;
6) HaMmeHoOBaHMe 1 aapec NPOU3BOAUTENS;
B) pe3y/bTaTbl aHaM3a cepunit papmaueBTUUYECcKon cybcTaHumy;

r) CPOK rogHoCTY;
(n. 1.1 BBegeH deaepanbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) AOKYMEHT, cogep Kaluuii cneaytollme cBeaeHnUa 0 1eKapcTBeHHOM npenapaTe Aa8 MeAuLUMHCKOro
NPUMeHeHuA:

a) onucaHue 1 CoCTaB NeKapCTBEHHOrO Npenaparta 41 MeAULMHCKOrO MPUMEHEHMS;

6) onucaHne papmaueBTUUYECKOM pa3paboTkm (06ocHOBaHMe BbIbOpa cocTaBa, NEPBUYHON YNAaKOBKU
N UHOTO);

B) TEXHO/NI0TMA npomnssoacTtBa C ONMMUCaHUMeEm CTa,ﬂ,MVI npon3soacTtBa U MEeToA0B KOHTPO/ZIA Ha BCEX
CTaanAX NpounsBoacCTBa;

r) onMcaHne KOHTPOASA KPUTUYECKMX CTaaniA NpoL,ecca NPoM3BOACTBA U NPOMEKYTOYHON NPOAYKUNN;

[l) HaMmMeHOBaHWEe M aZpec MecTa OCYLLEeCTBAEHMS MPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta As
MeAMLMHCKOrO NpUMeEHEHMA (B C/lyyae Ha/MuMa HECKOJIbKMX YYaCTHUMKOB MpoLecca MNpov3BOACTBA
HeobXxoAMMO YKa3aTb KaxK4oro U3 HuX);

e) dapmaLeBTMYECcKan COBMECTUMOCTb;

) MUKPOBMONOrMYECcKMe XapaKTepPUCTUKK;

3) matepuanbHbiil 6anaHc AnA NPOU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XxapakTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTepPMasioB U YKYNOPOUHbIX CPeACTs;

K) LLOKYyMEeHTa/IbHOe NoATBepKAeHMe (BanaaLums) NpoLeccoB NponsBoACcTBa U (M) UX OLEHKa;

n) TpeboBaHMA K KayecTBy BCMOMOraTe/lbHbIX BellecTB (cepTuduKaT, crneundukauma Ha
BCMOMOraTenbHble BelecTsa U Mx 06ocHoBaHue);

M) dHaIMTUYECKNE MeTOAUNKKU, WUCNOoNb3yemble NpPU  OCylecCTBNEHUN  KOHTPONAA  KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) OOKYMeHTanbHoe NoATBepKAeHue (BanuAaums) aHaUTUYECKUMX METOAMK, MCMOb3yemMbiX Npu
OCYLLECTB/NIEHNN KOHTPOJIA KayecTBa BCNOMOraTe/ibHbIX BELEeCTB;

0) MH¢OpMaLI,MFI 06 MCNosb30BaHMM BCMOMOTATE/bHbIX Bewecrts 4enoseyeCkoro m XKuMBOTHOTO
NPOUCXOXKAEHNA;

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

p) TpeboBaHMA K KauecTBy IeKapCTBEHHOro NpenapaTa 418 MeAMLMHCKOro NnpumeHeHunn (ceptndukar,
cneundmrKaLma Ha NEeKAapCTBEHHbIN NpenapaTt U nx 060CcHOBaHME);

C) dHaIMTUHECKNEe METOAUKHN, UCNOoab3yemble NpU  OCyLLECTBNIEHUM  KOHTPONA  KaydecCTBa
NeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuA,;
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T) AOKyMeHTanbHoe noAaTtBepXaeHue (Banngaumsa) aHaAUTUUYECKUMX METOAMK, MCMOb3yembiX Mpu
OCYLLECTB/IEHMM KOHTPO/ISi KayecTBa JIeKapcTBEHHOTO NpenapaTa Ans MeAUUMHCKOTO NPUMEHeHUs;

y) pe3ynbTaThl aHa/IM30B Cepuii IeKaPCTBEHHOIO NpenapaTa 419 MegUUMHCKOro NPUMEHeHUSs;
) XxapaKTepucTMka npumecers;

X) mepeyeHb CTaHAAPTHbIX 06pPasLOB, WUCMNO/b3yEMbIX MPU OCYLIECTB/IEHUM KOHTPOASA KadyecTsa
JIeKapCTBEHHOro npenapara 418 MeAULUMHCKOro NPUMEHEHUS;

1) AaHHble O CTabUNbHOCTU IeKapPCTBEHHOTO Npenaparta A48 MeAULUHCKOro NPUMEHEHNS.
(yacTb 5 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen (I)apMaKOﬂOI'M‘-IeCKOﬁ, TOKCMKO/IOTMYECKoM AOKYMEHTAUUN BKNIKOYAET B cebsa otyeTbl O
pe3ynbTaTaX JOKTUHUNYECKUX MCCI'IE,CI,OBaHVIﬁ NNEKAPCTBEHHOrIO cpeacrTtsa ANnA meaunLMHCKOro npuMmeHeHuA, B
TOM 4HuUcne:

1) oTyeT 0 papmakoAMHAMMNYECKMX UCCe0BaAHUAX;
2) oTyeT 0 GapMaKOKNMHETUYECKUX UCCIef0BAHUAX;

3) OTYET 0 TOKCUKOJIOTMYECKUX NCCeA0BaHMUAX.
(yacTb 6 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KNIMHUYECKOM AOKYMEHTAUMUN BKAKOYAET B cebs oTyeTbl O pe3ynbTtataxX KAUMHUYECKUX
MCCﬂEAOBaHMﬁ NEeKapCTBEHHOrIO nNpenapata 414 MeaunumHCKOro npuMeHeHUA, B TOM HUChHeE:

1) otyeTbl 06 uccnenoBaHUAX 6OMOZOCTYMHOCTM WM OGUOIKBMBANEHTHOCTU, WUCCNEA0BAHUAX,
YCTaHaB/INBAOLMX KOPPENALMIO PE3Y/IbTAaTOB, NOJTYYEHHbIX B YC/IOBUAX in Vitro v in vivo;

2) oTyeTbl 0 PapMaKOKUHETUYECKUX UCCNEeA0BaAHUSAX;
3) oTyeTbl 0 papMaKoAMHAMMUYECKMX NCCNEA0BAHUAX;
4) oTYETbl O KAMHUYECKUX UCCefoBaHMAX 3GPEKTUBHOCTM M He3onacHoCTYH;

5) oT4eT 0 NocTperucTpaLMoOHHOM ONbITe NPUMEHEHMUA (NPU HANUYUK).
(yacTb 7 BBeaeHa PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHMa K 06bemy MHPOPMALLIUKN, NPESOCTABAAEMOM B COCTaBE PErMCTPALLMOHHOIO AOCbe, ANA
OTAENbHbIX BMAOB JIEKAPCTBEHHbIX MPENapaToB ANA MeAMUMHCKOrO NPUMEHEHUA YCTaHaBAMBAIOTCS
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIbHOW BAACTU.

(yacTb 8 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

9. B OTHOWEHMN NEeKapCTBEHHbIX NMPENapaToB, pPa3spelleHHbIX ANA MeAUUMHCKOTo MPUMEHEeHMA B
Poccuitickoit depepaunmn 6onee aBaauatM JIeT U B OTHOLEHUM KOTOPbIX HEBO3MOMHO MpoOBeAeHUue
nccnefoBaHUM UX GUO3KBUBANEHTHOCTU (32 UCKAOYEHMEM BMOIOrMUYECKUX NEKAPCTBEHHbIX NpenapaTtos),
[O0MYCKAeTCA BKAOYEHWE B COCTaB pasgena $papMaKonorMyeckoin, TOKCUKO/IOFMYECKON AOKYMEHTaUun m
pa3fiena KAMHUYECKOW [OKYMEHTaLUUM BMECTO OTyeTa pa3paboTunMka O pesynbTaTax COBCTBEHHbIX
OOKINHUYECKMUX UCCNefO0BaHUA NEeKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCNedOoBaHMM NeKapCTBEHHbIX
npenapatos Aas8 MeAULMHCKOro npumeHeHus o0630pa HayuHbIX paboT O pesynbTaTax AOKANMHUYECKUX
NUCCNefOBaHUI  IEKAPCTBEHHbIX CPEeACTB M KJAMHUMYECKUX UCCNeA0BaHUMMA  OaHHbIX  NeKapCTBEHHbIX
npenapaTos, B TOM YMCJ/Ie BKAKOYAA OMbIT UX NOCTPETMCTPALLMOHHOTO MPUMEHEHMA.

(yacTb 9 BBegeHa degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pean. PenepanbHOro 3akoHa oT
27.12.2019 N 475-$3)

10. Mpu rocyfapCTBEHHOW PEerucTpauumn BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX MpenapatoB A/
MeAMLMHCKOrO MPUMEHEHMs [OMNYCKaeTcAd BK/OYEHWEe B COCTaB pasgena  ($apmMaKo/IorMyeckon,
TOKCUKONOrMYECKOW AOKYMEHTaUMN 1 pa3gena KAMHMYECKOW AO0KYMEHTaLUUM BMeCTO oTyeTa pa3paboTumKa
0 pesynbTatax COBCTBEHHbIX AOKAMHUYECKMX MCCNEeAO0BAHUIN NEKapCTBEHHbIX CPeACTB 0630pa Hay4HbIX
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paboT o pesysnbTaTax LOKJAMHUYECKUX WCCAefoBaHWi pedepeHTHOro JIeKapCTBEHHOro mnpenaparta w
npeacraBieHne BMECTO K/AMHWYECKMX MWCCNefOoBaHUM B MOSHOM O6beme, YCTaHOB/IEHHOM pPa3gesiom
KAMHMYECKOW  [AOKYMEeHTauuwW, oOT4yeTa O  pesy/ibTaTax  MCCNefoBaHMM  BMO3KBMBANIEHTHOCTU
BOCMPOW3BELEHHOrO JIEKAPCTBEHHOrO Mpenapata 448 MeaMUMHCKOro npumeHeHus. He Tpebyetcs
npeacraBieHMe oOTYeTa O pe3yabTaTax WCCAefOoBaHWA  BUO3IKBMBANEHTHOCTM BOCNPOM3BELEHHOTO
NleKapcTBEHHOTO npenapaTta 414 MeAWULMHCKOro NPUMEHEHWA, eCAN PEerncTPUpPYIOTCA BOCNPOU3BEeAEHHbIE
NleKapcTBeHHble NpenapaTsl 419 MeAUUMHCKOro NPUMEHEHUA, KoTopble:

1) npepgHasHauyeHbl A4 MAPEHTepPaNbHOro (NMOAKOMKHOTO, BHYTPMMBILLEYHOTO, BHYTPUBEHHOTO,
BHYTPWUI/1a3HOro, BHYTPMNOJOCTHOrO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOIO) BBEAEHMA U NPeacTaBastoT
coboli BogHble pacTBopbI;

2) npeacTaBnstoT cobon pacTBOPbI /15 NEePOPaNbHOro NPUMEHEHUS;
3) npousseseHbl B GOpMe NOPOLLKOB WU TMOUAN3ATOB AN MPUTOTOBIEHUS PAacTBOPOB;
4) ABNAIOTCA rasamu;

5) ABNAIOTCA YILUHBIMM WAM FNa3HbIMM JEeKapCTBEHHbIMM NpenapaTamu, NPoussedeHHbIMKU B dopme
BOZHbIX PacTBOpPOB;

6) NnpeAHasHa4YeHbl 418 MECTHOIO MPUMEHEHWA M NMPUTOTOB/IEHbI B pOpMe BOAHbIX PAaCTBOPOB;

7) npeactaBnaoT coboit BoAgHble PacTBOPbI AN UCMOb30BaHMA B GOpMe MHraasuMii C MOMOLLbIO
Hebynalizepa UM B KaYeCTBE Ha3a/IbHbIX CNPeeB, NPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. ina cnyyaes, yKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacToALLelN CTaTbM, BOCMPOU3BEAEHHbIN
JIeKapCTBEHHbIA  Npenapat  Ana  MegMUMHCKOTO MNPUMEHEHMA  OO/KEH COAepXaTb TaKuMe  XKe
BCNOMOTATE/IbHbIE BELLLECTBA B TAKMX Ke KONMYECTBAX, KaK M pedepeHTHbIN 1IeKapCTBEHHbIM Npenapat. Ecan
COCTaBbl BCNOMOraTe/IbHbIX BELLeCTB Pa3/inyatoTca, 3aaBUTENb A0/IKEH NPeacTaBUTb A0Ka3aTebCTBa TOrO,
YTO UCMOJIb3yemble B AaHHbIX KOHLUEHTPAUMAX BCNOMOraTe ibHble BELLECTBa He BAUAIOT Ha 6@30nacHOCTb U
(unn) addeKTMBHOCTL NEKApPCTBEHHOro npenapata Ans MeAMUMHCKOro npumeHeHus. B cnydae, ecnm
3aABUTE/Ib HE MOXKET NpeacTaBUTb Takne A0KasaTeNbCcTBa U (Mn) He MMeeT AOCTyna K COOTBETCTBYIOWMUM
[JAHHbIM, OH [O/IKEH NPOBECTM COOTBETCTBYIOLME UCCAEA0BAHUA ANA A0KA3ATENbCTBA OTCYTCTBUA BAUAHUA
pa3HbIX BCMOMOraTesibHbIX BELWECTB WM BCMOMOraTe/lbHbIX YCTPOWCTB Ha 6e3onacHocTb U (Mau)
3 PeKTMBHOCTb NEKAPCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMEHEHMA B COOTBETCTBUM C aKTamM,
COCTaBAAOLWMMM NpaBo EBpa3mMiicKoro SKOHOMUYECKOro COoto3a.

(yactb 11 BBegeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PepepanbHOro 3akoHa oT
22.12.2020 N 444-d3)

12. Mpu rocynapCTBEHHOW perncrTpaumm KoMOMHaUmMii paHee 3aperucTpMpPOBaHHbIX 1EKAPCTBEHHbIX
npenapaTtos An8 MEAMUMHCKOTO MNPUMEHEHMA  OOMYCKaeTca BK/OYEHME B COCTaB  pasgena
$apMaKOIOrMYecKomr, TOKCUKONOTMYECKON AOKYMEHTAUMMU U pa3aena KAMHNYECKON AOKYMEHTAL MM BMECTO
oTYyeTa pa3paboTumKa O pesysibTaTax COOCTBEHHbIX AOKAMHUYECKUX UCCeA0BaHNI NEeKAPCTBEHHbIX CPeacTB
0630pa HayyHbIX PaboT 0 pesynbTaTax AOKAMHUYECKUX WUCCNeaoBaHUA pedepeHTHbIX JIeKAaPCTBEHHbIX
NnpenapaToB, BXOAAWMX B COCTaB KOMOWHALMM NEKapCTBEHHbIX MpenapaToB, M 06 OTCYTCTBUM WX
B3aMMOLENCTBUA B OAHON IeKapcTBeHHON popme.

(yactb 12 BBeaeHa degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. Ha 3KcnepTusy pas/iMuHbIX IeKapcTBEHHbIX GOPM OLHOIO U TOTO ¥Ke JIeKapcTBEHHOrO npernaparta
ANA MeAULMHCKOTO NPUMEHEHUA 3anaBUTE/Ib NMPEACTaBAsET OTAE/NbHble 3asB/EHUS U PEerncTpauuoHHble
[0Cbe Ha Kaxkaylo nekapcTBeHHyto ¢opmy. Mpn ycaoBuM oL4HOBPEMEHHOM NOoLayun Ha IKCNepTM3y OAHOM
NeKapcTBEHHOM GOPMbI C Pa3IMYHBLIMKU L03MPOBKOM, KOHLEHTpauuel, o6bemom 3asBUTENb NpPeacTaBaseT
04HO 3aAB/fEHNE U PerncTpaumMoHHOE A0CbE C MPUIOXKEHMEM MAKETOB YNaKOBOK Ha KaxKaylo A03UPOBKY,
KaXkAyto KOHLEHTPaUMIO, Kaxabli 06bem U1 KaXKaoe KOMYecTBO 403 B YNaKoBKe.
(yacTb 13 BBeAeHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-b3)
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14. Mpwn rocyaapCTBEHHOM peructpauum opdaHHOro NeKapCTBEHHOro Mnpenapata 3aABUTENb
npeacrasaseT HGopmauuio, Heobxoanmyo ana GopMUPOBaHMA pasaena KIMHUYECKON AOKYMEHTauuu, B
ob6beme, yCTaHOBIEHHOM YNOJIHOMOYEHHbIM deaepasibHbIM OpPraHOM UCMOJHUTENBLHOW BNACTU.
(yacTb 14 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

15. Mpu pernctpaummn 6MONOrMYECKOro NEKAPCTBEHHOTO NpenapaTa, NolYYEHHOro U3 KPOBW, Nasmbl
KPOBW YeNoBeKa, B COCTaBe PErncTpaLMOHHOrO AO0Cbe Ha /IeKapCTBEHHbIM npenapaTt Ans MeaAuLMHCKOro
NPUMEHEHUA A0/KHbI BbITb NPeACcTaBAeHbl AOMNOAHUTENbHO:

1) B pasgene AOKYMEHTaLUM aAMUHUCTPATUBHOIO XapaKTepa AOKYMEHT, coaepsKallunii nHpopmauuio
0 cybbeKTax obpalleHua AOHOPCKOW KPoBM M (MAKM) ee KOMMOHEHTOB, O TOM, rae 6blia ocyllecTBaeHa
AoHauus (KkpoBM M (MAKM) nnasmbl KPOBKM), a TaK¥Ke AaHHble 06 WHPEKUMOHHbIX 3aboseBaHuAX,
nepeaaoLmxca napeHTepaabHbiM NyTemM, MHPopMaLMsa 0 cybbeKTax obpalleHUs J0HOPCKOM KpoBu 1 (Uau)
ee KOMMOHEHTOB, B OTHOLLUEHMM KOTOPbIX OCYLLECTB/AAETCS KOHTPO/Jb JOHOPCKON KpoBU W (Mnu) ee
KOMMOHEHTOB;

2) B pasgene xmmu4yeckoi, papmaLeBTMYECcKOol U BMOIOrMYECKOM AOKYMEHTALMUN:

a) KpuTepun n cnocobbl oTbopa, TPAHCNOPTUPOBAHUA U XPaHEHWA OOHOPCKOW KpoBM U (Man) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCAeA0BaHUIN OTOBPAHHbLIX AOHOPCKON KPoBWU M (MaM) Nia3mbl KPOBU U NYNOB Ha
Hannyme Bo3byauTenen MHPEKUNI, BKAoYaa MHGopmMaLmio 06 MCNOIb30BaHHbIX METOANKAX NCCNea0BaHUM
M B C/lyyae WCCNegoBaHWMa MNy/s0B MNaa3sMbl KPOBWM pe3ynbTaTbl AOKYMEHTANbHOrO MNOATBEPKAEHUS
(BanmMaaummn) MCNONb30BaHHbIX METOANK;

B) TEXHMYECKME XapaKTEPUCTMKM YMaKOBKU AN O0TOOpa AOHOPCKOM KPOBWU M (MAM) Nnasmbl KPOBM,
BK/It0Yas MHPOPMaLMIO 06 MCNOIb30BaHHbIX PACTBOPAX aHTUKOAryNAHTOB.
(yacTb 15 BBEAeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

16. KnnHunyeckne unccnenosaHUA NeKapCTBEHHOro npenapaTta Ana MeavLMHCKOTOo MPUMEHEHUA B
uenax ero rocygapcTBEHHOW peructpauumn nposogAatca B Poccuitickont ®Pepepauym B nopsake,
yCTaHOBNEHHOM cTaTbaAMn 38 - 44 Hactoawero ®deaepanbHOro 3akoHa. OT4yeT O nNpoBeAEeHHbIX
nccnenoBaHMAX BKIKOYAETCA B COCTaB Pa3fesia KAMHUYECKON AOKYMEHTAUMM PerncTpaLMoHHOro Aocbe Ha
JIeKapCTBEHHbIA NpenapaTt AAa MeAMUMHCKOrO NpumeHeHua. [na neKapCTBeHHbIX MpenapaToB Ans
MEAULMHCKOTO MNPUMEHEHUsi, B OTHOLIEHMM KOTOPbIX B pesy/sbTaTe 3KCNepTusbl LOKYMEHTOB,
NpeAcTaBNeHHbIX O1A onpefeseHUA BO3MOXHOCTM PacCMaTpMBaATb JIEKAPCTBEHHbIM nNpenapat Ans
MeZNLUNHCKOTO NPUMEHEHUA B KadvecTBe OpGdaHHOrO NeKapCTBEHHOro npenapaTa, Takas BO3MOMKHOCTb
NMPU3HaHa 1 B OTHOLLIEHMM KOTOPbIX NPOBEAEHbI K/IMHUYECKME UCCNeA0BaHUA, BbINOJIHEHHbIE 33 Npeaeamu
Poccuitckoit ®eaepauMm B COOTBETCTBMM C NPaBUAaMMN HageKallel 1abopaTopHOM NPAKTUKKU U NpaBuIaMm
HafneXallel KAMHUYECKOM NPaKTUKKW, [OMNYCKAeTCs BK/AOYEHWE B COCTaB pasfena  KAMHUYECKOM
OOKYMEHTaLU MM BMeCTO OTYeTa O pe3y/ibTaTax KIMHUYECKMX NCCNeA0BAHNIA NEKAaPCTBEHHOIO NpenapaTta Ans
MeONLIMHCKOTO NPMMEHEeHUA, NpoBeeHHbIX B Poccuiickon ®epepalmm, otyeTa o0 pesyabTaTax KAMHUYECKNX
nccnefoBaHWUi, BbINOAHEHHbIX 3a Npeaenamm Poccuiickon deaepauuin.

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

17. B cnyyae HenpeacTaB/leHUs C 3asiBN€HMEM O FOCYAapCTBEHHOM perucTpaunm ieKapcTBEHHOIO
npenapata 4aa MeAULMHCKOrO NMPUMMEHEHMA AOKYMEHTOB, MOATBEPKAAIOWMX yNnaTy rocyaapcTBeHHOM
MOLLU/IMHBI M YKa3aHHbIX B NyHKTe 10 yacTu 2 HacTosALLEel CTaTbK, a TaK}Ke BblAaBaeMbix (NpeaocTaBasemMbiXx)
YNOJIHOMOYEHHbIMWU ~ deaepanbHbIMU - OpraHamMM  WUCMONHUTENIbHOM BAacTU  [AOKYMEHTOB (cBeaeHwit),
YKa3aHHbIX B NyHKTax 3 M 4 yactm 4 HacToAleN CTaTbW, YMNOJHOMOYEHHbIM deaepanbHblii opraH
MCNOIHUTENbHOM B1acTU 3anpallnBaeT yKasaHHble 4OKYMEHTbI (CBeaeHMA) B NopAaKe MeXBeA0MCTBEHHOTO
MHGOPMALMOHHOIO B3aMMOLENCTBUSA.

(yacTb 17 B peq. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcAa uMCnNonb3oBaHWME B KOMMEPYECKUX Uenax WHpopmaumMm o pesynbTaTax
OOKNMHUYECKUX UCCNeA0BaHUIA NEeKapCTBEHHbIX CPeACTB M KAMHUYECKMX UCCNef0BaHUM NeKapCTBEHHbIX
npenapaTtos ANA MeAULMHCKOrO NPUMeHeHWUa, MpeacTaB/eHHON 3asBuTeNeM ANA rocyAapCTBeHHOM
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perncTpaunmn 1ekapcTBeHHOro npenapara, 6e3 ero coriacus B Te4eHWe WecTu NeT ¢ AaTbl rocy4apCcTBEHHOM
pernctpauunmn pedpepeHTHOro IeKapcTBEHHOro npenaparta B Poccuiickon deaepauuim.
(yacTb 18 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

19. Oepkatenb nan BRafenel, PerMcTpauMoOHHOro yA0CTOBEPEHUA JIEKAPCTBEHHOIO Npenaparta Ha
6MoTeXHONOTMYECKMIA Unn opdaHHbIN eKapCcTBEHHbIM NpenapaT 0b6A3aH NpeaocTaBasTb Ha BO3ME34HOM
ocHoBe 06pasLbl pedpepeHTHOro NEKAPCTBEHHOrO NpenapaTta 3adABUTENAM A5 NPOBEAEeHUA KANHUYECKUX
nccnefoBaHuit. CrommocTtb 06pasua pepepeHTHOro IeKapCTBEHHOIO NpenapaTa, BKAOYEHHOTO B NepeyeHb
KM3HEHHO HEOOXOAMMbBIX W Ba*KHEMLWIMX JIEKAPCTBEHHbIX MPEnapaTtoB, He AO/IKHA NpPeBblwaTb
3aperucTpPUpPOBaHHYIO NpeaebHY0 OTMYCKHYIO LeHY Ha pedepeHTHbIN 1eKapCTBEHHbIM NpenapaTt Uamn LeHy
Ha NeKAPCTBEHHbIN NpenapaT B CTPaHe NPOU3BOANTENS.

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

20. 3aABneHne O rocyfapcTBEHHON perucTpaumm BOCNPOU3BELEHHOFO NEKAPCTBEHHOrO npenaparta
AN MeAMUMHCKOrO MPUMEHEHUS MOMKET ObiTb MoAaHo B YNONHOMOYEHHbIV deaepanbHbii opraH
WCNOIHUTENIbHOM BNIACTW, OCYLLECTBAAIOLLMNIA FTOCYAAaPCTBEHHYO PErMCTPALMIO NEKAPCTBEHHbIX NPenapaTos,
No WCTEYEHUM uYeTblpex NeT C AaTbl FOCYAAPCTBEHHOM perucTpauum pedpepeHTHOro eKapCTBEHHOIO
npenapata B Poccuitckon ®egepaymn.
(yacTb 20 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

21. 3asBneHME O rocyaapCTBEHHOM perucTpaumm buoaHanoroeoro (6Monoao6HOro) NeKapCcTBEHHOIO
npenapata (bMoaHanora) moxet 6biTb NOAAHO B YNOAHOMOYEHHbIN desepanbHbli OpraH UCNONAHUTENbHOM
BNACTW, OCYLLLECTBAIAIOWMI rOCy4apCTBEHHYIO PErUCTPALLUIO IEKAPCTBEHHbIX NPEnapaTos, No UCTEYEHUU TPEX
NIeT C AaTbl roCyAapCTBEHHOM perncrpaumm pedepeHTHOro JIeKapcTBEHHOro npenapaTta B Poccuitckom
depepauun.

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

22. [lep:kaTtenb wuan BnageneL, PerncTtpaLyMoHHOrO YAOCTOBEPEHUA JIEKAapPCTBEHHOrO npenapaTa
npeacTaBnaseT B YNOJHOMOYEHHbIN deaepanbHblii OpraH MCAOMHUTENbHOM BAACTM, OCYLLECTBASIOWMI
bYHKUMKM NO KOHTPOAIO M Hagsopy B chepe 34paBOOXPaHEHMA, OTYET MO pesysibTaTam dapmakoHag3opa
OAMH pa3 B LIECTb MecALEB B TeYeHMe ABYX NeT Noc/ie rocyfapCTBEHHOW PerMcTpaummn nekapcTBeHHOro
npenapata B Poccuiickoit depepaLmm, exXeroaHo B Te4eHWe NoceayoWwmx TPexX NeT U B AasibHelLweM o4MH
pas B NATb fieT.

(yacTb 22 BBEAeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 19. MNpuHATME peleHMA O Bbigauye 3KCMEPTHOMY yUpeXKAeHUIO 3aAaHMA Ha NnpoBejeHue
3KcnepTU3bl NEKAPCTBEHHOrO CpeacTBa
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHune gecat paboumnx AHeN CO AHA NPUHATUA 3aABNEHUA O TOCYAAPCTBEHHOMN PErncTpaLmm
JIeKapCTBEHHOTO MpenapaTta COOTBETCTBYIOLWMI YNOJHOMOYEHHbIN dpesepasbHbli OpraH UCNOHUTEIbHOM
BJ1aCTU MPOBOAUT MPOBEPKY MOJHOTbI, AOCTOBEPHOCTU U MPABUIBHOCTM OPOPMIEHUA NPEeACTaBEHHbIX
AOKYMEHTOB PErMCTPaLMOHHONO A0Cbe Ha NEeKapCTBEHHbLIVM MpenapaT M NMPUHMMAET pelleHve O Bblhaye
3aZlaHVA HA NpoBeAeHue:

1) akcnepTU3bl AOKYMEHTOB, NPEACTaB/IEHHbIX A/ OnpesefeHns BO3MOXKHOCTM PacCMaTpuBaTb
NeKapcTBeHHbI npenapaT Ana MegMUMHCKOrO MNPUMEHEHMA MNpPUM  OCYLLECTBAEHMMU rOCyAapCTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

2) 9KCNepTn3bl 1EKAPCTBEHHOIO CpeacTBa B YaCTh 3KCNepPTU3bl Ka4eCTBa NIEKAPCTBEHHOIO CpeacTtea U
9KCNEPTU3bl OTHOLWIEHWUA omm,a,aemoﬁ NONb3bl K BO3MOXHOMY PWUCKY NPpUMEHEHUNA ANEKAPCTBEHHOTO
npenaparta ana meanumnHCKoro npumeHeHua,

3) 9KCNepTn3bl 1EKAPCTBEHHOIO CpeacTBa B YaCTh 3KCNepPTU3bl Ka4eCTBa NIEKAPCTBEHHOIO CpeacTtea U
9KCNEePTU3bl OTHOLWEHWUA omm,u,aemoﬁ nonb3bl K BO3MOXHOMY pPUCKY NPUMEHEHUNA NEKAPCTBEHHOIO
npenapata 4na MeagnumHCKoro npumeHeHmA B NopAgke yCKOpeHHOVI npoueaypbl  3KCNepTu3bl
NNEKapPCTBEHHbIX CpeacTs B COOTBETCTBUN CO cTaTben 26 HacToALlero CDep,epaanoro 3adKOHa;
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4) 3KCNepTM3bl /IEKApCTBEHHOrO CpeAcTBa B OTHOLWEHWM JIeKapCTBEHHOro npenapaTta A0S
BETEPUHAPHOrO NPUMEHEHMUA.

2. YNo/HOMOYEHHbI deaepanbHblii OpraH UCMOAHUTENLHOW BAACTU YBeAOMAAET B 3/1EKTPOHHOW
dopme unm Ha bymarkHOM HocUTe/e 3afBUTENSA U KCNEPTHOE yupeXKaeHWe O NPUHATOM PeLLeHMM O Bblaaye
3aflaHnii Ha MpoBEAEHME 3SKCNepTM3, NPeAyCMOTPEHHbIX 4YacTbto 1 HacToAwWwel cTaTbM, U B C/yyae
HeobXoAMMOCTM O Bblgaye paspelleHus Ha BBO3 B Poccuitickyto dedepaumio KOHKPETHOM NapTuK, cepum
3aperncTpupoBaHHbIX U (MAK) He3aperncTpuMpoBaHHbIX NEKApPCTBEHHbIX CPeAacTs uaM ob OTKase B
npoBeAeHUM NPeayCMOTPEHHbIX SKCNEPTU3 C yKa3aHMEM NPUYNH TaKoro OTKasa.

3. B cnyyae BbIABAEHUS OTCYTCTBMA WM HEAOCTOBEPHOCTM WHbOpMaLMKM, codeprKalleica B
NpeacTaB/ieHHbIX 3aABUTENeM [AOKYMEHTaX, YMNOJHOMOYEHHbINM denepanbHblii OpraH WCNOJIHUTENbHOM
B/1aCTU HanpaBAseT 3aaBUTENI0 3anpoc 06 yTOYHEHUN 3TOM MHPOpMaLLIMK (Aanee - 3anpoc YNoAHOMOUYEHHOTO
desepanbHOro opraHa WUCNOAHUTENbHOW B/ACTU), KOTOPbIA MOMeT 6biTb nepeaaH YnoaHOMOYEHHOMY
npeacTaBuTeNO 3a8BUTENA JIMYHO NOJ, PACMUCKY, HanpaBieH No NnoyTe 3akasHbIM NMUCbMOM WKW NepeaaH B
3/IEKTPOHHOM ¢dopmMe NO TENEKOMMYHUKAUMOHHbIM KaHasnam cBA3W. B cnyyae HanpasneHua 3anpoca
YNONHOMOYEHHOTo denepanbHOro opraHa WCNOAHUTENbHOW BAACTU NO MOYTE 3aKasHbIM MUCbMOM OH
CYMTAETCA MNOJIYYEHHbIM MO UCTEYEHUU LLECTM AHEN C AaTbl HaNpaB/ieHMA 3aKa3HOro NMcbma.

4. 3asBuTenb 06M3aH NpeacTaBUTb OTBET Ha 3anpoc YNoJAHOMOYEeHHOro ¢eaepanbHOro opraHa
MCNONHUTENbHOM BNACTM B CPOK, HE NpeBbIWatoLWmin AeBAHOCTa pabounx AHel co AHA ero nonyvyeHuns. Cpok,
YyKa3aHHbIM B YyacTi 1 HacToslein CTaTbl, MPUOCTAHABAMBAETCA CO AHA HaMNpas/JeHUA 3aaBMTE/0 3anpoca
YyMNOAHOMOYEHHOTO  deaepanbHOro opraHa  WCMNOMIHMTENbHOW BAacTM A0 [AHA  MOAYYEHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHOBaHMeM A/1A OTKasa B OpraHM3aluK 3KCMepTU3, MpeayCMOTPEHHbIX YacTbio 1 HacToAuei
cTaTbu, ABASAETCA MNpeAcCTaB/eHMe HeobXoAMMbIX A4 NPOBEAEHUA MPedyCMOTPEHHbIX 3JKCMepTus
[OKYMEHTOB B HEro/HOM obbeme WM HenpeacTaB/eHne 3asBUTE/IEM B YCTaHOB/IEHHbIN CPOK OTBETa Ha
3anpoc Yno/JHOMOYEHHOro ¢eaepasnbHOro opraHa MCMONHUTENbHOM BAAacTW, a TaKKe npeacTasieHue
AOKYMEHTOB, HE COAEPKALLMX UCYEPMbIBAIOLLErO NepeyHn HeobXoAMMbIX CBEAEHUNA.

6. Mpu OTKase B opraHM3aL MM 3KCNEPTU3bI, NPesyCMOTPEHHOM NYHKTOM 4 YacTh 1 HacToALWEN CTaTby,
OOKYMEHTbI, BXOAAWME B COCTaB pPErumcTpauMOHHOrO [O0Cbe HA JIeKapCTBEHHbIM npenapat Ana
BETEPUHAPHOIO MPUMEHEHMA, MOTyT ObiTb BO3BPALLEHbl 3aABMTE/II0 HA OCHOBAHUW €ro MUCbMEHHOTo
3anpoca, HanpaBNeHHOro B YMNOJHOMOYEHHbIM deaepanbHblit OpraH UCNONHUTEIbHOM BAACTU B TeYeHue
TPUALATU Pabounx gHeN Co AHA NPUHATUA YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOIHUTENbHOM
B/1IACTU pelleHns o6 OTKase B OopraHM3auuu TaKoM 3KCNepTM3bl. YNONHOMOYEHHbIN deaepanbHbiii opraH
WCNOJIHUTEIbHOW B/1IACTU BO3BPALLAET 3aABUTE/O YKAa3aHHble JOKYMEHTbI B Te4eHne gecatn paboumnx aHemn
CO AHA NONYYEHMA COOTBETCTBYIOLLLErO 3aNpocCca 3aABUTENA.

(yacTb 6 BBeaeHa PeaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-03)

Cratba 20. 3Kcneptusa [OKYMEHTOB, MNPeACTaBNEHHbIX ANA onpeaeneHna BO3MOXKHOCTU
paccmaTpuBaTbh JIEKApCTBEHHbI npenapat Anfs MeAULMHCKOro NPUMEHEHUs NMpPU  OCyLLecTBIeHUU
rocyAapCcTBEHHO perucTpaumm B Kauectse op¢paHHOIO IeKapCTBEHHOrO Npenapara

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

1. DKcnepTu3a [AOKYMEHTOB, NpPeACTaB/EHHbIX OAA OnpeneneHna BO3MOXKHOCTM paccMaTpuBaTb
JIeKapCTBEHHbIM MpenapaT Aaa MegMUMHCKOro NPUMEHEHWA NpPU  OCYLLECTB/IEHMM FOCYAAPCTBEHHOM
pernctTpauumn B KavectBe opdaHHOrO NEKAPCTBEHHOMO NpenapaTta, COCTaBAeHME KOMMUCCUEN 3KCnepToB
3aK/HOYEHMA O BO3MOXKHOCTM WAN HEBO3MOXHOCTM PacCMaTpmMBaTb JIEKAPCTBEHHbIM npenapat AanA
MEONLMHCKOTO NPUMEHEHMA NPU OCYLLECTBAEHUN FOCYAAPCTBEHHON pPerncTpaunmn B Kadectse oppaHHOro
JIeKapCTBEHHOTO NpenapaTa U HanpasaeHWe JAHHOMO 3aK/J0YEeHWUA B YNOJHOMOYEHHbIN desepanbHbIi opraH
WCNOSIHUTENbHON BNACTU OCYLLECTBAAIOTCA B CPOK, HE MpeBblwalowmi Tpuauatn pabounx gHen co AHA
MOSIYYEHMA  SKCMEPTHbIM  ydperKAeHWeM  33[aHUA  YyNoJHOMOYeHHoro  ¢defepanbHOro  OpraHa
WCMNOJIHUTEIbHOM BNACTU U B 9NEKTPOHHOM hopMe UK Ha BYyMaXKHbIX HOCUTENSX HEOOXOANMbIX OKYMEHTOB,
YKa3aHHbIX B NyHKTax 1, 2,5, 6, 10 yactn 4 n B 4actn 7 ctatbm 18 HacToAwero PegepanbHOro 3aKoHa.

2. ,ﬂ,OKYMeHTbI, cogepawmeca B pernctpaynoHHOmM pOoCbe Ha ﬂeKapCTBeHHbIP’I npenapar wu
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NOCTYNUBLUME Ha BYMaXKHbIX HOCUTENAX B IKCNEPTHOE yUupeRaeHMe A5 OCYLLECTBIEHUA UX SKCNePTM3bl A5
onpeaeneHna BO3MOKHOCTM PacCMaTPMBaTb IEKAPCTBEHHbIV NpenapaT AN MeAULMHCKOro NPpUMEHEeHUA B
KayecTBe op¢daHHOro SIeKapCTBEHHOTO Npenapara, NoA/iexKaTt Bo3BpaTy B YNOAHOMOYEHHbIV deaepanbHbli
OpraH UCNONHUTENIbHOM BIACTU OAHOBPEMEHHO C 3aK/IIOYEHUAMM COOTBETCTBYIOLMX IKCNEPTUS,

Ctratba 21. PeweHMe O BO3MOMHOCTUM pPacCMATPUBaTb JIEKAapPCTBEHHbIM npenapaTt npwu
OCyLL,EeCTB/IEHUU FOCYAaPCTBEHHOI perncTpauum B Kadyectse oppaHHOro IeKapCcTBEHHOTo npenaparta
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He NpeBbILWAOWMA NATU Pabounx AHEN Co AHA NONYYEHUA 3aKNOYEHMA, YKAa3aHHOTO B YacTh
1 ctatbu 20 HacToswero PenepasibHOro 3aKOHa, YNOJIHOMOYEHHbIN deaepanbHbll OpraH UCNOAHUTENbHOM
B/1ACTU OCYLLECTBNAET OLEHKY NOJIY4EHHOTO 3aKAOYEHUA AN ONpPeseNeHMA ero COOTBETCTBMA 3a4aHMIO HA
npoBeseHME COOTBETCTBYIOLWLEN 3KCMEPTU3bl M YBEAOMMAET 33aABUTENSA B 3NEKTPOHHON dopme mAW Ha
6yma)KHOM HocuTene o pesyabTaTax MPOBEAEHHOM 3KCNEPTM3bl C MPUIOXKEHWEM KOMWUKU 3KCMEPTHOrO
3aK/o4eHna (C coxpaHeHnem KOHOUMAEeHLMaNnbHOCTU MHGOPMALIMM O COCTaBE IKCMEPTHOM KOMMUCCUM) U O
BO3MOXHOCTU MWK HEBO3MOXKHOCTM PACCMATPUBaTb JIEKAPCTBEHHbIM nNpenapat Aas MeguLUMHCKOro
NPUMEHEHNA NPU OCYLLECTBAEHUN FOCYAAPCTBEHHON PerncTpaumnm B Kavyectse opdpaHHOro EKapCTBEHHOMO
npenapara.

2. MMpu BbIHECEHUM KOMMUCCMEN ISKCNEPTOB 3aK/IHOYEHMS O BO3MOXKHOCTM paccmaTpuBaTb
NIeKApPCTBEHHbIN MNpenapat 418 MeAUMUMHCKOrO NPUMEHEHMA MPWU  OCYLLECTBAEHMU TOCYLAPCTBEHHOM
perucTpaumumn B Kadyectse opdaHHOro IeKapCTBEHHOrO NpenapaTta ynoJAHOMOYEHHbIM denepasnbHbli OpraH
WCMONHUTENbHOM BAACTU B CPOK, He MpeBblLatoWwmMi NATM pabounmx AHEeN Co AHA NOJYYEHWUA AAHHOMO
3aK/OYEHMA, MPUHMMAET pelleHMe O Bblgade 3af4aHWA Ha MPOBEeAEHME 3KCMepTM3bl KayecTBa
NIeKAPCTBEHHOIO CPeAcTBA M IKCNEPTU3bl OTHOLIEHMA OMMAAEMOM MONb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHMA NEKapCTBEHHOrO npenapata A1a MeAUUMHCKOrO MNPUMEHeHMA B MOpAAKE YCKOPEHHOM
npoueaypbl 3KCNepTU3bl NEKAapCTBEHHOTO CPeacTBa B COOTBETCTBUMM CO CTaTbelt 26 HacToAwero
depepanbHOro 3akoHa.

3. B c/iyyae NpUHATUA pelleHus 0 HEBO3MOXKHOCTU PacCMaTpPMBaTb JIEKAPCTBEHHbIM NpenapaT gns
MEANUMHCKOTO NPUMEHEHNA NMPU TOCYAaPCTBEHHOM perucTpaunmn B Kayectse opdaHHOro J1eKapCTBEHHOTO
npenapata YynoAHOMOYEHHbIN deaepanbHblit OpraH WMCNOAHUTENIbHOW BAAcTM MpPeKpalaeT npoueaypy
rocyfapCTBEHHOW PerncTpaumm JIeKapCTBEHHOro npenapaTta. 3asBuTeNb BMpaBe 06paTUTbCcA B
PErnucTpUpyIoLWMiA opraH Cc 3asaBJleHUMEM O FOCYAapCTBEHHOM PerncTpaumm yKasaHHOro /1IeKapCTBEHHOMO
npenapaTta B COOTBETCTBMM CO CTaTbei 18 HacToAwero PeaepanbHOro 3aKkoHa.

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

CTaTba 23. DKcnepTU3a KauecTBa 1IeKapCTBEHHOrO CPeACTBa U IKCNepTU3a OTHOLUEHUA OXKU[AEMOIA
no/b3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA IeKapCTBEHHOro npenapara 41a Me4ULNHCKOro NpumMmeHeHus
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a Ka4yecCTBa /1IeKapCTBEHHOIo CpeacrtBa U 3KCNepTU3a OTHOLWEHUA O)KMAEEMOVI Nnonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA 1EKAPCTBEHHOro npenaparta Ana MeaguunHCKOro npumMeHeHusa,
COCTaB/ieHne KOoMUccnamm 3SKCNepToB 3aK/t0YeHMin no pe3ynbtatam npoBeAEHHbIX 3KCNEPTU3 "
Hanpas/eHne 3TUX 3aK/OYEeHU B yrIOﬂHOMO‘-IEHHbIﬁ d)ep,epaanblﬁ opraH WUCNONHUTENbHON BAIACTU
OCylecTBNAKOTCA B CPOK, HE HDEBbIUJaIOU.LMﬁ CTa Aecatm pa60‘-|l/1X LI,HEVI CO AHA Nosly4YeHUA SKCNepTHbIM
yypexgeHnem COoOTBETCTBYyHOLWEro 3adaHMA YyNnOJIHOMOYEHHOIo d)ep,epaanoro OpraHa NCMNONHUTENbHOM
BN1aCTn 1 HeO6XOAMMbIX AOKYMEHTOB B 3J'IEKTpOHHOI‘/JI d)opme WInN Ha 6YM3)KHbIX HOCUTEenAax.

2. B TeuyeHue geBAHOCTA AHEN CO AHA NOJyYeHWUA peLleHuns yNoJHOMOYEHHOTO $deepanbHOro opraHa
WCMONHUTENbHOW BAAcTM O MPOBEAEHMM 3KCMepTU3, NPeayCMOTPEHHbIX 4acTblo 1 HacToAulei CTaTbM,
3aABUTENb NPEACTaBAAET B JKCMNEPTHOE YupeskAeHue [ANA  NPOoBeAeHMA 3KCMepTM3bl  KadvecTsa
NeKapcTBeHHOro cpeacTBa 06pasubl /JIeKapCTBEHHOro npenapaTta A4 MEAMUMHCKOTO MNPUMEHEHMS,
NPOM3BEAEHHOrO B COOTBETCTBMU C TPeBOBAHMAMM OMbITHO-MPOMbILLAEHHOTO M (MAK) NPOMbIWAEHHOTO
pernameHToB, YTBEP)KAEHHbIX PYKOBOAWUTENEM MNPOM3BOAMTENA J/IEKAPCTBEHHbIX CPEACTB, a TaKKe B
COOTBETCTBYIOWMX CAydaax obpasubl dapmaueBTUYecKon cybCTaHLMKM, TecT-lWTamMmma MUKPOOPraHM3MOB,
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KY/NbTYypPbl KNETOK, o6pa3u,b| Beuw,ecTs, NPpUMeHAEMbIX O/1A4 KOHTPO/IA KayecCTBa JIEKAPCTBEHHOIO Cpeactea
nytem CpaBHeHUA C HUMU UcCcneayemoro neKapCrBeHHOro cpeacrtBa, B KOMYeCTBax, H606XOAMMbIX Aana
BocnpounssegeHnAa metogoB KOHTPO/IA Ka4yecTBa.

3. Mpu nonyyeHun o6pPasLOB SIEKAPCTBEHHOrO npenapata M dapmaueBTMYecKon cybcTaHLmm
SKCMepTHOE YYpeXKAeHWEe BbIAAET 3aABUTEN0 LOKYMEHT, MOATBEPKAAMOWMMA MNOAyYeHME YKA3aHHbIX
06pa3LoB, M B CPOK, HE NpeBbllaOWKUA Tpex pabouynx gHen, yBeAOMASET B 3N1eKTPOHHOM dopme Man Ha
6ymarKHOM HocuTesie 06 3TOM YNONHOMOYEHHbI denepanbHbli OpraH MCNOHUTENBHOM BAACTML.

4. YKasaHHble B 4YacTax 2 M 3 HacTosWwel cTaTbM CPOK Ana npeactaBieHusa 3assBuTenem obpasuos
JNIEKapCTBEHHOro npenapata W ¢apmaleBTUYECKON CcybCcTaHUMM U CPOK YBEAOMEHUA 3KCMepTHbIM
yupexgeHmem o6 3ToM Ha OHymarKHOM HocuTene  yrnoJHOMOYeHHOro defepasbHOro  opraHa
WCMOJIHUTE/IbHOM B/IaCTU HE BKJ/IIOYAIOTCS B CPOK MPOBEAEHUA 3KCMEepTM3, NpPeayCcMOTPEHHbIX 4YacTbio 1
HacTosLLLeN cTaTbu.

5. [OKYMeHTbl, TNOCTYNUBLUME B 3KCNEPTHOE YYPEXKAEHME ONA NPOBEAEHUA 3KCNepTus,
NpeaycMOTPEHHbIX YacTbto 1 HacToAleN cTaTbM, NOANEKAT BO3BPATYy B YNOJHOMOYEHHbIN dpeaepanbHblii
OpraH WCNO/IHUTENbHOW BNACTU OAHOBPEMEHHO C 3aK/OYEHWUAMM, MNONYYEHHbIMM NO pe3ysbTaTam
COOTBETCTBYIOLMX IKCMEPTUS.

Cratba 24. dKcnepTmn3a KayecTBa JIEKapPCTBEHHOrO CPpeACcTBA U IKCNepPTM3a OTHOLIEHUA O)KMAEEMOﬁ
nosib3bl K BO3MOXHOMY PUCKY NpUMeHeHUA JIeKapCTBEHHOro npenapata AsA4 BeTepuHApPHOro
npnmeHeHua

1. DKcnepTM3a KayecTBa JIeKapCTBEHHOIO CPeACTBa M SKCMepTU3a OTHOLIEHUA OXNAAEeMOWN NOob3bl K
BO3MOXHOMY PUCKY MPUMMEHEHUSA JIEKapCTBEHHOro npenapata Agas BEeTePMHAPHOro MNPUMEHEHUs,
COCTaB/IEHWE KOMMUCCUSAMM SKCMEPTOB 3aK/IOYEHUI MO pe3yabTaTam YKa3aHHbIX 3KCNEPTU3 U HanpaB/ieHue
TaKUX 3aKNHOYEHUN B YNOJIHOMOYEHHbIM deaepanbHblii opraH UCNOJIHUTENbHOM BAACTU OCYLLECTBASAIOTCS B
CPOK, He NMpeBbIWaloWMiA CTa AecaTn pabounx AHel co AHA NOoYyYEHUA SKCNEPTHLIM yYpexaeHnem 3agaHus
yNoJIHOMOYEeHHOro pesepanbHOro opraHa UCMOJHUTENIbHOM BIacTU C AOKYMEHTaMM, YKa3aHHbIMM B 4acTu 3
cTaTbu 17 HacToAwero PenepanbHOro 3aKoHa.

(8 pea. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-3)

2. B TeyeHuMe TpMALATU pabounx AHEN CO AHSA NONYYEHUS peLleHMa YNOoSTHOMOYEHHOro deaepasibHOro
opraHa WCMOJIHUTENbHOW BAACTU O NPOBEAEHUM YKasaHHbIX B 4YacTM 1 HacToAlel CTaTbM 3KCNEepTu3
3anABUTE/Ib MNPEACTABASAET B JKCMEPTHOE YuyperKAeHwe ANA NpoBeAEeHUA 3KCNepTU3bl  KayecTsa
JIeKapCTBEHHOIO cpeacTBa 0b6pasubl /IEKAPCTBEHHOrO MpenapaTta A/la BeTEePUMHAPHOro MNPUMEHEeHMUs,
NpPou3BeEeHHOrO B COOTBETCTBMM C TPebOBaHUAMM TEXHONOTMYECKUX PErNameHTOB, YTBepXKAEHHbIX
PYKOBOAMUTENEM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB, a TaKXKe B COOTBETCTBYHOLUMX C/yyYanX TecT-
WTaMMbl MMUKPOOPraHM3MOB, KY/bTypbl KAEeTOK, 06pasubl dapmaueBTUYeckolr cybcTaHuum, obpasybl
BELLLECTB, MPUMEHAEMbIE A1 KOHTPO/IA KauecTBa SIEKapCTBEHHOMO CPeACTBa, B KOIMYECTBax, HE0H6X04MMbIX
O BOCMPOU3BEAEHNS METOL0B KOHTPOA KavyecTBa.

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

3. Mpu nonyyeHun o6pasLOB /SEeKAapCTBEHHOro npenapata M dapmaueBTMyeckon cybcTaHLmm
SKCNepTHOe YYpexKAeHWe BblAAeT 3afABUTEN0 AOKYMEHT, MOATBEP)KAAMOWMMA MONyYeHUe YKa3aHHbIX
06pa3LoB, U B CPOK, He NMpeBbIWALWMIA Tpex pabounx aHel, yBeAOMAAET B NMCbMEHHOW dopme 06 3TomM
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMOMIHUTEIbHOM BAACTM.

4. CpoK 4N npeactaBieHus 3aaBuTeem 06pasLOoB IeKapcTBEHHOro nNpenaparta U GapmaLeBTUYECKOoM
CybCTaHUMM M CPOK YBEAOM/IEHMA 3KCMEPTHbIM yypeskaeHnem o6 3TomM B MNMUCbMeHHON dopme
yNoAHOMOYEHHOro pegepanbHOro opraHa UCNONHUTENIbHOW BAACTW, YKa3aHHbIe B 4acTAX 2 M 3 HacToAllewn
CTaTbW, HE BK/OYAIOTCA B CPOK NPOBEAEHWNA YKa3aHHbIX B 4acTM 1 HAacTOALLEN CTaTbM SKCNEepPTUs.

5. [lOKyMeHTbl, NOCTYNMBLUME B 3KCMEPTHOE ydypexaeHue AnA MPOBEAEHMA yKasaHHbIX B yacth 1
HacToAleN CTaTbW 3KCNEpPTM3, MoAJexKaT BO3BpaTy B YMNOJHOMOYEHHbIM deaepanbHbli  opraH
NCMONHUTENLHOW BNACTM OAHOBPEMEHHO C 3aK0YEHUAMM MO pe3y/ibTaTamM YKa3aHHbIX IKCNePTUs.
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Cratba 25. loBTOpHOE NpoBeAeHMe 3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HeQoCTaTOYHOM O0BOCHOBAHHOCTU MAWM HEMOAHOTbI 3aKNtoUYeHMA KOMUCCUUM 3KCNepTos,
HanUMuMA B HemM MPOTUBOPEYMUBBLIX [AaHHbIX, (anbCUPUKaLMM BbIBOAOB 3IKCMNEPTU3bl /NeKapCTBEHHOro
Cpe/AcTBa, COKPLITUA OT YNONHOMOYEHHOTO pefiepaibHOro opraHa UCNOIHUTENbHOM BNACTU OCHOBaHWUIA ANA
0TBOAA 3KCMepTa BCAeACTBME ero 3auHTepPecoBaHHOCTM B pes3y/ibTaTax COOTBETCTBYIOWEN SKCNepTussbl,
HaAUYMA AaHHbIX O NPAMOM IMB0O KOCBEHHOM BMelLaTeNbCTBE B MPOLLECC COOTBETCTBYIOWEN 3KCNepTUsbl
JIMLL, He YYaCTBYHOLLMX B €e NPOBeAEHNN, HO OKa3aBLLMX BAUSHME Ha NPOLLECC U pe3y/bTaTbl ee NpoBeaeHus,
YNOJIHOMOYEHHbIM defepasnbHbIM OPraHOM UCMOHUTE/IbHOM BNACTM HAa3HAYaeTCcs MOBTOPHAA SKCNepTusa
JIeKapCTBEHHOrO cpeacTBa M (Mn) aTMUecKas aKkcnepTmsa.

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

2. MNoBTOpHAA 3KcnepTM3a JIeKapCTBEHHOrO CpeacTBa MPOBOAMTCA C YYETOM pe3y/ibTaToB paHee
NpoBeAEHHOM 3KCNepTM3bl B CPOK, YCTAHOBJIEHHbIA YMOJHOMOYEHHbIM deaepasbHbIM  OpPraHOM
WCNOJIHUTENbHON BAACTM M He MPEBbIWAOWMNIA TPMALATU Paboymx gHel co AHA NOJYYEeHMA SKCNepPTHbIM
yuperKaeHMeMm 3agaHnA Ha NpoBeaeHNe NOBTOPHOM 3KCNEPTMU3bl IEKAPCTBEHHOTO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHue BbINOAHEHWUA 33a4aHMA Ha NPOBeAEHME MOBTOPHOM 3IKCMEPTMU3bI
NleKapCcTBEHHOTO CPEeACTBA HE OCYLLECTBAAETCA.
(B pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

CTaTbA 26. YCKOpeHHas npoueaypa 3KCnepTusbl 1IeKapCTBEHHbIX CPEeACTB

1. YckopeHHaa npoueaypa 3SKCNepTU3bl J/IEKAPCTBEHHbIX CPeacTB B LeNAX rocyAapCTBEHHOM
PEerncTpaunm NeKapCTBEHHbIX MPenapaTtoB MNPUMEHSETCA B OTHOWEHMM OpGdaHHbIX JIEKAaPCTBEHHbIX
npenapaTos, MepBbIX TPeX JIeKAPCTBEHHbIX MPenapaToB, pernctpupyembix B Poccuiicko ®epepauum B
KayecTBe BOCMPOU3BEAEHHbIX JEKAPCTBEHHbIX MNpPenapaTtoB, O4YepenHOCTb KOTOPbIX onpegenAeTca B
COOTBETCTBUM C HOMEPOM M AATOW BXOAALLMUX 33aABNEHUIA O rOCYAaPCTBEHHOW PerncTpaLmm nekapcTBeHHbIX
npenapaTtoB B pamMKax OAHOrO MeXAyHapOAHOro HemnaTeHTOBAaHHOIO HAaMMEHOBAHMA JIEKAPCTBEHHOTO
npenapata WAM TPynnMpPOBOYHOIO HAMMEHOBAHUA JIEKAPCTBEHHOrO npenapaTa, M NeKapCTBEHHbIX
npenapaTtos, NpeaHA3HAYEHHbIX UCKIIOYNTENBbHO O1A MTPUMEHEHUA HECOBEPLUEHHOIETHUMM FpaXKaaHaMuU.
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-3)

2. YcKopeHHaa npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPEeACTB B LENAX roCyAapCTBEHHOM
perncTpaunmn NeKapcTBEHHbIX NPenapaToB He NPUMEHAETCA B OTHOLLIEHUN:

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

2) pedepeHTHbIX JNIeKAapPCTBEHHbIX TMNpenapaToB (3a MWCKAOYEHUEM OpdaHHbIX JIeKAPCTBEHHBbIX
npenapartos);

3) BoCnpoun3BeAeHHbIX IEKAPCTBEHHbIX MPENAPATOB (33 UCKIOYEHMEM MEPBbLIX TPEX PETUCTPUPYEMBIX
B Poccuiickoin Peaepaummn B KayectTse BOCNPOM3BEAEHHbIX NEKAPCTBEHHbIX NMPENapaToB U JeKapCTBEHHbIX
npenapaTtos, NpeAHasHaYeHHbIX UCKAOUNTENbHO A8 NPUMEHEHUA HECOBEPLLEHHONETHUMM FpaxKaaHamu);

4) HOBbIX KOMBUMHALMIA 3aPErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX MPenapaTos;

5) nekapcTBeHHbIX MNpenapaToB, 3apPerucTPMpoBaHHbIX paHee, HO MNPOM3BEAEHHbIX B APYrux
JIeKapcTBeHHbIX GOpPMax B COOTBETCTBMU C NepeyHemM HauMeHOBAHWI NeKapCTBEeHHbIX Gopm M B HOBOM
[,031pOBKe.

(yacTb 2 B peg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. yCKOpEHHaﬂ npoueaypa 3KCNepTu3bl J/1eKApPCTBEHHbIX CpPeacTtB nposoauTCcA NO peweHuro
cooTBeTCTBYHOLEr0O YNO/IHOMOYEHHOTO qJep,epaanoro OopraHa WUCNONHUTENbHON BAACTUM Ha OCHOBAHWUM
3aAB/IeHNA 3aABUTENA B CPOK, He I'IpeBbILLIaI-OLLI,VIﬁ BOCbMMNAECATU pa6oqu ,D,Hel\;L an 3TOM 3KCMNepTusa
AOKYMEHTOB, coaepallnxca B permctpauMoHHOM A0Cbe Ha ﬂEKapCTBeHHbIl\;I npenapat, NpoBOAUTCA B CPOK,
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He MpeBblWaloWwmii AecATU pabounx AHEen, sKCNepTM3a KayecTBa SIEKAPCTBEHHOIO CPeACTBa M 3KCnepTM3a
OTHOLLEHUS OXMAAEMOWN MOJb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHMA JIEKAapPCTBEHHOrO npenaparta
NpPoBOAATCA B CPOK, HE NPEBbIWAOWMI WecTnaecatn paboumx gHen.
(yacTb 3 B peq,. deaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOWeEHUN opdaHHbIX NEKAPCTBEHHbIX NPenapaTtoB MOryT ObiTb NpeAcTaBAeHbl Pe3yabTaThl
OOKNMHUYECKUX UCCNen0BaHUIA IEKAPCTBEHHbIX CPeACTB M KAMHUYECKUX UCCNen0BaHUA NeKapCTBEHHbIX
npenapaToB A4 MeAMUMHCKOro NPUMEHEHMA, BbINMOJHEHHbIX 33 nNpegenamu Poccuitckoit ®epepaumn B
COOTBETCTBUM C MNpaBuMAaMM  Hagnexkalwe nabopaTopHON MPaKTUMKM W MNpaBUAaMU  HagjexKallein
KAMHUYECKON NPAKTUKM.

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

4. YcKopeHHasa npouenypa 3KCNepTusbl JIEKAapCTBEHHbIX CPeacTB NPoOBOAMTCA B MNopAaKe,
yCTaHOBAEHHOM cTaTbammM 17 - 20, 23 n 24 Hactosawero ®enepanbHOro 3aKOHa, U HE 03HAYaAEeT CHUXKEHUA
TpeboBaHMI K 6e30MacHOCTU, KauecTBy U 3hGEKTUBHOCTU IEKAPCTBEHHbIX NPEnapaTos.

CtaTbA 27. PeweHue 0 rocyAapCTBEHHOM perucTpaLmMm 1eKapcTBEHHOro npenapara

1. B cpoK, He npeBbiWaloWMi AecATU paboumx AHEN CO AHA NOAYYEHUA 3aKNOUYEHMI KOMUCCUU
3KCMepToB NO pe3ynbTaTam 3SKCNEPTU3bl KAYecTBa JIEKAPCTBEHHOIO CPeacTBa M 3KCMEPTM3bl OTHOLIEHMA
0XXMOAEMON MOJIb3bl K BOSMOXHOMY PUCKY NMPUMEHEHWUA NEKAPCTBEHHOMO MPenapaTta, COOTBETCTBYOLLMUM
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM BNACTU:

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

1) pasmewaer Ha cBoem odpuLMaNbHOM caiTe B ceTu "MHTepHeT" COOTBETCTBYHOLWME 3aKIOYEHMSA
KOMMCCUM SKCNEPTOB M OCYLLLECTBAAET UX OLLEHKY AJ1A onpeaesieHMA COOTBETCTBMA 3a4aHMIO Ha MpoBeaeHue
9TUX SKCMNEePTUs;

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

2) NpYHMMAET peLleHne 0 rocyLapCTBEHHOW PerncTpaumumn JekapcTBeHHoro npenapaTa uav ob oTkase
B rOCy4apCTBEHHOM perncTpaumm 1eKapcTBeHHOro npenapara;

3) BHOCUT MpU NPUHATUN PELUEHUSA O FOCYAAPCTBEHHOM PErncTpauumn JIeKapCcTBEHHOrO npenapaTa
OaHHble O 3aperucTpMpoBaHHOM JIEKAPCTBEHHOM npenapaTe, B TOM u4ucie O dapmMaleBTUYECKOM
cybCcTaHUMK, BXOAALWEN B COCTAB JIEKAPCTBEHHOIO NpenapaTa, B rocy4apCTBEHHbIN PeecTp NeKapCTBEHHbIX
CPeACTB M BblAdeT 3anABUTE/NIO PErncTpaLMoHHOE YAOCTOBEPEHME JIEKAapCTBEHHOro npenapata, ¢opma
KOTOPOro yTBEPKAAETCA YMNO/JHOMOYEHHbIM deaepanbHbiM  OPraHOM  WCNOJIHUTENbHOW  BNACTy,
COrnacoBaHHble HOPMATUBHYIO AOKYMEHTAUMIO, HOPMATUBHbLIA AOKYMEHT, MHCTPYKLUMIO NO NPUMEHEHUIO
JIeKapCTBEHHOrO NnpenapaTa U MaKeTbl NEPBUYHON YNAKOBKM U BTOPUUYHON (MOTPEeBbUTENbCKOM) YNaKoBKMU C
YyKa3aHMeM Ha HUX HOMepa PEerucTpaLMoHHOro yAOCTOBEPEHUA NIEKAPCTBEHHOrNO npenapaTta U AaTbl ero
rocyapCTBEHHON pPerucTpaumm WauM B Cayvyae NPUHATUA pelleHns 06 OTKase B roCyAapCTBEHHOM
perucTpauumn NnekapcTBEHHOro npenapaTta yBegoMAsAeT B MUCbMeHHoN dopme 3aasutens ob stom ¢
yKasaHMeM nNpW4YMH TaKOro OTKasa. 3a BblAayy PervcTpaumMoHHOro yA0CTOBEPEHUA JIEKAPCTBEHHOTIO
npenapata B3MMAETCA FOCyAapCTBEHHaA MOLW/MHA B COOTBETCTBUWM C 3aKOHOAATENbCTBOM PocCcUMCcKoW
depepaunn o Hanorax n cbopax.

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

2. OcHoBaHMeM Ana OTKasa B rOCYAapCTBEHHOM perMcTpauMu NeKkapcTBEeHHOro npenaparta A4as
MEeAMLMHCKOro NPUMEHEHUA ABAAETCA 3aK/Il0UYEeHNe COOTBETCTBYIOLWLEro YNOJAHOMOYEHHOrO dpeaepasbHOro
opraHa WCMNO/NHWUTENbHOW BNACTM O TOM, YTO KayecTBO M (M) 3PpPeKTMBHOCTb PErUcTPUPYEemoro
NleKapcTBEHHOTrO npenapara ANA MeAMLMHCKOro NPUMEHEHUA He NOATBEPNKAEHbI NONYYEHHbIMWU AAHHBIMU
WX YTO PUCK NPUYMHEHNA Bpeaa 340P0BbI0 Ye0BeKa BCAeACTBUE NPUEMa 1eKapCTBEHHOTO Npenapara 414
MeAMLMHCKOro NpUMeHeHUA npesbiwaeT 3GpGEeKTUBHOCTb ero NPUMEHeHUA.

