[okyMmeHT npepoctasneH KoHcynbTaHTINt0C

12 anpena 2010 ropa N 61-03

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

MpuHAT
locypapcteeHHOM dymon
24 mapTta 2010 roga

OpobpeH
Cosetom depepauum
31 mapTta 2010 roga

CnnCOK U3MEHAILWMX OKYMEHTOB
(B peq,. PenepanbHbix 3aKoHOB 0T 27.07.2010 N 192-03,

01 11.10.2010 N 271-®3, 01 29.11.2010 N 313-®3, 071 06.12.2011 N 409-03,
0T 25.06.2012 N 93-®3, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
01 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, 07 22.10.2014 N 313-93,

0T 22.12.2014 N 429-d3 (pepg. 13.07.2015), o1 08.03.2015 N 34-03,
oT 29.06.2015 N 160-$3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-03,
o7 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, 01 29.12.2015 N 389-03,
01 02.06.2016 N 163-$3, o1 03.07.2016 N 261-®3, o1 03.07.2016 N 305-D3,
01 03.07.2016 N 350-93, o1 29.07.2017 N 242-$3, o1 29.07.2017 N 278-®3,

01 28.12.2017 N 425-93 (pep. 27.12.2019), o1 04.06.2018 N 140-3,
0T 28.11.2018 N 449-$3, o1 27.12.2018 N 511-®3, 0T 06.06.2019 N 134-03,
0T 26.07.2019 N 240-93, o1 02.08.2019 N 297-®3, 07 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-$3, 07 27.12.2019 N 481-93,

0T 26.03.2020 N 67-®3, 01 01.04.2020 N 98-®3, o7 03.04.2020 N 105-93,

o1 13.07.2020 N 206-®3, o1 08.12.2020 N 429-$3, 01 22.12.2020 N 444-93)

Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryampoBaHua Hactoawero ®PeaepasnbHOro 3aKoHa

1. Hacroawmin ®depepanbHblii 3aKOH PEryanpyeT OTHOLIEHMA, BO3HMKalOWMe B CBA3M C
obpalleHnem - pa3paboTKON, JOKAMHUYECKUMM UCCNEA0BAHUAMM, KAUHUYECKUMMU UCCNEeA0BaHUAMM,
3KCNEepTM30M, roCyAapCTBEHHON perncTpaumenn, co craHiapTM3aumMen M C KOHTPOJSIEM KauyecTsa,
NPOM3BOACTBOM, W3roTOBJEHMEM, XpPaHeHWeM, NepeBO3KOW, BBO30M B Poccuitckylo ®egepaumio,
BbIBO30M M3 Poccuiickoit degepaumn, peknamoi, OTNYCKOM, peannsaumein, nepesadein, NpUMeHeHneMm,
YHUUTOMKEHMEM SIEKaPCTBEHHbIX CPeACTB.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. Hactoawmit deaepanbHbiil 3aKOH yCTaHaBAMBAET NMPMOPUTET roCyAapCTBEHHOMO pPeryiMpoBaHus
6e30nacHOCTM, KayecTsa 1 3G GEKTUBHOCTU 1EKAPCTBEHHbIX CPEACTB NPU MX 06paLLEeHNN.
(B pen,. PegepanbHOro 3akoHa ot 25.06.2012 N 93-03)
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Cratba 2. Chepa npumeHeHUA HacToawero PeaepanbHOro 3akoHa

Hactoawmin ®depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccnitckon Gegepaumm.

CratbA 3. 3aKOHOAaTeNIbCcTBO 06 06palLeHUN IeKapCTBEHHbDIX CPeACTB

1. 3akoHogaTenbctBO 06 06paLLEHMM IEKAPCTBEHHbIX CPeAcTB COCTOUT W3 HaCTOALLEro
depnepanbHOro 3akoHa, Apyrux desepanbHbiX 3aKOHOB W WHbIX HOPMATUBHbIX MPAaBOBbIX aKTOB
Poccuiickoin Pegepaunn.

1.1. 3akoHoAaTenbCTBO 06 06pPALLEHUN NEKAPCTBEHHbIX CPEACTB B OTHOLUEHUWN HOPUAUYECKUX UL,
M WUHAMBMAYANbHbIX MNPeAnpPUHUMMATENEN, OCYLLECTBAAIOWMX AEeATEeNbHOCTb Ha  Tepputopun
MeXAYHAPOAHOIO0 MeAMLUMHCKOro Knactepa, NPUMEHAETCA C YYeTOM OCODEHHOCTEN, YCTAaHOBAEHHbIX
depepanbHbiM 3aKOHOM "O MeXAYHapOLHOM MeAMLMHCKOM KNacTepe M BHECEHUU M3MEHEHWUI B
oTAeNbHble 3aKOHOAATEIbHbIE aKTbl Poccuiickon ®eaepaunn’.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. OeiictBue HacToswero PeaepanbHOro 3aKoHa pacnpocTpaHaeTca Ha obpalleHMe HapKOTUYECKUX
NIeKapCTBEHHbIX CPeACTB M MCUMXOTPOMHbIX JIEKAPCTBEHHbIX CPeAcTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHOAaTenbcTBoM Poccuitickoit  degepauunm 0 HApPKOTMYECKUX  CPeacTsax,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. [Oeicteue Hactosuwero @deaepanbHOro 3aKoHa PacNpoOCTpPaHAeTcA Ha obpallueHue
pagnodapmaLleBTUUYECKMX NEKAPCTBEHHbIX CPeACTB C  y4yeToM OCOBeHHOCTeN, YCTaHOBAEHHbIX
3aKoHogaTenbcTBom Poccuiickoin Pepepaummn B 061actn obecneyeHns paauaumoHHon 6e3onacHoOCTy.

4, Ecnv mexkayHapoaHbiM goroBopom Poccuiickoit deaepaumm yCcTaHOBAEHbI MHble NpaBuaa, yem
Te, KoTopble nNpeaycMOTpeHbl HactoAwmum dPeaepanbHbiM  3aKOHOM, MNPUMEHAIOTCA  NpaBMAa
MeXKAyHapoaHoro Aorosopa.

4.1. PelweHNA MEXIOCYy4apCTBEHHbIX OPraHoB, MPWHATbIE HA OCHOBAHWUU  MOJIOXKEHUN
MeXAYHAPOaHbIX goroBopoB Poccuiickoh dPegepaunm B WX  WUCTONKOBAHMW, MPOTUBOPEYALLEM
KoHcTutyummn Poccuiickon ®epepaumnmn, He nognexkaT ucnonHeHuto B Poccuinckoit ®epepauymnmn. Takoe
NPOTMBOpPEUYME MOKET BbITb YCTaHOB/IEHO B NOPAAKE, onpeaeneHHOM dpeaepanbHbiM KOHCTUTYLMOHHbBIM
3aKOHOM.

(yacTtb 4.1 BBegeHa deaepanbHbim 3akoHOM 0T 08.12.2020 N 429-3)

5. B Poccuiickon depepauum B COOTBETCTBUM C MEXKAYHAPOAHbIMW gorosopamun Poccuinckoit
depepaummn n (MNM) Ha OCHOBE MPUHLMNA B3aMMHOCTM MPU3HAKOTCA pPe3ynbTaTbl KAMHUYECKUX
UCCNea0BaHNIN JIEKAPCTBEHHbIX NpenapaToB ANA MEeAMUMHCKOrO NPUMEHEHUA, NPOBEAEHHbIX 3a
npeaenamu tepputopun Poccuiickoin Pepgepaumn.

Cratba 4. OCHOBHbIE NMOHATHUA, ucnoJibdyembie B Hacrtodawem tbe,qepanbl-lom 3aKOHe

Ana u,enef/i HacToAlWero d>e/:|,epaanoro 3aKOHa NCNO/1b3ylOTCA cnegyroume oCHOBHblIe MOHATUA:

1) NEeKapCTBEHHbIE CpeactBa - BewectBa WM UX KOM6I/IH3LI,VII/I, BCTynawwmne B KOHTAKT C
OpPraHNM3IMom 4esnoBeka Uan XMMBOTHOIO, NMPOHUKaKOWME B OpPraHbl, TKAHU OPraHM3ama 4YenoBeKa WUIN
XKMNBOTHOIO, nNpumeHAaemble ONA I'IpOd)MJ'IaKTVIKVI, ANArHOCTUKU (3a UCKIOYEHNEM BeWwecTtB Uan ux
KON\6I/IH3LI,I/II7I, HE KOHTAKTUPYHOWKUX C OPraHUM3IMOM 4enoBEKaA UIN )'KMBOTHOI'O), nevyeHunaA 3a60}'IEBaHWr'I,
pea6mnMTau,v|M, AnAa COXpaHeHUA, npeaoTepalleHna nam npepbiBaHUA 6EPEN\EHHOCTM N NONy4EeHHbIE U3
KpoOBH, naa3mbl KpOBH, N3 OpraHos, TKaHeM OpraHn3ma 4yenoBeka nian XMBOTHOTO, paCTEHVIﬁ, MWUHEPanos
MeTogamMn CHUHTE3a UIN C NPUMEHEHUNEM 6uonormyecknx texHonornn. K NNeKapCTBEHHbIM CpeacTBam
OTHOCATCA d)apN\au,eBTqucme Cy6CTaHLI,MM M NeKapCTBEHHbIE NpPenapaThbl,


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAD9103150836BA69DF8499092B3BF5B67EE543E9762F0DD2C84BE4D3Q5h5K
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAD9103150836BA69DF8499092B3BF5A47EBD4FE8763004D1DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA99101140A36BA69DF8499092B3BF5A47EBD4FE876310ED8DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA99100160D36BA69DF8499092B3BF5B67EE543E9762F0DD2C84BE4D3Q5h5K
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA99305110F36BA69DF8499092B3BF5B67EE543E9762F0DD2C84BE4D3Q5h5K
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA696071C5C61B8388A8A9C017B61E5B237B14EF6763213D3D64BQEh5K
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA89601160836BA69DF8499092B3BF5A47EBD4FE876390CD6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA991021E0D36BA69DF8499092B3BF5A47EBD4FE876320FD1DD1DB595012252DD46CCB59050DAC0QDhEK

2) dapmaueBTMYecKan cybCcTaHUMA - NeKapCTBEHHOE CPeACTBO B BMAE OAHOTO MAW HECKOJIbKUX
obnagarowmx GpapMaKkoNormiyeckom akTUBHOCTbIO AENCTBYIOLLMX BELLLECTB BHE 3aBUCMMOCTU OT NPUpPOabI
NPOUCXOXKAEHMA, KOTOpOe MNpefHa3sHAaYeHO AaA NPOU3BOACTBA, W3rOTOBAEHMA N1EKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx aPpPeKTMBHOCTD;

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

3) BcnomoraTesibHble BellecTBa - BellecTBa HEOPraHMYecKoro MM OpraHMYecKkoro
MPOUCXOXAEHNSA, UCNOJIb3yeMble B NpoLecce NPon3BOACTBaA, U3roTOB/IEHUSA IEKAPCTBEHHbIX NpenapaTos
ONA NPUAAHUA UM HEOBXOANMbIX GU3UKO-XMMMUYECKUX CBOWCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHbIE CPeACcTBA B BWUAE J1IeKApPCTBEHHbIX ¢opm,
npMmeHsiemble Ansa NPOoOUNAKTUKK, AMArHOCTUKKM, JfedeHus 3aboneBaHusa, peabunvtaumu, ans
COXpaHeHwusn, NPeaoTBPALLEHUA UM NPepbiBaHMA BepemeHHOCTY;

5) nekapctBeHHas ¢popma - COCTOAHME NeKapCTBEHHOro npenaparta, COOTBETCTBYIoLWee cnocobam
ero BBeAeHUNs U NpMMeHeHNs 1 obecneunsatoLLee 4OCTUKEHNE Heobxoanmoro iedebHoro apdekTa;

5.1) fo3MpoBKa - COAEePrKaHNE OQHOTO UM HECKOJIbKUX AEeMCTBYIOWMX BELLECTB B KOJIMYECTBEHHOM
BbIPAXEHWUM Ha eauHUUY [03bl, UIM eauHuLy obbema, UAN eAMHWUULY MacCbl B COOTBETCTBUM C
NleKapcTBeHHOW ¢opmon nMbo ANnA  HEeKOTOPbIX BUAOB /IEKAPCTBEHHbIX (GOPM  KOJIMYECTBO
BbICBOOOKAAEMOTO U3 JIeKapCTBEHHOM GOPMbI AEMACTBYIOLLErO BELLECTBA 33 €ANHULY BPEMEHU;

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

6) nepeyeHb KM3HEHHO HeobXoAUMbIX W BaKHEMLWWUX NEeKAapCTBEHHbIX npenapatoB -
yTBepaaemblii MpaButenbctBom Poccuiickon deaepaumm nepeyeHb NEKapCTBEHHbIX NpenapaTtoB A
MeAULMHCKOro NpMMeHeHus, obecneymBatowmMx NPUOPUTETHbIE NOTPEOHOCTUN 34paBOOXPaHEHUSA B LLENsX
NPOGUNAKTUKN U NeYeHus 3aboneBaHnii, B Tom Ymcne npeobiagarolmx B CTPYKTYpe 3ab6o1eBaemocTy B
Poccuiickoin Pepepaunu;

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

6.1) opdaHHble NEKapCTBEHHble NpenapaTbl - JIeKapCTBEHHblE MpenapaTtbl, NpegHasHayeHHble
WCK/IOYMTENIbHO AN AMarHOCTMKM MW MaTOreHeTUYECKOro NeYeHUs (nedyeHuns, HanpasjeHHOro Ha
MexXaHW3M pa3BuTMA 3aboneBaHus) peaknx (opdaHHbIX) 3aboneBaHui;

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

6.2) 6uosorMyeckme JIEKapCTBEHHbIE NpenapaTbl - JIEKAPCTBEHHbIE NpenapaTbl, AelcTeyolee
BELLECTBO KOTOPbIX NMPOMU3BEAEHO MW BblAENEHO U3 BUONOrMYECKOrO UCTOYHMKA U ANs OnpeaeneHus
CBOMCTB M KaYecTBa KOTOPbIX HEOBX0AMMA KOMBMHALNUA BUONOTUYECKUX N PUSNKO-XUMUYECKUX METOLOB.
K 6uonormyeckMm fieKapcTBEHHbIM MpenapaTam OTHOCATCA MMMYHOBMONOrMYECKME JIEKAPCTBEHHbIE
npenapaTbl, IEKapCTBEHHbIE NPenapaTbl, NOAYYEHHbIE U3 KPOBM, NNA3Mbl KPOBU YeIOBEKA U UBOTHbIX
(3@ WCKNloyeHMeM  UeNbHOM  KpoBW),  OMOTEXHO/IOrMYECKME  /IeKAPCTBEHHblE  MpenapaTbl,
reHoTepaneBTUYECKME SIeKapCTBEHHbIe NpenapaThl;

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

7)  VMMMYHOBMONOTMYECKME JfIeKapCTBEHHblE MpenapaTtbl - JIEKAPCTBEHHble Mpenapartbl,
npegHasHaveHHble A8 GOPMUPOBAHMUA aKTUBHOMO MM MAaCCMBHOTO MMMYyHMUTETA IMBO ANArHOCTUKU
HaMuMA  UMMYHWUTETa  WAM  AMArHOCTMKM  cneumduyeckoro  npuobpeTeHHOro  M3MeHeHus
MMMYHONIOTMYECKOTO  OTBETa Ha  ajajeprusvpyrolime  Bselectsa. K MMMYHOBMOOTMYECKUM
NIeKapCcTBEHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCMHbI,  CbIBOPOTKM,
MMMYHOTN06YNUHbI U aN/IepreHsi;

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

7.1) 6MoTexHoNOrMYeckne JiIeKapCTBEHHble npenapaTbl - JIeKapcTBEHHble npenaparthbl,
NPOM3BOACTBO KOTOPbIX OCYLLLECTBAAETCA C UCMO/b30BaHNEM BMOTEXHONOTMYECKUX MPOLLECCOB M METOA0B
(8 Tom uncne OHK-peKOMBUHAHTHON TEXHONOMMU, TEXHONOMMMU KOHTPOIMPYEMOMN 3KCMPECCUU FEeHOB,
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KOAMPYIOLWMX BUONOrMYECKU aKTUBHbIe BenKu B MPOKapuoTax M 3yKapuoTax, BKAKOYAA M3IMEHEHHble
KNETKU MAeKonuTalowmx), rM6pmuaomMmHOro Metoaa u MetToga MOHOK/IOHAa/bHbIX aHTUTES;
(n. 7.1 BBeaeH desepanbHbIiM 3aKoOHOM OT 22.12.2014 N 429-d3)

7.2) reHoTepaneBTUYECKME JIEKApPCTBEHHble npenapaTtbl - /IEKAapCTBEHHble npenapartsl,
dapmaueBTMUecKas CybCcTaHUMA KOTOPbIX SABAAETCA PEKOMOUHAHTHOW HYK/EMHOBOW KUC/IOTOM MU
BK/OYaeT B ceba pPeKOMOWHAHTHYIO HYKNEMHOBYIO KUC/IOTY, MNO3BO/SIOWYIO OCYLWECTBAATb
perynMpoBaHue, penapaumio, 3ameHy, 4obasneHne Nan yaaneHme reHeTUY4ecKom nocaea0BaTeIbHOCTH;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKMe IeKapCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIe NpenapaTtbl U dpapmaLeBTUYECKUE
cybCTaHUMK, copep’Kalime HApPKOTUYECKME CPeacTBa M BK/KOYEHHble B [lepeyeHb HAPKOTMYECKUX
CpeacTB, NCUXOTPOMHbIX BELWLECTB U UX NPEKYPCOPOB, MoA/eKaLLMX KOHTPOAO B Poccuinckoit deaepauumy,
B COOTBETCTBUM C 3aKOHOAaTeNnbCcTBOM Poccuiickon degepaupmum, mexXAyHapoAHbIMM [0roBOpPamMu
Poccuitckoit egepaummn, B Tom yncne EAnMHOM KOHBEHUMEN O HApPKOTUYECKMX cpeacTBax 1961 roaa;

9) NcMXOTpOonHble IEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTbl U papmaLeBTUUYECKUE
cybCcTaHUMK, copepKalime MNCUXOTPOMHbIE BELLeCTBA M BKAKOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeacTB, NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, MOA/EKALLMX KOHTPOIO B Poccuitckoit Deaepaumm,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon dPepepaupmun, mexAyHapoLHbIMM A0roBOpamu
Poccuiickoit Pepepaumu, B Tom uncne KoHBeHUMEN O MCUXOTPONHbLIX BelecTBax 1971 roaa;

10) paavodapmaLeBTUYECKME IEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE CPEeACTBa, KOTOpble
COAEep!KaT B roTOBOM 414 UCMONb30BaHUA GOpMe OAMH PALMOHYKAMA UM HECKONBbKO PaAMOHYKANAOB
(pagMoaKTUBHbIX N30TONOB);

10.1) oOpUrMHANbHbLIN NIeKAapPCTBEHHbIA MpenapaT - J1IeKAPCTBEHHbIM Mpenapat € HOBbIM
OENCTBYIOLMM BeLLeCTBOM, KOTOPbIM NepBbiM 3apernctpupoBaH B Poccuitickont depepaumm waun B
WMHOCTPaHHbIX FOCY4apCTBaxX Ha OCHOBAHMM PE3yNbTaToOB AOKANHUYECKUX UCCNEeA0BaHNN IEKAaPCTBEHHbIX
CPEeACTB U KANHUYECKUX UCCNea0BaHMIA NEKAPCTBEHHbIX NPenapaTos, NOATBEPKAAOWMX ero KayecTso,
adpPeKTUBHOCTb M 6e30NacHOCTb;

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

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIM NpenapaT, KOTopbIi UCNob3yeTcs
09 OLLEHKM BUO3KBMBANEHTHOCTUN UM TEPANEBTUYECKOM 3KBMBANIEHTHOCTU, KauecTBa, 3PpPEeKTUBHOCTU U
6€e30MacHOCTM BOCNPOU3BEAEHHOIO NEKAPCTBEHHOMO Npenaparta uan bruoaHanorosoro (6Monogo6Horo)
NeKkapcTBeHHOro npenapaTa (buoaHanora). B KauecTBe pedepeHTHOro NeKapcTBEHHOrO nNpenapaTa Ans
MEAMLMHCKOrO MNPUMEHEHUA WCNOJIb3YeTCA OPUTMHAMbHBIN /IeKapcTBEHHbIM npenapaTt Anbo, ecau
OPUIMHANbHbIA NEKAPCTBEHHbIM MpenapaT He 3aperncTpyMpoBaH WAM He Haxoautca B obopoTe B
Poccuiickolt ®egepaumm 1 He HaxoanTcA B 060poTe B MHOCTPAHHbIX roCcyAapcTBax, BOCNPOU3BeAeHHbI
JIeKapCTBEHHbIM NpenapaT uam 6uoaHanorosbil (6MONoA06HbIN) NeKapcTBEHHbIM NpenapaT (buoaHanor),
KOTOPbIN NEPBbIM 3aperMcTpupoBaH M3 uYucia Haxodawmxca B obopoTe B Poccuiickoit ®eaepaunn,
OMNO3KBMBANEHTHOCTb WAM  TepaneBTMYECKana IKBMBANIEHTHOCTb, KayecTBo, 3PPEeKTUBHOCTb W
6e30MacHOCTb KOTOPOrO OLLEHNBANNCL NO OTHOLLEHUIO K OPUTMHANIbHOMY NeKapCTBEHHOMY Npenaparty, a
TaKXe KauyectBo, 3G¢PEeKTMBHOCTb M 6He30MmacHOCTb KOTOPOro NOATBEPKAAIOTCA  pe3y/ibTaTamu
dbapmaKkoHaa3opa M NPOBEPOK COOTBETCTBMA NIEKAPCTBEHHbIX CPEACTB, HAaXOAALMXCA B rpaKAaHCKOM
060poTe, YyCTaHOB/IEHHbIM TpeboBaHUAM K MX KayecTsy. B KauecTBe pedepeHTHOro JieKapcTBEHHOTO
npenapata A/Aa BETEPUMHAPHOTO MPUMEHEHUS WCMOJIb3YeTCA JIeKAPCTBEHHbIM npenapat  Ans
BETEPUHAPHOrO NPUMEHEHWA, 3apPerncTpuMpoBaHHbIi B Poccuiickoi deaepauum Ha OCHOBaHWM
pe3ynbTaToB AOKAMHUYECKUX UCCNEL0BAHUM NIEKAPCTBEHHbIX CPEACTB M KIMHUYECKUX UCCAeLOBaHWIA
NleKapCTBEHHbIX NPenapaTos, NOATBEPKAAIOLMX ero KauecTBo, 3PpPeKTMBHOCTb U 6e30MacHOCTb;
(n. 11 B peq,. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpour3BeaeHHbIV 1IEKapCTBEHHbIV NPenapaT - 1IeKaPCTBEHHbIM NpenapaT A4/19 MeANLLUHCKOro
NPMMEHEHUA, KOTOPbIA MMeeT 3KBUBANEHTHbIN pedepeHTHOMY JieKapcTBEHHOMY npenaparty
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KayeCTBEHHbI COCTaB W KOJIMYECTBEHHbIN COCTaB [AEWCTBYIOLMX BELWECTB B 3KBMBAJIEHTHOM
NeKapcTBeHHoM dopme, MO0 NeKapCcTBEHHbIM npenapaTt A1a BEeTePUHAPHOro MPUMEHEHMUA, KOTOPbIN
MMeeT TaKme e, 4YTO M pedepeHTHbIN JNIeKapCTBEHHbINM MpenapaT, KayecTBEeHHbIW CcocTaB U
KOJINYECTBEHHbIA  COCTaB [AEWNCTBYIOWMX BEWEeCcTB B TaKOM e  /JieKapcTBeHHoOW  ¢dopme,
OMO3KBMBANIEHTHOCTD  WAWM  TepaneBTUYECKAAs  IKBMBAJMIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy NoATBEPXKAEHA COOTBETCTBYHOLMMMN UCCNEL0BAHNAMM;

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

12.1) TepaneBTMYECKAn 3KBUBAIEHTHOCTb IEKAPCTBEHHbIX MPEnapaToB - AOCTUKEHUE KIUHUYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3¢pdeKTa M noKasatenei 3pPeKTUBHOCTM M 6e3onacHoCcTM npu
NPMMEHEHWUM JIEKAPCTBEHHbIX MPEenapaTtoB ANA MeOUUMHCKOrO MPUMEHEHUs, WMEIOWMUX OLHO
MeXKAyHapoAHOoe HenaTeHTOBaHHOe (MW XMMUYECKOE, WM TPYyNnNMpPOBOYHOE) HaMMEHOBaHWe, B
3KBMBAJIEHTHbIX [O3MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NMPUMEHEHWUIO M NPU OAMHAKOBOM
cnocobe BBeAEHMA Y OAHOMN N TOW e rpynnbl 60NbHbIX;

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

12.2) 6uoaHanorosbii (6Monoao6bHbIN) NeKapcTBEHHbIM NpenapaT (buoaHanor) - 6MoNorMyeckuin
JIEKAPCTBEHHbIN MNpenapaTt, CXOXWK Mo napameTpam KadecTBa, 3¢PeKkTMBHOCTM M He30macHOCTM C
pedepeHTHbIM BMONOTMYECKMM NEeKapPCTBEHHbIM MPenapaToM B TaKOW e /IeKapCcTBeHHOM dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

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

12.3) B3aMmo3amMeHsIeMbIN IeKapPCTBEHHbIM Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OUO3KBUBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIEKapCTBEHHOrO npenaparta, MMeKLN 3KBUBAIEHTHbIE EMY KaYeCTBEHHbIM COCTaB M KONMYECTBEHHbIN
COCTaB AEeNCTBYHOLIMX BELLECTB, COCTAB BCMOMOraTe/bHbIX BELLECTB, eKapCcTBEHHY0 dopmy M cnocob
BBEAEHUS;

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

12.4) 6WMO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MPENApPaToB - [AOCTUMKEHME COMOCTAaBUMbIX
nokasaTenen CKOPOCTM BCACbIBAHWUS, CTEMEHU MOCTYMN/IEHUA K MeCTy AeWCTBUA M CKOPOCTU BblBEAEHMA
OLHOMo WA HECKOJIbKMX obnafatowmx ¢papmMaKkonorMyeckom akTMBHOCTbIO AEMCTBYIOLWMX BELLECTB NPK
NPUMEHEHUN NIeKapPCTBEHHbIX Npenapatos 414 MeguuMNHCKOro npumeHeHuAa, wumerwmnx oaHo
MeXAyHapoaHoe HenaTeHTOBaHHOoe (MM XMMWYECKoe, WU TPYNMnMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX AO3MPOBKAX U NPU OAUHAKOBOM criocobe BBeAeHUS;

(n. 12.4 BBepeH depepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOE PACTUTE/IbHOE CbiPbe - CBEXKME WM BbICYLUEHHbIE PAacTeHMs AMBO UX YacTu,
ncnosnb3yemble ANA NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3auMsamMn - MPOU3BOAUTENSMU
NeKapCTBEHHbIX CPEACTB AW M3TOTOB/EHWUA IEKAPCTBEHHbIX NPENapaToB anTeYHbIMU OpraHM3auuaAMK,
BETEPUHAPHLIMW aNTeYHbIMW OPraHM3aUMAMWU, UHONBUAYANbHBIMU NPEeANPUHMMATENAMU, UMEIOLLUMM
NIMLEH3UI0 Ha GapMaLLEBTUYECKYHO AEeATENbHOCTb;

14) nekapcTBeHHbI PacTUTENbHbIM NpenapaT - JIeKapCTBEHHbIM NpenapaTt, NPOU3BEAEHHbIN UK
M3roTOBNEHHbIW M3 O4HOMO BUAA EKAPCTBEHHOMO PACTUTE/IbHOIO CblPbA UM HECKObKMX BUAOB TaKOro
CbIpbA U peanmsyemsblit B pachacoBaHHOM BUAE BO BTOPUUHOM (NOTPeBUTENLCKOM) YyNaKoBKe;

15) romeonaTMyecKunin IeKapcTBEHHDBIN MPEenapar - IEKaPCTBEHHbINM Npenapat, NPoM3BeAEeHHbIN UK
N3roToB/IEHHbIN U3 papmaLLeBTUYECKOM CybcTaHLMM An dapMaLLeBTUYECKUX CybCTaHUMI B COOTBETCTBUM
c TpeboBaHUAMM 06X hapMaKoNenHbIX CTaTell K ToMeonaTUYeCKMM JIeKapCTBEHHbIM NpenapaTam Uam
B COOTBETCTBMM C TpeboBaHWAMM dapmaKonen CTpaHbl MPOU3BOAMUTENSA TAKOTO JIEKAPCTBEHHOMO
npenapara;

(n. 15 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoagHoe  HenateHToBaHHOeE  HauMMeHOBaHWME  NeKapCTBEeHHOro cpeaciesa -
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HauMeHOBaHMe JeNcTeylolWlero BewecTsa dapmaLeBTUYECKON CcybCcTaHUMKM, PeKoMeHAO0BaHHOoe
BceMupHOI opraHunsaumein 34paBooxpaHeHus;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HauMMeHOBaHWE JIEKAPCTBEHHOIO CPeAcTBA - HaMMEHOBaHWE JIEKAapPCTBEHHOTO
CpeacTBa, MPUCBOEHHOE €ro paspaboTyMKom, aepKaTesieM WM BNafefibLeM PerucTpauuoHHOro
YO0CTOBEPEHMA NEKAPCTBEHHOTO NpenapaTa;

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

17.1) rpynnupoBoYHOE HAMMEHOBAHWE JIEKAPCTBEHHOrO Mpenapata - HaMMeHoBaHue
NIeKapCTBEHHOrO NpenapaTta, He UMEKLWEro MeXAYHapoAHOrO HeNaTeEHTOBAHHOIO HAaMMEHOBAHMA, NN
KOMBMHaUMM NeKapCTBEHHbIX MPenapaTtoB, MUCMO/Ib3yemoe B LEeNAX obbeaAuHEHWs UX B rpynny nog,
e4MHbIM HaMMEHOBaHMEM UCX0AA M3 OAMHAKOBOIrO COCTaBa AEMCTBYIOLLMX BELLECTB;

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

18) obwan papmakonenHan cTaTba - JOKYMEHT, YTBEPKAEHHbIN YNOJAHOMOYEHHbIM deaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKalLUMA NepedyeHb NoKasaTenei Kayectsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM J/IeKapCTBEHHON (OPMbI, IEKAPCTBEHHOTO PACTUTENLHOFO CblpbS,
onuncaHus BUOJIOTNYECKNX, BUOXUMUYECKUX, MUKPOONONOTMYECKNX, DUSUKO-XUMUYECKUX, GU3UYECKUX,
XMMUYECKMX W APYrUX METOA0B aHa/M3a JIeKapCTBEHHOIO CpPeacTBa, a TaKXe TpeboBaHus K
NCNo/sib3yeMbiM B LENsAX NpoBeAeHMA [aHHOr0 aHanusa peakTMBaM, TUTPOBAHHbIM PaCTBOpPAM,
MHAMKaTopam;

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

19) cdapmaKoneitHas cTaTb - [AOKYMEHT, YTBEPXKAEHHbIA YNOAHOMOYEHHbIM eaepanbHbIM
OpraHOM UCMONHUTENBHOW BNACTU U COAEPKALLMIA NepedYeHb NoKasaTe1ei KauecTsa M METOL0B KOHTPONA
KayecTBa /IeKapcTBEHHOIO CPeACTBa;

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

19.1) ctaHgapTHble 06pasupl - BeWecTBa, NOCPEeACTBOM CPaBHEHUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPO/Ib KayecTBa MCCAeayemMblX JIEKAPCTBEHHbIX CPeACTB C MNOMOLLLbI PUIUMKO-XUMUYECKUX WU
61010rMYECKMX METOA0B B LLeNSX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
HOPMATUBHOWM AOKYMEHTALMNM, YCTAHOBAEHHBIM NPU OCYLLECTBIEHUM TOCYAAPCTBEHHON PErncTpaLmm, u
KOTOpble NPUMEHAIOTCA 418 KanMbpOBKM CTaHAAPTHbIX 06pPa3LLOB MPOM3BOAMTENA JIEKAPCTBEHHbIX
CpPeacTB, UCNONb3yeMbIX A1A KOHTPOASA KAyecTBa M WHbIX Ueneld Npu obpalieHUM JIeKapCTBEHHbIX
CPEeACTB;

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

19.2) dapmaKonenHbli CTaHOAPTHbLIA 0bpasel, - CTaHAAPTHbIM obpasel, NPOU3BeAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTbew;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpmaTMBHaA AOKYMEHTaUMA - OOKYMEHT, COAEep’Kaliuii nepeyeHb onpeaensembix no
pesy/sbTaTam COOTBETCTBYIOWMX 3KCMEPTU3 MOKa3aTeseil KayecTBa JIeKapCTBEHHOro cpeactsa Afis
MeAMLMHCKOro MPUMEHEHUs, METOA0B KOHTPO/IA €ro KayecTBa U YCTaHOBJ/IEHHbIV ero NPou3BoAUTENEM;

21) HopMaTMBHbI AOKYMEHT - AOKYMEHT, COAEPKaLLMMA NepedeHb onpeaensiembix No pesynbrTatam
COOTBETCTBYIOLLMX SKCMNEepTU3 MoKasaTenel KayectBa W (MNM) MeTOAOB KOHTPOAA KayecTsa
JNleKapcTBeHHON GopMbl, ONMUCaAHUA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOOMONOTrMYECKNX, GUSUKO-
XUMUYECKUX, OUINYECKUX, XMMWUYECKUX W APYrMX METOAOB aHa/M3a /IeKapCTBEHHbIX cpeacTs Ans
BETEPUHAPHOro NMPUMeEHeHUs, TpeboBaHMA K UCMOb3yeMbiM B LEeNAX NpoBefeHna AaHHOro aHanus3a
peakTMBam, TUTPOBAHHbIM PacTBOPaM, MHAMKATOPAM M YCTaHOB/IEHHbI ero NponssoauTenem;

21.1) 06bWMIN TEXHUYECKMA OAOKYMEHT - KOMMAEKT AOKYMEHTOB M MaTepuanos, COCTOALMMN U3
HECKO/MIbKMX  pa3genoB -  [AOKYMEHTaUMM  aAMMHUCTPATMBHOIMO  XapakTepa,  XMMWYECKOM,
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dapmaueBTMHECKON W BMONOrMYecKonm AOKymeHTauuu, ¢GapmMaKo/IOrMYecKoi, TOKCMKONOrn4ecKkom
OOKYMEHTaUMK, KAMHUYECKOW AOKYMEHTaUuuW WM NpeacTaBasemblii OAHOBPEMEHHO C 3asiBIeHMEM O
roCyfapCcTBEHHOW pPErucTpauMm NeKapCTBEHHOrO npenapata AAA MegUMUMHCKOro NpUMeEHeHMA B
dopmare, ycTaHOBNEHHOM YNOJIHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOIHUTENBHOM BACTY;

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

22) KayecTBO JIeKaPCTBEHHOIO CpeaCTBa - COOTBETCTBME /IEKAPCTBEHHOTO CPeacTBa TpeboBaHUAM
dbapmakoneriHol ctaTbk MO0 B Cly4ae ee OTCYTCTBMA HOPMATUBHOM LOKYMEHTALMM MW HOPMATUBHOTO
OOKYMeHTa;

23) 6e30nacHoOCTb NEKapPCTBEHHOIo CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrIO Cpeactsa,
OCHOBAHHAA Ha CPAaBHUTE/NIbHOM aHa/1n3e ero 3¢¢GKTMBHOCTM N PUCKa NpniYnHeHnA spesa 340poBbio;

24) 3¢dEeKTUBHOCTb /IEKAPCTBEHHOIO Mpenapata - XapaKTePUCTMKA CTEMeHW MONOMKMUTENbHOro
BJAMAHNA NEKapCTBEHHOrO Mpenapata Ha TedyeHue, MNPOAO/IKUTENbHOCTb 3abofieBaHMA WAM  ero
npeaoTBpalleHne, peabuamMtaumio, Ha CoxpaHeHue, NpeaoTBPaLLEeHNe UAKU NpepbiBaHne GepeMeHHOCTH;

25) cepua nekapcTBEHHOrO CPeACTBa - KOIMUYECTBO JIEKaPCTBEHHOrO CPeAcTBa, MPon3BeAeHHoe B
pesynbTaTe 04HOro TEXHOIOTMYECKOrO LMK/IA ero Npon3BoanTeNnem;

26) perncrpaumMoHHOe ya0CTOBEPEHNE IEKAPCTBEHHOrO NpenapaTa - A0KYMEHT, NOATBEPXKAAI0LLMIA
baKT rocyaapcTBeHHOM perncTpaummn 1eKapcTBeHHOro npenapara;

26.1) pep:Katenb Uan Bnagenew, PerMcTpaumoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOIO NpenapaTa -
pa3paboTuMK NEKAPCTBEHHOTO CPeACTBA, MNPOM3BOAUTENb JIEKAPCTBEHHbLIX CPeACTB MM MHOoe
topugmyeckoe nnuo, obnagarouiee NPaBom BAALEHUS PErUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G eKTUBHOCTb U 6€30MacCHOCTb 1IEKAPCTBEHHOTO NpenapaTa;

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

27) permcTpaLmoHHbIil HOMep - KoJ0Boe 0603HauYeHMe, MPUCBOEHHOE JIEKaPCTBEHHOMY npenapaTty
MPM ero rocyaapCTBEHHON perncrpauum;

28) obpaleHne JfIeKapCTBEHHbIX CpeacTB8 - pas3paboTka, AOKJMHUYECKME UCCNefOBaHus,
KAMHWMYECKNE UCCNedoBaHNA, SKCNepTn3a, rocy4apcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto Peaepauuto, BbiBo3
ns Poccuiickoit ®egepaumn, peknama, OTMYCK, peanusaums, nepegada, NPUMeHeHUe, YHUUTOXKeHWe
NeKapCcTBEHHbIX CPeaCTs;

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

29) cybbeKTbl 06palleHUs NEeKapCTBEHHbIX CPeacTB - OU3MYECKME Auua, B TOM 4ucae
WUHAMBMAYANbHbIE MPEANPUHMMAETENN, U OPUANYECKME NULE, OCYLLECTBAAIOWME AeATeNbHOCTb Mpu
06palleHnmM TIeKapCTBEHHbIX CPeACTs;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OpPraHn3aums, 061adarowas NpaBaMm Ha pesynbTaThl
OOK/IMHUYECKUX  UCCNEAOBaHWM  JIeKApCTBEHHOTO  CPeAcTBa,  KJAMHWUYECKMX  WUCCef0BaHMM
JleKapCcTBEHHOTO NpenapaTa U (MK) Ha TEXHO/IOTUIO MPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA;

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

31) NPoOn3BOACTBO /IEKAPCTBEHHbIX CpeAaAcCTB - AeATe/IbHOCTb NO Npoun3BOACTBY J1EKAPCTBEHHbIX
cpeAacts opraHM3aunaAMmn - NpPpons3BoAUTENAMUN NEKAPCTBEHHbIX CPedCTB Ha O,CI,HOVI CTaaAnn, HECKOJZIbKUX
NN BCEX CTaAUAX TEXHONOTMYECKOIro npoLecca, a TakxXe No XpaHeHUO N peannsaunm nponssedeHHbIX
NNEKapPCTBEHHbIX CPeAacTs;

31.1) npon3BoACTBEHHAA NOLWAAKA - TEPPUTOPMANbHO 060COB6NEHHBIN KOMNAEKC MPON3BOANUTENA
NeKapCTBEHHbIX CPeACTB, MpeAHasHauYeHHbIW A9 BbINOJIHEHWA BCEro npouecca NpPOU3BOACTBA
JIeKapCTBEHHbIX CPeACTB UK ero onpeaeneHHon cTaanm;
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(n. 31.1 BBeaeH depnepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

32) npousBoauTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3almaA, OCYLLecTBAAIOLLIaA MPOM3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHUAMM HacToAlero PegepanbHOro 3aKoHa;

33) dpapmaLeBTUYECKAn AeATEeNbHOCTb - AeATe/IbHOCTb, BKAOYaloWwan B ceba ONTOBYHO TOPros/to
NleKapCTBEHHbIMU CPeACTBaMM, UX XPaHEHME, NePeBO3KY U (MAK) PO3HMYHYIO TOPrOB/K EKapPCTBEHHbIMU
npenapatamu, B TOM YMUCAe AUCTAHLMOHHbBIM CNOCOBOM, X OTNYCK, XpaHeHWe, NepeBo3Ky, U3roTosaeHne
NleKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHW3auMs ONTOBOM TOProOBAW  NEKApPCTBEHHbIMM  CPeACTBaMM -  OpraHuM3aums,
OCYLLECTBAAIOWAA ONTOBYH TOProOB/IO J€KAaPCTBEHHbIMU CPeACTBaMM, WX XpaHeHue, MepeBO3Ky B
cooTBeTcTBuM ¢ TpebosBaHMAMM HacToAwero desepanbHOro 3aKoHa;

35) anTeuyHasa opraHu3auuMs - OpraHWsauusa, CTPYKTypHoe noApasjeneHue MeauLMHCKOM
OpraHM3aLnm, OCYLLECTBAAKOWME PO3HUYHYIO TOPrOB/KO EKAPCTBEHHbIMM NpenapaTtamu, B TOM 4ucie
OVCTaHUMOHHbIM cnocobom, XpaHeHure, NepeBo3Ky, M3roTOBJIEHWE M OTNYCK JIEKaPCTBEHHbIX NpenapaTos
AN MeANUMHCKOTO NPUMEHEHUA B COOTBETCTBUM C TpeboBaHMAMM HacToalero PefepanbHOro 3aKOHa;
(8 pea. PengepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHusauua - OpraHusaums, CTPYKTYpHOe MoApasgesieHune
BETEPUHAPHOW OPraHM3aLMm, OCYLLLECTBAAIOLME PO3HMYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM YMC/IEe AUCTAHUMOHHbIM CNOCO60M, XpaHEeHWE, 3rOTOBNEHME W OTMNYCK 1IEKAPCTBEHHbIX NPenapaTos
ONA BETEPMHAPHOIO NPUMEHEHMA B COOTBETCTBUM C TpeboBaHUAMM HacToAwero PeaepanbHOro 3aKoHa;
(8 pea. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuduuMpoBaHHOE  NIeKapCTBEHHOE  CPeACTBO -  NIeKapCTBeHHoe  CpeacTso,
CONPOBOXKAAEMOE N0XKHOM NHbOPMaLMen o ero cocTase U (MNK) NponsBoauTeNE;

38) HepobpoOKauyecTBEHHOE JIEKAPCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPeAcTBO, He
cooTBeTCTBYlOWEee TpeboBaHUAM dapmaKonenHon cTaTbn MO0 B Clyyae ee OTCYTCTBUA TpeboBaHUAM
HOPMATUBHOM AOKYMEHTALMM UIN HOPMATUBHOTO JLOKYMEHTA;

39) KoHTpadaKTHOE IeKapCTBEHHOE CPEACTBO - IeKapCTBEHHOE CPeACTBO, Haxoasalleeca B obopoTe
C HapyLleHNeM rpa*kaaHCKoro 3akoHoa4aTe1bCcTBa;

40) [OOKAMHMYECKoe  ucCaefioBaHME — JIeKapCTBEHHOro  cpeactsa -  Buosiormyeckue,
MMUKPOBUONOrMYECKME, MMMYHOMOMMYECKME, TOKCUKOMOTMYecKue, dapmakonorndeckne, ¢usmnyeckue,
XMMUYECKME M ApYTve UCCeA0BaHNA IeKapCTBEHHOrO CPpeacTBa NyTem NPUMEHEHUA Hay4YHbIX METOA0B
OLEHOK B LeNifX NoJlyYeHna AoKa3aTebcTs 6e30nacHoCTH, KadecTBa U 3GHEKTUBHOCTU NeKapCTBEHHOMO
CpeAacTBa;

41) KAMHMYECKOe UCCNefoBaHWE JIEKAaPCTBEHHOrO npenapaTta - M3yyeHue OUarHOCTUYECKMX,
neyebHbIX, NPodUNAKTUYECKMX, PapMaKOIOTMYECKMX CBOWCTB JIeKapCTBEHHOrO npenapaTta B npouecce
€ro NMpPVMEHEHUa y YesIOBEKa, *KMBOTHOIO, B TOM 4MCie MPOLLECCOB BCACbIBAaHWA, pacnpenesneHus,
M3MEHEHMA W BbIBEAEHMA, NyTemM MPUMEHEHMA Hay4YHbIX METOA0B OLEHOK B LEeAAX Moay4yeHus
[AOKa3aTenbcTB 6e3onacHocT, KavecTBa M 3PEKTUBHOCTM NIEKApCTBEHHOrO npenaparta, AaHHbIX O
HeXenaTesbHbIX pPeaKkumMAaX OpraHM3ma YenoBeKa, MMBOTHOTO Ha MNPUMEHEHUE NEeKAaPCTBEHHOMO
npenapata 1 06 sdpdekTe ero B3aMMOAEUCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamu U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMu;

42) MHOroueHTpoBOE KIMHNYECKOE NccneaoBaHmMe NeKapCTBeHHOro npenaparta gna megnumHCKoOro
npumeHeHnAa - KJAUMHNYEeCKoe WwnccneaoBsaHmne NeKapCTBeHHOro npenaparta Ana  mMeauunHCKoro
npumeHeHunAa, nposogmnmoe pa3pa60TquKOM NNEKAPCTBEHHOrO nNpenapata B ABYX U bonee MeOUNLIMHCKNX
OpraHn3saumAax no eaMHOMy NPOTOKOY KZIMHUYECKOIO UccnenoBaHMA NeEKApPCTBEHHOTO Npenaparta,
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43) meayHapoaHOe MHOMOLEHTPOBOE K/IMHUYECKOEe UccnenoBaHne IeKapCcTBEHHOro npenapaTta
AN MeAMLUMHCKOrO MPUMEHEHUs - KAMHUYECKOe MCcCnefoBaHMe NeKapCTBEHHOro npenapata Aad
MeAUNLMHCKOro NpMMEHeHMs, NPoBoAMMOE Pa3paboTUMKOM IeKapCTBEHHOMO npenapaTta B Pas/IMyHbIX
CTpaHax Nno egMHOMY NPOTOKOJY KIMHUYECKOTO UCC/IeA0BaHUA NeKapCTBEHHOro Npenapara;

44) nocTperucTpaLmoHHOe KAMHMYECKoe WCC/el0BaHMe J/ieKapCTBEHHOro npenapata A/
MEANLIMHCKOTO MPUMEHEHUA - KAMHMYECKOE MCC/ie0BaHWEe JIeKapCTBEHHOro npenapata A8
MEANLIMHCKOTO NMPUMEHeHMs, MPOBOANMOE NPOU3BOAMTEIEM IEKAPCTBEHHOTO Npenapara, rpaskAaHCcKui
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAe rocyAapCTBEHHOM perucrpaumu, B Lensx AoNoAHUTENbHOro
cbopa AaHHbIX 0 ero 6e3onacHOCTN U 3GDEKTUBHOCTU, paclMPEHUs NOKa3aHWUi K NPUMEHEHUIO aHHOTo
NIeKapCTBEHHOrO NpenapaTa, a TakKe BblABAEHUA HeKenaTe lbHbIX peakuuii NnaumeHToB Ha ero 4enctseme;

45) uccnepoBaHMe OWMOIKBMBANEHTHOCTU JIEKAPCTBEHHOrO MpenapaTa - BUA KJAWMHWYECKOrO
nccnefoBaHUA NeKapCTBEHHOrO NpenapaTa, NpoBeAeHMe KOTOPOro OCyLecTBAAeTCA ANA onpenesneHns
CKOPOCTU BCAaCblBaHMA W BbIBEAEHWA OAHOTMO0 WAM HECKObKMX obnagatowmx ¢apmaKkoaormyeckol
aKTMBHOCTbIO OENCTBYIOLMX BELLECTB, KO/IMYECTBA JIEKAPCTBEHHOrO MpenapaTa, AOCTUraloLWero
CUCTEMHOrO KPOBOTOKA, W pe3y/ibTaTbl KOTOPOro MO3BO/AKOT CAeNaTb BbiBOA O BMO3KBMBANEHTHOCTM
BOCMNPOU3BEAEHHOIO IEKAPCTBEHHOIO NpenapaTta B onpeAeneHHbIX 1eKapCTBEHHON Gopme 1 A03MPOBKeE,
COOTBETCTBYHOLLMX POopMe U J03UPOBKE pedepeHTHOro IeKapCTBEHHOIO NpenapaTa;

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

46) wuccnepoBaHWe TepaneBTMYECKOW 3KBMBAJIGHTHOCTM JfIEKAapCTBEHHbIX nNpenapaTos - BuA
KJMHMYECKOro UCCeA0BaHNA IeKapCTBEHHbIX NPenapaTos, NpoBeAeHne KOTOPOro OCylLecTBaAAeTCA AN
BbIAB/IEHNA OZMHAKOBbIX CBOWMCTB JIEKaPCTBEHHbIX NPenapaTos onpeae/ieHHON NeKapCcTBEHHOMN Gopmbl, a
TaKXe Ha/IMunA OAMHAKOBbIX MOKasaTtenei 6e30nacHOCTM U 3GPEKTUBHOCTU NEKaPCTBEHHbIX MPenapaTos,
OMHAKOBbIX KAMHUYECKNX 3PPEKTOB NPU UX NPUMEHEHNN;

47) NpOTOKON KAMHMYECKOrO UCCNeA0BaHMA NeKapCTBEHHOTO npenapaTta - AOKYMEHT, B KOTOPOM
onpeaenaoTca uenun, GopmMbl OpraH13aLMM U METOA0N0MUA NPOBEAEHNA KIMHUYECKOrOo UCCNea0BaHus,
CTaTUCTMYECKME MeTodbl 06paboTKM pe3ynbTaToB Takoro WMCCAeAoBaHMA M Mepbl No obecneyeHuio
6e30MacHOCTU  GU3MYECKMX WL, YHaCTBYIOWMX B KAMHMYECKOM MCCNeA0BaHUM NIEeKapCTBEHHOrO
npenapara;

48) 6powtopa nccnesoBaTens - CBo4HOE U3/0XKEHUE Pe3yNbTaToB AOKANHUYECKOTO UCC/Ie0BaHNs
JIeKapCTBEHHOrO CPeacTBa WM KAMHUYECKOTO WCCAeAoBaHMA  JIEKApCTBEHHOro npenapaTta  Ans
MeAMLMHCKOro MPUMEHEHUS;

49) HPOPMALMOHHBIN NCTOK MaLMEHTa - JOKYMEHT, B KOTOPOM COAEpPKaTCA B AOCTYyNHOW dopme
CBeAEHMA, Kacallmeca NpoBOAMMOro KAMHUYECKOTO MCCAeA0BaHMA IeKapcTBEHHOro npenapaTa, U B
nMcbMeHHON popme A06POBONLHOE COrnacue NauMeHTa Ha ydyacTMe B KAMHWMYECKOM WUCCaefoBaHWUU
NleKapcTBEHHOrO npenapaTa Noc/ie 03HAaKOMAEHWA C OCOBEHHOCTAMM K/AMHUYECKOro UCC/iefoBaHus,
MMeIOLWMMM 3HaYEHME ANA BblPaXKEHWA TaKOro cornacus;

50) noboyHoe AEﬁCTBMG - peakuuAa opraHnima, BO3HUKWAA B CBA3UM C NPUMEHEHUNEM
NNEKAPCTBEHHOIO npenaparta B A03aX, peKoMeHAyemblX B UHCTPYKUMM MO €ero npumeHeHwuto, AOnA
I'IpOd)MI'IaKTI/IKI/I, ANAarHOCTUKU, nevyeHunA 3aboneBaHua nam ana pea6V|I'IVITaLI,I/IVI;

50.1) He)enaTenbHasa peaKkuus - HenpegHamepeHHas HebnaronpuaTHas peakuua opraHM3ma,
KOTopas MOXKeT bbITb CBA3aHa C NPUMEHEHMEM IeKapCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexKenaTes/ibHas pPeakuus - HexenaTesbHasa peaKkLus OpraHM3ma, CBA3aHHas ¢
NPMMEHEHWEM NEKapPCTBEHHOro npenapaTa, NpPUBEAWas K CMepTW, BPOXAEHHbIM aHOMa/MAM WM
nopoKkam passBuTUA AnMbBo npeacTaBaawowWas coboi yrposy »KU3HW, Tpebylowas rocnuTanmsauun uam
np1BeALLan K CTOMKOM yTpaTe TPyA0CNOCOBHOCTM U (MAKN) MHBAANAHOCTY;
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52) HenpeaBUAEHHAA HeXKenaTeNbHas Peakums - HexKesaTe/bHas peaKkuusa opraHusma, Kotopas
CBA3aHa C NPUMEHEHMEeM JIeKapCTBEHHOro npenapata B A03aX, PEKOMEHAyeMblX B MPOTOKO/AE ero
K/IMHUYECKOTO UccnefoBaHMA, bpoltope uccienoBatens, WAWM C MPUMEHEHUMEM JIeKapCTBEHHOTO
npenapata B 033X, PEKOMEHAYEMbIX B WHCTPYKLUMM MO €ro MNpUMEHEHUI0 aas MNPOodUNAKTUKM,
ONArHOCTUKWN, NeYyeHuns 3aboneBaHusa AN MeguLMHCKON peabuamTaumm naumMeHTa, U CyLHOCTb, TAXKECTb
MW UCXOH, KOTOPOW He COOTBETCTBYET MHMOPMaUUM O NIeKapCTBEHHOM MpenapaTe, coAepKalleinca B
NPOTOKO/MIE €ero KJAMHUYECKOro MCC/efoBaHus, bpolwope ucciegoBatensa WAM B MHCTPYKUMM NO
NPUMEHEHUIO0 NEKaPCTBEHHOTO Npenapara;

(n. 52 B peg,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHaa3op - BUA, AEATENbHOCTU MO MOHWUTOPUHTY 3bdEeKTUBHOCTM M Be3onacHoCTU
NIeKAPCTBEHHbIX MNpPEenapaToB, HAMPaB/JEHHbIN HA  BbIBAEHWE, OUEHKY M NpefoTBpaLieHue
HerKenaTesbHbIX NOCNeACTBUI NPUMEHEHNA NEKAPCTBEHHbIX NPENApPaToB;

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

52.2) nnaH ynpaBieHUs puUCKamu - NoAapobHoe onucaHve meponpuATui no GapmakoHaA30py,
HAMNpPaB/IEHHbIX HA BbIIB/IEHWE, OLLEHKY M MPeAOoTBPALLEHME MU MUHUMM3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKAOYan oueHKY 3pPeKTUBHOCTU AaHHbIX MEPONPUATUN;

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

53) peuenT Ha /IeKapCTBEHHbIM NpenapaTt - MeAULUUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
cofepKalWmii HazHAYeHNEe NIeKapCTBEHHOrO npenaparta A8 MegMLMHCKOrO NMPUMEHEHWs, BblAaHHbIN
MEeANLMHCKMM pabOTHMKOM B LENAX OTNyCKa NEKAPCTBEHHOro npenapaTta WAW ero MU3roToBAEHUA U
OTnycka Ha ByMaxKHOM HOCUTE/IE UM C COT/lacus NaUMEHTA UM ero 3aKOHHOro npeactaButens B popme
3/IEKTPOHHOIO [OKYMEHTa, MNOAMMCAHHOIO C MCMNO/b30BAHMEM YCUNEHHOW KBanuduuMpoBaHHOM
3/IEKTPOHHOM noAnUCU  MeAUUMHCKOro paboTHMKa, NM6O OOKYMEHT YCTaHOBAEHHON ¢dopMbl,
CoAepKaMN Ha3HaYeHWEe NIeKaPCTBEHHOrO MpenapaTta 1A BETEPMHAPHOro NpMMeEHEeHUsA, BblAaHHbIN
cneupannctom B 06/1aCTM BETEPUHAPUM B LENAX OTNYyCKa JIEKApPCTBEHHOro npenapata WAM ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

(8 pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-03)

54) TpeboBaHMe MeAMUMHCKOW OpraHWsaumu, BeTEPUHAPHOM OpraHM3aumMmM - [OKYMEHT
YCTAHOB/IEHHOM GOpPMbI, KOTOPbIW BbIMMCAH MEAULNHCKUM PabOTHUKOM MU CleLmMannucTtom B obnactm
BETEPUHAPUM, MMEIOWMMU Ha 3TO MPaBo, U COLEPXKMUT B MUCbMEHHOW ¢dopme yKasaHWe anTeyHoM
OpraHM3auun AU BETEPUHAPHOM anTeyHoM opraHn3auum ob oTMNycKe IeKapCcTBEHHOIO NpenapaTta Uan o
ero usrotoeseHnn n o6 otnycke ana obecnevyeHma nedyebHoro npouecca B MegMLNHCKOM opraHM3aumuy,
BETEPMHAPHOM OpraHn3aLmu;

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

55) KOMMN/EKCHas OLEHKa JIeKapCTBEHHOro npenapaTa - OLUEHKa 3aperMcTpupoBaHHOMo
NleKapcTBEHHOrO NpenapaTa, BKAo4Yaowas B cebs aHann3 MHPOPMaL MM O CPABHUTENbHOMN KANHMUYECKOM
3dPEKTUBHOCTM M 6E30MaCHOCTN NEKAPCTBEHHOMO NpenapaTa, OLuEeHKY SKOHOMUYECKMX NOCIeACTBMI ero
NPUMEHEHUA, U3yYeHNe AOMNONHUTENbHbIX NOCNEACTBUA MPUMEHEHUA JIeKapCTBEHHOro npenapaTta B
Lenax MPUHATUA pPEeLIeHMIt O BO3MOKHOCTU BK/OYEHMS JIeKapCTBEHHOro npenapaTta B MepeyeHb
U3HEHHO HEeOoBXOAMMBIX U BarKHENLIMX NIeKAapPCTBEHHbIX MPenapaTos, HOPMaTMBHbIE MPABOBbIE aKTbl U
MHble AOKYMEHTbI, onpegenstolme Nopagok oKasaHUA MeaMLMHCKOM NOMOLLM, UNU UCKAKOUYEHUA ero us
YKa3aHHbIX NePEeYHs, aKTOB M AOKYMEHTOB;

(n. 55 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPUHIA ABUMKEHWA NIeKAapPCTBEHHbIX MpenapatoB ANA  MegULMHCKOro
npumeHeHua - depepanbHaa rocyfapcrBeHHas MHOOPMALMOHHASA cUCTEMA MOHMUTOPWUHIA OBUMKEHUN
NIeKApPCTBEHHbIX MpenapaTtoB Aa1A MEeAMUMHCKOrO MNPUMMEHEHUA OT MPOU3BOAUTENA [0 KOHEYHOro
notpebuTena ¢ MCNONb30BaHMEM B OTHOLIEHMM JIEKAPCTBEHHbIX NpenapaTtoB AAA MeaMLMHCKOro
NPUMeHeHNA CPeacTB MAEHTUDMKaLMN.

(n. 56 BBegeH PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)
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nasa 2. MOJIHOMOYUA GELEPA/IbHBIX OPTAHOB UCNONHUTE/NIbHOW
B/IACTU, OPTAHOB UCMO/IHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLLEEHUUN NEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomouua d¢epepanbHbIX OPraHOB MCNONHUTENIbHOW BAACTUM Npu obpalieHun
NleKapCTBEHHbIX CpeacTB

K nonHomoumnsm penepanbHbiX OpraHoB UCMNOSTHUTEIbHOM B/1IAaCTU NPU 0OPaLLLEHNMN IEKAPCTBEHHbIX
CpencTB OTHOCATCA:

1) nposeaeHune B Poccuiickoit dPepepaumm eguHOM rocyaapCTBEHHOM NOAUTUKM B obnactu
obecneyeHnn nekapcTBeHHbIMK NpenapaTamm rpaxaaH B Poccuiickoit ®egepaumy;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepxkaeHMe obwux dapmaKonelHbix cTaTel, <¢dapmaKonelHblX cTaTel, u3gaHue
rocyaapcTBeHHoM papmakoneu, cosgaHme n segeHune peectpa ¢apmakoneiiHbix CTaHAapPTHbIX 06pasLoB;
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocyulecTBieHMe rocyapCcTBEHHOIO KOHTpoAaa (Haa3opa) B chepe obpallleHUA NeKapCTBEHHbIX
CpeAacTs;
(8 pea. PengepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nueH3npoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U GpapMaLeBTUYECKON AeATeIbHOCTU
B COOTBETCTBMM C 3aKOHOAaTeIbCTBOM Poccuitckol ®egepaumm;

5) opraHusaums 3KCNepTM3bl NIEKAPCTBEHHbLIX CPEACTB, 3TUYECKOM 3KCNEepTM3bl BO3MOMKHOCTU
npoBeAeHNA  KNINMHUYECKOrOo UCCNeaOoBaHWA NEKApCTBEHHOro npenapata  A4na  MeguUMHCKOro
NPUMEHEHWA, 3SKCNepTU3bl AOKYMEHTOB, MNpPeACTaBAEHHbIX AnA onpeaeneHua  BO3MOXKHOCTM
paccmaTpuBaTb NEKAPCTBEHHbIN MpenapaT Ana MeAMLMHCKOTO NPUMEHEHWS MPU rocyAapCTBEHHOM
pernctpaumnmn B Kayectse oppaHHOrO 1IEKAPCTBEHHOIO Npenapara;

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

5.1) opraHusauua npoBeAeHWA KOMIMJIEKCHOM OUEHKM NEeKApCTBEHHOrO npenapaTta B LEesx
NPUHATMA PELLEHMA O BO3MOMKHOCTU BK/IIOYEHMA JIEKAPCTBEHHOIO MpenapaTa B MepeyeHb KM3HEHHO
HEOOXOAMMbBIX W BaXKHEWMLIMX JIeKAPCTBEHHbIX NPEenapaTtoB, HOPMATMBHbIE MPaBOBble aKTbl U WHblE
OOKYMEHTbI, onpegensAowme MOpAAOK OKa3aHMA MeAULMHCKON MOMOLLM WKW UCKAKOYEHUA ero w3
YKa3aHHbIX NepeyHs, akToB U AOKYMEHTOB;

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

6) Bblgaya paspeLleHnit Ha NPOBEAEHNE KIMHUYECKMX UCCNeA0BaHNIM IeKAPCTBEHHDbIX MPenaparos,
BEAEHME PeecTpa BblAaHHbIX pa3pelleHunit Ha NPoBeAeHNE KIMHUYECKUX UCCNeA0BaHUIA IeKAapCTBEHHbIX
npenaparos;

7) rocygapCrtBeHHaa perncrpaumna NeKapCTtBeHHbIX npenapatoB, BeAeHUe TroCyaapCTtBEHHOro
peecTpa 1eKapCTBEHHbIX CPEACTB,

8) opraHusaums u (Mnun) NnpoBeseHMEe MHCNEKTUPOBAHUA CYObeKTOB 0BpaLLLeHUA NeKapPCTBEHHbIX
CPeACTB Ha COOTBETCTBME MPaBUIaM Hag/exKallen N1abopaTopHOlM NPaKTUKK, NPaBMUAaM HagnexKallen
KAMHMYECKOW NPaKTUKKM, NPaBMUAaM HaaNeKallel NPakTUKN XPaHEHMA U NePeBO3KN IEKaPCTBEHHbIX
npenapaTos, NPaBMAaM HaaNeKaLLen ANCTPUObLIOTOPCKOM NPaAKTUKKM, MPaBMAaM HaANeKaLLen anTeyHoM
NPaKTUKMK;

(n. 8 B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHusauma n (unn) nposegeHMe UHCNEKTUPOBAHNA Cy6bEKTOB 06paLLEHUA NEKAPCTBEHHbIX
CPeAcTB Ha cooTBeTCTBMe TpeboBaHMAM MpPaBuA Hag/iexKalleid NPoU3BOACTBEHHOM NPaKTMKM, Bblgaya
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3aK/I0YEHUN O COOTBETCTBMM NPOU3BOAUTENS JIeKAPCTBEHHbIX CpeAcTB TpeboBaHMAM nNpasBun
Hagnexallen NpPon3BoACTBEHHOM NPAKTUKY;
(n. 8.1 BBeaeH depsepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

8.2) yctaHOB/NEHWE MOpAJKa BeAEHWS U BeAeHWe rocyJapCTBEHHOrO PeecTpa 3aKal4yeHui o
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBUA  Hagnekallen
NPOM3BOACTBEHHOM MPAKTUKY;

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

9) rocygapcTBeHHas pernctpauMa npefenbHbiX OTMYCKHbIX LUeH npou3BoauTenei Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MepeyeHb MM3HEHHO HeobXoAUMbBbIX W  BarKHEMLMUX
NIeKapCTBEHHbIX MpenapaToB, M BedeHWe TFOCYAAPCTBEHHOro peecTtpa npeaenbHbIX OTMYCKHbIX LeH
npoussoauTeneil Ha NeKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeyeHb XU3HEHHO HeobXxoauMbIX U1
Ba*KHEMLLMX IeKapCTBEHHbIX NpenapaTos;

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

9.1) cornacoBaHue NPOEKTOB PELUEHUI OPraHOB UCNOHUTENBHOW BNAcTU cybbeKkToB Poccuitckoi
denepauyn 06 yCTaHOBAEHUM U (MNIM) U3MEHEHWUM MpPEAE/ibHbIX PasMepoB OMTOBbIX HALOABOK M
npeaenbHbIX Pa3sMepoB PO3HUYHbIX HAA0ABOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM
NPoOu3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB, Ha JIEKAapCTBEHHble MNpenapaTbl, BKJOYEHHble B
nepevyeHb XN3HEHHO HGO6XOAMMbIX M BarKHEMLWmnxX NNeKapCTBEHHbIX MPenapaTos,

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

10) Bblgaya, YCTaHOB/EHWE MOPAAKA BblOAYM PA3PELUEHUA HA BBO3 KOHKPETHOW MapTuu
NeKapcTBEHHOTO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, yCTaHOBAEHME NOPSAAKA BblAauM U GOpMbl OKYMEHTA, KOTOPbLIV NOATBEPKAAET, YTO
NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata 408 MEeAULUMHCKOr0 MNPUMEHEHUA OCYLLecTB/eHO B
COOTBETCTBUM C TPebOBaHUAMM NpPaBUA  Hag/eXKalleld NpPOM3BOACTBEHHON MPAKTUKU WAM  4YTO
JIeKapCTBEHHbIM NpenapaT 418 BEeTEPUHAPHOrO NMPUMEHEHMA AonylweH K obpalweHuto B Poccuiickomn
depepauun, N NOANEKNUT NPeACTaBAeHUIO No TPeOOBaHMIO YNOJTHOMOYEHHOIO OpraHa CTPaHbl, B KOTOPYHO
BBO3UTCA IEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBepeH degepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa oT
02.08.2019 N 297-®3)

10.2) Bblgaya, ycTaHOB/IEHUE MOpPAAKA BblAaun U GOPMbl AOKYMEHTA, COAEPKALLErO CBEAEHUA O
CTaAMAX TEXHONOTMMYECKOro MpoLiecca NPOM3BOACTBA JIEKAPCTBEHHONO CPeAcTBa AN MegMULMHCKOro
NPUMEHEHWA, OCYLLECTBAAEMbIX Ha TeppPUTOpPUKN EBPa3mMinCKOro SKOHOMUYECKOTO CO033;

(n. 10.2 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pen. denepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) co3aaHme coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpaLLleHMeM IeKapPCTBEHHbIX CPeACTB;
12) atTectauus n cepTuduKaLma CneunanmncTos;
13) yTpatun cuny c 1 ceHTabps 2013 roga. - PeaepanbHbiii 3aKkoH oT 02.07.2013 N 185-93;

14) ocywecTtBneHne papmMakoHaA30pa;
(n. 14 B pea. epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B meKAyHapo4HOM COTPYAHUYECTBE;

16) nony4eHre no 3anpocam ynosHoOMouYeHHoro dpeaepanbHOro opraHa UCMOAHUTENbHON BNACTH
OT OpPraHOB MCMOJIHUTENbHOM BNAcTM cybbekToB Poccuiickoli depepaumu, a TakKe OT CyObekToB
0bpalleHnA NeKapCTBEHHbIX CPEACTB A/1A MeAMLMHCKOro npuMeHeHuA MHGOPMALMM MO BONPOCam
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YCTaHOBNEHNA U NPUMEHEHNA UEeH Ha 1IeKapCTBEHHbIE NMpenapaTbl U Ha,ﬂ,6aBOK K HUM;

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapyweHue 3aKoHogaTesnbcTBa Poccuiickol
depepaunuy;

18) yTBepxAeHWe nNpaBWA Hag/aexawei /abopaTopHOM NPAKTUKKM, NpPaBUA  Hagaexkalen
KAMHUYECKOW MPaKTUKK, NPaBUA HagNeralen NpousBOACTBEHHOM MPaAKTUKKW, NPAaBUA Haaaexallel
NPaKTUKM  XpPaHEHWA U NEPeBO3KM  JIEKAPCTBEHHbIX  MpPenapaToB, NpPaBuMA  Haajexaluei
ONCTPUOBLIOTOPCKOM MPAKTUKM, NPaBWA Hag/exalelh anTedyHOW NPaKTUKWU, MpPaBuA  HaZNerkallen
NPaKTUKKN GpapmaKkoHaA30pa IeKAapCTBEHHbIX NpenapaTos 419 MeANUUHCKOTro NPUMeHeHUs;

(n. 18 BBegeH dDeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHWe nopsaaka GOPMMPOBAHMA PEFUCTPALMOHHOTO A0Cbe Ha JIeKapCTBEHHbIM
npenapat n TpeboBaHU K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

20) yTBEpPKAEHME MPABUA PALLMOHANBLHOTO BbIGOPA HAaMMEHOBAHWIM IeKAPCTBEHHbIX MPENapaTos
ANnAa MmeauLUUMHCKOTro NpUMEeHeHus;
(n. 20 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHWE NepeyHsa HaMMEHOBAHWUI NeKapCTBEHHbIX GopMm;
(n. 21 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-93;

23) yTBEpKAEHME TPebOBAHUA K MHCTPYKLUMM MO MeOULMHCKOMY NMPUMEHEHWUIO NEKAPCTBEHHbIX
NpenapaTos M K MHCTPYKLUK NO BETEPUHAPHOMY MPUMEHEHMUIO JIEKAPCTBEHHbIX MPENapaTos;
(n. 23 BBegeH PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

24) NpUHATUE PELUEHUI, ABNAIOLLMXCA OCHOBAHMAMMU OS5 BKAKOYEHUS| AOMEHHbIX UMeH U (Mau)
yKasatenen cTpaHuL, cantoB B MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CeTeBbIX afApPecoB B eAuHY0 aBTOMATU3MPOBAHHYID MHPOPMALMOHHYIO cuctemy "EAMHBbIA peecTp
AOMEHHbIX MMEH, YyKasaTefnel CTpaHuL, CaliToB B MHGOPMALMOHHO-TENEKOMMYHUKALUMOHHOW CeTu
"MHTepHeT" M ceTeBbIX aApecoB, MO3BONAOWMX MAEHTUPUUMPOBATL CcalTbl B MHGOPMALMOHHO-
TENEKOMMYHUKALMOHHOW ceTn "MHTepHeT", cogepKalume nHGOpPMaLMIO, pacnpoCcTpaHeHNe KOTOpOW B
Poccuiickolt ®egepaunn 3anpeleHo"”, B OTHOWEHMM MHPOPMALMKM, COAEeprKallen npeasoXKeHue o
PO3HUYHOIN TOProBAe /NEeKapCTBEHHbIMK MNpenapaTamu, B TOM UMCNe AWUCTAaHUMOHHbIM criocobom,
PO3HUYHAA TOProBAA KOTOPbLIMW OrpaHMYeHa WAM 3anpelieHa B COOTBETCTBMM C  HACTOALMM
denepanbHbIM 3aKOHOM, U (MM) MHPOPMaLMK, CoAepsKalleid NpessoXxKeHne O PO3HWYHOW Toprosae
NeKapcTBEHHbIMM NpenapaTamu, B TOM YMCIe AUCTAHUMOHHBIM CNOCOBOM, IMLAMMU, HE MUMEILWMMM
NIMLEH3UN U paspelleHMs Ha OCYLLEeCTB/IeHWE TaKoW AEeATeNbHOCTM, eCAM MOAYYEHME SIMLEH3UU U
paspeLleHns NpesycMOTPEHO 3aKOHOAATEIbCTBOM 06 06paLLeHMIU TEKAaPCTBEHHbIX CPEACTB;

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

25) Bblga4a pa3pelleHunii Ha BBOA, B rPaXAaHCKUA 060pOT MMMYHOBNONOMMUYECKMX IeKaPCTBEHHbIX
npenaparos.
(n. 25 BBegeH PenepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTIAKOC: NpumeyaHue.

Ct. 5.1 pacnpocTpaHseTcs Ha MOJIHOMOYMSA, KOTOpble He nepenaHbl AN OCYLLEeCTBNIEHUA OpraHam
rocyfapCTBEHHON BAAcTU CybbekToB PO 1M opraHam MecTHOro caMoyrnpas/ieHUs COOTBETCTBYHOLLMMM
depnepanbHbiMKM 3akoHaMu (P3 ot 13.07.2015 N 233-93).

CraTtba 5.1. Mepeaaya ocywecTBneHUs NOJHOMOUMNA deaepanbHbIX OPraHOB UCNOAHUTENbHOM
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BNAaCTU Npu 06palleHUM NeKapCTBEHHbIX CPeaCcTB OpraHam WCMOJIHUMTE/NIbHOW B/AacTU Cyb6beKToB
Poccuiickoit degepauumn
(sBepeHa depepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MonHoMoumnA denepanbHbIX OPraHOB MCMNOAHUTENBHON BAACTM NpU 0bpalleHMn NeKapCTBEHHbIX
CpeacTs, NpeAycMOTPeHHble HactoAwuMm PepepanbHbiM  3aKOHOM, MOTyT MepegasBaTbCA  ANs
OCYLLEeCTB/IEHMA  OpraHam  WUCMNOJIHUTENIbHOW  BAacTU  cybbekToB  Poccuitckon — degepauum
noctaHosneHnamM MpaButenbcTea Poccuiickon ®epepaymm B nopsaake, yctaHosneHHoM PeaepanbHbim
3aKOHOM OT 6 oKTAbps 1999 roga N 184-@3 "O6 0bWMX NPUHLMNAX OpraHM3auMn 3aKOHOAATE/IbHbIX
(npeacTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BAacTu cybbekToB Poccuiickoit
depepaunn’.

CraTtba 6. MonHOMOYMA OPraHOB UCMOJIHUTEIbHOW BNAacTu cybbeKTa Poccuitickoit Pegepauum npu
06paLLeHnN NeKapCTBEHHbIX CPeACTB

K nonHomoumsm OpraHoB WCMOAHUTENbHOM BnacTM cybbekta Poccuitickon Pegepauumn npu
0b6paLLeHMM TIeKapCTBEHHDbIX CPeACcTB OTHOCATCA:

1) paspaboTka W peanusauma  pervoHanbHbIX Mporpamm obecrneyeHus  HaceneHus
NleKapcTBEHHbIMM Npenapatamu;

2) ycTaHOBAEHME Npeae ibHbIX Pa3MepoB ONTOBbIX HaA6aBOK U Npeae/ibHbIX Pa3MePOB PO3HUYHbIX
Hafb6aBOK K (aKTMUECKMM OTMYCKHbIM LIEHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaToB, Ha /IeKapcTBEHHble Mpenapathbl, BKAIOYEHHblE B MepedYeHb KU3HEHHO HeobXoAuMMbIX W
BaXKHEMLIMX NEeKapCTBEHHbIX MPenaparos;

3) ocyulecTB/ieHNe PEerrMoHaNbHOIO rOCYAapPCTBEHHOrO KOHTPOAA 3a MNPUMEHEeHMEM LeH Ha
NleKapcTBEHHbIE MpenapaTtbl, BKAIOYEHHbIE B MEpPeYeHb KMU3HEHHO HEOBXOAMMbIX U BarKHEWLWuX
NleKapCcTBEHHbIX MpPenapartos, OPraHM3aUMAMKM OMTOBOW TOPrOBAM JIEKAPCTBEHHBIMU CPeAcTBaMy,
anTeYHbIMU OPraHM3auUAMU, UHAMBMAYANbHBIMU NPEeANPUHUMATENAMM, UMEIOWUMM JNLEH3NIO Ha
dbapMaLeBTUUECKYIO AeATeNbHOCTb, MEAUUMHCKUMW OPraHm3aumammn, MMELWMMN JINLLEH3UI0 Ha
dbapmaueBTUUECKYIO [AeAaTenbHOCTb, U ux 060cobneHHbIMK noapasaeneHnuammn (ambynatopuamu,
denbawepckumn 1 GenbAepcKo-akKyLWepCKUMN  NYHKTamK, ueHTpamu (oTaeneHmamun) obuiei
BpauyebHol (cemelHOI) NPaKTUKK), PACMOIOKEHHbIMU B CENbCKMX HACe/eHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHM3aLmm;

(B peq. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 27.12.2019 N 475-03)

4) npuHATMe pelleHna 06 MCNoNb30BaHUWM Ha TeppuTopuM cybbekTa Poccuiickoit depepauuu
Hapagy C peLenTaMy Ha JIeKApCTBEHHble npenapatbl, OPOPMIEHHbBIMM Ha OymMarKHOM HocuTesne,
peLenToB Ha JieKapcTBEHHbIE NpenapaTbl, CGOPMUPOBAHHbIX B GOPME 3NEKTPOHHbIX LOKYMEHTOB.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtba 7. Pa3paboTKa U usgaHue rocygapcTeeHHoin dpapmaKoneu, pasmelleHne AaHHbIX O HeN

1. NMopa rocyaapcTBeHHOM dapmakoneen MoOHMMaeTcs cBog obuwimx dapmaKonenHbiX cTaTen u
dapmakonenHbIx cTaTe.

2. PaspaboTka ob6buwmx dapmakoneiHbix ctaten M dapmaKonelHbiX cTaTell, B TOM uucne
dapmaKonelHbix cTaTeld Ha <¢dapmakoneiHble cTaHgapTHble o06pasubl, W BKAOYEHME UX B
rocyapcTBeHHyto GapmaKoner OCyLecTBAATCA B MNOPALKE, YCTAHOBAEHHOM YMNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENBHOMN BNACTU.

(B pen,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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3. PazpaboTka papmakoneiHom cTaTb Ha pedepeHTHbI NeKapCTBEHHbIM NpPenapaT U BKAYeHMe
ee B rocyJapcTBeHHy0 dapmaKomnel B TeYeHMe CPOoKa AEWCTBMA 3alUTbl UCKAOYMTENbHOro Mpaea,
YO40CTOBEPEHHOIO MaTEHTOM Ha pedepeHTHbIN JIeKapCTBEHHbIM Npenapar, OCyLLEeCTBAAIOTCA C COrnacus
ero paspaboTtunka.

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

4. TocypmapctBeHHaa ¢apmakones M3gaeTcad YMNOJHOMOYEHHbIM deaepasbHbIM  OpraHOM
NCMNOJIHUTENbHOM BNACTM 3a CYET cpeacTB denepanbHOro 6roaKeTa U NOANEKUT NePen3gaHNAM He perke
yeM OAMH pa3 B NATb JieT, B Mepuoa Mexay KOTOPbIMU M3A30TCA MPUIONKEHUSA K rocyAapCTBEHHOM
dapmakonee, cogepsKawme obwue dapmakoneliHble cTatbM W (MAK) dapmaKoneiHble CcTaTbi,
yTBepKAeHHble Noc/ie U3JaHna U nepensgaHna rocyaapcteseHHon dapmakoneu.

5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOAHUTENbHOW BAACTU pasMellaeT JaHHble o
rocygapcteeHHon dapmaKonee 1 NPUNOKEHUAX K Hell Ha cBoem odpuumanbHom cainte B cetn "UHTepHeT"
B YCTaHOB/IEHHOM MM NopsAaKe.

Fnasa 4. FOCYAAPCTBEHHbIA KOHTPO/1b MPU OBPALLEHUN
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpoBaHMEe NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB M dapmaueBTUUeCKOo
BeATeNnbHoCTU

1. InueH3npoBaHMe NPOM3BOACTBA IEKAaPCTBEHHbIX CPEACTB M hapMaLeBTUIECKON AeATeIbHOCTH
OCYLLLECTB/IAETCA B COOTBETCTBMM C 3aKOHOA4ATeIbCTBOM Poccmitckoin denepaumm.

2. O6A3atenbHbIM YCNOBMEM MPEAOCTaBAEHMA JIMLEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUNOXKEHME K 3aABNEHUIO COMCKATENA NNLEH3UN NEePEYHs NIeKapcTBEHHbIX Gopm 1
(unn) BupoB dapmaLeBTUYECKMX CyBCTaHLMI, KOTOpble NPOU3BOAMTENb JIEKAPCTBEHHbLIX CPEACTB
HaMepeH NPoOu3BOANTD.

3. B cnyyae Heobxo0AMMOCTU paclUMPeHMA NPOU3BOACTBA NEKAPCTBEHHbIX CPeACTB 3a CYET HOBbIX
JNleKapcTBeHHbIX GopM 1 BUAO0B PpapMaLLEBTUHECKNX CYOCTaHLMI NPON3BOANTE b NEKAPCTBEHHbIX CPEACTB
O0KeH NepeoPopMUTb IMLLEH3UIO Ha MPOU3BOACTBO IEKAPCTBEHHbIX CPEACTB.

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

4. InueHsna Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB (bapmaueBTUYecKoin cybcTaHUMM cnupTa
3TWNOBOTO (3TaHONA) BbIAAETCA MPU YCIOBUM HAAMYMA Y OpPraHM3aLuuM Ha npaBe COOBCTBEHHOCTH,
XO3AACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNPaBAEHNA OCHOBHOIO TEXHO/I0rMYeckoro obopyaoBaHusa
ONA NPOM3BOACTBA 3TU/IOBOrO CMNMPTA, 3apernmcTpMpoBaHHOIO B COOTBETCTBMM CO cTatber 14.1
depnepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-d®3 "O rocynapCTBEHHOM peryanpoBaHum
npou3BoAcTBa M 060pOTa 3TUIOBOrO CNMPTa, aJKOTOAbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUMN U 00
orpaHu4YeHmmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKkumm".

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

Cratba 8.1. Ocob6eHHOCTM ANUUEeH3UPOBaHUA MPOM3BOACTBA JIEKAPCTBEHHbIX CPeAacTB
(bapmaueBTnuecKoii cybcraHuMM cnupTa aTUNOBOrO (3TaHONA)
(sBepeHa degepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

1. [deictBMe AnMULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTs (dbapmaueBTUYecKom
cybcTaHUMM cnupTa 3TMAOBOrO (3TaHoNa) MPMOCTaHaB/AMBAETCA B 4acTM MpaBa Ha MNPOM3BOACTBO
dbapmaueBTUYecKon cybcTaHUMM CnupTa 3TUAOBOrO (3TaHOMA) NNLEH3MPYIOWMM OpPraHoM B C/yYasXx,
onpeaeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMMU
OTAENbHbIX BUAOB AeATEeNbHOCTM", a TaKXKe Ha CPOK MPUOCTAHOBNEHUA AeNCTBUA JINLEH3UM Ha
Nnpown3BOACTBO 3TUI0BOrO CNNpPTa 415 NPOU3BOACTBA PapMaL,eBTUYECKOM CyOCTaHL MM CNUpTa 3TUNO0BOTO
(sTaHONa), BblAAHHON B cooTBeTCTBUM ¢ PeaepanbHbiM 3aKOHOM OT 22 HosAbpA 1995 roga N 171-93 "O
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rocy4apCTBEHHOM PeryiMpoBaHMM MPOM3BOACTBA M 0OOPOTa 3TWUIOBOTO CMMPTA, AJIKOFOJIbHOW W
cnupTocoAep Kalliei NPoayKUUK 1 06 orpaHndeHumn notpebneHma (pacnuTmns) ankoroibHoOM npoaykumn'.

2. [leiicTBME /NUEH3MM HA MNPOUM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaLeBTUHECcKow
cybcTaHUMM cnupTa 3TUIOBOrO (3TaHoNa) B YacTM npaBa Ha MPOM3BOACTBO $apmMaueBTUYECKOM
cybCcTaHUMM cnupTa 3TMAOBOrO (3TaHOMA) NpeKpallaeTca JIMLEH3MPYIOWMM OpraHoM B C/yYasXx,
onpeaeneHHbix ctatbelt 20 PepepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O AnueH3snMpoBaHun
OTAENbHbIX BWAOB AeATeNbHOCTM", a TaKXe C AaTbl NPEeKpalleHUA WAM aHHY/IMPOBAHUA AENCTBUA
JIMLLEH3UM Ha NPOU3BOACTBO 3TMNIOBOFO ChMpTa AAA NPou3BoACcTBa dapmaleBTUUECKON cybCcTaHumum
cnupTa 3TUNOBOro (3TaHONA), BblAaHHOM B cooTBeTcTBMM ¢ PegepanbHbiM 3aKOHOM OT 22 Hosabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryanMpoBaHMM NPOU3BOACTBA M 0BOpPOTa 3TMNOBOMO CNUPTA,
a/IkoroNlbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
a/IkorosibHOM nNpoaykumn'.

CraTtba 9. locypapcTBeHHbIA KOHTPOAb (Haa30p) B chepe 06palyeHMa NeKapCTBEHHbIX CpeacTB
(8 pea. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

1. locyaapcTBeHHbI KOHTPOb (Haa30p) B chepe obpallleHMsA NeKapCcTBEHHbIX CPeACcTB BKAOYaET B
cebs:

1) NUNUEH3NOHHbLIN KOHTPO/Ib B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTs M B cohepe
dapmaLLeBTMUYECKON AeATENBHOCTY;

2) denepanbHbIii rocyapcTBEHHbIN Haa30p B chepe 0bpalleHnsa NeKkapCTBEHHbIX CPeacTs;

3) BbIBOPOUHbIN KOHTPOJIb Ka4ecTBa JIEKAPCTBEHHbIX CPEACTB.
(n. 3 BBegeH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

2. JIMUEH3MOHHBIN KOHTPO/b B cdepe NPOM3BOACTBA NIEKAPCTBEHHbLIX CPeacTB M B cohepe
bapmaLeBTUYECKON [eATeNIbHOCTU OCYLLEeCTBAAETCA YNOJHOMOYEHHbIMU  deaepanbHbIM  OpraHOM
WCNONHUTENbHOM BNACTU U OpraHamMu WUCMNOJHUTENbHOM Bnactu cybbekToB Poccuitckon depepaumu
COrNacHO MX KOMNEeTEHLUN B NOPALKE, ycTaHOBAeHHOM PeaepanibHbiM 3aKOHOM OT 26 aekabps 2008 roga
N 294-®3 "O 3awuTe npaB OPUANYECKMX AUL, U UHAMBUMAYANbHbIX MpeanpuUHUMaTENnein npu
OCYLLECTB/IEHUM TOCYAAPCTBEHHOIO KOHTPOAA (HaZsopa) M MYHUUMMANbLHOIO KOHTpoAas", ¢ y4eTom
ocobeHHOCTeN opraH13aL M1 1 NPoBeAeHUA NPOBEPOK, YCTAaHOBAEHHbIX DeaepanbHbiM 3aKOHOM OT 4 mas
2011 roga N 99-®3 "O nMuUeH3MPOBAHUKN OTAENbHbIX BUAOB AeATeNbHOCTH".

3. depepanbHbIit FrOCY[ApPCTBEHHbINM Haa3op B chepe obOpalleHMA JSIeKapCTBEHHbIX CPeacTs
OCYLLECTBNSAETCA YNOJIHOMOYEHHbIMWU delepasbHbIMU OpraHamMn MCNONHUTENbHOW BNacTM (panee -
OpraHbl rocyAapCTBEHHOrO HaA30pa) COMNACHO WX KOMMETEHUMM B MOpsAAKe, YCTAHOB/IEHHOM
Mpasutenbctsom Poccuiickon ®egepaymn.

