JokymeHT npepoctasneH KoHcynbTaHTINIOC

12 anpensa 2010 roga N 61-®3

POCCUNCKAA ®EOEPALIUA
®EAEPAJIbHbINA 3AKOH
OBb OBPALLUEHUU NEKAPCTBEHHbIX CPEACTB

MpuHaT
"ocypapcTBeHHoun [lymon
24 mapTta 2010 roga

OpobpeH
Cosetom denepaumm
31 mapTta 2010 roga

CnMcoK N3MeHSILWNX JOKYMEHTOB
(B peq. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-93, o1 25.12.2012 N 262-93, ot 02.07.2013 N 185-03,
oT 25.11.2013 N 317-93, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-03,
oT 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 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 241-3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-d3,
ot 03.07.2016 N 350-93, o1 29.07.2017 N 242-03, o1 29.07.2017 N 278-93,
oT 28.12.2017 N 425-93 (peq. 27.12.2019), ot 04.06.2018 N 140-93,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-®3, o1 02.08.2019 N 297-®3, o1 27.12.2019 N 462-03,
oT 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-D3,
0T 26.03.2020 N 67-93, ot 01.04.2020 N 98-93, ot 03.04.2020 N 105-93,
oT 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, o1 22.12.2020 N 444-03,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-03, o1 26.03.2022 N 64-$3,
oT 14.07.2022 N 311-93)

nasa 1. OBLLWME NMNONOXEHUA
Crtatbs 1. lpeameT perynupoBaHus HacTosiwero denepanbHOro 3akoHa

1. HacTtoswmi ®egepanbHbI 3aKOH perynnpyeT OTHOLLEHWS, BO3HUKAOLLME B CBSA3M € obpalleHnem
- pa3paboTKoW, AOKNMHUYECKUMWU WCCNEenOBaHUSAMMU, KIMHUYECKUMU WCCRegoBaHUsMU, JKCNEepTU3OW,
rocygapCTBeHHON peructpaumen, co CTaHgapTusauMen M C KOHTPONeM KadvecTBa, NPOM3BOACTBOM,
N3roToBMEHNEM, XpaHeHnem, nepeBo3kon, BBO30oM B Poccuinckyio ®egepauuio, BbiIBO30M 13 Poccuickon
degepaummn, peknamon, OTNYCKOM, peanu3auven, nepegadven, MnpUMEHEHMEM, YHUYTOXEHMEM
nekapcTBeHHbIX CPeCTB.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactoswmn ®egepanbHbI 3aKOH YCTaHaBMBAaET NPMOPUTET rOCyAapCTBEHHOMO PErynmpoBaHuns
BesonacHocTn, kayecTBa U 3PMEKTMBHOCTN NIEKAPCTBEHHbBIX CPEACTB MPU NX obpaLleHun.
(B peqn. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Cdepa npumeHeHnA HacToswero PegepanbHOro 3akoHa

HacTtosiwmn ®epepanbHblii 3aKOH MPUMEHSIETCA K OTHOLLUEHWUSIM, BO3HUKAOLWMM Mpu obpalleHun
neKkapcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon degepaumm.

CraTtbs 3. 3akoHogaTenbCcTBO 00 OOpalleHUM NeKapCTBEHHbIX CPEACTB
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1. 3akoHopaTtenbctBO 06 o0OpaleHnn nekapCTBEHHbIX CPeacTB COCTOUT U3  HACTOSALWEero
dPepepanbHOro 3akoHa, Apyrux denepanbHbiX 3aKOHOB M MHbIX HOPMaTMBHbLIX MPAaBOBLIX aKTOB
Poccuiickon ®epepauuun.

1.1. BakoHogaTenbcTBO 06 O6paLLEeHNN NEKAPCTBEHHbBIX CPEACTB B OTHOLLEHUWN IOPUANYECKUX NUL, U
MHOMBMUAOYanbHbIX npeanpvHMMarenen, OCYLLECTBMAWMX  OeATEeNIbHOCTb Ha  TeppuTOpuU
MEXAyHapOAHOro MeOMLMHCKOro Krnactepa, NpPUMEHSIETCS C Yy4eTOM OCOOEHHOCTEN, YCTaHOBJIEHHbIX
depepanbHbiM  3akoHOM "O  MeXayHapoOAHOM MEOUUMWHCKOM KrnacTepe UM BHECEHUW W3MEHEHUN B
OTAenbHble 3akoHoAaTenNbHble akTbl Poccuiickon ®enepaunn'.

(vacTb 1.1 BBegeHa degepaneHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. OevicTBue HacTosiero PenepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHne HapKoTUYEeCKUX
NeKapCTBEHHbIX CPeACTB W MCUMXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTBE C  Y4eToM O0COBEeHHOCTEN,
YCTaHOBIEHHbIX  3aKkoHopaTenbCcTBOM Poccuiickon denepaumm 0  HapKOTUYECKMX — CpencTBax,
MCMXOTPOMHbIX BELLECTBaX U 06 UX NpeKypcopax.

3. [Oenctene Hactosiwero ®depnepanbHOro 3akoHa pacnpocTpaHsieTcss Ha  obpalleHue
paguodapmaLeBTUYECKNX NEKapCTBEHHbIX CpeacTB C  y4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX
3akoHogaTtenbcTBoM Poccuickon deanepaumm B obnactm obecneveHns pagmaumoHHon 6e30nacHOCTy.

4. Ecnn mexgyHapogHbiM gorosopom Poccunckon degepaumm yCTaHOBIEHbI UHbIE NpaBuia, YeMm
Te, KOTOpble nNpeaycMOTpeHbl HacToAwmM ®degepanbHbiM - 3aKOHOM, MPUMEHSTCA  MNpaBuna
MeXOyHapO4HOro Aorosopa.

4.1. PeweHna MeXrocygapCTBEHHbIX OpraHoB, TMPUHATbIE Ha OCHOBAHMU  MOSOXEHWN
MeXxayHapoaHblx goroBopoB Poccuiickon ®Pepepauum B UX  UCTONKOBaHUKW, MNpOTMBOpevallemM
KoHcTuTyumm Poccunckon depepaunn, He nognexar ucnonHeHuto B Poccuickon depepaunn. Takoe
npoTMBOpeYME MOXET ObiTb YCTAHOBIIEHO B NOpsiAke, onpeaeneHHoM doenepanbHbiM KOHCTUTYLIMOHHBLIM
3aKOHOM.

(4acTb 4.1 BBegeHa dPepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuickon ®degepauum B COOTBETCTBUM C MeXAyHapodHbIMW porosopamu Poccuiickon
degepaumm u (MnM) Ha OCHOBE MpUHUMNA B3aUMHOCTUM MNPU3HAIOTCH pesynbTaTbl  KIMHUYECKUX
uccrnegoBaHUn  NekapcTBEHHbIX MNpenapaToB AN MEAMUUHCKOrO MNPYMEHEHWsi, NPOoBeAeHHbIX 3a
npegenamu Tepputopun Poccuinckon degepaumn.

Crtatbs 4. OCHOBHbIE NMOHATUSA, UCNONb3yeMble B HacTosiweM PenepanbHOM 3aKOHe

[nsa uenen HacTosiwero d>ep,epaanoro 3akKOHa UCMNOoJb3yTCA crieayrumne OCHOBHbIE NMOHATUA:

1) NnekapcTBEHHbIE CPECTBa - BELLECTBA UMM UX KOMOUHAaLMK, BCTyNatoLLMe B KOHTAKT C OpraHM3Mom
YyernoBeKka WM XWBOTHOIMO, MPOHUKAKOLME B OpraHbl, TKAHW OpraHM3aMa YerioBeka MWIN >XMBOTHOTO,
npumeHsieMble Ans NPOoUNaKTUKK, AMArHOCTUKMA (32 UCKIIOYEHMEM BELLECTB MNN MX KOMOWHALMA, He
KOHTaKTMPYIOLLMX C OPraHU3MOM YernoBeKa UK XMBOTHOIO), NeyYeHns 3abonesaHus, peabunutauum, ans
COXpaHeHusi, NPefoTBpaLLEHUs N NpepbiBaHUA 6EPEMEHHOCTU U NOMYyYeHHbIE U3 KPOBU, NNa3mbl KPOBMU,
13 OpraHoB, TKaHew opraHnama 4YernoBeka UMM XXMBOTHOIO, pacTEHUIA, MUHEPAIIOB METOAAMU CUHTE3a UnK
C npuMeHeHueMm Guonorndyeckmx — TexHomnorvi. K nekapcTBeHHbIM  CpeAcTBaM  OTHOCATCS
hapmaueBTUYeCKkre cybcTaHUMM 1 NekapCTBEHHbIE Npenaparsl;

2) chapmaueBTUyeckas cybCcTaHUMs - NekapCTBEHHOE CPeACTBO B BMAE OAHOMO UNU HECKOMbKUX
obnagarowmx hapmMakonormyeckor akTMBHOCTBIO ENCTBYIOLLNX BELLECTB BHE 3aBMCMMOCTM OT NpuUpoabl
NPOUNCXOXAEHUS, KOTOpoe npedHasHadeHo Ansd MpouM3BOACTBA, W3rOTOBMNEHUS NEKAPCTBEHHbIX
npenapaToB 1 onpegensieT nx aeKTUBHOCTb;

(n. 2 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) BcnomoraTenbHble BELLECTBA - BELLECTBA HEOPraHUYECKOro UM OPraHMYeCcKoro NPONCXOXAEHMS,
ncnonb3yemble B Npouecce Npon3BOACTBa, U3roTOBMEHUS NIeKapCTBEHHbIX NpenapaToB AN NpyaaHna nv
HeobxoaMMbIX PU3NKO-XUMUYECKMNX CBOWCTB;

4) nekapcTBeHHble npenapaTtbl - JeKapCTBEHHble CpeacTBa B BUAE JEKAPCTBEHHbLIX hopM,
npuMeHsieMble [ONs  MNPOMUMAKTUKM, OMArHOCTUKWU, JedYeHus 3abonesaHusl, peabunurauuu, Ans
CoXpaHeHusi, NpedoTBpaLleHUs UK NpepbiBaHWs GepeMeHHOCTY;

5) nekapcteeHHas dhopma - COCTOsiHME NeKapCTBEHHOro npenaparta, COOTBEeTCTBYoLLee crocobam
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€ro BBeAEeHNs 1 NpMMeHeHns n obecnevmBatroLlee 4OCTKeHNe Heobxoanmoro nevyedbHoro achdekTa;

5.1) [o3upoBKa - CoAepKaHNe OOHOMO UM HECKOSbKMX AENCTBYIOLMX BELLECTB B KONTIMYECTBEHHOM
BbIP@XXEHUN Ha eAMHWLY [03bl, WU eauHuly obbema, WnM eguHULy Maccbl B COOTBETCTBUM C
nekapcTBeHHOW opMoi nnbGo Ans  HEeKOTOpbIX BWAOB  JIEKAPCTBEHHBLIX HOPM  KONUYECTBO
BbICBOOOXXAAEMOrO M3 NIeKapCTBEHHOWN (hOPMbl AENCTBYIOLLENO BELLECTBA 38 EANHULLYY BPEMEHM;

(n. 5.1 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyveHb XN3HEHHO HEOOXOAMMBIX U BaXXKHEWLLMX NEKapCTBEHHbIX NPenapaToB - yTBEPXXAaeMbli
MpaButenscteoM Poccunckon denepauum nepeyeHb NeKkapCTBEHHbIX NpenapatoB Ans MeAUUMHCKOro
npuMmeHeHusi, obecneynBatoLMx NPMOPUTETHBIE NOTPEOHOCTU 34paBOOXPaHEHMS B LiensiX NpounakTukm
1 nedeHus 3abonesaHun, B TOM 4ucrne npeobnagawolimx B CTpykType 3abonesaemoctn B Poccuiickon
denepaumu;

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

6.1) opchbaHHble nekapCTBEHHblE MNpenapaTbl - NeKapCTBEHHble MnpenapaTbl, NpeAHasHadYeHHble
WCKINIOYNTENBbHO ANsi ANArHOCTMKU WM NAaTOreHEeTMYECKOro feyYeHus (nedveHusl, HanpaBfeHHoOro Ha
MexaHu3M pa3BuTus 3abonesaHns) peakux (opdaHHbIX) 3aboneBaHui;

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

6.2) GuonormyeckMe nekapcTBEeHHble MpenapaTbl - NekapCcTBEeHHble npenapaTtbl, OeWCTByloLLee
BELLEeCTBO KOTOPbIX NPOM3BEAEHO WU BblAeNeHO M3 BGMONOrMyYeckoro MCTOYHWKA U AN onpegeneHus
CBOWCTB M KayecTBa KOTOpbIX Heobxoamma kombuHaumns 61onormyecknx nu unsnKo-XMMmMYecknx MeToaos.
K 6uonormyeckum nekapCcTBEHHbIM Mpenaparam OTHOCATCA WUMMYHOBMOMOrM4eckne nekapcTBEeHHbIE
npenaparbl, IekapCTBEHHbIE NpenapaTthbl, NoMyYeHHbIE U3 KPOBW, NMa3Mbl KPOBW HYErOBEKa U XKMBOTHbIX (3a
UCKIMIOYEHMEM LieMNbHOW KPOBW), BMOTEXHONOrMYECcKNe nekapcTBEeHHbIE Npenaparbl, FreHoTepaneBTuyYeckme
nekapcTBeHHble npenaparbl;

(n. 6.2 BBegeH PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

7) vMMyHOOMONnorMyeckMe rnekapCcTBeHHble npenapaTtbl - JfleKapCTBEHHble  npenaparhbl,
npegHasHaveHHble Ans QOPMMPOBAHUSA aKTUBHOMO WM MacCMBHOTO UMMYyHWTETa N0 AMarHOCTUKM
HaNMuns  MMMyHWTETa  WAM  OMArHOCTMKM  Cleunduyeckoro  npuobpeTeHHOro  M3MeHeHus
WMMYHOIOMMYECKOro OTBETa Ha anneprusmpylowme sewecrtsa. K uMMyHOBMONOrM4ecknm nekapCTBeHHbIM
npenapaTtam OTHOCATCH BaKUUHbI, aHaTOKCUHbI, TOKCWHbI, CbIBOPOTKM, UMMYHOTNOBYNMHBI U annepreHsbl;
(n. 7 B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) BrioTexHonorm4eckme nekapcTBeHHbIe Npenaparsl - IeKapCTBEHHbIe Npenaparbl, TPON3BOACTBO
KOTOpPbIX OCYLLECTBSETCH C NCNOMb30BaHNEM OMOTEXHOMOIMYECKNX NpoLeccoB U MeTodoB (B TOM uncne
OHK-pekoMOMHaHTHOM TEXHOMNOrMKn, TEXHOMOrMN KOHTPONMPYEMOW 9KCMPEeCcCUM FEeHOB, KOAUPYHOLLMX
buonornyeckn akTMBHble Oenkum B MpoOKapMoTax W 3yKapuoTax, BKMYAs W3MEHEHHblEe KIEeTKM
MrekonuTawLmx), rmbpmMaoMHOro MeToda U MeToda MOHOKMOHAIbHbLIX aHTUTe;

(n. 7.1 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

7.2) reHOTepaneBTUYECKME fleKapCTBEHHble nMpenapaTtbl - JIEKApCTBEHHbIE MpenapaTsl,
hapmaLeBTMHECKasd CyOCTaHUMSI KOTOPbIX SBMAAETCS PEKOMOWHAHTHOW HYKNEMHOBOW KUCIOTOW WIK
BKMoYaeT B cebA  pekoMOWHaHTHYH  HYKIEMHOBYIO  KMCMOTY, MO3BONSAKLIYI0  OCYLIECTBNATb
perynupoBaHue, penapauuio, 3aMeHy, JobaBneHne unu yaaneHve reHeTM4ecKon nocneaoBaTenbHOCTY;
(n. 7.2 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTuuyeckue nekapCcTBEHHbIE CPeACTBA - NTEKApPCTBEHHbIE NpenapaTbl U dapMaLeBTUYEeCKue
cybcTaHuuK, cogepXallme HapkoTU4eCckme CpeacTea U BKINOYEHHbIE B [lepeyeHb HapKoTUYECKUX CPeacTs,
NCUXOTPOMHbLIX BELLECTB U WX MPEKypcopoB, MoAnexawimx KoHTpont B Poccuiickon ®epepauun, B
COOTBETCTBMM C 3akoHopaTenbcTBOM Poccuiickon ®Pepepaumu, MexayHapoOHbIMM — OOroBOpamMu
Poccuinckon denepaumm, B ToM vncne EQMHON KOHBEHLMEN O HApKOTMYecknx cpeacteax 1961 roaa;

9) NCUXOTPOMHbLIE NeKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE NMpenapaTbl U hapmaleBTUYECKNE
cybcTaHuuK, cogepXallme NCMxoTporHble BELLECTBA U BKITHOUYEHHbIE B [lepeyeHb HapKOTUYECKNX CPeacTB,
NMCUXOTPOMHBLIX BELLECTB M UX MPEKYPCOPOB, MOANexawmx KoHTpont B Poccunckon depepauuu, B
COOTBETCTBMM C 3akoHogaTenbCcTBoM Poccunckon ®degepaumn, MexgyHapogHbIMU — OOTOBOpaMuU
Poccuiickon ®epepauun, B ToM Yncrie KoHBeHUMER 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

10) pagnodapmaLeBTUYECKME FeKapCTBEHHble CPEeACTBa - JlekapCTBEeHHble CpeacTBa, KoTopble
cogepxaTt B roToBOW AN MCMNOMb3oBaHWa hopMe OAUH PaAMOHYKNUA UMW HECKOMbKO pPagvOHYKIMOOoB
(pagnoakTUBHBIX N30TOMOB);
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10.1) opurnHanbHbI NEKapCTBEHHbIN Npenapar - NekapCTBeHHbIM npenapar ¢ HOBbIM ENCTBYIOLLNM
BELLECTBOM, KOTOpPbIN nepBbiM 3apernctpupoBaH B Poccuiickon ®epepauum mnu B MHOCTPAHHbIX
rocyaapCTBax Ha OCHOBaHWM pe3ynbTaToOB AOKMUHUYECKMX WCCNEeAOBaHUN NeKapCTBEHHbIX CPeacTB U
KIMUHNYECKUX WUCCNEeAOBaHUM NekapCTBEHHbIX MpenapaTtoB, MOATBEPXOAOWMX €ero  KadecTso,
appekTMBHOCTL M 6e30MacHOCTb;

(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

11) pedbepeHTHbIN NekapCTBEHHbIN NpenapaT - NekapCTBEHHbIM npenapar, KOTOpPbIN UCNONb3yeTcs
Ans oLeHKM BMO3KBMBANEHTHOCTM UM TepaneBTUYECKOM 3KBUBANEHTHOCTU, kKadecTBa, 3pEKTMBHOCTU 1
©e3onacHOCTU BOCMPOM3BEOEHHOrO NEeKapcTBEHHOro npenaparta unu 6uoaHanorosoro (6uonogobHoro)
nekapcTBeHHoro npenaparta (buoaHanora). B kayectBe petepeHTHOro nekapcTBEHHOro npenapaTa Ans
MEOWLMHCKOrO NPUMEHEHUA UCNONb3yeTCA OpUrMHarnbHbIM NEeKapCTBEHHbIN npenapat nmnbo, ecnu
OpUrMHanbHbLIN NEeKapcTBEHHbIM MpenapaT He 3aperucTpupoBaH WM He HaxoguTca B obopoTe B
Poccuiickon ®enepauum n He HaxXoaMTCs B 060pOTE B MHOCTPaHHbIX FOCygapcTBax, BOCNPOU3BEAEHHbIN
NeKapcTBEHHbI Npenapar unn 6uoaHanoroBbin (61onogoOHbIN) NekapCcTBEHHbIM Npenapar (ouoaHarnor),
KOTOPbI MepBbIM 3aperucTpupoBaH M3 4yucna Haxogswwmxcs B obopote B Poccuiickon depepaunn,
OMO9KBMBANEHTHOCTb UM TepaneBTMYecKas 9SKBMBANIEHTHOCTb, Ka4vecTBO, 39PMEKTMBHOCTbL MU
©e3onacHOCTb KOTOPOro OLEHMBANNCh MO OTHOLLIEHUIO K OPUrMHANbHOMY JIEKapCTBEHHOMY Mpenapary, a
Takke KayecTBO, 3(pdPeKTMBHOCTL U 6e30mMacHOCTb KOTOPOro MOATBEpPXAAalTCcA pesynbTaTamu
dhapmakoHaz30pa M NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HaXOASALUMXCHA B rpaXgaHCKOM
obopoTe, ycTaHOBMEHHbIM TpeboBaHWsaM K ux kavecTBy. B kayecTBe pedepeHTHOro nexkapcTtBeHHOro
npenapata Ans BETEPUHAPHOrO MPUMEHEHMSI UCMNOMb3YeTCs JIeKapCTBEHHbI npenapaTt  Ans
BETEPMHAPHOrO MNPUMEHEHUsI, 3aperucTpupoBaHHbli B Poccuiickor depepauum Ha OCHOBaHUM
pes3ynbTaTtoB OOKMUHUYECKUX WCCNEeOOBaHMMA NEKApCTBEHHbIX CPEACTB W KIMMHUYECKUX UccrneaoBaHun
neKkapcTBEHHbIX NpenapaToB, NOATBEPKAAOLLMX €ro Ka4yecTBo, 3EKTUBHOCTbL 1 6E30NaCHOCTb;
(n. 11 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpom3BeAeHHbIN NekapCTBEHHbIN Npenapar - NekapCTBEHHbIN npenapart A58 MeguuUMHCKOro
NPUMEHEHNS, KOTOPbI WUMEET  3KBUBANEHTHbIN  pedepeHTHOMY fekapCTBEHHOMY npenapaTty
KayeCTBEHHbIN COCTaB W KOMWYECTBEHHbIN COCTaB [OEWCTBYIOLWMX BELWECTB B 9KBUMBaNeHTHON
nekapcTBeHHON opme, nMbo nekapcTBEHHbIM npenapaT ANs BeTEePUMHAPHOro MPUMEHEHUS, KOTOPbIV
UMeeT Takme Xe, 4YTO K pedepeHTHbIN NEeKapCTBEHHbIM MpenapaT, KavyeCTBEHHbIM COCTaB MU
KONMNYECTBEHHbIA COCTaB  [OEWCTBYIOLLUMX BeEWeCTB B TaKOW e nekapCTBeHHoM chopme,
OMO9KBMBANEHTHOCTb MMM TepaneBTUYecKass 9KBMBANEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY fekapCTBEHHOMY npenapaTty NoATBepXK4eHa COOTBETCTBYOLMMU UCCNEA0BAHNAMY;

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

12.1) TepaneBTMYECKas 3KBUBANEHTHOCTb NIEKAPCTBEHHbIX NPENapaToB - AOCTMKEHNE KMMHUYECKN
COMOCTaBUMbIX TepaneBTUYeckoro adpdekta u nokasaTtenen apdekTmBHocTM M Be3onacHoCcTM npwm
NPMMEHEHUN NEKapCTBEHHbIX MpenapaToB ANd  MEAMUUHCKOrO MNPUMEHEHUs, WMELWUX OAHO
MeXOyHapO4HOe HenaTeHTOBaHHOe (MMM XUMWYEcKoe, WMnWM rpynnUPOBOYHOE) HauMMEHOBaHue, B
SKBMBANEHTHbIX JO3MPOBKax MO OAHMM M TEM Xe NOoKa3aHWsAM K NPUMEHEHMIO 1 NPy OQUHaKoBOM crnocobe
BBEAEHMWS Y O4HON U TOW Xe rpynnbl 60NbHbIX;

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

12.2) 6uoaHanorosbii (bronogobHbIN) nekapcTBeHHbIV npenapat (buoaHanor) - Guonoruyeckui
nekapCTBEHHbIN npenapart, CXOXWW No napameTpam kadectBa, 3deKTMBHOCTM M Be3onacHoCcTn C
pedepeHTHbIM B1ONorMyecknM NekapcTBEHHbIM NpenapaTtoM B TaKOM Xe fekapCTBEHHOW dopme K
MMELLNA MOAEHTUYHbIA cnocob BBeAEHUS
(n. 12.2 BBegeH PepepanbHbiM 3aKOoHOM OT 22.12.2014 N 429-93)

12.3) B3anmo3amMeHseMbli NieKapCTBEHHbIN NpenapaT - nekapCTBEHHbIN npenapart ¢ AoKa3aHHOMW
TepaneBTUYECKON SKBMBANEHTHOCTbIO UMM OUO3KBUBANEHTHOCTbD B OTHOLIEHMU pedepeHTHOoro
nekapCTBEHHOro npenapaTa, UMEKLINA 3KBUBAIEHTHbIE EMY KA4YeCTBEHHbLIN COCTaB M KONMMYECTBEHHbIN
COCTaB AEeWCTBYIOLLMX BELLEeCTB, COCTaB BCMOMOraTerbHbIX BELLECTB, JIEKAPCTBEHHYO (opMy M cnocob
BBEAEHMS;

(n. 12.3 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

124) OMO3KBMBANEHTHOCTb JIeKapCTBEHHbIX npenapatoB - OOCTUXEeHWe  COoMnocTaBUMbIX
nokasartenen CKOPOCTU BCacCbliBaHUA, CTENEHU NMOCTYNnNeHna K MecCTy DEencTBms u CKOPOCTW BbiBeJeHus
OLHOro NN HEeCKonbKMX obnagaroLmx (bapmakonorwquKon aKTUBHOCTbIO ,D,eVICTByIOU.lMX BeLlecTB npu
NPpUMEHEHNN JNeKapCTBEHHbIX npenapatoB And MeauUNHCKOro npuMeHeHuda, wumewwmx oAHOo
MexayHapogHoe HenaTteHToBaHHOe (I/IJ'II/I XUMUn4eckoe, unm rpynnMpOBquoe) HanmveHoBaHue, B
OKBMBANEHTHbIX 4O03UPOBKax 1 npu oaAnHaKoBoOM crnocobe BBeAEHMS;
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(n. 12.4 BBegeH ®enepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-03)

13) nekapcTBEHHOE PaCTUTENIbHOE Chipbe - CBEXWE WU BbICYLUEHHbIE pacTeHusi NMbo KX YacTu,
ucnonb3yemble AN NMPOM3BOACTBA JI€KAPCTBEHHbIX CPEACTB OpraHM3auusMn - MPOU3BOAUTENSMU
NeKapCTBEHHbIX CPEACTB WM U3rOTOBJIEHUS] NIEKAPCTBEHHbLIX MpenapaToB anTeYHbIMK OpraHM3auusMu,
BETEPVHapHbIMM anTeYHbIMU OpraHusauvsiMu, UHOUBUAYaANbHbIMW NpeanpUHUMaTEN MU, UMEIOLLMMUN
NMUEH3MI0 Ha hapMaLeBTUYECKYIO OeATENbHOCTb;

14) nekapcTBEHHbIN pacTUTENbHbIN NpenapaTt - NeKapCTBEHHbIA npenapar, NPOU3BEAEHHbIA UK
W3roTOBIEHHbIN N3 OAHOrO BUAA NEKapCTBEHHOMO0 PaCTUTENBHOMO ChiPbSl MMM HECKOIbKUX BMAOB TaKOro
Cbipbsl M peanu3yeMblii B pacacoBaHHOM Buae BO BTOPUYHON (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTuyecknii NekapCTBEHHbIN Npenapar - NekapCTBEHHbIN NpenapaT, NPOM3BEAEHHbIN UK
N3roTOBMEHHbIN N3 hapMaLeBTUYECKON CyOCTaHUMM nnm doapmaLeBTUYECKMX CyOCTaHLMIA B COOTBETCTBUM
¢ TpeboBaHuAMUN 0OLMX hbapMakonenHbIX CTaTel K romeonaTuyecknm nekapcTBeHHbIM nNpenaparam unu
B COOTBETCTBMM C TpeboBaHuaAMW apmakonenm CcTpaHbl MPOU3BOAUTENS TaKOro feKapCTBEHHOro
npenapara;

(n. 15 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

16) MexxayHapodHOe HenaTeHTOBaHHOE HaMMEHOBaHWE NeKapCTBEHHOMO CpecTBa - HaMMeHOBaHNe
OENCTBYIOLLEro  BellecTBa (apmaleBTMyecko  cybcTtaHuun, pekomeHdoBaHHoe  BceMupHoi
opraHusauuen 3apaBooXpaHeHus:;

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

17) TOproBoe HaUMEHOBaHME JlIeKapCTBEHHONO CpPeAcTBa - HaMMEHOBaHME NeKapCTBEHHOrO
cpencTtea, MNPUCBOEHHOE €ero paspaboTyvMkoMm, [OepxaTernem WnvM BrafenbLeM perncTpaLuoHHOro
YIOOCTOBEPEHUS NTeKapCTBEHHOrO Npenapara;

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

17.1) rpynnMpoBOYHOE HaUMEHOBaHWE MNeKapCTBEHHOrO Mnpenapata - HavMMeHOBaHue
nekapCTBEHHOro npenaparta, He MMEKLEero MexayHapoaHOro HenaTeHTOBaHHOMO HauMEHOBaHWS, WUMu
KOMOVHaLUMy NekapCcTBEHHbIX MpenapaTos, UCMOMb3yeMoe B Liensix 00 beanHEHNs NX B rpynny Nog eauHbIM
HaVMeHOBaHMeM Ncxoast M3 OAMHAKOBOro COCTaBa AENCTBYIOLLUMX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18) obwas papmakoneriHasa cTatbsl - AOKYMEHT, YTBEPXKAEHHbIW YNONMHOMOYEHHbIM dheaepanbHbIM
OpraHoM WCMOSTHUTENbHOW BMAcTWU M COAEpXallui nepeyeHb nokasaTtenen kadectsa M (MNu) MeTodoB
KOHTPOMNSA KayecTBa KOHKPETHOW IeKapCTBEHHOW (OOPMbI, JIEKAPCTBEHHOIO PACTUTENBHOIO ChipbS,
onucaHus BUonornveckmx, BUOXMMUYECKMX, MUKPOBUONOrNMYecknx, UINKO-XMMUYECKMX, (PU3UYECKNUX,
XUMWYECKMX W ApYruxX MeToOOB aHanm3a JieKapCTBEHHOro CcpeacTBa, a Takke TpeboBaHus K
ucnomnb3yembliM B LEenaxX MNpOBeAeHWa [aHHOro aHanu3a peakTMBaM, TUTPOBaAHHbIM pacTBOpaM,
MHOVKaTopam;

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

19) dhapmakonenHasa ctaTbs - AOKYMEHT, YTBEPXAEHHbIN YNONMHOMOYEHHbIM heaeparnbHbIM OpraHom
WCMNOMHMTENBHOW BNAcTW 1 COAEPXALLMIA NepeYyeHb NokasaTenemn kayecTsa M METOAOB KOHTPOJISA KayecTBa
nekapCTBEHHOro CPeAcTBa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

19.1) ctaHgapTHble 06pa3ubl - BewecTBa, MOCPEACTBOM CPaBHEHMWS C KOTOPbIMU OCYLLLECTBMASETCA
KOHTPONb KayecTBa McCCregyeMblX JleKapCTBEHHbIX CpeACTB C MOMOLWbBI0  (PU3MKO-XUMUYECKUX U
Buonornyecknx MeToaoB B LieNsAX NOATBEPKAEHNSA COOTBETCTBUSA NEKApCTBEHHbIX CPEACTB TpeboBaHNAM
HOpPMaTMBHOW OOKYMEHTauWKW, YCTaHOBMIEHHbIM NPW OCYLLECTBNEHUN rOCyAapCTBEHHOW perncrpaumm, u
KOTOpble MPUMEHATCA AN KanubpoBKM CTaHOAPTHbIX 06pasLoB MPOM3BOAUTENS NEKApCTBEHHbIX
CcpencTB, NCMOMb3yeMblX AN KOHTPOJIS Ka4ecTBa U MHbIX Lener npn obpalleHmn nekapCTBEHHbIX CPeCTB;
(n. 19.1 BBegeH PepepanbHbiM 3aKOoHOM OT 22.12.2014 N 429-93)

19.2) hapmakonewHbI CcTaHOapTHbLIM obpasel, - cTaHOapTHbIM obpasel, MpPOM3BEAEHHbIN B
COOTBETCTBUKN C hapMaKoNenHON CTaTbEN;
(n. 19.2 BBegeH ®enepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-03)

20) HopmaTvBHasi [HOOKYMEHTauusi - [OKYMEHT, coepXxawuii nepeyeHb orpedensiembix Mo
pesyrnbTaTaM COOTBETCTBYIOLUMX 3KCMEpTVU3 MokasaTenen kavyecTBa JIeKapCTBEHHOrO CpeacTeBa Ans
MELMLMHCKOro NPUMEHEHUSI, METOA0B KOHTPOSS €ro KaYecTBa W YCTaHOBIEHHBI €ro MPOV3BOAUTENEM;
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21) HOpMaTUBHbIN AOKYMEHT - JOKYMEHT, COAepXallumi nepedeHb onpeaensemMsix No pesynstatam
COOTBETCTBYIOLLMX 3KCMEepTM3 MokasaTenem kadectBa W (UNM) MeETOAOB KOHTPONsA KadecTBa
neKkapcTBEHHOW (OpPMbI, OnuUcaHUss BMONOrMyeckux, BGUOXMMUYECKNX, MUKPOOMONOrMYECcKnX, U3NKO-
XUMUYECKUX, (DUBNYECKMX, XUMWUYECKUX W OpYrMx METOAOB aHanusa fekapCTBeHHbIX cpeacTB Ans
BETEPMHAPHOro NpuMeHeHus, TpeboBaHMsA K UCNONb3yeMbiM B LEnNsX NpoBeAeHUs AaHHOro aHanvsa
peakTMBaMm, TUTPOBAHHLIM pacTBOpaM, MHAMKATOPaM U YCTaHOBIEHHbLI €ro NpoM3BOAUTENEM;

21.1) oBWnA TEXHWYECKUN OOKYMEHT - KOMMNEKT AOKYMEHTOB W MaTepuarnoB, COCTOSALMA W3
HECKONMbKMX  pasgenoB -  OOKYMEHTauuMuM  agMUHUCTPaTUBHOIO  XapakTtepa,  XUMWYECKOW,
dapmaueBTyeCcKOn ©  BMoNornyeckom AOKymMeHTauun, apmMakonormieckom, TOKCUKOMNMOrMYeCcKomn
AOKYMEHTauuKn, KNMHWYECKON [OKyMEeHTauum W npeacTaBnsemMbli OOHOBPEMEHHO C 3asBIieHWEM O
rocygapCTBEHHOMN perncTpaumm nekapcTBeHHOro npenaparta 4ns MeamuMHCKOro npumeHeHuns B oopmare,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM befepanbHbIM OpraHOM UCMONHUTENBLHON BNacTy;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

22) Ka4yecTBO JieKapCTBEHHOro CPeACTBa - COOTBETCTBUE NEKapCTBEHHOIO cpeacTBa TpeboBaHusM
dhapmakoneiHoi cTaTbh NGO B Criyyae ee OTCYTCTBUS HOPMATUBHOWM JOKYMEHTaLMW UM HOPMAaTUBHOTO
[OKYMEHTA;

23) ©es3onacHocTb JNIEKapCTBEHHOIo cpeacrtBa - XapaKTepuCTtuka JieKapCTBEHHOIo cpeacTea,
OCHOBaHHasA Ha CpaBHUTEJIbHOM aHalnn3e ero Sd)(*)eKTVIBHOCTI/I N pUCKa npn4nHeHuna spena 3aopoBbio;

24) apPeKTMBHOCTb NEKapPCTBEHHOro npenaparta - XapaKTepucTuka CTerneHn MNONOXWUTENbHOro
BMUAHWS FNEKapCTBEHHOIO mMpenapaTa Ha TedeHue, MpoJOoIKUTENbHOCTL 3aboneBaHus wnuM  ero
npegoTBpalleHue, peabunutaumio, Ha coxpaHeHune, npeaoTepaLleHme unm npepbiBaHne 6epemMeHHOCTY;

25) cepua nekapCTBeHHOro cpeactea - KOJIM4eCTBO JieKapCTBEHHOIoO cpeactea, npon3seaeHHoOe B
pe3ynbTate 04gHOro TEXHOJTIOrM4YeCKOoro uukna ero npomn3soaunTeriem;

26) perncTpaumoHHOe yaoCTOBEPEHME NEKAPCTBEHHOIO npenapara - JOKYMEHT, NoATBEPKAaoLLMIA
(haKT rocyaapCTBEHHOWN perMcTpaumm nekapcTBEHHOroO Npenapara;

26.1) pepxaTenb Unu Briagenew, perMcTpaumoHHOro yAOCTOBEPEHMS NIEKapCTBEHHOMO nNpenapaTa -
pa3paboTymK NeKapCTBEHHOro CpeacTBa, NPOU3BOAUTENb JEKAPCTBEHHbLIX CPeACTB WM MHOoe
topuguyeckoe nuuo, obnagawuiee NpaBOM BrafdeHMsi PeErncTpaumoHHbIM YAOCTOBEPEHUEM, KOTOpPbIE
HecyT OTBETCTBEHHOCTb 3a kauyecTBO, 3EKTMBHOCTbL N 6e30nacHOCTb NEKAapCTBEHHOrO Npenapara;

(n. 26.1 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

27) perucTpauuoHHbIi HOMep - KogoBoe 0603HayeHne, NPUCBOEHHOE NEKapCTBEHHOMY npenapaTy
npw ero rocyaapCTBEHHON perncTpaumy;

28) obpalleHve nekapCTBEHHbIX CpeAacTB - paspaboTka, [OKNMHWMYECKMe WUCcCneaoBaHus,
KNMMHMYeCKne uccneaoBaHusi, aKCNepTnsa, rocygapCcTBeHHas pernctpauuns, ctTaHgapTusaumns n KOHTponb
KayecTBa, NPOU3BOACTBO, U3rOTOBMEHME, XpaHeHne, nepeBo3ka, BBo3 B Poccunckyo degepaunto, BbIBO3
n3 Poccuinckon ®Pepepaumun, peknama, OTNyCK, peanv3auus, nepegada, NpUMEHEHWe, YHUYTOXeHune
nekapCTBEHHbIX CPeacCTB;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

29) cybbekTbl obpalleHus IeKapCTBEeHHbIX CpedacTB - u3andeckve nuvua, B TOM 4ucre
vwHOuBMAyarnbHble NpeanpuHUMaTenu, U topuandeckMe nuua, OCYLeCTBNsALWNe AesTeNbHOCTb Mpu
obpalleHnM NeKkapCTBEHHbIX CPEACTB;

30) pa3paboTumk NekapCTBEHHOro CPeACTBa - OpraHusaums, obnagatowas npaBamMmu Ha pesynbTaThl
AOKIMHUYECKMX UCCNESOBaHWI TeKapCTBEHHOMO CPeACTBa, KIMMHUYECKUX UCCNEeOOBaHNIA NeKapCTBEHHOMO
npenapaTa u (UnNn) Ha TEXHOONMIO MPOU3BOACTBA NIEKAPCTBEHHOIO CPEACTBa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) NpoM3BOACTBO NEKAPCTBEHHbLIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY JEKAPCTBEHHbIX
CpeacTB OpraHu3aumsMuy - TPOM3BOAUTENSMM NeKapCTBEHHbIX CPEACTB Ha O4HOW CTaaun, HECKOMbKUX U
BCEX CTaaMsX TEXHONOrMYEecKOro MpoLuecca, a Takke MO0 XpPaHEeHWIo U peanusaumm npou3BeAEHHbIX
neKapCTBEHHbIX CPEACTB;

31.1) nponsBoACTBEHHAs MroLWaaka - TepputTopuansHo 060CoGEHHBIR KOMMEKC NpousBoanTenNs
NeKkapcTBEHHbIX CpeAcTB, MNpeAHasHaueHHbI AN BbINOJHEHUS BCero npolecca nNpou3BoACcTBa
nekapcTBEHHbIX CPeACTB UMW ero onpeaeneHHon ctaguu;
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(n. 31.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npovsBoauTEnb NEKapCTBEHHbIX CPEACTB - OpraHuM3auusi, OCYLLECTBIAoLLas NMpPOV3BOACTBO
NeKkapcTBEHHbIX CPefCTB B COOTBETCTBMU C TpeboBaHMAMM HacTosiwero ®efgepanbHOro 3akoHa;

33) dapmavueBTNYeCKasa AeATENbHOCTb - AeATENbHOCTb, BKNOYaoLwasa B cebst oNnToBYy0 TOProsmto
nekapcTBEHHbIMY CpeacTBaMU, UX XpaHeHMe, NepeBo3Ky U (UNN) PO3HUYHYIO TOProBMO NEKapCTBEHHbIMU
npenapaTamu, B TOM YUCre ANCTaHUMOHHBIM CNOCOBOM, UX OTNYCK, XpaHEeHWe, NepPEBO3KY, M3roTOBNEHME
nekapcTBeHHbIX NpenapaTtos;

(B pea. PenepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHuszauMs OMTOBOW TOProBMM  FEKAPCTBEHHbIMW  CPEACTBaMW -  OpraHus3aums,
OCYLLECTBIISAIOLLAS OMNTOBYI0 TOProOBMIO JIEKAPCTBEHHBIMU CPEeACTBaMW, MX XpaHeHue, MNepeBO3KYy B
COOTBETCTBUM C TpeboBaHMsAMU HacTosero ®eaepanbHOro 3aKoHa;

35) anTeyHas opraHu3auus - oOpraHmMsauusi, CTPYKTYpHOe noapasfeneHve MeauLMHCKON
opraHusaumu, OCYLLECTBNAKOLLME PO3HUYHYIO TOProBMIO NEKapCTBEHHbIMU NpenapartaMu, B TOM 4ucne
AVNCTaHLUMOHHBIM cnocobom, XpaHeHue, NepeBo3Ky, M3roTOBIIEHME M OTMNYCK NEKapCTBEHHbIX NpenapaToB
ANst MeAULUHCKOro NMPUMEHEHUS B COOTBETCTBUM C TpeboBaHNsiMK HacToswero egepanbHOro 3akoHa;
(B pea. PepepanbHbix 3akoHOB oT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

36) BeTepuHapHasi anTevyHas opraHuMsauuMs - oOpraHusauusi, CTPYKTYpHOe noapasgeneHue
BETEPMHAPHOW OpraHn3aunm, OCyLLLECTBIAIOLNE PO3HUYHYIO TOProBto NekapCTBEHHbIMM NpenapaTamu, B
TOM Yucne OUCTaHLMOHHBIM CNocobOM, XpaHeHune, U3roTOBMEHME U OTMYCK NIEKAapCTBEHHbIX NpenapaTos
AN BETEPUHAPHOIo NPUMEHEHNsT B COOTBETCTBUU C TpeboBaHMAMM HacTosiwero degepanbHOro 3akoHa;
(B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudmumpoBaHHoe  nekapcTBEHHOE  CpeacTBO - JIeKapCTBEHHOE  CpeacTBo,
conpoBoXAaemMoe NOXHOW MHpopMaLmnen 0 ero coctaBse U (Mnu) NpomM3BoanTenNe;

38) HepobpokayecTBEHHOe JlIeKapCTBEHHOE CPEeACTBO - JIeKapCTBEHHOE CpeacTBO, He
cooTBeTcTBylOLEee TpeboBaHMsAM chbapMakoneiHon ctaTbk NMBO B criyyae ee OTCYTCTBUS TpeGoBaHUAM
HOPMaTWUBHOW JOKYMEHTaLMN UMM HOPMATUBHOMO JOKYMEHTa;

39) koHTpaaKkTHOe fiekapCTBEHHOE CPEACTBO - NleKapCTBEHHOE CPEACTBO, HaxoasLeecs B o6opoTe
C HapyLUEeHWeM rpaxagaHCcKoro 3aKoHO4aTeNbLCTBa;

40) AOOKIMNMHNn4YecKkoe nccneanoBaHue JIeKapCTBEHHOIo cpenctea - Guonoruyeckue,
MMKpO6VIOJ'IOFI/I‘-IeCKI/|e, MMMYHOJIOTM4eCKmne, TOKCUKOJNorn4eckune, cbapmakonormqecme, cbwsmqecxme,
XnMn4eckme n gpyrue nccrnenoBaHua nekapcrtBeHHOro cpeacrtesa nytemMm rnpuMeHeHunAa Hay4dHblX MeTtonoB
OUEHOK B Uendax nony4vyeHua goka3aTesibCTB 6esonacHocTK, KayecTea u Sd’)d)eKTI/IBHOCTVI JIeKapCTBEHHOIO
cpencrTea,