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

3. MoBTOpHOE nNpeAcTaB/lieHWE B COOTBETCTBYHOLWMIA YrNOJHOMOYEHHbIN denepanbHbIi  opraH
WCMONIHUTENbHOW BNACTM JIEKAPCTBEHHOro MnpenapaTta, B OTHOLWEHWW KOTOPOro MoJiyyeH OTKas B
rocyfapCTBEHHOW PEerucTpauumn M KoTopbili BNOCAEACTBUM NOLBEPrcs U3MEHEHWI0 B YacTWM ero cocTaBa,
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paccMaTpuBaEeTCA KaK NpeAcTaB/ieHMe HOBOrO JIEKAPCTBEHHOrO Mpenapata Ha €ero rocyAapCTBEHHYH
pPerncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepPBUYHOIO HAMMEHOBAHMA.
(yacTb 3 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Mpu npeaocTaBfeHUN 3asBUTENEM B COCTaBe PErucTpalMOHHOIO A0Cbe Ha /IeKapCTBEHHbIM
npenapaTt A4ns BETePMHAPHOro NPUMEHEHWUS KOMUW PeLleHUs YNoJIHOMOYEHHOro deaepasnbHOro opraHa
NCNOSIHUTENbHON BNACTU O NPOBEAEHUN MHCMEKTUPOBAHMA NPOU3BOANTENA JIEKAPCTBEHHbIX CPEACTB CPOK
NPUHATUA peLIeHMA O FOCYAAPCTBEHHOM PErncTpaummn NIeKapcTBEHHOrO Npenapata AnA BeTepPUHAPHOro
NPUMeEHEHMA NPUOCTAaHAB/IMBAETCA CO AHA NOJYYEHMA 3aKTOYEHNI, YKa3aHHbIX B YacTK 1 HacToALLEN CTaTby,
00 AHA NPUHATUA YNOJHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTENIbHOM BIACTM peLLeHUA O Bblaade
mnn o6 oTKase B Bblgaye 3aK/AHOYEHMA O COOTBETCTBUW MNPOM3BOAMTENA NEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MPaBUN HaaexKallei NPoM3BOACTBEHHOM MPAKTUKKU, HO He 6oJsiee Yem Ha CTO BOCEMbAECAT
pabounx gHen.

(yacTtb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHMEM pA/aa OTKasa B rOCYAapCTBEHHOW perucTpaumm NeKapcTBEHHOrO npenapata Aanas
BETEPUHAPHOIO MNPUMEHEHMA ABAAETCA 3aK/JKYeHWe YNONHOMOYEHHOro denepanbHOro opraHa
NCNOJIHUTENIbHON BNACTU O TOM, YTO KayecTBo U (M1n) adpdEeKTUBHOCTb PETMCTPUPYEMOTO NIEKAPCTBEHHOIO
npenaparta 41a BETEPUHAPHOro NPMMEHEHUA He NOATBEPXAEHbI NOYYEHHbIMU AAHHbIMU UM YTO PUCK
NPMYMHEHUA Bpeda 340POBbI0 KMBOTHOFO BCAeACTBME MNpPMEMa JIeKapCTBEHHOro npenapata  AnA
BETEPUHAPHOrO MPUMEHEHUA npeBbiwaeT 3OPeKTUBHOCTb €ro NPMMEHEHUA, OTKa3 YNOJHOMOYEHHOro
denepanbHOro opraHa UCNONIHUTENbHOM BAACTU B BblAade 3aKNOY4EHMA O COOTBETCTBMW MPOM3BOAUTENA
JIEKapPCTBEHHbIX CPeACTB TpeboBaHMAM NpPaBUA HaZNeKalen NPpoM3BOACTBEHHOMN MPAKTUKM ONA KaxKOoM
NPOM3BOACTBEHHOM M/OWAAKM PErUCTPUPYEMOrO NEKApPCTBEHHOrO Npenapata A1Aa BeTepMHapPHOro
NPMMEHEHWA B Clyvae, ecn NPou3BOACTBO JIEKAPCTBEHHOTO NpenapaTta A1 BeTEPUMHAPHOro NPUMEHEHMUA
ocyuiecTBaseTca 3a npegenamm Poccuitckoit Pegepaunu, nam oTcyTCTBME TAKOTO 3aKAH04EHMUA.

(yacTtb 5 BBeaeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopagke u cpokax onpeaeneHUa B3aMMO3aMEHAEMOCTU NIEKApPCTB JIEKapCTBEHHbIX Npenaparos,
3apernctpupoBaHHbix 4o 01.03.2020, cm. c1. 3 @3 07 27.12.2019 N 475-P3.

Cratba 27.1. B3aumo3sameHAeMOCTb JIeKapCTBEHHbIX NPenapaToB A8 MeAULLMHCKOro NpUuMmeHeHus
(B peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMM03aMeHAEMOCTb JIEKApCTBEHHbIX MpenapaTtos AAA  MeAMUMHCKOro  MpUMeEHEeHUsA
onpeaensetca ynoAHOMOYEHHbIM deaepasbHbIM OpraHoM WMCMNONHUTENbHOM BAACTU, OCYLLECTBAAIOLLMM
rocyAapCTBEHHYI0 PErMCTPaLMIO JIEKaPCTBEHHbIX NPenapaTos A1 MeAMLMHCKOro NPMMEHEHWA, B paMmKax
04HOr0 MeXKAYyHapPOoAHOro HENAaTEHTOBAHHOTO (MM XMMUYECKOT0, Y TPYNMMPOBOYHOM0) HAMMEHOBAHMA Ha
OCHOBE 3aK/IIOYEHMS KOMWCCUM IKCMEPTOB IKCMEPTHOrO YyYperKAeHUs O B3aMMO3aMeHAEeMOCTU
JleKapcTBEHHOTO NpenapaTa AN8 MegUUMHCKOTO NpUMeHeHUst IM6o O TOM, YTO JIeKapCTBEHHbIW Npenapat
ANA  MEeAVUMHCKOTO MPUMEHEHUss He AB/AAETCA  B3aMmo3ameHsembiM. [lopagok  onpegeneHus
B3aMMO3aMEHAEMOCTU SIeKaPCTBEHHbIX NPenapaTos A1 MEANLMHCKOTO NPpUMeEHEHUA U GopMa 3aKIoueHnn
KOMMCCHM IKCNEPTOB IKCMNEPTHOMO YUPEKAEHUA O B3aMMO3aMEHAEMOCTM EKAPCTBEHHbIX NpenapaTos A
MeAMLMHCKOro NpUMeHeHna IM6o 0 TOM, YTO JIEKaPCTBEHHbIM NpenapaT 414 MeANLMHCKOTO NPUMEHEHUA
He ABAAETCA B3aMMO3aMeHsAeMbIM, ycTaHaBaMBaloTcA MpaButenbctBom Poccuiickoit deaepaumm.

2. KomuccuAa 3KCNEepTOB 3KCMEPTHOrO y4ypexaeHua AaeT 3aK/aloYeHMe O B3aMMO3amMeHAEeMOCTU
NleKapcTBEHHOro npenapaTa ANs MegUUMHCKOro NpumMeHeHus 1Mbo 0 TOM, YTO NeKapCTBEHHbIA Npenapat
ANA MeAULMHCKOro MPUMEHEHUSA He ABAAETCA B3aMMO3aMeHAEMbIM, Ha OCHOBaHWUM CeayoWmX Kputepmes
(xapaKTepuctumk):

1) aKBMBaANEHTHOCTb (ana 6uoaHanorosbix (6MOMNOAO6HBLIX) /NIEKAPCTBEHHbIX NpPenapaTos
(boaHanoros) - cONOCTaBMMOCTb) KauyeCTBEHHbIX M KONMYECTBEHHbIX XapaKTEePUCTUK dapmaLeBTUYECKUX
cybCTaHLUMIA MM CONOCTaBUMOCTb aHTUTeHHOT0 COCTaBa BaKLMH. Mcnoib3oBaHMe pas/indHbIX conelt, 3¢pupos,
KOMM/EKCOB, U30MEPOB, KPUCTANNMYECKUX OPM 1 APYrUX NPOU3BOAHbIX OAHOIO 1 TOTO e AeNCTBYIoWero
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BELECTBA He ABAAETCA NPenaTcTBUEM A4S ONpeaesieHUs B3aMMO3aMEHAEMOCTU  JIeKapCTBEHHbIX
npenapaTos, ecAun NPy NPOBEAEHUN UCCNEL0BaHNA BUO3IKBMBANEHTHOCTM JIEKAPCTBEHHOTO NpenapaTta uau
nccnefoBaHWA TepaneBTUUECKOM 3KBMBAJIEHTHOCTM JIEKAPCTBEHHOrO Mpenapata [oKasaHo oTcyTcTeue
KAMHWMYECKM 3HAUYMMbIX Pasivumii  GapMaKkoKMHETUKM U (uan) 3addeKkTuBHOoCcTM M HesonacHocTH
NleKapcTBEHHOTO NpenapaTa AN MeANUMHCKOTO NPUMEHEHHUS;

2) 3KBUBANEHTHOCTb /NIEKAPCTBEHHON ¢GopMbl. oA 3KBMBANEHTHbIMM NEKAPCTBEHHbIMU popmamu
MOHMMAIOTCA pPasHble JIeKapcTBeHHble GOpPMbl, MMeloWwMe OAMHAKoBble crnocob BBeaeHWa M cnocob
npumeHeHus, obnagatowme  COMOCTaBUMbIMK  PAaPMaKOKMHETUYECKUMMU  XapaKTepUCTUKaMKU U
dapmakosornyeckum aemncremem n obecrneymBalolme TaKKe AOCTUKEHUEe HeobXoAMMOro KAMHUYECKOro
apdeKkta. Pasanuma  nekapcTBeHHbIx GOpM He ABAAKOTCA MNPEenATcTBUEM ANA  onpeaeneHus
B3aMMO3aMEHAEMOCTU  JIEKAPCTBEHHbIX  MpenapaToB, €ecAu MNpu  NPOBeAeHUM  UCCNeLoBaHUSA
6MO3KBMBAIEHTHOCTM JIEKAPCTBEHHOIO NpenapaTa UAK UCCIeA0BaHMA TepaneBTUYECKOW 3KBUBANIEHTHOCTU
JIeKapCTBEHHOIO Mpenaparta A0Ka3aHO OTCYTCTBUE KAMHUYECKU 3HAUYMMbIX PasiMumii GapMaKOKMHETUKM U
(nnn) adpdekTMBHOCTN 1 6E30NaCHOCTN NeKapPCTBEHHOro Npenaparta A1a MeAULNHCKOro NPUMEHEHUS;

3) 3KBMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOFATE/IbHbIX BELECTB NIeKapCTBEHHOrO
npenapata Aaa MeAMUMHCKOrO NpuMMeHeHMsA. Pasanuma  cocTaBa  BCMOMOraTefibHbIX — BELLECTB
NeKapCTBEHHOTO Mpenapata He ABAAIOTCA NPenAaTcTBMEM [ANA OnpeaeseHus B3anMO3aMeHAEMOCTH
NleKapcTBEHHbIX NPenapaToB, eCAn Npy NPOBeAEeHNN UCCNef0BaHMA BUO3KBMBANIEHTHOCTM 1€KAPCTBEHHOMO
npenaparta Uau uccaesoBaHUA TepaneBTUYECKON SKBMBANIEHTHOCTM JIEKAPCTBEHHOrO npenapaTta A0oKasaHo
OTCYTCTBME KAMHUYECKN 3HAUUMbIX Pasinumii GapmMakoKUHETUKN U (Maun) apdeKTUBHOCTM 1 Be3onacHoCTH
NleKapCcTBEHHOrO npenapaTta A48 MeAMUMHCKOro NpuMMeHeHuA. MpU HanWuMu KAMHUMYECKU 3HAYUMMbIX
pasnnumii GapMaKkoKUHETUKM U (MNKn) 3PPEeKTUBHOCTM M 6e30MacHOCTM IeKapcTBEHHOro npenapaTta Anas
MeAMLMHCKOro NpUMeHeHUs B3aMMO3aMEeHAEMOCTb ONPeaenAeTca C yKasaHMemM Ha UCKNHOYEHNE OTAENbHbIX
rpynn nauMeHTos;

4) naeHTUYHOCTb cnocoba BBeAeHUs K cnocoba NpUMEHEHUS;

5) cooTBeTCTBME NPOM3BOAMTENA NIEKAPCTBEHHOMO CpeacTBa TPeboBaHWAM MNPABUA HaaNexKallei
NPOM3BOACTBEHHOM MPAKTUKM.

3. Onpe,u,eneHme B3aMMO3aMeHAEMOCTU BOCMNPOU3BEAEHHDbLIX J/IEKAPCTBEHHbIX MNpPenapaTtos AnA
MeONLMHCKOToO NpUMeHeHMA, YKa3aHHbIX B 4acCTu 10 cratbm 18 HacToAwWwero dDep,epaanoro 3aKOHa,
ocyuwiecrsnAaeTca 6es HeO6XOp,MMOCTM AOKa3aTe/ibCTBa UX 61O03KBMBAIEHTHOCTM.

4. OcobeHHOCTM onpeaeneHmsa B3aMMO3aMEHAEMOCTU BUONOTMUYECKMX NEKAPCTBEHHbIX NPenapaTos,
KOMBUHMPOBAHHbIX IEKAPCTBEHHbIX MPENapaToB (coAeprKalumMx KOMBUHaLMIO ABYX U Bonee AeNCTBYIOLWMX
BELLLECTB), IEKaPCTBEHHbIX MPEnapaToB A1 NaPeHTEPaAbHOro NUTaHUA U HELO03UPOBAHHbIX JIeKAPCTBEHHbIX
npenapaToB ycTaHaBAuBatoTcA MpasuTenbcTBom Poccuiickon ®egepaumn.

5. Onpep,eneHme B3aMMO3aMeHAEMOCTNU He OocCylwecTBiAeTcA B OTHOWEHUN NeKapCTBEHHbIX
PaCTUTENIbHbLIX NPEenapaToB, roOMeonNaTUYEeCKNX NEKAaPCTBEHHbIX NPenapaTos.

6. CDOpMMpOBaHllle nepevyHA B3aMMO3aMeHAEeMbIX 1EKAPCTBEHHbLIX Npenapatos An1A4 MeaAUUuMnHCKOro
NPpUMeHeHNA OCYLLECTBNAETCA ISKCNEPTHbIM y4ypexXaeHnem nocpeacrsom 06'bep,MHEHMH NeKapCTBEHHbIX
npenapatos B OTAe/IbHblE Trpynnbl, B Ka)K,CI,OI‘;I M3 KOTOPbIX JN1€eKapPCTBEHHbIE MpPenapatbl ABAAKOTCA
B3aMMO3aMeHAEeMbIMU.

7. B cnydae BKIIOYEHUA B MHCTPYKLUUIO NO MeAULMHCKOMY NPUMEHEHUIO IeKAapPCTBEHHOMO npenapaTa
Ha OCHOBAHWW pPE3yNbTaTOB COOTBETCTBYHOLWUX I/ICCJ'Ie,EI,OBaHVI[/JI NnokasaHui AnAa nNpuMeHeHunA, KOoTopble
OT/INYAOTCA OT MOKasaHui ana  npumeHeHuAa AOpyrnx NeKapCTBEHHbIX nNpenapatoB W3  rpynnbl
B3aMMO3aMeHAEMbIX J/IEKAPCTBEHHbIX NpenapatoB, B NepevyHe B3aMMO3aMeHAEMbIX J1EKaPCTBEHHbIX
npenapatos Ana megnumMHCKOro npuMeHeHNA JONKHa 6bITb YKa3aHa COOTBETCTBYHOLLAA VIHd)OpMaLI,VIFI.

KoHcynbTaHTlAOC: NnprMeyaHme.
MepeyeHb B3aMMO3aMeEHAEMbIX JIeKAPCTBEHHbIX MPenapaTtoB, B OTHOLIEHMM KOTOPbIX MMerTCA
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pe3ynbTaTbl UCCNeA0BAHNA BUOIKBMBANEHTHOCTU UM TePaneBTUYECKON 3KBUBANEHTHOCTU, AONKEH
6bITb CPOPMMPOBAH U pasmellleH Ha oduLmanbHOM caiiTe MuH3apasa Poccumn ao 01.07.2020. ($3 ot
27.12.2019 N 475-93).

8. lMepeyeHb B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX MPenapaToB A8 MeAULMHCKOTO NPUMEHEHUN
pasmelaeTca yno/sHOMOYeHHbIM deaepasbHbiM OPraHOM WMCMOJHUTENbHOM BNACTM, OCYLLECTBAAIOWMM
roCcyAapCTBEHHYIO PErnmcTpaLmio NeKapCTBEHHbIX NPenapaToB A8 MeAUUUHCKOro NPMMEHEHUS, Ha CBOEM
odunumanbHom caite B cetn "UHTepHeT". MHbOpMaums B nepeyHe B3aMMO3aAMEHSEMbIX JIEKAPCTBEHHbIX
npenapaTtoB An8 MeAULMHCKOIro MNPUMEHEHMA OOHOBAAETCA YKasaHHbIM ¢deaepanbHbiIM  OpraHom
WUCNOJIHUTENbHON BNACTU C YYETOM HOBbIX 3aPErMcTPUPOBAHHbIX JIEKAPCTBEHHbLIX MpenapaToB And
MeAULMHCKOIOo NPUMEHEHNS U BHECEHHbIX U3MEHEHUI B AOKYMEHTbI, COAEpPKALLMECH B PErMCTPALMOHHBIX
[0Cbe Ha 3aperncTpMpoBaHHbIe IEKapCTBEHHbIEe NpenapaThbl 418 MegULMHCKOTo NPUMEHEHMA.

9. MopsAAOK UCNONb30BaHMA MHPOPMALMN O B3aMMO3aMEHSAEMbIX IEKAapPCTBEHHbIX NpenapaTtax Ann
MEAMLMHCKOrO MPUMEHEHUs W MNOPAAOK [ayM PasbACHEHMI MO BOMPOCaM B3aMMO3aMEHAEMOCTU
NIEKapPCTBEHHbIX MPEnapaToB AN MEAUUMHCKOTO TMNPUMEHEHWA YycTaHasauBatoTca [1paBUTENBCTBOM
Poccuitckoin ®epepaumn.

KoHcynbTaHTlAOC: NpumeyaHue.
CpoOK permctpaumm nekapcTBeHHOro npenaparta, ucrekatowmit ¢ 15.03.2020 no 31.12.2020, npoaneH Ha
12 mecsues (MocrtaHoBneHue Mpasutensctea PP ot 03.04.2020 N 440).

CTaTbA 28. PerncTpaumoHHoe yA0CTOBEPEHUE JIeKapPCTBEHHOro npenapara

1. PerncrpaumoHHOe yA0CTOBEpeHME IeKapCTBEHHOTO Npenapara C yKasaHMem NeKapcTBEHHbIX Gopm
M 003MPOBOK BblgaeTca 6eccpoYHO, 3a UCK/IOUYEHNEM PErncTPaLMOHHONO YA0CTOBEPEHUSA 1EKAaPCTBEHHOMO
npenapara, BblAaBaeMOro CO CPOKOM AEWCTBUA MATb /IeT, Ha BMepBble perncrpupyembie B Poccuitckoi
depepaumn nekapcTBeHHble npenapaTbl.

2. Mo wucTeyeHUM yKasaHHOTO B 4acTM 1 HacToAwel CcTaTbM CPOKa BblgaeTca beccpoyHoe
perncTpaumoHHoe YAOCTOBEPEeHWE NeKapCTBEHHOro mnpenapaTta npu  YCAOBUM MNOATBEPXAEHUA ero
rocyAapCTBeHHOMN perncTpaumm,

3. B cnyyae BHeceHWA B cooTsBeTcTBMM co cTatbaAmu 30 mn 31 HactoAwero PenepanbHOro 3akoHa
U3MEHEHUA B COAEp’)KallMecA B PErnCTPALMOHHOM [0Cbe HA 3aperncTpuMpoOBaHHbIN NEKAPCTBEHHbBIN
npenapat AOKYMEHTbl, 3aTparvMBaloWMXx CBEAEHUA, OTPa*KEHHble B PErMcTpaLMOHHOM YAOCTOBEPEHUMU
JIeKapCTBEHHOrO npenapaTta, YNO/JHOMOYEHHbIM denepasbHbli OpraH MCMNOJIHUTENbHOM BAAacTM BblAAeT
HOBOE pPEerucTpauMoHHOe YyA0CTOBEPEHME NEKAPCTBEHHOMO MpenapaTta, coAep)Kaliee BHECEHHble B HEro
N3MeHeHMA.

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

4. B cnyyae yTpaTtbl WAM NOBPEXAEHUA PErncTpaLMoOHHOrO YAOCTOBEPEHUA JIEKAPCTBEHHOMO
npenapata Mo 3aABNEHWO B MUCbMEHHOW dopme Aaep)KaTena WAW BNajenbla PerucTpauyoHHOro
YyA0CTOBEPEHMUA IEKAPCTBEHHOIO Npenapata WauM YyNoAHOMOYEHHOTO UMW APYroro HpUANYECKOro Auua o
Bblgaye AybanMKaTa perncTpauMoHHOIO YyAOCTOBEPEHWMA NEeKAapCTBEHHOrO npenapata YnoJHOMOYEHHbIN
denepanbHbIit OpraH UCNONHUTE/IbHOM BAACTU B CPOK, HE MPEBbIWAOWMA AecaTN paboumx gHein co aHN
NOCTYN/AeHUs 3aAB/leHuA, BblaaeT Ayb6/MKaT pPerncrTpaumoHHOro YAOCTOBEPEHUA /IEKApPCTBEHHOTO
npenapata. 3a Bblgadyy Ayb6sMKaTa pPerncTpauyMoHHOrO YAOCTOBEPEHUS J/IEKAPCTBEHHOrO Mpenapara
B3MMAETCA rocyapCTBEHHAA MOLU/IMHA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickon deaepaumm o
Hanorax u cbopax.

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

KoHcynbTaHTlAOC: NpuMmeYaHme.
CpOK pervcTpaLmmn nekapcTBeHHOro npenapara, uctekatowmin ¢ 15.03.2020 no 31.12.2020, npoa/ieH Ha
12 mecsues (MoctaHoBneHue MNpasutensctea PP ot 03.04.2020 N 440).
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CrtaTtbna 29. NMoaTBepKaeHUe rocyaapcTBeHHON perncTpaumm IeKapcTBEHHOro npenaparta
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTBeprKAEHWE rOCYAapPCTBEHHON PErUCTPaLLIMM IEKAPCTBEHHOIO NpenapaTta ocyLWwecTBAAeTCs Npu
Bblgaye 6eccpoYHOro perncTpaLMoOHHOro YA0CTOBEPEHMA IEKAPCTBEHHOTO Npenapara B c/lyyae, yKazaHHOM
B YacTu 2 cTaTbu 28 HacTosAwero ®eaepanbHOro 3aKOHa, B CPOK, HE NMPEBbILALWNN LWecTUaecaTn pabounx
OHEeNn co AHA NoyYeHMA COOTBETCTBYIOLMM YNOAHOMOYEHHbIM deaepasibHbiIM OPraHOM UCMOIHUTENBHOM
B/1ACTU 3aAB/IEHUSA O MOATBEPKAEHWUW TOCYAAPCTBEHHOW pPervcTpaumm NeKkapcTBEHHOro npenaparta. He
OCYyLLecCTBNAETCA MNOATBEP)KAEHME T[OCYAapCTBEHHON perucTpauum B OTHOLWEHMU /IeKapCTBEHHOro
npenapara, He HaxoauBlerocs B obpaleHnn B Poccuiickoin Pepepaunm B TedeHue Tpex u bonee nert, a
TAKXe B OTHOLWEHMW NEeKapCTBEHHOro CpeacTBa, MNPOM3BEAEHHOro C HapylweHuem TpeboBaHus,
YCTAaHOBAEHHOTrO YacTbto 3.7 cTaTbm 71 HacToswero ®eagepanbHOro 3aKOHa.

2. 3asBfeHME O MOATBEPKAEHUM TOCY[APCTBEHHOM PEerncTpauumn JeKapcTBeHHOro npenapaTa gas
MeANLMHCKOrO NPUMEHEHMA NPeCTaB/IAETCA B COOTBETCTBYIOLWMI YNOSTHOMOUYEHHbI dpeaepasnbHbin opraH
WCNOJIHUTENbHON BNACTU He paHee 4Yem 3a CTO BOCEMbAECAT AHEM [0 WCTEYEHUSA CpOKa AencTBus
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO NpenapaTta g1a MeAULMHCKOro NPUMEHEHNA.,

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

2.1. 3asBneHMe 0 NOATBEPKAEHUM FOCYAaPCTBEHHON pPerncTpaunm NeKapCcTBEHHOrNO npenapata AnA
BETEPUHAPHOIO NPUMEHEHMA NPeACTAaBNAAETCA B COOTBETCTBYIOLWMM YNONHOMOYEHHbIN peaepanbHbii opraH
WCMNONIHUTENIbHOM BNACTM He paHee 4Yem 3a CTO BOCEMbAECAT AHEW [0 WCTEYEHUS CPOKA AeincTBumA
pPerncTpaunMoHHOro yA0CTOBEPEHUA NIEKAPCTBEHHOrO MnpenapaTta ANA BETEPUMHAPHOIO0 MPUMEHEHUA U He
no3aHee OKOHYaHWUA CPOKa ero AenNCTBUA.

(yacTb 2.1 BBeaeHa desepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3)

3. MNoAaTBepKaeHWe rocyaapCTBEHHON perncTpaLmm eKkapcTBEHHOro npenapaTa OCyLWEeCTBAAETCA no
pesy/nbTaTamM 3KCNepTU3bl OTHOLIEHUA OMAAEMOW MOMb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUSA
JIeKapCcTBEHHOrO npenaparta Ha OCHOBaHMM Pe3y/bTaTOB MOHUTOPMHra 3pdeKTMBHOCTM M BesonacHocTu
NleKapcTBEHHOro npenapaTta, MPOBOAMMOrO AepaTesieM WAM  BAageNblLem PerucrpaumoHHOro
YAOCTOBEPEHUA N1EKAPCTBEHHOMO npenaparta SMbo YyNoJHOMOYEHHbIM UMW IOPUANYECKUM JINLIOM, a TaKKe
COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM peaepasibHbiM OpraHOM UCMOAHUTEIbHOM BAAcTU B COOTBETCTBUM C
TpeboBaHMAMM CTaTbk 64 HacToAlero PeaepanbHOro 3aKoHa.

4. K 3aaBneHuto 0 NoATBEPKAEHUN FOCVAapCTBeHHOVI perncTpaunmn neKkapCrBeHHoro npenapata anAa
MeONLMHCKOTIo NpUMeHEHNA NPUAararoTca:

1) [OKYMEeHTbl, coAep:Kawme pesynbTaTbl MOHUTOPMHIa 3PPeKTUBHOCTM U HesonacHoCcTM
NleKapcTBEHHOro npenapata Ana  MeAMLUMHCKOro MNPUMEHEHWA, MPOBEAEHHOro AepiKatenem Wuau
BNafEe/bLLeM PEerucTpaLMoOHHOrO YAOCTOBEPEHWA JIEKAPCTBEHHOro npenapata  A1A  MeAUUMHCKOTo
NpMMeHeHUA JIMBO  YMOSIHOMOYEHHBIM WM  PUANYECKMM  JIMLOM, NO ¢opme, YTBEPKAEHHOW
YNO/HOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJTHUTEIbHOM BAaCTy;

2) cBepeHus o aaTe NPeAoCTaBAEHUMA U PErUCTPALMOHHOM HOMEPE NULEH3UW Ha MPOM3BOACTBO
JIEKAPCTBEHHbIX CPEACTB UM CBEAEHUA O AaTe NPeAoCTaBNeHUSA U PETUCTPALUMOHHOM HOMEpPE 3aK/oYeHUs
O COOTBETCTBMM MNPOU3BOSUTENA JIEKAPCTBEHHbIX CpeacT8 TpeboBaHMAM NpPaBW  HaAfeXKallen
NPOW3BOACTBEHHOM  MPAKTUKK, NPEAOCTaBAEHHbIX  YNOJAHOMOYEHHbIM  deaepasnbHbiM  OpPraHOM
WCNOJIHUTENbHOM BAACTU B OTHOLUEHMM NMPOW3BOACTBEHHOM NOWAAKM JIEKAPCTBEHHOrO npenapaTta A
MEANUMHCKOTO NMPUMEHEHUA, TOCYAAPCTBEHHANA PErMcTpauma KoToporo noATBepKAaeTca B C/ydvae, ecnu
NpPou3BOACTBO IEKAPCTBEHHOIO NPenapaTta 418 MeANUMHCKOTO NPUMEHEHMA ocyLecTBaseTcs B Poccuiickol
depepaunuy;

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

3) Konua npeaocTaB/ieHHON YMNOJAHOMOYEHHbIM OPraHOM CTPaHbl NPOWM3BOAMTENA AULEH3UU Ha
NPOM3BOACTBO JIEKAPCTBEHHOTO Npenapara A8 MegUMUNMHCKOro NPUMEHEHMWS U ee NepeBo Ha PYCCKUM A3bIK,
3aBepeHHble B YCTAHOBNEHHOM MOPAAKE, A TaKKe KOMWsa 3aK/YEeHUA O COOTBETCTBMM NPOW3BOAMTENSA
NleKapcTBEHHbIX CpeacTB TPeboBaHMAM NPaBUA Hagnexkallei NPousBOACTBEHHON MPAKTUKW, BblAAHHOMO
YNO/HOMOYEHHbIM defepasbHbiIM OPraHOM WCNOJIHUTE/IbHOM BIAaCTU B OTHOWWEHMU MPOM3BOACTBEHHOM
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NAOWAAKN NEKAPCTBEHHOTO npenapata 418 MeAULMHCKOTO NPUMEHEHUA, TOCYAAaPCTBEHHAA perncrpaums
KOTOPOro NOATBEPXKAAETCA, WAM  KOMMA  pelleHus  yrnoJiHoMouyeHHoro <¢eaepanbHOro opraHa
WCNOJIHUTENbHON BNAcTM O MPOBEAEHUN WHCMEKTUPOBAHWUS MPOM3BOAMTENSA /IEKAPCTBEHHbLIX CPEACTB B
cnyyae, ec/im NPOM3BOACTBO JIEKAPCTBEHHOrO NpenapaTta 41A MeAULMHCKOro NPUMEHEHNA OCYLLECTBAAETCA
3a npegenamu Poccuitckoit Pegepaunn.
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)
(yacTb 4 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

4.1. B OTHOWEHMM BMONOTMYECKMX NIEKAPCTBEHHbIX NpenapaTtoB AN MeAMUMHCKOrO MpUMeHeHUs
3anBUTEe/Ib  AOMOJHUTENbHO NPEeACTaBAseT pe3y/bTaTbl MepPOonpuATUA, NPeayCMOTPEHHbIX MAaHOM
yNpaBAeHNA PUCKAMMU, YTBEPKAEHHbBIM YTOTHOMOYEHHbIM defepanbHbIM OPraHOM UCMOHUTENIbHOW BAACTU
MPWY OCYLLECTB/IEHUU TOCYAAPCTBEHHOM PErvcTpaummn JIeKapcTBEHHOro npenapata Aada MeguuUMHCKOro
NPUMeHeHus.

(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

4.2. K 3aaB/IeHUI0 O NOATBEPKAEHMN FOCYAapCTBEHHON PErncTpaLmMmn 1eKapcTBEHHOrO Npenapara aas
BETEPUHAPHOrO MNPUMEHEHUA MPUNAraloTcA AOKYMEHTbI, CcoAepkalume pesynbTaTbl MOHUTOPUHIa
addeKkTMBHOCTM KM 6e3onacHOCTM NEeKapCTBEHHOro npenapaTa A/1a BETEPUHAPHOTO NPUMEHEHUS,
NPOBOAMMOrO AeprkaTesieM WAM  BAadeNbLemM PerucTpaunMoHHOro YAOCTOBEPEHMA JIEKAPCTBEHHOIO
npenapara 418 BETepMHAPHOIo NPUMEHEHUs NB0 YNOJTHOMOYEHHbIM UM IOPUAMYECKMM NNLOM, No popMme,
YTBEPXKAEHHOMW YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM WCNOAHUTENbHOM BAACTU, WU OOKYMEHTHI,
yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHKkTtax "a", "6", "K", "n" nyHkta 4 yactn 3 ctatbm 17 HacTosAwero
depepanbHOro 3akoHa. B OTHOWEHUM MMMYHOBMONOTMYECKUX NEKAPCTBEHHbIX MpenapaToB Ans
BETEPMHAPHOrO NPUMEHEHUA HE NPEeACTaBAAOTCA CBEeAEHMSA, YKa3aHHble B noAanyHKTe "K" nyHKTa 4 yactu 3
ctatbu 17 Hactoawero ®PenepanbHoro 3akoHa. B OTHOWEHWMM NeKapCTBEHHbIX Npenapatos A
BETEPUHAPHOTO MPUMEHEHUSA, MOJYYEHHbIX C MPUMEHEHUEM TEeHHO-UHKEHEePHO-MOoAUPULMPOBAHHbIX
OPraHM3MOB UK COAEPKALLMX TAKME OPraHN3Mbl, LOMOJIHUTE/IbHO NPEeACTaBAAITCA CBEAEHUA, YKA3aHHble
B NyHKTe 13 yactu 3 cTtatbu 17 HacToAwero PepepanbHOro 3akoHa.

(yactb 4.2 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-03; B pea. desepanbHOro 3akoHa oT
02.08.2019 N 297-d3)

4.3. 3aABuTeNb BNpaBe NpeAcTaBUTb C 3aABEHMEM O NOATBEPKAEHUN rOCYAaPCTBEHHOM perncTpaumm
JIeKapCTBEHHOTO NpenapaTa KoMuio AOKYMEHTa, NOATBEPKAAIOLLEr0 YNNATY roCyAapCTBEHHON NOLWMHbBI 3@
NnoATBEPXKAEHME TOCYyAapPCTBEHHOM pPerncTpauumn JIeKapCcTBEHHOTO MNpenapaTta, a TaKXe BblAaBaemble
(npepocTaBnsaemble) ynosHOMOYEHHbIMKU dpesepanbHbIMM OpraHamMn UCMOAHUTENbHON BAACTU LOKYMEHTI
(cBepeHus), yKasaHHble B MyHKTax 2 M 3 4yacTu 4 HacToslel ctaTbM. B cnydae wx HenpenctaBieHus
YNOJHOMOYEHHbIN deaepasibHbI OpraH UCNOAHUTENIbHOM BAACTM 3anpallMBaeT yKa3aHHble AOKYMEHTbI
(cBEAeHUs) B nopaaKe MEKBELOMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOLENCTBUA.

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

5. B TeyeHune gecatm pa6oqv|x I,CI,H(?l\/‘i CO AHA NPUHATUA 3aABIEHNA O NoATBEPXKAEHNN FOCVﬂ,apCTBeHHOVI
perncTtpaumnn  NekapCtBeHHOro npenaparta wu AOOKYMEHTOB, coAepxKalwux pe3ynbratbl MOHUTOPUHTA
3¢¢eKTVIBHOCTI/I n 6e3onacHocTU NNEKAPCTBEHHOrIO nNpenaparta, NpoBOAUMOTO gepXKaTtenem Uam Bnagenblem
PETMCTPaLMOHHOIO yAOCTOBEPEHUA  NEKAPCTBEHHOIO MnpenapaTta nmbo YNO/THOMOYEHHbIM MU
OPpUANYECKUM TULOM, YI'IOJ'IHOMO‘-IEHHbIﬁ d)e,u,epaanblﬁ opraH NCNOSIHUTENIbHOW BNaCTH:

1) nposoauT MNpPOBEPKY MNOJZIHOTHI CBeLI,EHMﬁ, coaepxawmxca B nNpeacraB/iEHHbIX 3aABUTENEM
AOKYMEHTaAX;

2) NPpUHNUMaEeT pelleHne o nposegeHn UNn 06 oTKase B nposeaeHNMN sKCNepPTU3bl OTHOLLEHWUA
ommp,aemoﬁ NOJZIb3bl K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOIO nNpenapata Ha OCHOBAHUU
pPe3ynbTaToB MOHUTOPUHTA ad)d)eKTVIBHOCTM n 6esonacHoCTH NNIEKAPCTBEHHOIO nNpenaparta, NposoaAMMOro
Aepxartenem Uan Bnagenbuem pernctpaumoHHOro yaocrosepeHuAa NeKapCTBEHHOro npenapata nmbo
YNO/THOMOYEHHbIM MU OPUANYECKUM TULOM, a TaKXKe d)e,u,epaanblm OpraHom WCMOIHUTE/IbHOM BNACcTK B
COOTBETCTBUN C TDE6OBaHMHMVI CTaTbu 64 HacToALLero Cbep,epaanoro 3adKOHa,

3) yBegomnseT B 3/1IEKTPOHHOM PpopmMe U MUCbMEHHOW GpopmMe 3asiBUTENA U IKCMEPTHOE yupeRaeHue
O MPUHATOM peLleHun Mbo B Cayyae NPUHATMA peleHnn o6 oTKase B NPOBEAEHUMN IKCNePTM3bl YKasbiBaeT
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NMPWYNHbBI TAKOrO OTKa3a.

6. B cnyyae BbisBNEHMA HEAOCTOBEPHOCTU U (M1M) HEAOCTaTOYHOCTU MHOPMALMKM, coaep Kalleiica B
npeAcTaBNeHHbIX 3asBUTENEM [OKYMEHTax, YNoJAHOMOYEHHbI ¢deaepanbHblii opraH UCNOAHUTENbHOM
BNACTV HanpaBAseT 3aABUTEI0 3aMpoc 06 YTOYHEHUN YKa3aHHOW MHbOopMaLMK. 3anpoc YNOAHOMOYEHHOTO
dbenepanbHOro opraHa UCNONHUTENBHOM BNACTU MOKET BbITb NepedaH YNOAHOMOYEHHOMY NpeacTaBUTeNto
3aABUTENN JINYHO MOA, PACNMUCKY, HanpasaeH Mo MoyTe 3aKasHbIM NMUCbMOM WKW NepeaaH B 3/1eKTPOHHOM
dbopme No TeENEKOMMYHUKALMOHHBIM KaHanam cBssu. B cayyae Hanpas/ieHMs 3anpoca ynoJIHOMOYEHHOro
depnepanbHOro opraHa UCMOJIHUTENBHOM BAACTM MO MOYTE 3aKa3HbIM NMUCbMOM OH CYMTAETCA MOJyYEeHHbIM
MO UCTEYEHUW LIECTM AHEN C AaTbl HaNPaBAEHWA 3aKa3HOTo NMCbMa.

7. 3asasuTenb 06A3aH NpeacTaBuMTb OTBET Ha 3anpoc YNOJHOMOYEHHOro defepanbHOro opraHa
WCMOJIHUTE/IbHOM BAACTN B CPOK, He NpeBbILAoWMin AeBAHOCTa pabounx gHel co AHA ero nosydyeHus. Cpok,
YKa3aHHbIN B 4acTM 5 HacToALWen cTaTbW, NPUOCTAHAB/IMBAETCA CO AHA HanpaB/ieHUA 3aaBUTE/O 3anpoca
YNONHOMOYEHHOTro  deaepanbHOro OpraHa UCNOMHUTENbHOWM BNacTM A0  AHA  NOAYYEHUA UM
COOTBETCTBYIOLLETO OTBETA W HE YUYMTbIBAETCA MPU UCYUC/IEHUWN CPOKA NOATBEPKAEHUA rocyaapCcTBEHHOM
perncTpaunmn nekapCcTBeHHOro npenapara.

8. OcHoBaHMeM [A/1A OTKasa B MPOBEAEHMM IKCMEPTU3bl OTHOLLEHWA OXMAAEMOW NOAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWA NeKapCTBEHHOro npenaparta ABASETCA NpeAcTaBiAeHUEe [OKYMEHTOB,
cogeprKallux pesynbTaTbl MOHUTOPUHIa 3GdEKTUBHOCTM M 6e30NacHOCTM NIeKapCcTBEHHOro npenapara, u
(M) B OTHOWEHMM BUOMOTMYECKMX fIEKAPCTBEHHbLIX MPEenapaToB pPesynbTaToB  OCYLLECTBAEHMS
MepomnpuATUA B COOTBETCTBMW C MAAHOM YMPaBAEHUA PUCKaMM, YTBEPMKAEHHbIM YMNOAHOMOUYEHHbIM
denepanbHbiM OpPraHOM WMCMOJIHUTE/IbHOW BAAcTU MPU OCYLLECTBJIEHUN TrOCYAAapPCTBEHHOM perncrpaumm
/leKapcTBEHHOro npenapaTa, B HeMo/HOM o6beme, OTCYTCTBME WHPOpPMaUMK, MOATBEpPXKAalouien ¢akT
yrnaTbl roCyAapCTBEHHOM MOLWIMHbI 33 NOATBEPKAEHWE rocyaapCTBEHHOW PerncTpaumm AeKapcTBeHHOro
npenapara, 1M60 HenpeAacTaB/ieHWe 3aABUTEIEM B YCTaHOB/IEHHbIN CPOK OTBETAa Ha YKa3aHHbIN B Yactu 6
HacToALLEeN CTaTbW 3anNpoC YNoAHOMOYEHHOro deAepanbHOro opraHa MCMOMHUTENIbHOM BAACTU, a TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTax MHPOPMaLMK, KOTOpasa AO/XKHA BbITb B HUX OTPaXkeHa.

9. 3KcnepTn3a OTHOLIEHMUSA OXKNOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IEKapCTBEHHOMO
npenapata B UENAX MNOATBEPXKAEHUA TOCYAapPCTBEHHOW perucTpauMmM /eKapcTBEHHOro npenapara
NPoOBOANTCA KOMMCCUEN SKCNEPTOB IKCMEPTHOIO YUPEKAEHUA B CPOK, HE NpPEeBbILIAOLWNIN COpoKa paboumx
OHen.

10. B cnyyae HeAOCTATOYHOCTM NPeACTaB/lEHHbIX 3KCNEPTY MaTepuanos A1A O34 3aKI0UYeHUs
3KCMepT 06palLaeTCa K PYKOBOAMUTENIO SKCMEPTHOrO YYpEeXAEeHUA O NpPefocTaBieHn emy Heobxoammblx
MaTepuanos. PykoBoauTe/Nb 3KCMEPTHOTO yuypexaeHua obpaliaeTcs € COOTBETCTBYHOLMM 3anpocom B
YNO/SIHOMOYEHHbBIN denepanbHblA OpraH UCMONHUTENIbHON BAACTW, BblAABLIMIA 3aflaHWe Ha npoBeneHue
3KCMEepTM3bl OTHOLIEHWUA OXMAAEMOW MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHWUA JIeKapCTBEHHOIO
npenapaTa Ha OCHOBaHWM [OOKYMEHTA, COAEPKALLEro pe3ynbTaTbl MOHUTOPUHIA 3PGEKTUBHOCTU U
6e30MacHOCTU NEeKapCTBEHHOrO npenapaTta. B TeyeHne nATM pabounx gHeln co AHA MOCTYynaeHMs 3anpoca
PYKOBOAMTENA SKCMEPTHOrO YYPEXAEHWUA YKasaHHbiM denepanbHbli OpraH MWCMONHUTENbHOW BAACTU
HanpaBnseT 3asABUTENIIO 3anpoc O MPEeACTaBleHMM HeobXOAMMbIX MaTepuasnos, KOTOPblA MOXKeT 6biTb
nepegaH ynoJiHOMOYEHHOMY MNPeACTaBUTE/NIO 33ABWUTENA JIMYHO MOA PACMMUCKY, Hanpas/JeH Mo no4yTe
3aKa3HbIM NMUCbMOM WX NepesaH B 31EKTPOHHON dopme Mo TeSIeKOMMYHUKALMOHHBIM KaHanam csssu. B
C/lyyae HanpaB/AeHMs 3anNpoca YNoJHOMOYEHHOTO defepanbHOro opraHa UCNONHUTEIbHOM BNACTU No noute
3aKa3HbIM MUCbMOM OH CYMTAETCA NOJYYEHHBIM MO UCTEYEHWM LIECTU AHEN C AaTbl HANPaBAEHUSA 3aKa3HOTo
nMcbMa.

11. 3anBuTenb 06M3aH MpeACTaBMTb OTBET Ha 3anpoc YNo/JHOMOYEHHOro ¢eaepasnbHOro opraHa
MCMNONHUTENbHOW BNACTM B CPOK, He MpPEeBbIlIAOWMIA LECTUAECATM Pabounx AHel co AHA MNoaydYeHus
yKa3aHHOro 3anpoca. YNoAHOMOYeHHbI deaepanbHbiit OpraH UCNONHUTENbHOM BAACTK, BblAaBLUNIA 3a4aHNe
Ha NpoBeAEeHME 3KCMepPTU3bl OTHOLIEHMS OMMAAEMOM MOMb3bl K BO3MOMKHOMY PWCKY MNPUMEHEHUA
NIeKapCTBEHHOrO nMpenapata Ha OCHOBAHMM [AOKYMEHTA, COAEP’KalLero pesynbTaTbl MOHWUTOPWHIA
apPeKkTMBHOCTM M 6E30MacHOCTM JIEKAPCTBEHHOrO npenapaTta, B TeyeHWe nATM paboumx AHel co AHA
NOCTYN/JEHUs OT 3asBUTE/IA OTBETA Ha 3aMpPOC YNOJHOMOYEHHOTO delepasibHOro OpraHa UCMOHUTEIbHOM
BJIaCTW Hanpas/iseT 3TOT OTBET B 3KCMEepTHOe yupexgeHue. B ciayyvae HenpeacTaBAeHMA MO UCTEYEHUU
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wectngecAatTm paboumx AHeln 3asBUTENeM OTBETA HA YKa3aHHbIN 3anpoc YNoJHOMOYEHHbI deaepanbHblit
opraH UCNONHUTENIbHOW BAACTU, BblAABLUMI 3aaHNE Ha NPOBeAEHME IKCNEPTU3bl OTHOLIEHUA OXKMAIAEMON
Mo/b3bl K BO3MOMHOMY PWUCKY MNPUMEHEHMA NEKAPCTBEHHOIO Mpernapata Ha OCHOBAHMM [OKYMEHTa,
copeprKallero pesynbTaTbl MOHUTOPUHTA 3GGEKTUBHOCTU U 6E30NACHOCTM NEKAPCTBEHHOTO NpenapaTa, B
TeyeHue NATU paboumnx AHeW HanpaBAAeT B IKCMEPTHOE yypexaeHue yBeLOM/IEHME O HEMpPeacTaBleHUM
3aABMTe/IeM OTBETA Ha 3anpoC YKa3aHHOro opraHa. Bpemsa co AHA Hanpas/ieHMA 3anpoca 3KCMepTHOro
yuYperKaeHMa B YNOJIHOMOYEHHbIN deaepanbHbll OpraH WMCNOAHUTENIbHOM BAACTU A0 AHA NOAyYeHuA
3KCMEPTHbIM yYpeKAeHMeM OTBETA HA 3aNPOC UM YBeAOM/IEHUA O HENPeACTaBAeHUN OTBETA HA 3anNpoc He
YYUTLIBAETCA MPU WMCYUCIEHUM CPOKA MPOBEAEHUA 3SKCMEPTU3bl OTHOLIEHWA OXMAAEMOWN MOAb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHMA NIEKAPCTBEHHOrO Npenapata Ha OCHOBaHMW AOKYMEHTA, COAepMKallero
pe3ynbTaTbl MOHUTOPUHIA 3GPEKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOIO NpenapaTa.

12. B cpoK, He MpeBbllAOWMA AeCATU Pabounx AHen COo AHS MOAYyYEeHUs 3aKAOYEeHMA KOMUCCUM
3KCMepTOB MO pe3y/bTaTaM 3KCNepTU3bl OTHOLWIEHUA OXUAAeMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWNS NIEKAPCTBEHHOro npenapaTa, COOTBETCTBYIOWMIA YMNOJIHOMOYEHHbIN deaepasbHblit opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) OCyLLEeCTBNAET OUEHKY 3TOro 3aK/W4eHuUA AnAa onpeaeneHnAa ero CooTBeTCcTBMA 3a4aHUIO Ha
nposeaeHue YKa3aHHOl7I 3KCNepTn3bl;

2) NpUHUMAET pelleHWe O MOATBEPNKAEHMU T[OCYAapPCTBEHHOW pPerucTpaumMm eKapcTBEHHOro
npenapata uav o6 oTKase B NOATBEPXAEHMM rOCYAapPCTBEHHOM perncTpaLmm 1eKapcTBeHHOro npenapara;

3) BHOCMT nNpW MPUHATAW pPeLIeHUa O MOATBEPNKAEHWM T[OCYAapCTBEHHOM  perucrpaumu
NeKapCTBEHHOTO rpenapata CBeAEeHUA B TOCY[apCTBEHHbIA PeecTp NEKapCTBEHHbIX CPeACTB M BblaaeT
3a8BuMTENI0 BECCPOYHOE PerncTpaLmMoHHOE YA0CTOBEPEHME IeKapCTBEHHOrO npenapara.

13. OcHoBaHMEM A/1a OTKasa B NOATBEPKAEHWW TOCYAAPCTBEHHOW PErncTpaumy IeKapCTBEHHOTO
npenapata ABAAETCA 3aKNOYEHWE COOTBETCTBYIOLLEro YMNOAHOMOYEHHOro denepanbHOro opraHa
WCMNONHUTENBHOW BAAcCTM O TOM, YTO PUCK NPUYMHEHUS Bpena 340POBLI0 YENOBEKA WAM KMBOTHOMO
BC/IeACTBME NPUEMA IEKAPCTBEHHOTO Npenapara npesbiwaeT 3GpPeKTUBHOCTb Ero NPUMEHEHUS.

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

14. B nepuvoa nNpoBeAEeHMA nNpoueaypbl MNOATBEPNKAEHMA TOCYAAPCTBEHHOW perncrpaumm
JIeKapCTBEHHOrO NpenapaTa ero obpaleHne B Poccuiickon Pegepaumm He NpUOCTaHaBANBAETCA.

15. [JdonycKaetcs obpalieHne NeKapCTBEHHbIX NpenapaTtoB A0 WCTEYEHMA CPOKA FOOHOCTMH,
Nnpoun3BeLeHHbIX B TEYEHME CTa BOCbMUAECATU KafeHAapHbIX AHEN nocse AaTbl NPUHATUA YNOJHOMOYEHHbIM
denepanbHbIM  OPraHOM MCMNONHUTENIbHOM BAACTU pPeELeHMA O MNOATBEPKAEHUN TOCYAAPCTBEHHOM
perncTpaumnmn, B COOTBETCTBMM C MHGOPMALMEN, COAEPKALLENCA B LJOKYMEHTAX PErMCTPALMOHHOIO A0Cbe Ha
NIeKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUA TaKOTo peLleHus.

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

Cratba 30. BHeceHMe M3MeHeHMIt B AOKYMEHTbl, coaepKalimeca B perucTpaLMoHHOM Aocbe Ha
3aperncTpupoBaHHbIA NeKapCcTBEHHbIM Npenapar gaa MegULMHCKOro NpuMmeHeHus

1. B uenax BHECEHWS WU3MEHEHUW B [AOKYMEHTbI, COAeprKallMecs B PernmcTpauMoHHOM A0Cbe Ha
3apPEerncTPUPOBaHHbIA NEeKapCTBEHHbIM NpenapaT And MeAWLMHCKOrO MPUMEHEeHUs, AeprkaTelb WM
Blagenel, PerucTpaluMoOHHOrO YAOCTOBEPEHUSA /IeKapCTBEHHOrO npenapaTta MAM YNOJIHOMOYEHHOE UM
Apyroe topuanyeckoe nnUo (ganee B HacTosllel cTaTbe - 3aABUTENb) NPeACcTaBAAeT B YNOJHOMOUYEHHbIN
desepanbHbIit opraH WUCNONAHUTENLHOW BAacTM 3asB/IEHWE O BHECEHUW TaKUX M3MeHeHui no dopme,
YCTAHOB/IEHHOM YNONHOMOYEHHbIM defepanbHbIM OPraHOM WUCNONHUTENbHON BAACTU, U Npunaraemble K
HEMY WM3MEHEHWs B YKa3aHHble AOKYMEHTbl, @ TAKMKe AOKYMEHTbl, noaTBeprKaatowme HeobxogaMmocTb
BHECEHUSA TaKUX U3MEHEHUN.

(B pea. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 04.06.2018 N 140-D3)

1.1. I'IpM HEO6XOAVIMOCTVI BHECEHUA B AOKYMEHTbI, coaepauwmeca B perncTtpallMoHHOM O0Cbe Ha
3apeFMCTpMpOBaHHbIﬁ I'IEKapCTBeHHbIﬁ npenapar ana megnumnHCKOro npumeHeHusA, M3MeHEHVIl71, YKa3aHHbIX
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B MYHKTE 3 YacCTW 2 HACTOALLEN CTaTbM U TPEOYIOWMX NPOBEAEHUA IKCNEPTU3bl KaYecTBa NEeKAPCTBEHHbIX
CpeacTs, 3afBUTENb AOMOJIHUTENbHO NPEACTaBAseT B YNOJHOMOYEHHbIM denepanbHbli  OpraH
WCNOJIHUTENbHOW BNacTU CBEAEHMA O AaTe NPeAoCTaB/eHUs U PErncTpauMoOHHOM HOMEpe SIMLEH3MM Ha
NpPoOW3BOACTBO JIEKAPCTBEHHbIX CPEeACTB UM CBEAEHMA O AaTe NpeaoCcTaBAeHMA U PerncTpauMoHHOM Homepe
3aK/H0YEHMA O COOTBETCTBUMN NPOM3BOAMUTENS IEKAPCTBEHHbIX CPeaCcTB TPeboBaHMAM NPaBUA HagNerKallel
NpPou3BOACTBEHHOMN NPAKTUKM, BblAaHHbIX (MpeaocTaB/eHHbIX) YNOJHOMOYEHHbIM deaepanbHbiM OpraHoOM
NCNOJIHUTENIbHOWN B/1IAaCTU B OTHOLIEHUN U3MEHEHHOW U (MKN) AONONHEHHOW NPON3BOACTBEHHOW NAOLWAAKM
JIeKapCTBEHHOrO npenapara, B C/ly4ae, ecin NPou3BOACTBO JIEKAPCTBEHHOrO NpenapaTta OCyLWecTBAsSeTCs B
Poccuiickoit degepauum, nMbo cBeaeHUA o0 gaTte NPeaoCcTaBAeHUA U PErMcTPaLMoHHOM HOMepe BblAaHHOM
YNOJHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENS JIMLEH3UM HA MNPOU3BOACTBO JEKAPCTBEHHOIO
npenapaTta u ee NepeBoOs Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAaHOBAEHHOM MOPALKE, a TaK¥Ke CBeAEHUA O
JaTe nNpefocCTaBNeHUA W PEerucTpauMoOHHOM HOMEpEe 3aK/IHYEHMA O COOTBETCTBMM MPOU3BOAUTENA
JIeKapCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBWMA HagNeXKalleh NPOU3BOACTBEHHOW MPaKTUKMK, BblAAaHHOTO
YNONHOMOYEHHbIM dpeaepanbHbiM OPraHOM UCMOJIHUTENbHOM BNAACTU B OTHOLUEHUW U3MEHEHHOW U (KMan)
OONONHEHHOM NpPOM3BOACTBEHHON MN/AOWAAKM JIEKAPCTBEHHOrO MpenapaTa, WX cBeAeHMA o pJaTe
NnpeaocTaBNeHUA W PErUCTPALMOHHOM HOMepe pelleHus YNoJHOMOYEHHOro denepasbHOro opraHa
WCNOJIHUTENbHON BNACTU O MPOBEAEHUN WHCNEKTUPOBAHWUSA NPOM3BOAMTENA NEKAPCTBEHHbLIX CPEeACTB B
C/lyvyae, ecauM NPOU3BOACTBO JIEKAPCTBEHHOrO MpenapaTa OCYLEeCcTBAAETCA 3a npegenamu Poccuiickon
depepaunn.

(yactb 1.1 BBegeHa PepepanbHbim 3akoHOM oT 04.06.2018 N 140-d3; B pea. denepanbHOro 3akoHa oT
27.12.2019 N 478-3)

1.2. Mpn HEOBXOAMMOCTN BHECEHWUA B AOKYMEHTbI, COAEPKALMECA B PErUCTPALMOHHOM A0Cbe Ha
3aperncTPUpPOBaHHbIM IeKapPCTBEHHbIN NpenapaTt ANA MeAULMHCKOIO NPUMEHEHUA, U3MEHEHWN, YKa3aHHbIX
B NYHKTe 4 yacTh 2 HacToALWeN CTaTbn U Tpebylowmx NPoBeAEHNA SKCNEPTU3bl KAYecTBa NEKAPCTBEHHbIX
CpencTs, 3aABUTENb OOMOJHUTENbHO MpeAcTaBaAAeT B YNOJHOMOYEHHbIN  defepanbHbli  OpraH
WCNOJIHUTENbHOM BNACTU CBEAEHMA O AaTe MPeAoCTaB/eHUA U PerncTpaLmMoHHOM HOMepe JNLEH3UM Ha
NPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB UM CBEeAEHUA O AaTe NpeAoCTaBAeHNA U PErncTpaLMoOHHOM HoMepe
3aK/Il0YEHMA O COOTBETCTBMM NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB TPEOOBAHNAM NPABUA HaA/EXKaLLEN
NPOW3BOACTBEHHOM NPAKTUKM, BblAaHHbIX (NPeAoCcTaBAeHHbIX) YNONHOMOYEHHbIM deaepasibHbiM OpraHoOM
WCNONIHUTENbHOM BAAacCTU B OTHOLWEHWW MPOM3BOACTBEHHOM MNJOWAAKM JIeKapCTBEHHOrO npenapaTa, B
cnyyae, ec/im NPoOM3BOACTBO JIEKAPCTBEHHOTO NpenapaTa ocyuwiecteasetca B Poccuinickon Depepaumm, ninbo
cBeAeHNA 0 AaTe NPeaoCTaB/ieHUA U PEerucTpaumMoHHOM HOMEpPE BblAaHHOW YNOJHOMOYEHHbIM OpPraHoOM
CTpPaHbl NPOM3BOAUTENA INLEH3UM HA NPOU3BOACTBO JIEKAPCTBEHHOMO NpenapaTta U ee NepeBo, Ha PYyCCKUi
A3bIK, 3aBEepeHHble B YCTAHOBAEHHOM MOpPAAKe, a TaKXke CcBeAeHuA O JaTe MpeAocTaBAeHuA WU
pPerncTpaunMoHHOM HOMepPe 3aK/I4YeHMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MpPaBUA Hag/Nexaleld npPou3BOACTBEHHON MPAKTUKK, BbIAAHHOMO YMNOAHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCMONHUTENIbHOM BAacTM B OTHOWEHWW MNPOU3BOACTBEHHOW MJIOWAAKM
JIeKapCTBEHHOTO Npenapara, Uau cBeAEeHUA O AaTe NPeoCTaBAeHNA U PETUCTPALMOHHOM HOMEpPE peLleHns
yNosHOMOYEHHOro ¢eaepasbHOr0 opraHa WMCNOJIHUTE/IbHOW BAacTM O MNPOBEAEHMU MHCMNEKTUPOBAHWUA
Npou3BOAUTENA NIEKAPCTBEHHOFO CPeAcTBa B Cayvae, eCau NpPOM3BOACTBO JIEKAPCTBEHHOro npenaparta
ocyuLecTBaAeTcA 3a npeaenamm Poccuiickot Pepepaunn.

(yacTb 1.2 BBepeHa PepepanbHbim 3akoHOM oT 04.06.2018 N 140-d3; B pea. denepanbHOro 3akoHa oOT
27.12.2019 N 478-93)

1.3. MpuKHATUE peleHna O BHECEHUW WU3MEHEeHWA uaM 06 OTKase BO BHECEHUM M3MEHEHUI B
AOKYMEHTbI, COAEeprKaLLMecs B PErMcTPauMoHHOM A0Cbe Ha 3aperncTpMpPoBaHHbIV 1eKapPCTBEHHbIV Npenapat
ANA  MeAMUMHCKOTO TNPUMEHEHUs, B C/ly4ae HeobXxoAMMOCTM MNpPOBeAEHMA 3KCMepTU3bl KayecTsa
NeKapCTBEHHbIX CPeacTB U (MIM) 3KCNEepTM3bl OTHOLUEHWA OXKUMAAEMOM MOAb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHWA NEKApPCTBEHHOrO npenapata AN MegUUMHCKOTO MPUMEHEHUs OCYLLECTBAAETCA B CPOK, He
NpeBbIWAOWNIA AeBAHOCTA pabounx AHEN, a B OCTa/bHbIX CNYy4Yasx B CPOK, He MPeBbIaoWwmnin TpuauaTm
pabounx gHel co AHA NPUHATMSA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM WCMOJIHUTENbHOW BAacTU
3asB/IEHUA O BHECEHMUM TaKMUX U3MEHEHUI.

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

1.4. YNonHomouYeHHbIt deaepanbHblii OopraH WCNOAHUTENbHOM BAAacTM C Y4eTOM pes3y/bTaToB
dbapmaKkoHaz3opa U NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB, HaXOAALWMXCA B rpPaxKgaHCKOM
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060poTe, YyCTaHOB/IEHHbIM TPEOOBAHMUAM K MX KauyecTBy B TEYEHME AECATM PaboUnX AHEN CO AHA NOCTYNAeHUn
COOTBETCTBYOLWEN MHPOPMALMMN Pa3MELLAET Ha CBOEM odULMaibHOM caitTe B ceTh "MIHTepHeT" cBeaeHus o
HeobX0AMMOCTU BHECEHWUA B MHCTPYKLMIO NO MEAMLMHCKOMY MPUMEHEHUIO IEKapCTBEHHOMO npenaparta
M3MEHEeHWA B OTHOWEHWW CBeAeHUM O MNOKasaHWAX AN NPUMEHEHUA M MPOTUBOMOKA3aHMAX ANA
NPMMEHEHWA NEeKapCTBEHHOTO NpenapaTta, BbiABAEHHbIX MOBOYHbIX AEUCTBUAX, HEXKeNaTebHbIX peakumuax
npyv NPUMEHEHWUM JIEKAPCTBEHHOro npenapata WM yBegomaseT 06 3TOM B 3/1eKTPOHHOW ¢dopme uau
nucbmeHHon ¢opme (Ha 6ymaxkHOM HoOcCUTene) Jepskatens WM BNafenbla PerncTpaumoHHOro
YAOCTOBEPEHUS JIEKAPCTBEHHOrO npenapata (MM yno/HOMOYEHHOE MM Apyroe lopuanYeckoe uuLo), a
TaKKe geprKatenieit Unu BAageNbLeB PErucTpaumMoHHbIX YAOCTOBEPEHNIN IeKapCTBEHHbIX NpenapaTos (Mau
YNOJIHOMOYEHHbBIX UMW APYTUX IOPUAUYECKMX L), KOTOPbIE ABAAOTCA B3aMMO3aMeEHAEMbIMMU.

(yacTtb 1.4 BBegeHa depepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

1.5. JepxaTtenb nau Bnagenew, perncTtpaLMoOHHOIO ya0CTOBEPEHMA NeKapCTBEHHOroO npenapata, a
TaKKe JepyKaTenn UAn Bnafeblbl PErncTPaLMOHHbIX YA0CTOBEPEHMUIA IEKAPCTBEHHbIX Npenapartos (Mam
YNOJIHOMOYEHHbIE UMW ApYyrMe lopugnudeckue anua), Kotopble ABAAKOTCA B3aMMO3aMeHAEMbIMKU, 06A3aHbI
npeacTaBuTb B YNOJIHOMOYEHHbIN deaepasibHbli OpraH UCMONHUTE/IbHOM BAACTU 3asAB/IEHMA O BHECEHWUU
M3MEHEHMN B [AOKYMEHTbI, COAeprKalimecs B PErncTpaumMoHHbIX AOCbe Ha 3aperncTtpupoBaHHble
NIeKapCTBEHHbIE MpenapaTtbl 41A MeAMUMHCKOrO MPUMEHEHUS, B OTHOLWIEHUMWU CBEAEHMN, YKasaHHbIX B
WMHCTPYKLUMU MO MeAMLMHCKOMY MPUMEHEHUIO NIEKAPCTBEHHbIX MPenapaToB, B TEYEHME COPOKa paboumx
OHEW CO [AHA pasmMeleHMAa YNoNHOMOYEHHbIM deaepanbHbiM OPraHOM WCMNONHUTENbHOM BAacTU
MHbOpMaUUK, yKasaHHoM B YacTn 1.4 HacToswen ctatbu. [laHHoe TpeboBaHWE He pacnpocCTpaHAeTca Ha
CNyyYan BHECEHUS B MHCTPYKLUMIO NO MEANLMHCKOMY NPUMEHEHMIO NeKapCTBEHHOrO npenapaTta M3MeHeHuM
B OTHOLLUEHMW HOBbIX NOKAa3aHUIM ANA NPUMEHEHMA NEKAapPCTBEHHOMO NpenapaTa Ha OCHOBaHWKU Pe3y/1bTaToB
COOTBETCTBYHOLLNX NCCAEA0BAHNIA.

