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MpuHAT
locypapctBeHHOM [lymon
24 mapta 2010 roga

Opob6peH
Cosetom depgepauum
31 mapta 2010 roga

CnMCOK M3MEHSIOLWMX AOKYMEHTOB
(B pen. PepepanbHbix 3aKoHOB 0T 27.07.2010 N 192-03,
071 11.10.2010 N 271-$3, 07 29.11.2010 N 313-®3, 071 06.12.2011 N 409-d3,
o1 25.06.2012 N 93-93, o1 25.12.2012 N 262-®3, ot 02.07.2013 N 185-93,
0T 25.11.2013 N 317-®3, o1 12.03.2014 N 33-®3, o1 22.10.2014 N 313-93,
0T 22.12.2014 N 429-93 (pea. 13.07.2015), ot 08.03.2015 N 34-93,
o1 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, o1 14.12.2015 N 374-®3, 01 29.12.2015 N 389-d3,
01 02.06.2016 N 163-93, o1 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
01 03.07.2016 N 350-93, o1 29.07.2017 N 242-®3, o1 29.07.2017 N 278-d3,
0T 28.12.2017 N 425-93 (pea. 27.12.2019), ot 04.06.2018 N 140-P3,
o7 28.11.2018 N 449-93, 07 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-93, o1 02.08.2019 N 297-®3, 01 27.12.2019 N 462-d3,
0T 27.12.2019 N 475-93, 01 27.12.2019 N 478-®3, 01 27.12.2019 N 481-d3,
o1 26.03.2020 N 67-®3, o1 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
o1 13.07.2020 N 206-$3, o7 08.12.2020 N 429-®3, 01 22.12.2020 N 444-03,
071 11.06.2021 N 170-93, o1 08.03.2022 N 46-$3, o1 26.03.2022 N 64-D3)

Fnasa 1. OBLWWUE NOJTIOXKEHUNA

Cratba 1. MpegmeT peryanposaHua HacToswero ®egepanbHOro 3aKoHa

1. Hactoawmin OdepepanbHbli 3aKOH PEryMpyeT OTHOLWEHMUA, BO3HMKaloWuMe B CBA3M C
obpalleHnem - pa3paboTKON, AOKANMHUYECKMMW UCCNeAOBaHUAMMU, KIUHUYECKUMU UCCNen0BaHUAMM,
3KCNepTU3oN, rocyaapCTBEHHOM perucTpaumeit, co CTaHAApTU3aUMEn M C KOHTPOJIEM KayecTBa,
NnpPou3BOACTBOM, W3roTOB/JIEHWEM, XPaHEHWEM, MNepeBO3KOKW, BBO3om B Pocculickyio depepaunio,
BbIBO30M M3 Poccuitckon Pepepaumu, peknamoi, oTNyCKom, peanmsaumen, nepegaden, NpUMeEHEHNEM,
YHUUTOXKEHNEM NIEKAPCTBEHHbIX CPEACTB.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hacroawmii ®depepanbHblii  3aKOH  yCTaHaBAMBaeT  MPUOPUTET  FOCYAAPCTBEHHOro
perynnpoBaHua 6e30nacHOCTM, KadecTBa WM 3GPEKTUBHOCTM NEKAPCTBEHHbIX CPEeACTB Npu KX

obpalleHuun.
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(8 peq,. PepgepanbHOro 3akoHa ot 25.06.2012 N 93-93)
Cratba 2. Cdepa npumeHeHUA HacToAwwero PeaepanbHOro 3akoHa

Hactoawmin ®eanepanbHblil 3aKOH NPUMEHAETCA K OTHOLLEHUAM, BO3HUKAOLWMM Npu obpalieHnn
JIEKapCTBEHHbIX CPEACTB Ha Tepputopumn Poccuinckoit Peaepaumn.

CraTbAa 3. 3aKoHOAaTeNbCTBO 06 06paLLEHMN NEeKAPCTBEHHDbIX CPEACTB

1. 3aKkoHomaTenbCcTBO 06 06paLLEHUMM NIeKAPCTBEHHbIX CPEeACcTB COCTOMT M3  HacTOALLEro
depepanbHOro 3akoHa, Apyrvx denepanbHbiX 3aKOHOB M MHbIX HOPMATUBHbLIX MNPABOBbIX AKTOB
Poccuiickon depepauymm.

1.1. 3aKoHo[aTeNbCTBO 06 06paLLEHUN EKAPCTBEHHDbIX CPEACTB B OTHOLLIEHUM IOPUANYECKMX NNLY
M VHAMBUAYANIbHLIX  MNpeanpuUHUMATENEN, OCYLLECTBAAIOWMX LeATEeNbHOCTb Ha  Tepputopuu
MEXAYHapOAHOr0 MeAMUMHCKOrO Kaactepa, NPUMEHSEeTCA € y4eTOM OCODOEHHOCTel, YCTaHOBAEHHbIX
dPepepanbHbiM 3akoHOM "O MeXAYHAPOAHOM MeAMUMHCKOM Knactepe U BHECEHUUM WM3MEHEHUN B
oTAe/ibHble 3aKoHoZaTeNbHble aKTbl Poccuiickon deaepaumn’.
(4actb 1.1 BBeaeHa ®egepanbHbiM 3aKOHOM OT 29.06.2015 N 160-3)

2. [elictBue Hactoswero deaepanbHOro 3aKOHA pPaAcnNpoCcTpaHAeTcs Ha  obpauweHue
HapPKOTUYECKUX JIEKAPCTBEHHbLIX CPEACTB WM TMCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPEACTB C  Y4eToM
0OCOBGEHHOCTeN, YCTaHOB/IEHHbIX 3aKOHOAATENbCTBOM Poccuiickoli depepaumm O  HapKOTUYECKUX
CpeacTBax, NCUXOTPOMNHbIX BELLLECTBAX U 06 MX MPeKypcopax.

3. [eiictBne Hactosuwero denepanbHOro 3aKoHa pacnpocTpaHseTcs Ha obpalleHune
paanodapmMaLeBTMUYECKMX NIeKapCTBEHHbIX CpeacTB C  y4eToM 0cobeHHocTel, YCTaHOBAEHHbIX
3aKoHogaTenbcTBoM Poccuiickon Pepepaumm B 0bnacti obecneyeHns paanalMoHHOM 6e30MacHOCTy.

4. Ecnm meXKayHapoZaHbIM gorosopom Poccuiickolt ®epepalmm ycTaHOB/EHb! UHbIE MPaBKAa, YEM
Te, KOTOpble nNpPeaycMOTpPeHbl HacToswmm degepanbHbiM  3aKOHOM, MNPUMEHAIOTCA  MpPaBuaa
MeXXAyHapoAHOro A0roBopa.

4.1. PeweHWA MEXroCyAapCTBEHHbIX OPraHoB, MPWUHATbIE HA OCHOBAHWW  MONOMKEHMUM
MeXAyHapoaHbIX AoroBopoB Poccuiickont depepaumm B UX  WUCTOIKOBAHMM, NPOTUBOPEYALLEM
KoHctutyumm Poccuiickolt @epepaumm, He nognexaT UcnonHeHuto B Poccuitickoinnt ®epepaumm. Takoe
NpoTUBOpPEYME MOXKET ObITb YCTAHOB/IEHO B NOPAAKeE, onpeaeneHHOM defepanbHbIM KOHCTUTYLMOHHbIM
3aKOHOM.

(4acTb 4.1 BBeaeHa PeaepanbHbim 3aKkoHOM oT 08.12.2020 N 429-93)

5. B Poccuiickolt Pepepaunm B COOTBETCTBUM C MeEXAYHAPOAHbIMM A0roBopamm POCCUMCKOM
depepauum n (MNM) Ha OCHOBE NpPMHUMNG B3aMMHOCTM MNPU3HAKOTCA PE3y/bTaTbl KAMHUYECKUX
WUCCNelOBaHUIM /IEKAPCTBEHHbIX MNPEenapaTtoB A8 MeAMLMHCKOro MNPUMEHEHUs, MPOBEAEHHbIX 3a
npeaenamu tepputopumn Poccuinckoin Peagepaunim.

CratbA 4. OCHOBHbIE NOHATHA, ucnosibdyemboie B HactoaLlem ¢ep,epaan0M 3aKOHe

Ona u,enel7| HacCToALlero CDep,epaanoro 3aKOHa NCNoJ1b3ytoTCA chegyrowmne OCHOBHbIE MOHATUA!

1) NeKapCTBeHHble CpeacTtBa - BeuwecrtBa UIN UX KOM6VIHaU,VIVI, BCTynawuwine B KOHTAKT C
OpraHn3mMmom 4enoseKa UAnN XUBOTHOIO, NMPOHUKakOWKMe B OpraHbl, TKAHWU OPraHM3mMa 4esioBeka UAn
XUBOTHOTO, npumeHAemble AONA I'IpOd)M}'IaKTMKM, ANarHOCTUKK (3a UCKNKOYeHnem Bewects Unan ux
KOM6MHaLI,VIl71, HEé KOHTAaKTUPYHLWHMNX C OPraHNM3ImMom 4esioBeka nUaun )KMBOTHOFO), ne4yeHwumA 3a60/'|eBaHMFI,
pea6mnMTau,v1M, ANnAa CoXpaHeHnA, npeaoTBpalleHnNAa AN npepbiBaHUA 6epemeHHocw| MU noay4yeHHble U3
KpoBK, Nnna3mbl KpoOBU, U3 OPraHos, TKaHeMn OpraHM3ma 4enoseKa wWANU XKUBOTHOTO, paCTeHMVI,
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MWHEpPasioB METOAaMMN CUHTE3a UAKN C NPUMEHEHNEM BMONOTUYECKUX TEXHOIOTUIA. K nekapcTBeHHbIM
cpefcTBam OTHOCATCA GpapmaleBTUYECKMe cybCcTaHUMM U IeKapCcTBEHHbIE npenaparbl;

2) dapmaueBTMYECKan CybCcTaHUMA - IeKapCTBEHHOE CPeACTBO B BUAE OOHOIO UM HECKOJIbKMX
obnagarolmx GapmMaKoIorMyeckon akTMBHOCTbIO 4ENCTBYIOLMX BELLECTB BHE 3aBUCUMMOCTM OT NPUPOAbI
NPOUCXOXKAEHWA, KOTOpOe MpeAHa3sHaYeHO AN NPOW3BOACTBA, W3TOTOB/IEHUS JIEKAPCTBEHHbIX
npenapaTos v onpegenseTt ux appeKTMBHOCTb;

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

3) BCNomoraTenbHble BelecTBa - BELIeCTBA HEOPraHMYecKoro WAM  OpraHWYecKoro
NPOUCXOXAEHUS, UCNOJb3yeMble B MNpouecce MNPOW3BOACTBA, W3rOTOB/MEHMA  JIEKAPCTBEHHbIX
npenapaTos A4/1a NPUAAHUA UM Heo6X0AMMbIX GU3NKO-XMMUYECKMUX CBOICTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHbIE CPEACTBA B BUAE JIEKAPCTBEHHbIX GOpM,
npuMeHsiemble gas  NPOPUNAKTUKKM, LOUArHOCTUKKM, JfledyeHua 3aboneBaHusA, peabuauTtauuu, Ans
COXpaHeHus, NpefoTBpaLLEHUA AN NpepbiBaHNA BepemeHHOCTY;

5) nekapctBeHHas Gopma - COCTOAHWE NEeKAPCTBEHHOrO Npenapara, COOTBETCTBYIOLLee cnocobam
€ro BBeAEHWA U NPUMeHeHUs 1 obecneymBaloLee LOCTUNKEHNE HEOBXOAMMOTO ledebHoro adpdeKTa;

5.1) p[o03upoBKa - coAeprkaHWe OJHOrO0 WM  HECKONIbKUX  OeNCTBYIOWMX BellecTs B
KONMYECTBEHHOM BbIPaXK€HUM Ha eauHuuy A403bl, UM eguHuLy obbema, UAM eguHULY Maccbl B
COOTBETCTBUM C NeKapcTBEHHOM GopMOI B0 AN HEKOTOPbIX BUAOB IEKAPCTBEHHbIX POPM KOANYECTBO
BbICBODOOXK4AEMOT0 U3 SIEKAapCTBEHHOM GOpPMbI AEMCTBYIOLLENO BELECTBa 33 e4NHULLY BPEMEHMU;

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

6) nepeyeHb MKM3HEHHO HeEOBXOAUMBIX W BaXKHEWIUX NleKapCTBEHHbIX MpenapatoB -
yTBepKaaemblit MpaBuTenbcTBom Poccuiickoit deaepaumm nepeyeHb NeKapcTBEHHbIX Npenapatos ANs
MeANUMHCKOrO NpUMeHeHuA, obecrneynBalolWmMx MNPUOPUTETHble MOTPEbHOCTM 34paBOOXPaHEHUs B
uenax npooUNakTUKM U nedyeHus 3aboneeaHuii, B TOM uucae npeobnagalowmx B CTPYKType
3abonesaemocTtu B Poccuiickoin degepaumnu;

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

6.1) opdaHHble NeKapCTBEHHble NpenapaTbl - JIeKAPCTBEHHbIE MpenapaTbl, NpeAHa3HaYeHHble
WCKNOUYUTENbHO ANA ANArHOCTUKM WAW NATOTEHETUYECKOro JievYeHuA (NnevYeHusa, HanpaBJEHHOro Ha
MexaHMU3M pa3BuUTMA 3abonesaHnn) pegknx (opdaHHbIX) 3ab6oneBaHUi;

(n. 6.1 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.2) buMonornyeckme NeKapcTBEHHble MpenapaTbl - JIEKAPCTBEHHbIE MpenapaTsbl, AeNcTByloLLee
BELLECTBO KOTOPbIX NMPOM3BEAEHO MW BblAENEHO U3 BUONOIMYECKOTO UCTOYHMKA U AAa onpeseneHus
CBOMCTB M KayecTBa KOTOPbIX HEOOXOAMMA KOMOMHAUMA OGUONOTMYECKMX U PUBUKO-XMMUYECKUX
meTon08. K OMONOrMYECKMM NEeKapCTBEHHbIM Mpenapatam OTHOCATCA MMMyHobuosnormyeckue
JleKapCcTBEHHbIe MpenapaTtbl, JIeKapCTBEHHblE MpenapaTtbl, MNOJAyYeHHble M3 KPOBM, MNa3Mbl KPOBMU
YyenoBeKa WM KMBOTHLIX (33 MCKAIOYEHMEM LENbHON KpoBW), BMOTEXHONOrMYECKME NEKapCTBEHHbIE
npenapaTbl, reHOTepaneBTUYECKUE NEKAPCTBEHHbIE NpenapaThbl;

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

7) VMMMyHOBMWO/IOTMYECKME J/IeKapCTBEHHblE MpenapaTtbl - JIEKAPCTBEHHble MNpenaparthbl,
npegHasHayeHHble Ana GOPMUPOBAHMA aKTUBHOTO MAM NACCUBHOrO MMMYHWUTETA IMO6O AMArHOCTMKM
HaAMuMA  MMMyHUTETAa  WMAM  AMArHOCTMKM  cleumduyeckoro  NpuobpeTeHHOro  M3MeHeHUsA
MMMYHO/IOTMYECKOrO  OTBETa Ha  anneprusmpylowme Bewectsa. K MMMYHOBMOMOMMYECKMM
NEeKapCTBEHHbIM  Mpenapatam  OTHOCATCA  BaKUMHbI,  aHAaTOKCMHbI,  TOKCUHbI,  CbIBOPOTKM,
MMMYHOFN06YIMHbI U annepreHbl;

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

7.1) 6MOTexHoNOrMYeckne JfiIeKapcTBEHHble MNpenapatbl - JIeKapCTBEHHble  MNpenaparthbl,
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NPOu3BOACTBO KOTOPbIX OCYLLECTBAAETCA C WCNO/Nb30BaHUEM OMOTEXHONOIMYECKMX MPOLLEeCcCoB W
meTozoB (B Tom umcne AHK-peKOMBUHAHTHON TEXHO/IOTUWN, TEXHONOTMN KOHTPONPYEMOWN SKCMPECcUm
reHoB, KOAMPYIOWMX OUONOTMYECKU aKTUBHble 6enKM B MPOKapMoTax M 3yKapuoTax, BK/oYan
M3MEHEHHbIE KNETKM MIEKOMUTAIOLLMX), TMBPUAOMHOrO MeTo4a U MeToAa MOHOK/IOHaNbHbIX aHTUTEN;
(n. 7.1 BBeneH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME JIEKApCTBEHHble npenapaTbl - JIeKAapPCTBEHHble Mpenapartsl,
dapmaueBTMYECcKas CybCcTaHUMA KOTOPbIX SBASETCS PEKOMOWHAHTHOM HYKNEMHOBOW KUCIOTON WU
BKAOYaeT B ceba pPeKOMOMHAHTHYID HYKNEMHOBYIO KWUCNOTY, MO3BONAIOWYO  OCYyLEeCTBAATb
peryanposaHue, penapaumto, 3ameHy, fobasneHne nam yaaneHme reHeTMYecKol nociesoBaTeibHoOCTy;
(n. 7.2 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoTUYeCKMe NIeKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE NpenapaTbl U dapmaLeBTMYecKkne
cybCcTaHUMKN, copeprkalime HapKOTMYECKME CPeacTBa W BKAOYEHHble B [lepeyeHb HapKOTMYECKUX
CpeacTB, MNCUMXOTPOMHbIX BELWECTB W WX MPEKypcopoB, Mnoajexalmx KoHTpoato B Poccuitckoi
depepauunm, B COOTBETCTBUM C 3aKOHOAaTenbCTBOM Poccuitickont Pepepaumu, meAyHapOAHbIMM
porosopamu Poccuiickoin ®epepaunn, B Tom ymncne EgMHON KOHBEHLMEN O HAPKOTUMYECKUX CpeacTBax
1961 roga;

9) ncuxoTponHble NeKapcTBEHHble CPeacTBa - IeKapCTBEHHbIe npenapaTbl U dapmaleBTUYecKue
cybcTaHUMK, copepkalipme NCUXOTPOMHbIe BELLecTBa M BK/AOYEHHble B [lepeyeHb HapPKOTUYECKMX
CpencTB, MCUXOTPOMHbIX BELWECTB M WX MPEKYPCOPOB, MNoAMeXKalmnx KOHTpoao B Poccuiickoin
depepauum, B COOTBETCTBMM C 3aKOHoZaTenbcTBOM Poccuiickol Pepepaumnun, mexRayHapoLHbIMU
porosopamun Poccuitckoit degepaumm, B Tom uncie KoHBeHUMEM O MCUMXOTPOMHbIX Bewectsax 1971
roaa;

10) pagrodapmaueBTUYECKME NeKapCTBEHHble CPeACcTBa - /IeKapCTBEHHble cpeacTBa, KOTopble
coaeprKaT B roTOBOM A4 UCNONb30BaHMA GopMe OAMH PAAUOHYKAUA UMM HECKONBbKO PagUOHYKAUAO0B
(paamoaKTUBHBIX M30TOMOB);

10.1) opwurMHanbHbIM NEeKAPCTBEHHbIM NpenapaT - J/IEKAapCTBEHHbIM npenapar C HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbIA MepBbiM 3apernctpupoBaH B Poccuiickon Pepepaunmn mam B
MHOCTPaHHbIX rocyapcTBax Ha OCHOBaHUM PE3yNbTaTOB AOK/IMHUYECKUX UCCEeA0BaHUI TeKAPCTBEHHbIX
CPEeAcTB U KAMHUYECKUX UCCNeA0BaHMI NeKAapCTBEHHbIX NPenapaToB, NOATBEPKAAIOLWMNX ero KayecTso,
3¢ PEKTUBHOCTb M H€30MaCHOCTb;

(n. 10.1 BBeaeH dPegepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-3)

11) pedepeHTHbI NeKapCTBEHHbIM NpenaparT - IeKapcTBEHHbIN Npenapar, KOToPbIA UCNOAb3yeTCs
AN OLUEHKM BUO3KBMBANEHTHOCTM WM TepaneBTUYECKOM 3KBMBANEHTHOCTU, KayecTBa, 3GPEeKTUBHOCTH
n  6e3onacHoCTM  BOCMPOM3BEAEHHOIO  JIEKAPCTBEHHOrO  npenapata wWAM  6MOaHaANOroBOro
(bnonopobHoro) nekapcreeHHoro npenapara (buoaHanora). B kauectse pedpepeHTHOro 1EKAPCTBEHHOIO
npenapata Ana MegUUMHCKOro NPUMEHEHUA UCMONb3YETCA OPUTMHAbHBIN NeKapCTBEHHbIM npenapaT
B0, ecnM OpPUTUHANbHbLIA NEeKapCTBEHHbIA MpenapaT He 3aperncTpuMpoBaH WAM He Haxo4uTcA B
obopoTe B Poccuitickoli Pegepaumm n He Haxogutca B 060poTe B MHOCTPAHHbLIX FOCYAapcTBax,
BOCMPOWN3BEAEHHbI NEKAPCTBEHHbIM NpenapaTt Man 6uoaHanorosbit (6MONOA06HbIN) NeKapcTBEHHbI
npenapat (6uoaHanor), KOTOPbIM MEPBbIM 3aPErMCTPUPOBAH M3 YMCNa HaxogAalMxca B obopoTe B
Poccuiickont depepaummn, 6GMO3KBMBANEHTHOCTb MAM TepaneBTUYECKan 3SKBMBAJIEHTHOCTb, KayecTBo,
apPeKTMBHOCTL M 6e30NacHOCTb KOTOPOro OLEHWBAAMCb MO OTHOWEHMWIO K OpPUrMHaNbHOMY
NeKapCcTBEHHOMY MpenapaTty, a TakXKe KayectBo, 3((PEeKTMBHOCTb M 6e30nacHOCTb KOTOpOro
NoATBEPKAAOTCA pesynbTaTamu papMaKkoHaA30pa M NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB,
Haxo4ALIMXCA B rpakAaHCKOM 060poTe, YCTaHOBAEHHbIM TpeboBaHMAM K WX KadvecTBy. B KauecTse
pedepeHTHOro NeKapCTBEHHOro npenapata ANa BETEPUMHAPHOTO MNPUMEHEHMA  MCNo/b3yeTcA
NeKapCTBEHHbIM NpenapaT AnA BETEPMHAPHOrO MNPUMEHEHUA, 3apPerncTpuMpoBaHHbIM B Poccuiickoi
depepaumm Ha OCHOBAHWWM PE3YNbTATOB AOKAMHUYECKMX MCCNeAO0BaHMUI NEeKapCTBEHHbIX CPeacTB U
KAVMHUYECKMX WUCCNeAO0BaHMI  NIeKapCTBEHHbIX NpenapaToB, MNOATBEP)KAAIOWMX €ro  KauyecTso,
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adpeKTUBHOCTb M 6e30NacHOCTb;
(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpou3BegeHHbI JIEKAapCTBEHHbIM NpenapaT - JIeKapCTBEHHbIM npenapat  Ans
MEeANLUMHCKOTO MPUMEHEHUS, KOTOPbIA WMEEeT 3KBUBANIEHTHbIM pedepeHTHOMY JieKapCTBEHHOMY
npenapaTty KayecTBEHHbIN COCTaB M KOJIMYECTBEHHbIM COCTaB AEMCTBYHOLMX BELLECTB B 3KBUBAJIEHTHOM
JlekapcTBeHHOM dopme, MO0 IeKapCTBEHHbIM NpenapaT Aas BEeTePMHAPHOro NpMMEHEHUA, KOTOPbIN
MMEeT TaKue e, 4YTo U pedepeHTHbIN NIEKAPCTBEHHbIM nNpenapaTt, KayecTBeHHbIA COoCTaB W
KOJINYECTBEHHbIA  COCTaB  [EWNCTBYIOLWMX BELLeCTB B TaKOW Ke  JileKapcTBeHHoM  ¢dopme,
OMO3KBMBANIEHTHOCTb MM TepaneBTUYECKass SKBMBAJIEHTHOCTb  KOTOPbLIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY IeKapCTBEHHOMY NpenapaTty NoATBepP:KAeHa COOTBETCTBY MMM UCCAEA0BaHUAMMU;

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

12.1) TepaneBTUYECKan 3KBMBAJIEHTHOCTb IEKAPCTBEHHbIX MPENapaToB - AOCTUNKEHUE KAUHUYECKU
COMOCTaBMMbIX TepanesTuyeckoro 3s¢dekTa W nokasatenenn 3¢pPeKkTMBHOCTM M He3onacHOCTU Npu
NPUMEHEHUN NEKAPCTBEHHbIX MPenapaToB AAa MeAULMHCKOrO MPUMEHEHMUA, WMMEWMX OAHO
MeXAyHapogHoe HenaTeHTOBaHHOoe (MW XMMMUYECKOe, WAM TPYNnUPOBOYHOE) HaMMeHOBaHue, B
3KBMBANEHTHbIX LO3MPOBKAX MO OLHWUM WM TEM Ke MOKa3aHWAM K MPUMEHEHUIO U NPU OAUHAKOBOM
cnocobe BBeAEHUA Y OAHOM U TOM Ke rpynnbl 60/bHbIX;

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

12.2) 6uoaHanorosbiit (6MoNoA06HbLINM) NeKapcTBEHHbIM Npenapat (bMoaHanor) - 6uonornyeckuii
JIeKApCTBEHHbIA NpenapaTt, CXOXMKW NOo MnapameTpam KayecTBa, 3Pp(PEKTUBHOCTM M 6He30MmacHOCTM C
pedepeHTHbIM OUONOMMYECKMM SIEKAPCTBEHHbIM MPenapaToM B TaKOMW Ke JIeKapCTBEHHOM dopme U
MMELWMA NOEHTUYHbIM cnocob BBeAeHUS;

(n. 12.2 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

12.3) B3anMMo3aMeHAEMbIN IEKAapPCTBEHHbIM MPenapar - JIeKapPCTBEHHbIM NpenapaT ¢ A0Ka3aHHOM
TEepaneBTUYECKOW 3SKBUBANEHTHOCTbIO MAM OUOSKBMBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIeKapCTBEHHOrO npenapaTta, MMEeKLLMA SKBMBAIEHTHbIE €My KauyeCTBEHHbIN COCTaB U KONIMYECTBEHHbIM
COCTaB AEWNCTBYIOLLMX BELLECTB, COCTAB BCMOMOraTe/IbHbIX BELLECTB, JIEKaPCTBEHHYIO dopmMmy U cnocob
BBEAEHUSA;

(n. 12.3 BBeaeH dPegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

12.4) 6W03KBMBANEHTHOCTb J/IEKAPCTBEHHbIX MPENapaTtoB - [AOCTUMXKEHME COMOCTAaBUMbIX
rnokasaTenen CKOpOCTM BCACbIBAHWSA, CTEMNEHM NOCTYN/IEHUA K MECTy AEWCTBMA U CKOPOCTU BbiBEAEHUA
OZLHOFO MW HECKOJIbKMX obnagatowmx GapmMaKoIorMyeckon akTUBHOCTbIO AEeNCTBYIOWMX BELLECTB MPK
NPUMEHEHUN NEKAPCTBEHHbIX MpenapaTos AAA MeAULMHCKOrO MPUMEHEHUA, WMMEIOWMX OAHO
MeXAyHapogHoe HenaTeHTOBaHHOe (MM XMMMUYECKoe, WAM TPYNnUPOBOYHOE) HaMMEeHOBaHWE, B
3KBMBAJIEHTHbIX A03MPOBKAX M NpU 04MHAKOBOM crniocobe BBefeHUSs;

(n. 12.4 BBeaeH degepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

13) NeKapCTBeHHOE PacCTUTe/IbHOE Cbipbe - CBEXWNE NN BbICylWEHHbIE PaCTeEHUA mbo nx 4acTtu,
ncnonblyemoblie AnA NponsBoacCTBa J1IEKAPCTBEHHbLIX CPeacTB OpraHuU3auuMAMM - MPOU3BOOAUNTENAMMU
NeKapCTBEHHbIX CPeACTB NN U3TOTOBIEHUA NEKAPCTBEHHbLIX NPenapaToB anTe4HbiMU OpraHn3aunamm,
BETEPUHAPHbIMMN aNTEYHbIMU OpPraHn3aunaAMmun, MHANBUNAYaNbHbIMU NpeanpuHMUMMmatTenamm, MMerwnmm
NNMUEH3UIO Ha d)apmau,eBTquCKyro AeATENNbHOCTb,

14) nekapCTBEHHbIM PACTUTE/IbHbIN Npenapar - eKapCTBEHHbIM NpenapaT, NPoM3BeAEHHbIA UK
W3roTOBNEHHbIW U3 OAHOTO BMAA IEKAPCTBEHHOrO PAacTUTE/IbHOTO CbiPbA UM HECKONIbKUX BUAOB TaKoro
CbIpbs U peanmsyemsblii B pachacoBaHHOM BUAE BO BTOPUYHOM (NOTPEBUTENLCKON) YyNaKOBKE;

15) romeonaTMYeCKMn NEeKapCTBEHHbIM NpenapaTt - JIeKapCTBEeHHbIM npenapat, NpousBeaeHHbIN
WU W3rOTOBNEHHbIN M3 dapmaueBTUYecKon cybcTaHumn uan dapmaleBTUHecKMX cybcTaHumn B
cooTBeTCTBUKN C TpeboBaHMAMM 06LMX hapMaKoMNelHbIX CTaTell K roMmeonaTUYecKMm NeKapCTBEHHbIM
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npenapatam MAWM B COOTBETCTBUM C TpeboBaHMAMM dapmaKonen CcTpaHbl MPOM3BOAUTENA TaKoro
NIEKapCTBEHHOrO Npenapara;
(n. 15 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) MmeayHapoaHOe HenaTeHTOBaHHOE HauMMeHOBaHWe JIeKapCTBEHHOro  cpeacTtsa -
HauMeHOBaHMEe [OeNCTBYIOLWEro BellecTBa (apmaueBTUYECKO cybCcTaHUMKM, pPEeKOMEHAO0BaHHOEe
BcemupHoOM opraHusaumeit 34paBoOXpaHeHMs;

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

17) ToproBoe HaMMeHOBaHWE JEKAapPCTBEHHOro CpeAcTBa - HaMMEHOBAHWE JIeKaPCTBEHHOrO
cpencTBa, NPUCBOEHHOE ero pa3paboTyMKkom, aeprkaTenem WAM BAALENbUEM PErncTpauyMoHHOro
YAOCTOBEPEHUA NeKapCTBEHHOro npenapara;

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

17.1) rpynnuMpoBOYHOE HaMMEHOBaHWE JIeKAapCTBEHHOro Mpenapata - HauMMeHOoBaHMWe
JIeKapCTBEHHOrO Nnpenaparta, He MMEeIOLEro MeXxAyHapo4HOro HenaTeHTOBAaHHOIO HAaMMEHOBAHUA, NN
KOMOWMHALMM NeKapCTBEHHbIX MpenapaToB, UCNOJib3yeMoe B Lenax o6beguHeHusa ux B rpynny nog
e4MHbIM HAaMMEHOBaHMEM UCXOAA U3 OANHAKOBOIO COCTaBa AEMCTBYHOLLMX BELLECTB;

(n. 17.1 BBepeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

18) obwan dapmakoneliHas cTaTba - LOKYMEHT, YTBEPXKAEHHbI YNOAHOMOYEHHbIM peaepanbHbim
OpPraHOM WMCMONHUTENbHOM BAACTU U COAepXalmii nepedyeHb NokasaTenei Kavyectsa U (Mau) metonos
KOHTPONS KayecTBa KOHKPETHOM NeKapcTBEHHOW ¢(OpMbl, NEKAaPCTBEHHONO PaCTUTE/IbHOMO CbIpbS,
onucaHua 6uonormyecknx, BUOXMMMUYECKUX, MUKPOBMONOTUYECKUNX, GU3UKO-XUMUYECKUX, GUIUYECKUX,
XMUMUYECKUX W APYrMX MeToO0B aHa/nuM3a eKapCTBEeHHOro cpeacTBa, a TaKke TpebosaHuAa K
UCNONb3yeMbIM B LEeNAX MNpoBeAeHUA AaHHOrO aHa/iu3a peakTMBam, TUTPOBAHHbLIM PacTBOPaM,
UHAWKaTOpaMm;

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

19) dapmakoneiHasa cTaTbsl - OOKYMEHT, YTBEPXKAEHHbIA YNOAHOMOYEHHbIM deaepanbHbiM
OpPraHoOM WCMNONHUTENbHOW BAAcCTM M CoAep’KalluuMii nepedyeHb MoOKasaTesiel KayecTBa M MeTOAO0B
KOHTPOASA KayecTBa /IeKapCTBEHHOrO CpeacTBa;

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

19.1) cTaHpapTHble 0b6pasLbl - BEWECTBA, NOCPEACTBOM CPAaBHEHMA C KOTOPbIMW OCYLLECTBAAETCA
KOHTPO/Ib KayecTBa MCCAeAyeMblX JIEKApPCTBEHHbIX CPeACTB C MNOMOLWbI0  GU3NMKO-XMMUYECKUX U
H6MON0rMYECKUX METOLOB B LLENAX NOATBEPKAEHUA COOTBETCTBMA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
HOPMaTUBHOMN AOKYMEHTaLMM, YCTAHOBAEHHbBIM NPU OCYLLECTBNEHUMU FOCYJAPCTBEHHON perncrpaumm, u
KOTOpble MPUMEHATCA AAA KaAMBPOBKM CTaHAAPTHbIX 06pPas3L0B NPOU3BOAMTENS JIEKAPCTBEHHbIX
CPeACTB, MCMONb3YyeMbIX O KOHTPOAS KayecTBa M WHbIX Lenei npu obpalleHUMM NeKapCTBEHHbIX
cpencTs;

(n. 19.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmaKkoneiHbl CTaHOAPTHbIM obpasel, - CTaHAApTHbIM o6paseu, NpPou3BeAeHHbI B
COOTBETCTBMM C papMaKonenHoM cTaTbel;
(n. 19.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

20) HOpmaTMBHaA AOKYMEHTaUMA - OOKYMEHT, COAep)Kaluii nepeyeHb onpegensembix no
pesy/nbTaTam COOTBETCTBYIOLWMX 3KCMEPTU3 NOKas3aTesei KayecTBa /1IeKapCTBEHHOro cpeacTBa A4S
MeAMLMHCKOro NPUMEHEHMA, METOA0B KOHTPO/IA ero Ka4ecTBa U YCTaHOB/IEHHbIM ero NpousBoauTeNeM;

21) HOPMAaTUBHbLIA AOKYMEHT - [AOKYMEHT, COAepraluii nepedeHb onpeaensiemblx no
pesy/nbTaTam COOTBETCTBYHOLLMX SKCNEPTU3 NOKa3aTesnelt KayecTsa U (MAn) MeToA40B KOHTPOAA KayecTsa
NeKapcTBeHHoM GopMbl, onncaHMA BUMONOTMYECKUX, BUOXMMUYECKNX, MUKPOBNONOTNYECKUX, DUSUKO-
XMMUYECKUX, PU3MUECKUX, XMMUUYECKMX W APYrMX METOAOB aHanM3a /IeKapCTBEHHbIX CPeacTB AnA
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BETEPUHAPHOIO NpPUMEeHeHus, TpeboBaHMA K MUCNONb3yeMbIM B LLENAX NPOBeAeHUA AaHHOro aHanausa
peakTnBam, TUTPOBAHHbIM PAaCcTBOPaM, MHAMKATOPaM U YCTaHOBJIEHHbIN €ro NPOU3BOAUTENEM;

21.1) obuWMiA TEXHUYECKUA AOKYMEHT - KOMMNIEKT AOKYMEHTOB W MaTepuasnos, COCTOALIMIA U3
HECKO/IbKMX  pa3genoB -  AOKYMEHTauMu  agMUHUCTPATMBHOIO  XapakTepa,  XMMWYECKOMW,
dapmaueBTUYECKON W BMONOTMYECKOM AO0KYMeHTauuu, ¢GapmMaKoNOrMYeckom, TOKCUKOIOrMYecKomn
AOKYMEHTALMU, KAMHUYECKOW AOKYMEHTauMu U npeactaBisaembli OAHOBPEMEHHO C 3asiB/IEHMEM O
rocyapCTBEHHOW pPerucTpaumMm JIeKapcTBEHHOro npenapata gaa MegULMHCKOTO MNPUMEHEHUs B
dopmaTe, yCTaHOBAEHHOM YMNOJIHOMOYEHHbIM deaepabHbIM OPraHOM UCNONHUTENIbHOW BNACTW;

(n. 21.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) KayecTBO JIEKAPCTBEHHONO CPEACTBA - COOTBETCTBME JIEKAPCTBEHHOTO CpescTBa TpeboBaHMAM
dbapmaKoneHom ctaTbM MO0 B C/ly4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUN UAN HOPMATUBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb /IEKAPCTBEHHOIO CPEACTBAa - XapaKTepPUCTMKA /IeKapCTBEHHOTO CPeACTBa,
OCHOBaHHas Ha CPaBHUTENbHOM aHanun3e ero 3GpGeKTUBHOCTU U PUCKA NPUYMHEHUA Bpeaa 340P0BbI0;

24) 3bdeKTUBHOCTb /IeKapCTBEHHOrO NpenapaTa - XapaKTepUCTUKa CTeNneHn MNoJIOXKUTENbHOro
BAUMAHWUA JIeKApCTBEHHOrO MpenapaTa Ha TeyeHue, MPOAO/KUTENbHOCTb 3abosieBaHUA WAUM  ero
npefoTtspaweHne, peabunutauMio, Ha  cOXpaHeHWe, nNpeaoTBpalleHWe UMAM  MnpepbiBaHUe
bepemeHHOCTY;

25) cepuma nekapCTtBeHHOro cpeacrea - KOIMYeCTBO /1IEKAPCTBEHHOIO Cpeacrtea, nponsseaeHHOE B
pe3ysibTate O4HOINo TeEXHO/IONMYECKOTO LLMK/1Ia ero NnponssogunTenem,

26)  perucTtpaumoHHOe  YAOCTOBEPEHME  JIEKAPCTBEHHOro  npenmapata -  [AOKYMEHT,
NOATBEPKAALWMIA GaKT rocyAapCTBEHHOW PerncTpaumm 1eKapcTBeHHOro Npenapara;

26.1) pepKaTenb Uan BRagenew, permcTpauMoHHOro y40CTOBEPEHNS IeKapCTBEHHOro npenapaTa -
pa3paboTynMK IEKApPCTBEHHOINO CPeAcTBa, NPOM3BOAMTENb JIEKAPCTBEHHbLIX CPEACTB WAM  WUHOEe
topuauyeckoe nnuo, obnagatollee NpPaBom BAALEHUA PErucTpauMOHHbIM YA0CTOBEPEHUEM, KOTOpble
HEecyT OTBETCTBEHHOCTb 3a Ka4ecTBo, 3¢pHEeKTUBHOCTb M 6@30MacHOCTb JIEKaPCTBEHHOrO Npenapara;

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

27) perncTpaumoHHbIt HoMep - KogoBoe 0603HayYeHUe, MPUCBOEHHOE JIeKapCTBEHHOMY
npenapaTty Npuv ero rocyapCTBEHHON perucTpaumy;

28) obpaleHue eKapCTBEHHbIX CPeacTB - pas3paboTka, [AOKAMHWYECKME UCCAe0oBaHus,
KAMHUYECKME UCCNeA0BaHUA, SKCNepTM3a, rocyAapcTBeHHan perncTpaumsa, CTaHa4apTM3aumsa U KOHTPOb
KayecTBa, NPON3BOACTBO, U3rOTOBNEHME, XPaHEHWE, NEPEBO3Ka, BBO3 B Poccuiickyto deaepaumio, BbIBO3
n3 Poccuiickot degepaumn, peknama, OTNycK, peanusaums, nepenada, NPUMeEHeHWe, YHUUTOXKeHMUe
NeKapCTBEHHbIX CPeaCTs;

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

29) cybbeKTbl 06palleHMs NeKapCTBEHHbIX CPeacTB - OGU3MYECKMe Auua, B TOM 4ucie
WHAMBMAYaANbHbIE NpeanpUHMMaATENM, U OPUAMYECKME NIMLA, OCYLLEeCTBAAIOWME AEeATeNbHOCTb Npwu
0b6pallLeHNN NeKapCTBEHHbIX CPEeACTB;

30) pa3paboTuMK NEeKapCTBEHHOrO CpeAcTBa - OpraHusaums, obnagjawowas npaBamMuM Ha
pe3ynbTaTbl AOKAMHUYECKMX UCCAEA0BaHWA NIEKAPCTBEHHOrO CPeACTBa, KAMHWYECKMX UCCNeLOoBaHWM
NeKapCTBEHHOro npenapaTta 1 (MM) Ha TEXHOIOTUIO NPOM3BOACTBA IEKAPCTBEHHOMO CPEACTBa;

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

31) npon3BoACTBO /NIEKAPCTBEHHbIX CpeAcCTB - AeATe/IbHOCTb MO MPOuM3BOACTBY /J1IEKAPCTBEHHDbIX
cpeAacTts opraHUsaunamm - nponmssoantTenamm NekapCrBeHHbIX CpeacTB Ha OAHOﬁ CTaann, HECKO/IbKUX
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WK BCEX CTaAMAX TEXHONOMMYECKOro NPOLLECCa, a TaKXKe Mo XpaHeHWIo U peannsalmm nponsseaeHHbIX
NeKapCTBEHHbIX CPeACTs;

31.1) npou3BOACTBEHHAsa MN/JoW@ZKka - TeppuTopuManbHO  060CcOBNEHHbI  KOMMNAEKC
npou3BoAUTENA NEKAPCTBEHHbIX CPeacTB, MNpPefHa3HAYeHHbIM AAA BbIMOJHEHMA BCEro npouecca
NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB UM €ro ONpPeLeNeHHOM CTaguu;

(n. 31.1 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

32) npousBoauTeNb NEKAPCTBEHHbIX CPEACTB - OpPraHM3auuA, OCYLLECTBAAIOWANA NPOU3BOACTBO
NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM ¢ TpeboBaHMAMM HacToalero PeaepanbHOro 3aKoHa;

33) dapmauesTUUecKan AeATeNbHOCTb - AeATENbHOCTb, BKAOYaloWLan B cebs oNTOBYHO TOProsto
NEKapCTBEHHbIMM  CPEeACTBaMM, WX XpPaHeHue, nepeBo3Ky W (MAK)  PO3HUYHYIO TOProBAO
NNeKapCTBEHHbIMKX NpenapaTtamn, B TOM 4Yucne AOUCTaHUUOHHbIM CFIOCOGOM, MX OTNYyCK, XpaHeHwue,
nepeBo3Ky, M3roTOB/IEHWNE IEKaPCTBEHHbIX NPenapaTos;

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

34) opraHvM3auMa ONTOBOW TOProB/AM  JIEKAPCTBEHHbIMM  CPEACTBaMM -  OpraHusaums,
OCYLLECTBAAIOLWLAA ONTOBYIO TOPrOB/IO JIEKAPCTBEHHbLIMU CPEACTBAMU, MX XPaHEHWe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMM HacToAwwero denepasnbHOro 3aKoHa;

35) anTeyHas oOpraHWsauus - oOpraHusauuMsa, CTPYKTypHoe nogpasgeneHve MeanUUHCKOWM
OpraHu3aumnmn, oCyLLECTBAAIOWME PO3HUYHYIO TOPrOBAKD JIEKAPCTBEHHbIMM MpenapaTamun, B TOM yucne
OVCTAaHUMOHHbIM cnocobom, XpaHeHue, MepeBO3KYy, M3roTOB/NEHME W OTMNYCK JIeKAPCTBEHHbIX
npenapaTtos Aaa MeAMLMHCKOrO MPUMEHEHMA B COOTBETCTBUM C TpeboBaHUAMU HaCTOALLEro
depepanbHOro 3aKoHa;

(8 pea. PepepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-d3)

36) BeTepuHapHaa anTeyHas oOpraHM3auMa - oOpraHusauua, CTPYKTypHOe noapasgeneHue
BETepPUHapPHOM OpraHn3aLmMm, OCYLLECTBAAIOLLME PO3HUYHYIO TOPrOB/O NEKapPCTBEHHbIMM NpenapaTamuy,
B TOM 4YMCNe AOUCTaHUMOHHbIM Ccnocobom, XpaHeHue, W3roToBAeHME W OTNYCK NeKapCTBEHHbIX
npenapaTtoB AAs BeTEPUHAPHOrOo MNPUMEHEHMA B COOTBETCTBMM C TpeboBaHMAMM HACTOALLErO
depnepanbHOro 3aKoHa;

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

37) danbcudumumMpoBaHHOE  NIeKAapCTBEHHOE  CPeACTBO -  JIEKAPCTBEHHOE  CPeacTBo,
COMpPOBOXKAAEMOE IOXKHOM MHPOpMaLmelt o ero coctase 1 (MK) NPOU3BOSUTENE;

38) HepobpoKayecTBEHHOE /IEKAPCTBEHHOE CPeACTBO - JIeKapcTBEHHOe CPeacTBO, He
cooTBeTcTBYlOWEee TpeboBaHUAM dapmaKoneinHon cTatbl AMbO B Cyyae ee oTcyTcTBMA TpeboBaHUAM
HOPMaTUBHOW AOKYMEHTALMMN UNN HOPMATUBHOTO AOKYMEHT3;

39) KoHTpadaKTHOEe JfleKapcTBEHHOE CpPeacTBO - JIEKAPCTBEHHOE CPeACTBO, Haxogsduieecs B
060pOoTe C HapyLWEeHNEM rPaXKaaHCKOro 3aKoHO4aTebCTBa;

40) AOOKNNHN4YecCKoe ncecnepgosaHme NNEeKapCTBEHHOrIoO cpeAactea - 6M0normqecxme,
MMKpO6MOI’IOI’MHeCKMe, MMMYHO/IOTN4eCcKkne, TOKCUKOoorndyeckume, d)apmakonormqecme, ¢M3MHECKMG,
XMMU4YeCKkne n apyrmne nccnegoBaHmAa NeKapCTtBeHHOro cpeacresa nytem npnmeHeHmA Hay4yHbIX MeTOoA08B
OLEHOK B UeNnAx nonyvyeHmA JOKa3aTe/ibCTB 6e30I'IaCHOCTM, Ka4yecTtBa “ 3¢¢EKTMBHOCTM NeKapCTBeHHOro
cpeAacTtBea;

41) KAMHMYECKOe WCCAeAOBaHWE JEeKapCTBEHHOro npenapaTa - M3ydyeHWe AMArHOCTUYECKMX,
NneyebHbIX, NPoPUNAKTUUECKMX, PapMaKOIOrMUYECKNX CBOMCTB NIEKAapCTBEHHOro npenapaTa B npouecce
€ro MNPMMEHEeHWA Yy YeNoBeKa, KMBOTHOrO, B TOM 4YMCile NPOLLEeCCOB BCACbiBaHWA, pacnpeaeneHus,
M3MEHEHUA M BblBEAEHMA, NyTeM MPUMEHEHMA Hay4HbIX METOAOB OLEHOK B LEeNAX MoayyYeHus
[OKas3aTenbcts 6e3onacHoCTM, KadectBa M 3GEKTUBHOCTM J/leKapCTBEHHOro npenapaTa, AaHHbIX O


consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E16C359BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC3982B9029AFD0B77796B323583A5A736EEC4C16E169379BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E97B0CD992F9629AFD0B77796B323583A5A736EEC4C17E16E3A9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC3982B9029AFD0B77796B323583A5A736EEC4C16E169369BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC3982B9029AFD0B77796B323583A5A736EEC4C16E169359BB54035C263AF34D493E6FFA3A650J5u4H

HeXXenaTe/lbHbIX peaKuunAxX OopraHmama 4YenoBeka, XMBOTHOMO Ha MNpumeHeHune JneKapCTBeHHOro
npenapata n ob adpdeKkTe ero B3aUMoOAEUCTBUA C APYIMMU JIEKAaPCTBEHHbIMKW MNpenapaTtamu 1 (mam)
MULWEBbLIMU NPOAYKTAMU, KOPMaMU;

42) MHOTrOUEHTPOBOE K/AMHWMYECKOe WCCNedoBaHMe  NeKapCTBEHHOro npenapata  AnA
MeAMLMHCKOrO MNPUMEHEHUS - KAMHWYECKOe WCCledoBaHMe JIeKapCTBEHHOro npenapaTta  Anas
MeANUMHCKOro NPUMEHEHUS, NPOBOAUMOE pPa3paboTyMKOM NIeKapCTBEHHOTO NpenapaTta B AByX 1 bonee
MeANLMHCKMX OpraHu3aumax no eamMHOMy MPOTOKOJY KJAMHUYECKOrO MCCAeA0BaHWUA /IeKapCTBEHHOrO
npenapara;

43) mexayHapoaHOe MHOTOLLEHTPOBOE K/AMHMYECKOoe MCCaeloBaHWe IeKapcTBEHHOro npenapaTa
AN MeAMLUMHCKOrO MPUMMEHEHUA - KAUHUYECKOe WCCieAoBaHWe JfieKapcTBEHHOro npenaparta A
MeAMLMHCKOro NPUMEHEHUs, NPOBOAMMOE Pa3pPaboTUMKOM NIEKaPCTBEHHOrO npenaparta B Pas/indHbIX
CTpaHax no egMHOMY MPOTOKOY KANMHUYECKOro UCCeA0BaHNA NeKapCTBEHHOMO Npenapara;

44) noCTperncTpaumoHHOe KAMHUYECKOe WCCNeAoBaHMe JIeKapCTBEHHOro npenapata  Ans
MeAMLMHCKOrO MNPUMEHEHMS - KAMHWYECKOEe WCCledoBaHME JIeKapCTBEHHOro npenapaTta A
MeAMLMHCKOrO  MPUMEHEHUA, NPOBOAMMOE  MPOU3BOAUTENEM  /IEKApCTBEHHOro  Mpenapara,
rPa)kAaHCKMIA 06OPOT KOTOPOro OCYLLEeCTBAAETCA NOC/e roCyAapCTBEHHOW pernctpaumu, B Lensax
[ONONHUTENbHOrO cbopa AaHHbIX O ero 6e30nacHOCTU U 3GPEKTUBHOCTU, PACLIMPEHUs MOKasaHUi K
NPUMEHEHWNI0 JAHHOTO JIEKAPCTBEHHOrO MpenapaTta, a TaKXKe BbIABAEHUSA HeXenaTesbHbIX peakuuii
nauveHTOB Ha ero Aencreune;

45) wvccnepoBaHue 6GUO3KBMBANEHTHOCTM JIEKApPCTBEHHOro npenapata - BWA, KAMHUYECKOro
nUccnenoBaHUA IeKapcTBEHHOro nNpenapara, NpoBeJeHne KOTOPOro OCyLLecTBAAeTCcA ANA onpeaeneHus
CKOPOCTU BCacbiBaHMA W BbiBeAEeHMS OAHOTO WMAWM HECKONbKUX obnagalowmx $apmaKkonormyecKkoi
aKTMBHOCTbIO AEMNCTBYIOWMX BELeCTB, KO/IMYECTBa JIeKapCTBEHHOro npenapaTta, AO0CTUraloWero
CUCTEMHOrO KPOBOTOKA, M pe3y/ibTaTbl KOTOPOro MO3BOJIAIOT CAEeNaTb BbiBOA O BUO3KBUBANEHTHOCTU
BOCMNPOW3BEAEHHOrO /IeKapCTBEHHOro npenapata B onpefeneHHbIX JieKapcTBeHHoN ¢opme U
[031MPOBKe, COOTBETCTBYIOWMX dopme U A03UPOBKe pedepeHTHOro NekapcTBEeHHOro nNpenapara;

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

46) nccnenoBsaHue TepaﬂeBTM‘-leCKOI\/‘I 9KBUBA/IEHTHOCTUN JN1€KAPCTBEHHbLIX MPeEnapaTtoB - BUA
KIMHNYECKOTro nccnenoBsaHnAa nekapCrtBeHHbIX NpenapaTos, NpoBeaeHNe KOTOPOro oCywecTtBnaeTca ana
BblAB/IEHNA OANHAKOBbIX CBOWCTB NNEKAPCTBEHHbIX NMPeNapaToB onpe,qeneHHoﬁ I'IEKapCTBEHHOVI (I)OprI,
a TaKXe HaanymAa OOUNHAKOBbIX rnokasatenen 6esonacHocTU W 3q)d)eKTVIBHOCTVI NEKapPCTBEHHDbIX
npenapartos, 0OANHAKOBbIX KTMHUYECKUX 3¢¢EKTOB npu X nPpUMeEHEHUNN,;

47) NpoTOKO/ KAMHUYECKOrO UCCAeA0BaHUA IeKapCTBEHHOIO NpenapaTta - ZOKYMEHT, B KOTOPOM
onpeaenaloTca Leam, Gopmbl OPraHU3aLMN U METOAO/IOTUA NPOBEAEHNA KAMHUYECKOrO UCCAeL0BaHMA,
CTaTUCTUYECKME MeTogbl 06paboTKM pesynbTaToOB TaKOro UCCAEAOBaHMA M Mepbl No obecneyeHuto
6e30MacHOCTM  (OU3MYECKMX NNL, YYACTBYIOWMX B KAMHUYECKOM UCCNeAOBaHUM NEeKapCTBEHHOMO
npenapara;

48) 6pou.|ropa nccnepgosatena - CBoOAHOE  U3/10XKeHWMe  pe3ysibTaToB  OOK/IMHUYECKOro
nccnenoBaHMA NeKapCrtBeHHOro cpeacrtsa U KJIMHUYECKOrNo nccneaoBaHnMA eKapCTBEHHONO npenaparta
ana megnunHCKOro npuMeHeHuaA,

49) MHPOPMALMOHHBIM IUCTOK NALMEHTA - OKYMEHT, B KOTOPOM COAEP*KaTcA B AOCTYNHOU popme
CBeAEHMSA, Kacalolmeca NpoBOAMMOro KAMHUYECKOro MCCen0BaHMA IeKapcTBEHHOro npenaparta, v B
nMcbmeHHOM popme A06POBONLHOE COrnacue NauMeHTa Ha yyacTve B KAMHWYECKOM McCaefoBaHWUu
NeKapCTBEHHOro npenapaTa Nocae O3HAaKOMJ/IEHMA C OCOBEHHOCTAMM KAMHWYECKOTo MCCAeLOBaHMA,
MMeEILWMMM 3HaYEHME ANA BblPaXKeHMA TaKoro cornacus;

50) nobouyHoe I,Cl,e[/'ICTBl/Ie - peaKkunAa opraHnima, BO3HUKWAA B CBA3UM C MNPUMEHEHUNEM
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JIEKAapCTBEHHOro npenapata B [A03aX, PEKOMEHAYEeMbIX B MHCTPYKUWM MO €ero NpuMeHeHuto, Ans
NpodUNAKTUKM, ANATHOCTUKN, NeYeHns 3aboneBaHma aun ana peabunntaumnu;

50.1) HexkenaTenbHasa peaKkuus - HenpeaHamepeHHas HebnaronpuATHas peakuus OpraHu3ma,
KOTOpaA MoXeT bbITb CBA3aHA C NPUMEHEHMNEM IEKAPCTBEHHOIO NpenapaTa;
(n. 50.1 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

51) cepbesHan HexenaTesibHas Peakuusa - HexKesnaTesibHaa peakuma opraHuMsma, CBA3aHHas C
npPUMeHeHWeM JIeKapCTBEHHOrO npenapaTta, npuBeAdllas K CMepPTH, BPOMKAEHHbIM aHOMa/MAM MWK
nopokam passuTuA nMbO npeacTaBastowas cobon yrposy Ku3Hu, Tpebylowas rocnutanamsaumum uam
npuBseaLlas K CTOMKOM yTpaTe TpyA0CnocobHOCTU U (MK) MHBAaANAHOCTY;

52) HenpeaBuAeHHas HexenaTeNbHaa Peakuus - HexKenaTe/lbHaA peakuus opraHmMama, Kotopas
CBA3aHa C NPUMEHEHWEM JIeKapCTBEHHOro npenapata B [03axX, PEKOMEeHAYyeMbIX B MPOTOKOJie ero
KIMHUYECKOTO UccnefoBaHua, bBpolwtope wuccnesoBaTens, WAM C MNPUMEHEHUMEM JIeKapCTBEHHOro
npenapata B [f403aX, PEKOMEHAYEMbIX B WHCTPYKUMM MO €ero MpPUMEHEHUI0 AN NPOOUNAKTUKM,
ANArHOCTUKM, IeYyeHuns 3aboneBaHnsa AN MeAULMHCKON peabuamTtaumm naumMeHTa, U CyLHOCTb, TAXKECTb
WAN UCXOA KOTOPOW He cooTBeTCTBYET MHOOPMaLMM O NIEeKapPCTBEHHOM MpenapaTte, cogepiKalienca B
NPOTOKO/ME €ero K/JAMHWYECKOro uccnenoBaHusa, bBpowiope uccnenoBatensa MAM B MHCTPYKLMM MO
NPUMEHEHWIO NEKAaPCTBEHHOIO NpenapaTa;

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

52.1) dapmakoHaz30p - BUA, AEATENbHOCTU MO MOHUTOPUHTY 3pPeKTUBHOCTU U HBesonacHoCTU
JIeKApCTBEHHbIX MpenapaTtoB, HanpaB/ieHHblIA Ha BbIBAEHWE, OUEHKY M NpeaoTBpalleHue
HeenaTenbHbIX NOCNeACTBUIA NPUMEHEHUS IEKAPCTBEHHbIX NPenapaTos;

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

52.2) nnaH ynpasBnaeHUs pUCKamu - nNogpobHoe onucaHue meponpusaTuii no dapmakoHaasopy,
HanNpaB/IEHHbIX HA BbIAB/JIEHWNE, OUEHKY U NPenoTBPaLLEHME AN MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKIoYasa OLEHKY 3PPEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

KoHcynbTaHTIAOC: NpMMmedaHue.
C01.03.2023 B n. 53 cT. 4 BHOCATCA M3meHeHua (P3 o1 30.12.2021 N 463-P3).

53) peuenT Ha NEeKapcTBEHHbIV NpenapaTt - MeAUUMHCKMI OOKYMEHT YCTaHOB/AEHHOMN ¢opmbl,
cogepKalmi HaszHayeHWe SIeKapCTBEHHOro npenaparta Aaa MegUUMHCKOTro NPUMEHEHWA, BblAaHHbIN
MEANUMHCKMM PabOTHMKOM B LENAX OTMNYCKa NIEKapCTBEHHOrO npenapaTta WAM ero WU3roToBAeHUA U
OTMYyCKa Ha ByMarKHOM HOCUTENE UK C COFNAcKA NALMEHTA UK ero 3aKOHHOTO NpeAacTaBuTens B popme
3NEeKTPOHHOIO0 [OKYMEHTa, MOAMUCAHHOIO C WCNO/Ab30BAaHUEM YCUNEHHOW KBaANMPULMPOBAHHOM
3NIEKTPOHHON MOAMUCKM  MeAMLUMHCKOro pPaboTHMKA, NGO [LOKYMEHT YCTAHOB/AEHHOM ¢opmbl,
cogepxKalmi HasHayeHWe NeKapCTBEHHOro npenapaTta oA BETEPUHAPHOro NPUMEHEHMUA, BblAaHHbIN
cneumannctom B 06s1acTM BETEPUHAPUM B LENAX OTNYCKA JIEKAPCTBEHHOro npenapaTta MAW ero
W3roTOBAEHMA N OTMYCKA HA BYMaXKHOM HOCUTENE;

(8 pea. PepepanbHbix 3akoHOB 0T 29.07.2017 N 242-d3, ot 02.08.2019 N 297-d3)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.03.2023 n. 54 cT. 4 n3naraetcs B HoBoM peaakumnm (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHME MeAMLMHCKOW OpraHM3auuMu, BETEPMHAPHOM OpraHM3auun - OOKYMEHT
YCTaHOB/IEHHOW PpOPMbI, KOTOPbIN BbINUCaH MeAULUNHCKUM PaboOTHUKOM WM CNeuManmucTtom B obaactm
BETEPMHAPUM, MMEIOLLMMMN Ha 3TO NPaBO, U COAEPXKMUT B MUCbMEHHOW ¢dopme yKasaHue anTeyHow
OpraHnsaunmn AN BETEPMHAPHOM anTe4yHOoM opraHM3aumnmn ob oTNyCcKe eKapcTBEHHOro npenaparta uam o
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€ro n3rotosaeHunn n o6 oTnycke ansa obecneyeHma ne4ebHOro npouecca B MegMLUMHCKOM opraHusanymm,
BETEPUHAPHOW OpraHM3auuu;
(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) KOMM/IeKCHasa OUEHKa JIeKapCTBEHHOrO Mpenapata - OLEHKa 3aperncTpupoBaHHOro
JleKapCTBEHHOro Npenapara, BKAoYaLwan B cebs aHann3 MHGopmaLl MM 0 CPaBHUTENbHOM KNMHUYECKO
3pPeKTUBHOCTU M 6e30MacHOCTN IEKAPCTBEHHOIO NpenapaTta, OLEeHKY SKOHOMUYECKMX NOC/IeACTBUIA ero
NPUMEHEHUA, M3y4YeHUe AOMNONHUTENbHbLIX MOCNeACTBUIM MPUMEHEHUS JIeKapCTBEHHOrO npenaparta B
Lenax MPUHATMA peleHnin O BO3MOMKHOCTU BK/IKOYEHMSA JIEKapCTBEHHOro npenapaTa B NepedyeHb
KU3HEHHO HEOobX0AMMbIX M BaXKHEMLLMX NEKAPCTBEHHbIX NPENapaToB, HOPMATUBHbIE MPABOBbIE aKTbl U
WHble SOKYMEHTbI, ONpeaenatolime nopsaok okasaHMsa MeaANLUMHCKON MOMOLM, UM UCKIIOYEHUS ero 13
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

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

56) cucTema MOHUTOPMHIA ABWKEHUS JIEKAPCTBEHHbIX MpPenapatoB ANA  MeOULMHCKOro
npumeHeHuns - degepasnbHan rocyAapcTBeHHaa MHGOPMALMOHHAA CUCTEMA MOHMUTOPWUHIA OBUXKEHUA
JIEKapCTBEHHbIX MpenapaToB A4 MEeAUUMHCKOrO MPUMMEHEHUA OT NPOM3BOAMTENA A0 KOHEYHOro
notpebutena ¢ MCNONb30BaHMEM B OTHOLIEHWW NEKAPCTBEHHbIX NpenapaTtoB AAd MegULMHCKOro
NPUMEHEHUS CPeaCTB UAEHTUOUKALUN.

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

nasa 2. NO/IHOMOYUA GEAEPAJIbHBIX OPTAHOB UCMOTHUTENIbHOW
B/IACTU, OPTAHOB UCMO/THUTENbHOW BNACTU CYEbEKTOB POCCUIACKOMN
®ENEPALIMU NPU OBPALLLEHUUN NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomounAa ¢epepanbHbIX OPraHOB MCMOJIHATENbHOW BAACTM nNpu obpalieHuun
NIeKapCTBEHHbIX CPeACTB

K nonHomouunam d)ep,epaanblx OopraHos NCNOMIHUTENIbHOW  BNacTu npu 06pa|.|.l,6HMM
NeKapCTBEHHbIX CPpeacTB OTHOCATCA:

1) npoBegeHne B Poccuiickon depepaumm eauHON ToCyAapCTBEHHOM NOAUTUKM B 06s1acTu
obecneyeHns neKapcTBEHHbIMW NpenapaTamu rpaxaaH B Poccuitickon depepauyuy;
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepXaeHne obwmx dapmaKonelHblx cTaTel, QapmaKonemHbix cTaTen, wusgaHue
rocyfapcTBeHHoM Qapmakoneu, co3gaHve U BeAeHWe peectpa GapMaKonelHbIX CTaHZ4APTHbIX
06pasuos;

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

3) ocywecTeneHne peaepanbHOro rocyLapcTBEHHOrO KOHTpoaa (Hagsopa) B chepe obpalieHua
NeKapCTBEHHbIX CPEACTB;
(8 pea. PepepanbHbix 3aKOoHOB OT 25.06.2012 N 93-93, o1 11.06.2021 N 170-d3)

4) NMUEeH3NpoBaHWE NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, B TOM uucne deaepanbHbli
rocy4apCTBEHHbIN NNLEH3MOHHBIN KOHTPOJIb AEATENbHOCTM MO NPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB,
nepuoanyeckoe NoaTBEPKAEHNE COOTBETCTBUA JIMLEH3MATA, UMEIOLLETO JIMLLEH3UIO HA NPOU3BOACTBO
NEKapCTBEHHbIX CPeacTs, U GpapmaLeBTUYECKON OEeATENbHOCTM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickon ®epgepaumu;

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

5) OpraHn3auma 3KCNepTnusbl N1IEKAPCTBEHHbLIX CPeAacTB, 3TMYecKom 9KCNEepPTU3bl BO3MOXKHOCTU
nposeaeHMA  KJIMHUYECKOro wmccnengoBaHmMA  NeEKapCTBEHHOro npenaparta  A4a4a  mMeauumnHCKoro
NPpUMeHeHuA, 3SKCNepTu3bl AOKYMEHTOB, NpeAacCTaB/eHHbIX ANA  onpeaeneHna BO3MOXKHOCTU
pacCMmaTpuBaTb J'IeKapCTBeHHbIVI npenapar ana MeamumnHCKoOro npumeHeHuAa npu FOCVAapCTBeHHOVI


consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BACA9D209429AFD0B77796B323583A5A736EEC4C16E169349BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E16D349BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E92B9C39A2A9A29AFD0B77796B323583A5A736EEC4C16E169319BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B299329AFD0B77796B323583A5A736EEC4C16E169339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E16E339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E16E329BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E92B9CB92299029AFD0B77796B323583A5A736EEC4C16E169329BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B1CD9A2E9029AFD0B77796B323583A5A736EEC4C16E26B349BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B1CC92299B29AFD0B77796B323583A5A736EEC4C14E469349BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B0CE9A2D9729AFD0B77796B323583A5A736EEC4C16E1613B9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B1CC92299B29AFD0B77796B323583A5A736EEC4C14E4693B9BB54035C263AF34D493E6FFA3A650J5u4H

perMcTpauum B Kayectse opdaHHOro JIeKapCcTBEHHOro Npenapara;
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

5.1) opraHu3auma npoBeAeHMA KOMMJIEKCHOW OLLEHKM JIeKapCTBEHHOrO MNpenapaTta B Lensax
NPUHATUA PeLEHNt O BO3MOMKHOCTM BK/OYEHMA IEKAPCTBEHHOIO MpenapaTa B MepevyeHb KU3HEHHO
HEOOXOAMMbBIX W BaXKHEMWMX NEeKAPCTBEHHbIX MPenapaTtoB, HOPMATMBHbIE MPABOBblE AKTbl M MHblE
OOKYMEHTbI, onpegensiowme nopAagoK OKasaHWA MeAMUMHCKOM MOMOLWM WMAW UCKAKOYEHUS €ero u3
YKa3aHHbIX NepeyvyHsa, akToB U AOKYMEHTOB;

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

6) Bblgaya paspeleHUin Ha nNpoBeAeHMe KAMHUYECKUMX WCCedoBaHWUA  SIeKapCTBEHHbIX
npenapaTos, BeAeHWe peecTpa BblAaHHbIX pa3spelleHuii Ha NpoBedeHUe KANHUYECKUX UcCieaoBaHui
NNeKapCTBEHHbIX MPenapaTos;

7) rocypapcTBeHHas perucTpaums NekapcTBeHHbIX NpenapaTtos, BeAeHWe roCyAapCTBEHHOro
peecTpa NeKapcTBEHHbIX CPeacTs;

8) opraHusauma 1 (Maun) npoBeaeHNe NHCMEKTUPOBaHUA CybbeKTOB 0bpallleHNs TIeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME NPABUNAM Haa/lexKallelh 1abopaTopHOM NPAKTUKKM, NPaBuUaam HaaaexKallen
KAMHMYECKOM NPaKTUKK, NPaBUAAM Hag erKallel NPAKTUKN XPaHeHUS M NepeBO3KKU IEKAapPCTBEHHbIX
npenapaTos, NPaBUAaM HaaleKallel AUCTPUObIOTOPCKOM NPAKTUKK, NPaBMIaM HagNeKallel anTeuyHom
NPaKTUKK;

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

8.1) opraHusaums un (Mam) npoBeaeHME MHCNEKTUPOBAHUA CyObeKTOB 0b6palLeHMA eKapCTBEHHbIX
CpencTB Ha COOTBETCTBME TPeboBaHUAM MpPaBUN Hag/eXKalen NPou3BOACTBEHHOM NPAKTUKK, Bblgada
3aK/IIOYEeHUIA O COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM nNpaBun
HagnerKallen Npom3BOACTBEHHON NPAKTUKK;

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

8.2) ycTaHOB/NEHWE NopagKa BeAeHWs U BedeHWe rocydapCTBEHHOro peectpa 3aKAluYeHWU o
COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM NpaBu/  Had/ieKalen
NPOU3BOACTBEHHOM NPAKTUKW;

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

9) rocypapCTBEHHas perucTpauus  nNpegenibHblX  OTMYCKHbIX LLeH npousBoauTenein  Ha
NIeKapCTBEHHbIE NpenapaTbl, BK/OYEHHbIE B MNepeYeHb KMU3HEHHO HEeOoBXOAUMbIX U BarKHEWLW WX
NeKapCTBEHHbIX MpPenapaTos, W BegeHWe roCcyAapCTBEHHOIO peecTpa npedenbHbIX OTMYCKHbIX LeH
npo13BogUTENIe Ha IeKAPCTBEHHbIE NPenapathbl, BKAKYEHHbIE B NEPeYeHb KU3HEHHO HEO6X0AMMBIX U
Ba*KHEWLWMX IeKapCTBEHHbIX NPenapaTos;

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

9.1) cornacoBaHume NPOEKTOB PELLUEHMIA OPraHOB UCMONHUTENbHOW BNACTU CybbeKTOB PoCcuiicKoM
depepaunm o6 ycTaHOBAEHUM U (MAKN) U3MEHEHMM MpenesibHbIX Pa3mMepoB ONTOBbIX HaAOABOK M
npesenbHbIX PasMepoB PO3HUYHbIX HafbaBOK K (GAKTUYECKMM OTMYCKHbIM LEeHaM, YCTAaHOB/AEHHbIM
NpPoOu3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB, HAa JIEKAPCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B
nepeyYeHb *KU3HEHHO HEOBXOAMMBIX M BaXKHEMNLLMX NEKAPCTBEHHbIX NPENAPaToB;

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

10) Bblgaya, yCTaHOBAEHWE MOPAAKA BblAAYM pPaspPelleHnA Ha BBO3 KOHKPETHOM napTuu
NeKapcTBeHHOro cpeactsa B Poccuiickyio Peaepaumio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, ycTaHOB/AEHWE MOPAAKA BblAauM M GOpMbl AOKYMEHTA, KOTOPbIM NoATBEpPXKAAET,
YTO MPOU3BOACTBO /IEKAPCTBEHHOro npenapaTta ANa MeAMLMHCKOro NPUMEHEHWA OCYLEeCTBAEeHO B
cooTBeTCTBMM C TpeboBaHMAMM MpPaBUA HaA/NeXKalleld MNPOU3BOACTBEHHON MPAKTUKM WMAM  4TO
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JIEKapCTBEHHbIM MpenapaTt Aas BETEPMHAPHOro NpUMeHeHua adonyuweH K obpalleHuto B Poccuinckom
depepauumn, 1 NoaneXuT npeacraBneHMto No TpeboBaHWUIO YNOJAHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOpPYO BBO3UTCA /IEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa oOT
02.08.2019 N 297-93)

10.2) Bblaayva, ycTaHOBAEHME NOPAAKA BblAaun U Gopmbl JOKYMEHTA, COAEPIKALLEro CBefleHna o
CTaauAX TEXHOI0TMYECKOro MnpoLecca NPOM3BOACTBA JIEKAPCTBEHHOTO CpeacTsa AN1A MeAULUUHCKOro
NPUMEHEHMSA, OCYLLECTBAAEMbIX Ha TEPPUTOPUM EBPA3MIACKOrO SKOHOMMUYECKOTO CO03a;

(n. 10.2 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. denepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) cospaHuMe COBETOB MO BONPOCaM, CBA3AHHbIM C 0OpaLLeHMeM IEKAaPCTBEHHbIX CPEACTB;
12) aTTectauma u ceptudmKaLmsa CNeLmanmcTos;
13) ytpatun cuny ¢ 1 ceHTabpa 2013 roga. - GepepanbHblit 3akoH o1 02.07.2013 N 185-03;

14) ocywecTBneHne papmakoHaa30pa;
(n. 14 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyactue B MeKAyHapOAHOM COTPYAHUYECTBE;

16) nonyyeHve no 3anpocam ynoaHOMOYEHHOro $peaepanbHOro opraHa UCMOIHUTENbHOW BAACTU
OT OpraHOB MCMOJIHUTENIbHONW BAacTU cybbekToB Poccuiickoit Pepepaumu, a Takke OT cybbeKkToB
obpalleHNs NeKapCTBEHHbIX CPeACTB A MeOMUMHCKOro NMpumMeHeHus WMHGopMaumMM no BOMpPOCam
YCTQHOB/IEHWA U MPUMEHEHMSA LEH HA IEKAPCTBEHHbIE NpenapaTbl U Hag0aBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 33 HapylleHMe 3aKoHogaTenbcTBa Poccuickol
depepauuy;

18) yTBepKAeHME npaBu Haanexawen nabopaToOpHON NPaAKTUKKU, MPaBUA  Hagaexallen
KAMHUYECKON NPAKTUKK, MPaBUA HagaerKalwen NPousBOACTBEHHOM MPAKTUKKU, NPaBUA HaA/eallel
NPaKTMKM  XpPaHEHUs M NEepPeBO3KM  JIEKAPCTBEHHbIX MPEenapatosB, MNPaBWMA  HaAjeXallen
ANCTPUOLIOTOPCKOM NPAKTUKK, MNPaBUMA HaAfNexalleid anTeyHoW NPaKTUKM, MNpaBuA  Haaaexallein
NpPaKkTMKN GapMaKoHaA30pa JIEKAPCTBEHHbIX NPENAPaTOB A4 MeANLMHCKOTO NPUMEHEHUS;

(n. 18 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

19) yctaHoBneHWe nopsaaKa $GoOpPMMPOBAHMA PEFUCTPALMOHHOIO A0Cbe Ha JIeKAPCTBEHHbIM
npenapar v TpeboBaHWUI K LLOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

20) yTBEpKAEHNE MPABUA PALMOHANBHOIO BbI6OPAa HaMMEHOBAHWUI JIEKAPCTBEHHbIX NpenapaTos
ONA MeANLMHCKOrO NPUMEHEHMUSA;
(n. 20 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEPKAEHME NEPEYHS HAMMEHOBAHWUI IEKAPCTBEHHBIX GOPM;
(n. 21 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

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

23) yTBEpKAEHME TPeOOBAHUMN K UHCTPYKLMM NO MEeAULMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHbIX
npenapaToB M K UHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHMUIO NEKAPCTBEHHbIX NPenapaTos;
(n. 23 BBegeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

24) NpUHATUE pPelleHni, ABNAIOLLMXCA OCHOBAHUAMM AR BKAOYEHMA AOMEHHbIX UMeH U (1au)
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yKasaTtesnen CTpaHuL, CakToB B MHPOPMALLMOHHO-TENEKOMMYHUKALMOHHON ceTu "UHTepHeT", a TaKxKe
CETeBbIX a[pPEcoB B eAMHYID aBTOMATU3MPOBaHHY WMHGOPMAUMOHHYI cuctemy "EfMHbIA peecTp
OOMEHHbIX MMEH, yKasaTesield CTpaHuLu, CanToB B WHPOPMALMOHHO-TEIEKOMMYHUKALUNOHHOM CceTu
"MHTepHeT" © ceTeBbIXx agpecos, MNO3BONAKWMX WAEHTUPMUMPOBATL CalTbl B MHPOPMALNOHHO-
TeNeKOMMYHUKAUMOHHOW ceTn "UHTepHeT", cogepKawme MHGOPMALUIO, pacnpoCTPaHEHME KOTOPOK B
Poccuiickoit depepauum 3anpeweHo”, B OTHOWeEHUU MHPOpMaUMKM, COoAep’Kallelr npeasoXeHue o
PO3HUYHOI TOProssie NEKAPCTBEHHbIMM Mpenapatamn, B TOM YWUCIe AUCTAaHLMOHHbIM crocobom,
PO3HWYHAA TOProBAs KOTOPbIMM OFpaHMYEHa WAM 3anpelieHa B COOTBETCTBMM C  HACTOALLUM
depepanbHbIM 3aKOHOM, U (MAK) MHPOPMALIMK, Coaep Kallleld NpeaioKeHne 0 PO3HUYHOKN Toprosne
JIeKapCTBEHHbIMM MpenapaTamm, B TOM 4YMCae AUCTAaHUMOHHbIM CMOCO6OM, ANLAMU, HE MMEKOLWMMU
JIMLEH3MN M paspelleHnss Ha OCYLLECTB/IEHWE TaKoW AeATEeNbHOCTU, €CAU MOJlyYeHWe NNLEH3UN U
paspelleHma NnpesycMOTPEHO 3aKOHO4aTeNbCTBOM 06 06paLLeHMM NeKapPCTBEHHbIX CPeaCTs;

(n. 24 B pen,. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) BblAaya paspelleHuit Ha BBOA, B TPaAXKOAHCKMIA 060POT  UMMYHOBMONOTUYECKUX
JIeKapCTBEHHbIX NPenapaTos.
(n. 25 BBegeH PepepanbHbim 3aKoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlAOC: NpuMmeYaHue.

Ct. 5.1 pacnpocTpaHAeTca Ha MOJIHOMO4YUA, KOTOpble HE MepefaHbl A7 OCYLLeCTB/IEHUA OpraHam
rocyapcTBeHHOM BAacTu cybbekToB PP 1 opraHam MeCTHOro camoyrnpaB/ieHUA COOTBETCTBYHOLLMMM
depepanbHbiMm 3akoHamm (P3 ot 13.07.2015 N 233-P3).

CraTtba 5.1. Nepepaya ocywecTsneHUs NOJHOMOUYMA deaepasibHbIX OPraHOB UCNOJHUTE/NIbHOM
BNAacTM Npu o06palLeHUN NIeKapCTBEHHbIX CPeACTB OpraHam MCNOJIHUTE/IbHOW BAactu cybbektos
Poccuiickoin Pepepauum

(sBepeHa depepanbHbiM 3akoHOM oT 13.07.2015 N 233-93)

MonHomouus depepanbHbIX OPraHoB UCMOJHUTENBHOW BAACTM NpU 06paLLeHUM NeKapCTBEHHbIX
CpeacTs, nNpeAyCMOTPEHHble HacTosalwmMm degepanbHbIM  3aKOHOM, MOTYT nNepepaBaTbCs  ANA
OCYLLEeCTBNEHMA  OpraHam  WCNOJIHUTENbHOW  BnacTM  cybbektoB  Poccuitickoi  depepauun
nocraHosneHuamu MNpasuTenbcTBa Poccuiickoit degepaumm B nopagke, yctaHoBneHHom PegepasnbHbiM
3aKOHOM OT 6 OKTA6pAa 1999 roga N 184-d3 "O6 06wWMX NPUHUMNAX OpraHM3auumM 3aKOHOAATENbHbIX
(npeactaBUTENBbHBIX) U UCNONHUTENbHbLIX OPraHOB FOCYAApPCTBEHHOM BAacTM cybbekToB Poccuiickoin
depepauun’.

Cratba 6. MonHOMOUMA OpraHOB MCMNOJIHUTENbHOW BnacTU cybbekTa Poccuiickoii Pegepauun
npu o6paLLeHnn NeKapCcTBEHHbIX CPeacTB

K MNonHOMOYMAM OpraHoB MCNOAHUTENLHOM BnacTM cybbektTa Poccuiickoint degepauun npu
0b6palLeHNN NeKapCTBEHHbIX CPEeACTB OTHOCATCA:

1) paspaboTka W peanusaums  pPernoHaNbHbiX Nporpamm obecneyeHna  HaceneHus
NeKapCTBEHHbIMM NpenapaTtamu;

2) ycTaHOB/NEeHWE npefesbHblX Pa3MEPOB OMTOBbIX HAABGaBOK M NpefesbHbiX pPasmepoB
PO3HUYHbIX HaAbaBoOK K (aKTUYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/EHHbIM MPOWU3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepevyeHb MM3HEHHO
HEeo6X0AMMbIX N BayKHENLIMNX IeKapCTBEHHbIX NPenapaTos;

3) ocywiecresaieHne pernoHasibHOro rocygapCrBeHHOro KOHTPO/A 3a NpPpUMEHEHUMEM LEH Ha
NeKapcCTBeHHble npenapaTtbl, BKAKOYEHHble B NepeyeHb MXWU3HEHHO HeO6XOAMMbIX M BaKHEMNLWunx
NeKapCTBeHHbLIX nNpenapaTtoB, OpraHunsaunaAMmu onToBom TOProe/an nNeKkapCrtBeHHbIMKU CpeacTtBamu,
anTe4YHbiIMM OpraHunsaunamn, MHOUBUAYa/ZIbHbIMU NpeanpuHnmatTenamm, MmMmerwnwmmm NNUEH3UK0 Ha
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dapmaueBTUYECKY0 AeATeNbHOCTb, MEAUUMHCKUMW OpraHM3aumsmm, UMELWMMM JIMUEH3UIO Ha
dbapmaLleBTUYECKYIO [eATeNbHOCTb, U WX 060COBAEHHbIMM MoApasaeneHuamm (ambynatopuamu,
denbawepckummn 1M GenballuepcKo-aKyLepckUMM NyHKTaMK, UeHTpaMu (oTaeneHusmu) obueit
BpayebHOM (cemeliHOWN) MPaKTUKK), PACNONOMKEHHbIMU B CE/IbCKMX HaCeNeHHbIX NMYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTe4YHble OpraHu3aumu;

(8 pen. PepepanbHbix 3aKOHOB OT 25.06.2012 N 93-93, 01 27.12.2019 N 475-03)

4) npuHATUE pelleHns o6 MCNoNb30BaHUW Ha TeppuTopuu cybbeKkTa Poccuiickon Pepepauum
HapAgy C peuenTaMyM Ha JNeKapCTBEHHble npenapatbl, 0GOPMAEHHbBIMM Ha OyMarKHOM HocuTene,
peLLenToB Ha IeKapCTBEHHbIe NpenapaTbl, CGOPMUPOBAHHbIX B GOPME INEKTPOHHbIX A OKYMEHTOB.

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

Fnaea 3. TOCYAAPCTBEHHAA ®APMAKOIMEA
Cratba 7. Pa3zpaboTKa u usgaHue rocyaapcrseHHoi papmakoneu, pasmeLleHne gaHHbIX O Hel

1. Noga rocypapcTBeHHOM dapmakoneen MOHMMaETCs cBog 06wWwmx dapmaKoneiHblX cTaTen u
dbapmaKonenHbIx cTaTen.

2. Paspabotka ob6bwmx dapmakonenHbix ctater M ¢dapmaKonelhHbiX CcTaTel, B TOM u4ucne
dbapmaKonelHbix cTaTeld Ha d¢apmakoneiHble CcTaHAapTHble 06pasubl, M BKAOYEHWE WX B
rocyapcTBeHHy0 GapmaKoner OcylWecTBAAITCA B MOpAAKe, YCTaHOBNEHHOM YMNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTH.

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

3. Pa3spaboTKa dpapmaKonenHoM cTaTb Ha pedepeHTHbIN 1eKapPCTBEHHbIN NpenapaT MU BKAoYeHMe
ee B rocyZapCTBEHHYIO papMaKomnelo B TeYeHMEe CPOKa AENCTBMA 3alMTbl UCKAOYUTENBHOTO NpPaBa,
YAOCTOBEPEHHOrO MAaTEHTOM Ha pedepeHTHbI NEeKAPCTBEHHbIM NPenapaT, OCYLLEeCTBAAOTCA C COrlacus
ero paspaboTumka.

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

4. TocypapcTBeHHasa ¢apmakones W34aeTcs  YNoJAHOMOYEHHbIM deaepanbHbIM  OPraHoM
WCMONHWUTENBHON BNAcTU 3a CYET cpeAcTB denepanbHOro 6loasKeTa UM NogNeXUT nepensfaHuam He
pexke Yem OAMH pas B NATb /IET, B NEPUOL MEXKAY KOTOPbIMU U34at0TCA NPUIOKEHNA K FOCY4apCTBEHHOM
dapmakonee, cogepawme oblwme dapmakoneinHble cTaTtb M (MAnM) dapmaKonelHble CTaTby,
yTBEPKAEHHbIE NOC/e U3AaHMA UAW NepPen3aaHmns rocyapcTBeHHoN papmaKkonen.

5. YNonHOMOYEeHHbI ¢eaepanbHblit OpraH MCNOAHWUTENbHOM BAACTU pasMellaeT AaHHble O
rocy4apCTBeHHON ¢apmakonee W MPUAOKEHUAX K Hel Ha CBOEM oOdpuUMAIbHOM CcaliTe B CeTu
"MHTepHeT" B yCTaHOB/NIEHHOM UM NopAAKe.

Fnasa 4. TMUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALEBTUYECKOW AEATENBHOCTU, FOCYAAPCTBEHHbIN KOHTPO/1b
(HAO30P) B COEPE OBPALLEEHMA NEKAPCTBEHHbIX CPEACTB
(8 pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA /IEKAPCTBEHHDbIX CPeAacTB U dapmaueBTUYECKON
AeATeNbHOCTU

1. /lnueH3snpoBaHue NPoOMU3BOACTBA JIEKAPCTBEHHbIX CPeaCTB U ¢apmau,eBTqucr<oi/'1 0eATeNnbHOCTU
OCyLLEeCTBNAETCA B COOTBETCTBUU C 3aKOHOAATE/NIbCTBOM Poccuiickoi dJep,epau,MM.

2. ObAsaTenbHbIM YCNOBMEM MNPEAOCTaBAEHMA NMLEH3UM Ha MNPOM3BOACTBO J/IEKAPCTBEHHbIX
CPeACTB ABAAETCA MPUOKEHUE K 3aABNEHUIO COMCKATEeNA NNLEH3UN NepPeYHn IeKapcTBeHHbIX Gopm u
(vnn) Bupgos dapmaueBTMUECKUX CyBCTAaHUMIA, KOTOpble NPOU3BOAMTENb NEKAPCTBEHHbIX CPEACTB
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HamepeH NPoM3BOAMUTD.

3. B cnyyae Heob6X0AMMOCTU pacliMpPEHMA NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 33 CHET HOBbIX
JIeKapcTBEHHbIX ¢opM M BMAOB ¢apMaLeBTUYECKUX CYyOCTaHUMA MNPOM3BOAUTENb JIEKAPCTBEHHbIX
CpencTB AO/KEH nofaTb B JIMLLEH3MPYIOWMIA OpraH 3asB/feHWE O BHECEHUW U3MEHEHWN B peecTp
JIMLLEH3MI Ha NPOU3BOLACTBO JIEKAPCTBEHHbIX CPeACTB.

(B peq. PegepanbHbix 3akoHOB 0T 02.08.2019 N 297-d3, o1 11.06.2021 N 170-$3)

4. JInueHsns Ha NPoM3BOACTBO IEKaPCTBEHHbIX cpeacTs (papmaueBTUYecKol cybecTaHuum cnmupTa
3TMNOBOro (3TaHo/sa) BbIAAETCA MPU YC/IOBUWM HA/IMUMA Yy OPraHM3auMm Ha npaBe COBCTBEHHOCTH,
X0351IACTBEHHOrO BeAeHMNA UM ONepPaTUBHOIO YrpaB/ieHNs OCHOBHOMO TEXHOI0MMYeCcKoro obopyaoBaHus
AN NPOM3BOACTBA 3TWUJIOBOIO CNMPTA, 3aPEernMcTPMpPOBAHHOIO B COOTBETCTBUM €O cTatben 14.1
®epepanbHOro 3akoHa ot 22 HoAbpa 1995 rogma N 171-®3 "O rocynapCTBEHHOM peryiMpoBaHuMm
npoussoacTBa M obopoTa 3TUIOBOrO CNWPTa, aJKOFONbHOW W CNMPTOCOAEpPrKalLed NpoayKunm m ob
orpaHuMyeHun notpebneHus (pacnnTma) ankorosibHOM NPoayKummn".

(4actb 4 BBeaeHa PepepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-93)

Cratba 8.1. 0Oco6eHHOCTM J/IMLEH3UPOBAHUA NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAacTB
(dbapmaueBTnueckoii cybctaHUMmM cnupTa aTMN0BOrO (3TaHONA)
(sBegeHa dPepepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

1. [eWictBMe AMLEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (dbapmaueBTUYECcKOoM
cybCcTaHUMM cnupTa 3TUAOBOrO (3TaHONa) MPUOCTAHAB/AMBAETCA B 4YacTM NpaBa Ha MNPOM3BOACTBO
dapmaueBTMYeckon cybcTaHUMU cnUpTa 3TUIOBOrO (3TaHOMA) NULEH3UPYIOWMM OPraHOM B C/y4Yasix,
onpeaeneHHblx ctatbelt 20 GegepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O AnueH3npoBaHUMU
OTAe/IbHbIX BUAOB AeATEeNbHOCTM", @ TaKKe Ha CPOK MPUOCTAHOBAEHWUS AOENCTBMA JIMLEH3UU Ha
npou3BOACTBO 3TUI0BOrO CNMPTa A1 NPOU3BOACTBA PpapmMaL,eBTUYECKOM CyOCTaHLMMN CNMPTa 3TUI0BOTO
(sTaHoNa), BblgAHHOM B coOTBETCTBMM C PeaepasibHbIM 3aKOHOM OT 22 Hosbpa 1995 roga N 171-d3 "O
rocygapcTBEHHOM peryanmpoBaHMM Npou3BoACTBa M 06OpOTa 3TMAOBOrO CNMPTa, asKOroJibHOM M
cnupTocoAep Kalle npoaykuum u o6 orpaHuyeHMM notpebneHuns (pacnuTusA) aiKOroJsibHOM

npoaykumn".

2. [deictBue ANMUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dbapmaleBTUYECKOM
cybcTaHUMKM cnupTa 3TWUNOBOro (3TaHona) B YacTM NpaBa Ha MPOM3BOACTBO ¢dapmMaLeBTUYECKOoM
cybcTaHUMM cnMpTa 3TWUIOBOrO (3TaHO/MA) MpeKpalaeTca AULEH3UPYIOWMM OpPraHomM B C/yyas,
onpeaeneHHblx ctatbelt 20 PegepanbHoro 3akoHa ot 4 mas 2011 roga N 99-$3 "O nuueH3npoBaHUMU
oTAe/bHbIX BUAOB AEATENbHOCTM", a TaKXe C AaTbl NpeKpaweHuAa WAM aHHY/IMPOBaHUA OeNCTBUA
JIMLEH3MN Ha MPOU3BOACTBO 3TWJIOBOrO CNMpTa ANA NpoM3BOoACTBA dapMaLeBTUUYECKOM CybcTaHUMK
cnupTa 3TUNOBOro (3TaHO/a), BblAAaHHOM B COOTBETCTBUM ¢ PeaepanbHbiM 3aKOHOM OT 22 Hoabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryaMpoBaHUM NPOU3BOACTBA M 06OpPOTa 3TMNIOBOrO CNUPTa,
aNKorofibHOM U cnupTocoAepXKawen npoaykumMm M o6 orpaHuyeHun noTpebneHus (pacnuTtus)
aNKoronbHOM NpoayKumn".

Cratba 9. locypapcTBeHHbI KOHTPOAb (Hag30p) B chepe 06paLeHUn 1eKapCcTBEHHbIX CPeacTB
(8 pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocymapCTBEHHbIM KOHTpoAb (Hag3op) B cdepe o0b6paLLeHUs IeKAapCTBEHHbIX CpeacTs
OCYLLEeCTBAAETCA nocpeacTBoM ¢eaepanbHOro rocyAapCTBEHHOro KOHTpossa (Haasopa) B cdepe
obpalleHna NeKapcTBEHHbIX CPeacTB U deaepasnbHOro rocyAapcTBEHHOrO AULEH3MOHHOMO KOHTPOAA
AeATeNbHOCTM MO NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX heaepanbHbIMU OpraHamm
NCMNONHUTENbHOM BAACTH, YNOJHOMOYEHHbIMK MpaBuTenbCTBOM Poccuitickot degepaunn.

2. Mpegmetom deaepanbHOro rocyAapcTBEHHONO KOHTpPo/A (Haasopa) B chepe obpalweHuA
NEeKapCTBEHHbIX CPEACTB ABNAIOTCA:
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1) cobntopeHne obs3aTenbHbIX TpeboBaHUI B chepe obpallleHNs NeKapCcTBEHHbIX CpeacTs, B TOM
yucne:

a) TpeboBaHMI K [OOKANHUYECKMM WCCNEAO0BaHUAM JIEKaPCTBEHHbIX CPEACTB, KAMHUYECKUM
NUCCNeaoBaHUAM JIEKapPCTBEHHbLIX MPEnapaTtoB, W3roTOB/AEHMIO, XPaHEHUIO, MepeBo3Ke, BBO3y B
Poccuiickyto ®depepauuio, OTNYCKY, peanusaumu, nepeaade, MPOAAXKe JIEKAPCTBEHHbIX CPeACTs,
NPUMEHEHUNIO NIEKAPCTBEHHbIX MNPENapaTos, YHUUTOXKEHWUIO fIEKAapPCTBEHHbIX CPEeACTB, YCTaHOBAEHWUIO
NPOV3BOAMTENAMM SIEKAPCTBEHHbIX MPenapaTtoB LUeH Ha /IeKapCTBEHHble MnpenapaTtbl, BKAOYEHHble B
nepeyeHb }KU3HEHHO HEOBXOAMMbIX M BaXKHENLLMX 1EKAPCTBEHHbIX NPEnapaTos;

6) TpeboBaHWIN K COOTBETCTBMIO NEKAPCTBEHHbIX CPeACTB, HaxoAAlWMXcA B o0bpalieHuu,
nokasaTensim Kayectsa, 3peKTUBHOCTM 1 6e30MacHOCTH, YCTaHOB/IEHHbIM B COOTBETCTBMU C HACTOALLMM
depnepanbHbIM 3aKOHOM;

B) TpeboBaHM K cobNloaAeHUNI0 CybbeKTamu 06palleHMa NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
yactn 1 ctaTbu 67.1 HacToawero desepasbHOro 3aKOHa, OrPaHUYEHMI, Hanaraemblx cTatbammn 67.1 n
67.2 HacToawero ®enepanbHOro 3aKOHa;

2) cobnogeHue MUEH3MOHHbIX TpeboBaHWM K  OCyLlecTB/ieHUo  dapmaleBTUYECcKoln
AeATeNbHOCTY;

3) cobnopeHne TpeboBaHMIM K NpesoCTaB/ieHUO CybbekTamu o6palleHus JfleKapCTBEHHbIX
cpeacts  MHPOpPMaUMKM O  JIEKAPCTBEHHbIX CPeacTBax W (MAKM)  NeKapCTBEHHbIX  Mpenaparax,
npeaycmoTpeHHom ctatbamm 9.1, 52.1 n 64 HacTosAwero PenepanbHOro 3aKoHa.

3. Mpu ocywecTBneHnn ¢eaepanbHOro rocygapcTBEHHOro KoOHTponsa (Hagsopa) B coepe
obpalleHns NeKapCTBEHHbIX CPeACTB MNPOBOAATCA C/leAylolMe BUAbl KOHTPOJ/IbHbLIX (HAZ30pHbIX)
MePONPUATUIA:

1) poKyMeHTapHasA NPOBEpPKa;

2) Bble3gHasA NPOBEpPKa;

3) BbIOOPOUHbBI KOHTPO/Ib KAYecTBa;
4) KOHTPONbHAA 3aKYMKa;

5) MHCNEKUNOHHbIN BU3UT;

6) HabnogeHne 3a cobnogeHMem o6A3aTeNbHbIX TpeboBaHUM (MOHUTOPUHT 6Ge3onacHoCTK)
(dapmakroHagzop).