41) KnNUHMYECKOe WuccregoBaHWe fekapCTBEHHOro npenapaTta - M3ydeHue AMarHOCTUYECKMX,
neyebHbIX, NpodunakTU4ecknx, dapMakornormyeckux CBOMCTB fiekapCTBEHHOro npenapara B npouecce
ero npuMeHeHua y 4yenoBeKka, XMBOTHOIo, B TOM 4uUcne npoueccoB BCacCbiBaHUA, pacnpenerneHud,
U3MEHEHUS W BbIBEAEHUA, MNYyTEM MPUMEHEHUS Hay4HbIX METOOOB OLEHOK B LENsX nonyyYyeHus
AokasatenbctB 6e3onacHOCTW, kayecTBa WM 3(pEKTUBHOCTM NeKapCTBEHHOro npenapata, AaHHbIX O
HexernaTenbHbIX peakuusix opraHuama 4YernoBeka, XXMBOTHOrO Ha NMpMMEeHeHWe NekapCTBEHHOro npenapara
n o6 acpdekte ero B3aMMOZENCTBUSA C APYrMMM feKapCTBEHHbIMU npenapatamn v (Mnu) nuweBbiMu
NPoAyKTaMn, KOpMamu;

42) MHOroueHTpoBO€e KIMHN4YeCKoe nccrieqosaHne nekapCcrteseHHoro npenaparta gna meguunuHCKoro
NnpuMeHeHusa - KnnHn4ecKkoe nccriegoBaHue riekapCTtBeHHOro npenaparta anda MmeanumHCKoro npuMeHeHus,
nposoanmoe pa3pa60TqM|<0M J1eKapCTBEeHHOro npenaparta B ABYX U bonee MeguLMHCKUX opraHmn3aumnax no
€OMHOMY NPOTOKOJY KITMHUYECKOro nccnenoBaHnd niekapCTtBeHHOro npenaparta,

43) MexayHapogHoe MHOrOLIeHTPOBOE KIMHMYECKoe MccriefoBaHWe fekapCTBEHHOro npenapara
AN MeOWLMHCKOTO MPUMEHEHMs - KNUHUYEecKoe WCCreaoBaHuMe nekapcTBEeHHOro rnpenaparta Aans
MEAMLIMHCKOrO MPUMEHEHWNs, NpoBOAMMOE pa3paboTuMKOM MEeKapCTBEHHOro npenaparta B pasnuyHbIX
CTpaHax no eAMHOMY NPOTOKOSY KIIMHWUYECKOTO UCCNeaoBaHns NiekapCTBEHHOro npenapara;

44) nocTperncTpaunoHHoe KrinHn4eckoe wuccriegoBaHne JnekapCTBeHHOro npenapata Aand
MeaAULUMHCKOro npuMeHeHna - KIMHUYeCkKoe UuccrneaoBaHne JnekapcTtBeHHOro npenaparta  ansd
MeaAULIMHCKOro npuMMeHeHud, nposogmnmoe npomnssoaunTernieM nekapcrtBeHHoOro npenaparta, Fpa)K,D,aHCKMVI
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060pPOT KOTOPOro OCYLLECTBAETCA NOCMe rocyaapCTBEHHOW perucTpauuun, B Lenax AOMNONHUTENbHOro
c6opa AaHHbIX 0 ero 6e3onacHoCTN 1 3PMEKTUBHOCTU, PaACLUMPEHNS NOKA3aHWUI K MPUMEHEHWNIO AAHHOTO
nekapcTBEHHOro npenapara, a Takke BbIIBNIEHUs! HexenaTenbHbIX peakumil NauneHToB Ha ero AeicTBue;

45) wuccnepoBaHMe OWMOSKBMBANIEHTHOCTM JIEKAPCTBEHHOrO npenapata - BUA KIAMHWMYECKOro
nccnegoBaHus NekapCTBEHHOMO npenapaTa, NpoBeAeHNe KOTOPOro OCYLLECTBISieTCs Ans onpeaenenunst
CKOpPOCTM BCacbiBaHMSi U BbIBEAEHWS OOHOIO WM HECKONbKMX obnagarowmx ¢apmaKkorormyeckom
aKTUBHOCTbIO [OEWCTBYIOLLMX BELLECTB, KONMMYecTBa JieKapCTBEHHOro Mpenapara, [OOCTUralooLlero
CUCTEMHOrO KPOBOTOKa, M pe3ynbTaTbl KOTOPOro Mo3BOMSAKT caenaTb BbiIBOL4 O OMO3KBUMBANEHTHOCTU
BOCMPOM3BEAEHHOIO NNEKapCTBEHHOIO Npenapara B onpeaeneHHbIX NeKapCTBEHHON dOpMe U A03UPOBKE,
COOTBETCTBYIOLLNX hOopMe 1 A03MPOBKE pedhepeHTHOro NeKapCTBEHHOro Npenapara;

(n. 45 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) wvccnepoBaHMe TepaneBTUYECKOW SKBUBANEHTHOCTW JlEKAPCTBEHHbLIX MpenapatoB - BuUA
KMMHWYECKOrO MCCrneaoBaHusl NEKApCTBEHHBIX NpenapaToB, NPpoBeAeHNE KOTOPOro OCYLLECTBNSIETCS Ans
BbISIBIIEHNSI OAMHAKOBbIX CBOMCTB NEKAPCTBEHHBIX NpenapaToB ONpeaeieHHON NekapCTBEHHON hopMbl, a
Takke HanMums oAMHaKoBbIX NokasaTtenei 6esonacHOCTN N 3 HEKTUBHOCTU NEKAPCTBEHHLIX NPeNapaTos.,
OOMHAKOBbIX KIMHMNYECKMUX 3PDEKTOB NpU UX NMPUMEHEHNM;

47) NpOTOKON KIIMHWYECKOro WUCCreaoBaHns NekapCTBEHHOro npenaparta - JOKYMEHT, B KOTOPOM
onpegensaTcs uenv, popMbl opraHnsaumMn 1 MeTodonorns NpoBeAeHUs KIMHUYECKOro UccrenoBaHus,
cTatucTuyeckne meToabl 06paGoTKM pesynbTaTOB TaKoro WMccrenoBaHWs U Mepbl No obecnevyeHuto
6e30nacHOCTM  (PU3MYECKMX JIAL, Y4YacTBYIOLWMX B KIMHWYECKOM WCCMEeAOoBaHWM J1eKapCTBEHHOIo
npenapara;

48) 6polutopa uccnenoBartensi - CBOAHOE M3NOXEHWe pe3yrnbTaToB AOKITMHUYECKOro uccnegoBaHms
NekapCTBeHHOro cpeacrtea W KIMHUMYECKOro uccnengoBaHuA  nekapCcTtBeHHOro npenapata And
MeQUUMNHCKOIro npuMeHeHu4;

49) NHPOPMALIMOHHBIN NIMCTOK NauneHTa - AOKYMEHT, B KOTOPOM cofepXaTcs B JOCTYMNHON dhopme
cBefeHus, Kacalolmecs NpoBOAUMOIO KIIMHWYECKOrO WMCCreaoBaHWsl NeKapCTBEHHOrO npenapaTta, U B
NUCbMEHHOW opme OOOPOBOMBHOE cornacuve naumeHTa Ha ydacTue B KIIMHWUYECKOM MCCNeaoBaHuu
NeKapcTBEHHOro npenaparta nocre O3HAKOMIMEHUS C OCOOEHHOCTAMM KITMHUYECKOro WCCrneaoBaHus,
UMEILLUMM 3HAYEHUE OIS BbIPAXKEHUS TaKkoro cornacus;

50) nobo4yHoe gencTeue - peaKkuna opraHnama, BO3HUKLLAA B CBA3U C MPUMEHEHNEM JIEKapPCTBEHHOIO
npenaparta B [Ao03axX, pekoMeHAdyeMblX B MWHCTPyKUMM No ero npuMeHeHuto, AOnA I'IpO(bI/IJ'IaKTVIKI/I,
ANarHocTukK, neveHms sabonesaHmsa unu ons pea6I/IJ'IVITaLI,VII/I;

50.1) HexenaTenbHas peakuus - HenpegHamepeHHas HebnaronpusTHas peakumsi opraHmsma,
KoTOopas MOXeT ObITb CBSi3aHa C NPUMEHEHNEM fNeKkapCTBEHHOMO npenapaTa;
(n. 50.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Has HexenaTternbHas peakuus - HexenaTenbHas peakuus opraHvu3ma, CBsi3aHHas C
NpUMEHEHVeM FeKapCTBEHHOro npenapara, npuBelas K CMepTu, BPOXOEHHbIM aHOManusM Wmu
nopokam passBuTusa nMbO npeacTaBnsiowas cobon yrposy >Xu3Hu, Tpebyllas rocnuranusaumMn wunm
npvBedLlas K CTOWKOW yTpaTe TPyAOoCnoCOBHOCTM U (Mn) MHBaNMAHOCTY;

52) HenpedBuAeHHas HexenaTenbHas peakuus - HexenaTenbHas peakuusi opraHusma, kotopas
CBfA3aHa C MPUMEHEHMEM JFleKapCTBEHHOro npenapata B [03aX, PEeKOMeHAyeMblX B MPOTOKOne ero
KMMHMYECKOro uccnegoBaHus, Opoltope uccrnegoBaTtensd, UMMM C MPUMEHEHUEM FeKapCTBEHHOro
npenapara B [03ax, PEeKOMeHAyeMblX B WHCTPYKUMW MO €ro MpUMEHEHWI0 AN NpOodUNaKkTuKm,
ANarHoCTUKW, NevyeHns 3abonesBaHns Unv MeauUMHCKON peabunuraumm naumeHTa, U CyWHOCTb, TSXeCTb
UM UCXod KOTOPOM He COOTBETCTBYET MHAOpMauuu O fekapCTBEHHOM npenapaTe, coAepXallencs B
NpoOTOKOME €ero KAMHWYECKOro uccrnefosaHus, 6polutope wuccneposBatens uNM B MHCTPYKUMKM MO
NPYMEHEHWIO NIeKapCTBEHHOrO Npenapara;

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

52.1) dapmakoHag3op - BUA OEATENbHOCTU MO MOHUTOPUHTY 3dPeKTMBHOCTM 1M Be3onacHoCTU
nekapCTBEHHbIX MNpPenapaToB, HaMpaBfieHHbI Ha BbISIBNEHWE, OLEHKY W  npegoTBpalleHune
HexXXenaTesnbHbIX NOCNeACTBUIA NPUMEHEHNS NIEKAPCTBEHHbLIX NPENapaToB;

(n. 52.1 BBegeH ®enepanbHbiM 3aKkoOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHusi puckamu - nNogpobHoe onucaHue meponpusaTuin no dapmMakoHaa3opy,
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HanpaBrieHHbIX Ha BbISIBNEHME, OLEHKY M npefoTBpalleHne Unu MUHUMMU3ALUMI0 PUCKOB, CBS3AHHbLIX C
nekapcTBeHHbIMY NpenapaTtamu, BKIodasi oLeHKy 3EKTUBHOCTN AaHHbBIX MEPOMPUATUNA;
(n. 52.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npymeyaHue.
C 01.03.2023 B n. 53 cT. 4 BHOCSATCS M3MeHeHusa (P3 ot 30.12.2021 N 463-D3).

53) peuenT Ha nekapCTBEHHbIN MnpenapaT - MeOULWUHCKMA [OOKYMEHT YCTaHOBMEHHOW (hOpMbl,
coepxallMn HasHadeHvne neKapCTBEHHOro npenapara Ans MeOULUHCKOrO MNPUMEHEHUs, BblOaHHbIV
MeaWLMHCKMM paboTHMKOM B LIENSAX OTNYCKa NekapCTBEHHOro nNpenapara Unm ero M3rotToBneHus 1 oTnycka
Ha OymaxxHOM HocuTene unM C cornacusi nauueHTa MMM ero 3akOHHOro npeacraButend B dopme
9MNEKTPOHHOrO JOKYMEHTa, MOAMWCAHHOIO C UCMOSfb30BaHWEM  YCWUMEHHOW  KBanuuumpoBaHHON
3MNEeKTPOHHOW NoaNucH MeANLMHCKOro paboTHUKA, MO0 AOKYMEHT YCTaHOBNEHHON hopMbI, Cogep KaLiui
Ha3Ha4yeHve NekapCcTBEHHOro npenaparta AN BETEPMHAPHOro NPUMEHEHWS], BbiAAHHbIA CNeumManucTom B
obracTv BeTepuHapuu B LiensixX OTnycka fiekapCTBEHHOIO npenaparta Uin ero U3roToBfeHnst U oTnycka Ha
OymaxxHOM HocuTerne;

(B peqn. PepepanbHbix 3akoHOB OT 29.07.2017 N 242-3, ot 02.08.2019 N 297-03)

KoHcynbTaHTlm0c: npumeyaHue.
C 01.03.2023 n. 54 cT. 4 n3naraetcs B HoBou pegakuun (3 ot 30.12.2021 N 463-P3).

54) TpeboBaHuMe MeOWLMHCKOW OpraHu3auun, BETEPUHApHOW oOpraHu3aumm - [OOKYMEHT
YCTaHOBMEHHON (pOpMbI, KOTOPbIA BbIMMCAH MEAULMHCKAM PabOTHMKOM WM CneumanucTtom B obnactu
BeTepMHapuy, UMEKLUMN Ha 3TO MpPaBO, U COAEPXKUT B MUCbMEHHON OpME yKaszaHue anTeyHon
opraHusauum nnv BeTepMHapHOM anTeyHoW opraHunsauumn o6 OTnycke nekapcTBEHHOro npenapata unm o
€ro n3rotoeneHum n ob otnycke Ans obecnevyeHns nedebHOro npouecca B MEQULMHCKOW OpraHvM3aunm,
BETEPMHAPHOW OpraHusauum;

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

55) KomnnekcHas oOueHKa feKapCTBEHHOro npenapata - OUeHKa 3aperncTpMpoBaHHOro
neKkapCcTBEHHOro npenapara, Bknovawwas B cebs aHann3 nHdopmaumm o CpaBHUTENBHON KIMHUYECKOW
ahpeKkTMBHOCTU 1 Be30MacHOCTM fekapCTBEHHOIO Npenapara, OLeHKY 3KOHOMUYECKMX NOCNeACTBUIN ero
NPUMEHEHWS, U3y4yeHne AOMONHUTENbHbLIX NOCNEACTBMI NPUMEHEHNS NeKapCTBEHHOTO NpenapaTta B Lensax
NPUHATUSA pELUeHM O BO3MOXHOCTWU BKIIOYEHWS NEKapCTBEHHOro npenapaTta B MNepeyveHb >XM3HEHHO
HEODOXOAMMbBIX W BaXHEWLIMX NeKapCTBEHHbIX MpenapaTtoB, HOPMAaTVBHbIE MPaBOBble aKTbl UM WUHbIE
AOKYMEHTbI, Onpegensiowme nopsaok OKasaHus MeOWMLMHCKOM MOMOLLM, WM WCKITYEHUs ero u3
yKa3aHHbIX NePeyHsi, aKTOB U JOKYMEHTOB;

(n. 55 BBegeH dPegepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPUHIa OBMKEHWUS NEKapCTBEHHBIX NpenapaToB ANA MeAULUHCKOro NPUMEHEHNS
- (bepepanbHas rocygapcreeHHas MHOPMaLUMOHHaAa cucTemMa MOHUTOPUHIA ABWKEHUS NEKapCTBEHHbIX
npenapatoB ANS MeOMUMHCKOrO MPUMEHEHUA OT npou3BoguTens A0 KOHEeYHoro notpebutens ¢
MCMNOMb30BaHNEM B OTHOLLEHWM feKapCTBEHHbIX NpenapaToB Ans MEeAMLMHCKOro NpUMeHeHUs CpeacTs
naeHTuurkaumn.
(n. 56 BBegeH PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

naBa 2. NOJITHOMOYUA GEAEPAJNIbHBLIX OPFAHOB UCNONHUTENBHON
BITACTWU, OPTAHOB UCMONMHUTENIbHON BNACTU CYBBEKTOB POCCUUCKOMN
®EOEPALUU NP OBPALLEHUU NEKAPCTBEHHbIX CPEAICTB

Cratbs 5. MonHoMmouusa cheaepanbHbIX OPraHOB MCMOMHUTENbLHOW BracTu npu obpalieHun
neKapcTBeHHbIX CPeacTB

K nonHomMounam deaepanbHbIX OpraHoB UCMOMHUTENbHON BNacTu npu obpalleHny nekapcTBeHHbIX
CPeAcTB OTHOCATCS:

1) npoBepeHne B Poccuiickon degepauuy efuHONW rocyaapCTBEHHOW MONUTMKM B obnactu
obecneyeHuns nekapcTBEHHbLIMM NpenapaTamu rpaxxaaH B Poccuickon ®egepaunu;
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTtBepxaeHwe obwux dapmakonenHblx cTaTen, apmakonewHblx cTaTew, W3gaHue
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rocygapcTBeHHON hbapmakonewn, cosgaHve n BeaeHue peectpa dapmMakonenHbix cTaHaapTHbIX 06pasuos;
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3) ocyuwecTtBneHne deaeparnbHOro rocyaapcTBEHHOrO KOHTpOns (Hagsopa) B cdepe obpalleHus
neKapcTBEHHbIX CPEACTB;
(B pen. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-93, ot 11.06.2021 N 170-93)

4) nuueH3MpoBaHWe MNPOM3BOACTBA JIEKAPCTBEHHLIX CpeacTB, B TOM uucne deneparnbHblii
rocyapCTBEHHbIN NMLEH3NOHHbIA KOHTPOMb AEATENbHOCTU MO NPOU3BOACTBY JEKAPCTBEHHbLIX CPEACTB,
nepuoanyeckoe MoATBEPXKAEHNE COOTBETCTBUS NULIEH3MATA, MMEKOLLEro NMUEH3NI0 Ha NPOM3BOACTBO
nekapCTBEHHbIX CPeACTB, U hapMaLeBTUYECKON AEATENBHOCTM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuickon denepauuu;

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

5) opraHmsaums 3KCNepTM3bl NeKapCTBEHHbIX CPeACTB, 3TUYECKOW 3KCMepTM3bl BO3MOXHOCTU
npoBefeHUs KIMHUYECKOro NCCNefoBaHns NekapCTBEHHOrO npenapaTa Ans MeauLMHCKOro NpUMEHEHNs,
9KCNepTM3bl  [OKYMEHTOB, MPEACTaBMEHHbIX Ans  OnpefdeneHvus BO3MOXHOCTM  paccMaTpuBaThb
neKkapCcTBEHHbIA npenapat Ans MeaWLMHCKOTO NPUMMEHEHWst Npu rocyAapCTBEHHOW pernctpauvn B
KavecTBe opchaHHOro nekapcTBEHHOro npenapara;

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

5.1) opraHn3aumns npoBeAeHNst KOMMNNEKCHOW OLEHKM NlekapCTBEHHOrO npenapaTa B Lensax NpuHATUS
peLleHnii 0 BO3MOXHOCTM BKIMOYEHWS fIeKapCTBEHHOrO npenapaTa B NepeyeHb XXM3HEHHO HeOOX0aUMBbIX U
BaXXHEWLNX NEeKapCTBEHHbIX MpenapaTtoB, HOPMaTUBHblE MPaBOBble akTbl W WHbIE OOKYMEHTHI,
onpegenstoLme Nnopsagok okasaHUs MEQULMHCKOW MOMOLUY UMW UCKITIOYEHUS €ro U3 yKasaHHbIX NepeyHs,
aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

6) Bblgaya paspeLleHuii Ha NpoBeaeHMe KIIMHUYECKMX CCred0oBaHWI NekapCcTBEeHHbIX NpenapaTos,
Be[ieHVe peecTpa BblgaHHbIX paspeLLeHunii Ha NPoBeAeHME KITMHUYECKUX UCCIEA0oBaHUIM NIeKapCTBEeHHbIX
npenaparos;

7) rocygapcTBeHHasl perucrpauusi nekapCTBeHHbIX MNpenapaTtoB, BeAeHWe [oCyaapCTBEHHOro
peecTpa NekapCTBEHHbIX CPeaCcTB;

8) opraHu3aums 1 (unu) NpoBegeHne MHCNEKTUPOBaHNS CyObeKToB obpallieHNs NnekapCcTBEeHHbIX CpeacTB
Ha COOTBETCTBME NpaBunam Hagnexallen nabopaTopHoOW NpakTMKK, NpaBunaM Hagnexatiiemn
KIMHWYECKOWN NPaKkTUKK, NpaBunam Hagnexallen npakTuku XpaHeHus 1 nepeBo3Ku fekapCTBEHHbIX
npenapaTos, NpaBunam Hagnexatien gucTpnbbioTOPCKON NPaKTUKKU, NpaBuinamM Hagnexallemn antTeqyHon
NpaKkTuku;

(n. 8 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-903)

8.1) opraHmsauusa n (Mnu) NnpoBegeHNe MHCMEKTMPOBaHNS CyObeKToB obpalleHus nekapCTBEHHbIX
CpeacTB Ha COOTBETCTBME TpebGoBaHWAM MpaBun Haanexallen nNpousBOACTBEHHOW NPaKTWMKW, Bblgaya
3aKMIOYEHMN O COOTBETCTBMM NPOM3BOAUTENS JIeKapCTBEHHbIX CpeacTB TpeboBaHuAM npaBwus
Hagnexallen NPoN3BOACTBEHHON MPAKTUKW;

(n. 8.1 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

8.2) yctaHOBNeHve nopsigka BedeHMs UM BefeHWe TroCyAapCTBEHHOIO peecTpa 3akiiovyeHui o
COOTBETCTBMM MPOU3BOAUTENSI  JIEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM MNpaBunl  Hagnexalen
NPON3BOACTBEHHOW NMPaKTUKY;

(n. 8.2 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocygapCTBeHHast perucTpauusi npegeribHbiX  OTMYCKHbIX  LEH Mpou3BoauTeENnen Ha
NEeKapCTBEHHbIE Mpenapatbl, BKIIOYEHHbIE B MEPEYEHb >KUIHEHHO HEOOXOOAUMBIX W  BaXKHEMLUNX
NEeKapCTBEHHbIX MpenapaTtoB, M BeAeHMEe TOoCyAapCTBEHHOINo peecTpa npeneribHbiX OTMYCKHbIX LieH
npon3BoaMTENEN Ha NEeKapCTBEHHbIE NMpenapaThbl, BKMOYEHHbIE B NEPEYEeHb XU3HEHHO HEODXOOAUMBIX U
BaXKHEMLUNX NleKapCTBEHHbIX NPenapaTos;

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue NPOEKTOB PELLUEHUN OPraHOB UCMOSTHUTENbHOW BriacTu cybbekTtoB Poccuiickon
depepaumm 06 ycTaHoBNeHUM u (MNKM) M3MEHEHUW MpPederibHbIX pa3MepoB OMTOBbIX HaA0aBOK U
npegernbHbIX pasMepoB PO3HWMYHbIX HadbaBoOK K (hakTMYeCKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM
NpoM3BOAMTENSIMA JIEKAapCTBEHHbIX MNpPenapaToB, Ha fleKkapCTBEHHble MnpenapaTbl, BKIHOYEHHbIE B
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nepeyeHb XKN3HEHHO HEOBXOOUMbBIX N BaXXHENLUNX NEKapCTBEHHbLIX NpenapaTos;
(n. 9.1 BBegeH PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) BblJaya, YCTaHOBMEHWE MOpsiAka BblOayM paspelleHuss Ha BBO3 KOHKPETHOW MapTuu
nekapcTBeHHOro cpefctea B Poccuiickyto denepaumio;
(n. 10 B pea. PenepanbHoro 3akoHa oT 02.08.2019 N 297-93)

10.1) BblAayva, ycraHoOBMNEHWe nopsaka Bolgadm U OpMbl JOKYMEHTa, KOTOPbLIM NOATBEPXKAAET, YTO
nNpon3BOACTBO NEKapCTBEHHOrO npenapata [Ans MeAUUMHCKOrO MPUMEHEHMST OCYLLECTBNEHO B
COOTBETCTBUM C TpeboBaHMsIMM MpaBuN  Hagnexawen npouM3BOACTBEHHOW MPAKTUKA WU 4TO
nekapcTBeHHbIM npenapaTt Ans BeTepMHapHOro MpuMMEHeHus gonylieH Kk obpaweHuto B Poccunckomn
degepaumm, 1 NOANEXUT NPeacTaBNEHNIO MO TpeboBaHMIO YNOTHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO
BBO3MWTCS NIEKApCTBEHHbIV Npenapar;

(n. 10.1 BBegeH dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. deaepanbHOro 3akoHa OT
02.08.2019 N 297-93)

10.2) Bblgaya, ycTaHoBMeHMe nopsaka Bbligaun U opMbl JOKYMEHTa, COAepXallero CBeAeHUs o
cTagusx TeXHOMOrM4yeckoro npouecca npousBoACTBa NEKapCTBEHHOro cpeacTtsa ANsg MeOUUMHCKOro
NPUMEHEHWS, OCYLLIECTBNSAEMbIX HA TeppUTOpUM EBPasninckoro 3KOHOMUYECKOro CoH3a;

(n. 10.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. degepanpHoro 3akoHa ot
13.07.2015 N 241-93)

11) cosgaHvne CoBETOB MO BOMpOCaM, CBA3aHHbIM C OOpaLleHneM nekapCTBEHHbIX CPEACTB;
12) aTtTectaumsa u ceptTudumkaumsa cneunanmncTos;
13) ytpatun cuny ¢ 1 cenTabpsa 2013 roga. - PegepaneHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTteneHne bapmakoHaa3opa;
(n. 14 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) y4acTve B MexxayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHune no 3anpocam ynorHOMOYEHHOTO dheepanbHOro opraHa UCMoMHUTENbHOW BNacTu ot
OpraHoB UCMNOMHMTENbHOW BNacTn cybbekToB Poccuinckon ®egepauun, a Takke OT CybbekToB obpalleHms
neKapCcTBEHHbIX CPeacTB AN MEAMUMHCKOrO NpUMEHEHUs MHgopMaLmMu No BONpOcam YCTaHOBIEHWS U
NPUMEHEHNS LIEH Ha NeKapCTBEHHbIE NpenapaTbl U HaabaBoK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLeHWe 3akoHoaaTenscTBa Poccunckon epeparmu,;

18) yTBepxgeHve npasBun Hagnexawew nabopaToOpHOW MpaKkTUKW, NpaBuN Hagnexawewn
KIMMHMYECKON NpaKTUKW, NpaBun Haanexawen npou3BOACTBEHHOM MNpPaKTUKW, MNpaBun Haanexaliemn
NPaKTUKN XpaHEHUS 1 NEPEBO3KN NEKAPCTBEHHbIX MpenapaToB, NpaBun Hagnexalen oucTpmbdboTOPCKOM
NPakTUKW1, NpaBui Hagnexalwlen anTe4dHon NpakTUKK, NpaBun Hagnexallen npaktukn dapmakoHaasopa
neKapCTBEHHbIX NpenapaToB AN MeaUUNHCKOro NPUMEHEHNS;

(n. 18 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

19) ycTtaHoBneHne nopsgka (hopmMmpoBaHmsa perMcTpaLnoHHOro A0Cke Ha NeKapCTBEHHbIN Npenapar
1 TpeboBaHU K JOKYMEHTaM B ero COCTaBe;
(n. 19 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

20) yTBEepxaeHve npaBun paumoHanbHoro Bbibopa HaMMeHOBaHMWI NEeKapCTBEHHbIX NpenapaToB Anst
MeANLMHCKOro NPUMEHEHNS;
(n. 20 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAEHUE NEepeyHs HAMMEHOBAHMIN NEKapPCTBEHHbIX hOPM;
(n. 21 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PefgepanbHbii 3akoH oT 27.12.2019 N 475-03;
23) yTBepxaeHue TpebOoBaHUW K MHCTPYKUMU MO MEAVMLMHCKOMY MPUMEHEHUIO NEeKapCTBEHHbIX
npenapaToB M K MHCTPYKLMM MO BETEPUHAPHOMY MPUMEHEHUIO NIEKAPCTBEHHbIX NpenapaTos;

(n. 23 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

24) NpuHATME peLleHWid, ABMSIOWMXCA OCHOBaHUAMMU ONS1 BKMIOYEHUS AOMEHHbIX UMEH U (Mnu)
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ykasaTenen cTpaHul CauToB B MH(OPMALMOHHO-TENEKOMMYHUKALUWOHHOW ceTu "MIHTepHeT", a Takke
CeTeBbIX aJpecoB B eAWHYID aBTOMAaTU3MPOBAHHY WHAOPMALMOHHYIO cuctemy "EaumHbIn peecTp
OOMEHHbIX MMEH, ykasaTenenW CTpaHuy, CcamToB B MHAOPMALMVOHHO-TENEKOMMYHUKALUOHHOW CEeTu
"MIHTepHeT" M ceTeBblXx agpecoB, MO3BONAWLWMX WMAEHTUDULMPOBATL CanTbl B MHEGPOPMAaLMOHHO-
TeNnekoMMYyHUKaLMOHHON ceTu "UHTepHeT", cogepxawime uHgopmaumio, pacnpocTpaHeHMe KOTOpOW B
Poccuickon degepauum 3anpelleHo”, B OTHOLWIEHUM WHdOpMauun, copepXkallen npeasioxeHne o
PO3HUYHOW TOpProBfe IfeKapCTBEHHbIMM MNpenapataMmy, B TOM 4WClEe OUCTaHUMOHHLIM CMOCOGOM,
pPO3HUYHAA TOProBMSA KOTOPbIMU OrpaHWyeHa WNu 3anpelieHa B COOTBETCTBUM C  HACTOALLMUM
dPepepanbHbIM 3aKOHOM, W (MNK) MHGOPMAaUMK, codepxallen NpeanoXeHue O PO3HWYHOW Toproerne
nekapCcTBEHHbIMX MpenapaTtamu, B TOM YUCIe OUCTaAHLUMOHHbIM crnocobom, nuuamu, He WMEHLMMU
NVLEH3MM U paspelleHMst Ha OCYLLEeCTBIIEHME TaKoW OeATeNbHOCTW, €CMW MOMyYeHWe IULEH3UN U
paspeLueHns npegycMoTPeHO 3akoHo4aTeNbCTBOM 06 obpalleHnn nekapCTBEHHbIX CPeacTB;

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

25) Bblgava paspeLleHunin Ha BBOA B rpaXkaaHCKMin 060poT MMMYHOBKMONMOrMYECKNX NEKAPCTBEHHBIX
npenaparos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlm0C: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTca Ha MOMHOMOYMS, KOTOpble He mepefaHbl AN OCYLECTBAEHUs opraHam
rocygapCTBeHHOM BriacTu cybbektoB PP 1 opraHam MeCTHOro camoynpaBfieHsl COOTBETCTBYOLLMMM
denepanbHbiMu 3akoHamm (P3 ot 13.07.2015 N 233-93).

Cratba 5.1. [llepempaya ocywecTBneHUsi MNONMHOMOYMN depepanbHbIX OpPraHoB
MCMOJIHUTENbLHOW BRacTu Npu obpalleHun rfeKkapcTBeHHbIX CPeACTB OopraHam UCNOSIHUTeNbHOWM
BrnacTtu cybbekTtoB Poccuiickon ®egepauumn

(sBegeHa PepepanbHbiM 3akoHoMm oT 13.07.2015 N 233-93)

MonHomoums chepepanbHbIX OpraHOB WCMOMHUTENBHON BNacTu Npu obpalleHnn nekapCTBEHHbIX
CpeAcTB, MNpedycMoOTpeHHble Hactosiwum ®PegepanbHbiM - 3aKOHOM, MOTYT nepegaBaTbCcs  Ans
OCYLLECTBMEHMS1 ~ opraHaM  MCMONHUTENbHOW  Bractu  cybbektoB  Poccuiickon  Pepepauumm
noctaHosneHnamu MNMpasutensctBa Poccuinckon ®epepaunn B nopsgke, yctaHoBreHHoM PeaepanbHbiM
3aKoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 0oOwux nNpuHUMNAX opraHM3auMu 3akoHOAATENbHbIX
(MpegcTaBUTENbHBIX) U UCMOMHUTENBHBIX OPraHOB rOCYAapCTBEHHOW BractM cybbekToB Poccuickon
denepauymmn”.

Ctatbss 6. [MonHOMoOuMs OpraHoB WCMOMHUTENbHOW BnacTM cy6bekta Poccuiickoi
®depepauumu npu obpalleHUn nekapcTBeHHbIX CPeAcTB

K nomHomMo4MsIM oOpraHoB MWCNOMHWUTENbHOW Briactu cybbekta Poccuiickon ®depepaunm npwm
obpalleHnn nekapcTBEHHbIX CPEACTB OTHOCATCS:

1) pa3paboTka 1 peanuaauus permoHasnbHbIX Nporpamm obecrevyeHusl HaceneHus IekapCTBEHHbIMU
npenaparamu;

2) yCTaHOBJ1IEHME npeaesibHblX pa3MepoB OMNTOBbIX HagbaBoK U npegeribHbIX pa3MepoB PO3HUYHbIX
HagbaBoOK K (baKTI/I‘-IeCKVIM OTNYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MNPOU3BOOUTENAMU JEKapCTBEHHbIX
npenapartoB, Ha JieKapCTBEHHbIE MnpenapaTtbl, BKIOYEHHble B NepedyeHb >XW3HEHHO HeobxooMMbIX U
Ba)KHEMNLLNX NeKapCTBEHHbIX NMpenapaToB;

3) OcCyLleCcTBNEHME pEerMoHanbHOr0 roCy4apCTBEHHOIO KOHTPOMsS 3a MNPUMEHEHWEM LeH Ha
NeKapcTBEHHbIe Mpenapartbl, BKIIOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAUMBIX W BaXKHEMLUMX
NEKapCTBEHHbIX MNpenapaToB, OpPraHu3auuMsiMm OMNTOBOM TOPrOBIMM JIEKAPCTBEHHbIMU CPEeaCcTBaMM,
anTeYHbIMU OpraHu3auusamMun, VHAMBUAYASNbHbIMU MNPEeANPUHUMATENAMMU, WUMEKOWMMN JULEH3NIO Ha
dapMaLeBTUYECKYHD OEeATEeNbHOCTb, MEAUUMHCKAMWU OpraHM3auvsMv, WMERLWMMU JULEH3NID  Ha
apmaLeBTMIECKYD OeATeNnbHOCTb, M KX 000COBNeHHbIMW nogpasgeneHusaMn  (ambynaropusmu,
denbaLepckummn n denbaLlepcko-akyLLepCcKMMU MyHKTaMu, LLeHTpamuy (oTaeneHunsmm) obLuer BpadyebHom
(cemeliHOM) NpaKTUKK), PacMoNOXEHHBIMU B CENbCKUX HACENEHHbIX MYyHKTaX, B KOTOPbLIX OTCYTCTBYHOT
anTeyHble opraHuM3auuu;

(B pea. PeneparnbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 27.12.2019 N 475-93)

4) npuHsaTME pelweHns ob Mcrnonb3oBaHUM Ha TeppuTopun cybbekta Poccunckon ®Pepepaumu
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Hapsay ¢ peLenTtaMm Ha nekapcTBEHHbIe NpenapaThbl, 0POpPMIEHHbIMU Ha ByMaXHOM HOCUTENe, peLenToB
Ha NneKkapCTBeHHble npenapatbl, CHOPMUPOBAHHLIX B (POpMe 3NEKTPOHHbIX JOKYMEHTOB.
(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

CraTtba 7. PaspaboTka u nsgaHume rocygapcTtBeHHon cpapmakoneu, pasmelwieHne AaHHbIX O

1. MNop rocygapcTBEHHOW dapmakorneen MoHMMaeTcs cBoA obLMX dhapmakonemHbiX cTtaTen u
dapmakonenHblx cTaTen.

2. PaspaboTtka obwwmx dapmakonenHblx cTaTen u dapmakonemnHblx cTaTen, B TOM 4ucne
dapmakonerHblx cTated Ha dapmakonerHble CcTaHgapTHble o00pasubl, WM BKMAKYEHWE UX B
rocygapCTBeHHY0 (hapMakoner OCYLLIECTBNAITCA B MOPSiAKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONHUTENLHOW BNAacTy.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PaspaboTka thapMakonenHomn cTatbh Ha pedepeHTHbIN NeKapCTBEHHbIV Npenapar 1 BKNOYeHne
ee B roCydapCTBEHHYIO (hapMakonel B TeYeHWe Cpoka AEeWCTBUSI 3alUUTbl MCKNHOYMTENBHOrO MNpaBsa,
YOOCTOBEPEHHOIO NaTeHTOM Ha ped)epeHTHbIN NeKapCTBEHHbI NpenapaT, OCYyLecTBASITCS C cornacus
ero paspaboTyuka.

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

4. TocypapcTBeHHas dapmakones u3gaeTcs YNONHOMOYEHHbIM  dedeparnbHbIM - OpPraHoM
WCMNOMHMTENBHOW BNacTu 3a c4eT cpeacTB pedepansHOro 6omxkeTa n NognexnT nepensgaHvsm He pexe
YyeM OOWH pa3 B NATb NieT, B Nepuog Mexay KOTOPbIMWM M3AalTCA NPUMOXKEHUS K rocygapCTBEHHON
hapmakonee, cogepxawme obwue dapmakonenHble cTatb un (Mnu) dapmakonerHble CTaTbM,
yTBEPXXAEHHbIE NOCMe n3gaHus Unv nepensgaHns rocygapCcTBeHHon papmakonen.

5. YnonHomoueHHbIn deaeparnbHbii OpraH WCNOSTHUTENbHOW BfacTuW pasMellaeT AdaHHble O
rocygapCcTBeHHOM hapmakonee 1 NpUoXeHnsaX K Hen Ha ceoemM oduumnansHom cante B ceTn "UHTepHeT"
B YCTaHOBMIEHHOM UM MOpPSAKe.

Mnagea 4. TIMUEH3UPOBAHME NMPOU3BOACTBA JNIEKAPCTBEHHbIX CPEACTB
U ®APMALIEEBTUYECKOWN OEATENIbHOCTU, FOCYOAPCTBEHHbLIA KOHTPOJb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pea. PegepanbHoro 3akoHa oT 11.06.2021 N 170-$3)

CratbA 8. JluueHanpoBaHne NPOM3BOACTBA NIEKAPCTBEHHbLIX CPeACcTB U dhapmaLieBTUHYECKON
OeATeNbHOCTH

1. nVILJ,eH3VIpOBaHVIe npon3BoacTBa J1ieKapCTBEHHbLIX CpeacTB U (bapMaLleBTMLIeCKOVI OeATernlbHOCTU
OCYyLLEeCTBIIAETCA B COOTBETCTBUUN C 3aKOHOA4ATEJ1IbCTBOM Poccuiickom dJe/J,epau,VlM.

2. O6Gsa3aTenbHbIM YCNOBMEM NPEAOCTaBMEHUS] NULEH3MN Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX
CpPeacTB SIBMNSIETCS MPUIOXKEHUE K 3asIBNIEHUIO COMCKATENSs NULIEH3UN NEePeYHsT NeKapCTBEHHbIX hopM 1
(unn) BMOooB apmaLeBTMYECKMX CYOCTaHLMIA, KOTOpPble MPOM3BOAUTENb JEKAPCTBEHHbIX CPEACTB
HamepeH NpoM3BOaAMUTb.

3. B cnyyae Heo6x04MMOCTH pacLUMpeHns NPOM3BOACTBA NEKAPCTBEHHbLIX CPEeACTB 3a CYET HOBbIX
nekapcTBEHHbIX hOpM 1 BUAO0B hapMaLeBTUYECKNX CyOCTaHLMN NPON3BOAMTENb NEKAPCTBEHHbIX CPEACTB
OOJDKEH MofaTh B JNULIEH3VPYIOLWMIA OpraH 3asiBieHMe O BHECEHUN U3MEHEHUN B PEecTp NULEH3UIA Ha
NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

(B peq. PepepanbHbix 3akoHoB oT 02.08.2019 N 297-93, ot 11.06.2021 N 170-03)

4. JInueHsna Ha Npou3BOACTBO NIEKAPCTBEHHbLIX CPeACTB (dhapMaLeBTMYeckon cybcTaHuum cnupTta
STUIOBOrO (3TaHona) BblAAETCA MpPW YCMOBUM HanMMuusa y OpraHvM3auum Ha npaBe COBGCTBEHHOCTW,
XO3ANCTBEHHOIO BEAEHNSI UM ONEepaTUBHOMO YNpPaBrieHUs OCHOBHOMO TEXHOJMOrMYeCcKoro obopynoBaHust
ANnsi Mpou3BoACTBa 3TWUMIOBOrO CNMpTa, 3aperMcTpMpoBaHHOrO B COOTBETCTBMM CO cTatben 14.1
depepanbHOro 3akoHa oT 22 Hosbpsa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHUn
npon3BOACTBa M 0bopoTa 3TMIOBOrO CNMpTa, anKorofibHOM WM cnupTocodepXalwen npogykumm u ob
orpaHn4yeHun notTpebneHus (pacnuTrs) ankoronbHOM NpogyKumn®.

(vacTb 4 BBegeHa deagepanbHbiM 3akOHOM OT 27.12.2019 N 481-93)
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Cratba 8.1. OCOGEHHOCTM NULEH3UPOBaHUS NPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeAcTB
(dbapmaueBTUUECKON CYOCTaHLMM CNMpPTA ITUIIOBOro (3TaHona)
(BBeaeHa depepanbHbIM 3akOHOM OT 27.12.2019 N 481-03)

1. [enctBne nuueH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (hapmMaueBTU4ECKON
cybcTaHuuM cnupTa STUOBOro (3TaHona) MpPMOCTaHaBNMBAETCS1 B 4YacTU NpaBa Ha MNpPOM3BOACTBO
hapmaueBTUYECKON CyOCTaHLUMK cnMpTa 3TUIOBOrO (3TaHOMAa) JIMLEH3UPYIOWMM OpraHoM B chnydasix,
onpegeneHHbix ctatbenn 20 PepgepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUn
OTAEenbHbIX BWMAOB OEATENbHOCTM", a Takke Ha CPOK NPUOCTAHOBMEHMS LEWCTBUS NULEH3UN Ha
Npon3BOACTBO 3TUIOBOrO CNMpTa ANngd npom3BoacTea hapMmaueBTU4eckor cybcTaHuum cnupta 3TUNOBOro
(sTaHona), BblgaHHONM B cooTBETCTBUMN ¢ DepepanbHbIiM 3akOHOM OT 22 Hosibpst 1995 roga N 171-93 "O
rocyaapCTBEHHOM perynupoBaHMu npou3BoacTBa M obopoTa 9TMMOBOrO CAMPTA, ankorofbHOW U
cnvpTocoaepxallen npoaykumm n 06 orpaHnyeHun notpebneHuns (pacnuTusa) ankoronbHOM NPoayKuun®.

2. [enctBMe nuvUEH3MM Ha MNPOM3BOACTBO JIEKApCTBEHHbIX CpeAcTB (chapmaueBTuyeckomn
cybcTaHuuM cnuMpTa 3TWMOBOrO (3TaHona) B YacTM npaBa Ha NPOM3BOACTBO (hapMaLeBTUHECKON
cybcTaHuumn cnupta 3TWMOBOrO (3TaHOoMa) npekpawaeTcs NUUEH3UPYLWUM OpraHoM B Criyyasx,
onpegeneHHbix ctatbenn 20 PepgepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUn
OTOENbHbIX BUOOB OEATENbHOCTU", a Takke C AdaTbl NPEKpalleHWs WM aHHYyNMpoBaHMS OENCTBUSA
NVUEH3MM Ha NpOou3BOACTBO 3TMMOBOrO CnNMpTa Anis NpoussBoAcTBa hapMaueBTMYEeCKon cybcTaHumm
cnupTa 3TUNoBoro (dTaHona), BblAaHHOM B COOTBETCTBUMN ¢ PeaepanbHbiM 3aKOHOM OT 22 HoA6psa 1995
roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHuUM Npou3BoacTBa M 0OOpoOTa 3TMMOBOrO CNMpTa,
arnkorosibHOM 1 cnMpToCcoAepXaLlen npoaykumm n ob orpaHnyeHnm notTpedbneHns (pacnuTns) ankoronbHOM
npoaykuun".

