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POCCUUCKASA ®ELEPALUS
®ELOEPANbHbIN 3AKOH

06 obpaLeHUn neKkapCTBeHHbIX CPeacTB

(c nameHeHuamMu Ha 3 anpensa 2020 rona)

JIOKyMEHT C UBMEHEHUSAMU, BHECEHHbLIMU:

depepanbHbiM 3akoHOM oT 27 uong 2010 roga N 192-d 3 (Poccwiickas raseta, N 166, 29.07.2010) (o nopsake
BCTYMNEHMS B CUNY CM. cTaTblo 4 denepanbHOro 3akoHa ot 27 miong 2010 roga N 192-d 3);

depnepanbHbiM 3akoHoM oT 11 okTa6pst 2010 roga N 271-d 3 (Poccwiickas raseta, N 234, 15.10.2010);

depepanbHbiM 3akoHOM 0T 29 Hosibpst 2010 roga N 313-d3 (Poccuitickas raseta, N 274, 03.12.2010) (o
nopsiake BCTYMNNEHUs B CUNy CM. cTaTbto 17 depepanbHoro 3akoHa ot 29 Hosibpst 2010 roga N 313-D 3);

depepanbHbiM 3aKOHOM OT 6 Aekabps 2011 roma N 409-d3 (OdhuumanbHblii MHTEPHET-NOPTAaN MNPaBOBOWA
WHpopmaLmm www.pravo.gov.ru, 07.12.2011) (o nopsanke BCTynneHns B cuny cM. ctatbto 26 denepanbHOro 3akoHa
0T 6 nekabps 2011 ropa N 409- 3);

depepanbHbiM 3akoHoM OT 25 umioHa 2012 roga N 93-®3 (OcbmumanbHbli MHTEPHET-MopTan MnpaBoBOWA
WHbopMaLLMM www.pravo.gov.ru, 25.06.2012);

depepanbHbiM 3akoHOM OT 25 pekabps 2012 ropga N 262-®3 (OdhyumanbHblii MHTEPHET-NOPTaN NPaBOBOM
UHPOPpMaLIMN WWW.pravo.gov.ru, 26.12.2012);

depepanbHbiM 3akoHoM oT 2 wumong 2013 roga N 185-®3 (OcbmumanbHbli MHTEPHET-MOpPTan NpaBoBOWA
MHdopmMaLmm www.pravo.gov.ru, 08.07.2013) (o nopsaake BCTYNIeHUS B CMy CM. cTatblo 163 denepanbHOro 3akoHa
ot 2 mtonga 2013 roga N 185-P 3);

depepanbHbiM 3akoHOM 0T 25 Hosbpst 2013 roga N 317-d3 (OdpuumanbHbIl MHTEPHET-MOPTaN NPaBOBOWA
WHopmaLmm www.pravo.gov.ru, 25.11.2013) (o nopsake BCTYNneHUs B cuy CM. cTaTbio 64 denepanbHOro 3akoHa
oT 25 Hosbps 2013 rona N 317-D 3);

depepanbHbiM 3akoHoM 0T 12 mapTta 2014 roma N 33-®3 (OdbuumanbHbIA UHTEPHET-NopTan npaBoBOW
UHpopmaLmm www.pravo.gov.ru, 12.03.2014) (o nopsaake BCTynneHus B cuny cM. ctatbio 21 denepanbHOro 3akoHa
ot 12 mapTa 2014 ropa N 33-$ 3);

depnepanbHbiM 3akoHOM OT 22 okTs16psi 2014 rogpa N 313-d3 (OdmumanbHbli MHTEPHET-MOPTaN NPaBOBOW
WHopmaLmm www.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopsake BCTYMNEHUS B CUY CM. cTatblo 2
depepanbHoro 3akoHa ot 22 okTs6psa 2014 roga N 313-P3);

depepanbHbiM 3akoHOM OT 22 pekabps 2014 ropa N 429-03 (OchmumanbHblii MHTEPHET-NOPTAaN NPaBOBOM
nUHopmaumn www.pravo.gov.ru, 23.12.2014, N 0001201412230021) (C n3MeHeHuUsMUN, BHECEHHbIMM PeaepanbHbIM
3akoHoM oT 8 mapTa 2015 ropa N 34-d3, depepanbHbiM 3akoHOM oT 13 mong 2015 roga N 241-d3) (o nopsaoke
BCTYM/NEHNS B CUNY CM. cTaTblo 4 denepanbHoro 3akoHa o1 22 nekabpsi 2014 rona N 429-P 3);

depepanbHbiM 3akoHOM 0T 8 Mapta 2015 roga N 34-®3 (OdomumanbHbIi MHTEPHET-MopTan MNpaBoBOWA
nHdpopmaummn www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (0 nopsioke BCTYNAEHUs B CUAY CM. cTaTbio 3
®depepanbHoro 3akoHa ot 8 mapTta 2015 roga N 34-P 3);

depepanbHbiM 3akoHOM OT 29 umioHsa 2015 roga N 160-d3 (OdomumanbHbIi MHTEpHeT-nopTan npasoBOW
MHdopMaLmm www.pravo.gov.ru, 30.06.2015, N 0001201506300055);

depepanbHbiM 3akoHOM oT 13 wonsg 2015 roga N 233-®3 (OdmumanbHbIi MHTEpHeT-noptan npasoBoOW
MHdopmMaLumm www.pravo.gov.ru, 13.07.2015, N 0001201507130077);

depepanbHbiM 3akoHOM oT 13 wmong 2015 roga N 241-d3 (OdomumnanbHbIi MHTEpPHEeT-nopTan npasoBoOW
WHpopmaLmm www.pravo.gov.ru, 13.07.2015, N 0001201507130051);

depepanbHbiM 3akoHOM oT 13 wmong 2015 roga N 262-d3 (OdomumnanbHbIi MHTEpPHeT-nopTan npasoBOW
UHpopmaLmm www.pravo.gov.ru, 13.07.2015, N 0001201507130067) (sctynun B cuny ¢ 1 sHaps 2016 rona);

denepanbHbiM 3akoHOM 0T 14 pekabpsi 2015 rogpa N 374-d3 (OcdomumanbHblii MHTEPHET-MOPTAN NPaBOBOA
UHpopmaumm www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (0 nopsake BCTYMNEeHUS B CUY CM. cTatblo 5
depepanbHoro 3akoHa ot 14 gekabps 2015 ropa N 374-d3);

depnepanbHbiM 3akoHOM OT 29 aekabps 2015 ropga N 389-©3 (OdhmumanbHblii MHTEPHET-NOPTAN MPaBOBOM
WHpopMaLmMm www.pravo.gov.ru, 29.12.2015, N 0001201512290018) (sctynun B cuny ¢ 1 aHBapsa 2016 rona);

denepanbHbiM 3akOHOM OT 2 wmoHa 2016 rogpa N 163-®3 (OcbmumanbHbli UHTEPHET-MOPTan MNPaBOBOWA
nHopmaLmm www.pravo.gov.ru, 02.06.2016, N 0001201606020015);

depepanbHbiM 3akoHoM OT 3 wmongd 2016 rogpa N 261-d3 (OcbmumanbHbli UHTEPHET-NOPTaN MNPaBOBOWA
nHpopmaummn www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o0 nopsioke BCTYNaeHUs B CUNy CM. cTaTbio 9
®depepanbHoro 3akoHa ot 3 nons 2016 ronga N 261-P3);

depepanbHbiM 3akoHoM oT 3 wmong 2016 roga N 305-P3 (OcbmumanbHbli MHTEPHET-MopTan MNpaBoBOWA
WHpopmaLmm www.pravo.gov.ru, 04.07.2016, N 0001201607040146);
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depepanbHbiM 3akoHoM oT 3 wmongd 2016 rogpa N 350-P3 (OcbmumanbHbli MHTEPHET-MOPTan MNpPaBOBOWA
WHpopmaLmmn www.pravo.gov.ru, 04.07.2016, N 0001201607040122);

depepanbHbiM 3akoHOM OT 29 umwong 2017 ropga N 242-®3 (OdomumanbHbIi MHTEpPHET-NopTan npasBoBOWA
WHpopmaLmm www.pravo.gov.ru, 30.07.2017, N 0001201707300032) (sctynun B cuny ¢ 1 aHeaps 2018 rona);

depepanbHbiM 3akoHOM OT 29 uwong 2017 roga N 278-®3 (OdomumanbHbIi MHTEpPHET-NopTan npasBoBOWA
Hpopmaummn www.pravo.gov.ru, 31.07.2017, N 0001201707310022) (o0 nopsioke BCTYNieHUs B CUNY CM. cTaTbio 8
depnepanbHoro 3akoHa ot 29 nions 2017 roga N 278-d 3);

denepanbHbiM 3aKoHOM 0T 28 gekabpsi 2017 ropa N 425-d3 (OdomumanbHblii MHTEPHET-MOPTAN NPaBOBOA
MHdopMaumm www.pravo.gov.ru, 29.12.2017, N 0001201712290006) (C n3aMeHEHMAMUN BHECEHHbIMU DenepanbHbiM
3aKoHOM OT 28 Hosibps 2018 ropa N 449-d3, denepancHbiM 3akoHoM oT 27 pekabps 2019 roga N 462-d3) (o
nopsiike BCTYMNNEHMS B CUNY CM. cTaTbio 2 PenepanbHOro 3akoHa oT 28 nekabps 2017 ropa N 425-D 3);

depepanbHbiM 3akoHoM oT 4 wmioHa 2018 roga N 140-®3 (OcbmumanbHbli MHTEPHET-MopTan MnpaBoBOWA
MHdopMaLmm www.pravo.gov.ru, 04.06.2018, N 0001201806040061);

denepanbHbiM 3akoHOM 0T 28 Hosibps 2018 roga N 449-®3 (OdomumanbHblii UHTEPHET-NOPTaN NPaBOBOA
UHopmaLmm www.pravo.gov.ru, 28.11.2018, N 0001201811280057) (0 nopsake BCTYMNEHUS B CUAY CM. cTatblo 5
depepanbHoro 3akoHa ot 28 Hosi6psi 2018 roga N 449-d 3);

depnepanbHbiM 3akoHOM 0T 27 pekabps 2018 ropga N 511-©3 (OdpmumanbHblii MHTEPHET-NOPTaN NPaBOBON
WHopmaLmm www.pravo.gov.ru, 27.12.2018, N 0001201812270067);

depepanbHbiM 3akoHOM OT 6 wmoHa 2019 rogpa N 134-03 (OcbmumanbHbli MHTEPHET-MOPTan MNPaBOBOWA
nHpopmaLmm www.pravo.gov.ru, 07.06.2019, N 0001201906070020);

denepanbHbiM 3akoHOM 0T 26 umons 2019 ropa N 240-®3 (OdomumanbHbIi MHTEPHET-NOPTan MpPaBoOBOWA
WHopmaLmm www.pravo.gov.ru, 26.07.2019, N 0001201907260109);

®depepanbHbiM 3akoHOM OT 2 aerycta 2019 roga N 297-®3 (OdhuumanbHblil MHTEPHET-NopTan MnpaBoBOWA
MHdopMaLmm www.pravo.gov.ru, 02.08.2019, N 0001201908020069);

depnepanbHbiM 3akoHOM OT 27 gekabps 2019 ropga N 462-d3 (OdhmumanbHblii MHTEPHET-NOPTaN NPaBOBOW
WHopMaLmMm www.pravo.gov.ru, 28.12.2019, N 0001201912280029);

depnepanbHbiM 3akoHOM OT 27 gekabps 2019 ropga N 475-03 (OdhmumanbHblii MHTEPHET-NOPTaN MPaBOBOW
WHopmaLmm www.pravo.gov.ru, 28.12.2019, N 0001201912280038) (o nopsake BCTYMNeHWs B Cuiy CM. ctatbio 4
®denepanbHoro 3akoHa ot 27 gekabps 2019 roga N 475-d3);

depepanbHbiM 3akoHOM 0T 26 mapTta 2020 roma N 67-®3 (OdbuumanbHbIA UHTEPHET-NopTan npaBoBOW
WHpopMaLMm www.pravo.gov.ru, 26.03.2020, N 0001202003260030);

depepanbHbiM 3akoHoM oT 1 anpens 2020 roga N 98-®3 (OduumanbHbil MHTEPHET-MOPTan NpPaBoBOW
WHpopmaLmm www.pravo.gov.ru, 01.04.2020, N 0001202004010072);

depepanbHbiM 3akoHOM oT 3 anpens 2020 roga N 105-d3 (OdbuumanbHbil MHTEPHET-NoOpTan npaBoBOW
WHopmaLmn www.pravo.gov.ru, 03.04.2020, N 0001202004030060).

MpuHaTt
"ocynapcteeHHon [lymon
24 mapta 2010 rona

OpobpeH
CoseTtom degepaumm
31 mapTa 2010 rona

KommeHTapuii k ®epepanbHoMy 3akoHy oT 12 anpens 2010 roga N 61-d3 "O6 obpaleHun nekapcTBEHHbIX
cpencrs”

Mnaesa 1. O6LMe NONoXeHuUs
Cratbs 1. Mpenmet perynupoBaHus HacTosilero MegepanbHOro 3akoHa

1. Hactosiumii ®depeparnbHblii 3aKOH perynvpyeT OTHOWEHWS, BO3HMKaloWWe B CBSA3W C obpalleHneMm -
pa3paboTKoM, LOKNMHNYECKMMUA NCCNeA0BaHNSMU, KITUHUYECKUMI UCCNELOBAHUSAMMI, SKCNIEPTMU30M, rocy4apCTBEHHOA
permctpaumen, co craHgapTu3aumern U C KOHTPONEM KayecTBa, MPOM3BOACTBOM, W3rOTOBMEHWEM, XPaHEHMWEM,
nepeso3koil, BBO30M B Poccuiickyio Penepaunio, BbiBO30M K3 Poccuiickoin depepaumn, peknamoi, OTMnyckom,
peanusaumven, nepenayen, NPUMEHEHNEM, YHUYTOXEHNEM NTEKapPCTBEHHbIX CPEACTB.

(YacTb B pepakuun, BBeoeHHOW B fericTBue ¢ 7 sHeaps 2012 ropa denepanbHbiM 3aKOHOM OT 6 fekabps 2011
roga N 409-d 3. - C™. Npeabioyllyo pesakumio)

2. HacToswwnin depepanbHblii  3aKOH yCTaHABNMBAET MPUOPUTET FOCYOAPCTBEHHOrO  pPerynvMpoBaHUs
6esonacHoOCTH, KayecTBa U 3PEEKTUBHOCTY NIEKAPCTBEHHBIX CPEACTB NPU MX obpalleHnu.
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(HacTb B pepakuummn, BBegeHHoW B gencteme ¢ 25 mioHa 2012 roga denepanbHbiM 3aKOHOM 0T 25 mioHsa 2012
roga N 93-®3. - Cm. npeablaylyto peaakLumio)

KommeHTapuii k ctatbe 1

Cratbs 2. Cchepa npumeHeHUs1 HacToswero depgepanbHOro 3aKkoHa

Hactoswwnii depnepanbHblii 3aKOH NPUMEHSETCS K OTHOWEHMSIM, BO3HMKAKOWMM Npu 0bpalleHnn NekapCTBEHHbIX
cpencTB Ha Tepputopumn Poccuiickoin depepaunu.

KoMmeHTapuii k ctatbe 2

Cratbs 3. 3akoHOAaTENbLCTBO 06 06paLLeHUN NeKapCTBEHHbIX CPeacTB

1. 3akoHopaTenbcTBO 06 obpalleHnn nekapcTBEHHbIX CPEACTB COCTOUT M3 HacToswero deaepanbHOro 3akoHa,
Lpyrux dpefiepanbHblX 3aKOHOB U MHbIX HOPMATUBHBIX NMPaBoOBbLIX akToB Poccuiickoin denepaunn.

1_1. 3akoHopatenbcTBO 00 obOpaweHun neKkapcTBEHHbIX CPEeACTB B OTHOWEHWM OPUAMYECKMX N ©
WHOVBMAYaNbHBIX NpeanpuHUMaTenei, OCYLLECTBAAIOWMX OesATeNbHOCTb Ha Tepputopun  MeXAyHapoOHOro
MEOMLIMHCKOro KfacTepa, MPUMEHSIETCS C y4yeToM OcoBeHHOCTel, yCcTaHOBMEHHbIXx PepepanbHbiM 3akoHoM "O
MeXAyHapoAHOM MeVLMHCKOM KnacTepe U BHECEHUN N3MEHEHWI B OTAeSbHble 3aKoHoAaTe NbHble akTbl Poccuinckon
denepaummn”.

(HYactb pononHutenbHo BkaoyeHa ¢ 30 nioHa 2015 roga PenepanbHbiM 3akoHOM 0T 29 uioHa 2015 roga N 160-
D 3)

2. [evictene Hactosiwero denepanbHOro 3akoHa pPacrnpocTpaHsieTcss Ha obpalweHue HapKoTUYECKUX
NeKapCTBEHHbIX CPEACTB W MCUXOTPOMHbIX NEeKapCTBEHHbIX CPEACTB C Yy4eTOM OCOBEHHOCTEl, YCTaHOBEHHbIX
3akoHogatenbcTBoM Poccuiickoin deaepaumnm 0 HapKOTMYECKUX CPeacTBax, MCUXOTPOMHbIX BewecTBax U 06 ux
npekypcopax.

3. HeiicTBre HacToswero denepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHne paanogapMaLeBTMyeckmx
NleKapCTBEHHbIX CPEACTB C y4eTOM 0COBEHHOCTEN, YCTaHOBNEHHbIX 3akoHoAaTenscTBoM Poccuiickoii depepaunm B
obnacTtu obecrneyeHns paanaunoHHoli 6e3onacHocTu.

4. Ecnu MeXayHapoaHbiIM 0OroBopoMm Poccuiickon CDeuepaLu/M yCTaHOB/IEHbl UHblE NpaBunna, 4em Te, KoTopble
npenycMoTpeHbl HaCcToAWNM CbeuepaanuM 3aKOHOM, NPUMEHSAITCA NpaBnna MeXxXaoyHapoaHoro norosopa.

5. B Poccuiickon denepaumm B COOTBETCTBUMM C MeEXAyHapOLHbiMM JorosBopamu Poccuiickon ®enepaummn un
(unn) Ha ocHOBe MpUHUMNA B3aVMHOCTM MPU3HAIOTCSH Pe3ynbTaTbl KINHUYECKUX WCCNenoBaHWA NeKkapcTBEHHbIX
npenaparos AN MEAMLNHCKOro NPUMEHeHNs, MPoBeAEHHbIX 3a Npeaenamm Tepputopum Poccuiickoin denepaumu.

KoMmmeHTapuii k ctatbe 3

Cratbsl 4. OCHOBHbIE NMOHATUS, ucnonb3yemblie B HaCTosiLLLEM CDe.u,epaanOM 3aKoHe

Lns uenei HacTosero ®enepanbHOro 3aKoHa MCNONb3YTCS CReayolle OCHOBHbIE MOHATUS:

1) nekapCTBeHHble Ccpenctea - BewecTsa nnm mnx KOM6VIH3.LI,VIVI, BCTynawuwmne B KOHTAKT C OpraHM3mMom 4yenoseka
NN XMBOTHOrO, MpoHMKawWwme B OpraHbl, TKaHW OpraHn3mMa 4venoeeka WM >XWUBOTHOro, MpuMeHsaemble LOnsd
nPodOUNakTUKM, MarHoCTUKK (38. NCKNOYEeHNEM BeELWECTB NN NX KOM6VIHaLJ,VIVI, HEe KOHTakTupyruwmx ¢ opraHm3mom
4yenoseka wunn )KVIBOTHOI'O), ne4dyeHwus 33.60J'IeBaHI/IFI, pea6|/|nV|Tau|/||/|, Onga coxpaHeHuns, npenotepawleHna  unnm
npepbiBaHnA 6epemeHHocw| N nony4dyeHHble N3 KPOBW, Nna3mbl KPOBU, N3 OPraHoOB, TKaHen opraHm3ma 4denoseka nnum
XKMBOTHOrO, paCTean7|, MuUHepanos MeTonaMm CcCuHTeda unm C npuUMeHeHnem 6uonoruyeckux TexHonormii. K
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NneKkapCcTBEHHbIM CPeACTBAaM OTHOCATCA doapMaLeBTnYeckune Cy60TaHLI,I/II/I N neKkapCTBeHHble npenaparthbl;

2) hapmaueBTMyeckas cybcTaHums - nekapcTBEHHOE CPEACTBO B BMAE OAHOTO WM HECKONbKUX obnamatowmx
dbapMakoiorn4eckon akTMBHOCTbIO JENCTBYIOWMX BEWECTB BHE 3aBMCMMOCTI OT NPUPOLbl MPOUCXOX AEHUS, KOTOPoe
npenHasHayeHo Ans NPOU3BOLACTBA, N3rOTOB/IEHNS IeKAPCTBEHHbIX NPenapartos 1 onpenenseT ux apdPeKTUBHOCTb;

(MyHKT B pemakunm, BBeAeHHOW B nercteue ¢ 1 nona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

3) BcroMoraTefibHble BelWecTBa - BElWeCcTBa HEOPraHW4Yeckoro WNAM OpPraHUYeckoro MNPOUCXOXOEHUS,
MCronb3yemble B MpoLIecce MPOV3BOACTBA, W3rOTOBNEHUS JIEKAPCTBEHHbLIX TMpenapatoB AAs MNPUAAHUS UM
HeoHX0ONMbIX PUNKO-XUMUYECKUX CBOWCTB;

4) nekapCTBEHHble Mpenapatbl - NEKapPCTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHLIX (OOPM, NMPUMEHSIEMbIE ANS
NPoOUNaKkTUKK, OMArHOCTUKK, neyeHust 3aboneBaHusi, peabunutauun, LS COXPaHEeHWs, NMPeaoTBPaWeHUs WUaun
npepbiBaHNs 6epeMEeHHOCTH;

5) nekapcTBeHHasi oopma - COCTOsIHME NIEKapCTBEHHOrO npenapara, COOTBETCTBYoWee Ccrocobam ero BBeAeHNs
1 NpUMeHeHus u obecnedrBatollee OCTUXEeHne HeobXoanMoro neyebHoro acpdekTa;

5_1) no3unposka - cogepxaHne 0OHOr0 MM HECKONbKUX OENCTBYIOWMX BEIWECTB B KONMYECTBEHHOM Bblpa>XXeHun
Ha eouHWUY 003bl, UKW ednHULY 06bema, UM efMHMLY Macchl B COOTBETCTBUM C NIEKAPCTBEHHOM chopMoit nnbo ans
HEKOTOPbLIX BULOB NEKAPCTBEHHBIX DOPM KONMYECTBO BLICBOOOXIAEMOr0 U3 NEKAPCTBEHHOM (POPMbI AENCTBYIOWErO
BEWeCTBa 3a eANHULY BPEMEHN;

(MyHkT mononHuTenbHo BKAoYeH ¢ 1 uonsa 2015 rona depepanbHbIM 3aKOHOM 0T 22 aekabps 2014 ropa N 429-
»3)

6) nepeyeHb XWU3HEHHO HEOOXOOUMBIX M BaXKHEWWMNX NEKAPCTBEHHbIX NMPENapaToB - €XErogHo yTBEPXAaeMbilit
MpaBuTenbcTBoM Poccuiickoin denepaunn nepeyeHb NeKapcTBEHHbIX NpenapaToB AN MEAULIMHCKOrO NMPUMEHEHNS,
obecneymBaroWmx NPUOPUTETHBIE MOTPEOHOCTN 30PABOOXPAHEHNS B LENAX NPOPUNAKTUKM N NedYeHns 3abonesaHuil,
B TOM 4ncne npeobnagatlumx B CTPyKType 3abonesaemoctu B Poccuiickoin depepaumu;

6_1) ophaHHble nekapcTBeHHbIe nNpenapaTthl - NeKapcTBEHHble npenaparbl, NpefHa3HayYeHHble UCKIOYNTENBHO
LN ONarHOCTVKM UM NaTOreHeTUYECKOro NeYeHns (NeYeHns, HanpaBneHHOro Ha MEXaHN3M Pa3BUTKUS 3aboneBaHus)
penkunx (opdaHHbIx) 3aboneBaHwii;

(MyHkT pononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3aKoHOM 0T 22 aekabps 2014 roga N 429-
D3)

6_2) 6uonornyeckme nekapCTBEHHbIe NpenapaTtbl - JeKapCTBEHHble MpenapaThl, OEVCTBYIOWEE BELeCTBO
KOTOPbIX MPOM3BEOEHO WU BblAeNeHo M3 BMOMOrMYeckoro MCTOYHMKA M ONs onpefeneHns CBOWCTB M KayecTea
KOTOopblX Heobxoauma KoMOWHauMsi BUONOrMYEecKMX U  PU3NKO-XMMUYECKMX MeTodoB. K 6uonornyeckum
NeKapcTBEHHbIM MpenapaTtaM OTHOCATCS WUMMYHOBMOMOrMyeckne nekapcTBEeHHble MpenapaTthbl, NeKapCTBEHHble
npenapartbl, NOJNlyYEHHbIE W3 KPOBW, MNa3Mbl KPOBM YENOBEKA W XMBOTHBIX (38 WCK/IOYEHUEM LIENIbHON KPOBMW),
6UoTEeXHONOrMYecKme NekapcTBeHHbIe NpenapaThl, FeHoTepaneBTUYecKne nekapCcTBeHHble Npenaparhl;

(MyHkT mononHUTenbHo BkAoYeH ¢ 1 uons 2015 roga depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

7) MMMyHOBMONOrMYyeckme neKkapcTBEeHHble MpenapaTthbl - NeKapCTBEHHbIe Nnpenapatbl, NpeaHasHaYeHHble Ons
(POPMMPOBAHUSI aKTUBHOIO UMM NMACCMBHOIO MMMyHUTETA MO0 ANArHOCTMKU HanMyMs UMMyHUTETa WU ANarHOCTMKU
crneundnyeckoro nNprMobpeTeHHOro WU3MEHEHUs MMMYHONOrMYEecKoro oTBeTa Ha annepruaumpyowmne eewectea. K
UMMYHOBVOMNOrMYECKUM NEeKapCTBEHHBIM MpenapataM OTHOCATCS BakLUMHbl, aHaTOKCWHbI, TOKCWHbI, CbIBOPOTKM,
UMMYHOT NOBY NUHBI 1 annepreHbl;

(MyHkT B pepakumn, BBeaeHHor B neictene ¢ 1 miona 2015 roga ®enepanbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

7_1) BUOTEXHONOrMYECKNe NEKAPCTBEHHbIE Mpenapathl - NeKapCcTBEHHbIE MpenapaTthbl, NMPOU3BOLCTBO KOTOPbIX
OCyLLeCTBNSAETCS C UCMONb30BaHWEM OWMOTEXHONOrMYyecknx npoueccoB u MetogoB (B Tom uucne [JHK-
PEKOMOVHAHTHON TEXHONOMMWU, TEXHONOrMM KOHTPONMPYEMOI SKCMPECCUM FEHOB, KOOMPYOWMX BMonornyeckm
aKkTMBHble Benkn B MpokapuvoTax M dykapuoTax, BKOYAsh U3MEHEHHble KNEeTKU MIeKonuTalowmx), rubpnaoMHOro
MeToha U MeTofa MOHOK/OHaNbHbIX aHTUTEN;

(MyHkT pononHuTensHo BKAoYeH ¢ 1 uonsa 2015 rona depepanbHbIM 3aKOHOM 0T 22 fekabps 2014 ropa N 429-
»3)
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7_2) reHoTepaneBTMYECKME NEKapCTBEHHblIE NpenapaTtbl - JieKapCTBEHHble npenapartbl, dhapmauesTnyeckas
cybcTaHumsa KOTOpbIX SBNSETCS PEKOMOMHAHTHOW HYKNEWHOBON KUCMOTOW UNu BKNOYaeT B cebsi pEKOMOBUHAHTHYIO
HYKNEWHOBYIO KMWCNOTY, MO3BONSIOWYI0 OCYWECTBASATb PErynupoBaHue, penapaunio, 3ameHy, pobasBneHve wnu
yOaneHue reHeTu4ecKkon NnocnenoBaTenbHOCTH;

(MyHkT mononHUTenbHo BkoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
»3)

8) HapkoTMyeckme nekapcTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE npenapatbl U dhapmauesTmyeckme cybctaHumm,
cogepxaume HapkoTUYecKue cpencTBa W BKAOYEHHble B [lepeyeHb HaPKOTUYECKUX CPeAcTB, MNCUXOTPOMHbIX
BEWeCTB W WX MPeKkypcopos, noanexawmx KoHTponio B Poccuitickon MPenepaumn, B COOTBETCTBUMM C
3akoHogaTenbctBoM Poccuiickoin depepaunmn, mexayHapodHbiMu gorosopamu Poccuiickon depepaumun, B TOM
yucne EgmHon KoHBeHUMen 0 HapkoTuyeckux cpeacteax 1961 rona;

9) NCMXOTPONHbIE NleKapCTBEHHbIE CPeaCcTBa - NEKapCTBEHHble npenapaTbl U dhapmaueBTmyeckme cybctaHumm,
cojepxatme NCuxoTpornHbie BELWECTBA U BKIKOYEHHbIE B [TlepeyeHb HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BEWECTB
MU UX NPEKypcopoB, noanexawmx KoHTponto B Poccuiickon depepaunn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon depepaunn, mMexpyHapooHbiMm gorosopamm Poccuiickon depepaummn, B Tom yncne KoHeeHumen o
NCUXOTPOMNHbIX BewecTeax 1971 rona;

10) pagouodapMaueBTUYECKME NEKAPCTBEHHbIE CPEACcTBa - NIEKAPCTBEHHbIE CPEACTBa, KOTOpble comepXxart B
roTOBOV AN8 WUCNONb30BaHMA OOPME OAMH PaLVMOHYKIML WAW HECKONbKO pPagvoHYKNINOOB (pagnoakTUBHbIX
N30TOMOoB);

10_1) opurrvHanbHbI NeKapCTBEHHbIN Npenapar - 1eKapCTBEHHbIV Npenapar ¢ HOBbIM AEACTBYIOWMM BELWEeCTBOM,
KOTOpbIN NepBbiM 3apeructpyposaH B Poccuiickon depepaun MAnM B MHOCTPaAHHbIX rocynapcTBax Ha OCHOBaHUM
pes3ynbTatoB  OOK/IWHUYECKMX WCCNEedOBaHWA  NEKAPCTBEHHbIX CPEeACTB W KJIMHUYECKMX  WUCCNEeOOoBaHWin
NEeKaAPCTBEHHBIX NPenapaTtoB, MOATBEPXAAIOWNX €ro Ka4ecTBo, 3 PEKTUBHOCTL 1 6e30NacHOCTb;

(MyHKT mononHuTENbHO BKNoYeH ¢ 1 mapTa 2020 rona denepasnbHbIM 3aKOoHOM oT 27 aekabps 2019 roga N 475-
D3)

11) pedbepeHTHbIN NekapCTBEHHbIA npenapar - eKapcTBeHHbIA npenapart, KOTOPbIA NCMONb3yeTcs ANS OLUEHKN
61O3KBMBANEHTHOCTM WM TepaneBTUYECKON SKBMBANEHTHOCTW, KauyecTBa, 3pdPeKTMBHOCTM 1 6e3onacHocTu
BOCMPOW3BENEHHOIO NEKAPCTBEHHOrO Npenapara unv buoaHanorosoro (buonofobHOro) nekapCTBEHHOro nNpenapara
(bnoaHanora). B kayectBe pedpepeHTHOro neKkapcTBEHHOro npenapaTta [AfAs  MeOUUUHCKOrO  MpUMEHEeHWs!
MCMONb3YEeTCA OPUTMHANBHBIA NEKAPCTBEHHbIN nNpenapat nmbo, ecnvm OpuUrMHanbHblA NEKAPCTBEHHBIA npenapart He
3aperucTpypoBaH unum He Haxogutcs B obopote B Poccuiickori depepaumm M He Haxoautcs B obopoTte B
WHOCTPaHHbIX rOCyLapCTBax, BOCMPOU3BELEHHbIA NEKAPCTBEHHbIN npenapat uan 6uoaHanorosblii (61onoLo6HbIR)
NeKapCTBEHHbIM npenapaTt (buoaHanor), KOTOpbI NMepBbIM 3apEerucTPMPOBaH M3 YMcna Haxooswuxcs B obopoTte B
Poccuiickoin  ®epepaumn, OMOSKBMBANEHTHOCTb WM TepaneBTUYECKas  SKBMBANEHTHOCTb,  Ka4yecTBo,
ahhekTUBHOCTL 1 He30MacHOCTb KOTOPOrO OLEHMBANUCH MO OTHOWEHWIO K OPUrMHaNbHOMY /E€KapCTBEHHOMY
npenaparty, a TakXe Ka4yeCTBO, 3PIEKTUBHOCTb M 6E30MacHOCTb KOTOPOro MOATBEPXLAOTCA pe3ynbTatamu
(papMakoHaa3opa M MPOBEPOK COOTBETCTBMUSI NIEKAPCTBEHHBIX CPELCTB, HaxoAswWwMxcs B rpax.aaHckom obopore,
YCTaHOB/EHHbIM TpeboBaHMAM K WX KadyecTBy. B kauyecTBe pedbepeHTHOro nekapcTBEHHOro npenapaTta Ans
BETEPMHAPHOrO MPUMEHEHUS UCMOMb3yeTCs NEeKapCTBEHHbI npenapat [AONsS BETEPUMHAPHOro MPUMMEHEHWUS,
3aperucTpupoBaHHbii B Poccuitickon ®epepaumm Ha OCHOBaHUW pPes3ynbTaToB AOKANHUYECKUX WCCNefoBaHWi
NEKAPCTBEHHbIX CPEACTB W KAMHWYECKUX WCCNEeOOBaHWA NEeKapCTBEHHbIX NpenaparoB, MOATBEPXAAKWMX €ero
KayecTBO, 3P PEKTMBHOCTb 1 6€30MacHOCTb;

(MyHkT B penakuun, BBeneHHow B feictere ¢ 1 mapTta 2020 rona PenepancHbiM 3aKoHOM 0T 27 aekabps 2019
roga N 475-® 3. - C™. npeabioyllyo pesakumio)

12) BOCNpoOM3BEAEHHbI NeKapCTBEHHbIA npenapar - N1eKkapcTBeHHbIA npenapat Ans MeauUmMHCKOro NPUMeHeHus,
KOTOPbI UMeeT 9KBMBANIEHTHbIN pedpepeHTHOMY JleKapCTBEHHOMY rpenapaty Ka4yeCTBEHHbI COoCTaB U
KONIMYECTBEHHBI COCTaB AEVCTBYIOWMNX BEWECTB B 3KBUBANEHTHON NEKapCTBEHHOW chopMe, OO NekapCTBEHHbIN
npenapar 015 BETEPVHAPHOro NPUMEHEHWs, KOTOPbIN MMEeeT Takue Xe, YTO U PedEepeHTHbI NeKapCTBEHHbIN
npenapart, Ka4eCTBEHHbI COCTaB M KOJINYECTBEHHbI COCTaB OEWCTBYIOWNX BELWECTB B TAKOW Xe NeKapCTBEHHOWA
hopme, 61O03KBMBANEHTHOCTb UMK TepaneBTUYecKasi 9KBUBaNEHTHOCTb KOTOPbIX COOTBETCTBYIOWEMY pedepeHTHOMY
nekapcTBEHHOMY npenapary NoATBepXAeHa COOTBETCTBYIOWMMIN NCCIE0BaHUAMM;

(MyHKT B pepnakunun, BBeLeHHoW B feiicTBre ¢ 1 mapTta 2020 roga PenepanbHbiM 3aKOHOM 0T 27 gekabps 2019
roga N 475-®0 3. - C™. Npeabioyllyo pesakumio)
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12_1) TepaneBTMYyeckas 9SKBUBANEHTHOCTb JIEKAPCTBEHHbIX NpenapartoB - [HOOCTUXEHWE  KIUHUYECKU
COMOCTaBMMbIX TEPANEBTMYECKOro adpdpekTa M nokasatenein apPEKTUBHOCTA 1 6e30MacHOCTU MpY NMPUMEHEHUN
NeKapCTBEHHbIX NpenapatosB AN MEOULMHCKOro MPUMEHEHUs, UMEIoWMX OOHO MeXOyHapolHOe HenaTeHToBaHHOoe
(M xuMmnyeckoe, UNWM rPYNMMPOBOYHOE) HaMMeHOBaHWe, B SKBMBANEHTHbIX A03MPOBKax MO OOHUM W TeM Xe
noKasaHusiM K NPYMEHEHUIO 1 NPU OANHAKOBOM Crocobe BBEAEHWS Y OOHOW U TOW Xe rpynmnbl 60NbHbIX;

(MyHkT mononHUTenbHo BkoyeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
®3; B penakuuu, BBeaeHHoM B feiicteme ¢ 1 mapTa 2020 rona ®enepalnbHbiM 3aKkOHOM 0T 27 aekabps 2019 roga N
475-® 3. - CM. npeabiaylyto peaakumio)

12_2) 6uoaHanoroseblii (6MonoaobHbI) nekapcTBEHHbIN npenapat (broaHanor) - 61MonornYeckuii NekapcTBEHHbI
npenapar, CXOXWi No napamMeTpam KadyecTBa, aPGEKTUBHOCTN 1 6e30MacHOCTUN C pedpePEHTHBIM BUONOrMYeCKnM
NeKapCTBEHHbLIM NPenapaToM B TaKO Xe NeKapCTBEHHOM hopMe 1 UMEOWMNA MAEHTUYHBIA cNocob BBEAEHUS;

(MyHkT mononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D 3)

12_3) B3auMMo3aMeHsieMblii NeKapCTBEHHbIA MpenapaTr - NekapCTBeHHbI npenapar C  OoKasaHHoW
TEepaneBTUYECKON 3KBMBANEHTHOCTbIO MM BMOSKBMBANEHTHOCTBIO B OTHOWEHUA PEEPEHTHOrO NEKAPCTBEHHOMO
npenapara, UMetoLWmnin 3KB1BaNEHTHbIE eMYy Ka4eCTBEHHbIA COCTaB U KOJIMYECTBEHHbIN COCTaB AeNCTBYIOWMX BEILECTB,
COCTaB BCMOMOraTte/ibHbIX BEWECTB, NEKAPCTBEHHY (OOPMY 1 cnocob BBEAEHUS;

(MyHkT mononHuTensHo BkAoueH ¢ 1 nonsa 2015 rona depepanbHbIM 3aKOHOM 0T 22 gekabps 2014 roga N 429-
>3)

12_4) 6103KBUBANEHTHOCTb NIEKAPCTBEHHbIX NPENApaToB - AOCTUXEHME COMOCTABUMbIX NoKasaTeneil CKopocTu
BCACbIBaHUS, CTENEHU MOCTYMNEHUS K MECTY OEACTBUS U CKOPOCTW BbIBEAEHUS OOHOIO MU HECKONbKMNX 0bnanaowmx
apMakonornyeckon akTUBHOCTbIO OENCTBYIOWMNX BEWECTB MNPW MPUMEHEHUN NEeKapCTBEHHbIX MpenapatoB Ans
MEIVLMHCKOrO MPUMEHEHUS, MWMEWNX OOHO MeXJIyHapo4HOe HenaTeHTOBaHHoe (MM XUMUYecKoe, WK
rpynnMpoBOYHOE) HAUMEHOBAHWE, B 9KBUBAIEHTHBIX JO3UPOBKAX M NpU 04MHAKOBOM crocobe BBEAEHUS;

(MyHkT pononHMTENbHO BKAtoYeH ¢ 1 MmapTa 2020 roga ®enepanbHbIM 3akKoHOM OT 27 nekabps 2019 roga N 475-
D3)

13) nekapcTBeHHOE PacTMTEeNIbHOE ChiPbe - CBEXME WU BbICYWEHHbIe pacTeHns nmbo ux 4acTu, UCMoNb3yeMble
ONs NPOW3BOACTBA NEKAPCTBEHHbIX CPEOCTB OpraHvM3aumsMM - MPOU3BOAUTENSIMA NEKaPCTBEHHbIX CPeacTB WM
W3rOoTOBNEHUS  NIEKAPCTBEHHbIX  MpernapaTtoB  anTeyHbiMM  OpraHu3auusiMvM, BeTEepUHapHbIMKA  anTeyHbIMU
opraHusaunsiMi, WHOMBMIOYaNbHbIMA NPEAnPUHMMATENSMU, WMEKWMMA  NINLEH3UIO Ha  ddapMaueBTUYECKYIo
esTeNbHOCTb;

14) nekapCTBEHHbIA pacTUTENbHbIA Npenapar - NeKapCTBEHHbIA Npenapar, NPOU3BEAEHHbIA NN N3rOTOBIEHHbIN
13 04HOro BUAa NekapCTBEHHOro PacTUTENbHOrO CbipbSd WAWN HECKONbKMX BWOOB TaKOro Cblipbs U peann3yemMbliii B
pacdacoBaHHOM BMAE BO BTOPUYHOM (MOTPEBUTENBCKO) YNAKOBKE;

15) romeonaTuyeckuii NekapCTBEHHbIA npenapaTr - NeKapCTBEHHbIA npenapaT, MPOW3BEOEHHbIA  nAn
M3roTOBNEHHBI M3 (papmMauLeBTUYecKol cybCcTaHuMm unu dapmaueBTUyeckmx cybcTaHuMin B COOTBETCTBUM C
TpeboBaHunsAMM 06wWKMX PapMakonenHbix CcTaTeid K roMeonaTW4yeckMM NEKapCTBEHHbIM MpenaparaM uavM B
COOTBETCTBUM C TPeBOBaHMSAMM chapmMakonen CcTpaHbl MPOM3BOANTENS TAaKOro NEKapCTBEHHOro npenapara;

(MyHKT B pepakunm, BBeAeHHoW B nericteue ¢ 1 nona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

16) MexndoyHapoAHoe HenaTteHTOBaHHOE HauMeHOBaHWe feKapCTBEHHOro cpeacTsa - HauMeHoBaHue
JefCcTBylOWero BewecTBa papMaueBTMYeckon cybcTaHumn, pekomeHnoBaHHoe BceMupHoi opraHmsaument
30paBoOXpaHeHuns;

(MyHKT B pepakunm, BBeAeHHoW B nercteue ¢ 1 nona 2015 ronga ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

17) TOproBoe HauMeHOBaHWe nNeKapCTBEHHOrO CPeactea - HaMMEHOBaHWE NeKapCTBEHHOr0 CpeacTBa,
NMPUCBOEHHOE €ero pas3paboTynmkoM, JLepXaTeneM WM  BnafenbueM PerucTpaunvoHHOro  yAOCTOBEPEHMS
nekapcTBEHHOro npenapara,

(MyHKT B pepakunm, BBeAeHHOW B nericteue ¢ 1 uona 2015 rona depepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

17_1) rpynnMpoBOYHOE HaMMEHOBaHME JfIEKAPCTBEHHOrO Mpenapara - HauMEHOBaHWe NeKapCTBEHHOro
npenapara, He UMEeIoLWero MeXayHapoAaHOro HenaTeHTOBAHHOMO HaMMEHOBAaHWSA, UM KOMOUHAUUWN NeKapCTBEHHbIX
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npenapartoB, WCMONb3yeMOe B LUeNsx 0O6bedMHeHUs Wx B rpynny noh €AUHbIM HauMEHOBAHWEM WCXO04A U3
O[lMHAaKOBOro COCTaBa OeNCTBYIOWMX BELWECTB;

(MyHkT pononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

18) obwas dpapmakoneHas ctaTbsl - AOKYMEHT, YTBEPXAEHHbI YMONHOMOYEHHbIM doeaeparnbHbIM OpraHoM
WCMONMHUTENBHON BNacTu n codepXawunin nepeyeHb nokasaTtenen Kkadyectsa M (MIM) METOOOB KOHTPONS KayecTsa
KOHKPETHOW NeKapCTBEHHOM (DOPMbl, NEKAPCTBEHHOr0 pPacTUTENbHOrO Cblpbs, OMMCaHUs BMONOrnYeckuX,
BUOXMMUNYECKUX, MUKPOBMONOrNYECKNX, OU3NKO-XMMUYECKUX, CPU3NYECKUX, XUMUYECKNX N OPYrMX METOLOB aHanuaa
NeKapCTBEHHOrO CPenCTBa, a Takxe TpeboBaHMsl K WCMONIb3yEMbIM B LENSIX MNPOBELEeHWS AaHHOro aHanvaa
peakTvBaM, TUTPOBAHHbIM PacTBOpaM, UHANKATOPaM;

(MyHkT B pepakumn, BBeaeHHoi B neictene ¢ 1 miona 2015 ropa ®enepanbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

19) cbapmakonerHass cTaTbs - [OOKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM bedepanbHbiM  OpraHom
WCMOJIHUTENbHOM BNacTV W colepXawuini nepeyeHb rMokasateniel kayectBa W METOAOB KOHTPONS KayecTsa
NneKkapcTBEHHOro CpeacTBea,;

(MyHKT B pepakunm, BBeAeHHOW B nericteue ¢ 1 nona 2015 roga ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - CM. Npeabioyllyo pesakumio)

19_1) ctaHmapTHble 06pasLbl - BELECTBA, MOCPELCTBOM CPABHEHUS C KOTOPbIMU OCYLECTBASETCS KOHTPOJb
KayecTBa MCCNeLyeMblX NEKAPCTBEHHbIX CPEACTB C MOMOLWbIO PU3NKO-XUMUYECKUX U BMONOrMYecknx MeTomoB B
uensix MNOATBEPXIEHUS COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB TpeboBaHMSIM HOPMATUBHON HOKyMeHTaumu,
YCTaHOBJ/IEHHBLIM NMPW OCYWECTBNEHUN TOCYOAPCTBEHHON pernctpaumun, n KoTopble NPUMEHSIOTCS ONS KanmbpoBku
cTaH4apTHbIX 06pa3LoB NPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB, UCMONb3YEMbIX LNl KOHTPONS KayecTBa W MHbIX
uenel Npu obpaweHn nekapcTBEHHbIX CPEACTB;

(MyHkT mononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

19_2) chapmakoneiHblli cTaHOAPTHLIN obpasel - CTaH4APTHbLIA obpasel, NPov3BedeHHbIi B COOTBETCTBUN C
thapMakonenHon ctaTbeln;

(MyHkT pononHuTenbHo BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3aKOHOM 0T 22 aekabps 2014 roga N 429-
D3)

20) HopMaTuBHAs MOOKYMEHTaUus - OOKYMEHT, COAepXalluii nepeyeHb OnpefensieMblx Mo pesynbratam
COOTBETCTBYIOWMX 3KCNEPTM3 nokasartenein kayectsa NeKapCTBEHHOrO CPeAcTBa ANS MELULMHCKOrO MPUMEHEHWS,
METOA0B KOHTPONS €ro KayecTBa 1 YCTAHOBIEHHDIA €ro NPON3BOANTENEM;

21) HoOpMaTMBHBbIA OOKYMEHT - [OOKYMEHT, coAepXalwuih nepeyveHb oOnpedensieMbix MO pesynbTaTam
COOTBETCTBYIOWMX 3KCNEPTM3 nokasaTenen kayectsa 1 (Mnn) METOO0B KOHTPONA KayecTBa N1ekapCTBEHHON PopMbl,
onucaHns 61noNornYeckux, BUOXNMMMYECKMX, MUKPOBNONOrNYECKMNX, OUINKO-XUMUNYECKMX, (PUBNYECKUX, XUMUYECKUX 1
APYrnx MeTonoB aHanu3a NekapCTBEHHbIX CPEACTB LN BETEPUHAPHOrO NPUMEHeHNs, TpeboBaHNs K NCMONb3yeMblM
B Llensx nposeneHns OaHHOro aHanmsa peakTmsam, TUTPOBAHHbLIM pacTBopamM, MHAMKATOPAaM M YCTaHOBJIEHHbIR ero
npovn3BoanTEeneM;

21_1) oBWMin TEXHUYECKMIA L[OKYMEHT - KOMMEKT LOKYMEHTOB WM MatepuanoB, COCTOSWMIA M3 HECKONbKUX
pasnenoB - AOKYMEHTauuW afMWHUCTPATUBHOIO XapakTepa, XMMWYecKowr, dpoapmaueBTUYeckoin n 6ronornyeckoi
JOKyMeHTaumn, apMakonorm4yeckom, TOKCMKONOMMYECKOW OOKYMEHTauuW, KAWMHWYECKOW AOKyMeHTauum W
npeLcTaBfsieMblii OAHOBPEMEHHO C 3asIBNIEHWEM O rOCYNapCTBEHHON perncrpaumm nekapCTBEeHHOro npenapara ong
MEeOVUMHCKOro  NPUMEHeHWs B  oopMmarte, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  (pedepanbHbiM — OpraHoM
WCMONMHUTENbHON BNacTu;

(MyHkT pononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 rona N 429-
D3)

22) KayecTBO NEKAPCTBEHHOrO CPENCTBA - COOTBETCTBME NEKAPCTBEHHOrO cpeactBa TpeboBaHusM
(hapmakoneiHo ctatbu MO B Criyyae ee 0TCYTCTBUSI HOPMATMBHON LOKYMEHTaLMUM UM HOPMATUBHOIO AOKYMEHTA;

23) 6e30MacHOCTb NIEKAPCTBEHHOr0 CPeAcTBa - XapakTepucTvka NeKapCTBEHHOro CPeAcTBa, OCHOBaHHAas Ha
CPaBHMTENbHOM aHanunae ero 3 PEeKTUBHOCTU 1 pyUcKa NPUYNHEHUS Bpeaa 300P0BbIO;

24) 3P (PEeKTUBHOCTb JIEKAPCTBEHHOro npenapara - XapakTepucTuka CTerneHu MNONOXUTENbHOro BAUAHUA
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NEKapCTBEHHOr0 npenapata Ha TeyeHue, MPOAONXMTENbHOCTL 3aboneBaHus WAM  ero MnpenoTBpalleHue,
peabunuTaumio, Ha coxpaHeHue, NPenoTBpaLleHEe UK NpepbiBaHe 6epeMeHHOCTY;

25) cepusi nekapCTBEHHOro CPEACTBa - KOMMYECTBO /IeKapCTBEHHOro CPeacTBa, NPOM3BeaeHHOe B pesynbrarte
0[HOr0 TEXHONOrMYECKOro LuK/ia ero NpoM3BoanTeNeM;

26) pervncTpauvoHHOEe YLOCTOBEpPEHME NeKapCTBEHHOro mnpenaparta - AO0KYMEHT, MOATBEepXAalowmin dakT
rocyapCTBEHHOM perncTpaunm nekapcTBeHHOro npenapara;

26_1) pepxartenb wWAnM Bnagenel pPerncTpaumMoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOrO npenaparta -
pa3paboTynK NeKaPCTBEHHOIrO CPEACTBA, MPOM3BOAUTE/b NEKAPCTBEHHBIX CPEACTB MM MHOE PUANYECKOE NULO,
obnaparolee NpaBoM BNaaeHUs PerncTpPaLmoHHbBIM YO0CTOBEPEHMEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a Ka4YecTBo,
a0 PEKTUBHOCTb U 6E30MAaCHOCTb 1eKapCTBEHHOr o npenaparta;

(MyHkT mononHUTenbHo BkoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

27) perucTpauMoHHbIi HOMep - kKoAoBoe 0003HayeHue, MPUCBOEHHOE NEeKapCTBEHHOMY npenapaTty npu ero
rocynapCTBEHHOM pernctpaunu;

28) obpalueHne neKkapCTBEHHbIX CPEACTB - paspaboTka, AOKIUHWMYECKWE WUCCNEeOOBaHWUS, KAVHUYECKMe
nUccnenoBaHusl, SKCNepTmn3a, rocy4apcTBeHHasa peructpauuns, ctaHoapTmsaumsa n KOHTPOIb KayecTsa, MPOM3BOACTBO,
W3roToBNEHNE, XpaHeHue, nepeso3ka, BBO3 B Poccwuiickylo Pepepaumio, BbiBO3 M3 Poccuiickoin depepauuu,
peknama, OTAycK, peanuaauus, nepenadya, npuMeHeHne, YHUUTOXEHNE NeKapCTBEHHbIX CPEACTB;

(MyHKT B pepakuun, BBEAEHHOW B OeicTene ¢ 7 sHBaps 2012 ropa denepanbHbiM 3aKkoHOM OT 6 gekabps 2011
roga N 409-® 3. - C™. npedplayllyio pegakuuio)

29) cybbekTbl o6palleHMsl NeKapCTBEHHbIX CPEeACTB - (OuU3nMyeckume nvua, B TOM 4YWCNe WHOMBMOyalbHble
npeanpuHMMaTeny, n LpPUanNYeckue nuua, OcCyWecTBAsiloWwme OesaTeNbHOCTb Mpu obpaleHun nekapcTBEeHHbIX
CPEeLncTB;

30) paspaboTuMk nEeKapCTBEHHOr0 CpencTBa - oOpraHuM3auus, obnapawowas npasamMy Ha pesynbTathl
JOKJIMHWNYECKNX NCCNeoBaHNn NekapCTBEHHOro CpeacTsa, KIMHNYECKNX NCCnenoBaHNin NekapCcTBeHHOro npenapara
N (MNK) Ha TEXHONOMMIO NPON3BOACTBA NEKAaPCTBEHHOIO CPEACTBa;

(MyHkT B pepakumn, BBeoeHHon B neictene ¢ 1 miona 2015 ropa @enepanbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-® 3. - CM™. npeabloyllyto peaakumio)

31) npon3BoACTBO NeKapCTBEHHbIX CPEeACTB - OeATEeNIbHOCTb MO MNpPoOM3BOACTBY JIeKapPCTBEHHbIX CpendcTB
opraHnsaunsaMn - npon3soanTensaMmm nekapCTBeHHbIX CPenAcTB Ha OOHOW CTaguu, HECKONbKUX WUNU BCEX CTaausx
TeXHONOorn4eckoro npouecca, a Takxe no xpaHeHuno n peanndaunm npon3eeneHHbIX IeKapCTBEHHbIX CPenCTB;

31_1) npou3BOACTBEHHasl nowanka - TepputopuanbHo 060COBNEHHBI  KOMMAEKC MPOV3BOAUTENS
NeKapCTBEHHbIX CPefcTB, MpedHas3Ha4vyeHHbI 0159 BbiNOMHEHWS BCEro npouecca npou3BOACTBA NIEKAPCTBEHHbIX
CPenCTB UK ero onpenerneHHon ctanuu;

(MyHkT mononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

32) Npon3BOAUTEND NEKAPCTBEHHbIX CPEACTB - OpraHn3auus, OCyLeCcTBNSAIOWAS NPON3BOACTBO NIEKAPCTBEHHbIX
CPELCTB B COOTBETCTBMU C TpeboBaHUSMM HacTosAWero denepanbHOro 3akoHa;

33) papmaueBTUYECKAA LESTENBHOCTb - AEATENbHOCTb, BKAuawwas B cebs OnNTOBYW TOProBito
NEeKapCTBEHHbIMA CPEACTBaMM, WX XpPaHeHWe, nepeBO3Ky W (MAM) PO3HUYHYIO TOProBJO NIEKAPCTBEHHbLIMM
npenapataMu, B TOM YWCNE JMCTAHUMOHHBIM CMOCOBOM, MX OTNYCK, XpaHeHwe, MNepeBO3KY, W3roTOBEHNE
NneKapcTBEHHbIX NpenapaTos;

(MyHKT B penakumun, BBeOeHHOW B felnictBne denepanbHbiM 3akoHOM oT 3 anpens 2020 roga N 105-d 3. - Cm.
npeabloylwyo pegakumio)

34) opraHmnsaunsa ornToBOW TOproenn nekapCTteeHHbIMM cpenctesamMn - opraHmdadms, ocylwecTendowasa onToByo
TOpProeno nekKkapcTBeHHbIMX CpencTtBaMu, UX XpaHeHune, nepeBo3Ky B COOTBETCTBUU C Tpe6OBaHVI$|MVI HacToslero
<Denepaanoro 3akKoHa,

35) anteyHas opraHusaums - opraHusauus, CTPYKTypHOe noapasfefneHne MenuuMHCKOW opraHusaumu,
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OCYLLECTBNSAOWMNE PO3HUYHYIO TOProBO NEKAPCTBEHHbIMK Mpenaparamv, B TOM Y/ACNE OMCTaHLUMOHHBIM CNOCO60M,
XpaHeHune, NepeBo3KY, WU3roTOBNIEHWE W OTMNYCK JIeKapCTBEHHbIX MpenapartoB ANns MeAULMHCKOro MpUMEHEeHNs B
COOTBETCTBUM C TpeboBaHMAMM HacToswero denepanbHOro 3aKoHa;

(MyHKT B pepakuuun, BBeAEeHHOW B neicTBue PenepanbHbiM 3akoHOM OT 25 Hosi6ps 2013 roga N 317-903; B
penakumun, BBeOeHHON B Aenictene denepanbHbiM 3akoHOM oT 3 anpensg 2020 roga N 105-P3. - CM. npenblayiyio
penakumio)

36) BeTepuHapHas anTeyHas opraHvM3aums - opraHvsaumsi, CTPYKTYpHOe nonpasfeneHne BeTepuHapHONA
opraHm3auun, OCYILECTBAAIOWME PO3HMYHYIO TOProB/IO  JIEKAPCTBEHHLIMW Mpenapatamu, B TOM  4ucne
OMCTaHUMOHHbIM CnocoboM, XpaHeHue, U3roTOBNEHNE U OTMYCK IeKAPCTBEHHbLIX NMpenapatoB NS BETEPUHAPHOro
NMPVMEHEHNs B COOTBETCTBUM C TpeboBaHnaMU HacTosiwero denepanbHOro 3aKoHa;

(MyHKT B pepakuun, BBeLEHHON B aeicTene denepanbHbiM 3akoHoM oT 3 anpensa 2020 roga N 105-P 3. - Cwm.
npeaploywyo pegakumio)

37) hanbcudprumMpoBaHHOe NeKapCTBEHHOE CPEACTBO - NeKapCTBEHHOE CPEACTBO, COMPOBOXAAEMOE 0XHOM
MHGOpMaLMein 0 ero cocTase 1 (UNn) NPOU3BOANTENE;

38) HepnobpokaYecTBEHHOE NEKapPCTBEHHOE CPEACTBO - NEKApCTBEHHOE CPEenCTBO, He COOTBETCTBYylOLWEe
TpeboBaHNAM dhapmakonerHol cTatb nnbo B cnyyae ee OTCYTCTBUS TpeboBaHUSIM HOPMATMBHOW LOKYMEHTaLMU
UM HOPMATMBHOIO AOKYMEHTA;

39) KOHTpagakTHOe JNleKapCTBEHHOEe CpPencTBO - JIeKapCTBEHHOEe CpefcTBO, Haxopdsdleecs B 060p0Te C
HapyuweHneMm rpaxxXgaHckoro 3akoHooartenbCciea,;

40) [OOKNMHMYEeCKOe WuccredoBaHWe NeKapCTBEHHOro cpenctea - Ouonoruyeckne, Mukpobronoruyeckue,
UMMYHOJIOrYeckre, TOKCUKOormyeckme, jpapMakonormyeckue, onsmdeckmne, XMMMYeckmue 1 Opyrne MccnenoBaHust
NeKapCTBEHHOr0 CPEeACTBa MyTeM MPMMEHEHUS HayyHbiX METOOOB OLEHOK B LENsX MONy4YeHWs [okasaTefnbCcTB
6e3onacHOCTU, Ka4yecTBa U a(pPEeKTUBHOCTM NEKAPCTBEHHOMO CPELACTBA;

41) KNUHUYECKOE WCCNenoBaHWe feKapCTBEHHOrO npenaparta - W3y4YeHWe AMarHOCTUYECKMX, NeyebHbIX,
npocornakTNYecknx, oapMakoNiornyeckx CBOMCTB NEKAPCTBEHHOro Mpenaparta B MpoLecce ero NpPUMEHEHUs y
yenoeeka, XWBOTHOrO, B TOM YMC/e NPOLIECCOB BCacblBaHWs, pacrnpeineneHus, U3MeHeHUs 1 BbiBeAEHUs, MyTem
MPUMEHEHMSI Hay4HbIX METOAOB OLEHOK B LENsX MONyYyeHUss A[okasaTenbcTB 6e30nmacHOCTU, KayecTBa MU
3PPEKTUBHOCTM NEKAPCTBEHHOr0 npenapaTta, [HOaHHbIX O HeXenaTeNbHblX peakuusix OopraHusma 4YenoBeka,
XMBOTHOTO Ha MNPUMEHEHWe NeKapCTBEHHOro npenapata u o6 adggekTe ero B3aWMOAENCTBUS C OPYrvMu
NleKapCTBEHHbIMU NpenapaTamMm 1 (UKn) NULLEBbIMU NPOAYKTaMU, KOPMaMU;

42) MHOroueHTpOoBOE KIMHN4YeCkKoe nccnenosaHmne nekapCTtBeHHOro npenapara ansa MmeanumHCKOro npuMeHeHns
- KJWHW4YecKoe uccnenoeaHne nekapCcTtBeHHOro npenaparta nOnsa MeauunHCKOro npuMeHeHus, nposoanmoe
pa3p8.60T'-II/IKOM nekapCTBeHHOro npenaparta B ABYyX U b6onee mMeaoMUMHCKNX opraHmsaumnsax no eanHoMmy npoTokony
KNIMHNYEeCKOro nccnenoeaHmna nekapCTtBeHHOro npenapara,

43) Mex[IOyHapoOHOEe MHOrOLEHTPOBOE KJIMHMYECKOe WCCNnefoBaHue nekapCTBEHHOro npenapata  Ons
MELOMUMHCKOTO TMPUMEHEHNS - KJIMHUYECKOE WCCNeAoBaHWe NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMEHeHNsl, MPOBOAMMOE pPa3paboTyMKOM NEeKapCTBEHHOro MnpenapaTta B PasnMyHblX CTpaHax Mo enuMHOMY
MPOTOKONY KNMHUYECKOro NCCNea0BaHMsl NeKapCTBEHHOroO npenapara;

44) nNOCTPErncTpaumMoHHoe KMHUYECKOEe WCCNenoBaHUE feKapCTBEHHOrO npenapaTta AN MeOUUUHCKOro
NPUMEHEHUS - KJMHWYECKOe WuccnegoBaHMe nekapCTBEHHOro npenapara nng MeOuUUHCKOro MNpUMeEHeHMUs,
NnpoBOAMMOE MPOM3BOAMTENIEM NEKAPCTBEHHOro nNpenapara, rpaxaaHckuii 06opoT KOTOPOro OCyLEeCTBASIeTCS Nocne
rocyaapCTBEHHOW perucTpauun, B Lensx OonoNHUTebHoro cbopa faHHbIX 0 ero 6e30nacHoCTV 1 aPPEKTNBHOCTMH,
pacwmpeHns nokasaHui K NPUMEHeHNI0 4aHHOro NIeKapCTBEHHOr0 npenapara, a TakXe BbISBIEHUS HeXenaTebHbIX
peakuuii NauneHToB Ha ero AencTeune;

45) wnccnepoBaHue OVMOKBMBANEHTHOCTM NEKApPCTBEHHOrO npenapaTta - BuL K/AVHWYECKOrOo WCCNenoBaHust
NeKapCTBEHHOro npenapara, NpoBeleHe KOTOPOro OCYLWECTBNSETCA AN ONpefesieHMs CKOPOCTW BcacblBaHUS U
BbIBELEHUS OOHOTO WM HECKONbKMX obnajailowmx ¢apMakonormMyeckon akTMBHOCTbIO AEWCTBYIOWMX BELWeECTB,
KO/inyecTBa JieKapCTBEHHOro rnpenapara, [LOCTUrarwlero CUCTEMHOro KpOBOTOKA, M pesynbTartbl KOTOPOro
no3BONAOT chenatb BbIBOA O OWO3KBMBANEHTHOCTU BOCMPOU3BELEHHOTO NEKAPCTBEHHOrO Mpenapara B
OnpefesNieHHbIX NEeKapCTBEHHON OOpMe U OO03MPOBKE, COOTBETCTBYHOWMX (OOPME M O03UPOBKE pedPepeHTHOro
nekapcTBEHHOro npenapara;
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(MyHkT B pepakumn, BBeoeHHoN B neictene ¢ 1 miona 2015 ropa @epepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM™. npeabloyllyto peaakumio)

46) uccnepoBaHWe TepaneBTUYECKON 9SKBMBANEHTHOCTW NEKAPCTBEHHbIX MpenapaTtoB - BWUA KJAMHUYECKOro
nuccnenoBaHs NekapcTBEHHbIX Mpenapartos, NMpOoBedeHNe KOTOPOro OCYLECTBNSEeTCS AN BbIIBNEHUS OAUHAKOBbIX
CBOWCTB JIeKapPCTBEHHbIX NpenapaToB OMNpPeneneHHoW nekapCTBeHHOW JOOpMbl, a TakXe Hanuyug O[VHAaKOBbIX
nokasarenei 6e30nacHOCTN U 3PEEKTUBHOCTI NEKAPCTBEHHBIX NPENAPATOB, OANHAKOBbLIX KIMHUYECKUX 3DGEKTOB
npv X NPUMEHEeHUN;

47) NPOTOKON K/NIMHWYECKOro UCCNenoBaHnsl NeKapCTBEHHOro npenapaTa - JOKYMEHT, B KOTOPOM OnpeaensioTcs
uenu, CpOprI opraHmnsaunm n MetTogonormga nposeneHunsa KanHn4eckoro mccnenosaHusd, ctatuctndyeckme metonbl
06paboTky pe3ynbTaToB Takoro WCcnenoBaHMs U Mepbl no obecnedyeHuto 6GesonacHOCTN OU3UYECKUX L,
y4acTBYOWUX B KNIMHNYECKOM nccnenoBaHnn nekapCTtBeHHOro npenapara,

48) Opowlopa uccnepoBatenss - CBOOHOE W3NOXEHWe pPe3ynbTaTtoB [LOKIMHUYECKOrO WUCCNenoBaHus
NeKapCTBEHHOrO CPEeAcTBa W KNMHMYECKOro WCCNedoBaHUs NeKapCTBEHHOro mnpenaparta Ans MeauuMHCKOro
NPUMEHEHNS;

49) NH(OPMALMNOHHbIA NUCTOK NaumMeHTa - OOKYMEHT, B KOTOPOM codepXxaTcs B AOCTYMHON oOpMe CBedeHus,
Kacalolwmecs npoBoAMMOro KANHWYECKOro WccnefoBaHWs feKapCcTBEHHOro npenaparta, W B MUCbMEHHOM dhopMme
LoBPOBONBHOE cornacve naumeHTa Ha yyacTue B KIMHWYECKOM UCCNeaoBaHuM NeKapCTBEHHOro npenapaTa nocne
03HaKOMNIEHNS C OCOOEHHOCTAMU KAMHUYECKOrO0 WCCNEeNOBaHUS, MMEIKOWMMN 3HAYEHWE [ONS BbIPAXEHUS TaKoro
cornacus;

50) nobouHoe OelicTBMe - peakLns OopraHnama, BO3HKKILIAS B CBSA3M C NPUMEHEHNeM NlekapcTBEHHOro npenapara
B [03aX, PEKOMEHIyeMblX B WHCTPYKUUM MO €ro MNPUMEHeHWto, ONs NpodunakTKK, OMArHOCTUKW, NeYeHUs
3abonesaHns v ons peabunutaumu;

50_1) HexenaTenbHas peakuus - HenpeaHaMmepeHHas HebnaronpusiTHas peakuusi opraHnuama, Kotopasi MoXeT
6bITb CBA3aHa C NPUMEHEHMEM NEKAPCTBEHHOrO Npenapara;

(MyHkT mononHUTenbHo BKoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

51) cepbe3Has HexenatenbHas peakuusl - HexenatefbHas peakuusi opraHvm3ma, cBsidaHHas C NpPUYMEHEHUeEM
nekapcTtBeHHOro npenapara, npueenwas K CMepTWU, BPOXAOEHHbIM aHOManunsaM WAKM nopokaM pasBuTUA nnbo
npeacraenswowas coboi yrposy XusHu, Tpebylowas rocnuTanM3auMm WAu NpuBeaWwas K CTOWKON yTpaTte
TPyAoCnocobHOCTY U (M) UHBANMAHOCTW;

52) HenmpeaBuieHHas HexenaTenbHas peakuus - HexenartenbHas peakums opraHuama, koTopas CBsidaHa C
npuMeHeHeM NeKapcTBEeHHOro npenapara B 403ax, PEKOMeHOyeMbIX B NPOTOKOE ero KAMHNYECKOro NccnenoBaHus,
bpolwtope uccnenoBaTtens, Unu ¢ NPUMEHEHNEM NEKAPCTBEHHOMO Npenapara B A03ax, PEKOMEHAYEMbIX B MHCTPYKLMM
Nno ero NPUMMEHEHWI0 ONs NPOMUNAKTUKN, ANArHOCTMKM, NeYeHUs 3aboneBaHns UnM MeouUMHCKON peabunuraumun
naumneHTa, 1 CyWHOCTb, TAXECTb U NCXOA KOTOPO He COOTBETCTBYET MHApopMaLnm 0 NekapCTBEHHOM npenapare,
colepxalerncs B NPOTOKONE ero KAVHWYECKOro uMccneposaHusi, bpowiope nccnepoBatens WaM B UHCTPYKLUUM MO
NPUMEHEHWIO NeKapCTBEHHOro Npenapara;

(MyHkT B pepakumn, BBeoeHHon B neictene ¢ 1 miona 2015 ropa @enepalnbHbiM 3aKOHOM OT 22 fekabps 2014
roga N 429-® 3. - CM™. npeaployllyto peaakumio)

52_1) cpapmakoHaa3op - BUA OESTENbHOCTU MO MOHUTOPUHIY 300EeKTUBHOCTU 1 6@30NMacHOCTY NeKapCTBEHHbIX
npenapaTos, HanpasNeHHbI Ha BbiIBNEHNE, OLEHKY 1 NpefoTBpalleHne HexenatenbHblX NoCNeacTBUA NPUMEHeHNS
NeKapCTBEHHbIX NPenaparos;

(MyHkT pononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 rona N 429-
D3)

52_2) nnaH ynpaBneHuns puckamm - nogpobHoe onvcaHne MEPONPUATIIA MO oapMakoHaa30py, HanpPaBNeHHbIX Ha
BbISIBIEHME, OUEHKY W NpeaoTBpaweHne nanm MMHUMU3auUnMo PUCKOB, CBA3AHHbLIX C NIEKapCTBEHHbIMU npenaparamu,
BKJIOHYAS OLEHKY a0PEKTUBHOCTY OaHHbIX MEPONPUATUN;

(MyHkT mononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 rona N 429-
d3)

53) peuenT Ha NEKapCTBEHHbIi mpenapaTt - MeOMUMHCKWA [LOKYMEHT YCTaHOBNEHHOW (POpMbl, comep Xalwmi
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HasHayeHve NekapCTBEHHOro npenapaTa AN MEQULMHCKOro NMPUMEHEHWS, BblAaHHbIA MeAMUMHCKUM paboTHUKOM B
Lensix oThycka NeKapCTBEHHOro npenapata WUavM ero U3roTOBNEHUSt U OTrnycka Ha OymMaxKHOM HocuTene umm ¢
cornacus nauveHtTa WAM ero 3akoHHOro npencTasvMTenss B (popMe SMEeKTPOHHOro OOKYMEHTa, MoAnMCaHHOro ¢
MCMONb30BaHNEM YCWIEHHOW KBaNIM(PULMPOBAHHON 3NEKTPOHHOM MOAMNMCKM MeauuUMHCKoro paboTHuka, nmbo
JOKYMEHT YCTaHOBNEHHOW (POPMbl, CodepXawun HasHayeHue neKapCTBEHHOro npenapata Ans BEeTepUHApPHOro
NMpVMEeHEeHsl, BblOAHHbIA CreunanncToM B obnacTn BeTepuHapuy B LIesSX OTrnycka fekapCTBEHHOro npenaparTa umm
€ro M3roTOBNEHMS 1 OTNycka Ha ByMaxXHOM HOCUTENE;

(MyHKT B pepakummn, BBeaeHHON B aenctene ¢ 1 gHeBaps 2018 ropa PenepanbHbiM 3aKoHOM 0T 29 uong 2017
roga N 242-d3; B pepakuun, BBeaeHHoW B feicteme ¢ 13 asrycta 2019 roga ®enepanbHbiM 3aKOHOM OT 2 aBrycra
2019 roga N 297-d 3. - CM. npeaplaywyto peaakumio)

54) TpeboBaHMe MEAULIMHCKON OpraHu3aunmn, BeTePMHapHO opraHm3aummn - OKYMEHT YCTaHOBNEHHON chopMbl,
KOTOPbIA BbINUCAH MEANUMHCKMM paboTHUKOM UMK CreumnanncToM B 061act BETEPUHAPUMU, UMEIOLMMIN HA 3TO NPaso,
M COOEepPXUT B NMCbMEHHOM (POPME yKasaHue anTeyHol opraHnsaunn nnv BeTeprMHapHOi anTeyHow opraHmasaummn ob
OTNYyCKe NeKapCTBEHHOro npenaparta Unv o ero n3roToeneHun u ob otnycke ans obecrneyeHms nevyebHOro npouecca
B MeAMLMHCKOW opraHvsaummn, BeTepuHapHOn opraHnsaunm;

(MyHKT B penakumun, BBeAeHHON B genctBue ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aerycta 2019
roga N 297-® 3. - C™. npeaployllyto peaakumio)

55) KomnnekcHas oOueHKa NeKkapCTBEHHOro npenapata - OueHKa 3aperucTpupoBaHHOrO fIeKapCTBEHHOro
npenaparta, BKfovawwas B cebs aHanuMa MHGopMauMM O CPaBHUTENbHOW KAMHUYECKOW SPEEKTUBHOCTA U
6e30MacHOCTN NEeKapCTBEHHOrO npenapaTa, OUEeHKY 3KOHOMWYECKUX MOCNEeACTBUA €ro MNPUMEHEHUS, WU3Y4YeHUue
JOMONHUTENbHBIX MOCNEACTBUA MNPUMEHEHUS NIeKapCTBEHHOro npenaparta B LUenax MNpUHATMS  pPeLleHuid o
BO3MOXHOCTU BKJIIOYEHMS NEKAPCTBEHHOr0 npenapata B MepedYeHb XWU3HEHHO HEOOXOAMMbIX W BaXHeMWnx
NeKapCTBEHHbIX MpenapaToB, HOPMATUBHbLIE MPaBOBbIE aKThl U MHbIE AOKYMEHTbl, Onpeaensowme nopsaaok okasaHus
MeOMLIMHCKOM NOMOLUM, NN UCKITIOYEHNS €ro U3 yKasaHHbIX NepeyHsl, akToB U JOKYMEHTOB;

(MyHkT mononHuTenbHo BkAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

56) cuctema MOHUTOPWUHra ABUXEHWS NeKapCTBEHHbIX MpenapaTtos AN MeOWUMHCKOro MNpUMEHeHus -
denepanbHas rocygapcTBeHHas MHOpMaUMOHHAs CUCTEMa MOHUTOPUHIA OBUXEHMS NeKapCTBEHHbIX Npenaparos
LN MeOVUMHCKOrO MPUMEHEHMS OT MPOM3BOAUTENS [0 KOHEYHOro noTpebutens ¢ NCNonb30BaHWEM B OTHOLWEHWU
NeKapCTBEHHbIX NpenapaTos 415 MeAWLIMHCKOro NPUMEHEHNS CPEeACTB UASHTU(MKaLMK.

(MyHkT pononHUTenbHO BKAOYeH ¢ 1 sHBaps 2018 roga denepancHbiM 3aKoHOM OT 28 fnekabps 2017 roga N
425-0 3)

MonoxeHus ctatbun 4 HacToswero denepanbHOro 3akoHa (B pepakunm denepanbHoro 3akoHa ot 29 nong 2017
roga N 242-d3) B uvacTu, Kacawweincs HOPMUPOBAHUS W BblAYM PELEenTOB Ha NEKApCTBEHHble npenaparhbl,
cogepXxaume HasHayeHue HapKOTUYeCKUX CPefcTB WAW  MCUXOTPOMHbIX BeEWecTB, B (POPMe 3NEKTPOHHbIX
LOKYMEHTOB, npuMmeHstoTcsa ¢ 1 aHBaps 2019 rofa - cM. nNyHKT 2 ctatbn 4 denepanbHOro 3akoHa ot 29 uonsg 2017
roga N 242-93.

KoMmeHTapuii k ctatbe 4

naBa 2. MonHoMouus cpenepanbHbIX OpraHOB UCMONTHUTENIbLHOW BNacTu, opraHoB UCNOTHUTENIbHOW
Bnactu cy6bekToB Poccuinckon depepaumm npy o6palleHnmn neKapcTBEHHbIX CPeacTB

Cratbs 5. MonHomouus cpepepanbHbIX OPraHOB UCMONTHMTENIbHOW BNIAaCTX Npy o6paLleHun
NneKapCTBEHHbIX CPencTB

K nonHomoumsM dpefepainbHbiXx OpraHoB UCMOMHUTENbHOW BRacTy npu obpalleHun nekapcTBEHHbIX CPeacTs
OTHOCSTCS:

1) npoBepeHue B Poccuiickoin Penepauun envHOW rocynapcTBEHHONW MONMTUKKM B obnactu obecneyeHus
nekapCTBEHHbIMM Npenapartamu rpaxaaH B Poccuiicko denepaunu;

(MyHkT B pepakumn, BBeoeHHon B neictene ¢ 1 miona 2015 ropa @epepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM. Npeabioyllyo pesakumio)
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2) yTBepXAeHune obwux apMakoneiHblx cTaTei, apMakonenHblx cTaTel, W3paHue rocynapCTBEHHONM
hapmakonewu, cosnaHune 1 BefeHne peectpa oapMakoneinHblx CTaHaapTHbIX 06pasLoB;

(MyHKT B pepakunm, BBeAeHHoW B nericteue ¢ 1 nona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo peasakumio)

3) ocyluecTBNeHe rocyapcTBEHHOro KOHTPOS (Haa3opa) B cpepe obpalleHns NnekapcTBEeHHbIX CPeACTB;
(MyHKT B pemakumn, BBEAEHHOW B Aeinctene ¢ 25 mioHa 2012 roga ®enepanbHbiM 3aKOHOM OT 25 umioHsa 2012
roga N 93-®3. - CM. npenbiayLyo penakLmio)

4) nVUEeH3NpOBaHME MNPOM3BOACTBA JNIEKAPCTBEHHbIX CPEACTB U  (papMaueBTMYECKOW OEeATENbHOCTU B
COOTBETCTBMM C 3aKOHOA4ATENLCTBOM Poccuiickon ®enepaumu;

5) opraHusauus aKcnepTuabl NEKaApCTBEHHbIX CPEACTB, 3TUYECKOW 3KCMepTU3bl BO3MOXHOCTU MPOBEAEHMUSA
KIMHNYECKOro UCCNeaoBaHWs NeKapCTBEHHOro npenaparta  Ans  MeOUuUUHCKOro  MPUMEHEHUsl, 3KCMepTu3bl
JOKYMEHTOB, NPeAcTaBfieHHbIX ONS OnpenefieHns BO3MOXHOCTU paccMatpuBaTb NEeKapCTBEHHbI npenapaT ans
MEOWUWHCKOrO MNPUMEHEHMA MpW FOCYOapCTBEHHOW perucTpauun B KayecTBe OpdPaHHOro JiekapCTBEHHOro
npenapara;

(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 miona 2015 ropa ®enepasnbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-® 3. - C™. npeaployllyto peaakumio)

5_1) opraHunsaums npoBeaeHns KOMMNEKCHON OLLEHKN NeKapCTBEHHOro npenapara B Lensx NpuHATUS peleHnii o
BO3MOXHOCTWU BKJIOYEHMSI NEKAPCTBEHHOro rnpenapata B MepedYeHb XU3HEHHO HeoBOXOAMMbIX W BaXHeMWnx
NeKapCTBEHHbIX MpenaparTos, HOPMaTUBHbIE MPaBOBbIE aKTbl U MHble JOKYMEHTbl, Onpeaensowme nopsagok okasaHus
MEONLMHCKO NOMOLLM AN UCKTIOYEHNS ero U3 yKasaHHbIX NepeyHs, akTOB U JOKYMEHTOB;

(MyHkT pononHuTenbHo BKAoYeH ¢ 1 uonsa 2015 rona depepanbHbIM 3aKoHOM 0T 22 aekabps 2014 roga N 429-
D3)

6) Bbloaya paspeleHuii Ha MpoBedeHMe KIMHUYECKMX WUCCNedoBaHWUli NeKapCTBEHHbIX mpenapaToB, BedeHue
peecTpa BblOaHHbIX pa3peLleHnii Ha NPoBeAeHNe KIIMHNYECKUX UCCeA0BaHW NeKapCTBEHHbIX NPenapartos;

7) rocynapcTBeHHas perucTpauusi nekapCcTBeHHbIX MNpenapaTtoB, BedeHUe TrocydapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPEACTB;

8) opraHusauus n (Mv) NPoBEAEeHVE MHCNEKTUPOBaHUS Cy6bekToB obpalleHns nekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME Npasunam Haanexauei nabopaTtopHol NPakTWKK, NpasunaM Hagnexaiein KIMHUYECKON npakTukw,
npasunam Hapnexaluen npakTuky XpaHeHns U NepeBOo3KM JIeKapCTBEHHbIX MpernapaTos, npasunaMm Hannexaitlemn
ANCTPUOBLIOTOPCKOM NPaKTUKKW, NpaBunam Haanexailen anteyHor NpakTUKu;

(MyHKT B pepakummn, BBeLEHHON B AeicTeme ¢ 1 sHBaps 2016 roaa ®enepanbHbIM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakuumio)

8_1) opraHusauus u (Mnv) NPOBELEHNE MHCMEKTUPOBAHUS CYObEKTOB 0bpalleHns NeKapCTBEHHbIX CPEACTB Ha
cooTBeTCcTBME TpeboBaHMSIM nNpaBuWi Haanexauwen nNPOU3BOACTBEHHON MPaKTVKK, Bblaadya 3ak/IloYeHuin o
COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHMSIM MpaBun Hagnexauwei NpPoU3BOLCTBEHHON
npakTUKK;

(MyHkT DmononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

8_2) yctaHoBneHve nopsiaka BedeHus W BeAeHWe rocynapCTBEHHOro peecTtpa 3ak/loYeHWd O COOTBETCTBUM
NPON3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMSM NpaBWa Haanexalleil NPoON3BOACTBEHHON NPaKTUKN;

(MyHkT mononHuTenbHo BkoyeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

9) rocymapCTBEeHHas perucTpaums npefenbHbiX OTNYCKHbIX LUEH Mpou3BoAUTENe Ha neKkapCTBEHHble
npenaparbl, BK/OYEHHbIE B MNEpevYeHb XU3HEHHO HEOOXOAUMbIX M BaXKHEMWWX nekapCTBEHHbIX MNpenapatos, M
BeJEeHWe rocynapCTBEHHOMO peecTpa npeaenbHbIX OTNYCKHbIX LeH NPOU3BOAMTENEN HA NeKapCTBEHHblE npenaparThl,
BK/IIOYEHHBIE B NEPEYEHb XN3HEHHO HEOOXOAMMbIX N BaXXHEMIWMX NEKAPCTBEHHbIX NpenapaTos;

(MyHKT B pepakunn, BBeAEeHHOM B AercTBue ¢ 7 nioHa 2019 roga denepanbHbiM 3aKOHOM 0T 6 uioHA 2019 roga N
134-d 3. - CM. npeaplaylyo peaakumio)

9_1) cornacoeaHue NpPOEKTOB PELIEHN OpraHoB UCMONHUTENbHONM Bnacth cybbekToB Poccuiickoin denepaumm
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06 yCTaHOBNEHUU U (UNW) WBMEHEHWW NPeLEeNbHbIX PasMepPOB ONTOBbIX HaAbaBOK W MNPefenbHbIX Pa3MePOB
PO3HUYHbIX HAOBaBOK K (PAKTUYECKMM OTMYCKHbIM LEHaM, YCTAHOBNIEHHbIM MPOU3BOAUTENSAMU NEKApPCTBEHHbIX
npenapartoB, Ha NEKAPCTBEHHblE Mpenapartbl, BK/YEHHbIE B MEPEYEHb XMWBHEHHO HEOOXOOMMbIX M BaXKHEMWUX
NeKapCTBEHHbIX Npenaparos;

(MyHKT pononHuTENbHO BKAOYeH PenepanbHbiM 3akoHoM OT 13 uona 2015 roga N 241-D 3)

10) BblOaya, yCTaHOBMEHMEe Mopsdka BbloayM paspeweHnss Ha BBO3 KOHKPETHOW NapTuUM NeKkapCTBEHHOro
cpenctea B Poccuiickyto denepauuio;

(MyHKT B pepakumu, BBeAeHHONW B gencteue ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aerycta 2019
roga N 297-® 3. - C™. npeabloyllyto peaakumio)

10_1) Bblgaya, yCTaHOBNEHME nopsdKa BblAaun W (OOPMbl OOKYMEHTA, KOTOPbIA MOATBEPXJAAaeT, 4TO
NPOM3BOACTBO NEKapPCTBEHHOro npenapata Ansg MeauLMHCKOro MNPUMEHEHWS OCYLWEeCTBNEHO B COOTBETCTBUU C
TpeboBaHNAMU MpaBuWn Haanexauwen nNPOU3BONCTBEHHOW NPakTUKU WM YTO NIEeKapCTBEHHbIA npenapaTt Aans
BETEPUHAPHOrO NPUMEHEHUS JonylleH Kk obpalweHuto B Pocculickon denepauunm, 1 NognexunT NpeacTaBneHno no
TpeboBaHMIO YNONHOMOYEHHOr0 OpraHa CTpaHbl, B KOTOPYO BBO3UTCS NEKAPCTBEHHbI Npenapar;

(MyHkT nononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
®3; B penakuun, BBegeHHol B gelictene ¢ 13 aerycta 2019 roga PenepanbHbiM 3akoHOM oT 2 asrycta 2019 roga N
297-®3. - CM. npenblayuyto penakLmio)

10_2) Bblgaya, yCTaHOBMEHME Mopsnka Bblgayv U (POpMbl OOKYMEHTA, COoAep>Xallero CBedeHMs O CTaamsax
TEXHO/IOrM4yeckoro npouecca nNPOM3BOACTBA NEKAPCTBEHHOro cpeactea ANd  MeAULMHCKOrO  MPUMEHEeHWs,
OCYLLECTBNISIEMBIX HA TeppuTopun EBPasninckoro skOHOMMYECKOro Coto3a;

(MyHkT mononHuTenbHo BKAoyeH ¢ 1 uonsa 2015 rona depepanbHbIM 3aKOHOM 0T 22 fekabps 2014 roga N 429-
®3; B penakumu, BBeOeHHon B gpenctene depepanbHbiM 3akoHoM oT 13 uong 2015 roga N 241-d3. - Cwm.
npeaploylwyo peaakumio)

11) cospaHve COBETOB MO BONPOCaM, CBA3aHHbLIM C 0OpalleHNEM NEKAPCTBEHHbIX CPELCTB;
12) atTectaums n cepTugmkaums cneunannucTos;

13) nyHKT yTpatun cuny ¢ 1 ceHTa6ps 2013 roga - PenepancHolii 3akoH oT 2 nons 2013 roga N 185-d3 - cm.
npeabloylwyo peaakuuio;

14) ocywecTBneHne hapMakoHan3opa;
(MyHKT B pepakunm, BBeAeHHoW B nericteue ¢ 1 nona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

15) yyacTue B MexayHapoOHOM COTPYOHUYECTBE;

16) nonyyeHne Mo 3anpocam YNoIHOMOYEHHOro dhefepanbHOro opraHa UCMONHUTENbHOW BNactTu OT OpraHoB
UCMONHUTENbHOM Bnactu cy6bekToB Poccuiickoin depepauun, a Takxe oT cy6bekToB 06palleHnss NekapCTBEHHbIX
CPEACTB AONS1 MELMUMHCKOrO MPWMEHEHUst MHGOpMauMu Mo BOMpPOCaM YCTAHOBNEHUS W MPUMEHEHUs LeH Ha
neKkapcTBeHHblE NpenapaTthbl U Haa6aBoK K HUM;

17) NnpuMeHeHne Mep OTBETCTBEHHOCTM 3a HapylleHne 3akoHoaaTtenbctea Poccuiickon denepauun;

18) yTBEpXAeHWe npaBun Hagnexawen nabopaTopHOM NPaKTWKW, MPaBWA  Hagnexawen KIMHUYEeCKOoW
npakTuUKK, nNpasun Hagnexauwen nPOu3BOACTBEHHOW MPaKkTUKW, MAPaBWUf Hagnexawemn npakTUKU XpaHeHus u
NMepeBo3kn NeKapCTBEHHbIX NMpenapaTtos, Npasun Haanexauwen ANCTpubbioTOPCKOM NPakTUKKU, NpaBun Haanexaien
anTeyHon MpakTuKW, nNpaBun Hagnexawen npakTUKU apmMakoHaasopa nekapCTBEeHHbIX fpenapaTos Ans
MENLIMHCKOrO NPUMEHEHUS;

(MyHkT pononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 rona N 429-
D3)

19) ycTaHoBneHvMe nopsgka COOPMUPOBAHUS PErMCTPauMOHHOrO AOCbe Ha NeKkapCTBeHHbI npenapat wu
TpeboBaHWii K JOKYMEHTaM B ero cocTase;

(MyHkT mononHuTensHo BkAoueH ¢ 1 uons 2015 rona depepanbHbIM 3aKOHOM 0T 22 fekabps 2014 ropa N 429-
»3)

20) yTBepX[HeHve MpaBun pauvoHanbHoro Bblbopa HaMMEHOBAHWA NEKAPCTBEHHbIX MNpenapaTtoB  Ans
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MeOVLMHCKOro NPUMEHEHNS;
(MyHkT mononHuTenbHo BkoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
»3)

21) yTBepXAeHune nepeyHs HaMeHOBaHUM NeKapCTBEHHbIX DOPM;
(MyHkT mononHUTenbHo BkoyeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
»3)

22) NyHKT, OONONHUTENbHO BKMOYeH ¢ 1 nions 2015 ropa ®enepanbHbiM 3aKOHOM OT 22 fekabps 2014 rona N
429-d3; ytpatun cuny ¢ 1 mapta 2020 roga - denepanbHblii 3akoH oT 27 nekabpst 2019 roga N 475-d3 - cm.
npenblaylyo penakumio;

23) yTBepxeHve TpeboBaHUA K MHCTPYKLUM NO MEAULIMHCKOMY NMPUMEHEHNIO NeKapCTBEHHbIX NpenapaTtos v K
WHCTPYKLMM NO BETEPUHAPHOMY MPUMEHEHMIO TEKAPCTBEHHbIX NPenaparos;

(MyHkT nononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

24) nNpuHATNE pelWeHWin, SBNSIOWMXCS OCHOBaHWAMWM ONS BKOYEHWS OOMEHHbIX UMEH W (Man) ykasaTenen
CTpaHuUL, CarkToB B MHGDOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "VIHTepHeT", a TakXXe CeTEBbIX aApecoB B €ANHYIO
aBTOMAaTU3NPOBaHHYO NHAOPMAaLUMOHHYO cnuctemy "EOnHbIA peecTp AOMEHHbIX UMEH, yKasaTenen cTpaHul, cainTos B
WHPOPMALMOHHO-TENEKOMMYHMKALMOHHOM ceTn "VIHTepHeT" 1 ceTeBbIX agpecos, NO3BONAOWUX MOAEHTMHONLNPOBATb
camtel B WMHAOPMAUMOHHO-TENEKOMMYHUKAUMOHHOM  ceTn  "WIHTepHeT",  copepxawuwe  nHdopmaumio,
pacnpocTpaHeHne kotopon B Poccuiickoii defepaumm 3anpeweHo”, B OTHOWEHUN WHAOpMaLMK, comepXallei
NpPennoXeHne O PO3HWYHOW TOProBne NeKapCTBEHHbIMU MpenapataMu, B TOM YWCNE AUCTAHUMOHHbBIM CnocoboM,
PO3HUYHAS TOProBas KOTOPbIMY OrpaHnyeHa 1am 3anpelieHa B COOTBETCTBUN C HacTosawmm denepanbHbIM 3aKOHOM,
n (unn) nHpopmaumn, cogepxallen npennoxXeHne o PO3HUYHON TOProene NeKapCTBEHHbIMK npenaparamMu, B TOM
yucne AUCTaHUMOHHBIM CrocoboM, NMuamy, He UMEWUMU JIMLEH3NM U pPaspelieHnsl Ha OCYWEeCTB/IeHNe TakoW
LesATEeNbHOCTU, €CNv MONyYEeHUE NULEH3UM U pPaspeleHns NpenycCMOTPEHO 3aKoHOAAaTenbCTBOM 06 obpalleHum
NeKapCTBEHHbIX CPEACTB;

(MyHkT mononHuTenbHo BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3aKOHOM 0T 22 aekabps 2014 roga N 429-
®3; B pepakuumn, BBefeHHon B gencteme denepanbHbiM 3akoHoM oT 3 anpens 2020 roga N 105-93. - Cwm.
npeaplaylyo peaakumio)

25) Bblaya pa3peLeHmnii Ha BBOL, B rpaXaaHckuii 060poT MMMyHOBMONOMrMYECKNX NEKAPCTBEHHbIX NPenapaTtos.
(MyHKT DononHUTeNbHO BKOYEH ¢ 29 Hosbpsa 2019 roga PenepaibHbiM 3aKoOHOM OT 28 Hosibpst 2018 ropa N
449-D3)

KommeHTapui k ctatbe 5

Cratbs 5_1. lNepepayva ocyLiecTBneHUsi NOTHOMOYUIA cpeaepanbHbIX OPraHOB UCMOTHUTENIbHON
BN1acT¥ Npu obpalleHMn NeKapCcTBEHHbIX CPeACTB OpraHaM UCMONIHUTENIbHOM BNacT Cy6bekToB
Poccuinckon depepauuu

MonHomoumsi dpenepancHblX OPraHoB WCMONIHUTENIbHOM Bnactv npu obpaweHun nekapCTBEeHHbIX CPEencTB,
npeaycMOTpeHHble HacToawmMm defepanbHbiM  3aKOHOM, MOryT MepefasatbCsl ONS OCYWEeCTBAEHUS opraHam
MCronHUTeNbHoW Bnactn cybbekToB Poccuiickoin depepaunmm noctaHoBneHusmu [paeutenbctea Poccuiickoit
depepaunmn B nopsifke, yctaHoBneHHoM denepanbHblM 3akKOHOM OT 6 okTs6pst 1999 ropa N 184-d3 "O6 0bwumx
NMPVHUMNAX opraHu3aumm 3aKkoHoAaTenNbHbIX (MPeacTaBUTENbHbLIX) U UCMONHUTENbHBIX OPraHoB rOCYAapPCTBEHHOWA
Bnactm cybbekToB Poccuiickoin denepauun’.

(CtaTtbs pononHUTENbHO BKAoYeHa ¢ 24 uong 2015 roga PenepanbHbiM 3akoHoM oT 13 uong 2015 roga N 233-
»3)

KommeHTapuii k ctatbe 5_1

Cratbs 6. lonHOMOYMSI OpraHOB UCMONHUTENbHOM BnacTn cybbekTa Poccuinckon depepaumm npm
oOpalLeHun neKapCcTBeHHbIX CPeacTB

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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K nonHomoumsiM opraHoB wucnonHuTEeNbHOW Bnactn cybbekta Poccuiickoin Pepepaumn npu obpaweHun
NeKapcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka W peanusauns pPeruoHanbHblX MporpamMMm obecrneyeHuss HaceneHusi NeKapcTBEeHHbIMU
npenaparamu;

2) ycTaHOBNEHME NpenenbHbIX pa3MepoB ONTOBbIX HAAOABOK M MpeneNbHbIX Pa3MepoB PO3HUYHbIX HanbaBoK K
hakTU4eCKUM  OTMYCKHbIM  LieHaM, YCTAHOBNEHHbIM NPOW3BOAUTENSAMM  NEKAPCTBEHHbIX NpenapaTtos, Ha
NeKkapCcTBEHHblE npenapaTtbl, BKNOYEHHble B MepeyYyeHb XWU3HEHHO HeobXOOMMbIX WM BaXXHEWWMX NeKapCTBEHHbIX
npenaparos;

3) ocylwecTBNEeHNe PEervoHanbHOro rocynapCTBEHHOrO KOHTPONS 3a MNPUMEHEHWEM LeH Ha NeKapCTBeHHble
npenapatbl, BK/OYEHHblE B MepeyeHb XM3HEHHO HEeoOXoOMMbIX U BaXHEMWWX NeKapCTBEHHbIX MNpenapaTos,
opraHn3auusiMum onTOBOA TOProOBMM NEKAPCTBEHHbIMU CPEeACTBaAMU, anTeYHbIMW OpraHM3aumsaMm, UHAMBMOYaNbHbIMA
npeanpuHUMaTens M,  UMEOWUMKA  NIMUEH3MI0  Ha  dapMaueBTUYeCcKyld  OedATeNIbHOCTb,  MeOUUUHCKUMU
opraHu3auusiMi, UMeWVMY  NALEH3MI0 Ha  (PapMauLeBTMYECKYD LOesiTeNlbHOCTb, W UX  060Cc0BNEHHbIMU
nogpasgeneHvsiMm - (ambynatopusMu, penbAWepckuMn 1M OenbaWepCcKo-akylWepckM  MyHKTaMu, LeHTpamm
(oToeneHnsmMn) obuwein BpadyebHOl (CeMeliHOl) MPaKTUKK), PAcMONOXEHHbIMU B CEMbCKUX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsauuu;

(MyHKT B pepakumu, BBEAEHHON B Oencteue ¢ 25 mioHa 2012 roga depepanbHbiM 3aKOHOM OT 25 umioHa 2012
roga N 93-®3; B penakuun, BBefeHHoM B aelicteme ¢ 1 mapta 2020 rona depgepanbHbiM 3aKOHOM OT 27 gekabps
2019 roga N 475-®3. - CM. npeablayluyo pegakuuio)

4) npuHsTUEe pelweHus o6 UCMONb30BaHWM Ha Tepputopum cybbekta Poccuiickoii depepaummn Hapsay c
peLenTaMmn Ha NekapcTBEHHblE Npenaparbl, OOPMIEHHbIMU Ha ByMaXkHOM HOCUTenNe, PELENnTOB Ha NeKapCTBEHHbIE
npenapartbl, COOPMUPOBAHHBIX B 0OPME 31EKTPOHHbIX JOKYMEHTOB.

(MyHKT pononHMTenbHO BKAoYeH ¢ 1 aHBaps 2018 ropa denepanbHbIM 3aKkoHOM OT 29 mons 2017 roga N 242-
D3)

MonoxeHus ctatbn 6 HacToswWwero denepanbHOro 3akoHa (B pepakunm denepanbHOro 3akoHa ot 29 nong 2017
roga N 242-®d3) B vacTu, Kacawweincs OPMMPOBAHUS W BblAYM PELEnTOB Ha NEKapCTBEHHble npenaparthbl,
cojepxaume HasHauyeHMe HapKOTUYECKMX CPEeACTB WM MNCUXOTPOMHbIX BewecTs, B (OOpMe 39NEeKTPOHHbIX
LOKYMEHTOB, npuMmeHsatoTcsa ¢ 1 aHBaps 2019 rona - cM. nNyHKT 2 ctatbn 4 denepanbHOro 3akoHa ot 29 uonsg 2017
roga N 242-d3.

KoMmeHTapuii K ctatbe 6

naBsa 3. N'ocypnapcTBeHHas chapmakones
Crartbsl 7. PaspaboTka u uspaHue rocyaapcTseHHou cpapmakoneu, pasMeLl,eHne JaHHbIX O Hen

1. Mop rocynapcCTBEHHOW (hapMmakoneel NoHMMaeTCs CBOL OOWMX hapMakoneiHblX cTaTei u gpapMakonerHblx
craren.

2. PaspaboTka 06wWwumx (papMakoneiHbix cTateil U hapMakoneiHblX cTatei, B TOM 4ucne doapMakoneinHbix
ctateii Ha dpapmakoneliHble cTaHgapTHole 06pasubl, W BKJIKOYEHME WX B TOCYHApPCTBEHHYI (hapMakoneto
OCYLLEeCTBNIAIOTCH B NOpsOKe, yCTAHOB/IEHHOM YMNOMIHOMOYEHHbIM doefeparnbHbiM OpraHoM UCMOJTHUTE/IbHOW BacTu.