(yacTb 1.5 BBeaeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. DKCNepTM3a /IeKAPCTBEHHbIX CPEACTB B YaCTM 3KCMNEepTM3bl KayecTBa SIEKAapPCTBEHHOMO CpeacTsa U
(MnKn) aKCNepTM3bl OTHOLIEHUS OXUAAEMOKN NOMb3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA NIEKaPCTBEHHOO
npenaparta a8 MeAMUMHCKOTO NPUMEHEHUA NPOBOAMUTCA B C/ly4yae BHECEHWUS U3MEHEHUI B JOKYMEHTbI,
cofepKalimecs B PErvcTpaLMOHHOM [AOCbe Ha 33aperncTpyMpoBaHHbIM JIEKAPCTBEHHLIM npenapaTt, B
OTHOLIEHUMU:

1) cBegeHWN, yKa3aHHbIX B UHCTPYKLMW NO MEAULIMHCKOMY MPUMEHEHUIO IEKAPCTBEHHOTO NpenapaTa:

a) NeKapcTtBeHHaA d)opma C YKa3daHunem HaUMEeHOBaAHWUI U KONMYECTBEHHOIO COCTaBa AEVICTBleU.LMX
Beulw,ectB U Ka4eCTBEHHOIo COCTaBa BCNOMOraTe/ibHbIX BELWLECTB (I'IpM H606XO,EI,MMOCTM KONn4yecTBeHHOro
COCTaBa BCNomMmoraTte/ibHbIX Beu.l,eCTB);

6) dapmakoamMHammnKa U GpapMaKOKMHETUKA (33 UCKNtoYeHNEM PpapPMAKOKMHETUKN FOMeOoNaTUYeCKMX
NleKapCTBEHHbIX NPenapaToB U PaCTUTE/IbHbIX IEKAPCTBEHHbIX NPenapaTos);

B) NMOKa3aHUA AN NPUMEHEHWS;
r) NPOTMBONOKa3aHUA A4/A NPUMEHEHUs;
A) Mepbl NPeAoCTOPOXKHOCTU NPU NPUMEHEHUY;

e) YKa3aHne BO3MOXHOCTN U ocobeHHocCTel NPpUMeHeHNA NeKapCTBEHHOrNo npenapata A4naAa
MEeOUNLIMHCKOTO NPUMEHEHUNA 6ep6MeHHbIMI/I KEeHWMHamn, HKeHuwnHamm B nepumon rpygHoro
BCKapmanBaHuA, eETbMU, B3POC/1IbIMU, UMEKLLMMU XPOHNYECKNE 3a6OI'IEBaHI/I‘r'I;

)‘K) pexmm 0o3npoBaHuA, cnocobbl BBEAEHUNA N NPUMEHEHUA, NPU HEOGXOAI/IMOCTI/I BpemAa npunema
NEKapPCTBEHHOrO npenaparta, NPo40/TKUTENbHOCTb Jie4eHNA, B TOM HNCne 'y ,D,eTEVI A0 nnocne ogHoro roaa;

3) BO3MOMKHble NOHOYHbIE AEWCTBUA U HeXKeaTeNbHble peakuun Npu NpuMmeHeHUn eKapcTBEHHOro
npenapara;

1) CMMNTOMbI NepPeA03NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPU Nepeao3npPoBKE;
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K) B3aMumoaencTeme ¢ Apyrmmu NekapcTBeHHbIMKM NpenapaTtamm u (MAKn) NULWEBbIMM NPOAYKTaMu;

N) Gopmbl BbINyCKa NEKAPCTBEHHOTO Npenapara;

M) yKasaHue (npn HeobxoAMMOCTM) 0COBEHHOCTEN AeCcTBMA IEKAPCTBEHHOIO NpenapaTa npu Nepsom
npueme Uan Npu ero oTMeHe;

H) cBEAEHMA O BO3MOMKHOM B/IMAHUMN NEKAPCTBEHHOTO Npenaparta Aas8 MeauLMHCKOro NPUMeHeHUa Ha
CNocobHOCTb YNpPaBiATb TPAHCMOPTHLIMU CPEACTBAMMU, MEXaHNU3MAMM;

O) CPOKTOAHOCTUN U YKa3aHWMe Ha 3anpeT npumMmeHeHNA N1eKapCTBeHHOro npenapata no ncre4eHnn CpoKa
rogHoCTH,

n) yCNnoBmA XpaHeHus;

p) ycnosus otnycka;

2) coctaBa /IeKapCTBEHHOro npenapara 414 MeAULUMHCKOro NpUMeHeHus;

3) u3smeHeHMA MecTa NPOU3BOACTBA IEKapCTBEHHOIO NpenapaTa ANA MEANLMHCKOIO NPUMEHEHNs;

4) M3MEHEeHMA NoKasaTesien KayecTsa NNEKAPCTBEHHOIO nNpenaparta Ana megnumMHCKOro npuMeHeHnAa n
(M/'IVI) METOA0B KOHTPO/1A Ka4eCTBa JIEKAPCTBEHHOIO NpenapaTta 414 MeEAULNHCKOTO NPUMEHEHUA;

5) N3MeHEHNA CPOKA rog4HOCTUN NEKAPCTBEHHOIO Npenapata 4na meanumMHCKOro npuMeHeHUA;

6) cBegeHU O HeobXO4MMOCTU BHECEHWUS UHbIX M3MEHEHUI B MHCTPYKLUMIO MO MeAULMHCKOMY
NPUMEHEHMIO JIEKAapCTBEHHOTO MpenapaTta, a TakKXe B WHble [AOKYMEHTbl, cogepawmeca B
PerucTpaLMoHHOM [AOCbe Ha 3aperucTpUMpOBaHHbIA IeKapCTBEHHbIM npenapat. [pu sTom peleHne o
NPOBeAEeHNM IKCNEPTMU3bl KAYEeCTBA JIEKAPCTBEHHbIX CPEACTB U (M/IM) SKCNEePTU3bl OTHOLLEHUA OXKUAAEMOW
NO/Nb3bl K BOSMOXHOMY PUCKY NPUMEHEHMA NIEKAPCTBEHHOrO npenaparta g8 MeguLUMHCKOro NpUMeHeHUs
NPUHUMAETCA B COOTBETCTBUM C  YTBEP)KAEHHON  YNOJHOMOYEHHbIM  deaepanbHbIM  OpPraHOM
WCNONHUTENbHOM BAAacTU KaaccubuKaumeihn WU3MEHEHWN, BHOCUMBIX B OOKYMEHTbl, COAepiKalimeca B
PEerncTpaLMoHHOM AOCHE Ha 3aperncTpMpOBaHHbIV 1EKAPCTBEHHbIN Npenapar.

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

3. 3aABuUTeNb BNpaBe NPeACcTaBUTb N0 COBCTBEHHON MHULUMATMBE BMECTE C 3aAB/IEHMEM O BHECEHUU
M3MEHEHWA B [OKYMEHTbl, COAep)Kalmecs B PEerncTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI
NeKapcTBEHHbIV Npenapar Ans MeAULMHCKOro MPUMEHEHUSA, KONUKN AOKYMEHTOB, NOATBEPKAAIOWMX ynaaTy
rocyAapCTBEHHOW MOLW/MHbI 32 BHECEHME B AOKYMEHTbI, COAEpPrKalMeca B PerucTpalMoHHOM AOCbe Ha
3aperucTpupoBaHHbIA  JIEKAPCTBEHHbIM NpenapaTt  Ans  MeAMUMHCKOTO NPUMEHEHUA, WU3MEHEHWH,
TpebylowWwmMx MPOBEAEHUSA IKCMEepPTU3bl JIeKAapPCTBEHHbIX CPEeACTB B YAaCTU  3SKCMEepTM3bl  KayecTsBa
NIeKapCTBEHHOTO CPeACTBa M (M/IM) SKCMEepPTM3bl OTHOLIEHUS OXKMUAAEMOW MOJIb3bl K BO3MOXKHOMY PUCKY
NPUMEHEHWA NEeKAPCTBEHHOrO Npenapara 411 MeAULMHCKOTO NPMMEHEHWSA, TOCY4apCTBEHHOM NOLW/IMHbI 33
BHECEHWE B [OKYMEHTbl, COZEeprKaliMecas B PErucTpaLMOHHOM [OCbe€ Ha 3apermcTpupoBaHHbI
NleKapCTBEHHbIVM MNpenapaT 418 MeAUUMHCKOrO NMPUMEHEHUA, U3MEHEHUMN, He Tpebylolmx npoBeaeHUs
3KCMepTM3bl JIEKAPCTBEHHOMO CPEACTBA, a TaKKe BblgaBaemble (NpegocTaBasemble) yrnoJHOMOYEHHbIMU
dbenepanbHbIMU OPraHamm UCNOJTHUTENIbHOM BNACTU AOKYMEHTbI (cBeAeHus), yKasaHHble B yactax 1.1 mn 1.2
HacToALen cTaTbM. B cnyyae nx HenpeacTaBAeHUA yNoJHOMOYEHHbIN deaepanbHbIi opraH UCNONHUTEIbHOW
B/AaCTW  3aMpallMBaeT yKas3aHHble [AOKYMeHTbl (cBegeHwAa) B NOpAgKe  MeXBeAOMCTBEHHOTO
NHPOPMALMOHHOIO B3aUMOAENCTBUA.

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

4. B TeyeHue gecatv paboumx gHer co AHA NOCTYNAEHMA YKAa3aHHOro B 4acTu 1 HacToAwen cTaTbu
3asB/1I€HMA N HEOOXOAUMbIX OKYMEHTOB YNOJIHOMOYEHHbIN deaepasnibHbI OpraH UCNOJAHUTENbHOW BNACTU:

1) npoBOAUT NPOBEPKY MOIHOTbI M AOCTOBEPHOCTM CBEAEHWI, COoAep:KalmMXca B MpeAcTaBAeHHbIX
3aABUTENEM MaTepUuanax;
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2) NPMHUMMaET peLleHne O NPOBEAEHMMN YKA3aHHbIX B 4aCTM 2 HACTOALLEN CTaTbM COOTBETCTBYHOLLMX
3KCMEePTM3 NEKAPCTBEHHOTO CpeacTBa UM 06 OTKase B X NPOBeAEHUM;

3) yBeAOMAAET B 3NEKTPOHHON WMAM NMUCbMEHHOW Gopme 3anBUTENA O NPUHATOM PeLUeHUM WU B
C/lyyae NPUHATUA pelleHuns 06 OTKase B NPOBEAEHUN COOTBETCTBYIOLLEN IKCNEPTU3bI C YKasaHMeM NPUYUH
TaKoro OTKasa.

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

4.1. B cnyyae BbIABAEHUA HEAOCTOBEPHOCTU CBEAEHUN, COAep’Kalmxca B NpeacTaBAeHHbIX
3aABUTENIEM MaTepUanax, YNnoJHOMOYEHHbIM defepanbHbll opraH UCMOMHUTENbHOM BAAcTM HanpasaseT
3aABUTENIO 3anpoc 06 YTOYHEHWW YKa3aHHbIX CBeAeHUW. [aHHbIA 3anpoc MOXKeT ObiTb nepesaH
YNOJAHOMOYEHHOMY MNPEACTABUTENO 3aABUTENA JIMYHO MOA PACMMCKY, HanpaejeH MO MOYTE 3aKasHbIM
NMUCbMOM WUAWN NepefaH B 3NEKTPOHHON dopmMe NO TENEKOMMYHUKALMOHHbBIM KaHanam csAsn. B cnydae
HanpaB/ieHMA AAHHOIO 3anpoca Mo Mo4yTe 3aKasHbIM MUCbMOM OH CYMUTAETCA MOJIYYEHHBIM MO UCTEYEHUMU
LIecTu AHel ¢ AaTbl HaNpaB/ieHMA 3aKa3HOro NUCbMa.

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

4.2. 3anaBuTenb 06a3aH nNpeacTaBUTb OTBET Ha 3anpoc YNOJAHOMOYEHHOro deaepanbHOro opraHa
WCNOIHUTENbHOW B/1IACTU B CPOK, HE MPEeBbIWAoWMA AeBAHOCTa pabounx AHEN co AHA NOJlYYEHUs AAaHHOTO
3anpoca. CpoK, yKasaHHbIM B 4acTu 4 HacToAlen cTaTbM, MPUOCTAHABAMBAETCA CO AHA HanpaBaeHUA
3asABMTE/IO0 3aMNPOCa YNOJHOMOYEHHOrO peaepanbHOro opraHa UCMONHUTENIbHOM BAACTM A0 AHA NOAYYEHUA
MM OTBETa Ha ,D,aHHbIVI 3anpocC U He y4yuTbiBaeTCA Npu NCHNCNeHNN CPoKa NPUHATUA pelleHnAa O BHeCeHUun
M3MEHEHUA B [OKYMEHTbl, COZep)Kalimeca B pPEerucTpalMoOHHOM [0OCbe Ha 3aperncTpuMpoBaHHbIN
JIEKAPCTBEHHbIN NpenapaT A8 MeANLMHCKOTO MPUMEHEHMUSA.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHWMeM A1a 0TKa3a B NPOBEAEHWNM YKa3aHHbIX B 4aCcTU 2 HAaCTOALLLEM CTaTbM SKCNEPTU3 ABNAETCA
npeacTaBNeHNe OOKYMEHTOB, NepevymcineHHbiX B YacTax 1 u 3 HacToAulel cTaTbW, B HEMONHOM ob6beme,
HenpeAacTaBaeHMe 3aABMTEIEM B YCTAHOB/IEHHbI CPOK OTBETA HAa YKa3aHHbIM B YacTu 4.1 HacToALLel cTaTbu
3anpoc yno/sIHOMOYeHHOro deaepasbHOro OpraHa WMCNOJHUTENbLHOM BAacCTW, a TaKXKe OTCYTCTBUE B
NpPeACTaBNEHHbIX AOKYMEHTaxX [OCTAaTOYHbIX CBEAEHMM, NOATBEPKAAIOWMX HEOOXOAMMOCTb BHECEHUA
U3MEHEHUN, UM OTCYTCTBUE MHDOPMaLMKM, NoATBePKAAOWEN GaKT ynnaTel roCyAapCTBEHHbIX MOLIWH,
YKa3aHHbIX B YaCTU 3 HACTOALLEN CTaTbM.

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-93)

6. YKasaHHble B 4acTW 2 HACTOALLEN CTaTbM 3KCNEpPTU3bl NPOBOAATCA B MOPAAKE, YCTAHOBAEHHOM
cTaTbel 23 HacToAwero ®eaepasibHOro 3aKoHa.

7. B CpOK, He NpeBbIWAOWNN AeCATU pabounx gHel co AHA NOYYEeHMA 3aKAOYEeHUIA KOMMCCUN
SKCMNepToB NO pe3ynbTaTaM YKa3aHHbIX B 4acTM 2 HacCTOALWEW CTaTbM 3SKCNepTU3, YNOAHOMOYEHHbIN
denepanbHbIit opraH UCNOHUTENbHON BNACTH:

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

1) NPUHUMAET peLlleHne o0 BHeECEHUN N3MEeHeHU B AOKYMEHTDbI, coaepawmeca B permcTtpatlMoOHHOM
AO0Cbe Ha 3aperMCTpMpOBaHHbIVI }'IEKapCTBeHHbIﬁ npenapart ana megunumHCKOro npumeHeHma, namn 06 oTKase
BO BHECEHUM TaKUX U3MEHEHUI;

2) BHOCUT B I'OCV,CI,apCTBeHHbIﬁ peecTp NeKapCcTBeHHbIX CpeacTB Ha OCHOBaHWK peleHnA O BHECEHUN
U3MEHEeHMN B AOKYMEHTbI, coaepxawuneca B perncTtpaubMoHHOM AoCbeé Ha 3apeFMCTpVIpOBaHHbIVI
ﬂeKapCTBEHHbIﬁ npenapar gna meauumnHCKOro npuMmeHeHusa, HEO6XO,CI,I/IMbIe U3IMEHEHNA N BO3BPaALLAET UX
3aABUTENIO;

3) BblAaeT 3aABMTE/H0 HOBOE PerncTpaLmMoHHOE yA0CTOBEPEHME IEKAapPCTBEHHOIO NpenapaTta B c/iyyae
N3MEHEHMA CBEAEHWNI, COAEPKALLUXCA B HEM.
(n. 3 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMemM p/nA OTKasa BO BHECEHWM W3MEHEeHWA B [OKYMEHTbl, COZeprKaliseca B
pPerucTpaumMoHHOM [0Cbe Ha 3aperncTpMpOoBaHHbIA NEKapCTBEHHbIM npenapat Ana MeAULMHCKOro
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npuMmeHeHnA, ABNAETCA 3aK/1lo4eHne ynosIHOMO4YEeHHOIo cbe,a,epaanoro OpraHa NCNONHUTENbHOW B/1AaCTU O
BO3MOXXHOCTU CHWUXEHUA 6830I’IaCHOCTVI, Ka4yecTBa, 3¢¢eKTMBHOCTM NNEKapCTBEHHOINo cpeacrtBa B Cay4dae
BHECEHUSA TaKUX U3MEHEHUN.

9. [lonyckaetcs obpalleHWe J/IeKapCTBEHHbIX MPenapaToB ANA MeAMUMHCKOro MPUMEHEHUA a0
NCTEYEHMA CPOKa roAHOCTM, NPOU3BEAEHHbIX B TEYEHME CTa BOCBMUAECATU AHEN nocne AaTbl NPUHATUSA
YNOJIHOMOYEHHbIM degepasibHbIM OPraHOM UCMOJIHUTENBHOM BNACTU pPelleHns O BHECEHUN U3MEHEHUI B
[OKYMEHTbI, cogepKallmeca B perMcTpaumMoHHOM A0Cbe, B COOTBETCTBUM C MHPOPMaLMel, cogepKallenca
B LOKYMEHTaX PermcTpaLMoHHOro AOChbE HAa JIeKapCTBEHHbIM Npenapar 40 AaTbl NPUHATUA TAKOFO peLleHus.
(yactb 9 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

Cratba 31. BHeceHWe M3MeHeHWIt B AOKYMEHTbI, coaepKalimeca B perucTpauMoHHOM Aocbe Ha
3aperncTpupoBaHHbIA NeKapcTBEHHbIM Npenapar ANA BeTepUHapHOro npMmeHeHus

1. B uenax BHECEHWSA M3MEHEHWUIN B AOKYMEHTbI, COAEprKallMecs B PEerncTpaLMoHHOM AOCbe Ha
3apPerucTpUpPOBaHHbIA JIEKAPCTBEHHbIA MpenapaT A/ BETEPUHAPHOTO MPUMEHEHMUA, AepXKaTeslb WAn
B/llafieNel, PerncTtpaumMoHHOro yAOCTOBEPEHMA NEKAPCTBEHHOro Npenapata WAM YNOAHOMOYEHHOE MM
Apyroe ropuanyeckoe nnuo (ganee B HacTosWel cTaTbe - 3aABUTENb) NPeACTaBAAET B YNOJHOMOUYEHHbIN
denepanbHblA OpraH MCNOAHUTENbHOW BAACTU 3asiBNEHME O BHECEHWM TAKMX M3MEHeHUN no ¢opme,
YCTAaHOBNEHHOW YNONHOMOYEHHbIM desepanbHbIM OPraHOM MCMOAHUTENBHOM BNACTU, M NpUAaraemble K
HEMY WM3MEHEHWS B YKa3aHHble AOKYMEHTbl, a TaK¥Ke [AOKYMEHTbl, MoATBepraatowmne HeobxoaMmocTb
BHECEHUA TaKMX M3MeHeHMUI. MNpu HeobXxoAMMOCTM BHECEHUSA U3MEHEHUI B AOKYMEHTbI, COAep Kalunecs B
PerucTpaumMoHHOM [0Cbe Ha 3aperucTpPUpPOBAHHbIM NIEKAapPCTBEHHbIM NpenapaT ANA BeTepPUHAPHOro
NPUMEHEHUA, B CNyYasX USMEHEHUA U (MAKN) 4ONONHEHUSA NPOU3BOACTBEHHON NAOLWAAKM IEKAPCTBEHHOTO
CPeAcTBa, a TaKXKe M3MEeHEeHMA NOoKasaTesiell KayecTBa /IeKapCTBEHHOro npenapaTta N8 BeTepMHAPHOro
npUMeHeHna U (M1n) MEeToA40B KOHTPOJIA KayecTBa JIEKAPCTBEHHOro npenapaTta ANA BeTepUHApPHOro
NPUMeEHeHNA 3aABUTENb LONOJNHUTENIbHO NPeacTaBAseT B YNOJHOMOYEHHbIM denepanbHblit opraH
NCNOJIHUTENbHOM BNACTU Ciegylolne 4OKYMEHTbI (CBeaeHus):

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

1) cBepeHuns o gaTe NPeAoCTaBAEHWUA U PErUCTPALMOHHOM HOMEpe JIMLEH3MM HA MPOU3BOACTBO
NIEKapCTBEHHbIX CPeACTB, MNPeAOCTaB/IeHHOW MNPOM3BOAMTENO  JIEKAPCTBEHHOTO  npenapaTta  Ans
BETEPUHAPHOro NPUMEHEHUS, ANA POCCUMNCKUX NPOU3BOAUTENEN;

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

2) cBefeHUa O AaTte NpeaoCTaB/leHUA U PerucTpauMoHHOM HOMEpe AULEH3MM Ha NPOM3BOACTBO
NeKapcTBEHHbIX CPEACTB, NPeAoCcTaBNeHHOM NPon3BoAUTEN0 GapMaLEBTUYECKON CybCTaHUMK, BXOOALLEN B
COCTaB /IeKapCTBEHHOTO NpenapaTta A1 BETePUHAPHOTo NPUMEHEHUA, AN POCCUMCKMX MPOU3BOANTENEN;
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) Konusa AOKYMEHTA, BblaHHOrO YNO/JHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENS AN1A KaXKA0M
NPoOu3BOACTBEHHON MJIOWAAKM JIEKApCTBEHHOrO MpenapaTa Agas BEeTepUMHAPHOro MNpPUMEHEHMA U
NnoATBEpPXKAAIOLWLEro COOTBETCTBME MPOU3BOAUTENA JNIEKAPCTBEHHOrO npenapaTta TpeboBaHMAM NpaBun
Hag/eXKallelr npousBOACTBEHHOM MPAKTUKM, W €ero nepeBos Ha pPYCCKUIN A3bIK, 3aBepeHHble B
YCTAaHOBNEHHOM MOPAAKE, @ TaKXKe KOMUA 3aK/AHYEHUA O COOTBETCTBUM MPOM3BOAUTENA NEKAPCTBEHHbIX
cpencTs TpeboBaHMAM NPaBU Hagaexallen NponsBoACTBEHHOM NPaAKTUKK, BblAaHHOIO YNOJTHOMOYEHHbIM
denepanbHbIM  OPraHOM  MUCMOJIHUTENBHOM BAACTU AN KaX4oM NpPOM3BOACTBEHHOM  MJIOWAAKM
JIeKapCTBEHHOrO npenapata A8 BETEePMHApPHOro MPUMEHEeHMA, AN60 Konus pelleHuMa O NpoBeseHuM
WHCMNEKTUPOBaHMA NPOM3BOANTENA IEKAPCTBEHHbIX CPEACTB, NPUHATOrO YNOJHOMOYEHHbIM deaepanbHbIm
OpraHOM UCMO/IHUTENIbHOM BAACTU ANA KaXKA0M NPOM3BOACTBEHHOM NOLAAKM IEKAPCTBEHHOMO Npenapara
ONA BETEPUHAPHOIO NPMMeHeHUA. YKa3aHHble AOKYMEHTbI NpeACcTaBAAsOTCA B C/ly4yae, ecim NpoM3BOACTBO
JNIeKapCTBEHHOrO NpenapaTta 4719 BeTepUHapHOro NPpMMeEHEHMs OCYLLLECTBAAETCA 3a npeaenamm Poccuinckom
depgepaunuy;

4) Konus  OOKYMEHTa, BblAAHHOTO  YMO/JIHOMOYEHHbIM OPraHOM CTpaHbl  MPOU3BOAMTENSA
dapmaueBTMHEeCKOMN cybCTaHUMM M NOATBEPKAAIOLLETO COOTBETCTBME NPOM3BOANTENA dapMaLLeBTUYECKON
cybCcTaHUMM, BXOAALWLEM B COCTaB JIEKAPCTBEHHOro mnpenapata [ANA BETEPUHAPHOro MNPUMEHEHWUs,
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TpeboBaHMAM MpPaBWU/ HagneXKaleh NPOU3BOACTBEHHOW MPaKTUKM, U ero nepeBod Ha PYCCKUMU A3bIK,
3aBepeHHble B YCTaHOB/JIEHHOM MOpAAKe, B Cayyae, eclv NpousBoACTBO dapmaLeBTUYECcKon cybcTaHuum
ocyuiecTBaseTca 3a npegenamu Poccuiickoin Peaepauniu.
(yacTb 1 B peq,. deaepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

1.1. B cnyyae MameHeHus W (MnM) AONONHEeHMA MPOU3BOACTBEHHOM N/OWAAKM NEeKAaPCTBEHHOro
CpeAcTBa AOKYMEHTbI, YKa3aHHble B YacTh 1 HacTosALLElN CTaTbW, NPEeACTaBAAOTCA 3aABUTE/IEM B OTHOLLEHUM
n3MeHAeMon 1 (M1M) AONONHAEMON NPOM3BOACTBEHHOM NNOLLLAAKN NEeKapCTBEHHOrO cpeacTea. PelleHne o
BHECEHUU U3MEHEHUI B JOKYMEHTbI, COAEPrKaLUMECa B PEMMCTPALMOHHOM A0Cbe Ha 3aperMcTPUpPOBaHHbIN
JNIEKAPCTBEHHbIN NpenapaT ANA BeTEPUHAPHOIo NPMMEHEHUSA, N 06 OTKase B UX BHECEHUM MPUHMMAETCA B
cnyyae HeobxoaMMOCTM NpPOBeAEHUS IKCMEPTM3bl JIEKAPCTBEHHOIO CPeACTBa B CPOK, He MpeBbllaoWmi
AeBaHoCTa pabounx AHEN, a B OCTasIbHbIX Cy4aax B CPOK, He NMpeBblllaoWwmii TpMALaTM pabounx gHen co
AHA NPUHATUA YNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM UCMONHUTEIbHOM BIACTU 3aABJIEHMA O BHECEHUN
TaKMX USMEHEHWA.

(yacTb 1.1 BBeaeHa depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

1.2. B cnyyae peopraHu3aumMm pepatens WAM BAagenbla PerncTpaupyoHHOro yAoCToBepeHUsA
NIeKapCTBEHHOrO MpenapaTa ANA BETEPUHAPHOIO MNPUMEHEHUA, pa3paboTynka uaM npomssoauTens
JIeKapCTBEHHOrO npenapaTa Aas BETEPUMHAPHOrO MPUMEHEHWUA B 3afBAEHWMM O BHECEHUM WU3MEHEHWN B
OOKYMEHTbI, CoAepKaLLMecs B PermcTpaLMoHHOM AOCbE Ha 3apErncTPUPOBaHHbIN IEKAPCTBEHHbIN Npenapar
ONA BETEPMHAPHOro NPUMEHEHMA, YKA3blBAlOTCA AaHHble AOKYMEHTa, MOATBEPKAAIOLWLEro BHeECeHWe
COOTBETCTBYHOLLMX U3MEHEHMIM B EAMHBIN rocynapCTBEHHbIN peecTp topuanyeckux auy, (o1 opraHMsaumi,
3aperncTpUpoBaHHbIX Ha TeppuTopUn Poccuiickoi depepaLimum), UM MHOTO AOKYMEHTA, MOATBEPKAAIOLLETO
peopraHM3aumio pPUANYECKOro Anua (4NA OpraHM3auMii, He 3apPerncTPUpPOBAHHbLIX Ha TeppuTopun
Poccuiickolt depepaumnn). 3asBneHME O BHECEHUM U3MEHEHWA B [OKYMEHTbl, coAepkalimeca B
PerucTpaLMoHHOM [0Cbe Ha 3aperncTpupOBaHHbIA NE€KApPCTBEHHbIM npenapat A/nAa BeTepuUHapPHOro
NPUMEHEHUA, U NpUaraemble K HeMy [JOKYMEHTbl NPeAcTaBAAIOTCA B YNOJHOMOYEHHbIN denepanbHbli
opraH WCNONHUTE/NIbHOM BAACTU He No3gHee Yem 4vepe3 TpuALaTb paboumx AHEW co AHA BHECEeHMUA
COOTBETCTBYHOLMX U3MEHEHMI B EAMHBIN rocygapCTBEHHbIN peecTp opuandecknx auy, (ona opraHMsaumi,
3aperucTpupoBaHHbIX Ha TeppuTopumn Poccuiickoin deapepauumn) uam co AHA NPUHATUA COOTBETCTBYHOLLENO
[OKYMEHTa, MOATBEP)KAAIOWEr0 pPeopraHM3aLMio  OpUAMYECKOro /vua (414 opraHusauuin, He
3aperucTpupoBaHHbIX Ha TeppuTopumn Poccuitickoli depepauun). B ciyyae peopraHusaumm gepkatens nam
BNafenbla pPerucTpaumMoHHOro yAOCTOBEPEHUA JIEKAPCTBEHHOrO npenapata A/l BeTepMHapHOro
NPUMeHeHMA 3asBAEHNE O BHECEHUU U3MEHEHWI B LOKYMEHTbI, COAEPKALLMECHA B PEFUCTPALMOHHOM A0Cbe
Ha 3apPerucTpMpOBaHHbLIA JIEKAPCTBEHHbIM MNpenapat A/A BETEPUMHAPHOrO MPUMEHEHMA, MNOoAAEeTCs
IOPUOMYECKMM NNLOM, KOTOPOMY B XO4€ peopraHusauuuM nepefaHo npaBo  BAALEHUS  TaKUM
PEruCTPaALMOHHBIM YAOCTOBEPEHUEM.

(yacTb 1.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHeCEHUS U3MEHEHUW B AOKYMEHTbI, CoAeprKallMecs B PerucTpaLyMoHHOM A0Cbe Ha
3apPEerncTPUPOBaHHbIA NIEKAPCTBEHHbIM NpenapaTt A1a BeTepUHAPHOro MPUMEHEHUs, B OTHOLUEHWUU
CBeZEeHUN, yKa3aHHbIX B nognyHktax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 yactn 3 ctaTtbm 17 HacToALEero
denepanbHOro 3akoHa, U3MEHEHUA U (MNK) A0NONHEHWNA NPOU3BOACTBEHHOW MAOLWAAKM EKAPCTBEHHOTO
CpencTBa, a TaKXe B CAyyae WM3MEHEeHMA MNOKasaTesiel KayecTBa J1IeKApCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUA U (MAK) MeToAOB KOHTPO/IA KayecTBa JIeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIro MPUMEHEHMA MPOBOAMUTCS 3KCNEPTU3a JIEKAPCTBEHHOro CpeacTBa A/ BETEPUHAPHOro
npumeHexHus. B cnyyae HeobXoAMMOCTM BHECEHWUS MHbIX M3MEHEHW B AOKYMEHTbl, coaeprkalimeca B
PEermcTpauMoHHOM [O0Cbe Ha 3aperMcTpMpPOBaHHbIN JIEKAPCTBEHHbIM npenapaTt ANnA BeTepPUHAPHOro
NPUMeHeHMA, 3KCNepTU3a IeKapCTBEHHOro CPeACcTBa A1 BETEPMHAPHOIo NPUMEHEHMA He NPOBOAUTCA.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-d3)

3. 3anABuUTeNb BNpaBe NpPeacTaBUTb N0 COHCTBEHHOM MHULMATMBE BMECTe C 3asiB/IEHMEM O BHECEHUU
M3MEHEeHWA B [AOKYMEHTbl, COAep)Kalimecs B PEerncTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI
NeKapcTBeHHbIV NpenapaT 414 BeTepUHaAPHOro NpMMeHeHMA, KONUM A0KYMEHTOB, NOATBEPKAAIOWMX yinaTy
rocyAapCTBEHHOW MOLW/MHbI 32 BHECEHME B AOKYMEHTbl, COAeprKallMeca B PerMcTpalMoHHOM AOCbe Ha
3aperMcTpupoBaHHbI  IeKAapPCTBEHHbIM NpenapaTt Ana BETepPUHAPHOro MPUMEHEHMUs, W3MEHEHUM,
Tpebylowmnx MNPOBEAEHMA 3KCMepTU3bl /IeKAapCTBEHHOTO CPeACTBa, WMAM WU3MEHeHUMN, He Tpebylolwmx
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NpoBeAeHMA 3KCNepTU3bl NEKAPCTBEHHOMO cpeacTea. B cnyyae HeOBXOAMMOCTUM M3MEHEHUA CBEAEHWN,
cofepKawmxca B PeruMcTpaulMoOHHOM YAOCTOBEPEHUM JIEKAPCTBEHHOrO npenapaTta AAA BeTepUHApPHOro
NPUMEHEHUA, C 3aABNIEHNEM, YKA3aHHbIM B YacTM 1 HACTOALWEN CTaTbM, 3aABUTENb BNPABe NpeacTaBuTb Mo
COH6CTBEHHON MHULMATMBE KOMUIO AOKYMEHTA, NOATBEPKAAIOWErO YNAATy rocyAapCTBEHHOW MOLW/MHbI 33
Bbl4ayy perMcTpaLMoHHOro yA0CTOBEPEHMA IeKapCTBEHHOMO Npenapara. 3aaBnTeNb BNpaBe NpeacTaBUTb No
co6CTBEHHOM MHMLMATMBE CBEAEHMA O INLEH3UAX, YKa3aHHble B MyHKTax 1 1 2 yactu 1 HacToALWEel CTaTbM, a
TaKKe BblgaBaemMble YNOJHOMOYEHHbIMWU deaepanbHbIMU OpraHaMM UCNONHUTENBHOW BAACTU SOKYMEHTI,
yKa3aHHble B MyHKTe 3 yacTh 1 HacToAwweln cTaTbu. B cayyae HenpeacTaBAeHUA yKa3aHHbIX AOKYMEHTOB
(cBepeHui) ynonHoMoueHHbIM deaepanbHblit opraH UCMOJHUTENIbHOW BIACTU 3anpallMBaeT yKasaHHble
OOKYMeHTbI (cBegeHMA) B NopALKe MeKBEeLOMCTBEHHOTO MHGOPMALMOHHOIO B3aUMOAENCTBUS.

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

4. B cpoK, He npeBblllalOWKUA AeCaTU pabounx AHEen co AHS MOCTYN/IeHWA yKasaHHoOro B 4actm 1
HACTOALLEN CTaTbWM 33ABMEHMA M HEOBXOAMMbIX LOKYMEHTOB, YMNOJHOMOYEHHbIM ¢enepanbHbii opraH
NCNOJIHUTENbHOW BNaCTHU:

1) npoBOAUT MPOBEPKY MOJIHOTbI M AOCTOBEPHOCTM CBEAEHWN, COAEpKalMXcA B MpeacTaBieHHbIX
3aABUTeNEM AOKYMEHTaX;

2) NPUHUMaET pelleHne o nposeaeHNUN 3KCNepTn3bl 1IEKAPCTBEHHOIO CpeacTtsa ANA BETEPUHAPHOIO
NPpUMeHeHUNA Naun 06 oTKase B ee npoBeaeHuN;

3) yBesomnseT B NMUCbMEHHON Gopme 3asaBUTENA O MPUHATOM PELIeHUM WKW B C/iyYae MPUHATUA
pelieHna o6 oTKase B NpoBeAeHMUM SKCNEePTM3bl IEKaPCTBEHHOTO CPeACTBa A4/1A BEeTePUHAPHOro NpUMeHEHUA
C YKa3aHMeM NPUYMH TaKoro oTKasa.

4.1. B cnyyae BbiABNEHUA HEJOCTOBEPHOCTU U (UAM) HEAOCTaTOYHOCTU CBeAEHUIA, CoOAepHKaLlmMxXca B
NpeAcTaB/NeHHbIX 3aABUTENEM [OO0KYMEHTaX, YNOJHOMOYEHHbIN deaepanbHblii OpraH WMCNONHUTENbHOM
B/1aCTU HanpaB/seT 3aaBUTEN0 3anpoc 06 YTOUHEHUWN YKa3aHHbIX CBeAEHUIN. 3anpoc MOKeT bbiTb NepenaH
YNOJHOMOYEHHOMY NPeaCTaBUTENIO 3aABUTENA NOA PACNMCKY, HANPaB/eH MO NoYTe 3aKasHbIM MUCbMOM UK
nepegaH B 3/IEKTPOHHOM popme NO TeNeKOMMYHWKALMOHHbIM KaHanam cBaAsu. B cnyyae HanpaBneHusA
3anpoca 06 YyTOYHEHUWN YKa3aHHbIX CBEAEHWNI NO NoYTe 3aKasHbIM NMUCbMOM OH CYMUTAETCA NOAYYEHHbIM MO
NCTEYEHUN LLECTM AHEN C AaTbl HaNpaBAEHUA 3aKa3HOro NMcbMma.

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

4.2. 3anaBuTenb obsa3aH NpeacTaBUTb OTBET Ha 3anMpoc YNoJHOMOYEeHHOro deaepanbHOro OopraHa
WCNOJIHUTENIbHOM B/IACTM B CPOK, HE MPEBbILWAOWMIA AeBAHOCTA pabounx AHEN CO AHA NOYYEHUs AAaHHOTO
3anpoca. CpokK, yKasaHHble B YacTn 1.1 HacToswen cTaTbl, NPMOCTAHABIMBAIOTCA CO AHA HanpasieHuA
3aABUTE/IIO 3aNpOCa YNOJIHOMOYEHHOTO desepanbHOro opraHa UCNOAHUTENbHOM BAACTU A0 AHA NONYYeHUs
OTBETa Ha AaHHbIA 3aNpPoC U HE YYUTbIBAIOTCA MPU UCUMCAEHUU CPOKA MPUHATUA PELUEHUA O BHECEHUM
M3MEHEHUA B [OKYMEHTbl, coZep)Kalimecs B PerucTpauMoOHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
JIeKapCTBEHHbIM NpenapaT g8 BETePMHAPHOro NpUMeHeHUs.

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

5. OcHOBaHWeM A/11 OTKa3a B NPOBEAEHUMN IKCNepPTU3bI IEKaPCTBEHHOTO CPeACTBA A1 BEeTePUHAPHOTO
NPUMEHEHUA ABNAETCA MNPeACTaB/leHne AOKYMEHTOB, YKasaHHbIX B Yactax 1 u 3 HacToslwen cTaTbu, B
HenosHoM ob6beme WAW OTCYTCTBME B NpPeAcTaBAEHHbIX AOKYMEHTax AOCTaTOYHbIX CBEAEHUM,
NOATBEPXKAAOWMX HEeobX0AMMOCTb BHECEHMA W3MeHeHul, AMbo HenpeacTaBAeHME 3asBUTENEM B
YCTaHOB/IEHHbIN CPOK OTBETa Ha YKasaHHbIM B yacTu 4.1 HacToAwel cTaTbM 3anpoc YNOJAHOMOYEHHOro
denepanbHOro opraHa UCNOAHUTENLHOM BAACTY.

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

6. DKcnepTusa NEeKapCTBEHHOro cpeacTsa ANA BETEPUMHAPHOro NMPUMEHEHMA B LensxX BHeceHus
M3MEHEHUA B [AOKYMEHTbl, cogepaluecs B pPerncTpauMoHHOM JAOCbe Ha 3aperucTpupoBaHHbIN
NleKapCTBEHHbIN NpenapaTt 414 BeTepUHapPHOro NpUMeHeHus, OCyLLecTBAAETCA B NopsAAKe, YCTaHOBAEHHOM
cTatbein 24 HacTonawwero PenepanbHOro 3akoHa.

6.1. B CpPOK, He I'IF)EBbILIJaIOLLI,VIlz AecAaTn pa60qu AHEVI CO AHA NMOosly4YeHUA 3aKNK4YeHUA KOMUCCUn
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3KCMEePTOB MO pPe3y/ibTaTamM YKasaHHOM B YacTM 2 HACTOAWEN CTaTbW 3KCMepTU3bl, YNOJHOMOYEHHbIN
denepanbHbIt opraH UCNONHUTENbHOWN BNACTU:
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) NPUHUMAET pelleHne o BHeCEHNN N3MEHEHUI B AOKYMEHTbI, coaepalwmeca B permcTtpallMoHHOM
A0CbeE Ha 3aperMCTpMpOBaHHblﬁ HEKapCTBeHHbIﬁ npenapar anAa BETEPUHAPHOIo NpUMeHeHUA, UIn 06 oTKaze
BO BHECEHUUN TAKUX VI3M€H€HVIVI,‘

2) BHOCWT B rOCyAapCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBAHUM PELLUEHNA O BHECEHUU
M3MEHEHWA B [AOKYMEHTbl, COAep)Kallmecs B PEerncTpaumMoHHOM [0Cbe Ha 3apernmcTpupoBaHHbIN
NleKapcTBeHHbIN NpenapaT 410 BeTePUHAPHOro NpUMeHeHMs, HeobXoAMMble U3MEHEHUA W BO3BPaLLLAEeT 3TH
[AOKYMEHTbI 3aABUTENIO;

3) BblAgaeT 3anABUTE/IO0 HOBOE PErucTpauMOHHOE YAOCTOBEpPeHME JIeKapCTBEHHOro npenaparta gas
BETEPUHAPHOIO NPUMEHEHUA B Cy4ae HEOBXOAMMOCTU M3MEHEHUA CBEAEHUW, COAEPKALUMXCA B HEM, C
COXpaHeHWem HOMepa paHee BblAAHHOIO PErncTPaLMoHHOroO yAOCTOBEPEHUA JIEKAPCTBEHHOrNO npenaparta
ONA BETEPUHAPHOIo NPUMEHEHMA.

(n. 3 BBegeH depepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
(yacTb 6.1 BBeaeHa deaepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHWA U3MEHEHUI B SOKYMEHTbI, COAEPIKALLMECA B PErMCTPaLMOHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbIM JIEKaPCTBEHHbIN NpenapaT 414 BETEPUHAPHOIO NPUMEHEHMA, B YacCTW, Kacatowencs
M3MeHeHUa W (MnM) [ONONHEHUA MPOM3BOACTBEHHOW MJIOWAAKMA JIeKapCTBEHHOrO npenaparta, npu
npeacTaBNeHUM 3aABUTE/IEM B COOTBETCTBUM C NMYHKTOM 3 4YacTi 1 HAcToswWwen cTaTbM KOMUM pelueHus
yno/sHOMoYeHHOro denepanbHOro opraHa MCNOMHUTENbHOW BAACTM O NPOBEAEHWN WMHCNEKTUPOBAHMA
NPou3BOAMTENA NIEKAPCTBEHHbIX CPEACTB CPOK, YKasaHHbIM B 4Yactu 6.1 HacToAwwel cTaTby,
NPMOCTAHAB/IMBAETCA CO [AHA MNOJAYYEHUA 3aKAHOYEHMA KOMWMCCUM 3IKCMEPTOB [0 AHA MNPUHATMA
YNO/IHOMOYEHHbIM desepasnbHbIM OPraHOM UCMONHUTE/IbHON BAACTU pelleHua O Bblaaye uan ob oTkase B
Bblaye 3aK/JOYEHMA O COOTBETCTBUMM MPOM3BOAMTENA IEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasun
HaZ/ieXKallei NpoM3BOACTBEHHOW NPAKTUKKM, HO He Bosiee YeM Ha CTO BOCEMbAECAT Paboumx gHew.

(yacTb 6.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM JAns OTKasa BO BHECEHMM W3MEHEHUMA B [OOKYMEHTbl, cogeprKalmecs B
pPerucTpaumMoHHOM [0Cbe Ha 3aperucTpPUpPOBAHHbIM NIEeKAapCTBEHHbIM MNpenapaT ANA BeTepUHAPHOro
NPUMEHEHUA, B CAy4Yasx, He TPebylowmMx NPOoBEeAEHNs 3KCNepTU3bl NEKAPCTBEHHOro cpeacTBa, ABASETCA
npeacraBNeHne AOKYMEHTOB, YKa3aHHbIX B 4YacTax 1 M 3 HacToAweWn cTaTbW, B HEMOJSIHOM 0bbeme uau
OTCYTCTBME B MPEACTABAEHHbIX OOKYMEHTaX CBeAeHWl, KOTopble AO/KHbI ObiTb B HUX OTpPaXKeHbl, MO0
HenpeacTaBAeHNe 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTh 4.1 HacToALLEeN CTaTbK
3anpoc ynoJsIHOMO4YeHHOro ¢denepasibHoOro opraHa MCNOHUTENBHOM BNACTHU.

(yactb 7 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM [AnA OTKa3a BO BHECEHUMM W3MEHEHWA B [AOKYMEHTbl, codeprKalimeca B
PerucTpaLMoHHOM [0Cbe HA 3aperncTpuMpOBaHHbIA NEKAapPCTBEHHbLIM Npenapat AnAa BeTepuUHapPHOro
NPUMEHEHMA, B CAy4vasx, Tpebyowmux NpoBefeHMA 3KCMepTM3bl JIEKAPCTBEHHOIO CpeacTBa, ABAAETCA
3aK0YEHME YNONHOMOYEHHOTO deaepasibHOro OpraHa NCNONHUTENBHOM BIACTU O BO3MOXHOCTU CHUMKEHMA
6€30MacHOCTH, KauecTBa, 3GPEKTUBHOCTUN IEKAPCTBEHHOrO NpenapaTa BCAeACTBME BHECEHUSA U3MEHEHUI B
YKa3aHHble OKYMEHTbI, OTKa3 YNOJHOMOYEHHOro peaepasbHOrO opraHa MCNONHUTENbHOM BAACTW B Bblgaye
3aK/Il0YEHMA O COOTBETCTBMM NPOU3BOAMUTENS IEKAPCTBEHHbIX CPEACTB TPEOOBAHMAM NPABU HaA/IeXKalLen
NPOW3BOACTBEHHON MPAKTUKM B C/ly4ae U3MEHEHUS U (MM) AONOJAHEHMA NPOU3BOACTBEHHOM MOLLAAKM
JIeKapCTBEHHOIO npenapaTa, eciv MPOM3BOACTBO JIEKAPCTBEHHOrO npenapata Aasa BeTepUHApPHOro
NPUMeHEHMA OCYyLLLECTBAAETCA 3a Npegenammn Poccuiickon ®eaepaumm, UaM OTCYTCTBUE STOFO 3aKAIOYEHMA.
(yacTb 7.1 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [onycKaerca obpallieHne NeKapcTBEHHbIX MPenapaTtoB A/1A BETEPUMHAPHOrO MPUMEHEHUA A0
MCTEYEHUA CPOKa roAHOCTM, NPOM3BEAEHHbIX B TeYEeHWE CTa BOCbMUAECATU AHEW nocne AaTtbl NPUHATUSA
YNONHOMOYEHHbIM defepanbHbiM OPraHOM UCMONHUTEIbHOW BNACTU PeLUeHUs O BHECEHUU U3MEHEHUI B
OOKYMEHTbI, COAeprKalmMecs B PErMCTPaUMOHHOM A0Cbe Ha JIeKapCTBEHHbIN Npenapat, B COOTBETCTBUU C
HopMaumel, cogepiKallenca B AOKYMEHTaX PErMCTPaUMOHHOroO A0Cbe Ha IEKAapCTBEHHbIV NpenapaTt 4o
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0ATbl NPUHATUA TaKOro peLleHmns.
(yacTb 8 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CrtaTba 32. OTMeHa rocyAapCcTBEHHOM perucTpaumm 1eKapcTBEHHOro npenapara

PeweHne 06 oTmeHe FOCY,ﬂ,apCTBEHHOVI perncrpaunn nekapCrBeHHOro npenaparta U UCKAKYEHUN
NEKAPCTBEHHOIo npenaparta W3 TrocydapCTBEHHOIoO peecTtpa /1EKAPCTBEHHbLIX CPeACTB NPUHUMaETCA
YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom WUCNONHUTENbHOW BNAaCTU B Cnydae:

1) npeacraBaeHMUn COOTBETCTBYIOWMUM YNOJHOMOYEHHbIM degepasibHbIM OPraHOM MUCMOJHUTE/IbHOW
BNACTM 3aK/IIOYEHMA O PUCKE UM 00 yrpo3e 340PO0BbI0, }KM3HU YE/TOBEKA UM KMBOTHOIO NMPU NPUMEHEHUM
JIeKapCTBEHHOrO npenapaTa, NpeBbiatowmx ero 3pPeKTMBHOCTb, MO Pe3y/bTaTam OCYLLECTB/IAEMOro UM
MOHUTOPUHIa 6e30MacHOCTN 1eKaPCTBEHHOTO NpenapaTa;

2) nozauun aepyKatenem WAW BAAAEIbLEM PErncTpaLMOHHOIO YAOCTOBEPEHUA JIEKAaPCTBEHHOTO
npenapata WAM YMNOAHOMOYEHHbIM UM OPYTUM  OPUAMYECKMM AULOM 3asBfieHUAa 06 oTMeHe
rocyAapCTBEHHOM PerncTpaunmn 1ekapcTBeHHOro npenapara;

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

3) HenoATBepKAEHWA rOCYAAPCTBEHHOM PEerMcTpauMu ieKapcTBEHHOro npenapaTta No MCTeYeHUM
CPOKa AeiNcTBUA perncTpaumMoHHOrNo ya0CTOBEPEHWSA, BblAAHHOIO Ha NATb /IET;

4) HenpeAcTaBAeHUA 3aaBuTeNeM MHOOPMaLMM, KOTOPas MOXKET NoB/edyb 3a cobon HeobXxoaAMMOCTb
BHECEHUA U3MEHEHUI B LOKYMEHTbI, COAEPKALLMECA B PETMCTPALMOHHOM A0CbE HA 3aPEerMCTPUPOBAHHbIN
JNIEKAPCTBEHHbIN Npenapar, B TeYeHne Tpmuauatn paboumx aHen co AHA HaCTyNAeHMA 3TUX USMEHEHWNI;

5) ocywecTBieHWa rocyZapCTBEHHOW PerncTpaumMm eKapcTBEHHOTO Mpenapata noj, TOProsbim
HaMMeHOBaHMEM 3apPEerMcTPUpPOBAHHOrO paHee MoA 3TUM TOProBbIM HaMMEHOBAHMEM /1IeKAapPCTBEHHOMO
npenapara, OT/IMYaoLW,Eroca Ka4ecTBeHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocyllecTBNeHMA rocyaapCcTBEHHOM perncTpauum o4HOro U TOTO YKe NeKapCTBEHHOro npenapara B
OTHOWIEHMM OOHOFO M TOr0 Xe JepXaTtena WAW BAagenbla pPerncTpaumMoHHOro YA0CTOBEPEHUA
JIeKapCTBEHHOrO Npenapara B BUAe AByX 1 6o/1ee NeKapCcTBEHHbIX NpenapaTos Nnog, pas/iMiyHbIMU TOProBbIMU
HanMMeHOBaHUAMMU,

(n. 6 B pea. epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BbIHECEHMA CYAOM PEeLUeHUs O HapyLeHWUM NpaB NpaBoobnagatens 06BbEKTOB MHTENNEKTYaIbHOM
cob6CTBEHHOCTM NpY 06PALLEHMM TIEKAPCTBEHHbIX CPEACTB;

8) oTcyTCTBUMA NeKapcTBEHHOTO NpenapaTta B obpaleHumn B Poccuiickoin depepaumm B TedeHUe Tpex 1
bonee ner;
(n. 8 BBeaeH denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINOJIHEHMA  AepXKaTefieM WAM  BRafeNblLemM  PerncTpauumoHHOro  yAoCTOBepeHus
JIeKapCTBEHHOro npenaparta Mb6o yNnoaHOMOYEHHbIM UMW APYTUM FOPUANYECKMM NMLLOM MePONpUATUIA No
obecneyeHno  6e€30MaCHOCTM  JIEKAPCTBEHHbIX  MNpenapaTtoB, YCTAHOBAEHHbIX  YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM MUCMOJIHUTENIBHOM B/IACTU B COOTBETCTBUM C YacTAMU 3 U 4 cTaTbn 64 HacTosLero
depnepanbHOro 3aKOHa, B pamMKax ocyLLecTBneHuns ¢apmakoHan3opa;

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

10) oTKasza JgeprKaTens wWAM BAaZeNbla PEerucTpalMoHHOrO yA0CTOBEPEHWA JIeKapCTBEHHOTO
npenapata An60 YNOJHOMOYEHHOrO MMM APYroro OPUAMYECKOro Jvua OT BHECEHUSA W3MEHEHWA B
MHCTPYKLMIO MO NPUMEHEHMIO NeKapCTBEHHOMO NpenapaTa, KacatoLmXca HOBbIX MOATBEPKAEHHbIX AAaHHbIX
O TOM, YTO PUCK MNPUUYMHEHMA Bpeda 340POBbI0 Ye/I0BEKA WAM MMBOTHOTO BCAEACTBME Mpuema
NleKapcTBeHHOTO NpenapaTa npesbiwaeT 3GPEKTUBHOCTb €r0 MPUMEHEHMS.

(n. 10 BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2023 cT. 32 gononHaeTca n. 11 ($3 o1 27.12.2019 N 475-93).

CraTtba 33. locyAapCcTBEHHbINA peecTp 1IeKapCTBEeHHbIX CpeacTB

1. TocypapcTBeHHbI peecTp JIeKApCTBEHHbIX CPeACTB COAEPMT MepeyeHb JIeKAPCTBEHHbIX
npenapaTos, NPOLWEAWNX FOCYAapPCTBEHHYIO PErvcTpauuio, nepevyeHb GapmMaueBTUYECKMX CybCcTaHUUM,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX MPenapaTtos, U CleayoLwyo MHopmMaLmio:

1) B OTHOLWEHWUN NEKAPCTBEHHbLIX MPENAPATOB:

a) HauMmeHOBaHWE NEKApPCTBEHHOro npenapata (MeXxayHapogHoe HemnaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOEe HaMMeHOBaHMA);
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcrteeHHas Gopma C yKasaHMEM [J03MPOBKM JIEKapCTBEHHOrO npenapaTta M ero Ko/An4YecTsa B
NoTPeBbUTENLCKON YNAaKOBKE;

B) HAMMEHOBaHME AeprKaTena Uan BNaLeNbLA PErMCTPALLMOHHOIO YAOCTOBEPEHUA 1EKAPCTBEHHOIO
npenapata U CBeAEHMA O pernctpauuu AepaTens Uan BAafdenbla PerucTpauMoHHOro yaocToBepeHus
JIeKApCTBEHHOrO MpenapaTta Ana MeAMUMHCKOTO NPUMEHEHUA B KayecTBe HasoronsiatesibliMKa B CTpaHe
perucTpaumnmn (o1a POCCUNCKUX HOPUAMYECKUX NIUL, - UOEHTUOUKALMOHHbBIA HOMEp HasoronsatesblimKa
(MHH), ona MHOCTPaHHBIX OPUANYECKUX MWL, - CTPaHa PerucTpaumm, HauMeHOBaHWE PEerncTpUpyoLLero
OpraHa, PerucTpaumoHHbIi HOMep, KO HasnoroniatesbwmKa B CTpaHe perncrpaumm (MHKoprnopaunmn) nam
ero aHasnor);

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

r) HauMeHOBaHWE U aapec NPOU3BOAMTENA IEKAPCTBEHHOIO MNpenapaTa U CBeAeHWs O perncrpauum
NpoM3BOAUTENA  NIEKAPCTBEHHOTO Mpenapata Aaa  MeAUUMHCKOrO  MNPUMMEHEHMA B KadecTse
HasoroniaTenbluMKa B CTPaHe perucTpauumn (4n8 poOCCUIUCKUX IOPUAMYECKUX ANL, - MAEHTUDUKALMOHHBIN
Homep Hanoronnatenbwyka (MHH), ONA MHOCTPaHHbLIX HOPUANYECKMX /ML, - CTpaHa pPerucTpauuu,
HauMeHOBaHWE PErMCTPUPYIOLLEr0 OpraHa, PermcTpaumMoHHbIA HOMEpP, Kog, HaforonaatenbluMKa B CTpaHe
pernctpauuu (MHKopnopaumnun) Uam ero aHanor);

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

4) dapmakoTepaneBTUYecKan rpynna, KoA NeKapcTBEHHOrO NpenapaTa No aHaTOMO-TepaneBTUYECKO-
XMMUYECKON KnaccubuKaumm, peKomeHL0BaHHON BceMmpHOM opraHu3aLmen 34paBooxpaHeHus;
(nn."n" B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NOKa3aHMA 1 NPOTUBOMOKA3aHMNA K MPMMEHEHMIO IEKaPCTBEHHOTO Npenapara;
) N0bOYHbIE AeNCTBUA NEKAPCTBEHHOIO NpenapaTa;

3) CPOK rO4HOCTU NEKAPCTBEHHOrO Npenapara;

1) YCNOBUA XpaHEHNA NeKapCTBEHHOTO Npenapara;

K) yCNOBMSA OTMNYCKa JIEKAapCTBEHHOIO Npenapara;

N) Homep dpapMaKonNenHol’ CTaTbl UK B C/lyYae ee OTCYTCTBUA HOMep HOPMATUBHOM SOKYMEHTaL MK
Mb0 HOPMATUBHOTO JOKYMEHTa;

M) AaTa rocy4apcTBeHHOM perncTpaumm 1eKapcTBeHHOro npenaparta M ero perucTpaLmMoHHbIi Homep,
JaTa 3aMeHbl PEerncTpauMoHHOrO YAOCTOBEPEHMS J/IeKApCTBEHHOro npenapata Ha 6HeccpoyHoe
perncTpaunoHHoe ya0CcToBeEpPEeHME IEKAaPCTBEHHOrO Npenapara, AaTa NoAayn 3a8BieHnUA 0 NOATBEPKAEHUN
rocyAapCTBEHHOW perncTpaunm ekapcTBEHHOro npenapara, AaTa OTMEHbI roCy4apCTBEHHOW pernctpaumnm
NleKapcTBEHHOTO Npenapara;
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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H) KauyecCTBEHHbIN COCTaB U KOJIMYECTBEHHbIN COCTaB AEUCTBYIOLIMNX BELLECTB W KayeCTBEHHbI cocTas
BCMOMOraTe/ibHbIX BELLECTB 1eKapCTBEHHOro NpenapaTa;
(nn. "H" BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHpopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTeIbCKOM) YyNaKoBKY;
(nn. "o" BBeaeH PepepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-$3)

n) Aata MNPUHATMA pPeLleHUs O BO3MOMKHOCTM pacCcMaTpuBaTb J/IEKapCTBEHHbIA npenapaT npwu
rocyaapcTBeHHOW perncrTpauum B Kayectse opdaHHOro /IeKapCcTBEHHOro npenapara (41a NekapCcTBEeHHbIX
npenapaTtos 414 MeAULMHCKOro NpUMeHeHus);

(nn. "n" BBemeH dPepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa OT
27.12.2019 N 475-93)

p) HanuuMe NeKapCTBEHHOrO npenapata B MNepeyvyHe KU3HEHHO HeobBXOAMMbBIX U BayKHEMLMX
NleKapCcTBEHHbIX NPenapaTtos (410 NeKapCTBEHHbIX NPEnapaToB 418 MeAULMHCKOTO NPUMEHEHNA);
(nn. "p" BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PepepanbHOro 3akoHa oOT
27.12.2019 N 475-93)

C) HannuMe B NIEKAPCTBEHHOM MNpenapaTe HAPKOTUYECKUX CPeACTB, NMCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, Noasexalmx KoOHTpoato B Poccuiickon Pepepaumm, B COOTBETCTBMU C 3aKOHOLATENLCTBOM
Poccuiickoit degepaunm, mexayHapoaHbiMn gorosopamu Poccuitickoit Pepepaunm, B Tom ymcae EgnHoi
KOHBEHUMEN 0 HapKoTUYecKkmx cpeactsax 1961 roaa n KoHBeHUMeER 0 NCUXOTPONHbIX BelecTeax 1971 roaa;
(nn. "c" BBeaeH PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

T) WHPopmaums O TOM, SABAAETCA /W JaHHbIA  JIeKapCTBEHHbIM npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NPenapaTom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

y) cBeAeHuMA O nopjaye 3anABJEHMA O BHECEHWM M3MEHEHWI B OOKYMEHTbl, coAeprKalimeca B
perncTpaunoHHOM A0Cbe Ha NEKAPCTBEHHbIM Npenapar;
(nn. "y" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PegepanbHbiit 3aKoH 0T 27.12.2019 N 475-93;

X) CPOK BBeAEHUs IeKapCTBEHHOrO Npenapara B rpax4aHCcKuii 060porT;
(nn. "x" BBeaeH dPenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapMaLLeBTUYECKUX CYyDCTaHLMIA:

a) HaumeHoBaHue <¢dapMaLeBTUYECKOM CcybcTaHUMKM (MeKayHapo4Hoe HenaTeHTOBaHHOEe, WM
rpynnuMpoBOYHOE, UM XMMUYECKOEe M TOProBoe HaMMeHOBaHWA);
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HanmeHOBaHWe 1 aapec NponsBoauTens papmaLeBTUYECcKo cybcTaHLMm;
B) CPOK rogHoCcTM dhapmaLeBTUYECKOW CybCcTaHLUK;
r) ycnosus xpaHeHua ¢bapmMau,eBTUYECKOM cybcTaHLmuy;

A) Homep dapmaKonenHon cTaTbM MK B C/lyYae ee OTCYTCTBMA HOMEpP HOPMaTMBHOMN AOKYMEHTaL MM
NM60 HOPMATUBHOTO AOKYMEHT3;

e) Hannume dapmaueBTUYECKOW CybCTaHUMM B nepeyHe HApPKOTMUYECKUX CPeacTB, NMCUXOTPOMHbIX
BELLECTB M WX MPEKypcopoB, MoAferKawmx KOHTpoaw B Poccuitckolt depepaumm, B COOTBETCTBUM C
3aKoHoaaTenbcTBOM Poccuinckoit Pepepaunn, mexxayHapoaHbiMm gorosopamm Poccuinckoin Pepepaumn, B
ToM umcne EanHOM KoHBeHUMel 0 HapKoTuuyeckux cpeactsax 1961 roga u KoHBeHLMEN O MCUXOTPOMHbIX
BewecTtBax 1971 roaa.

(nn. "e" BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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2. ®apmaueBTMyeckan cybcTaHUMA, NPOM3BeAeHHana AN Peanusaunn, MoXeT BbiTb BKAlOYeHa B
roCyZapCTBEHHbIM pPeecTp J/IeKApCTBEHHbIX CPeACTB Ha OCHOBAHMM 3anABAEHMA pa3paboTumKka uau
Npo13BOAUTENS SIEKAPCTBEHHOIO CpeacTBa MO0 YNONHOMOYEHHOTO MMM KOPUAMYECKOTO NLA NPU YCI0BUN
npoBegeHWa B OTHOWEHMM TaKoW  dapmMaueBTUYECKON  cybCcTaHUMM  3KCMNepTM3bl  KayecTBa
dbapmaueBTUYECKOM CcybCTaHUMKM B MOpPsAKe, YCTaHOBJAEHHOM cTaTbei 34 HacToAwero dPeaepanbHoro
3aKOHa. B OTHOWeHMM ¢apMaLeBTUYECKMX CcybCTaHUMIA, nNpoM3BeAeHHbIX [ANA  peanusaumu, B
rocyAapCTBEHHOM PEECTpPe IeKapCTBEHHbIX CPeACTB COAEPHKUTCA caeaytowan MHGopmaLmsa:

1) HaumeHoBaHWe dapmaLeBTUYECKOW cybcTaHuMM (MeXkayHapogHoe HenaTeHTOBaHHoe, WAn
rpPynnMpoBOYHOE, UM XMMUYECKOe M TOProBoe HaMMeHOBaHMWSA);

2) HaumeHoBaHWe, agpec npousBoanTensa dapmaLeBTUYECKON CyBCTaHUMKM, A TaKKe B OTHOLUEHUU
NIeKapCTBEHHbIX CPeACTB ANA MeAUUMHCKOrO NPUMEHEHUA CBEAEHUA O PerncTpaunmn npousBoamTens
dbapmaueBTUYECKON CybCTaHLMM B KAYeCTBE HaNOronnaTe bLiMKa B CTPaHe perucTpauun (a1 poccuinckux
IOPULMYECKUX NUL, - WUAEHTUPUKAUMOHHBIM HOMep Hanoronnatenbwyka (MHH), ana MHOCTpaHHbIX
IOPULMYECKMX NUL, - CTPAHA pPerncTpaumm, HaMMeHOBAaHWE PErUCTPUPYIOLLErO OpraHa, PervcTpaLnoHHbIN
HOMep, KoA HasoronaaTesblMKa B CTPAHe perucTpaunmn (MHKoprnopaymm) Man ero aHanor);

(n. 2 B pea. PepgepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTn hapmMaLEeBTUYECKOMN CybCcTaHLMu;
4) ycnosus xpaHeHUa GapmaL,eBTUYECKOM cybCcTaHLmu;

5) Homep papmaKkoneiiHoi ctaTbM IMBO B CyYae ee OTCYTCTBUA HOMEP HOPMAaTUBHOM AOKYMEHTaLUN
NN HOPMATUBHOIO AOKYMEHTa;

6) Hannume dapmaleBTUYECKOW CybCTaHUMM B NepeyHe HapKOTUYECKMX CPeAcTB, MCUXOTPOMHbIX
BELLECTB M WX MPEKypCcopOoB, MoA/eKallMx KOHTponw B Poccuitckolrt depepaumm, B COOTBETCTBUM C
3aKOHoaaTeNnbcTBOM Poccuiickon ®egepaumnm, mexxayHapoaHbiMK goroBopamm Poccuiickoin deaepaunu, B
ToM umcne EAnHON KoHBeHUMel 0 HapKoTudeckux cpeactsax 1961 roaa v KoHBeHUMEN O MCUXOTPOMHbIX
BewecTtBax 1971 roaa;

7) pata BKAouyeHMA dapmMaleBTMUYECKOW CyBCTaHUMW B rOCYAapCTBEHHbIA PEecTp NeKapCTBEHHbIX
CpeacTB, AaTa BHECEHWS U3MEHEHWI B AOKYMeHTbl papmaLeBTUYECKON CybCTaHLMK, [aTa UCKAKYEHUA
dapmaLLeBTMUYECKON CyOCTaHLLMKN U3 TOCYAapCTBEHHOMO peecTpa 1IeKapPCTBEHHbIX CPeACTB.

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

3. MNopAagoK BeAeHMA roCyAapCTBEHHOrO peecTpa /IeKapCTBEHHbIX CPeACTB ANA MeAMLMHCKOro
NPMMEHEHUA M MOPAAOK BeAeHMA rocyAapCTBEHHOMO peecTpa IeKapCTBEHHbIX CPEACTB A/1A BETePUHAPHOro
NPMMEHEHWUA  YTBEP)KAAIOTCA  COOTBETCTBYIOWMM  YMOJAHOMOYEHHbIM  desepanbHbiM  OpraHom
NCMNONHWUTENbHOW BAACTU.