Cratba 9. NocymapcTBeHHbLIN KOHTponb (Hag3op) B cdepe obpaweHuss NeKapCTBEHHbIX
cpencrTB
(B pea. PepepanbHoro 3akoHa oT 11.06.2021 N 170-93)

1. TocymapCTBEHHbI KOHTpOmnb (Haasop) B cdpepe obpalleHMs NekapCTBEHHbIX CPeacTB
OCYLLIECTBNSETCA NoCcpeacTBOM deaepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHns nekapcTBEHHbIX CpeacTB WM headeparnbHOro rocyaapCTBEHHOrO JULEH3MOHHOMO KOHTPOS
[AeATEeNbHOCTM NO NPOU3BOACTBY NEKapCTBEHHbIX CPEACTB, OCYLLECTBAsSeMbIX ddeaeparnbHbIMY opraHamu
WCMNOMHMTENBHOW BNacTu, yNnonHOMOYeHHbIMK [NpaBuTensctBoMm Poccuiickon Pegepaumm.

2. lMpepmeTom bepepanbHOro rocygapCcTBEHHOro KOHTponsi (Hagsopa) B cdepe obpalleHus
neKkapCTBEHHbIX CPEACTB ABMAKTCS:

1) cobntogeHne obasaTtenbHbiX TpeboBaHWi B cpepe obpalleHnsi NekapCTBEHHbIX CPEACTB, B TOM
yucne:

a) Tpe6OBaHI/Il7I K OOKIMMHUYEeCKMM WUccrnegoBaHNAM JeKapCTBEeHHbIX CpeacTtB, KIMHUYECKUM
ncenenoBaHnaM  NiekapCTBeHHbIX npenapaTtoB, W3roToBJIEHUHD, XpaHeHWH, TnepeBo3ke, BBO3Yy B
POCCI/II?ICKyPO dDe,qepau,mo, OTNyCKy, peanu3auun, nepenade, npodaxe JIeKapCTBeHHbIX CpencTs,
NPUMEHEHUID INeKapCTBEHHbIX MNpenapaTtoB, YHUYTOXEHUIKO IeKapCTBEeHHbIX CcpencTtB, YCTaHOBIIEHUIO
npon3BoaAnUTENAMU NEeKapCTBEHHbIX MNpenapaTtoB UeH Ha NeKapCTBeHHble npenapartbl, BKIMHOYEHHblE B
nepe4vyeHb XXN3HEeHHO HEeobX0OMMBbIX U BaXKHENLLNX NNeKapCTBEHHbIX NnpenapaTos;

6) Tpe6OBaHVII7I K COOTBETCTBUIO JIEKAapPCTBEHHbIX CpeacTB, HaxogdAwuxca B o6pau.|,eHM|/|,
nokasartesndam Ka4yecTBa, Sd)CbeKTVIBHOCTVI n 6e3onacHocTH, YCTaHOBJ1€HHbIM B COOTBETCTBUN C HAaCTOALLNM
dJeuepaanblM 3aKOHOM;

B) TpeboBaHMn K cobnogeHnto cybbekTamm obpalleHnsi NeKkapCTBEHHbIX CPEACTB, YKa3aHHbIX B
yactn 1 crtatbk 67.1 HacTosiwero degepanbHOro 3akoHa, OrpaHMYeHU, Hanaraemblx ctatbsiMu 67.1 u
67.2 HacTosiwero ®enepanbHOro 3aKoHa;

2) cobrogeHne NMULEH3NOHHBIX TPeGOBaHMIN K OCYLLIECTBEHMIO (hapMaLleBTUYECKON AeATENbHOCTH;
3) cobniogeHue TpeboBaHUM K NpefoCTaBNEeHN0 CyObekTamMmm obpaLleHnst NekapCTBEHHbIX CPeacTB
HOPMaUMM O NEeKapCTBEHHbIX CpeacTBax M (MnM) NekapCTBEHHbIX Mnpenapartax, npegycMOTpPEeHHON

ctatbamm 9.1, 52.1 1 64 HacTodAwero PegepanbHOro 3akoHa.

3. Tlpn ocywectBneHun eaepansHOro rocyaapCTBEHHOro KOHTpons (Hagsopa) B cdepe
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obpalleHnss nekapcTBEHHbIX CpPEeACTB NPOBOAATCH Cnefywline BuAbl KOHTPOMbHbIX (HA430PHbIX)
MEepPONPUATUIA:

1) BOKyMeHTapHas NpoBepKa;

2) Bble3gHas NpoBepKa;

3) BbIBOPOYHbI KOHTPOJIb KA4YEeCTBa;
4) KOHTpOIbHas 3aKymnka;

5) NHCNEKUNOHHbI BUSWT;

6) HabniogeHue 3a cobnogeHneM obs3aTenbHbiX TpeboBaHMM (MOHUTOPMHI ©e30nacHOCTK)
(dbapmakoHagsop).

4. OpraHunsaums n ocyllecTarneHue deaepanbHOro rocygapCTBeHHOro KOHTpons (Hag3opa) B cdepe
obpalleHns nekapcTBeHHbIX cpeacTB perynupytotcs ®egepaneHbiM 3akoHoMm oT 31 mona 2020 roga N
248-®3 "O rocygapCTBEHHOM KOHTpone (Hagsope) M MyHuuunanbHOM KoHTpone B Poccuiickon
depepaummn”.

5. BHennaHoBblii BbIGOPOYHbIA KOHTPOSb KayecTBa NPOBOAMTCS B TOM YMCIE Ha OCHOBaHUU
nporpamMmbl MPOBEPOK.

6. MNnaHoBbLIV BEIBOPOYHbIV KOHTPOSb KayecTBa He NPOBOANTCS.

7. Mo pe3ynbTatam BbIDOPOYHOrO KOHTPOMS KavyecTBa Hapsgy C pPeLueHnaMn, NpegycMoTPEHHbIMM
®epepanbHbiM 3akoHoM oT 31 utons 2020 roga N 248-03 "O rocygapCTBEHHOM KOHTporne (Hagsope) v
MyHUUMNANbHOM KOHTpone B Poccuiickon Pepepauunn”, depepanbHbiMU OpraHaMv WUCMOMHUTENBHOWN
BNacTu, YNONTHOMOYEHHbIMW Ha OCYLLUECTBMEeHME BbIOOPOYHOrO KOHTPONS KayecTBa, MPUHMMAOTCS
cnegyowme peLeHns:

1) 0 JanbHenwem rpaxgaHckom o6op0Te cepun, naptmm COOTBETCTBYHLUEro JriekapCTtBeHHOro
cpencTea B Cliydae noarBepXxXaeHua no pesyrnbrtatamM npoBedeHHbIX UCMbITaHWI COOTBETCTBMS KavyecTBa
JNIeKapCTBEHHOIo cpeactea yCTaHOBJIEHHbIM TpeGOBaHVIﬂM;

2) 06 m3bATUN K3 rpaxgaHckoro obopoTa cepuu, NapTuM COOTBETCTBYIOLLErO ieKapCTBEHHOMO
CpeAcTBa B Clyyae BbIFBMEHUS MO pe3ynbTaTtaM NPOBEAEHHbLIX UCMbITaHUA HECOOTBETCTBUSA KadecTBa
NeKapCTBEHHOro CpeAcTBa YyCTAHOBMEHHbIM TpeboBaHUAM;

3) o nepeBoae NEKapCTBEHHOTO CPEeACTBa Ha MOCEPUIHbIA BbIGOPOYHbLIA KOHTPOSb KayecTBa
neKkapcTBEHHbIX CpeacTB B Cllyyae MOBTOPHOrO BbISIBIIEHWSI HECOOTBETCTBMS KayecTBa fieKapCTBEHHOIo
CcpeacTBa yCTaHOBMEHHbIM TpebGoBaHusIM M (MpYM HEOGXOAMMOCTM) O NpoBepke cybbekTa obpalleHust
NeKapcTBEHHbIX CPeacTB. Pacxodbl, CBA3aHHbIE C NpoBeAeHMEM MOCEPUMHOMO BbIGOPOYHOrO KOHTPOSS,
onnayMBalTcs MNPOU3BOAMTENIEM FEeKapCTBEHHOrO CpeacTBa nuGo aepxatenem Wnu Bragesbuem
pervcTpaumMoHHOro YAOCTOBEPEHMS NeKapCTBEHHOrO Npenapara.

8. depepanbHbli TOCY4APCTBEHHbIN NULEH3MOHHBIN KOHTPOSb AEATENbHOCTM MO MPOM3BOACTBY
neKapCTBEHHbIX CPeACTB OCYLUECTBMSETCA B COOTBETCTBUM C 3aKoHoOaTenbCTBOM Poccuickon
degepaumn.

Cratbs 9.1. Nporpamma npoBepokK
(sBegeHa dPepepanbHbiM 3akoHoM 0T 11.06.2021 N 170-93)

1. B uensx opraHnsaumm BbIBOPOYHOrO KOHTPOSS KAYECTBA NEKAPCTBEHHbIX CPEACTB (POpMUpYyeTCs
nporpaMmma npoBepOK.

2. Ana uenen peanusauuy nporpaMmMbl NPOBEPOK NPOW3BOAMTENM NEKapCTBEHHbIX CPeacTB U
opraHusaumy, OCyLLeCTBRsoWmne BBO3 NeKapCTBEHHbIX cpeacts B Poccuiickyio  depepauumto,
npeaocTaBnsloT B  OTHOLIEHUMW NEKapCTBEHHbIX CpeacTB AN  MeAWMUMHCKOro MpUMEHeHus B
YNOSTHOMOYEHHbIN dheeparibHbli OpraH UCMOMHUTENBHON BNacTW, OCYLLECTBNAIWUA YHKUMN NO
KOHTPOSIIO U Haas3opy B cdiepe 34paBOOXPaHEHMsl, B OTHOLUEHUW JeKapCTBEHHbIX CPeAacTB Afis
BETEPUHAPHOIO MPUMEHEHUS B YMNOSIHOMOYEHHbIM defepanbHbii OpraH UCMAOMHUTESNBLHOW BRacTy,
OCYLLECTBMALLMI (PYHKLMM NO KOHTPOMIO U Haa3opy B cepe obpalleHns nekapcTBEHHbIX CPeACTB Ans
BeTEPUHAPHOro NPUMEHEHUs, CBEAEHNA O Cepusax, NapTUAX feKapCTBEHHbIX CPeACTB, MOCTynawwmx B
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rpaxgaHckun obopot B Poccunckon depepaumu, B nopsigke, coctaBe U obbeme, YCTaHOBMEHHbIX
yKasaHHbIMW befiepanbHbIMU OpraHaMu UCMOMHUTENbHOW BNAacT B OTHOLLEHUUN NEKapCTBEHHbIX CPEACTB
Ans MeAWUMHCKOrO MNPUMEHEHUA U B OTHOLUEHUW JEKapCTBEHHbLIX CPeacTB Ans BeTepUHapHOro
NPUMEHEHNSA COOTBETCTBEHHO.

3. lMporpamma npoBepok ¢opMupyeTCcs Ha KaneHaapHbii rog B cpok go 30 gekabps roga,
NpeaLecTBYHOLLEro rogy npoBeeHnsi BoIBOPOYHOro KOHTPONS.

4. B cnyyae HacTynneHns cobbITMi, ykasaHHbIX B NOANYHKTax "6" n "B" nyHKTa 2 yacTun 6 HacTosLwen
cTaTbu, (begepanbHbIM OPraHOM UCMOMHUTENBHOW BNACTW, OCYLLECTBASIOWMM OYHKLUN MO KOHTPOMO 1
Hag3opy B cdepe 34paBoOXpaHeHusi, pegepanbHbIM - OpPraHOM — UCMOMHMUTENbHOW  BMAcCTw,
OCYLLECTBASAOLWMM DYHKLUM NO KOHTPOMIO U Haa3opy B cdepe 06palleHuns nekapCTBeHHbIX CPeacTB AN
BETEePUHaPHOro NPUMEHEHWS, NPy HEOOXOAMMOCTM BHOCATCH COOTBETCTBYIOLLME N3MEHEHUS B MPOrpamMmmy
NpPOBEPOK.

5. B nporpammy npoBepok MOryT BKMOYATLCS MEPONPUATUSA C YY4ETOM HapyLUEHWU, BbIIBNEHHbIX B
pamkax KOHTPOIbHbIX (HAA30PHbIX) MEPONPUATUIA 32 NPeabIAYLLNA KaneHAapHbIA FoA.

6. Nporpamma NpoBEPOK COAEPKUT:

1) NnepeyeHb NekapCTBEHHLIX CPeACTB, OTOOP 00pa3u 0B KOTOPbLIX OyAET OCYLLECTBMASATLCA B paMKax
BbIOOPOYHOro KOHTPONsi, hOpMUPYEMBIN C Y4ETOM pe3ynbTaToOB rOCYJapCTBEHHOIO KOHTPONS (Haa3opa) B
cchbepe obpalleHnsa nekapCTBEHHbIX CPEACTB 3a KaneH4apHbIv rof, NpeawecTByoWmi roqy NnpoBeaeHus
BbIOOPOYHOro KOHTPONS;

2) YKa3aHune Ha cobbiTue, HacTyniieHne KOTOporo ABndAeTCA OCHOBaHMEM [ONA OCyLleCTBJ1E€HUA
Bbl60p0‘-IHOFO KOHTPONA:

a) nony4yeHne ceegeHun, NpeacTaBnsemMbiX B COCTaBe U 0bbeme, yCTaHOBMEHHbIX dhedeparnbHbIM
OpraHoM MCMONHUTENbHON BNAcTW, OCYLLECTBASAWUM (YHKLMU NO KOHTPOM W Haasopy B cdepe
30paBoOXpaHeHusi, degepanbHbiM OpraHoM UCMOMHUTENBHOW BRiacTu, OCYLLECTBASIOWMM (PYHKLMU MO
KOHTPOSO M Haa3opy B cdhepe obpalleHns nekapcTBeHHbIX CPeACTB AN BeTEPUHaAPHOIO NPUMEHEHHS, O
cepusix, NapTUAX JeKapCTBEeHHbIX CPeAcTB, MOCTYNawlMX B rpaxgaHCckMin obopoT B Poccuiickon
®Pepepaumn, yKasaHHbIX B MNyHKTe 1 HacTosilWen u4acTu, oOpraHv3aumsMy, OCYLLEeCTBMASIOWUMU
NPON3BOACTBO flekapCTBEHHbIX cpeacTB B Poccuiickon ®egepaumn M BBO3 feKapCTBEHHbIX CPEACTB B
Poccuickyto ®epepaunto;

0) nonyyeHue NocTynarwLLen B Nopsake, yCTaHOBNEHHOM cTaTben 64 Hactosiwero ®enepansHoro
3aKoHa, MHGopMaLMN 0 NOBOYHBLIX AEUCTBUSAX, HEXEeNaTeNbHbIX PEaKUUSAX, CePbEe3HbIX HeXenaTerbHbIX
peakumsix, HenpeaBUAEHHbIX HEXenaTernbHbIX peakumsax npy NpMMEHEHUN NeKapCTBEHHbIX MpenapaTos,
06 vHOUBMAYanbHOW HENEepPeHOCUMOCTU, OTCYTCTBUM 3D(PEKTMBHOCTM flekapCTBEHHbLIX NpenapaTtos, a
Takke 06 MHbIX (hakTax U 0BCTOATENBLCTBAX, NPEACTABNSALINX YrPO3Y XU3HU NN 300POBbLI0 YeroBeka
nmMbo KMBOTHOTO MNPW MPUMEHEHWU JIEKAPCTBEHHbLIX MpenapaToB W BbIABMEHHBIX Ha BCEX 3Tanax
obpalleHns nekapcTBEHHbIX NpenapaToB B Poccuickon Pefepaumm n apyrmx rocygapcraax;

B) monyyeHve B cooTBeTcTBMM ¢ PegepanbHbiM 3akoHoM oT 31 umiona 2020 roga N 248-93 "O
rocyadapCTBEHHOM KOHTpone (Hagsope) M MyHuuMnanbHOM KoHTporne B Poccuiickon depepaummn”
CBedEeHVMN O MpUYMHEHUM Bpeda unu ob yrpose NPUYUHEHUS Bpeda >XM3HW, 340POBbI0 rpaxaaH wnu
XVBOTHBIX.

Cratba 9.2. TlocymapcTBeHHbI KOHTpoOnb (Hag3op) 3a peanusauven opraHamu
MCNONMHUTENbLHOW BnacTn cybbektoB Poccurickon ®enepaummn nonHomoumn B cpepe obpalleHus
neKapcTBeHHbIX CPeACTB AN MeAULMHCKOro NpuMeHeHus

(BBeaeHa depepanbHbIM 3akoHOM OT 11.06.2021 N 170-03)

1. F'ocygapCTBEHHbIV KOHTpONb (Had3op) 3a peanu3aumen opraHamm WCMOSNTHUTENbHON BMAacTy
cybbektoB Poccuiickon ®egepauumn nonHomoumn B cdepe obpalleHus nekapCTBEHHbIX CpeacTB Ans
MEAVLIMHCKOrO MNMPUMEHEHNs1  OCYLLECTBNSAETCH  YNONHOMOYeHHbIM  [lpaBuTtensctBoMm  Poccuiickon
denepaumm opraHoM UCMOSNTHUTENBHON BNACTU.

2. lNpeameToM rocyaapCTBEHHOIO KOHTPONS (Haa3opa) 3a peanunsaumein opraHaMm UCNONHUTENBHON
Bnactu cyobektoB Poccuiickon ®enepauum nonHomMoumii B ccpepe obpalleHns nekapCcTBEHHbIX CPEACTB
ANst MeANLMHCKOro NPUMEHEHUS ABNSIETCA cObMogeHNe YNONTHOMOYEHHBIMU OpraHamMmn UCMOSNTHUTENbHON
Bnactu cybobektoB Poccuinckon Pepepaunm METOOUKM YCTaHOBIEHUS] NPeAenbHbIX pa3MepoB OMTOBbLIX
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HagbaBoK U npegenbHbIX pa3MepoB PO3HUYHbLIX HagbaBoK K CbaKTI/I‘-IeCKMM OTNYCKHbIM LEeHaM,
YCTaHOBIIEHHbIM NPOU3BOAUTENAMU TJEKapCTBEHHbIX npenapaTtoB, Ha JieKapCTBEHHble nMnpenapaThl,
BKIMtOYEHHbIE B NepeYvyeHb XXU3HEHHO HeobX0aUMbIX N BaXKHENLLNX NeKapCTBEHHbIX NpenapaToBs.

3. Tpy ocyllecTBNEHMM TOCYAapCTBEHHOTO KOHTpOMns (Hagsopa) 3a peanusauven opraHamu
WCMONMHUTENBHOM Bractu cybobektoB Poccuiickon Pepepauumn nonHomoumii B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB A1 MEANLIMHCKOrO NPUMEHEHWS MPOBOAATCS crieaytoLwme Buabl MepONpUaTUN:

1) BOKYMEHTapHbIE NPOBEPKY;
2) Bble3Hble NPOBEPKMU.

4. OpraHu3auuss n OCyLleCTBNEeHWe rocyfapCTBEHHOro KOHTponsa (Hags3opa) 3a peanu3auuven
opraHamu uMcnonHuTenbHoW BnacTn cybbektoB Poccunckon dPepepauumn nonHomounin B cdepe
obpalleHnss nekapCTBEHHbIX CPEACTB ANs MEAULMHCKOro npumeHeHus perynupytotcs PepepanbHbiM
3akoHOM oT 6 okTabpa 1999 roga N 184-03 "O6 06wux npuHUMNax opraHu3aumMm 3akoHoAaTerbHbIX
(NnpeactaBuTenbHbIX) M UCMOMHUTENBHBIX OPraHOB rocydapCTBEeHHOW Bnactu cybbektoB Poccuiickon
denepauymmn”.

5. TlonoxeHne o0 rocyaapCTBEHHOM KOHTpone (Hag3ope) 3a peanusauvMen opraHamu
ucnonHuTensHOW Brnactn cybbektoB Poccuickon ®egepauum nonHomounn B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHns yteepxgaetcs lNMpaButensctBom Poccuiickon
depepaumm.

CrtaTbs 9.3. PermoHanbHbIW rocyfapCTBeHHbIN KOHTPONb (HaA30p) 3a NpUMEeHeHUeM LeH Ha
feKapcTBeHHbIe Mpenapartbl, BKMAOYEHHbIe B NepevyeHb XU3HEeHHO HeoOXOoAMMBIX U BaXKHEMLUUX
NeKapCcTBEHHbLIX NpenapaToB

(sBegeHa depepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PernoHanbHbIN rocygapCTBEHHBIN KOHTPOIb (HaA30p) 3a MPUMEHEHMEM LIEH HA NEKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MEPEeYeHb XWU3HEHHO HEOOXOAMMbIX W BaXHEMWLWMX JIEKAPCTBEHHbIX
npenapaToB, OCYLLECTBSAETCA OpPraHoM WCMNONHWUTENbHOM Bractu cybbekta Poccuinckon depepauun,
YNOMHOMOYEHHbBIM BbICLLUMM MUCMOMHUTENbHBIM OpraHoM rocygapCTBEHHOW BnacTu cybbekta Poccuimckon
depepaumm.

2. MNpegmeTom pervoHanbHOro rocygapCTBEHHOrO KOHTPONs (Hagsopa) 3a NpYMeHEHUeM LeH Ha
neKkapcTBeHHble MpenapaTbl, BKIIOYEHHblE B MNepeyvYeHb XM3HEHHO HeoOXOoAUMbIX W  BaXHEMLWMX
neKkapCcTBEHHbIX  MpenapaToB, sABNdeTcd  cobmniogeHue  opraHuM3auusiMM  ONTOBOW  TOProBnuv
neKkapCcTBEHHbIMW CpeaCcTBaMu, anTeYHbIMM OpraHusauusiMu, UHAMBMAYaNbHbIMU NpeanpuHMMaTEnsaMu,
UMELWMMN  NULEH3NI0 Ha dapmMaueBTUYECKYlD OeATeNbHOCTb, MeOUUMHCKMMUW  opraHu3aumsvu,
UMELL MU FIMLEH3NIO Ha hapMaLeBTUYECKYI0 AeATenbHOCTb, U X 060CO6neHHbIMY Nogpa3geneHmsamm
(ambynatopusimu, penbaliepckumm u henbaepcko-akyLepCKUMU MyHKTaMu, LeHTpamu (oTaeneHnsamm)
obLwer BpauebHoM (CeMenHOon) NpakTMKN), PacnonoXeHHbIMU B CEMbCKUX HACeMNEHHbIX MYHKTaxX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHusauuw, npu peanu3aumm fnekapCTBeHHbIX npenapaTtoB TpebosaHui K
NPMMEHEHWIO LieH, YPOBEHb KOTOPbIX HE AOMKEeH MpeBbllaTb CyMMY (DakTU4ECKOW OTMYCKHOW LeEHbI,
YCTaHOBMEHHOW Mpou3BoAWUTENEM feKapCTBEHHbIX MpenapaTtoB, W KOTOpble He MpeBblakoT
3aperncTpMpoBaHHbIX MpederbHbIX OTMYCKHbIX LieH, U pa3MepoB ONTOBbIX HagbaBoK M (Mnn) pa3mepoB
PO3HWUYHbIX HaAbaBOK, HE NPeBbILLALLNX COOTBETCTBEHHO Pa3mMepoB NpeaeribHbIX ONTOBbIX HAA0aBoOK U
(vnn) pasmepoB NpeaenbHbIX PO3HUYHBIX HaAbaBOK, YCTaHOBMEHHbIX B cybbekTe Poccuickon ®epepauun.

3. OpraHusaumsa M ocyLecTBleHne permoHarnbHOro rocygapCTBEHHOIO KOHTponsd (Hagsopa) 3a
NPMMEHEHNEM LIEH Ha NeKapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NepeyeHb KU3HEHHO HEOOXOANMBIX 1
BaXXHEWLLNX NeKapCTBEHHbIX NpenapaTos, perynupytotcs PepepaneHbiM 3akoHoMm oT 31 uons 2020 roga
N 248-®3 "O rocygapCTBEHHOM KOHTpone (Hags3ope) M MyHuuunanbHOM KOoHTpone B Poccuiickon
denepaummn”.

4. TonoxeHne o0 pernoHanbHOM rocyaapCTBEHHOM KOHTposne (Haas3ope) 3a NPpUMEHEHMEM LIEH Ha
NeKapcTBEHHbIe Mpenapartbl, BKIHOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAUMBIX W BaXKHENMLUMX
NEKapCTBEHHbIX MpenapaToB, YTBEPXAAETCS BbICLUMM WCMOMHUTENbHBIM OPraHoM roCyAapCTBEHHOW
BnacTtu cyowekra Poccunckon ®egepauum.

CraTtba 9.4. ®eagepanbHbIi rocyAapCTBEHHbIA FIMLEH3UOHHbLIA KOHTPONb AEATEeNIbHOCTU NO
NPoOU3BOACTBY JieKapCTBEHHbIX CPeacTB
(BBeaeHa depepanbHbIM 3akoHOM OT 11.06.2021 N 170-03)
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1. ®epepanbHbli rOCYAAPCTBEHHbIA MULIEH3MOHHbBIV KOHTPOMb AeATENbHOCTM NO MPOM3BOACTBY
nekapcTBEHHbIX CpeacTs ocyuwecTBndetrca degepanbHbIMUM  OpraHaMyv  UCMOMHUTENbHOW  BMacTw,
yrnonHoMouYeHHbIMu [NpaButensctBom Poccuinckon depepaumu.

2. ®epepanbHbli TOCYAAPCTBEHHbIA NULEH3MOHHBIA KOHTPOSb AeATENbHOCTM MO MPOM3BOACTBY
NeKapCTBEHHbIX CPEACTB OCYLLECTBNseTCs B cooTBeTCTBMM ¢ PepepanbHbiM 3akoHoM oT 4 mas 2011 roga
N 99-03 "O nuueH3npoBaHUN OTAENbHbIX BUAOB AesAtenbHocTn" n degeparsnbHbiM 3akoHOM OT 31 mons
2020 roga N 248-®3 "O rocymapCTBEHHOM KOHTporne (Haasope) M MyHMUMNanbHOM KOHTpOne B
Poccuiickon ®epepauun”. B pamkax denepansHOro rocyaapCTBEHHOTO MULEH3MOHHOMO KOHTPOnNs
OEeATENbHOCTM MO MNPOM3BOACTBY JlIEKAPCTBEHHbLIX CPEACTB MaHOBble KOHTPOSbHble (HaA30pHbIE)
MEpPOMNPUSATMS HE MPOBOASATCS, NPU 3TOM MNPOBOAUTCS Mepuoaudeckoe NOATBEpPXKOeHUEe COOTBETCTBUS
NUUEH3NAaTOB NULEH3MOHHLIM TpeboBaHMAM B coOoTBETCTBUN ¢ PeaeparnbHbiM 3akoHOM OT 4 mas 2011
roga N 99-03 "O nuueH3nMpoBaHuUM OTAENbHbIX BUAOB AeATenbHOCT".

Mnaea 5. PASPABOTKA, JOKINIMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCIIEAOBAHUSA
JIEKAPCTBEHHbIX MPENAPATOB AJ1A BETEPUHAPHOIO NMPUMEHEHNA

Cratba 10. PaspaboTka nekapcTBeHHbIX CpencTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKMYaeT B ceBA NOWMCK HOBbIX (hapMakonormyecku
aKTMBHbIX BeLeCTB, nocregyllee W3y4eHWe WX feKapCTBEHHbIX CBOWCTB, [OOKIMHUYECKune
nuccnenoBaHms, paspaboTky TEeXHOMOorun npou3soacTeBa hapMaLeBTUYECKUX CcybcTaHumn, paspaboTky
COCTaBOB 1 TEXHOMNOMMIN NPOM3BOACTBA NEKapCTBEHHbIX NpenapaTos.

2. dnHaHcoBOe obecneveHne pa3paboTky NEKAPCTBEHHbLIX CPEACTB OCYLLECTBSIETCS 3a CYET:
1) cpencTtB dhegepansHoro GrooxkeTa;
2) cpeacTB pa3paboTyMKOB fleKapCTBEHHbIX CPEACTB;

3) cpeoctB  mpou3BoauTenel  MeKapCTBEHHbIX  CPeACTB  MPU  BbIMOSIHEHUM  HAy4HO-
uccrnenoBaTenbCkux paboT Mo  JOroBopy Mexay paspaboTyuvMkOM NEeKapCTBEHHbIX CPeacts U
NMpOM3BOAMTENEM NEKAPCTBEHHBIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBoM Poccuiickon ®efepaunm MCTOYHUKOB.

3. MpaBa pa3paboTyrka NekapCcTBEHHOro CPeACcTBa OXPaHATCH rPaXKAaHCKUM 3aKOHO4ATENbCTBOM.

Cratba 11. loknMHMYecKoe nccnegoBaHue NeKapcTtBeHHOro cpeancrtea Ana MmeguUUMHCKOro
npUMeHeHuns

1. [JoknuHmn4yeckoe wuccrnegoBaHue NIeKapCTBeHHOro cpeactea AnAa MeauunHCKOro npumMeHeHus
nposBoauUTCA nytem nMnpuMeHeHUdA Hay4dHbIX MeTOO4OB OUEeHOK B Uendx nofiydeHuAa [OOoKa3aTesibCTB
Oe3onacHocTK, kKayecTea u SCb(*)eKTMBHOCTM JleKapCTBEHHOIo cpeacrtea.

2. [oknuHuyeckoe uccneaoBaHWE NEeKapCTBEHHOrO CPeacTBa ANs MEAMUMHCKOrO MpUMEHEHUs
NnpoBOAMUTCA B COOTBETCTBUM C MpaBunamMu Hagnexaiwenh nabopaTtopHOW NPaKkTUKW, YTBEPKAEHHBbIMM
YNOSTHOMOYEHHbIM theaepanbHblM OpraHoM UCMONHUTENBHON BraCTy.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3. ns opraHusaummn 1 npoBeAeHUst AOKIMHUYECKOro UCCrefoBaHUs NEKAPCTBEHHOMO cpeacTBa Ans
MEOULMHCKOrO MPUMEHEHMST pa3paboTuMKM NEeKapCTBEHHbIX CPEACTB MOryT MpuBMEKaTb Hay4yHo-
uccnegoBaTernbCckMe opraHusaumu, obpasoBaTtesibHble OpraHvM3auuu BbiCLIEro 0Opa3oBaHus, UMeroLne
HeoOXoOMMyl0  MaTepuanbHO-TEXHUMYECKyld ©ady U1 KBanuuuupoBaHHbLIX  CNEUManucToB B
COOTBETCTBYHOLLEN 06nacT uccneaoBaHus.

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [JoknuHM4Yeckoe wuccriegoBaHue NneKapCTBeHHOro cpeactesa AnAaA MeaununHCKOro npumMmeHeHus
npoBoAUTCA MO YTBEPXAEHHOMY pa3pa60T‘~IMKOM lekapCTBeHHOro cpeacrtea nnaHy C BedeHuem
NPOTOKOJ1a 3TOro uccrnenoBaHnAa U coCtaBlieHMEM OT4eTa, B KOTOPOM coAepXaTCcAa pedynbTaTbl 3TOr0
ncenenoBaHMAa U 3aknoy4eHmne o BO3MOXHOCTU NpoBeaeHNA KITMHNYECKOro nccriegoBaHnA nekapCcTtBeHHOro
npenaparta gna meanmunHCKoro npuMeHeHus.
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5. lNMpoBegeHne npoBepok cobnoaeHns Npasun Hagnexatlen nabopaTopHOM NPaKTUKN 1 NPaBOBbIX
HOPM WCMONb30BAHUS >XWMBOTHbLIX MNPW NPOBEAEHUM OOKIUHUYECKMX MUCCNeaoBaHWA NeKapCTBEHHbIX
cpeacTB Ans MeAMUUHCKOro NMPUMEHEHNs OCYLLEeCTBNSETCA YNONHOMOYEHHbIM deaepanbHbiM OpraHom
WCNOSNTHUTENBHOMW BNacTu.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6. PesynbTaTbl OOKIIMHWYECKOTO WUCCIeOOBaHWUsA JeKapCTBEHHOro cpefcTBa AN MeAWUUMHCKOro
NpUMeHeHNUs1 MOryT ObiTb NMpeAcTaBrieHbl B YNONIHOMOYEHHbIN dhedepanbHblil opraH UCMOSHUTESbHO
BMACTW B yCTAHOBIEHHOM MOPAAKE B LeNAX rocyaapCTBEHHON permcTpauun nekapcTBeHHOro npenapara.

Cratba 12. [OKNMHM4YECKOe uccnegoBaHue JNNIeKapCTBeHHOro cpeacTtBa M KIIMHU4YeCKoe
nccnegoBaHue reKapCTBeHHOro npenapara gnd setTepnHapHoOro npumMmeHeHunsA

1. [JoknuHM4yeckoe nccnenoBaHWe NEKAapCTBEHHOrO CPeAcTBa ANs BETEPUMHAPHOIO MPUMEHEHNS
npoBOAUTCA MNyTEM MPUMEHEHUS HaAy4YHbIX METOOOB OLEHOK B UENAX MOMy4YeHUs [oKasaTenbCTB
6e3onacHocTu, kavecTBa U 3phEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA, B TOM YMCrie onpeaeneHns cpoka
€ro BblBEAEHMS U3 OpraHM3ma >XUBOTHOTO, B Lensx obecneveHns 6e3onacHOCTU NPOAYKLMM KUBOTHOMO
NPOUCXOXAEHMS NOCIe NPUMEHEHNSI COOTBETCTBYIOLLENO JIEKaPCTBEHHOTO Npenapara.

2. [oknuHMYeckoe WcCcneaoBaHWe eKapCTBEHHOro CpPeacTBa W KNUHWYecKoe WuccrnenoBaHue
neKkapcTBEHHOro npenaparta Ons BeTEePUHAPHOro MpUMEHeHWsl, UCcrneaoBaHue GUO3KBUBANEHTHOCTU
yKa3aHHOro NekapcTBEHHOro rpenaparta MpOBOASATCA B COOTBETCTBUM C MpasBunamu, yTBEPKOEHHbIMM
YMNOSTHOMOY€EHHbLIM dheaeparnbHbIM OPraHoOM UCMONHUTESbHOW BMACTMU.

3. [JoknuHuuyeckoe uccrnegoBaHUe eKapCTBEHHOrO CPeAcTBa U KIMHWYECKOe WccrnenoBaHue
NeKkapcTBEHHOro npenapata [Afisi BETEPUHAPHOrO MPUMEHEHUsI MPOBOASATCS MO YTBEPXKOEHHOMY
pa3paboTynKoM IeKapCTBEHHOrO CpeAcTBa MnaHy C BeAeHWEM MPOTOKOMOB 3TUX MWCCNedoBaHUiA WU
COCTaBIIEHMEM OTHETOB, B KOTOPbIX COAEPXKATCS pe3ynbTaTbl 3TUX NCCNEAOBAHMA.

4. Ons opraHunsauunnm n nposeaeHnAa OOKIMMHNYECKOro nccrnegoBaHna nekapCTtBeHHOro cpeacrtea m
KIMMNMHNYECKOIro nccrneagoBaHna nekapCTtBeHHOro npenaparta anda seTepnHapHoOro npuMmeHeHnA pa3pa60TqMK
JNNIeKapCTBEHHOIo cpeactea MOXET NpUBJiIEKaTb OpraHun3aunn, nMmeruine H606XOD,VIMle mMaTtepuaribHO-
TEXHUYECKYO 6a3y n KBaJ'IVId)VILI,VIpOBaHHbIX cneunanncToB B COOTBeTCTByIOU.J,eVI obnacTtu nccrnegoBaHus.

5. KnuHnyeckne wccnenoBaHuWs NekapCTBEHHbIX NpenapaTtoB Ans BETEPMHAPHOro MpUMEHEHUS
NpoBOOSATCA B BETEPUHApPHbIX OpraHM3auusx WM B oOpraHu3auusix, OCYLLECTBRSIOWMUX pas3BedeHue,
BblpalLMBaHNE U COAEPXKaHNE XUBOTHbIX, B LLENsX:

1) YCTaHOBJ1IEHUA NEePEHOCUMOCTU NNIEKAPCTBEHHbIX NMpenapaTtoB 340POBbIMU ) KUBOTHbIMU;

2) nog6opa onTumarnbHbIX J03MPOBOK NEKAPCTBEHHBIX NPEnapaToB U Kypca NeyYeHunsi Ha KOHKPETHON
rpynne >1BOTHbIX C onpeaeneHHbIM 3aboneBaHnem;

3) ycraHoBneHuss  GesonacHocTM U 3PMEKTMBHOCTU  FNEKapCTBEHHOro  npenapara,
npeaHasHayeHHOro Ansi JievyeHus onpeferneHHbIX 3aboneBaHWil KUBOTHbLIX, WU 3 dEKTUBHOCTU
nekapcTBEHHOro npenapata Ans NpodunakTMki 3aboneBaHnii 340POBbIX XUBOTHBIX;

4) un3yyeHnss BO3MOXHOCTEW pacCLUMPEHUs MOKas3aHUM K MPUMEHEHUIO 3aperncTpupoBaHHOro
nekapCTBEHHOro npenaparta 1 BbiSBIEHNs paHee HeU3BECTHbIX MOBOYHbIX AENCTBUN.

6. KnuHuyeckoe uccrnenoBaHve NekapCTBEHHOro npenaparta Ans BeTepuMHapHOro MpUMeHeHus!
OCYLLIECTBSAETCA 3a CYET CPeACTB paspaboTyvka NekapcTBeHHOro cpeacTaa.

7. OT4yeTbl © pe3ynbtatax OOKIMUMHUYECKOro WuccnenoBaHuUA nekapCTBeHHOro cpenctea M
KIMMHNYECKOro  uccneagoBaHua  NeKkapCTBEHHOro  npenapata And  BeTepuMHapHOro rnpuMeHeHudA
COCTaBNAKTCA pa3pa60T‘-IMKOM NekapCTBeHHOro cpencrtea C Yy4deToMm 3aKM4YeHNn OpFaHI/l3aLI,VIIZ,
NPpUHUMaBLIKX y4acTue B opraHn3aumm n npoBegeHnn 3aTux nccnegoBaHun.

8. KoHTponb 3a npoBegeHWEM [OKNMMHWYECKUX WCCNeLOBaHUM eKapCTBEHHbIX CpeacTB U
KNMVUHWUYECKUX  UCCIEAOBaHMIN  NeKapCTBEHHbIX MpenapaToB AN  BeTEPUMHAPHOrO  NPUMEHEeHUs
OCYLLECTBMSAETCS YNONTHOMOYEHHbIM dbeaeparibHbIM OPraHOM UCTONHUTENBHOW BRacTu.

Masa 6. OCYWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPEMNAPATOB
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CraTtbsa 13. locygapcTBeHHasA permcTpaumsa fieKapCTBeHHbIX NpenapaToB
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npymeyaHue.

[onyckaeTcsi MpUMEHeHNe B MEOMUMHCKMX LEeNsiX He 3aperncTpyMpoBaHHbiXx B P® nekapCTBEHHbIX
npenapaToB, COAepKaLLMX HAPKOTUYECKNE CPEACTBA UMW MCUXOTPOMHbIE BELLECTBA, BBE3EHHbLIX B PO
B COOTBETCTBUM C Y. 3.1 CcT. 47 gaHHoro gokymeHTa (n. 8 ¢1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccuiickon ®efepaunmn gonyckaroTcss NPOM3BOACTBO, M3roTOBIIEHME, XpaHEHWe, NepeBo3ka,
BBO3 B Poccuiickyto denepaumio, BoiBo3 13 Poccuiickon depepauun, peknama, OTAYCK, peanusauus,
nepegava, NpYMEHEHWE, YHUYTOXEHWE FeKapCTBEHHbIX NpenapartoB, €Cnv OHW 3aperMcTpUpoBaHbI
COOTBETCTBYIOLLUM YNOMHOMOY€EHHbIM dhedeparibHbIM OPraHOM UCMONTHUTENbHOW BNAcCTy.
(vyactb 1 B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. [ocypapCTBEHHON perncTpaunm noanexar:

1) BCe NneKkapCTBeHHble Mpenapathbl, BNepBble Moanexaiwime BBoay B obpaiwieHne B Poccuickon
denepaumu;

2) nekapCTBEHHble npenaparbl, 3aperucTpupoBaHHblE paHee, HO MNPOV3BEAEHHble B ApYrvx
nekapcTBeHHbIX hopmax B COOTBETCTBMU C MEPEYHEM HAUMEHOBAHWIA NEKapCTBEHHbIX POPM, B HOBOW
A03MPOBKe Npu AokasaTeNnbCTBE €€ KMMHUYECKOW 3Ha4YMMOCTN 1 3D EKTUBHOCTY;

3) HOBblE KOMOUHaLUK 3aperncTpupoBaHHbIX paHee NekapCTBEHHbIX NMpenapaToB.

3. NocynapcTBeHHasi perucTpalmsi nekapCcTBEHHbIX NpenapaToB OCYLLECTBSETCS Mo pesynbTataM
3KCMEePTU3bl NMEKAPCTBEHHbIX CPEACTB, a roCy4apCTBEHHasi perMcTpaumsi opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLLECTBMsSIETCS MO pe3ynbTaTaM 3SKCNepTU3bl [OKYMEHTOB, MpPEeACTaBlIEHHbIX Arnst
onpeaeneHns BO3MOXHOCTM paccMaTpuBaTh NEKApCTBEHHLIN nNpenapaT Ans MeAULUHCKOrO NPUMEHEHNS
Mpun OCYLLECTBIIEHNM FOCYAapPCTBEHHOW PErMCTPaLIMM B KAYECTBE OpdaHHOIo fieKapCTBEHHOO NpenapaTa,
1 No pesyribTaTam 3KCNepTU3bl NeKapCTBEHHbLIX CPEACTB.

4. "ocynapcTBeHHas perncTpauusi nekapcTBeHHOro npenapara ocyliecTsnaeTca
COOTBETCTBYIOLUM YMONIHOMOYEHHbLIM ddedeparibHbiM OpraHoM WCMONHUTENbHOW BRactu B CPOK, He
NpeBbILaLWNA CTa WecTnaecatTn pabounx gHen co OHSA MPUHSATUSA COOTBETCTBYHOLLEro 3asiBMEeHUs O
rocyAapCTBEHHOW perucTpaumm rekapcTBeHHOro npenapata. B ykasaHHbI CPOK BKMOYaeTcs BpPeMms,
HeobxoavMMoe AN NOBTOPHOro NMpOBEeAEHUS 3KCNEepTU3bl NeKapCTBEHHOMO CPeacTBa B COOTBETCTBMU CO
ctaTeen 25 HacTtosiwero degeparnbHoOro 3akoHa. Cpok rocyfapcTBEHHOW perncTpaummn rekapcTBEHHOro
npenapara UCYUCNAETCA CO AHA NPUHATUS COOTBETCTBYIOLLMM YNOSTHOMOYEHHLIM befiepanbHbIM OpraHom
UCMOMHUTENBHOW  BrlacTW  COOTBETCTBYIOLIErO  3asiBMIEHWss O  FOCYAapCTBEHHOW  perucrpauumm
neKkapCTBEHHOro Mpenapata C MNpuUNoXeHNneM HeobXOAMMbIX [OKYMEHTOB MO [AeHb Bblgauu
perncTpauroHHOro yAoCTOBEePeHUs iekapCTBEHHOro NnpenapaTta. Bpems, Heobxogumoe Ans HanpasneHns
YNONHOMOYEHHbLIM  befeparnbHbiM  OPraHoM WCMOSTHUTENbHOW BMnacTu 3anpoca O nNpeacTaBneHum
HeobXoaMMbIX MaTepuanos 1 NpeacTaBneHns 3asgBuTenemM oTBeTa Ha AaHHbIW 3anpoc B COOTBETCTBUM CO
ctateammn 16, 19 n 23 HacTtoswero degepancHOro 3akoHa, He YYWUTbIBAeTCH MpU UCYUCIIEHUU CpoKa
rocyaapCTBEHHOW perucTpauny nekapcTBeHHOro npenapara.