(HacTb B pepakuun, BBeaeHHon B feictene ¢ 1 miona 2015 rogpa denepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - CM. Npeabioyllyo peasakumio)

3. PaspaboTka (hbapMakoneinHoi cTaTbW Ha PEemEepPEeHTHbI NeKapCTBEHHbIA MnpenapaTt W BKJIOYEHNE ee B
rocyfapCTBEHHYIO (papMakorelo B TeyeHue cpoka AelCcTBMS 3awmTbl UCKIOYUTENbHOrO npasa, yAoCTOBEPEHHOro
NnaTeHTOM Ha PePEePEHTHbIN NeKapCTBEHHbI Npenapar, OCYLLECTBASIOTCS C cornacus ero paspaboTtyvka.

(HacTb B pepakuun, BBegeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. Npeabioyllyo pesakumio)

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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4. [ocynapCTBeHHas apmakoness m3gaeTtcs YNoONAHOMOYEHHbIM pefepanbHbiM OpraHoOM UCMONHUTENbHOW
BNACTMW 3a CYeT CPencTB dpelepanbHoro bogxera v NOANEXUT NEPEn3faHnsaM He Pexe YeM OAVH pa3 B NSATb NieT, B
nepmod Mexay KOTOpPbIMA W3[AlOTCS MPUIOXEHMS K TOCylapCTBEHHON dpapmakonee, cofepxawme obuwme
bapmakonenHole ctatbu u (Mnn) papmakonerHble CTaTbW, YTBEPXIOEHHbIE MOCNE W3OaHus WAM nepeudnaHus
rocynapcTBeHHoON (hapmakonen.

5. YNONHOMOYEHHbIN dhefepanbHbii opraH UCMOMIHUTENbHON BRacT pasMewaeT LaHHble O rocyaapCTBEHHOM
hapmakonee 1 MNPUIOXEHUAX K Hell Ha cBoeM odomumanbHOM caiTe B cetu "MIHTepHeT" B yCTaHOBNEHHOM WM
nopsiaoke.

KommeHTapui k ctatbe 7

MnaBa 4. F'ocypapcTBEHHbIV KOHTPOJb NpY 06paLL.eHUn NeKapCcTBEHHbIX CPeACcTB

Cratbs 8. JluueHsnposaHue NpoN3BOACTBA IEKAPCTBEHHbIX CPEeACTB U dpapMaLLeBTUYECKOWN
DeATeNnbHOCTU

1. JlvueHsmpoBaHMe MPOM3BOLCTBA NIEKAPCTBEHHbIX CPEACTB W (papMaLEeBTUYECKOW LesTeNbHOCTU
OCYLLEeCTBNSIETCS B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickor denepaumu.

2. Obsi3aTenbHbIM ycnoemem npenoctasieHna nMUeH3nn Ha npom3BoACTBO NeKapCTBEHHbIX CpedCTB SABNAETCA
NPUNOXEHNe K 3aaBNEeHNI0 coUcKaTensa nmueH3nm nepeyHs NekapCcTBeHHbIX (OOpM U (I/IJ'IVI) BUOOB (papMaLleBTUYECKUX
Cy6CTaHLI,VIVI, KOTOpble Npon3BoANTENb NEKAPCTBEHHbIX CPeANCTB HaMepeH NpPon3BoONTb.

3. B cnyyae Heob6XOAMMOCTU pacWWpeHnsi NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NeKapCTBEHHbIX YPOPM 1 BUAOB chapMaLeBTUYECKMX CyOCTaHUMA NpoM3BOAMTENb NEKAPCTBEHHbBIX CPEACTB A0JIXEH
nepeoopMnTb IMLEH3UIO Ha NPON3BOACTBO NEKAPCTBEHHbIX CPEACTB.

(Yactb B penakuun, BBeaeHHOM B geincteume ¢ 13 asrycta 2019 rona denepanbHbiM 3aKoHOM OT 2 aerycta 2019
roga N 297-®3. - C™m. npegplayluyio pegakuuio)

KoMmeHTapuii k ctatbe 8

Cratbs 9. FocynapcTBeHHbI KOHTPONb (Haa3o0p) B cpepe obpaLleHus IeKapCTBEHHbIX CPeacTB

1. FocynapCTBeHHbI KOHTPOMb (Haa3op) B cdrepe obpalueHunsi NekapCTBEHHbIX CPEACTB BK/oYaeT B cebs:

1) NMMUEH3NOHHBI KOHTPO/b B Cdpepe NMPOn3BOACTBA NIeKAapCTBEHHbIX CPEACTB U B cdoepe hapMaLleBTMYecKoi
NEeATENbHOCTY;

2) cbenepanbHbIii FOCYAPCTBEHHBIA HAA30p B copepe obpalleHns nekapcTBEeHHbIX CPEACTB;

3) BbIOOPOYHbIA KOHTPO/b KAYECTBA NEKAPCTBEHHBLIX CPELCTB.
(MyHkT mononHUTenbHo BkoyeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
»3)

2. JINUEH3NOHHBIN KOHTPONb B Cdpepe NMPOM3BOACTBA NEKapCTBEHHbIX CPeACTB U B cdhepe hapMaueBTUYeCcKomn
JesaATeNbHOCTU OCYWECTBASETCH YNOMHOMOYEHHbIMK dbefepanbHbiM OpraHoM WCMOMHUTENbHOM BNacTu MU opraHamu
MCMNoNHUTENbHOM BRactu cybbekToB Pocculickon denepaumm cornacHo Ux KOMNETeHLMN B NOpPsAKe, yCTaHOBIEHHOM
depepanbHbiM 3aKOHOM OT 26 fekabpsi 2008 roga N 294-d3 "O 3awmTe npas PUONYECKUX UL 1 UHOMBUAYaNbHbIX
npeanpuHMMaTtenen npu ocylweCcTBAEHUN rocyaapCTBEHHOrO KOHTPONS (Haa3opa) M MyHMUMNAanbHOrO KOHTponsa", ¢
y4eToM OCOBEHHOCTE opraHu3aumv v NPOBEeAEHNsS MPOBEPOK, YCTAHOBNEHHbIX deneparnbHbiM 3aKOHOM 0T 4 Mas
2011 ropa N 99-03 "O nuLeH3npOoBaHNM OTAENbHBIX BUOOB AEATENBHOCTM".

3. denepanbHbIli FOCYAapCTBEHHbIA Han30p B cgoepe obpalleHusi NeKapCTBEHHbIX CPEeACTB OCYWEeCTBseTcs
YMNONHOMOYEHHbIMU befepanbHbIMM  OpraHamMyM WCNONHUTENbHOW BRactu (manee - opraHbl rocyaapCTBEHHOro
Ha[30pa) cornacHo nx KOMMNeTeHUun B nopsake, yctaHoBneHHoM NMpasutenbctesom Poccuiickon depepaumm.

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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4. denepanbHblil rocynapCTBEHHbIA HAA30P B cpepe obpalieHmnst NekapCTBEHHbIX CPEACTB BKOYaeT B cebs:

1) opraHmsaumio n npoBedeHVe NPOBepok cobnoaeHns cybbekTamm obpaleHus NeKapCTBEHHbIX CPEnCTB
YCTaHOBMEHHbIX HacToswuMm PenepanbHbiIM 3aKOHOM U MPUHATHIMA B COOTBETCTBUN C HUM WHbIMW HOPMAaTUBHbLIMU
npaBoBbiMK akTamu Poccuiickoit ®epepaumn TpeboBaHUA K OOKJIMHWYECKUM WCCNEAOBaHNAM NeKapCTBEHHbIX
CPencCTB, KNMHUYECKUM UCCNeOoBaHNSAM NeKapCTBEHHbIX MpenapaToB, XpaHeHuto, nepesoske, BBO3y B Poccuickyto
depepaumnio, OTNyCKy, peann3aumm NneKapCTBEHHbIX CPEACTB, MPVMEHEHUIO JIEKAPCTBEHHbIX MNpPenapaTos,
YHUUTOXEHNIO NEeKapCTBEHHbIX CPeACTB, YCTAHOBMEHWIO MPOM3BOOAUTENSAMU NIEKAPCTBEHHbIX MpenapaToB LeH Ha
NeKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEeOoOXOOMMbIX M BaXKHEWWWX NeKapCTBEHHbIX
npenapaTtoBs, a TakXe COBNIOAEHUS YNOAHOMOYEHHBIMI OpraHamM UCHONHUTENBHO Bnactu cybbekToB Poccuiickoit
depepaunm METOOMKU YCTAHOBNEHUS NpeneNibHbiX Pa3MepoB OMNTOBbIX HaABaBoK M NpefenibHbiX pPa3MepoB
PO3HUYHBLIX HaOBaBOK K (PAKTUYECKMM OTMYCKHbIM LEHAM, YCTAHOBMEHHbIM MNPOU3BOLUTENAMU NEKAPCTBEHHbIX
npenapaTtoB, Ha NEeKapCTBEHHble Mnpenapatbl, BK/YEHHbIe B MepeyeHb XW3HEHHO HeobXOOMMbIX U BaXKHEeNWwux
NeKapCTBEHHbIX NpenapaTtoB (fanee - obs3atenbHble TpeboBaHus);

(MyHKT B pemakuun, BBeOeHHol B feictere ¢ 1 mapTta 2020 roga PenepancHbiM 3aKoHOM 0T 27 aekabps 2019
roga N 475-0 3. - C™. npeabioyllyo pesakumio)

2) opraHMsauMio W TNPOBedeHWe MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB, HaxOAsIUXCs B
rpax.naHckom 06opoTe, yCTaHOBIEHHbIM TPeOOBaHUSIM K UX Ka4ecTBY;

2_1) npoBegoeHMe KOHTPOMbHBIX 3aKymoK B UENsSX nNpoBepku cobnogeHus cybbekTamn obpaleHns
NEeKapCTBEHHbIX CPEenCcTB, OCYLWECTBAAIOWNMM  PO3HUYHYIO TOProBO  NIEKAPCTBEHHbIMW MpenaparamMum  4ns
MeVLIMHCKOro NpUMEHEeHNs, Npasun OTrnycka NekapCTBEHHbIX NpenapaTros 41 MeOULMHCKOro NpUMEHeHns n (1nu)
3anpeta npoAaxu anbCuULUUPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB, HenoOpoKaYeCTBEHHbIX JIeKapCTBEHHbIX
CpencTB U KOHTpadpakTHbIX IekapCTBEHHbIX CPEACTB;

(MyHKT DOMONHUTENBbHO BKIIOYEH ¢ 7 siHBaps 2019 rona PenepanbHbliM 3akoHOM oT 27 fekabpst 2018 roga N
511-®3)

2_2) npoBefeHME KOHTPOMbHBIX 3aKyMmoK B UENsSX nNpoBepku cobnogeHus cybbektamm obpalieHns
NEKaPCTBEHHbIX CPEACTB, OCYLWECTBASIOWUMA  PO3HUYHYIO TOPrOB/O NEKAPCTBEHHbIMW npenapaTtamMu  Ans
BETEPUHAPHOro MNPUMEHeHWs, Mpasui Hadnexawen anTeyHon npakTUKM NeKapCTBEHHbIX npenapaTtos Ans
BETEPUHAPHOr0 MpuvMEeHeHuss u (Mnu) 3anpeta npojaxu anbCuuunpoBaHHbIX NEKapCTBEHHbIX CPEACTB,
He0OpPOKa4YEeCTBEHHbIX NEKAPCTBEHHbBIX CPEACTB U KOHTPAaKTHbIX NEKAPCTBEHHBIX CPEACTB;

(MyHKT gononHUTENnbHO BKAOYeH ¢ 13 asrycta 2019 rogpa denepanbHbiM 3akKoHOM OT 2 aerycta 2019 rona N
297-93)

3) opraHmsaumio 1 NpoBeaeHVe papMakoHaasopa;

4) NnpuMeHeHne B nopsake, yCTaHOBIEHHOM 3akoHonaTenbcTtsoM Poccuiickon denepaunn, Mep no npecevyeHnto
BbISIBNIEHHbIX HapyleHnin 0b6s3aTenbHbix TPeBOBaHWA U (M) yCTPAHEHUIO MOCNELACTBUIA TakUX HapyleHWid, B TOM
yucne NPUHATME PELEHUS O HaxOXAEHWU NEeKapCTBEHHbIX CPencTB B obpaweHun, Bbloadvy npennucaHuii ob
YyCTPaHEeHUN BbISIBNEHHbIX HapyleHuii obs3aTenbHbix TpeboBaHUA K MPUBAEYEHWE K OTBETCTBEHHOCTM Nuu,
COBEPLNBLINX TaKNE HapyLeHNs.

(YacTb 4 B pepakuum, BBeneHHon B geiictene ¢ 1 nions 2015 roga depepanbHbiM 3aKoHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

5. denepanbHblii FOCY1apCTBEHHBIA HAA30p B cdoepe obpalleHns NeKapCTBEHHbIX CPEACTB OCYLLECTBNSETCS B
nopsinke, yctaHoBneHHoMm ®degnepanbHbiM 3aKoHOM OT 26 pekabps 2008 roga N 294-d3 "O szawute npas
IOPUANYECKNX NUL, U UHOMBUAYaNbHbIX NpeanpuHMMaTenei MNpyu OCYWeCTBAEHWM [OCydapCTBEHHOr0 KOHTPONS
(Hag3opa) WM MyHMUMNANbHOTO KOHTPONS", C Yy4YeTOoM O0COBEHHOCTEl, YCTAHOBMIEHHbIX HACTOSIWeR cTaTbel.
MpenBapunTenbHOE COrnacoBaHne C OpraHamMun NPoKypaTypbl CPOKOB NPOBELEHNS BHEMNAHOBON NPOBEPKY CYOHEKTOB
obpalleHns NeKapCTBEHHbIX CPEeACcTB, a TakXe MpenBapuTenbHOe YBEOOM/IEHVWE  IOpUAMYECKMX  NUL,
WHIAMBMAYaANbHBIX NPeanpuHMMaTeneli o Hayane NpPoBeneHNs 3TO npoBepkn He TpebyeTcs. OpraHbl NPoOKypaTypsl
13BeWaroTCcs 0 NPOBEAEHNN BHEMNAHOBOW NPOBEPKM Cy6beKkToB 0bpaleHnst NekapCTBEHHbIX CPEACTB MNOCPELCTBOM
HanpaBneHUs COOTBETCTBYIOILMX LOKYMEHTOB B TEYEHWE Tpex paboymx OHEl C MOMEHTA OKOHYaHWsi MPOBELEHUS
yKa3aHHOW BHENnaHoBOW NPOBEPKMU.

(HacTtb B pepakuun, BBeaeHHoi B feictere ¢ 1 mions 2015 ropa ®enepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. npeabloyllyto peasakumio)

6. JJonXHOCTHble nuua opraHa rocygoapCtBeHHOro Han3opa B nopsgke, yctaHOBIEHHOM 3akoHOOAaTeNbCTBOM

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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Poccuitckon denepauun, UMeoT NpaBo:

1) nonyyatTb Ha OCHOBAHMU MOTUBMPOBAHHBIX MUCbMEHHBIX 3AMPOCOB OT CyObEKTOB 0bpalleHNs NeKaPCTBEHHbIX
CPEnCTB, OpPraHoB WCMONHMTENbHOW Bnactu cybbekToB Poccuiickon ®depepaunm W OpraHoB  MECTHOrO
caMoynpaeBneHnst JOKYMEHTbI 1 MHCpOpMaLMIO MO BONpocam obpalleHns NekapCTBEHHbIX CPELACTB;

2) b6ecnpenaTcTBEHHO MO MPeabsBNEeHWM CyXebHOro YOOCTOBEPEHMS U KOMMM Mpukasa (pacrnopsiXeHus)
opraHa rocygapCTBeHHOro Hagsopa O HasHayeHuu MPOBEepKM nocewartb UCMNofib3yemble HPUAONYECKMMU NnLamu,
WHOMBUOYaANbHLIMU MpeanpuHUMaTensaMu, siBnsowmMmncs cybbektamn obpalleHusi NeKapCTBeHHbIX CPeacTB, Mpu
OCYWECTB/IEHUMN CBOEN OEeATENbHOCTU TEeppuTopuun, 3OaHusl, MOMELWEHMS U COOPYXEHWUS B Uensx npoBedeHus
MEpPONPUATUIA NO KOHTPOIO;

3) npoBoanTb 0T6OP 06Pa3LOB NEKAPCTBEHHbIX CPEACTB, NMPedHa3HauYeHHbIX ONs peannsauum u peannsyemMblx
cybbekTamm obpaweHusi NekapCTBEHHbIX CPeAcTB, ONsS MPOBEPKM WX KayecTBa, MNPOBEOEHWS UCCnenoBaHWi,
MCMbITaHUn B COOTBETCTBUM C MpaBunamm otbopa obpasLoB, YCTAHOBMIEHHbIMUA YMNONHOMOYEHHBIM dhenepanbHbIM
OpraHoM MCNOJNTHUTENbHO BNacTw;

3_1) NpoBOANTb KOHTPONbHbIE 3aKyNKW NeKapCTBEHHbIX NpenapartosB AN MEAUUMHCKOro MPUMEHEHUs B Lensx
nposepkun cobnofeHns cybbekTamu obpalleHns NeKapCTBEHHbIX CPEACTB, OCYLECTBASIOWNMI PO3HUYHYIO TOPrOBIIO
NneKapCcTBEHHbIMK NpenaparamMu 418 MeAULNHCKOro NpuMeHeHns, npasui oTnycka nekapCTBEHHbIX npenapaTos Ans
MEOVUMHCKOro MpuMMEHeHus u (Mnav) 3anpeta npogaxu anbCcudUUMPOBaHHbIX NEKApPCTBEHHbIX CPEACTB,
HeLoOpOKaYeCTBEHHbIX TEKAPCTBEHHbBIX CPEACTB Y KOHTPAaKTHbIX NTEKAPCTBEHHBIX CPEACTB;

(MyHKT DoNONHUTENBbHO BKIOYEH ¢ 7 siHBaps 2019 rona PenepanbHbliM 3aKkoHOM oT 27 fekabpst 2018 roga N
511-®3)

3_2) NpoBOANTb KOHTPONbHbIE 3aKYMNKWN NEKapCTBEHHbIX NpenapaToB AN BETEPMHAPHOIO MPUMEHEHUS B Lensx
nposepku cobniofeHns cybbekTamu obpalleHns NeKkapCTBEHHbIX CPEACTB, OCYLECTBASIOWNMI PO3HUYHYIO TOPrOBIIO
NeKapcTBEHHbIMM Mpenapartamy ANs BETEPUHAPHOrO MPUMEHEeHUs, MNpaBuMn Hagnexawe anTeyHon npakTuku
NeKapCTBEHHbIX NPEenapartoB AN BETEPMHAPHOro MPUMEHEHWS W (UnK) 3anpeTta nponaxu anbCuiULMPOBaHHbIX
NEKAPCTBEHHBLIX CPEACTB, HeLoOPOKAYECTBEHHBIX NEKAPCTBEHHbIX CPEACTB U KOHTPAgaKTHbIX NIEKAPCTBEHHbIX
CpPencTs;

(MyHkT pononHUTenbHO BKMYeH ¢ 13 asrycta 2019 ropa ®epepanbHbiM 3akoHOM OT 2 aerycta 2019 roga N
297-d3)

4) BblpaBaTb cybbekTam o0OpaleHnsi NeKapCTBEHHbIX CPEACTB MPEAnUCaHus O MpPeKpalleHuy HapylweHwii
06513aTenbHbIX TPeBOBaHWA U 06 YCTPaHEHNM BbISBNEHHbIX HApYyLEeHWA 0653aTeNbHbIX TPeboBaHWiA;

5) HanpaBnsTb B YNONHOMOYEHHbIE OPraHbl MaTepuanbl, CBA3aHHbIE C HAPYWeEHMAMN 06s3aTeNbHbIX TpeboBaHUA,
LNsi PELEHsl BOMPOCOB 0 BO36YXAEHWM YrONOBHbIX AN MO NpU3Hakam NpecTynieHnii.

7. BbI6OPOYHbI KOHTPO/b Ka4ecTBa NekapCTBEHHbIX CPEACTB OCYWECTBNASETCS YNOMHOMOYEHHBIM ddeaepanbHbIM
OpraHoM VCMONHNTENbHOW BNacTy B yCTAHOBNEHHOM UM NOPSAKE U BKNOYaeT B cebs:

1) 06paboTKy cBeneHuin, B 06si3aTeNbHOM Nopsiake NpeaocTaBnsieMblx cybbekTamu obpaleHns nekapcTBeHHbIX
CPEnCTB, O Cepusix, NMapTusix NeKapCTBEHHbIX CPELCTB, MOCTyMnaloWmWx B rpaxnaHckuin obopot B Poccuiickoit
depnepaumnu;

2) oTbop 00pa3LOB NeKapCTBEHHbIX CPeACTB Yy CyObekToB obpalleHusi NeKapCTBEHHbIX CPeACcTB B LEensx
NPOBEOEHUS UCMbITAHWA Ha WX COOTBETCTBME TPeBOBaHWAM HOPMATMBHOW AOKYMEHTAUUW WM HOPMATMBHbIX
IOKYMEHTOB;

3) MpuHATME NO pe3ynbTataM MPOBELEHHbIX WCMbITAHUIA PELWEeHUs O JanbHerWeM rpaxaaHckoMm obopoTte
COOTBETCTBYIOLWEr0 NIEKAPCTBEHHOIO CPEACTBa;

4) NPVHSTUE YMONHOMOYEHHbIM (bedepanbHbIM OpPraHoM WCMONHUTENbHOW BRNACTW peleHust O nepeBone
NIeKapCTBEHHOrO CPELACTBA Ha MOCEPUIHBIA BbIBOPOYHBIA KOHTPONb KayecTBa NeKapCTBEHHbIX CPEACTB B Chyyae
MOBTOPHOrO BbISIBNIEHNS HECOOTBETCTBMS Ka4eCTBa NeKapCTBEHHOrO CPeACTBa YCTAHOBNEHHBIM TpeBoBaHMSIM 1 (Mpwu
HeobxoAMMOCTUN) 0 NpoBepke cybbekTa obpalleHns nekapCTBEHHbIX CPeAcTB. Pacxonbl, CBS3aHHblE C MPOBELEHMEM
MOCEPUIAHOrO  BbIBOPOYHOrO KOHTPONS KayecTBa NEKAPCTBEHHbIX CPEACTB, OMNayvBaloTCs MNpPOU3BOAUTENEM
NleKapCTBEHHOro cpeacTea nnbo aepxarteneM Ui BnagenbLeM perncTpaunoHHOro yaA0CTOBEPEeHNsl NeKapCTBEHHOMO
npenapara.

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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(Hactb 7 pononHuTenbHo BkAoyeHa ¢ 1 mionsd 2015 ropa denepanbHblM 3akoHOM oT 22 nekabps 2014 rona N
429-0 3)

(CtaTtbs B pepakuun, BBeAeHHOW B aenctene ¢ 25 uioHa 2012 roga denepanbHbiM 3aKOHOM OT 25 mioHa 2012
roga N 93-®3. - Cm. npeabiaylyto peaakLumio)

KoMmmeHTapuii K ctatbe 9

naBa 5. Pa3pa6oTtka, BOK/IMHMYEeCKUe UccnenoBaHUs NeKapCTBEHHbIX CPEeACTB, a TakKXe
KJIMHUYEeCcKue UccnefoBaHus IeKapCTBEHHbIX NpenapaToB At BETePUHAPHOro NpUMeHeHUs

Cratbs 10. Pa3paboTka nekapCTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BK/OYaeT B cebsl MOUCK HOBbIX (DApMaKOIorMyeckin ak TUBHbIX BELLECTB,
nocnegymwouee N3yYeHWe WX NEKAPCTBEHHbIX CBOWCTB, OOKIMHWYECKME MUCCnenoBaHus, pas3paboTKy TexHOMOoruii
NMPOV3BOACTBA (papMaLEBTMYECKMX CyBCTaHUMiA, pa3paboTKy COCTABOB U TEXHONOrUIA NMPOV3BOACTBA NEKAPCTBEHHbIX
npenaparos.

2. duHaHcoBoe obecneyeHne pa3paboTKu NeKkapcTBEHHbIX CPEACTB OCYLECTBNSEeTCS 3a CYerT:
1) cpencTB dhenepanbHoro 6oaxeTa;
2) cpelcTB pa3paboTUMKOB NEKAPCTBEHHbIX CPENCTB;

3) cpelcTB NPoOM3BOAUTENEN NeKapCTBEHHbIX CPEACTB MPW BbIMNOMHEHUN Hay4yHO-UCCNenoBaTenbckmx paboT no
IIOrOBOPY MeX Iy pa3paboTymkoM NeKapCTBEHHbIX CPEACTB U NPOM3BOANTENEM IEKAPCTBEHHbIX CPEOCTB;

4) NHbIX HE 3anpelLleHHbIX 3akoHoaaTenbcTBoM Poccuiickon denepaumm MCTOYHNKOB.
3. NpaBa pa3paboTymka NeKapcTBEHHOro CPEACTBA OXPaHSOTCS rPaxK,4aHCKM 3aKOHOOaTeIbCTBOM.

KommeHTapuii k ctatbe 10

Cratbs 11. [loknMHUYecKoe uccnepoBaHue NneKapcTBeHHOro cpeactea ansd MeguumHCKoOro
nPpUMeHeHus

1. [oKNMHWYeckoe WccnenoBaHMe NeKapCTBEHHOro cpeacTBa ANs MeOVUMHCKOro MNpUMEHEeHWsl MpoBOoIOMTCS
nyTeM MPYMEHEHUs Hay4YHbiXx METOAOB OLIEHOK B LIeNsX MONyyeHUs AokasaTenbcTB 6GesomnacHocTW, KayecTea U
900 PEeKTUBHOCTUN NEeKapCTBEHHOro CPeIcTBa.

2. HoknuHuyeckoe uccnepoBaHme NeKapCTBEHHOro cpencTea AN MEOUUMHCKOro NMPUMEHEHUS MPOBOAMTCS B
COOTBETCTBMW C MNpaBuiamMum Haanexailein nabopaTopHO NpPakTUKW, YTBEPXOEHHbIMM  YNOJHOMOYEHHbIM
thenepanbHbIM OPraHoM UCMONHUTENLHOM BNacTu.

(HacTtb B pepakuun, BBeaeHHon B fectene ¢ 1 miona 2015 ropa denepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

3. Ona opraHusauum u nNpoBeAeHNs [OKIMHUYECKOrO WCCNeAoBaHWs NeKapCTBEHHOro cpencrsa  Ans
MEeOVLIMHCKOro NMpUMeHeHns paspaboTynky eKapCTBEHHbIX CPEACTB MOryT NMpvBekaTb HayyHo-UccnenoBatenbckme
opraHusauun, obpasoBaTefibHble OpraHMsauuMy BbiCWero obpas3oBaHus, UMeloWMe HeobxoauMylo MaTepuanbHo-
TexHun4eckyto 6asy 1 KBanmuULMPOBaHHbIX CMELNANNCTOB B COOTBETCTBYOWER 061acT NCCNen0BaHNS.

(HacTtb B pepakuun, BBeaeHHo B peictaue ¢ 1 ceHTs6ps 2013 roga PenepanbHbiM 3aKOHOM OT 2 utons 2013
roga N 185-® 3. - C™. npeaployllyto peasakumio)

4. lokNnuHMYeckoe UccnenoBaHne NekapcTBEHHOro CpeacTsa ANs MeAMUMHCKOro MPMMEHeHUst MPpoBOAUTCS MO
YyTBEPXAEHHOMY pa3paboTyMKOM NeKapCTBEHHOro CpencTBa MnaHy ¢ BeAeHMEeM NPOoTOKOo/a 3TOro UCcnenoBaHust u
COCTaB/NIEHMEM OTYeTa, B KOTOPOM COAepXaTcsl pe3ynbTaTbl 3TOr0 UCCNEOOBaHUS U 3aK/IOYEeHNe O BO3MOXHOCTM
NMpoBeAeHNs KNMHNYECKOro UCCnedoBaHnsa NeKapcTBEHHOro npenapaTa ofis MeauUMHCKOro NpUMEHEHUS.

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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5. MNpoBeneHne npoBepok cobniofeHus npasBun Hagnexawei nabopatopHOV MPaKTWKW W MPAaBOBbIX HOPM
MCMOMb30BAHUA XUBOTHbIX MPW MNPOBEAEHUN OOKINHUYECKUX WCCNefoBaHWin nekapCTBEHHbIX CpencTs ans
MeOULUNHCKOro NPUMEHEHMUS OCYILECTBNSETCS YNONHOMOYEHHbIM dpefeparnbHbIM OPraHoM NCMONHUTENbHOM BNacTu.

(MyHKT B pepakuun, BBedeHHOR B peiictene ¢ 1 nonst 2015 roga ®enepanbHbIM 3aKoHOM OT 22 aekabps 2014
roga N 429-d 3. - CM™. Npeabloyllyto peasakumio)

6. PesynbTaTtbl OOKAMHMYECKOTO WCCNENOBAHWS NEKapCTBEHHOrO CpeacTBa ANsl MEAULMHCKOro MpUMEHEHUs!
MoryT OblTb MPEnCTaBNEHbl B YNOMHOMOYEHHbIA (hefepanbHblii opraH UCMOMHUTENbHOW BNAcTU B YCTAHOBMIEHHOM
nopsiike B LeNsix rocyAapCTBEHHOW pernctpaumny nekapcTBeHHOro npenapara.

KommeHTapuii k ctatbe 11

Crartbs 12. [loKnuHU4Yeckoe nccneposaHve neKkapcTtBeHHOro cpeacrtea n KJimnHU4eckoe
uccnepoepaHue nekapCrtBeHHOro npenapara gns eetTepnHapHoro npyuMeHeHus

1. IoknuHnyeckoe uccnepoBaHme nekapCcTBeHHOro cpenctea nonsd BeTepuHapHOro npuMeHeHmsa npoBoOUTCA
nyTeMm npuMeHeHnsa Hay4yHblX MeTOLOB OLEeHOK B uUendx nosiyd4yeHuna nokKasaTrenbCTB 6930|'IS.CHOCTVI, KayectBa u
9O PEeKTUBHOCTU NEKapCTBEHHOro CPEeACcTBa, B TOM 4uUCfie OnpenefieHns cpoka ero BbiBeAeHWA U3 opraHusma
XKMBOTHOro, B Uensdx obecneyeHnss 6e3onacHoOCTM npooykunn >XUBOTHOrO nNpoucxoxneHusa nocne npuMeHeHns
COOTBETCTBYIOWEro nekapCTBeHHOro npenapara.

2. loknuHun4yeckoe mccnenoBaHune NneKapCTBeHHOro cpenctea M KnMHM4Yeckoe mccnenosaHme nekapCTtBeHHOro
npenapara nona BeTepunHapHOro rnpuMeHeHuns, mccnegosaHune 6103KBUBANEHTHOCTY yKa3aHHOro JiekapCTtBeHHOro
npenapara npoBoAATCA B COOTBETCTBUM C npasuiamu, yTBEPXAEHHbIMA YNOMHOMOYEHHbIM doefepasibHbiM OpraHoM
MCMNONHUTENbHOW BNACTMW.

3. JoknmHu4yeckoe uccnenoBaHWe NekapcTBEHHOro CPeacTBa W KAMHUYECKOe MccnenoBaHue nekapCTBEHHOro
npenapata Afs BETEPUHAPHOrO MPUMEHEHUS MPOBOASTCS MO YTBEPXAEHHOMY pas3paboTynMkoM neKkapcTBEHHOro
cpencTtea nnaHy ¢ BedeHWEM MPOTOKONOB 3TUX WUCCMEAOBaHUA U COCTaBNEeHNEM OTYETOB, B KOTOPbIX COoAepXaTca
pesynbTaTbl 3TUX UCCNENOBaHMUNA.

4. Onsa opraHunsaumm n npoeeneHnUs OOKINHNYECKOro nccnenoBaHns nekapCTtBeHHOro cpeanciea 1 KINMHNYEeCKOoro
nccnenosaHnAa nekapCcTtBeHHOro npenapatra nonda BeTepuHapHOro npuMeHeHus pa3pa60T'-w|K nekapcTtBeHHOro
cpeactea MOXeT npuBnekatb opraHusadun, wuMerlwne Heo6xonmmyro MatepunanbHO-TEXHNYECKYIO 6a3y n
KBanMpLnMpoBaHHbIX CreunanncToB B COOTBETCTBYIOLWEN obnacTtu nccnenoBaHms.

5. KnuHuyeckme mccnenosaHms NneKapCTBEeHHbIX npenapartoB Ond BeTepuHapHOro npuMeHeHns npoBoAsATCA B
BETepUHapHbIX opraHunsaumnax nm B opraHm3auunsax, ocCylwecTBndaAwwmnx passeneHne, BblpallMBaHue W codepXaHue
XWNMBOTHbIX, B Lensx:

1) YyCTaHOB/IEHUA NepeHOCNMOCT NeKapCTBEHHbIX npenapaTtoB 340P0BbIMA XNBOTHbIMU;

2) nopnbopa onTMMasbHbIX [O3UPOBOK NEKAPCTBEHHbIX MPEenapartoB W Kypca NEeYeHUst Ha KOHKPETHOR rpynne
XVBOTHbIX C ONpefeneHHbiM 3aboieBaHNEM;

3) ycrtaHoBneHus 6e3onacHoOCTM M 3PEEKTUBHOCTM NEKAPCTBEHHOrO npenapara, npefHa3HayeHHoro Ans
NeyeHns onpeneneHHblX 3aboneBaHWin  XMBOTHbLIX, WA 3PPEKTUBHOCTM NEKAPCTBEHHOrO npenapata A4ns
npocomnakTnkn 3aboneBaHnin 3L0POBbLIX XMNBOTHbIX;

4) n3y4yeHnsi BO3MOXHOCTEW pacWUPeHUsi NokasaHuin K NPUMEHEeHWI0 3aperucTpupoBaHHOrO NeKapCTBEHHOMO
npenapara v BblsSiBNIEHNS paHee HEM3BECTHbIX MOBOYHbIX AEACTBWA.

6. KnnHnyeckoe nccnenosaHme nekapCTtBeHHOro npenapara ansa BeTepuHapHoro npuMMeHeHms ocylwecTBndaeTCcs
3a cyeT cpencTB paspaboTumka NekapcTBEHHOro CPeacTBa.

7. Otyetbl © pe3ynbtarax AOKNMHWYECKOro uccnenosaHunsa nekapCTtBeHHOro cpeancrtea W KAWMHUYECKOro
nccnenosaHnAa nekapCTtBeHHOro npenapatra Ansd BeTepuMHapPHOro npuMeHeHuda COCTaBNAOTCA pa3p8.60T‘-II/IKOM

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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NeKapcTBEHHOro CpencTBa C Y4Y4eTOM 3ak/YeHWA opraHmsauuii, MNpuHMMaBWKX yyacTue B oOpraHuMsaumm u
nposeneHnn aTunx nccnenoBaHun.

8. KoHTponb 3a npoBeOeHWEM [OKAUHWYECKMX WCCNEeOOBaHUA NEeKapCTBEHHbIX CPEACTB W KAUHUYECKMX
nccnenoBaHnin NekapcTBeHHbIX npenapaTosB Af BETEpPUHapPHOro NPUMEHEHWs OCYLECTBNSETCA YMNOIHOMOYEHHbIM
hbenepanbHbIM OpraHoM UCMONHUTENbHOW BNacTH.

KommeHTapuii k ctatbe 12

naBa 6. 0cyu.|.eCTBneH|/|e rocy.u,apC'rBeHHoﬁ peructpaunmn neKapCcrteBeHHbIX npenapartos

Cratbsl 13. FocynapcTBeHHasi permcTpauus nekapcTBeHHbIX Npenaparos

1. B Poccwuiickon ®epepaumm [OonyckalTCs MNPOM3BOACTBO, W3rOTOBMEHUE, XpaHeHune, nepeBo3Ka, BBO3 B
Poccuiickyto ®epepaumio, BbiBO3 13 Poccuiickon Pepepaumun, peknama, OTNycK, peanusaums, nepenadva,
NPUMEHEHNEe, YHUYTOXEHWE NEKAPCTBEHHbIX MNpenapatoB, €CAM OHW  3aperncTpupoBaHbl  COOTBETCTBYIOWMM
YMNONHOMOYEHHbIM doefepanbHbIM OPraHOM UCMOJTHUTENbHON BNacTu.

(Hactb B pepakuun, BBeaeHHoin B geiictene PenepanbHbiM 3akoHoM oT 13 uions 2015 roga N 241-93. - Cwm.
npeabloylwyo penakumio)

2. locynapcTBEHHO perncTpaumm nognexar:
1) BCe nekapcCTBEHHbIE NpenapaThl, Brepsble noanexalwue seoay B obpaieHve B Poccuiickon denepaumnu;

2) nekapcCTBeHHble Npenapartbl, 3aperucTpMpOBaHHLIE pPaHee, HO MPOW3BELEHHble B OPYrUX NEKapCTBEHHbIX
popMax B COOTBETCTBMM C MEPEYHEM HAMMEHOBAHWIA NEKapCTBEHHbIX (OOPM, B HOBOW [03VPOBKE Mpu
[lOKa3aTeNbCTBE €€ KNMHNYECKON 3HAYNMOCTU N 3DPEKTUBHOCTH;

3) HOBble KOMBUHaUWK 3aperncTpmpoBaHHbIX paHee NekapCTBeHHbIX npenapaTos.

3. [ocypapcTBeHHas pernctpaumns nekapCcTBeHHbIX MpenaparoB OCyWeCTBASETCA NO pe3ynbTataMm aKCnepTusbl
NeKapCTBEHHbIX CPEeACTB, a roCy[apCTBEHHAs perucTpaumsi opghaHHblX  NEeKapCTBEHHbIX  MpenapaTtos
OCyLeCTBNAETCS MO pe3ynbTataM 3KCMepTu3bl OOKYMEHTOB, MPEACTaBNEHHbIX ONS ONpeneneHust BO3MOXHOCTU
paccMatpuBaTb NeKapCTBEHHBIA Npenapat AN MELMUMHCKOro MPWMEHEHUS NMpU OCYWeCTBAEHNN FOCYLaPCTBEHHOA
permcTpaunmn B KayecTse opdaHHOro NeKapCTBEHHOro npenapara, U no pesynbTaram aKCnepTu3bl NEKaPCTBEHHbIX
CPencTs.

4. T[ocypapCTBeHHas perucTpaums NeKapCTBEHHOrO npenapara  OCYLWECTBASETCS  COOTBETCTBYIOWMM
yrNOJIHOMOYEHHbIM doefepanbHblM OpPraHoM WCMONHUTENbHOW BNacTW B CPOK, HE MNPEeBbIWAoWNA cTa WecTUaecaTu
paboynx OHel co OHS MPUHSTUS COOTBETCTBYIOWEro 3asiB/EHUS O rOCYOaPCTBEHHON perucTpaunn neKkapCcTBEHHOMo
npenapata. B ykasaHHbIA CPOK BKMOYAETCS BPEMS, HEOOXOAMMOEe [N MOBTOPHOMO MPOBELEHMS SKCNEPTU3b
NeKapcTBEHHOro Cpeactea B COOTBETCTBUM CO cTatbei 25 Hactoswero PepepanbHoro 3akoHa. Cpok
rocynapCTBEHHOW perncTpaumm neKapCcTBEHHOro npenapara WCYUCNSEeTCsa CO OHSA MNPUHATUSA COOTBETCTBYIOWMM
YNO/IHOMOYEHHbIM  pefeparbHbiM ~ OpPraHoM  UCMONHUTENbHOW  BNacTM  COOTBETCTBYIOWEro  3asBfieHMs O
rocynapCTBEHHOW pernctpauum nekapCTBEHHOrO mpenapaTta ¢ MpPUoXeHWeM HeobXOAMMbIX AOKYMEHTOB MO AEHb
BblOAYN PErncTpaurMoHHOro yAOCTOBEPEHNsS NekapCcTBEHHOro npenapaTa. Bpemsi, Heobxoanmoe Oonsi HanpaeneHus
YNONHOMOYEHHbIM (pelepanbHblM OPraHoM WCMONHWUTENBHOW BRACTW 3amnpoca O MPeAcTaBNeHUN HeobXOoLMMbIX
matepuanos v rnpenctaBfeHNs 3asBUTENeM OTBETa Ha AaHHbIA 3anpoc B COOTBETCTBMM CO ctatbammn 16, 19 n 23
HacTosiwero denepanbHOr0 3akOHa, HE YYUTbIBAETCA MPU UCHYUCIIEHMU CPOKa FOCYyOapCTBEHHOW peructpaumm
NneKkapcTBEHHOro npenapara.

5. FocynapCTBEHHOM permcTpaumnm He noanexar:

1) nekapcTBeHHble npenapatbl, WU3roTOBJIEHHbIE anTeYHblMW OpraHu3auMsMn, BeTEePUHAPHBLIMUA anTeYHbIMU
opraHusauusiMi, VMHOUBMAYaNbHbIMU MPeanPUHMMATENSIMM, KOTOpble MMEIT JfINMUEH3NI0 Ha dapMaueBTUYecKyto
LesATenbHOCTb, MO peuenTam Ha JflekapCTBEHHble npenapatbl M TpeboBaHWSAM MeLMUMHCKUX OpraHu3auui,
BETEPUHAPHbIX OpraHn3auUnii;
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2) nekapcTBEHHbIE Npenaparthbl, NpuobpeTeHHble nanyecknmm nuuamm 3a npenenamu Poccuiickoin denepaumnu
1 NpeaHasHa4YeHHble AN IMYHOTO UCMOb30BaHUS;

3) nekapcTBeHHble npenapartbl, BBO3uMble B Poccuiickyto @enepaumio ong okasaHus MeguuUMHCKON NMoMoLWm no
XW3HEHHbIM MoKa3aHUAM KOHKPEeTHOro nauuMeHTa Ha OCHOBaHuMW paspelleHus, BblOaHHOro YNoJHOMOYEHHbIM
hbenepanbHbIM OpraHoM UCMOMIHNTENbHOW BNacTw;

4) nekapcTBeHHble cpeacTsa, BBO3MMble B Poccuiickylo ®egepaumito  Ha OCHOBAHUM  BblOAHHOIO
YNOSIHOMOYEHHbIM  pefiepalsibHbiM  OPraHoM WCMONHUTENbHOA BNactTy paspelweHns W npenHasHavyeHHble Ans
NPOBEOEHNS KIMHWYECKUX WCCNefoBaHWiA NeKapCTBEHHbIX MpenapaTtoB W (MAW) MpOBEAEHMS  SKCNepTU3bl
NeKapcTBEHHbIX CPELCTB A5 OCYIWECTBNEHUS roCy AapCTBEHHON perncTpaummn nekapcTBeHHbIX Npenaparos;

5) dpapmaueBTUYeckune cybcTaHumy;

6) pagnodbapMaleBTMYeckKMe NeKapcTBEHHbIe npenapatbl, M3roToB/EHHble HENMoCPeACTBEHHO B MeAMUMHCKMX
opraHmnsauusix B nopsiake, ycTaHOBNEHHOM YNONTHOMOYEHHbBIM doeaepanbHbIM OPraHoM UCMONTHUTENbHO BNacTw;

7) nekapcTBeHHble Npenapartbl, NPON3BOANMbIE IS 9KCropTa.
6. He nonyckaeTcs rocynapCTBeHHas perncrpaums:

1) nekapCTBEHHbIX npenapartoB, OTANYarWnXca opyr oT gpyra Ka4eCtBeHHbIM COCTaBOM JJ,eVICTBy}OLLI,VIX BelecCTs,
non ognHakoBbIM TOProeBbiIM HAMMEHOBAHUNEM;

2) 0OHOro nekapcTBEHHOro npenaparta, NPeacTaBfeHHOro Ha rocyfapCTBEHHYID PEeructpauunio B OTHOWEHWUU
OLLHOrO W TOro Xe JepXxatens wunv snagenbua perucTtpalnMoHHOro yOoCTOBEPEHMS NIeKapCTBEHHOro npenapara B
BMAE OBYX U Bonee nekapCTBEHHbIX NPenapaToB nof pasnnyHbiMM TOProBbIMU HAVMEHOBaHUSIMU.

(MyHKT B pepakuuun, BBegeHHon B gencteme ¢ 15 nioHs 2018 ropa ®epepanbHbiM 3akoHOM 0T 4 uioHs 2018 ropa
N 140-® 3. - CM. npeabloywyo penakumio)

7. Mo 3anpocy (B aNeKTPOHHOM oopMe unu Ha BymaxHoM HocuTene) cybbekTa obpalleHusi NekapCTBEHHbIX
CpencTB COOTBETCTBYIOWNM YNOMHOMOYEHHbIM dpefepasibHbiM OpraHoM UCMOMHUTENbHOM BACTW, OCYLWECTBNAIOWNM
rocynapCTBEHHYIO perucTpaumio /ieKkapCTBEHHbIX MpenaparoB, B YCTAHOBMIEHHOM WM MOPSOKE OCYLWeCTBSeTCs
Hay4yHOe KOHCY/IbTUPOBaHWe Mo BoMnpocaMm, CBA3aHHbIM C MpoBeAeHNEM LOKNHNYECKNX UCCnenoBaHnii, KNMHNYECKMX
nUccnenoBaHUin NeKapCTBEHHbIX NpenapaTtoB, SKCMepTWU3bl KayecTBa NEKapPCTBEHHbIX CPEeAcTB, 3PIEKTUBHOCTU ”
6e30MacHOCTU, C OCYLWECTBNEHNEM FOCYAAPCTBEHHON PerncTpaLmmn nekapcTBeHHbIX NpenapaTtos. KOHCYnbTMpoBaHme
OCYLECTBNIETCS C NPUBNEYEeHNEM doelepasbHbIX FOCYNapCTBEHHbIX BIOAXETHBIX YYPEXAEHWUIA, NoaBeAOMCTBEHHbIX
JaHHOMy dbenepanbHOMy oOpraHy WCMOMHUTENbHOW BRacTu M He y4yacTBYWOWWX B oOpraHvsaumm nposBemeHus
9KCMepTn3bl KayecTBa /NeKapCTBEHHbIX CPELCTB B LENSX OCYWECTBNEHUS WX roCyOapCTBEHHOW peructpaunm B
COOTBETCTBMM CO cTatbel 16 HacToswero defepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHON doopMme
YyrNoNIHOMOYEHHOro dheaepanbHOro opraHa WUCMONHUTENbHOW BRactTu Ha 3anpoc. Pasmep B3vmaemoi ¢ 3assutens
nnatel ONPedenseTcs B COOTBETCTBMM C 3aKOHoZaTenbCcTBOM Poccuiickoit Penepauum 06 opraHusaumm
NMpeaoCcTaB/eHNsl TOCYLApPCTBEHHbIX W  MyHUUMNanbHbIX ycnyr. MHdopmauusi o6 OCyWwecTBNEeHWU HayyYHOro
KOHCYNbTMPOBAHWS, B TOM YMC/e cTaTby, 0630pbl, CIPaBOYHbIE MaTepuanbl 1 MHas MHopMaums o6 oCyWeCTBNEHUN
Hay4yHOro KOHCY/IbTMPOBAaHWSA, pas3Mmellaetcs Ha oduuManbHOM caiTe YnoJIHOMOYEHHOro doeldepanbHoro opraHa
UCMONHUTENbHOM BNactn B cetn "MIHTepHeT" ¢ cobniofeHneM OrpaHnyYeHnii, yCTaHOBNEHHbIX 3aKOHO4ATENbCTBOM O
nepcoHanbHbIX AaHHbIX, KOMMEPYECKON v (1K) rocy0apCTBEHHON TaliHe.

8. 'ocynapcTBeHHas permctpaums nekapcTBEHHbIX MpenapaToB, KOTOpble NpefHasHayeHbl Ans NpUMEHeHMs B
YCNOBMAX BOEHHbIX OEeCTBUI, Ype3BblYaHbIX CUTyaUUn, NpeaynpexneHns YpessblyaiHbiX CUTyaunn, npodonnakTukm
N nevyeHns 3abonesaHunii, NPeACcTaBNSIOWNX ONACHOCTb ANS OKpyXarowmx, 3abonesaHnin u NopaxxeHuid, Nony4YeHHbIX
B pe3ynbTaTte BO3LENCTBUA HEOGNAronpuAaTHLIX XMMUYECKMX, BMONOrMYECKUX, pafmaLMOHHbIX PakTopoB, U KOTOpPbIE
paspaboTaHbl B TOM 4ucne Mo 3afjaHuio dpelepanbHblX OpPraHoB WCMOMHUTENbHOW BRACTW, YNONHOMOYEHHbIX B
obnactu 060pOHbI CcTpaHbl W 6Ge3onacHOCTU roCydapcTBa, OCYLWECTBASeTCS B MNOpsiOke, YCTaHOBNEHHOM
MpasutenbctBoM Poccuiickoin denepauun.

(Hactb B pepakumuv, BBeOeHHOW B feiicTBue denepanbHbiM 3akoHOM OT 1 anpens 2020 roga N 98- 3. - Cm.
npeabloylwyo pegakumio)

(CtaTbs B pepakumu, BBeaeHHon B feicteue ¢ 1 nions 2015 rona ®enepasbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabloyllyto peasakumio)

KommeHTapuii k ctatbe 13
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Crartbs 14. anIHLIMI'IbI JKCMNepTUu3bl NIeKapCTBeHHbIX CpencTtTs

1. 9KcnepTm3a nekapCTBEHHbIX CPEACTB OCHOBLIBAETCS HA NMPMHLMMAX 3aKOHHOCTKW, cobnioieHunst npae 1 ceobon
yenoBeka v rpaxaaHviHa, npas IopUANYECKOro Nmua, He3aBMCUMOCTM aKenepTa, 06 bEKTUBHOCTI, BCECTOPOHHOCTMN U
MOMHOTbI MCCNEAOBaHUA, MNPOBOAMMBIX C  WCMONb30BAHUEM COBPEMEHHbIX AOCTUXEHWA Hayku W TEXHUKW,
OTBETCTBEHHOCTM (peAepanbHOro rocyAapCTBEHHOro O6lAXETHOrO Y4YpeXIEeHUs Mo MPOBEAEHWIO 3KCrepTuabl
NeKapCTBEHHbIX CPEACTB U 3KCMepTOB 3a NPOBEAEHNEe 1 Ka4eCTBO 9KCMEPTU3bI.

2. 9KcrnepTraa NneKkapcTBEHHbIX NpenapaToB 4N MeANLMHCKOro MPUMEHEHUS BKtoYaeT B cebsi:

1) aKcnepTU3y OOKYMEHTOB, NPEACTaBNEHHbIX A5 ONpeaeneHns BO3MOXHOCTY paccMaTprBaTh NeKapCTBEHHbIN
npenapat Ans MELMUMHCKOrO MPUMEHEHWSI MPW OCYLECTBAEHUN TFOCYLApPCTBEHHOW perucTpauum B KadecTse
OopdaHHOro NeKkapCTBEHHOro Npenaparta;

2) 9KCMepTM3y MPEednoXeHHbIX MEeTOOOB KOHTPONS KauyecTBa NeKapCTBEHHOrO0 CpeacTsa W KadyecTsa
MPeAcTaB/ieHHbIX 00pa3LUOoB IEKapCTBEHHOrO CPEACTBAa C MCMOMb30BaHWEM 3TUX METOOOB (Oanee - aKcrepTtusa
KayecTBa NekapCTBEHHOro CPeacTea);

3) 9KCNepTn3y OTHOWEHNS 0XXNOaeMor MoJib3bl K BO3MOXHOMY PUCKY NPUMEHEeHUa nekapcTBeHHOro npenapara;

4) aKCnepTudy perucTpauMoHHOro [OOoCbe Ha JfleKkapCTBeHHbI rnpenapar B Uensx onpeneneHus
B3aMMO3aMEHSAEMOCTY NEeKaPCTBEHHbIX Npenaparos Ans MeanUMHCKOro NPUMEHEHNSI.

(MyHKT pononHMTEnbHO BKNtoYeH ¢ 1 MmapTa 2020 roga ®enepanbHbIM 3aKoHOM OT 27 nekabps 2019 roga N 475-
D3)

3. OkcnepTn3a nekapCTBEHHbIX MpenapaTtoB A5 BETEPUMHAPHOrO0 MPUMEHEeHUs BKoYaeT B cebs akcnepTuay
KayecTBa nNeKapCTBEHHOrO CpPeAcTBa WM 9KCMEepTU3Y OTHOWEHWS OXWAAEMOR MNOfb3bl K BO3MOXHOMY PUCKY
NpPUMEHeHNs NeKapCTBEHHOro npenapara.

(CtaTbsa B pepakumu, BBeaeHHoM B neicteue ¢ 1 mona 2015 rona ®enepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npenplayllyio peaakuuio)

KommeHTapuii Kk ctatbe 14

Cratbs 15. ®enepanbHoe rocyaapcTBeHHoe 610 0)XeTHoe yupeXaeHue rno NpoBeneHuIo
3KCNepTU3bl N1eKapCTBEHHbIX CPeacTB

9KcnepTr3a nekapcTBEHHbIX CPEeACTB NPOBOAMTCS doeaepanbHbIM rocyAapCTBEHHbIM 60X ETHLIM yYpeX aeHNeM
COOTBETCTBYIOWEr0 YNO/HOMOYEHHOrO peaepanbHOro opraHa WCMONHUTENbHOM BRactu, CO34aHHbIM NS
obecneyeHns UCMONHEHUS MONHOMOYUIA 3TOr0 PedepanbHOro opraHa Mo BblAaye paspeleHuid Ha NpoBedeHue
KNIMHWYECKMX NCCeA0BaHNA NeKapCTBEHHbIX MPenapaTtos 1 (UNK) No rocynapCTBEHHON PErncTpaunmn nekapcTBEeHHbIX
npenapartoB (A4anee - 3KCNepTHOe YYpeXAeHNE).

KommeHTapuii k ctatbe 15

Cratbs 16. Opral-msau,uﬂ npoeeneHuUs 3KCNepTu3bl JIeKapCTBeHHbIX CpeacTs

(HanmeHoBaHve B pefakumu, BBeeHHoN B fericteue ¢ 1 mions 2015 rona ®@enepanbHbiM 3aKOHOM OT 22 nekabps
2014 roga N 429-d 3. - CM. npeblayLyo pefakLumio)
1. Okcneptv3a neKapCTBEHHbIX CPEACTB MPOBOAUTCS KOMUCCUEN 3KCMEePTOB 3KCMEPTHOrO yuypexXneHus,
Ha3Ha4YeHHOWM ero pykoBoAUTENEeM, Ha OCHOBAHWM 3afaHNS Ha NPOBEAEHUE 3KCNEepTU3bl NeKapCTBEHHOro CpeacTsa,
BblA2HHOrO YMOJIHOMOYEHHbIM beaepanbHbiM OpPraHoM UCMONHUTENbHOW BnacTu. PykoBoauTenb 3KCNEpTHOro
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yuypexneHus obecneumBaeT Haanexauee npoBeAEeHWe 3KCMepTM3bl NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUM C
3ajaHneM, BblOAHHbIM YMONHOMOYEHHbIM (oefepasbHbiM  OpraHoM WCMOMHUTENbHOW BRAcTW, W OpraHusyeT
MOArOTOBKY CBOAHOrO 3akNioyeHust 3To komuccun. B coctae 91Ol KOMMCCMM MO PEWEHWNIO PyKOBOAUTENS
9KCMEpPTHOro y4ypexXneHuss MoryT OblTb BK/OYEHbl B KayecTBe 9KCNEepTOB nuua, He paboTawowme B OAHHOM
9KCMEPTHOM YYpeXxAeHWn, ecnn KX crneunanbHble 3HaHWS HeobxoOMMbl ANS NPOBEAEHWS 3KCNepTM3bl U Takue
3KCMepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM y4YpeX AEHUN.

2. OKCnepToM MO MPOBEAEHMI0 3KCMEPTU3bl NEKAPCTBEHHbIX CPELCTB SBNSETCS aTTEeCTOBAaHHbIA PaboTHMK
9KCMEPTHOrO  yyYpexAeHns, KOTOpblAi WMeeT BbiCllee MenMUMHCKOe, dhbapmaueBTuyeckoe, 6Guonormnyeckoe,
BETEPMHAPHOE UMM XUMMYeckoe obpas3oBaHMe W MNPOBOLMT 3KCMEPTU3Y NEeKapCTBEHHbIX CPEACTB B Mopsmke
MCNONHEHUS CBOUX LONKHOCTHBLIX 0653aHHOCTE (panee - akeneprT).

3. lMpu npoBeaeHUM 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB SKCMEPT HE MOXET HaxoAuTbCs B Kakon-nnbo
3aBMCVMMOCTU OT NMLA, Ha3HauvBLIErO 3Ty aKCMepTuay, paspaboTymka NeKapCTBEHHOrO0 CPEeAcTBa WU OPYyrux
3aVHTEPECOBaHHbIX B pe3ynbTaTax aKCnepTusbl ULl

4. MNpwn NpoBeLeHNN 3KCNEPTN3bI IEKAPCTBEHHBIX CPEACTB HE fonyckaeTcs uctpeboBaTthb y 3asBUTENS MO0 MHbIX
nvu Matepuanbl, HeobxoAuMble LN NPOBELEHWS 9KCnepTu3bl. B cnyyae HepoctaTtoyHOCTV NpeacTaBieHHbIX
SKCMepTy MaTepuanoB ANfs [ayy 3aK/YeHWs 3KCMepT CTaBMT BOMPOC O NPELCTaBEHWM €My HeobX0AMMBbIX
MaTepuanos nepen pPykoBOAUTENEM SKCNEPTHOr0 yupexXAeHNs, KOTOpbI 06pallaeTcs C COOTBETCTBYIOWMM 3anpocoM
B YMNOJIHOMOYEHHbIN doefepanbHbIi OpraH UCNOMHUTENbHOW BRacTW, BblAaBlWni 3a4aHne Ha NPOBeAeHNEe 9KCnepTUabl
NEeKapCTBEHHOMO CpeacTBa. YKasaHHbli goedepanbHblii opraH UCNONHUTENBHOW BRacTM B TeyeHue natu pabouux
OHEeN CO OHS MOCTYMNeHWs 3anpoca PyKOBOAUTENS 3KCNEPTHOro yuypexAeHust HanpasnseT 3asiBUTEento 3anpoc o
npeacTaBneHMn HeobxoOuMmbix MartepuanoB. [JaHHbli  3anpoc  MoXeT ObiTb nepefaH  ynoNHOMOYEHHOMY
npeacTaBuTeNnio 3asBUTENs NMYHO NOA Pacnucky, HanpasneH MO MouYTe 3akasHbiM MUCbMOM WAM nepefaH B
3/1IEKTPOHHON POpMe MO TeNeKOMMYHMKaLMOHHbIM KaHanam cBa3n. B cnyyae HanpaeneHus gaHHOro 3anpoca no
noyTe 3akasHbiM NMUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUM WEeCTU OHEeR C AaTbl HanpaBfeHUs 3aKa3Horo
nnucbma.

(HacTtb B penakuwmm, BBeLeHHol B feiicTBre PenepanbHbiM 3aKOHOM 0T 25 Hosi6pst 2013 roga N 317-d3. - Cwm.
npeaplaywyo peaakumio)

4_1. 3assutenb 0653aH nNpencTaBuTb OTBET Ha 3anpoc YMOJHOMOYEHHOro dheaepanbHoro opraHa
WCMONHUTENBbHOW BNAacTM B CPOK, He MpeBblwalwuii AeBsHocTa paboumx [OHEl CO OHA €ero nonyyeHus.
YNONHOMOYEHHbIA cbelepalbHbii OpraH UCNOMHUTENbHOM BNACTW, BblAABWWIA 3afaHne Ha NpoBeleHne aKCrnepTusbl
NeKapCTBEHHOrO CPEeACTBa, B TeYeHVe NATM paboumx LHEN CO OHS MOCTYNNEHUS OT 3asBUTENs OTBETa Ha AaHHblii
3anpoc HanpasnseT Takon OTBET B 3KCMEPTHOEe yuYpexaeHre. B cnyyae HenpencTasieHns no NCTe4eHnn AessiHocTa
pabounx OHel 3asBUTENEM OTBETa Ha AaHHbIA 3anpoc YNONHOMOYEHHbI oefepanbHblii opraH UCMONHUTENbHO
BNacTW, BblAABLWMWIA 3aAaHe Ha NPOBEAEHNE 3KCMEePTU3bl NEKAPCTBEHHOro CPeACTBa, B TeYeHe NaTn paboymx aHew
HanpaBnseT B OSKCMNEpPTHOE YyYypexXAeHwe yBefoMNeHWe O HenpencTtaBfieHun 3asiBUTeneM OTBeTa Ha 3anpoc
yKkasaHHoro opraHa. Bpems co pnHs HanpasneHws 3anpoca 3KCNEpPTHOro Y4YPeXAeHus B YNOSIHOMOYEHHbIR
doenepanbHbIi opraH NCMONHUTENbHON BNACTU 40 OHSA NOJYYEeHUS SKCMEPTHbIM yYpeX deHneM oTBeTa Ha 3anpoc unm
yBeOOMNEeHWs O HenpeacTaBfieHUM OTBeTa Ha 3arnpoc He y4yuTbiBAeTCA MNPW UCUYUCIEHMU CcpoKa MnpoBeneHUs
3KCMNepTU3bl IeKapCTBEHHOro CPEACTBa.

(HacTtb pononHuTenbHO BkNtoyeHa PenepanbHbiM 3aKoHOM 0T 25 Hos16ps 2013 roga N 317-D3)

4_2. Ecnn B cocTaBe pernctpaunoHHOro 0OCbe Ha NeKapCTBEHHbIN npenapaT Ans MeauuUMHCKOro npuMeHeHus
conepXxuTca npenycMoTpeHHas cratbeir 18, yactbio 1_1 crtatbm 30 n cratbeint 34 Hactoswero denepanbHOro
3aKkoHa KOMusa peweHus YnosHOMOYEHHOro pedepanbHOro opraHa WCMONHUTENbHOW BAactTM O nNpoBedeHUn
WHCNEKTUPOBAHNS NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0 OPOPMNEHNS pe3ynbTaTtoB 3KCNepTu3bl
NeKapCTBEHHOro CpencTBa NpenocTaBnseTcs B NOPALKE W HA YCNOBUSX, KOTOPbIE NPesyCMOTPEeHbl YacTaMu 4 n 4_3
HacTosIWen cTaTby, KOMUS 3aKNOYEHWS O COOTBETCTBMU MPOU3BOAUTENS NEKapCTBEHHbIX CPenCTB TpeboBaHMSM
npaeun Hagnexauern npPou3BOACTBEHHON MPaKTUKW, BbIAAHHONO YMNOSHOMOYEHHbIM (pedepasnbHblM  OpraHoM
WCNOJIHUTENBHOM BNACTW.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbiM 3aKoHOM OT 4 nioHs 2018 roga N 140-
d3)

4_3. 3asBuTtenb 06s3aH NPeacTaBuTb B YNONHOMOYEHHbIA doeaepanbHblii OpraH UCMONHUTENBHOM BRACTW KOMUIO
3aK/IOYEHNSI O COOTBETCTBUM MPOV3BOAUTENS NEKAPCTBEHHbIX CPENCTB TpeboBaHWsM npaBun Hannexallein
NPON3BOLCTBEHHOW MPaKTUKM B CPOK, HE MPEBLILANOWMA CTa BOCbMMAECATU pabouux OHEW CO OHSA NONyYyeHus
3anpoca 0 ee npegocTaBneHVn. YMNOMHOMOYEHHbIN doefepanbHbii OpraH WCMOMHUTENbHOW BRacTW, BblAaBLUNIA
3a4aHne Ha MpoBeOEHMWE 3KCMEepTM3bl NEKAPCTBEHHOrO CPEACTBa, B TeyeHWe naTu paboumx [Hel co OHS
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NOCTYNNEHUs OT 3asBUTENS KOMWUM 3aKfOYeHMs O COOTBETCTBMM MNPOU3BOAMTENS NEeKapCTBEHHbIX CPeAcTB
TpeboBaHNaM MpaBun Hagnexauwei Npou3BOLCTBEHHOW MPaKTUKW, HamnpasisieT ee B 3KCMepTHoe yypexneHve. B
cfiyyae HenpencTaBfieHUs 3asBUTENIeM B yKasaHHbll CPOK KOMUU 3aKYeHUs O COOTBETCTBUM MPOU3BOAUTENSA
NeKapCTBEHHbIX CPENCTB TpeboBaHUSIM MpaBui Hagnexalein NpPOM3BOACTBEHHON MPAKTVKM YMOJIHOMOYEHHBbI
denepanbHbIi opraH UCNONHUTENbHON BNacTW, BblAaBWWA 3afaHWe Ha NPOBEAEeHUE 3KCNepTU3bl NeKapCTBEHHOro
CpencTBa, B TeYeHMNe NSt pabounx OHeW HanpaBnsieT B 3KCNEPTHOE yYpeX AeHVe YBEeLOMIIEHE O HENpPeaCTaBIeHNM
3a5BUTENEM KOMUU 3aKNIOYEHUS O COOTBETCTBMM MPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHWsSM MmpaBun
Hagnexauwen npon3BOACTBEHHOW MpakTuku. Bpems co OHA HanpaBneHws 3anpoca 9KCMepTHOro yuypeXxAeHus B
YMNONHOMOYEHHbIV hefepanbHbli OpraH UCNONHUTENbHON BNacTy OO0 AHSA MONYYEHUS SKCMEPTHbIM YyypeXOeHuem
KOMUW 3aKJIOYEHUS O COOTBETCTBMM MPOM3BOANTENS NEKAPCTBEHHbIX CPENCTB TPebOBaHWSAM NpaBun Haanexallen
NPON3BOACTBEHHON MPaKTUKU UAW YBEOOMNEHUS O ee HENPeacTaBfeHUN He y4YATbIBAeTCH MPU UCYUCAEHUN CPoKa
npoBeAEHNS 3KCNEPTU3bl NEKAPCTBEHHOrO CpeacTaa.

(HacTtb pononHuTenbHO BkAYeHa ¢ 15 mioHa 2018 roga denepanbHbIM 3akKoHOM OT 4 uioHs 2018 roga N 140-
D3)

5. 9KcnepT npu MPOBELEHWM MOPYYEHHON €My PyKOBOOMTENEM 3SKCMEPTHOrO YYPEXOEHUs SKCMepTUusb
NleKapCTBEHHOr0 cpeacTBa 0653aH:

1) npoBecT MNOMHOE WCCNenoBaHMe MpencTaBNieHHbIX eMy 006bekToB, Matepuanos, JaTb 0OOCHOBAHHOE U
00BHEKTUBHOE 3aK/lo4YeHWe Mo MOCTaBNeHHbIM Mepea HWM BOMpPOcaM WM MOTUBUPOBAHHOE 3ak/lo4YeHWe o
HEBO3MOXHOCTW NPOBEAEHNS UM 9KCMEepTM3bl NIEKAPCTBEHHOMO CPeacTBa, €CNN NOCTaBNeHHbIe BOMPOCH! BIXOOAT 3a
npenenbl cneumanbHblX 3HaHWA aKcrnepTa, 06bekTbl UCCNENOBAHUA U MaTepuanbl HEMPUIrOAHbl MW HeLOCTaTOYHbI
INS NPOBEeEeHNs NCCNeaoBaHWin 1 Oadyn 3aknoveHus nmbo COBPEMEHHBIN YPOBEHb Pa3BMTUSI HAYKWU He MO3BONSET
OTBETUTb Ha MOCTaB/EHHbIE BONPOCHI;

2) He pasrnawaTtb CBeleHWsl, KOTOpble CTanM €My W3BEeCTHbl B CBSI3M C MPOBENEHVWEM 3KCrnepTusbl
NeKapCTBEHHOro CPefCcTBa, a TakXe CBedeHWUsl, COCTaBMsoUME FOCYNapCTBEHHYIO, KOMMEPYECKYHD WM UHYIO
OXPaHSIEMyt0 3aKOHOM TaiiHy;

3) obecrneunTb COXpaHHOCTb NPeAcTaBNeHHbIX 06 bEKTOB NCCNENOBAHNA U MaTEPUANOB.
6. OKCnepT He BNpage:

1) NpoBOANTbL 3KCNEpPTU3Y NEeKapCTBEHHOro cpeacTBa Mo obpalleHnio HeMocpPeACTBEHHO K HeMy opraHusauui
NN OU3NYECKNX NNLL;

2) caMocTosiTeNbHO cobrpaTb MaTepranbl NS NPOBEAEHNS SKCNepTU3bl TEKAPCTBEHHOro CPeACcTBa;
3) NpoBOANTL 3KCMEPTN3Y NEKapPCTBEHHOMO CPEeACTBA B KAYECTBE HErOCyAapCTBEHHOIO aKernepTa.

7. B cnyyae Heobx0OMMOCTM 3KCMEPT BMpaBe XoOaTaWcTBOBaTb MNepen PYKOBOAUTENEM SKCMEPTHOro
yyYpexXaeHus 0 NPUBEYEHUN K NPOBEAEHNIO IKCNEPTU3bI NEKAPCTBEHHOIO CPEeACcTBa APYrX 9KCNEPTOB.

8. Kaxablii aKenepT, BXOOSIWMIA B COCTAB KOMUCCUU 3KCNepTos., KOTOpOI7I nopy4yeHO npoeeneHmne sKCnepTu3bl
NnekapcTBeHHOro cpenctea, He3aBUCUMMO W CaMOCTOATENbHO MPOBOOUT WCChenoBaHWsA, oueHuBaeT pe3ynbTaThl,
MoJSlyYeHHble UM NINYHO N OPYrUMKN 3KcnepTamu, N popMyImpyeT BbiBOAbl OTHOCUTENIbHO MOCTABNEHHbLIX BONPOCOB B
npenenax ceoux cneunanbHbIX 3HaHWN.

9. PeaynbTaTbl 3KCNepTM3bl NeKapCTBEHHOrO CPeACcTBa OCOPMIISIOTCS 3aK/IYEeHNEeM KOMUCCUWU 3KCnepToB. B
3aK/II04YEHNN KOMUCCUM 3KCMEepPTOB yKa3blBalOTCS NepeyeHb UCCnenoBaHnil, 06 beM NPOBeAEHHbIX KaX AblM 3KCMEPTOM
nccnenoBaHWin, yCTaHOBNEHHbIE KaXAbiM U3 HUX (oakTbl U CAenaHHble B pesynbTaTe WCCNeaoBaHWin BblBOIbI.
9KCnepT, MHEHVWE KOTOPOro He CoBMagaeT C PEeleHWEM KOMWUCCUWM 3KCTepTOB, BMpaBe Bblpa3nTb CBOE MHEHWE B
MUCbMEHHON (POpPMeE, KOTOPOE NPYOBLLIAETCS K 3aKIOYEHNIO KOMUCCUN 3KCMEPTOB.

10. OkcnepTbl, BXOASWME B COCTaB KOMMCCWM, NpedynpexpatloTcss 06 OTBETCTBEHHOCTM B COOTBETCTBUM C
3aKkoHoaaTenbCcTBOM Poccuiickoin depepaumm 3a Hadvy 3ak/loyeHusi, colepXawero HeobOCHOBaHHble WM
panbcnnUMPOBaHHbIe BbIBOAbLI, O YEM OHU OAKOT MOAMMCKY.

11. OnpeneneHme YPOBHA I'IpO(peCCVIOHaHbHOIZ NOAroTOBKK 3KCNEepPTOB KU aTTecTtaunsa nx Ha npaso nposBegeHns
9KCMepTn3bl NTIEKAPCTBEHHbIX CPEACTB OCYLWECTBNAIOTCA 3KCMNEPTHO-KBANMNPUKALMOHHBIMA KOMUCCUSIMA B MOpPSALKe,
yCTaHOB/IEHHOM COOTBETCTBYIOIWMM YNOHOMOYEHHbIM (peaepanbHbiM OpraHoM WCMNONHNTENbHOW BRacTu. YDOBeHb
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npogpeccmoHanbHOM NOArOTOBKM 3KCMNEPTOB MOANEXUT MNepecMoTpy yKasaHHbIMA KOMUCCUAMU He peXe YeM OOuH
pa3 B NATb neT.

12. MNpaBuna NnpoBeLeHUs 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTM 3KCMEPTU3bI OTAENbHbBIX BUAOB
NeKapCTBEHHbIX MNPenapartoB (pedepeHTHbIX NeKapCTBEHHbIX Mpenapatos, BOCMPOU3BEAEHHbIX fIeKapCTBEHHbIX
npenapatoB, OWONOrMYECKUX NEeKapCTBEHHbIX MpenapatoB, 6noaHanorosbix (6MONOA0OHBIX) NEKAPCTBEHHbIX
npenapatoB (6noaHanoros), roMeonaTM4yeckMx NEeKapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX PacCTUTENbHbIX
npenapatoB, KOMOVMHaUWMA  NEeKapCTBEHHbIX MPenapatoB), POPMbl  3aK/OYEHUA  KOMWUCCUM  3KCMEpTOB
ycTaHaB/nMBalTCA COOTBETCTBYIOWMM YMONMHOMOYEHHbIM (peepasibHbIM OpraHoM UCMONHUTENbHOW BNaCTHU.

(YacTb B penakumu, BBeneHHon B nericteue ¢ 1 uons 2015 rona ®epepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM. npeapioylyo peaakumio)

KommeHTapuii k ctatbe 16

Cratbs 17. Mopaya u paccMOTpeHUe 3asiBNeHUsi O rocyAapCTBEHHOM perucTpauum nekapcTBeHHOro
npenapara onsi BeTepUHapPHOro NPMMeHeHus

1. Ins rocynapCTBEHHOW peructpaumm nekapCTBEHHOro npenaparta [Ans BeTEepMHApPHOro MNPUMEHEHUs
pa3paboTynK TaKoro NeKapCTBEHHOro MpenapaTta MM yrnojHOMOYEHHOE MM ApYyroe topuamnyeckoe nuuo (oanee B
HacToswWew cTaTtbe - 3asBUTENb) NPELCTABNSET B YNONHOMOYEHHbIN (pefepanbHblii opraH UCNOMHUTENbHOW BNacTu,
OCYLECTBNSAWMIA FroCy4apCTBEHHYIO PErMcTpaLmnio NekapcTBEHHbIX NpenapaTtoB 415 BETEPUHAPHOro NpUMeHeHus, B
9NEeKTPOHHOI hopMe Mnn Ha ByMaxHOM HOCUTENE 3asBNEHWE O rocyfapCTBEHHOW perncrpaumu nekapcTBEHHOro
npenapata [Ans BETEPUHAPHOrO TMPVMEHEHWs, a TakxXe B MOpsiake, YCTAHOBJEHHOM COOTBETCTBYIOWMUM
YNONHOMOYEHHbIM (pefepalnbHbIM OPraHoM WCMONHUTENbHON BRacTW, B SNEKTPOHHON dhopMe Mnn Ha ByMaXHOM
HocuTene HeobxoouMble [LOKYMEHTbl, M3 KOTOPbIX (POPMUPYETCS PErucTpalMoOHHOE [LOCbe Ha eKapCTBEHHbIN
npenapar ons BETEPUHAPHOrO NPUMEHEHNS.

2. B 3agBneHun o rocy0apCTBEHHOW perucTpaunm nekapcTBeHHOro npenapara o154 BeTepuHapHOro npuMeHeHuns
yKa3blBalOTCA:

1) HauMeHOBaHWe 1 agpec 3asBUTens, paspaboTumka U NPOW3BOAUTENS NEKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MPUMEHEHUs U agpec MecTa OCYWEeCTBNEeHWS NPOM3BOACTBA NEeKapCTBEHHOro npenaparta Aans
BETEPVHAPHOro MpuUMeHeHust (B Cny4Yae Hannuusi HECKONMbKMX YYacTHMKOB MpoLecca Npou3BOACTBa HeobXxoanmo
yKasaTb KaxAoro us Hux);

2) HanMeHoBaHMe nekKapCTBEeHHOro npenapatra Anda BeTepuMHApPHOro npuMeHeHus (Me)K,D,YHapOJJ,HOG
HenaTteHToBaHHOe, Unn rpynnmpoBoYHoe, N XMMMN4eCckoe 1N Toproeoe HaI/IMeHOBaHI/IFI);

3) nepevyeHb )J,GIZCTBWOLIJ,I/IX N BCnoMorartenbHbIX BeWweCcTB, BXOAAWMX B COCTAB IeKaPCTBEHHOro npenapara gns
BETEPUHAPHOro NpMMeHeHns, C yka3aHneM Konnyectea KaXXaoro N3 HuXx;

4) nekapcTtBeHHas popMa, O03MPOBKA, CMOCOObI BBELEHMS U MPUMEHEHWS, CPOK FOOHOCTU NEKapCTBEHHOMO
npenapara ANs BEeTePUHApPHOro NPUMEHEHUS;

5) bapmakoTepanesTuyeckas rpynna;

6) HeobXo0OMMOCTb MPUMEHEHWS YCKOPEHHOW MpoLenypbl 9KCMepTM3bl NeKapCTBEHHbIX CPEACTB B LENsX
rocynapCTBEHHON perncTpaunm nekapCTBeHHOro npenapara;

7) KONun OOKYMEHTOB, NOATBEP K AAOWNX yrnaTy rocyfapCTBEHHON NOLWNHBbI:

a) 3a NpOBeOEHMEe 3KCMEPTU3bl KayecTBa NEKAPCTBEHHOro CPeacTBa W 3KCMEPTU3bl OTHOWEHUS OXWOAEeMON
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOrO npenapara Ans BeTepUHapPHOro rnpYMeHeHns npu ero
rocynapCTBEHHONM perucTpaunu;

6) 3a Bblgayy PerncTpaLmoHHOro yAoCTOBEPEHUS NNIEKAPCTBEHHOMO Npenapara;

8) Hanuume cornacusl, NPeLyCMOTPEHHOro YacTbld 7 HACTOSWER CcTaTbW, €CAM C MOMEHTa pervcrpauuun

pedepeHTHOro NekapCTBEHHOrO Npenapara ans BeTepmMHapHOro NpMMeHeHns NpoLLio MEHEe YEM WeCTb NeT.
(MyHKT B pepakumun, BBeaeHHo B aeictene denepanbHbiM 3akoHoM oT 13 uons 2015 roga N 241-93. - Cm.
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npeabiaylwyo penakumio)

3. PeructpauunoHHoe focbe B LEnsix aKCnepTu3bl NeKapCTBEHHOro npenaparta Ans BeTEePUHAPHOrO NPUMEHEeHNS
hopMUpyeTCS U3 CNemyowmx JOKYMEHTOB:

1) KONUS NMUEH3MM Ha NPOW3BOLACTBO NEKAPCTBEHHbIX CPEeACTB, BblAAHHOW NMPOW3BOAUTENO PErnCcCTPUpPyeEmMoro
NnekapcTBEHHOro npenapara Ans BeTepuHapHOro NpUMEHeHUs, NS POCCUACKNX NMPON3BoaANTENEN;

(MyHKT B peaakumun, BBeaeHHON B aencteme ¢ 15 nioHs 2018 roga PenepanbHbIM 3aKoHOM OT 4 nioHsa 2018 ropa
N 140-® 3. - CM. Npenbioylyo pesakumio)

2) Konus NMLEH3MN Ha NPOU3BOACTBO /IEKAPCTBEHHbIX CPEACTB, BblAAHHON NPOM3BOAMTENIO papMaLeBTNYecKon
cybcTaHumm, BXoasiwei B COCTaB PErncTprMpyemMoro nekapCTBEHHOro npenaparta Ans BeTepUHApPHOro MPUMEHeHMs,
015 POCCUNCKNX NPON3BOOUTENEN;

(MyHKT B peaakummn, BBeaeHHON B fencteme ¢ 15 nioHs 2018 rona PenepanbHbIM 3aKoHOM OT 4 mioHsa 2018 ropa
N 140-® 3. - CM. Npeabioyllyo pesakumio)

MoanyHKT 2 yactu 3 HacToslwen ctatbu BCTYNUMAT B cuny ¢ 1 sHBaps 2017 roga - cM. NyHKT 3 cTaTtbu 4
depnepanbHoro 3akoHa ot 22 nekabps 2014 roga N 429-d 3.

2_1) Konua [OOKYMEHTa, BbIAAHHOrO YMNOMHOMOYEHHbIM OPraHoM CTpaHbl MPOU3BOAMTENS ONS  KaX.on
NPOWN3BOACTBEHHON NOWAAKN PErucTpypyeMoro NekapcTBEHHOro npenapara Ang BeTepUHapHOro NpUMEHEeHUs K
NoATBEpPXAalWero COOTBETCTBME NPOU3BOAMTENS NIEKAPCTBEHHOrO npenapaTa TpeboBaHnsaM npaBun Haonexawen
NPON3BOACTBEHHON NPAKTUKW, U €ro rnepesof, Ha PYCCKUA A3blK, 3aBepeHHble B YCTAHOBIEHHOM nopsiake, a Takxe
KOMUSI 3aKNIOYEHUS! O COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB TPebOoBaHWAM NpaBun Haanexallein
NPOWN3BOACTBEHHON NPAaKTUKW, BblAAHHOrO YNOSHOMOYEHHbIM doelepanbHbiM OpraHoM WCMOSIHUTENbHON BRactTu Ans
Kaxao npou3BOACTBEHHOW NOWAAKM PErucTPMPYEMOro NeKapCcTBEHHOrO npenaparta [Anns BEeTEepUHapPHOro
NpUMEeHeHNs, Nbo KOMWS PELIEHNs O MPOBEOEHWM WMHCMEKTUPOBAHWSA NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB,
NPUHATOrO YMNONHOMOYEHHbIM dhefeparnbHbiM OPraHoM WCMONHUTENbHOW BRAcTW ONS KaXAoW npou3BOACTBEHHOM
naowankn perncTpupyemMoro nekapCTBEHHOro npenapara Ans BeTepuHaApHOro NpuUMeHeHus. YkasaHHble OOKYMEHTbI
npeacTaBnaloTCa B Cnydyae, €CcnvM nNPoOM3BOLACTBO NEKAPCTBEHHOrO npenapaTta OCyWecTBASEeTCS 3a npenenamu
Poccuiickon ®epepaumu;

(MyHKT pononHUTENbHO BKOYeH ¢ 15 nioHa 2018 roga denepanbHbiM 3aKOHOM 0T 4 nioHa 2018 roga N 140-D 3)

2_2) Konus OOKYMEHTa, BblAAHHOIO YMOSHOMOYEHHbIM OPraHoM CTpaHbl NPOouM3BOAMTENs hapMaueBTU4eckomn
cybcTaHuMM 1 NOATBEPXAatowero COOTBETCTBME MPOV3BOAUTENS (hapMaueBTMYecKol cybcTaHuMKU, BXOASWENR B
COCTaB pPErUCTPUPYEMOro NEKapCTBEHHOrO npenaparta Ans BETEPUHAPHOr0 MNpPUMEHeHWs, TpeboBaHWAM npasun
Hagnexauwen npPou3BOACTBEHHOW MPakTWKW, W €ro nepeBOf Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBEHHOM
nopsinike, B cny4ae, €CnvM NpPOM3BOACTBO (DapMaLEeBTUYECKON cybCTaHUMM OCYWEeCTBASETCS 3a npenenamm
Poccuiickon ®enepauuu;

(MyHKT pononHUTENbLHO BKOYEH ¢ 15 nioHsa 2018 ropa degepanbHbiM 3aKOHOM OT 4 nioHsA 2018 roga N 140-D 3)

3) NPOEKT HOPMaTMBHOMO LOKYMEHTA Ha NeKapCTBEHHbIN NpenapaT AN BETEPUHAPHOr0 NPUMEHEHWS;

4) [OOKYMEHT, coAepXawwui Ccrneaywollylo MHgopMauuio 0  dpapmaueBTuyeckor  cybctaHuum — unm
(hapMaLeBTUYECKMX CyBCTaHUMSAX, BXOOAWMX B COCTAB JIEKAPCTBEHHOrO Mpenapata Ans BETEPUMHAPHOro
npUMeHeHns:

a) HauMeHoBaHWe dpapmaueBTMyeckol cybcTaHumn, ee CTpykTypa, oblwwme ceoicTBa (MPU rocynapCTBEHHOM
pernctpaumMm  MMMYHOBUONOrMYECKUX  NEKAPCTBEHHbIX  MpenapaToB  ONS  BETEPUHAPHOrO  MPUMEHEHUs
NPeacTaBnaloTCAa CBELEeHUs O lWTaMMe, BKJOYash ero HavMeHoBaHue, WHJOoPMaLMio O MPOUCXOXAEHUWN, ero
CBOWCTBAxX, XapakTepucTmkax u Mecte OernoHNPOBaHWS);

(MoanyHKT B penakumun, BBeOaeHHoM B aenctene ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycTa
2019 ropga N 297-d 3. - CMm. npeapioywyo peaakumio)

6) HaMMeHoBaHVe 1 aapec NPOU3BOANTENS;

B) TexHonormnda npoun3eoancrtea C onmcaHmem cTaoui npom3soactea M MeTodoB KOHTPONA Ha BCeX CTaanax
npon3BoACTBa;
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r) uHdopmMaumusi 0 NpuMecsx (He NPeLCTaBNSeTCs NPV rocynapCTBEHHOW perucTpauny MMMyHOBMOOrMYeCcKIX
NeKapCTBEHHbIX NpenapaTos 4715 BETEPUHAPHOr0 NPUMEHEHNS);

(MoanyHKT B penakumun, BBeOaeHHoN B genctene ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycta
2019 roga N 297-d 3. - CMm. npeaplaywyo peaakumio)

[) cneumdpmkaums Ha papmaueBTMyeckyld cybctaHumio (He npenctaBnseTcs npu  rocynapCTBEHHON
permcTpaumm MMMyHOBUONOr MYECKUX NEKAPCTBEHHBIX MPENapaToB AN BETEPUHAPHOr0 NPUMEHEHWS);

(MoanyHKT B penakumun, BBegeHHoN B gencteme ¢ 13 aerycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycTa
2019 roga N 297-d 3. - CM. npeaplaywyto peaakumio)

e) onuncaHne MeToaouk KOHTpPONA KadecTBa,

X) pesynbTaTbl aHanusa cepuii cpapmaueBTnYeckol cybctaHumm (He NMpeacTaBnsaloTCs Npu rocyaapCTBEHHON
pervcTpaumm MMMyHOBMONOrMYecKMX NeKapCTBEHHbIX MPENapaToB AN BETEPUHAPHOIr0 NPUMEHEHUS);

(MoanyHKT B penakumun, BBeOeHHoW B aenctene ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycTa
2019 ropga N 297-d 3. - CMm. npeapioywyo peaakumio)

3) NepeyeHb CTaHaapTHbIX 06pasLOB NN BEWECTB, UCMONb3YEMbIX MPU OCYLWECTBIEHNM KOHTPONS KAYeCcTBa;
1) onuncaHve XxapakTepucTrK U CBONCTB YyNakoBOYHbIX MATepuanoB 1 yKYNOpPOYHbIX CPEACTB;

K) baHHble 0 CcTAbUNbLHOCTU (HE NMPELCTaBASIOTCS MPU roCyLapCTBEHHOW peructpaumm MMMyHOBMONOrMYecKmx
NeKapCTBEHHbIX NpenapaTos 4715 BETEePUHAPHOr0 NPUMEHEHNS);

(MoanyHKT B penakuvun, BBeOeHHoN B aenctene ¢ 13 aerycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycTa
2019 roga N 297-d 3. - CM. npegplaywyto peaakumio)

J'I) CPOK rogHOCTW, YCNOBUA XPaHEHUA;

5) oTyeT 0 pesynbTarax [OOK/IMHWYECKOro WCCNenoBaHnsa NeKapCTBEHHOro cpencTtsa Ans BeTepuHapHoro
NPVYMEHEeHWs, BKAIOYaoWNMA onucaHne MeTOOOB OnpefeneHns OCTaTOYHbIX KOMMYEeCTB [HOENCTBYIOWEro BelecTsa
(DencTBylOWMX BeWeCTB), [AoCTUrawowero (OocTuralowmx) CUCTEMHOrO KPOBOTOKa, B NPOOYKUUW XWBOTHOrO
NPOMCXOXAEHNS MOCNe NPUMEHEHMS TaKoro NeKapCcTBEHHOro CPeCcTBa, a TakXe AOKYMeHTanbHoe NoLTBepXAeHue
(Bannpaums) ykasaHHblX MeTon0B;

(MyHKT B pepakuun, BBeaeHHol B geinctaune ¢ 13 aBrycta 2019 ropa denepanbHbIM 3aKOHOM OT 2 asrycTa 2019
roga N 297-® 3. - C™. npeabioylyo pesakumio)

6) OT4YeT O pe3ynbTarax KANHUYECKOro uccnenosaHusa nekapCTtBeHHOro npenapara Annd BeTepuHapPHOro
NPUMEHEHNA Y KaXaoro snga XmMBOTHbIX, yKa3aHHbIX B MHCTPYKUUX NO BETEPUHAPHOMY NMPUMEHEHNIO;

7) NPOEKT MHCTPYKLUMI MO BETEPMHapPHOMY NMPUMEHEHMIO NeKapCTBEHHOro Mpenapara, cogepXallien cneayowme
CBEAEHNs:

a) HanMeHoBaHMe nekKapCTBEeHHOro npenapatra Ana BeTepuMHApPHOro npuMeHeHusd (MexnyHapo,uHoe
HenaTteHToBaHHOe, Nnn rpynnmMpoeBoYHoe, Nin XnMMmn4yeckoe n Toproeoe HaI/IMeHOBaHI/IS;I);

6) nekapcTBeHHasi popMa C yKasaHMEM HaVMEHOBaHWIA U KOJIMYECTBEHHOIO COCTaBa AEWCTBYIOWMUX BEIECTB U
Ka4yeCcTBEHHOro coctasa BCroMoraTte/ibHblX BELWECTB;

B) OMMcaHWe BHELIHErO BMAA NEKapPCTBEHHOrO Npenapara AN BETEPUHAPHOro NPUMEHEHUS;

r) dhapMmakoTepaneBTMyeckas rpynna JfekapCTBEHHOr0 npenaparta ANsg BEeTEePUHAPHOro MNPUMEHEHWUS WK
yKasaHue "romeonatnyeckunin nekapcTBeHHbIA npenapart”;

L) (papMakoguHamvka W (papMakokMHeTuKa (3a WCKIOYEHVWEM  (DAPMAKOKMHETMKU rOMeonaTnyecKmx
NIeKapCTBEHHbIX NMPenapaToB M PacTUTENbHbIX NIEKAPCTBEHHbIX MPEenapaTtoB) WM OnMcaHne UMMYHOOUONOrMYECKUX
CBOWCTB NIEKAPCTBEHHOr0 Npenapara;

e) nokasaHusa onsa npuMeHeHus;

)K) npoTmeonoKasaHnsa onsa npuMeHeHuns;
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3) Mepbl NPEeLOCTOPOXHOCTU NPU MPUMEHEHWN;

M) yKasaHue BO3MOXHOCTU M OCOOEHHOCTEN MPUMEHEHWUS y BEPEMEHHbIX XMUBOTHbIX, Y XMWBOTHbIX B Mepuos
nakTaumm, y noTOMCTBa XMBOTHBIX;

K) peXuM L03MpoBaHns, cnocob BBELEHUS U NMPUMEHEHNS, NPU HEOOXOAUMOCTM BPEMS NMpMeMa NeKapcTBEHHOMO
npenapara ANs BEeTePMHapPHOro NPUMEHEHUS, MPOAOCIXKMNTENbHOCTb NIEYEHUS;

N) BO3MOXHble NOBOYHbIE AENCTBUS, HEXENaTeNbHble peakuum npu NprvMeHeHUn NeKkapcTBEHHOro npenapaTa
LNsi BETEPUHAPHOMO NPUMEHEHNS;

M) CUMNTOMbI NEPELO3UPOBKM, MEPBI MO 0KA3aHWUKO NMOMOLM NPY NEPELO3NPOBKE;
H) B3aMMOAeNCTBUE C APYrUMU NEKAPCTBEHHBIMY NpenapaTtamu 1 (Mn) KopMamu;
0) chopMbI BbiNycKa fIeKapCTBEHHOro NpenapaTa Ans BETEPUHAPHOMO NPUMEHEHNS;

n) ykasaHue (nNpu HeobXoOMMOCTW) O0COOEHHOCTEl OeiCTBUS NeKapCTBEHHOro npenaparta Ons BeTepuHapHoro
NpVMeHeHns Npy NepBoM NpUemMe WK Npu ero 0TMEHE;

p) onucaHue (npyn HeobxooUMOCTM) OEWCTBUIA cneumManmcTa B 06nactv BeTepuHapum, BnagenbLa XUBoTHOMO Npu
nponycke nprema 04HON NN HECKONbKUX 003 NeKapCTBEHHOro npenapara Ans BeTePUHAPHOro NPUMEHEHNS;

(MoanyHKT B penakuuun, BBeAeHHon B genctene ¢ 13 aerycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycra
2019 roga N 297-®3. - CM. npeablaylLyo pegakuuio)

C) CPOK FOAHOCTW W yKasaHWe Ha 3anpeT MNPUMEHEeHUs NeKapCTBEHHOro npenapaTta [Ons BeTepuMHapHOro
NPVMEHEHNs Mo UCTeYEeHNM CPoKa roHOCTW;

T) YCNOBMSI XPaAHEHUS;

Y) yKasaHune Ha Heobx0aMMOCTb XpaHeHunsa nekapCTBEHHOro npenapara nonda BeTepuHapHOro npuMeHeHusa B
MecTax, HeJOCTYNHbIX ANS neTen;

) ykasaHve (Npu HeobXOOMMOCTW) CreumanbHbiX  Mep  MPEefOCTOPOXHOCTU  MPU  YHUHYTOXEHUN
Heuncnonb30BaHHbIX NEKAPCTBEHHbIX MPenapartos AN BETEPUHAPHOr0 NPUMEHEHWS;

X) CPOKM BO3MOXHOIo ncCnonb3oBaHunda npoaykumm XMBOTHOIO nNpoucxoxneHusa nocne sBedeHUA XUBOTHOMY
NneKkapcTBeHHOro npenaparta a4 seTepnHapHOro NnpuMeHeHuns;

L) YyCnoBmS OTNycKa;

‘-I) HanMeHoBaHUA U ajpeca Npou3BOACTBEHHbIX NNowagok npoun3soantTensd nekapCTtBeHHOro npenapara nns
BETEPUNHAPHOro NPpUMEHeHNA;

W) HavMeHoBaHWe, agpec opraHu3auuun, YNonHOMOYEHHON AepXaTteneMm Wi BnafenbLeM pPeructpaunoHHOro
yOOCTOBEPEHNS NEeKapCTBEHHOro NpenapaTa Ha NPUHSTUE NPeTeH3uli oT NoTpebutens;

8) nNpPOEeKTbl MaKeTOB MEPBWYHOM YMAKOBKM W BTOPUYHOW YMNakKOBKM NEKAPCTBEHHOro npenapata Ans
BETEPVHAPHOr 0 NPUMEHEHNS;

9) cneayolune cBelleHNs 0 NeKapCTBEHHOM npenapaTe ANs BeTePUHAPHOro NPpUMeHeHNs:

a) onucaHne 1 cocTas NleKapCTBEeHHOro npenapaTa ans BeTePUHaPHOro NPUMEHeHNs;

6) onvcaHne ghapmaueBTnYeckol paspaboTku;

B) onucaHue npolecca MNPOM3BOACTBA W €ro KOHTPONs, MNOAMUCAHHOE B Mopsiike, YCTaHOBNEHHOM B
COOTBETCTBUU C YacTblo 1 HacTosIwel cTaTbu;

(MoanyHKT B penakuvun, BBegeHHoN B gencteme ¢ 13 aerycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycTa
2019 ropna N 297-® 3. - CM. npeapiayluyro pesakuuio)
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r) ONMCaHue KOHTPONS KPUTMYECKUX CTaAMiA NPOM3BOACTBA M MPOMEXYTOYHOW MNPOAyKLMMW, MOAMWCAHHOE B
nopsiake, yCTaHOBMEHHOM B COOTBETCTBMM C YacTblo 1 HACTOSAWeEN CTaTbu;

(MoanyHKT B penakumun, BBeOaeHHoN B genctene ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycta
2019 roga N 297-d 3. - CMm. npeaplaywyo peaakumio)

Il) HauMeHoBaHUS M agpeca paspaboTuyuka, AepXaTtens unM Bnafdenbua PerucTpaumoHHOro YAOCTOBEPEHUS
NEeKapCTBEHHOro npenapara, MNPOW3BOACTBEHHbIX MAOWALOK MPOM3BOOAUTENS fEKapCTBEHHOro npenapara Aans
BETEPMHAPHOrO MPUMMEHEHUS C YyKasaHveM CTaguil  TeXHOMOrmyeckoro npouecca, OCYLWECTBASEMbIX Ha
NPON3BOACTBEHHbIX MoWaakax NPoM3BOANTENS NEKAPCTBEHHOro Npenapara Ans BETEPUHAPHOr0 NPUMEHEHNS;

(MomnyHKT B penakumun, BBeLEHHOWN B neinctene denepanbHbiM 3akoHoM OT 13 uong 2015 ropa N 241-d3; B
penakumun, BBefeHHol B gencTteme ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHOM oT 2 asrycta 2019 roga N 297-
@ 3. - CM. npeapioylyo peaakumio)

e) dhapmauieBTnyeckas COBMECTUMOCTb;

) MUKPOBMONIOrMYECKME XapaKTEPUCTUKU;

3) MaTepumanbHblil 6anaHc ons NPoOM3BOLACTBA CEPUM FOTOBOIO NPOAYKTa;

1) onucaHne XapakTepuUCTUK 1 CBOCTB YNakoOBOYHbIX MAaTEPUANOB M YKYNOPOYHbIX CPEACTB;

K) OOKyMeHTanbHoe noATeepXaeHve (Banngauns) npoLeccos v (Mav) NX OLEHKa;

n) TpeboBaHUs K KayecTBy BCrMOMOraTeslbHbIX BEWecTB (cepTudpmkat, crneumgukaums Ha BCroMoraTtesibHble
BelecTsa n nx o0bocHoBaHve);

M) aHannTnyeckne MeTooukn, Mncnonb3yemble Npu OCYWeEeCTBIEHNMN KOHTPONA KadyeCTBa BCNOMOrartelibHbIX
BELWECTB;

H) OOKYMeHTanbHoe NoaTBepXAeHue (Bannpaumns) aHanmTuyecknx MeToamk, UCnoNb3yeMblX NPy OCYLWECTBIEHNN
KOHTPONSA Ka4yecTBa BCNOMOraTeNbHbIX BEWECTB;

O) nHdpopmaums 06 1CnoNb30BaHMM BCNOMOraTenbHbIX BEWECTB YE/T0OBEYECKOr0 U XNBOTHOMO NPONCXOX OEHUA;

n) NoAnyHKT yTpatun cuny ¢ 13 asrycta 2019 roga - PenepanbHolii 3akoH oT 2 asrycta 2019 roga N 297-93 -
CM. Mpeabiaylyo peaakumio;

p) TpeboBaHMsi K Ka4yecTBY NeKApCTBEHHOrO npenapaTta Ajs BEeTEepMHaPHOro MNpUMEHeHus (cepTudomkar,
cneuncukauus Ha nekapcTBEHHbIN npenapaTt 1 ux 060CcHOBaHue);

C) aHanMTU4YeckMe MEeTOAMUKWU, WCMONb3YeMble MPW OCYWECTBNEHUN KOHTPONS KayecTBa NEKAPCTBEHHOMO
npenapara ANs BEeTePUHApPHOro NPUMEHEHUS;

T) OOKyMeHTanbHoe noateepxmneHune (Ba}'II/I,D,aLI,I/Iﬂ) aHaNNTN4eCckKnx MeToaunk, NCNnob3yeMbiX Npu oCylecTBneHnm
KOHTPONA KayeCTBa JIeKapCTBEHHOI 0 npenaparta ond setTepmMHapHOro npuMeHeHun4;

y) BOKYMEHT, NOATBEPXAAloWMi KayeCcTBO N1eKapCTBEHHOro npenaparta Tpex MPOMbILWIEeHHbIX Cepuii (MPOTOKON
aHanuaa nnm cepTmdovKkaTt aHanusa), ogHa cepusi KOTOPOro JONXHA coBrnadaTb ¢ cepueit obpasua nekapCTBEHHOro
npenapara, NoAaHHOro Ha perncTpauuio;

) xapakTepucTuka npumecei;

X) NepeyeHb CTaHAapTHbIX 06pa3L0oB, UCMOb3YEMbIX MPU OCYIWECTBAEHUN KOHTPONS KayecTBa NeKapCTBEHHOI0
npenapara Ans BeTePMHapPHOro NPUMEHEHUS;

Ll.) JaHHble 0 cTabunbHOCTK nekapCTBEHHOro npenaparta onda seTepunHapHoOro npuMeHeHus;

10) konus OOKYMeHTa, codepXawero WHGOpMauuilo 0 Hanuyum unm 06 OTCYTCTBUM PaKTOB peructpaumm
NeKapCTBEHHOro npenapaTta A5 BeTepuHapHoro NnpuMeHeHns 3a npenenamu Poccuitckoin denepauuu;
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11) cornacve B NMCbMEHHON hopMe, NPedyCMOTPEHHOE YacTblo 7 HACTOSAWER cTaTbW, B Clyvyae peructpaumm
BOCMPOM3BELEHHOr0 N1eKapCTBEHHOr0 npenapara;

(MyHKT B pepakumn, BBeOeHHON B gelnicTene denepanbHoiM 3akoHoM oT 13 miong 2015 roga N 241-03. - Cwm.
npeablaylyo penakumio)

12) konus OOKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOro B YCTAHOB/IEHHOM MopsAke U MOATBEPXAaloWero
NMPaBOMOYHOCTb 3asIBIEHUS O TOCYLAPCTBEHHOW perucTpauuy nekapcTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMeHeHNs (BOBEPEHHOCTb);

13) cBedeHMs O TOCYyOapCTBEHHOW pPeructpauum reHHO-MHXEHEPHO-MOANMPULNPOBAHHBLIX  OPraHU3moB,
npegHasHayeHHbIX ANs BbiNycka B OKpyXatwouwyl cpedy (MpyM rocynapCTBEHHOW peructpaumm nekapcTBEHHbIX
npenapaTros N5 BETEPMHAPHOro NPUMEHEHMNS, NOMYYEHHbIX C NPUMEHEHMNEM FEHHO-NHXEHEPHO-MOANGNLIMPOBAHHBIX
OPraHu3MoB MK Co4epXalunx Takme opraHn3mbl).