4. depepanbHblii rocyAapcTBeHHbIM Haasop B chepe obpalleHUA NEeKapCTBEHHbIX CPeacTs
BK/1OYaEeT B cebA:

1) opraHusaumio 1 NpoBegeHMe NPOBEPOK CObN0AEHUA CybbeKTamu 06paLLeHns 1eKapCTBEHHbIX
CPeACTB YCTAHOBMEHHbIX HacToAwMMm PenepasbHbIM 3aKOHOM M MPUHATLIMW B COOTBETCTBUWM C HUM
WHBIMW HOPMATUBHbLIMW MPABOBbLIMK aKkTamu Poccuiickon depepaumm TpeboBaHUI K AOKIUHUYECKUM
nccnefoBaHUAM JIeKAapPCTBEHHBIX CPEACTB, KIMHUYECKUM UCCIEA0BAaHUAM JIEKAPCTBEHHbIX NPEenapaTos,
XpaHeHuIo, NepeBo3Ke, BBO3Y B Poccuiickyto Pepepaumnto, OTNYCKY, peannsaumm NeKapCcTBEHHbIX CPeACTs,
NPUMMEHEHUIO NIEKAPCTBEHHbIX MPENnapaToB, YHWUYTOMKEHUIO JIEKAPCTBEHHbIX CPEACTB, YCTaHOB/EHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPEnapaToB LUEH Ha NeKapCTBEHHble Mpenapatbl, BK/AIOYEHHble B
nepeyeHb *KM3HEHHO HEOBXOAMMbIX U BaKHEMLINX NeKapCTBEHHbIX NPenapaTos, a Takke cobageHus
YNOAHOMOYEHHbIMW OPraHammM UCMONHUTENbHOM BNacTM cybbekToB Poccuiickoit deaepaunmn meToanKku
YCTaHOB/IEHUA MNpeaenbHbIX Pa3sMepPoB OMNTOBbIX HaAbaBOK W MNpeaeNnbHbIX PasMepoB PO3HUYHbIX
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Hafb6aBOK K (GaKTMYECKMM OTNYCKHbIM LLeHam, YCTaHOBAEHHbIM MPOM3BOAUTENAMU NEKAaPCTBEHHbIX
npenapatoB, Ha NeKapCTBEHHble Mpenapatbl, BKAKOYEHHbIE B NepeyveHb KMU3HEHHO HeobXoAMMbIX M
Ba)KHEWLLMX IeKapCTBEHHbIX NpenapaTtos (aanee - ob6s3atenbHble TpeboBaHMA);

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

2) opraHu3aLmIo U NpoBeAeHMEe NPOBEPOK COOTBETCTBUA JIEKaPCTBEHHbIX CPeACTB, HaXOAALLMXCA B
rpagaHckom o60poTe, YyCTaHOBAEHHbIM TPEBOBaAHUAM K UX KavecTsy;

2.1) npoBeaeHMe KOHTPOIbHbIX 3aKYMNOK B LIeAsX NPOBEPKKN cobaoaeHusa cybbekTamm obpalieHuns
NIeKapPCTBEHHbIX CPEACTB, OCYLLECTBAAOLMMMN PO3HUYHYIO TOPrOB/IHO IEKAPCTBEHHBIMW NpenapaTamu ans
MeANUMHCKOrO MPUMEHEHUA, MNPABM/ OTNYCKAa JIEKAPCTBEHHbIX MpenapaToB Ana MeaAUUMHCKOro
npumeHenna U (nan) 3anpeta  npodakM  GanbCUPUUMPOBAHHBIX  NEKAPCTBEHHbIX  CPEACTB,
Hef06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB U KOHTPAdaKTHbIX IEKAPCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH deaepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)

2.2) npoBeaeHMe KOHTPO/IbHbIX 3aKYMOK B LeNsiX NpoBepKu cobntoaeHna cybbektamm obpalyeHms
JIEKapPCTBEHHbIX CPEACTB, OCYLLECTBAAOLLMMUN PO3HUYHYIO TOPrOBJIO JIEKAPCTBEHHbIMM NpenapaTaMum Ans
BETEPUHAPHOIO NPUMEHEHMA, NPABWU HaANEeMKallen anTeYHOW MPaKTUKU JIeKapCTBEHHbIX NMpenapaTos
ONA BETEPUHAPHOro NMpUMMeHeHus M (Mim) 3anpeta npogaxkmn GanbCcUPUUMPOBAHHBIX JIEKAPCTBEHHbIX
CpeacTB, Hef0OPOKAYECTBEHHBIX IEKAPCTBEHHbIX CPEACTB M KOHTPAdaKTHbLIX IEKAPCTBEHHbIX CPEACTB;
(n. 2.2 BBeaeH ®eanepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)

3) opraHu3aumio n nposeaeHne GpapmakoHaa30pa;

4) npumeHeHne B NopsaaKe, yCTaHOBNEHHOM 3aKoHoAaTelbcTBOM Poccuiickon deaepaumm, mep no
NpeceyeHnto BbIABAEHHbIX HapyleHU obasaTenbHbIX TpeboBaHUIA U (MAKN) ycTpaHEHUIO NOCNEACTBUMA
TAKMX HApPYLIEHWUM, B TOM YuCAe MNPUHATUE PELIEHUA O HAXOXKAEHWW NEeKAapCTBEHHbIX CPeacTB B
obpalleHumu, Bbligady npeanmcaHmii 06 ycTpaHeHUU BbiABNEHHbIX HapyLWeHNt 06Aa3aTeNbHbIX TPe6oBaHWM
M NPUBAEYEHNE K OTBETCTBEHHOCTM INLL, COBEPLLMBLUMX TAKUE HAPYLUEHMUS.

(yacTtb 4 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

5. ®epnepanbHblit rOCyfapCTBEHHbIM Haa30p B chepe o0b6palLeHMA NeKapCTBEHHbIX CpPeacTB
OCyLLeCTBASETCA B NOpPAAKe, ycTaHoBNeHHOM PenepanbHbim 3aKOHOM OT 26 Aekabps 2008 roga N 294-
®3 "O 3awuTe npas LPULUYECKUX WL, U UHOMBUAYANbHBIX NpeanpuHUMaTenen Npu oCyLLeCTBAEHUU
rocy4apCTBEHHOTO KOHTpoAA (Hagsopa) M MyHMUMNANAbHOTO KOHTpoAaa", C y4eTom OcCOoBeHHOCTeN,
YCTAHOB/IEHHbIX HAcTOALLEN CTaTbel. [peaBapuTeNbHOE COrlacoBaHWe C OpraHamMu NPOKypPaTypbl CPOKOB
npoBeAeHMA BHEMNAHOBOW MPOBEPKM CYOBEKTOB OOpalLEeHMA NEeKapCTBEHHbIX CPEACTB, a TaK¥Ke
npessapuTenbHOE YBEAOMIEHWNE HOPUANYECKUX NIML, MHAMBUAYANbHbBIX NPeAnpUHMMATENEN O Hadvane
nposeaeHns 3TON NpPoBepKM He Tpebyerca. OpraHbl NPOKypaTypbl W3BELWAOTCA O MPOBEAEHUU
BHEM/IAaHOBOM MPOBEPKM CYOBEKTOB 0OpaLLeHUs IeKaPCTBEHHbIX CPEACTB MOCPEACTBOM HanpaB/ieHUs
COOTBETCTBYIOLLMX AOKYMEHTOB B TeYeHWe Tpex paboumx AHeN ¢ MOMEHTa OKOHYaHWA MpoBeAeHUs
YyKa3aHHOM BHEM/IaHOBOM NPOBEPKMU.

(yacTb 5 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. [JO/MKHOCTHblE /fMUa OpraHa rocyAapCTBEHHOro HaA3opa B NOPAAKe, YCTaHOBAEHHOM
3aKoHoAaTenbcTBOM Poccuitickoit degepauunm, MmeroT NpaBso:

1) nony4yatb Ha OCHOBAHUN MOTUBUPOBAHHbIX MUCbMEHHbBIX 3anMpoCcoB OT CyﬁbEKTOB 06pau.|,eH|/|ﬂ
NEeKapCTBEHHbIX CpeacTts, OpraHoB WUCNONIHUTENbHON BAacTu Cy6b€KTOB Poccuitckoit CDep,epaLl,MM n
OpraHoB MeCTHOro camoynpasaeHnA OOKYMEHTbl U VIHd)OpN\aLI,MI-O no BOMpoOCam o6pau.|,eH|/|ﬂ
NNEKAPCTBEHHbIX CPeAacTs;

2) 6ecnpenaTCTBEHHO MO MpeabABAEHUM CAYKEBHOro YyAOCTOBEPEHMA M KOMUM MNpuKasa
(pacnopseHuns) opraHa rocy4apcTBEHHOro HaA30pa O Ha3sHaYeHMM NPOBepPKM NocelaTb MCNONb3yeMble
IOPUANYECKUMM  NNLAMWU, WHAMBUAYANbHbIMUM NpPeAnpPUHUMATENAMM, ABAAIOWMMUCA CyBbeKTamu
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o6pau.|,eva NNEKapPCTBEHHbIX CpeacTs, Npn ocywecrtsieHnn cBoe AeATeNbHOCTUN TEPPUTOPUUN, 30aHUA,
nomelLlleHnA 1 COopyXeHnAa B Uuenax nposeaeHmA MGpOI‘IpVIHTMVI MO KOHTPOIO;

3) nposoauTb 0T6OP 06Pa3LLOB NEKAPCTBEHHbIX CPEACTB, NpeAHasHayYeHHbIX AN peannsaumm u
peanusyemblx cybbeKktammu obpalleHMsa IeKapCTBEHHbLIX CPeACcTs, A1 NPOBEPKM MX KayecTsa,
npoBeAeHUa UCCNedoBaHWM, WCMbITAHUA B COOTBETCTBMM C npasuiamm oTbopa 06pasuos,
YCTaHOB/IEHHbIMM YNONHOMOYEHHbIM PpeaepasibHbiM OPraHOM UCMONHUTENIbHOW BNACTU;

3.1) npoBOAUTb KOHTPO/IbHbIE 3aKYMKU JIEKAapPCTBEHHbIX MNpenapaTtoB Aad MeAMLUHCKOro
NPUMEHEHNA B LEeNAX MNpPOBepKU cobntoaeHns cybbekTamu obpalleHus IeKapCTBEHHbIX CPeAcTs,
OCYLLECTBNAIOWMMM PO3HUYHYIO TOPFrOB/O JIEKAPCTBEHHbIMW MNpenapaTamum  gas  MeanUMHCKOro
NPUMEHEHUA, NPaBMU OTMYCKa JIEKAPCTBEHHbIX MPenapaToB A8 MeAULUMHCKOro NpUMeEHeHUA 1 (nnu)
3anpeta npogaxkm  panbcMPUUMpPOBaAHHBLIX  NIEKAPCTBEHHbIX  CPEACTB, HeaobpoKayecTBEeHHbIX
NeKapCTBEHHbIX CPeACTB U KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH deaepanbHbiM 3aKoHOM OT 27.12.2018 N 511-93)

3.2) nNpoBOAUTb KOHTPOJIbHbIE 3aKYMKWU NEKAapCTBEHHbIX MNpenapaTtoB A8 BeTepUHapHOro
NPMMEHEHUS B LENSX MNPOBEPKM cobtogeHua cybbekTamm 0bpalleHua /eKapCTBEHHbIX CPEeACTs,
OCYLLECTBNAOWMMMA  PO3HUYHYIO TOPrOB/IIO J/IEKAPCTBEHHbIMW Mpenapatamu Ans BeTepuMHapHOro
NPMMEHEHWA, TNpPaBUA HaA/NEeXKallel anTe4YHOM MPAKTUKM  JIeKApPCTBEHHbIX MNpenapatos  A/s
BETEepPMHapPHOro NpMMeHeHus 1 (Mau) 3anpeta npoaaxkn GanbCcUPULMPOBAHHbIX 1IEKAaPCTBEHHbIX CPE/CTB,
Hea06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAadaKTHbIX 1EKAPCTBEHHbIX CPEACTB;

(n. 3.2 BBeaeH ®eaepanbHbiMm 3akoHOM oT 02.08.2019 N 297-d3)

4) BblaaBaTb CybbeKkTam 06palleHMA NeKapCTBEHHbIX CPeACTB MnpeAnucaHus O npekpalleHuu
HapylleHuit obsasaTenbHbIX TpeboBaHU M 06 yCTpaHEHUU BbIABAEHHbIX HapyleHUiA 06A3aTeNbHbIX
TpeboBaHU;

5) HanpaBnATb B YNO/NHOMOYEHHblE OpPraHbl MaTepuanbl, CBA3aHHble C HaAPyLIEHUAMM
obA3aTenbHbIX TpeboBaHMI, ONA pelleHns BOMPOCOB O BO3OYKAEHUWN YrONOBHbIX AN MO NpU3HAKam
npecTynneHuni.

7. BbI6OpOYHbI KOHTPOb KauyecTBa JIeKapPCTBEHHbIX CPEACTB OCYLLECTBAAETCA YNOJAHOMOYEHHbIM
desepanbHbIM OPraHOM UCMONHUTENIbHOW BAACTU B YCTAHOBAEHHOM MM NOPAAKE U BKAKOYaeT B cebs:

1) 06paboTKy cBeaeHUI, B 06a3aTeIbHOM MopAAKe NPeaocTaBasemMblX cybbekTamn obpalleHus
JIEKAPCTBEHHbIX CPEACTB, O Cepuax, NAPTUAX JIEKAPCTBEHHbIX CPEACTB, MOCTYMNAOWMX B FParKaAaHCKUA
obopoT B Poccuiickoint deaepauymu;

2) oTbop 06pa3LLOB NEKAPCTBEHHbIX CPEACTB ¥ CYOGbLEKTOB 06paLLeHNA NEKAPCTBEHHbIX CPEACTB B
Lenax NpoBeAeHNA UCMbITaHMI Ha UX COOTBETCTBME TpebOoBaHMAM HOPMATMBHOMN AOKYMEHTAUUU UM
HOPMaTMBHbIX JOKYMEHTOB;

3) NMPUHATME NO pPe3ysibTaTam NpoBeaeHHbIX WCNbITaHWUM peweHna o AaﬂbHEﬁMEM rpa*KgaHCKom
o6op0Te COOTBETCTBYHOLLEIO /1IEKAaPCTBEHHOIO CpeacTBa,

4) NpuHATME YNOJIHOMOYEHHbIM denepasbHbIM OPraHOM MUCMONHUTENbHOW BAACTU peLleHna o
nepeBoe IeKapCTBEHHOrO CPEACTBA Ha NOCEPUMHBIN BbIBOPOYHbI KOHTPO/Ib KAYecTBa SIeKapPCTBEHHbIX
CpencTB B CAydYae MOBTOPHOrO BbIABAEHUA HECOOTBETCTBMA KayecTBa /IEKAapCTBEHHOrO CpeacTBa
YCTaHOB/IEHHbIM TpeboBaHMsM U (NpM HeobxoaMmMOCTM) O MpoBepKe CybbekTa obpaleHusn
JIeKapCTBEHHbIX cpeacTB. Pacxoabl, cBA3aHHblE C NPOBeAEHMEM MOCEPUIAHONO BbIBOPOYHOrO KOHTPOAA
KayecTBa JIEKAapPCTBEHHbIX CPeACTB, OMNAaYMBAOTCA MPOU3BOAUTENEM JIEKAPCTBEHHOIO CpeacTBa Anbo
JeprKaTenem Uam Blagesblem pPerucTpaLMoOHHONo yA0CTOBEPEHMA IEKAPCTBEHHOTO Npenapara.

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

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE UCCNTEAOBAHUA
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NEKAPCTBEHHbIX CPEACTB, A TAKXKE K/IMHUYECKME UCCZIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMAPATOB A1 BETEPUHAPHOIO NPMMEHEHUA

CtaTtba 10. Pa3paboTKa neKapCcTBeHHbIX CPeacTs

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAOYAeT B cebA MOWUCK HOBbIX (apMaKOOrMyecku
aKTMBHbIX BELLEeCTB, Noc/aeaylowee MU3YYEHUME WX NIEKAPCTBEHHbIX CBOMCTB, AOKJAWHUYECKME
nccneanoBaHuA, PaspaboTKy TexHOMorui npomsBoacTBa dapmaueBTUYECcKMX cybcTaHuMi, pa3paboTky
COCTaBOB M TEXHOJIOFMI NPOM3BOACTBA NEKAPCTBEHHbIX MPENApPaToB.

2. ®uHaHcoBOe obecneyeHne pa3paboTKM NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET:
1) cpeacTts denepanbHoro brogKeTa;
2) cpeAacTB pa3paboTUMKOB IEKAaPCTBEHHbIX CPeACTB;

3) cpeacts  Mpou3BOAMTENEN  JIEKAPCTBEHHbIX  CPEACTB  NPU  BbIMOJSIHEHUM  Hay4HO-
ncciefoBatenbCckmx paboT Mo A0roBopy Mexay pa3spaboTYMKOM JIEKAPCTBEHHbLIX CPEACTB U
NPOU3BOAMTENEM JIEKAPCTBEHHbIX CPE/CTB;

4) UHbIX He 3anpelLeHHbIX 3aKoHOAaTeNbCTBOM Poccuitickoin deaepaumm MCTOYHNKOB.

3. MNpaBa pa3paboTuMKa  NEKApPCTBEHHOTO  CPEACTBA  OXPAHAOTCA  IPaKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [lokKnanHUYecKoe wuccnepoBaHue NeKapCTBeHHOro cpeacrtesa AnAa mMeaguuuHCKoOro
npumeHeHua

1. [okAMHMYecKoe UcciefoBaHWE JIEKAPCTBEHHOrO CpeacTBa A MeOUUMHCKOTOo MpUMeHeHUs
NpoBOAMTCA MNyTEM MPUMEHEHUSA Hay4yHbIX METOAOB OLEHOK B LENAX MOJIyYeHMA [0Ka3aTe/bCTB
6e30nacHOCTH, KavyecTBa U 3PpPEeKTUBHOCTU IEKAPCTBEHHOIO CPEACTBa.

2. NloKNMHMYECKoe UCCNefoBaHWE JIEKAPCTBEHHOrO CpeacTBa AN MeLUUMHCKOrO MpUMeHeHMUs
NPOBOAMTCA B COOTBETCTBUM C MPaBUIaMMU HaZnexallein n1abopaTOpHON MPaKTUKK, YTBEPKAEHHbIMU
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOHUTEIbHOM BAACTM.

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

3. lnA opraHM3aumum U NpoBeaeHUA AOKAMHUYECKOrO UCC/Iel0BaHNSA 1IeKapCTBEHHOIO cpeacTBa AN
MEAULMHCKOTO MNPUMEHEHMUA Pa3pPaboOTUMKM NIEKAPCTBEHHbLIX CPEACTB MOryT MNPUBMEKaTb HayyHo-
nccnefoBaTelbCKMe opraHM3sauumm, obpasoBaTesibHble OpraHM3aumMm Bbiclero o6pasoBaHns, MMetoLme
HeobXxoaMMYl0O  MaTepuanbHO-TEXHMYECKYID 6a3sy UM KBaAMOUUMPOBAHHbLIX  CNEuuasuctos B
COOTBETCTBYlOLWEN 06/1aCTM UCCeA0BaAHUA.

(B pen,. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loKnnHWN4Yeckoe uccnepoBaHue NNEKAPCTBEHHOIo cpeacrtea Ana mMmegunumHCKOro npummeHeHuAa
nposognTCA NO YyTBEPXKAEHHOMY pa3pa60le|KON\ NEeKapCTBeEHHOro cpeacrtea MJjaHy C BegeHUem
NMPOTOKO/1a 3TOro nccnenoBaHMA M COCTaB/IEHMEM OTYETa, B KOTOPOM COAEPXKATCA pe3y/ibTaTbl 3TOro
nccnegoBaHMA M 3aklo4eHME O BO3MOXKHOCTM npoBeAeHuA  KAMHUYECKOro  unccnenoBaHuA
NNEKAPCTBEHHOrO npenaparta Ana megnumnHCKoro npumeHeHuA.

5. lNpoBeaeHWe npoBepoK cobnogeHua NpaBuA Haganexkaweih nabopaTopHON NPaKTUKKU U
NPaBoBbIX HOPM MCMO/b30BAHUA KUBOTHbLIX MNPU NPOBEAEHUU AOKAUHUYECKUX WUCCAeL0BaHUIA
NeKapCTBEHHbIX CPeACTB ANA  MeAMUMHCKOrO MPUMEHEHUA OCYLLECTBAAETCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTE/IbHOM BAACTM.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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6. Pe3ynbTaTbl AOKAMHUYECKOTO MCCAEAO0BAHUA NEKAPCTBEHHOMO CPeacTsa ANs MeAMLUHCKOro
NPMMEHEHNS MOTYT ObITb NpeacTaB/eHbl B YNOJHOMOYEHHbIM deaepanbHblit opraH UCNOJIHUTENIbHOM
B/1ACTU B YCTAHOB/IEHHOM MOPALKE B LLENSAX FOCYAapCTBEHHOW PErncTpaLmMm NeKapCTBEHHOIO Npenapara.

Cratba 12. [OKAMHMYECKOEe uccneaoBaHWEe NeKapCTBEHHOro CpeacTBa M KAMHUYECKoe
uccneaoBaHuUe IeKapCTBEHHOro npenaparta ANA BeTepUHapHOro NPpMMmeHeHus

1. JoKnuHUYecKoe ucciefoBaHUE NIEKAapPCTBEHHOMO CPeACTBa A1 BETEPUHAPHOro MPUMEHEHUSA
NpoBOAMTCA MyTEM MPUMEHEHMA HayyHbIX METOAOB OLEHOK B LEenAxX MoAyYeHuA [0Ka3aTesbCTs
6e30nacHOCTH, KayecTsa U 3pPeKTUBHOCTM SIeKapCTBEHHOTO CPEACTBA, B TOM YNC/e onpeae/ieHUs CpoKa
€ro BbIBefleHMs U3 OpraHM3mMa KXMBOTHOTO, B Lienax obecneyeHuns 6e30nacHOCTU NPOAYKLUNN 3KUBOTHOTO
NPOUCXOXAEHNA Nocae NPUMEHEHNA COOTBETCTBYIOLLErO IeKapCcTBEHHOro npenapara.

2. [loKnnHuyeckoe wuccnegoBaHue NEeKapCTBEHHOro cpeacrtea M KAMHUYECKOE wuccnenoBaHue
NEKapCTBEHHOrNo npenapara AnAa BETEPUHAPHOro npuMmeHeHuAa, nccneaosaHume 6MO3KBMBANEHTHOCTU
YKa3aHHOIo /1eKapCTBEHHOIoO npenaparta nNpoBoaATCA B COOTBETCTBUM C NpaBuiamun, yTeepxgeHHbIMU
YNO/THOMOYEHHbIM d)ep,epaanbllv\ opraHom WCMNOJIHUTENbHOM BNACTM.

3. [JoKAnHMYecKoe wucciefoBaHME JIEKapCTBEHHOTO CPEeACTBa M KAMHWYECKOE WCCaeaoBaHue
/IeKapCcTBEHHOro npenapata A8 BeTepMHapPHOro MPUMEHEHUA MNPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpPeAcTBa MaHy C BeAeHWeM MNPOTOKO/IOB 3TUX MUCCAeA0BaHWA U
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPMHKATCA Pe3y/ibTaTbl 3TUX UCCAEeA0BaHUA.

4. [ins opraH13aumy 1 NpPoBeAeHUA SOKAMHUYECKOTO UCCNef0BaHUA NeKapCTBEHHOMO CpeacTsa u
KAMHMYECKOro WCCNefoBaHMA  /IEKAPCTBEHHOro npenapata  ANs  BeTEPUHAPHOro  MPUMEHEHUS
pa3paboTunK NeKapCTBEHHOTO CPEeACTBA MOXKET MNPMB/EKaTb OpraHM3auuun, MMerowme Heobxoammyto
MaTepuaNbHO-TEXHUYECKYIO 6a3y U KBaNMOULMPOBAHHBIX CMeunanncToB B COOTBETCTBYOWEN 06aacTu
nccnenoBaHuA.

5. KNnMHKWYecKkne mccnenoBaHUA NEKApCTBEHHbIX MpenapaTosB ANA BETEPUHAPHOrO NpUMeHeHun
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3auMaX M B OpPraHUM3auMAX, OCYLLECTBAAIOWMX pa3BeseHue,
BblpaLLMBAHME U COAEPKAHUE KUBOTHbIX, B LENAX:

1) ycTaHOBAEHUA NEPEHOCMMOCTU SIEKAaPCTBEHHbIX MPEnapaToB 340P0BbIMU }KUBOTHbIMM;

2) nopbopa ONTMMaNbHbIX [AO3MPOBOK JIEKAPCTBEHHbIX MPenapaTtoB WM Kypca JedvyeHusa Ha
KOHKPETHO rpynmne *WBOTHbIX C onpeaeneHHbIM 3aboneBaHeEM;

3) yctaHoBAEHMA 6€30NacHOCTM U 3P PEKTUBHOCTM IEKAPCTBEHHOIO Npenapara, NpegHasHauyeHHoro
ANA NeyeHnn onpeaeneHHbix 3a601eBaHN X KUBOTHBIX, AN 3GPEKTUBHOCTM IEKAPCTBEHHOrO Npenapara
ANA NpodUNaKTUKM 3a601eBaHNI 340P0BbIX }KUBOTHbIX;

4) n3yyeHUA BO3MOKHOCTEM pPaCIIMPEHMA MOKa3aHWA K MPUMEHEHUIO 3aperMcTpupoBaHHOro
JleKapCcTBEHHOTO NpenapaTa U BbiiBIeHWUA paHee HEeN3BECTHbIX MOBOYHbIX AeNCTBUNA.

6. KanHunyeckoe uccneposaHue NEKApPCTBEHHOINO npenapata AnA BETEPUHAPHOIo NpMMeHeHUA
OCyLLeCTB/IAETCA 3a CHET CpeacTs pa3pa60TqMKa NEKapPCTBEHHOIO Cpeactea.

7. Ot4yeTbl © pe3ynbratax AOKAMHUYECKOro wuccnenoBaHMA NEKapCTBEHHOrNo cpeancrea wu
KIMHNYECKOTo UnccnegoBaHnA  N1eKapCTBEHHOIoO npenapata  ANAa BeTePUHAPHOro npuMMeHeEHUA
COCTaBNAKOTCA pa3pa6OTHMKOM NeKapCTBeHHOro cpeacrtea C yy4eTom 3aK/04EeHUN OpI'aHMBaLI,Mﬁ,
NPUHUMaBLUNX y4aCTue B OpraHn3aumm n nposeneHmm asTnux MCCﬂeAOBaHMVI.

8. KOHTpoab 3a npoBegeHUem JOOKANHUYECKMX VICCJ'Ie,CI,OBaHVIﬁ NEeKapCTBEHHbLIX CpeAacTs wu
KTNMHNYECKNX MCCﬂeAOBaHMVI NEKapCTBEHHbLIX MNpenapaTtoB A4/14 BETEPUHAPHOro nNpUMeEHEHUA
ocywecrtBnAeTcAa ynoJIHOMOY€EHHbIM d)e,qepaanblM OopraHom NCNOJIHUTENbHOW BAACTW.
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Mnaea 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETUCTPALUU
NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. FocypapcTBeHHAA PerncTpauma IeKapcTBEHHbIX NpenaparTos
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpuMmeYaHue.

JonyckaetcA npMMeHeHWe B MeAMUMHCKUMX Lensax He 3aperncTpupoBaHHbiIX B PP feKapCTBEHHbIX
npenapaToB, COAEPKALLMX HAPKOTUYECKME CPeaCTBA UM NCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PD B
COOTBETCTBMM C 4. 3.1 cT. 47 AaHHOro gokymeHTa (n. 8 cT. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickon Pegepaunmn AonycKaoTca NPoOM3BOACTBO, M3roTOBAEHNE, XPaHEHME, NEPEeBO3Ka,
BBO3 B Poccuitickyio Peaepaumnio, BbiBo3 U3 Poccuiickoir Peagepaummn, peknama, oTnycK, peanmsaums,
nepegaya, NPUMEHEHWE, YHUUTOXKEHME JeKAPCTBEHHbIX MpPenapaToB, €C/M OHWM 3aPEerucTpUMpoBaHbl
COOTBETCTBYHOLLMM YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTE/IbHOW B1ACTy.
(yacTb 1 B pea. depepanbHoro 3akoHa ot 13.07.2015 N 241-3)

2. TocyaapcTBEHHOM perncTpaumnm noaneskar:

1) Bce nekapcTBeHHble MpenapaTtbl, BNepsble Noasexalwue BBoay B obpauieHne B Poccuiickon
depepauny;

2) neKkapcTBeHHble NpenapaTbl, 3apermcTpMpoBaHHbIE paHee, HO MPOU3BEAEHHblE B APYrnx
NIEKAPCTBEHHbIX GPOpMax B COOTBETCTBMU C MEPEYHEM HAUMEHOBAHWUI NIeKapCTBEHHbIX GOPM, B HOBOM
[03MPOBKE MPU AOKA3aTE/IbCTBE €€ KIMHUYECKON 3HAUMMOCTU N 3HEKTUBHOCTU;

3) HoBble KOMBUHALMM 3aPErMCTPMPOBAHHbIX PaHEE IEKaPCTBEHHbIX NpenapaTos.

3. TocypapcTBeHHan perucTpaumsa AeKapcTBEHHbIX NPenapaToB OCYLLEeCTBASETCA No pesy/ibTaTam
3KCMEePTM3bl NIEKAPCTBEHHbIX CPEACTB, a rOCYAapPCTBEHHAA PerucTpauma opdaHHbIX NEKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCNepTu3bl [AOKYMEHTOB, NPeACTaB/AeHHbIX AO/A
onpeaeneHna BOSMOMKHOCTU PacCMaTPUBATL IEKAPCTBEHHbIN Npenapar Ansa MeAauLUMHCKOro NPUMeHeHNnA
NP1 OCyLLECTBNEHNN rOCYAaPCTBEHHOW perncTpaumm B Kauectse opdaHHOIo IeKapCTBEHHOro Npenapara,
M No pe3ynbTaTaM 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB.

4, TocyAapCTBEHHAA perncTpaumn NekapcTBEHHOMO NpenapaTta OCyLLECTBAAETCA COOTBETCTBYOWMM
YNO/IHOMOYEHHbIM denepasbHbiM OpraHOM MCMONHUTENbHOW BAAcTU B CPOK, He MPEeBbILUAOWMA CTa
lecTmaecaTm paboumx AHen co AHA MPUHATUA COOTBETCTBYIOLLErO 3aAB/IEHUA O rOCYAapCTBEHHOWN
perucTpaumm NeKapcTBEHHOrO npenaparta. B yKasaHHbI CPOK BK/OYaeTca Bpems, HeobxoaMmoe A/
MOBTOPHOrO MPOBEAEHMS 3SKCMEPTM3bl JIEKApPCTBEHHOTO CPeAcTBa B COOTBETCTBMM CO CTaTbel 25
HacToswwero ®eaepanbHOro 3akoHa. CPOK rocyfapcTBEHHON perncTpaumm NeKapcTBEHHOro npenapata
UCYNCNAETCA CO AHA TNPUHATUA COOTBETCTBYIOWMM YMOJHOMOYEHHbIM denepasbHbiM  OpraHoM
WCMONHUTENbHOW  BNACTM  COOTBETCTBYIOLLErO  33AB/JIEHMA O OCYAAPCTBEHHOM  perncrpaumu
NIEeKapCTBEHHOTO nNpenapata C TMPWIOKEHMEM HEeobXOAUMbIX [OOKYMEHTOB MO [eHb Bblgauu
PerncTpaumoHHOrO  yAOCTOBEPEHMSA NEKApCTBEHHOro npenapaTta. Bpemsa, Heobxogumoe ana
Hanpae/ieHMsA YNOJHOMOYEHHbIM deaepanbHbIM  OpPraHOM WCMOIHUTENbHOM BAAcTM 3anpoca o
npeacTaBneHUM HeobXoAMMbIX MaTePMaNoB M NPeACTaBAeHNA 3aABUTEIeM OTBETa Ha AaHHbIN 3anpoc B
COOTBETCTBMM CO cTaTbamu 16, 19 m 23 Hactosuwero PeaepanbHOro 3aKoHa, He y4MTbIBaeTcA Npu
NCUYNCNEHMM CPOKA FOCYAAaPCTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara.

5. TocyaapCcTBEHHOW perucTpaummn He Noasiesar:

1) NNIEKApPCTBEHHbIE NpenapaTtbl, NU3roToBJ/IEHHbIE aNTEYHbIMU OPraHU3aunNAMKU, BETEPUHAPHbLIMU


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876300DD6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE8763104D0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA69304150236BA69DF8499092B3BF5A47EBD4FE876310CD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEAE9207110836BA69DF8499092B3BF5A47EBD4FE876310CD1DD1DB595012252DD46CCB59050DAC0QDhEK

anTe4YHbIMW OpPraHU3aUUAMMN, MHANBUAYANbHLIMU NPEANPUHUMATENAMM, KOTOPbIE UMEIOT INLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, MO pPeuenTam Ha /IeKapCTBeHHble npenapaTbl U TpeboBaHUAM
MeAMLMHCKUX OpraHM3aLmnii, BeTepuHapHbIX OpraHM3aLuia;

2) nekapcTBeHHble NpenapaTbl, Np1obpeTeHHble PU3NYECKUMM INLLAMUI 33 Npegenamm Poccuinckomn
dPepepaunn n npesHasHaYeHHbIe S5 IMYHOFO MCNONb30BaHMUA;

3) nexkapcreeHHble NpenapaThbl, BBO3UMbIe B Poccuiickyto deaepaumio a1 OKasaHUA MeaULMHCKOMN
NOMOLLM MO ¥U3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa Ha OCHOBaHWUW paspelleHuns, BblAaHHOro
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHoOM UCMONHUTENIbHOW BAacTy;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyto Peaepaumio Ha OCHOBaHWWM BblAAaHHOMO
YNOAHOMOYEHHbIM pegepanbHbiM OPraHOM UCNOJIHUTE/IbHOM BNACTU paspeLleHuns U npegHasHayeHHble
ONA NpoBeAeHUs KAMHUYECKMX WUCCef0BaHWIM JIEKapCTBEHHbIX MpenapaToB W (MaM) nposegeHus
3KCMepTU3bl  /JIEKAPCTBEHHbIX CPeACTB  ANA  OCYLECTB/NEHWA  FOCYAapCTBEHHOM  perucrpaumm
JIeKapCTBEHHbIX NpenapaTos;

5) bapmauesTUYecKme cybcTaHUmy;

6) pagnodapmaLeBTUYECKME /IeKapCTBEHHbIE MPenapaTbl, M3roTOB/JeHHbIE HEMOCPeACTBEHHO B
MeAMNLIMHCKUX OpraHM3aumax B NopaaKe, YCTaHOBJEHHOM YMNOJHOMOYEHHbIM defepanbHbiM OpraHom
NCNONHUTENBbHOMN BNACTK;

7) nekapcTBeHHble NpenapaThl, NPON3BOAMMbIE ANA SKCNopTa.
6. He gonycKaeTtca rocygapcTBeHHas permcTpaums:

1) NneKapcTBeHHbIX MpenapaTos, OTAMYAIOWMXCA APYr OT Apyra Ka4yecTBeHHbIM COCTaBOM
AeNCTBYIOLLMX BELLECTB, NoA, OAMHAKOBbIM TOProBbIM HAMMEHOBaHMUEM;

2) O4HOrO /IeKapCTBEHHOIO MpenapaTa, NPeAcTaBAeHHOIO Ha roCyAapCTBEHHYHO PErucTpaLumio B
OTHOLIEHMM OAHOrO W TOTO e AepaTena WAM BAafenbla PEerncTpaumMoHHOro YAoCTOBEpeHus
NeKapcTBEHHOrO npenapaTta B BWAE ABYX M 6o/ee NeKapCTBEHHbIX NpPenapaToB Noj, Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

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

7. Mo 3anpocy (B 3neKTPOHHON dopme MAM Ha BymarkKHOM HocuTese) cybbekta obpalleHus
NIEKAapPCTBEHHbIX  CPEACTB  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  defepasbHbiM  OpraHoM
WCMOSIHUTENbHOW  BNIACTW, OCYLLECTBASAIOWMM TOCYZAPCTBEHHYIO PErncTpaumio  JIeKapCTBEHHbIX
npenapaTos, B YCTAHOB/IEHHOM MM MOPAAKE OCYLLECTBSETCA HAYYHOE KOHCY/IbTUPOBAHME MO BONPOCam,
CBA3aHHbIM C NPOBEAEHMEM  AOK/NMHUYECKMX WUCCNeAOBaHWUWA, KAMHUYECKUX  UCCNef0BaHWUiA
JIEKapPCTBEHHbIX MPEnapaToB, 3KCMEepPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeacTs, 3PpPeKTUBHOCTU U
6e30MacHOCTM, C OCYLECTBIEHNEM TOCYJAPCTBEHHON pPErucTpauuu JeKapCTBEHHbIX MPEenapaTos.
KOHCYyNbTMpPOBaHWE OCYLLECTBAAETCA C MpuBAevyeHnem denepanbHbIX roCyAapCTBEHHbIX OHOAMKETHbIX
yuyperKaeHUi, noasefoMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy WMCNOAHUTENbHOW BNACTU U He
YYacCTBYIOLWMX B OpraHM3auMyM NpPoBeLEeHUA 3KCMEePTM3bl KayecTBa NIEKAPCTBEHHbIX CPEeACTB B LEeNsAx
OCYLLECTB/IEHNA WX TOCYLAPCTBEHHOW pPEerucTpaumm B COOTBETCTBUM CO CTaTbel 16 HacToAwero
denepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOM dopmMe ynosHOMOYEeHHOro denepanbHOro opraHa
WCNONIHUTENbHOM BAACTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBUTeNs NaaTbl onpegenseTca B
COOTBETCTBMM C 3aKoHOAaTenbCTBOM Poccuitickoit depepaumm 06 opraHusauMuM npepocTaB/ieHUs
rOCYZapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHPopmauma 06  OCyWeCcTBAEHMM  Hay4yHOro
KOHCY/NIbTUPOBAHUA, B TOM YMCae CTaTbM, 0030pbl, CpPaBoOYHble MaTepuanbl U MHas MHbOpMauusa 0b
OCYLLECTB/IEHNMN HAYYHOTO KOHCY/IbTUPOBAHMA, pa3smMeLlaeTca Ha 0dMLMaNbHOM calTe YNoJTHOMOYEHHOTO
denepanbHOro opraHa UCNOSHUTENbHOM BRacTM B cetn "UHTepHeT" ¢ cobntofeHnemM OrpaHUYeHui,
YCTAQHOB/IEHHbIX  3aKOHOAATE/NIbCTBOM O  MEPCOHa/NbHbIX  AAHHbIX, KOMMeEpYeckon U  (naum)
rocyaapcTBeHHOM TalHe.
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8. NocypapcTBeHHAsA perncTpaumna JeKapcTBeHHbIX NPenapaToB, KOTOpble NpeAHa3HayeHbl AaA
NPMMEHEHNS B YC/IOBMAX BOEHHbIX [AEWCTBMIA, UYpe3Bbl4aMHbIX CUTyauuin, npeaynpexaeHus
ypesBblYalHbIX CUTyaUMin, NPOPUIAKTUKN U nevyeHns 3aboseBaHuUiA, NPeacTaBAAWMX ONACHOCTb ANA
OKpY»Katowmx, 3ab601eBaHMN 1 NOPAXKEHUIN, NOAYYEHHbIX B pe3y/ibTaTe BO34eNCTBUA HeB1aronpusaTHbIX
XUMUYECKUX, BUONOTNYECKUX, PaANaLMOHHBbIX PaKTOpoB, M KOTOpble pa3paboTaHbl B TOM 4uciae Mo
3agaHnio peaepanbHbIX OPraHOB WCMNOJIHUTE/IbHOM BAACTU, YMOJIHOMOYEHHbIX B 06/1aCTM OOOPOHDI
CTpaHbl M 6e30NacHOCTU FOCYAapPCTBA, OCYLLECTBAAETCA B NOpAAKe, yCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoin Pegepaunn.

(yacTtb 8 B pea. PegepanbHoro 3akoHa ot 01.04.2020 N 98-93)

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

1. 3KCI’IepTM3a NNEKAPCTBEHHbLIX CpeacCTB OCHOBbIBAETCA Ha NpUHUMNMNAX 3aKOHHOCTH, CO6IHO,£I,€HMFI
npas " CBOGOp| yesioBeKa W rpaxgaHuHa, npas LPUOANYECKOro Jsunua, HE3aBUCUMMOCTU 3SKCNepTa,
O6'b€KTVIBHOCTM, BCECTOPOHHOCTN U MNMOJZIHOTbI VICCJ'Ie,D,OBaHVIﬁ, nposogmmbiX C WUCMNOJZIb30OBAHUEM
COBpPEMEHHDbIX AOCTM)KEHVIVI HAayKn nU TEXHUKU, OTBETCTBEHHOCTU d)ep,epaanoro rocygapCrBeHHOro
6|'0[],)K€THOI'O ydypexgeHna no nposeneHUo 3KCNEPTU3bl NEKAPCTBEHHbLIX CpPeacCTB U 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBO aKCNEPTU3bI.

2. 3KCI'IepTM3a NEeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOro npumeHeHmAa BK/IlOYaEeT B cebs:

1) aKkcnepTM3y OOKYMEHTOB, MPeACTaB/EHHbIX A4 onpeaesneHns BO3MOMKHOCTM PaccMaTpuBaTb
JIeKapCTBEHHbIM npenapaTt 4aa MegMUMHCKOTO MPUMEHEHUA MPU OCYLLECTBNEHUN FOCYAapCTBEHHOM
perucTpaumnmn B Kayectse opdaHHOrO IeKapCTBEHHOrO Npenapara;

2) 3KCNepTn3y npeanoxXeHHbIX METOA0B KOHTPO/1A Ka4yeCTBa JIEKAPCTBEHHOIO CpeacCTBa U Ka4yecCTBa
npeacrtaBieHHbIX o6pa3u,os NNEKapCTBEHHOrNo cpeacrtea C MCMNOZIb30OBaAaHMEM 3TUX METOAO0B (p,anee -
9KCNEPTU3a Ka4eCTBa JIEKAPCTBEHHOTO CpeACTBa),‘

3) 3KCMepTM3y OTHOLIEHWA OXWOAEMOM MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NeKapCTBEHHOrO Npenapara;

4) 3KcnepTu3y PEerucTpauMoHHOrO AO0Cbe HAa JIEKAPCTBEHHbIM MpenapaTt B Lensx onpefeseHus
B3aMMO3aMeHAEMOCTU JIEKAPCTBEHHbIX NPEenapaToB A1A MeSULNMHCKOTO NPUMEHEHMSA.
(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

3. JKcnepTU3a NEeKapCTBEHHbIX MPenapaToB ANA BETEPUHAPHOrO NMPUMMEHEHWA BKJOYaeT B cebn
3KCMEePTM3Y KayecTBa /IeKapCTBEHHOTO CPeaCTBA WM 3KCNEpPTU3y OTHOLIEHUA OXKMAAEMOW MOAb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHWA NEKAPCTBEHHOrO Npenapara.

Cratba 15. depgepanbHoe rocyAapcTBeEHHOe 6lOAKEeTHOe yupeXXgeHue No NpPOoBEeAEHUI0
3KCnepTu3bl NEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NpoBoAMTCA deaepanbHbiM rocyAapcTBEHHbIM 6OAKETHLIM
yupeKaeHMem COOTBETCTBYHOLLErO YNOAHOMOYEHHOTO deaepanbHOro opraHa UCMOAHUTENbHOM BAACTH,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS MOJIHOMOYMI 3TOoro ¢deaepanbHOro opraHa Mo Bbigave
paspeleHnit Ha NpoBeAeHWEe KAUHWYECKMX MCCNEeAO0BaHWI NEKapCTBEHHbIX MpenapatoB M (uau) no
rocyf,apCTBEHHOW PErmcTpaLmnmn 1eKapCcTBEHHbIX NPENapaToB (Aasnee - IKCNepTHOE yUYpeRaeHue).

Cratba 16. OpraHusauuma nposeaeHUa 3KCNepPTU3bl IeKapPCTBEHHbIX CpeacTB
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a NEKapPCTBEHHbLIX Cpeacrs npoBoguTCA Komuccuen 9KCNEPTOB 3KCNEPTHOrO
yypexageHus, Ha3Ha4yeHHoW ero pykosBoauTesiem, Ha OCHOBaHUWM 3a4adHUA Ha NpoBeaeHne 3KCNepTus3bl


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA89905140236BA69DF8499092B3BF5A47EBD4FE876310CD8DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA99200100B36BA69DF8499092B3BF5A47EBD4FE8763105D6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876300FD8DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE876310FD2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876300ED9DD1DB595012252DD46CCB59050DAC0QDhEK

JIeKapCTBEHHOrO CPeACTBa, BblAAHHOMO YNOAHOMOYEHHbIM dpeaepanbHbiM OPraHOM WMCNONAHUTENbHOM
B/1acTU. PyKoBOAMTEIb SKCNEPTHOTO yupexaeHma obecneymBaeT HagneKallee NpoBeieHNe 3KCnepTM3bl
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3aZaHMEM, BblAaHHbIM YNOJHOMOYEHHbIM deaepanbHbIm
OpraHoOM UCMONHUTENLHOW B1IaCTH, U OPraHU3yeT NOAroTOBKY CBOAHOIO 3aKA0UYeHMA 3TO Komuccuun. B
COCTaB 3TO KOMUCCUM MO PELLEHUID PYKOBOAUTENS SKCNEPTHOrO yUpeXKAeHUA MOTyT BbiTb BKAOYEHbI B
KayecTBe 3KCNepToB NLa, He paboTatolme B JaHHOM 3KCMEePTHOM YYPEXKAEHUN, eC/IU UX CNeLManbHble
3HaHUA HeobxoAuMbl ANA NPOBeAEHMA 3KCNEepPTU3bl M TaKMe 3KCMepTbl OTCYTCTBYHOT B AaHHOM
3KCMEPTHOM YUPEKAEHUMU.

2. DKCMepTOM MO MPOBEAEHMIO SKCMEPTM3bl IEKAPCTBEHHbIX CPEACTB ABAAETCA aTTeCTOBaHHbIN
pPaboOTHUK 3KCNEPTHOrO Yy4pexkaeHWs, KOTopbld MMeeT Bbicllee MeAuUMHCKoe, dapmaleBTUYecKoe,
6uonornyeckoe, BeTepmMHapHoe UM XMmmudeckoe obpasoBaHme U NPOBOANT SKCNEPTU3Y JIeKapCTBEHHbIX
cpeAcTB B MOpAAKe UCNOHEHUS CBOUX A0/IHOCTHbIX 06s83aHHOCTeN (ganee - sKkcnepT).

3. Mpuv npoBeAeHNN SKCNEePTU3bl 1IeKaPCTBEHHbIX CPEeACTB SKCNEPT HEe MOXET HaX0AUTbCA B KaKoM-
n1Mb0o 3aBUCMMOCTM OT NMLA, Ha3HaYMBLUEro 3Ty 3KCNepTU3y, pa3paboTumMKa SeKapcTBEHHOro cpeacTsa
WU APYTUX 3aMHTEPECOBAHHbIX B Pe3y/ibTaTax 3KCNepTU3bl L.

4. MNpn NpoBeAeHUM 3KCNEPTM3bl NEKAPCTBEHHbIX CPeACTB He p[OonycKaetcs ucTpeboBaTb Y
3ansutens nMbo WHbIX ML, MaTepuanbl, HeobxoauMblie ANA MNPOBEeAEHMA 3KCnepTu3bl. B cnydyae
He[0CTaTOMHOCTM NPeACTaBEHHbIX SKCNEPTY MAaTEPUAIOB A1A 434N 3aKA0YEHMA SKCNEPT CTaBUT BONPOC
0 NpeAcTaBfeHNN eMy HeEOBXOAMMbIX MaTepuanos nepes PyKoBOAUTENEM SKCMEPTHOIO YYperKaeHus,
KOTOpbIA 0obpawaetcs C COOTBETCTBYIOWMM 3anpoCcoOM B YMNOJHOMOYEHHbIM denepasbHblii opraH
WCNONIHUTENbHOWN BNACTW, BblAABLUMI 3a4aHNe Ha NpoBeAeHUe 3KCNepPTU3bl IEKAaPCTBEHHOIO CPeacTBa.
YKasaHHbI denepanbHbii OpraH MCNOAHUTE/NIbHOW BNAcTU B TeYeHWEe NATU paboumx aHen co AHA
MoCTyn/eHus 3anpoca PYKOBOAWUTENS IKCMNEPTHOro y4YpexAeHua HanpaBaseT 3aABMTEN0 3anpoc o
npeacTaBNeHUM HeobXxoANMbIX MaTepmnanoB. [JaHHbI 3anNpoc MOXKeT 6bITb NepeaaH yNnoaHOMOYEHHOMY
npeacTaBUTeNIO 3aABUTENA IMYHO NOJ PACcMMCKY, HanpaB/ieH NO NOYTe 3aKa3HbIM MUCbMOM UM NepeaaH
B 9/1€KTPOHHON POpME MO TeNeKOMMYHUKALMOHHbIM KaHanam CBA3W. B cayyae HanpaBneHMAa AaHHOTO
3anpoca No noyTte 3aKasHbIM NMUCbMOM OH CYMTAETCA MOJIYyYEHHbIM MO UCTEYEHUU LIECTU AHEN C AaThbl
HanpaBs/ieHMA 3aKa3HOro NUCbMma.

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

4.1. 3aasutenb 0b6A3aH NpeacTaBUTb OTBET HA 3aNpoC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENbHOW BNACTU B CPOK, He MpeBbllwatowmii AeBaHocTa pabounx gHen co AHA ero nonyvyeHus.
YNosHOMOYeHHbIV denepanbHbli OpraH UCNOHUTENbHON BAACTU, BblAABLUMIA 3a4aHMe Ha NpoBeseHue
3KCMepTM3bl IEKAPCTBEHHOTO CPEACTBA, B TeUEHME NATU Paboumnx gHel co AHA NOCTYNAEHUA OT 3aaBUTeNs
OTBETA HA JaHHbIA 3anpoc HanpasBAseT TaKoW OTBET B 3KCNepTHOe yupexaeHuwe. B cayyae
HenpezCcTaB/ieHNa Mo UCTeYEeHWU AEeBAHOCTA pabouux AHeW 3asaBUTENeM OTBETA Ha AaHHbIA 3anpoc
YNO/IHOMOYEHHbBIN denepanbHbIi OpraH UCNOJHUTENIBHOW BNACTW, BblAABLUMIA 3aJaHMe HA NpoBeaeHue
3KCNepTU3bl JIEKAPCTBEHHOIO CPeacTBa, B TeYeHue NATU paboumx gHeid HanpaBAseT B 3KCnepTHoe
yuperKaeHne yBeaOMNEHWE O HEMpPeaCcTaBleHMM 3aABUTE/IEM OTBETA Ha 3anpoC YKasaHHOro opraHa.
Bpems co AHA HanpaB/eHWs 3anpoca SKCMEPTHOro yypexAeHUsa B YNONHOMOYEHHbIN deaepasbHblii
OpraH UCMNOJIHATENbHOM BNACTU A0 AHA NOJIYYEHMA SKCNEPTHLIM YYpEKAEHMEM OTBETA HA 3anpoc UK
YBEAOMNIEHUA O HenpeacTaBleHUW OTBETa Ha 3anpoC He Y4YMTbIBAeTCA NPU WUCUYUC/IEHUM CPOKA
npoBeAeHMA SKCNePTU3bI IEKAPCTBEHHOIO CPeaCTBa.

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

4.2. Ecnm B cocTaBe perucTpaLMoOHHONO AOCbE HA JIEKAPCTBEHHbIM NpenapaTt 413 MeAULMHCKOro
NPUMEHEHNA COAEPHKUTCA NPeayCMOTPeHHan cTaTben 18, yacTbto 1.1 ctatbm 30 M cTaTbelt 34 HacToALLero
denepanbHOro 3aKOHA KOMWA pelleHnAa YNOoAHOMOYeHHOro denepasbHOro opraHa UCNOJIHUTENbHOM
B/1IACTM O MNpPOBEAEHWN WHCMEKTMPOBAHMA MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeACTB, 3KCNepTy A0
obopMNEeHNA pe3ynbTaTOB SKCNEPTU3bl IEKAPCTBEHHOMO CPeACTBa NPeAoCTaBAseTCs B NOPAAKE U Ha
YCNOBUAX, KOTOpble NpeaycMOTpeHbl Yactamu 4 u 4.3 HacToAwel CTaTbM, KOMWA 3aKIHYEHUA O
COOTBETCTBUM  MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpebOBaHMAM NpaBuUA  HaA/exallel
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NPOM3BOACTBEHHOW NPAKTUKMK, BblAaHHOIO YNOJHOMOYEHHbIM peaepasnbHbiM OpraHoM UCNONHUTENbHOM
BAACTU.
(yacTb 4.2 BBegeHa depepanbHbim 3akoHOM 0T 04.06.2018 N 140-3)

4.3. 3aasutenb 06s3aH npeacTaBuUTb B YNOJIHOMOYEHHbIN deaepasnbHbli OpraH UCNOAHUTENbHOM
B/IaCTU KOMMIO 3aK/IIOYEHUS O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEeACTB TpeboBaHUAM
npaBua HagnexKalwer npousBOACTBEHHON MPaKTUKU B CPOK, He MNpeBbillalolwmnii cTa BOCbMUAECATU
pabounx gHeM co AHA NOAy4YeHMA 3anpoca O ee MNpeaocTaBAeHUMU. YNOAHOMOYEHHbIM dpeaepanbHbii
OopraH WCMONHUTENbHOW BNAacTW, BblAABLWIMA 3aJaHME Ha NPOBeAEHMEe IKCMNepTM3bl JIEKAPCTBEHHOTO
cpencTea, B TeyeHMe NATU paboumx AHEW CO AHA MOCTYNAEHWs OT 3aABUTENA KOMWUWU 3aK/IOYeHUs o
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeacTB TpeboBaHWSM NpaBu/  Had/exallen
Npou3BOACTBEHHON MPAKTUKM, HANPaBAsSET ee B 3KCNepTHOe yuyperkaeHune. B cnyyae HenpeactaBneHmn
3afABUTE/IEM B YKa3aHHbIN CPOK KOMWUM 3aK/OYEHMA O COOTBETCTBMM MPOU3BOAUTENA SIEKAPCTBEHHbIX
cpencte TpeboBaHMAM NpaBUA  HagneXaleh MNpoM3BOACTBEHHOM MPAKTUKM  YNONHOMOYEHHbIN
denepanbHbIit OpraH MCNONAHUTENbHOW B/AacTM, BblAABLWMA 33a4aHMe Ha NPOBEAEHUE 3SKCMepTUsbl
JIEKapCTBEHHOIO CpeacTBa, B TEYEHME MNATU pPabouymx AHEW HanpaBAAeT B 3KCNEPTHOE yuypexaeHue
yBeOMNEHNEe O HenpeacTaBfEHUN 3asBUTENEM KOMWUKU 3aK/IOYEeHUA O COOTBETCTBUM Npou3BoguTens
JIEKapCTBEHHbIX CPeaCTB TpeboBaHMAM MPaBuUI HadNeXKallen NPous3BOACTBEHHOW NPaKTUKK. Bpema co
OHA HanpaB/eHUA 3anpoca 3KCMEPTHOro YYpeXkAeHWs B YMNOJHOMOYEHHbIM dedepanbHbii opraH
WCMOJIHUTE/IbHOM BAAcTM A0 [AHA NOJIYYEHUS ISKCMEPTHbIM YYPEXKAEHUMEM KOMUU 3aK/OYEeHMA O
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexalen
NPOM3BOACTBEHHON TMPaKTUKNU WAW YBEAOM/IEHUSA O ee HenpeacTaBNeHMM He Y4YuTbIBaeTca npu
NCYMUCNEHMM CPOKA NPOBEAEHNS IKCNEPTU3bI IEKAPCTBEHHOTO CPeaCTBa.

(yacTb 4.3 BBeaeHa depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

5. 3KcnepT npu NpPoBeAEHUM MOPYYEHHOM €My PYKOBOAMTENEM 3SKCMEepPTHOro y4yperkaeHun
3KCMNepTU3bl NEKAPCTBEHHOrO cpeacTBa 06a3aH:

1) npoBect no/fHOe WcCAeAoBaHME MNPEeACTaBleHHbIX eMy O6beKTOoB, MaTepuanos, AaTb
obocHOBaHHOE M O6GBEKTMBHOE 3aK/OYeHMEe MO MNOCTaBAEeHHbIM Mepej HUM  BOMpocam WM
MOTUBMPOBAHHOE 3aK/NOYEHME O HEBO3MOXHOCTM MPOBEAEHMA MM 3KCNepTU3bl NEKapCTBEHHOro
CpeAcCTBa, eC/iM NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 3a NpeAebl CNeumasbHbIX 3HaHUI 3KcnepTa, 06beKTbl
“ccneaoBaHMin U maTepuasbl HENPUIOAHbI UM HEAOCTAaTOUHbI AN NPOBEAEHUA UCCNeA0BaHMI U Aaun
3aK/Il04EeHNA IMB6O COBPEMEHHDIN YPOBEHb Pa3BUTUA HAYKM He NO3BO/AET OTBETUTb HA MOCTAB/AEHHbIE
BOMPOCbI;

2) He pasrnalaTh CBEAEHUA, KOTOPbIE CTa/IM €My M3BECTHbI B CBA3WU C MPOBEAEHUEM IKCNEPTU3bI
NeKapCcTBEHHOIO CPeACTBa, a TaKKe CBefeHMs, COCTaBNAIWME roCyAapCTBEHHYIO, KOMMEPYECKYI0 UK
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NPeACTaBNEHHbIX OO BEKTOB UCCIEA0BAHMIA U MaTePUaIOB.
6. ODKCnepT He BNpase:

1) NpoBOAMTb IKCNEPTU3Y NIEKAPCTBEHHOro CpeacTBa Mo 06paLLeHMI0 HEMOCPEACTBEHHO K Hemy
opraHusaunn nnm Gusnyeckmx auu,

2) CaMOCTOATENIbHO CO6VIpaTb maTepunanbl AnAa nposeaeHuA SKCNepTnu3bl 1IEKAPCTBEHHOTIO CpeacTBa,
3) NpPoBOANTDb IKCNEPTU3Y NIEKAPCTBEHHOIO CPpeacTBa B Ka4yeCTBe HErocy4apCTrBeHHOIO 3KCNeEpPTa.

7. B cnyyae HeobXxoAMMOCTM 3KCMepT BMpaBe Xo4aTalCTBOBATb Mepes PyKosBoauTenem
3KCMEPTHOTO YUYPEKAEHMUA O MPUBAEYEHNN K NPOBEAEHMNIO SKCMEePTU3bI IeKaPCTBEHHOrO CPeACTBa APYImX
3KCMNepToB.

8. KarKablil 3KCnepT, BXOAALMI B COCTaB KOMMCCMM 3KCMEPTOB, KOTOPOWM MOpy4eHOo npoBeaeHue
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3KCMepTM3bl NIEKAPCTBEHHOrO CpeacTBa, HE3aBMCMMO M CaMOCTOATE/IbHO MNPOBOAMUT MCCAeAO0BaHUA,
OUEHMBAET pPe3y/bTaTbl, MONYYEHHblIE UM IMYHO U APYTMMMU SKCnepTamu, U GOPMynnpyeT BbiBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CreLmanbHbiX 3HaHWA.

9. Pe3synbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOIO cpeacTBa O0GOPMAAIOTCA 3aKIHOUEHNEM KOMUCCUU
3KCnepToB. B 3aK/Nl04EHMM KOMUCCMM 3KCMEPTOB YKa3blBAlOTCA MepedyeHb UccnedoBaHuii, obbem
NPOBeAEHHbIX KaXKAbIM SKCMEPTOM UCCeA0BaHMI, YCTaHOBAEHHbIE KaXKAbIM U3 HUX GaKTbl U caenaHHble
B pe3y/ibTaTe UCCAeA0BaHMIA BbIBOAbI. DKCNEPT, MHEHWE KOTOPOro He COBMaAaeT C peLleHNnem KOMUCCUN
3KCMepToB, BNpaBse BblPa3unTb CBOE MHEHME B MMCbMEHHON popme, KOTopoe NPUoBLLAETCA K 3aKAH0UEHNIO
KOMMWCCUU 3KCMEepToB.

10. 3KCI’leprI, BxogAauwme B COCTaB KOMUCCUKU, npeaynpexaaroTca 06 OTBETCTBEHHOCTU B
COOTBETCTBMN C 3aKOHOAQATE/IbCTBOM Poccuitckoi CDep,epau,MM 3a fAady 3aKnk4eHuAa, cogeprawero
HeobOoCHOBaHHble UK d)aﬂbCMd)VILI,MpOBaHHbIe BblBOAbl, O HEM OHU AAKOT NOAMNUCKY.

11. OnpeaeneHne ypoBHA NPoPecCMOHaNbHOM NOArOTOBKM 3KCMEePTOB U aTTecTauma Ux Ha NpaBo
NpoBeAeHUA 3KCMEepPTU3bl EKAaPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEePTHO-KBaMOUKALMOHHbIMK
KOMMCCUAMM B MOPAAKE, yCTAHOBEHHOM COOTBETCTBYIOLLMM YMOJHOMOYEHHbIM deaepasibHbIM OpraHom
NCMOMIHUTENbHOW BNacTU. YpoBeHb NpodeccMoHanbHOM NMOArOTOBKM 3KCMEPTOB NOAJIEKUT NEPECMOTPY
YKa3aHHbIMM KOMUCCUAMM HE peXKe Yem OAuH pas B MATb fieT.

12. MpaBuna npoBeAEHUs 3SKCNepTM3bl JEKAPCTBEHHbIX CPeACcTB U OCODBEHHOCTU 3KCNepTU3bl
OTAENbHbIX BWOOB NIEKAPCTBEHHbIX nNpenapaToB (pedepeHTHbIX JIeKAapPCTBEHHbIX MPEenapaTtos,
BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MNPEMNApPaToB, OMONOIMYECKUX NEKAPCTBEHHbIX MNPENapaTos,
6uoaHanoroBbix (6MOMNOAOOGHbLIX) NEeKapCTBEHHbIX nNpenapaTtoB (6MoaHasnoros), romeonaTUYeCcKUX
JIeKAPCTBEHHbIX NPENAPATOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NPENAPATOB, KOMOUHALMIA IEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOUYEHUI KOMMUCCUM 3SKCNEPTOB YCTaHAB/AMBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHOW BAACTM.

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

Cratba 17. TMopaya M paccMoTpeHMe 3afaBJeHMA O T[OCYyAapCTBEeHHOW perncrpauumu
NeKapCcTBEHHOro npenapara g1 BeTepuHapHOro npumeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [nAa rocyfapCTBEHHOW perncTpauumM JIeKapCTBEHHOro mnpenapata AJ/18 BeTePUMHAPHOro
NPUMeHeHMUa pa3paboTuyMK TaKOro JEeKapCTBEHHOro npenapaTa WAW YMNOJHOMOYEHHOe WM Jpyroe
IopuanYecKoe AULO (Janee B HACTOALWEN cTaTbe - 3aABUTE/b) MPEACTaBAsAeT B YNOJHOMOYEHHbIN
denepanbHbIit OpraH WCNOJHUTENbHON BJIACTM, OCYLLECTBAAIOWMINA TOCYAAPCTBEHHYIHO pPerucrpaumio
JIeKapCTBEHHbIX MpenapaToB A1A BETEPUHAPHOrO MNPUMEHEHUsi, B 3/IEKTPOHHOW ¢dopme uan Ha
OyMarKHOM HocuTene 3asBjeHMEe O TOCYAAPCTBEHHOW pPerncTpaumy ieKapcTBEHHOro npenapata Aajs
BETEPUHAPHOr0 NPUMEHEHMA, a TaKKe B NOPAAKE, YCTaHOBNEHHOM COOTBETCTBYHOLLMM YNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM UCNONHUTENBHOW BAACTU, B 3N1EKTPOHHOM dopme nan Ha BymaxkHOM HocuTene
HeobXxoAMMble AOKYMEHTbI, U3 KOTOPbIX GOPMMPYETCA PEerncTpauMoHHOE A0Cbe Ha JIeKapCTBEHHbIN
npenapar 411 BETePMHAPHOIO NPUMEHEHMA.

2. B 3aAB/IeHNN O rOCYAapPCTBEHHOM PerncTpaumm 1eKapcTBeHHOro npenapara 414 BeTepuHapHoOro
NPMMEHEHMA YKa3blBatOTCA:

1) HanmeHoBaHMe W aapec 3aABUTENA, pa3pa60TqMKa n npoussoanTena nNeKapCrtBeHHOro
npenapata 474 BETEPUHAPHOIoO nNpuMeHeHnA W agpec mecCta ocyuwecrtsieHnMA Nnpoun3BoacCTBa
NEKApPCTBEHHOIo npenapata 44 BETEPUHAPHOINO nNpUMeHeHUA (B cny4ae HanandmAa HECKONIbKUX
Y4aCTHMKOB npouecca nponssBoacrtea HeOGXO,CI,MMO YKa3aTb KaxX4g0ro 13 HMX);

2) HanmeHoBaHMe NNEKAapPCTBEHHOIO npenaparta ana BETEPUHAPHOrIo npuMeHeHUA
(ME)K,D,yHapOLI,HOE HenaTeHToBaHHOE, WAMU TpPynnnMpoBoYvYHOE, WUIN XUMHNYECKOE WU TOoprosoe
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HaMMeHOBaHuA);

3) nepevyeHb AEUCTBYIOLINX U BCMOMOraTe/IbHbIX BELLECTB, BXOAALINX B COCTaB J€KapCTBEHHOro
npenapara 414 BEeTEPUHAPHOTO NPUMEHEHMUSA, C YKa3aHNEM KOIMYECTBA KaXKa0ro 13 HUX;

4) nexapcrteeHHaa ¢opma, A03MPOBKa, Cnocobbl BBEAEHUA W MPUMEHEHUA, CPOK TOAHOCTM
NleKapCcTBEHHOro nNpenapara 41s BeTepuHapHOro NpUMeHeHus;

5) papmaKoTepaneBTUYecKas rpynna;

6) He0bX0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpOLeAypPbl SKCNEPTM3bl IEKAPCTBEHHbIX CPEACTB B
Lenax rocyAapcTBEHHOMN perncrpaumm NekapcTBeHHOro npenapara;

7) KONUKW AOKYMEHTOB, NOATBEPKAAIOLMX YNIATY rOCYAapPCTBEHHOMN MOLWNHbI:

a) 3a npoBeAeHME 3KCMepTU3bl KayecTBa /JIeKapCTBEHHOro CPeAcTBa M 3KCMNEpPTU3bl OTHOLLEHMA
0XKMAAEMOW NONb3bl K BO3MOXKHOMY PUCKY MPUMEHEHWA IEKaPCTBEHHOIO Npenapara A1 BETepMHAPHOTO
NPMMEHEHWA NPU ero rocy4apcTBEHHON perncTpaunm;

6) 3a Bblgayy perncTpaumMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOTO Npenapara;

8) Hanunuume cornacuna, nNpeaycCMOTPEHHOrO 4YacTbio 7 HacCTOAWEN CTaTbW, €CIM C MOMEHTa
pernctpaunn pedepeHTHOro NeKapCTBEHHOrO NpenapaTta ANA BETEPUHAPHOrO NPUMEHEHMA MPOLUNO
MeHee YeMm LLeCTb NeT.

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

3. PernctpaumnoHHOe aocbe B UenAax SKCnepTm3bl NeKapCTBEHHOIO npenapaTa A1Aa BeTepMHapHOro
npumeHeHns GopMmnpyeTca U3 caeayolmx JOKYMEHTOB U CBEAEHNI:
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBefeHuMA o fate NpenoCTaBAeHUA U PErUCTPALMOHHOM HOMEpPE JIMLLEH3UU Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeAcCTB, NPefoCTaBNEeHHOMW NPOM3BOAMUTENO PErncTPpUpPyemMoro J/IeKapCTBEHHOrO
npenapaTa 414 BETEPUHAPHOTO NPUMEHEHNA, ONA POCCUIMCKUX NPOM3BOUTENEN;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2) cBegeHWA 0 AaTe NpefoCTaB/EHUA U PETUCTPALMOHHOM HOMEPE NNLEH3UM HA NPOU3BOACTBO
JNIeKapCTBEHHbIX CPeACTB, MNPeaoCTaBAEeHHOM npousBoauTento dapmaueBTUYeckon cybcTaHumm,
BXOAALEN B COCTaB PErmcTPUPYEMOTO JIEKAapPCTBEHHOrO MnpenapaTta A1 BEeTEePUHAPHOro MpPUMEHEHMUS,
O POCCUMCKMX Npou3BoauTene;

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

2.1) KonuAa [OKYMEHTa, BblAAHHOTO YNOJIHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA ANA
KaX4on Npou3BOACTBEHHOM MN/AOWAAKM  PErucTpUpyemoro NeKapCTBEHHOro npenapata Agns
BETEPUHAPHOrO MPUMEHEHMA N MOATBEPKAAOLWLErO0 COOTBETCTBME NPOM3BOAUTENA JIEKAPCTBEHHOIO
npenaparta TpeboBaHUAM NpaBMI HageXKallen NPoON3BOACTBEHHOM NPAKTUKN, N ero NepeBo, Ha PYCCKuit
A3blK, 3aBEepPeHHble B YCTAHOB/JIEHHOM MOPAAKE, a TaKX¥e KOonuA 3aK/IOYEeHMA O COOTBETCTBUM
Npou3BOAUTENS NIEKAPCTBEHHbIX CpPeAcTB TpeboBaHMAM NpaBuA Hadjekalleld Npou3BOACTBEHHOWM
NPaKTUKWN, BblAAHHOIO YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENIbHOM BAACTU ANA KaXKaoM
NpPOM3BOACTBEHHOM NAOLWAAKN PErucTPMPYeMoro JAeKapCTBEHHOro npenapata Asa BeTepuMHapHOro
npumeHeHus, 1Mbo KonuaA pelleHus 0 NPOBeAEHNUN UHCMEKTUPOBAHMA NPOU3BOAUTENA IEKAPCTBEHHbIX
CPeACTB, MPUHATOrO YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHON BAACTU ANA KarKaok
NpPOM3BOACTBEHHOM NAOLWAAKN PErucTPMPYeEMoOro JAeKapCTBEHHOro npenapata Asa BeTepuMHapHOro
npMMmeHeHus. YKa3aHHble JOKYMEHTbI NPeACTaBAAKTCA B Cy4Yae, eCv NPOM3BOACTBO JIEKAPCTBEHHOTO
npenapaTa ocyliecTBaseTca 3a npeaenamm Poccuiickot Pepepaunu;

(n. 2.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-d3)
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2.2) Konusi [OOKYMEHTa, BblAAaHHOrO YMNOJHOMOYEHHbIM OpPraHoOM CTpaHbl MPOU3BOAUTENA
dapmaLeBTMUYECKON cybcTaHuMm u noATBep:KAaloLero COOTBETCTBUE npounssoanTens
dapmaueBTMHECKOM cybCTaHLMKM, BXOAALLEN B COCTAB PETMCTPUPYEMOrO JIEKAapCTBEHHOMO NpenapaTa Anaa
BETEPUHAPHOro NPUMeHeHUs, TPeboBaHMAM NpPaBUa HaglexKalen NPomu3BOACTBEHHON NPaKTUKKU, U ero
nepeBog, Ha PYCCKMI A3bIK, 3aBEPEHHblE B YCTAHOBAEHHOM MNOPsAAKe, B Cayvae, €CAM NPOU3BOACTBO
dapmaLeBTMUECKOM CybCTaHLMKM OCyLecTBAAETCA 3a Npeaenammn Poccuiickon deaepauniy;

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

3) NpOEKT HOPMAaTUBHOIO [AOKYMEHTa Ha JleKapCTBeHHbIA npenapaTt Ana BeTepuHapHOro
NPUMEHEHUS;

4) LOKYMEHT, coAeprKalmii cneaylolyo MHopmaumio o dapMaLeBTUYECKON CybCTaHLMU UK
bapmaueBTUUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTaB JIeKapCTBEHHOrO Npenaparta Ansa BETepUHapHOro
NPUMEHEHUSA:

a) HamMmeHoBaHMe ddapmaueBTMYECKON cybcTaHUMKM, ee CTPYKTypa, obwue cBoicTBa (npu
rocyJapCTBEHHOM  pernctpaumMm  MMMYHOBMONOTMYECKMX  JIEKAPCTBEHHbIX  MNpenapaTtoB  gjs
BETEPUHAPHOIO MPUMEHEHUSA MPeAcTaBAAOTCA CBEAEHUA O LTaMMe, BK/OYas ero HauMeHOBaHWe,
MHPOPMaLMIO O MPOUCXOXKAEHUMN, €0 CBOMCTBAX, XapaKTEPUCTMKAX U MecTe AemnoHUpPoBaHUA);

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

6) HaMMeHOBaHMe U aapec NPOU3BOANTENS;

B) TEXHONI0TNA Npon3sBoAacTBa C ONNCaHNEM CTaAMVI npon3soAacTBa U METOA0B KOHTPONA Ha BCEX
CTaanAX NponsBoacCTBa;

r) uHbopmaums o npumecax (He npeacTaBnseTcA MNpPU  rOCYAAPCTBEHHOW  perncrTpauuu
UMMYHOBMONOTMUYECKUX NEKAPCTBEHHbIX NPenapaToB AN BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneundmrKaums Ha papmaLeBTUYECKYIO CybCTaHUMIo (He NpeacTaBaseTca Npu rocy4apCcTBeHHOM
pervcTpaunmn MMMyHOBMONOTMYECKUX IEKAPCTBEHHbBIX NPEnapaToB A1 BETePUHAPHOTo NPUMEHEHUSA);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onucaHne MeToAMK KOHTPO/IA KayecTBa;

) pesynbTaThl aHaaM3a cepuit dpapmaueBTUYECKOW cybCcTaHuMM (He npeacTaBaatoTca Npu
rocygapcTBEHHOM  pPerucTpaumMm  MMMYHOOMOJNIOTMYECKUX — NIEKAPCTBEHHbIX  NpenapaTtoB  AAs
BETEPMHAPHOro NPUMEHEHUA);

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

3) nepeveHb CTaHAAPTHbIX 06Pa3LIOB MK BELLECTB, UCMNO/Ib3YEMbIX NMPU OCYLLECTBNEHUU KOHTPOIA
Kayecrsa;

M) ONMUCaHME XapaKTepPUCTUK n CBOWCTB YNaKOBOYHbIX MaTePUNAZIOB N YKYNMOPOYHbIX CPEACTB;

K) QOaHHble O cTabunbHOCTM (He nNPeaCTaBAAIOTCA MNPU  TOCYAAPCTBEHHOW perncrpaumm
NMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETepUHAPHOIo NpUMeHeHns);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YCAOBUA XPAHEHWS;

5) oTyeT 0 pesynbTaTax [AOKJAMHUYECKOro WCCNeA0BaHUA JNIeKapCTBEHHOrNO cpeacTBa  AnA
BETEPUHAPHOIO MPMMEHEHUSA, BKOYAIOWMIA ONUCaHME METOA0B onpeaeneHna OCTaTOUYHbIX KOMYecTB
OeWcTBylOLLIero BellecTBa (AEWCTBYHOWMX BeWecTs), AOCTUralolWero (A4oCTUraloLWmx) CUCTEMHOTO
KPOBOTOKa, B MPOAYKUMU KUBOTHOTO MPOUCXOXKAEHUA MOcAe MPUMEHEHUS TaKoro NeKapCTBEHHOro
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CPeACTBa, a TaKKe AOKYMeHTabHOe NOATBEPKAeHMe (BannaaLma) yKkasaHHbIX MeTO40B;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) oOT4eT O pesynbTaTax KAMHWYECKOrO WCCAed0BaHWA JIeKapCTBEHHOro npenaparta Aad
BETEPUHAPHOIO MPUMEHEHMUSA Y KaK40ro BUAa *KMBOTHbIX, YKa3aHHbIX B MHCTPYKLIMK MO BETEPUHAPHOMY
NPUMEHEHUIO;

7) nNPOEKT WHCTPYKUMM MO BETEPUHAPHOMY MPUMEHEHMIO JIEKAPCTBEHHOIO MpenapaTa,
cogeprKallen cneaytowme cBefeHus:

a) HauMmeHOBaHME  /IeKapCTBEHHOro  npenapaTa AAA  BETEePUMHAPHOro  NPUMEHEeHMUN
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYEcKoe W Toprosoe
HanMeHOoBaHwUA);

6) nekapcTBeHHan popma C yKkazaHMeM HaMMEHOBaHMIA U KONMYECTBEHHOMO COCTaBa AEeNCTBYIOLLNX
BELLECTB M KaYeCTBEHHOro COCTaBa BCMOMOraTe/IbHbIX BELLECTB;

B) onMcaHMe BHEeLIHero B1aa NekapcTBEHHOro npenapara 4/ BeTepUHapHOro NpUMeHeHus;

r) dapmakoTepaneBTUYecKas rpynmna IeKapCcTBEHHOTO Npenapara 414 BeTepMHaPHOro NpUMEHeH s
WK YKa3aHuMe "romeonaTnyeckuii 1ekapCcTBeHHbIN npenapaTt";

A)  dapmakogMHammKa M dapMaKOKMHETMKa (33 WCKAtoYeHMeM  papMaKOKMHETMKM
romeonaTMYecKMXx JIEKAPCTBEHHbIX MNPENapaToB M PacTUTE/IbHbIX /1IEKAPCTBEHHbIX Mpenapartos) wau
onuncaHue MMMyHOBMONOTMYECKNX CBOMCTB IEKapCTBEHHOrO Npenapara;

€) NnokasaHus AN NpUMeHeHus;
) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUS;
3) mepbl NPeAOCTOPOKHOCTU NPU NPUMEHEHWN;

M) YKa3aHne BO3MOXXHOCTU U ocobeHHocTel npUMeHEHNA Yy 6epeMeHHbIX XKUBOTHDbIX, Y XUBOTHbIX B
nepuoa naktauunm, y NnOTOMCTBaA XUBOTHbIX;

K) pexum A03MpoBaHuUs, cnocob BBEAEHUA U NMPUMEHEHWA, MPU HEOOXOAMMOCTV BpeMs npuema
JIeKapCcTBEHHOTO NpenapaTa 415 BETEPUHAPHOrO NPUMEHEHMS, MPOLOIKUTENbHOCTb IeYEHWS;

N) BO3MOKHble NOBOYHbIE AEUCTBUA, HEXENaTe/IbHblE PeaKLUMM NPU NPUMEHEHUN NEKapPCTBEHHOMO
npenapara 4/1a BeTepnHapHOro NPUMeHeHuns;

M) CUMNTOMbI NepPeao3nPOBKU, MEPbI NO OKa3aHMIo MOMOLLM NPY Nepeao3npPoBKe;
H) B3auMoAencTBUE C APYTMMMN NEKAPCTBEHHbIMM NpenapaTamm 1 (Mamn) Kopmamu;
0) popMbl BbiNyCKa NE€KapCTBEHHOTO Npenapara 4/1a BeTepUHaPHOro NPUMEHeHUSs;

n) ykasaHue (npu HeobxoauMOCTU) ocobeHHOCTel AeNCcTBMA NeKapCTBEHHOro npenapaTa Ans
BETEPUHAPHOro NPUMEHEHUA NPU NEPBOM NPUEME UAN NMPU €ro OTMEHE;

p) onucaHue (NpyM HEOHXOAMMOCTU) AeNCTBUIA crieunanncTa B 061acTu BeTepuHapun, BAagenbLa
MBOTHOTO MpPW MPOMYCKe MpUMema OAHOM WAM HECKONbKMX [A03 /eKapCTBEHHOro npenapata A4na
BETEPUHAPHOrO NPUMEHEHUSA;

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

C) CPOK ToAHOCTM W YKa3aHune Ha 3anpetr npuMeHeHUA NeKapCTBEHHOrNo npenapata AnAa
BETEPUHAPHOIo NpMMeHEHNA No UCTEYEHNN CPOKAa rOAHOCTU;
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T) yCNOBUA XpaHeHWs;

y) yKasaHMe Ha HeobXOoAMMOCTb XPaHeHUA /IeKapCTBEHHOro npenapaTta AN BETEePUHAPHOro
NPUMEHEHNA B MeCTax, HeZIOCTYMHbIX ANA AeTeN;

¢) yKkasaHue (NpuM HeobxogMMOCTM) cneumanbHbiX Mep NPesoCTOPOXKHOCTU MPU YHUUTOMKEHUK
HEMCMNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENAPaTOB 41 BETEPUHAPHOrO NPUMEHEHUS;

X) CPOKN BO3MOKHOIO NCNOob30BaHNA NpoAyKUNn UBOTHOIO NPOUCXOKAOAEHUA NOCNE BBEAEHUA
KNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIO NPUMEHEHUA;

L) YCNOBMSA OTNYCKa;

4) HaMMeHOBaHWA M ajpeca MPOM3BOACTBEHHbIX MAOWAA0OK MNPOU3BOAUTENA JIEKAPCTBEHHOrO
npenapara 4/1a BeTepnHapHOro NPUMeHeHuns;

W) HaMmeHoBaHMe, aZpec opraHuWsalMu, YMNOJHOMOYEHHOW AepskaTenem WAM BAafenblem
PerucTpaLmoHHOro  YAOCTOBEPEHUS NeKapCTBEHHOro npenapata Ha NPUHATME NpeTeH3ui oT
nortpeburens;

8) NPoeKTbl MaKeTOB NePBUYHOI YNAKOBKMN U BTOPUYHOW YNaKOBKM 1EKAPCTBEHHOrO NpenapaTa gns
BETEPMHAPHOrO NPUMEHEHUSA;

9) cneayowme cBeAeHNA O IeKapCTBEHHOM npenapare ANA BeTePUHAPHOro NPMMEHEHMUS:
a) onMcaHme 1 CoCTaB IEKaPCTBEHHOTO NpenapaTa A/19 BEeTePUHAPHOIo NPUMEHEHUS;
6) onucaHne dpapmaL,eBTUYECKON Pa3paboTKu;

B) ONMcaHMe npouecca NPon3BoACTBa M ero KOHTPOAA, NOANUCAaHHOE B MOPAAKE, YCTAHOBJEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOALLEN CTaTbMy;
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPONSA KPUTUYECKMX CTaAui NpoM3BOACTBA U MPOMENKYTOYHOM NPOAYKUUMU,
noAnucaHHoe B NOpAAKe, YCTAHOB/IEHHOM B COOTBETCTBMM C YacTbto 1 HACTOALLEN CTaTby;
(B pen,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMeHOBaHWA W agpeca pa3paboTumka, AepyKaTens UM BAajesblia PerncTpaLmMoHHOro
YOOCTOBEPEHUA  JIEKAapPCTBEHHOrO  npenapaTta, MNpPOW3BOACTBEHHbIX MJIOWAAOK Mpou3BoauTeNs
NIeKapCTBEHHOrO NpenapaTta ANA BETEPUHAPHOIO NPUMEHEHUA C YKa3aHWEM CTagMiA TEXHOOrMYECKOTo
npouecca, OCYyLLeCTBAAEMbIX Ha MPOU3BOACTBEHHbIX MIOWAAKAX MPOU3BOAUTENA JIEKAPCTBEHHOTO
npenapaTta 414 BETEPUHAPHOTO NPUMEHEHUS;

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHbiit 6anaHc 418 NPOM3BOACTBA CEPUM FOTOBOTO NPOAYKTa;

n) oNMcaHue XapaKTepPUCTMK U CBOMCTB YNAaKOBOYHbIX MaTePMaoB U YKYMOPOUHbIX CPEeACTB;
K) AOKYMeHTanbHOoe noATBepKaeHune (Bannaaums) NnpoLeccos 1 (Mn) NX OLLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTe/bHbIX BelecT8 (cepTuduKkat, cneumduKauma Ha
BCMOMOraTe/ibHble BeLLecTBa 1 Mx 060CHOBaHWe);
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M) dHaAnTn4yeCcknme mMmMeToaukn, wucnonbsyemble nNpu  OCywecCTB/IEHUN KOHTPOA KadecCTBa
BCNOMOraTte/ibHbIX BELWECTB;

H) IOKYMeHTaibHOEe NOATBEPXKAeHMe (BanMaaLumna) aHanUTUYECKMX METOAMK, UCNONb3YEMbIX NPU
OCYLLECTB/IEHUWN KOHTPO/IA KaYecTBa BCMOMOTraTe/1bHbIX BELLECTB;

0) nHdopmauma 06 MCNOAb30BAHMN BCMOMOTaTE/IbHbIX BELLECTB YE/0BEYECKOrO U KMUBOTHOMO
NPOUCXOXKAEHNSA;

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

p) TpeboBaHWA K KauyecTBy JNEKAPCTBEHHOrO Mpenapata AAA BETEPUHAPHOIO MNPUMEHEHUA
(cepTndukar, cneumdmkaLma Ha NeKAapPCTBEHHbIM NpenapaT n ux o6ocHOBaHUe);

C) aHanUTUYecKMe MEeTOAMKM, WCMOAb3yemMble MpPU  OCYWECTBAEHUM KOHTPOAA KadecTsa
NleKapcTBeHHOro npenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

T) OKYMeHTa/IbHOe MoATBepKAeHMe (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMbIX Mpu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa /IeKapCTBEHHOro npenapara 414 BeTepUHaPHOro NpuMeHeHUs;

y) AOKYMEHT, NMOATBEPKAAOWMIA KAyecTBO /JIEKAPCTBEHHOro npenaparta TPex MNPOMbILLAEHHbIX
cepuit (NpoToKO aHanM3a UK cepTMdUKaT aHaAn3a), ogHa cepus KOTOPOTO A0/KHA COBNaAaThb C cepueit
06pasLa NeKapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaumio;

&) XxapaKkTepucTMKka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06pPa3LOB, MCMNO/b3yeMbIX MPU OCYLLECTBJAEHUU KOHTPO/A KadyecTsa
JIeKapCTBEHHOrO npenapara 4/ BeTepMHapHOro NpUMeHeHus;

L) AaHHble 0 CTabUNbHOCTUN IEKaPCTBEHHOTO Npenapara 4/1A BeTePUHAPHOIo NPUMEHEHNS;

10) Konua [OOKYMeHTa, coAeprKalero MHPoOpMauuio O Hanuumm muam ob OTcyTCTBMM GaKTOB
perncTpauumn nekapcTBEHHOro npenaparta 418 BeTepUHAPHOro NnpumeHeHus 3a npegenamm Poccuinickoi
depepauny;

11) cornacue B NUCbMEHHOM dopme, NPesyCMOTPEHHOE YacTbio 7 HacTosALWel CTaTbk, B C/yyae
perncrpauun BOCNpoM3BeAeHHOrO IEKAPCTBEHHOIO Npenapara;
(B pen,. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTaHOB/JIEHHOM MOpPAAKe U
NOATBEPKAAIOLWEr0 NPaBOMOYHOCTb 3anABNEHMA O FOCYAAapPCTBEHHOM PErucTpauym NeKapcTBEHHOTo
npenapara 410 BETepUHapHOro NpUMeHeHnn (40BEePEHHOCTb);

13) cBeseHMA O TrOCYAApPCTBEHHOW perucTpauum  reHHoO-UHXeHepPHO-MoAMOULMPOBAHHbIX
OpraHM3moB, MpefHa3Ha4YeHHbIX A4 BbIMyCKa B OKpyatwollylo cpeay (npu rocyaapcTBeHHOM
perncTpaunm IeKapCcTBEHHbIX MNpPenapatoB A/A BETEPUMHAPHOro MNPUMEHEHUA, MNOJIYYEHHbIX C
NPUMEHEHNEM  TE€HHO-UHXEHEePHO-MOANDUUMPOBAHHbIX OPraHM3MOB WAW  coAeprKalinxX Takue
OpraHM3mbl).

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

4. Mpu npoBeAeHUN YCKOPEHHOW Mpouesypbl 3KCMEPTM3bl JIEKAPCTBEHHOro npenapata Ans
BETEPUHAPHOTrO NPUMEHEHWA B LLESAX ero rocy4apcTBEHHOM PerncTpauumn BMecTo oT4yeTa paspaboTumka
0 pesynbTaTax LOKJAMHUYECKOrO WCCNeL0BaHWA JIEKApPCTBEHHOTO CPeACTBa AN BETePUMHAPHOTO
NPUMEHEHUA MOXKeT ObiTb NpeacTaBseH 0630p Hay4yHbix pPaboT O pesynbTaTax AOKANMHWYECKOTO
nccnefoBaHuA pedepeHTHOro IEKapCTBEHHOIO NpenapaTta A/19 BeTEPUHAPHOro NPUMEHEHUs, 3 BMECTO
oTyeTa O pe3y/nbTaTax KAMHWUYECKOrO MCCAefOoBaHWA NEKapCTBEHHOro npenaparta 4na BeTepuHapHOro
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NPUMeHeHNA OTYeT O pesyabTaTax WUcCCAeAoBaHUA BUO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOMO
JIeKapCcTBEHHOrO npenapara 418 BeTepMHapPHOro NpUMeHeHua.
(yacTb 4 B pen. depepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha akcnepTnsy pasinyHbiX 1eKapCcTBEeHHbIX GOPM OAHOrO M TOr0 e NeKapCTBEHHOro npenapaTta
ONA BETePUHAPHOro NPUMEHEeHMA 3as8BUTeb NPeACcTaBAAET OTAE/bHbIE 3aAB/IEHUA U PErncTPaLMOHHbIe
[0Cbe Ha KaXXayl ekapcTBeHHYo popmy. Mpu ycnosmmn ogHOBPEMEHHON NOAAUN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHBIMU  O03UMPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeacTaBAseT OAHO 3asB/IEHUE W PErucTpPaLMOHHOE A0Cbe C MPUIOYKEHMEM MAKETOB MNEepBUYHOM
YNaKoBKM U BTOPUYHOM YNaKoBKW. Ha MaKeTax nNepBMYHOM YMNaKOBKU U BTOPUYHOM YMNaKOBKM
YKa3blBalOTCA BCE MPOU3BOAMMbBIE AO03UMPOBKM, KOHLLEHTPALUUKN, 06bEMbI U KONMYECTBO 403 B YMNaKOBKe
JIeKapCTBEHHOrO NpenapaTa 4158 BeTEPUHAPHOro NPUMeEHeHUs.
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaB/ieHMA C 3asiBIEHUEM O FOCYAaPCTBEHHOM PErncTpaummn 1ekapCcTBEHHOTo
npenaparta A41a BETEPMHAPHOIO NPUMEHEHUS AOKYMEHTOB, NOATBEPKAAOWMX YNNATY rocyAapCTBEHHOM
MOLWW/IMHBI M YKa3aHHbIX B MyHKTe 7 4acTW 2 HacToAWeEeN cTaTbW, CBEAEHUIA O NIMLEH3UAX, YKa3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacTosLLEl CTaTbW, a TaKXKe BblgaBaeMbiX (MpegocTaBaAsemblX) YyNoJHOMOYEHHbIMM
denepanbHbIMM OpraHaMmn UCMOJIHUTENIbHOM BIAaCTU AOKYMEHTOB (CBeAEHMIA), YKa3aHHbIX B NyHKTe 2.1
yactM 3 HacToAWwen CcTaTbW, YMNOJHOMOYEHHbIN deaepasnbHbii OpraH WCMOJIHUTE/IbHOW BAacTU
3anpalnBaeT yKasaHHble JOKYMEHTbI (CBeAeHMs) B NOPAAKE MeXBeLOMCTBEHHOro MHPOPMALMOHHOIO
B3aMMmoOAencTBus.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcA MCMONb30BaHME B KOMMEPYECKUX Uenax uHGopmaumMmM o pesynbTatax
AOK/IMHUYECKMX UCCNeL0BaHNIA NEKAPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCNeA0BaHUIA NeKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOro NPUMEHeHWs, NpeacTaBAeHHON 3asBUTENEM O/1A rOCYAapCTBEHHOM
pernucTpauum neKkapcTBeHHbIX npenapatosB, 6e3 ero cornacMa B TeyeHMe LWeCTM NeT C  Aathbl
rocyAapCcTBeHHOM pernctpaunmn pedpepeHTHOro IeKapcTBeHHOro npenapaTa B Poccuitickoit degepaumn.