4. OpraHusauusa u ocywectsneHne denepanbHOro rocyaapcTBeHHOro KOHTPoAsA (Hagsopa) B
chepe obpalleHUs NeKapCcTBEHHbIX cpeacTB peryanpytotca PeaepanbHbim 3akoHom oT 31 uiona 2020
roga N 248-®3 "O rocygapcTBEHHOM KOHTpOse (HaA30pe) U MyHMLMMNANbHOM KOHTpOsEe B PoccuincKoi
depepauun'.

5. BHennaHoBbI BbIGOPOYHbIA KOHTPO/Ab KadyecTBa MPOBOAMTCA B TOM YMCAE HA OCHOBaHWUU
nporpaMmmbl NPOBEPOK.

6. MN1aHOBbIN BbIGOPOYHbIV KOHTPO/Ib Ka4YecTBa He MPOBOAUTCA.

7. Mo pe3ynbTaTtam BbIBOPOYHOrO KOHTPO/IS KauecTBa HapaAy C PeLeHMAMM, NPesyCMOTPEHHbIMU
depepanbHbiMm 3akoHOM oT 31 mions 2020 roga N 248-®3 "O rocyaapCcTBeHHOM KOHTpO/e (Haa3ope) u
MYHULMNANbHOM KOHTposie B Poccuiickon Pegepaumnn', desepanbHbiMU OpraHaMmm UCMONHUTENIbHOM
BNACTWU, YNOJHOMOYEHHbIMM Ha OCYLLECTBAEHME BbIOOPOYHOrO KOHTPOJIA KayecTBa, MPUHMMALOTCA
cnepylowpe peleHna:
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1) o manbHellwem rpaxgaHckom obopoTe cepuu, NapTMM COOTBETCTBYHOLLErO JIEKAPCTBEHHOro
CpeAacTBa B C/lyYae NOATBEPXAEHUA MO pesynbTaTam NpoBeAeHHbIX UCMbITaHUI COOTBETCTBUA KayecTsa
NeKapCTBEHHOro CPeAcTBa YCTaHOB/IEHHbIM TpeboBaHUAM;

2) 06 M3bATMM U3 rparKaaHckoro obopoTta cepun, NapTUM COOTBETCTBYIOLLETO JIEKAPCTBEHHOro
CpeAacTBa B C/iyyae BbIABAEHMA MO pesy/bTaTaM MPoBeAeHHbIX MCMbITaHWMI HECOOTBETCTBUA KayecTsa
NNeKapCTBEHHOro CPeAcTBa YCTaHOB/IEHHbIM TpeboBaHUAM;

3) o nepeBoAe /NIEKapPCTBEHHOrO CPeACTBa Ha MOCEPUIHbINA BbIBOPOYHbLIN KOHTPO/b KayecTsa
JIeKapCTBEHHbIX CPEeACTB B C/ly4ae MOBTOPHOTO BbiABAEHMUA HECOOTBETCTBMA KayecTBa J1IeKAapPCTBEHHOro
CcpeacTBa ycTaHOBAEHHbIM TpeboBaHMAM U (Npu HeobxoAMMOCTM) O NpoBepKe cybbekTa obpalleHus
NIeKapCTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHbIE C MPOBEAEHMEM MOCEPUMHOIO BbIBOPOYHOrO KOHTPOSA,
ONJIa4yMBalOTCA MNPOU3BOAUTENIEM JIEKAPCTBEHHOIO cpeacTBa /MbBo aAepatenemM WAM Bhagesblem
PerncTpaLnoHHOro yA0CTOBEPEHUSA IeKaPCTBEHHOrO Npenapara.

8. PenepanbHbI rOCYAAPCTBEHHBIN NULLEH3UOHHbIA KOHTPOAb AEATeNbHOCTM MO NPOU3BOACTBY
NIeKapCTBEHHbIX CPeACTB OCYLEeCTBAAETCA B COOTBETCTBMM C 3aKoHOAaTenbCTBOM Poccuiickolt
depepauum.

Cratba 9.1. Mporpamma nposBepoK
(eBepeHa dPegepanbHbiM 3akoHOM oT 11.06.2021 N 170-$3)

1. B uenax opraHun3aumm BbIBOPOYHOrO KOHTPO/IA Ka4YecTBa JIeKapCTBEHHbIX CPeACcTB GopmMUpyeTcs
nporpamma npoBepoK.

2. Ana uenei peannsaumm nporpammosl MPOBEPOK MPOM3BOAMUTENN JIEKAPCTBEHHbIX CPEACTB U
OpraHM3aunMn, OCYLLEeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeact8 B Poccuidickylo  dPepepaumio,
NpeaoCcTaBAsAlOT B OTHOWEHWMM NIEKAPCTBEHHbIX CPEACTB  ANA  MEAMUMHCKOTO NPUMEHEHUAa B
YNO/IHOMOYEHHbIN deaepanbHbii OpraH MCMNOAHUTENIbHOM B/ACTM, OCYLUECTBAAIOWMA GYHKUUMM MO
KOHTPO/IIO M Hagsopy B chepe 34paBOOXpaHEHWs, B OTHOLIEHUW JIEKAPCTBEHHbIX CPeacTB ANs
BETEPMHAPHOIO NPUMEHEHUS B YMNOJHOMOYEHHbIN ¢deaepanbHbli OpraH MCMOJAHUTENbHOM BAACTH,
OCYLLECTBAAIOLWMI GYHKLMM MO KOHTPOIO M HAA30pY B chepe 0bpalleHms NeKapCTBEHHbIX CPpeacTB a
BETEPMHAPHOIO NPUMEHEHUS, CBEAEHUA O CepuAX, NAPTUAX JIEKAPCTBEHHbIX CPeAcTB, MNOCTyNaloWwmx B
rpask4aHckuii obopoT B Poccuiickoii Pepepaummn, B nopsagke, coctaBe M obbeme, YCTaHOB/EHHbIX
YKasaHHbIMK ¢efepanbHbIMU  OpraHaMyM MUCMONHWUTENbHOM BAACTM B OTHOLIEHWW NEKAPCTBEHHbIX
CPeacTB AN MeAMLMHCKOro NPYMEHEHNA U B OTHOLEHUN 1EKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO
NPUMEHEHNA COOTBETCTBEHHO.

3. Mporpamma npoBepoK GpoOpMUPYETCA Ha KaneHAapHbi rog B cpok go 30 aekabpsa roga,
npeaLecTBYOLWEro rogy NposeaeHMsa BbIBOPOYHOro KOHTpOASA.

4. B cnyyae HactynneHua cobbITMA, yKasaHHbIX B nognyHktax "6" u "B" nyHkTta 2 vactu 6
HacToALlen cTaTbM, PpegepasnbHbIM OPraHOM MCNOJIHUTE/IbHOW BACTU, OCYLLECTBAAIOWMM GYHKLMM NO
KOHTPOJIIO M Hag3opy B chepe 34paBoOXpaHeHUs, denepanbHbIM OPraHOM WCMOMHUTENbHOW BAACTy,
OCYLLECTBAAIOWMM GYHKLMM NO KOHTPOJIIO U Hagsopy B chepe o6palleHMA NeKaPCTBEHHbIX CPeacTB ANA
BETEPMHAPHOIO MPUMEHEHMA, NPU HEOoBXOAMMOCTM BHOCATCA COOTBETCTBYIOLLIME W3MEHEHMA B
nporpammy NpPoBepoK.

5. B nporpammy nNpoBepOK MOTyT BKAKOUYATLCA MEPONPUATUA C Y4ETOM HapyLIEHW, BbIBAEHHbIX B
paMKax KOHTPO/IbHbIX (HaA30PHbIX) MEPONPUATMIA 33 NPeablAyLWMiA KaneHaapHbIN roa,

6. lMporpamma NpPOBEPOK COAEPHKMT:

1) nepeyeHb NeKapCTBEHHbIX cpeacTs, oT6op 06pa3LoB KOTOPbIX BYAET OCYLLECTBAATLCA B paMKax
BbI6OPOYHOrO KOHTPOA, GOPMUPYEMBIN C YH4ETOM PE3y/1bTaTOB rocyAapCTBEHHOIO KOHTPOAA (Haa3opa)
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B chepe 06palleHNA NEeKapCTBEHHbIX CPEACTB 3a KaneHAapHbl rog, nNpeawecTsyloWMiA rogy
npoBeAeHNA BbIBOPOYHOro KOHTPOAS;

2) yKasaHue Ha cobblTWe, HacTynjeHue KOTOpPOro ABASETCA OCHOBAaHMEM A/si OCYLLEeCTB/IEHUSA
Bbl6OPOYHOro KOHTPOAA:

a) nonyyeHue cBeAEHUI, NPeACcTaBASEeMbIX B COCTaBe U 0bbeme, YCTaHOB/IEHHbIX deaepasbHbIM
OPraHOM WCMOJIHUTENIbHOM BAACTU, OCYLLECTBAAOWMM (PYHKLMM NO KOHTPOO M Haa3opy B chepe
34paBoOXpaHeHns, ¢peaepasbHbIM OPraHOM WUCMOJHUTE/IbHOW BAACTM, OCYLLECTBAAOWMM GYHKLMM MO
KOHTPOII0 U Hag3opy B chepe obpalleHNs NeKapCTBEHHbIX CPeaCTB A1 BETePUHAPHOIo NPUMEHEHNA, O
cepuax, MapTUAX JIEKApPCTBEHHbIX CPEACTB, MOCTynawoWMxX B rpa)kAaaHCKuii obopot B Poccuinckoi
depepaumnm, yKasaHHbIX B MyHKTe 1 HacToAWeENW YacTW, OpraHM3auuaMM, OCYLLECTBASOLWMMU
Npou3BOACTBO JIEKAPCTBEHHbIX cpeacTs B Poccuitickon depepaummn M BBO3 IEKAPCTBEHHbIX CPEACTB B
Poccuiickyto Pegepaumio;

6) nonyyeHme nocTynatoLeit B NopaaKe, yCTaHOBAEHHOM cTaTbelt 64 HacToswero ®epepansHoro
3aKOHa, MHPOPMaLMM O NOBOYHbIX AEACTBUAX, HEXKENATe/bHbIX PeaKLMAX, CEPbE3HbIX HexXenaTeNbHbIX
peakumax, HenpeaBuAEHHbIX HEXKenaTeIbHbIX peakumax Npu NPUMeHeHNN NeKapCTBEHHbIX NPenaparos,
06 MHAVBUAYANLHON HENepeHOCMMOCTU, OTCYTCTBMM 3PPEKTUBHOCTU NEKAPCTBEHHbLIX NpenapaTos, a
TaKke 06 MHbIX PpaKTax M 0bCTOATENbCTBAX, NPEACTABAAOWMX YrPO3y KMU3HU MU 340POBLIO YeNoBeKa
NGO KMBOTHOTO NPU MPUMEHEHUM JIEKAPCTBEHHbIX MNPEnapaToB M BbIAB/JEHHbIX Ha BCeX 3Tanax
obpalLeHna NeKapcTBEHHbIX NpenapaToB B Poccuiickon dPeaepaumm n apyrux rocyaapcreax;

B) nosiydyeHune B cooTBeTcTBMM ¢ PeaepanbHbiM 3akoHoM oT 31 uiona 2020 roga N 248-93 "O
rocy4apcTBEHHOM KOHTpoJsie (Hags3ope) M MyHMuMnanbHOM KoOHTpone B Poccuitickolt depepaumm”
CBEAEHUIN O NPUYMHEHMM Bpeaa UAM 06 yrpo3e NPUYMHEHUA Bpeaa KW3HW, 340POBbIO FpaXKAaH MK
YKUBOTHbIX.

Cratba 9.2. FocygapcTBeHHDbIN KOHTPOAb (Haa30p) 3a peanusauuneit opraHamu UCNOTHUTENbHOM
BnAactTu cybbektoB Poccuiickon ®Pegepaunm nonHomouuit B chepe obpalieHUA NeKapCTBEHHbIX
CPeacTB AN MeAULIMHCKOTO NPUMeHeHUs

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

1. TocyfapCTBEHHbIM KOHTPOAb (HaA30p) 3a peanusaumelrt opraHamm WCNOJIHUTENbHOW BAACTy
cybbekToB Poccuiickoli degepaunn nosnHomounii B chepe obpalleHUa NeKapCTBEHHbIX CPeacTB ANA
MeAMLMHCKOrO MPUMEHEHUS OCYLLECTBAAETCA YNOJHOMOYEHHbIM [1paBuUTeNbCTBOM  POCCUIMCKOM
denepaLMm opraHom UCNONHUTEIbHOM BAACTH.

2. MMpeametom rocyfapCTBEHHOrO  KOHTpons  (Hags3opa) 3a  peanusaumelnt  opraHamu
WUCNONHUTENbHOM BnacTu cybbektoB Poccuiickolt degepaummn nonHomoumit B chepe obpalleHus
NEKapCTBEHHbIX CPeACTB ANA MEeULIMHCKOro NPpUMeHeHUA SBAAETCA cobatoaeHNEe YNOAHOMOYEHHbIMMI
OopraHamu MCNONHUTENbHON BNacTM CybbekToB Poccuitickon degepaumm MeTOAMKM YCTAaHOBAEHMUA
npesenbHbIX Pa3smMepoB OMNTOBbIX HaADABOK W NpefesibHbIX Pa3MepoB PO3HMYHbLIX HagbaBOK K
baKTMYECKMM OTMYCKHbBIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMMN NEKAPCTBEHHbIX NPENapaToB, Ha
NleKapCTBEHHblE MpenapaTbl, BK/IIOYEHHble B MNEPeYeHb KU3HEHHO HEeOBXOAMMbBIX W  BaXKHEWMLWMX
NeKapCTBEHHbIX NPenapaTos.

3. MpK ocywecTBneHUn roCyfapCTBEHHOrO KOHTpPoAs (Hagsopa) 3a peanusaument opraHamu
WUCNONHUTENbHOM BnacTn cybbekToB Poccuiickolt depepaummn nonHomoumit B chepe obpalleHus
NEKApPCTBEHHbIX CPEeACTB  ANA  MEeOMUMHCKOro NPUMEHEHMA MNpOBOAATCA  Cleayowme  Buabl
MeponpuUATUIA:

1) AOKYMeHTapHble NPOBEPKY;

2) Bble3gHble NPOBEPKM.
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4. OpraHusauuMa M OCYLLEeCTB/IeHME ToCyAapPCTBEHHOTO KOHTPOAsA (Hagsopa) 3a peanusaumeit
OpraHamu WCNOAHUTENbHOW BAacTM cyb6bekToB Poccuitickoit Pepepaumm nonHomoumit B chepe
obpallleHna NeKapCTBEHHbIX CPEACTB A8 MEAULMHCKOTO MPUMEHEHMA peryanpytotca PepepanbHbim
3aKOHOM OT 6 OKTAbpA 1999 roga N 184-®3 "O6 06WMX NPUHLUMNAX OpraHM3auMM 3aKOHOAATENbHbIX
(NpepcTaBUTENbHBIX) M UCMONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOW BAacTu cybbekToB Poccuiickoit
Pepepauun’.

5. TonoxeHve 0 TrOCyfapCTBEHHOM KOHTposie (Hazs3ope) 3a peanvsaumern opraHamu
MUCNONHUTENbHOM BnacTn cybbekToB Poccuitckolt Pepepaunmn nonHomoumin B chdepe obpalueHus
JIEKAPCTBEHHbIX CPEACTB AN MEAULIMHCKOTO NPUMEHEHUSA yTeepkaaeTca MpasutenscTsom Poccuiickoi
depepauum.

Cratba 9.3. PermoHanbHbIA rocyfapcTBeHHbIW KOHTPOAb (Haa3op) 3a npMmeHeHuem LeH Ha
NIeKapCcTBeHHble npenapaTtbl, BKAIOYEHHbIEe B NepeuyeHb YXU3HEHHO Heo6Xo4UMbLIX U BaKHeULux
JIeKapCTBeHHbIX NpenapaTos

(sBegeHa dPepepanbHbiM 3aKoHOM oT 11.06.2021 N 170-93)

1. PerMoHanbHbIl rocyAapCTBEHHbIV KOHTPO/b (HaA30p) 3a NPUMEHEHMEM LieH Ha 1IeKapCTBEHHbIE
npenapaTtbl, BK/OYEHHblE B MNepeyeHb MMU3HEHHO HEeOobBXOAUMBIX W BAXKHEWMWMX JIEeKAPCTBEHHbIX
npenapaToB, OCYLLECTBAAETCS OpPraHoM WMCNOJIHUTENbHOW BAacTuM cybbekTa Poccuiickoir Pepepaumm,
YNOJIHOMOYEHHbIM BbICLLMM UCMOJHUTE/IbHBIM OPraHOM roCcyAapCTBEHHOM BacTh cybbeKkTa Poccminckol
depepauum.

2. NpeameTom pernoHanbHOro rocyapCcTBeHHOro KOHTPOAA (Haa30pa) 3a NPUMEHEHMEM LeH Ha
NleKapCTBeHHble MpenapaTbl, BKAIOYEHHble B MNepeYyeHb KU3HEHHO HeobXOAMMbBIX W BaXKHEWWux
NleKapCTBEHHbIX  MpenapaToB, ABAsAeTca  cobnogeHue  opraHM3auMAaMKM  ONTOBOW  TOProBAU
NleKapCTBEHHbIMMU cpeAcTBamum, anTe4yHbIMU opraHuM3aumuamm, NHAMBUAYANbHbIMU
npeanpuHUMaTENAMM, UMEIOWUMN NNLEH3UIO Ha PpapMaL,eBTUYECKYIO AeATe/IbHOCTb, MeAULIUHCKUMU
OpraHM3auUnaAMMn, UMELWUMN NNLEH3UIO Ha papMaLeBTUYECKYIO AeATeNIbHOCTb, U UX 060CO61eHHbIMU
nogpasgeneHuamu (ambynatopuamu, denbaliepcknmm U denbaliepcko-akyLepCcKUmMM NyHKTaMu,
LueHTpamu (otgeneHmamu) obuwein BpayebHoM (cemelHOMN) NPaKTUKKU), PACMONOXKEHHbIMU B CENbCKUX
HacefleHHbIX MNyHKTaX, B KOTOPbIX OTCYTCTBYIHOT anTeyHble OpraHM3auun, nNpu peanusaumnu
NIeKapCTBEHHbIX MpenapaToB TPeboBaHUM K MNPUMEHEHUIO LEH, YPOBEHb KOTOPbIX He OO0/KeH
npesbiWaTb cymmy $aKTUYEeCKON OTMYCKHOW LeHbl, YCTaHOBAEHHOW NPOoU3BOANUTENEM NIeKapCTBEHHbIX
npenapaTtoB, M KOTOpble He MPEBbIWAOT 3apPerucTPMPOBaHHbIX NpeaenbHbIX OTNYCKHbIX LUEeH, U
pa3smepoB ONTOBbIX HaAbaBOK W (MAM) pasmepoB PO3HUYHBLIX HaABABOK, He NpPeBblWaoWmX
COOTBETCTBEHHO Pa3MepoB Nnpeae/ibHbIX ONTOBbIX HaA6aBOK U (M1K) pa3mepos NpeaebHbIX PO3HUYHbIX
HaabaBoK, yCTaHOBEHHbIX B cybbeKTe Poccuiickoin Pegepaumu.

3. OpraHu3auma 1 OCyLLeCTBNEHME PErMOHAZIbHOTO roCYyAAapPCTBEHHONO KOHTPOAA (Hagsopa) 3a
NPUMEHEHNEM LEH HA NeKapCTBEHHbIE NPenapaTbl, BKAKOYEHHbIE B NepeyeHb *KU3HEHHO HEOOXOAMMbIX
M Ba*KHEMLWKNX IEKapCTBEHHbIX NpenapaToBs, peryanpytoTtca PeaepanbHbiMm 3akoHOM oT 31 uiona 2020
roga N 248-®3 "O rocygapcTBEHHOM KOHTpO/e (HaA30pe) U MyHMLMMNANbHOM KOHTpOsEe B PoccuincKoi
depepauun'.

4. NonoxKeHne o permMoHaNbHOM rocyapCTBEHHOM KOHTpOJie (Hag30pe) 33 NpMMEHEHMEM LieH Ha
NleKapCTBEHHblE MpenapaTbl, BK/IIOYEHHble B MNEPeYeHb KU3HEHHO HEeOBXOAMMbBIX W  BaXKHEMLWMX
NIEKapCTBEHHbIX MPENAPATOB, YTBEPXKAAETCA BbICLUIMM WMCMONHUTENbHBIM OPraHOM FOCYAapCTBEHHOW
B/acTu cybbekTa Poccuiickon degepaymu.

Cratba 9.4. depepanbHblii rocyAapCTBEHHbIN NULEH3UOHHbIA KOHTPOJIb AEATeNbHOCTU Mo
NpPoU3BOACTBY JIeKapCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)
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1. ®egepanbHbIi FOCYAapCTBEHHbIA INLEH3MOHHbIM KOHTPO/Ib AeATe/IbHOCTM MO MPOU3BOACTBY
JIEKapCTBEHHbIX CPeAcTB ocyuwecTsaseTca deaepanbHbIMM  OpraHaMm  UCMOJIHUTENbHOW  BA1acCTy,
ynonHomoueHHbimu MpaButensctBom Poccuiickoin ®epepaumn.

2. depepanbHbIit rOCYAapPCTBEHHbIA NNLEH3NOHHbIA KOHTPO/b AEeATENbHOCTM NO NPOU3BOACTBY
JIeKaPCTBEHHbIX CPeACTB OCyLEecTBAAETCA B cooTBeTcTBMU ¢ PegepanbHbiM 3aKkOHOM OT 4 mas 2011 roaa
N 99-®3 "O nnueH3npoBaHMK OTAENbHbIX BUAOB AeaTenbHocTU" 1 PegepanbHbiM 3akoHOM OT 31 ntons
2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpoae (HaA30pe) MU MYHMLMNAAbHOM KOHTpO/Je B
Poccuiickonn ®depepauumn”. B pamkax ¢eaepanbHOro rocyaapcrBeHHOrO JIMLEH3MOHHOIO KOHTPOJIA
AeATeNbHOCTM MO NPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB MJIaHOBble KOHTPOJ/bHbIE (HAaA30pHbIE)
MEepPONPUATUA HE MPOBOAATCA, MPU 3TOM NPOBOAMTCA NEepPUoANYEecKoe NOATBEPKLEHME COOTBETCTBUA
JIMLLEH3MATOB INLEH3NOHHbIM TpeboBaHMaM B cooTBeTCTBUMN ¢ PeaepanbHbiM 3aKoHOM OT 4 masa 2011
roga N 99-03 "O n1ueH3MpoBaHUM OTAE/bHbIX BUAOB AeATe/IbHOCTH".

Fnasa 5. PASPABOTKA, AOKTMHUYECKUE NCCNEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KTUHNUYECKME UCCNEQOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapcTBEHHbIX CPeAcTB

1. Pa3paboTKa /NeKapCTBEHHbIX CPEACTB BK/OYAET B Ceb6s MOMCK HOBbIX (HapMaKo/IorMYecKu
aKTUBHbIX BELLECTB, MOC/NEAyOWEee WU3YYEeHWEe WX JIeKAPCTBEHHbIX CBOMCTB, [OKIMHUYECKME
nccnefoBaHus, paspaboTKy TexHoNMormMi npousBoacTsa GapmaLleBTUYECKUX CyOCTaHLMMN, pa3paboTky
COCTaBOB M TEXHO/IOTUI MPOU3BOACTBA JIEKAPCTBEHHbIX NPernapaTos.

2. duHaHcoBoe obecneyeHmne pa3paboTKM NeKapCTBEHHbIX CPEACTB OCYLLEeCTBAAETCA 3a CYeT:
1) cpeacTB dpepepanbHoro 6roaxKeTa;
2) cpeacTB pa3paboTUMKOB NeKaPCTBEHHbIX CPeACTB;

3) cpeacrte I'IpOVI3BOAVITeﬂel\/‘I NNEKAPCTBEHHbIX  CpeacTs npu BbIMNO/IHEHUU Hay4HO-
ncenenoBaTenbCRUX pa60T no Aorosopy mexay pa3pa6OT‘-IVIKOM NeKapCTBEHHbIX Cpeacts u
npounssoaunTenem NeKapCrBeHHbIX CpeacTs;

4) UHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCcTBOM Poccuinckoii Peaepaummn NCTOYHUKOB.

3. MpaBa  paspaboTyMKa  /NIEKAPCTBEHHOTO  CPeACTBA  OXPAHAOTCA  IPaXKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [JOKAMHMYECKOe uccnepoBaHue NeKapCTBeHHOro cpeacrsa Ana MmeauuuHCKoro
npumMmeHeHunA

1. loKnnHu4yeckoe uccnenoBaHme NEeKapCTBEHHOro cpeacrtea AnA MeaANUMHCKOro npMMmeHeHuA
nposoanTCcA nytem MNpuMeHeHMA Hay4HbIX METOAO0B OLEHOK B UeNnAX noayyYyeHuAa [O0Ka3aTes1bCTB
6630I'IaCHOCTVI, Ka4vyecTBa U 3d)d)eKTMBHOCTM NNEKapPCTBEHHOrIO CpeacTaa.

2. [JoKAMHWYeCcKoe MCCAefOoBaHWE NEKApPCTBEHHOrO CpeacTBa ANA MeAMUMHCKOro MpuMeHeHUsA
NPOBOAUTCA B COOTBETCTBMM C NpaBMIaMK HagnexKallei nNabopaTopHON MPAKTUKK, YTBEPMKAEHHLIMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOM BNACTK.

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

3. Ona opraHusaumun m nposefeHna AOKAMHUYECKOro UCCNef0BaHMA IeKapCTBEHHOro cpeacTsa
ana meanumnHCKoro npmmeHeHuAa pa3pa6OTHMKM NNEeKapPCTBEHHbIX CPeacTB MOryT nNpuBaekaTtb Hay4yHO-
nccnegoBatenbCkMe opraHn3auunu, o6paaoBaTeanble OpraHn3auunn BbiCclwlero o6pasoBava, nmewume
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HeobXoAMMYID  MaTepuanbHO-TEXHUYECKYI0 6asy U KBaAUPUUMPOBAHHBLIX  CNELMasnctos B
COOTBETCTBYIOLLEN 061aCTN Uccaeg0oBaHUA.
(B peq,. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-3)

4. [JOKNMHMYeCKoe uccnefoBaHMe NIEKAapPCTBEHHOMO CPeAcTBa ANA MeOMUMHCKOro npumeHeHun
npoBoAMTCA MO YTBEPXKAEHHOMY pPa3paboTYMKOM JIEKAPCTBEHHOrO CPeAcTBa MJaHy C BeAeHuem
NpPOTOKO/Ma 3TOr0 MCCNeA0BaHMA UM COCTaB/IeHMEM OTYeTa, B KOTOPOM COAEpPXKaTcA pesy/ibTaTbl 3TOro
UCCNeAOoBaHUS M 3aK/JOYEHWE O BO3MOMKHOCTM MPOBEAEHMA  KAMHUYECKOTo  UcCaedoBaHuA
JleKapCTBEHHOro npenapaTa A1 MegULUUHCKOro NPUMEHEeHUS.

5. MpoBeaeHue NpoBepoK cobAAeHUA NpPaBWU HagsexKalleld NabopaTopHOM NPaKTUKU U
NpaBOBbIX HOPM WCMONAb30BAHWUA KUBOTHbIX MPU NPOBEAEHUN OOKAMHUYECKUX UCCen0BaHuUii
NIEKapCTBEHHbIX CPEeACTB AN MEAMUMHCKOrO MPUMEHEHUSA OCYLLECTBAAETCA  YNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCMONHUTENIbHOMN BNACTM.

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

6. PesynbTaTbl AOKJMHUYECKOTO UCCEA0BAaHWUA JIEKAPCTBEHHOTO CPeAcTBa AN MEeAULMHCKOro
NPUMeEHEHUss MOTyT ObITb NPeACcTaB/ieHbl B YNOJIHOMOYEHHbI denepanbHblii OpraH UCNOAHUTENbHOM
BJ1aCTU B YCTAHOB/IEHHOM MOPSAZKE B Lie/IfX FOCyapCTBEHHOW PerucTpaumum 1eKapcTBeHHOro npenapara.

Cratba 12. [lOKAMHMYECKOE uccneaoBaHUE J/IeKapCTBEHHOro0 CpeacrBa U KAMHUYeCcKoe
uccnepoBaHue IEKAPCTBEHHOTO Npenaparta AaA BeTepUHAPHOro NpMMmeHeHus

1. JoknnHnyeckoe uccnegosaHue NEKapPCTBEHHOIo cpeacresa ON1A BETEPUHAPHOIO nNpumMmeHeHuA
nposogunTca nytem MNpuMeHEHUA Hay4YHbIX METOAOB OLEHOK B UenAax noayyvyeHuAa [OO0Ka3aTesibCTB
6630I’IaCHOCTVI, KavyecTtBa “ 3¢¢EKTMBHOCTM NNeKapCTBEHHOIO Cpeacrtea, B TOM YUcne onpegeneHna Cpoka
€ro sbiBeAeHNA U3 opraHnMama XKNBOTHOrIO, B LENAX obecneyeHus 6esonacHocTU NPo4YKLUUN XKNUBOTHOIO
NPOUCXoXaeHnAa nocne NpuMeHeEHNA COOTBETCTBYHOLLEIO /IEKAPCTBEHHOIO Npenapara.

2. [loknnHuyeckoe wuccnepoBaHue NEKapCTBEHHOrNo cpeacrea U K/AMHUNYECKOE uccnegoBaHume
NEeKapCTBEHHOro npenaparta AnAa BETEPUHAPHOro npuMmeHeHuAa, nccnengoBaHwme 6MO03KBMBAIEHTHOCTH
YKa3aHHOro /1IeKapCTBEHHOIO npenaparta NpoBoAATCA B COOTBETCTBUU C NpaBu1aMu, yTBEPHKAEHHBIMU
YNO/THOMOYEHHbIM cbe,u,epaanblN\ opraHom NCNONHUTENbHOW BNACTMU.

3. [oKknanHuyeckoe wuccnenoBaHue NEeKapCTBEHHOrNo cpeacrea U K/IMHUYECKOE UccneaoBaHue
NEeKapCTBEHHOro npenaparta AsA BETEPUHAPHOINO MNPUMMEHEHUA NPOBOAATCA MO YyTBEPKAEHHOMY
pa3pa60THMKOM NEeKapCTBEHHOro cpeactea nJjaHy C BedeHUEM MPOTOKOJ/I0B 3TUX MCC}'IEAOBaHVIl\/‘I n
COCTaB/IEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA pPeE3Y/IbTATbl 3TUX MCCHEAOBaHMVI.

4. Ona OopraHnsaummn n nposegeHnAa AOKIMHUYECKOTo nccneaoBaHnAa 1eKapCTtBeHHOro cpeacrtea u
KIMHNYECKOTro unccnenoBaHMA  ZIEKAPCTBEHHOINoO npenapata 414 BeTepUMHApPHOro npumMeHeHuAa
pa3pa60TqMK NEKapPCTBEHHOIoO CpeacrtBa MOXET MNMPUB/IEKATb OpraHuM3auunmn, nmmeruwme HEO6XOAMMVI'O
mMmaTepunasibHO-TEXHNYECKYIO 6a3y n KBaI'IVI(I)VILI,MpOBaHHbIX cneunanncrtos B COOTBETCTBWOLLI,EVI obnactu
nccnenoBaHuA.

5. KanHuyeckmne mnccneposaHMA NeKapCTBEHHbIX NpenapaToB ANA BeTePMHAPHOro NpuMeHeHuA
npoBoAATCA B BETEPUHAPHbLIX OpPraHM3aumnAax M B OpPraHM3saumAax, OCyLWEeCTBAAKWUNX pa3seaeHue,
BblpalinBaHNeE N cogeprKaHne KUBOTHbIX, B LLeNAX:

1) YCTaHOB/IEHNA NEPEHOCUMOCTUN NIEKAPCTBEHHbIX MPENapaToB 340P0BbIMU XXKUBOTHbIMMWU;

2) nogbopa ONTUMaNbHbLIX A03MPOBOK JIEKAPCTBEHHbIX MPenapaToB M Kypca /fleYeHMsa Ha
KOHKPETHOM Fpynne *KMBOTHbIX C ONpeAeneHHbIM 3aboneBaHneM;

3)  yctaHoBneHus  6e3onacHoCTM U 3PDEKTUBHOCTM  /IeKAapCTBEHHOro  Mpenaparta,
npeaHasHayeHHOro Ana /fledYeHus onpeaenieHHbIX 3a60/ieBaHUIA MMBOTHbIX, WMAM 3PPEKTUBHOCTM
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JIeKapCTBEHHOro npenapata A1 NpoduNakTnKM 3aboneBaHnn 300P0BbIX }KUBOTHbIX;

4) n3y4YeHUs BO3MOXKHOCTEM pacLUMPEHMA MOKa3aHW K MPUMEHEHMI0 3aperncTpupoBaHHOrO
JIEKapCTBEHHOrO NpenapaTa M BbIABJAEHUA paHee HEN3BECTHbIX MOOOYHbIX AENCTBUNA.

6. KnMHuueckoe ucciefoBaHuWe IeKapCTBEHHOrO npenapata Ans BETEPUHAPHOTO NpUMeEHeHUs
OCYLLECTBAAETCA 3a CYET CPeAcTB pa3paboTymKa JeKapCcTBEHHOro CpeacTsa.

7. OtyeTbl O pe3ynbTaTax AOKJAMHUYECKOTO WCCAeA0BaHUA JIeKapCTBEHHOro CpeacTBa M
KAMHWYECKOrO WCCAeA0BaHWA JIeKapCTBEHHOro npenapata A48 BETEPUMHAPHOrO  MPUMEHEHUA
COCTaBAAOTCA pPa3paboOTYMKOM /IEKAPCTBEHHOrO CPeAcTBa C YYETOM 3aK/lOYeHMI opraHusauui,
NPUHMMABLLMX yYacTUe B OpraH13aummn 1 NnpoBeaeHMM 3TUX NcCaeq0BaHUN.

8. KoHTpo/ib 3a npoBegeHMem [LOKAMHUYECKMX WCCNeAO0BaHWUIA IeKapCTBEHHbIX CPEACTB U
KAMHUYECKMX MCCNEAOBaHWIM  NEKapCTBEHHbLIX MpenapaTtoB A/ BeTepPUHAPHOro MpUMMEHEeHMUsA
OCYLLECTBAAETCA YNOJNHOMOYEHHbIM pesepanbHbiM OPraHOM UCNOAHUTEIbHOW BAACTH.

nasa 6. OCYLLECTB/IEHUE FTOCYAAPCTBEHHOM PETUCTPALUN
NEKAPCTBEHHbIX NPEMNAPATOB

Cratba 13. locypapcTtBeHHAA perucrTpauma 1eKapCcTBeHHbIX NpPenapaTos
(8 peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

JonyckaetcAa NnpuMeHeHMe B MeAULUMHCKUX LLeNIAX HEe 3aperncTtpmpoBaHHbiX B PO sieKapCTBEHHbIX
npenapaToB, COAEPKALLMX HAPKOTUYECKME CPeaCTBa UM NCUXOTPONHbIE BELLECTBA, BBE3EHHbIX B PO
B COOTBETCTBUM Cc Y. 3.1 cT. 47 gaHHoro aokymeHTa (n. 8 ct. 3 ®3 o1 27.12.2019 N 475-d3).

1. B Poccuiickoin ®epepaunmn AonycKatoTcs Npon3BOACTBO, U3TOTOBAEHWNE, XPaHEHME, NepeBo3Ka,
BBO3 B Poccuiickyto ®eaepaumto, BbiBo3 U3 Poccuinckoit Pepepaunm, peknama, OTnycK, peanmnsauums,
nepegaya, NPUMEHEHME, YHUUTOXKEHUE JIEKAPCTBEHHbIX MPENApaToB, €CAM OHM 3apPerncTpmpoBaHbl
COOTBETCTBYOLWMM YNOJHOMOYEHHbIM defepasibHbIM OPraHOM UCMOIHUTEIbHOW BAACTMU.
(4acTb 1 B peq,. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. FfocypapcTBEHHOW perncTpaunm noanear:

1) Bce nekapcTBeHHble NMpenapaTtbl, BNepsble noasexawue sesoay B obpalweHne B Poccuiickon
depepauuy;

2) nekapcTBeHHble npenapaTbl, 3apPerucTPUpPOBaHHbIE pPaHee, HO NPOU3BeAEeHHble B APYrux
NeKapCTBEHHbIX GOpPMax B COOTBETCTBUM C NepeyHem HaMMEHOBAHMUIN eKapcTBEHHbIX GpOpM, B HOBOM
[O3MPOBKE NPUY A0KA3aTENbCTBE €€ KAMHMUYECKOW 3HAaYMMOCTU U 3P PEKTUBHOCTH;

3) HoBble KOMBUHALMM 3aPErUCTPMPOBAHHbIX PaHEe IeKaPCTBEHHbIX NPenapaTos.

3. TocyfapCTBEHHAA PErncTpaLLMa NeKapCTBEHHbIX NMPenapaToB OCyLLeCTBAAETCA NO pesyabTaTam
3KCMepTU3bl JIEKAPCTBEHHbIX CPEeACTB, a roCyAapCTBEHHas perncrpauma opdaHHbIX IeKapCTBEHHbIX
npenapaToB OCYWECTBASETCA MO pe3yabTaTaM 3KCNepTM3bl AOKYMEHTOB, NpeAcCTaBAEeHHbIX AAA
onpeaeneHnsa BO3MOMKHOCTM  pacCMaTpMBaTb JIEKAPCTBEHHbIM nNpenapaT 4Ana  MeAWUMHCKOro
NPUMEHEHUA MNPU  OCYLECTBAIEHUM [OCYAAPCTBEHHOM perucTpauum B Kayectse opdaHHOro
NeKapCTBEHHOro Npenapara, v No pesy/bTaTamM 3KCNepPTU3bl IEKAPCTBEHHbIX CPEeACTB.

4, locypapcTBeHHan peructpaumn NeKapcTBEHHOrO npenapara ocyuwiecTenserca
COOTBETCTBYIOWMM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTENbHOW BAAacTU B CPOK, He
NpeBbIWaloWmMi cTa WwecTnaecatn pabounx AHel Co AHA MPUHATUA COOTBETCTBYIOLLErO 3anaBJEHMA O
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rocyapCcTBEHHOW pPerucTpauMm NeKapcTBeHHOro npenapaTta. B yKasaHHbIA CPOK BK/AOYAETCA Bpems,
HeobxoaMmoe A/1a NOBTOPHOMO NPOBEAEHNA IKCMEPTU3bl JIEKAPCTBEHHOIO CPeACTBa B COOTBETCTBMU CO
cTaTbel 25 Hactosuwero ®PeaepanbHoro 3akoHa. CpoK rocyaapCcTBEHHOM perncTpaumm NeKapcTBEHHOro
npenapata ucyncnaeTtca Cco AHA NPUHATMA COOTBeTCTBYyHOWMM YNOJIHOMOYEHHbIM d)e,u,epaanbw\
OpraHOM WCMNOJIHUTENIbHOW BJIACTM COOTBETCTBYHOLLErO 3afAB/AIEHUA O TOCYAapPCTBEHHOW perucrpauum
NIeKApCTBEHHOrO Mpenapata C MPWUIOKEHMEM HeobXooMMbIX [OOKYMEHTOB MO [AeHb BblAayu
PErnCTPALMOHHOIO  YAOCTOBEPEHUSA NeKapCTBEHHOro npenapata. Bpems, Heobxogumoe ans
HanpaB/feHMA YMNOJHOMOYEHHbIM deaepanbHbiM  OPraHOM WCMONMHUTENbHOW BAACTM 3anpoca o
npeacTaBieHMn HeEOBXOANUMbIX MATEPUANOB N NPeaCcTaBAEHUA 3aaBUTEIeM OTBETa Ha AaHHbIM 3aNpocC B
COOTBETCTBMK €O cTaTbaAmMM 16, 19 mn 23 HacToAwero PenepanbHOro 3akKoHa, He Y4YUTbIBAeTCA npu
WUCYUC/IEHUM CPOKA FrOCYAapCTBEHHOM PErNCTPaLMM NEKAapPCTBEHHOMO NpenapaTa.

5. FocyaapcTBEHHOM perncrTpaumnm He noaexar:

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2023 8 n. 1 4. 5 cT. 13 BHOCATCA M3MeHeHus (P3 o1 30.12.2021 N 463-d3).

1) NNeKapCTBEHHbIE NpenapaTtbl, U3roTOBJIEHHbIE AaNTEYHbIMU OPraHU3aUuUAMU, BETEPUHAPHLIMU
dNTEYHbIMU OpPraHn3aumnammn, UHANBUAYaIbHbIMU NpeanpUuHUMaATENTIAMN, KOTOPbIE MMEKOT INMUEH3UNIO Ha
d)apmau,eBTquCKyro AEeATENbHOCTb, MO peuenTtam Ha J1eKapCTBEHHbIE npenapartbl U TDEGOBaHWFIM
MegnunHCKnX Opl'aHVIBBLI,VIf/Jl, BETEPUHAPHbIX OpraHn3auun I7I,'

2) neKapcTBeHHble Mpenapatbl, MPUOBpPETEHHble GU3NYECKUMWU NMLUAMKU 33  Npeaenamu
Poccuiickoit ®esepauum 1 npegHasHavyeHHble 418 IMYHOTO UCMO/b30BaHUS;

3) NneKapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickylo depepaumio ana  OKasaHusA
MEAMLMHCKOW TMOMOLWM MO JKM3HEHHbIM MOKA3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUM
paspeLleHus, Bbl4aHHOIO YNOJHOMOYEHHbIM desepasibHbiM OPraHOM UCMONHUTENLHOM BACTK;

4) NNeKapCTBeHHblE CpencrTtBa, BBO3MMbIE B Poccmﬁcxyro dJe,a,epau,mo Ha OCHOBaAHWW BblAAHHOTO
YNO/THOMOYEHHbIM d)e,u,epaanblN\ opraHom NCNONHUTENbHOW BACTU pa3peweHna n npeagHasHa4yeHHbIe
ana nposeaeHnA KAUMHUYECKUX MCCﬂe,D,OBaHMﬁ NEeKapCTBEHHbLIX MNpenapaTtos U (MI'IM) nposeageHuA
3KCNepTn3bl N1IEKAPCTBEHHbLIX CpeacTB As1Aa  OCywecTtBaeHUNA FOCY,CI,apCTBEHHOVI perncrtpaummn
NEeKapCTBEHHbIX MPEeNnapaTos,

5) dapmaueBTuyeckme cybcTaHumm;

6) pap,mod)apmaueamqecr(me NNEKapPCTBEHHbIE MpPenapaTtbl, N3roToB/IEHHbIE HENOCPeaACTBEHHO B
MegNUNHCKUX OpraHn3aumnax B nopAaaKke, yCtraHoB1EHHOM YNO/TIHOMOYEHHbIM d)ep,epaanblm OpraHom
MCMNOIHUTENIbHOM BNACTH;

7) NneKkapcTBeHHbIe Npenapathl, NPOMU3BOAMMbIE ANA SKCNOPTA.
6. He gonyckaeTca rocyaapcTBeHHan perncTpaums:

1) NEeKapCTBEHHbLIX MpPenapaTtosB, OT/MYAOWKUXCA Apyr OT Apyra Ka4dyeCTtBeHHbIM COCTaBOM
AEVICTBVIOU.I,VIX BeulecTs, Nno4d 0 ANMHAKOBbIM TOProBbiIM HAMMEHOBAHUEM,

2) ogHOro fieKapcTBEHHOro npenapaTta, NPeAcTaBNEeHHOIO Ha rocyAapCTBEHHYHO perMcrpauumio B
OTHOLIEHWM OAHOFO WM TOTO e gAepxaTena WMAM BAafesnbla PerncTpaumMoHHOro YAoCTOBEpeHuA
NeKapCTBEHHOro npenapaTta B BuUAe ABYX M 6o/see NeKapCTBEHHbIX NpenapaToB Moj Pas/iMyHbIMU
TOProBbIMM HaMMEHOBaHUAMMU.

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

7. Mo 3anpocy (B aneKTpoHHON ¢popme MAM Ha BymarKHOM HocuTene) cybbektTa obpalieHus
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NIEKapCTBEHHbIX  CPEACTB  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasbHbiIM  OpraHoOM
WUCMOJIHUTENIbHOW  BNAaCTM, OCYLLECTBASAIOWMM TOCYLAPCTBEHHYIO  PErUCTPaumio  JIEKAPCTBEHHbIX
npenapaTtoB, B YCTAaHOBAEHHOM WM MOpPAAKE OCYWECTBAAETCA HAyyHOe KOHCY/bTMPOBaHME MO
BOMPOCaM, CBSI3aHHbIM C NMpoBeAeHUEM LOKANHUYECKMX UCCNeA0BaHUMNA, KIMHUYECKUX UCCNeaoBaHWUM
JIEKapCTBEHHbIX MpPenapaToB, 3KCNEPTU3bl KayecTBa JIEKAPCTBEHHbIX cpeacTs, 3$dEeKTUBHOCTU U
6e30MacHOCTK, C OCYLLECTBIEHUEM TOCYLAPCTBEHHOW PEerucTpaLuu JIeKapCTBEHHbIX MPEenapaTos.
KoHcynbTMpOBaHME OCyLLecTBAAETCA C Npus/ievyeHUeM defepasbHbiX FOCYAAPCTBEHHbIX OHOAMKETHBIX
yYpeKAEeHUN, NonBesOMCTBEHHbIX AaHHOMY denepasbHOMY OpraHy WCMNOJIHUTENbHOW BNactu U He
YYacTBYIOLLMX B OpraHM3auun MPOBEAEHWUA 3SKCMEPTM3bl KAauyecTBa JIEKAPCTBEHHbIX CPEACTB B LENsAX
OCYLLECTBNIEHUA WX TOCYAAPCTBEHHOW perucTpauum B COOTBETCTBUMM CO cTaTbelt 16 HacTosAwero
depepanbHOro 3aKOHa, B BUAE OTBETA B MUCbMEHHOW dopme YNOSHOMOYEHHOTO desepasbHOro opraHa
WCMOJIHUTENLHOM BAACTM Ha 3anpoc. Pasmep B3MMaemMol C 3asBUTENA N/aTbl OMpeaenserca B
COOTBETCTBUM C 3aKoHOZATenbcTBOM Poccuiickont depepaunm 06 opraHusaunm npenocTaBieHuUs
rocy4apCTBEHHbIX W MyHMUMNANAbHbIX  ycayr. WHbopmaumss 06  OCyLEeCTBAIEHMM  HaydyHOro
KOHCY/IbTUPOBAHWA, B TOM 4YMUCNe CTaTbW, 0630pbl, CNPaBOYHbIE MaTepuasibl U MHAs MHbopmaumsa o6
OCYLLECTB/IEHUM  HAYYHOTO  KOHCY/NbTUPOBAHMA,  pasmMellaeTcs Ha  oduuManbHOM  caiTe
YyNOJIHOMOYEHHOro denepasibHOro opraHa UCNOJHUTENbHOW BNACTU B ceTh "UHTepHeT" ¢ cobntoaeHnem
OrPaHWYEHUN, YCTAaHOB/IEHHbIX 3aKOHOAATENLCTBOM O MEPCOHA/bHbIX AAHHbIX, KOMMepYecKon un (uam)
rocygapcTBeHHON TaliHe.

8. FocyaapcTBeHHAn perucTpauma JIeKapcTBEHHbIX MPenapaToB, KOTopble NpegHasHayeHbl Aas
NPUMEHEHUS B YC/IOBUAX BOEHHbIX AEWCTBMW, 4pe3BblYalHbIX CUTyauuin, npeaynpexaeHus
ypesBblYalHbIX CUTyauuii, NPoPUNaKTUKN U NevyeHns 3aboneBaHU, NPenCcTaBAAOWMX ONACHOCTb AAA
OKpy*Katowmx, 3a60seBaHNN M NOPArKEHUN, NOSYYEHHbIX B pe3y/abTaTe BO34eNCTBUA HeONaronpuaTHbIX
XUMUYECKUX, BMONOrMYeckux, pagmaLMoHHbIX $aKTOpOB, U KoTopble paspaboTaHbl B TOM uyuciae Mo
3agaHunio degepanbHbIX OPraHOB MCNONHUTENIbHOM BAACTM, YMNOJIHOMOYEHHbIX B 06/1acTU 0BOpPOHBI
CTpaHbl M 6e30MacHOCTM rocyAapcTBa, a TaKKe SIEKAapPCTBEHHbIX CPeACTB B c/ydae UX gedeKkTypbl Uau
pUCKa BO3HWKHOBEHUA aedeKTypbl B CBA3M C BBeAEHMEM B OTHoleHMM Poccuiickor Pepepaumnn
OrpaHUYUTE/IbHbIX Mep 3KOHOMWMYECKOro XapaKTepa OCyLecTBAAeTCs B MOopsfKe, YCTaHOBAEHHOM
MpaBuTenbcteom Poccuiickon deaepauymm.

(8 pea. PepepanbHbix 3akoHoB oT 01.04.2020 N 98-$3, o1 08.03.2022 N 46-D3)

CratbAa 14. NMpuHUUNbl 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCFIepTM3a NeKapCTBEHHbIX CpeaAcCTB OCHOBbIBAETCA Ha NMPpUHUNMNAX 3aKOHHOCTH, CO6J'II-O£I,€HMF|
npas u“ CBO6O,£]| 4Yyenoseka W rpaxgaHwHa, npas LPUAUYECKOro Jsnua, HE3aBUCMMOCTU 3SKCMNepTa,
OG'bEKTVIBHOCTVI, BCECTOPOHHOCTM U NOJHOTbI MCCHEAOBaHMVI, nposogunmbiX C WUCNOJZIb30OBaHUNEM
COBPEMEHHDbIX ,CI,OCTM)KEHMVI HAayKn U TEXHUKU, OTBETCTBEHHOCTU d)ep,epaanoro rocyaapCrtBeHHOro
6I-0,£],)+(€THOI'O ydypexgeHna no npoBeaeHU0 3KCNEPTU3bl /IEKAPCTBEHHbLIX CpeAacCTB U 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBo aKCNepTU3bl.

2. 3KCI'IepTM33 NeKapCTBEHHbIX NpenapaToB AN1A MeAUUNHCKOIo NnpuMeHeHNA BKNKOYAET B cebs:

1) IKCNepTn3y AOKYMEHTOB, NpeAacCTaB/eHHbIX ANnA onpeaeneHna BO3MOXKHOCTU paCCMaTpuBaThb
ﬂeKapCTBeHHbIVI npenapat gna MmeauumnmHCKOro npuMmeHeHunAa npu ocyuwectsieHnUun I'OCVAapCTBeHHOI\/’I
pPerncTpaLmmn B Ka4ecrtee Opd)aHHOFO NNEKAPCTBEHHOIO Npenaparta;

2) IKCNepPTU3y NpeanoxXeHHbIX MeTOA0B KOHTPO1A Ka4yeCTBa J1IEKAPCTBEHHOIO CpeacCcTBa N Ka4eCTBa
npeacrtaBseHHbIX O6pa3Ll,OB NNeKapCTBEHHOrIo cpeacrtBa C UCNOJIb30BaHMEM 3TUX METOA0B (,u,anee -
JKCNepTn3a Ka4yecrtBa /1IEKAPCTBEHHOIO Cpe,CI,CTBa);

3) 3KCNepTU3y OTHOLIEHWA OXMAAEeMOW MNOJMb3bl K BO3MOXKHOMY PUCKY MNPUMEHEHUA
NeKapCTBEHHOro Npenapara;
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4) 3KCNepTM3y PEerncTpaLMoHHOro A0Cbe Ha NIeKapCTBEHHbIM MnpenapaT B Lenax onpeaeneHus
B3aMMO3aMEHAEMOCTU IeKapCTBEHHbIX NPenapaToB A8 MeAULNHCKOro NPUMEHEHUA.
(n. 4 BBepeH denepanbHbIM 3aKoHOM OT 27.12.2019 N 475-93)

3. DKcnepTu3a NeKapcTBEHHbIX MpenapaToB A1 BETEePUHAPHOro NPMMEHEHMA BK/OYaeT B cebn
3KCMEepTU3y KayecTBa /IEKapCTBEHHOIO CPEACTBA M JKCMEPTM3Y OTHOLUEHUS OXWAAEeMOMN MoAb3bl K
BO3MOMKHOMY PUCKY MPUMEHEHWNA 1eKapCTBEHHOro npenapara.

Cratba 15. ®degepanbHoe rocyaapcTBeHHoe 6loAMKeTHOe yupe)KaeHuMe no npPoBeAeHUIo
3KCNEePTM3bl NEKAPCTBEHHbIX CPEACTB

JKCnepTM3a JIeKAPCTBEHHbIX CPEeACTB NpoBOAMTCA deaepasibHbIM roCcyAapCTBEHHbIM OHOAKETHBIM
yyYpexRAeHnem COOTBETCTBYIOLLENO YNOJHOMOYEHHOTO desepasibHOro opraHa UCMOIHUTEIbHOM BNacTH,
CO3JaHHbIM Ans obecrneyeHus MWCMOIHEHMA MOJSIHOMOYMI 3TOro ¢defepasbHOro opraHa no Bblgaye
paspeLlleHnii Ha NPOBEAEHME KIUHUYECKMX WUCCNeAOBaHUIA JIeKapCTBEHHbIX MpenapaTtoB M (Mau) no
rocyZ,apCTBEHHOM PerncTpaLumn NeKapCTBEHHbIX MPEMNAPATOB (Aasee - IKCNEePTHOE yupexRaeHue).

CratbAa 16. OpraHusauuma nposeaeHuUA 3KCNepPTU3bl JIEKAaPCTBEHHbIX cpeacTs
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 9Kcr|epTM3a NeKapCTBEHHbIX Cpeacrts npoBoAUTCA Komuccmen 9KCNEePTOB 3KCNEpPTHOro
yypexaeHus, Ha3Ha4YeHHOW ero pyroBoauTenem, Ha OCHOBaHUU 3a4adHUA HA NMPoBeAEHUNE IKCNEPTU3bI
NNeKapCTBeHHOro cpeacrtsa, BblAaHHOINO ynoJIHOMOYEHHbIM d)e,u,epaanblM OopraHom NCNOSHUTENbHOWM
BNacTul. PYKOBO,D,MTeﬂb IKCNEPTHOrOo y4ypexgeHna obecneunsaet Hagnexaulee nposeaeHune akCnepTn3bl
NeKapCTBEHHbLIX CpeacTtB B COOTBETCTBUKU C 3adaHMEM, BblAaHHbIM YNO/IHOMOYEHHbIM d)e,u,epaanblN\
OopraHom WUCNONHUTEIbHOM BNacCTu, N OpraHnU3yeT NnoArotoBKy CBOAHOIO 3aK/l04eHUA 3TON Kommccuu. B
COCTaB 3TOM KOMMCCUU MO pPeWeHN0 PYKOBOAUTENA SKCNEPTHOIO ydypexXgeHna moryTt 6bITb BK/IOYEHDI B
KavyecCTBe 3KCnepToB /Mua, He pa6marou.u4e B AAaHHOM 3KCMNEePTHOM y4ypexgeHnn, ecam nx cnetmasabHble
3HaHWUA HeOGXOAVIMbI Aana nposegeHnAa 3SKCNepTunsbl M TaKME 3SKCNEPTbl OTCYTCTBYHOT B AaHHOM
SKCNEepPTHOM y4dpexXgeHunn.

2. 3KCFIepTOM no NpoBeAEeHUNID 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB ABNAETCA aTTeCTOBAHHbIN
pa6OTHVIK SKCNEePTHOro y4ypexageHua, KOTOprﬁ nMMmeeT BbiCllee megunuunHckoe, ¢apN\au,eBTquCl(oe,
6VIO!'IOI'VI‘-I€CKO€, BETEPUHAPHOE NN XMMHNYEeCKOoe o6pasoBaHme M NPOBOAUNT 3KCNEPTU3Y NEKAPCTBEHHbIX
cpeAacTs B nopAaaKe NCNosIHEHNA CBOUX A0/1KHOCTHbIX obasaHHOCTEN (,u,anee - 3KCI'IepT).

3. |_|pl4 nposeaeHnn sKCNEPTU3bl NIEKAPCTBEHHDLIX CPEACTB 3KCNEPT HE MOXKET HaxXoAUTbCA B KaKoM-
nmbo 3aBMcMMOCTU OT Nnua, HadHa4YnBLUIEro 3Ty 3KCNepTusy, pa3pa60TqMKa NeKapCTBeHHOro cpeacrtea
NN opyrmx 3aMHTEPECOBAHHbIX B pe3y/1ibTaTaX 3KCNEPTU3bl UL,

4. Mpu npoBeaeHUM 3SKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB He A[OonyckaeTcs ucTpeboBatb y
3aasuTens AMbo WHbIX AWL, MaTepuanbl, HeobxoauMmble AN NPOBEAEHWUA 3KCMepTu3bl. B caydae
HeAo0CTaTOYHOCTM MpPeACTaB/EHHbIX 3KCNepTy MaTepuanoB ANA [a4YM 3aK/AOYEHMA IKCNepT CTaBUT
BONPOC O MpeAacCTaBlAeHUN eMy HeOobXOAMMbIX MaTepuanoB nepes, PyKoOBOAMTENEM 3KCMEepPTHOro
yyYperKaeHUs, KOTopbl obpallaeTca ¢ COOTBETCTBYOLWMM 3aNpPOCOM B YNOJHOMOYEHHbIM deaepanbHblii
OpraH WCNOJHUTENIbHOW BNACTW, BblAAaBWMIKA 33JaHUE Ha NpPOBeAEeHWEe 3KCMepTU3bl JIEKAPCTBEHHOIO
cpeAcTBa. YKasaHHbIN deaepasibHblii OpraH UCNOSIHUTENbHOM BAACcTU B Te4eHWe NATU paboumx aHel co
OHA MOCTYN/JeHMA 3anpoca PYKOBOAUTENA SKCNEPTHOrO yYpeXAeHUA HanpaBaseT 3aaBUTE/O 3anpoc O
npeacTaBieHUN HEOBXOAMMbIX MaTepuranoB. [aHHbIM 3anNpoc MOXKET 6bITb NepesaH YyNoJHOMOYEHHOMY
npeacTasuTento 3aABUTENA JIMYHO NOA PacrnuCKy, HaMpaB/ieH MO MoYTe 3aKa3HbIM MUCbMOM WM
nepeaaH B 3N1eKTPOHHON popme Mo TENIEKOMMYHMKALLMOHHbIM KaHanam cBA3n. B cnyvae HanpasneHua
AAHHOro 3anpoca Mo noYTe 3aKasHbIM MMCbMOM OH CHUTAETCA NOJIYYEHHbBIM NO UCTEYEHUW LIECTUN AHEN C
[aTbl HanNpaB/iIeHMA 3aKAa3HOTO NMCbMa.

(4acTb 4 B peq. depepanbHoro 3akoHa ot 25.11.2013 N 317-3)
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4.1. 3aaBuTenb 06A3aH NpeAcTaBUTb OTBET HA 3anpocC YNOJHOMOYEHHOrO ¢peaepanbHOro opraHa
MCMOJIHUTE/IbHOW BNACTU B CPOK, HE MPEBbLIWAOWMIA AEBAHOCTA Paboymx AHEeN co AHA ero nosyyeHums.
YNo/AHOMOYEHHbIN deaepanbHbii OpraH UCNONHUTE/IbHOM BNACTU, BblAABLUWM 3aaHWe Ha npoBeaeHune
9KCMEepPTU3bl JIEKAPCTBEHHONO CPeACTBa, B TeyeHMe NATU paboymx gHeln co AHS MOCTYn/eHus oT
3aABUTENA OTBETA Ha JaHHbIMA 3aMpoC HaMpaBAseT TaKoW OTBET B IKCNEpPTHOE yuypexgeHue. B ciyyae
HenpeacTaB/feHNss NO UCTEYEHUU AeBAHOCTA paboumx OHel 3anaBUTeNeM OTBETA Ha AaHHbIM 3anpoc
YNOJIHOMOYEHHbIN denepanbHbl OpraH UCNONHUTENIbHON BAACTU, BblAABLUNI 3a4aHME Ha NpoBeaeHUe
3KCNepTM3bl NEKAPCTBEHHONO CpeacTBa, B TeyeHMe NATM Paboymx AHEeW HanpaBAAeT B 3KCMepTHOoe
yupexgeHue yseLoMeHMe O HenpeacTaBleHUN 3asBUTEleM OTBETA HA 3anpoC YKa3aHHOro opraHa.
Bpems co AHA HanpaB/eHWA 3amnpoca 3KCMepTHOro y4ypeskAeHUA B YNOJHOMOYEHHbI deaepasbHblii
OpraH UCMNOJIHUTENIbHOW BACTU A0 AHA MNOJIYYEHMA SKCNEPTHbIM yYperKAeHMeM OTBeTa Ha 3anpoc MUK
yBEAOMNEHUS O HenpeacTaBAeHWM OTBETa Ha 3anpoC He Y4YuTbIBAETCA MNPW WMCYMCAEHUM CPOKa
npoBeLeHNA SKCNEePTU3bl IEKAPCTBEHHOrO CPeacTBa.

(4acTb 4.1 BBeaeHa DeaepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

4.2. Ecnn B coCTaBe PerncTpaumMoHHOro A0Cbe Ha JIeKAPCTBEHHbIN npenapaTt 4n8 MeguunHCKOro
NPUMEHEHUS COAEPKUTCA NpesycMoTpeHHaa ctatber 18, yactbto 1.1 ctratem 30 wm cratbeint 34
Hactoswero degepasbHOrO 3aKOHA KOMWUS pelleHMA YNOJHOMOYEeHHOro deaepanbHOro opraHa
WUCNONIHUTE/IbHOM B/IACTU O NPOBEAEHUU MHCNEKTUPOBAHMA MPOU3BOAUTENS NEKAPCTBEHHbIX CPEeACTB,
3Kcnepty A0 opopMEHMA Pe3y/ibTaTOB 3KCMepTM3bl JIEKAPCTBEHHOIO CpeacTBa MpeaoCcTaBaseTca B
nopsaKe M Ha YCnoBMAX, KoTopble MpeaycmMoTpeHbl YactTamn 4 u 4.3 HacToAweMr ctaTbW, Konua
3aK/IlOYEeHMA O COOTBETCTBMM MPOU3BOAUTENSA J/IEKAPCTBEHHbIX CPeacTB TpeboBaHWMAM NpaBun
HagnerKalle NpPousBOACTBEHHOW MPAKTUKKU, BblAAHHOIO YMNOJHOMOYEHHbIM desepasbHbiM OpraHom
WUCNONIHUTE/IbHOM BNaCTM.

(4acTb 4.2 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.06.2018 N 140-93)

4.3. 3asButenb 06A3aH NPeacTaBUTb B YNOJHOMOYEHHbIW denepasbHblii opraH UCNONHUTEIbHOM
BNACTM KOMWIO 3aK/IlOYEHUA O COOTBETCTBUM NPOU3BOAMUTENA NIEKAPCTBEHHbIX CPeACcTB TPpeboBaHUAM
NpaBuA Hagne)kallei NpPou3BOACTBEHHOW MPAKTUKM B CPOK, HE MPEBbLIWAKWMA CTa BOCbMWUAECATU
pabounx gHen co AHA NOJyYeHWUA 3anpoca O ee NpPenocTaBieHUU. YNOAHOMOYEHHbIM denepasnbHbli
OpraH MCNOSHWUTENbHOW BAACTW, BbIAABLWWIM 33JaHWE HA NPOBEAEHWE 3IKCMEepPTU3bl SIEKAPCTBEHHOMO
CPeAcTBa, B TedeHWe MNATU paboumx AHEeW co AHA MOCTYNAeHWUA OT 3afBUTENA KOMWUW 3aKIHOYEeHWUs O
COOTBETCTBUM  NPOU3BOAMTENS  NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA  HagaerKalen
NPOW3BOACTBEHHOM NPAKTUKW, HANPABAAET ee B 3KCNEPTHOE yypexaeHue. B cnyyae HenpeacTasneHms
3aABUTENIEM B YKA3aHHbIA CPOK KOMUM 3aKNHOYEHUA O COOTBETCTBMM NPOU3BOAMUTENA JIEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM NpaBUA  HaA/eXallel npPoOU3BOACTBEHHOW MPAKTUKM  YNOJHOMOYEHHbIN
depepanbHbIt OpraH WCNOAHUTENIbHOW BNACTW, BblAABLIMMA 33[aHME Ha MNpPOBeLEeHME 3SKCMnepTusbl
NIEeKapCTBEHHOrO CPeAcTBa, B TEYEHWE NATM Paboymx AHeW HanpaBAAeT B 3KCNEPTHOE yypexaeHue
yBe4OMNEHNE O HenpeacTaBleHUM 3aABUTENEM KOMUWU 3aKNKOYEHUA O COOTBETCTBUM NpoOM3BOAMUTENA
NeKapCTBEHHbIX CPeAcTB TPeboBaHUAM NPaBUA Hag/exaleh NPon3BoOACTBEHHOM NPaAKTUKKU. Bpems co
OHA HanpaB/ieHMA 3anpoca 3KCMEePTHOro YyYpeXAeHUA B YMOJIHOMOYEHHbIM deaepanbHbid opraH
WUCNONIHUTENIbHOM BNACTU A0 [AHA MOJYYEeHUA 3SKCMEPTHbIM YYperKAEeHMEM KOMUU 3aK/OYEHUA O
COOTBETCTBUM  MNPOU3BOAMTENS  NIEKAPCTBEHHbIX CPeacTB TpebOBaHMAM MNpaBWUA  Haa/exallel
NPOW3BOACTBEHHON MPAKTUKU WAM YBEAOMJIEHUA O €e HenpeacTaBleHUW He Yy4YUTbIBaeTcA npwm
WUCYUCNIEHMUM CPOKA NPOBEAEHUA IKCNEPTM3bl JIEKAPCTBEHHOMO CPeaCTBa.

(4acTb 4.3 BBeaeHa PeaepanbHbim 3aKkoHOM oT 04.06.2018 N 140-93)

5. DKcnepT Npu MNpoBeAEHWM MOPYYEHHON emMy PYKOBOAUTENEM 3KCMNEPTHOrO Y4ypesKaeHun
3KCMNepTU3bl NIEKAPCTBEHHOrO CpeacTBa 06A3aH:

1) npoBectn nosHoe wuccneaosaHne npeacrtaB/€HHbIX emy O6'beKTOB, mMaTepmnanos, AOaTb
obocHOBaHHOE W O6bBEKTUBHOE 3aKAKYeHWEe MO MNOCTaB/eHHbIM nepeg HMM BoMnpoCam WU
MOTUBUPOBAHHOE 3aK/Nlo4YeHne O HEBO3MOXHOCTKU npoBeageHMA UM 3SKCNePTU3bl J1€KapPCTBEHHOTO
cpeAacTtBa, eC/i NOCTaB/1IEHHbIE BOMPOCHI BbIXOAAT 3a npeaenbl cneunazibHbiX 3HaHWM 3KCnepTa, 06BbEKTDI
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nccnenoBaHMM U MaTepurabl HEMPUTOAHbI MU HEAOCTAaTOYHbI A/1A NPOBEAEHUA UCCAed0BaHMN U Aaun
3aKNt04YeHMA MO0 COBPEMEHHbIN YPOBEHb Pa3BUTUA HAYKM He NO3BO/ISIET OTBETUTb HA MOCTAB/IEHHbIE
BOMpPOCHI;

2) He pasrnawaTb CBeAEHMA, KOTOPble CTa/in eMy U3BECTHbI B CBA3M C MPOBEAEHMEM 3KCMEepPTU3bI
NeKapCTBEHHOro CPeACTBa, a TakKe CBeAeHMWA, COCTaBAAOWME rOCyAapCTBEHHYI0, KOMMEPYECKYIO UK
WHYIO OXPaHAEMYIO 3aKOHOM TallHY;

3) obecneynTb COXPaHHOCTb NPeCcTaBAeHHbIX 06beKTOB UCCNeA0BaHUN U MaTePUanos.
6. JKcnepT He Bnpase:

1) NnpoBOAUTL 3KCNEPTU3Y JIeKapCTBEHHOTO CPEeACTBa NO OOpaLLEHUIO HEMOCPEACTBEHHO K HEMY
opraHusaunii unmn pusnyeckmx auu,

2) camocToATeNbHO COo6bMpaTb MaTepuanbl AN NPOBEAEHUA 3KCMNEepTU3bl JIeKapCTBEHHOro
cpeacTBa;

3) npoBOANTb 3KCNEPTU3Y NEKAPCTBEHHOIO CpeacTBa B Ka4eCTBe HErocy4apCrBeHHOro aKCnepTa.

7. B cnyyae HeobxogMMOCTM 3KCMepT BMpaBe Xo4aTalCTBOBATb Nepes PyKoBoAuUTenem
9KCMEPTHOTO YYPEXKOEHUA O MPUBIEYEHUM K MPOBELEHUIO IKCMEPTM3bl JIEKAPCTBEHHOrO CPeACTBa
APYrvx 3KCNepTos.

8. KaxKabli1 3KCnepT, BXOAALWMIN B COCTaB KOMUCCUM 3KCNEPTOB, KOTOPOW MOPYYeHO npoBeseHue
9KCMepTU3bl JIEKAPCTBEHHOIO CPEeACTBa, HE33aBMCMMO M CaMOCTOATE/NIbHO MPOBOAMT WMCCNef0BaHWA,
OUEeHMBaeT pe3y/bTaTbl, MOJAYYEHHbIE UM JIMMHO U APYrMMM 3KCnepTamu, U GopmMyaMpyeT BblBOAbI
OTHOCWUTENIbHO NOCTaB/EHHbIX BONPOCOB B Npeae/iax CBOMX CNeLmaibHbIX 3HaHWN.

9. Pe3yanaTb| 3KCNepTn3bl NeKapCTtBeEHHOro cpeacrtea Od)OpMﬂFHOTC‘r'I 3aKIl04eEHNEM KOMUCCUU
3KCNepToB.. B 3aKkal4YeHMn Komuccuu JKCNEepTOB YKa3biBalOTCA MNepeyeHb MCCﬂe,ﬂ,OBaHMVI, obbem
nposeaeHHbIX KaXAabliM 3KCNEPTOM MCCIIE,CI,OB&HVIVI, YCTAaHOBJ/IEHHbIE KaXXAbiM U3 HUX d)aKTbI n
coenaHHble B pe3ynbrate MCCﬂe,D,OBaHMVI BblBOAbI. 3KCFIepT, MHEHMe KOTOpOoro He coBnagaetr C
peweHnem KOMUCCUU 3IKCNEPTOB, BMnpaBe Bbipa3nTb CBOE MHEHWE B NUCbMEHHOM d)opme, KOTOpoe
FIpM06LLI,aETCﬂ K 3aK/TlOYEHUNIO KOMUCCUKN SKCNEPTOB.

10. 3KCFIeprI, BxogAaulme B COCTaB KOMUCCUU, npeagynpexpatoTca 06 OTBETCTBEHHOCTU B
COOTBETCTBMMN C 3aKOHOAATE/NILCTBOM Poccuiickol CDe,u,epau,MM 3a Aayy 3aKa4deHunAa, coaeprKkaulero
HeobOCHOBaHHblE UK d)a}'IbCMd)MLI,MpOBaHHbIe BblBOAbl, O YEM OHU AaOT NOANMUCKY.

11. OnpepeneHune ypoBHA NPOPeCcCUOHANbHOM NOATOTOBKM 3KCNEPTOB M aTTecTauma Ux Ha NpaBo
NpoBeAEeHNA 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCNEPTHO-KBAMOUKALMOHHBIMK
KOMMUCCUAMM B MOPAAKE, YCTAaHOB/NEHHOM COOTBETCTBYHOLWMM YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMOJIHUTENbHOW BAacTU. YpoBeHb NpodeccMoHanbHOW MOATOTOBKM 3KCMEPTOB MOANEKMUT
nepecMoTpy YKasaHHbIMN KOMUCCUAMM HE peXke YeM OAMH pas B NATb fIeT.

12. MNpaBuna npoBeaeHUs 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB M OCOOEHHOCTUM 3KCMepTU3bl
OTAENbHbIX BWAOB JIEKAPCTBEHHbIX NpenapaToB (pedepeHTHbIX JEeKapPCTBEHHbIX NPenapaTtos,
BOCMPOU3BELAEHHbIX JIEKAPCTBEHHbIX NpenapaToB, OMONOrMYECKMX JIEKAPCTBEHHbIX MPEnapaTos,
6uoaHanoroBbix (6MoONoA06HbIX) NEeKapCTBEHHbIX MpenapaToB (6MoaHanoros), romeonaTUYeECKMX
NIeKapCTBEHHbIX NPENAPATOB, IEKAPCTBEHHbIX PACTUTENbHbIX NPENAPATOB, KOMOWHALMIA NEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHMIA KOMMUCCUMM IKCMEPTOB YCTAaHAB/IMBAOTCA COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONAHUTENIBHOM BACTH.

(4yactb 12 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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KoHcynbTaHTlAOC: NpumeyaHue.
Cm. 0COBEHHOCTM paspeLllnTebHbIX peXxnumoB B chepe 0b6paLLeHMA IeKAaPCTBEHHbIX NpenapaTos A
BETEPUHAPHOro NpuMeHeHus, yTB. MoctaHosBneHnem lMNpasutenbctsa PP ot 12.03.2022 N 353.

Cratba 17. Mopaya u paccmoTpeHue 3afAB/eHUA O T[OCYOAPCTBEHHOW perncrpauuu
JNIeKapCTBEHHOro nNpenaparta A/ BEeTepMHapPHOro NpMmMmeHeHusA
(B peq,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana rocypapCTBEHHOW PerncTpauumn JIeKapCTBEHHOrO Mpenapata A/ BeTepuHapHOro
NpUMeHeHns pa3paboTYMK TaKOro NEeKapCTBEHHOro npenapaTta MAM YMNOJIHOMOYEHHOE WM Apyroe
IopuanYeckoe NMLO (Lanee B HACTOALWEM CTaTbe - 3aABUTENb) MPeACTaBAseT B YNOJHOMOYEHHbIN
depepanbHblit OpraH WCNOAHUTENbHOW BNACTU, OCYLLECTBAAKOWMIA FOCYAAPCTBEHHYIO pPEermcTpamio
NIEeKapCTBEHHbIX MpenapaToB A/ BETEPUHAPHOrO MPUMEHEHUA, B 3SNEKTPOHHOU dopme MAM Ha
H6yMarKHOM HocuTeNe 3asB/IeHWE O FOCYAAPCTBEHHOM PerucTpauMu NeKapCcTBEHHOro npenaparta As
BETEPMHAPHOIO  MPUMEHEHMsi, a TaKkKe B TOpPAAKe, YCTAHOBNEHHOM  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM defepasibHbiM OpraHOM WMCNOJHUTENbHOW BAACTU, B 3NEKTPOHHON dopme uamn Ha
H6yMarKHOM HocuTene HeobXoaMMble LOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PEerncTpaLMoHHOe AoCbe
Ha IeKapCTBEHHbIV NpenapaT 415 BeTepUHAPHOro NPUMeHeHus.

2. B 3asBN€HMM O rocyAapCcTBEHHOM PerncTpaumm J1eKapcTBeHHOro npenapara 411 BeTepMHaAPHOTo
NPUMEHEHWA YKa3blBatOTCA:

1) HanmeHoBaHWe W aapec 3aABUTENA, paapa60TqMKa 1M npounssogntTena nNEKapCrBeHHOro
npenaparta Ana BETEPUHAPHONo nNpuMMeHeHnAa U aapec mecta ocyulecCrtsieHnA npomsBoacTBa
NEeKapCTBEHHOro npenapata AnA BEeTePpUHAPHOro npumMmeHeHuA (B Cc/lydae HaanymAa HECKOJ/IbKUX
Y4aCTHUKOB npouecca npon3soacrtea HGO6XO,D,MMO YKa3aTb KaxXa0ro un3 HMX),'

2) HaMmeHOBaHME  JIeKapCTBEHHOro npenapata ANAa  BeTePUHAPHOrO  NPUMEHEHUsA
(mexkayHapogHoe HenmaTeHTOBaHHOE, WAW  TPYNMNUPOBOYHOE, WM  XMMUYECKoe W  Toprosoe
HauMeHOBaHMA);

3) nepeyvyeHb ,D,GVICTBVIOLLI,VIX M BCNOMOTraTe/ibHbIX BELWECTB, BXOO4AWNX B COCTAB JIEKAPCTBEHHOIO
npenaparta 4.4 BeTepPUHAapPHOIro NnpuMeHeHUA, C YKasaHMEM KONIMYECTBa KaxXa40ro n3 HuXx;

4) NeKapCTBeHHaA cbopma, A03UNPOBKa, Cnocob6bl BBeaAeHNA U NpumeHeHuA, CPOK roaHOCTH
NEeKapCTBEHHOrO nNpenaparta AnAa BETEPUHAPHOIO NPpUMeEHEHNA,;

5) dapmaKoTepaneBTUYECKas rpynna;

6) HE06X0AMMOCTb MPUMEHEHUNA YCKOPEHHOW NpoLeaypbl SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB B
Lensx rocy4apcTBEHHOM perncTpaumm eKapcTBeHHOro npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOWMX YNAATY roCcyAapCTBEHHOW NOLW/UHBI:

a) 3a nNpoBefeHMe 3KCNepTM3bl KauyecTBa JIEKAPCTBEHHOro CPeAcTBA M 3KCNEPTU3bl OTHOLLEHUA
OXWAAEMON MOAb3bl K BO3MOMHOMY PWUCKY MPUMEHEHMA NEeKapCTBEHHOro npenapaTta Aad
BETEPMHAPHOIO NPUMEHEHMA NPU €ro rocy4apCTBEHHON perncTpaunm;

6) 3a BblAauy permcTpaumnMoHHOro y40CTOBEPEHUNA NEKAPCTBEHHOrMO Npenapara;

8) Hanuume cornacus, NPeayCMOTPEHHOro 4acTbio 7 HacToAWel CcTaTbW, ecanm C MOMEHTa
peructpauumn pedepeHTHOro fekapcTBEHHOro npenapata 4/1d BeTePUHAPHOTO MPUMEHEHMA MPOLLIO
MeHee YeM LIEeCTb NeT.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)
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3. PerncrpaumoHHoe 40cbe B LLeIAX IKCNepTU3bl IEKAPCTBEHHOTO NpenapaTa A58 BeTepMHapHOro
npumeHeHns GopmupyeTca U3 cneayroLmx 4OKYMEHTOB U CBeAEeHUIA:
(B peq,. PepgepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHMA 0 AaTe NpPefoCTaBAEHUSA U PErUCTPaLMOHHOM HOMeEpe NIMLLEH3UN Ha NPOU3BOACTBO
NIeKAPCTBEHHbIX CPEeACTB, MNPEAOCTAB/NEHHOM MPOU3BOAUTENIO PEFUCTPUPYEMOrO NIEKAPCTBEHHOIO
npenapara A5 BETepMHapHOro NpUMeHeHu s, 418 POCCUNCKUX MPOU3BOAUTENEN;

(8 pen. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, 01 27.12.2019 N 478-D3)

2) cBefeHMA O gaTe NpeaocCTaBAeHUA U PErncTpaLMoOHHOM HOMEPE JINLEH3MM Ha NPOU3BOACTBO
JIEKAapPCTBEHHbIX CPEACTB, MPeAoCTaB/eHHOM npousBoguTento ¢dapmaueBTUYeckor cybcTaHumu,
BXOAALLEN B COCTaB PErnMCTPMPYEMOro SIeKapCTBEHHOro npenapaTta 418 BEeTEePUHAPHOro NPUMEHEHMUS,
O POCCUICKUX NponsBoauTenei;

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

2.1) Konusa [AOKYMEHTa, BblAaHHOTO YMOJHOMOYEHHbIM OPraHOM CTpaHbl NPOW3BOAMTENs ANSA
Ka)KgoM MpPOM3BOACTBEHHOM MNOWAAKM  PEermcTpMpyemoro  NeKapCcTBEHHOro npenapata  Aanas
BETEPMHAPHOIO MPUMEHEHMA WM NMOATBEPKOAIOLErO COOTBETCTBME MNPOU3BOAUTENIA NIEKAPCTBEHHOIO
npenapata TpeboBaHWsAM MNpPaBUA HagaeXKalleld NPOoU3BOACTBEHHON MPAKTUKM, WU ero nepeBo, Ha
PYCCKUIA A3bIK, 3aBEPEHHbIE B YCTAaHOB/IEHHOM MOPAAKE, a TaKXKe KOMuA 3aKN0YeHUs O COOTBETCTBUM
npou3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBWUA HagNerKallel NpoM3BOACTBEHHOM
NPaKTUKKU, BbIAAHHOrO YMNOJIHOMOYEHHbIM ¢deaepasibHbiIM OpPraHOM MWCNONAHUTENIbHON BAAcTM AnA
Ka)KgoMW MpPOWM3BOACTBEHHOM MJIOWAAKM  PEerucTpupyemoro  JIeKapCTBEHHOro  npenapata  Aanas
BETEPUHAPHOro NPUMeEHeHNA, IMB0 KoNUA peLlleHnsa O NPOBEeAEHUM UHCNEKTUPOBAHNS NPON3BOANUTENS
NIeKAPCTBEHHbIX CPeACTB, MPUHATOrO YMNOJHOMOYEHHbIM deaepanbHbiIM OPraHOM WCMOJHUTENbHOM
B/IACTU ON5 KaXKA0M NPOU3BOACTBEHHOM MIOWAAKM PETMCTPUPYEMOrO IEKAPCTBEHHOMO npenaparta aas
BETEPMHAPHOIO NPMMeEHeHUA. YKa3aHHble OOKYMEHTbl NPeaCTaBAAOTCA B Cyvae, ecin NpoM3BOACTBO
JleKapCcTBEHHOrO Npenaparta ocyLecTBAsEeTCA 3a npeaenamm Poccninckoit Pepepaunu;

(n. 2.1 BBegeH PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

2.2) Konua [OOKYMEeHTa, BblAAHHOrO YMNOJHOMOYEHHbIM OpPraHoOM CTpaHbl MNPOU3BOAUTENSA
dapmaLeBTMYECKOM cybcTaHumm 7 NOATBEPKAAOLWETO COOTBETCTBME npoussoanTens
dbapmaLeBTMYECKOW CyOCTaHLMWN, BXOAALLEN B COCTAaB PerucTtpupyemoro fIeKapCTBEHHOro npenapaTta
015 BETEPUHAPHOro NpMMeHeHus, TpeboBaHUAM NpaBua Hag exalen NPon3BOACTBEHHO M NPAKTUKK, U
ero nepeBoj Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM NOpPSAAKE, B C/ly4ae, eCv NPoM3BOACTBO
dapmaLeBTMYECKOW CybCTaHLMM OcyLlecTBAsSETCA 3a npeaenamm Poccuitickoit Pepepaunu;

(n. 2.2 BBegeH PeaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

3) NpOeKT HOPMAaTMBHOrO [AOKYMEHTa Ha JIeKapCTBEHHbIA NpenapaT A/lA BeTepMHAPHOro
npUMeHeHus;

4) pOKYMEHT, cogeprawmii cneayrowyto nHdopmaumio o GpapmaLeBTUYECKON cybCTaHUUU MK
bapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTAB JIEKAPCTBEHHOro npenaparta 4/14 BeTePMHAPHOro
npuUMeHeHun:

a) HaumeHoBaHMe ¢apmaLeBTMYeCcKol cybCcTaHUMKM, ee CTPyKTypa, obume cBokcTBa (npwu
rocyAapCTBEHHON  perncTpaumm  MMMYHOBMONOTMYECKMX  IeKapCTBEHHbIX  MpenapatoB  AaA
BETEPMHAPHOIO MPUMEHEHNA MPEACTaBAAOTCA CBEAEHMA O LITaMMe, BKAOYAA €ro HaMMeHOoBaHue,
MHPOPMALMIO O MPOUCXOMKAEHMM, EFO CBOMCTBAX, XapPaKTEPUCTMKAX U MECTe AeMNOHUPOBaHUA);

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

6) HauMeHOBaHWe 1 aApec NPOU3BOANTENS;

B) TeXHON0rnmAa nponssoacTtea C onMCaHNem CTaAMVI npon3sBoAacTBa U MEeTO40B KOHTPO/1IA Ha BCEX
CTaamAax nponsBoacCcTBa,
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r) uHbopmauua o npumecax (He npeacTaBaseTca MNpPU  TOCYAAPCTBEHHOM perncrpauumm
MMMYHOBMONOIrMYECKUX IEKAPCTBEHHbIX NPENapaToB A/19 BETEPUHAPHOTO NPUMEHEeHNA);
(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneumdmrKauma Ha dapmaLLeBTUYECKYIO CybCTaHUMIO (He NpeacTaBaneTcs npu rocyaapcTBeHHoM
perucTpauym MMMyHOBMON0rMYECKMX IEKAPCTBEHHbIX NPEnapaToB A1 BETEPUHAPHOTO NPUMEHEHUSA);
(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onucaHne MeTOAMK KOHTPOA KauecTBa;

X) pesynbTaThl aHanusa cepuii dpapmaueBTUYECKON cybcTaHUMM (He npeacTaBAslOTCa NpU
rocy4apCTBEHHOW  pPerucTpaumMm  MMMYHOBMONOTMYECKUX  JIEKAPCTBEHHbIX  MpenapaToB AN
BETEPUHAPHOIO NPUMEHEHUS);

(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3) NnepeyeHb CTaHAaPTHbIX 06Pa3LLOB UM BELLECTB, UCMNOb3YeMbIX NMPU OCYLLECTBAEHUU KOHTPONA
KauyecTBa;

VI) OnnCaHne XapakKTepnuctnk 1 CBOWCTB YNaKOBOYHbIX MaTeEPNAIOB U YKYNMOPOYHbIX CPEACTB;

K) QMOaHHble O cTabuabHOCTM (He nNpeacTaBNAKOTCA MPUM  FOCYAapPCTBEHHOW perncrpaumm
UMMYHOBMONOTMYECKUX IEKAaPCTBEHHbIX NPenapaToB A1a BEeTePUHaAPHOro NPUMeHeHnn);
(8 peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

}'I) CPOK rogHOCTH, ycnosuAa XxpaHeHUA;

5) oTyeT o0 pesynbTaTax AOKJAMHUYECKOrO MUCCNeA0oBaHMA /IeKapCTBEHHOro cpeacTsa  ANnd
BETEPUHAPHOro NPUMEHEHUs, BKIOYalOLWMIA ONUcaHMe MeToA0B onpeae/ieHns OCTaTOUYHbIX KOAMYecTs
OENCTBYIOLLErO BeLlLecTBa (AENCTBYIOWMX BELLECTB), AOCTMrawolero (4OCTUratowmx) CUCTEMHOrO
KPOBOTOKa, B MPOAYKLUU KUBOTHOTO MPOUCXONKAEHUA Mociae NPUMEHEHUA TaKoro NeKapCcTBEHHOro
CPe/ACcTBa, a TaKXKe AoKyMeHTalbHoe NoATBepXAeHWe (Banngaums) ykasaHHbIX MeToA0B;

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

6) OT4HET O pe3ynbrtataxX KAUHUYECKOro wuccnenoBaHmnA J1eKapCTBEHHOrNo npenapata AaAa
BETEPUHAPHOIO NPUMEHEHNA Y KaxXXA0ro Buaa KNBOTHbIX, YKa3aHHbIX B UHCTPYKUUKU NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT WHCTPYKUMM NO BETEPUMHAPHOMY MPUMMEHEHUIO JIeKapCTBEHHOro npenapara,
cofepKallein cneayrowme ceeaeHun:

a) HaMmeHoBaHMe  /IeKapCTBEHHOro  npenapaTa ANA  BeTEepMHapPHOro  NPUMEHEeHMUs
(mexkayHapogHoe HenmaTeHTOBaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XUMUYECKoe W  Toprosoe
HaMMeHOBaHUA);

6) NeKapcCTBeHHaA d)opma C YKa3aHunem HaWMEeHOBAHMMA W KOJIMYECTBEHHONO COCTaBa
AEVICTBVIOU.I,VIX BelleCTB 1 Ka4eCTBEHHOIO COCTaBa BCNOMOraTe/ibHbIX BELLECTB,

B) OonncaHme BHeEWHEro snuaa 1eEKapCTBEHHOIO NpenapaTa 414 BETepPUHAPHOIo NpUuMeHeHuA,;

r) dapmakoTepaneBTMYecKasa Trpynna JEKapCTBEHHOro npenapata Aaa BeTEePUMHAPHOro
NPUMEHEHNA UK YKa3aHWe "romeonaTuyeckuii IeKapcTBEHHbIN npenapat”;

A)  dapmakoavHamuKa M dapMaKoOKMHEeTMKa (33 ucKaodeHMem  GapMaKOKUHETMKM
romeonaTMYeckuX EeKapCTBEHHbIX MPEenapaToB M PacTUTENbHbIX J/IEKAPCTBEHHbIX MpPenapaTos) MAn
onuncaHne MMMYHOBMNONOrMUYECKMX CBOMCTB 1EKAPCTBEHHOrO Npenapara;

e) NOKa3aHnA ONA NPpUMEHEHUA,
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) NPOTUBOMOKa3aHUA ANA NPUMEHEHUS;
3) Mepbl NPeAOCTOPOXKHOCTU MPU NPUMEHEHUU;

1) YKazaHUe BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHNA Y BepPEMEHHbIX }KUBOTHbIX, Y }KUBOTHbIX
B NePUOA, NaKTaLmK, y NOTOMCTBA KMBOTHbIX;

K) peMm 403MpoBaHKUA, CNOCcob BBeAEHUA U NMPUMEHEHUA, NPU HEOBXOAMMOCTN Bpems npuema
NleKapCTBEHHOrO npenaparta A1 BETEPUHAPHOro NPUMEHEHUA, NPOAOIKUTENIbHOCTb 1IeYEHUS;

N)  BO3MOXHble Nob6oYHble AENCTBMA, HeXeflaTeNlbHble  peakuum npu  MPUMeEHEeHUM
NeKapCTBEHHOro npenapara 411 BeTepuHapHoro NpUMeHeHns;

M) CUMNTOMbI NEPES03NPOBKM, MePbl MO OKa3aHMIO MOMOLLM NPU Nepeno3nNpPOBKE;
H) B3aMMoAencTBME C APYrMMU NEKAPCTBEHHbIMM NpenapaTamu 1 (M1un) Kopmamu;
0) bopMbl BbiMyCKa JIeKapCTBEHHOro Npenaparta A/18 BEeTEPUHAPHOTo NPUMEHEHUS;

n) ykasaHue (npu HeobxoauMoOCTM) ocobeHHOCTel AeWCTBUA NieKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro NPMMEHEHMUSA NPU NepBOM NPUeme UAKN NPU ero OTMeHe;

p) onucaHue (Npu HeobxoAMMOCTH) AEWUCTBUI cneunanncTa B 061acTM BeTepuHapuu, Bnagenbla
MBOTHOTO NpW MpOMNycke nNpuema OAHOM WAN HECKONbKUX A03 NeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro NPUMEHEHMUS;

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

C) CPOK TOOHOCTUM W YKas3aHuWe Ha 3anpeTr npumMeHeHUA NEeKapCTBEHHOro npenapata 414
BETEPUHAPHOIo NpuMeHeHunA No NcTted4eHnn Cpoka roaHoCTu;

T) YCNOBUSA XpaHeHuUs;

y) YKa3aHuWe Ha HeO6XO,£I,MMOCTb XpPaHEeHNA NEKapCTBEHHOIO npenapata AnAa BETEPUHAPHOIO
npuMmeHeHnA B MecCTax, HEAOCTYNHbIX ANA AETEﬁ;

¢) yKasaHue (npy HeobXoAMMOCTM) cheumanbHbIX Mep NPeaoCTOPOXNKHOCTU NPU YHUUTOXKEHUU
HEeWCMNo/b30BaHHbIX IEKAPCTBEHHbIX NMPENapaToB 4/ BETEPUHAPHOTO NPUMEHEHWS;

X) CPOKM BO3MOXHOIo UCnosib3oBaHMA NpoaykKunn MBOTHOIMO NponCXoxgeHnA nocne seeaeHuA
KNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 4/1A BETEPUHAPHOIO NPpUMEHEHNA;

L) ycnoBuma oTnycka;

‘-I) HanMeHOBaHNA W agpeca MNpPousBOACTBEHHbLIX NAOWAAOK npounssoanTena NeKapCrBeHHOro
npenaparta gna BeTepUHapPHOro NnpuMeHeEHUA;

W) HaMmeHoOBaHMe, agpec OpraHU3aluuMu, YNONHOMOYEHHOW AepsKaTenem WAU Bnadesblem
PerucTpaLmoHHOro YAOCTOBEPEHMA NeKapCTBEHHOro npenapata Ha MPUHATME NpeTeH3ui  oT
nortpebutens;

8) NPOEeKTbl MaKeTOB NEePBUYHON YNAKOBKM M BTOPMYHOM YNAKOBKM /IeKapCTBEHHOro npenaparta
AN BETEPUMHAPHOIO NPUMEHEHUS;

9) cneaymwouime ceegeHnAa o 1IeKapCTBEHHOM NMpenapaTe ANA BeTepUHaAPHOro npuMeHeHUA:
a) OnncaHme N CoCTtaB Z1IEKAPCTBEHHOIO NpenapaTta A/1A BETEPUHAPHOIO NpUMeEHEHNA;

6) onucaHue dpapmaLieBTMYECKOW pa3paboTKu;
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B) onuvcaHMe npouecca NPoOM3BOACTBA M €ro KOHTPOAA, NOANMCAHHOE B NOPAAKe, YCTaHOBNEHHOM
B COOTBETCTBMM C YacTbto 1 HacToALLeN cTaTby;
(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onuMcaHue KOHTPOAA KPUTMUYECKUX CTadui MNPOU3BOACTBA U MPOMENKYTOUHOM MPOAYKLUMK,
noanucaHHoe B NOPALKE, YCTAaHOB/IEHHOM B COOTBETCTBMM C HYacTbto 1 HACTOALLEN CTaTby;
(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HanumeHOBaHWA M agpeca pa3paboTyumKa, Aep)KaTens WauM BAageNbLa PerucTpaLmoHHOro
YOOCTOBEPEHMA  /IEKAPCTBEHHOrO NpenapaTa, MNPOM3BOACTBEHHbIX MNJOWAAOK  MPOM3BOAUTENA
JleKapCTBEHHOro npenaparta A1A BETEPUHAPHOro NPUMEHEHUA C YKa3aHMEM CTaguil TEXHONOMMYECKOro
npouecca, OCYLLeCTBAAEMbIX Ha MPOU3BOACTBEHHbIX M/OWAAKaX MPOU3BOAUTENA J1€KAPCTBEHHOTO
npenapara 4/1a BETEPUHAPHOIo NPUMEHEHUS;

(B peq. PepgepanbHbix 3aKoHOB 0T 13.07.2015 N 241-d3, o1 02.08.2019 N 297-93)

e) papmaLeBTMYECKan COBMECTUMOCTb;

) MUKpPOBMONOrMUYECKME XapaKTEPUCTUKN;

3) MaTepuanbHbIit 6anaHc N8 NPOM3BOACTBA CEPUU TOTOBOIO NPOAYKTA;

1) onncaHne XapaKkTePUCTUK U CBOMCTB YNaKOBOUYHbIX MaTePUaioB U YKYMOPOUHbIX CPeACTs;
K) LOKYMeHTalbHOe NoATBeprKAeHUe (Bannaaums) NpoLeccos U (MamM) UX OLeHKa;

}'I) TpeﬁoBaHMﬂ K Ka4yecTtBsy BCNOMOratesibHbiIX BellecTB (CepTVIq)VIKaT, Cl'IeLI,M(I)MKaLI,Mﬂ Ha
BCNoOMorartesibHble BelwecTsa N1 nx 06OCHOBaHME),'

M) dHaAnTnyeckme MeToaukn, ucnosibsyemble npn  OCywecTtBIEHUN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB,

H) AOKYyMeHTanbHOEe NoATBepXAeHWe (Banngauma) aHaIMTUYECKUX MEeTOAMK, UCNOJb3yeMblX Npu
OCYLLECTBAEHUN KOHTPO/IA KayecTBa BCOMOraTe/ibHbIX BELLEeCTB;

O) MHCbOpMaLI,Mﬂ 06 MCNO/Ib30BaHUM BCMOMOraTeIbHbIX Beuw,ecTBs 4enoBeyeCkoro m XMBOTHOIO
NPOUCXOXKAEHUA,

n) yrpatun cuny. - deaepanbHbiit 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K KayecTBy JIEKAPCTBEHHOro npenapata ANs BETEPMHAPHOro MNPUMEHEHMUSA
(cepTndmKaT, cneunduKaLmsa Ha NEKAPCTBEHHbIM NpenapaT U ux obocHoBaHKe);

C) aHaAnTnyeckme MeTogunkuy, wuncnoab3dyembie TMpuU  OCYWECTBZIEHMMN KOHTPONA Ka4decCTBa
NeKapCTBEHHOrO nNpenaparta 414 BETEPUHAPHOIO NPpUMeEHEHNA,

T) AOOKYMEHTa/ZIbHOE noarBepXaeHue (Banmp,au,m) dHaMINTUHECKNX METOAUNK, NCNOIb3yeMbIX Npu
OCyLLEeCTBZIEHUN KOHTPO/IA Ka4eCTBa ZIEKAPCTBEHHOIO NpenapaTta 4N1A BETEPUHAPHOTO NPUMEHEHNA;

y) OOKYMEHT, NOATBEPXKAAIOWMIA KayecTBO /JIEKapCTBEHHOro npenaparta TPex MNPOMbILAEHHbIX
cepuit (NPOTOKOAN aHanuM3a uauM cepTUPUKAT aHanM3a), ogHA cepua KOTOPOro AO/KHA COBMadaTb C
cepueii o6pasLa eKapcTBEHHOro Npenapara, NoAaHHOro Ha PerncTpaLmio;

) XxapaKTepucTnKa npumecei;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNOoIb3yeMbIX MPU OCYLLeCTBNIEHNUN KOHTPOJ/IA KayecCTBa
NeKapCTBEHHOro npenaparta 414 BETEPUHAPHOIO NpnmeHeHuA,
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1) AaHHble 0 CTabMNbHOCTM IeKaPCTBEHHOrO Npenapara 418 BETEPUHAPHOrO NPUMEHEHUS;

10) KonuAa [OKyMeHTa, codep)kawero uHGopmauuio O Haandmm unm o6 otcytcTBum daKtos
perucTpauum 1ekapcTBEHHOro NpenapaTa A/ BeTepMHAPHOro NpUMeHeHna 3a npegenammn Poccuinckon
depepauum;

11) cornacue B NUCbMeHHOW dopme, NPeAycCMOTPEHHOEe YacTbio 7 HaCToALLEl CTaTbU, B Cay4yae
perMcTpauumn BocnponsBeeHHOro J1IeKapCcTBEHHOro Npenapara;
(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonMA [OKYMeHTa Ha PYCCKOM A3blKe, 3aBEPEHHOro B YCTAaHOB/JEHHOM MoOpsAgKke U
NMOATBEPKAAIOLIEr0 MNPaBOMOYHOCTb 3afiBIEHUA O FOCYAapCTBEHHOW PerucTpauumn NeKkapcTBEHHOro
npenaparta Ans BeTepUHapHOro NnpumMeHeHus (40BePeHHOCTb);

KoHcynbTaHTlAOC: NpumeyaHue.