5. l'ocygapcTBeHHOW permcTpaLmm He noanexar:

KoHcynbTaHTlmoc: npumeyaHue.
C 01.03.2023 B 0. 1 4. 5 cT. 13 BHOCATCA M3MeHeHus (P3 ot 30.12.2021 N 463-93).

1) nekapcTBeHHble MpenapaTtbl, U3roTOBMEHHbIE anTeYHbIMU OpraHusauMaMu, BeTepuHapHbIMU
anTeyHbIMX OpraHn3auMsMy, UHAMBUAYaNbHLIMU NPEeAnpUHUMATENAMU, KOTOpble UMEIOT NULEH3UI0 Ha
dhapmaLeBTUYECKYI0 AeATeNbHOCTb, MO peLenTaM Ha JleKkapCTBEeHHble MpenapaTtbl U TpeGoBaHUAM
MEOULIMHCKUX OpraHu3auuii, BeTepuHapHbIX opraHusaLuii;

2) nekapCTBEHHbIE NpenapaTbl, MPMobpeTeHHbIE hr3nyecknmmn nuuamm 3a npegenamm Poccumnckon
depepaumm n npegHasHayYeHHble 4 IMYHOrO MCMOMb30BaHMS;

3) nekapcTBeHHbIe NpenapaThl, BBO3UMble B Poccuiickyto depepaumio Ang okasaHUa MeaULUHCKON
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NOMOLLNX MO KM3HEHHbIM MNOKa3aHMAM KOHKPEeTHOro nauneHta Ha OCHOBaHMW pa3pellueHud, BblAaHHOIo
YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom WCMNONHUTENbHON BNacTu;

4) JleKapCTBeHHbIE CpeacTBa, BBO3MMbIE B Poccvu7|0|<yro (Dep,epau,mo Ha OCHOBaHWW BblgaHHOIoO
YNOJIHOMOYEHHbIM (bep,epaanblm OopraHom WCMNONHUTENBHON BiacTu paspewieHnda n npegHasHa4eHHble
ana nposeneHuna  KrnnHn4ecknx nccnegosaHumn JIeKapCTBEHHbIX MNpenapaTtoB w” (VIJ'IVI) nposeaeHnA
QKCMNepTn3bl JNNIeKapCTBEHHbIX CpeactB AOJd  OCyLleCTBIIEHUA rocy,qapCTBeHHoﬂ perncrtpauunmn
JIeKapCTBEHHbIX NpenaparTtoB;

5) cbapmaneBTUYeckme cybcTaHumu;

6) pa,qwoq)apmaueBTquCKme JleKapCTBEHHbIE Nnpenapartbl, U3rotoBJyiIeHHble HenocpeaCTBEeHHO B
MeONUMHCKUX opraHn3auunax B nopAanke, yCtaHOBJIEHHOM YMNOJIHOMOYEHHbIM d)ep,epaanblM opraHom
WCMNONHUTENBHON BNacTu;

7) nekapcTBEHHbIE NpenapaTbl, NPOM3BOANMbIE AN 3KCMopTa.
6. He gonyckaeTcsi rocyaapCTBEHHas pernctpaums:

1) nekapCTBEHHbIX npenapaTos, OTMMYaOWMUXCA APYr OT Apyra KavyeCTBEHHbIM COCTaBOM
AENCTBYIOLLMX BELLECTB, NO4 OAMHAKOBLIM TOProBbIM HAMEHOBaHUEM;

2) ofHOro nekapcTBEHHOro npenapara, NpPeAcTaBIEHHOrO Ha rOCYAapCTBEHHYKO perMcTpaumio B
OTHOLUEHWW OJHOr0 W TOrO XXe [JepxaTens Wnu Bnafenbla perucTpalMoHHOro YAOCTOBEpPeEHUs
nekapcTBEHHOro npenapata B Buae [ABYX W 6ornee nekapCTBEHHbIX NpenapaToB Mo PasfnuyHbiMU
TOProBbIMY HAUMEHOBaHUAMMU.

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

7. Mo 3anpocy (B anekTpoHHOW ¢opMe WM Ha GymaxHOM HocuTene) cybbekta obpalleHus
nekapcTBeHHbIX CPeCTB COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMONHUTENBHON
BNacTW, OCYLWECTBASAWMUM rOCYOapCTBEHHYIO  perucTpauuio  nekapCcTBeHHbIX MpenapatoB, B
YCTaAHOBIEHHOM UM MOPSAKE OCYLLECTBSETCA Hay4YHOe KOHCYINbTUPOBaHWE Mo BOMPOCcaM, CBA3aHHbIM C
nposefeHneM OOKITMHUYECKUX UCCrefOBaHUN, KIMHUYECKUX NCCReAoBaHNn NeKapCTBEHHbIX NpenapaTos,
3KCNEepTM3bl Ka4ecTBa JIEKapCTBEHHbIX CpPeacTB, apeKTUBHOCTM 1 6e30NacHOCTH, C OCYLLECTBIIEHNEM
rocyaapCTBEHHOW perncTpauum nekapCTBEHHbIX npenapaTtoB. KoHCynbTMpoBaHME OCYLIECTBNAETCS C
npueneyeHnem eaepanbHbIX FOCY4apCTBEHHbIX OIOMKETHBIX YYpeXaeHUN, NoaBEAOMCTBEHHbIX JaHHOMY
denepanbHOMy OpraHy WCMOMHUTENBHOW BRacTM U He y4acTBYKOLWMX B OpraHusauum npoBefeHus
9KCMEePTU3bl Ka4yecTBa JIEKAPCTBEHHbIX CPEACTB B LENsAX OCYLECTBNEHUA WX T[OCYLapCTBEHHOW
perncTpaumm B COOTBETCTBUM CO cTaTben 16 HacTtoswero depepanbHOro 3akoHa, B Buae OTBeTa B
nMCbMeHHOW opMe YMONHOMOYEHHOro deaeparibHOro opraHa WCMOMHUTENbHOM BNAcTU Ha 3arnpoc.
Pasvep B3umaemon C 3adBuTEna nnatbl onpefenseTcd B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunm o6 opraHM3aumm nNpegocTaBneHnst rocygapCTBEHHbLIX U MyHULMNASbHBIX YCYT.
MHdopmauus o6 ocyllecTBNEHUN Hay4yHOrO KOHCYNbTMPOBaHUSA, B TOM 4ucne cTaTtbW, 0030pbl,
crnpaBoYHble MaTepuanbl M MHas MHgopMauusa 06 OCYLIECTBNIEHMN HAYYHOrO KOHCYIbTUPOBaHWMS,
pasmellaeTca Ha oduuManbHOM canTe YNONHOMOYEHHOro deaepansHOro opraHa WCMOSHUTENbHOM
Bnactm B cetn "WHTepHeT" c cobnogeHneM orpaHuWYeHUn, YCTaHOBIEHHBIX 3aKOHOOATENbCTBOM O
nepcoHanbHbIX AaHHbIX, KOMMEPYECKOW 1 (Mnn) rocyaapCTBEHHOW TalHe.

8. lNocynapcTBeHHas peructpauusa fnekapcTBeHHbIX MpenapaTtoB, KOTOpble npefHasHayeHbl And
NPUMEHEHNs B YCNOBUSAX BOEHHbIX AEACTBUI, Ype3BblyalHbIX CUTYyaL Wi, NpeaynpexaeHns YpessblyanHbiX
cuTyauun, nNpodunakTku U neyveHus 3abonesBaHuii, NPeacTaBnsOLWMX OMACHOCTb ANSA OKPYXKAHLLMX,
3aboneBaHnin U MOpPaXeHWI, NOMYYeHHbIX B pe3ynbTaTe BO3AeWCTBUS HEOGNAronpuATHBIX XMMUYECKMX,
Ovonornyeckmx, pagunauMoHHbIX (aKTOpoB, M KOTopble pa3paboTaHbl B TOM 4uCre MO 3agaHuio
defepanbHbIX OpraHoB MCMOSMHUTENBHOW BMNACTW, YMOSIHOMOYEHHbIX B 06ractu obOpOHbI CTpaHbl U
fesonacHoCcTM rocygapcTBa, a Takke NeKapCTBEHHbIX CPEACTB B Cryyae MX AedeKTypbl MM pucka
BO3HMKHOBEHUS1 OedeKkTypbl B CBA3M C BBeAeHMeM B oOTHoweHun Poccuiickon depgepaummn
OorpaHMymnTENbBbHLIX MEp 9KOHOMWYECKOrO XapakTepa OCYLEeCTBRSeTCaS B NOpsSAKe, YCTaHOBMEHHOM
MpaButenscTBoM Poccuinckon degepaumm.

(B pea. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-93)

Cratbs 14. MpMHLUMNBbI 3KCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCF|epTI/I38 JNeKapCTBEHHbIX CpeaAcCTB OCHOBbIBAeTCA Ha NpuHUMNax 3akKOHHOCTH, cobntogeHus
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npae wu cBobog 4yenoseka WU rpaxgaHuHa, npaB Opunan4vyeckoro nula, He3aBUCUMMOCTU 3KcnepTa,
OOBbEKTMBHOCTH, BCECTOPOHHOCTN W NOJIHOTbI nccnegoBaHun, npoBOAMMbBLIX C WCMNOJIb30OBAHNEM
COBpPEMEHHbIX OOCTUXKEHUN Haykmn Wn TexXHUKNU, OTBEeTCTBEHHOCTU q)ep,epaanoro rocynapCrtBeHHOro
OrooKeTHOro yypexageHma no npoBeaeHUK JKCNepTu3bl JEKapCTBEHHbIX CpeacTtB WM 3KCNepToB 3a
npoBegeHne n Ka4eCcTtBoO 3KCMNEepPTU3bl.

2. 3KCFIepTVI3a JNIeKapCTBEHHbIX npenapaTtoB AJ1id MeauUuMHCKOro npuMeHeHuns BKInlo4aeT B cebs:

1) aKcnepTu3y AOKYMEHTOB, MPEeACTaBMeHHbIX AN onpefdeneHnst BO3MOXHOCTM paccMaTpuBaTb
neKkapcTBeHHbI npenapaTt Ans MeaWUMHCKOrO MPUMEHEHUST MPU OCYLLECTBIIEHUM ToCyaapCTBEHHOM
perucTpaumm B kayecTse opdaHHOro fiekapcTBEHHOro npenapara;

2) JKCNepTnldy npenioKeHHbIX MeTogoB KOHTPOJ1A KavyeCTBa JIEKapCTBEHHOIo cpeactBa U KadecrtBa
npencrtaBlieHHbIX O6p83LI,OB JNIeKapCTBEHHOro cpeacrtea C WMCMNoJib3OBaHMEM 3TUX MEeTodO0B (,u,anee -
3KCnepTn3a KavyecTtBa JiekapCTBEHHOIo Cpeﬂ,CTBa);

3) aKcnepTM3y OTHOLLEHWS OXKUAAEMOIA MOSb3bl K BO3MOXHOMY PUCKY MPYMEHEHWs! NTeKapCTBEHHOIO
npenapara;

4) 3KCnepTu3y PerucTpaumMoHHOrO AOCbEe Ha NEeKapCTBEHHbIN npenapaTt B Lensx onpeaeneHus
B3aMMO3aMEHAEMOCTHW NeKapCTBEHHbIX NpenapaToB 4519 MEAULMHCKOrO NPUMEHEHMS.
(n. 4 BBegeH ®egepanbHbIM 3akOHOM OT 27.12.2019 N 475-93)

3. 3KCFIepTVI3a JIeKapCTBEHHbIX MpenapaTtoB ANid BETEPUHApPHOro npMMeHeHnAa BKITHO4YaeT B cebs
9KCMNepTndy KadecrtBa J1€KapCTBEHHOrNo cpencteBa WM 3KCNeEpTU3y OTHOLUEHUA OXngaemonm nosnb3bl K
BO3MOXHOMY PUCKY NPpUMEHEHUA NTEKapCTBEHHOIO Nnpenapara.

Cratba 15. ®PepepanbHoe rocyaapcTBeHHoe OHOKeTHOe yuypexaeHue no npoBedeHUIo
3KCNepTU3bl SlIeKapCTBEHHbIX CPeACTB

OkcnepTur3a fnekapCcTBeHHbIX CPeACcTB NpOBOANTCS (beaepanbHbIM rocyAapCTBEHHbIM BIOMKETHBIM
yypexaeHnem COOTBETCTBYIOLLErO YNOMHOMOYEHHOro hefepanbHOro opraHa MCNONHUTENBHOW BnacTw,
co3gaHHbIM ANnd obecrneyeHust MUCMOSNHEHMS MOMHOMOYMMA 3TOro dhedepanbHOro opraHa no Bblgade
paspeleHni Ha NpOBEAEeHUE KIMHMYECKUX WCCNedoBaHWN fekapCTBEHHbIX npenapatoB v (Mnv) no
rocyaapCTBEHHOW perncTpaunm fekapCcTBeHHbIX NpenapaToB (ganee - 3KCnepTHoe yupexaeHve).

Cratbs 16. OpraHn3auus npoBeAeHUA IKCNEePTU3bl NIeKaAPCTBEHHbIX CPEACTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTusa NeKapCTBEHHbIX CPEACTB MNPOBOAUTCS KOMMUCCUEN 3KCMepPTOB 3KCMEPTHOro
yuypexneHusi, HasHaueHHOW ero pykoBoOWTENEM, Ha OCHOBaHWW 3ad4aHua Ha NpPoBedeHWe IKCMepTu3bl
NeKkapcTBEHHOro CpeacTsa, BbIAAHHOMO YMNOMHOMOYEHHbIM dedeparnbHbiM OpPraHoM WCMOMHUTENBHOM
BrnacTu. PykoBoautenb aKCnepTHOro yupexaeHuss obecneumMBaeT Haanexallee nposeneHne aKkcnepTuabl
NeKapcTBEHHbIX CPEeACTB B COOTBETCTBUM C 3adaHMeM, BblAaHHbIM YMNOMHOMOYEHHBLIM eaepanbHbIM
OpraHoM MCMOMHUTENbHOM BNAcTh, U OpraHU3yeT MOAroTOBKY CBOAHOMO 3aKMYeHUs 3Tol komuccun. B
COCTaB 3TON KOMUCCUM MO PELUEHWNI0 PYKOBOAUTENSA IKCMEPTHOrO YUPEXaeHUst MOryT GbiTb BKMOYEHbI B
KayecTBe 3KCMepTOoB nuua, He paboTalolme B JaHHOM 3KCMNEPTHOM YYpEXOEHUM, eCrv UX creuunanbHble
3HaHMs HeobxoaVMbl AN NPoBeAeHNs 3KCNEPTU3bl U Tak1e 3KCNePTbl OTCYTCTBYIOT B A@HHOM 3KCMEPTHOM
yupexaeHuu.

2. 3KCI‘IepTOM Nno npoBefeHUo 3KCNepTu3bl JNIEKapCTBEHHbIX CPenCTB ABNAETCA aTTeCcTOBaHHbIN
paboOTHMK SKCMEPTHOrO YYpexaeHusa, KOTOpbIN MMEEeT BbiCllee MeauuMHCKoe, hapmaueBTu4eckoe,
Ouonornyeckoe, BETEPMHAPHOE UMM XMMUYEeckoe obpa3oBaHue M NPOBOAUT SKCMEPTU3Y FEeKapCTBEHHbIX
CPEACTB B NOPSIAKE UCMOJNTHEHNSA CBOMX OOIMKHOCTHBIX 06593aHHOCTEN (danee - 3KCnepT).

3. I'Ip|/| npoBeaeHnn aKkCnepTmn3bl NIEKAPCTBEHHbIX CPeACTB 3KCNEPT HE MOXET HaxXoAUTbCA B Kakon-
nnbo 3aBMCUMOCTU OT NuLa, Ha3HAYMBLLENO 3Ty 3KCNepTunay, pa3pa60TqMKa NleKapCTBeHHOro cpencrtea
Unn apyrnx 3anHTepecoBaHHbIX B pe3yrnbTaTax 3KCnepTusbl L.

4, I'IpM npoBeaeHnn 3KCNepTusbl JeKapCTBEHHbIX CpeacTB He OOonyCKaeTCA I/ICTpe6OBaTb y
3asBuUTENss NUOO MHbIX nNuL, maTtepuarnsl, HeobxoauMble AOns nposeaeHnAa 3KCNnepTu3bl. B cny4vae
HeOAOCTaTO4YHOCTU NpencTaBlI€HHbIX IKCNEePTY MaTepmnanos ONA a4 3aKNK4YeHUnA 3KCnepT CTaBUT BOMPOC
O npeacrasneHun emy HeobXoAMMbIX MaTepumanoB nepen pykoBogutTernieM 3KCNepTHOro ydpexaeHud,
KOTOprIZ 06pau.|,aeTcs| C COOTBeTCTByWLMM 3arnpocoMm B yﬂOﬂHOMOHeHHbIVI (beﬂ,epaﬂbellZ OopraH
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WCMNONHUTENBHON BNacTu, BblOABLUNA 3adaHWEe Ha NMpOBeAEHNE SKCMEPTU3bl NIEKAPCTBEHHONO cpeacTea.
YKkasaHHbI hegepanbHblil opraH WUCMOMHUTENbHOM BMacTu B TevyeHWe naTu pabounx OHenm co AHs
MOCTYNSIEHUSA 3anpoca pPyKOBOOMTENS IKCMEPTHOrO Y4YpeXAeHUs HanpasnsieT 3asdABUTEN0 3anpoc O
npeacTaBneHnn Heobxoanmblx MatepuanoB. [daHHbI 3anpoc MOXET OblTb NepefaH yrnorHOMOYEHHOMY
npeacTaBuUTENO 3asBUTENS NNYHO NOA pacnuCKy, HanpaBreH No NoYTe 3aka3HbiM NMMCbMOM UNKU nepeaaH
B 9JIEKTPOHHON hopMe MO TENEKOMMYHUKALUMOHHbIM KaHanam cBsa3n. B cnyyae HanpaBneHust gaHHOro
3anpoca no no4yte 3akasHbIM MUCbMOM OH CYMTAETCs MOJTyYEeHHbIM MO UCTEYEHMM LLUECTM OHEWN C aaTbl
HanpaBIieHUs! 3aKa3HOro NMcbMa.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asButenb 006513aH NpeacTaBUTb OTBET Ha 3anpoc YNONMHOMOYEHHOro defepansHOro opraHa
WCMNOSTHUTENBHOM BRacTu B CPOK, HE NPEBbILIAOLLMIN AeBAHOCTa paboumx OHEN CO OHSA ero nonydYeHus.
YNonHoMo4YeHHbIN dheaepanbHbIi opraH UCNOMHUTENbHOW BNACTW, BbAABLUMIN 3aaHUe Ha NpoBedeHue
3KCMNEePTU3bl NTIEKAPCTBEHHOIO CPEACTBA, B TeYeHUe NATN paboyumx AHEeN Co AHSA NOCTYNNEHMs OT 3asaBuUTenst
OTBETa Ha [aHHbIA 3anpoC HanpaensieT TakoW OTBET B 3KCMepTHoe ydpexaeHue. B cnyuvae
HenpeacTaBreHMst MO UCTeYeHMM OeBsHOCTa pabouvnx OHeW 3asBMTENneM OTBETa Ha [OaHHbIA 3anpoc
YNOSTHOMOYEHHbIV (heaeparnbHbIi OpraH UCNOSIHUTENBHOW BNacTW, BblAaBLIWA 3adaHWe Ha NpoBedeHne
9KCMepTU3bl IEKAPCTBEHHOIO CPEACTBa, B TeYeHWe NSATM pabdoumx OHel HarnpaensieT B 3KCNepTHoe
yypexaeHne yBedOMIIEHME O HenpeacTaBfieHMM 3asiBUTENeM OTBETa Ha 3anpocC YyKa3aHHOro opraHa.
Bpemsi co oHsA HanpaBreHus 3anpoca 3KCNepTHOro y4pexaeHnsi B YNoNIHOMOYEHHbIN doefeparnbHbii opraH
WCMOSNHUTENBHOM BNAacTU A0 [AHS MNONyYEHUs] SKCMEPTHbIM YYpeXOeHMEeM OTBEeTa Ha 3anpoc unu
yBEOMIMEHNST O HenpeacTaBNeHnM OTBeTa Ha 3anpoC He YYUTbIBAETCA MNPU UCHUCIIEHUM CpokKa
NpoBeAEeHNs SKCNepTU3bl NIeKapCTBEHHOIO CpeacTBa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. Ecnu B cocTaBe perncrpauuoHHOro 40Cbe Ha NleKapCTBEHHbIM npenapart Ans MeguuMHCKOro
NPUMEHEHNS COAEPXKNTCA NpeaycMoTpeHHada ctatben 18, yacToto 1.1 ctatbh 30 U cTaTben 34 HacTosLLEro
dPepnepanbHOro 3akoHa KOMWUs peLleHUs YMOJSIHOMOYEHHOro dedepanbHOro opraHa WCMONTHUTENbHON
BNacTu O nNPOBEAEHVMU WHCMEKTUPOBAHUSA MPOM3BOOUTENS IEKAPCTBEHHbIX CPEACTB, JKCNepTy OO0
0POpMIIEHUS pe3ynbTaToB 3KCNEPTU3bl NIEKAPCTBEHHOINO CpPeAcTBa NpedoCTaBnAeTCs B MOpsiAke U Ha
YCIOBUSIX, KOTOpble NpPeaycMoOTpeHbl YacTamu 4 u 4.3 HacTosILEeN CTaTbW, KOMUSA 3aKMOYEeHUs O
COOTBETCTBMM  MPOU3BOAUTENSI FNEKAPCTBEHHbIX CPEACTB TpeboBaHMAM npaBun  Hagnexallen
NPON3BOACTBEHHOW MPAKTUKW, BbIAAHHOIO YMOMHOMOYEHHbIM doefeparnbHbiM OpraHOM MCMOSTHUTENbHOM
BnacTu.

(4acTb 4.2 BBegeHa dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3agButenb 0653aH NpeacTaBuTb B YNOMHOMOYEHHbIM dhedepanbHbIi OpraH NCMONTHUTENBLHON
BMacTu KOMWIO 3aKkMioYeHWss O COOTBETCTBUM NPOM3BOAUTENSA feKapCTBEHHbIX cpeacTB TpeboBaHuAM
npasuI Hagnexalwen npou3BOACTBEHHOM MNPAKTUKM B CPOK, HE MNPEBLILAIOWMIA CTa BOCbMUAECATU
pabounx gHew co AHA NoMyYeHns 3anpoca o ee NpegocTaBneHnn. YNonHOMOYEHHbIN ddefeparnbHblin opraH
WCNONMHUTENBHOW BacTu, BbiAABLUNA 3afaHNe Ha NpoBefeHne 3KCNepTu3bl NekapcTBEHHOro CpeacTsa, B
TedyeHue nATM pabounx AHEeM CO AHSA MOCTYMNNEHUS OT 3asBUTENS KOMWUM 3aKIOYEHWs O COOTBETCTBUM
Npon3BOAMTENS NEKapCTBEHHbIX CpeacTB TpeboBaHuAM npaBun Hagnexaiwlen nponsBoACTBEHHOM
NpakTUKK, HanpaensieT ee B IKCMEpPTHOe yuypexaeHve. B cnyvae HenpeacTaBneHus 3asBuUTenem B
YKa3aHHbIA CPOK KOMUW 3aKMOYeHUss O COOTBETCTBUW MPOU3BOAUTENS JEKapCTBEHHbLIX CPEACTB
TpeboBaHWAM NpaBun Haanexaten NPoM3BoACTBEHHOW NPAaKTMKM YNONTHOMOYEHHbIN dheaepanbHblii opraH
UCMNOSHMTENBHOW BriacTu, BbiAaBLUMI 3afaHne Ha NMPoBEeLAEHNE 3KCMePTU3bI NNEKapCTBEHHOIo CpeacTsa, B
TeueHue NATy pabounx AHeWn HanpaBrseT B 3KCNEpPTHOe yypexaeHne yBeAOMITeHNe O HenpeacTaBneHum
3as8BUTENEM KOMUM 3aKMOYEHMs O COOTBETCTBUMN NPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHmaM
npasuI Hagnexatlen npousBoACTBEHHOW NpakTUKW. Bpemsa co aHA HanpaBneHus 3anpoca 3KCnepTHOro
yypexneHusa B YNONTHOMOYEHHbLIN befdeparnbHbii OpraH UCMONHUTENbHOW BNactu A0 OHS NONyYeHus
3KCMEPTHLIM YYpexaeHNeM KONnuun 3akrnioYeHns 0 COOTBETCTBUN MPOU3BOANUTENS NEeKapCTBEHHbLIX CPeACTB
TpeboBaHMAM nNpaBun  Hagnexaiwlen MpoOM3BOACTBEHHOW MpPaKTUKM WM YBEAOMMEHUs O ee
HenpeacTaBneHun He YYUTbIBAETCH MPU UCHUCIIEHUN CPOKa MPOBEefEeHUs 3KCNEepTU3bl NeKapCTBEHHOro
cpencTsa.

(yacTb 4.3 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OkcnepT npu npoBedeHUM MOPYYEHHOW €My pPyKOBOAMTENEM 3KCMEPTHOro YyYpexaeHus
3KCMepTM3bl NIEKapCTBEHHOTO cpeAcTBa 06sA3aH:

1) nposecTtn noJiHoe wuccnenoBaHme npenctaBfieHHbIX eMy 00BbEKTOB, matepuanoB, AaTb
00OCHOBaHHOE U OObEeKTUBHOE 3ak/ioYyeHMe Mo MNocTaBMEeHHbIM nepeg HuM BonpocamMm wUnun
MOTUBMPOBaAHHOE 3aKrto4YeHne 0 HEBO3IMOXXHOCTU NpoBeaeHNA UM SKCNepPTU3bl NeKapCTBEeHHOro cpeacTtea,
€CInn nocTaBJieHHble BOMPOCblI BbIXOOAT 3a npeaenbl chneyunarnbHbIX 3HaHWUn JKCNnepTa, 00BbEKTHI
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nuccrnegoBaHUn M matepuarnbsl HEeNpUrogHbl UM HEAOCTATOYHbI AN MPOBEAEHUS UCCNEAOBAHUIA U fa4vn
3aKMYeHns MO0 COBPEMEHHLIN YPOBEHL Pa3BUTUSI HAaykuU He NO3BONISIET OTBETUTbL Ha MOCTABIEHHbLIE
BOMPOCHI;

2) He pasrnawiaTtb CBeAeHWsl, KOTOpble CTanu eMy U3BEeCTHbl B CBSI3W C NMPOBEAEHUEM IKCTepTU3bl
NeKkapCcTBEHHOro CpefcTBa, a Takke CBeAEHWsl, COCTABMSIOLLMNE TOCYAAPCTBEHHYIO, KOMMEPYECKYH WK
WHYIO OXPaHSEMYIO 3aKOHOM TaliHy;

3) obecneunTb COXPaHHOCTb NpeAcTaBNeHHbIX OOBLEKTOB UCCNea0BaHMN U MaTepuanos.
6. OkcnepT He Bnpage:

1) NpoBoOAUTbL 3KCMEPTU3Y NEKAPCTBEHHOro cpeacTBa Mo OOpalleHn0 HENOCPEACTBEHHO K HEMY
opraHmsaumm nnm U3nYeckmx nuu;

2) caMoCToATeNbLHO cobupaTh MaTepuansl Ana NpoBeeHUs 9KCNepTU3bl NeKapCTBEHHOIo CpeacTBa;
3) NpoBOAUTL 3KCMEPTM3Y NeKapCTBEHHOro CPeacTBa B KA4eCcTBe HerocyqapCTBEHHOIo aKkcnepTa.

7.B cnyyae HeobxooMMocCTu QKCMNepT BNnpase XofaTtancTBoBaTb nepen pykosoguterniemM 3KkCnepTHoro
yypexaeHua o npmuBrevYyeHni K npoBegeHnto aKCNepTnU3bl NieKapCTBEHHOIO cpeacTBa ApPYrnx 3KCnepToB.

8. Kaxgbin akcnepT, BXOASLWMUN B COCTAB KOMUCCUM 3KCMEPTOB, KOTOPOW MOpPY4YEeHO MNpoBedeHue
3KCMEePTU3bl NIEKAPCTBEHHOTO CPEeACcTBa, HEe3aBMCMMO U CaMOCTOATENbHO MNPOBOAUT UCCNeaoBaHus,
OLeHuBaeT pe3ynbTaTbl, MOMYYEHHbIE UM NMYHO W APYrMMU 3KcnepTamu, n opMynuMpyeT BbIBOAbI
OTHOCUTENBHO NOCTaBMIEHHbLIX BONPOCOB B Npegenax CBoOUX crneLmarnbHbIX 3HaHWNA.

9. PesynbTaTtbl 3KCMEPTM3bl NEKAPCTBEHHOTO CPeAcTBa OMOPMISOTCS 3aKMOYEeHUEM KOMUCCUM
3KCNepToB. B 3aKkmnuYeHMM KOMUCCUM 3SKCMEPTOB YKa3blBAKOTCH MNEpevYeHb WCCNeoBaHui, o6bem
NPOBEAEHHbIX KaXabIM 3KCMEPTOM MCCIeN0BaHUIA, YCTAHOBIIEHHbIE KaXabiM U3 HUX hakTbl U caenaHHble
B pe3ynbTaTe UCCMENOBaHWUM BbIBOAbI. DKCNEPT, MHEHWE KOTOPOTO HE COBMAaAaeT C PELLEHNEM KOMUCCUM
3KCMepToB, BNpaBe Bbipa3nTb CBOE MHEHWE B NUCbMEHHON (hopMe, KOTOPOE NPUOBLLAETCS K 3aKIOUYEHNHO
KOMMWCCUW 3KCNEPTOB.

10. SKCI'IeprI, BxXogdume B COCTaB KOMUCCUK, MNpeaynpexnarTca 00 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKoHogaTenbCTBOM Poccunckon tbep,epau,vm 3a pgady 3aKr4eHud, coaeplxallero
HeobOCHOBaHHbIE UNn Cbaj'leVICbVILI,VIpOBaHHbIe BblBOAbl, O YEM OHW OAKOT NOAMUCKY.

11. OnpepeneHune ypoBHS NpOodeCCUOHANbLHOW NOAIOTOBKM SKCNEPTOB U aTTecTaumst UX Ha NpaBo
npoBeaeHUs JKCMepTU3bl JIEKapCTBEHHbIX CPeACTB OCYLLECTBISAIOTCA 3KCNepTHO-KBaNUMUKaLMOHHLIMUN
KOMUCCUAMN B nopsaake, YyCTaHOBNEHHOM COOTBETCTBYHOLUM YNONHOMOYEHHbLIM ddeepanbHbiM OpraHoM
UCMOMNHUTENBHON BNacTu. YpoBeHb NpodeCCUoHanbLHON NOAroTOBKM 3KCMEPTOB NOAMEXUT NepecMoTpy
yKa3aHHbIMW KOMUCCUAMU He pexe YeM OAWH pa3s B MNATb NeT.

12. TMpaBuna npoBedeHVs 3IKCNEepTU3bl NEKapCTBEHHbIX CPeACTB M OCOOEHHOCTW 3KCMepTu3bl
OTAenbHbIX BWOOB JleKapCTBEHHbIX MpenapaToB (peddepeHTHbIX JeKapCTBEHHbIX Npenaparos,
BOCMPOM3BEAEHHbIX fEeKapCTBEHHbIX MpenapaToB, OWOMOrMYEecKnx rnekapCTBEHHbIX MpenapaTos,
BbuoaHanorosbix (6MONOAOOHLIX) nekapCTBeHHbIX npenapatoB (BuMoaHanoros), romeonaTUYeCcKnX
nekapCTBEHHbIX MpenapaTos, NeKkapCTBEHHbIX pacTUTENbHbIX NpenaparToB, KOMOMHaLUNA eKapCTBEHHbIX
npenapaTtoB), (OPMbl 3aKMOYEHUN KOMUCCUM IKCMEpPTOB YCTaHaBNMBAKOTCH COOTBETCTBYIOLLUM
YNONHOMOYEHHbIM befeparnbHbIM OPraHoOM UCMOMHUTENBHOW BNacTw.

(vacTb 12 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

KoHcynbTaHTlnoC: npumeyaHue.
CM. 0COBEHHOCTY pa3peLlunTerbHbIX PEXNMOB B chepe obpalleHns nekapCcTBEHHbIX NpenapaToB Ans
BeTepuHapHOro npumMmeHeHus, yTB. NoctaHoBneHuem lNpasutenscrtea P® ot 12.03.2022 N 353.

Cratba 17. lMopmaya u paccMOTpeHMe 3asiBIEHUS O TrOCyAapCTBEHHOMW perncrpauum
nekapcTBeHHOro npenapara Ans BeTepMHapHoOro npMmMmeHeHus
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocygapCTBEHHOW peructpaumm nekapcTBEHHOro mnpenapata pAfs BeTepuHapHoro
NPUMEHEHNsT pa3paboTyMK Takoro JIeKAapCTBEHHOrO npenapaTta WM YNoSIHOMOYEHHOE WM  Opyroe
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lopuandeckoe NUUO (danee B HacTosiei crtaTbe - 3asiBUTENb) MNpeacTaBnsieT B YNONHOMOYEHHbIN
denepanbHbIi OpraH WCMOMHUTENBHOM BIacTW, OCYLWECTBMSOWMIA rocya4apCTBEHHY pernctpaumio
neKkapcTBEHHbIX NpenapaToB A1 BEeTEPUHAPHOIO NPUMEHEHMS], B 3NTEKTPOHHON hopmMe 1nm Ha ByMackHOM
HocuTene 3asiBfieHne 0 rocyaapCTBEHHOW perncTpaummn NekapcTBEHHOro NpenapaTa Ans BeTepuMHapHoro
NMPUMEHEHWs], a Takke B Nopsake, YCTAHOBNEHHOM COOTBETCTBYIOLLMM YMONHOMOYEHHbIM dheaeparnbHbIM
OpraHoM MCMOSTHUTENbHOM BNacTu, B 351€KTPOHHOW hopMe Unn Ha BymaxkHOM HocuTerne HeobxoauMble
AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCSH PErMCTPaLMOHHOE AOChbEe Ha NeKapCTBEHHbIN npenapaT Ans
BETEPMHaPHOI0o NPUMEHEHMSI.

2. B 3asiBneHumn o rocyaapCTBEHHOW perMcTpaumm nekapcTBEHHOrO Npenapara Ans BETepUHapHOro
NPUMEHEHNS YKa3bIBaKOTCS:

1) HanmeHoBaHWue n agpec 3adBUTENA, pa3pa60TqV||<a N npon3BognTeENA 1IeKapCTBEHHOIO npenaparta
aona BeTepuMHapHOro npuMmeHeHuda n agpec Mecrta OCyuwlecCTBlieHUdA Mnpou3BoAcCcTBa J1€KapCTBEHHOro
npenapara AnAa BeTepuHapHOro npumMmeHeHud (B cniydyae HaJlmM4yna HEeCKOJIbKMX Yy4YaCTHMKOB Mpouecca
npon3soacTtea HeobxoaMMo YKa3aTb KaXgoro mn3 HVIX);

2) HaMMeHOBaHWe fiekapCTBEHHOMO NpenapaTa ANl BeTEPMHAPHOro NpMMeHeHUs (MexayHapoaHoe
HernaTeHTOBaHHOE, UNW FPYNNMPOBOYHOE, UM XMMNYECKOE U TOPrOBOE HAUMEHOBAHWS);

3) nepeyeHb ,El,eIZCTByI'OLLI,VIX N BCNomMoraTtesibHbIX BeWweCTB, BXOAALWNX B COCTaB JieKapCTBEHHOIO
npenaparta gnda sBeTepnHapHOro rnpuMeHeHnA, ¢ ykadaHmnem Konn4decrtBa KaXxgoro U3 HUX;

4) nekapcTBeHHasd opma, [O03MPOBKa, CMOCOObI BBEAEHWS W MPUMEHEHUS, CPOK rOOHOCTU
nekapCTBEHHOro npenaparta Ans BETepMHapHOro NpUMeHeHuns;

5) hapmakoTepaneBTU4eckas rpynna;

6) Heo6Xx0OUMOCTb MPUMEHEHUS YCKOPEHHOW Mpouedypbl 3KCNepTU3bl NEKapCTBEHHbIX CPEACTB B
Lensx rocyaapCTBEHHOW perncrpanmnmn nekapcTBeHHOro npenapaTa;

7) KOnnn OOKYMEHTOB, noaTrBepXaaroWwmx ynnarty rocyp,apCTBeHHon NOLWWJTNHbI:

a) 3a npoBedeHME IKCMepTU3bl KayecTBa MEeKapCTBEHHOrO CpeacTBa M 3KCMepPTU3bl OTHOLUEHUS
OXWAaeMOol Nomb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEKapCTBEHHOIO npenapara A5l BeTepUHapHOro
NPUMEHEHWS NPY ero rocyAapCTBEHHOWN perucTpauuu;

6) 3a Bblga4y permcTpaumMoHHOro yaoCtoBepeHusa nekapCTtBeHHOro npenapara;

8) Hanuume cornacusi, NPeaycMOTPEHHOrO YacTbio 7 HaAcTosenW cTaTbM, €CriM C MOMEHTa
peructpaumm pedepeHTHOro NeKapCTBEHHOro npenapara Ml BETePUHAPHOro MPUMEHEHWS MPOLLIIO
MeHee 4YeM LLeCTb NeT.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

3. PeructpaunoHHoe gocbe B Liensx 3KCnepTusbl NekapcTBEHHOro npenapara Ans BeTepuHapHoro
npumeHeHus opMmpyeTcs U3 creayoLmx AOKYMEHTOB U CBEOEHUN:
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

1) cBegeHus O Aate NpefocTaBieHNss U PErMCTPALMOHHOM HOMEPE FMLEH3MU Ha MPOU3BOACTBO
NeKapCTBEHHbIX CPEeACTB, MpPefoCTaBlEHHON MPOU3BOAUTENIO PETUCTPUPYEMOrO  NEKAPCTBEHHOMO
npenapaTa 4N BETEPUHAPHOTO NPUMEHEHUS, AN POCCUACKUX NPOU3BOAMTENEN;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2) cBegeHus O gaTte NpeaocTaBreHust U PErMCTPaLUoOHHOM HOMEpPE JMUEH3UM Ha NpPOM3BOLCTBO
NEKapCTBEHHbIX CPeacTB, MNpedocTaBreHHOM npousBoauTento  dapmaueBTudeckon cybctaHuum,
BXOJSILLIEN B COCTaB PErMCTPMPYEMOrO JIEKAPCTBEHHOMO Npenapara AJ1s BeTepUHApHOro NPUMEHeHus, ons
POCCUNCKMX NpOU3BOANTENEMN;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2.1) KonNusi AOKYMEHTA, BblAAHHOIO YNOMHOMOYEHHbLIM OPraHOM CTpaHbl MPOM3BOAUTENS AN KaXKaow
NMPOV3BOACTBEHHON MMOWAAKA PErMCTPUPYEMOrO FNEeKapCTBEHHOro npenapaTa AN BeTepuHapHOro
NMPUMEHeHUs1 1 MOATBEPXKAAWEro COOTBETCTBME MPOM3BOAUTESNST  JIEKapCTBEHHOrO Mpenapara
TpeboBaHNAM NpaBun Hagnexallel NpPOU3BOACTBEHHOM NPaKTMKWA, U ero NepeBod Ha PYCCKUIA A3blK,
3aBepeHHble B YCTaHOBMEHHOM MOpPSiAKE, a Takke KOMUS 3aKM4YeHUs O COOTBETCTBUM NpOU3BOAUTENS
neKapCcTBEHHbIX cpefcTB TpeboBaHWAM NpaBui Hagnexallen nporM3BoACTBEHHONW NPaKTUKKU, BblAHHOIO
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YNOMHOMOYEHHbIM heaepanbHbiM OpraHOM WUCMOMHUTENBHOM BRACTU ANS KaXAoW MpOU3BOACTBEHHOM
nnoLwaakM perucTpmpyemoro nekapcTBEHHOro npenapara Ansg BeTepuHapHoOro npumMeHeHus, nubo konusi
peweHnss o MNpoOBEAEHUN WHCMEKTMPOBAHUSA MNPOU3BOAMTENS NEKAPCTBEHHbIX CPeacTB, MPUHSTOrO
YNOMHOMOYEHHbIM heaepanbHbiM OpraHOM WUCMOMHUTENBHOM BRAcTU ANs KaXAoW MpOU3BOACTBEHHOM
nnowaakM permcTpupyemMoro nekapcTBeHHOro npenapara Ans BETepPUHapHOro NnpuMeHeHus. YkasaHHble
OOKYMEHTbl  NpeacTaBnsloTCa B Clydae, €Cnu  MNPOM3BOACTBO  JIEKAPCTBEHHOrO  npenapara
ocylecTBnseTcs 3a npegenamm Poccuiickon ®epgepauuu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHOoM OT 04.06.2018 N 140-93)

2.2) KkonNua [OOKYMEHTa, BblAHHOMO YMNOMHOMOYEHHBIM OpPraHoM CTpaHbl NPOW3BOAMUTENS
dapmaueBTU4ECKON cybeTaHumm " noaTBepXaarLlero COOTBETCTBUE npounssoauTens
hapmavneBTNYECKON CyGCTaHLMM, BXOOSLLEN B COCTaB perMcTpMpyemMoro nekapcTBEHHOro npenapara ans
BETEPUHAPHOro NPUMEHEHUs, TpeboBaHMAM NpaBun Haanexawen NPon3BoACTBEHHOW NPaKTUKWU, U ero
nepeBos Ha PYCCKUA A3blK, 3aBEPEeHHble B YCTAaHOBIMEHHOM Mopsgke, B Criyyae, ecnu npousBOACTBO
hapmavueBTMYECKON CyOCTaHLUMM OCYLLIECTBASIETCA 3a npeaenammn Poccuiickon deaepaumy;

(n. 2.2 BBegeH PepepanbHbiM 3akoHoM OoT 04.06.2018 N 140-93)

3) MpOeKT HOPMaTMBHOIO [OKYMEHTa Ha feKapCTBEHHbIM npenapat Ans BeTepuHapHOro
NPUMEHEHNS;

4) OOKYMEHT, cogepXalwun crnegyowyo nHdopMaumio o dapMaueBTU4eckon cybctaHuum unm
dhapmaLeBTUHECKUX CYDOCTaHUMAX, BXOASALMX B COCTaB NIEKAPCTBEHHOIO npenapara Ansa BETepUHapHOro
NPYMEHEHNS:

a) HauMeHoBaHve apMaLeBTUYeCKon cybcTaHumMK, ee CTpykTypa, obwme cBonctea (npwu
rocygapCTBEeHHOM pernctpaumm UMMYHOBNONOrMYecknx NekapcTBEHHbIX NpenapaToB Arsi BeTepnHapHOro
NPUMEHEHNsT MPEACTaBMATCA CBEAEHUS O LuTaMMme, BKMNoYas ero HaumeHoBaHue, MHOoOpMauuMio O
NPOVCXOXOEHUWN, €r0 CBOWCTBAX, XapakTEPUCTUKAX U MECTE AEMNOHMPOBAHNUS);

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

6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEXHOMOrMMs MPON3BOACTBA C ONMCAHMEM CTaaui MPOU3BOACTBA M METOOO0B KOHTPONS Ha BCEX
cTagusix Npon3BoacTBa;

r) wHdopmauuss o npumecsix (He MpeacTaBnseTcs MpuW roCyAapCTBEHHOW perucrpauum
MMMYHOBUONOrMYeCKUX NEKapCTBEHHBIX NPenapaToB Ans BETEPUHAPHOIO NPUMEHEHNS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

4) cneundukaumsa Ha hapmaueBTUYECKYI0 CyOCTaHUMIO (He NpeAcTaBnsieTca Npu rocyaapCcTBEHHOW
pervctpaumm MMMyHOBUONOrMYeCKMX NIeKapCTBEHHbBIX NPenapaToB Ansi BETEPUHAPHOrO NPUMEHEHWS);
(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeToauK KOHTpPOIA KayeCTBa,

X) pesynbTaTbl aHanu3a cepun apmaueBTUYECKOW CcyOcTaHuum (He npeacTaBnsloTcs Mnpu
rocygapCTBEHHOM pernctpaumnm UMMYHOBUONOrMYeCcknX NEKAapCTBEHHBIX NPenapaToB Ansi BETEPUHAPHOIo
NPUMEHEHUSR);

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyvyeHb CTaHOAPTHbIX o6pasuos nnn eeLwecTB, UCMOJIb3yeMblX NMpU OCYyLLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

n) onMcaHne XxapakTepUCTUK U CBOMCTB YMaKOBOYHbIX MaTepmnanoB 1 YKYNOPOYHbLIX CPEACTB;
K) [daHHble O CcTabunbHOCTU (HEe TMpPeACTaBMnsATCA NpW  TOCYAAapCTBEHHOW perncrpaumm
UMMYHOBMOMNOrMYECKUX NekapCTBEHHbIX NPenapaToB A1 BETEPUHAPHOr0 NPUMEHEHUS);

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-$3)
n) CPOK roOAHOCTU, YCITOBUSA XPaHEHWS;
KoHcynbTaHTlnoC: npumeyaHue.