(MyHKT pononHUTENbHO BKAOYeH ¢ 13 asrycta 2019 ropa depepanbHbiM 3akoHOM OT 2 aerycta 2019 rona N
297-d3)

4. Tpn NpoBedEeHUM YCKOPEHHOW Mpouenypbl 9KCNEpTU3bl NEKAPCTBEHHOrO npenapara Ans BeTEpPUHApPHOro
NMpMMEHeHNsl B LUENsiX ero rocyHapCTBEHHOM pervcTpauuy BMeCTO oTyeTa paspabotyvka o pesynbrartax
IOKNMHMYECKOTrO WCCNEOOBaHUS NEeKapCTBEHHOrO0 CPencTBa ANl BETEPUMHAPHOrO MPUMEHEHMS MoXeT ObiTb
npeacTaeBneH o0630op HayuyHbix paboT O pe3ynbTatax AOKAMHUYECKOrO  WCCNELOBaHUS  PEdEPEHTHOro
NeKapCTBEHHOro npenapara Ans BETePUHAPHOrO MPUMEHEHWs, a BMECTO OTyeTa O pesynbTaTtax KAMHUYEeCKOro
nUccnenoBaHUs nekapCTBEHHOro npernapara 419 BeTepMHAPHOro NpuMeHeHns OT4yeT O pesynbTatax UccnenoBaHui
6103KBUBANIEHTHOCTM BOCNPOM3BEAEHHOMO NIeKapCTBEHHOro npenapaTa Ans BeTepMHapHOro NPUMEHeHNs.

(Hactb B penakuun, BBeeHHOM B geincteue ¢ 13 asrycta 2019 rona denepanbHbiM 3akoHOM OT 2 aerycta 2019
roga N 297-® 3. - C™m. npegplayllyio pegakuuio)

5. Ha akcnepTunady pasnnyHbiX NeKapCTBEHHbIX (POPM OOHOrO W TOrO X€ NeKapCTBEHHOro npenapara Ans
BETEPUHAPHOro MNPUMEHEHUS 3asaBUTENb MNPeacTaBnseT OTAENbHble 3asABNEHUS U PEerucTpauuoHHble [OoCbe Ha
KaXx Aoyl nekapcTBeHHy ¢opMy. [Mpu ycnosun OLHOBPEMEHHOW MOAayn Ha SKCNEepTU3y OOHOW NeKapCTBEHHON
POPMbl C PasfIMYHbIMK [O3UPOBKOM, KOHUEHTpauueld, o6 bemMoM 3asiBUTENb NPeAcTaBfsieT OLHO 3asiBieHue U
perncTpaumoHHoe OoCbe C MPUIOXEHWEM MakeTOB MEPBUYHOW YMakOBKM M BTOPWYHONW ynakoBku. Ha makertax
NepBUYHOM YNakoBKU M BTOPMYHOW YNakoBKW yKasbliBalOTCS BCE NPOW3BOOMMbIE AO3UPOBKU, KOHLEHTpauun, 06 bembl
N KONMYECTBO 003 B yNakKOBKEe NeKapCTBEHHOro npenapara Ans BeTePUHApPHOro NPUMEHEHNS.

(Yactb B penakuun, BBeeHHOM B geincteme ¢ 13 asrycta 2019 rona denepanbHbiM 3aKoHOM OT 2 aerycta 2019
roga N 297-® 3. - CM. npeabloyllyto peaakumio)

6. 3asBMTENb BrpaBe MPEnCTaBWTb MO COOCTBEHHOW WHWLUMATMBE BMECTE C 3asiBNEHUMEM O rOCYAaPCTBEHHOM
permcTpaunmn nekapcTBEHHOro npenapara Ans BETEPUHAPHOro NMPUMEHeHNs AOKYMEHTbl, NoATBepXaatowme ynnaty
rocynapCTBEHHON MOWMHBI N yKa3aHHbIe B MYHKTE 7 4acTu 2 HacToswel ctatbn. B cnyyae ux HenpencTtasneHus
COOTBETCTBYIOWMA YNONHOMOYEHHbI heaepanbHbli OpraH WCMONHWTENbHON BRacTM npoBepseT dakT ynnartsl
3asBUTENEM rOCYOaPCTBEHHON MOWMHLI MOCPELCTBOM UCMONb30BaHNS UHOpMauMn 06 ynnate rocynapCTBEHHOM
MOWNUHbLI, coaepxatueincs B TocyaapCTBEHHOW MHPOPMALMIOHHON CUCTEME O MOCYOAPCTBEHHbIX Y MyHULMMANbHbIX
nnatexax, Ha OCHOBaHUM MNPEACTaBNEHHbIX 3asBUTENEeM KOMuiA AOKYMEHTOB, MOATBEpXJAalowmx ynnarty
rocynapCTBEHHON NOWVHBI.

7. He ponyckaetcs MCNONb30BaHME B KOMMEPYECKUX Uensx WHdopMauun o pesynbTatax LOKANHUYECKUX
WCCNEeAOBaHUA NEKaApCTBEHHbIX CPEACTB W KAUHWYECKUX WCCNEenOBaHWA NEeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro MPUMEHEHUS, NPELCTaBNEHHON 3asdBUTENeM AN roCynapCTBEHHOW perncrpaumm neKkapCTBEHHbIX
npenapatoB, 6e3 ero cornacvsi B Te4YeHue WecTu NeT C AaTtbl rocyLapCTBEHHON perucTpauuy pedepeHTHoro
nekapcTBEHHOro npenapara B Poccwuiickon ®enepaumn.

8. Iepxaten wuan Bnageney peructpaunmoHHOro YyOOCTOBEpPEeHWUs NeKapCTBEHHOro npenaparta Aans
BETEPMHAPHOrO NPYMEHEHWS MNpencTaBnseT B YNOMHOMOYEHHbI doefepanbHbI opraH WCMOMHUTENbHOW BRacTu
OTYeT Mo pesynbTatam (papMakoHansopa OA4MH pas B WeCTb MeCsUEB B TeYeHue ABYX NeT Nocfe rocyaapCTBEHHOM
perucTpaummn nekapcTBeHHoro npenaparta B Poccuiickoin ®epepaunn, 3ateM eXerogHo B TeyeHue nocnemyowmx
Tpex neT 1 B ganbHenweM o4uH pas B Tpu roga.

(Hactb mononHuTenbHO BKNtoYeHa ¢ 13 aerycta 2019 rona ®enepanbHbIM 3aKoHOM OT 2 aerycta 2019 roga N
297-d3)

(CtaTbs B pepakumu, BBeaeHHon B neicteue ¢ 1 mong 2015 rona ®enepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM. Npeabioyllyo pesakumio)
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KommeHTapuin k ctatbe 17

Cratbsa 18. MNopaya n paccMoTpeHue 3asBIeHUS O rocynapCTBEHHOW perncTpaumm neKkapcTBeHHOro
npenaparta ofs MeAULUHCKOro npMMmeHeHus

(HanmeHoBaHve B pefakuuu, BBefeHHoN B feicteue ¢ 1 mions 2015 rona ®@enepanbHbiM 3aKOHOM OT 22 nekabps
2014 roga N 429-d 3. - CM. npeblayLyto peaakLumio)

1. [na rocynapCTBEHHOW perncTpauuMm nekapcTBEHHOro npenapaTta Aans MeOuUMHCKOro MPUMEHEHNS
lopuamyeckoe nuuo, AenCcTBylowee B COOCTBEHHbIX WMHTEpecax WAN yNoNHOMOYEHHOe NPEeACcTaBNATb MHTEpechl
Lpyroro 1opuan4eckoro nuua u 3asensaiollee nekapcTBEHHbIA Npenapart Ha rocyAapCTBEHHYIO perncrTpauunio (aanee B
HacToslWewn cTaTbe - 3adBUTENDb), NPEACTABNSAET B YNONHOMOYEHHbIA doenepanbHbli OpraH UCNONHUTENbHOR BRacTu,
OCYLECTBAAWMNIA roCy0apCTBEHHYIO perucTpaumio nekapcTBeHHbIX NpenapaTtos AN MEAULMHCKOrO NPUMEHeHMs, B
3NEeKTPOHHON popMe M Ha BymMaxHOM HOCMTene 3asBfeHne O roCyLapCTBEHHOW perucTpauvMm nekapcTBEHHOro
npenapara Ans MeduUMHCKOro NpUMeEHeHns, a Takxe B Nnopsike, yCTaHOBJIEHHOM YMOJIHOMOYEHHbIM doefepanbHbIM
OpraHoM VCMONHUTENbHOW BNacTW, B 9NEKTPOHHON hopMe 1 Ha ByMaxHOM HocMTene HEOOXOANMbIE LOKYMEHTbI, N3
KOTOpPbIX hopMUpyeTCsa perncTpaumoHHoe 0OCbe Ha NeKapCTBEHHbIV npenapar 418 MeIuLMHCKOro NpUMeHeHNs.

(HacTtb B pepakuun, BBeaeHHon B feicterne ¢ 1 mions 2015 ropa ®enepanbHblM 3aKOHOM OT 22 fekabps 2014
roga N 429-d 3. - C™. npeaployllyto peasakumio)

2. B 3agBneHum o rocy0apCcTBEHHOW pernctpauum nekapcTBeHHoro npenapara ans MeauvunHCKoro npuMmeHeHns
yKa3blBAOTCA:

1) HauMMeHOBaHue, ajpec 3asBUTENs W MNPOU3BOANTENS NEKapCTBEHHOro npenapara Ans MeauuUMHCKOro
npuMeHeHns, cBedeHns 06 KX pervcTpauum B Ka4yeCcTBe HanoronnatesbliMka B CTpaHe peructpaumm (ons
POCCUIACKMX OPUANYECKMX NUL, - UOEHTUPUKAUNOHHBLIA HOoMep Hanoronnatenbwwmka (MHH), nna uHOCTpaHHbIX
IOPUANYECKNX NUL, - CTPaHa pernctpaunmn, HanMeHoBaHWe PerncTpupyroWwero opraHa, permcTpaumoHHbIA HoMep, Koz
HanoronnaTenblmMka B CTpaHe perucrpauuun (MHKopnopaumv) uaM ero aHanor) u agpec Mmecta OCyWwecTBReHUs
Npon3BOACTBA NIeKapCTBEHHOro npenapara (B cnyyae Hannyins HeCKONbKUX Y4aCTHUKOB npoLecca ero npoussoacTsea
HeobXx0AMMO yKa3aTb KaXoro y4acTHUKa B COOTBETCTBUM C OCYLLECTBASEMON CcTaaMeli Mpon3BOACTBA);

(MopnyHKT B pepakumun, BBeLeHHON B AeicTteue ¢ 1 sHBapsa 2018 ropa ®enepanbHbiM 3aKOHOM OT 28 nekabps
2017 roga N 425-®3. - CM. npeabiayluyo pegakuuio)

2) HanMeHoBaHWEe NeKapCTBEeHHOro npenapara annd MeouumHCKOro npuMeHeHusd (MexuyHapo,uHoe
HenaTeHToBaHHOE, NN rpynnmpoBoYHoOE, NN XMMN4eCckKoe N Toproeoe HaI/IMeHOBaHI/IFI);

3) nepeyeHb ﬂeMCTByIOUJMX N BCnomMoratenbHbIX BeWweCcTB, BXOAAWNX B COCTAB NeKapCTBEHHOro npenapara aonsa
MeONLNHCKOro npuMeHeHus, ¢ ykasaHmnem Konmdectaa KaxXgoro n3 Hux,

4) nekapcTBeHHas cpopma, O03MPOBKA, CMOCOObl BBEAEHMSI U MPUMEHEHWsl, CPOK FOOHOCTU NeKapCTBEHHOMO
npenapara Ans Me4ULMHCKOro NPUMEHEHNS;

5) dpapmakoTepanesTuyeckas rpynna, KoL  aHaTOMO-TepaneBTUYECKO-XMMWYEeCKOM  Knaccudukaumm,
pekoMeHOoBaHHOVW BceMupHoOi opraHnsauven 30paBOOXpPaHEeHWUs, 3asBNsSeMble MOKa3aHus AN8 MNpPUMEHEHUS
nekapcTBeHHOro npenapara Ana MeguuUMHCKOro NnpuMeHeHus;

6) oTcyTCTBME HeobOXOOUMOCTW MNpPedoCTaBNeHNs oT4YeTa O pesynbTatax KAVHWYECKOro WCCnenoBaHus,
nccnenoBaHns 6MO3KBUMBANEHTHOCTU NIEKAPCTBEHHOrO Npenapara, paspelweHHoro Ans MeAMLMHCKOro NPUMEHeHUs B
Poccuitckoin Pepepaumn bonee nsapuatv net, C yKasaHWEM HOPMATMBHbLIX MPAaBOBbIX aKTOB, MOATBEPXIAOLWMX
JaHHbIA CPOK MPUMEHEHUS;

7) HeobxooMMOCTb OCPOPMNEHMS paspeleHns Ha BBO3 B Poccuiickyto depepauunto KOHKPETHON napTum
3apEerncTpYPOBaHHbIX M (UNN) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX 415 NPOBEeAEHNS
9KCMepTM3bl NEKAPCTBEHHBIX CPEACTB B LENSX FOCYAapCTBEHHOW permcTpaumu;

8) HeobxoOnMOCTb npoBeneHnsa aKCcnepTu3bl OOKYMEHTOB, MpenctaBNeHHbIX 014 onpeneneHnsa BO3MOXHOCTU
paccMaTtpmBaTtb NEKAPCTBEHHbIA Npenapart ans MeauUUHCKOro NPUMEHEHUS Npu OCYWeCTBNEeHUM roCcyaapCTBEHHOW
pernctpaunu B kayecTse opgpaHHOro IeKkapCTBEeHHOro npenapara,;

9) HeobX0AMMOCTb NPUMEHEeHNs YCKOPEHHOM npouenypbl 3KCNepTU3bl NeKapCTBEHHbIX CPEeACTB B Lensx
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rocyapCTBEHHON perncTpaunm nekapCcTBeHHOro npenapara;
10) KON LOKYMEHTOB, NOATBEP X AAOWMX YNNaTy rocynapCTBEHHON MOWMMHbI:

a) 3a NpoBeaeHNe 3KCNepTM3bl JOKYMEHTOB, MPEACTaBNEHHbIX AN OnNpeaeneHns BO3MOXHOCTY paccMaTtpmsaTb
NeKapCTBEHHbIA Npenapat Lns MeAWUMHCKOrO NMPUMEHEHWS MPW OCYLWECTBNEHWN FOCYLApCTBEHHOR peructpauun B
KayecTBe opraHHOro neKapcTBEHHOro npenapara;

6) 3a npoBedeHVEe IKCMEPTU3bl KayecTBa NeKapCTBEHHOrO CPEACTBAa U 3KCMEPTU3bl OTHOWEHMS 0XWAAeMoi
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHMS NeKapCTBEHHOro npenaparta, paspelweHHOro ONs MeOUUMHCKOro
npumeHeHusi B Poccuiickoin depepaunmn 6onee nsaguatyi neT, Npu OCyLWECTBNEHUM FOCYAAaPCTBEHHOW perucTpaumnm
NeKkapcTBEHHOro npenapara;

B) 3a MpoBefeHMe 3KCMepTW3bl KayecTBa NEKapCTBEHHOro CPeACcTBa M 9KCMepTW3bl OTHOWEHUS OXWUOaeMoi
MoNb3bl K BO3MOXHOMY PWUCKY MPWMEHEHMUsi NeKapCTBEHHOro npenapara Ans MeAWUMHCKOro MPUMEHEHUs npu ero
rocynapCTBEHHOW perncTpaumnm;

r) 3a npoBeneHWe 3KCNepTU3bl KayecTBa NeKapCTBEHHOrO CPEACTBA W 9KCMEepTM3bl OTHOWEHUS OXWUOAEMOW
Nnonb3bl K BO3MOXHOMY PWCKY MPUMMEHEHWSI NEeKapCTBEHHOrO npenapata Ans MeouUMHCKOro MPUMEHEHUS, B
OTHOLWEHUN KOTOPOro MnpOBeAeHbl MeXAYyHapOIHble MHOTrOLEHTPOBbIE KIMHWYECKME WCCNEeOOBaHWUS, 4YacTb W3
KoTopblx npoBeneHa B Poccuiickoit  denepauun, npu  OCYWECTBNEHWU TOCYLAPCTBEHHOW peructpaumm
NeKapCTBEHHOrO Npenapara;

11) Hannyne cornacms NPOM3BOAMTENS NIEKAPCTBEHHOro npenapara, Npou3BOACTBO KOTOPOro OCYLECTBASETCS
3a npegenamn Poccuiickoin depepaunn, Ha NpoBeOdEHME WHCMEKTUPOBAHWS MPOW3BOAUTENS HA COOTBETCTBUE
TpeboBaHNSAM NpaBuni Haanexauwen Npon3BoACTBEHHON NPaKTUKMK;

12) Hann4yme cornacus, NPegycMoTPEHHOrO YacTblo 18 HacToswWwen cTaTbiy;

13) ykasaHue BMOa nNekapCTBEHHOro npenapara, NPeAcTaBfIEHHOro Ha peructpaunio (pedepeHTHbIN
NeKapCTBEHHbI MpenapaTt, BOCMPOU3BEAEHHbIA NEeKapCTBEHHbIA npenapat, O6uonoruyecknii  NekapcTBEHHbIN
npenapat, 6uoaHanoroeblli  (6MONOLOGHLIA)  NEeKapCTBEHHbIA  npenapat  (buoaHanor), roMeonaTUyecKkuii
NeKapCTBEHHbIN Npenapart, NeKapCTBEHHbIA pacTUTENbHbIA Npenapar).

(HacTb 2 B penakuunm, BBeaeHHo B feiicteme ¢ 1 nons 2015 rona @epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npenplayllyio peaakuuio)

3. PernctpaunoHHoe gocbe Ha nekapCcTBeHHbIM npenapaT AN MeAULMHCKOro NpUMEHeHUs NpenocTaBnserTcs B
chopme obLero TeEXHNYECKOro NOKyMeHTa.

(YacTb B penakumn, BBeAeHHoW B feicteue ¢ 1 sHaps 2016 rona denepanbHbiM 3aKOHOM 0T 22 fekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

4. Pazgen OOKyMeHTaunm aoaMNMHNCTPATUBHOIO XapakTtepa BKo4YaeT B cebs:

1) 3asiBNeHne o rocynapCTBEHHON PErncTpaumnm nekapcTBeHHOro npenaparta ans Me4UUMHCKOrO NPUMEHEHWs B
3NEKTPOHHON (hopMe U Ha ByMaxkHOM HOCUTENE;

2) KOMWIO AOKYMEHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBNEHHOM MOpsiake W MOATBEpXAalolero
NpaBoOMOYHOCTb 3asBMUTENS NoAasaTtb 3asiBIEHNE O rocyAapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara ans
MeANLMHCKOr O NPUMEHEHNs (BOBEPEHHOCTb);

3) KOMuIo NMUEH3UM Ha MPOU3BOACTBO NEKAPCTBEHHbIX CPEOCTB WM KOMUIO 3ak/oYeHWs O COOTBETCTBUU
NPOU3BOAMTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHWsM npaBun Hagfexawehn npon3BOLACTBEHHOW MPAKTUKMK,
BblOAHHbIX YMOMIHOMOYEHHbIM doefeparnbHbiM OpraHoM WCMOMHUTENbHOM BNacTM B OTHOWEHUA MPOW3BOLCTBEHHOM
nnowankn pPerucTpupyemMoro JfekapCcTBEHHOro npenapara, B Ciyyae, ecnu npou3BOACTBO JIeKapCTBEHHOro
npenapara ocywectenseTcs B Poccuiickoi ®enepaunu;

(MyHKT B pepakumun, BBegeHHON B gencteme ¢ 15 nioHs 2018 roga PenepanbHbiM 3aKOHOM 0T 4 uoHsa 2018 roga
N 140-® 3. - CM. Npeabioyllyto peaakumio)

4) KOMWIO BbIAAHHOM YMOJNIHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOOMTENS JIMLEH3MM Ha MNPON3BOLCTBO
NeKapCTBEHHOro MpenapaTta U ee MNepeBoll HA PYCCKU A3blK, 3aBEPEHHbIe B YCTAHOBMIEHHOM MOPSOKe, a Takxe
KOMUIO 3aK/II0YEHNSI O COOTBETCTBUM MPOV3BOANTENS NEKapCTBEHHbIX cpelcTB TpeboBaHMsIM NpaBun Hagnexaiwen
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NPON3BOACTBEHHON MPaKTWKKW, BblOAHHOIO YMOJHOMOYEHHbIM befepasibHbiM OpraHoM WCMOMHUTENbHOM BRactu B
OTHOWEHNN MPOWM3BOACTBEHHON MNAOWAAKN PErucTpmpyemMoro NnekapCTBEHHOro npenapara, WavM KOMuio peleHus
YyrnosHOMOYEHHOro  befepanbHOro  opraHa WCMONMHWUTENbHOW  BnactTu O  MNPOBELEHWM  MHCMEKTUPOBaHUSA
NpoM3BOAMTENS NIeKapCTBEHHbIX CPEeAcTB, B CfyYyae, e€ecnvM MNpPOM3BOACTBO NEKapCTBEHHOro npenapara
ocyuecTsngeTca 3a npegenamu Pocecuiickon denepaunu;

(MyHKT B peaakummn, BBeaeHHoN B aencteme ¢ 15 nioHsa 2018 rona denepanbHbIM 3aKoHOM OT 4 nioHsa 2018 ropa
N 140-® 3. - CM. Npeabioyllyo pesakumio)

5) NPOEKT MHCTPYKUMU NO MeAMUMHCKOMY MPUMEHEHMIO NEKAPCTBEHHOro mpenapara, coaepxalel cneayowme
CBeAeHs:

a) HaMMeHOoBaHVe NeKapCTBEHHOro npenapaTa (MeXayHapoaHOe HenaTeHTOBaHHOe, UNW TPyNnMPOBOYHOE, UMK
XUMMYECKOE 1 TOProBOE HaMEeHOBaHWS);

6) nekapcTBeHHasi popMa C yKka3aHUMEM HAVMEHOBAHWA U KONMYECTBEHHOIO COCTaBa AEWCTBYIOWMUX BEIWECTB U
KQYeCTBEHHOrO0 COCTaBa BCMoMmoraTesfibHbiX BewecTB (MpU  Heob6XOAMMOCTU  KOJIMYECTBEHHOr0  COocTaBa
BCMOMOraTe/NbHbIX BELECTB);

B) OnMcaHuWe BHELLHErO BMAA NEKapPCTBEHHOrO nNpenapara LS MeauLMHCKOro NpUMEHEHNs;

r) OM3UKO-XMMMYECKUE CBOMCTBA (LNs paanodapMaLeBTMYeCKNX NeKapCTBEHHbIX NPenapaTtos);

I) hapmakoTepaneBTUYeckasi rpynna, KoL feKapCTBEHHOro npenaparta Afis MeAWLMHCKOro NPUMEHEHUs Mo
aHaTOMO-TepaneBTUYECKO-XUMUYECKOA  Knaccudbukauuy,  PeKoMeHOOBaHHOM BcemupHoii  opraHusauueit

30paBOOXpPaHeHns, UK yKasaHne "romeonaTuyeckunii 1ekapcTBeHHblIn npenapart”;

e) apmakogmMHammka © PapMakokKMHeTMKa (3a WCK/IOYEHMEM (DAPMaKOKUHETUKU ToMeonaTuyecKmx
NeKapCTBEHHbIX MpenapaToB 1 pacTUTE/NbHbIX NEKAPCTBEHHbIX NPenapaTos);

X) nokasaHusi ons NPUMEHEHUS;

3) NPOTMBOMOKA3aHNS ANst NPUMEHEHWS;

1) Mepbl NPELOCTOPOXHOCTU NPY NPUMEHEHWNN;

K) yKasaHue BO3MOXHOCTU U 0COOEHHOCTEN NPUMEHEHUs NeKapCTBEHHOro npenapata ANs MeLULMHCKOro
NPUMEHEHNSI B6EPEMEHHBIMUA XEHIWMHAMM, XEHWWHAMK B MEpUo rpyaHOro BCKapM/IMBAHWUS, OETbMU, B3POC/bIMM,
VMEIoLMMUN XPOHUYecKne 3aboneBaHuns;

N) PEeXuMm [o3MpoBaHusi, crnocobbl BBEOEHUS U MPUMEHEHWs, NPy HeobXoOMMOCTM BpPeEMsS npuema
NleKapCTBEHHOro npenaparta Ans MEAMUMHCKOro NMPUMEHEHUS, NPOAONXUTENbHOCTb NEYEHUs, B TOM YnCne y neTei

OO0 n nocne ogHOro roaoa;

M) BO3MOXHble HeXenaTtenbHble peakuunn npu npuMeHeHnn nekapcTtBeHHOro npenapara gnsa MeonuunHCKOoro
NPUMEHEHNA;

H) CUMNTOMbI NEPEAO03MPOBKY, MEPBI MO OKa3aHMIO NOMOLWM NP NEPea03VPOBKE;
0) B3auMogencTBre C APYriMy NeKapCTBEHHbIMY NpenapartaMi n (M) NULWEBLIMIA NPOAYKTaMU;
n) OOpPMbI BbiMycka nekapcTBEHHOro npenapaTa;

p) ykasaHue (npu HeobxoamMmocTu) ocobeHHOCTEel OEWCTBUS NEKAPCTBEHHOro mnpenaparta Ans MeauuUHCKOro
NMPUMEHEHVSI MPU NEPBOM NMPUEME U MPU €ro OTMEHE;

c) onucaHve (nNpu HeobxoaMMOCTMW) OeicTBMiA Bpada (dbenbiwepa) 1M (MnM) naumeHTa NpuU nNpornycke npuema
OLHOW NN HECKONBbKMX 003 NEKapCTBEHHOro npenapara Ans MeauuUMHCKOro NpUMeHeHns;

T) BO3MOXHOE BNNAHWE JieKapCTBEHHOro npenapara gna MeaunumHCKOro npuMeHeHnsa Ha cnocobHoCcTb
ynpaBnAaTb TPAHCNOPTHbIMU CpencTBaMin, MeEXaHN3MaMI,
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Y) CpOK rogHOCTM W YyKa3aHue Ha 3anpet npuMeHeHusa nekapCTtBeHHOro npenapara ansa MegunumHCKOro
NPUMEHEeHNsA No NCTedYeHUn CpokKa rogHOCTU;

o) yCNnoBus XpaHeHUs;

X) yKkasaHne Ha HeobXx0AMMOCTb XpaHEeHWs NeKapCTBEHHOro npenapaTta AN MeOVMUMHCKOrO MPUMEHEHUs B
MecTax, He4OCTYMHbIX ONs AeTei;

U) ykasaHue (Npu HeobXOOUMOCTM)  cneunanbHblX Mep  NPELOCTOPOXHOCTU  MPU  YHUYTOXEHUU
HEeMCnob30BaHHbIX NEKaPCTBEHHbIX NPenapaToB 415 MEANLVNHCKOrO NPUMEHEHUS;

4) YCNoBMS OTNyCKa,;
W) HaMMeHoBaHMS 1 agpeca NPOM3BOACTBEHHbIX MNOWAA0K NPON3BOANTENS NEKAPCTBEHHOro npenapara;

ll) HauMeHoBaHWe, afpec OpraHvM3auun, ynolHOMOYEHHOW AepXaTeneM UNU BrnagenbuUeM perucTpaumoHHOro
yIOCTOBEPEHUSI NEeKapCTBEHHOro npenapata [AONs MeOULMHCKOrO MPUMEHEHMS Ha MPUHATUE MpeTeH3uid oT
notpebutens;

6) WMHCTPYKLUMIO NO MeAMLUMHCKOMY MPUMEHEHUIO MM KPaTKyl XapakTepUCTWKYy NeKapCTBEHHOro npenapara,
yTBEPXAEHHbIe B CTPaHe NPOV3BOANTENS;

7) NpOeKTbl MakeTOB MEPBUMYHOW YNaKkOBKM W BTOPUYHON YMakOBKW JNIEKAPCTBEHHOrO npenapaTa [Aans
MEONLIMHCKOrO NPUMEHEHUS;

8) nNpoekT HOPMaTMBHOW HOOKYMEHTauuu WM HOPMaTUBHOrO OOKYMEHTa Ha fIeKapCTBEHHbIA npenapart nns
MeOMLMHCKOr o NpuMeHeHns nmbo ykasaHne CooTBETCTBYIOWEN (DapMaKonenHoi cTaTbm;

9) LOKYMEHT, coaepXawmnii MHGPoOpMaLMo 0 HaNUYMM MM 06 OTCYTCTBMN (PAKTOB PermcTpauun nekapcTBEHHOro
npenapara 4ns MeguUMHCKOro NnpMMeHeHns 3a npenenamm Poccuiickoin denepauuu;

10) KonuM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM TMOPSAKE M MOATBEPXAaloWwMXx (akT pernctpauum
NleKapCTBEHHOr O Npenaparta B MHOCTPaHHbIX rocy1apCTBax B Ka4yecTBe opdaHHOro ekapCTBEHHOro npenapara;

11) nnaH ynpaBneHus pwuckamn nns OMONOrMYECKMX NEeKapCTBEHHbIX MpenapatoB ANs  MeAuLUUHCKOro
NPUMEHEHNS;

12) DOKyMeHT O cucTeMe papmakoHadsopa aepXartens wiav Bnagenbua pPerucTpauroHHOro yooCTOBepeHUs
NeKapCTBEHHOrO npenapara;

13) AOKYMEHT, MOATBEP X AAIOWMA Ka4ecTBO NeKapCTBEHHOro npenapara Tpex NPOMbIWIEHHbIX cepuii (MPOTOKON
aHanusa unu ceptudpmkaTt aHanmaa), oaHa cepust KOTOpPOoro LONXHa coBnaaath ¢ cepuein obpasua nekapcTBEHHOro
npenapara aas MeauUMHCKOro NpYMeHeHus, NpeacTaBIeHHOro Ha rocyjapCTBEHHYIO perucTpaumio.

(HacTb B pepakuun, BBeneHHol B feincteue ¢ 1 sHeaps 2016 roga denepanbHbIM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - CM™. Npeaployllyto peaakumio)

5. Pazgen xummnyeckoii, hapMaLeBTUYECcKon 1 BUONOrMYeckor LOKyMEHTauMn BK/oYaeT B cebsi HOKYMEeHTh,
coaepxauwme MHpopMaumio o dapMaLeBTUYeckon cybcTaHuum 1 NeKapCTBEHHOM Mnpenaparte Aas MeauLMHCKOro
NPUMEHeHWs, NpoLuecce ero Npon3BoACTBa U MeTodax KOHTPOS KayecTBa, B TOM Yucne:

1) KonMWio [OOKyMEHTa, COAepXawero cnemywowylo WHdopMaunio o dapMaueBTMyeckor cybctaHuum unm
hapmaLeBTUYeCcKMX cybcTaHUMsX, BXOASILMX B COCTAB NIEKAPCTBEHHOMO Npenaparta, 3a UCKIIYEHNEM UHdbopMaLIMK
0 (hapMaueBTUYEeCKNX CyOCTaHUMSAX, BKMIOYEHHbIX B TOCYAAPCTBEHHbIA PEECTp NEKapCTBEHHbIX CPEACTB B
COOTBETCTBUM CO cTaTben 34 HacToswero denepanbHOro 3akoHa:

(A63au B penakuuun, BBeAEHHON B AencTBue ¢ 28 nekabps 2019 roga depepanbHbiM 3aKOHOM OT 27 Oekabps
2019 ropa N 462-d 3. - CMm. npenploywyo peaakumio)

a) HauMeHoBaHWe hapMaLeBTNYecKol cybcTaHumK, ee CTPYKTypa, oblue CBOMCTBA;

6) HaMMeHoBaHVe 1 aapec NPOU3BOAUTENS;
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B) TeXHONorns npou3BOACTBA C ONUCaHWEM CTaguii NPOU3BOACTBA W METOLOB KOHTPONS Ha BCex CTaamax
npon3BoaCcTBa;

r) onvcaHme paspaboTku npouecca Nnpon3BOACTBa;

[) onncaHme KOHTPONS KPMTMYECKUX CTaamMin NPOn3BOACTBA 1 MPOMEXYTOYHON NpoayKuuu;
€) DOKyMeHTanbHoe NoOATBEpPXAeHMe (Banuaaums) NpoLeccoB U (MIKN) NX OLEHKA;

) CBOWCTBA 1 CTPYKTypa OENACTBYIOWNX BELWECTB;

3) XxapakTepucTuka npuMecein;

1) cneumndomkaums Ha oapmaueBTUYecKyto cybcTaHumio n ee 060CHOBaHME;

K) aHanuTMyeckme MeTOOUKW, UCMONb3yeMble MPU OCYLWECTBNEHWN KOHTPONS KadyecTBa cpapMaLleBTUYecKo
cybcTaHumm;

n) OOKYMeHTanbHoe NoATBEPXAEHUE (Bannpaumns) aHanmTuYecknx MeToamk, UCnoNb3yeMblX NPy OCYLWECTBIEHNN
KOHTPONS KayecTBa oapMaLeBTUYeCKOi cybcTaHumm;

M) pe3ynbTaTbl aHann3a cepuii oapmaLeBTUYeckon cybcTaHumu;

H) NepeyeHb CTaHAapTHbIX 06pa3LIOB UM BELWECTB, UCMOb3YEMbIX NMPU OCYLECTBAEHN KOHTPONS KAYeCTBa;

0) onucaHve xapakTepucTuK 1 CBOMCTB YNakoBOYHbIX MaTepnasnos 1 YKYNOpPOYHbIX CPEACTB;

n) DaHHble 0 CTabunNbHOCTK PapMaLEBTUYECKOW cybCTaHLmK;

p) CPOK rogHOCTY;

1_1) B OTHOWEHUN dpapMaLEBTMYECKUX CyOCTaHLMA, BXOOAWMX B COCTAB JEKAPCTBEHHOrO npenapara u
BKJ/IIOYEHHbIX B FOCYAapCTBEHHbII pPeecTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO CTaTbei 34 HacToswero
®denepanbHOro 3aKoHa, - Konmsa JOKyMeHTa, coaepXallero cneayouyo MHopMaumio:

a) HaMMeHoBaHWe chapMaLeBTMYeckoi cybcTaHumn, ee CTPYKTypa, obwme CBOMCTBa;

6) HauMeHOBaHWe 1 aapec NPON3BOAUTENS;

B) pe3ynbTaThl aHanM3a cepuii oapmaLeBTUYeckon cybcTaHumu;

) CPOK rOOHOCTW;

(MynkT 1_1 mononHmMTenbHO BKAOYEH ¢ 28 nekabpsi 2019 ropa depepanbHbiM 3aKkoHOM OT 27 aekabps 2019

roga N 462-93)

2) [LOKYMEHT, colepXawwuii cnegywowme CBEOEHUS O JIEKAPCTBEHHOM MpenapaTte Aas MeLMUMHCKOro
NpVMEeHeHNs:

a) onvcaHue 1 cocTaB NekapCTBEHHOro npenaparta Ans MeANUMHCKOro NPYMEHEHUS;
6) onucaHve dpapmaueBTyeckol paspaboTky (06ocHoBaHVe BeiBopa cocTaBa, NepBMYHOM YNaKOBKM U UHOTO);

B) TEeXHONorns npou3soAcTBa C OnucaHWem ctaguvii NPOVM3BOACTBA W METOAO0B KOHTPONSA Ha BCeEX CTaamsax
npon3BoACTBA;

I) onMcaHne KOHTPONS KPUTUYECKMX CTaamii npouecca NponsBoLACTBA Y MPOMEXYTOYHON NPOaYKLMUN;
Il) HauMMeHoBaHWE ” ajpec MecTa OCyWeCTBNEeHWs MPOM3BOLACTBA JNIEKAapPCTBEHHOrO npenapaTta Ans

MEOMLMHCKOrO MNPUMEHEHNs (B Cnyyae HanuyMs HECKONbKUX Y4YaCTHUKOB MpoLecca Npov3BOoAcCTBa HeobXxoammo
yKasatb KaXgoro U3 Hux);
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e) dpapmavueBTnyeckas COBMECTUMOCTb;

) MUKPOBMONOrNYeCKE XapakTePUCTUKU;

3) MaTepmanbHblii 6anaHc oS NPOM3BOLACTBA CEPUM FOTOBOrO NPOAYKTa;

1) onucaHne XxapakTepucTuK 1 CBOMCTB YNakoOBOYHbIX MaTEPUANoB M YKYNOPOYHbIX CPEOCTB;

K) OOKyMeHTanbHoe noaTeepXaeHve (Banngauns) npoueccos NPon3BoLACTBa U (UNN) UX OLEHKA;

n) TpeboBaHUs K KayecTBy BCMOMOraTeslbHbIX BEWECTB (CepTudpmkat, cneumgukaums Ha BCROMOraTtesibHble
BellecTBa U nx o6ocHoBaHme);

M) aHanuTMYeckne MeTOHMKWU, MCMONb3yeMble MPU OCYWECTBEHUM KOHTPONS KayecTBa BCMOMOraTteNbHbIX
BELLEeCTB;

H) OOKYMeHTanbHoe NoATBEPXAEHUE (Bannpaumns) aHanmTuYecknx MeToamk, UCNoNb3yeMbIX NPy OCYLWECTBEHNN
KOHTPONA Ka4yecTBa BCMOMOraTebHbIX BEWECTB;

O) nHdpopmaums 00 1CNoNb30BaHMM BCNOMOraTenbHbIX BELWECTB YE/T0OBEYECKOr0 1 XNBOTHOMO NPOUNCXOX OEHUA;
I'I) nHdpopmaums 06 1CNoNb30BaHMN HOBbLIX BCMIOMOraTeIbHbIX BELWECTB;

p) TpeboBaHUSI K KayecTBy NeKapCTBEHHOro npenaparta Ans MeauumMHCKOro npuMEHEeHus (cepTudpukar,
crneundrkaumsl Ha NekapcTBeHHbIM npenapaT 1 nx 06ocHoBaHMe);

C) aHannTnyeckne MetTooukn, wuUcnonb3dyemble MNpun OCywecCTBNEHNN KOHTPONA KayecCTBa JieKapCTBEHHOro
npenapara ongd MeguunHCKOro npuMeHeHn4;

T) OOKyMeHTanbHOe noaTeepXneHne (BaFIVI,EI,aLI,I/Iﬂ) aHannTn4eCckmnx MeToaunk, NCnoJib3yembixX Npun oCylwecCcTBneHnn
KOHTPONA KayecTBa JieKapCTBEHHOro npenaparta ongd MeguunHCKOro npuMeHeHuns;

y) pe3ynbTaTtbl aHannM30B Cepuin NeKkapCTBEHHOro npenapara ans MeanLMHCKOro NPUMEHEHNS;
o) XxapakTepucTuka npumecei;

X) NepeyeHb CTaHOapTHbIX 06Pa3LOoB, MCMO/b3YEMbIX MPU OCYLECTBIEHUN KOHTPONS Ka4yecTBa NeKkapCTBEHHOro
npenapara ons MeLULMHCKOro NPUMEHEHNS;

L) faHHble 0 cTabnbHOCTW NeKapCTBEHHOro npenapara Ans MeANLMHCKOro NPUMEHEHNS.
(YacTb B penakumn, BBeAeHHoW B fecteue ¢ 1 sHaps 2016 rona denepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

6. Pazpen Cp&pMB.KOFIOFI/I‘-IGCKOVI, TOKCUKONOrMyeckom OOKyMeHTauunnm BKno4yaeT B cebst oTyeTbl 0O pe3ynbTarax
OOK/IMHNYECKUX NCCnenoBaHum nekapcTBeHHOro cpeacrtea ons MegnumMHCKOro npuMeHeHus, B TOM 4ucne:

1) oTyeT 0 papMakoaAMHAMMNYECKUX NCCNENOBAHNSX;

2) oT4yeT 0 hapMakOKUHETUYECKMX NCCEeNOBaHUSX;

3) 0TYEeT O TOKCUKONOrMYECKMX NCCNEA0BAHMSAX.

(HacTtb pononHuTenbHO BKAoYeHa ¢ 26 okTsabpsa 2010 rona PenepanbHbiM 3akoHoM oT 11 okTa6ps 2010 roga N

271-®3; B pefakumuv, BBefeHHon B peicteue ¢ 1 aHBaps 2016 roga denepanbHblM 3aKkOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

MonoxeHust yacTn 6 HacTosiwe ctatbk (B peaakumm ®enepanbHoro 3akoHa ot 11 okTs6ps 2010 rona N 271-
®3) NnpyMeHsATCS K NPaBOOTHOWEHNAM, BO3HUKIWMM NOCNe AHS BCTynneHus B cuny ans Poccwuiickon depepaunn
npoTtokona o npucoeanHeHun Poccuiickon ®epepaumm K BceMmpHOW TOpProsol opraHuM3auuu - CM. cTatbio 2
®depnepanbHoro 3akoHa ot 11 okT5a6psa 2010 rona N 271-d3.
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7. Pasgen kKnnHu4yeckom OOKyMeHTauunnm BknoyaeT B cebst oT4eThl O pesynbTaTtax KAMHUYECKUX uccnenoBaHui
nekapcTBeHHOro npenaparta anasa MeanumHCKOro npuMeHeHns, B TOM 4ncne:

1) oTyeTbl 06 MccnemoBaHUSIX GUOAOCTYMHOCTU U OMO3KBUBANEHTHOCTW, WCCNEeAOBaHMSIX, YCTAHABIMBAOLWMX
KOppensumio pesynbTaTos, NOAyYEHHbIX B YCIOBUSIX in Vitro 1 in vivo;

2) oTYeTbl 0 PAPMAKOKUHETUYECKUX NCCNELOBAHUSX;
3) 0T4eThl 0 PapMakoaUHAMUYECKMX UCCNELOBAHNSX;
4) 0T4YeTbl O KIMHUYECKNX UCCNEA0BAHNAX 3CPEKTUBHOCTM 1 BE30NACHOCTY;

5) oT4eT 0 NOCTPErMCTPaLMOHHOM OMbITE NPUMEHEHNS (MPW HANUYNN).
(Hactb mononHuTenbHo BkoYeHa ¢ 1 aHBaps 2016 roga denepanbHbiM 3akoHOM 0T 22 nekabps 2014 roma N
429-D3)

8. TpeboBaHus kK 06 beMy UHGOPMALIMK, NMPENOCTABNSEMOl B COCTABE PEMMCTPALMOHHOIO AOCbE, A5 OTAENbHbIX
BMOOB JIeKapCTBEHHbIX MpenapaTtos AN MeAMUMHCKOro MPYMEHEHUs YycTaHaenMBalTCA  YMNONHOMOYEHHbIM
henepanbHbIM OPraHoM UCMONHUTENLHOM BNacTu.

(YacTb pononHuTenbHo BkAoYeHa ¢ 1 sHBaps 2016 roga denepanbHbiM 3akoHOM OT 22 nekabps 2014 ropa N
429-D3)

9. B OTHOWEHNM NeKapCTBEHHbIX Npenaparos, paspeleHHbiX A8 MeOUUUHCKOro npuMmeHeHus B Poccuiickor
depepaunm bonee pBajuatM NeT M B OTHOWEHWM KOTOPbIX HEBO3MOXHO MNPOBEOEHUE WCCNELOBAHWA UX
6103KBMBANEHTHOCTY (3@ MCK/OYeHNEM BMONOrnmyeckmx NeKapcTBEHHbIX MPenapaToB), [OMycKaeTCsl BK/OYEHME B
cocTae pasfena dpapmMakonormyeckom, TOKCUKONOrM4Yeckon OOKyMeHTauum 1 pasgena KanHM4eckon JoKyMeHTaumu
BMECTO oTyeTa paspaboTtymka o peayibTatax CoBCTBEHHbIX LOKMMHUYECKMX NCCNEeL0BaHUIA TIEKAPCTBEHHbBIX CPEACTB
N KNMHWYECKMX UCCNEeRO0BaHNA NeKapCTBEHHbIX MPENapaToB 415 MeOULMHCKOro NPUMeHeHNs 063opa HayyHbIx paboT
0 peaynbTaTax LOK/MHUYECKUX WCCNEeOOBaHWUMA NEeKapCTBEHHbIX CPEACTB U KAMHUYECKUX WCCNeOoBaHWi OaHHbIX
NeKapCTBEHHbIX NpenapaTos, B TOM YUCNE BK/K0Yas OMbIT UX MOCTPErnCTPaUmMOHHOrO NPUMEHEHMS.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 saHBaps 2016 rona depepanbHbiM 3aKoHOM 0T 22 nekabpst 2014 rona N
429-03; B pepakumn, BBeaeHHoW B aelicteme ¢ 1 mapTta 2020 roga PenepanbHblM 3aKOHOM OT 27 gekabpsa 2019
roga N 475-®3. - C™m. npegplaylyio pegakuuio)

10. Mpu rocynapcTBEHHON permcTpauuy BOCNPOW3BEAEHHbBIX IEKAPCTBEHHbIX MpenapaToB ONsi MeAULMHCKOro
NPUMEHEHNS [OMyCKaeTCs BK/OYEHME B COCTAB pa3aena oapMakonornyeckom, TOKCUKONOrMYECKON AOKYMEHTALUN U
pasgena KIMHUYECKOM LOKyMEeHTauuMu BMEcCTO oTyeTa paspaboTyvka o pesynbtaTax COOCTBEHHbIX AOKIUHUYECKUX
nuccnenoBaHuii NeKapCTBEHHBLIX CPeACTB 0630pa HayyHbix paboT O pesynbTaTtax LOKIMHWYECKMX WCCNELOBAHWIA
pedepeHTHOro NeKapCTBEHHOro npenapata W MnpeacTaBfieHMe BMECTO KJIMHUYECKUX WCCNeAOoBaHWiAi B MOJSIHOM
06beme, YCTAHOBMIEHHOM PA3LENOM  K/IMHWYECKOA AOKYMeHTauuu, oTyeTa O pe3ynbTatax WCChenoBaHuii
6103KBMBANEHTHOCT BOCMPOM3BEOEHHOIO JIEKAPCTBEHHOrO npenapata AN MeauUMHCKOro npuMmeHeHus. He
TpebyeTca npeAcTaBneHMe OT4yeTa O pe3ynbTatax WUCCnenoBaHuii BUOSKBMBANEHTHOCTUM BOCMPOU3BELEHHOMO
NeKapCTBEHHOrO npenapata ANl  MeAUUMHCKOrO MPUMEHEHUS, €CNM  PEerucTpupyloTCs BOCMPOU3BEAEHHbIE
NeKapCTBEHHbIE NpenapaThl ANs MEAULMHCKOrO NPUMEHEHNS, KOTOpbIE:

1) npefHasHayveHbl AN NapeHTepanbHOro (MOAKOXHOM0, BHYTPUMBILEYHOrO, BHYTPUBEHHOMO, BHYTPUMN1a3HOro,
BHYTPWMNONOCTHOrO, BHYTPWUCYCTABHOIO, BHY TPUKOPOHAPHOI0) BBEAEHNS 1 NPeAcTaBnsiioT coboli BOAHbIE pacTBOpbI;

2) npeacTaBnsioT coboit pacTBOPbI 4151 NEPOPANbHOr0 NPUMEHEHWS;
3) npon3BeneHbl B (hOpMe MOPOLLKOB UAN IMOPUNN3aTOB AN NPUrOTOBEHNS PacTBOPOB;
4) aBns0TCA rasamu;

5) SBNSAOTCA YWHLIMA WX [Na3HbIMK NIeKapCTBEHHbIMY Npenaparamin, Npou3BedeHHbIMU B (DOPME BOLHbIX
pacTBOPOB;

6) NpeaHa3HayveHbl 415 MECTHOMO NMPUMEHEHNS 1 NMPUIrOTOBNEHBI B (DOPME BOLHbIX PACTBOPOB;

7) npenctaBnsoT coboit BOAHbIE pacTBOPbI AN1s MCMOMb30BaHUS B (POpMe MHransiuumii ¢ nomolbio Hebynaisepa
WKW B KQ4eCTBe Hal3aNbHbIX CNPeeB, NPUMEHSAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
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(Hactb mononHuTenbHo BktoveHa ¢ 1 aHBaps 2016 ropna depepanbHbiM 3aKoHOM 0T 22 nekabps 2014 rona N
429-0 3)

11. [Ona cnyyaes, ykasaHHbiXx B nyHkTax 1-3, 5-7 yactu 10 HacToswen cTtaTbW, BOCMPOM3BELEHHbIN
NeKapcTBEHHbIV npenapar Ans MeOUUWHCKOro MNpuUMEHeHWs OONXEH codepXaTb Takue Xe BcrnoMorartesbHble
BelWecTBa B TakWX Xe KOMnyecTBax, Kak W pedepeHTHbIi nekapcTBeHHb npenapat. Ecnm  coctaebl
BCMOMOraTefibHbIX BEWeCTB pasnMyaloTcs, 3asBuTeNb [ONXEH MpencTaBuTb jAokasartefnbcTBa TOro, YTO
MCNonb3yemble B AaHHbIX KOHLEHTpauusix BCroMoratesibHble BelWecTBa He BAUAOT Ha 6e3onacHocTb u (1nn)
3(PPEKTUBHOCTb NEKapCTBEHHOro npenapara nng MeauuuHCKOro npuMmeHeHuns. B cnyyae, ecnu 3aaButenb He
MOXET MpeacTaBuTb Takue gokasaTenbcTsa M (MIM) He uMeeT JOCTyna K COOTBETCTBYIOWMM AaHHbIM, OH OOMXEH
NPOBECTW COOTBETCTBYIOWME UCCNEOOoBaHNS ON8 [oKasaTenbCTBa OTCYTCTBMSA BAUSAHUS pasHbiX BCMOMOraTesbHbIX
BELLECTB MM BCMOMOraTe/ibHbIX YCTPOWCTB HA 6e30MacHOCTb U (Mn) 3PEKTUBHOCTb NEKAPCTBEHHOrO npenapara
ONna  MeOVUMHCKOro MPUMEHEHWst B NOpsdKe, YCTAHOBNEHHOM YMNONHOMOYEHHbIM doedepalnbHbiM - OpraHom
WCMONHUTENbHOW BRacTu.

(Hactb mononHuTenbHo BKtoYeHa ¢ 1 sHBaps 2016 rona depepanbHbiM 3aKoHOM 0T 22 nekabps 2014 rona N
429-0 3)

12. Mpu rocynapCTBEHHON permcTpaummn KoMbnHauuii paHee 3aperucTprpoBaHHbIX NEKaPCTBEHHbIX NpenapaTos
AN MeOUUWHCKOrO  MPUYMEHEHUsI  OONyckaeTCs  BK/KYEHMEe B COCTaB pasgena ¢oapMakofiornyeckom,
TOKCVKOMNOIMYECKol [OOKYMEHTauMM 1 pasfena KAUHWMYECKOW [OKyMeHTauuum BMeCTO oTyeTa paspabotumka o
pesynbtatax COBCTBEHHbIX OOKAMHUYECKMX WCCNELOBAHWIA NEKapCTBEHHbIX CpeacTB o063opa HayyHblx paboT o
pesynbTartax [OOKJMHUYECKUX WCCNefoBaHUn peddepeHTHbIX fIeKapCTBEHHbIX npenaparos, BXOASWMWX B COCTaB
KOMOVHaLUM NekapCTBEHHbIX NpenapaTtos, 1 06 0TCYTCTBUM X B3aUMOLENCTBUS B OHOI NIeKapCTBEHHOW (hopMe.

(HacTtb mononHuTenbHo BktoyeHa ¢ 1 aHBaps 2016 ropa depepanbHbiM 3akoHOM 0T 22 nekabps 2014 ropa N
429-0 3)

13. Ha akcnepTtnsy pasfnmyHbIX NeKapCTBEHHbIX (POPM OOHOrO M TOro Xe NeKapCTBEHHOro npenapara ans
MeIVLMHCKOro NpUMEeHeHus 3asBuTeNb NpeacTaBnser OTAefNbHble 3asiBNeHuMs U perncTpaumoHHble OoCbe Ha
KaX Aoyl nekapcTBeHHy coopMy. [Mpu ycnosun OLHOBPEMEHHOW MOAayn Ha SKCNEepTU3y OOHOW NeKapCTBEHHOMN
(POPMbl C Pa3NNYHbLIMM [O3UPOBKON, KOHLUEHTpauunel, 06beMOM 3asBMTENb NPEACTABNSAET OOHO 3asBNEHME U
PEermcTpaumMoHHOE O0OCbe C MPUNOXEHNWEM MakeTOB YNakOBOK Ha KaXAyl [LO3MPOBKY, KaXAyl KOHUEHTpauuio,
Kaxaplit 06 bEM 1 KaxX[0e KONNMYECTBO 403 B YNAKOBKE.

(Hactb mononHuTenbHo BktoYeHa ¢ 1 saHBaps 2016 rona depepanbHbiM 3aKkoHOM 0T 22 nekabpst 2014 rona N
429-d3)

14. lMpwn rocynapcTBeHHON peructpauum opdpaHHOro NekapCTBEHHOro npenapaTta 3asBuTeNb npegcrasnset
nHdopMaLMio, HeobxoaMMy0 ANsi (DOPMMPOBAHUS pasfena KJIMHUYECKOW NOKyMeHTauum, B 06 bemMe, yCTaHOBIEHHOM
YMNONHOMOYEHHbIM doefepanbHbIM OPraHOM UCMOTHUTENbHON BNacTu.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 aHBaps 2016 rona depepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-D3)

15. |_|pl/| perncrtpaunmn 6ronornyeckoro NnekapCTBeHHOro npenapara, nosly4eHHOro m3 KpoBW, Mna3Mbl KPOBU
yenoseka, B COCTaBe pPerncrtpauMoHHOro AOCbe Ha fIeKapCTBEHHbI npenapaTr Ansa MeduUWHCKOro npuMeHeHuns
LOMXHbl ObITb npenctasnieHbl AONONHNTENDBbHO!

1) B pasgene [OKYMeHTauuMuM aOMUHUCTPATUBHOIO XxapakTepa [HOOKYMEHT, codepXawuh uHdopmaumio o
cybbekTax obpauweHuns JOHOPCKOW KPOoBM 1 (MN) ee KOMMOHEHTOB, O TOM, rae Bbina ocywecTBneHa agoHaumst (KpoBu
n (M) nnasmbl KPOBM), a TakXe AaHHble 00 MHEKUMOHHbIX 3a60neBaHMsAX, Nepelatowmxcs napeHTepanbHbIM
nyTeM, MHcpopMaums o cybbekTax obpalleHnss [OHOPCKON KPOBU 1 (MNN) €e KOMMOHEHTOB, B OTHOWEHMUN KOTOPbIX
OCYLECTBNAETCS KOHTPONb JOHOPCKOW KPOBU U (UNN) €€ KOMMOHEHTOB;

2) B pasgene XxMMmM4eckom, papMaLeBTMYECKON 1 B1ONOrMYeckol AOKYMEHTaLUN:

a) kpuTepum 1 cnocobbl 0T60pa, TPAHCNOPTUPOBAHNS U XPaHEHNSI LOHOPCKOW KPOBU U (UNIM) €€ KOMMOHEHTOB;

6) pesynbTatbl UCCNEAOBaHWA OTOBPAHHBLIX AOHOPCKON KPOBWM U (MAM) MnasMbl KPOBU M MYN0B HAa Hanuuve
BO3OyauTENE MHGEKUMA, BKNOYas MHGOPMaumio 06 MCNoNb30BaHHbIX METOAMKAx WCCNeAoBaHWiA U B chydae
nUccnenoBaHus nynoB Mnas3mbl KPOBW peaynbTaThl JOKYMEHTaNbHOro NOATBEPXAESHNS (BanmaaLlmmn) UCnob30BaHHbIX

MeToduK;

B) TEXHUYECKME XapaKTepUCTWKM ynakoBKM Ans otbopa AOHOPCKOW KPOoBU W (MAM) Nna3Mbl KPOBW, BKIOYAS
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nHgopmMaL Mo 06 NCMONb30BAHHBLIX PACTBOPAaX aHTMKOArynsHTOB.
(Hactb mononHuTenbHo BktoyeHa ¢ 1 saHBaps 2016 rona depepanbHbiM 3aKkoHOM 0T 22 nekabpst 2014 roga N
429-D3)

16. KnuHunyeckne wnccnenosaHus nekapcTBEHHOro npernaparta Ans MeouuUMHCKOro MPUMEHEHUs B LEensx ero
rocynapCcTBEHHON peructpaumm npoesoasatca B Poccuiickon denepauumn B nopsake, yCTaHOBIEHHOM cTaTbamm 38-44
HacTtosiwero ®epepanbHoro 3akoHa. OTyeT O MpPOBEOEHHbIX MCCNEeNoBaHUSX BKAOYAETCS B COCTaB pasgena
KJIMHNYECKON [OKYMeHTauuu perncTpaumoHHOro [0Cbe Ha JieKapCTBeHHbI npenapar Ansd  MeauuuHCKOro
npuMeHeHus. Ins nekapcTBeHHbIX nNpenapaTtoB Ans MeOVLUMHCKOro MPUMEHEHUS, B OTHOWEHUU KOTOPbIX B
pesynbTare 9KCNepTuabl [OKYMEHTOB, TMPEeACTaBfIeHHbIX [ONd OonpefeneHMs BO3MOXHOCTW  paccMaTpusaTb
NeKapCTBEHHbI npenapar OAs8 MeOULMHCKOro NpUMeHeHus B KayecTse OpdpaHHOro fiekapCTBeHHOro npenapara,
Takas BO3MOXHOCTb MPU3HaHa 1 B OTHOLIEHMM KOTOPbLIX NMPOBEAEHbl KMHUYECKUe UCCnenoBaHns, BbINONIHEHHbIE 3a
npenenamu Poccuitickoit denepaumm B COOTBETCTBUM C MpaBunamy Hagnexawein nabopaTtopHOi NpakTuMKu u
npasunamn Hagnexaten KJIMHUYEeCKOM MpakTUKKW, MOOryckaeTcs BK/OYEHWe B COCTaB pasfena KIVMHWYEeCKOW
JOKYMeHTauunm BMEecTo OoT4yeTa O pesynbTarax KAMHWUYECKWUX WCCefoBaHMi fiekapCTBeHHOro npenapara Anns
MeOMUMHCKOro MnpUMEHeHns, npoBeleHHbIx B Poccuiickoih dPepepaummn, otyeta O pesynbTaTax KAUHUYECKUX
nuccnenoBaHuin, BbINOMHEHHbIX 3a npedenamu Poccuiicko depepaunn.

(YacTb pononHuTenbHo BkoYeHa ¢ 1 sHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabps 2014 ropa N
429-03)

17. 3asiBuTenb BrpaBe NPenCcTaBUTb MO COBCTBEHHOW MHMLMATMBE BMECTE C 3asSBNEHUEM O FOCYLapCTBEHHOM
pernctpaumv nekapcTBeHHOro npenapara ons MeguLMHCKOro NMpUMeHeHUa OOKYMEeHTbl, NoATBepXpatolne ynnarty
rocynapCTBEHHOW MOWAUHBI U yKa3aHHble B NyHKTe 10 yacTu 2 HacToswen ctatbu. B cnyyae ux HenpeacraBneHus
COOTBETCTBYIOIWMNA YNONHOMOYEHHbIN pefepasnbHblil opraH WCMONHUTENbHOW BRacTu nposepsieT dakT ynnatbl
rocynapCTBEHHOW MOLWWHbBI 3asiBUTENEM MOCPELCTBOM UCMONb30BaHNA MHApopMaumm ob ynnate rocynapCTBEHHON
nownHbl, cogepxaltlencs B ['ocynapCcTBeHHON MH(POPMALNOHHON CUCTEME O FOCYOapCTBEHHbIX U MyHMLMNANbHbIX
nnarexax, Ha OCHOBaHWUW TMPEenCTaBfIEHHbIX 3asfBUTENEeM KOMWIA OOKYMEHTOB, MOATBepXawmowmx ynnary
rocynapCTBEHHOM MOW/WHbI.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 sHBaps 2016 rona depepanbHbiM 3aKkoHOM 0T 22 nekabps 2014 rona N
429-P3)

18. He ponyckaeTca Mcnonb3oBaHWe B KOMMEPYeCcKMX Lensx uHdopmaumm o pesynbtarax [OKANHUYECKUX
WUCCNeAOBaHUA NEKapCTBEHHbIX CPEACTB W KAUHWYECKUX WCCNEeAOBaHWA NEeKapCTBEHHbIX MpenapaTtoB Aans
MeIVLMHCKOro NpUMEHeHNs, NpencTaBNeHHON 3asiBuTenemMm Ons rocygapCTBEHHOW perucTpaumyM nekapCTBEHHOro
npenaparta, 6e3 ero cornacvs B TeYeHue WecTW NeT C AaTtbl rocylapCTBEHHON perucTpaumm pedepeHTHOro
nekapcTBeHHoro npenaparta B Poccuinckon ®enepaumu.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 aHBaps 2016 rona depepanbHbIM 3aKoHOM 0T 22 nekabpst 2014 roga N
429-D3)

19. [HepxaTtenb wWnuM Bnageney peructpaunMoHHOro YyAoCTOBEPEHWs NeKapCTBEHHOro npenapara  Ha
6UOTEXHONIOTNYECKNIA UM OPdDaHHbIA NIEeKAPCTBEHHBIA npenapat 06s3aH NpenocTaBnsiTb Ha BO3ME3AHOW OCHOBE
obpasubl pehepeHTHOro NeKapPCTBEHHOMO MpenapaTta 3asBUTENSM ANS NPOBELEHUS KJIMHWYECKUX WUCCNEeLOBAHWIA.
CTtoumocTb 06pasua pedepeHTHOro nekapCTBEHHOro npenapata, BKIOYEHHOrO B MEpPeyYeHb  XU3HEHHO
HeoOXOAMMBbIX W BaXHEWMWMX NeKapCTBEHHbIX MpPenapatoB, He [OMXHa MpeBblaTbh 3aperucTpUpoBaHHYO
npenenbHy0 OTNYCKHYIO LIEHY HA peepeHTHbIV NeKapCTBEHHbIM Npenapar Uamn LeHy Ha NekapcTBEHHbIV npenapar B
cTpaHe NpousBoauTens.

(Hactb mononHuTenbHo BkoYeHa ¢ 1 aHBaps 2016 rona depnepanbHbiM 3akoHOM 0T 22 nekabps 2014 rona N
429-D3)

20. 3asBneHue 0 rocynapCTBEHHOW pervcTpauuy BOCMPOW3BEOEHHOrO NEKapCTBEHHOro npenapara  Aans
MEeaNLIMHCKOro MPUMEHEHMUSI MOXeT ObiTb NOAaHO B YNO/HOMOYEHHbIV doefepanbHblii opraH UCMONHUTENBHOW BNacTu,
OCYLLECTBNAIOWMA roCyaapCTBEHHYIO PErncTpaumio NeKkapCTBEHHbIX Npenaparos, No UCTEYEHUN YeTbipex neT ¢ aathl
rocynapCTBEHHON pernctpauum pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickoii ®enepaumm.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 saHBaps 2016 rona depepanbHbiM 3aKoHOM 0T 22 nekabps 2014 rona N
429-P3)

21. 3asBneHve o0 rocyaapCcTBEHHOW permctpaunm buoaHanorosoro (6vononobHOro) nekapcTBEHHOro npenapara
(bioaHanora) MoxeT OblTb NOJAHO B YMNONHOMOYEHHbI (oefepanbHbli OpraH WCNONHWUTENbHOW BRacTw,
OCYLLECTB/AOWMIA roCyAaPCTBEHHYIO perucTpaumio N1ekapcTBeHHbIX NpenapaTos, Mo UCTEeYEeHUW Tpex neT ¢ Jathbl
rocynapCTBEHHOW perncTpaunm pedoepeHTHOro nekapCTBeHHOro npenapara B Poccuiickoin denepauun.

(HacTtb mononHuTenbHo BkoyeHa ¢ 1 aHBaps 2016 ropa depepanbHbiM 3aKkoHOM 0T 22 nekabps 2014 rona N
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429-03)

22. lepxatenb unv Bnagenew perucTpaurMoHHOro yaocTOBEPEHUS NeKapCTBEHHOrO npenapara npeactaenseT B
YMONHOMOYEHHbBIA (hpefepasnbHblii opraH WCMONHUTENbHOW BNAcTW, OCYILECTBASAIOWMA OYHKUUN MO KOHTPONKD U
Han3opy B cdoepe 30paBOOXpPaHeHns, oT4eT Mo pesdynbraraMm dpapmakoHansopa OOMH pas B LWECTb MECSLUEB B
TeuyeHue OByX NeT MOocne rocynapCTBEHHOM peructpauum nekapcTBeHHoro npenaparta B Poccuiickoin depepaunu,
€XerogHo B Te4eHune nocnenyowmx Tpex neT u B janbHenwem o04vH pas B NATb feT.

(Hactb mononHuTenbHo BkoYeHa ¢ 1 aHBaps 2016 roga depepanbHbiM 3aKkoHOM 0T 22 nekabpst 2014 roma N
429-D3)

KommeHTapuii k ctatbe 18

Cratbsl 19. MpuHATUE peLLeHns O Bbiaaye 3KCNEPTHOMY yUYpeXAeHUI0 3a4aHUs Ha NpoBeaeHne
3KCNepTU3bl IeKapCTBEHHOro cpeacTBa

1. B TeyeHue pecatm paboumx [HeEA CO [OHS TNPUHATUS 3asiBNEeHUs O TOCyAapCTBEHHOW peructpauum
NeKapCTBEHHOro rnpernapara COOTBETCTBYIOWMWIA YMNOMHOMOYEHHbIM beaepanbHbli opraH WUCMNOMHUTENbHOM BNacTu
NPOBOANT MPOBEPKY MONHOTbI, AOCTOBEPHOCTM W MpPaBUIbHOCTU OMOPMAEHUs MpeacTaBneHHbIX OOKYMEHTOB
perncTpaumMoHHOro Oocbe Ha NIeKapCTBEHHbIN npenapart v NPUHUMAaET pelleHne O Bblaaye 3a4aHus Ha NpoBedeHe:

1) 9KCNepTn3bl OKYMEHTOB, NpeacTaBNEeHHbIX 014 onpeneneHnsa BO3MOXHOCTU paccMaTpmeaTtb ﬂeKapCTBeHHbII?I
npenapat ANns MeOUUMHCKOro MPUMEHEHUSt MPWU OCYLWECTBNEHUM FOCyOapCTBEHHONM perucTpaumm B KadecTse
opdaHHOro nekapcTBEHHOro npenapara;

2) 9KCNepTn3bl NeKapCTBEHHOro cpenctea B 4YaCTu 3KCNEepTu3bl KadecTBa nNeKapCTBEeHHOro cpenctea W
3KCNepTn3bl OTHOLWEHNA 0XNOaeMoin nonb3bl K BO3MO>XHOMY PUCKY NPUMEHEHUA nekKapCTBEHHOro npenapara nnsa
MeaoNnUMNHCKOro NpuMeHeHns,

3) aKcnepTu3bl JIEKAPCTBEHHOIO CPEACTBA B YacTW 9KCMEPTU3bl KadvyecTBa NeKapCTBEHHOro cpencTtsa u
9KCMEepTn3bl OTHOWEHMS OXWOAEMOM MOMNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO npenapara ang
MeINUMNHCKOro npuMeHeHua B nopsanke yCKOpeHHOI7I npouenypbl 3KCNepTu3bl NeKapCTBeHHbIX Cpencts B
COOTBETCTBUM CO CTaTben 26 HacToswero depepanbHOro 3akoHa;

4) 3KCNepTn3bl nekapCTBeHHOro cpenctesa B OTHOWEHWW nekKapCTBEHHOro npenapata Ansa BeTepUHapHOro
NPUMEHEHNA.

2. YNONHOMOYEHHbIN doefeparnbHblii OpraH UCNOMHUTENbHON BNacTU YBEAOMANSET B 9NEKTPOHHOW hopMe nnu Ha
OyMaxHOM HOCWUTENe 3asBUTENs W 3KCMEPTHOE YYPEXHOEHWE O MNPUHSTOM pelWeHuM O Bbloaye 3ajaHuil Ha
NnpoBeAeHNe 3KCMepTun3, NMpeayCcMOTPEHHbIX YacTbio 1 HacTosiwer ctaTtbu, U B ClyYyae HeobxoAMMOCTU O Bbioade
paspelweHns Ha BBO3 B Poccuiickyto ®efepaunio KOHKPETHOW napTun, Cepum 3aperucTpupoBaHHbIX U (KUNN)
He3apermcTprYpPOBaHHbIX JIEKAPCTBEHHbIX CPENCTB WaM ob oTkase B NPOBEASHUU MPEedyCMOTPEHHbLIX 3KCMepTu3 ¢
yKasaHueMm MpuynH Takoro oTkasa.

3. B cnyvae BbisiBNeHNst OTCYTCTBUSI MM HEAOCTOBEPHOCTM MHAPOpMaLUMK, COAepXaWeics B NpeacTaBneHHbIX
3asBMTENIEM OOKYMEHTax, YMOJIHOMOYEHHbI doeaepanbHblii OpraH UCMONHUTE/IbHOM BNacTU HanpasnsieT 3asBUTesto
3anpoc 06 YTOYHEHWM STOW WHpopMauun (ganee - 3anpoc  YMNONHOMOYEHHOro dpelepancHOro  opraHa
WCMONHUTENbHOW BNacTuh), KOTOPbIA MOXeT BbiTb NepenaH yrnoJIHOMOYEHHOMY MPeACTaBUTENIO 3asBUTENS JIMYHO MOJ,
pacnucky, HanmpaefeH NO MoYTe 3akasHbiM  MWCbMOM UMM MepefaH B 9NEKTPOHHOU  ¢hopMe Mo
TENeKOMMYHMKALMOHHBIM KaHanam cesian. B cnyyae HanpaeneHus 3anpoca yno/JHOMOYEHHOro goeepasnbHOro opraHa
WCMOMHUTENBbHOM BNACTM MO NOYTE 3aKa3HbIM MMCbMOM OH CYMTAETCS MOMYYEHHBIM MO UCTEYEHUN WECTW OHEN C faTbl
HanpaBneHNs 3aKkasHoro NCbMa.

4. 3asButeno 06s3aH nNpeacTaBUTb OTBET Ha 3anpoc YNOJHOMOYEHHOro doedepanbHoOro opraHa
WCMONHUTENBHOW BNacTW B CPOK, He MpeBblarwWwmii gessHocTa paboumx OHeil co AHs ero nonydvexus. Cpok,
yKasaHHblli B 4acTu 1 HacToswei cTaTby, MPUOCTAHABAMBAETCS CO [HA HanpasleHWs 3asiBUTENO 3anpoca
YNONHOMOYEHHOr0 (pefiepanbHOro opraHa WCMONHWUTENbHOW BNactTW OO [OHS MONYYEHUS MM COOTBETCTBYIOLLErO
oTBeTa.
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5. OcHoBaHMeM ans oTkasa B opraHvsaummM sKcnepTus, NPenyCMOTPEHHbIX 4YacTblo 1 HacToswein craTbwy,
SBNAeTCA npencrasiieHne HeobXoOMMbIX NS nposeneHns npenycMoTpPeHHbIX 3KCNepTn3 OOKYMEHTOB B HEMNOJ/IHOM
obbeme unnu HenpenctasfneHVe 3asBUTENEM B YCTAHOBMIEHHbIA CPOK OTBEeTa Ha 3arnpoc YrNOSHOMOYEHHOro
benepanbHOro opraHa WCMNONHUTENbHOW BNacTW, a TakXe nMpeacTaBneHne [OKYMEHTOB, He coAepXauwmx
ncyepnbiBawowero nepeyHs HeobHX0OMMbIX CBEAEHWIA.

6. lMpn oTkaze B opraHuWsauMm 3KCNepTU3bl, NPEOyCMOTPEHHOW MNYyHKTOM 4 yactn 1 HacToswern cTatby,
JOKYMEHTbI, BXOAfWMe B COCTaB PEructpaumoHHOro OOCbe Ha /IeKapCTBEHHbIA Mpenapar O18 BeTepuHapHoOro
npuMeHeHnsl, MoryT 6biTb BO3BPALLEHbl 3asSBUTENO HA OCHOBAHMW €ro MUCbMEHHOrO 3anpoca, HanpaBNEHHOro B
YNONHOMOYEHHbI pefepanbHblii OpraH WCMONHUTENbHON BnacTM B TeYeHWe Tpuauatu pabounx OHeR co AHA
NMPVHSITUS YNIONHOMOYEHHBIM (helepasnbHblM OPraHoM UCMOJNIHUTENIbHOM BNacTu pelweHnst 06 oTkase B opraHusaumm
TakoM aKCnepTM3bl. YMNONHOMOYEHHbI doefepanbHbli OpraH WCMNOMHUTENbHOW BRacTu BO3BpalaeT 3asBUTENIO
yKasaHHble AOKYMEHTbI B TeueHue fecsti paboymx AHen co AHS NoslyYeHnsl COOTBETCTBYHIOWEro 3anpoca 3asBuTens.

(Hactb pononHuTenbHO BKYeHa ¢ 13 aerycta 2019 roga denepanbHbiM 3akoHOM 0T 2 aerycta 2019 roga N
297-$3)

(CtaTbs B pepakumu, BBeAeHHoM B feincteue ¢ 1 nions 2015 rona ®enepasbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - CM™. npeaployllyto peasakumio)

KommeHTapuii k ctatbe 19

Cratbsl 20. 3KcnepTy3a AOKYMEHTOB, NPeACcTaB/eHHbIX ANs onpeneNieHNst BO3MOXHOCTU
paccmaTtpuBaTth IeKapCcTBEeHHbI Npenapar Ans MeaULMHCKOro NPMMeHEHUsi NpyU OCyLLLEeCTBIEHUN
rocynapCTBeHHOM PerucTpauum B KauecTee opcpaHHOro IeKapCTBEHHOro Npenapara

1. 9kcnepTr3a OOKYMEHTOB, NPEACTABNEHHbIX 4719 ONPenEeNeHNs BO3MOXHOCTU paccMaTpmuBaTb NEKAPCTBEHHLIN
npenapar ong MeouUMHCKOrO MPUMEHEHUs Mpu OCYWECTBNEHUN TrOCyOapCTBEHHON perucTpaumm B KayecTBe
opdpaHHOro nekapcTBEHHOro rnpernapara, CoCTaBfieHMe KOMUCCWUEN 3KCMEepTOB 3aK/O4eHMs O BO3MOXHOCTM WK
HEBO3MOXHOCTU paccMaTpuBaTb NIEKAPCTBEHHbIA npenapar Ans MeauUMHCKOrO MPUMEHEHUs Npu OCYLEeCTBEHUN
rocynapCTBEHHOM permcrtpaumm B KayecTBe OpdpaHHOro nekapCTBEHHOro npenaparta v HanpasfieHue OaHHOro
3aK/oYeHns B YMNONHOMOYEHHbIA doedepalnbHblii opraH WCMONHUTENbHOW BNacTyW OCYWECTBASAIOTCA B CPOK, He
npeBbIWawWmin TpnauaTi paboynx AHen co OHA MNONYyYeHUs1 SKCMEPTHBIM YYpe X AEeHNEM 3a0aHUst YNoTHOMOYEHHOrO
goefepanbHOro opraHa WCMONHUTENbHOW BRacTM M B SNEKTPOHHOW doopMe unM Ha ByMaXkKHbIX HOCUTENsIX
HeobXoOMMbIX [OKYMEHTOB, yKasaHHblX B MyHkTax 1, 2, 5, 6, 10 yactm 4 n B Yactm 7 ctatbu 18 HacTosiwero
®denepanbHOro 3akoHa.

2. JlokymeHTbl, cogepXxawmecss B perucTpaumoHHOM A0Cbe Ha NeKapCTBEHHbIM npenapaTt WU NOCTynuBlINE Ha
OyMaxHbIX HOCUTENSAX B SKCMEPTHOE Y4YpeXAeHne ANS OCyWeCTBNAEHWS WX 3KCMepTu3bl AN onpeneneHus
BO3MOXXHOCTM paccMaTtpmBaTth JIeKapCTBEHHbIA npenapar A8 MeOuLUMHCKOro NpuMeHeHns B KayecTse opdpaHHoro
nekapcTBEHHOro npenapara, nognexar BO3BpPaTy B YMNOJNIHOMOYEHHbI cpbedepanbHblii opraH MWCMNONHUTENbHOM
BJIACTV O HOBPEMEHHO C 3aKJ/IIO4EHNSMU COOTBETCTBYIOINX 3KCMEPTUS.

(CtaTbs B pepakumu, BBeaeHHoM B feicteue ¢ 1 nions 2015 rona ®enepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - CM™. npeabloyllyto peaakumio)

KommeHTapuii k ctatbe 20

Cratbs 21. PelueHue 0 BO3MOXHOCTM paccMaTpuBaTb JIeKapCcTBEHHbIW Npenapar npu
OCYLUEeCTB/IEHUUN FOCYAapCTBEHHON perucTpaumm B KayecTse opdpaHHOr o IeKapCTBEHHOI o
npenaparta

1. B cpok, He npeBblWwaiowmin NaTn paboymnx AHer co AHS NONYyYEHUs 3aK/YEHUS, yKa3aHHOro B Yactn 1 ctatbu
20 HacTosiwero denepanbHOro 3akoHa, YMOMHOMOYEHHbI (pedepanbHbll OpraH WCMONHUTENbHOW BRacTu
OCYLIEeCTBNIAET OLEHKY MOJly4YeHHOro 3aknioyeHus Ans onpeneneHnsl ero COOTBETCTBMUS 3adaHMIO Ha npoBeleHue
COOTBETCTBYIOWEN 3KCMEPTU3bl U yBEOAOMNSET 3asiBUTENS B SNEKTPOHHOW (QOPMe MM Ha BymMaxXHOM HocuTene o
pe3ynbTatax MpPOBEAEHHON 3KCNepTU3bl C MPUNOXEHWEM KOMUW SKCMNEPTHOrOo 3akMtoyeHUs (C COXpaHeHueMm
KOHOMOEHLMANBHOCTM UHAPOPMaLMM O COCTaBe 3KCMEePTHOM KOMUCCMM) U O BO3MOXHOCTM UM HEBO3MOXHOCTM
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paccMaTtpuBaTbh NeKapCTBEHHbIA Npenapat AAs MEAMUMHCKOrO MPUMEHEHUs NMpu OCyWeCTBNEHUN FOCYLapCTBEHHO
permcTpaumnn B Ka4ecTBe opgpaHHOro nekapcTBEHHOro npenapara.

2. lpwu BbiHECEHMM KOMUCCUEN SKCMEPTOB 3ak/lOYEHWS O BO3MOXHOCTM paccMatpumBaTb NEKAPCTBEHHbIN
npenapaTr 418 MeauUMHCKOro MpUYMEHEeHWs Mpu OCYLECTBNIEHN [OCYOAaPCTBEHHON perncTpaumMm B KayecTse
opdhaHHOro nekapcTBeHHOro npenapara yrnoHOMOYEeHHbI doefepasbHblii opraH UCNONHUTENbHOW BAaCTW B CPOK, He
npesblWawWwmii AT paboynx OHe CO OHS MONYYEHUS LAHHOrO 3aK/KYEHWs, NPYHUMAeT peleHMe O Bbloadve
3ajaHng Ha NpoBedeHne 3KCMepTu3bl KayecTBa NeKkapcTBEHHOro CPeAcTBa M 3KCMepTuU3bl OTHOWEHNS O0XWUOaeMoi
Nnonb3bl K BO3SMOXHOMY PUCKY NPUMEHEeHUs NneKkapcTBEeHHOro npenapara ons MeauuMHCKOro npuMeHeHns B nopsaake
YCKOPEHHON npoLueanypbl 3KCrNepTu3bl /IEKapCTBEHHOro CpefncTBa B COOTBETCTBUM CO CTaTbell 26 HacTosAwero
denepanbHOro 3akoHa.

3. B cnyvae npuHATMS peweHWs O HEBO3MOXHOCTM paccMmatpuBatb NEeKapCTBEHHbIA npenapaTr Ans
MEONLUMHCKOrO MPUMEHEHNS NpW rOCYyONapCTBEHHOW perucrtpaumMm B KayecTBe OpdOaHHOro NeKkapCTBEHHOro
npenapara YMNOAHOMOYEHHbI doefdepanbHbIi  OpraH UCMOMHUTENbHOW BRacTu  npekpawaeT npouenypy
rocyapCTBEHHON pernctpaumm nekapcTBEHHOro npenaparta. 3asBuTenb BnpaBe 06patuTbCs B PErMcTpupyoWwmii
opraH C 3asiBNeHneM 0 rocygapCTBEHHON permcTpaunmn ykasaHHoro iekapCTBeHHoro npenapara B COOTBETCTBUN CO
ctatbelt 18 HacTosawero denepanbHOro 3aKoHa.

(CtaTbs B pepakumu, BBeaeHHon B feincteue ¢ 1 nions 2015 rona ®enepabHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - C™. npeaployllyto peaakumio)
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Cratbs 22. PelueHue 0 NpoBeneHnn KIMHUYEeCKOro uccrnenoBaHus iekapCTBEHHOro npenapara
AN MeAULMHCKOro NpUMeHeHust

(YTpaTtuna cuny ¢ 1 mions 2015 roga - ®epnepanbHblii 3akoH oT 22 fekabpsi 2014 roga N 429-d 3 . - CM. npenblayluyto
penakumio)
KommeHTapuii kK ctatbe 22

Cratbs 23. 3Kcnepm3a KadyecTBa JieKapCTBEHHOro cpenctea n akcneptm3a oTHoOLeHUs
0XWUpaeMomn Nnonb3bl K BO3MOXHOMY PUCKY NMPUMEHEeHUs NNeKapCTBeHHOro npenaparta gns
MeaULUHCKOro npuMeHeHus

1. Okcneptm3a KayectBa /1eKapCTBEHHOrO CPencTBa M 9KCNepTu3a OTHOWEHUS OXMWOAEMOWR MoNb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHNs JIeKapCTBEHHOro npenapara Ang MeOuLWHCKOro MPUMEHeHus, CocTasneHne
KOMUCCUSIMI 3KCNEPTOB 3aK/o4eHUii No pedynbtatam npoBeaeHHbIX 3KCNepTn3 1 HamnpasneHne aTux 3aknoHeHuii B
YMNOJIHOMOYEHHbIN doefepanbHblii OpraH UCMONMHUTENbHON BNacTU OCYWECTBASIOTCH B CPOK, HE MpPeBblWaloWwnin cTa
necatTv paboumnx OHen Co AHSA MNONYyYEHNS SKCNEPTHBIM yYpeXAeHMEeM COOTBETCTBYIOWEro 3aAaHns YNOoIHOMOYEHHOrO
henepanbHOro opraHa WUCMONHWUTENbHON BRacTM M HEOOXOOWMMbIX LOKYMEHTOB B 9NEKTPOHHOW (hopMe WM Ha
6yMakHbIX HOCUTENSX.

2. B TeuyeHue peBsHOCTA [OHel CO [OHA TMONYYEHUS PEWEHUS YNONHOMOYEHHOrO (DeAepanbHOro opraHa
WCMONHUTENIbHOW BNacty O MPOBELEHMU 3KCMepTu3, NMpeayCMOTPEHHbIX YacTblo 1 HacToslwein ctatbu, 3asiBUTENb
NpeacTaBnseT B SKCMEPTHOE YYpeXIeHvne LN MPOBELEHWS SKCMepTU3bl KAyecTBa NIEKAPCTBEHHOrO CPencTBa
obpasubl NeKkapCcTBEHHOro npenaparta AN MEeOMLMHCKOro MNPUMEHEHWs, MPOW3BEeAEHHOr0 B COOTBETCTBUM C
TPebOBaHNAMU OMbITHO-MPOMBIWAEHHOTO U (MAKN) MPOMBIWAEHHOrO PErNaMeHTOB, YTBEPXAEHHbIX PYKOBOLMTENEM
NMPON3BOAMTENS NIEKAPCTBEHHbIX CPEACTB, @ TakXe B COOTBETCTBYWOWMX crydasix obpasubl ¢hapMaleBTUYecKoi
cybcTaHumm, TecT-wTaMMa MUKPOOPraHW3MOB, KyNbTypbl KNeTok, 0bpasubl BEWECTB, NPUMEHSEMbIX ANS1 KOHTPOS
KayecTBa NeKapCTBEHHOrO CPEACTBa MyTEM CpPaBHEHWS C HUMW UCCNELYeMOro NeKapCTBEHHOrO CPencTBa, B
KONnm4yecTBax, HE0BX0AMMbIX LN BOCMPON3BEAEHMS METOLOB KOHTPO/S KAYeCTBa.

3. Mpu nonyyeHun ob6pasLOB NEKAPCTBEHHOrO npenapata M papMaueBTMYeckoi cybcTaHumMnM 3KCrepTHOe
yypexneHue BblAaeT 3asBUTENO AOKYMEHT, MOATBEPXJIalowWwuiA nonyyeHue ykasdaHHbix 06pasuoB, M B CPOK, He
npesblwakwuii Tpex paboynx OHeN, yBeLOMNseT B 9NEKTPOHHOW chopMe man Ha BymMaxHOM Hocutene o6 3TOM
YMO/IHOMOYEHHbI doeaepanbHbli OpraH NCMONHUTENbHON BNacTy.

4. YKasaHHble B 4YacTax 2 W 3 HacToslwei cTaTtbW CPOK LN NpeactaBneHusl 3asBuTenieM o6pasLos
NeKapCcTBEHHOro npenapaTa 1 goapMaueBTUYeckol cybcTaHUUmM 1 CPOK YBEOOMIEHWS 3KCMEePTHBLIM yuypeXx aeHnem ob

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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3TOM Ha ByMaxKHOM HocuTene ynoaHOMOYEHHOro chelepanbHOro opraHa UCMONMHNTENbHOM BNACTU He BKOYAOTCS B
CPOK NMPOBEAEHNS 3KCNEePTN3, NPEeNyCMOTPEHHbBIX YacTblo 1 HAcTosWel cTaTbm.

5. JJokyMeHTbl, MOCTYNMBWIME B SKCMEPTHOE YyuypeXAeHne ANS MNPOBEOEHMS 3KCMepTu3, npeayCcMOTPEHHbIX
yacTblo 1 HacToslwen cTaTbu, Moanexar BO3BpaTy B YNONHOMOYEHHbIA doedepanbHblii OopraH WCMONHUTE/NbHOWN
BJIACTV OLHOBPEMEHHO C 3aK/IIOYEHNSAMU, NOJTYYEHHbIMX MO Pe3dyfibTaTam COOTBETCTBYIOLWMNX 3KCMEepTn3.

(CtaTbsa B pepakumu, BBeAeHHoM B feicteue ¢ 1 nions 2015 rona ®enepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - C™. Npeaployllyto peaakumio)

KommeHTapuii k ctatbe 23

Cratbsl 24. 3KcnepTv3a KayecTBa /IieKapCcTBEHHOro CpeAcTBa U 3KCNepTU3a OTHOLLEHUS!
0XuaaeMou NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs IeKapCTBEHHOr o Npenapara ans
BeTepPUHapHOro NpuMeHeHUsi

1. OkcneptvM3a KayecTBa NeKapCTBEHHOrO CPEeACcTBa M 3KCMepTM3a OTHOWEHWS OXWOAeMOW MoMb3bl K
BO3MOXHOMY PWCKY TMPUMEHEHUA NeKapCTBEHHOro npenapara Anns BETEePUHAPHOro MpPUMEHEeHWUs, cocTaBieHune
KOMUCCUSAMWN 3KCMEepTOB 3akNioyeHuii no pesdynbraraM ykasaHHblX 9KCMepTU3 U Hamnpas/ieHne Takux 3ak/yeHuin B
YMNOJIHOMOYEHHbIN doefepanbHblii OpraH UCMOMHUTENbHON BNacTU OCYWECTBASAIOTCA B CPOK, HE MPEBbIWAaloWNiA cTa
necsatn paboumx OHeW CO OHS MONYyYEeHUS 3KCMEPTHBLIM YYpeXAEHUEM 33a[aHus YyNONHOMOYEHHOro doenepanbHOro
opraHa WCMOMHUTENbHOW BNacTyM C OOKYMEHTaMM, yka3aHHbiMM B 4YacTu 3 cTtaTtbu 17 HacToswero denepanbHOro
3aKoHa.

(HacTb B pepakumu, BBeLileHHOI B aelicTBre ¢ 22 Hosbps 2014 roga denepanbHbiM 3aKOHOM 0T 22 ok Ts16pst 2014
roga N 313-93; B pepakunn, BBeeHHON B aelicTene denepanbHbiM 3akoHoM oT 13 mnionsa 2015 roga N 241-d3. -
CM. npenblaylyto penakumio)

2. B TeyeHune tpmnauatn paboynx OHER CO OHA MONMYYEHUS PeeHns YyNoNHOMOYEHHOro henepanbHoro opraHa
WCMONHUTENbHOA BNacTu O MPOBEOEHMU YKasaHHbIXx B 4YacTu 1 HacToswen cTaTbWM 3KCNEepTU3 3asiBUTENb
npenctasngeT B 9KCMEpPTHOE YypexXAaeHue ON8 NPOoBedeHUs aKCnepTusbl KayecTBa feKapCTBEHHOro CpencTsa
obpasubl NeKapCTBEHHOro npenapata AN BETEPWHAPHOro MPUMEHEHUs, MPOM3BEOEHHOr0 B COOTBETCTBUU C
TpeboBaHNAMU TEXHONOTMYECKMX PErNamMeHToB, YTBEPXAEHHbIX PYKOBOAMTENEM MPOV3BOAMTENS NEKAPCTBEHHbIX
CPeACcTB, a TakXe B COOTBETCTBYIOWMX CAyyYasx TecT-WTamMbl MUKPOOPraHU3MOB, KylbTypbl KNeTok, obpasubl
hapmaLeBTMYECKON cybCcTaHuuy, o6pasubl BeWecTB, MPUMEHsieMble LN KOHTPONS KayecTBa eKapCTBEHHOro
CPeAacTBa, B KONMYECTBAX, HEOOXOAMMbIX 415 BOCNPOU3BEAEHNS METOAOB KOHTPONS KayecTsa.

(Hactb B pepakunu, BBefeHHomn B aencteune ¢ 13 asrycta 2019 ronpa ®enepanbHbIM 3aKoHOM OT 2 asrycrta 2019
roga N 297-® 3. - C™. npeabioylyo pesakuumio)

3. Mpn nonyyeHun o6pasLOB nekapCTBEHHOrO npenapata W goapMmaueBTU4Yeckon cybctaHumm akcnepTHoe
yypexIeHue BblAaeT 3asBUTEN0 AOKYMEHT, MOoATBEepXJatowuii nonyyeHue ykasaHHbix 06pasuoB, M B CPOK, He
npeBblwalowWwuii Tpex paboynx LHeil, yBenoMnsieT B NUCbMEHHOW ¢oopMe 06 3TOM YrMOMHOMOYEHHbIN chenepanbHblii
opraH UCMoNHUTENbHON BNacTu.

4. Cpok [Ins npencTaBneHus 3asiBUTenem o6pasuoB NeKapCTBEHHOro npenapata M apMaueBTUHEeCKON
cybCcTaHUMM 1 CPOK YBELOMNEHUS SKCMNEPTHbLIM yYypeXAeHneM 06 3TOM B NUCbMEHHOW (PopMe YMOSHOMOYEHHOMO
denepanbHOro opraHa UCMNOMHUTENbHOM BNACTU, YKa3aHHble B 4acTsaX 2 U 3 HacTosWen ctaTbi, HE BKOYAIOTCS B
CPOK NpoBefeHNs ykasaHHbIX B YacTu 1 HacToswer ctaTbn aKcnepTuna.

5. IlokyMeHTbl, MOCTYMUBIIME B 3KCMEPTHOE yupeXnIeHne ANg NnpoBelLeHUs yKkadaHHbiX B 4yacTu 1 HacToswei
cTatby 3KCMEpTU3, Moanexar BO3BPaTy B YMNOJHOMOYEHHbIA dbedepanbHbli OpraH MCMONHUTENbHOW BRacTu
OJHOBPEMEHHO C 3aK/II04YEHNSIMU MO pe3dynbTaTaM yKasaHHbIX 9KCnepTma.

KommeHTapuii k ctatbe 24

Crartbs 25. FIOB'ropl-loe npoeeneHne 3KcnepTn3bl nNeKkapCcTteBeHHbIX cpencTs

(HanmeHoBaHwve B pepnakumu, BBeieHHOW B geiicteme ¢ 1 nona 2015 rona ®epnepanbHbiM 3aKOHOM 0T 22 nekabps
2014 ropga N 429-d 3. - CM. npeblayLyto pefakLumio)
1. B cnyyasix HeOooCcTaTo4YHOW 0HOCHOBAHHOCTM MAN HEMONHOTHI 3aK/OYEHNS KOMUCCUW 3KCNEPTOB, Hannyns B
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(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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HEM MPOTMBOPEYMBLIX OaHHbIX, dpanbcudmnkauu BbIBOLOB 3KCMEPTU3bl NEKAPCTBEHHOro CPencTsa, COKPbITUA OT
YyrNoSHOMOYEHHOro doefepanbHOro opraHa UCNOMHUTENbHOW BRAcTU OCHOBAHWIA ONS OTBOAA dKcrepTa BCNeAcTBue
€ro 3auHTepecoBaHHOCTM B pe3ynbTaTax COOTBETCTBYIOWEN SKCNepTM3bl, HaNMuMs OaHHbIX O npsMoMm nmbo
KOCBEHHOM BMellaTenbCTBe B NMPOLECC COOTBETCTBYIOWEN SKCMepTU3bl NnL, He y4acTBYIOWMUX B €e NpoBeAeHUMn, HO
oKasasWWX BfMSHWE HA MPOLECC W pe3ynbTarbl ee MNPOBefeHWs, YMONHOMOYEeHHbIM doefepasibHbiM OpraHom
WCMONHUTENbHOA BNAacTW Has3HayaeTcs MOBTOPHas aKCrnepTusa NeKapCTBEHHOro cpencTtsa W (MaM) aTudyeckas
3KcrnepTun3a.

(YacTb B penakumu, BBeneHHoin B nericteune ¢ 1 nons 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

2. lNoBTOpHasa akcnepTU3a NeKkapCTBEHHOro CpeacTsa NPOBOAMTCS C YYETOM pe3ynbTaToB paHee NpoBeaeHHON
9KCNepTu3bl B CPOK, YCTAHOBAEHHbIA YMNOMHOMOYEHHBIM ddedepanbHbiM OPraHoM WCMOIHUTENIbHON BNactm u He
npesblwakwWwmii TpuguaTn paboynx OHel Co OHS MONYYEHUS IKCMEPTHBLIM YYpeXOEHUWEM 3a[aHus Ha NpPoBeLeHne
NMOBTOPHOW 9KCNEPTU3bl IEKAPCTBEHHOrO CPeACTBa.

(HacTtb B pepakuun, BBeaeHHoi B feictene ¢ 1 mions 2015 ropa ®enepanbHbliM 3aKOHOM OT 22 fekabps 2014
roga N 429-® 3. - C™. npeplayluyio peaakuuio)

3. ®uHaHcoBOe obecneyeHne BbINMONHEHNS 3a4aHUS HA MPOBEAEHVNE MOBTOPHOW 3KCNEPTU3bl NEKAPCTBEHHOMO
CpeAncTBa He OCyWeCcTBNSAETC.

(HacTb B pepakuun, BBegeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. Npeabioyllyo pesakumio)

KommeHTapuii k ctatbe 25

CraTtbs 26. YcKOpeHHast npoueanypa 3KCrnepTusbl IeKapCTBEHHbIX CPeacTs

1. YckopeHHasi npouepypa 3SKCMepTusbl NeKapCTBEHHbIX CPeACTB B LENsSX rocynapCTBEHHOW peructpauuu
NeKapCTBEHHbIX MpenapaTtoB MPUMEHSeTCS B OTHOLWEHUW OpdaHHbIX NEKapCTBEHHbIX MpenapaTos, MepBbiX Tpex
NneKkapcTBEHHbIX MpenapaTos, perucTpupyembix B Poccuiickon depepaumn B KayecTBe BOCMPOU3BEOEHHbIX
NeKkapCcTBEHHbIX MpenapaTos, 04epenHOCTb KOTOPbIX ONpenenseTcs B COOTBETCTBMM C HOMEPOM W OATON BXOASALWMNX
3asBNeHNA O rocynapCTBEHHOW perncrTpauumn nekapcTBEHHbIX MpenaparoB B paMkax OAHOro MeXJAyHapoOHOro
HenaTeHTOBAHHOINO  HaMMEHOBaHWS  NIeKapCTBEHHOro  rnpenaparta wav  rpynnupoBOYHOrO  HavMEHOoBaHuA
NeKkapcTBEHHOro npenapara, U NekapCTBEHHbIX npenapaTos, NpefHasHayYeHHbIX UCKIIOYUTENbHO AN NPUMEHEHUs
HEeCOBEPLEHHONETHAMN rpax.aaHamm.

(YacTb B penakumu, BBeneHHoin B nelicteune ¢ 1 nons 2015 rona ®epepansHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d3; B pepakuun, BBeEHHON B aelicTBne denepanbHbiM 3akoHoM oT 13 mnionsa 2015 roga N 241-d3. -
CM. npenblayLyto penakLumio)

2. YcKopeHHas npouenypa 9KCnepTu3bl NeKapCTBEHHbIX CPEACTB B LENSX rocyAapCTBEHHOW pernctpaumm
NeKapCTBEHHbIX MPenapaTroB He MPUMEHSETCS B OTHOWEHUN:

1) 6MoaHanorosbIx (61Monoa0bHbIX) NnekapcTBEHHbIX NpenapaTtos (broaHanoros);

2) pedoepeHTHbIX NeKapCTBEHHbIX Npenaparos (3a NCKNI0YEeHNEM OpgPaHHbIX eKapCTBEHHbIX NpenapaTos);

3) BOCNPOM3BELEHHbIX NEeKAPCTBEHHbIX MpPenapatoB (3a WCKIOYEHWEM MepBblX TPEX PerucTtpupyeMbix B
Poccuitickon ®epepaumm B KayecTBe BOCMPOM3BEOEHHbIX NEKAPCTBEHHbIX MNPenapaTtoB W NEeKapCTBEHHbIX
npenaparos, NpegHa3HaYeHHbIX UCKYNTENBHO ANS NPUMEHEHNS HECOBEPLWEHHONETHUMU rpax gaHamu);

4) HOBbIX KOMBMHALMIA 3aPErMCTPUPOBAHHBIX PAHEE NIEKAPCTBEHHBIX NMPenapaTos;

5) nekapCTBEHHbIX NpenapaToB, 3aperucTpMpoBaHHbIX paHee, HO MPOW3BEAEHHbIX B OPYrUX NeKapCTBEHHbIX
dopMax B COOTBETCTBMM C NEPEeYHEM HAUMEHOBAHNI NeKapCTBEHHbIX (POPM 1 B HOBOM JO3UPOBKE.