8. [lep:katenb uau Bnagenew, perncTpaumoHHOro yA0CTOBEPEHNA IeKapcTBEHHOrO NpenapaTa ana
BETEPMHAPHOIo NPUMEHEHMA NPEACTABAAET B YNOJHOMOYEHHbIN PeepasnbHbIi OpraH MCNONHUTENIbHOM
BNACTW OTYET Mo pe3ysibTaTaM papmMaKoHaA30pa OOUH pa3 B WECTb MECALLEB B TeYeHUe ABYX /IET noc/e
rocy4apCcTBEHHOM perncTpauymm IeKapcTBeHHOro npenapaTta B Poccuiickoit Pepepaumu, 3aTem exerogHo
B TEYEHME NOCNeAYIOLMX TPEX NIET U B fa/ibHEeNLLEM OAUH pa3 B TPU roga.

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

Cratba 18. TMlopaya M paccmoTpeHMe 3afaBJeHMA O T[OCYAapPCTBEHHOW perncrpauumu
JIeKapCTBEHHOro npenapara Asa MegULUHCKOro NpumMeHeHus
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [na rocygapCTBEHHON pPerncTpaunm eKapCcTBEHHOro npenapata Ana  MeaMUMHCKOro
NPMMEHEHNS OPUANYECKOE NNLO, OENCTBYIOLWLEE B COOCTBEHHbIX MHTEpPEcax WAM YNONHOMOYEHHOE
NpeacTaB/ATb UHTEPEChbl APYroro LPUANYECKOro AnLa U 3aaBAAlOWEe JIEKAPCTBEHHbIM NpenapaT Ha
rocyJapcTBEHHYIO pernctpaumio (Oanee B HacToslen cTaTbe - 3aABUTENb), NpeacTaBAfeT B
YNO/NHOMOYEHHbIN deaepasibHbIi OpraH UCNOAHUTENBHOM BAACTU, OCYLLECTBAAIOWMMN rOCyAapCTBEHHYO
perncTpaumio 1eKapcTBEHHbIX NPenapaToB 418 MeAUUNHCKOTO NPUMEHEHUSA, B SNEKTPOHHON popme U Ha
6yMasKHOM HocuTene 3anAB/ieHMe O TOoCy[apCTBEHHOMN perucTpauMm NekapcTBeHHOro npenapaTta Ans
MeAMLMHCKOro NPMMEHEHUA, a TaKXKe B NopaaKe, YCTaHOBAEHHOM YyNO/JIHOMOYEHHbIM deaepasibHbIM
OpraHoOM MCNONHUTENIbHON BNAacTU, B 3NEKTPOHHON dopme M Ha BymaxkHOM HocuTese Heobxoaumble
OOKYMEHTbI, U3 KoTopbix GOpPMUPYETCA PEerncTpalmoHHOe A0Cbe Ha JIeKapCTBEHHbIN npenapat And
MeAMNUMHCKOro NpMMeHeHUA.

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

2. B 3aaBneHuu o FOCYAapCTBEHHOIz perncrtpaunm nekapCrBeHHOro npenaparta g1a megnumHCKoro
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npumeHeHnA yKa3biBatOTCA:

1) HaumeHOBaHWe, aapec 3asBUTENA M NPOU3BOAMUTENA JIEKAPCTBEHHOro npenapata Ans
MEeANLIMHCKOTO NPUMEHEHUA, CBEAEHUA 06 UX perncTpaymm B Ka4ecTBe HANOronnaTeNbliMKa B CTpaHe
pervcTpaumnn (gnsa POCCUMCKUX IOPUANYECKUX NNL, - UAEHTUDMKALUMOHHDBIA HOMep Ha/loronaaTesbliMKa
(MHH), ans MHOCTPaHHbIX IOPUONYECKUX ANL, - CTPAHA PerncTpaumm, HauMeHOBaHWE PErUCTPUPYIOLLLErO
opraHa, permcTpaLMoHHbIN HOMEpP, Ko Ha/IoronAaTeNbLLMKA B CTPaHe pernctpaumm (MHKopnopauuun) nuam
€ro aHanor) M agpec MecTta OCyLWEecTB/eHUA MNPOM3BOACTBA JIEKAPCTBEHHOro npenapata (B caydyae
HaNNYMA HECKOJIbKMX YYACTHUKOB NPOLLECCA €ro NPOM3BOACTBA HEODXOAMMO YKa3aTb KaXKA0ro y4aCcTHMKA
B COOTBETCTBMM C OCYLLLECTB/IAEMON CTagMen NnponsBoacTBa);

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

2) HanMeHOBaHWME NEKAPCTBEHHOIO NpenapaTa ANnAa mMeauumMHCKOro npumeHeHunA (Memp,yHapop,Hoe
HENaTeHTOBaHHOE, NN TPYyNNMUPOBOYHOE, NI XUMUYECKOE N TOProesoe HaMMEHOBaHMﬂ),'

3) nepeyeHb AENCTBYIOWMX M BCMOMOraTe/IbHbIX BELLECTB, BXOAALLMX B COCTaB JIEKAPCTBEHHOIo
npenapara Aas MegULUUHCKOTo NPUMEHEHUS, C YKa3aHUEM KOIMYECTBA KaXKa0ro U3 HUX;

4) neKkapcTBeHHasa ¢opma, [A03UPOBKa, cCnocobbl BBEAEHMA U MPUMEHEHUs, CPOK FOAHOCTU
JleKapCTBEHHOro npenapaTa 41a MeguuUMHCKOro NpMMeHeHuns;

5) bapmakoTepanesTmyeckas rpynna, Ko aHaToOMO-TepaneBTUYEeCKO-XMMNYECKoM KnaccudukaLumm,
pekomeHaoBaHHOW BcemmpHOW opraHusauMen 34paBOOXpPaHeHMs, 3aABAfeMble MOKasaHusa AnAa
NPpUMeHeHMA NeKapCcTBEHHOro npenapaTa A1A MeANUUHCKOTo NPUMEHEHUS;

6) oTcyTcTBME HeobXoAMMOCTM MpeaocTaB/leHMss OT4eTa O pe3y/ibTaTaX  KAMHMYECKOro
nccneaoBaHUA, UccaenoBaHUA BUO3IKBMBANEHTHOCTM NEKapPCTBEHHOMO Mpenapara, paspeLleHHoro Ans
MeAMLMHCKOro npumeHeHua B Poccuiickoit ®eaepaunm 6onee ABaauaTth fET, C YKa3aHUEM HOPMaTUBHbIX
MPaBoBbIX aKTOB, MOATBEPKAAIOLMX AaHHbIN CPOK MPUMEHEHUSA;

7) HeobxogMmocTb 0hOpMIEHUA paspelleHns Ha BBO3 B Poccuiickyto depepaunio KOHKPETHOWM
NapTMM  3apPEerucTpMpoBaHHbIX U (MIM)  HE3apPerucTpUMpoBaHHbLIX  JIEKAPCTBEHHbIX  CPEeACTs,
npegHasHayeHHbIX A1 MPOBEAEHMS IKCMEPTU3bl IEKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBEHHOM
perucrpaumm;

8) HEO6XO,CI,MMOCTb npoBegeHNA 3KCNEPTU3blI AOKYMEHTOB, NpeactaB/eHHbIX ANnA onpegeneHunAa
BO3MOXXHOCTU pacCMaTpunBaTb ﬂeKapCTBEHHbIVI npenapatr ana mMegunumHCKoro npumeHeHna npu
ocywiecrtsneHunmn I'OCYLI,apCTBEHHOVI perncTtpaunmn B Ka4ecrtee Opd)aHHOI'O NEeKapCTBEHHOrO nNpenapara,

9) HeobXx04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
LenAx rocyAapCcTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

10) KONuKU JOKYMEHTOB, NOATBEPKAAMOLLMX YNAATY rOCYyAaPCTBEHHOM NOLW/IMHbI:

a) 3a NpoBeAeHMe 3KCMepPTU3bl JOKYMEHTOB, NMPEACTAB/EHHbIX A5 ONpeaesieHNs BO3MOMXKHOCTU
paccmaTpuBaTh JIEKApPCTBEHHbIM nNpenapaT A48 MeAMUMHCKOrO MNPUMMEHEHMA MpPU OCYLLEeCTBAEeHUU
rocyAapCTBEHHOWM PerncTpauum B Kayectse opdpaHHOro NeKapCcTBEHHONO Npenapara;

6) 3a npoBedeHME 3KCNEPTU3bl KayecTBa JIEKapCTBEHHOro CpeAcTBa UM 3KCMNepTM3bl OTHOLIEHUA
0XMAaeMOWM MNO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOTO Npenapara, pa3peLweHHoro ans
MeNLMHCKOrO npumeHeHua B Poccuiickolt depepaumm 6osee ABaauati fieT, NpPUM OCYLLECTBAEHUU
rocyapcTBEHHOMN perncTpaLmm 1eKkapcTBeHHOro npenapara;

B) 33 NPOBeLEHWe 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBa M 3KCMEepTU3bl OTHOLLEHMUSA
0XKMAAEMOW N0/Ib3bl K BO3SMOXKHOMY PUCKY NPUMEHEHMWS JIeKapCTBEHHOTO NpenapaTta 418 MeaULUHCKOTo
NPUMEHEHWA NPU ero rocyapcTBEHHON perncTpaunm;
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r) 3a npoBeAeHMe 3KCNEPTU3bl KayecTBa /JIEKapCTBEHHOro CPeAcTBa M 3KCNepTUsbl OTHOLWIEHUSA
0¥MAaeMOW NOJb3bl K BO3SMOXHOMY PUCKY MPUMEHEHMA IeKapCTBEHHOTO nNpenapara 414 MeAULMHCKOro
NPUMEHEHNA, B OTHOLLEHUN KOTOPOro MPOBeAEHbl MeXKAyHapoAHble MHOrOLLEHTPOBbIE KAMHUYECKMeE
nuccnenoBaHWA, 4acTb U3 KOTOPbIX npoBeseHa B Poccuitckon ®depepauumu, Npu  OCYLECTBAEHMM
rocyAapcTBEHHOMN perncTpaLmm 1eKapcTBeHHOro npenapara;

11) Hanuume cornacua MPOM3BOAUTENA JIEKAPCTBEHHOrO npenaparta, MPOM3BOACTBO KOTOPOro
ocyulectsnsaetca 3a npegenamm Poccuiickot depepauumu, Ha nNpoBeAeHME  MHCMEKTMPOBaHUA
Npoun3BoAUTENA Ha COOTBETCTBME TPeboBaHUAM NpPaBuA Hagexalleld NPon3BoACTBEHHOM NPaKTUKK;

12) Hannume cornacus, NPeayCMOTPEHHOrO YacTblo 18 HacTosALWel CcTaTby;

13) ykasaHue BMAa NeKapCTBEHHOTO NpenapaTa, NpeACTaBAEHHOIO Ha pernctpaumio (pedepeHTHbIN
NIEKAPCTBEHHbIN  npenapaTt, BOCMPOU3BEAEHHbI  JIEKApCTBEHHbIM  npenapaT, 6uosornyecknit
JIeKapCTBEHHbIN NpenapaTt, 6uoaHanorosbit (6MonoLobHbIN) NekapcTBEHHbIN npenapat (6buoaHanor),
romeonaTMyecKmii 1eKapCcTBEHHbIM Npenapar, 1eKapCTBEHHbIN pacTUTEIbHbIM Npenapar).

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

3. PernctpaumoHHoe A0Cbe Ha /IeKapCTBEHHbIM npenapaT Ans MeAMLMHCKOro NpumMeHeHus
npeaocTtasnfeTca B popme obLero TeXHMYECKOro AOKYMEHTa.
(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYMEHTaUUN agMUHNCTPATUBHOIO XapaKTepa BK/IKOYAET B cebs:

1) 3aABNeHNE O rocyapCTBEHHOW perncTpaLmMm NeKapCcTBEHHOrO npenapaTta 4aa MeauuMHCKOro
NPUMEHEHUA B 3/IEKTPOHHOM Ppopme U Ha BymaXkKHOM HocUTeNE;

2) KOMWUIO [OKYMeHTa Ha PYCCKOM A3blKe, 3aBEPEeHHOro B YCTaHOBAEHHOM MopaaKe W
NOATBEPXAAlOLLEro NPaBOMOYHOCTb 3aABUTENA NOAaBaTb 3aABNEHME O rOCYAapCTBEHHOW perncTpaumm
NleKapcTBEHHOro npenapaTa ANA MeANLMHCKOro NpUMeHeHnA (40BepPeHHOCTb);

3) cBefieHua o gaTte NpefoCTaBAeHUsA U PErMCTPALMOHHOM HOMEpE JIMLLEH3MM Ha MPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB WAM CBeAEHMA O JaTe NpefocCTaB/ieHMA W PerucTpauyMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun
HaZneXKalen npou3BOACTBEHHOMW MNPAKTUKKU, BbIAAHHbIX (MPefoCTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMOJIHUTENBHOM B/IAaCTU B  OTHOLIEHMWM MPOU3BOACTBEHHOM MNJIOLWAAKM
PErncTpMpyemoro NeKapCTBEHHOro MpenapaTa, B C/ly4yae, €cin MNPOU3BOACTBO JIEKAPCTBEHHOTO
npenapaTa ocyuiectsaseTca B Poccuiickon ®epepaymu;

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

4) Konuio NpeaocTaBNeHHOM YNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS IMLEH3UN Ha
NPOu3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBosd Ha pPYCCKUMI A3bIK, 3aBepeHHble B
YCTaHOB/IEHHOM NOPAAKE, a TAKKe KOMUIO 3aKN0UYEHMUA O COOTBETCTBUM NPOU3BOANTENA NEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM  NpaBW/i  HaaNe)Kalen  NPOU3BOACTBEHHOM  MPAKTUKM,  BblAaHHOIO
YNO/IHOMOYEHHbIM desepasbHbIM OPraHOM UCTOJIHUTENIbHOM BIACTM B OTHOLWEHUWU NPOU3BOACTBEHHOM
NAOLWAAKN PErUCTPUPYEMOrO JIEKAPCTBEHHOTO MNpenapaTa, MW KOMWI0 PeleHus YNnoJHOMOYEHHOTO
dbenepanbHOro opraHa WCMOJIHUTENbHOW BAACTM O MPOBEAEHUM MHCMEKTMPOBAHWS NPOWU3BOAUTENA
NeKapCTBEHHbIX CPEACTB, B C/Ily4ae, eciv NPOU3BOACTBO IEKAPCTBEHHOTO NpenapaTa oCyLecTBAETCs 3a
npegenamun Poccuiickon degepaumm;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-03)

5) NPOEKT MHCTPYKLMM MO MeAMLMHCKOMY NPUMEHEHUIO NEKAaPCTBEHHOrO NpenapaTa, coaeprKallein
cneaytouime ceeaeHus:

a) HanMeHOBaHWE JNEKapPCTBEHHOIO nMnpenapaTta (Mem,a,yHapop,Hoe HenaTeHToBaHHOE, WU
rpynnmnpoBoYHOE, U1 Xummn4yeCKoe U Toprosoe HaMN\EHOBaHVIFi),'
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6) nekapcTBeHHasa popma C yKazaHMeM HaMMEHOBaHMUI N KONMYECTBEHHOro COCTaBa AeMUCTBYHOLLMX
BELLEeCTB M KayeCcTBEHHOro CoCTaBa BCNOMOraTe/ibHbIX BellecTs (Npu HeobXoAMMOCTM KOIMYECTBEHHOIO
COCTaBa BCMOMOraTe/IbHbIX BEeLLecTB);

B) ONMCcaHMe BHELWWHEro BUAa 1eKapCTBEHHOTO NpenapaTta 418 MeauUUHCKOro NPUMeHeHus;
r) pU3nKo-xMmmnyeckmne ceoicTsa (10 pagmodapmaLLeBTUYECKUX IEKAPCTBEHHbIX MPENapaTos);

A) dapmaKkoTepaneBTMYECKas Tpynna, Ko JIeKapCTBEHHOro npenapata gasa MeAMUMHCKOro
NPMMEHEHWA MO  aHAaTOMO-TEePaneBTUYECKO-XMMUYECKOM  KnaccMdUKauMK, PEKOMEeHO0BaHHOW
BceMupHOM opraHusauuMelt 34paBOOXPaHEHUs, WAM YyKasaHue ''romeonaTUYecKUid NeKapCTBEHHbIN
npenapar";

e) ¢apmakoaMHamuMKa U GapMaKOKMHETMKa (33  MCKAloYeHMem  papMaKOKMHETUKM
romeonaTMyecKmx JIeKapCTBEHHbIX MPenapaToB U PACTUTE/NbHbIX IEKAPCTBEHHbIX NPenapaTos);

) NokasaHuA 414 NPUMEHEHMUS;
3) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUSA;
1) mepbl NPELOCTOPOXKHOCTU NPU NPUMEHEHUY;

K) YKa3aHne BO3MOXXHOCTU WU ocobeHHocTel NPUMEHEHUNA NEKAaPCTBEHHOINo npenaparta AnA
MeaununHCKOro npumeHeHuA 6epeMeHHbIMVI XeHWwnHamy, XKeHwunmHamn B nepumoa rpyaHoro
BCKapmanBaHuA, eTbMu, B3POC/1bIMU, UMELL MU XPOHNYECKne 3a60neBava;

N) peXXMm A031POBaHNA, CNOCobbl BBEAEHMA U MPUMEHEHMUSA, NPYU HEOBXOANMMOCTU BpeMAa npuema
/IeKapcTBEHHOro npenaparta Ans MeAMLMHCKOro NPUMEHEHUA, MPOAO/IMUTENbHOCTb JIeYEHNA, B TOM
yucie y Aeteit 40 M Noc/e OAHOro roaa;

M) BO3MOXHblE He)enaTeNbHble peakunn npun npMMeHeHUN NeKapCTBEHHOrO npenapata AnAa
MeaNLNHCKOIo NpuMeHeHNA;

H) CMMNTOMbI NePeao3NPOBKN, MePbl N0 OKa3aHMIO MOMOLLM NPW NEPeaO3MPOBKE;
0) B3aMMOZENCTBME C APYIMMU IEKAPCTBEHHBIMM NpenapaTamu n (Man) NULEBLIMU NPOAYKTaMU;
n) dopMbl BbINYCKa IEKAPCTBEHHOIO NpenaparTa;

p) yKasaHue (npu HeobxoauMOCTU) OCOBEHHOCTEN AEeNCTBMA JIeKapCTBEHHOro npenapata Ans
MeAMLMHCKOro MPUMEHEHUA NPU NEPBOM NPUEME AN NPU er0 OTMEHE;

c) onucaHue (npu Heob6xoAMMOCTH) AeNCTBUI Bpada (benbawepa) u (Maun) naumeHTa Npu Nponycke
nprMema o4HOM UK HECKO/IbKUX 4,03 IEKaPCTBEHHOro NpenapaTa A48 MeaULMHCKOro NPUMEHEHUSs;

T) BO3MOXXHO€E BJ/IMAHME NEKAPCTBEHHOrNO npenapata Aaa MeauunHCKOro npumeHeHumA Ha
CNOCOBHOCTb YnpaBaATb TPAHCNOPTHbIMUK CPeEACTBAMU, MEXAHU3MaAMU;

y) CPOK TO4HOCTM WM YKa3aHune Ha 3anpetr npumeHeHUA ANeKapCTBEHHOro npenaparta A4nAa
MeONLMHCKOTO NpMeHeEHNA NO UCTEYEHNN CPOKa rOAHOCTU;

) ycnosua xpaHeHus;

X) YKa3aHue Ha HeO6XOAMMOCTb XpaHeHNA NeKapCTBEHHOro npenapata Ana megunumnmHCKOro
npumeHeHnAa B MeCTtax, HEAOCTYNMHbIX ANA ,El,eTeVI;

U) yKasaHue (npu HeobxoAMMOCTW) crneumasibHbIX Mep MPeaoCTOPOXKHOCTU MPU YHUUTOMKEHUU



HEMCNO/1b30BaHHbIX IEKaPCTBEHHbIX MPenapaTos AN MeAULMHCKOro NPpUMEHEHUS;
4) ycnoBuA OTNYCKa;

W) HaMMeHOoBaHWA W ajpeca MPOM3BOACTBEHHbIX M/IOLWAA0K NPOU3BOAMTENSA JIEKapPCTBEHHOTO
npenapara;

) HaMMeHOBaHMe, agpec OpraHMsauuMu, YNOJHOMOYEHHOW JepsKaTenem MWW BnagesibLem
PEerncTpaunoHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOro npenapata Ans MegULMHCKOro NpuMeHeHus Ha
NPUHATUE NPETEH3UNI OT NoTpebutens;

6) UHCTPYKLMIO N0 MEAUUMHCKOMY MPUMEHEHUIO UM KPATKYHO XapaKTEPUCTUKY JIEKaPCTBEHHOIO
npenapara, yTBePXAeHHbIe B CTPpaHe Npou3BOAMUTENSA;

7) NpOEeKTbl MaKeTOB NePBMYHOW YNAKOBKMN U BTOPUYHOM YNAKOBKM 1EKAapCTBEHHOIO NpenapaTta gns
MeANLMHCKOTO NPUMEHEHMUA;

8) NpPOeKT HOPMAaTMBHOW OOKYMEHTaUMM WAWM HOPMATMBHOIO AOKYMEHTa Ha /1IeKapCTBEHHbIN
npenapar 41a MeAMLMHCKOro NpMMeHeHUs b0 yKasaHWe cooTBeTCTBYoLWeN dapMaKonenHowm cTaTbu;

9) AOKYMEHT, cofeprKalWmii MHPOPMaLMIO O HaMUMKM uaM 06 OTCYTCTBUM GAKTOB pPerMcTpaumu
NleKapcTBEHHOTrO NpenapaTa ANs MeAUUMHCKOTo NpUmeHeHus 3a npegenamun Poccuiickoii degepaumu;

10) KOMMW OOKYMEHTOB, 3aBEPEeHHbIX B YCTAHOBAEHHOM MOPAAKE M MOATBepXAatowmx daKT
perucTpauum NeKkapcTBeHHOro npenapaTa B WMHOCTPAHHbIX rOCYAapcTBax B KadyectBe opdaHHOro
NleKapcTBEHHOTO npenapara;

11) nnaH ynpaBneHWs pUCKaMM ON1A OMONOrMYECKMX NEeKapCTBEHHbIX MpenapaToB AN
MeANUMHCKOro NpUMeHeHus;

12) poKkymeHT o cucTeme dapmaKoHag30pa Aep)KaTens WaM Bnagenbla PerncrpalMoHHOro
YAOCTOBEPEHUSA IeKapCTBEHHOTO NpenapaTa;

13) AOKYMEHT, noATBep:KAaloWMn KauyecTBO JIEKAaPCTBEHHOrO npenapaTta TPeX MPOMbILAEHHbIX
cepuii (NpoToKon aHanu3a unm cepTuduKaT aHaIM3a), ogHa cepus KOTOPOro A0/IXKHA COBMNaAaTh C cepuei
obpasua /IeKapcTBEHHOrO npenapata Aaa MeLMUMHCKOro MNpUMEHEeHWs, MpeacTaBAeHHOro Ha
rocyAapCTBEHHYIO PErNCTPaLMIO.

(yacTb 4 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

5. Pazgen xvmmyeckon, papmaueBTUYECKON M BUONOIrMYECcKOol OOKYMEHTauMM BKAOYaeT B cebn
OOKYMEHTbI, cofeprKawme WHbopmaumio o dapmaueBTUYeCcKor cybCcTaHUMM WM NeKapCTBEHHOM
npenapate Ana MeAMLMHCKOrO MNPUMEHEeHUsA, Mpouecce ero npousBoACTBAa M METOAaX KOHTPOAs
KayecTsa, B TOM YMCAE:

1) KonNu1Io AOKYMEHTa, coAepKallero caeaytoLlyo nHbopmaumio o bapmauesTUHeckon cybctaHumMm
nnu papmaLeBTMYECKUX CyBCTaHLMAX, BXOAALLMX B COCTAB /IeKapCTBEHHOro NpenapaTa, 3a UCK/IloYeHnem
nHpopMmauum o apmMaLeBTUYECKMX CyBCTAaHLMAX, BKAKOYEHHbIX B TOCYAAapPCTBEHHbIA peecTp
NleKapCcTBEHHbIX CPeACTB B COOTBETCTBUM €O cTaThbel 34 HacToAwero PeaepanbHOro 3akoHa:

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

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

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTB,EI,VIVI npon3soAacTea U MeTog0B KOHTPO/1A HA BCEX
CTaaAnAX NponsBoacCTBa;
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r) onvcaHue pa3paboTKu Npouecca NPon3BOACTBa;

[) onMcaHne KOHTPOAS KPUTMYECKUX CTaauMli NPOMU3BOACTBA M NPOMENKYTOYHON NPOAYKLUMK;
€) AOKyMeHTa/IbHOe NoATBepXKAeHMe (Banmaauma) npoLeccos 1 (MAK) NX OLEHKa;

) CBOWMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneunomkauma Ha bapmaueBTUYECKYo CybCTaHLMIo U ee 060CHOBaHME;

K) dHaanTn4yeckne MmMeToaunKkn, WUcnosibayemblie nNpn ocyuwecrsBeHNnn KOHTPO/sIA KayecCTBa
dapmaueBTMUecKon cybcTaHLmu;

N) LOKYMeHTasibHOe MoATBepKAeHMe (BaMAaumMa) aHa/IMTUYECKMX METOAMK, UCMO/Ib3yeMbIX Npu
OCYLLECTB/NIEHNN KOHTPOJIA KauecTBa papmaLLleBTUYECKOW CybCcTaHLMK;

M) pe3ynbTaTbl aHaAn3a cepuit dapmaLeBTUYECKol cybcTaHLmK;

H) NepeyeHb CTaHAAPTHLIX 06Pa3LOB MAN BELLECTB, MCMO/b3YEeMbIX NPU OCYLLECTBAEHUN KOHTPOANA
KayecTBsa;

0) ONUCaHMe XapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMaoB M YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 cTabunbHOCTU hapmaLleBTUYECKOW cybcTaHLUu;
p) CpOK rogHocCTK;

1.1) B oTHOweHWn dapmaLeBTUHECKUX CyOBCTaHUMIN, BXOAAWMX B COCTaB JIEKAPCTBEHHOTO
npenapata M BKAIOYEHHbIX B FOCYJApPCTBEHHbIA peecTp JeKapCTBEHHbIX CPeAcTB B COOTBETCTBUM CO
ctatbelt 34 HactoAwero PenepanbHOro 3aKOHa, - KOMWUA [OOKYMEHTa, COAEpPMKalLero creayioLlyio
MHbOPMaLmIo:

a) HaumeHoBaHKe dpapmaLEeBTUYECKOM CybCTaHLMK, ee CTPYKTypa, obLuime CBOCTBa;
6) HaumeHOBaHWe ¥ aJpec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHaM3a cepuii papmMaLeBTUYECKON CybCcTaHUMu;

r) CPOK rogHocTy;
(n. 1.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, cofepsKaluin cinedywolme cBeAeHMA O JIeKapcTBEHHOM Mpenapate AnA
MEeAMLMHCKOro MPUMEHEHUS:

a) OnncaHme n CoCtaB ZIEKAPCTBEHHOTIO NpenapaTta Ana MmeagnumnHCKOro npumeHeHuaA,

6) onucaHuMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BbibOpa cOCTaBa, MNEPBUYHOMN
YMaKOBKW M MHOTO);

B) TEXHONOINMA Npon3sBoacTtea C onnCaHnem CTa/.'l,Mﬁ npon3BoacTBa U METOA0B KOHTPO/1IA Ha BCeX
CTaanAxX NnponsBoacCTBa;

l') ONMnCaHme KOHTPOA KPUTUYECKUX CTap,I/Il)‘I npouecca npoussoacrea u I'IpOMe)KYTOLIHOﬁ
NpoAyKLMM;

LI,) HanmeHoBaHWe n agpec mecCta ocyuleCTtsieHNUA NPoOn3BOACTBA ZIEKAPCTBEHHOIO nNpenaparta AnA
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MEANLIMHCKOrO MpuUMeHeHuA (B clyyae HaauumMa HECKONbKUX YYaCTHUKOB MpoLecca MpoM3BOACTBa
HeobX0AMMO YKa3aTb Kaa4oro U3 Hux);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBUOIOrMYEecKue XapakTepUCTUKMK;

3) MaTepuanbHbI banaHc ANs NPOU3BOACTBA CEPUU TOTOBOrO NPOAYKTa;

1) onucaHue XxapakTepUCcTUK 1 CBOMCTB YNaKOBOYHbIX MaTepManoB U YKYNopPOUHbIX CPeacTs;

K) lIOKyMeHTabHOe NoATBepKaeHue (Bannaaumsa) npoLeccos NponsBoAcTBa U (MK) UX OLEHKa;

n) TpeboBaHWA K KayecTBy BCMoOMoOraTe/lbHbIX BellecTs (cepTuduikart, cneumdukaums Ha
BCMOMOraTe/ibHble BeLLecTBa U Ux 060CHOBaHUE);

M) dHaIUTU4eCKne meToanKun, wucnosblyemble Mpn OCywecTtBlieHNMN KOHTPOA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOOKYMEHTa/ZIbHOE noAaresepxageHne (BaJ'IMLI,aLI,Mﬂ) dHaA/IUTUYECKNUX METOAUK, NCMONTb3YyEMbIX NMpPU
OCyLWLECTBNIEHUN KOHTPO/IA Ka4eCTBa BCMOMOTIaTeE/IbHbIX BELWECTB;

0) UHbopmaums o6 MCNoAb30BaHMM BCMOMOTATENbHbIX BELLECTB YE/I0BEYECKOTO M KMBOTHOIO
NPOUCXOXKAEHMA;

n) MHGopmaLma 06 MCNONb30BAHUMN HOBbLIX BCMOMOTaTe/1bHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy /IEKApCTBEHHOro npenapata A4 MEeAMUMHCKOTO MpUMeEHeHUs
(cepTnduKaT, cneunduKauma Ha NEKAPCTBEHHLIM NpenapaT U ux o6ocHoBaHue);

C) dHaIUTU4EeCKne MeToaunKHn, ucnosablyemble nNpuU  OCYWECTBIEHUN KOHTPONA Ka4ecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHua,

T) AOKYMEeHTa/ibHOe NOoATBep:KAeHMe (Banngauma) aHaUTUYECKUX MEeTOAMUK, UCMOIb3YeMbIX Mpu
OCYLLLECTB/IEHNM KOHTPO/IA KaYecTBa JIEKAaPCTBEHHOrO NpenapaTta 41 MeAULUHCKOro NPUMeEHeHUs;

y) pe3ynbTaTbl aHAIM30B Cepuii IEKAPCTBEHHOIO NpenapaTa A1 MegUUUHCKOTO NPUMEHEHUS;
&) XxapaKkTepuUCcTMKa npumecer;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNONb3yeMbIX NMPU OCYWECTBIEHNUN KOHTPONA KayecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana MmegunumHCKOro npuMmeHeHua,

L) AaHHble O CTabUNbHOCTU IeKAaPCTBEHHOTO Npenaparta A1a MeAULUUHCKOro NPUMEHEHUS.
(yactb 5 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. Pasgen ¢apMaKOﬂ0FquCKOﬁ, TOKCMKO/I0TMY€eCKoi AOKYMEHTALMN BK/IKOYAET B cebs oTyeTbl o
pe3ynbTataX AOOK/INHUYECKUX MCCﬂe,ﬂ,OBaHMVI NEeKapCTBeHHOro cpeacrea  Agaa MeaununHCKoro
npumeHeHunA, B TOM Yncne:

1) oTyeT 0 papmakoAMHAMUYECKMX UCCNe0BaHUAX;
2) oTYeT 0 GapMaKOKMHETUYECKUX UCCNeA0BaHUAX;

3) OTYET O TOKCUKOIOFMYECKUX NUCC/IeA0BaHUAX.
(yacTb 6 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

7. Pasgen K/IMHUYECKOM AOKYMEHTaUUN BKNIKOYAET B cebs oTyeTbl O pe3ynbrtataX KAINHUYECKUX
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MCCﬂeAOBaHVIVI NNEeKapCTBEHHOIO NpenapaTa Ana megnumnHCKoOro npumeHeHuna, B Tom Ymcne:

1) otyetbl 06 wuccnesoBaHUAX 6MOAOCTYNHOCTM WU OGMOIKBMBANIEHTHOCTM, UCCNEA0BaHUAX,
YCTaHAB/INBAIOLLMX KOPPENALMIO PE3Y/IbTAaTOB, NOJYYEHHbIX B YC/IOBUAX in Vitro v in vivo;

2) oTyeTbl 0 papMaKOKUHETUYECKUX UCCNEeA0BaHUSAX;
3) oTueTbl 0 papMakoAMHAMUYECKMX NCCNEA0BAHMUAX;
4) oTYETbl O KAMHUYECKUX UCCAeA0BaHMAX 3GDEKTUBHOCTU M He3onacHoCTYH;

5) oTueT o0 NoCTperncTpauMoHHOM OnbITe NPUMEHEHUA (NPU HaAKMYKK).
(yacTb 7 BBeaeHa PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHuA K 06bemy MHPOpMaLMK, NpesoCcTaBNAEMON B COCTaBE PErNCTPALLMOHHOIO A0CbE,
ONA OTAENbHbIX BUAOB IEKAPCTBEHHbIX MPENapaToB A1 MeAULMHCKOTO NPUMEHEHMA YCTaHABAMBAIOTCA
YNOJHOMOYEHHbIM dpefepanbHbIM OPraHOM UCMONHUTENIbHOW BNACTy.
(yacTb 8 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

9. B oTHOWEHUN IeKAaPCTBEHHbIX NPENapaToB, PaspeLlEHHbIX 418 MeAUUMHCKOro NpUMeHeHUn B
Poccuitickolt depepaummn b6onee ABaauaTH JIET U B OTHOLIEHUWM KOTOPbIX HEBO3MOXKHO NpoBedeHue
nccnefoBaHnt X GBUO3IKBUBANEHTHOCTM (33 UCKNOYEHNEM BUMONOTMYECKMX NIeKAPCTBEHHbIX Npenapartos),
[OONYyCKaeTcs BKAOYEHME B COCTAB pasaenia ¢apmMaKoN0orMyeckon, TOKCUKONOTMYECKOM AOKYMEHTaUUM U
pa3fena KAMHUYECKOW [OOKYMEHTauMM BMECTO oT4yeTa pas3paboTumka O pesynbraTax cob6CTBEHHbIX
OOKNIMHNYECKUX UCCNea0BaHUI IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCAeA0BaHUI NEKAPCTBEHHbIX
npenapaTtoB A1 MeAULMHCKOTO NpMMeHeHus 0630pa Hay4yHbIX paboT o pesy/nbTaTax AOKJAMHUYECKUX
NCCNefOBaHNI NIEKAPCTBEHHbIX CPEACTB WM KAMHWUYECKMX WCCNef0BaHWM AaHHbIX NEeKapCTBEHHbIX
npenapaTtos, B TOM YMCJIE BKOYAA OMbIT UX NOCTPETMCTPALUOHHOTO MPUMEHEHMA.

(yacTb 9 BBEeAeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa oT
27.12.2019 N 475-d3)

10. MpKu rocypapcTBEHHOW perucTpaumMm BOCNPOM3BEAEHHbIX JIeKapPCTBEHHbIX MpenapaTos AnA
MEAMLMHCKOrO MNPUMMEHEHMA [ONycKaeTcA BK/OYEHWE B COCTaB pasgena  ($apmMaKo/orMyeckon,
TOKCMKONOrMYECKOW AOKYMEHTaUuMM W pasgena  KAMHUMYECKOW AOKYMEHTauuMuM BMecTO OT4yeTa
paspaboTunka O pesynbTaTax COBCTBEHHbIX AOKAMHUYECKMX MCCNEAO0BAHUI NEKAPCTBEHHbIX CPeacTB
0630pa Hay4HbIX paboT 0 pe3ynbTaTax AOK/JMHUYECKMX UCCefoBaHUI pedepeHTHOro NeKapCTBEHHOMO
npenapaTta W NpeacTaB/ieHne BMECTO KAMHUYECKUX UCCAeaoBaHWiA B NOAHOM o6bemMe, YCTaHOBAEHHOM
pasAenom KAMHUYECKOW AOKYMEHTauuK, oTyeTa O pesynbTaTax UcCnefoBaHWiA BMO3KBMBANEHTHOCTU
BOCMPOW3BEAEHHOrO J/IEKAPCTBEHHOrO MpenapaTta 414 MeAWMUMHCKOro npumeHeHua. He Tpebyetca
npeactaB/ieHWe oOT4eTa O pe3ynbTaTax WCCAeAoBaHMI BMO3KBMBANIEHTHOCTM BOCNPOM3BEAEHHOTO
NeKapcTBEHHOro  npenapata A48 MEeAUUMHCKOTO  MPUMEHEHMs,  ecan  PerncTpupyloTcs
BOCNpPOM3BeAEHHbIE JIeKapCTBEHHbIe NpenapaThl 418 MeAULMHCKOTO MPUMEHEHMS, KOTOpbIE:

1) npefHasHayeHbl A1 MAPeHTepasbHOro (MOAKOXKHOrO, BHYTPUMbILIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIIA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCTAaBHOIO, BHYTPMKOPOHAPHOIO)  BBEAEHUS W
npeacTaBnsatoT coboit BoAHbIE PacTBOPbI;

2) npeAcTaBnsAoT coboii pacTBOPLI A/1A NEPOPAbHOTO NPUMEHEHUS;
3) npousseaeHbl B Gopme NOPOLLKOB AU NMOGUAN3ATOB ANA NPUTOTOBAEHUA PAacTBOPOB;
4) ABNAIOTCA rasamu;

5) ABNIAKOTCA YWHbBIMU UNU TNIA3HBbIMU NNEKAPCTBEHHBbIMUM NpenapaTtamu, npomn3seLeHHbIMAU B d)opN\e
BO4HbIX PaCTBOPOB,
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6) npegHasHayeHbl 4nAa MeCTHOro npuMeHeHunAa U NpuroToB/iEHbI B cbopme BO4HbIX PaCTBOPOB,

7) npeactaBnsioT coboli BoAHbIE PacTBOPbI A/1A UCNOAb30BaHMA B GOPME UHFANALMI C MOMOLLLbIO
Hebynalidepa UM B Ka4ecTBe Ha3a/IbHbIX CNPeeB, MPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yactb 10 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. Ona cnyyaes, yKasaHHbIX B MyHKTax 1 - 3, 5 - 7 yactv 10 HacToAwWwen CTaTby, BOCNPOU3BEAEHHbIN
NIEeKAPCTBEHHBIN Npenapat AAA MeAMUMHCKOTO NPUMEHEHUA [O/KEH CofepyKaTb TaKkue Ke
BCMOMOraTe/ibHble BELLECTBA B TAaKUX XKe KONMYECTBAX, KaK U pedepeHTHbIN NeKapcTBEHHbIN Npenapar.
Ecnn  coctasbl BCMOMOraTesibHbIX BeLW,.eCcTB  pas3/iMyaloTcA, 3aABUTENb  AO0/KeH npeacTaBuTb
[0Ka3aTenbCcTBa TOro, YTO UCNONb3yeMble B AaHHbIX KOHLEHTpauuaX BCIOMOraTe/bHble BeLlecTBa He
BAMAIOT Ha 6e3onacHocTb U (Mnn) 3GEKTUBHOCTb SIEKAPCTBEHHOrO Mpenapata Aaa MegMLMHCKOro
npumeHeHua. B cnyyvae, ecnv 3asBUTENb HE MOXKET NPEACTABUTb TAaKME JOKA3aTENbCTBA U (MK) He umeeT
[OCTyna K COOTBETCTBYHOWMM AaHHbIM, OH AOJ/KEeH NPOBecTU COOTBETCTBYHOLWME UCCAefoBaHUA AnA
[0Ka3aTenbCTBa OTCYTCTBUA BAMAHWUA pPasHbIX BCNOMOraTeNbHbIX BELWEeCcTB WAM BCMNOMOraTesbHbIX
ycTponcTB Ha 6e3onacHocTb U (Man) 3¢pdeKTUBHOCTb IEKAPCTBEHHOMO npenapaTta a8 MegULMHCKOro
NPUMeEHEHNA B COOTBETCTBUM C aKTaMM, COCTABAAOLLMMM NPaBo EBpPasmMiiCKOro SKOHOMUYECKOro COoto3a.
(yacTb 11 BBepeHa desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa oT
22.12.2020 N 444-d3)

12. Npu rocyaapcTBEHHOM PErNCTPaALLIMN KOMOMHALMM paHee 3apermcTPUPOBAHHbIX IEKAPCTBEHHbIX
npenapaTtos Aasa MEeOMUMHCKOTO MNPUMEHEHMA OOMYCKAeTCA BK/IOYEHME B COCTaB pa3fena
$dapmaKoNorMyeckor, TOKCMKONIOTMYECKON AOKYMEHTauuu U pasfenia KAWMHUYECKOW [AOKYMeHTauum
BMECToO oOT4yeTa pa3paboTtuMka o pesynbTaTax COBCTBEHHbIX AOKAMHUYECKUX WUCCNedoBaHWUM
JIeKapCTBEHHbIX CcpeacTB 0630pa HayyHbix paboT O pesynbTaTax AOKJAUHUYECKMX WcCnenoBaHUi
pedepeHTHbIX /IeKAPCTBEHHbIX MPEnapaToB, BXOAAWMX B COCTAaB KOMOMHALMWU /IeKapPCTBEHHbIX
npenapaTtos, U 06 OTCYTCTBMU UX B3aMMOAENCTBUA B OAHOMN NIeKapCTBEHHOMN popme.

(yacTb 12 BBeaeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. Ha akcnepTu3y pasanyHbIX 1EKAPCTBEHHbIX GOPM OAHOTO M TOTO e IeKapCTBEHHOro NpenapaTta
ONA MEANUMHCKOTO NPUMEHEHMUA 3aABUTENb NPEACTABAAET OTAE/bHbIE 3aABNEHUA U PErUCTPALNOHHbIE
[0Cbe Ha KaXKAayo NekapcTBeHHyo dopmy. Mpu ycaoBUM 04HOBPEMEHHOM NOLAYM Ha SKCNEPTU3Y O4HOM
NeKapcTBeHHOW ¢opMbl € Pas3/IMYHbIMKM  [O3MPOBKOW, KOHLEHTpauuen, obbemom 3aABuUTENb
npeacTaBnsieT OAHO 3asB/EHWE U PErncTpaLMOHHOE AO0Cbe C MPWUIOKEHMEM MAKETOB YMaKOBOK Ha
KaXKayH [O3UPOBKY, KAXKAYH0 KOHLLEHTPALMIO, KaXKAbli 06 bEM U KaXK0€e KOZIMYECTBO A03 B YNAKOBKeE.
(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpwn rocyfapCTBEHHON perucTpaumMm opdaHHOro JIeKAapPCTBEHHOrO nNpenapaTta 3asBuUTeNb
npeacTaBaseT MHPopmaLmo, HeobxoaMmyo 419 GOPMUPOBAHUA PA3AENA KAMHUYECKOW JOKYMEHTALMM,
B 06beme, yCTaHOB/IEHHOM YMNO/IHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTEIbHOM BAACTU.

(yacTb 14 BBeaeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

15. Mpu pernucTpaumm 6MONOTMYECKOro /IeKapcCTBEHHOrO npenaparta, MNOJIYYEeHHOro M3 KPOBW,
nnasmbl KPOBW 4YeNoBeKa, B COCTaBe PErmcTpauMOHHOIO AOCbe Ha JIeKapCTBEHHbIM npenapaT Ans
MeAMLMHCKOro MPUMEHEHUA A0MXKHbI 6bITb NpeacTaBAeHbl 4ONONHUTE/bHO:

1) B pasgene [OOKYMEHTaUMM aAMMHUCTPATUMBHOIO XapakTepa AOOKYMEHT, coAeprKalumii
MHpopmaumio o cybbekTax obpalleHus LOHOPCKOM KPOBU U (M) ee KOMNOHEHTOB, O TOM, rae bbina
ocyulecTB/ieHa goHauma (KpoBuM M (MAKM) nnasmbl KPOBM), a TaKKe AaHHble 06 WHPEKLMOHHbIX
3aboneBaHUAX, MepefalolmXcs MNapeHTepasbHbIM nyTeM, MHPopmMauma o cybbekTax obpalueHus
AOHOPCKOW KpoBM U (MAM) ee KOMMOHEHTOB, B OTHOLIEHMW KOTOPbIX OCYLLECTBASETCA KOHTPO/b
[OHOPCKOW KPOBU U (MIN) ee KOMMNOHEHTOB;

2) B pasgene XMMn4eckon, papmaLeBTUYECKOM U BUOIOrMYeckon AOKyMeHTaLuK:
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a) KpuTepumn 1 cnocobbl oT6OpPa, TPAHCNOPTUPOBAHUSA U XPAHEHUA AOHOPCKOMN KPoBU U (MnK) ee
KOMMNOHEHTOB;

6) pe3ynbTaTbl UccnegoBaHUN OTOBPAHHBIX 4OHOPCKON KPOBU U (M) NAa3mbl KPOBM M MYNOB Ha
Hanmune Bo3byauTeneir UHOEKUM, BKAOYAA WHPoOpMauMio 06 MCNOMb30BAHHbLIX METOAMKaxX
NUCCNefOBaHUI U B C/y4ae MCCAeA0BaHUMA MYNOB MNa3Mbl KPOBW pe3ynbTaTbl AOKYMEHTA/IbHOMO
noAaTBepXAeHUA (Bannaaumm) UCnoib3oBaHHbIX METOAMK;

B) TeXHMYECKME XapaKTePUCTUKU YNaKOoBKU A1a oTbopa AOHOPCKON KPOBU U (MAK) Nnasmbl KPOBY,
BK/It0OYan MHOOPMaLMIO 06 MCMO/Ib30BaHHbIX PAcTBOPaX aHTUKOAry/IAHTOB.
(yacTb 15 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

16. KnnHnueckme mccnenoBaHMa NeKapCcTBEHHOro npenapaTa 419 MeUUNMHCKOTO NPUMEHEHUA B
Lensx ero rocyaapCTBEHHOM peructpauum npoBodAatTca B Poccuiickont ®Pepepaumm B nopsagke,
yCTaHoBNAEeHHOM cTaTbamu 38 - 44 HactosAwero PepepanbHOro 3akoHa. OT4eT O NpPoBeAEHHbIX
NccneaoBaHMAX BKAKOYAETCA B COCTaB pa3fesia KAMHUYECKOM AOKYMEHTAUUM PErncTpaLMoOHHOro A0cbe
Ha NIeKapPCTBEHHbIM NpenapaT 418 MeAMUUHCKOro NpuMeHeHua. [1a neKapCcTBEeHHbIX NpenapaToB /s
MEAVUMHCKOTO MNPUMEHEHUA, B OTHOLIEHUM KOTOPbIX B pPe3y/abTaTe 3KCMNepTM3bl [AOKYMEHTOB,
NpeacTaBNeHHbIX A5 onpeneneHns BO3MOMKHOCTM PacCMaTpuMBaTb JIEKAPCTBEHHbIM MpenapaTt anaa
MEeANLMHCKOTO NpUMEHEHUA B KavecTBe O0pdaHHOro NIeKapCTBEHHOMO NpenapaTa, Takas BO3MOMKHOCTb
npuMsHaHa W B OTHOLIEHWUM KOTOPbIX MPOBEAEHbI KAMHUYECKME WCCNeAO0BaHWUA, BbIMNOJHEHHbIE 3a
npeaenamu Poccuiickot depepauum B COOTBETCTBUM C MNpaBuaamMM Had/siexallen nabopaTtopHoi
NPaKTUKN U MpaBuaamMMU HaZJiexKallen KAMHUYECKOW MPaKTUKKU, AOMYCKAEeTCA BK/IOYEHME B COCTaB
pasgena KAMHMYECKOW AOOKYMEHTAUMWM BMECTO OTYeTa O pe3ynbTaTaxX KAMHUYECKUX UCCAenoBaHWM
NIeKapCTBEHHOrO Npenaparta 418 MegMUNHCKOTo NPUMEHEHNA, NPoBeAeHHbIX B Poccuinckon deaepaumu,
OoTY4eTa O pe3ynbTaTax KAMHUYECKUX WCCAenO0BaHWUI, BbIMNOAHEHHbIX 3a npeaenamu Poccuiickoi
depepaunn.

(yacTb 16 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cnyvae HenpeAcCTaBAEHUA C 3aABEHNEM O FOCYLAPCTBEHHOW PErncTpauum IeKapcTBeHHOro
npenapaTta g1a MeanUUHCKOrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAIOLLMX YNaaTy rocyAapCTBEHHOM
MOW/MHbI W YKasaHHbIXx B NyHKTe 10 uYactu 2 HACToAWeW CTaTbM, a TaKXe BblAaBaeMblX
(npepoctaBnAembix) yNoNHOMOYEHHbIMU  denepanbHbIMU  OpraHaMM  UCMOJIHATENbHOM  BAAcCTK
OOKYMEHTOB (CBeAEeHWIA), YKa3aHHbIX B MyHKTax 3 U 4 yacTu 4 HacToAWen CTaTbM, YNOJHOMOYEHHbIM
depepanbHbIi OpraH MCMNOSIHATENLHOW BAACTUM 3anpallMBaeT yKasaHHble OOKYMEHTbl (cBeaeHusA) B
nopsake mexxBegoMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUS.

(yactb 17 B pea. GepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcs MCNONb30BaHWE B KOMMEPYECKUX Uenax WHpopmaumm o pesynbraTax
OOKNIMHNYECKUX UCCNe0BaHUIA NeKAPCTBEHHbIX CPEACTB N KAMHUYECKUX UCCeA0BAHUIN NEKAPCTBEHHbIX
npenapatoB ANA MeAMUMHCKOrO NPUMEHEHWA, NPenCcTaB/lIeHHOM 3aaBuUTeNem OAA roCyAapCTBEHHOM
perucTpauumn siekapcTBeHHoOro mnpenapata, 6e3 ero cornacMas B TeYeHWe LWecTM NeT C  Aatol
rocyfapCcTBEHHOW perncrTpaumm pedpepeHTHOro IeKapcTBEHHONO NpenapaTta B Poccuickont ®epepaumm.
(yacTb 18 BBEAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19. [leprkatenb Uav BRagenew, PerucTpaumoHHOro yaocToBepeHUs NEKAPCTBEHHOMO NpenapaTta Ha
61OTEXHONOTNYECKMI AKX OpdaHHbIN NeKapCTBEHHbIN NpenapaT 06A3aH NpeaoCcTaBAsATb HA BO3ME3AHOM
OCHoBe 06pa3supl pedpepeHTHOro IEKAPCTBEHHOIO NpenapaTa 3aABUTENAM AN NPOBEeAEHNA KIMHUYECKUX
uccnegosaHunin. Ctommoctb obpasua pedepeHTHOro /IeKapCTBEHHOrO NpenapaTta, BK/AKYEHHOTO B
nepeyeHb }KU3HEHHO HEOHXOANUMBIX U BaXKHEMLLUMX IEKAapPCTBEHHbIX NPENapaTos, He A0NXKHa NPeBbILLATh
3aperncTpupoBaHHy0 NpeaesbHy OTMYCKHYHO LieHY Ha pedepeHTHbIN eKapCTBEHHbIM npenapaT nau
LEeHY Ha IeKapCTBEHHbIV NpenapaT B CTpaHe NPou3BoaUTeNs.

(yactb 19 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

20. 3asBNeHWe 0 rocysapcTBEHHOM perncTpaLmMmM BOCNPOU3BeAeHHOrO IeKapcTBEHHOTO NpenapaTa
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ANA MeAMUMHCKOTO MPUMEHEHMA MOXKeT ObiTb NoAaHO B YMNOJIHOMOYEHHbI deaepanbHblit opraH
WUCMO/IHUTENIbHOM  BNACTWM, OCYLUECTBAAIOWMIA  rOCYAaAPCTBEHHYIO  PErucTpauuio  NeKapcTBeHHbIX
npenapatoB, MO MWCTEYEHUW 4YeTbipex NeT € AaTbl TOCYAAPCTBEHHOW perucTpaumm pedepeHTHOro
NiekapcTBeHHOro npenapara B Poccuiickoin Pepgepaumn.

(yacTb 20 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asBfeHMe 0O TrOCYAapCTBEHHOW  perucTtpauum 6uoaHanorosoro (6uonoao6bHoro)
JleKapcTBeHHOro npenapata (6MoaHasnora) mMosKeT 6biTb MOAAHO B YNOJHOMOYEHHbIM deaepanbHbIn
OpraH WCNOJIHUTENbHOW BNACTM, OCYLLECTB/AIOWMN FOCYAAPCTBEHHYIO PErUCTPaLMI0 JIEKAPCTBEHHbIX
npenapatoB, MO WCTEYEHUM Tpex JeT C [AaTbl roCyAapCTBEHHOW perucrtpauum pedepeHTHOoro
JIeKapcTBeHHOro npenapata B Poccuiickoit deaepauymm.

(yacTb 21 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

22. [ep:KaTenb WA Bnagenel, perucTpaLMoHHOro yaoCTOBEPEHUs NIeKapCTBEHHOrO npenapaTta
npeacTaBaseT B YNOJHOMOYEHHbIN deaepasnbHblit opraH UCMNONHUTENIbHOM BNACTU, OCYLLECTBAAOLWMIMA
dYHKLMM NO KOHTPO/IIO U Haa30py B chepe 34paBoOOXpaHeHUA, OTYET Mo pesy/bTaTam papmaKkoHaa3opa
OAMH pas3 B LIECTb MeCALEB B TeYEHUE ABYX JIeT Noc/e rocyfapCTBEHHON perncTpaumm eKapcTBeHHOro
npenapata B Poccuiickoin ®egepaumm, eXKerogHo B Te4eHUe Noc/eayowmx Tpex JIeT U B Aa/ibHenlem
OJMH pa3 B NATb J1eT.

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

Cratba 19. MpuHATUE pelleHUA O BblAaue IKCNEePTHOMY yUpeXAeHUIO 3a4aHUA Ha npoBeaeHue
9KCNepTU3bl IEKAPCTBEHHOrO CpeacTsa
(B peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue gecati paboumx gHel co AHA NPUHATMA 3aABAEHMA O TOCYAapPCTBEHHOM perncTpaumm
NeKapCcTBEHHOrO  npenapaTa  COOTBETCTBYHOWMI  YNOJAHOMOYEHHbIM  deaepanbHblii  opraH
MCMONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MOHOTbI, 4OCTOBEPHOCTU U NPaBUAbHOCTU 0DOPMNEHMUSA
npeacTaBNeHHbIX AOKYMEHTOB PErmcTpaumMoOHHOIO A0Cbe Ha /JIeKapCTBEHHbIM npenapaTt U NpuHMMaeT
pelleHue O BblAaye 3a4aHNA Ha NPOBeAEHME:

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaB/AeHHbIX ANA onpeaeneHna BO3MOXKHOCTM paccmMaTpuBaTb
NeKapcTBEHHbIM NpenapaT Ana MeaMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJAEHUMU FOCYAapCcTBEHHOM
perucTpaumm B Kadectse oppaHHOro eKapcTBEHHOro npenapara;

2) 3KCnepTM3bl IEKAPCTBEHHOTO CPEACTBA B YaCTM SKCNEPTU3bI Ka4ecTBa JIEKapPCTBEHHOMO CpeacTBa
N 3KCNEepPTM3bl OTHOLIEHMA OXKMOAEMOM NOAb3bl K BOSMOXHOMY PUCKY NMPUMEHEHMUA IEKAPCTBEHHOTO
npenapaTta 414 MegULUMHCKOro NpUMeHeHUs;

3) 9KCNepTU3bl 1IEKAPCTBEHHOIO CPeAcCTBa B YaCTU SKCNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWLEHUA O)KMLI,E!E‘MOVI NOJZ1Ib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIO
npenapata Ana MeaununHCKOro npumMmeHeHunAa B nopAagKe YCKOpeHHOVI npoueaypbl 3KCNEPTU3bI
NNEKapPCTBEHHbIX CpeacTs B COOTBETCTBUN CO cTaTbel 26 HacToAlero CDe/J,epaanoro 3adKOHa;

4) 9KCNepTn3bl NEeKapCTBEHHOrNo cpeacrtsa B OTHOWEHWUWM NEKAPCTBEHHOrNO npenapata A4AnAa
BEeTePUHAPHOro NpuMeHeHUA.

2. YNONHOMOYEHHbIV denepanbHbli OpraH UCMONHUTEIbHOW BNACTM YBEAOM/IAET B 3/1EKTPOHHOM
dbopme uamM Ha ByMarKHOM HocuTene 3asBUTENA M IKCMEPTHOE yuperKaeHWe O NMPUHATOM peleHun o
Bblaye 334aHNI HAa NPOBeAEHME IKCMEePTU3, MPeSyCMOTPEHHbIX YacTbio 1 HacToALWEeN cTaTbu, U B CyYae
HeobXxoAMMOCTH O BblZaye paspelleHns Ha BBO3 B Pocculickyto deaepaLmto KOHKPETHOM NapTuu, cepumn
3aperucTpupoBaHHbIX M (MAKM) HEe3aperucTPMpPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB MAM 06 OTKase B
npoBeAeHUM NPeayCMOTPEHHbIX 3KCNEPTH3 C yKasaHMEM NPUYMH TAaKOro OTKasa.

3. B C/lydae BblABNEHUNA OTCYTCTBMA WM HeAOCTOBEPHOCTU VIHCI)OpMaLI,VIVI, CO,CI,Gp)KEiLLI,GVICFI B
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npeAcTaB/eHHbIX 3anaBUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHblit opraH MCMONHUTENbHOM
BNACTM HaMpaBiseT 3aABUTEN0 3anpoc 06 YTOYHEHWW 3TOW WHPopmaumn (ganee - 3anpoc
YNOJIHOMOYEHHOIO deaepasibHOro opraHa UCMOJIHATENIbHOW BN1AacTK), KOTOPbLIA MOMKET ObiTb nepeaaH
YNOJAHOMOYEHHOMY NpPEeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACMMCKY, HAaNpPaB/eH MO MOYTE 3aKasHbIM
MUCbMOM WU NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALMOHHbBIM KaHanam cBAsn. B cnyyae
HanpaB/ieHMA 3anpoca YNoJHOMOYEHHOro denepasbHOro opraHa MCMONHUTENbHOM BAACTM MO MoyTe
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO MCTEYEHUWU LWIECTU AHEW C AaTbl HanpasaeHUs
3aKa3Horo nucbma.

4. 3assuTtenb obA3aH NpeacTaBUTb OTBET Ha 3anpoc yno/sHOMOYeHHOro dedepanbHOro opraHa
NCNONHUTENbHOM BNACTU B CPOK, He NpeBblWatolWmii AeBAHOCTa paboUumx AHEN Co AHA ero NoayYyeHus.
CpoK, yKa3aHHbIN B YacTM 1 HacToALllei cTaTbW, NPUOCTAaHABAMBAETCA CO AHA HanpaBAeHUA 3aABUTENIO
3anpoca ynonHomodeHHoro ¢deaepanbHOro opraHa UCMOAHUTENbHON BAACTU A0 AHA MOAYYEHUs UM
COOTBETCTBYHOLLEro OTBETa.

5. OcHOBaHMEM /18 OTKa3a B OpraHM3auumn 3KCNepTMs, NpeayCMOTPEHHbIX YacTbio 1 HacToAuLen
cTaTbM, ABNAETCA NpeAcTaB/ieHMe HeobXoAMMbIX [/1A MPOBEAEHUA NPEeAYCMOTPEHHbIX 3KCMepTus
[OKYMEHTOB B HEMO/IHOM 06beMe WM HenpeacTaB/ieHne 3aaBUTEIeM B YCTaHOB/IEHHbIN CPOK OTBETa Ha
3anpoc ynoaHomo4YeHHoro ¢eaepanbHOro opraHa MCMOMHUTENbHOM BAACTW, a TaKXe npeAacTas/ieHue
[OKYMEHTOB, HE COAEPKaLMX UCHEPMbIBAIOLLErO NepeyHs HeobXoAMMbIX CBEAEHWA.

6. MNpn oTKase B OpraHM3aLMM 3KCNEPTM3bl, NPeAyCMOTPEHHON NyHKTOM 4 4YacTu 1 HacToAwweln
CTaTbM, AOKYMEHTbI, BXOAALME B COCTAaB PErMCTPALMOHHOIO A0Cbe HA SIeKApCTBEHHbIM npenapaT gna
BETEPUHAPHOIO NMPUMEHEHUS, MOTYT OblTb BO3BPALLEHbI 3aABUTE/N0 Ha OCHOBAHWMWU €ro NMUCbMEHHOTO
3anpoca, HanpaB/IeHHOrO B YNOJIHOMOYEHHbIN dpefepanbHbii OpraH UCNONHUTENbHON BNACTU B TEYEHUE
TPUALATU Paboumx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM UCMONHUTENbHON
BNACTW pelleHnn 06 0TKase B OPraHM3aLmMmM TaKoM IKCNePTM3bl. YNOIHOMOYEHHbIV desepanbHblit opraH
MCNOIHUTENbHOM BNACTM BO3BPALLAET 33ABMTENIO YKa3aHHble AOKYMEHTbl B TeYEHWEe AecATU paboumx
OHen co AHA NoJly4eHUA COOTBETCTBYHOLLErO 3anpoca 3aaBnUTeNA.

(yacTb 6 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)

Cratba 20. JKcnepTusa AOKYMEHTOB, NpeACTaBNeHHbIX ANA onpeaeneHua BO3MOXHOCTU
paccmaTtpuBaTb JIEKAPCTBEHHDbIM Npenapat Aaa MeAULMHCKOro NMpUMeHeHUs Npu OCYLLEecTBAEHUMU
rocypapcTBeHHOM perncTpaumm B Kayectse opdpaHHOro 1eKapcTBeHHOro npenapara

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

1. DKcnepTu3a AOKYMEHTOB, NPEACTaBAEHHbIX ANA onpefesieHns BO3MOXHOCTU pacCcMaTpuBaTb
JNIeKapCTBEHHbIM NpenapaTt A48 MeAMUMHCKOrO NMPUMEHEHMA MPWU OCYLLECTBJAEHUN TOCYAaPCTBEHHOM
pernctpaunmn B Kayectse opdaHHOro sIeKapCTBEHHOro NpenapaTta, CoCTaB/leHMEe KOMUCCMEN 3KCnepToB
3aK0YEHMA O BO3MOXKHOCTM MAM HEBO3MOMKHOCTM PacCMaTpuBaTb JIEKAPCTBEHHbLIN npenapat gas
MeANLMHCKOro NPMMEHEHMSA NPU OCYLLECTBAEHUN FOCYAaPCTBEHHOM PErMCTPaLLUM B KavecTBe opdaHHOro
JIeKapCTBEHHOrMO MpenapaTta M HanpaB/JeHWe AaHHOrO 3aKAKYEHMA B YNOJIHOMOYEHHbIM deaepanbHbIit
OpraH UCMOJIHUTENIbHOM BIAaCTM OCYLLECTBASAIOTCA B CPOK, HEe NPEBbIWatoWmMi TpuaLaTm paboumx aHem co
OHA MONYYEHUA 3KCNEePTHbIM ydpeXaeHMemM 3a4aHuA YynoaHOMOYeHHoro d¢eaepanbHOro opraHa
WUCNONIHUTE/IbHON BNAcTU W B 3NEKTPOHHON ¢dopmMe MAM Ha ByMarKHbIX HOCUTENAX HeobXoaMMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn 4 n B yactu 7 ctatbm 18 HacToAwero ®enepanbHOro
3aKoHa.

2. [OKYMeHTbI, coAep:Kalecs B PErucTpauMoHHOM [OCbe Ha JIeKapCTBEHHbIM npenapat U
NoCTynuBLLME Ha BYMaXKHbIX HOCUTENAX B IKCMEPTHOE yuperKaeHe ANA OCYLLECTBAEHUA UX SKCNepTU3bI
ANA  onpefeneHns BO3MOXHOCTM PacCMaATpPMBaTb JIEKAPCTBEHHbLIM npenapaT AAf MeAWLMHCKOro
NPpMMeHeHWA B KadyecTBe OpdaHHOro JIeKapcTBEHHOro MpenapaTta, MoAneXKaT BO3BpPaTy B
YNO/IHOMOYEHHbI ¢enepasnbHblii OpraH UCMONHUTE/IbHOW BACTU OLHOBPEMEHHO C 3aK/IOYEHUAMM
COOTBETCTBYIOLLMX IKCMEPTUS.
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CratbA 21. PelleHMe O BO3MOXHOCTM PACCMATPUBATb JIEKAPCTBEHHbIM npenapaTt npu
OCyLL,EeCTB/IEHUU FOCYAAPCTBEHHOI perncrpaumm B Kadectse oppaHHOro ieKapCcTBEHHOro npenapara
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He npeBbilatoWmMn NaTn paboumx AHEn co AHSA NONYYEHUA 3aK/HOYEHMA, YKA3aHHOIO B
yactu 1 ctatbn 20 HacTtoswero ®PeaepanbHOro 3aKoHa, YMNOJAHOMOYEHHbIN deaepasnbHbli opraH
WCNOSIHUTENbHON BNACTU OCYLLECTBAAET OUEHKY MOSYYEHHOrO 3aKAOYEHWsA ANA ONpefAeneHus ero
COOTBETCTBUA 33a4aHMI0O Ha MPOBeAEHUEe COOTBETCTBYHOLLEN 3KCMEpPTU3bl U yBEAOMAAET 3aABUTENA B
3NIEKTPOHHOM dopmMe WAM Ha OBymaxkHOM HocuTene O pesysbTaTaX MPOBEAEHHON 3KCNepTUsbl C
NPUNOXKEHNEM KOMUM SKCNEPTHOIO 3aKN0UEHUA (C COXpaHEHMEM KOHOMAEHUNANBbHOCTM MHOPMaLUM O
COCTaBe 3KCMNepPTHOM KOMUCCUU) U O BOSMOXKHOCTM MU HEBO3MOMXKHOCTU PacCMaTPMBaTb 1EKAPCTBEHHbIM
npenapat Ana MeguuMHCKOro MPUMEHEHUA MpPU OCYLLECTBIEHUN TOCYAAPCTBEHHOW perncrpauumn B
KauyecTBe opdaHHOro fIeKapcTBEHHOrO Npenapara.

2. MNpu BbIHECEHMM KOMMUCCUEN 3SKCMEPTOB 3aK/NHOUYEHUA O BO3MOMKHOCTM paccmaTpuBaTb
JIEKapCTBEHHbIM NpenapaTt Aaa MeAUUMHCKOro NPUMEHEHUA MNPU OCYLLECTBNEHUM TFOCYAAPCTBEHHOM
pernctpauunm B Kayectse opdaHHOro 1eKapCTBEHHOro Npenaparta YyrnoJHOMOYEHHbIN dpeaepanbHbiii opraH
WCMOJIHUTE/IbHOM B/1IAaCTU B CPOK, HE NMpeBblaloWunii Nt paboymx AHEN CO AHA NOJIyYeHUA AaHHOro
3aKNOYEHMA, MPUHUMAET pelleHne O Bblgaye 3343HUSA HA NPOBeAEHME 3KCMepTMU3bl KadecTsa
JNIEKapCTBEHHOIO CPeACTBA WM 3KCMEPTU3bl OTHOLIEHUA OXMAAEMON MOJ/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWNS NIEKAapPCTBEHHOTO npenapaTta A41a MeAULMHCKOTO MPUMEHEHUA B MOpPAAKe YCKOPEHHOM
npoueaypbl 3KCNEepPTM3bl JIEKAPCTBEHHOIO CPeACcTBa B COOTBETCTBMM CO CTaTbel 26 HACTOALLErO
depnepanbHOro 3akoHa.

3. B ciyyae NpuHATUA pelleHna O HEBO3MOXHOCTM paccMaTpMBaTh JIEKapCTBEHHbIN npenapar gna
MEAMLMHCKOrO MPUMEHEHMA MNPWU  TOCYAAPCTBEHHOW  peructpauuMm B KadectBe opdaHHOro
NeKapCcTBEHHOTO Mpenapata YNo/JHOMOYEHHbIN deaepanbHblii  OpraH  WCNOMHUTENbHOM  BAACTM
npekKpalLaeT npoueaypy rocyaapcTBeHHOM perncTpaumm eKapcTBeHHoro npenapaTa. 3aaBuTe b Bnpase
06paTUTLCA B PETrUCTPUPYIOLWMIA OpraH C 3aABJEHMEM O rOCYAapCTBEHHOW PerMcTpauuu yKasaHHOro
NleKapcTBEHHOTO NpenapaTa B COOTBETCTBUM CO cTaTbel 18 HacToswero ®eaepanbHOro 3aKoHa.

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

Cratba 23. JKcnepTuM3a KayecTBa JIeKAPCTBEHHOro cCpeacrsa M IKCNepTtusa OTHOLIEeHUA
OXKMAAEeMOIi nonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JNIeKapCTBeHHOro npenapata Anaa
MeanUUnHCKOro npumeHeHua

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

1. 9KCI'I€pTVI3a KayeCTBa N1eKapCTBEHHOroO CpeacTtBa U SKCNepPTU3a OTHOLWIEHUA O)‘KVILI,BEMO[;i No/ib3bl
K BO3MOXHOMY PUCKY NpUMeHeHUA NeKapCTBeHHOro npenapata gna mMmeguuunHCKOro npumeHeHus,
COCTaB/ieHMEe KOMUCCUAMU 3SKCNepToB 3aKI0YEHMIA MO pe3ynbTataM MnpoBeaeHHbIX 3KCNepTns wu
Hanpas/ieHUe 3TUX 3aK/0YeHUn B yrlOﬂHOMO‘-IEHHbIVI d)ep,epaanblﬁ opraH WCNOJIHUTENbHOWN BAIACTK
OCyLWecTBNIAKOTCA B CPOK, HE HPEBbILuaPOU.LMVI CTa OecATun pa6oqu AHEVI CO OHA Nony4yeHUA SKCNEPTHbIM
yupexageHnem CoOOoTBETCTBYHOLWETNO 3a4aHNA YNO/THOMOYEHHOIO d)ep,epaanoro OpraHa NCNONIHUTENbHOM
BN1aCctn 1 HeO6XOAMMbIX AOKYMEHTOB B 3}'IeKTpOHHOl71 cbopme WNIN Ha 6yMa)KHbIX HOCUTenax.

2. B TeyeHMe peBAHOCTA AHeVI CO AHA nonayvyeHunAa peweHna ynoslHOMOYEeHHOro cbe,u,epaanoro
OpraHa MCMNONIHUTENIbHOW BNAcTu O npoBeAeHNn 3KCNepTns, NpPeayCcMoTPeHHbIX YacTbio 1 HaCTOHU.LEﬁ
CTaTbW, 3aABUTENIb NPEeACTaB/IAET B 3KCNEPTHOE y4ypexageHne AnAa nposeaeHuUAa sKCNepTU3bl KayecCTBa
NNeKapCTBEHHOIo cCpeAacTBa o6pa3u,b| NNeKapCTBEHHOINo npenapata Ana mMmegununmHCKOro npmmeHeHwus,
npon3sseneHHOro B COOTBeTCTBUNU C Tpe6OBaHMHMM ONbITHO-NPOMbILWNEHHOIO U (M/'IM) npoMbIlLINEHHOIo
PEernameHTOoB, YTBEPXKAEHHbBIX pyKOBOAUTENEM NPOU3IBOAUTENIA NEKAPCTBEHHbLIX CPeacTB, a TaKXXe B
COOTBETCTBYHOLLUUX CNydanAaX o6pa3u,b| d)apMaLI,EBTM‘-IECKOﬁ CY6CTaHLI,VII/I, TeCT-WTamMmmMma MUKPOOPraHM3mos,
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KYNbTYypPbl KNETOK, o6pa3u,b| BelecTs, NpuMeHAeMbIX ANA KOHTPO/1A Ka4eCTBa 1IeKapCTBEHHOTO CpeacTBa
nyTem cpaBHeHMA C HUMUN UCCeayeMOro 1IeKapCTBEHHOIo cpeacTtBsa, B KO/1IM4ecTBax, HeO6XOLI,MMbIX anAa
BocnpounssegeHna metToaoB KOHTPO/1IA KayecCTBa.

3. Mpu nonyyeHnn obpasuLOB NEeKAPCTBEHHOro npenapata U ¢apmaueBTUYECKON cybcTaHumm
3KCMEePTHOE yypexAeHWe BblLaeT 3aABUTENI0 AOKYMEHT, NOATBEPXKAAMOLWMIA NOAYyYEeHME YKa3aHHbIX
06pa3LoB, M B CPOK, HE NPEeBbILIAIOLWNI Tpex paboumnx aAHen, yBeJOMAET B 3/IEKTPOHHOM dopme nan Ha
6ymarKHOM HocuTesie 06 3TOM YNONHOMOYEHHbI denepanbHbli OpraH MCNONHUTENBHOM BAACTMU.

4. YKasaHHble B YacTax 2 U 3 HacToAWel CTaTbM CPOK 419 NPeAcTaBieHns 3aasuTesem obpasuos
NeKapcTBEHHOTo npenapata M ¢apmaleBTUYECKOM CybCTaHUMM M CPOK YBEAOM/EHUA 3KCMepTHbIM
yupexgeHmem o6 3Tom Ha 6OymMa)KHOM HocuTene YMNoJAHOMOYEHHOro ¢eaepanbHOro opraHa
MCMONHUTENBHOW BNACTM He BK/IKOYAKOTCA B CPOK MPOBEAEHMA IKCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1
HacToALLEen CTaTbM.

5. [OKyMeHTbl, NOCTYyNUBLUME B 3KCMEpPTHOE YyypexaeHue ANA NpoBeAeHUA 3SKCNepTus,
npeaycMOTPEHHbIX YacTblo 1 HACTOALLLEN CTaTbM, NOAJ/IEKAT BO3BPATY B YNOJIHOMOYEHHbIN peaepanbHbii
OpraH WCMONHUTENIbHON BACTU OAHOBPEMEHHO C 3aK/HOYEHUAMMW, MOJIYYEHHBIMM MO pe3yabTaTam
COOTBETCTBYHOLLMX SKCNEPTH3.

Cratba 24. JKcnepTu3a KayecTBa J/IeKAPCTBEHHOrO cpeacTBa M IKCNepTU3a OTHOLIEHMUA
OXXMAAEeMOI nonb3bl K BO3MOXKHOMY PUCKY NPUMMEHEHMA JNIeKapCTBeHHOro npenapata Anaa
BeTePUHAPHOro NpUMeHeHuUnA

1. OkcnepTu3a KayecTBa JIeKapCTBEHHOMO CPeACTBA U SKCNEPTM3A OTHOLIEHUA OXKMUAAEMOM NO/b3bI
K BO3MOXXHOMY PUCKY MPUMEHEHMA NIEKAapCTBEHHOrO npenapaTta A/1A BETEPMHAPHOro NPUMEHEHWUA,
COCTaB/IEHWE KOMMCCUAMM SKCMEPTOB 3aK/AOYEHUIM NO pe3ysbTaTaM  YKa3aHHbIX 3KCNepTus MU
HanpaB/ieHMe TaKUX 3aK/OYEHUN B YNOJHOMOYEHHbIN deaepanbHblA OpraH UCNONHUTENBHOM BAACTU
OCYLLECTBAAOTCA B CPOK, HE NPEBbLILWAIOLWLMIA CTA AECATU Pabounx AHEN co AHA NONYYEHUSA SKCMEPTHbIM
yupexgeHmem 33ZaHuA  YNOJHOMOYEHHOro denepanbHOro opraHa WCNOAHUTENBHOM BAACTU C
OOKYMEHTaMM, yKa3aHHbIMM B YacTu 3 cTatbu 17 HacToAwero PesepanbHOro 3akoHa.
(8 pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeyeHue TpuAauaTM pabouMx AHEM CO AHA NOAYYEHUA PELIEHUA YNOJHOMOYEHHOTO
dbenepanbHOro opraHa UCMOIHUTENILHOM BIACTU O NPOBEAEHMM YKA3aHHbIX B YacTU 1 HACTOsALLEeN CTaTby
3KCMepTM3 3asABMTE/Ib NPEACTaBAAET B IKCMEPTHOE yupexaeHue A/1a NpoBeSeHMsA SKCNepTM3bl KauecTBa
NIEKapCTBEHHOTO CcpeacTBa 0bpasupbl JIEKAPCTBEHHOrO npenapaTta AJj1a BETEPUHAPHOro MPUMEHEHMS,
NPOM3BEAEHHOIO B COOTBETCTBUM C TPeOOBAHWAMM TEXHOOTMYECKUX PErNaMEHTOB, YTBEPXKAEHHbIX
pyKoBoAWTENEM MPOU3BOSUTENSA IEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLLMX C/NYy4YaAx TecT-
WTaMMbl MMUKPOOPraHM3MOB, KYJIbTYpPbl K/IETOK, 06pa3ubl papmaLieBTMYeCcKon cybcTaHumM, obpasLbl
BELLECTB, MPUMEHAEMble A8 KOHTPOAA KayecTBa JIEKAPCTBEHHOrO CPeACTBa, B KOAMYECTBaXx,
HeobXxoAMMbIX A1 BOCNPOU3BEAEHNA METOAOB KOHTPO/IA KayecTsa.

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

3. MNpu nonyyeHun 06pasLOB JIEKAPCTBEHHOrO Npenapata U ¢apmaueBTUYECKON CybCcTaHLMM
3KCMepTHOe yypexaeHWe BblAaeT 3afBUTENO0 AOKYMEHT, MOATBEP)KAAMOWMIA MONyYeHUE YKasaHHbIX
06pa3LoB, 1 B CPOK, HE NPEBbLILWALLMIA TPeX pabounx gHel, yBeLOMAAET B MMCbMEHHOM popme 06 3ToOM
YNONHOMOYEHHbIN deaepasbHbliA OpraH UCMOIHUTEIbHOM BAACTM.

4. Cpok pna npeactaBneHvs 3assutenem 06pasLoB  JIEKAPCTBEHHOro npenapata U
$bapmaueBTUYECKOM CyBCTaHUMM WM CPOK YBEOOMJ/IEHUS 3KCMEPTHbIM yupexaeHnem o6 3Tom B
nUCbMeHHON dopme ynosHoMouYeHHoro denepasbHOro opraHa MUCMONHUTENIbHOM BAACTW, YKasaHHble B
YyacTax 2 M 3 HAcTOALLEN CTaTbM, HE BKAOYAKOTCA B CPOK NPOBEAEHUA YKa3aHHbIX B Y4acTM 1 HacToAwel
CTaTbW KCMEPTU3.
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5. [LOKYMEeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yUpeKaeHue g8 NpPoBeAeHUs yKasaHHbIX B YacTu 1
HacToAlEeN CTaTbM 3KCMEpPTU3, MNOAJeKaT BO3BpaTy B YNOJHOMOYEHHbIM deaepanbHblit opraH
NCMONHUTENbHOWN BNACTM OAHOBPEMEHHO C 3aK/0YEHUAMM MO pe3y/ibTaTamM YKa3aHHbIX SKCNepTus.

CratbA 25. MloBTOpPHOE NpoBeAeHue IKCNEePTU3bl 1IEKAPCTBEHHbIX CPEACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx He40CTaTOYHOM 060OCHOBAHHOCTM MM HEMOJIHOTbI 3aK/I04EHNSA KOMUCCUMM IKCNEPTOB,
HaAnMuMA B HEM MPOTMBOPEYMBLIX AAHHbLIX, PanbCUPUKALMM BbIBOAOB IKCMEPTM3bl JIEKAPCTBEHHOTIO
CPeACTBa, COKPbITUA OT YNOJIHOMOYEHHOro pesepanbHOro opraHa UCNONHUTENIbHOW BAACTU OCHOBaHMI
ONA  OTBOAA 3KcnepTa BCNeACTBME €ro 3aMHTEPEeCcOBAHHOCTM B pe3y/bTaTax COOTBETCTBYOLLEN
3KCMNEPTM3bl, HAINUMA AAHHBIX O NPAMOM IMH60 KOCBEHHOM BMELLATENLCTBE B MPOLLECC COOTBETCTBYHOLLLEN
3KCMEPTM3bI ML, HE YYACTBYIOLLMX B €€ NPOBEAEHMM, HO OKa3aBLUMX BAUAHWE Ha NPOLECC U Pe3ybTaTbl
ee npoBeAeHus, YNoJHOMOYEHHbIM defepaibHbiM OPraHOM WCNOJIHUTENbHOM BNACTM HasHayaercA
NOBTOPHAnA 3KCMEePTM3a IEKAaPCTBEHHOTO CPEACTBA U (M) 3TMYECKas IKCnepTM3a.

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

2. MoBTOpPHaA 3KcnepTU3a NEKAPCTBEHHOIO CPEACTBA MPOBOAMUTCA C YYETOM Pe3ynbTaTOB paHee
NpoBeLEHHOM 3KCMEPTU3bl B CPOK, YCTAaHOB/EHHbIA YMNONHOMOYEHHbIM deaepanbHbIM OpraHOM
NCNOJIHUTENbHOWN BNACTU M HE NPEBBILIAIOWMNN TPUALATU Paboumx AHEN CO AHA NOYYEHUA SKCMEPTHbLIM
yupexgeHmem 3a43aHNA Ha NPoBeAEHME NOBTOPHOM 3KCNEPTM3bl IEKAPCTBEHHOIO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHWe BbINOJAHEHUS 33[aHUSA Ha MPOBEAEHME MOBTOPHOW 3IKCMEpPTU3bI
JIEKapCTBEHHOTO CPEACTBA HE OCYLLLECTBAETCA.
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CTaTbA 26. YCKOpeHHas npoueaypa 3KCnepTu3bl 1IeKapCTBEHHbIX CPEeACTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeAcTB B LUENAX rocyAapCTBEHHOM
perncTpaunm JfieKapCTBEHHbIX MNpPenapaToB MNPUMEHAETCA B OTHOWEHWM OPQAHHbIX NEeKapCTBEHHbIX
npenapaTos, NePBbIX TPEX NEKAPCTBEHHbIX NPENApPaATOB, perncTtpupyembix B Poccuiickon depepaumm B
KayecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX MPEenapaTtoB, O4YepeaHOCTb KOTOPbIX Oonpeaenserca B
COOTBETCTBMM C HOMEPOM UM [JaTOM BXOAAWMX 3aABIEHUM O [OCYAApPCTBEHHOM perucTpauum
NIeKapPCTBEHHbIX NPENapaTtoB B pamMKax OAHOMO0 MeXAYHAapOAHOro HenaTeHTOBaHHONo HaMMeHOBaHMA
NIeKApCTBEHHOrO npenapata WAM TPYNMNMPOBOYHOTO HAMMEHOBAHWUA JIEKAPCTBEHHOrO MNpenaparta, U
NeKapCTBEHHbIX npenapaTos, npeaHasHavyeHHbIX UCKNIOUYNUTENBHO ana npumeHeHusa
HEeCOBEpPLUEHHONIETHUMM FPaXKAaHaMMU.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-d3)

2. YCKOpeHHasa mnpoueaypa 3KCMepTM3bl JIEKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBEHHOM
perucTpauumn NeKapCTBEHHbIX NPENapaToB He MPUMEHAETCA B OTHOLLIEHUMU:

1) 6uoaHanorosbIx (6MoONOAO6HbLIX) NEKAPCTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedepeHTHbIX NEKApCTBEHHbIX MNpPenapaToB (3a MCKAoYeHMem opdaHHbIX JeKapPCTBEHHbIX
npenapartos);

3) BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpPenapaTtoB (3a WCKAKOYEHMEM NepBbIX Tpex
pernctpupyembix B Poccuiickoin depepalmm B KauecTse BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX NPenapaTos
M NIeKapCTBEHHbIX  MNpenapaToB, NPeAHA3HAYeHHbIX  WCKAIOUMTENbHO A8 NPUMEHEeHUs
HecoBepLUEHHONETHUMM rpaxkaaHamm);

4) HOBbIX KOMBWHALWIA 3aPErMcTPUPOBAHHBIX PaHee IeKapPCTBEHHbIX MPEnapaTos;
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5) nekapcTBeHHbIX NpPenapaToB, 3apernMcTPUPOBAHHbLIX PaHee, HO MNPOM3BEAEHHbIX B APYrux
NIeKapcTBEHHbIX POopMax B COOTBETCTBMU C NMepeYHEM HAaUMEHOBAHWUI NIeKapCTBEHHbIX GOPM U B HOBOW
O03UpOBKe.

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

3. YCKopeHHas npoueaypa 3KCNepTudbl JIEKAPCTBEHHbIX CPeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLErO YyNO/IHOMOYEeHHOro deaepasibHOro opraHa UCNOJIHUTENbHOM B/IACTU Ha OCHOBaHMMU
3afB/IeHMA 33aABUTENA B CPOK, He NMPeBblllaoWmnii BocbMmuaecaty pabounx gHein. MNMpu sTom akcnepTnsa
OOKYMEHTOB, COAEepKaluUxcs B PermcTpaumoHHOM AOCbe Ha JIEKAapCTBEHHbIN NpenapaT, NpoBOANUTCA B
CPOK, He NpeBblWaloWMi gecaTn paboymx AHeM, 3KCnepTUsa KayecTBa JIeKapCTBEHHOrO CpPeAcTBa M
3KCMepTU3a OTHOLWIEHUA OXKMAAEMOM MOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMA JIEKAPCTBEHHOrO
npenapaTta NPOBOAATCA B CPOK, HE NMPEBbIWAOWMIA LECTUAECATU Paboumx AHEN.

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

3.1. B oTHOWeHMM opdaHHbIX IEKAaPCTBEHHbIX NpPenapaToB MoryT 6biTb NpeacTaBaeHbl pe3yabTaTbl
OOK/NMHNYECKUX UCCNea0BaHMI NEeKapPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BaAHUI NEeKAPCTBEHHbIX
npenapaTos 4158 MeAMULMHCKOro NPUMEHEHUA, BbINONHEHHbIX 3@ Npegenammn Poccuiickon ®epepaumm B
COOTBETCTBUM C MpaBWUIaMM Hagfexalwein NabopaToOpHOM NPAKTUKM W NpaBUAaMM  Hagnerkallemn
KAMHUYECKOWM NMPaKTUKN.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

4. YcKopeHHaa npoueaypa 3KCNepTU3bl JIeKAapCTBEHHbIX CpeacTB MPOBOAUTCA B NOpPAAKe,
YCTaHOBAEHHOM cTaTbAMM 17 - 20, 23 1 24 HacToAwero ®PeaepasbHOro 3aKOHa, U HE O3HAYAET CHUMKEHUA
TpeboBaHMI K 6e30NacHOCTU, KauecTBy U 3hOEKTUBHOCTU IEKAPCTBEHHbIX NPENapaTos.