CraTba 34. BKAloueHWe B rocyAapcTBEHHbIN peecTp NIeKapCTBEHHbIX CPEACTB M UCKAIOUYEHUE U3
rocyAapCcTBEHHOr0 peecTpa NIeKapCTBEHHbIX cpeacTB dpapmaueBTUUECKON cybcTaHuMu, nponsBeaeHHOM
ONA peanusauum
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona BKAO4YeHMA dapmaLeBTUYECKOM CybCTaHUMKW, NPOU3BEAEHHON [Ana peanusauuun, B
rocyaapcTBEHHbI PEECTp NeKapCTBEHHbIX CPeACTB, MPOBOAUTCA SKCNEepPTM3a ee KayecTBa.
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. DKCnepTM3a KayecTBa yKa3aHHOM B 4acTu 1 HacTosuel cTaTbh dapmaLeBTUYECKOW cybcTaHLmMy,
COCTaB/ieHME KOMUCCUEN IKCNEPTOB 3aK/OUYEHWUI Mo pe3ynbTaTaM 3TOW 3KCNepTUsbl U UX HanpasBaeHue B
YNO/IHOMOYEHHbIN  deaepanbHbli  OpraH WMCMONHUTENbHON B/IaCTU  OCYLLECTBAAIOTCA B CPOK, He
npesbllLaloWMi  WecTnaecaTm pabounx AHel co  AHA  MONYYEHUA SKCMEPTHbIM  yypeskaeHuem
COOTBETCTBYIOLLEro 3a4aHuA YMNoJAHOMOYEHHoro deaepanbHOro oOpraHa WCMOAHUTENbHOW BAacTU W
cneayowmx 4OKYMEHTOB (CBeAeHUN):

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


consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643DBC7D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDACB22A493E32B9C632C76F9384936DE1F984CBEA4C115DDACBCCCCC67777V4G
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDACB32E4F353BB9C632C76F9384936DE1F984CBEA4C115DDACBCCCCC67777V4G
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3D3CB9C632C76F9384936DE1EB8493E64E1646D9C9D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAFB12A4A3E3EB9C632C76F9384936DE1EB8493E64E1643DBCDD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAFB32C4A3F39B9C632C76F9384936DE1EB8493E64E1643DAC6D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3D3CB9C632C76F9384936DE1EB8493E64E1646DEC9D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3D3CB9C632C76F9384936DE1EB8493E64E1646DEC7D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB42E4D3E3EB9C632C76F9384936DE1EB8493E64E1641DBCBD99A973120948153ABD3768CD952BC7EVAG

64

1) cBeaeHns o gate NpPeaoCTaBAEHUA U PErncTpaLuMoHHOM HOMEpe NULEH3UW Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeaCcTB UK CBEAEHMA O AaTe NPeaoCTaBAEHUSA U PErUCTPALMOHHOM HOMEpPE 3aK/ToYeHNs
O COOTBETCTBUM MNPOU3BOAUTENSA JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM NpaBUMA  Hag/eKallen
NpPou3BOACTBEHHOMN NMPAKTUKM, BblAaHHbIX (MpeaocTaB/eHHbIX) YNOJHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCNOJIHUTENbHON BNAacTW, B C/Ay4Yae, ec/iM NPOM3BOACTBO JIEKAPCTBEHHOIO CPeAcTBa OCYLLECTBASAETCA B
Poccuitckoit Pepgepaumnu;
(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2) KonuA [OOKYMEHTa, BblAAHHOMO YMO/NHOMOYEHHbIM OPraHOM  CTPaHbl  MPOWU3BOAMUTENS
JIeKapCTBEHHOIO CPeAcTBa U NOATBEPKAAIOWENO pa3pelleHne NpomM3BOACTBA JIEKAPCTBEHHOrO CpeacTBa, U
€ro nepesoj, Ha PYCCKMI A3bIK, 3aBEpPEHHble B YCTAHOB/IEHHOM MOPAAKE, 3 TAKMKE KOMUA 3aKN0YeHUs O
COOTBETCTBUM  MPOU3BOAMTENSA  JIEKAPCTBEHHbIX CpeacTB  TpeboBaHMAM  MNpPaBWA  HaAsexKallein
NPOW3BOACTBEHHON MPAKTUKK, BblAAHHOIO YNONHOMOYEHHbIM defepasbHbiM OpPraHOM MCNONHUTE/IbHOM
BNACTU, MO0 KOMUS peLleHUs YMNoJIHOMOYEHHOro ¢enepanbHOro opraHa WCMONHUTENIbHOW BAacTU O
NpoBeAeHUM WHCMNEKTUPOBaHMA NPOU3BOAMUTENA JIEKAPCTBEHHOIO CcpeacTBa. YKasaHHble [OKYMEHTbI
npeAcTaBAAOTCA B C/lyyae, ec/iv NPOM3BOACTBO /IEKAPCTBEHHOTO CPEACTBA OCYLLECTBAAETCA 3a Npeaenamu
Poccuiickoin Pepepaunu;

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

3) [OKYMEHT, cogeprKalymii cnegytolme ceegeHna o papmaleBTUYecKol cybcTaHumm:

a) HaumeHoBaHWe dpapmaLEeBTUYECKOM CybCTaHLMM, ee CTPYKTYypa, obLme CBOMCTBa;

6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;

B) TeXHO/JIOrMA MPOU3BOACTBA C OMWCAHMEM CTaZuMil MPOU3BOACTBA U METOA0B KOHTPO/IA Ha BCEX
cTagmaAx NPon3BO/CTBa;

r) onucaHue paspaboTku Npouecca NPoOM3BOACTBA;

[l) oNncaHne KOHTPOAA KPUTUUYECKUX CTaAMI Npouecca NPOn3BOACTBa M NPOMEKYTOYHOW NPOAYKLMY;
€) AOKyMeHTaIbHOe NOoATBEpXKAeHME (BanmMaaLma) NpoLeccos U (M1M) X OLLEHKa;

) CBOMCTBa M CTPYKTYpa AEMCTBYIOLLMX BELLECTB;

3) XapaKTepucT1Ka Nnpumecen;

n) cneundmrKauma Ha papmaLeBTUYECKYIO CybCTaHUMIO U ee 060CHOBAHUE;

K) aHanuTUYeckMe MeTOAMKM, UCMOAb3yemMble MNpU  OCYWECTBAIEHUM KOHTPOAA  KayecTsa
dapmaLeBTMYECKON cybCcTaHLMu;

N) AOKYMeHTa/bHOoe MoATBep:kAeHue (Banuaauuma) aHanUTUYECKUX MEeTOAMK, UCMOJb3yembiX Mpu
OCYLLECTB/IEHUN KOHTPO/IA KayecTBa ¢papmaLleBTUYECKOW cybcTaHUMu;

M) pe3ynbTaTbl aHaM3a cepuii bapmaLeBTUYECKoW cybcTaHUnm;

H) nepeyvyeHb CTaHAAPTHbIX o6pa3u,03 U1 BewecTtB, NCNOJIb3yeMbIX NPU OCYLLECTB/IEHNN KOHTPOANA
Ka4ecCTBa,

0) onucaHue xapaKTepPUCTUK N CBOMCTB YNaKOBOYHbIX MaTePMasioB M YKYNOPOUHbIX CPEACTB;
n) gaHHble 0 cTabunbHOCTU GapmaLLeBTUYECKOKN cybcTaHuuu;
p) cpoK rogHocTy;

4) NOKYMEHT, CoAepalinin cBeieHMsa O PerucTpaummn Npom3BoaANTENA NEKAPCTBEHHbIX CPeACcTB As
MEANLMHCKOTO MPUMEHEHMA B KauyecTBe HasoronsatesibliMKka B cTpaHe perucrpauumn (ans poccUincKux
IOPUAMYECKUX NUL, - UAEHTUOUKAUMOHHBLIN HOMep Hanoronnatenswiuka (MHH), Ana MHOCTPaHHbIX
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OPUANYECKMX UL, - CTPaHA perncrpauum, HaMMeHOBaHME PErvcTPUPYHOLLErO OpraHa, PervcTpaLMoHHbIN
HOMep, KoA HasoronaaTenblMKa B CTPAaHe perncrTpaunmn (MHKopnopauuun) uam ero aHanor).
(n. 4 BBegeH ®epepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. lnAa npoBeAeHMA 3KCNepTU3bl KAYeCTBa YKa3aHHOM B YacTu 1 HacToswen cTaTbm dapmaLeBTUYECKOM
cybcTaHumMm 3aaBMUTENb NPEACTABAAET B YNOJHOMOYEHHbIN deaepasbHbli OpraH UCNOHUTEIbHOM B/1ACTuU:

1) 3anABfeHME O BK/OYEHUM B TOCYAAPCTBEHHbINM pPeecTp /eKapCTBEHHbIX CPeacTB AaHHOWM
dapmaueBTMUEcKoM cybcTaHLmu;

2) KonuAa [OKYMeHTa, NoATBEPKAAtoWeEero ynaaty rocygapCTBEHHOW MOLW/WMHbBI 33 BKIOYEHME B
rocyAapCTBEHHbIN PeecTp NIeKapcTBEHHbIX CPeacTB papmaLLeBTUYECKOW cybcTaHUMK, Npou3BeaeHHON ans
peanusaumn, 1Mbo No cobCcTBEHHOM MHUUMATMBE YKasaHHbIM LOKYMEHT. B ciyyae ero HenpeacTaBneHuUs
3aABUTENEM YMNOJIHOMOYEHHbIN deaepanbHblii OpraH MCNOMHUTENbHOM BAACcTM npoBepseT GaKT ynaatbl
rocyAapCTBEHHOW MOLW/MHbI 3aABUTENIEM C MCMNONb30BaHMEM MHbOPMaUMM 06 ynaaTe rocyAapcTBEHHOWM
NOW/UHbLI, codep)Kaweica B [0OCysapcTBEHHOMW MHOOPMALMOHHOW CUCTEME O FOCYAAPCTBEHHbIX U
MYHUUMNANbHLIX MNiaTe)axX, Ha OCHOBaHWWM MpPeACTaBJAEHHOW 3asABUTENeM KOMUKW  OOKYMEHTa,
NOATBEPKAAIOLLErO YNAaTy rocy4apCTBEHHOM NOLW/IMHDI;

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

3) [OKYMEHTbI, YKa3aHHble B YaCTW 2 HACTOALLEN CTaTby;
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3asABneHWe O Bblgaye paspeleHus Ha BBO3 B Pocculickyio depepaumio KOHKPETHON MapTum
He3aperncTpupoBaHHOrO NEKAPCTBEHHOIO CPeACTBa, MNpeAHasHa4YeHHOro AnA MNPOBEAEHUA YKa3aHHOMU
3KCNepTm3bl.

(n. 4 BBegeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeAacTaBAEeHMA C 3aABNEHMEM O BK/IOYEHMM B TFOCYAAPCTBEHHbLIN peecTp
JIeKapCTBEHHbIX cpeacTB dapmMaleBTUYecKOW cybCcTaHUMKM [AOKYMEHTOB, MOATBEP)KAAOWMX ynaaTty
rocya4apCTBEHHOM NOLW/IMHBI U YKa3aHHbIX B NMYHKTe 2 4acTW 3 HaCTOALWEN CTaTbW, a TaKXKe BblAaBaeMbIX
(npepocTaBnaembix) yNnoaHOMOYEHHbIMU deaepasbHbIMU OpraHamm UCNONHUTENIbHOW BNACTU AOKYMEHTOB
(cBeaeHMit), ykazaHHbIX B NyHKTax 1 M 2 4yacTu 2 HaCTOALLLEN CTaTbK, YNOJHOMOYEHHbIN deaepasibHblii opraH
NCMNOJIHUTENbHOM BN1AaCTU 3anpallnBaeT yKasaHHble 4OKYMEHTbI (CBeAeHMA) B NopAaKe MeXBEeA0MCTBEHHOTO
MHGOPMALMOHHOIO B3aMMOLENCTBUA.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-03)

4. B TeyeHue gecaty paboumnx gHen co gHA NPUHATUA 3aABAEHUA O BKIKOYEHMM YKa3aHHOM B Yyactu 1
HacTosLen cTaTbn dapmaueBTUYECKOM CyBCTaHUMM B rOCYAapPCTBEHHbIV PeecTp JIEKapCTBEHHbIX CPeACTB U
AOKYMEHTOB, Mepeync/ieHHbx B YacTh 1 M nyHKTe 2 4yacTu 3 HacToAwel CTaTbM, YNOJHOMOYEHHbIV
denepanbHbIit opraH UCNOAHUTENbHOWN BNACTH:

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

1) npoBoOAUT MpPOBEPKY NOMHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEPNKALMXCA B MPeACTaBAeHHbIX
3aABUTENEM AOKYMEHTaX;
(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpPUYHMMaET pelleHWe O HanpaBAeHMM B 3KCMNEPTHOE ydypexaeHue 3afaHuA Ha npoBeaeHue
3KCMepTU3bl KayecTBa yKasaHHOW B 4YacTuM 1 HacTosAwel ctaTbn papmaueBTUYECKON cybCcTaHuMKM mMam ob
OTKa3e B TAKOM HanpaBAeHuY;

3) yBeAOMASAET B 3N1EKTPOHHON WUAM MUCbMEHHOW popme 3anaBUTENA O NMPUHATOM PEeLueHUU WU B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro OTKasa.
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIABAEHUSA HEAOCTOBEPHOCTM CBeAeHWI, COAEPIKALIMXCA B NpeacTaBAEHHbIX
3aABUTENEM MaTepuanax, ynosHOMOYEHHbIN deaepanbHblii OpraH UCMNOAHUTENbHOM BAACTM HanpaBaseT
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3anABUTE/II0 3anpoc 06 YTOYHEHWUW YKas3aHHbIX cBeAeHMW. [aHHbIA 3anpoc MOMKET ObiTb nepeaaH
YNONHOMOYEHHOMY NPEACTAaBUTE/NI0 3aBUTENA JIMMHO MOA PACnUCKy, HanpaBaeH MO Mo4yTe 3aKa3Hbim
NMUCbMOM WUAWN MepefaH B 3NEKTPOHHON GopMe Mo TeNEKOMMYHUKALUMOHHbIM KaHanam ceAsu. B cnyyae
HanpaBAeHMA AAHHOro 3anpoca NO NoYTe 3aKa3HbIM MUCbMOM OH CYMUTAETCA MOJAYYEHHbIM MO UCTEYEHUU
LIecTM AHel ¢ AaTbl HaNpaB/eHMA 3aKa3HOro NUCbMma.
(yacTb 4.1 BBeaeHa PeaepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. 3anaBuTenb 06a3aH nNpeacTaBUTb OTBET HA 3aMpoC YNOJHOMOYEHHoro denepanbHOro opraHa
WCMOJIHUTE/IbHOM B/1IAaCTU B CPOK, HE MPEBbIWAOWMA AEBAHOCTA PAaboUnX AHEM CO AHA NOJIyY4eHMA AaHHOIo
3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HACTOALLEN CTAaTbM, NMPUOCTAHAB/IMBAETCA CO AHA HanpaB/ieHuA
3aABUTE/IIO 3aNpOCa YNOJIHOMOYEHHOTO pesepasbHOro opraHa UCNOAHUTENBHOM BAACTU A0 AHA NONYYeHUA
MM OTBETa Ha [AaHHbIA 3aMpoC M HE Y4YUTbIBAETCA MPU WUCYUCAEHUM CPOKA IKCNEpPTU3bl KayecTsa
dapmaLeBTMUECKON CybCTaHLLMKN, HEUCMONb3YEMO NPU NPOU3BOLACTBE SIEKAPCTBEHHbIX NPENApPaToB.

(yacTb 4.2 BBegeHa depepanbHbim 3akoHOM OT 25.11.2013 N 317-93)

5. OcHOoBaHvMeM gnA OTKasa B HAMpaB/ieHWMM B KCMEPTHOE yypexAeHue 33[aHuA Ha nposegeHue
3KCnepTU3bl KavecTBa YKa3aHHOM B YacTu 1 HacToswel cTaTbM GapmaueBTUUECKON cybCcTaHUMK aBaseTca
HenpeacTaBAeHNE [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HACTOALWEN CTaTbM, OTCYTCTBME WHPOpMauuW,
noaTteepxgatowen GakT ynaaTbl rOCyAapCTBEHHOM MOWJ/MHBI 33 BK/AOYEHWEe dapmaLeBTUYECKON
cybCcTaHUMW, NPOM3BEAEHHON ANA pPeanv3aumn, B roCyLapCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeACTsB,
HenpeacTaBAeHNe 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIN B 4acTu 4.1 HacToALLen CTaTbu
3anpoc  yNoJHOMOYEHHOro deaepanbHOro opraHa MCNOAHUTENIbHOM BAacTM  WAWM  MpeacTaB/ieHue
OOKYMEHTOB, He COAEep KaLLMX MCHEPMNbIBAOLLENO NEepPeYHs HE0BX0AMMbIX CBEAEHUN.

(yacTb 5 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHuMe nATHaguaTM paboumx A[HENn CO AHA MNOJYYEHUA pPeLleHUs YNOoJHOMOYEHHOTO
denepanbHOro opraHa UCMOJAHUTENIbHOW BNACTU O HanNpaB/IeHUU B 3KCMEPTHOE y4ypeXKkAeHWe 3a4aHuA Ha
npoBeAeHMe SKCNepTU3bl KaYecTBa YKa3aHHOM B YacTu 1 HacToAwen cTaTbM Gpapmau,eBTMYECKOM cybcTaHLUm
3anABUTENIb NPEACTaBAAET B 3KCNEPTHOE y4ypeskaeHue AN NpoBefeHUAa AaHHOW 3KcrnepTusbl obpasubl
dapmaLeBTMUYECKON CyBCTaHUMKM B KOJIMYECTBE, HEOBXOAMMOM A/19 BOCNPOU3BEAEHNA METOA0B KOHTPOAS
KayecTBa. JDKCMepTHOe yypexkaeHue npu nosydyeHum obpasuoB yKasaHHOM B 4YacTv 1 HacToAlel cTaTbu
dapmaueBTUUecKon cybCTaHUMU BbIAAET 3aABUTENIO AOKYMEHT, MOATBEP)KAAMOWMIA NOoAyYeHUe 3TUX
06pa3LoB, U B CPOK, He NpeBbILlaloWwuii Tpex pabounx aHel, ysegoMAAeT B 3N1EKTPOHHON UAN NUCbMEHHOM
dopme 06 3TOM YMNOAHOMOYEHHbIN deaepanbHbli OpraH MCNOAHUTENbHOW BAACTU. DTU CPOKU He
BK/1I0YAIOTCA B CPOK NPOBeAeHMNA AaHHOM 3KCNepTuH3bl.

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

7. JOKyMeHTbl, NOCTYNMBLUME B IKCNEPTHOE YyupeKAeHWe ANA NPOBEeAEeHMA 3KCMepPTU3bl KayecTsa
YyKasaHHOW B YacT 1 HacToAwen cTaTbM QapmaueBTMYECKOW CybcTaHuMWM, noa/sieskaT BO3BpaTy B
YNO/HOMOYEHHbI denepanbHbli OpraH MCNOJMIHUTENbHOW BAAcTU OAHOBPEMEHHO C 3aK/YEeHUAMMU Mo
pesy/sibTaTam NPoBeAEHHOW 3KCMepTUsbI.

8. B cpOK, He NpeBbIWAoWMA NATU paboumx gHel Co AHA NONYYEHUA 3aKTHOYEHNA KOMUCCUMM IKCMEePTOB
Mo pe3y/ibTaTam 3KCMEepPTU3bl KAyecTBa YKa3aHHOW B 4YacTM 1 HacTosliein cTaTbn ¢apmaleBTUYECKOW
cyb6CTaHLMM, YNONTHOMOYEHHbIM denepanbHbli OpraH UCMONHUTENIbHOM BNACTU:

1) OCyWwecCcTBaIAET OUEHKY TaKOro 3akKn4eHunAa OnAa onpeaeneHna ero CoorBeTtcTrBMA 3a4aHUKO Ha
nposeaeHue AaHHOVI 9KCNepTU3bl;

2) NPUHUMAET pelleHMe O BKIOUYEHMM YKa3aHHOM B YacTM 1 HacToAwen cTaTbk dapmaL,eBTUYECKOM
cy6CTaHUMM B rOCYAAPCTBEHHbIA PEecTp NEeKapCTBEHHbIX CPeACTB WAM pelleHMe 06 OTKase B TaKom
BK/IHOYEHWMY;

3) BHOCWUT NpW MNPUHATUM PELUEHUS O BKAKYEHUWU YKa3aHHOM B 4acTM 1 HacToAweMn cTaTbu
dapmaLLeBTMUYECKOWN CYOCTaHUMM B rOCYAapCTBEHHbIA PeecTp JIEKapCTBEHHbIX CPeacTB NpeayCMOTPEHHYHO
yacTbto 2 cTaTbm 33 HacToAwero PegepanbHOro 3aKkoHa MHGOPMAUMIO M yBeAOMASIET 06 3TOM B 3/1EKTPOHHOM
WMAU NUCbMEHHON popMme 3aaBUTENA.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, 07 27.12.2019 N 462-D3)
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9. OcHoBaHMeM pAns OTKa3a BO BK/KYEHMM YKasaHHOM B YacTu 1 HactoAwen craTbu
dapmaLLeBTMUYECKOMN CyOCTaHL MM B FOCY4aPCTBEHHbIN peecTp IeKapCTBEHHbIX CPEACTB ABAAETCA 3aKA04YEHME
COOTBETCTBYIOLLENO YNOJHOMOYEHHOIO deaepanbHOro opraHa UCNOAHUTENIbHOM B1IAaCTM O TOM, YTO KayecTBO
dapmaLeBTMUYECKOMN CyBCTaHUMKN HE NOATBEPKAEHO NOAYYEHHBIMUN AAHHbIMMU.
(yacTb 9 BBegeHa degepanbHbiM 3aKoHOM OT 22.10.2014 N 313-93; B pea. PenepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaetcAa BKAKOYEHME B FOCYAAPCTBEHHbIM pPeecTp /eKApCTBEHHbIX CPeAcTB OAHOW
dapmaueBTMHECKON cybCTaHUMKM, NPOM3BEAEHHOM ANA peanv3almn U BbIMYCKAaeMOM OAHMM U TEM Xe
npoussoguTenem, B BUAe AByx U 60see peecTpoBbIX 3aNnCeN.

(yactb 10 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHWe M3MeHEHMU B SOKYMEHTbl Ha dapmaueBTUYECKYtO cybcTaHLMIO, NPOU3BEAEHHYO AN
peann3aumm M BKAKOYEHHYIO B FOCYAAPCTBEHHbIN PEEecTp NEeKAPCTBEHHbIX CPeACTB, OCYLLeCTBAAETCA B
nopsaake, ycrtaHosneHHom cTatbamu 30 u 31 HactoAwero PenepanbHOro 3akoHa, C  ynaaToum
rocyapcTBeEHHOW NOLWNHbBI, NpeAyCMOTPEHHOM 3aKoHoAaTenbCcTBOM Poccuiickon ®epepaumm o Hanorax u
cbopax.

(yacTb 11 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

12. Jonyckaetca obpalieHne dapmaLeBTUYECKUX cyBCcTaHUMIM, NPOU3BEeAEHHbIX AN peanv3auum, B
TeyeHne CTa BOCbMMAECATU AHEM A0 M NOCNe NPUHATUA YNONHOMOYEHHbIM deaepanbHbIM OpPraHoOM
WUCMOJIHUTE/IbHOM BJIAaCTU PELUeHUss O BHECEHUW M3MEHEHWUM B JOKYMEHTbl Ha ¢dapmaueBTUYECKYIO
cybCcTaHLMI0, NPOM3BEAEHHYIO ANA PeaM3aumm U BKAKOYEHHYIO B TOCYAapPCTBEHHbIA PEecTp NeKAPCTBEHHbIX
CPeAcTB.

(yacTb 12 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. PeweHne 06 WCKAIOYEHMU U3 TOCYAAPCTBEHHOINO pPEeecTpa /IEKAPCTBEHHbIX CPeAcTB
dapmaLeBTMUYECKON CYyOCTAHUMU, MPOU3BEAEHHON AAA peanus3aumu, NPUHUMAETCA YNOJIHOMOYEHHbIM
desepanbHbIM OPraHOM MCNONHUTENIbHOM BNACTU B C/lyYae:

1) npeacraBneHnMA COOTBETCTBYHOWMM YNO/THOMOYEHHDBIM d)ep,epaanblm opraHom NCNOJIHUTENbHOM
B/N1aCTU 3aKNo4YeHnA O pPUCKe uUaun 06 yrpo3e Xwm3HuM WA 300pPOBbHO 4Ye/sI0BEKa b0 KMBOTHOTO npu
MCNONb30BaHUN NEKAPCTBEHHOIO CpeAacTBa,

2) nopauvn pa3paboTYMKOM /IEKAPCTBEHHOrO CpeacTBa WAM NPOM3BOAMUTENEM JIEKAPCTBEHHOIO
cpeacTBa MB60 YNOAHOMOYEHHbIM UMW APYIMM IOPUANYECKMM NNLOM 3asiBNEeHUSA 06 WCKIOYEHUU U3
rocyZ,apCTBEHHOrO pPeecTpa SIeKaPCTBEHHbIX CPeACTB hapMaLLeBTUYECKON CybCcTaHLMK, NPOM3BEeAEHHON ANs
peanusauuu;

3) oTcyTcTBMA dapmaLeBTUYECKOW cybCcTaHUMKM, NPou3BeAEeHHOW ANA peanvsaumn, B obpaweHun B
Poccuitckoit Pepepaumm B Te4eHUe Tpex U bonee nert.
(yacTb 13 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PeaepanbHblii 3aKoH 0T 22.12.2014 N 429-93.

CraTtba 36. O6)kanoBaHue pewweHUA 06 0TKase B Bblgaue pa3pelleHnA Ha NpoBeAeHUe KIMHUYECKOro
UCCNIe[0BaHUA NEKapCTBEHHOrO MpenapaTa, peweHuAa o6 oTKase B rocyAapcTBEHHOWN perucTpauum
JIeKapCTBEHHOro MnpenapaTta, 3aKAUYeHUMA KOMMUCCUM 3SKCMEPTOB IKCNEPTHOrO YUpeXKAeHUa Wau
3aK/Il0YeHUA CoBeTa NOo 3TUKe

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

PeweHune cooTBeTCTBYHOWEro YNO/IHOMOYEHHOTO cbe,u,epaanoro OpraHa WUCNONIHUTENbHOW BNAcTM 06
OTKa3e B BblAa4e pa3peleHnAa Ha nposeaeHne KAInHn4YeCKoro nccaenosaHnAa 1€KapCrBeEHHOIO npenaparta,
peweHne yKasaHHOro d)e,a,epaanoro OpraHa WCNONHUTENbHOW BNacTu 06 OTKase B I'OCY,EI,apCTBeHHOlZ
pPerncTpatnmn neKapCrBeHHOro npenaparta, 3ak1ito4eHne KOMNCCUUN SKCNEPTOB 3KCNEPTHOTO yYpexxgeHnAa namn
3aK/0YEHME COBETa MO 3TUKE MOXKET ObITb 063KaNoBaHO B nopAagKke, yCtraHOBJ1IEHHOM 3aKOHO4ATE/IbCTBOM
Poccuinckolt CDep,epau,MM. 3aknoveHune KOMUCCUn 9KCNnepToB 9KCNepTHOro ydpexaeHuAa o
B3aMMO3aMEHAEMOCTU NEKAPCTBEHHbLIX NpenapatoB AnA MeguunHCKOro npumeHeHuA nmbo o TOM, 4TO
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JIeKapCTBEHHbIM NpenaparT 418 MeANLMHCKOTo NPUMEHEHUS HE ABNAETCA B3aMMO3aMEHSEMbIM, MOXKET ObITb
o6)KanoBaHO AepKaTenem WAW  BAagesNbLeM pPerncTpauyMoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOTO
npenapaTta B YNO/JHOMOYEHHbIN deaepasnbHbl OpraH UCMOJIHUTENbHOM BAACTU, KOTOPbIM NMpPUBAEKaEeT K
PacCMOTPEHMUIO YKa3aHHOM *Kanobbl NOABEAOMCTBEHHbIE EMY Hay4YHble OpraHusaumMm n obpasoBaTtesibHble
OpraHu3aLmm BbiCLLIEero o6pasoBaHMA, OCYLLECTBASIOWME AeATENbHOCTb B chepe 06palleHNs IeKapCTBEHHbIX
CpeacTB. 3aK/loYeHMe KOMUCCUM 3SKCMEPTOB 3KCMEPTHOro y4ypexaeHua, odopmaeHHoe Mo MToram
nepecmoTpa 06:KasNoBaHHOIO 3aKNHYEHMA SKCNEPTA, MOKET ObITb OCNIOPEHO AepyKaTeNEM UM BNafe/bLEeM
PEerncTpaunMoHHOro yA0CTOBEPEHUA NIEKAPCTBEHHOrO npenapaTta AMbo YyNnoaHOMOYEHHbIM UMW NULOM B
nopaaKe, yCTaHOBAEHHOM 3aKoHoAaTenbCcTBOM Poccuiickoit depepaunun. MNpu o06)KanoBaHMM pelleHus
ynonHomoueHHoro peaepasibHOro opraHa UCNOHUTENIbHON BNACTU, 3aK/HOYEHUA SKCNepTa UAKN KOMUCCUU
3KCNEepTOB 3IKCMEPTHOrO YYpeXKAeHWs, 3aK/JlYeHUs COoBeTa MO 3TUKe JeprkaTesib WAW  Bhaagenel,
pPerncTpaunoHHOro ya0CTOBEPEHUS IEKAPCTBEHHOIO npenaparta AMbo yno/sIHOMOYEHHOE UMM NLO BNpaBe
npeacTaBuTb  pe3yabTaTbl  3KCNEPTU3bl  JIEKAPCTBEHHOro  Mnpenaparta, MPOTOKOJbl  MOJIYYEHHbIX
aKKpPeaMTOBaHHbIMW  UCMbITaTeNbHbIMM  nabopaTopusimm  (LeHTpamn) pesynbTaToB  UCCAeA0BaHUMA,
NCMbITaHUN.
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. WHbopmaumsa, cBA3aHHAA C OCYLLECTB/IGHUEM rOCYAapCTBEHHOW perncrpauum
NeKapCcTBEHHbIX NpenapaTtoB, MHPOPMAUMUA O 3apPerucTPUPOBaHHbLIX NEKAPCTBEHHbIX NpenapaTtax M
NeKapcTBEHHbIX Npenapartax, UCKAIOUEeHHbIX U3 FOCYAapCcTBEHHOro peecTpa NeKapCcTBEHHbIX CPeacTs

1. CoOoTBETCTBYIOLLMIN YNONHOMOYEHHbIN PpeaepanbHbii OpraH MCNOJHUTENBHOM BAACTU Pa3MeLLLaeT Ha
cBOeM oduuManbHOM cahTe B cetn "UHTepHeT" WHPOpMaLMIO, CBA3AHHYIO C OCYLLECTB/IEHUEM
rocyAapCTBEHHOM pPerncTpaunm JeKapCcTBEHHbIX MPEnapaTtoB, B TOM 4YMCAe MPOBEAEHMEM 3KCMepTu3bl
JIEKapCTBEHHbIX CpeAcTB (BK/AlYan pesy/nbTaTbl ee npoBeaeHua), MHPOpMaLMI0 O 3aperucTpupoBaHHbIX
NIeKapCTBEHHbIX NpenapaTtax U NeKapCTBEHHbIX NpenapaTax, UCKAKYEHHbIX M3 roCy4apCcTBEHHOMO peectpa
JIeKapCTBEHHbIX CPEACTB, HE NO34HEee YemM Yepes NATb paboymx AHeN co AHA NONYYEHUS YNONHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJIHUTENbHOM BAACTU COOTBETCTBYOLWEN MHGOPMaUUK.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 02.08.2019 N 297-93)

2. CpoKM W nOpAJOK pasMelleHMA YKasaHHOWM B 4act 1 HacToAwer cTaTbM WHbopMaLmm
YCTaHaBAMBAKOTCA YNOJHOMOYEHHbIM ¢denepasbHbIM OPraHOM WCMOJIHUTENbHOM BAacTu. MHbopmauus,
YyKasaHHaa B 4YacTM 1 HacToAwein CcTaTbW, ABAAETCA OTKPbITOM M 06LWeaoCTynHOM M npesocTaBaseTcs
3aMHTepecoBaHHbIM NLAM B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoi ®eaepauun.

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

Fnasa 7. KNIMHUYECKUE UCCNEAOBAHNA NEKAPCTBEHHbIX
NPENAPATOB A1 MEAULMHCKOIo NnPMMEHEHUA, A,OTOBOP
Ob UX NMPOBEAEHUW, MPABA NALUMUEHTOB, YHACTBYIOLLIUX
B 3TUX UCCNEJOBAHNAX

Cratba 38. KnuHuueckue wuccnepoBaHus NNIeKapPCTBEHHbIX npenapatos A4 MeguuuHCKoro
npumeHeHuA

1. KnnHUYecKme nccneaoBaHUs IeKapCTBEHHbIX NpenapaTos A8 MeAULMHCKOro NPUMEHEHUA, B TOM
yncae MexayHapoaHble MHOMOLLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, MPOBOAATCA B O4HOM
WUAN HECKOJIbKMX MEAMUMHCKUX OpPraHmsaLmax B COOTBETCTBUM C NMpPaBMAAMU Hag/erKalleld KAMHUYECKON
MPaKTUKKU, YTBEPKAEHHbIMU YMNONHOMOYEHHbIM deaepanbHbiIM OPraHOM WCNOJHUTENbHOW BNACTY,
COOTBETCTBEHHO B C/leAyoWmX Lenax:

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

1) ycTaHoBNEHMe 6e30NacHOCTU IeKapCcTBEHHbIX NpenapaToB ANA 340Pp0BbiX A406poBObLEB U (MNK)
NepeHoCMMOCTU UX 340POBbIMKU A06POBObLAMU, 33 UCKIOYEHMEM TaKUX UCCNeA0BaHUN NeKapCTBEHHbIX
npenapartos, Npou3BeeHHbIX 3a npedenamu Poccuiickoin Geasepaumu;

2) noabop onNTMManbHbIX A03MPOBOK IEKAPCTBEHHOMO NpenapaTta M Kypca fiedeHnsa 408 NauueHTos C
onpeaeneHHbim 3abonesaHMeM, ONTMMasbHbIX A03 M CXeM BaKUMHAUMM MMMYHOBMONOrMYECKUMM
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NNEKApPCTBEHHbIMUM NpenapaTamm 340P0BbIX ,D,O6pOBOﬂbLl,eB;

3) ycTaHoBNEeHMe 6e30MacHOCTU IeKaPCTBEHHOro npenapaTa U ero spPpeKTUBHOCTM AN NALUEHTOB C
onpegeneHHbim  3abosieBaHMeM,  NPOOUNAKTMYECKOW  3DPEKTUBHOCTM  MMMYHOBMONOTUYECKUX
NleKapcTBEHHbIX NPenapaToB 4/11 340P0BbIX 406POBO/IbLLEB;

4) n3yyeHne BO3MOMKHOCTM PaCLUMPEHMA MOKA3AHUIN ANA MeANUNHCKOTO NPUMEHEHUA U BbIIBNEHUA
paHee HeM3BECTHbIX NOBOYHbIX AEACTBMIA 3aPErMCTPUPOBAHHbBIX 1IEKAPCTBEHHbIX MPenapaTos.

2. B OTHOLEHUN BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX NPENapaTos A8 MeAULMHCKOro NpuMeHeHus
NpPoBOAATCA UCCNeA0BaHMA BMOIKBUBANIEHTHOCTM U (UIN) TepaneBTUYECKOM 3KBMBAJIEHTHOCTU B MOPAAKE,
YCTaHOB/IEHHOM YNOJ/JIHOMOYEHHbIM pesiepasibHbIM OPraHOM UCMONHUTENBHOM BACTY.

3. OpraHmsau,mo nposegeHnA KANMHUYECKUX MCCHEAOBaHMVI NEKapCTBEHHOINo npenaparta AnA
MeaNUNHCKOIo npuMmeHeHNA BnpaBe OCyLWECTBNATDL:

1) pa3paboTumnK NekapcTBEHHOTO NpenapaTa Uan yrnoJHOMOYEHHOE UM ANLO;

2) obpasoBaTesibHble OpraHMsauuu Bbiclero o06pa3oBaHUA, OpraHM3auMu  AOMNOJIHUTENLHOIO
npodeccmoHanbHoOro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UCCNeA0BaTENbCKME OpraHM3aLmun.

4. KnnHun4yeckne wuccnenoBaHMA NeKApPCTBEHHOrO npenapata Ana MeAUUMHCKOTO MNPUMEHEHUSA
NPOBOAATCA Ha OCHOBAHWM paspelleHns Ha NpoBefeHUEe KAMHUYECKOTO UCCNenO0BaHUA /IEKAPCTBEHHOIO
npenapaTta, BblAAHHOIO  YMNONHOMOYEHHbIM  deaepanbHbiIM  OPraHOM  UCMOJHUTENBHOW  BAACTWU.
YnonHomoueHHbI deaepanbHbii OpraH UCNOSIHUTEIbHOM BNACTM BeAET peecTp BblAaHHbIX pa3peLlleHmni Ha
nposeaeHne KAMHUYECKUX UCCNeA0BaHMM IEKAPCTBEHHOrO NpenapaTa, CoaepKalmMin yKazaHMe Ha UX Uenb
WU LLeNn, B YCTAHOB/IEHHOM 3TUM OPraHOM MopPsAKe.

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-93)

5. ¥Ytpatun cuay ¢ 1 utona 2015 roga. - PegepanbHblii 3aKoH 0T 22.12.2014 N 429-P3.

6. K opraHvMsauMy npoBegeHMA KAMHUYECKUX WCCNefOBaHMIN JieKapCTBEHHOro npenapata Ans
MEAMLMHCKOrO MNpUMEHEeHMA pPa3paboTYMKOM /JIeKapCTBEHHOro npenapata MOryT NpuB/AeKaTbcs
topuanyeckue amua nboi opraHM3aLMoHHO-NPaBoBoi GopMbl NpW ycioBMM obecneyeHns COOTBETCTBUA
3TUX UccnepoBaHui TpeboBaHMAM HacTosAwero PeaepanbHOro 3akoHa.

7. KnnHuyeckne wuccnefoBaHMA NEKAPCTBEHHbIX MNpenapaTtoB AaA MegUUMHCKOTo MNpUMEeHeHuA
nposoaATCA B MeEAUUNHCKUX OpPraHn3aumnax, akkpeantoBaHHbIX YNOJIHOMOYEHHbIM d)e,u,epaanbw\ opraHom
WCNOJIHUTENIbHOM BNACTU B nopAake, yctaHoB/IeHHOM [1paBUTeIbCTBOM Poccuiickoi dDe,u,epau,MM.

8. MepeyeHb MeAMLMHCKUX OpraHM3aumin, MMeoLWwmx NpaBo NPOBOAMUTL KAMHUYECKMUE UCCNeA0BaHUA
NIeKapCTBEHHbIX MPEenapaToB ANA MeAMLMHCKOTO MPUMEHEHUS, U peecTp BblAAaHHbIX pPaspeleHnit Ha
npoBegeHue KNMHUYECKUX UCCIeA0BaHUM IeKapCTBEHHbIX MPENapaToB ony6/IMKOBLIBAIOTCA M PasMeLLatoTcs
YNOJHOMOYEHHbIM defepanbHbiM OPraHOM WCMONHUTE/IbHOW BNACTM B YCTAaHOB/IEHHOM MM MOpAAKe Ha
cBoem odpuumManbHoOm caite B cetn "UHTepHeT".

Cratba 39. PeweHune o0 npoBeaeHUN KAMHUYECKOro UCCeA0BaHMA NEKAapCTBEHHOrO npenapara ana
MeAULMHCKOro NpuMmeHeHus
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe wuccnegoBaHMe /AeKapCTBEHHOro npenapata A4Aa MeguuMHCKOro npumeHeHuA
nposoanUTCA Ha OCHOBAHUW pa3pelleHnAa Ha nposeaeHne KANMHUYECKOro nccnegoBaHuUAa 1eKapCrBeHHOro
npenaparta, BblAAHHOINO YMNO/IHOMOYEHHbIM d)ep,epaanblN\ OopraHom WUCNO/IHUTENbHOM BAACTU NoO
pe3ynbTaTaM 3KCNepTu3bl AOKYMEHTOB, HEO6XOAVIMbIX ana nonyyvyeHunAa paspeweHna Ha nposegeHue
KNNMHNYECKOro nccnegoBaHmnAa N1eKapCTtBeHHOro npenapata u 3TUYECKO IKCNnepTUn3bI.
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2. ONnAa nonyvyeHma paspelleHMAa Ha MNpoBefeHMe KAMHUYECKOro WUCCAefOBaHMA NeKapCTBEHHOro
npenaparta gna MmeanumnHCKOro npuMmeHeHuA 3aABUTENb NPEACTAB/IAET B ynOﬂHOMO‘-IEHHbIﬁ d)e,qepaanblﬁ
opraH NCNOJIHUTENbHOW BNaCTH:

1) 3aABa1IeEHNE O BblAad4v4e pa3pelweHna Ha nposegeHne KAInHM4eCkoro nccnegoBaHmnAa 1eKapCrBeHHOro
npenaparta ana meaguuymnHCKoro npumeHeHua,

2) KOnMWW [OOKYMEHTOB, MOATBEPXKAAMOLWMX YNAaTy rocyfapCTBEHHOW MOLW/MHbLI 33 NpoBegeHue
3TUYECKOWM 3KCMepTU3bl, SKCNEPTU3bI LOKYMEHTOB Ha IeKaPCTBEHHbIM Npenapar 41 Noay4YeHus paspeLlleHns
Ha npoBeAeHWe KAWHWYECKOrO UCCNeA0BaHUA JIeKapCTBEHHOrO npenapata  gaa  MeaMUMHCKOro
NPUMeHeHMs, 3a BblAayy pPaspelleHns Ha npoBeAeHUe KAMHUYECKOTro WUCCNeA0BaHUA JIEKapCTBEHHOTO
npenaparta ana MeaMLMHCKOro NPUMEHEHUs, 3a NPoBeAeHNe SKCNepTU3bl AOKYMEHTOB Ha JIEKaPCTBEHHbIN
npenapar 44 noJiydeHus paspeLleHns Ha NpoBeaeHne MeXayHapoAHOr0 MHOTOLEHTPOBOTO KAMHUYECKOTO
nccnenoBaHNA JIeKapCcTBEHHOrO npenapaTa 418 MeAMLMHCKOro NPUMeHeHUn, 33 BblAadvy paspelleHnn Ha
npoBeAeHWe MEXKAYHApPOAHOro MHOTOUEHTPOBOTO  KAMHWYECKOrO  WCC/edO0BaHMA  1IeKapCTBEHHOMO
npenapata ANs MeAMUMHCKOro MPUMMEHEHMA, 3a NpOBeAeHMEe 3TUYECKOM 3SKCNepTM3bl, 3KCMepTUsbl
OOKYMEHTOB Ha  JIeKapCTBEHHbI npenapaT A4A NOJyYeHWA  paspelleHMa Ha  npoBeaeHue
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO WUCCNeAO0BaHWA JIEKapCTBEHHOro npenapata And MeaMUMHCKOro
NPMMEHEHMA, 33 Bblgayy paspeweHns Ha NpoBeAeHWe MNOCTPErncTPaUMOHHOIO  KAMHUYECKOTO
nccneoBaHWA NEKAPCTBEHHOrO Npenaparta 414 MegUUMHCKOro NPUMeHeHUs;

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

3) NMPOTOKO/NT K/IMHNYECKOro wuccnenoBaHnA NeEKaApCTBEHHOro npenapata 4na mMeauumnHCKoro
npumeHeHusaA,;

4) 6poltopy uccneaosartens;
5) nHPOpPMaLMOHHbIV IUCTOK NALMEHT];

6) cBegeHnA 06 onbiTe pa6OTbI MCC}'IEAOBaTEI'IEﬁ No COOTBETCTBYHOWMM CneynanbHOCTAM U UX ONbiTe
pa60TbI no npoBegeHNo KINHNYECKNX MCCﬂeAOBaHMVI;

7) cBeAEHNA 0 MEAMUMHCKMX OpraHM3aLmaX, B KOTOPbIX NpeAanoiaraeTca NposeaeHne KAMHUYECKOro
nccef0BaHWA JIEKAPCTBEHHOrO npenapaTta Ans MeAWULMHCKOTO MpUMeEHeHMs (NoJIHoe M COKpalleHHoe
HaMMeHOBaHWA, OpPraHM3auMOHHO-MPaBoBas GOpPMa, MECTO HAXOXAEHUA U MEeCTO OCYLLEeCTBAEHUSA
aeAatenbHocTH, TenedoH, Tenedake, agpec SNEKTPOHHOM NOYTbI KaXK40 MegULMHCKOM opraHu3aumm);

8) cBeeHUA 0 NpeanosiaraeMbix CPOKaxX NPOBeAEHUA KIMHUYECKOTO UCCIeL0BaHNA IEKaPCTBEHHOTO
npenapaTta 414 MegULUMHCKOro NpUMeHeHus;

9) Konuiw pJorosopa o0bA3aTeNbHOro CTpaXoBaHWA, 3aKJHOYEHHOrNro B COOTBETCTBMM C TUMNOBbIMU
npasuiaamum obsAsaTenbHOro CTpaXoBaHWA, C YKa3aHNeEM npe,u,eanoﬁ YNCNEHHOCTUN NAaUUNEHTOB, Y4aCTBYOLWNX
B KZIMHNYECKOM UCCcneaoBaHN NeEKaApPCTBEHHOTO NpenapaTta Ana MeAUUUNHCKOIo NpumeHeHuaA,

10) nHdpopmaumio 0 cocTaBe IEKaPCTBEHHOrO NpenapaTta 414 MeAMLMHCKOro NPUMeHeHUs;

11) AOKYMEHT, COCTaBNEHHbIM NPOM3BOAUTENEM JIEKapCTBEHHOro npenapata Aaa mMeguuuHCKOro
NPUMEHEHUA U COAEepPXalMii NoKasaTeNu (XapaKTepUCTUKM), a TaKKe CBeAeHUs O JIeKapCTBEHHOM
npenapate AnA MeAMUMHCKOTO MPUMEHEHUA, MPOM3BEAEeHHOM AONA NPOBeAeHUN  KAUHUYECKUX
nccneaoBaHum;

12) cBepeHva o gaTe NpPeLoOCTaB/eHUA U PErUCTPALMOHHOM HOMEPEe JIMLEH3UM Ha NPOW3BOLCTBO
NleKapCTBEHHbIX CPeACTB B C/y4ae, eciv NPOM3BOACTBO JIEKApCTBEHHOrO Mpenapata OCyLLecTBaAseTcA B
Poccuiickolt degepaumm, UAn cBeAeHUA O AaTe NPeAOoCTaBAeHUA U PErMCTPALMOHHOM HOMEPE 3aK/oYeHnn
O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHOro npenapaTta TpeboBaHMAM NpPaBMA Haanexallien
NPOM3BOACTBEHHOM MPAKTUKKU, NPeaoCTaBAEHHOrO YNOAHOMOYEHHbIM OPraHoOM CTpaHbl NPOM3BOAMTENA
NleKapcTBEHHOro npenapara.

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-3)
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2.1. B cnyyae HenpeAcTaBAeHUA € 3aABIEHNMEM O Bblaye paspelleHmna Ha npoBeaeHne KAMHUYECKOro
NccnefoBaHUA /IeKAPCTBEHHOrO npenapata Ans MegMUMHCKOro NpUMEeHeHWst AOKYMeHTOB (cBeaeHui),
NnoATBEpPKAAIOLWMX YNAATy rocyAapCTBEHHOM NOLWJ/IMHBI U YKa3aHHbIX B MYHKTE 2 4acTu 2 HaCTOALWEN CTaTbM,
a TaK»Ke BblgaBaeMblx (NpeaocTaBasemMblX) yNOAHOMOYEHHbIMU deaepasibHbIMM OpraHamm UCMOTHUTENBHOM
B/1IACTU OOKYMEHTOB (CBeAEeHMM), yKasaHHbIX B NyHKTe 12 4yacTu 2 HacTosAWel CTaTbM, YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENbHOM BNACTN 3anpallnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B nopsaaKe
MEKBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aUMOAENCTBUSA.
(yacTb 2.1 BBeaeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 478-93)

3. B cpoK, He npeBblWwaloWmin NATM pabounx gHen co AHA NPUHATMA YKa3aHHOro B NyHKTe 1 yactn 2
HACTOALLEN CTaTbW 33ABMEHMA M HEOBXOAMMbIX AOKYMEHTOB, YNOJHOMOYEHHbIV ¢enepanbHbii opraH
NCNOSIHUTENbHOW BNACTHU:

1) npoBOAUT MPOBEPKY MOIHOTbI U AOCTOBEPHOCTM CBEAEHWN, COAep)KalMXcA B MpeacTaBAeHHbIX
3aABUTENEM AOKYMEHTaX;

2) NPUHUMAET pelleHne O nposeaeHUn saKCNepTn3dbl AOKYMEHTOB A/1A NMOJyHEHUA pa3pelleHna Ha
nposeaeHNe KIMHN4YeCKOro nccnegoBaHnAa NeKapCTBEHHOrO npenaparta Ana MeanyumnHCKOro npuMeHeHnNA n
3TMYECKOM 3KCNepTn3bl Nan 06 oTKaze B npoBeaeHN yYyKa3aHHbIX 9KCNEPTU3;

3) yBeAOMAAET B 3N1EKTPOHHOM GopMe MAK HAa BYyMarKHOM HocuTe e 3aABUTENS O NPUHATOM PeLleHnm
Nnbo B Ciyyae NPUHATUA pelleHna 06 0TKase TaK¥Ke C yKasaHMeM NPUUYNH TaKoro 0TKasa;

4) noAroTas/MBaeT M HanpasAAeT B 3KCMEPTHOE YupexAeHMe M COBEeT Mo 3TUKe 3aJaHne Ha
npoBefieHne COOTBETCTBYIOLIMX SKCMEPTU3.

4. B cnyyae BbISIBNIEHUS HEMONHOTbI U (MAKM) HEAOCTOBEPHOCTM MHOOPMaLMKM, coAeprKallelnica B
npeAcTaBAeHHbIX 3asBUTENEM [OKYMEHTax, YNoJHOMOYEHHbI ¢deaepanbHblii opraH UCNOAHUTENbHOM
BNACTM Hanpas/AeT 3aABUTEN0 3aNpoc 06 YTOYHEHMM yKasaHHOW MHbopMauuKn. [aHHbIA 3anpoc MOXKeT
6bITb NepeaaH ynosHOMOYEHHOMY NPeACTaBUTEN0 3aABMTENA IMYHO NOo4 PachMCKy, Hanpas/ieH no noyrte
3aKa3HbIM NUCbMOM WM NepeaaH B 31EeKTPOHHON dopmMe Mo TeNIeKOMMYHUKAUMOHHbIM KaHanam cBAsun. B
cNyy4ae HanpaBAeHWA AaHHOro 3anpoca MO MoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO
NCcTeYEeHUN WeCTU AHeN ¢ AaTbl HanpaBAeHUA 3aKa3HOro NMcbMa. 3aasuTenb 06s83aH NpeacTaBUTb OTBET Ha
3anpoc yNnosHOMOYEHHOro ¢efepasbHOro opraHa MCMONHUTENbHOW BAACTM B CPOK, He MPeBbllatolmi
AeBAHocTa paboumx gHelt co AHA ero nonydvyeHua. CpPoOK, YKasaHHbIA B 4acTM 3 HacCTOAWEN CTaTbw,
NPWOCTaHaBMBAETCA CO AHA HanpaB/ieHUs 3asBUTE/IO 3anpoca YNoJAHOMOYEHHOro ¢peaepasbHOro opraHa
WCNOJIHUTENbHOM BNACTU A0 AHA MNOJIYYEHUA MM COOTBETCTBYIOLWLErO OTBETa W He Y4yUTbIBAaeTCa npu
NMCYHUCNEeHNN CPOKa NPUHATMA YNOJTHOMOYEHHbIM d)ep,epaanbm/\ opraHom WUCNONIHUTENIbHOW BN1acTn peweHnAa
O MNpOBEAEHUM 3SKCMepTU3bl AOKYMEHTOB A/1A MOJIyYeHUs paspelleHus Ha NpoBeAeHUME KANMHUYECKOro
nccnenoBaHUA IeKapcTBEHHOro Npenapara 48 MeguLMHCKOro NPUMEHEHUA.

5. OcHOBaHVeM A1 OTKa3a B NMPOBEAEHMM IKCMEePTU3bl JOKYMEHTOB 418 MOJyYeHUsA paspeLleHnn Ha
npoBeAeHMe KAMHMYECKOro UCCAeA0BaHMNA NeKapCTBEHHOMO NpenapaTa 414 MeAMLMHCKOro NPUMEHEHNA U
3TUYECKOW 3KCMepTUsbl ABAAETCA MpeacTaBAeHME AOKYMEHTOB, NPeAyCMOTPEHHbIX YacTblo 2 HacToALEN
CTaTbW, B HEMOJIHOM 06beme, HenpeACTaBleHNe 3aaBUTEIeM B YCTaHOB/NEHHbIM CPOK OTBETa Ha YKa3aHHbIi
B YacTu 4 HacTosWel CTaTbu 3anpoc YyNoAHOMOYEHHOro deaepasnbHOro opraHa UCNONHUTENbHOW BAACTU
nnbo oTCyTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX MCcYepnblBatoLLEro nepeyHs Heobxoammon nHbopmaLmm
uaM unHbopmaummM, KoTopas [o/KHA 6biTb OTpaXkeHa B HWUX, a TaKXKe OTCyTCTBMe WHdopmaumm,
noAateepXaatolen ¢akT ynaatbl rocyAapCTBEHHOM MOLW/MHbI 33 NPOBeAeHWE 3TUYECKOM 3KCMepTusbl,
3KCMepTM3bl AOKYMEHTOB Ha JIEKapCTBEHHbIM NpenapaT ANA MNOJyYeHUA paspelleHus Ha nposeaeHue
KAMHMYECKOro UCCNe0BaHMA /IeKapcTBEHHOrO npenapaTta 4na MeAMUMHCKOTO MPUMEHeHMs, 3a Bblaady
paspelleHuns Ha NpPoBeAeHNE KIMHNYECKOTO UCCeL0BaHMNA IEKAPCTBEHHOTO NpenapaTta 418 MeauUMHCKOTo
NPMMEHEHWA, 32 MPOBEAEHWE 3IKCMepPTU3bl LOKYMEHTOB Ha JIeKapCTBEHHbIM NpenapaT ANs NoayYyeHus
paspeweHVs Ha TNpPOBeAEHWE MeXAYHapOAHOro MHOFOLEHTPOBOrO KJAMHWYECKOTO WUCCef0BaHUA
NleKapcTBEHHOTO npenapaTta A/a MeAWLMHCKOrO NPUMEHEHUs, 33 Bblgady paspelleHus Ha npoBefeHue
MEXAYHApPOAHOr0O MHOTOLLEHTPOBOrO KAMHUYECKOTO WCC/eA0BaHUA JIEKAapCTBEHHOrO npenapaTta A
MEAMLMHCKOrO MPUMEHEHMUs, 33 NPOBEAEHWE 3TUYECKOM 3KCMepTM3bl, 3KCMEPTM3bl OOKYMEHTOB Ha
NeKapCTBEHHbIM nNpenapaT Ans MNoJyYeHWUs paspelleHns Ha MpoBedeHWe MNOoCTPerncTpaLMoHHOro
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KIMHNYECKOTro nccnegoBaHnAa NeKapCTBEHHOrNo npenaparta Ana megnumnHcKoro npumeHeHwuA, 3a Bblaady
pa3peweHnAa Ha nposeaeHme MnocCTpernCTtpauMoHHOIo KAMHUYECKOTro uccnenoBaHUA J/1€KAPCTBEHHOIO
npenaparta ana meamymnHCKoro npumeHeHuA.

6. MpoBeaeHne sKcnepTU3bl LOKYMEHTOB ANA NONYYEHWNA pa3peLlleHna Ha NnpoBeaeHNe KIMHUYECKOro
NUccnefoBaHUA JIEKApPCTBEHHOMO npenapata Anf MeAMUMHCKOrO NMPUMEHEHMA U 3TUYECKOW 3KCNepTu3bl,
COCTaB/IEHNE KOMUCCUEN IKCNEPTOB M COBETOM MO 3TUKE 3aKAHOUYEHMI O BO3MOMXKHOCTM MW HEBO3MOMXKHOCTH
NnpoBeseHMA TAaKOTrO KAMHUYECKOTO UCCNe0BaHMA U HanpaBieHMe 3TUX 3aKAOYEHUI B YNOJHOMOYEHHDIN
denepanbHbIi OpraH UCNONHUTENbHOM BAACTU OCYLLECTBAAKTCA B CPOK, He MpeBblllalowmin TpuauaTm
pabounx gHen co gHA NOAYYEHUA SKCMEPTHbIM yYpeXaeHMEM 3a[4aHUA YNOIHOMOYEHHOTrO dpeaepanbHOro
opraHa UCMOAHUTENIbHOM BAACTU C MPUNOKEHMEM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 n 11 yactn 2
HAaCTOALWEN CTaTbM, M COBETOM MO 3TMKE 3343aHWA  YNOJHOMOYEHHOro deaepanbHOro oOpraHa
NCNOSIHUTENbHOM BAACTM C NPUNOXKEHNEM LOKYMEHTOB, YKA3aHHbIX B MYHKTax 3 - 6, 8 1 9 yacTn 2 HacToALei
CTaTbM.

7. B CpOK, He NpeBbILIAOLWNI NATU PAabOYMX AHEN CO AHA NOAYYEHMA 3aKAOUYEHMIA, YKa3aHHbIX B 4acTy
6 HacToALLEN CTaTbU, YNIOJHOMOYEHHbIN defepanbHbll OPraH NCNOAHUTENbHOM BNACTU:

1) OCYLWECTBNAET OLEHKY NOCTYNUBLUNX 3aKNOYEHNN anaonpegeneHna X COoTBeTCTBUA 3a4aHNAM Ha
nposeaeHMe COOTBETCTBYHOLWMNX SKCNEPTUS;

2) NPUHMMaET peLleHWe O Bblgaye paspelleHua Ha NPOoBEeAEHUE K/AMHMYECKOro UCCnefoBaHuA
NeKapCTBEHHOro npenapaTta Aaa MeAWMUMHCKOro npumeHeHus uanm o6 OTKase B BblAaye YKa3aHHOro
paspeleHus;

3) BblaaeT paspelleHVe Ha MPoBeAeHMNe KJAMHUYECKOro UCCiefoBaHWUA IeKapCTBEHHOro npenapara
AN MeAULMHCKOTO NMpUMeHeHusA Uan peleHmne o6 oTKase B BblAade yKa3aHHOIo paspelleHmns C yKasaHuem
NPUYMNH OTKa3a.

8. OcHOBaHMEM Ana OTKasa B Bblgaye pa3pewieHnA Ha nposeaeHUe KIAMHUYECKOro mccneanosaHuA
NNEKaApPCTBEHHOIoO npenaparta Ana MmeaunumnmHCKOro npumMmeHeHnAa ABAAETCA Ha/M4ne 3akKno4yeHnA KOMUCCUun
9KCNEPTOB NN 3aKNHOYEHNA COBETA NO 3TUKE O HEBO3MOXHOCTU nNpoBedeHNA KIMHNYECKOro nccnegoBsaHuA
NNeKapCTBEHHOroO npenapara Ana MmeaumumnHCKoro npumMeHeHuA No pesy/sibTaTaM NpoBeaeHHbIX 3KCNeEPTUs,
npeaycMoTpeHHbIX 4aCTblo 6 HaCTOﬂLLI,EI‘;I CTaTbw.

9. PeweHune 06 OTKase B MPOBEAEHMM SKCMEPTU3bl AOKYMEHTOB A/1A MOMYyYeHMsA paspelleHns Ha
npoBeAeHMe KAMHMYECKOro NcCieA0BaHNA NeKapCTBEHHOMo npenapaTa 414 MeAULMHCKOrO NPUMEHEHNA U
3TUYECKOW 3KCMepTM3bl M B BblAadye paspelleHUa Ha MpoBeAeHUE KAMHWYECKOro WCCAeAoBaHus
NIeKapCcTBEHHOro npenapata A48 MeAMLUMHCKOro NPUMEHEHUA MOKeT bbiTb 06)Ka/soBaHO B NOpAAKe,
yCTaHOB/IEHHOM 3aKoHoAaTeIbcTBoM Poccuiickon Peaepauuu.

Cratba 39.1. 9TMyeckas aKcnepTUusa
(sBepeHa desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3Tnyeckasn 9KCNepTn3a nposoanUTCA COBETOM MO 3TUKe, CO3AaHHbIM B NMopAaKe, YCTaHOB/IEHHOM
YNO/THOMOYEHHbIM cbe,a,epaanblM opraHoOm WCNONIHUTENbHOM BNAcTH, B uenax Bblaa4n 3aKa4vYeHuA 06
3TUYecKol 06OCHOBAHHOCTM BO3MOMKHOCTU nposeaeHNA KANMHUYECKOToO MUCCNenoBaHUMA NEKAPCTBEHHOTO
npenaparta ana meamumnHCKoro npumMmeHeHuA.

2. JKcnepTamu coBeTa NO 3TUKe MOryT bbiTb NPeacTaBUTENN MEAMLMHCKMX OpraHM3aumnii, Hay4HbIX
OopraHu3auuii, 0b6pasoBaTeNibHbIX OpPraHM3auMii Bbiclero o06pa3oBaHMA, a TaKXKe NpeacTaBUTeNU
06LWECTBEHHbIX OPraHM3auMii, PENMIMO3HbIX OpraHU3auuii U cpeacT8 MaccoBoi MHpopmauuun. [aHHble
3KCMepPTbl He AOJ/IKHbI HAXOAMTbCA B KaKoW-1MBO 3aBUCMMOCTM OT Pa3spaboTYMKOB NE€KAPCTBEHHbIX
npenapaToB U APYrux nL, 3aMHTEPECOBAHHbBIX B PE3Y/1bTaTax 3TUYECKOMN IKCNEePTU3bI.

3. Onnara YCNyr 3KCNEepPTOB COBETA NO 3TUKE OCYyLLEeCTBNAETCA Ha OCHOBaHWK O0rosopa, 3aK/Il04EHHOTO
mexagy ynoilHOMOYE€HHbIM d)e,qepaanblm OpraHom NCNONHUTEIbHOM BN1aCTu, KOTOpPbIM CO34aH COBET MO
9TUKe, W 3KCNnepTtom coBeTa NO 3TUKe, 3a cYyeT 6IO,CI,)'KETHbIX aCCMFHOBaHMVI, npegycMmoTpeHHbIX
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YNOAHOMOYEHHOMY desepasbHOMY OpraHy MCNOJIHUTE/NIbHOM BAACTU, KOTOPbIM CO34aH COBET MO 3TUKE, B
depepanbHom 6rogyKeTe Ha COOTBETCTBYHOLWMIA rog Ha obecrneyeHue ero AesTeslbHOCTM, B pasmepax,
yCTaHOB/IeHHbIX MpaBuTenbcTBom Poccuiickon Peaepaumn.

4. 3KcnepTbl COBeTa MO 3TUKE HeCcyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuitckoit epgepaumn.

5. CocTtaB coBeTa Mo 3TUKe, NONOXKEHNE 06 3TOM COBeTe, NOPAZOK ero AeATeNbHOCTU, TpeboBaHMA K
KBannMdUKaLMM U OonbITy paboTbl NO 3KCNEPTHOM OLEHKE HayYHbIX, MEAULMHCKUX U 3TUYECKUX aCMeKToB
KAMHUYECKMX  WUCCNEeJ0BaHWN  JIeKApPCTBEHHbIX MNpenapatoB  AnA  MeAMUMHCKOrO  MPUMEHEHMUs,
npeabsBAsieMble K 3KcnepTam COBeTa MO 3TUKe, MOPAZOK OpraHU3aumm M NpPOBEAEHUS 3TUUYECKOM
3KcnepTusbl, Gopma 3aK/NOUYEeHUA coBeTa Mo 3TUKEe YCTaHaB/AMBAlOTCA YMOJIHOMOYEHHbIM deaepasibHbiM
OpraHoM WCMNOJIHUTENbHOW BAacTU. Yucno npeacTaButTeneil MeAMUMHCKUX OpraHM3auuii He MOXKeT
NpeBbILAaTb NONOBUHY OT 06LLEro YMcaa SKCNEepPTOB COBETA NO 3TUKE.

6. MHbopmauma o cocTaBe coBeTa MO 3TUKE, MNaHax ero paboTbl U TeKyweh AeAaTeNbHOCTU
pasmeLlaeTca Ha opULMaANbHOM CaiTe YNOAHOMOYEHHOTO dpeaepasibHOro opraHa UCNONHUTENbHOM BNacTU B
cetn "MIHTepHeT" B yCTAaHOBNEHHOM MM NOpPSAAKE.

Cratba 40. MpoBeaeHMe KAMHUYECKOrO MCCAEA0BaHUA JNIeKapCTBEHHOro npenapata AnAa
MeaNUUNHCKOro npumeHeHua

1. PykoBoauTenb MeAMUMHCKOW OpraHuM3aumm, KoTopas NpoBOAMT KAMHMYECKOe MWcc/efoBaHue
JIeKapCTBEHHOrO npenapaTa Ans MeguLMHCKOro NpPUMeHeHMn, HasHavyaeT uccienoBaTens, OTBETCTBEHHOIO
33 npoBeAeHWe TaKoro MWCCNAeAOBaHMA M UMEIOLWEro seyebHylo cneuvanbHOCTb, COOTBETCTBYHOLLYHO
NPOBOAMMOMY K/IMHUYECKOMY WCC/Ief0BaHUI0 JIEKApPCTBEHHOrO npenapaTta, Co cTa)kem paboTbl Mo
NpPorpamMmam KJMHUYECKMX UCCNea0BaHWUA NEKAPCTBEHHbIX NPEnapaToB He MEHEee YemM TpU roga U no ero
npeaioXeHno HasHavyaeT coMccnenoBaTeNEN U3 YUC/Ia BPaYen STON MeaANLMHCKOM OpraHn3aumm.

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

2. UccnepoBaTenb OCywWwecTBAseT BbIGOP NaUMEHTOB, KOTOPbIE MO MEAUUMHCKMM NOKa3aHWMAM MOryT
6bITb NPMB/AEYEHbI K Y4acTUIO B KAWHWMYECKOM WCCNEeAO0BaHUKM NEKApCTBEHHOro npenaparta Aas
MEeAMLMUHCKOro MPUMEHEHUS.