(HacTtb B pepakuun, BBeaeHHoin B feictere ¢ 1 mions 2015 ropa ®enepanbHbliM 3aKOHOM OT 22 fekabps 2014

roga N 429-® 3. - C™. npeaployllyto peasakumio)

3. YCKOpeHHaﬂ npouenypa aKCcnepTu3bl NEKapCTBEHHbIX CPEenCcTB NPoOBOANTCA MO pelweHno COOTBETCTBYHOWEro
YNONHOMOYEHHOro doefepanbHOro opraHa VCMNONHUTENIbHOM BNAacTU HA OCHOBaHUWN 3asBNIEHNS 3asBUTENS B CpoOK, He

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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npesblwalwWwmnii  BOCbMMAecAaTn paboumx nOHeid. [lpu STOM  aKcmepTu3a [LOOKYMEHTOB, COOEpPXalWuxcs B
PEermcTpauMoHHOM [OCbe Ha NEeKapCTBEHHbIA Mpenapar, NPOBOAWUTCS B CPOK, HE MPEBblAOWMA fecaTn paboymx
IHeW, aKkcrnepTM3a KayecTBa JIeKapPCTBEHHOrO CpencTBa W OKCMepTM3a OTHOWEHWS OXWOAEeMON Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWNs NeKapCTBEHHOro npenapara npoBOAATCS B CPOK, HE MPEeBbIWAOWNA WeCcTnaecaTu
pabouymx gHen.

(YacTb B penakumu, BBeneHHoin B nericteune ¢ 1 nons 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

3_1. B OTHOWeHUM OpgoaHHbIX NEKAPCTBEHHbIX MpenapatoB MoOryt ObiTb NpPencTaBieHbl pesynbTaThl
JOKNIMHNYECKNX UCCNEeN0BaHUN NEKAPCTBEHHbBIX CPEACTB U KNUHUYECKMX UCCNEOO0BaHNA NeKapCTBEHHbIX NpenapaTos
AN MeOVUMHCKOro MpUMEHEHUsl, BbiNOSMHEHHbIX 3a npegenamn Poccuiickon degepauum B COOTBETCTBUMM C
npasunamu Hagnexaiwer nabopaTtopHO NPakTUKN 1 NpaBUIaMIN HAANeXallen KNMHUYECKOW Npak TUKW.

(HacTtb mononHuTenbHo BkAtoyeHa ¢ 1 nons 2015 rona depepanbHbIM 3aKOHOM 0T 22 fekabps 2014 roga N 429-
D3)

4. YckopeHHas npouenypa 3KcnepTuabl NeKapCTBEHHbIX CPEACTB MPOBOAWUTCSA B Nopsake, YCTAHOBIEHHOM
ctatbsMn 17-20, 23 n 24 Hactosiwero PepepanbHOro 3akoHa, M He 03HA4YaeT CHUXeHUst TpeboBaHuii K
6e30MacHOCTU, Ka4yecTBY 1 3 EKTUBHOCTI NEKAPCTBEHHbIX NpenapaTos.

KommeHTapuii k ctatbe 26

Cratbsl 27. PelueHue 0 rocyjapCcTBEHHOW perucrpawmm neKapcTBeHHOro npenapara

1. B cpoK, He npeBblwaWmin JecaTn pabounx OHEN CO OHS MOMyYEeHWS 3aKIOYEHUA KOMUCCUM 3KCMEPTOB MO
pesynbTataMm SKCNepTMU3bl KayecTBa NEKAPCTBEHHOrO CPeACTBa U 9KCMEPTM3bl OTHOWEHMS OXWOAeMON Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs NeKkapCTBEHHOro npenapara, COOTBETCTBYIOWMNA YNONHOMOYEHHbI doenepanbHbIv
OpraH UCNONHUTENbHOM BNAaCTU:

(A63au B pepakuuu, BBefeHHo B gelicteme ¢ 1 mons 2015 rona PenepanbHblM 3aKkOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npegplayllyio pegakuuio)

1) pasmewaeTt Ha cBoeM oduumanbHOM canTe B ceTu "VIHTepHeT" COOTBETCTBYIOWME 3aKUYEHUS KOMUCCUN
3KCMEepTOB U OCYLECTBIAET NX OLLEHKY ANS OnpefeneHns CooTBETCTBUSA 3a0aHNI0 Ha NPOBELEHNE 3TUX 3KCNEePTU3;

(MyHKT B pepakunm, BBeAeHHoW B neiicteue ¢ 1 nona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

2) npvHMMaeT pelWeHne O FOCYNAapCTBEHHOW perucTpaumy nekapCTBEHHOro npenapata unm o6 oTtkase B
rocyapCTBEHHOM perncTpaunm nekapcTBeHHOro npenapara;

3) BHOCUT MpuW MNPUHATAM PELIEHUS O rOCYyOapCTBEHHOW pernctpauum nekapCTBEHHOro npenapaTta LaHHble O
3apervcTpypoBaHHOM NEKAPCTBEHHOM Mpenaparte, B TOM 4YWCNE O (papMauLeBTMYECKOW cybcTaHuuW, BXOASWENR B
COCTaB NEKapCTBEHHOro npenapara, B rocygapCTBEHHbIA peecTp NeKapCTBEHHbIX CPEACTB M BbloaeT 3asBMTENio
perucTpaumMoHHOe yOOCTOBEPEHME NIeKapCTBEHHOro npenapara, oopMa KOToporo yTBepXaaeTcs ynosHOMOYEHHbIM
doenepanbHbiM OpPraHoM WUCMOMHUTENbHOW BNacTW, COrMacoBaHHble HOPMATUBHYIO OOKYMEHTALMWIO, HOPMAaTUBHbIN
JOKYMEHT, UHCTPYKUMIO MO NPUMEHEHWIO NeKapCTBEHHOroO npenapara U MakeTbl NEPBUYHON YyNakoBKW Y BTOPUYHOWA
(NOTPEbUTENbCKON) YNakoBKM C yKa3aHMEM Ha HUX HOMepa PErucTpauMoHHOTO YOOCTOBEPEHMUS NeKapCTBEHHOMO
npenapata W patbl €ro rocyLapCTBEHHOW pervctpauuM WnMm B Cnyyae nNpuHSATUS peweHuss o6 oTkase B
rocyAapCTBEHHONW perucTpauny nekapcTBEHHOro npenapara yBeAoMsieT B NMCbMEHHON doopMe 3assutenst 06 aTom
C yKasaHveMm MNpuvyMH Takoro oTkasa. 3a Bbloadvy PerucTpauMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOro npenaparta
B3MMaeTCs rocyaapCTBEHHAS MOWIUHA B COOTBETCTBUM C 3akoHomaTenbCcTBoM Poccuiickon denepaunm o Hanorax v
cbopax.

(MyHkT B pepakumn, BBeaeHHor B neictene ¢ 1 miona 2015 roga ®enepanbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d 3. - CM. Npeabioyllyo pesakumio)

2. OcHoBaHMEM a5l 0TKa3a B rocy4apCTBEHHOW pernctpauun nekapcTBeHHOro npenaparta ans MeauumHCKoro
NMPUMEHEHNS ABNSIETCA 3aKNoYeHne COOTBETCTBYIOWEro ynoaHOMOYEHHOro cheaepanbHoro opraHa UCMONHUTENbHOW
BNacTM O TOM, 4YTO KayectBOo U (M) 3PPEKTUBHOCTb PErUCTPUPYEMOro fIeKapCTBEHHOro npenaparta Aans
MeAMNLUMHCKOro MPUMEHEHUSI HEe NOATBEPXAEHbI MONYYEHHbIMUA AAHHBIMU WX YTO PUCK NMPUYNHEHNS Bpeaa 340POBbHO
yenoBeka BCeACTBME MpUeMa NeKapCTBEHHOro npenapata [Ois MeauUMHCKOTro MPUMEHeHWs npeBblwaeT
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3P PEKTUBHOCTb €ro NpUMEHeHus.
(Hactb B penakumun, BBefeHHoON B fencteme ¢ 15 nioHs 2018 roga PenepanbHbIM 3aKOHOM OT 4 uoHa 2018 roaa
N 140-® 3. - CM. Npenbioyllyo pesakumio)

3. lNoBTOpHOE NpefncTasneHve B COOTBETCTBYIOWMIA YNOMHOMOYEHHbIA doenepanbHblii opraH MCNOSHNUTENbHON
BNACTW NeKapCTBEHHOro npernapara, B OTHOWEHUW KOTOPOro MofyYyeH OTKas B rocynapCTBEHHOW permcrpaumn u
KOTOpPbI BNOCNEACTBMU NOABEPrCa N3MEHEHMIO B YacTW €ro coctasa, paccMaTpmBaeTcs Kak npencTrasieHne HoBOro
NeKapcTBEHHOro npenapaTa Ha ero rocynapCTBEHHY0 pPerncTpaumio He3aBWCUMO OT COXPaHEHWUs ero MepBUYHOro
HanMeHoBaHus.

(YacTb B penakumu, BBeneHHoin B nericteune ¢ 1 uons 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

4. lNpwn NpepocTaBneHun 3asiBUTENEM B COCTaBe PErnCcTPauMOHHOrO OOCbe Ha NeKapCTBEHHbIA npenapaT ans
BETEPWHAPHOro NMPUMEHEHUS KONUW peweHns YNoNHOMOYEHHOro doeaepanbHOro opraHa NCnonHMTENbHOW BRacTn o
NpoBedeHNN WHCNEKTUPOBAHUS NPOW3BOAMTENS NEKapPCTBEHHbIX CPEACTB  CPOK MPUHATMA  pelleHus O
rocynapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara nna BeTepuHapHOro NpYMeHeHns nprMocTaHaBIMBaeTCs
CO OHS MNONYYEeHWS 3akfYEeHW, yKasaHHbIX B 4acTu 1 HacToswen ctatbu, A0 AHA MPUHATUS YNOJTHOMOYEHHbLIM
henepanbHbiM OpraHoM MCMONMHUTENbHOW BNAcTU peWeHns O Bblgaye unu o6 oTkase B Bbloaye 3aKOYeHWUs O
COOTBETCTBUM MPOM3IBOAUTENSI NIEKAPCTBEHHbIX CPeACTB TpeboBaHMSIM MpaBun Hapnexauwei NpPOoU3BOLCTBEHHON
NpakTUKn, Ho He Bonee YeM Ha CTO BOCEMbLECAT pabounx OHEN.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 nioHa 2018 roga denepanbHbiM 3aKoHOM OT 4 nioHs 2018 roga N 140-
d3)

5. OcHoBaHMeM Aons oTkasa B rocynapCTBEHHON perncrtpauum nekapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHUS ABNSETCS 3aKNtoyYeHe YNoJHOMOYEHHOro doeepasibHOro opraHa MCMOJIHUTE/IbHON BNacTu O TOM, YTO
KayecTBo 1 (M) adOdPEeKTUBHOCTb PErMCTPUPYEMOro NekapCTBEHHOro npenapara Ans BETEPUHAPHOro NPUMEHeHNs
He MOATBEPXAEHbl MOJIYYEHHBIMA OaHHbIMU WM YTO PUCK NPUYUHEHWUS Bpena 340PO0Bbl0 XMBOTHOrNO BCEOCTBUE
npuema nekapcTBEHHOro nmnpenapara [On9 BETEePUHAPHOro MNpPUMEHeHUa npesbllaeT 3dPdPEKTUBHOCTb €ero
NPUMEHeHWs, 0TKas YMoMHOMOYEHHOro henepanbHOro opraHa WCMONHUTENbHOM BNacTW B BblOaye 3ak/lo4eHus o
COOTBETCTBUM MPOM3BOANTENS NEKAPCTBEHHbLIX CPencTB TpeboBaHMSM NpaBun Hagnexauwei Npou3BOACTBEHHON
NPakTUKW ONS8 KaXxOoh npou3BOOCTBEHHOW MoWankym pPernucTpupyeMoro JfiekapCTBEHHOro npenapara Ans
BETEPUHAPHOro MpUMEHeHNs B Ccinyyae, ecnum nNpoW3BOACTBO JIEKAPCTBEHHOro npenapara nns BeTepuHapHoro
nNpUMEHeHNs OCyWecTBNsAETCS 3a npenenamm Poccuiickor depepaumm, Uam OTCyTCTBUE TaKOro 3ak/loueHns.

(HacTtb pononHuTenbHo BkAYeHa ¢ 15 mioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 nioHs 2018 roga N 140-
D3)

KommeHTapuii Kk ctatbe 27

Crartbs 27_1. BlaumosameHsAeMOCTb NeKapCTBeHHbIX npenaparos Anas MmeanuUHCKOro npuMeHeHus

1. B3anM03aMeHSIeMOCTb JIEKAPCTBEHHbIX MpenapatoB AN MEAMUMHCKOrOo MPUMEHEHUS Onpenensertcs
YNONMHOMOYEHHBIM  ddefepanbHbIM  OPraHOM  UCMONHUTENbHOW BNACTW, OCYWECTBASIOWNMM  rOCYyAapCTBEHHYIO
pernucTpaumio neKapcTBEHHbIX MPenapaToB AN MEeAULMHCKOro NMPUMEHEHWs, B pamMkax OOHOr0 MeXAyHapoAHOro
HenaTeHTOBaHHOIO (MMM XMMWYECKOro, UMW TPYNMNMPOBOYHOr0) HAMMEHOBAHWS HA OCHOBE 3aK/OYEHUS KOMUCCUM
9KCMEePTOB 9KCMEPTHOrO YYpeXAeHUs O B3anMMO3aMEHSIEMOCTW NEKAPCTBEHHOro npenaparta nnis MeaWLMHCKOro
npuMeHeHnss nmbo O TOM, 4YTO JNEKAPCTBEHHbIA npenapaTt Ans MEeOWUUHCKOrO MPUMEHEHUS He SBMSIETCS
B3auMo3aMeHsieMbIM. [1opsaaok onpeaeneHns B3anMo3aMeHsSIeMOCTU eKapCTBEHHbBIX NPenapaTtoB ANs MeaULUHCKOro
NPUMEHeHNs n opMa 3aKMIOYEHNS KOMUCCUM 3KCMEPTOB 3OKCMEPTHOrO YYPEXAEHMUS O B3aMMO3AMEHSAEMOCTU
NeKapCTBEHHbIX MpenapatoB LN MeOUUMHCKOro npuMeHeHus nmbo O TOM, YTO JIeKapCTBEHHbI npenapaT Aans
MELMUMHCKOrO MPUMEHEHNS He $BNSETCS B3aMMO3aMeHsieMbiM, ycTaHasnusawoTcs [lpaBntenbctBoM Poccuiickon
depnepaumu.

2. Komuceunst aKCnepToB 9KCNEPTHOrO yupexAeHns AaeT 3ak/ioyeHne O B3aMMO3aMEHSEMOCTM NIEKAPCTBEHHOMO
npenapata Ans MeOWUMHCKOrO MPUMEHEHUst Nbo O TOM, YTO JIEKAPCTBEHHbLIA MpenapaTt Ans MeauLMHCKOro
NPUMEHEHNS He SBNAETCS B3aMMO3aMEHSEMbIM, HA OCHOBaHMU CNedyoWwmX KpUTepreEB (XapakTePUCTHK):

1) aKBMBaneHTHoCcTb (Bns 6uoaHanorosbix (6MONOOO6HbLIX) NEKAPCTBEHHbLIX MNpenapartoB (6uoaHanoros) -
COMOCTABMMOCTb) KAYeCTBEHHbIX W KONMYECTBEHHbIX XapaKkTepucTuk dbapmaueBTuyeckux cybctaHumii  muam
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COMOCTaBMMOCTb @aHTUIEHHOro COCTaBa BakUVH. Vicnonb3oBaHne pasnnyHbix coner, aompos, KOMMNIEKCOB, N30MEPOB,
KpuCTannmyeckmx opM M ApYyrux MNpPOM3BOLHbIX OAHOrO W TOrO Xe AEACTBYIOWEro BELWEeCTBa He SBNSEeTCS
npensTCTBUEM [ONS OnNpefeneHust B3auMO3aMEeHSEeMOCTM NeKapCTBEHHbIX Mpenapartos, €Cnv npu MpoBeAEeHWM
nuccnenoBaHns  OMOIKBMBANEHTHOCTM  NEKAPCTBEHHOro  mpenapata WMAM  WUCCNedoBaHUs  TepaneBTUYEeCKOM
9KBMBANEHTHOCTM NIEKApCTBEHHOro mnpenapara [O0Ka3aHo OTCYTCTBME  K/IMHWMYECKM  3HAYMMbIX  pasnuyui
hapMakoKMHETUKN W (MAKN) SPAEKTUBHOCTM M 6E30MacHOCTU NeKapCTBEHHOrO npenaparta Ans MeauUMHCKOro
NPUMEHEHNS;

2) 3KBMBaNEHTHOCTb NEKapCTBEHHOW POpPMbl. [1of 3KBUBANEHTHLIMU NEKAPCTBEHHbIMM dDOPMaMMN NOHMMAKOTCS
pasHble NeKapCTBEHHbIE (HOPMbI, UMeloWwne OaMHaKoBble cnocob BBedeHUs n cnocob npumeHeHns, obnapawowme
COMNoOCTaBMMbIMM  DAPMaKOKMHETMYECKUMM  XapakTepuctmkamm 1 d0apMakosiorMyeckmm  OencTBueM u
obecneumBalrowme Takxe LOCTUXEHNE HEOOXOOMMOro KAMHUYECKOro adpdpekTa. Pasnnums nekapcTBeHHbIX OOpM He
SABNAOTCA NpensTCTBMEM AN OnpeneneHnst B3anMMO3aMeHseMOCTW JNieKapCTBEHHbIX MpenapartoB, €cnv npu
NpPOBeaEHNN NCCNenoBaHNs BO3KBNBANEHTHOCTI NeKAPCTBEHHOMO NpenapaTa Unmn NCcneaoBaHns TepaneBTNYeckom
9KBMBANEHTHOCTW NEeKapCTBEHHOro nmnpenapara [[oka3aHO OTCYTCTBME KAWHMYECKU 3HAaYMMbIX  pasnuyunia
hapMakokMHeTUKM un (Mnn) adpdEeKTUBHOCTM M 6e30MacHOCT NeKapCTBEHHOro npenapata ANns MeauUMHCKOro
NPUMEeHeHns;

3) aKBMBANIEHTHOCTb M/IM COMOCTABMMOCTb COCTaBa BCMOMOraTe/bHbIX BEWECTB IEKAPCTBEHHOro npenapara ans
MELMUMHCKOro npuMeHeHus. Pasnuuns coctaBa BCMOMOrateNbHbiX BeEWECTB NEeKapCTBEHHOro npenaparta He
SBNSOTCS MPENSTCTBMEM AN ONPEeOENeHns B3alMO3aMEHSIEMOCTM JIEKapCTBEHHbIX NpenapaToB, ecnv npu
NpPOBeaEHNN NCCNenoBaHNs B1O3KBUBANEHTHOCTY NeKAPCTBEHHOMO NpenapaTa Unmn NccneaoBaHns TepaneBTNYeckom
3KBMBANEHTHOCTM NIEKAPCTBEHHOro Mpenaparta [0KasaHo OTCYTCTBME  K/IMHWMYECKM  3HAYMMbIX  Pasfinyuii
hapMakoOKUHETUKN U (MNKN) SPAEKTUBHOCTM M 6e30MacHOCTU NeKapCTBEHHOro npenaparta Ans MeavuUMHCKOro
npuMeHeHnsl. Tpy HanMuumM KAVHUYECKM 3HAYMMbIX Pasnnynii PapMakoKUHETVKM 1 (Mnn) 3PEKTUBHOCTM ©
6e3onacHOCTV NekapCTBEHHOrO npenaparta Ans MeLULMHCKOrO NMPUMEHEHWS! B3aMMO3aMEHSIEMOCTb ONpeaensieTcs
yKasaHWeM Ha NCK/TIloYeHNe OTAENbHbIX TPYNn NauNeHTOoB;

4) noeHTNYHOCTb cnocoba BBeneHust U cnocoba NprUMeHeHus:;

5) cooTBeTCTBME MPOV3BOAUTENS  NEKapCTBEHHOro cpenctBa TpeboBaHMsSIM  MpaBWn  Hagnexalei
NPON3BOLCTBEHHOW NPaKTUKN.

3. OnpegeneHve B3anMO3aMEHSEMOCTU BOCMPOM3BEAEHHbIX NEKAPCTBEHHbIX NpenaparoB AN MeauuMHCKOro
NMpuMeHeHnsl, ykasaHHbix B 4actu 10 cTtatbu 18 HacToswero depepanbHOro 3akoHa, ocylwecTtBnsietcs 6es
Heobx0AMMOCTUN foKa3aTenbCTBa X BMO3KBUBANEHTHOCTM.

4. OcobeHHOCTU OnpeneneHust B3aMMO3aMEHSEMOCTM  OMONOrUMYECKMX  NEKAPCTBEHHbLIX  MPEnapaTos,
KOMOVHMPOBAHHBIX NEKAPCTBEHHbIX NMpPenapaToB (CoaepXawmx KombuHaumio AByx 1 6onee OENCTBYIOWMX BEWECTB),
NeKapCTBEHHbIX NpenapaTroB ONA5 NapeHTepanbHOro NUTaHWS W HeOO3MPOBaHHbIX NIEKapCTBEHHbIX Mpenapatos
yctaHaenmearTcs [pasutensctsom Poccuiickoii denepaunn.

5. OnpeneneHme B3aMMO3aMeHAEeMOCTN He OCYylWeCTBNndeTcd B OTHOWEHWW NeKapCTBEHHbIX pPacTUTENIbHbIX
npenapartos, roMmeonaTtnyecknx neKkapCTBeHHbIX npenapartos.

6. ®opMMpOBaHNE NEPEYHS B3aUMO3aMEHSIEMbIX IEKAPCTBEHHbBIX MPenapatoB AN MeAVMUMHCKOrO NPUMEHEHUS
OCYLECTBNIAETCS 9KCNEePTHBIM YYpeX AeHNEM NMOCPEenCcTBOM 00 beANHEHUSI NEKAPCTBEHHbIX NPenapaToB B OTAENbHbIE
rpynmbl, B K&X A0 N3 KOTOPbIX NIEKAPCTBEHHbIE NPenapaTbl ABAAOTCS B3aMMO3aMEHSEMbIMU.

7. B cnyyae BK/OYEHWUS B WMHCTPYKUMIO MO MEOMLMHCKOMY MPUMEHEHWIO NEKAapCTBEHHOrO npenapara Ha
OCHOBAHMWN Pe3yNbTaToOB COOTBETCTBYIOWMUX UCCNEeAOBaHWU MoKasaHwuin Onsl NPpMMEHEeHWsl, KOTopble OTNNYarTCcs OT
nokasaHuii ons NPUMEHEHUS OPYrMX NeKapCTBEHHbIX MPenapatoB U3 rpynhbl B3aVMO3AMEHSIEMbIX NIEKAPCTBEHHbIX
npenaparos, B NMepeyHe B3anMO3aMEHSEMbIX NIEKAPCTBEHHbLIX NPenapartoB ANs MELMUMHCKOro NPUMEHEHNS OONXHa
6bITb yKa3aHa CoOTBETCTBYOLAs MHpopMaLms.

8. I'Iepequb B3aMMoO3aMeHseMblX NEKAPCTBEHHbIX MpenapaTtoB ANnd MeduuMHCKOro npuMeHeHusa pasMmellaeTcs
YNONMHOMOYEHHbIM  (pefepanbHbiM  OpraHom VCNONTHNTENIbHOW  BNAacTw, ocyuwecTBnsarwmMM  rocyoapCrtBeHHYo
pernctpaunio fIeKkapCTBEHHbIX Npenaparos 4N19 MEOMLWHCKOrO NPUMEHEHUs, Ha CBOEM odouumManbHOM cainTe B cetu
"MHTepHeT". l/IHcpopMauvm B Mnepe4vyHe B3anMO3aMeHsAeMblX JNeKapCTBEeHHbIX npenapartoB A4 MeauunHCKOro
npuMeHeHns obHoBNsIeTCA ykasaHHbIM dhefepalibHbiM  OpraHom WUCMONHUTENbHOW BRactTm C y4eTOM HOBbIX
3aperncTpmnpoBaHHbiX NeKapCTBEHHbIX MnpenapartoB Ond MeOUUUNHCKOro npuMeHeHusa 1 BHECEHHbIX N3MeHeHuin B
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OOKYMEHTbI, cogepXalwnecsa B permctpauoHHbIX OOCbe HA 3aperncTpupoBaHHble NnekapCTBeHHble npenapartbl Ons
MeINLNHCKOro npuMeHeHus.

9. Tllopsiook MCNONb30BaHWS MHGOPMaUMM O B3aVMO3aMeHsIeMbIX IeKapCTBEHHbIX npenapaTtax Ans
MeIVLIMHCKOro MPUMEHEHNs 1 MnopafokK Jayn pa3bsCHEHMI Mo BOMpocaMm B3aMMO3aMEHSIeMOCTW NIeKapCTBEHHbIX
npenaparos AN Me4MLNHCKOro NpuMeHeHns yctaHasnuaatotcs MNMpasuTtensctsom Poccuiickon denepaumm.

(CtaTtbs mononHWTENbHO BKoYeHa ¢ 1 miona 2015 rona denepanbHbiM 3aKoHOM OT 22 nekabps 2014 roga N
429-d3; B pepakumu, BBeoeHHo B geicteme ¢ 1 mapta 2020 roga PenepanbHbiM 3akKOHOM OT 27 aekabps 2019
roga N 475-® 3. - C™. npeabioylyo pesakumio)

KommeHTapui k ctatbe 27_1

Cratbs 28. PeructpauvoHHoe yaocToBepeHne nekapcTBeHHOro npenapara

1. PeructpaumoHHoe yAOCTOBEpPEHME NeKapCTBEHHOro mnpenaparta C yKasaHWeM NeKapCTBEHHbIX (OOPM K
JO3MPOBOK BblaaeTcs 6eCCPOYHO, 3a NCK/IIYEHNEM PETUCTPALMOHHOMO Y AOCTOBEPEHUS NEKAPCTBEHHOMO Npenapara,
BblAABAEMOrO CO CPOKOM [EeicTBMSI NATb NeT, Ha BhepBble perucTpupyemble B Poccuiickori dPenepaumnu
nekapcTBeHHblE Npenaparbl.

2. Mo ncTeyeHUn ykasaHHOro B YacTu 1 HacTosiWwel cTaTbM cpoka BbloaeTcs 6ecCpoyHOe perucTpaumoHHoe
yOOCTOBEPEHWE NEKAPCTBEHHOro Npenapara npu ycnosmmn NoaTBEP X AEHUS €ro rocyAapCTBEHHOW perucTpaumu.

3. B cnyyae BHeceHus B cooTBeTcTBUM CO cTaTtbamu 30 1 31 HacToswero denepanbHOro 3aKoHa M3MEHEHWIA B
cofjepxauwmecs B PErucTpauvoOHHOM [OCbe Ha 3aperucTpupoBaHHbI NeKapCTBEHHbI npenapaT LOKYMEHTHI,
3arparvBarolWmnx CBEAEHWUs, OTpPaXeHHble B pPEernucTpauvMoHHOM YAOCTOBEPEHUN NEeKapCTBEHHOro npenaparta,
YMONHOMOYEHHbIV doefepalnbHbii OpraH UCMONHUTENIbHOW BNAcTU BblAAaeT HOBOE PerncTpaunmoHHoe yOOoCTOBEPEHNe
NeKapCTBEHHOro npenapara, cogepxaliee BHECEHHbIE B HErO U3MEHEHUS.

(Hactb pononHuTensHo BkNoyeHa ¢ 1 nong 2015 rona depepanbHbIM 3aKOHOM OT 22 aekabps 2014 roga N 429-
D3)

4. B cnyvae yTtpaTtbl MAM NOBPEXAEHUS PEerucTpauroHHOro yAOCTOBEPEHWUS NeKapCTBEHHOro npenaparta no
3aaBNIeHNIO B NUCbMEHHOW doopMe JepXaTens unu snaijenbua perucTpauroHHoro yaocToBepeHns nekapcTBeHHoro
npenapata WM YnosHOMOYEHHOTO WMMU APYroro OPUAMYECKOro nvua o Bblgade aybnukarta perucTpaumoHHOro
yOOCTOBEpPEHMS NeKapCTBEHHOro rnpenapara Yrno/IHOMOYEHHbI dhefepanbHblii opraH WUCNOMHUTENbHOM BRacT B
CPOK, He TnpeBbllaloWwmii  gecsatn paboumx AOHern CO [OHA MOCTYNNeHus 3asiBNeHus, Bbloaet aybnukar
PermcTpaumMoHHOro YyAOCTOBEPEHNS NEeKapCTBEHHOro npenaparta. 3a Bblgadvy Jaybnukara permcTpauvoHHOro
yOOCTOBEpEHNs JIeKapCTBEHHOro npenapara B3MMaeTCcs rocCy[apCTBEHHAs nMownvHa B  COOTBETCTBUM C
3akoHogartenbcTeom Poccuiickoin Denepauum o Hanorax n cbéopax.

(YacTb mononHuTensHo BKNtoYeHa ¢ 1 nionst 2015 ropa ®epepanbHbiM 3aKOHOM OT 22 nekabps 2014 rona N 429-
D3)

KommeHTapuii k ctatbe 28

Cratbs 29. NoarsepXaeHue rocyaapcTtBeHHOM permcTpauum neKkapcTtBeHHOro npenapara

1. MNoaTtBEpXAeHNe rocydapCTBEHHON perncTpauny nekapcTBeHHOro npenapara ocylecTBAseTcs npy Bbloavye
6eccpoyYHOro PerncTpaunoHHOro yOOCTOBEPEHWUS NEKAPCTBEHHOro npenapara B Clyyae, ykas3aHHOM B 4actu 2
ctatbn 28 HacTvosiwero defepanbHOro 3akoHa, B CPOK, HE MPEBbILAKWMA WeCTUAECATU paboynmx OHER CO LOHS
Nnony4YeHNs COOTBETCTBYIOWUM YMNOSHOMOYEHHbIM doefepanbHbiM OpPraHoM WCMOMHWUTENbHOW BAacTu 3asBneHus o
NoATBEPXAEHUN FrOCYAAaPCTBEHHONW perncTpaunmn nekapCTBEHHOro npenapara. He ocywecTtenseTca nogTsepXaeHne
rocyapCTBEHHON pernctpauuvm B OTHOWEHWM NEKAPCTBEHHOro npenaparta, He HaxouBlWerocs B obpaleHun B
Poccuiickoin denepauum B TeyeHue Tpex W 6ornee neT, a TakXe B OTHOWEHWM NEeKapCTBEHHOrO CPencTBa,
NPOn3BEeLEHHOr0 C HapylweHnemM TpeboBaHWs, YCTAHOBNEHHOMO YacTbio 3_7 ctatbu 71 HacToswero ®enepanbHOro
3akoHa.

2. 3asBneHne O NOATBEPXIOEHWM TOCYLapPCTBEHHOW perncTpauum nekapcTBEHHOro npenapata  Aans
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MEeIVLMHCKOro MnpUMEHeHns npeacTaBnseTcs B COOTBETCTBYIOWWA YNOMHOMOYEHHbIM doeaepanbHbld  OpraH
WCNONIHUTENBbHOM BNAcTW HE paHee YEM 3a CTO BOCEMbLECAT AHEN A0 UCTEYEHUS CpoKa OeCTBUS perncTpaunoHHoro
yOOCTOBEPEHMS NeKapCTBEHHOro npenapara oAns MeanuUMHCKOro NpUMEHeHs.

(HacTb B pepakumu, BBeaeHHON B gencteune ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 asrycta 2019
roga N 297-® 3. - C™. npeabioylyo pesakumio)

2_1. 3asgBneHne O nNOATBEPXIAEHUN rOCYLAPCTBEHHON peructpaumy nekapcTBEHHOro npenapara nAans
BETEPUHAPHOro MNPUMEHEHUS MpeacTaBnsgeTcs B COOTBETCTBYIOWMIA YMNONHOMOYEHHbIN doedepalnbHbld  opraH
WCMONHUTENbHON BIACTN HE paHee YeM 3a CTO BOCEMbAECAT OHEl 00 NCTeYEeHNs Cpoka OeCTBUSA PernctTpaumoHHoro
yOOCTOBEPEHUNS NTeKapCTBEHHOro npenapara Ang BeTepUHapHOro NpUMEHEHUs 1 He No3[4Hee OKOHYaHWs cpoka ero
OencTBus.

(Hactb pononHuTtenbHO BkNYeHa ¢ 13 asrycta 2019 roga denepanbHbiM 3akoHOM 0T 2 aerycta 2019 roga N
297-d3)

3. TlloaTteBepXnaeHne rocynapCTBEHHOM peructpaumm nekapCTBEHHOro npenapaTta  OCylWecTBASeTcsa Mo
pe3ynbTataM 3KCMNepTW3bl OTHOLWEHUS O0XWOAeMOR MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapata Ha OCHOBaHWM pPE3yNbTaTOB MOHUTOPUMHIa 3PMEKTUBHOCTU 1 6E30MacHOCTM  NIeKapCTBEHHOro
npenapara, NPOBOAMMOrO nepXartefieM unn BRAafefnbLeM pPerncTpaurMoHHOro yOOCTOBEPEHMS NEKAPCTBEHHOMO
npenapara nnbo YNONHOMOYEHHbIM MW KOpunan4ecKknMm nnLOM, a TakXe COOTBeTCTBYKOWMM YNONTHOMOYEHHbIM
goefepanbHbiM OpraHoM WCMONIHUTENIbHOM BRacT B COOTBETCTBMM C TpeboBaHMAMU cTaTbu 64 HacTOSAWEro
denepanbHOro 3akoHa.

4. K 3asBneHuto 0 MOATBEPXAEHWM TOCYOAPCTBEHHOW pernctpauMm nekapcTBEHHOro npenapata Aans
MEeOMLIMHCKOro MPUMEHEHUS NMPUAAraloTCs:

1) OOKyMeHTbl, codepXallue pes3ynbTaTbl MOHMTOPWHIa 3PIEKTUBHOCTU 1 6Ee30MacHOCTU NeKapCTBEHHOro
npenapata ONns MeOWUMHCKOro NPUMEHEHWs, NMPOBEOEHHOro AepXaTefneM WnuM BnamdefnbleM PerncTpaunoHHOro
yIOCTOBEPEHMSI NIEKAPCTBEHHOrO npenapata Ans MeOWUMHCKOrOo MpuMMeHeHust nmbo  YyrNoSHOMOYEHHBIM UM
IOPUONYECKMM NIMLOM, MO popMe, YTBEPXAEHHOW YMOMHOMOYEHHbIM dpefepanbHblM OPraHoOM WCMONHMUTENbHOM
BNacCTy;

2) KONUS NUUEH3UM Ha NPOW3BOACTBO NEKapPCTBEHHbIX CPEOCTB WKW KOMUA 3ak/lo4eHUS O COOTBETCTBUM
NMpoM3BOOMTENS NEKAPCTBEHHbIX CPencTB TpeboBaHMAM MpaBui  Hagnexaileld Npou3BOACTBEHHOM MPaKTUKWU,
BblOAHHbIX YNOMHOMOYEHHbIM doefepasnbHbiM OpraHoM WCMONHUTENIbHOW BNacTW B OTHOLWEHUW NPOU3BOACTBEHHOW
nnowankn nekapCcTBeHHOro rnpenapara ong MeguuMHCKOro NpuMEHEeHus, rocyaapCcTBeHHas permcrpauus KoToporo
noaTBepXnaeTcsa B Cnydae, €Cnu npov3BOACTBO JIEKAPCTBEHHOrO npenapara nng MeguunMHCKOro npuMeHeHuns
ocywecTsnsetcsa B Poccuiickon depepaumu;

3) Konus BblOAHHOW YMOMHOMOYEHHbIM OPraHOM CTpaHbl MNPOM3BOAMTENS NUUEH3UM Ha MPOM3BOLACTBO
NeKapCcTBEHHOro npenapara Ans MeOWUUHCKOro MPUMEHEHWs U ee MepeBof Ha PYCCKUMA $A3blK, 3aBEpPEHHble B
YCTaHOBNIEHHOM MOpsAKe, a TakXe KOomnusa 3aknioyYyeHUsi 0 COOTBETCTBUM MPOU3BOAUTENS NEKaPCTBEHHbIX CPeacTB
TpeboBaHNAM MNpaBui Haanexailen npou3BOLCTBEHHOW MPaKTMKW, BbIAAHHOMO YMOSHOMOYEHHbIM dhenepanbHbIM
OpraHoM WUCMONIHUTENbHOW BNacTW B OTHOWEHWW NPOU3BOACTBEHHOW NowWanky NekapCTBEHHOro npenapara ans
MEeOULWHCKOro MPUMEHEHWs, rocydapCTBEeHHasl perucrtpauus KOToporo noATBepXOaeTcs, WM KONus peleHus
YNONHOMOYEHHOro  pefepanbHOro opraHa WCNOMHUTENbHOW BnactTM O  MPOBEAEHUM  MHCNEKTUPOBAHMUSA
NPOW3BOAMTENS NIeKapCTBEHHbIX CPEeACcTB B Clyyae, e€Cny nNPOW3BOACTBO NIEKAPCTBEHHOro rnpenapara Anng
MEeONLMHCKOro NPUMEHEHNS OCylLeCcTBNSeTCS 3a npeaenammn Poccuiickon denepaumn.

(HacTb B pepakuun, BBeaeHHon B aencteme ¢ 15 mioHsa 2018 roga denepanbHbiM 3aKOHOM OT 4 mioHs 2018 rona
N 140-® 3. - CM. Npenbioyllyo pesakumio)

4 1. B oTHOWEHNN BUONOrNYECKMX NEKAPCTBEHHBIX MPENAPaToOB A1 MELULMHCKOrO MPUMEHEHUS 3asiBUTESb
JOMONHNTENbHO MpPeACcTaBnseT pe3ynbTaTtbl MEponpuUATUA, NPEeOyCMOTPEHHbIX MAAHOM YMNpPaBNEHUS pUcKamu,
YTBEPXOEHHbIM  YNOMHOMOYEHHbIM  oefepanbHbiM  OpPraHoM UCMOMHUTENbHOW BRacTM MNpu  OCYWEeCTBAEHUU
rocynapCTBEHHON perncrTpauum nekapCTBeHHOro npenapara ansg MeauLUMHCKOro NpUMeHeHNs.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 uioHs 2018 roga N 140-
D3)

4 2. K 3asBneHnio 0 MNOATBEPXAOEHWM TOCYOapCTBEHHOW perucTpauuy nekapCTBEHHOro npenapata Aans
BETEPUHAPHOrO NMPUMEHEHNs NpunaralTcs AOKYMEHTbI, CoAepXalne pesdynbTaTtel MOHUTOPUHra aPGEKTUBHOCTY U
6e30MacHOCTU NeKapCTBEHHOro npenapata AN BETEPUHAPHOrO MPWMEHEHWS, MPOBOLMMOrO OepXaTtenem uau
BnafenbLeM permcTpaumnoHHOro yI0CTOBEPEHUS IEKAPCTBEHHOrO Npenapara Afis BEeTepuHapHOro npuMeHeHus nnbo
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YNOSIHOMOYEHHbIM UM IOPUOMNYECKMM NNLIOM, MO dOOpMe, YTBEPXAEHHON YNOMHOMOYEHHbIM doefepasnbHbiM OpraHom
WCMONHUTE/IbHOM BNACTW, U LOKYMEHTbI, yKasaHHble B NyHKTax 1, 2-2_2, nognyHkTtax "a", "6", "k", "n" nyHkTa 4 4actu
3 ctatbmn 17 HacToswero PenepanbHOro 3akoHa. B oTHOWEHNM UMMYHOBMONOrMYECKMX NEKapPCTBEHHbIX Mpenapartos
ON19 BETEpPUHAPHOro MpUMEHEHUs He MPEeACcTaBfAloTCA CBENEeHUs, yKasaHHble B noanyHkTe "k" nyHkTa 4 vactm 3
ctatby 17 Hactosiwero denepanbHOro 3akoHa. B OTHOWeEHWM nekapCTBEHHbIX npenapaTtos O/ BeTepuHapHOro
NMPVMEHEHWS, NONYYEHHbIX C MPUMEHEHNEM TE€HHO-UHXEHEePHO-MOANMULMPOBAHHBIX OPraHM3MoB MM coaepXaLmx
Takue opraHvambl, OOMOMNHWUTENbHO MNPEncTaBNsAloTCA CBEOEeHWs, yKkasaHHble B nyHkTe 13 yactm 3 cratbn 17
HacToswero PegepanbHOro 3akoHa.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 nioHs 2018 roga N 140-
@®3; B penakuun, BBeaeHHol B gelictene ¢ 13 asrycta 2019 roga PenepanbHbiM 3akoHOM oT 2 asrycta 2019 roga N

297-®3. - CM. npenblayLlyto penakLmio)

4 3. C 3asBneHnem o NoaTBEPXAEHNN rocy1apCTBEHHON perncTpauumn nekapCTBEHHOro npenapara 3assuTenb
npeacTasnseT Konu [OOKYMEHTa, MOATBEpXJawowero ynnaty rocyLapCTBEHHOW MOWAMHbI 32 MNOATBEPXAEHue
rocynapCTBEHHOW pernctpaunm nekapcTBEHHOro npenapara, nMbo MOXeT MPenCcTaBUTb yKasaHHbIA AOKYMEHT no
co6CTBEHHOW MHMUMATMBE. B cnyyae HenpeacTaBneHWs yKka3aHHOro LOKYMEHTa YMNONHOMOYEHHbI dbeaepanbHbi
opraH MCNONHUTENbHOW BNacTyW MpoBepsieT hakT ynnatbl rocynapCTBEHHON MOWAWHbI 3asBMTENEM MOCPELCTBOM
NCNONb30BaHNS WUHGopMaumMn 06 ynnate rocyLapCTBEHHOW MOWNUHBI, codepxaueics B [ocynapCTBEHHO
WHPOPMALIMOHHON CUCTEME O TFOCYLapCTBEHHbIX WU MyHWUMNANbHbIX Nnatexax, Ha OCHOBaHUW NpencTaBfieHHON
3asBuTENEM KONUN JOKYMEHTa, NoATBEp X AatoWwero ynnary rocy4apCTBeHHOM NOWnHbI.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbiM 3aKoHOM OT 4 nioHs 2018 roga N 140-
d3)

5. B TeueHue pecaAtun pabouux [OHeE CO OHS MPUHATUAS 3asBNEHMS O MOLTBEPXIEHUU TOCYLAPCTBEHHOW
perucTpaummn nekapcTBEHHOro npenaparta U LOKYMEHTOB, COLepXallnx pe3ynbTaThl MOHUTOPUHIa 30 OEKTUBHOCTM
1 6e30MacHOCTN NEKAPCTBEHHOrO npenaparta, NPOBOAMMOro OepXaTenem wunu BnamnesbUeM peructpaumoHHOro
yLOCTOBEPEHUSI NIEKAPCTBEHHOrO MpenapaTta 1Mo yNoNHOMOYEHHbIM UMW OPUONYECKUM NIMLOM, YNONHOMOYEHHbIN
oenepanbHbI OpraH UCMONHUTENBHON BNAcTU:

1) NPOBOAUT NPOBEPKY NONMHOTbI CBEAEHUN, COAEPXaLlMXCH B NPeACTaBeHHbIX 3asBUTeNeM JOKYMEHTax;

2) NpUHUMAaEeT peLlleHne O MPOoBeLeHWU MM 06 OTKa3e B NPOBEAEHUWM SKCMEPTU3bl OTHOLWEHUS OXMWOAEMOW
NnoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNA NeKapCTBEHHOro npenapara Ha OCHOBAHUWN pe3yNnbTaTOB MOHUTOPUHra
9P PeKTUBHOCTU M 6E30MacHOCTM NEKAPCTBEHHOrO npenapara, NpPOoBOAMMOro [HOepXaTenem unuM BnagenbLeM
PerncTpauUmMoHHOro yaoCTOBEPEHNS NIeKapCTBEHHOMO NpenapaTa Mo ynolHOMOYEHHbIM UMX IOPUANYECKMM NINLIOM, a
TakXe pefepanbHblM OpPraHoM UCMONHUTENBbHOW BNacTM B COOTBETCTBUM C TpeboBaHMsSMM cTaTbh 64 HACTOSWEro
®denepanbHOro 3aKoHa;

3) yBeLOMnsSeT B 9NEKTPOHHOW (HOpPME MM MUCbMEHHON QOpMe 3asiBUTENS U 9KCMEPTHOE Yy4YpeXAeHune o
NPUHATOM peleHnn nnbo B cnyvae NPUHATUS peweHns 06 oTkase B NPOBELEHUM 3KCMEepPTU3bl YKasbiBaeT MPUYMHBbI
Takoro oTkasa.

6. B cnyyae BblSBNEHWS HELOCTOBEPHOCTM W (MNM) HELOCTATOYHOCTU WHApopMauuu, CoaepXalleincs B
NPenCTaBNEHHbIX 3asBUTENEM [OOKyMEHTax, YMONHOMOYEHHbIi doefepanbHblii OpraH WCMONHUTENbHOW BNacTh
HanpaBnsieT 3asBUTENIO 3anpoc 06 YTOYHEHWUM yKa3aHHOW MHApopMaumm. 3anpoc ynoHOMOYEHHOrO doeepanbHOro
opraHa UCMoNHWTENbHON BNacTh MoxeT ObiTb nNepeaaH ynonHOMOYEHHOMY MPENCTaBUTENIO 3asBUTENS NNYHO MOA
pacrnucky, HanpaBfeH MO MNoYTe 3aKkasHbiM MNUCbMOM  UWNM  NepedaH B 3NEKTPOHHOW  dhopme Mo
TENEeKOMMYHUKaLMOHHbIM KaHanam cBa3u. B cnyyae HanpaeneHns 3anpoca ynonHOMOYEHHOro dpenepanbHoOro opraHa
MCNONHUTENBbHOM BNACTU MO NOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCS MONYYEHHBIM MO UCTEYEHWM WECTW OHel ¢ faTbl
HanpaBneHns 3akasHoro NCbMa.

7. 3asButenb 06s3aH NpeacTaBUTb OTBET HAa 3anpoc  YMONHOMOYEHHOro doedepanbHOro  opraHa
UCTMONHWUTENBHOV BNACTU B CPOK, HE MpeBblwalowmnii aessHocTa paboumx OHen co OHS ero nonyyexus. Cpok,
ykasaHHblli B 4YacTuU 5 HacTosiwer cTtaTby, NPUMOCTAHABNMBAETCS CO [MOHS HanpaBNeHWs 3asiBATEN0 3anpoca
YNONHOMOYEHHOTO (PefepanbHOro opraHa WCMONHWUTENbHOW BNacTM OO0 [IHS MONMYYEHWS WM COOTBETCTBYIOWErO
OTBETA W He YyYMTbIBAETCS NPW UCHNCIEHMN CPOKa NOATBEP XK AEHUS rOCYNapCTBEHHON perucTpaumny nekapcTBeHHOro
npenapara.

8. OcHoBaHueM ons oTkasa B npoeeneHnn aKCcnepTu3bl OTHOWEHUA 0XnpaeMon nonb3bl K BO3MO>XHOMY PUCKY
npuMeHeHnsa nekapCTBeHHOro npenaparta 4[BNsdeTca npencrtaBneHne [OKYMEeHTOB, cogdepXalwnx pe3ynbTarthbl
MOHUTOPWHIra agoPEeKTUBHOCTAN U 6e3onacHoCTM nekapCTBeHHOro npenapara, un (I/U'IVI) B OTHOWEHNMN BUONOrnYecKnx
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NeKapCTBEHHbIX MpenapaTtoB pe3ynbTaToB OCYWECTBAEHUS MEeponpusaTUiA B COOTBETCTBMU C MNAHOM YnpasneHus
prickamu, yTBepXAEHHbIM YNONHOMOYEHHbBIM (oeieparbHbiM OPraHoM WCMOMHUTENbHOW BNacTu NpW OCYLECTBNEHUN
rocynapCTBEHHON pernctpauuv nekapcTBEHHOro npenapata, B HEMoNHOM o6beme, OTCYyTCTBME MHPOpMaLmK,
NOATBEPXAalolWein akT ynnatbl rocyfapCTBEHHOM MOWAUHBLI 32 NOATBEPXAEHWE roCynapCTBEHHON perunctpaumm
neKkapcTBeHHOro npenaparta, nMbo HenpeacTaBneHne 3asBUTENEM B YCTAHOBNEHHbIA CPOK OTBETA Ha yKa3aHHbIA B
4yacTn 6 HacTosIWen cTaTby 3anpoc YNOSHOMOYEHHOrO (heliepanbHOro opraHa UCMONHWUTENbHON BNacTu, a Takxe
OTCYTCTBME B yKa3aHHbIX AOKYMEHTax MHpopMaLuum, Kotopas LOonXHa ObiTb B HAX OTpaxeHa.

9. 9KcnepTu3a OTHOWEHMSA 0XUAAEMOl NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEKAPCTBEHHOrO Npenaparta
B Lensx MOATBEPXIEHWS rOocyAapCTBEHHOW pervctpauun nekapCTBEHHOro npenaparta NpoBOAUTCS KOMUCCUEN
9KCMNEPTOB 3KCMEPTHOMO YYPEXAEHMS B CPOK, HE NMPEBbIWAOWMA copoka paboymx OHE.

10. B cny4Yae HemOCTATOYHOCTW MPEACTABMAEHHbIX SKCMEPTYy MaTepuanoB AN La4Yu 3aK/oyYeHWus aKcnept
obpawaeTcs K PyKOBOOMTENIO 3KCMEPTHOrO Y4YPeXOEeHWs O NpenocTaBNeHun emy HeobXOoAauMbIX MaTtepuarnos.
PykoBoanTenb 3SKCNEPTHOro yupexaeHusi obpalwaeTcss C COOTBETCTBYIOWMM 3arMpPOCOM B YMONHOMOYEHHBbIN
henepanbHblii opraH WCMOMHUTENbHOW BNacTW, BbIOABWMWA 3afaHne Ha MPOBEeAEeHWEe 3KCMNEePTU3bl OTHOWEHUS
0XWAaeMoli Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUSI NeKapCTBEHHOro MpenapaTta Ha OCHOBAaHWM OOKYMEHTA,
colepxalero pe3ynbTatbl MOHUTOPUHIa 3P PeKTUBHOCTM 1 Be30MacHOCTM NekapCTBEHHOro npenapara. B TeyeHne
nstTu paboumx [MOHE €O AHA MOCTYNNEHUs 3anpoca PYKOBOAUTENS SKCMEPTHOrO YYPEXOEHUs yKasaHHbIN
henepanbHblii opraH UCMONHWTENbHON BRacTW HanpaensieT 3asBUTENO 3anpoc O NPenCTaBNEHUM HeobX0OMMbIX
MaTepuanos, KOTOPbIi MOXeT ObiTb NepenaH yrnonHOMOYEHHOMY MPELCTaBUTENO 3asBUTENS NNYHO MOJL PAChMCKY,
HanpasneH Nno No4YTe 3akasHbiM MMCbMOM WAV NepPefaH B 3NEKTPOHHON hOPMEe NO TENEKOMMYHUKALMNOHHBLIM KaHanam
cBs3u. B cnyyae HanpaBneHus 3anpoca ynofHOMOYEHHOro doefepasnbHOro opraHa UCrnoIHMTeIbHON BRacTu No noyte
3aKasHblM NMMCbMOM OH CYMTAETCS NONYYEHHbBIM MO UCTEYEHUN WECTW OHEN C AaTbl HANPABNEHNS 3aKa3HOro NUCbMa.

11. 3asBuTten 0653aH nNpeaocTaBuTb OTBET HA 3aMpoC  YMONHOMOYEHHOro pbefepanbHOro opraHa
WCMONHUTE/IbHOM BNAcTu B CPOK, HE MPEBLIWAOWMA WECTUAECATN paboumx AHER CO OHS MONyYEeHUs yKalaHHOro
3anpoca. YNONHOMOYEHHbIA oefepanbHblii opraH MCMNOMHUTENbHOW BNacTW, BblAABWMWA 3adaHne Ha MNpPoBeleHue
SKCMEPTU3bl OTHOLWEHNS OXWULAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS1 NeKapCTBEHHOro npenaparta Ha
OCHOBAHMW OOKYMEHTA, COAEPXaLWEro peadynbTaTbl MOHUTOPUHIa 3O GPEKTUBHOCTN 1 6E30MACHOCTU NIEKAPCTBEHHOMO
npenaparta, B Te4yeHue naty paboymx gHein co OHS NOCTYN/EeHNs OT 3asiBUTENs OTBETa Ha 3anpoc YMNoJIHOMOYEHHOro
oefepanbHOro opraHa UCMOMHUTENbHOW BNACTW HaMpaBnsieT 9TOT OTBET B 3KCMEPTHOE yypexneHue. B cnyyae
HenpeacTaBNeHnsl Mo MWCTeYeHun lwectupecatn paboumx [Hel 3asiBUTENeM OTBeTa Ha YyKasaHHbA  3anpoc
YNONHOMOYEHHbI doefepanbHblli opraH UCMONHUTENbHON BNACTU, BblAABIWA 3afaHne Ha NPOBELEHNE 3KCMEPTU3bI
OTHOLWEHUS OXWOAEMO MOJNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWs1 NeKapCTBEHHOro npenaparta Ha OCHOBaHWK
LOKYMEHTA, COAep>Xawero pe3ynbTaTbl MOHUTOPUHIa 3 GEKTUBHOCTY U 6€30NACHOCTM NeKapCTBEHHOMO Npenapara,
B TeyeHve nsTu paboynx [OHel HanpaBnsieT B 3KCMEPTHOE YYPEXAEHUE YBELOM/IEHWE O HemnpencTaBieHnm
3asBMTENEM OTBETA HA 3aMPOC yKa3aHHOro opraHa. Bpems co oHSA HanpaBneHns 3anpoca SKCNEPTHOMO YYPEX AEHUS
B YMOJNIHOMOYEHHbI hefepasnbHblii opraH UCMONHUTENbHOW BRACTW A0 AHS MONYYEHUS SKCMEPTHBIM yYpeXLeHeM
0TBETA Ha 3anpPoC NN YBELOMIEHNS O HENPELCTABNEHNM OTBETA HA 3aNPOC He YYNTLIBAETCS NPU NCYACNEHUN CpOKa
NMPOBEAEHNSI SKCMEPTU3bl OTHOLWEHNS OXWAAEeMOW MONMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOrO
npenaparta Ha OCHOBaHWM LOKYMEHTA, COAEepPXalero pesynbTaTbl MOHUTOPUHIra 3¢0eKTMBHOCTM M 6E30MacHOCTU
NeKapCcTBEHHOro NpenaparTa.

12. B cpok, He npeBblwakowmii 4ecatn paboynx OHen Co AHS MONYyYEHWUS 3aKIOYEHNS KOMUCCUMU SKCNEPTOB MO
pe3ynbTaraMm 3KCMepTU3bl OTHOLWEHWS OXWOAEMOW MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NieKapCTBEHHOro
npenapara, CooTBETCTBYIOIWWNIA YNONHOMOYEHHbIN doeaeparnbHblii opraH UCNOIHUTENIbHOW BNAacTu:

1) ocylecTBNSEeT OLEHKY 3TOro 3ak/loyeHns ONns onpeneneHust ero COOTBETCTBUS 3a4aHWM0 Ha MpoBeleHue
yKa3aHHOW aKcrnepTusbl;

2) NpuMHMMaeT peLeHne o0 NOATBEPXAEHUM FOCyAapCTBEHHOW perncTpauun nekapcTBeHHOro npenaparta uiv o6
0TKase B NOATBEPXAEHUM rocyAapCTBEHHO pernctTpaummn nekapcTBeHHOro npenapara;

3) BHOCWT MNPV MPUHATUA PELEHNS O MOATBEPXAEHWN TOCYOapCTBEHHOW pernctpauuyv nekapcTBEHHOro
npenapata CBELEHUS B rOCyLapCTBEHHbIi PEecTp NeKapCTBEHHbIX CPEACTB W BblOaeT 3asBuTenio 6eccpovHoe
permcTpaumMoHHOe yA0CTOBEPEeHME NekapCTBEHHOMO nNpenapara.

13. OcHoBaHueM onsg otkasa B noateepXxaneHun FOCyﬂ,apCTBeHHOVI perncTtpaunmn nekapCTteeHHOro npenapara
ABNAETCHA 3aKNioyYeHne COOTBETCTBYHOLWEro YnoJIHOMOYEHHOro penepanbHoro opraHa WUCMNONHUTENbHOW BNacTu o
TOM, 4YTO PUCK NpUYNHEHUA Bpena 300POBblO YenoBeka uUnm XMBOTHOrNoO BCnencTBMe npuema nekapcrtBeHHOro
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npenapara npesbiwaeT 3PPEKTUBHOCTb €ro NpUMeHeHns.
(Hactb B penakumun, BBefeHHoN B fencTteme ¢ 15 nioHs 2018 roga PenepanbHbIM 3aKoHOM OT 4 uioHs 2018 roaa
N 140-® 3. - CM. Npenbioyllyo pesakumio)

14. B nepvog npoBefeHWs npouenypbl NOATBEPXIAEHWS rOCYLapCTBEHHON peructpaumm nekapcTBEHHOro
npenaparta ero obpaueHve B Poccuiickoii deaepaunm He NPUoCTaHaBINBAETCS.

15. JonyckaeTtcs obpalieHne nekapcTBEHHbIX NMPenapaTtoB A0 UCTEYeHWsl cpoka roLHOCTW, NMPOM3BEAEHHbIX B
TeYeHne cTta BOCbMUOECATU KaneHOapHbIX OHEN rnocne Aatbl MPUHATUSA YNONHOMOYEHHbIM doenepanbHblM OpraHoMm
WUCMONHUTENbHON BRacTh peweHns O MNOATBEPXAEHWM TrOCyLapCTBEHHOM perucTpauun, B COOTBETCTBUM C
WHdopMaLmen, cogepxallencs B OOKYMeHTax perucTpauMoHHOro OOCbe Ha NekapCTBEHHbIA npenapart g0 AaThl
NPUHATUSA TaKoro peLeHuns.

(HYactb B penakuun, BBeaeHHOM B geincteme ¢ 13 asrycta 2019 rona denepanbHbiM 3akoHOM 0T 2 aBrycta 2019
roga N 297-® 3. - CM™. Npeaployllyto peaakumio)

(CtaTtbs B penakumun, BBeoeHHon B aelicteue ¢ 1 sHBaps 2017 ropa depepanbHbIM 3aKOHOM OT 22 fekabps
2014 ropa N 429-® 3. - CM. npeabiayluyro peaakuuio)

KommeHTapuii kK ctatbe 29

Cratbs 30. BHeceHue nameHeHu” B AOKYMEeHTbI, coaepXxaliunecs B peructpauMoHHOM 0OCbe Ha
SaperMCTpMpOBaHHblﬁ HeKapCTBeHHbIﬁ npenapar onga MeauunHCKOro npumeHeHuns

1. B uensix BHeCeHWS UW3MEHEeHWA B [OKYMEHTbl, coAepXawmecs B pPerucTpauuoHHOM OOCbe Ha
3aperncTpypoBaHHbIA IeKapCTBEHHbIM npenapat ON8 MeOVUMHCKOro npuMeHeHus, aepXxartenb Wan Brnagenew
PEermcTpaumMoHHOro yaooCTOBEPEHNS NEKAPCTBEHHOrO npenapaTta WavM YnoiaHOMOYEHHOE VMM APYroe puanyeckoe
nMuUo (Danee B HacTosWeW cTaTbe - 3asBuTenb) NpPeactaBnseT B YMNOMHOMOYEHHbI doefepanbHbii opraH
WCNOSIHUTENbHON BNacTy 3asiBiEHNE O BHECEHUW TakuxX U3MEHEHW no ¢oopMe, YCTAHOBMEHHOW YMONHOMOYEHHbIM
denepanbHbIM OPraHoM UCMONHUTENbHOW BNAcTW, U NpunaraeMble K HeMy U3MEHEHWUs B yKasaHHble OOKYMEHTbI, a
TaKkXe LOKYMEHTbl, TOATBEp X Aatowmne HeobxoANMMOCTb BHECEHUS TaKUX N3MEHEHUIA.

(HacTb B pepakuun, BBeneHHol B feincteue ¢ 1 gHBaps 2017 roga denepanbHbIM 3aKOHOM 0T 22 nekabps 2014
roga N 429-®3 (c nmameHeHusMU, BHeCeHHbiMM PepepanbHbiM 3akoHOM oT 13 umonsg 2015 roga N 241-d3); B
penakummn, BBeOeHHoN B aeicteue ¢ 15 nioHsa 2018 roga denepanbHbiM 3akoHOM OT 4 mnioHsa 2018 roga N 140-d 3. -
CM. Npenblayluyo penakumio)

1_1. Mpu HeobxoOMMOCTM BHECEHUS B [OOKYMEHTbl, COAEpXalWwecs B PErncTpauMoHHOM [OCbe Ha
3aperucTpupoOBaHHbI NeKapCTBEHHbIM NpenapaT Ans MeANUUHCKOro NPUMEHEHUS, N3MEHEHWIA, YKa3aHHbIX B NyHKTE
3 yacTtu 2 HacTosWen ctaTbh 1 Tpe6leLI.I,I/IX nposeneHns aKkcnepTn3bl Ka4ecTBa NIeKapCTBEHHbIX CPEeACTB, 3asBUTENb
LOMNONHUTENBHO NPEACTABNAET B YNONHOMOYEHHbIV doeaepanbHblil OpraH MCNOMHUTENbHOM BNaCTW KOMUIO NNLEH3UN
Ha NMPon3BOLCTBO NEeKapCTBEHHbIX CpeacTB UK KOMUKO 3aK/Ti04eHWsS O COOTBETCTBUM Npon3BoonTensa nekapCTtBeHHbIX
cpencts  TpeboBaHMSIM NpaBuMn  HagneXxawel MnpPOM3BOLCTBEHHOW MNPaKTUKW, BbIAAHHBIX  YNONHOMOYEHHbIM
denepanbHbiM - OPraHoOM  WUCMONHUTENbHOW BNactT B OTHOWEHWW W3MEHEHHOW W (unn)  [OMNONHEHHON
NPOM3BOLACTBEHHOM MAOWAOKA NEKapCTBEHHOro npenapara, B Cnyyae, €Cnu NpPOWM3BOLACTBO NIEKAPCTBEHHOrO
npenapata ocywecTtensetcs B Poccuiickoin degepaunm, nmbo Konuio BblAaHHOW YNOIHOMOYEHHbBIM OPraHoM CTpaHbl
NPOW3BOAMTENA NNUEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta W ee MepeBofd Ha pPYCCKUA 43blK,
3aBepeHHble B YCTAQHOB/IEHHOM nMopsadke, a TakXe KOonuko 3akn4dYeHuns O COoOTBeTCTBUM Npou3sBoanTens
NeKapCTBeHHbIX CpenacTs TpGéOBaHVIﬂM npasun Hagnexauwen I'IpOVI3BO,EI,CTBeHHOI7I npakTukn, BblOAHHOIO
YMONHOMOYEHHbIM (beaepasnbHbiM OpraHoM UCMOTHUTENbHON BNACTW B OTHOWEHUM N3MEHEHHOR U (M11) [OMONHEHHON
I'IpOVI3BO,EI,CTBeHHOI7I nnowankn nekapCTteeHHOro npenaparta, nnm Konuto peweHna ynonHoOMo4eHHOro cpeuepaanoro
opraHa UCMNONMHUTENbHOW BNactu o nposeneHUn WMHCNEKTUpoBaHWUA Npou3BoOUTENA NeKapCTBEHHbIX CpPencTB B
cnydae, ecnv NPOU3BOACTBO NIEKAPCTBEHHOMO NpenapaTta ocylecTenseTcs 3a npenenamm Poccuiickoin Penepaunn.

(Hactb pononHuTenbHO BkAoYeHa ¢ 15 mnioHa 2018 roga denepanbHbiM 3akoHOM OT 4 mioHa 2018 ropga N 140-
>3)

1_2. Tlpu HeobXoOMMOCTM BHECEHWS B OOKYMEHTbI, COAepXawMuecsi B pPErucTpauuMoHHOM [oCbe Ha
3apervcTprpoBaHHbIf NEKapCTBEHHbIA Npenapar Ans MeQUUMHCKOro NPUMEHEHNS, N3MEHEHWIA, yKa3aHHbIX B NMyHKTE
4 yacTn 2 HacTosien cTatby 1 TpebyroWwmnx NPOBELEHNS 3KCNepTU3bl Ka4ecTBa NIeKapCTBEHHbIX CPEACTB, 3asBUTESb
LOMONHUTENBHO NPEACTaBNSAET B YNOMHOMOYEHHbIN coefepanbHbIi opraH UCMONHUTENBHOW BRACTH KONUIO NNLIEH3WN
Ha NPOW3BOLCTBO NIEKAPCTBEHHbIX CPEACTB UM KOMUIO 3aKNOYEHNSI O COOTBETCTBUN NPOMIBOANTENS NEKAPCTBEHHbIX
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cpencts  TpeboBaHMSIM NpaBuMn  Hagnexawelh npPoOM3BOLCTBEHHOW MNPaKTUKW, BbIAAHHBIX  YNONHOMOYEHHBIM
doenepanbHblM OpraHoOM WCMOJIHUTENbHOMW BNAacTU B OTHOWEHMM MNPOU3BOOCTBEHHOM MNNOWAOKU NIeKapCTBEHHOro
npenapara, B ciy4ae, ecnv NpoM3BOACTBO NeKapCTBEHHOro npenapara ocywectensetcs B Poccuinickon depepaunu,
nMbo KOMUIO BbIOAHHOW  YMOJIHOMOYEHHbIM OpPraHoM CTpaHbl MPOU3BOAMTENS JINMLEH3UW Ha MPOW3BOACTBO
NeKapCTBEHHOro npenapara u ee rnepeson Ha PYCCKUA A3blK, 3aBepeHHble B YCTAHOBNEHHOM Mopslke, a TakXxe
KOMUIO 3aK/IOYEHNSI O COOTBETCTBUM MPOV3BOANTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHWsIM NpaBun Haanexaiwen
NPOW3BOACTBEHHON NPAKTWUKKW, BblOAHHOIO YMO/HOMOYEHHbIM doeldepasibHbiM OpraHoM WCNONHWUTENbHOW BNactu B
OTHOWEHUN MNPOU3BOACTBEHHON MOWALKN NEeKapCTBEHHOro npenapara, UM KOrMuio pelleHns ynonHOMOYEHHOro
doenepanbHOro opraHa UCMNofIHATENbHOM BIACTU O NPOBEOEHUN MHCMEKTUPOBAHMSA NPON3BOANTENS NEKapCTBEHHOIO
cpeAacTtsa B cCnydyae, eCnv Npou3BOACTBO NEKAPCTBEHHOrO rnpenapaTa ocywecTBaseTca 3a npegenamum Poccuitckom
depnepaumu.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbiM 3akKoHOM OT 4 mioHa 2018 ropga N 140-
»3)

1_3. MNpuHATUE pelleHnss 0 BHECEHMU W3MEHeHWn unm o6 oTkase BO BHECEHUW W3MEHEHWA B OOKYMEHThI,
cofepxatumecs B permcTpaunmoHHOM LOCbe Ha 3apervcTpypoBaHHbIN NeKapCTBEHHbI npenapart ons MeauuMHCKOro
NMPUMEHEHNS, B Cnyyae HeoOXOAMMOCTM MPOBELEHWS 3KCMEPTM3bl KAayecTBa /IEKAPCTBEHHbIX CPENCTB W (Mn)
3KCNepTU3bl OTHOWEHUSA OXWAAEMON MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMs NleKapCTBEeHHOro npenapara ans
MEOMLIMHCKOrO MPVMEHEHNS OCYLLECTBSETCS B CPOK, HE MpEBbILaoWuii AessHocTa pabounx AHei, a B ocTanbHbIX
cnyyasx B CPOK, He MPEeBbIWAKWMA Tpuauatn paboumx OHER CO OHS MPUHSATUS YNONHOMOYEHHbIM (belepanbHbIM
OpPraHoM MUCMONHUTENbHOW BNACTU 3asBNEHNS O BHECEHUN TaKnX N3MEHEHWIA.

(Hactb mononHuTenbHO BKoYeHa ¢ 15 mnioHsa 2018 roga PenepanbHbiM 3aKoHOM OT 4 mioHs 2018 roga N 140-
D3)

1_4. YNONHOMOYEHHbIN pefepanbHblii OpraH NCNOMHUTENBHOM BNACTX C Y4ETOM pelynbTaToB dhapMakoHaasopa
W NPOBEPOK COOTBETCTBUS /EKAPCTBEHHbLIX CPELCTB, HAXoAsWMXCS B rpaXAaHCKOM 060poTe, YyCTaHOBMEHHbIM
TpeboBaHNAM K X Ka4eCTBY B TEYEHME OECATU paboumx OHE CO OHS NOCTYN/EHNs COOTBETCTBYIOLWEN HdbopMaLIMK
pasMellaeT Ha CBOeM odomumnanbHoM caiite B cetn "MIHTepHeT" cBeaeHns 0 HeobX0AMMOCTM BHECEHMWS B MHCTPYKLMIO
no MeaVUMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHOrO npenapara U3MeHeHuin B OTHOLWEHUN CBEOEHWIA O NoKasaHuax ANs
NPUMEHEHNS W MPOTMBOMOKA3aHUSX AN MPUMEHEHUS NEKAPCTBEHHOrO Mpenapata, BbISBNEHHbIX MOBOYHbIX
LeNCcTBMAX, HeXenaTeNbHbIX peakumsx npy MPUMEHEHUW NeKapCTBEHHOro npenaparta v yBenomnsieT ob 3ToMm B
9NEeKTPOHHOW (OOPME WM NUCbMEHHON dhopme (Ha OymMaxHOM HOcuTene) gepxarens wnu Bnamgenbua
PEermcTpaLmMoHHOro yaoCTOBEPEHMS NEKAPCTBEHHOrO npenapara (Uam ynoaHOMOYEHHOE MM ApYyroe opuaudeckoe
nnuo), a Takxke gepxarenen unv BnagenbuUes perucTpaumoHHbIX YAOCTOBEPEHUA NEKAPCTBEHHbBIX NpenaparTos (Unu
YMONHOMOYEHHbIX MU APYTUX IOPUANYECKMX NUL), KOTOPLIE SBASKOTCS B3aMO3aMEHSEMbIMM.

(Hactb pononHuTenbHo BkNtodeHa ¢ 1 mapta 2020 ropa depepanbHbiM 3aKOHOM OT 27 nekabps 2019 roga N
475-0 3)

1_5. Hepxatenb nnu Bnagenew perucTpaumoHHOro yAOCTOBEPEeHMS NeKapCTBEHHOro npenapara, a Takxe
Jepxarenu unv snagenblbl PerucTpaumoHHbIX yAOCTOBEPEHNA NEKAPCTBEHHbIX NpenapaTos (MM YNONHOMOYEHHbIe
UMW Opyrve opugmndeckme nuua), KOTopble SBASIOTCS B3aMMO3aMeHsieMbiMU, 00s3aHbl NpeacTaBuTb B
YMONHOMOYEHHbIN hefepanbHbli OpraH UCNONHUTENbHOM BNACTU 3asBIEHUS O BHECEHUN U3MEHEHWU B LOKYMEHTHI,
cogepXxauwmecss B PeructpaurMoHHbIX [OOCbe Ha 3aperucTpupoBaHHble NeKapCTBEHHble rpernapartbl AN
MEIOVLUMHCKOro NPUMEHEHWS, B OTHOWEHUN CBEOEHWA, YKa3aHHbIX B WHCTPYKUMU MO MeAULUHCKOMY MPUMEHEHWIO
NeKapCTBEHHbIX MpernapatoB, B TeyeHne copoka paboumx [OHeid CcO [OHS pasMeweHunsl YNoNTHOMOYEHHbIM
denepanbHbIM OPraHoM UCMONMHUTENbHOW BNacTn nHpopMaumum, ykasaHHom B 4actu 1_4 Hactoswen ctatbun. laHHoe
TpeboBaHNe He pacnpocTpaHsieTCsl Ha CfiyYanm BHECEHUS B MWHCTPYKUMIO MO  MEIMUMHCKOMY MPUMEHEHUIO
NEeKapCTBEHHOro npenaparta W3MEHEHWA B OTHOWEHWW HOBbIX MOKa3aHWW Ans MNPUMEHEHUS NeKapCTBEHHOro
npenapara Ha OCHOBaHWWN Pe3yfibTaToB COOTBETCTBYIOWMNX NCCNEef0BaHNIA.

(Hactb pononHuTtenbHo BkNtodeHa ¢ 1 mapTa 2020 ropa depepanbHbiM 3aKOHOM OT 27 nekabps 2019 roga N
475-03)

2. OKcnepTusa NekapCTBEHHbIX CPEACTB B 4acTW 9KCNepTW3bl kayecTBa NeKapCTBEHHOrO cCpeacTsa W (Mnw)
3KCMepTM3bl OTHOWEHUS 0XWAAEMON MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro mpenaparta s
MELMLMHCKOTO MPUMEHEHWSI MPOBOAWTCS B CllyYae BHECEHVUS W3MEHEHW B OOKYMEHTbl, COAepXaluecs B
PermcTpauMoHHOM OChbe Ha 3aperncTprpPOBaHHbIV NEKAPCTBEHHbIV Npenapar, B OTHOWEHNN:

1) cBEOEHUIA, yKa3aHHbIX B UHCTPYKLMUM N0 MELULUHCKOMY NMPUMEHEHMWIO NEKAPCTBEHHOr0 Npenapara:

a) nekapcTBeHHas popMa C yKasaHMeM HaVMEHOBAHMWIA U KONMMYECTBEHHOro cocTaBa AeWCTBYIOWNX BEWECTB U
KayecTBEHHOro cocTaBa BCMoMoraTenbHbiX BewecTB (Npy  HeobXoAMMOCTM  KONIMYECTBEHHOro  cocTaea
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BCnomoraTte/ibHbIX BeLIJ,eCTB) ;

6) bapmakogmHammka U papMakokuHeTuka (38. WCKNIOYEeHVEeM (papMakoKMHETUKN romMeonaTtnyeckmx
NneKkapcCTBeHHbIX npenapaTtoB N paCTUTeNIbHbIX NeKapCTBEHHbIX npenapaTos);

B) MOKa3aHus Lnsi NPUMEHEHUs!;

r) NPOTMBOMOKA3aHUS LNS MPUMEHEHWS;

[l) Mepbl NPELOCTOPOXHOCTY MNPV MPUMEHEHWNN;

€) yKasaHne BO3MOXHOCTM U OCOBEHHOCTEN MPWMEHEHWSI NEKapCTBEHHOro npenapata Ans MeOULMHCKOro
NPUMEHEHNS BEPEMEHHBIMU XEHLWMHAMW, XEHIWMHAMU B NEPWOL FPYAHOr0 BCKapMNMBaHUS, OETbMW, B3POCbIMM,

nMerumnmn xpoHmndeckune 33.60ﬂeBaHV|$|;

X) PpexwuM [o3vpoBaHUs, Ccrnocobbl BBEOEHWS U TMPUMEHEHWUs, NpU  HeobXOAWMOCTU BpeMs npuema
NleKapCTBEHHOr o npenapara, NPOAOCIXUTENbHOCTb IEYEHMs], B TOM Y/C/e y AeTei [O U Nocne O4HOro roaa;

3) BOBMOXHble NMOHOYHbIE OECTBUSA U HEXENaTeNbHbIE peakLuun NPy NPUMEHEHNN NEKAPCTBEHHOrO Npenapara;
1) CUMMNTOMbI NEPEA03MPOBKY, MEPBI MO OKa3aHMWI0 NOMOLM NPU NEPEeaO3VPOBKE;

K) B3aUMOLENCTBIE C APYrMMM NeKapCTBEHHbIMM NpenapaTtamu 1 (Unun) NuesbIMU NPOaYKTaMu;

n) cpopmbl BbINycKa fekapCTBEHHOMO Npenapara;

M) ykasaHue (npu HeobxoomMocTu) ocobeHHOCTen OelicTBMS NIeKapCTBEHHOro npenapaTa npu nNepsoM npueme
UM MPU ero 0TMEeHe;

H) cBegeHnsa O BO3MOXHOM B/UAHUK nekKapCTBEHHOro npenapara anna MeoununHCKOro rnpuMeHeHusa Ha
CrNocoBHOCTb ynpaenaTb TPaHCNOPTHbIMK CcpeancTBamMn, MeXaHU3MaMu;

0) CPOK rOAHOCTM W yKasaHWe Ha 3anpeT NpPUMEHeHWs NeKapCTBEHHOro npenaparta Mo UCTEeYeHWW cpoka
roAHOCTH;

M) YCNOBUS XpaHEHNS;

p) yCNoBMsi OTNyCKa;

2) cocTaBa NekapCTBEHHOro npenapara Ans MeauLUHCKOro NPUMEHEHWS;

3) n3MeHeHUs MecTa Npou3BOACTBA IEKAPCTBEHHOr0 Npenapara Ans Me4ULMHCKOrO NMPUMEHEHNS;

4) M3MEHEHWs rnokasaTtenieil kayecTBa NIeKapPCTBEHHOro npenapara Ang MeguuMHCKOro NpUMEHEeHUs u (I/IJ'II/I)
MEeTO0B KOHTPO/IA Ka4yeCcTBa IeKkapCTBEHHOro npenapara ansa MegnumMHCKOro npuMeHeHun4;

5) M3MeHEHNs cpoKa rofHOCTM NEKapCTBEHHOro npenapaTa Anst MeAULUHCKOrO NPUMEHEHNS;

6) cBeleHuin 0 HeobBXOOMMOCTU BHECEHWUS! VHbIX W3MEHEHWA B MHCTPYKLMIO MO MEOVMLMHCKOMY MPUMEHEHMIO
NeKapCcTBEHHOro npenapara, a TakXe B WHble OOKYMEHTbl, cogepXawuecs B pPeructpaumoHHOM [oCbe Ha
3aperncTpuypoBaHHbIA  IEeKapCTBEHHbIM npenapat. [lpu 9TOM peweHWe O MNPOBEAEHUM 3IKCMEPTM3bl KayecTBa
NEeKapCTBEHHbIX CPEACTB U (MAK) 3KCNEepTU3bl OTHOLWEHMS OXWAAEMOR MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCcTBEHHOro npernapara Ans MeguuuHCKOro NPUMEHEHWs MNPUHMMAeTcsl B COOTBETCTBUM C YTBEPXIOEHHOW
YNONHOMOYEHHbIM (pefepanbHbiM OpraHoOM WCMONHUTENbHOW BRAacTh Knaccugukaumen WU3MEeHEeHWA, BHOCUMbIX B
JOKYMEHTbI, cofepXallunecs B permcTpaumoHHoM JOCbe Ha 3aperncTpmpoBaHHbI NekapCcTBEHHbIN npenapar.

(HacTb B penakuun, BBeneHHol B feincteue ¢ 1 sHeaps 2016 roga denepanbHbIM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - C™. npeaployllyto peasakumio)

3. C 3asdBneHMeM O BHECEHWM W3MEHEHW B J[OKYMEHTbI, COAEpXallMecs B PerncrtpaurMoHHOM [OCbe Ha
3apervcTpuypOBaHHbIli  NEKapCTBEHHbIN npenapat AAs MEeAMUMHCKOrO MPUMEHEHMWSl, Hapsioy C  OOKYMeHTamu,
yKasaHHbIMM B YacTu 1 HACTOsWeN cTaTby, 3asBUTENb NPEACTABNSET KOMUM OOKYMEHTOB, MOATBEPX AAIOWNX ynnaTty
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rocynapCTBEHHOM MOWWHLI 33 BHECEHWEe B [OKYMEHTbl, colepXaluecsa B pPerucTtpauvoHHOM [OCbe Ha
3apErnCTPYPOBaHHbIA  NEKAPCTBEHHbIM Mpenapat AONs MeAWUMHCKOro MPUMEHEHWS, W3MEHEHW, Tpebyowmx
NPOBeLeHNS 3KCMepTN3bl 1eKapCTBEHHbIX CPELCTB B YacTW 3KCMepTU3bl Ka4ecTBa NeKkapcTBEHHOro cpeacTsea n (Mnu)
3KCMepTU3bl OTHOLWEHUS 0XMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs NekapCTBEHHOro npenapara Aans
MEONLMHCKOro MPUMEHEHUsl, rocyNapCTBEHHOW MOWAWHbI 3a BHECEeHMe B JOKYMEeHTbl, codepXalmecsa B
perncTpaumMoHHOM LOOCbe Ha 3aperucTpupoBaHHbIA NeKapCTBEHHbIA npenapat Ans MeauMUUHCKOro npuUMeHeHus,
N3MeHeHWiA, He Tpebylowmx NPoBELEHUS 9KCMepTM3bl NeKapCTBEHHOro cpeactsa, nmbo BnpasBe MpencTaBvTb MO
COBCTBEHHOW MHULMATIBE yKa3aHHble AOKYMEHTbl. B cnyyae nx HenpencTaBneHUs ynoaHOMOYEHHBIN doeaepanbHbii
opraH WCMoNHUTENbHOM BacTu MNpoBepseT akT ynnaTbl rocynapCTBEHHbIX MOWANH 3adBUTENEM MOCPELCTBOM
MCNONb30BaHNS WMHApopMauuy 06 ynnate rocynapCTBEHHbIX MOWANH, colepxaweincs B [ocynapCTBEHHOM
VMHMOPMALIMOHHOM CUCTEME O rOCYAApPCTBEHHbIX W MyHULUMMANbHbIX Mnarexax, Ha OCHOBaHWM NPencTaBfeHHbIX
3as9BUTENEM KOMWIA AOKYMEHTOB, NOATBEPXAAMOWMX YINaTy rocyaapCTBEHHOW NOLWANHBI.

(HacTb B pepakuun, BBeaeHHoi B feiicterne ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 fekabps 2014
roga N 429-® 3. - CM™. npeaployllyto peaakumio)

4. B TeyeHune pecaty paboumx OHel co OHS NOCTYNNEHUS yKa3aHHOro B YacTu 1 HacTosIWel cTaTb 3asBNeHUS U
HeobX0AMMbIX LOKYMEHTOB YNONHOMOYEHHbIN dheepanbHblii OpraH NCNONHUTENBHOW BNaCTU:

1) NPOBOAMT NPOBEPKY MOMHOTHI U LOCTOBEPHOCTU CBELEHUI, COLEPXALUMNXCA B NPEACTABMEHHbIX 3aSBUTENEM
mMatepuanax;

2) NPVHMMaeT pelleHne 0 NPOBedeHNN yKa3aHHbIX B YacTu 2 HACTOSIWEn CTaTbl COOTBETCTBYIOWMX 3KCNepTu3
NeKapCTBEHHOro cpeacTaa Uy o6 oTkase B MX NPOBeAeHUN;

3) yBenoMnsieT B 3NEKTPOHHON WAM MUCbMEHHON (POpMe 3asBMTENS O MPUHATOM pPELWEHUn WAK B Cryyae
NPUHATUS peweHns 06 oTkase B NPOBEAEHUN COOTBETCTBYIOWEN 3KCNEPTU3bI C yKa3aHWeM NPUYUH TaKoro oTkasa.

(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 mions 2015 ropa ®enepasnbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d 3. - C™. npeabioyllyo peasakumio)

4_1. B cnyyae BbISIBeHUSI HeOOCTOBEPHOCTW CBEAEHWIA, COOepXawuxcs B MpefcTaBlieHHbIX 3asiBUTenem
mMaTepuanax, yrnoJIHOMOYEHHbI pefepanbHblii opraH UCMOSHUTENbHOW BNAacTU HanpasBnsieT 3asiBATENO 3anpoc 06
YTOYHEHNN YKA3aHHbIX CBefeHWi. [laHHbli 3anpoc MOXeT OblTb nepenaH YnoaHOMOYEHHOMY MPEACTaBUTENO
3agBMTENS IMYHO NOA PacnucKy, HanpasfeH Mo No4YTe 3akasHbIM MMCbMOM MW NepenaH B 371eKTPOHHON dhopMe Nno
TeNeKOMMYHVKaLMOHHbIM KaHanam cBasu. B cnyyae HanpasneHns 0aHHOro 3anpoca no noyTe 3akasHbiM NMCbMOM OH
CUMTaEeTCs NONYYEHHbLIM MO UCTEYEHUN WECTW OHEN C AaTbl HanpaBleHNs 3aKa3Horo N1cbMa.

(HacTtb pononHuTenbHO BkNtoyeHa PenepanbHbiM 3aKkoHOM 0T 25 Hos6psa 2013 roga N 317-D3)

4 2. 3assuteno 00653aH nNpencTaBUTb OTBET Ha 3anpoc YMONHOMOYEHHOro doefepanbHOro opraHa
WCMONHUTE/IbHOM BRacTu B CPOK, HE MPEeBblWaowmnii AeBsHOCTa paboynx OHEN CO OHS MOyYeHUs AaHHOro 3anpoca.
Cpok, yKasaHHbliAi B 4acTu 4 HacToswei ctaTby, NPUOCTAHABIMBAETCHA CO OHS HanpaBneHus 3asBUTENIO 3anpoca
YMONHOMOYEHHOr 0 (peaepanbHOro opraHa NCNONHUTENbHOR BNacTX 40 AHSA NOMYYEHUS UM OTBETA Ha AaHHbIA 3anpoc
N He yYnTbiBAETCS NPU NCHUCNEHNN CPOKA NMPUHATUS PELLEHUS O BHECEHUWN N3MEHEHWIA B IOKYMEHTbI, cogepXalmecs
B PErNCTPaLMOHHOM AOCbE Ha 3aperucTpMpOBaHHbIA NEKAPCTBEHHbIN NpenapaT A8 MEQULMHCKOrO NPUMEHEHMS.

(HacTtb nononHuTenbHO BKNtoyeHa PenepanbHbiM 3aKoHOM 0T 25 Hos16ps 2013 roga N 317-D3)

5. OcHoBaHveM Ons oTKasa B NPOBEOEHUM YKa3aHHbIX B 4YacTW 2 HACTOSWEN CTaTbW 9KCNEPTM3 SBNSETCSH
npeacTaBfieHMe [AOKYMEHTOB, MEPeYMCrIeHHblXx B 4acTtsax 1 u 3 HacTosiwew ctatbu, B HemonHoMm ob6beme,
HenpeacrasneHne 3agaBUTENIEM B YCTAHOBNEHHbI CPOK OTBETa Ha yKasaHHblii B 4acTm 4_1 HacToswer craTtbu
3anpoc yrnonHOMOYEHHOro doeaepanbHOro opraHa UCMONHUTENbHOR BNacTW, a TakXe OTCYTCTBME B NPeACcTaBNeHHbIX
LOKYMEHTaX [OOCTATOYHbIX CBEOEHWA, MOATBEPXAANWMX HEODXOLMMOCTb BHECEHUS WU3MEHEHWIA, UNU OTCYTCTBUE
WHcpopMaLMKn, NoATBEP X AAOWEN ¢oakT ynnartbl FOCyAapCTBEHHbIX MOWMH, YKa3aHHbIX B 4acTu 3 HACTOosWeR cTaTbu.

(Hactb B pepakuun, BBeAeHHON B peicTBne PenepanbHblM 3akoHOM OT 25 Hosibpst 2013 roga N 317-P3; B
penakuuv, BBeaeHHoin B peicteue ¢ 1 uons 2015 rogpa denepanbHboiM 3aKkoHOM 0T 22 aekabps 2014 roga N 429-
@ 3. - CM. npeapiaylyo peaakumio)

6. YKasaHHble B YacTu 2 HACTOSLWEN cTaTby SKCNEPTMU3bl MPOBOAATCSA B MOPSAOKE, YCTAHOBIEHHOM cTaTben 23
HacToswero degepanbHOro 3akoHa.

7. B cpok, He npesblwawowmii gecatn paboymx AHel Co OHS MOMyYeHWs 3ak/tOHEeHWn KOMUCCWIA 9KCnepToB Mo
pesynbTataMm ykasaHHblX B 4YaCTW 2 HaCTOSWehn cTaTbW SKCMepTU3, YMNOMHOMOYEHHbIR henepanbHbIi opraH
WCMNONHUTENbHOW BNAaCTu:
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(A63ayu B penakuuu, BBefeHHo B aelicteme ¢ 1 nons 2015 rona denepanbHblM 3akOHOM OT 22 nekabps 2014
roga N 429-® 3. - CM™. Npeabloyllyto peaakumio)

1) NMPMHUMAaET peleHne O BHECEHUM U3MEHEHWI B LOKYMEHTbI, COOEpXalMecs B PerucTpaunoHHOM AOCbe Ha
3apernucTpupoBaHHbIli NEeKapPCTBEHHBIM npenapaTt Ansi MeAULMHCKOro MpuMeHeHusl, unn ob oTkase BO BHECEHWUU
TakuXx N3MEHEHWNIA;

2) BHOCWT B rOCyAapCTBEHHbI PeecTp NeKapCTBEHHbIX CPEACTB HA OCHOBAHUW PEWEHUS O BHECEHNN U3MEHEHMIA
B LOKYMEHTbI, COepXallnecs B pPerucTpaumoHHOM 0OCbE Ha 3apernucTpUMpOBaHHbIA NeKapCTBEHHbIN NpenapaT ans
MEeANLIMHCKOrO MPUMEHEHUS, HEOOXOAMMbIE N3MEHEHUS 11 BO3BPALLAET VX 3asBUTENIO;

3) BbloaeT 3asBUTEN0 HOBOE PerncTpauMoHHOe YAOCTOBEPEHWE NeKapCTBEHHOrO npenapara B Cnydyae
N3MEHEHUA CBeﬂ,eHVIVI, cooepXXalwmxcs B HeEM.

(MyHkT mononHuTenbHo BktoyeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

8. OcHoBaHMeEM 05 0TKa3a BO BHECEHUWN M3MEHEHWIA B OOKYMEeHTbI, coaep>Xaumnecs B permctpauMoHHOM Oocbe
Ha 3aperVICTpI/IDOBaHHbII7I ﬂeKapCTBeHHbIVI npenapatr aonsa MeouunHCKOro rnpuMeHeHusd, [BnsaeTca 3akK/o4eHue
YNO/IHOMOYEHHOIro doefepasnbHOro opraHa WUCMONHNTENbHOW BNAacTM O BO3MOXHOCTU CHUXEHUS 6e3OI'IaCHOCTVI,
KayecTtBa, 3o PEKTUBHOCTN NeKapCTBEHHOro CpeacTBa B criyyae BHECEeHUS Takmnx N3MEeHEeHu.

9. Honyckaetcs obpalleHne nekapCTBEHHbIX NPenapartoB ANns MEAULUHCKOrO NPUMEHEHNS L0 UCTEYEHNS CpoKa
rOOHOCTW, MPOU3BEOEHHbIX B TEYEeHMe CTa BOCbMUOECATW [OHEelW nocne AaTtbl MNPUHATUS  YNONHOMOYEHHbIM
doenepanbHbIM OPraHoM MUCMONHUTESNTIbHOW BIACTU PELIEHUSI O BHECEHUWN U3MEHEHWNA B OOKYMEHTbI, cogepXalnecs B
permcTpaumMoHHOM A0Cbe, B COOTBETCTBUM C UHCDOpMaLIMER, coaepXalleics B JOKYMEHTax perncTpaumoHHOro gocbe
Ha flekapcTBeHHbIV Npenapar 40 AaTbl MPUHATUS TaKoro peLeHus.

(HacTtb B pepakuun, BBeaeHHoi B feictere ¢ 1 miona 2015 ropa PenepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. npeabioyllyo peasakumio)

KommeHTapuin k ctatbe 30

Cratbsi 31. BHeceHue nameHeHUH B AOOKYMEeHTbl, cogepxaliuecsd B peructpalMoOHHOM AOCbe Ha
3aperMCTpMpOBaHHbII?'I ﬂeKapCTBeHHbIVI npenapart ansd setepuHapHoOro rnNpuMeHeHus

1. B uUensx BHECEHUS W3MEHEHWA B [OOKYMEHTbl, COAEpXalMecs B PErucTpaumoHHOM AoCbe Ha
3aperncTprvpoBaHHbIi NEKapCTBEHHbI npenapaTt ANs BETEePUHAPHOro NPUMEHEHWs, AepXaTtenb wnu Bnapened
PErmcTpaumMoHHOro yAOCTOBEPEHMS NeKapCTBEHHOrO mpenaparta Mau YnoaHOMOYEHHOE UM Opyroe opuamnyeckoe
MUO (Danee B HacTosWweWh cTaTbe - 3asBUTENb) MNPeAcTaBnseT B YMNONHOMOYEHHbIA doedepanbHbili opraH
WCNONHUTENBbHON BNAcT 3asiBNEHWE O BHECEHUM TakUX U3MEHEHW NO hOpMe, YCTaHOBIEHHOW YNONHOMOYEHHbIM
henepanbHbiM OpraHoM UCMONHUTENbHOI BNacTW, U Npunaraemble K HEMy WU3MEHEHMUS B yKadaHHble OOKYMEHTbI, a
TakXxe LOKYMEHTbl, NoATBEPXJatowme HeoOX0AMMOCTb BHECEHUS TaKMX M3MEHEHUIA. [pyn HEOOXOAMMOCTY BHECEHMS
N3MEHEHWA B [OKYMEHTbl, COAEPXaluMecs B PerucTpaumMoHHOM LOCbe Ha 3aperucTpUpOBaHHbI NeKapCTBEHHbIN
npenapat LN BETEPMHAPHOrO MNPUMMEHEHWUS, B CNyYyasXx W3MEHEeHUsS U (Unn) AOMOSHEHUS MPOM3BOLCTBEHHOM
nnowanky nekapcTBEHHOro CPeACcTBa, a TakXe U3MEeHEeHUs nokasaTenein kayecTsa nekapcTBEHHOro npenaparta ans
BETEPVHAPHOr0 NPUMEHEHUS 1 (M) METOAOB KOHTPONS Ka4yecTBa NeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOro
NPUMEHEHNS 3asBUTENb OOMNOMHUTENbHO NPEACTaBNSeT B YNONHOMOYEHHbIA doefepanbHbiii OpraH UCNONHUTENbHOM
BNacTV cnepyowme AOKYMEHTbI:

1) KOnNus NMUEH3UN Ha NPOVM3BOACTBO NEKAPCTBEHHbIX CPEACTB, BblAAHHON MPOV3BOAUTENO NEKapCTBEHHOro
npenapara ANs BETEPMHAPHOro NPUMEHEHUS, AN1s1 POCCUACKMX NPOV3BOAUTENEN;

2) KONWS NMUEH3UN Ha NPON3BOLCTBO NEKAPCTBEHHbIX CPEACTB, BblAAHHOW NPOM3BOANTENO (DapMaLleBTUYECKON
cybcTaHumm, BXOLsWeEld B COCTAB NIEKAPCTBEHHOrO mnpenaparta AN BETEPVMHAPHOr0 MPUMEHEHUS, AN POCCUIACKUX
nNpoun3BoaMTENEN;

3) KomMs [OOKYMEHTa, BbIOAHHOrO YMOMHOMOYEHHBIM OPraHoM CTpaHbl MNPOVM3BOOUTENs AONS  KaxXOoWn
NpPOM3BOACTBEHHONM MoWankM NeKkapCTBEHHOro npenaparta ANsl BETePUHAPHOro NPUMEHeHNs 1 NOATBEpP X AatoLero
COOTBETCTBME MPOU3BOAUTENS NEKAPCTBEHHOro npenaparta TpeboBaHUsM NpaBun Hagnexalein npon3BoacTBEHHOM
npakTyKK, N ero NepeBo Ha PYCCKMUi A3blK, 3aBEPEHHbIE B YCTAHOBNEHHOM MOPSIAKE, a TakXe KOMus 3aK/to4eHust o
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COOTBETCTBMW MPOU3BOAUTENSA NEKAPCTBEHHbIX CPeACTB TpeboBaHWAM NpaBun Hagnexaulel npov3BOLCTBEHHOM
ﬂpaKTI/IKI/I, BblOAaHHOIO yﬂOﬂHOMO‘-IeHHbIM q:)ep,epaanblM OpFaHOM WCNONTHUTENbHOW BRacTu ansa Ka)K,D,OI7I
NMpPOM3BOACTBEHHON MNOWAAKN NEKapCTBEHHOro NpenapaTta ansi BEeTepPUHaAPHOro NpuMeHeHusl, 6o Konusi pelleHuns
(0] nposeneval I/IHCI'IGKTI/IpOBaHI/IFI npomasonmenﬂ ﬂeKapCTBeHHbIX Cpe,D,CTB, I'IpI/IHHTOFO yﬂOﬂHOMO‘-IeHHbIM
doenepanbHbiM OpraHoM WCMONHUTENbHOW BRacTy ONS KaXAoW NPOW3BOLACTBEHHOM NoWankn NnekapCTBEHHOro
npenapaTa ansa BeTepI/IHapHOFO npmmeHeva. Yka3aHHble ,JJ,OKyMeHTbI ﬂpeﬂ,CTaBﬂﬂ}OTCH B cnyqae, ecnn
NPON3BOACTBO NEKAPCTBEHHOrO npenapara Ans BeTepUHApPHOro MPMMEHEHUS OCYWECTBASETCS 3a npenenamu
Poccuiickon ®enepauuu;

4) Konus OOKYMEHTa, BblAAHHOIMO YMONHOMOYEHHbIM OPraHoM CTpaHbl NPOWM3BOAUTENS hapMaueBTUYECKOW
cybcTaHuMM 1 NoATBepXJatowero COOTBETCTBME MPOV3BOAUTENS dhapMaueBTMYecKol cybcTaHuMKu, BXOAsWen B
COCTaB NEKapCTBEHHOro Mpenapata [ANs BETEPUMHAPHOro MpPUMEHEHUS, TpeboBaHWAM npaBun  Hagnexauwei
NPON3BOACTBEHHON NPakTUKWU, N ero NepeBos Ha PYCCKuii A3blk, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKe, B Clyyae,
€Cnv NPon3BOACTBO (hapMaLeBTMYECKON cybcTaHLmMm OCcylecTBAsSIeTCS 3a npeaenamm Poccuiickoin denepaunn.