CTaTba 27. PeweHue 0 rocyAapCTBEHHOM perucTpaLmMm 1eKapcTBEHHOro npenapara

1. B cpoK, He npeBblWalOWMA AecATU Paboumx AHEN CO AHA NOYYEHUA 3aKNHOYEHUI KOMUCCUU
3KCMepToB MO pe3y/bTaTaM 3KCNEPTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBa M KCNEPTMU3bl OTHOLLEHUS
0XMJ3EeMOM NOb3bl K BO3SMOKHOMY PUCKY NPUMEHEHMA NEKAPCTBEHHOMO NPEnapaTa, COOTBETCTBYOLWMIA
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM BAACTU:

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

1) pasmeLLaeT Ha cBoem oduMLMaNbHOM caiTe B ceTu "UHTepHeT" COOTBETCTBYOWME 3aKNOUYEHUS
KOMMCCUM IKCMEPTOB W OCYLLECTBAAET WX OLUEHKY A1 onpefeneHua COOTBETCTBMA 3afaHWMI0 Ha
nposefeHne 3TUX IKCMepPTU3;

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

2) NpPYHMMAaET pelleHWe O roCyAapCTBEHHOW perucTpauMu NeKkapcTBEHHOro npenapata uam ob
OTKase B rocyAapCTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara;

3) BHOCUT NpU NPUHATUMN PELLEHNA O roCyAapCTBEHHOW PerncTpaumn NeKapcTBeHHOro npenapara
[JaHHble O 3aperucTpMpoBaHHOM JNeKapCTBEHHOM MpenapaTe, B TOM uucie o dapmaleBTUYECKOM
cybcTaHUMM, BXOAALLEN B COCTaB /N€KapCTBEHHOro npenapaTta, B rOCYAapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB M BblAaeT 3afABMTEN0 PErnmcTpaumoHHOEe YAO0CTOBEPEHME NEKAPCTBEHHOro
npenapata, ¢opma KOTOPOro YyTBEPXAaeTca  YMNOJHOMOYEHHbIM  deaepanbHbiM  OpraHom
NCMONIHUTENIbHOW B/1IaCTWU, COMNAacoBaHHble HOPMATMBHYIO [AOKYMEHTALMIO, HOPMATUBHbIN [AOKYMEHT,
MHCTPYKLMIO MO NMPMMEHEHMIO IEKaPCTBEHHOro NpenapaTta U MakeTbl NEPBUYHOMN YNaKOBKMW U BTOPUYHOM
(noTpebunTenbCcKkoi) YNakoBKM C YKa3aHMEM Ha HMX HOMEpPA PEerucTpaLMoHHOro yA0CTOBEpPEHMUs
NleKapCcTBEHHOTO Npenapara 1 AaTbl ero rocy4apcTBeHHOM PErncTpaLmMm AN B CydYae NPUHATUA peLleHmns
06 OTKase B rocy4apCTBEHHOW PerucTpauumn NeKkapCcTBEHHOro npenaparta yBeAoMAET B MUCbMEHHOW
dopme 3amsuTens o6 3TOM C yKasaHWeM MPUYMH TaKoro OTKasa. 3a Bblgavyy PerucTpaLyoHHOro
YAOCTOBEPEHUA NEKAPCTBEHHOMO Mpenaparta B3MMAaeTCcA rocyAapcTBeHHaa MoW/MHa B COOTBETCTBUU C
3aKoHogaTenbcTBoM Poccuiickoi deaepaumm o Hanorax u cbopax.

(B pen,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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2. OcHoBaHMeM AN OTKa3a B roCyJapCTBEHHOM perucTpaummn NekapcTBeHHOro npenaparta Ans
MEANLMHCKOTO  NPUMEHEHUA  ABAAETCA  3aK/OYeHWe  COOTBETCTBYHOLIEro  YNoJHOMOYEHHOro
desepanbHOro opraHa WCMONHUTENbHOW BNACTM O TOM, 4YTO KayectBo M (nan) 3ddeKkTUBHOCTb
PEerucTpMpyemMoro /IeKapcTBEHHOro npenapata Ansd MeAUUMHCKOTO NPUMEHEHWA He MoATBEpPXKAEHbI
NoJlyYeHHbIMU AAaHHBIMU WU YTO PUCK MPUUYMHEHMA Bpena 340POBbIO YenoBeKa BCAeACTBME Mpuema
JIeKapCTBEHHOrO npenapaTa A48 MegMUMHCKOro NpUMeHeHus npesbiwaeT 3OEeKTUBHOCTL €ero
npUMeHeHus.

(yacTtb 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. loBTOpHOE npeAcTaB/fieHWe B COOTBETCTBYHOWMA YNOJAHOMOYEHHbIN deaepanbHbii opraH
WCNO/IHUTENbHON BAAaCTU JIEKapCTBEHHOro MpenapaTa, B OTHOLWEHMM KOTOPOro MOJyYeH OTKas B
rocy4apcTBEHHOW perncrpauum n KoTopbliit BNOCAEACTBUN NOABEPrcs M3MEHEHUIO B YaCTU ero coCTaBa,
paccmaTpuBaEeTCA Kak NpeacTaB/ieHMe HOBOrO JIEKAPCTBEHHOrO MpenapaTa Ha ero rocyAapCTBEHHYHO
perncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepBUYHOrO HAaMMEHOBaHMA.

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

4. Mpw npenocTaBNeHUM 3asBUTENEM B COCTaBE PErMCTPaLMOHHOIO [A0Chbe Ha /IeKapPCTBEHHbIN
npenapar 414 BETEPUHAPHOro NPUMEHEHMA KOMUM peLleHns ynoJHOMOYeHHOro denepasibHOro opraHa
WCNOJIHUTENbHON BAIACTM O MPOBELEHUU WHCNEKTUPOBAHUA MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPeacTB
CPOK MPUHATUA peleHMa O T[OCY[APCTBEHHOW perucTpaumm JeKapCTBEHHOro npenapata  Anas
BETEPMHAPHOIo NPMMEHEHWUA NPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKNOYEHNI, YKa3aHHbIX B 4acTy
1 HacTosWeN CTaTbK, 40 AHA NPUHATMUA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJAHUTENbHOWN
B/IACTU pEeLIeHMA O Bblgadye uam o6 OTKase B BblAaye 3aK/AHOYEHMA O COOTBETCTBMM MPOU3BOAUTENA
JIEKAPCTBEHHbIX CpeAcTB TPeboBaHMAM NPaBUA HaZ/1eXKallen NPon3BoACTBEHHON MPAKTUKK, HO He bosee
Yem Ha CTO BoceMbecAT pabounx gHen.

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

5. OcHOBaHMEM Ana OTKasa B roCydapCTBEHHOM Perncrpaunmn NeKapCTBEHHOro npenaparta 4nA
BETEPUHAPHOIO MNPUMEHEHUA ABAAETCA 3aK/lOYEHME YMNOAHOMOYEHHOro ¢deaepanbHOro oOpraHa
NCNOIHUTENbHOW B/1AaCTM O TOM, YTO KauyecTBo U (MnKn) abdeKTUBHOCTb PErMCTPUPYEMOTO IEKAPCTBEHHOTO
npenaparta g1sA BETEPUHAPHOIo NPUMEHEHUA HE NOATBEPKAEHDI NOAYYEHHBIMU AaHHbIMU WU YTO PUCK
NPUYMHEHUA Bpeda 340POBbH0 KMBOTHOMO BC/AEACTBME MNpPMEMA JIEKAPCTBEHHOro npenapata Ans
BETEPUHAPHOrO NPUMEHEHUA NpeBblaeT 3PPEKTUBHOCTb €0 NPUMEHEHUA, OTKA3 YNOJHOMOYEHHOIO
denepanbHOro opraHa UCNOAHUTEIbHOM BIACTU B BblAaye 3aKAH04YEHMA O COOTBETCTBUMN NPOU3BOANTENSA
JIeKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBUA Hag eXKalllen NPoM3BOACTBEHHOM NPAKTUKNU A1A KaXKA0M
NPoOn3BOACTBEHHON M/IOWALKN PEFNCTPUPYEMOrO JIEKAPCTBEHHOTO Npenapata gas BeTepUHAPHOro
NPMMEHEHWA B C/ly4yae, €CAn NPOM3BOACTBO JIEKAPCTBEHHOrO npenapata Aasa BeTepUMHApPHOro
NPUMeEHeHNA OCyLLecTBAAeTCs 3a npeaenamm Poccuitckont Pepepaumm, UMAUM  OTCYTCTBME TaAKOro
3aK/I0YeHuA.

(yacTtb 5 BBeaeHa PenepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

KoHcynbTaHTIAKOC: NpumeyaHue.
O nopagke M Cpokax onpeaeneHna B3aMMO3aMEHAEMOCTU JIEKApPCTB JIEKAPCTBEHHbIX NpPenaparos,
3apernctpupoBaHHbix 8o 01.03.2020, cm. cT. 3 @3 01 27.12.2019 N 475-03.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIeKapCTBEHHbIX MNpPenapaTtos ANAA MeAULUHCKOro
npuMeHeHusA
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3ammosameHAEeMOCTb NNEKAPCTBEHHbBIX nNpenapatoB Ana MeAUUNHCKOINro npumeHeHuA
onpegenaeTca ynoIHOMOYEHHbIM d)ep,epaanblm OpraHom NCNONHUTENbHOMN BN1aCTU, oCcywecTtBaaowmnm
rocygapCTBEHHYIO PErNMCTPaUUNIO IEKAPCTBEHHbIX NPEnapaTosB 4194 MeAULMHCKOIo npuMmeHeHunA, B pamMKax
oaHoro MmeXxagyHapoaHoro HeENaTeHTOBAHHOTIO (MI'IM Xmun4yeckoro, nnn I'pyI'II'IMpOBOLIHOI'O)


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE876310FD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876350FD7DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA995001F0F36BA69DF8499092B3BF5A47EBD4FE8763009D1DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE876310FD6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE876310FD8DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE876310AD8DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE876310FD7DD1DB595012252DD46CCB59050DAC0QDhEK

HaMMeHOBaHMA Ha OCHOBE 3aK/NIOYEHMA KOMMUCCMM 3SKCMEPTOB 3IKCMEPTHOro YYPeXkaeHus o
B3aMMO3aMeHAEMOCTIN IeKapCTBEHHOro npenaparta 418 MeAULMHCKOro NPUMEHEHUs AMbo 0 TOM, YTO
JNIEKAPCTBEHHbIN NpenapaT Ana MmeanLUMHCKOro NPUMEHeHMA He ABAAETCS B3anmo3ameHsaeMbIM. MNopaaok
onpeaeneHns B3aMMO3aMEHAEMOCTU NIEKAaPCTBEHHbIX NPenapaTos AN MeAMLMHCKOrO NPUMEHEHUA U
dopma 3aKNOUYEHUS KOMUCCUM IKCMEPTOB 3SKCMEPTHOrO Y4Ypex[eHuMa O B3aMMO3aMeHAEMOCTU
JNIEKAPCTBEHHbIX NPEnapaToB A4/19 MeAULUNHCKOro NPUMeHeHUsA NB0 0 TOM, YTO JIEKAaPCTBEHHbIN Npenapar
AN MeINLMHCKOTO NPUMEHEHUS He ABNAETCA B3aMMO3aMeHsAeMbIM, YCTaHaBnMBatoTcs MNpaBuUTensCcTBom
Poccuiickoin Pegepaunn.

2. Komuccua aKcnepToB 3KCNEPTHOrO yUYpexKaeHUs OAeT 3aK/loyeHMe O B3aMMO3aMeHSEeMOCTU
NleKapcTBEHHOTO Npenaparta 418 MeANUMHCKOTO NPUMEHEHMUA IMB0 O TOM, YTO JIeKapCTBEHHbIN Npenapat
ONA  MeOMUMHCKOTO NPUMEHEHWA He ABAAETCA B3aMMO3aMEeHAEMbIM, Ha OCHOBAHMM CleayloLLMX
KpUTepMeB (XapaKTeEPUCTUK):

1) 3KBMBaneHTHocTb (gns 6uoaHanorosbix (6MONOAO6HBLIX) NEKApCTBEHHbLIX NpenapaTos
(6oaHanoros) - CONOCTaBMMOCTb) Ka4eCTBEHHbIX M KONMYECTBEHHbIX XapaKTepUCTUK GpapmMaLeBTUYeCcKUX
CcybCcTaHUMA MAM COMOCTaBMMOCTb aHTUIEHHOrO COCTaBa BaKUMH. MCnosib3oBaHMEe Pas/INyHbIX CONEN,
3dMpPOB, KOMMNEKCOB, N30MEPOB, KPUCTANINYECKUX GOPM U APYTUX NPOU3BOAHbLIX OAHOIO U TOTO e
OEVCTBYIOLLEro BELLeCTBa He SBAAETCA NpenATCTBUEM AN OnpenefieHUs B3aMMO3aMeHSAeMOoCTU
JIeKapCTBEHHbIX MpenapaToB, eciu Npu  MPOBEAEHMM  UCCNef0BaHUA  OBUO3KBMBANEHTHOCTU
JIeKapCTBEHHOro npenapata WinM UCCNeAoBaHMA TepaneBTUYECKOW SKBUBANIEHTHOCTU JIEKAPCTBEHHOTO
npenapata [A0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMBbIX pPasimMumii GapMaKOKUHETUKM U (1an)
3 PeKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOIO NpenapaTa 418 MegULMHCKOTOo NPUMEHEHUS;

2) 3KBMBANEHTHOCTb JieKapcTBEHHOM GopMbl. o4 3KBUBANEHTHLIMMW NEKAPCTBEHHbIMKU hOopMamMm
NMOHMMAIOTCA Pa3Hble JIeKAPCTBEHHble GOpPMbI, MMetlowme oaMHaKoBble cnocob BBegeHMA M crnocob
npMMeHeHWsa, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTePUCTUKaMU U
dbapmaKonorMyeckum gencTenem n obecneunBalome TakKe 4OCTUKEHNE He0BX04MMOT0 KAMHUYECKOTO
apdpeKta. Pasnmuma NeKkapcTBeHHbIX ¢GOpM He ABAAIOTCA MPenaTcTBMEM A4  OnpejefieHus
B3aMMO3aMEHAEMOCTU  NIEKAPCTBEHHbIX MPEenapaTtoB, €cAM MpuM MPOBEAEHMM  WUCCAeA0BaHMA
6MNO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  Npenapata  WAW  WUCCAefoBaHMA  TepaneBTUYECKOM
3KBMBAJIEHTHOCTW /IEKAPCTBEHHOIO NpenapaTta A0Ka3aHO OTCYTCTBUE KAMHMYECKM 3HAUYMMBIX Pasanyuni
bapMaKoKMHETUKN U (Man) sddeKTMBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta  AgnA
MeAMLMHCKOro MPUMEHEHUS;

3) 3KBMBANEHTHOCTb MAM COMOCTAaBMMOCTb COCTaBa BCMOMOraTesIbHbIX BELLECTB /IeKaPCTBEHHOMO
npenapata A48 MEAMUMHCKOTO NpMMeHeHuA. Pasanuma cocTaBa BCMOMOraTesibHbIX  Bew,ecTs
NeKapCTBEHHOrO npenapaTta He ABAAIOTCA NPEnATCTBMEM A4 ONpefeneHus B3aumMOo3aMeHAEMOCTU
NeKapCTBEHHbIX MNpenapaToB, €ecAv Npu  NPOBEAEHWM  WUCCNefoBaHMA  BUO3KBMBANEHTHOCTM
NIleKapCTBEHHOrO MpenapaTa WMAWM UCCieaoBaHWA TepaneBTUUYECKOW 3KBWMBANIEHTHOCTU NEKAPCTBEHHOIO
npenapata [AOKa3aHO OTCYTCTBME KAMHWYECKM 3HAYMMbIX PasAnuMii  GapMaKOKMHETUKM U (1K)
adpeKTMBHOCTM M 6€30MacHOCTM NIeKAapPCTBEHHOro npenapata Ans MeAMLMHCKOro npumeHeHus. Mpu
HaZIMUYNWN KAMHUYECKM 3HAYUMbIX Pa3AnNUnin papMaKOKMHETUKN 1 (Man) addeKkTuBHOCTU 1 Be3onacHoCTH
NleKapcTBEHHOro npenapaTa A8 MeAUUMHCKOro NpUMMeEHEeHUA B3aMMO3aMeHAeMOCTb Onpeaenaercs C
YKa3aHMeM Ha UCKNtoYeHMEe OTAE/bHbIX FPynn NauueHToB;

4) NAEHTUYHOCTb cnocoba BBeAEHNA U cnocoba NPUMeEHEHNA;

5) COOTBETCTBME NpoOnN3BOAUNTENA NEKAPCTBEHHOIO CpeacTBa Tp66OBaHVIF|M npasun Ha,a,nemaLu,eﬁ
HpOM3BOACTBEHHOVI NMPaKTUKU.

3. Onpe,a,eneHme B3aMMO3aMeHAEMOCTU BOCNPOU3BEAEHHDbLIX JIEKAPCTBEHHbIX NpenapatoB AnA
MeONLNHCKOTIO NMPpUMMeHeHUA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero CDe,u,epaanoro 3aKOHa,
ocyuwiecrsnAaeTca 6es HeO6XO,EI,VIMOCTVI AOKa3aTe/1bCTBa UX 6103KBMBAIEHTHOCTH.
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4. OcobeHHOCTM onpegeneHns B3aMMO3aMEHAEMOCTM  OUMONOTMYECKMX  JIEKAaPCTBEHHbIX
npenapaToB, KOMBUHMPOBAHHbIX SIEKAPCTBEHHbIX NPENapaToB (coAeprKallmMx KoMbUHaLMIo AByX U bonee
OENCTBYIOLIMX  BELLECTB), /IeKapCTBEHHbIX MpenapaTtoB AAs MNapeHTepanbHOro nNUTaHMA W
HeZ03MPOBAHHbIX /IEKAPCTBEHHbIX MpenapaTtoB YycTaHaBauBatoTca [lpasutenbctBom Poccuiickol
depgepaunn.

5. Onpe,u,eneHme B3aMMO3aMeHAeMOCTN He OocylwecTBaAeTcA B OTHOWEHWUU 1eKapCTBEHHbIX
PaCTUTENbHbLIX NPenapaToB, roMmeonaTn4YeCKnX 1eKapCTBeHHbIX NpenapaTos.

6. q)OpMVIpOBaHMG nepeyvyHAa B3anMo3aMeHAEMbIX Ne€KAaPCTBEHHbIX NpenapaTtos Ana MmeanunHCKoro
NPpUMeHEHNA OCYLLECTBNIAETCA SKCNEPTHbIM y4ypexageHnem nocpencrsom O6'be,CI,VIHeHVIF| NEKaPCTBEHHDbIX
npenapatoB B OTAE/IbHblE Tpynnbl, B Ka)Kﬂ,Oﬁ M3 KOTOPbIX NEKAPCTBEHHbIE MNpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnydae BK/AOYEHUA B MHCTPYKUUIO MO MeAMLMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOro
npenaparta Ha OCHOBAHWUW Pe3ybTaTOB COOTBETCTBYIOLWMX UCCIeL0BaHNI NOKAa3aHUN A5 MPUMEHEHUS,
KOTOpPblE OT/IMYAKOTCA OT MOKa3aHWI AN NPUMEHEHUA APYTUX JIeKapCTBEHHbIX NMPenapaTtoB M3 rpynnbl
B3aMMO3aMeHSAEMbIX JIEKAPCTBEHHbIX MpenapaToB, B MNepeyHe B3aMMO3aMEHAEMbIX JIEKapCTBEHHbIX
npenapartos A8 MegMLUMHCKOro NPMMEHEHMS A0MKHa BbITb YKa3aHa COOTBETCTBYOWAn MHpopmaLmsa.

KoHcynbTaHTlAOC: NnpyMeyaHume.

I'Iepequb B3aMMO3aMeHAEMbIX NeKapCTBEHHbIX MnpenapaTtoB, B OTHOLWEHWUU KOTOPbIX MMEKTCA
pe3ynbTaThbl MCCﬂeAOBaHMVI ONO3KBUBANEHTHOCTU UK TepaHEBTMHeCKOVI 3KBUBANEHTHOCTU, A0/1XKeH
6bITb chOPMUPOBAH U pasmellleH Ha oduLmanbHoOM caliTe MuHsapasa Poccuum ao 01.07.2020. ($3 ot
27.12.2019 N 475-®3).

8. MNepeyeHb B3aMMO3aMeHAEMbIX IEKaPCTBEHHbIX NPenapaTos AAA MEeAULMHCKOro NpUMmeHeHus
pasmellaeTca ynosHomouYeHHbIM denepasbHbiM OPraHOM UCNOJIHUTENbHOW BAACTW, OCYLLLECTBAAIOLLMUM
rocyAapCTBEHHYIO PErncTpaumio IeKapcTBEHHbIX MPenapatoB Ana MeAMLUMHCKOro NPUMEHEHUs, Ha
cBoem oouumanbHom canTe B cetm "MHTepHeT". MHdopmauma B nepeyHe B3aMMO3aMEHAEMbIX
NeKapcTBEHHbIX NPenapaToB 4N MegUUMHCKOro NpUMeHeHUA 0B6HOBAAETCA YKa3aHHbIM peaepasibHbiM
OpraHOM WMCNOJIHUTENbHOM BAACTM C YYETOM HOBbIX 3aPErMCTPUMPOBAHHbIX SIEKAPCTBEHHbIX NpenapaTos
ANA  MEeAMUMHCKOrO MNPUMEHEHWA U BHECEHHbIX WM3MEHEHW B [OKYMEHTbl, CcoAep)Kawuecsa B
PEerncTpaumoHHbIX A0Cbe Ha 3aperncTpMpoBaHHbIE JIEKAPCTBEHHblE NpenapaTbl AN MeAMUMHCKOro
NPUMEHEHNA.

9. NMopsaAoK Mcnonb3oBaHMA MHGOPMaALMM O B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NpenapaTtax 4na
MEANUMHCKOTO MNMPUMEHEHUA U MNOPALOK AayYM PasbACHEHMI NO BOMPOCaM B3aMMO3aMEHAEMOCTU
JIeKapCTBEHHbIX MPEnapaTtoB An8 MEAUUMHCKOro MPUMMEHEHMA YycTaHaBAMBaloTCA [paBUTENbCTBOM
Poccuitckoin Pepepaumn.

KoHcynbTaHTIAKOC: NpumeyaHue.
CpoK peructpaumm nekapcTBeHHOro npenapara, ucrekatowmin ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsues (MoctaHoBneHue Mpasutenbctea PP ot 03.04.2020 N 440).

CratbAa 28. PerucrpaumoHHOe ya0CTOBEpPEeHUE IEKAaPCTBEHHOro npenapara

1. PerncrpauMoHHOe yA0CTOBEPEHME JIEKAPCTBEHHOrO MpenapaTta C yKasaHMem J1IeKapCTBEHHbIX
$bopmM M [03MPOBOK BblaaeTcs 6eccpoyvHO, 33 UCKAUYEHUEM PETUCTPALMOHHOIO YAOCTOBEPEeHUs
NleKapCcTBEHHOTO NpenapaTa, BblAaBaeMOro CO CPOKOM AENCTBUA NATb JIET, HA BNepBble PErucTpupyemble
B Poccuiickoit ®esepaumm nekapcTBeHHble npenapaTbl.

2. Mo wucteyeHun YKa3aHHOro B 4actu 1 HaCTOﬂU.Lel)'I CTaTb CPOKa BblOaeTcA 6ECCpO‘-IHOE


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE8763105D0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA89005150B36BA69DF8499092B3BF5A47EBD4FE876310CD2DD1DB595012252DD46CCB59050DAC0QDhEK

perncTpaunoHHoe yAOoCTOBEepeHMe J/IeKapCTBEHHOro npenapata npu YCA0BUW MNOATBEPNKAEHUA ero
rocyAapCTBEHHOW perncTpaumm.

3. B cnyyae BHeceHua B cooTtBeTcTBUM cO cTaTbaMm 30 u 31 Hactosawero PeaepanbHOro 3aKoHa
M3MEHEHMI B coZepXKalmeca B PerucTpalMOHHOM A0Cbe Ha 3apPerMcTpMpPOBAHHbLIA NEKAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTPAruBaloLWnX CBEAEHUA, OTPAXKEHHbIE B PErncTpaLMoHHOM yAO0CTOBEPEHUMU
JIeKapCTBEHHOTO MpenapaTa, YNOAHOMOYEHHbIN denepanbHbli OpraH UCNOJAHUTENLHOW BNACTU BblgaeT
HOBOE PEervcTpauMoHHOEe YyA0CTOBEPEHME IEKAPCTBEHHOrO Npenapara, coaeprKallee BHECEHHbIE B HEro
N3MeHeHMA.

(yacTb 3 BBeAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl UAM NOBPEXAEHWA PErnCTPaLMOHHONO YAO0CTOBEPEHWUA NEKAPCTBEHHOTO
npenapata no 3asBAEHUI0 B NUCbMeHHOM ¢dopme aeprkaTens UAM Bnagenbla PerucTpalyMoHHOro
YAOCTOBEPEHUA NEKAPCTBEHHOTO NpenapaTta Uan yrnoaHOMOYEHHOIO MU APYroro PUANYECKOro nua o
Bblgaye ayb6auKaTa perucTpauMoHHOro yao0CTOBEPEHNUS NIEKAPCTBEHHONO npenapaTa YNnoAHOMOYEHHbIM
denepanbHbIt OpraH UCNONIHUTENLHOW BAACTU B CPOK, HE NpeBbILatoLWnNi Aecatin paboumnx aHen co aHA
NoCTYNNeHUsA 3anaBfeHMA, BblgaeT AybAMKaT pPerucTpaumMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOIo
npenapata. 3a Bblgadyy Ayb6aMKaTa pPerucTpaumMoOHHOrO YAO0CTOBEPEHUA JIEKAPCTBEHHOrO MpenapaTa
B3MMAETCA rocy4apCTBEHHAA MOLWIMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoin deaepaumm o
Ha/siorax n cbopax.

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

KoHcynbTaHTIAOC: NpumeyaHue.
CpoOK permctpaumm nekapcTBeHHOro npenapara, ucrekatowmin ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsues (MoctaHoBneHue Mpasutensctea PO ot 03.04.2020 N 440).

CtaTbna 29. MoaTBepKaeHUe rocyaapcTBeHHON perncTpaumm IeKapcTBEHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTBepXAeHUe rocyfapCTBEHHOW PerncTpaLymn neKapcTBEHHOro npenaparta oCyLecTBaAfeTca
npu Bblgaye 6eCCPOYHOro PErvcTPaLMOHHOrO YAOCTOBEPEHUA NEeKapCTBEHHOrO npenapata B cCayyae,
YKa3aHHOM B 4acTu 2 cTaTbk 28 Hactoawero deaepanbHOro 3aKoHa, B CPOK, He MpeBbllalowmii
lwecTmaecAatTm paboumnx AHen Co AHA NOJYYEHUA COOTBETCTBYIOLLMM YMOJIHOMOYEHHbIM deaepasibHbIM
OPraHOM MCMO/NIHUTENbHOW BAACTM 3anBJEHWA O MNOATBEPXKAEHUM rFOCYAAPCTBEHHOW perucrpaumm
NleKapcTBeHHOro npenapaTta. He ocywecTBadeTcs NOATBEPKAEHME rOCYAAPCTBEHHOW perucTpauumn B
OTHOLLEHMM NIeKapPCTBEHHOrO Npenapara, He HaxoamBeLleroca B obpalieHun B Poccuiickoit degepaumm B
TeyeHne Tpex M 6osiee feT, a TaKKe B OTHOWEHWW NEeKapCTBEHHOrO CpeacTBa, MPOU3BEAEHHOro C
HapyweHuem TpeboBaHUsA, YyCTaHOBEHHOrO YacTblo 3.7 cTaTbM 71 HacToAwero PeaepanbHOro 3aKoHa.

2. 3aaBneHne 0 NOATBEPKAEHNN roCyAapCTBEHHOM PerncTpaLmMm AeKapCcTBEHHOro npenapaTa A
MEAMLMHCKOrO MPUMEHEHUA MpPeAcTaBAseTcA B COOTBETCTBYIOLWMIA YNOAHOMOYEHHbLIA deaepasibHbIi
opraH UCNoOJIHUTE/IbHOM BNACTU He paHee Yem 3a CTO BOCEMb/ECAT AHEeN [0 UCTeYEHMA CPOKa AeNCTBUA
PerncTpaLnoHHOro ya0CTOBEPEHNA NEKapCTBEHHOrO Npenaparta 418 MeAULMHCKOro NPUMEHEHNS.

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

2.1. 3aABneHne 0 NOATBEPKAEHUMN rOCYAAPCTBEHHOM perncTpaLmMm N1ekapcTBEHHOTo NnpenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUA NPeACTaBAAETCA B COOTBETCTBYIOWMIA YNONHOMOYEHHbIN deaepanbHblit
opraH UCNONHUTENIbHOWM BNACTU HE paHee YeM 3a CTO BOCEMbAECAT AHElM 0 UCTeYEeHUA CPOKA AeUCTBUA
perncTpaunoHHOro ya0oCTOBEPEHUA NEKAPCTBEHHOIO NpenapaTta A1a BETePUHAPHOIo NPUMEHEHNA N He
nosaHee OKOHYaHUA CPOKa ero AencTBuA.

(yacTb 2.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

3. MNoaTBepKAeHNe rocyaapcTBEHHOW perucTpauumn nekapcTBeHHOro npenapaTa ocyLWwecTBaseTca
No pesynbTaTamM 3KCMepPTU3bl OTHOLIEHUA OXWMOAEMOMN MO/Nb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUSA
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JIeKapCcTBEHHOro npenapaTa Ha OCHOBaHWK Pe3ynbTaToB MOHUTOPUHra 3ddeKTUBHOCTM M Be3onacHoCTU
JIeKapCTBEHHOrO npenapaTa, MNPOBOAMMOIO Aepatenem WAM  BAadenblLem pPerncTpaLmoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOro npenapata AMb60 YNOAHOMOYEHHbIM UMW HOPUANYECKUM ULIOM, a
TaKXe COOTBETCTBYIOLLMM YMNOSHOMOYEHHbIM deaepanbHbiM OpPraHoM WCMNOIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHNAMM cTaTbh 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaBNeHMIO 0 NOATBEPKAEHUWN rOCYAapCTBEHHOM perMcTpaumm neKapcTBeHHOro npenapata
ANA MeAULMHCKOro NPUMEHeHUs NPUAaratoTCcs:

1) [AOKYMEHTbI, cogepKawme pesynbTaTbl MOHWUTOPUHTa 3PPeKTUBHOCTM M 6HesonacHocTU
NleKapcTBEHHOTO Mpenapata Ana MeAUUMHCKOro NPUMEHEHWsA, MPOBEAEHHOrO AeprKaTenem Waun
BNafeNbLeM PErucTPauMoHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOro npenapata Aasa MeauUMHCKOro
NPMMeHeHUA NGO  YNOAHOMOYEHHBIM UM  HOPUANYECKUM ULOM, MO ¢opme, YTBEPKAEHHOWN
YNONHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOIHUTENIbHOM BAACTH;

2) cBeaeHWA 0 gaTe NpegoCcTaBJeHUs U PerncTpaLMoHHOM HOMEpe JIMLLEH3MM Ha MPOU3BOACTBO
NIEKapCTBEHHbIX CPeACTB WAW CBeAeHUA O fJaTe NpenoCTaBleHUMAs U PErmcTpauuoHHOM Homepe
3aK/IOYEHUA O COOTBETCTBUMM MPOU3BOAMTENA JIEKAPCTBEHHbLIX CpeacTs8 TpeboBaHUAM MpaBun
Hag/iexallen NpPOU3BOACTBEHHON MPAKTUKW, MNPEeAOCTaBAEHHbIX YNOJHOMOYEHHbIM desepasbHbIM
OpPraHOM MCMOJIHUTE/IbHOM BNIACTU B OTHOLUEHUW MPOM3BOACTBEHHOM M/IOWALKM JIeKapCTBEHHOTO
npenapara g8 MeaMLMHCKOTo NPUMEHEHMSA, TOCYAapPCTBEHHAsA PerncTpaumsa KOTOporo NoATBep:KAAEeTCA
B C/y4Yyae, eCcAM TMPOM3BOACTBO JIEKAPCTBEHHOTO Mpenapata Aisa  MeAMLMHCKOrO MpUMEHEHUS
ocyuiecteaseTca B Poccuiickonn ®eaepauymu;

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

3) Konua npeaocTaBAEHHOW YNONHOMOYEHHbIM OpPraHoM CTpaHbl NPOU3BOAUTENA NIULEH3UN Ha
NPou3BOACTBO /IEKaPCTBEHHOIO Npenaparta ANs MeAULUHCKOro NPUMEHEHMA U ee NepesBoa Ha PYCCKUIA
A3blK, 3aBepeHHble B YCTAaHOBJAEHHOM MOPAZKE, a TaKXe KOMWA 3aKAl4YeHMA O COOTBETCTBUU
Npoun3BOAUTENA NeKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBuUA Hadnexaleld npousBoACTBEHHOM
NPaKTUKKW, BblAAHHOTO YNOJAHOMOYEHHbIM deaepanbHbiIM  OPraHOM WCNONHUTENbHOW BAacTU B
OTHOLWIEHMM NPOU3BOACTBEHHOM MNOWAAKM NEKapCTBEHHOro npenapata A48 MeAULMHCKOro
npuMeHeHunA, TroCydapCTBeHHaA perncrtpauna  KOTOoporo noareepXaaetcda, WUanM KonuAa pelleHuA
YMNO/HOMOYEHHOTO ¢peaepasbHOro opraHa UCMOJHUTENbBHON BAACTU O NPOBEAEHUN UHCMEKTMPOBaHUA
NPOu3BOAUTENA NIEKAPCTBEHHbIX CPEACTB B C/ly4ae, eCciv NPOU3BOACTBO IEKAPCTBEHHOIO NpenapaTa s
MeAMLMHCKOro MPpUMeHeHMUsA ocyLLecTBaseTcA 3a npeaenamm Pocecuiickoin Pegepaumm.

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

4.1. B oTHOWEHNN BUONOTNMYECKUX SIEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOro NPUMeEHeHMUA
3aABUTE/Ib AOMNOJIHUTENBHO NPEeACTaBAAeT pe3ynbTaTbl MEPONPUATUN, NPeayCMOTPEHHbIX MNAHOM
ynpaBAeHUA pPUCKaMM, YTBEPXKAEHHBIM YNONHOMOYEHHbIM deaepanbHbiM OPraHOM MCMOJHUTENbHON
BNACTU MpPU  OCYLLECTBAEHUN FOCYAAPCTBEHHOM pPEerucTpaumMm NeKkapCTBEHHOro npenapaTta  AnaA
MEeANLMHCKOTO NPUMEHEHMUA.

(yacTb 4.1 BBepeHa desepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3aABNeHNIO O NOATBEPKAEHUN FOCYAAPCTBEHHOWN PerncTpaumum nekapcTBeHHOro npenaparta
ONA BeTepuMHapHOro NPMMEHEeHUA NpuaaratoTca AOKYMEHTbI, CoAepsKalune pesy/bTaTbl MOHUTOPMHTA
apPeKkTMBHOCTM M 6e30MacHOCTM JIeKapCTBEHHOrO npenapaTta [A1A BETEePUMHApPHOro MPUMEHEeHUs,
NMPOBOAMMOrO JepKaTefieM WAW BnajenbLem PerncTpauyMoHHOro yAOCTOBEPEHUA JNIeKapCTBEHHOTO
npenapaTa 414 BETEPUHAPHOrO MPUMEHEHMA U600 YNOAHOMOYEHHBIM UM IOPUANYECKUM JIMLLOM, MO
dopme, yTBEPKAEHHON YMOAHOMOYEHHbIM eAepasbHbIM OPraHOM WCMOAHUTENbHON BAAcTU, WU
[OKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, nognyHkTtax "a", "6", "K", "n" nyHkta 4 yactu 3 crtatbn 17
HacTosAwero ®efepasbHOro 3aKoHa. B OTHOLWEHNM MMYHOBMO0TMYECKNX SIeKapCTBEHHBIX NPenapaTos

wn

ANnAa BETEPUHAPHOIO NpMMEHEHNA HE NPeacTaBNATCA CBEAEHUA, YKa3aHHbIe B NMOANYHKTE "K' MYHKTaA 4
yactm 3 ctatbu 17 HacToAwero CDe,u,epaanoro 3aKOHa. B oTHoweHun NEKapCTBEHHbLIX NpenapaTtoB ANA
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BETEPUHAPHOIO NPUMEHEHUA, NMONYYEHHbIX C MPUMEHEHNEM FE€HHO-UHMKEHEePHO-MOANPULNPOBAHHDIX
OpPraHM3MOB WM COAEPXALWMX TaKMe OPraHM3Mbl, AOMNOJIHUTENbHO NPEeACTABAAIOTCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactun 3 ctaTtbm 17 HacToAwero PegepanbHOro 3aKoHa.

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

4.3. 3asBuTenb BMpaBe MNPeAcTaBUTb C 3aAB/IEHUMEM O MOATBEPXKAEHUN [OCYyAapCTBEHHOM
perncrtpaumMm  JeKapcTBEHHOro  npenapata KOMMID  AOKYMEHTA, NoATBepXAatowero  ynnaty
rocygapcTBEHHOM MOLWMHbI 33 MOATBEP)KAEHWE TOCYAAPCTBEHHOM pPerucTpaumMm IeKapCTBEHHOIO
npenapara, a TaKXe BblgaBaemble (NpeaocTaBasemble) yNoNHOMOYEHHbIMU deaepasibHbIMM OpraHamu
NCNOJIHUTENbHOW BNACTU AOKYMEHTbI (CBeAeHUS), YKa3aHHbIe B MyHKTax 2 U 3 yacTu 4 HacTosLWwen cTaTbm.
B cnyyae ux HenpeacTtaBneHMA YNONHOMOYEHHbIM deaepanbHblii opraH WCNOAHUTENbHOW BNACTU
3anpalmBaeT yKasaHHble 4OKYMEHTbI (CBeAeHUs) B NOPAAKE MEXBEAOMCTBEHHOrO MHPOPMALMOHHOTO
B3aMMoOAeNnCcTBUs.

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

5. B TeueHuMe pgecatn paboumx AHeW €O AHA NPUHATUA 3aAB/IEHMA O MNOATBEPXKAEHUM
rocyfapCcTBEHHOW pPerncrTpauum AeKapCTBEHHOro npenapaTta U AOKYMEHTOB, COAEPKALUMX pe3yabTaTbl
MOHUTOPUHTA 3¢ HEKTUBHOCTM M 6E30MaCcHOCTU IEKAPCTBEHHOIO NpenapaTta, NPOBOAMMOrO AEPKATE/IEM
WAW  BNagenbuemM  PermcTpauMoHHOrO  YAOCTOBEPEHMA  JIEKAPCTBEHHOrO  npenapata  ambo
YNOJHOMOYEHHbIM MMM IOPULUYECKMM TNLOM, YNIOAHOMOYEHHDBIN dpeaepanbHblii OpraH UCNONHUTENbHON
BNACTU:

1) NpoBOAMT MPOBEPKY MOAHOTbI CBEAEHWUW, COAEpKaMXCA B NPeACcTaB/AeHHbIX 3asBuTesem
AOKYMEHTaXx;

2) NpUHMMaET peLieHne O NPoBeAeHNN UaM 06 OTKase B MPOBEAEHMMU IKCMEPTU3bl OTHOLIEHMSA
0XKMAAEMOW NOJb3bl K BO3MOXKHOMY PUCKY NMPUMEHEHMA NEKapCTBEHHOro npenapaTta Ha OCHOBaHWM
pe3y/bTaToB MOHUTOPUHra 3pPEeKTUBHOCTM M 6e30NacHOCTM NeKapCTBEHHOrO NpenapaTa, NPOBOANMOrO
AepyKaTenem Wau BnageNblem PerncTpaumoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOrO npenapata Anbo
YNOAHOMOYEHHbIM MMM IOPUANYECKUM NINLOM, a TaKKe deaepanbHbiM OpraHOM UCNOJTHUTENIbHOW BNACTH
B COOTBETCTBMU C TpeboBaHUAMM CcTaTbh 64 HacToAwero ®efepanbHOro 3aKoHa;

3) yBesomnneT B 3/MEKTPOHHOW ¢GopmMe UM MUCbMEHHOW dopme 3aABUTENNA U IKCMepTHoe
yupexgeHme o MPUHATOM pelleHuM Anbo B c/yvae NPUHATMA pelleHMAa ob OTKase B MNpoBeaeHUu
3KCNepTU3bl YKa3bIBAeT NPUUYNHbBI TAKOTO OTKa3a.

6. B cnyyae BbiaBAeHWUA HEAOCTOBEPHOCTM U (MNK) HEAOCTAaTOMHOCTU MHPOPMALMK, CcoaepsKaLLencs
B NPeACTaB/IeHHbIX 3aABUTENEM AOKYMEHTAX, YNONHOMOYEHHbIN degepanbHblii OpraH UCNOAHUTENbHOM
BJaCTWU HanpasnseT 3aABUTENt0 3anpoCc 06 YTOYHEHUW YyKasaHHOW MHbopmaumu. 3anpoc
YNOAHOMOYEHHOTO  deaepanbHOro  opraHa  WCNOIHMTE/NbHOW  BNacTM  MOXKeT 6biTb  NepepaH
YNOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JIMYHO MOA PACMMCKY, HanpaBieH MO NoyTe 3aKasHbiM
NMUCbMOM MAWN NepeaaH B 3N1EKTPOHHOM Gopme NO TeNEKOMMYHMKALMOHHbIM KaHanam cBsA3u. B ciyyae
Hanpae/seHMs 3anpoca yno/sHOMOYeHHOro ¢geaepasbHOro opraHa MCMOMHUTENbHOM BAACTU MO NouyTe
3aKasHbIM MWUCbMOM OH CUYMTAETCA MOJYYEHHbIM MO WMCTEYEHWW LWeCcTU AHeN C AaTbl Hanpas/ieHun
3aKa3HOro NUcbma.

7. 3assutenb o0b6aA3aH npeacrtaBuTb OTBET Ha 3anpoC ynoJIHOMOYEHHOIo d)ep,epaanoro OpraHa
NCNOJIHUTENbHOWN BNACTU B CPOK, HE I'IDEBbILLIaIOLLI,Mﬁ AeBAHOCTa pa6oq|/|x AHEVI CO AHA ero noayvyeHuA.
CpOK, YK333HHbII7I B Yactm 5 HaCTOHU.LEﬁ CTaTbW, NPUOCTAaHAB/INBAETCA CO AHA HanpaB/aeHNA 3aABUTENIO
3anpoca ynoJHOMOY€E€HHOro d)e,qepaanoro OpraHa NCNO/IHUTENbHON BAIACTK A0 OHA nonyyYyeHuna mm
COOTBETCTBYHOLLEIO OTBETA N HE YYUTbLIBAETCA NPU UCHUCNTIEHNN CPOKa NOATBEPKAOEHNA FOCY,EI,apCTBeHHOVI
perncTtpaumnmn nekapCrBeHHOro npenapara.

8. OcHoBaHMeMm AN OTKasa B nposeaeHMN 3SKCNEPTU3blI OTHOLUEHUA omwp,aemoﬁ nonb3bl K
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BO3MOXHOMY PUCKY NPUMEHEHUS IeKapCTBEHHOrO NpenapaTta ABAAeTCA Npe/cTaBlAeHne AOKYMEHTOB,
coaepalmx pesynbraTbl MOHUTOPUHIa 3¢ dEKTUBHOCTU M HE30MacHOCTM NeKapCTBEHHOro Npenapara, 1
(vnn) B OTHOLIEHUMM OUONOTMYECKMX JIEKAapPCTBEHHbIX MPenapaToB pPe3ynbTaToB OCYLLECTB/AEHUA
MEeponpuATUIA B COOTBETCTBUM C MAAHOM YMPaBAEHMA PUCKaMMU, YTBEPXKAEHHbIM YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJIHUTE/IBHOM BNACTM NPU OCYLLLECTB/IEHUM TOCYAAaPCTBEHHOM perncrpaumm
JIEKapCTBEHHOrO NpenapaTta, B HENOJIHOM 0b6beme, oTcyTcTBME MHPOPMaUUM, noaTBepKaatowen dakT
yNAaTbl roCy4apCTBEHHOM MOLW/IMHbBI 33 NOATBEPKAEHME rOCY4apPCTBEHHOM PerncTpaLmnm IeKapcTBEHHOTO
npenapata, "Mbo HenpeacTaBAeHUE 3aABUTE/IEM B YCTAHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B 4acTn 6
HacToALLEN CTaTbM 3aMpocC YyNoJIHOMOYEHHOro deaepasibHOro OpraHa UCMNOJIHUTE/IbHOM B/1AacTH, a TaKXKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTax MHPopMaLMM, KOTopasa A0/IXKHA ObITb B HUX OTPaXKeHa.

9. 3KcnepTvM3a OTHOWEHUS OXKMAAEMOW MNOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHMUSA
NleKapcTBEHHOTO NpenapaTta B Lenax NoATBep:KAeHUs rocyAapcTBEHHOM perncTpaumm NeKapcTBeHHOro
npenapaTta NPOBOAMUTCA KOMMUCCUEN IKCMEPTOB 3KCMEPTHOrO YUYPEKAEHUA B CPOK, HE MpeBblwatoLwuit
COpOKa pabounx aHew.

10. B cnydae HeAOCTaTOYHOCTM MPeACTaBAEHHbIX 3KCNepTy maTepuanos A4 [AadvM 3aKAH4YeHUs
aKcnepT obpalaerca K pyKOBOAMTENIO IKCMEPTHOIO YYPEXAEHUS O NPeAOoCTaBeHNUN eMy HeobXoANMbIX
MaTepuanoB. PyKOBOAMUTE/Ib SKCMEPTHOMO yypexkaeHua obpallaeTcs ¢ COOTBETCTBYIOWMM 3arnpocom B
YNOJHOMOYEHHbIN defepasbHbI OPraH UCMONHUTENBHOM BNACTW, BblAABLUMI 3a4aHMe Ha NpoBeseHmne
9KCNepTn3bl OTHOLWIEHUA O)KVILI,BGMOVI NOoN1b3bl K BO3MOXHOMY PUCKY NMPpUMeHeHUA NeKapCTBeHHOro
npenapata Ha OCHOBAaHWW OOKYMEHTa, COAEP’Kallero pesysbTaTbl MOHUTOPWUHra 3¢$GEKTUBHOCTU U
6€e30MacHOCTM JIeKapCcTBEHHOro Npenapara. B TeyeHne NATK paboumnx gHel co AHA NOCTyNAeHMs 3anpoca
PYKOBOAMTENSA SKCMEPTHOTO YYPEXKAEHUA YKasaHHbIM dpeaepasibHbii OpraH MCMOJHUTENbHOW BAACTU
HanpaB/seT 3afBUTE/II0 3aNpoC O NPeACTaBNeHNNn HeobXoAUMbIX MaTepuanos, KOTOPbIA MOXKET ObiTb
nepegaH ynoaHOMOYEHHOMY MpPeACTaBUTENO 3aaBUTENA NIMYHO NOoA PacnucKy, HanpasaeH Mo nouyte
3aKa3HbIM MMCbMOM WM NepesaH B 31eKTPOHHOW dopMe No TeIeKOMMYHUKALUMOHHbIM KaHanam CBA3W.
B cnyyae HanpasaeHMA 3anpoca ynoaHOMOYeHHoro gpesepanbHOro opraHa UCNOIHUTENbHOM BAaCcTU No
noyte 3aKasHbiM MUCbMOM OH CYUMTAETCA NOJIYYEHHbIM MO UCTEYEHUWN LIECTU AHEel C AaTbl HanpasaeHus
3aKa3Horo nucbma.

11. 3anBuTenb 0b6A3aH NpPeacTaBUTb OTBET HA 3aMpPOC YNOJHOMOYEHHOIO deaepasbHOro opraHa
WCMNOJIHUTENbHOM BNACTM B CPOK, HE MPEBbIWAOLWNA LWECTUAECATU Paboumx AHEWH Co AHA NOay4YeHun
YKa3aHHOro 3anpoca. YNo/JIHOMOYEHHbIN deaepanbHblii OpraH WUCNOJHUTENbHOW BNACTW, BblAABLUMIA
3ajaHMe Ha MNPOBEAEHME IKCMEepTU3bl OTHOLWIEHUS OMMUAAEMOM MONb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHMA JIEKapCTBEHHOro MpenapaTa Ha OCHOBaHWW OOKYMEHTa, COAEprKallero pesy/bTaTbl
MOHUTOPUHIA 3dPEKTUBHOCTU M HE30MacCHOCTM JIEKAPCTBEHHOMO NpenapaTta, B TeyeHue natu paboumx
OHel co AHA NOCTyN/eHUs OT 3asaBUTENA OTBETa Ha 3anpoc YNOJHOMOYEHHOro ¢gefepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTU HanpaB/sfeT 3TOT OTBET B SKCNEPTHOE yUupexaeHue. B cnyyae HenpeacTaBaeHus
Mo UCTEYEHUN WeCTMAECATU pabounx gHen 3aaBMTENeM OTBETA Ha YKa3aHHbIM 3anpoc YNoJIHOMOYEHHbIM
denepanbHbIit OpraH MCNONHUTENIbHOM BAAacTM, BbIAABLWIMA 3afaHWe Ha NpoBeAeHWEe 3KCNepTu3bl
OTHOLUEHUS OXMOAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro npenapaTta Ha
OCHOBAHWUM [AOKYMEHTA, COAepXKallero pesynbTaTbl MOHUTOPMHIA 3GdEKTUBHOCTM M 6e30NacHOCTU
JIeKapCTBEHHOrO MpenapaTta, B Te4YeHWe NATU paboumx AHel HanpaBAsfeT B IKCMEPTHOE yuyperkaeHue
yBEAOM/IEHNE O HenpeacTaBAEeHUN 3aaBUTENIeM OTBETA Ha 3aMnpocC YKa3aHHOro opraHa. Bpemsa co aHsA
HanpaB/fieHMs 3aMpPoCa 3KCNEPTHOrO YYPEeXAEeHUs B YMNONHOMOYEHHbIN denepanbHblii  opraH
WCMNOJIHUTENBbHOM BNACTUM A0 AHA MNOJYYEHUA ISKCMEPTHbIM yypexgeHMem OTBEeTa Ha 3anpoc WM
YBEAOMNIEHUA O HenpeacTaBleHMW OTBETA Ha 3anpoC He Y4YMTbIBAeTCA NPU WUCUYUC/IEHUM CPOKA
NpoBeAEeHMA 3KCNEPTU3bl OTHOLIEHWS OXMAAEMOM MNO/b3bl K BO3MOMHOMY PUCKY NPUMEHEHUA
JIeKApCTBEHHOrO Mpenapata Ha OCHOBaHMM [OOKYMEHTa, COAEpXKaLLero pesynbTaTbl MOHWUTOPWHIA
3¢ deKTUBHOCTU 1 6€30MACHOCTM JIEKAPCTBEHHOTO Npenapara.

12. B CPOK, He I'IpEBbILLIaPOLLI,Mﬁ AecAaTn pa60Lu4x I,CI,H@VI CO AHA nony4yeHnAa 3akn1rvYeHna KoOMnUccmnm
9KCNEPTOB NO pe3ysibTaTaM 3KCNEPTU3bl OTHOLWEHUA O)KI/I,EI,aEMOﬁ nonb3bl K BO3MOXXHOMY pPUCKRY



NPMMEHEHNA NIeKaPCTBEHHOrO Mpenaparta, COOTBETCTBYIOLWMIA YNOAHOMOUYEHHbIM deaepanbHblit opraH
NCMNONHUTENbHOW BNACTU:

1) ocyuliecTBAAET OLLEHKY 3TOro 3aK/loYeHUs A0S onpefesieHuUs ero COOTBETCTBMA 3a4aHMUI0 Ha
npoBeAeHMe YKa3aHHOM 3KCNepTM3bl;

2) NpUMHMMAET pelleHMe O MOATBEP)KAEHWUU TOCYAAPCTBEHHOW PErucTpaumm NeKkapCTBEHHOTO
npenapata uaM o6 OTKase B MNOATBEPKAEHMWU TOCYAAPCTBEHHOM pPerncTpaummn NeKapcTBEHHOro
npenapara;

3) BHOCMT MNpWU MNPUHATUN pPEEeHUA O NOATBEPKAEHMM TOCYHAAPCTBEHHOW pernctpaunm
NleKapcTBEHHOTO npenapaTta CBeAeHUA B roCyAapCTBEHHbIN peecTp NIeKapCTBEHHbIX CPeACTB U BblaaeT
3aaBuUTENt0 BeCCPOYHOE PerncTPaLMoHHOE YA0CTOBEPEHME IEKAPCTBEHHOro Npenapara.

13. OcHOBaHMEeM AnA OTKasa B NOATBEPXKAEHUM roCyAapCTBEHHOM PerncTpaumm NeKapcTBeHHOro
npenapata ABAAETCA 3aKAOYEHME COOTBETCTBYHOLLEFO YNOJAHOMOYEHHOro ¢denepanbHOro opraHa
WCNOJIHUTENbHOW BNIACTM O TOM, YTO PUCK NMPUYUHEHWUS BPena 340POBbI0 YENOBEKA W/IM KUBOTHOIO
BCNeACTBUE NPUEMA NEKAPCTBEHHOIO NpenapaTa npesbiwaeT 3GPeKTUBHOCTb ero NPUMEHEHMA.

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

14. B nepuon npoBeAeHMA Mpoueaypbl MNOATBEPKAEHMA TOCYAAPCTBEHHOM perucTpaumm
JIeKapCTBEHHOrO NpenapaTa ero obpalleHne B Poccuiickoit ®esepaumm He NpUOCTaHaBAMBAETCA.

15. [JdonyckaeTcA ob6palileHMe NeKapCTBEHHbIX MPEnapaToB A0 WCTEYEHUA CPOKa FOAHOCTH,
NPOM3BEAEHHbIX B TeYeHMe CTa BOCBMWUAECATM KajfeHAapHbIX JAHeM nociae AaTbl NPUHATUA
YNOJIHOMOYEHHbIM defepasbHbIM OPraHOM WCMOJIHUTENbHOM BAACTU pPeleHna O NOATBEPKAEHUU
rocy4apCcTBEHHOM PErncTpaunmn, B COOTBETCTBUM C MHPOPMaLMeElN, cofeprkalleica B OOKYMEHTax
PEerucTpaLnoHHOro 40Cbe Ha NIeKAaPCTBEHHbIV Npenapar 40 AaTbl MPUHATUA TAKOTO PeLleHus.

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

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

1. B uensax BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEprKaLlMeca B PerncTpaLMoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbI NEKAPCTBEHHbIN MNpenapaTt gns MeaULMHCKOIO NPUMEHEHUA, AepKaTenb WU
Bnagenel, perncTpauMoHHOIO yaoCTOBEPEHUA NIeKAapCTBEHHOro npenapaTta WaM YNOJHOMOYEHHOE UM
Apyroe lopugmyeckoe MU (fanee B HACTOALWEN CTaTbe - 3aABUTESb) NPEACTABAAET B YNONHOMOYEHHbIN
depepancHbIt opraH UCNONHUTENIbHON BNACTU 3asAB/JIEHWE O BHECEHWWM TAaKMX U3MeHeHul no dopme,
YCTAHOB/IEHHOM YNOAHOMOYEHHbIM defepasibHbIM OPraHOM UCMOJIHUTENIbHOM BAACTU, U NpUAaraemble K
HEeMY M3MEHEHMA B yKa3aHHble AOKYMEHTbI, a TaKXe AOKYMEHTbI, MOATBEpKAAloLWME HEOOXOAMMOCTb
BHECEHWUA TaKUX U3MEHEHUN.

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

1.1. Npn HeOBXOAMMOCTM BHECEHUA B AOKYMEHTbI, COAEPKaLLMECcs B PerucTpaumoHHOM A0Cbe Ha
3apernucTpUpoBaHHbI  JIeKapCTBEHHbIM NpenapaTt Ans MeAWUMHCKOTO MPUMEHEHUS, U3MEHEHWN,
YKa3aHHbIX B MyHKTe 3 4acTu 2 HacToAlel CTaTbM U TPebylowux NpoBeAeHUsA 3KCNepTUsbl KayecTsa
NIeKapCTBEHHbIX CPeACTB, 3aABUTE/b AONONAHUTENIbHO NPeACTaBAAET B YNOAHOMOYEHHbIW peaepanbHbIi
opraH WCMNONHWUTENbHOM BNAcTU CBeAeHUs O AaTe NpeAoCTaBNeHUA U PerncTpauMoHHOM Homepe
JNIMLLEH3UN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB WAW CBeAeHUs O JaTe NpeAoCTaBleHus U
PerucTpaLumMoHHOM HOMepe 3aK/YeHMA O COOTBETCTBUM MPOM3BOAUTENSA NIEKAaPCTBEHHbIX CPEeACTB
TpeboBaHMAM NpPaBWUA HaaNe)kallei MNPOM3BOACTBEHHOW MPAKTUKM, BblAaHHbIX (NpeaocTaBAEHHbIX)
YNOJIHOMOYEHHbIM deaepanbHbIM OpraHoM UCMONHUTENIbHOW BAACTU B OTHOLIEHUM U3MEHEHHOM U (Man)
O0MNOIHEHHOM NPOU3BOACTBEHHOM NIOWAAKN IeKapCTBEHHOTO Npenapara, B c/ly4yae, ec/iv NpoM3BOACTBO
NleKapcTBEHHOro npenapaTta ocyuiectensetca B Poccuiickolt Pepepauumn, nubo ceeaeHns o Aaare
npefocTaBAeHNa W  PerucTpaLmoHHOM HOMepe BblAAHHOM YNOJAHOMOYEHHbIM OpPraHoOM CTPaHbl
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nNpou3BoAMTENA INLEH3UN HA MPOU3BOACTBO JIEKAPCTBEHHOMO NpenapaTa U ee NepeBos Ha PYCCKUM A3bIK,
3aBepEeHHbIe B YCTAaHOB/IEHHOM MOPAAKE, A TAK¥Ke CBeAEHUA O AaTe NPeAOCTaBAEHNA U PETUCTPALLUOHHOM
HOMepe 3aKNOYEHNA O COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPEeACTB TpeboBaHMAM MpaBun
Hag/eXKallelr NPoOn3BOACTBEHHOM MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM defepanbHbiM OpraHoOM
WCMNOJIHUTENbHOM BNACTU B OTHOLWEHUM W3MEHEHHOW M (MAKu) [AONOJHEHHOW NPOW3BOACTBEHHOM
NJOWAAKN NEKAPCTBEHHONO NpenapaTta, UAM CBEAEHMA O AaTe NPefoCTaBAeHUA U PErncTPaLUOHHOM
HOMepe pelleHns YynoJHOMOYEeHHOro ¢peaepanbHOr0 opraHa UCMOIHUTENbHOM BAACTU O NPOBEAEHUM
WHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHbIX CPeACcTB B CAyvyae, eCcau  NpOM3BOACTBO
JIeKapCTBEHHOTO NpenapaTta OCyLWecTBAAETCA 3a Npegenamm Poccuiickon depepaumim.

(yacTb 1.1 BBeaeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. Mpy HeO06XOAMMOCTM BHECEHUS B JIOKYMEHTbI, COAEPKALLMECA B PEMMCTPALMOHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIMA NEKAPCTBEHHbIM nNpenapat And MeAMUMHCKOTO NPUMEHEHMUA, WU3MEHEHUN,
YKa3aHHbIX B NyHKTe 4 4yacTu 2 HaAcTosAlWeN cTaTbM U Tpebylowmx NPOBEAEHUA IKCNEepTM3bl KayecTsa
JIEKapPCTBEHHbIX CPEeACTB, 3asBUTENb AOMNOJHUTE/IbHO NPEeACTaBAAEeT B YNO/JHOMOYEHHbIN dpeaepanbHbIi
OopraH WCMNONIHUTENbHOW BNacTU CBeAeHUs O AaTe NpeaocTaB/lieHMA W PErncTpaumoHHOM Homepe
JIMLUEH3UN HA MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WM CBEAEHWA O pAate MNpPeaoCTaBAEHUs U
PErncTpaLMOHHOM HOMEpPE 3aKAOYEHMA O COOTBETCTBMM MNPOM3BOAMTENA JIEKAPCTBEHHbIX CPeacTs
TpeboBaHMAM NpaBWA HadjeKallleld NPoU3BOACTBEHHOM NPAKTUKKU, BblAAHHbIX (NpPeaocTaB/ieHHbIX)
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOJAHUTENBHOW BAACTM B OTHOLIEHMM NPOU3BOACTBEHHOM
NAOWAAKN NIeKapCTBEHHOIO MpenapaTta, B C/Ay4Yae, eciv NPOM3BOACTBO JIEKAPCTBEHHONO MpenapaTta
ocywecTsnaetca B Poccuinckon  Pepepaumn, nmbo cBegeHMs O Aate  nNpefocTaB/iieHUs U
perncTpauMoHHOM HOMepPE BblAaHHOMN YNONHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS IULLEH3MM Ha
NPOW3BOACTBO JIEKAPCTBEHHOrO npenapata W ee nepeBos Ha PYCCKMA A3bIK, 3aBepPeHHble B
YCTQHOB/IEHHOM MOPSAKE, a TaKXe CBeAeHUA O [aTe NPefoCTaB/eHUs U PErmcTpaLMoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM MpasBun
Hag/eXKallelr NPoOu3BOACTBEHHOW MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM ¢denepanbHbIM OpraHoOM
NCNO/IHUTENbHOWN BNACTU B OTHOLLEHWM NPOM3BOACTBEHHOMN NAOLWAAKM IEKAapPCTBEHHOTO Npenaparta, un
CBefleHMa o pJate NPeAoCTaBNEHUs M PerucrpaulyMoHHOM HOMepe peLllieHMa  YNoJHOMOYEeHHOro
desepanbHOro opraHa MCNONHUTENIbHOM BNacTM O MNPOBEAEHMUM WHCNEKTUPOBAHUA NPOU3BOAUTENS
JIeKapCTBEHHOIO CPeACTBa B C/ly4ae, ec/iv NPOU3BOACTBO IEKAPCTBEHHOro NpenapaTa ocyLecTBAAeTcs 3a
npeaenamu Poccuiickoin Pegepaumn.

(yacTb 1.2 BBegeHa PeanepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-d3)

1.3. MpUHATUE pelleHns O BHECEHUM M3MEHEHUN UM 06 OTKase BO BHECEHUU U3MEHEHWUI B
OOKYMEHTbI, coaeprkalumeca B PEerMcTpalMoOHHOM [0Cbe Ha 3apPervcTPUPOBAHHbIN JIEKapCTBEHHDbI
npenapar 418 MeANLUHCKOro NPUMEHEHUS, B Cly4ae He0bX0AMMOCTU NPOBEAEHMA SKCMEPTMU3bI KavecTBa
NIeKapCTBEHHbIX CPEACTB U (MAKU) 3KCNEPTMU3bl OTHOLUEHUS OMKMUAAEMOM MOJIb3bl K BOSMOXHOMY PUCKY
NPMMEHEHWSA JIEKAPCTBEHHOIO NpenapaTta AnAa MeAULUMHCKOrO NPUMEHEHMA OCYLLLECTBAAETCA B CPOK, He
NPEeBbILAOWNA AeBAHOCTA Pabounx gHeN, a B OCTa/IbHbIX C/ly4aax B CPOK, HE MPEBbLIWAOWMIA TPMALATH
pabouunx AHeN co AHA MPUHATUS YNOJHOMOYEHHbIM denepasibHbIM OPraHOM UCMOJHUTENbHOM BNACTU
3aAB/IEHMA O BHECEHUM TaKUX U3MEHEHUN.

(yacTtb 1.3 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

1.4. YNonHOMOYEHHbIN deaepanbHbliii OpraH MCNOAHUTENbHOM BAACTU C y4eTOM pesy/bTaToB
dbapmaKkoHaa3opa M NPOBEPOK COOTBETCTBMA NIEKAPCTBEHHbIX CPEACTB, HAaXOAALMXCA B rpaKAaHCKOM
060opoTe, YCTaHOBAEHHbIM TPeboBaHMAM K WX KadecTBy B TedeHMe AecAT pabounmx AHei co AHA
NOCTYN/IEHNA COOTBETCTBYHOLWEN MHPOPMALMM pasmellaeT Ha cBoemM OdMLMANbLHOM caiiTe B CeTu
"MHTepHeT" cBegeHMA O HEOBXOAMMOCTM BHECEHMA B MHCTPYKLMIO MO MEAULMHCKOMY MPUMEHEHMIO
NleKapcTBEHHOro npenapata U3MEHEHWUA B OTHOLIEHWM CBEAEHMI O MOKasaHMAX ANA NPUMEHEHMA U
NPOTMBOMNOKA3aHUAX 1A MPUMEHEHMUS NEKAPCTBEHHOrO NPenapaTta, BbIABNEHHbIX NOOOYHbIX AeNCTBUAX,
HexkenaTesIbHbIX PeaKkuusax Npu NMPUMEHEHMM JIEKAPCTBEHHOro npenapaTta U yBefomseTr o6 3Tom B
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3/1eKTPOHHOW dopme MAM NUCbMEHHOM dopme (Ha BymarkHOM HocuTene) aepxKatens UauM Bnaaenbla
PEervcTPaLMoOHHOrO YAO0CTOBEPEHMSA JIEKAPCTBEHHOrO npenapata (MAn ynoJHOMOYEHHOE MM Apyroe
lopugMyecKkoe nLUO), a TaKKe Agepkatener WM BAAAENbLEB PErucTpaumMoHHbIX YAOCTOBEpPEHWUi
JIeKapCTBEHHbIX NPEnapaToB (MAN YNTONHOMOYEHHbIX UMW APYTUX IOPUANYECKUX L), KOTOpble ABNAIOTCA
B3aMMO3aMeEHAEMbIMMU.

(yacTtb 1.4 BBegeHa depepanbHbim 3aKoHOM OT 27.12.2019 N 475-93)

1.5. [epxaTenb nau snagenew, permcTpaunoHHOro yaocToBepeHmsa NeKapCcTBEHHOMo npenapara, a
TaK¥Ke AeprKaTenu Uam Bnagenblbl PercTpaLMOHHbIX YAO0CTOBEPEHWUI NEKAPCTBEHHbIX NpenapaTos (uam
YNO/IHOMOYEHHbIE MMMKU ApPyrve lpUaMYEcKMe nuua), KoTopble ABAAIOTCA B3aMMO3aMeEHAEMbIMM,
06A3aHbl NPeACTaBUTbL B YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCNONHUTENBHOM BNAACTU 3a8BNEHUSA O
BHECEHMM M3MEHEHWM B  [AOKYMEHTbl, CoAepKawmecs B  PErucTpauMoOHHbIX [doCbe  Ha
3aperncTpmMpoBaHHblie NeKapCTBEHHble npenapaTtbl 4NA MeAULMHCKOro MPUMEHEHMA, B OTHOLIEHUMU
CBEAEHUN, YKA3aHHbIX B MHCTPYKLUUN NO MeAULMHCKOMY NMPUMEHEHUIO NIEKAPCTBEHHbIX NpPenapaTos, B
TeYeHue copoka paboumx AHel Co AHA pasMELLeHUs YNONHOMOYEHHbIM deaepasbHbIM OpraHom
NCNONIHUTENbHOW BNacTU MHOPMALMKM, YKa3aHHOM B yacTh 1.4 HacToAwel cTaTbk. [JaHHoe TpeboBaHue
HE pPacnpoCTPAHAETCA HA C/Ay4anm BHECEHMA B WHCTPYKUMIO MO MEANLMHCKOMY MPUMEHEHUIO
NIeKapCTBEHHOrO npenapata WM3MEHEHWI B OTHOLWEHWM HOBbIX MOKasaHUM ANA NPUMEHEHMUA
JIeKapCTBEHHOIO NpenapaTa Ha OCHOBAHWM PE3Y/1IbTaTOB COOTBETCTBYIOLWMX UCCAEA0BAHUMA.

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

2. JKcnepTu3a IeKapCTBEHHbIX CPeACTB B YacTU SKCMEepPTM3bl KauecTBa IeKapPCTBEHHOTO cpeacTsa U
(MNn) 3KCNEepTM3bl OTHOLLIEHMA OXKMUAAEMOM NOb3bl K BO3SMOXHOMY PUCKY NPUMEHEHUSA NEKAPCTBEHHOTO
npenaparta A8 MeAULMHCKOTO MPUMEHEHUA NPOBOAUTCA B C/lyYae BHECEHUSA U3MEHEHUI B AOKYMEHTbI,
cogeprkawimeca B PerncTpauMoHHOM A0Cbe Ha 3aperncTpUpoBaHHbIM NEKapCTBEHHbIM npenapat, B
OTHOLLEHWUMU:

1) cBefeHWN, YKasaHHbIX B MHCTPYKUMM MO MEAUUMHCKOMY MPUMEHEHMUIO NEKAPCTBEHHOTO
npenapara:

a) NeKapCTBeHHaA cbopma C YKa3aHuem HaMMeHOBaHMN N KOJIMYECTBEHHOIO COCTaBa AeﬁCTBYI'OLLI,MX
BeLwecTB U Ka4eCTBEHHOro COCTaBa BCNOMOraTe/ibHbIX BeLWeCTB (an HEO6XO,£I,MMOCTM KO/1IM4eCTBEHHOIO
COCTaBa BCNOMOTraTe/ibHbIX BeLLI,ECTB);

6) dapmakogMHamMKa M GapMaKOKMHETMKa (33  uckaoyeHMemM  papMaKOKUHETUKU
romMmeonaTUYecKmnx IeKaPCTBEHHbIX NPENapaToB U PACTUTE/IbHbIX IEKAPCTBEHHbIX NPENApaTos);

B) NOKa3aHUA AN NPUMEHEHWSA;
r) NPOTMBONOKAa3aHUA ANA NPUMEHEHUS;
A1) Mepbl NPeAoCTOPOXKHOCTM NPU NPUMEHEHUY;

E) YKa3aHne BO3MOMHOCTU WU ocobeHHocTel NPUMEHEHNA NEeKAPCTBEHHOIoO npenapata A4naAa
MeONLUUNHCKOIoO npumeHeHuA GGDGMEHHbIN\M XKEeHWHnHamy, XKeHlwmHamnm B nepumon rpyaHoro
BCKapmanBaHuA, eTbMU, B3POC/1IbIMU, UMEKLLMMU XPOHUYECKNE 3a60}'IEBaHWr'I;

X) peXXMM A03MPOBaHUA, CNOCobbI BBEAEHUA U MPUMEHEHMSA, NPU HEOBXOAMMOCTM BpeMa nNprema
JIeKapCTBEHHOro npenapara, NPoA0/IKUTENbHOCTb SIeYeHUs, B TOM Yynucae y AeTell 40 M Noc/ie OA4HOro
roaa;

3) BO3MOXHble NOBO0YHbIe AGVICTBMH M HeXenartesbHble peakuun npu npumeHeHuu
NNeKapCTBEHHOTIO nNpenapaTta,

M) CMMNTOMbI Nepeno3npoBKU, Mepbl MO OKa3aHWO NOMOLLM NPU Nepego3npoBKe;
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K) B3aumogaeicTeue ¢ ApYrMmn 1ekapcTBeHHbIMM NpenapaTamm U (MAKn) NULLEBLIMKU NPOAYKTaMU;
n) GopMmbl BbINyCKa €KAaPCTBEHHOTO npenapara;

M) yKasaHue (npu HeobxoAuMOCTM) 0COBEHHOCTel AeNCTBUA NEeKapCTBEHHOro npenaparta npu
nepBoOM NpUemMe Un NP ero OTMeHe;

H) cBeaeHnA 0 BO3SMOXHOM BIMAHUN NEKAPCTBEHHOTO NpenapaTta 414 MeANUMNHCKOIo npumeHeHuA
Ha CNocobHOCTb ynpasB/iATb TPAHCNOPTHbIMU CpeacCTBaMnN, MEXaHNU3MaMWU;

0) CPOK roAHOCTU U yKa3aHMe Ha 3anpeT NPUMEHEHMWA NeKapCTBEHHOro npenapata no UCTeYeHUn
CPOKa rogHocTy;

M) yCNOBUA XpPaHEHUS;

p) ycnoBus oTnyckKa;

2) cocTaBa JIeKapCTBEHHOro Npenapara 414 MegUUMHCKOro NPUMEHEHUS;

3) usmeHeHMsA MecTa NPOM3BOACTBA IEKAPCTBEHHOrO Npenaparta 414 MegUUMHCKOro NPUMEHEHUS;

4) u3MeHeHMA nMokKasaTenel KadyecTBa JIeKapCTBEHHOro npenapata Ana MeAULMHCKOro
npuMeHeHna 1 (Uan) MeToa0B KOHTPO/IA KayecTBa JIEKAapPCTBEHHOro npenaparta A8 MeauLMHCKOro
NPUMEHeHUs;

5) usmeHeHMA CPOKa roAHOCTM IeKapcTBEHHOro Npenapara 414 MeAUUMHCKOro NPUMEHeHUs;

6) cBeaeHUI N 0 HEOBXOAMMOCTU BHECEHUS UHbIX U3MEHEHUIA B MHCTPYKLUMIO MO MeAULMHCKOMY
NPMMEHEHUIO NIEKAPCTBEHHOrO MpenapaTa, a TaKXe B MHble [OOKYMEHTbl, cogepxKalmeca B
pPerncTpauMoHHOM A0Cbe Ha 3aPerncTpupoBaHHbLIN NIEKAPCTBEHHbIM Npenapat. MNpn 3Tom peleHne o
NpoBeAeHNN SKCNEPTM3bl KAYECTBa NEKAPCTBEHHbIX CPEACTB U (M/11) SKCNEepPTMU3bl OTHOLLEHWUSA OXKUAAEMOM
NoNb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA JIEKAPCTBEHHOro npenapata And MegUMUMHCKOro
NPMMEHEHNA NPUHUMAETCA B COOTBETCTBMMN C YTBEPKAEHHOMN YNONHOMOUYEHHbIM deaepaibHbIM OpraHOM
WCNOJIHUTENIbHOM BNACTU KAaccMdUKAUMEN U3MEHEHWUIA, BHOCUMMbIX B AOKYMEHTbI, cogepKalimeca B
PEerncTpaLMoHHOM AOCbE Ha 3aperncTpMpOBaHHbIV NEKAPCTBEHHbIN Npenapar.

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

3. 3asBuTeNb BNpaBe NpeacTaBUTb No COOCTBEHHON MHULMATMBE BMECTE C 3aABNEHNEM O BHECEHUM
M3MEHEHMA B [AOKYMEHTbl, COAeprKallMecs B PEerncrpauMoHHOM [OCbe HA 3aperMcTpupoBaHHbIN
JIeKapCTBEHHbIVM NpenapaT gas MeaUUMHCKOrO MPUMEHEHMA, KONUM OOKYMEHTOB, NMOATBEpPMKAAI0LLIMX
ynaaTy rocyfapCTBEHHOM MOLWMHbI 32 BHECEHWE B AOKYMEHTbI, COAEpMKalMeca B PermMcTpaLMoHHOM
[OCbe Ha 3aperucTpMpoBaHHbIN NEeKAPCTBEHHbIM npenapat Aaa MeAMUMHCKOrO MNpPUMEHEHUS,
N3MEHEHUN, TpebYOLWNX NPOBEAEHMA SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB B YaCTU SKCMEPTMU3bl Ka4ecTBa
JIEKapCTBEHHOIO CpeacTBa U (MK) 3KCNEPTU3bl OTHOLIEHUA OXUAAEMON MOJb3bl K BOSMOMKHOMY PUCKY
NpPMMeEHEHWs NEKAPCTBEHHOIO Npenapara 418 MeAULMHCKOTO NPUMEHEHMSA, rOCY4apPCTBEHHOM MOLLU/IUHbI
32 BHECEHWEe B [AO0KYMEHTbl, coAep’Kalmeca B PerncTpauMoHHOM [A0Cbe Ha 3aperncTpmMpoBaHHbLIN
NIEKAPCTBEHHbIN NpenapaTt 418 MegMUUHCKOro NPpUMMEHEHUA, USMEHEHWI, He Tpebylowmx NnpoBeaeHuA
3KCMNepTU3bl IEKAPCTBEHHOIO CPE/ICTBA, a TaK)Ke BblAaBaeMble (MpeaocTaBasemble) ynoAHOMOUYEHHbIMM
desepanbHbIMM OpraHaMmu UCMOJIHUTENbHOM BNACTU AOKYMEHTbI (CBeAeHMs), yKasaHHble B yacTax 1.1 u
1.2 HacTosiWwelh cTaTbM. B cayyae wux HenpeacTaBNeHMA YMNOJHOMOYEHHbIN deaepasnbHbI opraH
WUCNONIHUTENbHOW  BAAcTU  3aMpallMBaeT  YKasaHHble  OOKYMeHTbl (cBedeHus) B nopAake
MeXBeAO0MCTBEHHOIO MHGOPMALLMOHHOTO B3aMMOAENCTBUA.

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

4. B TeyeHune gecatu paGowlx ,CI,HEI‘;I CO AHA NOCTyNnN1eHNA YKa3aHHOIo B 4acCtu 1 HaCTOHLLI,el‘;I CTaTbU
3aAB/IEHNA U HeO6X0,EI,VIMbIX AOKYMEHTOB yI'IO}'IHON\O‘-IeHHbIﬁ d)ep,epaanblﬁ opraH NCNONHUTENbHOM
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BNacTu:

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

2) NpMHMMAET peLleHre O NPOoBeAEHNM YKa3aHHbIX B YaCTU 2 HACTOSLLEN CTaTbW COOTBETCTBYIOLLMNX
3KCNepTn3 NEKAPCTBEHHOIO CpeacTBa UaM 06 OTKase B UX NpoOBeAEeHUM;

3) yBegoMAAET B 3/IeKTPOHHOM UM NUCbMEHHON dopme 3aaBUTeNss O NPUHATOM peLleHUn UK B
CNyvae NPUHATUA pelleHns 06 oTKase B NpoBeAeHNN COOTBETCTBYIOLLEN SKCMepPTU3bl C YKa3aHNeM NPUYMH
TaKoro oTKasa.

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

4.1. B cnyyae BbIAIBNEHMA HELOCTOBEPHOCTM CBEAEHWUN, COAEepKALMXCA B MNpPeAcTaBNeHHbIX
3aABUTENIEM MaTepuanax, ynoJ1HOMOYEHHbIN denepanbHbli OpraH NCNOAHUTENBHOW BAACTU HanpasaseT
3aABUTE/NIO 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWI. [JaHHbIM 3anpoc MoXKeT OblTb nepenaH
YNOJHOMOYEHHOMY NpeacTaBUTEN0 3aABUTENA JIMYHO NOJ PACMUCKY, HanpaBaeH NO MoYTe 3aKasHbIM
MUCbMOM UM NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALMOHHbBIM KaHanam cBAsn. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbLIM MO UCTEYEHUN
LIecTu AHel ¢ AaTbl HANPaB/eHMA 3aKa3HOro NUCbMA.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM OT 25.11.2013 N 317-d3)

4.2. 3asButenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNoJHOMOYEHHOro deaepasnbHOro opraHa
WCNO/IHUTENBbHON BNACcTU B CPOK, HE MpeBbIWAoOWMA AeBAHOCTa paboymx AHel co AHA NnonyyeHun
AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4acTm 4 HacToswel cTaTbM, MPUOCTAaHABAMBAETCA CO AHA
HanpaBAeHMA 3aABUTE/IO 3aNPOCa YNONHOMOYEHHOro dpeaepanbHOro opraHa UCNOIHUTEIbHOM BNACTK A0
OHA NONYYEHUA MM OTBETa HA AAHHbIM 3aNpoC U He YYUTbIBAETCA MPU UCYUCNEHUM CPOKA MPUHATMA
peweHns O BHECEHUMUM WM3MEHEHUM B [AOKYMEHTbI, COAEprKalimecs B PerucTpauMoHHOM A0Cbe Ha
3aperucTpPUpPOBaHHbIN 1IeKapPCTBEHHbIN NpenapaT A8 MeAULMHCKOIO NPUMEHEHUS.

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

5. OcHOBaHMeM ANnA OTKasa B NPOBEAEHWM YKa3aHHbIX B YaCTWM 2 HACTOALLEN CTaTbM 3KCMEpPTU3
ABNAETCA NpeAcTaBieHNEe JOKYMEHTOB, NEPEUYMCAEHHbIX B YacTax 1 M 3 HacToALWen cTaTby, B HEMOHOM
obbeme, HenpeacTaBseHMe 3aABUTE/IEM B YCTAHOBJ/IEHHbIA CPOK OTBETA HAa YKa3aHHbIM B 4Yactn 4.1
HacToALEN cTaTbW 3aNPOC YNONHOMOYEHHOrO denepasbHOro opraHa UCNONHUTENIbHOM BAACTK, A TaKkKe
OTCyTCTBME B NPEeACTaBAEHHbIX LOKYMEHTaX AOCTaTOYHbIX CBEAEHUI, NOATBEPKAAOLLNX HEODXOANMMOCTb
BHECEHWUA U3MEHEHUMN, UK OTCYTCTBME MHDOPMaLLIMK, NOATBEPKAAtOWEN GAKT ynaaTbl FOCY4apPCTBEHHbIX
MOLU/IMH, YKA@3aHHbIX B 4aCcTW 3 HACTOALLEN CTaTbM.

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

6. YKa3aHHble B 4aCTM 2 HACTOALLEN CTaTbM 3KCNEPTU3bl MPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM
cTatbei 23 HacToAalero PeaepanbHOro 3akoHa.

7. B cpoK, He npeBbIWaoWmNin AecaT pabounx AHen co AHA NONYYEeHMA 3aKNHUYEHU KOMUCCUI
SKCNepToB MO pe3ynbTaTam YKa3aHHbIX B YacTW 2 HaCTOALWLEW CTaTbW 3KCMepTU3, YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOAHUTENbHOWN BNACTH:

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

1) nNpuHMMaeT peweHne O BHeCeHUU M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B
PEerncTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBEHHbIVI npenapatr agna meaumunHCKoro
npumMmeHeHuna, nan 06 0TKase BO BHECEHUU TaKUX N3MEHEHUI;

2) BHOCUT B FOCV,CI,apCTBeHHbIﬁ peecTp NeKapCTBEHHbLIX CPeacTB Ha OCHOBAaHUKM pelleHNA O BHECEHUU
M3MEHEeHUN B AOKYMEeHTbI, coaepxauwmeca B pPernctpaumMoHHOM AOoCbe Ha 3aperMCTpMpOBaHHbll71
ﬂeKapCTBEHHbIﬁ npenapart ana meanumnHCKOro npumMmeHeHusa, HGO6XOAMMbIe N3MeHEHNA N BO3BpaALLaeT
NUX 3aABUTENIO,
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3) BblAaeT 3aABUTEN0 HOBOE PerncTpauMoHHOe YA0CTOBEpeHMe NeKapCTBEeHHOro npenapata B
c/ly4ae U3MeHeHUs cBeAeHNN, CoaepKalUXca B HEM.
(n. 3 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHOBaHMEM pA/iAa OTKasa BO BHECEHUM W3MEHEeHWUA B [OKYMEHTbl, CoAepiKaliMecs B
PerncTpaunoHHOM [0Cbe Ha 3apermcTPMPOBaHHbIN NEKapCTBEHHbIA nNpenapaTt Anaa MeAMUMHCKOro
NPUMEHEHUA, ABNAETCA 3aK/10YeHMe YNONHOMOYEHHOro deepasibHOro opraHa UCNOIHUTEIbHOM BAacTu
0 BO3MOXHOCTM CHUMKEHMA 6e30MacHOCTH, KayecTea, 3G PpeKTUBHOCTM NEeKapCTBEHHOTO CPeACTBa B C/yvae
BHECEHUSA TaKUX U3MEHEHUIA.

9. Jonyckaetca obpalieHne seKapCTBEHHbIX NpenapaToB AN MeAMUMHCKOro NMpUMeHeHus a0
NCTeYEHMA CPOKA rogHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Noc/e AaTbl NPUHATUA
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTE/IbHOM BNACTU PELLEHUS O BHECEHUU U3MEHEHUI
B [AOKYMEHTbI, cogepKalimeca B PerucTpauMoHHOM [oCbe, B COOTBETCTBUM C MHPopmaumei,
coAeprKalencs B LOKYMeHTaxX permcTpaumMoHHOro A0Ckbe Ha IeKaPCTBEHHbIN Npenapar 4o AaTbl NPUHATUSA
TAKOro peleHus.

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

CratbAa 31. BHeceHue n3ameHeHUl B AOKYMEHTbI, coaeprKalimeca B perucTpaLMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKaPCTBEHHbIN NpenapaT 418 BeTepUHAPHOro NnpuMmeHeHusa

1. B uensx BHECEHUS U3MEHEHUIM B AOKYMEHTbI, COAEPKaLMeca B PErMcTPauyMoHHOM A0Cbe Ha
3apPerucTpPUPOBaHHbIA NEeKAPCTBEHHbIA NpenapaTt A/a BETEePUHAPHOTo MPUMEHEHUs, AeprKaTeslb WUan
B/laZieNiel, perncTpaLmMoHHOro yA0CTOBEPEHUA NIEKAPCTBEHHOIO npenapata Uan ynoJHOMOYEHHOE UM
Apyroe opugmyeckoe MU (ganee B HaCToAWEN CTaTbe - 3asBUTE/b) NPeACTaBAAET B YNONHOMOYEHHbIN
denepanbHbli OpraH UCNONAHUTENBHOW BNAACTM 3aABNEHME O BHECEHWM TaKUX U3IMEHEeHUM no ¢opme,
YCTaHOBNEHHOW YNONHOMOYEHHbIM dpefepanbHbIM OPraHOM UCNOAHUTENIbHON BAACTU, U NpPUAAraemble K
HEMY M3MEHEHMA B YKa3aHHble OOKYMEHTbI, a TaK¥Ke AOKYMEHTbl, NOATBEPKAAtOWMEe He0bXoaAMMOCTb
BHECEHUSA TaKUX U3MEHeHU. MNpu HeobXoAMMOCTU BHECEHUA U3MEHEHUI B AOKYMEHTbI, cogepKalumecs
B PErnmcTpaumMoHHOM AO0Cbe Ha 3aPErnmcTpPMpPOBaAHHbLIN NEKAapPCTBEHHbIA NpenapaT ANAa BEeTepUHAPHOro
NPUMEHEHUs, B CAy4aaXx W3MeHeHMA W (MAK) [AO0NONAHEHUA MNPOU3BOACTBEHHOW MJIOWAAKM
NIeKapCTBEHHOIO CPeACTBa, a TaKXKe U3MEHEeHMA NOoKa3aTesei KayecTBa IEKapCTBEHHOro npenapara 4na
BETEPMHAPHOIrO MPUMEHEeHUA U (MAK) MeTodoB KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenapaTta ana
BETEPUHAPHOrO MNPUMEHEHUS 3aaBUTENb AOMNOJAHUTE/NIbHO MNpeACTaBAfAeT B YNOAHOMOYEHHbIM
denepanbHbIit opraH UCNONHUTENBLHOW BNACTU caeayolwme AOKYMEHTbI (CBeaeHUA):

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

1) cBeaeHuMsa o gate NpegoCTaB/iEHUsA U PErUCTPaLMOHHOM HOMEpPE JIMLLEH3UN Ha NPOU3BOACTBO
JNIeKapCTBEHHbIX CPeacTB, NpPenoCTaB/feHHOMW NpPOM3BOAMTE/N0 NIEeKAPCTBEHHOrO npenapata  And
BETEPMHAPHOIo NPUMEHEHUA, AN POCCUNCKMX Npou3BoaUTENEN;

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

2) cBeaeHMA 0 AaTe NpefoCTaB/EHUA U PErUCTPALMOHHOM HOMEPE NINLLEH3UM Ha NPOU3BOACTBO
JIEKAPCTBEHHbIX CPEACTB, MNpPeAOoCTaBAEHHOW npousBoauTento  dapmaueBTUYECcKol cybcTaHumu,
BXOAALWEN B COCTaB JIEKAPCTBEHHOrO NpenapaTta A4/1d BETePUHAPHOTO NPUMEHEHMUA, O1A POCCUMCKUX
npoussoauTenen;

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

3) KOMNnA OOKYMEeHTa, BblAaHHOIO yNo/IHOMOYEHHbIM OPraHOM CTpaHbl NponssBoaAnUTeENA ONA Ka)Kﬂ,Oﬁ
HpOM3BOACTB€HHOVI naowaakn J1eKapCTBEHHOINoO npenaparta 414 BETEPUHAPHOIo nNpuMeHeHunAaA wu
noarveepXxgatowero CoOoTBeTCcrtBnue npomssognTena 1eKapCrBeHHOro npenaparta Tp86OBaHI/IFiM npasun
Hap,nemau.l,eﬁ I'IpOI/I3BOACTBEHHOI7I NPakKTUKM, U €ero nepesos Ha DYCCKMIZ A3blK, 3aBepPEHHble B
YCTAaHOBJ/IEHHOM NOpPAL4KE, a TaKXKe KONUA 3aK/TI04YEHKUA O COOTBETCTBUU NpOnN3BOANUTENA NEKAPCTBEHHbDIX
cpeacrte Tpe6OBaHI/I‘r'IM npasun Ha,u,ne»(au.l,eﬁ I'IpOM3BO,CI,CTBEHHOﬁ NPaKTUKH, BblAaHHOIO
YNO/THOMOYEHHbIM d)e,qepaanblN\ OopraHom WUCNONHUTENbHOWN BNACTU Aana Ka)'Kp,Ol‘/JI HpOMBBOACTBEHHOD’I
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NAoLWaAKN NIeKapCTBEHHOro npenapaTta AN BETEPUHAPHOrO NMpPUMEHeHusA, AMbo Konus pelleHus o
npoBefieHUN MHCMEKTUPOBaHUA NPOMU3BOAUTENA IEKAPCTBEHHbIX CPeACTB, MPUHATOrO YNOJIHOMOYEHHbIM
denepanbHbiM OPraHOM WCNOJIHUTENbHOM BAACTU  ANA  Ka)XAoOM MPOU3BOACTBEHHOM NAOLWAAKU
JIEKapCTBEHHOrO Nnpenapara 418 BETePMHAPHOTo NpMMeHeHUs. YKa3aHHble JOKYMEHTbI NpeacTaBiATCs
B C/Ayyae, ecAn MNpOM3BOACTBO J/IEKAPCTBEHHOrO npenapata AAs BETePUMHAPHOro MNpPUMEHEHUs
ocylwiecTsnAeTca 3a npegenamm Poccuiickon ®epepaumu;

4) Konus [OOKYMEHTa, BbIAAHHOTO YMNO/JHOMOYEHHbIM OPraHoOM CTpaHbl Npou3BoAUTENA
dapmaLeBTMUYECKON cybcTaHumMm u NoATBEPKAAIOLLETO COOTBETCTBME npoussoanTens
dapmaLeBTMUYECKOWN CybCTaHUMM, BXOAALWEN B COCTaB IEKAPCTBEHHOrO npenaparta A58 BeTepUHApPHOro
npumeHeHus, TpeboBaHMAM MNPaBUA Hag/eKalleld NpouM3BOACTBEHHOM MPAKTUKKU, M ero nepesoj Ha
PYCCKMI A3bIK, 3aBEpPEHHble B YCTAaHOB/SIEHHOM MNOpsAKe, B CAyyae, €CAM NPOM3BOACTBO
dapmaLeBTMUECKOM CybCTaHLMKN OCYLLEeCcTBAAETCS 3a Npeaenammn Poccuiickon deaepauum.