3. UccnepoBatenb M conccaeaoBaTenu AoMKHbl 6biTb 03HAKOMAEHbI C Pe3y/ibTaTaMu A0KJAMHUYECKOrOo
nccnefoBaHWA NIEKapCTBEHHOMO CpeacTBa, Codepikawumuca B Bpolltope ucciefoBaTens, NPOEKToOM
NPOTOKONA K/JAMHWMYECKOro MCCAeA0BaHWUA NEKapCTBEHHOrO npenapaTta A48 MeAMLMHCKOro MPUMEHEHWUS,
pa3spaboTaHHbIM pPa3paboOTYMKOM JIEKaPCTBEHHOro npenapaTta WAM WMHbIM  IOPUAMYECKMUM  JINLIOM,
NPMBAEKaEMbIM K OpraHn3aLmmn NpoBeaeHNsA KAMHUYECKOro UCCAe0BaHNA IeKapCTBEHHOMO npenapaTta AN
MeAMLMHCKOro MPUMEHEHUSA, U APYTMMU MaTepuasamMm Takoro UccieaoBaHus.

3.1. PyKoBoauTENb MEAMLMHCKOM OpraHM3aumm B CPOK, He NPEeBbILLALLNN Tpex pabounx AHen co AHA
Hayana npPoBeAEHMA KAMHWUYECKOro WCCnenoBaHMA NEeKapCTBEHHOro mnpenapata Aad MeamuMHCKOro
npumeHeHus, coobuiaeT o6 3TOM B YNOJHOMOYEHHbIN denepanbHbli OpraH WUCMOJHUTENbHON BNACTY,
BblAaBLUNI pa3pelleHne Ha NpoBeaeHMe TaKoro nccaeaoBaHms, No yCTaHOBAEHHOW UM dopme.

(yacTb 3.1 BBeaeHa desepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHu3aumn, OCYLLECTBAAIOWME OpraHM3aumio NpPoBeAeHUs KAMHUYECKOro MCCieoBaHus
JIeKapCTBEHHOrO npenapara 418 MeANLUMHCKOro NPUMEHEHNA U yKasaHHble B YacTu 3 cTaTby 38 HacToALLEro
denepanbHOro 3akoHa, B C/ayvyae HeObXOAMMOCTM BHECEHUSA M3MEHEHW B MPOTOKO KAMHUYECKOro
nccneaoBaHWA NIEKAapCTBEHHOro npenaparta A4 MeAMUMHCKOro npumeHeHua coobuwiailot o6 stom B
YNOJIHOMOYEHHbIN pesepanbHblit opraH UCMONHUTENbHOWM BNaCcTH, BblAaBLUMIA pa3peLleHne Ha NpoBeaeHne
TaKoro uccnegoBaHuaA, No YCTaHOBIEHHOMN UM dopme.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma COO6LI.I,EHVI‘FI O BHECEHUW U3MEHEHUN B NPOTOKON K/IMHUNYECKOIo wuccnegoBaHuA
NEKapCTBEHHOrO npenaparta Ana megunumMHCKOro npuMmeHeHunAa AoxHa cogepatb chnegyroume ceeaeHnA:
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1) HanmeHoBaHWe, NAEHTUPUKALIMOHHBIN HOMEP M AaTa NPOTOKO/a KAMHUYECKOTo UCCAeA0BaHMUS;

2) AaTa BHeCeHUA WU3MEHEHUI B MPOTOKOJ/1 KIMHNYECKOTO nccnenoBaHuA;
3) HanmeHoBaHWE U MeCTO HaxOXAEeHUA 3aABUTENIA,

4) HaMmeHOBaHWE OpraHW3aLuMu, MNPUBJIEYEHHON Pa3pPabOTUMKOM JIEKAapPCTBEHHOro npenapata K
OpraHM3aumm NpoBeseHNa KIMHUYECKOTo nccneaoBaHua (Npy Hanmumm);

5) HaMmeHOBaHMA W MecTa HaxOoXAEeHUA MeAULMHCKUX OpraHM3aumii, B KOTOPbIX NpoBoAMTCA
KNMHUYECKOE UCCnenoBaHueE;

6) OaTa Bbl4AYM paspelleHUMA Ha NPOBEAEHUE KAMHMYECKOro MCCNedoBaHUs M HOmep 3Toro
paspelleHus;

7) U3MeHeHMs, BHOCMMbIE B NPOTOKO KIMHNUYECKOTO UCCNe0BaHUSA.
(yacTb 4.1 BBeaeHa desepanbHbiMm 3akoHoM oT 11.10.2010 N 271-d3)

5. B cpoK, He npeBblWwaloWmii TpUaLaT pabounx AHel co AHA MoyYeHUa yKasaHHOro B yactu 4
HaCcTOAWEN CTaTbM COODOLLEHUA, YMNOJHOMOYEHHbIN deaepanbHbli OpraH MCMOAHUTENIbHOW BAACTU
paccmaTpuBaeT 3TO coobuieHMe B YCTaHOBAEHHOM WM MopAgKe U MPUHMMAET pelleHne O BHeceHuu
M3MEHEHWUA B MPOTOKO/ KJAMHUYECKOTO WUCCNefoBaHWA JIEKapCTBEHHOIO npenapaTa And MeAWUMHCKOro
npumeHeHMAa MAM 06 OTKase BO BHECEHWM TaKUX M3MeHeHWin. [pu paccmoTpeHuu coobuieHua o
HeobX0AMMOCTM BHECEHUA W3MEHEHWUA B MPOTOKOA KAMHMYECKOTO MWCCNAeA0BaHUA JIeKapCTBEHHOro
npenaparta Ana MeauLMHCKOro NpMMeHeHUA B Lensax oueHKM 060CHOBAHHOCTM NpeasaraemMbliX U3MeHeHM’
M onpeaeneHusa cTeneHu puUcka ANA NaumeHToB, MPUHMMAIOWMNX YHacTUe B KANMHUYECKUX UCCAeoBaHUSAX,
YNO/JIHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENLHOW BAACTU MOTYT NPUBAEKATLCA SKCNepThl cCOBeTa
no aTuKe.

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

6. KnMHWYecKoe nccneaoBaHne NeKapCTBEHHOro NpenapaTta 418 MeAuLUMHCKOTo NPUMEHEHNA MOXKET
6bITb NPUOCTAHOBIEHO WM MPEKpPaLLEHO, eC/iM B NMPOLECCE ero NpoBeAeHUsa obHapyKeHa OnacHOCTb A/f
}KU3HUW, 340POBbSA MaUMEHTOB. B c/lyyae BO3HWKHOBEHWS OMACHOCTU ANS KMU3HW, 340POBbA MALMEHT],
YYacTBYIOLWLErO B K/JAMHMYECKOM WCCNeL0BAaHMM  JIEKAPCTBEHHOrO Mpenapata  A4id  MeAWLMHCKOro
npuUMeHeHua, ucciaeposatTenn o06a3aHbl NponHbopmMpoBaTb 06 3TOM pyKOBOAMTENA MEAULMHCKOM
OpraHM3aLMM M OpraHM3aumio, MOJIYYMBLLYIO paspelleHue YrNoJHOMOYEHHOTo denepasbHOro opraHa
WCMONIHUTENIbHOW BNIACTM Ha OpraHW3aumio NPOBEAEHWA KAMHUYECKOTo UCCeA0BaHUA JIeKapCTBEHHOTO
npenapata. PelweHne 0 NPUOCTAHOBNEHUM KIMHUYECKOTO UCCNEL0BaHUA IeKapCTBEHHOIO npenapaTa a.s
MEANUMNHCKOTO NPUMEHEHMA NPUHMUMAIOT PYKOBOAUTEIb MEAULIMHCKOWM OpraHu3aLumm u (nm) opraHusaums,
NoNyYyMBLIAA paspelleHre YNoAHOMOYEeHHOro deaepanbHOro opraHa WCNOIHUTENbHOW BAacTM Ha
OpraHM3aumio NPoBeAeHUA KAMHUYECKOrO UCCNeA0BaHNA NEKAapPCTBEHHOMO Npenapata ANs MeguuUMHCKOro
NPMMEHEHWA, pelleHMe O MpeKpalWweHMM TaKoro MCCNeAOoBaHMA NPUHMMAET  YNOJHOMOYEHHbI
denepanbHbiii OpraH WUCMOAHWUTENbHOW BAACTM Ha OCHOBaHWW COOBLWEHMA B MNWCbMEHHON dopme
pykoBoAMTENs  MEeAMUMHCKOM  OpraHvM3auMM  WMAWM  OpraHuM3auMa, MOJAy4YMBLUAA  paspelleHune
YNOAHOMOYEHHOrO ¢eaepanbHOro opraHa WCNONHMTENbHOW BAACTM Ha OpraHM3auMio MpPoBeAeHUS
KAMHMYECKOro ncciegoBaHUA IeKapCcTBEHHOro npenapaTa AN MegUMUMHCKOro NPUMEeHeHKs.

7. B CPOK, He npesBblWaloWwmii NATM pabounx OAHen Co AHA 3aBeplueHUsA, MPUOCTAHOBAEHUA WK
NpeKpaLLeHnsa KIMHUYECKOTO UCCIeA0BaHUA IeKapCTBEHHOTO NpenapaTa 4/ MeAULMHCKOro NPpUMEHEHWA,
coobuieHne 06 3TOM HAMpPaBASETCA OPraHM3aLMAMM, YKasaHHbIMM B 4YacTM 3 cTaTbM 38 HacToAwero
denepanbHOro 3aKOHa, B YNOAHOMOYEHHbIM deaepanbHbli  OpraH WCMONHWUTE/IbHOW BAAcTU Mo
YCTAHOB/IEHHOM UM popMme.

8. (DopN\a COO6LI.I,EHVI‘r'I O 3aBepuweHunn, npuocCTtaHoOBAEHUUN WUAN NpPEeKpaWweHUn KANMHUYECKOTO
nccnenoBaHMA NeKapCTBEHHONO nNpenapaTta 4NnAa meanumMHCKOro npuMmeHeHna JoNXKHa coaepKaTb:

1) uHbopmaLmio O MEAULMHCKON OpraHM3aumMm UM MeAMUMHCKUX OpraHu3aumax, nposBoAuBLINX
AaHHOe uccnefoBaHue;
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2) onvcaHne gaHHOro UccaeaoBaHus;

3) paHHble wccnegosaTena (pamumnus, MMA, OTYECTBO, MecTo PaboTbl, 3aHMMaemas AONKHOCTb,
CNeumanbHOCTb, CTaxk PaboTbl MO NPOrpPaMmmMam KAMHUYECKUX UCCef0BaHMI IeKapcTBEHHbIX NPenapaTos,
nepeyeHb KAMHUYECKUX UCCNeO0BaHUIN SIeKapCTBEHHbIX MPEenapaTtoB, B KOTOPbIX OH MPUHMMaAA yyacTue
(nepropbl yuacTus) B KauecTse UCCNeA0BaTENA UK coMcceoBaTens);

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pe3ynbTaT AAaHHOIO UCCNeaoBaHUA (3aBepLUeHUE, NPUOCTAHOBNEHUE MU NPeKpaLlLeHne AaHHOro
nccnenoBaHNA € yKasaHUEM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesy/nbTaToB, ObLLy0 OLEeHKY pUCKa U
0XMZAaeMoW NoJib3bl OT MPUMEHEHUS UCCeAYEMOTO IEKAPCTBEHHOIO NpenapaTa, a TakXe npeanonaraemble
OanbHenwmne aencrens).

8.1. MNpwu BbisBneHUN depepasibHbIM OPraHOM UCMOIHUTENBHOM BNACTU, OCYLLECTBAAIOLLMM GYHKUUK
Mo KOHTPOAI M Haa3opy B chepe 34PaBOOXPAHEHUA, HAPYLIEHMI MPaBUA HAZAEXAWENA KANHUYECKON
NPaKTUKU MNpPU NPOBEAEHUU KAMHUYECKOFO WCCAEAOBaHMA JIEKAPCTBEHHOrO NpenapaTa, BAUSIOWMX Ha
MOMIHOTY U (MNK) AOCTOBEPHOCTb AAHHOMO KAMHUYECKOrO MCCNen0BaHUsA, YKasaHHbIN deaepanbHbll opraH
NCNONHUTENbHOM BAACTU NPUOCTAHAB/IMBAET NPOBELEHNE AAHHOIO KIMHUYECKOTO MCCNeA0BaHUA U BbIHOCUT
MeZANUMHCKOW OpraHn3aLmMm, B KOTOPOI NPOBOAMTCA AaHHOE KIMHUYECKOE UCCneoBaHNe, NpeanncaHune ob
YCTPaHEHUWN BbIABNEHHbIX HapyweHui. Mpu HeycTpaHeHUU MeAMUMHCKOM OpraHu3aumen BblsiBNEHHbIX
HapyLWeHUA B YCTAHOB/IEHHbIN B NPeanMCaHUN CPOK YyKasaHHbIA penepanbHbli OpraH WUCMNOJHUTENbHOM
B/1IACTU NMPUHUMAET peLleHne O NPeKpaLLEHMM NPOBEAEHMA KINHUYECKOTO NCC/Ie40BaHNA IEKAPCTBEHHOTO
npenaparta W HanpasaseT B ¢eaepasbHblit OpraH UCMOJIHUTEIbHOM B/1IAaCTU, OCYLLECTBAAOWMNIA GYHKLUMN MO
BblIpaboTKe N peanmsaumm rocyaapcTBeHHON NOAUTUKM U HOPMATUBHO-NPABOBOMY PeryinpoBaHuto B cepe
3/1paBOOXPaHEHMUA, 3aKNOYEHNE O BbIABAEHMU MPU NPOBEAEHMU AAHHOTO KJAMHMYECKOrO MCCAeLOoBaHMS
HapyLLeHW NpaBua HagnexKalen KNIMHUYECKOM NPAKTUKKN N8 NPUHATUA pelleHna 06 oTMeHe paspeLueHus
Ha OpraHW3auuio NPoBeAEeHMA AAHHOTO KAMHWYECKOro WMCCAefOBaHWA C AaTbl NPUHATMA PeLleHuna o
NPUOCTAaHOB/IEHMM NPOBEAEHUA KNIMHMUYECKOTO UCCNe0BaHMA IEKAapPCTBEHHOTO Npenapara.
(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. YnosHOMOYeHHbIM denepasbHbli OpraH UCNOJHUTENBHOM BNACTM ONyb6AMKOBbLIBAET M pasmelLaeT
Ha cBoeM oduuManbHOM caiiTe B ceTu "MHTepHeT" coobuieHre O 3aBeplleHUn, NPUOCTAHOBAEHUU UK
NpeKpaLLeHNM KIMHUYECKOTO NCCAeA0BaHMA NEKAPCTBEHHOMO NpenapaTa 418 MeAULMHCKOTO NpMMeHeH s
B CPOK, He NpeBbIWatoWmnii NATU pabounx AHen Co AHA ero NONyYeHUs, B yCTaHOBJAEHHOM UM MOpPAAKe.

10. YNonHOMOYEHHbIM deaepanbHblii OpraH MCNONHUTENbHOM BNACTU OCYLLECTBAAET BeAeHWe peecTpa
uccnepoBatenei, NPOBOAAWMX WAM  MPOBOAMBLUMX  KAMHUYECKWE WCCNELOBaHWUA  JIeKapCTBEHHbIX
npenapatos AOnAa MeguunHCKOro npumeHeHuA, B COOTBETCTBUM C YTBEPXKAEHHbIMM MM MpPaBui1aMn “
pasmellaeT ero Ha csoem oduumanbHom caiite B ceTu "WHTepHeT" B yCTaHOBAEHHOM WM MOpPALKeE.
YKa3aHHbIN peecTp COAEPKUT MHPOPMALMIO, NPELYCMOTPEHHYIO NMYHKTOM 3 YacTh 8 HAaCTOALLEN CTaTbMy.

11. Otyer o pe3ynbtatax KAWMHUYECKOro wnccnengoBaHUA NEKAPCTBEHHOrNoO npenapata  AnAd
MeONLIMHCKOTO NpUMeHEHNA COCTaBNAETCA Opl'aHM3aLl,I/IEI‘/JI, yKa3aHHOl7JI B yactn 3 crtatbu 38 HacToALLero
(Dep,epaanoro 3dKOHa, Ha OCHOBaHUMU 3aK/1I0YEHUI MeONLLMHCKUX Opr8HM33LI,Mﬁ, nposoamBlnx 3TO
nccnegosaHne, U nNpeacrtaBiAeTca B yI'IOﬂHOMO‘-IEHHbIﬁ d)ep,epaanbu‘/i opraH WUCMNOJIHUTENIbHOWN BANAcCTH,
BbIAaBUJMl\;I pa3pewieHne Ha npoBegeHmne 3Toro nccnengoBsaHuaA, B CPoOK, He I'IpeBbIUJaIOUJ,Mﬁ Tpex mecaues co
AHA ero 3aBeplweHna, NpUoCTaHOBAEHNA NN NpPeKpalleHnA, B nopaake, yCTaHOB/Z1IEHHOM YNO/IHOMOY€E€HHbIM
d)EAepaﬂbelM OopraHom WCMNOJIHUTE/IbHOM BNACTH.

12. HapyweHue npasua HagnesKallen KAMHUYECKOW MPaKTUKK, danbcuduKkauma pesyibtaTos
KMHUYECKOrO MCCel0BaHUA JIEKapCTBEHHOro npenapata A4 MeAULMHCKOTrO MPUMMEHEHMA BAIeKYT 3a
cob0i1 OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinickon depepauuu.

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

13. |_|pl/l nposeaeHnn KAIMHUYECKOTro nccneaoBaHMA NeEKapCTBEHHONO npenaparta ana meagnumnHCKoro
npumeHeHnAa O0NnyCKaeTcA 3a60p Yy nNaulneHToB 61onorMyecknx mMmaTepmnanos (o6pa3u,b| 610N10rMYecKnx
)‘KMAKOCTEVI, TKaHet/‘I, CeKpeToB “ MNpPOAYKTOB MXU3HEOEATE/IbHOCTU YeNnoBeEKa, ¢M3MOHOFM‘4€CKMX n
NaTO/NOrM4YeCKnX BbIAEHEHMVI, Ma3KoB, COCKO6OB, CMbIBOB, MUKPOOPraHnM3mos, 6MOnCUiHbIN N\aTepman) anAa
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nx nsydyeHus B Poccuiickon Pegepaunn n (unm) 3a npegenamm Poccuinckoirt Pegepaumm.
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. MNopagok BBO3a B Poccuiickyto depepaunto M BbiBo3a 3a npegenbl Poccuiickoit depepaumm
6M0N0rMYECKMX MaTepPHNanoB, NOAYYEHHbIX NPY NPOBEAEHUM KAMHUYECKOTO UCC1e0BaHUA IEKapCTBEHHOTO
npenaparta g1 MeAULMHCKOro NpMMeEHeHWs, ycTaHaBauBaeTca MpasutenbctBom Poccuiickoit depepaumm.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CratbAa 41. JoroBop o npoBeAeHUU KIMHUYECKOro UCCNe[0BaHNA IeKapCTBEHHOro npenapara gnas
MeanUUnHCKOro nppmeHeHua

1. KnuHuuyeckoe wuccnegoBaHWE NEKapCTBEHHOro npenapaTa 418 MegMUMHCKOTO MNpUMEeHeHUs
NpoBOAMTCA B COOTBETCTBUM C LOrOBOPOM O MPOBEAEHUU KAMHUYECKOrO MCCNeA0BaHUA JIeKapCTBEHHOIO
npenapata Ana MeAMUMHCKOrO MNPUMEHEHMs, 3aKNloYaeMblM MeXAy OpraHuMsaumein, nosayynBLIel
paspelleHre YynoJAHOMOYEeHHOro ¢denepanbHOro OpraHa MCMOJMIHUTENIbHOW BAACTM Ha OpraHusauuio
npoBeAeHWA TaKoro UCCea0BaHUA, U MeANLMHCKOW OpraHM3aLment, OCyLLecTBAAOWEeN NpoBeaeHNe Takoro
nccnenoBaHus.

2. JoroBop 0 npoBeAeHUN KANMHUYECKOro MUCCNefoBaHUA JIeKapCTBEHHOro npenapata A4/
MeaANUNHCKOIo NnpumMeHeHNA AO0TXKEH COAePHKaTb:

1) yCnoBuA U CPOKM nposegeHNA AaHHOTo nccnenoBaHuA,

2) onpegeneHve obuwei CTOMMOCTM NPOrpammbl AAHHOMO MCCNEAO0BAHUA C yKasaHMEM CyMMbl,
npegHasHavalolLeinca ans BbinaaT uccie40BaTeNsaM, COMCCneaoBaTenam;

3) onpeneneHve GopmMbl NpeacTaBAeHUs pPe3y/bTaToB AAaHHOTO UCCIef0BaHUA B YNOJHOMOYEHHDIN
denepanbHbIii OpraH UCNONIHUTEIbHOM BNACTU.

Ctatba 42. duHaHcoBOe obecneyeHMe KANHUYECKOrO uccneposaHnAa NeKapCTtBeHHOro npenapara
Ana meagnunHCKoro npymeHeHuA

duHaHCcOBOe obecneyeHMe  KAMHUYECKOTO nccnegoBaHMA  NEKAPCTBEHHOINO npenapata  AnAa
MeaNUNHCKOIo npuMmeHeHNA OCyLeCTB/IAETCA 3a CHET.

1) cpeacts denepanbHoro broaxeTa;

2) cpeactB OpraHuM3auuMii, MNOAYYMBLUMX paspelleHMe Ha OpraHM3auuio npoBefeHuUs LaHHOro
NccNefoBaHMA, B COOTBETCTBUM C YCOBUAMM SOTOBOPA O €ro NpoBeaeHun;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuitickon Peaepaunm NCTOUHUKOB.

Cratba 43. MpaBa nauueHTOB, Y4YaCTBYIOLWMUX B KAMHMYECKOM UCCAeA0BaHUU JIeKApPCTBEHHOro
npenaparta agna meguuymnHCKoro npymeHeHumaA

1. Yyactme naumeHTOB B KIMHMYECKOM UCCIe40BaHMM IeKapCTBEHHOrO npenaparta 414 MeauumMHCKOro
npumeHeHunAa ABnAeTcA lCI,O6pOBO}'IbeIM.

2. MaumeHT UAK ero 3aKOHHbIN NpeacTaBUTeNb A0/KeH 6biTb MHGOPMUPOBAH B NUCbMEHHOM dopme:

1) O JNeKapCTBeEHHOM npenapaTte AnAa MeauunHCKOro npumeHeHunAa wun CywHOCTU KAUHWUYeCKOoro
nccnenoBaHMA 3TOro JIEKAapCTBEHHOTO Npenaparta;

2) o 6e30MacHOCTU IeKapCTBEHHOTO NpenapaTa 418 MeAULMHCKOTO NMPUMEHEHUS, ero OXuaaemon
3G DEKTUBHOCTU U CTEMEHWN PpUCKA AN NAUMUEHTa];

3) 06 ycnoBMAX y4acTvsa MaumeHTa B KAUMHUYECKOM UCCef0BaHWKM fIeKapCTBEHHOro npenapaTa Ans
MeANLIMHCKOrO NPUMEHEHUSA;
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4) O uenam unanm udenax un npoaonKnUTenbHOCT KAMHUYECKOro wmccanenoBaHuA NeKapCTBeHHOro
npenaparta ana meguuymnHCKoro npumeHeHuaA,

5) o geiicTBMAX NauneHTa B ClyYae HenpeaBUAEeHHbIX 3GPEKTOB BAMUAHUA IEKAPCTBEHHOrO Npenapara
ANA MeAULMHCKOTo NPUMEHEHUS Ha COCTOAHME ero 340p0BbS;

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XNU3HHN, 300P0BbA NaAUNEHTA,

7) o rapaHTUAX KOHOUAEHUMANbHOCTM y4yacTMA MNauUMeHTa B  K/JAMHMYECKOM UCCAeao0BaHUM
JIeKapCcTBEHHOrO npenapaTta Aas8 MeANLUHCKOro NPpUMEHEHNS.

3. Oo6poBoabHOE cornacue MnauMeHTa Ha ydacTMe B KAMHUYECKOM MCCNeA0BaHUM SIeKapCTBEHHOro
npenaparta ga1a MeguuUMHCKOro NPUMEHeHUA NOATBEPKAAETCS ero NOANMUCHI0 UK NOAMMUCHIO ero 3aKOHHOTO
npeacraBuTeNa Ha MHGOPMaALMOHHOM JIMCTKE NaLMEHTa.

4. TlauMeHT nan ero 3aKOHHbI npeacrtaBuTe/ib MMEET NMPaBO OTKAa3aTbCA OT y4aCTUA B KZIMHUYECKOM
nccnegoBaHMM NeKapCTBEHHOTO NpenapaTta 4na megnumHCKoOro npumMmeHeHmA Ha noboit CTaamun nposeaneHunA
TaKOro nccnepnosaHuAa.

5. MpoBegeHne KAMHUYECKOTO WCCNefoBaHWA NIeKapCTBEHHOIO npenapata Ans MeAMUMHCKOro
NPUMEHEHMA C y4acTMEM B KayecTBe MaUMeHTOB AeTeil AOMyCKaeTcA TOJIbKO C COrnacus B NMUCbMEHHOM
dopme nx poautenei, ycbiHoBuTeNen. et MoryT pacCMaTpMBaTbCs B Ka4ecTBe NoTeHLMa bHbIX MaLMEHTOB
TaKoro uccnegoBaHua, TONIbKO €C/IM ero NpoBeAeHMe HeobxoAMMo ANs YKpenaeHua 340p0Bba AeTel Uan
NPodUNAKTUKM MHDEKUMOHHbIX 3a60/1eBaHNI B AETCKOM BO3pacTe IMb0 ec/in Lenbto TaKoro Ucc/ieaoBaHuA
ABNAETCA NOJMYyYeHMEe AaHHbIX O Hauaydllehn A03NPOBKe NIeKapCTBEHHOro NpenapaTa Ans fedyeHus aereit. B
3TUX  CAyYasX TaKoMy WCCNeAOoBaHUIO  [O/KHO NpPeAwecTBoBaTb  KAMHWYECKOe  UcciefioBaHue
NleKapCcTBEHHOro npenaparta An8 MeAMUMHCKOro NpUMEHeHMA Ha COBEepLUEHHONeTHMX rpa)kaaHax, 3a
UCKIOYEHNEM C/lyYaeB, ec/in Uccneayemblii 1eKapCcTBEHHbIM npenapaTt Ana MeAULUHCKOro NpumeHeHua
npeaHasHavyeH UCKNYUTENBHO AN UCMONb30BaHUA HECOBEPLUEHHONETHUMM FrparkaaHamu.

(8 pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc5-1 nposeageHne KANMHUYECKOTo MUCCnenoBaHUA eKapCTBEHHOrNo npenaparta A4NA
MeaNUMHCKOIo NnpumeHeHnA C yd4actnem B KayecTtee NallMeHTOoB:

1) peteli-cMpoT 1 geTei, octaBmnxca 6e3 noneyeHusa poguTenei;

2) KeHLMH B nepmom, 6epeMeHHOCTH, }KeHLMH B Nepuog, rpyAHOro BCKapM/IMBaHUSA, 32 UCKIOYEHNEM
CNy4aeBs, €CNM NPOBOAMTCA KAMHUYECKOE UCC/ef0BaHUE IEKAPCTBEHHOIO NpenapaTta, NpeaHasHaYeHHoro
ONA YKa3aHHbIX KEHLWMH, MPU YCNOBUN HEOBXOAMMOCTM MOAyYeHUss MHPOPMALMKU TONbKO BO Bpems
NpoBeAEHMA COOTBETCTBYIOLMX KAMHUYECKUX UCCNEAOBAHMIA M NPUHATUA BCEX HEOBXOAMMbIX mMep Mo
WCK/IIOYEHMIO PUCKA HAHECEHUS BPEAA KEHLLMHE B Nepuos 6epeMeHHOCTH, KeHLWMHEe B Nepuos rpyaHoro
BCKAapPMAWBAHUA, NA0ALY UNN pebeHKYy;

3) BOEHHOCAYMKAWMX, 33 WCKAIOYEHMEM C/y4YaeB MpPOBeAeHMA KAMHMYECKOro UcCnefoBaHuA
NleKapcTBEHHOro npenapaTa, cneuvanbHo paspaboTaHHOro AnA MPUMEHEHUA B YCNOBMAX BOEHHbIX
OENCTBUIM, Ype3BbIYaMHbIX CUTYaLMIA, NPODUNAKTUKM U ledeHnA 3a601eBaHNN U NOPAXKEHUN, NONYYEHHbIX B
pesy/nbTaTe BO3AEUCTBMA HEHAAronpuATHbIX XMMMUYECKUX, BMOOrMYECKMX, PagVaLMOHHbIX (aKTOPOB.
KNvHMYecKkoe ucciefoBaHMEe TaKOro JIeKapCTBEHHOTO MNpenapaTta MOMeT NPOBOAUTLCA C y4vyacTMeM B
KauyecTBe NaLMeHTOB BOEHHOC/YKALLMX, 32 UCKIIOYEHNEM BOEHHOC/TYKALLMX, MTPOXOAALMX BOEHHYIO CYKOY
no npusbiey, ¢ cobnogeHnem TpeboBaHWUI, YCTaHOB/EHHbIX HacToAwum PesepasbHbIM 3aKOHOM B
OTHOLUEHMWM FPaXKAAHCKUX L,

4) COTpyLHMKOB NPaBOOXPAHUTENbHbBIX OPraHoB;

5) nvu, oT6bbIBaKOWMX HaKa3aHWe B MecTax /MWeHUsa cBobodpbl, a TaKMKe NNL, HaxoAALMXCA noa,
CTparkei B cneAcTBEHHbIX U30NATOPaX.

7. [onyckaeTcAa npoBeAeHME KAMHMYECKOro MUCCNefoBaHUA NeKapCTBEHHOro npenapata  A4naa
MeONLNHCKOTIo NpuMeHeHunA, npeaHasHa4eHHOoro ana Ae4eHna ncuxmyeckmnx 38601'IEBaHMl7I, C y4yactnem B
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KavyecTtBe NauneHTOB UL, C NCUXNYECKUMU 3a60ﬂeBaHl/IﬂMM, NMPU3HAHHbIX He,CI,GECI'IOCO6HbIMM B nopAaake,
YCTAaHOBJ/IEHHOM 3aKOHOOATENBCTBOM Poccuitckoit CDep,epau,MM. KnnHunyeckoe nccnegoBaHue
NEeKapCTBEHHOrIo npenapara B 3TOM Cay4ae npoBoAUTCA NPU HAIUYUK cOornacuAa B NUCbMEHHOM cboplv\e
3aKOHHbIX I'Ipe,D,CTaBMTeﬂepl YKa3aHHbIX L.

CraTbna 44. O6sa3aTeNlbHOE CTPAXOBaHWUE KU3HU, 340P0BbA NALMEHTA, y4aCTBYIOLLErO B KAIMHUYECKOM
uccne0BaHUM IEKAPCTBEHHOTO Npenapara A8 MeAULIMHCKOro NpMMeHeHus
(8 pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauua, MOAYYMBLUAA pa3pelleHne Ha OpraHMsaumio NpPoBeAeHMA  KAUHUYECKOro
MCCNea0BaHWUA NIEKAapPCTBEHHOTO npenapata A8 MeAMUMHCKOTO MpUMeHeHusa, obsa3aHa B Kadectse
CTpaxoBaTe/iA CTPaxoBaTh PUCK MPUYMHEHWA BPeaa KMU3HM, 340P0BbIO NaUMeHTa B pesy/bTaTe nNposeaeHUs
KJAMHMYECKOro UCCAe0BaHNA NeKapCTBEHHOMO npenapaTta A1Aa MeAULMHCKOro NPUMEHEHMUA 3a CBOM cyeT
nyTeM 3aKNo4eHMsA 40oroBopa 06a3aTeIbHOro CTPAxXoBaHMUS.

2. O6beKkToM 06A3aTeIbHOr0 CTPax0BaHWUA ABAAETCA UMYLLLECTBEHHbIN MHTEPEC NauMeHTa, CBA3aHHbIN
C NPUYUHEHNEM BPEeda ero KU3HU UAM 340POBbI0 B pe3y/ibTaTe NpoBeAeHNA KAMHUYECKOro nccneaosaHma
NleKapCcTBEHHOro nNpenapara A8 MeguLMHCKOro NpMMeHeHUs.

3. CTanOBbIM Cclydaem no gorosopy obAsaTenbHOro CTpaxXoBaHMA ABAAETCA CMepPTb NaunNeEHTa UIN
yxXyguweHue ero 340posbAa, B TOM 4YUC/NeE BAEKYLLEE 3a coboii YCTaHOB/NEHNE UHBANTNAHOCTU, NPU HaN4YUU
I'IpM‘-IMHHO-C/'IE[],CTBEHHOVI CBA3N MmeXXAy HaCTynJieHnem aToro cobbITHA U ydyactnem naymeHTa B KIMHN4YEeCKOM
nccnegoBaHMM NeKapCTBeHHOro npenapara.

4. TpeboBaHMA O BO3MeLlEHUM Bpefa, MPUUUHEHHOTO KU3HM WAM 340POBLIO  NaLMeHTa,
NpeabABAAIOTCA B TEYUEHNE CPOKOB MCKOBOM AaBHOCTU, YCTAHOB/IEHHbIX FPaXKAaHCKMM 3aKOHOA4ATe/IbCTBOM.

5. Pazmep cTpaxoBoii BbINAaTbl N0 fOroBOPY 0643aTeNbHOMO CTPAaXOBaHWUA COCTaBAAET:

1) B cnyyae cMepTM mauMeHTa ABa MUAAMOHA pybaeit Ha KaxkAoro nauMeHTa, y4acTBOBaBLUErO B
KAMHMYECKOM MCCef0BaHUMN NeKAapCTBEHHOMO Npenapara;

2) Npu yxyALleHnn 340P0BbA NaLMEHTa:

a) noBneKLwWweMm 3a coboi ycTaHOBNEHWE UHBAANAHOCTM | rpynnbl, 0OAUH MUAIMOH NATLCOT ThicAY py6eit
Ha Ka)40ro NauMeHTa, y4acTBOBABLUErO B KANMHUYECKOM UCCNef0BaHMM IeKaPCTBEHHOrO Npenapara;

6) noBneKkwem 3a coboit ycTaHOBAEHNE UHBaNAUAHOCTH || rpynnbl, 0AMH MUANUOH pybieit Ha Kaxkaoro
MauueHTa, y4acTBOBABLLErO B KIMHWUYECKOM UCCEA0BaHUM JIEKAPCTBEHHOIO Npenapara;

B) NoB/eKLWeM 3a coboi ycTaHoBNeHMEe MHBaAUAHOCTH Il rpynnbl, NATLCOT ThiCAY Py6/iei Ha Kaxkaoro
naumneHTa, y4acTBOBABLLErO B KNMHNMYECKOM UCCNeA0BaHNM IeKapCTBEHHOro Npenapara;

r) He nosneKkwem 3a coboi ycTaHOBMEHUA MHBANMAHOCTU, He Bosiee Yem TpuUCTa Tbicad pybnei Ha
KaK[0ro naumeHTa, y4acTBOBaBLIEro B KAMHUYECKOM MCC/IeA0BaHUMN 1eKapCTBEHHOro npenapara, ucxoasa us
HOPMaTUBOB, OTPAXKAIOLWMUX XapaKTep M cTeneHb NOBPEeXKAEHMA 340P0BbA, a TaKKe GaKTUUYECKU MOHECEHHbIX
NauMeHTOM PacxooB, Bbi3BaHHbIX MOBPEXAEHNEM 340PO0OBbA, Ha MEeAULMHCKYIO NOMOLb, NpuobpeTeHne
NleKapCTBEHHbIX NpenapaToB.

(nn. "r" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuay ¢ 1 utona 2015 roaa. - PegepanbHblii 3aKoH 0T 22.12.2014 N 429-$3.

7. CpOK A0rosopa obnasaTenibHOro CTpaxoBaHMA HE MOXKET 6bITb MeHee, 4yem CpPOK nposBeneHunA
KTMHNYECKOro nccnegoBaHmna 1eKapCrtBeHHOro npenaparta.

8. Ycnoeua pgorosopa 06s3aTe/IbHOrO CTPaxoBaHWA, B TOM 4Mcne CTpaxoBble Tapudbl Mo
06s3aTeNIbHOMY CTPaxOBaHWIO, MepeyeHb Heob6X0AMMbIX AOKYMEHTOB A/1A OCYLWECTBIEHMA CTPaxoBOM
BbINAATbl, MNOPAAOK YCTAHOBJAEHMS CTpaxoBaTesleM WHAMBUAYANbHOTO WAEHTUOUKALUMOHHOIO KoAa
naumneHTa, NopaaoK MHPOPMMPOBAHUA CTPAxXoBaTe/NemM CTPAXOBLLMKA O MPUB/EYEHHBIX K KAMHUYECKOMY
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nccnenoBaHMIO IeKapCcTBEHHOrO NpenapaTta A8 MeAMLMHCKOro NPUMeHEeHUA NauneHTax, NopsaaoK ynaaThbl
CTpaxoBoW Npemuu, NOPAAOK peannsauumn onpegeneHHbix Hactoalwmm PeaepanbHbiM 3aKOHOM U APYrUMUA
dbenepanbHbIMM 3aKOHaMM NpaB M 06A3aHHOCTEN CTOPOH NO A0roBOpPY 06583aTENbHOIO CTPAX0BaHUA, a TaKkKe
HOPMaTUBbI, OTPa’kalolMe XapaKTep M cTeneHb NOBPEeXAeHWA 340pOBbA, YCTaHaBAMBAOTCA TMUMOBLIMU
npasuaamm o6a3aTeNIbHOro CTPaxoBaHMWA.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyyae NpUUMHEHUA BPeda U3HM NauMeHTa, y4acTBOBaBLIEro B KAMHUYECKOM UCCeA0BaHMm
NleKapcTBeHHOTO Npenapara, BbiIrogonpuobpeTaTtensimm no 4orosopy 06s3aTes1bHOro CTPaxoBaHUA ABAAIOTCA
rpaskaaHe, MMeloLMe MPaBO Ha BO3MeLLeHME Bpeda B C/ly4Yae CMepPTV KOPMU/bLA B COOTBETCTBMM C
rPa*kAaHCKMM 3aKOHOAATeNbCTBOM, NPW OTCYTCTBUM TaKUX rPaskaaH - poaAuTenn, cynpyr, AeT ymepLiero
nauuneHTa, y4acTBOBaBILErO B KAMHUMYECKOM UCCNeA0BaHUN NEeKapCTBEHHOro npenapara, B Ciydae cmepTu
naumveHTa, y4acTBOBABLUEro B KAMHUYECKOM WMCCAeA0BaHWM fIeKapcTBEHHOro npenapaTta U He MMeBLUero
CaMOCTOATE/IbHOIO A0X0A3, - FpaXAaHe, Ha MKAUBEHUMN KOTOPbIX OH HAaXOAMACA, B OTHOLLIEHWUW BO3MELLLEHNA
pacxo4oB Ha norpebeHne MmaumeHTa, y4aCTBOBABLUErO B KAMHWYECKOM UCCeA0BaHMM NeKapCTBEHHOMO
npenapara, - ML, NOHecLlee Takne pacxodpl.

10. CTanOBaH BblMN1aTa B CHET BO3MeLWeHNA Bpeaa, NPUYNHEHHOTO XXU3HU NaUMeHTa, y4aCTBOBaBLUEro
B KIMHN4YEeCKoOM nccnegoBaHun NNEKApPCTBEHHOIO npenaparta, pacnpeaenAaeTca mexagy
Bbll'OLl,OI'IpMO6p€TaTEJ'IFIMM nponopunoHasibHO UX KONMYECTBY B PaBHbIX A0NAX.

11. Mpw HacTynaeHUM CTPAXOBOrO CAy4Yas MaLMEHT, y4acTBOBABLUMM B KAMHUYECKOM UCCNEA0BAHUMU
NIeKapCTBEHHOrO Npenapara, Bbirogonpuobperatenb BNpase NpeabABUTb HEMOCPEACTBEHHO CTPAXOBLUUKY
TpeboBaHMe 0 BO3MELLEHWUM NPUYMHEHHOTO Bpeaa. CTpaxoBasa BbiniaTa OCYLLECTBAAETCA CTPAXOBLLMKOM B
TeYyeHune TpMAaLuaTM AHEN co AHA npeAcTaBAeHUa HeobXoANUMbIX AOKYMEHTOB. MauMeHT, y4yacTBOBaBLIUI B
KIMHWUYECKOM UCCNel0BaHUUN SIeKapCTBEHHOrO npenapaTa, uin Bbirogonpuobpertatens 0b6Aa3aH coobwuTtb
CTPaxXOBLUMKY A5 OCYLLECTB/IEHMA CTPAXOBOM BbINAATbl WMHAMBUAYANbHbLIA UAEHTUPUKALMOHHBIN Ko,
nauMeHTa, YCTAHOB/IEHHbIN CTpaxoBaTeNemM B COOTBETCTBMM C TUMNOBbIMWM MNpaBuaamu 06A3aTeNbHOro
CTPaxoBaHUsA.

12. [o nonHoro onpegeneHuva pasmepa MNoA/eXKallero BO3MELEeHUIO Bpeda CTPaxoBLMK MO
3asB/IEHMIO MaLMEHTa, Y4aCTBOBABLUEro B KAMHUYECKOM MCC/eA0BaHMKU IEKAapCTBEHHOMO NpenapaTta, uam
3anB/IEHUIO BbirofonpuobpeTaTenia BNpaBe OCYLWECTBUTb YacTb CTPAXOBOM BbIMN/ATbl, COOTBETCTBYHOLLYIO
$aKTMuecKkn onpeneneHHoM 4Yactu NPUYMHEHHOTO Bpeaa.

13. CTanOBaFI BblN1aTa B COOTBETCTBUN C A0OTOBOPOM obA3aTenbHOro CTpaxXxoBaHMA OCyLllecTBAAETCA
HE3aBUCMMO OT BbINAAT, NPUYUTAOLWMNXCA NO APYTMM BUOAM CTPaxoOBaHUA.

14. He A0NyCKaeTcAa y4yactue nauneHTa B nposeaeHUnN KIMHNYEeCKOro nccaiegoBaHmMA 1eKapCTBEHHOro
npenaparta npu oTCyTCTBNKN 40roBopa obA3aTenbHOro CTpaxoBaHuA.

15. KoHTponb 3a WCMOJMHEHMEM OpraHusaumel, MoJiyyMBLIEN paspelleHMe Ha OpraHusauuto
nNpoBeAeHUA KNMHNYECKOTO MCCNeA0BaHUA IeKapcTBEHHOrO npenaparta 41a MeAULMHCKOro NpUMEHEeHUsn,
YCTaHOB/IEHHOW HacToAleN cTaTbeid 0653aHHOCTM MO 06s3aTeNIbHOMY CTPAXOBaHUIO KMU3HU, 340POBbLA
naumeHTa, yyactsylowero (y4acTBOBaBLUErO) B KAMHUYECKOM MCCNeA0BaHUN NIeKapCTBEHHOro npenapaTa,
OCYLLECTBAAETCA YMNOJHOMOYEHHbIM denepanbHbIM OPraHOM MCMOAHUTENbHON BNACTM, BblAABLIMM
paspelleHMe Ha NPoBeaeHME KANHUYECKUX UCCNeA0BaHNI IeKapCTBEHHbIX NPEnapaTos Ana MeANLUHCKOro
NPUMEHEHNA.

Fnasa 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoACTBO IeKAPCTBEHHbIX CpeacTs

1. npOM3BOACTBO NNEKAPCTBEHHbLIX Cpeacrs AO0J/IXKHO COOTBETCTBOBATb Tpe6OBaHMFIM npasun
Ha,u,nemau.l,eﬁ I'IpOM3BO,£I,CTBEHHOﬁ NPaKTUKK, yreepxg4eHHbIM YNO/THOMOYEHHbLIM cbe,a,epaanblM OopraHom
ncnoaHuTenbHon Bnactu. OcobeHHocTH nepexoga nponssoacrtBa OTAE/IbHbIX NEKAPCTBEHHbLIX CPEACTB K UX
npon3soactey B COOTBETCTBUKU C TDE6OBaHVIFlMVI npasun Ha,a,ne»(au.l,eﬁ I'IpOVI3BO,CI,CTBEHH0171 NPaKTUKn
YCTaHaB/IMBAOTCA npaBVITe.I'IbCTBOM Poccuitckoit (Dep,epau,mm. Bbigaya 3aK/IIOYEHUIA O COOTBETCTBUU
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Npoun3BOAUTENA NEKAaPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBUA Haa/exallell NPoU3BOACTBEHHOW NPaKTUKK
OCYLLECTBNAETCA MO pe3y/ibTaTaM MHCMEeKTUPOBaHMA NPOM3BOANTE e NeKapCTBEHHbIX CPeACcTB B Nopaaxe,
ycTaHoBNeHHOM [pasutenbctBom Poccuiickolt ®egepauuun. Pasmep naaTbl 3a Bblgadyy 3aKAO4yeHMs O
COOTBETCTBMM  MPOU3BOAMTENSA  /JIeKapCTBEHHbIX cpeAcTB  TpeboBaHMAM  MpaBuMA  Hagnexauein
NPou3BOACTBEHHON MPaKTUKKU YycTaHaBAMBaeTca [lpaBuTenbcTBOom Poccuiickoit ®degepaumu. Nopaaok
opraHM3auun U NPoBeAeHMA MHCNEKTUPOBAHMUA NPOU3BOAUTENEN NEKAPCTBEHHbIX CPeACTB Ha COOTBETCTBUE
TpeboBaHMAM NpPaBMN Haane)kallei MpPOoM3BOACTBEHHOW NPAKTUKM ycTaHaBauBaeTcA [paBUTeNbCTBOM
Poccuitckoit Pepgepaumn.

(8 pea. PenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-$3, 01 22.10.2014 N 313-®3, 07 22.12.2014 N 429-03)

2. [Mpou3BoACTBO JIEKApPCTBEHHbIX cpeact8 B Poccuitickon  Pepepaumm  ocywecTBaseTcs
NPOU3BOAUTENAMMN JIEKAPCTBEHHDbIX CPEACTB, MMEOWMMU JINLEH3UIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. MNoaTeep:kaeHMe COOTBETCTBMA IMLLEH3MATA NPaBUIaM HaZ/1exKallen Npon3BoACTBEHHOM NPaKTUKN
OCYLLECTB/IAETCA B PaMKax JIMLUEH3MOHHOIO KOHTPOJIA B COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM Poccuitckom
depepaunm c yyueTom 0co6eHHOCTEN, YKA3aHHbIX B 4acT 1 HacToALLEN CTATbM.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. Mpon3BoaCcTBO NEKApPCTBEHHbIX CPeacTB  OCyLWecTBaAAeTcA C CO6!1IOLI,EHM€M TpE6OBaHVIf;I
NMPOMbIWNEHHOIO pernameHTa, KOTOprl71 YTBEPXKAAETCA pyKOBOAUTENEM NMPOU3BOANTENA NEKAPCTBEHHbIX
cpeAacTB U BKIKOYAET B cebsn nepevyeHb NCNoJibayemMbliX d)apMaLI,EBTVILIECKVIX Cy6CTaHLI,M171 M BCNMOmMOraTe/ibHbIX
Belw,ecTB C YKa3daHNEM KOJZIMYECTBA KaxXa40ro U3 HMX, gdaHHble 0b ncnosibsyemom 060py,£l,OBaHMM, onuncaHume
TEXHO/ZIOTNM4YeCKOoro npouecca n MeETOA0B KOHTPO/1A Ha BCEX 3Tanax Npon3soACTBa JIEKAPCTBEHHbIX CPeACTB.

4. Mpu nNpoM3BOACTBE JIEKAPCTBEHHbIX CPEACTB WMCMNOAb3yHTCA dapmaueBTUYeckue cybcTtaHumuy,
CBELEHMA O KOTOPbIX COAEPKATCA B rOCYAapCTBEHHOM PEECTPe NIEKAPCTBEHHbIX CPeACTB, 33 UCKAIOYEHMEM
dapmaLeBTMUYECKUX CyOCTaHLUMIN, NPOU3BOAUMBIX A1 MPOBEAEHUA KAMHUYECKUX WUCCNEeLOBAaHWN U ans
akcnopTta. K npoueccy npousBoactsa ¢dapmaueBTUYECKOM cybCcTaHUMM OTHOCATCA tobble cTagumn
TEXHO/IOMMYECKOro NpoLLecca, NO3BoOAAIOLWME NOAYYUTb FOTOBbIM NPOAYKT, COOTBETCTBYOLWMIA TpeboBaHMAM
dapmaKoneHon cTaTtbM, B TOM uucie QepmeHTauma, IKCTPaKLMA, OYMUCTKA, BblAeNeHME,
nepeKkpuUCTanIM3aums, BbicyllMBaHMe, U3MenbYyeHne. B cnyyae He06X04MMOCTM MCNOAb30BAHUA 3TUNOBOTO
CcNupTa, B TOM 4ucie dapmaLeBTUYECKOW CybCTaHUMKM cnMpTa 3TUAOBOro (3TaHo/sa), Npyu NPOU3BOACTBE
JIeKapCTBEHHbIX CPeACTB B KAaYeCTBe AEUCTBYIOLWLErO U (M1M) BCMOMOraTe/IbHOro BELLECTBA, a TaKXe B UHbIX
TEXHO/IOTMYECKMX Lenax AO0/XHa ObiTb MCNONb30BaHa TONbKO dapmaueBTUyYecKkana cybcTaHuma cnupTa
3TUnoBoro (ataHon).

(8 pea. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 27.12.2019 N 462-d3, 01 27.12.2019 N 481-93)

4.1. MepeyeHb NeKapCTBEHHbIX NPenapaToB A1a MeAULUNHCKOTo NPUMEHEHMSA, B OTHOLIEHUN KOTOPbIX
YyCTaHaBNMBAKOTCA TpeboBaHMA K 0BbeMy Tapbl, YNAaKOBKE U KOMMAEKTHOCTWU, NepPeYeHb NIEKAPCTBEHHbIX
npenapatoB AN BETEPMHAPHOIro NPUMEHEHUS, B OTHOLLIEHMM KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHUA K
ob6bemy Tapbl, a TaKKe TpeboBaHMA K 06beMy Tapbl, YTaKOBKE M KOMMIEKTHOCTM JIEKAaPCTBEHHbIX NpenapaToB
AN MeaVLMHCKOTo MpuMeHeHusa, TpeboBaHMA K 06bemy Tapbl NEKapCTBEHHbIX MpenapaToB A4S
BETEPMHAPHOIr0 NPUMEHEHUS ONpPenenatoTca COOTBETCTBYHOLMMMU YNOJAHOMOYEHHbIMKU deaepasibHbIMU
OopraHamm UCNOSIHUTENbHOW BNACTW B NOpAAKe, ycTaHoBAeHHOM MpaBuTenbCcTBoM Poccuiickon deaepauum.
(yactb 4.1 B pea. GeagepanbHoOro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusauuu, OCyLlecTBAAKOWME NPOU3BOACTBO dapmMaueBTMUecKon cybcTaHLuMM cnupTa
3TUNOBOro (3TaHosa) A/ NPOM3BOACTBA CNMPTOCOAEPMKALLMX JIEKAPCTBEHHbIX MpenapaToB, 06s3aHbI
OCYLLECTBAATbL YYET B NOPAKe, yCTaHOBNAEHHOM cTaTbsimu 8 u 14 denepanbHOro 3akoHa ot 22 HoAbps 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryaMpoBaHMM NPOM3BOACTBA M 0BOpPOTa 3TUOBOrO CNMPTA,
aJIKOrONIbHOM W CMMPTOCOAEP KALLEN NPOAYKUMM M 06 orpaHUYeHUN NoTpebaeHnn (pacnuTma) ankorobHowM
npoaykummn". Mponssoactso dapmaLeBTUYECKON CyBCTaHUMM CnNMpTa 3TUIOBOro (3TaHOMA) AONycKaeTcs
TONbKO OpraHusaumen, OCyLLeCTBAAOWEN MNPOU3BOACTBO PEKTUPUKOBAHHOTO ISTUAOBOrO CNMpTa M3
MULLEBOTO CblpbA Ha OCHOBAHMM NWLLEH3MM HA MPOM3BOACTBO 3TWUIOBOTO CMNMPTA ANA MPOU3BOACTBA
dapmaueBTUUeCKON cybCTaHUMKM CcnMpTa 3TMAOBOrO (3TaHO/Ma) B  COOTBETCTBUM C  TpeboBaHUAMM
depepanbHOro 3akoHa oT 22 HoAbpa 1995 roga N 171-®3 "O rocyaapcCTBEHHOM peryaMpoBaHum
npoussoacTea U obopoTa 3TMNOBOrO CNMPTa, aNKOrOJIbHOM W CAMPTOCOAEpPMKALLen NpoayKumnm u ob
orpaHuyeHun notpebneHua (pacnuTvA) anKoroNbHOM nNpoayKuMu", MeTogoM pas3BefdeHUsa BOAOM
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OYMLLEHHOM TAKOro 3TU/I0BOTO CNMPTa, NPOU3BEAEHHOIO AAaHHOW OpraHM3aumelt No MecTy ocyLLecTBAEHUA
npousBoAcTBa papmaLeBTUYECKON cybCcTaHUMM CNnMpPTa 3TUNOBOrO (3TaHoNa).
(yacTb 4.2 BBegeHa PepepanbHbim 3akoHom oT 03.07.2016 N 261-d3; B pea. desepanbHOro 3akoHa oT
27.12.2019 N 481-93)

4.3. NHamBuayanbHble MNpeanpuHMMaTENn U OpUAUMYECKUE NNLA, OCYLLECTBASAIOWME 3aKYMKYy U
Mcnosb3oBaHWe ¢papmMaLeBTUYECKOlM cybCcTaHUMKM CnupTa 3TMNOBOrO (3TaHOAMA), a TaKKe NPOWU3BOACTBO,
N3rotosaeHue n (Mnm) o6opoT (3a UCKAYEHMEM PO3HUYHOWN NPOAAXKKN) CMUPTOCOAEPIKALLUNX NEKAPCTBEHHbIX
npenapaTtos, 06A3aHbl OCYLLECTBAATL UX YYET U AEKNapUpOBaHME B NOPALKE, YCTAHOBEHHOM CTaTbsiMM 8 U
14 ®epepanbHOro 3akoHa oT 22 Hosabps 1995 roga N 171-®3 "O rocygapCTBEHHOM pPeryinMpoBaHUK
npoussBoAcTBa M obopoTa 3TWU/IOBOFO CNMPTa, a/IKOTONIbHOM M cnupTocodep)Kallei npoaykumm u ob
orpaHMyeHumn notpebneHnsn (pacnnTma) aaKorosibHOM NpoayKumu'.

(yacTb 4.3 BBegeHa depepanbHbim 3akoHOM 0T 29.07.2017 N 278-3)

4.4. TNpu Npomn3BOACTBE JIEKAPCTBEHHbIX NPENAPATOB A1 BETEPUHAPHOIO MPUMEHEHUA OOMYCKaeTcA
MCNONb30BaHWE MPOM3BEAEHHbIX ANA peanv3aumm dapmaueBTUYECKUX CyOCTAHUMA, BKIOYEHHbIX B
roCy4apCTBEHHbIA peecTp /N1eKApCTBEHHbIX CPeACTB  YNOJHOMOYEHHbIM  deaepanbHbIM  OpraHoOM
NCNOSIHUTENbHOM BNACTU, OCYLLLECTBAAIOWMM BeeHWe rocy4apCTBEHHOIO peectpa eKapCcTBEHHbIX CPeACTB
ONA MeANLMHCKOTO NPUMEHEHUA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPoM3BOACTBO:

1) nekapcTBeHHbIX CPEACTB, HE BK/HOYEHHbIX B rOCYAapCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB, 3a
NCKNIOYEHNEM NEKaPCTBEHHbIX CPeACTB, MPOM3BOAUMbBIX ONA NPOBEAEHNA KAUHUYECKUX UCCNefoBaHuin n
AN 3KCMOPTa;

2) banbCMPULMPOBaAHHBIX NEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NLEH3MM Ha MPOU3BOACTBO SIEKAPCTBEHHbIX CPEACTB;

4) NNEKaPCTBEHHbIX CPeAacTB C HapyweHnem npasnai opraHnM3aunmn npon3soacrtesa M KOHTPO/IA Ka4eCTBa
NNeKapCTBEHHbIX CPeacTs;

5) yTpatun cuny. - degepanbHblii 3aKoH oT 27.12.2019 N 481-d3;

6) cnvpTOoCOAEpNKALMX JIEKAPCTBEHHbIX MNpernapaToB MO MECTYy OCYLLEeCTB/IEHUA MPOU3BOACTBA
dbapmaueBTMyeckon cybCTaHUMKM cnupTa 3TWaoBoro (3TaHona) M (MAM) No MecCTy OcCyLecTBAeHMA
npown3BoACTBa 3TUI0BOFO CNUPTa;

(n. 6 BBeaeH depepanbHbIM 3aKoOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTUYeCKOW CybCTaHUMKM cnMpTa 3TUNOBOro (3TaHona) M (MaM) cnupTocodepXKalimx
JIeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TEXHO/I0OTMYECKOM 060pyA0BaHUN 4719 NPOU3BOACTBA 3TUNOBOIO
cnupTa, yKasaHHom B nyHKTe 1.1 ctaTbu 14.1 ®epepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-d3 "O
rocy4apCTBEHHOM PEryiMpoBaHMM NPOU3BOACTBA M 0OOpOTa 3TUIOBOFO CNMPTA, aNKOroJbHON U
cnupTocoaep Kalei NpoayKuMm u 06 orpaHMyeHMm notTpebaeHns (pacnuTma) ankorosbHoM npoayKumm'.
(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

6. lMpu BBOAE JIEKAPCTBEHHbIX CPEACTB B TPa)KAAHCKMI 060pPOT  YyNOJHOMOYEHHOEe J/IMLO
NPOV3BOSUTENSA JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEP)KAEHWE COOTBETCTBMS JIEKAPCTBEHHbIX
cpeacTs TpPeboBaHMAM, YCTAHOB/IEHHbIM MPU WMX TOCYAAPCTBEHHOW PerncTpaumu, U rapaHTMpyeT, uTo
NleKapcTBeHHble CpeacTBa MNPou3BeAeHbl B COOTBETCTBMM C TpeboBaHWMAMM NpaBUA  Hag/exallen
NPOM3BOACTBEHHOM MPAKTUKMN.

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

7. YNOAHOMOYEHHbIM INLOM MPOM3BOAMUTENA /IEKAPCTBEHHbLIX CPEACTB ABAAETCA ero pPaboTHMK,
aTTeCcTOBaHHbIA B YCTAHOBJAEHHOM YMNO/JHOMOYEHHbIM deaepasnbHbIM OPraHOM WCMOAHWUTENbHOW BAACTU
nopsiake U UMeWNn cTaxk paboTbl He meHee Yem MNATb NeT B 061acTM NPOM3BOACTBA M (MAKM) KOHTpOAA
KauecTBa JIeKapCTBEHHbIX CPEACTB, Bbiclee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOM U3 cneuunanbHoOCTeNn u
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(vnn) ogHomMy M3 HanpaBAeHWI NOArOTOBKWU: Buonorus, BUOTEXHONOrNA, BETEPUHaApUA, BETepUHapHO-
CaHWTapHaA 3KCNepTU3a, KIMHUYECKan MmeauUnHa, paanaLMoHHas, XMMUYecKas U bronornyeckan 3awmTa,
dapmaumn, pyHaaMeHTabHAA MegULMHA, XMMUYECKan TEXHONOTUSA, XMMUS.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-3)

8. MMpou3BoaMTENN NEKAPCTBEHHbIX CPeACTB (3a WcKaoueHvem dapmaleBTMYecKol cybcTaHumm
CNMPTa 3TUIOBOTO (3TaHO/a) MOTYT OCYLLLECTBAATL MPOAANKY SIEKAPCTBEHHbIX CPEACTB MAW NepeaaBaTb MX B
YCTaHOBJIEHHOM 3aKOoHOoAaTebcTBOM Poccuiickolt Geaepaumm nopsaake:

(B pea. PepepanbHoOro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NPOU3BOANTENAM SIEKapPCTBEHHbIX CPeACTB ANA NPON3BOACTBA 1IEKAPCTBEHHbIX CPEACTS;
2) opraHu3aLUmMam ONTOBOWN TOProB/v IEKaPCTBEHHbIMW CpeacTBaMu;

3) anTe4yHbiM OpraHun3aunAam, BETEPUHAPHbIM anNTe4YHbIM OpraHusauunam, WHAUBUAYA/IbHbIM
npegnpunHnMmarenam, MMerwuwmMm ANUEH3UKO Ha (I)apMaLI,EBTM‘-IeCKyIO AeATENbHOCTb WU NULEH3UIO Ha
MeOANLUHCKYIO OeATE/IbHOCTb,

4) Hay4YHO-MCCNe0BaTEe/IbCKUM OPraHM3aLmMAM ANs HayYHO-UCCen0BaTeIbCKon paboTbl;
5) MeAMLMHCKMM OpraHn3aumsam 1 BETePUHAPHbIM OpraHn3auuam;

6) opraHMzauMaAM ¥ UHAMBMAYA/bHbIM NPEANPUHMMATENAM, OCYLLECTBAAIOWMM pa3BedeHue,
BbIPALLMBAHME U COAEPMKAHMNE HMBOTHbLIX (33 UCKAIOYEHMEM NPOAANKM UM GAapPMaLEBTUYECKMX CyBCTaHUMIA
UK NX Nepegaun).

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. Mpoussogutenu dapmaueBTMyeckon cybcTaHUMM CnMpTa 3TWAOBOrO (3TaHoNa) 06A3aHbI
OCYLLEeCTBNATb peanunsauuio (nepegady B YCTaHOB/EHHOM 3aKOHOZATenbCTBOM Poccuiickon deaepaumm
nopagke) papmaueBTMYECKOM cyBCTaHUMM cnMpTa 3TUAOBOrO (3TaHONA) NPOU3BOAMUTENSM NIEKAPCTBEHHbIX
CpeAcTB AN1A MPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB, NPOU3BOAMTENSAM (M3rOTOBUTENAM) MEAULMHCKUX
n3gennii Ana NPonsBoACTBa U M3roTOBAEHUSA MEeOULMHCKUX U3L4EeNUI B EMKOCTAX 06bemom He Bonee 1 antpa
n (unun) He meHee 1000 NUTPOB, a OPraHM3aLMAM, YKa3aHHbIM B MyHKTax 3 - 5 4acTu 8 HacToALLEN CTaTby, B
Tape obbemom He 6osiee 1 anTpa.

(yactb 9 BBegeHa depepanbHbiM 3aKkoHOM OT 29.07.2017 N 278-03; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-d3)

10. Peanusayus (nepegaya B yCTaHOBNEHHOM 3aKOHOA4ATENLCTBOM Poccuiickoit degepauumn nopsake)
dbapmaueBTMyeckon cybcTaHUMM  CNMpPTA  3TUOBOrO  (3TaHO/IA) OpraHM3auMaM ONTOBOW TOProsaAM
JIeKapCTBEHHbIMM CPEACTBAMM He AOMYyCKaeTcA.

(yacTb 10 BBeAeHa denepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3KkM dapmalLeBTUYECKOW cybCcTaHUMM cnMpTa 3TUNOBOro (3TaHoNa) OCYyLLEeCTBAAKTCA C
cobnoaeHnem TpeboBaHUI, yCTaHOBNEHHbIX ab3aLlem YeTBepPTbIM MyHKTa 3 cTaTbn 9 deiepanbHOro 3aKoHa
OoT 22 Hoabpsa 1995 rogpa N 171-d3 "O rocyaapCTBEHHOM peryiMpoBaHUM NpPoM3BoACTBa M 0bopoTa
3TWUNOBOrO CMMPTa, a/JIKOTO/IbHOW M CAMpTOCOAep:Kalen npoaykuum M o6 orpaHuMyeHun notpebneHus
(pacnuTnA) ankoronbHOM NpoayKunn".

(yactb 11 BBeageHa ®egepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

Cratba 46. MapKMpoOBKa N1eKapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTtbl, 3a MWCKAOYEHMEM JIeKapCTBEHHbIX MNPEenapaToB, M3roTOBAEHHbIX
anTeYHbIMW  OpraHM3auusaMKU, BeETEPUHAPHbIMM  aNTeYHbIMM  OPraHUs3auMAMM, WUHAMBUAYASbHBIMU
npegnpuHUMaTens iMmm, UMeLWMMM INLEH3UIO Ha papMaLLEBTUYECKYIO AeATENIbHOCTb, A0KHbI NOCTYNaThb B
obpauleHune, ecnu:

1) Ha MX NepPBUYHOIM YNaKoBKe (3a UCKAOUYEHMEM NEPBUYHOM YNAKOBKM NEKAPCTBEHHbIX PACTUTEbHbIX
npenapaTtoB) XOPOLIO YNTAEMbIM LIPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAUMEHOBaHMe NeKapCTBEHHOro
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npenaparta (mexayHapoaHoe HenaTeHTOBAaHHOE, WAW TPYMNMUPOBOYHOE, UIN XMMUYECKOE, UAM TOProBoe
HaMMeHOBaHWE), HOMep cepwuu, AaTta BbinycKa (419 MMMYHOBMONOIMYECKUX IEKAPCTBEHHbIX NpenapaTos),
CPOK roAHOCTU, A03MPOBKA U KOHLEHTpaLumaA, 06bem, akTUBHOCTb B eANHMLLAX AENCTBMA UAN KOJIMYECTBO
A0s3;
(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2) Ha MX BTOPUYHOWN (NOTPEebMTENbCKOM) YNAaKOBKE XOPOLIO YNTAaeMbIM LIPUPTOM Ha PYCCKOM A3bIKe
yKasaHbl HaMMEHOBaHWEe JIEKAapCTBEHHOro npenapata (meKayHapoaHoe HemnaTeHTOBaHHOEe, WM
rPynnMpoBOYHOE, WM XMMMUYECKOE W TOProBOe HaMMEHOBaHMUSA), HaMMeHOBaHMEe NpPou3BoOAMTENS
JIeKapCTBEHHOrO Mpenaparta, HOMep Cepuu, gaTta BbiNycKa (419 MMMYHOBUOMIOTMYECKMX NIEKAaPCTBEHHbIX
npenapaTtoBs), HOMepP PErncTPaLMOHHOIO YA0CTOBEPEHUSA, CPOK FOAHOCTU, CNOCOb NpUMeHeHMs, A03UPOBKa
MW KOHUEHTpauusa, obbem, aKTUBHOCTb B eAMHMLAX AelcTBua Mbo KONMYecTBO A03 B YMNaKOBKeE,
JleKapcTBeHHas popma, ycoBUa OTNYCKa, YCI0BUSA XPaHeHUs, npeaynpeauTesibHble Hagnmcu.