(HacTb B pepakuun, BBeaeHHo B aencteme ¢ 15 mioHsa 2018 roga denepanbHbiM 3aKOHOM OT 4 mioHs 2018 roga
N 140-P 3. - CM. Npenbioyllyo pesakumio)

1_1. B cnyyae uameHeHns n (Mnv) OOMOMHEHMSI MPOU3BOACTBEHHOW NMOWAOKW NeKapCTBEHHOro cpenctsa
JOKYMEHTbI, yKasaHHble B 4yacTu 1 HacToslwen ctatbyn, NPeacTaBnsAlnTCs 3asBUTENIEM B OTHOLWEHUN N3MEHSEMON 1
(unKn) gononHsieMol NPOM3BOACTBEHHOW MAOWAAKN NEeKapCTBEHHOrO cpefcTsa. PeweHne 0 BHECEHUM N3MEHEHWI B
JOKYMEHTbI, colepXalwmecs B perncTpaumoHHOM OOCbe Ha 3aperucTpupoBaHHbIA NIeKapCTBEHHbIM npenapart Ans
BETEPUHAPHOrO MPUMEHEHWs, Ui 06 0TKase B UX BHECEHWW MPUHUMAETCs B Clyyae HeobXoOMMOCTW MPOBELEHUS
9KCNepPTU3bl NEKAPCTBEHHOrO CPEACTBA B CPOK, HE MPEBbIWAIOWNIA AEBAHOCTA Paboyumx OHER, a B OCTalbHbIX Cly4asx
B CPOK, He MpeBblarwuii TpuauaTtn paboynx OHEl CO OHS MPUHSTUS YNOSHOMOYEHHBIM doefeparbHbIM OpraHoM
WCMNOJSIHUTENbHOM BNACTW 3a9BNEHNS O BHECEHUM TaKUX U3MEHEHUIA.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 nioHa 2018 roga denepanbHbiM 3aKoHOM 0T 4 nioHs 2018 roga N 140-
d3)

1_2. B cnyyae peopraHusaumu gepxarena unv snagenbua perucTpaunoHHoro yaocToBepeHns nekapcTBeHHoro
npenaparta Ans BeTepUHApHOro NpuMeHeHus, paspaboTyvka nav Npovu3BOAMTENS NeKapCTBEHHOrO npenapara ons
BETEpPUHAPHOro MNPUMEHeHUs B 3asiBIeHUN O BHECEHUW W3MEHeHWA B [OOKYMEeHTbl, cojepXaluecs B
perucTpaLMoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA NEKAPCTBEHHLIM MnpenapaTr A8 BETEepMHAPHOro MpPUMEHEH s,
yKasblBaloTcs fOaHHble [OKyMeHTa, MOATBEepXJalolwero BHECEHWE COOTBETCTBYIOWWX W3MEeHeHUA B EauHbIi
rocynapCTBEHHbIA PeecTp opuanyeckmx nuu (4ns opraHvsaunii, 3apeructTpmpoBaHHbIX Ha TeppuTopumn Poccuiickoit
denepaumnm), UM NHOTO LOKYMEHTA, MOATBEPXOAIOWEro peopraHnaaumio Iopuanyeckoro nuua (ons opraHnsaumnin,
He 3aperucTpyMpoBaHHbIX Ha Tepputopum Poccuiickoii depepauun). 3asBneHne O BHECEHUW W3MEHEHWIA B
JOKYMEeHTbl, colepXatimecs B perncTpaumoHHoOM OOCbe Ha 3aperucTpupoBaHHbIA NIeKapCTBEHHbIM npenapar Ans
BETEPUHAPHOrO MPUMEHEHMs, W rMpunaraemble K HeMmy [OKYMEHTbl MNPeAcTaBAsfioTCA B YMNOJIHOMOYEHHbIV
henepanbHblii OpraH UCNONHUTENbHOK BNacTU He NMOo3AHEee 4YeM yepes Tpuauatb paboymx AHer CO AHSA BHECEHWS
COOTBETCTBYIOWMX W3MEHeHWA B EAWHbIA rocynapCTBEHHbI peecTp pUAOMYecKMX nuu (4ns  opraHvsauum,
3aperncTpupoBaHHbix Ha TeppuTopun Poccuiickon denepaumn) MM co OHA MPUHATUS COOTBETCTBYIOIWErO
[OKYMeHTa, MOATBEPXAAIoWero peopraHn3aumio opuanyeckoro nuua (Ans opraHmsauuii, He 3aperucTpupoBaHHbIX
Ha Tepputopumn Poccuiickon depnepauun). B cnyvae peopraHnsaummn gepxarens unv snagesnsua permctpaumnoHHoro
yOOCTOBEpPEHNS NIEKapCTBEHHOr0 npenapara A5 BeTepuHapHoro NprvMeHeHns 3assneHne 0 BHECEHUN U3MEHEHWIA B
JOKYMEeHTbI, colepXxatimecs B perncTpaumoHHoOM OOCbe Ha 3aperucTpupoBaHHbLIA NIeKapCTBEHHbIM npenapar ans
BETEPUHAPHOro NPUMEHeHWs, NogaeTCca PUANYECKUM NNLIOM, KOTOPOMY B XOLe peopraHusaumu rnepenaHo rnpaso
BflafeHNs TakM PerncTpaunoHHbIM y40CTOBEPEHNEM.

(Hactb pononHuTtenbHO BkNyeHa ¢ 13 asrycta 2019 roga denepanbHbiM 3akoHOM 0T 2 asrycta 2019 roga N
297-93)

2. B cnyyae BHeCeHWs W3MEHEHMA B OOKYMEHTbl, cogepXalinecss B PerucTpaumMoHHOM [OOoCbe Ha
3aperucTpupoBaHHbI NIEKAPCTBEHHbIA Mpernapart Ang BETEePUHAPHOro MPUMEHEHWUs, B OTHOLWEHUN CBEOEHUNR,
yKasaHHbIX B nognyHktax "e", "x", "k", "n", "H", "c", "X" nyHKkTa 7 yactn 3 cTtaTtbm 17 HacTtosawero degepanbHOro
3aKOHa, U3MEeHeHWs n (Unu) OONOSMHEeHMS MPOW3BOACTBEHHOW MNOWAOKN NEeKapCTBEHHOro CPeAcTBa, a TakxXe B
crnyyae M3MeHeHUs nokasaTenen KkadyecTBa NEeKapCTBEHHOro npenapara Ansg BETEPUHAPHOro MPUMEHEHUs u (1nu)
MeTOO0B KOHTPONA KayecTsa NekapCTBEHHOro npenapara ons BeTepnuHapHoro NpuUMeHeHnsa NpPoBOANTCS aKCnepTusa
NEeKapCTBEHHOMO CPEACTBA A1 BETEPUHAPHOr0 NPUMEHeHUs. B cnyyae He0OXOAMMOCTU BHECEHUS NHbBIX M3MEHEHMWIA
B AOKYMEHTbI, codepXalimeca B pernctpalmMoHHOM A0Cbe Ha 3aperucTpupoBaHHbIA NekapCcTBeHHbIM npenapart Ang
BETEPUHAPHOr0 MPUMEHEHUS, 3SKCnepTu3a NeKapCTBEHHOro Cpenctea O BETEPUHAPHOro MpPUMEHEHUs He
npoBOANTCS.

(HacTb B pepakuun, BBefieHHoW B aelicteue ¢ 1 sHBaps 2015 rona depepanbHbiM 3aKOHOM 0T 22 okTs6ps 2014
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ropa N 313-®3; B pepakumu, BBefeHHol B aelicteue ¢ 1 uons 2015 ropa ®enepanbHbiM 3aKOHOM OT 22 aekabps
2014 ropa N 429-d 3. - CM. npeapblayLyto peaakumio)

3. C 3asBneHMeM O BHECEHMU WU3MEHEHWA B [OOKYMEHTbl, COAepXaluecs B PerncrpauroHHOM [OCbe Ha
3aperncTpupoBaHHbIA  IEKapCTBEHHbIM Mpenapar ANns BETEPUHAPHOrO MPUMEHEHUs, Hapsagy C AOOKYMeHTamu,
yKasaHHbIMU B YacTu 1 HACTOSWeEN cTaTby, 3asBMTENb NPEACTaBNSET KONUN JOKYMEHTOB, NOATBEPX AAOWMX ynaaTy
rocygapCTBEHHOW MOWAUHBI 32 BHECEHWe B [OKYMEHTbl, cogepXalumecs B pPerncTpauMoHHOM [OCbe Ha
3apervcTpupPOBaHHbIA  NIEKAPCTBEHHbLIA MpenapaT [Afs BETEPUHAPHOrO0 MNPUMEHEHWUS, W3MEHEeHWi, Tpebytowmx
NpoBEOEHNST 3KCMEPTU3bl NEKAPCTBEHHONO CPELCTBA, WAW WM3MEHEHWR, He Tpebylowux MPOBELEHMS SKCMEPTU3b
NeKapCcTBEHHOro cpeacTea. B cnyyae Heob6XxoOMMOCTU M3MEHEHMWSI CBEAEHWUIA, COLEepPXallXcs B PErucTpaurioHHOM
yOOCTOBEPEHMM NEKapPCTBEHHOrO Npenapara Ans BeTepuHapHoOro NPUMEHeHNs, ¢ 3asiBfeHneM, ykasaHHbIM B 4acTtu 1
HacToOSWEN cTaTbW, 3a8BUTENb [LOMOMHUTENbHO MNPEACTaBASEeT KOMWIO OOKYMEHTa, noATBepXpawowero ynnaty
rocyLapCTBEHHON MOWAMHbI 32 BblAayy PermcTpaunoHHOro yaoCTOBEpEeHNs NeKapCTBEHHOro npenapara. 3assuTenb
no cobCTBEHHON MHMUMATVBE BMpaBe MPencTaBMTb AOKYMEHTbl 00 ynniaTte rocynapCTBEHHbIX MownvH. B cnyyae
HenpeacTaBneHns 3asiBUTENEM OOKYMEHTOB 00 ynnaTte rocynapCTBEHHbIX MOWANH YNOMHOMOYEHHbIA chefepanbHbilit
opraH WCMONHUTENbHOW BNacTu nposepseT hakT ynnaTbl 3asBUTENEM OCYyOapCTBEHHbIX MOWNH NOCPenCTBOM
MCMONb30BaHNS WHGpopMaumm 06 ynnate rocyfapCTBEHHbIX MOWAMH, comepxaweics B [ocynapCTBEHHON
WHJOOPMALIMOHHOM CUCTEME O TOCYyAapCTBEHHbIX W MYyHUUMNANbHBLIX MniareXxax, Ha OCHOBaHWW MpefcTaBieHHbIX
3asBMTENEM KONWUA JOKYMEHTOB, NOATBEPX AAOWMX YNAaTy rocyaapCTBEHHbIX MOWNH.

(Hactb B pepakumu, BBeAeHHol B aeiicteue ¢ 1 sHBaps 2015 rona denepanbHbIM 3aKOHOM OT 22 oKTs16ps 2014
roga N 313-93; B pepakuun, BBeaeHHo B peicteme ¢ 13 asrycta 2019 ropa @enepanbHbiM 3aKOHOM OT 2 aBrycra
2019 ropga N 297-d 3. - CM. npeablaywyto peaakumio)

4. B cpok, He NpeBbILAWWA fecaTn paboymx OHEW CO LHS MOCTYMNNEHMS YKa3aHHOro B Yactu 1 HacToswen
cTaTby 3asBeHNS N HeOBXOAUMbIX LOKYMEHTOB, YNONHOMOYEHHbI doeaepanbHblii opraH UCNONHUTENbHOM BNacTu:

1) NPOBOAMT NMPOBEPKY MONMHOTHI 1 LOCTOBEPHOCTU CBELEHWI, COLEPXAIUMXCA B NPEACTABMEHHbIX 3aSBUTENEM
LOKYMEHTAX;

2) NpVHMMaET peLleHne 0 NPOBedEeHNN IKCNepPTN3bl NeKapCTBEHHOro CPeCcTBa ANl BETEPUHAPHOr0 NPUMEHEHUS
unu o6 oTKkase B ee NPOBEASHWM;

3) yBenoomMnsieT B NUCbMEHHOW OpMe 3asBUTENS O MPUHATOM PELWEHUM MW B Cryyae NPUHATUA peeHns ob
oTKase B MPOBEAEHWN SKCMepTM3bl NeKapCTBEHHOrO CPeAcTBa AN BETEPWHAPHOrO MPUMEHEHUS C yKal3aHuem
MPUYMH Takoro oTkasa.

4 1. B cnyyae BbISBNEHUS HEOOCTOBEPHOCTM U (MM) HELOCTATOYHOCTW CBEAEHWUW, COOEpPXaWMxCa B
npeacTaBfieHHbIX 3asBUTENeM OOKyMeHTax, YMNOMHOMOYEHHbI dhedepanbHblil opraH WCMONHUTENbHOW BNAacTu
HanpaBnsieT 3asiBATEN0 3anpoc 00 YTOYHEHWM yKasaHHbIX CBedeHwi. 3anpoc MoxeT O6biTb nepenaH
YNONHOMOYEHHOMY NpeacTaBMTeNto 3asBUTENS NOA PacnncKy, HanpaeieH No NoyYTe 3akasHblM NUCbMOM UK NepenaH
B 9/IEKTPOHHOW hOopMe Mo TENEeKOMMYHUKALUMOHHBIM KaHanam cBsian. B cnyyae HanpaeneHus 3anpoca 06 yToYHeHWU
yKasaHHbIX CBEAEHUA NO NoyTe 3akasHbIM NMUCbMOM OH CYMTAETCs MOJSIYYEHHbIM MO UCTEYEHUMN WeCTN OHeR ¢ Aathbl
HanpaBNeHUs 3aKkasHoro NUcbma.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 mnioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 nioHs 2018 roga N 140-
D3)

4_2. 3asuteno 0653aH NpencTaBWTb OTBET Ha 3anpoc  YMOJHOMOYEHHOrOo dpefepanbHoro opraHa
MCMONHNTENBHOW BNacTu B CpoOK, He I'IpeBbILIJaIOLI.I,I/IVI AOeB4aHOCTa pa6o'-||/|x OHEen co OHs nonyyeHnsa oaHHOro 3arpoca.
Cpoku, ykasaHHble B YacTu 1_1 HacToswen ctatbyn, MpMoCcTaHaBNNBAOTCS CO AHS HanpaB/eHns 3asBMUTEeNo 3anpoca
YNONHOMOYEHHOIro cpe,uepaanoro opraHa WCMONHNTENbHON BNacTn A0 OHS nonyyeHna oteeTa Ha OaHHbIA 3anpoc n
He YYUTbIBAKOTCA NMPpU NCHNCNEHNIN cpoKa NPUHATUA pelleHnsa o BHeCeHnn N3MEHEHU B OOKYMEeHTbl, cogepXallnecs B
perncTpaurMoHHOM JOCbe Ha 3apernucTpupoBaHHbIl NEKAPCTBEHHbIN Npenapar o158 BeTepUHapPHOro NPpUMEHeHNs.

(Hactb pononHuTenbHO BkAoYeHa ¢ 15 mnioHa 2018 roga denepanbHbiM 3akKoHOM OT 4 mioHa 2018 ropga N 140-
»3)

5. OcHoBaHueM [nnd oTKasa B MNPOBEOEHUN IKCMEpPTU3bl NEKapPCTBEHHOrO CpencTBa AN BETEPMHAPHOro
NPUMEHeHNa SBNSETCS NpeacTasBfieHne OOKYMEHTOB, yKasaHHbIX B Yactax 1 m 3 HacTtoswen ctaTby, B HEMONHOM
obbeme wAM  OTCYTCTBME B MNPEACTABNEHHbIX AOKYMEHTax [OCTATOYHbIX CBEAEHWUA, MOATBEPXAAloWmX
HeobX0AMMOCTb BHECEHUS W3MEHeHUi, NMbOo HenpeacTaBneHVe 3asBUTENEM B YCTAHOB/EHHLIA CPOK OTBETA Ha
yKa3aHHbIi B 4Yactu 4_1 HacToswen ctatbM 3anpoc YNoJHOMOYEHHOro penepanbHOro opraHa MCMOJIHUTESbHON
BfacTu.
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(Yactb B pepakumn, BBefeHHoON B gencreme ¢ 15 uioHa 2018 roga denepanbHbiM 3aKOHOM OT 4 nioHsa 2018 ropa
N 140-® 3. - CM. Npeabloyllyto peaakumio)

6. OKcrnepTu3a NeKapCTBEHHOro CpenacTBa NS BETEPUHAPHOTO MPVMMEHEHWUS B LENSX BHECEHUS U3MEHEHWUl B
LOKYMEHTbI, COAEpXallMecs B PerucTpaunMoHHOM L[OCbe Ha 3aperucTpupOBaHHbI NeKapCTBEHHbIA npenapat ans
BETEPVHAPHOro MPYMEHEHUs], OCYLLEeCTBNSETCS B NOpsiAKe, YCTaHOBNEHHOM cTaTbel 24 HacToswero denepanbHOro
3aKoHa.

6_1. B cpok, He npeBblwatownii gecsatn paboymx OHelr co OHS NONyYEHUs 3aKIOYEHUSI KOMUCCUU 3KCMNEepTOB Mo
pesynbTataMm yKasaHHOW B 4acTW 2 HACTOSAWEN CTaTbW SKCMNEpPTU3bl, YMNOSIHOMOYEHHbIM doefeparnbHbil opraH
WCNOJSIHUTENbHOM BNACTU:

(Ab3aL B penakumu, BBeaeHHow B feicteue ¢ 13 aBrycta 2019 rona denepanbHbiM 3aKkOHOM OT 2 aBrycta 2019
roga N 297-d 3. - C™. Npeabioyllyo pesakumio)

1) NPUHUMaET peweHne O BHECEHUN N3MEHEHWIA B LOKYMEHTbI, COAEpXaWmecs B PErmcTpaumoHHOM OOCbe Ha
3apervcTpUpPOBaHHbI NEKapCTBEHHbIA Npenapart Ans BeTePUHAPHOro MPUMEHEHUsi, unm o6 o0TKase BO BHECEHWU
Takux N3MEHEHWNIA;

2) BHOCWT B rOCYOapCTBEHHbIA PEECTP NEKAPCTBEHHbBIX CPELACTB HA OCHOBAHUW PELWEHUS O BHECEHNN U3MEHEHMWIA
B LOKYMEHTbI, COAepXallnecs B perucTpaumoHHOM 0OCbEe Ha 3apernucTpuMpoBaHHbI NeKapCTBEHHbIM npenapaT ons
BETEPUHAPHOrO NPUMEHEHNS, HE0BX0AMMbIE N3MEHEHMSI N BO3BPALLAET 3TV JOKYMEHTbI 3asiBUTENIO;

3) BbljaeT 3aaBMTENO HOBOE pPErnucTpaumMoHHOEe YAOCTOBEPEHWE NeKapCTBEHHOro npenapara Aans
BETEPUHAPHOrO MPUMEHEHUS B CNyYyae HEOOXOOUMOCTM U3MEHEHMNS CBELAEHWIA, COQEPXALMXCS B HEM, C COXPAHEHMEM
HOMepa paHee BblOAHHOIO PEerucTpauMoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro npenapara Ans BETEepPUHapHOro
NpUMeHeHns.

(MyHKT gononHUTEnNbHO BKYEH ¢ 13 asrycta 2019 roga PepepanbHbiM 3akKOHOM OT 2 aerycta 2019 roga N
297-93)

(Hactb 6_1 mononHMTeNnbHO BKtoYeHa ¢ 22 Hosibps 2014 ropa denepanbHbIM 3aKOHOM OT 22 okTs6psa 2014 rona
N 313-93)

6_2. B cnyyae BHecCeHWS W3MEHEHWA B [OKYMEHTbl, cofepXalwuecs B PerucTpaumMoHHOM Jocbe Ha
3aperucTpupoBaHHbI  NeKapCTBEHHbIA Mpenapart O/ BeTepUHApPHOro MPUMEHeHWs, B 4acTu, Kacawlencs
NU3MEHEHNs 1 (ANK) OOMONHEHMs NPOM3BOACTBEHHOW MoWanky NekapcTBEHHOro npenapara, npy npeactaBneHum
3asBUTENEeM B COOTBETCTBMM C MNYHKTOM 3 4Yactym 1 HacTodwen cTaTbu KOMUWM pPELWEHUs YNOIHOMOYEHHOro
doenepanbHOro opraHa MUCMofHUTENbHOM BNacTy O NPOBEAESHUN UHCNEKTUPOBAHUSA NPON3BOAUTENSA NEKAPCTBEHHbIX
CpPencTB CPOK, yKasaHHbIA B YacTu 6_1 HacToswen craTbn, NPUOCTAHAB/IMBAETCA CO OHS MONYYEHUS 3aK/o4eHUs
KOMMNCCUN 3KCMEPTOB A0 AHA NPUHATUSA YNONHOMOYEHHbIM dpeneparnbHbiM OpraHoM UCMONHNUTENbHOW BIACTU peLleHns
0 Bblgade unm o6 oTkase B Bblgaye 3aK/OYEHMS O COOTBETCTBUM MPOU3BOIAMTENS NEKapPCTBEHHbIX CPeacTB
TpeboBaHNAM NpaBun Hannexalein NPon3BOACTBEHHON NMPAKTUKK, HO He Bonee YeM Ha CTO BOCEMbIECHAT paboumx
OHen.

(Hactb pononHuTenbHO BkAYeHa ¢ 15 nioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 nioHs 2018 roga N 140-
D 3)

7. OcHoBaHVMEM ONS 0TKa3a BO BHECEHWUM M3MEHEHWU B JOKYMEHTbI, COAEpXalmnecs B permcTpaumoHHOM 00Cbe
Ha 3aperucTpMpoBaHHbIN NEKAPCTBEHHbIA Npenapat A5 BETEPUHAPHOrO MPUMEHEHUS, B Chyyasix, He Tpebyowmx
NpoBeOEeHNs SKCNepTM3bl NeKapCTBEHHOro CPeacTBa, ABNSeTCs npeacrtasneHne JOKYMEeHTOB, yKa3aHHbIX B YacTax 1
1 3 HacTosIEN cTaTby, B HEMOMHOM 06 bEME MNN OTCYTCTBME B MPEACTABNEHHbIX AOKYMEHTAxX CBEAEHWIA, KOTOpbIE
LONXHbI 6bITb B HUX OTpaXkeHbl, TMBo HenpeacTaBneHe 3asBMTENEM B YCTAaHOBJIEHHbI CPOK OTBETa Ha yKas3aHHbIN
B 4YacTu 4_1 HacTosLwWwen cTaTby 3anpoc ynonaHOMOYEHHOrO doeaepanbHOro opraHa UCNONHUTEbHOW BNacTu.

(HacTb B pegakuun, BBeaeHHon B aencteme ¢ 15 mioHsa 2018 roga denepanbHbiM 3aKOHOM OT 4 mioHs 2018 rona
N 140-® 3. - CM. Npeabioyllyo pesakumio)

7_1. OcHoBaHMeM [LNnsi 0TKasa BO BHECEHWM W3MEHEHWIA B LOKYMEHTbl, COAEPXalMecs B PeructpaunoHHOM
JO0Cbe Ha 3aperncTpupoBaHHbIfi 1eKapCTBEHHbIN Npenapar Ans BETEPUHAPHOrO NPUMEHEHUs!, B Cnyyasx, Tpebyowmx
NMPOBEAEHNS1 3KCMepTM3bl NEKAPCTBEHHOIO CPEACTBA, SBASETCS 3ak/loYeHMe YMONHOMOYEeHHOro deaepanbHOro
opraHa WCMNONHUTENbHON BNACTM O BO3MOXHOCTWM CHMXEHMst 6e30MmacHOCTU, KayecTBa, 3PUEKTUBHOCTU
NIeKapCTBEHHOrO MpenapaTta BCNEACTBME BHECEHUS U3MEHEHUI B yKal3aHHbIE AOKYMEHTbI, 0TKa3 YNnoaHOMOYEHHOro
hefepanbHOro opraHa WCMOMHUTENbHOW BRacTV B BblAaye 3aK/MOYeHWss O COOTBETCTBMM MPOU3BOAUTENS
NleKapCTBEHHbIX CPeACTB TpebOoBaHMSIM NpaBun Haaiexallein NPoU3BOACTBEHHOW MPAKTVKU B Clyyae U3MEHEHUs U
(unKn) [ONONHEHUS NMPOM3BOACTBEHHON NNOWAAKM NEKAPCTBEHHOro npenapara, ecnv Npou3BOACTBO NeKapCTBEHHOMO
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npenapara Ans BeTepMHApPHOro MpUMEHEHWs ocylecTBnseTcs 3a npedenamu Poccuiickon ®Pepepaumun, unu
OTCYTCTBME 3TOr0 3aK/t04YeHns.

(HacTtb pononHuTenbHo BkAYeHa ¢ 15 mioHa 2018 roga denepanbHbIM 3aKoHOM OT 4 nioHs 2018 roga N 140-
D3)

8. DonyckaeTcs obpalleHre nekapcTBEeHHbIX NpenapaToB AN BETEPMHAPHOr0 NPUMEHEHNS [0 UCTEYEHNS cpoka
rOOHOCTW, MPOU3BEHOEHHbIX B TeYeHWe CcTa BOCbMUOECATM [AHEe!W nocne Apatbl MNPUHSATUS  YMONHOMOYEHHbIM
doenepanbHbIM OpPraHoM UCMONHUTENbHOW BNACTWN PELeHns O BHECEHUN U3MEHEHUI B JOKYMEHTbI, cogepXawmecs B
perncTpaumMoHHOM [OCbe Ha fleKapCTBEHHbI npenapart, B COOTBETCTBUW C WHAOpMauuen, codepxallencs B
JOKYMEHTax perncTpaumoHHOro JOCbe Ha NeKapCTBEHHbIN NpenapaTt A0 AaThl MPUHATAS TaKoro pelleHus.

(HacTtb B pepakuun, BBeaeHHoin B feicterne ¢ 1 miona 2015 ropa ®enepanbHbliM 3aKOHOM OT 22 fekabps 2014
roga N 429-d 3. - CM™. npeaployllyto peaakumio)

KommeHTapuii k ctatbe 31

CraTtbs 32. OTMeHa rocynapcTBeHHOW perucrpaumm nekapcTBeHHOro npenapara

PeweHne 06 oOTMeHe TrocydapCTBEHHOW peructpaumMm NeKapcTBEHHOro npenapata W UCKIOYEHUN
NeKapCTBEHHOro  npenapata W3 TrOCyOapCTBEHHOrO0  peecTpa  NeKapCTBEHHbIX  CPenCTB  MpuUHMMaeTcs
YNONHOMOYEHHbIM dpelepanbHbiM OPraHoM UCMONHUTENbHOM BNacTu B Cnyyae:

1) npencTaBneHUst COOTBETCTBYIOWMM YMOMHOMOYEHHBIM hefepasibHbiM OpPraHOM WCMOMHUTENbHOW BRACTW
3aK/OYEHNS O pUcKe nnn 06 yrpo3e 340POBbIO, XU3HU YENOBEKA UWN XMUBOTHOrO NPY MPUMEHEHUN NEKAPCTBEHHOIO
npenapara, NPeBbILAWKX ero 3 EKTUBHOCTb, MO Pe3ybTaTaM OCYLWECTBIIEMOr0 UM MOHUTOPMHra 6e30MacHOCTM
NEeKapPCTBEHHOrO Npenapara;

2) nopayn gepxartenem unu snagenbueM perncTpaumoHHOro yaOCTOBEPEHNS NeKapCTBEHHOro npenapara uam
YNONHOMOYEHHbIM VM OPYrUM OPUONYECKUM NULOM 3asiBfieHnss 06 OTMeHe rocynapCTBEHHOW perunctpaumu
nekapcTBEHHOro npenapara;

(MyHkT B pepakumn, BBeaeHHon B neicteve ¢ 1 miona 2015 ropa ®enepasbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

3) HemnoaTBepXAEeHUS roCydapCTBEHHOW peructpauvn nekapcTBEHHOro npenapaTta Mo UCTeyYeHWu cpoka
LEeViCTBUS PErnCTPaLMOHHOro yIOCTOBEPEHUS], BbIOAHHOMO HAa NATb NeT;

4) HenpeLCTaBNEHUS 3asBUTENEM MHGOPMaLMKU, KOTOpas MOXET MoBeyb 3a coboit He0bXx0AMMOCTb BHECEHWS
N3MEHEHWA B [OKYMEHTbl, COAEPXallMecs B PerucTpaumMoHHOM LOCbe Ha 3aperucTpUpOBaHHbI NeKapCTBEHHbIN
npenapar, B Te4yeHue Tpuauaty paboumnx gHei co LHS HACTYNNEHUS 3TUX NBMEHEHWIA;

5) ocywecTBneHns rocyaapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara nog TOproBbiM HaMMEHOBAHUEM
3aperucTpmpoBaHHOro paHee noAg 3TMM TOProBblM HavMMeEHOBaHWEM JieKapCTBEHHOro npenapara, oTnM4alolerocs
KayeCTBEHHbIM COCTaBOM OENCTBYIOWNX BELECTB;

(MyHKT B pepakuun, BBeaeHHON B peiictene ¢ 1 nons 2015 roga ®enepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-® 3. - CM™. npeaployllyto peaakumio)

6) ocylecTBNEHNS rocy4apCTBEHHOM permcTpaumm 04HOro U TOro Xe NekapCTBEHHOro npenapara B OTHOWEHUN
OLHOr0o WM TOro Xe JepXxarens wunv snagenbla PerucTtpaLroHHOro yooCTOBEepeHUs NIeKapCTBEHHOro npenapara B
BMAE OBYX U Bonee nekapCTBEHHbIX NpenapartoB Nnojg pasnnyHbiMM TOProBbiMU HAVMEHOBaHNAMU;

(MyHKT B pepakumun, BBegeHHoN B gencteume ¢ 15 nioHs 2018 roga PenepanbHbiM 3aKOHOM 0T 4 uioHsa 2018 roga
N 140-$ 3. - CM. Npenbioyllyto peaakLmio)

7) BbIHECEHWS CyIOM peleHuss O HapylweHun npae npaBoobnapnatenss O6BEKTOB WHTENNEKTyanbHo
COBCTBEHHOCTM MpW 06palEeHNN NeKapCTBEHHbIX CPELACTB;

8) oTCyTCTBMSA NeKapCTBEHHOrO MpenapaTa B obpaleHnn B Poccuiickolh ®enepaunn B TeyeHve Tpex u bonee
ner;

(MyHkT nononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT


javascript:;

06 obpalleHnn NeKapCTBEHHbIX CPeACTB (C u3MeHeHMAMN Ha 3 anpens 2020 rona) CTpaHunua 62
®epnepanbHbivi 3aKOH OoT 12.04.2010 N 61-03

9) HEeBbINONHEHWS gOepXaTenem WM BnafenbueM pPerucTpaurMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro
npenapata nnMbo ynoaHOMOYEHHBLIM UMW OPYIM IOPUANYECKMM NMLOM MEPONPUSATMIA No obecneyeHnio HeaonacHoOCTU
NeKapCTBEHHbIX MpenapaTtos, yCTaHOBNEHHbIX YNONHOMOYEHHbIM dpefepanbHbiM OpraHoM UCMONMHUTENbHON BNacTu B
COOTBETCTBMM C 4YacTsmMm 3 u 4 ctatbu 64 HacTtosawero degepanbHOro 3akoHa, B paMkax OCyWecTBleHMs
dhapmakoHansopa;

(MyHkT mononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
D3)

10) oTkasa fepxaTens unu Bnagenbla PerncTpauroHHOro yAOCTOBEPEHNS NEKAPCTBEHHOro npenaparta nnbo
YMNONHOMOYEHHOr0 UMK OPYroro lpuANYecKOro nvua OT BHECEHUS W3MEHEHWIA B WHCTPYKUMIO MO MPUMEHEHUIO
NeKapCTBEHHOro npenaparta, Kacatwuxcs HOBbIX MOATBEPXAEHHbIX OaHHbIX O TOM, YTO PUCK NMPUYMHEHWS Bpena
300POBbIO YenoBeka UAN XUBOTHOIO BCNEACTBME NpYemMa nekapCTBEHHOro npenapara npesbiwaet 3 ekTUBHOCTb
€ro NpUMeHeHns.

(MyHkT nononHUTeNbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 rona N 429-
D3)

C 1 aHBaps 2023 roga PenepanbHbiM 3akoHOM 0T 27 aekabps 2019 roga N 475-d3 cratbs 32 HacTosWero
denepanbHOro 3akoHa 6yaeT AononHeHa nyHKTom 11,

KommeHTapuin k ctatbe 32

Cratbs 33. FocynapCTBEHHbIN peecTp NleKapCcTBEHHbIX CPeACTB

1. FocynapCTBEHHbIi PeecTp NeKapCTBEHHbIX CPENCTB COLEPXMWT MepeyeHb NeKapCTBEHHbIX MpenapaTos,
NPOWeAWnX roCynapCTBEHHYIO PEerncTpaumio, nepedyeHb apMaLeBTMYECKMX CyOCTaHUMii, BXOLSWMX B COCTaB
NleKapCTBEHHbIX MPenapaTos, U CneayoLlyo MHOPMaLMIo:

1) B OTHOWEHWMN NEKAPCTBEHHbIX NpenapaTos:

a) HavMeHoBaHWe NeKkapCTBEHHOro npenapara (MexX.anyHapoaHoe HenaTeHToBaHHOe, UKW rpynnupPoBOYHOE, NN
XMMUYECKOE 1 TOProBoe HAMMEHOBAHNS);

(MopnyHKT B pepakuumn, BBeAeHHON B peicteue ¢ 1 wiona 2015 ropa depepanbHbIM 3aKOHOM OT 22 nekabps
2014 ropga N 429-d 3. - CM. npeapblayLyto peaakumio)

6) nekapcTBeHHasi hopMa C yKa3aHWEM [03UPOBKM NEKAPCTBEHHOrO npenapata U ero Ko/jvM4yecTsa B
noTpebuTenbCKOM yNakoBKe;

B) HAMMeHOBaHWe gepxarens nam snagenbua perncTpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara u
CBeAeHNs O perucTpaumm gepxartens wnv BhAagenbua PerucTpaumMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro
npenapara Ansa MeouUMHCKOro MNPUMEHEeHMs B KayecTBe HanoronnaTtefbliyka B CTpaHe peructpauun (ans
POCCUMIACKMX OPUANYECKMX UL, - NOEHTUPUKAUNOHHBIA HOoMep Hanoronnatenbwwmka (MHH), nna uwHOCTpaHHbIX
IOPUANYECKNX NUL, - CTPaHa pernctpaunmn, HaMmMeHoBaHWe PErncTpUpPYyoWero opraHa, permcTpaumoHHbIA HoMep, Ko
HanoronnaTenbluMka B CTpaHe perncTpaunm (MHKopnopauun) namn ero aHanor);

(MomonyHKT B pedakunun, BBefeHHol B geicteue ¢ 1 mions 2015 roga PepepanbHblM 3aKOHOM 0T 22 aekabpsi
2014 ropa N 429-d3; B penakuun, BBegeHHon B feinctene ¢ 1 aHBapsa 2018 roga denepanbHbiM 3aKOHOM OT 28
nekabps 2017 rona N 425-d 3. - CM. npeablayluyto pefakumio)

r) HauMeHOBaHMe 1 ajpec NPOU3BOAUTENS NEKAPCTBEHHOrO npernapara W CBeAeHWs O perucrpauum
Npon3BOAMTENS NEKAPCTBEHHOrO npenapara nnd MeOVMUMHCKOro MPUMEHEHUS B KayecTBe Hanoronnatenblivka B
CTpaHe perucTpauum (N POCCUACKUX HOPUOMYECKUX NUL - UAEHTMEMKALUOHHBLIA HOMEp Hanoronnatenbluka
(MHH), ong MHOCTpaHHbIX IOPUANYECKUX NUL, - CTpaHa perncrpauuun, HavMeHoBaHWe PervcTpupyolero opraHa,
PErnucTpaLmoHHbIA HOMEP, KO Hanoronnarenblyka B CTpaHe perncTpaumm (MHKoOpnopauum) nnm ero aHanor);

(MopnyHKT B pepakumu, BBeLeHHON B peicTeue ¢ 1 aHBapsa 2018 ropa ®@enepanbHbiM 3aKOHOM OT 28 nekabps
2017 ropa N 425-0 3. - Cm. npeaploywyo peaakumio)
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) dbapmakoTepaneBTMyeckasa rpynna, Kojh JleKapCTBEHHOro npenapara Mo aHaToMo-TepaneBTU4ecko-
XMMUYECKOI Knaccudumkauumn, pekomeHnosaHHon BeceMnpHoi opraHnsauveit 34paBooxpaHeHuns;

(MopnyHKT B pepakuumn, BBeAeHHON B peicteue ¢ 1 wiona 2015 rogpa depepanbHbIM 3aKOHOM OT 22 nekabps
2014 ropga N 429-d 3. - CM. npeaplaywyto peaakumio)

€) nokasaHus 1 NPOoTUBOMNOKAa3aHUs K MPYMEHEHUIO NNEKapCTBEHHOro Npenapara;
X) NoBoyHble OECTBUS NEKaPCTBEHHOro Npenapara;

3) CPOK rOHOCTVM NEKAPCTBEHHOrO Npenapara;

1) YCNOBUSI XpaHEeHUsl NeKapCTBEHHOro npenapara;

K) yCNoBWS OTNycKka NekapCTBEHHOro npenapara;

N) HOMep cpapMakonerHoW cTaTby WAM B CNy4Yae ee OTCYTCTBUS HOMEep HOPMATMBHOW [OKYMEHTauuu nubo
HOPMaTUBHOIrO AOKYMEHTA;

M) Oata rocynapCTBEHHOW perncrpaumy nekapCTBEHHOro npenapata M ero perucTpaumoHHbIA HOMep, darta
3aMeHbl PErnCTPauUMOHHOrO YOOCTOBEPEHUS NEKAPCTBEHHOro npenaparta Ha 6eccpoyHoe perunctpaumoHHoe
yOOCTOBEPEHME NEeKapCTBEHHOrO npenaparta, hata nojayn 3asiBfeHuMs O MNOATBEPXAEHUN rocyaapCTBEHHOM
permctpaumMm NiekapCTBEHHOro npenapara, jgara OTMeHbl roCydapCTBEHHOW perucrTpaumM nekapCcTBeHHOro
npenapara;

(MomonyHKT B pepakunun, BBefeHHoW B oeicteue ¢ 1 mions 2015 roga PenepanbHblM 3aKOHOM 0T 22 aekabpst
2014 roga N 429-® 3. - CM. npeablayluyo pegakuuio)

H) Ka4YeCTBEHHbIA COCTaB W KOJIMYECTBEHHbIA COCTAB [HOEWCTBYIOWMX BELWECTB U KAYECTBEHHbLIA COCTaB
BCMoMoraTesbHbIX BEWECTB NeKapCTBEHHOrO npenapara;

(MoanyHKT mononHWTenbHO BKAoYeH ¢ 1 uons 2015 rona denepanbHbiM 3aKoHOM 0T 22 aekabps 2014 ropa N
429-0 3)

0) MHpopmaLmsa 060 BCeX paspelleHHbIX BUAAX BTOPUYHON (NOTPebuTenbCcKoit) ynakoskuy;
(MoanyHKT mononHUTENbHO BKAoYeH ¢ 1 mions 2015 rona ®enepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-d3)

n) nara NpuHATUSA peleHns 0 BO3MOXHOCTU paccMaTprBaTtb NeKapCTBEHHbIA npenapaT npw rocynapcTBeHHOM
perucTpaumMn B KayecTBe OP(IAHHOrO NeKapCTBEHHOro npenapata (ANs NeKapCcTBEHHbIX npenapartos  Ans
MELMNLMHCKOro NPUMEHEHNS);

(MoanyHKT mononHUTENbHO BKAoYeH ¢ 1 mions 2015 rona ®epepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-03; B pepakumn, BBeaeHHOW B aelicteBme ¢ 1 mapTta 2020 roga PenepanbHblM 3aKOHOM OT 27 gekabps 2019
roga N 475-® 3. - CM. Npeaployllyto peaakumio)

p) Hanuuue neKkapcTBEHHOro npenapata B NepevyHe XU3HEHHO HEeobBXOAMMbIX UM BaXKHEWWWX neKapCTBEHHbIX
npenapaTos (4N NeKapCTBEHHbIX Npenaparos AN MeANUMHCKOro NPUMEHEHNS);

(MoanyHKT mononHWTEnbHO BKoYeH ¢ 1 utonst 2015 roga PenepanbHbiM 3akKoHOM oT 22 aekabps 2014 roga N
429-03; B pepakumu, BBeaeHHOW B aelictBme ¢ 1 mapTta 2020 roga PenepanbHblM 3aKOHOM OT 27 gekabps 2019
roga N 475-® 3. - C™. npeaployllyto peaakumio)

C) Hanuune B NeKapCTBEHHOM Mpenapate HapKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BEWECTB N UX MPEKYPCOPOB,
nognexawmx koHTponto B Poccuiickon ®epepaumm, B COOTBETCTBUM C 3aKoHOLATENbCTBOM Poccuinckon
depnepaunm, MexayHapooHbiMu porosopamu Poccuiickoinn depepauun, B TOM uucne EamHon KoHBeHUumen o
HapkoTudeckmx cpencteax 1961 roga n KoHseHuUmeln o NCUXOTPONHbIX BewecTteax 1971 roaa;

(MoanyHKT mononHWTenbHO BKoYeH ¢ 1 uons 2015 rona PenepancHbiM 3aKoHOM oT 22 nekabps 2014 roga N
429-D3)

T) WHOpMaUUs O TOM, SBASETCA NM OaHHbIA NEeKapCTBEHHbI npenapar pedepeHTHbIM NeKapCTBEHHbIM
npenaparom;

(MoanyHKT mononHWTENbHO BKAOYeH ¢ 1 uons 2015 rona denepancHbiM 3akoHOM 0T 22 aekabps 2014 ropa N
429-$3)

y) CcBefeHua 0 nojadye 3asiB/ieHNS O BHECEHUM U3MEHEHWA B OOKYMEHTbl, codepXawmecs B peructpaunmoHHOM
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[lOCbe Ha NnekapCTBEHHbIN Npenapar;
(MoanyHKT mononHUTENbHO BKAoYeH ¢ 1 mions 2015 rona ®epepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-93)

) NOANYHKT AONONHUTENBHO BKAoYeH ¢ 1 nions 2015 ropa ®efepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-d3; ytpatun cuny ¢ 1 mapta 2020 roga - PenepancHolii 3akoH oT 27 nekabps 2019 rogpa N 475-d3 - cm.
npeablaylyo penakumio;

X) CPOK BBELEHWS NEKAPCTBEHHOrO Npenapara B rpaxaaHckuii obopor;
(MoanyHKT mononHWTenbHO BKoYeH ¢ 1 utonst 2015 roga PenepancHbiM 3aKoHOM oT 22 nekabps 2014 ropa N
429-D3)

2) B OTHOLWEHWMN (hapMaLeBTMYECKNX CybCTaHLWIA:

a) HauMeHoBaHWe hapMaLeBTUYECKON cybecTaHUuuM (MeXOyHapoaHOoe HemaTeHTOBAaHHOE, WK TPYNNMPOBOYHOE,
WA XMMUYECKOE U TOProBOE HaMMEHOBaHUS);

(MomonyHKT B pepakunun, BBefeHHol B geicteue ¢ 1 mions 2015 roga ®epepanbHbiM 3aKOHOM 0T 22 aekabpsi
2014 ropa N 429-d 3. - CM. npegplaywyto peaakumio)

6) HauMeHoBaHue 1 agpec NPON3BOANTENS dapMaLEeBTNYecKon cybcTaHumm;
B) CPOK rOHOCTM chapmaLeBTnYecKol cybcTaHumuy;
I) yCNoBus XxpaHeHus papMaLeBTUYeckomn cybcTaHunm;

JJ,) HOMep (papMakonewnHoi cTtaTtbuM UAN B CnyyYyae ee OTCYTCTBMS HOMEep HOPMaTWBHOW OOKyMeHTauuu nmbo
HOPMaTMBHOIO OOKYMEHTA,

€) Hanmume ghapmMaLeBTUYECKON cybCcTaHUMM B NepeyHe HapKOTUYECKUX CPEACTB, NCUXOTPOMHbIX BEWECTB U X
npekypcopoBs, nognexawmx kKoHTponto B Poccuiickon Penepaunmn, B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccwuiickon ®epepaunn, MexnayHaponHbiMM gorosopamu Poccwuiickon depepauun, B TOM uyucne EguHoi
KOHBEHUMeN 0 HapkoTuyeckmx cpeacteax 1961 roga n KoHseHuuen o ncuxoTponHbIx Bewectsax 1971 roga.

(MoanyHKT mononHUTENbHO BKAoYeH ¢ 1 mions 2015 rona ®enepanbHbiM 3akoHOM 0T 22 nekabps 2014 roga N
429-D3)

2. ®dapmauesTnyeckas cybcTaHums, NPOM3BEOEHHAs AN peanu3aumu, MoxeT ObiTb BK/OYeHa B
rocyAapCTBEHHbI PeecTp NeKapCTBEHHbIX CPEACTB HAa OCHOBaHWMU 3asiBNieHMs paspaboTynka uam npous3BoauTens
NEeKapPCTBEHHOMO cpeacTa NMbo ynoaHOMOYEHHOMO MU FOPUAMYECKOr0 LA NPY YCNOBUM NPOBELEHNS B OTHOLEHNM
TaKko (hapMaLeBTUYECKON cybCcTaHUMM 3SKCNepTu3bl KadyecTBa papMaueBTMYecKor cybcTaHuuvm B Mopsiake,
YCTAHOBNEHHOM cTaTbel 34 Hactoswero depepanbHoro 3akoHa. B oTHoweHWM ghapMaueBTUYeckux CybCcTaHLmiA,
npon3BeneHHbIX ANna peann3auuu, B rocy4apCTBEHHOM peecTpe NnekapCTBEHHbIX CPEACTB COOEPXUTCA cnepyowas
VHdpopmMaums:

1) HaMMeHoBaHWe dbapMaleBTMYecKoi cybcTaHuun (MeXxoyHapoOHoe HenaTeHToBaHHOe, UK rPynnUMPoBOYHOE,
UMM XMMNYECKOE N TOProBOE HaMEeHOBaHWS);

2) HauMMeHOBaHWe, agpec MNpPOU3BOOMTENs dapMaueBTMYecKol cybcTaHumMM, a TakXe B OTHOWEHUU
NEeKapCTBEHHbIX CPeACcTB ANs  MeAUUMHCKOro MPUMEHEHUS CBeAeHWs O peructpauunm npou3BoanTens
(papMaLeBTMYeckoi cybcTaHuMM B KayecTBe HajoronnatenbluMka B CTpaHe peructpaumn (Ans POCCUIMCKMX
IOPUANYECKNX NNL - NAEHTUMUKALMOHHBIA HOMep Hanoronnatensiwuka (MHH), ons nHoCTpaHHbIX PUANYECKMX L, -
cTpaHa perumctpaummn, HaMMeHoBaHNe PErncTPUPYIOWEro opraHa, perucTpaunoHHbIA HOMep, KO4 HanoronnaTenblmka
B CTpaHe permcrpaumm (MHKopnopaumu) Nav ero aHanor);

(MyHKT B peaakumn, BBeeHHoW B aeicTeue ¢ 1 aHBaps 2018 rona denepanbHbIM 3aKOHOM 0T 28 nekabpsi 2017
roga N 425-d 3. - C™. npeabioyllyo pesakumio)

3) cpoK rogHOCTM goapMaLieBTUYeCcKol cybcTaHumu;
4) ycnoBusi xpaHeHUsi oapMaLeBTUYECKol cybcTaHUmMK;

5) HoMep dpapMakomnenHon ctatbu nMBO B Cnyyae ee OTCYTCTBUS HOMEP HOPMATUBHOW OOKyMEeHTauuu Wnu
HOPMAaTMBHOIO AOKYMEHTa;
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6) HanMume hapmMaLeBTUYECKON cybCcTaHUMM B NepeyHe HapKOTUYECKUX CPEACTB, NCUXOTPOMHbLIX BEWECTB U X
npekypcopoBs, nognexawmx kKoHTponto B Poccuiickon ®epepaunn, B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccuitickon ®depepaumn, MexayHaponHbiMu gorosopamu Poccuiickon depepauuun, B TOM uyncne EnunHoin
KOHBEHUMeN 0 HapkoTudeckumx cpencteax 1961 roga n KoHseHuUmeln o NCUXoTponHbIX BewecTteax 1971 roaa;

7) pnaTa BK/YeHUs papmaLleBTMyeckor cybcTaHLmmn B rocyAapCTBEHHbIA peecTp NekapCTBEHHbIX CPEACTB, Aarta
BHECEHNS] W3MEHEHWA B [LOKYMEHTbl (papMaueBTUYeckol cybcTaHuuu, fata MCKMOYEHWs hapMaLeBTMYECKOA
cybCcTaHummM 13 rocyjapCTBEHHOrO peecTpa NeKkapCTBEHHbIX CPEACTB.

(YacTb 2 B pepakuum, BBefeHHon B geiictene ¢ 1 nions 2015 roga depepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

3. Mopsnok BeAeHUs rocynapCTBEHHONO PeecTpa NeKapCTBEHHbIX CPEACTB AN MEAULMUHCKOrO NMPUMEHEHNS 1
nopsiioK BefeHUsl TOoCylapCTBEHHOr0 peecTpa NIeKapCTBEHHbIX CPEeACTB AN BETEePUHAPHOTro MPUMEHEHus
YyTBEPX[ATCA COOTBETCTBYIOWMUM YNONHOMOYEHHbIM hefepanbHbiM OPraHoM UCMONHUTENBHOI BNACTU.

KommeHTapuii k ctatbe 33

Cratbsi 34. BKNloYeHMe B rocy,apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB U UCKNIOYEHUe U3
rocynapCTBEHHOI0 peecTpa /ieKapCTBEHHbIX CPeaCcTB hapMaLLeBTUYECKOWN CybCcTaHL MM,
Npou3BeAeHHOW ANSl peanusauum

(HaumeHoBaHwve B penakumu, BBefieHHoM B aelicteme ¢ 1 nons 2015 rona depnepanbHbiM 3aKOHOM 0T 22 nekabpst
2014 roga N 429-d 3. - CM. npeblayLyto penakLmio)

1. Ons BKNOYeHWS dhapMauLeBTMYECKOl cybcTaHumW, NPOU3BELEHHOW ANS peanv3auvu, B rocynapCTBEHHbINA
peecTp nekapCTBEHHbIX CPEeACTB, MPOBOANTCS 3KCnepTu3a ee KkayecTsa.

(HacTb B pepakuun, BBegeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3akOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. npedplayllyio pegakuuio)

2. OkcneptM3a KayecTBa yKasaHHOW B 4YacTu 1 HacTosiwel cTtaTbu dbapMaueBTUYecKon cybcTaHumm,
COCTaB/ieHVe KOMMUCCMEW SKCMepToB 3ak/ioyeHui no pesynbraraM 3TOW SKCMepTusbl U KX HanpasneHue B
YNONMHOMOYEHHBIN befepanbHbIdi opraH WCNONHUTENIbHON BNAacTU OCYWECTBASAIOTCSA B CPOK, HE MpPEeBbILAWniA
wectnaecstTm paboynx AOHel Co OHS MONYyYeHWst SKCMEePTHbIM y4YpeXOeHWeM COOTBETCTBYIOWEro 3agaHus
YMNOJIHOMOYEHHOr0 (hefepanbHOro opraHa UCNOMHUTENbHOM BNacTU U CenyioWwnx 4OKYMEHTOB:

1) Konus NUUEH3UM Ha MPOW3BOACTBO NEKAPCTBEHHbIX CPEACTB MW KOMWUS 3akK/loYeHUs O COOTBETCTBUM
NpoM3BOAMTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM npaBun Haanexauwei nPOU3BOACTBEHHOW MPaKTUKK,
BblO2HHbIX YMNOSIHOMOYEHHbIM dhefepanbHbiM OPraHoM WCMOMHUTENbHOW BRactW, B clyyae, ecnv npou3BOACTBO
nekapcTBEHHOro cpeacTsa ocyuwecTsnseTca B Poccuiickon denepaunu;

(MyHKT B peaakummn, BBeaeHHON B aencTteme ¢ 15 nioHsa 2018 ropa PenepanbHbIM 3aKkoHOM OT 4 nioHsa 2018 ropa
N 140-® 3. - CM. Npenbioyllyo pesakumio)

2) Konns OOKYMEHTAa, BblAAHHOrO YNOSIHOMOYEHHBIM OPraHOM CTPaHbl MPOM3BOANTENS NEKAPCTBEHHOrO CpeacTsa
W NMoATBepXJalolero paspeleHve npon3BoAcTBa IeKapCTBEHHOro CPeacTsa, U ero rnepesof Ha PYyCCKUA A3blK,
3aBEepeHHble B YCTAHOB/IEHHOM MOpsAOKe, a TakXe KOMus 3akfloyeHus O COOTBETCTBUMM NPOU3BOLAMTENS
NeKapCTBEHHbIX CPeACcTB TpeboBaHUSM NpaBun  Hagnexalehn npoM3BOLCTBEHHON NPaKTUKW, BblOAHHOMO
YNONHOMOYEHHbIM (oefepanbHbiM OPraHoM WCMONHUTENBHOW BRactu, nMbo KOMWS PELIEHWsT YNOIHOMOYEHHOMO
doenepanbHOro opraHa UCNoJIHUTENbHOM BNACTU O NPOBEAEHUN NHCMEKTUPOBAHMSA NPON3BOANTENSA NEKAPCTBEHHOMO
cpencTtsa. YkasaHHble OOKYMEHTbl MPeAcTaBnsioTCA B Cllyyae, ecnv npou3BOACTBO JIEKAPCTBEHHOrO CpencTsa
ocyulectsnseTcs 3a npeaenamm Poccuiickon depepauun;

(MyHKT B pepakumun, BBegeHHoN B gencteume ¢ 15 nioHs 2018 roga PenepanbHbiM 3aKOHOM 0T 4 uoHsa 2018 roga
N 140-$ 3. - CM. Npenbioyllyto peaakLmio)

3) LOKYMEHT, cofepXaluii cneayowmne cBeeHns o hapMaLleBTUYecKoi cybcTaHumm:
a) HaMMeHoBaHVe papMaLeBTNYecKoin cybcTaHLuum, ee CTPYKTypa, oblwne CBONCTBa;

6) HaMMeHoBaHWe 1 aapec NPOU3BOANTENS;
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B) TeXHONorns npou3BOACTBA C ONUCaHWeM cTaguii NPOM3BOACTBA W METOLOB KOHTPONS Ha BCexX CTaamsax
npon3BoaCcTBa;

r) onvcaHme paspaboTku npouecca Nnpon3BOACTBa;

[) onncaHme KOHTPONS KPMTMYECKUX CTaamin npoLecca Npou3BoACTBa U MPOMEXYTOUYHOV NPOAYKLNN;
€) DoKyMeHTanbHoe NoOATBEpPXAeHME (Banuaaums) NpoLeccoB U (MIKN) NX OLEHKA;

) CBOWCTBA 1 CTPYKTypa OENACTBYIOWNX BELWECTB;

3) XxapakTepucTuka npuMecein;

1) cneumndomkaums Ha oapmaueBTUYecKyto cybcTaHumio n ee 060CHOBaHME;

K) aHanuTMyeckme MeTOOUKW, UCMONb3yeMble MPU OCYLWECTBNEHWN KOHTPONS KadyecTBa cpapMaLleBTUYecKo
cybcTaHumm;

n) OOKYMeHTanbHoe NoATBEPXAEHUE (Bannpaumns) aHanmTuYecknx MeToamk, UCnoNb3yeMblX NPy OCYLWECTBIEHNN
KOHTPONS KayecTBa oapMaLeBTUYecKon cybCcTaHLmnu;

M) pesynbTaTbl aHanmnaa cepuii oapmaueBTUYecKon cybcTaHumm;

H) NepeYeHb cTaHOapTHbIX 06Pa3LIOB UK BELLECTB, UCMOMb3YEMbIX NMPW OCYLIECTBNEHNN KOHTPONS Ka4ecTBa;
0) onucaHmne xapakTePUCTMK 1 CBOMCTB YNakOBOYHbIX MAaTEPUANOB 1 YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 cTabMNbHOCTU chapMaLIeBTMYECKO cybcTaHuuu;

p) CPOK FrogHOCTY;

4) [LOKYMeHT, colepXaluh CBeAeHUss O perncrpauunm npousBoaNTENs NeKapCTBEHHbIX CPencTB Ans
MeOULMHCKOro NPUMEHEHNS B Ka4eCTBEe HanoronnaTenbwuka B CTpaHe peructpaunm (4ns poCcCUNCKUX Iopunanyeckmnx
Y - WOEHTUMKALMOHHBIA HOoMep Hanoronnartenbwmka (MHH), ons uHocTpaHHbIX IopuaMyeckux nuL - ctpaHa
perucTpaumn, HaMMeHOBaHWe pPerncTpupylrowero opraHa, perucTpauroHHbI HOMep, KOoA Hanoronnatenbluka B
CcTpaHe perucTpaumm (MHKoprnopawmn) unm ero aHanor).

(MyHKT DonmonHMTEnbHO BKYeH ¢ 1 aHBaps 2018 ropa ®epepanbHbiM 3akoHOM 0T 28 nekabps 2017 ropa N
425-93)

(YacTb B penakumn, BBeAeHHoW B feicteue ¢ 1 sHaps 2016 rona denepanbHbiM 3aKOHOM 0T 22 fekabps 2014
roga N 429-®3 (c nameHeHusMK, BHeCeHHbIMN DenepanbHbiM 3akoHOM oT 13 monsg 2015 roga N 241-93). - Cwm.
npeablaylyo penakumio)

3. [ns npoBeneHMsi aKCMepTW3bl KayecTBa ykasaHHOW B 4YacTu 1 HacToswelr ctaTbk dhapMaueBTUYEecKoi
cybcTaHumm 3asBuTeNb NPeAcTaBnseT B yNONHOMOYEHHbIN hefepanbHblii OpraH UCNONHUTENBHON BRACTY:

1) 3agBneHVe O BKOYEHUN B rOCYLapPCTBEHHbIA PEECTP NIeKapCTBEHHbIX CPEeACTB AaHHOW dhapMaueBTUYeCKoi
cybcTaHumm;

2) KonMsa OOKYMEHTa, MOATBEPX AAlOWeEro ynnarty rocy4apCTBEHHON MOWAUHbI 33 BKIKOYEHWE B FOCYAaPCTBEHHbIIA
peecTp NeKapCTBEHHbIX CPEACTB papMaueBTUYECKON cybCcTaHumMM, Npou3BeLEeHHOW ANns peanu3aumun, nubo no
COOCTBEHHOW MHUUMATMBE yKasaHHbIA OOKYMEHT. B cnyyae ero HenpencTaBneHus 3asiBUTENIeM YrONHOMOYEHHbIN
doenepanbHblil OpraH UCMONHUTENBHOW BNacTy NposepseT doakT ynnaTbl rocy4apCTBEHHONW MOW/VHbLI 3asBUTENEM C
NCNONb30BaHMEM WHGOpMaumMm 06 ynnate rocyLapCTBEHHOW MOWMHBI, copepXaweics B [ocynapCTBEHHOW
WHCJOPMALIMOHHON CUCTEME O FOCYOAPCTBEHHbIX M MYHMUMMNANbHbLIX Mnarexax, Ha OCHOBaHWW NpencTasfIEHHON
3asBuTENEM KONUWN OOKYMEHTA, NOATBEP X AAtolWero ynnarty rocy4apCTBeHHON NOWNHbI;

(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 miona 2015 ropa @ enepasnbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM™. npeabloyllyto peaakumio)

3) LOKYMEHTbI, yKa3aHHble B YacTW 2 HacTosllWeln cTaTby;
(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 miona 2015 ropa ®enepasbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d 3. - C™. npeaployllyto peaakumio)
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4) 3asiBneHne O Bblgaye paspelweHnss Ha BBO3 B Poccuiickyto Pepdepaumio  KOHKPETHOW napTum
HesaperncTpupoBaHHOro NeKkapcTBEHHOro CPeacTBa, NpeaHasHa4YeHHoro Ans NpoBeneHNs yKasaHHoM 3KCnepTnabl.

(MyHkT mononHUTenbHo BkoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
»3)

4. B TeueHune pecAtn pabounx OHe CO AHS NMPUHATUS 3asSBNEHUS O BKIIOYEHWUMN yKasaHHOW B YacTu 1 HacToswen
cTaTbu cpapmaueBTMYECKON cybCcTaHUMM B FOCYOaPCTBEHHbI PEecTp NeKapCTBEHHbIX CPEOCTB U OOKYMEHTOB,
nepeymcneHHblx B 4actm 1 M nyHkTe 2 yactu 3 HacToslWel ctaTtbW, YNOMHOMOYEHHbI dhelepasnbHbii opraH
WCMONMHUTENbHOW BNacTu:

(A63ay B penakuuu, BBefeHHo B gelicteme ¢ 1 nons 2015 rona denepancHblM 3aKkOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM. npeaployllyto peaakumio)

1) NPOBOAMT NPOBEPKY MONHOTLI U AOCTOBEPHOCTM AAHHbIX, COAEPXAIUNXCS B MPELCTABNIEHHbIX 3asiBUTENEM
LOKYMEHTax;

(MyHKT B pepakuun, BBeOeHHOW B AeicTeue depepanbHbiM 3akoHOM oT 25 Hosibps 2013 roga N 317-D3. - Cwm.
npeaploywyo pegakumio)

2) NpVHUMaeT pelieHWe O HampaB/eHWUM B 3KCMEPTHOE yuypexXOeHne 3agaHusl Ha MNpoBedeHne SKCNepTu3bl
KayecTBa ykasaHHOW B 4yacTu 1 HacToswen cTatbu dpapmaueBTUYeckoih cybcTaHuMm unm ob oTkase B TakoM
HanpasneHuu;

3) yBeooMnseT B 9NEKTPOHHOW AW MUCbMEHHOW hopMe 3asBUTENS O MPUHATOM peLleHnr Uan B Cnydae oTkasa c
yKasaHueMm npuynH Takoro oTkasa.

(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 mions 2015 ropa ®enepasbHbIM 3aKOHOM OT 22 fekabps 2014
roga N 429-d 3. - C™. npeapioyllyto peasakumio)

4_1. B cnyyae BbIsSIBeHUSI HEeOOCTOBEPHOCTW CBEAEHWI, COOepXawuxcs B MpefcTaBiieHHbIX 3asiBUTenem
mMaTepuanax, yrnoJIHOMOYEHHbIA hefepanbHblii opraH UCMONHUTENBHOW BNAacTU HanpasBnsieT 3asiBATENIO 3anpoc 06
YTOYHEHNM YKa3aHHbIX CBefeHMWil. [laHHbli 3anpoc MOXeT OblTb nepenaH YnoAHOMOYEHHOMY MPEACTABUTENO
3aaBMTENS IMYHO NOA PacnuCKy, HaNpPasfieH Mo No4YTe 3akasHbIM MMCbMOM MW NepenaH B 3NeKTPOHHON dhopMe Nno
TeNeKOMMYHVKaLMOHHbIM KaHanam cBasun. B cnyyae HanpasneHns OaHHOro 3anpoca no noyTe 3akasHbiM NMCbMOM OH
CUMTAETCS NONYYEHHbLIM MO UCTEYEHUN WECTW OHEl C AaTbl HanpaBleHNs 3aKasHoro nN1cbMa.

(HacTtb mononHuTensHoO BkNtoueHa PenepanbHbiM 3aKoHOM 0T 25 Hos6psa 2013 roga N 317-D3)

4 2. 3asButeno 00653aH nNpPencTaBUTb OTBET Ha 3anpoc YMONHOMOYEHHOro doefepanbHOro opraHa
WCMONHUTENIbHOM BRacTu B CPOK, HE MPeBbiWwaowmnii AeBsHoCTa paboynx OHEN CO OHS MOyYeHUst AaHHOro 3anpoca.
Cpok, yKasaHHblii B 4acTu 4 HacToswei ctaTby, NPUOCTAHABIMBAETCSA CO OHS HanpaBneHus 3asBUTENIO 3anpoca
YMONHOMOYEHHOr 0 (heaepanbHOro opraHa UCNONHUTENbHOR BNacTW 40 OHA NOMYYEHUS UM OTBETA Ha AaHHbIA 3anpoc
N HE YyYMTbIBAETCSA NPU UCHUCNEHUN CPOKA 3KCMEPTU3bl KayecTBa (hapMaLeBTMYECKON cybCTaHLMM, HEUCMONb3YEMOI
npv NPOM3BOACTBE NEKAPCTBEHHbIX Npenaparos.

(HacTtb mononHuTensHO BkNtoyeHa PenepanbHbiM 3aKoHOM 0T 25 Hos6psa 2013 roga N 317-D3)

5. OcHoBaHueM Ons oTkasa B HanpaBNeHWM B SKCMEPTHOE y4YpeXAeHne 3afaHus Ha NpoBeAeHNe aKCnepTuabl
KayecTBa yKasaHHOW B 4acTu 1 HacToswelr ctatby papMaueBTUYecKon cybcTaHumn SIBNSIeTCSl HENnpencTaB/eHne
JOKYMEHTOB, yKa3aHHbIX B 4aCcTu 2 HACTOSWeEN CTaTbn, OTCYTCTBUE MHpopMaLMK, NOATBEpXAaoWen doakT ynnarthbl
rocyAapCTBEHHONW MOW/MHbI 3a BK/OYEHWE dhapMaLeBTMYecKol cybcTaHumn, Npou3BedeHHOW Ons peanv3aumu, B
rocy0apCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEACTB, HenpeacTaseHne 3asBUTENIEM B YCTAHOB/IEHHbIA CPOK OTBETa
Ha yKasaHHbl B YacTu 4_1 HacToswWwen ctatby 3anpoc YnoHOMOYEHHOro dpefepanbHOro opraHa UCnoHUTENbHOM
BNACTWU NN NpeacTaBieHne NOKYMEHTOB, He COAepXallnx NCYePnblBaOWEro NepeyHst HeobX0AMMbIX CBEOEHUIA.

(HacTb B pepakuun, BBeaeHHon B geictere ¢ 1 miona 2015 ropa denepanbHblM 3aKOHOM oT 22 pekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

6. B TeueHne natHaguatu pabounx gHel co OHSA MOMYYEHUs peleHns YyroTHOMOYEHHOro doedepanbHoro opraHa
WCMONHUTENbHOW BNACTN O Hanpas/iEHUN B 9KCNEPTHOE yyYpeXAeHne 3aaHns Ha NpoBedeHNe aKCnepTuabl KayecTsa
yKasaHHOI B YyacTu 1 HacToswein ctatbn oapMaueBTUYecKol cybcTaHuMm 3asiBUTENb NpeacTaBnsieT B 3KCNepTHOe
yypexaeHue [Ons NpoBeAeHUst OaHHOW 3KcnepTusbl obpasubl (papMaueBTUYECKon cybcTaHuMM B KONMMYECTBE,
HeobXoOMMOM 1711 BOCMPOW3BENEHUS METOLOB KOHTPONS KayecTBa. IKCMNEpPTHOE YypeXAeHue npu MnosiydyeHun
00pasLoB ykazaHHOW B 4acTi 1 HacToswei ctaTbh oapMaueBTUYeCKol cybCcTaHLUMN BbloaeT 3asiBUTENO OOKYMEHT,
noaTBepXaatownii NonyyeHne aTmx obpasuoB, M B CPOK, He MpeBbillalowWwmnin Tpex paboymx OHeR, yBeooMnsieT B
9NEeKTPOHHOW UM NNCbMEHHO dpopMe 06 3TOM YMONHOMOYEHHbI doefepasnbHblii opraH UCMONHUTENbHOW BRacTMU.
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ST CPOKU He BKMIOYAKOTCS B CPOK NPOBEAEHUS AAHHON 9KCNepTU3bI.
(YacTb B penakumu, BBeneHHoi B nericteune ¢ 1 nons 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

7. [LOKyMEeHTbI, MOCTYMNMBILME B 3KCMEPTHOE YYpPeXLeHWe AN NPOBELEHMUS SKCNEPTU3bl KAYeCcTBa yKasaHHOW B
yacTm 1 HacTvoswei cTatbu (oapmaueBTMdeckoin cybcTaHumu, nognexar BO3Bpaty B YMNO/HOMOYEHHbIN
oenepanbHblii OpraH UCMOMHUTENbHOW BNACTM OLHOBPEMEHHO C 3aK/IOYEHMSIMUA MO pesynbTaTaM MNPOBELEHHOM
3KCMepTmn3bl.

8. B cpok, He npesbiwarwmini naTn pabounmx OHen co AHS MOMYYEHUs 3aK/IIOYEHUS KOMUCCUM SKCMEpTOB MO
pe3ynbTaTaM 3KCrepTu3bl KayecTBa ykasaHHOW B 4YacTu 1 HacToswei cTaTbl dpapMaueBTM4eckoin cybctaHuuu,
YNONHOMOYEHHbIN dpenepanbHbli opraH UCNOMHUTENbHON BNacTu:

1) ocywecTBNSeT OUEHKY Takoro 3ak/lyeHus ONns onpefeneHns ero COOTBETCTBMSA 3a4aHuio Ha NpoBefeHue
JAaHHOM 3KCNepTu3bl;

2) NPUHMMAaET pelleHne 0 BKJIIDYEHNM YKa3aHHOoM B YacTi 1 HacTosWwen ctaTbh dpapMaLeBTMiYeckoin cybcTaHumm
B rOCYAapCTBEHHbI peecTp NekapCTBEHHbIX CPeACcTB UNn peweHne 06 0Tkase B TaKOM BKJTOYEHWUN;

3) BHOCUT NpY NPUHATAN peleHns O BKIYEHUM yKa3aHHOW B YacTu 1 HacToswen ctatbu dpapMaueBTUYecKom
cy6CcTaHUMM B TFOCYAapCTBEHHbI pPeecTp NeKapCTBEHHbIX CPEeACTB MNPedyCMOTPEHHyl0 YacTblo 2 cTtatbu 33
HacToswero denepanbHOro 3akoHa UHGOPMaLMo U yBenoMnseT 06 9TOM B 9NEKTPOHHOW UMW MUCbMEHHOR chopme
3aaBuTens.

(MyHkT B pepakumn, BBeoeHHon B neictene ¢ 1 miona 2015 ropa @enepanbHbiM 3aKOHOM OT 22 fekabps 2014
ropa N 429-d3; B penakuun, BBeAeHHOW B HOeicTBue ¢ 28 nekabpst 2019 roga PenepanbHblM 3aKOHOM OT 27
nekabps 2019 ropa N 462-D 3. - CM. Npeablayluyo penakumio)

9. OcHoBaHveM [Ons O0TKasa BO BK/IOYEHWM yKas3aHHOW B 4YacTu 1 HacToswei ctaTbu chapMaLeBTUHecKoWn
cybCcTaHuMM B TrOCYNAPCTBEHHbLIA PEECTp NEeKapCTBEHHbIX CPEACTB SBNSETCA 3ak/loYeHUe COOTBETCTBYIOLWErO
YNoJSIHOMOYEHHOro doefepanbHOro opraHa WCMOJSIHUTENbHONW BNacT O TOM, HYTO KayecTBO papmaLeBTUYecKoWn
cybcTaHumMmM He NOATBEP K AEHO NONYHYEHHBIMU OAHHBIMU.

(Hactb mononHUTENbHO BKAOYeHa ¢ 22 Hosbps 2014 roga @enepanbHbIM 3aKOHOM 0T 22 okTs6ps 2014 roga N
313-®3; B penakunn, BBeaeHHon B aeictaune ¢ 15 mioHs 2018 roga ®enepanbHbiM 3akoHOM OT 4 mioHs 2018 roga N
140-d 3. - CM. npeabloylyo pegakumio)

10. He ponyckaetcsa BK/OYEHWE B rOCY[APCTBEHHbIN pPEecTp NeKapCTBEHHbIX CPeacTB  OLHOW
hapMaLeBTMYECKOA CcybCTaHUMWM, MNPOM3BEAEHHON AONs peanu3auuMm W BbiNyCKAEMOW OOHUM U TEM Xe
npov3soanTenem, B Buae Asyx 1 6onee peectpoBbix 3anvcen.

(YacTb mononHuTenbHo BKNtoYeHa ¢ 1 nionst 2015 ropa ®epepanbHbiM 3aKOHOM OT 22 nekabps 2014 rona N 429-
®3)

11. BHeceHune n3mMeHeHnin B [OKYMEHTBI HA hapMaLEeBTMYECKYIO CyOCTaHLMIO, MPOU3BEAEHHYIO ANS peanu3aumm
N BKJ/IIOYEHHYIKO B rOCYAapPCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEACTB, OCYWEeCTBNSEeTCS B Nopsaake, YCTaHOBIEHHOM
ctatbamu 30 n 31 HacToswero denepanbHOro 3akoHa, C ynnarton rocynapCTBEHHON MOWAUHBI, NPeasyCcMOTPEHHON
3aKkoHopaTenbcTBoM Poccuiickoi deaepaunm o Hanorax n cbopax.

(HacTtb nononHuTensHo BkAtoyeHa ¢ 1 nons 2015 rona deaepanbHbIM 3aKOHOM OT 22 fekabps 2014 roga N 429-
D3)

12. HonyckaeTtcsa obpalieHne cpapmaleBTmyeckmx cybcTaHuuiA, NPOU3BEAEHHbIX ANS peannsaumun, B TeyeHue
CTa BOCbMUOECATWN OHEN OO0 W nocne NPUHATUA YNONTHOMOYEHHbIM cpe,uepaanblM opraHom WCMONHNTENBHOW BNacTun
PEWeHNss O BHECEHWN W3MEHEHWIA B [OKYMEHTbl Ha papMaueBTMYeckylo CybCcTaHumio, NPOU3BEAEHHYI0 LS
peann3aunmn n BKNKOYEHHYIO B Focyﬂ,apCTBeHHbIVI peecTp nekapCTBeHHbIX CPencTB.

(HacTtb mononHuTenbHo BkAtoyeHa ¢ 1 nons 2015 rona denepanbHbiM 3aKoHOM oT 22 aekabps 2014 ropa N 429-
»3)

13. PelleHne 06 WCKNOYEHWM M3 FOCYLAPCTBEHHOIO PEecTpa NEKapCTBEHHbIX CPEACTB (papMaLeBTMYECKOM
cybcTaHuMM, NPOW3BEOEHHOW AONs peanu3auuy, MPUHUMAETCS  YMOJHOMOYEHHbIM  (pelepanbHbiM  OpraHoM
WCMONHUTENbHO BNACTU B Clyyae:

1) NpeacTaBfieHNs COOTBETCTBYIOWMUM YMOMHOMOYEHHbIM doedepasibHbiM OpPraHom WCMNONHNTENbHOW BRacTu
3aK/ilo4eHnsa o pucke unn 06 yrpose Xwu3Hun unm 300pOBbHO 4HenoBeka nmbo XMBOTHOTO npu uncnonb3osaHUn

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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NneKapCTBEeHHOro cpencTea;

2) nonayv pas3paboTyNKOM NEeKapCTBEHHOro CPenAcTBa UMM NPOW3BOAWUTENEM NEKapCTBEHHOro cpeacTsa nmbo
YNOJIHOMOYEHHBIM VMU OPYrUM IOPUANYECKMM NIMLIOM 3asiBNeHNs 00 MCKMIOYEHWM M3 rocynapCTBEHHOro peecTpa
NneKapCcTBEHHbIX CPEACTB (papMaLeBTNYECKON CybCcTaHLUUm, NPON3BEAEHHOR ANS peanvu3auunu;

3) oTCyTCTBUS (papMaLeBTMYECKOl cybcTaHLUM, NPOM3BEAEHHON Ans peanu3auun, B obpatweHun B Pocculickoii
depnepaunm B TedeHne Tpex n bonee nert.

(HacTtb nononHuTenbHo BkAtoyeHa ¢ 1 nons 2015 rona depepanbHbIM 3aKOHOM OT 22 fekabps 2014 ropa N 429-
D3)

KommeHTapuii Kk ctatbe 34

Cratbs 35. [loBTOpHOE NpeAcTaB/ieHUe NeKapCTBEHHOro Npenapara, He NpoLueaLero
rocyaapCTBEHHOW permcTpauumn nekapcTBeHHbIX NpenapaToB, Ha rOCYAAPCTBEHHYIO PerucTpaumio
neKapCTBEHHbIX NpenapaToB

(Ytpatuna cuny ¢ 1 mions 2015 rogna - ®epgepansHbiil 3akoH oT 22 fekabps 2014 roga N 429-d 3. - CM. npeblaylyto
penakumio)

KommeHTapuii k ctatbe 35

Crartbs 36. O6XxanoBaHue pelwieHUsi 06 oTKa3e B Bblgaye pa3peLueHUs Ha npoBeneHne
K/IMHUYECKOro uccnenoBaHUs NeKapcTBEHHOro npenapara, peweHust o6 otkase B
rocynapcTBeHHOM perucTpauum neKapCTBeHHOro npenapara, 3akalYeHuss KOMUCCUMU 3KCNEepToB
3KCMepTHOro yuypexaeHUs uin 3ak1lovYeHUs coBerta Nno aTuke

PelweHre cOOTBETCTBYIOWErO YNOMHOMOYEHHOIO hefepanbHOro opraHa MCMoNHUTENbHONM BNacTn o6 otkase B
Bblaye paspelleHnss Ha MnpoBeleHNe KIJIMHUYECKOro WCCnenoBaHua fekapCTBEHHOro npenapara, peleHue
ykasaHHOro genepanbHOro opraHa WCMOSHUTENbHOW Bnactm o6 0Tkase B roCydapCTBEHHOW pervcTpaumu
NeKkapcTBEHHOro npenapara, 3ak/ato4eHne KOMUCCUMU 3KCMePTOB 3KCMEPTHOro yUYpeXXAeHUs unm 3akoyeHne coseta
no aTuke MoxeT ObiTb 06XanoBaHo B Mopsiake, YCTAHOBNEHHOM 3akoHomatenbcTBoM Poccuiickoin depepaunm.
3aknoyeHne KOMUCCUMN 3KCMEePTOB KCMEPTHOrO yYpexAeHNs O B3aMMO3aMeHSEMOCTIN NeKapCTBEHHbIX NpenapaTos
ANS MEOULIMHCKOrO MPUMEHEHNS Nnbo O TOM, YTO NEKAPCTBEHHBLIA Mpenapart ANns MeAWUMHCKOro MPUMEHEHUs He
SBNSETCS B3aMMO3aMeHseMblM, MOXeT OblTb 06XanoBaHo AepxateneM WM BnafenbueM pPeructpaunoHHOro
yOOCTOBEPEHUS NIeKapCTBEHHOro npenapaTa B YNONHOMOYEHHbIA dhefepanbHblii opraH WUCMONHUTENbHOW BNacTw,
KOTOpbI MpUBNEKaeT K PacCMOTPEHMIO yKa3aHHOW Xanobbl NonBEeAOMCTBEHHbIE €My Hay4Hble opraHvM3auuv u
obpasoBaTtenbHble OpraHu3auumn Bbicwero 06pasoBaHus, OCYLECTBRsWMe AeATeNbHOCTb B copepe obpalieHus
NeKapCTBEHHbIX CPEACTB. 3ak/io4eHne KOMUCCUM 9KCMepTOB 9KCMEPTHOMO yYpeXAeHUs, oPopMneHHoe no uToram
nepecMoTpa 06XanoBaHHOIO 3akoYeHUs aKcnepTa, MoXeT OblTb OCMOPEHO AepXaTteneMm UnuM BnafefbLeM
PermcTpaumoHHOro yAOCTOBEPEHMS NeKapCTBEHHOro npenapata Anbo ynoNHOMOYEHHbIM VMMU NULOM B MOpSAKe,
yCTaHOBNEHHOM 3aKoHo4aTenbcTBoM Poccuitckon denepaumn. Mpyu 06XanoBaHWM pPeELWEHUs YNOIHOMOYEHHOTO
doenepanbHOro opraHa WCMONHUTENbHOA BNacTW, 3aK/OYEHUS aKcrnepTa UM KOMUCCUM 3KCNEepTOB 3KCMepTHOro
yypexgeHusl, 3aknioyYeHus coeeTa Mo 9TMKE gepXxaTenb wunvM Bnageney pernucTpaunmoHHOro yAoCTOBEPEHUS
NeKapCTBEHHOro npenaparta nMbo YNOSHOMOYEHHOE WMK NULO Brpase MPeAcTaBuTb pesynbTaTbl 9KCNepTW3bl
NIeKapCTBEHHOrO npenaparta, MPOTOKO/bl MONMYYEHHbIX aKKpPeLMTOBAHHBIMM UCMbITATENbHBIMU  nabopaTopusMu
(LeHTpamMKn) pesynbTaToB UCCNEeLOBaHWNA, UCTbITAHUIA.

(Ctatbs B pepakumm, BBefeHHon B feicteue ¢ 1 uons 2015 roga ®epepanbHbiM 3aKOHOM OT 22 nekabps 2014
rona N 429-d3; B pepakumu, BBeaeHHol B feiictere ¢ 1 mapta 2020 roga denepanbHbIM 3aKOHOM 0T 27 aekabps
2019 rona N 475-0 3. - CM. npeabiayluyro pesakuuio)

KommeHTapwuii k ctatbe 36

Cratbsi 37. UHcpopMaLms, CBsi3aHHasi C OCYLLLECTBJIEHMEM FOCYAapCTBEHHOM perncTpauum
neKapCTBEHHbIX NpenaparoB, MHChOpMaLIMS O 3apPerMcTPUMPOBaHHbIX IEKaPCTBEHHbIX Npenaparax u
NneKapCTBEHHbIX Npenaparax, UCK/TI0 YEHHbIX U3 FrOCYAapCTBEHHOro peecTpa NeKapCTBEHHbIX

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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cpencrs

1. CoOTBETCTBYIOWMIA YNONHOMOYEHHbIA hbefepanbHblii opraH MCMONHUTENbHOW BAacTU pasMmellaeT Ha CBOEeM
othuumanbHoM cante B cetn "MHTepHeT" WHGOpMauuUio, CBA3AHHYKD C OCYWECTBNEHWEM T[OCYydapCTBEHHOM
permctpaumMm neKkapCTBEHHbIX MpenapartoB, B TOM 4YMCNe MPOBEAEHUEM I3KCMEepTU3bl NeKapCTBEHHbIX CPeAcTB
(Bkntovasi pesynbTaThl ee MpPOBedEeHUs), WMH(OPMaUUIO O 3aperucTpUpPOBaHHbIX NEKAPCTBEHHbIX npenaparax u
NeKapCTBEHHbIX NpenapaTtax, UCKMIOYEHHbIX U3 roCy1apCTBEHHOro peectpa NeKkapCTBEHHbIX CPeACTB, HE Mo3gHee
yeM yepe3 NATb paboumx OHeEl CO OHS MONYYEHWS! YMONHOMOYEHHbIM (pefepanbHbiM OPraHoOM WCMONHUTENbHO
B/IACTM COOTBETCTBYIOWEN MHGOpMaLUN.

(HacTtb B pepakuun, BBeaeHHoin B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 fekabps 2014
roga N 429-d3; B penakumm, BBefeHHol B gerncteme ¢ 13 asrycta 2019 rona ®enepanbHbIM 3aKOHOM OT 2 aBrycra
2019 roga N 297-d 3. - CMm. npeaploywyo peaakumio)

2. Cpokn 1 nNopsanok pasMelleHnst ykasaHHON B yacTu 1 HacTosweln cTaTby MHPOPMALMM YCTAHABIMBAIOTCS
YyNONHOMOYEHHbIM (pefepanbHbiM OPraHoOM UCNONHUTENbHON BnacTu. MHdopMaums, ykazaHHas B 4actu 1 HacToswel
cTaTby, SBASIETCS OTKPbLITON M 0BIWenOCTYNHOW 1 NPenoCTaBnseTCs 3auHTEPECOBAHHbIM NULAM B COOTBETCTBUN C
3akoHogaTenbcTBOM Poccuiickoii Penepaumm.

(HacTtb B pepakuuu, BBeaeHHon B feictere ¢ 1 mions 2015 ropa @eneparnbHbIM 3aKOHOM 0T 22 fekabps 2014
roga N 429-d 3. - CM. npeaploylyo peaakumio)

KommeHTapuii k ctatbe 37

Mnaesa 7. KnuHnyeckue nccnenosaHusi NneKapcCTBeHHbIX npenaparos ojnsi MeanuuHCKOro
npuMeHeHus, oorosop 06 ux nposeneHnu, npaea NnaunMeHTOB, y4aCTBYHOLWUX B 3TUX
nccnenoBaHudAax

Crartbs 38. KnuHnuyeckumne uccnenoBaHus NleKapCTBeHHbIX npenapartoB Ojisd MeauunHCKOro
NnPUMEeHeHunsA

1. KnuHnyeckue nccnenoBaHus NeKkapCTBEHHbIX MpenapaTtoB Ans MeOUUMHCKOro MPUMEHEHWUs, B TOM 4ucne
MeXAyHapoAHble MHOMOLEHTPOBbIE, MHOTOLIEHTPOBbIE, NOCTPErncTPaLUmoHHbIe, MPOBOOSATCS B OAHOM MW HECKONbKUX
MEINLMHCKNX OpraHM3aumsax B COOTBETCTBUM C MpaBunamm Haanexailen KAnMHUYeCcKon NpakTuku, yTBEP X AeHHbIMM
YMNONHOMOYEHHbIM doefiepanbHbIM OPraHOM UCMOTHUTENbHON BNAacTW, COOTBETCTBEHHO B CNeaylowWwnX Lensx:

(A63ay B penakuuu, BBeneHHon B gelicteme ¢ 1 nons 2015 rona denepancHbiM 3akoHOM OT 22 pekabpst 2014
roga N 429-d 3. - C™. npeabioylyo pesakumio)

1) yctaHoBneHume 6e30MaCHOCTM NeKapCTBEHHbIX MNpenapaTtoB [ANs 340POBbIX A00pPOBONbLUEB U (UNK)
NepeHoCMOCTV UX 300POBbIMKM  JOOPOBONbLAMK, 33 WCK/IOYEHWEM TakuX WCCNEeNOBaHWA NeKapCTBEHHbIX
npenapartos, NPOU3BeAeHHbIX 3a Npenenamv Poccuiickoin depepauuu;

2) nogbop onTMManbHbIX OO3VMPOBOK /NEKAaPCTBEHHOro mnpernapaTta WM Kypca fedyeHus Ans nauueHToB ¢
onpeneneHHbIM 3aboneBaHneM, ONTUManbHbIX A03 U CXEM BakKUMHAUMM MMMYHOBMONOrMYECKMMM NIEKAPCTBEHHbLIMY
npenapaTtamu 340P0BbIX 00OPOBO/bLEB;

3) ycTaHoBneHve 6e30MacHOCTM NEKAPCTBEHHOrO npenapata M ero aMEKTUBHOCTM A5 MAUMEHTOB C
onpeneneHHbIM 3aboneBaHMeM, MNPOPUIAKTUYECKOA SPIPEKTUBHOCTN WUMMYHOBMONOrMYECKNX NEKAPCTBEHHbIX
npenapaTtoB A/ 340P0BbIX OOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTW pacCWMpPeHVs MoKalaHWi LN MeOVUMHCKOrO MPUMEHEHWUS W BbISBNEHWS paHee
Heun3BeCTHbIX MOBOYHbIX LEACTBUI 3aperncTpMPOBaHHbIX 1eKapCTBEHHbIX MPenapaTos.

2. B oTHOWweHUN BOCMNpomn3BeNeHHbIX NeKapCTBEHHbIX npenapartos A4 MeOUUMNHCKOro NpuMeHeHns npoBoaAaTcA
nccnenoBaHns GUOIKBUBANEHTHOCTU U (VIJ'II/I) TepaneBqueCKon 9KBMBANEHTHOCTKU B nMnopsanke, YyCTaHOBIEHHOM
YNONHOMOY€EHHbIM doeaepalibHbIM OpraHom VCNOJNTHNTENIbHOM BNacTu.

3. OpraHmsauwo npoBefeHNs KINHUYECKUX WCCNefoBaHWM NeKapCTBEHHOro npenapara Ansg MeauumHcKoro
npuMeHeHns Bnpase OCYWeCTBNATb:

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
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1) pa3pa60T'-u/|K nekapcTBeHHOro npenaparta nnm ynoiHOMO4YeHHOE UM NNLIO;

2) obpasoBarenbHble opraHusauun BbICLLIErO obpasoBaHus, opraHmsauuu OOMOSIHUTENBHOIO
npodoeccroHanbHoro obpasoBaHus;

(MyHkT B pepakumun, BBeLeHHo B aelictBme ¢ 1 ceHTabpsa 2013 rona PenepancHbiM 3aKOHOM OT 2 mions 2013
roga N 185-® 3. - CM™. Npeaployllyto peaakumio)

3) Hay4Ho-UccnenoBaTenbCckme opraHu3aLmm.

4. KnuHnyeckue mccnenoBaHns NeKapCcTBEHHOro npenapara Ans MeouuUHCKOro NPUMEHEHWs NpoBOAsATCS Ha
OCHOBaHUM paspelleHns Ha npoBedeHne KAMHMYECKOro UCCNeaoBaHWsl NekapCTBEHHOro npenaparta, BblAaHHOMo
YMONHOMOYEHHbIM (pefepanbHbiM OPraHOM MWCMOMHUTENbHOW BRacTu. YNOMHOMOYEHHbIM deaepanbHblii  opraH
UCNOSMIHUTENbHON BNacTW BeOEeT pPeecTp BblAAHHbIX paspelleHuin Ha MPOoBEeAEeHUE KAUHWYECKUX WCCnenoBaHui
NeKapCTBEHHOro npenapara, coAepXawui ykasaHwe Ha ux Uenb WAW Lenn, B YCTAaHOBIEHHOM 3TWM OpraHom
nopsiake.

(HacTb B pepakuun, BBeaeHHoi B gevcteme ¢ 1 mionsg 2015 roga ®enepanbHbiM 3aKOHOM oT 22 gekabps 2014
ronga N 429-d03; B pepakuun, BBeaeHHOW B aeictBne PepepanbHblM 3akoHoM oT 13 niona 2015 roga N 241-93. -
CM. Npenblaylyto penakumio)

5. YacTtb yTpatuna cuny ¢ 1 nions 2015 roga - depepanbHblii 3aKoH oT 22 nekabps 2014 rona N 429-03. - Cwm.
npeaploylwyo peaakumio.

6. K opraHusaumu npoBeneHus KIMHUYECKMX WUCCNeOoBaHMWn NeKapCTBEHHOro npenaparta ons MeauuUMHCKOro
npuMeHeHns pas3paboTymMkoM NEeKapCTBEHHOro npenapata MOryT npuBekaTbCs topuamyeckne nvua noboi
OpraHn3aUNoHHO-NPaBOBON POpPMbI NMPU YCNoBUMM oBecrneyeHnsl COOTBETCTBUSA 3TUX UCCNenoBaHuin TpeboBaHWUsIM
HacToswero denepanbHOro 3akoHa.

7. KnvHnyeckne vccnenoBaHusi NEKapCTBEHHbIX MPenapaTtoB ANs MeLUUMHCKOrO MPUMEHEHUs NpoBOLATCS B
MEIMUVHCKMX OpraHm3aunsx, akkpeanToBaHHbIX YNOTHOMOYEHHbIM oeepalbHbiM OPraHoM UCTMONIHUTENbHOW BNacTu
B nopsiake, ycTaHOBNEHHOM MNpasutenbcTBoM Poccuitckoin depepaunm.

8. [lepeyeHb MegVUMHCKMX OpraHu3auuin, WMelWwmux npaso MNPOBOAUTL  KAWHWYECKME WCCnenoBaHus
NEeKapCTBEHHbIX MpenapatoB ANs MEeAMLMHCKOro MPUYMEHEHUS, N PEeecTp BblAAHHbIX paspelleHnii Ha nNpoBeaeHune
KNMHUYECKMX WCCNEeLOBAHWA NEKAPCTBEHHbLIX MPEnapaToB OnybnMKOBBIBAOTCA U PasMeWaoTCs YNONHOMOYEHHbIM
denepanbHbIM OPraHoM UCMOMHUTENbHON BNAacT B YCTAHOBIEHHOM MM NOpPSAKEe Ha CBOEM odomumanbHOM canTe B
cetn "UHTepHeT".

KommeHTapuin k ctatbe 38

Cratbs 39. PeweHue o npoBeaeHUN KIMHUYECKOro UccnenoBaHus neKapcTBeHHOro npenapara
Ansi MeAULMHCKOro NpuMeHeHus!

1. KnvHuyeckoe mccnepoBaHne nekapCTBEHHOro npenapata Ang MeOuUMHCKOro MPUMEHEHUs NPoBOOUTCH Ha
OCHOBaHWWN paspelleHnss Ha npoBeleHune KINHWUYEeCKOro WUccneloBaHUs NeKapCcTBEHHOro npenaparta, BblAaHHOro
yMNOJIHOMOYEHHbIM belepalibHbiM OpPraHoM WCMOMHUTENbHOW BRacTu Mo pe3ynbTataM 3KCNepTu3bl OOKYMEHTOB,
HeobXoOuMbIX ANS MNONyYEeHWS paspeleHnus Ha NPOBELEHME K/IMHWYECKOrOo MWCCNenoBaHWs nekapCTBEHHOro
npenapara 1 aTU4eckorm aKCrnepTn3bl.

2. Lns nonyyYeHus paspeleHnsl Ha NpoBedeHne KJIMHUYECKOro UCCIeA0BaHNS NekapCTBEHHOro npenapara ans
MEOMLIMHCKOrO MPUMEHEHUS 3asiBUTE/b MPEACTaBNSET B YNONHOMOYEHHbI hefepanbHblii opraH UCMNONHUTENbHOM
BNacTu:

1) 3asiB/ieHMne O Bblaa4ve pa3pelweHnda Ha nposegeHne KImHN4eckKoro nccnenqosaHnsa nekapcTteeHHoro npenapara
Ona MeguunHCKOro npuMeHeHuns;

2) KOMMW [OOKYMEHTOB, MOATBEPXAANWMX ynnaty rocyLapCTBEHHON MOWMHLI 32 MPOBELEHWE 3TUYECKOW
9KCNepTU3bl, 9KCNEPTU3bl AOKYMEHTOB Ha NEKAPCTBEHHbIA Npenapart ONns NonyyeHus paspeleHns Ha NpoBefeHne
K/IMHUYECKOro MCCNefoBaHNs NeKapCTBEHHOro npenaparta ANis MeAULMHCKOro NPUMEHEHNs, 3a Bblaady paspelleHus
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Ha npoBeneHne KINHWYEeCcKOro MccnenoBaHua nekapCTBEHHOro npenaparta Ans MeOuuMHCKOro npuMeHeHus, 3a
npoBedeHNe 3KCrnepTn3bl JOKYMEHTOB Ha JIeKapCTBEHHbIM npenapar Ang MNofiyYeHus paspeleHns Ha rnposeneHue
MeXOyHapoOHOro MHOrOLIEHTPOBOro KIMHMYECKOro UccnenoBaHns nekapcTBeHHOro npenapara ona MenuumMHCKOro
npUMeHeHns, 3a Bbloayy paspeleHns Ha npoBefeHne MeXAyHapoAHOro MHOMoLUEHTPOBOro KJIMHWUYeCcKoro
nuccnenoBaHMa fIekapcTBEHHOro npenapara Anng  MeduUMHCKOro MpUMEeHeHWs, 3a MnNpoBedeHWe 3TUYEeCKOoMn
9KCMNepTun3bl, 3KCNepTMU3bl JOKYMEHTOB Ha NeKapCTBEHHbIA npenapaT AN Nony4YyeHUs paspelleHns Ha npoBeneHue
nocTperncTpaumoHHoOro KJanHNYeckoro nccnenoBaHns nekapcTBeHHoro npenapara Ans MeauUnHCKOro npuMmeHeHus,
3a Bbloayy paspelleHns Ha nposefeHne MOCTPEerncTpaunoHHOro KANHUYECKOro uccnenoBaHUs nekapcTBEHHOro
npenaparta ons MeAULMHCKOro MPUMEHEHUS, UM MO COBCTBEHHOW MHUUMATMBE yKasaHHble OOKYMeHTbl. B cnyyae
HenpepncrTasfieHNs 3asiBUTENEM YyKa3aHHbIX AOKYMEHTOB YMOJIHOMOYEHHbIV dhelepanbHbii opraH MCNONHUTENbHOW
BNactTM npoBepsieT (pakT ynnatbl rOCYLAPCTBEHHON MOWMAWMHBI C WCMONb30BAHMEM WHpopmauun o6 ynnate
rocynapCTBEHHOW MOWUHBI, cogepxauweinca B ['ocynapCTBEHHOW UHDOPMALIMOHHOM CUCTEME O FOCYAapPCTBEHHbIX U
MyHUUMNAnNbHbIX NnaTexax, Ha OCHOBaHMM NPEeLCTaBIEHHbIX 3aABMTENIEM KOMUA OOKYMEHTOB;

3) NIPOTOKON KNNHNYECKOr0 UCCNef0oBaHUs NekapCcTBEHHOro npenapara 4ns MeauuuHCKOro NPUMeHeHNs;
4) 6poluopy uccnenosaTens;
5) MHGOPMALMOHHBIA NNCTOK NaUMeHTa;

6) cBeneHusi 06 onbiTe paboTbl UccnenoBaTeneit No COOTBETCTBYIOWMM CMELUANbHOCTSIM U UX OnbiTe paboTbl Mo
NPOBEAEHNIO KNTMHUYECKUX UCCNELOBAHNI;

7) cBeleHus 0 MeOMUMHCKUX OopraHm3auusx, B KOTOpbIX npefnonaraeTcs npoBefeHne KIUHUYeCKOro
UCCNeaoBaHUs NEeKapCTBEHHOro npenapara  Ans  MeguuuHCKOro npuMeHeHns (MONHOE Y COKpaleHHoe
HanMeHoBaHWA, opraHuM3aunoHHO-NpasoBas PopMa, MEeCcTO HaxOoXAEeHUsA U MECTO OCYLECTBNEHUS AeATeNbHOCTH,
TenedoH, Teneqgakc, aapec aNeKTPOHHOM NOYThl KaX A0W MEAULMHCKOA opraHu3aumm);

8) cBefeHusl 0 NpeanonaraeMbix CPoKax NMPOBeAEeHNs KJIMHNYECKOro NccneqoBaHns nekapcTBEHHOro npenaparta
NS MeONLIMHCKOrO MPUMEHEHUS;

9) KOnu noroesopa obsi3aTeNbHOro cTpaxoBaHu4d, 3akKn4YeHHOro B COOTBETCTBMM C TUNOBbIMW nNpaBuiamMn
obsizaTenbHoOro CTpaxoBaHusl, C ykasaHWeM npefefibHOM YUCNEHHOCTU MauWeHTOB, y4YacTBYHOWMUX B KUHMYECKOM
nccnenosaHMM nekapCcTBeHHOro npenapara ansa MeaunumHCKOro npuMeHeHus;

10) MHCbopMaLwIo 0 cocTaBe NeKapCTBEHHOro npenapara 4as MeaULMHCKOrO NMPUMEHEHNS;

11) LOKYMEHT, COCTaBNEHHbIA NPOU3BOANTENEM NEKAPCTBEHHOrO npenapara 4ns MeanLUUHCKOro NpPUMeHeHus 1
colepxaluii nokasaTenu (xapakTepucTukin), a TakXe CBeAEHNs O NeKapCTBEHHOM npenaparte ONns MeAMLUMHCKOro
NPUMEHEHWS, NPOV3BELEHHOM AN NPOBELEHUS KNMHUYECKMX NCCNeA0BaHWIA;

12) Konuio NMLEH3MM Ha NPON3BOACTBO NIEKaPCTBEHHbIX CPEACTB B CyyYae, ecinv NpPou3BoACTBO NeKapCTBEHHOr0
npenapara ocyuwecTtsnsetca B Poccuiickoin denepaummn, nnm KONuio 3aknioyeHns 0 COOTBETCTBMU NPOM3BOAMTENS
NeKapCcTBEHHOro npenaparta TpeboBaHUSM NpaBun Hagnexaueid nNPOU3BOACTBEHHOW NPaKTWKKW, BblOAHHOMO
YMO/THOMOYEHHbIM OPraHoM CTPaHbl NPON3BOAMTENS JIeKAPCTBEHHOM0O npenapara.

(MyHKT B pepakuuun, BBegeHHon B gencteme ¢ 15 nioHs 2018 roga PenepanbHbiM 3aKOHOM 0T 4 uioHsa 2018 roga
N 140-® 3. - CM. Npeabloyllyo peaakLmio)

3. B cpok, He npesblwatowmii NaTn paboymx OHen co AHA NPUHATUS yKa3aHHOro B NyHKTe 1 YacTu 2 HacToswei
cTaTby 3asBNEHUS 1 HEOOXOAUMbIX OKYMEHTOB, YNOMHOMOYEHHbIN doeaepanbHblii OpraH NCNONMHUTENbHO BNacTu:

1) NPOBOAMT NPOBEPKY MOMHOTHI U LOCTOBEPHOCTU CBELEHUIA, COLEPXALUNXCA B NPEACTABNEHHbIX 3aSBUTENEM
LOKYMEHTAX;

2) NPVHMMaET peLEeHne O NMPOBEAEHUN SKCMEePTU3bl AOKYMEHTOB ANSI MOMYYEHUS PaspeleHns Ha NpoBeaeHne
KJIMHWYECKOro UCcCcnenoBaHns NekapCTBEHHOro npenapara Ans MeANUMHCKOro NPUMEHEHUs U 3TUYECKON 3KCNepTU3bl
unun 06 oTkase B NPOBEAEHNN YKA3aHHbIX 3KCNEepTn3;

3) yBeooMNnsieT B 9/1€KTPOHHOW chopMe unm Ha ByMaxKHOM HocuTene 3asiBUTENs O MPUHSATOM pelweHnn nmbo B
Cnyyae NPUHSTUS pelleHns 06 0Tkase TakXe C yKa3aHMeM MPUYMH Takoro oTkasa;
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4) noarotTaBnmBaeT U HanpaBndeT B 3KCNEpPTHOE y4pexnaeHume M COoBeT No 3ThKe 3adaHune Ha nposeneHue
COOTBETCTBYIOWNX 3KCNEepTn3.