Poccuiicknm nponsBoauTeNns M MMMYHOOMOOTMYECKUX IEKAPCTBEHHbIX NPEernapaToB paspeLlleHo 40
31.12.2022 He npeAcTaBnATb cBeAeHMA B coOTBeTCTBUM € N. 13 u. 3 cT. 17 npu perucTpaunm Takmx
npenapaTos, MOJYYEHHbIX C NMPUMEHEHUEM TEeHHO-UHXKEHEePHO-MOANPULMPOBAHHbBIX OPraHM3MOB
WN COAepKaLLNX UX.

13) cBeaeHMA O TrocyZapCTBEHHOM perncrpauuu  reHHo-UHXeHepHOo-MoAUdULMPOBAHHbIX
OpraHu3MoB, MpefHasHa4YeHHbIX A/A BbINyCKa B OKpyXKatowy cpeny (npu rocyaapCTBeHHOM
pPerucTpauum NeKapCTBEHHbIX MPenapaToB [AasA BETEPUHAPHOro MNPUMEHEHMUA, TMOJIYYEeHHbIX C
NPUMEHEHNEM TE€HHO-UHKEHEPHO-MOANDULMPOBAHHBIX OPraHM3MOB WAW  COAEPHKALLMX TaKue
OpraHusmsl).

(n. 13 BBegeH PepepanbHbim 3akoHOM oT 02.08.2019 N 297-93)

4. Mpy npoBeAeHUUN YCKOPEHHOM MpoLeaypbl 3KCNepTM3bl /SIEKApPCTBEHHOro npenapata gas
BETEPUHAPHOro NPMMEHEHUS B LLeNIAX ero rocyAapCcTBEHHOM perncrpaymm BMeCcTo oTyeTa paspaboTumKa
0 pe3ynbTaTax AOKAMHUYECKOro WCC/NeA0BaHUA NEKAPCTBEHHOrO cpeacTBa AN BETEePUHAPHOro
NPUMEHEHUs MOXKeT ObITb npeacTaBneH 0630p HayyHbix pPaboT o pesynbTaTax AOKAMHUYECKOro
nccnenoBaHma pedpepeHTHOro IEKapCTBEHHOrO NpenapaTa A1a BETEPUHAPHOro NPMMEHEHUSA, @ BMECTO
OTYeTa O pe3ynbTaTaX KAMHUYECKOro UCCNenoBaHMA NIEKapPCTBEHHOrO Npenaparta gaa BETEPUMHAPHOro
NPUMEHEHUs OTYET O pesynbTaTax WcCNefoBaHUN BUMOIKBMBANIEHTHOCTM BOCNPOM3BEAEHHOIO
JIeKapCTBEHHOrO Npenapara AN BEeTePMHAPHOIo NPUMEHEHMA.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-3)

5. Ha 3KcnepTusy pasauyHbIX fleKapcTBEeHHbIX GOPM OZHOrO M TOrO Ke JIeKapCTBEHHOro
npenapata gaa BETEPUHAPHOrO MPUMEHEHUA 3aABUTENb NPEeACTaBAAEeT OTAE/bHble 3anBNEHUA WU
perucTpaunoHHble A0Cbe Ha KaXKayto IeKapcTBeHHY0 ¢opmy. MNpu ycnoBMM OA4HOBPEMEHHOM Nogayn Ha
3KCMNepTU3y OAHOM NEKApCTBEHHON GOPMbI C Pas/IMUYHBIMKU A03MPOBKON, KOHLEHTpauuein, obbemom
3aABUTENb NPEACTaBAAeT OAHO 3anAB/NeHMEe U PerucTpauMoHHOEe A0Cbe C MPUIOKEHWEM MaKeToB
NepBMYHOM YNAKOBKM M BTOPMYHOM YNAaKOBKWU. Ha MaKkeTax NepBMYHOM YNAaKOBKMN M BTOPUYHOM YNAKOBKK
YKasblBalOTCA BCE NPOM3BOAUMbIE A03UPOBKU, KOHLEHTPALMKU, 06BbEMbI M KOMYECTBO 403 B YNAaKOBKe
NeKapCTBEHHOro Npenaparta Aaa BeTePUHaPHOro NPUMeHeHMsn.

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

6. B cnyyae HenpeAacTaBieHUA C 3aABJEHMEM O FOCYAapPCTBEHHOM PErncTpaummn NeKapcTBeEHHOro
npenapaTta AN BETEPUHAPHOIO NPUMEHEHNA AOKYMEHTOB, NOATBEPKAAOLWMX YNAATY rocyAapCTBEHHOM
MOLWANHbBI M YKa3aHHbIX B NMyHKTE 7 4acCTM 2 HacToAWEN CTaTbW, CBEAEHUI O NIMLEH3MUAX, YKa3aHHbIX B
nyHkTax 1 ¥ 2 4actm 3 HacToAwen cTaTbM, a TaKke BblgaBaemblx (npenocTaBasembix)
YNOAHOMOYEHHbIMKN deaepanbHbIMU OpPraHamm WCNOMIHUTENbHOW BNACTU OOKYMEHTOB (CBeAEeHUi),
YKasaHHbIX B NyHKTe 2.1 yacT 3 HacToAlen cTaTbW, YMNOJHOMOYEHHbIN deaepanbHbIi oOpraH
WCMONHUTENbHOM  BAACTM  3anpallMBaeT  YKasaHHble OOKYMeHTbl  (cBedeHua) B nopagke
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MeXBegoMCTBEHHOIro MHGOPMaLMOHHOIO B3aNMOAENCTBUA.
(4acTb 6 B pea. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

7. He ponyckaeTcs WMCNOAb30BaHME B KOMMEPYECKMX Uuensx WHbopmauum o pesyabTatax
AOKNNHNYECKNX MCCHEAOBaHMVI NNeKapCTBEHHbIX CpeacTs U KAIMHNYECKUX MCCﬂe,ﬂ,OBaHMVI NNeKapCTBEHHDbIX
npenapaTtoB A/1a BETEepPMHAPHOro NMPUMEHEHUA, NpencTaB/AeHHOW 3anaBUTeNeM ANA TOCYAapPCTBEHHOM
perucTpaummn IeKapcTBeHHbIX npenapatoB, 6e3 ero corfacMa B Te4YeHWe LWecTu feT ¢ A4aThl
rocyapCcTBEHHOM perncTpaummn pepepeHTHOro IeKapCcTBEHHOro npenapara B Poccuiickon ®egepaymn.

8. [lepaTtenb UAu Bhagenel, permcTpalMoOHHOro yA0CTOBEPEHMA IeKapCTBEHHOIO Npenaparta 4ns
BETEPMHAPHOIO NPMMEHEHUA NPEeACTaB/IAeT B YNOJHOMOYEHHbIN ¢pesiepanbHbli OpraH UCNOHUTETbHOM
B/1ACTM OTYET MO pe3ynbTaTam dapmMaKoHaA30pa O4MH pa3 B LWECTb MeCALLEB B TEYEHUE ABYX JIeT nocse
rocyfapcTBEHHOM pPerucTpaumMm NeKapcTBeHHOro npenapata B Poccuiickoit depepauumn, 3aTem
€)KeroAHo B TeYeHue nocneayowmx Tpex eT 1 B AasbHelwem oAnH pas B TPU roga.

(4acTb 8 BBeAeHa PeaepanbHbim 3akoHoMm oT 02.08.2019 N 297-d3)

Cratba 18. MNogauya w paccmoTpeHUMe 3asB/eHUMA O TFOCYAapPCTBEHHOUW perucrpauum
NIeKapCTBEHHOro nNpenaparta Asa MegULUUHCKOro NPMMeEHeHUA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [na rocynapCTBEHHOM perucTpaumMm JIeKapCTBEHHOro npenapaTta And  MeAMLMHCKOro
NPUMEHEHUS LOPUANYECKOE NNLO, OENCTBYlOWEee B COOCTBEHHbIX MHTEpecax WM YNoJHOMOYEHHOoe
npeacTaBAATb MHTEPECbl APYroro IPUANYECKOro AnLa W 3aAaBAAIOWEe SIeKapCTBEHHbIM npenapaT Ha
rocyapCTBEHHYIO perucTpaumio (oanee B HacTosAwel CcTaTbe - 3asBUTENb), NpeacTaBAseT B
YNO/IHOMOYEHHbIN deaepasbHbli opraH UCMOAHUTENIbHOW BAACTM, OCYLLECTBAAOLLMNIN roCyAapCTBEHHYIO
PErncTpaumIo NekapcTBEHHbIX NPenapaToB 411 MeAULMHCKOro NPUMeEHeHUs, B 31eKTPOHHON dopme U
Ha BymarKHOM HocuTesie 3asiB/IEHME O FrOCyAapCTBEHHON perMcTpaLmmn NeKapcTBEHHOro npenaparta ans
MeOMLMHCKOTO MPUMEHEHMA, a TaKKe B MopsiiKe, YCTaHOBAEHHOM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM MCMOAHMUTENbHOM BNACTU, B 3NEKTPOHHON dopme M Ha BymaxkHOM HocuTene Heobxoaumble
OOKYMEHTbI, U3 KOTOpbIX GOpMUPYETCA PervcTpaLmMoHHOe A0Cbe Ha JIEKapCTBEHHbLIV NpenapaTt Ans
MeANLMHCKOro NPUMeEHEHUA.

(4acTb 1 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aaBneHunun o FOCY,CI,apCTBEHHOVI PErncTpaLtmn neKapCTBeHHOro npenapata 4na megnuynHCKoro
NPUMEHEHUA YKa3blBalOTCA:

1) HavMmeHoBaHMWe, agpec 3aABUTENA W MNPOWM3BOAWUTENS JIeKapCTBEHHOro npenapaTta Ans
MeAMLMHCKOro NPMMEHEHWA, CBeAeHUA 06 UX perncTpauum B KauyecTBe HajoronaaTtesblimMKa B CTpaHe
peructpauun (41a POCCUMCKUX IOPUANYECKUX UL, - UAEHTUPUKALMOHHBIM HOMEp HaaoronaaTeNblimMKa
(MHH), fANs MHOCTPaHHbIX KPUAMYECKUX NNL, - CTPAHA PErMcTpaLmm, HaMMeHOBaHME PETUCTPUPYIOLLENO
opraHa, pPerucTpauMoHHbIi HOMep, Kog HajoronnaTtesbliyKa B CTpaHe peructpauuu (MHKopnopauun)
WM ero aHanor) u aapec MecTa oCyLWecTBNeHUA NPOU3BOACTBA JIeKapcTBEHHOro npenapara (B ciyyae
HaAM4YMA HECKONbKMX Y4YacTHMKOB Mpouecca ero npou3BOACTBA HeEOBXOAMMO YKasaTb KaxKgoro
Y4YacTHMKa B COOTBETCTBUM C OCYLLECTBAAEMON CTaAnelt NPoOn3BOACTBA);

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

2) HaMmeHOBaHWE  JleKapCTBEHHOro npenapata 444  MeAUUMHCKOro  MpUMeHeHus
(meXkayHapoaHoe HenmaTeHTOBaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XUMUYECKoe W  Toprosoe
HaMMeHOBaHUA);

3) nepeyvyeHb AeﬁCTByIOU.LMX M BCNOMOraTe/ibHbIX BeLWECTB, BXOAALWMNX B COCTAaB J1IEKAPCTBEHHOIO
npenaparta ga1a meanunHCKoro npumeHeHuAa, C ykasaHmem KoIn4ecTBa KaxXa0ro n3 HuXx,

4) nekapcTBeHHas ¢opma, A03MPOBKA, CNocobbl BBEAEHMA W MPUMEHEHMUA, CPOK FOAHOCTM
NeKapCTBEHHOro npenapaTta ANa MeAnLMHCKOro NPUMEHEHUS;
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5) dbapmaKoTepaneBTMYECKas rpynna, KoA, aHATOMO-TepPaneBTUYECKO-XMMUNYECKOMN
Knaccudumkaumm, peKomeHaoBaHHOM BcemupHOM opraHusaumen 34paBOOXPaHEHUs, 3aaB/AEMble
NOKasaHuA A8 NPUMEHEHMA IEKapCTBEHHOTO NpenapaTa A8 MeAULUMHCKOIro NPUMEHEHUS;

6) oTcyTcTBME HeobXxoAMMOCTM MpPeaoCTaB/eHMss oOTyeTa O pesynbTaTax  KAMHUYECKOro
nccnenoBaHnA, nccienoBaHna 6GMO3KBMBANEHTHOCTM 1IEKAapPCTBEHHOMO Mpenaparta, pPaspeweHHoro aas
MeAMLUMHCKOro npumeHeHus B Poccuiickon @egepaumm 6onee ABaguatv feT, C YKasaHWem
HOPMaTMBHbIX NPABOBbIX aKTOB, MOATBEPAAIOLLMX AaHHbIN CPOK MPUMEHEHNSA;

7) HeobxoammocTb opopmaeHMA paspelleHma Ha BBO3 B Poccuiickyio deaepauuio KOHKPETHOM
napTMM  3aperncTpuMpoBaHHbIX W (MAKN)  HEe3apPerncTpupoBaHHbIX  /IEKAPCTBEHHbIX  CPeACTs,
npefHasHavyeHHbIX AN NPOBEAEHUA 3KCNepTU3bl EKAPCTBEHHbIX CPeACTB B LLENSAX rocyAapCcTBEHHOM
perucTpauum;

8) HeobXoAMMOCTb MPOBEAEHUA SKCNEPTU3bl AOKYMEHTOB, MPeACTaB/NeHHbIX ANA OnpeaesieHus
BO3MOMHOCTM pPaccMaTpMBaTb JIEKApPCTBEHHbIM Mpenapat Ana MeAUUMHCKOTO MPUMEHEHUA npu
OCYLLEeCTBNEHMM FOCYAaPCTBEHHOW perncTpaumnm B Kayectse opdhaHHOro EKapCTBEHHOro Npenapara;

9) HeobXx0AMMOCTb NMPUMEHEHUSA YCKOPEHHOM NpoLLeaypbl SKCMEePTU3bl IEKAPCTBEHHbIX CPEACTB B
LeNsx rocyapcTBEHHOM perncTpaLmm JeKapcTBeHHOro npenapara;

10) KOoNUKU LOKYMEHTOB, NOATBEPKAAIOLWMX YINIATY rOCYAaPCTBEHHOM MOLW/NHDI:

a) 3a nNpoBeAeHMe 3KCMEepPTU3bl SOKYMEHTOB, NMPeACTaB/AEHHbIX ANS OonpeaeneHns BO3MOXKHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbIM MpenapaT Aasa MeAMUMHCKOTO NPUMMEHEHWA TMpPU  OCYLLecTBeHUN
rocyf,apCTBEHHOM perncTpaummn B Kauectse oppaHHOro NEKAPCTBEHHOTO Npenapara;

6) 3a NpoBeAeHMe 3KCNEePTU3bl KauyecTBa /IeKapCTBEHHOro CPeacTBa M 3KCNepTU3bl OTHOLLIEHMUSA
0XMAaemoi Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA IeKapCTBEHHOrO npenapaTa, pa3peLleHHoro
ANA MeguLMHCKOro NnpumeHeHus B Poccuiickoit depepauun 6onee aBaaLatv neT, NPU OCYLLECTBIEHUM
rocy4apCTBEHHOM perucTpaumnm nekapcTBeHHOro npenapara;

B) 3a nposBegeHune 3KCnepTusbl KayecTtBa J1IEKAPCTBEHHOINO CpeacrtBa U 3KCNEepPTU3bl OTHOLWEHUA
O)KMABEMOﬁ nonb3bl K BO3MOXHOMY pPUCKY NPUMEHEHUA NEKAPCTBEHHOINO npenaparta AnA
MegnUnNHCKOro npuMeHeHnA Npu ero I'OCVAapCTBeHHOﬁ perncrtpauunm,

F) 3a nposegeHme 3KCNepTmU3bl KavyeCTBa JIEKAPCTBEHHOINO Cpeacrtea U 3KCNEPTU3bl OTHOLWIEHUA
O)KMABEMOﬁ nonb3bl K BO3MOXHOMY pPUCKY NPUMEHEHUA NEKAPCTBEHHOINO npenapata 404
MegununHCKOro npumeHeHuna, B OTHOWEHUN KOTOPOro nposeaeHbl mexXgyHapoaHble MHOIoOUEeHTPOBbIE
KIMHN4YeCkne wumccnengoBaHma, 4actb U3  KOTOPbIX nNpoBedeHa B Poccuiickon CDep,epau,MM, npu
ocyLwiecrBneHnn I'OCV,CI,apCTBeHHOﬁ perncTtpaynm nekapCTtBeHHOro npenapara;

11) Han4yne cornacnAa npousBoanTenAa NeKapCTBEHHOro npenaparta, NpouM3BoAacTBO KOTOPOro
ocywiecreBnAaeTca 3a npeagenamu Poccuiickom d)ep,epau,mm, Ha npoBegeHne HUHCNEKTUpPOBAHUA
nponssoaunTenAa Ha COOTBETCTBUE Tp66OBaHMHM npasun Hap,nemam,eﬁ I'IpOM3BOp,CTB€HHOl7I NPaKTUKK;

12) Hannume cornacus, NPeAyCMOTPEHHOrO 4acTbio 18 HacTosALWel CcTaTby;

13) yKkasaHMe BMAA /IeKAapCTBEHHOro npenapaTta, MPeACTaBAEHHOTO Ha  Perucrpauumio
(pedepeHTHbIM  NEeKapCTBEHHbIM  MNpenapaT, BOCMPOM3BEAEHHbIM  JIEKAPCTBEHHbIM  Mpenapar,
6M0I0rMYECKNIN NEKAPCTBEHHbIN NpenapaT, 6uoaHanorosbliii (6MONOA06HbLIN) NeKapcTBEHHbIN Npenapat
(6roaHanor), romeonaTUYECKNIM NEKAPCTBEHHbIV Npenapart, IeKapCcTBEHHbIN pacTUTeNbHbIM Npenapar).
(4acTb 2 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PerncrpaunoHHoe pocbe Ha }'IEKapCTBEHHbIﬁ npenapat gna MeguunHCKoro npumMmeHeHuA
npeagocraBaAeTcAa B d)oplv\e O6LLI,€FO TEXHUYECKOIO AOKYMEHTA.
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(4actb 3 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)
4. Pazgen ooKyMeHTaumMm agMUHUCTPATUBHOIO XapaKTepa BKAOYaEeT B cebs:

1) 3aABNEHME O rocyaapCTBEHHOM perucTpalmm NeKapcTBEHHOro npenaparta Aas MeauLMHCKOro
NPUMEHEHUSA B 3IEKTPOHHOM Ppopme 1 Ha ByMaKHOM HOoCUTeNE;

2) KOMWIO [AOKYMeHTa Ha PYCCKOM A3blKE, 3aBEPEHHOro0 B YCTaHOB/AEHHOM MOpAaKe W
MOATBEPKAAIOLLErO NPaBOMOYHOCTb 3aABUTENA NOAaBaTh 3aAB/EHNE O rOCyAapCTBEHHON perncrpaumm
NIeKapCTBEHHOro npenaparta Aasa MeAULMHCKOro NpMMeHeHUn (40BEPEHHOCTL);

3) cBegeHus 0 AaTe NPeAoCTaBAEHUA U PErUCTPALMOHHOM HOMEpe INLEH3MMU Ha NPOU3BOACTBO
JIeKApCTBEHHbIX CpPeacTB MAM CBEAEHMA O fgaTe npeaocTaBNeHMA W PEerncTpauyMoHHOM Homepe
3aK/IlOYEeHMA O COOTBETCTBMM NPOU3BOAUTENA JIEKAPCTBEHHbIX CpPeacTs TpeboBaHMsM npaBun
Haga/exalleld MpPOM3BOACTBEHHOW MPAKTUKKM, BblAAHHbLIX (MPefoCcTaBAEeHHbIX) YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM MWCMNONHWUTENBHOM BIACTM B OTHOLWEHMM MPOU3BOACTBEHHON NJIOLWAAKM
PErnCTPMPYEMOro NeKapCTBEHHOro npenapaTta, B C/yyae, €ciM MNPOU3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyuiectsaseTca B Poccuiickon degepauymm;

(8 pea. PepepanbHblx 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)

4) Konuo NpeaocTaBNeHHON YNOAHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAMUTENS NULEH3UN Ha
NPOW3BOACTBO JIEKAPCTBEHHOrO MpenapaTa M ee nNepeBof Ha pPYCCKMN A3blK, 3aBepeHHble B
YCTaHOBNEHHOM MOPSAAKE, @ TaKKe KOMUIo 3aK/1I04YEHNA O COOTBETCTBMU NPOU3BOAUTENA JIEKAPCTBEHHbIX
cpencte  TpeboBaHMAM  MNpaBUA  Hag/exalehm  NPOM3BOACTBEHHOM  MPAKTUKW,  BblAaHHOro
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHoOM UCMONHUTEIbHOW B1ACTU B OTHOLLIEHMM NPON3BOACTBEHHOM
NOWAAKN PErucTpUpPyemMoro IeKapCTBEHHOro npenapaTa, WM KOMWIo pelleHMa YNoJHOMOYEHHOro
denepanbHOro opraHa WCNOJHUTENIbHOM BAACTU O MPOBEAEHUM WMHCMEKTUPOBAHWUS MPOU3BOAUTENS
NIeKapCTBEHHbIX CPeAcCTB, B Cy4yae, eCan NPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLecTBAAeTcs 3a
npegenamu Poccuiickon deapepaumm;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)

5) NpoeKT MHCTPYKUMM NOo MeAULMHCKOMY MPUMEHEHUI0 /IeKapCTBEHHOro npenapara,
cogeprkallen cneaytolime ceeaeHus:

a) HanmeHoOBaHWE NEKapPCTBEHHOrIo npenapaTa (Me)K,D,yHapO,D,HOE HEeNnaTeHToOBaHHOE, WK
rpynnnpoBoYHOE, U1 XMuMn4eCKoe U Toprosoe HaMMEHOBaHMﬂ),'

6) NeKapcTBeHHaA cbopma C YKa3aHunem HaMMEHOBAHMUA W KOJNMYECTBEHHOFO COCTaBa
AEVICTBy}OLLI,VIX BeulwecTB U Ka4eCTBEHHOINo COCTaBa BCMNOMOraTe/ibHbIX BeLLECTB (an HeO6XO,CI,MMOCTM
KOZIN4ECTBEHHOIO COCTaBa BCNoMoraTte/ibHbIX BELLI,ECTB),'

B) onMcaHMe BHEWHEero B1aa 1eKapCTBEHHOro NpenapaTta 414 MeAULUHCKOrO MPUMEHEHWS;
r) GM3nKO-XMMMYECcKne CBOMCTBA (415 pagnodapmaLLeBTUUECKUX IeKapCTBEHHDBIX NPenapaTos);

A) dapmaKkoTepaneBTMYECKas rPynna, Ko J/IeKapCTBEHHOro npenapata A48 MeAMLMHCKOro
NPUMEHEeHWA MO  aHAaTOMO-TepPaneBTUYECKO-XMMMYECKOM  KAacCMpUKauMM, PeKoMeHAOBaHHOM
BcemMpHON oOpraHuWsauuern 34paBOOXPAHEHMA, WMAM YKasaHWe "roMeonaTUYEeCKMin NeKapCTBEHHbIN
npenapat”;

e) dapmakoaMHaMMKa U GapMaKOKMHETMKa (32  WMCKAloYeHMeM  papMaKOKMHETUKM
romeonaTMyecKnx 1eKapCTBEHHbIX MPenapaToB M PacTUTE/bHbIX NEKAPCTBEHHbIX MPEnapaTos);

)K) NOKa3aHnA ONA NpUuMeHeHUA,

3) NPOTNUBOMNOKA3aHMA ANA NPUMEHEHUNA;
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1) Mmepbl NPeAoCTOPOXKHOCTM NPU NMPUMEHEHMMK;

K) yKasaHMe BO3MOMHOCTU U OCOBEHHOCTEW NPUMEHEHUS JIeKAapCTBEHHOro npenaparta Ans
MEAMULIMHCKOTO MNPUMEHEHUA 6GepeMeHHbIMU KEeHLIMHAMK, XEeHLWWMHaMM B Mepuoa, rpyaHoro
BCKapM/IMBaHUSA, A€TbMMU, B3POC/IbIMU, UMEIOLIMMWN XPOHUYECKME 3ab0NeBaHMS;

N) peXknm 403npoBaHus, cnocobbl BBEAEHWA U NPUMEHEHMA, MPM HEOBXOAMMOCTM BpemMa npruema
NleKapCTBEHHOro npenaparta A8 MeAULMHCKOrO NPUMEHEHUA, NMPOAO/IKUTENBHOCTL IEYEHUA, B TOM
yucne y geten 40 U Nocie 04HOro roaa;

M) BO3MOXHble He)KesnaTeslbHble Peakumn MNpu NPUMEHEeHUM NeKapCTBEHHOro npenapata ans
MEANLMHCKOTO NPUMEHEHUS;

H) CUMNTOMbI Nepes03nPOBKM, MEPbI MO OKa3aHWIO NOMOLLM NPU NepeLo3nPOBKE;
0) B3aMMOAENCTBME C APYTMMUN NIEKAPCTBEHHbIMM Npenapatamu 1 (Mau) NULEBLIMU MPOAYKTAMU;
n) Gopmbl BbIMYCKA IeKapCTBEHHOIO NpenapaTa;

p) ykasaHue (nNpu HeobxoAMMOCTU) ocobeHHOCTel AeWCTBUA NeKapCTBEHHOro npenaparta Ans
MeAMULMHCKOro MPUMEHEHMUs NPy NePBOM MPUEME UN NPU Er0 OTMEHE;

c) onucaHue (npu HeobxoaAMmocCTM) aeicTBuit Bpada (denbawepa) v (MaM) nayueHTa npu
Nnponycke npuema OAHOM MAM HECKONbKUX [03 NeKapCTBEHHOro npenapaTa ANA MegULMHCKOro
NpUMeHeHus;

T) BO3MOXHOE BJ/IMAHNE NEeKapCTBEHHOrNo npenaparta 4Ana MeaununHCKOro npumMeHeHuA Ha
CNocobHOCTb ynpaBaATb TPAHCNOPTHbIMU CPeEACTBAMU, MEXAHNU3MAMMWU;

y) CPOK TOOHOCTM WU YKa3aHMe Ha 3anpetr npumeHeHuUA ANeKapCTBEHHOro npenaparta 44
MegNUNHCKOTo NnpumMmeHeHnA No UCtedeHnn CpoKa roaHoCTu;

) ycnosus xpaHeHus;

X) YKa3aHue Ha HeO6XO,£I,MMOCTb XpPaHEHWA NEeKapCTBEHHOro npenaparta Ana mMmeaumumnHCKoro
NpUMeHeHA B MeCTax, HEAOCTYNHbIX ANA ,D,ETEﬁ;

Ll,) YKa3aHue (an H606XOAMMOCTM) cneunanbHbIX mep nNpeaoCToOpoXXHOCTU NMPU YHUUTOXKEHUN
HEWNCNO/ZIb30BAHHbIX IEKAPCTBEHHbIX NpPenapaTos 414 MeAULUMHCKOIo NpuMeHeHUA;

4) ycnoBuMA OTNYCKa;

W) HaMMeHOBaHWA M agpeca NPOM3BOACTBEHHbLIX MIOWALOK MPOU3BOAUTENA NIEKAPCTBEHHOrO
npenapara;

W) HauMmMeHOBaHWe, agpec OpraHuMsauMu, YMNOJAHOMOYEHHOW AepXKaTenem WAWM BAALENbLEM
PerucTpaunoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOrO npenapata A48 MeAMLMHCKOro NpMMEHEeHUA Ha
NPUHATUE NPETEH3UI OT NoTpebuTens;

6) MHCTPYKLMIO MO MEeAUUMHCKOMY NPUMEHEHUIO UAN KPATKYIO XapaKTEPUCTUKY IeKapCTBEHHOIO
npenapara, yTBepKAeHHble B CTPaHe NPOU3BOAUTENS;

7) NPOEeKTbl MaKeTOB NEePBUYHON YNaKOBKM M BTOPMYHOM YNAKOBKM /IeKapCcTBEHHOro npenaparta
ANA MeAUUMHCKOTo NPUMEHEHUS;

8) NpoeKT HOPMaTMBHOM AOKYMEHTaUUW WAM HOPMATMBHOIMO AOKYMEHTa Ha JIeKapCTBEHHbIN
npenapar 4na MeAuLMHCKOro NpuMeHeHus b0 yKasaHne cooTBeTCTBYoLeN dapMaKonenHol cTaTbu;



9) AOKYMEHT, coaeprKawmii MHPOPMALMIO O HaNYMK UM 06 OTCYTCTBMM PaKTOB perncrpaumu
JIeKapCTBEHHOTO NpenapaTta 418 MeAULMHCKOro NPMMeHeHUs 3a npegenammn Poccuiickon ®Pepepauum;

10) KOnNMW AOKYMEHTOB, 3aBEPEHHbIX B YCTaHOB/NEHHOM MOpAAKe W NOATBepXAatowmx ¢GakT
pernctpauum /NeKapCcTBEHHOro npenapaTta B WMHOCTPaHHbIX rocyaapcTBax B KayecTBe opdaHHOro
JleKapCTBEHHOrOo NpenapaTa;

11) nnaH ynpaBneHWa puUCKamMKU AnA  OMOIOrMYECKUX JIEKAapCTBEHHbIX MpenapaToB AN
MeANLMHCKOro NPUMEHEHMS;

12) AoKymeHT o cucteme dapmaKoHag3opa AepsKaTena Wau BAagenbla PerucTpaLuMoHHOro
YAOCTOBEPEHUA NeKapCTBEHHOrO NpenapaTa;

13) [OKYMEHT, NnoATBEpPrKAAlWMIA KauyecTBO JIEKAapPCTBEHHOrO Mnpenaparta TPexX NPOMbIWAEHHbIX
cepuii (MpoToKon aHanusa wuauM cepTuduKaT aHanM3a), ogHa Cepua KOTOPOro AO0/KHa CoBnafaTb C
cepuein obpasua nekapcTBEHHOro npenapaTta 418 MegULMHCKOro NpUMEHeHUs, NpeacTaBieHHoro Ha
rocy,apCTBEHHYIO PErncTpaLmio.

(4actb 4 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

5. Pasgen xvmuyeckon, papmaueBTUYEeCcKon M BMoNornMyeckon AOKYMeHTauMn BKAOYaeT B cebs
OOKYMEHTbI, cofepXawme WHPopmaumio o dapmMaleBTUYECKOM CybCTaHUMM UM NeKapCTBEHHOM
npenapate AAa MeAMUMHCKOrO NPUMEHEeHWA, Mpolecce ero nNpousBoACTBa M MeToZax KOHTponA
KayecTBa, B TOM YMCNeE:

1) Konuio [OKYMeHTa, coAepkallero cregyowyo WHPopmauuio o dapmaleBTUYecKomn
cybcTaHuMmM Mnn dapmaueBTUYECKUX CybCTaHUMAX, BXOAALLMX B COCTaB JIeKapCTBEHHOro npenapara, 3a
UCKAoYeHnem uHbopmaumm o dapmMaueBTUYECKMX CYBCTAHUMAX, BKAKOYEHHbIX B roCyAapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBMU CO cTaTbel 34 HacToswero deaepanbHOro 3aKoHa:

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

a) HaumeHoBaHMe dapmaLeBTUYECKOM cybCTaHLMM, ee CTPYKTYpa, obLumne CBOMCTBA;
6) HauMeHOBaHWe W afpec NPOU3BOANTENS;

B) TEXHO0IrMA Npon3soacTtea C onNCaHnem CTa,D,Mﬁ npon3soacTBa U MeTo40B KOHTPOA Ha BCEX
CTaamax nponssoacTsa,

r) onucaHue pa3paboTKu npoLecca NPoOM3BOACTBA;

A1) onucaHne KOHTPOAA KPUTUYECKMX CTaauA NPOU3BOACTBA M NPOMENKYTOYHOW NPOAYKLUMY;
€) AOKYyMeHTalbHOE NOATBEPXKAEHME (BanmaaLma) NpoLeccoB U (MAn) nx oLEHKa;

) CBOMCTBa M CTPYKTYpa AelCTBYIOLLMX BELLECTB;

3) XapaKTepucTuKa npumeceis;

n) cneundmrKaums Ha papmauesTMUecKyto cybcTaHumMio n ee o6ocHOBaHMe;

K) aHanuMTUYecKne MEeTOAMKW, WCMOoNb3yemMble MNPW  OCYLLECTBJEHUN KOHTPOAS KayecTBa
dbapmaLeBTMYECKOM CybCTaHUMW;

N) OOKYMEHTaNbHOE MOATBEPXKAEHME (BainAauma) aHaUTUYECKMX METOAMK, UCMONAb3YEeMbIX Npu
OCYLLEeCTBAEHMM KOHTPOAA KavecTBa GapmaLeBTMYECKOl cybCcTaHumK;

M) pe3ynbTaTbl aHaNn3a cepuit bapmaLeBTMYECKoM cybCcTaHLmK;
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H) NnepeyeHb CTaHAaPTHbIX 06Pa3L0B UK BELLECTB, UCMNO/Ib3YEMbIX NMPU OCYLLECTBIEHUM KOHTPONSA
KayecTsa;

0) OnMcaHue XapaKTePUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepPUaioB U YKYNOPOUHbIX CPeaCTB;
n) AaHHblE O CTabUAbHOCTM hapmMaLeBTUYECKOM CybCTaHLMK;
p) CPOK rogHOCTY;

1.1) B oTHOWeHUN apMaLLEBTUYECKUX CYOCTaHUUIA, BXOAAWMX B COCTAB JIEKAPCTBEHHOrO
npenapata U BKIOYEHHbIX B FOCYAApPCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB B COOTBETCTBMMU CO
ctatbelt 34 HactoAwero ®PenepasbHOro 3aKOHa, - KOMWUA [OOKYMEHTA, COAEpPXKaLLero CcaeayioLlyio
nHbopmaLmio:

a) HaumeHoBaHUe papmaLeBTUYECKOM CybCTaHLMM, ee CTPYKTypa, obiue CBOICTBa;
6) HaMmeHOBaHMe 1 apec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHa/IM3a cepuit Gapmau,eBTUYECKOM cybCTaHuuuy;

r) CPOK roAHoOCTY;
(n. 1.1 BBeaeH PenepanbHbiM 3aKkoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, coAep)KalumMii cregylowpme cBeAeHUA O JIeKapcTBEHHOM npenapate  Ans
MeANLMHCKOTO NPUMEHEHUA:

a) onncaHme n CoCtaB 1IEKAPCTBEHHOIO NpenapaTta Ana megnumnHCKoro npuMmeHeHuA,;

6) onucaHne dapmaueBTMYeckon pa3paboTkn (obocHoBaHWe BblIbOpa cocCTaBa, MNEPBUYHOM
YMNaKOBKM U MHOTO);

B) TEXHO/0rMA nNpon3soacrtea C onNCaHnem CT3,£I,VII7I npon3soacTBa U MeTo40B KOHTPOA Ha BCEX
CTaamax nponssoacTsa,

F) OonncaHme KOHTPONA KPUTUYHECKUX CTa,D,Mﬁ npouecca npoussBoactea wu npomemyTquoﬁ
npoayKumm;

,Cl,) HanmMmeHoBaHWe U agpec mecta ocyuleCTB/1eHNA NpPpon3BOoACTBa NIEKAPCTBEHHOIO nNpenaparta AnA
MegnuUnHCKOro npumMmeHeHuA (B cnydyae HanamymAa HEeCKOJIbKMX YYaCTHUKOB MnpouecCa nponssoactBa
HEO6XO,£1,VIMO YKa3aTb KaxXa0ro 13 HMX),‘

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOTMYECKME XapaKTEPUCTUKN;

3) maTepuanbHbliii 6anaHc 419 NPOM3BOACTBA CEPUN TOTOBOMO NPOAYKTa;

1) ONUCaHWNE XapPaKTEPUCTMK M CBOMCTB YNAaKOBOYHbIX MaTEPMA/IOB M YKYNOPOUHbIX CPEACTB;

K) AOKYMeHTaIbHOE NOATBEPKAEHME (BaMAaLuma) NPOLECCOB NPOM3BOACTBA U (MK) UX OLLEHKa;

Nn) TpeboBaHMA K KayecTBy BCMNomoraTe/ibHbiX BellecTB (cepTuduKat, cneumduKauma Ha
BCMOMOraTeibHble BELLECTBA U MX 060CHOBaHMeE);

M) aHaanTnyeckme MeToaukn, ucnosibdyemble nNpn OCyWEeCTBNEHUN KOHTPONA KayecCTBa
BCNOMOraTe/ibHbIX BELLECTB,

H) AOKYMeHTa/ZIbHOE noAaTesepxageHune (Banmp,au,m) dHA/IMTUYECKNX METOAUK, NCMOJIb3yeEMbIX NMpU
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OCyLLecCTB/1IEHUN KOHTPO/1IA Ka4yeCTBa BCMOMOraTe/ibHbIX BELWECTB,

0) nHdopmauma 06 MCNOAb30BaHUM BCMOMOraTe/ibHbIX BELLECTB Ye/N0BEYECKOrO U KMUBOTHOMO
MPOVCXOXAEHNA;

n) MHGopmaLma 06 MCNONb30BAHUN HOBbIX BCMOMOraTe/IbHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy JIeKapCTBEHHOro npenapaTta ANf MeAMUMHCKOro MNpUMEHEHUs
(cepTudmKart, cneunduKauma Ha NeKapcTBEHHbIM NpenapaT u ux o6ocHoBaHue);

C) aHa/NuUTUYecKMe METOAMKM, MWCNONb3yeMble MNPU  OCYLLECTB/IEHUM KOHTPOASA KayecTBa
JIEKapCTBEHHOTrO Npenapara Aas MeauUUHCKOTro NPUMEHEHUS;

T) AOKYMeHTaNbHOe noATBepXaeHue (Banngauma) aHaiMTUYECKUX METOAMK, UCNOJb3yeMblX Npu
OCYLLECTBNEHMM KOHTPOA KauecTBa 1IeKapCTBEHHOMO nNpenapaTa 418 MeANLMHCKOro NPUMEHEHNA;

y) pe3syabTaTbl aHa/IM30B CepUii IEKAPCTBEHHOTO NpenapaTa A1 MegULMHCKOTo NPUMEHEHUS;
) xapaKTepucTUKa Npumecein;

X) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB, NCNoJib3yembiX MNMpn OCyuwleCTBNEHNUN KOHTPO/IA KayecCTBa
NEeKapCTBEHHOrO npenaparta Ana megunumHCKOro npuMmeHeHnA,;

L) AaHHble O CTabUNbHOCTU IEeKaPCTBEHHOrO Npenapara 418 MeauLMHCKOTro NPpUMEHEHUS.
(4actb 5 B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-¢3)

6. Pasgen d)apMaKOﬂOFVIHECKOf;I, TOKCMKO/IOrMYECKOM AOKYMEHTAUMN BK/IKOYAET B cebs otyetbl o
pe3ynbTataxXx AOOKJIUHUYECKUX MCCﬂe,ﬂ,OBaHMﬁ NIeKapCTBeHHOro cpeacrea  Anad meguumHCKOro
nNPpUMeHeHuA, B TOM HnCne:

1) oTyeT 0 papmaKkoAMHAMUYECKUX UCCNeA0BaHUAX;
2) oT4eT 0 papMaKOKUHETUYECKUX UCCNea0BaHUAX;

3) OTYET O TOKCUKONOTUYECKUX UCCeA0BaHMUAX.
(4acTb 6 B peq,. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KAMHUYECKOM AOKYMEHTaUUn BK/IKOYAET B cebs oTyeTbl 0 pe3ynbTaTtax KANHUYECKUX
MCCI'Ie,D,OBaHVIVI NEeKapCTBEHHOrO nNpenaparta AnAa meanumHCKOro npuMmeHeHnA, B TOM HNCne:

1) oTyeTbl 06 uccnepoBaHUAX 6MOAOCTYNHOCTM UM BMOIKBMBANEHTHOCTWU, WUCCAEAO0BAHUAX,
YCTaHaBAMBAIOLLMX KOPPENALMIO PE3YNbTATOB, NOYYEHHbIX B YCNIOBUSAX in vitro v in vivo;

2) OT4YEeTbl O (I)apMaKOKVIHeTVIHeCKMX nccnenoBaHUAX;
3) OT4eTbl O d)apMaKO,Cl,VIHaMVILIeCKMX nccnenoBaHUAXx;
4) OTYETbI O KNIMHUYECKUX NCCNeJoBaHUAX 3¢¢EKTMBHOCTM n 6e3OI'IaCHOCTM;

5) oTyeT 0 nocTpPerncTpauMoHHOM OnbITe NPUMEHEHMUA (MPU HAaNUYKUK).
(4yacTtb 7 BBEAeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

8. TpeboBaHMA K 06bemMy MHPOPMALMK, NPESOCTaBAAEMON B COCTaBE PErUCTPALMOHHOIO A0CbE,
ONA OTAEeNbHbIX BUAOB IEKAPCTBEHHbIX NPenapaToB A1a MegULLNMHCKOrO NPUMEHEHUA YCTaHaBAMBAOTCA
YNONHOMOYEHHbIM defepasibHbIM OpraHOM UCNOAHUTEIbHOW BAACTMU.
(4yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

9. B oTHOWeEHUH NNEKAPCTBEHHbIX Npenapartos, pa3peLleHHbIX Ana MmeanunHCKOro npuMmeHeHunAa B
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Poccuiickoit ®epepaunn 6onee ABaauLaTM NeT U B OTHOLIEHUM KOTOPbIX HEBO3MOMKHO MpoBeAeHue
MCCneLI,OBaHMP'I nx 6103KBMBANIEHTHOCTH (33 UCKNKOYeHnem buonornyeckux NeKapCTBeHHbIX
npenapaTos), AOMNYCKAeTCA BK/OYEHMEe B COCTaB pa3gena $hapMaKo/orMyeckon, TOKCUKONOrMYecKoM
OOKYMEHTaLUMN N pasaesa KANHMYECKON AOKYMEHTaLUMM BMECTO oT4yeTa pa3paboTymKka O pesysbTatax
cob6CTBEHHbIX AOKNINHNYECKNX MCCﬂe,ﬂ,OBaHMVI NNeKapCTBeHHbIX CpeacTB U KANHUYECKUX MCCﬂeAOBaHMVI
JIeKApCTBEHHbIX MPenapaToB A8 MeAUUMHCKOro npumeHeHnsa ob3opa HayyHbIXx paboT o pesynbTaTax
OOK/MHUYECKUX UCCNIe0BAaHMA JIEKApPCTBEHHbIX CPEACTB U KAMHUYECKUX WUCC/eA0BaHUM OaHHbIX
JIEKAapCTBEHHbIX MPENapaToBs, B TOM YMC/E BK/HOUYAS OMbIT UX MOCTPErUCTPALUOHHOIO NPUMEHEHUS.
(4actb 9 BBEAEHA DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. GeaepanbHOro 3akoHa oT
27.12.2019 N 475-03)

10. Mpw rocysapCTBEHHOM PerucTpaLmm BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaTos AA
MeZMLMHCKOrO MPUMEHEHUA [OMYyCKAaeTcA BKJOYEHWE B COCTaB pasgena  ($apmMaKo/IorMyYecKon,
TOKCUKO/IOTUYeCKOM AOKYMeHTauun un pasaena KAMHUYECKOM OOKYMEHTauunm BMeCTO O0T4eTa
pa3paboTunKa O pesynbTaTax COBCTBEHHbIX AOKIMHUYECKMX UCCNELOBAHWIN NIEKAPCTBEHHbIX CPeacTB
0630pa HayyHbIX PaboT 0 pe3ybTaTax AOKANHUYECKUX UCCNea0BaHUN pedepeHTHOro IeKapCTBEHHOTO
npenapata v npeacraBjieHne BMECTO KAMHUYECKUX UCCNeL0BaHWIA B MOJIHOM 06beme, YCTaHOB/IEHHOM
pasfenom KAVMHWYECKOW AOKYMEHTaLuMK, OTYeTa O pesy/bTaTax McCienoBaHWiA BUMO3KBUMBANEHTHOCTM
BOCMPOWN3BEAEHHOrO JIEKAaPCTBEHHOro npenapata Alsa MeaMUMHCKOro npumeHeHusa. He Tpebyetca
npeacTaBieHne OTYeTa O pesysbTaTax MCCNefoBaHUlM OGUMO3KBMBANEHTHOCTM BOCMPOU3BELEHHOMO
NIeKapCTBEHHOrO  Mpenapata  ANS  MeAMUMHCKOrO  MPUMEHEHWA,  eCiM  perucTpupytoTcs
BOCMPOU3BELEHHbIE JIEKAPCTBEHHbIE NpenapaTbl 418 MeAULUHCKOTO MPUMEHEHUA, KOTOPbIE:

1) npepHasHayeHbl A NApPeHTepasbHOro (MOAKOMKHOIO, BHYTPMMBILLEYHOrO, BHYTPWUBEHHOTO,
BHYTPUINIA3HOTO,  BHYTPUMOJIOCTHOrO,  BHYTPUCYCTAaBHOTO, BHYTPMKOPOHAPHOro) BBEAEHUS W
npeacTaBasatoT coboli BogHblE PacTBOpPbI;

2) npeacTaBnAoT coboii pacTBOpbI 415 NEPOPAbHOTO NPUMEHEHUS;
3) nponsBeaeHbl B Gopme NOPOLLKOB UM IMOPUIN3ATOB 415 NPUTOTOB/IEHNA PACTBOPOB;
4) AaBnAOTCA razamu;

5) ABNAlOTCA YWHLIMA WAWM T[N33HbIMW NIEKAaPCTBEHHbIMM NpenapaTtamu, Npov3BeAeHHbIMU B
dopme BOAHbIX PacTBOPOB;

6) npegHasHa4veHbl 4nA MeCTHOro NnpuMeHeHA U NPUroToB/ieHbI B cbopme BOAHbIX PaCTBOPOB,

7) npeactasnAoT coboi BOAHbIE PacTBOPbLI A7 UCMO/b30BaHMA B GOPME UHTANALNIN C MOMOLLbIO
Hebynansepa Uan B KAYeCTBe HA3a/IbHbIX CPEEB, MPUMEHAEMbIX C MOMOLLI CXOAHbIX YCTPOMCTB.
(4acTtb 10 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. Ona cnydaes, YKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yvactm 10 HacToAwen cTaTby,
BOCNpPOM3BEAEHHbIN NNEKAPCTBEHHbIM NpenapaTt Ana MeAULMHCKOrO NPUMEHEHUA LONKEH COAeprKaTb
TaKuWe e BCMOMOraTe/ibHble BELLECTBA B TAaKMUX XKE KONNYECTBAX, KaK U pedepeHTHbIA NeKapCTBEHHbIN
npenapat. EcnmM coctasbl BCMOMOraTe/lbHbIX BELLECTB Pa3/IMYaloTcA, 3aABUTENb LO/KEH NPeacTaBUTb
[0Ka3aTeNbCTBa TOrO, YTO MUCMO/Ib3yeMble B [AaHHbIX KOHLEHTpaLMAX BCMOMOraTe/ibHble BELLECTBa He
BAMAIOT Ha 6e3onacHocTb U (MAKM) 3apPEKTUBHOCTL IEKAPCTBEHHOIO MpenapaTta Aaa MeaULMHCKOro
npumeHeHus. B cnydae, ecnn 3asBuTENlb HE MOMKET NMPeACTaBUTb TaKMe [OKasaTesnbcTBa WM (Mau) He
MMeeT [0CTyNa K COOTBETCTBYIOLMM AaHHbIM, OH AO/KEH MPOBECTM COOTBETCTBYHOLIME UCCNE[0BaHUA
ONA [OKa3aTeNbCTBa OTCYTCTBMA BAMAHWUA Pa3HbiX BCMOMOraTe/bHbIX BELLECTB WUAM BCMOMOraTe/bHbIX
YCTPOWCTB Ha 6e30MacHOCTb M (MAKn) aPPEKTUBHOCTL NEKAPCTBEHHOrO npenapaTa A1 MeAUUMHCKOro
NPUMEHEHWNA B COOTBETCTBUM C aKTAMM, COCTABAAOLWMMM NpaBo EBPa3nnCKOro sKOHOMMYECKOTO Coto3a.
(4yactb 11 BBeaeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa ot
22.12.2020 N 444-93)
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12. pu rocydapCTBEHHOM  perncTpaumm  KombuHauMi  paHee  3aperncTpMpoBaHHbIX
JIeKapCTBEHHbIX MpenapaToB AAA MeAMLMHCKOro MNpPUMEHEHWs [O0MycKaeTca BKAOYEeHMEe B COCTaB
pasgena ¢GapMaKoNOrMYecKo, TOKCUMKOMOIMMYECKOM [AOKYMEHTauuM W pasgena  KAMHUYEecKol
OOKYMEHTaluMM BMecTo oTdyeTa pa3paboTtumka o0 pesynbTaTax CoOBCTBEHHbIX AOKANHUYECKUX
WUCCNefloBaHUI NIeKapCTBEHHbIX CPeacTB 0630pa HayyHbix paboT O pesynbTaTax AOKJAMHUYECKUX
nccnefoBaHuii  pedepeHTHbIX JIEKAPCTBEHHbLIX MPENapaToB, BXO4AWMX B COCTaB  KOMOBWMHauuu
JIEKapCTBEHHbIX MPenapaTos, 1 06 OTCYTCTBMU X B3aUMOAENCTBUA B OA4HOM /IeKapCcTBEHHOM dopme.
(4acTb 12 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

13. Ha 3KcnepTuMsy pas/iIMYHbIX JIEKAPCTBEHHbIX GOPM OAHOrO U TOrO Ke JIeKapCTBEHHOro
npenapata g/ MegMLUMHCKOTO NPUMEHEHUA 3aABUTE/Ib MPeAcCTaBAAeT OTAesibHble 3aAB/IeHUA U
PErncTpaLmoHHble A0Cbe Ha KaxKayo IeKapCcTBEHHYO dopmy. Mpu ycnoBun ogHOBPEMEHHOM NOLaYn Ha
3KCNepTnsy OA4HON NeKapCTBEHHOW ¢GOopMbl C Pas3/IMYHbIMU LO3MPOBKOM, KOHLEHTpauunen, obbemom
3aABUTENb MpeaCTaBAseT OO4HO 3asABfeHWE U PEerucTPauyMoHHOE [0Cbe C MPUIOXKEHMEM MAKeToB
YNaKOBOK Ha KaXKAyto 4O3UPOBKY, KaXKAyH0 KOHLEHTPALLMIO, Kaxabli 06BEM M Kaxa0e KOANMYecTBo 403 B
ynaKoBKe.

(4acTb 13 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpwn rocynapCTBEHHOM pernctpaunm opdaHHOro NeKapCTBEHHOrO npenapaTta 3aaBUTesNb
npeacrasasetT  uWHbopmauumio, Heobxoaumyo gns GOPMUPOBAHMA  pasgena  KAMHUYECKOM
OOKYMEeHTaumMm, B 0b6beme, YCTAaHOBJEHHOM  YNOAHOMOYEHHbIM  deaepanbHbIM  OpPraHoOM
WUCNONIHUTE/IbHOM BNaCTM.

(4actb 14 BBegeHa PeanepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

15. Mpu perucTpaumm 6MONOrMYECKOro J/IeKapCTBEHHOro npenapaTta, NOJIyYEeHHOro U3 KPOBMW,
naasmbl KPOBW Ye/oBEKa, B COCTaBE PErncTpauMOHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT ans
MeAMLMHCKOro NPUMEHEHMS A,0/KHbI ObITb NpeacTaBAeHbl AOMNONHUTENbHO:

1) B pasgene [AOKYMEHTaLMM AAMMHUCTPATMBHOIO XapaKTepa [AOKYMEHT, coaepiKalumii
nHdopmaumio o cybbekTax obpallleHna AOHOPCKON KPOBU U (MNKM) ee KOMNOHEHTOB, O ToM, rae bbiia
ocyulectBneHa goHauus (KpoBu M (MAM) nnasmbl KPOBM), a TaKkKe AaHHble 06 WMHOEKUMOHHbIX
3ab0/1eBaHMAX, MepefaloWwmxcs MNapeHTepasbHbiM nyTem, MHbOPMauMA O CcybbekTax obpalleHus
[OHOPCKOM KPOBM W (MM) ee KOMMOHEHTOB, B OTHOLUEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPO/b
OOHOPCKOM KpOBU U (MIN) ee KOMMNOHEHTOB;

2) B pasgene xumuyeckon, GapmaL,eBTUYECKON N BUONOrMYECKOM AOKYMEHTALMMN:

a) KpuTepun 1 cnocobbl oTbopa, TPAHCNOPTUPOBAHUA N XPAaHEHWUA LOHOPCKOM KPOBU U (Unn) ee
KOMMNOHEHTOB;

6) pe3ynbTaThl UCCNEAO0BaAHUI OTOBPAHHbIX LOHOPCKON KPOBU U (MAKM) NAa3Mbl KPOBM M MYA0B Ha
Hannune Bo3byguTenen UHPEKUMI, BKAoYaA uHGOpMauMio 06 KCNO/Ab30BaHHbLIX METOAMKAX
nuccnepoBaHWA M B CAy4ae UCCNeAOBaHMA MyNOB MN1asMbl KPOBM Pe3y/ibTaTbl [OKYMEHTa/IbHOro
noATeepKaeHuA (Baanaaummn) NCnoib30BaHHbIX METOAMK;

B) TEXHUYECKME XapPaKTEPUCTUKMN YNaKOBKM A/1a 0oT6opa LOHOPCKON KPOBU U (MAK) Naa3mbl KPOBM,
BK/ItOYas HGOPMaUMto 06 MCNOIb30BaHHbIX PACTBOPAX aHTUKOAryIAHTOB.
(4acTb 15 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

16. KAnHMYeckne nccnenoBaHMA NeKapCTBEHHOro Npenaparta ana MeauLMHCKOro NpMMeHeH s B
LUensx ero rocyaapCTBEHHOM perncTpauumn nposBoaAtcA B Poccuiickoit depepauymn B MNopaake,
yCTaHOBAEHHOM cTaTbamu 38 - 44 Hactoawero degepanbHoro 3akoHa. OTYET O MPOBEAEHHbIX
nccnea0BaHNAX BKNKOYAETCA B COCTAB pas3gena KAMHUYECKON AOKYMEHTaLUN PerncTpaumoHHoro aocse
Ha NIeKapCTBEHHbIM NpenapaTt ANa MeAUUMHCKOTO NpUMeHeHUA. Jna nNekapcTBeHHbIX NpenapaTos Aa
MEAMULMHCKOrO MNPUMEHEHUA, B OTHOLWIEHMM KOTOPbIX B pe3y/ibTaTe 3KCNepTusbl [AOKYMEHTOB,
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NpeAcTaB/ieHHbIX A8 onpeaeseHna BO3MOMKHOCTM paccmMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Aans
MeAMULMHCKOIO NPUMEHEHNA B KayecTBe OopdaHHOro NEeKAapCTBEHHONO NpenapaTa, Takas BO3MOXHOCTb
NpM3HaHa M B OTHOLIEHMW KOTOPbIX MPOBEAEHbl KANHUYECKUE WCCNeAOoBaHUSA, BbIMOJIHEHHbIE 3a
npegenamm Poccuitckon dPepepaumm B COOTBETCTBMM C MpaBuAamM Hagsexaule nabopaTopHoi
NPaKTUKN U NpaBuaaMnU HaAAeXKalein KANHUYECKOW MPaAKTUKKU, OO0MYCKAaeTCs BK/AOYEHME B COCTaB
pasgena KAMHUYECKOMW AOKYMEHTAUMM BMECTO OTYETA O pe3ysibTaTax KAMHWUYECKMX WccnenoBaHui
NIeKApCTBEHHOrO npenapata A48 MeAMUMHCKOrO NPUMEHEHMA, NpPoBeAeHHbIXx B Poccuitckoi
dPepepaumnm, otyeTa O pesynbTaTaX KAMHUYECKMX WCCNenoBaHWMM, BbINOJIHEHHbIX 3a npegenamu
Poccuiickon depepaumn.

(4acTb 16 BBeaeHa PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cnyyae HenpeacTaBAeHUs C 3asBEHUEM O rOCYAapPCTBEHHOW perncrpaumm AeKapcTBeHHOro
npenaparta 419 MeAnLMHCKOro NPUMEHEHMA AOKYMEHTOB, NOATBEPKAAOLUMX YNAATY rOCYyAaPCTBEHHOM
NMOW/IMHBI M YKasaHHbIX B MyHKTe 10 4YacTm 2 HacToAlel CTaTbM, a TaKXe BblAaBaeMblX
(npepoctaBnaembix) yNnoAHOMOYEHHbIMM  denepanbHbIMM - OpraHaMM  UCMOJIHUTENbHOM  BAacTu
[OKYMEHTOB (CBEAEHMIA), YKa3aHHbIX B MyHKTax 3 M 4 yacTu 4 HacTosAlel CTaTbM, YNOJHOMOYEHHbIN
denepanbHbIi OpraH WCMOJIHUTENbLHOM BAAcTU 3anpaliMBaeT yKasaHHble AOKYMEHTbl (cBeaeHuA) B
nopaaKe MexXBeg0MCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(4actb 17 B pea. ®epepanbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcs WMCNO/Ib30BaHME B KOMMEPYECKUX Lenax WMHbopmaummnm o pesynbTaTtax
OOKNMHUYECKUX UCCIef0BaHNI NEKAPCTBEHHbIX CPEACTB U KANMHUYECKUX UCCNe0BaHMN IEKAaPCTBEHHbIX
npenapaTtoB A8 MeAMUMHCKOrO MPUMEHEeHUA, NpencTaBieHHOW 3asBuTesiem ANA FrocyAapCTBEHHOM
perncTpauum JNeKapcTBEHHOro npenapaTta, 6e3 ero cornacus B TeyeHMe LWeCTU feT C  [athbl
rocyfapcTBeHHOMN perncTpaumm pedepeHTHOro ekapcTBEHHOro npenapaTa B Poccuinckon ®eaepaumu.
(4acTb 18 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19. leprKaTenb UAK BNafeNeL, PerncTpaLMoOHHOrO yA0CTOBEPEHUA NEKAPCTBEHHOIO NpenapaTta Ha
b6uoTexHoNOrMYeckuii  nanm  opdaHHbIM  NeKapCcTBEHHbIM npenapaT o06fA3aH NpeAocTaBasTb Ha
BO3Me34HOM 0CHOBe 06pasubl pedpepeHTHOro NeKapcTBEHHOrO NpenapaTa 3aABUTENAM A4 NPoBeaeHUs
KAMHUYECKMX uccnegoBaHuin. CrtoumocTb obpasua pedepeHTHOro JIeKapCTBEHHOrO nNpenapaTa,
BK/IIOYEHHOIO B MepeyeHb KU3HEHHO HEOBXOAMMbIX M BAXKHEWMWWUX JIEKAPCTBEHHbIX MpenapaTos, He
[OMKHA  NpPEeBbIWATb  3apPEerncTPUPOBaAHHYID MNpPEefenbHY0  OTMNYCKHYI UeHy Ha pedepeHTHbIN
NeKapCTBEHHbIN NpenapaT UK LLeHY Ha IeKaPCTBEHHbIN NpenapaT B CTpaHe NPoM3BOAUTENA.

(4acTtb 19 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3aABneHMe 0 rocyAapCTBEHHOM PErncTPaLMmn BOCNPOU3BEAEHHOMO JIEKAPCTBEHHOTO NpenapaTta
ANA MEeAMUMHCKOrO MPUMEHEHUA MOXKeT OblTb MOLAaHO B YNOJHOMOYEHHbIM deaepanbHblii OpraH
WUCNONIHUTENIbHOM  BNIACTW,  OCYLLECTBAAIOWMN  rOCYAAPCTBEHHYIO  PErucTpauuio  JIeKapCTBEHHbIX
npenapatoB, MO WCTEYEHUM 4YeTblpex NeT C AaTtbl FOCY[JAPCTBEHHOM perucrpauum pedepeHTHoro
NleKkapcTBeHHOro npenapara B Poccuiickon Peaepauum.
(4acTb 20 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asBneHMe O TOCYAapCTBEHHOM  peructpaumMm 6uoaHanorosoro (6uMonoao6bHoro)
NleKapCTBEHHOro npenapata (6bMoaHanora) moxeTt 6biTb MOAAHO B YMNOJHOMOYEHHbIN denepasnbHblii
OpraH MCNOSHUTENIbHOW BAACTM, OCYLLECTBAAIOWMNA FOCYAAPCTBEHHYHO PErncTpaumio JIeKapCcTBEHHbIX
npenapaTtoB, MO WCTeYEHUM Tpex JeT C f[aTbl FOCYLAPCTBEHHOM pernctpauum pedepeHTHOro
NeKapcTBeHHOro npenapata B Poccuitickont Pepepauum.

(4acTb 21 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22. [epxaTenb MAN BAafdenel, PerucTpaumoHHOro yAOCTOBEPEHMA NEKAPCTBEHHOro npenapaTta
npeAacTaBAseT B YNo/JHOMOYEHHbI deaepanbHblii opraH MCNOAHUTENbHOW BNACTU, OCYLLECTBAAIOLLMIA
bYHKLMKM MO KOHTPOAIO M Haa30py B chepe 34paBOOXPaHEHUA, OTYET No pesyibTaTam papmMaKkoHaa3opa
OAMH pa3s B LWECTb MecALEB B TeYeHWe ABYX NeT Noc/e rocygapCTBeHHON perncTpaumm NeKapcTBeHHOro
npenapata B Poccuiickoit Peaepaumm, eKeroaHo B Te4eHne Nocneayowmx Tpex NeT 1 B AabHenwem
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OAMH pa3 B NATb JIeT.
(4actb 22 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 19. MpuHATHE peLleHUA O Bbiaauye 3KCNEePTHOMY yUpeXXAeHUIO 3a4aHUA Ha npoBeaeHue
3KCNepTU3bl NeKapCTBEHHOro cpeacTsa
(B peq,. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHune gecatn paboumnx AHen co AHA NPUHATUA 3aABAEHUA O FOCY4aPCTBEHHOM PerucTpaLmm
JIEKAapCTBEHHOro  npenapata  COOTBETCTBYIOWMIA  YMNOJHOMOYEHHbIM  defepanbHblit  opraH
WUCMNOJIHUTENIbHOW BNACTM NMPOBOAUT NPOBEPKY MOJIHOTbI, ZOCTOBEPHOCTU U NPaBUIbHOCTU 0popmMaeHUA
npeacTaBieHHbIX AOKYMEHTOB PErnmcTpaLMoHHOro [0Cbe Ha JIeKapCTBEHHbIM npenapat M NpuUHUMaeT
pelwieHue o Bblgaye 3afaHna Ha NpoBeaeHue:

1) aKkcnepTM3bl JOKYMEHTOB, NPeACTaB/EHHbIX ANA Ornpene/ieHUss BO3MOXKHOCTM PaccMaTpuBaThb
JIeKapCTBEHHbIM NpenapaTt Aaa MegMUMHCKOrO MPUMEHEHMA MPU OCYLWECTBAEHUU TOCY[apPCTBEHHOW
perucTpauum B Kayectse opdpaHHOro IEKAPCTBEHHOIO NpenapaTa;

2) 9KCNepTn3bl N1IEKAPCTBEHHONoO cCpeacrtBa B YaCTU SKCNEPTU3bl KayecCTBa JIEKAPCTBEHHOrO
cpeacrtea M 3KCNepTu3dbl OTHOLWUEHWUA O)-KMABEMOﬁ nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA
NeKapCTBEHHOrO npenaparta Ana megunumHCKOro npuMmeHeHnA,;

3) IKCNepTn3bl 1€KApPCTBEHHOIo Cpeacrea B YacCTh 3KCNEPTU3blI KadecCTBa J1IEKAPCTBEHHOIO
cpeancrea M 3KCNepTu3dbl OTHOLWUEHUA O)‘KI/I,CI,BEMOﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NEeKapCTBEHHOro npenaparta Ana megunumHCKoOro npMmMmeHeHunAa B nopAagke YCKODEHHOVI npouenypbl
IKCNepTn3bl NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUU CO cTaTtbel 26 HacCToALWEero CDe,qepaanoro 3adKOHa;

4) 9KCNEepPTnU3bl NEKapCTBEHHOro cCpeacrtea B OTHOWEHUM NEKApPCTBEHHOro npenapata A4naAa
BETEPUHAPHOIo NpUMEeHEHUA.

2. YNONHOMOYEHHbIV pesepanbHblit OpraH UCMONHUTEIbHOW BNACTU YBEAOMSAET B 3/1EKTPOHHOW
dopme nam Ha BymaxKHOM HocuUTene 3afBUTENA U IKCMEPTHOE YUYpPEXAEHME O MPUHATOM peLleHnn o
BblJaye 3afaHWI Ha NpoBegeHMEe IKCMepTU3, NPedyCMOTPEHHbIX YacTblo 1 HacToAwel cTaTbM, U B
cNyyae HeobXoAMMOCTM O Bblgaye paspelleHWMs Ha BBO3 B Poccuiickyto depepaumio KOHKpPETHOW
NnapTUK, CEPUN 3aPErMCTPUPOBAHHBIX U (MN) HE3aPErnCcTPMPOBAHHbIX IEKAPCTBEHHbIX CPEACTB Uau 06
OTKase B NpoBeAeHUM NPeayCMOTPEHHbIX 3KCNEPTM3 C YKa3aHUEM NPUYMH TAaKOro OTKasa.

3. B cnyyae BbiSiBNEHWA OTCYTCTBMSA WM HeOOCTOBEPHOCTM MHOpMauuW, cogepkallenca B
NpeAaCTaBNeHHbIX 3aaBUTENIEM O0KYMEHTaX, YNONHOMOYEHHbIN deaepanbHbli opraH MUCNOAHUTEIbHOM
B/ACTU HanpasnseT 3asBuUTeNl0 3anpoc o6 yTouyHeHWM 3Tok uHbopmaumu (ganee - 3anpoc
YNOHOMOYEHHOTO peaepasbHOro opraHa MCNONIHUTENbHOW BAACTU), KOTOPbIA MOXKeT 6biTb NepeaaH
YNOAHOMOYEHHOMY NPEACTABUTE/IO 3aABUTENA JIMYHO NOA, PACnMCKy, HanpasieH MO MOYTe 3aKasHbIM
NMCbMOM MW NepeaaH B 31IEKTPOHHOM Gopme No TeIEKOMMYHMKAUMOHHbIM KaHanam cBsasu. B ciyyae
HanpaBAeHMA 3anpoca YnoJHOMOYEHHOro ¢eaepanbHOro OpraHa MCNONHUTENIbHOM BAACTU MO MnouyTe
3aKa3HbIM MMUCbMOM OH CUYMTAETCA MOJYYEHHLIM MO WUCTEYEHWUM LECTU AHel C AaTbl HanpasBiAeHUs
3aKa3Horo nNMcbma.

4. 3asButenb obasaH npeacrtaBuTb OTBET Ha 3anpocC ynosIHOMOYEeHHOro d)ep,epaanoro OpraHa
MCMNONIHUTE/IbHOW BNacTu B CpOK, He I'IpEBbILU«’:HOLU,MVI AeBAHOCTa pa6oqu ,a,Heﬁ CO OHA ero nony4yeHuA.
CpOI-(, YKa3aHHbIl7I B yactn 1 HaCTOFIU.LeVI CTaTbW, NPUNOCTaHAB/IMBAETCA CO AHA HaANpaBaAeHWNA 3aABUTENIO
3anpoca yno/IHOMOYEHHOTO d)ep,epaanoro OpraHa NUCNONIHUTENIbHOW BAacCTU A0 AHA NnonydYeHuAa uUm
COOTBETCTBYHOLLEINO OTBETA.

5. OcHoBaHMeM AnA OTKasa B OpraHu3auMmn sKkcnepTms, NpesyCMoOTPEeHHbIX YacTbio 1 HaCTOHLLI,Eﬁ
CTaTbWH, ABANAAETCA npeAacTtasieHue HeO6XOAMMbIX ana nposeageHMA nNpeayCcMOTPEHHbLIX 3KCNepTus
AOOKYMEHTOB B HEMOJ/IHOM obbeme nau HenpeacraBaeHne 3aABnUTeNIeEM B YCTaHOBﬂeHHbIVI CPOK OTBE€Ta Ha
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3anpoc ynosHomMo4YeHHoro ¢peaepanbHOro opraHa MCMOMIHUTENBHOW BACTKU, a TaKXe npeacras/ieHue
[OKYMEHTOB, He CoAep KallMX NCYEPMbIBAIOLLErO NepeyHs HeobXoauMbIX CBeAeHU .

6. Mpn OTKase B OpraHW3aLMK 3KCNEPTM3bl, NPEAYCMOTPEHHON NMyHKTOM 4 yactu 1 HacToALei
CTaTbW, AOKYMEHTbI, BXOAALIME B COCTaB PErnCTPaALMOHHOIO A0CbE HA NEKAPCTBEHHbIM npenapaTt Ans
BETEPUHAPHOrO NPUMEHEHMS, MOryT ObiTb BO3BPALLEHbI 3a8BUTENO HA OCHOBAHMW €ro MUCbMEHHOTO
3anpoca, HanpaB/IEHHOro B YNOJIHOMOYEHHbI deaepasibHbIi OpraH UCNOJIHUTE/IbHOM BNacTU B TeYeHue
TpMAauatTh pabouymnx AHeln co AHA NPUHATUA YNTOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJHUTEIbHOM
B/IACTU pelleHma 06 OTKase B OPraHM3aumnm Takom aKcnepTM3bl. YNOAHOMOYEHHbIN deaepanbHblii OpraH
WCNONIHUTENIbHOM BNACTU BO3BPALLAET 3aABUTE/IO YKa3aHHble AOKYMEHTbl B TedeHWe Aecatn paboumx
OHel co AHA Noly4eHUA COOTBETCTBYHOLLENO 3aMpOca 3aABUTENS.

(4acTb 6 BBEAeHa PeaepanbHbim 3akoHom oT 02.08.2019 N 297-93)

Cratba 20. 3KcnepTusa AOKYMEHTOB, NpeACTaB/ieHHbIX ANA oOnpepeneHna BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHDbIA Npenapar A8 MEeAULUHCKOrO NPUMMEHEHUA MPU OCYLLECTBIEHUMU
rocyAapcTBeHHOM perucTpaumm B Kadyectse oppaHHOro NeKapCcTBeHHOro npenapara

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

1. DKcnepTn3a AOKYMEHTOB, NpencTaBAeHHbIX ANA onpefesieHns BO3MOMXKHOCTU pacCMaTpMBaTh
NIeKapCTBEHHbIM npenapaT Aaa MeAULMHCKOrO NMPUMEHEHMA MPU OCYLLEeCTBIeHUU FoCcyaapCTBEHHOM
perncrTpauum B Kayectse opdaHHOro NeKapCTBEHHOro npenaparta, CoCTaB/leHMe KOMUCCUEN 3KCnepToB
3aK/IIOYEHMA O BO3MOMKHOCTM WM HEBO3MOXHOCTM PAcCMaTpPMBaTb JIEKAPCTBEHHbLIA NpenapaTt ans
MEOMULMHCKOTO NPUMEHEHUS MPU  OCYLLECTB/IEHMM T[OCYAAPCTBEHHOM perucTpaumMmM B KadvecTse
opdaHHOro NeKapCcTBEHHOro npenapata M HanpaB/ieHWe LAHHOTo 3aKAHYEHWUS B YMNOJIHOMOYEHHbIM
denepanbHbIit OpraH UCNOSHUTE/IbHON BACTU OCYLLECTB/IAIOTCA B CPOK, He MPEBbIWAOWMIA TPMALATH
paboumMx [AHEW €O AHA MOAYYEHMUS SKCNepTHbIM Yy4YpeXKAeHMEM 33afaHuA  YNOJAHOMOYEHHOro
desepanbHOro opraHa UCNOJIHUTENIbHOM BNACTU U B SNEKTPOHHON dopme Man Ha ByMarkHbIX HOCUTENsX
HEeobXoAMMbIX AOKYMEHTOB, YKasaHHbIX B MyHKTax 1, 2, 5, 6, 10 yactu 4 n B YactM 7 ctatbu 18
HacToAawero ®egepanbHOro 3aKoHa.

2. ﬂ,OKYMEHTbI, cogepxawpmeca B pPerncTtpallMoOHHOM [ocCbe Ha J'IeKapCTBEHHbIﬁ npenapat wm
nocrynmeLline Ha 6yMa)KHbIX HOCUTENAX B SKCNEPTHOE y4YpexgeHne gna oCywecTtBieHUA X SKCNEPTU3bI
ana onpegeneHna BO3MOXKHOCTM pPacCCMaTpuBaTb ﬂEKapCTBEHHbIﬁ npenapar ana megumunHCKoro
npummeHeHnA B  KayectBe Opd)aHHOI'O NNIEKAPCTBEHHOrIoO npenapara, noanexart BO3BpaTy B
ynOl'IHOMO‘-IGHHbIVI cbe,u,epaanblﬁ opraH NCNONHUTENbHOW BNacTu OoAHOBPEMEHHO C 3aKNK4YeHUAMU
COOTBETCTBYHOLWNX IKCNEPTUS.

Cratba 21. PeweHuMe O BO3MOXKHOCTM PACCMATPUBATb JIEKAPCTBEHHDbIM npenapaTt npu
OCYLLLECTB/IEHUM FOCYAaPCTBEHHOM pernucTpauum B Kauectse opgpaHHOro JieKapCcTBEHHOro npenapara
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B CpoK, He NpeBbILAOWMiA NATU Paboumx AHEN CO AHA NONYYEeHUA 3aKAYEHUSA, YKa3aHHOIO B
yactm 1 cratbn 20 HactoAwero dPeaepanbHOro 3aKOHa, YMNOJHOMOYEHHbIM deaepanbHbli opraH
WCMONHUTENBHON BNACTM OCYLLECTBAAET OLEHKY MOJIYYEHHOrO 3aKNOYeHUA ANA OnpeaesieHus ero
COOTBETCTBMA 334aHWMI0 Ha NPOBEAEHME COOTBETCTBYIOWEN 3KCNEPTU3bl U yBEAOMAAET 3aABUTENA B
3/1IEeKTPOHHOW ¢dopme MM Ha BymaxKHOM HocuTene O pesy/abTaTax MPOBEAEHHOM 3KCNepTUsbl C
NPUNONKEHNEM KONUM SKCMEPTHOTO 3aKA0YEHMSA (C COXpPaHEHUEM KOHPUAEHLMANBHOCTU MHOPMALLUM O
COCTaBe 3KCMEepPTHOM KOMWCCMM) M O BO3MOXKHOCTM MAM  HEBO3MOMKHOCTM  paccMaTpuBeaTb
NeKapCTBEHHbIM NpenapaT Ana MeAMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBAEHUWU TOCYAapCTBEHHOM
perucTpauum B Kayectse opdpaHHOro NeKapCcTBEHHOMO NpenapaTa.

2. Tlpn BbIHECEHMM KOMMCCMEN 3KCMEPTOB 3aKAOYEHMA O BO3MOXKHOCTM paccMaTpuBaTh
NeKapCTBEHHbIM NpenapaT ANa MeAMUMHCKOTO MPUMEHEHMA MpPU OCYLLECTBAEHUN TOCYAapCTBEHHOM
peructpauumn B Kadyectse opdaHHOro NEeKapCTBEHHOrO npenapaTta YNoOJHOMOYEHHbIM deaepanbHbIi
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OpraH WCMOJIHUTE/IbHOM BIAaCTU B CPOK, HE MpPEeBbIAOWMIA NATU pabouymx AHen co AHA MNoayvyeHus
AAHHOTO 3aK/04eHUs, NMPUHUMAET PeLlleHMe O Bblaaye 3a4aHMA Ha NPoBeAeHMe IKCNepTU3bl KayecTBa
JIEKAapCTBEHHOrO CPeAcTBa M 3KCNEepTU3bl OTHOLWIEHUA OXMAAEMOW MNONb3bl K BO3MOXMHOMY PUCKY
NPMMEHEHUA JIeKapCTBEHHOro npenapaTta Aaa MeAMUMHCKOIro MPUMEHEHUs B MOPAAKE YCKOPEHHOM
npoueaypbl 3KCNepTU3bl JIEKAPCTBEHHOrO CPEACTBa B COOTBETCTBUMM CO CTaTbe 26 HACTOALLEro
depnepanbHOro 3aKoHa.

3. B cnyyae npuHATUA pelleHMa 0 HEBO3MOXXHOCTU PacCMaTPUBaTh IeKapCTBEHHbIW NpenaparT Ans
MEeAMLIMHCKOTO MNPUMEHEHUs MPU  FOCYAapPCTBEHHOW perucTpaumm B  KayecTtBe opdaHHOro
JIEKAapCTBEHHOro npenapata YMNOJHOMOYEHHbIN deaepasibHbiii  OpraH  WUCMONHUTE/NIbHOM  BAacCTU
npeKkpawaer npoueaypy rocygapCTBEHHOW pPerucTpaumMm JieKapcTBEHHOro npenaparta. 3asBuTeNb
BrnpaBe 06pPaTUTbCA B PErUCTPUPYIOWMIA OpraH C 3asBNEHWEM O TOCyAapCTBEHHON perncrpayum
YKa3aHHOro JIeKapCTBEHHOro npenapata B COOTBETCTBMM CO cTaTbeit 18 HacTtosawero PepepanbHOro
3aKoHa.

Cratbsa 22. YTpatuna cuny c 1 niona 2015 roga. - PegepanbHbliii 3aKoH oT 22.12.2014 N 429-93.

CratbAa 23. JKcnepTu3a Ka4vecrTBa J/IEKAPCTBEHHOro CpeacrtBa M JKCNepTusa OTHOLWEHUA
OXMJaemoi Moab3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA JIeKapCTBEHHOro npenapata Ans
MeAULMHCKOro NpMMeHeHUs

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

1. 3KCFIepTM33 Ka4yecCTBa 1IEKAPCTBEHHOIO CpeacTBa U 3KCNEPTU3a OTHOLWEHUA O)KI/I,EI,aEMOﬁ nonb3bl
K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO npenaparta AaAa MegunuUMHCKOro npumeHeHwuA,
COCTaB/ieHne KOMUCCUAMU 3SKCNepToB 3aKAOYEHNIN MO pe3ynbtataM nNpoBeAEHHbIX 3KCNepTn3s wu
HanpasaeHune 3Tux 3aK/0YEeHU B yI'IOJ'IHOMOLIEHHbIﬁ d)e,u,epaanbll‘/i opraH WUCNOSIHUTENIbHOW BAACTU
OCyLLeCcTBNAKTCA B CPOK, HE FIFJEBI:ILIJaPOLLI,VIﬁ CTa 4ecATn pa60ql4x ,ﬂ,Hem CO AHA NOoNy4YeHUA 3KCNEPTHbIM
yypexgeHnem CoOoTBeTCTBYHOLWErNo 3ag4aHnA YNO/IHOMOYEHHOTO cbe,u,epaanoro OopraHa WUCNONHUTEIbHOM
BN1actn 1 H606XOAMMbIX AOKYMEHTOB B 3ﬂeKTpOHHOl\;1 d)opN\e WInN Ha 6yMa)‘KHbIX HOCUTEenNnAX.

KoHcynbTtaHTtMAOC: nprMeyaHme.

Mo 3aasneHuto, nogaHHomy B MuH3sgpas Poccum o 11.04.2022, npn HEBO3MOXKHOCTM NpoBeAeHMUA
NabopaTopHON 3KCNEepTU3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB B IKCMEPTHOM  YUYPEKAEHWUM,
[OOMNyCcKaeTca ee NpoBeAeHMe NoCpPeacTBOM AUCTAaHLMOHHOIO B3aMMOAENCTBUA, NOPASOK U Gopmbl
KOTOPOro OnpeaenAltTCA SKCMEPTHbIM  YYPEXAEHMEM MO COMIACOBAaHUIO C  3aABUTENAMMU
(MocTaHoBneHue Mpasutenbcrea PO ot 05.04.2022 N 593).

2. B TeyeHne peBAHOCTA AHEVI CO AHA noayyeHuAa peweHna ynosHOMO4YeHHOro d)e,u,epaanoro
OpraHa WUCMNOJIHUTENIbHOW BNACTU O npoBefeHUnN 3KCnepTus, NpPeaycMOTPEeHHbIX YacTbio 1 HaCTOﬂLLI,em
CTaTbW, 3aABUTE/Ib NPEeACTaBAAET B 3KCNEPTHOE ydypexgeHne OgnAa nposBegeHunAa 3KCNepTusbl KavecTBa
NeKapCTBeHHOro cpeacrtea o6pa3u,b| NNEKapPCTBEHHOINo npenapata Ana mMeanumHCKOro npumeHeHus,
npon3sseneHHOro B COOTBeTCTBnn C Tp66OBaHMHMM ONbITHO-NPOMbILW/IEHHOIO U (M/'IM) NpPpOMbILWINEHHOIO
pPernameHToB, yTBepXAEHHbIX pyKoBOoAUTENlEM NpousBoaAUTENA NEKAPCTBEHHbLIX CPeAacTB, a TaKXKe B
COOTBETCTBYHOLWMNX CNydaaX o6pa3u,b| d)apMaLI,EBTM‘-IECKOﬁ CY6CTaHLI,MM, TecT-wuTamMmma MUKPOOPraHM3mMos,
KY/NIbTYpPbl KNETOK, o6pa3u,b| Bel,ecTs, NpUuMmeHAeMbIX ONA KOHTPONA KayecCTBa 1IEKAPCTBEHHOIO CpeacTBa
nyTem CpaBHEHUA C HUMU UCCNeQYyEMOTO IEKApPCTBEHHOIO CpeacTea, B KoO/IM4ecCTBax, HEO6XO,CJ,VIMbIX AanAa
BocnpomnsBegeHNA METOA0B KOHTPOIA Ka4yeCTBa.

3. Mpu nonydyeHnn o6pasLLOB NEKAPCTBEHHOrO npenapata U dapmaueBTUYEcKoW cybcTaHumm
3KCMEepTHOE yuperKaeHWe BblAaeT 3afABUTENI0 AOKYMEHT, MOATBEPXKAAlOWMIA NOoAyYeHUe YKasaHHbIX
06pasLLOB, M B CPOK, HE NpeBbIlWatoLWMi Tpex pabounx AHEN, yBeAOMSAET B 3/1IEKTPOHHOM dpopme nam Ha
H6yMarKHOM HocuTesie 06 3TOM YNOSIHOMOUYEHHbI dedepanbHblii opraH UCNOAHUTENBHOMN BNACTH.
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4. YKasaHHble B 4acTsax 2 U 3 HacToALLEeN CTaTbW CPOK A5 NpeacTaBaeHuMna 3aaBMTesiem ob6pasLyoB
JIeKapCTBEHHOro npenapata U ¢gapmaleBTUYECKON cybCTaHUMM U CPOK YBEAOMIEHMUA SKCNEepPTHbIM
yuyperkaeHmem o6 3Tom Ha OymarKHOM HocuTesie yNoJIHOMOYEeHHoro deaepasbHOro opraHa
MCMOJIHUTE/IbHOW BNACTU HE BK/OYAIOTCA B CPOK MPOBEAEHMA IKCNEepTU3, NpeaycMOTPEHHbIX YacTbio 1
HacCTosLLLEeN cTaTbu.

5. [JOKymMeHTbl, MNOCTYMMBLIME B 3SKCMEPTHOE YyypeskaeHue ANs NPOBEeAEeHUA 3KCNepTus,
NnpeayCMOTPEHHbIX 4acTblo 1 HacToAwen cTaTbM, MOANEXKaT BO3BPaTy B  YMNOJIHOMOYEHHbIN
denepanbHbli OpraH MCMNOJHUTE/IbHOW BNAcTU OAHOBPEMEHHO C 3aK/IHYEHUAMM, MOJYYEHHbIMU MO
pesynbTaTamM COOTBETCTBYIOLMX IKCNEPTU3.

Cratba 24. 3Kcneptusa KayecTBa /IeKAPCTBEHHOr0 CpeAacTBa M JKCNepTu3a OTHOLWEeHUA
O}MAAEeMOW no/b3bl K BO3MOXHOMY PUCKY MNPUMEHeHUA JIeKapCTBEHHOro npenapata Aas
BeTePMUHAPHOro NpUMeHeHUnA

1. dKcnepTn3a KauecTBa JIEKAaPCTBEHHOIO CPEACTBA W SKCNEPTU3a OTHOLLEHMA OXKUOAEMO NO/b3bl
K BO3MOXHOMY PUCKY MPUMEHEHMA SIEKapCTBEHHOro npenapaTa A/id BETePUHAPHOro NpUMeHeHuUs,
COCTaBNEHME KOMWCCUSIMM 3SKCMEePTOB 3aK/AOYEeHUM MO pesy/sbTaTaM YKa3aHHbIX 3KCNepTMs MU
HanpaB/fieHWE TaKMX 3aK/OYEHUI B YNONHOMOYEHHbIN deaepanbHblii OpraH UCMOAHUTENBHOM BNACTU
OCYLLLECTBASIOTCS B CPOK, HE MPEBbILIAIOLWNIN CTa AeCcATU pabounx gHel co AHA NOAYYEHMA SKCNEPTHbIM
yupexgeHmem 3aZaHuA  YnoJHOMOYEHHOro ¢enepanbHOro opraHa WCNOJHUTENbHOW BAACTU C
OOKYMEHTaMM, yKasaHHbIMM B 4acTu 3 ctaTbM 17 HacToswero PenepanbHOro 3akoHa.
(8 pea. PepepanbHblx 3aKkoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-P3)

2. B TeuyeHume TpmauaTM paboumx AHEeN CO AHA NOAYYEeHMA peleHUA YNoJHOMOYEHHOro
benepanbHOro opraHa UCNONHUTENBHOM BAACTU O NPOBEAEHUN YKa3aHHbIX B YacTM 1 HacToALWel CcTaTb
3KCNepTU3 3aABUTE/b NPEACTaBAAET B SKCNEPTHOE yUpexaeHue ana NposeaeHna sKCNepTU3bl KayecTsa
NleKapCTBeHHOro cpeacTsa o6pasubl NeKapcTBEHHOro npenapaTta ANs BeTepUHapHOro NpumMeHeHus,
Nnpoun3BeAeHHOro B COOTBETCTBUM C TPebOBaHMAMMU TEXHOIOTUYECKUX PErnameHTOB, YTBEpPKAEHHbIX
pyKoBOAUTENEeM MPOM3BOAUTENA IEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLMX C/yYasax TecT-
LWITaMMbl MUKPOOPraHM3MOB, KyAbTypbl KNeTOK, 06pasubl papmauesTMyecKoi cybcTaHumMM, obpasubl
BellecTs, MPUMEHsieMble ANA KOHTPONA KayecTBa JIeKapCTBEHHOro CpeacTsa, B KO/MYecTBax,
HeobXoAMMbIX AN BOCNPOU3BEAEHMA METOA0B KOHTPOIA KayecTsa.

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

3. Mpu nonyyeHMn ob6PasLLOB NEKAPCTBEHHOro npenapata U ¢apmaleBTUYEecKol cybcTaHumm
9KCMEepTHOE yuperKaeHWe BblAaeT 3afBUTENI0 AO0KYMEHT, NOATBEPMKAAOWMI NoayYyeHMe YKa3aHHbIX
06pasLOB, U B CPOK, He NpeBbIWAOWMIA Tpex pabounx aHen, yBeaomAaAeT B NUCbMEHHON dpopme 06
3TOM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCNONHUTENbHOW BAACTM.

4, CpoK pna npeactaBneHva 3assButenem o06pasuoB  /1IeKAapCTBEHHOrO npenapata W
dapmaueBTUYECKO cybCcTaHUMM UM CPOK YBEAOMJIEHMSA JKCMEPTHbIM ydypexkaeHuem o6 3Tom B
nMcbmeHHoM Gopme YyNnoJIHOMOYEHHOro peaepasbHOro opraHa UCNONHUTENIbHOM BAACTW, YKa3aHHble B
YacTax 2 U 3 HACTOALLEN CTaTbM, HE BKIIOYAIOTCA B CPOK NPOBeAEeHMA YKa3aHHbIX B 4acTu 1 HacToAwel
CTaTbW IKCNEPTH3.

5. [JOKymMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yupexgeHne 1A NpoBefeHUA YKa3aHHbIX B 4acTn 1
HaCTOﬂU.LeVI CTaTb 3KCNEPTU3, NoANeEXAT BO3BPATY B yﬂOﬂHOMOHeHHbIVI d)e,a,epaanb|17| opraH
MCMNOJIHUTEIbHOM BNACTU OAHOBPEMEHHO C 3aK/IIOYEHNAMM NO PE3Y/IbTAaTAM YKA3aHHbIX 9KCNEPTU3.

Cratba 25. MoBTOpHOE NpoBegeHne 3KCNepPTU3bl IEKAPCTBEHHbIX CPeaCTB
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyaax He,CI,OCTaTO‘-IHOVI 060CHOBAHHOCTM UM HEMOIHOTbI 3aK/TIOYEHUSA KOMMUCCUM 9KCNepTOos,
Haan4ymAa B HEM NPOTUBOPEYUBDLIX AaHHbIX, d)a/'IbCMd)MKaLI,MM BbIBOAOB 3KCNEPTU3bl NNEKAPCTBEHHOIO
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CpeAcTBa, COKPbITUA OT YNOJIHOMOYEHHOro ¢esepasibHOro opraHa UCMOSIHUTENbHON BNAaCTU OCHOBAHWUM
ONA  0TBOAA 3KcnepTa BCNeACTBME €ro 3aMHTEePEeCcOBaHHOCTM B pe3ynbTaTax COOTBETCTBYIOLLEM
9KCNepTUns3bl, Haanyma  AdaHHbIX O npAMom nmbo KOCBEHHOM BmelwaTenbCcTBe B npouecc
COOTBETCTBYIOLLEN IKCNEPTU3bl UL, HE Y4acCTBYIOLWMUX B €e NPoBeAeHUM, HO OKas3aBLIMX BAUAHME Ha
npouecc n pesysbTaTbl €e NPoBeAeHUs, YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOAHUTENbHOM
B/IACTM Ha3Ha4yaeTcs NOBTOPHasA SKCNepTU3a IeKapCTBEHHOIO CPeaCTBa U (MIM) STUYECKas sKCnepTm3a.
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. NoBTOpHas 3KCNepTU3a JIEKAPCTBEHHOIO CpenCcTBa NMPOBOAUTCA C YY4ETOM pes3y/bTaToB paHee
NnpPoBeLEHHON 3KCMEPTU3bl B CPOK, YCTAaHOB/EHHbIA YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM
WUCNONIHUTENIbHOM BIACTU U HE MPEBbLIWAOWMNA TPMALATU Paboumx AHEN CO AHA NOAYYEHMA IKCNEPTHbLIM
yupexgeHnem 3afaHuna Ha NpoBeLeHMe NOBTOPHOM SKCNEePTU3bl IEKAPCTBEHHOIO CPeaACcTBa.

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

3. ®uHaHcoBoe obecneyeHue BbINOJIHEHMA 3343HUSA Ha MNpPoBeLEeHWE MOBTOPHOW 3KCMepTu3bl
JIeKapCcTBEHHOro CpeAcTBa He OCyLLeCcTBAAeTCA.
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CraTtbA 26. YCKOpeHHaA npoueaypa sKCnepTusbl IeKapCTBEHHbIX CPeCcTB

1. YcKopeHHas npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbIX CPeACcTB B LLeNAX rocy[apCTBEHHOM
perncTpauum NeKapcTBEHHbIX MPEenapaToB MPUMEHSeTCs B OTHOWEHWW OpdaHHbIX JIEKAapPCTBEHHbIX
npenapaTos, NepBbiX TPEX JIEKAPCTBEHHbIX NpenapaTos, pernctpupyemblx B Poccuiickon depepaumm B
KauyecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX MpenapaToB, O4YepPeAHOCTb KOTOPbIX onpenensercs B
COOTBETCTBMM C HOMEPOM W [aTOM BXOAALWMX 3aABNE€HUMA O TOCYAaAPCTBEHHOW perucrpaumm
JIeKapCTBEHHbIX MPenapaToB B PaMKax OAHOrNo MexAyHapoAHOro HenaTeHTOBAaHHOro HauMeHOBAHWS
NIeKapCTBEHHOro npenapaTa WAWM rPYNMNMPOBOYHOrO HaMMEHOBAHWA JIeKAPCTBEHHOro npenapaTta, U
NIeKapCTBEHHbIX npenapaTos, npegHasHa4yeHHbIX NCKNIOYUTENBHO ans NPUMEHEHUS
HeCcoBepLIEHHOIETHUMU FpaXkaaHamu.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

2. YcKopeHHaa npoueaypa 3KCNepTu3bl JIeKAapCTBEHHbIX CPeACTB B LENAX rocyAapCTBEHHOM
perucTpaunmn NeKapcTBEHHbIX MPEnapaTos He MPUMEHAETCA B OTHOLLEHUN:

1) 6uoaHanorosbix (6MoNoao06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NeKAPCTBEHHbIX MPenapaToB (3a WMCKAOYEHUEM OpPQaHHbLIX JIeKapCTBEHHbIX
npenaparos);

KoHcynbTaHTIAOC: NpumeyaHue.

o 01.09.2023 poCCUMACKMM MPOU3BOAUTENAM NEKAPCTBEHHbIX MPENapaTtoB AN BETEPUHAPHOrO
NPUMEHEeHMA paspeLleHo NogaBaTb PermcTpaLMoHHOE A0Cbe MO YCKOPEHHOM npoueaype 6e3 yyeta
TpeboBaHuli n. 3 4. 2 cT. 26 (MoctaHoBneHMe MpaButenbctea PO ot 12.03.2022 N 353).

3) BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNpPEnapaTtoB (3a MWCKAOYEHMEM MNEPBbIX Tpex
peructpupyembix B Poccuiickon ®depepaumm B KayecTBe BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaToB W NEKapCTBEHHbIX MNpPenapaToB, MNpeAHasHaYeHHbIX WCKAOUYUTENbHO ANA MPUMEHEHMUA
HecoBepLIEHHONETHUMM FpaxKaaHamu);

4) HOBbIX KOMBWHaUWIA 3apPerncTPMPOBAHHBIX PaHEe EeKapPCTBEHHbIX NpenapaTos;

5) NekapcTBeHHbIX NPenapaToB, 3apPernmcTpPUpPOBaHHbLIX pPaHee, HO MPOU3BEAEHHbIX B APYrux
NeKapCcTBeHHbIX GOpMax B COOTBETCTBMM C NEpeYHEM HaMMEHOBaHUI NeKapCTBEHHbIX GOpPM 1 B HOBOM
[03MPOBKe.
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(4actb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

3. YcKopeHHas npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB MPOBOAUTCA MO PeLleHUIo
COOTBETCTBYIOLLErO YyNO/JIHOMOYEHHOro peaepasbHOro opraHa UCNOJHUTENIbHOM B/1IACTM HA OCHOBAHWMU
3aAB/IeHMA 3aABUTENA B CPOK, HEe NPeBbIlWalolMii BOCbMUAECATU paboumx aHel. Mpu 3Tom 3KcnepTusa
OOKYMEHTOB, COAEPKALLMXCA B PETMCTPALMOHHOM A0Cbe HA NEKAPCTBEHHbIN NpenapaT, NPoBOAMUTCA B
CPOK, He npeBbillaloWnii gecatn paboumx OHel, sKCnepTu3a KayecTBa JIEKAPCTBEHHOroO cpeacTsa U
JKCNnepTn3a OTHOLWeHUA O)KM,EI,BEMOVI NoNb3bl K BO3MOXHOMY PUCKY NpUMeHeHUA NeKapCTtBeHHOro
npenaparta NpoBOAATCA B CPOK, HE NMPEBbILLAOWMNA LIECTUAECATU Paboumnx AHen.

(4acTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOLWeHUN opdaHHbIX JIEKapPCTBEHHbIX MPEenapaToB MOTyT 6bITb NPeACTaB/ieHbl pe3yabTaThbl
OOKNVHUYECKUX UCCef0BaHUI IEKaPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BaHUIA IEKAaPCTBEHHbIX
npenapaToB g8 MegMLMHCKOro NPpMMEHeEHUs, BbINOHEHHbIX 3a Npeaenamu Poccuitickolt depepaumm B
COOTBETCTBMM C MpaBWUIaMM Hagfexawein nabopaTopHOM NPAKTUKM WM NpaBuiamMn Hagfaexallein
KAWHUYeCcKom NPaAKTUKN.

(4acTb 3.1 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

4. YcKOpeHHasa npoueaypa 3KCNepTusbl NEeKAPCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPAAKeE,
yCTaHOBNeHHOM cTaTbaAMm 17 - 20, 23 n 24 Hactoawero denepanbHOro 3akKoHa, M He O3Ha4vaeT
CHUKeHMA TpeboBaHUI K 6e3onacHoOCTM, KauecTBy M 3PEeKTUBHOCTU IEKAPCTBEHHbIX NPEenapaTos.

CraTtbAa 27. PewneHue o0 rocyAapcTBeHHOM perncTpaumm eKapcTBeHHOro npenapara

1. B cpok, He npeBblWaoWmin gecatn paboumx gHel co AHA NONYYEHWUN 3aKJYEHUIN KOMUCCUM
3KCMepTOoB MO pe3y/ibTaTamM 3KCMepTM3bl Ka4ecTBa JIEKAPCTBEHHOMO CPeACTBa M 3KCNEepPTU3bl OTHOLIEHMA
OXMAAEeMOM Nosib3bl K  BO3MOXHOMY  PUCKY MPUMEHEHMs  JIeKapCTBEHHOro  npenapara,
COOTBETCTBYOLMIA YNONHOMOYEHHbIN denepanbHbli OpraH UCMONHUTENbHOM BNACTU:

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

1) pasmelaeT Ha cBoem oduLManbHOM canTe B ceTu "MHTepHeT" COOTBETCTBYHOLLME 3aK/THOYEHUS
KOMMCCMM IKCMEPTOB W OCYLLECTBAAET WX OUEHKY ANA onpeaeneHus COOTBETCTBMA 33a[aHMIO Ha
npoBeAeHne 3TUX 3KCNepTus;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NPUHUMAET peLleHne O TOoCYAaPCTBEHHOW pPerucTpauuMu fieKapcTBeHHOro npenaparta uam ob
OTKase B rocyAapCTBEHHOW PerucTpalmm 1ekapCcTBEHHOIO Npenapara;

3) BHOCUT NpY NPUHATUN PELLEHMA O rOCyAapCTBEHHOW PerncTpaLmMm NekapcTBEHHOro npenaparta
[aHHble O 3apervcTpupoBaHHOM NEKAPCTBEHHOM Mpenaparte, B TOM uyucie O dapmaueBTUYecKon
cybcTaHUMM, BXOAALLEM B COCTaB JIeKAapCTBEHHOTO MNpenapaTta, B rOCYAApCTBEHHbIN peectp
NEeKapCTBEHHbIX CPeACTB M BblAaeT 3aABUTENO PerncTpauMoHHOEe yA0CTOBEpPEHME /IeKapCTBEHHOro
npenapata, ¢opma KOTOPOro YTBEPXAAeTCs  YMNOAHOMOYEHHbIM  deaepanbHbiM  OpraHoMm
MCMNONHUTENLHON BAACTWU, COrNAacoBaHHble HOPMATMBHYIO AOKYMEHTAUMIO, HOPMATUBHbIN AOKYMEHT,
WMHCTPYKLMIO NO NPMMEHEHUIO IeKapCTBEHHOIO NpenapaTa U MaKeTbl NePBUYHON YNAaKOBKMN M BTOPUYHOM
(noTpebuTenbckol) YNakoBKM C YKasaHMEM Ha HUX HOMEpPA PEervcTpaLuMoHHOro YA0CTOBEPEHMA
NeKapCTBEHHOro npenapaTta M AaTbl €ro rocyAapCcTBEHHOM pPerucTpauMmM WAM B C/Ayyae NPUHATUA
pelweHna 06 OTKase B rocyAapCTBEHHOM PerucTpaumm NeKapCcTBEHHOro npenapata yBeAOM/AET B
nMcbmeHHOM ¢opme 3aABuTENs 06 3TOM C YKasaHMeM MPUYMH TaKoro OTKasa. 3a Bblgauy
PerucTpaunoHHOro yA40CTOBEPEHMNA IEKAPCTBEHHOrO NpenapaTta B3MMaeTca rocy4apcTBeHHas nowamHa
B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickolt degepaumm o Hanorax 1 cbopax.

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

2. OcHoBaHMEM ONA OTKasa B FOCV,EI,apCTBEHHOVI perncTtpaumnm nekapCTtBeHHOro npenapata AanA
megununHCKoro npumeHeHunA ABNAETCA 3aKnK4eHune COOTBETCTBYHOLWEIO YNONHOMOYEHHOIo
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desepanbHOro opraHa WCMONHUTENbHOW BAACTM O TOM, UYTO KayectBO U (Mau) 3dpdeKTUBHOCTbL
pPEerncTpMpyemoro JeKkapCcTBeHHOro npenaparta Aaa MeAULMHCKOro NPUMEHEHWs He MNOATBEPKAeHbI
NOMIYYEHHbIMU AAHHBIMU UM YTO PUCK MPUYMHEHUA BPeaa 3[0POBbI0 YesioBeKa BCAeACTBME npuema
NIeKapCTBEHHOro npenapata An8 MeAUUMHCKOro NpuMMeHeHus npesbilaeT 3¢$EeKTUBHOCTbL €ero
NPUMEHEHMUS.

(4acTb 2 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3. MoBTOpHOE npeacTaBieHMe B COOTBETCTBYIOLWMIA YNOJIHOMOYEHHbIN deaepasbHblit opraH
WUCMNOJIHUTENbHOW BIAaCTU NIeKAapCTBEHHOro npenapata, B OTHOWEHWM KOTOPOro MOJlyd4eH OTKas B
rocy4apCTBEHHOM PEerucTpaumMm U KOTopblit BMOCAeACTBMM NOABEPrca U3MEHEHMI0 B YaCTK ero CocTaBa,
paccmaTpuBaeTcA Kak NpeacTaB/ieHWe HOBOFO JIEKapCTBEHHOrO Npenapata Ha ero rocyAapcTBEHHYHo
perucTpaumio He3aBUCMMO OT COXPaHEHUSA ero NepBUYHOro HaMMeHOBaHMA.

(4actb 3 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

4. Mpwn npepocTaBieHMn 3adaBUTEIeM B COCTaBe PEervcTpaLMoOHHOro A0Cbe HA JIeKapCTBEHHbIN
npenapar 41a BETEPUHAPHOTO NPUMEHEHMA KOMUU PeLleHns YyNoJHOMOYEHHOro ¢enepanbHOro opraHa
WUCNONIHUTENIbHON BAACTM O NPOBELEHUMWU MHCNEKTUPOBAHWUA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
CPOK MNPUHATUSA peleHMA O TOCYAapCTBEHHON pPEerncTpaummn NeKkapCTBEHHOro npenapata  Anas
BETEPUHAPHOIro NPMMEHEHMs NPUOCTAHABIMBAETCA CO AHA NOYYEHUA 3aKNHUYEHNIM, YKa3aHHbIX B 4acTu
1 HacToALWeN cTaTbK, 40 AHA NPUHATUS YNOJAHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOAHUTENbHOM
B/IACTU pelleHMa O Bblaaye uam o6 OTKase B Bblgaye 3aK/OYEeHUA O COOTBETCTBMM NpoOM3BOAMTENA
NIeKapCTBEHHbIX cpeacTB TpeboBaHMSAM NpaBMA Hag/eKallel NpPoM3BOACTBEHHOM MPAKTUKM, HO He
6onee yem Ha CTO BOCEMbAECAT paboumnx gHe.

(4actb 4 BBeaeHa PegepanbHbim 3akoHom oT 04.06.2018 N 140-P3)

5. OcHoBaHMEM ANA OTKas3a B roCyAapCTBEHHOM PerMcTpaumm NeKapcTBEHHOro npenapaTta gns
BETEPUHAPHOIO MNPUMEHEHMA ABNAETCA 3aK/OYEHWE YNOJHOMOYEHHOro ¢denepanbHOro opraHa
WUCNONHUTENbHOMW BAACTM O TOM, 4TO KadyectBOo W (Man) 3PPEKTUBHOCTb  PErMCTPUpPyeMoro
JIeKapCTBEHHOro npenapata A1A BETepPMHAPHOro MNPMMEHEHMA He MNOATBEPXAEHbl MOJlyYEHHbIMMU
OAHHBIMU UKW YTO PUCK NPUYNHEHMA Bpeaa 340P0BbIO YXMBOTHOIO BCAEACTBUE NPMEMA IeEKAPCTBEHHOIO
npenapata AnA BETEPMHApPHOro NpuMMeHeHuA npesbliwaeT 3PGEKTUBHOCTbL €ro MPMMEHEHUA, OTKas
ynonHomodeHHoro ¢eaepanbHOro opraHa MCMOAHUTENbHOMW BAACTM B Bblgaye 3aKAHOYeHUs O
COOTBETCTBUM  MPOU3BOAMTENSA  NIEKAPCTBEHHbIX CPeactT8 TpeboBaHMAM MNpaBWUA  Haa/exallel
NPOW3BOACTBEHHOM MPAKTUKM [N KaxAOW NPOU3BOACTBEHHOW MJIOWAAKM  PErUCTPUPYEMOro
JIeKapCTBEHHOro npenapata [A/A BETEePUHAPHOro MNPUMEHEHUA B C/y4ae, eCcau MNPOU3BOACTBO
JIeKapCTBEHHOrO npenapata A/A BEeTepUMHApHOro MNPUMEHEHUA OCYyLLecTBAAeTCcA 3a npeaenamu
Poccuitckon Pepepaumm, Uam oTCyTCTBUE TAaKOTO 3aKNOUEHMA.

(4acTb 5 BBegeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTIAOC: NpumeyaHue.
O nopsagKe u cpoKax ornpeaeneHna B3aMMO3aMEHAEMOCTU IEKAapCTB /IeKAapCTBEHHbIX NpenapaTos,
3apernctpmpoBaHHbix Ao 01.03.2020, cm. cT. 3 ®3 01 27.12.2019 N 475-P3.

Cratba 27.1. B3aMm03aMeHAEMOCTb JIeKApCTBEHHbIX MNpenapaToB AAA MEeAULMUHCKOro
npPUMeHeHusA
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMmo3ameHAemOoCTb NEeKapCTBEHHbLIX MNpenapatos And MeaAUUMHCKOro npumMmeHeHUA
onpegenaeTcA ynoJlHOMOYEHHbIM d)ep,epaanbuv\ OopraHom WUCNONIHUTENbHOM BNACTH, ocyuwiecresaarowmnm
roCygapCTBEHHYIO pPerncTpaunto NeKapCrtBeHHbIX MNpenapatos AaA MeguUUHCKOro npumeHeHuAa, B
PaMKax OA4HOro MmexayHapoaHoro HenaTeHToOBaHHOro (VII'IVI XUMHUYECKOIo, Unun prI'II'IMpOBOLIHOFO)
HaMMeHOBaHMA Ha OCHOBE 3aK/l4YeHUA KOMUCCUMU ISKCNEepPTOB ISKCMEPTHOro y4ypexageHuna o
B3aMMO3aMeHAEMOCTN NEKAPCTBEHHOIO nNpenapata Ana meanumHCKOro npumMmeHeHuA nmbo o TOM, 4TO


consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E94B0C39F2B9329AFD0B77796B323583A5A736EEC4C16E16A369BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E56A359BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E94B0C39F2B9329AFD0B77796B323583A5A736EEC4C16E16A349BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E94B0C39F2B9329AFD0B77796B323583A5A736EEC4C16E16A3A9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDCB9C2F9029AFD0B77796B323583A5A736EEC4C16E16F3A9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDCB9C2F9029AFD0B77796B323583A5A736EEC4C16E16A359BB54035C263AF34D493E6FFA3A650J5u4H

JIEKapCTBEHHbIM npenapat Ans MeAMUMHCKOTO MPUMEHEHMA He SsBAsSeTCA B3auMO3aMeEHSEeMbIM.
MopAagok onpeaeneHVa B3aMMO3aMEHAEMOCTM JIEKAPCTBEHHbIX MpenapaToB Aaa MeAULUHCKOro
npmnmeHeHuA n d)opma 3aKnr4eHnAa KOMUCCcnMu JKCnepToB JKCNnepTHOro ydypexageHunAa (o}
B3aMMO3aMeHAEMOCTUN NeKapPCTBEHHbLIX NpenapaTtos AN1A MmeanUunUHCKOro npumeHeHuna nmbo o TOM, 4YTO
JIEKAapCTBEHHbIM npenapat Ans MeAUULMHCKOrO MPUMEHEHUA He ABAAETCA B3aMMO3aMEHAEMbIM,
ycTaHaBamBsatotca MpasutenbctBom Poccuinckoit ®epepaumu.

2. Komuccma sKCNepToB 3KCMEPTHOrO yypexkAeHus AaeT 3aK/lloYeHuMe O B3aMMO3aMeHSseMOoCTU
IeKapCcTBEHHOro npenapata AA8 MeAMLMHCKOro MNpuMeHeHMAa aMbo O TOM, YTO JIeKapCTBEHHbIN
npenapat Ana MeAULMHCKOrO MNPUMEHEHUAs He SABAAETCA B3aMMO3aMEeHSeMbIM, Ha OCHOBAHWUU
cneayowmx Kputepmes (XapaKkTepuctumk):

1) asKkBMBaneHTHocTb (ana 6uoaHanorosbix (6MONOAOGHBLIX) NEKAPCTBEHHbIX MNpenapaTos
(bioaHanoros) -  COMOCTaBMMOCTb)  KAYeCTBEHHbIX UM KOJIMYECTBEHHbIX  XapaKTepPUCTUK
bapmauesTUYeckmMx cybCcTaHUMIM A COMOCTaBUMOCTb aHTUIEHHOrO COCTaBa BaKLUMH. Mcnonb3oBaHue
PasNUYHbIX cosei, 3GUPOB, KOMMIEKCOB, U30MEPOB, KPUCTAIMYECKUX GOPM 1 APYrUX NPOU3BOAHbLIX
OAQHOMO M TOMO e [AEeWCTBYIOWEro BellecTBa He ABAAETCA NPenATCcTBMEM A/1A OonpeaeseHus
B3aMMO3aMEHAEMOCTN  JIEKapCTBEHHbIX Mpenapatos, ecanm nNpu  NPOBEAEHUM  UCCNeAO0BaHUA
B6WNO3KBMBANEHTHOCTM  JIEKAPCTBEHHOro  npenapata WAM  MCCAeA0BaHMA  TepaneBTUYEeCKoWn
3KBMBA/IEHTHOCTN NIEKapPCTBEHHOrO npenapaTa A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HaYUMMbIX Pas3inyuii
bapmakoknHeTkn U  (nam) sbdeKkTmBHOCTM M 6He30MacHOCTM JIeKapCTBEHHOro npenapaTta A/
MeAMNLMHCKOro NPUMEHEHMS;

2) 3KBMBA/NIEHTHOCTb /IEKAPCTBEHHOM GOopPMbI. MoA 3KBMBANEHTHLIMW NEKAPCTBEHHBIMWU hOpMamMm
NMOHMMAIOTCS Pa3Hble NeKapCTBEHHble GOpMbI, MMelowme oAMHaKoBble cnocob BBegeHMs M cnocob
npumeHeHus, obfagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKUMU  XapaKTepucTUKamMu U
dapmakosiormyeckum  geictenem U obecrneumBalolimMe TaKXKe  [OCTUXKeHWe  Heobxogumoro
KAMHMYeckoro addekTa. Pasnnums nekapcTBeHHbIX GOPM He ABASIOTCA NPenATcTBMEM 418 onpeaeneHus
B3aMMO3aMEHAEMOCTN  NIEKAPCTBEHHbIX MpPenapatoB, €ecan Npu  NPOBEAEHUM  UCCNeA0BaHUSA
O6WO3KBMBANEHTHOCTM  JIEKAPCTBEHHOrO  Mpenapata  WAM  UCCNeLOBaHWA  TepaneBTUYECKOW
9KBMBA/IEHTHOCTU NIEKAPCTBEHHOMO NpenapaTa A0Ka3aHO OTCYTCTBME KAMHWYECKM 3HAYMMbIX Pas3invymnii
bapMaKoKMHETUKM U (Min) 3ddeKTMBHOCTM M 6e30MacHOCTM JIeKAapCTBEHHOro npenapaTta  And
MeAMLMHCKOro NPUMEHeHMS;

3) 3KBMBA/MIEHTHOCTb MM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB /IEKAPCTBEHHOMO
npenapata Aaa MeAWLMHCKOrO MpuMeHeHusa. Pasanuma cocTaBa BCMOMOraTe/lbHbIX BELECTB
NNeKapCTBEHHOrO npenapata He fABAAIOTCA NPenATCTBMEM ANA onpeaeseHnsa B3aMMO3aMEHSEeMOCTU
NEeKapCTBEHHbIX MpenapatosB, ecAu npuM  MNPOBeAEeHWM  UCCNenoBaHMA  BGUOIKBMBANEHTHOCTU
NeKapCTBEHHOro npenapaTta WAM UCCAef0BaHWUA TepaneBTUYECKON 3KBMBANEHTHOCTM JIEKAPCTBEHHOrO
npenapaTta [AOKa3aHO OTCYTCTBUE KAMHWYECKM 3HAYUMbIX PasAnuMit  GapMaKOKUHETUKU U (1K)
3dPEKTUBHOCTU M 6E30MacCHOCTU IeKapCTBEHHOro npenapata Ans MeguUMHCKOro npumeHeHus. Mpu
HaIMYUN KAMHUYECKU 3HAUYMMBIX PasNNUMN GapMaKOKMHETUKMN U (MaK) 3hdeKTMBHOCTU 1 6e30NacHOCTH
NeKapCTBEHHOro npenaparta gaa MeAULUMHCKOro NMPUMEHEeHMsA B3aMMO3aMeHAeMOCTb ONpeaensaerca ¢
YKa3aHWeM Ha UCKAoYeHME OTAENbHbIX Pynn NauneHTos;

4) NMOEHTUYHOCTb cnocoba BBeAeHNA U cnocoba NPUMEHEHNA;

5) COOTBETCTBME NponsBoanTeNA NeKApPCTBEHHOIO CpeacTBa Tp86OBaHMFIM npasun HaAJ'IE)KaLLI,EVI
I'IpOMBBOACTBEHHOVI NPaKTUKKU.

3. Onpep,eneHme B3aMMO0O3aMeHAEMOCTN BOCNpPOU3BeAEHHbLIX JIEKAPCTBEHHbBIX NpenapatoB ANnA
MegnUNHCKOro npmmeHeHuma, yKasaHHbIX B 4acCTu 10 cratbu 18 HacToAwero dJep,epaanoro 3adKOHa,
OocyLllecrBnAaeTcAa 6es HEO6XO,EI,MMOCTM AO0Ka3aTenbCrBa UX 6103KBMBAIEHTHOCTM.

4, OcobeHHoCTH onpeaeneHuA B3aMMO3aMeHAEMOCTU 61010rMYecKnx NeKapCTBEHHbIX
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npenapatoB, KOMBWHUPOBAHHbIX /JIEKAPCTBEHHbIX MPenapaToB (coAeprKalumx KoOMBUHaUuUo AByX M
bonee AOeNCTBYIOWMX BELLECTB), NEKAPCTBEHHbIX MpenapaTtoB A/A NapeHTepPanbHOro nUTaHuA U
HeA03MPOBaHHbIX JIEKAPCTBEHHbLIX MpenapaToB ycTaHasBauBakoTcA [pasBuTtensctBom Poccuiickoi
depepauun.

5. OnpegeneHne B3aMMO3aMEHAEMOCTM HE OCYLLECTBAAETCA B OTHOWEHWUMU NEeKapCTBEHHbIX
pacTUTENbHbIX MPenapaTos, FOMeonaTUYECKMX NEKapCTBEHHbIX MpenapaTos.

6. PopmMpoBaHMe NepeyHa B3aMMo3aMeHAEMbIX JIEKaPCTBEHHbIX NPenapaTos 418 MeANLMHCKOro
NMPUMEHEHWA OCYLLECTB/IAETCA IKCMEPTHLIM yUpesKAeHUEM NMOCPeACTBOM 06beANHEHNA IEKaPCTBEHHbIX
npenapaToB B OTAE/NbHbIE TPYMMbl, B Ka)KAOW W3 KOTOPbIX JIeKaPCTBEHHble npenapaTbl ABAAOTCA
B3aMMO3aMEHAEMbIMMU,

7. B cnyvae BKAOYEHMA B MHCTPYKUMIO NO MEAMUMHCKOMY MPUMEHEHWNIO fIeKapCTBEHHOrO
npenapaTa Ha OCHOBaHMM Pe3y/bTaTOB COOTBETCTBYIOLMX UCCAEA0BAHNI NMOKA3aHUIM ANA NPUMEHEHUSA,
KOTOpble OTAMYAIOTCA OT NOKa3aHWM A48 NPUMEHEHUA APYrMX JIeKapCTBEHHbIX NpenapaTos U3 rpynnbi
B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NPenapaTos, B MepeyHe B3aMMO3aMeHSAEeMbIX JIeKapCTBEHHbIX
npenapaToB 418 MeAULMHCKOro MpUMeHeHusa S0KHa 6bITb YKa3aHa COOTBETCTBYOLWAA MHPOpMaLMS.

8. NepeyeHb B3aMMO3aMeHSAEMbIX JIEKAPCTBEHHbIX NPenapaToB 418 MeAULMHCKOrO NMPUMEHEHMUs
pasmeLLaeTcsa yrnoJHOMOYeHHbIM pesepasibHbIM OPraHoOM MUCMOJIHUTEIbHOW BAACTW, OCYLLECTBAAOWMM
rOCYyZapCTBEHHYIO PErUCTPaLMIO JIEKAPCTBEHHbIX MPEenapaTtoB ANS MeAULMHCKOTO NMPUMEHEHMUA, Ha
cBoem oduumanbHom cante B cetn "UHTepHeT". UHbopmauus B nepeyHe B3aMMO3aMeEHAEMbIX
NIeKapCTBEHHbIX MPEnapaToB 4/ MEAUUMHCKOTO NpMMeHeHUs 0BHOBAAETCA YKa3aHHbIM defepasibHbiM
OpPraHOM WCNOJIHUTE/IbHOW BNACTU C YYETOM HOBbIX 3aPEernmcTpMpPOBaHHbIX JIEKAaPCTBEHHbIX NpernapaTos
ANA  MeAMLUMHCKOrO MPUMEHEHWUA W BHECEHHbIX MW3MEHEeHMI B [AOKYMEHTbl, cogeprKalimecs B
PEernucTpPauMoHHbIX A0Cbe Ha 3aperncTpUMpoBaHHble JieKapcTBeHHble npenapaTbl 418 MeAWULMHCKOro
npUMeHeHus.

9. MNopAAOK MCNONb30BaHMA WMHPOPMALMK O B3aMMO3aMEHSeMbIX NIeKapCTBEHHbIX MpenapaTtax
ANA MeAULMHCKOro NPUMEHEHUA M NOPAAOK AayYM PasbACHEHWI NO BONpocam B3aMMO3aMeHAEMOCTU
NIeKapCTBEHHbIX MNpenapaTtoB A4 MeAUUMHCKOro NpUMeEHEHUs YycTaHasauBaloTcA [1paBUTENbCTBOM
Poccuiickon deaepauymn.

KoHcynbTaHTIAOC: NnpyMeYaHme.

CpoK peructpaumm NeKkapCTBEHHOro MpenapaTa A1a BETEPUHAPHOTO MPUMEHEHMUSA, UCTEKAIOLWMI C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecAueB (MocrtaHoBneHue [MpaButensctea PP ot
12.03.2022 N 353).

CraTbAa 28. PerncrpaunoHHoe y40CcToBEpPEeHME JIeKapCTBEHHOro npenapara

1. PerncTpaumoHHoe ya0CcTOBEpPEHME NEKAPCTBEHHOMO MpenapaTta C yKasaHMem /IeKapCTBEHHbIX
dopmMm M [O03MPOBOK BblaaeTcs 6eccpoyYHO, 33 WCKAOYEHMEM PErnMCTPALMOHHOIO YA0CTOBEpPEeHUn
NeKapCTBEHHOrO npenapaTta, BblgaBaemMoro CO CPOKOM AOeWCTBMA NATb /eT, Ha BNepsble
peructpupyemble B Poccuitickoit degepaumm NeKapcTBEHHbIe NpenapaTbl.

2. Mo uCTeYeHUM YyKasaHHOro B 4acTM 1 HacTosAwel cTaTbW CpPOKa Bblgaetca bHeccpouyHoe
perucTpaunoHHoe YyAOCTOBEPEHME NEKAPCTBEHHOro npenaparta nNpu YCI0BUMM NOATBEPXKAEHWUA €ero
rocyAapCTBEHHOM perncTpauun.

3. B cnyyae BHeceHMAa B cooTBeTCTBUM €O cTaTbamm 30 n 31 HactoAwero PenepanbHOro 3akKoHa
M3MEHEHUIN B copepKallneca B PerncTpauMoHHOM A0Cbe Ha 3apPerncTpupoOBaHHbIA NEKAPCTBEHHbIN
npenapaTt A0KYMEHTbl, 3aTparMBatoLWmMX CBeAEHUA, OTPAXKeHHble B PerncTpaumoHHOM YA0CTOBEPEHNU
JIeKapCTBEHHOro npenapara, yNnoAHOMOYEHHbIN dpeaepasnbHbll OpraH UCNOSHUTENbHOMW BNACcTU BblgaeT
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HOBOE pPerncTpaLmoHHOe y40CTOBEPEHNE IEKAaPCTBEHHOTO NpenapaTa, cogepallee BHECEHHbIE B HEro
M3MEHeHuA.
(4actb 3 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl UM MOBPENKAEHUA PErnUCTPaLMOHHONO Y/A0CTOBEPEHUA NeKapCTBEHHOro
npenapata no 3asB/EHMIO B MUCbMEHHON dopme aepxkaTens WUAM BRagenbla PerucTpaumoHHOro
YO0CTOBEPEHMUA NIEKAPCTBEHHOrO NpenapaTta UM ynoJIHOMOYEHHOTO MMU APYroro opuanMyeckoro amua
0 Bblgaye  aybaMKaTa  PerucTpaumMoHHOro  YAOCTOBEPEHMs  JIeKapCTBEHHOro  npenapara
YNO/NHOMOYEHHbIN denepasnbHbiA OpraH UCNONHUTENbHOM BAACTU B CPOK, HE MpPEeBbIAKOWMIA AECATH
pabounx AHel co AHA MOCTYN/NeHUs 3aABAeHMA, BblgaeT Ay6MKaT pPerncTpaumMoHHOro y40CTOBEpEeHMs
JleKapCTBEHHOro npenapara. 3a Bblgavy Ayb611MKaTa perMcTpaumoHHOro yA0CTOBEPEHMA 1EKAPCTBEHHOTO
npenaparta B3MMaeTca rocyfapCTBeHHas MOLW/IMHA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoi
depepaumnm o Hanorax u cbopax.

(4acTb 4 BBeAeHa PeaepanbHbim 3aKOHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpUMeYaHue.

CpoK peructpauum NeKapCcTBEHHOro npenapaTa A/ BETEPUHAPHOTO MPUMEHEHUS, UCTEKALWU
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecAueB (MoctaHoBneHue [pasButenbctBa PP ot
12.03.2022 N 353).

CraTtbsa 29. NoaTBep KaeHUe rocyaapcTBeHHOM perMcTpaumm eKapcTBEHHOro npenaparta
(8 peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-3)

1. MoaTteepKAeHMe rocyAapCTBEHHON perncTpaumm NekapcTBEHHOro npenapara ocyLecTBAAeTCs
npu Bblgaye H6eCCPOYHOro PEervcTpPaLMOHHONO YA,0CTOBEPEHMA NEKAPCTBEHHOrO MNpenapaTa B cayyae,
YKa3aHHOM B 4yacTu 2 cTaTbu 28 HactosAwero ®PenepasbHOro 3aKoHa, B CPOK, He NPEBbILAOLWMIA
WecTuaecaTM paboumx gHen co AHSA NONYYEHUs COOTBETCTBYHOLWMM YNOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM MCMONAHWUTENIbHOM BAACTM 3aAB/JEHUS O MOATBEPKAEHUM TOCYAAPCTBEHHOW perucrpauun
NIeKapCcTBEHHOro npenapaTta. He ocywecTBifeTca NoaTBEPMKAEHWE rOCyLapCTBEHHOW perucTpauuu B
OTHOLLEHMM NIEKaPCTBEHHOro Npenapara, He HaxoauBLuerocs B obpaleHumn B Poccuiickoin depepaumu B
TeyeHWe Tpex u Hosiee NieT, a TaKkKe B OTHOWEHMW NEeKapCTBEHHOrO CpPeacTBa, NPOU3BEAEHHOro C
HapylweHnemM TpeboBaHMSA, YyCTaHOB/IEHHOTO YacTblo 3.7 cTaTbyM 71 HacToAwero ®esepasbHOro 3aKoHa.

2. 3aABneHMe 0 NOATBEPKAEHUN rOCYAaPCTBEHHOW PErMCcTPaL MK eKapcTBEHHOro npenapaTa a1a
MeAMLMHCKOro NPUMeHeHWs NpeacTaBAseTca B COOTBETCTBYIOWMIA YNONHOMOYEHHbIM deaepasnbHblit
OpraH MCNoJIHUTE/IbHOM B/IACTM He paHee YeM 3a CTO BOCEMbAECAT AHEN 40 UCTeYeHMsA CPOKa AeicTBuA
PerucTpaunMoHHOro y40CTOBEPEHUA NEKAPCTBEHHOrO Npenaparta 48 MeaULMHCKOro MPUMEHEHMA.

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

2.1. 3aABneHne o NOATBEPKAEHWUWN TOCYAAPCTBEHHOM pPerncrpauum NekapcTBEHHOrO npenapaTta
ONA  BEeTepMHApPHOro MNPUMEHEHUA NpPeaCTaBAAETCA B COOTBETCTBYHOLWMN  YNOJHOMOYEHHbIN
depepanpHbIt opraH UCNONHUTENIBHOW BNACTM HE paHee Yem 3a CTO BOCEMbAECAT AHEN [0 UcTevyeHuA
CPOKa OEWNCTBUA PErnucTpaLMoOHHOrO YAOCTOBEPEHUA NIEKAPCTBEHHOrO npenapata Aaa BeTepuMHapHOro
NPUMEHEHWNA U He NO34HEee OKOHYAHWUA CPOKA ero AencTema.
(4acTb 2.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 02.08.2019 N 297-93)

3. NoaTBepKAEHNE rOCYAaPCTBEHHOW PerMcTpauumn NekapcTBEHHOrO NpenapaTa OCyLWecTBAseTcA
no pesy/nbTaTamM 3KCMNEPTU3bl OTHOLIEHWUA OXWOAEMOW MNOJb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMUSA
NeKapCTBEHHOro npenapaTta Ha OCHOBAaHWK Pe3y/bTaTOB MOHUTOPUHTra 3pPEeKTUBHOCTM U Be3onacHoCTH
NeKapCTBEHHOro npenapaTta, MPOBOAMMOrO AepaTenem WAUM  BAAAeNbLEM PEerncTpaumMoHHOro
YAOCTOBEPEHUA NEeKapCTBEHHOro npenapata AM60 YNOAHOMOYEHHbLIM UMW HOPUANYECKMM SIMLOM, a
TaKXe COOTBETCTBYIOLWIMM YNOSHOMOYEHHbIM deaepanbHbIM OpPraHOM WCNOJIHUTENbHOW BAacT B
cooTBeTcTBUM € TpeboBaHUAMM CTaTbk 64 HacToAwero PeaepanbHOro 3akoHa.
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4. K 3aaBNeHMI0 0 NOATBEPNKAEHUN rOCyAapCTBEHHOM perucTpaumm NeKapcTBeHHOro npenapara
AN MeAUUMHCKOTo NPUMEHEHMUA NpuaarakoTea:

1) AOKYMEHTbI, coaepsKaliye pesynbTaTbl MOHUTOPUHra 3PGEeKTUBHOCTM M  6e30nacHOCTU
JIEKapCTBEHHOro npenapata AAa MeAMUMHCKOrO MNPUMEHEHUA, MNPOBEAEHHOro JAepyKaTtenem uau
B/lafe/IbLLEM PEFUCTPALMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapata Aaa MegULMHCKOro
npMMeHeHus Anbo YNOJAHOMOYEHHbIM WM HOPUAMYECKMM JIMLUOM, No dopme, YTBEPKAEHHOM
YNOJHOMOYEHHbIM defepasbHbIM OPraHOM UCMONHUTENBHOM BNACTH;

2) cBefeHMA 0 gaTe NpeaocCTaB/eHUs U PermcTpaLMoHHOM HOMepe INMLEH3MM Ha MPOU3BOACTBO
NIEeKapCTBEHHbIX CPeaCcTB WM CBeAeHus O pJate npefocTaBleHuMa U PerucTpaumMoHHOM Homepe
3aK/MOYEHMA O COOTBETCTBMM MPOM3BOAUTENA JIEKAPCTBEHHbIX Cpeacts TpeboBaHMAM MpaBun
Haga/exalleld NPOW3BOACTBEHHOM NPAKTUKKU, MPeAOCTaBAEHHbIX YMNOJHOMOYEHHbIM denepanibHbiM
OPraHOM MCMOJIHUTENIbHOW B/ACTU B OTHOLUEHUM NPOW3BOACTBEHHOW MJIOWAAKA NIEKAPCTBEHHOTO
npenapata Ana  MeAUUMHCKOTO  MPUMEHEHWUs,  TOCYyAapCTBEHHAna  perucrpaums  KOToporo
noaTBepXAaeTcA B C/y4ae, €CNM MPOM3BOACTBO JIEKAPCTBEHHOro npenapata gas MeauUMHCKOro
npumMeHeHus ocyuiecteasetca B Poccuitickolt ®epepaunu;

(B peq,. PepgepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) KonuA nNpeaocTaB/fieHHON YNONHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENA NNLEH3UU Ha
NPoW3BOACTBO JIEKAPCTBEHHOIO NpenapaTa A1 MegULMHCKOro NPUMEHEHUS N ee NepeBos, Ha PYCCKuUi
A3blK, 3aBEpPEeHHble B YCTAHOB/JIEHHOM MOPAAKE, a TaKXe KOnuA 3aK/Jl4YeHUAs O COOTBETCTBUM
npous3BoAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBWU HagNerKallel Npou3BOACTBEHHOM
NPaKTUKKN, BbISAHHOMO YMNONHOMOYEHHbIM deaepasbHbIM  OPraHOM WCMNOSIHUTENbHOW BAAcTM B
OTHOLIEHMM NPOU3BOACTBEHHOW NOWAAKM NEeKapCTBEHHOro npenapata Aaa  MeauUMHCKOro
NPUMEHEHUA, TOCYAAPCTBEHHAA pPErucTpauMa KOTOPOro MNOATBEPXKAAETCA, WM KOMWUA peLleHun
YNOJIHOMOYEHHOro ¢efepasbHOro opraHa UCNOAHUTENbHON BAACTM O NPOBEAEHUM MHCMEKTUPOBAHMS
Npom3BOAUTENA NEKAPCTBEHHbIX CPEACTB B C/yvae, eC/M NPOU3BOACTBO IEKAPCTBEHHOMO Npenaparta ans
MeAMLMHCKOro MPUMMEHEHMA OCYLLECTBAAETCA 3a npeaenamu Poccuiickolt Pepepaunu.

(8 pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)
(4acTb 4 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

4.1. B oTHOWeEHMM BUONOrMYECKMX NEKAPCTBEHHbIX NPENAPATOB ANA MeAUUMHCKOTO NPUMEHEHMA
3aABUTENb [OMNONHUTENBHO MNPEACTaBAsfeT pe3ynbTaTbl MEePONPUATUN, NPeayCMOTPEHHbIX MJAaHOM
yrNpaBaeHNA PUCKAMM, YTBEPKAEHHLIM YNOJAHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOAHUTENbHOM
BNACTU MpPU  OCYLLECTBIEHWUM TOCY[APCTBEHHOW pPEernucTpaumMm NeKapCcTBEHHOro npenapaTta  AAs
MeLMULNHCKOro MPUMEHEHMA.

(4acTb 4.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

4.2. K 3aaBNeHM 0 0 NoATBEPKAEHNN rOCYAapPCTBEHHOM PErnCTPaLLIMK NeKapCTBEHHOro npenapaTa
ONA BETEPUHAPHOrO NMPUMEHEHUS NMPUAAraloTca AOKYMEHTbI, codepKalpme pesybTaTbl MOHUTOPUHTA
30 dPEKTMBHOCTM M 6E30MaCHOCTM JIEKAPCTBEHHOMO Mpenapata A8 BETEPUHAPHOrOo MNPUMEHEHMUS,
NPOBOAUMOro AepKaTeNiemM WAW BAaAeNbLEM PerncTpauMoHHOro YAOCTOBEPEHMA JIEKAPCTBEHHOIO
npenaparta A1 BETEPUHAPHOrO NPUMEHEHUss IMBO YNOAHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPHKAEHHOW YMNONHOMOYEHHbIM desepasbHbIM OpPraHOM MWCNOAHUTENbHON BANacTn, MU
OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yacti 3 ctatbn 17
HacToswero desgepasbHOro 3aKoHa. B OTHOLIEHUM MMMYHOBMONOIMYECKUNX IEKAPCTBEHHbIX NPenapaTos
0N BETEPUHAPHOTO NPUMEHEHMA He NPeACTaBAAITCA CBeAEHMA, YKa3aHHble B nognyHKTe "K' nyHKTa 4
yactn 3 ctaTbu 17 Hactoswero dPegepanbHOro 3aKoHa. B OTHOLLEHUM NeKapCTBEHHbIX NpenapaTtos Ana
BETEPUHAPHOrO MPUMEHEHMUA, NOJYYEHHbIX C MPUMEHEHUEM TF€HHO-UHXXEHEePHO-MOANDULIMPOBAHHbIX
OpraHU3MoOB WU coAep)Kalux TaKMe OpraHusmbl, AONOJHUTENbHO MPeACTaBAAITCA CBeAeHus,
yKasaHHble B NyHKTe 13 yacTu 3 ctaTbn 17 HacToAwero deaepanbHOro 3aKoHa.
(4yacTb 4.2 BBeaeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)
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4.3. 3asBuTeNb BMpaBe MPeACTaBUTb C 3aAB/eHMEM O MOATBEPMKAEHUW [OCYAapPCTBEHHOM
perncTpaumMm  NeKapCTBEHHOro npenapaTta KOMUIO  AO0KYMEHTa, NoATBepXAawowero  ynaaTy
rocy4apcTBEHHOM MOLW/MHbI 33 NOATBEPXKAEHWEe ToCyAapCTBEHHOM perucTpaumMm neKapcTBeHHOro
npenapara, a TaKXe BblgaBaemble (NpeaocTaBasemble) YNoAHOMOUYEHHbIMU deaepanbHbIMU OpraHamm
WUCNONHUTENIbHOM BNAcTU JOKYMEHTbl (cBeAeHMuA), yKasaHHble B MyHKTax 2 M 3 yacTu 4 HacToAllen
cTaTbu. B cnyyae Mx HenpeacTaBaeHUsA YNOJIHOMOYEHHbIN ¢peaepanbHbii OpraH UCMOJIHUTENIbHOW BACTU
3anpalwmBaeT yKasaHHble AOKYMEHTbl (CBeAeHUs) B NopAAKe MeXKBeAOMCTBEHHOro MHGOPMaLMOHHOIO
B3aMmoAelncTBums.

(4acTb 4.3 B pea. depepanbHOro sakoHa ot 27.12.2019 N 478-93)

5. B TeuyeHne pecatn paboumx pgHelr CO AHA NPUHATUA 33ABMEHMA O MOATBEPNKAEHUU
rocyf,apCTBEHHOM perucTpaumm AeKapcTBEHHOro npenapaTa U AOKYMEHTOB, COAEPrKALUMX pe3y/bTaTbl
MOHUTOPUHIA 3G PEKTUBHOCTM M HE30MAaCHOCTM NEKAPCTBEHHOIO NpenapaTa, NPOBOAMMOrO AeprKaTenem
WAW  BNagenbLemM  pPerncTpauMoHHOrO  yAOCTOBEPEHMA  /IEKAapPCTBEHHOro  npenapata aubo
YNO/IHOMOYEHHbIM MMM LOPUANYECKMM  JINLOM,  YNOJIHOMOYEHHbIN  denepanbHblit  opraH
WUCNONHUTEIbHOM BNACTMU:

1) NpoBOAMT NPOBEPKY MOAHOTbI CBEAEHWW, COAEPXKALMXCA B MPeACcTaBAeHHbIX 3anBuUTENeM
[OKYMeHTax;

2) NPUHUMAET pelieHne o nposegeHnn nan 06 oTKase B nposeneHMn sKCNepTnsbl OTHOLWEHWUA
ommp,aemoﬁ NoNb3bl K BOSMOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO npenapara Ha OCHOBAaHUU
Pe3y/ibTaTOB MOHUTOPUHIA ad)d)EKTMBHOCTI/I n 6esonacHoCTH NNeKapCTBEHHOIO nNpenaparta, NnpoBoANMMOro
Aepxarenem manm snagenbuem perncCTtpaLlMoHHOro ygoctoBepeHmnAa NeKapCTBEHHOrNo npenaparta nnbo
YNO/IHOMOYEHHBbIM MU OPUONUYHECKMM NTULLOM, a TaKXKe d)e,u,epaanblM OopraHom NCNONHUTEIbHON
BN1aCTU B COOTBETCTBUMN C Tp66OBaHMHMM CcTaTbu 64 HacToALWero dJe,u,epaanoro 3adKOHa;

3) yBegomnaetr B 3/IEKTPOHHOM ¢dopme WMAN MUCbMEeHHOM ¢dopme 3asBUTENA W IKCMepTHoe
yyYpeXKaeHne 0 NMPUHATOM peweHun Anbo B cayyvae NPUHATUS pelleHus ob OTKase B MpPoBeAeHun
9KCMepTU3bl YKa3blBaeT NPUYMHbI TAKOTO OTKa3a.

6. B cnyyae BbIABNEHMA HEAOCTOBEPHOCTM W (MAM) HeAOCTAaTOMHOCTM  MHdOpMaLUK,
cogeprkallenca B NpeacTaB/ieHHbIX 3aABUTENIeM A0KYMeHTaX, YNoJHOMOUYEHHbIN deaepanbHblii opraH
WUCNONHUTENbHOW BNACTM HanpasAAeT 3asBUTeN0 3anpoc 06 YTOYHEHWUWU YKas3aHHOW MHbopMaLMK.
3anpoc ynonHomMo4yeHHoro d¢efepanbHOro opraHa MCMNOMIHUTENbHOW BAAcTU MOXeT bbiTb nepepaH
YNONHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA IMYHO MO PACnMCKY, Hanpas/ieH No noyTe 3akasHbiM
NUCbMOM MK NepefilaH B 31EKTPOHHOW popme No TeNeKOMMYHUKALMOHHbIM KaHanam ceasu. B caydae
Hanpas/ieHusa 3anpoca YNnoJAHOMOYEeHHOro ¢eaepanbHOro opraHa WUCNOAHUTENbHOW BAAcTU MO noyTe
3aKasHbIM MUCbMOM OH CYMTAETCA NOAYYEeHHbIM MO UCTEYEHWUWU LWEeCTU AHel C AaTbl HanpasaeHus
3aKa3HOro nNucbma.

7. 3aaButenp o0bA3aH npeacrtaBuTb OTBET Ha 3anpocC ynosIHOMOYEHHOro d)ep,epaanoro OpraHa
MCMNONIHUTE/IbHOW BNacTu B CpOK, He I'IpEBbILLIaIOLLI,Mﬁ AeBAHOCTa pa6ow|x ,u,Heﬁ CO OHA ero nony4yeHuA.
CpOI-(, YKa3aHHbIl7I B Yactm 5 HaCTOFIU.LeVI CTaTbW, NPUNOCTaHAB/IMBAETCA CO AHA HaANpaBaAeHWNA 3aABUTENIO
3anpoca yno/IHOMOYEHHOTO d)ep,epaanoro OpraHa NUCNONIHUTENIbHOW BAacTu A0 AHA NonydYeHuAa Um
COOTBETCTBYHOLLEINO OTBETA U HE YYUTbIBAETCA NPU UCHNCNTIEHUN CPOKa NoATBEPXKAEHNA FOCY[I,apCTBEHHOVI
PEerncTpalmn NneKkapCrBeHHOoro npenapara.

8. OcHOBaHMEM AnA OTKasa B NPOBEAEHWW 3SKCMEPTU3bl OTHOWEHMA OXWAAEMOMN NOoMb3bl K
BO3MOMKHOMY PUCKY NPUMEHEHWUA NEKAPCTBEHHOro NpenapaTa ABAAETCA NpeacTaBAeHMEe AOKYMEHTOB,
cofepKallmx pesynbTaTbl MOHUTOPUHIa 3GHEKTUBHOCTM M HE30MacHOCTU NeKapCTBEHHOrO NpenapaTa, 1
(van) B OTHOWEHMM BMONOTMYECKMX JIEKAPCTBEHHbIX MPEenapaToB pPesynbTaToB OCYLLECTBAEHMA
MEpPONPUATUIA B COOTBETCTBMM C NJAHOM YMPaB/AEHUA PUCKaMU, YTBEPKAEHHbIM YNOAHOMOYEHHbLIM
benepanbHbIM OPraHOM UCNONHUTENbHOW BAACTU NPU OCYLLECTBAEHUN roCyAapCTBEHHOM perncTpaumnm
NeKapCTBEHHOro npenapara, B HENO/JIHOM 06beMe, OTCYTCTBME MHPOPMaLMKM, NoATBEpPKAAtoWeN daKT
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ynaatbl  roCcyfapCTBEHHOM  NOW/MHBI 33  MNOATBEPXKAEHME  TOCYAApPCTBEHHOW  perncrpayum
NleKapcTBEHHOrO npenapaTa, AMbo HenpeacTaBAeHWE 3aABUTENIEM B YCTAaHOB/IEHHbIA CPOK OTBETa Ha
YKa3aHHbIN B 4YacTM 6 HaAcToAWEN CcTaTbM 3anpoCc YMNOJHOMOYEHHOro d¢eaepanbHOro OpraHa
WUCNONIHUTENIbHOM BNIACTK, @ TaKXKe OTCYTCTBME B YKa3aHHbIX LOKYMEHTax MHGOPMALLMKM, KOTOPas A0MKHA
6bITb B HUX OTpaxKeHa.

9. JKcnepTMsa OTHOLWEHMA OXMMAAEMON MONAb3bl K BO3MOMHOMY PUCKY MPUMEHEHMUA
JIeKapCTBEHHOro npenaparta B Lenax NOATBEPKAEHMA rocyaapCTBEHHON PerncrTpaumm 1eKapcTBEHHOro
npenaparta NPoOBOAUTCA KOMUCCMEN 3KCMEPTOB 3KCMNEPTHOro YUYPEXKAEHUS B CPOK, HE MPEeBblLlatoLWwmii
COpOKa paboumx aHein.

10. B ciyyae HeAOCTaTOMHOCTM MPEACTAB/EHHbIX 3KCMEPTY MATEpPManoB AJ1A OaYW 3aK/I0YEeHUs
9KCMepT obpawaeTcd K PYyKOBOAMTE/IO 3SKCMEPTHOIO YYPENXKAEHUS O MpPeaoCcTaBleHUU emy
HeobXoAMMbIX MaTepPMaNoB. PYKOBOAUTE b IKCMIEPTHOTO yUpeKAeHUA 0bpaLLaeTca ¢ COOTBETCTBYHOLLMM
3aMpocom B YNOAHOMOYEHHbIV desepasnbHbl OpraH UCNOJAHUTENbHON BNACTU, BblAABLUMIM 3a4aHMe Ha
npoBeAeHNe 3KCNepTU3bl OTHOLWEHMA OMWAAEMOW MNO/b3bl K BO3MOXHOMY PWUCKY NPUMEHEHUS
JIEKApCTBEHHOIO MpenapaTa Ha OCHOBAHUM [OKYMEHTA, COLEP)KALLEro pesynbTaTbl MOHUTOPWHIA
3¢ deKTMBHOCTM M Be30NacHOCTU NIeKAPCTBEHHOTO npenapaTta. B TeyeHne nATv paboumx AHen co AHA
NOCTYN/JIeHMs 3anpoca PYyKOBOAMTENA 3KCMNEPTHOro YyuYpexAeHWUs YKasaHHblM denepasnbHblil opraH
WCMONHUTENbHOM BIACTU HAaNpPaBAsET 33asABMTEIO 3aNpocC O NPeACTaBieHnn HeobX0AMMbIX MaTepuasnos,
KOTOPbI MOXKeT 6bITb NepesaH YNoJHOMOYEHHOMY NPEACTaBUTENIO 3asiBUTENS JINYHO MOJ, PACTIUCKY,
HanpaBAeH MO MouyTe 3aKasHbIM MNWCbMOM WAM MepejaH B 3/EeKTPOHHOV  dopme o
TEIEKOMMYHMKAUMOHHbIM KaHanam CBsis3W. B cinyyae Hanpas/ieHWs 3anpoca  YnoJHOMOYEHHOro
bepepanbHOro opraHa WCNOMIHMTENbHOW BAACTU MO MOYTEe 33aKasHbIM MWCbMOM OH CYMTaeTcA
NoJIly4YeHHbIM MO UCTEYEHUM LECTU AHEN C AaTbl HANPaBAEHMA 3aKa3HOro NMCbMa.

11. 3aaBuTenb 0653aH NPeACTaBUTL OTBET Ha 3aMpoC YNOJHOMOYEHHOro denepaNbHOro opraHa
WCMONIHUTENLHOMN BNACTM B CPOK, HE MPEBbIWAWMI LWeCTUAeCcATM pabounx aHel co AHA MoayyYeHus
YKa3aHHOro 3anpoca. YNoAHOMOYEHHbIN deaepanbHblii opraH MCNONHUTENbHOW BAACTM, BblAABLUMIA
3afaHve Ha nNpoBeAeHMe 3KCMepTU3bl OTHOWEHMA OXWAAEMON MONb3bl K BO3MOXKHOMY PUCKY
NPUMEHeHWA NeKapCTBEHHOIO Mpenapata Ha OCHOBAaHMM [AOKYMEHTA, COZEP’Kallero pesybTaTbl
MOHUTOPUHIa 3PPEKTUBHOCTM M 6€30MaCHOCTM NEKAPCTBEHHOMO Mpenapara, B TedyeHue NATU paboumnx
AHel co AHA NOCTyn/eHWA OT 3aABUTENA OTBETa Ha 3anpoc YNoJHOMOYEHHOro ¢enepanbHOro opraHa
WCMONHUTENLHON BNACTM  HanpasaseT 3TOT OTBEeT B 3KCNepTHoe yuypexkaeHwe. B cayuyae
HenpeacTaB/AeHUA Mo UCTeYEHUM LWEeCTMAECATU paboumnx AHel 3asBUTeNeM OTBETA HA YKa3aHHbIM 3anpoc
YMNO/HOMOYEHHbIW deaepanbHblii OpraH UCNOSHUTENbHOM BAACTH, Bbl4AaBWNIA 3a4aHMe Ha NpoBeaeHne
9KCMepTU3bl OTHOLWIEHMUS OMMAAEMOW MNOJIb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOMO
npenapaTta Ha OCHOBaHWWM [AOKYMEHTa, COAEepiKallero pesynbTaTbl MOHUTOPMHra 3PPEKTUBHOCTU U
6e30MacHOCTX IeKapcTBEHHOrO NpenapaTta, B TeyeHue NaTh pabounx AHen HanpaBAdeT B 3KCNepTHoe
yypexaeHne yBegoOMNEHME O HEMNPeACTaB/NeHUN 3asBUTENeM OTBETa Ha 3anpoc YKasaHHOro opraHa.
Bpema co AHA HanpaBieHMs 3anpoca 3KCMePTHOro y4YperKAeHWa B YNOJAHOMOYEHHbIM deaepanbHbii
OpraH MUCMNONHUTENIbHOM BAACTU A0 AHA NOJYYEHUA IKCNEPTHLIM yUpexRaeHMeM OTBETA Ha 3anpoc Uau
YBEAOM/IEHNA O HenpeacTaBNEHMM OTBETa Ha 3aMpoc He Y4YUTbIBAETCA MNPU WUCYUCIAEHMM CPOKa
NpPoBeAEeHNA 3KCNEPTU3bl OTHOLIEHWA OXMAAEMOM MOAb3bl K BO3MOMXHOMY PWUCKY NPUMEHEHUS
NeKapCTBEHHOro npenapaTa Ha OCHOBAaHMM [OKYMEHTA, COAEP’KalLero pesynbTaTbl MOHWUTOPMHIA
apPeKTUBHOCTM M 6e30NacHOCTM IeKapcTBEHHOro Npenapara.

12. B cpoOK, He npeBblWwaoWmin Aecat pabounx AHeN co AHA NONYYEHMA 3aKIIOUYEHNA KOMUCCUN
3KCMEepTOB MO pe3ynbTaTaM 3KCNepTU3bl OTHOLWIEHWA OXMAAEMOW MO/Mb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHNA NEeKapCTBEHHOro npenaparta, COOTBETCTBYHOWMIA YNOAHOMOYEHHbIW deaepanbHbii opraH
NCMNOAHUTENbHOM BNACTK:

1) OCYLLECTBNAET OUEHKY 3TOro 3aknk4eHunAa AanAa onpeneneHna ero CooTBeTCcTesnA 3a4aHUKO Ha
nposeaeHne yKaBaHHOVI 3KCNepTUn3bl,



2) NpUMHMMAET pelleHVMe O MOATBEPKAEHWUU TOCYAAPCTBEHHOM PerucTpaummM neKapcTBEHHOro
npenapata uam o6 OTKase B MNOATBEPXKAEHUW TOCYAAPCTBEHHOW PErUCTpaumMmM NEeKapCTBEHHOTO
npenapara;

3) BHOCMT NpU MPUHATAM peELIeHUA O NOATBEPXHAEHUN TOCYAAPCTBEHHON perncrpaumm
JIEKapCTBEHHOrO MNpenapaTta CBeAEHUA B roCy[apCTBEHHbIN PeecTp NEKapCTBEHHbIX CPEACTB M BblgaeT
3aaBMTENI0 BECcCPoYHOe perncTpaLMoHHOE YA0CTOBEPEHME IEKapCTBEHHOrO npenapara.

13. OcHoBaHMEM A5 OTKasa B NMOATBEPXKAEHUM rocyAapCTBEHHON PEerncTpaumnm 1eKkapcTBeHHOro
npenapata ABAAETCA 3aK/AlOYEHME COOTBETCTBYIOWErO YNOJHOMOYEHHOro ¢eaepasbHOro opraHa
WUCNONIHUTENIbHOM BAACTM O TOM, UYTO PUCK MPUYMHEHUS Bpena 340POBbHO YENOBEKA MM KMBOTHOIO
BCNeACTBME NPUEMA NEKAPCTBEHHOrO NpenapaTta npesbiwaeT 3G PeKTUBHOCTb €ro NPUMEHEHUA.

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

14. B nepuwopg npoBeAeHMA Mpoueaypbl MNOATBEPKAEHMA TOCYAAPCTBEHHON perncTpauum
JleKapCcTBEHHOrO Npenapata ero obpaweHune B Poccunitckoit Pegepaumn He NPUOCTaHABIMBAETCA.

15. [onycKaeTcs obpalleHMe JIeKapCTBEHHbIX MPenapaToB 40 WCTEYEHMA CPOKa FOAHOCTH,
Npou3BeAEHHbIX B TeYeHMe CTa BOCbMWUAECATM KajNeHOAPHbIX [AHelW nocne Aatbl MNPUHATUA
YNONHOMOYEHHbIM deaepasibHbIM OpPraHOM WCMNONHUTE/IbHON BAACTU pelleHMAs O MOATBEPKAEHUU
rocyapCTBEHHOW pernctpaumm, B COOTBETCTBMM C WHOOPMaLMeEN, COAEp)KalLenca B AOKYMeHTax
PervcTpaLmoHHOro A0Cbe Ha IEKAPCTBEHHbIN NpenapaT 40 AaTbl NPUHATUA TaKOTO peLlleHws.

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

Cratba 30. BHeceHue n3ameHeHUit B AOKYMEHTbI, coAaep Kalmeca B perucTpauMoHHOM A0Cbe Ha
3aperucTpuMpoBaHHbINA IeKapCTBEHHDbIM Npenapar AAa MeAULMHCKOro NpUMMeHeHun

1. B uensx BHeCEHWs USMEHEHWUI B AOKYMEHTbI, cogep’Kallimeca B PermcTpaumoHHOM A0Cbe Ha
3apervcTpmpoBaHHbIN JIEKAPCTBEHHbIN NpenapaT Aaa MeAULMHCKOrO NMPUMEHEeHUn, Aep)KaTenb WUau
B/lagenel, pPerucTpalumMoHHOro ya0CTOBEPEHUS NeKapCTBEHHOro npenapata WMAM YNoJIHOMOYEHHOE MM
Apyroe ropuanyeckoe nuo (aanee B HacToALWEN CTaTbe - 3afBUTE/b) NPeacTaBAsET B YNOJIHOMOYEHHbI
depepanbHbIit opraH UCNONHUTE/ILHOW BNACTU 3aAB/IEHWE O BHECEHWUM TaKMX M3MEHEHUN no dopme,
YCTaHOBNAEHHOM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIbHOM BAACTU, U NpUAaraemble K
HEeMY U3MEHEHMA B YKa3aHHble AOKYMEHTbI, @ TaKKe AOKYMEeHTbl, NoATBep KAatowme HeobxoamMmocTb
BHECEHMA TaKNX U3MEHEHWIA.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 04.06.2018 N 140-P3)

1.1. Npu HeEO6XOANMMOCTN BHECEHMA B AOKYMEHTbI, COAEPKALUMECA B PErUCTPALMOHHOM A0CbE Ha
3aPErMCTPUPOBAHHbIN  IEKAPCTBEHHbIV NpenapaTr Ana MeAMUMHCKOTO NPUMEHEHWUA, WU3MEHEHUM,
YKa3aHHbIX B NyHKTE 3 YacTM 2 HACTOALLEMN CTaTbM U Tpebylowmx NPoBeAeHUn 3KCNepPTM3bl KayecTBa
NEeKapCTBEHHbIX CPEACTB, 3aABUTE/b AOMNONHUTENBHO NPeACTaBAAeT B YNOJHOMOUYEHHbIN dpeaepanbHblit
OpraH MCMNOAHWUTENbHOM BAAacTU CBEAEHMA O AaTe NpPenoCcTaBleHUs W PEerucTpauMoHHOM Homepe
NMUEH3UN Ha MPOU3BOACTBO NIEKAPCTBEHHbLIX CPEACTB WM CBEAEHMA O AaTe MpenocTaBlAeHUs U
PerucTpaumMoHHOM HOMEpEe 3aK/YEHUA O COOTBETCTBUM MNPOM3BOAUTENA /IEKAPCTBEHHbLIX CPEeACTB
TpeboBaHMAM MpPaBUA Hag/NeXKalehn NPOM3BOACTBEHHOW MNPAKTUKM, BblAaHHbIX (NPesocTaBAEHHbIX)
YNOAHOMOYEHHbIM defepanbHbiM OPraHoOM MCMOAHUTENBHOM BAACTM B OTHOLWEHWUM WU3MEHEHHOW U
(vnn) pononHeHHOW NPOWM3BOACTBEHHOM NAOWAAKM NIEeKApCTBEHHOrO npenapaTta, B Cay4ae, eciu
NpoM3BOACTBO JIEKAPCTBEHHOrO NpenapaTta ocywecTsaseTcs B Poccuitickot eaepaumm, nmbo ceeaeHnn
0 AaTe NpeaoCTaBAeHUA U PErncTPaLMOHHOM HOMEpPE BblAaHHOW YNOJHOMOYEHHbIM OPraHOM CTPaHbl
npo13BoOAUTENA JNLEH3NN HA NPOM3BOACTBO /IEKAPCTBEHHOroO Mpenaparta M ee NepeBod Ha PYCCKMIA
A3blK, 3aBepeHHble B YCTAHOBAEHHOM MOPAAKE, a TaKKe CBeAeHMA O AaTe NpeaocTaB/ieHuA U
PerucTpaumMoHHOM HOMepe 3aKNHYEHWA O COOTBETCTBMU MPOM3BOAMTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBWA HaAaNeXKallel NpPOoM3BOACTBEHHOW NPAKTUKU, BbIAAHHOTO YMNOJHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOAHWUTENBHOW BNACTM B OTHOWEHWUW U3MEHEHHOW M (MAKn) AOMOAHEHHOM
NpPOM3BOACTBEHHOM N/IOLLAAKM NIeKapCTBEHHOro Npenaparta, AW cBeAeHUA O AaTe NPeaoCcTaB/ieHua u
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pPerucTpaumMoHHOM HOMEpPEe peLleHna YNoAHOMOYEeHHOro deaepanbHOro opraHa WCMNOJIHUTENIbHOM
B/1aCTU O MPOBEAEHMN WMHCMEKTUPOBAHMUA MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPEACTB B C/yvyae, eciu
NpOM3BOACTBO SIEKAPCTBEHHOIO Npenaparta ocyLecTBAseTca 3a npeaenamm Poccuiickoit Peagepaunu.
(4acTtb 1.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 478-®3)

1.2. MNpn HEOHBXOAMMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALMECA B PETNCTPALMOHHOM A0Cbe Ha
3aperucTpMpPOBaHHbIN  NEKAPCTBEHHbIN nNpenapat AAAd MeAMLMHCKOrO MNPUMEHEHUA, WU3MEHEHUN,
YKA3aHHbIX B NyHKTe 4 4acTu 2 HacCToALEN CTaTbU U TPebylowmMX NPOBEAEHUA IKCMEPTM3bl KayecTsa
NIeKAPCTBEHHbIX CPEACTB, 3aABUTE/Nb AOMNOJHUTENBHO NPEACTABAAET B YNOJHOMOYEHHbIN dpeaepanbHbIi
OpraH WMCMNONHUTENbHOW BNACTU CBEAEHMA O AaTe NPefoCcTaB/feHMA U PErncTPauMoHHOM Homepe
JIMLLEH3MN HA NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM CBeAEeHMA O gaTe NpefocTaB/ieHua U
PErnmcTpauMoOHHOM HOMEpPE 3aK/AYEeHMA O COOTBETCTBMWU MNPOU3BOAUTENA JIEKAPCTBEHHbIX CpeacTs
TpeboBaHMAM NpPaBWU/ HaZfe)Kallei NPOM3BOACTBEHHOW MPAKTUKK, BblAAHHbIX (NpPenocTaBlEHHbIX)
YNOJIHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOJHUTENIbHOM BAACTU B OTHOLWEHWM NPON3BOLCTBEHHOM
NJOWAAKN NIEKAapCTBEHHOrO npenapaTta, B C/Ay4Yae, ec/iM NPOM3BOACTBO JIEKAPCTBEHHOro npenapaTta
ocywecTtsnsietcA B Poccuitckoit  Pepepaumn, ambo cBegeHus O pate  NpefoCTaBleHUs U
pPerncTpauMoHHOM HOMEpPE BblAAHHOW YNOJHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA JIULLEH3UN
Ha NPOW3BOACTBO JIEKAPCTBEHHOro Mpenapata M ee nepeBOf HA PYCCKUIM A3blK, 3aBEpPeHHble B
YCTaHOBNEHHOM MOPSAKE, a TaKXKe CBefeHUsa O AaTe NpPeaoCTaB/eHUs U PEerucTpauMoHHOM Homepe
3aK/IlOYEeHMA O COOTBETCTBMM MPOU3BOAMTENA JIEKAPCTBEHHbIX CpeacTs TpeboBaHMsM  npasBua
HagneXKalle NPousBOACTBEHHOW NPAKTUMKKM, BblAAHHOMO YNOJHOMOYEHHbIM denepasibHbIM OpraHom
WCNOSIHUTEIbHOM B/1IACTU B OTHOLLEHMM NPOU3BOACTBEHHOM NIOLLAAKN IeKAPCTBEHHOMO NpenapaTa, uam
CBeAEeHUss O pgaTe npenocCTaB/eHUs UM PerucTpauMoOHHOM HOMepe pelleHus YNoJHOMOYEHHOro
denepanbHOro opraHa WCNOJHUTE/IbHOM BAACTU O MPOBEAEHUM WMHCMEKTUPOBAHWUS MPOU3BOAUTENS
JIeKapCTBEHHOrO CpeacTBa B C/yYae, ec/iM NPOM3BOACTBO IEKAPCTBEHHOro npenapaTta ocyLWecTBAAeTcs
3a npegenamu Poccuiickon deaepaumu.

(4acTb 1.2 BBegeHa PegepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 478-®3)

1.3. MNMpuHATUE peleHna O BHECEHUN U3MEHEHUWH uam 06 OTKase BO BHECEHUW WM3MEHEHUI B
[OKYMEHTbI, coAeprKalimeca B PErucTpaLMoHHOM [0Cbe HA 3aperncTpuUpOBaHHbIN NEKapPCTBEHHbIN
npenapat Aaa MeAWUMHCKOrO NPUMEHEHMA, B C/y4ae HeobXoAMMOCTM NPOBEAEHWA ISKCNEepPTU3bI
KauyecTBa NeKapPCTBEHHbIX CPEACTB U (M) SKCNepTM3bl OTHOLEHMA OXKMUAAEMOM NO/b3bl K BOSMOXHOMY
PUCKY NPUMEHEHMUA NIeKapCTBEHHOrO npenapaTa gaa MegUUMHCKOro NPUMEHEHUA OCYLLEeCTBAAETCA B
CPOK, HE MPEBbILIAOLWMIA AEBAHOCTA PaboYmxX AHEN, @ B OCTasIbHbIX C/Ily4asX B CPOK, He MPEBbILAOWMA
TPUALLATM PaboYmx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMONHUTENbHOM
B/1ACTU 3aAB/IEHNA O BHECEHWNWN TaKUX N3MEHEHUA.

(4acTb 1.3 BBeaeHa ®eaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

1.4. YnonHomoueHHbIi denepanbHbll opraH WUCMOMHUTENbHOM BAACTM C YY4ETOM pe3y/ibTaToB
dapmaKoHaz30pa M NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPeACTB, HaXOAALMXCA B rpPa*kAaHCKOM
060poTe, YCTaHOBNEHHbIM TPEOOBAHMAM K MX KAYecTBy B TeyeHue gecATu pabounmx AHel co AHA
NOCTYN/IEHUA COOTBETCTBYIOWEN WMHPOPMALUKM pasmMellaeT Ha cBoeM OdUUMANBHOM CalTe B CETU
"UHTepHeT" cBeAeHMA O HEODXOAMMOCTM BHECEHUSA B MHCTPYKUMIO MO MEAMUMHCKOMY NPUMEHEHUIO
JIeKApCTBEHHOTO MpenapaTta UM3MEHEHW B OTHOLUEHWUWU CBELEHUN O MOKA3aHMAX ONA MPUMEHEHUA U
NPOTUBOMOKA3AHUAX AN5 NPUMEHEHWNA IEKAPCTBEHHOrO NPEenapaTa, BblABAEHHbIX MOBOYHbIX AENCTBUSAX,
HeXKenaTeslbHbIX peakumax nNpu NPUMEHEHUU JIEKAPCTBEHHONO Npenapata U ysegomnaseT o6 3Tom B
3N1EKTPOHHON popme UM NUCbMeHHON dpopme (Ha BymaxkHOM HOcUTene) aeprKatena Wav Bragenbua
PErncTPaLMOHHOIO yA0CTOBEPEHMA JIEKAPCTBEHHOrO npenapata (MaM ynoslHOMOYEHHOE MM Apyroe
opuagmMyeckoe nLUO), a TaKKe geprkaTesied UaAuM BAALENbLEB PErMcTPauMOHHBIX YAOCTOBEPEHUI
NIEKapCTBEHHbIX MNPENapaTtoB (MW YNOJHOMOYEHHbIX UMW APYrMX HOPUAMYECKUX NUL), KOTopble
ABNAIOTCA B3aMMO3aMeEHAEMbIMMU.

(4acTb 1.4 BBeaeHa GeaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-93)
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1.5. fepxaTtenb nam snageneL, permcTpauMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO Npenapara, a
TaKXKe aepatenu WAn BAafesfblbl PEerncTpauMoHHbIX YAOCTOBEPEHMN NEKAPCTBEHHbIX MpenapaToB
(MM ynonHOMOYEHHbIE UMK ApYrue opuanuyeckne nuua), KoTopble ABASIOTCA B3aMMO3aMeHAEMbIMMU,
06s3aHbl NpeacTaBUTb B YNOJHOMOYEHHbINM dpeaepanbHblil opraH UCNOIHUTENIbHON BAACTU 3asaBAEHUA O
BHECEHMM  M3MEHEHWI B  [AOKYMEHTbl, COoAepXkalimecs B  PErucTpauMOHHbIX  A0Cbe  Ha
3aperucTpmpoBaHHble JIEKAapCTBEHHbIE MpenapaTbl 18 MeAUUMHCKOrO MPUMEHEHMA, B OTHOLIEHWUU
CBEeLEHWM, YKa3aHHbIX B MHCTPYKUUM NO MEAULMHCKOMY NMPUMEHEHMUIO SIEKAPCTBEHHbIX NPEenapaTos, B
TeyeHWe CopoKa paboumx AHEeM co AHA pPasMeLleHMA YMNOJIHOMOYEHHbIM ¢deaepasibHbiIM OpraHom
WUCNONHUTENIbHOM BAACTM MHPOPMaLMK, YKa3aHHOM B YacTu 1.4 HacToswen ctatbu. [laHHOe TpeboBaHue
He pacnpoCTPaHAETCs Ha CAyyYau BHECEHMA B WHCTPYKUMIO MO MeAULMHCKOMY MNPUMEHEHUIO
JIEKAapCTBEHHOrO npenapata M3MEHEHWI B OTHOLIEHWM HOBbLIX MOKAas3aHUM AnA  MPUMEHeHUA
JIeKapCcTBEHHOrO NpenapaTta Ha OCHOBAHUW Pe3y/ibTaTOB COOTBETCTBYHOLLMX UCCNEA0BAHUN.

(4acTb 1.5 BBEeAeHa DeaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-93)

2. JKCMepTU3a IEKAPCTBEHHbIX CPEACTB B YAaCTU IKCMEPTM3bl Ka4yecTBa JIEKaPCTBEHHOIO CPEeACTBaA U
(nnKn) sKCNepTU3bl OTHOLEHUSA OXKMUAAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IEKAaPCTBEHHOIO
npenapara 414 MeauLMHCKOro NpMMeHeHMsA NPOBOAUTCA B C/lyYae BHECEHUS U3MEHEHWIA B JOKYMEHTHI,
coaeprKalimeca B PerucTpaLmMoHHOM [O0Cbe Ha 3apermcTpupoBaHHbIA IEKAPCTBEHHbIM Npenapat, B
OTHOLLEHWW:

1) cBefeHW, yKasaHHbIX B WMHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOrO
npenapara:

a) NeKapCTBeHHaA cbopma C YKazaHunem HaMMEHOBAHWIN U KOJIMYECTBEHHOIO COCTaBa AEﬁCTBVDMMX
BelwecCTB M Ka4eCTBEHHOIo CoCtaBa BCNOMOraTe/ibHbIX BELWECTB (FlpVI HGO6X0,CI,MMOCTM KONIM4eCTBEHHOTIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB),'

6) <¢dapmakoguHammka U GapMaKOKMHETMKA (3@  MCKAloYeHUeM  GapMaKOKUHETUKM
romeonaTMyYecKnx 1eKapCTBEHHbIX MPENAapaToB M PacTUTE/IbHbIX IEKAPCTBEHHbIX NPENapaTos);

B) MOKa3aHWA ANs NPUMEHEHUS;
r) NPOTUBOMNOKa3aHWA AN NPUMEHEHWUS;
4) Mmepbl NPeaoCTOPOXKHOCTM NPU NPUMEHEHWM;

e) YKa3aHne BO3MOXXHOCTU U ocobeHHocTel NMPUMEHEHNA NEKAPCTBEHHOIO npenapata A4
MegununHCKoro npumeHeHumaA 6epeMeHHbIMM XKeHWwnHamy, HKeHwnHamnm B nepunoa rpyaHoro
BCKapmManBaHuA, 4eETbMU, B3POC/IbIMU, UMELWLNMU XPOHUYECKNE 3a6OJ'IEBaHWr'I,'

) peXkum A031MpoBaHusA, cnocobbl BBeAEHUS U MPUMEHEHMUs, MTPU HeobX0AMMOCTM BpeMAa npuema
NleKapCcTBeHHOro npenapara, NPoAO/IKUTENbHOCTb /IeYeHUs, B TOM YMcae Y AeTeit 40 U nocae oAaHOoro
ropa;

3) BO3MOKHble NOBOYHbIE ,Cl,el‘;1CTBMF| N HeXenatesibHble peaKkuun npun  npumMmeHeHun
NeKapCTBeHHOro npenapara,

1) CUMNTOMbI NepPeao3NPOBKK, MePbl NO OKa3aHWI0 NOMOLLM NPU Nepeso3npPOBKE;
K) B3aMMoAencTBUE C APYrMMUN NEKAPCTBEHHbIMW NpenapaTammn 1 (Man) NULLEBLIMU NPOAYKTaMMU;
N) GopMmbl BbINyCKa NEKAPCTBEHHOrO Npenapara;

M) yKasaHue (npv HeobXxoAMmoCTM) ocobeHHOCTel AeNCTBMA NeKapCTBEHHOrO npenaparta npwu
nepBoM NpuUeme UAN NP ero OTMEHE;
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H) cBegeHWs O BO3MOMKHOM B/IMAHUW NIEKAPCTBEHHOrO npenapata gaa  MeAUUMHCKOro
NPUMEHEHMA HA CNOCOBHOCTb YNPaBAATb TPAHCNOPTHBIMU CPEACTBAMMU, MEXAHU3MAMMU;

0) CPOK roAHOCTM M YKa3aHWe Ha 3anpeT NPUMEHEHUA eKapCcTBEHHOro npenapaTa no uctevyeHun
CPOKa rogHocTy;

M) YyCNOBUA XPaHEHUS;
p) ycnoBusa oTNycKa;
2) cocTaBa fieKapcTBEHHOrO npenapara 414 MeAMLMHCKOro NPpUMeHeHUs;

3) wu3MeHeHMA MecTa MPOM3BOACTBA JIEKAPCTBEHHOro npenapata A48 MeAUUMHCKOro
npUMeHeHus;

4) wu3MeHeHMA noKasaTesfel KayecTBa JIEKApCTBEHHOro nmpenapata 414 MeAMLMHCKOro
npumeHeHna n (M1M) METoA0B KOHTPO/IA KayecTBa JIEKapCTBEHHOro npenaparta Aas8 MEeAMLMHCKOro
npUMeHeHus;

5) M3MEHEHUA CPOKA rOAHOCTU NEKAPCTBEHHOIO nNpenapata 414 MeanuLmMHCKOro npuMmeHeHusA;

6) cBeAeHMI A 0 HEOBXOAMMOCTU BHECEHUNA WMHBIX U3MEHEHWUI B MHCTPYKLMIO NO MeAULUHCKOMY
NPUMEHEHUID JIEKAPCTBEHHOrO npenapata, a TaKXe B MHble [OKYMEHTbl, cogeprKalimeca B
PErnmcTpaLumMoHHOM [0Cbe Ha 3aperncTpMpPOBAHHbIN IeKApPCTBEHHbIM npenapat. MNpu aTom pelleHue o
npoBeAeHUN 3KCNEePTU3bl KayecTBa /IEKAPCTBEHHbIX CPeacTB U (MAM) 3KCNepTM3bl OTHOLLEHMS
OXMAAEMON MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA JIeKapCTBEHHOro npenapaTta Anaa
MEOMULUMHCKOTO MPUMEHEHUs MNPUHMMAETCA B COOTBETCTBUMU C YTBEPXKAEHHOM YMNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMOJHUTENILHOW BAACTU  KaaccuduKaumeldr WU3MEeHeHUNA, BHOCUMbIX B
OOKYMEHTbI, CcofeprKallMecs B PErncrpauMoHHOM [0Cbe Ha 3aperMcTpMpoBaHHbIN JIEKapPCTBEHHbIN
npenapar.

(4acTb 2 B peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. 3asBuTenb BMpaBe NpeacTaBUTb NO COBCTBEHHOM MHUUMATMBE BMECTE C 3asiBIEHMEM O
BHECEHWM  W3MEHEHWA B  [AOKYMEHTbl, coAepawmeca B  PErucTpauMoHHOM  AOCbe  Ha
3aperncTpMpoBaHHbIN eKapPCTBEHHbIM NpenapaTt ANA MeAULMHCKOTO NPUMEHEHMUA, KOMUU LOKYMEHTOB,
noATBEPKAAIOWMX YNAATY FOCYLAaPCTBEHHOM NMOLWMHBI 33 BHECEHWME B AOKYMEHTbI, coaepKalmecs B
PEerncTpPaumMoOHHOM [0Cbe Ha 3aperncTPMpPOBaHHbIN NEKAPCTBEHHbIM MNpenapat Aaa MeAMLMHCKOro
NPUMEHEHUA, U3IMEHEHWUN, TPebyloWwmMX NpPoBeAEeHUs 3KCNepTU3bl NIEKAPCTBEHHbIX CPEeACTB B 4acTu
3KCMEePTU3bl KaYecTBa SIEKAPCTBEHHOMO CPEACTBA M (M/IM) SKCNEPTU3bI OTHOLLIEHUA OXUAAEMON MONb3bl K
BO3MOXHOMY PWUCKY MNPUMEHEHMUA JIeKAapCTBEHHOrO npenapata gaa MegUUMHCKOTO NPUMEHEHMUS,
rocyf,apCTBeHHOM MOLW/IMHbBI 33 BHECEHWE B AOKYMEHTbI, COAEpKalmeca B permcTpaLMoOHHOM A0Cbe Ha
3apervcTpupoBaHHbIN NEeKapCTBEHHbINM Npenapat AnA MeAUUMHCKOTO NMPUMEHEHUA, U3MEHEHWUN, He
TpebyloWwmMx NPOBEAEHUSA  IKCMEPTM3bl  JIEKAPCTBEHHOrO  CPeAcTBa, a TaKKe  BblAaBaemble
(npepoctaBnaemble) yNOJHOMOYEHHbIMKU  denepanbHbIMM  OpraHaMm  UCMOAHUTENbHOM  BNACTU
AOKYMeHTbl (cBeaeHun), yKasaHHble B 4actax 1.1 u 1.2 Hactoswel ctatbM. B cayvae wmx
HenpeacTaBNeHUA YNONHOMOYEHHbIN deaepasibHbl OpraH WCNOAHUTENbHOW B/IACTM 3anpalunsBaeT
YyKasaHHble  OOKYMeHTbl (cBegeHWAa) B nopAgKe  MeXBeLOMCTBEHHONO  MHGOPMALMOHHOIO
B3aMMoOeNncTBus.

(4acTb 3 B peq. denepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHue pgecatm pa6oqu AHeﬁ CO AHA NOCTYyNJeHUA YKa3aHHOoro B yactn 1 HaCTOFIIJJ,eﬁ CTaTbM
3aAB/1IEHNA U HEO6XO,CI,VIMbIX AOKYMEHTOB yI'IO}'IHOMO‘-IeHHbIﬁ ¢ep,epaanb|17| opraH WUCNOJIHUTEIbHOM
BNacTun:

1) npoBoAUT NPOBEPKY NOJIHOTblI U AOCTOBEPHOCTU CBe,D,eHMVI, coaeprKalwmnxca B npeacraBieHHbIX
3aABUTENEM MaTepUanax;
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2) NPUHMMAaET peLleHne O NPOBEAEHUM YKa3aHHbIX B 4acTM 2 HAcTOSALLEN CTaTbM COOTBETCTBYHOLLNX
3KCnepTm3 IeKapCcTBEHHOro CpeacTBa UM 06 0TKase B UX NPOBeAeHUU;

3) yBeAOMANSAET B 31IEKTPOHHOMN UM NMUCbMEHHON dopMme 3aABUTEA O NMPUHATOM pPeLleHUn Uan B
CNy4yae NPUHATUA pewweHna o6 OTKase B MPOBEAEHMWU COOTBETCTBYIOLLEN 3KCNEPTM3bl C YKasaHUeM
NPUYUH TaKOro OTKa3a.

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

4.1. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTM CBEAEHWM, cofepyKalmxca B NpeacTaB/NeHHbIX
3asABUTENIEM MaATepMaax, ynoJHOMOUYEHHbI deaepasibHbIi OpraH UCMOJIHUTE/IbHOW BAACTM HanpasaseT
3aABMTEN0 3anpoc 06 YTOYHEHMM YKasaHHbIX cBeAeHWn. [aHHbIA 3anpoc MoXeT ObiTb nepeaaH
YNONHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENSA JIMYHO MOZ PACNMCKY, HamnpaB/ieH No NnoyTe 3aKasHbiM
NMUCbMOM MK NepesaH B 3/IEKTPOHHON popMe No TENEKOMMYHUKALMOHHbIM KaHanam cBssu. B cayuyae
Hanpas/ieHMA A4aHHOro 3anpoca No NoYTe 3aKasHbIM NMUCbMOM OH CHMUTAETCA MOJIYYEHHbIM MO UCTEYEHUN
LIeCcTu AHeN ¢ AaTbl HanpaBAEHMA 3aKa3HOro NUCbMa.

(4actb 4.1 BBeaeHa GegepasbHbiM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3aaButenn 06A3aH NpeacTaBUTb OTBET Ha 3aNpoC YNOJHOMOYEHHOro ¢deaepasnbHOro opraHa
WCNONHUTENbHOW BNACTU B CPOK, He MpPEeBbILLAOWMIA AeBAHOCTA Paboymx AHEeW co AHA NOAyYeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4YacTM 4 HacToAWEW CTaTbW, MPUOCTAaHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABUTE/IO 3anNpoca YNoJHOMOYeHHOro denepanbHOro opraHa UCNONHUTENBHOW BAACTU
[0 AHA NONYYEHUA MM OTBETA HA AAHHbIN 3aMPOC U He YYUTbIBAETCA NPU UCUUCNEHUN CPOKA NPUHATUA
peleHUa O BHECEHUU W3MEHEHW B [OKYMEHTbl, cofep:Kalimeca B PErncTpaLMoOHHOM [0Cbe Ha
3aperncTpmMpoBaHHbIN NEKAaPCTBEHHbIN NpenapaT ANA MegULLUMHCKOTo MPUMEHEHUA.

(4acTb 4.2 BBeaeHa PeaepanbHbiMm 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1a OTKasa B MPOBEAEHUM YKA3aHHbIX B YacTU 2 HACTOALLEN CTaTbW 3KCMepTus
ABNAETCA NpeacTaBieHne AOKYMEHTOB, MePeYnCeHHbIX B YacTax 1 M 3 HacTosALWel cTaTbM, B HENOJHOM
obbeme, HenpeacTaBaeHUEe 3afABUTENIEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA HAa YKasaHHbIM B yactun 4.1
HACTOALWLEN CTATbM 3aNpPOC YNOJIHOMOYEHHOTrO dpeaepasbHOro opraHa UCNONHUTENBHON B/IACTU, @ TaKKe
OTCYTCTBME B  MPEACTaB/AEHHbIX  OOKYMEHTaX  [AOCTAaTOYHbIX CBEAEHWUM, MOoATBEPXKAAILMX
HEeobXxo4MMOCTb BHECEHMA U3MEHEHWI, UNK OTCYyTCTBME MHbOPMaUMK, NoATBepKAatowen GakT ynaaTbl
rocyAapcTBEHHbIX NOLWJIMH, YKAa3aHHbIX B 4acTu 3 HAcToALWEN CTaTbMy.

(8 pea. PepepanbHbix 3aKkoHOB OT 25.11.2013 N 317-®3, 01 22.12.2014 N 429-93)

6. YKasaHHble B 4acTU 2 HaCTOALLEN CTaTbM 3KCNepTM3bl NPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM
cTatbel 23 HacTosuero PeagepanbHOro 3akoHa.

7. B cpoK, He npesBblWatowmin aecatm pabounx gHen co AHA NOAYYEHUA 3aKAOYEHUA KOMUCCUIA
3KCMEepPTOB MO pe3y/ibTaTaM YKasaHHbIX B YacTM 2 HACTOALLEM CTaTbW 3KCNEPTU3, YNOJHOMOYEHHbIN
denepanbHblii OpraH UCNONHUTENIbHOM BACTU:

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

1) NPpUHUMaET peweHne O BHeCEHUU M3MEHEHUN B AOKYMEHTbI, cogepXxalwmeca B
PerncTpautMoHHOM AO0Cbe Ha 3aperMCTpMpOBaHHbII‘;I /'IEI-(apCTBEHHbIﬁ npenapatr gna meauunHCKoro
NPpUMeHeHuA, NN 06 0TKa3e BO BHECEHUU TaKUX N3MEHEHUN;

2) BHOCUT B rOCY[ApPCTBEHHbIN PEecTp NEKapCTBEHHbIX CPEACTB Ha OCHOBAHWWM peleHus o
BHECEHMW W3MEHEeHWM B  [OKYMEHTbl, CcoAepraliMeca B  PErucTpaumoHHOM  OO0Cbe  Ha
3aPErMcTPUPOBAHHbIN IeKapCTBEHHbIM Mpenapat 448 MeAUUMHCKOrO NPUMEHEHUs, Heobxoaumble
N3MEHEHUA 1 BO3BPALLAET UX 3aABUTENIO;

3) BblAaeT 3asBUTENI0 HOBOE PErnCTPaLMOHHOE YA0CTOBEPEHME JIEKAPCTBEHHOrO npenapaTta B
CNly4yae U3MEHEHUA CBEAEHUI, COAEPMKALUUXCA B HEM.
(n. 3 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)
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8. OcHOBaHMEM pAna OTKasa BO BHECEHWUM W3MEHEHWUW B [OOKYMEHTbl, codeprKalimeca B
pPerucTpaumMoHHOM [0Cbe€ Ha 3apPerucTPUPOBaHHbLIN JIEKApPCTBEHHbIA MnpenapaTt Aaa MeAULMHCKOro
NPUMEHEHUNA, ABAAETCA 3aK/loYeHMe YNOJHOMOYEHHOro ¢eaepanbHOro opraHa WCNOAHUTENbHOM
BJ1ACTU O BO3MOKHOCTU CHMM¥eHUA 6e30MnacHOCTU, KauecTBa, 3GPEeKTUBHOCTM IeKapCTBEHHOro cpeacTsa
B C/ly4ae BHECEHUA TaKUX U3MEHEHMIA.

9. [lonyckaetca obpalleHne NeKapCTBEHHbIX NpenapaToB AAA MeAULMHCKOro NpUMeHeHus a0
MUCTEYEHUA CPOKa rogHOCTU, MPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Noc/ie AaTbl NPUHATUA
YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU PELLEHUA O BHECEHUWN U3MEHEHUN
B [OOKYMEHTbl, cogep)Kawmeca B PerucTpalMoHHOM [0Cbe, B COOTBETCTBUM C MHPopMaumel,
copepxKallencs B AOKYMEHTaX PEernmcTpaumoHHOrO A0Cbe Ha NEeKAapCTBEHHbIM npenapat A0 AaThbl
NMPUHATUA TaKOro peLleHus.

(4actb 9 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

10. MpasutenbctBo Poccuitckoit Pepepaumm BnNpaBe YCTAaHOBUTb OCOHBEHHOCTM BHECEeHWUs
M3MEHEHUN B [AOKYMEHTbl, COAEeprKallMecs B PErucrpauMoOHHOM [A0Cbe Ha 3aperncTpupoBaHHbIN
JIeKApCTBEHHbIA nNpenapat Aas MeAMUMHCKOrO NPUMEHeHMs, B ciyyae pedekTypbl WAM  pucka
BO3HWKHOBEHUA AedeKTypbl /IEeKAPCTBEHHbIX MNPEenapaToB B CBA3WM C BBEAEHMEM B OTHOLUEHWUU
Poccuitckon PepepaLmm orpaHUYUTENbHBIX MEP SKOHOMMYECKOTO XapaKTepa.

(4actb 10 BBeageHa PeaepanbHbiM 3akoHOM oT 08.03.2022 N 46-93)

Cratba 31. BHeceHue n3meHeHuii B A,OKYMEHTbI, coAaepiKalimecs B permcTpaLMoOHHOM A0Cbe Ha
3aperMcTpuMpoBaHHbINA IeKapCTBEHHDbIM Npenapar ANA BeTepUHAPHOro NnpMMmeHeHus

1. B uenax BHECEHUS M3MEHEHWUI B LOKYMEHTbI, CogepiKallmMecs B PErucTpaLuMoHHOM A0Cbe Ha
3apPEerMcTPMPOBAHHDBIN JIEKAPCTBEHHbIV NpenapaTt Ana BeTepUMHAPHOro NPUMEHEHWs, AepiKaTeslb WUAu
BNajeNel, PermMcTpaLMoHHOro yA0CTOBEPEHMS JIEKAPCTBEHHOro npenaparta Wau ynoJHOMOYEeHHOe UM
Apyroe puanyecKoe Mo (Aanee B HaCTOSALLEN CTaTbe - 3aABUTE/Ib) NPeAcTaBAsAET B YNOJHOMOYEHHbIN
deaepanbHbIi OpraH MCNOIHUTENIbHOW BNAcTU 3asiBIeHWE O BHECEHWW TAaKUX MU3MeHeHuli no dopme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM pefepasbHbiM OPraHOM UCMONHUTENBHOW BAACTH, U NpUaraemble K
HEMY M3MEHEHWA B yKa3aHHble JOKYMEHTbI, a TaKXKe AOKYMEHTbI, NoATBEp:KAaoWwme HeobxoaMmMocCTb
BHECEHMA TaKMX U3MeHeHMUI. Mpu HEOBXOAMMOCTN BHECEHWNA U3MEHEHMWI B AOKYMEHTbI, CogepiKalLmecs
B PErucTpaLMoHHOM [0CbEe Ha 3apernmcTpuMpoBaHHbIM JI€KAPCTBEHHbIW NpenapaT A8 BETepMHAPHOro
NPUMEHEHWUA, B CAy4YasaXx W3MEHeHWa W (MAM)  [4ONOSHEHWA TMNPOM3BOACTBEHHOW  MAOWALKM
NeKapCTBEHHOrO CPEeACTBa, a TaKKe M3MEHeHUs NoKasaTte/iell KayecTBa JIieKapcTBEHHOro npenapara gas
BETEPMHAPHOIO NPUMEHEHUs U (MAK) MeTOoL0B KOHTPO/IA KayecTBa JIeKapcTBEHHOro npenaparta As
BETEPMHAPHOIO MPUMEHEHMS 3anaBUTE/Nb  OONONAHWUTENbHO NPEACTAaBAfeT B YNOJHOMOYEHHbI
denepanbHblii OpraH UCNOHUTENIbHOW BAACTU Cieaylowme OKYMEHTbI (cBeaeHMs):

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

1) cBeaeHuMsA o AaTe NPeAoCTaBAeHUA U PErUCTPALMOHHOM HOMEpPE JINLLEH3UN HA NPOM3BOACTBO
NEeKapCTBEHHbIX CPEACTB, NPeAoCTaBNeHHOW MPOU3BOAUTENIO JIEKAPCTBEHHOro npenapaTta Aan
BETEPMHAPHOIO NPUMEHEHWA, AR POCCUNCKUX MPOU3BOAUTENEN;

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

2) cBegeHMA o aaTe NpPenoCcTaBAEHMA U PErMCTPALMOHHOM HOMEPE IMLEH3UM HA NPOM3BOACTBO
NEeKapCTBEHHbIX CPeACTB, NPenoCTaBAEHHOM npou3BoAUTENO  (GapMaLEeBTUYECKON CybCTaHLuMMK,
BXOAALLEN B COCTaB NEKAPCTBEHHOrO npenapaTta ANd BETEPUHAPHOro NPUMEHEHUA, ANA POCCUNCKUX
npovssogutenei;

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

3) Konna AOOKYMeHTa, BblAaHHOIo ynoJIHOMOYE€HHbIM OpraHOM CTpaHbl npou3dsoauTena AnNA
Ka)K[l,Ol\;I I'IpOVI3BO,EI,CTBeHHOl71 naowaaKM nekapCTBeHHOro npenaparta 414 BETEPUHAPHOIo NpMMeEHeEHNA n
noatTeepXAatoLWero CoOoTBeTctBne npomnssoanTenAa NeKapCtBeHHOro npenaparta Tpe6OBaHMﬂM npasun
Hap,nemam,eﬁ I'IpOVI3BO,CI,CTB€HHOV1 NPakKTUKKU, U €ero nepesos Ha pYCCKMVI A3blK, 3aBepeHHble B
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YCTaHOBNEHHOM MNOPSAAKE, a TaKXKe KOMUA 3aK/I0YeHUsA O COOTBETCTBMU NPOU3BOAUTENA IEKAPCTBEHHbIX
cpeactBs  TpeboBaHMAM  NpaBuMA  Hagae)kalein  nNpOM3BOACTBEHHOW  MPAKTUKW,  BblAAHHOrO
YNONHOMOYEHHbIM deaepasibHbiIM OPraHOM UCMONHUTENIbHON BNACTU A1S KaxKAoW NpPOM3BOACTBEHHOM
NAoWAaAKN NeKapCTBEHHOro npenapaTa AN BETEPUHAPHOrO NMPUMEHEHUs, MBO KonuAa pelleHua o
nposeseHnn WMHCNEeKTUpOoBaHUA npounssoauTens NIeKapCTBEHHbIX cpeacrs, NpPUHATOrO
YNONHOMOYEHHbIM deaepasibHbiIM OPraHOM WUCMOJHUTENIbHON BAACTU A5 KaxKAO0W NPOM3BOACTBEHHOM
NAOWAAKA NIEKAaPCTBEHHOrO NpenapaTa AJ/s BETePUHAPHOIO MNPUMEHEHUs. YKa3aHHble A0KYMEHTbI
npeacTaBaAlOTCA B C/ydae, eciv MNPOU3BOACTBO JIEKAPCTBEHHOrO npenapata Afa BeTepuMHapHOro
NpMMEHEHUs OCYLLEeCTBASETCA 3a npeaenamm Poccuinckon degepauumu;

4) Konua [OOKYMEHTa, BblAAHHOMO YMNOJAHOMOYEHHbIM OPraHoOM CTpaHbl MNPOW3BOAUTENS
dapmaueBTUYECKOW cybcTaHumm n NoATBEPKAAIOLLErO COOTBETCTBUE npousBoauTens
dapmaLeBTMYECKOW cybCcTaHUMM, BXOAALLEN B COCTaB JIEKAPCTBEHHOMO npenapaTa 419 BETePUHAPHOro
npumeHeHus, TpeboBaHMAM NpaBUA HagAexKaleh NPOou3BOACTBEHHOW MPAKTMKU, M ero nepesog, Ha
PYCCKMI  A3bIK, 3aBepeHHble B YCTAaHOBJIEHHOM MOpPAAKe, B C/Ay4Yae, €CAW  NPOU3BOACTBO
dbapmaLeBTUYECKOM CybCTaHLLMKM OCYLLECTBAAETCA 3a Npeaenammn Poccuiickonn Pepepauum.