Mpu perucTpaunMm BOCMPOM3BEAEHHOTO MpernapaTta Mo YCKOPEHHOW mnpouedype AonyckaeTcs
HerpeacTasneHe CBeAeHUin B YacTy OnucaHns MeTOA0B, UX JOKYMEHTanbHOro NoATBEePXAeHUs Npu
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NMNCbMEHHOM 0053aTenbCTBE MX MNPeAoCTaBUTb B TevyeHue 12 MecsueB CO OHSA perucrpauuun
(MocTtaHoeneHue MNpaeutensctea PP ot 12.03.2022 N 353).

5) oT4yeT O pes3ynbTatax OOKIMMHUYECKOro uccrnenoBaHnA JIekapCTBeHHOro cpencrtea And
BeTepMHapHOro npnmMmeHeHuA, BKJ'IIO‘-I&I-OLLI,VIVI onucaHne MeToaoB onpeaeneHna OoCTaTOYHbIX KOnMn4ecTtB
OEeNCTBYIOLLEro BelwlecTBa (OEWCTBYIOWMX BeELLECTB), AocTurawowero (4OCTUrarowmx) CUCTEMHOrO
KPOBOTOKa, B MNpoAYKUUUN XMBOTHOIMO MPOUCXOXOEHUA TMOcCne NpUMEeHEeHNUA TakKoro JIieKapCTBEeHHOro
CpeacTBa, a Takke AOKYMeHTanbHoe noATBepXxaeHue (Banvaaums) ykazaHHbIX METOO0B;

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oTyeT O pesynbTaTax KIMHUYECKOTO WCCNEeAoBaHUs IeKkapCTBEHHOro npenapata Aans
BETEpPUHAPHOTO MPUMEHEHUS Y KaXKO0ro BMOA XMBOTHBIX, YKa3aHHbIX B MHCTPYKLMU MO BETEpUHApHOMY
NPUMEHEHWIO;

7) NPOEKT MHCTPYKLUM MO BETEPMHAPHOMY NPVMMEHEHUIO NIEKAPCTBEHHOTO Mpenapara, coaepxaluei
crieayloLime cBeaeHNs:

a) HaMMeHOBaHMe feKapCTBEHHOrO NpenapaTta Ansi BeTEPUHAPHOro NPUMEHEHUS (MeXayHapoaHoe
HenaTeHTOBaHHOE, UNW FPYMNNUPOBOYHOE, UMM XMMNYECKOE U TOProBOE HauMeHOBaHWS);

6) NeKkapcTtBeHHadA cbopma C YyKa3aHnem HaMMeHOBaHMIN N KONIMYECTBEHHOrO coCcTaBa D,eVICTByPOIJJ,VIX
BelleCTB N Ka4eCTBEHHOIo coCtaBa BCNoMoraTesibHbIX BELWECTB;

B) onncaHmne BHeLWHero Baa nekapCTtBeHHOro npenapara ana BeTepuHapHOro npuMeHeHus;

r) dhapmakoTepaneBTMYecKasi rpyrnna nekapcTBEHHOro npenapara Afsi BETEPMHAPHOro NPUMEHEHNs!
UIn ykasaHue "romeonaTnyeckuin nekapCTBeHHbIN npenapat”;

4) hapmakogmMHamuka u dpapMakoKkMHeTrKa (3a UCKINoYeHneM hapMakoKMHETMKN rOMeonaTnYecKmx
NEKapCTBEHHbIX MNpenapaTtoB W  pacTUTENbHbIX NEKApCTBEHHbIX MpenapaToB) WNU  OnucaHue
UMMYHOBMONOrnYecknx CBOMCTB NEKapCTBEHHOIO Npenapara;

€) NokasaHusa ANst NPUMEHEHNS;

X) NPOTUBONOKa3aHWs s NPUMEHEHNS;

3) Mepbl NPeaoCTOPOXKHOCTM NPY NPUMEHEHWN;

VI) yKa3aHune BO3MOXHOCTU U ocobeHHocTeln NPUMEHEHUA y 6epemeHHb|x XNBOTHbIX, Y )KMBOTHbIX B
nepuoa nakrauumu, y noTOMCTBa XXUBOTHbIX]

K) pexvMm [03MpoBaHusi, crnocob BBeAEHWS U MPUMEHEHMUS, NPU HEeoBXOAMMOCTM BpeMsi nMpuema
neKapCcTBEHHOro npenapara Ans BeTEPUHAPHOTO NPUMEHEHNS, MPOAOIKUTENBHOCTb NEYEHNS;

J'I) BO3MOXHbIe NOOOYHblE AENCTBUS, HeXenaTerbHble peakunn npmn npumeHeHnn nekapcTtBeHHoro
npenaparta alsa BeTepnHapHOro npMMeHeHuns,;

M) CUMNTOMbI NEPeAo3VPOBKU, MEPbI MO OKa3aHUo NMOMOLLM NPU Nepeso3vPOBKE;
H) B3anMogencTBme ¢ ApYrMMuU NekapcTBEHHbIMU NpenapaTamu 1 (Unu) KopMamu;
0) hopMbI BbIMycKa NiekapCTBEHHOO NpenapaTa Afsi BeTePUHapHOro NPUMEHEeHWSs;

M) ykaszaHue (Npu HeoBXoOMMOCTM) OCOGEHHOCTEN [EeWCTBUSI NMEeKapcTBEHHOro npenapaTa Ans
BETEPUHAPHOIrO NPUMEHEHUS NPU NEPBOM MPUEME WU MPU EFO OTMEHE;

p) onucaHue (npu Heobxo4MMOCTWN) AENCTBUIN cneuuanucta B obnactu BeTepuMHapun, Bnagensua
XMBOTHOTO MpW MNPOMyCcKe MpueMa OLHOW WIIM HECKONbKMX [03 JIeKapCTBEHHOro mnpenapata ang
BETEPMHAPHOTO MPUMEHEHUS;

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTM W YKa3aHWe Ha 3anpet MnpuMmeHeHna JeKapCTBeHHOro npenaparta Aand
BeTEepMHaApPHOro nNnpMMeHeHna no ncted4yeHnn cpoka rogHoCTH,
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T) YCINOBUSA XpaHeHus:,

y) ykasaHue Ha HeoOXOAMMOCTb XpaHeHWUsi JIeKapCTBEHHOro npenaparta Ansi BeTepUMHapHOro
NpUMeHeHus1 B MecTax, HeOCTYMHbIX AN AETe;

&) ykasaHue (npu HeobXOAMMOCTU) cneumanbHbIX Mep NPEeaOCTOPOXHOCTU MNPU YHUHTOXEHUU
HENCMONb30BaHHbLIX IEKAPCTBEHHbIX NpenapaToB A1 BeTEPMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIo MCMNOJyib30BaHUA nNpoaykKunn XMUBOTHOIO MPOUCXOXOEHUA NOCe BBeOAEeHUA
XMBOTHOMY JiEKapCTBEHHOIO npenaparta gna BeTepnHapHoro npuMmeHeHuA;

L) yCrnoBusa OTnycka;

l~I) HanMmeHoBaHWA W agpeca Mnpou3BOACTBEHHbIX MJioWwanoK Mnpomn3BoauUTENA JIEKapCTBEHHOIo
npenaparta gl BeTepmHapHOro rnpMMeHeHuns;

W) HauMeHoBaHMe, adpec oOpraHu3auuu, YNONHOMOYEHHOW AepXXaTeneM WnvM Bragenbuem
PErMcTPaLMOHHONO yAOCTOBEPEHUS NIEKAPCTBEHHOIO Npenapara Ha NPUHATUE NPETEH3NUI OT NOTpeduTens;

8) NpoekTbl MakeToB NEPBUYHON YNAKOBKM 1 BTOPUYHON YNaKoBKM NEKapCTBEHHOTO npenapaTa Ans
BETEPUHAPHOTO NPUMEHEHWS;

9) cneayowmne cBeaeHns o NekapCTBEHHOM npenapare Af1s BeTePMHAPHOro NPUMEHEHUS:
a) onncaHWe 1 CocTaB NiekapCTBEHHOIO npenapaTta Arns BeTepPUHapHOro NpMMeHeHMs;
6) onucaHve papmaLeBTUYECKON pa3paboTky;

B) onucaHue npolecca Npomn3BoACTBa U ero KOHTPOrs, NnognncaHHoe B Nopsaake, yCTaHOBNEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOSALLEN CTaTbW;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

) onucaHve KOHTPOMS KPUTUYECKMX CTaauii NPOU3BOACTBA M MNPOMEXYTOYHOM MNPOAYKUMM,
noanucaHHoe B NOpsiiKe, YCTaHOBNEHHOM B COOTBETCTBUM C HacTbio 1 HacTosLwel craTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

4) HaumeHoBaHMA W agpeca pa3paboTyvka, AepXaTens WnuM Briagenbla perncrpauyoHHOro
YOOCTOBEPEHUSI  NIeKApCTBEHHOrO  MpenapaTta, MNPOM3BOACTBEHHbIX  MMOWAA0K  Mpou3BOaUTENS
neKkapCTBEHHOro npenapara A9 BETEPUHAPHOro MPUMEHEHUSA C yKadaHMeM CTagui TEXHOMNOrMYeckoro
npouecca, OCYLLEeCTBMSiEMbIX Ha MNPOM3BOACTBEHHbIX NIOWaAKax MNPOM3BOAUTENS JIEKAPCTBEHHOIO
npenapaTa 418 BETEPUHAPHOrO NPUMEHEHWS;

(B pea. PenepanbHbix 3akoHOB oT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-03)

e) chapmaLeBTUYecKasi COBMECTUMOCTb;
) MUKPOBUONOrMYeckne XxapakTepucTuKu;
3) MaTepuanbHbI GanaHc Ans NpouM3BOACTBA CEPUM FOTOBOMO NMPOAYKTA;

VI) onncaHume XapakTtepucTtuk n CBOWCTB YyNakoBO4YHbIX MaTepunanoB N YKYNOpO4HbIX CPenCTB;

KoHcynbTaHTlntoc: npyumeyaHue.

Mpu peructpauuMm no YCKOpPeHHOW mnpoueadype [ornyckaeTca HenpeacTtaBreHne [OKYMEHTOB,
npegycMoTpeHHbIX n. "K' n. 9 4. 3 ¢T. 17, Npu yCrnoBmM NMCbMEHHOro ob6a3aTensCcTBa UX NPeaoCTaBUTb
B TeyeHne 12 mecsaues co gHa pernctpauumm (MoctaHoeneHue lMpasutensctea PP ot 12.03.2022 N
353).

K) JOKyMeHTanbHoe noarsepxaeHune (Bannaauuns) npoueccos 1 (Unn) Nx oLEeHKa;

n) TpeboBaHMsi K KayecTBy BCMomoraTernbHblX BeLWecTB (cepTudukaT, crneumdukauus Ha
BCMomoraTtersibHble BELLECTBA U UX 0OOCHOBaHUE);

KoHcynbTaHTlM0C: npumeyaHue.
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Mpu peructpaumMm no YCKOPEHHOW npouedype [[OonyckaeTcs HenpeacTaBneHne [OOKYMEHTOB,
npegycMoTpeHHbIX nn. "mM" n. 9 4. 3 cT. 17, NpM yCroBMmM NMCbMEHHOTO 00s3aTenbCTBa X MpegocTaBUTb
B TeyeHne 12 mecsaues co gHsa pernctpaumm (MoctaHoBneHue lMpasutensctea PP ot 12.03.2022 N
353).

M) aHannuTtnyeckne MeToauKn, wucnonb3yemble TMNpu OCyWeCTBIIEHUM KOHTPONA KadecTBa
BCNomMoraTesibHbIX BELEeCTB;

KoHcynbTaHTlnt0C: npymeyaHue.

lMpn peructpaumMm MO YCKOPEHHOW Mpouenype [AONyckaeTcsi HenpeacTaBieHne [OOKYMEHTOB,
npeaycMoTpPeHHbIX n. "H" n. 9 4. 3 ¢T. 17, Npy yCnoBUKM NMCbMEHHOTO 06s3aTeENbCTBA UX NPEeOCTaBUTb
B TeyeHne 12 mecsaues co gHa pernctpauum (MoctaHoBneHue lMpasutensctea PP ot 12.03.2022 N
353).

H) AOOKyMeHTalnibHOe noarBepXXaeHune (Banmp,auvm) aHannMTn4eCcknx MeToduk, UCMoJib3yeMbIX Mnpu
OCyLWEeCTBJ1IEHNN KOHTPOJA Ka4eCTBa BCrNoMoOratesibHbiX BEWECTB;

0) uHdopmaums o6 UCnonbL3oBaHWM BCMOMOraTeflbHbIX BELLECTB YErIOBEYECKOrO U >KUBOTHOMO
NPOUCXOXOEHUS;

n) yrpatun cuny. - ®egepaneHbii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMSI K KayecTBY JIEKapCTBEHHOrO MpenapaTa [Ans BeTepUHAPHOTO MPUMEHEeHMUs!
(ceptTndomkaT, cneumndukaumns Ha NiekapCTBEHHbIN NpenapaT U nx o06ocHoBaHuWe);

C) aHanmTnyeckme MeToauKn, ucnonb3dyemMmble TMpu  OCyLleCTBNIEHUN KOHTPONA KadecTBa
NeKkapCTBEeHHOro npenaparta Ana setTepuHapHOro npuMeHeHus,;

KoHcynbTaHTlntoc: npumedaHue.

Mpn peructpaumMm Mo YCKOPEHHOW Mpouenype [JONyckaeTcsi HenpeacTaBieHne [OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "t" n. 9 4. 3 cT. 17, npun ycrnosum NUCbMEHHOro obs3aTtenscTBa Ux NPegocTaBUTb
B TeyeHne 12 mecsaues co gHa pernctpauun (MoctaHoBneHne lMpasutensctea PO ot 12.03.2022 N
353).

T) OOKyMeHTallbHOe noATrBepXXaeHune (Banmp,au,m) aHanMUTU4YeCKNX MeToauK, UCMOJIb3yeMbIX MpU
OCYyLLEeCTBIIEHUN KOHTPOJIA KavyeCTBa JieKapCTBEHHOro npenaparta ana BeTepuHapHOro npuMeHeHus;

y) AOKYMEHT, NOATBEPXKAAIOLLMIA KA4EeCTBO NIeKapCTBEHHOrO nNpenapaTta TpexX NPOMbILLIIEHHbIX CEPUI
(npoTokon aHanu3a unu cepTudmkat aHanusa), ogHa cepust KOTOPOro AOSPKHa coBnagatb C cepuen
obpasua nekapcTBEHHOro npenapaTta, NoAAHHOro Ha perncTpaumio;

) xapakTepucTuka npumecenm;

X) nepeveHb CTaHAApPTHbIX 0OpasLoB, UCMOMb3YEMbIX NMPU OCYLLECTBIIEHUN KOHTPOIsSl KayecTsa
neKkapcTBEHHOro npenapara Ansi BeTEPUHAPHOTO NPUMEHEHNS;

KoHcynbTaHTlntoc: npumeyaHue.

Mpu perncTpaumm BOCNPOU3BELEHHOIO FEKapCTBEHHOro npenaparta Mo YCKOPEHHOW mnpouenype
AonycKkaeTcsa HenpeacTaBneHne CBeAEHUIN, NpeayCcMOTPeHHbIX nn. "u" n. 9 4. 3 c1. 17 npy NUCbMEHHOM
obs3aTenbCcTBe UX NpefocTaBuTb B TeyeHne 12 mecdueB co AHs peructpauum (MoctaHoBneHue
MpaBuTtensctea PP ot 12.03.2022 N 353).

1) AaHHble 0 CcTaBUILHOCTY NekapCTBEHHOrO Npenapara Afs BeTepUHapHOro NpUMEHEHNS;

10) Konusa [OOKYMEeHTa, COAepXallero MHAOpPMaLMi O Hanmumumm unu ob oTcyTcTBUM (haKTOB
perncTpaunn nekapcTBEHHOro npenapara afisi BETepMHapHOro NpuMeHeHns 3a npegenamu Poccuiickoi
denepaumu;

11) cornacmne B NUCbMEHHOW hopme, NpeayCMOTPEHHOE YacTbio 7 HAacCTOsILLENn cTaTbu, B Cryyae
perucTpaumm BocrnponsseeHHOoro rnekapcTseHHoro npenapara;
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(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) KOMWS [OKYMEHTA Ha pPYCCKOM $i3blke, 3aBEPEHHOr0 B YCTAaHOBJIEHHOM rMopsiake U
noATBEPXKAAOLLEro MpPaBOMOYHOCTEL 3asiBMIEHUSI O TOCYAAPCTBEHHOW PerncTpaumu JeKkapCTBEHHOro
npenapara Ansi BETEpUHAPHOIo NPUMEHEHNS (OOBEPEHHOCT);

KoHcynbTaHTln0C: npumeyaHue.

[o 31.12.2022 poccuiickum Npon3BOAUTENSM paspeLleHo He NPeaCTaBnAaTb CBeAEeHNA B COOTBETCTBUM
c n 13 4. 3 cr. 17 npn perncTtpauum MMMYHOBMOMOrMYECKNX FEKAPCTBEHHbIX MNpenapaTos
(MocTaHoBneHue MNpasuTtensctea PP ot 12.03.2022 N 353).

13) cBegeHMss O TrOCyOQapCTBEHHOW  perucTpaumm  reHHO-WHXEHEPHO-MOANMULIMPOBaHHbIX
OpraHn3moB, NpeaHa3Ha4YeHHbIX 118 BbiMyCka B OKpY»KatoLLyto cpeay (Mpy rocygapCTBEHHON pernctpaumm
nekapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOr0 MPUMEHEHMS, MOJTYYEHHbIX C NMPUMEHEHWEM FEHHO-
WHXXEHEPHO-MOAMPULNPOBAHHBIX OPraHM3MOB UMK COAEePXaLlnX Takne OpraHnu3mbl).

(n. 13 BBegeH ®epepanbHbiM 3akoHOM OT 02.08.2019 N 297-93)

4. Tlpu npoBedeHMM YCKOPEHHOW MpoLeaypbl 3KCNEepTU3bl NEeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO NPUMEHEHUS B LENSX €ro rocygapCTBEHHON perncTpaumm BMecTo otyeta paspaboTtynka
0 pe3ynbrTaTax [OOKIUMHWYECKOrO MWCCeAoBaHWsA FlekapCTBEHHOro CpeAcTBa AnNs  BeTepuHapHOro
npMMeHeHns MoxeT OblTb npeAcTaBneH 0030p Hay4yHbIX paboT O pesynbTatax AOKIUHMYECKOTO
uccrnenoBaHus pehepeHTHOro NekapcTBEHHOMO npenapara A5 BeTePMHAPHOro NPUMEHEHNs, @ BMECTO
oTyeTa O pesynbTaTax KMMHUYECKOrO MUCCNedoBaHUSA JEeKapCTBEHHOro npenapara Ans BeTepuMHapHOro
NPUMEHEHNsT OTYeT O pes3ynbTatax WuccrneaoBaHUn OUMO3KBUBANEHTHOCTM  BOCMPOM3BEAEHHOIO
nekapcTBEHHOro npenapara Ansi BeTEPUHAPHOIo NPUMEHEHMS.

(vacTb 4 B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha akcnepTu3y pasnunyHbIX NekapcTBEHHbIX OPM OQHOIO U TOrO Xe NIeKapCTBEHHOro Npenapara
Ans BETEPUHAPHOro NPUMEHEHNs 3asiBUTENb NPEACTaBNAET OTAEbHbIE 3asBNEHUSI U PEMMCTPALMOHHbIE
[0Cbe Ha Kaxayto nekapcTeeHHyto cdopmy. Mpy ycrnoBumn ofHOBPEMEHHOW NoAa4M Ha 3KCNepTU3y OAHON
nekapcTBEHHOM OPMbI C pasnnyHbIMU JO3UPOBKON, KOHLEHTpaL e, 06 beMoM 3asiBUTENb NpeacTaBnseT
O[HO 3asiBNEHWE M PErNCTPaLMOHHOE JOChE C NPUNOXKEHNEM MaKeTOB NEPBUYHON YNaKOBKN 1 BTOPUYHON
ynakoBkn. Ha mMakeTax mepBMYHON yMakoBKM U BTOPMYHOWM YNMaKOBKM yKa3blBalOTCH BCE MPOU3BOAUMBIE
O031NPOBKK, KOHLUEHTpauuu, o0b6BbEMBI N KONMMYECTBO 003 B ynakoBKe IeKapCTBEHHOro npenapata Aansa
BETEPUHAPHOIo NPUMEHEHUS.
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

6. B cnyyae HenpeacTaBneHus c 3asiBNeHWeM O rocyfapCTBEHHOW perncrpauumn nekapcTtBeHHOro
npenapara Ans BeTepUHAPHOro NPUMEHEeHNs [OKYMEHTOB, MOATBEPXKAAOWMX yrnaTy rocyaapCcTBeHHON
MOLLMNHBLI M YKa3aHHbIX B NMYHKTE 7 4YacTu 2 HACTOSILLEN CTaTbu, CBEOEHUN O NULIEH3USIX, YKa3aHHbIX B
nyHkTax 1 u 2 yactu 3 HaCTosLLEN CTaTbW, a Takke BblgaBaeMblX (MpeaocTaBnseMblX) YNONHOMOYEHHbIMM
degepanbHbIMU OpraHamn UCNOMHUTENBHOW BNacTu AOKYMEHTOB (CBeAeHWN), yKkasaHHbIX B NyHkTe 2.1
YacTm 3 HacToslwen cTaTbu, YMNONHOMOYEHHbLIN diefeparibHbld opraH WUCMNOMHUTENBHOW BRacTu
3anpalwivBaeT ykasaHHble OOKYMeHTbl (CBeAeHUs) B Mopsiake MeXBeJOMCTBEHHOrO WHMOPMAaLMOHHOIO
B3aVMOOENCTBUS.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

7. He ponyckaetcsi McCnonb3oBaHME B KOMMEPYECKUX Lensx WHdopmauum o pesynbratax
OOKITMHUYECKMX UCCNELOBAHUN NEeKapCTBEHHbIX CPEACTB U KITMHUYECKUX UCCIEAOBaHUN NeKapCTBEHHbIX
npenapaToB ANA BeTEPUHAPHOro MPUMEHEeHUs, NpeacTaBfieHHOW 3adBuTeneM [Afis rocyaapCTBEHHOMN
perncTtpaummnm nexkapcTBeHHbIX MpenapaTtos, 0e3 ero cornacms B Te4YeHMe LecTn neT C AaTbl
rocyapCTBEHHON perncrpaumm pedepeHTHOro NiekapCTBEHHOro npenaparta B Poccunckon ®enepauum.

8. Oepxartenb unu Bnagenew perncTpalMoHHOro yA4OCTOBEPEHMS NEeKapCTBEHHOrO npenapara ansg
BETEepUHapHOro NPMMEHEHNs NPeacTaBnsaeT B yNONHOMOYEHHbIN deaeparnbHblii OpraH UCMONHUTENBHON
BMacTu OTYeT Nno pesynbTatam hapmakoHag3opa OAH pa3 B LWECTb MecsALEeB B TeUeHne ABYX NeT nocne
rocyaapCcTBEHHOW perncTpauum nekapcTBeHHoro npenapara B Poccuiickon ®egepaumnm, 3atem exerogHo
B TeYeHMe NocrneayoLmx Tpex neT u B AanbHenwem oguH pas B Tpy roaa.

(vacTb 8 BBegeHa deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

Cratba 18. lopmaya M paccMoTpeHue 3asiBfiIeHUA O TroCyAapCTBEHHOW perucrpauum
nekapcTBEHHOro npenapara Ansg MeguUMHCKOro NpuMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)
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1. lna rocygapcTBEHHOW perncTpaLmm nekapcTBEHHOro nNpenaparta Ansg MeauuMHCKOro NpUMeHeHnst
topyaMyeckoe Nuuo, OencTBylollee B COBCTBEHHbIX MHTEpecax Wnu YnoriHOMOYEHHOe NpPeacTaBnsATb
WHTEpeChl APYroro pMaN4EeCcKoro nnua u 3asensoLlee nekapCTBeHHbIN npenapar Ha rocy4apCTBEHHYI0
peructpaumio (ganee B HacTosWwen cTaTbe - 3asBuTenb), npeacTaBnseT B YNONHOMOYEHHbIN
denepanbHbIi OpraH WUCMOMHWUTENbHON BMAacT, OCYLECTBNSAIWMA rOCyAapCTBEHHYIO perncrpaumio
neKapCcTBEHHbIX MpenapaToB ANA MeAMLMHCKOro NMPUMEHEHWs, B 9NEKTPOHHON chopme 1M Ha BymaxHoM
HocuTene 3asiBneHne O rocydapCTBEHHOW perncTpaummn nekapcTBeHHOro npenapara Ans MeauLMHCKOro
NPUMEHEHWs, a Takke B MOPsSAKe, YCTAHOBIEHHOM YMOMHOMOYEHHbIM dedeparnbHbIM  OpraHom
WCMONHUTENBHON BNAacTh, B 3NIEKTPOHHOW hopme 1 Ha BymaKHOM HocuTene Heobxoaumble AOKYMEHThI,
N3 KOTOpbIX (DOPMUPYETCA PEerucTpaulMoHHOEe OOCbe Ha NMeKapCTBEHHbIV npenapaTt Ans MeguLUMHCKOro
NPUMEHEHNS.

(vyactb 1 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHum o rocyp,apCTBeHHoﬁ perncrtpaunmn nekapCTtBeHHOro npenaparta anda MmeguumHCKoro
NPUMEHEHNA YKa3blBalOTCA:

1) HauMmeHoBaHWe, agpec 3asdBuTens W nNPoM3BOAUTENS NEeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO NMPUMEHeHUs, cBefeHns 06 MX permctpaumm B KadecTBe Harnoronnartensliuka B CcTpaHe
perncTpaumm (ons pPOCCUNACKMX PUAMYECKUX NUL - MAEHTUMUKALUMOHHBIM HOMEP HamnoronnatenbLuka
(MHH), AnNs MHOCTPaHHbIX KPUOANYECKMUX NUL, - CTpaHa perncTpauuun, HaMMeHOBaHWe PerncTpypyroLLero
opraHa, permcTpauroHHbIN HOMep, KOA HanoronnaTenbliyka B CTpaHe pernctpaummn (MHKoprnopauun) nnu
€ero aHarnor) U agpec MecTa OCYLLIEeCTBIEHMS MPOM3BOACTBA JflekapCTBEHHOro npenapaTta (B crnydae
HanM4nsi HECKOMbKMX Y4aCTHUKOB Mpouecca ero Npon3BoacTea HeobXxoanMo ykasaTb KaXaoro yyacTHuKa
B COOTBETCTBMM C OCYLLECTBMAEMOW CTaaMen Npon3BoacTBa);

(n. 1 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaMMeHOBaHWe NeKapCTBEHHOrO npenaparta ANns MeAULMHCKOrO NpUMeEHeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBaHMS);

3) nepeyeHb ,El,eIZCTByI'OLLI,VIX N BCNomMoraTesibHbIX BeWEeCTB, BXOAALWKNX B COCTaB JieKapCTBEHHOIO
npenaparta gna meamunHCKOro npuMeHeHus, ¢ ykadaHmem KornmyectBa KaxKaoro n3 Hux;

4) nekapcTBeHHasd opma, [O03MPOBKa, CMOCOObI BBEAEHWS W MPUMEHEHUS, CPOK roOHOCTU
nekapCTBEHHOro npenaparta Ans MeguLUMHCKOro NPUMEHEHNS;

5) cbapmaKOTepaneBTquCKaﬂ rpynna, Kog aHaTOMO-TepaI'IeBTI/I‘-IeCKO-XI/IMMLIeCKOﬁ KJ'IaCCI/I(*)VIKaLI,MVI,
peKOMeH,D,OBaHHOIZ BCGMVIpHOVI OpFaHI/I3aU,VIel7I 30paBoOOXpaHeHnA, 3adBldemMble NokKa3aHnA AnAd
NPpUMEHEHNA NekapcTBeHHOro npenapara anda MmeamumHCKOro npuMeHeHu4;

6) oTcyTcTBME HeobXooMMOCTW NpefocTaBfeHWs oOTdeTa O pesynbTatax  KIMHUYECKOro
nuccrnenoBaHusi, UccnenoBaHns GUO3KBUBANEHTHOCTU NleKapCTBEHHOrO npenapaTta, paspeLleHHoro Ans
MeOuLMHCKOro npumeHeHunst B Poccuiickon depepaumm 6onee geaguaty net, ¢ ykasaHmeM HOpMaTUBHbIX
NpaBoBbIX aKTOB, NOATBEPXKAAOLLMX AAHHbLIA CPOK NPUMEHEHUS;

7) HeobxoauMoCTb OPOpMMeHUs paspelleHns Ha BBO3 B Poccunckyito degepauunio KOHKPETHON
napTum  3aperucTpupoBaHHbIX U (MNK)  HE3aperncTpyMpoBaHHbIX  NEKapCTBEHHbIX  CPEeACTB,
npegHasHayeHHbIX AN NPOBEAEeHUS 3KCMepTU3bl NeKapCTBEHHbIX CPEACTB B LENAX rocygapCTBeHHON
pervcTpauuu;

8) HeobxoauMOoCTb npoBeaeHuna 3KCnepTtu3bl OOKYMEHTOB, npeacTtaBlfieHHbIX O5nd onpeneneHus
BO3MOXHOCTU paccMaTpuBaTb ﬂeKapCTBeHHbIVI npenapatr ana MeauunHCKOro npuMeHeHua npu
OCyLlecCTBIiEHUn rocyp,apCTBeHHon pernctpaunmn B Ka4ecrtBe opcbaHHoro JIeKapCTBEHHOIO npenaparta,

9) HeobX0aMMOCTb MPYMEHEHWS] YCKOPEHHOMW MpoLeaypbl 3KCNepTU3sbl NeKapCTBEHHbIX CPEACTB B
Liensix rocyfapCTBEHHON perucTpaumm nekapcTBEHHOro npenapaTa;

10) KOnnn OOKYMEHTOB, noATBepXAarwmnx ynnarty rocy,u,apCTBeHHoﬁ NOLLJTNHbI

a) 3a npoBedeHNe 3KCNepTU3bl AOKYMEHTOB, NpeAcTaBleHHbIX AN onpeaeneHus BO3MOXHOCTU
paccMmaTpuBaTh eKapCTBEHHbIV npenapat Ans MeOULUMHCKOrO MNPUMEHEHUS NpU  OCYLLECTBMEHUM
rocyapCcTBeHHOW perncTpauum B kadyectse opdaHHOro NiekapCcTBEHHOro npenapara;

6) 3a nposeaeHne J3KCcnepTu3bl KayvecTBa J1IeKApCTBEHHOINo cpeactBa U 3KCNepTu3bl OTHOLUEHUA
oXngaemomn nosnb3abl K BO3MOXHOMY PUCKY NMPUMEHEHNA NEeKapCTBEHHOIO npenapara, pa3peleHHoro and
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MeaAULMHCKOro npuMeHeHuna B Poccurickon <De,u,epau|/|v| bonee pBaguatu ner, npu ocylwecteieHnn
FOCyD,apCTBeHHOﬁ perncrtpauunm nekapCTtBeHHOro npenapara,

B) 3a MpOBEAeHME IKCTepTM3bl KayecTBa JIEKAPCTBEHHOTO CPEeACcTBa W 9KCMEPTM3bl OTHOLLEHMS
0Xnaaemon nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NleKapCTBEHHOro npenapaTa Ans MeauuuHCKOro
NPUMEHEHWs1 NPU ero rocyaapCTBEHHON perncTpaumm;

r) 3a npoBefdeHMe 3KCNEePTU3bl KauyeCcTBa NEeKapCTBEHHOrO CpPeAcTBa U 3KCNEepTU3bl OTHOLUEHUS
OXMAAeMOW Nornb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenapara Ansg MeauumuHCKoro
NPUMEHEHNs!, B OTHOLLUEHUW KOTOPOro NPOBeAEHbl MeXAyHapoOHble MHOFOLLEHTPOBbIE KMMHMYECKNE
uccnenoBaHus, 4YacTb M3 KOTOpbIX npoBedeHa B Poccuiickor Pepepauum, npu  OCyLWeCTBEHUU
rocygapCTBEHHOW perucTpaunm nekapcTBEHHOro npenapara;

11) Hanunume cornacusi NPou3BOAUTENsS NEKApCTBEHHOro npenapaTa, MpOoM3BOACTBO KOTOPOro
ocyulectBnseTca 3a npegenamum  Poccunckon ®epepauun, Ha NpoBeAeHUE UHCNEKTUPOBaHUS
nNpon3BOaMTENS HAa COOTBETCTBUE TpeboBaHNAM NpaBun Hagnexalen NpoM3BoACTBEHHOW NPaKTUKWY;

12) Hann4me cornacus, NPeayCMOTPEHHOMO YacTbio 18 HacToSALWEN CTaTby;

13) ykasaHue Buaa nekapcTBEHHOro npenapara, NpeacTaBneHHOro Ha perncrtpaumio (pedepeHTHbIN
nekapCcTBeHHbI  npenapaTt, BOCMPOW3BEAEHHbI  NeKapCTBEHHbIM  npenapaT, 6Guonornyeckuii
nekapcTBeHHbIV npenapaT, GuoaHanorosbin (bnonogobHLIN) nekapcTBeHHbIV npenapaTt (buoaHaror),
romMmeonaTuyecKkMin NekapCcTBEHHbIN NpenaparT, NekapCTBEHHbIN pacTUTENbHbIN Npenapar).

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaunMoHHoe [OCbe Ha JeKapCTBEHHbIA npenapat Ans MeaWUMHCKOro MNpPUMEHEeHUs
npegocTtaBnsieTcs B popme obLero TeXHNYECKoro JoKyMeHTa.
(vacTb 3 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pa3gen AOKYMEHTaUMM agMUHUCTPATMBHOINO XapakTepa BKItovaeT B cebs:

1) 3aaABreHne O rocygapCTBEHHON perucTpauuv NekapCTBEHHOro npenapaTa Ans MeauuUHCKOro
NpUMeHeHUs1 B 3N1eKTPOHHON chopMe 1 Ha ByMaKHOM HOCUTENE;

2) KOMWK [OKYMEHTa Ha pYCCKOM £3blke, 3aBEPEHHOr0 B YCTaHOBIIEHHOM MOpSAKE WU
NnoATBEpXAaloLwero NpaBoOMOYHOCTb 3asBUTENS NMoJaBaTb 3asiBliEHUE O rocy4apCTBEHHOW perncrpaumm
neKkapcTBEHHOro npenapara Ans MeAMLMHCKOro NPUMEHEHUS (OBEPEHHOCTb);

3) cBefeHusa 0 gaTe NpedoCTaBfeHUs U permcTpauuoHHOM HOMepe IULEH3UM Ha Npou3BOACTBO
nekapcTBeHHbIX CpeAcTB MMM CBedeHus O p[daTe npefocTaBneHust U perucTpauuoHHOM HoMmepe
3aKMYeHMss O COOTBETCTBMM MPOU3BOAUTENS NEKApCTBEHHbIX cpeacTB TpeboBaHuAM npaswn
Hagnexawien npou3BOACTBEHHOW MpPaKkTWKW, BblAaHHBIX  (NPEeAOCTaBMEHHbIX)  YNOMHOMOYEHHbIM
denepanbHblM  OpraHOM WUCMONHUTENBHOW BMNAacTM B OTHOLIEHWW MPOM3BOACTBEHHOW MNNOLLAAKM
perncTpupyemoro InekapcTBEHHOro npenapara, B Criydyae, ecnu Mpou3BOACTBO feKapCTBEHHOro
npenapaTta ocylectenserca B Poccuickon degepaumu;

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

4) KOMWIO NPefoCTaBIEHHON YMONTHOMOYEHHBIM OpPraHoM CTpaHbl NPOWM3BOAUTENSA NULEH3UMM Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata W ee MepeBoj Ha pPYCCKUA A3blK, 3aBEPEHHblE B
YCTaHOBIIEHHOM MOPSIAKE, a TaKkkKe KOMUI0 3aKMYEeHMs O COOTBETCTBMM NPOU3BOAMTENS NEKAPCTBEHHbIX
cpeacTB TpeboBaHUAM NpaBui Hagnexallen Npon3BoACTBEHHOW NPAKTUKN, BbI4AHHOMO YNOTHOMOYEHHbIM
denepanbHbiM  OPraHOM  WUCMOSIHUTENBHON BAacTM B OTHOLIEHUM MPOM3BOACTBEHHOM MOLAAKM
pPerncTpmpyemMoro nekapCcTBEHHOMo npenapaTa, UM KONl peLleHns YynosIHOMOYEHHOro dyeaepanbHOro
opraHa WCMONHUTENBbHON BNacTM O MPOBEAEHUN WHCMNEKTUPOBAHUSA MNPOM3BOAUTENS JEKAPCTBEHHbIX
cpencTs, B crniydae, ecnu NpousBOACTBO JIEKAapCTBEHHOrO MpenapaTta OCYLLECTBNSETCA 3a npegenamu
Poccuinckon degepaumu;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-d3)

5) NPOEKT MHCTPYKLUM MO MEAMLIMHCKOMY MPUMEHEHWI0 NIEKapCTBEHHOTO NpenapaTa, coaepxalleit
crnepyoLne cBeaeHus:

a) HanMveHoBaHME JIEKapCTBEHHOrro npenaparta (Mem,u,yHaponHoe HenaTeHToBaHHOe, WIn
rpynnmpoBoYHOE, U1 XnMmn4eckoe n Toproeoe HaMMeHOBaHI/IS'-I);

6) nekapcTBeHHas hopMa C ykasaHMeM HanMeHOBaHWIN 1 KONMYECTBEHHOMO CoCcTaBa AeCTBYHOLLNX
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BeLlleCTB N Ka4eCTBEHHOro coctaBa BCrnomMoraTtesibHbIX BELLECTB (an HeobX04MMOCTN KONMYECTBEHHOIO
COCTaBa BCrnomoratesibHbIX BeLLl,eCTB);

B) OMMCaHWe BHELUHEro BMaa NlIekapCTBEHHOro npenapaTa anst Me4ULUHCKOro NPUMEHEHUS;
r) PU3NKo-XxmMMmyeckne CBOMCTBa (AN pagnodapmMaLeBTUYECKMX NEKAaPCTBEHHbIX NpenapaToB);

4) bapmakoTepaneBTudeckasi rpynna, KoA FeKapCTBEHHOro npenapata Ang MeguumMHCKOro
NPYMEHEHNS NO aHAaTOMO-TEepPaneBTUYECKO-XMMNYECKON Knaccudumkaumm, pekomeHgoBaHHon BecemmnpHon
opraHusaumen 3gpaBooOXpaHeHNd, Unn ykasaHme "romeonaTUyecknin iekapcTBeHHbIM Npenapat”;

e) hapmMakoguHamuka u hapmMakoKMHETUKa (3a UCKIToYEHEM (hbapMakoKMHETUKN rOMeonaTU4eCcKmx
nekapcTBEHHbIX NpenapaToB U pacTUTENbHbIX NEeKapCTBEHHbIX NpenapaTos);

) NoKasaHusi Ans NPUMEHeHUs;
3) MPOTMBOMNOKa3aHWs 451 NPUMEHEHMS;
1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHNM;

K) YKa3aHne BO3MOXHOCTN WU ocobeHHocTeN NPpUMEHEeHNA JeKapCTBEeHHOro npenapara Aana
MeAULUMNHCKOIro  npuMeHeHus 6epeMeHHbIMI/I XeHWwnHam, XKeHwnHammn B nepuon rpyaHoro
BCKapwMiinBaHuaA, neTbMU, B3POCIbIMUA, UMELWNMN XPOHNYECKHe 3aboneBaHus;

M) pexuMm 403MpoBaHMs, cnocobbl BBEAEHWS U NMPUMEHEHUs, Npy HEOOXOAUMOCTH BpeEMS nprema
nekapcTBEHHOro npenapara Anst MeAULMHCKOTO NPUMEHEHWS, MPOAOITKUTENBHOCTE NEYEHNs!, B TOM YncHe
y OeTel 40 U nocrne ogHoro roaa;

M) BO3MOXHble HexenaTenbHble peakuuMu npu MNpPUMEHEHWWM NeKkapCTBEHHOro npenapaTta Ans
MEANLMHCKOrO NPUMEHEHWS;

H) CUMNTOMbI NEepeao3MPOBKM, Mepbl MO OKa3aHWMIO MOMOLLM NPU NePefo3VPOBKE;
0) B3aMOAENCTBME C APYTUMU NEKAPCTBEHHbIMU NpenapaTamu 1 (Mnu) NULEeBbIMU NPoAYyKTamu;
n) popmbl BbINyCKa NEekapCTBEHHOro npenapaTa;

p) ykasaHue (NMpy HeobGXoaumocTu) ocobeHHoCTel AeicTBUSI NekapCTBEHHOro npenapata Aans
MEAMLMHCKOro NPUMEHEHUS MU NEpPBOM NPUEMe UK NPU ero OTMEHE;

C) onucaHwve (npu HeobxoauMocTn) AencTBU Bpada (denblepa) u (unu) naumeHTa npy nponycke
npvemMa ogHON UNN HECKONbKNX 403 NeKapCTBEHHOrO npenapara Ans MeAUUMHCKOrO NPUMEHEHNS;

T) BO3MOXHO€ BJIMAHWE JIEKapCTBEHHOIo npenaparta Aana MeaunuunHCKOro rnpuMeHeHunAa Ha
CcnocobHOCTb ynpaenAaTb TPAHCNOPTHbIMU CcpeacTBaMn, MeéXaHn3MamMu;

y) CPOK roAHOCTM W yKasaHWe Ha 3anpeT NpUMMEHeHMs1 FekapCTBEHHOro npenapaTta Ans
MEeOULMHCKOrO NPUMEHEHNSI N0 UCTEYEHUIN CpoKa FrOQHOCTY;

@) ycrnoBus xpaHeHus;

X) YKa3aHune Ha HeobXxoQMMoCTb XpaHeHua nekapCcTBeHHOro npenapata And MeauunHCKOro
npuMeHeHusa B MecTtax, He4OCTYNHbIX OnA neten;

Ll,) yKa3aHune (I'IpM H606XOLI,I/IMOCTI/I) cneunarnbHbIX Mep nNpeaoCTOPOXHOCTU MNpPU YHUYTOXEHUU
HEeNCNnosib30BaHHbIX NNIEKAPCTBEHHbIX nNpenapaTtoB And MeanumnHCKOro npmMeHeHus,

4) yCrioBUSA OTNYCKa;

W) HauMMeHoBaHMSI U adpeca MPOM3BOACTBEHHbLIX NIOLWAA0K MPOU3BOAMTENS NEKapCTBEHHOMO
npenapara;

) HavMeHOBaHWe, afpec oOpraHu3auuy, YMNONHOMOYEHHOW AepxaTenem Wnu Bragenbuem
PervcTpaumMoHHOro YAOCTOBEPEHUS! NEKapCTBEHHOro npenapata Ans MeAMLMHCKOTO MpUMEHeHUst Ha
NPUHATWE NpeTeH3unii OT NoTpeGuTens;



6) MHCTPYKUMIO NO MeOUUMHCKOMY NPUMEHEHUKD UM KPaTKYyK XapaKTepUCTUKY NeKapCTBEHHOro
npenapara, yTBepXxaeHHble B CTpaHe Npon3BoanUTENA;

7) NPOeKTbl MaKeTOB NEPBUYHON YNAKOBKM 1 BTOPUYHON YNaKoBKM NEeKapCTBEHHOTO npenapaTa Ans
MELMLMHCKOro NPUMEHEHUS;

8) npoekT HopmMaTMBHOW [OKYMEHTauuUW WM HOPMAaTUBHONO [AOKYMEHTa Ha feKapCTBEHHbIN
npenapat 4ns MeAnLMHCKOro NnpuMeHeHus nMbo ykasaHne COOTBETCTBYIOLLEN (bapMakonenHon cTaTbu;

9) OOKYMEHT, cofepalwuin UHOPMaLMIo O Hanmuyuum unm o6 oTCyTCTBUM (hakTOB perucrpauum
nekapcTBEHHOro npenapaTta A/ MeaULIMHCKOro NpMMEHEHNs 3a npeaenamn Poccuiickoin degepaumu;

10) KonuMM [OOKYMEHTOB, 3aBEpEeHHbIX B YCTAaHOBIMIEHHOM Mopsake W noaTBepxaarLwwmx dakTt
perncTpaumm rnekapCTBEHHOro npenapata B MHOCTPaHHbIX rocyaapcTBax B KadecTBe opdaHHOro
nekapCTBEHHOro npenapara;

11) nnaH ynpaBfeHuWs puckamu Aans  BGMONorMYeckux JeKapCTBEHHbIX MNpenapaTtoB  Ans
MELMLMHCKOrO NPUMEHEHUS;

12) pokymeHT O cucteme papmakoHag3opa Aepxatens wunu Bnagenbla perncTpaumoHHOro
YAOCTOBEPEHUS NEKapCTBEHHOrO npenapara;

13) ODOKYMEHT, MoATBEpPXAAloLWMA KayeCTBO NEKapCTBEHHOro npenapaTta TpexX NPOMbILISIEHHbIX
cepwvin (NPOTOKON aHanusa unmn ceptudpmkaT aHanmaa), ogHa cepusi KOTOpPOro A0SKHa coBnagaTth C cepuen
obpasua nekapcTBeHHOro nmnpenapata AN MEeAMUMHCKOro MpUMEHEeHMs, NpeacTaBneHHOro Ha
rocyAapCTBEHHYIO perncTpaumio.