4. B cnyyae BbISIBNEHWUS HEMONHOTbI U (UNX) HEAOCTOBEPHOCTU MHAPOPMaLMK, COAEPXKALLENCs B NPeaCTaBNEHHbIX
3agBUTENEM LOKYMEHTax, YNOMHOMOYEHHbIN doefepanbHbii OpraH UCNONHUTENbHOR BNacTn HanpaenseT 3asBUTENIO
3anpoc 06 YTOYHEHWM yKal3aHHOW WHApopMauun. [aHHbli 3anpoc MoxeT ObiTb nepefaH YnoaHOMOYEHHOMY
NpencTaBuTENio 3asBUTENS NWYHO MOA PacnuUcKy, HampasneH Mo MnouyTe 3akasdHbiM MUCbMOM WM nepefaH B
3NEeKTPOHHON HOpPME MO TENEeKOMMYHMKALUMOHHBLIM KaHanam cBs3W. B cnyyae HampaBneHus gaHHoro 3ampoca no
noyTe 3aKasHbiM NCbMOM OH CYMTAETCS MOJSyYEHHbIM MO UCTEYEHUW WEeCTU AHEel C AaTbl HanpaBNeHUs 3aKkasHoro
nucema. 3asiBuTenb 00s13aH NpencTaBWTb OTBET Ha 3anpoc  YNONHOMOYEHHOro (oedepanbHOro  opraHa
WCNONHUTENbBHOW BNacTW B CPOK, HE MPEeBbIWAWWA AeBgHOCTAa paboynx OHeid co AHA ero nony4yeHuns. Cpok,
yKasaHHblii B 4acTuW 3 HaAcTosiWel cTaTby, NPMOCTAHABNMBAETCS CO [MOHSA HanpaBneHWs 3asiBUTENIO 3anpoca
YNO/IHOMOYEHHOrO hefepanbHOro opraHa MCMOMHUTENbHOW BNactTu A0 AHA MONMYYEHUS UM COOTBETCTBYIOLEro
OTBETA W HEe Y4YNTLIBAETCS MPU  WCYUCNEHUM CPOKA MPUHSATUS YNONHOMOYEHHbIM helepanbHbiM  OpraHoM
WCNONHUTENbHOW BNAacTW PeEWEeHns O MPOBEAEHWN 3KCMepTU3bl OOKYMEHTOB [ONS MNONyYeHWs paspelleHvs Ha
npoBeOeHNe KNMHNYECKOrO NCCNeL0BaHUS NEKAPCTBEHHOMO Npenapara Ans MeauLMHCKOro NPUMEHEHUS.

5. OcHoBaHMeM [nns oOTkasa B MPOBELEHWN 3KCMEePTU3bl [OOKYMEHTOB LN MONyYEeHWUS paspeleHns Ha
NpoBeAEHNE KMHUYECKOrO WCCNEAOBaHNS NEKapCTBEHHOrO mnpenapaTta [Ans MeLMUMHCKOrO MPUMEHEHUS WU
9TUYECKON 3KCMEePTU3bl ABNSETCS NPeacTaBneHne OOKYMEHTOB, NPELYCMOTPEHHbIX YacTblo 2 HACTOsWel cTaTby, B
HemnonHoM obbemMe, HermpeacTaBfeHWEe 3asiBUTENEM B YCTAHOBMEHHbI CPOK OTBETAa Ha YyKasaHHbli B 4actu 4
HacToswWeh cTaTbl 3aNpoC YNONMHOMOYEHHOrO PelepanbHOro opraHa UCMONHUTENbHON BNactTu nnbo OTCyTCTBUE B
NpeAacTaBfeHHbIX LOKYMEHTaX MUCYepnblBalOWero nepeyHs Heobxooumol nHpopMaumm nm uHgopmMaumm, Kotopas
JONXHa OblTb OTpaxeHa B HMX, a TakXe OTCYTCTBME MWH(popMaumMm, MNOATBEpXAalwen dakT ynnatbl
rocynapCTBEHHONW MOW/MHbI 32 NPOBELEHVNE STUYECKON 3KCMEepTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha IeKapCTBEHHbIN
npenapar Ans nonyYeHus paspeweHus Ha NpoBedeHNe KIMHMYECKOrO UCCNeLoBaHUS NEKapCTBEHHOro npenapara
LN MeOMLUMHCKOrO MPUMEHEHMS, 3a Bblha4yy paspeleHnsl Ha MNPOBEAEHUE KVHUYECKOro WCCNenoBaHuUs
NEKaApPCTBEHHOMO Mpenaparta AOns8 MeOUUMHCKOrO MNPUMEHEHWs, 3a MPOBELEHWE IKCMEePTU3bl [LOKYMEHTOB Ha
NeKapCTBEHHbIA npenapat ANs MONy4YeHWs paspelieHns Ha MNpoBeAEHWe MeXOYHapO4HOro MHOMOLLEHTPOBOroO
KNIMHNYECKOro MCCNefoBaHNs NekapCTBEHHOroO npenaparta Ans MeAULMHCKOro NPUMEHEHNS, 3a Bblaady paspelleHns
Ha NpoBeLeHVe MeXAyHapOAHOr0 MHOrOLEHTPOBOro KIMHUYECKOro UCCNenoBaHNs NekapCTBEHHOro npenapaTa ans
MEONLIMHCKOrO NPUMEHEHNS, 3a NPOBELEHNE 3TUYECKON 3KCNEepPTU3bl, 3KCNEePTU3bl LOKYMEHTOB HA NEKAPCTBEHHbIN
npenapat [Onsl MOJlyYeHWUs paspeleHnsl Ha MpPOBeLeHVEe MOCTPErucTPaLMOHHOro KAMHUYECKOro WCCeaoBaHus
NEKaApPCTBEHHOrO npenapata [ANs MELMUMHCKOrO MPUMEHEHUS, 3a BblJAa4Yy paspeleHnus Ha npoBeleHue
MOCTPErNCTPaUMOHHOI0 KJMHUYECKOr0 NCCNEeLoBaHMS! IEKAPCTBEHHOIO NpenapaTa anst MeAULIMHCKOr0 MPUMEHEHMSI.

6. lpoBedeHne 3aKCNepTU3bl LOOKYMEHTOB A5 MOMAYYEHUS paspelleHnsl Ha npoBefeHue  KNNMHWYECKOro
nccnenoBaHUs neKkapcTBeHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHns 1 3TMYeCKo aKCnepTnabl, COCTaBneHne
KOMUCCMEI 3KCNEepTOB M COBETOM MO 3TUKE 3aK/IHOYEHUA O BO3MOXHOCTU UM HEBO3MOXHOCTY MPOBEOEHMS Takoro
K/IMHNYECKOro ucCnefoBaHMa W HanpasneHue 3TUX 3ak/loYeHUin B YMNOMHOMOYEHHbI dbedepanbHblit  opraH
WCNONHUTENBbHOWM BNACTW OCYLECTBNSAIOTCS B CPOK, HE MPEBbIWAWMIA Tpuauatn paboyunx OHEn co OHS NONyyYeHus
3KCMepTHbIM Yy4ypexneHuem 3agaHus YNoNHOMOYEeHHOro doelepanbHOro opraHa WCMONHUTENbHON Bnactu ¢
NMPUNIOXEHNEM LOKYMEHTOB, yKa3daHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacToswen cTtaTbn, 1 COBETOM MO 3TUKE
3aaHus  yrosHOMOYEHHOro doedepanbHOro opraHa WCMONHUTENbHON BnactTu C MNPUIOXEHWEM [OKYMEHTOB,
yKasaHHbIX B NyHKTax 3-6, 8 1 9 yactu 2 HacToswen ctatbu.

7. B cpok, He npeBblwawwmin NaTv paboynmx OHen co OHS MONyYeHMs 3aK/IOYEHW, yKasaHHbIX B 4YacTu 6
HacTogLWen cTaTby, YNOMHOMOYEHHbIN doenepanbHblil opraH UCMOIHUTENbHOW BNACTU:

1) OCyWecTBNSET OUEHKY MOCTYNMBILMX 3aKMOYEHUA OAS ONpPefeneHnus MX COOTBETCTBUS 3afaHUsIM Ha
NpoBeAEeHNe COOTBETCTBYIOWMX 9KCNEePTUS;

2) NPUHUMaET pelleHne O Bblhaye paspeleHns Ha NPOBeLeHUe KIMHNYECKOro UCCNea0BaHNsl NeKapCTBEHHOMO
npenaparta Ans MEAMLMHCKOro NPUMEHEHNS UK 06 0TKa3e B BblAaye YKa3aHHOro paspeLleHus;

3) BblOaeT pa3pelwieHne Ha npoBeneHne KIMHWYEeCKOro wuccnenosaHusa nekapCTtBeHHOro npenapara gng
MeONUMNHCKOro npuMeHeHnsa unn peleHune 06 oTkase B Bblga4ye yKa3aHHOro paspeuweHunsa C yka3aHuem npuymH
0TKaaa.

8. OcHoBaHMeM pAansi oTkasa B Bblgaye paspelweHna Ha nposegeHne KIMHUW4YeCckKoro wuccnenoBaHus
NnekapCTBeHHOro npenapara ansa MeguunHCKOro npuMeHeHns AaBngaetca Hanmdme 3aknoyeHnsa KOMUCCUKM 3KCnepToB
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WM 3aKkNYeHns coBeTa Nno 3TUKe O HEBO3MOXHOCTM MPOBeOEeHUs KIIMHWUYECKOro MUCCnenoBaHns NekapCTBEHHOro
npenapara ons MeauUnHCKOro NpMMeHeHns no peadynbtaraM NpoBeLeHHbIX SKCMNepTrs, NpeayCMOTPEHHbIX YacTbio 6
HacToslen cTaTbn.

9. PeweHne 06 oTka3e B NpOBEOEHWN 3KCMEPTU3bl AOKYMEHTOB A5 NOMYYEeHWS paspeleHns Ha nposBeneHve
KJIMHNYECKOro UccnenoBaHnsa nekapCTBEHHOro npenapara ans MeauuUmnHCKOro NpUMeHeHnsa N aTUYEeCKO 3KCNepTun3bl
W B Bblaye paspeleHns Ha npoBefeHne KMHMYECKOro WCCNenoBaHUs JfieKapCcTBEHHOro npenapara [4ns
MELMLMHCKOro NPUMEHeHNst MOXeT ObiTb 06XXanoBaHo B NOPSAKE, YCTAHOBNEHHOM 3aKoHOLATENbCTBOM Poccuiickoi
depnepaumu.

(Ctatbs B pepakuum, BBefeHHoin B feicteue ¢ 1 nons 2015 roga ®epepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

KommeHTapui k ctatbe 39

Cratbs 39_1. 3TMuyeckasi aKcnepTusa

1. OTuyeckas aKCnepTtn3a nposBoguTCaA COBETOM Mo 39TuKe, CO3OoaHHbIM B Nopsnoke, YCTAaHOBNEHHOM
YNONMHOMOYEHHbIM pefepanbHbiM OpraHom WCMONIHNTENbHOW BNacTW, B LeNaxX Bbloayn 3akf4veHus 06 3TN4ecKol
060CHOBAHHOCTU BO3MOXHOCTU npoeeneHnsa KINMHWYECKOro uccnenosaHnya JnekapCTtBeHHOro npenapara nons
MeanUNHCKOro NnpuMeHeHns.

2. OkcnepTtamy coBeTa MO 3TWKe MOryT OblTb NPEnCTAaBUTENN MEOMUMHCKUX OpraHmsauuii, HayuYHbIX
opraHusauuii, obpasoBaTe/ibHbIX OpraHu3auuii Bbiclero obpas3oBaHWs, a TakXe MpencTaBuMTenn o6LWecTBEHHbIX
opraHusauuii, pPenurmo3HblX OpraHu3auuii 1M CPefcTB MacCoBOR uHdopmauun. [laHHble aKCnepTbl He JLOMXHb
HaxoAMTbCs B KakoM-nnbo 3aBMCUMOCTM OT pas3paboTyMKOB NIEKAPCTBEHHbIX MpernapatoB W Opyrux fu,
3aVHTEPECOBAHHbIX B pe3ynbTaTax 3TUYECKON 3KCNepTU3bI.

3. Onnata ycnyr aKcnepToB COBeTa MO 3TMKE OCYWECTBNSIETCS HA OCHOBAHUM A0roBopa, 3ak/l4eHHOro Mexay
YMO/IHOMOYEHHbIM doeaepanbHbIM OPraHoOM UCMONMHUTENIbHOM BNACTW, KOTOPbIM CO3AaH COBET MO 3TUKE, U 3KCMepTOM
coBeTa Mo 3TKKe, 3a cYeT BI04 XEeTHbIX aCCUrHOBaHWUI, MPELYCMOTPEHHBIX YNOTHOMOYEHHOMY (oefeparnibHOMY OpraHy
UCMONHUTENbHOM BNAacTW, KOTOPbIM CO3JaH COBET Mo 3TuKe, B doefiepanbHOM BoAXeTe Ha COOTBETCTBYOWNIA roa Ha
obecneyeHne ero oesaTenbHOCTH, B paamepax, ycTaHoBNeHHbIX MpasntenbcteoM Poccuitckoin ®epepauun.

4. OkcnepThbl coBeTa MO 3TUKE HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHodaTenbCTBOM Poccuiickon
denepaumm.

5. CoctaB coBeTa Mo 3TuKe, MonoxeHne o6 3TOM COBeTe, MOPSLOK €ro nesitenbHocTu, TpeboBaHus K
KBanMgukKaummn 1 onbiTy paboTbl N0 9KCNEPTHON OLEHKE Hay4YHbIX, MEOULMHCKUX N 3TUYECKMX aCMEKTOB KUHNYECKNX
uccrnenoBaHuii IeKapCTBEHHbIX NPenapaToB ANs MeAULUMHCKOro NPUMEHEHUS, NPeabsBsSEMble K 3KCnepTaM coBeTa
no aTvke, MOPSLOK OpraHU3auuy U MPOBELEHWS 3TUYECKOWN 3KCMepTu3bl, hopMa 3aKNIOYEHUS COBETa MO 9TUKE
yCTaHaB/MBalOTCS YMOJHOMOYEHHbIM (deaepanbHbIM OpraHoM WCMONMHWUTENbHOW BRactu. Yucno npenctaButenei
MEOMLIMHCKMX OpraHnsaunii He MOXeT NPeBbIWaTh NONOBUHY 0T 0BLEro Yncna akCnepToB COBETA MO 3TUKE.

6. IHpopmaumsa o coctaBe coBeTa Mo 3TUKE, MnaHax ero paboTbl U Tekylel OesTeNbHOCTU pasMelaeTcs Ha
ooMuUManbHOM caiTe YnoSIHOMOYEHHOro doefepanbHOro opraHa WCMONHUTENbHOW Bnactu B ceTu "HTepHeT" B
YyCTaHOBMIEHHOM UM NopsiaKe.

(CtaTtbs mononHuTenbHO BKAtodeHa ¢ 1 mionsg 2015 rona denepanbHbiM 3akoHOM oT 22 nekabps 2014 roga N
429-D3)

KommeHTapui k ctatbe 39_1

Cratbs 40. MpoBeneHne KIMHMYECKOro UCCnenoBaHuUs NeKapCTBEHHOro Npenapara ans
MeAULIMHCKOro NPUMeHEeHUst

1. PyKOBO,D,I/ITeJ'Ib MeOMUNHCKOW opraHnsaumm, Kotopas npoBoanT KAINHUYECKOe uccnenoBaHne nekapcTBeHHOro
npenapara ana MeouunHCKOoro npuMeHeHus, Ha3HayaeT uccnenosatend, OTBETCTBEHHOro 3a nposeneHmne T1akoro
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nccnenoBaHMs Mo MMmelowero  nevyebHyld  cneumanbHOCTb, COOTBETCTBYIOWYIO MPOBOAVMOMY  KIMHUYECKOMY
NCCNefoBaHMI0 NeKapCTBEHHOrO npenapara, co ctaxem paboTbl MO nporpammam KAVHWYECKWUX WCCnenoBaHuii
NneKapCcTBEHHbIX NpernaparoB He MeHee 4YeM TpW roja v No ero NpensioXeHulo HasHadvaeT cowuccnemosarenen u3
yucna Bpayer 3ToM MeOMLIMHCKOM OpraHusauunn.

(HacTb B pepakuun, BBeaeHHon B feictene ¢ 1 miona 2015 roga ®enepanbHblM 3aKOHOM OT 22 aekabps 2014
roga N 429-® 3. - CM™. Npeaployllyto peaakumio)

2. WccnepoBatenb ocywectBnsieT BblOOp MaUMEHTOB, KOTOPbIE MO MEAWUMHCKUM MoKasaHusM MoryT ObiTb
NPUBNEYEHbI K y4acTUO B KIMHUYECKOM UCCNENoBaHNM NEKapCTBEHHOr0 npenaparta Ans MeANLMHCKOrO NPUMEHEHNS.

3. I/Iccne,uosaTenb n coumccnepgosartenn OONXHbl ObiTb 03HaKOMMEHbl C pe3ynbTataMm OOKINHNYECKOro
CCNefOBaHNsl NeKapCTBEHHOTO CPeACTBa, COAepXalwmmucs B 6powiope uccnemosaTtens, MPOeKTOM MpoTokona
KNNHN4YEeCKoro unccnenosaHunsa nekapCTtBeHHOro npenapara ond MeouuunHCKOro npuMeHeHud, paapa60TaHHb|M
pa3pa6OT‘-WIKOM nekapcTteBeHHOro npenapara WM WHbIM OPpUONYEeCKUM NULOM, NnpuBiekaemMbiM K opraHmadnn
nposeneHnsa KNnHn4Yeckoro nccnenoBaHnsa nekapCTtBeHHOro npenapara ansa MeguumHCKOro npuMeHeHus, n opyrmmm
MaTepuanamm Takoro UccnenoBaHus.

3_1. PykoBoanTesnb MeOMLMHCKON OpraHM3auumn B CPOK, He MpeBbiwatowmin Tpex paboynx gHen co OHS Havana
NPOBEAEHNS KNIMHNYECKOrO MCCNeN0BaHUS NIEKAPCTBEHHOMO npenapaTa Ans MEAULMHCKOro NpUMEHEHUS, coobliaeTt
06 3TOM B YNONHOMOYEHHbIV doefepanbHblii OpraH UCMONHUTENBHON BNAaCTW, BblAABWNI paspeleHne Ha NpoBeLeHne
Takoro MccnenoBaHuMs, No YCTAHOBMEHHONW MM doopMe (4acTb [OMNOMHUTENbHO BKoYeHa ¢ 1 aHBaps 2011 ropa
depnepanbHbIM 3aKOHOM OT 29 Hos6ps 2010 roga N 313-D3).

4. OpraHusauuu, OCylWeCTBASIOWME OpraHn3auno NPOBEAEHNS KAMHWYECKOro MCCNefoBaHns NekapCTBEHHOMO
npenapaTa s MeguULMHCKOrO NMPUMEHEHNS 1 yKa3aHHble B YacTn 3 ctatbu 38 HacToswero enepanbHOro 3akoHa,
B cnyyae HeoOXO0OMMOCTU BHECEHUS W3MEHEHMIA B MPOTOKON KAMHUYECKOTrO WCCNeOOoBaHWs NeKapCTBEHHOro
npenapata Ans MEeAWLMHCKOro npuMeHeHust cooblwaioT o6 3TOM B YMNOMHOMOYEHHbI (oefepanbHblii  opraH
WCMONHUTENbHON BNacTu, BblOABIUIMA paspelleHne Ha MnpoBefeHne Takoro UCCnenoBaHus, No yCTaHOBNEHHOW UM
goopMe (4acTb JonofHeHa ¢ 26 okTsabpsa 2010 ropa PenepanbHbliM 3akoHOM oT 11 okTa6pst 2010 roga N 271-d3 -
CM. Mpelblaylyto penakumio).

4 1. CDopMa Co00OLEHNSI O BHECEHUWN W3MEHEHWI B NPOTOKON KNNHNYECKOro umccrnengoBaHns nekapCTtBeHHOro
npenaparta ongd MeagnunHCKoro npuMeHeHna nonxHa cooepxatb cnegyroune ceeneHus:

1) HauMeHoBaHNe, NOEHTUIPVKALMOHHBI HOMEpP 1 gaTa NPOTOoKOMa KIMHUYECKOro UCCNeN0BaHUS;
2) pata BHECEHUS UBMEHEHUIA B MPOTOKON KJIMHUYECKOro UCCNIeA0BaHNS;
3) HaMeHOBaHNe N MECTO HaxoXOEHUs 3asiBUTENS;

4) HauMeHoBaHWe opraHv3auun, NPUBNEYEHHON Pa3paboTyMKOM NeKapCTBEHHOro Mpernaparta K opraHusaumu
NPOBEAEHNS KNMHUYECKOr0 UCCNenoBaHuns (Npy Hanymm);

5) HauMeHoBaHMA MU MecTa HaxoXJIeHWs MefULUWHCKUX OpraHu3auuin, B KOTOPbIX NPOBOAUTCHA KIWHUYECKOe
nccnenoBsaHue;

6) [aTa Bbloayn paspeleHns Ha nposeneHne KinHNM4eckoro nccnenosaHnda n Homep 31oro paspeleHns;

7) N3MEHEHUS, BHOCKMbIE B MPOTOKON KIMHUYECKOro NCCenoBaHuns.
(Hactb 4_1 pononHuTenbHO BKAtoYeHa ¢ 26 okTsbps 2010 ropa depepanbHbIM 3akoHOM OT 11 okTs6ps 2010
roga N 271-$3)

5. B cpok, He npeBblwaownii Tpuauati paboumx OHel co AHS MOSyYeHWsl yKasaHHOro B YacTu 4 HacToswei
cTaTbM COOBLWEHUS, YNONHOMOYEHHbI (pelepanbHblii OpraH WCMNONHWTENbHONW BNAacTM paccMatpuBaeT 3To
cooblieHne B yCTAHOBNIEHHOM UM MOPSAKE U MPUHUMAET peleHne 0 BHECEHUN N3MEHEHUIA B NPOTOKON KAMHUYECKOro
nuccnenoBaHns NeKapCTBEHHOrO mpenaparta A MeOUUMHCKOro MPUMEHEHUs mnm 06 0TKka3e BO BHECEHUU Takumx
n3meHeHuin. Mpu paccMoTpeHun cooblleHns 0 HEOBXOAMMOCTM BHECEHUSI W3MEHEHWUI B MPOTOKON KAVHWYECKOro
nuccrnenoBaHns NeKapCTBEHHOroO npenapata AN MeLULMHCKOrO MPUMEHEHUS B LENSX OLEHKU OBOCHOBAHHOCTU
npeanaraemMbix U3MEHEHWI 1 ONpeneneHns CTeneHn pucka Ons NauneHToB, MPUHMMAIOWMX yYacThe B KJIMHUYECKUX
nccnenoBaHnsx, ynonHOMOYEHHbIM doeaneparnbHbIM OpraHoM UCMONHUTENBHOW BRAcTU MOTYT NPUBAEKATHCS 3KCNepThl
coseTa o aTuKe.
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(HacTb B pepakuun, BBeaeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHbliM 3aKOHOM OT 22 pekabps 2014
roga N 429-® 3. - CM™. npeabloyllyto peaakumio)

6. KnuHuueckoe uccnenoBaHne neKapCTBEHHOro npenapaTta AN MEOVUMHCKOrO MPUMEHEHUst MOXeT ObiTb
NMPUOCTAHOBNEHO WAW MNpeKpalweHo, ecnv B Mpouecce ero npoBeleHust obHapyXeHa OMnacHOCTb AN XW3HM,
300pOBbS MauMEHTOB. B cnyyae BO3HMKHOBEHWSI OMACHOCTU ONS1 XW3HW, 300POBbS MauUMEHTA, Yy4YacTBYOWEro B
KNIMHWYECKOM NCCNefoBaHNN NEKapCTBEHHOro npenapara Ang MeauLUmMHCKOro NPUMEHEHNs, nccneposareny obs3aHbl
NpoMHdopMrpoBaTb 06 3TOM PYKOBOAWUTENS MEAULIMHCKOM OpraHn3auuy 1 opraHu3aumnio, NonyymBLLyio paspelleHme
YNOJIHOMOYEHHOrO peaepanbHOro opraHa WCMNONHUTENbHOW BNACTWM Ha OpraHvM3auuio NPOBELEHUS KAVHUYECKOro
NCCNefoBaHNsa NeKapCTBEHHOro npenapata. PeweHne O NPUOCTAHOBNEHUM KIMHUYECKOrO  WUCCNenoBaHus
NeKapCTBEHHOMO Npenapara ANs MeAVNUMHCKOrO NPUMEHEHUS MPUHUMAIOT PYKOBOANTENb MEANLIMHCKON OpraHn3aumm
n (UNK) opraHM3auus, NoyymBLIas paspeleHne yrnoaHOMOYEHHOrO dhefepanbHOro opraHa UCroNHNTENbHOW BNacTu
Ha opraHM3auuilo MPOBEAEHNS KMHWYECKOro WCCNenoBaHWs neKapCTBEHHOro npenapata Ans MenULMHCKOro
NPUMEHEHNS!, PELeHMe O NPeKpalWeHnn Takoro UCCNefoBaHNs NPUHUMAET YMNONHOMOYEHHbI doeaepanbHbli opraH
WCMOMHUTENBbHOMW BRAcTU Ha OCHOBAHMW COOBWEHUS B MWCbMEHHON (DOPME PYKOBOAMTENS MeOULMHCKOM
opraHv3auumM WAM  opraHvM3auusi, MonyyuMBlIAS  pa3peleHne  YNoNHOMOYEHHOro  dpefepanbHoro  opraHa
NCNONHUTENBHOW BNAacTW Ha OpPraHu3aunio NPOBEAEHNS KIMHWYECKOr0 UCCNEeLoBaHNa NeKapCTBEHHOro npenapara
NS MEOULINHCKOTrO NMPUMEHEHNS.

7. B cpok, He npeBbllwaowmin NaTn paboynx OHER CO LHS 3aBEPLEHUs, MPUOCTAHOBNEHNS UNU MpeKpalleHns
K/IMHNUYECKOro UCCNenoBaHNs NeKapCTBEHHOro npenaparta Ans MeLMUMHCKOrO MpPUMEHeHUs, coobueHne ob 3ToM
HanpaenseTcs oOpraHusaumsMu, ykasaHHbiMM B 4actu 3 ctatbum 38 Hactoswero denepanbHOro 3akoHa, B
YMNOJIHOMOYEHHbIN theaepanbHblA opraH UCMONHATENbHOM BNaCTX MO YCTAHOBNEHHON UM cpopme.

8. CDOpMa cooblleHust o 3aBepleHnn, npunoctaHoBneHNMn unnn npekpaweHnn KnnHn4eckoro wuccnenoBaHus
nekapCTBeHHOro npenaparta onda MeanunHCKoOro npuMeHeHna 0oiXxXHa cooepxartb:

1) WHpopMaLMilo O MEeOMUMHCKOW opraHuMsauum unnm MeguumHCKUX OpraHmsaumsax, NpoBOAMBILMX AaHHOEe
nccnenosaHue;

2) onvcaHne gaHHOro UCCNeaoBaHms;

3) maHHble nccnepoBaTens (Pammnms, UMs, OTYECTBO, MECTO PaboThl, 3aHMMaeMas AOMXHOCTb, CneLnanbHOCTb,
cTax paboTbl NO NporpaMMam KMHWYECKMX WCCNELOBAHWA NeKapCTBEHHbIX MPenapartoB, NepevYeHb KAMHUYECKMX
nccnenoBaHUA NeKapCTBEHHbIX MpenapaTtoB, B KOTOPbIX OH MPUHMMan yyactue (nepuogbl y4acTusl) B KayecTee
uccnenoBaTens Unu couccnenoBatens) (NyHKT AONonHeH ¢ 26 okTabpsa 2010 rona ®enepanbHbiM 3aKOHOM OT 11
okTs6psi 2010 ropa N 271-P 3 - c™. npeablayllyo pefakLumio);

4) pesynbTaT [aHHOrO WCCNefoBaHWs  (3aBeplleHue, NPUOCTaHOBREHWE WnW  npekpaleHne OaHHOro
1ccneaoBaHns ¢ ykasaHUeM NX NPUYMH U BIUSHUS Ha OLEHKY ero pe3ynbTaToB, 0By OLEHKY pucka 1 0XWIOAeMoi
nonb3bl OT MPMMEHEeHUs WCCNeayeMoro nekapCTBEHHOro npernapara, a TakXe npegnonaraemble AanbHenwue
nencTeus).

8_1. lpn BbisBNeHWM bedepanbHbiM OPraHoM WCMOMHUTENbHOM BAACTW, OCYWECTBASOWNM YHKUAN MO
KOHTPO/IIO N HaA30py B cdoepe 30paBOOXpPaHEHWUs, HapylWeHui npasun Hagnexaulen KNMHUYEeCKoW NpakTUKK npu
npoBedeHNN KINHUYECKOro WCCNenoBaHWs NeKapCTBEHHOro npenaparta, BAUSIOWWMX Ha MNOAHOTY W (KMan)
JOCTOBEPHOCTb AAHHOrO KAMHWYECKOro UCCNenoBaHuns, yKadaHHbli doefepanbHblii opraH NCMONHUTENbHOW BRacTu
npuocTaHaBnMBaeT NPoOBeAeHUEe AAHHOr0 KAMHUYECKOro WUCCNenoBaHWs U BbIHOCUT MEOWUMHCKOW OpraHusauuu, B
KOTOPOIi NMPOBOANTCA AaHHOE K/MHMYECKOoe WCCNnenoBaHve, npeanncaHne o6 ycTpaHeHnn BbiSIBNIEHHbIX HaPYLIEHWA.
[Mpn HeycTpaHeHUn MeONUMHCKOW OpraHn3aunen BbiSIBNEHHbIX HAapYLWEeHWA B YCTAHOBMEHHbIA B NpeanncaHum Cpok
yKasaHHblli doefepanbHblii opraH WCMONHUTENbHOW BRacTU MNPUHMMAET peweHue O npekpaweHun npoBeneHns
KMHNYECKOro nccnenoBaHns nekapcTBEHHOro npenapara v HanpasnseT B doefepanbHbii opraH UCNOMHUTENbHOM
BNaCTW, OCYWECTBASIOWNA (PYHKUMU NO BbipaboTke M peanv3auuy rocynapCTBEHHON MOAUTMKU U HOPMAaTWUBHO-
NpaBoOBOMY PErynMpoOBaHUO B Cpepe 30paBOOXPaHEHWs, 3akfloYeHMe O BbISIBEHWM MPU NPOBEAEHUN OAHHOro
KNIMHWYECKOro UCCNENOBAHNS HAPYLWeEHWA NpaBun Haanexawen KNMHUYecKor NpakTUKM ONs NPUHSATUS peleHust 06
OTMEHEe paspeleHns Ha opraHMsaumilo NpoBedeHMS AAHHOr0 KAMHWYECKOro WCCNefoBaHus C gaTbl MPUHATUS
peleHns 0 MPUOCTAaHOBNEHUN NPOBEAEHNS KIMHNYECKOro MCCNeaoBaHns nekapcTBEHHOro npenapara.

(HacTtb mononHuTensHo BktoyeHa ¢ 1 nons 2015 rona ®epepanbHbIM 3aKOHOM OT 22 fekabps 2014 roga N 429-
®3; B penakumn, BBeAeHHOW B perictBue PepepanbHboiM 3akoHoM oT 13 wuong 2015 rogpa N 241-93. - Cwm.
npeaploylwyo pegakumio)
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9. YNONHOMOYEHHbIN chenepanbHblii opraH UCNONHUTENbHOW BNacTn onybnnkoBbiBaeT M pa3MellaeT Ha CBOEM
ochmvumansHoM cante B cetun "VIHTepHeT" coobleHVe O 3aBeplieHWn, MNPUOCTAHOBAEHUM WM MNpeKpalleHuu
K/IMHNYEeCKOro UncCnefoBaHMa JfieKkapCTBEeHHOro npenapara 408 MeOouUWHCKOro MNPUMEHeHWs B CPOK, He
npeBblwakowWwmii NaTM paboynx OHeih co OHS ero NonyYyeHns, B yCTaHOBIEHHOM UM Mopsiake.

10. YnonHoMoYeHHbI dpedepanbHblii opraH WCMONHUTENbHOW BNACTW OCYWECTBASET BeleHWe peecTtpa
uccnepgosaresnie, NPOBOASAWMX UM NPOBOAMBILNX K/IMHMYECKME WCCNEOOBaHMA NEKaPCTBEHHbIX Mpernapartos Ang
MEeOUUWNHCKOro NPUMEHEHWs, B COOTBETCTBUM C YTBEPXIOEHHbIMM VM NpasBufiaMnm U pasMmelaeT ero Ha CBOEM
otbuumanbHoMm cante B cetn "MHTepHeT" B YCTaHOBMEHHOM UM nopsake. YKasaHHbli PeecTp COAepPXUT
MHdOPMaLMIO, NPEOYCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosWen cTaTbu.

11. OTyeT 0 pesynbTarax KAMHUYECKOrO WCCNefoBaHMS NeKapCTBEHHOro npenapara Ans MeauUMHCKOro
NPUMEHEHNs COCTaBNSETCS opraHmusaumen, ykasaHHon B yacTtu 3 ctatby 38 HacToswero denepanbHOro 3aKkoHa, Ha
OCHOBaHWWM 3aKMOYEeHUA MeOULMHCKUX OpraHv3auui, MpoBOAMBWMNX 3STO WUCCNefoBaHWe, W MNpeactaBngeTcs B
YMNOJIHOMOYEHHbIN doedeparnbHblii opraH WCMNOMHUTENbHOM BNACTW, BblOABWUWIA paspelleHne Ha MnpoBedeHue 3Toro
NUCCnefoBaHusl, B CPOK, He MpeBblWaloWwmin Tpex MecsueB CO AHS ero 3aBeplleHuns, MPUOCTaHOBNEHUS WNn
npekpatleHuns, B nopsnke, yCTaHOBIEHHOM YNOJIHOMOYEHHbIM doefepanbHblM OPraHoOM UCMOJTHUTENbHOW BNAacTu.

12. HapyweHvne npaBun Hagnexawein KAMHWUYEeCKON MPakTWKW, dhanbcudpmkaums pesynbTaToB KAWMHUYECKOro
uccnenoBaHns NeKkapCTBEHHOro npenaparta Ans MeauuMHCKOro NPUMEHEHNs BNeKyT 3a coboi OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccuiickon depepaunu.

(HacTb B pepakuun, BBegeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3akOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. Npeabioyllyo pesakumio)

13. MNpwn npoBeAeHNN KNUHNYECKOrO UCCNEeA0BaHMS NeKapCTBEHHOro npenapara ans MeauumMHCKOro npuMeHeHus
jonyckaetcs 3abop y nauMeHToB 6OumonorMyeckux martepmanoB (obpasubl 6UONOrMyeckmx XWOKOCTEW, TKaHew,
CEKpeTOB N NPOOYKTOB XU3HEAEATENbHOCTM Yenoseka, PU3nonornyeckmx 1 natonormyecknux BblaeneHnin, Maskos,
COCKOOO0B, CMbIBOB, MUKPOOPraHU3MoB, BMONCUIAHbBIA MaTtepuan) ons nx nayydeHns B Poccuiickoin depepaumm u (nnn)
3a npegenamn Poccwuiickon denepaunn.

(HacTb B pepakuun, BBeaeHHon B feictene ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 gekabps 2014
roga N 429-d 3. - C™. npedplaylyio pegakuuio)

14. Mopspok BBo3a B Poccuiickyto ®enepaumio 1 BbiBo3a 3a npenensl Poccuiickoh ®@epepauum 6nonornyeckmnx
mMaTtepuanos, MOJyYEHHbIX MPU MNPOBEOEHUN KJIMHUYECKOro WCCNenoBaHus nekapCcTBEHHOro npenapara Aang
MeaMLUMHCKOro NpuMeHeHns, yctanasnmneaetcs Npasutenbctsom Poccuiickon denepauumu.

(HacTb B pepakuun, BBeaeHHoi B feictere ¢ 1 miond 2015 ropa @enepanbHbiM 3aKOHOM OT 22 aekabps 2014
roga N 429-d 3. - CM. npeaplayLyo peaakumio)

KommeHTapuii k ctatbe 40

Cratbs 41. ,D,OI'OBOp O npoBeneHnn KIMHN4YeCcKoro nccrnenoBsaHus neKapcTteeHHoOro npenaparta anga
MeaAULIMHCKOro npuMeHeHus

1. KnuHnyeckoe uccnenoBaHme NeKapCcTBEHHOrO npenaparta AN MEeOUUUHCKOro MPUMEHEHUS MpPOBOAMTCS B
COOTBETCTBMM C [OrOBOPOM O TMPOBEOEHUU KINHUYECKOrO WCCNefoBaHWs NekapCTBEHHOro npenapara Ans
MEeOVLUMHCKOrO MPUMEHEHUS, 3ak/lo4aeMbiM MeXay opraHusauuven, nonyyduswen paspelleHne YrnoIHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENbHOW BRacTV Ha oOpraHuM3auuio MPOBEAEeHUs Takoro uccnepoBaHus, W
MeLVLUNHCKON opraHusauunen, oCylWwecTBASIOWER NPOBeAeHNE Takoro UccnenoBaHus.

2. ,D,OFOBOp O npoBedeHnn KNMHWUYeCKOoro wuccnenoBaHms nekapCTtBeHHOro npenapara gnga MeaunumHCKoro
NnpuUMEeHeHna 00N1XEeH coaepXartb:

1) yCnoBua n CpoKu npoeseneHna 0aHHOro nccnegoBaHus;

2) onpenenexHne oblwer  CTOMMOCTM nporpammbl  JaHHOro wuccnenosaHna C  yka3aHnmem  CyMMbl,
npenHasHavaroLwWwencs onga Boinnat nccnenoBaTensM, cConccnenosaTensm;

3) onpemeneHne OpMbl MNPEOCTaBNEHUS pPe3ynbTaToB OAHHOrO WCCNeaoBaHMs B YMNONHOMOYEHHbIN
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thbenepanbHbIi OpraH UCNOMHUTENBHON BNacTu.

KommeHTapui k ctatbe 41

Cratbsl 42. duHaHcoBOe obecrneyeHne KIMHMYECKOro uccnenoBaHusi NeKapCTBEHHOro npenapara
ONsi Me AULMHCKOrO NPUMEHEHUS

durHaHcoBoe obecreyeHne KAMHUYECKOro MWCCnenoBaHust nekapCTBeHHOro npenapara ona MeouunHCKoro
NPUMEHEeHNs OCYLEeCTBNAETCS 3a CYeT:

1) cpencTs cpenepansHoro Gloaxera;

2) CPeACTB OpraHu3aumii, NonyyMBIUMX paspelleHne Ha OpraHu3auuio NPoBeAeHWsl OaHHOrO WCCNeLoBaHus, B
COOTBETCTBUM C YCNOBMSIMW OrOBOPA O €ro NPOBEAEHNN;

3) MHbIX HE 3anpeLleHHbIX 3akoHoaaTenbCTBOM Poccuiickon denepaumm NCTOYHMKOB.

KommeHTapui Kk ctatbe 42

Cratbs 43. MpaBa NaLMeHTOB, y4acCTBYIOLLUX B K/IMHUYECKOM UCCNIef0BaHUN NEKAPCTBEHHOIO
npenapara ons Me QULMHCKOro NPpUMeHeHUst

1. YyacTue naumMeHTOB B KJ/IMHMYECKOM WCCnenoBaHun nekapCcTtBeHHOro npenapara An4 MegununmHCKOro
NnpuUMeHeHna aBnsaeTcs ,D,O6pOBOl'IbeIM.

2. [MauneHT nnn ero 3aKOHHbIA NPeACcTaBMTENb JOMXEH BblTb MHGPOPMMPOBAH B MUCbMEHHOI (POPME:

1) O NnekapCcTtBeHHOM npenaparte Oonsa MeguumHCKOro npuMeHeHmsa u CylWHOCTU KNIMHUYEeCKOro mnccnenosaHus
3TOro nNekapCTBeHHOro npenaparta,

2) o0 06e30MacHOCTM NeKapCTBEHHOrO npenaparta ANns  MeauUUHCKOrO MNPUMEHEHWs, €ero  OXWLaeMmoi
3o PEKTUBHOCTU 1 CTEMNEHN pUCKa AN NALMNEHTa;

3) 06 ycnosuax ydyactma nauveHta B K/IMHWYECKOM uccnenoBaHWW nekapcTtBeHHOro npenapara annsd
MeoNUNHCKOro NpuMeHeHns;

4) O uenn nnn uendax n npoaonxXmTenbHOCTU KINMHNWYECKOro mnccnenoBaHuna nekapCTtBeHHOro npenapara gns
MeJNLNHCKOro npuMeHeHus,

5) 0 meicTBUSIX NaumeHTa B Cnyyae HenpenBuOEHHbIX 3PPEKTOB BUSHUS NEKAapCTBEHHOro npenapaTa ans
MEONLIMHCKOrO MPUMEHEHUS HA COCTOSIHUE Er0 30POBbS;

6) 06 ycnoBusix 0653aTeNbHOMO CTPAX0BAHNSA XWU3HU, 3L0P0BbS NALNEHTA;

7) 0 rapaHTUsix KOHUOEHUMANbHOCTU Yy4yacTusl naumeHTa B K/IMHWYECKOM WCCedoBaHWM NEKapPCTBEHHOMO
npenapara Ans MeauLMHCKOro NprMeHeHus.

3. JobpoBonbHOE cornacue naumeHTa Ha yyacTue B KIMHWYECKOM MCCNeoBaHUM NEeKapCTBEHHOro npenapara
IONS MeAVLMHCKOro NPUMEHEHNS NOATBEP X AAETCS ero Nnoanvcblo UK NOAMNVCHI0 ero 3aKOHHOMo NMPeACcTaBUTens Ha
MHCPOPMALIMOHHOM IMCTKE NauMeHTa.

4. TMaumeHT wunn ero 3aKOHHbIN npeanocrtasnutenb UMeet npaBo OTKa3aTbCA OT y4aCcTna B KIMHWYECKOM
nccnenosaHMnM nekapCTtBeHHOro npenaparta ongd MeguumHCKOro npuMeHeHns Ha noboi ctagun npoeeneHnsa Takoro
nccnenosaHusA.

5. npOBe,D,eHVIe KNNMHN4YeCKoro mccrnegoBaHmsa nekapCTtBeHHOro npenaparta ansd MeguumHCKOro npuMeHeHusa C
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yyacTueM B KayecTBe NauMeHTOB AeTeil AoMnyckaeTcsl TONbKO C COrnacusi B NUCbMEHHOW doopme MX poauTenei,
ycbiHOBUTENen. [leTn MOryT paccMatpuBaTbCsl B KayecTBe MOTEHUMaNnbHbIX MauMeHTOB Takoro WccnenoBaHus,
TONbKO €C/n ero nposefeHne HeobXoauMO ONS yKpenneHns 340p0BbS AeTel Unn NpoUNakTUKN UHOPEKLMOHHbIX
3aboneBaHnii B LEeTCKOM Bo3pacTe NubBO ecnu Lenbilo Takoro WCCNefoBaHUs SBNSETCS MONyyYyeHne [LaHHbIX O
Haunydwen OO3MPOBKE NeKapCTBEHHOro npenapara Ans nedveHus netei. B aTmx cnyyasx TakoMmy mccnenoBaHuio
JOJIXHO NpeflecTBoBaTh KIMHNYECKOE UCClefoBaHve NekapCTBEHHOro npenapara ons MeauumMHCKOro NpuMeHeHus
Ha COBEpLIEHHONEeTHMX rpax.aaHax, 3a UCK/oYeHNeM cryyaes, eCnu UccrnenyemMblii N1eKkapcTBeHHbI npenapar ons
MEIVLIMHCKOrO MNPUMEHEeHUs npefHasHayeH WCK/IYUTENIbHO ONA  UCMO/Ib30BaHUA  HECOBEPLEHHOIETHUMU
rpax.ngaHamu.

(YacTb B pepakumm, BBeAEHHOW B aeicTBre ¢ 22 Hosi6ps 2014 rona PenepanbHblM 3aKOHOM 0T 22 okTs6ps 2014
roga N 313-9 3. - C™. npeabioylyo pesakumio)

6. 3ar|pem.aeTC9 npoeeneHne KIAnHM4YeCckKoro uccnenoBaHmsa nekapCTtBeHHOro npenaparta gnga mMeaununHCKOoro
NPpUMeHeHns ¢ y4acTneM B Ka4yecTee NaleHTOB:

1) meTen-cmpoT n feTelr, ocTaBwmxcs 6e3 noneyeHys poanTenei;

2) XEeHW H B nepuon 6epeMeHHOCTM, XEHLILVMH B NEPUOA rpyLHOr0 BCKapMIMBAHUS, 3a UCK/IIOYEHWEM Cly4Yaes,
€CNN MPOBOAMUTCSA K/MHWYECKOE WUCCNefoBaHvWe NeKapCTBEHHOro mpenaparta, npefHasHa4YeHHOro ONsi yKasaHHbIX
XEHLWWH, NPpU YCNOBMU HEOOXOAMMOCTM NONYYEHNS MHAPOPMaLMM TONbKO BO BPEMS MPOBELEHUS COOTBETCTBYIOLWMX
KNIMHWYECKMX UCCNe0BaHNA N MPUHSATUS BCEX HEOOXOAMMBIX MEP MO UCK/TIIYEHUIO pUCKa HaHECEHNS Bpeaa XeHWuHe
B nepmol 6epeMeHHOCTH, XEHIWMHE B NEPMOL rpyAHOr0 BCKapMMBaHUS, NNody unm pebeHky;

3) BOEHHOC/YyXalWWX, 3a WCK/YEHUEM CllyyaeB MPOBEAEHUS KMHWYECKOrO MCCNELOBaHUS NEKapCTBEHHOMO
npenaparta, crneuvanbHo pas3paboTaHHOro ANS MPUMEHEHWS B YCNOBUSAX BOEHHbIX [OEVCTBUM, YPEe3BblYaiHbIX
CUTyaumWin, NPOOUNaKTUKN W nevyeHus 3aboneBaHwin 1 NopaxeHwi, MNONyYyeHHbIX B pesynbTate BO3LEWCTBUS
HebnaronpUATHBIX XMMUYECKUX, BUONOTrMYECcKMX, paauaumoHHbIX akTopoB. KnuHu4Yeckoe wccnenoBaHWe Takoro
NEKApPCTBEHHOrO npenapata MOXEeT MNPOBOOUTLCA C Y4YaCcTUEM B KayeCTBe MAUMEHTOB BOEHHOCHyXawux, 3a
WCKJIIOYEHMEM BOEHHOCIYXaWmMX, MPOXOASIUMX BOEHHYD cnyx0by no npusbiBy, ¢ cobniogeHnem TpeboBaHwui,
yCTaHOBNEHHbIX HAcToSWUM deaepanbHbIM 3aKOHOM B OTHOLWEHWMN IpaX AaHCKUX NULL;

4) COTPYLHMNKOB NPaBOOXPAHUTENbHbBIX OPraHoB;

5) nuu, oTOblBAOWNX HakasaHWe B MecTax NuWeHWs cBobodbl, a TakXe nul, HaXoOSWMXCS Nof cTpaxein B
CNneancTBeHHbIX n3ondatopax.

7. ,ﬂ,OI'IyCKaeTCSI nposeneHne KNMHMYECKOro mccnenoBaHWsa NeKapCTBEHHOro npenaparta and MeauunHCKoro
npuMeHeHuna, npengHa3dHa4eHHoro aonda ne4eHmnsa ncnxm4ecknx 3a60neBaHv||7|, C y4acTmem B KayeCtee naumeHToB nu, C
ncnxmyecknmmn 3a60ﬂeBaHI/I$IMI/I, NPU3HAHHbIX HeleecrnocobHbIMA B nopsgke, yCtaHOB1€eHHOM 3akoHOOATE/IbCTBOM
Poccuiickoi Cbenepaumm. KnuHuyeckoe nccnepnosaHmne NeKapCTBEHHOro npenapara B 3TOM cfiy4ae npoBoanTCA npu
HanMyum cornacus B MMCbMEHHOM popMe 3aKOHHbIX ﬂpeﬂ,CTaBMTeﬂeﬁ yKa3aHHbIX nnu.
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Cratbs 44. O6s13aTenbHoe CTpaxoBaHuUe XWU3HU, 300p0oBbs NaLneHTa, y4yacTeyrloLw,ero B
KJINHU4YeCKOM uccnenoBaHnm nekapCcTtBeHHoOro npenaparta anss MeagMuumnHCKOro npyuMeHeHus

1. OpraHusauusi, nonyyvBwas paspeleHne Ha opraHu3auuio NPOBEOEHMS K/MHWYECKOro WCCnenoBaHus
NeKapCTBEHHOro npenaparta ons MeauLUMHCKOro NpuMeHeHusl, obs3aHa B kayecTBe CTpaxoBaTensi CTpaxoBaTb pUCK
NPUYMHEHNS Bpeda XW3HW, 300POBbIO NauMeHTa B pe3ynbTaTte MNPOBELEHUS KIMHUYECKOro MccnenoBaHus
NeKapCTBEHHOr0 npenapaTta A4ns MeOWUVMHCKOro MPUMEHEHWS 3a CBOW CYeT NyTeM 3ak/io4YeHus [orosopa
06513aTeIbHOr0 CTPaxoBaHus.

2. ObbekToM 00653aTe/lbHOr0 CTPAxX0BaHWUSA SIBASIETCA WMYLWECTBEHHbLIA WHTEPEC MauWMeHTa, CBSA3aHHbIA C
NPUYMHEHVEM Bpeda €ero XW3HW WAN 300POBbI0 B pe3ynbTate NPOBEOEHUS KIMHWYECKOro WUCCNenoBaHus
NeKapCTBEHHOMO NpenapaTa Ans MeAULMHCKOro NPUMEHEHUS.

3. CtpaxoBbIM CllyyaeM No [OroBopy 06s3aTeNbHOr0 CTPaxoBaHWs SBASETCS CMePTb naumneHTa Unn yxyaueHue

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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ero 300poBbs, B TOM u4uUCNe Brekywee 3a co0OW YCTaHOBNEHME WHBaNUOHOCTW, MNPU Hanuynum MNPUYMHHO-
CNeaCTBEHHOW CBSI3U MeXJAy HacTynjeHWeM 3Toro cobbiTWs U yyacTMeM MnaumeHTa B KJIMHUYECKOM WUCCNenoBaHuu
NeKapCTBEHHOro npenaparTa.

4. TpeGOBaHVIﬂ O BO3MelleHnn Bpena, NPUYNHEHHOro XWM3HW WK 300POBbIO MauuneHTa, NpenbsABNAOTCA B
Te4yeHune CpoKoB MCKOBOW OaBHOCTH, YCTAHOBJ/IEHHbIX rpa>X AaHCKMM 3aKOHOOAaTEe/IbCTBOM.

5. Pasmep cTpaxoBoii BbiNnaThl Mo 4OrOBOPY 0653aTENbHOr0 CTPaxoBaHWsl COCTaBsIeT:

1) B cnyyae cMepTu nauveHTa ABa MunnvoHa pybnei Ha KaxAoro nauueHTa, y4acTBOBaBLIErO B K/MHUYECKOM
nccnenoBaHuy NekapcTBEHHOMO Npenapara;

2) Npu yxyOlWeHnn 340p0Bbs NaumeHTa:

a) noBnekwem 3a coboli yCTaHOBNEHUE WHBANUAHOCTW | rpynnbl, OAMH MWANMOH MATLCOT Thicsy pybnein Ha
KaX[oro nauueHTa, y4acTBOBaBLIErO B KIMHWYECKOM UCCNEL0BAHUN NEKAPCTBEHHOrO Npenapara;

6) noBnekwem 3a coboii ycTaHOBNEHNE UHBANMAHOCTU |l rpynnbl, OAMH MUNIMOH Pybnein Ha Kaxhoro nauveHTa,
y4acTBOBABLLEro B K/IMHNYECKOM UCCNen0BaHNN NEKapCTBEHHOMO NpenapaTta;

B) noBrekweM 3a coboit yctaHoBneHne nHsanugHocTy Il rpynnbl, NATbCOT Thicsy pybnei Ha Kax 4oro naumneHTa,
y4acTBOBABILETO B K/IMHUYECKOM NCCNELOBAHNMN NTEKAPCTBEHHOrO Npenapara;

) He NoBnekweMm 3a Coboi yCTaHOBNEHUS WHBANWOHOCTW, He Bonee yem TpucTta Thicay pybneit Ha Kax.noro
naumMeHTa, y4yacTBOBaBWErO B K/MHWUYECKOM UCCNEeNOBaHUN NEKapCTBEHHOro npenapara, UCXoAs M3 HOPMaTUBOB,
oTpaxawwmx Xxapaktep U CTeneHb MOBPEXAeHWs 300p0Bbs, a TakXe akTU4eCKn MOHECEHHbIX MNauneHToM
pPacxofoB, BbI3BAHHbIX MOBPEXAEHWEM 3[00POBbSl, HAa MEAULIMHCKYK MOMOLWb, MNpuobpeTeHne nekapcTBEHHbIX
npenaparTos.

(MomonyHKT B pepakunun, BBedeHHol B geicteue ¢ 1 mions 2015 roga ®epepanbHbiM 3aKOHOM 0T 22 aekabpst
2014 ropa N 429-d 3. - CM. npeaplaywyto peaakumio)

6. YacTb yTpatuna cuny ¢ 1 mions 2015 ropa - ®enepanbHblii 3akoH oT 22 nekabps 2014 roga N 429-03. - Cm.
npeabloylwyo peaakuuio.

7. Cpok poroBopa 06s13aTeflbHOro CTpaxoBaHUsi He MOXET ObiTb MEHEE, YEM CPOK NMPOBEAEHMUS KIIMHUYECKOro
nccnenoBaHns NekapcTBEHHOro npenapara.

8. Ycnosusa poroeopa 06s3aTenbHOrO CTPaxoBaHWs, B TOM 4MCNe CTpaxoBble Tapudbl No obs3aTenbHOMY
CTpaxoBaHWio, nNepeyeHb HeoOXOOUMbIX [OOKYMEHTOB [1S OCYLWECTBNEHUS CTPaxoBOW BbiMnaThl, MNOPSLOK
yCTaHOB/NIEHNs ~ cTpaxosaTeneMm  WHOMBWIOYanbHOro  WAEHTMAMKAUMOHHOrO  Koja  nauueHTta,  nopsnok
WHOPMMPOBaHNS CTpaxoBaTenem CTPaxoBLWmMKa O NPUBAEYEHHbIX K KNINHUYECKOMY MCCNeaOoBaHU0 NeKapCTBEHHOro
npenapara ons MenuuuHCKOro NpuMeHeHns naumeHTax, nopsnok ynnaTtbl CTPaxoBoi NpemMun, Nopsnok peannsauum
onpeneneHHbIX HacTosiwmMm denepanbHblM 3aKOHOM U OpYruMK hefepanbHbiMU 3akoHaMU npas 1 0653aHHOCTEN
CTOPOH NO A0roBopy 006sA3aTenbHOr0 CTpaxoBaHWsl, a TakXe HOopMaTvBbl, OTpaxawolwue XapakTep W CTeneHb
NoBPEXAEHUS 3[0POBbS, YyCTAHABNMNBAIOTCS TUMOBLIMM NpaBmnamn 06s3aTenbHOro CTpaxoBaHus.

(HacTb B pepakuun, BBeaeHHoi B feictene ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 aekabps 2014
roga N 429-® 3. - CM™. npeaployllyto peaakumio)

9. B Ccnyyae npuynHeHnsa Bpeda XW3HWM nNauuneHTa, y4yactBoBaBwero B KJIMHUYECKOM KMccnenoBaHun
NnekapCTBeHHOro npenaparta, BbIFO,D,OI'IpVIO6peTaTeJ'IFIMVI no nooroeopy 06;13aTeanoro CTpaxoBaHuAa 4ABNAKOTCA
rpaxnaHe, MeloWVe Npaso Ha BO3MelleHUe Bpeaa B Clyyae CMepTV KOPMUbLa B COOTBETCTBUM C Pax daHCKUM
3akoHOOaTeNbCTBOM, MNpu OTCYTCTBMKW TakuUxX rpaxpgaH - poaoutenn, cynpyr, nOetum ymeplwero nadueHTa,
yyaCTBOBAaBIWIEro B KAWHWYECKOM WCCNENOoBaHUM NeKapCTBEHHOro mnpenaparta, B Cflydyae CMepTM nauueHTa,
ydyactBoBaBwero B KJIMHWYECKOM uUccnenosaHUnM nekapCTBeHHOro npenapara U He MMeBLIEero CaMoCTOATENNIbHOro
[00X0[a, - rpaxAaHe, Ha MXAVBEHUN KOTOPbIX OH HAXOAMNCS, B OTHOWEHWUN BO3MELEHUS pacxodoB Ha norpebeHne
nauneHTa, y4actBoBaBlWlero B KJIMHNYECKOM MccnengosaHM neKkapCTBeHHOro npenapara, - nMuo, noHeclwee Takune
pacxogpl.

10. CTanOBaFI Bbinjlata B CYET BO3MelWeHUsa Bpena, NPUYNHEHHOro Xu3Hum naudueHTa, y4dacTtBoBasllero B
KNMNHN4YeCKoOM unccnengosaHNM nekapCTBeHHOro npenaparta, pacnpenensgetca mexny BbIFO,EI,OI'IpVIO6peTaTeJ'IFIMVI
nponopunoHanbHO UX KONMNYECTBY B paBHbIX OON1AX.
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11. [pu HacTynneHuM CTPaxoBOro Cfiyyasl MauueHT, Y4yacTBOBABWWIA B  KJVHUYECKOM WCCNELOoBaHWM
NEeKapCTBEHHOrO npenaparta, Boirogonpuobpetatens BhpaBe MPeAbsBUTb HEMOCPEACTBEHHO CTPAXOBLLMKY
TpeboBaHNe 0 BO3MELWEHUN NpuYMHEHHOro Bpeaa. CTpaxoBas Bbinjata OCYLWECTBASETCS CTPaxOBWWUKOM B TeYyeHue
TpuauaTt OHel cO [OHS NpeacTaBieHusi HeobXoOMMbIX AOKYMEHTOB. [MauneHT, y4acTBOBaBWWUIA B KIMHUYECKOM
nccnenoBaHMM NEKapCTBEHHOro npenapata, unu BbirogonpuobpeTtatens 0653aH COOOWMTb CTPaxOBLMKY ANS
OCYLLECTBNIEHUS] CTPAxOBOW BbINAATbl VHAMBUAYANbHbIA WAEHTUUKALMOHHBIA KOA NauueHTa, YCTaHOBNEHHbIN
CTpaxoBaTeneM B COOTBETCTBMU C TUMOBbIMM NpaBunamn 06s3atenbHOro CTpaxoBaHus.

12. o nONHOro onpegeneHns pa3mepa MoLnexauwero BO3MEWEHUIO Bpeda CTPaxOBWWUK MO 3asBNEHUIO
nauveHTa, Yy4acTBOBaBLWEro B K/IUMHUYECKOM WCCNEeAoBaHUM NEKapCTBEHHOro npenaparta, Wnu  3asiBNEHuIO
BbirofonpuobpetaTens BrNpaBe OCYWECTBUTb YacTb CTPAxOBOM BbIMAATbl, COOTBETCTBYIOWY (PAKTUYECKM
onpeneneHHo’ YacTn NPUYMHEHHOro Bpeaa.

13. CTpaxoBas Bbinnata B COOTBETCTBUM C [OroBOPOM 00s3aTe€/IbHOTO CTPaxoBaHUS OCYLWECTBASETCS
HE3aBWCUMO OT BbIMNaT, NPUYMTAIOWMUXCS MO APYrvIM BUAAM CTPAxXOBaHUSI.

14. He ponyckaetcs yyacTue nauuMeHta B MNPOBEOEHUM KIIMHWYECKOrO WCCNeOOoBaHNs NeKapCTBEHHOro
npenapara npu oTCyTCTBUM JOroBopa 06513aTelbHOro CTpaxoBaHus.

15. KOHTpOonb 3a WCMONHEeHMeM opraHus3auuer, nofyYuBlIEr paspelleHre Ha OopraHM3auuvio npoBedeHus
K/IMHMYEeCcKOoro uccnenoBaHMa /NeKkapcTBeHHOro npenapara Anns MeOUUMHCKOro npUMEHeHWs, YCTaHOBJIEHHOM
HacTosiwen ctatbeil 06a3aHHOCTU MO 06A3aTEeNbHOMY CTPAXOBaHWIO XW3HW, 3L0POBbS MaUMEHTA, y4acTBYOLWEro
(yyacTBOBaBLWero) B KAMHAYECKOM MCCEeNOBaHUN flekapCTBEHHOro npenapara, OCyLeCcTBNSeTCs YNONHOMOYEHHbIM
doenepanbHblM  OpraHoM WCMONHUTENbHOW BNacTW, BblOAABWWM paspelweHne Ha npoBefeHne  KINHUYECKUX
nuccnenoBaHnini nekapCcTBEHHbIX NpenaparTos A9 MeAULIMHCKOrO NPUMEHEHNS.

(CtaTbs B penakuun, BBefeHHol B neictene ¢ 1 sHBapsa 2011 ropa denepanbHbiM 3aKoHOM OT 29 Hosibps 2010
roga N 313-®3. - C™. npeapioyllyto peasakumio)

KommeHTapuii kK ctaTbe 44

naBa 8. MMpon3BoACTBO N MAPKUPOBKA NIeKapCTBEHHbIX CPeAcTB
Cratbs 45. [pon3BoacTBO NNeKapCTBEHHbIX CpeacTB

1. MNpon3BOACTBO NEKAPCTBEHHbIX CPEACTB OONXKHO COOTBETCTBOBATb TPeOOBaHMSAM NpaBun HagneXxauwen
NPON3BOACTBEHHON NPaKTUKKM, YTBEPXAEHHbIM YNONHOMOYEHHbIM doefepanbHbIM OPraHoM UCMONHUTENbHOW BAACTW.
OcobeHHOCTM Nepexona NPOV3BOACTBA OTAENbHbIX NEKAPCTBEHHBIX CPEACTB K MX NPOM3BOACTBY B COOTBETCTBUM C
TpeboBaHNAMU NpaBuU HaaNexallen Npon3BoACTBEHHOM NPaKTWKKU ycTaHaenmeatotcs MNpaBnutenscTBoM Poccuiickoit
depnepaunun. Boigaya 3akoYeHWin 0 COOTBETCTBUM NMPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHWsAM npasun
Hagnexauwen NpoM3BOACTBEHHOW NPaKTMKM OCYLWECTBASETCSA NO pedynbTaTaM WMHCMEKTUPOBAHWUS MPOM3BOANTENEN
NneKapCTBEHHbIX CPEACTB B nopsiake, yctaHoBneHHoM [NpasutenbctBoM Poccuiickon ®egepaumn. Pasmep nnatbl 3a
BblOAyy 3ak/tOYEHNS1 O COOTBETCTBUM MPON3BOAMTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHUSM NpaBun Hagnexalen
NPOW3BOACTBEHHON NpakTUKKN ycTaHaBnueaetcs lNpasutenbcteom Poccuiickon depepauunn. MNopsnok opraHnsauum
1 NPOBEAEHNSI MHCMEKTUPOBAHUS NPOU3BOANTENEN NeKapPCTBEHHbIX CPEACTB HAa COOTBETCTBME TPeboBaHNSM npaBun
Hagnexauwen NpoM3BoACTBEHHON NPakTUKKN yctaHaBnnsaeTcs NpasmtenbcteoM Poccuiickon denepaunn.

(Hactb B penakumu, BBeaeHHon B geincteme ¢ 25 moHa 2012 roga denepanbHbiM 3akKOHOM OT 25 mioHa 2012
rona N 93-93; B pefakunm, BBeAeHHON B AeicTBue ¢ 22 Hosbpsa 2014 rofa ®enepanbHbIM 3aKOHOM OT 22 oKTS6ps
2014 ropa N 313-93; B penakumn, BBeaeHHoln B pericteme ¢ 1 mona 2015 ropa depepanbHbiM 3aKOHOM OT 22
nekabps 2014 rona N 429-d 3. - CM. npeablayluyto pefakumio)

2. Mpon3BoacTBO NekapcTBEHHbIX cpeAcTB B Poccuiickon denepauumn OCylWeCTBASETCS MPOU3BOAUTENSAMM
NeKapCTBEHHbIX CPEACTB, UMEKWMMN NULEH3NIO Ha MPOW3BOACTBO /NeKapCTBEHHbIX cpeAcTs. [MoaTeepXxaeHue
COOTBETCTBMA NMUEH3MaTa npasunaMm Hagnexauen npou3BOACTBEHHONW MPaKTUKM OCYWEeCTBASETCA B pamkKax
JIMLLEH3VMOHHOTO KOHTPO/IS B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickoin denepaumm ¢ y4eToM ocobeHHOCTE,
yKa3aHHbIX B YacTu 1 HacTosLen cTaTbu.

(HacTb B pepakumn, BBeOeHHON B AeiicTBue ¢ 22 Hos6ps 2014 roga denepanbHbiM 3aKOHOM 0T 22 oKTS6ps 2014
ropa N 313-d3; B pepakuun, BBeaeHHon B feicteue ¢ 1 uons 2015 roga @enepalbHbiM 3aKOHOM OT 22 fekabps
2014 ropa N 429-d 3. - CM. npeaplaywyto peaakLumio)
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3. Mpon3BOACTBO NEKAPCTBEHHBIX CPEACTB OCYLWECTBNSETCS C cobnofeHneM TpeboBaHUii MPOMbILWNEHHOTO
pernameHTa, KOTOpbIii yTBEPXAAEeTCS PYKOBOAUTENEM NPOVN3BOANTENS NEKAPCTBEHHbIX CPEACTB U BKAOYaeT B cebs
nepeyeHb MCMONb3yeMbIX (papMaLEeBTUHYECKNX CyBCTaHUMA U BCOMOraTeNbHbIX BEWeCTB C yka3aHUeM KONM4ecTBa
KaxnIoro U3 Hux, AaHHble 06 Mcronb3yeMoM o6opynOBaHUM, OMMCAHWE TEXHOOMMYecKoro npouecca W MeToAoB
KOHTPO/S Ha BCeX aTanax Npou3BOLCTBA NEKAPCTBEHHbBIX CPEACTB.

4. MNpy NPOU3BOLOCTBE NEKAPCTBEHHbIX CPEACTB WCMONb3YyOTCA dhapMaueBTuyeckne cybctaHummn, CBeOeHUs o
KOTOPbIX COAEPXAaTCs B roCcynapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB, 3a UCKII0YEeHNEM dhapMaLeBTnYecKux
cybcTaHumii, NPOV3BOAMMBIX [LNs TMNPOBEAEHUS KJVHWYECKUX WccnemoBaHuin u ans akcrnopta. K npoueccy
Npou3BOLACTBA hapMaueBTMYECKOl cybcTaHUMM OTHOCATCS nobble  CTamMu  TEXHOMOrMYEeCcKoro npouecca,
Mo3BoNAoWME MONYYNTb FOTOBbLIA NPOLYKT, COOTBETCTBYOWMIA TpeboBaHnsIM dhapMakoneriHoin cTatbh, B TOM YnCne
doepMeHTaums, 9KCTpakUms, O4UCTKA, BblAeNeHne, NnepekpmuctTanin3auns, BbiCylmMBaHue, n3amenbyeHme.

(HacTtb B pepakuun, BBeaeHHon B feinctene ¢ 1 miona 2015 ropa denepanbHblM 3aKOHOM OT 22 pekabps 2014
ropa N 429-d3; B penakuun, BBeAeHHOW B neicTBue ¢ 28 nekabps 2019 roga PenepanbHblM 3aKOHOM OT 27
nekabps 2019 roga N 462-d 3. - CM. npeablayllyto penakumto)

4_1. TlepeyeHb neKapCTBEHHbIX MpenapaToB AN8 MEOWULUHCKOrO MPUMEHEHUS, B OTHOLWEHUW KOTOPbIX
ycTaHaBnmBaloTcs TpeboBaHUst K 06 bEMy Tapbl, YNAKOBKE M KOMNNEKTHOCTU, NepeyYeHb NEKapCTBEHHbIX NpernapaTtos
NS BETEPUHAPHOIrO NMPUMEHEHWS, B OTHOWEHUM KOTOPbIX yCTaHaBnMBatoTcs TpeboBaHns K 06beMy Tapbl, a Takxe
TpeboBaHNs K 0O6bEeMy Tapbl, YNakKOBKE W KOMMAEKTHOCTM JIEKAPCTBEHHbIX MpernapatoB Afs MeLULUHCKOro
npuMeHeHns, TpeboBaHMs K 0O6beMy Tapbl NEKAPCTBEHHbIX MNpPenapatoB AN BETEPUHAPHOrO MNPUMEHEHUs
onpenenstoTca COOTBETCTBYKOWMMY YNOMHOMOYEHHBIMUM  defepanbHbIMU  OpraHaMy MCMOSIHUTENbHOW BRactn B
nopsgake, yctaHosneHHoM [paeutenbcTsom Poccuiickon depepauun.

(HacTtb mononHuTenbHoO BkAtoyeHa ¢ 1 nons 2015 roga PenepancHbiM 3akoHOM 0T 22 fekabpsi 2014 rona N 429-
®3; B pepakumu, BBeLeHHol B nericteme ¢ 15 nekabps 2015 ropa ®enepancHblM 3akoHOM 0T 14 nekabps 2015 rona
N 374-®3. - CM. npeabioywyo penakumio)

4_2. OpraHusaumu, OCyleCTBAsoWMe MNPOU3BOLACTBO papMaueBTMyeckor cybctaHuum cnvpTta 3TUOBOMO
(aTaHona) Ons NPou3BOACTBA CMMPTOCOAEPXAaWMUX NEKapCTBEHHbIX MpenapartoB, 0653aHbl OCYWECTBAATL y4YeT U
IeKnapvpoBaHne B Nnopsake, yCTaHOBNEHHOM cTaTbsiMu 8 1 14 denepanbHOro 3akoHa oT 22 Hosibps 1995 roga N
171-®3 "O rocynapCTBEHHOM PErynMpoBaHUM MNpou3BOACTBA M 00opoTa 3TMOBOrO CNMpTa, ankoronbHON u
cnupToconepXallein Npoaykummn n o6 orpaHnyeHnm noTpednenHns (pacnuTus) ankorobHON Npoaykumun'.

(HacTtb gononHuTenbHO BKNtoYeHa ¢ 1 sHBapsa 2017 roga ®efepanbHbiM 3akoHOM oT 3 niona 2016 roga N 261-
D 3)

4_3. lhamBupyanbHble npeanpuHUMaTeny 1 lopuanyeckme nuua, oCywecTBAsSoWmMe 3akynky 1 NCNonb3oBaHne
papMaLeBTUYECKO cybCcTaHUMM cnvpTa STMIOBOrO (3TaHoNa), a TakXe MNPOW3BOACTBO, WU3rOTOBNEHWE U (Mnn)
060pOT (32 WCKIOYEHWEM PO3HUYHOW NPOJAXM) CMMPTOCOAEPXAaWMX JIeKapCTBEHHbIX MpenapaToB, 06s3aHbl
OCYWECTBNATb UX Y4eT U geknapupoBaHue B nopsiake, yCTaHOBNEHHOM cTaTbaMu 8 n 14 denepanbHOro 3akoHa ot
22 Hosi6ps 1995 rona N 171-d3 "O rocynapCTBEHHOM pPErynMpoBaHny NPOM3BOACTBA 1 060poTa 3TUNOBOrO CNMPTA,
ankoronbHOM ” cnupTocodepXalwel npomoykuum u o6 orpaHudeHun notpebneHus (pacnuTus) ankoroibHOM
npoaykumm".

(HYactb mononHuTenbHo BktoYeHa ¢ 1 aHBaps 2018 roga denepanbHbiM 3aKoHOM oT 29 uonsg 2017 roga N 278-
D 3)

4 4. Tlpu nNpPOM3BOACTBE NIEKAPCTBEHHbIX MpenapaTtoB A8 BeTEePUHAPHOro MNpPUMEHeHMs JonyckaeTcs
MCMONb30BaHNE  MPOM3BEAEHHbIX ANs  peanusaumm  oapMaueBTUYeckuMx  CybcTaHUuiA,  BKJ/IOYEHHBIX B
rOCYy[apCTBEHHbI PEecTp NEeKapCTBEHHbIX CPEACTB YMOMHOMOYEHHbIM bedepanbHblM OpraHoM WUCMOIHUTENbHON
BNlaCTW, OCYWECTBASIOWNM BeAeHWe rocydapCTBEHHOrO peecTpa NeKkapCTBEHHbIX CPeacTB Afns MeAULUHCKOro
NPUMEHEHNS.

(HacTtb pononHuTenbHO BKAYeHa ¢ 13 aerycta 2019 roga denepanbHbIiM 3akoHOM 0T 2 aerycta 2019 roga N
297-03)

5. 3anpelwaeTcs NPOU3BOACTBO:
1) nekapcTBEHHbIX CPENCTB, He BKJ/IOYEHHbIX B TOCY[apPCTBEHHbIi PEECTP NEeKapCTBEHHbIX CPEncTB, 3a
UCK/IIOYEHNEM NEKAPCTBEHHbIX CPELCTB, MPOM3BOAMMbBIX ANS MPOBEAEHWS KIMHUYECKUX WCCnedoBaHuid u ans

3KCnopTa,

2) chanbCcnULMPOBAHHBIX N1eKapCTBEHHbIX CPEACTB;

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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3) nekapcTBeHHbIX CPELCTB 6€3 NULEH3NN Ha NPOV3BOACTBO NEKAPCTBEHHbIX CPELCTB;

4) nekapCTBEHHbIX CPEACTB C HapyWeHVWeM MpaBuf OpraHnsauuMv MpoOM3BOACTBA W KOHTPONS KadecTBa
NEeKaPCTBEHHbIX CPELCTB;

5) cpbapmaueBTUYeCKO cybCTaHUMM cnMpTa 3TUIOBOMO (3TaHONa) Ha TEXHONMOrMYeckoM 0bopynoBaHum, KOTOpoe
He 3aperucTpypoBaHoO M 3aKOHCEPBMPOBAHO B COOTBETCTBMM ¢ DenepanbHbiM 3aKOHOM OT 22 Hosi6pst 1995 roga N
171-®3 "O rocynapCTBEHHOM PErynMpoBaHUM MNpou3BoAcTBa M 0bopoTa 3TMOBOrO CNMPTa, ankoronbHOM u
cnupTocomepXallen Npoaykummn 1 o6 orpaHnyeHnm noTpednexns (pacnuTus) ankoronbHon Npoaykummn'.

(MyHKT gononHMTeNbHO BKAOYeH ¢ 1 aHBaps 2018 ropa denepanbHbIM 3aKoHOM OT 29 uong 2017 roga N 278-
D 3)

6. MNpy BBOAE NEKAPCTBEHHbIX CPENCTB B rpaxnaHckuii 06OpOT YMONHOMOYEHHOe NULO NPOU3BOAMNTENS
NEeKapPCTBEHHBLIX CPEACTB OCYLWECTBASET MNOATBEPXIEHVWE COOTBETCTBUS NIEKAPCTBEHHbLIX CPEACTB TpeboBaHUsM,
YCT@HOBMEHHbIM MpPU WX rOCYOApCTBEHHOW perncrpauum, W rapaHtTMpyeT, 4YTO feKkapCTBeHHble CcpeacTsa
Npoun3BeLieHbl B COOTBETCTBUM C TPeOOBaHMAMN NpaBua Haanexallei Npon3BoACTBEHHON NPAKTUKN.

(YacTb B penakumu, BBeneHHoin B nericteune ¢ 1 uons 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 aekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

7. YNONHOMOYEHHBIM IULIOM NMPOU3BOANTENS NEKAPCTBEHHbBIX CPEACTB SBNSETCS ero paboTHUK, aTTECTOBAHHbIV B
YCTaQHOBJIEHHOM YMOJIHOMOYEHHbIM (befepanbHbiM OpraHoM WCMONHUTENIbHOW BRacTu MOpsAke U UMerWmin crax
paboTbl He MeHee 4YeM nsTb et B obnacty NPOM3BOACTBA M (UNM) KOHTPONS KayecTBa NeKapCTBEHHbIX CPEACTB.,
Bbiclee 0b6pa3oBaHNe COOTBETCTBEHHO MO OAHOM U3 cneumnanbHOCTeR 1 (UNK) 04HOMY U3 HanpasieHW NOArOTOBKU:
6uonorus, 6uOTEXHONOrMs, BETEepUHapWs, BETEPUHAPHO-CAHUTApHas 3KCNepTu3a, KJMHWYecKass MeauuuHa,
panmaumoHHas, xmmumyeckas u buonoruuveckas 3awmTa, papmauns, yHLaMeHTanbHas MefuuuHa, XmMudeckas
TEXHONOrnsl, XMMnS.

(YacTb B pepakumu, BBeieHHOI B gelicTBre ¢ 22 Hosb6psa 2014 rona PenepanbHbiM 3aKOHOM 0T 22 okTA6ps 2014
roga N 313-®3; B penakumm, BBefeHHol B gericteme ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 aBrycrta
2019 ropga N 297-d 3. - CM. npeaplaywyo peaakumio)

8. [pou3BoauTtenn nekapcTBEHHbIX CPEACTB (3a WCKIYeHUeM dapMaueBTUYecKon cybcTaHuum cnupTta
STMNOBOrO (3TaHOMa) MOryT OCYLWECTBAATb NPOAAXY NeKapCTBEHHbIX CPEACTB MW NepenasaTtb UX B YCTAHOBIEHHOM
3akoHopaTtenbcTBoM Poccuiickon Penepaunn nopsoke:

(A63aL B pepakuuv, BBeLeHHON B neictBme ¢ 1 aHBaps 2018 roga denepanbHbiM 3akoHOM OT 29 mons 2017
roga N 278-® 3. - C™. npeabioylyo pesakumio)

1) OpyrnM npon3soonTendam nieKkapCTBeHHbIX CPEeACTB ONd NPOM3BOACTBA NEeKapCTBEHHbIX CPenCTB;
2) opraHusaumsiM ONTOBOW TOProB/v NIeKapPCTBEHHbIMU CPpeaCTBaMu;

3) anTe4yHbIM opraHn3auunam, BeTepuHapHbiIM anTeyHbiIM OpraHun3aunam, nHonsuagyanbHbiM npegnpuHnNMaTtensam,
VIMEOLWNM NULIeH3NIO Ha dpapMaLLeBTUYECKYo AeATe/IbHOCTb U NULIEH3NIO Ha MEeANUVHCKYIO AeATeNIbHOCTb;

4) Hay4HO-UCCNenoBaTENbCKMM OPraHn3aunsiM AN Hay4YHO-UCCnenoBaTenbCkol paboTol;
5) MeQULIMHCKUM OpraHn3aumnsiM 1 BeTeprHapHbIM OpraHn3auusm;

6) opraHm3auusiM 1 UHOMBUAYaNbHbIM NPEeAnPUHMMATENAM, OCYLECTBASIOWUM pa3BedeHue, BbipallyBaHne K
CoAep>XaHne XUBOTHbIX (3a UCK/OYEHNEM NPOAAXM UM (hapMaLEeBTMYECKNX CyDBCTaHUMA MM nx nepenaqn).

(MyHKT B pepakumun, BBeAeHHoN B fericteue ¢ 13 asrycta 2019 rona denepanbHbiM 3aKOHOM OT 2 asrycTa 2019
roga N 297-d 3. - C™. npeabioyllyo peasakumio)

9. lNpomsBoonTenu dapmaueBTUyYeckol cybcTaHuum cnupTa 3TWNoBOro (ataHona) o6si3aHbl OCYWECTBNATb
peanusaumio  (Nepemady B YCTAHOBNEHHOM  3aKkoHodatenbCcTBOM  Poccuiickon  Pepepaumm  nopsoke)
dpapMaueBTUYeCKOl cybcTaHUMM cnupTa 3TWNOBOro (3TaHona) MNpPOU3BOAUTENAM NEKAPCTBEHHbIX CPEOCTB ANs
NMPON3BOLCTBA NEKAPCTBEHHbIX CPEACTB B eMKOCTSX 06beMoM He 6onee 1 nutpa u (unm) He meHee 1000 nuTpoB., a
opraHn3auusimM, ykasaHHbIM B MyHKTax 2-6 4acTu 8 HacToslwel ctaTby, B Tape o6beMoM He Honee 1 nuTpa.

(HacTtb pononHnTenbHo BktodyeHa ¢ 1 aHBaps 2018 rona PenepanbHbiM 3akoHOM OT 29 mionsa 2017 rona N 278-
D3)

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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Cratbs 46. MapkmpoBKa neKkapCTBeHHbIX CpeacTs

1. neKapCTBeHHble npenapartbl, 3a WUCKNOYEHWEM NeKapCTBEHHbIX MpenapaTtoB, M3roToBNIEHHbIX anTe4YHbIMU
opraHunsaunsamn, seTepuHapHbIMM anTe4YHbiIMA opraHmn3aunammn, nHonsuaoyanbHbIMMU npeannpuHMMaTenamm, nMerwmnmm
NMMUEH3NI0 Ha q)apmaueBqueCKyro 0eAaTeNnbHOCTb, AOIXHbI MOCTYyNaTb B o6pameHme, ecnu:

1) Ha uX nNEepBMYHOM YMakoBKEe (32 WCKMOYEHWEM MEPBUYHON YNAKOBKM NIEKAPCTBEHHbLIX PaCTUTENbHbIX
npenaparos) XOPOLWO YATAEMbIM WPUPTOM Ha PYCCKOM $A3blKe yka3aHbl HAMMEHOBaHWEe NeKapCTBEHHOro npenaparta
(MexayHapogoHoe HenaTeHTOBaHHOE, UK FPYNNMPOBOYHOE, UM XMMUYECKOE, UK TOProBOE HaMMEHOBaHWe), HoMep
cepun, pata Bbinycka (8NS5 UMMYHOBMONOrMYECKUX NEeKapCTBEHHbIX MPenapartoB), CPOK MOAHOCTM, LO3MPOBKA MM
KOHLEHTpaLms, 06 beM, akTUBHOCTb B eAUHMLAX OEACTBUS U KONIMYECTBO O03;

(MyHKT B pepakuuun, BBeLEHHON B aeicTBune ¢ 26 okTs6ps 2010 rona dPenepanbHbiM 3aKOHOM OT 11 okTs6ps
2010 ropa N 271-®3; B penakumm, BBeneHHon B pencterne ¢ 1 mona 2015 ropa denepanbHbiM 3aKOHOM OT 22
nekabps 2014 roga N 429-d 3. - CMm. npeapblayllyo pefakumio)

2) Ha nXx BTOPWMYHOW (MOTPEBUTENLCKOM) YNakoBKE XOPOWO YMTAEMbIM WPUETOM Ha PYCCKOM A3blke yKasaHbl
HaVMeHOBaHWe feKapCTBEHHOro npenapata (MexAayHapoOHOe HenaTeHTOBaHHOe, WA rpynnMpoBOYHOE, WNn
XMMMYECKOE 1 TOProBOe HaMMeHOBaHUs), HaMMeHOBaHNe NPOV3BOAMTENS NEeKapCTBEHHOro npenapara, HoMep cepuw,
faTta Bbinycka (4515 MIMMYHOBMONOrMYeckmx NekapcTBEHHbIX NpenapaTos), HOMEP PErMCTPAaLMOHHONO Y LOCTOBEPEHUS,
CPOK FOOHOCTW, CNOcob MPUMEHEHWs, NO3UPOBKA WAN KOHLEHTPpauus, 06beM, akTUBHOCTb B eOMHMLAX OEeNCTBUS
nmbo  KOMMYECTBO 03 B yMNaKoBKe, JleKapCTBEHHasl ¢oopMa, YCMOBMSI OTMyCcKa, YCNOBUS  XpaHeHus,
npegynpegnTenbHble Haanucu.

(MyHKT B pepakumun, BBEAEHHON B feiicTBre ¢ 26 okTs6ps 2010 roga PenepanbHbiM 3akoHOM oT 11 okTsb6ps
2010 ropa N 271-d3; B pepakummn, BBeneHHoin B penctene ¢ 1 mona 2015 roga denepanbHbiM 3aKOHOM OT 22
nekabps 2014 rona N 429-d 3. - CM. npeablayluyto penakumio)

2. ®apmaueBTMyeckme cybcTaHUuy ONMXHbl NOCTynatb B obpalleHne, ecnm Ha Nx NEPBUYHOM YNakoBKE XOPOLIO
YMTaEMbIM WPUTOM Ha PYCCKOM 53blKe yKasaHbl HAMMEHOBaHWe hapMaLeBTNYeckor cybcTaHumm (MexayHaponHoe
HenaTeHTOBaHHOE, WAM [PYNNMPOBOYHOE, WAM  XUMUYECKOE W TOProBOE HAUMEHOBAHWS), HaMMeHOBaHWe
npom3soamTens papmaueBTMyeckor cybcTaHumm, HOMep cepun 1 Aarta U3roToBNIEHUS, KONMYECTBO B yNnakoBKe U
€NHNLblI NU3MEPEHNS KONMYECTBA, CPOK FOAHOCTU 1 YCNIOBUS XPaHEHNS.

(HacTb B pepakuun, BBeaeHHoi B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 aekabps 2014
roga N 429-® 3. - CM™. npeabloyllyto peaakumio)

3. neKapCTBeHHble cpeacTtea B Ka4eCTBe CbIBOPOTOK OO/1KHbI MOCTynaTb B o6pameHV|e C yKasaHunem XHnBOTHOrO,
N3 KpoBWU, nna3mbl KpOBU, OpraHoB 1 TKaHen KOTOPOro OHW nony4eHol.

4. Ha BTOpMYHYto (MOTPebnTENbCKyto) yNakoBKY NeKapCTBEHHbIX CPEACTB, NONYYEHHbIX U3 KPOBM, MNa3Mbl KPOBY,
OpraHoB W TKaHel Yenoseka, JOMXHa HaHocUTbCa Haamuck: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatuta C u
NMOBEPXHOCTHbIA aHTUreH Bupyca renatuta B otcyTcTaytoT".

5. Ha nepBuYHYD yMakoBKY © BTOPWUYHYHO (NOTPEBUTENLCKYIO) YMakoBKy panvodpapMaueBTUYeckux
NEeKapCTBEHHbIX CPELCTB LOIXEH HAHOCUTLCS 3HAK PaAMaLUMOHHO OMaCcHOCTH.

6. Ha BTOpUYHylO (NOTPEOBUTENbCKYID) YMakoBKY FOMEonaTUYecknx NeKapCTBEHHbIX MpenapaToB [HOO/XHa
HaHocuUTbCS Haanucb: "ComeonaTnyecknin”.

7. Ha BTOpuuyHylo (MoTpebutenbckylo) YnakoBKY NeKapCTBEHHbIX PaCTUTENbHbIX MpenapaToB A0MXHa
HaHOCWTbCA Haanuek: "MpoAykumus npowna paarauoHHbIA KOHTPOb".

8. Ha nepBuyHyl0 ynakoBky (ecnu pOns 9TOr0 CywecTBYeT TexHuyeckas BO3MOXHOCTb) W BTOPUYHYIO
(NOTPeBUTENBCKYID) YNakoBKY NEKaPCTBEHHbIX MpernapaTtoB, NPefHA3HAYEHHbIX ANs KAMHUYECKUX WCCNELOBAHWNA,
[ONXHA HAHOCMTbCS Haanueb: "Ina KNMHNYECKNX NCCneaoBaHnin".

(HacTtb B pepakuun, BBeaeHHoi B feiictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-d 3. - C™. npeaployllyto peasakumio)

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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9. YnakoBka NeKapCTBEHHbLIX CPELCTB, MpPeAHa3HaYeHHbIX WCKMOYUTENbHO ANs 3KCMopTa, Mapkupyetcs B
COOTBETCTBUU C TPeBOBaHNSAMU CTpaHbI-MMNopTepa.

10. Ha TpaHcrnopTHylo Tapy, koTopass He npegHasHadyeHa pAns notpebuteneir M B KOTOPYH MOMELWEHO
NeKapcTBEHHOE CPEeAcTBO, AOMXHA HAHOCUTbCS MHAOPMaUNsS O HaMMEHOBAHMU, CEPUM NEKAPCTBEHHOro CPencTBa,
Jarte BbiMycka, KONMYEeCTBE BTOPUYHBIX (MOTPEBUTENbCKMX) YNakoBOK NEeKapCTBEHHOrO CPeacTBa, NMpPov3BoauTeNe
NeKapCTBEHHOr0 CpeAncTBa C yKa3aHMEM HAMMEHOBAHWS M MECTOHAXOXAEHWS MPOW3BOAUTENS NEKaPCTBEHHOrO
cpefncTea (agpec, B TOM yucne cTpaHa u (MnvM) Mecto nNpon3BOACTBA IEKAPCTBEHHOIrO CPEACTBA), a TakXe O Cpoke
rogHOCTWN NeKapCTBEHHOro cpenctea u 06 YCNOBUAX €ro XxpaHeHnsa n nepeBo3Ku, HGO6XOJJ,VIMbIe npegynpeantenbHblie
Haanmcn n MaHNNynaTopHble 3HaKW.

11. Ha nepBWYHyl0 ynakoBKy W BTOPUYHYIO (MOTPEOWMTENbCKYI0) YMakoBKY /eKApCTBEHHbIX CPeAcTB AnNs
BETEPUHAPHOrO NPUMEHEHNS OONXHA HAHOCUTLCA Haanucb: "Ina BeTepnHapHoOro NpuMeHeHns".

12. Ha BTOpMYHYt0 (NOTpedbutenbckyio) ynakoBKy NekapcTBEHHOro npenapaTta HaHOCKTCS WTPUXOBOMN Kof.

KommeHTapuii kK ctatbe 46

naBa 9. BB0o3 nekapcTBeHHbIXx cpeacTs B Poccumnckyio denepaLimio 1 BbIBO3 SieKapCTBEHHbIX
cpencts n3 Poccunckon depepaumm

(HammeHoBaHue rnasbl B pepakuny, BBEOEHHON B aeicTeue ¢ 7 aHeaps 2012 roga PepnepanbHbiM 3aKOHOM OT 6
nekabps 2011 roga N 409-® 3. - CM. npeabioyluyo penakumio)
Cratbs 47. NMopsanok BBO3a NeKapCcTBeHHbIX cpencts B Poccuinckyo denepauuio n BbiIBO3a
nekapcTBeHHbIX cpencTB U3 Poccunckoun depepauum

(HanmeHoBaHwve B pepakumu, BBeLEHHON B aeicTBue ¢ 7 sHeaps 2012 rona denepanbHbliM 3aKOHOM 0T 6 fekabpst
2011 roga N 409-d 3. - CM. npeblaywyto penakLumio)

1. BBO3 nekapcTBeHHbIX cpeacts B Poccuiickyio denepaumnio OCyWwecTBASETCS B MNopsaake, YCTaHOBMEHHOM
lMpasutenbcteoM Poccuiickon Pepepaunn, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOLATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33C (nanee - TaMOXeHHbIA cOO3) 1 (MK) 3aKkoHopaTenbcTBoM Poccuiickoii depgepaunm o
TaMOXEHHOM Jerne.

(HacTtb B penakuwmm, BBeLeHHol B feiicTBre ¢ 7 siHBaps 2012 roga ®enepanbHbiM 3aKkoHOM oT 6 aekabps 2011
roga N 409-d 3. - C™. npeabioylyto pesakumio)

2. Beoaumble B Poccuiickyto depepauuio nekapcTBeHHble CpencTsa AO/XHbl COAepXaTbCs B rocynapCTBEHHOM
peecTpe NieKkapCTBEHHbIX CPEaCTB.

(HacTb B penakuwmm, BBeLeHHOl B feiicTere ¢ 7 sHBaps 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011
roga N 409-d3; B penakumun, BBeOeHHOW B neictBue ¢ 28 nekabpsi 2019 roga depepanbHbiM 3aKOHOM OT 27
nekabps 2019 rona N 462-d 3. - CM. npeablayluyo penakumio)

3. [IHonyckaetcsa BB03 B Poccuiickyio ®epepaunio KOHKPETHON MapTuM 3aperucTpupoBaHHbIX U (M1K)
He3aperncTpuUpoBaHHbIX NEKapPCTBEHHbIX CPEACTB, NPeAHa3HayYeHHbIX 4NS NPOBEAEHUS KIMHUYECKNX UCCNEea0BaHMWM
NeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUS  SKCMEepTU3bl  NIEKAPCTBEHHbIX CPEACTB AN OCYWeCTBAEHUS
roCynapCTBEHHOW perncTpaumyM neKapCTBEHHbIX MNpPenapaTtoB WAM 0N OKasaHusa MeAVMLUWHCKOM MoMowmM no
XW3HEHHbIM MOKAa3aHWSAM KOHKPETHOro MauMeHTa Ha OCHOBaHUW paspeweHusl, BblAAHHOMO YMNOHOMOYEHHbLIM
doenepanbHbiM OPraHoM MWCMOMHUTENbHOW BRacTU MO 3asdBNEHUSIM NUL, yKa3aHHblX B CTaTbe 48 HacTtosuwero
®depnepanbHOro 3akoHa. PaccMoTpeHne Takoro 3asiBNEHUS U MPUHATUE pPelleHMs O Bbloaye paspeleHns Ha BBO3
KOHKPETHOW napTun  3aperncTpupoBaHHbIX W (MNK)  HE3aperucTpupoBaHHbLIX  NIEKAPCTBEHHbLIX  CPEnCTB,
npegHasHayYeHHbIX AN NPOBeAeHUS KAMHUYECKUX WCCNeOoBaHWA NekapCTBEHHbIX MpenapaToB, MNpoBeaeHUS
9KCNepTU3bl NEKapCTBEHHbIX CPEACTB [ONS OCYWeCTBAEHWS T[OCyOapCTBEHHON peructpauumnm nekapCTBEHHbIX
npenapaTtos WM ANs 0KasaHWUs MeOWLMHCKOM NMOMOLWM MO XU3HEHHBIM NOKa3aHWsIM KOHKPETHOrO nauueHTa nmbo ob
0TKa3e B Bblgaye ykas3aHHOro paspelleHmnst MPon3BoasTCS B CPOK, HE MpeBblwaowmii NSt pabouunx gHei. Mnata 3a
Bblgayy yKasaHHOro paspeleHns He B3umMaeTcs.

(YacTb B pepakuun, BBeoeHHOW B fericTBue ¢ 7 sHeaps 2012 ropa denepanbHbiM 3aKOHOM OT 6 fekabps 2011
roga N 409-d 3. - C™. Npeabioyllyo pesakumio)

3_1. [Honyckaetca BB03 B Poccuiickyio ®enepaumio KOHKPETHOW nNapTUM  HE3aperucTpupoBaHHbIX
NeKapCTBEHHbIX MpenaparoB, CoAepXalWmx HapKoTMYeckue cpencrtesa WAW NCUXOTPOMHble BewecTBa, B Nopsike,

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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ycTtaHosneHHoM [lpasutenbcteom Poccuiickoin depepauun, Ong okasaHus MeOuUMHCKON MOMOLWM MO XWU3HEHHbIM
noKasaHUsM KOHKPETHOro naumneHTa nay rpynnbl NaLMeHTOB B Cly4ae, ECNN UMEETCS pelleHne BpayebHon KoMUccum
MeOVLUMHCKOM opraHmnsaumm o HeateKTUBHOCTN MAN HEBO3MOXHOCTM NMPUMEHEHUS Y KOHKPETHOrO NaumeHTa MHbIX
3aperncTprpoBaHHbIX NeKapCTBEHHbIX NPenapartos, B TOM YuChe codepXawmx apyrue geicTsyrolwme BewecTsa, U o
HeobXxooMMOCTV BBO3a OMNPEeAeneHHOro He3aperucTpypoBaHHOrO NeKapCTBEHHOro npenapara C ykasaHuem ero
MeXAyHapoAHOro HenaTeHToOBaHHOro (MU XMMUYECKOro, UAn rpynnupoBOYHOIr0) HAMMEHOBaHUS, COOPMbI Bbinycka 1
konunyecTea. lNepeyeHb 3aboneBaHnin 1 COCTOSAHUIA U COOTBETCTBYIOLWMX NEKAPCTBEHHbIX NpenapaTos, coaepXalmx
HapkoTuYyeckme Ccpenctea M MCUXOTPOMHbIE BEWecTBa, B LENsSX OCYWeCTBAEHUS WX BBO3a B COOTBETCTBUU C
TpeboBaHNAMM HACTOSWEA 4YacTW YTBEPXAAETCA YMNOJHOMOYEHHbIM dhefepanbHblM OpraHoM WCMNONHUTENbHOA
BNacTu.

(Hactb pononHuTenbHo BkNtodeHa ¢ 1 mapTa 2020 ropa depepanbHbiM 3aKOHOM OT 27 nekabps 2019 roga N
475-d 3, npumeHsietcs 0o 31 gekabps 2023 rona)

4. B Poccuiickyto Pefepaumio MOXHO BBO3UTb NIEKAPCTBEHHbIE CPEACTBa, KaYeCTBO KOTOPbIX MOATBEPXAEHO
cepTuukaTtoM  NPOU3BOAMTENS  NIeKApPCTBEHHbIX  CPEACTB, YOOCTOBEPSIOWWM  COOTBETCTBME  BBO3UMbIX
NeKapCTBEHHbIX CpencTB TpeboBaHMsSM hapMakoneiHblx cTater nubo B Cnyyae WX OTCYTCTBUSI HOPMATMBHOWA
JOKYMeHTaumn Uam HopMaTUBHOIO AOKYMEHTA.

(YacTb B pepakuun, BBeoeHHOW B fericTBue ¢ 7 sHeaps 2012 ropa denepanbHbiM 3aKOHOM OT 6 fekabps 2011
roga N 409-d 3. - C™. Npeabioyllyo pesakumio)

5. 3anpewaetca BB03 B Poccuitickyio dDenepaumio  hanbCUGPULUUPOBAHHBIX NEKAPCTBEHHbLIX CPELCTB,
HeLoOpOKaYeCTBEHHbIX NEKAPCTBEHHbBIX CPEACTB, KOHTPagaKTHbIX EKAPCTBEHHBLIX CPEACTB.

(HacTtb B penakumm, BBeLeHHOl B feiicTBre ¢ 7 siHBaps 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011
roga N 409-d 3. - C™. npeaployllyto peasakumio)

6. dPanbcmduUUMpPOBaHHbIE NEeKapCTBEHHbIe CPeAcTBa, HenobpOoKayeCTBEHHble NeKapCTBEHHble CpeacTsa
noanexar M3bATUIO W NOCNeayoleMy YHUYTOXEHUIO Unn BbiBO3y M3 Poccuiickoh Pepepaunn, KOHTpadakTHbIe
NneKkapcTBEHHble CPeAcTBa - U3BATUIO U NOCNEayoWeMy YHUYTOXEHMIO. YHUYTOXEHE UNKN BbiBO3 U3 Poccuiickon
denepaunn anbCUPULMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, HenobpOKaYeCTBEHHbIX N€KapCTBEHHbIX CPEACTB,
KOHTPadoakTHbIX NeKapCTBEHHbIX CPeACTB OCYLIECTBASETCS 3a cYeT uua, OcywecTBuBlEro mx Beo3. [lopsanok
YHUUTOXEHNS M3BATHIX (PanbCUULMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, HenobpOKaYeCTBEHHbIX NEKAPCTBEHHbIX
CpencTs, KOHTpamakTHbIX NeKkapCTBEHHbIX CPeCTB ycTaHasnusaetcs lNpasutenscteom Poccuiickon denepaumu.

(YacTb B pepakuun, BBeoeHHOW B feicTBue ¢ 7 sHeaps 2012 ropa denepanbHbiM 3aKOHOM OT 6 nekabps 2011
roga N 409-d 3. - C™. npeabioylyto pesakumio)

7. Jlnua, ocywectensowme Beo3 B Poccuiickyio @efepaumio anbCuUUMPOBaHHbIX EKapCTBEHHbIX CPEACTB,
Hen06poKa4YeCcTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAdaK THbIX IEKAapPCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb
B COOTBETCTBMM C TAMOXEHHbIM 3aKOHO4ATENbCTBOM TaMOXEHHOro corosa 1 (11m) 3akoHoaaTtenbcTsoM Poccuiickom
denepaunm 0 TaMOXEHHOM Jene.

(HacTb B penakumm, BBeLeHHOl B feiicTBre ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011
roga N 409-® 3. - CM™. Npeaployllyto peaakumio)

8. BblBO3 nekapcTBeEHHbIX CpeacTs 13 Poccuiickort depepaunm ocywectBnseTcs 6€3 NpYMEHEHUS OrpaHNYeHni,
YCTAHOBMIEHHbIX TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro col3a v (Mnun) 3akoHogaTenbcTBoM Poccuiickoi
depnepaumm o rocy1apCTBEHHOM peryanpoBaHny BHEWHETOProBO AeATeNbHOCTM.