(4actb 1 B pea. PepepansHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae M3MeHeHus U (MAun) AONoNHEHUA NPOM3BOACTBEHHON NAOLWAAKA NEKapCTBEHHOro
CpencTBa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacToswen cTaTbW, NpeacTaBAAOTCA 3asBUTeNeM B
OTHOWEHWUU U3MeHAeMOol U (Mau) [ononHAemMon NPOU3BOACTBEHHOM NJIOWAAKMA /IeKapCTBEHHOro
cpencTBa. PeweHne o BHECEHMM U3MEHEHUN B LOKYMEHTbI, COAEPrKaLLMECH B PErUCTPALLUOHHOM 40Cbe
Ha 3apPerncTpMpoBaHHbIM IEKAPCTBEHHbIM NpenapaTt 419 BeTEPUHAPHOro NpMmeHeHus, uam ob oTKase B
MX BHECEHWW NPUHUMAETCS B Cayvyae HeobXOoAMMOCTU NPOBEAEHWUS 3KCMEepPTU3bl JIEKAPCTBEHHOIO
CpencTBa B CPOK, He NpeBblWwatlowmii AeBaHocTa pabouynx AHEen, a B OCTa/bHbIX C/y4anX B CPOK, He
NpeBbIWaoLWNN TPpUALaTN paboumx gHen co AHA NPUHATMA YNOJHOMOYEHHbIM denepasibHbiM OpraHom
WUCNONIHUTE/IbHOM BNACTU 3aABIEHNA O BHECEHUM TaKUX USMEHEHUN.

(4acTb 1.1 BBeaeHa PeaepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusauum gep:kaTend Wan Baafesnbla perncTpaumoHHOro yaocToBepeHus
NIeKapCTBEHHOro npenapaTta AAs BeTepMHAPHOro MPUMEHEHMUA, paspaboTyMka Man nNpoussoguTens
NleKapCTBEHHOro NpenapaTta A/1f BETEPUHAPHOro NPUMEHEHUA B 3aABJEHUM O BHECEHUM U3MEHEHWUN B
AOKYMEHTbI, coAeprKalimeca B PerucTpaumoHHOM A0Cbe Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHDIN
npenapaTt A BETEPUMHAPHOro MPUMEHEHWA, YKa3blBAlOTCA AaHHble LOKYMEHTa, NOATBEPXKAAOLLEero
BHECEHWE COOTBETCTBYIOLWMX M3MEHEHWUA B EAMHBIN rocy4apCTBEHHBIN peecTp opuandeckux avy (gns
OpraHM3aunin, 3aperncTPUpoBaHHbIX Ha TeppuTopun Poccuiickoli ®epepaunn), MANM MHOTO AOKYMEHTA,
NnoATBEPKAAIOLENO PEOPraHM3aLMIO HOPUANYECKOTO NMLA (417 OpraHM3aLmii, He 3aPerncTPUpPOBaHHbIX
Ha TeppuTopun Poccuiickon Pepepaunn). 3aaBreHME O BHECEHUU W3MEHEHUUA B AOKYMEHTHI,
copeprKalimeca B pPermcTpauMoHHOM [A0Cbe Ha 3aperncTpupoBaHHbIA JIEKAPCTBEHHbIN NpenapaTt And
BETEPMHAPHOrO MNPUMEHEHWA, W MNpuiaraemble K HeEMy [OOKYMEHTbl NpeACTaBAAlOTCA B
YNONHOMOYEHHbIN deaepanbHbI OpraH MUCNOAHUTENIbHOM BNACTM He MO3AHee Yyem Yyepes TpuAaLuaTb
pabounx gHel co AHA BHECEHMA COOTBETCTBYHOLIMX M3MEHEHWN B EAMHBIN rocyaapcTBEHHbIN peecTp
ropPUAMYECKUX AnL, (oN8 opraHU3aLMii, 3aperMcTpMpPoBaHHbIX HA Tepputopumn Poccuiickon depepaumm)
WAW CO AHA NPUHATUA COOTBETCTBYIOLWLErO [OOKYMEHTa, MOATBEPXKAAMOWEro pPeopraHmnsaumio
topuagmMyeckoro amua (gns opraHusauumii, He 3aperncTpuMpoBaHHbIX Ha TeppuTopun Poccuitckol
depepaumm). B cnyyae peopraHmMsaumm geprratensa uam Bnagenbla perncTpaLmMoHHOro ya0CcToBepeHus
JIeKapCTBEHHOTO npenapaTa A1A BETEPUHAPHOIO0 MPUMEHEHUA 3aABJEeHWE O BHECEHUU U3MEHEHWUN B
OOKYMEHTbI, cofeprKalimeca B PErucTpauMoOHHOM [0Cbe Ha 3aperycTpUpoBaHHbIN JIEKAapPCTBEHHbIN
npenapat AnAa BETEPUMHAPHOrO MPUMEHEHMUA, NOJAETCA HPUAUYECKMM NIMLLOM, KOTOPOMY B Xo4e
peopraHmM3aumm nepeaaHo NpaBo BAAAEHUA TaKUM PErUCTPALMOHHbBIM YA0CTOBEPEHNEM.

(4yacTb 1.2 BBeaeHa ®eaepanbHbim 3aKkoHOM oT 02.08.2019 N 297-93)

2.B CQly4yae BHeCeHMuA M3MEHEeHUN B AOKYMeHTbI, cogepxKalwmneca B permctpauMoOHHOM A0Cbe Ha
3apeI'MCTpVIpOBaHHbIl7| ﬂeKapCTBeHHbIVI npenapart AnA BETEPUHAPHOro nNpmmeHeHuA, B OTHOLUEHWU
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CBeAEeHWN, yKasaHHbIX B noanyHkrax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 vactm 3 ctatbu 17
HacTosAwero deaepanbHOro 3aKoHa, U3MEHEHUA U (MK) AOMNONHEHUS NMPOM3BOACTBEHHOW NJOWAAKK
NIeKApCTBEHHOTO CPeACTBa, A TaKXe B C/y4ae U3MEHEHWA MOKas3aTesnel KayecTBa NEKAPCTBEHHOrO
npenapata Ana BETePUHAPHOro NPUMEHEHUA U (MNKM) MEeTOLOB KOHTPO/IA KayecTBa JIEKapCTBEHHOIO
npenapaTta 41a BETEPUHAPHOrO NPUMEHEHUA MPOBOAUTCA IKCMEPTM3A SIEKAPCTBEHHOrO cpeacTBa ANA
BETEPUHAPHOrO MpUMeHeHMUA. B ciyvyae HeobXoaMMOCTU BHECEHMA MHbIX U3MEHEHWUI B AOKYMEHTHI,
cogeprKalimecs B PErmcTpauMoOHHOM A0Cbe HA 3apPerncTpMpoOBaHHbINA IEKAPCTBEHHbIM NpenapaT gas
BETEPUHAPHOrO NPUMEHEHWA, SKCNEPTM3A JIEKAPCTBEHHOIO CPeACcTBa A1 BETEPUHAPHOTO NPUMEHEHMUA
He NPoBOAMTCS.

(B peq,. PepgepanbHbix 3aKOHOB 0T 22.10.2014 N 313-d3, 071 22.12.2014 N 429-$3)

3. 3asBuTeNnb BNpase NpPeacTaBUTb NO COOCTBEHHON WMHWUUMATMBE BMECTe C 3aAB/IEHMEM O
BHECEHMM U3MEHEHWN B  OOKYMEHTbl, COAeprkalumeca B  PErucTpauMoOHHOM  AoCbe  Ha
3aperucTpmpoBaHHbIN IEKAapPCTBEHHDIV NpenapaT A4 BeTePUHAPHOTO NPUMEHEHUSA, KONUU LOKYMEHTOB,
noATBEPKAAOLMX YNAATY roCyLapCTBEHHOM MOLW/AMHBI 32 BHECEHWE B A0KYMEHTbI, cogepiKalumecsa B
PErnmcTpaLuMoOHHOM [0Cbe Ha 3apernmcTpMpOBAHHbLIA NEKAPCTBEHHbIM MNpenapaTt A8 BeTepuHapHOro
NPUMEHEHUS, U3MEHEHMUI, TPebyWMX NPOBEAEHUS 3KCNepTM3bl NIEKAPCTBEHHOIO CPeacTBa, Wam
M3MEHEHWUN, He Tpebylowmx npPoBeAEHMA 3SKCMEepTU3bl JIEKApCTBEHHOro cpeactsa. B caydae
HEeobXo4MMOCTU U3MEHEHUA CBEAEHWUM, COAEpPXHAWMXCS B PErucTpaLMoOHHOM  yAOCTOBEPEHWUU
JIeKapCTBEHHOrO npenapaTta AN BEeTEPMHAPHOro NPUMEHEHMUA, C 3aABIEHNEM, YKa3aHHbIM B Yactu 1
HACTOALWLEN CTaTbW, 3aABMTE/Ib BNpaBe NPeacTaBUTb MO COOCTBEHHOM MHULMATMBE KOMUIO LOKYMEHT],
NoATBEPKAAIOLLErO YNAATY rOCYA3aPCTBEHHOM NOLW/IMHBI 33 BblAady PerucTpaLMoHHOro ya40CTOBEPEHMS
JIeKapCTBEHHOrO npenapaTa. 3aaBuUTe/lb BNpaBe NpeacTaBUTb No co6CTBEHHON MHULMATMBE CBEAEHUSA O
JNIMLEH3MAX, YKasaHHble B MNyHKTax 1 M 2 4actM 1 HacToswen cTaTbW, a TaK¥Ke BblaaBaemble
YNO/IHOMOYEHHbIMK peaepanbHbIMM OpraHaMn MCNONAHUTENbHOW BNAacTU OOKYMEHTbI, YKa3aHHble B
NyHKTe 3 yactTu 1 HacToswen cTaTbM. B cayyae HenpeacTaBiAeHUs YKa3aHHbIX AOKYMEHTOB (cBegeHui)
YMNOJIHOMOYEHHbIN denepasbHbii OpraH UCMOJIHUTEIbHOW BNACTU 3anpallMBaeT YKa3aHHble 40KYMEHTbI
(cBeaeHUs) B nopagke MeKBegoMCTBEHHOTO MHGOPMALMOHHOTO B3aMMOAENCTBUSA.

(4acTb 3 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B cpoK, He npeBbllatowmii gecatm paboumx gHel co AHA NOCTYN/eHNA YKasaHHoro B Yactm 1
HacToALLEeN CTaTbM 3aABNEHMA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIM deaepanbHblA OpraH
NCMONHUTENLHOM BNACTK:

1) npoBoAUT NPOBEPKY NOJIHOTbI U AOCTOBEPHOCTU CBE,D,EHMﬁ, coaeprawmnxca B npeacraB1eHHbIX
3aABUTeENEM OOKYMEHTAX;

2) NPUHUMaET peweHne o nposedgeHnn 3SKCNepTudbl NEeKapCTBEHHOro cpeacrtea  AnA
BETEPUHAPHOIo NPUMEeHEHNA NN 06 oTKase B ee nposeaeHUN,

3) yBegomnseT B NUCbMeHHONM popme 3aABUTENA O NPUHATOM PELIEHUN UAWN B CNyYae NPUHATUA
peweHna o6 OTKase B MNPOBEAEHMM IKCMEPTU3bl JIEKAPCTBEHHOrO CPeACTBa A/NA BETEPUHAPHOro
NPUMEHEHMA C YKazaHWeM NPUYMH TaKOro OTKasa.

4.1. B cnyyae BblfiBNEHUSA HEAO0CTOBEPHOCTU U (MN) HEAO0CTAaTOYHOCTM CBEAEHWUI, COAEPKALLUMXCA
B MpeACTaB/eHHbIX 3aABUTENEM AOKYMEHTAX, YNOJHOMOYEHHbIN PpeaepanbHblii OpraH UCNOAHUTEIbHON
BNACTM HanpasAseT 3aABMTENI0 3aMnpoc 006 YTOUYHEHMM YKA3aHHbIX CBEAEHWN. 3anpoc MOXKeT OblTb
nepeaaH ynoJIHOMOYeEHHOMY NPeACTaBUTENIO 3aABUTENA MO PAaCNMCKY, HanpaBaeH No NoyTe 3aKasHbIM
NUCbMOM UM NepefaH B 3/IEKTPOHHOW popme MO TENIEKOMMYHMKALLMOHHBIM KaHanam cBasun. B cnyyae
Hanpas/ieHMA 3anpoca 06 YTOYHEHUW YKa3aHHbIX CBEAEHUM NO NoyTe 3aKasHbIM NUCbMOM OH CYMTaeTcA
NOIY4EHHbIM MO UCTEYEHUM LIECTU AHEN C AaTbl HANPABAEHMA 3aKa3HOTo NMCbMa.
(4acTb 4.1 BBeaeHa GeaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

4.2. 3aaButenb obAsaH npeacrtaBuTb OTBET HA 3aMpocC ynoJIHOMOYeHHOro d)e,a,epaanoro OpraHa
MCMNOSIHUTENIbHOW BNAcTU B CpOK, He I'IpEBbILuaPOIJ.I,Mﬁ AeBAHOCTa pa6oqu ,CI,HEI‘;1 CO AHA nony4yeHuA
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AaHHoro 3anpoca. CpoKW, yKasaHHble B yactu 1.1 HacToslel cTaTbM, MPUOCTAaHABAMBAOTCA CO AHA
Hanpas/ieHWA 3asBUTE/I0 3anpoca YyNnoJHOMOYeHHOro ¢deaepasibHOro opraHa UCNOHUTE/IbHOM BNacTu
A0 AHA noayyYyeHuA OTBeTa Ha Ll,aHHbIVI 3aMpoC U He y4YuUTbiBalOTCA NPU UCHUCNIEHUUN CPOKaA NPUHATUA
pelweHns O BHECEHUU WU3IMEHEHUW B [AOKYMEHTbl, coaep)Kalinecs B PerucTpaumoHHOM A0Cbe Ha
3apPerncTpMpOoOBaHHbIM IeKAPCTBEHHbIM Npenapar 4/19 BeTePMHAPHOro NpUMEHeHUs.

(4acTb 4.2 BBeaeHa GeaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM AN OTKasa B MPOBEAEHUM 3SKCMepTM3bl JIEKAPCTBEHHOro cpeactsa And
BETEPUHAPHOIO MNPUMEHEHUA ABNAAETCA npeacTaBieHne LO0KYMEHTOB, YKa3aHHbIX B 4actax 1 u 3
HacToALWEN CTaTbM, B HEMONHOM O6beMe UM OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTaxX A0CTaTOYHbIX
CBeAEHWUN, noATBepXAalolWmx HeobXxoaAMMOCTb BHECEHWA UW3MEHeHUN, nnbo HenpeacTassieHUe
3aABUTE/IEM B YCTAaHOBJIEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4YacTu 4.1 HacToAwein cTaTby 3anpoc
yrnonHoMmo4eHHoro pesepasibHOro opraHa UCNOJHUTENIbHOM BacTu.

(B peq,. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. DKCNepTU3a IeKapCTBEHHOro CpeacTBa AN BETEPUHAPHOro NMPUMEHEHUA B LEenaX BHeCceHus
M3MEHEHUN B LOKYMEHTbl, COAEPKaliMeca B PEerucTpaLMOHHOM AO0Cbe Ha 3aperucTpuMpoBaHHbIM
NIeKAapCTBEHHbI  MpenapaT AA8 BETEePMHAPHOro NPMMEHEHMA, OCYLLEeCTBASETCA B  MOPAAKe,
YCTQHOB/IEHHOM CTaTbel 24 HacToswero ®eaepasbHOro 3aKoHa.

6.1. B cpoK, He nNpeBbIWaoWnNN AecATU Paboyumx AHeN CO AHA NOAYYEHUA 3aKNOYEHUA KOMUCCUM
3KCMepTOB MO pe3y/bTaTaM YKa3aHHOM B 4acTW 2 HACTOALWEN CTaTbWM 3KCNEPTU3bl, YNOJHOMOYEHHDIN
desepanbHbIit OpraH UCNOJHUTENbHOW BNACTHU:

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

1) npUHMUMaeT peweHne O BHeCeEHUU W3MEHEHUI B AOKYMEHTbI, cogepxawmeca B
PerncTpatMoHHOM AoCbe Ha 3aperMCTpMpOBaHHblﬁ HEKapCTBEHHbIP’I npenapatr anAa BETEPUHAPHOrO
NPpUMEeHEeHUA, NN 06 OTKase BO BHECEHMU TaKUX VI3MEHEHVII7I;

2) BHOCUT B I'OCVAapCTBEHHbIﬁ peecTp NeKapCTtBeHHbIX Cpencrts Ha OCHOBAHWUKU pelweHunAa O
BHECEHUU NU3MEHEHUN B AOOKYMEHTbI, coaepaumeca B perncrpauynoHHom  gocbe Ha
3aperMCTpMpOBaHHbII7I J'IEKapCTBeHHbIﬁ npenapar Ana BETePpUHAPHOro npumeHeHuA, H606X0,D,MMbIe
N3MEHEHNA N BO3BPALWLAET 3TN OOKYMEHTbI 3aABUTENIO,

3) BblAaeT 3aABUTE/IO HOBOE PErUCTPALMOHHOE YAOCTOBEPEHUE SIEKAPCTBEHHOMO Npenaparta Ana
BETEPUHAPHOIO NPUMEHEHMUA B Cyvae HEOHBXOAMMOCTU U3MEHEHUA CBEAEHWUN, COAEPIKALLMXCA B HEM, C
COXpaHeHMemM HOMepa paHee BbIAAHHOIMO PEerucTpaLMOHHOrO YAOCTOBEPEHUA NEeKapCTBEHHOro
npenapara A/19 BETEPUHAPHOIo NPUMEHEHUA.

(n. 3 BBegeH ®egepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)
(4acTb 6.1 BBEAeHa PeaepanbHbiM 3aKoHOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeceHMA MU3MEHEHWUI B AOKYMEHTbI, COAepKallneca B perucTpaLMoHHOM A0Cbe Ha
3aperucTpMpoBaHHbIN  JIEKApPCTBEHHbIM Mpenapat ANA BEeTEPMHAPHOIO0 MNPUMEHEHMA, B 4acTw,
Kacatowenca wsMeHeHuAa W (MAnM) [ONONAHEHUs MPOU3BOACTBEHHOM MAOWAAKN NEKAPCTBEHHOIO
npenapara, Npy NpeacTaBieHUN 3aaBUTENEM B COOTBETCTBUM C MYHKTOM 3 YacTv 1 HacToAwen cTaTbu
KOMUW pelleHnA YMNOSIHOMOYEHHOro denepasibHOro opraHa MCNOSIHUTENbHOW BIACTM O NMPOBEAEHUU
WMHCNEKTUPOBAHUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIA B YacTtu 6.1 HacToALweln
CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA NONAYYEHUA 3aKNOYEHUA KOMWUCCUM IKCNEPTOB A0 AHA NPUHATUA
YNONHOMOYEHHbIM beaepasbHbIM OPraHOM UCMONHUTEIbHOM BNACTM peLlleHms O Bblgaye uan ob oTkase
B Bblaye 3aK/JOYEHNA O COOTBETCTBMM MPOM3BOAUTENA NIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM NpaBuA
Haa/exallel Npon3BOACTBEHHOM NPAKTUKM, HO He Bonee Yem Ha CTO BOCEMbZAECAT pabounx gHell.
(4acTb 6.2 BBeaeHa DeaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM [AnA OTKasa BO BHECEHWUMU M3MEHEHU B AOOKYMEHTbI, cogepXalmeca B
pPerncTpauMoHHOM AocCbe Ha 3aperMCTpMpOBaHHblﬁ }'IeKapCTBeHHbIﬁ npenapat Ana BETEPUHAPHOro
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NPUMEHEHMUSA, B C/Iy4anX, He TPebyloLWmnx NpoBeaeHNs IKCNepPTU3bl 1EKAPCTBEHHOIO CPeCcTBa, ABAAETCA
npeactaB/ieHNne AOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacToAlel cTaTbK, B HEMOJIHOM 0b6beme Uiu
OTCYTCTBME B NPeACTaBAeHHbIX JOKYMEHTax CBeAEHWUI, KOTopble A0MXKHbI OblTb B HUX OTPar*KeHbl, AM6O
HenpeacTaB/iieHWe 3aaBUTE/IEM B YCTAHOBJ/IEHHbIM CPOK OTBETA Ha YKasaHHbIXM B Yactu 4.1 HacToALlen
CTaTbW 3aNpocC yNnosHOMo4YeHHoro ¢peaepanbHOro opraHa UCNoIHUTEIbHOM BNACTU.

(4actb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7.1. OcHoBaHMeM A/ OTKasa BO BHECEHWUM M3MEHEHUN B [OKYMEHTbl, cogeprkalimecs B
PErnCTPALMOHHOM [0CbEe Ha 3aperncTpMpoOBAHHbIN NEKAPCTBEHHbIA Npenapat gas BeTepuMHapHOro
NPUMEHEHUS, B Cydasax, Tpebylowmx NpoBeaeHUA 3KCNepTM3bl SIEKAPCTBEHHOIO CPeacTBa, ABAAETCA
3aK/OYEeHME YNOJHOMOYEHHOrO ¢defepasbHOro OpraHa WMCNOAHUTENbHON BAACTM O BO3MOMHOCTU
CHUXKEeHMA 6e30MacHOCTH, KavyecTBa, 3G PEeKTUBHOCTU IeKapCTBEHHOIO NpenapaTta BCAeACTBUE BHECEHUSA
M3MEHEHWN B  YKasaHHble [OKYMEHTbl, OTKa3 YMNOAHOMOYEHHOro deaepanbHOro opraHa
WUCNONIHUTENIbHON BNACTU B BblAaye 3aK/JOYEHMA O COOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbIX
cpeacTts TpeboBaHMAM NPaBMA HagNeXKallen Npon3BoACTBEHHOW NPAKTUKKU B Cly4ae U3MeHeHua u (uam)
OOMNO/IHEHUS NPOM3BOACTBEHHON M/OWAAKM NEKAPCTBEHHOrO npenapata, €ecin MpPOU3BOACTBO
JIeKapCTBEHHOrO npenapata A48 BETEepPMHAPHOro NPUMEHEHWs OCYLLecTBAAETCA 3a npegenamu
Poccuiickon depepaumn, UAn oTCYyTCTBUE STOFO 3aK/A0YEHMUA.

(4actb 7.1 BBeaeHa ®egepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

8. [JonycKaeTcsa obpallieHne NeKapCTBEeHHbIX NpenapaToB A/19 BETEPUHAPHOro NpPUMeEHeHMA 40
WUCTEYEHMA CPOKA rofHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEl nocne AaTtbl NPUHATUA
YNOJIHOMOYEHHbIM desepasibHbIM OPraHOM UCNONHUTENIbHON BIACTU peLleHnNA O BHECEHUU U3MEHEH UM
B A, OKYMEHTbI, COAEPKALLMECHA B PETMCTPALMOHHOM [,0CbE Ha JIEKAaPCTBEHHbIM NpenapaT, B COOTBETCTBUM
¢ MHbOpMaUMen, coaeprKallenca B 4OKYMEHTaX PErMCTPALMOHHOrO A0Cbe Ha IEKapCTBEHHbIM Npenapat
0,0 [aTbl NPUHATUA TAKOTO pPeLleHUs.

(4acTb 8 B peq,. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 32. OTMeHa rocyAapCcTBEHHOM perncTpauum 1eKapcTBeHHOro npenapara

PeweHne 06 oTmeHe FOCYﬂ,apCTBEHHOﬁ PerncTpautmmn NekapCrBeHHOro npenaparta U NCKAKYEHUN
NEeKapCTBEHHOrNo npenaparta wu3 rocyaapCrBeHHOro peecrtpa J/1eKapCTBEHHbLIX CpeacTtB NPUHUMaETCA
YNO/THOMOYEHHbIM d)e,u,epaanblN\ opraHom NCNONHUTENbHOW BNACTU B Ccny4yae:

1) npeacraBneHnA COOTBETCTBYHOLLMNM YNO/THOMOYEHHbIM cbe,u,epaanblM opraHom
WUCNONHUTE/IbHOM BNACTU 3aK/OYEHUA O pucke wunnun 0b yrpose 340p0Bblo, XU3HU 4YesloBEKa WU
KUBOTHOIO nNpu nNpuMeHeHUU NEKAPCTBEHHOrIO npenaparta, npesbilalowmnx ero 3¢¢EKTMBHOCTb, no
pe3ysibTaTaM OCyLLeCTBIAEMOIro UM MOHUTOPUHTa 6e3sonacHoCTH NEeKapCTBEHHOrO Npenaparta,;

2) nojaun gepskatenem UM BAAAENbLEM PErncTPaLMOHHONO YA40CTOBEPEHUA NEKAPCTBEHHOMO
npenapaTta MAM YMNOAHOMOYEHHBLIM WM APYrMM OPUAUYECKMM /MLOM 3asB/ieHUa o6 oTmeHe
rocyAapCTBEHHOM perncTpauumn NekapcTBEHHOroO Npenapara;

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

3) HenoATBEPXKAEHMA rOCyAapCTBEHHOW PerncTpaLmmn AeKapcTBEHHOro nNpenapara no UcTedeHunm
CPOKa AeNcTBUA perncTpaumoHHOro ya0CToBEPEHMA, BbIAAHHOrO Ha NATb /1ET;

4) HenpeacTaBneHuA 3asBuTeNem WHPOpMauUMKM, KOTOpas MOXeT MoBAeyb 3a cobow
HeobXoAMMOCTb BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAEPNKALMECA B PErMCTPauMOHHOM A0Cbe Ha
3apPErMcTPUPOBAHHbI NIEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuauatM paboumx pgHeld co AHA
HaCTyN/eHNA 3TUX U3MEHEHWIA;

5) ocylwecTBaeHWA rocyAapCTBEHHOW perncTpaumm NekapcTBEHHOro npenaparta noj TOProsbim
HaMMeHOBaHMEM 3apPerncTpMpPoOBaHHOIO paHee Noj 3TUM TOProBbiIM HaMMEHOBAHMEM /IEKAaPCTBEHHOMO
npenapaTa, OT/IMYaIOLLEroca KaYeCTBEeHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;
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(B peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

6) oCyLLecTBeHMA rocyaapCTBEHHOM perncTpaLmm o4HOro 1M TOoro e IeKkapCcTBeHHOoro npenapaTa
B OTHOWEeHWN OAHONro W TOro Xe AepxXatena uanm Bnagenbua pPerncTtpauuMoHHOro yaocrtosepeHuA
JIeKapCTBEHHOro npenapata B BMAE ABYX U OoJsiee NeKapCTBEHHbIX MNpenapaTtoB NoA pPas/iMyHbIMU
TOProsbiMnM HaMMmeHOBaHUAMMU;
(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BblHECEHWs CyAOM pelleHMA O HapylweHunm npaB npaBoobnagatens o06beKToB
MHTENNEKTyaibHOM COBCTBEHHOCTM Npyu 0bpaLleHMN IeKapCTBEHHbIX CPEACTB;

8) oTcyTCcTBUA NeKapCTBEHHOro npenapaTta B obpalleHun B Poccuiickon deaepaumm B TeyeHue
Tpex n bonee nert;
(n. 8 BBeaeH depepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINOJHEHMA AeprKaTeNeM WU BAAfENbUEM  PErucTpaumMoHHOro  yA0CTOBEpeHMUs
JleKapCcTBEHHOro nNpenapaTta b0 YNoSHOMOYEHHBIM UMU APYTUM HOPUANYECKUM IULOM MEPONPUATUIA
no obecneyeHnto 6€30MACHOCTM NEKAPCTBEHHbIX MPENapaToB, YCTAHOBAEHHbLIX YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM WCMNONHUTENbLHOW BAAaCTM B COOTBETCTBMM C 4YacTamum 3 u 4 ctatbu 64
HacTosiwero PenepanbHOro 3aKOHa, B pamMKax ocyLecTBaeHns dapmakoHan3opa;

(n. 9 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

10) oTkasa pepskaTena WAM BRagenbla PerncTpauMoHHOro YAOCTOBEPEHUA /IeKapCTBEHHOro
npenapata AMb60 ynoAHOMOYEHHOrO UMW APYrOro OPUANYECKOro /Mua OT BHECEHUA M3MEHEHWN B
MHCTPYKLMIO NO MPUMEHEHUID JIEKAPCTBEHHOrO MNpenapaTta, KacaloWMXCA HOBbIX MNOATBEPXKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUYNHEHUA Bpeda 340P0BbIO YeN0BEKA MM KUBOTHOFO BC/IEACTBME NpPUEMa
JIeKapCTBEHHOrO npenapaTta npesblwaeT 3GPeKTUBHOCTb ero NPUMEHEHMUS.

(n. 10 BBegeH PepepanbHbiMm 3aKOHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2023 cT. 32 pononHaetca n. 11 (®3 o1 27.12.2019 N 475-93).

CraTtbsa 33. locyAapCcTBEHHbIN peecTp NeKapCTBeHHbIX cpeacTs

1. Tocy#apCTBEHHbIV peecTp /NeKapCTBEHHbIX CPEACTB COAEPNKUT NepeyeHb JIeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX roCyLapCTBEHHYIO PerMcTpaLmio, nepedeHb GapMaueBTUYECKUX CybCTaHUNUN,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPENapaTos, U caeayoLwyo MHGopMaLMio:

1) B OTHOLWIEHMWM NEKAPCTBEHHbIX NPENapaTos:

a) HaMMeHOBaHWEe NEeKapCTBEHHOro npenapata (MeXA4yHapoAHOe HenaTeHTOBaHHOe, Wau
rpPynnMpoBOYHOE, UK XMMUYECKOE M TOProBOE HAMMEHOBAHWA);
(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas Gopma C yKasaHMEM [,03MPOBKM €KAPCTBEHHOMO NpenapaTta U ero Ko/M4yecTsa
B NOTPebUTENbCKON YNAKOBKE;

B) HauMMeHOBaHMe AepKaTena WAM  BAageNbLa  PErucTpauMoHHOrO  yA0CTOBEpeHMs
NeKapCTBEHHOrO NpenapaTta U CBeAEeHNA O pPerncTpaumm aepatenn uav Bnagesnbla perucTpaumoHHoro
YAOCTOBEPEHMA JIeKapCTBEHHOro npenapata Aaa  MeAMUMHCKOro MNPUMEHEHMA B KadecTse
HajoronnatenbliMka B CTpaHe  pernctpauum  (ANa  POCCUMMCKUX  IOPUAMYECKMX v, -
NAEHTUPUKALUMOHHBIN HOMep HanoronnatenblumMka (MHH), ANA MHOCTPaHHbLIX HOPUANYECKUX AWUL, -
CTpaHa perncTpauun, HaMMeHOBaHME PErMCTPUPYIOWEro OpraHa, PerncTpauMoHHbIA HOMmep, KoA
HanoroniaTeNbliMKa B CTpaHe perncTpaumm (MHKopnopaumm) uam ero aHanor);
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(nn. "B" B pea. PepepancHoro 3akoHa ot 28.12.2017 N 425-3)

r) HauMmeHoBaHWE W agpec MPOM3BOAUTENA JIEKAPCTBEHHOro mnpenapata M CBeAEeHUs O
perucTpauumn nNpousBoaMTeNs IEKaPCTBEHHOrO Npenaparta g8 MeguLUMHCKOro NPUMEHEHUA B KayecTBe
HanoroniaTeNbWMKa B CTpPaHe  peructpaumm  (4N8  POCCUMUACKMX  IOPUOMYECKMX UL, -
NMAEHTUOUKALMOHHBLIN HOMep Hanoronnatenbwuka (MHH), s MHOCTPaHHbIX HOPUAMYECKUX UL, -
CTpaHa perucTpaumm, HaMMeHOBaHWE PEerucTpUPYIOWEro opraHa, PerucTpauuoHHbIA HOMep, Kop,
Ha/loroniaTesbLLMKa B CTPAHe perncTpaumm (MHKopnopawmm) uam ero aHanor);

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

4) dapmakoTepaneBTMyeckas rpynna, Kof JIeKapCTBEHHOro nmnpenapata Mo aHaTOMoO-
TepPaneBTUYECKO-XMMMUYECKON  KnaccuduKaumm, pekomeHAoBaHHOW  BcemupHoM  opraHusaumer
34 paBOOXpPaHEHUs;

(nn."a" B pen. PepepanbcHoro 3akoHa ot 22.12.2014 N 429-¢3)

€) NoKasaHusA U NPOTUBOMNOKA3aHMA K NPUMEHEHMIO IEKAaPCTBEHHOIO NpenapaTa;
) NoboyYHbIe AEMCTBUA NEKAPCTBEHHOTO Npenapara;

3) CPOK rogHOCTM IeKapCTBEHHOrO Npenapara;

1) yCnoBuMA XpaHeHMA NeKapcTBEHHOro Npenapara;

K) ycnoBuMA OTMNycKa /IeKapCTBEHHOro Npenapara;

Nn) Homep dapmaKonemHon CcTaTbM MAM B C/yd4ae ee OTCYTCTBUS HOMEpP HOPMATMBHOM
AOKYMeHTauumn AiMbo HOPMaTUBHOTO JOKYMEHTA;

M) AaTa rocyaapcTBEHHON pernctpaumy NeKapcTBEHHOro npenapata U ero perncTpalyoHHbIN
HOMep, AaTa 3ameHbl PEerncTpaumMoHHOro yA0CTOBEePeHUs leKapCcTBeHHOro npenapaTa Ha 6eccpoyHoe
perucTpauuoHHoe YA0CTOBEepeHWe /NeKapcTBeHHOro npenapaTa, [JaTa Mojadyv  3asBfieHUs o
NnoATBEPXAEHUN TOCYAapCTBEHHOM  pernctpauMmM NeKkapcTBeHHOro npenapaTta, [JaTta  OTMEHbI
rocy4apCTBeHHOW perucTpaumnm nekapcTBeHHoro npenapara;

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

H) KauyecCTBEHHbIA COCTaB U KO/MIMYECTBEHHbIM COCTaB AEWCTBYHOLIMX BELLECTB M KayeCTBEHHbI
COCTaB BCNOMOraTe/ibHbIX BELLeCTB IeKapCTBEHHOro Npenapara;
(nn. "H" BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-3)

0) MHpopMaLma 060 BCeX paspeLleHHbIX BUAaX BTOPUYHOM (MOTPebUTenbCcKo) ynakoBKu;
(nn. "o" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

n) gata NPUHATUA PeELleHMA O BO3MOMHOCTM pPacCMaTpMBaTb JIeKAapPCTBEHHbIM npenapaTt npu
rocyfapCTBEHHOM  perucTpauMmM B KayectBe Op¢aHHOTO  NEeKapCTBEHHOro npenapata (ana
NeKapCTBEHHbIX NPenapaToB A1 MegMULUHCKOro NPUMEHEHURA);

(nn. "n" BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pen. denepanbHOro 3akoHa oT
27.12.2019 N 475-93)

pP) HanMuMe NeKapCTBEHHOro npenapata B MepeyHe KM3HEHHO HeOoBXOAMMBIX U BaKHEMLIMX
NNeKapCTBEHHbIX NPenapaToB (419 NeKapCTBEHHbIX MPENapaTos ANA MEANLMHCKOIO NPUMEHEHUA);
(nn. "p" BBepeH PepepanbHbim 3aKOHOM OT 22.12.2014 N 429-d3; B pean. denepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HaNMUMe B NeKapCTBEHHOM npenapaTe HaPKOTUYECKUX CPe/CTB, MCUXOTPOMNHbIX BELLECTB U MX
NPeKypcopoBs, nognexawmx KOHTpoao B Poccuitickon  depepaumn, B  COOTBETCTBUM  C
3aKoHogaTenbctBom  Poccuiickot  Pepepauunu,  mexayHapoAHbIMW - AoroBopamu  Poccuiickol
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dPepnepauunm, B Tom yncne EaMHoON KoHBEHLMEN O HapKOTUYECKUX cpeactsax 1961 roga u KoHBeHUMEN O
NCMXOTPONHbIX BewecTBax 1971 roga;
(nn. "c" BBepeH ®enepanbHbiMm 3aKOHOM 0T 22.12.2014 N 429-93)

T) uHbopmauMAa O TOM, SBAAETCA /M AaHHbIA JIeKapCTBEHHbIW npenapaT pedepeHTHbIM
JleKapCTBEHHbIM NpenapaTom;
(nn. "7" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBeAeHMsA O nojadve 3aAB/JIEHUS O BHECEHWW U3MEHEHWN B JOKYMEHTbl, CoAepiKalimecs B
PerucTpauyoHHOM A0Cbe Ha JIEKAPCTBEHHbIV Npenapar;
(nn. "y" BBeaeH ®eaepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-93)

®) yTpatna cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBEAEHMWSA JIEKAPCTBEHHOrO NpenapaTa B rpaxaaHCcKnin 06opoT;
(nn. "x" BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2) B OTHOLWEHMM PapMaLEBTUYECKUX CYOCTaHLMM:

a) HaumeHoBaHuWe dapmMaueBTMYecKon cybcTaHUMKM (MexayHapoaHoe HenaTeHToBaHHOe, WAU
rpynnupoBOYHOE, NN XMMUYECKOE 1 TOProBoe HauMeHOBaHUs);
(8 peq. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) HauMeHOBaHWe M afpec NpousBoAUTENA papMaLLeBTUYECKOW cybcTaHLmu;
B) CPOK rogHocT1 papmaLeBTUYECKOM cybCcTaHLmMK;
r) ycnoBus xpaHeHus ¢papmaLeBTUYeCcKolM cybCcTaHLmK;

4) Homep <¢apmaKonelHoW cTaTbM WAW B CAydyae ee OTCYTCTBUMA HOMeEP HOPMATUBHOM
AOKYMeHTauumn AMbo HOPMaTUBHOTO LOKYMEHTA;

e) Hanuumne dapmaLeBTUUYECKOW CyBCTaHUMKU B NepeyHe HAaPKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX
BELLECTB U UX MPEKYPCOPOB, noanexkawmx KoHTponto B Poccuiickon Pepepaumnu, B COOTBETCTBUM C
3aKoHogaTenbcTBoM  Poccuiickon  ®depgepaunu, MeKAyHApoAHbIMM  AoroBopamu  Poccuinckoit
depepauum, B Tom uncie EAMHON KOHBEHUMEN O HapKoTMYecKux cpeacteax 1961 roga u KoHseHumen o
NCMXOTPONHbIX BewecTsax 1971 roaa.

(nn. "e" BBeageH PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. dapmaueBTUYecKan cybcTaHUMA, NPOU3BEAEHHAsA ANA PEann3aunn, MoXKeT 6biTb BK/IOYEHA B
roCyAapCTBEHHbIA peecTp /IeKapCTBEHHbIX CPEACTB Ha OCHOBAHMM 3asBAeHMA paspaboTunka wuaum
Npov3BOAUTENA NEKAPCTBEHHOrO CpPeacTBa /IM60 YNOAHOMOYEHHOrO UMW OPUAMYECKOTro Anua npu
YCNOBUWM NpOBeAeHWUA B OTHOWEHWW TakoW ¢apmaleBTMYECKOlM cybCTaHLMM 3KCMepTM3bl KayecTsa
dapmaueBTUYECKON cybcTaHUMKM B NopagKe, YyCTaHOBNEHHOM cTaTbelt 34 Hactoswero ®eaepanbHOro
3aKOHa. B oOTHoweHWM dapmaLeBTUUYECKMX CyBCTaHUMIA, NPOM3BEAEHHbIX ANA peanus3auuu, B
rocyAapCTBEHHOM PEecTpe /IeKapCTBEHHbIX CPEeACTB COAEPHKMTCA cneayowan nHdopmaumn:

1) HaumeHoBaHWe ¢dapmaLeBTUYecKon cybcTaHuMM (MerKayHapoAaHOoe HenaTeHTOBaHHOe, WM
rpPynnMpPoOBOYHOE, UK XMMUYECKOE M TOProBOE HAMMEHOBAHWA);

2) HaMmeHoBaHWe, agpec NponssoamTena GpapmaLeBTMYecKol cybCTaHLMM, a TaKKe B OTHOLLEHWUU
NEeKapCTBEHHbIX CPeAcTB ANA MEeAMLMHCKOro NPUMEHEHWs CBEAEHMA O perucTpauumn npoussoauTens
dapmaueBTUYecKoi cybCTaHUMKM B KadecTBe HasoronnaTesbliMKa B CTpaHe peructpauumn (ana
POCCUMCKMX OPUAMYECKUX UL - MAEHTUPUMKALMOHHBLIA HOMep Hanoronnatenbwmka (MHH), gna
WMHOCTPaHHbIX IOPUANYECKUX UL, - CTPaHa Pernctpaumn, HammeHOoBaHWE PErncTPUpPYoLLEro opraHa,
PerucTpaunoHHbIiM HOMep, Ko4, HanoronaateNbliMKa B CTpaHe perncrpaumu (MHKopnopauuu) uam ero
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aHasnor);
(n. 2 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHocT hpapmaLLeBTUUYECKON CybCcTaHLuK;
4) ycnosusa xpaHeHua GpapmaueBTUYeckon cybctaHumy;

5) Homep dapmaKoneiliHon cTaTbM AMbO B CcAyyae ee OTCYTCTBMA HOMEpP HOPMaTUBHOM
OOKYMeHTauum Nam HOpMaTUBHOIO AOKYMEHTa;

6) Hannumne dbapmaLLeBTUYECKOW CybCTaHLUMM B NepevyHe HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX
BELLECTB M UX MPEKYPCOPOB, NOANEKaWmMX KOHTpoato B Poccuiickon ®Pepepaummn, B COOTBETCTBUMN C
3aKoHogaTenocTBOM  Poccuiickon  depepaunun, MeKAyHApPOAHbIMM  goroBopamu  Poccuinckoit
depepauum, B Tom yncie EAMHOM KOHBEHLMEN O HapKOTMYECKUX cpeactBax 1961 roga u KoHseHumen o
NCUXOTPONHbIX BewectBax 1971 roaa;

7) pata BKAOYEHUS dapmMaLLeBTUYECKOW CybCTaHLMU B FOCYAapCTBEHHbIA PEeCTp IEKAaPCTBEHHbIX
CpencTs, AaTa BHECEHUS U3MEHEHUI B LOKYMEHTbI dapmaueBTUYeCcKon cybCcTaHuMM, AaTa UCKIOYEHUA
bapmaueBTMUECKOM CyOCTAHLUM M3 FOCYAaPCTBEHHOIO PEECTPA SIEKAPCTBEHHbIX CPeACTB.

(4actb 2 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

3. nopﬂ,ﬂ,OK BeAEeHUA TOCydapCTBEHHOIO peectpa NEKAPCTBEHHbIX CpeactB A1 MeaULUMHCKOro
npumeHeHnAa w“n nopAnoK BeAeHUA ToCyaapCTBEHHOrNo peecrtpa  J1IeEKAapCTBEHHbIX CpPeacts  AOnAa
BETEPUHAPHOIO MNPUMEHEHUA YTBEPXKAOAKTCA COOTBETCTBYHOWMM YNO/IHOMOYEHHbIM d)e,u,epaanblM
OopraHom WUCNOSIHUTEIbHOM BNaCTM.

Cratba 34. BKAoueHMe B rocyfapCcTBeHHbIA peecTp NeKapCTBEHHbIX CPeACTB U UCKIOYEeHue u3
rocyfapCTBEHHOTO  peecTpa  JIeKAapCTBEHHbIX  CpeactB  (papmaueBTUUECKOW  cybcTaHuum,
npou3BeAeHHOI ANA peanusaumm
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAYeHUs dapmaLeBTUHECKoW cybCcTaHuMKM, MNpoM3BeAeHHOM ANA peanusauuu, B
rocy4apCTBEHHbIN peecTp NeKapCcTBEHHbIX CPeAcTB, MPOBOAUTCA KCMepTM3a ee KayecTsa.
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. JKCnepTU3a KayecTBa yKasaHHOM B YacTu 1 HacToALleln cTaTbM papMaLLeBTUYECKON CybCTaHLmMMK,
COCTaB/IeHNE KOMMUCCUEN IKCNEPTOB 3aK/IOUYEHWNI NO pe3ybTaTam 3TOM IKCNEepPTU3bl U UX HanpasaeHue
B YNO/JIHOMOYEHHbIM ¢eaepanbHblii OpraH MCMOAHUTENbHOM BAACTU OCYLLECTBAAKOTCA B CPOK, He
NPEeBbIWAOWMIN  WeCTUAEeCaTM pabounx AOHEeW CcOo AHA MNOJMYYEHUS IKCMEPTHLIM  YYperKaeHUem
COOTBETCTBYIOLLErO 3a4aHWA YNoJHOMOYEeHHOro ¢enepanbHOro opraHa WCMOAHWUTENBHOM BNAcTU M
cnepyroLmx LOKYMEHTOB (cBeAeHMIA):

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

1) cBepeHMA 0 gate NpenocTaBAeHUA U PEFUCTPALMOHHOM HOMEpPe /IMLEH3UN Ha NPOM3BOACTBO
NIEeKAPCTBEHHbIX CpPeacTB MAM CBEAEHMA O pfAate nNpefocTaBAeHMA U PEerucTpauyMoOHHOM Homepe
3aKNIOYEHMA O COOTBETCTBMM MPOM3IBOAUTENA JIEKAPCTBEHHbIX CPeacTB8 TpeboBaHMAM Mpasun
Hagafexalleld NpPOM3BOACTBEHHOW MPaAKTUKKW, BbIAAHHbLIX (NPefoCTaBAEHHbIX) YNOJAHOMOYEHHbIM
depepanbHbIM OpPraHOM WCNOJHUTENILHOW BAAaCTU, B C/ly4ae, ecin MPOU3BOACTBO JIEKAPCTBEHHOIO
cpepncTBa ocyuectsasetca B Poccuiickon ®Pepepaunu;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-d3)

2) Konna OOKYMEHTa, BblAaHHOIo YMNO/IHOMOYEHHbIM OpPraHOM CTpaHbl MpousBoAUTENA
NeKapCTBeHHOro cpeacrea M noAarBepXaakouwlero paspeweHne nponssoacTtBa  J1€KapCTBeHHOro
cpeAactea, U ero nepesos Ha pyccxm‘& A3blK, 3aBepPeHHblIe B YCTAHOB/IEHHOM MNMOpPAAKe, a TaKXe KonuAa
3aKNl04eHNA O COOTBETCTBUU NpouU3BoaAUTENA 1EKAPCTBEHHbLIX CPeACTB Tpe6OBaHMﬂM npasun
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HaZ/iexkallen NpousBoACTBEHHOM MPAKTUKM, BbIAAHHOINO YNOJIHOMOYEHHbIM deaepasbHbiM OpPraHoMm
WUCMOJIHUTENIbHOW  B/ACTW, /MO0 KOMUA pelleHus YnoaHOMOYeHHoro deaepasibHOro opraHa
WCNONHUTENIbHOM BNACTU O NPOBELAEHUN MHCMEKTUPOBAHMA NPOM3BOAMUTENA NEKAPCTBEHHOMO CPeaCTBa.
YKasaHHble OOKYMEHTbl MPeacTaBAAOTCA B C/ly4ae, eC/iM MPOWM3BOACTBO JIEKAPCTBEHHOIO CPeacTBa
ocyllecTBaseTca 3a npegenamm Poccuiickont Peaepaunm;

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

3) [OKYMEHT, coaeprKalyuii cneaylolme ceeeHna o papmaueBTUIYECcKon cybcTaHumu:
a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHLMK, ee CTPYKTYpa, oblimne CBONCTBa;
6) HaumeHoOBaHMe 1 afpec NPOU3BOAUTENS;

B) TEXHONOMMA NPOU3BOACTBA C ONMCAaHMEM CTaAMi NPON3BOACTBA M METOA0B KOHTPO/IA Ha BCEX
CTaanAx NPoV3BOACTBA;

r) onvMcaHme pa3paboTKm npouecca NPoOM3BOACTBA;

,Cl,) OonncCaHme KOHTPOIA KPUTUYHECKUX CTaAMﬁ npouecca npounssBoacrtea wu npomemyTquoﬁ
npoayKumm;

€) LOKyMeHTa/IbHOe NoATBePKAEHUE (BaMaaLmMaA) NPOLLECCOB U (MK) UX OLLEHK];
K) CBOMCTBA U CTPYKTYpa AENCTBYIOLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundmrkauma Ha papmaueBTUYECKYO CyOCTaHLMIO U ee 060CHOBaHME;

K) aHaNUTUYEeCKMEe MEeTOAMKM, WCNoJib3yemble TpPU  OCYLLECTBIEHUM KOHTPOJS  KayecTBa
dbapmaLeBTUYECKOM CybCcTaHLMW;

N) AOKYMeHTabHOe noATBepKaeHue (BannMaaumsa) aHaMTUYECKMX MeTOAMK, UCMONb3yeMblX Npu
OCYLLECTBAEHUN KOHTPOIA KayecTBa papmaL,eBTUYECcKol cybcTaHumu;

M) pe3ynbTaTbl aHann3a cepuit GapmaL,eBTUYECKOW CybCcTaHLMK;

H) nepevyeHb CTaHOaPTHbIX 06pa3LI,OB U1 BELWECTB, UCNOJIb3yeMbIX NPU OCyLeCTBNIEHNN KOHTPOA
Ka4yecCTBa,

0) onuMcaHue XxapaKTepUCTUK U CBOMCTB YNaKOBOUYHbIX MaTePUanoB U YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 cTabuAbHOCTU PpapmaLLeBTUYECKOW cybCcTaHLMK;
P) CPOK roAHOCTH;

4) DOKYMEHT, COAEepKalMii CBEAEHMA O PerucTpauumn NpPousBoAMTENA NEKAPCTBEHHbIX CPeACTB
ANA MeOUUMHCKOro MpPUMEHEHMs B KadyecTBe HasoronnaTtesnbluyMKa B CTpaHe peructpauuun (gna
POCCUMCKMX OPUAMYECKUX UL, - WAEHTUPUKAUMOHHBLIM HOMep Hanoronnatenbuwmka (MHH), gna
WMHOCTPaHHbIX IOPUANYECKUX /ML, - CTPaHa PerncTpaumn, HammeHOBaHWE PErncTPUpPYIOLWEro opraHa,
PerncTpaunoHHbIM HOMEp, KoA HanoronaatenbliMKa B CTpaHe perncrpaumm (MHKopnopauuun) uan ero
aHanor).
(n. 4 BBepeH ®enepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)
(4acTb 2 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pea. 13.07.2015))

3. [na npoBefAeHWA 3KCMePTU3bl KadyecTBa YKasaHHOW B 4acTM 1 HacToAlein CcTaTbM
dapmaueBTUYecKoin cybcTaHUMM 3aaBUTENb NPEACTaBAAET B YNOJAHOMOYEHHbIA deaepanbHblii opraH
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MCMOJIHUTE/IbHOM BNACTU:

1) 3asBneHMEe O BKIOYEHUM B TOCYAAPCTBEHHbIN pPeecTp JIeKapCTBEHHbIX CPeAcTB AaHHOM
dapmaueBTMyecKoi cybctaHumm;

2) KonuA AOKYMEeHTa, NoATBep KAalolero ynnaTy rocygapcTBEHHON MOLW/IMHBI 33 BKIOYEHME B
roCyAapCTBEHHbI PEEeCTP NEeKAPCTBEHHbIX CpeacTB ¢apmaLeBTUYECKON cybcTaHUMKM, NPOU3BEaEHHOM
ana  peanusauum, nmMbo no cobCTBEHHON WHUUMATUBE YKal3aHHbIA [OOKYMeHT. B cnyyae ero
HenpeacTaB/feHNs 3aABUTEJIEM YMOJHOMOYEHHbIA deaepanbHbli OpraH WCNOJAHUTE/NIbHOM BACTU
nposepseT GaKT yniaTbl rocyAapCTBEHHOM MOLW/NHBI 3asBUTENIEM C UCMOIb30BaHMEM MHopMaLumM 06
ynaaTte rocyaapcrBeHHOM NOLW/MHbI, cogeprKaleincsa B FocyaapcTBeHHON MHPOPMALMOHHOM CUCTEME O
rocygapCrtBeHHbIX U MYHUUUNAZIbHbLIX MaTeXaX, Ha OCHOBaHUU I'Ipe,EI,CTaBI'IeHHOf/‘I 3aaBuTenem Konumum
AOKYMEHTa, NoATBEPKAAIOLLEro ynaaTy rocy4apCTBEHHOM MOLW/MHbI;

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

3) BOKYMEHTbI, yKa3aHHble B YacTU 2 HacToALLEN cTaTby;
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBfeHMe O BblAaye paspelleHus Ha BBO3 B Poccuiickyio Peaepauuio KOHKPETHOM napTuu
He3aperncTpMpoBaAHHOIO JIEKAPCTBEHHOTO CPeAcTBa, NpeaHasHa4YeHHOoro A4 NpoBeAeHUs yKasaHHOWM
3KCNepTuU3bl.

(n. 4 BBepeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaB/ieHMA C 3asiB/eHMEM O BK/IIOYEHUW B TFOCYAAPCTBEHHbIN peecTp
NIeKapCTBEHHbIX CcpeacTB ¢dapmMaLeBTUYECKOMW CyOCTaHLMW OOKYMEHTOB, NOATBEPMKAAlOWMX ynaaTty
rocyA,apCcTBEHHOM NOLW/IMHbBI M YKa3aHHbIX B MYHKTE 2 4acTW 3 HACTOALWEN CTaTbW, a TaK}Ke BblAaBaeMbIX
(npepoctaBnsembix) yNo/JIHOMOYEHHbIMW  dedepanbHbIMM  OpraHaMM  UCMONHUTENBHOM  BNAcTU
OOKYMEHTOB (CBeAEeHMM), yKasaHHbIX B MyHKTax 1 M 2 yacTn 2 HacToAlEeN CTaTbM, YNOJAHOMOYEHHbIN
denepanbHbIit OpraH MCNOAHUTE/NIbHOM BAACTM 3anpallMBaeT YKasaHHble AOKYMEeHTbl (cBeaeHun) B
nopsaKe mexseLoMCTBEHHOro MHOPMALLMOHHOIO B3aUMOAENCTBUS.

(4acTb 3.1 BBeaeHa PeaepanbHbiM 3aKoHOM oT 27.12.2019 N 478-93)

4. B TeyeHue gecATU paboUmx AHEeln co AHA NPUHATUA 3aABNEHUA O BKAOYEHUU YKa3aHHOM B YacTu
1 HacToswel ctaTbM dapmaueBTUYECKON CybCTaHUMW B rOCYAApPCTBEHHbIN PeecTp /IeKapCTBEHHbIX
CPeAcTB U AOKYMEHTOB, MNepeyucieHHbIX B 4YacTh 1 M nyHKTe 2 4acTM 3 HacToAwen CcTaTby,
YNONHOMOYEHHbIN peaepanbHblii opraH UCMOAHUTENbHOMN BAaCTK:
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) npoBOAMT NPOBEPKY MOAHOTbI M AOCTOBEPHOCTU AAHHbIX, COAEPMKALMXCA B NPenCcTaBNeHHbIX
3aABUTENEM JOKYMEHTaX;
(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHUMAET peLUeHNe O HanpaBNeHWM B IKCMEPTHOE yuperaeHue 3aJaHuAa Ha npoBedeHue
3KCMepTU3bl KauyecTBa yKasaHHOM B YacT 1 HacToAwen cTaTbm GpapmaLeBTUYECKOW cybcTaHLuMmM uamn ob
OTKase B TAKOM HanpasieHuUMY;

3) yBeaoOMANAET B 3/1EKTPOHHOM MAN NUCbMEHHOM dopme 3aaBUTeNA O NPUHATOM PELEHUN UAN B
C/lyyae 0TKa3a C yKasaHWeM NPUUYMH TaKoro oTKasa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbifiBNEHUA HELOCTOBEPHOCTM CBEAEHWI, COAEepMKaluMxcA B MNpeacTaBAEHHbIX
3aABUTENEM MaTepunanax, ynolHOMOYEHHbIN dedepanbHblit OpraH UCNOAHUTEIbHOW BAACTM HanpasaseT
3aABUTENI0 3anpoc 06 YTOYHEHWW YKasaHHbIX CBeAeHW. [aHHblii 3anpoc MoKeT 6biTb nepeaaH
YyNOAHOMOYEHHOMY NPEACTaBUTE/NIO 3aABUTENA JIMYHO MOA PACNMCKy, HanpaBAeH Mo NoyTe 3aKasHbiM
NMCbMOM MW NepeaaH B 3N1eKTPOHHOM Gopme No TeNeKOMMYHMKaLUMOHHbIM KaHanam ceasu. B cayyae
HanpaBAeHMA AAaHHOrO 3amnpoca No NoYTe 3aKasHbIM NMMCbMOM OH CYMTAETCA MNOYUYEHHBIM MO UCTEYEHMUM
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LIecTn AHeN ¢ AaTbl HanpaBaeHMA 3aKa3HOro NUcbMa.
(4actb 4.1 BBeaeHa ®egepasibHbiM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3aaButenb 06A3aH NpeacTaBUTb OTBET HA 3aNpoC YNOJHOMOYEeHHOro ¢esepasibHOro opraHa
MCMOJIHUTE/IbHOW BNACTM B CPOK, He MpeBbllaoWmMin AeBAHOCTa pabouymx AHEW CO AHA NOJSyYeHus
AaHHoOro 3anpoca. CpoK, YKasaHHbIA B 4acTM 4 HAcToALWEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/iieHMA 3aABUTENIO 3anpoca YNOoJHOMOYEHHOro peaepanbHOro opraHa UCNOAHUTENbHOW BNACTU
00 AHA NOSIY4EHUA UM OTBETA Ha AaHHbIM 3aNpPOC U HE YYUTbIBAETCA NPU UCUNCTIEHUM CPOKA IKCMEPTU3bI
KayectBa ¢apmMaLeBTUYECKOM CybCcTaHUMKM, HEUCNO/ib3yeMon npu MNPOU3BOACTBE JIEKAPCTBEHHbIX
npenapaTos.

(4acTb 4.2 BBeaeHa GeaepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHWEM A1 OTKa3a B HaMpPaB/IeHUW B 3KCNEPTHOE yupekaeHne 3afaHns Ha npoBeneHune
3KCNepTM3bl KayecTBa YKas3aHHOM B 4actM 1 HactosAwen craTbM dapmaueBTMYeckon cybcTaHumm
ABNAETCA HenpeacTaBNeHWEe [AOKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HACTOALWEN CTaTbM, OTCYTCTBME
nHdopmaumm, noaTeepKAaroWen GaKT  ynaaTbl rOCYAApPCTBEHHOM MOWAMHbI 3@  BKJ/KOYEHUE
dbapmaLeBTMYECKOM cybCTaHUMKM, MNPOU3BEAEHHOM ANA peanus3aunu, B rOCYLAPCTBEHHbLIA peecTp
JIeKapCTBEHHbIX CPEACTB, HENPeACTaB/IeHNE 3aABUTENEM B YCTAHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B
Yactu 4.1 HacToALEN CTaTbM 3aNPOC YNOJHOMOYEHHOTO denepanbHOro opraHa UCNONHUTE/IbHOM BAACTK
WAN NpeacTaBfieHWEe [OOKYMEHTOB, He COAEpKalMX MCYeprnbiBalOWero nepeyHa Heobxonumblx
cBeAeHui.

(4actb 5 B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeyeHue nATHagUATM paboumx AHEN CO AHA MNOJYyYEeHUA pelleHUA YMNOJHOMOYEHHOTo
benepanbHoOro opraHa UCNOIHMTEIbHOM BAACTU O HaNpaB/JIeHUU B 3KCNEPTHOE yuperKaeHWe 3a4aHuna Ha
npoBeAeHWe 3KCNepTM3bl KayecTBa YKasaHHOW B 4YacTM 1 HactoAweW cTaTbM ¢apmMaueBTUYECKOM
cybCcTaHUMM 3aABUTENb NPEACTABAAET B IKCMEPTHOE yuperKaeHne 41a NpoBeAeHUs 4aHHONM KCnepTusbl
0bpasubl ¢dapmaueBTUYECKOW CcybCTaHUMM B KOJIMYECTBE, HeobXxoAuMMOM A/ BOCNpoM3BeneHWUs
METOZ0B KOHTPO/IA KauecTBa. DKCNepTHOe yupeRaeHMe Npu Nosy4yeHnm ob6pasLLoB yKasaHHOM B YacTu 1
HacToALeN CcTaTbM GapMaLEBTUYECKOW CyOCTaHLMM BblLAEeT 3aABUTENIO SOKYMEHT, NOATBEPKAAOLMIA
noslyyeHne 3TUXx 06pasuUOB, MU B CPOK, He MNpeBblWAOWMI Tpex pabounx gHeW, yBesoMNseT B
3NEKTPOHHON MAM  NUCbMEHHOW ¢opme 06 3TOM YNOAHOMOYEHHbIM deaepanbHbIM  opraH
WCMONHUTENLHOM BNACTU. ITU CPOKM HE BK/IOYAKOTCA B CPOK NPOBeAEHMNA AaHHOM 3KCNepTusbl.

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

7. JOKYMEHTbI, MOCTYNMBLUME B IKCMEPTHOE YUYpeKAeHWe AN NpoBeAeHUA IKCNepTU3bl KayecTsa
YKasaHHOW B 4yacTn 1 HactoAwen cTaTbl ¢dapmaueBTUYecKon cybcTaHuuu, nopnexkaT BO3BpaTy B
YNOAHOMOYEHHbIW dpegepanbHbll opraH UCMOAHUTENBHOW BNACTU OAHOBPEMEHHO C 3aK/IOYEHUAMU NO
pesy/nbTaTam NPOBEAEHHOMN 3KCNepTU3bI.

8. B cpoK, He npesblwalOWMin NaTn pabounx AHEN Co AHA NOYYEHUA 3aKNHOYEHUA KOMMUCCUM
3KCMEepPTOB NO pes3y/ibTaTaM 3KCMEPTM3bl KAyecTBa YKA3aHHOM B 4acTM 1 HacToAlein CTaTbu
dbapmaLeBTMYECKOW CybCTaHLMM, YNTONIHOMOYEHHbIN denepanbHbIi OpraH UCMOIHUTEIbHOM BNACTU:

1) OCYLLECTBNAET OUEHKY TAaKOro 3akn4eHunAa OnAa onpeneneHna ero CooTeBeTcresnA 3a4aHUIO Ha
nposeaeHune I,Cl,aHHOl\/’I 9KCNepTUn3bl;

2) nNpuvHMMaeT pelweHMe O BKAKOYEHWW YKasaHHOM B 4acTM 1 HacToAwei cTaTbu
dapmaueBTUYECKoin cybCTaHUMM B roCyAapCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeaCcTB UK pelleHme 06
OTKase B TAKOM BK/IIOYEHUY;

3) BHOCWUT MPU MPUHATUM PELIEHUA O BKAKOYEHWM YKa3aHHOW B 4acTM 1 HacToAlEen CTaTbM
dapmaueBTUyecKo  cybCcTaHUMM B TOCYAApPCTBEHHbIM  PEecTp  /JIeKapCTBEHHbIX  CPeAacTB
NpeaycMOTPEHHYIO YacTbto 2 cTatbM 33 HacToswero deaepanbHoro 3akoHa MHQopmauuio
yBeAoMsAeT 06 3TOM B 3/1eKTPOHHOW UM NMCbMeHHOM dopme 3asBUTeNA.
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(B peq. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3)

9. OcHoBaHMEeM A/ OTKa3a BO BK/IKOYEHUM YKa3aHHOM B 4YacTM 1 HacToswei craTbu
dapmaLeBTMUECKOM cybCcTaHUMM B TOCYAAPCTBEHHbIA PEECTP /IEKAapPCTBEHHbIX CPeACTB ABAAETCA
3aK/IlOYEHME COOTBETCTBYHOLWENO YNOJAHOMOYEHHOrO denepasbHOro opraHa MCNOAHUTENIbHOM BAACTU O
TOM, YTO KayecTBO papmMaL,eBTUYECKOM CYyOCTaHLMMN HE NOATBEPKAEHO MNOYYEHHBIMU AaHHbIMU.

(4actb 9 BBeaeHa depepanbHbim 3akoHOM oT 22.10.2014 N 313-93; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He pgonyckaeTcs BK/IOYEHWE B FOCYAapPCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTB OAHOM
dapmaueBTUYECKOM cybCcTaHUMM, NPOU3BEAEHHON ANA peannsaunm 1 BbiNyCKAaeMon OOHUM U TEeM Ke
npoussoauTenem, B Buae AByx 1 6onee peecTpoBbIX 3aNUCEN.

(4acTb 10 BBeaeHa PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. BHeceHMe U3MEHEHWI B AOKYMEHTbl Ha dapmMaLeBTUYECKYto cybCcTaHUMIO, NPOU3BEAEHHYIO
ON1A peannsaumm 1 BKAKYEHHYIO B TOCYAapCTBEHHbIN PeecTp SIEKAapCTBEHHbIX CPeACTB, OCYLLEeCTBASETCA
B nopagke, ycraHoBneHHom ctatbamMn 30 u 31 Hactosawero PepepanbHOro 3aKoHa, C ynaaTon
rocyfapcTBEHHOM MOLWAWHBI, MNPesyCMOTPEHHON 3aKoHoAaTenbCcTBOM Poccuiickolt Pepepauum o
Hafnorax n cbopax.
(4actb 11 BBegeHa PeanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. lonyckaeTca obpaleHme papmaLeBTUYECKUX cybCcTaHUMI, NPoM3BEeAEHHbIX A41A peannsaumnu,
B TEYEHMEe CTa BOCbMWUAECATU AHEW A0 U NOocae NPUHATUA YNOJHOMOYEHHbIM desepasibHbIM OpraHoMm
WUCNOSIHUTE/IbHON BNACTU PeleHns O BHECEHUM W3MEHEHWM B AOKYMEeHTbl Ha ¢dapmaleBTUYECKYIo
cybCTaHUMIO, NPOM3BEAEHHYID [A1A peanusauMm W BKAKOYEHHYHO B TOCYAapPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeacTB.
(4acTb 12 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 WCKAOYEHUUN U3 rocygapCTtBeHHOro peecrtpa /1eKapCTBEHHbLIX CpencTs
cbapmau,eBTqucr(oPl Cy6CTaHLI,MM, HpOM3Be,D,EHHOﬁ ana peannsauunmn, npuHnmaeTca yrnoJIHOMOYEHHbIM
q)EAepal'IbelM opraHom WUCNONHUTE/IbHOWN BNacTU B cny4yae:

1) npeacraBneHnA COOTBETCTBYHOLLMNM YNOZNTHOMOYEHHbIM d)e,u,epaanblN\ OpraHom
WUCNONIHUTE/IbHOM BNACTU 3aKNOYEHUA O pucKke nnan 06 yrpose Xm3sHm nnan 340p0BbHO Ye/sI0BEKA nmbo
KNBOTHOTO NP UCNON1Ib30BaHUN IEKAPCTBEHHOIO CpeacTBa,

2) nogaun paspaboTUMKOM /IeKapCTBEHHOrO CPEeACTBa MM MPOU3BOAUTENEM JIEKAaPCTBEHHOTO
cpeacTsa 60 YNOSHOMOYEHHbIM UMW APYTUM HOPUANYECKUM IMLOM 3asB/IeHNA 06 UCKAOYEHUU U3
rocyAapCTBEHHOrO PeecTpa /IeKapcTBEHHbIX CpeacTB GpapmaLeBTUYECKOW cybCTaHLMM, Npon3BeaeHHOM
AN peannsaumu;

3) oTcyTcTBMA hapmMaLEeBTMYECKON CybCTaHUMM, MPOU3BEAEHHON A8 peannsaumu, B 0bpaLLleHmn B
Poccuiickon deaepaumm B TedeHune Tpex u 6onee ner.
(4acTb 13 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

CraTba 35. YTpatuna cuny c 1 niona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)KanoBaHue peweHUA 06 OTKase B BblAaue paspelleHUA Ha MNpoBegeHue
K/IMHUYECKOrO UCC/Ie4,0BaHUA JIeKapCTBEHHOro npenapaTa, peweHua o6 oTKase B rocyAapCcTBEHHOI
perucTpauumn neKapcTBeHHOro npenaparta, 3aK/1lYeHUMA KOMMUCCUMM IKCMEpTOB 3IKCMNEepTHOro
yupeXKaeHUa Uam 3akaloueHna coBeTa Nno 3TuKe

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

PelweHue cooTBeTCTBYOLWENO YNOAHOMOYEHHOIO d)ep,epaanoro OpraHa WUCNONHUTENIbHOM BAACTH
06 oTKase B Bblaa4ye pa3peweHnA Ha nposegeHune KAMHUYECKOro unuccnegoBaHMA NeKapCTBEHHOIO
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npenaparta, pelleHWe yKasaHHOro d¢eaepanbHOro OpraHa MWCMNONAHUTENbHOM BnactTM 06 OTKase B
rocyJapcTBEHHON pPerucTpauMmM NeKkapCTBEHHOro npenapaTta, 3aKAlYeHWe KOMMUCCUM  IKCMepToB
3KCMEPTHOro y4YpexKaeHMA UAU 3aK/oYeHUe coBeTa MO 3TUKE MOXKET BbiTb 06)KanoBaHO B MopAfKe,
YCTaHOBNEHHOM 3aKoHOZaTenbCcTBOM Poccuiickolh dPepepauun. 3akaoueHMe KOMWUCCUWM 3KCnepToB
3KCMEPTHOro yYperKAeHUs O B3aMMO3aMEHAEMOCTU NIeKapCTBEHHbIX NpenapatoB AN MeAWULUHCKOro
NPUMeHeHNA IMB0 O TOM, YTO JIEKaPCTBEHHbIN NpenapaT ANA MeAULMHCKOro MPUMEHEHMA He ABAAETCA
B3aMMO3aMeHAEMbIM, MOXeT bbiTb 06)KaNoBaHO Aepatenem UAU BAade/blemM PerMcTpalyoHHOro
YOOCTOBEPEHMA  JIEKAPCTBEHHOrO  Mpenapata B YMNOJIHOMOYEHHbIN  dedepanbHbii  OpraH
WUCMOJIHUTENIbHOW  BJIAaCTW,  KOTOPbIA  MPUBNAEKAeT K  PAacCMOTPEHUIO  YKa3aHHOM  Kanobbl
NnoABeAOMCTBEHHblE €My HayyHble OpraHus3aumum u obpasoBaTesibHble OpraHM3aUMn BbICLLEro
06pa3oBaHKUA, OCyLECTBAAIOWME AeATeNbHOCTb B chepe obpalleHUs NeKapCTBEHHbIX CpenacTB.
3aK/104EHNE KOMMUCCUM IKCMEPTOB IKCMEPTHOTO y4yperkaeHusa, opopmMaeHHOe Mo UToram nepecmoTpa
06)KaNOBAHHOIO 3aK/IIOYEHUA 3KCMEepTa, MOMKET ObiTb OCNOpeHo AepykaTenem WAW BAage/blem
PErMcTPaLMOHHOro yA0CTOBEPEHMA NIEKAPCTBEHHOrO Npenaparta Mbo ynoJHOMOYEHHbIM UMW INLLOM B
nopsagKe, yCTaHOBAEHHOM 3aKoHoZaTeNbcTBoM Poccuiickoit Pepepauuu. Mpu obXKanoBaHMM peleHus
yrnonHomodeHHoro ¢deaepanbHOro opraHa MCMOJSIHATENbHOW BNACTM, 3aK/AOYEHUA 3KCNepTa WM
KOMMCCUM SKCMEpTOB 3SKCMEPTHOro YYPEXKAEHMUA, 3aKNOYEeHWs COBEeTa NO 3TUKe neprkaTesb Uau
BNageneL perucTpaLmMoHHOro y4oCTOBepeHUs IeKapCTBEHHOrO npenapaTa AMbo ynosHOMOYEHHOE UMK
MU0 BMpaBe nNpPeacTaBUTb Pe3y/bTaTbl 3SKCMEepPTM3bl JIEKAPCTBEHHOrO npenapaTta, MNPOTOKO/bI
NONIYYEHHbIX aKKPeAWUTOBaHHbIMW  UCMbITaTeNbHbIMK  NabopaTopuaMKn  (LeHTpamMn) pesynbTaToB
nccnenoBaHui, UCbITaHUN.

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

Cratba 37. UHbopmaumsa, cBA3AHHAA C OCYLW,EeCTBJIEHWEM roCyAapCTBEHHOW perncrpauum
NIeKapCTBEHHbIX NMpenapaTtos, MHPOPMALMA O 3aperMcTPMpPOBAHHBIX JIEKAPCTBEHHbIX NpenaparTax u
JIeKapCTBEHHbIX NpenapaTtax, UCK/IIOYEHHbIX U3 FTOCYyAapCTBEHHOIO PEECTPa JIEKapCTBEHHbIX CPeACcTB

1. CooTBeTCTBYIOWMI YNOAHOMOYEHHbIN deaepanbHbii  OpraH  UCNOJAHUTENbHOW  BAACTU
pasmeljaeT Ha CcBoem oduuManbHOM caiTe B ceTn "UHTepHeT" WHPOPMALMIO, CBA3AHHYI C
OCYLLECTBNEHNEM FOCYAAPCTBEHHON perncTpaumuM NeKapCTBEHHbIX MPenapaTtos, B TOM u4ucae
NpoOBeAEHMEM 3SKCMEPTU3bl NIEKAPCTBEHHbIX CPEeACTB (BKAOYAA pesynbTaTbl ee NpoBeAeHus),
MHPOPMALMIO O 3aPErMCTPMPOBAHHbIX JIEKAPCTBEHHbIX Mpernapatax WM JIeKapCTBEHHbIX Mpenaparax,
WCKOYEHHbIX M3 FOCYAapPCTBEHHOIO pPeecTpa /SIeKApCTBEHHbIX CPEACTB, He No3aHee Yem 4vepes NATb
pabounx AHEN CO AHA NONYYEHUs YNONHOMOYEHHbIM desepasbHbiM OPFraHOM UCMOJHUTEIbHOM BNACTU
COOTBETCTBYHOLLEN MHPOPMALUM.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, ot 02.08.2019 N 297-d3)

2. CpoOKM M nopagoK pasMelleHMA YKasaHHOW B 4yacTM 1 HacToswein cTtatbl mMHOpMauuUn
YCTaHaBAMBAlOTCA YNONHOMOYEHHbIM deaepanbHbiM OPraHoOM UCMOAHUTENLHOM BAacTU. MHpopmauun,
YKa3aHHas B YacTu 1 HacTosAwel cTaTbW, ABNAETCA OTKPLITOW M 06LLeA0CTYNHOM M NpeaocTaBaseTca
3aMHTEepPeCcoBaHHbIM IMLLAM B COOTBETCTBUM C 3aKOHO4aTENbCTBOM Poccuiickoin Peaepaumm.

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

Fnasa 7. KNIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AN1Aa MEAULUMHCKOIo NnPUMEHEHUA, AOIrOBOP
OB UX NMPOBEAEHNU, MPABA NALMUEHTOB, YYACTBYIOLLUX
B 9TUX UCCNEAOBAHUAX

Cratba 38. KauMHuueckue uccnepoBaHuA NeKapCTBEeHHbIX npenapartoB AaAa MeaguuunHCKOro
npumeHeHunA

1. KnnHnyeckmne nccnefoBaHUA IEKAPCTBEHHbIX NpenapaTtoB 404 MeAULMHCKOro NpuMeHeHus, B
TOM Yucne mexayHapoagHble MHOroueHTpoOBble, MHOIOLL,EHTPOBbIE, MOCTPETrNCTPALMOHHbIE, MPOBOAATCA
B OAHOVI NN HECKOJNIbKUX MeANUNHCKUX OpraHmn3aumnAax B COOTBETCTBMU C MpaBuiamu Ha,a,nemau.l,eﬁ
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KMHUYECKOWN MPAKTUKN, YTBEPKAEHHBIMU YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTEIbHOM
B/1ACTW, COOTBETCTBEHHO B CEAYIOLLMX LENAX:
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

1) ycTaHoBneHne 6e30nNacHOCTM NEeKapCTBEHHbIX MpenapaTos Aaa 340PO0BbIX A06POBO/LLEB U
(vnn) nepeHocMmocTM uUX 340POBbIMM  A06POBONLLAMM, 33 WCKAOYEHMEM TaKMUX WCCAeAoBaHMMI
NIeKapCTBEHHbIX MpenapaTos, Npou3BeaeHHbIX 3a npeaenamm Poccuitickont degepaunu;

2) noabop oONTMMasbHbIX [A03MPOBOK JIEKAPCTBEHHOro npenapata W Kypca /fedeHusa a8
nauueHToB C onpefeneHHbiM 3abofeBaHMEM, ONTUMajibHbIX [03 W CXeM  BaKUMHauuMu
MMMYHOB6MON0rMYECKMMM NEKapCTBEHHbIMM NpenapaTtaMmm 340Pp0BbIX 406P0BOAbLES;

3) yctaHoBneHMe 6e30MacHOCTM JIEKAPCTBEHHOTO npenapata U ero 3$deKTUBHOCTU ANA
nauMeHToB C onpeaeneHHbIM 3aboneBaHnem, nNpodurNaKTUYECKOM adpPeKTMBHOCTH
UMMYHOBMONOIMYECKMNX IEKaPCTBEHHbIX MPenapaTos A1 340p08BbIX A406pOBONbLEB;

4) w3yyeHMEe BO3MOMKHOCTM PACWIMPEHMA MOKA3aHUU ANA MeLMLMHCKOrO NPUMEHEHMUs W
BbIAABJIEHWS paHee HEeW3BEeCTHbIX MOOOYHbIX AEACTBUIA  3aperucTpUpPOBaHHbIX  JIEKAPCTBEHHbIX
npenapaTos.

2. B oTHOweHun BOCNpoOun3BeOEHHbIX NEKAPCTBEHHbLIX NpenapatoB Anad MeauunuHCKOro
npumeHeHunA nposoaATcA nccnegoBaHuA 6MO3KBMBANEHTHOCTU n (VI}'WI) TepaﬂeBTM‘-leCKOﬁ
3KBUBANEHTHOCTU B nopAaagke, yYCTaHOBNIEHHOM  YNOJIHOMOYEHHbIM d)ep,epaanblm opraHom
WUCNONIHUTE/IbHOM BNaCTM.

3. OpraHmaau,mo nposeaeHnA KANMHUYECKUX MCCﬂe,ﬂ,OBaHMVI NEeKapCTBEHHOrNo npenaparta AanAa
MeOgNUNHCKOIo NpuMeHeHA Bnpase OCyLweCcTBNATb:

1) pa3paboTumnK NEeKapCcTBEHHOTO NpenapaTa Uan ynoJHOMOYEHHOE UM NNLO;

2) obpasoBaTefibHble OpraHu3auMu Bbicliero o06pa3oBaHMA, OpraHW3auuu A0MONHUTENbHOrO
npodeccnoHanbHoro o6pasoBaHus;
(n. 2 B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) HAay4YHO-UccnegoBate/ibCkne opraHn3auun.

4. KnMHWYecKkne uccneaoBaHUA NIEeKAPCTBEHHOMO Mpenapata Ana MeAUUMHCKOTO NPUMeEHEeHUA
NpoBOAATCA HAa OCHOBAHMM pa3peLleHna Ha NpoBeaeHNE KIMHUYECKOTO UCCAeL0BaHMA 1EKAPCTBEHHOIO
npenapata, BblAAHHOTO YMNOJHOMOYEHHbIM deaepanbHbIM  OPraHOM  UCMNOJHWUTENbHOW  BAACTW.
YnonHomoueHHbIN pefepasnbHblii OpraH UCMOAHUTE/IbHOW BIACTU BEAET PEECTP BblAaHHbIX Pa3peLleHui
Ha NpoBeaeHMNe KAMHUYECKUX UCCNEA0BAHNI IEKAPCTBEHHOIO NPENapaTa, COAEPKALLUMA YKa3aHUe Ha MUX
LeNb AW LLen, B YCTAHOBJIEHHOM 3TUM OPraHOM MopsAgKe.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-d3)

5. Y1TpaTtun cuny ¢ 1 uiona 2015 roaa. - PegepanbHbit 3aKoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumm nposBeaeHUA KAMHUYECKMX UCCAEeAOBaHWI NeKapCTBEHHOro npenaparta A4ns
MeAMLMHCKOro NpUMeHeHMs pa3paboTyMKOM /IeKapCTBEHHOro npenapata MOryT NpuBAeEKaTbeA
lopuandecke auua  oboit  opraHM3auMoHHO-NPaBoBoM Gopmbl NpW  yCIoBMM obecnevyeHun
COOTBETCTBMA 3TUX UCCNeg0BaHUI TpeboBaHWAM HacToAwero PeaepanbHOro 3akoHa.

KoHcynbTaHTlAOC: NpumeyaHue.

B HacToslwee BpemAa AENCTBYIOLWMM 3aKOHOLATENbCTBOM HE YCTAHOBJIEH MOPALOK aKKpeauTauuu
MeOVLMHCKMX OpraHu3aumii Ha NpaBo MPOBEAEHUA KAMHUYECKUMX WUCCNef0BaHWN JIEKAaPCTBEHHbIX
npenapatos Ans MeAuUMHCKOro npumeHenua. Lo 01.01.2021 perictBoBano [loctaHoBAeHUE
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Mpasutenbctea PP ot 03.09.2010 N 683.

7. KnanHnyeckune nccnenoBaHMA N1eKapCTBeHHbIX NpenapatoB ANA MeaAUUUMHCKOro npumeHeHwuA
nposoaATcA B MEeAUUUHCKUX OpPraHnsauunAax, akkpeAUTOBaHHbIX YMNOJIHOMOYEHHbIM d)ep,epaanblm
OpraHOM WCMOJIHUTE/IbHOW B/IaCTM B MNOpPAAKe, YycTaHoBaeHHom [lpaButensctBom Poccuiickoi
depepauum.

8. [MlepeyeHb MEOMUMHCKMX OpPraHM3auuii, MMELWMX MpPaBo MNPOBOAUTL  KAUHUYECKME
MUCCNeaoBaHMA NEKAPCTBEHHbIX MPenapaTtoB A8 MeAULMHCKOrO NMPUMEHEHMUA, U PeecTp BblAaHHbIX
paspeweHnin Ha NpoBegeHMe  KAMHUYECKUX  WUCCAeAOBaHMMA  JIeKapCTBEHHbIX  NpenapaTos
onyb6/IMKOBbIBAlOTCA W PasMeLlatoTca YNoJHOMOYEHHbIM denepasbHbiM OPraHOM MCMNONHUTENbHOM
B/1IACTU B YCTAHOBJIEHHOM MM NopsgKe Ha cBoem oduLMaNbHOM canTe B ceTn "MHTepHeT".

Cratba 39. PewweHue 0 npoBeaeHUN KANHUYECKOro UCCNeA0BaHUA IeKapCTBEHHOro npenapara
ANA MeAULUHCKOTro NpuMmeHeHuna
(8 peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe wmccnegosaHue NEKapPCTBEHHOIoO npenaparta Anad mMmeguumnHCKoro npmmeHeHuAa
nposoaunTCA Ha OCHOBaHWKM pa3pelweHnAa Ha nposeaeHne KIMHNYeCKoro nccnegoBaHmaA 1€KapCcrBeHHOro
npenaparta, Bbl4aAHHONO YMNO/IHOMOYEHHbIM cbe,u,epaanblM OopraHom WCNONHUTENbHOW BAACTU NO
pe3ysibTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XOAI/IMbIX Aana nonydeHuna paspeweHna Ha nposegeHune
KIMHNYECKOIro nccnenoBaHMA Ne€KapCTBEHHOIO npenapata u 3TUYECKOM IKCNnepTn3bl.

2. AnA nonyyeHus paspelleHusa Ha NpoBefeHWe KAMHUMYECKOro MCCNefoBaHUs /IeKapCTBEHHOMO
npenapata Ana MEeAMUMHCKOTO MPUMEHEHMs 3afBUTENb NpeacTaBAsdeT B YNOJHOMOYEHHbI
desepanbHbIit OpraH UCNOJHUTENbHOM BNACTHU:

1) 3aABsieHne O Bblgade paspeweHnAa  Ha npoBedeHUne KAMHUYECKOro uccieanoBaHuA
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMmeHeHnA,;

2) KOMUM AOKYMEHTOB, NMOATBEPKAAOLWMX YNAaTy rocyAapCTBEHHOM MOW/MHLI 3a NpoBegeHue
3TMYECKOW 3KCNepTu3bl, 3KCMepTU3bl [AOKYMEHTOB HA JIeKAapCTBEHHbIM npenapat ANs MoJyYeHus
paspelweHnUs Ha MNpoBeAeHWE KAMHUYECKOro MWCCNefoBaHWA IeKapCTBEHHOro npenapata  gnas
MeAMLMHCKOro NPUMEHEHWs, 3a BblAadyy pPaspelleHMs Ha NPOoBeLEeHWE KAMHMYECKOro UccienoBaHuA
NIleKapCTBEHHOro npenapaTa 419 MeAULMHCKOro MPMMEHEHWSA, 33 NPOBEAEHME IKCNEePTU3bl JOKYMEHTOB
Ha /NleKapCTBEHHbIV nNpenapaT A48 NOJAyYeHUA paspelleHMs Ha MpoBeAeHWE MEKAYHAapOLHOro
MHOFOLEHTPOBOrO K/AMHWYECKOro WCCAef0BaHWA J/IEKApCTBEHHOrO Mpenapata Ana MeguuUMHCKOro
NPUMEHEHWA, 3a Bblgayy paspelweHna Ha nNpoBeAeHME MEXAYHAapOAHOro MHOTOLEHTPOBOroO
KAMHWYECKOTO WCCNef0BaHMA JIEKAPCTBEHHOro npenapaTta Ans MeAUUMHCKOrO MPUMEHEeHMA, 3a
NnpoBeAeHNe 3TUYECKOW 3KCNEePTM3bl, IKCMEPTM3bl LOKYMEHTOB HA JIEKAPCTBEHHbIM npenapaTt And
No/lyYeHUa paspelleHns Ha NpoBeAeHWe MOCTPErMcTPaLMOHHOIO KAMHWUYECKOTO WCCenoBaHMA
NeKapCTBEHHOrO Npenaparta A8 MeAUUMHCKOro NPMMEHEHWs, 3a Bblaady paspelleHnsa Ha NnpoBeaeHne
NOCTPErUCTPALLMOHHOIO KAMHUYECKOTO MCCNEA0BaHUA NIeKaPCTBEHHOro npenapaTa 414 MeanUMHCKOro
npUMeHeHus;

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

3) NPOTOKON K/IMHUYECKOro uccnenoBaHUA NEKApPCTBEHHOro npenapata Ana MeguumnHCKoro
NPUMeHEeHUA,

4) bpowtopy Uccneaosartens;
5) MHGOPMALMOHHbIN INCTOK NALUEHTa;

6) cBegeHunA 06 onbiTe pa60TbI Mccnep,OBaTeneﬁ No COOTBETCTBYWOWMM CneunanbHOCTAM U UX
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onbiTe paboTbl MO NPOBEAEHUIO KIMHNYECKUX UCCIe0BaHNIA;

7) cBeseHMs O MeAMUMHCKMX OpraHu3aumax, B KOTOPbIX MpeanonaraeTca nposeaeHue
KIMHNYEeCKOro nccnegoBaHnA nNekapCrtBeHHOro npenapata Ana megnuynHCKoro npumeHeHmaA (nonHoe n
COKpalLeHHOe HaWMEeHOBaHWA, OPraHM3auUMOHHO-NpPaBoBaA ¢opMa, MeCTO HAXOKAEHUA W MecTo
OCYLLECTBNEHUA AeATeNbHOCTU, TenedoH, Tenedakc, agpec 3/IEKTPOHHOM NOYTbl KaxKaoM MeaANLMHCKOM
opraHusaumm);

8) cBegeHuMA O npeanonaraembiX CPOKax MNPOBEAEHUA  KAMHUYECKOro  UcCieoBaHuA
JIeKapCcTBEHHOro npenaparta AA8 MeANLUHCKOro NPUMEHEHUS;

9) Konuio gorosopa 0653aTe/IbHOr0 CTPax0OBaHWMA, 3aK/AOYEHHOTO B COOTBETCTBMM C TMMOBbIMM
npasunamu o06A3aTeNbHOr0 CTPaxoBaHWA, C YKa3aHMemM npeAefibHON YMCNEHHOCTM MaLMEeHTOs,
YYaCTBYIOIWMX B KAMHMYECKOM WCCAe0BaHWM JIEKAapCTBEHHOro npenapaTta 408 MeAMLMHCKOro
npUMeHeHus;

10) uHdopMaLuMio 0 cocTaBe IeKapCTBEHHOrO Npenapara g8 MeguULUUHCKOTo NPUMEHEHUS;

11) AOKYMEHT, coCTaBNEHHbI NPOU3BOAUTENIEM IEKAPCTBEHHOro npenapaTta A8 MeaULUHCKOro
NPUMEHEHNA N COoAEep’KallMii NoKasaTeNn (XapaKTepPUCTUKKU), a TaKKe CBEeAEHWUA O NIeKapCTBEHHOM
npenapate An8 MeAMUMHCKOrO MNPUMEHEHUS, NPOU3BEeAEeHHOM ANA NPOoBeAeHUs  KAMHUYECKUX
nccnegoBaHum;

12) cBepeHuMA o gaTe NpeaoCTaBAEHUA U PETUCTPALMOHHOM HOMeEpe NLLEH3UU Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPEACTB B C/ly4ae, ec/M NPOM3BOACTBO SIEKAPCTBEHHOMO NpenapaTta OCyLLeCcTBAsSeTCA B
Poccuiickon depepaumn, UAM CBeAeHUs O OaTe NpPeaoCcTaBAeHUA W PErncTPaLMOHHOM Homepe
3aK/IlOYEeHMA O COOTBETCTBUM MNPOM3BOAMTENA JIEKAPCTBEHHOro npenapata TpeboBaHMAM MpaBuA
HagnerKalle NPou3BOACTBEHHOM MPAKTUKM, NPenoCTaBfeHHOro YNo/HOMOYEHHbIM OPraHOM CTPaHbl
npousBoauTeNsA NeKapCTBEHHOro npenapara.

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)

2.1. B cnyyae HenpeacTaB/ieHMA C 3aABAEHMEM O Bblgaye paspeleHna Ha npoBedeHue
KNMHWYECKOTo UCCNefoBaHMA NeKapCTBEHHOro npenapata  AAa  MeAMUMHCKOrO  NpUMeEHeHWA
AOKYMEHTOB (CcBeAEHUI), NOATBEPKAAIOLWMX YNAATY FOCYAaPCTBEHHOM MOLWJIMHBI U YKA3aHHbIX B MYHKTE
2 YacTm 2 HacToslel cTaTbM, a TaKXKe BblAaBaemblx (MpenocTaBAsemblX) YNOJAHOMOYEHHbIMM
denepanbHbIMU OPraHaMW UCMONHUTENbHOM BNACTU AOKYMEHTOB (CBeAEHMI), YKa3aHHbIX B NyHKTe 12
YyacTM 2 HacToAWweW cTaTbM, YMNOJSIHOMOYEHHbIN deaepanbHbli OpraH MCNOAHWUTENBHOW BAACTM
3anpalmBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOPALKE MEXBELOMCTBEHHOrO MHPOPMALMOHHOTO
B3aMMOEeNCTBUA.

(4acTb 2.1 BBEAeHa PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 478-93)

3. B CPOK, He NpeBbIWAOWMN NATU pabounx AHen co AHA NPUHATMA YKa3aHHOro B NyHKTe 1 yactu
2 HacToAWEN CTaTbM 3aBIEHUA U HEOBXOAUMbIX LOKYMEHTOB, YNOAHOMOYEHHbIM degepanbHbliA opraH
NCMNONHUTENbHOM BNACTK:

1) npoBoAUT NPOBEPKY NOJIHOTbI N AOCTOBEPHOCTU CBEAEHMVI, coaeprKawmnxca B npeacraB/eHHbIX
3aABUTENEM OOKYMEHTAX;

2) NPUHUMAET peleHne o NpoBeaeHNN IKCNEPTU3blI JOKYMEHTOB AO/1A4 NONYyHEHNA pa3pelleHnA Ha
nposeaeHne  KJAMHUYECKOro wnccneaoBaHMA  NeEKapCTBEHHOrNo npenapata  4na  MeauumnmHCKOro
npuMeHeHunA 1 3TUYECKOM 3KCNepTn3bl Nan 06 oTKase B nposeaeHnnM yKa3aHHbIX 3KCNEPTU3;

3) yBeaOMASET B 3/1EKTPOHHOW popme MAM Ha BymaxkHOM HocuTene 3asaBUTENA O MPUHATOM
pelweHnn nnbo B caydYae NPUHATUA pelleHmnsa 06 OTKase TaKKe C yKasaHMeM NPUYMH TaKoro OTKasa;

4) noAaroTaB/iMBaeT U HaMNpaB/IAET B 3KCNepTHOe y4dpexaeHune U COBET MO 3TUKe 3aJaHue Ha


consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E97BFC3922E9229AFD0B77796B323583A5A736EEC4C16E1683B9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E97BFC3922E9229AFD0B77796B323583A5A736EEC4C16E1683B9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BEC29F2F9029AFD0B77796B323583A5A736EEC4C16E06A329BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E94B0C39F2B9329AFD0B77796B323583A5A736EEC4C16E16F379BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B0CE9A289329AFD0B77796B323583A5A736EEC4C16E36A329BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95B0CE9A289329AFD0B77796B323583A5A736EEC4C16E36A319BB54035C263AF34D493E6FFA3A650J5u4H

nposeAeHne COOTBETCTBYIOLLMX IKCNEPTU3.