(vacTb 4 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Paszgen xumudeckomn, dapmaueBTUYECKON M BMONOrMieckon OOKYMeHTauumn BKIIOYaeT B cebs
OOKYMEHTbI, coepaline nHdopmauunio o dpapmaueBTUYECKon CybCcTaHL MK 1 NTekapCTBEHHOM NpenapaTe
AN MeguUUHCKOro MpUMEHEHUS, Mpouecce ero Npou3BOACTBA M MeTodax KOHTPOSS KadecTBa, B TOM
yucne:

1) KONWIO AOKYMEHTa, CoAaepKaLlero crneayoLLyo MHopmMmaLuo o hapmaLeBTMYECKON CyOCTaHLmm
unun chapmaLeBTMHECKUX CyOCTaHUMAX, BXOOALWMX B COCTaB NIeKapCTBEHHOro npenapaTta, 3a UCKMYeHnem
uHdopmaumm o dapMaueBTUYECKUX CybCTaHUMAX, BKMOYEHHbIX B [OCYAapCTBEHHbIN  peecTp
nekapCTBEHHbIX CPeACTB B COOTBETCTBUM CO cTaTben 34 HacToswero PegepansHOro 3akoHa:

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 462-03)
a) HanmeHoBaHWe (bapmavueBTU4ecKon cybcTaHLuun, ee CTpyKTypa, obLime CBONCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TeXHoJorma npon3eBoacTtea C onnMcaHmem cragumn npon3soacTtBa U MeToAOB KOHTPOJIA Ha BCEX
cTagndax npon3BoacTBa,

r) onucaHue paspaboTku npoLiecca NpoM3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTagUM NPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMY;
€) JOKyMeHTarnbHoe NoATBepXaeHne (Banmgauns) npoLeccoB 1 (Mnn) UX OLEHKa;

) CBOMCTBA N CTPYKTypa AEeNCTBYIOLNX BELLECTB;

3) XapaKTepucTrKa npumecen;

n) cneundukaumsa Ha papmaueBTUYECKyI0 CyGCTaHUMIO U ee 060CHOBaHNE;

K) aHanuTMdeckue MeTOOMKW, UCMONb3yeMble MpPU  OCYLLECTBIIEHUN KOHTPOMsS KadecTBa
(hapmaLeBTMYECKON CyGCTaHLMK;

n) OOKyMeHTarnbHoe MoaTBepXAeHue (Banuaauus) aHanuTUYecKUX MeTOAMK, UCMONb3yemblX npu
OCYLLIECTBEHNM KOHTPONS KadecTBa hapMaLeBTUYeCKon CyoCTaHLMu;

M) pe3ynbTaTbl aHanM3a cepuii hapMaLeBTUYECKON CybCcTaHLmK;
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H) nepeyvyeHb CTaHOAPTHbIX o6pa3u,0|3 nnun BewecTB, UCMOJb3yEMbIX NMPU OCYLLECTBNEHUN KOHTPOSIA
Ka4yecTBa,

0) onMcaHne XapakTePUCTUK U CBOMCTB YNaKOBOYHbLIX MaTepMarnoB U YKYNOpPOYHbIX CPEACTB;
n) AaHHble 0 CcTabunbHOCTM hapmaLeBTUYECKON CyDCTaHLmu;
p) CPOK rogHOCTY;

1.1) B OTHOWeEHUN apMaLeBTUYECKUX CYOCTaHUMIA, BXOOSLWMX B COCTaB JI€KapCTBEHHOrO
npenapaTta M BKIIOYEHHbIX B FOCYAapCTBEHHbIA PEecTp fekapCTBEHHbIX CPEACTB B COOTBETCTBUM CO
ctatbenn 34 HacTodwero ®PenepanbHOro 3akoHa, - KOMUA [OOKYMEHTa, CoAep)Kallero CreaytoLulyto
WHpopmMaLnto:

a) HanmeHoBaHue hapmaueBTUYECKON CybCcTaHLuK, ee CTPYKTypa, obLime CBONCTBA;
0) HanmeHoOBaHWe N agpec NpoM3BoaUTENS;
B) pe3ynbTaTthl aHanu3a cepui bapMmaueBTU4eCcKon cybcTaHuuuy;

r) CPOK rogHOCTY;
(n. 1.1 BBegeH ®epepanbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) LOKYMEHT, coepalluii crneaytoLme cBeaeHns 0 iekapcTBEHHOM npenapaTe Ans MeAULMHCKOro
NPUMEHEHUS:

a) onncaHme n coCTtaB JiekapCTBEHHOIo npenapara ana meanunHCKoOro npuMeHeHuns;

0) onncaHwe hapmaveBTUYeCKOM pa3paboTku (06ocHoBaHWe BbiIbOpa cocTaBa, MEPBUYHON YNAKOBKM
N UHOrO);

B) TEeXHOoJiorma npon3eBoactea C onnMcaHmem cragun npon3soacTtBa U MeTooB KOHTPOJIA Ha BCEX
cTaandax npon3BoacTBa,

r) onucaHne KOHTPONS KPUTUYECKUX CTaaui NpoLecca NPOU3BOACTBA U NMPOMEXYTOYHOW NPOAYKLNWY;

ﬂ,) HanmMmeHoBaHMeE N agpec MecTa OCyLleCTBIIeHNA Npon3BoaCcTBa JIEKAPCTBEHHOIro npenaparta ana
MeANULMHCKOro npuMeHeHus (B cny4yae Halmyma HeCKONbKMX Yy4YaCTHUKOB Mpouecca npou3BoacTea
HeobxoaMmo yKasaTb KaxXgoro n3 HVIX);

e) hapmaveBTUYeckast COBMECTUMOCTb;

X) MUKpOBUONOrnyeckne xapakTepmucTmkm;

3) MaTepuanbHbln 6anaHc Ans NPoM3BOACTBA CEPUM FOTOBOIO NPOOYKTa;

1) onnucaHne xapakTepucTuK N CBONCTB YMakOBOYHbIX MaTepuanoB 1 YKYNOpOYHbIX CPEACTB;

K) JOKyMeHTanbHoe noareepxgeHue (Banngaums) npoLueccoB Npon3BoacTBa U (Mnn) UX OLEHKa;

n) TpeboBaHMsi K KayecTBy BCMomoraTernbHbIX BeLWecTB (cepTudukaT, crneumdpukauus Ha
BCMomoraTtersibHble BeLlecTBa U UX 0O0CHOBaHUe);

M) aHanuTtn4yeckne MeToauKn, ucnosnb3yemble TMNpu  OCyWweCTBIIEHUN KOHTPOJiA KadeCTBa
BCnomMoraTesibHbIX BELECTB;

H) OOKyYMeHTanbHoe noaTeBepXxaeHue (Banuaauusl) aHanMTUYecKMX MeTOAMK, UCNOoNb3yeMblX npu
OCYLLECTBMNEHUN KOHTPOSS KayecTBa BCriOMOraTerbHbIX BELLECTB;

O) I/IH(bOpMaU,VIFI 00 Mcnonb3oBaHWM BCMOMOraTesbHbIX BELLUECTB YEeNIoBEYECKOro W XXMBOTHOMO
NPONCXOXOEHUA,

n) nHcpopmavms 06 Ncnorb3oBaHUM HOBbLIX BCMOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBYy JIeKapCTBEHHOrO Mpenapata Ans MegUUMHCKOTO MpUMEHEHMUs
(ceptucpukar, cneundukaumsa Ha NieKapcTBEHHbIN NpenapaT U nx 060CHOBaHUE);
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C) aHanmMTn4yeckme MeToaunKn, ucnolb3dyemMmble Tpu  OCYLUeCTBNEHNUN KOHTPONA KadecTBa
NeKapCTBEHHOIO npenaparta Ana MmegunumnHCKOro npuMeHeHua,

T) AOOKyMeHTalribHOe noaresepXxaeHue (Banmp,au.vm) aHannMTn4eCknx MeToaukK, ncnonbldyembiX Mnpun
OCyLWleCTBJ1IEHMN KOHTPONA Ka4eCTBa J1IeKapCTBEHHOIo npenaparta Aand MeguumHCKOro npuMeHeHud;

y) pesynbTaTbl aHan1M3oB Cepuin NekapcTBEHHOro npenapara Anst MeAULMHCKOrO NPUMEHEHNS;
&) XxapakTepucTuka npuMecen;

X) nepeyvyeHb CTaHOapTHbIX 06pa3L|,OB, MCNoJib3yeMblX MpUn OCYLLECTBIIEHUN KOHTPOJIA KayecTBa
NeKapCTBEHHOro npenaparta Ana MmegunumnHCKOro npuMeHeHusa,

L) AaHHble 0 CTabMNbHOCTM NEKAPCTBEHHOIO NpenapaTta Ans MeauUMHCKOro NPUMEHEHNS.
(4acTb 5 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen cpapmakonormyeckomn, TOKCUKONOrM4eckon AOKYMeHTauuu BKoyaeT B ceba oTyeThbl 0
pesynbTaTtax AOKMMHUYECKNX NCCNeAOoBaHMIN NIeKapCTBEHHOMO cpeacTBa AN MeOULUHCKOTO NPUMEHEHUS,
B TOM YuUChe:

1) oTyeT 0 hapMaKkoANHaMUNYECKMX UCCNIEA0BaHNSAX;
2) oT4eT 0 (hapMaKOKMHETUYECKMUX UCCNEAOBaHMUSAX;

3) OTYET O TOKCMKONOMMYECKNX NCCIefOBaHUSIX.
(vacTb 6 B pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen knuHuyeckomn OOKyMeHTauun BKIHO4HaeT B cebs oTyeTbl O pesynbTaTtax KIMHU4YeCKnX
nccrnegoBaHui JNIeKapCTBEHHOrO npenaparta and MegunumnHCKOro npuMmeHeHund, B TOM Ynucrne:

1) otyeTnl 06 wuccnegoBaHMAX OMOOOCTYMHOCTM M OGUMOSKBMBANEHTHOCTW, WCCNEAOBAHUSAX,
yCTaHaBMMBALLNX KOPPENSILMIO Pe3ynbTaToB, NOMYyYEHHbIX B YCNOBUSAX in Vitro 1 in vivo;

2) oT4eTbl 0 hapMakOKUHETUHECKNX UCCIeqOBaHNSX;
3) oTyeThl 0 hapmMakoANHAMUYECKUX NCCIEeOBaHMSAX;
4) OTYETbI O KNNHMYECKUX UCCrefoBaHNsaX achdeKTUBHOCTU 1 Be3onacHoCTY;

5) oT4eT 0 NocTperncTpaumMoHHOM ONbITE MPUMEHEHMWS (NPY Hanu4uu).
(vacTb 7 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusi k 06beMy MHOPMaLMKN, NPEeLOCTaBMNSAEMON B COCTaBE PErMCTPaLMOHHOIO OOChE,
ANst OTAENbHBIX BUAOB NEKAPCTBEHHbIX NPenapaToB Afst MeAULMHCKOTO NPUMEHEHUS yCTaHaBMMBalTCA
YNOJNIHOMOYEHHbIM befieparibHbIM OPraHoOM UCMOMHUTENBHOW BNacTw.
(vyacTb 8 BBegeHa ®efepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

9. B OTHOLWEHNV NeKapCTBEHHbIX MpenapaToB, paspeLleHHbIX AN MeOUUUHCKOro NpYMEHEHNs B
Poccuiickon ®egepaummn bonee gsaguaty neT U B OTHOLUEHUW KOTOPbIX HEBO3MOXHO MNpoBedeHue
nccneaoBaHuii X GUO3KBUBANEHTHOCTU (3@ UCKMOYEHNeM BUOMOrNYECKNX fIeKapCTBEHHbIX NpenapaTos),
AOMycKaeTcs BKIOYEHWe B COCTaB pasgena dpapmMakoriornyeckon, TOKCMKOMOTrMYeCcKon AOKYMeHTauum u
pasgena KNVHUYecKoW AOKyMeHTauuMum BMEeCTO oTyeTa paspaboTumka O pesynbTaTax COOCTBEHHbIX
AOKIMMHNYECKUX MCCNeoBaHW NekapCTBEHHbIX CPEACTB M KIMHUYECKUX UCCredoBaHUM nekapCTBEHHbIX
npenapaToB AnA MeAMLMHCKOro MpUMeHeHust ob3opa HayyHblX paboT O pesynbTatax OOKIMHUYECKMX
UCCNeaoBaHUA NEeKapCTBEHHbIX CPeACTB W KNMHUYECKMX WCCNedoBaHWA [AaHHbIX JleKapCTBEHHbIX
npenapaTtoBs, B TOM YMCIe BKMOYasi ONbIT UX MOCTPErMCTPaLnOHHOrO NMPUMEHEHNS.

(yactb 9 BBegeHa dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 475-93)

10. Mpu rocyoapcTBeHHOW perncTpauuM BOCMPOU3BEAEHHbIX eKapCTBEHHbLIX MpenapaToB Ans
MEAMLMHCKOrO MNPUMEHEHUsI [OMyckaeTcs BKIOYEHWe B cocTaB pasgena  hapMaKonormyeckomn,
TOKCUKOOrMY€eCcKoii JOKyMeHTaLUMN 1 pasaena KnMHUYecko IoKyMeHTauumM BMecTo oT4yeTa paspaboTymka
0 pesynbTatax COBCTBEHHbIX AOKIMMHUYECKUX UCCIedoBaHUi NekapCTBEeHHbIX CpeacTB o63opa HaydHbIX
paboT o pesynbTaTax AOKMMHWYECKUX MCCredoBaHUiA pedepeHTHOro nekapCTBEHHOro npenapata wu
npeacTaBrieHMe BMECTO KIMHWYECKUX WCCrefoBaHuii B NMOMHOM oGbeme, YCTaHOBIEHHOM pasgerniom
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KITMHNYECKOMN OOKyMeHTauuu, oT4yeTa o pesynbTaTtax nccneaoBaHuin OVO3KBMBANEHTHOCTM
BOCnpon3ssBeaeHHOro JiekapCTtBeHHOro npenapara Aana MeamumnHCKOro rnpuMeHeHua. He Tpe6yeTc;|
npeacrtaeneHne otT4eTta O pe3ynbTaTtax nccrnegoBaHuin  GUOSKBMBANEHTHOCTHU BocCnpoun3segeHHoro
NeKkapCTBeHHOro npenaparta gnda MeamumnHCKOro npuMeHeHunsa, ecnm perucTtpupyroTca BocnpomnsseeHHble
NeKapCTBeHHbIE npenapaTtbl ANna MeanLnHCKOro npuMeHeHusa, KoTopble:

1) npegHasHaveHbl Ans napeHTepanbHoro (MOAKOXHOrO, BHYTPUMBILLIEYHOrO, BHYTPUBEHHOIO,
BHYTPUINasHoro, BHyTPUMNONOCTHOIO, BHYTPUCYCTaBHOMO, BHYTPUKOPOHAPHOI0) BBEAEHUS U NPEACTABNSAOT
cobovi BogHble pacTBOpbI;

2) NpeAcTaBnsitoT coOOol pacTBOPbI AN NepopanbHOro NPUMEHEHNS;
3) npousBeaeHbl B hopMe MOPOLLKOB UM NMomnnnsaTos ans NpUroToBNEHUs] PpaCTBOPOB;
4) aBnatoTCA raszamu;

5) ABINAKOTCA YWHbIMU UK TINa3HbIMW NNEKapCTBEHHbIMU NpenapaTtamMmu, npon3seneHHbIMn B q)opme
BOAHbLIX PAaCTBOPOB;

6) npeaHa3Ha4YeHbl AN MECTHOIO NPUMEHEHUS U NPUrOTOBIEHLI B (DOPME BOAHbLIX PacTBOPOB;

7) NpeacTaBnstoT cobo BoAHbIE pacTBOPbL! ANA UCMOMb30BaHWSA B hOpPMe UHransiuuiA ¢ NOMOLLIbIO
Hebynarsepa Unu B KA4YeCTBe Ha3arnbHbIX CNPeeB, MPUMEHSIEMbIX C MOMOLLIbI CXOAHbLIX YCTPONCTB.
(4acTb 10 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. [Insa cnydaes, ykasaHHbIX B NnyHKTax 1 - 3, 5 - 7 yactn 10 HacTosLen cTaTbn, BOCNPOM3BELEHHbIN
NeKapcTBEHHbIA npenapat Ans  MeAMUMHCKOrO MPUMEHEHUA [OOIDKEH codepXaTb Takue ke
BCMomMoraTteribHble BELLECTBA B TaKUX € KONMMYeCTBaX, Kak U pedepeHTHbIN NeKapCTBEHHbIN npenapar.
Ecnn cocTtaBbl BcrnoMoraTeNnbHbIX BELLECTB  pasnuuyaloTcs, 3asiBUTENb [OOJPKEH NpeacTaBuUTb
AokasaTenbCTBa TOro, YTO UCMONb3yeMble B OAHHbLIX KOHLEHTpauUsX BCMOMOraTesibHble BeLLeCcTBa He
BNMAOT Ha ©Oe3onacHocTb M (Unn) 3pdEKTUBHOCTL NEKApCTBEHHOrO npenapata Anst MeavLMHCKOro
npuMeHeHus. B cnyyae, ecnu 3asiButernb He MOXET NPEACTaBUTb TakMe JokasaTensctsa u (Mnu) He UMeeT
AoCTyna K COOTBETCTBYHLLIMM AaHHbIM, OH AOMKEH MPOBECTM COOTBETCTBYIOLLUME WUCCreaoBaHUs AN
AokasaTenbCTBa OTCYTCTBMS BIUSIHUSA pasHbIX BCMOMOraTesibHbIX BELWECTB WM BCMOMOraTesnbHbIX
yCTponcTB Ha Be3onacHocTb U (unn) adhdeKTMBHOCTL NeKkapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NPUMEHEHNsI B COOTBETCTBUU C aKkTamu, COCTaBNALLMMN NpaBo EBpasnnckoro 3KOHOMUYECKOro coko3a.
(yactb 11 BBeaeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. ®enepanbHOro 3akoHa ot
22.12.2020 N 444-®3)

12. MNpwn rocyaapcTBEHHON perncrpaumm KoMobuHaumMn paHee 3aperncTpupoBaHHbIX NEKAPCTBEHHbIX
npenapatoB Ans  MeAMUUHCKOrO MpUMEHEHMs [OOrnyckaeTcsl BKMOYEeHMe B COCTaB  pasjena
dapMakonorm4eckon, TOKCUKONOrMYeCcKon AOKYMEHTaLMmn 1 pasaena KmHUYecKon JOKYMeHTauMm BMECTO
oTyeTa paspaboTymka O pesynbTatax COOCTBEHHbIX AOKMMHUYECKMX WCCIeAOBaHWN feKapCTBEHHbIX
cpeacte ob3opa HayyHbix paboT O pesynbTatax OOKIMHUYECKUX UccregoBaHun peddepeHTHbIX
nekapCTBEHHbIX MpenapaToB, BXOASAWMX B COCTaB KOMOGMHauUuW nekapCTBEHHbIX npenapatoB, U 06
OTCYTCTBUM MX B3aUMOLENCTBUSA B OAHOWN NieKapCTBEHHOW dhopme.

(vacTb 12 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

13. Ha akcnepTusy pasnuyHbiX eKapCTBEHHbIX POPM OAHOrO U TOrO XXe NeKapCTBEHHOro npenapaTa
ANa MeJULMHCKOro NpUMeHeHUs 3asBuTenb NpeacTaBnseT oTAeNbHble 3adBMeHnUs U perncTpaumoHHbIe
OOCbe Ha Kaxayo nekapcTBeHHyo gopmy. Npu ycnoBun ogHOBPEMEHHOW NnoJadn Ha 3KCNepTu3y OOHOW
neKkapcTBEHHOW hOpMbI C pasfnnyHbIMU 403MPOBKOM, KOHLEHTpaLnen, o6bemMom 3asaBuTenb NpeacTaBnseT
OlHO 3asiBrieHMe N perncTpauMoHHOe A0Cbe C NPUITOXXEHUEM MaKeTOB YNakOBOK Ha KaXOylo A03MPOBKY,
KaXKOylo KOHLEHTpaLMIo, Kaxabli 06beM 1 Kaxxaoe KOnM4ecTBO A03 B yMaKoBKe.
(vacTb 13 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

14. Tpu rocygapcCTBEHHOW peructpaumMm opdaHHOro rekapCTBEHHOro npenaparta 3asiBuTenNb
npeacTaenseT MHpopmauuo, Heobxoaumyto Anst GopMUpPOBaHMS pasaena KIMHUYECKON AOKYMeHTaumu,
B 06BbeMe, YCTaHOBEHHOM YMONTHOMOYEHHbLIM hefiepanbHbIM OpraHOM UCMOMNHUTENBHOW BrAcTM.

(vyacTb 14 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. Mpw perncTpanmm GMoNOrMYeckoro iekapcTBEHHOIo Npenapara, NoNy4eHHOro 13 KPOBU, NnasMbl
KPOBW 4YerioBeKka, B COCTaBe PerncrpaunMoHHOro A40Chbe Ha fiekapCTBEHHbIN npenapaTt Anst MeauumnHCKoro
NPUMEHEHUS OOMKHbI BbITb NpeacTaBneHbl A4ONONHUTENbHO:


consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E273445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E2724A5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DDB04F10A7081E039D60E68697C98725D3D2E1C3249E1764D5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E272455E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E272445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265FD500F2017681E039D60E68697C98725D3D2E1C3249E177445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E2714D5E4159BE0A0E168BE3ED65613D50076CmCK

1) B pasgene [OKyMeHTauuUM aaMUHUCTPATMBHOINO XapakTtepa [OOKYMEHT, COoAepXaluun
WHpopmaumo 0 cybbekTax obpalleHns OOHOPCKOM KPOBU M (UNK) ee KOMMOHEHTOB, O TOM, rae Obina
ocylLlecTBneHa pJdoHauust (KpoBu W (Mnn) nnasMmbl KPOBWM), a Takke [AaHHble 00 WHMEKUNOHHbIX
3aboneBaHnsiX, MNepefarwLlmMxca napeHTepanbHbiM NyTeMm, UWHGopmaumsa o cybbektax obpalieHus
OOHOPCKOM KPOBU U (MNN) €€ KOMMOHEHTOB, B OTHOLLEHMM KOTOPbIX OCYLLECTBIISIETCA KOHTPOMNb JOHOPCKOW
KPOBM U (MNN) ee KOMMOHEHTOB;

2) B pasgene xmMmmu4yeckon, hapmaneBTMYeCcKon 1 BMonormnyeckon 4oKyMeHTaumm:

a) kputepum n cnocobbl 0TOOpPa, TPaHCMOPTUPOBAHUS N XPaHEHUS AOHOPCKOW KpoBWU U (Mnn) ee
KOMMOHEHTOB;

6) pe3ynbTaTbl MCCNEAOBaHMWA OTOOPaHHbBIX JOHOPCKOM KPOBU M (UMW) Niasmbl KPOBM U MYFOB Ha
Hanuyve BO3GyOWTENEN WHMEKUMIA, BKModasi WHGOpMauuilo 06  MCMonb3oBaHHbIX — MeToAMKax
vccnenoBaHWin M B Cnyvyae uccrnedoBaHWA MynoB Mnasmbl KPOBWM pe3ynbTaTbl AOKYMEHTanbHOro
noaTeepxaeHus (Banuaaumnm) UCnonb3oBaHHbIX MeTOAUK;

B) TEXHMYECKME XapPaKTEPUCTUKM YNaKOBKM Anst oT6opa OOHOPCKOWM KPOBU U (MK) Mna3mbl KPOBMU,
BKITtOYas MHGopMaL Mo 06 NCNONb30BaHHbIX pacTBOpaxX aHTUKOArynsiHTOB.
(vacTb 15 BBegeHa PepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

16. KnnHuyeckne mccnegoBaHUs neKapCTBEHHOrO npenaparta Ans MeguumHCKOro NpUMEHeHUs B
Lensx ero rocygapCTBEeHHOM permctpaumm nposogatcs B Poccwuiickon ®Pepepaunm B nopsigke,
yCcTaHoBneHHoOM cTatbsimm 38 - 44 Hactoswero ®egepansHoro 3akoHa. OT4yeT O MNpPOBEAEHHbIX
nccrnegoBaHUSX BKITHOYAETCs B COCTaB pasgena KNMHUYECKOW JOKYMeHTauny permcTpaumoHHOro Aocke Ha
neKkapcTBEHHbIN MpenapaT Ans MeAUUMHCKOro npuMeHeHus. [na nekapcTBEHHbIX npenapatoB And
MEOWNLUMHCKOTO MPMMEHEHUsl, B OTHOLIEHWM KOTOPbIX B pesynbTaTe 3KCMepTusbl [JOKYMEHTOB,
npeacTaBneHHbIX ANA onpefeneHns BO3MOXHOCTM paccMaTpvBaTb feKapCTBEHHbIM npenapart Aans
MEOWLMHCKOrO MPUMEHEHMS B KavecTBe OpdaHHOro feKkapCcTBEHHOro npenapaTa, Takas BO3MOXHOCTb
npu3HaHa M B OTHOLUEHWM KOTOpbIX MPOBEAEHbl KIWMHWYECKMe WCCNedOoBaHWUs, BbIMOSHEHHbIE 3a
npegenamu Poccuiickoh dPepepaumm B COOTBETCTBUM C MpaBuniaMy Hagnexaiwen nabopaTopHoi
NpakTVK1 1 NpaBunaMn Hagnexaluemn KNMHUYEeCKOW NpakTykn, 4ONyCcKaeTcs BKIOYEeHMe B COCTaB pasgena
KNMMHUYECKOW OKYMEHTaLUM BMECTO OTHETa O pedynbTaTax KNMHUYECKUX NCCneaoBaHuii NEKapCTBEHHOro
npenapata Ans MeAWLMHCKOro nNpuMeHeHusl, npoBedeHHbiX B Poccuiickon ®Pepepaumm, otyeTa o
pesynbTatax KNMHUYECKNX UCCNeaoBaHUN, BbINMOMHEHHbIX 3a npegenamu Poccuinckon degepaumm.
(vacTb 16 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

17. B cnyyae HenpeacTaBneHus ¢ 3asiBNeHUEM O roCy4apCTBEHHOW pernctpauum nekapcTBeHHOro
npenapaTta Ans MeguuuHCKOro NpUMeHeHWss JOKYMEHTOB, NoATBepXAatolmx ynnaty rocygapcTtBeHHOM
MOWMMHLI M YyKasaHHbIX B nNyHkTe 10 4actm 2 HacTosiler cTaTbM, a Takke BblJaBaeMblX
(NnpegocTaBnsiemMbix)  YNOMHOMOYEHHbIMU  hedeparnbHbIMU  OpraHaMmyv  UCMOMHUTENbHOW  BracTu
OOKYMEHTOB (CBeAEeHWI), yKa3aHHbIX B MyHKTax 3 U 4 yacTn 4 HacTosilen CTaTbW, YNOFTHOMOYEHHbIN
dedepanbHbI OpraH UCMOMHMTENbHOW BNAacTyM 3anpalivBaeT yka3aHHble OOKYMEHTbl (CBedeHus) B
nopsiike MexsefoMCTBEHHOrO MHAOPMAaLIMOHHOrO B3aUMOAENCTBUSA.

(vacTb 17 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

18. He ponyckaeTcss ucnonb3oBaHWME B KOMMEPYECKMX Lensx uHdopmauun o pesynbTatax
OOKMMHMYECKNX MCCNeAoBaHUN NekapCTBEHHbIX CPEACTB U KIMMHUYECKUX UCCeAO0BaHUN NnekapcTBeHHbIX
npenapaToB AN MeOULMHCKOro NPUMEHeHUs, npencTaBreHHOW 3asBuTeneMm ANns rocygapcTBeHHOMU
peructpaummM nekapcTBeHHOro npenapaTta, 6e3 ero cornacus B TeyeHWe LWwecTn net C pJarhbl
rocyaapCTBEHHON perncrpaumm pedepeHTHOro NiekapCTBEHHOro npenapara B Poccuiickon degepaumm.
(vacTb 18 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

19. fepxatenb unu Bnagenel, permcTpaumMoHHOro yA0CTOBEPEHNST NEKAaPCTBEHHOTO npenapaTa Ha
BroTEXHONOrMYecknini NN opdaHHbIV NekapcTBEHHbIN NpenapaTt 0683aH NpefoCcTaBNsATb Ha BO3Me3aHON
ocHoBe 06pa3subl pedepeHTHOro fiekapcTBEHHOro NpenapaTa 3asBUTeNsiM AN NPOBeAeHUS KIMHUYECKMX
uccnegosaHuii. CtommocTb obpasua pedepeHTHOro nekapCTBEHHOro npenapaTa, BKIHOYEHHOro B
nepeyveHb XXU3HEHHO HEODXOAMMBIX U BaXKHENLLMX JIEKapCTBEHHbIX NpenapaToB, He AOMKHa NpeBbIWaTh
3aperncTpupoBaHHyIO NpeaenbHy OTMNYCKHYIO LieHY Ha pedepeHTHbIN NekapCTBEeHHbIW npenapar unuv
LieHY Ha NneKkapCTBEHHbIWN Npenapar B CTpaHe Npou3BoANTENS.

(vacTb 19 BBegeHa PepepanbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

20. 3asBneHne o Focyﬂ,apCTBeHHOIZ perncrtpauun socnpon3seeHHOro 1IeKapCTtBeHHOro npenaparta
aona MeauMunHCKOro npuMeHeHuda MOXeT OblTb NogaHo B yI'IOJ'IHOMO‘-IeHHbIIZ (bep,epaanblﬁ opraH
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UCMNOMHUTENBHOW  BRacTW, OCYLUECTBISIOWUA  rOCYOAPCTBEHHYID  PErMcTpaumio  fekapCTBEHHbIX
npenapaToB, MO WCTEYEHUM YeTblpex NeT C AaTbl rocyfapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepauuu.

(vacTb 20 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

21. 3asBreHune o rocygapCTBEHHOM permctpaummn buoaHanorosoro (buonogobHoOro) nekapcTBEHHOMO
npenapata (bnoaHanora) MoXeT ObITb NOAAHO B YNOJIHOMOYEHHbIV befeparbHblil OpraH UCMOTHUTENBHON
BMNacTy, OCYLLECTBNSAILNA rOCYy4apCTBEHHYIO PerMcTpaumio NekapCcTBEHHbIX NpenapaTos, Mo UCTEYEH U
Tpex neT C pfaTbl FOCyAapCTBEHHOW peructpaumm pedepeHTHOro JieKapCTBEHHOro npenapata B
Poccuiickon ®epepauuun.

(vyacTtb 21 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

22. [lepxaTenb unv Bnageney perucTpauMoOHHOIO yOoOCTOBEPEHMST NIEKApCTBEHHOrO npenapaTa
npeacTaBnsAeT B YMNOSTHOMOYEHHLIN dheaepanbHbIi opraH UCMNOMHUTENBHON BNacTW, OCYLLECTBNSOLWNA
dYHKLMKN NO KOHTPOSO 1 Haa3opy B cdepe 30paBoOXpaHeHWs, OTYET N0 pe3ynbTatam hapMakoHagsopa
OAVH pa3 B LUECTb MeCSILIEB B TEYEHUE ABYX NET NOCNe rocyaapCTBEHHON PerMcTpaumm nekapcTBEHHOro
npenapaTa B Poccuiickon ®egepauumn, exxerogHo B TeYeHWe MocneayroLmnx Tpex NeT U B AarbHenwem
OAWH pas B NSATL NeT.

(vyacTb 22 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Ctratbsn 19. MMpuHATME pelleHUs O Bbigaye IKCMNEPTHOMY YUpeXOeHUI0 3aJaHuMA Ha
npoBeAdeHMe 3KCNepTU3bl NIeKapCTBEHHOIo cpeacTBa
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. B TeyeHne gecsatv paGounx gHen co OHS NPUHATUS 3asBIIEHNS O TOCYAapCTBEHHON perncTpaumm
nekapcTBEHHOro npenaparta CoOTBETCTBYHOLLMIA YNONTHOMOYEHHBIN deaeparnbHblii opraH UCMOMHUTENBHON
BMAcCTW NPOBOAUT MPOBEPKY MOMHOTbI, JOCTOBEPHOCTU U MPaBUIbHOCT ODOPMIIEHUS NPEACTaBNEHHbIX
[OKYMEHTOB PErMcTPaLMOHHOIO AOChE Ha NeKapCTBEHHbIN npenapaT U NPUHUMAaEeT peLleHVe O Bbiaade
3afaHus Ha nposeaeHme:

1) OKCMNEepPTNU3bl OOKYMEHTOB, MNnpeacTaBl/ieHHbIX OnA onpeaeneHna BO3MOXHOCTU pacCcMaTtTpuBaTb
ﬂeKapCTBeHHbIVI npenapat gna MeauumHCKOro npuMmeHeHuda npu OocCyleCTBlIeHUN Focyﬂ,apCTBeHHOIZ
pernctpauunmn B Ka4ecrtee Op(baHHOI'O JIEKapCTBEHHOrO npenapara;

2) aKcnepTmM3bl JIeKapCTBEHHOIO CPeACTBa B YacCTW 3KCMEPTM3bl Ka4yecTBa NiekapCTBEHHOro cpeAcTBa
N 3KCMNEPTU3bl OTHOLIEHWS OXMAAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWUS NEKapCTBEHHOTO
npenapata Ans MeauLMHCKOro NPUMEHEHNS;

3) 9KCMNMepTn3bl NEKapCTBEHHOro cpeacTBa B HaCTu 3KCNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIO cpeacTea
N 3KCNepTun3bl OTHOLUEHUA oXngaemon nosb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA J1eKapCTBEeHHOro
npenaparta Aana MeauunHCKOro npuMmeHeHunda B nNopdanke yCKOpeHHOVI npouenypbl  3KCNepTUu3bl
JNIeKapCTBEHHbIX CpeacTB B COOTBETCTBMU CO cTaTben 26 HacTosLwero Cbep,epaanoro 3aKOHa;

4) 3KCcrnepTu3bl NeKapCTBEHHOr0 CPeAcTBa B OTHOLUEHWM NEKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHUSI.

2. YNonHOMOYeHHbIN dhefepanbHbIii opraH UCNONHUTENBHOW BRacTu yBeAOMNSAET B 3f1EeKTPOHHON
dopme unm Ha BymaHOM HOcUTerne 3asBUTENS M JKCMEPTHOE Y4YpeXOeHWe O MPUHATOM PEeLUEHUN O
Bbldaye 3a4aHuin Ha NPOBEAEHME SKCNEPTU3, NPESYCMOTPEHHbIX YacTblo 1 HaCTOALEN CTaTbk, U B cnydae
Heo6XxooMMOCTM O Bblgade paspelleHns Ha BBo3 B Poccunckyto ®enepaunto KOHKPETHON napTum, cepum
3apPEerncTpupoBaHHbIX M (MNM) HEe3aperncTpMpoBaHHbIX JEKApCTBEHHbIX Cpeacts unmM o6 oTkase B
NpoBeAEeHUN NPEeaYCMOTPEHHbIX IKCNEPTU3 C yKazaHMEM NMPUYMH Takoro oTkasa.

3. B cny4yae BbldBI€HUA OTCYTCTBUA WUIINM HEOOCTOBEPHOCTU VIHd)OpMaU,VIVI, cop,epmameﬂcg B
npeacrtaBlieHHbIX 3adaBUTENEM [OOKYMEeHTaXx, yl'lOﬂHOMO‘-IeHHbIVI cbep,epaanblﬁ opraH NCMNOMHUTENBHOMN
Bnacth HanpasndeTr 3adBUTENIO 3anpocC 00 YTOYHEHUN aTON I/IH(bOpMaLI,I/II/I (,u,anee - 3anpoc
YNOJTHOMOYEHHOro (bep,epaanoro opraHa NCMNONHUTENBHOMN BJ'IaCTI/I), KOTOprI7I MOXeT ObITb nepeaaH
YNONMHOMOYEeHHOMY npeacTtaBuUTenio 3adaButena NUYHO non pacnucky, HanpaeflieH Mo noyte 3aka3HbiM
nMcbMoOM uUnn nepegaH B 3]'IeKTp0HHOVI cpopme no TefieKOMMYHUKaAUMOHHbIM KaHalnam CBA3W. B cnydvae
HanpaBlieHna 3anpoca YynoJsIHOMOYEeHHOro q)e,u.epaanoro opraHa MCNOMHNTENBbHOW BlAacTXU MO rno4te
3aKa3HblIM MUCbMOM OH CHYUTaeTCA MOoJlydeHHbIM MO WUCTevYeHUn LWecTn OoHen ¢ partbl HanpaBlieHusA
3akKa3Horo nncbma.

4. 3assutenb obs3aH npeancTtaBnuTb OTBET Ha 3anpoc YNOJIHOMOYEHHOro cbep,epaanoro opraHa
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WCMNONHUTENBHON BracTu B CpPOK, He I'IpeBbILIJal'OLLI,Mﬁ AOeBAHOCTa pa6oq|/|x OHEen co OHs ero nony4yeHus.
CpOK, yKa3aHHbIl71 B YacTu 1 HacToslLen cTaTby, npuocTaHaBIMBaeTCcA CO AHA HanpaBlieHUA 3aAaBUTENIO
3anpoca YynoJyIHOMOYEeHHOro d)ep,epaanoro opraHa NCMOMHUTENBHON BNacTn OO AHSA nony4vyeHna um
COOTBETCTBYIKOLLIEro oTBeTa.

5. OcHoBaHMeM ANA oTkasa B opraHusauuy aKkcnepTus, npeaycMOTPEHHbIX YacTbio 1 HacTosLlen
cTatby, SBMAETCA MpeAcTaBneHne HeoGXxoOAuMbIX AN MPOBEedeHUs NpedyCMOTPEHHbIX 3KCnepTus
[IOKYMEHTOB B HEMOMHOM 06beme UNu HenpeacTaBneHne 3asBUTeNeM B YCTAHOBIEHHbIV CPOK OTBETA Ha
3anpoc ynorHOMOYEHHOro doefeparnibHOro opraHa WCMONHUTENBHON BMacTW, a Takke npefcTaBrieHue
AOKYMEHTOB, HE COAepKalLMX UcYeprbiBatoLLero nepeyHst Heo6XoANMbIX CBEAEHWIA.

6. lNMpn oTkase B opraHu3auMuM IKCNepTU3bl, NPELYCMOTPEHHON MYHKTOM 4 4yactm 1 HacToswen
cTaTbMl, OOKYMEHTbI, BXOASLWME B COCTaB PErMcTpauMOHHOro OCbe Ha NeKapCTBEHHbIM npenapaT ans
BETEPMHAPHOIO NPUMEHEHUS!, MOryT ObiTb BO3BpALLEHbl 3asBMTEN0 HAa OCHOBaHWM €ro MMCbMEHHOTrO
3anpoca, HanpaBeHHOro B YNOMHOMOYEHHbIN doedeparnbHbIi OpraH UCMOSTHUTENBHOWM BNacT B TeYeHMe
Tpuguaty paboumx gHEW CO OHS MPUHSATUSA YNONHOMOYEHHbIM heaeparnbHbIM OpraHOM MCMONMHUTENBHON
BMNacTu peweHns 06 oTkaze B OpraHu3aumm Takow aKCnepTu3bl. YNOMHOMOYEHHbIN dheaepanbHbI OpraH
WCNOMHUTENBHOM BNAacTU BO3BpaLLaeT 3asdABUMTENI0 yKadaHHble OOKYMEHTbl B TeuyeHue fecatn paboumx
OHen COo OHS Nony4YyeHns COOTBETCTBYIOLLLErO 3anpoca 3asBuTens.

(vyacTb 6 BBegeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratbsi 20. OKcnepTu3a AOKYMEHTOB, NMpeACTaBneHHbIX ONns onpeaerieHUusi BO3MOXHOCTHU
paccMaTpuBaTh JieKapCTBeHHbIN npenapart Ans MeAULUHCKOro NPpUMeHeHUs NMpu ocyLlecTBIeHUH
rocyaapcTBeHHOM perucrpauum B KauectBe opcpaHHOro fiekapcTBEHHOro npenapara

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

1. OkcnepTv3a OOKYMEHTOB, MpeACTaBfeHHbIX ANs onpeaernieHns BO3MOXHOCTM paccmaTpuBath
nekapCTBEHHbIV Mpenapat Anst MeAWMUUHCKOrO MPUMEHEHMS MpU OCYLLECTBIEHMM TOCY4APCTBEHHOM
perncTpaumm B Ka4yectse opdaHHOro fekapcTBEHHOro npenaparta, COCTaBeHNnEe KOMUCCUMEN IKCNEPTOB
3aKNIOYEHMST O BO3MOXHOCTM WM HEBO3MOXHOCTW paccMmaTpvBaTb JEKApCTBEHHbLIN npenapaTt ans
MEAMLMHCKOro NPUMEHEHWSI NPU OCYLLECTBIIEHUN rOCYAapCTBEHHOW perncTpaumm B kKayectse opgpaHHOro
NeKapcTBEHHOro npenapaTta M HanpaBfeHue OAHHOrO 3akmnioveHus B YNONTHOMOYEHHbLIN heaepanbHbIn
OopraH UCMOSIHUTENBHON BNACTM OCYLLIECTBISIOTCA B CPOK, HE MPEBbILLAKLLMI TpuguaTtn paboumx gHen co
OHS  MONMYyYEHUs SKCMEPTHbIM YYpEeXAEHWEM 3adaHus  YNOSIHOMOYEHHOro dheaepanbHOro opraHa
UCMOMHMTENBHOW BMacTu M B 3NEKTPOHHOW opMe WM Ha OyMaXKHbIX HOCUTENsiX HeoOXOo4UMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn 4 nB 4actn 7 ctatbmn 18 HacTodwwero PegepanbHoOro
3aKoHa.