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-$3, 07 22.12.2014 N 429-03)

2. ®apmauesTUyeckMe cybCTaHUMM [OMKHbI NOCTYNaTb B obpalieHue, ecanm Ha WMX MNepBUYHOM
YMNaKOBKE XOPOLWO YMUTaembiM WPUPTOM Ha PYCCKOM f3blKe YKasaHbl HaMMeHOBaHWe papmaLeBTUYECKOM
cybCcTaHuMM (MexayHapoaHOe HemnaTeHTOBaHHOE, MAW FPYNNUPOBOYHOE, WM XUMMYECKOe U TOprosoe
HauMeHOBaHUA), HaMMeHOoBaHWe NpousBoauTenn GapMaLeBTUYECKON CybCTaHUMW, HOMEpP Cepuu U AaTa
M3roTOBNIEHMA, KONIMYECTBO B YMAKOBKE W eAMHULbI U3MEPEHUs KOAMYecTBa, CPOK FOAHOCTU U YC/OBUSA
XpaHeHus.

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

3. JlekapcTBeHHbIE CPeACTBa B KaYecTBe CbIBOPOTOK AO0Hbl NOCTyNaTh B o6pallieHme ¢ yKasaHuem
YKMBOTHOTO, U3 KPOBW, MNJ1a3Mbl KPOBW, OPraHOB M TKaHE KOTOPOTO OHM MOJIYYEHbI.

4. Ha BTOpMYHYIO (NOTPebMTENbCKYIO) YNaKOBKY NIEKAaPCTBEHHbIX CPEeACTB, MOJYYEeHHbIX U3 KPOBM,
naa3mbl KPOBW, OPraHOB M TKaHEN YesnoBeKa, AONKHA HAHOCUTbCA Hagnucb: "AHTuTena K BUY-1, BUY-2, K
BMpycy renatuTta C M NOBEPXHOCTHLIN aHTUFEH BUpYyca renaTtuTa B oTcyTcTBytoT".

5. Ha nepBuYHYIO0 YNaKoOBKY M BTOPWMYHYIO (NOTPebUTENbCKYIO) YNaKoBKY paanodapmMaueBTUYecKmx
NleKapCTBEHHbIX CPeACTB A0MKEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONacHOCTY.

6. Ha BTOpMYHYylO (NOTPebuTeNbCKyo) YyNakoBKY FOMEONATMUYECKUX JfIEKAapCTBEHHbIX MpenapaTos
[0J/1>KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpWYHYIO (NOTPebUTENbCKYH0) YNAaKOBKY IEKAPCTBEHHbIX PACTUTE/IbHBIX NPENapaToB AOJIXKHa
HaHOCUTbCA Haanuck: "MpoayKLMA NpoLwaa PaanaLMOHHbIN KOHTPOb".

8. Ha nepBMYHYIO yNnaKoBKy (ec/in g/ia 3TOro CyLLecTBYeT TEXHUYECKAA BO3MOMKHOCTb) U BTOPUYHYIO
(NOTpebuTeNbCKYIO) YMNaKOBKY /NEKAPCTBEHHbIX MPenapaTtoB, MpeAHa3sHauyeHHbIX A48  KAMHUYECKUX
nccneaoBaHUiA, AONXKHA HAHOCUTLCA Hagnuch: "ANsA KAMHMYECKUX nccaeaoBaHmin',

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

9. YnakoBKa NNEKapPCTBEHHbIX CPeacTB, NpeaHa3Ha4Ye€HHbIX UCKNHOYNUTENIBHO A1A SKCNOPTa, MAapKUPYETCA
B COOTBETCTBUU C Tpe6OBaHVIHMM CTpaHbI-MMNopTEpPa.

10. Ha TpaHCMNopTHytO Tapy, KOTOPas He NpeAHasHadYeHa ansa notpebuteneit n B KOTOPYIO NOMELLEHO
NleKapcTBEHHOE CPEeACTBO, AOJIKHA HAaHOCUTLCA MHPOPMaUMA O HAaMMEHOBAHMM, CEPUU JIEKAPCTBEHHOO
CpeacTBa, AaTe BbiMycKa, KOMYecTBe BTOPUYHBIX (NOTPEObUTENbCKMX) YNAKOBOK NEKAPCTBEHHOTO CPEeACTBa,
npovsBoguTeNne JIeKapCTBEHHOrO CPeACTBa C  YKAa3aHMEM HAMMEHOBAHUA W MECTOHaXOMAeHWs
NpoV3BOAUTENSA JIeKAaPCTBEHHOIO CPeAacTBa (aApec, B TOM uucie CTpaHa M (MiM) mecTo Npou3BOACTBA
NIeKapCTBEHHOIO CPeacTBa), a TaKKe O CPOKe roAHOCTU JIeKapCTBEHHOro cpeactsa M o6 ycnoBusAX ero
XpaHeHWs 1 NepeBo3KK, Heobxoanmble NpeaynpeanTebHblie HAAMUCU U MAaHUNYAATOPHbIE 3HAKM.

11. Ha nepBMYHYIO YNaKOBKY M BTOPUUHYIO (MOTPEBUTENbCKYIO0) YNaKOBKY IEKaPCTBEHHbIX CPeACTB A5
BETEPUHAPHOr0 NPMMEHEHMA A0/IKHA HAHOCUTbCA Hagnuch: "[nA BeTepMHAPHOro NpumeHeHna".

12. Ha BTOpMUHYyto (NOTpebuUTeNbCKY0) YNaKOBKY NE€KapCTBEHHOMO npenapaTta HaHOCUTCA WTPUXOBOM
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KoA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®EAEPALIMIO U BbIBO3 IEKAPCTBEHHbIX CPEACTB
M3 POCCUIACKOWN ®EAEPALUU
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopAfoK BBO3a /IeKapCTBEHHbIX cpeacTB B Poccuiickyio Pepepaumio U BbiBO3a
JNIeKapCcTBeHHbIX cpeacTs u3 Poccuiickoii depepauunn
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /ieKapcTBeHHbIX cpeacTB B Poccuitickyio Pepepaumio ocylwecTBAsSeTCcs B NOPSLKeE,
ycTaHoB/MeHHOM  [paButenbctBom  Poccuitickot  depepaumm, B COOTBETCTBMM € TaMOMKEHHbIM
3aKOHOAATeNbCTBOM TaMOXKEHHOro coto3a B pamKkax EBpA3IC (manee - TamoXKeHHbIM coto3) U (uam)
3aKoHoZaTeibcTBoM Poccuiickoit Pegepaumm o0 TaMOXKEHHOM Aere.

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

2. BBosumblie B Poccuiickylo @Pegepaumio JIEKapCTBEHHbIE CPEACTBA [O0/IKHbI COAEPKaTbCA B
rocyapCTBEHHOM peecTpe JIEKaPCTBEHHbIX CPeacTB.
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, 01 27.12.2019 N 462-D3)

3. [lonyckaeTcs BBO3 B Poccuitckyto ®eaepaumio KOHKPETHOM MapTUM 3aperMcTpUpoBaHHbIX U (Maun)
HEe3aperucTPUpPOBaHHbIX NIEKAPCTBEHHbIX CPEACTB, NPeAHa3HauyeHHbIX ANA NPOBeAeHMA KANMHUYECKUX
McCcNefoBaHWUIA NIEKAPCTBEHHbIX NPenapaToB, MNPOBeAEHUA 3KCMEepPTU3bl NeKapCTBEHHbIX CPeacTB ANA
OCYLUECTB/IEHUSA TOCYAAPCTBEHHON PErncTpaumm NIEKAapCTBEHHbIX TMpernapaToB WAWM  AJ1A  OKasaHus
MEANUNHCKON NOMOLLM MO KM3HEHHbIM NOKa3aHMAM KOHKPETHOro NnaumMeHTa Ha OCHOBAaHWUW paspelleHus,
BbIAAHHOIO YMNOJIHOMOYEHHbIM GeaepasbHbIM OPraHOM MCMOJHUTENbHOM BAACTU MO 3asABAEHUAM UL,
YKa3aHHbIX B cTaTbe 48 HacToslwero deaepanbHOro 3akoHa. PaccMoTpeHre TaKoro 3aABeHUA U NPUHATUE
peweHns O Bblgaye paspelleHnss Ha BBO3 KOHKPETHOM MapTMM 3aperucTpupoBaHHbIX U (Mau)
HEe3aperncTpUpPoBaHHbIX JIEKAPCTBEHHbIX CPeAcTB, MNpPeAHa3sHaYeHHbIX AN NPOoBeAeHUA KAUHUYECKUX
NCCNe0BaHWUIA JIEKAPCTBEHHbIX NPENapaToB, MPOBEAEHUA IKCMEPTU3bl JIEKAPCTBEHHbIX CPeacTs A/s
OCYLLECTB/IEHUSA TOCYAAPCTBEHHON PErncTpaumm JIEKapCTBEHHbIX TMpenapaToB WAM  AJ1A  OKasaHusA
MEANUMHCKON NMOMOLLM NO U3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTta fiMbo o6 oTKase B Bblgaye
YKa3aHHOro paspelueHnsa Npon3BOAATCA B CPOK, He NpeBblWwalowmnii natv paboumx aHei. MnaTta 3a Bblgayy
YKa3aHHOro paspeleHns He B3MMaeTcs.

(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2024 y. 3.1 cT. 47 yTpaumusaet cuny (®3 ot 27.12.2019 N 475-93).

3.1. donycKaetca BBO3 B Poccuitckyto Pepepaumio KOHKPETHOM NAPTUM He3aperMcTpuMpoBaHHbIX
NIEKAPCTBEHHbIX MPEnapaToB, COAEPKALMX HAPKOTUYECKME CpeacTBa WMAM MNCUXOTPOMHble BELLECTBa, B
nopaake, yctaHosneHHom lNpasutenbctBom Poccuiickoit Pegepauymm, 4na okazaHMa MeaAnLMHCKOM NOMOLLM
MO *KM3HEHHbIM MOKA3aHWAM KOHKPETHOro MnaumeHTa WAKW TPynnbl NALMEHTOB B C/y4ae, ecin MMeeTcs
pelleHne BpavyebHOM KOMUCCUU MEAMLMHCKON opraHusaumMm o HespPeKTUBHOCTU MAM HEBO3MOXKHOCTU
NPMMEHEHNA Y KOHKPETHOIO MalMeHTa MHbIX 3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB, B TOM
yncne copepKawmx Apyrne OencTBylolWMe BewecTBa, M O HeobxoguMmocTM BBO3a ONpeseseHHOro
HEe3aperncTpMpPoBaHHOIO  NIEKApPCTBEHHOIO  Mnpenapata C  YKa3aHMeM  ero  MeXAyHapogHOoro
HenaTeHTOBAHHOIMO (MM XMMWYECKOro, WAM TPYMNNMPOBOYHOr0) HAMMeHOBaHWS, (GOPMbl BbIMyCcKa W
KonmyecTtBa. [lepeyeHb 3abosieBaHMA M COCTOSHUIN M COOTBETCTBYIOLLMX NEKAPCTBEHHbIX MpPenapaTtos,
COoAepPKaLMX HAPKOTMYECKME CPeacTBa M MCUXOTPOMNHbIE BELLeCTBa, B LLe/IAX OCYLLECTB/IEHUA UX BBO3a B
COOTBETCTBUM C TPEOOBAHUAMM HACTOALLLEN YACTUN YTBEPXKAAETCA YNOJHOMOYEHHbIM desepasibHbIM OpraHom
NCNOSIHUTENIbHOWN BNaCTW.

(yacTb 3.1 BBeaeHa PeaepanbHbiM 3aKoHOM 0T 27.12.2019 N 475-93)

4. B POCCMVICKYI’O dJe,u,epau,mo MOXHO BBO3UTb J1IEKAPCTBEHHbIE CpencTtBa, KayeCTBO KOTOPbIX
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NoATBEPXKAEHO CEPTUPMKATOM NPOU3BOANUTENA NEKAPCTBEHHbIX CPeACTB, YAOCTOBEPAIOWMM COOTBETCTBUE
BBO3MMbIX 1IEKAapPCTBEHHbIX cpeacTB TpeboBaHMAM dapmaKoneiHbix cTaTeit "Mbo B caydyae UX OTCYTCTBMA
HOPMaTUBHOMW AOKYMEHTALMMU UAN HOPMATUBHOTO JIOKYMEHTa.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

5. 3anpewaeTca BBo3 B Poccuiickytio Peaepaumio GanbCUPUUMPOBAHHBIX E€KAPCTBEHHbIX CPeaCcTs,
Hea06pPOKaYeCcTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdaKTHbIX 1EKAPCTBEHHbIX CPEACTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. ®PanbcndPuuMpoBaHHbIE IEKAPCTBEHHbIE CpPeacTBa, HenobpoOKayYecTBEHHble JIEKAPCTBEHHbIE
CpeacTBa Noa/exaT U3bATUIO U NOCNEAYIOWEMY YHUUTOXEHUIO AN BbIBO3Y U3 Poccuitickoit depepaumu,
KOHTpadaKTHbIe NEKAPCTBEHHbIE CPEACTBA - U3BATUIO U NOCAEAYIOLLEMY YHUUTOKEHMIO. YHUUTOXKEHNE UK
BbIBO3 13 Poccuinckon Peaepaunm panbcuPpmnumMpoBaHHbIX 1€KAPCTBEHHbIX CPeacTs, Heg0bpoKaYyeCcTBEHHbIX
NIeKapCTBEHHbIX CPeacTB, KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 33 CYeT Auua,
OCYLLECTBMBLLErO UX BBO3. MM0pAA0K YHUUTOXKEHUA N3bATLIX GanbCuPULUPOBAHHBIX IEKAPCTBEHHbIX CPEACTB,
HefOOpPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEeACTB,  KOHTpPadaKTHbIX  JIEKAPCTBEHHbIX  CpeacTs
ycTaHaBnmBaetca MNpasButenbctsom Poccuiickon deaepauum.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-$3)

7. Nuua, ocywecTteasawowme BBo3 B Poccuitckyto Pegepaumio danbcUOUUMPOBAHHBIX 1EKAPCTBEHHbIX
cpeacTs, HeaO0bPOKAYECTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAPAKTHbIX JIEKAPCTBEHHbIX CPEACTB, HeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXKEHHbIM 3aKOHOAATe/NIbCTBOM TaMOMEHHOro cotsa u (uMau)
3aKoHoZaTebcTBOM Poccuiickoit Peagepaumm o TaMOKEHHOM Aene.

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

8. BbiBO3 sieKapCTBEHHbIX cpeacTB U3 Poccuitckoit Pepepaumn ocyuectsnsetcs 6e3 npumeHeHus
OrPaHMYEHUI, YCTAaHOBNEHHbIX TaMOXEHHbIM 3aKOHOAATe/NbCTBOM TaMOXeHHOro coto3a U (Kau)
3aKoHoAaTenbcTBOM Poccuitckolit dPepepaunm O rocyfapCTBEHHOM pPeryaMpoBaHMM BHELIHETOProBOM
[eATeNbHOCTU.

(8 pea. PegepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-®3, 01 22.12.2014 N 429-93)

9. BBOA B rparkAaHCKMI 0BOPOT /IEKAPCTBEHHbIX MPENapatoB ANA MEAUUMHCKOTO MpPUMEHEHMUS,
BBe3eHHbIX B Poccuiickyto depepaumio, ocywectsnsetcs ¢ cobnogeHmem TpeboBaHWM, YCTaHOBEHHbIX
ctatbei 52.1 HacToAwero PenepanbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

Cratba 48. lOpuanueckme AMua, KOTOPbIM paspelLleH BBO3 JIeKapCTBEHHbIX cpeacTs B PoccuMMCKyo
bdepepaumio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTBa B Poccuinckyto PepepaLmio MoryT BBO3UTb:
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) nponssoanTenn NeKapCrBeHHbIX Cpeacrts AnA u,ene|7| cobCTBEHHOTO npon3soAacTBa IEKAPCTBEHHbIX
cpeAacTs,

2) MHOCTpaHHble pPa3paboTuMKM NEeKapCTBEHHbIX CPEACTB W MHOCTPaHHble npousBoauTenu
NeKapCTBEHHbIX CPEACTB MAM ApYrUe pMAMYEcKne LA No NopydYeHUto pa3paboTunmKka NeKapcTBEHHOro
cpeacTBa ANA MNPOBeAeHUA KAMHUYECKUX WMCCAeAoBaHMI NeKapCTBEHHOrO npenaparta, OCYLWecTBAeHUA
rocyAapCTBEHHOW PerncTpaunmn NekapcTBeHHOro npenapara, BKAUYeHMsA dapmaLueBTUYeckoi cybcTaHumm B
rocyAapCTBEHHbIN PEecTp JEeKapCTBEHHbIX CPEeACTB, KOHTPOAA KayecTBa NEKapCTBEHHbIX CPeacTB npwu
Ha/MYMM paspelleHnsa YroJHOMOYeHHoro ¢enepanbHoro opraHa MCNOJIHUTENbHOM BAAcTM Ha BBO3
KOHKPETHOM NapTMM ieKapCTBEHHbIX CPeaCTs;

3) opraHunsauunu onToBOM TOProB/an NeKapCTtBeHHbIMU CpeacCTBaMM,

4) HaydyHO-UcCnedoBaTeNbCKME  oOpraHusauuu, obpasoBaTenbHble  OpraHM3auMyM  BbiICLUErO
06pa3oBaHNA, MPOM3BOAUTENN NIEKAPCTBEHHbIX CPeAcTB Ana pa3paboTKu, UCCNefoBaHWM, KOHTPOA
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6e3onacHOCTM, KayecTBa, 3GGEKTUBHOCTM NEKAapPCTBEHHbIX CPeACTB MNPU  HanuMuMu  paspelleHus
YyNOJIHOMOYEHHOTo peepanbHOro opraHa UCNONHUTENbHOW BacTy;
(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) meauLMHCKME OpraHn3aLmm, MHble YKasaHHble B NyHKTax 1 - 4 HacToALWLEN CTaTbM OpraHn3aummn ans
OKasaHMA MeAULMHCKON MOMOLLM MO PKU3HEHHbLIM MOKa3aHMAM KOHKPETHOro nauMeHTa Npu Hanuumm
pa3peleHna ynoAHOMOYEHHOTO ¢eaepanbHOr0 OpraHa MCMOIHUTENBbHOM BAACTM Ha BBO3 KOHKPETHOM
napTUM NIEKapCTBEHHOTO npenapaTta, BblAAHHOMO B YCTAHOBJAEHHOM nopsaaKke B GOpPME 31EeKTPOHHOrO
[AOKYMeHTa, NOANNCAHHOIO YCUAEHHOM KBanNULMPOBAHHOMN 3/1€KTPOHHOW NOANUCHIO;

(B pen,. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2024 n. 6 cT1. 48 yTpaumnsaet cuny (®3 ot 27.12.2019 N 475-03).

6) rocysapcTBeHHble YHUTapHble MPeAnpuATUS, UMYLLECTBO KOTOPbIX Haxoautca B deaepasibHOM
cobctBeHHOCTH, onpeaensemble MpaBuTenbcTBOM Poccuiickoit depepaunu, B Yactn BBo3a B Poccuiickyto
Pepepaunto He3aperMcTPUPOBAHHbIX NEKAPCTBEHHbIX NPENAPATOB, COAEPKALLMX HAPKOTUYECKME CPeacTBa
WU NCUXOTPOMHbIE BELWECTBA, A1 OKasaHWsAs MeAMUMHCKOM MOMOLM MO KU3HEHHbIM MOKa3aHUaM
KOHKPETHOTO NauMeHTa WAU TPynnbl NauMeHTOB B COOTBETCTBMM C YacTbio 3.1 cTaTbu 47 HacToAwero
depnepanbHOro 3akoHa.

(n. 6 BBegeH ®epepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

Cratba 49. [loKyMeHTbl, NpeAcTaBaAseMble B TAMOXKEHHble opraHbl Poccuiickoii Pegepauun npu
BBO3e€ JIeKapCTBEeHHbIX CpeacTB B Poccuiickyio degepaumio
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. NMpwn BBO3€ NIeKapPCTBEHHbIX CpeacTB B Poccuinckyto Peaepaunto B TaMoxKeHHble opraHbl Poccuiickoi
depepaunmn  Hapagy C OOKYMEHTaMM, MNpeacTaB/leHMe KOTOpbIX MNPeayCMOTPEHO TaMOMKEHHbIM
3aKOHOAATeNbCTBOM TaMOMEHHOro cok3a W (MaM) 3akoHogaTenbcTBom Poccuiickolt depepauumn o
TAaMOXEHHOM ZeJsie, NPeACTaBAAITCA caeayolwme JOKYMEHTbI:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) ceptTuduKaT npousBOAMTENA JIEKAPCTBEHHOIO CPEACTBa, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOIO cpeacTBa TpeboBaHMAM GpapMaKonenHol cTaTbn MO0 B C/ly4ae ee OTCYTCTBUA
HOPMATUBHOM AOKYMEHTALMM UIN HOPMATUBHOTO JLOKYMEHTA;

2) paspelleHMe YNOJAHOMOYEHHOro ¢eaepanbHOro OpraHa MCNOAHUTENbHOM BAAcCTM Ha BBO3
KOHKPETHOM NapTUm NeKapCTBEHHOMO CPEACTBA B CyYanX, YCTaHOB/IEHHbIX YacTblo 3 CcTaTbn 47 HACTOALWErO
denepanbHOro 3akoHa.

2. JOKyMeHTbl, yKa3aHHbIe B NyHKTax 1 1 2 yacTy 1 HacTosLel cTaTby, NPeAcTaBAsIOTCA B TAMOMKEHHbIEe
opraHbl Poccuitckoit Pegepaumm npm npmbbiTKN NEeKapCTBEHHbIX CpeacTB B Poccuiickyto Pepepaumio.
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 50. BBO3 feKapcTBeHHbiX npenapatoB B Poccuiickyio Pepgepauuio ana  AUYHOro
MUCNONb30BaHUA U MHbIX HEKOMMEPYECKUX Leneil, a TaKXKe ANA UCNO0/b30BaHUA Ha TeppuTOpuUMn
MEeXAYHApPOAHOro MeAULMHCKOro Kaacrepa
(B peq,. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, oT 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapatbl MoryT ObiTb BBe3eHbl B Poccuiickyto ®Pepepaumio 6e3 y4yeta
TpeboBaHUI, NpeaycMOTPeHHbIX Yactamn 1 - 4 ctatbn 47, ctatbamn 48 n 49 Hactoswero PeaepanbHoro
3aKOHa, ec/in OHU NpeAHa3HayeHbl ANA:

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

1) NMYHOrO MCNONb30BAHUA GUMYECKMMUM ULLAMK, NPUBLIBLIMMK B Poccuiickyio Pegepaumio. MNpu
3TOoM BBO3 B Poccuiickyio Pesepalmio NeKapCTBEHHbIX MPenapaTos, CoAepMKalmnX CUAbHOAeNCTBYOWME U
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(nnun) aposuTble Bel,ecTBa, BK/IKOYEHHbIE COOTBETCTBEHHO B CMMUCOK CW/bHOAEWCTBYIOWMX BeLLecTB ANA
uenen yronosHOro 3akoHoaaTenbcTsa Poccuninickon Pepepaummn n B CNUCOK AAOBUTbIX BELLECTB /A Lenei
YrOJIOBHOFO 3aKoHogZaTenbcTBa Poccuiickon Pepepaumnm, yTBepxAaeHHble MpaBuTensctBom Poccuiickoit
depepaunn, ocyLEeCcTBAAETCA NPU HANNYUM SOKYMEHTOB (3aBEPEHHbIX KOMUIA SOKYMEHTOB UM 3aBEPEHHbIX
BbIMMCOK M3 HUX), MNOATBEP)KAAMOWMX HasHaYeHMe OGU3NMYECKOMY /MLy YKA3aHHbIX J1IEKAPCTBEHHbIX
npenapaToB (33 WCKAOYEHWEM NEKApPCTBEHHbIX MPENApPaToB, 3aPEerucTpMpoBaHHbIX B PoccuicKoi
depepaunn 1 oTnyckaemblx B Poccuitickont Pepepaummn 6e3 peuenta Ha JIeKAPCTBEHHbIM npenaparT).
MoaTBepAaatowme AOKYMEHTbI (MX 3aBEPEHHbIE KOMNUM WAM 3aBEPEHHbIE BbIMUCKM W3 HUX) LONXKHDI
coAepKaTb CBeAEHMA O HAMMEHOBAHUM U KO/IMYECTBE HAa3HAaYeHHOTo IEKapCTBEHHOrO npenaparta. B cayJae,
€C/1M MOATBEPKAAloLMNE JOKYMEHTbI (MX 3aBEpPEHHbIE KOMUU UM 3aBEPEHHbIE BbIMUCKM U3 HUX) COCTAB/EHDI
HA MHOCTPAHHOM A3blKe, K HUM NpUaIaraeTca HOTapuaibHO 3aBEPEHHbLIN NEPEBOL Ha PYCCKUI A3bIK;

(n. 1 B pea. epepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2)  UCnosb30BaHMA  pPabOTHMKAMKM  OUMNJIOMATUMYECKOro  Kopnyca WAM  NpeacTaBUTENAMM
MEXKAYHAPOAHbIX OpraHM3aLUniA, akKpeanMToBaHHbIX B Poccuiickon ®@eaepaunu;

3) neyYeHUsA Nacca*kKMpPOB M YIEHOB SKMMAXKEN TPAHCMOPTHbLIX CPEACTB, Noe3aHbIX bpurag v BoauTenen
TPaHCMNOPTHbIX CPeACTB, NpMbbiBLINX B Poccuiickyto deaepaumio;
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-$3)

4) nevyeHMs YYaCTHUKOB MEXKAYHAPOAHbLIX KYNbTYPHbIX, CMOPTMBHbLIX MEPONPUATUIA U Y4aCTHUKOB
MeXAyHapOAHbIX SKCneanLUNiA;

5) NneveHnn KOHKPETHbIX }KMBOTHbIX B 300MapKax, 300Ccafax, LMPKax, okeaHapuymax, aenbPuHapusx,
JIeYeHUN AMKUX KMBOTHbIX, MOCTOAHHO WM BPEMEHHO HacenalLWmx Tepputopmio Poccuiickon degepauun,
HaXoAALMXCA B COCTOSIHUM eCTeCTBEHHOW cB0OOAbI U MPUHAA/IEXKALLMX K BUAAM, 3aHECEHHbIM B KpacHyto
KHUry Poccuiickoit ®egepaumm u (MnM) KpacHble KHUMM cybbekToB Poccuiickolt depepaumn, a Takxke
YKMBOTHbIX, BBO3UMbIX B Poccuiickyio ®eaepaumio A1 y4acTus B CMOPTUBHbIX U 3PENULLHBIX MEPONPUATUAX;
(B pen,. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-3, o1 02.08.2019 N 297-d3)

6) MICNONb30BAHWUSA Ha TEPPUTOPUN MEKAYHAPOLHOIO MEANLMHCKOTO KnacTepa.
(n. 6 BBegeH depepanbHbiM 3akoHOM oT 29.06.2015 N 160-d3)

2. B cnyyaax, npeaycMOTPeHHbIX 4YacTblo 1 HacToAwen crtaTbM, AOMNYCKaeTcA BBO3 B PoccuicKyto
depepaunio IeKapcTBEHHbIX NPENapaToB, He 3apPerncTPUpPoBaHHbIX B Poccuiickoit ®eaepauymm.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeEHHbIE Npenapatbl, NpeAHasHaYeHHble ANA r'yMaHUTapHOW nomolm (coaencTemns) mau
MOMOLLY MPU YPE3BbIYANHBIX CUTYyauusax, BBO3ATCA B Pocculickyto Peaepaunio B MOPsALKe, YCTaHOBIEHHOM
Mpasutenbctsom  Poccuiickon  @Pepepaumun. 3anpewaetrca BBo3 B Poccuitckyto Pepepaumio
He3aperMcTpUpOBaHHbIX JIEKAPCTBEHHbIX MPEenapaToB, NpegHasHauYeHHbIX A/1A TYMaHWTapHOW MNOMOLLM
(copelicTBMA) MAM NOMOLLM MPU YPE3BLIYANHBIX CUTYALMUSAX.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-$3)

Cratba 51. CoTpyaHuuecTBo ¢peaepanbHOro opraHa UCNOJIHUTENIbHOW BNACTU, YNIOTHOMOUYEHHOTO B
061acTM TaMOMKEHHOro Aena, U ApPYrux ynoaHOMOYEeHHbIX deaepanbHbIX OPraHoB MCMONHUTENbHOIA
B/1aCTH

1. YnonHomo4eHHble cbep,epaanble OopraHbl WUCMNONIHUTENIbHOW  B/1aCTU npeanocTtasNAT B
pacnopaxeHmne cbe,a,epaanoro OpraHa WUCNONIHUTENbHOM  BAIACTW, YNO/THOMOYEHHOIO B obnactu
TaMOXeHHOro aena, FOCVﬂ,apCTBEHHbIVI pPeecTp NeKaAPCTBEHHbIX CPEACTB, a TAKXKeE VIHd)OpMaLl,VIIO O BblAadHHbIX
pa3pewieHnAX Ha BBO3 KOHKpETHOVI NapTn NekapCTBeHHbIX CPeacTB B Cny4YanaX, YCTAHOB/IEHHbIX YaCTbHO 3
cTaTbu 47 HacToALWero CDep,epaanoro 3aKOHa.

2. depepanbHbI OpraH UCNOJIHUTENIbHOM BAACTH, YNOJHOMOYEHHbIN B 06/1aCTM TaMOXKEHHOTO Aena,
MHPOpPMMpPYeT yKasaHHble B 4acTM 1 HacTosAWwel cTaTbM YNOJHOMOYEHHble denepanbHble OpraHbl
WCMONHUTENbHOW BAACTM O BBO3€ JIEKAPCTBEHHbIX cpeacTB B Pocculickyio depepaumio M BbiBO3e
NeKapcTBeHHbIX cpeacTB M3 Poccuiickoit Peaepauymn no dopme M B MOpPsLAKe, KOTOPble YCTAHOBAEHbI
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MpaBuTenbctBom Poccuiickoli ®eaepaumu.
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

nhasa 10. PAPMALEBTUYECKAA OAEATE/IbHOCTb
CraTtba 52. OcyuwiectBneHue papmaneBTUHECKON AeATeNbHOCTU

1. dapmaueBTnyeckas [AeATe/IbHOCTb OCYLLECTBAAETCA OpraHM3auuaMM  ONTOBOM  TOProB/M
JIeKapCTBEHHbIMM CPEeACTBaMM, aNTEYHbIMM OPraHU3aLUAMM, BETEPUHAPHBIMU aNTEYHBIMW OPraHU3aLMAMM,
WMHAMBUAYANIbHBIMU NPEeANPUHUMATENAMM, UMEIOLLMMU NNLLEH3UIO Ha dapMaLLeBTUYECKYIO AEeATE/IbHOCTb,
MEANUMHCKMMM OPraHM3aunsaMn, UMELLMMU NMLEH3NI0 Ha (apMaueBTUYECKYIO AeATe/lbHOCTb, U WX
060co6/1eHHbIMK NoAapasgeneHnammn (ambynatopusamu, Genbawepckummn U denbalepcKko-akyLWepcKUumm
NyHKTaMK, UeHTpamu (oTaeneHuamuM) obuieir BpadebHoW (cemelHOM) MPaKTUKK), PaCMONOKEHHbIMU B
CeNIbCKUX HacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auumu, U BeTepuMHapHbIMU
OpraHM3auMaAMM, UMEIOLLMMU TNLLEH3UIO HA papMaLEeBTUYECKYIO AeATEe/IbHOCTD.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

06 ycnosusax gonycka B 2021 roay K ocyuwecTBieHuto GapmaleBTUYECKON AesaTenbHocTU aul bes
cepTudmKaTa crneumanucta M (Man) no cneumanbHOCTAM, He NpPeayCMOTPEHHbIM CcepTUdUMKaTOM
crneuunanucra, cm. Npukas Munsgpasa Poccum ot 08.02.2021 N 58H.

2. du3mnyeckue MLa MOryT OcyLLecTBAATb PapMaLeBTUUECKYHO AeATeNbHOCTb NPU HAMYUK BbICLLEFO
unn cpegHero papmauesTMyeckoro obpasoBaHusa U cepTudMKaTa CreumanncTa, BbICLIETO UAN CpeaHEero
BETEPUHaApPHOro 06pasoBaHmA U cepTudmKaTa CNeLmManmcTa, a TakKe BbICLLIETO UAN CPeAHEr0 MeANLNHCKOTO
06pa3oBaHuA, cepTUdMKaTa cCneumanmcTa u AoNoJHUTENbHOTO NPodeccMoHaNnbHOro 06pa3oBaHMA B YacTH
PO3HWYHON TOProB/AM JNIEKAPCTBEHHbIMM MpenapatamMmm Npu ycaoBun ux paboTbl B 060CO6AEHHbIX
noapasgeneHmnax MeanuUNHCKMUX OpraHn3aLmMi, yKasaHHbIX B 4acTu 1 HacToALLelN CTaTbu.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTIAOC: MpuMmeyaHue.

JlekapcTBeHHble NpenapaTtbl 418 MeANLUMHCKOTO NPUMEHEHUS, BBEAEHHbIE B rpaXKAaHCKMM 060poT A0
29.11.2019, nognexaT XpaHeHU0, NepeBO3Ke, OTMYCKY, peanunsaumun, nepegade, NPUMEHEHUO A0
ncTeyeHmna cpoka ux rogHoctn (43 ot 28.11.2018 N 449-03).

Cratba 52.1. BBog B rpaKAaHCKUA O6OPOT NeKapCTBEHHbIX MPenapaTtoB ANA MeAULMHCKOro
npUMeHeHuA
(sBepeHa desepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepepn, BBOLOM B rpa)kAaHCKUIA 060POT KaxKAoW Cepum UAN KaxKLoN NMapTUM NpoU3BEAEHHOro B
Poccuiickolt ®epepauny nekapcTBeHHOro npenapaTa 418 MeAULMHCKOrO NMPUMEHEHWA, 33 UCK/IOUYEHNEM
MMMYHOBMONOTMYECKUX SIEKAPCTBEHHBIX MPEnapaToB, NPOM3BOAMTE/Ib TAKOTO JIEKAPCTBEHHOTO Npenaparta
npeacTaBaseT B pefepasnbHblit OpraH UCMOJIHUTENIbHOM BIACTU, OCYLLECTBAAIOWMI GYHKLMMN NO KOHTPOJIIO U
Hag3opy B cdepe 34paBOOXPAHEHUA, [OOKYMEHT MNPOM3BOAMTENA  JIEKAPCTBEHHOTO  CPeACTBa,
NOATBEPKAAOLWMIA KAYecTBO JIEKAaPCTBEHHOrO NpenapaTa, M NOATBEpP:KAEeHWe YNOJIHOMOYEHHOro /vua
NPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBMA JIEKApCTBEHHOrO Mpenapata TpeboBaHUAM,
YCTaHOB/IEHHbIM MPU €ro rocyAapCTBEHHON perncTpauuu.

2. MNepen BBOAOM B TparKAaHCKMI OOOPOT KaXKAOW CEpUM WAW KaKAOW NapTUM BBO3MMOIO B
Poccuiickyto ®enepaumio 1eKapCTBEHHOMO NpenapaTta Ans MeauMLMHCKOro NPUMEHEHMS, 32 UCKIOYEHMEM
MMMYHOBMONOTMYECKUX  NEKAPCTBEHHbIX  MpPenapaToB,  OpPraHM3aums,  OCYWEecTBAAlOWas  BBO3
NleKapcTBeHHOro npenapaTa B Poccuiickyto depepaumio, npepctasnset B denepanbHblit  opraH
NCNOIHUTENbHOM BNACTU, OCYLLECTBAAOLWMA GYHKLMM MO KOHTPOJIIO U Hag3opy B chepe 34paBOOXPaHEHMS,
cepTUPUKAT NpPOM3BOAUTENA JNIEKAPCTBEHHOIO CPEACTBa, YAOCTOBEPSIOWMI COOTBETCTBME BBO3MMOIO
JNIeKapCcTBEHHOro npenapata TpeboBaHUAM papMaKonenHoM CTaTbu, a B C/lydae OTCyTCTBUA dapmaKonenHowm
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cTaTb TPeboBaHMAM HOPMATMBHOM [OKYMEHTAUWMW, M MOATBEPNKAEHWE NPeACTaBUTENs OpraHusaumm,
OCYLLECTBNIAIOLLEN BBO3 JIEKapCTBEHHOro npenapata B Poccuiickyto degepaumio M ynosHOMOYEHHOW
MHOCTPaHHbIM MNPOW3BOAMTENIEM JIEKAPCTBEHHbIX CPeACTB, COOTBETCTBMA BBO3MMOIO JIEKAPCTBEHHOMO
npenapata TpeboBaHMUAM, YCTAHOBNEHHbLIM MPU €ro rocyAapCTBEHHOW perncTpaumm.

3. MopAgoK npeacTaBNeHUs B COOTBETCTBUM C YacTAMM 1 M 2 HacToAwen cTaTbU AOKYMEHTOB U
CBEAEeHMN O JIeKapCTBEHHbIX MpenapaTax, BBOAMMbBIX B Trpa*kKAaHCKMA 060POT, YyCTaHaB/MBAETCA
Mpasutenbsctsom Poccuiickoin Pegepaumn.

4. B OTHOLWEHUU MepBbIX TPexX Cepuin WAWM NapPTUIA NEeKapCTBEHHOro npenaparta, Brepsble
npousseaeHHoro B Poccuiickoit ®egepauum uam BrnepBble BBO3MMOro B Poccuitickyto degepaumio, B
denepanbHbIi OpraH MCMNOJIHUTE/IbHOM B/1IAaCTU, OCYLLECTBAAIOWMI PYHKLUMN NO KOHTPOIO U HaA30py B
chepe 34paBOOXPAHEHUA, AONONAHUTENBHO NPEACTaBAAETCA NPOTOKO/1 UCMbITAHUIA O COOTBETCTBMU CEepumn
WAM NapTUU NeKapCTBEHHOro npenapata Ana MeAMUMHCKOrO MNPUMEHEHUs TMOKasaTensmM KayecTBa,
npeaycMoTPeHHbIM HOPMaTUBHOW OOKYMeHTauuel (ganee - NpPOTOKON WCMbITaHWI), MNPOBOAMMbBIX
aKKpeaMTOBaHHbIMW B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickon depepaunn o6 akkpeautauum B
HaUMOHaANbHOM  cUcTeMe  akkpeguTaumm  degepanbHbIMU - FTOCYAAPCTBEHHbIMKU  BHOAKETHbIMU
yupexxaeHuamm, noABeAOMCTBEHHbIMM depepanbHomy opraHy NCNONHUTENbHOM BN1ACTH,
ocyuwiecteasowemy GpyHKUMM Mo BbipaboTKe M peanmsaumm rocyaapcTBeHHOM NOAUTUKM U HOPMATUBHO-
NnpaBoOBOMY PEry/IMPOBaHMIO B chepe 34paBooXpaHeHUA, U peaepanibHOMY OpraHy UCNOJIHUTEIbHOM BNacTy,
ocyuwiecteasowemy ¢GyHKUMM NO KOHTPOMO W Haasopy B chepe 3apaBooxpaHeHuA. Mopaaok Bblaauu
YKasaHHbIMM denepanbHbIMU FOCYyAapCTBEHHbIMU OHOAMKETHbIMU YyUpEXKAEHUAMN AAHHOTO NPOTOKoNa U
pa3mep NAaThl 3a ero Bblgayy yctaHasamsatoTca MpaButenbcTBom Poccuiickoit Pegepaunn.

5. ExxerogHo He nosaHee 1 ¢eBpans NPoU3BOAUTENU NEKAPCTBEHHbIX CPEACTB UAM OpraHU3aLmu,
OCYLLECTBAAOWME BBO3 JIEKAPCTBEHHbIX MpenapatoB B Poccuiickyto Pepepaumio, npeacraBiasioT B
denepanbHbIi OpraH MCMOJIHUTE/IbHOM BJIAaCTU, OCYLLECTBASAIOWMN PYHKUMMU MO KOHTPOO U Haa30py B
chepe 34paBOOXPaAHEHMA, NPOTOKON WUCMbITAHWUIA MOCTYNUBLLETO B TEYEHWE roda B rpaskAaHCKuii obopoT
JNIeKapCTBEHHOrO Mpenapata KOHKPeTHOro npousBoauTena (Ha oO4HYy CepUIo  KarKAoro TOProsoro
HaMMEeHOBaHMA C YYETOM JieKapCTBeHHOW $GOopMbl U [03UPOBKM), MPOBOAUMbBIX aKKpegUMTOBaHHbIMK B
COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuitickoit ®epepaumnm 06 akkpeauTaumm B HaUMOHaIbHOM cucTeme
aKKpeauTaumm ucnbitTaTebHbIMK NabopaTopmamm (LeHTpamu).

6. MpousBoauTENN NIEKAPCTBEHHbIX CPEACTB WMAW  OpraHM3aumu, OCyWecTBAAlWMe BBO3
NleKapcTBeHHbIX NpenapatoB B Poccuitickylo depepaumio, He MeEHee YemM 3a OAMH roj, A0 NAAHMPYEMbIX
NPMOCTAHOBNAEHMA WAW NPEKPaLLEHNA MPOU3BOACTBA JIEKAPCTBEHHbLIX MPenapaToB WAM WX BBO3a B
Poccuiickylo depepaumio  yBeaomaaloT 06 3Tom  deaepanbHblii  OpraH  WMCNOMHUTENbHOW  BAacTy,
OCYLLECTBAAIOWMIA GYHKLUMM MO KOHTPOJIIO M Haa3opy B chepe 34paBooxpaHeHMA U dedepanbHblid opraH
NCMNONHUTENBHOW BNACTM, OCYLLECTBAAIOWMI GYHKLMM NO NNLEH3NPOBAHWNIO MPON3BOACTBA JIEKAPCTBEHHbIX
CPeacTB.

7. BBo4 B rpaK4aHCKMM OBOPOT KaxKaoW Cepum WAM KaxKgon napTum MMMYyHOBMOAOrnmyeckoro
NleKapcTBEHHOTO Mpenaparta, npousBeaeHHoro B Poccuiickon depepaumm nam BBo3MMoro B Poccuiickyto
denepaumio, OCYLLECTBAAETCA Ha OCHOBAaHMM paspelleHus, BblAaHHOTO deaepanbHbIM  OpraHoOm
WCMONHUTENbHOW BNACTU, OCYLLECTBAAOLWMM GYHKLMMN MO KOHTPOIIO U Haa30py B chepe 34paBoOOXpaHEHNs,
Ha OCHOBAaHMM BbIAAHHOIO deaepanbHbIMM  TOCYAAPCTBEHHBIMU  BIOAMKETHBIMU  YUPEKAEHUAMM,
YKa3aHHbIMM B 4YacTM 4 HacToAlleN CTaTbW, 3aK/AOYEHMA O COOTBETCTBMM CEepuMM WAM  NapTum
MMMYHOBMONOrMYECKOro  IeKapCcTBEHHOrO  npenapaTta  TpeboBaHMAM, YCTAHOBJAEHHbIM MpU  ero
rocyAapCcTBeHHOM pernctpaumn. NMopagok Bblaayun paspelleHna Ha BBOA B rparkaaHCKuii 060poT cepum nam
napTMmM MMMYHOBMONOTMYECKOrO /IeKAapCTBEHHOTO MpenapaTa, a TaKKe MopAAoK Bbl4auu yKasaHHOro
3aKNIOYEHMA M pa3mep NAaThbl 3a ero Bblgadvy ycTaHaBAnBatoTcA MpasutenbcTeom Poccuiickont ®eaepaumn.

8. 3a HenpeacTaB/ieHWE WM HECBOEBPEMEHHOe npeAcTaB/leHMe [OOKYMEHTOB W CBeAeHWN,
npeaycMoTPeHHbIX Yactamun 1, 2, 4, 5 n 6 HacToswWwel cTaTbM, NPOM3BOANTE/IN IEKAPCTBEHHbIX CPeACTB U
OpraHusaLmmn, OCYLLEeCTBASIOWME BBO3 JEKAPCTBEHHbIX MnpenapatoB B Poccuiickyto Pepepaumto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAAaTeNbCTBOM Poccuitckoit epepaumn.

9. NpepacTaBneHne 4OKYMEHTOB U CBeAEHUIA, NPeayCMOTPEHHbIX YacTAMM 1, 2 1 4 HAcTOsALLEN CTaTbMy,
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M NoJlyyeHWe NpPesyCMOTPEHHOro 4acTbto 7  HacTosAwel CcTaTbM  paspeleHus Ha  BBOA
MMMYHOBMOI0rMYECKoro 1eKapCTBEHHOO NpenapaTta B rparKAaHCKMI 060pOT He TpebytoTca B OTHOLIEHWUU
NeKapCcTBEHHbIX MNPenapaTtoB, MpeAHa3sHAYeHHbIX A4 MNPOBEAEHUA  KAMHUYECKUX WUCCNef0BaHuUM
NleKapCcTBEHHbIX NpenapaToB, NPOBEAEHUA 3KCMepTU3bl NIEKAPCTBEHHbLIX CPEeACTB ANS OCYLLEeCTBAEHMS
rocyAapCTBEHHOM PerncTpaLMm 1eKapCTBEHHbIX MPENapaTos, a TaKKe B OTHOLWEHUN He3aperncTpMpPoBaHHbIX
NeKapCTBEHHbIX NPenapaTos, NpeaHasHauyeHHbIX AN OKa3aHUMs MeAMUMHCKOM MOMOLWM MO KM3HEHHbIM
MOKa3aHWAM KOHKPETHOro nauMeHTa MAW rpynnbl NaLMeHToB, BBO3MMbIX B Poccuidckylo depgepaumio B
COOTBETCTBUM C YacTaMM 3 1 3.1 cTaTbm 47 HacTosAwero PeaepanbHOro 3akoHa.
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpwu BbIABAEHUM B rParKAaHCKOM 000poOTEe cepum MAW MapTUM NIEKAPCTBEHHOrO npenapaTa,
OOKYMEHTbl M CBEAEHMA O KOTOPbIX, NpeaycCMOTpeHHble 4Yactamu 1, 2 M 4 HacToAwen cTaTbM, He
npeacTtas/sieHbl B degepanbHbli opraH UCMOJHUTENIbHOM BAACTU, OCYLLECTBAAIOWMIA GYHKLUMN NO KOHTPOIO
W Hag3opy B chepe 34paBooxpaHeHns, nMbo cepum Uan NapTMM UMMYHOBNONOTMYECKOrO IEKAPCTBEHHOTO
npenapaTta, He MMEKLNX pa3pelleHna Ha BBOJA, B FPaKAaHCKMI 06OpoT, NpeayCcMOTPEHHONO YacTblo 7
HacToswen cTatbM, denepanbHbll OpraH WMCNOAHUTENIbHOW BNACTU, OCYLLECTBAAKOWMNA GYHKLMN MO
KOHTPOJII0 M Haa30py B chepe 34paBoOXpaHeHUs, B NOpAaKe, ycTaHoBAeHHOM MpaBuTenbcTBom Poccuiickon
depepaunn, NPUHUMAET PELEHNE O MPEKPALLEHUN TPaXKAAHCKOro 060poTa TakUX CEPUN UAM NAPTMKU A0
npeacTaBNeHUs YKasaHHbIX 4OKYMEHTOB U CBeAeHU MO0 NONYYEeHUA YKa3aHHOMo paspeLleHus.

Cratba 53. Mpoaaxka, nepepaya JIeKAapCTBEHHbIX CPeACTB OPraHU3auMAMM ONTOBOW TOProB/M
JIeKapCcTBEHHbIMU CpeaCcTBaMMm

1. OpraHusaumm onNTOBOM TOProBAW NEKAPCTBEHHbIMU CPEACTBAMW MOTYT OCYLLECTBAATb MPOAAXKy
JIeKapCTBEHHbIX CpeacTB MAM NepefasBaTtb WX B YCTAHOBAEHHOM 3aKOHOAATENbCTBOM Poccuitckol
depepaunn nopsaake (3a UckoveHnem GpapmaueBTUHECKON CyBCTaHLMKM CNUMPTa STUAOBOrO (3TaHoNa):

(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmsam ONTOBOM TOProB/IN JIEKAPCTBEHHbIMW CPeACTBaMMU;

2) Npoun3BOAUTENAM SIEKaPCTBEHHbIX CPEACTB A/1A Le/ieil NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aumMamM U BETEPUHAPHbLIM anTeYHbIM OpraHMU3aLmam;

4) Hay4yHO-MCCNEeA0BaTE/IbCKMM OPraHmn3aumMam 418 Hay4yHO-MUCCiea0BaTeIbCKoM paboThl;

5) nHOnBMAyaabHbIM  MpegnpuHNmaTtenam, uwmewwmnmm JUUEH3UNKO Ha d)apMaLl,eBTM‘-leCKWO
AeATeNbHOCTb UIN INLEH3UIO Ha MEOULLMHCKYIO AeATeNIbHOCTb;

6) MeANUNHCKMM OpraHM3aumam, B TOM YUCE CO34aHHbIM U 3aperMcTpMpOBaHHbIM B COOTBETCTBUM C
3aKOHO4ATe/IbCTBOM MHOCTPAHHOIO rocyAapcTBa - YieHa OpraHn3aumMmM 3KOHOMUYECKOTO COTPYAHNYECTBA U
PasBUTUS MHOCTPAHHLIM OPUAMYECKMM NIMLAM, WHAMBUAYA/IbHBIM MPeAnpUHUMATENAM, ABAAOLMMCS
YyUYaCTHMKaMM MpPOeKTa B cooTBeTcTBUMM ¢ PepepanbHbiM 3aKoHOM "O MeKAyHAapOAHOM MEeAMUMHCKOM
KnacTepe U BHECEeHMW M3MEHEeHMI B OTAe/bHble 3aKoHoAaTesnbHble akTbl Poccuiickoit Peaepauun', n
BETEPUHAPHbIM OpPraHU3aumaAm;

(8 pea. PepgepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHM3auMaM W MHAMBUAYaNbHbIM NPeAnPUHUMATENAM, OCYLLECTBAAIOWMUM pa3BeaeHue,
BbIPaLMBAHME N COAEPIKAHME MUBOTHbLIX (38 UCKAIOYEHUEM NPOAAXKM UM hapMaLEBTUHECKMX CyBCTaHLUNIA
NN NX nepeaayn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aumm onToBOW TOProB/IM JIEKAPCTBEHHbIMM CPEACTBAMWN HE BNPABe OCYLLECTBAATL NPOLANKY
(nepepavy B ycTaHOBAEHHOM 3aKOoHOAaTeIbCTBOM Poccuiickon deaepaumm nopsgre) dapmaueBTUYECKOM
cybCcTaHUMM cnmMpTa aTUA0BOTO (3TaHoNa).

(yacTb 2 B peg,. PepepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTba 54. MpaBuna ONTOBOI TOProB/N IEKAPCTBEHHLIMM CPEACTBAMMU
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OnToBaa  TOProBnA  NeKapCTBEHHbIMKU  CPeACTBAMM  OCYLLECTBAAETCA  MPOM3BOAUTENAMM
NeKapCTBEHHbIX CPeACTB U OpraHn3aLMsamMM ONTOBOM TOProB/N NeKapCTBEHHbIMU CPpeCTBaMU MO NpaBuaam
HaZnexKallei AUCTPUBbLIOTOPCKOWM NMPaKTUKM U NpaBuiam Haasiexallen NpakTUKU XpaHeHUa 1 NepeBo3Ku
NIeKapCTBEHHbIX MPenapaTtos, YTBEPXAEHHbIM COOTBETCTBYHOLMMU YNOAHOMOYEHHbIMU deaepanbHbIMK
opraHamu UCMONHUTENbHOM BNaCTK.

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

CraTba 55. MopAgoK PO3HUUYHOM TOProBAM NEeKapCTBEHHbIMM NpenapaTtamm

1. Po3HMYHas TOProBas JIeKApCTBEHHbIMW MNpenapaTamMyM B KOJMYECTBAX, HeobXxogumbix ANA
BbINOJIHEHUA BpayebHbiX (denbhluepcknx) HasHAYeHU MAM Ha3HaYeHUW cneumannctos B 061acTy
BETEPUHAPUM, OCYLLECTBASETCS anTeYHbIMMW OPraHM3aLMAMM, BETEPUHAPHbBIMM anTe4YHbIMW OPraHM3aLmMaMMu,
WMHAMBUAYANIbHBIMU NPEeANPUHUMATENAMM, UMEIOLLMMM INLEH3UIO Ha dapMaLeBTUYECKYIO AeATENbHOCTb,
MEANLMHCKMMW OPraHU3aLmMAaAMKM, UMEIOLMMN NNLEH3UID Ha (apMaLLeBTUYECKYIO AEeATEe/bHOCTb, U WX
060co6/1eHHbIMK NoapasgeneHnamu (ambynatopusamu, Genbawepckummn U denbalepcKko-akyLWepCcKUMmm
NyHKTaMK, UeHTpamun (oTaeneHuamu) obuieit BpayebHoN (cemeiHOM) MPaKTUKK), PacrnofioKeHHbIMU B
CENbCKMX HACENEHHbIX MYHKTAx, B KOTOPbIX OTCYTCTBYHOT anTeYHble OPraHW3auMun, U BeTePUHAPHbLIMU
OpraHM3aumMAMK, UMEIOWMMMN NNLEH3UIO Ha (AapMALLEBTUYECKYIO AeATeNbHOCTb. PaspelleHa PO3HWYHAA
TOProB/A TONbKO NIEKAPCTBEHHbIMM MpPenapaTamm, 3aperncTpmpoBaHHbIMK B Poccuiickon Pepepaunn mnm
M3roTOBAEHHbIMW  ANTEYHbIMW  OPraHM3auMAMM, BETEPMHAPHLIMM  ANTEYHbIMW  OpPraHM3aUUAMM,
WHAMBUAYANbHBIMU NPEANPUHUMATENAMM, UMEIOLLMMU NULLEH3NIO Ha dapMaLEeBTUYECKYIO AEATENbHOCTD.
Po3HMYHasA TOProeasa NeKapCTBEHHbIMM MpPenapaTamMn OCYLLECTBAAETCA MO MpaBuIaM Hagaexalen
anTeYHOW NPaKTUKK, YTBEPHKAEHHbBIM YNOJHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTEIbHOM BAACTH.
(8 pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-93)

1.1. Po3HWMYHaA TOProsas NEKAPCTBEHHbIMM MpenapaTamv Aas MeAMUMHCKOro MnpumeHeHusa (3a
WCK/IIOYEHNEM NIEKAPCTBEHHbIX MPEenapaTos, OTMYCKaeMblX MO PeLenTy Ha /IeKapCTBEHHbIN npenapar,
HAPKOTMYECKUX JIEKAPCTBEHHbIX MPENapaTtoB M MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MPENapaTtoB, a TaKXKe
CNMPTOCOAEPKALUMX JIEKAPCTBEHHbIX NpPenapaToB ¢ 0b6beMHoW A[oneilt 3TUAOBOrO cnupTa cebiwe 25
NPOLLEHTOB) MOXET OCYLLECTBAATLCA anTeYHbIMW OpPraHU3aLMAMM ANCTAHLMOHHbBIM CMOCOH60M. PO3HUYHYIO
TOProB/t0 NIEKAPCTBEHHbIMU MpenapaTamun aas MeanUMHCKOTO NPUMEHEHUA AMCTAHUMOHHBIM cnocobom
MOTYT OCYLLECTBNIATbL anTeYHble OpPraHU3aLmm, UMetoLLMe NLEH3UIO Ha GapMaLLEBTUYECKYIO AeATeNbHOCTb U
COOTBETCTBYIOLLEE paspelleHne denepanbHOro OpraHa WCNOSIHUTENbHOM BAACTWU, OCYLLECTBAAIOLLEro
bYHKUMKM MO KOHTpPO/ItO WM Haa3opy B chepe 3apaBooxpaHeHuA. MopAfoK BbloauM paspelleHus Ha
OCYLLECTB/IEHNE PO3HWYHON TOProBAW NEKAPCTBEHHbIMM MNpenapaTamu  AOUCTAHLMOHHBIM cnocobom,
TpeboBaHMA K anTeyHbIM OpPraHU3aLMaM, KOTOpble MOTYT OCYLLECTBAATb TAKYlO TOPros/to, U NOPSAOK ee
OCYLLECTBNIEHUA, @ TaKKe MnpaBuia AOCTaBKM JIeKapCTBEHHbIX MPEnapaToB rpaxAaHam yCTaHaB/MBAlOTCA
MpasutenbctBom Poccuiickont Pepepaunn. MHPopmauma ob onnavyeHHbIX (OTAYWEHHbIX) U NONYYEHHbIX
JIeKapCTBEHHbIX NPenapaTax BHOCUTCA B CUCTEMY MOHUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX NPenapaToB AN
MeONLIMHCKOTo NPUMEHEHMA B NOPAAKE, NPeayCMOTPEHHOM YacTbio 7 cTaTbm 67 HacToAwero PesepanbHOro
3aKoHa.

(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTe4yHbIX OpraHM3aumin U npasuaa OTMNYCKa IeKapCTBEHHbIX NPenapaTos ANs MeguUMHCKOro
NPMMEHEHMA anTeYHbIMU OPraHM3aLMAMM, WHAWBUAYAJbHBIMUA MPEANPUHUMATENAMU, UMEIOLWMMU
JIMLEH3UI0 Ha papMmaLLeBTMYECKYO AesATe/IbHOCTb, a TaKKe MPaBMIa OTNYCKa JIeKapCTBEHHbIX NpenapaTos
ANA MEAMUMHCKOTO MPUMEHEHUA MEAMUMHCKUMW  OpPraHM3auusaMu, WMELWMMKN  JIULLEH3UI0  Ha
bapMaueBTUYECKYIO OeATeNbHOCTb, M WX 0060C0o6/MeHHbIMM  MNoapasaeneHuamu  (ambynatopusamu,
denbawepckumm n denbaepcko-akKyLepCcKMMM NYHKTaMM, LeHTpamuM (oTgeneHnamu) obuuiei spavyebHom
(cemeliHOM) NpPaKTMKK), PACMONIOKEHHBIMW B CE/JbCKUX HACENEHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OPraHW3auMW, YTBEP)KAAITCA YNOJHOMOYEHHbIM denepasbHbIM OPraHOM MCMOJAHUTENbHOW
BJ1ACTW.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBMna OTMNyCKa HapPKOTUYECKMX CPeACTB M MCUXOTPOMHbIX BELLeCTB, 3apermcTpupoBaHHbIX B
KayecTBe /IeKapCTBEHHbIX NPENapaToB, 1IeKapCTBEHHbIX NPEnapaToB, CoAEPKaLLMX HAPKOTMYECKMe CpeacTBa
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M NCUXOTPOMHbIE BELLECTBA, YTBEPXKAAIOTCA YNONHOMOYEHHbIM deepasibHbiIM OpraHOM UCNONHUTENbHOM
BNACTW MO COMacoBaHUIO C peaepanbHbiM OPraHOM UCMONHUTENbHOM BAACTU, YNONHOMOYEHHbIM B cdhepe
BHYTPEHHMX Aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. NlekapcTBeHHble NpenapaTsl A4/19 BETEPMHAPHOIO NPUMEHEHMA NOA/EXKaT OTMNYCKY BETEPUHAPHbBIMM
anTeYyHbIMM OPraHM3aLMAMM, BETEPUHAPHBIMUW OPraHM3aUUAMK, UHAMBUAYAbHBIMU NPEANPUHUMATENAMMU,
MMELWMMM NNLEH3NI0 Ha papMaLeBTUUECKYIO AeATeNbHOCTb. OTNYCK /IeKapCTBEHHbIX NpenapaTtos ANs
BETEPUHAPHOIO MPUMEHEHUA OCYLLECTBAAETCA B COOTBETCTBUM C MpPaBUIaMM Hag/exallell anTeyHou
MPaKTUKM  NIeKApCTBEHHbIX MpPenapaTtoB ANA  BETEPUHAPHOrO  MPUMEHEHUs,  YTBEPKAEHHbIMM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOIHUTEIbHOW B1AcTU.

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

5. MepeyeHb MEAMUMHCKMX OpPraHM3auuMii, MUMeWUX JIMLEeH3no Ha (apmaueBTMYeCKyto
OeATeNbHOCTb, U UX 0060CO06NEHHbIX NoapasaeneHnin (ambynaTopuii, denbaepcknx n denballepcKo-
aKyLIEepPCKMX MYHKTOB, LEeHTPOoB (oTaeneHuit) obuieit BpayebHoM (cemMelHOM) NPaKTUKK), PACNONOMKEHHbIX B
CeNbCKUX HaCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHW3auMu, a TaKke nepeyeHb
NIeKAPCTBEHHbIX NPenapaToB, NPOAAMKA KOTOPbIX MOMKET OCYLLECTBAATLCA YKa3aHHbIMM OPraHU3aLMaMM U UX
060Cc06/1eHHBIMW NOAPA3AENEHUAMM, YCTAHABAMBAIOTCA OPraHaMm WMCMONHUTENIbHON BNACTU CYyOBLEKTOB
Poccuiickoin Peaepaumnn.

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

6. AnTeuyHble OpraHWsauuMu, UHAMBMAYANbHblE MNPEANPUHMMATENN, UMEIOLWMNE NULEH3UIO Ha
dapmaueBTUUECKYIO AeATeNbHOCTb, 06A3aHbl obecrneuynBaTb YTBEPHKAEHHbIM MpaBuTeIbcTBOM Poccuiickom
depepaunun 1 popmmpyembiii B yCTAaHOBAEHHOM MM MOPSAAKE MUHUMAbHbIA aCCOPTUMEHT NIEKAPCTBEHHbIX
npenapaTtos, HEOOXOANMbIX A1 OKa3aHUA MEeANLMHCKOM MOMOLLN.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnNTeyHble OpPraHu3auun, MWHAMBUAYANbHble NpPeAnpPUHUMATENN, WMEOWMNEe JIMLUEH3UI0 Ha
bapmaLeBTUYECKYIO AeATENbHOCTb, HAPAAY C IEKAPCTBEHHBIMW NPenapaTaMm UMEeOT NpaBo NpuobpeTaTtb U
npoaasaTtb, B TOM 4uCae AUCTAaHUMOHHbIM CMOCO6OM, MeaMUMHCKME u3genus, aAe3nHouumpytowme
cpencTBa, NpeaAMeTbl M CPeacTBa IMYHOM TMIMeHbl, NOCYAy ANA MeAULMHCKUX Lenen, npeamMmeTbl U CpeacTBa,
npefHasHavyeHHble g8 yxo4a 3a 60/1bHbIMKU, HOBOPOXKAEHHBIMU U AETbMU, HE AOCTUILLIMMM BO3pacTa Tpex
JIeT, OYKOBYIO OMTUKY M CPeAcTBa yxo4a 33 Hell, MMHepanbHble BOAbl, NPOAYKTbI Ne4ebHOro, AEeTCKOro u
ONETUYECKOro NUTaHMA, BMONOTMYECKM aKTMBHble A06aBKKM, NnapdromepHble U KOCMETUYEeCKMe CPeacTsa,
MeOVLMHCKME N CaHUTapHO-NPOCBETUTE/IbHbIE MEeYaTHble U3LaHWUA, NpefHa3HavyeHHble oA nponaraHabl
34,0p0BOro 06pasa KM3HM.

(8 pea. PegepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-93, o1 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

8. [leaTeNbHOCTb anTe4YHbIX OpraHM3aumin BoopyskeHHbix Cun Poccuiickoin PeaepaLmm, Apyrux BOWCK,
BOMHCKMX (GOPMMPOBAHWIA M OpPraHoB, B KOTOPbIX 3aKOHOAATeNbCTBOM Poccuiickoli  depepaunmn
npeaycMoTPEHO NPOXOXKAeHNEe BOEHHOM Cy»Kbbl UnK dpenepanbHON rocyaapCTBEHHOM CyKObl, CBA3aHHOM
C NPaBOOXPAHWUTENbHOW AeATe/NbHOCTbIO, perfameHTUpyeTca HacToawmm deaepanbHbiM 3aKOHOM U
YTBEPKAEHHBIMU COOTBETCTBYIOWMMMU deaepanbHbIMU OPraHammn UCMONHUTENIbHOM BAACTU NMOJIOKEHUAMMU.
KoHTponb 3a cobntogeHvem YKasaHHbIMM - anTeYHbIMM  OpraHU3auuAMM  NOJIOXKEHMI  HACTOALLEro
desepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYOWMMU desepasbHbiIMM OpraHaMu UCMONHUTETbHOM
BAACTW.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. YTpatnn cuny c 1 aHBapa 2021 roga. - PeaepanbHblin 3akoH o1 03.04.2020 N 105-P3.
CraTtbsa 56. M3roToBseHMe N OTNYCK J1IeKapPCTBEHHbIX NPenapaToB

1. UsrotoBneHMe NeKapCTBEHHbIX MNpenapaTtoB anTe4YHbIMWM OpraHM3aUUAMMK, BeETEPUHAPHbLIMMU
anTe4yHbiMn  OpraHmnsauunamn, UHONBUAYaJbHbIMKU nNpeanpuHumatenamm, UMmMmernwmnmmm nNUEeH3Nno Ha
¢apmau,eBTquCKy}o AeATENDbHOCTb, OCYLWLECTBNAETCA NO peuentam Ha JIeKapCTBeHHbIE Nnpenapartbl, No
TPEGOBaHMﬂM MegNUNHCKNX OpFaHMBaLLMVI, BETEPUHAPHbIX OpI'aHM3aLI,MI\;1 B COOTBETCTBMM C MNpaBuUI1amMu
MU3roTOB/IEHNA N OTNYCKA NNIEKAPCTBEHHDbIX NPENapaTos, yTBEPKAEHHBIMU YINTO/THOMOYEHHbBIM d)ep,epaanblm
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opraHom WUCNOSIHUTENbHOWN BNACTW.