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

1.1. B cnyyae usmeHeHuAa 1 (MnM) AONOAHEHUA NPOU3BOACTBEHHOM NIOWAAKM NIEKAPCTBEHHOMO
CpeAcTBa [AOKYMEHTbI, YKa3aHHble B 4YacTM 1 HacToslel cTaTbM, NPeACTaBAsAOTCA 3asaBUTENEeM B
OTHOLLEHUM U3MEeHAEMOW U (MAM) AONONAHAEMOW NPOU3BOACTBEHHOM NAOWAAKU NEKAPCTBEHHOro
cpeacTBa. PelleHne 0 BHECEHUU U3MEHEHUI B JIOKYMEHTbI, COAEPKaLLMECs B PErMCTPaLMOHHOM A0Ckbe
Ha 3aperncTpUpoBaHHbIN NeKapCTBEHHbIM NpenapaTt 414 BeTepMHapPHOro NpMMeHeHus, uan ob oTkase B
MX BHECEHMM MPUHMMAETCA B C/y4yae HeobxoAMMOCTM MNpPOBeAEeHUs 3KCNepTU3bl J1eKapPCTBEHHOTO
CpeACcTBa B CPOK, He MpEBbIWAOWNIN AeBAHOCTA pabounx AHein, a B OCTajibHbIX C/Ay4yasX B CPOK, He
NpPeBbIWAOWMA TpUaLaTM pabounx AHEN co AHA NPUHATMA YNOAHOMOYEHHbIM denepasibHbIM OpraHoOM
NCMNOJIHUTENbHOM BNACTU 3as1BJIEHUS O BHECEHWUW TaKMUX U3MEHEHUIA.

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

1.2. B cnyyae peopraHu3auumn gepatens wian Bnagenbla PerucTpalyMoHHOrO yA0CTOBEPEHUA
JIeKApCTBEHHOrO npenapaTa ANA BETEPUHAPHOrO MpUMEHeHusa, pas3paboTuMka MaM npousBoAUTENs
JIeKapCTBEHHOrO npenapaTa 1A BETEPUHAPHOTO MPUMEHEHUA B 3aABJEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, COAeprKallMecAa B PErucTpalMOHHOM [0Cbe Ha 3aperucTPUPOBAHHbBIN IEKAapPCTBEHHDIM
npenapat oA BETEPUHAPHOro MPUMEHEHMUA, YKA3blBAlOTCA AaHHble AOKYMEHTa, MOATBEPXKAAOWEro
BHECEHME COOTBETCTBYIOWMNX U3MEHEHUI B EAMHBIN rocyAapCTBEHHbIN peecTp opuanyeckux au (gns
OpraHu3aLmii, 3aperncTpMpPoBaHHbIX Ha TeppuTopun Poccuiickoi Pepepaunn), Uam MHOFO AOKYMEHT],
NOATBEPKAAOLLETO PEOPraHM3aLLMIO IOPUAMYECKOrO AnLa (419 OpraHmn3aLmiA, He 3aperncTpUpPOBaHHbIX
Ha Tepputopumn Poccuitickon Pepepaumn). 3aaBreHME O BHECEHUU WU3MEHEHUIA B LOKYMEHTI,
cogeprKalimeca B perncTpaumoHHOM AO0Cbe Ha 3aperMcTpuMpoBaHHbIA IEKAPCTBEHHbIM NpenapaTt Ans
BETEPMHAPHOIo NPUMEHEHMUA, U NpUIAraeMble K HeMy AOKYMEHTbI NPeAcTaBAATCA B YNOAHOMOYEHHbIM
denepanbHbIi OpraH UCNOJHUTENbHON BAACTU HE NO3AHee Yem Yepes TpuaLatb paboumx aHeln co AHA
BHECEHMA COOTBETCTBYIOLIMNX U3MEHEHUI B EAMHBIN rocyapCcTBEHHbIV peecTp puaAnYeckux auy (ann
OpraHu3auuii, 3aperncTpPUpPoOBaHHbIX Ha Tepputopumn Poccuiickoit deaepaumm) MM co OHA NPUHATUA
COOTBETCTBYIOLLErO [OKYMEHTA, MOATBEPKAAIOWEr0 pPeopraHM3aLMmio topuauyeckoro auvua (gas
OpraHvM3auuii, He 3aperncTpMpoBaHHbIX Ha Tepputopumn Poccuiickolh depgepauyuun). B cnyyae
peopraHvM3auum gep)aTend Wan BAagenbua PerucTpauyMoHHOrO yAOCTOBEPEHUA JIeKapCTBEHHOro
npenapata AaAa BETEPUHAPHOrO MPUMEHEHMA 3aABNEHME O BHECEHUM W3MEHEHWI B [OKYMEHTHI,
cofeprKalmeca B PermcTpaLMoHHOM [A0Cbe HAa 3aPerncTPUpPOBaHHbIM NIEKAPCTBEHHbIM NpenapaT gnA
BETEPMHAPHOIrO MPUMEHEHMA, MOAAETCA HPUAMYECKUM JIMLOM, KOTOPOMY B XO4e pPeopraHu3auuu
nepesaHo NPaBo BAAAEHUA TaKUM PErUCTPALMOHHbBIM YA0CTOBEPEHNEM.

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

2. B cniyyae BHECEHUS M3MEHEHWUI B AOKYMEHTbI, COAEepXKallinecs B PerncTpaLlMoHHOM A0Cbe Ha
3aperncTpUpoBaHHbIii NIeKapCTBEHHbI NpenapaTt Ans BeTepUHApHOro NPUMeHeHWsa, B OTHOLUeHUU
CBeLEHWN, yKa3aHHbIX B noanyHkTax "e", "»", "k", "a", "H", "c", "x" nyHKTa 7 yactn 3 ctaTbM 17 HacTosLWEro
denepanbHOro 3akoHa, U3MmeHeHUA 1 (MNK) 4ONONIHEHUA NPOU3BOACTBEHHOM NIOWAAKN 1eKapCTBEHHOrO

cpencrtea, a TakKXke B C/lyd4ae U3MEHEHUA rokasaTtesien KauyecTBa NEKapPCTBEHHOrNo npenapara AnAa
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BETEPUHAPHOIO NPUMEHEHUA U (MNM) METOLOB KOHTPO/S KayecTBa JIEKapCTBEHHOrO npenaparta ans
BETEPUHAPHOrO NPMMEHEHUA NMPOBOAUTCA IKCNEPTU3a NEeKAPCTBEHHOro CpeacTBa ANA BETepUHapHOro
npumeHeHua. B cnyyae HEOHXOAMMOCTU BHECEHUA MHbIX U3MEHEHWUI B AOKYMEHTbI, COAEpPrKALLMECs B
PErncTpaLMOHHOM [0Cbe Ha 3apernmcTpuMpoOBaHHbLIA NEKAPCTBEHHbIN MNpenapaT AlA BeTepPUHAPHOro
npUMeHeHuA, SKCNepTn3a IeKapCTBEHHOro cpeacTBa ANA BETEPUHAPHOTo NPMMEHEHNA He NPOBOAUTCA.
(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. 3anaBUTe/Ib BNpase NpeacTaBUTb N0 COOCTBEHHOM MHULIMATMBE BMECTE C 3asiBJIEHMEM O BHECEHUU
M3MEHEHUA B [AOKYMEHTbl, COAEeprKallMecs B PEerucrpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
JIEKapCTBEHHbIW npenapaTt Ana BETePUHAPHOro MPUMEHEHMUA, KOMUU AOKYMEHTOB, NOATBEPXKAAIOLLIUX
ynnaTy rocyaapCTBEHHOM MOLWAMHBbI 32 BHECEHWE B AOKYMEHTbI, COAEpMKalmeca B PernMcTpaLmoHHOM
OOCbe Ha 3aperncTpupoBaHHbIA NEeKAPCTBEHHbIM nNpenapaTt AAA BeTepPUHAPHOro MNpPUMEHEHUS,
M3MEHEHUN, TpebyloWwmnx NPOBEAEHMA IKCNEepTM3bl JIEKAPCTBEHHOro CPeacTBa, MAM U3MEHEHWUH, He
Tpebylowunx NpoBeAEHNA IKCMEPTU3bI NEKAPCTBEHHOIO cpeacTBa. B ciyyae Heo6X0AMMOCTU U3MEHEHMA
CBEAEHUN, COAEpKalMXcA B pPerncrtpauuMoHHOM YAOCTOBEPEHWM fIEKApPCTBEHHOrO npenapaTta A
BETEPUHAPHOIO NPMMEHEHUS, C 3aABNEHMEM, YKa3aHHbIM B 4acTh 1 HacTosLWen CTaTb, 3aABUTENb BpaBe
npeacTaBuTb MO COOCTBEHHOW WHMUMATMBE KOMUIO [OOKYMEHTa, MoATBEp)KAaloWero ynaaTty
rocyAapCTBEHHOM MOLWAMHbBI 3@ Bblga4vy PernmcTpaLMOHHOrO yYA40CTOBEPEHUA NIEKAPCTBEHHOMO Npenapara.
3aABuTeNb BNpaBe NPeACTaBUTb MO COBCTBEHHON WMHULMATUBE CBELEHUA O JINLEH3MAX, YKa3aHHbIe B
nyHKTax 1 1 2 yactu 1 HacToswWeN CTaTbM, a TaKKe BblAaBaemble YNOJIHOMOYEHHbIMU peaepanbHbiMmu
OopraHamMu UCMOJIHUTE/IbHOW BAACTU AOKYMEHTbI, YKa3aHHble B NMyHKTe 3 Yactu 1 HactoAwen cratbu. B
CNy4yae HenpeacTaBNeHUs YKa3aHHbIX JOKYMEHTOB (CBeAEeHUI) yNoSIHOMOYEHHbIN deaepasbHbli opraH
WCNOJIHUTENbHOM  BNACTM  3aMnpalMBaeT  yKasaHHble  [JOKYMeHTbl  (cBegeHua) B nopagke
MEeKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUA.

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

4. B cpoK, He npesbiWwaowmnii gecatn paboymx gHen co AHA NOCTYMN/EHUA yKasaHHOro B Yactm 1
HaACToALWEN CTaTbW 3asiBNEHUA U HEOOXOAMMBIX AOKYMEHTOB, YNOJHOMOYEHHbIN deaepanbHblit opraH
NCNONIHUTENIbHOWN BNaCTu:

1) npoBOAUT NPOBEPKY MNO/IHOTbI U OCTOBEPHOCTU CBe,CI,EHVIﬁ, cogeprKalwmnxca B npeancrtaBaeHHbIX
3aABuTenem AOKYMEHTAX;

2) NpMHMMaET peLleHMe O NPOBEAEHNMN IKCNEePTU3bI IeKapCTBEHHOIO CPeACTBa ANA BETEPUHAPHOTO
npumeHeHusa uam o6 oTKase B ee NPOBEAEHUY;

3) yBefoMAAET B MUCbMEHHOW dopme 3asaBUTENA O MPUHATOM PELUEHUWN WU B C/lyYae MPUHATUA
peweHna ob OTKase B MpPOBeAEHMM IKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa ANA BeTepUHAPHOro
NPUMEHEHMA C YKa3aHMeM NPUYMH TaKOTO OTKa3a.

4.1. B cny4ae BbIIBNEHUA HEAOCTOBEPHOCTU U (MIN) HEAOCTAaTOYHOCTU CBEAEHWNIN, COAEPIKALLMXCA B
NpeAcTaB/NEeHHbIX 3aABUTENIEM OOKYMEHTaX, YNOJIHOMOYEHHbIN peaepanbHblii opraH UCMNONHUTENIbHOM
B/1aCTU HanpaBnseT 3asaBUTEN0 3anpoc 06 YTOYHEHMWM YKasaHHbIX CBeAEHMW. 3anpoc MOMKeT ObiTb
nepegaH ynoJHOMOYEHHOMY NPeACTaBUTE/O 3aABUTENA NOA PACMMCKy, Hanpas/ieH No NoYTe 3aKa3Hbim
NMUCbMOM WU NepeaaH B 3/IEKTPOHHOM dopme No TeNEKOMMYHUKALMOHHbIM KaHasnam cBs3n. B cnydae
HanpaBs/ieHMA 3anpoca 06 YTOYHEHUM YKa3aHHbIX CBEAEHMUI NO NOYTE 3aKa3HbIM NMUCbMOM OH CYMUTaeTcA
NoJIy4eHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HAaNpPaBAEHWUA 3aKa3HOro NMcbMa.

(yacTtb 4.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

4.2. 3assutenb 0b6aA3aH npeacTtaBuTb OTBET HA 3anNpoC yNnoOJIHOMOYEHHOIo d)e,u,epaanoro OpraHa
WCNOJIHUTENbHON BNacTu B CPOK, He HDEBbILIJaI-OLLI,VIﬁ AeBAHOCTa p360'~IVIX ,EI,HEI‘/‘i CO OHA noay4vyeHuA
AaHHOTO 3anpoca. CpOKI/I, YKa3aHHbl€ B 4aCTu 1.1 HaCTOFlLLI,Eﬁ CTaTbk, NPUOCTAHABINBAKOTCA CO OHA
Hanpas/1eHUA 3aABUTENIO 3anpoca ynoJIHOMOYEHHOIo d)e,u,epaanoro OpraHa NCNONHUTEIbHOM B/1ACTH pale]
AHA NONy4YeHUNA OTBETA Ha I,CI,aHHbIl\/’I 3aMpPoOC U HE YUYUTbIBAOTCA NPU NCHUCNEHNN CPOKa NPUHATUA pelleHnA
O BHECEHWM U3MEHEeHMN B AOKYMEHTbI, coaepXawmeca B pernctpaubMoHHOm AOoCbe Ha
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3aperncTpMpoBaHHbIi IeKapPCTBEHHbIM Npenapar 414 BeTepUHaPHOro NPUMEHEHUS.
(yacTb 4.2 BBeaeHa desepanbHbiMm 3akoHOM oT 04.06.2018 N 140-d3)

5. OcHoBaHMem A/a OTKasa B MPOBEAEHWM 3IKCNepTU3bl JIEKAPCTBEHHOrO cpeacTBa AA
BETEPMHAPHOro NpPUMEHEHUs ABASEeTCA NpeAcTaBAeHMe AOKYMEHTOB, YKasaHHbIX B 4actax 1 u 3
HacToALLEN CTaTbM, B HENOJIHOM 06beME UK OTCYTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX A0CTaTOYHbIX
CBeAeHuN, noAaTBepKaatlowmx HeobxXxoaMMOCTb BHECEHMA W3MeHeHun, nuMbo HenpeacTaB/ieHUe
3aABMTE/NIeM B YCTAaHOBNEHHbIA CPOK OTBETa Ha YKa3aHHbIM B 4actu 4.1 HacToAwen crtaTbM 3anpoc
YyNo/HOMOYEHHOro peaepasbHOro opraHa UCNONHUTEIbHOW BNACTU.

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

6. 3KCI’lepTM3a NEeKapCTBEHHOIo Ccpeacrtea ANA BETEPUHAPHOINO NpPpUMeHeHUA B UENAX BHECEHUA
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B perncTtpaumMoHHOM AOoCbe Ha 3aperMCTpMpOBaHHbIVI
HEKapCTBEHHbIﬁ npenapar A4aAa BETEPUHAPHOro npuMeHeHuA, ocylwecTeBndaeTca B NOpALKeE,
YCTAaHOBJ/IEHHOM cTaTbel 24 HacToAlWero dJe,u,epaanoro 3aKOHa.

6.1. B cpoK, He npeBbllLaoWNn AecATM pabounx AHeN Co AHA NOJYYEHUS 3aK/OYEHUS KOMUCCUU
3KCMepToB MO pe3y/nbTaTaM YKa3aHHOMW B YacTM 2 HACTOsLLElM CTaTbW 3KCMEPTM3bl, YNOJHOMOYEHHbIV
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npuHUMaeT pelleHMe O BHECEHUM U3MEHEHWN B [JOKYMEHTbl, codepkalimeca B
perucTpaLnMoHHOM A0Cbe Ha 3aperMcTpMpOoBaHHbIA NIeKapCTBEHHbIM npenapaTt AnA BeTepuMHapHOro
npumeHeHnA, MAK 06 0TKase BO BHECEHUU TaKUX U3MEHEHWIA;

2) BHOCMUT B rocy4apCTBEHHbIN peecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBaHUM PeLLeHUA 0 BHeCeHUn
M3MEHEHUA B AOKYMEHTbl, COAep)KaluMeca B PernctpauMoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
NleKapCTBEHHbIN NpenapaTt 414 BeTepUHapPHOro NpuMmeHeHusa, HeobxoaMMble U3MEHEHUA U BO3BpalllaeT
3TN [LOKYMEHTbI 3aABUTENIO;

3) BblgaeT 3aABUTE/I0 HOBOE PErncTpaLMOHHOE YAOCTOBEpPEHUE IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOro NPUMEHEHUSA B C/ly4ae HEOOBXOAMMOCTU U3MEHEHMUA CBEAEHUI, COAEPIKALLMUXCA B HEM, C
COXpaHeHMeM HOMepa paHee BbIJAHHOTO PErucTPALMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOrO
npenapara 415 BETeEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH dPepepanbHbim 3akoHoM oT 02.08.2019 N 297-03)
(yacTb 6.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)

6.2. B cnyyae BHECEHUA U3MEHEHUN B AOKYMEHTbI, COAepKallneca B perMcTpaumoHHOM A0Cbe Ha
3apPerucTpUpPOBaHHbIA  IEKAPCTBEHHbIA MNpenapaT ANA BETEPMHAPHOro MNPUMEHEHMA, B 4acTw,
Kacalowenca u3MeHeHusa U (Man) [ONOAHEHWS NPOM3BOACTBEHHOM NOWAAKA NIEKAPCTBEHHOTO
npenapara, Npu NpeacTaBNeHUN 3aABUTEIEM B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacToAwen ctaTby
KOMUKU pelleHMa YyNnoNHOMOYEHHOro ¢eaepanbHOro opraHa WCNONHUTENbHOM BAACTUM O NPOBEAEHUM
WHCMEKTUPOBAHMNA NPOM3BOANTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HactoAwen
CTaTbM, NPUOCTAHABAMBAETCA CO AHA MONAYYEHUA 3aKNHOYEHMA KOMUCCUM SKCMEPTOB A0 AHA NPUHATUA
YNOJHOMOYEHHbIM desepasibHbIM OPraHOM UCMOJIHUTENIbHOM BAACTM PeLUeHmMs O Bblgade nam ob oTkase
B BblZaye 3aK/HYEHMA O COOTBETCTBUN MPOU3BOAUTENA IEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM NpaBu
Haa/eKallel NPon3BOACTBEHHOM MNPAKTUKM, HO He Bbonee Yem Ha CTO BOCEMbAECAT paboumx gHel.
(yacTb 6.2 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

7. OcHoBaHMem AnAa OTKasa BO BHeCEeHuu U3MEHEHUA B AOKYMEHTbI, cojepXxawmneca B
perncTtpatMoHHOM A0Cb€e Ha 3ape|’l/ICTpVIpOBaHHbIﬁ ﬂeKapCTBEHHbIﬁ npenapar anAa BETEPUHAPHOTIO
npumeHeHunA, B cnyyanx, He Tpe6y+om,mx npoBeaeHNA aKCNEePTU3bl 1EKAPCTBEHHOIO CPeACTBa, ABNAETCA
npeacrtaB/ieHne AOKYMEHTOB, YKa3aHHbIX B YacTax 1 u 3 HaCTOFlUJ,Eﬁ CTaTbW, B HEMOJ/IHOM obbeme nau
OTCYTCTBME B NPeEACTAaBNEHHbIX JOKYMEHTAX CBEAEHMI‘;L KOTOpble O01XKHbI 6bITb B HUX OTpa*KeHbl, nmbo
HenpeacrasieHne 3aABUTeNEM B yCTaHOB}'IeHHbIﬁ CPOK OTBE€Ta Ha YKa3aHHbIl71 B yactn 4.1 HaCTOFlUJ,Eﬁ
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CTaTbM 3aNPOC YNONHOMOYEHHOro peaepasnbHOro opraHa UCNOAHUTENbHOM BAACTH.
(yacTb 7 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM pAns OTKa3a BO BHECEHUM W3MEHEHWI B [AOKYMEHTbI, CoAeprkalimecs B
pPerucTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM nNpenapaT Ans BeTepUHapHOro
NPMMEHEHUS, B C/y4YasX, TPEeOYOWMNX NPOBEAEHUA IKCNEepTM3bl JIEKAPCTBEHHOIO CPeAcCTBa, SABASETCS
3aK/Ilo4eHME YMNOJHOMOYEHHOro ¢deaepanbHOro opraHa WCMNOJHUTENIbHOM BAACTU O BO3MOXKHOCTMU
CHMXKeHUA 6e3onacHoCTH, KavyecTBa, 3GPEeKTUBHOCTM IEKAPCTBEHHOIO NpenapaTa BCAeACTBUE BHECEHUS
M3MEHEHMM B YKa3aHHbIe AOKYMEHTbI, 0TKa3 yNnoJHOMOYEHHOro defepanbHOro opraHa UCNOAHUTEIbHOM
B/1IACTU B BblAaye 3aK/OYEHUS O COOTBETCTBUM NPOM3BOAMTENA IEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM
npaBun Haafexawen nNpousBOACTBEHHOW MPAKTUKM B C/Ayd4ae U3MEHeHMA U (MAKM) AONOAHEHUA
Npou3BOACTBEHHON MJIOWAAKM JIeKAPCTBEHHOrO npenapaTta, €CAuM NPOM3BOACTBO J/IEKAPCTBEHHOIMO
npenaparta 418 BETEPMHAPHOro NPUMEHEHMA OCYLLECTBAAETCA 3a Npeaenammu Poccuiickon deaepauumy,
MW OTCYTCTBME 3TOr0 3aKNHOUYEHMUA.

(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [onycKaeTtca obpalleHne NneKkapcTBEHHbIX NPENapaToB A/ BETEPMHAPHOMO NMPUMEHEHUA A0
NCTeYeHUA CPOKa rogHOCTH, NPOU3BEAEHHbIX B TEYEHUE CTa BOCbMUAECATU AHEW nocne AaTbl NPUHATUA
YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMNOJIHUTENbHOM BIAaCTU PELEeHUA O BHECEHUN U3MEHEHUI
B LOKYMEHTbI, COAEPKALLMECS B PErUCTPALLMOHHOM A0Chbe Ha IeKapCTBEHHbIV Npenapart, B COOTBETCTBUM
€ UHOPMaUMENR, coaeprKaLLLeca B SOKYMEHTaX PETMCTPALMOHHOIO A0Cbe Ha IEKAaPCTBEHHbIM npenapat
00 [aTbl NPUHATUA TAaKOTO peLleHuns.

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

CratbAa 32. OTMeHa rocygapCcTBEHHOM perncTpauum IeKapcTBEHHOro npenapara

PeweHne 06 oTmeHe FOCVﬂ,apCTBEHHOVI perncTpaunmn nekapCTtBeHHOro npenapara U UCKAK4YeHUn
NNEKApPCTBEHHOIo npenaparta W3 rocygapCrtBeHHOro peectpa NEeKApPCTBEHHbLIX CPeacTB MPUHUMAETCA
YNO/THOMOYEHHbIM d)ep,epaanbllv\ opraHom WCMNOJIHUTENbHOM BNACTU B Cnyyae:

1) npeactaBneHMA  COOTBETCTBYIOWMM  YMOJAHOMOYEHHbIM  defepasbHbiIM  OpraHom
MCMNONHUTENBHOW BNACTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340pPOBbIO, KWM3HM YesloBEKA WAU
MBOTHOTO NPW NPUMEHEHUW NEeKapCTBEHHOrO NpenapaTa, NpPeBblWatoWwmMx ero 3pHeKTUBHOCTb, NO
pesynbTaTam OCYLLECTBAAEMOro MM MOHUTOPMHIa 6€30MacHOCTM NEeKaPCTBEHHOrO Npenapara;

2) nogaun peprkatenem UAU BNadeNbLeM PerncTpauMoHHOro YAOCTOBEPEHUN JIEKAapPCTBEHHOTO
npenapata wWanM YNOAHOMOYEHHbIM UM ApyrMm LOpunagnvyeckum nnuom 3aAaBsieHUA 06 oTmeHe
rocyfapcTBEHHOM PerucTpaLmm NekapcTBEHHOro Npenapara;

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

3) HenoATBEPXAEHWA rOCYAapCTBEHHON PErncTpaLmMm IeKapcTBEHHOro npenapara no McTeyeHuu
CPOKa AeNCTBMA PErncTPaLMoHHOro yA0CTOBEPEHUSA, BblAaHHOMO Ha NATb N1ET;

4) HenpeacTaBneHMsa 3asBuTenem WHGoOpmMaumm, KoTopasa MOXKeT nosjiedb 3a cobol
HeobX0AMMOCTb BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAep)Kalimecs B pPermcTpaumoHHOM AoCbe Ha
3aperucTpupoBaHHbI  NEKApPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAuaTM pabounx AHeld co AHA
HacTynieHnsa 3TUX U3MEHEHWI;

5) ocyliecTBNeHUs rocygapCTBEHHOW PerncTpauumn fieKapcTBEHHOrO npenapaTta noj TOProBbim
HaMMeHOBaHMEM 3aperncTpMpPoOBAHHOIO paHee Nog, 3TUM TOProBbIM HAMMEHOBAHWEM NEKAPCTBEHHOIO
npenapara, OT/IMYatoLWEeroca Ka4yecTBEHHbIM COCTaBOM AeNCTBYHOLLNX BELLECTB;

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

6) ocywecrBneHunA I'OCY,EI,apCTBEHHOlL/'I perncrpaynm ogHOro U Toro e N1eKapCTteBeHHOro npenaparta B
OTHOWEHNN OA4HOro MU TOro e JgepxXatena wuanm Bnagenbua pPerncTtpaumoHHOro yaocrtoBepeHuA
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NleKapcTBEHHOro npenapaTta B BuAe ABYX M 6ojiee NeKapcTBEHHbIX MPenapaToB nog, Pas/iMyHbiMM
TOProBbIMM HAMMEHOBAHNAMM;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHUSA CYOM PELIEHUA O HapyLWeHMM NpaB NpaBoobaagaTena 06 bEKTOB UHTENIEKTYaIbHOM
CO6CTBEHHOCTM NP 06PALLEHNM NEKAPCTBEHHbIX CPEACTB;

8) oTCyTCTBUA NeKapCcTBEHHOrO NpenapaTa B obpalieHnn B Poccuiickoit deaepaumm B TeyeHme Tpex
n bonee net;
(n. 8 BBegeH PepepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHMA AeprKaTeNeM WAW  BNAAENbLEM  PErUCTPALMOHHOTO  Y40CTOBEPEHMUA
JIeKapCTBEHHOIO NpenapaTa MH0 YNOJAHOMOYEHHBIM UMW APYTUM HOPULNYECKUM IULLOM MEPONPUATUAIA
no obecneyeHnto 6E30MACHOCTM NEKAPCTBEHHbLIX MNPEMNapaToB, YCTAHOBAEHHbLIX YMOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCNONHUTENBHOM BAACTU B COOTBETCTBMM C HacTAMM 3 U 4 cTaTbM 64 HacToAWEero
depnepanbHOro 3aKOHa, B paMKax OCyLLecTBAeHUA dapmaKkoHaa30pa;

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

10) oTkasa gep:kaTens WM BRadesnbLa PErncTpaLMoOHHOTO YAO0CTOBEPEHUA JIeKapCTBEHHOro
npenapata iMb60 YNo/SHOMOYEHHOTO MMW APYroro HPUAMYECKOro /IMLa OT BHECEHUS U3MEHEHUN B
WMHCTPYKUMIO MO MPUMEHEHUID /IEKAapPCTBEHHOrO MpenapaTta, KacCaloWMXCA HOBbIX MOATBEPMKAEHHbIX
[OAHHbIX O TOM, YTO PUCK NPUYMHEHUA Bpeda 340P0BbIO Ye/IOBEKA WU XKUBOTHOIO BCAeACTBUE NpUema
NIeKapCTBEHHOrO nNpenapara npesbiwaeT 3GPeKTUBHOCTb €ro NPUMEHEHUA.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2023 cT. 32 pononHsetca n. 11 (3 ot 27.12.2019 N 475-®3).

CraTtbna 33. locyAapCcTBEHHDbIA peecTp 1IeKapCTBEeHHbIX CPeacTB

1. lTocymapcTBEHHbIM peecTp /IeKApCTBEHHbIX CPEACTB COAEPXKUT MNepeyeHb NeKapCTBEHHbIX
npenapaTos, NPOLWeALNX roCy4apCTBEHHYIO PErncTpaLmio, nepedyeHb GpapmaLeBTMYecKnx cybcTaHumii,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPENAPaTOB, U cneayoLLyo MHGopMaLmio:

1) B OTHOWEHUM NIeKapPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHWE /NeKapCTBEHHOro npenapaTa (MexAayHapogHoe HenaTeHTOBaHHOe, WM
rpynnMpoBOYHOE, NN XMMUYECKOEe M TOProBoe HaMMeHOBaHMA);
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHan ¢opma C yKazaHMEM A03MPOBKM IEKAPCTBEHHOrO NpenapaTa v ero KO/MYecTBa B
noTpebuTeNnbCcKol ynakoBke;

B) HAMMEHOBaHWe AeprKaTesa AW BAaAEeNbLA PEFMCTPALMOHHOIO YA0CTOBEPEHMA IEKaPCTBEHHOTO
npenapaTta v CBeAEHUA O PErncTpaLmm AepKaTens Uav BAagenbla PerncTpaumoHHOro ya0CcToBeEpPeHUs
NleKapcTBEHHOTO npenapaTa 41a MeAULMHCKOro NPUMEHEHUA B KauecTBe HaNoronaaTe/blWwunKka B CTpaHe
pernctpauum (418 POCCUMCKUX IOPUANYECKUX ANL, - MAEHTUPUKALMOHHBIN HOMEP HajoronaaTenblimMKa
(MHH), Ans MHOCTPaHHbIX LPUANYECKUX NNUL, - CTPAHA PErMcTPaLMmu, HAMMEHOBAHME PErUCTPUPYIOLLETO
opraHa, permcTpaumMoHHbIA HOMep, KO4 HanoronaaTe NbLiMKa B CTPaHe perncTpauumn (MHKopnopaumm) uam
ero aHasor);

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

I') HanmeHoBaHWMe N agpec nponssoanTeNA NEKAPCTBEHHOIO NpenapaTta U ceeaeHnA O permcTpaumnmn
npounssoguTena NEKapCTBEHHOro npenaparta 4a4 MeaUUUHCKOro npuMmMmeHeHna B Kayectse
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HajsioronaaTeNbLiMKa B CTPaHe perncrpaumm (41 poccMincKmx IpUaNYecKmX AnL, - MAEHTUGUKALMOHHDI
Homep Hasnoronnatenbuwmka (MHH), ONA MHOCTPaHHbLIX PUAMYECKUX UL, - CTpaHa perucrTpauuu,
HavMeHOBaHMe PErMCTPUPYIOLLErO OpraHa, PermcTpaLMoHHbIN HOMep, Kog, HanoronaateblWwmKa B CTpaHe
perucTpauumn (MHKopnopauumn) MAn ero aHanor);

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

A) dapmakoTepaneBTMyecKas rpynna, Koj /IeKapCTBEHHOro nmnpenapata nNoO aHaToOMoO-
TepaneBTUYECKO-XMMUYECKOM  KnaccuduKkauum, peKoMeHAOoBaHHOM BcemupHoOM  opraHusauuen
3/1paBOOXpPaHEHUs;

(nn. "a" B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHMA 1 NPOTUBOMOKa3aHNA K MPMMEHEHMIO IEKaPCTBEHHOro npenapara;
) No60oYHbIE AeNCTBUA NeKapCTBEHHOrO Npenapara;

3) CPOK roAHOCTM IEKapCTBEHHOTO Npenapara;

1) YCNI0BMA XpaHEHMA NEeKapCcTBEHHOro npenapara;

K) YC/10BUA OTMYyCKa IEKapCTBEHHOIO Npenapara;

N) Homep <¢apmaKonenHOW CcTaTbM WAM B C/yyae ee OTCYTCTBMA HOMep HOPMaTMBHOM
AOKYMEHTauumn niMbo HOPMaTUBHOTO IOKYMEHTA;

M) JaTa rocygapCTBEHHOW perncrpauum NeKapcTBEHHOro npenapata U ero perncrpauuoHHbIN
HOMep, [AaTa 3aMeHbl PEerMcTPaLMOHHOIO YA0CTOBEPEHMA NEKAPCTBEHHOrO npenapaTta Ha beccpoyHoe
perucTpaunoHHoe YyAOCTOBEPEHME JIEKApPCTBEHHOro npenapaTta, JAata noJayn  3asaBNAeHUA O
NnoATBEPKAEHMM  TOCYAAPCTBEHHOW  perncTpauumM  JIeKapCTBEHHOrO npenapata, AaTa  OTMEHb!
rocyAapcTBEHHOW PerMcTpaLmm NekapcTBEHHOrO NpenapaTa;

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

H) KauyeCTBEHHbIV COCTAaB M KOJIMYECTBEHHbIMA COCTaB AEMCTBYIOLLMX BELLECTB UM KAYeCTBEHHbIN
COCTaB BCNOMOraTe/IbHbIX BELLECTB IEKAPCTBEHHOTO Npenapara;
(nn. "H" BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHPopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTeNnbCcKoin) ynakoBKy;
(nn. "o" BBeaeH PenepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-$3)

n) gaTa NPUHATAA PELEeHMA O BO3MOXHOCTM PacCMaTpMBaTb JIEKAPCTBEHHbIM npenapaT npu
rocy4apCcTBEHHOM pernctpaumm B Kayectse opdaHHOro IeKapCcTBEHHOTO Npenapara (419 1eKapcTBEeHHbIX
npenapartoB AN MeAULMHCKOTo NPUMEHEHUS);

(nn. "n" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pes. PegepanbHOro 3akoHa ot
27.12.2019 N 475-d3)

p) Hannume NEeKapCTBEHHOrO NpenapaTa B MepeyHe KMU3HEHHO HEeobXOAMMbIX W BarKHEWLIMX
JIEKapPCTBEHHbIX NpenapaToB (410 IeKapCTBEHHbIX NPEnapaToB 418 MeAULMHCKOro NPpUMeHeHUs);
(nn. "p" BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. denepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HanWuMe B NEKApPCTBEHHOM npenapaTe HapKOTUYECKMX CPeACTB, NCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, NogerKallmx KOHTPoo B Poccuinckolt deasepaumnm, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuitckoit degepauum, mexayHapogHbiMu gorosopamm Poccuiickon ®egepaumm, B Tom uncie EanHoit
KOHBEHUMEN 0 HapKoTUYecknx cpeacTteax 1961 roga n KoHBeHUMEN O MCUXOTPOMHbIX BewecTBax 1971
roaa;

(nn. "c" BBeaeH PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)
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T) WHbOpMaAUMs O TOM, SABASIETCA JIN AaHHbIA JIeKApPCTBEHHbIM npenapat pedepeHTHbIM
NleKapcTBeHHbIM NpenapaTom;
(nn. "1" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBegeHuMAa o nogaye 3anaB/EHUMA O BHECEHUM U3MEHEHUW B AOKYMEHTbl, coaepyKalimecs B
PerncTpaLnoHHOM AOCbEe Ha IeKapCTBEHHbIN Npenapar;
(nn. "y" BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

¢) yTpatnn cuny ¢ 1 mapta 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAEeHUA IeKapCTBEHHOro Npenapara B rpa4aHCcKuii 060porT;
(nn. "x" BBeaeH PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

2) B OTHOLWEHNN PpapMaLEBTUYECKUX CyBCTaHLMI:

a) HaMmeHoBaHMe dapmaleBTUYECKON CybCTaHUMU (MmexayHapoaHOoe HernaTeHTOBaHHOoe, UM
rPynnuMpoBOYHOE, NN XUMUYECKOE M TOProBoe HaMMeHOBaHUA);
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe M aapec npoussoauTensa GapmaLeBTUYECKON cybcTaHLUuY;
B) CPOK roaHocTM dhapmaLeBTUYecKon cybcTaHumm;
r) ycnosusa xpaHeHua dapmaLeBTUYecKon cybcTaHumuy;

A) Homep <dapmaKoneinHOW CcTaTbM WAW B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMEHTaUUN M60 HOPMATUBHOTO AOKYMEHTa;

e) Hannumne dapmaLLeBTUUYECKOWN CyBCTaHUUM B NepeyHe HapKOTUYECKUX CPeACTB, NCUXOTPOMHbIX
BELLECTB U MX MPEKypCcopoB, Noanexalmx KoHTposnto B Poccuickoint depepaumnu, B COOTBETCTBUM C
3aKoHogaTenbcTBOM  Poccuiickoii degepauuu, MeAyHapoAHbIMWM  AoroBopamu  Poccuiickoi
depepaunn, B Tom uncie EMHON KOHBEHUMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHseHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBeaeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. dapmaueBTnyecKkasa cybcTaHuma, NpousBedeHHas AN Peannsalnmn, MOXKeET BbiTb BK/OYEHA B
roCyZapCTBEHHbIM pPeecTp /1IeKapCTBEHHbIX CPEeACTB HAa OCHOBAHMM 3asB/eHMA paspaboTyvKa wuau
NPOV3BOAUTENSA JIEKAPCTBEHHOrO cpeactsa /MO0 YNONHOMOYEHHOTO MMWU OPULMYECKOTo /iMLa Mnpu
YCNIOBMM NpPOBEAEHUA B OTHOLIEHWW TaKoM ¢apmaLeBTUYECKOM CybCTaHUMM 3KCMepTM3bl KayecTsa
dbapmaueBTUYECKOM CybCTaHLMM B MOPAAKE, YCTaHOBJAEHHOM cTaTbelt 34 HacTosAwero deaepanbHoro
3aKoHa. B oOTHOWweHWn dapmaLeBTUYECKUX CcyOCTaHLMI, NPOW3BEAEHHbIX A/1A peanusauuun, B
rocyZ,apCTBEHHOM PEECTPE JIEKAPCTBEHHbIX CPEACTB COAEPHKUTCA caeaytollan HGopmaLmsa:

1) HanmmeHoBaHWe apMaLEeBTUHECKON cybCcTaHuMM (MekayHapoaHOe HemnaTeHTOBaHHOoe, WU
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HanMeHOBaHMA);

2) HaumeHoBaHwWe, agpec nponssoanTenn GpapmaLeBTUYECKOM cybCTaHLMM, a TaKKe B OTHOLEHUN
NeKapCcTBEHHbIX CPeacTB A1A MeAMLMHCKOro NMpUMMEHEeHMsA CBeAEeHMA O peructpauuu npoussoauTens
dapmaueBTUYecKoi cybCTaHUMM B KadyecTBe HasoronaaTtenbliMka B CTpaHe peructpauumn (gna
POCCUMCKUX OPUAMYECKUX UL - UAEHTUOUKAUMOHHLIA HOmep Hasnoronnatenblwmka (UHH), ana
MHOCTPAHHbIX OPUAMYECKUX /UL, - CTPaHa Perucrpaumu, HaMMeHOBaHWE PEerucTPUPYIOLLEro OpraHa,
PEerncTpaunoHHbIM HOMEP, KOA, Ha/soronaaTebllMKa B CTPaHe perncrpaumu (MHKopnopauum) uam ero
aHanor);

(n. 2 B pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpoK rogHocCTM dpapmaLeBTUYECKON CybCTaHLMK;
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4) ycnoBuA xpaHeHus dapmaLeBTUYECKOM cybcTaHLmu;

5) Homep dapmaKoneliHon cTaTbM AM6O B caydyae ee OTCYTCTBUMA HOMEP HOPMAaTUBHOM
AOKYMEHTaLMN UM HOPMATUBHOTO OKYMEHTa;

6) HannMumne dpapmaLLeBTUUYECKON CYBCTAHLMM B NepeyHe HapKOTUYECKUX CPeaCcTB, NCUXOTPOMHbIX
BELLECTB U UX MPEKypcopoB, Noanexalmx KoHTposnto B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHogaTenbctBOM  Poccuiickolt  degepaumnu, MeAyHapoAaHbIMWM  goroBopamu  Poccuiickol
depepaunn, B Tom yncie EgMHON KOHBEHUMEN O HAapKOTMYECKUX cpeactBax 1961 roga n KoHseHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAOYEeHUA dapmaLeBTUYECKOW CyOCTaHLMK B rOCYAapCTBEHHbIN PEecTp NeKapCTBEHHbIX
CPeAcTB, AaTa BHECEHMA U3MEHEHUN B AOKYMEHTbI papmaLeBTUUYECKOM CyBCTaHUMK, AaTa UCKAOYEHUA
dbapmaueBTHUUecKon cybCcTaHLUKM U3 rOCYyAapCTBEHHOMO peecTpa NEKAapPCTBEHHbIX CPeACTB.

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

3. MopsAdoK BeAeHWA rocyAapCTBEHHOrO peectpa JIeKapCTBEHHbIX CPeacTB Aaa MeaMLMHCKOro
NPMMEHEHUA W MOPAAOK BeAeHWA rOCYAapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeacTs  AaA
BETEPUHAPHOrO MPUMMEHEHMS YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepasbHbiM
OpraHoOM MUCMONHUTEIbHOM BAACTW.

Cratba 34. BKAloueHUe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHbIX CPEACTB U UCKIOYEeHUe U3
rocypapCcTBEHHOr0O  peecTpa  JIeKapCTBEeHHbIX  cpeAcTtB  ¢apmaueBTMYECKOW  cybcTaHuuum,
nNpousBeAeHHON 4N1A peanusauum
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona BKAYeHMs dapmaueBTUYEcKoW cybcTaHUMKM, NPou3BeAeHHOM AnAa peanusaumu, B
rocyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, NPOBOAMTCA 3KCNepTU3a ee KayecTBa.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. DKCnepTM3a KayecTBa YKa3aHHOM B YacTu 1 HacTosLwel cTaTbM GapmaLLeBTUYECKOW CybCTaHLUM,
COCTaBJ/IEHWE KOMUCCUEN SKCMEPTOB 3aK/HOYEHUI NO pe3yabTaTam 3TOM IKCNepPTU3bl U UX HanpaB/ieHue B
YNOJHOMOYEHHbIN deaepanbHbliA OpraH WCNOAHUTENIbHOW BAACTU  OCYLLECTBAAKTCA B CPOK, He
NPeBbILAOWMI  WeCcTUAecATM paboumx A[HEW CO AHA MNOAYYEHMA ISKCNEPTHbIM  yypexaeHuem
COOTBETCTBYIOLLErO 3aJaHus YMNOJHOMOYEHHOro ¢denepasbHOro opraHa MCNONHUTENIbHOW BAacTU U
cnefyowmx 4OKYMEHTOB (cBeaeHuWIA):

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

1) cBegeHWA 0 AaTe NPeAoCTaBAEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NeKapcTBEHHbIX CPeACTB MW CBegeHWUA O AaTe NpefoCTaBAEHMA M PErmcTpauyoHHOM Homepe
3aKNIOYEHMUA O COOTBETCTBMM MPOMU3BOAMUTENSA JIEKAPCTBEHHbLIX CpeacTB TpeboBaHWAM MpaBun
Hag/nexalleln npoM3BOACTBEHHOM NPAKTUKW, BblAaHHbIX (MPEAOCTaBAEHHbIX) YNOJHOMOYEHHbIM
denepanbHbIM OpPraHOM WCMOAHWUTENLHOW BAACTW, B C/y4ae, €CiM MPOU3BOACTBO JIeKAapCTBEHHOMO
CpeAcTBa ocylwecTenseTca B Poccuitickolt degepaumm;

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

2) KonuA [OKYMEHTa, BbIJaHHOrO YMNOJHOMOYEHHbIM OPraHOM CTpaHbl NpPouU3BOAUTENSA
JIeKapCTBEHHOIO CpeACcTBa U NOATBEPKAAIOLLErO pa3peLleHne NPoM3BOACTBA JIeKapCTBEHHOIo CPeacTBa,
M ero NepeBo, Ha PYCCKUM A3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM NOPALKE, A TaKKe KOMNWUs 3aK/Ilo4eHns o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MNpaBUA  Hagnerkaluen
NpPou3BOACTBEHHOMN MNPAKTUKM, BbIAAHHOIO YNOJHOMOYEHHbIM PpeaepanbHbIM OPraHOM UCMONHUTENIbHOM
B/1ACTU, MO0 KOMUA pelleHus YynoJHOMOYEHHOro denepanbHOro opraHa MCNOSHUTENbHOW BJIACTU O
NpoBeAEHUN WHCNEKTUPOBAHUSA MPOU3BOAUTENA NEKAPCTBEHHOro CpeacTBa. YKasaHHble OOKYMEHTbI
npeacTaBAsflOTCA B C/Ayyae, eCAuM MNpPOU3BOACTBO JIEKAPCTBEHHOrO CpeAcTBa OCYLLecTBASETCcA 3a
npeaenamu Poccuiickoin Peagepaumu;
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(n. 2 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)
3) IOKYMEHT, cofieprKalllnii cneaytolime ceeaeHus o papmaL,eBTMYecKoin cybcTaHumnm:
a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUKM, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHoOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONI0TNA Npon3sBoAacTBa C OnNNCaHnem CTa,D,Mﬁ npon3soAacTBa U MeTO40B KOHTPO/IA Ha BCEX
CTaamnAxX NponsBoacCTBa;

I') onncaHume pa3pa60TKM npouecca npon3soacTBa;

) onucaHMe KOHTPOAA KPUTUYECKUX CTaauii npolecca nNpous3BOACTBA U MPOMENKYTOYHOM
NPoAyKLUMM;

€) AOKyMeHTa/ibHoe NoATBepXAeHuMe (BanmaaLuma) NpoLeccos U (M1M) UX OLLEHKa;
) CBOMCTBa U CTPYKTYpa AACTBYIOLLMX BELLECTS;

3) XapaKTepucTuKa npumece;

n) cneumdurKaumsa Ha papmaLeBTUYECKYIO CyOCTaHLUMIO U ee 0B6OCHOBaHME;

K) aHanuTUYecKMe MEeTOAMKM, WCMO/Ib3yeMble MPU  OCYLLECTBIEHUM KOHTPOJA KayecTBa
dapmaLeBTMUYECKON cybCcTaHUMU;

I'I) AOKYMEeHTa/IbHOE noAarBepxaeHue (BaJ'IVI,D,aLI,VIFI) dHaA/IUMTUYECKNX METOAUK, UCNOJIb3YyEMbIX MNMPU
OCyLWEeCTBNIEHUN KOHTPONA Ka4eCTBa d)apMaLLEBTMHECKOVI Cy6CTaHLI,VIM,'

M) pe3ynbTaTbl aHaNn3a cepuit papmaLeBTUYECKolM cybcTaHLmK;

H) NepeyeHb CTaHAAPTHbLIX 06PA3L0B UAN BELLECTB, MCMO/b3YeMbIX NPU OCYLLECTBAEHUN KOHTPOAA
KauyecTBa;

0) onucaHue XapaKkTepPUCTMK U CBOMCTB YNaKOBOYHbIX MaTEPMAI0B U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabUAbHOCTU dpapMaLLEBTUUYECKON CyBCTaHUNM;
p) CPOK rogHoCTY;

4) AOKYMEHT, coAep Kallmii CBeAeHMA O PerncTpaLmMm Npon3BoaAnNTENN IEKaPCTBEHHbIX CPeacTs ANA
MeAMLMHCKOrO MPMMEHEHMS B KauyecTBe Hajoronsatesiblivka B CTpaHe perucTpauumn (ans poCcCUnCKMx
IOPUANYECKUX NNL, - WMAEHTUPUKALMOHHBIM HOMep Hasoronnatenblimka (MHH), ana nHocTpaHHbIX
IOPUANYECKUX INLL - CTPAHA PerncTpaumm, HauMeHoBaHNe PEerncTPUPYIOLLEro OpraHa, PerncTPaLnoHHbIN
HOMep, KO HasloronaaTebLiMKa B CTpaHe pernctpaumnm (MHKopnopawuum) Uam ero aHanor).

(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 28.12.2017 N 425-03)
(yacTtb 2 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ana npoBefeHWAa 3KcNepTM3bl KayecTBa YKasaHHOMW B 4Yactm 1 HacToAwei CcTaTbu
dapmaueBTUYecKkoit cybcTaHuMM 3aAaBUTENb NPEACTaBAAET B YNOAHOMOYEHHbIA deaepanbHblii opraH
NCMNONHWUTENbHOW BNACTU:

1) 3asBneHMEe O BKAOYEHMM B TOCYAAPCTBEHHbLIA PEECTP JEKAPCTBEHHbIX CPeACTB AaHHOW
dapmaLeBTMYECKON cybCcTaHLMu;

2) Konus AOKyMeHTa, NOATBEPKAAIOWEro ynaaTy rocygapCTBEHHOM MOLW/MHBI 3@ BK/IOYEHWE B
roCcyZapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeacTB GapMaueBTUYECKON CcybCTaHLMK, Npou3BeseHHOM
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ana  peanusaumm, nMbo no COBCTBEHHOW WHWUMATMBE YKas3aHHbIA AOKyMeHT. B cnyyae ero
HenpeacTaBNeHMA 3asBUTE/IEM YMNOJIHOMOYEHHbIM denepanbHbli OpraH MUCMONHUTENbHOW BAACTK
nposepsAeT GaKT ynnaTbl rocyAapcTBEHHON MNOLWANHDLI 3aABUTENIEM C UCNOb30BaHWMEM MHOpMaLmn 06
ynnarte rocygapCcTBEHHOWN MOLLU/IMHbI, coaeprKalleinca B focy4apcTBeHHON MHPOPMALMOHHOMN cucTeEME O
rOCyZapCTBEHHbBIX M MYHULMMNANAbHbBIX NAaTeXKax, Ha OCHOBAHMM MpPeACTaBAEHHOW 3asBUTENEM KOMWUK
OOKYMEHTa, NoATBEPKAAOLWEro ynaaTy rocyAapCTBEHHON NOLWNHbI;

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

3) IOKYMEHTbI, YKa3aHHbIe B 4aCTU 2 HACTOALLEN CTaTbu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3anBfeHME O Bblgaye paspeleHns Ha BBO3 B Poccuiickyio depepaumio KOHKpPETHOW napTuu
HEe3aperncTpMpoBaHHOIO JIeKAapPCTBEHHOTO CpeacTBa, NpeAHasHaYeHHOro Ana NpoBeAeHUsA YKasaHHOM
3KCNepTm3bl.

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

3.1. B cnyyae HenpeacTaB/ieHUA C 3aABAEHMEM O BK/OYEHUM B rOCYAapPCTBEHHbIA peecTp
JNIEKAPCTBEHHbIX cpeacTBs ¢apmMaLeBTUYECKOM CybCTaHUMW OOKYMEHTOB, MNOATBEP)KAAKOWMX YyhaaTy
rocy4apCTBEHHOM MOLMHbBI U YKa3aHHbIX B MyHKTE 2 YacTW 3 HACTOSALLEN CTaTb, a TaK¥Ke BblAaBaeMblX
(npepocTaBnAaembix) YNoNHOMOYEHHbIMU  defepanbHbIMUM  OpraHaMM  UCMOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAEHWIA), YKa3aHHbIX B MyHKTax 1 M 2 YyacTu 2 HACTOAWEN CTaTbM, YNOJHOMOYEHHbIN
desiepanbHbIit OpraH MCMONHUTENBbHOM BNACTU 3anpallMBaeT yKasaHHble [AOKYMeHTbl (cBeaeHus) B
nopagKe MeKBeAoMCTBEHHOTO MHGOPMaLMOHHOIO B3aUMOAENCTBUS.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

4. B TeyeHMe ecATU paboumx AHEN cO AHA NPUHATUA 3as8BEHUN O BKAOYEHUM YKA3aHHOWM B YacTu
1 HacTosAwel ctaTbl QapmaueBTUUECKON CyO6CTAaHUMW B TOCYAAPCTBEHHbLIA PEECTP NeKAPCTBEHHbIX
CPEeAcCTB W AOKYMEHTOB, MEPEYMCAEHHbIX B 4YacTM 1 M NyHKTe 2 4acTM 3 HacToAWweW CcTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTE/IbHOM BAACTMU:
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) npoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALUMXCA B NPEeACTaBNEeHHbIX
3aABUTENEM AOKYMEHTAX;
(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHUMaET peLleHWe O HanpaB/ieHWWM B 3KCMEPTHOE yuypexiaeHue 3aJaHua Ha nposedeHue
3KCMEePTM3bl KaYecTBa YKa3aHHOM B 4acTM 1 HacToALel cTaTbk dapmMaLeBTUYeCcKon cybcTaHumMm nnm ob
OTKase B TAKOM HanpaBAeHuWMY;

3) yBeaoMASET B 3/IEKTPOHHOM UM NMUCbMEHHOI Gpopme 3asBUTENS O MPUHATOM PELLEHUU UM B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro oTKasa.
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIfABNEHMA HeOOCTOBEPHOCTM CBEAEHWI, COAEpPrKalUMXCA B NpeacTaBAeHHbIX
3anBUTE/IeM MaTepuanax, ynosHOMOYEHHbIM denepasbHbii OpraH UCNOAHUTENbHOW BAACTU HanpasaseT
3anABUTE/II0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [JaHHbI 3anpoc MoXKeT OblTb nepenaH
YNONHOMOYEHHOMY MPeACTAaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HAMpPaBAeH MO MoYTe 3aKa3HbiM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM dopme No TeIEKOMMYHMKALLMOHHbIM KaHanam cBA3n. B ciyyae
HanNpPaBAEeHMA AAHHOTO 3aMpoca No NOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHbBIM MO UCTEYEHUMN
LIecTu AHel ¢ AaTbl HANpPaB/ieHMA 3aKa3HOro NUCbMa.

(yacTtb 4.1 BBegeHa deaepanbHbim 3aKoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb obaAsaH npeacTtaBuTb OTBET HA 3anpoC ynoJIHOMOYeHHOro d)ep,epaanoro OpraHa
WMCMNONHUTENbHOW BNAcTU B CPOK, He I'IpEBbIUJEiPOLLI,MVI AeBAHOCTa pa60qu AHGVI CO OHA nony4vyeHuA
AaHHOTo 3anpoca. CpOK, yKa3aHHbIﬁ B 4actm 4 HaCTOFlUJ,eﬁ CTaTbh, MPUOCTAaHaB/IMBAETCA CO AHA
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HanpaB/ieHMA 3aABUTE/IO0 3aNpoca YNoJIHOMOYEHHOro defepasbHOro opraHa UCNoIHUTENIbHOW BNACTU A0
OHA NOJMyYeHUs UM OTBETA Ha AaHHbIW 3aMpPOC U He YYUTLIBAETCA MPU MCYNCIEHUN CPOKA IKCMEepTU3bl
KayecTBa ¢apmaLeBTUHECKON CybCTaHUMM, HEWUCMNONb3yeEMOW MpPUM NPOM3BOACTBE JIEKAPCTBEHHbIX
npenapaTos.

(yacTb 4.2 BBegeHa depepanbHbim 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A4 OTKa3a B HanpaB/IEHUN B IKCMEPTHOE yYperXKAeHMe 3aaHns Ha nposeaeHune
3KCNepTU3bl KauecTBa yKa3aHHOM B YacTu 1 HacTosALlel cTaTbM papmaLeBTMIYeckoi cybctaHumm agaserca
HenpeacTaBAeHNEe AOKYMEHTOB, YKa3aHHbIX B YacTW 2 HacTosWeKn CTaTbM, OTCYTCTBME MHbOpPMauUUW,
noaTteep:kaatowein ¢akT ynaatbl rocyAapcTBEHHOW MOLWAMHBLI 33 BKAOYEHME dapmaueBTUYecKoM
cybCTaHUMK, NPOM3BEAEHHON ONS peannsaumn, B rocyAapCTBEHHbIV PeecTp JIEKAapCTBEHHbIX CPeacTs,
HenpeacTaBAeHWe 3afBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETAa Ha YKasaHHbIA B 4YacTu 4.1 HacTosALeMn
CTaTbW 3aMpoc YyNoJHOMOYEHHOro pesepasbHOro opraHa UCNOAHUTENbHOW BAACTU UKW NpeacTaB/ieHne
OOKYMEHTOB, He coAepKaluux ncueprbiBatoLwero nepeyHa HeobxoanMmbix cBeAeHUN.

(yacTb 5 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeuyeHune nATHaguaTM paboumx AHeRn CO AHA MNONYYEHMA PeLleHUs YNONHOMOYEHHOro
denepanbHOro opraHa UCMOHUTE/IbHOM BAACTM O HaMpPaB/leHUN B SKCMEPTHOE yUYpexaeHne 3a4aHus Ha
npoBeAeHWe 3KCMepTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwen cTaTbu dapmaleBTUYECKOM
cybCcTaHUMM 3aaBUTENb NPEACTABAAET B SKCNEPTHOE yUperKAeHMe ana NpoBeaeHusa AaHHOM SKCNepTussbl
06pa3ubl papmaLeBTUYECKON CyBCTaHLMM B KOANYECTBE, HEOBXOAMMOM A1 BOCNPOU3BEAEHNA METOA0B
KOHTPO/ISl Ka4ecTBa. IKCNepTHOE yupexaeHne npu nonyveHnn obpasLoB yKasaHHOW B YacTu 1 HacToAwe
cTaTbM GapmMaLEeBTMYECKON CybCTaHLMM BblAAET 3aABUTE/NIO0 LOKYMEHT, NOATBEPKAAOWMNIN NonyyeHne
3TMX 06pasLoB, U B CPOK, HE MPEBbLIWAKOWMIA TpexX paboumnx aHen, yBeAOMAET B 3/IEKTPOHHOU MK
NUCbMeEHHOM popme 06 3TOM YNOJIHOMOYEHHbIM deaepasibHbI OpraH UCNOHUTENbHOM Bnactu. 3TU
CPOKM He BKNIOYAIOTCA B CPOK NPoBeAeHUA AaHHOM 3KCnepTuUsbl.

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

7. JOKYMeHTbI, MOCTYNMBLUME B SKCMEPTHOE YUpEeKAEeHNe O1a NPOoBeAeHNA 3KCNepTU3bl KayecTea
yKasaHHOW B 4acTu 1 HacToswel cTaTbM dapmaleBTMYecKoM cybcTaHuuKM, nogsexkaT Bo3BpaTy B
YNOAHOMOYEHHbIN desepanbHblit OpraH UCNONHUTENbHOM BAACTU OAHOBPEMEHHO C 3aK/IOYEHUAMM MO
pesy/nbTaTam NPoBeAEeHHOW 3KCNepTUsbI.

8. B CPOK, He npeBblWwatowmnii NATM pabounx AHe Co AHA MOJYYEHUA 3aKAOUYEHMSA KOMUCCUU
3KCMEepPTOB MO pe3y/ibTaTaM 3KCMNepTM3bl KayecTBa YyKasaHHOM B 4Yactu 1 HacTosAwen CcTaTbu
dapmaLeBTMYECKOM CybCTaHLLMK, YNOJAHOMOYEHHbIV deaepasbHbI OpraH UCNOAHUTEIbHOW BAACTU:

1) ocyliecTBAAET OLLEHKY TaKOro 3aK/t0YeHUs O OnpeaefieHna ero COOTBETCTBUA 3a4aHuIo Ha
nposeaeHMe AaHHOMN 3KCNepTU3bl;

2) NPUHMMAET peLleHNe O BKAKOYEHUM YKa3aHHOM B 4acTM 1 HacTosALelN CTaTbk GapMaL,eBTUYECKON
cybCTaHUMM B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB WAM pelleHne 06 OTKase B TaKom
BK/HOYEHWM;

3) BHOCUT NpPW NPUHATUW PELUEHMA O BK/OYEHMM YKa3aHHOM B 4YacTM 1 HacToAWEWN CTaTbM
dbapmaueBTUYECcKoM cybcTaHL MM B roCy4apCTBEHHbIV peecTp IeKapCTBEHHbIX CPeACTB NPesyCMOTPEHHYHO
YyacTbto 2 cTatbM 33 HacToAwero denepanbHOro 3akoHa MHopmaumio n ysegomnaseT ob 3Tom B
3/IEKTPOHHOM UK NUCbMEHHON dpopme 3asBUTENS.

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-d3)

9. OcHoBaHMeM pAnsA OTKasa BO BK/IKOYEHUMM YKA3aHHOM B 4YacTM 1 HacToAweWn cTaTbk
dbapmaueBTUUECKON CybCTaHUMM B TFOCYAAPCTBEHHbIM pPEecTp /NIEeKAPCTBEHHbIX CPEeACTB ABNAAETCA
3aK104YEHME COOTBETCTBYHOLWLENO YNOJHOMOYEHHOro defepanbHOro OpraHa UCMNOJIHUTENbHOM BAACTM O
TOM, 4TO Ka4yecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO NONYYEHHbIMU SAHHBIMU.

(yacTb 9 BBeaeHa PenepanbHbim 3akoHOM OT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa oT
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04.06.2018 N 140-93)

10. He ponycKaeTca BKAKOYEHWE B TOCYAAPCTBEHHbIM PEecTp NeKAPCTBEHHbIX CPeACTB OAHOM
dapmaueBTMHECKON cybCcTaHUMN, NPOM3BEAEHHOM AN peanm3alnn U BblIMyCKaeMOM OAHUM U TEM XKe
npoussoguTenem, B BUAe AByx U 60see peecTpoBbIX 3aNnCe.

(yactb 10 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHMe N3MeHEeHWU B AOKYMEHTbI Ha GapMaLeBTUYECKYIO CyOCTaHLMIO, NPOM3BEAEHHYIO ANA
peanu3aummn U BKAKOUYEHHYIO B FOCYAAPCTBEHHbIA PEECTP SIEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAETCA B
nopagke, ycraHosaeHHom cTatbamm 30 M 31 Hactoswero ®PenepanbHOro 3aKkoHa, € ynaaToi
rocyapCcTBEHHOM NOLWNHBI, NPeAYCMOTPEHHON 3aKoHoAaTeNbcTBOM Poccuiickon ®epepaunm o Hanorax
n cbopax.

(yacTb 11 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12. flonyckaeTca obpaleHne dapmaueBTUYECKUX CybCcTaHLMMN, NPon3BeAeHHbIX ANA peannsaumm,
B TeYeHMe CTa BOCbMWAECATU AHEN A0 W NOcC/ae NPUHATUA YyrNoJIHOMOYEHHbIM deaepasbHbiM OpraHOM
WCMOJIHUTE/IbHOW B/IaCTU PELIeHUA O BHECEHUW WM3MEHEHMI B [AOKYMEHTbl Ha (apmalLeBTUYECKYHO
cybCTaHUMIO, NPOU3BEAEHHYIO A/A peanv3auuMmM W BK/AKOYEHHYIO B TFOCYZAPCTBEHHbIA peecTp
NIeKapPCTBEHHbIX CPEACTB.
(yacTb 12 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. PeweHne 06 WCKIOYEHUN U3 TOCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHbIX CPejacTs
dapmaueBTMUYECKON cybCTaHUMKM, NPOU3BEAEHHOW ANA peannsaumu, NPUHUMAETCS YNONHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOSTHUTENbHOM BAACTU B C/yYae:

1) npeactaBneHWA  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasnbHbiM  OpraHoOm
MCMONHUTENBHOW BNACTU 3aK/AIOYEHUS O PUCKE UAM 06 yrpose KU3HW WAM 340POBbLI0 YeNoBeka Nnbo
KMBOTHOTO NPY UCMOb30BaHNN IEKaPCTBEHHOIO CPeACTBa;

2) nogaun pa3paboTUMKOM NeKAapCTBEHHOIO CPeacTBa WAWM MPOU3BOAUTENEM JIEKAPCTBEHHOTO
cpeactBa MB0O YNONHOMOYEHHBIM UMUK APYIUM IOPUANYECKUM NINLOM 33asiBIEHUA 06 UCKAOYEHUU U3
rocy4apCTBEHHOTO peecTpa /IeKapCTBEHHbIX CPeacTB papmaLeBTUYECKOW cybCcTaHLMK, NPOU3BEAEHHOM
ONA peanusaumu;

3) oTcyTcTBUMA PapmMaLeBTUYECKOM cybCcTaHLMM, MpoM3BeAeHHON A1a peanunsaumm, B obpalleHnn B
Poccuitckolt Pegepaumm B Te4eHUe Tpex 1 bonee nert.
(yacTb 13 BBeaeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Ctratba 36. OG6)anoBaHue peweHMa 06 OTKase B Bblgaye paspelleHUas Ha NpoBejeHue
KAMHUYECKOro UCC/efoBaHUA NeKapCTBEHHOro npenapara, peweHua o6 oTKkase B rocyfapCTBeHHOMM
perucTpauuMm JIeKapCcTBEHHOro nMpenaparta, 3aK/loueHUA KOMWUCCUM IKCMEpPTOB  3KCMEepPTHOro
yupexaeHua unm 3akioueHns cCoBeTa Nno aTuKe

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

PeweHune cooTBeTCTBYHOLWEro YNnOJIHOMOYEHHOTO d)ep,epaanoro OpraHa NCNOJIHUTENBHOW BNACTU
06 oTKase B Bblga4ye paspeweHna Ha nposeaeHne KAUMHUYECKOro uccnenoBaHnA 1€KapCTtBEHHOro
npenaparta, peweHune YKa3aHHOro d)ep,epaanoro OpraHa NCNONHUTENbHOW BnactTm 06 OTKase B
I'OCY,EI,BpCTBEHHOﬁ perncrpaunn  nNekapCrBeHHOro npenaparta, 3aKaw4yYeHune KOMUCCUUM  ISKCNEeEPTOB
9KCNEPTHOro y4ypexkaeHnAa Uanm 3aKnko4YeHune CoBETa MO I3TUKE MOXKET 6bITb 06)KanoBaHO B nopAagke,
YCTAaHOB/IEHHOM 3aKOHOAATE/NIbCTBOM Poccuinckol CDe,u,epau,MM. 3aKn4YeHne Komuccum 9KCnepToB
IKCNEPTHOro y4ypexageHna O B3aMMO3aMEHAEMOCTUN NEKAPCTBEHHbLIX NpenapaTtoB AnAa megunumHCKoro
npumeHeHunA nmbo o TOM, 4YTO /'IEKapCTBEHHbIﬁ npenapart ana meanumHCKOro npyumeHeHmnA He ABAAeTCA
B3aMMO3aMeHAEeMbIM, MOXKET 6bITb 06KanoBaHo Aepxarenem vanm Bnagenbuem pernctpaunmoHHOro
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Yy A0CTOBEPEHNA NEeKapCTBEHHOIO NpenapaTa B yNoAHOMOYEHHbIN deaepanbHbli 0praH UCMONHUTENbHON
BNACTU, KOTOPbIA NPUBAEKAET K PACCMOTPEHUIO YKa3aHHOM Kanobbl N0ABeAOMCTBEHHbIE €My Hay4Hble
opraHvsaumm U obpasoBaTesibHble OpraHM3auMm Bbiclwero o6pas3oBaHMA, OcCyLecTBaAAIOLMNE
AeaTenbHocTb B chepe o0b6palleHMA JIeKapCTBEHHbIX CPeAcTB. 3aKloYeHWe KOMMUCCUMM 3KCNepToB
3KCMEPTHOro y4ypexaeHusa, odOopmMaeHHoe Mo UToram nepecmoTpa O06XKa/foBaHHOIO 3aK/UYeHUs
3KCMnepTa, MOXKET bbiTb OCMOPEHO Aep)KaTenem WA BNafeNblLEeM PernMcTpaLmoHHOro yaoCcToBepeHus
JIeKapCTBEHHOro npenapata AMB60 YMNO/JIHOMOYEHHbIM MMM JIMLOM B MNOPAAKE, YCTAaHOBNEHHOM
3aKoHogaTenbctBom Poccuiickoit depepaumn. Mpu  06)KanoBaHUM peLleHUs YNOSHOMOYEHHOrO
desepanbHOro opraHa WCMNOJIHUTENbHOW BAACTM, 3aK/OUYEHUS 3KCNEepTa MM KOMMUCCUM 3KCNepToB
3KCMEPTHOTO YUPEKAEHUA, 3aKN0YEHMA COBETa NO 3TUKE AeprKaTeb UK Bnagenel, perucTpaLMoHHOro
yA0CTOBEPEHMA NEeKapCTBEHHOro npenapaTta AM60 yNnoaHOMOYEHHOE MMM MU0 BrnpasBe NpeacTaBUTb
pe3ynbTaTbl 3KCNEPTU3bl JIEKapPCTBEHHOro npenapaTta, NPOTOKO/bl MOAYYEHHbIX aKKpeaUTOBaHHbIMM
ncnblTaTeNbHbIMKU NabopaTopuamm (LeHTpamKn) pesynbTaToB UCCNeA0BaHWNM, UCNbITaHUIA.

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

Cratba 37. UHPopmauumA, cBA3aHHAA C OCYLLECTB/IEHUEM T[OCYAAPCTBEHHOWU perncrpauum
JIeKapCTBEHHbIX NpenapaToB, UHGOPMALUA O 3aPErMCcTPUPOBAHHDLIX JIEKAPCTBEHHbIX NpenapaTtax M
JIeKapCTBEHHbIX NPenapartax, MCK/II0UYEHHbIX U3 roCyAapCTBEHHOIO PeecTpa NeKapCcTBEHHbIX CPeACTB

1. CoOTBETCTBYIOLLMI YNONHOMOYEHHbIN deaepasbHbI opraH UCMOIHUTENbHOM BNacTU pasmeLlaeT
Ha cBoem oduumanbHom cante B cetn "MHTepHeT" MHbopMaLUio, CBA3AHHYIO C OCYLLECTBAEHUEM
rocyapCTBEHHON perncTpaumm feKapcTBEHHbIX NPenapaTtoB, B TOM YMC/ie NPoBeAeHNEM SKCNepTUssbl
JIeKapCTBEHHbIX CPeACTB (BKAOYAn pesy/ibTaTbl ee NpoBeAeHUs), MHGOPMALMIO O 3aperncTPUPOBaHHbIX
JIeKapCTBEHHbIX NpenapaTtax 1 IeKapCTBEHHbIX NPenapaTtax, MCKIOYEHHbIX U3 FOCyAapCTBEHHOrO peecTpa
JNIEKAPCTBEHHbIX CPeAcTB, He no3gHee Yem 4epe3 naATb paboumx AHEN Cco AHA MOJIyYEeHUs
YNOJHOMOYEHHbIM denepanbHbIM OpPraHOM UCMOAHUTENIbHOW BAACTM COOTBETCTBYHOLLEN MHPOPMALMN.
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-3)

2. CpoKM M MNOpAAOK pasMelleHMs yKasaHHoM B 4Yactm 1 HactosAwen cratbM MHbOpMaLUn
YCTaHaB/MBAKOTCA YNONAHOMOYEHHbIM deaepasibHbiM OpraHoOM UCMOJIHUTENbHOM BAacTU. UHpopmaums,
YyKasaHHaa B YyacTM 1 HacToflWeNn cTaTbu, ABASETCA OTKPbITOM M 0bueoCcTynHOM M npeaocTaBafeTca
3aMHTEpPEeCcoBaHHbIM NNLLAM B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoin deaepaumu.

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

hasa 7. KMIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHDbIX
MNPENAPATOB AN1A MEAULUMHCKOIo NPUMEHEHUA, AOrOBOP
OBb UX NMPOBEAEHUN, NPABA NALUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEAOBAHUNAX

Cratba 38. KnuHuueckue wuccnepoBaHMA NIeKApCTBEHHbIX MpenapaTtoB ANa MeAULUHCKOro
npumeHeHus

1. KnvHuuyeckre mccneaoBaHUs IeKapCTBEHHbIX NPenapaToB A8 MeAULMHCKOTO NpUMEHEeHWs, B
TOM YMC/Ie MeXAYHapPOAHblE MHOFOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErUCTPALMOHHbIE, MPOBOAATCA
B OAHOW WM/IM HECKOJbKMX MEAWULMHCKMX OpPraHM3aLusax B COOTBETCTBUM C MpaBWIaMK HagjexKallei
KMHWUYECKOW NPaKTUKK, YTBEPKAEHHBIMU YOJHOMOYEHHbIM defepasibHbiM OpraHOM UCMONHUTEIbHOWM
B/J1aCTU, COOTBETCTBEHHO B C/IEAYHOLMX LieNIfX:
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) ycTaHoBAeHWe 6e30MacHOCTM IeKapPCTBEHHbIX MPenapaTos A8 340P0BbIX 406poBOAbLEB M (MAK)
NepeHoCMMOCTM WX 340pPOBbIMM  A06POBONBLLAMM, 33 WCKAIOYEHWEM TaKMX  MUCCAeL0BaHWiA
NleKapcTBeHHbIX NpenapaTos, Npoun3BeAeHHbIX 3a npeaenamm Poccuiickoint Peaepauuu;

2) nop,60p ONTUMA/IbHbIX AO3UPOBOK NIEKAPCTBEHHOIO NpenapaTta U Kypca fe4eHna anAa nauyneHTos
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C onpeaeneHHbIM 3abonesBaHMem, ONTUMA/bHBIX [03 U CXeM BaKUMHALUMWM MMMYHOBMOA0rMYEeCcKUMM
NeKapcTBeHHbIMKM NpenapaTamm 340p0BbIX 406POBOALLEB;

3) ycTaHOB/IeHMEe 6€30MacHOCTM IeKaPCTBEHHOTO NpenapaTta u ero 3¢pGeKTUBHOCTU 414 NALUEHTOB
C onpegeneHHolim 3abonesaHmem, npodunakTnyeckorn 3PPeKTUBHOCTY MMMYHOBNONOTUYECKMX
JIeKapCTBEHHbIX NPenapaTos ANA 340P0BbIX 406POBO/bLEB;

4) n3y4yeHue BO3MOXKHOCTM PaCLLUMPEHUs NOKA3aHNN g1a MeAULMHCKOrO NPUMEHEHUSA U BblSiB/IEHUS
paHee HeM3BECTHbIX NOOOYHbIX AENCTBUIA 3apErnCTPUPOBAHHbIX IEKAPCTBEHHbIX MPENapaTos.

2. B oTHoweHWW BOCMNPOM3BEAEHHbIX JIEKAPCTBEHHbLIX NpenapaTtoB Aas MeOULMHCKOro
NPUMEHEHNA  MPOBOAATCA  WUCCNeAOBaHUA  OWMO3KBMBANIEHTHOCTM U (MaM)  TepaneBTUYECKOM
SKBMBAJIEHTHOCTM B  NOPSAKe, YCTaHOBJEHHOM  YMOJHOMOYEHHbIM  deaepasbHbIM  OpraHoMm
MCNONHUTENIbHOM BNaCTW.

3. OpraHusauuio NpoBeAeHUs KANHUYECKUX WCCNeLOBaHMIA JIeKapCTBEHHOro npenapaTa g
MeANUMHCKOTo NpUMeHeHNA BNpaBe OCYLLEeCTBAATD:

1) pa3paboTumnK NeKapcTBEHHOrO Npenaparta Uan yrnoaHOMOYEHHOE UM INLLO;

2) obpasoBaTenbHble OpraHM3auuu Bbiclero 06pa3oBaHMA, OpraHM3auuu AO0MNONHUTENIbHOIO
npodeccroHanbHoro o6pasoBaHus;
(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccnegoBateibCkKMe opraHn3aumnmn.

4. KnMHunyeckne wmccnepoBaHWMA NeKapCTBEHHOro npenapata Aaa MeAMUMHCKOTO MPUMEHEHUs
NPOBOAATCA Ha OCHOBaHMM pa3pelleHna Ha NpoBeaeHMEe KIMHUYECKOTO UCCNel0BaHUA NEKAPCTBEHHOTO
npenapaTta, BbIAAHHOMO YMNO/JHOMOYEHHbIM denepanbHbIM  OpPraHOM  WCMOJHUTENbHOW  BAACTU.
YnoAHOMOYeEHHbIV desepanbHbll opraH UCNOJAHUTENbHOW BAACTU BEAET PEECTP BblAAHHbIX Pa3peLleHnin
Ha npoBeAeHWe KINHUYECKUX UCCNef0BAHNIN NEKAaPCTBEHHOTO NpenapaTa, COAEPKaLLMIA YKazaHUe Ha MUX
LeSib MW LLeNn, B YCTAaHOBIEHHOM 3TUM OPraHOM MopagKe.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

5. Y1patun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumMm nposeAeHUA KAMHUYECKMX WCCNeAoBaHWA NeKapCTBEHHOro npenapata Ans
MEANUMHCKOTO NPUMEHeHUa pa3paboTyMKOM JIeKapCTBEHHOro npenapata MOFYT MpPMB/EeKaTbCA
topuanyeckme nauua  nobol  opraHM3auMoHHO-NpaBoBon ¢Gopmbl  MNpW  yCnoBMKM  obecneyeHun
COOTBETCTBMA 3TUX UCCNeA0BaHMIA TpeboBaHMAM HacToAwero ®eaepasbHOro 3aKoHa.

7. KnvHunyeckne mccnenoBaHWA NEKAPCTBEHHbIX NPEnapaToB AN MEeLMUUHCKOTo MpUMEHEeHMuA
NpPoBOAATCA B MEAMUMHCKUX OpraHM3aumax, aKkKpeaMTOBaHHbIX YMNOJHOMOYEHHbIM denepasbHbIM
OpraHOM WCMOSIHUTENbHOW BNACTM B NOpsAAKe, YCTaHoBAeHHOM [lpaBuTenbcTBOM Poccuiickoit
depgepaunn.

8. TepeyeHb MEAMUMHCKMX OpPraHM3auMii, WMMEKLMX MPaBo MNPOBOAUTL  KAMHUYECKME
nccnenoBaHNA NIEKAPCTBEHHbIX NPEnapaTtoB AN MeAMUMHCKOTO NMPUMEHEHUs, U PeecTp BblAaHHbIX
paspeleHnii  Ha  NpoBeAeHWe  KJAMHUYECKUX  WUCCNefO0BAaHWM  NIEKAPCTBEHHbIX  MpenapaTtos
Oony6/IMKOBBIBAIOTCA WM PA3MELLAIOTCA YNOJHOMOYEHHbIM beaepanbHbIM OPraHOM UCMOJIHUTENbHOM
B/1aCTW B YCTAaHOBNEHHOM MM NopaaKe Ha cBoem opuumManbHOM calite B ceTn "UHTepHeT".

Cratba 39. PewweHue o npoBeAeHUUN KANHUYECKOrO UCCNeA0BaHUA NIEKAPCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEeHUA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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1. KanHuyeckoe uccnegoBaHWe NeKapCTBEHHOrO npenapata Aaa MeauuMHCKOro npuMeHeHus
NPOBOAMTCA Ha OCHOBaHUWN pa3peLleHns Ha NpoBeAeHNe KIMHMYECKOro NCCAe0BaHMA IeKapCTBEHHOTO
npenapaTta, BblAAHHOIO YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCAOAHUTENbHOMW BAACTU MO
pe3ynbTaTamM 3KCNepTU3bl AOKYMEHTOB, HEOOXOAMMbIX ANA MOJYyYeHMA paspeLleHMA Ha NpoBefeHue
KNMHUYECKOTO NCCNe0BaHMA IEKAPCTBEHHOMO NpenapaTa M 3TUYECKOM SKCNepTM3bI.

2. nA nonyyeHua paspelleHua Ha NpoBedeHue KAMHMYECKOro MCCNeAO0BaHUA NeKapCTBEHHOMo
npenapata 408 MeAMUMHCKOTO MPUMEHEHMs 3aABUTeNb NpeAcTaBaAdeT B YNOAHOMOYEHHbI
deaepanbHbIii OpraH UCNONHUTENIbHOW BAACTU:

1) 3aAB/1IeHNne O Bblgaye paspeweHna Ha npoBegeHmne KAMHUYeCKoro wmccaeanoBaHuA
NEeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

2) KOMWM AOKYMEHTOB, NMOATBEPKAAMOLWMX YNAaTy rocyfapcTBEHHOM MOW/MHLI 33 NpoBeAeHue
3TUYECKOW 3SKCMepTu3bl, 3KCMEPTM3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapat gas noJiydyeHus
paspeleHns Ha nNpoBeAeHWE KAMHUYECKOro WCCNefoBaHWA JIeKApCTBEHHOro npenaparta g/
MEANUMHCKOTO NMPUMEHEHUS, 3a Bblgayy paspelleHus Ha MpoBefeHUe KAMHUYECKOro UccienoBaHus
JIEKapCTBEHHOTO NMpenapaTa 4/ MeAULLMHCKOTO NPUMEHEHUSA, 33 NPOBeAEHNE 3KCNEPTU3bl LOKYMEHTOB
Ha JNIeKapCTBEHHbIA Npenapat ANA MOJyYEeHWUA paspelleHus Ha MpoBEeAEHUE MEeXAYHapPOLHOro
MHOTOLEHTPOBOIO KJIMHUYECKOTO WCCef0BaHMUA JIEKAPCTBEHHOTO MpenapaTta A48 MeAMUMHCKOro
NMPUMEHEHMA, 33 BblAaYy pa3peLleHUs Ha MPOBEAEHUE MEXAYHAPOLHOTO MHOTOLLEHTPOBOIO
K/IMHUYECKOTO UCCef0BaHUA IeKapCTBEHHOro npenapata Ans MeAMUMHCKOTO MpPUMEHeHMs, 3a
npoBeAeHMe 3TUYECKOW 3SKCMepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIW MpenapaTt as
No/yYyeHUa paspelleHMs Ha NpoBeAeHWEe MOCTPErMCTPAUMOHHOIO KAMHWYECKOTO WUCCAeL0BaHuA
NeKapcTBEHHOTO NpenapaTta 414 MegUUMHCKOro NPUMEHEHMA, 3a BblAady paspelleHna Ha NpoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MCCNEeA0BaHUA IEKAaPCTBEHHOrO NpenapaTa 414 MeanuMHCKOro
NPUMEHEHUS;

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

3) NPOTOKON K/IUHUYECKOTo uUccnegoBaHUA NEKAPCTBEHHOrNo npenapata Ana mMmeauunHCKoro
NPpUMeHeEHUA;

4) 6powwtopy uccnegosaTens;
5) nHPOPMaLMOHHbIV TUCTOK NALMEHT];

6) cBepgeHns 06 onbiTe pPaboTbl UCCNenoBaTeNelt NO COOTBETCTBYIOWMM CMEUMaNbHOCTAM U UX
onbiTe paboTbl N0 NPOBEAEHUIO KANHUYECKUX UCCNed0BaHUIA;

7) cBegeHMA O MEAMUMHCKMX OpraHusauusax, B KOTOPbIX Mpeanosaraerca nposeneHue
K/IMHWUYECKOTO UCCNef0BaHNA IEKAPCTBEHHOIO NpenapaTta 418 MegULMHCKOro NpMMeHeHUs (NoaHoe u
COKpalLeHHOEe HaWMeHOBAHWS, OpPraHM3aUMOHHO-NpPaBoBas (opmMa, MECTO HAXOKAEHUS U MecTo
OCYLLECTBNEHUA AeATeNbHOCTU, TenedoH, TenedaKkc, aapec 3/IeKTPOHHOM NOYTbl KaXKAoN MegUUNMHCKOM
opraHusaumm);

8) ceeaeHnAa O npegnosiaraembiX  CPOKax npoBedeHnA  KJAMHUYECKOro umccnenoBaHuA
NNEKapPCTBEHHOIO npenaparta Ana megnumnHCKoro npuMmeHeHuA,

9) KON 00rosopa o0b6na3aTenbHOro CTpaxoBaHWA, 3aK/KOYEHHOIO B COOTBETCTBUU C TUNOBbIMU
npasuiaamum 0bA3aTenbHOro CTpaXoBaHWMA, C YKa3aHunem npe,a,eanoVI YACNEHHOCTN NAUUNEHTOB,
ydyacTBylOWNX B KJAUHUYECKOM UCCNeaOBaHUM NeKapCTBEHHOrNo npenapata Ana MeaguunHCKoro
npuMeHeHUA;

10) nHdpopmaumio 0 cocTaBe EeKapPCTBEHHOro NpenapaTta 414 MeAMLMHCKOro NPpUMeHeHUs;

11) AOKYMEHT, COCTaBJ/IEHHbIN nponssogutenem NeKapCtBeHHOro npenaparta ana meamumnHCKoro
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NPUMEHEHUS U COAEPMKALLMA MOKa3aTeNn (XapaKTePUCTUKKU), a TaKKe CBEAEHUSs O J1eKapCTBEHHOM
npenapate Ana MeAULMHCKOrO MNPUMEHEHMA, MPOU3BEAEHHOM [ANA MPOBEAEHUA KAMHUYECKUX
nccneaoBaHum;

12) cBepeHMA 0 AaTe NPeaoCTaB/leHUA U PErncTPaLMOHHOM HOMEPE /INLEH3UN Ha NPOM3BOACTBO
NIEKAPCTBEHHbIX CPeACTB B C/y4yae, ecin NpPoM3BOACTBO JIEKAPCTBEHHOrO rnpenapaTa OCyLLecTBAAeTCA B
Poccuiickoir depgepaunun, MAU cBEAEHWA O AaTe NpeaocTaB/ieHUA M PEerucTpauMoHHOM Homepe
3aK/Il0YEHMS O COOTBETCTBMM MPOM3BOAUTENA JIEKAPCTBEHHOro npenapata TpeboBaHMAM MpaBuU
Hag/eKallelr NpoM3BOACTBEHHOM MPAKTUKKM, NPeaoCTaB/feHHOro YNo/JIHOMOYEHHbIM OPraHOM CTPaHbl
npousBoaUTENs IEKAPCTBEHHOrO NpenaparTa.

(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2.1. B cnyyae HenpeAacTaB/ieHMA C 3afBAEHMEM O Bblgaye paspelleHMA Ha nposedeHue
KNMHMYECKOTO UCCNea0BaHUA IeKapCTBEHHOTo npenaparta A1a MeguLMHCKOro NPUMEHEHNs OKYMEHTOB
(cBeaeHwuit), noaTBEPKAAOWMX YNAaTy rocyAapCTBEHHOM MOLW/IMHBLI U YKa3aHHbIX B NMyHKTe 2 yactu 2
HacTosIWEN CTaTbM, a TaKKe BblAaBaemblx (MpeaocTaBasemblx) YNoNHOMOYEHHbIMU benepanbHbIMU
opraHamm UCNOMIHUTENIbHOW B/1aCTM AOKYMEHTOB (CBeAeHMI), yKa3aHHbIX B NyHKTe 12 yactu 2 HacToALlleln
CTaTbW, YMNOJIHOMOYEHHbIN defepasibHbiii OpraH MCMOAHUTE/NIbHOM BAACTU 3anpallMBaeT yKa3aHHble
JOKYMeHTbI (CBeieHMA) B NopAAKe MeXBeJOoMCTBEHHOro MHGOPMALIMOHHOIO B3aMMOAeNCTBUS.

(yacTb 2.1 BBeaeHa desepanbHbiM 3aKoHOM 0T 27.12.2019 N 478-d3)

3. B cpoK, He npeBbiwatowmii NAT1 paboumx AHen Co AHA NPUHATMUA YKAa3aHHOIO B NyHKTe 1 yactun 2
HACTOALLEN CTaTbW 3asBAEHMA U HEOBXOAMMBIX LOKYMEHTOB, YNOJAHOMOYEHHbIN desepanbHblit opraH
NCNOSIHUTENbHOW BNacTu:

1) npoBOAUT NPOBEPKY NO/THOTbI U OCTOBEPHOCTU CBe,CI,EHVIVI, cogeprKawmnxca B npeancrtaBaeHHbIX
3aABuTenem AOKYMEHTAX;

2) NMPUHUMAET pelleHne o npoBegeHNN IKCNEPTU3bI JOKYMEHTOB O1A NONYyHEHUA pa3pelleHnAa Ha
nposeaeHne KAIMHNYECKOro nccnenoBaHmA 1eKapCTBEHHOIO NpenapaTta ANAa meaAnUunMHCKOro npumeHeHunA
N 3TUYECKOM 3KCNepTn3sbl AN 06 oTKase B nposeaeHNUN yKa3aHHbIX SKCNePTU3,;

3) yBegoMAAeT B 3/IEKTPOHHOW popme UAM Ha BymarxkHOM HocUTese 3afBUTENA O MPUHATOM
peweHunn nnbo B CNy4dae NpUHATUA peleHnAa 06 OTKase TakXe c YKa3aHunem npnymnH Takoro OTkasa,

4) noAroTaBAMBAET M HaMNpaBAsfeT B IKCMEPTHOE yupexAeHWe M COBEeT MO 3TWKe 3ajaHue Ha
npoBeAeHMe COOTBETCTBYHOLLMX IKCNEPTH3.