2. [okymeHTbl, copepxalmecs B pPerucTpauMoHHOM [OCbe Ha JeKapCTBEHHbIM Mpenapat u
nocTynueLLME Ha ByMaXkHbIX HOCUTENSAX B SKCNEPTHOE yyYpexaeHne Ansi OCYLLEeCTBIEHUA UX SKCNepTusbl
ana onpegeneHns BO3MOXHOCTM paccMaTpuBaTb fleKapCTBEHHbIM npenapart Ang  MeguuMHCKOro
npUMEHeHNs B KayecTBe Op(aHHOro fekapCTBEHHOro nmnpenaparta, nognexaTr Bo3BpaTy B
YNONMHOMOYEHHbIN befeparibHbli OpraH WUCNOSTHUTENbHOW BNAcTU OOHOBPEMEHHO C 3aKNYeHUAMU
COOTBETCTBYIOLLNX 3KCNEPTUS.

Cratba 21. PeweHue O BO3MOXHOCTM pacCcMaTpyMBaTb JIeKapCTBEHHbIA npenapar npwu
OCYLIEeCTBIIEHUM TOCYAapCTBEHHOMW perucTpauum B KavyecTBe Op¢aHHOro neKapcTBEHHOro
npenapara

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

1. B cpok, He MpeBbIWaWMNn NSTU paboymx AHEN CO OHS NOMNyYEeHUs 3aKMmYeHusl, yKa3aHHOro B
yactm 1 cratbn 20 HacTosiwero PepepanbHOrO 3akoHa, YNOMHOMOYEHHbIV dedeparnbHbI opraH
WCMOSHNTENBbHOW BriacTU OCYLLECTBIAET OLEHKY MOITyYEHHOro 3aKk/ioyeHus Ana OonpeferieHns ero
COOTBETCTBMS 3aJaHWi0 Ha NpoBefeHue COOTBETCTBYIOLLEN 3KCNepTU3bl U YBeAOMMSeT 3asBuTens B
9MeKTPOHHOW hopMe unn Ha OyMaHOM HocuTene O pesynbTaTax NPOBEAEHHOW 3KCMepTu3bl C
NPUMOXEHNEM KOMUM SKCMEPTHOrO 3aKrYeHns (C CoXpaHeHueM KoHMUAeHUMansHoCTn nHopmaumm o
cocTaBe 9KCMNEePTHOM KOMUCCUM) U O BO3MOXHOCTWN MITM HEBO3MOXHOCTU paccMaTpuBaTh NekapCTBEHHbIN
npenapaTt Ans MeOUUMHCKOTO MPUMEHEHMS MpU OCYLLECTBMEHUN roCyAapCTBEHHOW perucrpaumm B
KayecTBe opdaHHOro fiekapcTBEHHOro npenapara.

2. Tlpn BbIHECEHUM KOMUCCUEN IKCMEpPTOB 3akMioYeHUss O BO3MOXHOCTW paccMaTpuBaTtbh
nekapcTBeHHbIM npenapaTt Ansg MeOULUHCKOTO MPUMEHEHUS MPU OCYLLEeCTBNEHUN roCyAapCTBEHHOM
permcTpaummn B kKa4ecTse opcthaHHOro fiekapCTBEHHOro npenapara ynonHOMOYEeHHbIN doeaeparbHbln opraH
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WCMNOSHMTENBHOW BNAcTW B CPOK, HE MpPEBbIWAKWMIA NATU paboymx OHEW CO OHS NOMy4YeHWUst OaHHOro
3aKMYEHUsl, MPUHMMAET pelleHne O Bbldade 3afaHWsi Ha MNpOBedEeHME 3KCMepTusbl KadvecTBa
NeKkapCTBEHHOINO CPEACTBa M 3KCNEPTM3bl OTHOLUEHMST OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS1 NEKapCTBEHHOrO npenapata Ans MeOUUMHCKOTO MPUMEHEHUSI B Mopsiake YCKOPEHHON
npoLeaypbl 9KCNepTM3bl JEKApCTBEHHOIO CpeacTtBa B COOTBETCTBUM CO CTaTben 26 HacTosLero
denepanbHOro 3akoHa.

3. B cnyyae npyHATUA peLleHns 0 HEBO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN Npenapart aAngd
MEeAMWLIMHCKOro NpUMEHeHUst NPpU rocygapCTBEHHOW perncTpaummn B kayectse opdaHHOro nekapcTBEHHOro
npenapaTta ynorTHOMOYEHHbIN dheaepanbHbll OpraH UCMNOMHUTENBHOM BriacTy npekpalwiaeT npouenypy
rocyaapCTBEHHOW perncrpaumm fnekapcTBEHHOro npenaparta. 3asButens BnpaBe o6paTutbCca B
pPErncTpupyoLWmnin opraH ¢ 3asiBieHWEM O roCyJapCTBEHHOW perncTpaunm ykaszaHHOro fekapCTBEHHOro
npenapaTa B COOTBETCTBUM CO cTaTben 18 HacTodAwero PenepansHOro 3akoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 nronsa 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-
®3.

Cratbsa 23. 3KcnepTusa Ka4vecTBa JIeKapCTBEHHOro cpeacTBa U 3KCNepTvM3a OTHOLUEHUA
oXuaaemMon nonb3bl K BO3MOXHOMY PWUCKY MPUMMEHEHUA FeKapCTBEHHOro mnpenaparta Ans
MeANLNHCKOro NPUMEHeHusA

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

1. DKcnepTn3a KayecTBa NekapcTBEHHOIO CPEACTBa U SKCMepTU3a OTHOLLEHWUA 0XXMOAEeMOMN Monb3bl
K BO3MOXHOMY PWCKY MPUMEHEHMs1 NeKapCTBEHHOro npenaparta ans MeOuUMHCKOrO MpUMEHeHus,
COCTaBMieHMEe KOMUCCUSIMM OKCMEepTOB 3aKMYEeHUA No pesynbratam MNpPoBedeHHbIX 9KCNepTus U
HanpaefieHVe 3TUX 3aKMYEeHWU B YMONIHOMOYEHHbIN doefeparibHbli opraH WCMONHUTENbHON BRacTu
OCYLLECTBISAOTCS B CPOK, He NpeBbIlaloWwuii cTa AecaT pabounx AHEW CO OHS MOSyYEHNUS SKCMEPTHbIM
yypexaeHueM COOTBETCTBYIOLLErO 3afaHusl YNoNHOMOYEHHOro dheiepanbHOro opraHa MCNoSIHUTENbHOM
BIACTM 1 HeOBXOoOANMbIX JOKYMEHTOB B 3NIEKTPOHHON hopMe Unn Ha ByMakHbIX HOCUTENSIX.

KoHcynbTaHTlm0c: npumeyaHue.

Mo 3asgBneHuto, nogaHHomy B MuH3gpas Poccunm go 11.04.2022, npy HEBO3MOXHOCTM NPOBEAEHUS
nabopaTtopHOW 3KCMEepTU3bl KayecTBa JIEKApCTBEHHbIX CPeACTB B OKCMNEPTHOM  YYPEXAESHWUW,
AonyckaeTcsi ee NMpoBeAeHWe NocpencTBOM AMCTAHUMOHHOIO B3aMMOLEWCTBUS, MOpPSOoK U dopMbl
KOTOPOro OnpefdenslTCs  3KCMEPTHbIM  yYpexaeHMeM Mo  COrfnacoBaHuUl € 3asgBUTENAMU
(MocTaHoBneHue lMNpasutensctea PO ot 05.04.2022 N 593).

2. B TeyeHune OeBsiHOCTa AHEN CO AHSI MONYyYEHUs! PELUEeHMUsI YNOMHOMOYEHHOro dhenepanbHOro
opraHa WCMONHWUTENbHOM BRACTUM O NPOBEAEHWM IKCNEpTM3, NPeayCMOTPEHHbIX YacTblo 1 HacToswel
cTaTbW, 3asiBUTENb NPeACTaBrnsieT B SKCMEPTHOE ydpexaeHue ANs NPOBeAeHUst SKCNepTu3bl kayecTBa
nekapcTBEeHHOro cpefctesa obpaslbl JIekapCTBEHHOrO Mpenapata Ans MeOULMHCKOrO MpUMEHEHMS,
NpOM3BEAEHHOr0 B COOTBETCTBUM C TPEBOBaAHMSIMU OMbITHO-MPOMBILLNIEHHOTO U (UIK) MPOMbILLSIEHHOTO
pernamMeHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM MpOM3BOAMTENsS NEKApCTBEHHbIX CPeacTB, a Takke B
COOTBETCTBYIOLMX Crydasx obpasupbl hapMaLeBTUYECKO CyGCTaHLUK, TECT-LUTAMMa MUKPOOPraHU3MOB,
KynbTypbl KNeTok, o6pasLpbl BELLECTB, NPUMEHSIEMbIX A4S KOHTPOSS KAYecTBa NeKapCTBEHHOIO CPeacTBa
nyTemM CpaBHEHUS C HUMMK UCCIeQyEeMOro NeKapCTBEHHOIO CPEACTBA, B KONMYEeCTBaX, HEOOXOAUMBIX Afis
BOCMNPOU3BEAEHNS METOOOB KOHTPOSSA KayecTBa.

3. MNpn nonyyeHun obpasuoB nNekapCcTBEHHOro npenapata v gapmaueBTUYeckon cybcTaHumm
3KCMEepPTHOE YypexaeHue BbiAaeT 3asABUTENO [AOKYMEHT, MNOATBEPXAAloWMN MoryYyeHne ykasaHHbIX
06pasLoB, 1 B CPOK, HE MPEBbLILLALWMI Tpex paboumx AHeN, yBeAOMNSET B AMEKTPOHHON hOpMe UMK Ha
OymaxxHOM HocuTerne 06 3TOM YNOSTHOMOYEHHbIN dheaepanbHbI OpraH UCMONTHUTENBHON BNAcTK.

4. YKasaHHble B YacTsaXx 2 U 3 HacTOsILLEN cTaTbM CPOK ANis NpeacTaBneHns 3assutenem oopasuos
nekapCTBEHHOro MnpenapaTta M gapMaueBTUYECKON CyOCTaHUMM M CPOK YBEOOMIIEHUSI SKCMEPTHLIM
yuypexgeHmeM 06 3ToM Ha OyMaxHOM HocuTene YMNoJTHOMOYEHHOro dhedepanbHOro opraHa
MCMNONHUTENBbHON BlIacTU He BKIOYalOTCSH B CPOK npoeegeHuna akcnepTus, npeayCMOTPEHHbIX 4acCcTbio 1
HacTosLWEN CTaTbu.

5. ,D,OKyMeHTbI, nocrtynmelinMe B 3KCNepTHOE y4dpexaeHune aOnd npoBeaeHnAa IKCnepTus,
npeaycMoTpeHHbIX YaCTbio 1 HacTosLLen cTaTbn, nognexar BO3BpaTty B yI'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanan
opraH NCMOMHUTENBHON BRacTu OQHOBPEMEHHO C 3aKIK4eHudaMUn, nonyyYyeHHbIMM No pes3ylbTaTtam
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COOTBETCTBYHIOLLNX 3KCNEPTUSI.

Cratba 24. 3KCI'IepTM3a KavyeCcTBa JeKapCTBeHHOro cpeacrteBa UM JKCcnepTtu3a OTHOLWIEHUA
OXugaemMom nonb3bl K BO3MOXHOMY PUCKY nNpPUMEeHEeHuna JeKapCTBeHHOro npenaparta Aansa
BeTepUHAPHOro npnmMmeHeHusA

1. DkcnepTM3a KayecTBa NIEKapCTBEHHOIO CPeacTBa M 3KCMEPTN3a OTHOLLEHUS OXnAaeMon Nonb3bl
K BO3MOXHOMY PWUCKY MPMMEHEHUS1 FeKapCTBEHHOro Mpenapata ANnd BeTepuMHapHOro MpPUMEHEHNS,
COCTaBreHne KOMUCCUSIMU KCEPTOB 3aKIMOYEHWI MO pe3ynbTaTaM yKasdaHHbIX 9KCNepTU3 1 HanpasneHne
TaKMX 3aKIOYEeHN B YNONIHOMOYEHHbIM doefepanbHbIf OpraH UCMOSNHUTENBHOW BacTu OCYLLECTBIISOTCS
B CpOK, HE MpeBbllLaloWmi cTa AecatTn paboumx AHEN CO OHSA MOMyYEeHUs IKCMEPTHbIM yYpexaeHUeM
3afaHus  yrnonHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BMRAactM € AOKYMEHTamu,
ykasaHHbIMW B YacTu 3 ctatbk 17 HacToswero denepansHOro 3akoHa.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-03)

2. B TeyeHne Tpuauatn paboumx [HEW CO [AHSA MOMNyYEHWs peLueHUs YNONHOMOYEHHOro
dhenepanbHOro opraHa UCMONHUTENBHOW BNAacTy O MPOBEAEHUN YKa3aHHbIX B 4acTu 1 HACTOSILLEN cTaTby
3KCnepTn3 3asBuUTENb NPeAcTaBnsieT B 3KCNEPTHOE yupeXaeHve ANnsi NpoBedeHns aKCnepTu3bl kKayecTsa
nekapcTBEHHOro cpefacTBa obpasubl NEeKapCTBEHHOrO npenapaTa Ans BeTepWHApHOro NPUMEHEHUS,
NpoM3BEAEHHOr0 B COOTBETCTBUMU C TPeBGOBAHUSIMU TEXHOMOrMYECKUX PErnaMeHTOB, YTBEPXAEHHbIX
pykoBOOUTENEM MPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHLUMX CryyasX TeCT-
LWTaMMbl MUKPOOPraHW3MOB, KynbTypbl KNeTok, obpasubl gapmaueBTudeckon cybcTaHumu, obpasubl
BELeCTB, MPUMEHSEMbIE QA1 KOHTPOSs KayecTBa feKapCTBEHHOrO CpeAcTBa, B KONMYECTBAX,
HeobXoAMMbIX ANs BOCNPOU3BEAEHMS METOAOB KOHTPOIS KayecTBa.

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

3. lMpu nonyyeHun obpasLoB NekapcTBEHHOro npenapaTa M dapmaueBTUYecKkon cybcTaHunm
SKCMEepPTHOE YYpeXAeHVe BblAaeT 3asABUTEN0 OOKYMEHT, MOATBEpXAarowWwui MonyvyeHne YyKasaHHbIX
06pasLoB, U B CPOK, HE MPEBbILLAILWMI Tpex paboumx AHeN, yBeAoOMMseT B NMCbMEHHOW hopme 06 3TOM
YNONMHOMOYEHHbIV dhedeparnbHbIi OpraH UCMONHUTENBLHON BRacTu.

4. Cpok pAans npeactaBneHus 3asiBuTenem o6pasUoOB fekapCTBEHHOTO npenapata MU
dhapmaLeBTUYECKON CYGCTaHLMM U CPOK YBEAOMITIEHUS SKCMEPTHBLIM yUYpexxaeHnem 06 3TOM B MMCbMEHHO
dopme yrnonHoMoueHHoro defeparnibHOro opraHa MCMoSIHUTENbHOM BIacTW, ykadaHHble B YacTax 2 U 3
HacTosiLeN cTaTbW, He BKIOYAOTCA B CPOK NPOBEAEHMSI yKasaHHbIX B 4YacTU 1 HacTosilei cTaTbk
3KCnepTus.

5. [IOKyMeHTbI, MOCTYMMBLUNE B 3KCMEpPTHOE yypexaeHne Ans NpoBefeHUs yKasaHHbIX B Yactu 1
HacToslLen cTaTbM 3KCNepTM3, noanexaTr BO3BpaTy B YMNOMHOMOYEHHbIM defepanbHbIn  opraH
UCNOSNHUTENBHON BNacT 04HOBPEMEHHO C 3aKITIOYEHUSMN MO pesyrbTaTam yKasaHHbIX SKCNepTus.

CraTbs 25. loBTOpHOE NpoBeAeHMe IKCNepPTU3bl JIeKapCTBEHHbIX CPeACcTB
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cny4yasix HeJocTaTo4yHON 060CHOBAHHOCTU UMM HEMOMHOTLI 3aKIMKOYEHNST KOMUCCUKN KCTNEPTOB,
HanuuMsi B HEM MPOTUBOPEYUMBLIX [AaHHbIX, danbcudumkauumn BbIBOAOB 3KCMEPTM3bl NEKapCTBEHHOIO
CpeACTBa, COKPbITUSI OT YMOMHOMOYEHHOro befiepanbHOro opraHa UCMNONHUTENBHOW BracTM OCHOBaHWN
ONna OoTBOAA 9KcrepTa BCNeaCTBME €ro 3auMHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN
3KCMEPTU3bI, HANMYNA AaHHbIX O MPAMOM NGO KOCBEHHOM BMELLATENBCTBE B NPOLECC COOTBETCTBYIOLLEN
3KCMEPTU3bl NUL, HE YYaCTBYHOLLUX B €e NPOBEeAEHMM, HO OKa3aBLUNX BIIMSIHWE Ha NpoLecc 1 pe3ynbTaTbl
ee npoBefeHusi, YNOSIHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOMHUTENBbHON BNAcTU Ha3HadaeTcsl
NOBTOPHasA aKcnepTM3a NIEeKapCTBEHHOIO CPeACTBa U (UNN) aTUYeckast akcnepTumaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. MNoBTOpHas aKcmepTU3a NeKkapcTBEHHOrO CPeAcTBa NPOBOAMTCA C yYETOM pes3ynbTaToB paHee
NPOBEAEHHON SKCrepTusbl B CPOK, YCTAHOBIEHHLIN YNONMHOMOYEHHbLIM defeparibHbiIM  OpraHoM
WCMOSTHUTENBHOW BNACTU U HEe MpeBbilaowmi Tpuguat paboumnx gHen co AHSA NOMyYEeHUsT 3KCNEPTHbIM
yypexgeHveM 3afaHus Ha nposedeHne NOBTOPHOM 3KCNEePTU3bl IeKapCTBEHHOIO CpeacTaa.

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

3. ®uHaHcoBOe obecrnedyeHne BbIMNOMHEHUS 3adaHus Ha NpoBedeHWe MNOBTOPHOWM 3KCMepTU3bl
nekapCTBEHHOIO CPeACTBa HE OCYLLECTBAETCS.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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CraTtbA 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKAPCTBEHHbIX CPeACTB

1. YckopeHHasa npouenypa 3KCnepTu3bl NekapCTBEHHbIX CPeACTB B LensX rocyaapCTBEHHON
perncTpaumm nekapCcTBEHHbIX MpenapaTtoB MPUMEHSETCA B OTHOLIEHMM OpdaHHbIX NeKapCTBEHHbIX
npenapaToB, NePBbIX TPEX NeKapCTBEHHbIX NpenapaToB, pernctpupyemoix B Poccuinckon degepaunm B
KayecTBe BOCMpPOU3BEOEHHbLIX fEKAPCTBEHHbIX MNpenapaToB, O4YepedHOCTb KOTOPbIX onpefensercs B
COOTBETCTBMM C HOMEPOM W [aTOW BXOAALIMX 3asiBIEHWA O T[OCY4apCTBEHHOW perucrpaumun
nekapCTBEHHbIX NpenapaTtoB B paMKax OLHOMO MeXOyHapoOHOro HenaTeHTOBaHHOIO HavMEHOBaHWUs
rnekapCTBEHHOro MnpenapaTta Wnu TFPynnMpOBOYHOrO HaVMMEHOBAHWSI FEKapCTBEHHOro npenapara, wu
nekapCTBEHHbIX npenapaTos, npegHasHa4YeHHbIX UCKIMOYNTENBHO ans NPYMEHEeHNs
HEeCOBEpLUEHHONETHUMM rpaXkaaHamu.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

2. YckopeHHasi mpoueaypa 3KCNepTu3bl JIeKapCTBEHHbIX CPEACTB B LENsX rocyaapCTBEHHOM
perncTpaumm fiekapCcTBEHHbIX NMpenapaToB He NPUMEHSIETCS B OTHOLLEHWN:

1) GBuoaHanorosbix (6MONOAOGHbLIX) NEKapCTBEHHbIX NpenapaTos (GuoaHanoros);

2) pedepeHTHbIX MeKapCTBEHHbIX MpenapaTtoB (3a WCKMYEeHUEM OpdaHHbIX IeKapCTBEHHbIX
npenapaToB);

KoHcynbTaHTlntoc: npumedaHue.

o 01.09.2023 poccuicknm MNpomn3BOANTENSM FEKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOrO
NPMMEHEHNs paspeLleHo NofaBaTb PEerucTpauMoHHOE OO0Cbe MO YCKOpPEeHHOM npoueaype 6e3 yyeta
TpeboBaHun n. 3 4. 2 cT. 26 (MocTtaHoBneHue Mpasutensctea PO ot 12.03.2022 N 353).

3) BOCNpoOM3BeOEHHbIX JEKAPCTBEHHBLIX MNpenapaToB (3@ WUCKMOYEHWEeM MNepBbiX  Tpex
perucTpvpyembix B Poccuiickoin ®egepaumm B KayecTBe BOCMNPOU3BEAEHHBIX NTIEKAPCTBEHHbIX NpenapaToB
M NeKkapCTBEHHbIX  MpenapaToB,  MNpedHasHauyeHHbIX  UCKIYMTENbHO  ANs  MpYMeHeHust
HeCOBEpPLLEHHONETHNMM rpaxxaaHamm);

4) HOBbIX KOMBMHaLWUIA 3aperMcTPUpPOBaHHbIX paHee nekapCTBEHHbIX NPenapaTos;

5) nekapcTBeHHbIX MNpenapaToB, 3aperncTpUMpoBaHHbIX paHee, HO MPOM3BEAEHHbIX B OPYrnx
nekapcTBeHHbIX opMax B COOTBETCTBUUN C NEPeYHEM HAaMMEHOBAHWUIM NeKapCTBEHHbIX dOpM U B HOBOW
OO3VPOBKeE.

(yacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHass npoueaypa 3KCnepTusbl JEeKApCTBEHHbIX CPeacTB MPOBOAMTCS MO  PELUEHUIO
COOTBETCTBYIOLLIErO YNONTHOMOYEHHOr0 dheepanbHOro opraHa UCMOMIHUTENBHON BNACTW HA OCHOBAHWUMU
3asBMNeHns 3as8BUTENS B CPOK, HE MPEBbILALWNA BocbMUaecaTn pabounx gHen. MNMpu aTom akcnepTmsa
OOKYMEHTOB, COAEPXALLUMXCA B PErNCTPALMOHHOM [0OCbe Ha JNIeKapCTBEHHBIN MpenapaTt, NpoBOAUTCS B
CpOK, He npeBblllaloWmin gecsatu paboymx AHEW, aKcrnepTusa KavecTBa NeKapCTBEHHOro cpeacTBa U
3KCNepTM3a OTHOLUEHWUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS IEKapCTBEHHOrO
npenapaTa NpoBOAATCS B CPOK, HE NPEBbILLANLWUA LWECTUAECATN pabounx gHen.

(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOWEHMM OpdhaHHbIX NeKapCTBEHHbLIX NpenapaToB MOryT GbiTb MPeACTaBneHbl pe3ynbTaThl
OOKMMHUYECKNX NCCNEAOBAHUN NEKapCTBEHHbIX CPEACTB U KIMMHUYECKUX UCCIEAOBAHUN NEKapCTBEHHbIX
npenapaToB Ans MeAMLUMHCKOro NpUMEHEHWs!, BbIMOMHEHHbIX 3a npegenamu Poccuickon ®enepaunm B
COOTBETCTBMM C MNpaBunaMmn Hagnexawen nabopaTopHOM MpakTUKM W MNpaBunamu Haanexaiien
KIUHNYECKOWN NPaKTUKK.

(vyacTb 3.1 BBegeHa deaeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKkopeHHaa npoueaypa 3KCNepTusbl feKapCTBEHHbIX CPeACTB NpoBOAMTCA B nopsagke,
YCTaHOBMNEHHOM cTatbsaMmn 17 - 20, 23 1 24 HacTosAwero ®egepanbHOro 3akoHa, U He 03HAYaET CHIDKEHUS
TpeboBaHu kK 6€30MacHOCTH, KayecTBY 1 3PEKTUBHOCTU NIEKAPCTBEHHBLIX MpenapaToB.

CraTtbs 27. PewueHue 0 rocyfapCTBEHHOW perucrpaumm fiIekapcTBeHHOro npenapara
1. B cpok, He npeBbllaOWMN AeCATU paboynx AHEW CO OHSA MONydYeHMs 3aKMYEHU KOMUCCUK

3KCNepToB MO pe3yrnbTaTtaM 3KCNepTU3bl Ka4ecTBa J1eKapCTBEHHOIo cpeacTesa U 3KCNepTuU3bl OTHOLLEHNA
OXngaemom nonb3bl K BO3MOXHOMY PUCKY NpUMEHEeHUA NeKapCTBeHHOro npenapara, COOTBGTCTByIOUJ,MVI
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YNOMHOMOYEHHbIN heaepanbHbI OpraH UCMOMHUTENbHOW BRacTu:
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmMeLyaeT Ha cBoeM oduumansHOM cante B ceTh "MIHTepHET" COOTBETCTBYHOLUME 3aKITHOYEHMS
KOMWCCUM 3KCMEpPTOB WM OCYLLECTBRSIET WX OLEHKYy Ans OnpederneHusi COOTBETCTBMS 3aJaHuio Ha
npoBeAeHNE 3TUX IKCMEPTUS;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2) npuHUMaeT pelleHne O roCcygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta unu ob
OTKase B rocyaapCTBEHHOW perucrpaLmm nekapcTBEHHOro npenapara;

3) BHOCUT Npu NPUHATMM pPELUEHUst O ToCyadapCTBEHHOM pernctpauun fekapcTBEHHOro npenapaTta
AaHHble O 3aperMcTpMpoBaHHOM IleKapCTBEHHOM Mpenapate, B TOM 4ucrie O apmaueBTUYECKON
cybcTaHuuKM, BXOAsLWEN B COCTaB IleKapCTBEHHOrO npenapaTta, B [OCY4apCTBEHHLIA peecTp
NeKkapcTBEHHbIX CPeacTB M BblAaeT 3asBUTEN0 PErncTpaumoHHOe YAOCTOBEPEHUE neKapCTBEHHOro
npenapaTta, opMa KOTOPOro yTBepXaaeTcs ynonHOMOYeHHbIM dpeaepanbHbIM OPraHOM UCMNOSNTHUTENBHOM
BNacTW, COrnacoBaHHble HOPMATUBHYK [OKYMEHTauulo, HOPMATUBHbLIA [OOKYMEHT, WHCTPYKUMIO MO
NPUMEHEHNIO  NEKApCTBEHHOro npenapata W  MakeTbl MEPBUYHOM  YMAKOBKA U BTOPUYHOM
(nOTpebuTenbckonM) yMakoBKM C YKa3aHMEM Ha HUX HOMepa pPerucTpauvoHHOrO YOOCTOBEpPEHUs
nekapcTBEHHOro npenapaTta 1 AaTbl ero rocygapCTBEHHOM PErNCTpaLmm Unu B Criydae NpuHATUS peLleHmns
00 oTkase B rocyaapCTBEHHOW peructpauumn fekapCTBEHHOIo npenaparta yBeAOMIISieT B MUCbMEHHOM
dopme 3asButens o6 STOM C yKasaHMeM MPUYMH Takoro oTkasa. 3a Bblgady permctpauuoHHOro
YAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTta B3MMaeTCsl rocygapCTBEHHAs! MOLWIIMHA B COOTBETCTBUMN C
3akoHogaTtenbcTBoM Poccuiickon degepaumm o Hanorax u coopax.

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

2. OcHOoBaHMeM Ans OTKasa B rocygapCTBEHHOW peructpauuy nekapcTBEHHOro npenapara Ans
MEOULMHCKOTO  MPUMEHEHNs  SBNSAEeTCA  3akfioYeHWe  COOTBETCTBYHOLLEro  YNOHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENbHOM BNacTM O TOM, YTO kKavecTBO U (Mnu) 3dEKTUBHOCTb
perucTpupyemMoro fekapcTBEHHOro npenapata Anf MeAVMUMHCKOrO MPUMEHEHUS He MOATBepXAeHbl
MOMyYEeHHbIMA OaHHBIMW WM YTO PUCK MPUYMHEHWs Bpeda 340POBbI0 YenoBeka BCreacTBue npuema
neKkapCTBEHHOro npenapata Ans MeAUUMHCKOrO NpUMMEHeHWs npeBblwaeT 3¢deKTMBHOCTL ero
NPUMEHEHWS.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. lNoBTOpHOE npeacTaBneHne B COOTBETCTBYIOLMIN YMNONHOMOYEHHbIN edepanbHbIi OpraH
WCMOMHMTENbHOW BriacT! NEeKapCTBEHHOro npenapaTta, B OTHOLUEHUM KOTOPOro MOfyyYeH OTKa3 B
rocyAapCTBEHHOW perncTpaumumM 1 KoTopbli BNOCIeACTBUM NOABEPrCA M3MEHEHMIO B YacTW ero cocrasa,
paccMmaTpuBaeTCs Kak MpeacTaBfeHne HOBOro NekapCTBEHHOro mpenapaTta Ha ero rocygapCTBEHHYHo
perucTpaumio He3aB1UCMO OT COXPaHEHUS ero NepBUYHOTO HAMMEHOBaHWS.

(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. lNMpu npepocTaBneHuu 3asiBUTENEeM B COCTaBe PErucTpauMOHHOIO [A0Cbe Ha feKapCTBEHHbIN
npenapaT Ans BeTEPUHAPHOro NPUMEHEHMUS KOMUWU peLLeHUs YNOorTHOMOYEHHOro defieparnbHOro opraHa
WCMNOMHMTENBHOW BNAcTX O NPOBeAEHMM NHCMNEKTMPOBaHNS MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB CPOK
NPUHATUA peLleHns O roCcyAapCTBEHHOW perncrTpaumm nekapcTBeHHOro npenapaTa Ans BeTepuHapHoro
NPUMEHEHUA NMPUOCTaHaBNMBAETCA CO OHA MOMyYeHUs: 3aKMNioYeHW, ykasaHHbIX B YacTu 1 HacTosLen
cTaTbK, 0O AHA MPUHATUSA YNOMHOMOYEHHbIM dheaeparibHbIM OPraHoM UCMOSNTHUTENBHOW BNacTu peLleHns
0 Bblaaye unv ob oTkase B Bbiaye 3aKoYeHMs O COOTBETCTBMN NPON3BOAMUTENS NIEKapCTBEHHbIX CPeaCTB
TpeboBaHVAM NpaBun Haanexatlen NPou3BOACTBEHHON NPaKTUKKN, HO He Boree YeM Ha CTO BOCEMbAECAT
paboynx gHeN.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM [nisi OTKa3a B rocydapCTBEHHOW pervctpauuv rekapCTBEHHOro npenapara ans
BETEPVHAPHOIO MPUMEHEHUST SABMNSIETCA 3aKOYEHUE  YMOMHOMOYEHHOro hbefepanbHOro opraHa
WCMNOMHMTENBHOW BNACTM O TOM, YTO Ka4ecTBO U (Mnn) 3 peKTUBHOCTb PETMCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapaTa Ans BETEPMHAPHOTO NPUMEHEHUS HE MOATBEPKAEHbLI NONMYYEHHBIMW AAHHBIMU UMW YTO PUCK
NPUYMHEHUs Bpeda 340POBbK XMBOTHOIMO BCMEACTBME MNpUEMa JlekapCTBEHHOro npenapaTta Ans
BETEPVMHAPHOIO NPUMEHEHNs1 NpeBbiaeT 3MPEKTUBHOCTb €r0 MPUMEHEHUS, OTKa3 YMONHOMOYEHHOIO
denepanbHOro opraHa UCMONHUTENBHOW BNacTy B Bbla4ye 3akio4YeHUst 0 COOTBETCTBMM NPOU3BOANTENS
NEeKapCTBEHHbIX CPeACTB TpeboBaHMAM NpaBu Hagexallen npom3BOACTBEHHON NPAKTUKK ONS KaXOown
NPOVN3BOACTBEHHOW MJIOWAAKA PErmcTpupyemMoro JekapCTBEHHOro Mpenapara [nnsi BETEepPUHApPHOro
NPUMEHEHNSI B Criy4ae, eCrnv Npon3BOACTBO NIEKAPCTBEHHOIO Npenapara 4515 BETEPUHAPHOro NPUMEHEHNsI
ocylecTBnsieTcs 3a npegenamun Poccuiickon ®epepaumm, unu oTCyTCTBUE TAKOTO 3aKMOYEHNS.
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(vacTb 5 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumedaHue.
O nopsigke M cpokax onpefeneHus B3anMO3aMeHAEMOCTM NeKapCTB JIeKapCTBEHHbIX MpenapaTos,
3aperncTpupoBaHHbix Ao 01.03.2020, cm. cT. 3 ®3 o1 27.12.2019 N 475-93.

Cratba 27.1. B3anmo3aMeHAieMOCTb JieKapCTBEHHbIX npenapaTtoB ANsi MeOULMHCKOro
NnpUMeHeHus1
(B pen. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anMMO03aMeHSeMOCTb JIeKApCTBEHHbIX MpenapaTtoB AN  MEeAULUMHCKOro MNpPUMEHEHNS
onpegensieTcsa ynosIHOMOYeHHbIM heeparnbHbIM OPraHoM UCMOSNTHUTENBHOM BNACTU, OCYLLECTBIIAOLINM
rocyaapCTBEHHY permcTpauuio NiekapCTBEHHbIX NpenapaToB 4S9 MeAULMHCKOro NPUMEHEHUS, B pamKax
O[HOro MEeXAYyHapOAHOro HenmaTeHTOBAHHOIO (MM XMMUYECKOro, UM rpynnmMpoBOYHOIO) HaMMEHOBaHWS
Ha OCHOBE 3aKIYEHWs] KOMUCCUW SKCMEPTOB 3KCMEPTHOIO YYPEXAEHUS O B3aMMO3aMEHSIEMOCTHU
neKkapcTBEHHOro npenapaTa Ans MeauuuHCKOro NpuMmeHeHus nnbo o ToM, YTO NeKapCTBEHHLIN Npenapart
Ans  MeOuUMHCKOro MNpUMEHEHMsI He $BMseTCcd B3aummo3aMeHsdembiM. [lopsgok  onpegenenus
B3aMMO3aMEHAEMOCTU FeKapCTBEHHbIX MpenapaTtoB AN MeOMUMHCKOrO MNpUMEHeHna u  dopma
3aKNIOYEHMST KOMUCCUM 3KCNEPTOB IKCMEPTHOMO YYpEXOEHUss O B3aMMO3aMEHSIEMOCTM FIEKapPCTBEHHbIX
npenapaToB Ans MEeOULMHCKOTO MNPUMEHEHUss NMBO O TOM, YTO fEeKapCTBEHHbLIA npenapaT Ang
MEOVLMHCKOIrO MPUMEHEHUS1 He SABMSETCA B3auMO3aMeHsieMblM, yCTaHaBnuBatoTcs [MpaBuUTensCTBOM
Poccuitckon degepaumm.

2. Komuccusa aKcnepToB SKCMEPTHOrO yuypexaeHus OaeT 3akfoyeHMe O B3anMO3aMeHSEMOCTU
nekapCTBEHHOro npenapaTta Ans MeaMLMHCKOro npumMeHeHms nnbo o ToM, YTO NekapCTBEHHbIV npenapar
AN MeOMUMHCKOTO MPUMEHEHUS He SBMSeTCH B3aMMO3aMEHSIEMbIM, Ha OCHOBaHWM CregyroLmx
KpuTepueB (XxapakTepucTuK):

1) 9kBMBanNeHTHoCTb (gna OuoaHanoroBbix (6MONOAOGHBIX) FEKapCTBEHHbIX MpenapaToB
(6uoaHanoroB) - CONOCTAaBUMOCTb) KAYECTBEHHbIX U KONMYECTBEHHbBIX XapakTepucTuK hapMaLeBTUHECKNX
cybGCTaHUMA UM COMOCTaBUMOCTb aHTUIEHHOTO COCTaBa BakuMH. Mcnonb3oBaHuwe pasnuyHbIX COnew,
achMpoB, KOMMMEKCOB, M30MEPOB, KpUCTanMyeckux opmM M ApYrux MPOU3BOAHbLIX OAHOIMO W TOrO Xe
AENCTBYIOLLEro BeLlecTBa He $SBNSIETCS MpensaTcTBMEeM Ans onpedeneHns B3aumo3aMeHSeMOCTU
NeKapCTBEHHbIX MpenapaToB, €cnu npu  NPOBEAEHMM  UccreaoBaHusi  OGMO3KBMBANEHTHOCTU
neKapCcTBEHHOro npenapata WM uccreaoBaHUs TepaneBTUYECKOW 3KBUBANEHTHOCTU NEKapCTBEHHOrO
npenapara [oka3aHO OTCYTCTBME KIIMHUYECKM 3HAYMMbIX pPas3nuMuMi  apMakoKUHETUKU W (unn)
adpheKkTMBHOCTU 1 6E€30NacHOCTM NEKAPCTBEHHOMO NpenapaTta AN MeaULMHCKOro NPUMEHEHUS;

2) 3KBMBANeHTHOCTb fekapcTBeHHON ¢hopMbl. 1o 3KBMBANEHTHbIMU NeKapCTBEHHbIMU hopMamu
NMOHMMAIOTCS pa3Hble FeKapcTBeHHble (DOPMbI, MMEKLNE OAMHaKoBble cnocob BBeAeHMs U crnocob
NpMMeHeHusi, obnagatolne  COonocTaBUMbIMU  (PAPMaAKOKMHETMYECKUMU  XapakTepucTukamm U1
hapmakonormyeckum gencresmem n obecneymBaroLLme Takke AOCTWKEHNE HEOOXOAMMOro KIMHUYECKOro
apbekta. Pasnuuma nekapcTBeHHbIX OpM He 4BnATCA NpenaTcTBUeM Ana  onpegeneHus
B3aMMO3aMeEHAEeMOCTN  NeKapCTBEHHbIX MpenapaTtoB, €Cnu Mpu  MpOBEAeHUN  UCCnedoBaHus
OMO9KBMBANEHTHOCTM  MEeKapCTBEHHOrO  Mpenaparta  WnNWM  UCCMedoBaHMsA  TepaneBTUYecKon
9KBMBANEHTHOCTW NeKapCTBEHHOro npenapara Aoka3aHo OTCYTCTBME KIMHWYECKU 3HAYMMbIX Pasnunyuvn
apMakokMHeTMKNn 1 (unu) 3adeKkTMBHOCTM M Ge3onacHOCTM JeKapCTBEHHOrO MpenapaTta Ans
MeAULIMHCKOro NpUMeEHeHNs;

3) 9KBMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELLECTB NIEeKapCTBEHHOMO
npenapata Ana MeOUUMHCKOTO npumeHeHuns. Pasnunuma coctaBa BcCnOMOraTenbHbiX —BeELLECTB
NEKapCTBEHHOrO npenapata He SBNATCA MPenaTtcTBMEM AN OnpederieHust B3anMO3aMeEHSIEMOCTU
NEKapCTBEHHbIX MpenapaTtoB, €cnv Npu  MNpoOBeAEeHUN  uccrnegoBaHus  GUOIKBMBANEHTHOCTU
NEeKapCTBEHHOro npenapaTta WM UCCnegoBaHWUs TepaneBTUYECKON SKBUBANEHTHOCTWM JTEKAPCTBEHHOTO
npenapata [AOKa3aHO OTCYTCTBME KIMHUMYECKN 3HAYMMbIX pasnuuMi  apmMakokKMHETUKU U (Mnn)
ahdhekTMBHOCTM U 6e30MacHOCTU feKkapCTBEHHOMO npenaparta Ans MeOMUUHCKOro npumeHenus. MMpu
HanNM4YUM KIMHUYECKN 3HAYMMBIX Pasnuunii hapMakoKUHETUKM U (Unun) adpekTUBHOCTM U Be3onacHoOCTU
nekapCTBEHHOro npenapara Anst MeauUMHCKOro MpUMEHEHMST B3aMMO3aMeEHSIEMOCTb OnpeaensieTcst ¢
yKa3aHMeM Ha UCKIOYEHNE OTAENbHbIX rPynn NauneHToB;

4) nOeHTNYHOCTb cnocoba BBeaeH s 1 cnocoba NpuMeHeHns;

5) COOTBETCTBUE MNMpounU3BoanTENA nekapCTtBeHHOro cpeacrtea Tpe6OBaHVI$'-|M npasun Haanexawen
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I'IpOM3BOD,CTBeHHOIZ NPaKTUKN.

3. OnpepeneHve B3aMMO3aMEHSIEMOCTM BOCMPOM3BEOEHHbIX JIEKAPCTBEHHbLIX MpenapaToB Ans
MELMLMHCKOrO MPUMEHEHNS, yKa3aHHbIX B Yactu 10 ctatbu 18 HacTosiwero degepanbHOro 3akoHa,
ocyulectersieTcss 6e3 HeoGX0AMMOCTY AoKa3aTeslbCTBa UX GUO3KBUBANEHTHOCTY.

4. OcobeHHOCTU onpeaeneHns B3anmosameHaeMoCcTn B1onormyecknx nekapcTBeHHbIX NpenapaTos,
KOMBMHUPOBaHHbIX NlekapCTBEHHbIX MpenapaToB (CoaepKallmx KoMbmHaumio aByx 1 bonee 4eNCTBYOLNX
BELLEeCTB), feKapCTBEHHbIX MpenapaTtoB Ans MNapeHTepanbHoOro MNUTaHus W HEeAO03UPOBAHHbLIX
nekapcTBeHHbIX NpenapaToB ycTaHaBnueatTcs [paButensctBom Poccuiickon deaepaumm.

5. Orlpe,u,eneHVle B3aMMO3aMEeHAEMOCTN He OCYyLWeCTBIdeTCA B OTHOLUEeHUN JeKapCTBEHHbIX
pacTUTENbHbIX NMpenapaTtoB, roMmeonaTn4eCcKkmnx NIeKapCTBeHHbIX npenaparTtoB.

6. DopMuMpoBaHMe NepeYHsi B3auMO3aMeEHSIEMbIX NTEKapCTBEHHbLIX NpenapaToB Anst MeaMUUHCKOro
NPUMEHEHNS OCYLLECTBIISIETCH 3KCMEPTHLIM YUYpEXAEHMEM NOCPeacTBOM 06beaMHEHMS NEKapCTBEHHbIX
npenapatoB B OTAENbHbIE TPYNMbl, B KaXXOOW M3 KOTOPbIX JIeKapCTBEHHble MpenapaTbl SIBASOTCA
B3aVMO3aMeEHsIEMbIMMU.

7. B cnyyae BKIMOYEHNS B MHCTPYKLMIO NO MEAULMHCKOMY NPUMEHEHNIO NekapCTBEHHOro npenapaTa
Ha OCHOBaHUWM pe3yrnbTaToB COOTBETCTBYIOLLMX WUCCNEAOBaHUA NOKasaHWi NS NPUMEHEHUs, KOTopble
OTNMYaIOTCA OT MNOKasaHWW Ans NPUMEHEeHUs OpYrux MeKkapCcTBeHHbIX fpenapaToB W3  rpynnbl
B3aNMO3aMEHsIEMbIX JIEKaPCTBEHHbIX MpenapaToB, B MNepeyHe B3auMO3aMEHSEMbIX JEKAPCTBEHHbIX
npenapaTtoB AN MeaNLIMHCKOrO NPMMEHEHNS AOoMmkKHa ObITb yka3aHa COOTBETCTBYOLLASA MHDOPMaLUS.

8. MNepeyeHb B3anmo3aMeHSEMbIX feKapCTBEHHbIX NpenapaToB Afs MEeAWULMHCKOro MpUMeEHeHUs
pasmellaeTcs ynorHOMOYeHHbIM dedepanibHblM OpraHoOM MCMOMHUTENbHOW BNAcTU, OCYLLECTBASIOWMM
rocyAapCTBEHHYIO PErMcTpaLmio nekapCTBEHHbIX NpenapaToB Ans MeAMUMHCKOrO NPUMEHEHUs, Ha CBOeM
odmumansHom cante B cetn "UHTepHeT". MH(opmaums B nepeyHe B3anmo3aMeHAEeMbIX NeKkapCTBEHHbIX
npenapatoB AN MEeOULMHCKOTO MPUMEHEHUs OBHOBMSETCH YyKadaHHbIM degepanbHbiM  OpraHom
WCMOMHMTENBbHOW BrlacTM C Y4Y4EeTOM HOBbIX 3apPerMcTpuMpoBaHHbLIX FEeKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHUS U BHECEHHbBIX M3MEHEHUIN B JOKYMEHTbI, COAepX)alunecs B PermcTpaLmoHHbIX
AOCbe Ha 3aperncTpMpoBaHHbIE NeKapCTBEHHbIE NpenapaTbl Ans MeAULMHCKOTO NPUMEHEHNS.