(HacTb B penakumm, BBeoeHHO B aelictere ¢ 7 sHeaps 2012 rona depepanbHbiM 3akoHOM OT 6 aekabps 2011
ropa N 409-d3; B penakuuuv, BBeAeHHoN B aelictene denepanbHbiM 3aKoHOM oT 25 Hosbps 2013 ropa N 317-93; B
pelakuuun, BBeaeHHon B pelicteue ¢ 1 mons 2015 ropa PenepancHbiM 3aKkoHOM 0T 22 fekabpsa 2014 rona N 429-
®3. - CM. npegployllyo pesakumio)

9. Beoa B rpaxnpaHckuii 060poT NIeKapCTBEHHbIX MPenapaToB AN MeOULMHCKOro NMpPUMEeHeHWs, BBE3EHHbIX B
Poccuiickyto depepaumio, ocylecTensieTcs ¢ cobnogeHmeM TpeboBaHunii, ycTaHOBNEHHbIX cTaTbeil 521 HacToswero
®depepanbHOro 3akoHa.

(Hactb mononHMTENbHO BKOYeHa ¢ 29 Hosi6ps 2019 rona depepanbHbiM 3aKoHOM 0T 28 Hos6ps 2018 roga N
449-d3)

KommeHTapuii K ctatbe 47

Cratbs 48. FOpuauuyeckue nuua, KOTOpbIM pa3peLleH BBO3 /lIeKapCTBEHHbIX cpencTts B Poccumnckyro
depepauuio

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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(HanmeHoBaHwve B pepakumu, BBeeHHOM B aeiicTBue ¢ 7 aHeaps 2012 roga denepanbHbliM 3aKOHOM OT 6 nekabps
2011 roga N 409-d 3. - CM. npeblayLyto penakumio)

JlekapcTBeHHble cpencTea B Poccuiickyio denepaumio MoryT BBO3UTb:
(A63ay B penakumm, BBeAeHHOW B aelicTere ¢ 7 aHeaps 2012 roga ®enepanbHbiM 3aKOHOM 0T 6 aekabps 2011
roga N 409-d 3. - CM™. Npeaployllyto peaakumio)

1) Npon3BOANTENN NEKAPCTBEHHbIX CPEACTB A5 Leneii COBCTBEHHOro Npovn3BOACTBA NIEKAPCTBEHHbIX CPeACTB;

2) VHOCTpaHHble Pa3paboTynky NEeKapPCTBEHHbIX CPEACTB W MHOCTPaHHbe MPOV3BOAUTENN NEKaPCTBEHHbIX
CPELCTB UMW Apyrve Iopuandeckre nuua no nopyyveHuo paspaboTtymka nekapCTBEHHOro CPeAcTBa Afsi NPOBEAEHUS
KNMHWYECKMX WCCNefoBaHUi NEKAPCTBEHHOro npenaparta, OCYyWeCTBNEHNS roCyLapCTBEHHON permcTpaumu
NeKapCTBEHHOrO Mpenaparta, BK/YEeHWs hapMaueBTUYeCcKol cybcTaHuMM B FOCY[APCTBEHHbIA  PEecTp
NEeKapPCTBEHHBLIX CPEACTB, KOHTPONS KAyecTBa NeKapCTBEHHbIX CPEACTB NPW HANNYMM Pa3peELLEHNS YNONHOMOYEHHOMO
hefepanbHOro opraHa UCMONHUTENBHOW BNACTW Ha BBO3 KOHKPETHO NApTUM NEKAPCTBEHHbIX CPEACTB;

3) opraHm3auuy onToBO TOProBNW NeKapCTBEHHBIMU CPEeACTBAMY;

4) HayuyHo-UccnefoBaTeNbCkMe opraHusauuv, obpasoBaTeNibHble OpraHu3auuy Bbiclwero obpasoBaHus,
NPON3BOOMTENN NEKAPCTBEHHbLIX CPEACTB ANs paspaboTku, uccnenoBaHuidi, KOHTpons 6e3onacHocTW, KayecTsa,
3P (PEKTUBHOCTN NIEKAPCTBEHHbIX CPEnCTB MPWU Hannyuu paspelleHns ynoaHOMOYEHHOro doedepanbHoOro opraHa
WCNOJSTHUTENbHON BNACTW;

(MyHkT B penakummn, BBeLeHHOW B aelicTBme ¢ 1 ceHTsbpsa 2013 rona PenepancHbiM 3aKkoHOM OT 2 mions 2013
roga N 185-®3. - C™. npeaployllyto peasakumio)

5) MeovumHCKMe opraHusaumn, UHble ykasaHHble B NyHKTax 1-4 HacToswern ctaTtbu opraHMsaumm ans okasaHus
MEOVLUMHCKO/A MNOMOWM MO >XKW3HEHHbIM MNOKAa3aHWSM KOHKPETHOro nauueHtTa npu  Hanmumy paspeleHus
YMNONHOMOYEHHOro oefepanbHOro opraHa UCMNONHUTENbHON BNacTW Ha BBO3 KOHKPETHOW MapTum NekapCTBEHHOro
npenapara, BblAaHHOrO B YCTAHOBNIEHHOM MOPAAKE B (POPME SNEeKTPOHHOro OOKYMEHTa, NoAnMCaHHOro YCUNEHHOW
KBanMuLMpoBaHHON 3NeKTPOHHON NOAMNUCHIO.

(MyHKT B penakunu, BBeLEHHOW B gericteue PegepanbHblM 3akoHOM oT 12 mapta 2014 roga N 33-P3. - Cm.
npeaplaylwyo peaakumio)

6) rocynapCTBEHHble YHUTapHble NPEennpuATAS, WMYWECTBO KOTOPbIX HaxoouTca B  dhenepasbHon
cobcTBEHHOCTM, onpenensiemble [lpaBuTensctBoM Poccuiickoin Pepepaumm, B YacTu BBo3a B Poccuiickyio
defepaunio He3aperncTpUpOoBaHHbIX NEKapCTBEHHbIX MPenaparos, coAepXXawmnx HapKoTUYeckue cpeactsa unm
MCUXOTPOMHbIE BEWeCTBa, ANS 0Ka3aHWs MeaULMHCKONA NOMOLWM MO XWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauuneHTa
WY rpynnbl NauneHToB B COOTBETCTBUM C YacTbio 3_1 cTtatbn 47 HacToswero ®enepanbHOro 3akoHa.

(MyHkT pononHMTenbHO BKtoYeH ¢ 1 mapta 2020 roga ®enepanbHbIM 3aKOHOM oT 27 nekabps 2019 ropa N 475-
®3, npumensieTcs 0o 31 nekabps 2023 rona)

KommeHTapuii kK ctatbe 48

Cratbs 49. [loKyMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon ®depnepauuvm npum
BBO3e /ieKapCTBEHHbIX cpeacTB B Poccunckyro depepaumio

(HammeHoBaHve B pepakuuu, BBELEHHON B feicTBue ¢ 7 sHBaps 2012 roga denepanbHbiM 3aKOHOM 0T 6 fekabps
2011 roga N 409-d 3. - CM. npeblaywyto penakumio)

1. lpun BBO3e nekapcTBeHHbIX cpencts B Poccuiickyto denepaumnio B TaMOXEHHble opraHbl Poccuiickoi
®defepaumm Hapsagy ¢ OOKYMeHTamu, npeacTasBfieHne KOTOPbIX NPedyCMOTPEHO TaMOXEHHbIM 3aKOHOOATeNbCTBOM
TamoxeHHoro coto3a u (Mnm) 3akoHogatenbcTeom Poccuiicko deaepaumm 0 TaMOXEHHOM aene, NpeacTaBnsaoTCs
cnegyowmne OOKYMEHTbI:

(A63aL B pepakuum, BBeAEHHON B AeiicTBre ¢ 7 siHeaps 2012 rona depepanbHbiM 3aKOHOM OT 6 aekabpst 2011
roga N 409-d 3. - C™. Npeabioyllyo pesakumio)

1) cepTucoukaT NPOV3BOAMTENS NEKAPCTBEHHONO CPEACTBa, YAOCTOBEPSIOWMA COOTBETCTBME BBO3VIMOrO
NleKapCTBEHHOro cpeacTea TpeboBaHWsM bapMakonenHo ctatbn NGO B Cryyae ee OTCYTCTBMSI HOPMaTWBHOM
JNOKYMEHTaUMN UM HOPMATMBHOIO OKYMEHTA;

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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2) paspelleHrie YNonHOMOYEHHOro dpeaepanbHOro opraHa UCNoNHUTENbHOW BNAacTy Ha BBO3 KOHKPETHOM NapTum
NleKapCTBEHHOrO CPEeACTBaA B CNy4Yasix, yCTAHOBNEHHbIX YacTblo 3 cTaTbk 47 HacToslwero ®eaepanbHOro 3akoHa.

2. JlokyMeHTbI, ykasaHHble B NyHKTax 1 u 2 yactu 1 HacToslwen ctaTb, NPEOCTaBNAOTCS B TAMOXEHHbIE OpraHbl
Poccuiickoin @ epepauum npu NpubbiTM NEKapCTBEHHbIX cpencTB B Poccuiickyto denepaumio.

(HacTb B pefakuwmm, BBeLeHHON B feiicTBre ¢ 7 sHBaps 2012 roga ®enepanbHbiM 3aKkoHOM 0T 6 aekabps 2011
roga N 409-® 3. - C™. npeaployllyto peaakumio)

KommeHTapuii k ctatbe 49

Cratbsa 50. BB03 nekapcTBeHHbIX npenapaTtoB B Poccunckyio depepauuio ans nMYHOro
MCNosib30BaHUS1 N UHbIX HEKOMMEpPYEeCKUX Liefiel, a TakXxe A5 UCNoNb30BaHNA Ha TeppuTopumn
MeX,OyHapoaHOro MeauLMHCKOro Knacrepa

(HanmeHoBaHve B pegakumu, BBeEeHHOW B gericTBume ¢ 7 sHeaps 2012 roga denepanbHblM 3aKOHOM OT 6 fekabpst
2011 roga N 409-®3; B penakuunu, BBefeHHoM B aelictene ¢ 30 uoHa 2015 ropa denepanbHbIM 3aKOHOM OT 29
noHs 2015 ropa N 160-P 3. - CM. npeapiaylyto peasakumio)

1. JlekapcTBeHHble npernapaTbl MoryT OblTb BBe3eHbl B Poccuiickyio depepaunio 6e3 yyeta TpeboBaHui,
npenycMOTPEHHbIX YacTamu 1-4 ctatbm 47, ctatbamu 48 n 49 Hactoswero denepanbHOro 3akoHa, €Cnv OHM
npegHasHayeHbl ans:

(A63ayu B penakummn, BBeOEHHON B aeiicTBre ¢ 7 aHeaps 2012 roga ®enepanbHbiM 3aKOHOM 0T 6 aekabps 2011
roga N 409-® 3. - C™. npedplaylyio pegakuuio)

1) MMYHOrO MCMONBb30BAHUS PU3MYECKUMU nuLaMu, npubbiBwmmMn B Poccuiickyto denepauuto. MNpy 3ToM BBO3 B
Poccuitickyio depepaunio nekapCTBEHHbIX Npenaparos, cogepXXalux CUNbHOOENCTByOWMe U (Mnn) A00BUTbiE
BEWECTBA, BKJ/IIOYEHHbIE COOTBETCTBEHHO B CMUCOK CWIbHOOEWCTBYIOWMX BEWECTB AN Uenein yronoBHOro
3akoHopaTtenbctBa Poccuiickoh depepauum u B CNUCOK SAO0BUTbIX BEWECTB AN LUenei  yrosoBHOro
3aKkoHopaTtenbctBa Poccwuiickoii ®epepaunmn, yTBepXAeHHble [lpaButenbctBom Poccuitickoii depepauun,
OCYLLECTBNAETCA NPWY HaNMyYUN OOKYMEHTOB (3aBEPEHHbIX KOMWA AOKYMEHTOB WAW 3aBEPEHHbIX BbIMUCOK W3 HKX),
NOATBEPXAAIOWMX Ha3HaYeHne OU3NYECKOMY LY YKasaHHbIX NEeKapCTBEHHbIX MNpPenapaTtoB (3a MCKIKYEHUEM
NeKapCTBEHHbIX MNpenapaTros, 3aperucTpupoBaHHbix B Poccuitickon depepauumn m otnyckaemblx B Poccuickoi
depepaunm 6e3 peuenTa Ha NekapcTBeHHbIN npenapar). [MoaTeepxaalowme JOKYMEHTbI (MX 3aBepeHHbIE KoMK 1an
3aBEpEHHble BbINUCKM W3 HWUX) OONXHbI cCOodepXaTb CBEAEHWS O HauMMEHOBaHUM W KONMYeCcTBe Ha3Ha4YeHHOro
nekapcTBEHHOro npenaparta. B cnyyae, ecnv nogrsepxaaiowme 4OKYMEHTbI (MX 3aBEPEHHbIE KOMUM MU 3aBEPEHHbIE
BbIMUCKN N3 HUX) COCTaBNEHbl HA MHOCTPAHHOM A3blKe, K HAM npunaraeTcs HoTapuanbHO 3aBEPEHHbI nepesod Ha
PYCCKUiA A3bIK;

(MyHKT B pepakumun, BBegeHHon B gencteme ¢ 13 nioHs 2016 roga PenepanbHbiM 3aKOHOM 0T 2 uioHa 2016 roga
N 163-P 3. - CM. Npeabloyllyto peaakumio)

2) wncrnonb3oBaHusl paboTHWKaMM OWMIOMATMYEeCKOro Koprnyca WAu NpPeacTaBUTENsiMU  MeXOYyHapOAHbIX
opraHmsauuin, akkpeamToBaHHbIX B Poccuiickon ®epepauunm;

3) neyeHns naccaxupoB W YNEHOB 3KMMNAXeW TPaHCMOPTHbIX CPEACTB, Moe3aHbix Opuran v BoavTenen
TPaHCNOPTHBIX CPELCTB, NPMObIBWMX B Poccuiickyio ®enepaumio;

(MyHKT B penakuun, BBEAEHHOW B OeicTeue ¢ 7 sHeaps 2012 ropa ®enepanbHbiM 3aKkoHOM 0T 6 aekabps 2011
roga N 409-® 3. - CM™. Npeaployllyto peaakumio)

4) NeyYeHUs y4yaCTHWKOB MEXAYHApPOIHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMPUATWIA 1 Y4aCTHUKOB
MeXAyHapOIHbIX 3KCneanunii;

5) neyeHns KOHKPETHbIX XUBOTHbIX B 300MapkKax, 300cagax, uumpkax, okeaHapvyMmax, genbmuHapusx, nevyeHus
OVKMX XMBOTHbIX, MOCTOSIHHO WNM BPEMEHHO Hacenswowmx Tepputoputo Poccuiickoin depepauumn, Haxooawmxcs B
COCTOSIHMN €eCTeCcTBeHHOW cBoboabl M MpuHagnexawux K Buaam, 3aHeceHHbiM B KpacHyto kHury Poccuiickoit
depepaumm n (M) kpacHble kHUrn cybbektoB Poccuiickon ®@epepaumn, a TakXe XUBOTHbIX, BBO3UMbIX B
Poccuiickyio @egepaumnto Ang yyactus B COPTUBHBIX Y 3PENULLHBIX MEPONPUATUSIX;

(MyHKT B pepakuun, BBeOEHHOW B OeicTene ¢ 7 sHBaps 2012 ropa degepanbHbiM 3aKkoHOM oT 6 gekabps 2011
rona N 409-d3; B pepakuun, BBeaeHHoM B feiicteme ¢ 13 asrycta 2019 rona @enepanbHbiM 3aKOHOM OT 2 aBrycra
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2019 roga N 297-d 3. - CM. npegploywyo peaakumio)

6) MCMONb30BaHNS Ha TEPPUTOPUN MEXAYHAPOAHOro MeOULNHCKOrO KnacTtepa.
(MyHkT mononHuTenbHo BkAoYeH ¢ 30 noHa 2015 ropa denepanbHbiM 3akoHOM 0T 29 uoHg 2015 roga N 160-
»3)

2. B cnyyasx, npenycMOTpeHHbIX YacTblo 1 HacToswern ctatby, AonyckaeTcs BBo3 B Poccuiickyto denepaumio
NneKapcTBEHHbIX MpenapaTos, He 3aperncTpupoBaHHbix B Poccuiickon depepauun.

(HacTtb B penakumm, BBeLeHHOl B feiicTBre ¢ 7 sHBaps 2012 roga ®enepanbHbiM 3aKkOHOM OT 6 aekabps 2011
roga N 409-® 3. - CM™. npeaployllyto peaakumio)

3. JlekapcTBeHHblE MpenapaTbl, NpefHa3Ha4YeHHble ON18 ryMaHUTapHOW NoMowmn (COLencTBmMS) UM noMowm npu
ypesBblyalHbIX cuTyaumsax, BBo3aTcs B Poccuickylo Pepepaunio B nopsioke, YCTaHOBNEHHOM [paBuTenbcTBOM
Poccuiickon depepaumun. 3anpellaetca Beo3 B Poccuiickyto Pegepauunio HesaperncTpupoBaHHbIX NeKapCTBEHHbIX
npenaparos, MNpPefHa3Ha4yeHHbIX AN TYMaHUTapHOW MOMOWW (COAEWCTBUS) WMNAU MOMOWM NPWU  Ypes3BblyarHbIX
cuTyaumsix.

(HacTtb B penakuumm, BBeoeHHo B aelicteme ¢ 7 siHeaps 2012 rona depepanbHbiM 3akoHOM 0T 6 aekabps 2011
roga N 409-® 3. - CM. npeblayluyto penakuumio)

KommeHTapuii k ctatbe 50

Cratbs 51. COpr,D,HVI‘-IeCTBO cdenepanbHOro opraHa UCNOJIHUTENbHOW BNacTu, YyNOJIHOMO4YE€HHOro B
obnacTn TaMOXEHHOro aena, u 4pyrux ynoJIHOMO4YeHHbIX Q)e.u,epaanblx opraHos MUCMNONHUTENIbHON
Bnactun

1. YnonHoMoyeHHble penepanbHble OpraHbl WCMONHUTENbHOW BNacTW NPeaocTaBfsaioT B pacrnopsXeHue
goefepanbHOro  opraHa  MCMOMHUTENbHOW  BRAacTh, YNONHOMOYEHHOro B obnacTy  TaMOXEHHOro  nena,
rocynapCTBEHHbIA PEecTp NIeKapCTBEHHbIX CPEeACTB, a TakXe MHGOpMauuio O BblOAHHbIX pa3pelleHnsx Ha BBO3
KOHKPETHOW MapTUM NeKapCTBEHHbIX CPEACTB B Cly4yasX, YCTAHOBJIEHHbIX 4acTbio 3 cTaTbu 47 HacToswero
denepanbHOro 3akoHa.

2. depepanbHbli opraH WCMOMHWUTENBHOW BNAcTW, YMNOMHOMOYEHHbLIA B 06NacTu TaMOXEHHOro Jnena,
WHCPOPMUPYET yKasaHHbIE B YacTu 1 HacTosAWwen ctaTbn yNnoHOMOYEHHbIE henepalnbHble OpraHbl UCMOMHUTENbHOM
B/laCTM O BBO3€ /eKapCTBEHHbIX cpeAcTB B Poccuiickylo Pepepaumio u BblBO3e NEKAPCTBEHHbIX CPEACTB U3
Poccuiickon ®epepaumm no doopme 1 B NOPSAKE, KOTOPbIE ycTaHOBMEHb! [MpaButenscteoM Poccuiickon denepaunn.

(HacTb B penakumm, BBeLeHHOl B feiicTBre ¢ 7 sHBapsa 2012 roga ®enepanbHbiM 3aKkoHOM OT 6 aekabps 2011
roga N 409-® 3. - CM™. Npeabloyllyto peaakumio)

KommeHTapuii Kk ctatbe 51

Mnaea 10. ®apmaueBTUYECKas AeATENbHOCTb

Cratbsa 52. OcyuwiectBneHue doapmaL,eBTUMECKOWN AeATeNIbHOCTU

1. ®apmaueBTUyeckas OesATENbHOCTb OCYLWECTBASETCS OpraHu3aumsiMm ONTOBOW TOProBAW NEKapCTBEHHbLIMU
CpencTBamu, anTeyHbIMM OpraHn3auusiMi, BETEPUHAPHBIMK  anTeYyHbIMA  OpraHn3auusiMn, WHAUBMAYaNbHbIMMI
npeanpuHMMaTensaMm,  UMEKWMMNU  NULEH3UI0  Ha  apMaueBTUYeCKyld  OesATeNbHOCTb,  MeAULUUHCKUMU
opraHv3auusMi, WMelWMMn  NULEH3NIO  Ha  (papMaueBTUYeCKyld OesATeNbHOCTb, U WX 060CO6NEeHHbIMM
noapasneneHusaMu  (ambynatopusmu, EnbOWePCKMMU 1 PebAWEPCKO-aKyWepckKMMN  MyHKTaMu, LeHTpamm
(otoeneHusmn) obuein BpayebHOM (CeMeiHon) NpakTUKM), PacronoXEeHHbIMU B CENbCKUX HAaCeNneHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHudauun, v BEeTEePUHAPHbIMW OPraHM3aunsMn, WVMEOWUMM NMLEH3N0 Ha
dbapmaLeBTUYeCKYIo 0esATeNbHOCTb.

(HacTtb B pefakunm, BBeLeHHol B feiicTBne PenepanbHbiM 3aKOHOM 0T 25 Hos16pst 2013 roga N 317-d3. - Cwm.
npeabloylwyo pegakumio)
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2. dunanyeckue nmua MoryT OCyWecTBNATb papMaueBTUYECKylo OesATeNbHOCTb NPW HanMyuu BbICWEro WK
cpenHero cpapmaLeBTMyeckoro ob6pasoBaHns 1 cepTndomkara cneumanicTa, BbiClero i cpeaHero BeTepUHaApHOro
obpasoBaHMa K cepTudpmkata cneumanncta, a TakXe BbICWEero WAM CpenHero MeavuuMHCKoro obpasoBaHus,
cepTudprkarta cneumanncta u LOMONHUTENBHOrO NPOMECcCHOHaNbHOro 06pasoBaHNs B HYacTU PO3HUYHOW TOProB/M
NeKapCTBEHHbIMU MpenapaTtaMn npu ycnosmm ux paboTbl B 060COGNEHHbIX MNOApPa3AeneHnsX MeoULMHCKUX
opraHu3auuii, ykasaHHbIX B 4acTu 1 HacToswewn ctatbm (YacTb B pefakuuu, BBeAeHHOoR B gerictene ¢ 29 nons 2010
rona ®enepanbHbiM 3aKkOHOM 0T 27 miong 2010 roga N 192-d 3, - cM. Npeabiayllyo pefakumio).

KommeHTapui k ctatbe 52

Cratbsi 52_1. BBOA, B rpaxpaHcKun 060poT IeKapCTBEHHbIX NMpenaparoB ol MeauLUHCKOro
NPUMEHEHUs

1. MNepen BBOAOM B rpaxgaHckuin 060poT Kaxkoow Cepvum UanM Kaxkaow napTum npousseneHHoro B Poccuiickol
denepaunm nekapcTBEHHOro npenaparta ans MeAULMHCKOro NPUMEHEHUS, 3@ UCKTIOYEHUEM UMMYHOBNONOrMYECKUX
NeKapCTBEHHbIX Mpenaparos, NPoM3BOAUTENb TaKoro fieKkapCTBEHHOro rnpenapara npencrasnget B dpeaepanbHbli
opraH UCMONHUTENbHOW BNAcTW, OCYWECTBAAIOWNA OYHKLUMM MO KOHTPOJIIO 1 HAA30py B cipepe 30paBOOXpaHEHs,
JOKYMEHT NpOon3BOAMTENS NIeKapCTBEHHOro CpeacTea, NOATBEepXAaloWnii Ka4ecTBo NnekapcTBEHHOro npenapara, u
NoATBEPXAEHME YNONMHOMOYEHHOrO Nuua Npomn3BoanTENs NekapCTBEHHbIX CPEACTB COOTBETCTBUSA JIEKAPCTBEHHOIO
npenapara TpeboBaHWsAM, YCTAHOB/IEHHBIM NMPY €ro rocyfapCTBEHHOW perncTpaumm.

2. MNMepen BBOLOM B rpaxAaaHckuii oBOpPOT Kaxnow cepuu MM Kaxaoh naptum BBO3MMOro B Pocculickyto
depepaunio NekapCTBEHHOro npenaparTa Ans MeaUUMHCKOro NMPUMEHEHUS, 32 UCKIIOYEHNEM MMMYHOBUONOrMYECKUX
NeKapCTBEHHbIX MpenapaTtoB, OpraHu3auusl, OCyWecTBAsKWas BBO3 ieKapCTBEHHOro npenaparta B Poccuiickyto
®depnepaumnio, nNpencrasngetr B doenepanbHbii OpraH WCMNOMHUTENbHON BNACcTW, OCYWECTBASAIOWUA YHKUUN MO
KOHTPONO M HaO30py B Coepe 30paBOOXpPaHeHus, cepTtudomkar npomus3BOOAUTENS NEeKapCTBEHHOro CPefncTBa,
yLOCTOBEPSIOWMIA COOTBETCTBME BBO3MMOr0 NEKAPCTBEHHOr0 npenaparta TpeboBaHusaM hapMakoneiHon ctatbm, a B
cnyyae OTCYTCTBUS (papMakonerHol cTtatby TpeboBaHMSIM HOPMATUBHON LOKYMEHTauuu, U NOATBEPXAEHue
npeacTasMTens opraHnsauuuv, OCYLLEeCTBAAIOWEN BBO3 NeKapCTBEHHOro npenaparta B Poccuiickyio Pefepaumio v
YNO/IHOMOYEHHONW  MHOCTPAHHbIM  MPOW3BOOUTENEM  NEKAPCTBEHHbIX  CPEeAcTB, COOTBETCTBUS  BBO3MMOro
NEeKapPCTBEHHOrO NpenapaTa TpeboBaHUsM, yCTAHOBNIEHHBIM MPU €r0 FOCYAaPCTBEHHON PerncTpauum.

3. lNMopspok npencTaBneHWs B COOTBETCTBUM C YacTsMm 1 1 2 HacToswWwel cTatb OOKYMEHTOB U CBEOEHMIA O
NEeKapPCTBEHHBLIX Mpenapartax, BBOAMMbIX B rpax.aaHckuii obopoT, yctaHaBnmeaeTcs [paBmTenbcTBoM Poccuiickoi
denepaumm.

4. B oTHOWeEHWN MNepBbIX TPEX Cepuint UM nNapTui NekapCTBEHHOro npenapara, BrepsBble NPOV3BENEHHOr0 B
Poccuiickoin ®Pepepaunm wnum BnepsBble BBO3UMOro B Poccuiickyto Penepaumio, B doenepanbHblii  opraH
WCMONHUTENbHOA BNAcTW, OCYLIECTBAAWNA YHKLUMM MO KOHTPOMO W HaA3opy B cdhepe 34paBoOOXpaHeHus,
HOMNONHUTENbHO NPEACTaBNAeTCS MPOTOKON MWCNbITAHWA O COOTBETCTBUMM CEepuM WUAW NapTMu NeKapCTBEHHOro
npenapara [Ana MeOWUMHCKOro MPUMEHeHWs nokasaTensaMm KayecTsBa, MNpPenyCMOTPEHHbIM  HOPMAaTUBHON
HOKyMeHTauven (ganee - nPOTOKON UCMbITAHWA), NPOBOAMMBIX aKKPEeAMTOBAHHbIMW B COOTBETCTBUM C
3aKkoHopatenbcTBoM Poccuiickon Pepepaumm 06 akkpeauTauum B HaUMOHANbHOW CUCTEME akkpeauTaumu
henepanbHbIMA FOCYLAPCTBEHHBIMU BIOAXETHBIMA yYpeX AEHUSMI, NOLBEAOMCTBEHHbIMM dheaepanbHOMy OpraHy
NCNONHUTENBHOW BNAcTW, OCYIWECTBAAOWEMY (OYHKLMM MO BbIpaboTKe 1 peannsaummn rocysapCTBeHHON NOANTUKA 1
HOpPMaTtMBHO-NPaBOBOMY PErynvMpoBaHuio B cpepe 34paBoOXpaHeHus, u depepanbHOMy OpraHy WUCMONHUTENbHOM
BNacTW, OCYIIECTBASIOWEMY (PYHKLMM MO KOHTPOMO M Han3opy B cdiepe 3apasooxpaHeHus. lopanok Bbloauym
yKasaHHbIM/ pefepanbHbiMA FOCYAapPCTBEHHBIMU OIOAXETHLIMU YUYPEXAEHNSAMM LaHHOrO MNpPOTOoKoNna W pasmep
nnatbl 3a ero Bblgavy yctaHaesnmeatoTcs NpasmtenbcteoM Poccuiickon denepaunn.

5. ExerogoHo He no3gHee 1 peBpansd npoOU3BOAMTENU NIEKAPCTBEHHbIX CPEACTB WAWM  OpraHu3auuu,
OCYyLeCTBNAIOWME BBO3 NEKAPCTBEHHbIX npenapaTos B Poccuiickyio degepaumio, NnpeacTaBnsioT B heaepanbHbli
opraH UCMONHMUTENbHOW BNACcTU, OCYWECTBASIOWMA OYHKLMN MO KOHTPOSIO U HAaA30py B cpepe 34paBooXpaHeHus,
NMPOTOKON WCMbITAHW/A MOCTYNMBILEr0 B TeYeHWe rofa B rpaxIaHCkuii 0b60opoT nekapcTBEHHOro npenaparta
KOHKPETHOro Npom3soamTens (Ha oO4Hy Cepuio Kaxaoro TOproBoro HavMEeHOBaHWS C Y4eTOM N1eKapCTBEHHON OOpMbI
1 [O3MPOBKM), MPOBOAMMbIX aKKPEAMTOBAHHBIMY B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickolt denepaunm 06
aKKpeLMTaumMn B HALMOHANBHOW CMCTEME aKKpeauTauum UcnbiTaTenbHbIMU nabopaTopusiMm (LeHTpamu).

6. [Mpou3BoauTENnn nNEeKapCTBEHHbIX CPEeACTB WAM OpraHmsaumun, OCYWEeCcTBAsoWMe BBO3 NEKapPCTBEHHbIX
npenapatoB B Poccuiickylo denepaunto, He MeHee 4YeM 3a OOVH rod A0 NAaHUPYeMbIX MPUOCTAHOBAEHUS WU
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npekpalleHns NPorM3BOACTBA NEKAPCTBEHHbIX NMpenapaTtos unv ux seo3a B Pocculickyio @enepaumio yBeaoMnsoT 06
9TOM (penepanbHbll opraH UCNOMHUTENBHOM BNACTU, OCYLWECTBASIOWMIA OYHKLMM NO KOHTPOMO U Haa30py B cdepe
30paBoOXpaHeHnss © edepanbHbli  OpraH WUCMOMHUTENbHOW  BRAcTW, OCYWEeCTBASIOWUA  (PyHKUMM  NO
NNLEH3MPOBAHMIO NMPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(HacTtb nononHuTeENbHO BKtoYeHa DeaepanbHbIM 3aKOHOM 0T 28 Hos6ps 2018 roga N 449-03)

7. Beog B rpaxaaHckuii 060pOT KaxXaow cepun MM Kax.non napTum MMMYyHOOMONOrMYECKOro NEKapPCTBEHHOMO
npenaparta, npou3sedeHHoro B Poccuiickon ®epepauun unm BBO3UMOro B Poccuiickyto  ®Pepepaumio,
OCYWEeCTBNSAETCS HA OCHOBaHWM paspelleHus, BblAaHHOro deaepanbHbiM OPraHoM UCMONHUTENBHOW BRacTw,
OCYLIECTBAAOWMM (PYHKLMM MO KOHTPOMO W HaA30py B cdepe 34paBOOXPaHEHWS, Ha OCHOBAHWMW BblAAHHOMO
henepanbHbiMM FOCYAAaPCTBEHHBIMU BIOAXETHBIMW YYPEXAEHUSMM, YKa3aHHbIMU B 4acTu 4 HacToswel cTatbi,
3aK/I0YEHMsl 0 COOTBETCTBUUN CEpPUN UM NapTMN UMMYHOBMONOrMYECcKoro nekapcTBEHHOro npenapara TpeboBaHusM,
YCT@HOBNEHHBbIM NPWU €ro rocynapcTBEHHON permctpaumn. [opaook Bbigayun paspeweHns Ha BBOL B rpaxOaHCKui
obopoT cepun MM MAPTMM UMMYHOOWMOMOTMYECKOro JIeKapCTBEHHOro npenapaTta, a TakXe MNopsnok Bblaayu
YKa3aHHOro 3ak/lyYeHns u pasmep nnaTtbl 3a €ro Bblgavy YyctaHaenueawTcs [lpaButenbctBoM Poccuiickoit
depnepaumu.

8. 3a HenpeacTaBneHVe MM HECBOEBPEMEHHOE MPeACcTaBNeHne LOKYMEHTOB W CBELEHWIA, MPeayCMOTPEHHbIX
yactamm 1, 2, 4, 5 n 6 Hactoswen cTaTbu, MNPOMIBOAMTENN NEKAPCTBEHHbIX CPELCTB U OpraHusaumu,
OCyLIeCTBNISIOWME BBO3 JNIEKAPCTBEHHbIX MpenapatoB B Poccuiickyto denepaumnio, HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHO4aTenbCcTBOM Poccuiickoin ®epepauun.

9. lNpencrtasneHne LOKYMEHTOB W CBEOEHMIA, MPeLyCMOTPEHHbIX YacTamu 1, 2 u 4 HacToswen cratbu, K
nony4YeHne npPenycMOTPEHHOr0 4acTblo 7 HacToslwel cTaTbW paspeweHus Ha BBOL WMMYHOOMONOrM4yeckoro
NeKapCTBEHHOro npenapaTta B rpaxgaHckuii 06opoT He TpebyloTcsi B OTHOWEHWM NeKapCTBEHHbIX MNpenaparos,
npefHasHayeHHblX AN MNpoBedeHUs KIMHUYEeCKUX WCCNegoBaHui NeKapCTBEHHbIX MpenapartoB, NpoBeAeHUs
9KCMEepTM3bl NEKAPCTBEHHbIX CPEACTB O OCYWeCTBNEHWS [OCydapCTBEHHONW pPerncrtpaumm NeKkapCTBEHHbIX
npenapaTos, a TakXe B OTHOWEHUN He3aperucTpupoBaHHbIX NEKapCTBEHHbIX npenapaTos, npefHasHayYeHHbIX Ons
oKasaHns MeOULWHCKOW MOMOWM MO XW3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa WanM rpynnbl NaumneHTOoB,
BBO3MMbIX B Poccuiickyto ®enepaumio B COOTBETCTBUM € YacTamm 3 1 3_1 ctatbu 47 HacToswero denepanbHOro
3aKoHa.

(HacTb B penakuum, BBeeHHo B geitcteme ¢ 1 mapTa 2020 rona depepanbHbiM 3aKoHOM OT 27 aekabps 2019
roga N 475-®3. - C™m. npegplayllyio pegakuuio)

10. Mpu BbISIBNEHUM B rpaxAaHckoM obopoTe cepun Mav napTuv NeKapCTBEHHOro npenaparta, OOKYMEHThbl U
CBelleHMa 0 KOTOpblX, MPedyCcMOTpeHHble yactamn 1, 2 n 4 HacToqlel cTaTby, He NPeacTaslieHbl B peaepanbHbli
opraH UCMONHUTENbHOW BNAcTW, OCYWECTBAAIOWNA OYHKLUMM MO KOHTPOJIIO 1 HAA30py B copepe 30paBOOXpPaHEHUs,
nnbo cepum Unn NApTUM MMMYHOBMONOrMYECKOro NEKAPCTBEHHOrO NpenapaTa, He NMEIIWNX PaspeLleHs Ha BBOL, B
rpaxmnaHckuini obopoT, MPedyCMOTPEHHOro 4YacTbio 7 HACTOosIWen cTaTbW, dpenepanbHblii opraH WCMONHUTENbHOM
BfIaCTW, OCYLECTBASAIOWMNA QYHKUMM NO KOHTPONIO W Han3opy B cdepe 34paBoOXpaHeHus, B rnopsanke,
yctaHoBneHHoM [lpaButenbctBom Poccuiickon depepaummn, NPUHAUMAET peleHne O NpekpaleHMn rpaxaaHckoro
obopoTa TaKMX Cepun UAU NapTuM OO0 NPEACTaBNEHUS YKa3aHHbIX LOKYMEHTOB W CBeAEHMA nnbo nonyyeHus
yKa3aHHOro paspetieHus.

(CtaTtbs mONOMHUTENBHO BKOYEHA ¢ 29 HosA6ps 2019 ropa denepanbHbiM 3akoHOM OT 28 Hosibps 2018 ropa N
449-0 3)

Cratbs 53. Mpopaxa, nepepaya nekapcTBEHHbIX CPeACTB OpraHM3aLUsiMyU ONTOBOW TOProBiu
neKapCcTBEHHbIMU CPeACcTBaMu

1. OpraHvsaumy ONTOBOW TOPrOBAM NEKAPCTBEHHbIMA CPEACTBAMM  MOTYT  OCYIWECTBAATbL  Mpodaxy
NeKapcTBEHHbIX CPEeACTB WNM nepedasatb WX B YCTAHOBNEHHOM 3aKoHOAATenbCcTBOM Poccuiickon Penepaumm
nopsiake:

(A63au B penakuuum, BBeAeHHOM B aeinicteue ¢ 1 sHeBaps 2018 roga ®enepanbHbiM 3aKoHOM 0T 29 mions 2017
roga N 278-® 3. - CM. Npeabioyllyo pesakumio)

1) LpyrvM opraHnsaumsM onToBO TOProBAW NEKAPCTBEHHBIMU CPELCTBAMMU;

2) NPOVN3BOANTENSIM NEKAPCTBEHHBIX CPEACTB ANS LeNnei Npou3BoACTBa 1EKAPCTBEHHbIX CPELCTB;
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3) anTe4yHbIM opraHn3aumsam n BeTepunHapHbIM anTevyHbiM OpraHn3alnsm;
4) Hay4HO-UccnenoBaTe/ibCKMM opraHmMsauuam Ans Hay4yHo-uccnenoBatenbCckom pa6OTbI;

5) VHOMBMAOyanbHbIM MNPEeanpuHMMaTensaM, MMEWnM NUUEH3NI0 Ha dpapmMaueBTUYecKYylo OeATEeNbHOCTb WAn
NMNUEH3N0 Ha MeANUVHCKYIO OeATENbHOCTDb,

6) MeOoVUMHCKMM OpraHu3auusiM, B TOM YMCMEe CO34aHHbIM U 3aperucTpMpoBaHHbIM B COOTBETCTBUN C
3aKOHO4ATENbCTBOM WMHOCTPAHHOrO rocyjapctea - uneHa OpraHumsauum 9KOHOMUYECKOrO COTPYLHUYECTBA WU
Pa3BUTUS MHOCTPAHHBLIM KPUANYECKUM NMUaM, UHOMBMAYaANbHbIM MPEANPUHUMATENSAM, SBASKOWMMCA YYaCTHUKaMM
npoekTa B COOTBETCTBUM C DenepanbHbiM 3akoHOM "O MeXAyHapOOHOM MeOUUMHCKOM KnacTepe W BHECeHUu
N3MEHEHWI B OTAEeNbHbIE 3aKoHoAaTeNbHble akTbl Poccuiickoin ®enepaummn”, n BeTepMHAPHbBIM OpraHn3aunsm;

(MyHKT B pepakumn, BBeoeHHON B Oencteune ¢ 6 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 26 mong 2019
roga N 240-® 3. - C™. npeaployllyto peaakumio)

7) opraHu3aumaMm 1 nHOMBMOYaNbHbIM NPeanpUHUMATENsM, OCYWEeCTBASIOWNYM pa3BefeHne, BbipawuBaHve u
coAep>XaHne XUBOTHbIX (3a UCK/OYEHNEM NPOAAXM UM hapMaLEeBTMYECKNX CyDBCTaHUMA MM nx nepenayn).

(MyHKT B pepnakumun, BBeAeHHoN B nericteue ¢ 13 asrycta 2019 roga ®egnepanbHbiM 3akKOHOM OT 2 asrycTa 2019
roga N 297-d 3. - CM. Npeabioyllyo pesakumio)

2. OpraHuzauum ONTOBOW TOProOBAW NEKapCTBEHHbIMW CPenCTBaMM 0053aHbl  XPaHUTb  3aKYMEHHYIO
hapMaLeBTNYECKYIO CyBCTaHUMIO cnvMpTa 3TWIOBOrO (3TaHONa), OCYWECTBNATb €e peanu3aunio unu nepenadvy B
yCTaHOBNIEHHOM 3aKkoHoJatenbcTBOM Poccuiickon depepauny nopsake opraHvM3auusiM, ykasaHHbiM B NyHKTax 1-7
yacTu 1 HacToslWwen cTaTby, B Tape o6 beMom He 6onee 1 nuTpa.

(HYactb mononHuTtensbHo BktoYeHa ¢ 1 aHBaps 2018 rona denepanbHbiM 3akoHOM OT 29 uonsd 2017 roga N 278-
D3)

KommeHTapuin k ctatbe 53

Cratbs 54. MpaBuna onToBOM TOProB/M IEKAPCTBEHHbIMU CPEACTBAMM

OnToBas TOproens nekapcTBEHHbIMU CPEeACcCTBaMU OCYWECTBNSIETCA NMPON3BOANTENSMIN NEKAPCTBEHHbIX CPEACTB
1 opraHu3auvsMy onToBO TOProBAM NEKAPCTBEHHbIMW CPeACTBaMM NO MpasunaM Hagnexailen anctTpnbbroTopCKoi
npakTVKX 1 Npasunam Hagnexallen NpakTUKN XpaHeHUs U NepeBo3KU NeKapCTBEHHbIX NpenapaTos, YTBEP X AEHHbIM
COOTBETCTBYIOWMMMN YNONHOMOYEHHbIMU doefepanbHbiMU OpraHamMm UCMONHUTENIbHOW BNacTu.

(Ctatbs B pepakumm, BBeneHHon B nericteue ¢ 1 nong 2015 rona denepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d 3. - CM. npeapioylyo peaakumio)

KommeHTapuii k ctatbe 54

Cratbs 55. [opsinoK pO3HUYHOW TOProBNY NNeKapCTBEHHbIMU NpenapaTamm

1. Po3HM4YHas TOProBns nNeKapCTBEHHbIMKW nNpenapatamym B KONMMYECTBAX, HEOOXOLMMbIX AONS BbINOMHEHUS
BpayebHbIX (henbawepckmx) Ha3HaYeHNn MM Ha3HAYEeHWIA cneunmanicToB B 06nacT BeTepuHapum, ocylecTBnseTcs
anTeyHbIMK OPraHN3aunsaMm, BEeTEPUHAPHBIMU anTeYHbIMU OpraHM3aumaMmn, MHOMBMAYaNbHLIMW NPEeAnpUHIMAaTENSMU,
UMEIOWMUMN NULEH3MIO Ha DapMaLeBTUYECKYD [EeATeNbHOCTb, MELMUMHCKUMW  OpraHu3auusiMi, MMeLWwmmm
NIMLEH3MI0 Ha (bapMaueBTUYECKylD OeATenbHOCTb, M ux 0060Cco6NeHHbIMM noapasneneHusMu (ambynatopusmm,
henbWepcKnMm 1 oenbawepcko-akyWwepckKUMm NyHKTaMum, LeHTpamMm (oTaeneHnsmmn) obuwei spayebHoi (ceMenHoii)
NPakTUKK), PacnonoXeHHbIMA B CENbCKNX HACENEHHbIX NyHKTaX, B KOTOPbIX OTCYTCTBYIOT anteyHble opraHM3aumu, u
BETEPVHAPHbIMA OpraHM3aumsamu, KMeloWMMU NULEH3NI0 Ha dapMaueBTUYecKylo nesTenbHocTb. PaspelweHa
PO3HWYHAs TOProBAs TONbKO NEKapCTBEHHbIMWM MpenapaTtamu, 3apermcTpupoBaHHbiMi B Poccuiickoin depepaumu
WM N3roTOBNEHHBIMW anTe4yHbIMU OpraHn3aunaMmn, BETEPUHAPHBIMA anTeyYHbIMW OPraHn3aunsamMm, MHOMBUAYaNbHbIMU
npeanpuHMMaTensMi, WMEWNMN NNLEH3NI0 Ha (apMaueBTUYeCcKYylo HOeAaTenbHOCTb. Po3HM4YHas Toproens
NneKapCTBEHHbIMM MpenapaTamy OCYLEeCTBASeTCS Mo npasunaMm Hadnexawen ante4yHon NpakTukK, YTBEePXAEHHbIM
YyNONHOMOYEHHbIM (pefepanbHbIM OPraHoM UCMOHNTENbHON BRacTw.

(Hactb B pepakuun, BBeOeHHON B peicTBne PenepanbHbiM 3akoHOM oT 25 Hos6ps 2013 ropa N 317-P3; B

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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pelakuuuv, BBeaeHHON B neicteune ¢ 1 umonsg 2015 ronga dPenepanbHbiM 3aKoHOM 0T 22 gekabpsa 2014 rona N 429-
@®3. - CM. npeaplayluyto peaakumio)

1_1. Po3HM4Haa TOprosns nekapcTBEHHbIMKU npenapartamy 415 MegUUUHCKOro NMPUMEHeHMs (3a UCKI0YEHNEM
NeKapCTBEHHbIX MpenapaToB, OTMAYCKaeMblXx MO peuenTy Ha feKapCTBEHHbIA npenapar, HapKOTUYeCKMX
NEeKapCTBEHHbIX MpenapaTtoB W MNCUXOTPOMHbLIX NIEKAPCTBEHHbIX MNpenapatoB, a TakXe ChMpTocodepXalimx
NeKapCcTBEHHbIX NpenapaToB ¢ 06 beMHOW Oonel 3TUN0BOro CnupTa CBblle 25 NPOLEHTOB) MOXET OCYLECTBNATHCS
anTeyHbIMY OpraHU3aLusiMM ANCTaHLMOHHBIM CMOCOB6OM. PO3HUYHYIO TOProBtO NEKapCTBEHHbIMK Npenapatamu Ans
MEOMLIMHCKOrO MPUMEHEHUS AUCTAHUMOHHBIM CMOCOOOM MOryT OCYLLECTBNSTb anTeyHble OpraHusauuv, umetolme
NNUEH3NIO Ha (papMaueBTUYECKYD [esATeNbHOCTb M COOTBETCTBYOWEE paspelweHne denepanbHoro opraHa
WUCNOSMIHUTENbHON BNAacTW, OCYLWECTBAAOWEro OYHKUMM MO KOHTPOMO WM HaA3opy B cdhepe 30paBOOXPaHEHus.
[Mopsanok BbldayM paspeweHns Ha OCYLWeCTBNEHWE PO3HWYHOW TOProBAM NIEKAPCTBEHHbIMK MpenapaTamu
LMCTaHUMOHHbIM crocoboM, TpeboBaHMS K anTeyHbiM OpraHv3aumsiM, KOTOpble MOryT OCYWECTBMSATb Takylo
TOProB/O, U MOPSAAOK ee OCyWeCTBNEeHWs, a TakXe npasuna OOCTaBku /IeKapCTBEHHbIX MpenapaToB rpaxiaHam
yctaHasnmsatoTcs [MpaButenbctBoM Poccuiickoli ®Pepepaunn. MHgopmauus 06 onnayvyeHHbIX (OTAYLWEHHbIX) W
NOJTy4eHHbIX NEeKapCTBEHHbIX Npenaparax BHOCUTCSH B CUCTEMY MOHUTOPUWHIa OBUXEHMS NeKapCTBEHHbIX Npenaparos
AN MEeOAMLMHCKOro NpUMeHeHns B nopsiake, NPefyCMOTPEHHOM 4acTbio 7 cTatbu 67 HacTtoswero degepanbHOro
3akoHa.

(Hactb mononHnTenbHO BktoyeHa DenepanbHbIM 3akoHOM oT 3 anpens 2020 roga N 105-D 3)

2. Buobl anTeyHbix oOpraHu3auuii U npasmna OTNycka feKapCTBEHHbIX npenapartoB Ans MeaULUMHCKOro
NPUMEHEHNs anTeyHbIMKM OpraHu3aunsMn, WHIOVBUAYyaNbHbIMU MNPeAnpUHMMAaTEeNnsaMn, UMEWMMA  IULEH3NIO Ha
dhapMaLeBTUYECKYI0 OeATeNbHOCTb, a TakXe npasuna OTMycKa NeKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHNS MeOVLUMHCKUMU OpraHn3aumsiMm, UMeWwmmMn IULEH3NI0 Ha doapMaLeBTUYecKylo OesATeNbHOCTb, U WX
060cob61eHHbIMM NoapasfeneHnsMn (ambynatopusmMn, enbawepckumm 1 genbawepcko-akywepckMMn nyHKTamu,
ueHTpamu (oTneneHusmn) obuein BpayebHON (CeMeliHo) NpPakTWKK), PaCMONOXEHHbIMU B CENbCKUX HACENEHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuu, YTBEPXAalTCH YMNONHOMOYEHHbIM dhefepanbHbIM
OpraHoM MUCMONHUTENIbHOM BNacTu.

(HacTtb B penakumm, BBeLeHHol B feiicTBne PenepanbHbiM 3aKOHOM 0T 25 Hosi6pst 2013 roga N 317-d3. - Cwm.
npeaplaywyo peaakumio)

3. lNpaBuna otnycka HapKOoTUYECKMX CPEenCTB WM MCUXOTPOMHbIX BEWECTB, 3aperncTpyMpoBaHHbIX B KayecTBe
NeKapCTBEHHbIX NpenapaToBs, NIEKapCTBEHHbIX NpenaparTos, cogepXalmx HapKoTUYeckne cpeacTsa 1 NCUXoTpPorHble
BellecTBa, YTBepX4alTcsa YyNnonHOMOYEHHbIM doefepalibHbiM OpraHoM WUCMONHUTENbHON BAACTU NO COrnacoBaHuio C
doenepanbHbIM OPraHoM UCMOJIHUTENbHOM BNACTU, YMONTHOMOYEHHbBIM B cdpepe BHYTPEHHUX derl.

(YacTtb B penakuuun, BBeLeHHoON B aenctene ¢ 4 nonsg 2016 roga ®egepanbHblM 3akoHoM oT 3 niong 2016 rooa N
305-® 3. - CM. npeblayLyto penakLmio)

4. JlekapcTBeHHble npenapatbl AN BETEPUHAPHOrO MPUMEHEeHWs noanexar OTMNyCcKy BeTepuHapHbIMU
anTeyHbIMW OpraHn3aumaMun, BeTeprHapHbIMA OpraHns3aumamun, UHOVBUOYanbHbIMA NpeanpuHUMaTeNnaMm, UMeLLUMN
NMLEH3NI0 Ha papMaueBTMyeckylo aesitenbHocTb. OTNycK neKapCTBEHHbIX MpenapaToB AN BeTepuHapHOro
NMPVYMEHEHNs OCYILECTBNSETCA B COOTBETCTBUM C Mpasunamy Hapnexaulen anTteyHon MpakTUKM NeKapCTBEHHbIX
npenapatos [AONns BETEPUHAPHOTrO MPUMEHEHWS, YTBEPXAEHHbIMW YMOMHOMOYEHHbIM deaepanbHbiM - OpraHoMm
WCMONHUTENbHOW BlACTWU.

(Hactb B pegakunu, BBegeHHon B gencteune ¢ 13 asrycta 2019 roga ®enepanbHbIM 3aKOHOM OT 2 aerycrta 2019
roga N 297-® 3. - C™. npeabioylyo pesakumio)

5. MNepeyeHb MeOUUUHCKMX OpraHM3auui, UMelWwmnx AMUEH3NI0 Ha rapMaueBTUYECKYD OesATEeNbHOCTb, U KX
060cobneHHbIX noapasneneHunii (ambynatopuii, enbiwepckux 1 enbawepcKo-akywepckx MyHKTOB, LEHTPOB
(oToeneHwuid) obweit BpayebHOW (CEMeHON) MPaKTWKK), PACMONOXEHHbIX B CENMbCKUX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHm3aunm, a Takxe nepeyeHb NekapcTBEHHbIX npenapaTos, Npoaaxa KoTopbIX
MOXET OCYLECTBNATLCS yKas3aHHbIMU OpraHnsaumsmm n nx o60cobneHHbIMY noapasfeneHnsMun, ycTaHaBnmBaloTCs
opraHamu UCMoNHUTENbHOM Bnactn cy6bekToB Poccuiickoin denepaumu.

(Hactb B pepakuun, BBeAeHHON B peicTBne PenepanbHbolM 3akoHOM oT 25 Hosibpst 2013 ropna N 317-P3; B
pefakuumn, BBeneHHON B Aenctene denepanbHbiM 3akoHOM oT 3 anpens 2020 roga N 105-P3. - CM. npenblayiyio
penakumio)

6. AnTe4yHble opraHusauumn, MHOMBUAyanbHble NPeanpuHUMaTeNV, NMeoWmne NMLEH3MI0 Ha (papMaLeBTUYECKYHO
LnesaTenbHOCTb, 06513aHbl obecrneynBaTb yTBEPXAEHHbIN MpaBmuTenscTBoM Poccuiickoin ®eaepauum u oopMmupyembiii
B YCTAHOBNIEHHOM WM MOPSOKE MWHUMANbHbIA acCOPTUMEHT JNIeKapCTBEHHbIX MpenapaTtoB, Heob6XOOMMbIX Ans
0KasaHusi MeauLMHCKOM NMOMOLLN.

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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(HacTb B penakumm, BBeLeHHOl B feiicTBne PenepanbHbiM 3aKOHOM OT 25 Hos6ps 2013 roga N 317-d3. - Cwm.
npeablaylyo penakumio)

7. AnTeuHble opraHusaumu, MHAMBMAOYaNbHble NPEeanpUHMMAaTENN, UMEoWMe NNLEH3NIO HAa dhapMaLeBTUYECKYHO
LesTeNbHOCTb, HapsLy C NeKapCTBEHHbIMM MpenapaTamy UMEKT Npaso npuobpetaTtb M NponaBaTb, B TOM YMC/e
OMCTaHUMOHHBIM CMOCOBOM, MeaMuMHCKME n3nenvs, AesvHuuMpylowme cpeactea, npeaMeTbl U CPeacTsa MYHOWM
rMrMeHsl, Nocyay ONns MeOVMUMHCKUX Ueneil, npeaMeTbl U CPeacTBa, NpefHasHayeHHble ANns yxoja 3a 60nbHbIMU,
HOBOPOXAEHHBIMA U OETbMU, HE OOCTUrWMMK BO3pacTa TPeX neT, OYKOBYID OMTWMKY WM CPEeACTBa yxoda 3a Hew,
MUHepanbHble BOAbl, MPOAYKTbl Ne4yebHOro, NeTCKOro U AMETUYECKOro NMTaHUs, BMONOrMYeckn akTUBHbIE [oHaBKM,
napgIoMepHble 1 KOCMEeTUYEeCKNe CpencTsa, MeOUUMHCKUE W CaHUTAPHO-MPOCBETUTENbHbIE NEedvaTHble M3aaHus,
npenHasHa4yeHHble Ans nponaraHabl 340p0BOro obpasa XUsHW.

(Hactb B pepakumun, BBeAeHHoW B geicTteue ¢ 29 monsa 2010 roga PenepanbHbiM 3akKoHOM OoT 27 mong 2010
roga N 192-®3; B penakumun, BBeeHHON B feiicTBne denepanbHblM 3aKoHOM oT 25 Hosibpst 2013 roga N 317-93; B
penakumun, BBefeHHoin B nenctene depepanbHoiM 3akoHoM oT 3 anpens 2020 roga N 105-P 3. - CM. npenblayLuyto
penakumio)

8. [leaTenbHOCTb anTeyHbix opraHu3aunii BoopyxeHHbix Cun Poccuiickoin depepauun, Opyrux BOMCK, BOMHCKUX
POpPMUPOBaAHUIA U OpraHoB, B KOTOPbIX 3aKOHOAATENbCTBOM Poccuiickon defepauny npesycMOTPEHO NPOX0XAeHne
BOEHHOW cnyx6bl wnn  doenepanbHO  rocyoapCTBEHHOW  CnyXObl, CBSI3aHHOW C  MPaBOOXPaHUTESNIbHOM
[eATenbHOCTbIO, pernameHTupyeTcs HacTtosawmm denepanbHbiM 3aKOHOM U YTBEPXAEHHbIMW COOTBETCTBYIOWNMU
henepanbHbiMM  OpraHamy UCMONHUTENbHON Bnactv nonoxeHusimu. KoHTponb 3a cobniofeHUEM ykasaHHbIMU
anTeyYyHbIMY opraHn3aumnsMm NonoXeHnn HacToswero denepanbHOro 3aKkoHa OCYWECTBNSETCS COOTBETCTBYIOWMMUA
doenepanbHbIMU OpraHaMn UCNONHUTENbHOR BNacTu.

(HacTtb B pepakuun, BeegeHHon B aeictere ¢ 1 aHeaps 2016 ropa ®enepanbHbiM 3akoHoM oT 13 uong 2015
roga N 262-® 3. - CM. npeablayuyo penakumio)

9. B ycnoBusix ypesBblyaliHON cutyauum v (Mnm) nNpu BO3HWKHOBEHWM Yrpo3bl pacnpocTpaHeHus 3abonesaHus,
npeacTaBnsoWero onacHOCTb Ans okpyXxatwowumx, MNpasutenbcteo Poccuiickoin depepaumm npy HeobxoOMMocTu
BrpaBe YCTaHOBUTb BPEMEHHbIN MOPALOK PO3HMYHOW TOProBnv fieKkapCTBEHHbIMK npenaparamMu ons MeauuuHCKOro
NMPUYMEHEHNS (32 WUCKMOYEHMEM HApPKOTUYECKMX NEKapCTBEHHbIX MpenaparoB M MNCUXOTPOMHbLIX NEeKapCTBEHHbIX
npenapaTtoB, a TakXe ChMPTOCOAEpXalmXx NeKapCTBEHHbIX MpenapaToB ¢ 06beMHol [onei 3aTUNoBOro crnvpta
CBblle 25 NpPOLEHTOB) AMCTAHLMOHHLIM CMOCOOOM, MOPSOOK BblAayy pPaspeleHns Ha OCYLECTBNEHNE TOProBiW,
I'Ipe)J,yCMOTpeHHOVI HacTtosuen 4acTblo, Tpe6OBaHI/I91 K anTedyHblM opraHun3auunsam, KOoTopble MOryT OCYLWEeCTBNATb
Takylo TOProB/lo, a Tak>Xe BPEMEeHHbIe NpaBuna LOCTaBKM NeKapCTBEHHbIX MpenapaToB rpaxaaHam.

(HacTtb pononHuTenbHO BKkAoYeHa PenepanbHbiM 3akoHoM OoT 3 anpens 2020 roga N 105-d 3)

MonoxeHwe yacTn 9 HacTosweit ctatby nNpumeHsietcs fo 31 nekabps 2020 rona BKMOYATENBHO - CM. MyHKT 2
ctatbn 3 PenepanbpHoro 3akoHa ot 3 anpens 2020 rona N 105-P 3.

KommeHTapuin k ctatbe 55

Cratbs 56. U3rotoBneHue v 0TNYCK NIeKapCTBEHHbIX NpenapaTos

1. W3roTtoBneHue NeKapCTBEeHHbIX MnpenapaTtoB antedyHbiMn OpraHn3aunsaMn, BeTepuHapHbiIMM anTeYHbIMA
opraHusaumsaMn, WHOMBUIOyanbHbIMA  NpeanpuHUMaTenamn, WMelWwnMn nNUUeH3nto Ha  dapMaleBTUYecKkyto
neAaTenbHOCTb, OCyWeCTBNAeTCAa Mo peuentaM Ha nekapCTBeHHble npenapartbl, no TpGéOBaHVIﬂM MeaNUNHCKNX
OpFaHI/I3aLlI/II7I, BeTepuHapPHbIX opraHmsaumﬂ B COOTBETCTBUK C NpasuniaMmn N3rotToBsieHNSa U 0TNyCKa NekapCTBEHHbIX
npenaparos, YTBEPXAEHHbIMW YNONHOMOYEHHbIM (pefepanbHbiM OpraHom MCNONHNTENBbHOM BNacTu.

2. |-|pl/| N3roToB/IEHUN NEeKapCTBEHHbIX MpenapatoB anTe4YHbIMXA OopraHn3aunsamn, BeTepuHapHbIMKA anTeYyHbIMU
opraHusauusmM, WHOMBUIOYanbHbIMA NPEanpPUHUMATENsaMU, WMEWMMA  NNLEH3NI0  Ha  ddapMaueBTUYecKyio
neAaTeNbHOCTb, MCMONMb3YHOTCA cpapmaueBqueCKme Cy60TaHLI,VIVI, BK/MKOYEHHbIE COOTBETCTBEHHO B FocyﬂapCTBeHHbIVI
peectp NeKapCTBEHHbIX CPeACTB ONAS MeAUUMHCKOro MPUMEHEHUS W roCynapCTBEHHbIA peecTp neKapCTBEHHbIX
cpencte onsa BetTepuHapHOro npmMMeHeHmda B yCTaHOBJIEHHOM nopsnke. He oonyckaeTcsa U3rotosneHne antedyHbiMun
opraHu3auusmMy, BeTEPUHaPHbIMU anTeyHbIMY OpraHn3aumsaMmn, UHANBUAYanbHbLIMA NpeanpuHUMaTENSaIMU, UMELWNMA
NIMUEeH3NKD Ha cpapmaueBqueCKyro neAaTeNbHOCTb, nNeKapCTBEHHbIX npenapatoB, 3aperncTtpupoBaHHbIX B
Poccuitckon denepaumu.

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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3. MamepOBKa neKkapcTBeHHbIX npenapaTtoB, M3roToBNE€HHbIX anTe4YHbIMU OpraHn3aunsamun, BeTepUHapHbIMU
antTe4yHbiMn opraHunsaunamm, nHomsmnaoyanbHbiMn npeonpunHnMaTtensamu, nMmerownmmn NNUEH3NIo Ha
papmaueBTUYECKY0 OesATeNbHOCTb, WU OOPMNIEHNE TakuUxX npenapatoB AOJIXHbl COOTBETCTBOBATb MpaBuNaM,
yKa3aHHbIM B 4acTu 1 HacToswWwen cTaTbu.

4. AnTeyHble oOpraHvM3auuu, BETEPMHAPHbIE anTeyHble opraHusauvu, WHAMBMOyalnbHble NPeanpUHMMaTENy,
UMeloWmne NIMUEH3NIO Ha (papMaLeBTUYECKY0 OeSTENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnofeHne npasui
N3roToBIeHNA W OTNyCcka JieKapCTBEHHbIX MnpenapaTtoB B COOTBETCTBMM C 3aKOHOOATE/IbCTBOM Poccuirckoin
depnepaumu.

KommeHTapuii Kk ctatbe 56

Cratbsl 57. 3anpeLeHne Npoaaxu panbcudoULMPOBaHHbIX IeKapCTBEHHbIX CPeACTB,
He[06poKayYeCTBEHHbIX NIeKapCTBEHHbIX CPEACTB, KOHTPachaKTHbIX eKapCTBEHHbIX CPeACcTB

Mpopaxa ¢hanbCnULMPOBaHHbIX NeKapCTBEHHbIX CPEACTB, HeA0OPOKAYECTBEHHbIX NEKAPCTBEHHbIX CPEACTB,
KOHTpadak THbIX EKAPCTBEHHbBIX CPEACTB 3anpeLlaeTcs.

KommeHTapuii k ctatbe 57

Cratbs 58. XpaHeHue nekapCTBEHHbIX CPeacTB

1. XpaHeHne nekapCcTBEHHbIX CPEeACTB OCYLWECTBASETCS MpPOM3BOAUTENSAMU NEKAPCTBEHHbIX CPEeacCTs,
opraHusauuaMy OrnTOBOW TOProB/iM JIeKAPCTBEHHbIMW CpPEeACcTBaMK, anTeyHbiMKM OpraHn3aunaMu, BeTepuHapHbIMU
anTeyHbIMn opraHusaumamu, VHOMBUAYabHbIMU npeanpvHuMaTensmu, nMeloWwnmMn NUUEH3MI0 Ha
goapMaLeBTUYeCcKyl0  OEdATEeNIbHOCTb  UAM  NINLEH3WI0  Ha  MEeOULMHCKYI0  OeATeNbHOCTb,  MeOULMHCKUMU
opraHu3auusiM1M, BeTepUHapHbIMM OpPraHM3auusiMM UM WHbIMKM OpPraHU3auusiMK, OCYLWeECTBAsWMMU obpalieHue
NeKapCTBEHHbIX CPeAcTB. XpaHeHe NneKkapCTBEHHbIX CPEACTB ON5 BETePUHAPHOro NMPUMEHEHUs opraHn3auusmMmn u
WHOVBUAYaNbHbIMK NpeanpuHMMaTensMm B Cry4dasix, €C/iv OHU WUCMNONb3YIOTCH WUCKMIOYUTENbHO MpU pasBefeHuu,
BbIpALLMBAHAM, COLEPXAHUN W NEYEHUN XMBOTHBIX, MOXET OCYWeCTBNATbCA 6€3 NoNyYeHUs NULEH3UU Ha
doapmaLieBTUYECKYIO 0esATeIbHOCTb.

(HacTb B pepakumu, BBeLleHHOI B aelicTBre ¢ 22 Hos6psa 2014 rona denepanbHbiM 3aKOHOM 0T 22 okTA6ps 2014
roga N 313-®3. - C™. npeabloyllyto peaakumio)

2. I'Ipanma XpaHeHna NeKapCTBEeHHbIX CpeancTB YyTBepXOaklTCAa COOTBETCTBYHOWWMM  YMNOJIHOMOYEHHbIM
penepanbHbiM OpraHoM NCMNONHNTENbHOM BNacTu.

3. XpaHeHue HapKOTUYECKMX NEKApPCTBEHHbIX CPEACTB, MCUXOTPOMHbIX  NEKAPCTBEHHbIX  CPEACTB,
pagnodapmaLleBTUYecKux JIeKapCTBEHHbIX CPEeACTB OCYLWEeCTBNSeTCd B COOTBETCTBMW C 3akoHOOATe/IbCTBOM
Poccuinckon depepaumu.

KommeHTapuii k ctatbe 58

Cratbs 58_1. NpeaMeTHO-KONNYECTBEHHbIN Y4YeT JIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro
npuMeHeHus

1. TlepeyeHb NeKapCTBEHHbIX CPEACTB [ONS MEOMUMHCKOrO MPUMEHEHUs, nognexawmx npeaMmeTHo-
KONIMYECTBEHHOMY YYeTY, YTBEPXKAAETCS YNONHOMOYEHHbBIM (heiepanbHblM OPraHoM UCMONHUTENBHO BAACTU.

2. [NopsAnok BKAKYEHUS NEKAPCTBEHHbIX CPEACTB AN MEAULMHCKOrO NMPUMEHEHNS B NepedYeHb NeKapCTBEHHbIX
CPeacTB AN MeOUUMHCKOro MNpUMEHeHus, noanexawmx npeamMeTHO-KONMYECTBEHHOMY Y4eTy, yCTaHaBivMBaeTCcs
YNO/IHOMOYEHHbIM hefepanbHbiM OpraHoOM MCMNOIHUTENbHOW BNACTW MO COrnacoBaHuio ¢ enepanbHbiM OpraHoM
WCMONHUTENbHOW BNACTW, YNONHOMOYEHHbLIM B CDepe BHYTPEHHUX Aen.

(YacTtb B penakuuun, BBeLeHHON B aenctene ¢ 4 nonsd 2016 roga ®epepansHoiM 3akoHom oT 3 niong 2016 roga N

JOKYMEHT uMeeT peaaKLnto C U3MEeHEHNSAMUN, He BCTYMUBLLUUMU B cuiy. CM. spiiblk "Pegakumn" BHUMaHne! JoKyMeHT C U3MEeHeHUSMN 1 [0MOJHEHNSAMUN
s y y y

(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT


javascript:;

06 obpalleHnn NeKapCTBEHHbIX CPeACTB (C u3MeHeHMAMN Ha 3 anpens 2020 rona) CTtpaHunua 96
®epnepanbHbivi 3aKOH OoT 12.04.2010 N 61-03

305-®3. - CM. npeblayLyto penakLmio)

3. [lpeoMeTHO-KOMMYECTBEHHbIA Y4YeT JIeKapCTBEHHbIX CPenCTB AN MEOWLUMHCKOro MpUMEHeHus BenyT
NpOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB, OpraHM3aunm onNTOBON TOProBAW NEKapCTBEHHbIMW CPEeACTBaMM, anTeyHble
opraHvusauun, HAnBNAyanbHble NPennPUHUMATENN, UMEIOWNE NULIEH3NI0 HA dhapMaLLeBTUYECKYIO OeAaTeNbHOCTb UK
NINLEH3MI0O Ha MEeAVUMHCKYK [OesiTeNbHOCTb, WM  MEOULMHCKME OpraHusaumu, ocywecTBasiowme obpaleHue
NeKapCTBEHHbIX CPeACTB AN MEAMLIMHCKOrO NPUMEHEHWS, NyTeM pernctpaumm nobbix CBA3aHHbIX C UX obpalleHreM
onepauuii, NPy KOTOPbIX U3MEHSETCS UX KONNYECTBO U (UK) COCTOSHME, B CNeumanbHbIX XypHanax yyeta onepauuin,
CBSA3aHHbIX C OOpaweHneM nekapCTBEHHbIX CPEACTB LN MELULMHCKOrO NPUMEHEeHWs (paanee - cneuunanbHble
XypHarnbl).

4. MpaBmna peructpauun onepauuii, CBA3aHHbIX ¢ 0BpaleHneM NeKapCTBEHHbIX CPEACTB ANS MeAMLMHCKOro
NPUMEHEHWNS, BKMIIOYEHHbIX B MEpPeYeHb NeKapCTBEHHbIX CPEACTB ANS MEOMUMHCKOrOo NPUMEHEHWS, MOANEXalmX
npenMeTHO-KONMYECTBEHHOMY Y4YeTy, B CreuvanbHblX XypHanax v npasuna BELEHUS U XpPaHEeHWs crieumanbHbIX
XYPHanoB yTBEPXAAOTCS YNONHOMOYEHHbIM hefepanbHbiM OPraHoM UCMONHUTENbHON BNacTu.

5. KoHTponb 3a cobnofeHveM npaBui peructTpauum ornepaumii, CBsA3aHHbIX C obpaleHMeM neKapCTBEHHbIX
CpencTB ONns MeOUUMHCKOro NMPUMEHEHWs, BKJIIOYEHHbIX B NepeyeHb JIeKapCTBEHHbIX CPeAcTB ANS MeIULMHCKOro
NPUMEHeHWs, noanexawmx npeaMeTHO-KONMYECTBEHHOMY Y4yeTy, B CreuuvanbHbiX XypHanax, a Takxe 3a
cobnioaeHVeM MpaBun BeAEHWS W XPaHEHUs CneumanbHbiX XYpHanoB BO3naraeTCs Ha  YNoOJHOMOYEHHble
doedepanbHble OpraHbl MCMONHUTENbHON BNAcTU W OpraHbl WUCMONHUTENbHOM Bnactu cybbekToB Poccuiickol
depepaummn, OCylWECTBASOWME NULEH3MPOBaHWEe MPOM3BOACTBA NEKAPCTBEHHbIX CPencTB, doapmaueBTUYeCcKow
0eATeNbHOCTU N MEANLMHCKON AeATeNbHOCTU, U OCYWEeCTBASETCS B pamMKax IMLEH3NOHHOIrO KOHTPONS.

(CtaTtbs mononHUTEnbHO BKAtoYeHa ¢ 25 nioHs 2013 ropa ®enepanbHbiM 3akoHOM 0T 25 gekabpsa 2012 roga N
262-D3)

KommeHTapuii k ctatbe 58_1

naBa 11. YHUUYTOXEHME JileKapCTBeHHbIX CpencTB
Cratbsi 59. OcHOBaHMUA U nopsiaokK YHUUYTOXXEeHUs NieKapCTtBeHHbIX cpencrts

1. HepobpokayecTBeHHble NEKapCTBEHHble CPeAcTBa, (PaNbCUPULMPOBAHHLIE NEKAPCTBEHHbIE CPeacTBa
noanexar M3bATUIO U3 00OpalleHns M YHUUTOXEHUIO B MOPSLKE, YCTAHOBNEHHOM [paBuTenbcTBoM Poccuiickoi
®depepaummn. OcHoBaHVMEM AN YHUYTOXEHUS JIeKapCTBEHHbIX CPEACTB  SBNSETCS peleHne Bnagenbua
NneKapcTBEHHbIX CPEenCTB, pelleHne CooTBEeTCTBYIOWEro ynonaHOMOYeHHOro dpeaepanbHoro opraHa UCrnosiHuTenbHom
B/IACTY WK PelleHre cya.

(HacTb B pepakuun, BBeaeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 pekabps 2014
roga N 429-® 3. - CM™. npeabloyllyto peaakumio)

2. KoHTpadhakTHble nekapCTBEHHbIe CPeACTBA NOANEXAT U3BATUIO N3 0OPALLEHUS N YHUUYTOXEHMIO MO PELLEHMIO
cyna. [lopsifook YHWYTOXEHUS KOHTpahakTHbIX NEeKapCTBEHHbIX CPEeAcTB YycTaHaBnusaeTcs [lpaBuTenbCcTBOM
Poccuiickon depepauun.

(HacTb B pepakuun, BBeaeHHoi B feiicterne ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 aekabps 2014
roga N 429-® 3. - CM™. Npeaployllyto peaakumio)

3. Pacxonpl, cBsi3aHHble C YHUYTOXEHNEM KOHTPagakTHbIX NeKapCTBEHHbIX CPEenCTB, He,D,O6pOKal-IeCTBeHHbIX
NeKapCTBEHHbIX CPeacTB, panbCUPUUMPOBAHHbIX NIEKAPCTBEHHbIX CPEACTB, BO3MELWAOTCA X Bnage/bLem.

4. Bnapeneu nekapCTBEHHbIX CPEACTB [JONMXEH MPEACTaBMTb B YMNONHOMOYEHHbI (oefepanbHbli opraH
WCMONHUTENIbHOW BNAcTW OOKYMEHT WM 3aBEPEHHYI0 B YCTAHOB/IEHHOM MOPSAKE €ro Komuto, MoATBepXaarowue
PaKT YHUYTOXEHUS NEKAPCTBEHHbIX CPELCTB.

5. COOTBETCTBYIOWMIA YNONHOMOYEHHbIN hefepanbHblii OpraH UCNONHUTENBHOW BRACTW, NPUHSABLLWA peweHne 06
YHUYTOXEHUN NIeKapCTBEHHbIX CPEACTB, OCYILECTBIAET KOHTPOSb 38 UX YHUYTOXEHUEM.

6. YHMUYTOXEHME NEeKapPCTBEHHbIX CPEACTB MNPOW3BOOMTCS OpraHn3auusiMi, UMEOWUMU COOTBETCTBYHOLWYIO
NULEH3UIO, Ha creunanbHO 060pyAOBaHHbIX NoWankax, NoMroHax u B cneumanbHO 060pyN0BaHHbIX NMOMELEHUSIX C
cobniopeHnem TpeboBaHuini B 06nacTu OxpaHbl OKpyXawouwei cpelbl B COOTBETCTBMM C 3aKOHOOATENbCTBOM

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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Poccuinckon depepaumu.

7. HapkoTnyeckne NeKapCTBEHHbIE cpenctea, NCUXOTPOMHbIE NeKapCTBEHHbIE cpeacTsa,
panmocpapmauesmqecn(me nekapcTBeHHble cpenctea YHMYTOXAKTCA B COOTBETCTBMM C 3aKOHOOATE/IbCTBOM
Poccuinckon denepaumu.

KommeHTapui k ctatbe 59

MnaBa 12. FocyapcTBeHHOE perynmpoBaHue LieH Ha ieKapCcTBEeHHble npenaparbl ans
MeAULMHCKOro NpuMeHeHus

Cratbs 60. FocynapcTBeHHOe perynmpoBaHue LieH Ha NleKapcTBeHHble npenapatbl ons
MeAULMUHCKOro NpUMeHeHus

1. locynapCTBEHHOE perynupoBaHMe UeH Ha nekapCTBEHHble npenapartbl AN MeAVLUHCKOrO MNpUMEHeHUs
OCYyLLeCTBNAETCS NOCPEeACTBOM:

(A63ay B penakuun, BBeoeHHOW B neicTene DenepalbHbiM 3akoHOM OT 26 mapta 2020 roga N 67-d3. - Cwm.
npeaployLyo peaakumto)

1) ytBepxaeHus MNpasutenbctBoM Poccuiickoli depepaummn nepeyHs Xns3HeHHO HeOOXOOMMbIX U BaXKHEMWUX
NeKapCTBEHHbIX MpenapaToB, KOTOPbIA CHOPMMPOBAH B YCTAHOBNEHHOM WM MOPSAKE HA OCHOBE KOMMAEKCHOW
OLIEHKWN NeKapCTBEHHbIX Npenaparos, BKI0Yas aHanua ceefeHnii 0 CPaBHUTESNTbHOW KNMHUYECKON 30 PEeKTUBHOCTY U
6e30MacHOCTN NeKapCTBEHHOrO CPEeAcTBa, OLEHKY 3KOHOMWYECKMX MOCNEACTBMIA MPUMEHEHUS NEKAPCTBEHHOMO
cpefncTBa u n3yvyeHne JOMNoNHUTENbHbIX NOCNEACTBUNA NPUMEHEHNS NeKapCTBEHHOro CPeacTBa;

(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 mions 2015 ropa ®enepasnbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d 3. - C™. npeabloylyto peasakumio)

2) yTBEpXIeHWs MeToOMKW pacyeTa npefenibHblX OTMYCKHbIX LeH MNpou3BOAMTENel Ha neKkapCTBEHHble
npenaparbl, BK/IIOYEHHbIE B MEPEYEHb XMN3HEHHO HEOOXOAMMBIX M BaXHEWWMNX NEKaPCTBEHHbIX NPenapaTos, a Takxe
BHEeLpeHNs MexaHU3MOB (DOPMNPOBAHNSA CUCTEMbI PEedPEPEHTHbIX LIeH;

(MyHKT B pepakunm, BBeAeHHoW B nericteue ¢ 1 niona 2015 rona ®epepanbHbiM 3aKOHOM 0T 22 nekabps 2014
roga N 429-d3; B pegakumm, BBeAeHHOW B geiictene ¢ 7 nioHsa 2019 roga denepanbHbiM 3aKOHOM OT 6 MioHSA 2019
roga N 134-® 3. - C™. Npeabloyllyto peaakumio)

3) rocynapCTBEHHOW perucTpaumuv npefenbHblX OTMAYCKHbIX LUEH Mpou3BoAuTENeil Ha nekapCTBEHHbIe
npenaparbl, BK/IIOYEHHbIE B MEPeYeHb XU3HEHHO HEOOX0ANMbIX 1 BaXHEWWNX NeKapCTBEHHbIX MPenaparos;

(MyHKT B penakuun, BBeAeHHON B feincTemne ¢ 7 nioHa 2019 ropa depepanbHbiM 3aKOHOM OT 6 nioHs 2019 roga N
134-d3. - CM. npeapioylyo pegakumio)

4) BeJeHNA rocynapCtBeHHOro peectpa npenenbHbIX OTNYCKHbIX LEH npomssoumenem Ha nekKapCTBEHHble
npenaparbl, BK/IlO4EeHHble B NepeyYyeHb XU3HEHHO HeobHX0AMMBIX 1 BaXKHEMWNX NnekapCcTBeHHbIX npenaparos,

5) yTBEpXOEHWs MEeTOAWKM YCTaHOBMIEHWS oOpraHamy UCMofHUTENbHOW Bnactu cybbekToB Pocculickoii
depepaunm npepenbHbIX Pas3MepoB OMTOBbIX HandaBOK M MNPefenbHbIX Pa3MEpPOB PO3HUYHBLIX HanbaBoK K
(PaKTNYECKMM  OTMYCKHbIM  LEHaM, YCTAHOBNIEHHbIM MPOW3BOAUTENSIMU  JIEKAPCTBEHHbIX MpenapatoB, Ha
NeKapPCTBEHHbIE Mpenapatbl, BKMOYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOOMMbIX W BaXXHEWWWUX NeKapCTBEHHbIX
npenaparos;

6) ycTaHOBNEHMSI NpefdenbHbIX Pa3MepoB OMNTOBLIX HALOAaBOK W MpeAe/bHbIX PasMepoB PO3HUYHbLIX HaabaBok K
PaKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOV3BOAUTENSIMM  NIEKapPCTBEHHbIX MNpenapatos, Ha
NeKkapcTBeHHble npenapaTthl, BKIOYEHHble B MepeyeHb XWU3HEHHO HeobBXOOMMbIX U BaXKHeMWMX NeKkapCTBEeHHbIX
npenaparos;

7) yTBEpX[IeHns nopsiika Bbloayn MpennucaHuii opraHaMm WCMoNHWTENbHON Brnactu cybbektoB Poccuiickoi
depepauMm 0 MNpUBEOEHUN B COOTBETCTBME C 3aKoHomaTenbCTBoM Poccuiickoin depepaumm pelweHunint 06
YCTaHOB/NEHUN NPeLEeNbHbIX Pa3MEpPoB OMTOBbIX HALbaBOK U NpefeNibHbiX Pa3MEpPOB PO3HMYHbIX HanbaBoOK K
goakTMyeckMM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMW  NEKapCTBEHHbIX NpenapaTtos, Ha
NeKapCTBEHHbIE Mpenapatbl, BKMOYEHHbIE B MNEPEYEHb XU3HEHHO HEOBXOAMMbIX W BaXXHEWWWUX NeKapCTBEHHbIX
npenapatoB, €CAN OHW MpPUHATBI C HapyweHueM 3akoHogatenbctBa Poccwuiickon ®epepauun, B Nopsiake,

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
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ycTaHoBneHHoM lNpaBuTtenbcTBoM Poccuiickoi ®enepaunm;

8) HanpaBneHusi yNnoNnHOMOYEHHbIM oefieparnbHbiM OPraHoM UCMOHUTENbHOW BNAacTy opraHaM UCNONHUTENbHO
BnacTu cybbekToB Poccuiickoin denepauny npeanucaHuii 0 NpuBeneHUM B COOTBETCTBME C 3aKOHOAATENbCTBOM
Poccuitickoin depepauny MpUHATBIX C HapylWweHWeM 3akoHomaTenbcTBa Poccuiickori depepaunn peleHwin 06
YCTaHOBNEHUM NpeleNbHbIX Pa3MepoB OMTOBbIX HaabaBoK M MpenesNbHbIX Pa3MepoB PO3HMYHbIX HanbaBoK K LieHam
Ha nekapCTBEHHbIE Mpenapartbl, BKIOYEHHbIE B NEpPeYeHb XW3HEHHO HEeOoOXOAMMbIX U BaXHEWWNX NEeKapCTBEHHbIX
npenaparos;

9) ocywecTBNeHWsl doefepanbHOro rocyAapcTBEHHOro Haasopa B cdoepe obpalieHmnst nekapcTBEeHHbIX CPEACTB U
pervoHanbHOro rocy4apCTBEHHOr0 KOHTPONS 3a NPMMEHEHUEM LieH Ha NeKapCTBEHHbIe NpenapaTtbl COOTBETCTBEHHO
YMONHOMOYEHHbIMU (pefepanbHbIMU  OpraHaMn MCMONHUTENbHOW BNAacTM W opraHamy WUCNOMHWUTENbHOW BNACTU
cybbekToB Poccuiickoit Pefepauuy cornacHo KX KOMMAETEHUMM B MOpPsSiOKe, YCTaHOBNEHHOM [paBuTenbCTBOM
Poccuiickoin ®enepauuu;

(MyHKT B pemakuun, BBeOeHHON B aencTtene ¢ 25 mioHs 2012 roga ®enepanbHbiM 3aKOHOM OT 25 umioHsa 2012
roga N 93-®3. - CM. npeablaylyto peaakLumio)

10) nNpvMeHeHMs NpenyCMOTPEHHbIX 3akoHodaTtenbCTBOM Poccuiickonn denepaunm Mep OTBETCTBEHHOCTW 3a
HapylweHue nopsigka LeHoobpa3oBaHUS HA NEKapCTBEHHble MpenapaTthbl, BK/OYEHHble B MepevYeHb XU3HEHHO
He0OX0ANMbIX N BaXHENIWMX NEKAPCTBEHHBIX NPenaparos.

(MyHkT B penakuun, BBeLeHHol B feiicTBre ¢ 1 mapTta 2020 rona PenepanbHblM 3aKoHOM 0T 27 aekabps 2019
roga N 475-® 3. - C™. npeaployllyto peaakumio)

2. B ycnosusax upesBblyaliHOn cutyauum v (Mam) nNpu BO3HWKHOBEHWUM Yrpo3bl pacnpocTpaHeHus 3aboneBaHus,
NPeLCTaBNSAWEro ONacHOCTb A5 OKPYXawlKmx, a TakXe B Clydyae, eCnvm B TeYeHUe Tpuauat KaneHaapHbix oHeN
nocne npuHATua MNpasutenscteoM Poccuiickonh denepaunm peweHns 0 NPOBEAEHUN MOHUTOPMHIA PO3HMYHbBIX LIEeH
Ha NeKkapCTBEHHbIE NpenapaThbl, He BK/OYEHHbIE B MEPEeYeHb XUIHEHHO HEOBXOAMMbIX U BAXHENIIMX NeKapCTBEHHbIX
npenapartos, Ha TeppuTopusix cybbekToB Poccuiickoit ®enepaunn BbiSBNEH POCT PO3HWYHBIX LEH HA yKa3aHHbIe
NekapCcTBEHHbIE MpenapaTbl Ha TpuauaTe NpoueHToB u 6onee, MNpaBuTenbcTBo Poccuiickoli ®enepaunmn Bnpase
YyCTaHOBUTb MpedenbHble OTNYCKHble UEeHbl NpouM3BOAMUTENE/ Ha YyKasaHHble neKapCTBEHHble npenaparThl,
npenenbHble pasMepbl ONTOBbIX HanbaBoOK W MpedenbHble pasMepbl PO3HUYHBIX HanbaBoK K PakTMYeCcKUM
OTMYCKHbIM LeHaM Npou3BOAMTENE Ha YyKasaHHble nekapcTBeHHble npenapaTtbl. [lepeyeHb neKkapCTBEHHbIX
npenapaTtoB, He BK/IIOYEHHbIX B MEPeYeHb XU3HEHHO HEOBXOAUMBIX U BaXKHEWWNX NeKapCTBEHHbIX MpPenapaTos, U
nopsaok ero goopmmposaHus onpenenstoTcs MNpaesntenbcteoM Poccuiickoin degepauun.

(HacTtb pononHuTenbHO BKNoYeHa PenepanbHbiM 3aKkoHOM OT 26 mapTa 2020 roga N 67-9 3)

3. B TeyeHue gessiHOCTa KaneHaapHblx AHeEN co AHS yTeBepXxAaeHus lMNpasutensctsom Poccuiickon Penepaumm
nepeyHs, yKasaHHOro B 4acTu 2 HACTOSAWeER cTaTbW, He LOMNycKaloTCs peannsauus U OTNYyCK BKIIHOYEHHbIX B Hero
NeKapcTBEHHbIX MpenapaTos MO LeHaM, MpeBblllalwmm npeaefbHble OTNYCKHble LeHbl Npou3BoauTenen Ha
yKasaHHble nekapCcTBEHHble npenapaTtbl, NpeaenbHble pasmepbl ONTOBbIX HaAbaBOK W nNpepenbHble pasmepb
PO3HWYHBbIX HaObaBOK K PaKTUYECKMM OTMYCKHbIM LEeHaM Npou3BOAUTENei Ha yKa3aHHble NeKapCTBEHHbIE
npenaparbl C y4eTOM Hanora Ha Ao6aBneHHyo CTOMMOCTb.

(HacTtb pononHuTenbHO BKNoYeHa PenepanbHbiM 3akoHOM OT 26 mapTa 2020 roga N 67-P 3)

KommeHTapuii k ctatbe 60

Cratbs 61. FocypapcTBeHHasi perucTpauusi U nepeperucTpaumns npenenbHbIX OTNYCKHbIX LeH
npoussoauTenen Ha neKapcTBeHHbIe Npenaparbl, BK/IIOYEeHHbIE B NepeyeHb XU3HEHHO
Heo6X0AUMbIX U BaXHEWLLMX IeKapCTBEHHbIX NpenapaToB

1. MpenenbHas OTNyckHas UeHa MNPOM3BOAMTENS HA NEKAPCTBEHHbIA Mpenapart, BKAOYEHHbIi B MepeYeHb
XU3HEHHO HEOOXOOUMbIX M BaXHEMWMX NekapCTBEHHbIX NMpenapaTtoBs, MOANEXUT rocyAapCTBEHHOW permcTpaummn B
nopsake, yctaHoBneHHoMm [lpaButenbctBoM Poccuiickoin denepaunn, Ha OCHOBaHWM MPEACTaBNEHHOrO B
YMO/IHOMOYEHHBIN  oefeparbHblii  OpraH WCMONHUTENIbHOW BRacTW 3asiBNEeHUs gepxaTens WM Brnagenbua
PEermcTpaumMoHHOro yAOCTOBEPEHNS NEKAPCTBEHHOMO Npenaparta (YnosHOMOYEHHOrO UM NNLLA).

2. 3apervcTpvpoBaHHas npefenbHas OTNyCKHAas LeHa nNpOU3BOAMTENS Ha /EeKapCTBEHHbIM npenapar,
BK/IOYEHHBLIA B MepeyYeHb XWU3HEHHO HEOOXOOMMbIX W BaXHEMWWX NeKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb
nepeperucTpmMpoBaHa B CTOPOHY YBENWYEHUS! OOMH pa3 B KaNeHOAPHOM rofly Ha OCHOBaHWW MPEACTaBNEHHOro B
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YNONHOMOYEHHbI befepanbHblli OpraH WUCMONMHUTENbHOW BnactM o 1 OKTA6pPS KaxOoro roja 3asBNeHUs
hepxartens unu snagenbua perncTpaunmoHHoro yaooCcToBEpeHns nekapcTBeHHOro npenapara (YynofHOMOYEHHOro UM
nnua).

3. 3apernctpupoBaHHas npedenbHas OTNyCKHAas UeHa MNPOM3BOAMTENS HA NEKapCTBEHHbI npenapar,
BK/IIOYEHHbIA B MepeyYeHb XU3HEHHO HeoOXOAMMBIX W BaXHEMWWX NeKapCTBEHHbIX MpenapaTtoB, MoXeT O6biTb
nepeperncTpupoBaHa B CTOPOHY CHUXEHMS HA OCHOBaHWW NPEACTaBMEHHOro B YMOMHOMOYEHHbI hefepanbHbIf
opraH WCMONMHUTENbHOM BNAcTU 3asBNeHUs AepXatens WM Bhnagenbua pPerucTpauuoHHOro YyAO0CTOBEPEHUS
nekapcTBEHHOro npenaparta (YynosaHOMOYEHHOr0 UM nua).

4. [Depxatenb WA Bnapgenel  PerucTpaumMoHHOrOo  YOOCTOBEPEHWS  NEKAPCTBEHHOrO  mpenaparta
(ynonHoMo4YeHHoe 1M nnuo) 0bsi3aH NpeacTaBnTb B YNONHOMOYEHHBIV doeaepanbHblii OpraH UCMOHATENIbHOM BNacTu
3asBfieHMe O MepeperucTpaumn 3aperucTpuMpoBaHHON MPenenbHOM  OTMYCKHOW LEeHbl MPOM3BOAMTENs Ha
NeKapCTBEHHbIA npenapaTt, BK/YEHHbI B NepeyeHb XW3HEHHO HEeoOXOOMMbIX W BaXKHEeMWuXx NeKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHUXEHWS B CNeayowWwmnx cnyyasx:

1). CHUXEHMNE UeHbl B MHOCTPaHHOW BanioTe Ha NEeKapCTBEHHbIA MpenapaTt B cTpaHe Npou3BoauTens u (Unu) B
CTpaHax, B KOTOPbIX NEKapCTBEHHbIA npenapat 3apeructTpvpoBaH W (MaM) B KOTOPble MOCTaBASETCS
NPOV3BOANTENEM;

2) CHUXXEHME LieH Ha pedepeHTHbIE NEKapCTBEHHbIE NpenapaThl B COOTBETCTBUM C NMYHKTOM 1 HacToswen yactu
(BNs COOTBETCTBYIOLWMX BOCNPON3BEAEHHbBIX, Bri0aHanoroBbix (61MoNoA06HbIX) NEKAPCTBEHHbBIX NpenapaTos);

3) npeBblileHNe NpeaenbHOM OTMNYCKHOMN LIeHbl HA NEPBbIA BOCNPOU3BELEHHbIN, BrioaHanorosbl (61MONOLO6HbIA)
NeKapCTBEHHbIA npenapaT MHOCTPaHHOro MPOM3BOACTBA HaL MNpPefefibHOM OTNYCKHOW LEeHOW NpOou3BOAMTENS Ha
BTOPO BOCMPOW3BEOEHHbIA, 6roaHanoroBblii  (6MONOAO6HbIA) NEeKapCTBEHHbLIA MNpenapart, pPacCYNTaHHOW B
COOTBETCTBMM C METOAMKOW, YyTBEpX AeHHow [NpasmTenbctBoM Poccuiickon denepaunn;

4) npeBblleHne NpeaenbHOM OTMNYCKHOM LIeHbl Ha MepBblii BOCMPOU3BELEHHbIN, HroaHanorosblii (61MonoLo6HbIRA)
NeKapCTBEHHbIN Mpenapat nNpouM3BOAMTENS rocynapctsa - 4YfieHa EBpasniickoro 3KOHOMWYECKOro coto3a Hapg,
npenenbHO OTMYCKHOW LEeHOM MPOV3BOAUTENS Ha BTOPOW BOCMPOWM3BELEHHbI, GroaHanorobili (61oNoa06HbIN)
NeKapCTBEHHbI npenapaTt npou3BoAUTENs rocynapcrtea - 4neHa EBpasvickoro 3SKOHOMMYECKOrO COKO3a,
paccynTaHHOR B COOTBETCTBUM C METOAUKON, yTBEPX AEeHHON [NpaButensctBom Poccuiickon ®enepaumm.

5. Topsgok nepepervcTpaumMm 3aperucTpyMpoOBaHHbIX NpedefibHbiX OTMYCKHbIX LUEH Npou3BOaMTENein Ha
NEeKaApPCTBEHHbIE Mpenapartbl, BKMOYEHHLIE B MEPEYEHb XU3HEHHO HEOOXOOMMbIX W BaXXHEWWWX NeKapCTBEHHbIX
npenapaTros, B Cnyyasx, NpPeayCMOTPEHHbIX YacTaMu 2-4 HACTosWen cTaTbu, ycTaHasnmeaetcs [paBMTenbCTBOM
Poccuinckon denepaumu.

6. OKOHOMWMYECKWU/ aHanu3 npenenbHON OTMYCKHOW LeHbl MPOM3BOAMTENS Ha NEeKapCTBEHHbIA npenapart,
BK/TIOYEHHbIA B nepeyeHb >XU3HEHHO HGOﬁXO,D,I/IMbIX N BaXHenwunx NneKkapcCTBeHHbIX npenaparos, nNpu ee
rocygoapCTBEHHOW perucTpaumMm unu nepeperncrpaumm ocylwecTsnsercs enepanbHbiM OpraHoM UCMONHUTENbHOW
BacTun, ocylwecTeBndarowmnm (pyHKLI,I/II/I Nno NPUHATUIO HOPMATUBHbIX MPaBOBbIX aKTOB W KOHTPONIO 3a CO6J‘I}O,£I,eHI/IeM
3aKkoHogaTenbCcTBa B cpepe rocynapCTBEHHOMO perynmpoBaHus LeH (Tapmudos) Ha ToBapbl (yCnyru).

7. Pacyet npepenbHbIX OTAYCKHbIX LIEH, yKasaHHbIX B YacTax 1 1 2 HacToswWwen ctaTb, NPU UX rocynapCcTBEHHON
perucTpaumMn WA nNepeperucTpaumMm  OCYLEeCTBNSAETCA B COOTBETCTBUM C  METOOMKON, YTBEPXAEHHOM
Mpaeutenbcteom Poccuiickon denepaunm 1 y4nTbiBatowen B TOM Yncne:

1) cobniogeHve 6anaHca MHTEPEeCOB NOTpPebuTenelt NekapCTBEHHbIX MPenapaTtoB, BK/YEHHbIX B MepeyeHb
XWBHEHHO HEOBXOOMMBIX W BaXHEWWMX NeKapCTBEHHbIX MpenapatoB, W MPOV3BOAUTENEN NeKapCTBEHHbIX
npenaparos, BK/MIOYEHHbIX B NepeYyeHb XN3HEHHO HEO6XO)J,VIMbIX N BaXHenwmnx neKkapCcTBEHHbIX NpenapaTtoB;

2) bakTuM4eckylo OTMYCKHYK LieHy Ha NneKkapCTBeHHble mpenapatbl B Poccuiickoin depepaumun, LeHy BBO3a
NekapcTBeHHbIX npenapatoB B Poccuiickylo dPefepaunio, a TakXe LEHbl Ha aHanorMyHble NeKapCTBEHHbIe
npenapartbl, Haxoaswuecs B obpalweHun B Poccuiickor denepaumnu;

3) 3atpaTbl MPOM3BOAMTENS NEeKapCTBEHHOro npenapara Ha MPOW3BOACTBO U peann3aumnio NeKapCTBeHHOro
npenapara;

4) UeHy Ha fneKkapCTBEHHbI npenapaT, €ro LUeHy B CTpaHe NpPOU3BOAMTENst M B CTpaHax, B KOTOPbIX
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nekapCcTBEHHbIN Npenapart 3aperncTpupoBaH un (VIJ'II/I) B KOTOpPbIE NOCTaBNAETCA NPON3BOONTENEM.

8. He ponyckatotca peanusaumsa u OTMYyCK NEKapCTBEHHbIX MpenapatoB, BKAOYEHHbIX B MEepeyeHb XU3HEHHO
HeobXOOUMbIX W BaXHEMWWX NEeKapCTBEHHbIX NpenapaToB, Ha KOTOpble MNPOM3BOAMTENSMU NEKAPCTBEHHbIX
npenapatoB He 3aperucTpupoBaHa npenenbHas OTMyCcKHas LeHa, peann3auns NPOoM3BOAUTENSAMU NEeKapCTBEHHbIX
npenapartoB Mo LieHaM, NPEeBbIWAOWMM 3aPEerncTpUpPOBaHHbIE NN NepeperucTpupoBaHHbIE NpeaenbHbIE OTNYCKHbIe
LieHbl Ha NeKapCTBEHHble Npenapartbl C y4eTOM Hanora Ha Ao6asBneHHyo CTOMMOCTb.

9. Ocob6eHHOCTV TrOCYLAPCTBEHHOMO PErynMpoBaHUs MNpPefenbHbIX OTMYCKHbIX LEeH MpPOW3BOAMTENEN Ha
NeKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEeoOXOOMMbIX W BaXKHEWWWUX NeKapCTBEeHHbIX
npenaparos, B 3aBUCUMOCTU OT SKOHOMUYECKUX WU (MNIM) coumnanbHbIX KPpUTEpPUEB (U3MEHEHWe yCnoBuiA, nopsgka u
CTOMMOCTU MPOM3BOACTBA /IEKAPCTBEHHbIX MPenapartoB, WCMNONb30BaHWE HOBbIX (OOPM, MeTomoB U cnocobos
rocyoapCTBEHHOrO PerynvpoBaHus UEeH Ha nekapcTBeHHble npenapatbl, B TOM 4YWUCe Ha OCHOBE MexaHu3Mma
pedepeHTHOro LeHO0Opa3oBaHUs, M3MEHEHW Mnopsiika OKasaHWs MeAULMHCKOM MOMOWM, U WHbIe WU3MEHEHMs)
ycTaHasnmsatoTcs NpasmutenbctBoM Poccuiickon ®epepaumm.