4, B cnyyae BbIIBN€HWUA HENONHOTbI U (MAK) HeQOCTOBEPHOCTU MHPOPMaLMK, coaeprKallenca B
npeacTaBNeHHbIX 3anABUTENIeM AOKYMEHTaX, YNOAHOMOYEHHbIM deaepanbHblit opraH UCNOAHUTENbHOW
BJ1AaCTW HanpaBadeT 3aABUTENIO 3anpoc 06 YTOYHEHMM yKa3aHHOM MHPopMaumn. [aHHbIM 3aNpoc MOXKeT
6bITb NepesaH yNoaHOMOYEHHOMY NPeACTaBUTENIO 3aSBUTENA IMYHO NOZ PACNMCKY, HanpaB/ieH no noyte
3aKa3HbIM MMCbMOM WM NepeaaH B 3/1eKTPOHHOW popme Mo TeIeKOMMYHUKALMOHHbBIM KaHasam CBA3MN.
B cnyyae HanpaB/ieHUs AaHHOro 3anpoca Mo noyTe 3akasHbIM MUCbMOM OH CYMTAETCS MOJIYYEHHbIM NO
NCTEYEHUW LWeCTn gHel C AaTbl HaNpaB/ieHWA 3aKa3HOro NMcbMa. 3asBuTesb 06A3aH NPeacTaBUTb OTBET
Ha 3anpoc yrno/JIHOMOYeHHOoro ¢pesepasbHOro opraHa UCMOIHUTEIbHOM BA1ACTU B CPOK, HE MPEeBbILLAoLLNIA
AeBAHOCTa pabounx AHel co gHA ero nosyyeHus. CpPok, yKasaHHbIM B 4acTM 3 HACTOsALLEN CTaTbw,
NPUOCTAHAB/AMBAETCA CO [AHA HanpaBAeHMs 3anABMTENO0 3anpoca YNoJHOMOYeHHoro denepanbHoro
OpraHa UCMONHUTENIbHOM BAACTM 40 AHA NOAYYEHUSA MM COOTBETCTBYHOLLENO OTBETA U HE YUNUTLIBAETCA NPU
MCYNCNEHUM CPOKA MPUHATUA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONHUTEbHOW BAACTU
pelweHns O NPOBEeAEHWM IKCMepTU3bl AOKYMEHTOB ANS TMOJyYeHWA paspeLlleHus Ha MpoBeAeHue
KAMHMYECKOro nccieg0BaHUA IeKapCcTBEHHOro npenapaTa AN8 MeaULMHCKOTo NpUMEHeHUs.

5. OcHoBaHMeM ana OTKasa B nposeaeHnn saKCNeEPTU3bl AOKYMEHTOB ANA NONy4YeHUA pa3pelleHna
Ha npoBeaeHne KAMHUYECKOro wuccneaoBaHMA J1eKapCTBEHHONoO nMnpenapata Ana mMeauunHCKoro
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NPUMEHEHUA U ITUYECKOW IKCNEepTU3bl ABAAETCA MNpeacTaBNeHne OOKYMEHTOB, MpeayCMOTPEHHbIX
YacTblo 2 HacToslLel CTaTbW, B HEMONHOM O06beme, HenpeacTaBNeHWe 3aaBUTENEM B YCTAHOB/IEHHbIV
CPOK OTBETa HA YKA3aHHbIN B 4aCTW 4 HacToALLENM CTaTbW 3aNPOC YNOJTHOMOYEHHOTO peepanbHOro OpraHa
NCNOSHUTENbHON BAAcTU NMbBO OTCYTCTBME B MPEeACTaBAEHHbIX 4OKYMEHTaX UCYEPMbIBAOLLENO NepeyHs
HeobxoamMmon uHPopmauum UanM MHPOPMALMKU, KOTOpas A0aKHa ObiTb OTparKeHa B HUX, a TaKxKe
oTcyTcTBME MHOPMALMM, NOATBEPKAAIOWEN AKT YNAaTbl rOCYyAapCTBEHHON MOLW/IMHLI 32 NPOBeAEHUE
3TUYECKOM 3KCMepTU3bl, 3KCMEepPTU3bl AOKYMEHTOB Ha JEKAPCTBEHHbIM nNpenapat AAA MNoAy4YeHus
pa3peleHna Ha npoBeAEHME KMHWUYECKOTrO WCCAeAOBAaHUA NEKApCTBEHHOro npenapata  Aaa
MEONLMHCKOTO NPUMEHEHMA, 33 Bblgady Pa3pelleHMA Ha NpoBeAeHWEe KAMHMYECKOTO MCCnesoBaHMA
JIeKapCTBEHHOrO NpenapaTa 414 MeANUMHCKOrO NPUMEHEHMSA, 33 NPOBeAEHNE IKCNEPTU3bI AOKYMEHTOB
Ha J/IeKapCTBEHHbI npenapat A/A MONYYEHUA pPaspelleHns Ha MPOBEAEHUE MEXAYHAPOAHOro
MHOTOLLEHTPOBOrO K/AIMHUYECKOTrO MCCNeA0BaHUA NEKAapCTBEHHOIO Mpenapata Aaa MeAMLMHCKOro
NPUMEHEeHMA, 3a Bblga4yy paspeweHMa Ha NPoBEAEHWE MEXAYHAPOLHOr0 MHOrOLEHTPOBOIO
KIMHUYECKOTO UCCNef0BaHUA /IeKAPCTBEHHOrO Mpenapata Ans MegMUMHCKOrO MpPUMEHeHMA, 3a
npoBeAeHMe 3TUYECKOM IKCMEPTM3bl, 3IKCMEPTM3bl AOKYMEHTOB Ha /IeKapCTBEHHbIM npenapat Ans
NnoslydeHMA paspelleHna Ha MNpoBeAeHUe MNOCTPErMCTPALUMOHHONO  K/JAMHUYECKOrO UCCNen0BaHuA
JIeKapCTBEHHOIO NpenapaTa A1A MeAULMHCKOrO NPMMEHEHMSA, 33 BblAayy paspelleHnsa Ha NpoBeaeHue
NOCTPErUCTPALLMOHHOIO KNMHUYECKOTO UCCe0BaHUA NEKAPCTBEHHOMO NpenapaTta 418 MeguLMHCKOro
NpPUMeHeHus.

6. [poBeaeHMe 3KcNepTM3bl AOKYMEHTOB A1A MNOAYYEeHUA paspeleHns Ha npoBeaeHue
KNMHUYECKOTO MCCNeA0BaHMA NEKAPCTBEHHOIO NpenapaTa 4158 MeANUNHCKOrO NPUMEHEHNA U STUYECKO
3KCMNepTU3bl, COCTAaBAEHNE KOMUCCUEN SKCNEPTOB M COBETOM MO 3STUKE 3aKNHOMEHNIN O BO3MOXKHOCTU UK
HEBO3MOXHOCTM NPOBEAEHUA TAKOTO KNMHUYECKOTO MCCAeA0BaHUA U HaMNpPaBAEHME STUX 3aKOYEHUI B
YNO/IHOMOYEHHbIA deaepanbHbli OpraH MCMOJIHUTE/IbHOM BJIACTU  OCYLUECTBAAIOTCA B CPOK, He
MPEeBbLIWAOWMA TPULLATU pabounx AHeW CO AHA MOJYYEHMA ISKCNEPTHbIM yypexkaeHWem 3a[aHus
YNOJHOMOYEHHOIO ¢enepanbHOr0 OpraHa MCMNOAHUTE/IbHOM BAACTU C MPUIOKEHMEM [OOKYMEHTOB,
YKa3aHHbIX B MNyHKTax 3, 4, 10 n 11 yactm 2 HacToAlWEeWn CTaTbW, U COBETOM MO 3TUKE 3aJaHus
YNONHOMOYEHHOIo ¢eaepanbHOro opraHa WMCNONHUTENbHOM BAACTU C MPUNOKEHUEM [OOKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yacTu 2 HacToALeNn cTaTbM.

7. B cpoK, He NpeBblWaloWMn NATU Pabounx gHel co AHA NOAYUYEHUA 3aKIOUYEHUIA, YKa3aHHbIX B
4acTM 6 HACTOALLLEN CTaTbK, YNOJHOMOYEHHDbIN deaepanbHbiii OpraH UCNOHUTENbHOM BAACTU:

1) OCyLLEeCTBNAET OUEHKY NOCTYNNBLUNX 3aK/Il04YeHNN anaonpeageneHna nX COoTBeTCTenA 3aJaHNAM
Ha nposeaneHMe COOTBETCTBYHOLWUX SKCNEPTU3,;

2) NPUHMMAET pelleHne O BblAadye paspelleHna Ha NPoBeaeHWe KAMHMYECKOro MccieoBaHus
NleKapcTBEHHOro npenaparta A8 MeAUUMHCKOro npumeHeHua uam o6 oTKase B Bblgaye yKa3aHHOro
paspelleHms;

3) BblAAET pa3pelleHne Ha nposegeHne KIMHN4YeCKoro nccaeaoBaHnA N1€KAapPCTBEHHOINO nNpenapaTa
ana megunumHCKOro npmMmeHeHuna wunn pelwleHue 06 oTKase B Bblga4e€ YKa3aHHOro paspeweHna C
YKa3daHnem npumuvnH OTKa3a.

8. OcHOBaHMEM A8 OTKasa B Bblgaye pa3pelweHnAa Ha nposeageHne KIMHN4YeCKoro nccaeanosaHma
NNEKAPCTBEHHOIO nNpenaparta Ana MegnumMHCKOro npuMeHeHnA ABNAETCA HaIMYne 3aKII04EHNA KOMUCCUN
JKCNEPTOB WU 3aK/NKOYEHNA COBETa MO 3TUKE O HEBO3MOXHOCTU MNpoBeAeHUA KAUHUYECKOTO
ncecnenoBaHMA  NEKApCTBEHHOrNo npenapara And MegumumnHCKoro npumeHeHuAa no  pe3ynbratam
nposeaeHHbIX 3KCNEPTU3, NpeayCMOTPEHHbIX 4aCTblo 6 HaCTO‘r'ILLI,eﬁ CTaTtbwu.

9. PeweHune 06 oTKase B nposeaeHn skCnepTn3bl AOKYMEHTOB O/14 NONYYHEHUNA pa3pelieHnA Ha
nposeaeHne KIMHN4YeCKoro nccnegoBaHMA NEKApPCTBEHHOIO npenaparta 4aa MeagnumnHCKOro npuMmeHeHuA
N 3TUYEecKom 9KCNepTn3bl U B Bblaaye pa3peweHnAa Ha nposegeHne KANMHUYECKOro unccnegoBaHUA
NNEKapPCTBEHHOroO npenaparta Ana MmeaunumHCKOro npuMeHeHnAa MOXKeT 6bITb 063KanoBaHO B nopAagke,
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YyCTaHOB/IEHHOM 3aKOHOAaTeNbCTBOM Poccuiickon depepauun.

Cratba 39.1. 3TMuecKan 3KcnepTUsa
(sBepeHa desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3TnyecKas aKkcnepTn3a NPOBOAMUTCA COBETOM MO 3TUKE, CO34aHHbIM B NMOPsiAKe, YCTAHOBSIEHHOM
YNO/IHOMOYEHHbIM defiepanbHbIM OPraHOM MUCMONIHUTE/IbBHOM BNACTU, B LENAX BblAa4vM 3aK/oveHms o6
3TMYEeCcKo 060CHOBAHHOCTM BO3MOXHOCTM NPOBEAEHMA KAMHUYECKOIO UCCeA0BaHNA NeKapCTBEHHOro
npenapara Aas8 MegMUNHCKOTo NPUMEHEHUs.

2. KcnepTamu CoBeTa No 3TUKE MOTyT BbITb NPeACcTaBUTENN MeAMULMHCKUX OPraHn3aumnie, Hay4yHbIX
opraHusaumii, 0bpasoBaTeNbHbIX OPraHM3auMii Bbiclero o06pasoBaHMA, a TaKXKe MNpeacTaBUTeNN
06LEeCTBEHHbIX OpraHN3aUnii, PeUrMO3HbIX OpraHM3aLMii U cpeacTs MaccoBoi nHpopmaunn. [aHHble
3KCMEPTbl He AO/KHbI HAaXOAWUTbCA B KaKOM-IMG0 3aBUCMMOCTM OT pa3paboTuMKOB JleKapCTBEHHbIX
npenapaToB U APYrux AnL, 3aMHTEPECOBAHHbIX B PE3Y/1bTaTax 3TUYECKOMN IKCNEPTU3bI.

3. Onnata ycnayr 3KcnepToB COBETa MO 3TUKE OCYLWECTBAAETCA Ha OCHOBaHMM [O0roBOpa,
3aK/IIOYEHHOTO MeXKAay YNOJHOMOYEHHbIM deaepasibHbiIM OpraHoOM WCMOJIHUTENbHOM BNACTU, KOTOPbLIM
COo34aH COBET MO 3TUKEe, M SKCNepToOM COoBeTa MO 3TMKE, 3a cyeT OlOyKeTHbIX aCCUrHOBaHWMA,
NpPeAyCMOTPEHHbIX YMNOJIHOMOYEHHOMY ¢eaepasibHOMY OpraHy MCNONHUTENIbHOW B/IacTW, KOTOPbIM
co34aH COBET Mo 3TuKe, B dedepasibHOM bOroaKeTe Ha COOTBETCTBYHOLWMIA rof Ha obecrneyeHue ero
[eATeNbHOCTU, B pa3mepax, YCTaHOBAEHHbIX MpasuTenbcTBom Poccuinickon deaepaumm.

4. JKcnepTbl COBETa MO 3TUKE HEeCcyT OTBETCTBEHHOCTb B COOTBETCTBMWM C 33aKOHOAATE/IbCTBOM
Poccuiickoin Peaepaunn.

5. CocTaB coBeTa Mo 3TMKe, NoJoXKeHMe 06 3TOM COBETE, MOPAAOK ero AeATeNbHOCTH, TpeboBaHuA
K KBanndUKaumm 1 onbITy paboTbl N0 3KCNEPTHOMN OLEHKE HAaYYHbIX, MEAULMHCKMX U STUYECKMX aCNeKToB
KAMHWYECKUX  UCCNeAOBaHUM  NEeKapCTBEHHbIX NpenapaTtoB AA8 MEeAWUUMHCKOTO NpUMEHEeHus,
npeabaBAsemble K 3KCnepram coBeTa MO 3TUKe, MOPAAOK OpraHusauMmM M npoBeAeHua 3TUYECKOW
3KCnepTM3bl, GopMa 3aKNOYEHMA COBETA NO 3TUKE YCTaHABAMBAIOTCA YNOJIHOMOYEHHbIM peaepanbHbim
OpraHoOM WCMOSIHUTENbHOW BAacTU. YMcao npeactasutenet MeAMUMHCKMX OpraHu3auMii He MOMKeT
npesbiWaTb NOJIOBMHY OT 06LLErO YMCNA IKCNEPTOB COBETA MO JTHKE.

6. MHPopmauma o cocTaBe coBeTa NO 3TUKe, NJaHax ero paboTbl U TeKylwenh [eaTeNbHOCTU
pasmellaetca Ha odUUMANBbHOM cailiTe YNOAHOMOYEHHOro ¢eaepanbHOro opraHa MCMNONHUTENbHOM
B/1acTU B ceTh "MHTepHeT" B yCTaHOB/IEHHOM MM MOPALKE.

Cratba 40. NMpoBeaeHMe KAMHUYECKOrO0 WUCCNeAOoBaHUA JIeKapCTBEHHOro npenaparta AnAa
MeaNnUUHCKOro npumeHeHua

1. PykoBoanuTenb MeAMUMHCKOW OpraHM3auuu, KOTopas MpPoBOAMT KAMHUYECKOE UCCNefoBaHUe
JIeKapCTBEHHOro npenapaTa Ana  MeAMUMHCKOro  MNPUMEHEHMA, Ha3HadvaeT wucciegoBaTens,
OTBETCTBEHHOrO 3a MpoOBeAeHMEe TaKoro MCCAedoBaHMA UM MMelollero nedyebHyo cneumnanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KAUHUYECKOMY MWCCNeA0BaHMIO /IEKAapCTBEHHOro npenaparta, co
CTaxkem paboTbl NO Nporpammam KAMHUYECKUX UCCe0BaHUN NIeKapCTBEHHbIX NPenapaToB He MeHee
yem TpW roaa v no ero NpPeasioXKeHMI0 HasHaYaeT conccneoBaTe el U3 Yncsia Bpadeit STon MeanLMHCKOM
opraHusaummu.

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

2. UccnepoBaTenb ocyuwecrtsnaeTr Bbl60p naymneHToB, KOoTopble Nno MeaUUMHCKMM NOKa3aHUAM
mMoryT 6bITb npueaedvYeHbl K y4aCTuio B KIMHNMYECKOM UCCNEA0BAHUN NEKAPCTBEHHOIO npenaparta anAa
MeONLIMHCKOTO NpuMeHeHNA.

3. Wccneposatenb UM couccnenoBaTenn  OOJIKHbI ObITb  O3HAaKOMJ/IEHbI C pe3ynbTaTtaMm
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OOK/NIMHUYECKOrO  UCCNefloBaHUS  JIEKApCTBEHHOrO  CpeAacTBa, codepKalwumuca B bpouwope
nccnefoBartens, NPOEKTOM MPOTOKO/a KAMHUYECKOro MCCIeAoBaHMA /IeKapCcTBEHHOro npenaparta Aana
MeANLMHCKOro NpMMeHeHUs, pa3paboTaHHbIM Pa3paboTYMKOM JIeKapCTBEHHOTO npenapaTta UM MHbIM
OPUANYECKUM JINLUOM, MPUBJEKAEMbIM K OpraHM3auuM NpoBefAeHUs KAMHMYECKOro uccienoBaHus
NIEKApCTBEHHOrO npenapata A9 MeAULUMHCKOIO MNPUMEHEHUs, U APYyrMMWU mMaTepuanamum TaKoro
nccnegoBaHus.

3.1. PykoBoauTenb MeANLMHCKOM OpraHn3aumm B CPOK, He MPeBbIWAtoWMn Tpex paboumnx aHen co
OHA Havyana NpoBeAeHMA KINHUYECKOrO UCCNe0BaHUA NEKAPCTBEHHONO NpenapaTa AAa MegULLMHCKOro
npumeHeHusn, coobuiaet o6 3ToM B YNONHOMOYEHHbIN deaepanbHblit OpraH UCNOAHUTENbHON BAACTH,
BblAaBLUNI pa3pelleHne Ha NpoBeaeHMe TaKkoro ncciegoBaHus, No ycTaHOBAEHHOW UM dopme.
(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaumn, OCYLLECTBAAIOWME OpPraHM3auMilo MNPOBEAEHMA KAWMHUYECKOro WCC/efoBaHMS
JIEKapCTBEHHOrO npenapata Ana MeAMUMHCKOro MNPMMEHEHMA U YKasaHHble B 4actu 3 cratbu 38
HacTosiwero ®enepanbHOro 3akoHa, B Cayyae HEOHBXOAMMOCTM BHECEHUA WM3MEHEHWI B MPOTOKON
K/IMHNYECKOTO UCCe0BaHNA IeKapCTBEHHOIO NpenapaTa 419 MeAUUMHCKOTo NpuMeHeHna coobLiatoT
06 3TOM B YNOJIHOMOY€EHHbIN peaepanbHbiA OpraH UCMOJIHUTE/IbHOW BNACTU, BbiAaBLUWM pa3peLlleHne Ha
nposeaeHne Takoro NccaeoBaHusaA, No YCTaHOBAEHHOW um dopme.

(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. ®dopma coobLEHNA O BHECEHMM W3MEHEHMIA B MPOTOKOJ KJAMHUYECKOro uccnenoBaHuA
NleKapcTBEHHOro npenapaTta A48 MeAMLUMHCKOrO MPMMEHEHMA [O0/KHA COAepMKaTb cheaytolme
cBedeHuA:

1) HaMmeHoBaHMe, NAEHTUPUKALMOHHBIM HOMEpP M AaTa NPOTOKONA KNMHUYECKOTO UCC/Iel0BaHNS;
2) pata BHECEHMA U3MEHEHWNI B NPOTOKO KIMHUYECKOTo UCC/el0BaHNS;
3) HaMMeHOBaHWE U MECTO HaX0oXAeHUA 3aaBUTeNS;

4) HauMeHOBaHWe OpraHM3aLMKM, NpUBJAEYEHHOW Pa3paboTUMKOM JIEKAPCTBEHHOIO MpenapaTta K
OopraHM3aumm NpoBeaeHNA KIMHUYECKOTo nccneaoBaHua (Npy Haamumm);

5) HaUMEHOBaHUA U MeCTa HaxOXAEHUA MeOUUMHCKUX OpraHM3auuii, B KOTOPbIX NPOBOAUTCA
KIMHUYECKOE UCCNeaoBaHuE;

6) AaTa BblAAYM paspelleHMs Ha NPOBeAEHME KAMHWYECKOro WCCefoBaHMA M HOMep 3Toro
paspelleHms;

7) U3aMeHeHuA, BHOCMMbIE B MPOTOKOJ1 K/IMHUYECKOTO UCC/e0BaHMA.
(yacTtb 4.1 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

5. B cpoK, He npeBbiWwatowmii TpuaLatv paboumx gHel co AHA NOAyYeHMA YKa3aHHOro B Yactu 4
HacToAWeN cTaTbl COOOLWEHUA, YNONHOMOYEHHbIM deaepanbHbli OpraH WUCMOJHUTENbHOW BAACTU
paccmaTpuBaeT 3TO COObLEeHNEe B YCTAHOBJAEHHOM MM MOPALKE U MPUHUMAET PeLleHne O BHECEHUM
N3MEHEHMI B NPOTOKON KIMHUYECKOTO MCCNeA0BAHMA IEKAPCTBEHHOIO npenapaTa 418 MeguLMHCKOro
npuMeHeHMa MAM 06 OTKase BO BHECEHUM TAKUX W3MeHeHWW. lpu paccmMoTpeHuMM coobuieHua o
HEeobX0AMMOCTU BHECEHUS U3MEHEHMI B MPOTOKO/ KJAMHUYECKOrO WMCCNEA0BAHWUA N1EKAPCTBEHHOrO
npenapata Ana MeAWUMHCKOrO MPUMEHEHUSA B LEeNAX OUEHKM ODOCHOBAHHOCTM MpepsaraemMbix
M3MEHEHUA U OnpefeNieHns CTEMEeHU PUCKa ANA NALMEHTOB, NMPUHUMAIOWMX YYacTUe B KIMHUYECKUX
nccnenoBaHMAX, YNONHOMOYEHHbIM  defepanbHbiM  OPraHOM  UCMOJIHUTENbHOM  BAAcTU  MOTyT
NPWBAEKATbCA SKCNEPTbI COBETA MO 3TUKE.

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

6. KnnMHuyeckoe uccneposaHue NEKapCTBEHHOro npenaparta Ana meguumHCKOro npummeHeHuA
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MOXeT 6biTb MPUOCTAHOBAEHO WAWM MPEKPALLEHO, ecau B Mpouecce ero nposeaeHns obHapyxeHa
OMacHOCTb 415 }KM3HMW, 340P0BbA NALMEHTOB. B clyYae BO3HMKHOBEHMA OMNACHOCTU AR XU3HM, 340P0BbA
nauneHTa, y4acrtsyrouwero B KANMHNYECKOM mncenenosaHMn NeKapCcTBeHHOro npenapata Ana
MeaULMHCKOro NpMMEHeHUs, uccnegosatenn obasaHbl NpPoMHGOpPMMPOBaTbL 06 3TOM pyKoBOAMUTENSA
MeAULUMHCKOM OpraHM3auMnm W  OpraHM3aumio, MNOAYYMBLLYIO pPaspelleHne  YrnoJHOMOYEHHOro
denepanbHOro opraHa WCMNOJHUTENbHOM BAAcTM Ha OpPraHM3aumio MPOBEAEHMSA  KIMHUYECKOro
nccnenoBaHNA NeKapCTBEHHOIO Npenapara. PeleHne o NPUOCTaHOBAEHUN KNIMHUYECKOTO UCC/Ief0BaHUA
JIeKapCTBEHHOrO npenapara Aasa MeAULMHCKOro NPUMEHEHUA MPUHMMALIOT PYKOBOAUTEIb MEAULIMHCKOM
OpraH1saumm u (M1n) opraHnsaums, NoayYMBLIAA paspeLleHne ynosIHoMoYeHHoro deaepanbHOro opraHa
MCNONIHUTENbHOM BNAaCTU Ha OpraHnsauunto nposeageHnAa KAIMHNMYECKOro nccaeaosaHmA N1eKapCcTtBeHHOro
npenapata AN8 MeAWUMHCKOTO MPUMEHEHUs, PelleHWe O MpeKpalleHnn TaKoro WccienoBaHusA
NPMHMMaET YNOJIHOMOYEHHbIV dpesepasnbHblit OpraH MCNOAHUTENIbHOM BNACTM Ha OCHOBaHWM COObLLEeHMA
B MUCbMEHHON QopmMe PYKOBOAUTENS MESUUMHCKOM OpraHuM3auMuM WU OopraHusaumn, nosyyYmBLUas
paspelleHre YMNoNHOMOYEHHOTO ¢enepasbHOro opraHa WCNOJIHUTENbHOM BAACTU Ha OpPraHWsaumio
npoBeAeHUA  KJAMHUMYECKOrO UCCNeAO0BaHWA  NEeKapCTBEHHOrO npenapata  Ans  MegMUMHCKOro
NPUMEHEHWA.

7. B cpok, He npeBbllaloWnii NATM paboumnx AHen co AHA 3aBepLlUeHUA, NPUOCTAaHOBEHMA UM
NPeKpaWeHna KAMHUYECKOTO UCC/ef0BaHUS  JIeKapCTBEHHOINO npenapata  gas  MeavuUMHCKOro
npUMeHeHus, cooblieHne 06 3TOM HanpaB/AAETCA OpPraHU3auUMAMM, YKa3aHHbIMKM B YacTu 3 cTaTbM 38
HacTosawwero ®eagepanbHOro 3akoHa, B YNOJIHOMOYEHHbIM peaepasnbHbIi OpraH UCMOJIHUTE/IbHOM BAACTH
Mo yCTaHOBJIEHHOWN UM popme.

8. ®opma coobuieHMs O 3aBepLIEHWN, MPUOCTAHOBAEHMU WAM MPEKPALEHUU KAMHUYECKOro
nccnefoBaHMA 1IeKapCTBEHHOMO NpenapaTta 414 MeAULMHCKOTO NPUMEHeHNA A01XKHa cofepKaTh:

1) nubopmaumio 0 MeAULMHCKON opraHM3aumMm A MeauLUnMHCKUX opraHn3aLumsax, NpoBoANBLINX
AaHHOe uccneoBaHue;

2) onncaHne JaHHOro nccnenoBaHuA;

3) paHHble uccneposatena (pamuaunsa, UMma, oT4ECTBO, MeCTo paboTbl, 3aHMMaeman [A0JIKHOCTb,
CNEeuUManbHOCTb, CTaX pPaboTbl MO NpPOrpaMmam  KAMHUYECKMX WCCAeAOBaHUMA  NIeKapCTBEHHbIX
npenapaToB, MNepeyeHb KAMHUYECKMX WCC/eLOBAaHUN NEeKApCTBEHHbIX MPEnapaToB, B KOTOPbIX OH
NPUHUMaN ydyactue (nepuoapl y4acTus) B KayecTBe UccnenoBaTeNa Uau comccneaoBaTens);

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT 4aHHOIO UCCEeA0BaHUA (3aBepLUeHMe, NPUOCTaHOBIEHNE MW NPeKpaLleHne 4aHHOTo
nccnefoBaHMA C yKasaHMEM UX MPUYMH U BAMAHUA HA OLEHKY ero pesynbTaTos, 06LLy0 OLUEHKY PUCKa U
OXXMAAEeMOW NoMb3bl OT MPUMEHEHMA UCCNedyeMOoro /1IeKapCTBEHHOrO npenapata, a TaKke
npegnonaraemble ganbHellwmne gencTensa).

8.1. Mpu BbIfABNEHUM deaepanbHbIM OpPraHOM WCMOAHWUTENBHOW BNACTM, OCYLLECTBAAIOWMM
OYHKLMM MO KOHTPO/IIO M Hagsopy B chepe 34paBOOXPAHEHUS, HapyLEHWI MNpaBua Hag/exKallen
KAVHWUYECKOW MPaKTUKKU NPU NPOBEAEHUMN KAMHMYECKOTO MCCNef0BaHUA NEKAPCTBEHHOrO NpenapaTa,
BAMAIOWMX HA MOAHOTY M (MM) AOCTOBEPHOCTb AAHHOTNO KAMHWYECKOTO UCCNeLOBaHWA, YKA3aHHbIN
denepanbHbIii OpraH UCNOJHUTENBHOM BAACTU NPUOCTAHABAMBAET NPoOBeAeHMNE AAHHOTO KJAUHUYECKOro
nccnefoBaHNA U BbIHOCUT MEOUUMHCKOW OpraHusaumm, B KOTOPOM NPOBOAMUTCA AAHHOE KAMHUYECcKoe
uccnefoBaHve, npeanucaHne o6 YCTpPaHEHUW BbIABAEHHbIX HapyweHui. [pu  HeycTpaHeHWuu
MeAMLMHCKOW OpraHu3aumei BbIABJAEHHbIX HAPYLWeHWM B YCTAHOB/IEHHbIV B MPeAnMCaHUM CPOK
yKasaHHbIi denepanbHbli OpraH MCNONHUTENbHOW BAACTU NPUHMMAET pelleHue O MpeKpaLeHum
NpoBeAeHUsA KIMHUYECKOrO UCCIe0BaHNA eKapCTBEHHOTO NpenapaTta W HanpaeaseT B defepasibHbIi
OpraH MCMOJHUTENbHOM BNACTM, OCYLECTBAAOWMA  GYHKUMKM NOo  BbipaboTke W peanusauuu
rocyAapCTBeHHOW NOMIMTUKU M HOPMATUBHO-NPABOBOMY PeryaMpoBaHuio B chepe 34paBOOXpaHeHUsn,
3aKNtOYEHME O BbIABAEHUN NPW NPOBEAEHUN AaHHOTO KNMHNYECKOro UCCNeA0BaHNA HapyLWeHWn NpaBumn


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDAE95051F0936BA69DF8499092B3BF5A47EBD4FE876310CD0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA992011F0A36BA69DF8499092B3BF5A47EBD4FE8763108D1DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEAE9205110E36BA69DF8499092B3BF5A47EBD4FE876310CD0DD1DB595012252DD46CCB59050DAC0QDhEK

Hagnexallen KNIMHUYECKON NPaKTUKKU AN NPUHATUA pelleHna 06 oTMeHe paspelleHms Ha opraHM3aLmio
nposeaeHnsa AaHHOIO0 KAMHWYECKOro MCCNeaoBaHUA C AaTbl MPUHATUA PeLleHMa O NPUOCTAHOBAEHUU
npoBeAeHNA KAMHUYECKOTO UCC/Ief0BaHMA NEKAaPCTBEHHOrO Npenapara.

(yacTb 8.1 B pea. PepepanbHOro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHOMOYeHHbIV deaepanbHblii OpraH WUCMNOAHUTENbHOW BAacTM onybAMKOBbIBaeT MU
pasmewaetr Ha cBoem oduuManbHOM cante B ceTn "UHTepHeT" coobleHMe o 3aBepLleHuM,
NPUOCTAaHOBIEHUN WMAWN MPEKPALLEHUN KANMHMYECKOTO MUCCNen0BaHMA SIeKapCTBEHHOMO npenapaTta And
MeANUNHCKOTO NPUMEHEHMA B CPOK, HE MPEBbILLAOWMNI NATU Paboumx SHEN CO AHA ero NoayyeHus, B
YCTaHOB/IEHHOM UM MOpPASKE.

10. YnonHomoueHHbI deaepanbHbii OpraH UCMNONHUTENbHOM BAACTU OCYLECTBASET BeAeHue
peecTpa nccnepoBaTtenei, NPOBOAALMX MW NMPOBOAUBLLMX KIMHUYECKME NCCNeL0BaHMA 1EKAPCTBEHHbIX
npenapaTtoB Aas MeAWULMHCKOrO NMPUMEHEHWs, B COOTBETCTBUM C YTBEPKAEHHbIMW MM MpPaBUAAMU U
pasmellaeT ero Ha ceoem odpuuManbHOM caiite B ceTn "MHTepHeT" B YCTAaHOBAEHHOM MM MOpPSAKe.
YKa3aHHbIN peecTp CoAEePKUT MHPOPMaLMIO, NPEeLYCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HaCTOALEN CTaTbMy.

11. OtyeTr O pe3ynbTaTax KAMHUYECKOrO MWCCNEA0BaHMA NEKAPCTBEHHOrO npenapata AaA
MeANUNHCKOTO NPUMEHEHMA COCTaBAETCA OpraHu3aLmMen, ykasaHHOW B YacTu 3 cTaTbM 38 HacToALEero
denepanbHOro 3aKOHa, Ha OCHOBAHMM 3aK/AOYEHUA MEAULMHCKUX OpraHusauuii, NpoBOAMBLLMX 3TO
nccneaooBaHue, M NPeAcTaB/iaeTca B YNOJHOMOYEHHbIN defepasibHbIi opraH UCMOMIHUTE/IbHOW BAACTU,
BblAAaBLUNI pa3peLleHne Ha NpoBeseHne 3TOro NCCNeA0BaHWA, B CPOK, He MPEeBbIWAOLNMN TPeX MecALEeB
CO [OHA ero 3aBeplleHus, MPUOCTAaHOBAEHUA WAW MpPEeKpaleHna, B MNOPAAKE, YCTAaHOB/IEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTEIbHOW BNaCTy.

12. HapyweHue npaBun Hagiexkallen KAMHMYECKOW MpPaKTUKKM, danbCcuduKauma pesynbTaTos
KAMHMYECKOro uccnefoBaHuA NeKapcTBEHHOMO npenapaTa 414 MeAULMHCKOro NPUMEHEHUA BAEKYT 3a
coboli OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit Peaepaumm.

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

13. Mpuv npoBefeHUM KAMHUYECKOTO MUCCNeL0BaHMA NEeKapCTBEHHOro npenapata  Ans
MEANUMNHCKOTO MPUMEHEHUS A0MNYyCKaeTca 3abop y NauMeHTOB HBUosiorMyeckux matepuanos (06pasupl
OMOIOTMYECKUX  KUAKOCTEN, TKAHEW, CEKPEeTOB M MPOAYKTOB KM3HEAEeATeNbHOCTM Yesl0BeKa,
dU3NONOTNYECKMX M NATONOMMYECKUX BbIAENEHWUIN, Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHWU3MOB,
6MONCUINHBIA MaTepuan) gna ux usydeHuna B Poccuiickon Pegepaunn u (unu) 3a npegenamm Poccuiickol
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto depepaumto M BbiBO3a 3a npeaenbl Poccuiickon ®epepaumm
OMONOTMYECKUX  MATEPMANIOB, MOJNIYYEHHbIX MPUM  MNPOBEAEHUM  KIMHMYECKOTO  UCCef0BaHUA
JIeKapCTBEHHOrO npenapata Aas MegMUMHCKOrO NPUMEHEHMUA, ycTaHaBauBaeTcAa [1paBUTeNbCTBOM
Poccuiickoin Pepepaumn.

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

Cratba 41. Jorosop o0 npoBefeHUN KANMHUYECKOro UccaeaoBaHUA NIeKapPCTBEHHOro npenapara
Ana meagnunHCKoOro npymeHeHuA

1. KnnHndyeckoe wmccneposaHue NEKapCTBEHHOrNo npenaparta Ana mMmegunumnHCKoro npumeHeHuA
nposoaunTCA B COOTBETCTBMK C A0rOBOPOM O nposeaeHUN KIMHNYECKOro nccnenoBaHnAa 1€KapCrBeHHOro
npenapata ana mMmegunumHCKOro npumMeHeHuA, 3aKlo4aemMbiMm mexXay opraHmsaumeﬁ, I'IOI'IV'-IVIBLUEﬁ
pa3peweHne ynosIHOMOYEHHOTO d)ep,epaanoro OpraHa WCNOJIHUTENbHOW BAACTU Ha opraHunsauuto
nposeaeHMA Takoro mccnenoBaHuAa, m MEAI/ILI,MHCKOﬁ Opl'BHVI33LI,MEI71, OCYLIJ,eCTBJ'I’r'HOLIJ,eI‘/JI nposegeHune
TAaKOro nccnegoBaHuA.

2. lCl,Ol'OBOp O nposeaeHnn KANHUYECKOro uccnegoBaHMA JE€KapCTBEHHOro npenaparta 44
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MeAMLMHCKOTO NPUMEHEHNA A0NKEH COAepKaTb:
1) ycnoBuMA 1M CPOKM NPOBEAEHNA AAHHOIO UCCe0BaHUS;

2) onpegeneHune obuieit CTOMMOCTM MPOrpaMmbl AAaHHOTO UCCAEA0BaHMA C YKa3aHMEM CyMMbl,
npegHasHavalolLeinca Ans BbinaaT uccaeaoBaTensamM, COMccneaoBaTensam;

3) onpepeneHve popmbl NPEACTaBAEHUA PE3YNbTAaTOB AAHHOMO UCCNEA0BAHUA B YNOJHOMOYEHHbIN
deaepanbHbIii opraH UCNONHUTENbHOW BNACTH.

CraTtba 42. PuHaHcoBOe obecnevyeHre KIMHUYECKOTO UCCIe0BaHNA NeKapCTBEHHOro npenapara
ANA Me4ULUHCKOTO NPUMEHEHUA

®uHaHcoBoe obecneyeHne KAUMHUYECKOTO nccnengoBaHMA NeKapCTtBeHHOro npenaparta  Aana
MeanLUMHCKOIro npumeHeHnAa OCyLLeCTBIAETCA 3a CHET.

1) cpeacTts denepanbHOro broaxeTa;

2) cpeAacTB OpraHMsaumii, NOAYUYMBLUMX paspelleHMe Ha OpraHM3auMio NpoBeAeHUs AaHHOro
nccnenoBaHus, B COOTBETCTBUM C YCAOBUAMM A0rOBOPa O €ro NpoBeaeHUN;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccunitickon Peaepaunm NCTOUHUKOB.

Cratba 43. MpaBa NnauueHTOB, y4acTBYIOLWMUX B KJAMHUYECKOM MUCCAEeA0BaHUU NIeKapCTBEHHOro
npenaparta agna meguuymnHCKoro npymeHeHua

1. YuyacTMe nauMeHTOB B K/AWHMYECKOM UCCAeAO0BaHUW J/IeKapCTBEHHOro npenapata  Ans
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbLIM.

2. MauMeHT MaM ero 3aKOHHbIM NpeacTaBUTENb OO/KeH 6biTb MHPOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapate ANA MeAULMHCKOrO MPUMEHEHUSA U CYLLHOCTU KJAMHUYECKOro
nccnenoBaHNA 3TOrO IEKAPCTBEHHOTO NpenapaTa;

2) 0 6e3onacHocTH NEeKapCTBEHHOrO Npenaparta Ana megnumnHCKOro npnmeHeHuna, ero O)KMp,aeMOﬁ
3¢¢EKTVIBHOCTM N CTeNEHN PUCKaA ANA NAaUUEHTaQ;

3) 06 ycnoBuMAX y4acTUA NaUMEHTA B KIMHNUYECKOM UCC/IeloBaHNK IEKApPCTBEHHOTO Npenaparta aaa
MeANLMHCKOTO NPUMEHEHUS;

4) 0 uUenn UM Uensax U NPOAO/KUTENBHOCTU KAMHUYECKOTO WCCAeAO0BaHMA JIeKapCTBEHHOro
npenapara AN MeaULMHCKOro NPUMEHEHUS;

5) o AEﬁCTBMHX naumeHTa B Cnayyae HenpeasuaeHHbIX Bd)CbEKTOB B/IMAHNA NEKapPCTBEHHOIO
npenaparta ana meamunHCKoro npumeHeHmMA Ha COCToAHMNE ero 340p0BbA,

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XNU3HKN, 300P0BbA NMNaAUNEHTAa,

7) O TrapaHTnAx KOHd)VILI,eHLJ,VIaﬂbHOCTM y4yactna nauueHTa B KJIMHUYECKOM UcCcnegosaHUU
NNEKAPCTBEHHOTIO npenaparta Ana megnumnHCKoro npyumeHeHuA.

3. ﬂ,OGpOBOﬂbHOG cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHMn neKapCrBeHHOro
npenapata gna MeauumnHCKoro npumeHeHuAa noAarBepXKaaetca ero noanmcbro UamM noanncbko €ro
3aKOHHOTIO npeacrtaBuUTeENA Ha VIHd)OpN\aLI,VIOHHON\ NTNCTKE NauyneHTa.

4. MNaymeHT unm ero 3aKOHHbIMN npeacTtaBuTe/ib UMEET NPaBO OTKA3aTbCA OT y4aCTUA B KAIMHUYECKOM



nccnenoBaHMM NeKapCtBeHHOro npenapata Ana mMeauumuHCKOro npummeHeHuA Ha nobon CTagnun
nposeaeHnA Takoro nccnenoBaHuA.

5. MpoBegeHne KANHUYECKOrO UCCAEefOBAHUA JIEKapCTBEHHOTO MpenapaTta Aaa MeAUUMHCKOro
NPUMEHEHMA C y4acTUEM B KayecTBe MaLMEHTOB AeTeN AOMYCKAETCA TO/IbKO C COrNacua B MMCbMEHHOWM
dopme wux poautenen, ycolHoBuUTENEW. [JeTM MOryT pPacCcCMaTpMBaTbCA B KayecTBe NOTEHLMAbHbIX
naLMeHTOB TAKOro UCCNeA0BaHUSA, TONIbKO €CIN er0 NPoBeAeHNE HEOHX0AMMO ANA YKPENNEHUA 340P0OBbA
Aetein unm NnpoPuUNakTUKN MHOEKUMOHHbIX 3a601eBaHMIA B AETCKOM BO3pacTe /IMBO ecin Lesblo TaKoro
nccnenoBaHNA ABAAETCA NOMYYEHWNE AAHHbIX O HauyyLen A03MPOBKE NEKAPCTBEHHOMO NpenapaTa Ans
NeyeHus peteil. B 3TUX cayvyasax TAaKOMY WCCAELOBAHMIO AO/KHO NpPeAWecTBOBaTb KAMHMYECKoe
nuccneaoBaHWe NEKAPCTBEHHOIO Mpenapata AnA MeAMUMHCKOro NPUMEHEeHUA Ha COBEpPLUEHHONETHMX
rpaxgaHax, 3a MCK/IIOYEHMEM C/yYyaeB, €CIW  UCCAeAyeMbli  JIeKapCTBEHHbIM npenapat A
MeANUNHCKOTo npUMeHeHuA npeAHasHayeH WCKOYNTENIbHO ana NCNO/Ib30BaHUA
HeCOBEPLUEHHONETHUMM FPaAXKAAHAMM.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeliaetca npoBefeHME KAMHUYECKOrO WCCefOBaHMA NEKAapCTBEHHOrO npenapaTta A
MEeANLMHCKOTO MPUMEHEHMA C y4acTMeM B KayecTBe NaLuMeHTOB:

1) neTein-cnpoT N AeTen, ocTaBLUMXCA Be3 noneyeHusa poauTenen;

2) eHWMH B nepuos 6epemMeHHOCTM, MEeHWMWH B Mepuod rpyaHOro BCKapMAMBaHMA, 3a
WCK/IIOYEHNEM CNy4YaeB, eCcM NMPOBOAMTCA KNMHUYECKOe UCCAefOoBaHWe NeKapCTBEHHOro npenapara,
npegHasHauYeHHOro ANA YKa3aHHbIX KEeHWMH, NPU YyCI0BMM HEOBXOAMMOCTU NoayyeHna nHpopmaunm
TO/NIbKO BO Bpems MNPOBEAEHUA COOTBETCTBYIOLWLMX KAMHUYECKUX MCCNEAOBaHUM WM MPUHATMA BCex
HeobXoAMMbIX MEpP MO MCK/AIOYEHUIO PUCKA HAHECEeHWA Bpeda KeHWWHe B nepuog bepemeHHOCTH,
EHLLMHE B Nepuog, rpyAHOro BCKapMANBAHMUSA, Nao4y UAn pebeHky;

3) BOEHHOCAYXKALLMX, 33 WMCKAIOYEHMEM C/Iy4aeB MPOBEAEHMA KAMHUYECKOTO WCCneaoBaHusA
JIeKapCTBEHHOrO npenapaTta, cneumanbHO pPa3paboTaHHOro AAA NMPUMEHEHWS B YC/IOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbldalHbIX CUTyauuid, NPOPUNAKTUKM U JedyeHus 3aboneBaHUin WM NOpaKeHun,
NoJIyYeHHbIX B pe3ynbTaTe BO34eNCTBUA HEBNAronpuATHLIX XMMUYECKUX, BUONIOTMYECKUX, PagMaLMOHHbIX
¢dakTopoB. KAMHWYecKoe ucciefoBaHWE TAKOrO JIEKapCTBEHHOro Npenapata MOMeT NPOoBOAUTLCA C
Yy4aCTMEM B KayecTBe MaUMEHTOB BOEHHOCYXKALLMX, 32 UCK/IIOYEHMEM BOEHHOC/TYKALWMX, MPOXOAALLMNX
BOEHHYO CNy0Oy No Npu3bIBY, C cobaoaeHem TpeboBaHMM, yCTaHOBAEHHbIX HacToAWwMM PenepasibHbIMm
3aKOHOM B OTHOLUEHUW TPAXKAAHCKUX NNLL;

4) coTpyAHMKOB NPaBOOXPAaHUTE/IbHbBIX OPraHoB;

5) nuu, oTbbIBaOWMX HaKaszaHWe B MecTax JuLieHns cBoboAabl, a TakKe AnL, HaxodAaWmMxca noga,
CTparkei B cneAcTBEHHbIX U30NATOPaX.

7. [onyckaeTcAa npoBegeHUe KAMHUYECKOro MuccnefoBaHUA JIeKapCTBEHHOro rnpenaparta 4na
MeONLMHCKOIo NpuMeHeHNUA, npeaHasHa4YeHHOro anAa ne4eHnAa nCuxXxmyeckmnx 3a60}'IEBaHMI7I, Ccy4actmems
KavyecTtBe NauneHToB /1nL, C NCUXNYECKUMU 3a6OJ'IEBaHVIFIMl/I, NMPU3HAHHbIX HEAGECI'IOCO6HbIMVI B NopA4Ke,
YCTAaHOB/IEHHOM  3aKOHOA4ATE/NbCTBOM Poccuitckoi CDep,epau,MM. KnnHunyeckoe unccnepoBaHue
NNEKAPCTBEHHOIO npenaparta B 3TOM C/siy4ae npoBoauUTCA NpPpU HaAINM4YnM cornacuma B NMUCbMEHHOM cbopN\e
3aKOHHbIX I'Ipe,LI,CTaBI/ITefIEI)‘I YKa3aHHbIX 1nL,.

Cratba 44. 0O6s3atenbHoe CTPaxOBaHME W3HW, 3A0POBbA MNaLMEHTa, YYacTBYIOLLEro B
KJIMHUYECKOM UCCIeA0BaHUM JIEKapCTBEHHOrO nNpenaparta gna meguuMHCKOro NpuMeHeHus
(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHMBaLI,Mﬂ, nonyymsllaa paspewieHne Ha OpraHmsauuno nposeaeHmMA KAUMHUYECKOTO
nccnegoBaHMA NeKapCTBEHHONo npenapata Ana mMmeguumnHCKOro npumeHeHusa, obA3aHa B KayecTse
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CTpaxoBaTesiA CTpaxoBaTb PUCK NPUYNHEHUA Bpeda XU3HWN, 340pPOBbKO MaUMEHTa B pe3y/bTaTe
nposeaeHNA KAIMHNUYECKOro nccneaoBaHA NeKapCTBEHHOrNO npenapaTta Ana MeanumnHCKoOro npumeHeHunaA
3a CBOWM cyeT nyTem 3akar4eHmAa Aorosopa oba3aTenbHOro CTpaxXxoBaHUA.

2. ObbekTOoM 0653aTeNbHOrO CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIN WHTEpec nauMeHTa,
CBA3aHHbIN C NPUYMHEHNEM BPe/ia ero KU3HM UAM 340POBbI0 B Pe3y/ibTaTe NPoBeAeHUA KAMHUYECKOro
nccnenoBaHNA IeKapCcTBEHHOIO Npenapara A8 MeguLMHCKOro NpMMeHeHus.

3. CTpaxoBbIm C/ly4aem Mo A0roBopy 06s83aTeNbHOro CTpaxoBaHUA ABAAETCA CMEPTb NauueHTa uam
yXyALeHWe ero 340poBbA, B TOM YMCe BAeKyllee 3a coboit ycTaHOBAEHME UHBANUAHOCTU, NPU HaMunn
NPUYUHHO-CNEACTBEHHON CBA3M MeXAy HacTynieHnMem 3Toro cobbiTMas M yyacTMem naumeHTa B
KAMHUYECKOM MCCNefoBaHNM NeKapCcTBEHHOMo nNpenaparTa.

4. TpeboBaHMA O BO3MeLWEHUN Bpeaa, MPUUUHEHHOTO XKU3HU UAN 300POBbI0 MNaLMUEHT],
NPeabaABNAIOTCA B TEYEHME  CPOKOB  WMCKOBOM  AAaBHOCTKM,  YCTAaHOBAEHHbIX  FPaMKAaHCKMM
3aKOHOAATE/IbCTBOM.

5. Pasmep cTpaxoBoW BbINiaTbl No A0rosopy 06A3aTe/IbHOro CTPaxoBaHWUA COCTaB/AET:

1) B cnyyae cMepTu naumeHTa Aga MUAAMOHA pybaeit Ha Kak4oro naumeHTa, y4acTBOBaBLIEro B
KAMHMYECKOM MCCeg0BaHUMN 1eKAapCTBEHHOMO Npenapara;

2) Npu yxyaLeHnn 340p0BbA NaLMeHTa:

a) nosneKkwem 3a coboit ycTaHOBAEHWE MHBAAMAHOCTM | rpynnbl, OAUH MUAAUOH NATLCOT ThiCAY
pybneit Ha KakOoro nauMeHTa, y4acTBOBaBIUErO B K/JAMHWYECKOM MCCNEAO0BaHUW fIeKapCTBEHHOMO
npenapara;

6) nosnekwem 3a coboi ycTaHOBAEHME WHBanMAHOCTU Il rpynnbl, oguH MUAAMOH pybnei Ha
KakOoro naumneHTa, y4acTBOBABLLErO B KIMHUYECKOM UCC/1Ie40BaHNM JIEKaPCTBEHHOIO Npenapara;

B) nosiekwem 3a coboi yctaHoBneHue MHBanugHoctu Il rpynnbl, NATbCOT TbicAY pybseit Ha
KaXao0ro nauneHTa, y4acTsoBaBLIEro B KAMHUYECKOM UCCeA0BaHNN NeKapCTBEHHOrO Npenapara;

r) He nosneKwem 3a cobolt ycTaHOBAEHUA UHBAIMAHOCTU, He Boslee Yem TPUCTa ThbicAY pybeit Ha
KaK[0ro naumeHTa, y4acTBOBaBLLErO B KIMHNYECKOM UCCAeA0BaHMM NeKapcTBEHHOMo Npenapara, Mcxoas
M3 HOPMaTMBOB, OTPAXKAlOLWIMX XapaKTep U CTeneHb NOBPEeXAEHUA 340pO0BbA, a TaKke (aKTUYecKu
NOHECEHHbIX NALMEHTOM PAaCcXOA0B, BbI3BaHHbIX MOBPEKAEHNEM 340P0BbA, Ha MEANLMHCKYIO MOMOLLb,
npuobpeTeHne NeKapCcTBEHHbIX NPenapaTos.

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuay ¢ 1 utona 2015 roaa. - PepepanbHblii 3aKoH 0T 22.12.2014 N 429-P3.

7. Cpok pgorosopa 06s3aTeNbHOr0 CTPAx0BaHMA He MOXeT 6biTb MeHee, YeM CPOK MpoBeaeHMs
KAMHMYECKOro nccie0BaHMA IeKapcTBEHHOro npenapara.

8. Ycnosua poroBopa 06A3aTe/IbHOro CTPaxoBaHWA, B TOM 4MCNe CTpaxoBble Tapudbl no
06a3aTe/IbHOMY CTPaxXxOBaHWIO, NepeyeHb HeoBXOAMMBbIX [OKYMEHTOB A/18 OCYLLECTB/IEHNA CTPaxoBOWM
BbINAaTbl, MOPALOK YCTaHOBAEHUA CTpaxoBaTefemM WHAMBUAYAJbHOMO WAEHTUPUKALMOHHOIO Koaa
nauueHTa, NopAaoKk MHGOPMMPOBAHUA CTPaXoBaTE/IEM CTPAXOBLLUMKA O NPUBEYEHHbIX K KIMHUYECKOMY
NCCNea0BaHUIO NIEKapCTBEHHOMO npenapaTta Aaa MeAMUMHCKOro MPUMMEHEHUA MaumeHTax, nopaaok
ynnaTbl CTPaxoBOM NpemMnu, NopsaaoK peanunsaumm onpeaeneHHbix HactoAawmnm deaepanbHbIM 3aKOHOM
n apyrumn deaepasbHbIMA 3aKOHaMM MpasB U 06A3aHHOCTEN CTOPOH MO A0roBopy 06s3aTesibHOro
CTPaxoBaHMA, a TaKXe HOPMaTUBbl, OTPa)KalolMe XapakKTep W CTereHb MOoBPeXAeHusa 340pP0Bbs,
yCTaHaB/IMBAIOTCA TUMOBbLIMM NPaBuiamm 06A3aTeIbHOro CTPaxoBaHuA.

(B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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9. B cnyyae NpUUMHEHMS BPeAa XU3HM NauMeHTa, y4acTBOBaBLLErO B KAMHMYECKOM MUCC/Ieq0BaHUN
NleKapcTBeHHOro npenapara, Bbirogonpuobpertatenamu No A0roBopy 0653aTeNbHOrO0 CTPaxoBaHWA
ABNAIOTCA rpa)KgaHe, MMelLMe MpPaBo Ha BO3MelLeHMe Bpeda B C/Ay4ae CMepTU KopmMuabua B
COOTBETCTBUM C rPa*KAaHCKMM 3aKOHOAATeIbCTBOM, MPU OTCYTCTBMM TaKUX FPaXK4aH - poAUTEeNN, CYMnpyr,
AeTV ymepLlero naumneHTa, y4acTBOBaBLLEro B KAMHUYECKOM UCCe40BaHMNM IeKapCTBEHHOrO npenapaTa,
B C/ly4ae CMepPTU NauMeHTa, y4acTBOBaBLUIEro B KAMHUYECKOM UCCAeA0BaHNM IeKapCTBEHHOrO npenaparta
M He MMEBLUEro CamMOCTOATE/IbHOMO [A0X0A4a, - FPaKAaHe, Ha MMKAMBEHUM KOTOPbIX OH HaxoAuAaca, B
OTHOLLEHMM BO3MeELLEHUA PacxodoB Ha norpebeHue naumeHTa, y4aCTBOBABLUErO B K/AMHWUYECKOM
nccnenoBaHNM NEKapCTBEHHOTO NpenaparTa, - ML, MOHecLlee TakMe pacxobl.

10. CrpaxoBaa BbiNJaTa B CYeT BO3MeWEHMA Bpeda, MNPUYMHEHHOrO KU3HM NALUEHTa,
Yy4aCTBOBABLUErO B KJIMHUYECKOM UCCNEeA0BAaHMWN IEKAPCTBEHHOrO npenaparta, pacnpesenaerca mexay
BblrogonpuobpeTaTeniMm NPONOPLUOHAIbHO NX KOJIMYECTBY B PaBHbIX AONSX.

11. MNpw HacTyNNeHMM CTPAXoBOro CAyYyas NaLMeHT, y4aCTBOBABLUNI B KIMHUYECKOM UCCNea0BaHUN
JIeKapCTBEHHOrO  npenapaTta, Bbirogonpuobpetatenb BnpaBe MNpeabABUTb  HEMNocpeacTBEHHO
CTPaxoBLMKy TpeboBaHME O BO3IMELLEHUN NPUYMHEHHOTO Bpeaa. CTpaxoBas BbiM/saTa OCYLL,eCcTBAAETCS
CTPaxXOBLIMKOM B TeYEHME TPMALATU AHEl CO AHA NpeAcTaBAeHNs HeobX0AMMbIX AOKYMEHTOB. MauueHT,
Y4YaCcTBOBABLLMI B KIMHUYECKOM UCCeL0BAaHNN NEKAPCTBEHHOIO NpenapaTa, Wan Bbirogonpuobpetatenb
06A3aH COOOWMTL CTPAxOBLIMKY A8 OCYLLECTB/IEHUA CTPAaxoBOW BbINAATbl  WUHAWBUAYAJ/bHbIN
MAEHTUPUKALUMOHHBIN KO, MaLWMeHTa, YCTaHOBJIEHHbIA CTpPaxoBaTe/ieM B COOTBETCTBMU C TUMOBbIMM
npasuaamm 06a3aTesIbHOro CTPaxoBaHUA.

12. [lo nonHoro onpeaeneHna pasmepa NOLJEXaALWeEero BO3MELEHUIO Bpeda CTPAXOBLUMK MO
3asB/IEHMIO NALMEHTA, Y4aCTBOBABLLErO B KIMHMYECKOM MCCNE0BAHUM NEKAPCTBEHHOrO Npenapara, Mam
3anB/IEHMIO BbirogonpuobpeTaTtena BNpaBe OCYLECTBUTb YaCTb CTPAXOBOW BbIMN/aTbl, COOTBETCTBYHOLLYO
$aKTMuecKkn onpeneneHHoM 4YacTu NPUYMHEHHOTO Bpeaa.

13. CTanOBaH BblMN1aTa B COOTBETCTBUM C AOIOBOPOM obnasaTenbHOro CTpaxXoBaHMA OCYLLECTBNAETCA
HE3aBUCMMO OT BbiINNAT, NPUYHNTAOWNXCA MO APYITMM BUOAM CTPaXOBaHWUA.

14. He ponyckaeTca ydyacTMe nauMeHTa B MPOBEAEHMM KAMHMYECKOro WCCAefoBaHMA
NeKapCTBEHHOTO Npenaparta npu oTCyTCTBUM A0roBopa 065A3aTeNbHOro CTPaX0BaHMA.

15. KoHTpo/ib 3a WUCMOAHEHWEM OpraHuWsauMel, MNojyyMBlUE pa3pelleHMe Ha OpraHusaLumio
npoBefeHMA  K/JAWMHMYECKOrO  MCCNefoBaHMA  JIEKAapCTBEHHOro npenapata  gaa  MeguUMHCKOro
NPUMEHeHWA, YCTaHOBAEHHOW HacTosAlen cTaTbeld 06A3aHHOCTM Mo 06M3aTe/IbHOMY CTPAXOBaHWIO
KU3HKW, 3[0POBbA NALMEHTa, y4yacTBylowero (y4acTBoBaBLUEr0) B K/JAMHMYECKOM WCCAeA0BaHUU
JIeKapCTBEHHOIO  MNpenapaTta,  OCYWeCTBAAETCA  YNOJHOMOYEHHbIM  defepanbHbiM  OpraHoOM
WCNOSIHUTENBbHON BNACTW, BbIAABLUMM pa3pelleHMe Ha NpoBefEeHUEe KAMHUYECKUX WUCCAefOoBaHWUM
JIeKapCTBEHHbIX NPENapaToB A4 MeAULMHCKOrO NPUMEHEHMA.

Fnasa 8. MPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. MponsBoACTBO IEKAPCTBEHHbIX CpeacTs

1. Mpoun3BOACTBO J/IEKAPCTBEHHbIX CPEACTB [OJ/IKHO COOTBETCTBOBATb TPebOBaHWAM MpasBwua
Hag/exalleln npoM3BOACTBEHHOM NPAKTUKK, YTBEPXKAEHHbIM YMOJHOMOYEHHbLIM  desepasbHbIM
OpPraHOM WCMOJIHUTENbHOM BnacTU. OcobeHHOCTM nepexosa Npov3BOACTBA OTAE/bHbIX JIEKAPCTBEHHbIX
CPeACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TPeOOBAHUAMM NPaBUA HagAexKale NPou3BOLCTBEHHOWM
NPaKTUKK ycTaHaBauBatotcs [MpaButensctBom Poccuiickoli ®depepaumn. Bblgaua 3aKknwoueHulid o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBuA  Hag/exKallen
NPOM3BOACTBEHHOM MPAKTUKU OCYLLECTBASETCA MO Pe3ynbTaTaM MHCMEKTMPOBaHWS MpousBoauTenei
JleKapCTBEHHbIX CPEACTB B NOpsAAKe, ycTaHoBAeHHOM [paBuTenbcTBom Poccuiickoit Peaepauun. Pazmep
NAaThl 33 BblAaYy 3aK/OYEHUA O COOTBETCTBMU MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHUAM
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npaBuN Haasiexalleil NpPousBOACTBEHHOM MPaKTUKKU ycTaHaBauBaeTca MpaBUTenbCTBOM Poccuiickol
depepaunn. Mopsaok opraHM3aLUmM U NPOBeAEHUA MHCMEKTUPOBaHMA NPOU3BOAMTENEN NeKAaPCTBEHHbIX
CpeAcTB Ha cooTBeTcTBME TpeboBaHMAM npaBua  Haaje)kalein npou3BOACTBEHHOM MPAKTUKK
ycTaHaBamBaetca MNpasuTtenbcTtBom Poccuiickoit Peaepaunu.

(8 pea. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-®3, 01 22.10.2014 N 313-d3, 01 22.12.2014 N 429-03)

2. TMpon3BoACTBO /NEeKapCTBEHHbIX cpeactB B Poccuiickont @epepaumm  ocyllecTBaseTcs
NPOM3BOAUTENAMU NEKAPCTBEHHbIX CPEACTB, UMEIOLWMMU JIMLEH3UIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX
cpencte. MoATBeprKAEHME COOTBETCTBMA /MULEH3MATA NpaBuMIaM Haga/eKalleh MpousBOACTBEHHOM
NMPaKTUKN OCYLLECTBAAETCS B paMKax JULEH3MOHHOIO KOHTPO/IA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckolt Pepepaumm c yueTom 0COBEHHOCTEM, YKa3aHHbIX B YacTh 1 HAacToALWEN CTaTbM.

(B pea. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. MMpou3BOACTBO /IeKapCTBEHHbLIX CPEACTB ocyllecTBnaetca ¢ cobnogeHnem TpeboBaHMi
MPOMbILLINEHHOrO pernameHTa, KOTOPbI YTBEPKAAETCA PYKOBOAMTENEM NMPON3BOAUTENA SIEKAPCTBEHHbIX
CPeACTB W BKAOYaeT B ceba nepeyeHb MCMNOMb3yemMblx (papMaLLeBTUUECKUX cybcTaHumMii  ©
BCMOMOTaTe/IbHbIX BELLECTB C YKa3aHMEM KOJIMYECTBA KaMKAOro M3 HUX, AaHHble 06 MCMo/ib3yemom
obopyaoBaHUM, OMUCaHWE TEXHONIOTMYECKOTo MpoLecca M METOM0B KOHTPOAS Ha BCeX 3Tanax
NPOW3BOACTBA /IEKaPCTBEHHbIX CPEACTB.

4. Mpy Npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMNOb3yTCA dapmaLeBTuieckme cybcTaHumy,
CBeJeHMA O KOTOPbIX COAEep)KaTcA B TrOCYyJapCTBEHHOM peecTpe JIeKapCTBEHHbIX CpeacTs, 3a
UCKNtoYeHNEM (apMaLeBTUYECKMX CybCTaHUMI, NPOM3BOAMMbBIX A1A MNPOBEAEHUA KAMHUYECKUX
nuccnenoBaHUn u ans akcnopta. K npoueccy npomssoactea GpapmaLeBTUYECKOM CyOCTaHLMM OTHOCATCA
Ntobble  CTaguM  TEXHONOMMYECKOro  Mpouecca, Mo3BOJAIOWME  MOAYYUTb FOTOBbIM  MPOAYKT,
COOTBETCTBYHOWMI TpeboBaHMAM dapMaKoNemHON CTaTbW, B TOM uyucie depMeHTaLMA, SKCTPaKUmS,
OYMCTKa, BblAesieHMe, NePEKPUCTaNIM3aLmMA, BbICYLUIMBAHUE, U3MeNbYeHne. B ciydae HeobxoammocTu
MCNONb30BaHWA 3TW/IOBOFO CMMPTA, B TOM 4Yucie papMaueBTUYECKOM CyOCTaHUMKM CiMpTa 3TUNOBOrO
(3TaHONa), npu nNPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe JAencteytowero u (uam)
BCMOMOraTe/IbHOrO BELLECTBA, @ TaKKe B MHbIX TEXHO/IOTMYECKMX LLeNAX AOJIKHA ObITb MCMNO/b30BaHA
TONbKO PpapmaueBTMYecKan CybCcTaHLMA CNMPTa 3TUIOBOIO (3TaHoN).

(B pen. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, ot 27.12.2019 N 481-
®3)

4.1. MepevyeHb NEKAPCTBEHHbLIX MNpPenapaToB A1 MeAUMUMHCKOro NpUMeHeHWA, B OTHOLEHWUU
KOTOpPbIX YyCTaHaBamBaoTcA TpeboBaHMA K 06bemy Tapbl, YNaKOBKE W KOMMIAEKTHOCTM, MepeyeHb
JIeKapCTBEHHbIX MPENapaToB 4/15 BETEPUHAPHOTO MPUMEHEHUS, B OTHOLLEHWM KOTOPbIX YCTaHaB/IMBAIOTCS
TpeboBaHMA K 0O6bemy Tapbl, a Takke TpeboBaHMA K obbemy Tapbl, YNaKoBKE M KOMMIEKTHOCTU
NIEKapCTBEHHbIX MNpenapaToB AN MeAUUMHCKOrO npuUMeHeHus, TpeboBaHWa K obbemy Tapbl
NIeKapCTBEHHbIX MpenapaToB A/1A BETEPUMHAPHOTO MPUMEHEHWA ONpPeaenArTCs COOTBETCTBYHOLLMMMU
YNOJIHOMOYEHHbIMK defepanbHbIMU OPraHaMU UCMNOJIHUTENbHOW BAAcTU B MOpAAKe, YCTAaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®egepauymn.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLLeCTBAAlOWME NPOU3BOACTBO dapmaLeBTUYECKOW cybcTaHLuMM cnmpTa
3TUNOBOrO (3TaHoMa) A/A NPOM3BOACTBA CMMPTOCOAEPNKALLMX JIEKAPCTBEHHbIX MpPenapaTos, 06A3aHbl
OCYLLECTBNATb YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsmU 8 U 14 depepanbHOro 3akoHa oT 22 HosbpsA
1995 roga N 171-93 "O rocyaapcTBEHHOM peryanMpoBaHMu Npon3BoAcTBa U 060poTa 3TUAOBOrO CNUpPTa,
aNKOro/IbHOM W cnupTocodepiKallen npoaykuum u o6 orpaHuyeHuMn noTpebneHua (pacnutus)
aNKoronbHoM npoaykuumn'. NMponssoacTBo papmaLieBTUYECKOW CybcTaHLMK CNUPTa 3TUAOBOTO (3TaHoNa)
[OMYCKaeTcA TO/IbKO OpraHM3aLuMel, ocyLlwecTBAAOWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TUIOBOTO
cnupTa W3 MULLEBOTO CbipbA Ha OCHOBAHMW JIMLEH3MW Ha NPOM3BOACTBO 3TWU/IOBOrO CNMpTa ANA
npoussBoacTBa $apmaLeBTUYECKOW CybCcTaHUMKM CnvMpTa 3TM/IOBOrO (3TaHO/1Ia) B COOTBETCTBUMM C
TpeboBaHMAMN PepepanbHOro 3akoHa oT 22 HoAbpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
perynmpoBaHnn npomssoacTBa M obopoTa 3TUIOBOrO CNUPTA, aNKOTO/IbHOW M CNMPTOCOAEpIKallein
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npoaykuMM u 06 orpaHuYeHUM noTpebneHua (pacnuTms) ankoronbHOM npoayKummn', mMeToaoM
pa3BefeHns BOAOM OUYULLLEHHOM TaKOro 3TU0BOro CNnpTa, NPOM3BeAEHHOIO AaHHOM opraHM3aumein no
MECTY OCYLLEeCTBNEHNA NPON3BOACTBA PpapMaLLeBTUYECKON cybCcTaHLUMKM cnnpTa 3STUAOBOrO (3TaHoa).
(yacTb 4.2 BBeaeHa denepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. UHamBuayanbHble NpegnpuHUMaTeIn U IpUANYECKUE NLA, OCYLLECTBAAIOWME 3aKYMKy U
MCcnosib3oBaHWe dapmaLLeBTUYECKOW CybCTaHLMM CNMpTa 3TUI0BOTO (3TaHOANA), @ TaK¥Ke NPOM3BOACTBO,
nsrotoeneHne u (nam) ob6opoT (3a WCKAKYEHMEM PO3HUYHOW NPOAAXKM) CNUMPTOCOAEPIKALLNX
NIeKapPCTBEHHbIX NpenapaToB, 06A3aHbl OCYWECTBAATL MX Y4eT W [AeKNapupoBaHMe B MOPALKE,
YCTaHOBNEHHOM cTaTbaMn 8 n 14 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-93 "O
rocyapCTBEHHOM PEryJiMpoBaHUM MNPOM3BOACTBA M 060OpPOTa 3TUAIOBOrO CNWMPTA, aJKOrOJIbHOW U
cnupTocodep Kallel NpoayKunmn n ob orpaHnyeHnm notpebneHmn (pacnuTmna) ankoronbHoOM npoaykumm'.
(yacTb 4.3 BBeaeHa deaepanbHbiM 3akoHOM oT 29.07.2017 N 278-93)

4.4. Tpun npom3BOACTBE JIEKAPCTBEHHbIX MPEMNapaTtoB AAA BETEPUMHAPHOro MNpPUMEHEHUSA
OONYCKAeTca WCMNO/Ib30BaHWE NPOM3BEAEHHbIX AAA peanusauum dapmaueBTUYECKUX cybcTaHumi,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbLIA PEeCTp JIEKAPCTBEHHbIX CPeACTB YNOAHOMOYEHHbIM deaepanbHbiM
OpPraHOM  WCMONHWUTENbHOM  BNACTM, OCYLLECTBAAIOWMM BeAeHMe T[oCcyAapCTBEHHOro peecTpa
NIEKapPCTBEHHbIX CPeACTB ANA MeAUUMHCKOIo NPUMEHEHMUA.

(yacTb 4.4 BBeaeHa depnepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3)

5. 3anpewaetca npon3BoACTBO:

1) NEKAPCTBEHHbIX CPeacTB, HE BKIKOYEHHbIX B FOCVﬂ,apCTBEHHbe/‘I peecTp NeKapCTBeHHbLIX CPeacTs,
3@ MUCKAKYeHUeM NeKapCTBEHHbLIX CpeacTts, npoussoaMmMbiX AONA nposeaeHnAa  KANMHUYECKUX
MCCJ'IEAOB&HMVI M AnAa saKCnopTa;

2) panbcnPUUMpPOBaHHbIX EKaPCTBEHHbIX CPEACTS;
3) nekapcTBeHHbIX cpeacTs 6e3 NLEeH3UM Ha NPON3BOACTBO SIEKAPCTBEHHbIX CPeACTs;

4) NeKkapCTBEHHbIX CPEACTB C HapyweHWem NpaBuA OpraHM3auMu MpPoM3BOACTBA UM KOHTPOAA
KauecTBa SIeKapCTBEHHbIX CPeACTB;

5) ytpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-03;

6) cnupTocopeprKamMX NEKapCTBEHHbIX MPENapaToB MO MECTy OCYLLEeCTBNEHWA MPOWU3BOACTBA
dbapmaueBTUYECKON cybCTaHLMM CNMpTa 3TMAOBOrO (3TaHona) M (MAKM) MO MecCTy OCYLLEeCTBAEHMUA
Npown3BOACTBA 3TU/IOBOTO CNMPTAa;

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTUYECKOW CybCTaHUMM CnNUpTa STUOBOrO (3TaHona) M (MauM) cnupTocodeprKalmx
NIeKapCTBEHHbIX MNpPenapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM O060pPYyAO0BaHUM AaA MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, YKasaHHOM B NyHKTe 1.1 ctaTbu 14.1 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocysapCTBEHHOM pPeryinMpoBaHMM MNpPoOu3BOACTBA M 06OpPOTa 3TMIOBOrO CNMPTA,
a/IKOrONIbHOM U CNMPTOCOAEpP)KALLE NPOAYKUMM M 00 OrpaHuyYeHun notpebneHus (pacnutums)
a/IkoronbHOM Npoaykumn'.

(n. 7 BBeaeH depepanbHbiM 3aKoHOM OT 27.12.2019 N 481-03)

6. MNpu BBOAE NEKAPCTBEHHbIX CPEACTB B rpaxAaHCKMii oBOpPOT YNOJHOMOYEHHOE NIMLO
NPOM3BOAUTENA NIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBMA IEKAaPCTBEHHbIX
cpeacts TpeboBaHNAM, YCTaHOB/IEHHbIM NPU UX FOCYAaPCTBEHHOW Perucrpauumn, U rapaHTUpyeT, yTo
NeKapcTBeHHble CPeacTBa MPOM3BEAEHbl B COOTBETCTBUM C TpeboBaHMAMKM NpaBua Hag/exallein
NPOM3BOACTBEHHOMN MPAKTUKMN.

(B pen,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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7. YNONHOMOYEHHbIM NIMLLOM NPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB ABAAETCA ero paboTHWK,
aTTECTOBAHHbLIM B YCTAHOBAEHHOM YNONHOMOYEHHbIM PeaepanbHbIM OPraHOM UCNOJHUTENBLHOM BNACTU
nopagKe n UMEOLNIA CTaxK paboTbl He MeHee Yem NATb JIeT B 061aCTM NPOU3BOACTBA M (MIM) KOHTPONSA
KayecTBa IeKapCTBEHHbIX CPEeACTB, Bbiclee 06pa3oBaHMe COOTBETCTBEHHO NO OHOM U3 CreLnaibHOCTeN
n (Mnn) oAHOMY M3 HanpaB/ieHUI NOATOTOBKN: B1osorusa, 6UOTEXHONOIMA, BETEPUHAPUA, BETEPUHAPHO-
CaHWTAPHAA 3KCNEepTM3a, KAMHMYECKad MeaMuMHA, PaAnaLMOHHAA, XMMU4YecKas M Buonoruyeckas
3awmTa, papmauma, dyHaameHTabHaAA MeanUMHA, XMMUYECKasa TEXHONOTUA, XUMUA.

(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 01 02.08.2019 N 297-93)

8. MpounsBoanTENN NEeKapCcTBEHHbIX CPeAcTB (3a MCKAYeHMeM dapmaLleBTUUYECKON cybcTaHLuK
CnNupTa 3TUI0BOrO (3TaHONA) MOTYT OCYLLECTBAATb NPOAAXKY JIEKAPCTBEHHbIX CPEACTB MW NepenaBaTtb UX
B YCTAaHOB/IEHHOM 3aKoHoAaTeIbcTBOM Poccuitickolt ®egepaumm nopaake:

(B pea. PegepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYTrMM NPonU3BOOUNTENAM NEKAPCTBEHHbIX CPEACTB ANA NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB,
2) opraHusaumam ONTOBOW TOPros/in NeKapCTBEHHbIMU CPeOCTBAMMU,

3) anTeyHbiM OpPraHU3aUMAM, BeTepUHAPHbIM anTeYHbIM OPraHU3auuam, WHAUBUAYANbHbIM
npeAnpUHUMATENSIM, UMEIOLMM JINLEH3UIO Ha papMaLeBTUYECKYIO AeATe/IbHOCTb WM JINLEH3UIO Ha
MEANUMHCKYIO AeATeNbHOCTb;

4) Hay4YHO-UCCNnegoBaTe/IbCKMUM OpraHn3aumam anA Hay‘-IHO-MCC}'Iep,OBaTEI'IbCKOﬁ pa60TbI,‘
5) MeJNUNHCKUM OpraHn3aumam n BeTeEPUHapPHbIM OPraHn3aumnam;

6) opraHMszaumMam WM WMHOMBUAYA/IbHbIM MNpPeAnpPUHUMATENAM, OCYLLECTBAAIOWMUM pa3BeleHuE,
BbipalllMBaHME W COAEPNKAHUE IKMBOTHLIX (33 WCKAOYEHMEM MpoJarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMiA UK UX Nepegadn).

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

9. MpousBoautenu ¢apmaLeBTUYECKON CcybCTaHUMKM chivpTa 3TUMAOBOTO (3TaHosa) 06s3aHbI
OCYLLECTBAATb peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHOAaTeNbCTBOM Poccuiickolt degepaumm
nopagke) dapmaueBTUYECKOM  CybCTAHUMWM  cnupTa  3TWAOBOrO  (3TaHoNa) NpPOU3BOAMTENSM
JIeKaPCTBEHHbIX CPEACTB 4151 NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MeANUNHCKUX U34eNNI AN NPON3BOACTBA U U3rOTOBAEHNA MEAULIUHCKUX U3LENN B EMKOCTAX 06 beMOM
He 6onee 1 nutpa n (Mnn) He meHee 1000 NUTPOB, a OpPraHM3aLMAM, YKa3aHHbIM B NyHKTax 3 - 5 yactn 8
HacToALWEN CTaTbM, B Tape 06vemom He 6onee 1 anTpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-03)

10. Peanusauus (nepepaya B YCTAHOB/IEHHOM 3aKoHoAaTenbCTBOM Poccuiickon Pepepaumm
nopagke) dapmaueBTUYECKOW cybCcTaHUMKM cnMpTa 3TUIOBOrO (3TaHOANa) OpraHM3auusm OMTOBOM
TOProB/IV NIEKAPCTBEHHBIMW CPEeACTBAMU He JONYCKaeTcs.

(yactb 10 BBeaeHa degepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3kKM dapmaLeBTUUECKOM CYBCTaHLMM CNMPTa 3TUNOBOTO (3TaHO/1A) OCYLLECTBAAOTCA C
cobnogeHnem TpeboBaHWUM, YCTaHOB/IEHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbk 9 depepanbHoOro
3aKoHa OT 22 HoAbps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryanMpoBaHUM NPOU3BOACTBA U
060poTa 3TUIOBOrO CNWMPTA, aANKOrOJIbHOM W CNUMPTOCOAEPIKalen NpPoAyKuMM u 06 orpaHuMYeHuM
notpebneHuns (pacnuTna) ankoronbHOM NpoayKumn".

(yacTb 11 BBEAeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

CtaTbA 46. MapKUpPOBKa NEKAaPCTBEHHDbIX CPEACTB

1. JlekapcTBeHHble npenapaTbl, 32 UCKAOYEHMEM IeKapCTBEHHbIX MPenapaTtos, M3roTOBAEHHbIX
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anTeyHbIMW OpraHM3aUMAMKM, BETEPUHAPHLIMM anTeYHbIMKU OpraHM3auUMAMKU, WUHAUBUAYANbHbBIMM
npeanpuHUMaTENAMKY, WUMEIOWMMU  AULEH3MIO Ha (apMaLeBTUYECKYI0 AeATeNbHOCTb, A0/KHbI
nocTynaTtb B 0bpalleHne, ecnu:

1) Ha WX nNepBUYHON YMNaKoBKe (3a MWCKAOYEHMEM MNEepPBMUYHON YMNAKOBKM I€KAapPCTBEHHbIX
pacTUTeNbHbIX NPenapaToB) XOPOLIO YMTAaeMbIM LIPUGTOM Ha PYCCKOM fA3blKe YKasaHbl HaMMeHOoBaHMe
NIeKapCTBEHHOro npenapata (MexAayHapoZHOe HenaTeHTOBaHHOEe, WAW  FPYNNUPOBOYHOE, WAU
XMMMUYECKOE, /I TOProBOE HauMEHOBaHUE), HOMep Cepun, AaTta BbiNycka (Ana UMMYHOBUONOTUYECKMX
JIEKapCTBEHHbIX MpPenapaToB), CPOK rogHOCTU, OA03UPOBKA WAW KOHLLEHTPaUMa, 06bem, aKTUBHOCTb B
eauMHNLAX AeNCTBMSA UM KOIMYECTBO 403;

(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 01 22.12.2014 N 429-03)

2) Ha nX BTOPUYHOM (NOTPebUTENbCKOMN) yNaKoBKE XOPOLUO YATAEMbIM LLPUGTOM HA PYCCKOM fi3biKe
yKa3aHbl HAaMMEHOBAHME NEKapCTBEHHOrO npenapata (MexKayHapogHoe HenaTeHTOBAHHOE, WM
rPynnMpoOBOYHOE, WM XMMMUYECKOE W TOProBOE HAMMEHOBAHWSA), HaMMEHOBaHWE MNPOWU3BOAMUTENA
NIeKapCTBEHHOIO NpenapaTa, HoOMep cepun, JaTta BbiNycKa (418 MMMYHOBMONOTMYECKUX TEKAPCTBEHHbIX
npenapaTtoB), HOMEpP PErucTPaLMOHHOrO YAOCTOBEPEHWA, CPOK TOAHOCTM, CNocob npumeHeHwus,
[O3MPOBKA MM KOHLLEHTpaLus, 06bem, aKTMBHOCTb B eAMHMLAX AencTeus Anbo KOAMYecTBO 03 B
YMaKOBKe, IeKapcTBeHHAA GOpMa, YCI0BUA OTMYCKA, YC/I0BUA XPaHEHWA, NpeaynpeauTesibHble HaZMUCH.
(B pen,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. dapmaueBTUYecKMe cybCcTaHUMKM OO/MKHbI NOCTynaTh B obpalleHue, eciiv Ha UX MepBUYHOM
YNaKOBKe XOPOLLUIO YMTaeMbIM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHMe dapmaLeBTUYECKOn
cybcTaHuMM (MeXKayHapoaHOe HenaTeHTOBaHHOE, MW FPYNNUPOBOYHOE, UM XMMUYECKOE U TOProsoe
HauMeHOBaHUA), HAUMeHOBaHWe NPoM3BOAUTENSA papPMaLLEBTUUYECKON CyBCTaHLMN, HOMEpP CepUn 1 aaTa
M3roTOB/IEHMA, KOJIMYECTBO B YNAKOBKE W eAUHULbI U3MEPEHUA KOIMYECTBA, CPOK roAHOCTM U YCNOBUSA
XpaHeHus.

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

3. JlekapcTBeHHble cpeCcTBa B KayecTBe CbIBOPOTOK A0/IKHbI MOCTYNaTh B o6paLu,eHme C YKa3aHunem
XNBOTHOTO, N3 KPOBMW, N1a3mbl KPOBU, OpPraHoOB n TKaHel KOTOPOTro OHWM NOJ1Iy4eHbl.

4. Ha BTOpPUYHYIO (NOTpebuTenbCKyio) yNakoBKY IEKaPCTBEHHbIX CPEACTB, MOYyYEHHbIX U3 KPOBMU,
naasmbl KPOBM, OPraHOB U TKaHEN YenoBeKa, JOMKHA HAaHOCMTbCA Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatnta C M NOBEPXHOCTHbIV aHTUIEH BMpYca renatuTa B oTcyTcTBytoT".

5. Ha nepBuYHYIO YNaKOBKY U BTOPUYHYIO (NOTPEBbUTENbCKYIO) YNaKoBKY pagnodapmaL,eBTUYeckmnx
NleKapCTBEHHbIX CPeACTB A0MKEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONacHOCTY.

6. Ha BTOpMYHYO (NOTPEBUTENbCKYIO) YNaKOBKY FOMeonaTUYeCcKUX NeKapCTBEHHbIX npenapaTos
[JO0/I}KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpuYHylO (NOTpebuUTeNbCKYlo) YNaKoBKY NEKapCTBEHHbIX PacTUTE/IbHbIX MpenapaTos
O0KHA HAHOCUTbCA Haanuck: "MpoayKLmMA NpoLwaa PaanaLMOHHbIN KOHTPOIb".

8. Ha nepBUYHYIO YNaKOBKY (€CNKU ANA 3TOrO CYLLEeCTBYET TEXHUYECKasa BO3MOXHOCTb) U BTOPUYHYIO
(noTpebuTenbcKyto) yYMaKoBKY J/IeKapCTBEHHbIX NpPenapaTtoB, MpeAHasHayYeHHbIX AN KAMHUYECKUX
nccneaoBaHUi, AONXKHA HAHOCUTBLCA Haanucb: A1 KAMHUYECKUX nccnegoBaHunin”.

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

9. YnaKoBKa NNEKapPCTBEHHbLIX CpeAacTs, npeaHasHa4YeHHbIX WCKAKYUTE/NIbHO A4 3KCNOopPTa,
MapKnpyeTca B COOTBETCTBUN C Tp66OBaHMﬂMM CTpaHbl-MMmnopTepa.

10. Ha TpaHCMopTHylO Tapy, KOTOpas He npegHasHayeHa Ana notpebuTeneit U B KOTOpYylO
MOMELLLEHO J/IeKapCTBEHHOE CPEeACTBO, AO/IKHA HAHOCUTLCA MHPOPMaLMs O HauMeHOBaHWW, cepuu
NIEKapCTBEHHOTO CPeACTBa, [AaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (MOTPEBUTENbCKMX) YNaKOBOK
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JIeKapCTBEHHOTO CPeacTBa, NPOM3BOANTE/IE IEKapPCTBEHHOMo CpeacTBa C yKasaHWMEM HauMeHOoBaHMA U
MECTOHaXOX/AeHWA NPOoM3BOANTENA IeKapCTBEHHOrO cpeacTsa (aapec, B TOM Yncae ctpaHa 1 (Mam) mecto
NPOM3BOACTBA JIEKAPCTBEHHOrO CPeACTBa), a TaKKe O CPOKe roAHOCTU NeKapCTBEHHOro cpeacTsa M 06
YC0BUAX €ro XpaHeHUA 1 NepeBo3KMu, Heobxoanmble npeaynpeauTesibHble HaANMCK U MaHUNYAATOPHbIE
3HaKM.

11. Ha nepBUYHYIO YNAKOBKY M BTOPUYHYIO (MOTPEebUTENbCKYIO) YNAKOBKY EKAPCTBEHHbIX CPEACTB
ON5 BETEPMHAPHOIO NPUMEHEHMA A0MKHA HAHOCUTLCA HaANWCh: "[1nA BeTEPUHAPHOrO NPUMEHEHUA".

12. Ha BTOpWYHyl0 (NOTPEBUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHOTO nNpenapaTa HaHOCKTCA
LUTPUXOBOWM Koga,

naBa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®EAEPALIMIO N BbIBO3 IEKAPCTBEHHbIX CPEACTB
M3 POCCUICKOW ®EAEPALUU
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAAoOK BBO3a JIEKAPCTBEHHbIX cpeacTB B Poccuiickyio degepauunio U BbiBO3a
JNleKapCcTBeHHbIX cpeacTB U3 Poccuiickoii Pegepauumn
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 sieKapcTBeHHbIX cpeAcTB B Poccuitickyio Pegepaumio ocylecTBnAeTca B MOPSAKE,
ycTaHoB/MeHHOM [paButenbctBom Poccuitickont depepaumv, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOAATEeNbCTBOM TaMOMKEHHOro coto3a B pamkax EBpA3IC (panee - TaMoOXKeHHbIN coto3) u (Mnum)
3aKoHoZaTeibcTBoM Poccuiickoit Pegepaumm o TaMOXKEHHOM Aere.

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

2. Beo3umble B Poccuiickyto ®epepaupmio IeKapcTBEHHbIe CPeAcTBa AOJIKHbI COAEpXkaTbCA B
rocyapcTBEHHOM peecTpe JIeKapCTBEHHbIX CPeaCTB.
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 27.12.2019 N 462-03)

3. Jonyckaetca BBO3 B Poccuiickyto Peaepaupio KOHKPETHOM NapTUU 3aperMcTPUPOBaHHbIX U (MaK)
HEe3aperncTpUpPOoBaHHbIX /IEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX A/1A NPOBEAEHUA KIUHUYECKUX
nccne0BaHWUI JIEKAPCTBEHHbIX NPEnapaToB, MPOBEAEHMA IKCMEepPTU3bl JIEKAPCTBEHHbIX CPEACTB A/A
OCYLLEeCTB/IEHUSA TOCYAAPCTBEHHOM PErucTpauumn JIeKapCTBEHHbIX MPenapaTtoB WAM A1 OKasaHuA
MEANUMHCKON MOMOLM MO KM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHUU
paspelleHuns, BblAAHHOTO YMOJHOMOYEHHbIM ¢esepasbHbIM OPraHOM MWCMOJAHUTENLHOM BAACTU MO
3aB/IEHUAM /ML, YKa3aHHbIX B cTaTbe 48 HacToswero PenepasbHOro 3aKoHa. PaccmoTpeHMe Takoro
3aABAEHUA U TMPUHATUE pelleHUss O Bbldaye paspeleHMs Ha BBO3 KOHKPETHON napTum
3aperncTpUpPoBaHHbIX U (MK) HE3aPErUCTPUPOBAHHbIX EKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX ANA
NPoBeAeHNA KAUHUYECKMX WCCNeA0BaHWMIA IeKapCTBEHHbIX MpenapaTtoB, NPOBEAEHUA 3KCNepTU3bl
NIeKapCTBEHHbIX CPeacTB  ANA  OCYWECTBNEHWMA TOCYAapCTBEHHON pPerucTpauuu  IeKapcTBEHHbIX
npenapaTtoB WAM ANA OKasaHWA MEAUUMHCKOW MOMOLWM MO MKU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauuneHTa AMMb6o 06 OTKase B BblAa4e YKa3aHHOIO PaspeLleHna NPon3BoaATCA B CPOK, HE NPEBbILLAIOLLMIA
nAaTh pabounx aHelt. MNnaTa 3a BblAAYY YKa3aHHOMO paspelleHns He B3MmaeTca.