4. B cnydyae BbISIBNEHUS HEMOJIHOTbI U (MNK) HeAOCTOBEPHOCTM MHbOPMaLUK, coaepXKalleincs B
npeAcTaB/ieHHbIX 3a8BUTEIEM AOKYMEHTax, YNOJHOMOYEHHbIN penepanbHblii OpraH MUCMOJHUTE/IbHOM
B/1ACTW HaNpPaBAAET 3aABUTEJIIO 3anpoc 06 YTOYHEHUM YKa3aHHOM MHbopMaLMn. [JaHHbIN 3aNpoc MOXKET
ObITb MepegaH YNOJHOMOYEHHOMY MPEACTaBUTENIO 33aABUTENA JIMYHO MOJ PACMMUCKY, Hanpas/ieH no
noyTe 3aKasHbIM NMUCbMOM U/IM NepeaaH B 31eKTPOHHOM Gpopme No TeIEKOMMYHUKALMOHHbIM KaHaliam
cBsA3n. B cnyyae HanpassieHWss A@HHOrO 3anpoca Mo Mo4yTe 3akasHbiM MUCbMOM OH CYMTaeTcs
NOJIY4YEeHHbIM MO UCTEYEHUU LLIECTU AHEeN C AaTbl Hanpas/IeHWs 3aKa3HOro nucbma. 3anaBuTesib 0b6a3aH
npeAcTaBUTb OTBET Ha 3anpoc YNoJIHOMOYEHHOro ¢efepasibHOro opraHa WCMNOJIHUTENbHOM B/AcTU B
CPOK, He MpeBbIWAoWNN AeBAHOCTa pabounx AHeln co AHA ero nosyyeHumsn. CpoK, yKasaHHbIN B Yactu 3
HACTOALLEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA HanpaB/ieHWUA 3aABUTE/O 3anpoca YNOAHOMOYEHHOTO
desepanbHOro opraHa UCNOJHUTENLHOM BNACTU A0 AHA NOAYYEHUA UM COOTBETCTBYHOLLEro OTBETa U He
YUYMTbIBAETCA NPU  WUCYMUCAEHUM CPOKA MNPUHATUS YNOJHOMOYEHHbIM deaepanbHbIM  OpPraHoOm
WUCNONIHUTENIbHON B/IAaCTM PEeLUeHMA O MNPOBEAEHUMU 3IKCMEepPTM3bl LOKYMEHTOB A8 NOJyYeHus
paspeleHna Ha nNpoBeAEHWME KAMHWUYECKOro WCCAefOBaHUA NEeKapCTBEHHOro npenapata  Aanaa
MeLMULMNHCKOTo MPUMEHEHMA.

5. OcHOBaHMEeM A1l OTKa3a B NPOBEAEHMM IKCNEPTU3bl LOKYMEHTOB A1 NOJYYEHUN paspeLleHuns
Ha npoBeAeHWe K/AMHMYECKOro WCCef0BaHWA JIEKAapCTBEHHOrO npenapata Ans  MeaMUMHCKOTo
NPUMEHEHUA U 3TUYECKOM 3SKCMepTU3bl ABAAETCA NpPeACTaB/leHUe OO0KYMEHTOB, MpeayCcMOTPEHHbIX
YacTblo 2 HacToAWEN CTaTbk, B HENOJHOM 0bbeme, HenpeacTaB/ieHVe 3aaBUTEIeM B YCTaHOBJ/IEHHbIN
CPOK OTBETa Ha yKasaHHbI/ B 4acTu 4 HaCToAWEeN CTaTbM 3amnpoc yrnoJHOMOYeHHOro denepasnbHOro
OpraHa MCMOJIHUTENIbHOM BAACTM IMBO OTCYTCTBME B MPEACTaBJEHHbIX AOKYMEHTaX MCYepnblBatOLLEro
nepeyHa Heobxogumol MHGOPMaLUKU UM UHOOPMALMK, KOTOPasA AO0/KHA ObiTb OTPaXKeHa B HUX, a
TaKXKe OTCyTCTBME MHOpMaLMM, noaTBep:KAarowen ¢akT ynaatbl rocyfapCTBEHHOM MOWAMHbLI 33
NnpoBeAeHNe 3TUYECKOM 3KCMepTM3bl, 3KCNepTM3bl LOKYMEHTOB HAa JIEKApCTBEHHbIM npenapat gnas
NoJlyYeHUs paspeLleHns Ha NpoBeseHMe KIMHUYECKOTo UCCeA0BaHMsA JIeKaPCTBEHHOro npenaparta Ans
MeAMLMHCKOro NPMMEHEHWs, 3a BblAadvy pPaspelleHMs Ha NPOoBeLEeHWE KAWHWMYECKOro UcCCief0BaHuA
NIleKapCTBEHHOrO NpenapaTa 419 MeAULMHCKOro MPUMEHEHWSA, 33 MPOBEAEHME SKCNEPTU3bl JOKYMEHTOB
Ha /NleKapCTBEHHbIV nNpenapaT A48 NOJAyYeHUA paspelleHMs Ha MpoBeLeHUEe MEKAYHAapOLHOro
MHOFOLEHTPOBOrO K/JMHWYECKOro WCCef0BaHWUA J/IEKAapCTBEHHOIO Mpenapata Aaa MeguuUMHCKOro
NPUMEHEeHWA, 3a Bblgayy paspelweHns Ha npoBedeHMe MEeXAYHapOAHOro MHOTOLEHTPOBOMO
KAMHWYECKOTO WCCef0BaHMA JIEKAPCTBEHHOro npenapaTta Ans MeAWULMHCKOrO MPUMEHEeHMs, 3a
NnpoBeAeHNe 3TUYECKON 3KCMepTM3bl, 3KCMEePTM3bl LOKYMEHTOB HA JIEKAPCTBEHHbIM npenapaTt Ans
NoJlyYeHUs paspelleHns Ha MpoBeAEeHMEe MNOCTPErucTPaUMOHHOIO KAMHUYECKOro UcciefoBaHuA
NeKapCTBEHHOro npenaparta 418 MeAULMHCKOIo NPMMEHEHMS, 3a BblAady paspelleHus Ha nposeaeHue
NOCTPErUCTPALLMOHHOIO KAMHUYECKOTO MUCCNEA0BaHUA NIEKaPCTBEHHOro npenapaTa 414 MeanuMHCKOro
NpUMeEHEHMA.

6. [lpoBeaeHWe 3KCNepTM3bl [AOKYMEHTOB A/A MNOAYYEeHWA paspelweHua Ha nposeseHue
KNMHWYECKOro WUCCNefoBaHUA NeKapCTBEHHOro npenapata AnAa MeAUMUMHCKOrO MNPUMEHEHUA WU
3TUYECKOM 3KCNEepTM3bl, COCTAaB/NEHME KOMWCCUMEN ISKCMEPTOB M COBETOM MO 3TUKE 3aK/OYEHUN O
BO3MOXHOCTM UM HEBO3MOXHOCTM NPOBEAEHUA TaKOrO KAMHUYECKOro NCCnefoBaHMA U HanpasiaeHue
3TUX 3aK/NOYEHMI B YNONHOMOYEHHbIN PeaepanbHbli OpraH UCMOJIHUTEIbHOW B/IACTU OCYLLECTBAAOTCA
B CPOK, He MpeBblWatowmin TpuaLatM paboumx AHen co AHA NOYYEHUs IKCNEPTHLIM yYypexaeHUem
3afaHnA  yNno/sHOMOYeHHOro ¢denepanbHOro opraHa WCMOMHUTENbHOW BAAcTU € MNPUIONKEHUEM
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 n 11 yactm 2 HacToAlen cTaTbM, U COBETOM MO 3TUKE
3afaHnA  YNO/NHOMOYEHHOro ¢denepasbHOro opraHa WCMOAHUTENBHOMW BAACTU C  MPUJIONKEHUEM
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yacTn 2 HacTosLWel cTaTby.

7. B CPOK, He npeBblWaloWmin NATM pabounx gHel co AHA NONYYEHUA 3aKN0UYEHUIA, YKa3aHHbIX B
4acTW 6 HACToALLEN CTaTbK, YNONHOMOYEHHbIN deaepanbHbiidi OpraH UCNONHUTENbHOW BAACTH:

1) OCyLlecTBNAET OUEeHKY noctynuselwnx 3aKN04EHUN ana onpeageneHna mMX COOTBETCTBUA
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3a/laHMAM Ha NPoBeJeHMe COOTBETCTBYIOLLMX IKCMEPTHU3;

2) NpUHUMaeT pelleHWe O Bblgavye paspelleHns Ha NpoBedeHne KAMHMYECKOro uccienoBaHuA
NeKapCTBEHHOro npenaparta Aaa MeAUUMHCKOro npumeHeHua uam ob oTKase B BblAaye yKa3aHHOro
paspelueHus;

3) BblOaeT paspelieHne Ha MpoBeAeHME KAMHUYECKOro WCCNeAO0BaHUA JIeKapCTBEHHOro
npenapata Ana MeAMUMHCKOTO MNPUMMEHEHUA WAM peleHne o6 OTKase B Bblgaye YKasaHHOMo
paspelleHus C yKazaHMem Npu4YmMH OTKasa.

8. OcHoBaHMeM 415 OTKas3a B BblAadye paspelleHms Ha NpoBeAeHMe KAMHUYECKOro nccieaoBaHmsa
NeKapCTBEHHOro npenapata A48 MEAMUMHCKOrO MPUMEHEHUA ABAAETCA Hanudme 3akNi4eHun
KOMMCCMM IKCNEPTOB UM 3aKNHOYEHNA COBETA MO 3TUKE O HEBO3MOMKHOCTU MPOBEAEHNA KINHNYECKOro
nccneaoBaHMA  JIEKAPCTBEHHOro mnpenapata A48 MeAMUMHCKOro MNPMMEHEHMA no  pesyabTatam
NpoBeAeHHbIX SKCNepTU3, MPeayCMOTPEHHbIX YacCTblo 6 HAaCcTOALLEN CTaTby.

9. PeweHune 06 OTKase B NPoOBEAEHUM IKCNEPTU3bI LOKYMEHTOB ANSA MOSYYEHUA paspeLleHus Ha
npoBefeHne KAMHWYECKOro WCCNefOBaHMA  JIeKapCTBEHHOro npenapata  Aada  MeguLMHCKOro
NPUMEHEHUA U 3TUYECKOM 3KCMepTM3bl M B Bblgaye paspelleHus Ha MpoBeAeHME KAMHWYECKOro
nccaep0BaHMA IeKapcTBEHHOro nNpenapaTta 418 MeAULMHCKOTO NPUMEHEHUSA MOXKET BbiTb 063Kas0BaHO
B MOPAAKE, yCTAHOBJEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoit deaepaumm.

Cratba 39.1. 3TMUecKas aKkcnepTusa
(sBegeHa dPepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

1. 3Tnyeckan 3KCNepTn3a NnpoBoanTCA COBeTom No 3ThKe, CoO34aHHbIM B NopAaKe, YCTAHOB/IEHHOM
YNO/IHOMOYEHHbIM d)e,u,epaanblM OopraHom NCNONHUTENbHOM BN1aCTH, B UENAX BblOad4UN 3aKNHOYHEHUA 06
3TUYeCcKo 060CHOBAHHOCTU BO3MOXHOCTH nposeageHnA KIMHN4YEeCKOro nccaenoBaHUA 1€KapCTBeHHOro
npenaparta g1a meguunHCKoOro npumeHeHus.

2. 3KCI'IepTaMM coBeTa no 3TUKe MOryT 6bITb npeacrasuteim MmegumunHCKuUX OpI'aHM3aLI,Ml\/1,
Hay4HbIX OpI'aHM3aLI,Ml\;1, O6pa3OBaTEHbeIX opraHmsau,Mﬁ BbICLLUETO 06pa3OBaHMﬂ, a TaKXe
npegcrasutTenun O6|.I.l,eCTBeHHbIX Opl'3HM33LI,Mﬁ, PENNUTUO3HDbIX opraHmsau,Mﬁ n cpeacre maccoBom
MHq)OpMaLI,MM. [aHHble 3KCnepTbl He AO0J/IKHbl HaXo4auTbCA B Kakon-nmbo 3aBMCMMOCTM OT
pa3pa60THMKOB NEKapPCTBEHHbIX MNpenapatoB W Apyrnx /vy, 3aUMHTEPECOBAHHbLIX B pPeE3y/ibTaTax
3TUYeCcKoM IKCNepTns3bl.

3. Onnata yc/ayr 3KCNepTOB COBETa MO 3TMKE OCYLWECTBASETCA Ha OCHOBaHMM O0roBOpa,
3aK/II0YEHHOTO MeXKAY YNOAHOMOYEHHbIM defepasibHbiM OPraHoOM UCMONAHUTENBHOM BAACTU, KOTOPbLIM
CO34aH COBET MO 3TWKE, WM IKCMEPTOM COBETa MO 3TUKe, 33 c4YeT 6loAKeTHbIX aCCUTHOBAHUM,
NpeaycMOTPEHHbIX YNOJHOMOYEHHOMY denepasbHOMYy OpraHy MCNOAHUTENbHOM BAACTW, KOTOPbIM
Co34aH COBET MO 3TUKe, B deaepanbHOm 6logyKeTe Ha COOTBETCTBYIOWMA rof Ha obecneyeHue ero
AeATeNbHOCTH, B pa3mepax, yCTaHOB/eHHbIX Mpasutensctsom Poccuiickoit Peaepaumm.

4. 3KcnepTbl coBeTa MO 3TUKE HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumnu.

5. CoctaB coBeTa Mo 3TUKe, NONOKEHUE 06 3ToM coBeTe, NopAAOK ero AeATe/ZIbHOCTH, TPE6OBaHMF|
K I-(Ba!'IMd)MKaLI,VIVI n onbiTy pa60TbI no 3KCI'IepTHOl‘;I OUEeHKe Hay4HbIX, MeAUUUHCKUX U 3TUYECKUX
aACNeKToB KANHUYECKUX VICCI'Ie,CI,OBaHMﬁ NNEKAPCTBEHHbIX NMpenapatos AnA MegUUMNHCKOro npnmeHeHusa,
npegvAasaAaemble K 3KCNepTam COBETa MO 3TUKe, NMopAAOK OpraHuM3sauuMn M npoBeneHuA 3TUYeCKoM
IKCNnepTun3bl, d)opma 3aK/1l04eHNA COBETaA NO 3TUKE YCTaHAaB/IMBAKOTCA YNOJIHOMOYEHHbIM cbep,epaanblM
OopraHom MCMNONIHUTENbHOW BAacTu. Yucno I'Ipeﬂ,CTaBVITeﬂeVI MmeanuUnHCKnX opraHmaau,Mﬁ HE MOXeT
npesbiWwaTb MNO/TOBUHY OT O6U.I,EFO YNCNla SKCNEPTOB COBETa MO 3TUKE.
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6. MHPopmauma o cocTaBe coBeTa MO 3TUKEe, MAaHax ero paboTbl M Tekylwen AeaTenbHOCTU
pasmelwaetca Ha odpuUMaNbHOM caliTe YNOJHOMOYEHHOro ¢efepasibHOro opraHa MCNOSHUTENbHOMN
B/lacTu B ceTu "UHTepHeT" B yCTAaHOBNEHHOM MM NOpPAAKE.

Cratba 40. lpoBegeHMe KAMHUYECKOrO MUCCAeAOBaHMA JIeKapCTBEHHOro npenapata AnAa
MeAULMHCKOro NPpUMeHeHus

1. PyKoBoauTenb MeAMLMHCKOW OpraHu3aLmumn, Kotopasa NpoBOAMT KAMHUYECKOe nccieloBaHue
JIeKapCTBEHHOro npenapata Agas  MeOMUMHCKOTO  NPUMEHEHMsi, Ha3HayaeT ucc/ienoBaTtens,
OTBETCTBEHHOrO 3a MNpoBeAeHWe TaKoro MUCCNeAoBaHUS M MMEIOWEro JiedyebHyto cneumnanbHOCTb,
COOTBETCTBYHOLLYIO MPOBOAMMOMY K/JAMHUYECKOMY MWCC/Ief0BaHUIO JIeKapCTBEHHOro mnpenaparta, co
CTa)KeM paboTbl MO NPOrpamMmmam KAMHUYECKUX UCCNef0BaHUIM NeKapCTBEHHbIX NPenapaToB He MeHee
yem TpM roga M NO ero NpPeasioKEeHUI0 Ha3HayaeT couccaesoBaTesie M3 4YMCna Bpayveln 3Tow
MeLMLMHCKOM opraHmn3aumu.

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

2. WccneposaTenb OCYLWECTBAAET Bbl6Op NauMeHTOB, KOTOpble MO MeAULMHCKUM MOKa3aHUAM
MOTYT 6bITb MPMB/IEYEHBI K YYaCTUIO B KJMHUYECKOM MCCAeLOBaHUWM JIEKAPCTBEHHOro npenaparta A.s
MeAMULMHCKOro MPUMEHeHMS.

3. WccneposBaTens W couccnenoBatenu  OOKHbI 6bITb  O3HaKOMJIEHbI C pe3ysbTatamu
AOOKNNHNYEeCKOoro umnccnenosaHna  N€KapCrBeHHOro  cpeactea, coaepxawmmuca B 6pouuope
ncenegoBartena, NPOEKTOM NMPOTOKO/1IAa KIMHUYECKOro nccnenoBaHmMA NeKapCTtBEHHOINO npenaparta anA
MegNUNHCKOro NnpuMeHeHuA, pa3p360TaHHblM paBpa6OT‘-IMKOM NEKapPCTBEHHOIO npenaparta Nin UHbiIm
opnandyeckmum anMuom, npuBaeKaembiM K OpraHuUsaunn nposegeHnA KANMHUYECKOro mccnenoBaHumA
NEeKapCTBEHHOro npenapara A4 MeaUuUuUMHCKOro npumMmeHeHuA, U OApyruMmm matepuaziaMn Takoro
nccnenoBaHuA.

3.1. PykoBoAnTENb MEAULIMHCKON OpraHM3aLmMn B CPOK, He NpeBbILaoLWni Tpex pabounx gHe co
OHA Hayana NnpoBeaeHUA KINMHUYECKOTO NCCIeA0BaHMNA IEKAPCTBEHHOIO NpenapaTa AN MeAULMHCKOro
npUMeHeHus, coobliaeT o6 3Tom B YNONHOMOYEHHbIN denepanbHbli OpraH UCNOSIHUTENbHOW BAACTH,
BblAaBLUKNI pa3peLleHmne Ha NpoBeaeHMe TaKoro uccaenoBaHms, Mo YCTaHOBAEHHOW UM dpopMme.
(4acTb 3.1 BBeaeHa PeaepanbHbiMm 3akoHOM 0T 29.11.2010 N 313-93)

4, OpraHusaumm, OCYLECTBASAIOWME OPraHM3auMio NpPoBedeHUA KIMHUYECKOro MuccienoBaHusa
NIeKapCTBEHHOrO npenapata Aaa MeAMUMHCKOTO MNPUMEHEHWA U YKasaHHble B 4yacTu 3 cTatbu 38
HacToswwero dPeaepanbHOro 3aKoHa, B CAy4yae HEOBXOAMMOCTM BHECEHUS WM3MEHEHMI B MPOTOKON
KAMHWUYECKOTO MCCe0BaHMA IeKapcTBEHHOrO NpenapaTta gaa MeAULMHCKOro NpMMeHeHMs coobuwatoT
06 3TOM B YNO/JIHOMOUYEHHbIN deaepanbHblit OpraH UCNOAHUTENbHOM BAACTW, BblAaBLIMI paspelleHune
Ha NpoBeAeHMe TaKoro UCCe0BaHMsA, N0 YCTaHOBAEHHOW Um dopme.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma COO6LI.I,€HVIFI O BHECEHWM M3MEHEHWUN B NPOTOKO/ K/IMHU4YECKOro muccnenoBaHuA
NeKapCTBeHHOro npenaparta Ana MegunuumHCKOoro npumeHeHuAa AO0J1XKHa CcoaepXKaTb caeaywouime
cBegeHunA:

1) HanmeHoBaHWe, VILI,EHTVId)VIKaU,VIOHHbIﬁ HOMEP U AaTa NPOTOKO/1a KIMHNYEeCKOro nccneanoBsaHua,
2) AaTa BHeECeEHUA M3MEHEHUN B MPOTOKO/1 KIMHNYECKOIo nccneanoBaHuA,
3) HanmeHoBaHWE N MeCTO HaxoXaAeHWA 3aABUTENA,

4) HauMeHOBaHMe opraHuM3auuM, NPUBAEYEHHOW pa3spaboTUMKOM NEeKapCTBEHHOrO npenapaTta K
opraHusaunn NpoBeaeHna KIMHNYECKOro UccaegoBaHua (Mpu HanmMumm);

5) HaMMEHOBaAaHMNA U MeCTa HaxXxoXaeHuna meaUunHCKUX opransau,Mﬁ, B KOTOpPbIX npoBOoAUTCA
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KNIMHN4YecKkoe nccnenosaHue,

6) OaTa BblAayM paspeleHus Ha NpoBedeHWe KAUHUYECKOro MCCAeA0BaHMA U HOMep 3TOro
paspelueHus;

7) U3ameHeHuA, BHOCMMbIE B MPOTOKOJ KIMHUYECKOro UccieioBaHus.
(4actb 4.1 BBegeHa GeaepanbHbiMm 3akoHOM 0T 11.10.2010 N 271-03)

5. B cpoK, He npesbllatowmii TpuauaTM paboumx AgHein co AHA NOAyYeHUA YKa3aHHOro B Yactu 4
HacToALWEeNn cTaTbu COOOLEHNA, YNOJIHOMOYEHHbIN deaepasibHbiii OpraH MCNOAHUTENIbHOW BAacTu
paccmaTtpuBaeT 3TO coobuieHne B YCTAaHOBJEHHOM MM MOPALKE W MPUHUMAET pelleHUe O BHECEHUM
WU3MEHEHWN B NPOTOKON KIMHUYECKOTO NCCNeaoBaHWUA NeKapCTBEHHOro npenapaTta Aaa MeauuMHCKOro
npuMeHeHns MaM ob OTKase BO BHECEHUU TAKUX M3MeHeHWA. Mpu PacCMOTPEHUM COObLLEHUSA O
HEeobXOAMMOCTM BHECEHUS U3MEHEHWUA B MPOTOKO/ KAMHWUYECKOrO WUCCNeA0BaHUA JIeKapCTBEHHOIO
npenapata gaa MeAMUMHCKOTO MPUMEHEHMA B LENAX OUEHKM OBOCHOBAHHOCTM npeasiaraembixX
WU3MEHEHWUN M onpeaeneHus CTEeMNeHU pUcKa ANSA NauMeHTOB, MPUHUMAOWMX YYacTMe B KAMHUYECKUX
UCCNeaoBaHUAX, YNOJHOMOYEHHbIM  dedepasbHbiM  OPraHOM  UCMOMHUTENIbHOW  BAacTU  MOTYT
NpWBAEKaTbCA SKCNepTbl COBETA MO 3TUKE.

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

6. KanHuyeckoe wmnccneposaHue NEKapCTBEHHOrNo npenaparta Ana meguunHCKoro npummeHeHuA
MOXKeT 6bITb NPUOCTAaHOB/IEHO WM NpeKpaweHo, ecan B npouecce ero nposeneHuA 06Hapy>KeHa
ONaCHOCTb A4/21A4 XWU3HW, 3400pOBbA MaALUEHTOB. B cly4ae BO3HUMKHOBEHMA OMNACHOCTU AONA MU3HMW,
3400p0BbA NMaUMEHTa, y4aCTByHOLWEro B KIMHUYECKOM UCC1e40BaHUN NEKAPCTBEHHOIO npenaparta AnA
MeONUNHCKOToO npumeHeHua, nccnegoBatenm 06A3aHbI I'IpOVIH(I)OpMVIpOBaTb 06 atom pyroBoauTenA
Me,D,MLI,VIHCKOVI opraHunsaumm ©n  OpraHuMsauuio, NOoAydYMBLWIYHO pa3peweHne yYnoJIHOMOYEHHOTO
cbe/J,epaanoro OopraHa WUCNONHUTENIBHON BNAcTU Ha OopraHn3aumio nposegeHnAa KANHU4eCKoro
nccnenoBaHMA  IEKApPCTBEHHOIO npenapara. PeweHne o NPUOCTaHOB/IEHUN KIMHN4eCKoro
nccnenoBaHMA  IEKApPCTBEHHOIO npenaparta A4nA MmeagnunHCKoOro npUMeHEeHUA NMPUHUNMAOT
pyroBoaAUTE b ME,D,MLLMHCKOD’I opraHunsaumm u (MI'IM) OopraHun3auuna, noayduslwana paspeweHune
YNO/IHOMOY€EHHOIo d)ep,epaanoro OpraHa WCNONHUTENbHON BNacTU Ha OopraHn3auunio nposeneHnA
KIMHNYECKOTo nccnenoBaHMA NeKapCTBEHHOIO npenapaTta AnAa meanuynHCKoro npumeHeHuaA, peweHmne o
npeKkpaweHnn TaKkoro nccnenoBaHuA NPUHUMaeT ynOJ'IHOMO‘-IeHHbIﬁ d)e,u,epaanblﬁ opraH
WUCNOJIHUTENIbHOM B/IaCTM Ha OCHOBaHMUU COO6LLI,EHVIFI B MWCbMEHHOM d)opme pyroBoauUTeENA
Me,D,MLI,VIHCKOVI opraHnsaumm wanM opraHunsauunAa, nosaydmBlwlaAa paspeweHne  ynosIHOMOYEHHOro
d)e/J,epaanoro OopraHa WUCNONHUTENBHON BANacTU Ha OopraHn3auunio nposegeHnAa KANMHU4YeCKoro
nccnenoBaHMA NeKapCTBeEHHOIO npenapaTta A4nAa MeaNLMHCKOTo NnpuMeHeEHNA.

7. B CpOK, He MpeBbllLAOWMIA NATU Pabounx AHEN CO AHA 3aBepLUEHUs, NPUOCTAHOBAEHUSA UK
NPeKpawWeHns KAMHUYECKOro UCCNef0BaHUA  NIEKAPCTBEHHOrO npenapata  Aaa  MeAMUMHCKOro
npumeHeHus, coobweHne o6 3TOM HaMNpPaBASETCA OPraHM3aUMAMM, YKa3aHHbIMKW B YacTu 3 cTaTbk 38
HacTosAwero PeaepasbHOro 3aKoHa, B YNOJIHOMOYEHHbIM deaepasnbHblii OpraH UCNOSHUTENbHOM BNACTU
Nno yCTaHOBAEHHOMN UM popme.

8. dDopma COO6U.I,€HVIFI O 3aBepuweHunn, npunocCctaHoBAEHUN WUAN NpeKpaweHUNn KANHUYECKOTo
nccnenoBaHMA NeKapCTBeHHOIo npenaparta Ana MeanumMHCKOro npuMmeHeHna Ao1XKHa cogepKatb:

1) uHbopmaLmMio 0 MeaMLMHCKOW OpraHn3aumm UamM MeauUmnHCKUX OpraHn3auusax, NpoBoANBLLNX
AaHHOe uccnenoBaHue;

2) onncaHme gaHHOro nccnenoBaHUA;

3) AaHHble nccneanoBaTena (d)amvmmn, nma, oT4ecTBo, MECTo pa6OTbI, 3aHMMaemaa O0/1KHOCTb,
cneunanbHOCTb, CTaX pa6OTbI no nporpaMmmam KJANMHUYECKUX MCCﬂeAOBaHMVI NEeKapCTBEHHDbIX
npenapartos, nepeyeHb KAMHUYECKUX MCC}'Ie,EI,OBaHMﬁ NNEKapPCTBEHHbIX MPENapaTtoB, B KOTOPbIX OH
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NpUHUManN yyactue (Nepuogbl y4acTus) B Ka4ecTse Mccien0BaTens Uam conccnenoBartens);
(B peq. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT [aHHOTO WccnedoBaHUA (3aBepllieHWe, NPUOCTaHOBAEHWE WAWU NpeKpalleHue
AAHHOMo ccnefoBaHMA C yKasaHUEM UX MPUYUH U BAUAHWUA HA OLLEHKY €ro pe3yNbTaToB, OOLLYIO OLEHKY
PUCKA M OXMAAEMOWN NOAb3bl OT MPUMEHEHUA UCCAeAyeMOro JIeKapCTBEHHOro npenapaTa, a TaKkKe
npeanonaraemble AanbHelne aeincTemsa).

8.1. Mpwn BbisBNeHUN deaepanbHbIM OPraHOM WCMONHUTENbHOM BNAcTU, OCYLLECTBASIOLMM
®YHKUMM MO KOHTPOJ/IIO M Hags3opy B chepe 34paBOOXPAHEHUs, HaAPYLWIEHMA MPaBUA Haa/erkalledn
KAMHUYECKON NPAKTUKU NpU NPOBEAEHUN KIMHUYECKOTO WCCAeLOBAHUA /IEKAPCTBEHHOIO MpenapaTa,
BAUAIOWMX Ha NOMHOTY U (MNM) AOCTOBEPHOCTb AAHHOIO KAMHMYECKOTO MCCef0BaHUsA, YKasaHHbIN
denepanbHbIit OpraH MCNOAHUTENIbHOM BAACTM NPUOCTaHaBAMBAET NpOBeAeHNe JAHHOMO KNMHUYECKOro
NCCNefoBaHUA U BbIHOCUT MEAMLIMHCKON OpraHM3aummn, B KOTOPOW NPOBOAMUTCA AaHHOE KAMHUYEcKoe
nuccnefoBaHue, npeanucaHne o6 YCTPaHEHMM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MeOMLMHCKON OpraHusaumeint BblAB/EHHbIX HapyLWeHWN B YCTAHOB/EHHbIM B NpeanucaHuM CPOK
YKa3aHHbIN denepanbHbli OpraH WCNOAHUTENbHOW BAACTM NPUHUMAET pelleHMe O MNpeKpaLleHun
npoBeLeHNA KIMHUYECKOTO MCCIeA0BaHMA IEKAPCTBEHHOMO NpenapaTa v HanpasaseT B desepasbHbli
OpraH WCMNONHUTENbHON BNACTW, OCYLLECTBAAOWMN GYHKUMM MO  BbipaboTKe UM peanmsauum
rocyfapCcTBEHHON MOJMTUKM U HOPMATUBHO-MPABOBOMY PEry/iMpoBaHuio B chepe 34paBOOXPaHEHMS,
3aK/Il0O4EHME O BbIABNEHMM NPU NPOBEAEHNN AAHHOTO KIMHUYECKOro UCC/Ie0BaHNs HAPYLLEHMIA NpaBuA
HagnexKalen KAUMHUYECKOM NpPaKTUKU A0S NPUHATMA peweHns o6 OoTmeHe paspelleHus Ha
OpraHu3aumMio nNpoBeAEeHUss AAaHHOMO K/AMHWYECKOro WCCNeAoBaHMA C AaTbl NPUHATUMA pPelleHus o
NPUOCTAaHOB/IEHUWN NPOBEAEHUSA KIMHUYECKOro UCCNeA0BaHMA IeKapCTBEHHOMO NpenapaTa.

(4acTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHOMOYEHHbIV ¢eaepasnbHblit OpraH WCMNOAHUTENbHOW BNacT OnNyb6/MKOBLIBAET U
pasmellaetT Ha cBoem oduuManbHom canTe B ceTu "MHTepHeT" coobuweHne O 3aBeplleHuM,
NPUOCTAHOBNEHWUM WU TMPEKPALLEHUN KNMHUYECKOTO UCCeA0BaHNA IeKapCTBEHHOrO npenapaTta A5
MeAMLMHCKOro NPUMEHEHMS B CPOK, HE MPeBblWatoWwmnii NATM paboumx AHen co AHA ero NoayyYeHus, B
YCTaHOB/NIEHHOM MM MNOpsAAKe.

10. YnonHomoueHHbIt denepanbHblii OpraH MCNOAHUTENbHOM BAACTU OCYLLECTBAAET BeAeHue
peecTpa wuccnegoBaTeneil, NPOBOAALMX MAM  NPOBOAMBLUMX  KAMHWYECKME  UCCNef0BaHMA
NNeKapCTBEHHbIX NpPenapaToB ANA MEeANUMHCKOTO NPUMEHEHUS, B COOTBETCTBUM C YTBEPKAEHHbIMU UM
npaBuiammn 1 pasmeLLaeT ero Ha cBoem oduLMaNbHOM caiTe B ceTn "MHTepHeT" B YCTaHOBIEHHOM UM
nopszke. YKasaHHbI peecTp COAEpPXKUT WHPOPMaUMIo, NPeayCMOTPEHHYI NyHKTOM 3 vactu 8
HacTosLLeN cTaTbM.

11. Otyer O pe3ynbTtataX KANWHUYECKOro WUCCNenoBaHUA J1EKAPCTBEHHOINO nMnpenapata A4NA
MegnunHCKOro npMMeHeHMA CoCTaBAETCA opraHmsaumeﬁ, yKa3aHHOVI B YacTh 3 cTtaTbm 38 HacToALWLEro
CDep,epaanoro 3aKOHa, Ha OCHOBaHWM 3aKAOYEHWUM MmeanunHCKnX OpFaHM3aLI,Ml71, nposoaAMBLINX 3TO
nccnegosaHune, U NpegcrtaBnAeTca B yI'IOJ'IHOMO‘-IEHHbIﬁ d)ep,epaanbM opraH NCNONHUTENbHOM BNacCTy,
Bblﬂ,aBUJVIVI pa3pewieHne Ha nposeaeHme aToro uccnegoBaHuA, B CpPOK, He HpEBbIUJaPOU.LMVI Tpex mecaues
CO OHA ero 3asBepuweHunAa, npuocCtaHOBNIEHUA WAKN nNpeKpaweHnAa, B nopAake, YCTaHOB/NIEHHOM
YNO/THOMOYEHHbIM d)ep,epaanbmA OopraHom WUCNOIHUTENbHOM BNACTH.

12. HapyweHue npaBuA Hagnexallen KAMHWYECKOW NpPaKTUKKM, danbcudukauma pesynbTaToB
KAMHWYECKOTO UCCAEeL0BaHMUA NIeKapcTBEHHOrO npenapaTta gaa MeaUUMHCKOrO MPUMEHEHMS BAEKYT 3a
coboli OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAAaTeNbcTBOM Poccuiickoi Peaepaumu.

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

13. Mpu npoBegeHUN KAMHMYECKOro MCCNefoBaHMA  IeKapCTBEHHOro npenapata  AgaAa
MegnUnHCKOro npMmMmeHeHuna OonycKaeTca 3a6op Yy nauneHToB 6UoNornyeckmx maTepunanos (o6pa3u,b|
610N0rMYecKnx )KVI,CI,KOCTEﬁ, TKaHen, CeEKpeToB WU nNPOAYKTOB XWU3HeAeATe/NIbHOCTU Ye/l10BEKa,
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$M3MONOrMYECKUX U MATONOTMYECKUX BbIAENEHNN, MA3KOB, COCKODBOB, CMbIBOB, MMKPOOPraHW3MOB,
6MONCUiAHbIA maTepuan) Ans uX u3ydeHus B Poccuiickon depepaumm mn (Man) 3a npeaenamu
Poccuiickoin epepaunu.

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

14. Nopagok BBo3a B Poccuiickyio ®egepaumnio 1 BbiBo3a 3a npeaenbl Poccuinckon depepaunm
6uonornyeckux mMmaTepunanos, NnoNy4YeHHbIX npu nposeaeHnn KIMHNYEeCKOoro nccnenoBaHuA
JIEKAapCTBEHHOro npenapata gaa MeAULMHCKOrO MPUMEHEHUsA, yCTaHaBauBaeTca [1paBUTeNbCTBOM
Poccuiickon depepauymm.

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

Cratba 41. [loroBop O NpoBeAEeHUU KANHUYECKOrO UCCNeA0BaHUA NIeKapCTBEHHOro npenapara
ANA MeAULUHCKOTro NpuMmeHeHunsa

1. KnanHuuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapaTa Ana MegUUMHCKOro MpUMEHeHUs
NPOBOAMUTCA B COOTBETCTBMM C JOTOBOPOM O NPOBEAEHUMN KNIMHUYECKOTO UCCIEA0BAHNA IEKAPCTBEHHOTO
npenapata Ana MeAMLMHCKOTO NPUMEHEHUS, 3aKIoYaeMblM MeXAy OpraHuM3aumein, noayyuBLLel
paspelleHre YNnoAHOMOYEHHOro ¢denepasbHOr0 OpraHa WMCMOAHUTENbHON BAACTU Ha OpPraHM3auumio
NnpoBeAeHNA TAaKOrO MUCCAeAOBaHMA, U MeOULMHCKOW OpraHM3aumnei, ocyLLecTBAAOWEN NpoBeseHue
TaKOro nuccnefoBaHums.

2. ﬂ,Ol‘OBOp O nposegeHUnM KANHUYECKOro wuccnenoBaHuMA NEeKapCTBEHHOrNo npenapata AgnAa
MEeONUNHCKOTIO NPUMEHEHUA O0/TXKEH COAEepPHKaTb:

1) YCNoBUA U CPOKKM nNpoBegeHNA AaHHOIo nccaenoBsaHuA,;

2) onpegeneHumne 06u.|,eﬁ CTOMMOCTK nmporpamMmmbl AaHHOTo nccnenoBaHuA C ykasaHMEM CyMMbl,
npe,u,HaaHaqarou.l,eﬁCﬂ ANA BbINAAT UCCnegoBaTenam, ConccneoBatenam;

3) onpegeneHve ¢opmbl  MPEACTaBNAEHUA  pPe3y/ibTaTOB  AAHHOTO  UCCNeAOoBaHMA B
YNOJIHOMOYEHHbIN desepasibHbIl OpraH UCNOSIHUTENIbHOM BACTHU.

Cratba 42. ®duHaHcoBoe obecnevyeHne KAMHUYECKOrO WCC/NeAO0BaHUA JIeKapCTBEHHOIO
npenapara g1 MegULUHCKOro NnpMMeHeHus

duHaHcoBoe obecneyeHne KAMHUYECKOro nccnegoBaHMA NEKAPCTBEHHOrO npenapata  4nAa
MegnuUnHCKOro npuMmeHeHnAa oCyLeCTB/IAETCA 3a CHET:

1) cpeacTB penepanbHoro 6roaxKeTa;

2) cpeacTB OpraHM3auuii, NONYYMBLUMX paspelleHMe Ha OpraHM3auMio NPoBeAeHWA AaHHOro
nccnenoBaHnA, B COOTBETCTBMM C YCIOBUSAMM A0TOBOPA O €ro NpoBeAeHNN;

3) MHbIX He 3anpeLLeHHbIX 3aKoHoAaTebcTBOM Poccuiickolt ®eaepaumm MCTOYHUKOB.

CraTtba 43. MpaBa nNauMeHTOB, Y4acTBYIOLWMX B KAMHUYECKOM UCCNeAO0BaHUUN NEeKapCTBEHHOrO
npenaparta Ana meguunHCKoOro npymeHeHua

1. YvyacTve nauMeEHTOB B K/JIMHMYECKOM MCCNe[0BaHUMU NeKapCTBEHHOro npenapata AnAa
MegununHCKOro npuMmeHeHunAa ABAAeTCA AO6pOBOJ’IbeIM.

2. MauMeHT MaM ero 3aKOHHbIM NPeacTaBUTENb [O/MKEH ObiTb MHPOPMUPOBAH B MUCbMEHHOW
dopme:

1) O N1eKapCTBEHHOM npenapate Ana MmeanumnHCKOro npMmMmeHeHunAa n CylwHOCTU KJAUMHUYECKOTro
nccnenoBaHMA 3TOro IEKApPCTBEHHOIO NpenaparTa;
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2) 0 6e30nacHOCTU IeKAPCTBEHHOTO Npenaparta An8 MeAULMHCKOTo MPUMEHEHNUSA, ero OXKUAAeMOoM
3¢ PEKTUBHOCTM M CTENEHU PUCKA ANA NALMUEHT];

3) 06 ycnoBUAX y4acTus NaLmeHTa B KAMHUYECKOM NUCCe0BaHNK IeKapCTBEHHOMO npenapaTa Ans
MeANLMHCKOro NpMMEHEHUS;

4) 0 uenn UM Uensx U NPOJOMIKUTENbHOCTU KAMHUYECKOTO MCCNefoBaHMA JIeKapCTBEHHOIO
npenapara Ans MeAULUMHCKOTro NPUMEHEHUS;

5) o pelicTBMAX MNauMeHTa B cayyae HenpeasuaeHHbIX 3PEPEeKTOB BAMAHUA NEKaPCTBEHHOro
npenapara Aaa MeauLUHCKOro NPUMEHEHNA Ha COCTOIHWE ero 3/10P0BbS;

6) 06 ycnoBmAx 0643aTeIbHOro CTPAXOBaHMSA }KU3HK, 340P0BbA NALMEHT];

7) o rapaHTMAX KOHOWUAEHUMANbHOCTM Yy4yacTUs MauMeHTa B KAMHMYECKOM WCCiefoBaHUU
JleKapCTBEHHOro npenapara 418 MeguUUUMHCKOro NPUMEHEHMUS.

3. ﬂ,OﬁpOBOI’IbHOG cornacue nauneHTa Ha ydacthne B KIMHN4YeCKoOm nccnenoBaHmM nekapcrBeHHoro
npenaparta gna MeauumnHCKOro npummeHeHuA noAarBepXKAaeTcAa ero noanmncbio UamM noanucbto ero
3aKOHHOTO NpeAacTtaBUTENA Ha MHd)OpMaLI,MOHHOM NNCTKE NaymneHTa.

4. TlaumeHT uan ero 3aKOHHbI npeacraBuTe/lb UMeEET MNpPpaBO OTKa3aTbCA OT Yy4d4aCTuA B
KIMHNYECKOM nUccnenoBaHMnM NeKapCTBEHHOIO npenaparta Ana meguumHCKOro npumeHeHuMA Ha noboi
CTaann nposeaeHnAa Takoro nccaegosaHunA.

5. MNpoBeaeHUe KAMHUYECKOro MUCCefoBaHMA NeKapCTBEHHOro npenapaTa ANA mMeAMLMHCKOro
NPUMEHEHMA C y4acTMeM B KayecTse MNalMeHToB AeTel A0NYyCKaeTCsa TONbKO C COrnacus B MMCbMEHHOWM
dbopme ux poguTenei, ycbiHoBuTeneil. [eTn MOryT paccmaTpuBaTbCA B KayecTBe MNOTeHLMasbHbIX
NnauMeHTOB TaKoOro MCCeAoBaHMA, TO/NbKO €CAU ero nposeAeHWe HeobxoAuMMO ANA YyKpenieHus
340poBbA geTer uam nNpPoduNakTUKM MHPEKUMOHHbIX 3aboneBaHM B AETCKOM BO3pacte nM60 ecau
LeNbio TaKOro MccneaoBaHus ABAAETCA NoyYeHne JaHHbIX O Hauaydllein A03UPOBKe NeKapCTBEHHOro
npenapata Ana nedeHus getei. B 3TUX caydaax TaKoMy WMCCNeAOBaHWIO AO0MKHO NpeawecTBoBaTh
KAMHUYECKoe WccneloBaHWe JfleKapCTBEHHOro npenapaTa Anf MeAUUMHCKOro MpUMEHeHUs Ha
COBEPLIEHHOIETHMX TpaXgaHax, 3a MUCKAIYEeHUEeM C/yyaeB, eCcan UCCAedyemblit IeKapCTBEHHbIM
npenapat Ana MeAWUMHCKOrO NPUMEHEHUA npeAHasHayeH WCKAUYUTENbHO AN WCNONb30BaHUA
HecoBeplUeHHONETHUMM rpaxkaaHamMu.

(8 pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTCﬂ nposegeHne KAMHUYECKOTo UMcCCnenoBaHUA NEKAPCTBEHHOro npenapata A4naAa
MegnunHCKOro npuMmeHeHunAa C yd4actmem B Kayectse NaumMeHTOB:

1) peTei-cMpoT U geTeit, ocTaBIMXcA 6e3 noneyeHns poautenem;

2) XeHWWH B nepuos 6epeMeHHOCTW, KEHWMH B Nepuos rpygHOro BCKAapMAMBAHMA, 3a
WCK/IIOYEHNEM CNYy4YaeB, eCcM NPOBOAMUTCA KAMHUYECKOE UCC/efoBaHME NeKapCTBEHHOro npenapaTa,
npeaHasHa4YeHHOro ANA YKasaHHbIX KEeHLWMH, NPU YCA0BUN HEOBXOAMMOCTN MoAyYeHUsa MHOOPMaLMM
TO/IbKO BO BPEMA MNPOBEAEHUA COOTBETCTBYIOWIMX KAUMHUYECKMX WCCNeAOBaHUI W MPUHATMA BCex
HEeobXoAMMbIX Mep MO WCK/IOYEHUIO PUCKA HAHECEHWA Bpeda MeHlMHe B nepuos bepemeHHOCTH,
YEHLMHE B Nepnoa rpygHoro BCKapmanBaHus, Naoay uamn pebeHky;

3) BOEHHOCAY)KALWMX, 33 WCKNIOYEHMEM CAyvyaeB MPOBEAEHUA KAUMHMYECKOro MCCaefoBaHuUA
NIeKapCTBEHHOro npenapaTa, chneuuanbHO paspaboTaHHOro ANA MPUMEHEHUSA B YC/I0BUAX BOEHHbIX
OENCTBUIM, 4pe3BblualHbIX CUTyauuii, nNpodUNakKTUKM W fedyeHUsa 3aboneBaHUin U NOParKEeHUN,
MoJlydeHHbIX B  pe3y/bTaTe BO3L4ENCTBMA  HEDNAronpuATHbIX  XMMMUYECKMX, OMONOrnmyeckmx,
paanaLMoHHbIX GaKTopoB. KAMHMYEecKoe uccienoBaHME TAKOrO JIEKAapPCTBEHHOro npenaparta MOXKeT
NpoBOAMTBCA C Y4acCTMEM B  KayecTBe MNAUMEHTOB  BOEHHOCAYXAWMX, 33  WCKAOYEHUEM
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BOEHHOC/Y)KALMX, MNPOXOAALMX BOEHHYIO CAyXOy no npusbiBy, C cobaogeHnem TpeboBaHWUMA,
YCTAHOBNEHHbIX HacToAWMM PeaepasibHbIM 3aKOHOM B OTHOLLEHUU FPaXKAaHCKUX L,

4) coTPYAHMKOB MPaBOOXPaHUTEIbHbIX OPraHOB;

5) v, oTObLIBAKOWMX HaKa3aHMe B MecTax AnleHMsA cBoBOabl, a TakKkKe AuUL, HaxoaAWmMXCa noga,
CTpael B CIeACTBEHHbIX M30/1ATOPaX.

7. [onyckaeTcA npoBefeHue KANMHWYECKOro MCCAeAoBaHUA /IeKapCTBEHHOro npenaparta A
MeAMLMHCKOro NPUMEHEHUA, NpeaHa3HauYeHHOro 41 ieYeHna NCUXnYecknx 3abonesaHuin, c yyactmem
B KayecTBe MNauUMeHTOB UL, C MCUXMYECKUMM 3ab0/eBaHMAMM, MPU3HAHHLIX HeAeecnocobHbIMU B
nopsaKe, yCTaHOB/MIEHHOM 3aKoHOAaTeNbCTBOM Poccuiickon Peaepaumn. KanHnyeckoe nuccnenosaHune
NIeKapCTBEHHOro npenaparta B 3TOM C/ly4Yae NPoBOAMUTCA MPU HANUYMM COracua B MMUCbMeHHON dopme
3aKOHHbIX NpeacTaBMTeein YKasaHHbIX uL.

Ctratba 44. 06aA3aTtenbHoe CTPAaxoBaHME XU3HW, 340POBbA MNALUEHTA, YYACTBYIOLEro B
K/IMHUYECKOM UCCIe80BaHNM NIEKAaPCTBEHHOrO npenapara aAaa MeauuUMHCKOro npMmeHeHus
(8 peq,. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHM3aLI,Mﬂ, nonyymsellan paspeweHne Ha OopraHn3auunio nposegeHna KANHUYEeCKOoro
nccnenoBaHMA NEeKapCTBEHHOrNo npenaparta gna meguumnHCKoro npuMmeHeHuA, obasaHa B KayecTBe
CTpaxoBaTtenAa CTpaxoBaTb PUCK NPUYNHEHUA Bpeaa XU3HK, 340POBbHO MaUMEHTA B pe3ynbraTe
nposeaeHnA  KJIMHUYECKOro wuccnenoBaHmMA  NEKaApCTBEHHOro  npenaparta And  mMmegunumHCKOro
NPUMEHEHUA 3a CBOW cyeT nyTeMm 3aKI14eHnAa orosopa obnAsaTenbHOro CTpaxoBaHuA.

2. O6bekTOomM 065s3aTenbHOro CTpaxoBaHUA ABNAETCA VIMyLLI,eCTBeHHbIVI nHTEPEC nauyneHTa,
CBA3AHHbIN C NPUYNHEHUEM BpELQA €r0 XXU3HU UK 300P0BbIO B pe3yibTaTe npoBegeHnUA KIMHNYECKOro
nccnenoBaHMA NeKapCTtBeEHHOIo npenaparta 4nAa MeanLmMHCKOro npuMmeHeHnA.

3. CTanOBbIM cnydyaem no gorosopy o0b6A3aTeNnbHOro CTpaxoBaHMA ABNAETCA CMEPTb NauneHTa namn
yxyglweHue ero 340poBbA, B TOM HHUC/1E B/IEKYLLEE 3a cobom YCTaHOB/IEHUE UHBAZIMOHOCTU, NPU HATNYNUN
FlpMLIMHHO-CI'Ie,CI,CTBEHHOVI CBA3M MeXAay HactynaieHnmem 3Toro cobbITnA U ydyactmem nauyneHTa B
KIMHNYECKOM nccnegoBaHnm NeKapCTtBeHHOro npenapara.

4, Tp66OBaHMﬂ O BO3MeWweHuUn Bpena, NPUYUHEHHOIO XKU3HU WUAUM 3400POBbHO NAUUEHTA,
npegbvABaAoTCA B Te4YyeHune CpokoB NCKOBOIA AaBHOCTU, YCTAaHOBJ/IEHHbIX rpa*xKa4aHCKMm
3aKOHO4aTEeNbCTBOM.

5. Paamep CTanOBOﬁ BbiNn1aTbl NO 40roBopy obnasaTenbHOro CTpaxXoBaHWMA COCTaBIAET:

1) B C/ly4ae CMepThn nauneHTa gsa MUIJIMOHA py6nei/'1 Ha Ka*Xao0ro naumneHTta, yd4aCctBoBaBLUEro B
KIMHNYECKOM nccnegoBaHnmM NeKapCTtBeHHOro npenapara,

2) Npu yXyAaLeHnn 340p0BbA NaLMeHTa:

a) noBnekwem 3a coboli ycTaHOBAEHME WHBAAUAHOCTM | rpynnbl, OAWH MWAAMOH MNATLCOT ThiCAY
py6nei Ha KaKAoro naumeHTa, y4acTBOBaBLUErO B K/AMHWYECKOM WCCAeA0BaHWW NEKAPCTBEHHOMO
npenapara;

6) nosnekwem 3a coboli ycTaHoBAEHWE MHBaAMZHocTW |l rpynnbl, oAMH MUAAMOH pybnelt Ha
KaXk40ro nauyeHTa, y4acTBOBaBLUEro B KNIMHNUYECKOM UCCAeA0BaHNM IeKapCTBEHHOro Npenapara;

B) noBnekwem 3a coboit ycTaHoBAeHWE MHBanuMaHocTu Il rpynnbl, NATLCOT TbicAY pyb6aeint Ha
KaXk4oro nauyeHTa, y4acTBOBaBLLEro B KNIMHUYECKOM UCCAeA0BaHNM IeKapCTBEHHOro Npenapara;

r) He noBneKLlem 3a co60oi YyCTaHOBNEHUA NHBANNAHOCTM, He Boslee Yem TpMCTa Tbicad pybnelt Ha
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Ka*KAOro naumMeHTa, y4yacTBOBABLUErO B K/JAMHWYECKOM MCC/ef0BaHUM JIEKAapPCTBEHHOro npenapara,
MUCX04S M3 HOPMATMBOB, OTPAXKAOWMX XapaKTep W CTeneHb MOBPEXKAEHMA 340pOBbA, a TaKXke
baKTMYECKM MOHECEHHbIX MaLMEeHTOM PacxodoB, BbI3BAHHbLIX MOBPEXAEHWMEM 340pOBbsA, Ha
MeANUMHCKYIO MOMOLLb, MpUobpeTeHne NeKapcTBEHHbIX MPenapaTos.

(nn. "r" 8 pea. ®eaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuay ¢ 1 nona 2015 roga. - PegepanbHbliii 3akoH o1 22.12.2014 N 429-93.

7. CpoKk porosopa 06s3aTe/IbHOro CTPaxoBaHUA He MOXET BblTb MeHee, YeM CPOK NpoBeaeHun
K/MHUYECKOro 1ccief0BaHMA IeKapCcTBEHHOro npenapara.

8. Ycnosus poroBopa 06A3aTe/IbHOTO CTPAaxoBaHMA, B TOM 4MC/ie CTpaxoBble Tapudbl No
0653aTe/IbHOMY CTPaxoBaHUIO, NepeyeHb HeObX0AMMbIX AOKYMEHTOB A/1A OCYLLECTBAEHUA CTPaxoBOWM
BbIN/AaTbl, MOPALOK YCTAaHOB/IEHUS CTpaxoBaTeseM WHAMBUAYANbHOIO WAEHTUPUKALMOHHOIO Koaa
nauMeHTa, NopsaAoK MHPOPMMPOBAHUA CTPAXOBaTE/IEM CTPAXOBLLMKA O MPUBAEYEHHbBIX K KIUHUYECKOMY
NCCNea0BaHUI0 JIEKAPCTBEHHOro npenapata A4 MegMUMHCKOro MPUMEHEHUs naumMeHTax, nopsaok
ynnaTbl CTPAXOBOW NPEMUK, NOPALOK peannsauumn onpeaeneHHbix Hactoawmm PegepanbHbiM 3aKOHOM
n apyrummn denepanbHbiMM 3aKOHaMKM MpaB M 0b6A3aHHOCTEN CTOPOH MO AoroBopy 06a3aTesibHOro
CTPaxoBaHMA, a TaKXKe HOPMATUBbI, OTPaKaloliMe XapaKTep W CTeneHb NOBPEXAEHWA 340PO0BbS,
yCTaHaB/AMBAOTCA TUNOBbLIMW NPaBUaaMmn 0653aTeNIbHOIo CTPaxoBaHMUA.

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

9.B cny4dae npuYnHeHnAa speaa Xn3HM naymneHTa, y4actBoBaBLlIEro B K/IMHNYECKOM UccnegoBaHnmn
NeKapCTBEHHOro npenapara, Bbll’O,El,OﬂpVIOGpeTaTenFlMVI no Aorosopy obnasaTenbHOro CTpaxoBaHuUA
ABNIAKOTCA TrpaxXgaHe, Mmmerwuwme npaso Ha BO3MelleHWMEe Bpeda B Cyd4ae CMEPTU KopmMmu/ibua B
COOTBETCTBUU C TPaXA4aHCKMM 3aKOHOAATE/IbCTBOM, NPUN OTCYTCTBUU TAKUX TPpaxKaaH - poanUTeENN, CYynpyr,
AeTn ymepuwero nauueHTa, ydyacrtBoBaBWeEro B KAMHUYECKOM MCCeaoBaHWM  /1€eKapCTBEHHOIO
npenaparta, B Ciayd4ae CMepTn nauueHTa, ydacrtBoBaBwero B KAMHUYECKOM UCCnenoBaHun
NEeKapCTBEHHOro npenapara U He MMmeBLlero CaMoCToATE/IbHOIo A0XoA4a, - rpaxgaHe, Ha UXaAnBeHun
KOTOpbIX OH Haxoawunca, B OTHOWEHWMUM BO3MeELWEHNA pacxoaoB Ha norpe6eHme naymneHTa,
y4acTBOBaBLWEro B KIMHNYECKOM UCCNegoBaHNN NEKAPCTBEHHOroO npenapara, - IMUOo, NoHecwee Takne
pacxoabl.

10. CTanOBaﬂ BbiMN/21aTa B CYET BO3MeWleHUA Bpeda, NPUYUHEHHOIo WU3HU NalMeHTa,
y4yacTBOBaBWEro B KIMHNYECKOM UCCeA0BaHUN NEKAPCTBEHHOIO npenaparta, pacnpegenaetca mexay
Bbll’O,D,OﬂpMOGpETaTEIIﬂMVI nponopunoHaabHO X KONNMYECTBY B PaBHbIX 40NAX.

11. Mpy HacTynneHun CTPaxoBOro CayyvyaAa MauueHT, yHaCTBOBaBLUMVI B K/IMHUYECKOM
nccnegoBaHnn NNEKapPCTBEHHOIO npenaparta, BbIFOLI,OI'IpMO6pETaTEJ'Ib Bnpase npeaobABUTb
HenocpeAacCTBEHHO CTPaxXoBLUKY Tpe6OBaHMe O BO3meuWweHnn Nnpu4nHEHHOro speaa. CTanOBaﬂ BblnnaTta
OCyLlecTBnAeTCA CTpaxOoBWHMKOM B TedeHue Tpunauatu p,Heﬁ CO OHA npeacrtaBneHuA HEO6XOAMMbIX
OOKYMeHTOoB. [lauueHT, y‘-IaCTBOBaBLLIMﬁ B KAIMHUYECKOM UCCnenoBaHUU NEKAPCTBEHHOIO npenapara,
nnn BbII'O,D,OI'IpMO6peTaTe}'Ib 0b6A3aH COO6IJJ,MTb CTPaxoBLWKKY ONA OCyWeCTBEHUA CTanOBOVI BblINaTbl
MHAMBMAyaﬂbeIVI MAeHTMd)MKaLJ,MOHHbII‘a KoA4 nauuneHTa, yCTaHOBﬂeHHbIVI CTpaxoBatenem B
COOTBETCTBUU C TUNOBbLIMU NMPaBu1amMmu obA3aTenbHOro CTpaxoBaHWA.

12. [Jo nonHoro onpegeneHna pasmepa nogaexalero BO3MELWEHUIO Bpeda CTPaxoBLMK MO
3aAB/IEHUNIO NaUMeHTa, y4aCTBOBaBLWIEro B KAMHUYECKOM UCCNeNOBaHUKM NEeKapPCTBEHHOrNo npenapara,
nnn - 3aABNEHUIO BbIFO,CI,OI'IpVIO6peTaTe/'IFI Bnpase OCywWwectBUTb 4YacCTb CTanOBOVI BbINAaThl,
COOTBETCTBYHOLLYIO d)aKTMLIeCKM onpe,a,eneHHoﬁ 4acTn NpUYNHEHHOIO Bpeaa.

13. CTanOBaFI BbiN/1aTa B COOTBETCTBUM C O0OroBOpom 0b6A3aTeNIbHOro CTpaxXxoBaHUA
OCyLlecTBnAeTca He3aBNCMMO OT BbINAaT, NPUYNUTAOWMNXCA NO APYTMM BUOAM CTPaxXoBaHUA.

14. He ponycKaeTcA yyacTMe nMauMeHTa B MNPOBEAEHMM KAMHUMYECKOro uccnegoBaHuA
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NleKapCTBEHHOro npenapara npu OTCYTCTBUM A0roBopa 0643aTe/IbHOro CTPaxoBaHUA.

15. KOHTpO/Ib 33 WUCNOJIHEHMEM OpraHuM3auunen, MoayuuBlLElN paspelleHMe Ha OopraHusauumio
npoBeAeHNA  KAMHUYECKOrO UCC/eA0BaHMA  NEKAPCTBEHHOro npenapata  A4An8  MegUUMHCKOro
NPMMEHEHWUs, YCTAaHOBNEHHOW HaCTOAWEN cTaTbelt 06A3aHHOCTM NO 06s3aTesibHOMY CTPaxoBaHUIO
KU3HK, 300pOBbA NaLMeHTa, y4acTBylolwero (y4yacTBoBaBWEro) B K/AMHUYECKOM WCCAeLO0BaHUU
JIeKApCTBEHHOrO  MNpenapaTta,  OCYLEeCTBAAETCA  YNOJHOMOYEHHbIM  defepanbHbiM  OpPraHoMm
WUCNONIHUTENIbHOM BAIAaCTM, Bbl4ABLUMM pa3pelieHMe Ha NpoBefeHME KAMHUYECKUX WCCNeLO0BaHWUM
JIeKaPCTBEHHbIX NPenapaToB A4NA MeANLUNHCKOro NPUMEHEHMSA.

Fnasa 8. NIPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CrartbA 45. Npoun3BoACcTBO NEeKAPCTBEHHbIX CPeACTB

1. MNpoun3BOACTBO /NIEKAPCTBEHHbLIX CPEACTB AOJ/IKHO COOTBETCTBOBATb TpebOBaHWMSAM NpaBun
Hagne)kalleh NpoM3BOACTBEHHON MPAKTUKK, YTBEPHKAEHHbIM YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCNOAHUTENbHOM BRacTU. OCObEeHHOCTU nepexona NPOM3BOACTBA OTAE/bHbIX IEKAPCTBEHHbIX
CPeacTB K MX NPOM3BOACTBY B COOTBETCTBUM C TPeHOOBaHMAMM NPABUA HagNeXKallel NPOoM3BOACTBEHHOM
NPaKTUKN ycTaHaBamBatoTcA [MpasButenbctBom Poccuiickon @Pegepaumn. Bbigaya 3aKnoyeHWin o
COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUa  Haa/exKallen
NPOW3BOACTBEHHOM MPAKTUKM OCYLLECTBAAETCS NO pe3y/nbTaTaM MHCNEKTUPOBAHUA Npou3BoguTeNei
NIeKaApCTBEHHbIX CpeacTB B MopAgKe, ycTaHoBAeHHOM [lpaBuTenbctBom Poccuiickon ®Pepepaumu.
Pasmep nnatbl 3a Bblgayy 3aKAOYEHMA O COOTBETCTBUMM NPOM3BOAMTENA JIEKAPCTBEHHbLIX CPEeACTB
TpeboBaHMAM NpPaBUA Hag/exKalen NPoM3BOACTBEHHON NMPAKTUKKU ycTaHaBaMBaeTca [paBUTENbCTBOM
Poccuiickonn ®epepaunn. MNopagoKk opraHM3auMM U NPOBEAEHUA MHCNEKTMPOBAHWUA Npou3BoguTenel
NIeKApPCTBEHHbIX CPEACTB HA COOTBETCTBME TPebOOBAHWAM MpPaBUN Hag/exKaleld NpPou3BOACTBEHHOWN
NPaKTUKKN ycTaHaBamBaeTca MNpasutenbcteom Poccuiickot Pegepaunu.

(B pea. PepepanbHbix 3aKkoHOB OT 25.06.2012 N 93-d3, oT 22.10.2014 N 313-$3, or 22.12.2014 N 429-
®3)

2. Tpou3BOACTBO NEKAPCTBEHHbIX CcpeacTs B Poccuiickoit ®depepaumm  ocylLecTBAAETCA
NPOW3BOAUTENAMMN NEKAPCTBEHHbLIX CPEACTB, UMEKOLWMMU NLEH3UIO HA NPOU3BOACTBO IEKAPCTBEHHbIX
cpeacts. MNoaTteeprKAeHME COOTBETCTBUA /MLEH3MATA MpaBuMIamM Hagaexalwen npou3BOACTBEHHOWN
NPaKTUKN OCYLLECTBAAETCA B PaMKax JIMLEH3MOHHOIO KOHTPOAS B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickon deaepaumm ¢ yueTtom ocobeHHOCTEN, YKasaHHbIX B 4aCTU 1 HacToALLEN CTaTbU.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, 01 22.12.2014 N 429-93)

3. Mpon3BoOACTBO /NIEKAapPCTBEHHbIX CPeacTB OcylecTBnaeTca ¢ COGHI‘OAEHMGM Tpe6OBaHMﬁ
NPOMbIWNEHHOIO pernameHTa, KOTOprﬁ yTBEPHKAAETCA pyroBoaguUTeENnEM npounssoaunTena
NeKapCTBEHHbIX CPeaAcCTB N BK/IKOYAET B cebsn nepeyeHb NCNoJsiblyembix d)apMaLl,eBTVIHeCKVIX Cy6CTaHLI,Mf;I
M BCNOMOraTe/IbHbIX BELWECTB C YKa3aHMEM KOJIMYHECTBA Ka*XA0ro M3 HUX, AaHHble 06 ncnosibsyemom
060pYﬂ,OBaHMM, onncaHme TEXHO/IONM4YEeCKoro npouecca M METoAO0B KOHTPO/ZA Ha BCEX 3Tanax
npon3BoACTBa IEKAPCTBEHHbIX CPEACTB.

4. Mpw NpoU3BOACTBE NEKAPCTBEHHbIX CPEACTB MCMO/b3YOTCA dapmaLeBTUYECKME CyOCTaHLMM,
CBEAEHUSA O KOTOPbIX COAEP!KATCA B rOCYAAPCTBEHHOM peEecTpe JIeKApCTBEHHbIX CPeacTB, 3a
UCKAtoYeHWeM (apMaLLeBTUYECKUX CyOCTaHLMIA, MPOU3BOAMMbBIX ANA MPOBEAEHUA  KAMHUYECKUX
nccneaoBaHun U gns akcnopTa. K npoueccy nponssoactTsa ¢papmaLLeBTUYECKON CyOCTaHUMM OTHOCATCA
nobble  cTaguM  TEXHONOTMYECKOro Mpouecca, MO3BOAAOWME MOAYYMTb TOTOBbIA  MPOAYKT,
COOTBETCTBYOWMIN TpeboBaHMAM dapMaKkonemHON cTaTbM, B TOM uucie depmeHTauma, SKCTpaKums,
OYUCTKa, BblaeNeHWe, NePEKPUCTANIN3ALMA, BbICYLUMBAHNE, U3MeNbYeHNe. B ciyyae HeobxoanmmocTu
MCNONb30BaHUA 3TUIOBOFO CNMPTA, B TOM 4Yucine papmaueBTUYECKOM cybCTaHUMM cnvpTa 3TMAOBOTO
(3TaHONa), npu nNpom3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe Aenctsytowero v (uam)
BCMOMOraTe/IbHOrO BELLECTBA, @ TaKXKe B MHbIX TEXHOMOMMYECKMX LLeNsx A0KHA ObiTb MCMONb30BaHa
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TONbKO hapMalleBTMUEecKana CybcTaHLMA cnMpTa 3TUA0BOrO (3TaHoN).
(8 pen. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-®3, o1 27.12.2019 N 481-
®3)

4.1. lMepeyeHb NEKAPCTBEHHbIX MNpenapaTtoB A9 MeAULMHCKOro NpUMEHeHUA, B OTHOLWEHWUU
KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K 0O6beMy Tapbl, YNAKOBKE WM KOMMIEKTHOCTWU, MepevyeHb
JIEKApPCTBEHHbIX MNpenapaToB A/NA  BETEPUHAPHOrO MNPUMMEHEHMA, B  OTHOLWEHUMW  KOTOPbIX
yCTaHaB/MBaloTcs TpeboBaHMsA K obbemMy Tapbl, a Takke TpeboBaHMA K obbemy Tapbl, ynakoBke W
KOMMIEKTHOCTU IEKAPCTBEHHbIX MNPENapaToB A8 MeAUUMHCKOro npumeHeHus, TpeboBaHusa K obbemy
Tapbl  JIEKAPCTBEHHbIX  Mpenapatos  Aas BETEPUHAPHOrO NpUMeEHeHuA onpegenaoTca
COOTBETCTBYIOLWMMMN  YNOJHOMOYEHHbIMW  defepanbHbIMM  OpraHaMn  UCMOIHUTENIbHOM  BAAcTU B
nopazke, yctaHoBieHHoM lNpasuTenbctBom Poccuiickon dPepepaumu.

(yactb 4.1 B pea. GenepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHusaumn, OCyLLecTBAAOWME MNPOU3BOACTBO dapmMaLeBTMYEeCKON cybcTaHUMK cnmpTa
aTMN0BOro (3TaHoMa) ANA MPOM3BOACTBA CMUMPTOCOAEPMKALLUMX JIEKAPCTBEHHbIX NMpenapaTtoB, 06A3aHbl
OCYLLECTBAATL YYET B NOPALKE, YCTAHOBAEHHOM CcTaTbaAMU 8 N 14 denepanbHOro 3akoHa oT 22 HoAbps
1995 roga N 171-®3 "O rocyaapcTBEHHOM perysimpoBaH1Mm Npon3BoACTBa M 060poTa 3TUAOBOrO CNUPTA,
aNIKOTONIbHOM W cnupTocoAep)Kallen npoayKuun u o6 orpaHudyeHun noTpebneHua (pacnutus)
afikoronbHoOM Npoaykuumn'. NMponssoacTso papmaLeBTUYECKON CybCTaHLUMKM CNUpPTa 3TUA0BOrO (3TaHoa)
[ONYCKaeTcA TONbKO OpraHusaumen, oCyLLecTBAAOWEN NPOM3BOACTBO PEKTUPUKOBAHHOIO 3TUIOBOrO
CNMPTa M3 MULLEBOTO CbipbA Ha OCHOBAHMM JIMLEH3MM HA NPOWU3BOACTBO 3TUNOBOrO CnMpTa ANA
npoussoacTea ¢apmaLeBTUYECKOW CcybCcTaHUMM CnupTa 3TMAOBOrO (3TaHO/MA) B COOTBETCTBUM C
TpeboBaHMaMKN DegepanbHOro 3akoHa OT 22 Hoabps 1995 roga N 171-®3 "O rocynapCTBEHHOM
perynMpoBaHUM NpousBoAcTBa M obopoTa 3TUNOBOrO CNMPTA, AJIKOFOAbHOM U CMMPTOCOLEPIKALLEN
npoayKuMn M 06 orpaHuYeHuM notpebneHus (pacnuTus) ankorosbHOW NpoayKuMn', meTogom
pa3BeneHus BoAoN OYMLLEHHOW TAaKOro 3TUAIOBOMO CNMPTa, NPOU3BEAEHHOIO AaHHOM opraHu3auuen no
MeCTy OCyLLeCTBAEHMA NPOM3BOACTBA papmaL,eBTUYECKOM cybCcTaHLMM CNMPTA 3TUA0BOTO (3TaHONA).
(4acTb 4.2 BBegeHa PegepanbHbiMm 3akoHoM oT 03.07.2016 N 261-93; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. NupgmnsmayanbHble NpegnpuHUMATENN U HOPUANYECKME NLA, OCYLLECTBAAIOWME 3aKYMNKy M
MCNONb30BaHWE papMaLLeBTUYECKOW CybCTaHUMM CNMPTA 3TUOBOTO (3TaHONA), @ TaKKe NPOM3BOACTBO,
usrotoneHne u (nam) obopoT (3a WCKAOYEHMEM PO3HUYHOW MPOAAXKM) CNMPTOCOAEPHKALLMX
NIeKapCTBEHHbIX NpenapaTtoB, 06A3aHbl OCYWECTBAATb MX Y4eT M [eKNapupoBaHMe B MOPALKE,
YyCTaHOBNEHHOM cTaTbaMW 8 u 14 depepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-93 "O
rocyapCTBEHHOM pPEeryiMpoBaHWMM MPOM3BOACTBA M 0060OPOTA 3TMAOBOrO CNUPTA, ANKOrONbHON W
cnupTocodeprawen npoaykuunm u  ob  orpaHuyeHum notpebneHua (pacnuTuva) aNKoOronbHOM
npoaykumn".

(4acTb 4.3 BBeaeHa PeaepanbHbiM 3aKoHOM oT 29.07.2017 N 278-93)

4.4, Tlpy nNpou3BOACTBE JIEKAPCTBEHHbLIX MPenapaToB AAA BeTEPUHAPHOTO MNPUMEHEHUA
[OMNYCKaeTca WUCMNO/Ib30BaHWE MNPOU3BEAEHHbIX A1A peanu3aummn  dapmaLeBTUHECKUX cybcTaHumi,
BKJ/IIOYEHHbIX B FOCYAAPCTBEHHbIN PEecTp /IEKAPCTBEHHbIX CPEACTB YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM  UCMNONHMWTENIbHOM  BNACTW, OCYLLECTBAAKOWMM BeAeHMe T[oCcyAapCTBEHHOro peecTpa
NIeKAPCTBEHHbIX CPeACTB A/1A MeULIMHCKOTo NPUMEHEHMA.

(4acTb 4.4 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 02.08.2019 N 297-93)

5. 3anpewaeTca Npou3BOACTBO:

1) NneKapCTBEHHbIX CPEACTB, HE BK/OYEHHbIX B FOCYAapCTBEHHDbIN PEECTP NeKapCTBEHHbIX CPeACTB,
33 MCK/AIOYEHMEM NIeKapCTBEHHbIX CPEACTB, MPOM3BOAMMbBIX AOAA MNPOBEAEHUA  KAUMHUYECKUX
nccneaoBaHUii U AN SKCNOPTa;

2) banbCcnPUUMPOBAHHbIX NEKAPCTBEHHbIX CPEACTB;
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3) nekapcrBeHHbIX cpeacTs 6e3 NLEH3MM Ha MPOU3BOACTBO IEKAPCTBEHHbIX CPE/CTB;

4) NeKapCTBEHHbIX CPEACTB C HapyleHWem npaBuA OpraHM3aLMu MPOM3BOACTBA M KOHTPOASA
KayecTBa /IeKapCTBEHHbIX CPeACTB;

5) yTpaTtun cuny. - deaepanbHbiii 3aKkoH oT 27.12.2019 N 481-P3;

6) cnupTocoaeprKalmMxX JeKapCTBEHHbIX MpernapaToB Mo MecCTy OCYLLEeCTBJeHUA MPOoM3BOACTBA
dapmaLeBTMYECKOWM CcybCTaHUMM CcnnpTa 3TUAOBOrO (3TaHona) u (MaM) No MecTy oOcylLLecTBaAeHUs
npo13BOACTBA 3TU/IOBOrO CNNPTa;

(n. 6 BBeaeH deaepanbHbim 3aKOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTUYECKOW CybCTaHUMM CnMpTa STUIOBOrO (3TaHonNa) M (MAu) cnupTocoaepKawmx
JIeKApCTBEHHbIX MpPenapaToB Ha OCHOBHOM TexHO/MOrM4yeckom obopyaoBaHUM ANA NPOU3BOACTBA
3TUNI0BOrO CNMPTA, YKazaHHOM B nyHKTe 1.1 ctatbu 14.1 PepepanbHOro 3akoHa ot 22 HoAbpaA 1995 roaa
N 171-®3 "O rocypapcTBEHHOM pPery/JMpoBaHUM NpPomM3BOAcCTBA M obopoTa 3TUIOBOrO CRAMPTa,
a/IKOTO/IbHOM U CNMPTOCOAEp)Kalleld npoayKuMM M 06 orpaHudeHun noTtpebneHuna (pacnutus)
aNKorosibHOM NpoayKLumn".

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

6. MNpu BBOAE NEKAPCTBEHHbIX CPEACTB B TPaXAaHCKM 060pPOT YNONHOMOYEHHOE /NLO
Npoun3BOAUTENN NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBUA SIEKAaPCTBEHHbIX
cpeacTB TpeboBaHWAM, YCTaHOBAEHHbIM MPU UX FOCYAAPCTBEHHON perucTpaumu, U rapaHTMpyeT, 4YTo
NleKapCTBEHHble cpeacTBa NPou3BeAeHbl B COOTBETCTBUM C TpeboBaHMAMM NpaBua HaanerKallen
NpPOun3BOACTBEHHOM NPaKTUKMN.

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

7. YNO/IHOMOYEHHbIM INLOM NPOM3BOAMUTENA IEKAPCTBEHHbIX CPEACTB ABASETCA ero pPaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YMOJHOMOYEHHbIM defepasibHbiM OPraHOM UCNOJHUTENbHOW BAACTU
nopsaKe U MMerLnin cTaxk paboTbl He MeHee Yem NATb JIeT B 061acTU NPou3BoACTBa M (MAK) KOHTPOAA
KauecTBa JIEKAapCTBEHHbIX CPEACTB, Bbicllee 06pasoBaHWE COOTBETCTBEHHO MO OAHOM U3
cneumwanbHoctelr u  (MAK) ogHOMY M3  HanpaBAeHMA MNOAFOTOBKM: 6uonorus, 6uoTexHonorus,
BETEPUHApUA, BETEPUHAPHO-CAHUTApPHAA 3KCMepTU3a, K/AWMHMYECKas MeguuMHA, paanaunoHHas,
XMMMyeckan u buonoruyeckas 3awmta, dapmaums, dyHoamMeHTanbHas MeguuMHa, XMMUYecKas
TEXHONOMUA, XUMMUS.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-d3, o1 02.08.2019 N 297-d3)

8. MNpoun3BoauTeNnn NeKapcTBEHHbIX CPeacTB (3a UCKAoYeHMem dapmMaueBTUYecKon cybcTaHuum
CNMpTa 3TUNOBOrO (3TaHOMA) MOTYT OCYLLLECTBAATb MPOAAXKY SIEKAaPCTBEHHBIX CPeACTB UM NepeaaBaTb UX
B YCTaHOB/IEHHOM 3aKoHO4aTeNbcTBOM Poccuiickon Peaepaumm nopagke:

(8 pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYrMmM nponssoanTenam NeKapCTBeHHbIX CpeacTs ANA NPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB,
2) OopraHun3aumam onToBOM TOPros/in NeKapCTBeHHbIMU CpeaACTBaMMU,

3) anTe4YHbIM OpraHuMsaunAm, BEeTEPUHAPHbIM anTe4YHbIM OpraHunsaumam, WUHAUBUAYA/IbHbIM
npegnpuHnmaTtenam, MMmerwmm AnMUeH3U0 Ha d)apMaLI,EBTM‘-IECKyIO AeATenbHOCTb UAN NNUEH3UIKO Ha
MeOgNUNHCKYIO OeATEe/IbHOCTb;,

4) Hay4YHO-UccnegoBatTe/IbCKMM OpraHn3saumnam anA HaquO-MCCJ'IEAOBaTEJ'IbCKOﬁ pa6OTbI,'
5) MegNUNHCKMM OpraHn3aumnam 1 BeTepmHapHbIM OPraHnU3aunAMm,

6) OopraHn3aumam n mHAMBUAYyalbHbIM nNpeanpuHMMmaTenam, OCyLleCTBAAWMM pa3BeaeHue,
BblpallinBaHMe U coaepxaHne MXUBOTHbIX (3a UCKNKOYeHnem npoaaxXn wum d)apMaLl,eBTMLIECKMX
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cybCcTaHUMA UAK UX Nepeaaun).
(n. 6 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. MpowussoauTenu dapmaleBTUYECKOW cybcTaHUUKM cnupTa 3TUMA0BOro (3TaHosa) o06A3aHbI
OCYyLLEeCTBAATL peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHOZaTenbcTBOM Poccuiickoit depepaymm
nopsaaxke) dapmaueBTMyecko cybcTaHUMM  cnupTa 3TUAOBOro  (3TaHona) NPOU3BOAUTENSAM
NIeKApCTBEHHbIX  CPeACTB  A/A  MPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeACTB,  NPOM3BOAUTENAM
(n3rotoBUTENAM) MEANLMHCKUX U3AeNNIA AN NPOU3BOACTBA U U3FOTOBIEHMA MEAMULIMHCKMX N3Aennin B
eMKoCTAX obbemom He 6onee 1 antpa u (Maun) He meHee 1000 NMTPOB, a OPraHM3aLUAM, YKa3aHHbIM B
nyHKTax 3 - 5 4yacTn 8 HacToALLen cTaTbk, B Tape ob6bemom He 6onee 1 anTpa.

(4actb 9 BBegeHa deaepanbHbiM 3akoHOM oT 29.07.2017 N 278-93; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-93)

10. Peanusauma (nepegadya B YCTaHOB/NEHHOM 3aKoHoZaTenbcTBOM Poccuitckont depepaumm
nopagke) dapmauesTUYeckon cybcTaHUMM CnUpTa 3TUAOBOrO (3TaHONA) OpraHM3auMsam ONTOBOW
TOProB/IM IEKAPCTBEHHbIMW CPEACTBAMMU He A0MNYyCKaeTCA.

(4acTb 10 BBeaeHa PenepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3KkM dapmaL,eBTUYECKOM CYBCTaHLMM CNMPTa 3TUNOBOTO (3TaHO/A) OCYLLECTBAAIOTCA C
cobnopgeHnem TpeboBaHMUI, yCTaHOBNEHHbIX ab3auem yYeTBepTbiM MyHKTa 3 cTaTbM 9 PepepanbHOro
3aKoHa oT 22 Hosbpa 1995 roga N 171-®3 "O rocypapcTBEHHOM pPeryiMpoBaHUM MPOU3BOACTBA M
060poTa 3TMNIOBOrO CNMPTA, a/JIKOTOJIbHOW M CNMPTOCOAEPHKALEN MNPOAYKUMM M 06 OrpaHUYeHuu
notpebieHus (pacnuTna) ankorosbHOM NpoayKumnn'.

(4actb 11 BBegeHa PenepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

CratbAa 46. MapKMpOBKa N1EeKapPCTBEHHbIX CPeACTB

1. HEKapCTBeHHbIe npenaparbl, 3a UCKAKOYEHUEM NEKAPCTBEHHbLIX MPENapaToB, U3roToOBJIEHHbIX
anTe€4YHbIMMU  OpraHun3aunamm, BETEPUHAPHBIMU aANTEYHbIMU OpraHn3aumnamn, UHAUBUAYAJ/IbHbIMU
npegnpuHnmartenamm, uwMernwmmmn nNULEH3NKD Ha d)apMaLI,EBTMLIECKYPO AeATenbHOCTb, AO0J/1XKHbI
nocTynaTtb B 06pau.|,eHme, ecnun:

1) Ha wuX nepBUYHOM YMaKOBKe (3a MCK/AOYEHMEM MNEPBUYHOM YMNAKOBKU JIEKAPCTBEHHbIX
pPacTUTENbHbIX NPENAPATOB) XOPOLIO YMTAaEMbIM WPUHTOM Ha PYCCKOM A3blKE YKa3aHbl HAMMeHOBaHMWe
NleKapCTBEHHOro npenapata (MeXAyHapoAHOe HenaTeHTOBaHHOE, WAW  TPYNNUMPOBOYHOE, WU
XMMUYECKOE, AN TOProBOe HaMMEHOBAHME), HOMEpP Cepun, AaTta BbiNycKa (419 UMMYHOBMONOrMYECKMX
NIeKapCTBEHHbIX MPEnapaToB), CPOK FOAHOCTU, A03UPOBKA MM KOHLEHTPaumsa, obbem, aKTMBHOCTb B
eaMHMLax AeNCTBUA UM KOIMYECTBO 403;

(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)

2) Ha ux BTOPUYHOM (NOTPEBUTENBCKOM) YNAKOBKE XOPOLWIO YMTaemMbiM WPUPTOM Ha PyCcCKOm
A3blKe YKa3aHbl HAUMEHOBaHWE NIEKapPCTBEHHOrO npenapaTa (MexayHapoaHoe HenaTeHTOBAHHOE, UK
rPynnMpoBOYHOE, WAM XMMUYECKOE W TOProBOE HAWMMEHOBaHWSA), HAMMEHOBaHME NpPoOU3BOAMUTENA
NIeKapCTBEHHOrO Npenaparta, HOMep cepun, AaTa BbiNycKa (419 MMMYHOOMONOTMYECKUX NEKAPCTBEHHbIX
npenapaTtoB), HOMep PEerncTPaLMoHHOro YAOCTOBEPEHUA, CPOK FOAHOCTM, CMOCOO NpPUMEHEHMUS,
[03MPOBKA UM KOHLEHTpauus, obbem, akTMBHOCTb B eAMHULAX AeNCTBUA ANBO KOAMYEeCcTBO 403 B
ynaKoBKe, nekapcTBeHHaA Gopma, yCI0BMA OTMNYCKA, YCI0BUA XPaHEHUA, NpeaynpeanTesibHble Hagnucu.
(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)

2. dapmaueBTUYECKME CyBCTaHUMM AO/MKHbI MOCTyNaTb B O6palleHne, ecianm Ha UX NepBUYHOWM
YNakoBKE XOPOLIO YMTaeMbiM  LWIPUGTOM HA  PYCCKOM  fA3blKe  yKasaHbl HaMMeHOBaHWe
dapmaueBTUYECKon cybCcTaHUMKM (MeXAyHapodHOe HenaTeHTOBaHHOe, WAW TPYMNMNMPOBOYHOE, WAU
XMMWYECKOE W TOProBoe HaMMEHOBAHMUA), HaMMeHOBaHMe npousBoguTens dapmaLeBTUYeCcKon
cybcTaHUMKM, HOMEpP CEepUM WM AaTa M3rOTOB/IEHWMA, KONMYECTBO B YMaKOBKE U eAMHWLbI M3MepeHun
KO/IMYECTBa, CPOK rOAHOCTUN M YCAOBUA XPaHEHUA.
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(B peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

3. JleKapCTBeHHble CPeACTBa B KayecTBe CbIBOPOTOK AO/KHbI MocTynate B obpalieHue c
yKa3aHMeM ¥MBOTHOIO, U3 KPOBMU, MNa3mMbl KPOBM, OPraHOB 1 TKaHEN KOTOPOro OHM NOJTyHEHbI.

4. Ha BTOpPUYHYIO (MOTPebUTEeNbCKYH0) YNAKOBKY IEKAPCTBEHHbIX CPEACTB, NOYYEHHbIX U3 KPOBM,
NnAasmbl KPOBW, OPraHOB U TKAHE YeNoBeKa, A0MKHA HAaHOCUTbCA Haanuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEPXHOCTHbIM aHTUTEH BMpYyca renatuta B otcytcreytoT".

5. Ha nepBuYHYIO YNaKoBKY M BTOPUYHYIO (MOTPebMTENbCKYI0) YNakoBKy pagmodapmaLieBTUYEeCcKUX
NNeKapCTBEHHbIX CPEACTB A0/IKEH HAHOCUTBLCA 3HAK PaANaLMOHHOM OMacHOCTH.

6. Ha BTOpUYHYIO (NOTPEBUTENbCKYIO) YNAaKOBKY FTOMeOoNnaTUYECKUX JIeKapCTBEHHbIX NpenapaTos
OO0/XKHa HAHOCUTbLCA Haanuck: "TomeonaTnyecknin'.

7. Ha BTOpUYHYIO (NOTPebuUTeNbCKYo) YMNAKOBKY NEKAapPCTBEHHbIX PaCTUTE/IbHbIX MpenapaToB
O0/KHA HAHOCUTbCA Haanucb: "MpoayKLMA NpoLwna pagnaLMoHHbIA KOHTPOAL" .

8. Ha nepBUYHYIO YNaKOBKY (€can AN 3TOro CyLecTByeT TEXHUYECKan BO3MOXKHOCTb) U BTOPUYHYIO
(noTpebuTenbcKyto) yNaKOBKY J/IeKapCTBEHHbIX MpenapaTtos, npegHasHayYeHHbIX AN KAMHUYECKMX
nccneaoBaHUm, A0MKHA HAHOCUTBLCA Haanueb: "Ana KAMHUYECKUX nccienosaHnin",

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

9. ¥Ynakoska NEeKapCTBEHHbIX Cpeancrts, npeagHas3Ha4Ye€HHbIX WUCKAKYUTENIbBHO 414 3KCNOopTa,
MapKnpyeTca B COOTBETCTBUMN C Tp66OBaHWr'IMM CTPaHbl-MMnNopTEpa.

10. Ha TpaHCnopTHylO Tapy, KOTOpas He npegHasHayeHa gaa notpebuTenei M B KOTOpylo
NOMELLEHO J/IeKapCTBEHHOE CPEeACTBO, AO/MKHA HAHOCUTLCA MHPOPMaLMSA O HaMMEHOBaHUM, cepuu
NNeKapCTBEHHOIO CPeACTBa, AaTe BbIMYCKA, KO/MYECTBE BTOPUYHBLIX (NOTPEOUTENbCKMX) YMaKOBOK
NIeKapCTBEHHOTO CPeACTBa, NPON3BOANTENE IEKAPCTBEHHOIO CPEACTBa C YKa3aHMEM HaMMeHOBaHUA U
MECTOHaXOKAeHUA NPOoM3BOAUTENA JIEKAapPCTBEHHOIO CpeacTBa (agpec, B TOM uyucae CTpaHa v (uam)
MeCTO NPON3BOACTBA IEKAPCTBEHHONO CPEACTBA), @ TAKKE O CPOKe roAHOCTU JIeKapCTBEHHOro CpeacTBa
M 06 yCnoBMAX €ro XpaHeHWs M NepeBO3KW, Heobxoaumblie npeaynpeauTesbHble Hagnucu U
MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBMYHYIO YNAKOBKY M BTOPUYHYIO (NOTPEBUTENbCKYIO) YNAaKOBKY NEKAPCTBEHHbIX CPeacTB
AN BETEPUMHAPHOTO NPUMEHEHUA S0MKHA HAaHOCUTbCA Hagnuck: "[na BeTepMHAPHOro NnpumeHeHua".

12. Ha BTOpUYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAaPCTBEHHOrO npenapaTa HaHoOCUTCA
LUTPMXOBOW KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIUIO U BbIBO3 IEKAPCTBEHHbIX CPEACTB
U3 POCCUUCKOMN ®EAEPALIUMU
(8 pen. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 47. NopAAoOK BBO3a JIeKAapPCTBEHHbIX cpeacTB B Poccuiickyio depepaumio U BbiBO3a
NeKapCcTBeHHbIX cpeacTB u3 Poccuiickon Pepepauumn
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 neKapcTBEHHbIX cpeAacTB B Poccuiickyio dPepepaumio OCyLWECTBAAETCA B Nopagke,
ycTaHoBneHHoM [paBuTenbctBom Poccuiickot depepaumum, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOAaTeNIbcTBOM TaMOXEHHOro coto3a B pamkax EBpA3IC (ganee - TamMoXKeHHbI coto3) U (uau)
3aKoHOAaTeNbcTBOM Poccuiickoit degepaumnmn o TaMOXKEHHOM Aene.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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KoHcynbTaHTlAOC: NpumeyaHue.

Poccuiickum  npousBoaUTENAM /IEKAPCTBEHHbIX CPEACTB  ANA BETEPUMHAPHOro MNPUMEHEHMUA
pa3speweHo po 01.09.2023 BBO3UTb dapmaueBTUYEecKMe cybCTaHUMM ANA  BETEPUHAPHOTO
NPUMEHEHWA, HEe BHECEHHble B peecTp, Ha Tepputopuio PP B yBepgomuTenbHOmM nopAake AnA
NPOM3BOACTBA 3aPErnMCTPUPOBAHHbIX JIEKAPCTB.

2. Bo3sumble B Poccuiickyto ®Pepepaumio NeKapcTBEHHbIE CPeAcTBa A0/IKHbI COAEepXKaTbCs B
rocy4apCTBEHHOM peecTpe JIeKapCTBEHHbIX CPeacTs.
(B peq,. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 27.12.2019 N 462-$3)

3. Jonyckaetca BB0o3 B Poccuiickyto Pesepaunio KOHKPETHOM MapTUKM 3aperncTpUpoBaHHbIX U
(vnn)  HesaperncTpuMpoBaHHbIX NIEKAPCTBEHHbLIX CPEACTB, MpeAHa3HaYeHHbIX A8 NPOBeAEHUs
KIMHUYECKUX UCCNeA0BaHUIA IEKAPCTBEHHbIX NpenapaToB, NMPOBEAEHUA 3KCNEepPTU3bl SIEKAPCTBEHHbIX
CpeAcTB ANA OCYLLEeCTBAEHUA FOCYAapCTBEHHON pPernucrTpaumm NeKapcTBEHHbIX MpenapaToB WAM ANns
OKa3aHWA MeAMLMHCKOM NOMOLLM MO XU3HEHHbIM NOKA3aHUAM KOHKPETHOro nalMeHTa Ha OCHOBaHUM
paspelleHuns, BblAAHHOFO YNOJHOMOYEHHbIM denepasbHbIM OPraHOM WCMOMHUTENbHOM BNAcTU Mo
3aAB/IEHMAM UL, YKA3aHHbIX B cTaTbe 48 HacToAwero PegepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aABNEHMA W MpPUHATME pelleHMA O BblAaye paspelleHnA Ha BBO3 KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (MKM) HE3aPErnCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NpeAHasHauYeHHbIX A/
NpoBeAEeHNA KAUHUYECKUX WCCNef0BaHWIA JIeKapCTBEHHbIX MpenapaToB, NPOBEAEHUA 3KCMepTusbl
NEeKapCTBEHHbIX CPeACTB  [A/NA  OCYLLeCTBAEHUA TOCYAAPCTBEHHOW PErncTpauumn  NeKkapCTBeHHbIX
npenapaToB WauM ANA OKa3aHUA MeAMLMHCKOW MOMOLUM MO XU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauueHTa b0 06 oTKase B BblAaye YKa3aHHOro pa3pelleHna NPon3BOAATCA B CPOK, HE NPeBbILIAOLWMIA
nAaTu paboumx gHelt. MnaTa 3a BblAaYy YKa3aHHOro pa3pelleHnsa He B3MMaeTCA.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2024 4. 3.1 cT1. 47 yTpaumsaeT cuny (P3 ot 27.12.2019 N 475-P3).

3.1. [onyckaetca BBo3 B Poccuiickyto deaepaLmio KOHKPETHON NapTUM He3aperncTpMpoBaHHbIX
JIeKapCTBEHHbIX MpenapaToB, coAepKallMx HAapKOTUYECKME CpeaCcTBa WU MCUMXOTPOMHbIe BELLecTBa, B
nopsagKe, ycrtaHosneHHom [pasutenbctBom Poccuitckont ®depepaunn, anA okasaHUA MeAULMHCKOWM
NMOMOLLM MO U3HEHHbIM MOKa3aHUAM KOHKPETHOro NauueHTa Wau rpynnbl NAUUMEHTOB B C/lyyYae, eciu
MMeeTCs pelleHue BpavyebHOM KOMUCCUM MEeOMULMHCKOW OpraHM3aumm o HeadPeKTUBHOCTU Man
HEBO3MOXHOCTU MPUMEHEHMA Y KOHKPETHOrO MauMeHTa MHbIX 3aperncTPUpPOBaHHbIX NEKAPCTBEHHbIX
npenapaTos, B TOM YWUCNE COAEPKALWMX ApYrMe AEeNCTBYIOWME BeLeCcTBa, U 0 HEOBXOAMMOCTM BBO3a
onpeaeneHHOro  He3aperncTpMpoBaHHOTO  JIEKAPCTBEHHOrO  Mpemapata € yKasaHuMem  ero
MEXAYHAapPOAHOIO HEeMaTEHTOBAHHOMO (MM XMMUYECKOTO, WAW TPYNNUPOBOYHOr0) HaMMEHOBAHMA,
dopmbl  BbiNycka W KonudectBa. [lepeyeHb 3aboneBaHUM W COCTOSIHUA U COOTBETCTBYHOLLMX
NIeKApCTBEHHbIX NPenapaToB, COAEPMKALLMX HAPKOTUYECKME CpeacTBa WM MCUXOTPOMHblE BELLeCTBa, B
LEeNAX OCYLLEeCTBNEHMA UX BBO3a B COOTBETCTBUM C TPebOOBAHMAMM HACTOALLEM YacTM yTBEpXKAAEeTCA
YNONIHOMOYEHHbIM defepasibHbiM OpraHOM UCNOAHUTEIbHOM BAACTMU.