2. Mpy M3roTOBNEHUM NEKAPCTBEHHbIX MpenapaToB anTeyHbIMM OpPraHM3auUaMKU, BETEPUHAPHbIMU
anTeyHbIMW OpPraHM3auUMAMKU, WHAMBUAYANbHbIMU NPEeANPUHUMATENAMU, WMEILWMMM IULEH3UIO Ha
dbapmaueBTUYECKY0 AeATeNbHOCTb, UCNoMb3yloTca dapmaueBTUyeckue cybcTaHUMM,  BKAHOYEHHbIe
COOTBETCTBEHHO B rOCYZapCTBEHHbI peecTp NeKapCcTBEHHbIX CPeAcTB ANA MeANLUUHCKOro NpUMeHeHusa n
roCy4apCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeACTB A/ BETEPUHAPHOTO MPUMEHEHUA B YCTAaHOB/JIEHHOM
nopagke. He pgonyckaeTcs WM3roToB/feHME anTeYHbIMKM OPraHU3aLMAMM, BETEPUHAPHLIMKU anTeYHbIMMU
OpraHM3auMaAMU, UHANBUAYANbHbIMU NPEANPUHUMATENAMUN, UMEIOLLIMMM NNLEH3UIO Ha hapMaLLEBTUYECKYIO
OeATeNIbHOCTb, 1IEKAaPCTBEHHbIX NPENapaToB, 3aperMcTpmMpoBaHHbIX B Poccuiickoit degepaumm.

3. MapKMpoBKa JIeKapCTBEHHbIX MPEenapaToB, W3roTOB/AEHHbIX anTeYHbIMU OpraHU3aLUnsamMU,
BETEPMHAPHbIMW anNTeUYHbIMMU OPraHU3aLUUAaAMU, WUHAUBUAYA/bHbIMU MPEeAnpPUHUMATENAMU, UMEIOLLUMM
NNUEH3NIO Ha GapMaleBTUYECKYID AeATeNbHOCTb, W 0POPMAEHME TaKUX MNpPenapaToB AONXKHbI
COOTBETCTBOBATb NpPaBM/iam, YKa3aHHbIM B YacTh 1 HacTosLWen cTaTb.

4. AnTeuyHble OpraHusauuMW, BeTepUMHapHble anTeyHble OpraHusauuu, WHAUBUAYASIbHbIE
npeanpuHUMaTenun, UMerLmne NMLEH3MI0 Ha GapMaLLeBTUUECKYIO AEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a
HecobnogeHMe npaBUA WU3rOTOB/IEHMA W OTNYCKa JIEKAPCTBEHHbIX MNpenapaTtoB B COOTBETCTBUM C
3aKoHoaaTenbcTBoM Poccuiickoi Pepepaumu.

Cratba 57. 3anpeweHue npogaxun ¢GanbcMPUUUMPOBAHHBIX J/IEKAPCTBEHHbIX CPeacTs,
HeA06pOoKauecTBEHHbIX IeKapPCTBEHHbIX CPEACTB, KOHTPAPaAKTHbIX 1IeKAPCTBEHHbIX CPeACcTB

Mpoaara ¢anbcudULUMPOBAHHbIX NEKAPCTBEHHbIX CPEACTB, HeA06POKaYeCTBEHHbIX IEKaPCTBEHHbIX
CPeAacTB, KOHTPadaKTHbIX IEKAapPCTBEHHbIX CPeACTB 3anpeLaeTca.

Cratbsa 58. XpaHeHue neKapcTBEHHbIX CPeacTs

1. XpaHeHue NleKapCTBEHHbIX CPEACTB OCYLLECTBASETCA NPOU3BOAUTENSAMU JIEKAPCTBEHHbIX CPEACTB,
OpraHM3aumMaMM ONTOBOW TOPrOB/AWM JIEKAPCTBEHHbIMU CPEACTBAMM, anTeYHbIMW  OpPraHU3aLUsaMMU,
BETEPUHAPHLIMW aNTEYHbIMW OPraHU3aUUAMM, MHAMBUAYANbHBIMM NPeanpPUHUMATENAMWN, UMEHOLLMMU
NMLEH3NIO Ha (apmaLeBTUYECKYD AeATeNbHOCTb MW NIMUEH3NIO Ha MEeAULMHCKYIO AeATeNbHOCTb,
MEAMLMHCKMMM  OpraHM3auMAMK, BETEPUHAPHbIMM  OPraHM3auMAMU U MHBIMKM  OPraHU3auUAMM,
OCYLLECTBAAIOWMMN 0bBpalleHne NeKapCTBEHHbIX CPeACTB. XpaHeHWe J/IeKapCTBEHHbIX CpeacTB And
BETEPUHAPHOr0 NPUMEHEHMA OPraHN3aLUAMMU U MHAMBUAYANbHBIMU NPEANPUHUMATENAMM B CYYAnX, eCAn
OHM UCMONB3YIOTCA UCKAKOUYUTENBHO NPU Pa3BeAEHUN, BbIPALLLMBAHUN, COAEPKAHUM U NEUYEHUN KUBOTHbIX,
MOXET OCYLECTBAATbCA 6€3 NoNAYyYeHMUA NMLEH3MM Ha GapMaLEBTUYECKYIO AEATENbHOCTb.

(8 pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBunna xpaHeHMA NeKapCTBEHHbIX CPeACTB YTBEPKAAOTCA COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM
d)EAepaﬂbelM OopraHom NCNONHUTENIbHOMN BNACTW.

3. XpaHeHMe HapPKOTMYECKMX JIeKapCTBEHHbIX CPeACTB, NCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPeacTs,
paamModapmaLeBTUYECKUX IeKapCTBEHHbIX CPeACTB OCYLLEeCTBAAETCA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoin epepaumn.

Cratba 58.1. MpeameTHO-KONMUYECTBEHHbIA YYeT NEeKapPCTBEHHbIX CPEACTB AAA MeAULMHCKOro
npUMeHeHuA
(sBepeHa depepanbHbiM 3aKOHOM OT 25.12.2012 N 262-93)

1. NepeyeHb NeKapCTBEHHbIX CPEACTB ANA MEAMLMHCKOro NPUMEHEHUA, Noanexalimx npeameTHo-
KO/IMYECTBEHHOMY Y4yeTy, YTBEPXKAAEeTCA YMNOJIHOMOYEHHbIM ¢eaepasnbHbiIM OpPraHOM WCMOAHUTENbHOW
BAACTU.

2. MopAdoOK BKAOYEHUA NEKapPCTBEHHbIX CPeacTB ANA MeAMUMHCKOrOo MNpMMeHeHUA B nepeyvyeHb
NEKapPCTBEHHbLIX Cpeacrts AaAa MegnUuUMHCKOro npumeHeHuA, nognexawmnx npegmetHo-Koamn4yeCTtBeHHOMY
y4yeTy, YCTaHaB/IMBAETCA YMNOJIHOMOYEHHbIM cbe,u,epaanuM OopraHom WCNONHUTENBHOW BNAcTU Mo


consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDACB62F4F353DB9C632C76F9384936DE1EB8493E64E1643D9CCD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB62F4C3F3AB9C632C76F9384936DE1EB8493E64E1642D9CBD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDACB226483A3DB9C632C76F9384936DE1EB8493E64E1643DAC6D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB12B473833B9C632C76F9384936DE1EB8493E64E1643DBCBD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAFB8284D3D32B9C632C76F9384936DE1EB8493E64E1643DAC6D99A973120948153ABD3768CD952BC7EVAG

94
cornacoBaHuio ¢ peaepanbHbIM OPraHoOM UCNONHUTENbHOW BAACTU, YNOAHOMOYEHHbIM B chepe BHYTPEeHHUX
aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaMEeTHO-KOIMYECTBEHHbIN yYeT IeKapCTBEHHbIX CPEACTB A8 MeANLMHCKOTO NPUMeHeHUs BeayT
NPOM3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHN3aLMM ONTOBOM TOPTrOBAW NEKAPCTBEHHLIMU CPEACTBAMM,
anTeyHble  OpraHuM3auuKn,  WHAUBUAYaNbHble  NPeanpUHUMATENM,  UMEloWMe  JIMLEH3U0  Ha
dapmaueBTUYECKYIO AEATE/NIbHOCTb MU JIMLEH3UIO Ha MEAMUMHCKYIO AeATeNbHOCTb, U MeaUUMHCKMe
opraHusaumm, ocywecTeasiolme obpaleHne IeKapCcTBEHHbIX CPEACTB A1 MEeAMUNHCKOro NpUMeHeHus,
nyTem perucrTpaumm bbix CBA3AHHbIX C UX ObpalieHMeM onepaumii, Npu KOTOPbIX W3MEHSEeTca WUX
KOJIMYECTBO U (MNIM) COCTOAHUE, B CMeumanbHbIX KypHasax ydyeTa onepaumii, CBA3aHHbIX C obpalleHuem
JIeKapPCTBEHHbIX CPEACTB A1 MeAULMHCKOTo NPpUMEHeHMUs (aanee - cneupnanbHble XKypHabl).

4. TMpaBuna perucTpauMu onepaumini, CBA3aHHbIX C OBpalleHWEeM JIeKapCTBEHHbIX CPeAcTB ANsA
MEAMLMHCKOrO MPUMEHEHMUA, BKIIOYEHHbIX B MepeyeHb JEKAPCTBEHHbLIX CPeACTB ANA MefUUMHCKOro
NPUMEHEHWA, NOANEXKAWMX NPEeAMETHO-KONMYECTBEHHOMY YUYeTy, B CreumasnbHbIX KypHanax M npasuna
BEAEHMUA M XPAaHEHUA CNELMabHbIX }KYPHAN0B YTBEPKAAOTCA YNOJNHOMOYEHHbIM dpesepanbHbIM OpraHoM
NCMNONHWUTENbHOW BAACTU.

5. KoHTponb 3a cobaogeHvem npasBua perucTpaumm onepauuii, CBA3aHHbIX C obpalleHuem
NeKapCTBEHHbIX CPEeACTB ANA MEeAULUMHCKOrO MPUMEHEHMUA, BKAOYEHHbIX B MepedyeHb JIeKapCTBEHHbIX
CpeacTB gnAa MegUMUMHCKOroO MPUMEHEHMA, noanexalmnx npeameTHO-KOAMYeCTBEHHOMY Yy4deTy, B
cneumManbHbIX XypHanax, a TakXke 3a cobaogeHnem npaBui BeAEHMA U XPaHEHMA CMeumnasbHbIX }KYpPHaIoB
BO3/1araeTcs Ha YMNoJIHOMOYeHHble deaepanbHble OpraHbl  WCMOJIHUTENbHOM BAACTM U OpraHbl
WCMOJIHUTENIbHOW BRactu cybbektoB Poccuiickoit Pepepaumu, oOCyLECTBASIOWME JINLEH3IUPOBAHME
NPOu3BOACTBA IEKAPCTBEHHbIX CPEACTB, GapMaLLeBTUYECKON AeATENbHOCTU U MeANLMHCKON AeATENIbHOCTH,
M OCYLLECTB/IAETCA B paMKaXx JIMLEH3MOHHOTO KOHTPOJIA.

Fnasa 11. YHUMTOXEHUE NNIEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA 1 NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHble /IeKapCTBEHHble cpeacTBa, $anbcMPULMPOBaAHHbIE NEKAPCTBEHHbIE
CPeAcTBa NoAneXKaT U3bATUIO M3 06paLLEHNA U YHUUTOXKEHMIO B NOPAAKE, YCTAaHOBAEHHOM [1paBUTeIbCTBOM
Poccuiickolt depepaummn. OcHOBaHMEM AN YHUUTOMKEHUA NEKAPCTBEHHbIX CPEACTB ABAAETCA pelleHue
BAageNbla /IeKapCTBEHHbIX CPEeACTB, PelleHUMe COOTBETCTBYIOLLEro YMNOJAHOMOYEHHOro deaepanbHoro
opraHa UCNOJIHUTENIbHOM BAACTU UAN peLleHne cyaa.

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

2. KoHTpadaKTHble NeKapCTBEHHbIE CPeACTBa NOANEXKaT U3bATUIO U3 06PaLLLEHUA U YHUUTOMKEHMUIO MO
peweHnto cyaa. MopafoK YHUUTOMKEHMA KOHTPadaKTHbIX JIEKApPCTBEHHbIX CPeACTB YyCTaHaB/AMBaeTcA
MpasuTtenbcteom Poccuinckoit ®epepaumm.

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

3. Pacxogpl, CBA3aHHbIE C YHUYTOXKEHNEM KOHTpad)aKTHbIX NEKapPCTBEHHbIX cpeAacts,
Heﬂ,06p0Ka‘-IECTBEHHbIX NEeKapCTBEHHbLIX CPEeACTB, d)aﬂbCMd)MLLMpOBaHHbIX NEKapPCTBEHHbLIX CPEACTB,
BO3MeELaoTCA X BNade/ibUeM.

4. Bnageneu, NeKapCcTBEHHbIX CPEeACTB AO/IKEeH NPeACcTaBUTb B YNOJIHOMOYEHHbIV deaepanbHblii opraH
WCMONHUTENbHOW BAAacTM [AOKYMEHT MWAW 3aBEpPEeHHYl0 B YCTAHOBAEHHOM MOPAAKE €ero Komnuio,
noateepxaatolme GakT YHUUTOXKEHMA NIeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOWMIA YNIONHOMOYUYEHHbIM defepanbHblil OpraH MCNOAHUTENBHOW BAACTU, NPUHABLLMIA
peleHne 06 YHUUTOKEHUN NEKAPCTBEHHDBIX CPEACTB, OCYLLECTBAAET KOHTPO/Ib 3@ UX YHUUTOXKEHUEM.

6. YHWUTOXKEHME JIeKApPCTBEHHbIX CPeACTB  MPOM3BOOMTCA  OpPraHM3auMaAMK,  MMEOLWUMMU
COOTBETCTBYIOLLYIO /INLLEH3MIO, HA CMeuManbHO 060pyA0BaHHbIX MAOWAAKAX, NOJUIOHAX U B CNEeLManbHO
060pya0BaHHbIX MOMELLEHMAX C cobatogeHnem TpeboBaHUI B 061aCTM OXpaHbl OKpYyMKatowel cpenbl B
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COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM Poccuinckoit CDe,a,epau,MM.

7. HapKoTMyeckMe NneKapcTBeHHble CpeAacTBa, MCUXOTPOMHbIE JIeKapCTBEHHble  Cpe/cTBa,
pagnodapmaLeBTMYecKMe NeKapCTBeHHble CPeacTBa YHUUTOXAOTCA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoit epgepaumn.

nasa 12. TOCYAAPCTBEHHOE PErYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPENAPATbI ANA MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. locypgapcTBeHHOE peryiMpoBaHME LEH Ha JieKapcTBeHHble npenapaTtbl AnA
MeAULUHCKOro NPUMEHEeHUA

1. TocypapcTBeHHOe peryavpoBaHWEe LUeH Ha JieKapCTBeHHble npenapatbl AnAd MeAULUMHCKOro
NPUMEHEHNA OCYLLECTBNAETCA NOCPEACTBOM:
(8 pea. PengepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) yrBepaeHua MpasutenbctBom Poccuiickon Pepepaumm nepeyvyHa KU3HEHHO HEOBXOoAUMbIX U
Ba)KHEMLUMX JIEKAPCTBEHHbIX MPEenapaTtoB, KOTOPbln GOPMUPYETCH M He peke OAHOro pasa B rof
nepecmaTpuBaeTcs B YCTAaHOB/IEHHOM WM MOpsAAKE Ha OCHOBE KOMIMIEKCHOW OLEHKU NeKapCTBEHHbIX
npenapaToB, BK/OYan aHa/M3 CBeAeHUM O CPaBHUTENIbHOM KAMHUYECKOW 3ddEKTUBHOCTU U Be3onacHOCTU
JIEKapCTBEHHOIO CPeACTBa, OLEHKY SKOHOMUYECKUX NOCNEACTBUN NPUMEHEHMA NEKAPCTBEHHOIO CpeacTBa U
N3y4yeHMe AONOHUTEbHbIX NOCNEACTBUN NPUMEHEHMA NeKapCTBEHHOIO CPeacTBa;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-D3)

2) yTBEPKAEHMA METOAMKM pacyeTa NpeaesibHbIX OTMYCKHbIX LLEH NPOU3BOANTENEN HA IEKAPCTBEHHbIE
npenaparbl, BKAOYEHHbIE B MepeYeHb }KU3HEHHO HEODXOAMMbIX M BarKHENLLINX IEKAPCTBEHHbIX NPEnapaTos,
a TaKKe BHeApeHMA MmexaH3MoB GOPMUPOBAHNA CUCTEMbI PePEPEHTHDIX LiEH;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-d3)

3) rocyapCTBEHHOW perncTpaumm npeaesbHbiX OTNYCKHbIX LLeH NPOou3BoANTENEN HA IeKapCTBEHHbIE
npenaparbl, BK/AOYEHHbIE B NepeYeHb }KU3HEHHO HEOBXOAMMBIX U BarKHEWLLIMX N1EKAPCTBEHHbIX NPenapaTos;
(8 pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeAeHMA TOoCydapCTBEHHOIoO peecTtpa npegesibHbiX OTNYCKHbIX LUEH I'IpOVI3BOAVIT€/'I€l71 Ha
NNeKapCTBEHHbIE Npenapatbl, BKAKOYEHHbIE B NepevyeHb MXWU3HEHHO HeO6XOAVIMbIX N Ba*KHEMLWMnX
NNEKapPCTBEHHbIX MPENApPaToBs,

5) yTBEPXKAEHUA METOAUKM YCTaHOBNIEHUA OpraHaMm UCMOJTHUTEIbHOM BNacTh cybbekToB Poccuiickoli
denepauun npenenbHbIX Pa3MepoB ONTOBbIX HAAOABOK M NpeaesibHbIX Pa3MEPOB PO3HUYHbIX HaAbaBOK K
$AKTUYECKMM OTNYCKHBIM LEHaM, YCTAHOBNEHHbIM MPOW3BOAUTENAMM JIEKAPCTBEHHbIX NpenapaTos, Ha
NleKapcTBEHHble MpenapaTbl, BKJOYEHHble B MepevyeHb KU3HEHHO HEeobXOAWMbIX W BarKHEWLWMUX
JleKapCTBEHHbIX NPenapaTos;

6) YCTaHOBNEHNA NpeaeibHbIX Pa3mMepoB ONTOBbIX HaA6aBOK M npegenbHbIX Ppa3dmepoB PO3HUYHbIX
Hap,6a30|< K Cl)aKTVI‘-IeCKMM OTNYCKHbIM U€HaM, YCTaHOBJNEHHbIM NPOUN3BOAUTENAMUN NEKAPCTBEHHbIX
npenapatoB, Ha J/1eKapCTBEHHbIE MNpenapaTtbl, BK/JKOYEHHbIE B NepevyeHb XU3HEHHO HEO6XO,EI,MMbIX n
BaXKHeMLWmX NeKapCTBEHHbIX NPenapaTos,;

7) yTBepXaeHuA nopafka BblAayn MNpeanncaHuMii opraHam WCNOJHUTENbHOW BAacTU cyb6bekToB
Poccuitckoit ®epepaumm o NpuMBeaeHUM B COOTBETCTBME C 3aKOHOAATenbcTBOM Poccuitckoit Pepepaumm
peweHnin o6 YCTaHOBAEHMM NpefesbHbiX Pa3mepoB ONTOBbIX HaAbaBOK W MNpeaefbHbIX Pa3sMepos
PO3HUYHbIX HaabaBOK K (aKTUYECKMM OTNYCKHbIM LLeHaM, YCTaHOBJ/IEHHbIM MPOM3BOAMTENAMM
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAapCTBEHHble MpenapaTbl, BK/AKYEHHbIE B MNEpPeYeHb KUIHEHHO
HEOOXOAMMbBIX W BA)KHEULWIMX JIEKAPCTBEHHbIX MpPenapaToB, €CAM OHM MNPUHATbI C HapyLeHUEM
3aKoHogaTenbcTBa Poccuiickoni Pepepaumn, B nopagKe, yctaHoBneHHom [MpasuTtenbctBom Poccuinckolt
depepauny;

8) HanpasaeHnA YNOJIHOMOYEHHbIM d)ep,epaanblM OopraHom WCNONIHUTENbHOW BNACTU opraHam
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NCNONIHUTENIbHOM BN1ACTH CY6'beKTOB Poccuitckol CDe,a,epau,MM ﬂpeAHMcaHMD’I O npuseaeHUn B COOTBETCTBUNE
C 3aKOHOOATENBCTBOM Poccuinckoit CDe/J,epau,MM NMPUHATBIX C HapyweHnem 3aKoOHOA4aTe/1bCTBa Poccuitckol
CDe,u,epau,MM DELUEHMVI 06 YCTaHOB/IEHUN NpeenbHbIX PaA3MeEPOB ONTOBbIX HaA6aBOK n npeaenbHbIX
pPa3mepoB PO3HUYHbIX Ha,D,GaBOK K UE€Ham Ha J1eKapCTBEHHbIE MNpenapaTtbl, BK/AKYEHHbIE B MNepeyvyeHb
KN3HEHHO HEO6XO,£I,VIMbIX N BaXKHEMLMX NEKapPCTBEHHbIX NPENapaTos,

9) ocyuwiectBneHus deaepanbHOro rocy4apcTBEHHOro Haasopa B chepe 0bpaLLeHUsa NeKapCcTBEHHbIX
CpencTB M pPerMoHanbHOrO roCyAapCTBEHHOIO KOHTPOAA 33 MPMMEHEHMEM LIeH Ha JIeKapCTBEHHbIE
npenapaTtbl COOTBETCTBEHHO YMOJIHOMOYEHHbIMU desepanbHbIMU OpPraHamMM WUCMOJHUTENbHON BAACTU M
opraHamu WUCMONHUTENbHON Bnacth cybbekToB Poccuiickolt Pepepaumm cOrnacHo MX KOMMETeHUuu B
nopsake, yctaHosnaeHHom lNpasuTtenbctBom Poccuinckoin ®epepaumm;

(n. 9 B pea. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-¢3)

10) npuMmeHeHUs nNpeayCMOTPEHHbIX 3aKoHoAaTenbcTBOM  Poccuitickolt  depepaumm  mep
OTBETCTBEHHOCTM 3a HapyLleHMe nopsaaKa LeHoobpa3oBaHMA Ha NeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE
B NepeyYeHb *KU3HEHHO HEOOXOAMMBIX W BarKHENLLNX IEKAPCTBEHHbIX NPenapaTos.

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

2. B ycnoBusAx ypesBblYaMHOM CUTyauuun U (MAK) NpU BO3HUKHOBEHMM Yrpo3bl PAcnpOCTPaHeHusA
3aboneBaHWA, NPeACTaBAAIOLWEro ONACHOCTb A4J1A OKPY»KAIOLLMX, @ TAK¥Ke B C/lyYae, eC/iv B TeYEHME TPUALATH
KaneHZapHbIX AHer nocne npuHaTMA MpasutenbctBom Poccuitickoi Peaepauumn peleHna o NposeaeHUn
MOHWTOPUHIA PO3HUYHbLIX LLeH Ha JIeKapCTBEHHbIE NpPenapaTtbl, He BK/OYEHHbIE B MepeyYeHb MKU3HEHHO
HEOOXOAMMbBIX M BaKHEWMLIMX JIEKAapPCTBEHHbIX MpenapaToB, Ha Tepputopuax cybbekToB Poccuiickom
depepaunn BbIIBEH POCT PO3HMYHBLIX LLEH Ha YKa3aHHble NeKapCTBEHHble npenapaTbl Ha TpuAuaTb
npoueHToB u 6onee, MpasutenbcTBo Poccuiickoit Pegepauymm BnpasBe YyCTaHOBUTL NpeaesbHble OTMYCKHble
LUEeHbl Mpou3BOAMTENIE HA YKas3aHHble JIeKapCTBEHHble MnpenapaTbl, npeaesibHble pPa3sMepbl OMNTOBbIX
HafbaBOK W nMpedenibHble pasmMepbl PO3HUYHBLIX HaAbaBOK K  (AKTMYECKMM  OTMYCKHbIM  LeHam
npou3BoAUTENEN Ha YKa3aHHble NeKapCTBEHHbIE MpenapaTbl. MepeyeHb NeKapCcTBEHHbIX NpenapaTos, He
BK/ZNIOYEHHbIX B NepevyeHb *XN3HEeHHO HGO6XO,CI,MMbIX U BarKHeMLWKUx NNEKaAPCTBEHHbIX NpPenapaTtoB, U NOPALOOK
ero popmmpoBaHus onpegenatotca MNpasutenncteom Poccuiickon deaepaumiu.

(yacTb 2 BBeaeHa PenepanbHbiM 3aKoHOM OT 26.03.2020 N 67-03)

3. B TeyeHWe AeBAHOCTA KaneHAAPHbIX AHEN co AHA yTBep)KAeHua [paButenbctBom Poccuitckol
dPepepaunn nepeyvHa, yKkasaHHOrO B YaCTW 2 HACTOALLEM CTaTbM, He AOMNYyCKaloTcA peannsauma U OTNycK
BKJ/IFOYEHHbIX B HETO JIEKAPCTBEHHbIX MPenapaToB Mo LeHam, NpeBblwatowmm npeaesbHble OTNYCKHbIE LLeHbI
npousBoamuTenel Ha yKasaHHble NEKAPCTBEHHbIE NpenapaTbl, NpeaesbHble pa3mepbl ONTOBbIX HagbaBOK M
npegesibHble pasmepbl PO3HUYHbLIX HaAOaBOK K (GAKTUYECKMM OTMYCKHbIM LeHam npoussoguTesneit Ha
yKa3aHHble JIeKapCTBEHHbIe NpenapaTbl C y4eTOM Haora Ha £06aBAEHHYO CTOMMOCTb.

(yacTb 3 BBeAeHa PenepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NpumeyaHue.
3apernctpupoBaHHble o 07.06.2019 npepgenbHble OTNYCKHble LEHbl MnoasexkaT obsAsaTesibHOM
nepepernctpaummn 8 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 ®3 07 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauua M nepeperucTpauna npepenbHbiX OTMYCKHbIX LeH
npousBogMTeNneil Ha fIeKapCcTBEHHbIe NPenaparbl, BKAOUYEHHbIE B NepeyeHb }KU3HEHHO Heo6Xo4UMbIX U
Ba)KHEMLIMX IeKapCTBEHHbIX NpenapaTos

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

1. MpepenbHas OTMNYCKHas LEeHa NPOUM3BOAMUTENA HaA JIeKapCTBEHHbIM npenapaT, BKAKOYEHHbIA B
nepeyeHb XU3HEHHO HeoBXOAUMBIX W  BaXKHEWMWMUX IeKapCTBEHHbIX MpenapaTos, NOANEXKUT
rocyapcTBEHHOM pernctpaumm B nopsaake, ycraHosneHHom MNpasutenbcteom Poccuiickoit degepauuu, Ha
OCHOBaHWWM NpPeACTaBAEHHOro B YMNOJIHOMOYEHHbIM deaepanbHblii OpraH WCMOAHUTENbHOM BAacTu
3aABAEHUA Aep)KaTena UAW Bnagenbla PerncTpauMoHHOro yAOCTOBEPEHUA NeKapCTBEHHOro npenaparta
(ynonHomoueHHOro nm nnua).
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2. 3apernctpupoBaHHan npeaenbHaa OTNYCKHasA LeHa NpoM3BOAMTENA Ha IeKapCTBEHHbIN Npenapar,
BK/IHOYEHHbIW B NepeyeHb }KU3HEHHO HEOHXOAMMbIX U BaXKHEWLLIMX IEKAPCTBEHHbIX MPEnapaTos, MOXKET bbiTb
nepeperucTpupoBaHa B CTOPOHY YBEAMYEHUS OZMH pa3 B KaAeHZApHOM rogy Ha OCHOBaHWU
npeacTaBNeHHOro B YNONHOMOYEHHbIV ¢eaepanbHblit opraH MCNONHUTENbHOM BAacT Ao 1 okTA6ps
KaXkOoro roga 3asB/ieHnn gepkatens Uam Bnagenbla permcTpaumoHHOro ya0CTOBEPEHMS NEKAaPCTBEHHOMO
npenapata (Yyno/JIHOMOYEHHOro UM Nnua).

3. 3apernctpmMpoBaHHas npeaesibHan OTNYCKHaA LeHa NPou3BOANUTENN Ha IeKapCTBEHHbIN npenapar,
BKJ/IIOYEHHbI B NepeYeHb XKM3HEHHO HEOOXOAMMbIX U BaXKHENLLMX IEKAPCTBEHHbIX MPENapaToB, MOXeT bbITb
nepeperncTpupoBaHa B CTOPOHY CHUXEHMA Ha OCHOBaAHMW NPeACTaBAEHHOr0 B YMNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNONHUTENbHOM BAACTU 3anABIEHUA AepyKaTens UAn Bladesibla PerncTpaumoHHOro
YA0CTOBEPEHUNA NEKAPCTBEHHOMO NpenapaTa (Yyno/IHOMOYEHHOrO UM NLA).

4. [epxaTenb wWAvM BAagenel, PerucTpaluMoHHOro YA0CTOBEPEHMA JIeKapCTBEHHOro npenapara
(ynonHomoueHHoe um Anuo) o6A3aH  NpeacTaBUTb B YNOJHOMOYEHHbIM  deaepanbHblii  opraH
MCMNONHUTENbHOW BAACcTW 3aABNEHUE O MepeperucTpaumm 3aperucTpupoBaHHOW npeaenbHONW OTMYCKHOM
LEHbI MPON3BOAUTENA HA JIEKAPCTBEHHbIN NpenaparT, BKAYEHHbIV B NepeyeHb KU3HEHHO HeobXxoaMMbIX U
BaKHEMLMX NEKAPCTBEHHbIX MPENapaToB, B CTOPOHY CHUMKEHUA B CAEAYIOLLMX CAYYasX:

1) CHUMKeHMe LeHbl B MHOCTPAHHOW BaloTe Ha JIEKAPCTBEHHBIN Npenapar B CTpaHe Npov3BoauUTeNs U
(unn) B cTpaHax, B KOTOPbIX IEKAPCTBEHHbIN NpenapaT 3aperncTpmMpoBaH 1 (MaM) B KOTopble NocTaBaAseTCcs
npousBoauTenem;

2) CHMXeHWe UeH Ha pedepeHTHble J/IeKapCTBEHHble Mpenapatbl B COOTBETCTBMM C MNyHKTOM 1
HacToAWwen Yactm (4NA COOTBETCTBYIOLLMX BOCMPOU3BEAEHHbIX, 6MoaHanorosbix (6MoONoA06HbIX)
JIeKapCTBEHHbIX NpenapaTos);

3) npeBblleHWe NpeaebHOW OTMNYCKHOM LIeHbl Ha MepBblit BOCNPOW3BeAeHHbIN, 61MoaHaNoroBbii
(6MonNoa06HbIN) NEKAapCTBEHHbIV MNpenapaT WMHOCTPAHHOrO NPOW3BOACTBA Hag MNpPefesibHOM OTMYCKHOM
LLleHOM Npou3BoAUTENS Ha BTOPOWM BOCMPOU3BEAEHHbIN, 6MOaHanorosbili (6MoNoao6HbIM) NekapcTBEHHbIN
npenapaT, PaccYMTaHHOM B COOTBETCTBMM C METOAMKOW, YTBEPKAEHHON [paBuUTeNbCTBOM PoccuiicKol
depepauny;

4) npesblleHWe NpeaesbHOM OTMYCKHOW LeHbl Ha MepBblii BOCMPOU3BEAEHHbIN, 61M0aHaNoroBbIl
(bonoao6bHbIN)  NeKapCTBEHHbIM MpenapaT npousBoAMTeNs rocydapcTtsa - u4nieHa EBpasuiickoro
SKOHOMWYECKOro CcO3a Hagh npefesbHON  OTNYCKHOM  LEeHOW  Npou3BOAMTENA Ha  BTOPOM
BOCMPOU3BELEHHbIM, 6uoaHanorosbli  (6MONOAOOHBIN) NIEeKAPCTBEHHbIM MNpenapaT NpPoW3BOAMTENs
rocyfapcrea - YieHa EBPasnincKoro sKOHOMMUYECKOTO COK3a, PACCUMTAHHOM B COOTBETCTBUM C METOAMKOW,
yTBEpPHKAEHHON MpaButTenscteom Poccuiickon ®Peaepaumiu.

5. Nopagok nepeperucTpaummn 3aperncTpMpPoBaHHbIX NPesesbHbIX OTMYCKHbIX LEeH Npov3BOAMUTeNei
Ha JIeKapCTBEHHble MpenapaTtbl, BK/AIOYEHHbIE B MNEpPeYeHb KU3HEHHO HEeobXOAMMbIX M BaKHeMLwux
NleKapCcTBEHHbIX NpenapaToB, B C/Ay4asaX, MNPeayCMOTPEHHbIX YacTaAMM 2 - 4 HacToAwel CTaTbw,
ycTaHaBauBaetca MNpasuTtensctBom Poccuiickoit Peaepaumm.

6. DKOHOMMWYECKMIN aHa/nM3 npeaenbHOW OTMYCKHOM UEHbl MPOU3BOAMTENA Ha NIEKapCTBEHHbIN
npenapat, BK/OYEHHbIW B NepeyeHb U3HEHHO HeOBXOAMMbIX M BaXKHEMLIMX SIeKapCTBEHHbIX Npenaparos,
Npu ee rocyAapCTBEHHON perncrpauumn UM nepeperncrpauumn ocyllectsnsetca degepasbHbiM OpraHom
NCMNONHUTENbHON BNACTU, OCYLLECTBAAIOWMM QYHKUMM MO MPUHATUIO HOPMAaTUBHbIX MNPaBOBbLIX aKTOB U
KOHTPO/IIO 33 cobtoAeHeM 3aKOHO4ATENbCTBA B Chepe rocysapcTBEHHOro peryiMpoBaHua LeH (Tapuoos)
Ha ToBapbl (ycnyru).

7. PacueT npegenbHbIX OTMYCKHbIX LEH, YKasaHHbIX B 4acTaXx 1 M 2 HACTOALEN CTaTbM, NpU MX
roCyfapCTBEHHOW PEerucTpauumn Man nepepernctpaumm ocywecTBAAeTcs B COOTBETCTBMM C METOAMKOM,
yTBEpPKAEHHOM MpaButenscTBom Poccuitickoli degepalivm v yuuUTbIBAOLLEN B TOM YMCAE:

1) COGJ’II’OAGHME 6anaHca MHTEPECOB ﬂOTpE6MTEJ’IEﬁ NEKapPCTBEHHbLIX NPEenapaTtoB, BKJKYEHHbIX B
nepevyeHb XW3HEHHO HEO6XOAVIMbIX N Ba*KHEMLKnX NeKapCTBEHHbLIX nNpenapaTtos, U npomssop,meneﬁ
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NEKapPCTBEHHbIX MNpenapaTtoB, BKJAKYEHHbLIX B NepeyeHb MHU3HEHHO H606X0,CI,VIMbIX N BarKHEULWNX
NEKapPCTBEHHbIX NMPeENapaTos,

2) daKTUYeCKyto OTMYCKHYIO LLeHy Ha NeKapCTBEHHble npenapaTtbl B Poccuitickoii degepaumm, LeHy
BBO3a JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto Peaepaumio, a TaKKe LeHbl Ha aHaNoOTMYHble
NeKapcTBeHHble NpenapaTsl, HaxoaAawmeca B obpaleHmm B Poccuiickoit Pegepaumy;

3) 3aTpaThl MPOU3BOAMTENS JIEKAPCTBEHHOTO MpenapaTta Ha MNPOWM3BOACTBO W  pPeanusaumio
NleKapCcTBEHHOTO Nnpenapara;

4) ueHy Ha NleKapcTBeHHbIM NpenapaT, ero LeHy B CTpaHe NpoM3BOAMTENA U B CTPaHax, B KOTOPbIX
NleKapcTBEHHbIV NpenapaT 3aperncTpmMpoBaH v (M1u1) B KOTOpble NOCTABASETCA MPOU3BOANUTENEM.

8. He A0ONYyCKakTCA peanmn3aumna n OTNYyCK NEKAPCTBEHHbLIX NPEnapaTtoB, BK/JKOYEHHbLIX B NepevyeHb
HKN3HEHHO HEO6XOAMMbIX N BaXKHENWmnx NEKAPCTBEHHbLIX NMpenapaTtoB, Ha KOTOPblE NMpPoOuU3BOOAUTENAMU
NEKAPCTBEHHbIX NpenapaTtoB HE 3aperncTtpupoBaHa npegenbHaa OTNYCKHAA UeHa, peann3auuAa
nponssoanTeNnAMmM NEKaApPCTBEHHbIX MpenapatoB Mo uUeHaMm, NpesBblWaloWMM 3apPeErMCTpUpoBaHHbIe NN
nepepernctpnpoBaHHble nNpeaesibHble OTNYCKHbIE UEHbI Ha IEKapPCTBEHHbIE NpenapaTbl C Y4ETOM Ha/10ra Ha
A06aBHEHHyI-O CTOMMOCTb.

9. OcobeHHOCTU rocyAapCTBEHHOIO PEryIMpoBaHMA NpeaebHbIX OTMYCKHbIX LEeH NponssBoauteneli Ha
NIeKapCcTBEHHbIE NpenapaTtbl, BK/AOYEHHble B MepeyYeHb M3HEHHO HeobXOAMMbIX U  BaKHenLunX
JIeKapCTBEHHbIX MPEenapaTtoB, B 3aBUMCUMMOCTM OT 3KOHOMWYECKUX W (MAKM) couManbHbIX KpuTepues
(M3MmeHeHMe ycnoBuiA, NopsaKa U CTOMMOCTM NPOU3BOACTBA JIEKAPCTBEHHbIX NMPENapaToB, UCNO/Ib30BaHUe
HoBbIX GOpPM, METOA0B U CNOCOBOB rocyaapCTBEHHOIO PErYIMPOBAHMNA LEH Ha IeKapCTBEHHbIE Npenaparsl,
B TOM YMC/e Ha OCHOBE MexaHW3ma pedepeHTHOro LeHOoobpasoBaHUS, U3MEHEHUA MopsAaKa OKasaHus
MeAULIMHCKOM NOMOLLM, U UHbIE U3MEHeHMUA) ycTaHaBauBatoTca Mpasutensctsom Poccuiickon deaepaumu.

Ctatba 62. lOCYAapCTBEHHDLIV peecTp nNpegenbHbIX OTNYCKHbIX LEeH npoussoauTtenei Ha
JleKapCcTBeHHble MNpenapartbl, BK/IOYEHHble B MNepeuyeHb KU3HEHHO HeobXOAMMbIX M BaXKHeWUWMX
JIeKapCTBEHHbIX NpenaparTos

1. 3aperucTtpupoBaHHble WAN  NEpPepPerucTpUpoBaHHble  MNpeaesibHble  OTNYCKHble  LEeHbl
npou3BoauTeNel Ha JIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHbIE B MEpPeYeHb *KU3HEHHO HEoOXOAUMbIX U
BAYXKHEWLLMX JIEKAPCTBEHHbIX MPenapaTos, NOAJ/EXaT BKAOYEHMIO B FOCYAAaPCTBEHHbIN peecTp npenesbHbIX
OTMYCKHbIX LeH MPOU3BOAUTENEN HA JIeKapCTBEHHble MpenapaTbl, BKAOYEHHble B MepevyeHb XKU3HEHHO
HEeobX0AMMbIX U BaXKHENLLIMX NEKAPCTBEHHbIX MPenapaTos.

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

2. TocyaapcTBEHHbIV peecTp NpeaesibHbIX OTMYCKHbIX LLeH MPOM3BOAMUTENIEN Ha NEeKapCTBEHHble
npenaparbl, BK/AOYEHHbIE B NEPEYEHb }KU3HEHHO HEOOXOAMMbIX U BayKHENLIMX IeKapCTBEHHbIX MPENapaTos,
COAEPKUT B cebe cneaytoulyio MHOpMaLmio:

1) HaMmeHOBaHMe Aep’KaTena Wau Bnadenbla PerncTPaluMoHHOIO YAOCTOBEPEHUA NEeKapCTBEHHOTO
npenaparta, HaMMeHOBaHWe MNPOU3BOAUTENSA JIEKAPCTBEHHOrO npenapaTta, CBefleHMAs O perncrpauumm
AepXaTtens uau Bnagenbla PerncTpaLMoHHOro yA0CTOBEPEHUA NeKapCcTBEHHOro npenapara, cBeAeHns o
perucTpauumn npoussBoamuTena JeKapcTBEHHOro npenapaTta Ans MeAMLMHCKOTO MPUMEHEHMA B KayecTse
HanoronfateNbliMKa B CTpaHe pernctpauum (418 POCCUMCKUX IOPUANYECKUX UL, - MAEHTUGUKALMOHHbIN
Homep Hanoronnatenbimka (MHH), Ana MHOCTPaHHbIX OPUANYECKUX AWL, - CTpaHa perucrpauun,
HaMMeHOBaHMe PEerucTpUpYIOLLLEro OpraHa, PerMcTpaLMoHHbIA HOMep, KoA, HaaoronnatenblUinuKka B CTpaHe
perucTpauumn (MHKopnopauuu) UAM ero aHanor), MecTo HaxoXAeHWA MNPOU3BOACTBEHHbIX M/OLWAA0K,
y4acTBYIOLWMX B Mpouecce NPOM3BOACTBA JIEKAPCTBEHHOrO npenapaTta, C yKasaHMem CTaguu npouecca
npoun3BoACTBa;

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

2) HaumeHOBaHWME NeKapCTBEHHOro npenapata (MexAyHapoAHOe HenaTeHTOBaHHoe, WM
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOoBaHMA);
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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3) HoMep perncTpaLMoHHOro yA0CTOBEPEHMS IeKapCTBEHHOro Npenapara;

4) nekapcTBeHHas ¢opma C YKasaHWEeM L03MPOBKM IeKapCTBEHHOTO NpenapaTta M ero KoAn4YecTea Bo
BTOPUYHOM (NOTPebMTENbCKOWM) YNAKOBKE, @ TaKKe KOMMJIEKTHOCTb;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas nNpegenbHas OTNYyCKHas LLeHa Ha 1IeKapCTBEHHbIV Npenapart B pybnsx;
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

6) maTta M HOMep NpuKasa YynoAHOMOYEHHOro ¢eaepasnbHOro opraHa WCNOAHUTENbLHOW BAAaCTU O
rocyAapCTBEHHOM PerncTpaunm nuan nepeperucrTpaumm npeaesibHoM OTNYCKHOW LLeHbl Ha J1IeKAaPCTBEHHbIN
npenapar, BK/OYEHHbIW B NepeyYeHb *KU3HEHHO HEODXOANMBIX U BaXKHEMLIUX SIEKAPCTBEHHbIX NPENapaTos;
(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) pata BCTYNAeHWA B CUAY MPMKa3a YyNoJHOMOYEHHOro denepanbHOro opraHa UCNOMHUTENbHOM
BNACTM O TOCY[APCTBEHHOW perucTpaumm uaM nepeperncTpauum npeaesbHOM OTMYCKHOM  LeHbl
NPOM3BOAMUTENA HA NIEKAPCTBEHHbIN NPEnapaTt, BKAOYEHHbIN B MepeyeHb KM3HEHHO HEeOoBbXOoAMMbIX U
BaYKHEWLLMX JIeKapCTBEHHbIX NPenapaTtos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) WTPUXOBON KOA, HAHECEHHbIN Ha BTOPUYHYIO (MOTPEOUTENbCKYHO) YMAKOBKY JIEKAPCTBEHHOIO
npenapara;
(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8) Kog, NeKkapCTBEHHOro npenapaTa Mo aHaTOMO-TepPaneBTUYECKO-XMMMUYECKOW KnaccuduKaLlmu,
peKkomeHA0BaHHOM BcemumpHOM opraHm3aumen 34paBoOOXpPaHEHUS.
(n. 8 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocymapcCTBeHHaA perncTpauma  WAM NepeperncTpaums npenenbHblX OTAYCKHbIX LEH Ha
JIeKapCTBEHHbIE NpenapaTtbl, BK/OYEHHbIE B MepeyYeHb MU3HEHHO HeobXOAMMbBIX W  BaXKHEMNWMX
NIeKApCTBEHHbIX MNpenapaToB, BeAeHMEe [OCYAapPCTBEHHOrO peecTpa npeaesnbHbIX OTMAYCKHbIX LEH
npousBoauTeNe Ha NeKapCTBEeHHble MpenapaTtbl, BKAOUYEHHbIE B NepeyeHb KU3HEHHO HeobXxoaMMbIX U
BaYKHEMLUMX NIEKAPCTBEHHbIX NPEnapaToB, OCYLLECTBAAITCA B NOpALKe, ycTaHOBAeHHOM [paBUTeNbCTBOM
Poccuitckoin Pepepaumn.

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

CraTtba 63. YcTaHOBNE€HMe OopraHaMu UCNONHUTENbHOM BNacTU cybbeKkToB Poccuiickoii Pepgepauum
npegenbHbiX pPasmMepoB ONTOBbIX Hag6aBOK U npeAenbHbIX pPasmMepoB PO3HUYHbIX HAA6aBOK K
$aKTUUECKMM OTMYCKHbIM LLleHaM, YCTAaHOBJIEHHbIM NPOU3BOAUTENAMM JIEKAPCTBEHHDbIX NPEnapaTos, Ha
JIeKapCcTBeHHble MpenapaTtbl, BK/AIOYEHHble B MNepeuyeHb XWU3HEHHO HeobXoAUMDBIX U BaXKHehLWmnx
JIeKapCTBEHHbIX NpenapaTos
(B pen. PegepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl UCNONHUTENLHOM BAAcTH cybbekToB Poccuiickoi Peaepalmmn ycTaHaBAMBaAOT NpeaebHble
pasmepbl ONTOBbIX HaAbaBOK M NpeaesibHble pa3mepbl PO3HUYHbLIX HaA6aBOK K GaKTUUECKMM OTMYCKHbIM
ueHam (6e3 yyeTa Hanora Ha A06aBEHHYI0 CTOMMOCTb), YCTaHOBAEHHbIM NPOM3BOANTENAMM TEKAPCTBEHHbIX
npenapaTtoB, Ha J/IeKAPCTBEHHblE NPenapaTbl, BK/OYEHHble B MepeyYeHb KMU3HEHHO HeobXoAMMBbIX W
BaKHEMLMX NEeKapCTBEHHbIX MPEenapaTos, B COOTBETCTBUM C YTBEPXKAEHHOW B MOpsAAKe, YCTaHOBAEHHOM
MpasutenbcTeom Poccuitickoit ®eaepaunn, MeTOANKON YCTaHOBAEHMA OpraHammn UCNOMHUTENbHOM BAacTH
cy6bekToB Poccuiickoit deaepaumm npeaenbHbiX PpasmepoB ONTOBbIX HaAbaBOK M NpeaenbHbIX pasmepos
PO3HUYHbIX HaAbaBOK K (aKTMYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/AEHHbIM MPOU3BOAUTENAMMU
NIeKapCTBEHHbIX MNpPenapaToB, Ha JIEKAPCTBEHHble TMpenapaTbl, BK/AOYEHHble B MNepeyeHb KU3HEHHO
HeobX0AMMbIX M BaXKHEMLINX NeKapCTBEHHbIX NpenapaToB. MPoeKTbl peLeHnii opraHoB UCMONHUTEIbHOM
B/1acTU cybbekToB Poccuiickon deaepauunm 06 ycTaHOBAEHUU U (MAKN) U3MEHEHMU NpeaesibHbIX Pa3MepoB
ONTOBbIX HaAbaBOK M MpefesibHbIX PAasMepPOoB PO3HMYHbLIX HagbaBOK K GaKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOB/IEHHbIM MPOW3BOAMTENAMM JIEKAPCTBEHHbIX MNPEnapaToB, Ha JieKapcTBEeHHble npenapaTbl,
BK/IIOYEHHbIE B NepeyeHb KU3HEHHO HeOBX0AMMBIX M BaXKHEMLLMX SIeKapCTBEHHbIX NPEenapaToBs, NoaneKar
COrNaCcoBaHUIO C YNOJIHOMOYEHHbIM desepasbHbIM OPraHOM MCMOJIHUTE/IbHOM BAACTU, OCYLLECTBAAOWNM
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dYHKLMM NO NPUHATUIO HOPMATUBHbIX MPaBOBbIX aKTOB U KOHTPOIO 33 cobtogeHnem 3aKoHo4aTe IbCTBa B
chepe rocysapcTBEHHOTO peryanpoBaHua LeH (TapudoB) Ha ToBapbl (ycayru), B nopsaake, yCTaHOBIEHHOM
MpaBuTenbcteom Poccuiickon deaepaumu.
(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, 01 27.12.2019 N 475-03)

2. OpraHusaumMm ONTOBOW TOPrOBAW JIEKAPCTBEHHbIMM CPEeACTBaMM, anTeYHble OpraHu3auum,
WHAMBMAYANbHbIE NPEANPUHMMATENN, WUMEOWME AULEH3NIO Ha GapMaueBTUYECKYD AeATEeNbHOCTb,
MeOVLMHCKME OpraHM3auuu, UMeLWmne ANLEH3NI0 Ha (apMaLEeBTUYECKYIO AEATENbHOCTb, W WX
obocobneHHble noapasaeneHua (ambynatopuu, denbaliepckme U denballepCcKo-akyLepCcKkue MyHKThI,
LeHTpbl (oTaeneHus) obuien BpavyebHol (cemeliHOM) NPaKTUKK), PACNONOXKEHHbIE B CE/IbCKUX HAaCeNeHHbIX
MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHmM3aLMu, OCYLLECTBAAIOT Peanv3auuio JeKapCTBEHHbIX
NpPenapaToB, BK/AIOYEHHbIX B MEpPeYeHb MM3HEHHO HEeOOXOAMMbIX U BaXKHENWMX NEeKAPCTBEHHbIX
npenapatoB, MO LEHaM, KoTopble GOPMUPYIOTCA B COOTBETCTBUM C  MOPALKOM, YCTAaHOBAEHHbIM
MpaBuTenbctBoMm Poccuitickon denepaumn, M ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha [o06aBneHHylo
CTOMMOCTb) He [I0/I)KeH npeBbiwaTb Cymmy (aKTUYECKOM OTMYCKHOM  LeHbl, YCTaHOBAEHHOM
npoussoauTenem JIEKApPCTBEHHOrO MpenapaTa, He MPEeBbIWAOWE  33aperucTpupoBaHHON  UAK
nepeperucTpUpoBaHHOM nNpeaenbHOM  OTMNYCKHOM  LeHbl npousBoauTens (Ha Agaty peanvsauuu
JIeKapCTBEHHOrO Npenaparta NPou3BoAUTENEM), U pa3Mepa ONTOBOW HaabaBKu U (Mnn) pasmepa PoO3HUYHOM
Haab6aBKM, He MPEBbIWAOWMX COOTBETCTBEHHO pa3mepa npeaesibHoli onToBoW HaabaBKkM U (Mn) pasmepa
npeaenbHOM PO3HMYHON HaabaBKK, YCTAHOBNEHHbIX B CybbeKTe Poccuiickoit deaepaunu.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MCNOAHWUTENBHOW BAACTU CybbekToB Poccuiickon Pepepaunmn pasmeLwatoT B CETH
"UHTepHeT" MHOPMALMIO O 3aPErnMCTPUPOBAHHBIX NPEeAENbHbIX OTNYCKHbIX LLEeHAaX Mpou3BOAUTENEN Ha
JIeKapCTBEHHblE MpenapaTtbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BayKHEMLWMUX
NIeKapCTBEHHbIX NpenapatoB, 06 YyCTaHOBAEHHbIX B cybbekTe Poccuitckont Pepepaunmn npesenbHbIX
pasmepax ONTOBbIX HagbaBOK U (UMW) NpeaesbHbIX PasmMepax PO3HUYHbIX HaZbaBOK K YCTaHOBJIEHHbLIM
NPOV3BOAUTENAMU JIEKAPCTBEHHbIX MpenapaToB QaKTUYECKMM OTMYCKHbIM LEeHaM Ha JieKapCTBeHHble
npenaparbl, BKAKOYEHHbIE B NepeyYeHb KU3HEHHO HEOOX0AMMbIX U BaXKHEWLIMX IEKaPCTBEHHbIX NPenapaTos,
a TaKXKe 0 CyMMme 3aperncTpuMpoBaHHbIX NPeaesbHbIX OTMYCKHbIX LLeH NPOM3BOAMTENeN Ha IEKAapPCTBEHHbIE
npenaparbl, BKAHOYEHHbIE B NepeyYeHb KU3HEHHO HEOOX0AUMbIX U BaXKHEWMLIMX IEKaPCTBEHHbIX NPenapaTos,
YCTAQHOB/MIEHHbIX B cybbekTe Poccuiickot depepaunm npeaesbHbiX pPasmepoB OMNTOBbIX HanbaBOK U
npegenbHbIX PasMepoB PO3HMYHbIX HaAbOaBOK M Hanora Ha AobasfeHHyl cToMmocTb. MHdopmauus,
npeAycMOTPEHHas HACTOALLEN YacTbio, AO/IKHA HAXOAMUTHLCA TaKKe B aNTeYHbIX OpraHU3aLmMax B 4OCTYMNHOM
ONA  BCEX 3aMHTEPeCOBaHHbIX UL, dopme M ODBHOBNATHCA MO Mepe ee pasmelLeHUs opraHammu
NCNONHUTENbHOM BNacTn cybbekToB Poccuiickont Pegepaunn B cetn "UHTepHeT".

(yacTb 3 B peq. denepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Y1patnun cuny ¢ 1 mapta 2020 roaa. - PegepanbHbiii 3akoH oT 27.12.2019 N 475-P3.

Fnasa 13. MOHUTOPUHT 3PPEKTUBHOCTU U BE3SOMNACHOCTU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALWMNXCA B OBPALLEHUU
B POCCUMCKOW ®EAEPALIUMA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaas3op
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHble NpenapaTbl, HaxoAsAwmecs B obpalieHnn B Poccuitickoli depepauum, nognexar
MOHUTOPUHTY 3P HEKTUBHOCTU M HE30MACHOCTU B LLeNIAX BbISBIEHWUA BO3MOMKHbIX HEFAaTUBHbIX NOCNEACTBUIA
UX MPUMEHEHUA, WHAWBWUAYANbHOW HEenepeHOCMMOCTH, NPeaynpeXraeHUs MeAMUMHCKUX PaboTHWMKOB,
cneunannctos B 06/1acT BeTEPUHAPUM, MALUMEHTOB WAM BAAAE/NbLEB KMUBOTHBIX M WX 3alMTbl OT
NPUMEHEHMA TaKNX SIeKaPCTBEHHbIX NPenapaTos.

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

2. ®apmaKoHaA30p OCyLLECTBAAETCA COOTBETCTBYIOWMM YNONHOMOYEHHbIM deaepasibHbiM OpraHom
MCMNONHWUTENbHOW BNACTU B YCTAaHOB/IEHHOM MM MOPAAKe NyTem aHa/nM3a npeaocTtaBnaemoit cybbektamu
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obpalleHna NeKkapcTBEHHbIX cpeacTB MHPOpMauMmM 0 NOBOYHbIX AENCTBUAX, HEKENATENbHbIX PEeaKLMUSAX,
Cepbe3HbIX HEeXKeNaTesibHbIX PeaKuMsX, HenpeaBUAEHHbIX HeXKenaTe/bHbIX Peakuusax Mpu npumeHeHuu
NleKapcTBEHHbIX MpenapaToB, 06 WHAMBMAYA/NbHOM HENepeHOCMMOCTU, OTCYTCTBUMM 3PPEKTUBHOCTU
NleKapCTBEHHbIX NPEenapaTos, a TakKe 06 UHbIX GpaKTax U 06CTOATENLCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU
WV 340POBbIO YEI0BEKA /IMBO X KMBOTHOMO NPU NPUMEHEHWUW IEKAaPCTBEHHDbIX MPENApPaToB U BbIABAEHHbIX HA
BCEX 3Tanax obpalleHns NeKapcTBEeHHbIX NpenapaToB B Poccuiickoit deaepaummn u apyrux rocyaapcreax.

3. CybbeKTbl obpallleHna NeKapCTBEHHbIX CPeAcTB B MOpsAKe, YCTaHOB/JEHHOM YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJHUTENBHON BNACTU, 00A3aHbl COOOLWATb B YNOJHOMOYEHHbIN deaepanbHbIn
OpraH WCMNOMIHUTENbHOW BAACTM O NOBOYHbLIX AENCTBMAX, HeXeNaTeNbHblX PeaKkumax, CcepbesHbIX
HeXKenaTebHbIX peakumnsax, HenpeaBUAEHHbIX HexKenaTeIbHbIX PeakLMAX NP NPUMEHEHUN NEKAPCTBEHHbIX
npenapatos, 06 WHAMBMAYANbHOM HENEepeHOCMMOCTU, OTCyTCTBUM 3IDDEKTUBHOCTM NEeKaPCTBEHHbIX
npenapaToB., a TaKXe 06 MHbIX paKkTax U 06CTOATENbCTBAX, MPEACTABAAOWMX YIPO3Y HKU3HU UAN 340POBbIO
YyesioBEKA /INOO KMBOTHOMO MPU NPUMEHEHUN NIEKAPCTBEHHbIX NPENApPaTOB M BbIAABJAEHHbIX HA BCEX 3Tanax
obpaleHMAa nekapcTBeHHbIX NpenapaTos B Poccuitckoit Pepepaumm n apyrnx rocygapcraax.

4. [JepXaTenm WaM BRafesiblpbl PErucTPaLMOHHbBIX YAOCTOBEPEHMUM NEKAPCTBEHHbIX NPENapaTos,
topUANYECKME UL, HA MMA KOTOPbIX BblAaHbl pa3pelleHmns Ha NpoBeAeHNe KAMHUYECKUX UCCAea0BaHuii B
Poccuiickolt ®eaepaunn, iM60 yNnoJHOMOYEHHbIE MW APYrUe IopUaMYeckmne Mua B pamKax obecneyeHus
6e30MacHOCTM  /JIeKApPCTBEHHbIX  MPenapaTtoB B MNOPAAKEe, YCTaHOBNEHHOM  COOTBETCTBYIOLLMM
YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTENbHOW BNACTU, 0653aHbl OCYLLECTBAATbL NPUEM, YUET,
06paboTKy, aHaIN3 U XPaHEHWE NOCTYNAOLWMX B UX aAPeC OT CYy6beKTOB 06PaLLLEHNA NEKAPCTBEHHbIX CPeACTB
M OpraHoB roCyAapCTBEHHOW BNAcTM COOBLEHUIA O MOBOYHbLIX AENCTBMAX, HEXKeNaTe/bHbIX peakumax,
CEPbE3HbIX HEMXeNaTeNbHbIX M  HEeMnpeaBUAEHHbIX HEeXKenaTeNbHbIX pPeakumax npuv  NPUMEHeHUn
JIEKapCTBEHHbIX Mpenapatos, 06 0COBEHHOCTAX WX B3aMMOAEWCTBUA C APYTMMWU  JIEKAPCTBEHHbIMU
npenapatamu, WHAMBMAYASIbHON HEMEepeHOCMMOCTM, a TakKe 06 WHbIx ¢akTax M obcToaTenbcTBax,
NPeacTaBASAIOLLMX YIPO3Y }KU3HU UM 340POBbIO YeI0BEKA MO0 KUBOTHOTO UM BAUAIOLLMX HA USMEHEHUE
OTHOLLUEHUSA OXKMOAEMOW NOJIb3bl K BO3MOMKHOMY PUCKY NPUMEHEHUSA IEKaPCTBEHHbIX NpenapaTos.

5. Mpu BbiABNEHUM MHOOPMALMM O CEPbE3HbIX HEMKENATeNbHbIX pPeakumsx U HenpeaBuAeHHbIX
HeXKenaTesbHbIX pPeakuuax npu NPUMEHEHUW JNIeKAPCTBEHHbIX MpenapaToB, 06 0cobeHHOCTAX WX
B3aMMOAENCTBMA C APYTMMM NEKAPCTBEHHbIMM NpenapaTaMn, UHANBUAYA/IbHON HEMNEPEHOCMMOCTH, a TaKKe
06 WHbIX daKkTax M 06CTOATENbCTBAX, BAMAIOWMX HA M3MEHEHWE OTHOLIEHWUS OXMAAEMOM MNOSb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWA NIEKAPCTBEHHbIX MPenapaTos, JAepXaTenu WM  BAaLeNblpbl
PEruCTPALMOHHBIX YAOCTOBEPEHMUIM IEKAPCTBEHHbIX NPEMNapaToB, OPUAMYECKME /INLA, HA MMS KOTOPbIX
BblAaHbl paspelleHna Ha NpoBefeHWe KAMHUYECKMX uccnefoBaHuii B Poccuiickoint Pepepaumnn, nmbo
YNOJIHOMOYEHHbIE UMM ApYrUe topuanyeckue na 06s3aHbl NPUHATE MepPbl, HarnpaBieHHbIe HA YCTPaHeHWE
HeraTMBHbIX MOCAEACTBUI NPUMEHEHMA TaKMUX JIEKAPCTBEHHbIX MPENapaTos, NpeaynperKaeHne NnpuInHeHUs
BpeAa KU3HU UM 340POBbIO YesloBeKa MO0 KUBOTHOIO, 3aLLMTY UX OT NPUMEHEHMA TaKUX IEKAPCTBEHHbIX
npenapaTos, Ha AONOJHUTE/bHbIN COOp AaHHbIX 06 3PPEKTUBHOCTU M 6E30MACHOCTU TaKUX IEKAPCTBEHHbIX
npenaparos.

6. 3a HecoobLeHne NN COKpbITUE MHOOPMALMM, NPESYCMOTPEHHOM YacTblo 3 HACTOSALLEN CTaTbMy,
AepyKaTennm Unun Bnagenblibl PerucTpaLMoHHbIX Y40CTOBEPEHMWI IEKAPCTBEHHbIX MPENApPaToB, pUANYECKue
JIMLA, Ha MMA KOTOPbIX BblAaHbl pPa3pelleHuns Ha NpoBedeHUe KANMHUYECKUX UccnefoBaHuin B Poccuinckol
denepauyn, MM6O YNoSHOMOYEHHbIE UMUK OpYrMe pUAMYEcKUe /MLA, a TaKkKe AO0/IKHOCTHble uua,
KOTOpbIM 3Ta MHOOPMALMA CTafa M3BECTHa MO poay WX NpodecCcUMOoHaNbHOM AeATeNbHOCTM, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZAATENLCTBOM Poccuitickoli depepaumm.

7. Mpy NonyYyeHUM ynoaHomoYeHHbIM dedepanbHbIM OPraHOM MCMONHUTENbHOM BAACTM B pamKax
ocywectsneHmMa Mm ¢apmakoHaa3opa A0Kas3aTeNbCTB O HECOOTBETCTBMM JIeKapCTBEHHOro npenaparta
YCTaHOB/IEHHbIM TPebOoBaHMAM WAM MPU NOAYYEHUN WHPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
addeKkTMBHOCTM M 0 6e30MacHOCTM NEeKapCTBEHHOro npenapaTta AaHHbIM O /IeKapcTBEHHOM Mpenapare,
COAEPMKALLMMCA B MHCTPYKUMM MO €ro NPUMeHeHWo (B TOM 4YMcne BbIABAEHHbIX B XO4e OCYLLeCTBAeHMUSA
dbapmaKoHaa30pa KOHTPO/IbHO-HAA30PHbLIMW OpPraHamMM WMHOCTPAHHbIX FOCYAAapCTB), YNOJAHOMOUYEHHbIN
denepanbHbiii OpraH UCNOAHUTENbHOM BAACTU B YCTAaHOBAEHHOM MM MOpPsAKe paccmaTpusaeT BOMPOC O
NPUOCTAHOBAEHMM MPUMEHEHMSA TAKOTO IEKAPCTBEHHOTO Npenapara.
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CratbAa 65. NpuocraHoBneHUe NPUMEHEHMUA NeKapPCTBEHHOro npenapara
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Npu nonyyeHMn MHOGOPMALMU O HEXKeNaTesbHbIX PeaKkuMax Npu NPUMeHEHUU NEeKapPCTBEHHOIO
npenapaTa, He YKasaHHbIX B WMHCTPYKLMM MO MNPUMEHEHWUIO NEKAPCTBEHHOTO MpenapaTta, CepbesHbIxX
HeXKenaTesbHbIX peakuuax, 06 O0COBeHHOCTAX €ero B3aMMOAEWCTBMA C APYTMMU  NIEKAPCTBEHHbIMMU
npenapaTtamu, KOTopble MOTYT NPEeACTaBAATb YIrPO3Y KU3HU UM 340POBbIO YesoBeKka MBO XKMBOTHOrO, a
TaK¥e 0 HeECOOTBETCTBMM AaHHbIX 06 3pPeKTUBHOCTM M 0 HE30NACHOCTM IEKAPCTBEHHOTO NpenapaTa AaHHbIM
O NeKApCTBEHHOM MpenapaTe, COAEPXKAMMCA B MHCTPYKUMM MO €ro MPUMEHEHMIO, B TOM 4ucie oT
YNOJHOMOYEHHbIX OPraHOB MHOCTPAHHbLIX FOCYAApPCTB, 0OMEH KOTOPOM OCYLLECTBAAETCA B COOTBETCTBUMU C
COTNAWEeHMAMMN MeXay YNOJHOMOYEHHbIM deaepanbHbiIM  OPraHOM  WCNOAHUTENIbHOM BAacTM U
YNOAHOMOYEHHbIMM  OPraHAMM  MHOCTPAHHbIX FOCYAApPCTB, YMNOAHOMOYEHHbIN ¢denepanbHbli  OpraH
WCNOSIHUTENbHON BNACTU PacCMaTpPMBAET BOMPOC O BO3MOXHOCTU MPUOCTAHOBAEHUA OOpalLeHMA Takoro
JIeKapCTBEHHOrO npenapata B NOpsAAKe, YCTAaHOB/AEHHOM YMNOJHOMOYEHHbIM deaepasbHbiIM OpPraHoOM
NCMNOJIHUTENbHOM BNACTHK.