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

KoHcynbTaHTIAKOC: NpumeyaHue.
C01.01.2024 u. 3.1 cT. 47 yTpaumeaet cuny (43 o1 27.12.2019 N 475-03).

3.1. lonycKaeTca BB03 B Poccuitckyto Peaepaumnio KOHKPETHOM NapTUM He3aperncTpupoBaHHbIX
NIeKapCTBEHHbIX NPenapaTos, CoAep’KallMx HapKOTUYeCKMe cpeacTBa MM NCUXOTPOMHbIE BellecTsa, B
nopagke, yctaHosseHHom [lpaBuTenbcTBom Poccuiickoli degepauuun, ANA OKasaHUSA MeaNUUHCKON
NMOMOLLM MO ¥KU3HEHHbIM NOKa3aHWAM KOHKPETHOro NauMeHTa WM Tpynnbl NauMeHToB B CaydYae, ecau
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nmeeTca peleHne BpavyebHOM KOMMUCCUM MeAMUMHCKOM opraHu3auum o HesadPeKTUBHOCTU WK
HEBO3MOXHOCTU MPUMEHEHUA Y KOHKPETHOrO MalMeHTa MHbIX 3apermcTpMpOBaHHbIX JIEKAPCTBEHHbIX
npenapaToB, B TOM YUC/E COAEPKALLUX ApYyrue AeNCTBYIOWME BeLwecTBa, U 0 HeobxoauMmMocTM BBO3a
onpeaeneHHOro  He3aperuMcTPUPOBaAHHOIO  NEKAPCTBEHHOrO  npenapata C  yKasaHMem  ero
MEXKAYHapOAHOro HenaTeHTOBAHHOIO (MM XMMWYECKOro, MU TPYNNUPOBOYHOIO) HauMMeHOBaHMUS,
dopmbl  BbiNycKa M KonmyectBa. [lepeyeHb 3ab0sieBaHUIA M COCTOAHWIA W COOTBETCTBYIOLLMX
JIeKapCTBEHHbIX MPENapaToB, COAEPKALLNX HAPKOTUYECKMNE CPEACTBA M NMCUXOTPOMHbIE BELLLECTBA, B LENAX
OCYLLECTBNEHMA WX BBO3a B COOTBETCTBMM C TpebOBaHMAMM HACTOALLEM YACTU yTBEpXKOaeTcA
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOAHUTENIbHOW BAACTU.

(yacTb 3.1 BBegeHa depepanbHbim 3aKOHOM OT 27.12.2019 N 475-3)

4. B Poccuiickylo dPesepaumio MOMKHO BBO3WTb JIEKAapCTBEHHbIE CPEeACTBa, KayecTBO KOTOPbIX
NOATBEPKAEHO CepTUPMKATOM NPOM3BOAMUTENSA  JIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPALWUM
COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM dapmaKoneiHbix cTaTe AMbo B ciyyae
WX OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMN MW HOPMATMBHOIO [LOKYMEHTA.

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

5. 3anpewaeTca BB0O3 B Poccuiickyto Peaepaunio danbCPUUMPOBAHHBIX 1EKAPCTBEHHbIX CPEACTB,
Hef,06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAhAKTHbIX JIEKAPCTBEHHbIX CPEACTB.
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcnduuMpoBaHHbIE JIEKAPCTBEHHbIE CPeACTBA, HeLObpPOKayecTBEHHbIE JIEKapCTBEHHbIE
CpeACcTBa NoAJ/IeKaT U3BATUIO U NOC/eAYIoLEMY YHUUTOXKEHMIO UK BbIBO3Y U3 Poccuiickon deaepaumu,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEACTBA - U3BATUIO U NOCAEAYIOWEMY YHUUTOKEHWNIO. YHUUTOXKEHUE
uaM  BbiBO3 M3  Poccuiickoit  depepaumn  GanbCUPUUMPOBAHHBLIX  NIEKAPCTBEHHbLIX  CPEACTB,
Hef06pPOKAYECTBEHHbIX  /JIEKAPCTBEHHbIX  CPeACTB,  KOHTPAdaKTHbIX  JIEKAPCTBEHHbIX  CPEACTB
OCYLLECTBNSAETCA 3@ CYeT /MU, OCYLEeCTBMBLIEro MX BBO3. [lOpAAOK YHUUTOMKEHUA U3bATLIX
$anbCUPUUMPOBAHHBIX NEKAPCTBEHHbLIX CPEACTB, HeA06POKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeacCTs,
KOHTpadaKTHbIX IeKaPCTBEHHbIX CPEeACTB ycTaHaBnuBaeTca MNpaBuTenbcTBom Poccuiickoi ®egepaumn.
(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

7. Jvwua, ocywecteaatowme BBO3 B Poccuickyto  Pegepaumio  danbCUdUUMPOBAHHbBIX
JIEKapCTBEHHbIX  CPeacTB, HeaobpOKayecTBEHHbIX  NEKAPCTBEHHbIX  CPEeACTB,  KOHTpadaKTHbIX
NIeKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMWU C TAMOKEHHbIM 3aKOHOAATE/IbCTBOM
TamoxKeHHOro coto3a 1 (Unn) 3akoHoaaTenbcTBoM Poccuiickoli desepaumm o TaMOKEHHOM aene.

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

8. BblBO3 NIeKapCTBEHHbIX cpeacTB u3 Poccuiickoit Pepepaumm ocyuiecteaseTca 6e3 npumeHeHuUs
OrPaHMYEHUIM, YCTAaHOBNEHHbIX TAMOXEHHbIM 3aKOHOAATE/NbCTBOM TaMOMKeHHOro cotsa u (uau)
3aKoHoaaTenbcTBOM Poccuiickon depepauum O rocyfapCTBEHHOM PeryMpoBaHUM BHELIHETOProBoM
OEeATeNbHOCTH.

(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-
®3)

9. BBoA B rpa*kgaHCKUin 0b60pOoT IeKapCTBEHHbIX NPENnapaToB AN MeAMUUHCKOTo NPUMEHEeHMUs,
BBE3eHHbIX B Poccuiickyto deaepaumio, ocyllecTensercsa ¢ cobnogeHmem TpeboBaHMi, YCTAaHOBAEHHbIX
ctatbei 52.1 HacToswero PesepanbHOro 3aKoHa.

(yacTb 9 BBeaeHa PenepanbHbiM 3aKkoHOM OT 28.11.2018 N 449-03)

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTs B
Poccuitckyio Pepepauumio
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

JlekapcTBeHHble cpeacTsa B Poccuiickyio Pesepaumio MoryT BBO3UTb:
(B pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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1) npounssogutTenn NeKapCrtBeHHbIX cCpeacrts AOnAa Ll,eneﬁ cobcTBEHHOrO npon3soncTea
NNEeKapCTBEHHbIX CPeAacTs;

2) VHOCTpaHHble pPa3paboTUMKM NIEeKAPCTBEHHbIX CPEACTB WM WHOCTPaHHble NPOM3BOAUTENU
JIeKaPCTBEHHbIX CPEACTB UAN ApYyTrMe lopuanudeckue anua no nopyveHunio paspaboTymKka N1eKapcTBEHHOIO
CpeacTBa 4/1a NpoBeAeHUs KANMHUYECKUX UCCNefoBaHWUA IeKapCTBEHHOrO MnpernapaTa, OCYLLEeCTB/IeHUS
rocyapCTBEHHOM  PEerucTpaumMm  JIeKapCTBEHHOrO Mpenaparta, BKAYeHMA  dapmaueBTUYECKO
CybCTaHUMM B rOCYLAPCTBEHHbIN PEecTp NEeKapPCTBEHHbIX CPeACTB, KOHTPOJIA KauyecTBa JIeKapCTBEHHbIX
CpeAcTB NPU HaIMYMK paspeLleHuns YNoNHOMOoYeHHOro ¢deaepanbHOro opraHa UCNONHUTENbHOW BAACTU
Ha BBO3 KOHKPETHOM NapTUK IeKapCTBEHHbIX CPeACTs;

3) opraHunsauunu onToBOM TOProB/1 NeEKaApPCTBEHHbIMU CPEACTBAMMU;

4) Hay4yHO-UcCcnedoBaTesNIbCKME OpraHusaumn, obpasoBaTesNbHble OpraHM3auuM  BbICLIETO
06pasoBaHUA, NPOU3BOAUTENM NEKAPCTBEHHbIX CPeAcTB ANA pa3paboTKM, UCCNenoBaHWUM, KOHTPOAA
6e3onacHocTK, KayecTBa, 3GGDEKTUBHOCTM JIEKAPCTBEHHbIX CPEACTB MNPU  HaAMUYMM  paspelleHuns
YyNOJIHOMOYEHHOTo pesepanbHOro opraHa UCMOIHUTEIbHOM B1acTy;

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

5) meanumMHCKMe opraHM3aumm, Hble yKasaHHble B NMyHKTax 1 - 4 HacTosAwWen cTaTbyn opraHn3aumum
0191 OKa3aHUA MeANLNHCKON NMOMOLLM MO }KU3HEHHbIM NMOKa3aHUAM KOHKPETHOTO NauyeHTa npu Hainumm
paspelleHns YNoJHOMOYEHHOro ¢peaepasbHOro opraHa MCNONHUTENIbHOM BAACTU Ha BBO3 KOHKPETHOM
NapTUW NeKapCcTBEHHOro npenapaTta, BblAAaHHOMO B YCTAHOBAEHHOM MNopsaake B GopmMe 31eKTPOHHOTo
AOKYMEHTa, NoANUCAHHOIO YCUIEHHOW KBAIMPULMPOBAHHOWM 3/1eKTPOHHOM NOANUCHIO;
(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (3 ot 27.12.2019 N 475-93).

6) rocynapCcTBeHHble YHUTAPHbIE NPeanpPUATUA, MMYLLLECTBO KOTOPbIX HaxoauTcsa B denepanbHOM
cobcTBeHHOCTH, onpeaensemble MNpaButenbcTBomM Poccuiickoit depepaumm, B 4acTu BBo3a B Poccuiickyto
dPepepaunto He3aperncTpupoBaHHbIX JIEKAPCTBEHHbLIX MPEMNApPaToB, COAEpPXKalluX HapKoTUYecKune
CpencTBa WM MCUXOTPOMHbIE BELLECTBA, ANA OKA3aHMA MEOULMHCKON MOMOLWM MO KU3HEHHbLIM
NOKa3aHMAM KOHKPETHOro naumeHTa WAW rpynnbl NauuMeHTOB B COOTBETCTBMU C YacTbto 3.1 ctaTbu 47
HacToawero PegepasibHOro 3aKOHa.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

Cratba 49. [lokymeHTbI, NpeacTaBAsemMble B TaMOXKeHHble opraHbl Poccuiickoii ®egepauum npm
BBO3€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyto ®deaepauyuto
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpu BBO3e /NEKAPCTBEHHbLIX CpeacTB B Poccuitickylo depepaunio B TaMOXKEHHbIE OpraHbl
Poccuiickolt  degepaumn  Hapagy C AOKYMEHTaMK, MNpPeACcTaBNeHWEe KOTOpbIX MpeaycMOTPeHo
TaMOXEHHbIM 3aKoHO4aTe/NIbcTBOM TaMOMEeHHOTo cok3a M (M) 3akoHoaaTenbcTBOM Poccuiickoit
desepaumnn o0 TaMOXKEHHOM Aene, NPeaCcTaBAATCA cneayowme JOKYMEHTbI:

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

1) cepTuduMKaT NpPomM3BOAUTENA /IEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOrO /IeKapCTBEHHOro cpeactBa TpebosaHuam dapmaKkoneiiHo ctaTbu AMbo B Ciyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMN UAN HOPMATUBHOIO AOKYMEHTA];

2) pa3peweHne ynosiHOMO4YEHHOro d)ep,epaanoro OpraHa WUCNOJIHUTENbHON BAACTM Ha BBO3
KOHKpETHOﬁ napTn nNeKapCtBeHHOro cpeacrea B C/y4aAx, YCTAaHOBJIEHHbIX 4aCTbiO 3 cratbn 47
HaCToALWEero d)ep,epaanoro 3aKOHa.
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2. JOKyMeHTbl, yKasaHHble B NyHKTax 1 M 2 yactu 1 HacToswein ctaTbM, NPencTaBAAlOTCA B
TaMOKEHHble opraHbl Poccuiickoin Pepepaummn npu NpubbITUM NEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depgepauumtio.

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

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio ANA AUYHOro
WUCMONb30BAaHUA M UHbIX HEKOMMEPYECKUX Lesiell, a TaKXKe ANAA UCNO/b30BaHUA HA TeppuTopuM
MeXAYyHapoAHOro meAnLIMHCKOro Knacrepa
(B pen,. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-3, oT 29.06.2015 N 160-93)

1. /lekapcTBeHHble npenapatbl MoryT 6biTb BBE3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbaMmn 48 1 49 HacTosawero PegepanbHOro
3aKOHa, ec/i OHW NpeAHasHayeHbl gAA:

(B pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro MCNONb30BaHMA GUINYECKUMM IMLLaMU, NPUBbIBLLIMMU B Poccuiickyto ®eaepauuio. Mpu
3Tom BBO3 B Poccuiickyio Pegepalmio nekapcTBeHHbIX NpenapaTos, CoAepiKallMx CUAbHOAeNCTBYoWMe
n (MAn) ANOBUTbIE BELLLECTBA, BKAOYEHHbIE COOTBETCTBEHHO B CMMCOK CU/IbHOAEUCTBYOLLMX BELLecTs A
Lenen yronoBHOro 3akoHoAaTebcTBa Poccuinckont Pegepaumm 1 B CNUCOK A,40BUTbIX BELLECTB A1 Liesiel
YroJIOBHOIO 3aKoHoZaTenbCTBa Poccuitickonn depepaunn, yTeepaeHHble MpaBUTenbcTBOM PoCcUMCKOW
depepaumnn, OCyWECTBAAETCA MNPU HaANYMM  [OOKYMEHTOB (3aBEpPEeHHbIX KOMW [OKYMEHTOB WU
3aBEPEHHbIX BbIMUCOK W3 HUX), MOATBEPNKAAOWMX HasHayeHue JU3MYecKomy ULy YKasaHHbIX
JIeKapCTBEHHbIX MPenapaToB (3a UCKAOYEHWEM JIEKAPCTBEHHbIX MPEenapaTos, 3aperncTpUpoBaHHbIX B
Poccuiickoin depepaumm n otnyckaembix B Poccuinckon depepaumm 6e3 peuenta Ha NeKapCTBEHHbIN
npenapar). MoaTeepKaatowne AOKYMEHTbI (MX 3aBepeHHble KOMUKU UAN 3aBePeHHbIe BbIMUCKU U3 HUX)
OOJ/KHbI cofiepaTb CBEAEHMA O HaMMEHOBAHUM W KOJMYECTBE Ha3HAYEeHHOro JIeKapCTBEHHOTO
npenaparta. B cnyyae, ecnv noareepxaatowmMe AOKYMEHTbl (MX 3aBepeHHble KOMWUM WU 3aBEpPEeHHble
BbIMUCKN M3 HUX) COCTaB/IeHbl HA MHOCTPAHHOM A3blKe, K HUM MpuaaraeTca HoTapuasibHO 3aBEPEeHHbIl
nepesBoA, Ha PYCCKUI A3bIK;

(n. 1 8 pea. PepgepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wvcnonb3oBaHMA pPabOTHMKaMM  AUNAOMATMYECKOro Kopnyca MWAM  NpeacTtaButenamu
MeXAyHapoaHbIX OpraHn3alLnii, aKkkpeaMToBaHHbIX B Poccuiickoit deaepaumnu;

3) neyeHUs NacCakMPOB M YNEHOB IKUMAMKEN TPAHCMOPTHbIX CPEeACTB, Moe3gHbiXx 6purag u
BOAUTENEN TPAHCMOPTHbLIX CPeACTB, NpMbbiBLINX B Poccnitckyto Pepepaumio;
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUA YY4aCTHUKOB MENKAYHAPOAHbIX KY/IbTYPHbIX, CMOPTUBHbIX MEPONPUATUI U Y4aCTHUKOB
MEXKAYHAPOLHbIX 3KCNeaANLUMiA;

5) JNeyeHMs KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300CadaX, LMPKaX, OKeaHapuymax,
AenbOUHaApUAX, NeYeHUa OUKMX MMBOTHbIX, MOCTOAHHO WAM BPEMEHHO HaCenAlWMX TeppUTopuUIo
Poccuiickolt depepaumm, Haxo4AWMXCA B COCTOAHUWM ecTecTBeHHOM cBoboabl M MpUHAANEXkalLMX K
BMAAM, 3aHeceHHbIM B KpacHylo KHury Poccuiickoit ®egepaumm 1 (MAKM) KpacHble KHUMM CybbeKkToB
Poccuiickolt ®eaepaumn, a TaKKe XMBOTHbIX, BBO3MMbIX B Poccuitickyto degepaumio gns ydactus B
CMOPTMBHbIX U 3PEAULLHbBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIo MeAMLNHCKOro Knactepa.
(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 29.06.2015 N 160-93)

2. B ciyyasx, npedycCMOTPEeHHbIX YacTblo 1 HacToAwel cTaTbk, AonycKaeTcs BBO3 B POCCUIACKYIO
desepaumio NeKapCcTBEHHbIX NPenapaTos, He 3aperncTpupoBaHHbIX B Poccuiickoit Peaepauuu.
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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3. lekapcTBeHHbIE NpenapaTbl, NpegHa3HaYeHHble ANA T'yMaHUTapHOM NOMOLLM (coAenCcTBUSA) an
MOMOLLM NPU Ype3BblYaMHbIX CUTyaumsax, BBO3ATCS B Poccuiickylo degepauuio B NOpPsAKe,
ycTaHoBneHHom [lpasutenbctBom Poccuitickot Pepepaumn. 3anpewaetcs BBO3 B PoCCUICKYO
depepaunto  He3apPerucTpMpPoBaHHbIX  NEKAPCTBEHHbIX  NpPenapaTtoB, NpegHasHayeHHbIX  ANA
rYMaHWTapHOW NOMOLLM (COAENCTBUA) AN MOMOLLM NPU YPe3BblYaMHbIX CUTYaLUAX.

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

CraTtba 51. CoTpyaHuuectso ¢peaepanbHOro opraHa UCNOJTHUTENIbHOM BAACTH, YNOJTHOMOYEHHOrO
B 06/1aCTU TAMOYKEHHOr0 Aena, U APYrux yNnoAHOMOUYEHHbIX deaepasibHbIX OpraHOB UCMOJTHUTE/IbHOM
BNacTu

1. YnonHomoueHHble d)e,u,epaanble OopraHbl WUCNONHUTENIbHON  BNAcTU npeanocTtasaAlOT B
pacnopAaxeHmne cbe,u,epaanoro OpraHa NCNONHUTENbHOM BN1aCTh, YMNOJIHOMOYEHHOIO B obnactu
TaMOXEeHHOIro Aaena, I'OCYAapCTBeHHbIﬁ peecTp NeKapCTBeHHbIX CPeacTB, a TaKXKe Mchopmau,mo (0}
BblAaHHbIX pa3peweHnax Ha BBO3 I-(OHerTHOﬁ napTn  NeKapCTtBeEHHbIX CPeacTtB B Cay4asx,
YCTAHOB/IEHHbIX 4aCTbtO 3 ctaTbu 47 HacToAwero dDep,epaanoro 3aKOHa.

2. ®epepanbHbiii OpraH UCMOJIHUTENbHOW BAACTW, YNONHOMOYEHHbIM B 06/1aCTU TaMOXKEHHOTO
aena, uHpopmMmmpyeT yKasaHHble B YacTU 1 HacToALWEeN CTaTbh YNOAHOMOYEHHbIe desepanbHble opraHbl
WCNOJIHUTENbHON BAACTM O BBO3E JIEKAPCTBEHHbIX cpeacTB B Poccuitickyto Pepepaumio U BbiBO3E
JNIeKapcTBEHHbIX cpeacTB U3 Poccuiickonn Pepepaunmn no popme u B NopagKe, KOTOpPble YCTaHOBAEHDI
MpasuTtenbcteom Poccuiickoit ®epepaumm.

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

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb
Cratba 52. OcyuwecTBneHne papmaLeBTUUECKON AeATENIbHOCTU

1. dapmaueBTUYECKaAa AeATeNbHOCTb OCYLLECTBAAETCA OpraHM3auMsmMM ONTOBOW TOProB/AM
NIeKApPCTBEHHbIMW  CPeACTBaMM,  aNTEYHbIMM  OpPraHu3auMaAmMKM,  BeTePUHAPHbIMM  anTe4YHbIMU
opraHmMsaunamm, MHAMBUAYANbHbIMMK npeanpuHMMaTeNnamm, UMEeLWMMN  INLEH3UIO Ha
dapmaLeBTUHECKYIO AeATeNbHOCTb, MEeAUUMHCKUMM OpraHu3aumamn, UMEeWMMn AULEH3NI0O Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, U WUX o06ocobneHHbIMW nogpasgaeneHusmmn  (ambynatopusamu,
denbawepckumm 1  GenbaliepcKko-akyLepCKUMM  MyHKTaMK, LeHTpaMKn (oTaeneHusmu) obuien
BpayebHol (cemeliHOM) MpPaKTUKK), PaCNONOMKEHHbIMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHn3auum, U BeETEPUHAPHbIMMU OpPraHU3aUMAMU, UMEOLWMMU NNLLEH3UIO HA
$apmaLeBTUHECKYIO AeATENbHOCTb.

(B pen. PepepanbHoro sakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTIAOC: NpumeyaHue.

06 ycnosusax gonycka B 2021 rogy K ocyliecT/ieHUo GapmaLeBTUYECKON AeATeNbHOCTU auy, bes
ceptudmrata cneumanucta M (MamM) no cneumanbHOCTAM, He NPeayCMOTPEHHbIM cepTUdUKaTOM
cneumnanucrta, cMm. MNMpukas MunHsgpasa Poccum ot 08.02.2021 N 58H.

2. ®usnyeckne NMUA MOFYT OCYLLECTBAATb (GapMaLLEBTUYECKYIO AEATENbHOCTb MPU HanMumm
BbICLLEro UK cpeaHero gpapmaueBTMyeckoro obpasoBaHma U cepTUdUKaTa CNeunanmncTa, BbICLIEro Uan
cpefHero BeTepuMHapHoOro obpasoBaHMA U cepTUdMKATA CNELMaNnCTa, @ TaKKe BbICLLIEro Uan cpeaHero
MeANUMHCKOro obpasoBaHuA, cepTMdMKaTa cneumanncta U AONOJHUTENBHOrO MNPodeccMoHaNbHOro
06pa30BaHNA B YacTU PO3HUYHOMN TOProB/AM SIEKAPCTBEHHLIMW NpenapaTaMmu Npu ycaoBUKU Ux paboTbl B
060Cc06./1eHHbIX NOAPA3LENEHUAX MEAMLIMHCKUX OPraHN3aLMiA, yKasaHHbIX B YacTU 1 HAaCcTOALWEN CTATbM.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.07.2010 N 192-93)
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KoHcynbTaHTlAOC: NpMMmeYaHme.

JlekapcTBeHHble NpenapaTbl 414 MeANLMHCKOTO NPUMEHEHUSA, BBEAEHHbIE B FpaXKAaHCKUM 060poT A0
29.11.2019, nognexaT XpaHeHWto, nepeBO3Ke, OTMYCKY, peanusauum, nepegadve, NPUMEHEHUIO A0
NcTeYeHMA cpoKa nx roaHoctm (3 ot 28.11.2018 N 449-03).

Cratba 52.1. BBog, B rpakgaHCcKuii 060poT NeKapCTBEHHbIX NpenapaToB 418 MeAULMHCKOro
npUMeHeHus
(eBepeHa degepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepen BBOAOM B rpaxKAaHCKMM 0BOPOT KaxKaon cepum UK KaXKAOW NapTUM NPOU3BEAEHHOIO B
Poccuitckoit Desepaupnm nekapcTBEHHOO NpenapaTa A1a MegULMHCKOTrO NPUMEHEHMS, 32 UCKNOYEHMEM
UMMYHOOMONOTMYECKNX NIEKAPCTBEHHbIX MNPenapaTtoB, MPOM3BOAMTENb TAKOTO  JIEKAPCTBEHHOTO
npenapaTta npeactasnseT 8 pefepasnbHblit OpraH UCMONHUTENBHOM BAACTU, OCYLLECTBAAOWMIA GYHKLNK
Mo KOHTPOAKD W Haz3opy B chepe 34paBOOXPAHEHUA, OOKYMEHT MPOU3BOAUTENSA SIEKAPCTBEHHOIO
cpefcTBa, MNOATBEPKAAMOLWMA  KAyecTBO  JIeKAPCTBEHHOro  MpenapaTta, W NOATBEPXAEHWe
YNO/IHOMOYEHHOIO ANLA MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB COOTBETCTBMA J1IEKAPCTBEHHOrO
npenapata TpeboBaHMAM, YCTaHOBJIEHHbIM NPW €ro roCy4apCTBEHHOM perncrpaumm.

2. MNepepn, BBOAOM B rparkAaHCKMA OBOPOT KaXKAoM Cepum MAM KarKaon napTuM BBO3MMOIO B
Poccuiickylo  ®depepauuio  NeKapCTBEHHOro npenapata  gaa  MeAUUMHCKOro NpUMeHeHus, 3a
WCK/IIOYEHNEM MMMYHOBMONOTMYECKMX IEKAPCTBEHHbIX MPEnapaToB, OpraHM3aums, OCyLLecTBAAlOLanN
BBO3 JIeKapCTBEHHOro npenapata B Poccuiickyto Pegepaumio, npeactasaseT B ¢pesepanbHbiit opraH
WCMONHUTENBHOW B/IAaCTW, OCYLLECTBAAIOWMI  OYHKUMM MO  KOHTPO/IO W Hagsopy B cdepe
34paBOOXPaHeHMUs, cepTUdMKAT MNPOU3BOAMUTENA NEKAPCTBEHHOTO CPEACTBa, YAOCTOBEPALLMIA
COOTBETCTBME BBO3MMOTO JIeKapcTBEHHOTO Npenapata TpeboBaHnAM GpapmaKonelHon cTaTb, a B Cayyae
oTcyTcTBMA apMaKoneirHon cTaTbu TpeboBaHMAM HOPMATUBHOW OOKYMEHTauuKn, U NoATBEPXKAEHUE
npeacTaBUTeNA OPraHM3aLMM, OCYLLECTBAAIOLWLEN BBO3 JIEKAPCTBEHHOro npenapata B Poccuitckyto
denepaumio U YNOJHOMOYEHHON WMHOCTPAHHLIM  MPOM3BOAMUTENIEM  JIEKAPCTBEHHbIX  CPEACTB,
COOTBETCTBMA BBO3MMOTIO JIeKapPCTBEHHOTO npenapata TpeboBaHWAM, YCTAHOBJAEHHbIM MpU  €ro
rocyfapcTBEHHOM PerucTpaumm.

3. MNopaaoK npeacTaBiAeHUA B COOTBETCTBUM C YacTAMM 1 M 2 HACTOALLEN CTaTbU OOKYMEHTOB U
CBEAEHUIN O NEKApPCTBEHHbIX MpenapaTax, BBOAMMbIX B Tpa)KOaHCKM 0OOpPOT, yCTaHaB/MBaEeTCA
MpasuTtenbctBom Poccuiickoit ®eapepaumu.

4, B OTHOWEHWW NepBbIX TPEX CEPU MAW NapTUiN NEeKapCTBEHHOro npenapaTa, Bnepsble
npousseaeHHoro B Poccuiickoit deaepaumm nam Bnepsble BBO3MMOro B Poccuiickyio deaepauuio, B
denepanbHbIii opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBoOXpaHeHMA, AONONAHUTENbHO NPeACcTaBAAETCA NPOTOKOA UCMbITAHUI O COOTBETCTBUN CEPUN
WMAW NapTUM NEeKapCTBEHHOro npenapaTta 4nda MeAMUMHCKOTO MPUMMEHEHMS MNOKasaTeNAM KayecTsa,
npeaycMoTpPeHHbIM HOPMAaTUBHOM AOKyMeHTaumeln (Janee - NPOTOKOA WCMbITaHWUI), NPOBOAMMBIX
aKKpeauToBaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickoit ®egepaunm 06 akkpeauTaLmm B
HaUMOHaNbHOW  cUcTeEMe  aKKkpeguTaumum  denepanbHbIMM  TOCYAAPCTBEHHbIMM  BIOAMKETHBIMM
YUPEXKAEHUSAMN,  NOABELOMCTBEHHbIMM  denepanbHOMy  OpraHy  WCMOJIHUTENbHOW  B/IACTW,
ocyuiecTeastoweMy GyHKLUUN MO BbIpaboTKe 1 peanusaLmm rocyLapCTBEHHOM NOJUTUKU U HOPMATUBHO-
NPaBoOBOMY PEry/MpoBaHui0 B chepe 34paBoOXpaHeHus, U deaepasbHOMY OpraHy UCMOAHUTENbHOWM
BJ1AaCTW, ocyLiecTBasoWwemMy GYHKLMU MO KOHTPOO U Hagsopy B chepe 34paBooxpaHeHus. Mopaaok
BblJAYM YKasaHHbIMKM deaepanbHbIMU FOCYAAPCTBEHHLIMU BIOAKETHBIMU  YYpPEKAEHUAMM [AHHOTO
NPOTOKONA M pa3mep NaaTbl 3a ero BblAavy ycTaHaBamBatoTca MpasutensctBom Poccuiickoit deaepaumn.

5. ExxerogHo He nosgHee 1 ¢peBpansa Npons3BoAUTENN EKAPCTBEHHbIX CPEACTB MW OpPraHM3aLmu,
OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuiickyio ®eaepaumio, NpeactaBasioT B
denepanbHbIii opraH UCNONHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBoOOXpaHEHUSA, NPOTOKOA UCMbITAaHNI NOCTYNUBLLEFO B TeYEHME roda B rpak4aHCKuii 060poT
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JIeKapCTBEHHOro npenapata KOHKPeTHoro npoussoauTena (Ha OAHY Cepuio KaKAoro TOProBoro
HaMMEHOBaHMA C YY4EeTOM NIeKapCTBEHHOM GOpPMbl U [03UPOBKK), MPOBOANMbIX aKKPeAUTOBaHHLIMU B
COOTBETCTBMM C 3aKoHodaTenbcTBOM Poccuitickon Pepgepaumm 06 aKkpeauTauum B HaUWMOHa/IbHOM
cucTeme akKpeamuTauumn ncnbiTaTenbHbIMK NabopaTopuamMu (LeHTpamm).

6. [MpoussoauTenn neKapcTBEHHbIX CPeACTB MWAW  OpraHM3aumu, OCYLEeCTBAAIOWME BBO3
NeKkapcTBeHHbIX nNpenapaTtos B Poccuiickyto Peaepaumio, He meHee YemM 3a OAMH rof A0 NAaHUPyeMbIX
MPMOCTAHOBAEHMSA WMAW MPEKpalLeHna MPOM3BOACTBA NEKAPCTBEHHbIX NpenapaToB WAM MX BBO3a B
Poccuiickylo ®depepaumto yBegomnsatoT o6 3Tom degepanbHbli OpraH WCMOMIHUTENbHOM BAacCTy,
OCYLLECTBAAIOLWMIA GYHKLMUM NO KOHTPOIO M Hag3opy B chepe 34paBooxpaHeHusa U dpeaepanbHblii opraH
WCMONHUTENbHOW  BNACTM, OCYLLECTBAAOWMI  GYHKUMM MO JIMLEH3MPOBAHUIO  MPOWM3BOACTBA
NeKapCcTBEHHbIX CPeacTs.

7. BBoA, B rpakAaHCKUI 0BOPOT KarKaoM cepumn UAU KaxkaoW MapTuM MMMYyHOBWONOrmyeckoro
NleKapcTBEHHOTO NpenapaTa, NponsBegeHHOro B Poccuiickoii ®eaepaumnn nam BBO3MMOro B Poccuiickyto
desepaumio, OCyLECTBAAETCS HA OCHOBaHMM paspelleHus, BblgaHHOTO denepasbHbIM OpraHom
WCMOJIHUTE/IbHOW  B/IAaCTWU, OCYLECTBAAIWMM PYHKUMM NO KOHTPOJIKO M  Haasopy B coepe
3[paBOOXPAHEHMNA, Ha OCHOBAHWWU BblAaHHOTO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAMKETHBIMU
YUYPEKAEHUAMM, YKa3aHHbIMM B YacTM 4 HACTOALWEN CTaTbW, 3aKNHOYEHUS O COOTBETCTBUM CEPUN UK
napTMM MMMYHOBUONOrMYECKOTO NEeKapPCTBEHHOrO npenaparta TpeboBaHUAM, YCTAaHOBNEHHbIM MPU €ro
rocyapcTBeHHOM pernctpaumu. Mopsaaok Bbligaduu paspelleHns Ha BBOZ, B rpaykAaHCKMIA 060poT cepun
AN NAapTUM UMMYHOBMOIONMYECKOTO IEKAPCTBEHHOTO NPenapara, a TakXe NopALoK BblAayM yKa3zaHHOIo
3aK/l0YeHMA U pasmep naathl 3a ero Bblgady ycTaHaBauBatoTcs [lpaBuTenbcTBom Poccuiickoi
depepauun.

8. 3a HenpeacTaBieHME WAM HECBOEBPEMEHHOe NpeacTaB/eHue [AOKYMEHTOB U CBeAeHWUHN,
npeaycMoTpeHHbIX Yactamu 1, 2, 4, 5 1 6 HacToALel cTaTbk, NPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB U
opraHM3aumm, OCyLLeCTBAAIOWME BBO3 /IEKaPCTBEHHbIX npenapatos B Poccuiickyio deagepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTENbCTBOM Poccuiickoi degepaumu.

9. MpeacTaBneHne JOKYMEHTOB U CBeAEHMUM, NPeAyCMOTPEHHbIX YacTamu 1, 2 U 4 HacToALlei
CTaTbM, W MNOJIyYEeHME NPeAyCMOTPEHHOIO YacTblo 7 HaCTOAlelM CcTaTbM paspeleHus Ha BBOA
MMMYHOOMONOrMYECKOrO JIeKAPCTBEHHOFO Mpenapata B TIParkgaHCKMi 060poT He Tpebytotca B
OTHOLWEHNUN NeKapPCTBEHHbLIX MNpenapaTos, npegHasHa4eHHbIX  AOnAa nposeneHUA KIMHUYECKUX
NccnefoBaHUI NEKAPCTBEHHbIX MpenapaTos, NPOBeAEeHMA 3KCMepTM3bl JIEKAPCTBEHHbIX CPeacTs A/s
OCYLLECTB/IEHNA TOCYAAPCTBEHHOM PEerncTpauumn NeKapcTBEHHbIX MPEenapaToB, a TaKKe B OTHOLWIEHMUM
He3aperncTpUpoBaHHbIX SIEKaPCTBEHHbIX NMPenapaTos, NpeAHa3HaYeHHbIX A8 OKasaHWUA MegULMHCKOM
nomown nNo XM3HEHHbIM NMOKa3aHUAM KOHKPETHOro nauueHTa uaum rpynnbl NalmMeHToB, BBO3MMbIX B
Poccuitckyto ®epepauymio B coOTBETCTBMM € Yactamm 3 M 3.1 ctatbn 47 HacToawero denepanbHOro
3aKoHa.

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

10. Mpw BbIABAEHWUM B rparkaaHCKOM 060poTe cepuu MAM NapTUKM NEeKapCTBEHHOro NpenapaTa,
OOKYMEHTbI M CBEAEHMA O KOTOPbIX, MPeayCcMOTPeEHHble Yactamu 1, 2 u 4 HacToAwel cTaTbW, He
npeactasneHbl B degepanbHblii OpraH WCNOMHMTENbHOW BAACTW, OCYLWECTBAAWMNA GYHKUMX Mo
KOHTPO/II0 U Haasopy B chepe 34paBOOXPaHEHUA, AMBO cCepun MAM NapTUM MMMYHOBMONOTMYECKOro
NeKapCcTBEHHOTO Mpenapata, He WMEKWMX paspeleHns Ha BBOA4, B rpaAaHCKMi oboporT,
NpeaycMOTPEHHOTO 4YacTblo 7 HacToAWen cTaTbu, deadepanbHblii OpraH WCMOMHUTENbHOM BAacTK,
OCYLLECTBAAOWMIA GYHKUMM NO KOHTPOMO U Hagsopy B chepe 34paBOOXPaAHEHMs, B TMOPAAKeE,
ycTaHoB/ieHHOM [paBuTenbcTBom Poccuiickoit depepaumy, NPUHUMAET pelleHne O NpeKpalleHuu
rparkaaHcKoro o60poTa TakMX Cepun AU NapTUKn 40 NpeacTaBNeHUs YKa3aHHbIX JOKYMEHTOB U CBeAeHW i
IMB0 NoJTyYeHUA YKa3aHHOIo paspeLleHus.

Cratba 53. Mpoparka, nepepava NeKapCTBEHHbIX CPeACTB OpraHU3auMaMMU ONTOBOI TOProBaAu
NIeKapCTBEHHbIMMU CpeacTBaMMU
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1. OpraHu3aumm ONTOBOM TOProBAM NEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLLECTBAATb NPOAANKY
JIeKapCTBEHHbIX CPeACTB WAW nepenaBaTb WX B YCTAaHOB/JEHHOM 3aKOHOZATE/NbCTBOM Poccuitckoi
depepaunn nopaake (3a ncknoveHnem dapmaleBTUYECKOM cybCcTaHLMK CnMpTa 3TUI0BOTO (3TaHoNa):
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHn3auusam ONTOBOM TOProB/N NEKAPCTBEHHbIMM CPeACTBaMU;

2) Nnpon3BOANTENAM NIEKAPCTBEHHbIX CPeaCTB ANA Lesiei MPoM3BOACTBA IEKaPCTBEHHbIX CPeaCTB;
3) anTeyHbIM OpraHU3aLMaAmM 1 BeTepUHAPHbIM anTeYyHbIM OpraHM3aLMAM;

4) Hay4YHO-MCCNea0BaTeIbCKUM OpraHM3aumMam ANs HayyHo-Uccie0BaTebCKon paboTl;

5) uHAMBMAYaNbHbIM NpeAnpUHUMATENsM, WMMEWMM JIULEH3UIO Ha (apmaLeBTUYECKYHo
AeATeNbHOCTb UAN NLEH3UIO HA MEANLMHCKYIO AeATEeNbHOCTb;

6) MeaUUMHCKMM OpraHu3aumsam, B TOM YNC/1e CO34aHHbIM W 3aperncTpUpoBaHHbIM B COOTBETCTBUM
C 3aKOHOAATEeNbCTBOM WMHOCTPAHHOrO rocyfapctBa - uYneHa OpraHusaumMm 3KOHOMMYECKOTO
COTPYAHMYECTBA M PasBUTMA  MHOCTPAHHbIM  OPUAMYECKMM  AuUaM,  WHAWBUAYANbHbIM
npeanpuHUMaTeNam, ABAAIOLWMMCA Y4aCTHUKaMK NPOeKTa B COOTBeTCTBUM ¢ PeaepanbHbiM 3akoHOM "O
MEXKAYHApPOAHOM MeAULIMHCKOM KnacTepe U BHECEHUW M3MEHEHMUI B OTAEeNbHble 3aKOHOAAaTe/bHble
aKTbl Poccuiickon Pegepaumnn”, u BeTEPUHAPHBIM OpraHn3aLmam;
(B pea. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusaumMam U WMHOMBUAYa/bHbIM NpPeAnpUHUMATENAM, OCYLLECTBAAIOWMUM pa3BeleHuE,
BbipalllMBaHME W COAEPNKAHUE IKMBOTHLIX (33 WCKAOYEHMEM MNpoJarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMiA AU UX Nepegadn).

(n. 7 8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

2. OpraHu3aumMm ONTOBOW TOPrOB/AM NIEKAPCTBEHHbIMM CPeACTBaMM He BMpaBe OCyLEecTBAATb
npoaaxy (nepegayy B YCTAHOB/MEHHOM 3aKoHOZaTeNbCTBOM Poccuitickon Pepepauum nopsagke)
dbapmaueBTUYECKON CyBCTaHLMKM CNMPTA STUOBOTO (3TaHONa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AU IEKAPCTBEHHLIMM CPEACTBAMMU

OnTtoBaa TOProBaa  JIEKAPCTBEHHbIMW  CPEACTBAMM  OCYLLECTBASETCA  MPOU3BOSUTENAMM
JIeKAPCTBEHHbIX CPeACTB M OpraHM3auMsaMM ONTOBOW TOProBAM JIEKAPCTBEHHLIMW CPeACcTBAMM MO
npaBuIam HagneKalen AUCTPUObIOTOPCKOM NPAKTUKM U NPaBMAaM Hag/exKalen NPakTUKN XpaHeHMA U
NepeBO3KM JIEKAPCTBEHHbIX NPEMNapaToB, YTBEPXKAEHHbIM COOTBETCTBYHOLLMMM YNOJHOMOYEHHBIMM
denepanbHbIMM OpraHamMM UCNONHUTEIbHOM BNACTM.

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

CraTba 55. [opsAAO0K PO3HMUHOI TOProB/AU eKapCcTBEHHbIMM NpenapaTamm

1. Po3HMYHasA TOProBAsA NEKapCTBEHHbIMM Mpenapatamu B KOJAMYECTBax, HeobxoAMmbIX AN
BbINOJIHEHUA BpayebHbix (Penbalepckux) HasHaYeHW WKW Ha3HayeHuid cneumannuctos B obsactu
BETEPUHAPUM,  OCYLLECTBNAETCA  anTe4YHbIMWM  OpraHM3auMaAMM, BETEPUMHAPHbIMU  anTeYHbIMU
opraHusaumMamm, WUHAMBUAYANbHBIMU npeanpuHUMaTeNs Mu, UMEIOLLMMU  JINLEH3UID  Ha
dbapmaueBTUYECKYIO OeATeNbHOCTb, MEAUUMHCKUMWU OpraHmM3aumamn, MMEWUMN NULEH3UI0 Ha
dbapmaLeBTUYECKYIO AeATe/NbHOCTb, M WX 060cobneHHbIMW noAapasaeneHuamn (ambynatopuamu,
denbaliepckummn 1 penbaliepcKo-aKyllepCkMMM  NYHKTaMK, LUeHTpamu (oTaeneHuamu) obuiei
BpayebHol (cemelHO) NPaKTUKK), PaCnONOMKEHHbIMU B CENbCKMX HACeNeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHusauum, U BeTePUHAPHbIMU OPraHU3aUMAMKN, UMEIOLWUMN ANLEH3UIO Ha
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dbapmaLeBTMUECKYIO AeATeNbHOCTb. PaspelleHa poO3HWYHAA TOProBAA TONbKO NEKapCTBEHHbIMU
npenapatamu, 3aperMcTpupoBaHHbiMM B Poccuiickoit Peaepaummnm UAN NU3rOTOBAEHHBIMU amnTeUYHbIMU
opraHusaumamm, BETEPUHAPHbBIMU anTeyHbIMU OopraHusaumMamum, WMHANBUAYANbHbIMK
npeanpuHUMaTENAMKN, UMEILWUMN AMLEH3NIO HAa (apmaLeBTUYECKY0 [OeATeNbHOCTb. PO3HMYHaA
TOProBAA /IeKapCTBEHHbIMM MpenapataMy OCYLLECTBAAETCA MO MpaBuaam Had/exallel anTeyHoM
MPaKTUKK, YTBEPKAEHHbIM YNOJHOMOYEHHbIM peaepasibHbiM OpraHOM UCMOAHUTEIbHOW BNACTH.

(8 pea. PenepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

1.1. PO3HWYHAA TOProB/A JIEKAPCTBEHHbIMKW MpenapaTaMmn AN MeguLMHCKOro NpumeHeHus (3a
UCKIOYEHNEM NNEKAPCTBEHHbIX NPEMNapaToB, OTMYCKAEMbIX MO PELLENTY HA JIEKAapPCTBEHHbIV Npenapar,
HaAPKOTMYECKUX SIeKaPCTBEHHbIX MPenapaToB M NCUXOTPOMHbIX NIEKaPCTBEHHbIX NPenapaTos, a TaKXe
CNMPTOCOAEPHKALMX NEKAPCTBEHHbIX MPENApPaToB C 06bEMHOIN A0Nei 3TUAOBOrO CNMpPTA cBbiwe 25
MPOLLEHTOB) MOMET OCYWEeCcTBAATLCA aANTEYHbIMW  OpPraHU3aLMAMM  AUCTAHLMOHHBIM  CMOCOHOM.
PO3HMYHYIO  TOProBAKD  NE€KAPCTBEHHbIMM  MpenapaTamuM  AnA  MeAWUUHCKOro  NpUMeEHeHusA
ONCTAHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBAATb anTeyHble OpraHU3aLMu, MMeKLMe SIMLEH3UI0 Ha
dbapmaLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLEE paspelweHne deaepanbHOro opraHa
WCNOJIHUTENBHON  BNACTW, OCYLWeCTBAAOWEro GQyHKUMM NO KOHTPOKO W Hapsopy B cdepe
34paBooxpaHeHuA. [MopAAOK BblgAYM pa3pelleHMA Ha  OCYLEeCTB/€HWE PO3HUYHOW TOProB/v
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHUMOHHbBIM cnocobom, TpeboBaHMA K aNTeYHbIM OpPraHU3aumnam,
KOTOpPbIE MOTYT OCYLLECTBAATb TaKyl TOProOB/O, U MOPALOK €e OCYLLEeCTB/EHMA, A TaKXe npasuia
OOCTaBKM NEKAPCTBEHHbIX NPEenapaTtoB rpa)kgaHam ycTaHaBauatotca [paButenbctBom Poccuitckoi
depepaunn. NHPopmauma 06 onnayeHHbIX (OTNYLLEHHbIX) M MONYYEHHbIX JIEKAaPCTBEHHbIX Npenapartax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [BUXKEHUA JIEKAPCTBEHHbIX MPENapaTtoB Aasa MeAMUMHCKOro
NPMMEHEHWA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 CTaTbM 67 HacToAwero denepasibHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-d3)

2. Buabl anTeyHbIX OpraHM3auMit W npaBu/a OTNYCKA JIeKAPCTBEHHbIX MpenapaToB AJA
MeANUMHCKOro NPUMEHEHUA anTeYHbIMU OPraHM3auMAMU, MHOMBUAYANAbHBIMU NPeaAnPUHUMATENSAMN,
UMELWMMN NULLEH3UIO HA GapMaLEBTUYECKYIO AeATEIbHOCTb, @ TaKXe NpaBuaa OTNyCKa IEKAapPCTBEHHbIX
npenapaTos 414 MeAUUUHCKOro NPUMEHEHUA MeANUNHCKMMM OPraHn3auuammn, UMELWMMN NULLEH3UIO
Ha ¢dapMaLeBTUYECKYID AeATeNbHOCTb, U UX 060cobNeHHbIMM NoapasgeneHnamu (ambynaTopuamu,
denbawepckumm 1  GenbalepcKko-akyLEePCKUMM  MYHKTaMK, LeHTpamu (oTaeneHusamu) obuien
BpayebHol (cemeliHOM) MpPaKTUKK), PaCNONOKEHHbIMMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT aNnTeyHble OpraHM3auMu, YTBEpPXKAAlTCA YMNOJHOMOYEHHbIM deaepanbHbIM OpPraHOM
WCNONIHUTENIbHOM BAACTM.

(B pen. PepepanbHoro sakoHa ot 25.11.2013 N 317-93)

3. MNpaBuKna oTNycKka HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aPEerMCTPUPOBAHHbIX B
KaQuyecTBe JIeKapCTBEHHbIX MPENapaToB, JEKAPCTBEHHbIX NpPenapaToB, COAEP)KaLLMX HapKOoTUYecKue
CpencTBa M MCUMXOTPOMHbIE BELLEeCTBa, YTBEPXKAANTCA YNOJHOMOYEHHbIM deaepasbHbIM OpPraHom
WCNOJIHUTENbHON BNAcTU MO cornacoBaHuio ¢ ¢denepanbHbIM OPraHOM MCMOJIHUTENBHOM BAACTH,
YNOJIHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pen. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl A4 BETEPUMHAPHOrO MNPUMEHEHUA nogneskaT  OTNYCKY
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUUaMM, BETEPUHAPHLIMU OpraHU3aUuMAMNU, UHAMBUAYANbHbLIMU
npeanpuHUMaTeNaMKn, UMEKLWMMN  NNLEH3NIO Ha dapmaleBTUYeCKyo gesTenbHocTb.  OTnycK
JIeKapCTBEHHbIX NpenapaTtoB AnA BeTepMHaApPHOro MNPMMEHEHMA OCYLLECTBAAETCS B COOTBETCTBUM C
npaBunamm Hagsexalen anTedyHoW MPaAKTUKU JIeKapCTBEHHbIX NpenapatoB A1 BeTepUHapHOro
NPUMEHEHUSA, YTBEPKAEHHBIMU YNONHOMOYEHHbIM dheaepasibHbIM OPraHOM UCMONHUTENbHOW BNACTU.

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

5. [MlepeyeHb MEAMUMHCKMX OpraHM3auun, MMeWmnx AuMUeH3nio Ha dapmaueBTUYecKyto
OeATeNbHOCTb, U UX 060cobNeHHbIX noapasaeneHuii (ambynaTopuii, dbenbaluepckux n denbalepcko-
aKyLLEPCKUX MYHKTOB, LLeHTPOB (oTAeNeHnit) obuielt BpauebHol (cemeliHo) NPaKTUKK), PacnoNOXKEHHbIX
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B CEJ/IbCKMX HAce/IeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3aLmnm, a TakKe nepedyeHb
JNIeKapPCTBEHHbIX MPenapaTos, NPoAarka KOTOPbIX MOXKET OCYLLECTBAATLCA YKa3aHHbIMM OpraHM3aumamm u
nx 060CO6NEHHBIMM MOAPa3LENEHUAMM, YCTAaHABAMBAKOTCA OpPraHamMu MWCNONAHUTENbHON BNACTU
cybbekToB Poccuinckon deaepauun.

(B pen,. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeyHble OpraHu3auuu, MHAMBUAYANbHbIE MNPEANPUHMMATENN, UMMEloWMe NULEH3NIO Ha
dapmaueBTMUECKYIO AeATeNbHOCTb, 00f3aHbl obecneymBaTbh YTBEPXAEHHbIN [1paBUTENIbCTBOM
Poccuitckoit Deaepaumm n GopmUpyemMbI B YCTAHOBAEHHOM MM MOPAAKE MUHUMAbHbIA aCCOPTUMEHT
JIeKapCTBEHHbIX NPENapaToB, HEOHXOAMMbIX A1 OKAa3aHUA MeAULMHCKON NOMOLLM.

(yacTb 6 B peq,. deaepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHuM3auuKn, UHAMBMAYaANbHble MNpeanpPUHUMATENN, UMEOLIMEe NULEH3UI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, HapAdy C /NeKapCTBEHHbIMM npenapatamyM  MMelT npaBo
npuobpetatb M npodasBaTb, B TOM uWUCAe AUCTAHUMOHHLIM Ccrnocobom, MeaUUMHCKUE u3aenus,
AesvHouumpylowme cpeactsa, nNpeameTbl U CPeAcTBa /IMUHOW TUTMeHbl, nocyay ANA MeaUUUHCKUX
uenen, npeameTtbl U CPeACTBa, NpeAHasHayeHHble AaA yxoAaa 3a 60/bHbIMW, HOBOPOXAEHHbLIMU U
AeTbMU, He AOCTMILLIMMM BO3PacTa TPEeX /IeT, OYKOBYHO OMTUKY M CPeACTBa YX04a 3a Hell, MMHepasbHble
BOZbl, MPOAYKTbI /1e4ebHOro, AEeTCKOro U AUETUYECKOro NMUTaHMsA, BUOOrMYECcKN akTMBHble A06aBKy,
napdomepHble U KOCMETUYECKME CpeacTBa, MeAMLMHCKME M CaHMTapHO-MPOCBETUTE/IbHbIE MeYaTHble
n34aHunA, npeaHasHavyeHHble A1a nponaraHabl 340p0B0oro 06pasa KuU3HMU.

(8 pen. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [leATeNbHOCTb aNTEYHbIX OpraHusauuii BoopykeHHbIXx Cun Poccuiickoii Pepepaummn, ppyrux
BOWMCK, BOMHCKMX GOPMMPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOZaTenbcTBoM Poccuiickon deaepaunm
NpesycMOTPEHO MPOXOXKAEHNE BOEHHOMN CAYKObl uAN denepanbHOM FOCYAAPCTBEHHOM CAYXKObl,
CBA3AHHOW C MPaBOOXPAaHUTENbHON AEeATENbHOCTbIO, pernameHTUpyeTca Hactoawmm degepanbHbim
33aKOHOM M YTBEP!KAEHHbIMU COOTBETCTBYIOWMMU depepanbHbIMM OpraHaMu UCMONHUTENbHON BNACTU
nonoxeHnammn. KoHTposb 3a cobntofeHMeM yKasaHHbIMM anTeYHbIMU OPraHU3aLMAMMU NOJOKEHWUI
HacToAwero ®enepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMM desepanbHbIMU OpraHamu
WCNOJIHUTENbHOM BAACTMK.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHBapa 2021 roga. - PegepanbHblii 3akoH oT 03.04.2020 N 105-d3.
Cratbsa 56. U3rotosBneHmne 1 oTNycK IEKApPCTBEHHbIX NpenapaTos

1. M3rotoBneHMe NeKapCTBEHHbIX MNPenapaToB anTeYHbIMM OPraHU3aUMAMM, BETEPUHAPHLIMU
anTe4YHbIMW OPraHM3auvAMU, MHAMBUAYANbHbIMK NPeAnPUHUMATENAMM, UMEIOWUMM NNLEH3NIO Ha
bapMaueBTUYECKYIO AeATe/IbHOCTb, OCYLECTBAAETCA NO PeuenTam Ha NeKapCcTBEHHble npenapatbl, No
TpeboBaHMAM MEeAULMHCKMX OpraHn3aumii, BeTEPUHAPHbIX OpPraHn3aunii B COOTBETCTBMM C NpaBMaaMu
M3roTOBNEHMA W  OTMYCKa JIeKAapCTBEHHbIX MpPenapaTtoB, YTBEP!KAEHHbIMM  YNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOHUTE/IbHOM BAACTH.

2. MNpu M3roTOBAEHUM NNEKAPCTBEHHbIX NPENapaToB anTeuYHbIMM OpraHM3aUnaMM, BETEPUHAPHbIMU
anTeYHbIMW OpPraHM3aUMAMW, UHANBUAYANbHLIMU NPEANPUHUMATENAMMU, UMEIOWMMN NNLEH3UID Ha
dapmMaLeBTMUECKYIO AeATe/IbHOCTb, MCNONb3yoTca dapmaleBTUYecKMe cybCcTaHUUM, BKAKOYEHHble
COOTBETCTBEHHO B rOCYAapCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPEACTB A1 MeAULMHCKOTo MPUMEHEHMUA U
rocyfapCTBEHHbIM peecTp IeKapCTBEHHbIX CPeACTB A/1A BETePUHAPHOro NPUMEHEHMUA B YCTaHOB/IEHHOM
nopsake. He gonyckaercAa M3roToBAEHWE anTEYHbIMKU OPraHW3aLMAMM, BETEPUHAPHLIMW anTeYHbIMK
OpraHusaumnsmu, WHANBUAYAIbHbIMU npegnpuHUMaTens mu, UMELWMMM  JINLUEH3NID  Ha
dapmMaLLeBTMUECKYIO AEATENbHOCTb, SIEKAPCTBEHHbIX MPENapaToB, 3aperncTpMpoBaHHbIX B Poccuiickomn
depepaunn.
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3. MapKupoBKa /IeKapCTBEHHbIX MNPenapaTtoB, M3rOTOB/IEHHbIX anTeYHbIMW OpraHU3aLUsaMMU,
BETEPUHAPHbIMM anTeYyHbIMU OpraHM3aunAMKU, UHANBUAYAAbHLIMU NPEANPUHUMATENAMMU, UMEIOLLIMMM
NIMLEH3NI0 Ha ¢apMaLeBTUYECKYID [AeATeNbHOCTb, M OQPOPMAEHWE TaKUX MPenapatos AO/IKHbI
COOTBETCTBOBATH MPaBMAaM, YKa3aHHbIM B 4acTu 1 HacToALlen cTaTbu.

4. AnTeyHble OpraHuMsaumMK, BeTepuMHapHble anTeyHble OpraHu3auuu, WHAUMBUAYaNbHbIE
npeanpuHUMaTENU, UMEIOLNE ULLEH3UNIO Ha dapMaLLeBTUYECKYIO AEATE/IbHOCTb, HECYT OTBETCTBEHHOCTb
3a HecobnogeHWe MpPaBua M3rOTOB/IEHUA W OTNYCKA /IEKaPCTBEHHbLIX NpPenapaTos B COOTBETCTBUU C
3aKoHoaaTenbcTBoM Poccuiickoit Pegepauymm.

Cratba 57. 3anpeweHue npogaxu ¢anbcuPUUMPOBAHHBIX JIEKAPCTBEHHbIX CPeACTs,
Hep06pOoKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX IeKaPCTBEHHbIX CPEACTB

Mpoaarka banbCPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeAacTs, Hef06pOoKayeCTBEHHbIX
NleKapCTBEHHbIX CPeAcTB, KOHTPAdAKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHue neKapcTBeHHbIX CpeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBASETCA MPOU3BOAUTENAMM JIEKAPCTBEHHBIX
CPeacTs, OpraHU3auuMsAMM  OMTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeYHbIMU
opraHMsaumamm, BETEPUHAPHbLIMU anTeyHbIMK opraHvMsaumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENS MU, UMEIOLLMMM JINLEH3MIO Ha PpapMaL,eBTUUECKYIO AeATENbHOCTb UK IULEH3UIO Ha
MEANUMHCKYIO OeATeNIbHOCTb, MeAMLMHCKUMU OpraHu3auMamMM, BETePUHAPHbIMU OpPraHM3auMaMU U
MHBbIMW  OPraHM3auMsaMK, OCYLLECTBASIOWMMM obpalleHne IeKapCcTBEHHbIX cpeacTs. XpaHeHue
JIeKapCTBEHHbIX CPeaCTB A/1A BETEPMHAPHOrO MPUMEHEHUs OpraHu3auMAaMM M UMHAUBUAYA/bHBIMK
npeanpuHUMATEN MM B C/IYYasX, €C/IM OHW  UCMOJMb3YIOTCA WUCKAKOYMTENIbHO MpU  pasBefeHuM,
BbIPaLLMBAHWUM, COAEPKAHUM U IEYEHUM KUBOTHBIX, MOXKET OCYLLECTBAATLCA 63 NoNyYeHUs ULEH3UN
Ha dapmaLEeBTUYECKYIO AeATENbHOCTD.

(8 pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHunA NEKapPCTBEHHDbIX cpeacte yTBEPXKAA0TCA COOTBETCTBYHOLWMNM
YNO/THOMOYEHHbIM d)ep,epaanblm opraHom NCNONIHUTENbHOM BNACTM.

3. XpaHeHMe HapKOTMUYECKUX JIEKAPCTBEHHbIX CPEeACTB, MCUXOTPOMHbLIX NEKAPCTBEHHbIX CPeacTs,
pagnodapmaLleBTUYECKUX  JIEKAPCTBEHHbIX  CPEACTB  OCYLIEeCTB/AeTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuiickoit ®epepaumn.

Cratba 58.1. MpeaMeTHO-KONINMYECTBEHHbIN y4yeT JIeKapCTBEHHbIX CPeAcTB ANA MeAULIMHCKOro
npuMeHeHusn
(eBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. NepeyeHb IeKapPCTBEHHbIX CPeACTB A1 MEeANLIMHCKOro MPMMEHEHMS, NoAJ/1exallmX npeameTHO-
KO/IMYECTBEHHOMY YYeTY, YTBEPKAAETCA YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTEIbHOW
BAACTW.

2. MopAaoK BKAOYEHUA NEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO NPUMEHEHUs B nepevyeHb
JIeKapCTBEHHbIX CPEACTB ANA MEAULMHCKOTO NPUMEHEHUs, NoANeKalmxX NpeaMeTHO-KONMYECTBEHHOMY
y4yeTy, yCTaHaBAMBaeTCA YMOJIHOMOYEHHbIM deaepasnbHbiM OPraHoOM MWCMNOAHUTENIbHOM BAAcTU Mo
cornacoBaHulo c deaepanbHbiIM OPraHOM WCMOJIHATENIbHOM BAacTW, YMNONHOMOYEHHbIM B cdepe
BHYTPEHHMX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. rlpeAMETHO-KOﬂquCTBeHHbIVI Y4YeT NeEKaAPCTBEHHbIX Cpencrts ona MmeauunHCKOro npumeHeHumaA
BeayT npoun3BoauTeIM NEKapCTBEHHbIX Cpencrts, OpraHM3auunmn onToBOM TOPros/in NeKapCTtBeHHbIMU
cpeacrsamm, antedHble opraHunsaunn, MHOnBmAyaabHble npeanpuHnmartenn, nmerwuime nnueH3no Ha
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bapMaLeBTUYECKYIO AeATENbHOCTb MAN NNLEH3UIO HA MEAMLMHCKYIO AeATeNbHOCTb, U MeguLMHCKKe
OpraHmM3aumm, ocyLecTBAALWMe 06palLeHne NeKapCTBEHHbIX CPEACTB ANA MeAMLMHCKOrO NPUMEHeH!s,
nyTem pernctpaumm ntobbix CBA3aHHbIX C MX OobpalleHMemM ornepauui, NPU KOTOPbIX M3MEHAeTca ux
KOJIMYECTBO U (M) COCTOAHUE, B CNELMaNbHbIX KYpHANax yyeta onepaumii, cBA3aHHbIX ¢ obpalLeHnem
JIeKapPCTBEHHbIX CPEACTB A1 MeAULMHCKOTo NPpUMEHeHUs (aanee - cneupnanbHble XKypHabl).

4. MpaBuna perucTpauuu onepawmii, cBA3aHHbIX C O0bpalleHMem SeKapCTBEHHbIX cpeacTs ANA
MEeAMLMHCKOrO MPUMEHEHMUA, BKAIOYEHHbIX B MepedyeHb NEeKapCTBEHHbIX CPeAcTB ANA MeAMLMHCKOro
NPMMEHEHWA, NogeKalMX NPeaMeTHO-KOIMYECTBEHHOMY YYETY, B CNeLManbHbIX }KYpHanax u npasuia
BEAEHMSA W XpaHEeHMs CcheumanbHbIX KYPHAN0B YTBEPXKAAITCA YMNOJHOMOYEHHbIM denepanbHbIM
OpPraHOM UCMNOJIHUTE/IbHOM BIACTY.

5. KoHTponb 3a cobawogeHvem npasua perucTpaumm onepaumii, cBA3aHHbIX C obpalleHnem
NIeKapCTBEHHbIX CPeAcTB A8 MeAMUMHCKOro NMPUMEHEHMUA, BKAOYEHHbIX B NepeyeHb /IeKapCTBEHHbIX
CpeacTB ANa MeAUUMHCKOrO NPUMEHEHUA, noafexkallnx npeaMeTHO-KOANYeCTBEHHOMY Y4yeTy, B
cneuManbHbIX KypHanax, a Take 3a cobaogeHuem npaBua BeAeHUA UM XPaHEHUA cneumanbHbIX
YKYPHA/I0B BO3/1araeTca Ha YNoJIHOMOYEHHble ¢peaepasibHble OpraHbl UCMOHUTEIbHOW BAACTU M OpraHbl
WCMOJIHUTE/IbHOW BJlacTM cybbekToB Poccuitckon Pepepaumm, OCYLLECTBAAKOWME JIMLEH3UPOBAHME
NPoOu3BOACTBA JIEKAPCTBEHHbIX CpeacTB, GapmaLeBTUYECKON AeATeNbHOCTM U MeOMUMHCKOM
OeATeIbHOCTU, U OCYLLECTBAAETCA B paMKax MLEH3MOHHOIO KOHTPOA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA 1 NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHble NEKAPCTBEHHblE CPeACTBa, GanbCUPUULUPOBAHHBIE JIEKAPCTBEHHbIE
CpeacTBa nogsexkaT W3bATUI0O U3 06paleHMas UM YHUUTOMKEHWI0 B MNopAdKe, YCTaHOB/EHHOM
Mpasutenbcteom Poccuiickoit ®eaepaunn. OCHOBaHMEM AN YHUUTOMEHMSA NEKapCTBEHHbIX CPEeACTB
ABNAETCA  pelleHMe  BAagenbla  /IeKapCTBEHHbIX  CPeAcTB,  pelleHWe  COOTBETCTBYHOLWLErO
YNOAHOMOYEHHOTO desepasnbHOro opraHa UCNOHUTENbHOM BAACTU MK pelleHune cyaa.

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

2. KoHTpadaKTHble IeKapCcTBEHHbIEe CPeACTBa NOA/ENKAT U3BATUIO U3 0OPALLEHUA U YHUUTOXKEHUIO
no peleHnto cyaa. MopAagoK YHUUYTOXKEHUS KOHTPadaKTHbIX SIeKapCTBEHHbIX CPeACTB YCTaHaB/IMBaETCA
MpasuTtenbctBom Poccuiickoit ®eapepaumu.

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

3. Pacxogpl, CBA3@HHblE C YHUYTOMKEHMEM KOHTPAdaKTHbIX /IEKAPCTBEHHbIX CPEACTB,
Hep06pOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeacTs, GanbCMOUULMPOBAHHbBIX JIEKAPCTBEHHbIX CPEACTB,
BO3MELLAIOTCA UX BNALENbLEM.

4. Bnapgeneuy, NeKapCTBEHHbIX CPeaCcTB AO/IKEH NpeacTaBUTb B yﬂOﬂHOMOHeHHbIVI ¢ep,epaanb|17|
opraH WUCNOJIHUTENbHOM BNACTU AOKYMEHT UQN 3aBepPeHHYK0 B YCTAaHOBJIEHHOM NMopAAKe ero Konwuto,
noartesepXxgatoume d)aKT YHUYTOXEHUA NEeKAPCTBEHHbLIX CPeaCTB.

5. CooTBeTCTBYIOLWMIA YNOSHOMOYEHHbIN deaepanbHblii  OpraH  WUCNONAHUTENbHOM  BANacCTH,
NPUHABLUMIA pelleHne 06 YHUYTOXKEHUW JNIeKAPCTBEHHbIX CPeaCTB, OCYLLECTBAAET KOHTPOAb 33 WX
YHUUTOXKEHNEM.

6. YHWYTOXKEHWE JIEKAPCTBEHHbIX CPEeACTB MPOWM3BOAUTCA OPraHM3auus MK, MMEIOLMMMU
COOTBETCTBYIOLLYIO IMLEH3UIO, Ha CNeLManbHO 060pPyA0BaHHbIX MNAOWALKAX, MOJAUIOHAX U B CNeunanbHo
0b60pya0BaHHbIX NOMeLLEeHUsAX ¢ cobntoaeHnem TpeboBaHU B 061acTM OXpaHbl OKpYyXKatoLel cpeabl B
COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickoit deaepaumn.

7. HapKoTuMyeckme neKapCTBeHHble CpeacTBa, MCUXOTPOMHble JleKapCTBEeHHble CpeacTBa,
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paanodapmaleBTUYECKME  NIeKApPCTBEHHble  CpPeAcTBa  YHMUTOXAKTCA B COOTBETCTBUU €
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunu.

nasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. locypapcTBeHHOe peryiMpoBaHMe LeH Ha JieKapCTBEeHHble npenapatbl AN
MeAULUHCKOro NPUMEHEeHUA

1. FocynapcTBeHHOE PeryinpoBaHue LeH Ha NeKapCTBeHHble npenapaTbl A8 MeAULMHCKOro
NPUMeHeHMA OCYLLLeCTBAAETCA NOCPEeACTBOM:
(8 pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepaeHua Mpasutensctsom Poccuinckon Pepepaumnn nepeyHs KU3HEHHO HeobXxoanMbIX U
Ba*KHEMLUMX NEKAPCTBEHHbIX MPENapaTos, KOTOpblii GOpMUPYeTCA M He perke OAHOro pas3a B oA
nepecmaTpuBaeTca B YCTaHOBJIEHHOM MM MOPAAKE Ha OCHOBE KOMMJIEKCHOM OLLEHKWU JIeKAPCTBEHHbIX
npenapaToB, BK/IYaA aHaAM3 CBEAEHUN O CPaBHUTENbHOW KAMHUYECKON 3PPeKTUBHOCTM W
6€30MacHOCTM  /JIEKAPCTBEHHOTO CPEeACTBA, OLEHKY 3SKOHOMWYECKUX MOCNEACTBUA  NPUMEHEHMA
NIeKapCTBEHHOIO CPeACTBa U U3yvyeHWe A0NOSHUTENbHbIX MOCNeACTBUIA NPUMEHEHUA NEeKapCTBEHHOTO
CpefcTBa;

(B peq,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-3, ot 13.07.2020 N 206-93)

2) yTBEPXKAEHMA MEeTOAMKM pacdeTa npeaesibHbiX OTMNYCKHbIX LUeH npousBoguTeneil Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb HKM3HEHHO HeOobOXOAMMBIX W BaXKHEMLINX
JIeKapCTBEHHbIX MPENapaTos, a TaKkXKe BHeAPEHMA MeXaHM3MOB POPMMPOBAHUS cUCTEMbI pedepPeHTHbIX
LeH;

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

3) rocypapCTBEHHOW  peructpaumm  npefenbHbiX OTMNYCKHbIX LEeH Npou3BoauTeneil  Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHblE B MepeYeHb KM3HEHHO HEeOBXOAUMbIX W BarKHEWLWWX
NleKapcTBEHHbIX NpenapaTos;

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

4) BepeHMA roCyAapCTBEHHOro peecTpa NpedesnibHbiX OTNYCKHbIX UEH Npou3BoguTenei Ha
NleKapcTBeHHble Mpenapatbl, BKAKOYEHHble B MepevyeHb KMU3HEHHO HeobBXOAMMbIX U BarKHEWLWUX
NeKapCTBEHHbIX NPenaparos;

5) yTBEpXKAEHUA MEeTOAMKM YCTaHOBAEHWUA OpraHamu WCMNOJIHUTENbHOM BAACTU CybbEKTOB
Poccuiickolt depepaunmn npegenbHbIX PasMepoB ONTOBbIX HaAbaBOK WM MpeAenbHbIX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMYECKMM OTMYCKHbIM LEeHaM, YCTaHOB/AEHHbIM MPOU3BOAUTENAMM
NeKapcTBEHHbIX MPEenapaToB, Ha JIeKapcTBEHHble NpenapaTbl, BKAIOYEHHble B MEpPeYEHb XKU3HEHHO
HeobX0ANMbIX U BarKHEWLLIMX IeKapCTBEHHbIX NPenapaTos;

6) ycTaHOB/IEHWA NpeAeibHbIX Pa3MepOoB ONTOBbIX HaA6aBOK M NpPeAe/bHbIX Pa3MePOB PO3HUYHbIX
HagbaBoOK K (aKTMYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU SIEeKAPCTBEHHbIX
npenapaToB, Ha /IeKapcTBEHHble Mpenapathbl, BKAIOYEHHbIE B NEpeyYeHb KM3HEHHO HeobXoAuMbIX U
BaKHEWMLIMX IEKAapPCTBEHHbIX MPENapaTos;

7) yTBEpXKAEHUA NopsfKa BblAauyn npennucaHuii opraHam WCNOIHUTENbHOM BAAcTU cybbekTos
Poccuiickolt depepaunn o NnpMBeaeHMM B COOTBETCTBME C 3aKOHOAATeNbCTBOM Poccuiickoi degepauymm
pelweHuii 06 ycTaHOBAEHUMU MpedenbHbIX Pa3MepoB OMNTOBbIX HagbaBOK W MNpefenbHbIX pPa3mepos
PO3HWMYHbIX HagbaBoOK K GaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJ/IEHHbIM MNPOU3BOAUTENSAMMU
JIeKapCTBEHHbIX MPEenapaToB, Ha JIeKapCTBEHHble MNpenapaTtbl, BKAKOYEHHble B MepeyeHb KU3HEHHO
HEOBXOAMMbIX M BaXKHEWLIUX NEeKapCTBEHHbIX MpPenapaTos, €CAM OHU MNPUHATbI C HapylueHUem
3aKoHodaTenbcTBa Poccuiickoit deaepaumun, B nopsaake, yctaHoBAeHHOM MMpaBuTenbcTBom Poccuinckoi
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depgepaunm;

8) HanpaBneHMA YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM WMCMOJHUTENIbHOM BAACTM OpraHam
WCMOJIHUTENIbHOM BRactu cybbekToB Poccuiickoit Pepepaumm npegnucaHUin o npuBeaeHMN B
COOTBETCTBME C 3aKOHoZaTenoCTBOM  Poccuiickoit  ®Pepepaumm  MNPUHATBIX € HApyWeHUeMm
3aKkoHoaaTenbcTBa Poccuinckoit Pepepaumm peweHnit 06 yctaHoOBAEHUN NPeaenbHbIX Pa3MepoB ONTOBbIX
HaabaBOK M MpefenbHbiX PAa3MepoB PO3HWUYHbIX HAADABOK K LLleHaM Ha NeKapCTBEHHble MpenapaTol,
BK/IIOYEHHbIE B NEPeYEHb }KUIHEHHO HEOBXOANMMBIX U BaXKHEMLLNX IEKAPCTBEHHbIX NPENapaTos;

9) ocyuwecTeneHua deaepanbHOro rocyAapcTBEHHOro Hags3opa B cdepe obpauweHua
NIeKapCTBEHHbIX CPeACTB M PerMoHasibHOro rocyAapCTBEHHOrO KOHTPOAA 3a NPpUMeHeHWem UeH Ha
NleKapcTBeHHble  npenapatbl  COOTBETCTBEHHO  YMOAHOMOYEHHbIMM  defepanbHbIMM - OpraHammu
WCNONHUTENbHOM BNAcTM U OpraHamu WUCMOAHUTENbHON Bnactu cybbekToB Poccuiickoit depepaumm
COrNacHoO UX KOMMNeTeHLUUN B NOPAAKe, ycTaHOBAeHHOM lMpaBuTenbcTtBom Poccuiickoli deaepaumu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMa nNpeayCMOTPEHHbIX 3aKoHoZaTenbCcTBOM Poccuitickoit degepauum  mep
OTBETCTBEHHOCTM 33 HapylleHMe nopAgKa LeHoobpa3oBaHMA HA JIeKapCTBEHHble MpenapaThl,
BKJ/IIOYEHHbIE B NMepeYeHb }KU3HEHHO HEODXOAMMbIX U BarKHENLLMX JIEKAaPCTBEHHbIX MPEnapaTos.

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

2. B ycnosuax 4pesBblyaiHON cUTyaumm u (MAK) Npu BO3HUKHOBEHWM YrPO3bl PacnpoCcTpaHeHus
3aboneBaHWA, NPEACTaBAAIOWEr0 ONACHOCTb AN OKPYMKAIOWMX, a TaKkKe B C/NydYae, eCiM B TeuyeHue
TPMALATM KaneH4apHbIX AHel nocie npuHAaTMA MpasutenbctBom Poccuiickoit Peaepauumn peleHms o
npoBeAeHNM MOHUTOPUHIA PO3HUYHbIX LLEH Ha IeKapcTBEHHbIE NMPenapathbl, He BKAOYEHHbIE B MepeyeHb
U3HEHHO HEOBXOAMMBIX W Ba)KHEMWWX JIeKapCTBEHHbIX MPEenapaTtoB, Ha TepPUTOPMAX CYyObLEKTOB
Poccuiickolt ®egepaunm BbiABAEH POCT PO3HUYHbLIX LLEH Ha YKa3aHHble NeKapCTBEHHbIe NpenapaTsbl Ha
TpMAUuaTb NpoLueHToB 1 bonee, NMpasuTtenscTBo Poccuiickoit esepaumnn Bnpase yCTaHOBUTL NpeaesibHble
OTNYCKHbIE LeHbl NPOU3BOANTENEN HA YKa3aHHbIe JIeKapcTBEHHbIE NpenapaTbl, NpeaesbHble pasmepbl
ONTOBbIX HaAbaBOK U NpeaenbHble PasMepbl PO3HUYHbIX HAaZ0aBOK K GaKTUUECKMM OTNYCKHbIM LeHam
npou3BogUTENEN HA YKa3aHHble IeKapCTBEHHble Npenaparthbl. lepeyeHb NeKapCTBEHHbIX MPENapaTos, He
BK/NIIOYEHHbIX B NepevyeHb »XWU3HEHHO HGOGXOAMMbIX M BaXKHeMnLWmnx NIEKAPCTBEHHbIX NpenapaTtos, U
nopsaok ero popmmupoBaHua onpeaensatotca MpasutensctBom Poccuinckoit Pepepaumm.

(yacTb 2 BBeaeHa PenepanbHbiM 3aKoHOM OT 26.03.2020 N 67-03)

3. B TeyeHue AeBAHOCTa KaneHZapHbIX AHEN co AHS yTBepaeHus MNpasuTtensctBom Poccuiickoit
depepaunn nepeyHs, ykasaHHOro B YacTW 2 HACTOALLEN CTaTbW, HE AOMYCKAOTCA peasnsauma n oTnyck
BKJIIOYEHHbIX B HEro JIeKapCTBEHHbIX MPenapaTos NO LeHam, NPEeBbIWAOWMM NpeaesbHble OTMYCKHbIe
LEeHbl NPou3BOAMTENEN HA YKa3aHHble JIeKApCTBEHHblE NpenapaTbl, NpefefibHble pa3mepbl OMTOBbIX
HafbaBOK W npejenbHble pasMepbl PO3HUYHbLIX HafbaBOK K (GAKTUYECKMM OTMYCKHbIM LeHam
npousBoamuTeneil Ha yKasaHHble JIeKApPCTBEHHble MpenapaTbl C y4eTOM Hasora Ha AobaBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAaeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NprMeYaHme.
3apernctpupoBaHHble o 07.06.2019 npegenbHble OTNYCKHble LeHbl Noasiexat o06s3aTesibHOoM
nepepeructpaumm B 2019 - 2020 rogax B cootseTcTBMM €O CT. 2 @3 07 06.06.2019 N 134-3.

Cratba 61. NocyaapcTBeHHaA perucTpauma U nepeperucTpauua npeaenbHbIX OTNYCKHbIX LiEeH
npousBoguTeneil Ha IeKapCcTBEHHbIE NPenapaThbl, BK/AOUYEHHbIe B NepevyeHb } KU3HEHHO Heo6X0AMMbIX
M Ba)KHeMLWMX NeKapCTBEeHHbIX NpenapaTos

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

1. MpepenbHaa OTNYCKHaA LeHa npoussoauTenda Ha /'IEKapCTBEHHbIﬁ npenapart, BK/IIOYEHHbIN B
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nepeyeHb YKU3HEHHO HEOOXOOUMBIX W  BaKHEWLWWX JIEKAPCTBEHHbIX MNPenapaTtoB, MOANEXUT
rocyapCcTBEHHOM pernctpaumm B nopsake, yctaHosaeHHom Mpasutenscteom Poccuiickoit degepauuu,
Ha OCHOBAHWW MPeACTABAEHHOIO B YMNO/NHOMOYEHHbIM denepanbHbli OpraH UCNONHUTENIbHON BNACTU
3aAB/IEHMA AeprKaTena uav Bnagesbla permcTpaumoHHOro yA0CTOBEPEHNA IEKAPCTBEHHOMO NpenapaTta
(ynonHomo4eHHOro um nvua).

2. 3apeructpupoBaHHaa npeAenbHas OTMNYCKHAasA LUeHa MNpOoM3BOAMTENA Ha JfIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MepeyeHb KMU3HEHHO HeobXOAMMbIX W BarKHEWLWMX JIeKapCTBEHHbIX
npenapaTos, MOXeT BbiTb NEPepPerncTPMpPoBaHa B CTOPOHY YBEIMYEHUA OAUH Pa3 B KaNeHZapHOM rogy
Ha OCHOBaHWM NPEACTaB/NIEHHOrO B YNOJAHOMOYEHHbIM deaepanbHbili OpraH UCNONHUTENbHOM BAACTU A0
1 oKTABPA KaXK[oro roga 3aAB/leHUA AepyKaTens wau Bnagesbla PerMcTpalmMoHHOrO yAoCTOBEpeHus
NleKapcTBEeHHOTo npenapaTa (YNoAHOMOYEHHOTO UM IMLA).

3. 3apeructpupoBaHHana npegenbHas OTNYCKHAA LeHa NpoM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNEPEeYEHb KU3HEHHO HEeOBXOAMMbIX M BAXKHEWLMX JIeKapCTBEHHbIX
npenapaTos, MOXKeT 6bITb NepeperncTpMpPoBaHa B CTOPOHY CHUMKEHMA HAa OCHOBaHWW NPeACTaB/IeHHOro B
YMOAHOMOYEHHbIN deaepanbHblii OpraH UCNOMHMTEIbHOM BAACTU 3aABAEHUA AepiKaTeNs Uam Blagenbla
pPerncTpaunoHHOro ya0CTOBEPEHNA NEKapCTBEHHOrO npenapara (Yno/IHOMOYEHHOro UM Anua).

4. [Oepkatenb WMAM Bnagenel, PerncTpauMoHHOIo yA0CTOBEPEHMA JIeKapCTBEHHOro npenapara
(ynonHomoyeHHoe MM uUO) 06f3aH NpeacTaBUTb B YNOAHOMOYEHHbIN defepanbHblit  opraH
NCMNOJIHUTENbHOM B/IaCTU 3asB/IEHNE O NepeperncTpaLlmm 3aperncTpupoBaHHoOM npeae/ibHOM OTMYCKHOM
LEeHbl MPOM3BOAUTENSA Ha JIEKAPCTBEHHbIM NpenapaT, BKAOYEHHbIN B NepeyeHb XKU3HEHHO HeobX0aUMBbIX
N BaXKHEMLINX NEeKapCTBEHHbIX NPEnapaToB, B CTOPOHY CHUMEHUA B CAeAyOWMX CayYanx:

1) cCHW)KEeHMe LieHbl B MUHOCTPAHHOM Ba/loTe Ha IeKAapPCTBEHHbIN NpenapaT B CTpaHe NpoM3BoauTeNs
M (MNn) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3aperucTpupoBaH uM (Mau) B KoTopble
NoCTaBAAETCA NPOU3BOAUTENEM;

2) CHUXeHMEe UeH Ha pedepeHTHble /leKapcTBEHHbIe MpenapaTbl B COOTBETCTBMM C MyHKTOM 1
HacToAwen 4YacTm (oA COOTBETCTBYIOWMX BOCMPOM3BEAEHHbIX, 6MoaHanorosbix (6MonoAc6HbIX)
JIeKapCTBEHHbIX NPenapaTos);

3) npesbilleHWe NpeaenbHOM OTNYCKHOWM LieHbl Ha NepBblii BOCNPOWU3BEAEHHbIN, BUOaHaN0oroBbIi
(6Monoao6HbIN) NekapcTBEHHbIM NpenapaT MHOCTPAHHOIO NPOW3BOACTBA Ha4 NpeAesibHON OTMYCKHOM
LEHOW MpoOM3BOAUTENA Ha BTOPOM  BOCMPOM3BEAEHHbIN, 6GuoaHanorosbit  (6MONOAO6HbLIN)
JIEKAPCTBEHHbIM  NpenapaT, pPacCYMTaHHOM B  COOTBETCTBUM C  METOAMKOM, YTBEPKAEHHOM
Mpasutenbctsom Poccuiickon ®epepaumu;

4) npeBbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBbli BOCNPOM3BeAEeHHbIA, 6M0aHaN0roBbIN
(6MoNoa06HbLIN) NeKapCTBEHHbIM NpenapaT MNPOM3BOAUTENS FOCYAapcTBa - u4ieHa EBpasuiickoro
3KOHOMMYECKOro COl3a Hag npeaenbHOW  OTMYCKHOW  LEHOW NpousBoAuTens Ha BTOpoW
BOCMPOU3BEAEHHbIN, 6GuoaHanorosbli (6MONOAO6HLIN) NEKapCTBEHHbLIA MpenapaT NpPoM3BOAUTENSA
rocyfapcrsa - yneHa EBpasninckoro sKOHOMMYECKOro CO3a, PaCCYUTaHHOW B COOTBETCTBUM C METOLNKOM,
yTBEpKAEHHOM MpasutenscTBom Poccuiickoli degepaumu.

5. MopsgoKk nepeperncTpaumMv  3aperucTpupoBaHHbIX  MpedenbHbiX  OTMYCKHbIX  LeH
Npo13BOAUTENIEN Ha SIeKAPCTBEHHbIE NPENapaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMLUMX IeKAPCTBEHHbIX MPENapaTos, B C/Iy4asnx, NPeayCMOTPEHHbIX YacTaMmu 2 - 4 HacToALLEen CTaTbMy,
ycTaHaBauBaeTca MpasuTtensctBom Poccuiickoit Peaepavmm.

6. DKOHOMWYECKMIN aHANN3 NpeaeNbHON OTMYCKHOM LEeHbl NMPOV3BOAUTENSA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MeEpPeYeHb KU3HEHHO HeObBXOAMMbBIX W BarKHEWLWMWX J/IeKapCTBEHHbIX
npenapaTtos, NpW ee TrOCYAapCTBEHHOW perncTpaumMm WAM nepeperncTpaunmn  ocyLecTBaseTca
denepanbHbiM  OpraHOM WCMNOAHWUTENbHOW BAACTM, OCYLWLECTBAAOWMM (GYHKUMM N0 NPUHATUIO
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HOPMAaTMBHbIX MNPaBOBbIX aAKTOB M KOHTPOAD 3a cobaogeHMem 3aKkoHoAaTenbCTBa B cdepe
rocyaapcTBEHHOrO peryanpoBaHua LeH (Tapndos) Ha ToBapbl (ycnyru).

7. PacueT npeaenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B YacTax 1 M 2 HacTosweih cTaTbW, Npu uX
roCyZapCTBEHHOM PErncTpaLmn Uam nepeperucTpaLmm ocyLLecTBaAETCA B COOTBETCTBUM C METOANKOM,
yTBEPKAEHHON MpaBuTenscTtBom Poccuiickon Pegepaumnm n y4nuTbIBatOLWEN B TOM YUCAE:

1) cobniopeHune 6anaHca MHTepecos notpebutenein NeKapcTBeHHbIX NMPEenapaTos, BKAOYEHHbIX B
nepeyeHb XKU3HEHHO HeOBXOAMMbBIX U BarKHEMLIMX NeKapCTBEHHbIX MpenapaToB, U NpoussoauTenei
NIeKapCTBEHHbIX MpenapaToB, BKAKOYEHHbIX B MepeyeHb YKU3HEHHO HeobXoAUMbIX W BaXKHEeWLWUxX
NleKapCTBEHHbIX NpenapaTos;

2) daKTUYeCcKyo OTNYCKHYIO LeHY Ha IeKapCcTBEHHbIe npenapatbl B Poccuitickoit Peaepauunu, ueHy
BBO3a J/1IEKAPCTBEHHbIX npenapatoB B Poccuiickylo Pepepaumio, a TaKKe LEHbl Ha aHaNornyHble
JIeKapCTBEHHble NpenapaTbl, HaxoadAumeca B obpaleHun B Poccuiickoin ®eaepauymu;

3) 3aTpaTbl MPOM3BOAMTENA NEKAaPCTBEHHOro Mpenapata Ha MNPOM3BOACTBO M Peanv3aumio
NeKapCTBEHHOrO npenapara;

4) ueHy Ha NleKapcTBEHHbIM Npenapar, ero ueHy B CTpaHe NpoM3BOAMUTENA U B CTPaHaX, B KOTOPbIX
NeKapCTBEHHbIN Npenapar 3aperncTpmMpoBaH 1 (Man) B KOTopble NOCTaBAAETCA NPOU3BOANUTESIEM.

8. He ponyckatoTca peannsaumsa U OTNYCK JI€KapCTBEHHbIX NPEnapaToB, BKAOYEHHbIX B NepeyeHb
KU3HEHHO HEeobXOAMMbIX U BaKHEMLIMX NEeKapCTBEHHbIX NPenapaToB, Ha KOTOpble NPOU3BOAUTENAMM
NeKapcTBEHHbIX MNpPenapaToB He 3aperucTpupoBaHa npeAenbHas OTNYCKHAA LUeHa, peanausaums
NPOM3BOAUTENAMM NEKAPCTBEHHbIX NPENapaToB MO LEHAM, NPEBbIWAIOWMM 3apPErMcTPUPOBaHHbIE UK
nepeperucTpupoBaHHble NpeaesibHble OTMYCKHbIE LIeHbl Ha JIEKAPCTBEHHbIE NpenapaTtbl C Y4EeTOM Haslora
Ha f06aBAEHHYO CTOMMOCTb.