(4acTb 3.1 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-93)

3.2. Jo 31 peKkabpsa 2022 roga AonyckatoTca BBO3 Ha TeppuTopuio Poccuiickoih deaepaumm u
obpaweHne B Poccuiicko Pepepaumm ¢ y4eTom OCOBEHHOCTeN, YCTaHOB/IEHHbIX [MpaBUTENbCTBOM
Poccuiickon depepauumn, 3aperMcTpUpoOBAHHbIX JIEKAPCTBEHHbLIX MPEenapaTtos ANA MeLMULMHCKOro
NPUMEHEHMA B yNaKoBKaX, NpeAHa3HAYeHHbIX g5 0bpalleHna B MHOCTPaHHbIX rocyAapcTBax, B C/iyyae
AedeKTypbl NIeKapCTBEHHbIX NPEenapaToB WM pUCKa ee BO3HWMKHOBEHWA B CBA3M C BBeAEHUEM B
OTHOLWeHMn Poccuinckon depepaLmm OrpaHUYUTENBHBIX MEP SKOHOMMYECKOTO XapaKkTepa npu ycioBum
COOTBETCTBMS BBO3MMbIX JIEKAPCTBEHHbIX MpPEnapaTtoB TPeOOBAHUSAM, YCTAaHOBNEHHbIM MpPU  UX
perucTpaumm, 3a UCKIIOYEeHMEeM TpeboBaHUN K NepBUYHOW YNaKoBKe, BTOPUYHOM (NOTpebutenbckomn)
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YMaKOBKe, a TaKXKe MNpW HaauuMM Ha BTOPMYHON (NOTPEOUTENbCKOM) YMaKOBKE NEeKapCTBEHHbIX
npenapaToB, HAXOAALWMXCA B OOpalLEeHUM, CaMOKAEALLENCS 3TUKETKKU, coaepXallen nHpopmauymio o
NleKapcTBEHHOM NpenapaTe Ha PYCCKOM A3bIKe.

(4actb 3.2 BBegeHa denepanbHbiM 3aKOHOM OT 26.03.2022 N 64-$3)

4. B Poccuickyio depepaumio MOKHO BBO3WUTb JIEKAPCTBEHHbIE CPeACTBa, KauyecTBO KOTOPbIX
noATBEPXKAEHO  CepTUOMKATOM  MPOU3BOAUTENSA  JIEKAPCTBEHHbIX  CPEeACTB,  YA0CTOBEPAOLLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeAcTB TpeboBaHuAM dapmakoneiHbix ctatel Mbo B cnyyae
X OTCYTCTBUA HOpMaTMBHOVi AOKYMeHTauun nam HOpMaTUBHOIO OKYMEHTa.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpeuwaetca BBo3 B Poccuinckyto Pepepaunto panbcnPULMpPOBaAHHBIX NEKAPCTBEHHbIX CPEACTB,
Hen06pOoKaYyeCcTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(B peq,. PepgepanbHoOro 3akoHa ot 06.12.2011 N 409-3)

6. ®anbcMduuMpoBaHHbIE SIEKAPCTBEHHbIE CpencTBa, HeAo0bpPOKAYeCTBEHHblE J/IEKAaPCTBEHHbIE
CpeacTBa NOANEXKAT U3BATUIO M NOCNELYIOWEeMY YHUYTOXEHUIO AU BbIBO3Y U3 Poccuiickon deaepaumm,
KOHTpadaKTHble NeKAPCTBEHHbIE CPEACTBA - U3BATUIO U NOCAEAYIOWEMY YHUUTOXKEHUIO. YHUUTOXKEHUE
man  BbiBO3 M3 Poccuiickon Pepepauum  danbcMPUUMPOBAHHBIX  IEKAPCTBEHHbLIX  CPEACTB,
Heno0bpPOKAYEeCTBEHHbIX  NEKAPCTBEHHbIX  CPeACTB, KOHTPAQaKTHbIX  JIEKAPCTBEHHbIX  CpeacTB
OCYLLEeCTBASIETCA 3a CYeT /Mua, OCYLecTBMBLIEro WX BBO3. [lOPAAOK YHUUTOMKEHMA U3bATLIX
danbCcUOUUMPOBAHHBIX /IEKAPCTBEHHbIX CPeacTB, Heno0bpOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeACTs,
KOHTpadaKTHbIX NEKAPCTBEHHbIX CpeacTB ycTaHaBAnBaeTca MNpasutenbctBom Poccuiickon degepaymn.
(8 peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

7. Nuua, ocywecTenawolme BBo3 B Poccuiickyio  depepaumio  panbcnPpuumpoBaHHbIX
NIeKapCTBEHHbIX  CPeAcTs, HeAobpOKayeCTBEHHbIX NIEKAPCTBEHHbIX  CPEeACTB,  KOHTPadaKTHbIX
NleKapCTBEHHbIX CPeACTB, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOMKEHHbIM 3aKOHOAaTe/IbCTBOM
TamoXKeHHOro coto3a U (Mnn) 3akoHogaTenbcTBoM Poccuiickoit degepalMm 0 TaMOXKeHHOM aene.

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

8. BbIBO3 /IeKapCTBEHHbIX CPeacTB M3 Poccuiickon Pegepaumm ocylecTeaserca 6e3 npumeHeHus
OTrPaHUYEHUN, YCTAHOBJ/IEHHbIX TaMOMEHHbIM 3aKOHOAATe/NbCTBOM TaMOMEHHOro cotosa U (Maum)
3aKoHogaTenbcTBOM Poccuiickoit Pepepaummn o rocygapcTBEHHOM PErY/IMPOBAHUM BHELHETOProBom
OEeATeNIbHOCTHU.

(B peq. PegepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-
®3)

9. BBOA B rparkAaHCKMIA 0BOPOT IeKAPCTBEHHbIX NPENApPaToB A MeAULMHCKOrO NPUMEHEHUSA,
BBe3eHHbIX B Poccuiickyto Pepepaumio, ocywectsanertca ¢ cobntogeHnem 1peboBaHuii, yCTaHOBNEHHbIX
ctatben 52.1 HacToAwero PegepasbHOro 3aKoHa.

(4yacTb 9 BBeAeHa PenepanbHbim 3akoHOM oT 28.11.2018 N 449-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.09.2023 cT. 47 pononHaetca y. 10 (®3 ot 02.07.2021 N 317-P3).

Cratba 48. lOpupuueckMe nuUA, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHLIX CPeacTB B
Poccuiickyio ®epepauuio
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTsa B Poccuiickyto ®eaepalmio MoryT BBO3UTb:
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npounssoaunuTenn NeKapCTBeHHbIX Cpeacrts AnAa u,eneﬁ cobCTBEHHOIO npon3soAacTBa
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NeKapCTBEHHbIX CPeACTs;

2) uHOCTpaHHble pa3paboTuMKM NIEKAPCTBEHHbLIX CPEACTB UM MHOCTPaHHble MPOU3BOAUTENN
NeKapCTBEHHbIX CPEACTB AW ApYrMe IPpUANYEcKUe MLa No NopyYeHUto pa3paboTumKa 1eKapcTBEHHOro
cpefcTBa Ana NpoBeAeHUsA KAUMHUYECKUX MUCCAeAoBaHUN SIeKapCTBEHHOro npenapara, OCyLecTBAeHUs
rocy4apCTBEHHON  perucTpauuu  NeKapCTBEHHOrO MpenapaTta, BK/AOYeHMsA  dapmaleBTUYecKomn
cybCcTaHUMM B rOCYAapCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB, KOHTPO/A KayecTBa /IeKapCTBEHHbIX
CPeACTB NP HaZIMYNKN PaspeLleHmns YNoJlHOMOYEHHOro ¢peaepasibHOro opraHa UCNoHUTENbHOMN BAacTH
Ha BBO3 KOHKPETHOM NapTUM SIeKapCTBEHHbIX CPeACTB;

3) opraHM3aLmMm ONTOBOM TOProBAW IEKapCTBEHHbIMU CPeACTBaMuU;

4) Hay4yHO-ucCleaoBaTesIbCKME  OpraHusauuK, o0bpasoBaTesibHble OpPraHM3auuMy  BbICLIEro
06pa3oBaHUA, NPOM3BOAMUTENIN NIEKAPCTBEHHbIX CPEACTB AR PaspaboTKM, UCCNeAOoBaHUMN, KOHTPOAA
6e30nacHOCTM, KayectBa, 3PPEKTUBHOCTU NEKAPCTBEHHbIX CPeACTB MPU  HaAMYMKM  paspelleHus
YNOJIHOMOYEHHOTO pesepasibHOro opraHa UCNOJIHUTE/IbHOM BNACTH;

(8 peq,. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeanUMHCKME opraHM3aumm, MHble yKasaHHble B NMyHKTax 1 - 4 HacToALWEeN CTaTbyn opraHmn3auuu
ONA OKasaHMA MeOMUMHCKON NOMOLLM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauMeHTa npu
HaMYMK paspelleHns ynosHOMOYeHHOro ¢eaepanbHOro opraHa WCMOJIHUTENbHOM BAAcTM Ha BBO3
KOHKPETHOM NapTMM NIeKApCTBEHHOro npenapaTta, BblAAHHOTO B YCTAHOBNEHHOM nopsake B ¢dopme
3N1EKTPOHHOrO AOKYMEHTa, MoAMNUCAHHOTO YCUIEHHOW KBanUdULUNMPOBAHHOM 3SNEKTPOHHOM NOANUCHIO;
(8 pen,. PepgepanbHoOro sakoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlAOC: NpumeYaHue.
C01.01.2024 n. 6 cT1. 48 yTpaumnsaet cuny (P3 ot 27.12.2019 N 475-P3).

6) rocygapcTBeHHble YHUTapHbIe NPeanpUATUSA, MMYLLECTBO KOTOPbLIX HaxoauTcs B deaepasnbHoM
cobcTBeHHOCTM, onpeaensemble [paBuTenbctBom Poccuiickoit ®depepaummn, B YacTM BBO3a B
Poccuiickyto depepaumio  HE3aPErMCTPUPOBAHHBLIX JIEKAPCTBEHHbIX MPEnapaToB, COoAepKalumnx
HapKOTUYECKMe CpeacTBa WMAW MCUXOTPOMHble BeWecTBa, AN OKasaHMA MeAMUMHCKON MOMOLWM Mo
YKM3HEHHbIM MOKAa3aHMAM KOHKPETHOro MauMeHTa UAM rpynnbl NAaUMEHTOB B COOTBETCTBUM C YacTbio 3.1
cTaTbh 47 HacToAwero PeaepasbHOro 3aKoHa.

(n. 6 BBeaeH ®egepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

Cratba 49. [lOKYMeHTbI, NpeAacTaBasieMble B TAMOXKeHHble opraHbl Poccuiickoit degepauum npu
BBO3€ JIeKapCTBEHHbIX CpeacTB B Poccuiickyio degepaumio
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpu BBO3e /leKapCTBEHHbIX cpeacTB B Poccuitckylo degepaumio B TaMOMKEHHbIE OpraHbl
Poccuiickoit ®depepauumn Hapagy C OOKYMEHTamMu, MpeacTaBAeHMEe KOTOPbIX NpPeaycMOTPeHo
TaMOKEHHbIM 3aKOHOAATENbCTBOM TaMOMEHHOro co3a M (MAM) 3aKoHoaaTenbCcTBOM PoccuiicKoi
denepaLmm 0 TaMOKEHHOM Aene, NPeACTaBAATCA cleayowme JOKYMEHTbI:

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

1) cepTMdMKAT nNpou3BOAMTENA NEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPAIOLWMIA COOTBETCTBUE
BBO3MMOrO /IeKapCTBEHHOro cpeacTBa TpeboBaHMAM dapmaKoneiHon cTaTbu AM6O B caydae ee
OTCYTCTBMA HOPMATUBHOM AOKYMEHTALMMN AN HOPMATUBHOTO AOKYMEHTAa;

2) paspelleHMe YnoAHOMOYEHHOro ¢eaepasbHOro OpraHa MCMOAHUTENbHOM BNAacTU Ha BBO3
KOHKPETHOM NapTMM NeKapCTBEHHOro CPeACTBa B CAy4YasX, YCTAHOBAEHHbIX 4acTblo 3 cTatbu 47
HacToAalero ®PeaepanbHOro 3aKoHa.
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2. [oKymeHTbl, yKasaHHble B NyHKTax 1 M 2 yactu 1 HacToAwelh cTaTbM, NPeaCcTaBNAOTCA B
TaMoXeHHble opraHbl Poccuiickoit Pegepaumnm npu npubbITUN NeKapCcTBEHHbIX cpeacts B Poccuinckyto
depepaumto.

(B peq,. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

Cratba 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio Pepepauuio ANa JUYHOTO
MCMNONb30BaHMA M MHbIX HEKOMMEpPYECKUX Lenei, a TaKXKe ANA UCNOJIb30BaHUA HA TeppuTopum
MeXAYHAPOAHOro MeAULIMHCKOrO Kiactepa
(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapatbl moryT 6biTb BBe3eHbl B Poccuiickyio Pepgepauyumto 6e3 yyeta
TpeboBaHuWi, NpesyCcMOoTPeHHbIX YacTamK 1 - 4 ctatbu 47, ctatbamu 48 u 49 HacTosawero ®PepepasbHOro
3aKOHa, eC/iM OHU NpeAHa3HadYeHbl ANA:

(8 peq,. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1) NAMYHOro Mcnonb3oBaHUA GUINYECKUMM AnLAMM, NPUBBLIBLIMMUK B Poccuiickyio depepaumio.
Mpu 3tom BBO3 B Poccuiickyio @Pepepauuio  NIEKAapCTBEHHbIX NPEenapaTos, COAeprKalLmx
cunbHoZencTeyoWwMEe W (MM) AJOBUTbIE BELLECTBA, BK/KOYEHHbIE COOTBETCTBEHHO B  CMMUCOK
CUbHOAENCTBYIOWMX BELLEeCTB ANA Leneil yroNoBHOro 3akoHogatenbcTea Poccuitickon depepaumm u B
CMMUCOK AAO0BUTbIX BELWLECTB A1A Lenel YronoBHOro 3akoHoaaTenbctBa Poccuitckon Pepepaumuy,
yTBepxaeHHble MNpasutenbctsom Poccuiickoint Pepepaumm, ocyLLecTBAAETCA NPU HAAUUYUN LOKYMEHTOB
(3aBepeHHbIX KONUIN SOKYMEHTOB MW 3aBEPEHHbIX BbIMMCOK U3 HUX), NOATBEPKAAIOWMX Ha3HAYeHUe
bU3MYECKOMY NMLY YKa3aHHbIX NEKapCTBEHHbIX NPenapaTtoB (3a WCKAOYEHUMEM JIeKapCTBEHHbIX
npenapaTtoB, 3aperucTpuMpoBaHHbIX B Poccuiicko ®Pepepaummn M oTnyckaembix B Poccuitckoi
depepaunm 6e3 peuenta Ha /IeKAPCTBEHHbIM npenapat). [lMoaTeepaatowme [AOKYMEHTbl (KX
3aBepeHHble KoMK WM 3aBEPEHHDIE BbIMUCKU U3 HUX) AOMXKHbI COAEPKaTb CBEAEHUA O HAUMEHOBAHMUM
M KOAMYecTBE HA3HAYEHHOro JleKapCTBEHHOro npenapata. B cayyae, ecam noateepxpatowme
AOKYMEHTbI (MX 3aBEPEHHbIE KOMUW MW 3aBePeHHbIE BbIMUCKM U3 HUX) COCTaB/EHbl HA MHOCTPAHHOM
A3bIKe, K HUM NPWUIAraeTca HoTapMaibHO 3aBEPEHHDbIM NePeBOS, Ha PYCCKMI A3bIK;
(n. 1 8 pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wucnonb3oBaHMA paboTHUKaMM  AUNJAOMATMYECKOro Kopnyca WAW  NpeactaBUTeNnsimu
MeXAyHapoaHbIX opraHn3aLmii, akkpeaMToBaHHbIX B Poccuitickon Pegepaumm;

3) NneyeHMs Nacca’KUpPOB M UYNEHOB 3KUNAXKeM TPaHCMOPTHbIX CpPeacTs, noesaHbix 6purag u
BOAWTENEN TPaHCNOPTHbIX CPeACTB, NpubbIBLINX B Poccuiickyio ®eaepaunio;
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMn y4acTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA U YH4aCTHUKOB
MeXAYyHapoAHbIX aKCneauLuii;

5) neyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cafax, LMpPKax, OKeaHapuymax,
AenbGMHapUAX, NeYeHna OUKUX KUBOTHbLIX, MOCTOAHHO WM BPEMEHHO HACenAalwwmx TeppUuToputo
Poccuitickonnt depepaLumm, HaxogAWMXCA B COCTOAHMM eCTeCTBEHHOM cBo6OAbl M MPUHAANENKALMX K
BMAAM, 3aHeceHHbIM B KpacHyto KHury Poccuiickon depepaumm n (M) KpacHble KHUMM cyBbekToB
Poccuiickon ®epepaunn, a TakKe KMBOTHbIX, BBO3MMbIX B Poccuiickyto Pepepaumio AnA yvyactua B
CNOPTMBHbBIX N 3pE/INLLHbBIX MEPONPUATHAX;

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-d3)

6) MCNONb30BaAHUA Ha TEPPUTOPUN MEXKAYHAPOAHOIrO MeAMLMHCKOro Knacrepa.
(n. 6 BBeaeH ®eaepanbHbiM 3aKoHOM OT 29.06.2015 N 160-93)

2. B cnyyanx, npesycMOTPEeHHbIX YacTblo 1 HacToAwel cTaTbu, AOMNYCKaeTca BBO3 B PocCUIMCKyIo
depepaLmio NeKapCcTBEHHbIX MPENapaToBs, He 3aperucTpPUpPoBaHHbIX B Poccuiickon ®eaepauun.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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3. /lekapCTBeHHbIe Npenaparbl, NpeAHa3HaYeHHble A9 'YMaHUTapHOM nomolum (coaeincTama) unm
noMoOLWM MpK YpesBblYalHbIX CUTyauuax, BBO3ATcA B Poccuiickyto Pepepaumio B nopsgke,
ycTaHoBneHHom [lpaBuTtenbctBom Poccuitckon ®Pepepaumn. 3anpewaetcs BBO3 B PoccuicKyto
depepaumto HE3apPernMcTPUpPOBAHHLIX  NIEKAPCTBEHHbIX  MNpenapaTtoB, NpeaHa3Ha4YeHHbIX  AaA
ryMmaHWTapHOM Nnomouiu (coaeincTamaA) Uam NoMoLLY NPU Ype3BblYarHbIX CUTYaLLUAX.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CratbAa 51. CotpyaHuuectBo  ¢epgepanbHOro  opraHa MUCNOJIHUTENIbHOMN BNACTH,
YNO/IHOMOYEHHOro B 06M1acTM TaMOMKEHHOro pAena, U ApYyrux YNoJHOMOYEHHbIX d¢eaepanbHbIX
OpraHoOB UCNOJIHUTE/IbHOM BAACTU

1. YnonHomouyeHHble ¢eaepanbHble OpraHbl WCMNOJHUTENbHON BAACTU MNPefoCTaBAAOT B
pacnopsxeHue ¢enepanbHOro opraHa WCNOJHUTENbHOW BAcTW, YMNONHOMOYEHHOro B obnactu
TAMOXEHHOro fena, rocyfapCTBEHHbI peecTp NEeKapCTBEHHbIX CPeAcTB, a TakXKe MHbopmauuio o
BblOAHHbIX pa3pelleHnAX Ha BBO3 KOHKPETHOW NapTUM JIeKAPCTBEHHbIX CPeACTB B  CAy4vasx,
YCTAHOBNEHHbIX YacTbto 3 cTaTbu 47 HacToAwero deaepanbHOro 3aKoHa.

2. ®epepanbHbIi OpraH UCNOJHUTENbHOW BNACTW, YNOJHOMOYEHHbIM B 061aCTU TaMOXKEHHOro
aena, ntHbopmumpyeT yKasaHHble B 4acTU 1 HacToALWen cTaTbn yNoJHOMOYEHHbIe deaepasibHble OpraHbl
WUCNONIHUTENIbHOM BNAacTM O BBO3E NEKAapPCTBEHHbIX cpeactB B Poccuitickyto Pepepaumio u BbiBO3e
NleKapcTBeHHbIX cpeactB n3 Poccuinckoit depepaumm no dopme M B Nopsiake, KOTOPble YCTAHOB/EHbI
MpasuTtenbcteom Poccuiickon deaepauymm.

(8 peq. PepgepanbHoOro 3akoHa ot 06.12.2011 N 409-3)

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CraTtba 52. OcywectBneHne papmaL,eBTUHECKOU AeATe/IbHOCTU

1. dapmaueBTMUECKas LeATeNbHOCTb OCYLEeCTBAAETCS OpraHM3auMamMmu ONTOBOM TOProOB/M
NNeKapCTBEHHbIMU  CPeACTBaMM,  anNTeYHbIMW  OpPraHM3auMsaMW,  BETEPMHAPHLIMA  anTeYyHbIMM
OpraHusauMaAMK,  UHAMBUAYANbHBIMW  NPeAnpPUHUMATENAMM,  UMEWMMM  JIMLUEH3UIO  Ha
bapMaueBTUYECKYIO AeATeNbHOCTb, MEAMUMHCKMMW OPraHM3auMamu, MMEWMMKU JIULEH3MIO Ha
bapMaueBTUYECKYIO AeATeNIbHOCTb, M WX 060COBAEHHbIMM NoApasaeneHuamn (ambynatopuamu,
denbawepckummn U GenbAepcKo-aKyLLepCKUMKU  NYHKTaMK, LeHTpaMu (oTaeneHusmu) obluei
BpayebHoOW (cemeliHOM) MPaKTUKKM), PACNONOKEHHbIMU B CE/IbCKUX HACENIEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHMsauuun, U BeTepMHAPHbIMU OPraHU3aUUAMM, UMEIOLLMMW NIULLEH3MIO Ha
bapMaueBTUYECKYIO AeATENBHOCTb.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTIAOC: NpumeyaHue.

06 0cobeHHOCTAX A0MYCKa K OCYLLECTBIEHUIO AeATENbHOCTU KL, 6e3 cepTUdMKaTa cnewmanmcta nnm
NPOXOXAEHUS aKKpeguTauMu cneumanucta u (Mam) no cneumanbHOCTAM, HE NPeayCMOTPEHHbIM
cepTUOUKATOM UM aKKpeguTaumen, cm. Mpukas MuHsgpasa Poccnm o1 23.12.2021 N 1179H.

2. dusnyeckne amMua MOryT OCywecTBAATb (papmaueBTUYECKYHO AeATEe/bHOCTb MPU HanMunu
BbICLUErO WK cpegHero papmaueBTUYECKOro 06pa3oBaHus U cepTudmKaTa cneLmanmcTa, BbiCLUErO UM
cpefHero BeTepMHapHoro obpasoBaHuaA 1 cepTudMKaTa CNeLManncTa, a TakKe BbICLLIEro UAM CpegHero
MeAMUMHCKOro 0bpasoBaHuA, cepTudMKaTa cCneumanucta U A0NOAHUTENbHOIO NpPodeccMoHaNbHOMo
06pa3oBaHUA B YacTU PO3HUYHOM TOProBAW NEKAPCTBEHHbIMU NpenapaTaMm Npu ycioBUN X paboTbl B
060C06/1eHHbIX NoAPa3LEeNEHUAX MEANLMHCKUX OPraHn3aLMi, yKasaHHbIX B 4acTu 1 HacToALen cTaTbu.
(4acTb 2 B peq. depepanbHoro 3akoHa ot 27.07.2010 N 192-03)
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KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHble npenapaTtbl AAs8 MeAULMHCKOTO NPUMEHEHUA, BBEAEHHbIE B rPaKAaHCKMN 0bopoT
00 29.11.2019, nognexat XpaHEHMUIO, MepeBO3Ke, OTNYCKY, peanmsaunm, nepegadye, NPUMEHEHNIO 40
ncTeyeHmn cpoka ux rogHoctn (#3 ot 28.11.2018 N 449-3).

Cratba 52.1. BBoA, B rpaXAaHCKuii 060poT neKapcTBEHHbIX NMpenapaToB AAA MeaULUHCKOro
npUMeHeHusA
(sBepeHa depepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

1. Mepea BBOAOM B rpa*kAaHCKMIN 060POT KaxKAO0N CEPUMN UK KaXKAO0M NapTUK NPOM3BELEHHOIO B
Poccuiickoin  depepaumm  feKapcTBEHHOro npenapaTa A4S MEAMUMHCKOTO  MNPUMEHeHus, 3a
WCK/IIOYEHNMEM  MMMYHOOMO/IOTMYECKMX  JIEKAPCTBEHHbLIX  MPENapaToB, MPOU3BOAUTENb  TAKOro
JIEKAapCTBEHHOTO npenapaTa npeacTasaser B  denepanbHbIi  OpraH  WCMOJIHUTENbHOM  BAACTy,
OCYLLECTBAAWMA  PYHKLMM NO KOHTPOMO W Haa3opy B cdhepe 34paBOOXPAHEHUA, [AOKYMEHT
NpoV3BOAUTENA IEKAPCTBEHHOTO CPEACTBA, MOATBEPKAAIOLMI KAUeCcTBO JIeKapCTBEHHOIO NPenapara, u
NnoATBEpP)KAEHWE YMNOJHOMOYEHHOTO /IMLA MPOU3BOAMUTENA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBUSA
NeKapCTBEHHOrO NpenapaTta TpeboBaHMAM, YyCTaHOB/IEHHbBIM MPW Ero rocy4apcTBEHHON PerncTpaLmm.

2. Nepepn BBOAOM B IParKAAHCKMI OOOPOT KaKAOW CEpUM UM KAaXKAOM NapTMM BBO3MMOIO B
Pocculickyto  ®depepaumio  NIeKapCTBEHHOro npenapata A48 MEAMUMHCKOTO MPUMEHeHus, 3a
WCK/IIOYEHNEM MMMYHOBMOMOTMYECKMX JIeKapCTBEHHbIX NMPENapaToB, OpPraHU3auus, OCyLecTBAAOLLAnN
BBO3 JIeKapCTBEHHOro npenapaTa B Poccuiickyio denepauuio, npeacraBnser B ¢enepasbHblii opraH
WCMONIHUTENbHON  BAACTW, OCYLLECTBAAOWMIA  GYHKUMM MO  KOHTPOAKO W  Haasopy B cohepe
34paBOOXPAHEHUS, CEPTUOMKAT NPOM3BOLMTENA JIEKAPCTBEHHOrO CPEeACTBa, YA0CTOBEPSAIOLLMIA
COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOrO npenapata TpeboBaHuAM QapmaKoneHoW cTaTbM, a B
cnyyae OTcyTcTBMA  dapMaKonenHoW cTaTbM TpeboBaHMSAM HOPMATMBHOW  AOKYMEHTauuu, W
noATBepKAeHWe NPeaCcTaBUTeNs OpraHM3auuK, OCyLLecTBAAWElN BBO3 JIeKapcTBEHHOro npenapaTa B
Poccuiickyto ®degepaumio M yNoJIHOMOYEHHOM WHOCTPAHHbLIM MPOM3BOAMUTENIEM JIEKAPCTBEHHbIX
CPeaCTB, COOTBETCTBUA BBO3MMOTO JIeKapCTBEHHOIO Npenaparta TpeboBaHUSAM, YCTAHOB/IEHHbIM MNPU ero
rocyf,apCTBEHHOM perncTpauun.

3. NopagoK NpeacTaBAeHNa B COOTBETCTBUM C YacTAMM 1 M 2 HACTOALLEN CTaTbW AOKYMEHTOB U
CBEAEHMI O NEKapCTBEHHbIX NpenapaTax, BBOAMMbIX B TpaKAaHCKMI 060poT, ycTaHaBAMBaeTCA
MpasutenbcTBom Poccuiickoli degepaumm.

4. B OTHOLWEHWM nNepBbiX TPex Cepuih WAM NapPTUMA NEeKapCTBEHHOro npenapaTta, Bnepsble
npoussegeHHoro B Poccuiickon Pepepaunmn mnm Bnepsbie BBO3MMOro B Poccuickyto ®epepaumtio, B
denepanbHblii OpraH UCMOMIHUTE/IbHOW BNACTU, OCYLLECTBAAOWMN GYHKLMM NO KOHTPO/O U HaA30py B
cbepe 34paBOOXpPaHEHUA, AOMNOAHUTENbHO MNPEACTABAAETCA MPOTOKOA WCMbITAaHUM O COOTBETCTBUM
cepun WAM NapTUM NEKAPCTBEHHOrO npenapata 448 MeAULMHCKOro MNPMMEHEHUA MNOKasaTensam
KauyectBa, MNpeAyCMOTPEHHbIM HOPMAaTUBHOW [OKyMeHTauuen (ganee - MNPOTOKOA UCMbITaHWUR),
NPOBOAUMbIX aKKpPeAMTOBaHHbIMM B COOTBETCTBMU C 3aKOHOAATeNbCTBOM Poccuitickoint degepauymm ob
aKKpeguTauMm B HaUMOHaNbHOM cucTeMe aKkpeauTaumu degepanbHbIMU  FOCYAaPCTBEHHbIMMU
6104KETHBIMU YUpeXKAeHUAMU, NOABEAOMCTBEHHbIMU deaepanbHOMY OpraHy MCNOAHUTEIbHOM BACTH,
ocyuiecTeasoweMy GyHKUUM No BbipaboTKe M peanmsaumnm rocyaapcTBeHHoON NoOANTUKM U HOPMATUBHO-
NpaBoOBOMY PEryaMpoBaHuio B chepe 34paBoOOXpaHeHUs, U deaepanbHOMY OpraHy MCMNOSHUTENIbHOM
B/1IAaCTW, ocyllecTBaaloweMy GYHKUUMM NO KOHTPOJO U Haa3opy B chepe 34paBooxpaHeHua. MNopagok
BblJayM YKasaHHbIMW deaepanbHbiMU FOCYAaPCTBEHHbIMM BIOAKETHBIMA YUYPEKAEHUAMN OAHHOTO
NPOTOKO/MIA W pa3smep NJaThl 3a €ro Bblgayy YycTaHasAuBatoTca [lpaBuTenbcTBOM PoccuMincKom
depepauun.

5. ExXerogHo He nosgHee 1 ¢peBpana Npon3BOAUTENN NIeKAPCTBEHHbIX CPEACTB UM OpraHM3aLuiu,
OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuitickylo depepaumio, NpeactaBaAaloT B
denepanbHblii OpraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKUMM MO KOHTPOAIO U HaA30py B
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chepe 3apaBOOXpaHEHUS, MPOTOKON UCMbITAHWMA NOCTYMNUBLLErO B TEYEHME roda B rpa*kAaaHCKMn obopoT
JIeKapCTBEHHOro npenapaTta KOHKPETHOro npousBoauTens (Ha OAHY CepUI0 KaX[aoro TOProsoro
HaMMEHOBAHWA C YYETOM JlIeKapCcTBEHHOW GOPMbl U [03UPOBKK), MPOBOAMMbIX aKKPEeAUTOBAHHbIMU B
COOTBETCTBMU C 3aKoHoAaTenbCcTBOM Poccuiickoit Pepgepaumm o6 akkpeguTaumMm B HaUMOHa/bHOM
cucTeme akKpeauTauum UcnbiTatebHbIMKU nabopaTopmamu (LeHTpamu).

6. MMpousBoaAUTENN JNIEKAPCTBEHHbIX CPeaCTB WAW  OpraHM3auuu, OCyLLecTBAsAoWMe BBO3
JIeKapCTBEHHbIX NpenapaToB B Poccuiickyto deaepaunio, He MeHee Yem 3a OAMH rog, A0 NAaHUpyembIx
NPUOCTAaHOB/IEHUA WM MPEKPaLLeHMA NPOU3BOACTBA JIEKAPCTBEHHbIX NpPenapaTtoB WAM WX BBO3a B
Poccuiickyto depepaumto ysegomasatoT ob 3Tom deaepasibHblit OpraH WCNONHUTENbHOM BAacTy,
OCYLLECTBAALWMNI GYHKLMM MO KOHTPOJIIO U HaA30py B chepe 34paBooXpaHeHUA n peaepasbHbiA opraH
WUCNONIHUTENbHOW  BAIACTW,  OCYLLECTBAAIOWMI  GYHKUMM MO JIULEH3MPOBAHUIO MNPOU3BOACTBA
NeKapCTBEHHbIX CPEACTB.

7. BBOoA, B rparkgaHCKMIA 060OPOT KaxKAON CepuM UAKM KaxKAoN napTumM MMMYHOBMON0rnMYeckoro
JleKapcTBEHHOrO NpenapaTa, NnpousseaeHHoro B Poccuitickoit Pegepaumnm nnm sBosmmoro B Poccuimckyto
depepaumto, OCyLECTBAAETCA Ha OCHOBAaHWW paspelleHuns, BblAaHHOrO denepanbHbIM OpPraHoOM
WUCNONIHUTENIbHOM  BAIACTM, OCyLLeCTBASOWMM YHKUMM NO  KOHTPO/O M Hagsopy B coepe
34,paBOOXPAaHEHMA, HAa OCHOBAHWWM BbIAAHHOIO deaepasbHbIMU FOCYAAPCTBEHHBIMU  OHOAMKETHBIMM
YUYPEKAEHUAMM, YKA3aHHbIMM B YaCTM 4 HACTOALWEN CTaTbM, 3aK/NOYEHMUA O COOTBETCTBUMU CEPUU UAU
napTMm MMMYHOBMONOTMYECKOTO JIEKAapPCTBEHHOrO npenapaTta TpeboBaHMAM, YCTAaHOBAEHHbIM MpPU €ro
rocyapCcTBeHHOM pernctpaumu. MopanoK BblAavM paspeLlleHnsa Ha BBOJ, B rpaxaaHCKMIi 06opoT cepum
WA NapTMM MMMYHOOMONOIMYECKOrO JIEKAapPCTBEHHOrO MNpenapata, a TaKXe MopAAOK BblAauu
YKa3aHHOro 3aK/l4eHMA UM pasmep nNaaTbl 33 ero Bblgayy YycTaHasauBatoTcA [1paBUTENbCTBOM
Poccuiickon deaepauymn.

8. 3a HenpeacTaBleHME WAM HECBOEBPEMEHHOE MpeacTaB/NeHWe LOKYMEHTOB W CBEeLEHWH,
npeaycMOTPEeHHbIX YacTamu 1, 2, 4, 5 1 6 HacTosLLeN cTaTbW, NPOU3BOAUTENN IEKAPCTBEHHbIX CPEeACTB U
OpraHu3auMn, OCYLECTBAAIOLLME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Pocculickyio depepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitickol degepaunu.

9. MNpepcraBneHme AOKYMEHTOB M CBEAEHMN, NPeayCMOTPEHHbIX YacTammn 1, 2 n 4 HacroAwe
CTaTbM, W MOJyYeHMEe NPeayCMOTPEHHOrO YacTbld 7 HACTOALLElM CTaTbM paspelleHuA Ha BBOL
UMMYHOBMONOIMYECKOrO NIEKAPCTBEHHOrO Mpenapata B rpaKAaHCKM obopoT He Tpebyotca B
OTHOLLUEHMM JIeKAPCTBEHHbIX MNpenapaTtoB, MpeAHa3HaYeHHbIX A8 NPOBeAEHUA  KIMHUYECKUX
NCCNea0BaHUIN NIEKAPCTBEHHBIX MpenapaToB, NPOBeAEHUs 3KCNEPTU3bl NEKAPCTBEHHbIX CPeacTB ANA
OCYLLECTBNEHWNA TOCYAAPCTBEHHOM PErncTpaLmm NeKapCTBEHHbIX NPEenapaToB, a TaKKe B OTHOLIEHUM
He3aperncTpMpoBaHHbIX IEKAPCTBEHHbIX NPenapaTos, NpeAHa3HavYeHHbIX 414 OKa3aHUA MeaULLMHCKON
NOMOLLM NO KM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa WM rpynnbl NaLMeHTOB, BBO3UMbIX B
Poccuiickyto Pepepaumto B cootBeTcTBUM € YacTaAMmn 3 u 3.1 ctatbm 47 HactoAwero PepepanbHOro
3aKOHa.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHUM B rpaykaaHCKOM 060pOTe cepuMM WAM MaPTUKM NEeKapPCTBEHHOro Npenapara,
AOKYMEHTbl U CBEAEHUA O KOTOPbIX, NPeAyCMOTPEHHble Yactamm 1, 2 M 4 HacToALLeM CTaTbM, He
npeacrasneHbl B ¢eaepanbHblii opraH WMCNONHWUTENbHOW BAACTW, OCYWECTBAAWMIA GYHKUMN NO
KOHTPO/IIO M Hag3opy B chepe 34paBoOOXpaHEHUA, AMBO cepumn MAK NapTUM MMMYHOBMONOTMYECKOTO
NeKapCTBEHHOro Mpenaparta, He WMEeWMX paspelleHna Ha BBOA, B rpaxaaHckmit obopor,
npeaycCMOTPEHHOTO 4YacTblo 7 HacToALWeN cTaTbM, deaepanbHblii OpraH MCNOAHUTENbHOM BAACTH,
oCyWecTBAAoWMIN GYHKUMM MO KOHTPOAKD W Hagsopy B chepe 34paBoOXpaHeHMA, B MOPALKeE,
ycTaHoBneHHOM [MpaBuTenbcTBom Poccuiickoit Pepepaumu, NPUHMMAET peleHUe O MpeKpaleHum
rpask4aHckoro obopoTa TaKMX Cepum WMAM NapTUM A0 NPEeACTaBAEHMA YKasaHHbIX OOKYMEHTOB W
cBeAeHMI 60 NoNyYeHUA YKa3aHHOro paspeLleHns.
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KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2023 pokymeHT gononHsaetca cT. 52.2 ($3 o1 02.07.2021 N 317-93).

Cratba 53. MNpoaarka, nepepayva NeKapCTBEHHbIX CPeACTB OpraHM3auMaAMM ONTOBOM TOProBaAM
NleKapCcTBEHHbIMM CpeacTBaMm

1. OpraHusaLmm onNnToBOM TOProBAN NEKAPCTBEHHbIMU CPEACTBAMU MOFYT OCYLLECTBAATL NPOAAXKY
NIeKApCTBEHHbIX CpeacTB MAM NepefasaTb UX B YCTAHOB/AEHHOM 3aKOHOZATeNbCTBOM Poccuitckol
depepaumnm nopaake (3a ucknoyeHnem GapmaueBTMYECKON CybCTaHLMKM CNMpTa STUIOBOIO (3TaHoNa):
(8 pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmsam ONTOBOM TOProB/M JIeKapCTBEHHbIMU CPeACcTBaMU;

2) npon3BOAMTENAM IeKaPCTBEHHbIX CPEACTB A/1A Lefieil NPoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeuHbIM OpraHM3aLmMsamM 1 BEeTEPUHAPHbIM anTeUHbIM OpraHM3aLuam;

4) Hay4YHO-MUCCNeA0BaTENbCKUM OPraHM3aUmnamM AN HayvyHo-UCCce0BaTeIbCKol paboTsl;

5) MHOUBUMAyaZbHbIM MNpeanpuHuUmarTenam, UMMernwmMm NANUEH3NKD Ha d)apMaLLeBTVI‘-IeCKYI-O
A4eATeNnbHOCTb AN TNUEH3NIO Ha MeAULUMNHCKYIO AEATE/NIbHOCTD;

6) MeOULMHCKMM OpraHu3aumsam, B TOM UMC/E CO34aHHbIM W 3apPEerucTPUpPOBaHHbIM B
COOTBETCTBUM C 3aKOHOAATE/IbCTBOM MHOCTPAHHOTO rocyAapcTBa - uneHa OpraHvsanm SKOHOMUYECKOro
COTPYAHWYECTBA M PasBUTMSA  MHOCTPAHHbIM  IOPUAMYECKMM  JWLAM,  MHAWBUAYA/IbHLIM
npeanpUHUMaTeNaM, ABAAIOWMMCS Y4aCTHUKAMM NPOEKTa B COOTBETCTBUM ¢ DeaepanbHbiM 3akoHoM "0
MeXAYHapoAHOM MEAMLMHCKOM KiacTepe M BHECEHWU M3MEHEHUI B OTAe/lbHble 3aKOHOAATe/IbHble
aKTbl Poccuiickon deaepaumn”, n BeTepUHAPHbBIM OpraHU3aumam;

(8 pea. PepepanbHoOro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauMam M UHAMBUAYaNbHbIM NpeAnpPUHUMATENAM, OCYLLECTBAAIWMM pa3BeaeHue,
BblpallMBaHMe W coAepXKaHMe KMUBOTHbIX (33 MCKAIUYEHWEM NPOAAKM WM  dapmaLLeBTUHECKUX
cybCcTaHUMN UK UX Nepeaaun).

(n. 7 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHu3aumMm onToOBOM TOPrOB/AM NIEKAPCTBEHHbIMM CPEACTBAMM HE BMpPABE OCYLLECTBAATb
npoaaxy (nepepgadvy B YCTaHOBNEHHOM 3aKOHOZaTeNbcTBOM Poccuiickolt ®degepaunmn nopsaake)
dbapmaueBTMUECKOWN CyOCTaHUMM CNIMPTA STUNOBOTO (3TaHONa).

(4acTb 2 B peq. depepanbHoro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna oNTOBOI TOProB/AU IEKAPCTBEHHbIMM CpeaCcTBAMU

1. OntoBas TOProBAA J/IEKAPCTBEHHbIMM CPEACTBAMM  OCYLLECTBAAETCA NPOM3BOAUTENAMMU
NEeKapCTBEHHbIX CPeACTB M OpraHM3auMsAMKM ONTOBOM TOPrOB/AIM /IEKAPCTBEHHbIMWU CPeACTBaMM MO
npaBuiam HagnexKauwen gUcTPUBObIOTOPCKOM NPAKTUKM U NPaBuUAaM HaANeXKallel NPaKTUKN XpaHeHuA
N NepeBO3KU NEKAPCTBEHHbIX MPenapaToB, YTBEP:KAEHHbIM COOTBETCTBYIOWMMM YNOJAHOMOYEHHbLIMU
denepanbHbIMM OpraHaMm UCNOTHUTENbHOM BAACTH.

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

2. OpFaHMBaLI,MFI ONTOBOW TOPros/in NeKapCTBeHHbIMKU CpeacTBamu obA3aHa C06}1P0p,aTb
npegenbHble CPOKU OTrpy3Ku 3ane6OBaHHbIX anTeyHoM opraHmsaumeﬁ NeKapCTBEHHbLIX MpPenapaTtoB
ana megnunHCKoro npnmeHeHmA M He BnpaBe OTKa3biBaTb anTeyHom OopraHusauunu, c KOTOpOﬁ Yy Hee
3aKN04eH COOTBeTCTByIOLLI,VIﬁ AO0roBop O NOCTaBKaX JIEKAPCTBEHHbIX MpenapaTtos AnAa MeaununHCKoro
NpMMeHeHuA, B NOCTaBKe 1IEKAPCTBEHHbIX NpenapaTtoB ANA MmeanUuNHCKOro NnpuMeHeHnAa nNpu Haanvdmu
3anE6OBaHHbIX NNEKapPCTBEHHDbIX NpenapaTtos ANnAd MeanumnMHCKOro npumeHeHnA y opraHm3auunm ONTOBOA
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TOProBAW NEKAPCTBEHHbIMKU cpeacTBamu. [lpefenbHble CPOKM OTFPy3KM 3aTpeboBaHHbIX anTeyHoM
OpraHu3aumen NeKapCcTBEHHbIX MPenapaToB A8 MeAULMHCKOTO MNPUMEHEHMA B 3aBUCMMOCTM OT
Pacrno/ioKeHUA MecCTa OTIPY3KM JNIEKAapPCTBEHHbIX MPenapaTtoB And MeAULMHCKOrO npUMeEHeHUA
yCTaHaBAMBAOTCA YNOJIHOMOYEHHbIM PeaepasbHbIM OPraHOM UCNONHUTENIbHOM BNACTH.

(4actb 2 BBeaeHa PegepanbHbim 3aKoHOM OT 26.03.2022 N 64-03)

Cratba 55. MMopAAOK PO3HUYHOW TOProB/IM IKAPCTBEHHbIMU NpenapaTamm

1. Po3HMYHaAsA TOProBAs JIEKAPCTBEHHbIMM TMpenapatamu B KO/MYECTBax, HeobXoAMMbIX ANs
BbINOJ/IHEHUA BpayebHbIX (Ppenbawepcknx) HasHaYeHUn UM HasHavyeHuli cneumanuctoB B obsacTu
BETEPUHApPUM,  OCYLECTB/IAETCA  anTeYyHbIMU  OPraHU3auMAMM, BETEPUHAPHbIMM  anTeYHbIMMU
OpraHM3aumMaMK,  UHAMBMAYAJbHbIMKM  NPeANPUHUMATENAMM,  UMEIWMMU  JIMLUEH3NI0  Ha
bapmaLeBTUYECKYIO AeATe/IbHOCTb, MEAMUMHCKMMU OpraHu3auMaMM, MMELMMU NIULEH3UIO Ha
bapmaueBTUYECKYIO [eATeNbHOCTb, U KX 060cobneHHbIMM NogpasaeneHuaMu (ambynatopuamu,
denbaliepckumm 1M denbaliepcKo-akyWepPCKUMUM  MNMyHKTaMK, LeHTpamu (oTaeneHusmun) obluel
BpauyebHoW (cemMelHOW) NpPaKTUKK), PacrnoIOKEHHbIMU B CE/IbCKUX HaCEeNEHHbIX NMYyHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auun, U BEeTEePMHAPHbIMKU OpPraHM3aLUUAMU, UMEIOLWMMU JIMLEH3UIO HA
bapmaLeBTUUECKYIO AeATeNbHOCTb. PaspelleHa pO3HMYHAsA TOProBAA TO/IbKO JIEKAPCTBEHHbIMM
npenapaTtamu, 3aperncTpmpoBaHHbiMM B Poccuitickon ®egepaumn MaM U3roToBAEHHbIMM anTEYHbIMU
opraHu3aumamm, BETEPUHaAPHbIMM anTe4yHbIMU opraHu3auuamm, NHAMBUAYANbHBIMU
npeanpUHUMATENAMM, UMELWMMU NULEH3NI0 Ha dapmMaleBTUYECKYD AeATeNbHOCTb. Po3HM4YHas
TOProB/aA JIEKAapPCTBEHHbIMM MpenapaTaMy OCYLLEeCTBAAETCA MO MNpaBMIaM Hagjexalen anteyHom
NPaKTUKK, YTBEPHKAEHHbBIM YNOJHOMOYEHHbIM dhenepasbHbIM OPraHOM UCMONHUTENIbHOM BAACTMY.

(8 pea. PepepanbHbix 3aKkoHOB OT 25.11.2013 N 317-®3, 01 22.12.2014 N 429-93)

1.1. PO3HWYHAA TOProBAA JIEKAPCTBEHHbIMUW MpenapaTamu s MegULMHCKOro NpumMeHeHus (3a
WCKNOYEHNEM JIEKAPCTBEHHbIX MPEenapaToB, OTMYCKAeMbIX MO PeLenTy Ha JIeKapCTBEHHbIW Npenapar,
HAPKOTUYECKUX JIEKAPCTBEHHbIX MPEenapaTtoB M MCUXOTPOMHbIX JI€KAaPCTBEHHbIX MPenapaToB, a TaKkKe
CNUPTOCOAEPKALWMX NEKAPCTBEHHbIX NPEnapaToB C 06bEeMHOM A0/el 3TUA0BOro CnMpTa cBbiwe 25
NMPOLLEHTOB) MOMET OCYWEeCTBAATbCA anTeYHbIMW  OPraHM3aUMAMM  AUCTAHLMOHHbIM  cnocobom.
PO3HWYHYIO  TOProB/AO  JIEKAPCTBEHHbIMW  Mpenapatamn  And  MeAUUMHCKOrO  MPUMEHEHMUA
ANCTAHUMOHHBIM CMOCOH6OM MOTYT OCYLLECTBAATL anTeYHble OpPraHmsauuun, MMelWwme JULEH3UIO Ha
dbapmaLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLee paspeweHue deaepanbHOro opraHa
WUCNONHUTENbHOW BNACTW, ocylecTBaslowero ¢yHKUMM NO  KOHTPOAKD M Haa3opy B cdepe
34paBooxpaHeHua. [lopAAOK Bbl4ayM paspelleHMs Ha  OCYLeCTBAEHME PO3HUYHOW TOProB/AM
NeKapCTBEHHbIMW NpenapaTaMu AUCTaHLMOHHbIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHM3aumMaMm,
KOTOpble MOTYT OCYLLECTBAATb TaKyld TOProB/O, U MOPALOK €e OCYLLEeCTB/eHWMA, a TaKXKe npaBuna
[OCTaBKM JIeKapCTBEHHbIX NpPenapaTtoB rpa)kgaHam ycTaHasnuBatoTca [lpaBuTtennctBom Poccuitckoi
depepaumnmn. MHpopmauus 06 onnadeHHbIX (OTNYLLEHHbBIX) M NOYYEHHbIX JIEKAPCTBEHHbIX NpenapaTax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [OBWKEHWUA JIEKAPCTBEHHbIX MpenapaToB ANA MeAUUUHCKOro
npPUMeHeHUA B NopAAKe, NpeayCMOTPEHHOM 4acTbio 7 cTaTbm 67 HacToAwero ®eaepanbHOro 3akoHa.
(4acTb 1.1 BBeaeHa PeaepanbHbim 3aKkoHOM oT 03.04.2020 N 105-93)

2. Buabl anTeyHblX OpraHWs3auMin WM npasuna OTNyCKa JIeKApPCTBEHHbIX MpenapaTtos AnA
MeAMLMHCKOro NPUMEHEHMA anTeYHbIMKU OpPraHM3auMaMn, UHANBUAYANbHBIMU NPeanpPUHUMATENAMM,
UMEIWMMM  IMLEH3MI0 Ha (apmaueBTUUYECKYIO AOeATeNbHOCTb, a TaKXe MpaBuaa OTnycKa
NEeKapCTBEHHbIX MNpenapaTtoB A1A MeAMUMHCKOrO MPUMEHEHUA MeSUUMHCKUMMW  OpraHn3aumnamu,
UMEWMMM  ANLEH3NI0O  Ha  GapMaueBTUMUECKYlD  AeATeNbHOCTb, W WX  060CO6AEeHHbIMMU
noapasgeneHuamu (ambynatopmamu, ¢enbawepcknmn n GenbAlepCcKo-aKyLWepCKUMN MyHKTamu,
ueHTpamu (otgeneHnamu) obuieit BpauyebHoOM (cemelHON) NPaKTUKKU), PACMOIOKEHHBIMU B CE/IbCKUX
HaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuu, YTBEprKAaloTcA
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOM BAACTH.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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3. MNpaBuaa oTnycka HaPKOTUYECKUX CPEACTB M NCUXOTPOMHbIX BELLECTB, 3aPerncTpupoBaHHbIX B
KayecTBe /IeKapCTBEHHbIX MPEnapaTtoB, JEKAapPCTBEHHbIX MPEnapaTos, COAEpPMKaliMX HapKOTUYeCKue
cpeactBa UM MNCUXOTPOMHble BelleCTBa, YyTBeEPXKAAKOTCA YMNO/IHOMOYEHHbIM d)e,u,epaanblN\ OopraHom
MCNONHUTENbHOW BAAcTU NO COr/IacoBaHUIO C ¢e,u,epaanb|N\ OpraHom MUCMNOJIHUTEIbHOM BNacCTy,
YNONIHOMOYEHHbIM B cpepe BHYTPEHHMUX Aen.

(8 pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble nMpenapaTtbl ANA BETEPUHAPHOrNO MNPUMEHEHUA NogaeXaT OTNycKy
BeTepPUHaAPHbIMMN anTe4YHbIMU OpraHn3saumnamum, BeTepuHapHbIMMU OpPraHnU3aunamm, MHAMBUAYa1bHbIMU
npegnpMHUMaTens M1, MUMELWUMN  JINLEH3UID Ha ¢dapMaLeBTUYECKYO AeATesnbHOCTb.  OTnycK
JIeKAPCTBEHHbIX MPenapaTtoB A/ BETEPUHAPHOIO0 MPMMEHEHMA OCYLLeCTBAAETCA B COOTBETCTBUM C
npaBuAamMM HagnexKawen anTeyHoM MNPAKTUKU NeKapCTBEHHbIX NpenapaTtoB A/A BeTepuMHapHOro
NPUMEHEHUS, YTBEPKAEHHBIMM YNONHOMOYEHHbIM defepasibHbIM OpraHOM UCNOAHUTENBbHOW BAACTM.

(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. TlepeyeHb MEAMUMHCKMX OPraHu3auuii, WMMEILWmX JIMLEH3MI0 Ha (GapMaueBTUYECKYHO
[eATeNnbHOCTb, U Ux 060cobneHHbIX NoapasaeneHunii (ambynatopui, denbawiepcknx U denbaepcKo-
aKYLWEepPCKUX MYHKTOB, LEHTpoB (oTaeneHwnin) obuwein BpayebHOW (cemelHOM) nNpaKTUKM),
PacnosioXKeHHbIX B CE/IbCKUX HACENEHHbIX MYHKTAxX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHuW3aumu, a
TaKKe nepeyveHb IeKapCTBEHHbIX NPENapaToB, NPOAaXKa KOTOPbIX MOXKET OCYLLEeCTBAATLCA YKa3aHHbIMU
opraHuzaumamm n  ux 060coOBNEHHBIMM  MOAPA3AENEHUAMM,  YCTAaHABAMBAKOTCA  OpraHamu
MCNONHUTEIbHOM BNacTn cybbekToB Poccuiickon Pepepaunu.

(8 pea. PepepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N 105-P3)

6. AnTeyHble OpraHMsauuu, UHAUBUAYAJbHbIE NPEANPUHUMATENN, UMMEIOLWME NULLEH3UIO Ha
dbapmaLeBTUUECKYIO AeATeNnbHOCTb, 00A3aHbl obecneuymBaTb YTBEPXKAEHHbIN [1paBUTENbCTBOM
Poccuiickon ®egepauunm n bopmupyembliii B YyCTAaHOBAEHHOM MM MOPAAKE MUHUMANbHbIA aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOH6X04MMbIX A7 OKa3aHUA MeaULLMHCKOM NOMOLLM.

(4acTb 6 B peq,. PepepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

7. AnTeyHble OpraHuWsauuu, WUHAMBUAYANbHblIE MPEeANPUHMMATENN, UMEKLWMEe JINLEH3UIO Ha
bapMaLEBTMYECKYIO  AeATENbHOCTb, HapA4Yy C JIEKAapCTBEHHbIMM Mpenapatamu  WMMeT Mpaso
npuobpeTtaTb M NpoAaBaTb, B TOM YUCAe AUCTAHUMOHHBIM Ccrnocobom, MeaULMHCKME u3genwus,
Ae3nHonumpylowme cpeactsa, NpeameTbl U CPeAcTBa JIMYHOW TUMMEHbl, Nocyay ANA MeAULMHCKUX
uenen, npegMeTbl U cpeacTea, NpegHasHayeHHble s yxona 3a 60/bHbIMKM, HOBOPOXKAEHHBIMU U
AeTbMW, He AOCTUILMMM BO3PACTa TPEX NIET, O4KOBYIO OMNTUKY U CPEeACTBA YXO4a 3a Hell, MMHepasibHble
BOZbl, NPOAYKTbl e4ebHOro, AEeTCKOro U AMETUYECKOro NUTaHWA, BMONOTMYECKU aKTUBHbIE A06aBKM,
nappromepHble U KOCMETUYECKME CPeaCTBA, MeAULMHCKME U CAaHUTAPHO-MPOCBETUTENbHbIE NeYaTHble
n3[aHuA, NpeaHa3HauYeHHble Aa NponaraHapbl 34,0P0BOro 06pasa HKU3HMU.

(8 peq. PegepanbHbix 3aKkoHOB oT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)

8. [eaTenbHOCTb anTeYHbIX OopraHusaumii BoopyeHHbIx Cun Poccuiickoit ®epepaunn, apyrux
BOWCK, BOMHCKMX GOPMMPOBAHNIA N OPraHoOB, B KOTOPbIX 3aKoHOoAaTenbcTBOM Poccuiickon depepaunm
npesycMOTPEHO NPOXOXAEHUE BOEHHOM CAyXKObl uan denepanbHON rocyAapcTBEHHON CNyXObI,
CBA3AHHOW C MPaBOOXPaHUTENIbHOM AeATENbHOCTbIO, pernameHTupyeTca Hactoswmum depepanbHbim
3aKOHOM W YTBEPXKAEHHbIMU COOTBETCTBYHOLWMMM deaepasbHbIMU OpraHaMM UCMONHUTENBHOW BAACTU
nosoxeHuamun. KoHTponb 3a cobnofgeHMemM YKasaHHbIMM anTeYHbIMU OPraHM3aUUAMU MONONKEHUN
HacTosAwero ®enepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU deaepasnbHbIMU OpraHamm
WCNONHUTENbHOM BNACTMU.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Y1TpaTtun cnny c 1 aueapa 2021 roga. - PeaepanbHblin 3akoH ot 03.04.2020 N 105-93.

CratbAa 56. M3roToBNEeHUE M OTNYCK NEKAPCTBEHHDbIX NPenapaToB
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2023 B y. 1 cT. 56 BHOCATCA M3meHeHMA (®3 o1 30.12.2021 N 463-P3).

1. N3roTtoBneHNE NeKapCTBEHHbIX MPenapaToB anTeYHbIMU OPraHU3auMaMU, BETEPUHAPHbIMMU
anNTeYHbIMU OPraHU3aUMAMMU, UHAUBUAYAbHBIMU MPEANPUHUMATENSMU, UMEOWMMN JIMLEH3UIO Ha
dbapmMaLLeBTUUECKYIO AeATEIbHOCTb, OCYLLECTBAAETCA MO pPeuenTam Ha JIeKapcTBEHHbIe NpenapaTtbl, No
TpeboBaHMAM MEeAMLNHCKUX OPraHu3aLmin, BETEPUHAPHbIX OpraHn3aLUumii B COOTBETCTBUWN C NpaBuaamm
M3rOTOB/IEHUA W  OTMNYCKA JIEKAPCTBEHHbIX TMPEenapaTtoB, YTBEPXKAEHHbIMW  YNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCMNONHUTENBHOMN BNACTH.

2. MpY N3roToB/IEHUM NEKAPCTBEHHbIX NPENapaToB anTeYHbIMU OpraHM3aUMAMU, BETEPUHAPHbIMU
anTeYyHbIMU OpPraHM3auMAMM, MHAMBUAYANbHBIMK NPEeANPUHUMATENAMU, UMEIOWMMN JNLEHIUIO Ha
bapmaLeBTUUYECKYIO AeATeNbHOCTb, MCMNoAb3yloTca dapmMaueBTUYECKMEe CybCTaHUMW, BK/OYEHHbIE
COOTBETCTBEHHO B rOCYAapCTBEHHbIN PEecTp IeKapCTBEHHbIX CPeacTB A8 MEANUUHCKOTO NPUMEHEHUS
W TOCYLapCTBEHHbIA pPeecTp JIeKapCTBEHHbIX CPeACTB 4N BETePMHAPHOro MPUMEHEHUSA B
YCTaHOBNIEHHOM  nopAgKe. He  JonyckaeTcA  M3roTOB/EHME — anTeYHbIMW  OpraHM3auuaAMm,
BETePUHAPHbIMM anTeYHbIMW OPraHn3auUAaAMKU, UHANBUAYANbHLIMU NPEANPUHUMATENAMU, NMEIOLLMMU
JMLEH3MI0 Ha PpapMaLeBTUYECKYIO AeATeIbHOCTb, IEKAPCTBEHHbIX NPEenapaToB, 3aperncTPMPOBaHHbIX B
Poccuiickon degepauymu.

3. MapKVIpOBKa NEeKapCTBEHHbIX NpenapaTtoB, M3rotoB/IEHHbLIX anNTe€4YHbIMU OPraHU3aLUAMM,
BETEPUHAPHbLIMU aNTEYHbIMU OpPraHn3aunaAmMmun, HONBMAyaabHbIMU NpeanpunHUMMmatTenamm, MMerLwnmm
NMUEH3UIKD Ha d)apMaLI,eBTM‘-IECKYIO AeATenbHOCTb, W oq)omeeHme TAaKUX nNpenapatoB AO0JIXKHbI
COOTBETCTBOBATb NpPaBun/1aM, YKa3aHHbIM B 4aCTu 1 HaCTO‘r'ILLI,e17I CTaTbM.

4, AnTeyHble OopraHunsauunn, BeTePUHApPHble anTeyHble OpraHunsauunn, uUHOUBMAYabHbIE
npegnpuHMMmaTenu, mnmewuwme NNLEH3UIO Ha d)apMaLI,EBTMLIECKle AeATENbHOCTD, HeCyT
OTBETCTBEHHOCTb 3a HECO6J'IIO,£I,EHVIE npaBua U3rotoB/IEHNA MU OTNYCKA J1IEKAPCTBEHHbLIX MPENapaTtoB B
COOTBETCTBUU C 3aKOHOOATE/IbCTBOM Poccuitckoit (De,u,epau,mm.

Cratba 57. 3anpeweHue npogaxku ¢anbcMPULMPOBAHHBIX JIEKAPCTBEHHbIX CPeACTs,
Hep06pOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1IeKAPCTBEHHbIX CPEACTB

Mpogaaska banbcUOULMPOBAHHBIX  JIEKAPCTBEHHbIX cpeacTs, HeL06poKayeCTBEHHbIX
NNeKapCTBEHHbIX CPEACTB, KOHTPAMAKTHbIX IEKAPCTBEHHbIX CPEACTB 3anpeLyaeTca.

CratbAa 58. XpaHeHue neKapcTBeHHbIX CpeacTs

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLECTBAAETCA MNPOU3BOAUTENAMU JIEKAPCTBEHHbIX
CPeacTs, OpraHMsauMAMKM  ONTOBOM  TOProBAW  /IeKAPCTBEHHbIMWM  CPEACTBaMM,  anTeYyHbIMM
OopraHusaunamMm, BETEPMHAPHbIMMU anTeYHbIMM OpraHu3aumaMM, WHOMBUAYANbHBIMM
npeanpUHUMaTENAMM, UMEIOWMMM INLEH3MIO HA GapMaLLEBTUYECKYIO AeATENbHOCTb UM INLEH3UIO Ha
MEAMLMHCKYI0 AeATeNbHOCTb, MeULUMHCKUMMW OpPraHM3aumamn, BETEPUHAPHLIMKU OPraHUsauuaAmMm U
WHBbIMW  OPraHM3aLMAMM, OCYLLECTBAAIOWMMM ObpalleHne IeKapCTBEHHbIX CpeacTB. XpaHeHue
NEeKapCTBEHHbIX CPeACTB O1A BETEPUHAPHOrO MPUMEHEHUS OpraHM3auMAMM U UHAUBUAYANbHBIMU
npeanpuHUMaTeNaMM B C/y4asX, €CIM OHM WCMNONb3YIOTCA WCKAIOUYMTENbHO NpW  pasBegeHuw,
BbIPALMBAHMM, COAEPKAHUN U NEYEHUWN KUBOTHbIX, MOMKET OCYLLECTBAATLCA 6e3 NoayYyeHusa NULLEH3UM
Ha papmaLeBTUYECKYIO AeATeIbHOCTb.

(8 pen. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHUA NNEKapCTBEHHDbIX cpeAacts yTBEPXAAKTCA COOTBETCTBYHOLWLNM
YNO/THOMOYEHHbIM d)e,a,epaanbuv\ OopraHom WUCNO/IHUTENbHOM BNACTM.
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3. XpaHeHMe HapKOTUYECKUX NIEKAaPCTBEHHbIX CPeACTB, NMCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEeACTs,
pagnodapmaLeBTUYECKUX  JIEKAPCTBEHHbIX  CPeACTB  OCYLLeCcTB/AAeTcA B COOTBETCTBUMM  C
3aKoHopaaTesibcTBoM Poccuiickon ®epepauymn.

Cratba 58.1. MpeamMeTHO-KONNUECTBEHHbIN YYeT JIeKapCTBEHHbIX CPeACTB AN MegULUHCKOro
npumeHeHusA
(sBepeHa depepanbHbiM 3aKkoHOM OT 25.12.2012 N 262-93)

1. lNepeyeHb NeKapCTBEHHbIX CPeaCcTB A9 MEAUMUMHCKOTO NPUMEHEHMA, noajaexalmx
npeaMeTHO-KOIMYECTBEHHOMY YYeTy, YTBEepXAaeTca YNOAHOMOYEHHbIM deaepanbHbiM OpraHom
MCNOAHUTENbHOM BNACTU.

2. MopAaoK BKAOYEHUA NIEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPpUMEHEeHUs B nepeyeHb
JIeKAPCTBEHHbIX CPEACTB A1 MEANLMHCKOrO NPUMEHEHUSA, NOANEKALMX NPeaMETHO-KONNYECTBEHHOMY
yyeTy, yCTaHaBAMBaEeTCA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCNOJAHUTENbHOW BAACTU MO
cornacoBaHuto ¢ deaepanbHbiM OPraHOM WCNONHUTENIbHOW BAACTW, YNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Aen.

(8 peq. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. NpeAMETHO-KO/IMYECTBEHHbIWM YYEeT NEKAPCTBEHHbIX CPEACTB A7 MEAULMHCKOTO NpUMeHeHuUs
BeAyT NPOM3BOAMUTENN JIEKAPCTBEHHbIX CPEACTB, OPraHM3auvu ONTOBOM TOPrOBAM NEKAPCTBEHHLIMM
CpeAacTBamM, anTeyHble OpraHusaunv, UHAMBMAYAbHbIE NpeanpyHMMaTENU, UMEoLWMe ULEH3NIO Ha
bapMaueBTUYECKYIO AEATENbHOCTb MAW IMLEH3NIO HA MEAMUMHCKYIO AeATeNbHOCTb, U MeAUUMUHCKUE
OpraHusauuMn, ocyllecTsaaloWMe obpalleHWe NIeKapCTBEHHbIX CPeAacTB  AfA  MeAWLMHCKOro
NPUMEHEeHUs, NyTem perucTpauum NbbiX CBA3aHHbLIX C MX obpalieHMem onepauuii, Npu KoTOpbIX
N3MEHAETCA UX KONIMYECTBO M (M/IM) COCTOAHME, B CNELMabHbIX XKypHaNax yYeTa onepaunii, CBA3aHHbIX
C obpalieHMem IeKapCTBEHHbIX CPeacTB ANA MeOUUMHCKOro NpUMMeHeHusa (ganee - cneuuanbHble
KYpHanbl).

4. MpaBuna perucTpauun onepawmii, CBA3aHHbIX C ObpalleHMeMmM JIeKapCTBEHHbIX CpeacTB ANs
MeAMLMHCKOrO NPUMEHEHWS, BK/IIOYEHHbIX B MepeyeHb JIEKAapPCTBEHHbIX CPeACTB AN MeAUUMHCKOro
NpUMeHeHus, NogaexKalumx npegMeTHO-KOIMYECTBEHHOMY YYeTy, B CNeLMabHbIX }KYpPHanax u npasuia
BEAEHMSA W XPaHEHWA ChneuuanbHbiX KYPHaJIoB YTBEPXKAAOTCA YMNOJAHOMOYEHHbIM deaepasbHbIM
OpPraHOM MCMOJIHUTE/IbHOM BNACTH.

5. KoHTponb 3a cobiogeHnem npaBua PerucTpaumm onepauuii, CBA3aHHbIX C obpalieHvem
NNeKapPCTBEHHbIX CPEACTB AN MEAUULMHCKOTO NMPUMEHEHUA, BKIAIOYEHHbIX B NepeyYeHb JIeKapCTBEHHbIX
CPeacTs ANa MeAMUMHCKOTO MNPUMEHEHMA, nogaeKalwux npeamMeTHO-KOANYECTBEHHOMY YYeTy, B
CneumanbHbIX XypHanax, a TakkKe 3a cobslogeHMeM NpaBuMA BeAeHWA U XpPaHeHWA CrneunanbHbIX
}KYPHaN0B BO3/1araeTcsa Ha YNoJAHOMOYEHHble pegepanbHble opraHbl UCNONHUTENbHOW BAACTM M OpraHbl
NCMNONHUTENBHON BRacTU cybbekToB Poccuiickoli deaepaumn, OCyWECTBAAIOWME NULEH3MPOBAHME
NPOM3BOACTBA J/IEKAPCTBEHHbIX CPEACTB, (apmaLeBTUYECKOW AeATeNbHOCTU U MeAMLMHCKOM
AeATeNbHOCTH, U OCYLLLECTBAAETCA B PaMKaX /IMLEH3MOHHOIO KOHTPOAS.

Fnasa 11. YHUMTOXEHUE IEKAPCTBEHHbIX CPEACTB
CratbAa 59. OcHOBaHUA U NOPAAOK YHUUTOXKEHUA IeKapCTBEHHbIX CPeACTB

1. Hepob6poKayecTBEHHbIE NEKAPCTBEHHbIE CPeacTBa, ¢anbcudULMpPOBaHHbIE NEKAPCTBEHHbIE
CpeacTBa noasekaT WM3bATUIO M3 0OpalleHMA M YHUUTOMKEHWI0 B NOpAAKe, YCTaHOB/JEHHOM
Mpasutenbcteom Poccuitckoit ®eaepaunn. OCHOBaHMEM ANA YHUUTOXKEHMA NEKAPCTBEHHbIX CPeacTs
ABNAETCA  pelleHMe  BAageNbla  /IeKapCTBeHHbIX  CPEeACTB, pPelleHMe  COOTBETCTBYIOLWEro
YyNOAHOMOYEHHOTO peaepanbHOro opraHa UCNONHUTENbHOW BAACTU UK peLleHmne cyaa.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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2. KoHTpadaKTHble IeKapCcTBEHHbIe CPeACcTBa NoA/eKaT U3bATUIO U3 0OPALLEHUA U YHUUTOKEHUIO
no peleHunto cyaa. MNopagoK YHUUTOXKEHUA KOHTPadaKTHbIX JIeKaPCTBEHHbIX CPeACTB YCTaHaB/IMBAETCS
MpasutenbctBom Poccuinckon degepaumn.

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

3. Pacxogbl, CBA3aHHble C YHWYTOXEHWEM KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPeacTs,
Hef06pPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPeacTs, ¢GanbCUPULMPOBAHHLIX JIEKAPCTBEHHbIX CPEeACTs,
BO3MELLLAIOTCA UX BIaAE/bLEM.

4. Bnageney NeKapcTBEHHbIX CPeACTB AO0/XKEH NPeACTaBUTb B YNOAHOMOYEHHbIN deaepanbHbli
opraH WMCNOSIHUTE/IbHOW BNACTU AOKYMEHT WM 3aBEPEHHYI0 B YCTaHOB/IEHHOM MOPAAKE ero Komnuio,
noatsepaatoLme GakT YHUUTOXEHUA IeKapCTBEHHbIX CPeacTs.

5. CooTBeTCTBYIOWMIA YNOJHOMOYEHHbIA defepanbHblit  OpraH WCNONHUTENbHOM  BAACTH,
NPUHABWININ pelleHne 06 YHUUYTOMKEHWUW NeKapCTBEHHbLIX CPEACTB, OCYLECTBAAET KOHTPO/Ab 3a WX
YHUYTOXKEHUNEM.

6. YHWUYTOXKEHME /NIeKapCTBEHHbIX CPeACTB MPOM3BOAUTCA OPraHM3auUMaMK, UMELWMMU
COOTBETCTBYIOLLYO JIMLLEH3UIO, Ha CMEeLMaibHO 060pPyA0BaHHbIX MAOWAAKAX, MOJAUIOHAX U B CNeunasbHO
060py0BaHHbIX NOMeLLEeHMAX ¢ cobnogeHnem TpeboBaHUI B 061acTM OXpaHbl OKpyKatoLwen cpegbl B
COOTBETCTBUM C 3aKOHOAAaTeIbcTBOM Poccuiickoit Pepepaumm.

7. HapkoTuuyecKMe neKapcTBeHHble CPeacTBa, MCUXOTPOMHbIE JIeKapCcTBEeHHble CPeAacTBa,
pagnodpapmaueBTMUYECKME  NeKapCTBEHHble  CPeACcTBa  YHMUTOXAlTCA B COOTBETCTBUM €
3aKoHoZaTenbcTBoM Poccuiickoit eaepauuu.

Fnasa 12. TOCYAAPCTBEHHOE PEI'YINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI 414 MEANUUHCKOIoO NPMMEHEHUA

Cratba 60. locypapcTBeHHOe peryanpoBaHMe LeH Ha JIeKapCTBeHHble npenapatbl ANA
MeAWLMHCKOro NpMMeHeHUs

1. TocypapcTBeHHOE peryaupoBaHMe LeH Ha JieKapCTBeHHble npenapatbl A8 MeAWLMHCKOro
NPUMeHEeHMA OCyLLLeCTBAAETCA NOCPeaCTBOM:
(8 pea. PepepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepkaeHua Mpasutenbcteom Poccuiickoit ®enepaunmn nepeyHs *KU3HEHHO HeOBXoAUMbIX U
BaXHEMLMX JIeKapCTBEHHbIX MPenapaTos, KOTOPbIM GOpPMUPYeTCA M He pexe OAHOro pasa B rofg
nepecmaTpuBaeTcA B YCTaHOB/JIEHHOM MM MOPAAKE Ha OCHOBE KOMMJIEKCHOM OLLeHKW JIEKAapCTBEHHbIX
npenapatoB, BK/AOYAA aHa/iM3 CBeAEHUA O CPaBHUTENbHOW KAMHWYeCKON 3PeKTMBHOCTU U
6€30NacHOCTM  /IeKAPCTBEHHOTO CPEACTBa, OLLEHKY 3KOHOMMUMYECKMX MOCNeACTBUMIA  MNPUMEHEHUS
NIeKapCTBEHHOTO CPeACTBa U U3yYeHUe AO0MNOHUTE/bHbIX NOCNeACTBUN MPUMEHEHUA NeKapCTBEHHOrO
CcpencTBa;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 13.07.2020 N 206-D3)

2) yTBEPXKAEHWA METOAMKM pacyeTa npeaesibHbIX OTMYCKHbIX UEH NpousBoguTene Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNEPeYeHb YKU3HEHHO HEOBXOAMMbIX U BaXKHEWL WX
NIeKAPCTBEHHbIX MPEnapaToB, a TakKe BHeAPeHMUA MexaHU3MoB GOPMMPOBAHNA CUCTEMbI pedepeHTHbIX
LeH;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 06.06.2019 N 134-d3)

3) rocygapcTBEHHOW perucTpauum  npefenbHbliX OTMNYCKHbIX LEeH npoussBoauTeneit Ha
NeKapCTBEHHble npenapatbl, BK/AOYEHHbIE B MepeyeHb KU3HEHHO HeOobXOAUMbIX W BarKHEWLW WX
NeKapCTBEHHbIX NpenapaTos;

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


consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BFC89D2C9229AFD0B77796B323583A5A736EEC4C16E1683A9BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E76F319BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E92B8C89C299729AFD0B77796B323583A5A736EEC4C16E26D369BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E92B8C89C2B9529AFD0B77796B323583A487336E04C10FF68368EE31173J9u5H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BECA982A9229AFD0B77796B323583A5A736EEC4815EA3C62D4B41C719170AF37D491E3E3JAu3H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC29E219129AFD0B77796B323583A5A736EEC4C16E169339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC29E219129AFD0B77796B323583A5A736EEC4C16E169339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E92B8C9992A9429AFD0B77796B323583A5A736EEC4C16E169319BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BECA9F2E9529AFD0B77796B323583A5A736EEC4C16E169319BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E76F379BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BCCD9B2F9629AFD0B77796B323583A5A736EEC4C16E16A339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BFCC9D2E9B29AFD0B77796B323583A5A736EEC4C16E069339BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BDC89B289429AFD0B77796B323583A5A736EEC4C16E76F359BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BBCC992C9029AFD0B77796B323583A5A736EEC4C16E169319BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BFC2982C9029AFD0B77796B323583A5A736EEC4C16E16A309BB54035C263AF34D493E6FFA3A650J5u4H
consultantplus://offline/ref=203E75800FFF9047CBC6F6175D72265E95BBCC992C9029AFD0B77796B323583A5A736EEC4C16E169309BB54035C263AF34D493E6FFA3A650J5u4H

4) BeAeHVA TOCyHapCTBEHHOrO peecTpa MNpefesbHblX OTMYCKHbIX LLeH Mpou3BoAuUTeNei Ha
NleKapCTBEHHble MpenapaTbl, BK/AOYEHHble B MNEepeYeHb YKU3HEHHO HEeobXOAMMbBIX U BaKHEWLUX
NleKapCTBEHHbIX NpenapaTos;

5) yTBEpXKAeHUs MeTOAMKM YCTaHOBAEHWUA OpraHamu WCMONHUTE/IbHOM BacTU CybbEKTOB
Poccuiickoit ®depepaumm npenenbHbIX PasMepoB ONTOBbIX HaabaBOK M npefesibHbiX pPasmMepoB
PO3HUYHbIX Ha,CI,GaBOK K d)aKTVI‘-IeCKVIM OTNYCKHbIM LUeHaMm, YCTaHOBJIEHHbIM Mpou3BoAUTENAMU
JIeKapCTBEHHbIX MPENapaToB, Ha JIeKAPCTBEHHble MNpernapaTbl, BKAOYEHHble B MepevyeHb KU3HEHHO
HeobXoAMMbIX U BarKHEMLLMX JIEKAPCTBEHHbIX NPENapaTos;

6) yCTaHOB/MEHWs nNpefesibHbIX pPAa3MepoB OMTOBbIX HALOABOK W NpefesibHbIX Pa3smepos
PO3HUYHbIX HaAbaBOK K AKTUYECKMM OTMYCKHbIM LLeHaM, YCTAaHOB/IEHHbIM MPOM3BOAUTENSAMM
JIeKapCTBEHHbIX MPEenapaToB, Ha /IeKAPCTBEHHble Mpenapatbl, BKAOYEHHble B MepevyeHb MKU3HEHHO
HEeobXoAMMbIX U BarKHEMLLINX IEKAPCTBEHHbIX NPenapaTos;

7) yTBEpPXKAEHUA NOPAAKA BblAauYM NpeanucaHuii opraHam UCNOJIHUTENbHOW BacTU Cy6bEKToB
Poccuiickoin ®epepaunn o npMBeaeHUM B COOTBETCTBME C 3aKOHOAaTeNbCTBOM Poccuiickoin Pepepaunn
peweHuin 06 ycTaHOBAEHUW NpeaesibHbIX PasMepoB OMNTOBbIX HaAbaBOK M MpeaesibHbIX Pa3mepos
PO3HUYHbIX HaAbaBOK K AKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/AEHHbIM MPOU3BOAUTENAMM
JIeKApCTBEHHbIX MPENapaToB, Ha JeKapCTBEHHble NpenapaTbl, BKAOYEHHbIE B MEPeYeHb KU3HEHHO
HEoOXOAMMbBIX M BarKHEMLMX JIEKApPCTBEHHbIX MPENapaToB, €C/M OHWM MPUHATbI C HapylweHUem
3aKoHogaTtenbcTBa Poccuinckoit Pepepauymm, B nopagke, yctaHoBaeHHOM MpaBuTenbCcTBoMm Poccunickol
depepauuy;

8) HanpaBneHUs YNoJAHOMOYEHHbIM denepasbHbiM OPraHOM WMCMONIHUTEIbHOW BAACTU OpraHam
WCMONHUTENbHON Bnact cybbekToB Poccuiickolt deaepaumn nNpeanucaHnini o NpuBegeHUMM B
COOTBETCTBME C 3aKOHOAATeNbCTBOM  Poccuiickoi  depepaumy  MPUHATBIX € HapylweHuem
3aKoHogaTenbcTBa Poccuiickoint deapepaumy pelweHuid 06 YCTaHOB/AEHWWM NpefesibHbIX pPasmepos
ONTOBbIX HaAbGaBOK M MpefesibHbIX Pa3sMepPOB PO3HMYHBLIX HaLOABOK K LLeHaM Ha JIeKapCTBEHHble
npenapaTtbl, BKAIOYEHHblE B MEPEYEHb KU3HEHHO HEOOXOAMMbLIX WM BaKHEMWMUX J1IeKapCTBEHHbIX
npenapaTos;

9) ocywectBneHus ¢enepanbHOro rocygapcTBeHHOro Hagsopa B chepe  obpalueHus
NeKapCTBEHHbIX CPEACTB M PErMoHasbHOro rocyAapCTBEHHOrO KOHTPOASA 33 MPUMMEHEHWEM LieH Ha
NNeKapCTBEHHble  NpenapaTtbl COOTBETCTBEHHO  YMO/JIHOMOYEHHbIMKU  dedepasbHbiMKM  OpraHamu
WCMONHUTENbHON BMACTM M OpraHamMy WMCMNONHUTENbHOW BNacT cybbekToB Poccuitickolt depepaunmu
COrNacHoO X KOMMeTeHUMM B MOPAAKe, ycTaHOBAEHHOM MpaBuTensctBom Poccuiickoin Peaepaumy;

(n. 9 B pea. PegepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMA nNpPeayCMOTPEHHbIX 3aKoHodaTenbcTBom Poccuiickoii  degepauumn  mep
OTBETCTBEHHOCTM 3a HapylleHuMe nopsAaKa LeHoobpa3oBaHMA Ha NEKapCTBEHHble Mpenapartsl,
BK/OYEHHbIE B NepeyeHb KU3HEHHO HEOBX0AMMbIX U BaXKHEMLLMX NEKAPCTBEHHbIX MPEnapaTos.

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

2. B ycnoBusAx 4ypesBblYaiHOM CUTyaLuumn U (MAKU) NpU BO3SHUKHOBEHMM Yrpo3bl PacnpoCTPaHeHUA
3a60/1eBaHMA, NPEACTABAAIOLLErO ONAaCHOCTb ANA OKPYMKAIOWMX, a TaKKe B C/lyyae, eciv B TeyeHue
TPUALATM KaneHaapHbIX AHel nocne npuHATUA MpasutenbctBom Poccuiickoit Peaepaumm peleHus o
NpoBeAeHNN MOHMTOPUHIA PO3HMYHBLIX LEH Ha JieKapcTBeHHble MpenapaTtbl, He BK/OYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX W BaXKHEMLMX NEKApPCTBEHHbIX MPEnapaToB, Ha TeppUTOPMAX
cyb6bekToB Poccuitickolt degepaumn BbiABAEH POCT PO3HMUHBLIX LieH Ha yKasaHHble NeKapCTBEHHble
npenapaTtbl Ha TPWUAUATb MPOUEHTOB M 6onee, [lpaBuTenbctBo Poccuitickolt dPepepaumm Bnpase
YCTaHOBWTb NpeAe/ibHble OTMYCKHbIE LLeHbl MPOM3BOAUTENEN HA YKa3aHHbIe NEeKapCTBEHHbIe Npenaparsbl,
npeaenbHble pasmepbl ONTOBbIX HagbaBOK W nNpeaesbHble pasMepbl PO3HUYHBLIX HaabaBOK K
baKTMYEeCKMM OTNYCKHbIM LeHaM Npou3BoAMTENEeN Ha YKasaHHble JIeKapCTBEeHHble npenapartbl.
MepeyeHb NEKAPCTBEHHbIX MPEMapaToB, HE BK/IOYEHHbIX B MepeyeHb MU3HEHHO HeobXoAMMbIX M
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Ba)KHEMLINX JIEKAapCTBEHHbIX MpenapatoB, M NOpPAAOK ero GOpMMPOBaHMA  OMpeaenatoTcs
MpasutenbctBom Poccuinckon degepaumn.
(4actb 2 BBeaeHa PegepanbHbim 3aKoHOM OT 26.03.2020 N 67-93)

3. B TeyeHne aeBAHOCTA KaneHAapHbIX AHEN co AHA yTBep:KaeHus MpasutenbcTtBom Poccuiickoin
dPepepauum nepeyHn, yKasaHHOro B 4acTu 2 HaCTOALWEN CTaTby, He AOMNYCKAOTCA peannsaumns U oThnycK
BK/IIOYEHHbIX B HErO JIEKAPCTBEHHbIX NPENapaToB NO LEeHaM, NPeBbIWAWNM NpesenbHble OTMNYCKHbIe
LeHbl npou3BogMTeneil Ha yKasaHHble fIeKapCTBEHHblE NpenapaTbl, NpeaefibHble pasmepbl ONTOBbIX
HagbaBOK M npefesibHble pasmepbl PO3HWUYHbLIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LieHam
npoussoauTeNneil Ha yKasaHHble NeKapCTBEHHble MpenapaTbl C Y4eTOM Hajnora Ha pfobaBneHHyo
CTOMMOCTb.

(4acTb 3 BBeaeHa PenepanbHbim 3aKkoHOM 0T 26.03.2020 N 67-d3)

KoHcynbTaHTlAOC: NpUMeYaHue.
3apernctpmpoBaHHble Ao 07.06.2019 npepgenbHble OTMNYCKHbIE LEHbl MnoasexaT 06s3aTenbHOM
nepeperncrpaumm B 2019 - 2020 rogax B cooTBeTCTBUM €O CT. 2 P3 0T 06.06.2019 N 134-D3.

CratbAa 61. NocypapcTBeHHAA perucTpauma U nepeperucTpauma npeaesbHbIX OTMYCKHbIX LUeH
npousBoguTeneil Ha NeKapCcTBEHHbIe NpenapaThbl, BKAIOYEHHbIE B NepeyeHb }KU3HEHHO HeobxoaMMbIx
M Ba)XKHeMLWNX IeKapCTBEHHbIX NpenapaTos

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

1. MpegenbHaa OTNYCKHasA LeHa NPOU3BOAUTENA HA NIeKapCTBEHHbIW Npenapat, BKAYEHHbIM B
nepeyeHb KU3HEHHO HeobXOAUMbIX W BasKHEWIWUX NeKapCTBEHHbIX Mpenapatos, MNOANEXKUT
rocyapCTBeHHOW pernctpaumu B nopsaake, yctaHosneHHom Mpasutensctsom Pocculickoit depepaymmy,
Ha OCHOBaHWW NpeAcTaB/EHHOro B YNO/NHOMOYEHHbIN deaepanbHblii OpraH UCMONHUTENbHON BAacTU
3aAB/eHMA AeprKaTena UAK Bnaaenbla perMcTpaumoHHOro yaoCcToBepeHMsa NeKkapcTBEHHOro npenapaTa
(ynonHomoueHHoOro nm nunua).

2. 3apeructpuvpoBaHHaa npegenibHasa OTMNYCKHasA LUeHa NpoUM3BOAMTENA Ha JIeKapCTBEHHbIW
npenapaTt, BK/IOYEHHbIA B MNEpPeYEeHb KU3HEHHO HeobXOAMMbIX W BarKHEWLWMUX JleKapCTBEHHbIX
npenapaToB, MOXKET BbITb NEPepPerucTPUpPoOBaHa B CTOPOHY YBE/IMYEHUS OAMH Pa3 B KaJleH4apHOM roay
Ha OCHOBAHMM NPEACTaBAEHHOro B YNONHOMOYEHHbIN dpelepanbHbiii OpraH UCNOAHUTENbHOM BAACTU 40
1 OKTA6pPA KaxkAoro rofa 3asBleHUA AepyKaTens UM BAageNbla PerMcTpalyMoHHOro yAO0CTOBEepPEeHUS
NNeKapCTBEHHOro nNpenaparta (YNnosHOMOYEHHOrO UM nLa).

3. 3apeructpuvpoBaHHaa npegeNibHasa OTMNYCKHaA LUeHa NpOM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNEPEYEHb KMUIHEHHO HEOBXOAUMbIX W BaXKHENLWUX IeKAaPCTBEHHbIX
npenapaToB, MOXeT 6bITb NePePEeruMcTpUpPoBaHa B CTOPOHY CHUMKEHMA Ha OCHOBaHWW NPeACTaBAEHHOrO
B YNO/NHOMOYEHHbIN denepanbHblii OpraH WCNOMHUTENbHOW BNACTU 3aABJEHUA AeprKaTens Wau
BNageNbla PerucTpaumoHHOro yA0CTOBEPEHMA J/IeKapCTBEHHOrO npenapata (ynoJHOMOYEHHOro MM
nmua).

4, [lepskaTenb wAM BNagenel, PerucTpauMoHHOro yA0CTOBEPEHUA NEKApCTBEHHOrO npenaparta
(ynonHomoueHHoe MM MLo) 06f3aH NpeacTaBUTb B YNOJAHOMOYEHHbIM degepanbHbli  opraH
NCMNONHUTENLHOM BAACTU 3aAB/IEHNE O NepeperncTpaLmm 3aperucTppoBaHHoOM NpeaebHOM OTNYCKHOWM
UeHbl MNPOWM3BOAWUTENSA Ha JIeKAPCTBEHHbIM MpenapaT, BK/AOYEHHbIK B MepedYeHb MU3HEHHO
HEeo6X0AMMbIX M BarKHENLWMX IeKapPCTBEHHbIX NPENapaToB, B CTOPOHY CHUMKEHMSA B CAEAYIOWMX CAyYanX:

1) CHWKEeHWe UuUeHbl B MHOCTPAaHHOM BANOTE Ha JIEKAPCTBEHHbIM npenapaT B CTpaHe
npoussoguTensa u (Mam) B cTpaHax, B KOTOPbIX JI€KAPCTBEHHbIA NpenapaT 3aperncTpupoBaH u (uau) B
KOTOpble NOCTaBAAETCA MPOU3BOAUTENEM;

2) CHMXKeHMe UeH Ha pedepeHTHble NeKapCTBEHHbIe MpenapaTtbhl B COOTBETCTBMM C MyHKTOM 1
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HacToAWen 4acTM (4NA COOTBETCTBYHOLIMX BOCMPOU3BEAEHHbIX, BuoaHanorosbix (6MoNoA06HbIX)
JIeKapCTBEHHbIX NPenapaTtos);

3) npesblleHMe NpeaebHON OTNYCKHOW LIeHbl Ha NepBblil BOCNPOU3BeAeHHbI, 6UoaHaNorosbIi
(6ronoaobHbI) NekapCTBEHHbIN Npenapat MHOCTPAHHOrO NPOU3BOACTBA Haj, NpeaebHOW OTMYCKHOWM
LUEeHOW npouM3BOAWTENss Ha BTOPOW  BOCMPOM3BEAEHHbIN, 6uoaHanorosblit (6MONOAO6HbLIN)
NIeKApCTBEHHbIA  NpenapaTt, pPacciMTaHHOW B  COOTBETCTBUM C  METOLMKOWN, YTBEPXKAEHHOM
Mpasutenscteom Poccuiickon deaepaumu;

4) npesbllleHNe NpeaenbHON OTMYCKHOM LieHbl Ha NepBblii BOCNPon3BeaeHHbI, BUoaHaNorosbIi
(6ronopobHbIN) nNeKapcTBEeHHbIM npenapaTt MPOU3BOAUTENs rocydapcTsa - YneHa EBpasuitckoro
SKOHOMMYECKOro COl3a Hagh npeaenbHOM OTNYCKHOW LLEeHOW MNpou3BOAMTENA HA  BTOpoOW
BOCMNPOW3BEAEHHbIN, 6MoaHanorosbii (6MoNoaobHbINM) NeKapcTBEHHbIM npenapat npoussoguTens
rocyaapctea - uneHa EBpasviiCKOro 3KOHOMMYECKOrO CO3a, PacCYMTaHHOM B COOTBETCTBUMU C
METOLMNKOM, yTBEPKAEHHON MpaBuTennctBom Poccuiickon Pepepaunu.

5. [lopagok nepeperncTpaumv  3aperMcTpupoBaHHbIX  MPedesfibHbIX  OTMYCKHbIX  LieH
Npou3BOAUTENIeN Ha IeKAapPCTBEHHbIE MPENapPaThl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEODXOAMMBIX U
Ba)KHEWLIMX JIEKAPCTBEHHbIX MPEnapaTos, B CAy4asx, NPeLyCMOTPEHHbIX YacTamu 2 - 4 HacTosLuein
CTaTbW, ycTaHaBAmBaeTcs MpaButenbCcTBOM Poccuitickolt depepaumu.

6. DKOHOMMYECKUI aHaNU3 NpenesbHON OTMYCKHOM LEeHbl MPOU3BOAUTENSA HA JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNepeyYeHb KU3HEHHO HEeOobXOAUMbIX U BAKHEMNIMX J1IEKAPCTBEHHbIX
npenapaTtoB, NpW ee TOCyZapPCTBEHHOW pPerncTpaumMmM WA nepeperncTpaumm  ocyLLecTBaAeTcs
denepanbHbIM  OpraHOM WCMNOJIHUTE/NIbHOW  BAACTU, OCYLLECTBAAKOIWMM GYHKUMM N0 MPUHATUIO
HOPMaTMBHbIX MPaBOBbIX AKTOB W KOHTPOAO 3a cobatogeHMemM 3aKoHOZaTeNbCTBa B cdepe
rocyf,apcTBEHHOMO PeryiMpoBaHma LeH (TapndoBs) Ha ToBapbl (ycayru).

7. PacuyeT npeaenbHbIX OTMYCKHbIX LieH, YKa3aHHbIX B YacTax 1 M 2 HACTOsALeN CTaTbW, NpuU MX
rocyf,apCTBEHHON PErncTpaLmm uam nepeperncTpaumm ocyLecTBASETCA B COOTBETCTBMM C METOZLMKOM,
yTBEpPXAEeHHOM MpasutensctBomM Poccuiickon PesepaLlmm 1 yunTbIBatOLLEN B TOM YuCae:

1) CO6I'II-0,D,€HVI€ 6anaHca UHTEPECOB I'IOTpE6VITeI'Ieﬁ NEKAPCTBEHHbIX NPenapaToB, BK/IIOYEHHbIX B
nepevyeHb *XM3HEHHO HEO6XO,£I,MMbIX N BaXKHenWmnx NEeKapCTBEHHbIX MpPenapaTos, U I'IpOM3BO,£I,MTEﬂEﬁ
NEeKapCTBEHHbLIX MNPenapaTtoB, BK/IKOYEHHbLIX B MNepedyeHb MXU3HEHHO H606X0,£I,MMbIX N BaKHEWULWMX
NEeKapCTBEHHbIX MPeNnapaTos,

2) GaKTUYEeCKyIo OTNYCKHYIO LieHY Ha JIeKapCTBeHHble npenapatbl B Poccuiickon degepaunm, ueHy
BBO3a JIeKapCTBEHHbIX MpenapatoB B Poccuitickyto Peaepauumio, a TaKKe UEHbl Ha aHaNOTUYHble
NeKapCTBEHHbIe NpenapaTtsl, Haxoasawmeca B obpaleHnmn B Poccuitickolt degepaunm;

3) 3aTpaTtbl npou3BoauUTeENA NEKAPCTBEHHOro npenapata Ha MNpou3BoAaCTBO U peannsauuto
NeKapCTBEHHOro npenaparta,

4) ueHy Ha NleKapCTBEHHbIN Npenapar, ero LeHy B CTpaHe NPOM3BOAUTENA U B CTPaHaX, B KOTOPbIX
NeKapCTBEHHbIW Npenapat 3aperncTpMpoBaH v (MaKn) B KOTOpble NOCTaBAAETCA NPOU3BOAUTENEM.