(CtaTtbs B pepakumun, BBeAeHHON B aeincTteume ¢ 7 noHa 2019 rona denepanbHbIM 3aKOHOM OT 6 MioHSA 2019 roaa
N 134-® 3. - CM. Npenbioyllyo pesakumio)

KommeHTapui k ctatbe 61

Cratbs 62. FocynapcTBeHHbIN peecTp npenenbHbIX OTMYCKHbIX LLleH Npou3BoauTenen Ha
NneKapCcTBeHHbIe npenaparbl, BK/IOYEHHbIe B NepevyeHb XU3HEHHO He06X0AMMbIX U BaXHEWNLLNX
neKapcTBeHHbIX rnpenaparos

1. 3apeructpupoBaHHbIe WM MEPEPErNCTPUPOBAHHbIE MPEAENbHbIE OTMYCKHbIE LEHbl MPOM3BOOUTENEA Ha
NeKapcTBEHHblE MpenapaTtbl, BKIIOYEHHbIe B MepeyeHb XW3HEHHO HEeOoOXOOMMbIX W BaXKHEMWnx neKkapcTBEHHbIX
npenapaTos, NoAnexart BK/IIOYEHMIO B FOCYAAPCTBEHHbIA peecTp NpefenbHbiX OTNYCKHbIX LLEeH Npon3BoanTenen Ha
NeKapcTBEHHblE MpenapaTtbl, BKIIOYEHHbIe B MepeyeHb XWU3HEHHO HEeOoOXOOMMbIX W BaXXKHEMWnx neKkapcTBEHHbIX
npenaparTos.

(HYacTtb B penakuuun, BBeeHHON B aencteune ¢ 7 nwoHsa 2019 roga ®egepanbHbiM 3aKoHOM 0T 6 nioHa 2019 roga N
134-D 3. - CM. npeblaylyio pegakumio)

2. ocynapcTBeHHbIN peecTp NpefenbHblX OTNYCKHbIX LieH NPOM3BOAMTENEN Ha nekapcTBEHHble npenaparhbl,
BK/IIOYEHHbIE B MEpeyeHb XM3HEHHO HEeOOXOAMMbIX M BaXHEMWnX nekapcTBEHHbIX NpenapaTtos, COAepXuT B cebe
cneayoLlyto MHpopMaLnto:

1) HavMeHOBaHWe JepXartens unv Bnagenbua perucTpaumoHHOro yaocToBepeHNs NekapCcTBEHHOro npenapara,
HavMeHoBaHve NPoV3BOANTENS NEKAPCTBEHHOrO Npenapara, CBeAeHus O perucTpaunm gepxarens unv snagensua
perncTpaumMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro mnpenapaTa, CBeAEeHUs O peructpauuy npousBoAnTENs
NeKapCTBEHHOro npenapara [Ans MeOuMUMHCKOro MPpUMEHEeHWs B KayeCTBe HanoronnaTenbliyka B CTpaHe
permctpaumm (ons pOCCUNCKUX IOPUONYECKMX NNL - MOEHTUMUKALVOHHBIA HOMep Hanoronnatenbwuka (MHH), ans
WHOCTPAHHbIX  IOPUANYECKUX NUL - CcTpaHa perucrpaumm, HavMeHOBaHuMe pPerucTpupyrowero opraHa,
perncTpaLmoHHbIA HOMep, KO4 Hanoronnarenblumka B CTpaHe perncrpaummn (MHKoprnopaumu) Uan ero aHanor), MecTto
Haxo>XAeHns NPOM3BOACTBEHHbIX NAOWAN0K, y4acTBYIOWMX B NpoLecce Npou3BoACTBa IeKapCTBEHHOro npenapara, ¢
yKasaHvneMm ctaguu npouecca npovM3BoaCcTBa;

(MyHkT B pepakumn, BBeeHHOW B aeiicTeue ¢ 1 aHBaps 2018 rona @ enepasnbHbIM 3aKOHOM OT 28 nekabps 2017
roga N 425-® 3. - C™. npeaployllyto peaakumio)

2) HaUMEeHOBaHWe NeKapCcTBEHHOro npenapara (MeXayHapoOHOe HenaTeHTOBaHHOE, AU FPYNNUMPOBOYHOE, NNK
XMMUYECKOe 1 TOProBoe HaMMEHOBAHUS);

(MyHKT B pepakumn, BBeaeHHoi B neictene ¢ 1 miona 2015 roga ®enepalnbHbIM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - C™. npeabioyllyo pesakumio)

3) HOMEpP PEerncTpauUroHHOro yA0CTOBEPEHNS NEKAPCTBEHHOrO Npenapara;
4) nekapcTBeHHas oopMa C yKasaHMeM OO3UPOBKM NeKapCTBEHHOrO Npenaparta 1 ero Kom4yecTsa BO BTOPUYHOM

(NoTpebuTenbckoit) ynakoBke, a TakXe KOMMIEKTHOCTb;
(MyHkT B pepakumn, BBeaeHHon B neictene ¢ 1 miona 2015 ropa ®enepasbHbIM 3aKOHOM OT 22 nekabpsi 2014
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roga N 429-d 3. - C™. npeabioylyo pesakumio)

5) 3apeructpupoBaHHas npenenbHas oTnyckHas LeHa Ha NeKkapCTBEHHbIN npenapar B pyonsx;
(MyHKT B penakumu, BBeaeHHoW B aerictemne ¢ 1 mapta 2020 roga ®enepanbHbiM 3aKkOHOM 0T 27 aekabps 2019
roga N 475-® 3. - C™. npeabioylyo pesakumio)

6) pata M HoOMep npukasa YMNoJHOMOYEHHOro doedepanbHOro opraHa WCMONHUTENbHOW BRacTu o
rocynapCTBEHHONW perncrpaumm nnm nepeperncrpauumm npenenbHom oTnyCcKHOM LUeHbl Ha neKkapcTBEeHHbIW npenapar,
BKJIOYEHHbI B NEepeYeHb XN3HEHHO HEOOX0OAMMbIX U BaXHENIWNX NEeKapCTBEHHbIX NpenapaTos;

(MyHkT B pepakumn, BBeaeHHoi B neictene ¢ 1 miona 2015 roga ®enepalnbHbIM 3aKOHOM OT 22 nekabpsi 2014
roga N 429-d3; B pepakuun, BBeaeHHOM B aeictene ¢ 7 uoHs 2019 roga depepanbHbiM 3aKOHOM OT 6 mMioHa 2019
roga N 134-® 3. - C™. npeaployllyto peaakumio)

6_1) paTta BCTynneHWs B CuAy nprkasa YMONHOMOYEHHOro doedepanbHOro opraHa MCMNOIHUTENbHOM BRacTu o
rocyLapCTBEHHON perncrpauum wnu nepeperncTpauum npenenbHON OTMYCKHOM LeHbl MNpPOM3BOAMTENS Ha
NeKapCTBEHHbIA npenapaTt, BK/YEHHbIA B NepeyYeHb XW3HEHHO HEOOXOLMMbIX W BaXKHEMWMX NeKapCTBEHHbIX
npenaparos;

(MyHKT DONONHMTENBHO BKOYEH C 7 nioHA 2019 roga denepanbHbiM 3aKoHOM 0T 6 nioHA 2019 roga N 134-9 3)

7) WTPUXOBOI KOA, HAHECEHHDI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YyNAaKoBKY NEKAPCTBEHHOr0 Npenapara;
(MyHkT mononHUTenbHO BKAoYeH ¢ 1 uons 2015 rona depepanbHbIM 3akoHOM 0T 22 aekabps 2014 roga N 429-
d3)

8) KoL  nekapCTBEHHOro npenapatra MO  aHaTOMO-TepaneBTMYECKO-XMMMYECKOW  Knaccudpukaumm,
pekoMeHAoBaHHOW BceMnpHOo opraHnsaunert 30paBooOXpaHeHuns.

(MyHkT pononHuTenbHo BKAoYeH ¢ 1 uonsa 2015 rona depepanbHbIM 3aKOHOM 0T 22 aekabps 2014 roga N 429-
D3)

3. [ocynapcTBeHHas perucTpaums unum nepepeructpaums npenenbHbiX OTAYCKHbIX LEeH Ha NeKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B MEPEYEHb XN3HEHHO HEOOXOANMBIX N BAXHENWNX NEKAPCTBEHHbIX NPenapaToB, BeAeHNe
rocyoapCTBEHHOrO peectpa npefenbHbiX OTAYCKHbIX LEeH MpoM3BOAUTENEA Ha NeKapCTBEHHble npenaparthbl,
BK/IIOYEHHBIE B MEPEYEHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEWWMNX NEKAPCTBEHHBIX NMPenapartoB, OCYLLECTBNSIOTCS B
nopsake, yctaHosneHHoM lNMpaentenscteoM Poccuiickon denepaumu.

(YacTtb B penakuuun, BBeLeHHON B aencteune ¢ 7 nwoHsa 2019 roga ®egepanbHbiM 3aKoHOM 0T 6 nioHa 2019 roga N
134-®3. - CM. npeaplayluyo peaakumio)

KommMeHTapuii Kk ctatbe 62

Crartbsi 63. YcTaHOBNEHMe opraHamm UCNONHUTENbHOW BnacTn cyobekToB Poccumnckon depepauum
npenenbHbIX pa3MepoB ONTOBbIX HaA0aBOK U NpeaesbHbIX pa3MepoB PO3HUYHbIX HaJ6aBoOK K
haKkTMYeCKUM OTMYCKHbIM LileHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENSIMU NIeKapCTBEHHbIX
npenaparoB, Ha /ieKapCTBEHHble Npenaparbl, BK/IIOYeHHbIe B NepeyeHb XU3HEHHO HE0OX0AUMbIX U
BaXHeWLUX NneKkapCcTBeHHbIX Npenaparos

(HanmeHoBaHve B pefnakumn, BBeaeHHoN B feicteue ¢ 1 mapta 2020 ropa ®epepanbHbIM 3aKOHOM OT 27 fekabps
2019 rona N 475-d3. - CM. npeaplayluyto peaakuuio)

1. OpraHbl ncnonHMTENbHOM BNactu cybbekToB Poccuiickoin depepaumm yctaHaBnnBaoT npeaenbHble pa3Meps
onTOBbIX HAAbaBOK M npenesibHble pa3Mepbl PO3HMYHbIX HAABaBOK K PaKkTMYECKUM OTMYCKHbIM LieHaMm (6e3 yyeTa
Hanora Ha [oOaBfEHHYID CTOMMOCTb), YCTAHOB/IEHHLIM MPOM3BOAUTENSIMU NEKAPCTBEHHbIX MpernapaTtos, Ha
NeKapCTBEHHblE NpenapaTtbl, BKMOYEHHblE B MEepPeyYeHb XWU3HEHHO HEeobXOOMMbIX W BaXXHEWWMX NeKkapCTBEHHbIX
npenapaTros, B COOTBETCTBUM C YTBEPXAEHHOW B nopsake, ycTtaHoBneHHoM [lpaButenbctsom Poccuiickomn
depnepaunmn, METOAMKOW YCTAHOBMEHUS OpraHamu WCMOMHUTENbHOW Bnactu cybbekToB Poccuiickoin denepaunm
npenenbHbIX Pa3MEPOB OMTOBbIX HaABaBOK W MpeAenbHblX Pa3MEpPOB PO3HUYHBIX HanbaBOK K PaKTUYECKUM
OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOV3BOANTENSAMN NIeKapCTBEHHbIX Npenaparos, Ha JiekapCTBeHHbIe npenaparhbl,
BK/IIOYEHHbIE B NEPEYEHb XUIHEHHO HEOBXOOMMbIX M BaXKHENWNX NekapCTBEHHbIX npenapaTtoB. [poekThl peleHunit
OpraHoB MCMONHMUTENbHOW Bnactu cybbekToB Poccuiickon depepaumm 06 yCTAHOBAEHUWA WU (MAN) WM3MEHEHWU
npenenbHbIX Pa3MEpPOB OMTOBbIX HAABaBOK W MpefebHblX PAa3MEpPOB PO3HUYHBIX HanbaBOK K PaKTUYECKUM
OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMIN NEeKapCTBEHHbIX NPenapaTos, Ha nNekapCcTBEHHbIE nNpenaparsl,
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BK/IIOYEHHbIE B MEpPeYeHb XWU3HEHHO HEOOXOOMMBbIX W BaXHEMWWX NeKapCTBEHHbIX NpenapaTos, nognexart
COrnacoBaHuio C YNoMHOMOYEHHbIM cpedepanbHbIM OPraHoM UCMOHNTENbHON BNACTW, OCYWECTBASIOWNUM PYHKLUN MO
MPUHATUIO HOPMAaTUBHbLIX MPAaBOBbIX aKTOB W KOHTPONO 3a cobnogeHneM 3akoHopaTenbctBa B cdepe
rOoCynapCTBEHHOrO perynumpoBaHus uUeH (TapudpoB) Ha ToBapbl (ycnyru), B MOpsanke, YCTAHOBMEHHOM
lMpasutenbctBOM Poccuinckon denepauun.

(Hactb B pepakuun, BeeneHHo B Aerictene PepepanbHbiM 3akoHoM oT 13 wons 2015 roga N 241-d3; B
pelakuuun, BBefeHHOW B aelicteme ¢ 1 mapta 2020 rona denepanbHblM 3akoHOM 0T 27 aekabps 2019 ropa N 475-
®3. - CM. npeablayuyto penakumio)

2. OpraHusaumm onToBON TOProBAN NEKAPCTBEHHBLIMW CPEACTBaMM, anTeyHble opraHv3aummn, MHAMBUAOyanbHbIe
npeanpuHUMaTeny, UMewWwne nNUUEH3NK Ha ¢apMaLeBTUYEeCKy0 OesTeNbHOCTb, MeOUUWHCKUE OpraHm3auuu,
MMelowme NNLEH3NI0 Ha papMaLeBTUYecKYo OesiTeNbHOCTb, U nx obocobneHHble noapasaeneHus (ambynaropun,
oenbawepckme u Oenbalepcko-akywepckme nyHKTbl, LUEHTPbl (oTaeneHus) obwei BpadvebHON (cemeiHow)
NpPakTUKK), PacnonoOXeEHHbIE B CENbCKUX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHum3auuu,
OCYLWECTBASAT peanv3aumnio NeKapCTBEHHbIX MPEenapaToB, BKIIOYEHHBLIX B MepPeYeHb XU3HEHHO HEOOXOAMMbIX U
BaXXHEWWNX NEKapCTBEHHbIX MpenapaTtoB, MO LEeHaM, KOTopble (OOPMUPYKOTCS B COOTBETCTBUM C MOPSOKOM,
ycTaHoBneHHbIM [MpaButenoctBoM Poccuiickoin depepaumm, n yposeHb KOoTopbix (€3 yyeta Hanora Ha LobaBneHHyo
CTOUMOCTb) He [ONIXEH npeBblwaTtb CyMMy akKTUYECKOW OTMYCKHOW LEHbl, YCTAHOBNEHHOW MNpOM3BOAMTENEM
NeKapCTBEHHOro npenapara, He MNpeBblwalowen 3aperncTpupoBaHHON MNKM MepeperncTprpoBaHHOn nNpenesibHOoN
OTNYCKHOW LieHbl NPON3BOANTENS (Ha JaTy peanu3aunn nekapCTBEHHOro npenapara npovu3soauTenem), n pasmepa
OnTOBOW Hanbaeku 1 (MK) pasMepa PO3HUYHON HanbaBku, He NPEBLIWAIOWMX COOTBETCTBEHHO pa3Mepa NpeaenbHow
onToBoW HagbaBkm W (MNKU) pasMepa NPenenbHON PO3HNYHOW HanbaBkuW, YCTAHOBIEHHbLIX B cy6bekTe Poccuiickoit
depnepaumu.

(Hactb B penakuum, BBeeHHo B feicteme ¢ 1 mapTa 2020 rona depepanbHbiM 3aKoHOM OT 27 aekabps 2019
roga N 475-90 3. - CM. npeabioyllyo pesakumio)

3. OpraHbl ucrnonHuTenbHol Bnactn cybbektToB Poccuiickoin depepaunm pasmewaot B cetn "MHTepHet"
MHpopMaLmMio O 3aperucTpuUpoBaHHbIX MpefeNibHbiIX OTMYCKHbIX LeHax Mpou3BoOUTENer Ha eKkapCTBEHHbIe
npenapartbl, BK/OYEHHbIE B MEPEYEHb XW3HEHHO HEOBOXOAMMBbIX M BaXHEMWMX NeKapCTBEHHbIX MpenapaTtos, 06
yCTaHoBNeHHbIX B CcybbekTe Poccuiickon dPepepaunn npefenbHbiX pasmepax ONToBbIX Hanbasok u  (Mnwn)
npenenbHbIX pasMepax PO3HWYHbIX HAABaBOK K YCTAHOBMIEHHbIM MPOWM3BOAUTENSIMW NIEKApPCTBEHHbIX MpenapaTos
(PaKTNYECKMM OTMYCKHBIM LlEHaM Ha NeKapCTBEHHble NpenapaTthl, BKIOYEHHbIE B NEPEYEHDb XUIHEHHO HEOOXOAMNMBIX
N BaXXHEMNWMX NeKapCTBEHHbIX MPenapaToB, a TakXe O CyMMe 3aperucTpupOBaHHbIX NpedefbHbiX OTNYCKHbIX LEH
Npoun3BOAMTENEN HA NEKAPCTBEHHbLIE MpenapaTthl, BKIHOYEHHbIE B NEPeYeHb XMUIHEHHO HEODOXOOMMbBIX U BaXKHERWMNX
NneKapCTBEHHbIX NMPenapaToB, yCTaHOBEHHbIX B cy6bekTe Poccuiickoin depepaunm npenenbHbiX pa3MepoB ONTOBbIX
HanbaBoK U npenenbHbIX PasMepoB PO3HMYHbLIX HaAbaBOK M Hanora Ha AobaBneHHyl CTOMMOCTb. VHdpopmauwms,
npenycMOTPEeHHasa HacTOSWeN 4acTblo, AOMXHA HAaX0OMTbCS TakXe B anTeyHbiXx OpraHm3auusx B AOCTYMHOW Ans
BCEX 3aVHTEPECOBaHHbIX NULL oopMe 1 OOHOBNSTLCA MO Mepe ee pasMelleHVs OpraHammn WCMONHUTENbHOW BNacTtu
cybbekToB Poccuiickoint denepaumm B cetn "MIHTepHeT".

(HacTb B penakuwmm, BBeneHHol B gelicteme ¢ 1 mapTta 2020 rona denepancHblM 3aKOHOM OT 27 aekabps 2019
roga N 475-® 3. - CM. Npeaployllyto peaakumio)

4. YacTtb yTpaTtuna cuny ¢ 1 mapta 2020 rona - deaepanbHblii 3akoH 0T 27 gekabps 2019 roga N 475-d3 . - Cwm.
npeablaylyo pegakumio.

KommeHTapui k ctatbe 63

MnaBa 13. MoHUTOPUHT 3dhchekTMBHOCTU U 6€30NaCHOCTU NeKapCTBEHHbIX Npenapartos,
Haxopswmxcs B obpaweHum B Poccuickon depepaumm

(HanmeHoBaHve B pefakuuu, BBeeHHoN B feicteue ¢ 1 mions 2015 rona ®@enepanbHbiM 3aKOHOM OT 22 fekabps
2014 roga N 429-d 3. - CM. npeblayLwyto penakLumio)
Crartbs 64. ®apmakoHan3op

1. JlekapcTBeHHble Npenapartbl, Haxoaswmecs B obpaueHun B Poccuiickoi @epepaumm, nognexar MOHUTOPUHTY
ahhekTUBHOCTU 1 6e30MacHOCTM B LENAX BbISBNEHUS BO3MOXHbIX HEraTWBHbIX MOCNEACTBUIA WX MPUMEHEHUS,
WHOMBMAYANbHON HENepeHOCMMOCTU, NpedynpeXAeHUs MenUUMHCKMX paboTHMKOB, cneuuanicToB B obnacTu
BeTepuHapun, MauMeHTOB WAW BnadefibLeB XUBOTHbIX W WX 3alWUTbl OT MPUMEHEHUS TakuxX NeKapCTBEHHbIX
npenaparos.

(HacTb B pepakumun, BBeaeHHon B gencteune ¢ 13 asrycta 2019 roga denepanbHbIM 3aKOHOM OT 2 asrycta 2019
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roga N 297-® 3. - C™. npeabioylyo pesakumio)

2. ®dapmakoHan3op OCyLeCTBNSeTCS COOTBETCTBYIOWMM  YNOMHOMOYEHHbIM  dbefepanbHblM — OpraHoM
WCNONHUTENBHOWM BNacTV B YCTAHOBNEHHOM UM MOpsiAKe MyTEM aHanuaa npenoctaenseMorn cybbektamy obpalleHms
NeKapCTBEHHbIX CPeACTB MHopMaumm O MOOOYHbIX AENCTBMSAX, HexXenaTenbHbIX peakumsx, CepbesHbIX
HeXenatenbHblX peakunsx, HenpenBUOEHHbIX HEXENaTeNbHbIX peakumsix npu MNPUMEHEHUM NEeKapCTBEHHbIX
npenapartos, 06 MHOMBUAOYaNbHOW HENEepPeHOCUMOCTH, OTCYTCTBUM 3CPPEKTUBHOCTU NEKAPCTBEHHbIX NpenapaTos, a
Takxe 00 WHbIX pakTax M 06CTOSATENbCTBAX, NPEACTaBNSIOWMX Yrpo3y XW3HW UAN 300POBbIO YenoBeka nmbo
XMWBOTHOTO NPV MPWMEHEHUN NeKapCTBEHHbIX MpenapartoB W BbISBNEHHbIX Ha BCex aTanax obpaleHus
neKkapCcTBeHHbIX NpenapaTtoB B Poccuiicko denepaumm n opyrux rocyaapcraax.

3. Cyb6bekTbl 06paleHns nekapcTBeHHbIX CPEACTB B NOPSLKE, YCTAHOBIEHHOM YNONHOMOYEHHBIM helepanbHbiM
OpraHoM UCMONHWUTENbHOM BnacTu, 06s3aHbl coobwaTb B YNONHOMOYEHHbI doenepanbHblii opraH UCNONMHUTENbHOM
BNacT O NOOOYHbIX [OENCTBUSX, HeXenaTeslbHblX pPeakuusix, CepbesHblX HeXenaTeNbHblX —peakuusx,
HenpenBMAEHHBLIX HeXenaTenbHbIX peakumnsax npu NPUMEHEHUW NeKapCTBEHHbIX npenapatos, 06 WHAMBMAYaNbHO
HenepeHoOCUMOCTH, OTCYTCTBUM 3XEEKTMBHOCTA NEKAPCTBEHHbIX MpenapaTtoB, a Takxe 06 WHbIX dakTax u
obCcTOATENbCTBAX, NPEACTABNSIOWNX Yrpo3y XW3HW UM 300POBbIO 4enoBeka NMbo XUBOTHOTO MPW NPUMEHEHUN
NeKapCTBEHHbIX MPenapaToB U BbISIBNEHHbIX HA BCEX aTanax obpaleHns nekapcTBeHHbIx npenapaTtos B Poccuiickoi
depepaunun 1 gpyrux rocynapcraax.

4. NepxaTtenu nnun Bnagenblbl PErMcTPaLMOHHbIX YLOCTOBEPEHUI NEKAPCTBEHHbBIX NPEnapaToB, lopuanYeckme
nMua, Ha WMMS KOTOPbIX BblOaHbl pPa3peleHns Ha MPOBEOEHWE KIMHUYECKMX uccnepgoBaHuii B Poccuiickoi
depepaunmn, nmbo YNONHOMOYEHHbIE UMW Apyrve lopuauydeckue nvua B pamkax obecnedveHusi 6e30macHOCTU
NEKAPCTBEHHBLIX MpenapatoB B MOpsAKe, YCTAHOBNEHHOM COOTBETCTBYIOWWM YMNOMHOMOYEHHbBIM henepanbHbIM
OpraHoM UCMOJIHUTENbHOW BRacTW, 0053aHbl OCYLWECTBASTb MpMEM, y4yeT, obpaboTky, aHanM3 u XpaHeHue
nocTynamwmnx B nx agpec oT cybbekToB obpalleHns NekapCTBEHHbIX CPEACTB 1 OpraHoB rocynapCTBEHHON BNacTu
coobuweHnn 0 NoBOYHBbIX OEWCTBUSAX, HEXENATENbHbIX Peakumsx, Cepbe3HbiX HeXenaTeNbHbiX U HenpenBULEeHHbIX
HexXenaTtenbHbIX peakumsax npu NPUMEHEHUN NEKAPCTBEHHbIX NpenapartoB, 06 0COBEHHOCTSAX UX B3aMMOLENCTBUS C
OPYrMMU NeKapCTBEHHbIMM NpenapaTtamv, WHOMBUAYaNbHOW HEMEePEeHOCMMOCTW, a TakXe 00 WHbIX dakTax u
obcToATENLCTBAX, NPEACTABNASAWMX YIPO3y XU3HU UM 300POBbI0 YeNoBeka NMOO XMBOTHOMO WMAWN BAUSIOWMX HA
N3MEHEHMNE OTHOLEHNS 0XMAAEMON MOJb3bl K BO3MOXHOMY PUCKY MPYMEHEHNS IEKAPCTBEHHbBIX MPEnapaTos.

5. MNpw BbISIBNEHUN NHEPOPMALMM O CEPbE3HbIX HEXENATENbHbIX PeakUMsx N HENPeaBUAEHHbIX HeXenaTenbHbIX
peakuusx npu MNPUMEHEHWN NeKapCTBEHHbIX npenapaTtoB, 06 OCOGEHHOCTAX WX B3aMMOLEWCTBUS C APYruMU
NeKapCTBEHHbIMU NpenapaTamu, MHAMBUAYanbHOW HENEePEHOCHMOCTH, a TakXe 06 MHbIX dpakTax 1 06CToATENbCTBAX,
B/MSIOWNX HA W3MEHEHWE OTHOWEHWS OXMAAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NEKapCTBEHHbIX
npenapatoB, AepXaTenm Wnu BRagenblbl PEerucTpaunoHHbIX YAOCTOBEPEHWA NEeKapCTBEHHbIX MNpenapartos,
lopuamyeckme nuua, Ha UMS KOTOPbIX BblAaHbl paspelleHns Ha MNpoBeAeHUe KIMHWYECKUX WCCNeaoBaHuii B
Poccuitickoin Penepaumn, nnbo ynonHOMOYEHHblE UMW Opyrue lopuanydeckue nuvua o0653aHbl MPUHSATL Mepbl,
HanpaBfEHHble Ha YCTPaHeHWe HeraTuBHbIX MOCNEACTBUI MNPUMEHEHUS TakWX NEeKapCTBEHHbIX Mpenapartos,
npenynpeXaeHne NpUYNHEHNs Bpeaa XusHu Uv 300POBbI0 YenoBeka NnMbo XMBOTHOrO, 3aLWMTY UX OT NMPUMEHEHNS
Takux NeKapCTBEHHbIX NMpenapartos, Ha AONONHUTENbHbIA CO0P AaHHbIX 06 aPPEeKTUBHOCTM 1 6e30NacHOCTM Takux
NeKapCTBEHHbIX NPenapaTos.

6. 3a HecoobLLeHVe N COKpbITUE MHPOPMaLMK, NPeayCMOTPEHHON YacTbio 3 HacTosWen cTaTby, Aepxarenu
unn Bnagenblbl PerncTpauMoHHbIX YOOCTOBEPEHUI JNleKapCTBEHHbIX Mpenaparos, topuanyeckne nvua, Ha ums
KOTOpbIX BblAaHbl pa3peleHns Ha MNpPOBEAEHWE KMHWYECKMX uccnepoBaHuii B Poccuiickoin Penepaumn, nnbo
yrNoJ/IHOMOYEHHbIe UMW Opyrue topunanyeckme nuua, a Takxe OOJIXXHOCTHble nuua, KOTOPbIM 3Ta uHpopmauuns crana
M3BecTHa Mo poay Wux npodpeccuoHanbHoM OeATeNbHOCTM, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickoii Penepaumm.

7. MNpwn nonyyeHnn ynonHOMOYEHHbIM doefepanbHbIM OPraHoM UCMOIHUTENBHOM BNACTW B paMKax OCYLECTBEHNS
UM hapMakoHa30pa [0Ka3aTeNbCTB O HECOOTBETCTBUN NIEKAPCTBEHHOMO Npenaparta yCTaHOBEHHbIM TpeboBaHWsM
UM MPU  MONYyYEeHUU UWHoPMaUMM O HECOOTBETCTBMM MAaHHbiX 006 3PdeKTUBHOCTM U 0 6e3omnacHocTy
NeKapCTBEHHOro npenapata AaHHbIM O JIeKapCTBEHHOM npenapare, CcodepXawummcss B WHCTPYyKUMM MO ero
NPYMEHEHWIO (B TOM 4YWCNE BbISBNEHHbIX B XOAe OCYLWeECTBNEHNs apmakoHansopa KOHTPONbHO-HAA30PHbIMM
opraHamuM MWHOCTPaHHbIX rOCYyAapcCTB), YMOMHOMOYEHHbIM (pbedepanbHblii OpraH WCNOMHUTENbHONW BRactTu B
YyCTaHOBJIEHHOM UM MOPSAAKE paccMaTtpuvsaeT BOMPOC O MPUOCTAHOBJIEHUN MPUMEHEHUS TakKoro neKapCTBEHHOro
npenapara.

(Ctatbs B pepakumu, BBeaeHHon B nenctene ¢ 1 mong 2015 rona ®enepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-d 3. - CM. Npeabioyllyo pesakumio)

[IOKYMEHT nMeeT pefakLmio C USMEHEHUAMU, He BCTYNMBLUMMU B cuily. CM. sipabik "Pegakuumn" BHuMaHue! IOKyMeHT C U3MEHEeHUSMU 1 AOMNOJIHEHUAMM
(HoBas pegakuus). O nocaenyOLNX U3MEHEHMAX CM. ApPJIbIK "OnepaTuBHasa nHdopmaumsa”
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT


javascript:;

06 obpalleHnn NeKapCTBEHHbIX CPeACTB (C u3MeHeHMAMN Ha 3 anpens 2020 rona) CTtpaHunua 104
®epnepanbHbivi 3aKOH OoT 12.04.2010 N 61-03
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Crartbs 65. anIOCTaHOBﬂeHVIe npuMeHeHus NeKkapCcTBeHHOro npenapara

1. Mpwv NonyyYeHUn NHpopMaLmMM O HEXENATENbHbIX PeakUMsaX Npy NPUMEHEHNN NIeKapCTBEHHOrO npenapaTa, He
yKasaHHbIX B MHCTPYKLIMW MO NMPUMEHEHWIO NEKAPCTBEHHOro npenapara, CepbeaHbiX HeXenaTenbHblX peakuusx, 06
0COBEHHOCTSIX ero B3avMOAENCTBMS C LOPYrUMK NeKapCTBEHHbIMM MpenapaTtami, KOTOpble MOryT MNpeacTaBnsaTb
Yyrposy XMW3HU UK 300POBbi0 Yenoseka NMbo XMBOTHOMO, @ TaKXe O HECOOTBETCTBUMN AaHHbIX 06 3 EKTUBHOCTY 1
0 6e30MacHOCTU NeKapCTBEHHOrO npenapaTa AaHHbIM O NeKapCTBEHHOM npenapaTte, COAEPXalMMCsl B UHCTPYKLMM
Mo ero MPWMEHEHWIO, B TOM 4YMCNE OT YMOJHOMOYEHHbIX OPraHoB MHOCTPAHHbLIX FOCyLapcTB, OOMEH KOTOpOii
OCylleCTBNSIeTCS B COOTBETCTBMM C  COrNAWEHMsSIMU  MeXOy YMNONHOMOYEHHbIM dbeaepanbHbIM - OpraHoM
WCMONHUTENBbHOW  BNAacT W YNOMHOMOYEHHbIMW  OpraHamyM  WMHOCTPaHHbIX  FOCYLApPCTB,  YNMOAHOMOYEHHbIN
henepanbHblii OpraH MCMONMHWTENbHOM BRAcTM paccMaTpvBaeT BOMPOC O BO3MOXHOCTW MPUOCTaHOBIEHNS
obpalleHns Takoro nekapCTBEHHOro npenapaTta B MOPsSAKE, YCTAHOBNEHHOM YMOMHOMOYEHHbIM hefepanbHbIM
OpraHoM VCMONHUTENbHON BRacTy.

2. Mpn HEUCNONHEHUN VAWM HeHanNeXxalleM WCMOSHEHUU AepXaTensMu unv Bnamnefbuamym peructpauroHHbIX
yLOCTOBEPEHUI NEKAPCTBEHHBLIX MPEnapaToB, PUANYECKUMN NULAMU, HA MMS KOTOPbLIX BblOaHbl paspeleHns Ha
npoBedeHNe K/MHUYECKMX wuccnepoBaHuin B Poccuiickoin denepauun, UnM ynofHOMOYEHHBIMU UMW  OPYFUMU
IOpPMAONYECKMU NMUAMK 00S3aHHOCTEN, YCTAHOBNEHHbIX YacTsmum 3 u 4 crtatbu 64 Hactoswero dPenepanbHoro
3akoHa, nubo B cnyyYasx MPencTaBNeHUs COOTBETCTBYIOWMM  YMOJSIHOMOYEHHBIM  (pedepasnbHbiM  OpraHoM
WCMONMHUTENBbHOM  BNAcTW  3aK/IIOYEHUS O HEOOCTOBEPHOCTM  PEe3yNbTaTOB  KAMHWYECKOrO  MCCNefoBaHus
NeKapCTBEHHOrO npenapata NS MEeLMUMHCKOrO MPUMEHEHUSl, KOTOPOE OCHOBaHO Ha pe3ynbTaTtax MpOBEpPKU
MEOMLMHCKON OpraHm3aumu, npOBOAMBIIENA YKa3aHHOE KIMHUYECKOE WCCNEeLOBAHME C HapyweHUeMm npasun
Hagnexalen KIMHMYEeCKOW NpakTWKW, W MPUBENO K MOMYYEHWIO HELOCTOBEPHbIX pe3ynbTatoB, nmbo B crnyyae
HEBLINONHEHNA MPEeAnMCaHUs, BbIOAHHOTO YNMONHOMOYEHHbIM helepanbHblM OPraHoM WCMONHUTENbHOW BRactu no
uToramM OCyWecTBleHNs BbIGOPOYHOrO KOHTPONS KayecTBa JIeKAPCTBEHHOrO rMpenaparta, YrnoSHOMOYEHHbIN
oenepanbHbii  OpraH WCMOMHWUTENBHOW BRACTW B YCTAHOBNEHHOM WM MOPSLKe paccMaTpuBaeT BOMPOC O
NMPVOCTaHOBNEHUN NPUMEHEHNS TaKoro NeKapcTBEHHOro npenapara.

3. YNONHOMOYeHHbI dheaepanbHblii opraH WCMOMHUTENbHOW BNactu npu npenctaBfeHuM emy CBeAeHuin o
HEeCoOTBETCTBMM NPON3BOAUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHUSAM Npasun Hannexauwen nponsBoACTBEHHOM
NPakTUKM U (MNM) O HaPYWEHUM NULEH3UOHHbIX TpeboBaHWiA, KOTOpble Obinv BbISIBNEHbl B X04€ NPOBEAEHWS
WHCNEKTUPOBAHNS NPON3BOONTENS NEKAPCTBEHHbIX CPEOCTB UM OCYLLECTBIEHNS NULLEH3NOHHOIO KOHTPONS B cdpepe
NMPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB W NPUBENN WAW MOTYT TMNPUBECTUM K TMPOVU3BOACTBY JIEKApPCTBEHHbIX
npenapartos AN5 MEAMNLMHCKOrO NPUMEHEHNS, NPUYNHUBLLKMX MW CNIOCOBHBIX MPUYNHUTL BPEL, XMWU3HW UK 300POBbIO
rpaxgaH, paccmatpveaeT BOMpOC O NMPUOCTAHOBIEHUM NPUMEHEHWS NEKAPCTBEHHbIX NMpenaparos A1 MeauLUHCKOro
NPUMEHeHNs B yCTAHOB/IEHHOM UM MOPSKE B CNeOyoWmX cnyyasx:

1) coctas 1 (MAN) TEXHONOrMs NPOM3BOACTBA NEKapPCTBEHHOro npenaparta AN MeAuUMHCKOro NpuMeHeHns (c
onucaHneM cTaiuin NpPon3BoACTBA) OTNYAIOTCA OT 3asBIEHHbIX B PErMCTPALNOHHOM JOCbE;

2) NexapCTBEHHbIV Npenapat 4ns MeaUUMHCKOro NPpUMeHeHNs Npov3BeaeH Ha NPOM3BOACTBEHHON Niowanke, He
yKa3aHHOI B permcTpaumoHHOM LOChE;

3) y npousBoOMTENS NEeKapCTBEHHbIX CPeACTB OTCYTCTBYIOT OOKYMEHTbl, MOATBEpXOalowmne COOTBETCTBUE
KayecTBa NEKApPCTBEHHOrO npenapaTta Ans MeAUUMHCKOro MPWMEHEHWs, BBOAMMOrO B rpaxgiaHckuii obopor,
TpeboBaHNAM, YCTaHOB/IEHHBLIM MPU €ro rocyLapCTBEHHON perucTpaunm;

4) NpoM3BOOANTENEM NEKapPCTBEHHbIX CPEACTB B COMMacoBaHHbIA C COOTBETCTBYIOWMM YMNOSHOMOYEHHbBIM
henepanbHbiM OPraHoM WUCTMONHUTENbHOW BNACTU CPOK HE YCTPaHEHbI HapylleHnst TpeboBaHmWiA NpaBun Haanexalwlei
NMPON3BOLACTBEHHOW MPAKTUKKM U (MAM) NNLEH3NOHHBIX TPeboBaHuiA, KOTOpble Oblfv BbISBEHBI B XOAE MPOBELEHUS
WHCNEKTUPOBAHNS NMPON3BOANTENSA NEKAPCTBEHHbBIX CPEACTB U/ OCYLLECTB/IEHNS JIMLLEH3NOHHOIO KOHTPONS B cdepe
NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB W NPUBEAN WAW MOTYT MNPUBECTM K MPOM3BOACTBY NIeKapPCTBEHHbIX
npenapartos LN MeOVLMHCKOrO NPUMEHEHMNS, NPUYUHUBILMX UKW CMOCOOHBIX MPUYUHUTD BPEL XWU3HU UMK 300POBbIO
rpaxaaH.

(Hactb mononHuTenbHO BKoYeHa ¢ 15 mnioHsa 2018 ropga PenepanbHbiM 3aKoHOM OT 4 mioHsa 2018 roga N 140-
»3)
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4. YnonHOMOYeHHbI dheaepanbHbIdi OopraH WCMONHUTENbHOA BNactu MNpW HanMuyMum y Hero CBeAeHWA O
HEeCOOTBETCTBMM NPON3BOANTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHUSAM NpasBun Hannexauwen nponsBoACTBEHHOM
NPakTUKM U (MNM) O HAPYWEHUM NULEH3UOHHbIX TpeboBaHWiA, KOTOpble ObinM BbiSIBNEHbl B X04e NPOBEAEHMS
WHCNEKTUPOBAHNS NPON3BOANTENSA NEKAPCTBEHHbIX CPEOCTB UM OCYLLECTBIEHNS NTULLEH3NOHHOI0 KOHTPONSA B cdpepe
NMPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB W NPUBENN WAW MOTYT MNPUBECTUM K TMPOW3BOACTBY JIEKapPCTBEHHbIX
npenapartoBs AN8 BETEPUHAPHOrO NPUMEHEHNS, MPUYUHUBLLMX UK CMIOCOBHBIX MPUYMHUTD BPEL XW3HU UK 300POBbIO
XWBOTHbIX, paccMatpmeaeTt BOMPOC O MPWOCTAHOBNIEHUN peann3aunyv n NPUMEHeHUs IeKapCTBEHHbIX npenapaTos
N1 BETepUHApHOro NpUMeHeHs B yCTaHOBIEHHOM UM NOPsOKe B CNenyoWwmx cryyasx:

1) cocTaB u (MNK) TEXHONOrMA NPOM3BOACTBA NIEKAPCTBEHHOrO Npenapara ANns BETePUHAPHOro NpMMeEHeHns (c
onucaHveMm cTaguini NPoOM3BOACTBA) OTAMYAIOTCA OT 3asIBNEHHbIX B PErUCTPALVNOHHOM OOCbE;

2) NnekapCTBEHHbI Npenapat Ans BEeTePUHAPHOro NMPUMEHEHNS NPOW3BELEH HA NMPOW3BOACTBEHHOW Mnowamnke,
He yKa3aHHOW B PermcTpaumoHHOM LOCbE;

3) y npousBoAUTENS NEKaApPCTBEHHbIX CPEeACTB OTCYTCTBYIOT AOKYMEHTbl, MOATBEpXJAalwme COOTBETCTBUE
KayecTBa /leKapCTBEHHOro npenaparta Ans BEeTepPUHAPHOro MPUMEHEHWs, BBOAUMOrO B rpaXx.nOaHckuii obopor,
TpeboBaHNAM, yCTAHOB/IEHHLIM NPW €ro rocy4apcTBEHHON pernctpaunm;

4) NpoM3BOOANTENEM NEKapPCTBEHHbIX CPEACTB B COMMacoOBaHHbIA C COOTBETCTBYIOWMM YMNOSHOMOYEHHbBIM
oenepanbHbIM OpraHoM UCMONHUTENBHOM BNACTW CPOK HE YCTPaHEHbI HapyLleHns TpeboBaHWin NpaBun Haanexallen
NPON3BOLACTBEHHOW MPaKTUKKM U (M) NNLEH3MOHHBIX TpeboBaHuiA, KOTopble Bblfiv BbISIBNEHbl B XOAE MPOBELEHUS
WHCMNEKTUPOBAHNS NPOU3BOANTENS NEKAPCTBEHHbBIX CPEACTB UM OCYLLECTBIEHNS IMLLEH3UOHHOIO KOHTPONS B cdepe
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB W NPUBEAN WAWM MOrYT MNPUBECTM K MPOM3BOACTBY NIeKapCTBEHHbIX
npenapartoB N5 BETEPUHAPHOrO NPUMEHEHNS, NPUYMHMBLLMX UMW CNOCOOHBIX NPUYMHUTL BPEL XWU3HU UK 3L0POBbIO
XMBOTHbIX.

(HacTtb pononHuTenbHo BkAYeHa ¢ 15 nioHa 2018 roga denepanbHbIM 3akoHOM OT 4 nioHs 2018 roga N 140-
D3)

C 1 sHBaps 2023 roga PenepanbHbiM 3akoHOM 0T 27 aekabpst 2019 rogpa N 475-P3 ctaTtbst 65 HacTosAwero
®depnepanbHoro 3akoHa byaeTt moonosHeHa YyacTsmm 5 u 6.

(CtaTbsa B pepakumu, BBeaeHHoM B feicteue ¢ 1 mons 2015 rona ®enepanbHbiM 3aKOHOM OT 22 nekabps 2014
roga N 429-® 3. - CM™. Npeabloyllyto peaakumio)

KoMmmeHTapuii kK ctatbe 65

Crartbsl 66. UHdpopMmaumsa o pe3ynbTatax cpapmakoHan3opa

YNOMHOMOYEHHBIN cheneparnbHbiii OpraH UCMOMHUTENbHON BNacTU, OCYLWECTBASIOWMIA dapMakoHaasop, no ero
pesynbTatam pasMellaeT Ha CBOEM opumumanbHOM canTe B ceTn "IHTepHeT" nHbopMaumio o:

1) BblSABNEHNN HOBbIX MOATBEPXAOEHHbIX OAHHbIX O NoBoYHbIX ,D,eVICTBVIFIX, HeXenaTtenbHbIX peakuusax, Cepbe3HblX
HeXenaTtenbHblX peakunsax, HenpeaosuOoeHHbIX HeXenaTteNbHbIX peakuuax npu npuMeHeHnm nekapCTBeHHOro
npenapara, B TOM 4Yncne snnarowmnx Ha OTHOWEHne O)KVIJJ,aeMOVI NoNnb3bl K BOBMOXHOMY PUCKY NMPUMEHEHNA OAHHOIro
NeKapCTBEHHOro npenapara;

2) NPUHATBIX PeLWeHNsaX 0 BHECEHUWN U3MEHEHWUA B MHCTPYKLMIO MO NMPUMEHEHMIO NeKapCTBEHHOro npenapara, o
MPUOCTAHOBNEHUN MPUMEHEHUS NEKAPCTBEHHOro npenapata, 06 u3bATUM U3 06palleHnst NeKapCTBEHHOMO
npenapara niav o BO30OHOBNEHNN NMPUMEHEHUSI NEeKapPCTBEHHOrO nNpenapara.

(Ctatbs B penakuuu, BBeaeHHol B feictere ¢ 1 mapTa 2020 roga ®efepanbHbiM 3akoHOM 0T 27 nekabps 2019
roga N 475-® 3. - C™. npeaployllyto peaakumio)

KoMmmeHTapuii K ctatbe 66
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Mnaea 14. VIHcpopmau,vm O NleKapCTBeHHbIX npenaparax. Cucrtema MOHUTOPUHIra ABNXeHus
NleKapCTBeHHbIX npenapaTtoB Oonisd MeauunHCKOro npumMmeHeHuns

(HaumeHoBaHwue B pefakumm, BBeieHHOW B feiicTere ¢ 1 sHBapsa 2018 rona PenepanbHbiM 3aKOHOM 0T 28 fekabps
2017 roga N 425-d 3. - CM. npeblayLyto penakumio)
Cratbs 67. UHpOpMaLma 0 nekapCcTBEHHbIX Npenaparax. CucreMa MOHUTOPUHra ABMUXEHUS
NneKapcCTBeHHbIX npenaparos ojsi MmeanuUHCKOro npuMeHeHus

(HaumeHoBaHwue B pegakumm, BBeeHHOW B geicteme ¢ 1 sHeaps 2018 roga denepanbHbiM 3aKkOHOM 0T 28 nekabps
2017 rona N 425-d3. - CM. npeaployluyto peaakumio)

1. VIH(popmaums o nekapcTBeHHbIX npenapartax, OTnyckaemblXx MO PeLenTy Ha NeKapCTBEHHbI npenapart,
JONMXHA cogepXaTtbCsl TONbKO B CNEUManU3MpoBaHHbIX W3OaHMAX, NpefHasHayeHHbIX ANS  MeAUUMHCKUX,
papmaueBThyeckmx paboTHWKOB, creumanuctoB B obnactu BeTepuHapun. WHdgopmaums o nekapcTBEHHbIX
npenapatax Ans crneuManuctoB B obnactu obpaleHust NeKapCTBEHHbIX CPEACTB MOXET COAepXaTbCs B
MOHOrpadumax, CnpaBOYHMKAX, Hay4HbIX CTaTbsX, B AoKnadax Ha KOHrpeccax, KOHepeHUMsX, CUMMNo3nyMmax,
Hay4HbIX COBETAXx, a TakXe B UHCTPYKLUMAX NO MPUMEHEHUIO NEKapCTBEHHbIX NpenapaTos.

(HacTb B pepakummn, BBeaeHHoN B aericteue ¢ 13 asrycta 2019 roga denepanbHbiM 3aKOHOM OT 2 asrycta 2019
roga N 297-d 3. - CM. Npeabioyllyo pesakumio)

2. VIHdpbopmMauma o nekapcTBEHHbIX Mpenapartax, OThyckaemblx 6e3 peuenTta Ha nekapCTBEHHbIM npenapart,
MOXEeT colepxXxaTbCs B nybnukaumsx v o6bsBNEHUSIX CPeACTB MACCOBON MHCpOpMaLUW, CreuMann3vpoBaHHbIX W
06WUX NeyaTHbIX N3OAHUSAX, MHCTPYKLUMSX MO MPUMEHEHMIO NEKAPCTBEHHbIX NMPEenapaToB, UHbIX N3LaHUsX CyObekToB
obpalleHns nekapcTBEHHbIX CPeAcTB. PeknamHble Matepuansl O NEKapCTBEHHOM npenapaTe, oTnyckaemom 6e3
peuenTa Ha NeKapCTBEHHbIA MpenapaT, OONMXHbl COOTBETCTBOBATb MHCTPYKLUMW MO MPUMEHEHWIO NeKapCTBEHHOMO
npenapara.

3. HonyckaeTtcsi ucnonb3oBaHue nobbiXx MaTepuanbHbIX HOCUMTENei, MO3BONSIOWMX XPaHWTb, nepenaBatb M
MCMonb30BaTb MHAOPMAaLUIO O NIeKaPCTBEHHbIX NpenapaTtax 6e3 ee nckaxeHusl.

C 1 mons 2020 ropa PenepanbHbiM 3aKOHOM OT 28 nekabps 2017 ropa N 425-P3 (C MU3BMEHEHUSMU BHECEHHBIMU
depepanbHbiM 3aKOHOM OT 28 HOsI6ps 2018 rona N 449-d3, depnepanbHbiM 3akoHOM oT 27 aekabps 2019 rona N
462-d3) HacToswas ctaTbs ByaeT OONoNHeHa YyacTblo 4.

5. XapakTepucTukn cpeacTea naeHTugmkaumm, Nopsaok ero HaHeceHns 1 TpeboBaHns K CTPYKTYpe u doopmaTty
UHCpopMaLMK, KOTOPYK COOEPXMT CPeAcTBO wuaeHTudukauun, onpepenswoTca [lpasutensctsom Poccuiickoi
depnepaumu.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 sHBaps 2018 rona depepanbHbiM 3akoHOM 0T 28 nekabpst 2017 roga N
425-D3)

6. Mopsapok co3paHus, passuTus, BBOLA B SKCMayaTaumio, aKCnayataumyi 1 BblBOAA M3 SKCnayaTtaunm CUCTEMBI
MOHUTOPWUHra OBUXEHUS NeKapCTBEHHbIX NpenaparoB Ans MeAULUUHCKOro NpuMeHeHus, Nopsaok npefoctaBneHus
MHCpopMaLMKn, cogepXalleiicad B CUCTEME MOHUTOPUHIa OBMXEHUS NEeKapCTBEHHbIX NpenapaTos A1 Me4MLMHCKOro
NPUMEHEHNs, U NOpPsSOOK B3aMMOAENCTBUSA YKa3aHHOW CUCTEMbl C WHbIMU rOCYLapCTBEHHbIMA WHADOPMALMOHHbLIMU
CUCTEMAMMN N MHCPOPMALIMOHHBIMK CUCTEMAMU IOPUANYECKNX ML N MHOMBUAYANbHbIX NPpeanpuHUMaTenei, ykasaHHbIX
B yacTsax 7 u 10 HacTosawen ctaTtbun, yctaHasnmeawTca [NpaentensctBom Poccuiickoin ®depepaumnn. OnepaTopamm
CUCTEMbl MOHWTOPUWHra [OBUXEHUS JIeKapCTBEHHbIX nNpenapatoB AN8 MEeOULUHCKOrO MNPUMEHEHUS SABASOTCS
doemepanbHbIi  OopraH WCMONHUTENbHOW BRactm w (UAKW) opraHusdauusl, YnOoAHOMOYeHHble [lpaBUTENbCTBOM
Poccuiickon depepauun.

(Hactb mononHuTenbHo BKAoYeHa ¢ 1 sHBaps 2018 roga PenepanbHbiM 3akoHOM 0T 28 nekabpst 2017 rona N
425-d3)

C 1 mons 2020 ropa PenepanbHbiM 3aKoHOM 0T 28 nekabps 2017 ropa N 425-D3 (C MU3BMEHEHUSIMU BHECEHHbBIMU
denepanbHbiM 3aKOHOM 0T 27 nekabpsi 2019 ropa N 462-dP 3) HacToswas ctatbst OyneT 4ONONHEHA YacTbio 7.

7_1. JlexapcTBeHHble mpenapaTbl AN MEOULUMHCKOr0 NMPUMEHeHWs, NpeaHasHavyeHHble Ons obecrnedvyeHus nuu,
60NbHbIX remModounmein, MyKOBMUCLMOO30M, TUMNOPM3aPHLIM HaHM3MoM, 6onesHbio [owe, 310Ka4YeCTBEHHbLIMU
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HOBOOOPa30BaHMSAMU NMMEDOUAHON, KPOBETBOPHOWN M POLACTBEHHBIX UM TKAHEN, pacCcesiHHbIM CKNePO30M, 1L, nocne
TpaHcnnaHTauMnm opraHoB W (Mnn) TKaHeW, npov3BeneHHble no 31 pekabps 2019 ropa, a TakXe WHble
NneKkapCcTBEHHble npernapaTbl A1 MeOUUMHCKOro npuMeHeHusl, npouseedeHHble o 1 wons 2020 roga, nognexar
XpaHeHwuio, NepeBo3ke, OTMYCKy, peanu3aumnn, nepenade, NpUMeHeHno 6e3 HaHeceHNs CpeacTB naeHTUudmKaum oo
NCTEYEHUS CpoKa UX FOOHOCTH.

(Hactb mononHuTenbHO BKJoYeHa ¢ 29 Hosibpst 2019 ropa depepanbHbiM 3aKoHOM 0T 28 Hosi6pst 2018 roga N
449-03; B peaakumu, BBEEHHOW B aelicTBue ¢ 28 aekabps 2019 rona dPepepanbHbiM 3aKOHOM 0T 27 aekabps 2019
roga N 462-® 3. - C™. Npeabloyllyto peaakumio)

8. OpraHm3aums WH(OPMALMOHHOIO B3aUMOLEWCTBUS CUCTEMbl MOHUTOPMHrA [BUXEHMS NEKaPCTBEHHbIX
npenapaToB AON8 MeOUUMHCKOrO MNPUMEHEHMS C WHbIMA TFOCYLAPCTBEHHbIMM  MHGOOPMALMOHHBIMKA  CUCTEMAaMM
obecrneymBaeTCcs B TOM YMC/e NOCPELCTBOM UHADPACTPYKTYpPbl, 0becneynBaroLweli HGPOPMALMOHHO-TEXHONOMMYECKOe
B3aMMOOENCTBME WMHMOPMAUMOHHBIX CWUCTEM, MWCMOMb3yeMbIX AN NPEefOCTaBNEHUS TOCYLAPCTBEHHbIX U
MYHULMNANbHbIX YCAYT U UCNOMHEHNS FOCYAAPCTBEHHbIX U MyHUUMNANbHbIX (OYHKLUMWIA B 9N1EKTPOHHOW hopme.

(HacTtb mononHuTenbHo BkoYeHa ¢ 1 aHBaps 2018 ropa depepanbHbiM 3akoHOM 0T 28 nekabpst 2017 roma N
425-93)

9. OObwenocTynHas WHgOpMaums, COAEPXAWaAscsas B CUCTEME MOHUTOPUHra [OBUXEHMWS NEeKapCTBEHHbIX
npenapaTtoB Ans MeOUUMHCKOrOo MPMMEHEHWS, pa3MewaeTcsa B WMHM(OPMAUMOHHO-TENEKOMMYHUKALUMOHHOA CETU
"IHTepHeT" (B TOM 4ucne B oOpMe OTKPbIThbIX AaHHbIX) B NMOpsake, yCTaHoBNeHHOM [MpaBmtenbctBoM Poccuickoim
denepaumm.

(Hactb mononHuTenbHo BktoveHa ¢ 1 sHBaps 2018 rona depepanbHbiM 3akoHOM 0T 28 nekabps 2017 rona N
425-P3)

10. NponssoauTenn nekapCTBEHHbIX CPELCTB NOMy4aloT COLepXallylocs B CUCTEME MOHUTOPUHra OBUXeHus
NEeKapCTBEHHbIX NPenapaTosB AN MEeOULMHCKOrO NPUMEHEHUS MHOPMaUMIo O Cepusax U NapTuax nekapCTBEHHbIX
npenapartoB, MNPOU3BOAMMbIX WMMW W HaxOOSWMXCA B rpaxniaHckom obopote B Poccuiickoit ®epepaunu,
6e3803Me3aHO.

(Hactb mononHuTenbHo BktoyeHa ¢ 1 aHBaps 2018 ropa ®epepanbHbiM 3akoHOM 0T 28 nekabps 2017 rona N
425-0 3)

C 1 mons 2020 ropa PenepanbHbiM 3aKoHOM 0T 28 nekabps 2017 roga N 425-D3 (¢ UBMEHEHUSIMU BHECEHHBIMU
depepanbHbIM 3aKoHOM OT 27 aekabps 2019 roga N 462-d 3) HacToswas ctatbs byneT OONonHeHa yacTbio 11.

12. MMpasutenbctBo Poccuitckoit Pepepaunm Bnpase YCTAHOBUTb OCOOEHHOCTVM BHEOPEHUS CUCTEMb
MOHUTOPWHra [IBUXEHWS JNeKapCTBEHHbIX MNpernapaTroB ANd MeOUUMHCKOro MPUMEHEHWs, BK/o4as Cpoku ee
BHELPEHNs, B OTHOWEHUN NeKapCTBEHHbIX npenapaTos AN Me4ULIMHCKOro NMpuMeHeHus, BKIOYEHHbIX B NnepeyeHb
XU3HEHHO  HEOOXOOMMbIX M BaXHeMWuXx NeKapCTBEHHbIX  MpenapaTtoB,  NEeKapCTBEHHbIX  Mpenapartos,
npefHasHayeHHbIX Ana obecneyeHns nuu, 60MbHbIX reMounnnein, MyKoBMUCLMAOO30M, FMNOON3aPHBIM HAHU3MOM,
6onesHbto [Mowe, 310Ka4€CTBEHHBIMU HOBOOOPA30BaHNAMY NMMAPOULHON, KPOBETBOPHOW M POLCTBEHHBLIX UM TKaHEW,
paccesHHbIM CKNepo30M, NUL, NOocfe TpaHCcnnaHTauum opraHos U (UNK) TKaHemn, WHbIX NeKapCTBEHHbIX npenapartos
OJ1 MEVILIMHCKOr O MPUMEHEHNS.

(Hactb mononHuTenbHo BktoveHa ¢ 1 saHBaps 2018 rona depepanbHbiM 3aKoHOM 0T 28 nekabps 2017 rona N
425-P3)

KommeHTapuii k ctatbe 67

MnaBa 14_1. OrpaHuyeHusi, HanaraemMble Ha OpraHu3aLuu, OCyLLEeCTBASIOLUE AesTeNIbHOCTb Mo
o6palleHUIo IeKapCTBEHHbIX CPeACTB

(TnaBa pononHUTENbHO BKNtoYEHA D eneparbHbIM 3aKOHOM OT 25 Hos16pst 2013 roga N 317-D3)

Cratbsl 67_1. OrpaHuuyeHusi, Hanaraemblie NPy OCYLLECTB/IEHUUN OesATENbHOCTU B cchepe obpaLeHUst
neKapCTBEHHbIX CPeAcTB

1. OpraHusauuu, 3aHumatlwmecs paspaboTkoil, NPOM3BOACTBOM UK (MnM) peanusaunelri NnekapcTBEHHbIX
npenapartos o8 MeOULUUHCKOro NPUMEHEHWs, opraHusauum, obnagjaowme npasaMu Ha UCNONb30BaHWE TOProBOro
HaVMeHOBaHMA NeKapCTBEHHOro npenapara Ons8 MeOuWUMHCKOro MPUMEHEHUsl, OpraHuM3auun OMTOBOW TOProBau
NeKapCTBEHHbIMM CpefcTBaMu, anTeyHble opraHu3auun (Ux npencTaBuTenn, VHble OM3MYeckue v opuanyeckne
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nmua, oCylWecTBAAWME CBOIO AEATENbHOCTb OT MMEHW 3TUX OpraHn3aunii) B OTHOWEHUN MeAULIMHCKUX PaboTHIKOB 1
PYKOBOOMTENEN MEANLMHCKUX OpraHm3aunii He Bnpase:

1) Bpy4YaTb nogapku, BeiNfaYnBaTh AEHEXHbIE CPEACTBA (3a UCKJIIOYEHNEM BO3HArpaX AeHWin No 4oroBopam npu
NpoBeOEHNN  KIIMHUYECKUX WCCNELOBAHUA NEKApPCTBEHHbIX MNpenapatoB  [ONs  MELMUMHCKOrO  MPUMEHEHUS,
BO3HarpaxAeHwuid, CBA3aHHbIX C OCYWECTBNEHWEM MEeOWUMHCKMM paboTHMKOM Meaarornyeckoi v (Mnv) Hay4dHoun
LesATeNbHOCTN), B TOM YUCNEe OMnnayvMBaTtb pPasBieYeHUs, OTAbIX, MPOE3L K MECTy OTAblXa, a TakXe MnpuBiekaTb K
yyacTuio B pasBnieKkaTeNibHbiX MEPOMNPUSITUSIX, MPOBOANMBIX 3 CHET CBOWX CPELCTB;

2) 3aKn4aTb cornaweHunda o Ha3HadeHun unnun pekomeHgauunm nadueHTaM nekapCTBeHHbIX npenapaTtoB And
MeanUunHCKOro npuMeHeHus (3a MCcKnoYyeHneMm Oorosopos O nposedgeHUn KINHNYECKnX nccnenoBaHuin
nekapcTBeHHbIX npenapartos O/14 MeaAnUMNHCKOro I'IpI/IMeHEHI/Iﬂ);

3) npenoctaBnaTb obpasLpbl NEKAPCTBEHHbIX NMPenapaTtoB ANS MELMLMHCKOrO NMPUMEHEHWUS B LENSX BPYyYEHUS
naumeHTam (3a MCK/IOYEHWEM CNyYaeB, CBA3AHHbIX C NPOBELEHUEM KINHUYECKUX WCCNEeOOBaHWA NekapCTBEHHbIX
npenapartos AN MEANLIMHCKOrO NPUMEHEHNS);

4) npemocTaBnATb HEAOCTOBEPHYIO U (MNM) HEMONMHYI MHGOPMAaLMIO O /NeKapCTBEHHbIX npenapartax Ans
MEIMUVHCKOro NPUMEHEHNS!;

5) nocewatb ux B paboyee BpeMsi Ha paboymx MecTax, 3a UCK/IOYEHVNEM ClyYaeB, CBA3@HHbIX C MPOBELEHVEM
KJIMHUYECKMX UCCNenoBaHni NeKapCTBEHHbIX NPenapartoB AN MEOULUUHCKOrO MPUMEHEHUS, C y4acTMEM B MOPSLKe,
YyCTaAHOB/IEHHOM PYKOBOAMTENEM MELMUMHCKOW opraHusauum, B cobpaHusix MeaunLMHCKMX PabOTHUKOB W WUHbIX
MEPONPUATMAX, HaMPaBNEHHbIX HAa MOBbIWEHNE WX MNPOYECCUOHANBHOIO YPOBHSA WAM Ha MpenocTaBneHne
NHGOOPMaLIMK, CBA3AHHOM C OCYLLECTBIEHMEM MOHUTOPWHIa 6€30NacHOCTM NIeKapCTBEHHbIX NpenapaTos;

6) nobyxnaaTb K BbIMUCLIBAHUIO NEKAPCTBEHHbIX MPenapaTtoB [Afs MEeAMLMHCKOro MPUMEHeHUs Ha OnaHkax,
cogepXawmx VMHopMaUMio PeKNaMHOro xapakTepa, a TakXe Ha peuenTypHbix 6naHkax, Ha KOTopblx 3apaHee
HaneyaTaHo HaVMeHoBaHWe NeKapCTBEHHOro npenapara ans MeanLUHCKOro NPUMEHeHNs.

2. OpraHusaumnu, ykasaHHble B ab3ale nepBoMm 4yactu 1 HacToslweld cTaTbh, U UX NPEACTaBUTENN B OTHOWEHUN
hapmaueBTUYecKnX paboTHUKOB 1 PYKOBOAMTENER anTeYHblX opraHm3aumnii He Brpaee:

1) BpyyaTb Mogapku, BbiNnauYvMBaTb [OEHEXHble CPeAcTBa, B TOM 4YMCNe OnnayveBaTtbh PasBieyeHus, OThbiX,
npoesn K MeCcTy oTAbiXa, U NpMBAeKaTb K y4aCTUO B pa3B/ieKaTe/ibHbIX MEPOMPUATUAX, MPOBOANMbBIX 3a CHET CBOUX
CPEeQnCTB;

2) npenoctaBnAaATb 06pa3ub| nekapCTBeHHbIX npenapatoB AO714 MeOUUMHCKOro npuMeHeHua nOna BpydyeHusd
HaceneHuto;

3) 3aKn4aTb cornaweHnsa o npennoxXeHun HaceneHuto onpeneneHHblX NnekapCTBeHHbIX npenapatoBs Ons
MeoNUNHCKOro NpuMeHeHns;

4) npenocTaBnsATb HEOOCTOBEPHYIO W (MAM) HEMOMHYI WHMOPMaLMIO O NEeKapCTBEHHbIX npenapartax [nons
MEeANLIMHCKOr0 MPUMEHEHUS, B TOM YMC/E UMEIOWMNX OANHAKOBOE MeX AyHapoaHOe HenaTeHTOBAaHHOE HaMeHOBaHMe.

KoMmmeHTapuii k ctatbe 67_1

Cratbsi 67_2. TpeboBaHMA K OpraHM3aLm U NPOBEAEeHNI0 HayYHbIX MEPONPUATUNA, UHbIX
MeponpusTUin, HanpaBNeHHbIX Ha NoBbiLLeHne NpodecCUoHaNIbHOro YPOBHA MeAULMHCKUX
paboTHMKOB UK Ha NpepocTaBneHne MHopMaLum, CBA3aHHON C OCYLLLECTB/IEHUEM MOHUTOPUHIra
6e3onacHOCTU NeKapCTBEHHbIX NpenapaToB

1. [pyv nNpoBeLEHMU Hay4HbIX MEPOnPUATUA, WHbIX MEPOMPUSITWA, HamnpaBlEeHHbIX Ha MOBbIWEHNE
NPOMPEeCCHOHANBHOrO YPOBHS MEAUUMHCKUX PabOTHWKOB UNW HA MPenoCTaBleHVe CBSA3AHHOW C OCYLECTBNEHUEM
MOHMTOPUHra 6€e30MacHOCTVM  NEeKapCTBEHHbIX MPEnapaToB  WHGOPMAaLUWM, OpPraHU3yeMbiX OpraHM3aLusiMu,
ykasaHHbiMK B ab3aue nepsoM yactu 1 ctatbm 67_1 HacTosiwero ®enepanbHOro 3akoHa, UX NPencTaBUTENsSMU U
(unn) cprHaHCUpPyeMbIX 3a CYeT CPEACTB 3TUX OpraHuM3auuii U ux npeacTaBuTeNen, 3anpewaeTcs npensaTcTBoBaTth
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y4aCTuIO B yKasaHHbIX MepornpusaTUaX WHbIX OpraHusauunii, KOTOpble MPOU3BOLAAT WM peanusyloT NekapCTBEHHble
npenapatbl AN MeOULMHCKOro MPUMEHEeHUS CO CXOXWUM MexaHU3MOM (0apMako/iornyeckoro nencTeung, nmbéo
co3nasaTtb ANCKPUMUNHALWMOHHbIE YCNOBUA ONA OOHUX YHaCTHUKOB MO CpaBHEHWIO C APYTrMMU y4aCTHUKaMKN, a UMEHHO!

1) NpenocTaBnsATb Pas3nMYHOE KOMMYECTBO BPEMEHW AN BLICTYMNEHMWA YY4aCTHUKOB, pasfnvyHble MO pasmepy
3aHMMaeMoil nnowanum Mecta ANs AeMOHCTpauuu ob6pasuoB fekapCTBEHHbIX MNpenapaTtoB AN MEeOMLMHCKOro
NMPUMEHEHNS UMM pPEeKNaMHblX MaTepuanoB O NEKAPCTBEHHbIX Npenapatax ANns MeQuUMHCKOro MPUMEHEHUS Ha
9KCMo3numMsx, CTeHOax, 3a WCK/IOYEHUEM C/yYyaeB, €CNM Takue YCNIOBUS 3akpenneHbl B COrnaweHusix 3TUx
opraHusauuii, ux npeacTaBuTeneil 0 PUHAHCMPOBAHWM YKa3aHHbIX MePOnPUSTUA 1 0BYCNOBMEHbI Pa3NyHbIMU
3aTpaTamy y4acTHMKOB Ha MX OpraHnsaumio;

2) ycTaHaBnMBaTb pa3Mep B3HOCA [NS y4AaCTHUKOB MEPOMPUSITUA, yKkasaHHblX B ab3ale nepBOM HacToswwei
yacTu, MPEeBbILAKWMA CYyMMy 3aTpaT Ha OPraHWM3auMio yKasaHHbIX MEPOMPUSTUIA U Beaoywuin K HeOHOCHOBaHHOMY
OrpPaHUYeHUIo Ymcna nx y4acTHUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepeoM YacTu 1 ctatbm 67_1 HacTosiwero denepanbHOro 3akoHa, ux
npeacTasuTeny, OCYLWECTBAAOWMNE OpraHn3aumio 1 (Mnun) oMHaHCUPOBaHME MEPONPUSATUA, yKa3aHHbIX B Yacty 1
HacToslwei cTatbn, 06s3aHbl obecneymBatb [LOCTYN K MHGOPMauMu O naTte, MecTe W BPEMEHW MpPOBeAeHNs
yKa3aHHbIX MepOornpuAaTUiA, nnaHax, nporpamMmmax rnpoBefeHns yKkasaHHbIX MEpOonpuaTuii 1 Temax, rnaaHupyembix A4
paccMOTpeHus, COoCTaBe WX Y4yaCTHWKOB MyTeM pasmelleHnss COOTBETCTBYOWeEN uHdopMaumm Ha CBOUX
odovumanbHbix caintax B cetu "VIHTepHeT" He no3gHee AOBYX MecsAUEB A0 Hayana npoBeLeHUs YyKasaHHbIX
MeponpuaATui.

3. lhdhopmaums o npoBefeHnM MeponpuaTuiA, ykasaHHbIX B 4acTu 1 HacToswel cTaTbn, B CPOK, YCTAHOBNEHHbIN
yacTblo 2 HacTosllwel cTaTbW, HONXHa OblTb HanpaBneHa B doeaepasnbHblli opraH WCMOMHUTENbHOW BRacTw,
OCYLLECTBNAIOWNA PYHKLUN NO KOHTPONO WU HAA30pYy B cdpepe 34paBooxXpaHeHuns, Ans nocnenyowero pasmMelleHns
€€ Ha omuManbHOM caiTe aToro opraHa B cetu "MiHTepHeT".

KommeHTapuii k ctatbe 67_2

naBa 15. OTBETCTBEHHOCTb 3a HapyLwleHne 3aKkoHogarteNnbCTBa Poccumnckon CDe.u,epau,MM npu
06pau.|.eva NleKapCTBeHHbIX cpencTs U Bo3MelleHne epena, npudNMHEeHHOro 340poBbi0 rpaxanaH
BCeancrsuve rnpumMmeHeHNs nekapcrBeHHbIX rnpenaparoB

Cratbsi 68. OTBETCTBEHHOCTb 32 HapyLueHUe 3aKoHoaartenbcTBa Poccumnckon depepaumm npum
obpaLeHMn neKkapCTBEHHbIX CPeaCTB

1. HapyweHve 3akoHonatenbcTea Poccuiickoih Pepepaumm npu obpalleHnn nekapCTBeHHbIX CPeACTB BneyeT 3a
coboli 0OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENBCTBOM Poccuiickoi denepaumu.

(HacTb B pepakuun, BBeaeHHon B feictere ¢ 1 miona 2015 ropa ®enepanbHblM 3aKOHOM OT 22 aekabps 2014
roga N 429-® 3. - CM™. Npeaployllyto peaakumio)

2. 3a HenpepncTaBneHWe UM HECBOEBPEMEHHOE MpenCTaB/lieHne WHgopMauuy u (Uan) AOKYMEHTOB nnbo
npenctasfieHVe HeJOCTOBEPHbIX MHApOpMAUMK U (UNK) LOKYMEHTOB, NPEenyCMOTPEHHbIX HacTosawmuMm denepanbHbiM
3aKOHOM, Cyb6bekTbl obpaleHnst NeKapCTBEHHbIX CPEACTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickoh dPenepaunu.

(YacTb mononHuTenbHo BKNtoYeHa ¢ 1 nionst 2015 ropa ®epepanbHbIM 3aKOHOM OT 22 nekabps 2014 roga N 429-
@ 3; B penakuun, BBeaeHHol B gerictene ¢ 15 noHsa 2018 rona ®enepanbHbiM 3aKOHOM OT 4 nioHsa 2018 roga N 140-
®3. - CM. npeapiaylyto pegakumio)

KommeHTapwuii kK ctatbe 68

Cratbsl 69. Bo3melueHune Bpeana, Npud4nHeHHOro 340poBbio rpaxagaH scneancreme NnpuMeHeHus
NeKapCTBeHHbIX NMpenapaTtoB

1. MNpousBoanTenb NekapcTBEHHOro npenapaTta 06si3aH BO3MECTUTb Bpen, MPUYMHEHHbIA 3[0POBbI0 rpaxaaH
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BCneancTteme npuMeHeHnsa nekapcTtBeHHOro npenapara, ecinm goka3aHo, 4To:

1) nekapcCTBEHHbI MpenapaTt NPUMEHSINCS MO Ha3HAYEHWIO B COOTBETCTBUM C WHCTPYKUMER MO NpUMEHEHUo
NleKapCTBEHHOro npenapaTta W MNpPUYMHON Bpeda SIBUNCS BBOA B rpaXgnaHckuii 060poT HemobpokayecTBEHHOro
NeKapCTBEHHOr O Npenapara;

2) BpelL 300POBbI0 MPUYMHEH BCNEACTBME HELOCTOBEPHOW WHPOpMaLMW, COAEpPXKallencs B WHCTPYKUMUM MO
NPUMEHEHI0 NeKapCTBEHHOro NpenapaTta, U3aaHHoM NPoN3BOAUTENEM NIeKapCTBEHHOMO Npenapara.

2. B cnyvae, ecnn Bpen 300p0BbI0 rpaXxhaH NPUYMHEH BCNEACTBUE MPUMEHEHUS NEKApCTBEHHOro npenaparta,
npuweawero B HErOAHOCTb B Pe3ynbTarte HapyweHnUs NpaBun XpaHeHUs NeKapCTBEHHbIX CPEACTB, NMpaBun ONTOBOM
TOProBAM NeKapCTBEHHBIMU Npenapartamu, NpaBua OTNycka NeKapCTBEHHbIX NPenapartos, NpaBui U3roTOBNEHWS 1
OTNycKa NekapCTBEHHbIX MPenapaToB, BO3MELLEHME Bpeaa OCYLWECTBNSAETCA COOTBETCTBEHHO OpraHmM3aunein onToBon
TOProBAN NEKapCTBEHHbIMW CPEACTBaMKU, anTeyHon opraHus3auvein, WHAUBUAYaANbHbIM MNPEeANnPUHMMATENEM,
UMEIOLWMMA NNLEH3NI0 Ha hapMaLeBTMYECKYD OESTENbHOCTb WAM NIMLUEH3MI0O HA MEOMUMHCKYID OeSTENbHOCTb,
MELMLMHCKOA OpraHu3auunein, MMeloWen NUUEeH3NI0 Ha apMaueBTUYECKYIO AesATeNbHOCTb (ee 060Co6NeHHbIM
noapasneneHvem (ambynatopuei, oenbaWepCcKUM 1 OeNbAILEPCKO-aKyWEePCKUM NyHKTaMU, LEHTPOM (OTAENEHUEM)
obuweri BpayebHoI (CeMeHOM) NPakTUKK), PACronoXEeHHbIM B CENTbCKOM HACENEHHOM NyHKTE, B KOTOPOM OTCYTCTBYET
anteyHas opraHmnsauus), LONyCTUBLIMMM NPOLAXY UM OTNYCK TAaKOro NEeKapCTBEHHOro Npenapara.

(HacTb B pepakuun, BBeoeHHOW B felicTBue denepanbHbiM 3akoHOM 0T 25 Hos6pst 2013 roga N 317-d3. - Cm.
npeabloywyo pegakumio)

3. BosmeweHue Bpenda, MPUYMHEHHOrO 3[4OPOBbID TrpaxpAaH BCNEACTBME MPUMEHEHWS NEeKapCTBEHHbIX
npenapaTtoB WNIM COBEPLWEHUS NPOTMBOMPABHbIX AENCTBUIA CcybbekTamum obpaleHnsi NekapCTBEHHbIX CPeacTB,
OCyLLEeCTBNSIeTCS B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickor denepaumu.

KommeHTapuii k ctatbe 69

naBa 16. 3aknynTeNbHbIE NONOXEHUSA

Cratbs 70. O NpM3HaHUM YTPaTUBLLMMM CUNY OTAENbHbIX 3aKOHOAAaTe/IbHbIX aKTOB (MOM0XEeHUN
3aKkoHopaTenbHbIX akToB) Poccumnckon denepauumn

Mpu3HaTb yTpaTMBWMMK CUNY:

1) denepanbHblii 3akoH oT 22 utoHs 1998 roga N 86-P3 "O nekapctBeHHbix cpeactBax" (CobpaHue
3akoHopaTenbcTBa Poccuiickon ®epnepaumm, 1998, N 26, ¢1.3006);

2) depepanbHbil 3akoH 0T 2 gaHeaps 2000 roma N 5-®3 "O BHeCeHUM U3MEHEHUs W [OMONHEHWA B
depnepanbHblii 3akoH "O nekapcTBeHHbIX cpencteax” (CobpaHue 3akoHomaTtenncTea Poccuiickolh depepauumm, 2000,
N 2, cT.126);

3) ctatbio 40 DenepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-d3 "O BHECEHUN UBMEHEHWIA 1 [OMNOHEHWIA
B HEKOTOpble 3akoHoZaTtenbHble akThl Poccuiickon denepaummn B ¢Ba3u ¢ npuHaTuem depepansHoro 3akoHa "O
NMLEH3NPOBaHNN OTAENbHbIX BUAOB aestenbHocTn" (CobpaHue 3akoHomaTenbctea Poccuiickoin denepaunn, 2003,
N 2, cT.167);

4) ctatbto 31 denepanbHoro 3akoHa ot 30 mnoHsa 2003 roga N 86-P 3 "O BHECEHMMN M3MEHEHWNIA U [ONONHEHWNIA B
HeKkoTopble 3akoHopaTeNbHble akTbl Poccuiickoin dPenepaunun, NPU3HAHUW YTPATUBWUMU CWUAY OTAENbHbIX
3akoHomaTenbHbIX akToB Poccuiickoii denepaunm, NpenocTaBneHnn OTAENbHbIX FrapaHTUii COTPYLHUKAM OpraHoB
BHYTPEHHMX [eN, OpraHoB MO KOHTPON0 3a 0BOPOTOM HAPKOTMYECKMX CPEACTB W MCMXOTPOMHbLIX BEWECTB U
ynpasgHseMbix goefepanbHbIX OPraHoB HANOroOBOM MNOMMLIMMN B CBA3U C OCYLLECTBNEHNEM MEP MO COBEPLIEHCTBOBAHUIO
rocyaapcTteeHHoro ynpasnexus" (CobpaHue 3akoHogaTenoctea Poccuiickoin denepauun, 2003, N 27, ¢1.2700);

5) ctatbio 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-d3 "O BHECEHUN W3MEHEHWI B
3akoHoJaTenbHble akTbl Poccuiickon denepaumm n NPU3HaHUA yTPATUBIUMMA CUY HEKOTOPbIX 3aKOHOAATESNbHbIX
aktoB Poccuiickoin Pepepaumn B CBA3U C NPUHATUEM doedepanbHbiX 3akoHOB "O BHECEHWU W3MEHEHWIA 1
LornonHeHun B PefepanbHblii 3akoH "O6 06wmx npruHUMNax opraHmM3aummy 3akoHofaTeNnbHbIX (MPeaCcTaBUTENbHbIX) U
UCMONHUTENBbHBIX OPraHoB rocyapCTBEHHON BnacTun cybbekToB Poccuiickoin denepauun” n "O6 obwmx npuHLmMNax
opraHu3auum MecTHoro camoynpasneHusi B Poccuiickoin d®epepaunn” (CobpaHune 3akoHogatenbcTBa Poccuiickoit
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®depepaumnm, 2004, N 35, ¢1.3607);

6) ctaTblo 28 denepanbHoro 3akoHa ot 18 mekabps 2006 roga N 231-d3 "O BBeaeHMM B OEWCTBME 4YacTu
yeTBepToi [paxpaHckoro kogekca Poccuiickori depepaumun” (CobpaHue 3akoHomatenbctBa Poccuiickoit
®depnepaumnu, 2006, N 52, ¢1.5497).

KommeHTapui k ctatbe 70

Cratbsa 71. BecTtynneHuwe B cuny Hactosiwero denepanbHOro 3akoHa

1. Hactosiwmin ®epnepanbHbiil 3akoH BCTynaeT B cuny ¢ 1 ceHTs6ps 2010 roga.

2. JlekapcTBeHHble CcpencTBa, 3aperucTpypoBaHHble A0 OHS BCTYMNNEeHWs B cuniy Hactoswero denepanbHoOro
3aKoHa, noanexart BK/IIOYEHMIO B rOCydapCTBEHHbIE PeecTpbl NEKAPCTBEHHbIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactu 1 ctatbm 33 HacToswero denepanbHOro 3akoHa cBedeHMin 06 3aTUX NeKapCTBEHHbIX cpencTBax 6es
NPOX0XAeHNS BHOBb NpoLeaypbl rocy4apCTBEHHOW perucTpaunm nekapcTBeHHbIX Npenaparos.

3. NocypapcTBeHHas peructpaums nekapcTBeHHbIX Npenapartos, 3a UCKKYEHNEM NeKapCTBEHHbIX Npenapartos
AN MeOWUMHCKOro MNPUMEHEeHWs, NPEeACTaBMNEHHbIX Ha YKasaHHylo peructpaurio o AHS BCTYMNEHUS B CUay
HacTosawero denepanbHOro 3akoHa, OCYLWECTBASETCS B COOTBETCTBUM C HacToawmm PepepanbHbiM 3aKOHOM Ha
OCHOBaHWUWN OOKYMEHTOB W OaHHbIX, MPEeACTaBNEeHHbIX A0 AHS BCTYMNNEHUS B CUNYy HacToswero ®enepanbHOro 3akoHa
(yacTb pmononHeHa ¢ 26 okTsa6psa 2010 ropa PenepanbHeiM 3akoHOM oT 11 okTa6ps 2010 ropa N 271-®3 - cm.
npeabloywyio pegakumio).

3_1. [ocynapcTBeHHas peructpaumsi nekapCTBEHHbIX Mpenapatos ANS MEeAWLUMHCKOro MPUMEHEHNs,
NPencTaBfieHHbIX Ha rocyfapCTBEHHYIO peructpauvio OO OHS BCTYNIeHWs B cuny HacToswero depnepanbHoOro
3aK0oHa, W rocyfnapCTBEeHHas peructpaums nNeKapCTBEHHbIX Mpenapartos AN MEOULMHCKOro MNpUMEeHeHus,
NnpencTaBfieHHbIX Ha 3KCNepTu3y NeKapCTBEHHbIX CPeCTB A0 AHSA BCTYMNNEHUS B CUy HacTosuwero denepanbHoro
3aKkoHa B Lensx Mx nocrenyowen rocynapCTBEeHHON perncrTpaumm, oCywecTBsATCA Ha OCHOBAHUM OOKYMEHTOB U
JaHHbIX, MpeacTaBNeHHbIX 0O OHA BCTYMNNeHus B cuiy Hactoswero denepanbHOro 3akoHa, a TakXxe 3asBfieHns o
rocynapCTBEHHOW peructpauumn nekapcTBEHHOro npenapara, NpenctaB/ieHHOro NMpOou3BOAMTENIEM NEKAPCTBEHHbIX
npenaparos MWW YNONHOMOYEHHbIM WM JIMLOM B COOTBETCTBUM C HacToswum PepeparnbHbiM 3aKOHOM B
YNONHOMOYEHHBIV doefepanbHblii opraH McnonHMTeNnbHoOW BnacTn Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatol
rocynapCTBEHHON MOWMHbI, NPeAyCMOTPEHHON 3akoHodaTenbcTBoM Poccuitckoin Penepauun o Hanorax u céopax
(4acTb DOMONMHWUTENBHO BKNOYeHa ¢ 26 okTabps 2010 rona PenepanbHbiM 3akoHOM 0T 11 okTs6ps 2010 roga N 271-
®3; B pefakumm, BBEAEHHOW B feicTeue ¢ 3 nekabps 2010 rona PenepanbHbiM 3aKOHOM 0T 29 Hos6ps 2010 roga N
313-d3, pacnpocTpaHseTcs Ha MNpPaBOOTHOWEHWUS, BO3HMKWME ¢ 1 ceHTs6ps 2010 roma, - CM. npeapblayllyto
penakumio).

3_2. [llooteBepxjaeHve rocynapCTBEHHOW perucTpaumMyM nekapCcTBeHHbIX npenapatoB AN  MeauuMHCKOro
NPUMEHeHWs, NPEeOCTaBNEHHbIX ONS NOATBEPXAEHUS roCyaapCTBEHHON perncrpaumm A0 AOHS BCTYMNNEHUS B CUNy
HacTosiwero ®egepanbHOro 3akoHa, W NOATBEPXAEHWE rOCYOapCTBEHHOW perucrpaumm nekapCTBEHHbIX
npenapaTros AN MeOUUMHCKOro NpUMEHEHWs, NpencTaBNeHHblX Ha SKCMepTu3y NeKapCTBEHHbIX CPenCcTB OO OHS
BCTYNneHMss B cuny Hactoswero ®epepanbHOro 3akoHa B Uensax nocnegyoowero nNoATBEPXAEHUS KX
rocynapCTBEHHON perncrpaumm, OCylWweCcTBASIOTCA Ha OCHOBaHWWM OOKYMEHTOB W OaHHbIX, MpeAcTaBfeHHbIX 00 OHSA
BCTYNNeHMs B cuny Hactoswero deaepanbHOro 3akoHa, a TakXxe 3asBneHns 0 NoATBEPXAEHUN rocyaapCTBEHHON
pernctpaumMM nekapCTBEHHOro npernapara, NpeacTaBfieHHOro NpPovM3BOAUTENIEM NIEKAPCTBEHHbIX MpernapartoB unm
YNONHOMOYEHHbIM MM fIMLUOM B COOTBETCTBMM C HacToswmMm DdegepanbHbiM  3aKOHOM B YNONHOMOYEHHbIN
goenepanbHbIii opraH UcnonHUTenbHon Bnactu ao 1 mapta 2011 rona, 6e3 TpeboBaHWs ynnaTbl rocynapCTBEHHOM
MOWMHbBI, NPEeLyCMOTPEHHOW 3akoHomaTenbCTBOM Poccuiickoli depepaumn o Hanorax u cbopax (4actb
LOMOJIHUTENbHO BK/tOYeHa ¢ 26 okTs6ps 2010 ropa PenepancHeiM 3akoHoM oT 11 okTs6ps 2010 ropa N 271-d3; B
pelakuuun, BBeLeHHol B aelicteme ¢ 3 nekabps 2010 roga depnepanbHbiM 3akoHOM 0T 29 Hosi6ps 2010 roga N 313-
@3, pacnpocTpaHsieTcs Ha NPaBOOTHOWEHUS, BO3HMKWME ¢ 1 ceHTsOpsa 2010 rona, - CM. Npeablayllyo peaakumio).

3_3. MpuHsATUE pelweHns 0 BHECEHUN U3MEHEHUI B OOKYMEHTbI, COAEPXalLMECS B PEFNCTPALMOHHOM LOCbe Ha
3apEerncTprpPOBaHHbIi NEKapPCTBEHHbIA Mnpenapat Ans MeAWUMHCKOrO MPVWMEHEHUs W MpeacTaBNeHHble A0 AHA
BCTYNNEHNS B cuny HacToswero denepanbHOro 3aKoHa, v NPUHATHE PELLEeHNSt O BHECEHUN N3MEHEHUIA B LOKYMEHTbI,
colepxalmecst B permcTpaunmoHHOM AOCbe Ha 3aperncTpPOBaHHbIV NEKapCTBEHHbIA Npenapat Ans MeanUMHCKOro
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NPUMEHEeHNa 1 NpeacTaBNeHHbIe Ha 3KCMepTU3y NeKapCTBEHHbIX CPeACTB L0 OHS BCTYMSIEHUS B CUY HACTOAWEro
®denepanbHOro 3akoHa, OCYWECTBASOTCS Ha OCHOBaAHWM OOKYMEHTOB W [OaHHbIX, MPEeACTaBlEeHHbIX A0 [HA
BCTYNNeHMs B cuny HacTosiwero defepanbHOro 3akKoHa, a TakXxe 3asiBNeHnsl 0 BHECEHUN U3MEHEHWU B JOKYMEHTHI,
cofepxatmecs B perucTpaunoHHOM OOCbe Ha 3apervcTpupOBaHHbIA NeKapCTBEHHbIA Npenapart AN MeauuMHCKOro
NPUMEHeHWs, NpeacTaBNeHHOro NPOV3BOAUTENEM NIEKAPCTBEHHbIX NpenapartoB WAU YNOSHOMOYEHHbBIM UM NULOM B
COOTBETCTBMM C HacToswmm depepanbHblM 3aKOHOM B YNONHOMOYEHHbIA dbefepanbHblii opraH MCMOMHUTENbHON
Bnactm fo 1 wmapta 2011 ropa, 6e3 TpeboBaHWs ynnaTtbl rOCYAAPCTBEHHOW MOWMHBI, MPELYCMOTPEHHOM
3aKkoHogdaTenbcTBoM Poccuiickoli depepaummn o Hanorax u cbopax (YacTb AOMONHUTENbHO BK/OYEHA C 26 oKTs6ps
2010 ropa depnepanbHbIM 3aKkoHOM oT 11 okTs6pst 2010 roga N 271-d3; B penakuuv, BBeEHHO B Oeicteme ¢ 3
nekabpsi 2010 roma depepainbHbiM 3akoHOM OT 29 Hosibps 2010 roma N 313-d3, pacnpocTpaHsietcs Ha
NpaBoOTHOWEHMS, BO3HMKWKE C 1 ceHTA6ps 2010 roaa, - cM. Npeablayllyo penakumio).

3_4. Bblgaya paspeleHuin Ha npoBedeHVe KAUHUYECKUX WCCNenoBaHWA NeKapCTBEHHbIX npenapatoB Ans
MEINLMHCKOro NMPUMEHEHMS MO 3asBNEHWAM, NOOAHHbIM 00 OHS BCTYNNEHWs B CuMny Hactoswero denepanbHOro
3aK0Ha, a TakXxe Mo 3asBfeHUsIM, NO4aHHbIM NOCNe OHA BCTYMNEeHUs B cuNy HacToswero denepanbHOro 3akoHa Ha
OCHOBaHWUWM 3KCMEpPTM3, MPOBELAEHHbIX OO0 [OHSA BCTYNNeHWs B Ccuay HacTtosiwero ®depepanbHOro 3akoHa,
OCYLECTBNAETCA B COOTBETCTBUM C HacToswmm PepepanbHblM 3aKOHOM Ha OCHOBAHWW OOKYMEHTOB W OaHHbIX,
NPeacTaBAeHHbIX WM MOMYYEHHbIX OO0 AHS BCTYMNEHWS B cuiy HacToswero denepanbHOro 3akoHa, a Takxe Ha
OCHOBAHMU KOMWM MPELBAPUTENIBHOrO A0roBopa 0643aTeNbHOr0 CTPAxXOBaHWA XW3HW, 300POBbS MALWEHTOB,
y4yacTBYIOWMNX B KJIMHWYECKOM WCCNenoBaHWW JIeKapCTBEHHOro npenapara 4 MeOuLMHCKOro MPUMEHEeHWUs, unm
Konuu porosopa 06s3aTENbHOrO CTPaXOBaHWSl XW3HW, 300POBbS MAUMEHTOB, YYaCTBYHOWMX B  KJIMHAYECKOM
uccnegoBaHMM NEeKapCTBEHHOro npenaparta AOns MeOVMUMHCKOrO MNpPUMEHEeHWs, nvbo npencTaBneHHOn Komnuu
foroBopa 06s13aTeNbHOrO CTPaxoBaHWUs, 3aK/IIOYEHHOr0 B COOTBETCTBMM C TUMOBbLIMM MpaBuiamMum obs3aTefibHoro
CTpaxoBaHus, C ykasaHuem npenesibHon YUCNEeHHOCTW MauueHTOB, y4acTBYOWMX B KIMHUYECKOM MCCefoBaHuu
NeKapCTBEHHOrO Npenaparta ANis MeAuLMHCKOro NpuMeHeHus, 6e3 TpeboBaHus ynnaTbl rocynapCTBEHHOW MOLWWHBI,
npenycMOTPEHHOW 3akoHozaTenbcTBoM Poccuiickoin Pepepauum o Hanorax M cbopax (4acTb [OMONHUTENbHO
BKNtoYeHa ¢ 26 okTs6psa 2010 ropa depepanbHbiM 3akoHOM 0T 11 okTa6ps 2010 roga N 271-93; B penakumm,
BBEelEeHHON B peiicTBme ¢ 3 gekabpst 2010 ropa PepepanbHblM 3aKOHOM OT 29 Hosibpst 2010 rogpa N 313-P3,
pacnpocTpaHsieTCcsl Ha NPaBOOTHOLWEHWS, BO3HMKWKE ¢ 1 ceHTabps 2010 roaa, - CM. NpeaplayLyio peaakuuio).

3_5. 3apeructpupoBaHHble B MHOCTPAHHOIW BanTe OO0 AHSA BCTYMNNEHUS B CUNy Hactoswero denepanbHOro
3aKoHa npefesibHble OTAYCKHbIE LieHbl MHOCTPAaHHbIX NPOV3BOAMTENEN HA NIEKapCTBEHHbIe npenaparbl, BKNOYEHHbIE
B MepeyYeHb XMU3HEHHO HeOBXOOMMbIX 1 BaXHEMWNX NeKkapCTBEHHbIX NpenapaTos, noanexar nepecyety B pyb6au no
kypcy LleHTpanbHoro 6aHka Poccuiickoii dPepepaumm Ha paty, yctaHoBneHHyto [MpaButenbctsom Poccuiickoii
depepaunmn, 6e3 npenctaBneHNs 3asiBNEHUS O NepecyeTe LeHbl C BHECEHVWEM COOTBETCTBYIOWMUX WU3MEHEHWIA B
rocynapCTBEHHbIA peecTp npenenbHblX OTMYCKHbIX LEeH Mpou3BoAMTEeNneil Ha nekapCcTBEHHble Mpenaparthl,
BK/IIOYEHHbIE B TMEpPeYeHb KWBHEHHO HeobGXOAMMbIX W BaXXHEWWUX JIeKapCTBEHHbIX MNpenapaTtoB (4acTb
LOMONHUTENBHO BKIOYeHa ¢ 26 okTs6ps 2010 rona PepepansbHbiM 3akoHOM 0T 11 okTA6ps 2010 roga N 271-D3).

3_6. 3aperucTpupoBaHHble 0O [OHSA BCTYNAeHWs B cuiy Hactoswero depnepanbHOro 3akoHa npedenbHble
OTNYCKHblE LieHbl POCCUICKUX NPOM3BOAMNTENEN HA NEKapCTBEHHblE NpenapaTthl, BKKOYEHHbIE B NepeyYeHb XWU3HEHHO
HeobX0aUMbIX 1 BaXHeMWmnX nekapCTBEHHbIX NpenapaTos, nognexart niaekcauun ¢ 1 Hosbps 2010 roga ncxons u3s
NPOrHO3MPYEMOro YPOBHS MHAPNALMK, YCTAHOBNEHHOrO denepanbHbiM 3akoHOM oT 2 nekabpsi 2009 rona N 308-d3
"O dbepepanbHom 6Boaxete Ha 2010 rog v Ha nnaHosbld nepuon 2011 m 2012 rogos" Ha 2011 rog (4acTtb
LOMOJIHUTENBHO BKJloYeHa ¢ 26 okTsbps 2010 rona depepanbHbiM 3akoHoM 0T 11 okT6pst 2010 roga N 271-D3).

3 7. MNocne 1 mapta 2011 roga He ponyckawTcs MNpovM3BOACTBO M BBO3 B Poccuiickyio denepauuto
NEKapPCTBEHHBLIX NPEenapaToB B yNakoBKax C MapkMpPOBKOM, KoTopas Obina HaHeceHa 4O AHS BCTYMNEHWS B CUNy
HacToswero denepanbHoro 3akoHa. 1o MCTeYeHMM yKa3aHHOro cpoka AaHHble NeKapCTBEHHble npenapaTbl MOryT
0TrnycKaTtbCs, peann3oBbiBaTbCy, NepenasarTbCsa N NPUMEHATLCA 00 UCTEYEHUS UX CpoKa roaHOCTH.

(HacTtb pononHuTenbHoO BKoYeHa ¢ 26 okTsbpsa 2010 ropa denepanbHeiM 3akoHoM oT 11 okTa6pst 2010 roga N
271-®3; B pepakumu, BBefeHHON B aelictBrue ¢ 1 sHBaps 2011 ropa denepanbHbiM 3akOHOM 0T 29 Hos6ps 2010
ropa N 313-d3; B penakunm, BBeaeHHON B Oeictene ¢ 7 aHeapst 2012 roga PenepancHbiM 3aKOHOM OT 6 aekabps
2011 roga N 409-d 3. - CMm. npeapioywyo peaakumio)

4. Co [oHs BCTynneHus B cumny Hactoswero denepanbHoro 3akoHa v no 30 anpens 2011 roga BKAIOYUTENBHO
Joryckaertca npoBefeHne SKCMnepTu3bl NeKapCTBEHHbIX CPEnCTB 3KcrnepTamy 3KCMEepTHOro Yy4ypeXaeHusa no
NPOXOXJOEHNs UMW artTectaumMmM B MOpsAOKe, YCTaHOBNEHHOM YMONHOMOYEHHbIM penepasnbHbiM - OpraHom
WCMONHUTENbHON BNACTW.

5. Co OHS BCTynneHns B cuny Hactoswero ®enepansHoro 3akoHa v no 31 nekabps 2013 rona BKAOYMTENBHO
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OCYyLIEeCTBNAETCS Nnepexon K Mpou3BOACTBY NIEeKAPCTBEHHbIX CPEeACTB B COOTBETCTBUM C Npasufiamu opraHvsauuv
NMPOM3BOACTBA M KOHTPONS KayecTBa NeKapCTBEHHbIX CPEACTB, yKasaHHbIMW B 4YacTm 1 ctatbu 45 HacToswero
depnepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexopa MNPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB K UX
NMPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TPebOBaHMSMU [LOaHHbIX NpaBwun, BKOYas CPOKM artTectauuu
YMNOJSIHOMOYEHHbIX NIL, YKa3aHHbIX B YacTsax 6 1 7 ctatbu 45 HacToswero MenepanbHOro 3akoHa, yctaHaB/ImBaloTCs
MNpasutenscteom Poccuiickon denepaumu.

6. JIueHsnm Ha NPoM3BOACTBO NEKAPCTBEHHbIX CPEACTB, BblAaHHble 80 1 aHBaps 2014 roga, foencTeytoT nocne 1
aHBapsa 2014 ropa OO WCTEYeHWs Ccpoka MX LOeNcTBuMaA nNpu YCNoBMM COOTBETCTBUSA NuLEH3naTa npasuniam
opraHusauum npov3BOACTBA U KOHTPONSA KadyecTsa JleKapCTBEHHbIX CPEeAcTB, ykasaHHbiM B 4yactu 1 ctatbu 45
HacToswero denepanbHOro 3akoHa.

7. ®dopMmympoBaHMe TroCynapCTBEHHOrO 3afaHWs Ha MPOBEOEHME 3KCMepTM3bl NEKAPCTBEHHbIX CPELCTB
henepanbHOMYy roCyAapCTBEHHOMY OlOAXETHOMY YYpeXOEeHWO MO MPOBEAEHWUIO 3KCNEepTU3bl NEeKapCTBEHHbIX
CPenCTB U pvHAHCOBOE OBecneyeHne BbINONMHEHWSI 3TOr0 3a4aHusi OCYLWECTBASIOTCS B NOPsAKe, YCTAHOBIEHHOM
®depepanbHblM 3akoHOM OT 12 gaHBaps 1996 ropa N 7-d3 "O HekoMMepuyeckux opraHmsaumsax” (4actb
IOMNONHNTENbHO BKtoYeHa ¢ 3 nekabps 2010 rona ®enepanbHbIM 3aKOHOM 0T 29 Hos16pst 2010 roga N 313-D 3).

KommeHTapui k ctatbe 71

MpesnpeHT
Poccuinckon ®epnepaumm
I.MenBenes

Mocksa, Kpemnb
12 anpensa 2010 ropa
N 61-d3

Pepakums OOKyMeHTa C y4eToM
N3MEHEHU 1 OOMONHEHUA NoAroToBEHA
AO "Konekc"
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