9. OcobeHHOCTH rocyfapCTBEHHOIO PeryMpoBaHuA NpeaesbHbIX OTNYCKHbIX LLeH Npou3BoanTenei
Ha /NleKapCTBEHHble MpenapaTbl, BKAKOYEHHbIE B MNepeYeHb KU3HEHHO HEOBXOAMMbIX W BaXKHEMLINX
JIEKapCTBEHHbIX MPEnapaToB, B 3aBUCMMOCTM OT 3KOHOMMYECKUX W (MAKM) coumanbHbIX Kputepues
(M3meHeHWe ycnoBuii, NoOpsAKa W CTOMMOCTM MPOM3BOACTBA  JIEKAPCTBEHHbIX MPEnapaTos,
MCNONb30BaHWE HOBbIX GOpM, MeToaoB WM CnocoboB rocysapCTBEHHOrO pPeryinpoBaHuA LieH Ha
JIeKapCTBEHHbIE MpenapaTbl, B TOM YWUC/NEe Ha OCHOBE MeXaHM3Ma pedepeHTHOro LLeHoobpasoBaHMs,
M3MEHEHUA MOpsAAKA OKAa3aHWA MeAMUMHCKOM MNOMOLWM, W WHble WM3MEHEHMUA) yCTaHaBAMBAOTCA
Mpasutenbctsom Poccuiickon ®egepaymn.

Cratba 62. locypapcTBeHHbIA peecTp npeaenbHbIX OTNYCKHbIX UeH npoussoauTteneil Ha
JIeKapCcTBeHHble NpenapaTtbl, BK/IIOYEHHbIE B NepeyvyeHb KU3HEHHO Heo6X0AMMBIX M BaKHeuwux
JIeKapCTBEHHbIX NpenaparTos

1. 3apernctpMpoBaHHble WAWU MNEpPepPerucTpupoBaHHble npeaesbHble  OTMNYCKHblE  LEHbI
npoussoauTenein Ha eKapCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B MEPEeYEHb }KU3HEHHO HEOOXOAMMbIX U
Ba)KHEMLUMX JIeKAPCTBEHHbIX MNpPenapaToB, MogNeXKaT BK/OYEHUIO B rOCYA4APCTBEHHbIA peecTp
npeaenbHbIX OTNYCKHbIX LLEH NPOU3BOAUTENEN Ha IEKAapPCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLIUX NeKapPCTBEHHbIX NPenapaTos.

(B pen. PegepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

2. FocynapcTBEHHbIN peecTp NpefesibHbIX OTMYCKHbIX LeH NPOW3BOAMTE/IEeN Ha JIEKAPCTBEHHbIE
npenapaTtbl, BKIOYEHHblE B MNEpPeYeHb KM3HEHHO HEOOXOAMMbIX W BarKHEWLIMX JIeKAPCTBEHHbIX
npenapaTtos, COAEPXUT B cebe cneaytoLyto MHGopmaumio:

1) HanmeHoBaHWMe aepxaTtena nan snagenbua permctpauMoHHOro yaoctosepeHmna N1eKapCTBeHHOro
npenapata, HaMMmeHoOBaHUWE MPOU3BOAUTENA JIEKAPCTBEHHOIO MNpenaparta, cCcBeAeHUA O pPEerncTtpaunm
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Aep)KaTensa uauv Bnagenbla permcTpaLMoHHOro yA0CTOBepPEeHMA NeKapCTBEHHOMO Npenapara, CBeAeHUA O
pernctpauumn Nnpons3BoamUTeNs NeKapcTBEHHOro npenaparta AAs8 MeanUMHCKOro NPUMEHEHMs B KayecTee
HanoroniaTe/bWMKa B CTPaHe pernctpaumm (418 pocCMiCKUX IopUANYECKUX UL, - UAEHTUDUKALMOHHDINA
Homep HanoronnaTtenblumka (MHH), Ana MHOCTPAHHBIX OPUANYECKUX ANL, - CTPAHA pPerncTpaumu,
HaMMeHOBaHMe PErMCTPUPYIOLLErO OpraHa, PermcTpaLMoHHbIN HOMep, Kog, HanoronaateblWwmKa B CTpaHe
perucTpaunmn (MHKopnopauMm) UAM ero aHasor), Mecto HaxoXAeHWs NPOU3BOACTBEHHbIX MJIOLLAAOK,
y4yacTBYIOLLMX B MPOLLECCE NPOM3BOACTBA JIEKAPCTBEHHOIO MpenapaTta, ¢ yKasaHMem CTaauu npouecca
Nnpou3BoACTBa;

(n. 18 pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMmeHOBaHWE JIeKapCTBEHHOro MnpenapaTta (mexayHapoAHOoe HenaTeHTOBaHHOE, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOoBaHuA);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) Homep perncTPaLMoHHOro yA0CTOBEPEHMS IEKAPCTBEHHOrO Npenapara;

4) nekapcTBeHHasa Gopma C yKasaHMeM A03UMPOBKU IeKapCTBEHHOrO NpenapaTta W ero KomMyecTsa
BO BTOPUYHOM (NOTPebuUTENbCKOM) YNaKOBKeE, a TaKyKe KOMMIEKTHOCTb;
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTprpoBaHHas npegenbHas OTNYCKHasA LLeHa Ha JIEKAapCTBEHHbIM NpenaparT B pybasx;
(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) AaTa M Homep MpKKasa ynoJHOMOYEeHHOro deaepasbHOro opraHa MCNOAHUTENbHOW BAACTU O
rocyapCTBEHHOMN perncTpaLmm nam nepeperucTpaumm npeaenbHoin OTNYCKHOM LeHbl HA 1eKapCTBEHHDbIN
npenapaTt, BKIOYEHHbIW B MNepeyeHb KU3HEHHO HEOOXOAMMBIX W BAXKHEMWMX JIeKapPCTBEHHbIX
npenaparos;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) naTa BCTynAeHUA B CUNY NPUKa3a YNOAHOMOYEHHOTO dpeaepanbHOro opraHa UCNOHUTENbHOM
BNACTM O rOCYLApPCTBEHHOW perucTpauMm WAM nepeperucTpaumm npegenbHol OTMYCKHOM  LeHbl
NPOM3BOAMUTENA HA /IEKAPCTBEHHbIA MpPenapaT, BK/AYEHHbIN B NepeyeHb KM3HEHHO HeobXoAUMbIX U
BaXKHEMLWMX NEeKAPCTBEHHbIX NPenapaTos;

(n. 6.1 BBeaeH ®eanepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOM KOA, HAHECEHHbIW Ha BTOPUYHYIO (MOTPEBUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHOMO
npenapara;
(n. 7 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) KoA, neKapcTBEHHOro npenapata No aHaTOMO-TEpPaNeBTUYECKO-XMMMUYECKOW KaaccuduKaLmm,
pekoMeHA0BaHHOM BceMnpHoOM opraHu3aument 34paBoOXpaHeHNA.
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3. TocyaapcTBeHHAA pPerucTpauMsa UAn MepeperucTpaums npesenbHbiX OTMYCKHbIX LeH Ha
NleKapcTBEHHble Npenapatbl, BKAKOYEHHblE B MepevYeHb KMU3HEHHO HEeOBXOAMMBIX W BaXKHEWWWX
NleKapCcTBEHHbIX MPenapaToB, BeAEeHWEe TrOCYyAaPCTBEHHOTO pPeecTpa MpenesibHbIX OTMYCKHbIX LeH
Npo13BOAUTENIEN Ha SIeKAPCTBEHHbIE NPENapaTbl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMLUMX SIeKAPCTBEHHbIX MPENapaToB, OCYLECTBAAIOTCA B NOPALKE, yCTaHOBEHHOM MpaBUTeNbCTBOM
Poccuitckoin depepaumn.

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

Cratba 63. YcTaHOBNAEHWE OpraHamMmu MCNOJIHUTENbHOW BAAcTM Cy6bekToB PoccuiicKoi
depgepaumm npepenbHbIX PasmMepoB ONTOBbIX HagbaBOK M NpeAesibHbIX PasmepoB PO3HUUHDbIX
Hap6aBoOK K (GaKTUUECKMM OTMYCKHbIM L,EeHaM, YCTAaHOBAEHHbIM NPOU3BOAUTENAMMU NEKAPCTBEHHbIX
npenapartos, Ha JIeKapCTBEHHblE NPenapaTtbl, BKAIOUYEHHbIE B NepeyeHb }XM3HEHHO Heo6X0AUMbBIX U
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BaKHEMLUMX IeKapCTBEHHbIX NpenapaTos
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WcnonHWUTeNbHOM BnacTM cybbekToB Poccuitickon dPegepaunm ycTaHaBAMBAIOT
npeaesbHble pasmepbl OMNTOBbIX HaAbaBOK W npeaenbHble pa3mepbl PO3HUYHbLIX HaabaBoOK K
daKTUYEeCKMM OTNYCKHbIM LieHam (6e3 yyeTa Hanora Ha A06aB/ieHHY0 CTOMMOCTb), YCTaHOB/IEHHbIM
NpPOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPENnapaToB, Ha /eKapCTBEHHble MpenapaTtbl, BK/OYEHHble B
nepeyeHb XU3HEHHO HeOobXOAMMbIX U BaXKHEWLIMX NEeKapCTBEHHbIX NpenapatoB, B COOTBETCTBUM C
VYTBEPXKAEHHOMW B MopsiaKke, ycTaHoBAeHHoMm [lpaBuTenbctBom Poccuitckon Pepepaummn, meToamkon
YCTAaHOBNEHMA OpraHamm MCMNOJHUTENbHOW Bnactu cybbekToB Poccuiickoit Pepepaunmn npeaenbHbIX
pasmepoB ONTOBbIX HaAbaBOK W MNpeaefibHbIX PasMEPOB PO3HUYHbLIX HaAbaBOK K (aKTUYECKUM
OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM NPOU3BOANTENAMM NIEKAPCTBEHHbIX NPENAPaATOB, Ha IEKAPCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNEepeyeHb MM3HEHHO HEeOobXOAMMBIX W BaXKHEWULWMX NEeKaPCTBEHHbIX
npenapaTtoB. MNPoeKTbl peleHnin OpraHoB UCMOJIHUTENIbHOM BacTK cybbekToB Poccuiickon Pegepaunm
06 ycTaHOBNEHUU U (UNU) U3MEHEHUU MNpPeAeSibHbIX Pa3sMepoB OMNTOBbIX HaA0aBOK W NpenefbHbIX
pa3mepoB PO3HUYHbIX HaAb6aBOK K PaKTUUECKMM OTNYCKHbIM LLeHaM, YCTaHOBEHHbIM NPOU3BOAUTENSAMMU
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE NPenapaTtbl, BK/AOYEHHble B MEpPeYEeHb KU3HEHHO
HEOOXOAMMbBIX U BaKHEMLWWUX  NIeKApCTBEHHbIX MNpPenapaToB, MoAje)KaT  COracoBaHUIO €
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOJIHATENbHOM BNACTU, OCYLLECTBAAKWMM GYHKLUMM NO
NPUHATUIO HOPMATUBHbIX NPABOBbIX aKTOB M KOHTPO/IO 33 COB0AEHMEM 3aKOHOAATeNbCTBA B chepe
rocyaapcTBEHHOrO peryanmposBaHus LUeH (Tapudos) Ha ToBapbl (ycnyru), B nopafKe, yCTaHOB/EHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm.

(B pen,. PegepanbHbix 3aKkoHOB 0T 13.07.2015 N 241-$3, o1 27.12.2019 N 475-93)

2. OpraHusauuu ONTOBOM TOProBAW JIEKAPCTBEHHbIMM CPEACTBAMM, anTeyHble OpraHu3auum,
WMHAMBUAOYANIbHbIE NPeanpPUHUMATENIN, UMEKLWME JINLEH3UI0 Ha (apMaLEeBTUYECKYIO AeATeNbHOCTb,
MeANUMHCKME OpraHM3aumMm, Mmelolme ULEH3UI0 Ha (apmMaueBTUYECKYlD AeATeNnbHOCTb, U WX
obocobneHHble noapasaeneHus (ambynatopumn, benbaliepckme n GenbaliepcKo-aKyllepckmMe NyHKTbI,
LeHTpbl (oTaeneHus) obuwielr BpayebHoOM (cemenHON) NPaAKTUKK), PACMNONOXKEHHbIE B CE/IbCKUX
HacCefIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OPraHM3auun, OCYLLECTBASIOT peannsauuio
JIeKAPCTBEHHbIX MpPEenapaToB, BKAIOYEHHbIX B MepeyeHb MU3HEHHO HEeOobXOAMMbIX W BarKHEMLMX
JIeKAPCTBEHHbIX MPEnapaToB, MO LeHam, KoTopble GOPMMPYIOTCA B COOTBETCTBMM C MOPSAKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBom Poccuiickoit GeaepaLumm, n ypoBeHb KOTOpPbIX (6e3 ydeTa Hanora Ha
006aBIEHHYIO CTOMMOCTb) HE A0/IPKEH NPEBbILLATL CYyMMY GaKTUUYECKOM OTNYCKHOM LieHbl, yCTAaHOB/IEHHOW
NPou3BOAUTENIEM JIEKAPCTBEHHOIO MNpenapata, He MPeBblWaloWend 3aperucTpupoBaHHON UK
nepeperucTpMpoBaHHON MNpefesbHOW OTMYCKHOM UeHbl npousBoauTens (Ha QJaTy peanusauuu
JIeKapCTBEHHOrO Npenapata npou3BOAUTENEM), W pasmepa OMNTOBOM HaabaBKM WU (M) pasmepa
PO3HUYHOWN HagbaBKK, HE NPEBbILAOLWMX COOTBETCTBEHHO pa3mepa NpeaenbHOM ONTOBOM Hag0aBKM U
(nnun) pasmepa npenenbHOM PO3HUYHON HaabaBKM, YCTaHOB/IEHHbIX B CybbeKTe Poccuiickoli degepaumm.
(yacTtb 2 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MCNOAHUTENbHON BAacTM cybbekToB Poccuitickolt depepaumm pasmeLlatoT B CETU
"MHTepHeT" MHPOPMALMIO O 3aPErMCTPUPOBAHHBIX NPeAe/bHbIX OTNYCKHbIX LLeHax Npou3BoauTenei Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHbIE B MNEpPeYeHb KMU3HEHHO HEeOBXOAMMBIX W BaXKHEWWWX
NleKapcTBEHHbIX MpenapaTtoB, 06 ycTaHOB/MEHHbIX B cybbekTe Poccuiickoit depepaumu npepenbHbIX
pasmepax OnToBbIX HaA6aBOK U (MAK) NpeaebHbIX pasmepax PO3HMYHbIX HaAbaBOK K YCTaHOBAEHHbIM
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX NpPenapaTtoB ¢(akTUYECKMM OTMYCKHbIM LLeHaM Ha JIeKapCTBEHHble
npenapaTtbl, BKAKOYEHHblE B MNeEpeyYeHb KM3HEHHO HEOBXOAMMbIX W BaXKHEMLMX JeKapCTBEHHbIX
npenapaTtos, a TaKXe 0 CYMME 3aperncTpMpoBaHHbIX NpeaesbHbIX OTNYCKHbIX LLeH NpousBoauTeneit Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAUMbIX W BarKHEWLWWX
NleKapCcTBEHHbIX MpPenapaTtoB, YCTaHOB/EHHbIX B CcybbekTe Poccuitickolt depepauun npeaenbHbIX
pa3smepoB ONTOBbIX HAA6ABOK U NpeaebHbIX Pa3MepoB PO3HUYHbIX HaabaBOK M Hanora Ha Ao6aBAeHHYIo
cToMmocTb. MHpopMauun, NpeaycMoTPEeHHas HACTOALLLEM YacTblo, A0/XKHA HAXOAUTLCA TaKKe B anTeUYHbIX
OpraHM3auMax B AOCTYNHOW ONA BCEX 3aMHTEPEeCcOBaHHbIX Auu, Gopme M OBHOBAATLCA NO Mepe ee
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pasmeLlleHma opraHamm UCNONHUTENbHOM BAacTu cybbekToB Poccuiickont degepaumnm B cetn "UHTepHeT".
(yacTb 3 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblil 3aKoH 0T 27.12.2019 N 475-3.

Fnasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3SOMNACHOCTU
NEKAPCTBEHHbIX MPENAPATOB, HAXOAALLUUXCA B OBPALLEHUA
B POCCUIACKON GEAEPALIUN
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaas3op
(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHbIE NpenapaTbl, Haxoaalwmecsa B obpalieHnn B Poccuiickoin Pegepaumm, noanexat
MOHUTOPUHTY 3bGDEKTUBHOCTM M  6e30nacHOCTU B  LENAX BbIABNEHUSA BO3MOMHbIX HEraTUBHbIX
nocneacTBUin UX NPUMEHEHUA, MHOMBUAYASIbHON HEMEPEHOCUMOCTH, NpeaynpexaeHna mMmeguunuHCKUX
paboTHMKOB, crneuMannctoB B 0bnactu BeTepuMHapuu, NauMEHTOB WUAU BNAAENbLEB KUBOTHbIX U WX
3alNUTbI OT NPUMEHEHMA TAaKMX NEKAPCTBEHHbIX NPENapaTos.

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

2. ®apmaKoHaA30p OCYLLEeCTBAAETCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM  deaepasnbHbIM
OpPraHOM MCMNONAHUTENIbHON BNACTU B YCTAHOBAEHHOM MM MOPAAKE NyTem aHa/M3a NpenocTaBAseMONn
cybbekTamm obpalleHUs IEKaPCTBEHHbIX CPeACcTB MHPOPMaLMM O MOBOYHbIX AeNCTBUAX, HEXKENATENbHbIX
peakumsax, cepbesHbIX HexKenaTeNbHbIX peakumax, HernpeaBUAEHHbIX HexKenaTeslbHbIX Peakuusax npu
NPUMEHEHUWN JNIEKAPCTBEHHbIX MpenapaToB, 06 WHAMBUAYaA/bHON HEMNepeHOCUMOCTU, OTCYTCTBUM
30PEKTMBHOCTM NEKAPCTBEHHbIX MpenapaToB, a TakKXe 06 uWHbIX ¢akTax M 0bCToATeNbCTBAX,
NPeacTaBAAOWMX YrPO3y KU3HUM WAM 300POBbI0 4YENOBEKA MO0 KMBOTHOrO MNPU MNPUMEHEHUU
JIEKapPCTBEHHbIX NPENapaToB U BbIABAEHHbIX Ha BCEX 3Tanax obpalleHna NeKapCcTBEHHbIX NpenapaTos B
Poccuiickoit depepaunm 1 gpyrux rocygapcraax.

3. CybbeKTbl 06palleHNaA 1eKapcTBEHHbIX CPEACTB B NOPAAKE, YCTAaHOBAEHHOM YNONHOMOYEHHbIM
denepanbHbiM  OPraHOM  WCMOJIHUTENbHOM  BAacTM, o6dA3aHbl  coobwatb B YNO/JHOMOYEHHbIN
denepanbHbiii opraH UCMOAHUTENLHON BAACTM O MNOBOYHbLIX AENCTBMAX, HEXKenaTeNbHbIX Peakuusax,
CepbesHbIX HeKenaTeNbHbIX PeaKLuax, HenpeaBUAEeHHbIX HeXenaTeNbHbIX Peakumax npu npuMeHeHnm
NeKapCTBEHHbIX Npenapatos, 06 MHAWBWAYaNbHOW HENepeHOCMMOCTU, OTCYTCTBUM 3GPEKTUBHOCTM
NeKapCTBEHHbIX NPenapaToB, a Takke 06 MHbiXx $aKTax u 0b6CToATeNbCTBaX, NPEACTABAAIOWMX Yrpo3y
WU3HU UAN 300POBbIO YeN0BEKA IGO0 KMBOTHOMO NPWU NPUMEHEHUW NEKAPCTBEHHbIX MpenapaTos u
BbIABNIEHHbIX Ha BCeX 3Tanax obpalleHus JeKapCTBEHHbIX npenapatoB B Poccuiickoit depepauun u
APYrUX rocyapcTBax.

4. [epsKaTenn UAM BRafeNblbl PErMCTPALLMOHHBIX YA0CTOBEPEHUI NeKapCTBEHHbIX MpenapaTtos,
IopUANYECKME IMLA, HA MMA KOTOPbIX BblAaHbl Pa3peLleHna Ha NPoBeAeHNE KNUHNYECKMX UCCAeA0BaHNIA
B Poccuitickoit dPepepaunn, nAMbo yNnoAHOMOYEHHbIE MMM APYyrMe OpUAMYEcKMe Avua B pamKax
obecneyeHna 6e30MacHOCTU IeKapPCTBEHHbIX MPenapaTos B NOpAAKe, YCTaHOBNEHHOM COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOJIHUTENIbHOM BAACTM, 0653aHbl OCYLLECTBAATL NPUEM,
yyeT, 06paboTKy, aHaN3 U XpaHEeHWE NOCTYNaIOLWMX B MX aApec OT Cy6beKToB 06palLeHNA 1eKapCTBEHHbIX
CPeACTB M OpraHOB rOCyAapCTBEHHOM BAacTM COOBLWEHUI O MOBOYHbIX AENCTBUAX, HexenaTesbHbIX
peaKkumaAx, CepbesHbIX HeXenaTebHbIX Y HenpeABUAEHHbIX HeXeNnaTeIbHbIX Peakumax npu npumeHeHnn
NeKapcTBeHHbIX npenapatoB, 06 0COBEHHOCTAX MX B3aMMOAOEWCTBUA C APYTMMMU fIeKapCTBEHHbIMM
npenapaTtamu, MHAMBUAYa/NbHOW HENEepPeHOCMMOCTM, a TaKKe 06 MHbIX ¢akTax U obcToaTenbcTBax,
NPeaCTaBAAOWMX YIPO3y KMU3HU WAM 340POBLI0 YenoBeKka /MO0 KMBOTHOMO WAWM BAMSAIOWMX HA
M3MEHEHWEe OTHOLIEHWA OXWMAAEMOW MOJb3bl K BO3MOXKHOMY PUCKY MPUMEHEHUS JleKapCTBEHHbIX
npenaparos.

5. I'IpM BblAB/IEHUN MHd)OpMaLI,I/IVI O Cepbe3HbIX HeXenaTe/ibHbIX peakymnax n HenpeasngeHHbIX
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He)KenaTeslbHbIX peakuMax Mpu MPUMEHEHUU eKapCTBEHHbIX npenapaTtoB, 06 ocobeHHOCTAX WX
B3aMMOAENCTBUA C APYTMMU NeKapCTBEHHbIMWU NpenapaTtamn, UHANBUAYaANbHOM HenepeHoCUMOCTH, a
TaKe 00 MHbIX paKkTax n 06CTOATEIbCTBAX, BAUAIOLWLNX HA U3MEHEHME OTHOLLEHWUA OXKMAAEeMON NO/b3bl K
BO3MOXHOMY PWUCKY NPUMEHEHUS JIEKAPCTBEHHbIX MpenapaToB, AeprKaTesiM WAKM  Bagenblpbl
PerncTpaunoHHbIX YAOCTOBEPEHWNIM NEKapCTBEHHbIX NPenapaTos, opuaMYeckme anua, Ha UMA KOTOPbIX
BblAaHbl paspelleHns Ha NPoBeAeHUE KIMHUYECKUX uccneaoBaHuin B Poccuiickonn depepaunmn, nnbo
YNO/IHOMOYEHHbIE UMW Apyrve topuanmyeckme avua obAsaHbl NPUHATb Mepbl, Hanpas/ieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MNOCAeACTBMA  MPUMEHEHMA  TaKUX  JIEKAPCTBEHHbIX  MpPenapaTos,
npeaynpexaeHne nNpuYMHEHUA BPeaa XU3HU UM 340POBbI0 Ye/I0BEKa IMOO0 KUBOTHOTO, 3aLLUTY UX OT
NPUMEHEHNA TaKMX NeKapPCTBEHHbIX NPenapaToB, Ha AONO/IHUTE/IbHbIN CO0p AaHHbIX 06 3¢ dHeKTUBHOCTHU
1 6€30MacHOCTM TaKMX JIEKAPCTBEHHbIX NpenapaTos.

6. 32 HecoobLeHME UK COKPbITUE MHOPMALMM, MPEAYCMOTPEHHOW YacTbio 3 HAcToALWEN CTaTby,
AepyKaTennm WM BRagenbUbl  PErucTPauMOHHBIX  YAOCTOBEPEHWI /IeKapCTBEHHbIX NpPenapaTos,
IopUANYECKME TMLA, HA MMA KOTOPbIX BblAaHbl pa3peLleHnn Ha NPoBeAeHNE KNMHUYECKMX UCCNed0BaHNiA
B Poccuiickoin ®depepaunn, NMbO YNOSHOMOYEHHblIE MMM APYyrue lpUAMYECKME NMLA, a TaKkKe
OONIKHOCTHbIE ML, KOTOpbiIM 3Ta MHGOPMAaUMA CTasa M3BECTHa Mo poay MX npodeccMoHanbHOM
AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTebcTBOM Poccuiickoin Peaepauuu.

7. Mpu noay4eHUM ynosHOMOYEHHbIM deaepasibHbiM OpraHoM UCMOHUTENIbHOW BAACTU B pamKax
OCyLLecTBNeHMA UM papmMaKoHaA30pa AOKa3aTesbCTB O HECOOTBETCTBUM NIeKapCTBEHHOro npenapara
YCTaHOB/IEHHbIM TpeboBaHUAM WAM MNPU MOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
addeKkTMBHOCTM M 0 6e30NacHOCTV SIeKaPCTBEHHOro npenaparta AaHHbIM O JIeKapCTBEHHOM npenapare,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUI0 (B TOM YMC/e BbISBIEHHbIX B XOA4€e OCYLLECTB/eHUA
dbapmaKoHaa30pa KOHTPOJIbHO-HAA30PHbIMW OpraHaMyM MHOCTPaHHbIX rOCYAapcTB), YNOJHOMOYEHHbIN
denepanbHbIA OpraH UCNOIHUTEIbHOW BNACTU B YCTaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMpoc O
NPMOCTaHOBAEHMM MPUMEHEHMA TAKOrO IEKapCTBEHHOrO Npenapara.

CraTtba 65. MprocTaHOBNIEHME NPUMEHEHUA NIEKAPCTBEHHOrO Npenapara
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NMpu nonyyeHUn MHGOPMaLMM O HEXKeNaTeNIbHbIX PeaKkLMax NpPu NPUMMEHEHMUM NeKapCTBEHHOMO
npenapaTta, He YKasaHHbIX B MHCTPYKUMM MO NPUMEHEHWIO NIEKAPCTBEHHOrO NpenapaTta, CepbesHbIX
HexkenaTesbHbIX peaKkuusax, 06 0coBeHHOCTAX ero B3aMMOAEWCTBMA C APYTMMM JeKapCTBEHHbIMMU
npenapaTtamu, KOTOpble MOTYT NPeACTaBAATb YIPO3Y }KU3HU UK 300POBbI0 YENOBEKA NGO KUBOTHOIO, a
TaKXe O HEeCOOTBETCTBMWU AaHHbIX 00 3pPeKTUBHOCTU U O He30MacHOCTU JIeKAPCTBEHHOrO npenapara
[aHHbBIM O JIEKaPCTBEHHOM NpenapaTe, COAEPKALLMMCA B MHCTPYKLUK NO €ro MPUMEHEHMIO, B TOM YUC/Ie
OT YMOJIHOMOYEHHbIX OPraHOB WHOCTPAHHbIX roCcyAapcTs, OOMeH KOTOPOM OCyLecTBAseTca B
COOTBETCTBUM C COINALIEHUAMU MEXKAY YNOJHOMOYEHHbIM denepasbHbIM OPraHOM MCMOJHUTE/IbHOM
BNACTU U YNOJHOMOYEHHbIMWU OPraHamMM WMHOCTPaAHHbIX FOCYAApPCTB, YNOJHOMOYEHHDbIN deaepanbHblif
OpraH UCMOIHUTE/IbHOW BJIAaCTU PAacCMaTPUBAET BOMPOC O BO3MOXHOCTU MPUOCTAaHOB/IEHUA 0bpalLeHus
TAaKOTO JIEKAPCTBEHHOrO MpernapaTta B MOpsAAKe, YCTaHOB/JIEHHOM YMO/JHOMOYEHHbIM ¢enepasbHbIM
OpPraHOM UCMOJIHUTE/IbHOM BIACTY.

2. I'IpM HEUCNO/IHEHUN WUAN HeHagNeXauwem UCNOJIHEHUN AepXaTenaMmn uam Baagenbuamu
PErncTpauMoOHHbIX yﬂ,OCTOBepEHMﬁ NEeKapCTBEHHbLIX NpenapaTtos, LpunanvyeCKMMU NnNUamMu, Ha WUMA
KOTOPbIX BblAaHbl pa3pelieHnAa Ha nposeaeHne KAMHn4eCcKunx MCCﬂeAOBaHMVI B Poccuinckom dJe/J,epau,MM,
NN YNOTHOMOYEHHBbIMN UMW APYTUMU IOPpNANYEeCKUMU TN aMU O6ﬂ3aHHOCTeVI, YCTaHOBNEHHbIX YaCTAMU
3 n 4 ctatbm 64 HacToAweEro dDep,epaanoro 3aKOHa, nmbo B CNydaax npengcraBieHnAa COOTBETCTBYHOWMM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHoOm WMCNOJIHUTENbHOM BNACTU 3aKNOYEHUA O HeAOCTOBEPHOCTH
pe3ynbtatoB KAWMHUYECKOrNo UCCneaoBaHMA  N1eKapCTBEHHOro npenaparta  Aaa  MeauunHCKoro
npumeHeHnA, KOTopoe OCHOBAHO Ha pe3y/1ibTaTaX MPOBEPKU Me,CI,MLI,VIHCKOﬁ OopraHunsauuu, I'IpOBOLI,MBUJEﬁ
YKa3aHHOE K/IMHNn4YeCKoe nccnegoBaHune C HapyweHnem npasui Hap,nemam,eﬁ KAWMHUYECKOM NPaKTUKU, n
npueeno K noayvyeHUo HeOJOCTOBEPHbLIX pPe3ynbraTos, nmbo B C/lydae HeBbINOJIHEHNA npeanncaHnA,
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BblAAaHHOrO YMO/JIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOMHUTENbHOW BAAacTU MO UTOram
OCyLLEeCTBNEHNA BbIBOPOYHOrO KOHTPONA KauyecTBa /IeKapCTBEHHOro mnpenapaTta, YNo/JHOMOYEHHbIN
denepanbHbI OpraH UCMONHUTEIbHON BNACTU B YCTAaHOBJIEHHOM MM MOPAAKE pacCMaTpUBaeT BOMPOC O
NMPUOCTaHOBAEHUN NPUMEHEHUA TaKOro JIEKapPCTBEHHOro npenapara.

3. YNnonHOMOYEHHbIM denepanbHblii OpraH MCNOAHUTENbHON BNACTU NpPU NPeacTaBAEHUM emy
CBELEHWA O HECOOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM npasua
HaZ/iexKallei Nnpons3BoACTBEHHOM NPAKTUKU U (MIM) O HAPYLLEHMM IMLLEH3UOHHBIX TPe6OBaHWUMI, KOTopble
6blIM BbISIB/IEHbI B XO4€ NPOBEAEHMA MHCNEKTUPOBAHUA NPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB UK
OCYLLECTBNEHNA TMLEH3NOHHOFO KOHTPOA B chepe NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB U NPUBENM
WAW MOTYT MPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NpenapaToB Aaa MeSULMHCKOI0 NPUMEHEHMUS,
NPUYUHMBLUNX UKW CNOCOBHBIX NPUYMHUTD BPES, KU3HWU MU 340PO0BbIO FParkAaH, paccMaTpMBaEeT BONPOC
O MPUOCTAaHOBNEHUN MPUMEHEHUA NEKAPCTBEHHbIX MpenapaToB A8 MeAUMUMHCKOrO NPUMEHEHWUA B
YCTaHOB/IEHHOM UM MOPALKE B CNEAYIOLLMX CYyYasnX:

1) coctas U (MAKM) TexHonorMa NPOU3BOACTBA JIEKAPCTBEHHOro npenapaTta 418 MeAULUHCKOro
npumeHeHua (C onucaHMem cTaguii NPOU3BOACTBA) OTIMYAIOTCA OT 3aAB/IEHHbIX B PErmcTPaLMOHHOM
0ocbe;

2) nekapcTBeHHbIM NpenapaT 414 MeAULMHCKOro NpMMeHeHUs NnponsseaeH Ha NpoM3BOACTBEHHOM
nioWwaaKe, He yKasaHHOW B PErMcTpaumoHHOM 40Che;

3) y npousBoaMTena NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta ANs MeAMUMHCKOro NPUMEHEHUs, BBOAMMOrO B
rpa*kaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPUW €ro rocyAapCcTBEHHOMN perncTpaumm;

4) npousBOAUTENEM JIeKAPCTBEHHbIX CPEACTB B  COMNAacoBaHHbIA C COOTBETCTBYHOLMM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTE/IbHOM BNACTU CPOK HEe YCTPaHEeHbl HapylueHus
TpeboBaHMIA NpaBWUA HagNeKallleld NPOM3BOACTBEHHON NPAKTUKU U (UAK) IULLEH3UOHHbIX TpeboBaHUi,
KoTopble 6blM BbIABAEHbI B XO4e NPOBEAEHUA WHCNEKTUPOBAHWUA MNPOU3BOAUTENA JIEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBNEHWNA INLEH3MOHHOIO KOHTPOA B chepe NPpomn3BOLCTBA IEKAPCTBEHHbIX CPEACTB
M NpUBENU WUAW MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB AN MeLULMHCKOro
NPUMEHEHNA, MPUYMHUBLLNX MU CNOCOOHbBIX MPUYNHUTD BPEL KU3HU MU 340P0BbIO FPpaXKaaH.

(yacTb 3 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

4. YNoNHOMOYEHHbIM peaepasnbHblii OpraH UCNOAHUTEIbHOM BAACTM NPWU HAIMYMMK Y HETO CBEAEHMUI
O HECOOTBETCTBMM NPOM3BOAMTENA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MPaBUA HaanexKallen
NPOM3BOACTBEHHOM MNPAKTUKU WU (MAW) O HapyLlEeHMM AUUEH3NOHHBLIX TpeboBaHMI, KoTopble 6blan
BbiABNEHbl B XOA€ MPOBEAEHUA MHCNEKTUPOBAHMA MNPOM3BOAMUTENSA J/IEKAPCTBEHHbIX CpPeacTs MM
OCYLLECTBNEHMA NIULLEH3MOHHOrO KOHTPOAA B chepe NPOM3BOACTBA JEKAPCTBEHHbIX CPEACTB U NPUBENN
WAWU MOTYT NPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX MPENapaToB AN BETEPMHAPHOIO MPUMEHEHMS,
NPUYMHMUBLINX WAM CMOCOBHbIX MPUYUHUTL Bpes, *KU3HW UKW 300POBbI0 KMBOTHbIX, pPaccMaTpuBaeT
BOMPOC O MPUOCTAaHOB/NEHUN peanusauunm M MPUMEHEHMA JIeKapCTBEHHbIX NpenapatoB  ANA
BETEPUHAPHOrO NPMMEHEHMSA B YCTAaHOBIEHHOM MM NOPAAKE B CNeAYIOWMX CAyYanX:

1) coctas 1 (MAM) TexHONOIMA MPOM3BOACTBA /IEKAPCTBEHHOMO npenapaTta Aaa BETEPUMHAPHOro
NpMMeHeHuA (C onucaHuem CTaauii NPOM3BOACTBA) OT/IMYALOTCSA OT 3asB/IEHHbIX B PErMCTPALMOHHOM
40CbE;

2) NekapcCTBEHHbIV NpenapaT A4/11 BEeTePUHAPHOTo NPMMeEHEeHWs NPou3BeaeH Ha NPOU3BOLACTBEHHOWM
NOLWAAKe, He YKa3aHHOM B PerucTpaLMoOHHOM JOCbE;

3) y npousBoaMTeNs NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEprKAaloLime
COOTBETCTBME KayecTBa JIEKApPCTBEHHOro npenaparta A0 BETEPUMHAPHOro NPUMEHEHUA, BBOAMMOrO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YyCTaHOB/IEHHbIM NPUY €ro rocy4apcTBEHHON perncTpaumm;
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4) npousBoaUTENEM NEKAPCTBEHHbIX CPeACTB B  COMaCoOBaHHbIA C  COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTE/IbHOM BNACTU CPOK He YCTpaHeHbl HapylueHus
TpeboBaHMIA NpaBWUA HagNeKallleld NPOM3BOACTBEHHON NPAKTUKU U (UAK) NULLEH3UOHHbIX TpeboBaHUi,
KoTopble 6blAN BbiABAEHbI B XOA4e MNPOBEAEHMA WHCNEKTUPOBAHUA MPOU3BOAUTENA NIEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBAEHUA IMLEH3MOHHOIO KOHTPOAA B chepe NPOn3BOLCTBA IEKAPCTBEHHbIX CPEACTB
U NpUBEAN UAW MOTYT NMPUBECTM K MPOU3BOLCTBY JIEKAPCTBEHHbIX NpenapaTtoB AfA BeTePUHAPHOro
NPUMEHEHUS, MPUUMHUBLLMX MU CMOCOOHBIX MPUYNHUTL BPEA, XKU3HU UM 340POBbIO XKUBOTHbIX.

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

KoHcynbTaHTIAKOC: NpumeyaHue.
C 01.01.2023 cT. 65 gononHAeTcA Y. 5, 6 (D3 o1 27.12.2019 N 475-93).

CratbAa 66. UHPOpMmauuma o pesyabraTax papmaKoHag30pa
(8 pea. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbI  deaepasnbHbii  OpraH  UCMONHUTENbHOM  BAACTUM,  OCYLLECTBASIOLLNM
dapmaKkoHag30p, Mo ero pesysbraTtam pasmellaeT Ha cBoem odpuumasbHOM caiTe B cetTu "UHTepHeT"
nHdopmaumto o:

1) BbIABNEHMM HOBbLIX MOATBEPNKAEHHbIX [AAHHbIX O MNODOOYHbLIX AEWUCTBUAX, HEXKenaTenbHbIX
peakumsax, CepbesHbIX HexKenaTesbHbIX Peakuuax, HernpeaBUAEHHbIX HeMKenaTeslbHbIX Peakuusax npu
NPUMeHEeHUN IeKapPCTBEHHOTO Npenapara, B TOM YMC/Ie BAUAIOLWLMX Ha OTHOLIEHME OXKUAAEMOMN NOob3bl K
BO3MOXHOMY PUCKY NPUMEHEHMA AaHHOMO IEKAPCTBEHHOMO NpenapaTa;

2) NPUHATbLIX peweHnAX O BHECEHUN M3MEHEHU B MHCTPYKUHUIO NO NPUMEHEHUNIO NEKAPCTBEHHOTIO
npenaparta, 0 NPUOCTAaHOBNEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 n3bATUM U3 O6paLLI,EHM‘r'|
NNeKapCTBEHHOrO nNpenaparta nin o BO306OHOBNEHUU NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta.

FnaBa 14. THOOPMALMUA O NEKAPCTBEHHDbIX MPEMNAPATAX. CUICTEMA
MOHUTOPUHTA ABUXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEAUUUHCKOro nPMMEHEHUA
(B peq,. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauua o nNeKapcTBeHHbIX npenaparax. Cuctema MOHUTOPUHIa ABUMKEHUA
JNIeKapCTBEHHbIX NPenapaTos A8 MeAULUHCKOro NpUMeEHeHUA
(B pen. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. UHdpopmauma o NnekapcTBEHHbIX MpenapaTax, OTMNYCKAaeMbIX MO PEeLenTy Ha JIeKapCTBEHHbI
npenapar, OO0J/IKHa COAEPXKaTbCA TOMbKO B CMELMAIM3UPOBAHHbIX U3LAHWAX, NPeAHA3HAYeHHbIX A/1f
MeAMLMHCKMX, bapMaL,eBTUYeCcKMX paboTHUKOB, CneunanncTos B 061actu setepuHapun. MHpopmauma o
NleKapcTBEHHbIX NpenapaTtax Aaa Cneuuannctos B 061acti obpalleHmsa NeKapcTBEHHbIX CPEACTB MOXKET
coAep:KaTbCa B MOHOrpaduax, CNPaBOYHMKAX, Hay4HbIX CTaTbsX, B AOK/Ja4ax Ha KOHrpeccax,
KOHdEepeHLMAX, CMMNO3MYMaX, Hay4dHbIX COBETAX, a TaKXKe B MWHCTPYKUMAX NO MNPUMEHEHUIO
NeKapcTBEHHbIX NpenapaTos.

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

2. MHpopmauma o fieKapCTBEHHbIX NpenapaTax, OTnyckaemblx 6e3 peuenTa Ha /JIeKapCTBEHHbIN
npenapaTt, MOXeT cogepKaTbC B MybanKauusax u obbABAEHUAX CpPeacTB MaccoBOr WHopmauum,
CNeunann3mMpoBaHHbIX U OBLLMX MEeYaTHbIX M3LAHMUAX, UHCTPYKLMAX MO NPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToB, MHbIX U3L4aHUAX CYOBEKTOB 0bpaLLeHNA NeKAPCTBEHHbIX CPeACTB. PeKamHblie MaTepurabl O
NleKapcTBEHHOM Mpenapate, OTNycKaemom 6e3 peuenta Ha JieKapCTBEHHbIM Mpenapat, AOJIKHbI
COOTBETCTBOBaTb MHCTPYKLMM MO NPUMEHEHMIO JIEKAPCTBEHHOIO Npenapara.

3. ﬂ,OI'IyCKaeTC‘r'I MCMNoNb30BaHUEe NtoObIX MaTepPUNanbHbIX HOCMTEJ’IEI‘/JI, NO3BOIAWMNX XPaAHUTD,
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nepeanasatb N NICNOJ1b30BaTb VIH(I)OpMaLI,VIIO O /1IeKapCTBEHHbIX NpenapaTax 6e3 ee MCKaXKeHuA.

4. Ons uenen maeHTUMOUKALUMM YNAKOBOK NEKAPCTBEHHbIX MpenapaTtoB Ans MeAMLUHCKOro
NPUMEHEHNA NPOU3BOAMUTENM NIEKAPCTBEHHbIX CPEACTB B MOpsfKe, YCTaHOBAEHHOM [paBUTENbCTBOM
Poccuitckoii desepalm, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHWW NEeKapCTBEHHbIX NpenapaTos
AN MeAULIMHCKOTo NMPUMEHEeHUsA, AN KOTOPbIX He NpeaycMOoTpeHa BTOPUYHAsA YNaKoBKa) U BTOPUYHYIO
(noTpebutenbcKyo) ynakoBKY NeKapCTBEHHbIX NpPenapaToB A8 MeAULMHCKOro NpUMeHeHUa cpeacTsa
MAEHTUOMKALMN, 33 UCKIIOYEHWEM JIeKAapCTBEHHbIX NpenapatoB Ana MeAMLMHCKOro NpUMeEHeHUs,
NPoOM3BOAUMBIX ANA NPOBEAEHUA KAMHUYECKMX UCCeloBaHUIA, SKCNOPTa, IeKapCTBEHHbIX NpenapaTos
ONA MeAMLMHCKOro NPUMeHeHUA, yKasaHHbIX B YacTax 5 u 8 ctatbk 13 HacToAwero deaepanbHOro
3aKoHa, pagModapmaLeBTUYECKUX NeKapCTBEHHbIX MpenapaToB, MNUABOK MEAMUMHCKMX W ra3oB
MeANLUMNHCKUX.

(yacTb 4 BBeAgeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepucTMKkun cpeactsa MaeHTMdMKaummn, NopaaoK ero HaHeceHMa U TpeboBaHMA K CTPYKType
n ¢dopmaty MHPOPMALMKN, KOTOPYHD COAEPNKMUT CPencTtso  MAeHTUOUKALMKM, ONpeaenatoTcs
MpasuTtenbcteom Poccuiickoit ®epepaumm.
(yacTb 5 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. lopagok co3gaHwuA, pas3BWUTMA, BBOAA B 3KCM/yaTauMio, 3SKCMayaTtauuum M BbiBOAA U3
9KCNAyaTaLMn CUCTEMbI MOHUTOPUHIA LOBUXKEHMUA JIEKAPCTBEHHbIX MPEnapatoB Aa MeAULMHCKOro
NpPUMeHeHMa, MNOPALOK NpeaocTaBiAeHns WHOOPMALUKM, COoAepKalleiica B CUCTEME MOHWUTOPMUHIA
OBVKEHWA IEKAPCTBEHHbIX NPenapaToB 418 MeAULNHCKOrO NPUMEHEHMA, U NOPALOK B3aMMOLENCTBUA
YKa3aHHOM  cuUcTeMbl C  WHbIMW  TOCYAAPCTBEHHbIMWM  MHPOPMALMOHHBIMKM  CUCTEMaMU WU
MHOOPMALNOHHBIMN CUCTEMAMMU OPUONYECKUX JTULL U UHANBUAYAIbHBIX NTPeAnpUHUMaTeNen, yKa3aHHbIX
B yactax 7 m 10 HactoAwen ctaTbW, ycTaHaBaupatoTca [MpaBuTenbctBom Poccuitckoin degepauum.
OnepaTtopamMn CUCTEMbI MOHUTOPUHIA [OBUMKEHUA JIEKAPCTBEHHbIX MNPENapaTtoB A1A MeAULMUHCKOro
npUMeHeHua ABNAOTCA denepanbHblit OpraH WCMOAHUTENbHOW BAacTM M (MAKM)  opraHu3aums,
ynosHoMou4eHHble MpasuTtenbcteom Poccuiickonn ®epepaumm.

(yacTb 6 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpnanyeckme nmua n MHANMBUAYaNbHblE NPeANPUHUMATENMN, OCYLLECTBAAIOLIME NPOMU3BOACTBO,
XpaHeHWe, BBO3 B Poccuitickyto Pepepaumio, OTNYCK, peanusaumto, nepegadvy, NpUMEHeHue u
YHUUYTOXEHNE NEeKAaPCTBEHHbIX NpenapaTtos AnAa meanumMHCKOro npuMmeHeHua, obecneymnBaloT B nopAagke
M B COCTaBe, KOTopble YycTaHoBAeHbl [MpaButenbctBom Poccuiickon dPegepauum € y4yeTom BMAA
OCYLLECTBNAEMOM UMW [EATEeNbHOCTM, BHECEHME WMHPOPMaLMM O NEeKAPCTBEHHbIX MpenapaTtax Ans
MeaANUMHCKOTo npummeHeHnA B CUCTEeMY MOHUTOPUHIa ABUXKEHUA JIEKAapPCTBEHHbIX NpenapaTtos ANA
MeaNLMHCKOTo NpuMmeHeHUnA.

(yacTb 7 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7.1. JNlekapcTBeHHble npenapatbl A1A MeOUUMHCKOrO MNPpUMEHeHUA, npeaHasHayeHHble Ana
obecneyeHunn nuu, 60bHbIX remoduanels, MyKkoBUCUMAO30M, TMNOPU3aPHBIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHBIMU HOBOOOPA30BAHUAMKU NUMPOUAHON, KPOBETBOPHOW W POACTBEHHBLIX MM
TKAHEeM, paccesHHbIM CK/IEPO30M, /1L, NOCAE TPAHCHAAHTaL MM OPraHoB U (MaK) TKaHel, Npon3BeaeHHble
00 31 gekabpsa 2019 roga, a TakkKe MHble IEKAPCTBEHHbIE NPenapaTbl 419 MeAMLMHCKOTo NPUMEHeHUs,
npoussegeHHble Ao 1 uiona 2020 roga, nogneXkaTt XpaHEeHUIO, MepeBO3Ke, OTMYCKY, peanv3auuwu,
nepegaye, NpUMeHeHU0 6e3 HaHeCceHUn CpPeacTB MAeHTUPUKALMM A0 UCTEYEHUA CPOKa MX rOLHOCTM.
MpaBuTenbcTBo Poccuiickolt Pepepaumnm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B FParKAaHCKUIM 060poT
JIeKapCTBEHHbIX MpenapaTos 419 MeANLNHCKOro NPUMEHEHUA, Npon3BeAeHHbIx B nepuog ¢ 1 nona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpaxKAaHCKM 060pOT NeKapcTBEHHbIE NpenapaTtbl A8
MEOVLMHCKOIO NPUMEHEHUA, 33 UCK/AIOYEHMEM NeKapCTBEHHbIX MpenapaTos, NpeAHasHayYeHHbIX AaA
obecneyeHuna nuu, 60nbHbIX remoduaneis, MyKkoBUCUMAO30M, rMNOGU3aPHbIM HAHU3MOM, 6ONE3HbIO
lowe, 310KaYeCcTBEHHbBIMW HOBOOOPA30BAHUAMM NUMPONAHON, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHEeW, paccesHHbIM CKIEPO30M, UL, NOC/IE TPAHCMIAHTALUN OPraHOB U (MK) TKaHel, Npoun3BeaeHHblIe
3a npegenamu tepputopmn Poccuiickonnt ®egepaumm go 1 oktabpa 2020 roga, moryT 6biTb BBE3EHbI B
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Poccuinckyto dPepepaumto go 1 aHBapa 2021 roga B nopsagKe, ycTaHOBAeHHOM [1paBUTeNbCTBOM
Poccuiickoin Pepepaunun, 6e3 HaHeceHUs CpeacTB MAeHTUDUKAUUN.
(B pen,. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. OpraHuszaums MHPOPMALMOHHOIO B3aMMOAEUCTBUA CUCTEMbI MOHUTOPUHIA ABUNKEHUA
IeKapCTBEHHbIX MNpenapaTtoB ANs  MeAMUMHCKOrO MNPUMEHEHUS C  WHbIMW  FOCYAapCTBEHHbIMMU
MHOOPMALMOHHBIMK CUCTEMaMKM obecrneymBaeTca B TOM YUC/Ie MNOCPeACTBOM MHPPACTPYKTYpbI,
obecneunBatower MHPOPMALMOHHO-TEXHOOTMYECKOE B3aMmoaencTtene WUHPOPMALMOHHbBIX CUCTEM,
NCnosibayeMbiX ANA NpeaoCcTaBfeHUA TOCYyAapCTBEHHbIX W MYHUUMNAAbHbLIX YCAYT WU WUCMOJHEHUA
rocygapcTBEHHbIX U MYHULMNAAbHBIX GYHKLUMIA B 9N€KTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-3)

9. O6wepocTynHaa MWHPOPMALMA, COAEPIKALLAACA B CUCTEME MOHUTOPUHIA  ABUNKEHUA
NIeKapCTBEHHbIX NpPenapaToB AN MeAUUMHCKOro NpUMEHeHMs, pasmelaetcd B MHOPOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHOM ceTn "WHTepHeT" (B TOmM uucne B popmMe OTKPbITbIX AaHHbIX) B MOpPAAKE,
ycTaHoB/IeHHOM MpaBuTenscTBoM Poccuiickoit Peaepaumm.

(yacTb 9 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

10. NMpounsBogmTenn nekapcTBEHHbIX CPEACTB NO/YYalOT COA4EPHKALLYIOCA B CUCTEME MOHUTOPUHIA
OBVXKEHWNA NEKAPCTBEHHbIX NPenapaTtoB A1 MeAULMHCKOTO NpuMeHeHna MHPopMaLMio O cepusx U
NapTMUAX SIEKAPCTBEHHbIX NPEnapaToB, NMPOM3BOANMbBIX UMW U HAaXOAALWMXCA B rpakaaHCKom obopoTe B
Poccuiickoit Pepepaunn, 6e3Bo3me3aHo.

(yacTb 10 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

11. 3a Npon3BOACTBO MM NPOAAXKY JIEKaPCTBEHHbIX NPenapaToB A1a MeAULMHCKOTO MPUMEHEHMNA
6e3 HaHeceHUs cpeacTB UAEHTUOMKAUMKM, C HAPYLUEHMEM YCTAaHOBIEHHOTO MOPAAKA WX HaHeceHwun, a
TaKXKe 3a HecBOoeBpeMeHHOe BHEeCEHME [aHHbIX B CUCTEMY MOHMUTOPWUHIA OBUMKEHUA NEKAPCTBEHHbIX
npenapatos Aaa MeOUUMHCKOrO MNPUMEHEHWA WM BHECEHWE B Hee HeAoCTOBEPHbIX [AaHHbIX
lopuAnYecKkMe anua U MHAMBMAYaNbHble NpeAnpUHUMATENM, YKa3aHHble B YacTax 4 u 7 HactoAwen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTenbcTBOM Poccuickon ®epepaumm.
(yacTb 11 BBEeaeHa denepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-d3)

12. MpasutenbctBo Poccuitickolt Pepepaunmn BnpaBe YCTaHOBUTb OCOBEHHOCTM BHeApeHUA
CUCTEMbI MOHUTOPMHIA ABUMKEHWS NIEKAPCTBEHHbIX NpPenapaTtoB Aas MeAMLMHCKOro NpUMEHeHMUs,
BK/IIOYAA CPOKU ee BHEeAPEHUA, B OTHOWEHUWM JIEKAPCTBEHHbLIX MNPEnapaTtoB ANA MeLMULUHCKOro
NPUMEHEHNA, BK/IOYEHHbIX B MNepeyeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEWLMX N1eKAPCTBEHHbIX
npenapaToB, /1I€KAPCTBEHHbIX MNPENapaToB, MpeAHa3sHA4YeHHbIX Aaa obecneyeHunsa nuL, O6ONbHbIX
remoduanen, MyKoBUCLMAO30M, rMnodmsapHbIM HaHM3MOM, 6o0se3Hblo [olwe, 3/10KaYecTBEHHbLIMU
HOBOOOpPa3oBaHMAMKU MMPONAHOMN, KPOBETBOPHOM U POACTBEHHBIX WM TKaHeW, pPacCesaHHbIM
CKNEepOo30M, /1L, NOC/e TPAHCMNAHTALMM OPraHOB U (MNK) TKAHEW, UHbIX IEKAPCTBEHHbIX NPENApaToB A1
MEeONLMHCKOTO NPUMEHEHMUA.

(yacTb 12 BBeAeHa deaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

Fnasa 14.1. OTPAHUMEHUA, HANATAEMBbIE
HA OPTAHU3ALUUU, OCYLLECTBNAOLWIUE OEATE/IbHOCTD
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuyeHuAa, Hanaraemble NpPU OCYLLECTB/IEHUU AeATeNbHOCTU B cdepe
obpalleHUs NeKapcTBEeHHbIX CpeacTB

1. OpraHusaumu, 3aHMmalowmeca paspaboTKkoi, npousBoACTBOM W (MaM) peanusaumen
JIeKapCTBEHHbIX NpenapaToB A1A MeANLUHCKOTo NPUMeHeHun, opraHusaumm, obnagatowme npaBamm Ha
MCNONb30BaHME TOProBOro HaMMEHOBAHWA /IeKapCTBEHHOro npenapata Ans  MeauLMHCKOro
NPUMeHeHnA, opraHM3auMM ONTOBOM TOProBAN NEKAaPCTBEHHbIMM CPeACTBaMM, anTeyHble opraHnsauuu
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(ux npeactaBuTenu, nHble GUNYECKME N IOPUANYECKME N1LA, OCYLLECTBAAIOLINE CBOK AEATE/IbHOCTb OT
UMEHWN 3TUX OpraHmsaLMin) B OTHOLIEHUU MeAULMHCKMX PabOTHUKOB U PyKOBOAUTENEN MEeAULMHCKNX
OpraHM3aLnii He BrpaBe:

1) BpyyaTb NogapKu, BbiMaavymMBaTh AEHEXKHble CPeACTBa (33 UCK/OYEHMEM BO3HArpaXKAeHU no
JOroBopam npu NPOBEAEHUWN KAMHUYECKUX WCCAEAOBAHUIN NEKAPCTBEHHbIX MpenapaToB A
MEONLMHCKOTO NPUMEHEHUA, BO3HArpa*KAeHW, CBA3AHHbIX C OCYLLECTBAEHMEM MEAULNHCKUM
pabOoTHMKOM MegarorMyeckon u (Mamn) HayyHol AeATeNbHOCTM), B TOM YMC/E ONIauynBaTh PasB/ieyeHus,
OTAbIX, NPOe3s, K MeCTy OTAbIXa, @ TAKXKe NPUBNAEKATb K Y4acCTUIO B pPa3BAeKaTe/IbHbIX MEPONPUATUAX,
NPOBOAMMbBIX 33 CHET CBOUX CPEACTB;

2) 3aKNo4aTb cornawleHnA O Ha3Ha4YeHUnM wunn perkomeHgaumnm nauneHTam NeEKapPCTBEHHbIX
npenapartos gn1a megnumHCKOro npuMeHeHunA (3a UCKNTID4YEHNEM A0roBOpOB O nposeaeHNUN KAMHNYECKUX
MCCﬂe,ﬂ,OBaHMVI NEKapPCTBEHHbIX NpenapaTtos AnAd MegnunHCKOro ﬂpMMeHEHMﬂ);

3) npeaocTaBnATb 06pa3Lbl NIeKAaPCTBEHHbIX NPenapaTos A8 MeAULMHCKOTO NPUMEHEHUSA B LLensxX
BpyYeHMA naumeHtTam (33 MWCK/AOYEHMEM CAydvaeB, CBA3AHHbIX C MPOBEAEHMEM  KAMHUYECKUX
nccaea0BaHUIA IeKapCTBEHHbIX NPenapaTos 418 MeAULMHCKOrO MPUMEHEHNA);

4) npenoCTaBAATb HEAOCTOBEPHYIO U (MAN) HEMOIHYIO MHPOPMALMIO O NEeKaPCTBEHHbIX NpenapaTtax
ANA MeANLNHCKOro NPUMEHEHMS;

5) nocewaTtb UX B pa6oqee BpemMA Ha pa6oqu MecCTaX, 3a UCKIIDYEHNEM ClydaeB, CBA3aHHbIX C
nposeaeHnem KANHUYECKUX MCCHEAOBaHMﬁ NEKapPCTBEHHbLIX nNpenapatos Anad MeauunHCKOro
npumeHeHunAa, ¢ ydactmem B nopAaake, yCtraHOB/J1IEHHOM pyKOBOAUTENEM MeAMLLMHCKOVI opraHunsauuu, B
C06paHMﬂX MeaNLNHCKNX pa6OTHMKOB N UHbIX MEPONPUATUAX, HAMNPaAB/IEHHbIX Ha MOBbiWeEHNE UX
I'IpOd)ECCMOHa/'IbHOI'O YPOBHA UM Ha NpenocraBieHune MH(I)OpMaLI,MM, CBAI3aHHOM C ocywecrsneHnem
MOHWUTOPWUHIa 6esonacHoCTH NEKapPCTBEHHbIX NPENapaTos,

6) NOBY»KAaTb K BbIMUCbIBAHUIO IEKAPCTBEHHbIX MPENapaTos AN MeAULMHCKOro NPUMEHEHMS Ha
61aHKax, coaepKawmx MHPOPMaLMIO PEKIAMHOMO XapaKTepa, a TakXKe Ha peuenTypHbix 6aaHKax, Ha
KOTOpbIX 3apaHee HameyaTaHO HaMMEHOBaHMe JIeKapCTBEHHOro npenapata A48 MeaULMHCKOro
NPUMEHEHNA.

2. OpraHu3aumm, ykasaHHble B ab3ale nepsom 4acTv 1 HacTosAleNn cTaTbu, U UX NpeacTaBuTeNn B
OTHOLIEHUM papMaLeBTUUYECKMX PaBOTHMKOB M PYKOBOAUTENEM anTeUYHbIX OpraHn3aLUuii He Bnpase:

1) Bpy4yaTb NoAapKu, BbiN1a4nBaTbh AeHeEXHble CpeacTBa, B TOM YMUCNE ON1Ia4nBaTb pa3BievyeHuA,
OTAbIX, Mpoe3n K MeCTy OTAbiXa, U NPUuBAEKATb K YYaCTUIO B pPa3B/iekaTe/ibHbIX MeponpunAaATnAx,
npoBoAMNMDbIX 3a CHET CBOUX CPEACTB;

2) npenocTaBaATb o6pa3u,b| NNEKAPCTBEHHbLIX NpenapaTtoB AAA MeAUUUNHCKOro npumeHeHuAa anAa
Bpy4YeHMA HaceneHuio,

3) 3aKNK04aTb cornaweHna O npegnoXeHnn HaceneHnw onpeaeneHHbiX NeKapCTBEHHbIX
npenapartos Ana megunumMHCKOro npuMeHeEHNA;

4) NnpeaoCTaBAATb HEAOCTOBEPHYIO U (MNKN) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax
ANA  MeAMUMHCKOrO MpPUMEHeHMsi, B TOM UMC/lIe MMELWMX OAMHAKOBOE MeKAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K oOpraHM3auMM U NPOBEAEHUIO HayuyHbIX MEepOnpPUATUMA, WHbIX
MeponpuATUiA, HanpasBneHHbIX Ha nNoBbllleHUe npPodecCMOHANBbHOrO YPOBHA MeaULMUHCKMX
paboTHUKOB MAN Ha npegocTaBaeHne MHPOPMaLUK, CBA3AHHOMW C OCYLLECTB/IGHUEM MOHUTOPUHra
6e30MacHOCTM NeKapCcTBEHHbIX NPenapaTos



1. Mpw NnpoBeAEHNN HAYYHbIX MEPONPUATUI, UHBIX MEPONPUATUIN, HAaNPaBNEHHbIX HA MNOBbIWEHUE
NPopecCMOHaNbHOTO YPOBHA MEAMUMHCKUX PabOTHMKOB WAW Ha NpefocTaB/ieHMe CBA3AHHOW C
OCYLLECTBNIEHMEM  MOHWUTOPWMHra  6E30MacHOCTM  /JIeKAapCTBEHHbIX  MpenapatoB  MHbOpmaumuy,
OpraHU3yembiX OPraHW3aumMAMM, YKasaHHbIMM B ab3aue nepBom 4actu 1 ctatbu 67.1 HacToswero
denepanbHOro 3aKoHa, MX MpeacTaBUTeNaMU U (MAKM) PUHAHCUMPYEeMbIX 33 CYET CPeAcTB 3TUX
OpraHu3aLmin U Ux NpeacTaBUTENEN, 3aMpPeLLAeTCA NPENATCTBOBATb YY4AaCTUIO B YKA3aHHbIX MePONPUATUAX
WMHbIX OpPraHW3auuin, KoTopble MNPOM3BOAAT WAM  PeanusytoT NeKapCTBEHHble npenapatbl AAA
MEANLIMHCKOTO MPUMEHEHMUA CO CXOXMM MeXaHU3MOM GpapMaKoI0rM4YecKoro aencTeunsa, iMb6o co3fasatb
OVCKPUMMUHALMOHHbIE YCNOBUA ANA OAHWUX YYAaCTHUMKOB MO CPaBHEHMUIO C APYTMMW YYacTHUKaMM, a
UMEHHO:

1) npeaocTtaB/siATb Pa3/IMYHOE KOZIMYECTBO BpeMeHU anA BblCTynﬂEHMVI Y4aCTHUKOB, pa3/ZinyHbIE NO
pa3smepy 3aHMMaeMom naowaan mecta anAa gemoHCTpauunumn 06pa3LI,OB NEeKapCTBEHHbIX NpenapaTtosB ANA
MeONUUNHCKOTO NPUMMEHEHNA WUAN PEKNAMHbIX MATEPUANIOB O JIEKAPCTBEHHbIX nNpenaparax Aana
MeOANLNHCKOTO NPUMEHEHNUA HA IKCNO3ULUUNAX, CTEHAAX, 3 UCKTIOYEHNEM C/Nly4aeB, €CNIN TakKne ycnoBuA
3aKpennaeHbl B cornaweHnax atux opraHmsau,m‘/'l, nx ﬂpe,[l,CTaBMTGHEVI (o} (I)MHaHCMpOBaHMM YKa3aHHbIX
MepOﬂpMﬂTMVI n O6YCI'IOBJ'IEHbI Pa3NTNYHbIMU 3aTPATaAMUN Y4aCTHUKOB Ha UX OpPraHn3auuto;

2) ycTaHaBAMBaTb pa3smep B3HOCA A/1A YYAaCTHUMKOB MEPONpPUATUIA, YKa3aHHbIX B ab3aue nepsom
HACTOALLEN YACTU, NPEBbILLAIOLLNI CYMMY 3aTPAT Ha OpraHM3aLMIo YKa3aHHbIX MEPONPUATUN N BEAYLLNIA
K He06OCHOBAHHOMY OFPaHMYEHUIO YNCNA UX YHACTHUKOB.

2. OpraHusaumm, yKasaHHble B ab3aue nepBom Yactn 1 ctatbu 67.1 HactoAwero PegepanbHOro
3aKOHa, UX NpeaCcTaBUTENN, OCYLLECTBAAOWME OpraHM3aumio n (Mnun) puHaHCUMpoBaHUE MepPOonpPUATUN,
YKa3aHHbIX B YacTu 1 HacToawen cTaTbk, 06a3aHbl 06ecneymBaTtb 4OCTYN K MHGOPMaLMK O AaTe, MecTe U
BPEMEHWN MPOBEAEHUA YKA3aHHbIX MEPONPUATUIA, MNAaHax, NPOrpamMmmax MpPoBeAEeHUA YKa3aHHbIX
MEePONPUATUIA U TEMAX, NNAHMPYEMBIX ANA PACCMOTPEHUA, COCTaBe UX YH4ACTHMKOB NYTEM pPasmMeLLeHUs
COOTBETCTBYIOWEN MHOPMALUUM Ha cBOMX O0dULMAbHBIX cCaTax B ceTn "MHTepHeT" He nosaHee ABYX
MecsLEeB 40 Havyana NpoBeAeHUA YKa3aHHbIX MeponpuUAaTUNA.

3. MHpopmaLma o NpoBeseHNM MEPONPUATUIA, YKa3aHHbIX B YacTU 1 HAcToAWEelN cTaTbW, B CPOK,
YCTaHOB/IEHHbIA YacTbio 2 HacToALLel CcTaTbW, AOMKHA ObiTb HanpaBneHa B deaepanbHbld OpraH
WCNOJIHUTENbHON  BAIACTM, OCYLWECTBAAWMIA  YHKLMM NO KOHTPOAKD W Hag3opy B cohepe
34,paBOOXPaAHEHUS, A/1A NOC/NEAYIOWEr0 PasMelLeHns ee Ha 0dULMANIBHOM caliTe 3TOro OpraHa B CETU
"UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUICKON DEAEPALMM NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
1 BOSMELLUEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO FPAXKAAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

CraTba 68. OTBETCTBEHHOCTb 3a HapylueHWe 3aKoHoAaTenbcTBa Poccuiickoii Pepepauuu npm
06paLLeHUN NeKapCcTBEHHbIX CPeacTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickoli depepaumm npu o6palleHUMM NeKapCTBEHHbIX
cpeacTB BAeYeT 3a Co6ON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuiickol
depgepaunn.

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

2. 3a HenpeacTaBAeHUE UAU HECBOEBPEMEHHOE NpeacTaB/ieHe MHpopmMaLmn U (MNKn) 4OKYMEHTOB
nMbo npeacTaBneHWE HeAoCTOBEPHbIX WHpopmaumm U (MNM) [AOKYMEHTOB, NpPeayCMOTPEHHbIX
HacToswmum PepepanbHbiM  3aKOHOM, CybObEKTbl 0OpalLeHUs /IeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckoin ®egepaumu.

(yactb 2 BBeageHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-d3)
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Cratba 69. Bo3amelieHue Bpeaa, NPUUNHEHHOTO 340POBbLIO rpaXKaaH BCAeACTBUE NPUMEHEHUA
NleKapCcTBeHHbIX NpenapaTos

1. MpousBoauTenb NeKapcTBeHHOro npenapata o06A3aH BO3MECTUTb Bped, MNPUYUHEHHbIN
3/0POBbIO rpakaaH BCAGACTBME NMPUMEHEHMA NEKAaPCTBEHHOTO npenapaTa, ec/iv A0Ka3aHo, YTo:

1) nekapcTBeHHbIA NpenapaT NPUMEHANCA MO Ha3HAYeHWI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPMMEHEHUIO NEKApCTBEHHOrO NpenapaTta U NPUYMHON Bpesa ABU/CA BBOA B IParKAaHCKMIA 06opoT
HeZ06pOKayeCcTBEHHOIO IEKAPCTBEHHOrO Npenapara;

2) Bpen, 340pOBbIO MPUYMHEH BCAeACTBME HeAoCToBepHoW MHbOpMaLMM, coaeprKalieics B
MHCTPYKLMM NO NPUMEHEHMIO 1eKapCTBEHHOro Npenapara, U3aaHHoN NponssoamTenem NeKapCcTBeHHOro
npenapara.

2. B cnyyae, ecnu Bpes 340pOBbIO paXKaaH NPUYMHEH BCAEACTBME NPUMEHEHUA IEKAPCTBEHHOIO
npenapara, nNpuweawero B HEroAHOCTb B pe3y/bTaTe HapyweHMsA NPaBUA XPaHEeHWUs NeKapCTBEHHbIX
CpeAcTB, NPaBMA ONTOBOM TOProB/IM JIEKAPCTBEHHbIMW MpenapaTtamu, NpaBua OTNYCKA N€KaPCTBEHHbIX
npenapatoB, MpaBW/A W3rOTOBAEHMA U OTMYCKa JIeKAapCTBEHHbIX NpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNIAETCA COOTBETCTBEHHO OpraHM3aumell OonTOBOM TOPrOB/AW JIEKAPCTBEHHbIMU CPEACTBaMM,
anTeyHoW opraHuMsaumein, WHAMBUAYANIbHBIM MpeanpuHUMaTeneM, WMEWUMN  JIMLEH3UIO Ha
dbapmaueBTUYECKYIO AEATENbHOCTb WM JIMLEH3UIO Ha MEeOMUMHCKYIO OeATe/NbHOCTb, MeaULMHCKOM
opraHusaumein, Mmelolein nuLeH3nio Ha GapmaLeBTUUYECKYIO [eATeNbHOCTb (ee 060c06/1eHHbIM
noapasgeneHnem (ambynatopueid, penbaliepckum U GpenbaluepcKo-akyWepckUm NyHKTaMu, LeHTPOM
(oToeneHnem) obuen BpayebHOM (cemenHOM) NPaKTUKKU), PACMONOXKEHHbIM B CE/IbCKOM HaceNeHHOM
NYHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauma), ONyCTMBLWIMMM NPOAAXKY WAU OTNYCK TaKoro
NleKapcTBEHHOTro npenapara.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bos3melweHwe Bpeaa, MNPUYMHEHHOTO 340POBbI0 FPaXKAaH BCAeACTBME MNPUMEHEHUA
JIeKAPCTBEHHbIX NPEMApPaTOB WM COBEPLUEHWUA MPOTMBOMPABHbLIX AENCTBUIA cybbeKTamMu obpalleHus
NIeKapCTBEHHbIX CPeAacTB, OCYLECTBAAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunn.

Fnasa 16. 3SAK/IIOMUTE/IbHBIE NONOXEHUA

Cratba 70. O NpU3HaHUM YTPATUBLLUMMMU CUJTY OTAE/IbHBIX 3aKOHOAaTe/IbHbIX aKTOB (MoN0XKeHU
3aKOHOAaTeIbHbIX aKToB) Poccuiickoii Pepepauum

Mpu3HaTb yTPaTUBLLMMU CUAY:

1) ®epepanbHbIl 3aKoH oT 22 utoHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaunm, 1998, N 26, cT. 3006);

2) depepanbHbit 3aKOH OT 2 AHBapa 2000 roga N 5-®3 "O BHeCeHUU U3MEHEHUA U AOMNO/IHEHUIA B
depnepanbHbii 3aKoH "O nekapcTBeHHbIx cpeacteax' (CobpaHue 3akoHogaTenbcTBa Poccuiickol
depepaunn, 2000, N 2, cT. 126);

3) ctaTtbto 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHMM U3SMEHEHUI 1
OONONHEHUI B HEKOTOopble 3aKoHoAaTesbHble aKTbl Poccuitckolt Pepepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O AMUEH3MPOBaAHUM  OTAeNbHbIX BUAOB geatenbHoctn" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaumm, 2003, N 2, cT. 167);

4) ctatbio 31 depepanbHoro 3akoHa oT 30 uioHsa 2003 roga N 86-d3 "O BHeCEHUN U3MEHEHUIt U
[OOMNONIHEHUI B HEKOTOPble 3aKOHOAaTeNbHbIE aKTbl Poccuiickon ®eaepaumnm, NpUsHaHUM yTPATUBLLMMMU
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CUNY OTAEeNbHbIX 3aKoHOAATeNbHbIX aKToB Poccuiickol depepauun, NpeaocTaBNeHUU OTAENbHbIX
rapaHTUn COTPYAHMKAM OPraHoOB BHYTPEHHUX [1e/1, OPraHOB MO KOHTPOJIO 32 060POTOM HAaPKOTUUYECKUX
CPeACTB U NCUXOTPONMHbIX BELLLECTB U YNpa3aHAeMblX peaepasibHbiX OpraHoB HaJI0roBoOM NOANLMK B CBA3MU
C OCYLLEeCTBIEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoOro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2003, N 27, cT. 2700);

5) ctaTtbio 101 denepanbHoOro 3akoHa ot 22 asrycra 2004 roga N 122-®3 "O BHeceHUN U3MEeHeHUI
B 3aKOHoZaTesibHble aKTbl Poccuiickolt deaepaumn M MPU3HAHUU YTPATUBLLMMU CUNIY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3KU € nNpuHATUEM DPepepanbHbiX 3aKoHoB "O
BHECEHUM U3MEHEHWUI U gononHeHui B PepepanbHblii 3aKoH "O6 06WMX NpUMHUMNAX OpraHM3auum
3aKOHOAATeNbHbIX (NPeacTaBUTENbHbIX) UM UCNOJHUTENbHLIX OPraHOB TrOCYAapPCTBEHHOW BAacTU
cybbekToB Poccuitckoit epepaumn” n "0O6 obWwmx NPpUHLMNAX OPraHN3aLLMmnM MEecTHOro caMoynpaBaeHus
B Poccuiickon ®Pepepaumn” (CobpaHue 3akoHopatenbctBa Poccuiickon depepaumn, 2004, N 35, crT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 gekabps 2006 roga N 231-$3 "O BBegeHMM B AeNCTBUE
YyacTu veTBepToi [parkaaHCKoro Koaekca Poccuiickon ®depepaumn" (CobpaHue 3akoHoAaTeNbCTBA
Poccuitckoit depepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®eaepazibHOro 3aKoHa

1. Hactoswmin ®enepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JleKkapCTBEHHblE CPeACTBa, 3aPEerncTpUpoBaHHbIE 00 AHA BCTYMJIEHUA B CWJY HACTOALLErO
defepanbHOro 3aKoHa, NOANENKAT BKAOYEHUIO B FOCYapCTBEHHbIE PEecTpPbl JeKAaPCTBEHHbIX CPEACTB C
BHECEHMEeM YKasaHHbIX B YacTu 1 ctaTbu 33 HactoAuwero ®eaepanbHOro 3akoHa cBefeHuin 06 3Tux
NeKapCTBEHHbIX cpeAcTBax 6e3 MPOXOoMAeHWA BHOBb NPOLEAYPbl rOCYAapCTBEHHOW perncTpaLmm
NeKapCTBEHHbIX NpenapaTos.

3. locypapcTBEHHaA perMcTpauma NeKapCcTBEHHbIX NPEenapaTos, 3@ UCKAOYEHUEM NIEKAPCTBEHHbIX
npenapatos Aas8 MeAUUNHCKOro NpPUMEHEeHMA, NpeacTaBNeHHbIX HA YKa3aHHYI0 pPerncrpaumio 4o AHA
BCTYN/IEHWA B CUAY HactoAawero deaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHUM AOKYMEHTOB U AAHHbIX, NPEeACTaB/IEHHbIX 40 AHA BCTYNAEHUA B
cuny Hactoswero ®enepanbHOro 3akoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHana perncTpauma 1eKapCTBeHHbIX NpenapaTos N4 MeAULMHCKOTo NPUMEHEeHUs,
NPeACTaBNEHHbIX Ha TFOCYAAPCTBEHHYID pPEerncTpaumio A0 AHA BCTYNAEHUMA B CUY HaCTOALLEro
depepanbHOro 3akKoHa, W rocygapCTBEHHaA perucTpauua  NeKapCTBEeHHbIX NpenapaToB  AasA
MeAMNUMHCKOro MNpPUMEHEHMA, MNpPeacTaBAEHHbIX Ha 3KCNepTM3Y NeKapCTBEHHbIX cpeacTB A0 AHA
BCTYN/IeHMA B cuay HactoAawero ®enepanbHOro 3aKoHa B UENsxX UX Nocaeaylowen rocyaapCcTBEHHOM
perucTpaumnm, OCYLLECTBAAIOTCA HAa OCHOBAHMW AOKYMEHTOB W [AaHHbIX, MNPeACTaBAEHHbIX A0 AHSA
BCTYN/IEHMA B cuUay Hactosawero ®PenepanbHOro 3aKOHA, a TaKMKe 3anaB/IEHMA O FOCyAapCTBEHHOM
perucTpaunm IeKapCcTBEHHOro npenapaTa, MpPeACTaBAEHHOro MPOM3BOAUTENEM NIE€KAPCTBEHHbIX
npenapaTtoB UAM YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMMU C HacToAWwmMM PegepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHbii opraH UCNoIHUTEeNbHOM BnacTn Ao 1 mapTta 2011 roaa, 6e3 TpeboBaHun
yNAaTbl FocyAapCcTBEHHOM NOLWANHbI, NPeayCMOTPEHHOM 3aKoHoAaTeNbCTBOM Poccuinckon deaepaunm o
Hanorax u cbopax.

(yactb 3.1 B pea. GeagepanbHoOro 3akoHa ot 29.11.2010 N 313-03)

3.2. MNoaTBep:KAEeHWE TrOCYyAapCTBEHHOM pPerucTpauuu  NeKapCTBEHHbIX npenapaToB g/
MeAMLMHCKOro MPUMEHEHUS, NPeACTaBNEHHbIX ANA NOATBEPKAEHUA rOCYAaPCTBEHHOW perucTpaummn 4o
OHA BCTyNJeHuWa B cuay Hactoawero denepasbHOro 3akoHa, M MOATBEPNKAEHWE TOCYAAPCTBEHHOM
pernucTpauum JfieKapcTBEHHbIX NPEenapaToB A8 MEeAWULMHCKOTO MPUMEHEHUs, NpPeacTaBNeHHbIX Ha
3KCMepPTM3y IEKAaPCTBEHHbIX CPeACTB A0 AHA BCTYMEeHMsA B CWY HacTosiwero PenepasibHOro 3akoHa B
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Luenax nocneaytollero MoATBEPXKAEHUA WX TOCYyAapCTBEHHOW pernctpauuu, OCyLecTBAAKTCA Ha
OCHOBaHMW [OOKYMEHTOB M [aHHbIX, MNPeACTaBNAeHHbIX A0 AHA BCTYN/JEHUA B CWUYy HacTOALLEero
dPepepanbHOrO 3aKOHA, a TaKXKe 3asB/leHMA O MNOATBEPXKAEHUM TOCY[APCTBEHHOM perncTpaumm
NIeKapCTBEHHOrO npenapaTa, NPeACcTaBNEHHOro NPOU3BOAMTENEM JIEKAPCTBEHHbIX MPenapaTtoB WAn
YNO/THOMOY€EHHbIM UM INLLOM B COOTBETCTBMMU C HacToAwmum PeaepasibHbiM 3aKOHOM B YNO/IHOMOYEHHbI
denepanbHbli opraH wucnonHUTenbHol Bnactu Ao 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnathbl
rocyAapCcTBEHHOM NOLW/INHbI, NpeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinickon Peaepaumm o Hasnorax
n cbopax.

(yacTtb 3.2 B pea. denepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peleHna O BHECEeHMM MU3MEHEHUN B [AOKYMEHTbl, CcoAeprkalumecs B
PernmcTpauMoHHOM [OCbe Ha 3apernmcTpMpPOBAHHbLIA JIEKAPCTBEHHbIM MpenapaT Aas MeauLUMHCKOro
NPUMeEHeHNs M NpeacTaBNeHHble 40 AHS BCTYM/EHUA B cuUNy Hactoswero PeaepanbHOro 3akoHa, U
NPUHATUE PELUEeHMA O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAEpPrKalleeca B perncTpauMoHHOM A0Cbe
Ha 3apPEerucTPUpPOBaHHbLIM  NEKApPCTBEHHbIM npenapat A8  MeAMUMHCKOro  MNPUMEHEHUA U
npeacTaB/NeHHble Ha 3KCNepTM3Yy /IeKAPCTBEHHbIX CPEACTB A0 AHA BCTYMN/AEHMA B CUY HACTOALLEro
depnepanbHOro 3aKoHa, OCyLL,ECTBAKTCA HA OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBNeHHbIX 40 AHSA
BCTYNAEHUA B cuay HactoAwero deaepanbHOro 3aKoHa, a Tak¥Ke 3aAB/IeHUA O BHECEHUM U3MEHEHUN B
OOKYMEHTbI, coAepsKalimeca B PEerncTpauMoHHOM A0Cbe Ha 3aperncTPUPOBaHHbIN NEeKapPCTBEHHbI
npenapat Ana MeOMUMHCKOTO MNPUMEHEeHWs, NpeacTaBAeHHOro NPOU3BOAMTENEM JIEKAaPCTBEHHbIX
npenapaToB AW YNOJHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwmUM PegepasbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIV dpeaepanbHbli OpraH UCNONHUTENbHOM BhacTu Ao 1 mapta 2011 roaa, 6e3 TpeboBaHuA
YyNAaTbl FOCYAapCTBEHHOM NOLW/INHbBI, NPeayCMOTPEHHOMN 3aKoHOAAaTebCTBOM Poccuinckon ®epepaunm o
Ha/siorax n cbopax.

(yacTb 3.3 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelweHnit Ha npoBegeHue KANHMYECKUX WCCNef0BaHWM IeKAapCTBEHHbIX
npenapatos ANA MegULUHCKOro NpMMEHEeHUA NO 3aABMEHUAM, NOAAHHbIM A0 AHA BCTYNAEHUA B CUNY
HacToawero ®efepasbHOro 3aKOHA, a TaKXKe Mo 3aABAEHUAM, NOLAHHbIM NOCAE AHA BCTYMNEHUA B CUNY
HacToawero dPesepasbHOro 3aKOHa Ha OCHOBAHWUM SKCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYMNEHUA B CUY
HacToAawero denepanbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwum PepepanbHbim
32aKOHOM Ha OCHOBAHUM AOKYMEHTOB U AaHHbIX, NpeACTaBAEHHbIX N NOAYYEHHbIX A0 AHA BCTYNAeHuA
B cMNy HacToAwero ®enepasbHOrO 3aKOHA, a TaKKe Ha OCHOBAHWM KOMWUK NpeaBapuTeNbHOro A0roBopa
00653aTeNbHOro CTPAX0BaHUSA KMU3HU, 300P0BbA NALMEHTOB, YHACTBYIOLWMX B KIMHUYECKOM UCCef0BaHMM
JIeKapCTBEHHOrO npenapaTa A8 MeAULMHCKOro NPUMEHEHUA, UAN KONMUW AoroBopa ob6a3aTesbHOro
CTPAxOBaHMA  XM3HW, 340POBbA MAUMEHTOB, Y4YaCTBYIOLWMX B  KJAMHWYECKOM  WUCCAe[0BaHUMU
JIeKapCTBEHHOrO nNpenapaTta 41A MeAULMHCKOro NpUMeHeHus, Inbo npeacTaBleHHON Konun Aorosopa
06A3aTeNbHOr0 CTPAaXOBaHMA, 3aKJAIOYEHHOIO B COOTBETCTBUM C TMMOBLIMM MpPaBMIaMU 06A3aTeNbHOro
CTPaxoBaHMA, C YKasaHMeM npeaesibHOM YMCAEHHOCTU MAUMEHTOB, Y4YacTBYIOWMX B KJAMHUYECKOM
nccnefoBaHUM IeKapCTBEHHOTO NpenapaTta 418 MegULMHCKOro npumeHeHus, 6e3 TpeboBaHMA ynaaThbl
rocyAapcTBEHHOM NOLW/IMHbBI, NPEAYCMOTPEHHOM 3aKoHo4aTeNbcTBOM Poccuiickoin Pepepaumnm o Hanorax
n cbopax.

(yacTtb 3.4 B pea. deaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernctpmMpoBaHHble B WMHOCTPAHHOW BajloTe A0 AHA BCTYNAEHUS B CWU/Y HacTOALEro
depepanbHOro 3aKOHa npefesibHble  OTMNYCKHble  LEHbl WHOCTPAHHbIX Npou3BOAMTENEN  Ha
JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb M3HEHHO HEOBXOAMMBIX W BasKHEeMLuX
JIeKapCTBEHHbIX NpenapaTos, noanexaT nepecyety B pybau no Kypcy LleHTpanbHoro 6aHka Poccuiickom
depepaunn Ha aaTy, ycTaHoBeHHyo MpaButenbctBom Poccuiickolt depepauumn, 6e3 npeacrasieHms
3asB/IEHMA O nepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLMX U3MEHEHWUIM B rOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LleH NPoM3BoAUTE IEN HA IEKAPCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B MepeyYeHb
YKM3HEHHO HEOBXOAMMbIX U BaXKHEMLLINX NeKapCTBEHHbIX NpenapaTos.

(yacTb 3.5 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)
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3.6. 3apeructpuMpoBaHHble A0 AHA BCTYNJeHWAa B cuay HactoAwero PepepanbHOro 3aKoHa
npegenbHble OTNYCKHble LEHbl POCCUIACKUX MNPOU3BOAUTENEN Ha JIeKapCTBEHHble MpenapaTsbl,
BK/IIOYEHHblIE B MEpPeYeHb MKU3HEHHO HEeOoBXOAMMbIX M BaXKHEMLWMX NEeKAPCTBEHHbIX MPenapaTos,
nognexar mHpekcaumm ¢ 1 Hoabpa 2010 roga Mcxo4sa M3 MPOrHO3MPYEMOro YpPOBHA WHOAAUMUMK,
ycTaHoBneHHoro PeaepasibHbiM 3aKOHOM OT 2 aekabpsa 2009 roga N 308-93 "O depnepanbHOM blogxkeTe
Ha 2010 roa 1 Ha naaHoBbIM neprog 2011 1 2012 rogos" Ha 2011 roga.

(yacTb 3.6 BBegeHa depepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckaloTca NPomM3BOACTBO M BBO3 B Poccuiickyro @egepaumto
JIeKapCTBEHHbIX MPenapaToB B yNaKoBKax C MapKMPOBKOW, KOTopas bblna HaHeceHa A0 AHA BCTYN/IeHuUA
B cuay HactosAwero ®eaepasbHOro 3aKoHa. 10 UCTEUEHUM YKA3aHHOTO CPOKa AaHHble IEKAapPCTBEHHbIE
npenapaTbl MOTyT OTNYCKaTbCA, peasin30BblBaTbCA, NepeAaBaTbCa M NPUMEHATLCA 40 UCTEYEHUA NX CPOKa
rogHocCTu.

(8 pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-$3, o1 06.12.2011 N 409-3)

4. Co pgHAa BCTyn/ieHWa B cuny Hactoawero PepepanvHoro 3akoHa u no 30 anpens 2011 roaa
BKJIIOUMTE/IbHO AOMYyCKaeTCA NpoBeAeHMEe IKCNePTM3bl IEKAPCTBEHHbIX CPEACTB 9KCNepTamm SKCNEPTHOTO
YYpPEKOEHMA [0 NPOXOXKAEHUA MMM aTTecTauum B MOPAAKE, YCTAHOBJIEHHOM YMOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENILHON BAACTU.

5. Co gHA BCTyn/aeHusa B cuiy HacTtoswero ®enepanbHoro 3akoHa u no 31 gexkabpa 2013 roaa
BK/IIOUUTENIbHO OCYLLECTBAAETCA Nepexos K NPOou3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasuaamm OpraHM3aLmm NPOn3BOACTBA M KOHTPOJIA KayecTBa SIEKAPCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactm 1 crtatbm 45 Hactoawero deaepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexona
NPOM3BOACTBA /NEKAPCTBEHHbIX CPeACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMMU
TpeboBaHMAMMU AaHHbIX MPaBWJ/I, BK/IOYAA CPOKKN aTTeECTALMMN YNONHOMOYEHHbIX /INL, YKa3aHHbIX B YacTAX
6 n 7 ctatb 45 HactoAawero dPeaepanbHOro 3akoHa, ycTaHaBamBatoTca MpaBuTenbcTBOM Poccuiickoi
depepaunn.

6. /lnueHsnm Ha NPomn3BOACTBO NIEKAPCTBEHHbIX CPeACTB, BblaaHHble Ao 1 aHeaps 2014 roaa,
penicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUA CPOKA MX AEUCTBMA NPU YCNOBUM COOTBETCTBUA
nueH3naTa npasuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPOIA KavyecTBa JIEKAPCTBEHHbIX CpeacTs,
YKa3aHHbIM B Yacth 1 ctatbk 45 HacToAwero PenepanbHOro 3akoHa.

7. ®opmupoBaHMe TFOCYAAPCTBEHHOrO 3aaHWA Ha NPOBeAEHWE 3KCMepTU3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyAapCTBEHHOMY GHOAKETHOMY YyUYpeXKAEHUIO MO MPOBEAEHUIO SKCNEepPTU3bl
NIeKapCTBEHHbIX CpeacTB U duHaHcoBoe obecnevyeHne BbINOJHEHWA 3TOrO 3aJaHWA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom ®egepanbHbim 3aKkoHOM oT 12 sHBapa 1996 roga N 7-3 "O HeKoMmepyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

MNpe3snaeHt
Poccuiickoin Pepgepaumn
O.MEOBELEB
Mocksa, Kpemnb

12 anpena 2010 roaa

N 61-d3
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