8. He AO0NYCKaloTCA peann3daumna n oTnyCck NEKAPCTBEHHbIX NMpPenapaToB, BK/IKOYEHHbLIX B NepeyYeHb
KU3HEHHO H806XO,CI,MMbIX W Ba*KHEeMLWunx NeKapCTBEHHbIX NpenapaTtoB, Ha KOTOpPble NponsBoAUTENAMU
NEeKapCTBEHHbLIX MNpenapaToB He 3apernctpupoBaHa npegenbHaAa OTNYCKHaA LUeHa, peaansauua
nponssoanTenamMmm NeKapCrBeHHbIX NpenapaTtoB NO UeHam, NPeBbIWaAOWMM 3aperncTpmnpoBaHHbIE NN
nepeperncTtpnpoBaHHble npegesibHble OTNYCKHbIE LUEeHbI Ha IEKAapPCTBEHHbIE NPenapaTbl C yY4ETOM Ha0ra
Ha AO6aBﬂeHHyIO CTOMMOCTb.

9. OcobeHHOCTM  rOoCyAapCTBEHHOTO  PEryiMpoBaHUA  MNpedefbHbiX  OTMYCKHbIX  LEeH
npov3BoauTeNei Ha eKapcTBEHHbIE NpPenapaThl, BKAOUYEHHbIE B NepeyYeHb KU3HEHHO HeobX0AMMbIX U
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BaXKHeMNLWmnx NNIEKapPCTBEHHbLIX MpenapaTtoB, B 3aBUCUMMOCTU OT 3KOHOMUYECKUX U (VIIWI) coumnanbHbIX
Kputepues (U3MeHeHWe YCNoBUIA, NopsgKa U CTOMMOCTU NMPOU3BOACTBA JIEKAPCTBEHHbIX MPEnapaTtos,
MCNONb30BaHWE HOBbIX GOpPM, METOAO0B W CNocoboB rocyAapCTBEHHOrO PEryanmpoBaHMA LeH Ha
JleKapCTBEHHblE MpenapaTbl, B TOM 4YMC/JEe HAa OCHOBE MexXaHW3ma pedepeHTHOro LeHoobpasoBaHus,
U3MEHeHUM nopAaKa OKa3aHuA MEAMLI,VIHCKOVI nomouwun, nsmeHeHme Kypca MHOCTpaHHOVI BaNnkOTbl U
WHble U3MEeHeHMA) ycTaHasamnBatoTca MpasuTenbcTBom Poccuiickoit Geaepaunn.

(8 pen. PepepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locypapcCTBEHHbIA peecTp npepesibHbIX OTNYCKHbIX LUeH npoussoauTtenei Ha
JIeKapCcTBeHHble Npenapartbl, BK/AIOUYEHHbIE B NepevyeHb YXU3HEHHO HeobXoauMbIX U BarKHeULMX
JNIeKapCTBEHHbIX NpenapaTos

1. 3aperucTpMpoBaHHblE WAWM MNEPEPEerncTpUpPoBaHHbIE MNpeaesibHble  OTMYCKHble  LEeHbl
npoussoauTenein Ha IeKapCcTBEHHbIe NpenapaThbl, BKAIOYEHHbIE B NepeyeHb KMU3HEHHO HEOOX0ANUMBIX U
BaXHEMWMX JIEKAapPCTBEHHbIX MPENapaToB, MoA/eXKaT BKAOYEHUIO B TOCYAAPCTBEHHbIN peecTp
npegesnbHblX OTNYCKHbIX LEeH NpoM3BOAMTENeil HA JIeKapCTBEHHble MnpenapaTtbl, BK/AOYEHHble B
nepeyeHb *KNM3HEHHO HEOBXOAMMBbIX U BarKHEMLLUX IeKAPCTBEHHbIX NPenapaTos.

(8 peq. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-3)

2. TocypapcTBEHHDBIN peecTp NpesesibHbIX OTMYCKHbIX LieH NpoM3BOAMTENe Ha NIeKapCTBEHHbIe
npenapaTtbl, BKAKOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOAMMbLIX WM BaKHEMLWMUX JIEKAPCTBEHHbIX
npenapaTos, COAEPKUT B cebe creaytowyto MHGopMaLmio:

1) HauMmeHOBaHMe aepaTens WAM  BRagenbua  PerucTpauyoHHOro  yAO0CTOBEpeHus
NleKapCTBEHHOro npenaparta, HaMMeHoBaHMe NPOM3BOAUTENA IeKAPCTBEHHOrO Npenapara, cBeaeHua o
perucTpaummn aepxkaTtena WAM BRagenblLa pPerncrpalMoHHOro YAOCTOBEPEHUA N1IeKapCTBEHHOro
npenapara, CBeAeHUA O pernctpauum NpousBoaAuTeNa NeKapcTBEHHOro npenaparta Ans MeauUnHCKOro
NPUMeHeHNA B KauyecTBe HaloronnaTenbliMKa B CTpaHe pernctpauuu (ona poccUMCKUX opuanudeckux
ML, - nAeHTUOUKALMOHHbIA HoMep HanoronaaTtenbwmKka (MHH), 4na MHOCTPaHHbIX PUANYECKUX ANL, -
CTpaHa perucTpaumm, HaMmeHOBaHWE PEerucTpUpyIoLWEero opraHa, PerncTpauMoHHbIM Homep, Kog
HanoronnateNblWMKa B CTpaHe perucrpauuun (MHKopnopauuu) UAM ero aHanor), Mecto HaxoMAeHus
NpPoOu3BOACTBEHHbIX MNNOLLAA0K, Y4aCTBYHOLMX B NMpoLLecce NPON3BOACTBa IeKapCTBEHHOro npenapara, ¢
yKa3aHuMeMm cTaauu npouecca Npoun3BoacTsa;

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

2) HaMMeHOBaHWE NEeKapCTBEHHOro npenapaTa (MeXAyHapogHoe HenaTeHTOBaHHOe, WU
rPynnMpPoOBOYHOE, UK XMMUYECKOE M TOProBOE HAaMMEHOBAHWA);
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep PerucTPaLMOHHOro YA0CTOBEPEHMSA IeKapCTBEHHOIO NpenaparTa;

4) nekapcTBeHHaa ¢popma C yKaszaHMeM [403MPOBKM IEKAPCTBEHHOrO NpenapaTta U ero Koan4yecTsa
BO BTOPMYHOW (NOTPEBUTENbCKOM) YNaKOBKE, @ TaKKe KOMMIEKTHOCTb;
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpupoBaHHan npeaesibHan OTMNYCKHan LLeHa Ha IeKapCTBEHHbIM npenapart B py6asx;
(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) paTa M HOMep MpMKasa YnoJHOMOYEHHOro deaepanbHOro opraHa UCNONHUTENbHOM BAACTU O
rocyfapcTBEHHON  permcrpauuMm  WAn  nepeperncrpaumm  npeaenbHOM  OTMYCKHOM  LeHbl  Ha
NEKapCTBEHHbIM MNpenapaTt, BKAOYEHHbI B MNepeyeHb KMU3HEHHO HEOOXOAUMbIX W  BaKHEMLMX
NIeKAPCTBEHHbIX NPeNapaTos;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 06.06.2019 N 134-d3)

6.1) gaTa BCTynAeHMA B CUAY NPMKas3a ynosHoMo4YeHHoro deaepasnbHOro opraHa UCNoOAHUTENIbHOM
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B/laCTU O TrOCYAapCTBEHHOW perucTpauum WAn nepeperucTpaunmn npeaenbHon OTMYCKHOM  LieHbl
npou3BoAUTENA Ha /IEKAPCTBEHHbIM NpenapaT, BKAKYEHHbIN B NepeYyeHb XM3HEHHO HeobxoaumbIX U
BaKHEMLLINX NeKapCTBEHHbIX NpenapaTos;

(n. 6.1 BBeaeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOM KoL, HAaHECEHHbIV Ha BTOPUYHYIO (MOTPEBOUTENbCKYIO) YNaKOBKY JIEKAapPCTBEHHOIO
npenapara;
(n. 7 BBeaeH depepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

8) Ko4 NnekapCTBEHHOro npenapaTa Mo aHAaTOMO-TePaneBTUYECKO-XMMUYECKOW KaaccubuKaumy,
peKoMeH40BaHHOM BcemMMpHO opraHmnsaLmnen 34paBooOXpaHeHus.
(n. 8 BBeaeH deaepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocypapcTBeHHaa perncTpaumns WaM nepeperncTpauua npegenbHblX OTNYCKHbIX LEeH Ha
JIeKapCTBEHHbIE NpenapaTtbl, BK/OYEHHblE B MEepevYeHb KU3HEHHO HeOoOXOAMMbIX W BaXKHEMNLWMUX
JIeKApCTBEHHbIX MNPENapaToB, BeAEHME T[OCYAaPCTBEHHOro peecTpa MpeaenbHblX OTMNYCKHbIX LeH
npoussoauTenein Ha IeKapCTBEHHbIe NpenapaThl, BKAOYEHHbIE B MEPEYEHb }KU3HEHHO HEOHXOAMMbIX U
BaXHEMWMX  NEeKApPCTBEHHbIX MNPEenapaToB, OCYLWECTBAAOTCA B NOpsAKe, YCTaHOBAEHHOM
MpasuTtenbcteom Poccuiickon deaepauymm.

(8 peq. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-3)

Cratba 63. YcTaHOB/NeHMe OpraHamMmu WCMOAHUTENIbHOU BAacTM cyb6bekToB PoccuiicKoii
depepauum npepenbHbiX PasmepoB ONTOBbIX HAA6ABOK M MNpeAesibHbIX Pa3smMepoB PO3HUYHBIX
Haa6aBoOK K GaKTUYECKUM OTMYCKHbIM LLleHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMMU NIEKAPCTBEHHbIX
NpPenapaTtoB, HA JIeKAapPCTBEHHbIE NpPenapaTtbl, BKAOYEHHbIE B NepevyeHb KU3HEeHHO HeobXxoauMbIX 1
Ba)KHEWLUMX IeKapCTBEHHbIX NpenapaTos
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNOAHUTENbHOM BAAcTM cybbekToB Poccuiickon ®Pepepaunmn ycTaHaBAUBAKOT
npesenbHble pasmepbl ONTOBbIX HAAOaBOK M npeaenbHble pPasmepbl PO3HMYHBIX HagbaBoK K
baKTMYECKMM OTNYCKHbIM LieHam (6e3 yyeTa Hanora Ha [006aBAEHHYHD CTOMMOCTb), YCTaHOBJ/IEHHbIM
NpPou3BOAUTENAMM JIEKAPCTBEHHbIX MPenapaToB, HAa JIeKAapCTBEHHble MpenapaTbl, BK/OYEHHble B
nepeyeHb KU3HEHHO HEOOXOAMMBIX W BaXKHEMLWMX SIEKAPCTBEHHbIX NPEnapaToB, B COOTBETCTBUU C
YTBEPXKAEHHOW B nopsagKe, ycTaHoBneHHom [paButennctBom Poccuiickolt Pepepaunm, MeToauKOM
YCTaHOBNIEHUA OpraHaMu MCMOJIHUTENbHOM BRacTu cybbekToB Poccuiickolt depepaumm npesenbHbIX
pa3sMepoB ONTOBbIX HafbaBOK W NpeaefibHbIX Pa3MepPOB PO3HUYHBIX HaL0ABOK K (aKTUYECKMM
OTMYCKHbIM  LleHaM, YCTaHOB/JEHHbIM  MNPOM3BOAUTENAMW  JIEKAPCTBEHHbIX NpenapaTtoB, Ha
NleKapCTBEHHblE MpenapaTbl, BKAIOYEHHble B MNEPeYEeHb KU3HEHHO HEOBXOAMMbBIX W  BaXKHEWULMX
NeKapCTBEHHbIX nNpenapaToB. [1poeKTbl pelweHuii OpraHoB WCNONHUTENbHOMW BAAcTU CyObEKTOB
Poccuitickonnt depepaumm 06 ycTaHOBAEGHUM U (MAU) U3MEHEHUM NpPefesibHbIX PasMepoB OMTOBbIX
HafbaBOK M npefesbHblX PAa3sMepPoB PO3HUYHbIX HaAOaBOK K (GAKTUUYECKMM OTMYCKHbIM LieHam,
YCTaHOBNEHHbIM MPOM3BOAMUTENAMMU JIEKAPCTBEHHbLIX NPEnapaTtoB, Ha JIeKapCTBEHHble MNpenaparbl,
BK/IIOYEHHblE B MepeyeHb M3HEHHO HEeOobXOAMMbIX W Ba)KHEWLWWX NeKapCTBEHHbIX MNPenapaTos,
noanexar Cora1acoBaHUI0 C YNOAHOMOYEHHbIM defepasbHbIM OpPraHOM WCMNOJIHUTENLHOW BAACTH,
oCylecTBAAWMM  QYHKUMM MO MNPUHATUIO HOPMATMBHBIX MPABOBbIX aKTOB W KOHTPO/O 3a
cobnogeHnem 3aKoHoAaTeNbCcTBa B cdepe rocyaapcTBEHHOrO pPeryamMpoBaHuMa LeH (Tapudos) Ha
ToBapsbl (ycnyru), B nopaake, yctaHosneHHom MpaButenscTBom Poccuinickon depepaumu.

(8 pea. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-d3, o1 27.12.2019 N 475-d3)

2. OpraHusauMm ONTOBOWN TOProB/AM /IEKAPCTBEHHLIMW CPEeACTBaMM, anTeyHble OpraHusaumm,
WHAMBMAYaNbHbIE MNPeAnPUHUMATENN, UMEKoWMe IMLEH3UIO HAa GapMaLeBTUYECKYI0 AeATeNbHOCTb,
MeAULUMHCKME OpraHM3auMu, MMmelowme AMUEeH3MI0 Ha ¢apmaueBTUYECKYlo AeATeNbHOCTb, U KX
060cob6eHHble nogpasgeneHvsa (ambynatopun, penbaliepckme U GpenballepcKo-aKkyLepckue NyHKTb,
UueHTpbl (oTaeneHus) obuwen BpayebHOM (cemerHON) NPaAKTUKK), PACNONONKEHHblIE B CENbCKUX
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HacesleHHbIX MYHKTAaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHmM3auunm, OCYLLEeCTBAAIOT peanmsauuto
JIEKAapPCTBEHHbIX MNpPenapaToB, BK/OYEHHbIX B MepevyeHb XMU3HEHHO HeobXoAMMbIX U BaKHEeMLWKnx
JIeKapCTBEHHbIX MpenapaToB, NO LeHam, KoTopble (GOPMUPYIOTCA B COOTBETCTBMU C MOPSAKOM,
ycTaHoBAeHHbIM MpaBuTenbcTBom Poccuiickoit Peaepaumnm, n ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha
NO0BaBNEHHYID CTOMMOCTb) He [AO0/BKEH MNpPeBblllaTb CYMMY (GaKTMYECKOW OTMYCKHOM  LieHbl,
YCTaHOB/IEHHOW npoussoauTenem NIeKapCTBEHHOIO npenapara, He npeBsbllLatoWwen
3aperucTpupoBaHHOM UAN NepPeperucTpUpPoBaHHON NpeaenbHON OTNYCKHOM LeHbl npoussoauTens (Ha
AaTy peanunsauuu leKapCTBEHHOro npenapaTta MpPov3BOAMTENIeM), U pasmepa ONTOBOW HaabaBKM U
(nnn) pasmepa posHWYHOW HaABaBKM, He MpPEBbilIAOWUX COOTBETCTBEHHO pasmepa npeaenbHoM
OnNTOBOW HaabaBKM U (MAK) pasmepa NpeaenbHOW PO3HUUYHOM HafabaBKKM, YCTaHOBAEHHbIX B CybbeKTe
Poccuiickon depepauymm.

(4actb 2 B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl UCNOAHUTENbHON BAacTM cybbekToB Poccuitickoir Pepepaumm pasmeliatoT B CETU
"MHTepHeT" MHbOPMALMIO O 3apPErMCTPMPOBAHHDIX NPeaebHbIX OTNYCKHbIX LieHax npousBoauTeneit Ha
JleKapCcTBEHHbIE MNpenapaTtbl, BK/OYEHHble B NepeyeHb KM3HEHHO HeoOXOAMMbIX M BarKHEMLW WX
JIeKapCTBEHHbIX NpenapatoB, 06 YyCTaHOB/AEHHbIX B cybbekTe Poccuiickon depepauunm npegenbHbIX
pa3mepax ONTOBbIX HAA0ABOK U (MM) NpesenbHbIX pasmepax PO3HUYHbLIX HaAOaBOK K YCTaHOB/IEHHbIM
NPOM3BOAUTENAMMN NEKAPCTBEHHDbIX NpenapaToB GaKTUYECKUM OTMYCKHbIM LLEeHaM Ha JIeKapCTBEHHble
npenapaTtbl, BK/IOYEHHbIE B MEPeYeHb MKU3HEHHO HEOBXOAMMbBIX W BaXKHEWMWWUX JIeKapCTBEHHbIX
npenapaToB, a TaK¥Xe 0 CYMMe 3aperMcTpMpoBaHHbIX NpeaenbHbIX OTNYCKHbIX LeH NpoussBoauTeneit Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNEpPeYeHb MKU3HEHHO HeOobXOAMMbBIX W  BaXKHEWMLIUX
NIeKapCTBEHHbIX MNPEenapaToB, YCTaHOBNEHHbIX B cybbekTe Poccuiicko ®Pepepaummn npenenbHbIX
pasMepoB ONTOBbIX HaAbaBOK WM NpeAefibHbiX Pa3smMepoB PO3HUYHbIX HaAbaBOK WM Hanora Ha
[obaBneHHyo cToMmocTb. MHpopmauma, npeaycMoTpeHHaa HacToALWEN YacTbio, SO/KHA HAX0AUTbCA
TaK)Ke B anTeYHblX OPraHU3aLmax B AOCTYNHOW ANA BCEX 3aMHTEPECOBaHHbIX AL, popme n 06HOBAATLCA
no mepe ee pasMelLeHMA OpraHamMu UCMONHUTENbHOW BRacTn cybbektoB Poccuitckon depepaumn B
cetm "UHTepHeT".

(4acTb 3 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-3)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiit 3aKoH o1 27.12.2019 N 475-3.

nasa 13. MOHUTOPUHT 3ODEKTUBHOCTU U BE3SOMACHOCTU
NEKAPCTBEHHDbIX MPEMNAPATOB, HAXO4ALLUXCA B OBPALLEHUMN
B POCCUICKOW ®EAEPALUU
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CratbAa 64. ®apmaKoHaa3op
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHble Npenapartsbl, Haxoaawmecs B obpalweHnn B Poccuiickon ®eaepauuu, nognexar
MOHUTOPUHTY 3PPEKTUBHOCTM M 6E30MacHOCTM B LENAX BbIABNEHMSA BO3MOMKHbIX HeEraTUBHbIX
nocneacTsuii UX NPUMEHEHUN, UHOMBUAYAbHON HENEPEHOCUMOCTH, NPeaynpPeKAeHNa MeaULMUHCKUX
paboTHUKOB, cneunanncToB B 061acTM BeTEPMHAPUM, NALUMEHTOB WAWU BAALENbLEB XMBOTHbIX U WX
3alLMTbl OT NPUMEHEHMA TaKUX JIEKAPCTBEHHbIX NPenapaTos.

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

2. ®dapmaKoHaA30p OCYLWECTBAAETCA COOTBETCTBYIOLWMM YMNOAHOMOYEHHbIM deaepanbHbiM
OpraHOM MCMNONHUTENIbHOW BAACcTU B YCTAaHOB/AIEHHOM MM MOpPAAKe NyTeM aHanusa npeaocTaBAsemoi
cybbekTammM  06palleHMs  NIeKapCTBEHHbIX CPeAacTB  MHOOpMauMM O NOBOYHbIX  AEeNCTBUAX,
He)enaTesbHbIX PeaKkuMsaX, Cepbe3HbIX HexenaTesbHbIX peaKkuuax, HenpeaBuaeHHbIX HeXenaTelbHbIX
peakumax npu MpMMeEHEeHWUM NEeKapCTBEHHbIX Mpenapatos, 06 WHAMBMAYa/NbHOM HenepeHOCUMOCTH,
oTcyTCTBMM 3O DEKTUBHOCTU IEKAPCTBEHHbIX NPEenapaToB, a TakKe 06 MHbIX pakTax U obcToATeNbCTBAX,
NPeACTaBAAOWMX Yrpo3y KM3HU WAM 340POBbI0 4YesnoBeKa /IMBO KMBOTHOrO MNpu MNPUMEHEHUU
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JIeKApPCTBEHHbIX NMPENapaToB U BbIABAEHHbIX Ha BCEX 3Tamnax 0bpalleHNA NeKapCTBEHHbIX NPenapaTos B
Poccuiickon depepaumm 1 gpyrnx rocyaapcreax.

3. CybbeKTbl 06paLLeHNs NeKapCTBEHHbIX CPEACTB B NopsAaKe, YCTaHOBNEHHOM YMOJHOMOYEHHbIM
denepanbHbIM  OpPraHOM WCNONHUTENbHOM BAacTM, 06s3aHbl coobwate B  YNOJHOMOYEHHbIU
denepanbHbli opraH WUCMOJIHUTENbHOM BAACTU O MODOOYHbIX AENCTBUAX, HEXKeNaTesbHbIX Peakuumax,
Cepbe3HbIX HeXKelaTebHbIX peakumax, HenpeaBuaeHHbIX HerKenaTe bHbIX Peakumax npu npuMmeHeHum
JIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBUAYaNbHON HENEepPeHOCUMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU
JIEeKapCTBEHHbIX MPenapaToB, a TakKe 06 MHbIX daKkTax M 06CTOATENbCTBAX, NMPEACTABAAIOWMNX Yrpo3y
U3HU WA 340POBbIO YesloBeKa MO0 KUBOTHOTO MPU NMPUMEHEHUWN JIeKaPCTBEHHbIX MPEenapaTos M
BblABNEHHbIX Ha BCeX 3Tanax obpalleHus NeKapcTBEHHbIX npenapaTtoB B Poccuitckoit depepaumm m
APYrvX rocyaapcreax.

4. OepKaTenv wan Bnafenblibl PErMCTPALMOHHBIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NPENapaTos,
opunanyeckne nnua, Ha UMA KOTOPbIX BblAaHbl pa3pelweHMA Ha nposegeHne KAMHUYECKUX
nccnenoBaHuii B Poccuiickon depepaymm, iM60 yNONHOMOYEHHbIE UMW ApYyTMe HOpUANYECKME NNLA B
paMKax obecrneyeHus 6e30MacHOCTM JIeKapCTBEHHbIX MpenapaToB B MNOpsAAKe, YCTAHOBNEHHOM
COOTBETCTBYIOWMM YMOJHOMOYEHHbIM defepasibHbiM OPraHOM WCMOSIHUTENIbHOW BAACTM, 06A3aHbI
OCYLLEeCTBAATb Npuem, yyeT, 0bpaboTKy, aHaM3 U XpaHeHWe MOCTYNalLLMX B UX agpec oT cybbeKkToB
obpalleHns NeKapCTBEHHbIX CPeacTB M OPraHOB FOCYAAapPCTBEHHOM BACTM COOBLWEHUI O MOBOYHbIX
OENCTBUAX, HEKeNaTeNbHbIX  pPeaKuMsAX, CEepbesHbIX HeXenaTeNlbHbIX W HenpeaBUAEHHbIX
HeKeNnaTesibHbIX pPeakuusax Npuv NPUMEHEHWU JIeKAapPCTBEHHbIX MpernapaToB, 06 O0COBEeHHOCTAX WX
B3aMMOZLENCTBMA C APYIMMU JIEKAPCTBEHHbIMM NpenapaTamu, UHAMBUAYANbHON HENepeHOCMMOCTH, a
Takke 06 MHbIX PpaKTax U 0bCTOATENbCTBAX, NPEACTABAAIOWMX YrPO3Y KU3HU UM 340POBbIO YeoBeKa
B0 KUBOTHOTO MW BAUAIOLLMX HA USMEHEHWE OTHOLWWEHUS OXKUAAEMON MOJb3bl K BOSMOXKHOMY PUCKY
NPUMeEHEeHNA NEeKAPCTBEHHbIX MPEnapaTos.

5. an BblAB/IEHUUN VIHd)OpMaLI,VIM O Cepbe3HbIX HEXeNnaTe/ibHbIX peakumnAax U HenpeasnaeHHbIX
HEeXeNNaTe/IbHbIX peakuynax npu npumMmeHeHn nNeKapCTBEHHbIX MNpenapaTtos, 06 ocobeHHOCTAX WX
B3aMMOAeVICTBMﬂ C APYr'MMU NEKapCTBEHHbIMU MNMpenapaTtamu, VIH,CI,VIBM,CI,ya}'IbHOVI HenepeHoCMMoCTH, a
TaKKe 06 UHbIX d)aKTaX n O6CTOFIT€ﬂbCTBaX, B/IMAOWNMX HA UISMEHEHUNE OTHOLWUEHUA omm,u,aemoﬁ nonb3bl
K BO3MOXHOMY PUCKY MNPUMEHEHUNA JNIEKAPCTBEHHbIX NpenapatoB, AepXaTean Wanm Baadesiblbl
PErncTpaLlMoHHbIX yAOCTOBepeHMﬁ NEKapPCTBEHHbIX NMPenapaTos, vpnagn4eckme namua, Ha MMA KOTOPbIX
BblAaHbl pa3peweHnAa Ha nposegeHne KAINnHUYeCKnxX VICCﬂe,CI,OBaHMﬁ B Poccuitckoi CDe,u,epau,MM, nmbo
YNO/ITHOMOYEHHbIE MW Opyrue pungunvyeckne nuua 06A3aHbI NMPUHATL MeEpPbl, HaNpaB/Z1EHHbIE Ha
yCTpaHeHMne HEeraTuBHbIX I'IOCﬂe,D,CTBMﬁ npumMmeHeHunA TaKNX NEKapPCTBEHHbIX npenaparTos,
npegynpexgeHne npndnHeHna sepeaa XmM3Hn nam 300poBblo Yes10BEKaA nmbo XMBOTHOTIO, 3alLUNTY UX OT
NPUMEHEHUA TaKNX NEKAaPCTBEHHbIX NpPenapaTos, Ha AOI‘IOHHMTQI’IbeIVI c60p AaHHbIX 06 3¢¢EKTMBHOCTM
1 6e30MacHOCTM TaKmX NEKAPCTBEHHbIX MNPenapaTos.

6. 3a HecoobLeHe UK COKpbITUE MHbOPMaLMKM, NPeayCMOTPEHHOM YacTbio 3 HACToALLEN CTaTby,
AepXaTenM WAM  BAadenblbl  PerncTpauMoHHbIX YAOCTOBEPEHMIA NeKapCTBEHHbIX MpenapaTos,
lopuamMyeckMe Auua, Ha WMMA  KOTOPbIX BbldaHbl pa3peweHna Ha nposBedeHne KAUHMYECKMX
nuccneaosaHunin B Poccuiickoit ®egepaunn, iMbo ynoaHOMOUYEHHbIE UMUK Apyr1e ropuandeckue anua, a
TaK)Ke A0/KHOCTHbIE /LA, KOTOPbIM 3Ta MHPOPMaLIMA CTafa U3BECTHa No poay Mx npodeccroHanbHOM
AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickoi deaepaumu.

7. NMpw noay4eHUM yNoSHOMOYEHHbIM desepanbHbiM OPraHOM UCNOJHUTENIbHOW BAACTM B PpamMKax
ocywecTBneHmMa Mm ¢papmakoHaa30pa O0Ka3aTeNbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOro npenapaTta
YCTaHOB/EHHbIM TPeboBaHMAM WAM MPU MNOAYyYEHMUM MHOOPMALMM O HECOOTBETCTBUM AaHHbIX 06
appeKTMBHOCTM U 0 He30NacHOCTM NIeKapCTBEHHOroO NpenapaTa AaHHbIM O IeKapcTBEHHOM NpenaparTe,
COAEPMKALMMCA B MHCTPYKLMM MO ero NpMMeHEHMI0 (B TOM YMCAE BbISIBAEHHbIX B XO4€ OCYLLECTBeHUA
dapmaKkoHag30opa KOHTPO/IbHO-HAA30PHbIMU OpraHaMM MHOCTPAHHbIX FOCYAapCTB), YNOAHOMOYEHHbIN
denepanbHblii OpraH UCNOMHUTENbHOM BNACTU B YCTAHOBEHHOM MM MOPSAAKE pacCcMaTpUBaeT BONPOC O
NPUOCTaHOBAEHMM NPUMEHEHMA TaKOro NEKAPCTBEHHOrO Npenapara.
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CratbA 65. MpuocTaHOBAEHUE NPUMEHEHUA JIeKAapCTBEHHOro npenapara
(B peq. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. MNpu nonydeHnn nHPopmaLmm 0 HexenaTeNbHbIX PeakUMAX NPU NPUMEHEHUM IEKAPCTBEHHOTO
npenaparta, He YKasaHHbIX B MHCTPYKUMU MO MPUMEHEHMUIO /IEKAPCTBEHHOrO npenaparta, cepbesHbIX
He)KenaTesibHbIX peaKkuusax, 06 0COBEeHHOCTAX ero B3aMMOAEWCTBUA C APYTMMMU JIEKAPCTBEHHbIMMU
npenapaTamu, KOTOpble MOTYT NPeACTaBAATb YrPO3Y MKU3HU UN 340POBbIO YE/I0BEKA MO0 KMBOTHOTO,
a TaK)Ke 0 HECOOTBETCTBUM AaHHbIX 06 apdeKTUBHOCTU M 0 6e30NacHOCTN SIeKapCTBEHHOrO NpenapaTa
AaHHbIM O JIEKapCTBEHHOM MpenapaTte, CoA4ep’KallMMCA B UHCTPYKLMM NO ero MpUMEHEHUI0, B TOM
yucae OT YNOJHOMOYEHHbIX OPraHOB MHOCTPAHHbIX FOCYAApPCTB, OOMEH KOTOPOW OCYLLEeCTBAAETCA B
COOTBETCTBUM C COMMALIEHUAMMU MEXKAY YNONHOMOYEHHbIM denepasbHbIM OPraHOM MCMOAHUTENIbHOM
B/IACTU U YNONHOMOYEHHbIMM OpPraHamm MHOCTPAHHbIX FOCYAapPCTB, YNONHOMOYEHHbIM deaepanbHblit
OpraH UCMOIHUTENIbHOW BJ1IAaCTU PAacCMaTPUBAET BOMPOC O BO3MOXHOCTM MPUOCTaHOB/IEHUS 0bpalleHus
TAKOro JIEKApCTBEHHOro Mpenapata B MNOpAAKe, YCTaHOBJEHHOM YMOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM UCMOJIHUTE/IbHOM BAIACTH.

2. an HENCNONHEHNN WUAN HeHagnexXawem HUCNOIHEHUU AepXaTenamum uan Baagesibuamu
PEerncTpaLlMoHHbIX yﬂ,OCTOBGpEHMﬁ NEKAPCTBEHHbLIX MNMpenapatos, puUuagn4eckmumm nmuammn, Ha UMA
KOTOpPbIX Bbl4adHbl pa3pelweHna Ha npoBegeHne KAMHN4YeCKnxX VICCﬂe,CI,OBaHVIﬁ B Poccuickol CDep,epau,MM,
nanm ynoaHOMOYEHHbIMKM UMU  APYTUMU  HOPUOUNYECKUMU  NTULaMU O6‘r'|3aHHOCTel‘/JI, YCTaHOBJ/IEHHbIX
yactamm 3 u 4 ctatbu 64 HactoALero cDEFI,GIL)Z:U'IbHOI'O 3adKOHa, nmbo B Cny4yaax npeacraBneHuA
COOTBETCTBYHOLLMM YNOZTHOMOYEHHbIM d)ep,epaanblM OpraHom NCNONHUTENbHON BAACTU 3aKNOYEHUSA O
HEeAOCTOBEPHOCTU pPEe3ybTaTOB K/IMHUYECKOro wuccnegoBaHMA NEKAPCTBEHHOrO npenapata  AnA
MEeONUNHCKOIO NpUMEHEHUNA, KOTOpPOE OCHOBAHO Ha pe3ynbTaTtaX MNpoOBEPKU ME,D,VILI,VIHCKO%
opraHunsauuu, I'IpOBOAVIBLLIGVI YKa3aHHOe KJ/IMHU4Yeckoe wuccnegosaHune C HapyweHumem npasun
Hap,nemau.l,eﬁ KAUHUYECKON NPaKTUKU, 1 NPpUBENO K NMOSIy4EHUIO HEOQOCTOBEPHbIX Pe3y/1bTaToB, nmbo B
C/ly4ae HesbinoaHeHMA npeanncaHmA, BblIAAHHOINO YNO/IHOMOYEHHbIM d)e,u,epaanblN\ opraHom
WUCNONIHUTE/IbHOM B/IAaCTM MO UTOram ocyuwecresneHmA Bbl60p0‘-IHOFO KOHTPO/1A Ka4yeCTBa 1IEKAaPCTBEHHOIO
npenaparta, YI'IOJ'IHOMO‘-IEHHbIﬁ d)e,u,epaanblﬁ opraH WCNONHUTENbHON BNacTn B YCTaHOB/JIEHHOM MM
nopAagKke paccmaTtpmBaeT BONPOC O NPUOCTaHOBNIEHUN NPUMEHEHNA TAKOIo 1IEKAPCTBEHHOTO Npenaparta.

3. YnonHomoueHHbIl deaepanbHbli opraH MCNONHUTENIbHOW BNACTU MpPU NpeacTaBAeHUN emy
CcBeAeHUI O HecoOTBETCTBUM MNPOU3BOAUTENA JIeKapCTBEHHbIX cpeacTs TpeboBaHMAM Mpasun
Hagne)Kale NpoM3BOACTBEHHOM NPAKTUKM M (MAKM) O HapyWeHUU AULEH3NOHHbIX TpeboBaHUiA,
KoTopble 6blAn BbiABAEHbI B X04e MNPOBEAEHUA WHCMEeKTUPOBAHMA MPOM3BOAUTENA NIEKAPCTBEHHbIX
CPeACcTB WAM OCYLLECTBAEHMA JIMUEH3MOHHOrO KOHTPOoAA B chepe NPOM3BOACTBA NEKAPCTBEHHbIX
cpeactTs U NpuMBENU WMAM MOFYT NPUBECTM K MNPOU3BOACTBY JIEKAaPCTBEHHbIX Mpenapatos ANA
MEANLMHCKOTO NPUMEHEHNA, NPUYUHUBLUUX UAM CNOCOBHbIX MPUYNHUTL BPed M3HU UAM 340POBbI0
rpaxgaH, paccmaTpuBaeT BOMPOC O NPUOCTAaHOBAEHUM MPUMEHEHUA NIeKapCTBEHHbIX NpenapaTos ANs
MeANLMUHCKOTO NPUMEHEHNA B YCTaHOBAEHHOM MM NOPAAKE B CAeAYIOLLMX CNyYanX:

1) coctaB n (MaM) TexHoNOrMA NPOU3BOACTBA NEKAPCTBEHHOro npenapaTta AnA mMeAULUHCKOro
npumeHeHna (c onucaHWem cTaauin NPON3BOACTBA) OTAMYAIOTCA OT 3aAB/JEHHbIX B PErmcTpaLMOHHOM
[0CbE;

2) ﬂeKapCTBEHHbIVI npenapart AanAa MeaguumMHCKoro npumeHeHunAa npoun3sseneH Ha
I'IpOMBBOACTBEHHOVI naowaake, He yKa3aHHOl‘;1 B pernMcTpatMoHHOM A00Cbe;

3) y npou3BoAuMTENA /EeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT AOKYMEHTbl, MOATBEpXKAatolime
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenapata A1A MeAMUMHCKOrOo MpPMMEHEeHUA, BBOAUMOro B
rpaskaaHckuii 06opoT, TpeboBaHUAM, YCTaHOBIEHHbIM MPUW €ro rocyAapCcTBEHHOMN perncrpaumm;

4) npoun3isoauTenem nNeKapCTBeHHbIX Cpeacrts B COrNacoBaHHbIN € COOTBETCTBYHOLWMM
YNO/THOMOYEHHbIM d)e,a,epaanbw\ OpraHom NUCNONIHNUTENIbHOW BNacTu CPOK Heé YyCTpaHeHbl HapyweHunA
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TpeboBaHMIA NpaBUA HagNexKalleh NPOU3BOACTBEHHON NPAKTUKU U (UK) NULEH3UOHHbIX TPpeboBaHWi,
KOTOpble Obln BbiAB/AEHbI B X04€ MPOBEAEHMA WHCMEKTUPOBAHUSA MPOU3BOAUTENA JIEKAPCTBEHHbIX
CPeACTB WAN OCYLLECTBAEHUA JIMLUEH3MOHHOrO KOHTpois B chepe NpOM3BOACTBA JIEKAPCTBEHHbIX
CpeAcTB U MPUBEAN WAM MOTYT MNPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaTtos Ans
MEeANLMHCKOTO NMPUMEHEHUA, MPUYNHUBLLUUX UAN CMOCOOHBLIX MPUYMHUTD BPE U3HU UK 340POBbIO
rpakaaH.

(4acTb 3 BBeaeHa PeaepanbHbim 3akoHoM oT 04.06.2018 N 140-93)

4. YnonHomouYeHHbI deaepanbHblit opraH WCNOAHUTENbHOW BAACTU NPU HaMUYUMM Y Hero
CBeAEHUI O HecoOTBETCTBUW MNPOU3BOAUTENA JIEKAPCTBEHHbIX cpeacTts TpeboBaHMAM npaBun
Hagneskalleih NpPoM3BOACTBEHHON MNPAKTUKU M (MAKM) O HapyWeHUU AULEH3NOHHbIX TpeboBaHUM,
KOTOpble 6blN BbiABAEHbI B XO4e MNPOBEAEHUA WHCMEKTUPOBAHMA MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPEeACTB WM OCYLLECTB/IEHUS JINLEH3MOHHOIO KOHTPONsA B chepe NPOM3BOACTBA JIEKAPCTBEHHbIX
CpeAcTB U MNpUBENU WAM MOTYT NPUBECTU K MNPOU3BOACTBY JIEKAPCTBEHHbLIX MpenapaToB ANs
BETEPUHAPHOIO NPUMEHEHUA, NPUYUHUBLLNX UAWN CMOCOBHbLIX MPUYUHUTDL BPEA, KU3HU UAU 340POBbIO
YKMBOTHbIX, PacCMaTpPMBaEeT BOMPOC O MPUOCTAHOBNEHUU Peanms3aumm U NPUMEHEHUA NIEKAaPCTBEHHbIX
npenapaToB A5 BeTePUHAPHOIo NPUMEHEHUS B YCTaHOBAEHHOM MM NOPAAKE B CAEAYIOLLMX C/IyYasX:

1) coctaB M (MAK) TexHoNOrMA NMPOM3BOACTBA JIEKAPCTBEHHOrO npenapaTa AN BeTepuMHapHOro
npumeHeHun (C onucaHuMem cTaguii NPOU3BOACTBA) OTNNMYAKOTCA OT 3aABJAEHHbIX B PErncTpalMoOHHOM
[OCbE;

2) NeKapCTBEHHbIW  npenapat [AAA  BETEPUMHAPHOTO  MPUMEHEHWA  MNpPOM3BEAEeH  Ha
NpPOV3BOACTBEHHOW NIOWAAKE, HE YKa3aHHOM B PErUCTPaLMOHHOM AOCLE;

3) y npou3BoAMUTENs JIeKAapCTBEHHbIX CPEACTB OTCYTCTBYHOT [AOKYMEHTbI, NoATBEp:KAalowme
COOTBETCTBME KA4yecTBa JIEKAaPCTBEHHOrO npenapaTa ANs BETEPUMHAPHOrO NPUMEHEHWs, BBOAMMOIO B
rpask4aHcKuii 060opoT, TpeboBaHUAM, YCTaHOB/IEHHBIM NPY €ro rocyAapCcTBEHHOM perncTpaumy;

4) npousBoauUTENIEM JIEKAPCTBEHHbIX CPEACTB B  COIM/IACOBAHHbIM C  COOTBETCTBYHOLLMM
YNO/IHOMOYEHHbIM peaepanbHbIM OPraHOM WCMOAHUTENBHOW BAACTM CPOK HE YCTPaHEHbl HapylleHus
TpeboBaHMI NpaBuUA HagNexKalen NPon3BOACTBEHHOM NPAKTUKN U (MM) NNLEH3UOHHbIX TPeboBaHUN,
KOTopble 6blAN BbiABNEHbl B XOA4e MPOBEAEHUA WHCMEKTUPOBAHWUS MPOU3BOAUTENA NEKAPCTBEHHbIX
CpPeacTB WAM OCYLLECTBAEHUS JNNMLEH3MOHHOTO KOHTpons B cdepe NpPoOU3BOACTBA JIEKAPCTBEHHbIX
Cpeacte U NpUMBEAM WAW  MOTYT MPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapatoB Ans
BETEPUHAPHOro NPUMEHEHUA, NPUYNHUBLLNX UM CMOCOBHBLIX MPUYUHUTL Bpes, *KU3HU UKW 340POBbIO
YKMBOTHbIX.

(4acTb 4 BBegeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2023 cT. 65 pononHaeTcA Y. 5,6 (P3 o1 27.12.2019 N 475-93).

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.09.2023 cT. 65 pononHaetca y. 7 (3 ot 02.07.2021 N 317-P3).

Cratba 66. MHbopmauma o pesyabTatax papmaKkoHaa3opa
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbI  deaepanbHblt  OpraH  UCNOAHUTENIbHOM  BAACTW,  OCYLLECTBASIOLLNIA
dbapmakoHag30p, NO ero pesysbTaTam pasmellaeT Ha cBoeM oduumanbHOM caiTe B ceTn "UHTepHeT"
MHpopmaumto o:

1) BblAB/IEHNUN HOBbLIX NOATBEPHKAEHHbIX AaHHbIX O No60oYHbIX AeﬁCTBMHX, HeXXenaTe/ibHbIX
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peakuMax, CepbesHbIX HexKenaTesbHbIX peakuuax, HenpeaBUAEHHbIX HeenaTesbHbIX Peakuusax npu
NPUMEHEHUN JIEKapPCTBEHHOTO NpenapaTta, B TOM YUC/e BAMAIOWMX Ha OTHOLLIEHWE OXKMAAEMOM NOoJb3bl
K BO3MOYXHOMY PUCKY MPUMEHEHMA AaHHOTO JIeKapCTBEHHOro Npenapara;

2) NPUHATBIX PELIEHUSAX O BHECEHUM U3MEHEHUI B MHCTPYKLMIO MO MPUMEHEHMUIO IEKAPCTBEHHOIO
npenapara, 0 NPMOCTAaHOB/NIEHUN NPUMEHEHUSA IEKAPCTBEHHOIO NpenapaTta, 06 U3bATUKN U3 0bpaLleHun
JIeKapCTBEHHOrOo npenapaTta uan o BO306HOB/IEHUM NPUMEHEHMA 1eKAaPCTBEHHOIO Npenapara.

Fnaea 14. UHOOPMALMNA O NEKAPCTBEHHbIX MPENAPATAX. CUICTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHDbIX NMPEMAPATOB
ana MEAUUUHCKOIro NPUMEHEHUA
(8 peq,. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumua O NeKapCTBeHHbIX npenapatax. CucTema MOHUTOPUHIA ABUXKEHUA
JNIeKapCTBEHHbIX NPenapaTos AN MeAULLMHCKOTO NPpUMEHeHUsA
(B peq,. PepgepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

1. UHdpopmauma o nekapcTBEHHbIX MpenapaTax, OTNYCKaembIX MO PeLenTy Ha JeKapCTBEHHbIN
npenapart, AO/KHa COAEPaTbCA TO/IbKO B CMeuMaNvM3MpoBaHHbIX M34aHUAX, NpedHasHaYeHHbIX ANs
MeANUMHCKUNX, papMaleBTUYECKUX PabOTHMKOB, CneLmnanmcTos B obiactn setepuHapum. MHpopmaums
O /IeKapCTBEHHbIX MpenapaTtax Aaa crneuvanucToB B 061acTM 06palleHua NeKapCTBeHHbIX CPpeacTs
MOMEeT coaepKaTbcA B MOHOrpaduax, cnpaBoYHUKAX, Hay4dHbIX CTaTbAX, B AOKNaZaX Ha KOHrpeccax,
KOHObEepeHUMAX, CUMMNO3NMYMaX, HaydHbIX COBETaX, a TaKKe B WHCTPYKUMAX MO MNPUMEHEHUIO
NleKapCTBEHHbIX NPenapaTos.

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

2. MHpopmaums O NeKapCTBEHHbIX NpenapaTax, OTNycKaemblix 6e3 peuenTta Ha /IeKapCTBEHHbIN
npenapat, MOXeT CogeprKaTbCA B NybAMKALMAX M 0OBbABNEHUAX CPeAcTB MaccoBOM MHpopmaLuu,
CNeunannsmMpoBaHHbIX U OBLLUMX MeYaTHbIX U3LAHUAX, UHCTPYKLUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToB, MHbIX U34aHUAX CYOBEKTOB 0bpaLLEeHNA IeKAPCTBEHHbIX CPeACTB. PeknamHble maTepuasbl
O /IeKapCTBEHHOM npenapaTe, oTnyckaemom 6e3 peuenTa Ha NEKapCTBEHHbIV npenapaT, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOTO Npenapara.

3. ﬂ,Ol‘IYCKaETCﬂ MUCNosib30BaHME NHOObIX MaTepPUanbHbIX HOCVITEI'IEVI, NO3BONIAOWNX XPAHUTD,
nepeaasaTtb N NCNOJZIb30BATb VIH(I)OpMaLI,VIIO O NeKapCTBEHHbIX NMpenapaTax 6e3 ee MCKaXKeHus.

4, Ona uenen ungeHTUPUKALMKM YNaKOBOK JIEKAPCTBEHHbLIX MPEenapaTtoB AAa MeAMLMHCKOro
NPUMEHEHNA NPOU3BOAUTENN NIEKAPCTBEHHbIX CPeAcTB B MOPAAKe, YCTaHOBNEHHOM [paBUTENbCTBOM
Poccuiickoit degepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NPUMEHEHUSA, A8 KOTOPbIX HEe NpeayCcMOTpeHa BTOPUYHAA YNaKoBKa) U BTOPUYHYIO
(noTpebuTenbcKyto) YyNakoBKY NE€KAPCTBEHHbIX NPENnapaTos 4118 MeAUUMHCKOTo NPUMEHEHUA CpeacTBa
NaeHTUPUKALMKN, 33 WMCKNOYEHWEM JIEKAPCTBEHHbIX MPenapaTtoB ANA MEeAMUMHCKOTO MPUMEHEHMUs,
NPOM3BOAUMbIX AN NPOBEAEHUA KAMHUYECKMX UCCNEA0BaHWUM, SKCMOPTA, IeKapCTBEHHbIX NpPenapaTos
ANA MeAULMHCKOro NPUMEHEHMA, YKasaHHbIX B Yactax 5 u 8 ctaTbu 13 HacToAwero deaepanbHoro
3aKOHa, paanodapMaLeBTUYECKMX JIeKAapPCTBEHHbIX MNpenapaTtoB, MMABOK MEAWULMHCKMX M rasos
MeAMULMHCKUX.

(4acTb 4 BBegeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3 (peq. 27.12.2019))

5. XapaKTepuCTMKM cpeactBa MAEHTUPUKALMKM, MOPSAOK ero HaHeceHus M TpeboBaHMA K
CTPYKTYpe n dopmaty MHPOPMaLIMKN, KOTOPYIO COLEPKMUT CPencTBO UAEHTUPUKALMU, ONpesensatoTca
MpasuTenscteom Poccuiickon Pepepaumm.

(4acTb 5 BBeaeHa PeaepanbHbiMm 3aKOHOM 0T 28.12.2017 N 425-93)

6. MopAagoK co34aHMA, pasBUTUA, BBOAA B IKCNAyaTauMmio, 3KCNayaTauMu W BblBOAA W3
IKCNayaTaumm CuUctembl MOHUTOPUHTaA ABUXEHUA NEKAPCTBEHHbLIX Mpenapatos ANA mMmeaunLMHCKOro
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NPUMeEHEHUs, MNOPALOK MpefocTaBiAeHUs WHOOPMALMM, COAEPIKALLENCA B CUCTEME MOHUTOPMHIA
OBVXKEHMA NEKAPCTBEHHbIX MPENapaToB AN MeUUMHCKOTO NPUMEHEHMA, U MOPALOK B3aMMOAENCTBUA
YKa3aHHOMW  cUCTEMbl C  WHbBIMW  TOCYOAPCTBEHHBIMM  MHPOPMALMOHHBIMKM  CUCTEMAMKU U
MHOOPMALMOHHBIMM  CUCTEMAMU  IOPUANYECKMX UL, U UMHOAMBUAYANbHbIX MNpeanpuHUMaTENen,
YyKa3aHHbIX B 4Yactax 7 u 10 HacToAwelh cTaTbW, ycTaHasauBatotca [lpaBuTenbcTBOM Poccuiickoi
Pepepaunmn. OnepaTopamMu CUCTEMbI MOHMTOPWUHIA ABWKEHWUA JNIEKAPCTBEHHbIX MpenapaToB AnA
MEAMUMHCKOTO NpUMeHeHus aBaatoTca deaepanbHblit opraH UCNOMHUTENbHOW BAactM U - (KMau)
OopraHusaums, ynoiHoMoueHHble MpasuTtenbctBom Poccuiickon Pepepauymu.

(4acTb 6 BBEAeHa PeaepanbHbim 3aKOHOM 0T 28.12.2017 N 425-93)

7. lOpupmnueckme nmua n HANBUAYabHbIE NPEANPUHUMATENMN, OCYLLECTBAAOLLME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuitickyto Pepepaumio, OTNYCK, peanusauuio, nepegadvy, NpPUMEHEHME W
YHUUYTOXKEHME NEKAPCTBEHHbIX NPENapaToB 418 MeANLMHCKOro NpUMeHeHnsa, obecnevymnBaoT B NopsaaKe
M B COCTaBe, KOTopble ycTaHoBseHbl [lpaButennctBom Poccuitckoit Pepepaunmn c yyetom BMUAa
OCYLLECTBASIEMON MMWU LAEeATENbHOCTM, BHEceHWe MHPOPMaLMM O JIEKAapCTBEHHbIX MpenapaTtax ans
MEANLMHCKOTO MPUMEHEHUA B CUCTEMY MOHUTOPUHIA ABUMMKEHUA SIEKAPCTBEHHbIX MpenapaTtos AJiA
MELMNLMHCKOTrO NPMMEHEHUA.

(4actb 7 BBeaeHa PenepanbHbim 3aKoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl AAA MEAUUMHCKOrO MNPUMEHEHUWA, npegHasHavyeHHble AnA
obecneyeHus auu, 60abHbIX remoduaneint, MyKOBMCLMA030M, rTMNodpu3apHbIM HAHU3IMOM, BONE3HbLO
lowe, 3710Ka4yeCcTBEHHbIMM HOBOOOPA30BaHUAMWU NUMGOUAHON, KPOBETBOPHOW W POACTBEHHBIX MM
TKaHel, paccesiHHbIM CK/epOo30M, /ML, MOC/e TPaHCMaHTauMM OpraHoB W (MAM)  TKaHew,
npoussegeHHble A0 31 pekabpa 2019 roga, a TaKKe WHble JIeKapCTBEHHble npenapaTtbl A
MeLMLMHCKOro NpumeHeHus, npoussegeHHble Ao 1 niona 2020 roga, nognexkaT XpaHeHUIo, NepeBo3Ke,
OTNYCKY, peanunsauuu, nepegaye, npuMeHeHuto 6e3 HaHeceHMs cpeacT8 MAeHTUGUKALMM [0 UCTeYEeHUs
CpoKa ux rogHocTu. MpasuTenbcTBo Poccuninickon ®eaepaumm Bnpase yCTaHOBUTb 0COBEHHOCTM BBOAA B
rpaxaaHCKMii 060pOT EKAPCTBEHHbIX NPENAPaToB A4 MeANLMHCKOIO NPUMEHEHUA, NPON3BEAEHHDbIX B
nepuog ¢ 1 utona 2020 roga no 1 oktabpa 2020 roga. B uenax BBoga B rpakgaHckuii obopot
JleKapCcTBEHHble npenapaTtbl AAA MEeOUUMHCKOTO MNPUMEHEHMUA, 33 WCKAYEHMEM JIeKAapPCTBEHHbIX
npenapaTos, npegHasHayeHHbIX AnA obecneyeHusa v, 60AbHbIX remoduanenn, MyKOBUCLMA030M,
rmnodusapHbiMm HaHM3MOM, 6onesHblo Mowe, 310Ka4ecTBEHHbIMM HOBOOOPA30BaHUAMMN NMMOULHOMN,
KPOBETBOPHOM W POACTBEHHbIX MM TKAHEW, PACCEAHHbIM CKAEPO30OM, AWUL, NOC/Ae TPaHCMAAHTALUK
OpraHoB U (UnK) TKaHel, NpousBeaeHHble 3a Npegenamu Tepputopun Poccuinickon Pepepaumn go 1
oKTA6pna 2020 roga, moryT 6bITb BBE3€HbI B Poccuiickyto deaepaumio o 1 sHeapa 2021 roaa B nopagkKe,
ycTaHoBNneHHOM lMNpaBuTenbcTteom Poccuitckoin Pepepaumm, 6e3 HaHeceHUs cpeacTs MAeHTUGUKaLMK.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-d3, o1 13.07.2020 N 206-D3)

8. OpraHusauma MHPOPMALMOHHOIO B3aMMOAEWNCTBUA CUCTEMbI MOHUTOPUHIA OBUXKEHUA
NIEeKApPCTBEHHbIX NpenapaTtoB AAa MEOMUMHCKOTO MNPUMEHEHUA C  MHbIMU  FOCYAApPCTBEHHbIMMU
MHOOPMALMOHHBbIMUK cMCTeEMaMM obecneymBaeTcs B TOM 4WUCae NOCPEACTBOM WHOPACTPYKTYpbI,
obecneumBatowelr MHGOPMaLMOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHDOPMALMOHHBIX CUCTEM,
MUCNosb3yemMbiX ANA NpefoCTaBNeHUA TOCYAAPCTBEHHBIX W MYHWUMNANbHBIX YCAYr W UCMOJIHEHUA
rocyf,apcTBeHHbIX U MyHULMMANAbHbIX QYHKLMIA B SNEKTPOHHOM dopme.

(4yacTb 8 BBegeHa PenepanbHbiMm 3aKOHOM 0OT 28.12.2017 N 425-93)

9. O6wepoctynHana WHPOpPMALMA, COAEPKALWAACA B CUCTEME MOHMUTOPUHIa ABUMKEHUA
NIEKapCTBEHHbIX MPEenapaToB AAs8 MEeAMUMHCKOrO NPUMEHEHMs, pasmellaeTca B WMHPOPMaLMOHHO-
TeNeKOMMYHUKAUUOHHOW ceTn "UHTepHeT" (B Tom uncne B Gopme OTKPbITbIX AaHHbIX) B MOpAAKeE,
ycTaHoBneHHOM MpaBuTenbcTBom Poccuitickon depepauymm.

(4acTb 9 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

10. MpounssoguTenn nekapCTBeHHbIX CPeACTB NOAYYalOT COAEPMKALLYHOCA B CMCTEME MOHUTOPUHIA
ABUXEHNA NEeKapCTBEHHbLIX Mpenapartos AnAa MegUUUHCKOro npumeHeHuA VIHd)OpMaLl,MIO O cepuax u
NapTUAX NEKAPCTBEHHbLIX NPenapaTos, NPON3BOANMbIX MU N HaXOo4ALWNXCA B rPa*XaaHCKOM o6op0Te B
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Poccuiickoin ®epepaummn, 6e3so3mesgHo.
(4acTb 10 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

11. 3a npon3BOACTBO MM NPOAANKY IEKAPCTBEHHbIX NPENAPaATOB 419 MeAULMHCKOro NpUMeHeHna
6e3 HaHeceHMA cpencTB MAeHTUPMKAUNM, C HapyLLEHMEM YCTAaHOBAEHHOIO NOPAAKA MX HaHeceHwus, a
TaKXKe 33 HEeCBOEBPEMEHHOe BHECEeHME AAHHbIX B CUCTEMY MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX
npenapatos Ana mMeaununHCKOro npummeHeHunAa wan BHeceHMe B Hee HeAoCTOBEePHbIX AaHHbIX
opuanyeckne anua U UHANBUAYasibHble NpeAnpUHUMATENIN, YKa3aHHble B 4YacTax 4 U 7 HacToALlen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickoit ®Pepepaunu.
(4acTtb 11 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

12. MpasutenbctBo Poccuitickoit Pepepaunm BnpaBe YCTaHOBUTb OCOBEHHOCTM BHeapeHus
CUCTEMbI MOHUTOPUHIA ABUXEHUA NEeKapPCTBEHHbLIX npenapatoB AnA MeAUUMHCKOro npumeHeHuA,
BK/IlOYAA CPOKM €ee BHeapeHMA, B OTHOLEHWW JIEKAapCTBEHHbIX MPenapaToB A8 MegUUMHCKOro
NPpUMeHeHUA, BKIKOYEHHbLIX B NepedyeHb XU3HEHHO HGOﬁXOAMMbIX U BaKHeMnLunx NNeKapCTBEHHbIX
npenapaToB, NeKApCTBEHHbIX MNpPenapaToB, npegHasHayeHHblx AnA obecnevyeHua aud, 60/bHbIX
remoduanen, MyKoBMCLMAO030M, rMNodPusapHbiM HaHM3MOM, 60se3Hblo olwe, 3/10KaYeCTBEHHbIMM
HOBOOOpa3oBaHMAMKU NUMPOMAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, pacceaHHbIM
CK/IepPO30M, UL, NOC/E TPAHCMIAHTALMM OPraHoB M (MAM) TKAHEM, UHbIX eKAaPCTBEHHbIX NpenapaTos
ANA MeANLMHCKOro NPUMEHeEHMUs.

(4actb 12 BBegeHa PeaepanbHbiM 3aKkoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUUN, OCYLLEECTBNAKOLWIUE AEATENBHOCTb
MO OBPALLUEHUNIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa dPepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuyeHMs, Hanaraembie MNpPU OCYLUECTBJIEHUU pfeATeNbHOCTM B cdepe
obpalleHUs NeKapCTBEHHbIX CpeacTB

1. OpraHusaumu, 3aHMMatowmecsa paspaboTKol, npomsBoacTBOM U (Man) peanusaumen
NleKapCTBEHHbIX NpenapaTtoB AN MeAUUMHCKOro NpumeHeHusa, opraHusauumm, obnagaowme npasamu
Ha WCNo/nb3oBaHWE TOProBOr0 HaMMEHOBaHWA JIeKapCTBEHHOro npenapata A4 MeAMLUMHCKOro
NPUMeHeHNA, opraHM3aLumn ONTOBOW TOProBAN NEeKapCTBEHHbIMM CpeacTBaMu, anTedHble opraHn3auuu
(ux npeactaBuTeNn, UHble GU3NYECKNE M HOPUAUYECKME ML, OCYLLECTBASAIOWME CBOIO AeATe/IbHOCTb OT
UMEHU 3TUX OpraHu3auuii) B OTHOLWIEHUU MEeANLMHCKMX PabOoTHUKOB M pyKoBOAUTENE MeAULMNHCKUX
opraHM3auuin He Bnpase:

1) Bpy4aTb NOAapPKH, BbiN/1a4nBaTb AEHEXKHbIE CPpeACTBA (33 NUCKNIlo4YeHnem BO3Hana)K[],6HVIﬁ no
Agorosopam npu nposeaeHn KANMHUYECKUX MCCHEAOBaHMVI NNEKAPCTBEHHbLIX NpenapatoB AnA
MegnunHCKOro npumeHeHwuA, BO3Hana)KLI,EHMVI, CBA3aHHbLIX C ocywecrBaieHnem meagununHCKUmMm
pa6OTHVIKOM ne,u,arormqecr(oﬁ n (MJ'IM) Hay‘-IHOﬁ LI,EFITEJ'IbHOCTM), B TOM 4uncne onnayvymeaTb pa3BievdeHunn,
OTAbIX, Npoe3a K MeCTy OTAblXa, a TakKXe NPUBIEKATb K y4aCTUIO B pPa3BJ/ieKAaTE/IbHbIX MepPONpPUATUAX,
npoBOoAUNMbIX 3a CHET CBOUX CPeAcCTB;

2) 3aK/1lo4aTb cornawieHnAa O Ha3Ha4YeHUn wan pekomeHgauun nauunMeHTam NeKAPCTBEHHbIX
npenapartos A4na MeaAUUMHCKOro npumeHeHuA (33 UCKNlo4YeHnem A[Oorosopos O nposegeHUn
KANHUNYECKUX VICCI'Ie,CI,OBaHVIﬁ NNEKapPCTBEHHDbIX NpenapaTos A4Na meanumnHCKoro I'IpMMEHEHMFI);

3) npeanocCcTaBATb o6pa3u,b| NNIEKaPCTBEHHbLIX Npenapatos ANA MmeguunHCKoro npmMmeHeHuAa B
uenax Bpy4vyeHuA nauyneHTam (3a UCKNKOYEHNEM CNy4aeB, CBA3aHHbIX C npoBegeHUeEM KAUHUYECKUX
MCCHEAOBaHMVI NNEKapPCTBEHHbIX MpenapaToB ANA MeaUUNHCKOIo I'IpVIMEHeHMFI),'

4) npeaocTaBNATb HEAOCTOBEPHYIO W (MAKM) HEnosHyl MHOOPMALMIO O NEeKapCTBEHHbIX
npenapartax gaa MeauLMHCKOro NPUMEHEHUS;
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5) nocewatb nx B paboyee Bpemsa Ha paboumx mecTax, 33 UCK/IHOYEHMEM C/ly4aeB, CBA3AHHbIX C
NnpoBeAeHNEM KAMHUYECKUX WCCeA0BaHUI  NIeKapCTBEHHbIX MPenapaTtoB  Aas  MeAULMHCKOro
NPUMEHEHNA, C y4acTUeM B MOpAAKe, YCTaHOBAEHHOM pyKoBoAMTeNemM MeAULIMHCKOW opraHusauuu, B
cobpaHMaAX MeAULMHCKUX PabOTHUKOB M MHbIX MEPONPUATUAX, HaMpPaBJEHHbIX Ha MOBbILIEHWE WX
NpPo¢$eccnMoHaNbHOro YpOBHA WAM Ha npeaocTaBnaeHue UHPOPMALIMKM, CBA3AHHOM C OCYLLECTBAEHMEM
MOHWUTOpPUHIa 6€30NacHOCTM JIeKapCTBEHHbIX NPenapaTos;

6) Noby»KAaTb K BbINMUCbIBAHMIO NEKAPCTBEHHbIX MNPEnapaTos A1 MeAULMHCKOro NPUMEHEHMA Ha
61aHKax, coaepaWwmx MHOOPMaLMIO PEKIaMHOM0 XapakTepa, a Takke Ha peuenTypHbiX 61aHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMEHOBaHWE JEKapCTBEHHOro npenapata Aaa MeAWLMHCKOro
NPUMeHeHus.

2. OpraHu13almm, ykasaHHble B ab3ale nepsom 4acti 1 HacToALwen CTaTbk, U UX NPeACTaBUTENN B
OTHOLLEHWM papMaLIEBTUYECKUX PaBOTHUKOB M PYKOBOAUTENEN anTeUYHbIX OpraHn3aLmii He Brpase:

1) BpyYaTb NOAAPKM, BbiNJaunBaTb AEHEXKHbIE CPEACTBa, B TOM YMCAE OMIavyMBaTh passfiedyeHus,
OTAbIX, MPOEe3A K MecCTy OTAblXa, M MPMBAEKAaTb K y4yacTUIO B PasB/ieKaTe/ibHblX MepPOonpUATUSAX,
NPOBOAMMbIX 33 CYET CBOUX CPEACTB;

2) npenocrtaBiATb 06p33LI,bI NNEKAPCTBEHHDbIX NpenapatoB AnAd megunumnHCKoro npuMmeHeHuna OnAa
Bpy4Y€HUA HaCeneHumto,

3) 3adK/1I04aTb CcornaweHunAa o npeasoXeHnUn HaceneHun onpeaeneHHbIX JeKapCTBEHHDbIX
npenapartos Ana megnunHCKoro npuMmeHeHuaA,;

4) npefocTaBNATb HEAOCTOBEPHYIO W (MAWM) HENOSHYIO MHOOPMALMIO O JIeKapCTBEHHbIX
npenapatax 418 MeAUUMHCKOTO NPUMEHEHWA, B TOM YMC/le MMEIWUX OANHAKOBOE MeXAyHapoaHoe
HenaTeHToBaHHOE HaMMeHOBaHMe.

Cratba 67.2. TpeboBaHUA K OpraHM3auMm U NPOBEAEHUI0 HAyYHbIX MepPONnpUATUIA, WHbIX
MeponpuATUA, HaNpasBAeHHbIX Ha MoBbllWeHMe NPOoPEeCcCMOHANbHOIO YPOBHA MeAULMUHCKUX
paboTHMKOB MM Ha npegocTaBaeHMe MHPOPMALMMU, CBA3AHHON C OCYLLECTBAEHUEM MOHUTOPUHIA
6e30nacHOCTM IeKaPCTBEHHbIX NPenapaTos

1. Npw NpoBeAEHMM HAaYYHbIX MEPONPUATUIN, UHBIX MEPONPUATUIA, HANPaBAEHHbIX HA NOBbILIEHUE
NpPo¢$eccMoHaNbHOrO YPOBHA MEAMUMHCKMX PaboTHMKOB WAM HA NpefoCTaB/eHWe CBS3aHHOW C
OCYLLECTBNIEHMEM  MOHMUTOPUHTa  6Ee30MacHOCTM  NIeKApCTBEHHbIX  MNpenapaToB  MHpOpMaLMMu,
OpraHM3yemMbIX OpraHU3auMAMM, yKasaHHbIMW B ab3aue nepBom 4actu 1 cratbu 67.1 HacTosAwero
depepanbHOro 3aKoHa, WX NPeACTaBUTENAMM W (MAKM) GUHAHCUPYyeMbIX 3a CYeT CPeacTB 3TUX
OopraHuMsaumMin ¥ WX NpPeAcTaBUTeNeld, 3anpeliaeTtca MNPenATCTBOBaTb Y4Y4acTUIO B YKa3aHHbIX
MEPOMNPUATUAX MHbIX OPraHU3aLMiA, KOTOpble NMPOU3BOAAT UAWN PEaNM3yIoT IeKapCTBEHHbIE NpenapaThbl
ANA MEAMUMHCKOTO MPUMEHEHUA CO CXOMMM MeXaHM3Mom $apMaKoorMyeckoro gencreuna, nmbo
Co34aBaTb AMCKPUMMUHALMOHHbIE YCI0BMA ANA OAHWX YYAaCTHUMKOB MO CPaBHEHWIO C Apyrumu
YYaCTHMKaMM, @ UMEHHO:

1) npeaocCcTaB/iATb pa3zIMHHOE KOJIMYECTBO BpeMeHU anA BbICTyI'I!'IEHMﬁ Y4aCTHUKOB, pa3/1inyHble No
pa3mepy 3aHMMaeMol naowaan mecta ana AemMmOoHCTpaunun o6pa3u,03 NeKapCTBEHHbIX NpenapaTtosB ANA
MeJNUNHCKOTO NpUMMEHEHUNA WUAN PEKNAMHbIX MaTEPUAZIOB O JIEKAPCTBEHHbLIX Mpenapatax A4nAa
MegNnUNHCKOro NpuMeHeHMNA Ha 3KCNo3numnAax, CteHaax, 3a UCKIlOYEHNEM CNy4HaeB, eCin Takne ycnosuma
3aKpenieHbl B cornawieHnAax aTux opraHmsau,Mﬁ, nx HpEACTaBMTEHEVI (o} d)MHaHCVIpOBaHVIM YKa3aHHbIX
MepOHpMﬂTMVI n O6yCJ'IOB!'IeHbI Pa3/IM4HbIMU 3aTPaTaMUN YH4AaCTHUKOB Ha UX OPraHn3auuto;

2) ycTaHaB/AMBaTb pa3smep B3HOCA AN YYAaCTHMKOB MePONpUATUIA, YKasaHHbIX B ab3aue nepsom
HaCToALLEN YacTu, NPEBbLILWAIOWMIA CYMMY 3aTpaT Ha OPraHM3aLMIo YKasaHHbIX MEPONPUATUIA U BeayLnA
K He060CHOBAHHOMY OFpaHMYEHMIO YMCNA UX YY4ACTHUKOB.



2. OpraHu3aummn, yKasaHHble B ab3aue nepsom yacti 1 ctatbm 67.1 HacToswero PeaepanbHOro
3aKOHa, UX NpeacTaBUTENN, OCYLLECTBAAIOLIME OpraHM3auuio U (Mnn) duHaHcMpoBaHUE MepPONPUATUNA,
YKa3aHHbIX B YacTu 1 HacToALlen ctaTbi, 06A3aHbl 0becneymBaTb A0OCTYN K MHGOPMaLUM O gaTe, Mecte u
BPEMEHW MPOBEAEHMA YKa3aHHbIX MEeponpusaTUiA, MNaaHax, nporpammax npoBeAeHUs YKa3aHHbIX
MEpPONPUATUIA U TEMAX, NNAHMUPYEMBIX A1 PACCMOTPEHMA, COCTaBe MX YYAaCTHMKOB NyTEM pa3MeLLeHmns
COOTBETCTBYIOLEN MHPOPMALMU Ha cBOMX OdULMabHBIX caTax B ceTh "MHTepHeT" He no3agHee AByX
MecCsLEB 40 Haya/la NPoBeAEHUA YKa3aHHbIX MEPONPUATUN.

3. MHbopmaums 0 NpoBedeHUN MEepPONPUATUIA, YKa3aHHbIX B YacTM 1 HaCTOALLEN CTaTbM, B CPOK,
YCTAHOBNEHHbIN YacTbl0 2 HACTOALWEN CTaTbM, AO/MKHA ObiTb HanpaBieHa B deaepanbHblit opraH
WCMOJIHUTE/IbHOW  BNAcTW, OCYLEeCTBAAOWMA  PYHKUMM 1O KOHTPOAO W Haasopy B coepe
34,paBOOXpaHeHNn, ANA NOC/ieAyoWero pasmeLleHmsa ee Ha oduLUMaIbHOM caliTe 3TOro opraHa B CeTu
"UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3SAKOHOOATE/IbCTBA
POCCUINCKOMN SEAEPALIUM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
U BOSMELLEHUE BPEAA, MPUYMHEHHOIO 340POBbIO TPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPENAPATOB

Cratba 68. OTBETCTBEHHOCTb 33 HapylueHue 3aKoHogaTenbcTBa PoccuiicKoit degepauumn npm
obpalleHUn NeKapCcTBeHHbIX CpeacTs

1. HapyweHune 3akoHomaTenbctBa Poccuiickon ®Pepepauum npu obpaleHUM SeKapCTBEHHbIX
cpencTe Bneyer 3a cobol OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZATENbCTBOM PoccuiicKomn
depepauum.

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

2. 3a HenpeacrtaBNeHME WAM HecBOeBpPeMEHHOe npeacTaBneHMe WHbopmauun u  (1am)
OOKYMeHToB Anbo  npeacTaBleHME  HEAOCTOBEPHbIX  MHboOpmauumM U (MAM)  OOKYMEHTOB,
npPeaycMoTPeHHbIX Hactoswum ®PegepanbHbiM 3aKOHOM, CyObeKTbl 06palleHUs eKapCTBEHHbIX
CpeacTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATeNbCTBOM Poccunitckon deaepaumm.

(4actb 2 BBEAeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pea. PenepanbHoOro 3akoHa ot
04.06.2018 N 140-93)

CratbAa 69. BoamelwieHue Bpeaa, NPUHUUHEHHOrO 340POBbIO rpaXKpaH BCaeacTBMe NpuMeHeHuUsn
IeKapCTBEHHbIX NpenapaTos

1. NMpounssoguTens JsieKapCTBEHHOro rnpenapara 0653aH BO3MECTUTb Bpea, I'IpM‘-IMHEHHbIﬁ
340pP0OBbIO rpaxkgaH scaeacrsme NnpuMeHeHnAa NeKapCTBEHHONO nNpenapara, eC/in A40Ka3aHo, YTo:

1) HEKapCTBEHHbIVI npenapar npumeHAncA Nno HasHad4eHUo B COOTBETCTBUU C MHCprKLI,MEVI no
NPUMEHEHUIO NIEKAPCTBEHHOIO Mnpenaparta " I'IpMLIMHOﬁ Bpena ABWACA BBOA B FpaH(AaHCKMVI O60pOT
He,[],06p0KaHeCTBeHHOI'O NeKapCTBEHHOro npenaparta,

2) Bpepn, 340POBbIO MPUYMHEH BCAEACTBME HEAOCTOBEPHOW MHOOPMALMKM, CoAep:Kallencs B
WMHCTPYKUMM N0  MNPUMEHEHWUIO  NeKapCTBEHHOTO  nNpenapaTta, W34aHHOW  Npou3BOAMTENEM
NeKapCTBEHHOrO NpenaparTa.

2.B Cnyyvae, eCcnaun Bpea 340P0BbIO rpa*XaaH NnpuYnHEH BCneancrsne npuMmeHeHmAa 1eKapCcrBeHHOro
npenaparta, npuweglwero B HerOAHOCTb B pe3y/ibTaTe HapyweHUA npaBua XpPaHEHUA NEKAPCTBEHHbIX
cpeAacTts, npasun ONTOBOW TOPros/n NeKapCTtBeHHbIMU NMpenapaTamu, nNpasBusl OTNYCKa /IEKAPCTBEHHDbIX
npenapartos, Mnpasua MU3rotoBsieHMA U OTNYCKa J1IEKAPCTBEHHbLIX MNpPenapaTtoB, BO3mMelleHue Bpeda
OocCyLliecrTBnAaeTca COOTBETCTBEHHO opraHmaaumeﬁ onToBoOM TOProe/an nNeKapCrBeHHbIMW CpeacTtBamu,
anTeyHom opraHmsaumeﬁ, MHOUBMAYaNAbHbIM  NpeanpuUHUMaTenem, uMmerLwnmm NULEH3UIO Ha
d)apMaLl,eBTM‘-leCKyIO AeATeNnbHOCTb UAU NTNUEH3UIO HA MEJUUUHCKYHO AOeATEe/IbHOCTD, Me,EI,MLI,MHCKOﬁ
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opraHusaumnen, Mmelollein nuLeH3nio Ha GapmMaLeBTUUECKYD AeATeNbHOCTb (ee 060cobaeHHbIM
noapasgeneHnem (ambynatopueins, penbaliepckum n GenballepcKo-aKyLLepCcKMmM NyHKTamMu, LeHTPOM
(oTneneHuem) obuieit BpauebHoM (cemeltHOM) NPaKTUKK), PACMNONOKEHHbIM B CE/IbCKOM Hace/leHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHaa opraHu3aums), AONYCTUBLIMMW NPOAAXKY UAN OTMYCK TaKoro
JIeKapCcTBEHHOro npenapara.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3meleHue Bpena, NPUYMHEHHOTO 340POBbI  rParKAaH BCAeACTBME NPUMEHEHUA
JIEKAapPCTBEHHbIX MPENapaToB W/IM COBEPLUEHUS MPOTUBOMPABHbLIX AEUCTBUIA CybbeKkTamu obpalleHun
NIeKApCTBEHHbIX CPEACTB, OCYLLECTB/AAETCA B COOTBETCTBMM C 3aKOHOZaTenbCcTBOM Poccuitckoit
depepauum.

Fnasa 16. SAK/TIOMUTE/IbHBIE NO/TOXKEHUA

Cratba 70. O NnpU3HaHUM YTPATUBLUMMM CUNY OTAE/NbHBIX 3aKOHOAATE/IbHbIX aKTOB (NON0XKeHU
3aKOHOAaTebHbIX aKToB) Poccuiickoii Pepepauum

MpW3HaTL YTPATUBLIMMM CUNY:

1) depepanbHblil 3aKoH oT 22 nioHA 1998 roga N 86-93 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue
3aKoHogaTenbcTBa Poccuiickoli ®eaepaunn, 1998, N 26, cT. 3006);

2) ®epepanbHbIi 3aKoH oT 2 AHBapA 2000 roga N 5-d3 "O BHeceHUN U3MEHEHMUA U AOMNONHEHUIA B
depepanbHbln 3akoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHopaTenbcTBa Poccuiickoin
depepauum, 2000, N 2, cT. 126);

3) cratbto 40 PenepanbHoro 3akoHa ot 10 aHBapAa 2003 roga N 15-P3 "O BHECEHUU U3MEHEHWUI U
OOMNOJ/IHEHUI B HEKOTOpble 3aKoHoZaTesibHble aKTbl Poccuiickoint deaepaumm B CBA3U C MPUHATUEM
depepanbHoro 3akoHa "O MUEH3MPOBAHWKM OTAENbHbIX BUAOB agesatenbHoctu" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoit ®epgepaunu, 2003, N 2, cT. 167);

4) ctatbio 31 PegepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-93 "O BHeceHUU U3MEHEHUIN U
OOMNOJIHEHUI B HEKOTOpPbIE 3aKoHOA4ATebHble aKTbl Poccuninckoit Peaepauunm, NpMsHaHMM YTPATUMBLLUMMM
CUNYy OTAENbHbIX 3aKoHOAATeNbHbIX aKToB Poccuiickoit depepaumn, NpenocTaBAeHUM OTAE/bHbIX
rapaHTUi cCOTPyAHWKAM OpPraHOB BHYTPEHHMUX e/, OPraHOB Mo KOHTPO/IO 33 060POTOM HapPKOTMYECKUX
CpPeacTB U NCUXOTPOMHbLIX BELLECTB U ynpasgHAemblx ¢enepasibHbiX OpraHOB Ha/IoroBoM NOAWLMMK B
CBA3N C OCYLLECTBJIEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt degepaumm, 2003, N 27, ct. 2700);

5) ctatbio 101 PepepanbHOro 3akoHa ot 22 asrycta 2004 roga N 122-d3 "O BHeCEHUN U3MEHEHUI
B 3aKOHOAZaTe/bHble aKTbl Poccuiickon Pepepaumn M NPU3HAHUMM YTPATUBLUMMMU CUAY HEKOTOPbIX
3aKoHoZaTe/IbHbIX aKToB Poccuiickoit Pepepaumm B cBaAsn ¢ npuHaTnem PeaepanbHbix 3akoHoB "O
BHECEHWM M3MEHEHUI U aononHeHnn B PeaepanbHblit 3aKoH "O6 0b6WMX NPUHLMNAX OpraHM3auum
3aKoHoZaTeslbHbIX  (NpeAcTaBUTENbHbBIX) M UCNOAHUTENIbHBIX OPraHOB FOCYAAPCTBEHHOW BAACTM
cybbektoB Poccuiickon  ®depgepaumn” mn "O6 0b6WMX NPUHUMMIAX OpraHM3auMM  MeCTHOro
camoynpasneHua B Poccuiickon depepaunn” (CobpaHue 3akoHopaTenbcTea Poccuiickon depepauumy,
2004, N 35, ct. 3607);

6) ctaTbto 28 PepnepanbHOro 3akoHa ot 18 aekabpa 2006 roga N 231-d3 "O BBeaeHUU B AelcTBMEe
yactm 4YetBepTon [paxkaaHcKoro Koaekca Poccuitickont depepauum" (CobpaHue 3aKoHOOATENbCTBA
Poccuiickoit deaepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoawero ®eaepanbHOro 3aKkoHa

1. Hactoawumit ®enepanbHbiii 3aKoH BCTynaeT B cuay ¢ 1 ceHTabps 2010 roaa.
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2. JlekapcTBeHHble CpeacTBa, 3aperucTpupoBaHHbIe A0 AHA BCTYNJEHMA B CUAY HACTOALLEro
denepanbHOro 3aKoHa, NOANENKAT BKIOYEHUIO B FTOCYAapPCTBEHHbIE PeeCcTpbl NEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKas3aHHbIX B 4Yactu 1 ctatbu 33 HactosAwero ®enepanbHOro 3akoHa cBedeHWin 06 3Tux
JIEKAapCTBEHHbIX CpeacTBax 6e3 MNPOXOXAeHMA BHOBb MpoUeaypbl roCyAapCTBEHHOM perncrpauunm
NIeKapCTBEHHbIX NpenapaTos.

3. TocypapcTBEHHAA perncrpaums JeKapcTBeHHbIX NPenapaTos, 38 UCKIIOYEHWEM JIEKAPCTBEHHbIX
npenapartos Aaa mMeaAuUMHCKOro NpuMeHeHuA, NpeacTtaBieHHbIX Ha YKa3aHHYI0 perucrpauuio 4o AHA
BCTyNJieHnA B cuay HactoAwero PeaepasbHOrO 3aKOHA, OCYLLLECTBAAETCA B COOTBETCTBUM C HACTOALMM
®epepanbHbIM 33KOHOM Ha OCHOBAHMU OOKYMEHTOB M AaHHbIX, MPeACTaB/eHHbIX 40 AHA BCTYN/JEHNA B
cuny Hactoauwero ®PefepasnbHOro 3aKOHa.

(B peq,. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TlocypapcTBeHHasa perncrpauma NIeKapCTBEHHbIX NpenapaTtoB A4Aa  MeAULUMHCKOro
NPUMEHEeHNs, NpPenCcTaB/IEHHbIX Ha TOCYOApPCTBEHHYIO Pernctpauuio Ao AHA BCTYNJIEHUS B Cuay
HacToAwero ®eaepanbHOro 3aKoHa, U rocyapCTBEHHasA PerncTpauma AeKapcTBEHHbIX NpenapaTos Ana
MEANUMHCKOTO MPUMEHEHUSA, NPEACTaBNEeHHbIX Ha 3KCNEepPTU3y JIeKapCTBEHHbIX CPeACTB A0 AOHSA
BCTYN/IEHUS B CUY HacToAwero denepanbHOro 3aKoHa B LLENAX UX NOCAeAYOWEN rocyaapCTBEHHOM
pervcTpaummn, OCyLLEeCTBAAKOTCA HAa OCHOBAHWUM AOKYMEHTOB W AaHHbIX, NPeACTaBAEHHbIX A0 [AHA
BCTYNNIEHUA B cuAy Hactoswero PenepanbHOro 3aKoHa, a TaKKe 3asfB/JeHMA O FOCYAapCTBEHHOM
perucTpaummn JIeKapcTBEHHOro npenapaTa, NpeacTaBAEHHOro MNPOU3BOAUTENEM  NIEKAPCTBEHHbIX
npenapaToB UAW YNOJHOMOYEHHbIM UM INLLOM B COOTBETCTBUM C HacToAWwMM PenepasbHbIM 3aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH MCNoAHUTeNbHOW BAactM o 1 mapta 2011 ropga, 6Ges
TpeboBaHMA ynaaTbl roCcyAapCTBEHHON MOLWANHbBI, MPeAYCMOTPEHHOM 3aKoHoAaTenbCcTBOM Poccuiickoin
depepaumnm o Hanorax n cbopax.

(4acTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MoaTtsepxaeHWe TOCYAapCTBEHHOM pPEerncTpaummn  IeKapCTBEHHbIX npenapaToB  AnA
MeANUMHCKOrO NPUMEHEHUSA, NPeACTaBAEHHbIX ANA NOATBEPKAEHUA rOCY[APCTBEHHOW perncTpaummn g0
AHA BCTYN/IeHUA B cuAy HactosAwero denepanbHOro 3aKOHA, M MOATBEPXKAEHUE TOCYAAPCTBEHHOM
perncrTpauym JIeKapcTBEHHbIX MpenapaToB ANA MEeOUUMHCKOTO MNPUMEHEHUA, NpeacTaBAeHHbIX Ha
3KCNepTM3y IeKapCTBEHHbIX CPeacTB A0 AHA BCTyN/JeHWA B cuay HactoAawero degepasbHOro 3akoHa B
Lenax nocneaymolero nNOATBEPHKAEHUA WX TOCYAAPCTBEHHOM perncTpalmu, OCYLLeCTBAAIOTCA Ha
OCHOBaHMW [OOKYMEHTOB M [AaHHbIX, NpPeAcTaBAeHHbIX A0 AHA BCTYNAEHUA B CWIY HACTOALWErO
depepanbHOro 3aKOHa, a TaKKe 3asABAEHMA O MOATBEPKAEHWW TOCYAAPCTBEHHON perncrpaumm
JIeKapCTBEHHOTrO MnpenapaTa, NpeAcTaBAEHHOro MNPOU3BOAUTENEM NIEKAPCTBEHHbIX MNpenapaTtoB Wau
YNO/IHOMOYEHHbIM MM  JIMLOM B COOTBETCTBUM C HacToAwmm dPegepasbHbiM  3aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH MCNoAHUTeNbHOW BAactM go 1 mapta 2011 roga, 6es
TpeboBaHMA yNNaTbl rOCYAaPCTBEHHOM MOLWAMHBI, NPEeAYCMOTPEHHOM 3aKOHOAATENLCTBOM PoccuiicKol
depepaumnm o Hanorax n coopax.

(4acTb 3.2 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. TMlpuHATME pelleHns O BHECEHUM WU3MEHEHUI B [OOKYMEHTbl, coAeprKalmeca B
PEerucTpaumMoHHOM [OCbe Ha 3apPerucTPUPOBaHHbLIN NEKAPCTBEHHbLIM NpenapaT gaa MeaULMHCKOro
NPUMEHEHNA W NpPeACTaBleHHble 40 AHA BCTYN/JEeHUA B CUAy Hactoawero ®eaepasbHOro 3akoHa, M
NPUHATUE PELIEHUA O BHECEHUM M3MEHEHUIN B AOKYMEHTbI, COAEprKalleeca B PErMcTpaLMoOHHOM A0Cbe
Ha  3aperucTpupoBaHHbIA  NEKApCTBEHHbLIA  Mpenapat Aaa  MeAWUMHCKOrO  NPUMEHEHMA U
NpeAacTaB/ieHHblE Ha 3KCNEPTU3Y NEKAPCTBEHHbIX CPEeACTB A0 AHA BCTYNAEHMA B CUAY HacToAWEro
denepanbHOro 3aKOHa, OCYLLECTBAAKOTCA HAa OCHOBAaHMM AOKYMEHTOB WM AaHHbIX, NPEeACTaBAEHHbIX A0
AHA BCTYNAEHMA B Cuay Hactoswero ®deaepanbHOro 3aKoHa, a TaKKe 3anBAEHMA O BHECEHUM
M3MEHEHUA B [AOKYMEHTbl, COAeprKaliMeca B PerncTpaumMoHHOM [O0Cbe Ha 3aperncTpUMpOoBaHHbIN
NeKapCTBEHHbIM npenapaT AAa MeAMUMHCKOrO MNPUMEHEHWA, NpPeACTaBAeHHOro MpousBoAuTENEM
NEeKapCTBEHHbIX NPEenapaTtoB WAM YNOSHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C HACTOALMM
denepanbHbIM 3aKOHOM B YNOAHOMOYEHHbIV deaepanbHblii opraH MCNoNHUTENbHOW BNacTi Ao 1 mapTta
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2011 ropa, 6e3 TpeboBaHMA  ynnatbl  FOCYAAPCTBEHHON  MOLWMHBI,  NPEAYCMOTPEHHOM
3aKoHoaaTesibcTBoM Poccuitckon degepaumm o Hanorax n cbopax.
(4actb 3.3 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHnit Ha npoBeAeHWe KAMHUYECKUX UCCNeAoBaHUA  IEKapCTBEHHbIX
npenapaTtoB 418 MeAULMHCKOro NPUMEHEHMA NO 3aABAEHMAM, NOAAHHbIM 40 AHA BCTYN/IEHMA B CUNY
HacToawero ®enepanbHOro 3aKOHa, a TakKe No 3aABJEeHMAM, NOAAHHbIM MOC/e AHA BCTYNAEHUA B CUY
Hactoawero PenepanbHOro 3aKkoOHa HA OCHOBAHWM SKCNEPTU3, MPOBEAEHHbIX A0 AHA BCTYMJIEHUA B CUY
HactoAwero denepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBUM C HacToAwmm DepepanbHbim
3aKOHOM Ha OCHOBAHWU AOKYMEHTOB U AAHHbIX, NPeACTABAEHHbIX MAU NOJYYEHHbIX 40 AHA BCTYNAEHUA
B cuay HacToAwero deaepasbHOro 3aKOHA, @ TaKXKe Ha OCHOBAHMK KOMWUKU NpeaBapuUTENIbHONO A0roBopa
06A3aTeNIbHOIO  CTPAXOBaHMSA  KU3HM, 340POBbA MALMEHTOB, YYacCTBYIOWMX B  KJAMHUYECKOM
MUcCneaoBaHNM NEeKapCTBEHHOro npenapata Aaa MeAUUUMHCKOro NpUMeHeHuA, AW Konum A0rosopa
06A3aTeNIbHOIO  CTPAXOBaHMSA  KU3HM, 340POBbA MALMEHTOB, YYacCTBYIOWMX B  KJAMHUYECKOM
NUccnefoBaHUM NEKAPCTBEHHOrO npenapaTta AAA MeAMUMHCKOro npumeHeHus, nMbo npencrtaBaeHHOMN
Konuu goroopa 0653aTe/IbHOro CTPaxoBaHMA, 3aK/IIO4EHHOTO B COOTBETCTBUM C TUMOBbIMM MpPaBUIaMM
06A3aTe/IbHOrO CTPaxXxOBaHWA, C YKa3aHMEeM npenenbHOM YMCNEHHOCTM MNaLMEHTOB, Y4YacTBYHOLWMX B
KNAMHUYECKOM WCCefoBaHUM NeKapCTBEHHOro npenapata 448 MeAMUMHCKOro npumeHeHusa, 6es
TpeboBaHMA ynaaTbl rocyAapCTBEHHON MOLWNHbBI, NpeayCMOTPEHHON 3aKOHOAATENIbCTBOM PoccuitcKol
depepaumnm o Hanorax u cbopax.

(4actb 3.4 B pea. GegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B WHOCTPAaHHOW BankoTe A0 AHA BCTYMN/AEHWS B CUJlY HACTOALLENO
dPepepanbHOro 3akoHa npefesibHble  OTMYCKHblE  LEeHbl  MHOCTPAHHbLIX npousBoauTenei Ha
NleKapCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B NepeyeHb KM3HEHHO HeobXOAMMbBIX M BarKHEMLW WX
JIeKapCTBEHHbIX MPenapaToB, NogaexKaT nepecyety B pyb6um no Kypcy LeHTpanbHoro 6aHKka Poccuitckol
depepauunm Ha aaty, yctaHoBneHHyw [paButensctBom Poccuiickon depepaumm, 6e3 npeacraBaeHus
3aAB/IeHMA O NepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHUI B rOCy4apCTBEHHbIN peecTp
npegesbHbiX OTNYCKHbIX LEeH Npou3BOAMTEeNel Ha JfIeKapCTBEHHble MpenapaTtbl, BK/AOYEHHble B
nepeyeHb *KNU3HEHHO HEOBXOAMMBIX M BaXKHEMLLNX NeKAapPCTBEHHbIX MPenapaTos.

(4acTb 3.5 BBeaeHa PeaepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

3.6. 3aperucTtpupoBaHHble A0 [AHA BCTYMJeHMA B cUay HactoAauwero ®PepepasnbHOro 3akoHa
npefenbHble OTNYCKHblE LEHbl POCCUMCKMX MNpPOU3BOAUTENIE Ha JIeKapCTBEHHble Mpenaparbl,
BK/IIOYEHHblE B MepeyeHb KM3HEHHO HEeOobXOAMMbIX W Ba)KHEWLWWX NeKapCTBEHHbIX MPenapaTos,
nogaexar uHgekcaumm ¢ 1 Hoabpa 2010 roga ucxopa M3 MPOrHO3MPYEMOrO YPOBHSA MHOAAUMM,
ycTaHoBneHHoro ®eaepanbHbiM 3aKOHOM OT 2 gekabps 2009 roga N 308-93 "O depepanbHOm
6toaxkeTe Ha 2010 roa 1 Ha nnaHoBbIN nepuog 2011 1 2012 rogos" Ha 2011 roa,.

(4acTb 3.6 BBeAeHa PeaepanbHbiMm 3akoHOM oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AOMNyCKalOTCA NPOM3BOACTBO M BBO3 B Poccuiickyto ®egepauymto
NIeKapCTBEHHbIX NPENapaToB B YNaKOBKAX C MapKMPOBKOM, KOTopas Bblaa HaHeceHa A0 AHA BCTyNAeHUA
B cuny Hactoawero denepanbHOro 3akoHa. Mo MCTeYeHMM yKa3aHHOTO CPOKa AaHHble IEKAapPCTBEHHbIE
npenapaTtbl MOTyT OTMYCKaTbCA, Peasn30BbIBaTbCA, MepesaBaTbCA U MPUMEHATLCA A0 WUCTEYEHUA UX
CPOKa ro4HOCTMU.

(8 pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-d3, o1 06.12.2011 N 409-d3)

4. Co gHAa BCTyn/aeHus B cuny Hactoawero ®eaepanbHoro 3akoHa 1M no 30 anpena 2011 roaa
BK/IOYMTENBHO  AOMYCKAETCA MPOBEAEHUE 3SKCNepTM3bl NIEKAPCTBEHHbIX CPeacTB  3KcnepTamwu
3KCNEePTHOrO  yYperKAeHUA A0 MNPOXOXKAEHMA MMM aTTecTauuum B NOpAAKE, YCTAaHOB/AEHHOM
YNONHOMOYEHHbIM dpefepasibHbIM OpraHOM UCNOAHUTEIbHOW BAACTMU.

5. Co gHA BCTynneHus B cuay Hactosuwero ®eaepanbHoro 3akoHa n no 31 aekabpa 2013 roaa
BK/IHOUMTENBHO OCYLLECTBAAETCA Nepexon K NPou3BOACTBY /SIEKAPCTBEHHbIX CPeACcTB B COOTBETCTBUM C
npasuaamm opraHmM3aLmMM NPoOM3BOACTBA M KOHTPOA KauyecTBa EKAPCTBEHHbIX CPeACTB, YKa3aHHbIMU B
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yacth 1 crtatbn 45 Hactoswero ®PegepanbHOro 3akoHa, B nosiHOM obbeme. CpoKu nepexoaa
NPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB K WX MNPOU3BOACTBY B COOTBETCTBUM C  KOHKPETHbIMMU
TpeboBaHMAMM [@HHbIX MPaBWA, BKAKOYAA CPOKM aTTecTauuu YNOJHOMOYEHHbIX /WL, YKAa3aHHbIX B
yactax 6 u 7 cratbm 45 Hactoawero PenepanbHOro 3aKoHa, ycraHasamsatotca [lpasutenscTsom
Poccuiickoit Pepepaunu.

6. /lnueHsnn Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblAdaHHble A0 1 AHBapa 2014 ropga,
aevicteytoT nocne 1 aHeaps 2014 roga A0 UCTEYEHUS CPOKA MX AEUCTBUA MPU YC/IOBMU COOTBETCTBUA
JIMUEH3MaTa npasuaam OpraHM3aumMu NPOM3BOACTBA U KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX CPeACTs,
YKa3aHHbIM B 4acTu 1 ctatbm 45 HacTtoswero PenepaibHOro 3aKoHa.

7. ®opmupoBaHue rocyfapCTBEHHOrO 3aJaHWA Ha MpoOBeAeHMe 3KCNepTM3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyAapCTBEHHOMY GHOAXKETHOMY YYPEXKAEHUIO MO MPOBELEHUIO SKCNEPTU3bI
NleKapCTBEHHbIX cpeacTB U duHaHCoBoe obecrneyeHne BbINOSHEHUA 3TOrO 3afaHUA OCYLLECTBAAIOTCA B
nopagKe, ycrtaHoBieHHoMm ®eaepanbHbiM 3akoHOmM OT 12 anBapa 1996 roga N 7-®3 "O
HEKOMMepPYECKMX opraHu3aumax".

(4actb 7 BBeaeHa PegepanbHbim 3akoHOM oT 29.11.2010 N 313-93)

Mpe3naeHT
Poccuiickon degepauymm
O.MEOBEOEB
MockBa, Kpemnb

12 anpena 2010 roaa

N 61-d3
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