2. MNpu HEUCNOSIHEHUU WAW HEeHaANEeNKaleM WCMONHEHUN JepXKaTensmMmu WAM  Bnageblamu
PErncTpaunoHHbIX Y40CTOBEPEHUIA 1IEKAPCTBEHHbIX MPENAPaTOB, PUANYECKUMU NLLAMM, HA UMA KOTOPbIX
BblAaHbl pPa3peleHns Ha NpoBeAEHUE KAMHUYECKMX MUccneaoBaHuit B Poccuiickon ®egepauun, unm
YNOAHOMOYEHHbIMU UMUK APYTUMU IOPUAMYECKUMMN NNLLAMM 0653aHHOCTEN, YCTaHOBEHHbIX YacTamM 3 u 4
ctaTbn 64 Hactoswero ®depepanbHOro 3akoHa, MbBO B CAyyasax MpPeACTaBAEHMS COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM defepaNbHbiM OPraHoOM WUCMONAHUTENLHOW BAACTU 3aK/OYEHUSA O HeOO0CTOBEPHOCTU
pe3y/NbTaToB KAMHWYECKOrO MUCCNeA0BaHUA IeKapcTBEHHOro npenapaTta gna MeAULMHCKOro NpUMEHeHus,
KOTOpPOe OCHOBAHO Ha pe3y/nbTaTax MPOBEPKM MEAMLMHCKOW OpraHusauuu, npoBOAMBLUEN YKasaHHOE
KAMHWMYECKOe MCCNefoBaHMWe C HapyLWeHUeM NPaBu HaaNeXkKalen KAMHUYECKOW NPaKTUKKU, U NPUBENO K
MOJIYYEHUIO HELOCTOBEPHbIX Pe3y/abTaToB, MO0 B C/y4yae HEBbLINOSHEHWUA NPeAnUCaHusA, BblAAHHOTO
YNO/HOMOYEHHbIM  defepanbHbIM  OpPraHOM WCMOJIHUTE/IbHOW BNAAcTM MO  WMTOraM  OCYLLECTB/IEHUS
BbIDOPOYHOrO KOHTPOAS KayecTBa JIEKAPCTBEHHOrO npenapaTta, YNoJHOMOYEHHbIN denepasibHbl opraH
WCMONIHUTENIbHOW BNIACTM B YCTAHOB/JIEHHOM WM MOpPAAKE PacCMaTpMBaEeT BOMPOC O MPUOCTaHOBIEHUU
NPUMeHeHMA TaKoro JIeKapCTBEHHOIO Npenapara.

3. YnonHomoueHHbIt denepanbHbli OpraH WCNONHUTENbHOM BAACTU NPU NPeACTaBAEHUU emy
CBeAEeHWI O HECOOTBETCTBUU NPOU3BOAUTENSA IEKAPCTBEHHbBIX CPEACTB TPEGOBAHUAM NPABUN Hag/1exKalllen
NPOW3BOACTBEHHOW MPAKTUKKN U (UKN) O HAPYLLIEHUMN ULLEH3UOHHbIX TPEBOBaHUIA, KOTOPbIE BbINN BbISBNEHDI
B XOZEe NPOBEeAEHUA WHCMEKTUPOBAHWUA NPOU3BOAUTENA NEKAPCTBEHHbLIX CPEACTB WM OCYLLECTBNEHUA
JMLEH3MOHHOTO KOHTPONA B chepe NPON3BOACTBA JIEKAPCTBEHHBIX CPEACTB U NPUBENU UIN MOTYT NMPUBECTU
K MNPOW3BOACTBY JIEKAPCTBEHHbIX MNPENAPATOB AN MEeAUUMHCKOrO MNPUMEHEHUs, MPUYUHUBLLMX WK
CMOCOBHBIX MPUYNHUTL BPES, }KU3HU UM 300POBbIO MPaXKaaH, paccmaTpusaeT BONPOC O MPUOCTAHOBIEHWM
NPUMEeHEeHWs IeKapCTBEHHBIX NPenapaToB AN MeAULMHCKOrO MPUMEHEHMWS B YCTAHOBEHHOM UM NOpPAAKe
B C/IeAYIOLLNX CAYYanX:

1) coctaB M (MAKM) TexHONOrMA MNPOWM3BOACTBA JIEKAPCTBEHHOrO Mpenaparta Aaa MeAMUMHCKOro
NPUMMeHeHUA (C oNMcaHnem CTaguii NPOU3BOACTBA) OTINYALOTCA OT 3asABNIEHHbIX B PEFUCTPALMOHHOM [OCLE;

2) ﬂeKapCTBEHHbIﬁ npenapart gna meguumnHCKoro npumeHeHnAa nponsBeneH Ha ﬂpOM3BOACTBeHHOﬁ
naowagke, He yKa3aHHOﬁ B PErMCTPALMOHHOM 00CbE;

3) y npowusBoAMTENA JNIEKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MNOATBEPHKAAOLME
COOTBETCTBME KayecTBa /IEKAPCTBEHHOro npenapaTta A4S MeAMUMHCKOrO MNPUMEHEHWA, BBOAMMOTO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YyCTaHOB/IEHHbIM MPUW €ro rocy4apcTBEHHOMN perncTpaumm;

4) npousBOAMTENEM  JIEKapPCTBEHHbIX CPeACTB B  COMNacoBaHHbIM €  COOTBETCTBYHOLUM
YNONIHOMOYEHHbIM defiepanbHbiM OpPraHOM MCMNONHUTE/IbHOW BAACTM CPOK HEe YCTpaHeHbl HapylueHus
TpeboBaHMI NpaBuUN Haa/exalwen NPousBOACTBEHHOW MPAKTUKM U (MAK) NULEH3MOHHBLIX TpeboBaHUN,
KoTopble 6bl/1M BbiIBNEHbI B X04e NPoBeAeHNA NMHCMEKTUPOBaHUSA NPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB
WAW OCYLLLECTB/IEHUA NLEH3MOHHOTO KOHTPOAA B cdhepe NPoU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NpUBEU
MAN MOTYT NPUBECTU K NPOU3BOACTBY /NIeKAPCTBEHHbIX MNPenapaTtoB ANs MeAMUMHCKOro NpUMEHeHUs,
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NPUYNHUBLUNX UAN CNOCOBHBIX MPUYUHUTDL BPEA, KM3HM MU 300POBbIO rparkaaH.
(yacTb 3 BBEeAeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-3)

4. YNoNHOMOYEHHbI peaepanbHblii OpraH UCNONHUTENbHOM BAACTU NPU HA/IMUMKN Y HErO CBEAEHWI O
HECOOTBETCTBMM MNPOM3BOAMTENA /IEKAPCTBEHHbIX CpeacTB  TpeboBaHMAM  MNpaBua  Hagiexkaluei
NPOM3BOACTBEHHOM NPAKTUKK U (MAK) O HApPYLLUEHWUU IMLEH3MOHHBIX TPeboBaHMIA, KOTopble 6blAN BbIABAEHbI
B XOZe NPOBeAEeHWUA MHCMEKTUPOBAHUA MNMPOU3BOLMUTENA NEKAPCTBEHHbIX CPEACTB WM OCYLLECTB/IEHUS
JIMLLEH3NOHHOTO KOHTPO/IA B chepe NPOoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M NPUBEAN UAU MOTYT NPUBECTU
K MPOW3BOACTBY JIEKAPCTBEHHbIX MpenapaToB AN BETEPUMHAPHOrO MNPUMEHEHMUA, MPUUUHUBLLMX WM
CNOCOBHbIX NPUYMHUTL BPEL, }KU3HU UN 300POBbIO XKMBOTHBIX, paCCMaTPMBaET BOMPOC O NPUOCTaHOBAEHNUN
peanusaumMm UM  MPUMEHEHMA JNIEKAPCTBEHHbIX MpenapaToB A4/1a BETEPUHAPHOIO MPUMEHEHUs B
YCTaHOB/IEHHOM UM MOPAAKE B CNeAyIoWmMX CyYasX:

1) coctaB # (MAKM) TexHONOrMA MPOM3BOACTBA JIEKAPCTBEHHOrO npenaparta A4/1A BeTepuHapHOro
NPMMEHEHUA (C oNUCaHWeM CTaauli NPOU3BOACTBA) OTINYALOTCA OT 3aABNEHHbIX B PErMCTPALMOHHOM [OChE;

2) NeKkapcTBEHHbIW NpenapaTt gaa BeTePUHAPHOro NPUMEHEHUs NPOM3BEeAEH Ha NPOWU3BOACTBEHHOW
NAoLWaAKe, He YKasaHHOM B PErMcTpaLMoOHHOM AOCbE;

3) y npoussoauTena NleKapCTBEHHbIX CPeAcTB OTCYTCTBYIOT [OKYMEHTbl, NoATBepKaatolime
COOTBETCTBME KayecTBa JIEKAapCTBEHHOro npenapata A/ BETEePMHAPHOro NPUMEHEeHUs, BBOAMMOTO B
rpa*kaaHcKunin 06opoT, TpeboBaHMAM, YCTAaHOBIEHHBIM MPWU €ro rocyAapCTBEHHOM perucTpauum;

4) npousBOAMUTENEM  JIEKAPCTBEHHbIX CPEeACTB B  COMNAcOBaHHbIA C  COOTBETCTBYHOLWMM
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOJHUTENbHOW BNACTU CPOK HE YCTPaHEeHbl HapylleHus
TpeboBaHMIA NpaBUN HaA/exalleil NPOU3BOACTBEHHOW NPaKTUKM U (MAK) NMLEH3MOHHbLIX TpeboBaHUN,
KOTOpble 6bln BbISIBAEHbI B XO4€ NPOBEAEHUA MHCNEKTUPOBAHMA NPON3BOAUTENS NEKAPCTBEHHbIX CPEACTB
WA OCYLLLECTBNAEHUA IMLEH3NOHHOIO KOHTPOAA B cdhepe NPOn3BOACTBA IEKAPCTBEHHbIX CPeACTB U NpUBeIn
WA MOTYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX NpPEenapaTtoB ANA BETEPUHAPHOrO NPUMEHEHWUS,
NPUYUHUBLUNX UAN CNOCOBHBIX MPUUYUHUTDL BPEes, *KU3HU UK 300POBbIO KUBOTHbIX.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2023 cT. 65 gononHaeTcA Y. 5, 6 (P3 01 27.12.2019 N 475-D3).

Cratba 66. UHPopmaLuma o pesyanbraTax papmaKkoHaa30pa
(B peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNo/HOMOYEHHbIM  deaepanbHblit  OpraH  WCNOAHWUTENIbHOW  BNAcTW,  OCYLLECTBAAOLLNIA
dapmaKoHaa3op, No ero pesysbTaTam pasmeliaeT Ha CBoem oduumanbHOm caiTe B cetn "UHTepHet"
nHbopmaumto o:

1) BblABN1IEHNN HOBbIX NOATBEPXKAEHHDbBIX AaHHbIX O No60oYHbIX AGVICTBMHX, HeXenaTtenbHbIX peaKunax,
Cepbe3HbIX HeXenaTe/lbHbIX peakumnax, HenpeaBuaeHHbIX HeXXenaTesibHbIX peaKuuAaxX npu npuMeHeHUn
NNEeKapCTBEHHOrO nNpenaparta, B TOM 4ynucine BANAKWUNX Ha OTHOLWIEHKE ommp,aemoﬁ NOoNb3bl K BO3MOXHOMY
PUCKY NpUMeHeHNA AaHHOIro 1eKapCTBEHHOro npenaparTa;

2) NPUHATbLIX pelweHnAX O BHeECEHUU N3MEHEHUN B MHCTPYKLUUIO NO NPUMEHEHUNIO NEKAPCTBEHHOIO
npenaparta, 0 NpPMOCTaHOBIEHUN NPUMEHEHUA NEKAPCTBEHHOIO npenaparta, 06 M3BATUM U3 O6paLLI,EHl/IF|
NNEKAPCTBEHHOrO nNpenapara nan o BO30OHOBNEHUU NPUMEHEHNA NEeKaPCTBEHHOIO Npenapara.

FnhaBsa 14. UHOOPMALIMA O NEKAPCTBEHHbIX NPENAPATAX. CACTEMA
MOHUTOPUHTA ABUXKEHUA NEKAPCTBEHHbIX MPENAPATOB
ana MEQUUMHCKOroO NPUMEHEHMUA
(B pen. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. MHd)OpM&LI,VIﬂ O J1IeKapCTBEHHbIX npenapartax. Cuctema MOHUTOPUHIa ABUXEHUA
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JIeKapCTBEHHbIX NpenapaTos 41d MeAULUHCKOro NpUMeHeHUs
(8 pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. WHpopmauma o NeKapCTBEHHbIX MpenapaTtax, OTNYCKAaeMblX MO PEeLenTy Ha JleKapCTBEHHbIN
npenapaTt, AO/KHA COAEPKaTbCA TOMbKO B CNELMANU3MPOBAHHBLIX M34aHUAX, NpeAHasHAYeHHbIX A4S
MeAMLMHCKNX, dapMaLeBTUYECKMX paboTHMKOB, cneunannctoB B obnactm setepmHapumn. MHpopmaumna o
NeKapcTBEHHbIX NpenapaTax Ans cneumnanucToB B 06/1acTv 0bpalleHns NeKapCTBEHHbIX CPeacTB MOMKET
COAEP!KaTbCA B MOHOTPadMAX, CNPAaBOYHUKAX, HAYYHbIX CTaTbsAX, B OKA3a4aX HA KOHrpeccax, KoHpepeHUusx,
CUMMO3MYMaX, Hay4HbIX COBETAX, @ TAKXKe B MHCTPYKLMAX MO NPUMEHEHMIO JIEKAPCTBEHHbIX NPEnapaTos.

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

2. NHbopmauma o NieKapCTBEHHbIX MpenapaTax, OTNyckaembix 6e3 peuenTa Ha JIeKapCTBEHHbIN
npenapaTt, MOXeT codepatbca B nybaMKaumax u ob6bABNEHMAX CPeAcTB MaccoBoM WMHbopMaLuu,
CNeumanm3nmpoBaHHbIX M OOLWMX MEeYaTHbIX WM34AHUAX, MHCTPYKUMAX MO MPUMEHEHUID JIEKAapPCTBEHHbIX
NnpenapaToB, MHbIX M3AaHMAX CybbEKTOB 0bpalLeHMA NeKapPCTBEHHbIX CPeacTB. PeknamHble matepuanbl O
NIeKapCTBEHHOM npenapate, OTNycKaemMom 6e3 peuenTa Ha NeKAapCTBEHHbIM MNpenapaTt, AOJ/IKHbI
COOTBETCTBOBATb MHCTPYKLMKN NO NPUMEHEHUIO JIEKAPCTBEHHOrO Npenapara.

3. JonycKkaetca ucnosib3oBaHue NobbIX MaTepUanbHbIX HoCcUTEeNen, NO3BOIAOWNX XPaAHUTD,
nepeagasatb M UCMNOJZIb30BATb VIHd)OpMaLI,VIlO O NNIEKAPCTBEHHbIX NpenapaTtax 6e3 ee MCKaxKeHus.

4. [Ona uener wnAaeHTUPUKALMM YNAKOBOK JEKAPCTBEHHbIX MNpenapaTtoB AflAa MegULMHCKOro
NPMMEHEHNA MNPOU3BOAUTENIN NIEKAPCTBEHHbLIX CPEACTB B MNOpAAKe, YCTaHOBAEHHOM [lpaBuTenbCcTBOM
Poccuiickolt ®epepaumm, HAHOCAT HA NEPBUYHYIO YNAKOBKY (B OTHOLIEHUWN IEKAPCTBEHHbIX NPenapaToB AN
MEAMUMHCKOTO MPUMEHEHUA, ANA KOTOPbIX He NpeaycMOTPeHa BTOPUYHAA YMNaKoBKa) U BTOPUYHYIO
(NoTpebuTenbCcKyo) YNakoBKY NEKAapCTBEHHbIX MpenapaToB A8 MeAUUMHCKOro NMPUMEHEHUs CpeacTsBa
M,El,eHTVId)VIKaLI,VIM, 3a WUCKAK4YeHunem JieKapCTBeHHbIX MnpenapatoB Anaa MeguumnMHCKOro npumeHeHwuAa,
NPoOn3BOAUMbIX A1A NPOBEAEHUA KNAMHUYECKUX UCCAEL0BAHWUM, SKCNOPTA, JIeKapCTBEHHbIX NpenapaTos Ans
MeAMUMHCKOTO NPUMEHEHMA, YKa3aHHbIX B YacTax 5 n 8 ctatbm 13 HactoAwero ®PenepanbHOro 3akoHa,
paanodapmaL,eBTUYECKMX IEKAPCTBEHHbIX NPenapaToB, NMABOK MEAULIMHCKUX U Fa30B MEANLMHCKUX.
(yacTb 4 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3 (pea. 27.12.2019))

5. XapaKTepuCTUMKM cpeacTsa naeHTMUKaLMKM, NopaaoK ero HaHeCeHUs M TPeboBaHMA K CTPYKTYPE U
dopmaTty nHbGOpPMaLUKM, KOTOPYIO COLEPMKUT CPeACcTBO MAEHTUDUKaLMK, onpeaenaloTca MNpaBuTenbcTBOM
Poccuiickoin Pepepaumnn.

(yacTb 5 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-3)

6. MopAgoK co3gaHna, pasBMTUA, BBOAA B IKCMJyaTaLMIO, SKCN/yaTalMn 1M BbIBOAA M3 SKCMNAyaTaLmm
CUCTEMbI MOHUTOPUHIA ABUKEHUSA IEKAPCTBEHHbIX MPENapaToB A1A MeAULMHCKOTo NPMMEHEHUA, NOPALOK
npefocTaBneHna MHOOPMaLUK, coaeprKalleica B CUCTEME MOHUTOPWHIA OBUMKEHWA NEeKapCTBEHHbIX
npenapaToB A1 MeAUUMHCKOrO NPUMEHEHUA, U NOPAAOK B3aMMOAENCTBUA YKa3aHHOM CUCTEMbBI C MHbIMMU
rocyapcTBeHHbIMM UHGOPMALMOHHBIMU CUCTEMAMM U MHGOPMALMOHHBIMU CUCTEMAMM HOPUANYECKUX NTUL,
W UHAMBWUAYANbHBIX NPeAnpUHMMaTENEN, YKa3aHHbIX B YacTAx 7 1 10 HacTosLel CTaTbM, YyCTaHABAMBAOTCA
MpaButenoctBom  Poccuiicko  ®Pepepauuun. Onepatopamu  CUCTEMbI  MOHWUTOPWUHIA  ABUMKEHUA
NIeKapCTBEHHbIX NPenapaTtoB Ans  MeOMLMHCKOro NpuMeHeHus asBndatoTca  denepasnbHbli  opraH
WCMONHUTENbHOW BNactTM W (MaM) opraHusaumsa, ynoaHOMoOYeHHble [MpaBUTENbCTBOM  Poccuitckoi
depgepaunn.

(yacTb 6 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuagnyeckne nnua U MHAMBMAYaNAbHblEe NpPeAnpPUHUMATENN, OCYLLECTBAAIOLWME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuinckyto ®epepaumio, oTNycK, peanmsaunio, nepegady, npUMeHeHNE U YHUUTOXKEHNE
NIEKAPCTBEHHbIX NPenapaTtoB Aas MeAULMHCKOrOo NpUMeHeHusa, obecneymBatoT B MOpsAKe U B COCTaBe,
KOTOpble ycTaHoB/eHbl [paBuTenbctBom Poccuiickoit ®eaepaumm ¢ ydeTom BMAAQ OCYLLECTBAAEMON MMM
[eATeNbHOCTU, BHeCeHME MHPOpPMALUUM O NeKapCTBEHHbIX NpenapaTax Ana MeAnLMHCKOro NPUMEHEHMA B
CUCTEMY MOHUTOPUHIA ABUKEHWNA NEKAPCTBEHHbIX NPENapaToB ANA MeANLMHCKOrO NPUMEHEHUA.

(yacTb 7 BBegeHa PegepanbHbiM 3aKoHOM oT 28.12.2017 N 425-03)

7.1. HEKapCTBEHHbIe npenaparbl Ana MeguuunHCKOro npumeHeHwuA, npeaHasHadYeHHble OnA
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obecneyeHuns nuL, 6onbHbIX remodUanein, MyKoBMCLMA030M, rTMNnodunsapHbiM HaHM3MOM, BonesHblo [owe,
3/10Ka4yecTBEHHbIMM HOBOOOPa3oBaHMAMU NUMOOMAHON, KPOBETBOPHOM W POACTBEHHbLIX WM TKaHEMN,
paccesiHHbIM CK/AEPO30M, /UL, NOC/e TPaHCMN/aHTauMM OpraHoB M (unu) TKaHel, npousBegeHHble Ao 31
Aekabpa 2019 roga, a TaKXe WHble NIeKApCTBEHHble NpenapaTtbl AAA MeAULMHCKOTO MPUMEHEHUs,
npousseseHHble Ao 1 nonsa 2020 roga, nognexart XpaHeHUo, MeEPEBO3Ke, OTNYCKY, peannsauum, nepesave,
npumeHeHuto 6e3 HaHeceHMA cpeacTB NAEHTUOUKALNM A0 UCTEYEHUS CPOKa UX rogHocTU. MpaBUTEeNbCTBO
Poccuitckolt ®epepaummn BnpaBe ycTaHOBUTb 0COBEHHOCTU BBOAA B rpaKAaHCKUIM 060POT NeKapCTBEHHbIX
npenapaTos A4/1A MeaMLMHCKOro NPUMEHEHMUA, NPon3BeAeHHbIX B nepuog ¢ 1 nonsa 2020 roga no 1 oKtabps
2020 ropa. B uenax BBoAa B rpakAaHCKUM 0OOPOT /IEKAPCTBEHHble npenapaTtbl AAA MeAULMHCKOro
NPMMEHEHUS, 338 UCKIOYEHMEM JIEKAPCTBEHHbIX MpenapaTos, NpeaHasHa4YeHHbIX A1a obecneyvyeHma nud,
60/bHbIX  remodunnein,  MyKOBUCLMAO3OM, rMnodusapHbIM  HAHM3MOM, 6onesHbio  louwe,
3/10KaYeCTBEHHbIMWU HOBOODOpPa3oBaHUAMKN NNUMPOUAHON, KPOBETBOPHOM U POACTBEHHbIX MM TKaHew,
paccesHHbIM CKJAEpPO30M, JIML, MNOC/e TPaHCMAHTaUMM OpraHoB W (Mau) TKaHel, npousBepeHHble 3a
npeaenamu Tepputopumn Poccuinickon @Pepepaumm go 1 oktabpsa 2020 roga, moryT ObiTb BBE3eHbl B
Poccuiickyto ®egepaumto ao 1 aHBapsa 2021 roga B nopsagKe, ycTaHoB/eHHOM [paBuTenbcTBOM Poccuinckom
depepaunn, 6e3 HaHeceHUA CPencTB NaeHTUPUKaALUN.
(B pen,. PepepanbHbix 3aKoOHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. OpraHmsauma MHPOPMALMOHHOIO B3aUMOLENCTBMA  CUCTEMbI  MOHWUTOPUHIA  ABUMKEHUA
JIEKapCTBEHHbIX NpPenapatoB ANA  MeAUMUMHCKOrO MNPUMEHEHMA C  MHBIMW  TOCYZapPCTBEHHbIMM
MHPOPMALMOHHBIMK  cMCTeMaMKn  obecneumBaeTca B TOM 4YuUCae MOCPEACTBOM  MHOPACTPYKTYpbI,
obecneunBamolwen WHPOPMALMOHHO-TEXHONOIMYECKOE B3aUMOAENCTBME WHPOPMALMOHHBIX CUCTEM,
ncnosb3yembix OAA NPefoCTaBAeHUA TOCYAaPCTBEHHbIX W MYHUUMNAAbHBIX YCAYT W UCMOJHEHUA
rocyapCTBEHHbIX M MyHUUMNANbHbIX GYHKLUMI B SN1EKTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. O6weanocTynHaa nHGoOpMaLMA, CoAePKALLAACA B CUCTEME MOHUTOPUHIA ABUMKEHUA NEKAPCTBEHHbIX
npenapaTos A/1A MeULMHCKOro NPUMEHEHMA, pasmeLLaeTca B MHGOPMaLMOHHO-TENEKOMMYHUKALNOHHOM
cetv "UHTepHeT" (B TOM uncne B Gopme OTKPbITbIX AaHHbIX) B NOpsAAKe, YCTAaHOBNEHHOM [1paBUTE/IbCTBOM
Poccuitckoin Pepepaumn.

(yacTb 9 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. MpownssoanTenn NeKapCTBEHHbIX CPeACTB MOJYYaloT COAEpPXKaLLylocA B CUCTEME MOHUTOPWHIa
OBVXKEHWA NEeKAPCTBEHHbIX MPEenapaTos 414 MeAULMHCKOro NPUMeHeHUA MHGOPMALMIO O CePUAX M NAPTUAX
JIeKapPCTBEHHbIX NPENapaTos, NPOU3BOAMMbIX MU U HAXOAALLMXCS B rpaykaaHcKom obopoTe B Poccuitckoi
depepaunn, 6e3Bo3mesaHo.

(yacTb 10 BBEeAeHa denepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

11. 3a Npon3BOACTBO UK NPOAAXKY JIEKAPCTBEHHbIX MPenapaToB A1 MeAULUMHCKOro NpumMmeHeHus 6es
HaHeceHMsA cpeacTB NAeHTUDMKaLMK, C HapYLLEHMEM YCTAHOB/IEHHOIO NOpPAAKa UX HaHECEHUS, a TaKKe 3a
HecBOeBpPEMEHHOE BHECEHUE AaHHbIX B CUCTEMY MOHUTOPWHIA ABUXKEHMA IEeKAPCTBEHHbIX NPenapaTos A1
MEeAMNUMHCKOTO NPUMEHEHUA WM BHECEHME B Hee He[OCTOBEPHbIX AaHHbIX HOPUANYECKME nua U
MHAMBUAYAIbHbIE NPEeANPUHMMATENN, YKa3aHHbIe B YacTAX 4 1 7 HacToALWeN CTaTbM, HECYT OTBETCTBEHHOCTb
B COOTBETCTBUM C 3aKOHOZATEeNbCTBOM Poccuiickon deaepauum.

(yactb 11 BBeageHa ®egepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

12. NpasuTenncTBo Poccuiickoi Pepepaunn BnpaBe yCTaHOBUTb OCOOEHHOCTU BHEAPEHUA CUCTEMDI
MOHWTOPUHTA ABUKEHWUS NIEKAPCTBEHHbIX MPEnapaTos 418 MeAULMHCKOIo MPUMEHEHMS, BK/IIOYAs CPOKK ee
BHEAPEHMA, B OTHOLIEHUU SIEKAPCTBEHHbIX NPENAPATOB A1 MeAMULMHCKOrO NPUMEHEHWA, BKIIOYEHHDbIX B
nepeyeHb KMU3HEHHO HEOOXOAMMBIX W BaXKHEWLWWUX JIEKAPCTBEHHbIX MPENapaToB, JEKAPCTBEHHbIX
npenapaToB, NpegHasHayYeHHbIX Ana obecneyeHus Aul, 60/bHbIX remoduanen, MYKOBUCLMUAO3OM,
rmnodpusapHbiM HaHM3MoOM, 6onesHbto owe, 310KayecTBEHHbIMW HOBOOOpPa3oBaHUAMU NUMPOUAHOMN,
KPOBETBOPHOM M POACTBEHHbIX UM TKaHEN, PacCeAHHbIM CKNEPO30M, /INLL, NOC/e TPAHCMAHTaLMM OPraHoB U
(MNKn) TKaHEN, UHBIX IeKAPCTBEHHbIX NPENapaToB A1 MeANLMHCKOTO NPUMEHEHUS.

(yacTb 12 BBEAeHa DenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)


consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52E483B3AB9C632C76F9384936DE1EB8493E64E1643D8CED99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB4284F3A3EB9C632C76F9384936DE1EB8493E64E1643D8CED99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643D9CBD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB02B4E3A33B9C632C76F9384936DE1EB8493E64E1643DAC6D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643D9CAD99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643D9C9D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643D9C8D99A973120948153ABD3768CD952BC7EVAG
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB02B4E3A32B9C632C76F9384936DE1F984CBEA4C115DDACBCCCCC67777V4G
consultantplus://offline/ref=012677156AE01516E92D5AFBE2CA96EDAEB52D4F3C3BB9C632C76F9384936DE1EB8493E64E1643D9C7D99A973120948153ABD3768CD952BC7EVAG

106
Fnasa 14.1. OFTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUU, OCYLLECTBNAKOLLUE AEATENBHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa degepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHUYeHuA, Hanaraemble NPU OCYLLECTB/IEHUU AeAaTelbHOCTU B chepe obpalieHunsn
NIEKAPCTBEHHbIX CpeacTB

1. OpraHusaumu, 3aHumatowmeca pas3paboTkoi, npomsBoACcTBOM U (Man)  peanusauunen
JIeKapCTBEHHbIX NPENapaTos N8 MeAUUMHCKOrO NPUMEHEHUSA, OpraHM3auumK, obnagarolme npaBamm Ha
NCNo/sIb30BaHME TOProBOro HAMMEHOBAHMA NEKAPCTBEHHOIO NpenapaTta A48 MeAULMHCKOro NpUMeHeHUs,
OpraHvM3aumMmM OMTOBOW TOProOBAW  NIEKAPCTBEHHbIMU  CpPeAcTBaMM, anTeyHble opraHuMsauum  (ux
npeacTaBuTenNun, nHble GU3NYECKUE U IOPULMYECKNE NNLLA, OCYLLECTBAAIOLLME CBOIO AeATEIbHOCTb OT UMEHM
3TUX OpraHM3aLnii) B OTHOLIEHUU MeAULIMHCKMUX PaBOTHMKOB 1 pyKoBOAUTENEN MEeAULIMHCKUX OpraHM3aLuii
He Brnpase:

1) BpyyaTb NOAAPKM, BbINNauMBaTb AEHEKHble CPeAcTBa (3a MCKAOYEHWEM BO3HarpaskAeHWn no
[0roBopam npu NpoBeAeHUM KANHNUYECKUX UCCNeA0BaHWNI NeKapCTBEHHbIX NPenapaTos AN MeAULMHCKOro
NPUMEHEHNA, BO3HAarpa)4eHui, CBA3aHHbIX C  OCYLECTBAEHUEM  MeAMUMHCKUM  paboTHUKOM
nefarormyeckoi u (Mnm) HaydyHol AeaTenbHOCTM), B TOM YMC/ie ONNadYnBaTh pa3BaeyeHna, oTablx, Npoesa K
MEeCTY OTAblIXa, a TaK¥Ke NPUBAEKaTb K y4acTUIO B pa3B/eKaTe/IbHbIX MeponpuATUAX, NPOBOAMMbIX 3a cYeT
CBOMX CPeACTB;

2) 3aKnyaTb CcOrnalleHUs O HasHaYeHUM WKW PeKkomeHAauMM nauueHTam ieKapCTBEHHbIX
npenapaTos A8 MeAUUMHCKOro NpUMeEHeHUn (3a UCKNYeHWEeM AOroBOPOB O MPOBEAEHMMU KAUHUYECKUX
nccnea0BaHUIA IeKapCTBEHHbIX NPenapaTos A1 MeAULMHCKOro NPUMEHEHNSA);

3) npesocTaBnATb 06pasLbl 1EKAPCTBEHHbIX NPENapaToB AN MEAMUMHCKOTO NPUMEHeHUsA B LLensax
BPYYEeHUA NaLMeHTam (3a UCKAOYEHMEM CIyYaeB, CBA3AHHbIX C MPOBeAeHMEM KAMHUYECKUX UCCNeA0BaHMM
NleKapCTBEHHbIX MPenapaTos A1 MeAULUMHCKOro NPpUMEHeHKs);

4) NpefoCTaBNATbL HEAOCTOBEPHYIO M (MAM) HENOHYHO MHOOPMALMIO O NEeKAPCTBEHHbIX NpenapaTax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTtb ux B paboyee Bpema Ha pabouMx MecTax, 33 WUCKAOYEHMEM C/YYaeB, CBA3AHHbIX C
npoBeAeHNeM KANHUYECKUX UCCe0BaHMI 1IeKapcTBEHHbIX NPENapaToB ANA MeAMLMHCKOro NPUMEHEHNUA,
C yyacTMemM B MopAAKe, YCTAHOB/AEHHOM PYKOBOAMTENEM MEAWLMHCKOM opraHvsaumu, B cobpaHuax
MeAMNLMHCKNX PaBOTHUKOB M MHbIX MEPOMPUATUAX, HaMPaB/IEHHbIX HA NOBbILEHWE MX NPOdECCMOHANIBHOIO
YPOBHA UM Ha NpeaocTaBneHne nHbopmaumm, CBA3aHHOM C OCYLLLECTBIEHMEM MOHUTOPMHIa 6€30MacHOCTM
JleKapCTBEHHbIX NPenapaTos;

6) NobyXKAaTb K BbINMUCLIBAHMIO JIEKAPCTBEHHbIX MPEnapaToB A/1A MeAWULMHCKOrO NPUMEHEHUA Ha
61aHKax, coaepKawmx MHGOPMALMIO PEKNAaMHOr0 XapaKTepa, a TaKXKe Ha peuenTypHbix 6naHKax, Ha
KOTOpbIX 3apaHee HameyaTaHO HaMMEHOBAHWME JIeKAapPCTBEHHOTO npenapata A48  MeLUUMHCKOro
NPUMEHEHNA.

2. OpFaHM3aLI,VIM, YKa3aHHble B a63au,e nepsom 4vactm 1 HaCTOHLLI,eVI CTaTbn, N UX NpeacrTtaBuUTes I B
OTHOLWEHNN d)apmau,eBTqucmx pa6OTHMKOB n pyKOBOAMTeﬂeVI anTeYyHbIX opraHmaau,Mﬁ He BMnpase:

1) Bpy4aTb NOAapKK, BbiN1a4nBaTb AEHEXHbIe CpeacTtBa, B TOM Yucse onsiad4nBaTb pa3B/sieyvyeHusa,
OTAbIX, MPOoe3 K MECTY OTAbIXa, U MPUBZIEKATL K YH4ACTUIO B PA3BJ/IEKATE/IbHbIX MEPONPUATUAX, NPOBOONMbIX
3a CYEeT CBOUX CpeacTs;

2) npenocTtaBaATb O6p83LI,bI NEKAPCTBEHHDbIX MpenapaTtoB 414 MeAUUUHCKOro npumeHeHunAa aOnA
Bpy4YeHUA HAaCENEHUIO,

3) 3ak04aTh cornaweHna o0 NPeanoXKeHUM HaceneHuo onpeaeneHHbIX IeKapcTBeHHbIX NpenapaTos
A8 MeANLUMHCKOro NPUMEHEHMUS;
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4) npeaocTaBAATb HEAOCTOBEPHYIO U (MM) HEMOAHYIO MHOOPMALMIO O NEKAPCTBEHHbIX NpenapaTax
ANA MeAMLMHCKOrO NPUMEHEHWSA, B TOM YMC/Ie MMEIOLWMX OAMHAKOBOE MeXAYHapoAHOe HenaTeHTOBaHHOe
HauMeHOBaHMe.

Ctratba 67.2. Tpe6boBaHMA K oOpraHusauuMmM WU MNPOBEAEHUIO HAYYHbIX MEPONPUATUN, MHbIX
MeponpuATUA, HanpaBAEHHbIX Ha NOBblWeHUe NPOPeCcCUOHANIbHOTO YPOBHA MeAULMHCKUX PaboTHUKOB
WAXM Ha npeaocTaBaeHne MHPOPMaALMUU, CBA3AHHOM C OCYLLECTBEHUMEM MOHUTOPUHra 6e3onacHocTU
JNIEKapCTBEHHbIX Npenaparos

1. Mpu NpoBeAEHUN HAYYHbIX MEPONPUATUIA, UHbIX MEPONPUATUIA, HanpaBAeHHbIX HA MOBbIWEHWE
NPo¢dEeCcCMOHaNbHOTO YPOBHA MEOUUMHCKMX pPabOTHUMKOB WAM Ha NpefocTaBfieHMe CBA3AHHOM C
OCYLLECTBIEHMEM MOHUTOPUHIA 6€30NaCHOCTU IEKAPCTBEHHbIX NPenapaTos MHGOPMaLMU, OpPraHN3yeMbIX
OopraHM3aunaMMU, yKaszaHHbIMM B ab3aLe nepBom Yactn 1 ctaTbu 67.1 HacToawero PenepasibHOro 3aKoHa, Ux
npeacTaBuTensimm u (Mnum) GMHaHCUpPyeMbIX 3a CYET CPEeACTB 3TUX OpraHu3auui UM UX npeacTaBuTenen,
3anpeLwaeTca NpenAaTcTBOBaTb YYaCTUIO B YKa3aHHbIX MEPONPUATMAX WHbIX OpPraHWsaumini, KoTopble
NPOU3BOAAT WM PeanusytoT IeKAPCTBEHHbIE MpenapaTtbl A8 MEeAMUMHCKOrO MPUMEHEHUA CO CXOXKUM
MexaHM3MoM hapMaKoNorMyeckoro gencrens, 1Mbo co3gasaTb AUCKPUMMHALMOHHBIE YCN0BUA ANA O4HUX
YYACTHMKOB MO CPABHEHMIO C APYIMMM Y4aCTHUKAMM, @ UMEHHO:

1) npegocTtaB/iATb pPa3/IMdHHOE KO/IMYECTBO BpeMeHU ONA BbICTYI'I/'IEHMﬁ Y4aCTHUKOB, pPa3/indHble No
pa3mepy 3aHMMaeMom naowaan mecrta anAa gemMmoHCTpaunn O6pa3LI,OB NNEKAPCTBEHHbIX NMpenapaTtos ANA
MeONLUUNHCKOIoO nNpUMEeHeHNA WU  PEKNIaMHbIX MaATeEPUaAZIOB O JIEKAPCTBEHHbIX MNpenapatax AanAa
MeONLUNHCKOTIo nNpuMmeHeHMA Ha 3KCNo3numnAax, CteHaax, 3a UCKAKYEHUnem cnydyaes, €C/iM TakKUe ycnosua
3aKpenneHbl B cornaweHunAax 3Tux opraHmsau,Mﬁ, nx I'IpELI,CTaBVITEJ'Ieﬁ (o} d)MHaHCVIpOBaHMVI YKa3aHHbIX
MepOﬂpMﬂTMVI n O6YCI'IOBJ'IEHbI Pa3NNYHbIMU 3aTPATaAMUN YHAaCTHUKOB Ha UX OpPraHn3auuto;

2) ycTaHaBAMBaTb pa3mep B3HOCA A/1A YYaCTHUKOB MepPONpPUATUIA, YKasaHHbIXx B ab3ale nepeom
HaCTOALLEN YACTW, NPEBbILIAKOLWNIA CYMMY 3aTPaT Ha OPraHM3aLMio YKa3aHHbIX MEPONPUATUA U BeayLUUA K
Heob60CHOBAHHOMY OFPaHUYEHUIO YNCAA UX YHACTHUKOB.

2. OpraHu3aumum, yKasaHHble B ab3aue nepsom yactu 1 ctatbu 67.1 HactoAwero denepanbHOro
3aKOHa, WX NpeacTaBUTENN, OCYLLECTBAAIOLWME opraHusaumio u (Mnu) ¢uHaHcMpoBaHWE MepPOonpPUATUNA,
YKa3aHHbIX B YyacTn 1 HacToswen ctaTbM, 0653aHbl obecneunBatb AOCTYN K MHOPMaUUK O aaTte, MecTe U
BPEMEHN NPOBEAEHMA YKA3aHHbIX MEPONPUATMI, NAaHaX, NporpaMmax npoBeAeHUs YKa3aHHbIX
MEepPOonpPUATUIA N TeMax, NAAHUPYEMbIX ANA PACCMOTPEHMA, COCTaBe MX YYAaCTHMKOB MyTem pasmeLleHus
COOTBETCTBYIOWEN MHPOPMaLMM HA CBOMX oduUManbHbIX camTax B ceTn "UHTepHeT" He nosgHee AByx
MecsLEeB 40 Havyana NpoBeAeHUA YKa3aHHbIX MeponpuaTUNA.

3. MHdopmauma o NpoBeaeHUN MepPOoNnPUATUIA, YKasaHHbIX B YacT 1 HAcToALLEeM CTaTbW, B CPOK,
YCTaHOB/IEHHbIN YacTblo 2 HACTOALWLEM CTaTbM, A0/KHa OblTb HanpaBneHa B ¢deaepanbHbili opraH
WCMONHUTENIbHOW BNACTK, OCYLLECTBAAOWMNA GYHKLMM MO KOHTPOJIIO M HAaA30pY B chepe 34paBoOOXPaHEHMs,
A5 NOCNeAYIOLLEr0 pasmeLLeHma ee Ha opuLMaibHOM caiiTe 3TOro opraHa B cet "UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKOM DEAEPALMM NPU OBPALLEEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, NPUYUHEHHOIO 310POBbLIO TFPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHogaTenbcrBa Poccuiickoin depgepaumm npu
06palLeHUn neKapCcTBEHHbIX CpeacTs

1. HapyweHue 3akoHogaTenbcTBa Poccuitickoit ®egepaunn npu obpalleHMm NeKapcTBEHHbIX CPpeacTs
BaeyeT 3a coboit OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeIbCTBOM Poccuiickon Peaepaumn.
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeAcTaBAeHMEe MW HeCBOeBpemMeHHoe NpeAacTaB/ieHne nHGopmaunm m (Mamn) 4OKYMEHTOB
nmbo npeacTaB/ieHNe HeZOCTOBEPHbIX MHGOPMALMK U (MAKN) AOKYMEHTOB, NPeayCMOTPEHHbIX HACTOALMM
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depepanbHbIM 3aKOHOM, CYObEKTbl 00paLLeHUs NeKapPCTBEHHbIX CPEACTB HecyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon deaepauum.
(yacTb 2 BBegeHa degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pea. PenepanbHOro 3akoHa oT
04.06.2018 N 140-93)

Cratba 69. BosmelieHue Bpena, NPUUYMHEHHOrO 3A0POBLIO FPaXKAaH BCaeacTBMe NPUMEHEeHUA
JNIEKapCTBEHHbIX Npenaparos

1. MpounsBoauTeNb NeKapcTBEHHOro npenaparta 06A3aH BO3MECTUTb Bped, NPUYMHEHHbIA 340P0OBbIO
rpaskaaH BCAeACTBME NPUMEHEHUA 1EKAaPCTBEHHOTO NpenapaTta, ecv 40Kas3aHo, YTo:

1) neKkapcCTBEHHbIN npenapaT MPUMEHAICA MO Ha3HAYeHW0 B COOTBETCTBMM C MHCTPYKUMEn Mo
NMPMMEHEHUIO /IeKAapCTBEHHOrO MnpenapaTta W NPUUYMHOM Bpeda ABWUACA BBOA B rpaKAaHCKMI obopoT
Hea06pOKaYeCTBEHHOrO /IeKaPCTBEHHOro Npenapara;

2) Bpen 340pOBbIO MPUYMHEH BCAEACTBUME HEeAOCTOBEPHOW WHPOpMaLMKM, CcoAeprKalleics B
WMHCTPYKLUMM NO NPUMEHEHUIO SIeKapCTBEHHOro npenaparta, U3AaHHOM NpoM3BoAUTENIeM NIeKapCTBEHHOro
npenapara.

2. B cnyyae, ecaun Bpen 340POBbIO rpaXaaH NPUYMHEH BCAeACTBUE MPUMEHEHUA NEeKapCTBEHHOTro
npenaparta, npuwejalero B HerogHOCTb B pe3y/nbTaTe HapylleHWA NpaBua XPaHEHWA NeKapCTBEHHbIX
CpeAcTB, MpaBua ONTOBOW TOProB/AM JIEKAPCTBEHHbIMM MpenapaTtamu, NpaBuA OTMYCKA N€KAapPCTBEHHbIX
npenapatoB, NpPaBW/ WM3rOTOB/IEHUS M OTMYCKa JIeKapCTBEHHbIX MpenapatoB, BO3MeLLeHMe Bpeaa
OCYLLECTBNIAETCA COOTBETCTBEHHO OpraHM3auMel OnTOBOM TOProB/AM JIEKAPCTBEHHbIMU CPEeACTBaMM,
anTeYHOM OpraHusauMein, WHAMBUAYANbHbIM MNpeanpuHMMaTENEM, WMEKWMMM  JNLEH3UID  Ha
dbapmaueBTUYECKYO AeATeNbHOCTb WAW JINLEH3UIO Ha MEAUUMHCKYI0 AeATe/lbHOCTb, MeAMUUHCKON
opraHusaumein, MMelowen NUMUEH3UI0 Ha QapmaLeBTUYECKylo AeAaTenbHocTb (ee 060cobaeHHbIM
nogpasgeneHvem (ambynatopueint, denbawepckum U ¢enbalepcKko-aKyLWepPcKUM MNYyHKTamMM, LLeHTPOM
(oToeneHnem) obuweit BpayebHoOM (cemeliHOM) NPaKTUKKU), PACMONOMKEHHbIM B CE/IbCKOM HAce/lIeHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas OpraHu3aums), SOMNycTUBLWIMMM MPOAAXKY WM OTMYCK TaKoro
JIeKapCTBEHHOro npenapara.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHMe Bpeaa, NPUYNHEHHOTO 340PO0BbIO FPaXKaaH BCieACcTBME NPUMEHEHNA NEeKAPCTBEHHbIX
npenapaTtoB WAM COBEPLUEHWUA MNPOTUBOMPABHbLIX AEWCTBUIA CybbeKkTamn obpalleHUsa JIeKapCTBEHHbIX
CPeACTB, OCYLLECTBAETCA B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickolt deaepaumm.

Fnasa 16. 3SAK/IIOMUTE/IbHBIE NONNOXKEHUA

Cratba 70. O NpU3HaHMU YTPATUBLUMMU CUJTY OTAENbHbIX 3aKOHOAATE/NIbHbIX aKTOB (MON0XKEHUA
3aKOHOAATeNbHbIX aKToB) Poccuiickoii Pepepauyum

MpW3HaTb yTPATUBLIMMM CUNY:

1) ®epepanbHbiii 3akoH oT 22 utoHA 1998 roga N 86-P3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue
3aKoHoaaTenbcTBa Poccuitickon Pepepaumu, 1998, N 26, ct. 3006);

2) depepanbHbiit 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU M3MEHEHUA U AOMOJIHEHUA B
depepanbHbii  3aKoH "O neKkapcTBeHHbiX cpeacTtBax” (CobpaHue 3aKoHopaTenbcTBa Poccuiickon
depnepaunu, 2000, N 2, cT. 126);

3) ctaTtbio 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeCeHUM U3MEHEHUI U
OOMNONHEHU B HEKOTOopble 3aKoHoZaTeNbHble akTbl Poccuiickon depepaumm B CBASU C MNPUHATUEM
depepanbHoro 3akoHa "O  AWUEH3UPOBAHUM  OTAE/bHbIX BUAOB  geaTenbHoctn"  (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);

4) ctaTtbto 31 PepepanbHoro 3akoHa ot 30 mioHA 2003 roga N 86-d3 "O BHECEHUM U3MEHEHUI U
OONOJIHEHUI B HEKOTopble 3aKoHoAaTeNbHble akTbl Poccuitickon depepalmu, NPU3HAHUK YTPATUBLLMMM
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CUNY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB Poccuitickoit deaepaumm, NpeaocTaBaeHUN OTALNbHbIX FrapaHTUiA
COTPYAHMKAM OpPraHOB BHYTPEHHWX Aefl, OPraHoB NO KOHTPOJIIO 33 060POTOM HapKOTUYECKMX CPeacTs W
NCUXOTPOMHbIX BELLECTB M YynpasgHAeMblX ¢eaepasbHblX OpPraHOB HaAOroBOM MOAUMLMM B CBA3M C
OCYLLEeCTBNEHNEM Mep MO  COBEpLUEHCTBOBAHUIO  rocygapcTeeHHoro  ynpasneHua"  (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon deaepaunm, 2003, N 27, c1. 2700);

5) ctatbio 101 depepanbHOro 3akoHa ot 22 asrycrta 2004 roga N 122-d3 "O BHeceHUM U3MEHEHUI B
3aKOHoZaTesibHble akTbl Poccuiickoit ®Pepepaumm M NpPU3HAHUU  YTPATUBLUMMMU  CUAY HEKOTOPbIX
3aKOoHOAaTeNbHbIX aKTOB Poccuiickon depepauum B CBA3M C npuHATUMEM PepepanbHbix 3akoHos "O
BHECEHUM U3MEHEeHMN W aononHeHMn B PepepanbHbii 3aKoH "O6 06WMX MPUHLMNAX OpraHU3aLUK
3aKOHOATe NbHbIX (NpeAcTaBUTE/NbHbIX) U UCMONHUTENbHbLIX OPraHOB roCy/apCTBEHHOMN BNACTU Cy6bEKTOB
Poccuiickoit Pegepaunn 1 "O6 0bLWLMX NPUHLMNAX OPraHM3aLMN MECTHOIO camoynpassieHns B Poccuiickoi
depepaunn (CobpaHue 3akoHoaaTenbcTsa Poccuitckoit Pepepaumn, 2004, N 35, ct. 3607);

6) cTaTbio 28 depepanbHOro 3akoHa ot 18 aekabpa 2006 roga N 231-®3 "O BBeaeHUU B AelicTBue
yacTm uvetBepToi [parkaaHcKoro KogeKkca Poccuitckoit depepaummn” (CobpaHue 3aKoHoOATENbCTBA
Poccuitckoit egepaummn, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny HactoAwero ®PeaepanbHOro 3akoHa

1. Hactoawmit PenepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JleKapCTBeHHble CPeacTBa, 3apermcTpupoBaHHble A0 [AHA BCTYNJIEHMA B CUAY HAaCTOALWLEro
depepanbHOro 3aKoHa, NOAJ/IENKaT BKAOYEHMIO B FOCYAapPCTBEHHbIE PEECTPbl /IEKapCTBEHHbIX CPEACTB C
BHECEHMEM YKasaHHbIX B 4yact 1 crtatbu 33 HacToAwero deaepasbHOro 3aKoHa CBeAEHUM 06 3TUX
NleKapcTBeHHbIX cpeacTBax 6e3 MpPOXOMKAEeHMA BHOBb NpoLeaypbl rOCYAapCTBEHHOW perncrpaumm
NleKapcTBEHHbIX NpenapaTtos.

3. TocynapcTBEHHAn perucTpauus NeKapCTBEHHbIX MpPenapaToB, 3@ MCK/IIOYEHMEM JIEKAPCTBEHHbIX
npenapaTtoB ANA MeOMUMHCKOTro MPUMMEHEHMs, NPeACTaBAeHHbIX Ha YKasaHHYI PerucTpaumio Ao AHA
BCTYMN/IeHNA B cuMay HacToswero denepanbHOro 3aKoHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALMM
denepanbHbIM 3aKOHOM Ha OCHOBaHWUW AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX 40 AHA BCTYMN/IEHUA B CUNY
HacTosawwero ®eaepanbHOro 3aKoHa.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

3.1. TocyAapcTBEHHasA perncTpauma SIeKapcTBEHHbIX NPenapaTos ANA MeAMLUMHCKOrO NPUMEHEHMUS,
npeacTaB/ieHHbIX HAa TOCYAaPCTBEHHYIO PErUCTPALLMIO 10 AHA BCTYNIEHUA B CUY HacToswero ®enepanbHOro
3aKOHa, M rocyAapCTBEHHas PerncTpaumsa JeKapcTBEHHbIX NpenapaToB AN MeOULMHCKOro MPUMEHEHMS,
NPeacTaBNEeHHbIX Ha 3KCMEpPTU3y NEKAPCTBEHHbIX CPEeACTB A0 AHA BCTYNJIEHUS B CUJY HacCTOSLLEro
denepasbHOro 3aKoHa B LENsX UX Moc/ienyrolen rocysapcTBEHHOM PerucTpauum, ocywecTBAATCA Ha
OCHOBaHWW AOKYMEHTOB U AaHHbIX, NPEeACTAaBAEHHbIX [0 AHA BCTYMN/IEHUA B Uy HacToswero PesepanbHOro
3aKOHA, a TaKXKe 3asABAeHMA O TOCYAAPCTBEHHOM perncTpauMyM NeKapCTBEHHOTO  Mpenapara,
npeacTaBNeHHOro MPOU3BOAUTENIEM NIEKAPCTBEHHbIX MPEnapaTtoB WM YNOJHOMOYEHHbIM UM /IULOM B
COOTBETCTBMM € HacToAwmMm deaepanbHbiM 3aKOHOM B YMOJHOMOYEHHbIM  ¢denepasbHbiii  opraH
ucnonHuTenbHow Bnactm Ao 1 mapta 2011 roga, 6e3 TpeboBaHWA ynaaTbl rocyAapCTBEHHON MOLWWHDI,
npeaycMoTpPeHHOM 3aKoHoaaTebcTBOM Poccuiickoi deaepaumm o Hanorax u cbopax.

(yacTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNoaTtBepKAeHME rocyaapCTBEHHOW PEerncTpaLmMm 1eKapCTBEHHbIX NpenapaTos A8 MeanLMHCKOro
NPMMEHEHUA, NPEACTaBAEHHbIX 417 NOATBEPKAEHNA roCyAapCTBEHHOW perncTpaummn 4o AHA BCTyNAeHUA B
cuny  Hactoswero @depepanbHOro 3akoHa, WM MOATBEPMKAEHME [OCYAAPCTBEHHOM  perucrpauum
NeKapcTBEHHbIX MNpenapaToB 414 MEAMUMHCKOrO MPUMEHEHMS, NPeACTaB/eHHbIX Ha 3KcnepTusy
NeKapcTBEHHbIX CPeACTB A0 AHA BCTyNAeHMA B cuay HactoAwero PegepanbHOro 3akoHa B LENsAx
nociaeaylolero NOATBEPMKAEHUA WX FOCYAapPCTBEHHOM pPerncTpaumm, OCYWEeCTBAAIOTCA Ha OCHOBaHWUU
AOKYMEHTOB M J@HHbIX, NPeACTaBAeHHbIX 40 AHA BCTYN/IEHUA B CUNY HacToswero ®enepanbHOro 3akoHa, a
TaKXKe 3anaBNeHMA O MOATBEPKAEHUM TOCYLAPCTBEHHOM PEernucTpaunyv NeKapcTBEHHOro npenapara,
npeacTaBNeHHOro MPOU3BOAUTENIEM NIEKAPCTBEHHbIX MPEnapaTtoB WM YNOJHOMOYEHHbIM UM /JIULOM B
COOTBETCTBMM € HacToAwmMm degepanbHbiM 3aKOHOM B YNOJHOMOYEHHbIM  denepanbHbii  opraH
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ncnosHuTenbHon Bnactn go 1 maprta 2011 roga, 6e3 TpeboBaHUSA ynaaTbl rocygapCTBEHHOW MOLWWAWHDI,
npeaycMoTpeHHOM 3aKkoHoaaTenbCcTBoM Poccuiickon deaepaumnm o Hanorax u cbopax.
(yacTb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATUE peLlleHns 0 BHECEHUU U3MEHEHUIM B OKYMEHTbI, COAEpPKaLLMEcs B PErMCTPaLMOHHOM
OOCbe Ha 3aperncTpupoBaHHbIM NIEKAPCTBEHHbIM Npenapat Aas MeAUUMHCKOrO MNPUMEHEHMA U
npeacTaB/eHHble 40 AHA BCTYNAeHUA B cuay HactosAwero ®eaepanbHOro 3akoHa, M NPUHATUE peLleHuns o
BHECEHUM U3MEHEHUI B OOKYMEHTbI, COAEpPKALLEecAa B PEFMCTPALNOHHOM A0Cbe HA 3aperncTpMpoOBaHHbIN
NIeKapCTBEHHbIA NpenapaT Aaa MeAULMHCKOTO MNPUMEHEHMA W  NpeaCTaBNEeHHble Ha 3KCNepTusy
JIeKapCTBEHHbIX CPeACTB A0 AHA BCTYNAeHUs B cuay HacToAwero desepanbHOro 3aKOHa, OCYLLECTBAAIOTCS
Ha OCHOBaHMW [OKYMEHTOB M [AAHHbIX, NPEACTaBAEHHbIX A0 [AHA BCTYMJIEHUMA B CWUAY HACTOALLEFO
dPepnepanbHOro 3aKOHA, A TaKKe 3asAB/JEHMA O BHECEHUM U3MEHEHWI B AOKYMEHTbI, COAeprKalineca B
PErncTPpaLMoOHHOM [0Cbe Ha 3aPerncTPUpPOBaHHbIN NEKAPCTBEHHbIM npenapat AAa MeaMLMHCKOro
NPUMeHeHNA, NPeACTaBNEHHOIO NPOM3BOAMTENEM IEKAPCTBEHHbIX MPENAPaATOB UM YNOJTHOMOYEHHbBIM UM
JINLUOM B COOTBETCTBMM C HacToAwmMM PeaepanbHbiM 3aKOHOM B YNOSHOMOYEHHbIVM deaepanbHbid opraH
NCNoJIHUTENIbHOM BnactM Ao 1 mapta 2011 roga, 6e3 TpeboBaHUA ynaaTbl roCyAapCTBEHHOM MOLWI/UHBI,
npeaycMoTpeHHOM 3akoHoaaTenbCcTBoM Poccuiickon deaepaumnm o Hanorax u cbopax.

(yacTb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHnit Ha NpoBeaeHMe KNMHUYECKUX UCCeL0BaHUI NeKAaPCTBEHHbIX NPenapaTos
ONA MeAMUMHCKOTO MPUMEHEHMA MO 3aABAEHMAM, MOAAHHbIM A0 AHS BCTYM/EHMA B CWJY HACTOALWLErO
denepanbHOro 3aKOHa, a TaKXe Mo 3aABNEHUAM, NOLAHHLIM NOC/Ae AHA BCTYN/JEHUA B CMY HACTOALWLEro
depnepanbHOro 3aKOHa Ha OCHOBAHMM 3KCMEpPTM3, NPOBEAEHHbIX 40 AHA BCTYNAEHWUA B CUY HACTOALLErO
denepanbHOro 3aKOHa, OCYLLECTBASETCA B COOTBETCTBUMM C HacToAwMm PegepanbHbiM 3aKOHOM Ha
OCHOBaHMW [OOKYMEHTOB W [AaHHbIX, NPeACTABAEHHbIX WM MOAYYEHHbIX A0 AHA BCTYM/EHMA B CUay
HacToAwero dPenepasbHOrO 3aKOHA, a TaKKe Ha OCHOBAHWW KOMWW NpeaBapuUTeNbHOro A0rosopa
006A3aTeNbHOr0 CTPAax0BaHWUA KU3HW, 340POBbA NALMEHTOB, YYACTBYIOLLMX B KAMHUYECKOM UCCNe0BaHUN
NIeKapCTBEHHOrO npenapata Aaa MeAULMHCKOro NPUMMEHEHWA, WAW KOMWWM AoroBopa 06s3aTenbHOro
CTPax0OBaHUA }KM3HU, 340POBbA NALMEHTOB, YHACTBYHOLLMX B KIMHUYECKOM UCCNEA0BAHUN JIEKAPCTBEHHOTO
npenapata 4aa MeguLMHCKOro npumeHeHus, AMbo npencTaB/ieHHOMW Komnuu aoroBopa o06a3aTesibHOro
CTPaxoBaHMUsA, 3aKAHOYEHHOrO B COOTBETCTBUM C TUMOBbIMM MpaBuaamu obAa3aTeslbHOro CTPaxoBaHUA, C
yKasaHvem npenenbHOM UYMCAEHHOCTU MaLMEeHTOB, Y4YacTBYHOLWMX B K/JAMHWMYECKOM UCCef0BaHUU
NIeKapCTBEHHOrO NpenapaTta AnA MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHMA ynnaTbl rocyAapcTBEHHOM
NOLW/IMHBI, NPeayCMOTPEHHOM 3aKOHOA4ATENbCTBOM Poccuiickoit ®eaepaumm o Hanorax u cbopax.
(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpuMpoBaHHble B WHOCTPAHHOW BanloTe A0 AHA BCTYMJEHUA B CUAY HACTOALWLEro
depepanbHOro 3aKkoHa npeaesibHble OTNYCKHbIE LLeHbl MHOCTPaHHbIX MPOU3BOAUTENEN HA JIEKAPCTBEHHbIE
npenapartbl, BK/AOYEHHbIE B MEpPeYEHb }KU3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX IeKAaPCTBEHHbIX MPenapaTos,
noanexaTr nepecyety B pybanm no Kypcy LleHTpanbHoro 6aHKa Poccuitckoit Pepepaumm Ha aaty,
ycTaHoBneHHylo MpasuTenbctBom Poccuiickoit deaepauunmn, 6e3 npeactaBneHUs 3adaBAeHUA O nepecyeTe
LeHbl C BHECEHMEM COOTBETCTBYHOLUMX U3MEHEHUI B FOCYAaPCTBEHHbIN peecTp NpeaenbHbIX OTNYCKHbIX LeH
npousBoauTenein Ha NeKapCTBEHHble MpenapaTtbl, BK/AOYEHHbIE B NMepeyYeHb KU3HEHHO HeobXoaMMbIX U
BaYKHEMLLMX JIEKaPCTBEHHbIX NpenapaTos.

(yacTb 3.5 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3apeructpuMpoBaHHble A0 [AHA BCTYNAeHWA B cuay Hactoawero PenepanbHOro 3aKoHa
npegenbHble OTNYCKHbIE LEeHbl POCCUMCKUX NPOM3BOAMTENEN Ha IeKapCTBEHHbIe NpenapaTbl, BKAOYEHHbIE
B NepeyeHb }KU3HEHHO HEOBXOANUMBIX U BarKHEMLLUX IeKapCTBEHHbIX NpenapaTos, NoAieXaT UHAEeKCaLUUK C
1 Hosbpa 2010 roaa mMcxoAs M3 MPOrHO3UPYEMOro YPOBHA MHOAAUMKM, ycTaHoBAeHHOoro desepanbHbiM
3aKOHOM OT 2 aeKabps 2009 roaa N 308-$3 "O depepanbHom 6roaxkeTe Ha 2010 roa 1 Ha NNaHOBbLIN Nepuoa,
2011 1 2012 ropos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa desepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

3.7. NMocne 1 mapta 2011 roga He AOMNycCKatOTCs NPOM3BOACTBO U BBO3 B Poccuiickyto Pepepaumnio
JIeKapCTBEHHbIX NPEMNAPATOB B YNAKOBKAX C MAPKWUPOBKOM, KOTOpas Oblia HaHeceHa A0 AHA BCTYNAEHUA B
cuny Hactoawero ®epepanbHoro 3akoHa. o MCTeYEHMM YKA3aHHOTO CPOKa AaHHble /IeKAapPCTBEHHbIE
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npenapaTtbl MOTyT OTMNYCKaTbCA, PEasIN30BbIBATLCA, NepenaBaTbCa U NPUMEHATLCA A0 UCTEYEHUSA MUX CPOKA
rogHocCTH.
(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-$3, 01 06.12.2011 N 409-3)

4. Co gHA BCTynneHusa B cuny HactosAwero PegepanbHoro 3akoHa u no 30 anpens 2011 ropa
BK/IIOYMTENIbHO [OMYyCKaeTcA NpoBefeHMe SKCNepTU3bl JIEKAPCTBEHHbIX CPeACTB SKCMepTaMu 3KCMEePTHOro
YUpEKOEHMA [0 TMPOXOXAEHWA WMMW aTTecTauMu B MNopagKe, YCTAHOBAEHHOM  YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENBHOM BIACTHU.

5. Co gHAa BCTynneHua B cuay Hactosuwero PeaepanbHoro 3akoHa u no 31 aekabpa 2013 roaa
BK/IIOYMUTENIbHO OCYLLECTBAAETCA Nepexos K MPOM3BOACTBY JIEKAPCTBEHHbLIX CPeacTB B COOTBETCTBMU C
npasuaamm OpraHn3auMm NPOU3BOACTBA M KOHTPOJIA KavyecTBa JIeKapCTBEHHbIX CpeacTs, YKa3aHHbIMU B
yactu 1 ctatbm 45 HacTtoawero PenepasibHOro 3aKoHa, B NoJIHOM obbeme. CpoKM nepexona Npomns3BoACTBa
NNeKapCTBEHHbLIX CpeacTB K UX NPOU3BOACTBY B COOTBETCTBUU C KOHKPETHbIMU Tpe6OBaHVIﬂMVI AaHHbIX
NpPaBwW/, BKAOYAA CPOKM aTTECTALLMM YNIONHOMOYEHHbIX 1ML, YKA3aHHbIX B 4acTAX 6 U 7 cTaTbm 45 HacToAwero
depepanbHOro 3akoHa, yctaHasnmeatoTca MNpasutenbctsom Poccuiickoin ®egepauymn.

6. JlnueH3nun Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPeAcCTB, BblgaHHble Ao 1 AHeapAa 2014 roaa,
penicteytoT nocne 1 AnBapAa 2014 roga A0 UCTEYEHUA CPOKA MX AEWCTBUA MpPU YCNIOBMU COOTBETCTBMA
NnueH3naTa npasuaam OpraHu3auMm MNPou3BOACTBA WM KOHTPOAA KayecTBa JIEKAPCTBEHHbIX CPeACTs,
YKa3aHHbIM B YacTh 1 ctaTtbk 45 HacToswero PeagepanbHOro 3akoHa.

7. ®opmupoBaHMeE roCyAapCTBEHHONO 3a4aHMA HA NPOBEAEHME SKCMEPTU3bl IEKAPCTBEHHbIX CPEACTB
denepanbHOMY  rocyfapcTBEHHOMY  OIOOKETHOMY  YYpPEXKAEHWMIO MO  MPOBEAEHUID  3KCMEepTU3bl
JNIeKapCTBEHHbIX CPeacTs U ¢MHaHCOBOe obecrneyeHWe BbIMNONHEHMA 3TOrO 3343HUA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom PegepanbHbiM 3akoHOM OT 12 AaHBapa 1996 roga N 7-P3 "O HeKommepuecKux
opraHusaumax".

(yacTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

MNpe3snaeHT
Poccuiickoin Pepepaumm
O.MEOBELEB
Mocksa, Kpemnb

12 anpena 2010 roga
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