9. MNopsagok Ucnonb3oBaHWsA NHOPMALMK O B3aMmMo3aMeHsIeMbIX NIEKAapCTBEHHbIX Npenaparax ang
MEOWLUMHCKOrO NPUMMEHEHWs W MNOpsSAoK [ayn pasbsCHEHUA Mo BOMpoOcam B3anMMO3aMeHAeMOCTU
neKkapCTBEHHbIX MNpenapatoB ANA MeOMLUMHCKOTO MNpUMEHEHUs ycTaHaBnueawTca [IpaBUMTenbLCTBOM
Poccuiickon ®eaepauunn.

KoHcynbTaHTlntoc: npumedaHue.

Cpok pervctpauum nekapcTBEHHOrO npenapata Afis BETEPUHAPHOTO MPUMEHEHWS, UCTEKalWni ¢
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsaueB (lMoctaHoBneHue [lpaButensctBa PP oT
12.03.2022 N 353).

CratbA 28. PernctpaunoHHoe yaocToBepeHue NiekapCcTBEHHOro npenapara

1. PerncrtpaumoHHoe yaoCTOBEpEHUE NeKapCTBEHHOro npenapara C yka3aHWeM JeKapCTBEHHbIX
dOopM U [O03UPOBOK BblgaeTcsi 6eccpoyHO, 3a UCKMYEHMEM PErMCTPaLMOHHOIO  yAOCTOBEPEHUS
nekapCTBEHHOro npenapara, Bbl4aBaeMoro co CpOKOM AENCTBUSA NSATb NET, Ha BNEPBbIE PErMcTpupyemMble
B Poccunckon denepaumm nekapcTtBeHHble npenaparbl.

2. o wuctevyeHum ykasaHHOro B 4YacTu 1 HacTosWwen cTraTtbu Cpoka BblgaeTcs OeccpoyvHoe
perMcTpaumoHHoe YyOoCTOBEpeHWE JeKapCTBEHHOro npenapata npu  YCrnoBuW MNOLTBEPXOAEHUA ero
rocynapCcTBeHHOW perncrpaumm.

3. B cny4vae BHeceHus B cooTBeTCTBUM cO cTaTbammn 30 u 31 HacToswero ®efeparnbHOro 3akoHa
U3MEHEHWA B codepxalimecss B PermcTpaumMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NEKapCTBEHHBLIN
npenapaTt OOKYMEHTbl, 3aTparvBaloluxX CBEAEHUsl, OTPaKeHHble B PerncrpaumoHHOM YAOCTOBEPEHUM
nekapcTBeHHOro npenapaTta, YNnorTHOMOYEHHbIN defeparbHblidi OpraH UCNONMHUTENBHOW BriacTu BblaaeT
HOBOE perncTpaumoHHoe yAOCTOBepeHMe NekapcTBEHHOro rnpenapaTta, coaepalliee BHeCeHHble B Hero
N3MEHEeHNs.

(vacTb 3 BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)
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4. B cnydae yTtpaTbl MnM NOBPEeXAEHUS PerncTpaumoHHOro YAOCTOBEPEHUS IeKapCTBEHHOMO
npenapata no 3asiBfeHW0 B MUCbMEHHOW popMe AepxaTtens unu Bragenbla perucTpauuoHHOro
YAOCTOBEPEHUS NEeKapCTBEHHOro nNpenapaTa unvM ynosiHOMOYEHHOro MMU ApYroro puanyeckoro nuua o
Bbldaye gybnukata perMcTpauuoHHOro yooCTOBEPEHMSI NEeKapCTBEHHOro npenaparta YnomHOMOYEHHbIN
denepanbHbIN OpraH UCNOMHUTENbHOW BNACTU B CPOK, HE MPEBbLILLALLNA OeCATM pabounx aHen co AHs
NOCTYNNEHUs1 3asiBNeHusi, BbiAaeT AybnukaTt perucTpauMoHHOro YAOCTOBEPEHWUs] NeKapCTBEHHOrO
npenapata. 3a Bbigayy Aybnvkata pervcTpaumMoHHOro YOOCTOBEPEHMS JeKapCTBEHHOro npenapata
B3MMaeTCs rocygapcTBEeHHasi MoLwnnHa B COOTBETCTBMU C 3aKoHogaTenbcTBoM Poccunckon ®egepauum o
Hanorax u cbopax.

(4acTb 4 BBegeHa degepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

KoHcynbTaHTlnt0C: npumeyaHue.

Cpok pervctpaunm nekapCcTBEHHOro npenapata A4S BETEPUHApPHOr0 MPUMEHEHMS!, UCTEKaKLWMN C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsueB (lMoctaHoBneHune [MpaButenbcrBa PO ot
12.03.2022 N 353).

CrtaTbs 29. MNoaTBepXAeHMe rocyaapCcTBEHHOW perncTpauum iekapcTBeHHOro npenapara
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. NogTBEpXOEHME rOCYOAPCTBEHHOW perMcTpaumm nekapcTBEHHOIoO npenapara ocCyLecTBnseTcs
npu Bblaavye 6eCcCpoOYHOro perncTpaumMoHHOro yoOCTOBEPEHMS NEKAPCTBEHHOrO npenapaTta B cry4ae,
yKa3aHHOM B 4acTm 2 cratbum 28 Hacrtoswero depepanbHOro 3akoHa, B CPOK, HE MpeBbilatoWmi
wectngecatm pabounx OHEN CO OHS MOMNyYEeHUs1 COOTBETCTBYIOLUM YMNOMHOMOYEHHBIM doeaeparbHbIM
OpraHoM WCMONHUTENbHOW BracTU 3asABfeHNs O MOATBEPXKAEHUN rOCYOAPCTBEHHOW perncTpaumu
nekapCcTBEHHOro npenaparta. He ocyuiecTBnsieTca noaoTBEpXOEeHWEe rocygapCTBEHHOW peructpaumi B
OTHOLLEHMWN NeKapCTBEHHOMO NpenaparTa, He HaxoamBeLlerocs B obpaleHnn B Poccuiickon depepaumm B
TeyeHne Tpex n Gonee neTt, a Takke B OTHOLIEHWM NEKAPCTBEHHOrO CpeacTBa, MPOM3BEAEHHOrO C
HapyLleHneM TpeboBaHusi, yCTaHOBMEHHOMO YacThio 3.7 cTaTtbmn 71 HacTodAwero ®egepanbHOro 3akoHa.

2. 3asiBneHvne o NoATBepXOeHUN rocyaapCTBEHHOW perncTpauny nekapcTBEHHOro npenapaTa Ans
MEeOULMHCKOTO MPUMEHEHUsI MpeacTaBnsieTcs B COOTBETCTBYHOLUMIA YMNONHOMOYEHHbIN deaepanbHblii
opraH UCMONHUTENbHOW BNAacT He paHee Yem 3a CTO BOCEMbAECAT AHEN A0 UCTEYEHUS CpoKa AeNCTBUS
PErMCTPaLIMOHHOIO YAOCTOBEPEHUS NNEKAPCTBEHHOro npenapaTa Ans MeauuuHCKOro NpuMeHeHus.

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

2.1. 3aaBneHune o NOATBEPXKAEHWNM rOCYAapCTBEHHON perncTpauumn nekapcTBeHHOro npenaparTa Ans
BETEPMHAPHOro MPUMEHEHUNA MpPeacTaBnsaeTcs B COOTBETCTBYIOLUMA YNONHOMOYEHHbIN beaeparbHbIv
opraH UCNosTHUTENbLHOW BMacTh He paHee YeM 3a CTO BOCEMbAECAT AHEN OO UCTEYEHNs1 CpoKa AencTBus
perucTpaumoHHOro yaoCTOBEPEHNsT NEeKapCTBEHHOMO npenapara A9 BETePUHaAPHOro NPUMEHEHNS U He
Nno3fHee OKOHYaHMA CpoKa ero encTBUsS.

(yacTb 2.1 BBegeHa depepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

3. MNoaTteepxaeHne rocyaapCTBEHHON perncTpaumn nekapcTBEHHOro npenaparta oCyLecTBnseTcs
no pesynbTaTaM 3KCNEpPTU3bl OTHOLUEHWUS OXWAAEMOW MNOMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
neKkapcTBEHHOro npenapata Ha OCHOBaHUW pe3yNbTaToB MOHUTOPMHIa 3acphekTMBHOCTU 1 6e30nacHOCTM
neKkapcTBEHHOr0 npenapata, MNPOBOAMMOrO AepXaTeneM Wnu  Bnagenbuem  perucTpaumoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOTO Npenaparta 6o yNnonHOMOYEHHBIM UMW OPUONYECKMM NULOM, a Takke
COOTBETCTBYHOLLUM YNOMHOMOYEHHBLIM dbefiepanbHbIM OpraHOM UCMNOMHUTENBHOW BNAcTU B COOTBETCTBUM
¢ TpeboBaHusMU cTaTbu 64 HacTosiwero ®efepansbHOro 3akoHa.

4. K 3asBneHu1io 0 NoATBEPXKAEHNM FOCYAAPCTBEHHOM PErncTpaLmum NekapcTBEHHOIO Npenapara Ans
MEeAULMHCKOrO MPUMEHEHMWS NpUaratoTCs:

1) OOKYMEeHTbI, coaepXawue pesynbTaTtbl MOHUTOPUHIa Sd)(beKTI/IBHOCTVI n ©6esonacHocTu
NeKapCTBeHHOro npenapata Aanda MeguumHCKOro npuMMeHeHua, npoBedeHHOro aepxxartenem Wuin
BnagenbuemM perncTtpaumoHHOro yanocCTtoBepeHua IeKapCTBeHHOro npenaparta Agnda mMeauumHCKOoro
NnpUMeHeHuna nnéo YNOJTHOMOYE€HHbIM UM  HOpPpUONHECKMM  §NMKUOM, NO d)opme, yTBep)K,D,eHHOﬁ
YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom NCMONHUTENbHON BNacTu;

2) cBeeHna o gate npenocrtaBlieHna U pernctpauMoHHOM HoMepe JNnUeH3nn Ha npon3BoACTBO
NNeKapCTBEeHHbIX CpeacTts WM cBedeHuA O AdaTte npenocrtaBlieHna U pernctpauyMoHHoOM Homepe
3aKIMIO4YEeHNnA O COOTBETCTBMW Npou3BoaUTENA J1€KapCTBEeHHbIX CpencTB Tpe6OBaHl/|F|M npasun
Hagnexawen FlpOI/|3BO,EI,CTBeHHOI71 NPaKkTuKKu, npenocTtaBlfieHHbIX YNOJIHOMOYE€HHbIM cbep,epaanblM
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OpraHoM WCMOMHUTENBHOMW BNAcTU B OTHOLWEHWM NPOW3BOACTBEHHOW MMOLWAAKU NeKapCTBEHHOro
npenapaTa Ans MeauuuHCKOro NpUMeHeHus, rocyaapCTBEHHasa permcTpauusa KoToporo nogTesepxaaeTcs
B Cnyyae, ecnu TMpou3BOACTBO NEKApPCTBEHHOro mnpenapata And MeAMUUHCKOrO NpUMeEHeHUst
ocyulectBnsieTcs B Poccuiickon ®epepauuu;

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konus NpefoCTaBfEHHOW YMOMHOMOYEHHBIM OPraHOM CTpaHbl MPOW3BOAUTENS NULEH3NN Ha
NPON3BOACTBO NIEKAPCTBEHHOIO npenapara Ans MeAMLMHCKOro NMPUMEHEHMS 1 ee NepeBOod Ha PYCCKUM
A3blK, 3aBEpPEHHble B YCTAHOBIIEHHOM MOPSAKe, a Takke KOMus 3akio4YeHWss O COOTBETCTBUM
NPOW3BOAMTENS] JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHUSIM MNpaBun  Hagnexaiwien npou3BOACTBEHHOM
NpakTWKK, BblAAHHOTO YNONTHOMOYEHHbIM hefeparnbHbIM OpraHoM UCMOSTHUTENBHON BNAcTW B OTHOLLEHWM
NPOM3BOACTBEHHOW MNMOWAAKM  JIEKApCTBEHHOro npenapata Ans  MeOUUMHCKOTO  MPUMEHEHUS,
rocygapCTBeHHasi permcTpauusi KoToporo noATBepXOaeTcs, WM KOMUS peLueHnst YnoMHOMOYEHHOTO
defepanbHOro opraHa WCMOMHUTENBbHOW BriacTU O MNPOBEAEHUU WHCMNEKTMPOBAHUS MPOU3BOAUTENS
rnekapCTBEHHbIX CPEACTB B Cry4yae, ecnv Npon3BoACTBO flekapCTBEHHOrO npenaparta ansg MeguumnHCKoro
npUMeEHeHNs ocyLLecTBnsaeTcs 3a npegenamu Poccuinckon degepauuu.

(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)
(4acTb 4 B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWweEHNM BMONOrMYECKNX feKapCTBEHHbIX NpenapaToB Afs MEeAMUUHCKOro NpYMeEHEeHUs
3asiBATENb [OOMOMHUTENbHO NpeacTaBnsieT pesynbTaTbl MEPONPUATUNA, NPesyCMOTPEHHbIX MiaHoOM
ynpaBreHns puckamu, YTBEPXKOEHHbIM YMNOMHOMOYEHHbIM deaeparnbHbiM OpraHoM MUCMONHUTENbHOM
BMacT Mpu OCYLIEeCTBMEHWN T[oCy4apCTBEHHOW perucTpaumyM fekapcTBEHHOro npenapata Aans
MEANLMHCKOTO NPUMEHEHMS.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3aaBneHno 0 NOATBEPXKOEHUN FOCYOapCTBEHHOM permcTpauum nekapcTBEHHOro npenapaTta
ONA BETEPUHAPHOro NMPUMEHEHWs] NpunaralTCa OOKYMEHTbl, cogepXalime pesynbTaTbl MOHUTOPWHra
achbdekTnBHOCTM U 6Ge30nacHOCTM JieKapCTBEHHOro npenapata Afsi BeTEPMHApPHOro MPUMEHEHUS,
NPOBOAMMOrO [fepXxaTenem wnu BnagenbuemM pPerncTpaumMoHHOro yAOCTOBEPEHUS EKAapCTBEHHOIO
npenapaTta AnNs BETEPUHAPHOr0 MPUMEHEHUS MO0 YMOMHOMOYEHHBIM MM OPUOUYECKMM NULOM, MO
dopme, YTBEPXAEHHOW YMNONHOMOYEHHbIM deaepanbHbIM  OpraHoM UCMOSTHUTENbHOW BRacTu, u
OOKYMEHTbI, ykasaHHble B nyHkTax 1, 2 - 2.2, nognyHkTax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbun 17
HacToswero ®egepanbHOro 3akoHa. B oTHOLEHUMN MMMYHOBMONMOrMYECKUX NeKapCTBEHHbLIX NpenapaToB
ONA BETEPUHAPHOro NpPUMEeHeHNss He NPeaCcTaBNATCA CBeAEHWs, YKa3aHHble B nognyHkre "K' nyHkta 4
yactn 3 ctatbn 17 HacTosiwero defepanbHOro 3akoHa. B oTHOWeEHUN nekapCTBEHHbLIX NpenapaToB Ans
BETEPUMHAPHOrO MNPUMEHEHUHA, MOSYYEHHbIX C MPUMEHEHUEM TEeHHO-UHXEHEPHO-MOOUMPULINPOBAHHbLIX
OpraHM3mMoB WNM CcoAepXalliMx Takue OpraHuambl, [OOMOMHUTENbHO MPEACTaBMATCA CBeAeHus,
ykasaHHble B NyHkTe 13 yactn 3 ctatbu 17 HacTosiwero ®eaepansHOro 3akoHa.
(vyacTb 4.2 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa oT
02.08.2019 N 297-03)

4.3. 3asBuTenb BrpaBe MNpeacTaBUTb C 3asBMNEHMEM O MOATBEPXKAEHUN TrOCyAapCTBEHHON
peructpaumMmM  nekapcTBEHHOro rnpenapaTta  KOMuio  [JOKYMEeHTa, MOATBepXAalollero  ynnaTy
rocygapCTBEHHON MOLWUHBI 32 MNOATBEPXAEHWE roCyAapCTBEHHON perucTpauun nekapcTBEHHOro
npenapaTa, a Takke BbldaBaemble (MpegocTaBnsemMble) YyNONHOMOYEHHbIMK dheaepanbHbiMUM OpraHamu
WCMNOMHMTENBbHOW BNacTV JOKYMEHTbI (CBEAEHNS), yKa3aHHbIe B MyHKTax 2 1 3 YacTn 4 HacTosLLEN CTaTby.
B cnyyae ux HenpeacTaBneHus YNONMHOMOYEHHbIN defepanbHbii OpraH WCMNOMHUTENbHOW BriacTu
3anpalivBaeT ykasaHHble OOKYMeHTbl (CBeAeHUs) B Mopsiake MeXBeJOMCTBEHHOrO WHMOPMAaLMOHHOrO
B3aVMOOENCTBUS.

(vacTb 4.3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeuyeHue pdecaTn pabounx OHEN CO AOHA MNPUHATUA 3asiBNeHWs O NoaTBEPXKAEeHUU
rocyqapcTBEHHON perMcTpaumn nekapcTBEeHHOro nperapaTta U JOKYMEHTOB, codepXalluux pesynbTaTbl
MOHUTOPUHIa 3PPEKTUBHOCTM M BE30NaCHOCTU NEKapCTBEHHOrO npenaparta, NPoBOAMMOro AepXaTernem
WM BragenbueM  PerucTpauMoHHOrO  YOOCTOBEpPEeHMst  fiekapCTBEeHHOro  npenapata  nvbo
YNOMHOMOYEHHBLIM UMW HOPUANYECKUM MINLIOM, YNOMHOMOYEHHbIN deaeparnbHblii opraH UCNONMHUTENbHOM
BMacTu:

1) NpoBOAUT NPOBEPKY MOSIHOTbI CBEOEHWUI, codepXKaluMxcs B NpeAcTaBleHHbIX 3asiBUTeNeMm
JAOKYMEHTaXx;

2) NpMHUMaeT pelleHne o npoBedeHun unu ob oTkase B MPOBEAEHMMU 3KCNEepTM3bl OTHOLUEHUS
OXWOAeMoW Monb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMs1 NeKapCTBEHHOrO npenapaTa Ha OCHOBaHWM
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pes3ynbTaToB MOHUTOPUHra 3¢peKTUBHOCTM N 6Ge30MacHOCTN NeKkapCTBEHHOro npenapara, NpoBoAMMOro
aepxartenem vnu BnagenbLUemM perucTpaLMoHHOro yAOCTOBEPEHUS fekapCTBEHHOro npenapaTta nubo
YNOJTHOMOYE€HHbIM MU KPUOANYECKMM NTULIOM, a TaKxXe cbep,epaanblM opraHom MCMNONMHUTENBLHOW BNAcTn
B COOTBETCTBUM C TpeboBaHMAMM cTaTbn 64 HacTosLwero deaepansHOro 3aKoHa;

3) yBeOoomnsieT B 3MEKTPOHHOM hopMe WM NUCbMEHHOW dopMe 3asBUTENST U 3KCNepTHoe
yypexgeHme O MPUHATOM pelleHuM nNnbo B cnydae npuHATUS pelleHus ob oTkase B MpoBedeHun
3KCNepTM3bl yKa3blBAET NPUYMHBI TAKOro OTKasa.

6. B cnyyae BbIsIBNEHWUS HEOOCTOBEPHOCTU U (MNN) HEAOCTAaTOYHOCTM MHAOPMALIMK, CoaepKaLLencs
B NPeACTaBeHHbIX 3asBUTENEM JOKYMEHTax, YNOMHOMOYEHHbIN deaepanbHblli OpraH UCMONMHUTENLHON
BMacT HanpaenseT 3asBuTento 3anpoc 00 yTOYHEeHWM ykasaHHoOW wuHdopmaumn. 3anpoc
YNONIHOMOYEHHOro  hbedepanbHOro opraHa MCMOMHUTENbHOW  BrRacTm  MoxeT OblTb  nepepaH
YNONIHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENSA NWYHO MOA Pacnucky, HamnpaefeH Mo MoyvTe 3akasHbiM
NMMCbMOM WNW NepefaH B SMeKTPOHHOW dhopme Mo TeNeKOMMYHWUKALUMOHHBIM KaHanam cBasu. B cnydvae
HanpaefeHns 3anpoca YMNOMHOMOYEHHOro hegepanbHOro opraHa WCMOMHWUTENbHOW BNacTu Mo noute
3aKasHbIM MUCbMOM OH CYMTAETCH MOMYYEeHHbIM MO WCTEeYEeHMWU LeCTW AHeW C daTbl HanpasneHus
3aKasHoro nucbma.

7. 3asButenb 06s3aH npeacrtaBuTb OTBET Ha 3anpoc ynojiHOMOYeHHOro (bep,epaanoro opraHa
WCMNOSNHUTENBHON BRacTu B CpPOK, He I'IpeBbILlJaI'OLU,VIﬁ AOeBAHOCTa pa6oq|/|x OHen co aHs ero nonyyvyeHunA.
CpOK, YKa3aHHbIl7I B YacTu 5 HacTosLen cTaTbu, npunocTtaHaBJIMBaeTCA CO AHA HanpaB/ieHUA 3adaBUTETHO
3anpoca YynoJIHOMOYEeHHOro cbep,epaanoro opraHa NCMNOMHUTENBHON BlacTM [O AOHA nosiy4eHna um
COOTBETCTBYIKOLLIEIO OTBETA N HE Y4UTbIBAETCA NMPU NCHUCTIEHNN CPOKa NoaTBEPKAEHUA rocy,qapCTBeHHon
perncrtpauunmn nekapCTtBeHHOro npenapara.

8. OcHoBaHuem Ans OTKasa B MNPOBEAEHUU 3SKCNEepTU3bl OTHOLLEHWS OXMAAeMOW MoMnb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro mpenapaTa SABnseTcs npeacTaBreHne JOKYMEHTOB,
cogepXallmx pesynbTaTbl MOHUTOPUHIa 3pdeKTMBHOCTM U 6e30nacHOCTH NeKapCTBEHHOro npenapara, u
(vnn) B OTHOWEHWM OMOMNOrMYecKMX neKapCTBEHHbIX MpenapaToB pe3ynbTaToB OCYLUECTBMEHUS
MEpOMNPUATUA B COOTBETCTBMM C MNNAHOM YMpaBneHUs PUCKaMW, YTBEPXAEHHbIM YNOHOMOYEHHbIM
deneparnbHbIM OPraHoOM UCMOMHUTENBHOW BAAcT MPWU OCYLLECTBIEHUW FOCYAapCTBEHHOW perncTpauumn
neKkapCcTBEHHOro npenaparta, B HEMONHOM 06beme, oTCcyTCTBME MHAOPMaUuW, noaTBepxaarLlen dakT
ynnatbl rocy4apCTBEHHON MOLWNMHbBI 3a NOATBEPXKAEHWE rocy4apCTBEHHON perncTpaummn nekapcTBeHHOro
npenaparta, MMbo HenpeacTaBneHne 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha yKa3aHHbIN B YacTu 6
HaCTOosILLEeN CTaTby 3anpoc YNOSIHOMOYEHHOrO dheaepanbHOro opraHa MCNONHUTENBHOW BNacTy, a Takke
OTCYTCTBME B YKa3aHHbIX AOKYMEHTax nHdopmMauum, kKotopas AormkHa 6biTb B HUX OTpaxeHa.

9. 3KkcnepTn3a OTHOLLEHUS OXUAAEeMOM NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNSI NTEKAPCTBEHHOTO
npenapata B UeNsX MNOATBEPXOEHUS TFOCYOAPCTBEHHOW perncTpauunM nekapcTBEHHOro npenapata
NPOBOANTCA KOMUCCUEN SKCMIEPTOB SKCMEPTHOTO YYPEXAEHUS B CPOK, HE NPEBbLILIAOLLNA COpoka pabounx
JHen.

10. B cnyyae HeOoCTaTOMHOCTM MPEACTaBMEeHHbIX SKCMepTy MaTepuarnos A8 Aadun 3aKmoyveHus
akcnepT obpallaeTca K PyKOBOAUTENIO SKCMEPTHOMO yUYpexaeHust 0 NpeaocTaBneHn emy Heobxoanmblx
maTtepuanos. PykoBoauTenb 3KCMNEpPTHOro yypexaeHuss obpalllaeTcsl ¢ COOTBETCTBYIOLLMM 3anpocoM B
YMNONTHOMOYEHHbIV (heiepanbHblii opraH UCMOMHUTENbBHON BNacTu, BblAaBLWWIM 3adaHne Ha NpoBedeHue
3KCMEepTU3bl OTHOLUEHUA OXMOAeMoW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro
npenapata Ha OCHOBaHWM [OKYMeHTa, COAepKallero pesynbTaTbl MOHUTOPMHra 3MEKTUBHOCTU U
6e30MacHOCTM NekapcTBEHHOro npenapata. B TeyeHne NSty paboumx AHel co AHs MOCTYNIeHusl 3anpoca
PYKOBOAMUTENSI 3KCMEPTHOIO YYpPEXOAeHUsl ykasaHHbl dpeaeparnbHblii opraH WCMONHUTENbHON BRacTu
HanpaBnseT 3asiBUTENIO 3aMpoC O NpeAcTaBneHuM HeobxoOauMbIX MaTepuanos, KOTOPbIA MOXeT BbiTb
nepenaH YnornHOMOYEHHOMY MPEeACTaBUTENio 3asBMTENs NWYHO MOA PAacrWCKy, HanpasneH Mo novte
3aKasHbIM NUCbMOM UMK NepeaaH B 3NeKTPOHHON dhopMe Mo TeNeKOMMYHUKaLUMOHHBLIM KaHanam cesasu. B
cnyyYae HanpaBneHust 3anpoca YnonHOMOYEHHOro dyefepanbHOro opraHa WCTMOSMHUTENBHOM BRAcTU Mo
noyTe 3aKkasHbiM MUCbMOM OH CYMTAETCH MOMYYEHHBLIM MO UCTEYEHUW LLIECTU AHEN C AaTbl HanpaBneHus
3aKa3Horo nucbma.

11. 3aaBuTtenb 0ba3aH NpeacTaBuMTb OTBET Ha 3amnpoc YNofHOMOYEHHOro defepanbHOro opraHa
WCMONHMTENBHOW BlacTU B CPOK, He MpPEeBbILLAKWNIA LIECTUAECATU paboumx OHEN CO OHSA MOnyyYeHus
yKasaHHOro 3anpoca. YNofHOMOYeHHbIM hedepasibHbli OpraH WCNOMHUTENbHOW BracTW, BblOaBLUWIA
3a[jaHne Ha NpoBeaEeHNE 3KCNEPTM3bl OTHOLLEHNST OXXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUSI
NEKapCTBEHHOrO npenapata Ha OCHOBaHUM [OOKYMEHTa, coAepXalero pesynbTaTbl MOHUTOPMHra
ahbdekTMBHOCTM 1 6e30NacHOCTM NEKAPCTBEHHONO npenapara, B Te4YeHue NSt pabouymx gHEen co OHs



NOCTYNIIEHUS OT 3aABUTENSA OTBETA Ha 3anpoc YNonHOMOYEHHOro cheepanbHOro opraHa UCNONHUTENbHOWM
BNacTW HanpasBnseT 3TOT OTBET B 3KCNepTHOe yupexaeHue. B cnyyae HenpeacTaBneHUsa no uctedeHum
LwecTnaecatn pabounx gHeN 3asABMTENEM OTBETA HA YKa3aHHbIW 3anpoc YNonHOMOYEHHbIN doefepanbHbii
OopraH UCMoNHUTENbHOW BNAacTu, BblAaBLUWUA 3a4aHne Ha NPOBEeAEHME IKCNEPTU3bl OTHOLLEHUSI OXXnaaemon
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ha OCHOBaHUM OOKYMEHTA,
cofepxallero pesynbTaTbl MOHUTOPUHIa 3achdeKTMBHOCTU M 6e30nacHOCTM NekapCTBEHHOIO npenapara,
B TeYeHMe NATM paboymx OHEW HanpaBnsieT B 3KCNEPTHOE yupexaeHre yBeJoMIIEHNE O HENPeACTaBNeHNM
3agBUTENEM OTBETA Ha 3anpoC yka3aHHOro opraHa. Bpemsi co gHA HanpaBneHus 3anpoca 3KCNepTHOro
yypexneHust B YMNOMHOMOYEHHbIN defepanbHbll opraH MCNOMHUTENBHOW BnacTv 4O OHS MOMy4YeHus
9KCNEPTHbIM YYpEeXAEeHNeM OTBETa Ha 3anpoc Unn yBeaoMIeHMs O HEMpeaCcTaBneHnn OTBeTa Ha 3anpoc
He Yy4MTbIBAETCS NPWU MCHMCIEHUWN CPOKa MPOBEAEHUS IKCMEPTU3bl OTHOLLUEHUS OXMAAEMOW MOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro rnpenapaTta Ha OCHOBaHMM AOKYMEHTa, coaepxallero
pes3ynbTatbl MOHUTOPWHIa 3(pPEKTUBHOCTM 1 BE30MaCHOCTU NeKapCTBEHHOroO Npenapara.

12. B cpok, He npeBbllWwalowmin AecaTn paboumx OHen Co OHS MOSyYeHUs 3aKmYeHUss KOMUCCHM
3KCMEPTOB MO pe3ynbTaTam 3KCMepTM3bl OTHOLUEHUS O0XMOAEeMOW Monb3bl K BO3MOXHOMY PUCKY
NpUMeHeHWs1 NeKapCTBEHHOrO NpenapaTa, COOTBETCTBYIOLMIA YNOSIHOMOYEHHbIN dheaepanbHbIii opraH
WCMONTHUTENBbHOW BMACTU:

1) ocyLlecTBMsAeT OLIEHKY 3TOro 3akmouveHuss ONs onpedeneHuss ero COOTBETCTBUA 3adaHuio Ha
npoBeaeHne yKa3aHHOW aKCrnepTuabl;

2) NPpUHMMaET peleHne O noaTBepXaeHun Focyﬂ,apCTBeHHOVI perncrtpaunn JrnekapCcTtBeHHOro
npenapara uin 00 oTKkase B noareepXxneHun rocy,qapCTBeHHoﬁ perncTtpaunm nekapCTtBeHHOro npenapara,

3) BHOCUT nNpWM MPUHSTUM peELUeHVs] O TMOATBEPXKAEHWU T[OCYAAPCTBEHHOW —peructpauum
neKkapcTBEHHOro npenapaTta CBefdeHWsl B rOCYAAPCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB U BblhaeT
3asBuTento 6eccpoyHoe pervcTpaurMoHHoe yaoCTOBEpEHME NekapCTBEHHOro npenapaTa.

13. OcHoBaHWEM AN OTKasa B MOATBEPXXAEHWM rocyAapCTBEHHOW perncrpaumm nekapcTBEHHOro
npenaparta sBMSIETCS 3aKMOYEHWE COOTBETCTBYIOLLErO YMNOMHOMOYEHHOrO dheeparnibHOro opraHa
MUCMONMHUTENBbHON BNactu O TOM, 4YTO PUCK MNMPpUYNHEHUA Bpeaa 340POBbHO 4YeroBeka Ui XMBOTHOIO
BCrneacrtene npnuema nekapCTtBeHHOro npenaparta npesbillaeTt GQ)Q)GKTVIBHOCTb ero npumMmeHeHun4.

(B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

14. B nepuop nNpoBedeHUs npouenypbl MNOATBEPXKOEHUA TrOCY4apCTBEHHOW pernctpauum
nekapcTBeHHOro npenapata ero obpatleHne B Poccuiickoii ®eaepauuy He NpuocTaHaBNMBaeTCs.

15. [HonyckaeTca obOpalleHne nekapCTBEHHbIX MpenapartoB A0 MWCTEYEHUs Cpoka rOAHOCTW,
npov3BefeHHbIX B TeYeHWe CcTa BOCbBMWOECATW KaneHdapHbIX [HeW nocrne pJdaTtbl  MNPUHATUS
YNOMHOMOYEHHbIM  (pefieparnbHbIM  OPraHoM WUCMOMHUTENBHOW BNacTu pelleHus O NoaTBePXAeHUU
rocyaapCTBEHHOW perucTpauum, B COOTBETCTBUM C WHAOPMaLMen, cofepxalenca B [OKYMeHTax
perncTpaumoHHOro OChbe Ha nekapcTBeHHbIN npenapart A0 AaTbl MPUHATUSA Takoro peLleHns.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

CraTtbsa 30. BHeceHue nameHeHun B QOKYMEHTbI, coAepXalmecs B perucTpaumoHHOM A0Chbe
Ha 3aperncTpupoBaHHbIN NIeKAPCTBEeHHbIN Npenapar ANlA MegULUHCKOro NpMMeHeHus

1. B uensx BHeCEHUS M3MEHEeHUN B OOKYMEHTbl, COAepXalimecs B perncTpaumMoHHOM AOCbe Ha
3aperncTpupoBaHHbIA NeKapcTBeHHbIW npenapat Ans MeAMUMHCKOro MpUMEHEHUs, AepXaTenb wunm
Bnageney perncTpaumoHHOro YAOCTOBEPEeHWsl feKkapCcTBEHHOro npenaparta unu ynoriHOMOYEHHOE UM
Apyroe topvandeckoe nNuuo (anee B HAaCTOsLEN CTaTbe - 3asBMTENb) NpeacTaBnseT B yNOMHOMOYEHHbIN
denepanbHbIn OpraH UCNONMHUTENBHOW BacTu 3asiBNEeHWe O BHECEHUU Takux U3MEHeHUW no dopme,
YCTaHOBMEHHOW YNONHOMOYEHHbIM (befepanbHbIM OpPraHoM MUCMOMHUTENbLHOW BNacTu, N npunaraemsle K
HEMY WM3MEHEHWs B yKa3aHHble AOKYMEHTbl, a Takke AOKYMEHTbl, NMOoATBepxaalowmne HeobXxoaMmocTb
BHECEHWS TaKNX U3MEHEHUNA.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 04.06.2018 N 140-d3)

1.1. TMpn HeOBXO0ANMOCTN BHECEHMS B OOKYMEHTbI, COAEpXKaLMecs B perucTpaumMoHHOM LOChEe Ha
3aperucTpupoBaHHbIN  SIeKapCTBEHHbLIM  npenapat  Ans  MeguuMHCKOrO  MNPUMEHEHUS, W3MEHEHUH,
YKa3aHHbIX B MyHKTE 3 4acTu 2 HACTOAWEn cTaTby M TpeOylLlmx NPOBeAeHUs 3KCNepTU3bl KavyecTBa
neKkapCcTBEHHbIX CPeacTB, 3asABUTENb ONOMHUTENBHO NpeacTaBnseT B YNOMHOMOYEHHbIN doefeparnbHbIin
opraH MCMOMHUTENbHOW BflacTM CBeAeHUs O JaTe npefocTaBfeHus U pernctpauyMoHHOM Homepe
NUUEH3MM Ha NPOU3BOACTBO JEKAPCTBEHHbLIX CPEACTB WM CBeAeHMs O [aTe npenocTtaBneHus wu
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pPEerMcTpaumoHHOM HOMepe 3akIIloYEeHUs O COOTBETCTBMM MPOM3BOAUTENS JEKAPCTBEHHbLIX CPeacTB
TpeboBaHWsIM nNpaBun Hagnexaileh MNpOM3BOACTBEHHOM MPaKTUKK, BblAAHHbIX (MpPegoCcTaBNEHHbIX)
YNOMHOMOYEHHbIM defeparnbHbiM OpraHOM UCMOMHUTENbHOW BlAaCTM B OTHOLLEHUN U3MEHEHHON U (1MNnn)
OOMOMHEHHON NPOM3BOACTBEHHOM NNOLAAKN NEeKapCTBEHHOro npenapara, B cny4ae, eCnu npovM3BoacTBo
nekapcTBeHHoro npenaparta ocywectsnserca B Poccuiickon ®depepaumn, nubo ceBegeHns o paTe
npeaocTaBfneHnss U PerucTpaumMoHHOM HOMepe BblOAHHOW  YMOSTHOMOYEHHbIM OpraHoM CTpaHbl
Npon3BOAMTENS NULEH3NN Ha NPOM3BOACTBO JIEKapPCTBEHHOTO Npenapara U ee NepeBo Ha PYCCKUN AA3bIK,
3aBepEHHbIe B YCTAHOBINEHHOM MoOpsiaKe, a Takke CBeAeHUs 0 AaTe NpefoCTaBMeHUs U perncTpaumoHHOM
HOMepe 3aK4YeHUs O COOTBETCTBUM MPOM3BOAUTENS JIEKAPCTBEHHbLIX CPeACTB TPeOOBaHUSAM MNpaBusl
Hagnexallen npon3BOACTBEHHOW NPAKTMKW, BbIAAHHOIO YMOMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMOSTHUTENBHOM BNACTU B OTHOLLEHUN U3MEHEHHOM U (M) AONONHEHHOW NPOM3BOACTBEHHOM NMOLAAKM
NneKkapcTBEHHOro npenapaTa, WM CBeAEHUA O AaTe npenocTaBfieHUs U PeErncTpaumMoHHOM Homepe
pelleHns  ynoriHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BractTM O NpoBeAEeHUU
WHCNEKTMPOBAHUS  MPOM3BOAUTENS  MEKapCTBEHHbIX CPEACTB B Cnydae, ecnv  nNpou3BOACTBO
nekapcTBEHHOro npenapara ocyllecTnseTcsa 3a npeaenammn Poccuiickon ®epepauun.

(vyacTtb 1.1 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. MNpu HeobXxoQMMOCTM BHECEHUS B LOKYMEHTbI, COAepXKallMecs B permcTpaumoHHOM JOCbe Ha
3aperncTpupoBaHHbIA  NIEeKapCTBEHHbIM npenapaT Ans MeAUUMHCKOro MNPUMEHEHUs!, W3MEHEHUR,
YyKa3aHHbIX B MyHKTE 4 4acTu 2 HacTosiwen ctaTbM M TpebyloLwmMx NpoBeaeHUs 3KCNepTMu3bl KayecTBa
NeKapcTBEHHbIX CPEACTB, 3asiBUTENb OOMNOMHUTENBHO MPeaCcTaBnseT B YNOMHOMOYEHHbIW dheaepanbHbIn
opraH MWCMOMHUTENbHOW BrlacTU CBEAEHWs O JdaTe npeaocTaBreHuss U pPerucTpauumoHHOM HOMepe
NMLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MMM CBeAEHus O JaTe npenocTaBfieHns U
perncTpaumoHHOM HOMEPE 3aKMiYeHUs O COOTBETCTBMM MPOU3BOOUTENS NEKapCTBEHHbIX CpeacTB
TpeboBaHWAM npaBun Hagnexawewn MNpon3BOACTBEHHON NPAKTUKK, BblOAaHHbLIX (MPegoCTaBIEHHbIX)
YNOMHOMOYEHHbIM dbeaeparnbHbIM OpraHOM MCMOSTHUTENbHOM BacT B OTHOLLUEHWM MPOM3BOACTBEHHOM
nnowiagkM nekapcTBEHHOro npenapaTa, B clnydae, ecnv NpovM3BOACTBO JIEKAPCTBEHHOro npenapaTta
ocyuwlectBnsietca B Poccuiickon  ®depepauumn, nmbo cBegeHuss O gate  NpefoCcTaBleHus wn
perncTpaumoHHOM HOMepe BblAaHHOW YNOMHOMOYEHHBIM OpraHoM CTpaHbl MPOM3BOAUTENS NULEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHOIO Mpenapata M €e MNepeBOof Ha PYCCKMA $3blK, 3aBEepeHHble B
YCTaQHOBMEHHOM MOPSAKe, a Takke CBeAeHWs O faTe MpefdoCTaBleHus U perncTpauuoHHOM HoMepe
3aKNIOYEHMST O COOTBETCTBMM MNPOU3BOOAUTENS JEKAapCTBEHHbIX CpeactB TpeboBaHuAM npaBun
Hagnexalien npou3BOACTBEHHOW MNPAKTMKW, BbIAAHHOIO YMOMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMOSTHUTENBHOM BNACTU B OTHOLLEHUN NPOM3BOACTBEHHOM NNOLLAAKMA NeKapCTBEHHOro npenapara, unu
cBefeHus O paTe MnpeaoCTaBneHuMs U PerncTpaumoHHOM HOMEpE peLlleHust  YNONHOMOYEHHOro
denepanbHOro opraHa MCMNOMHUTENbHOW BNAacTU O MPOBEAEHUN WMHCMNEKTMPOBAHMS MPOU3BOAUTENS
nekapCTBEHHOro CpeAcTBa B clny4vae, ecrnv NpoM3BOACTBO NEKapCTBEHHOMO Npenapara ocyLecTensieTcs
3a npeagenamu Poccuinckon denepaumn.

(vyacTtb 1.2 BBegeHa defepanbHbiM 3akoHoM OT 04.06.2018 N 140-®3; B pea. PeaeparnbHOro 3akoHa oT
27.12.2019 N 478-93)

1.3. TpuHATME peleHnMs O BHECEHUN WU3MEHEHMA UM 06 OTka3e BO BHECEHWM WU3MEHEHUN B
OOKYMEHTbI, COAepXaljuecss B PEermcTpauuoHHOM [0Cbe Ha 3aperucTpyMpOBaHHbIA JIEKAPCTBEHHbIN
npenapar 4ns MeguLMHCKOro NPMMEHEHUS, B cry4Yae HeobX04MMOCTN NPOBeaEeHUS 3KCNEPTM3bl KayecTBa
NeKapCTBEHHbIX CPEACTB M (UNN) 3KCNEPTU3bl OTHOLLEHMS OXWOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPYMEHEHNS NEeKapCTBEHHOrO npenapara Afs MegULMHCKOrO NPUMEHEHUS] OCYLLECTBISIETCA B CPOK, HE
npeBblLIaLLNA AeBAHOCTA pabounx OHEW, a B OCTalbHbIX Cly4asx B CPOK, HE MPEeBbILAKLWMIA TpuauaTtm
pabounx OHen co OHS MPUHATMSA YNOMHOMOYEHHBIM dbedeparibHbIM OPraHOM MCMOSTHUTENbHOW BNAacTu
3asBIIEHNSA O BHECEHWMN TAKUX U3MEHEHWIA.

(vacTb 1.3 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.4. YnonHomo4eHHbIN defepanbHbIA OpraH MCMOMHUTENbHOW BMNacTM C y4eTOM pe3ynbTaToB
(hapmakoHaz3opa M MPOBEPOK COOTBETCTBUS NEKapCTBEHHbIX CPeACcTB, HAXOAALMXCH B rpaKgaHCKOM
060opoTe, YCTaHOBMEHHbIM TpebOBaHUSIM K MX Ka4yecTBy B TeyeHue AecsTn paboynx gHen co JHA
NMOCTYNSIEHNA COOTBETCTBYIOLWEN MHOPMaUUK pasMellaeT Ha cBoeM oduuMansHOM canTe B CeTu
"MIHTepHeT" cBedeHUss 0 HeOOXOAMMOCTU BHECEHUS B WMHCTPYKUMIO MO MEAMLMHCKOMY MNPUMEHEHMUIO
nekapcTBEHHOro npenapata M3MEHEHUN B OTHOLUEHWW CBeAEHU O MokasaHusX And MpUMEHEHUs U
NPOTUBOMOKA3aHMAX AN NPUMEHEHNST NTEKapCTBEHHOIO npenapaTta, BbIiBNIEHHbIX NOOOYHbLIX AENCTBUSAX,
HeXXenaTesNbHbIX peakuusix npu NpUMMEHEHMM JIEKAapCTBEHHOrO npenapaTta M yBedoMnsieT o6 3ToM B
3NEKTPOHHON bopMe MM NUCbMEHHOW dopMe (Ha OymakHOM HOcuTerne) AepXaTenst unu Bnagenbua
pPervcTpaumoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenaparta (unu YnorHOMOYEHHOE WM Apyroe
lopyanyeckoe nuuo), a Takke Aepxatenenm unv BnagenbueB perMcTpauMoOHHbIX  YOOCTOBEPEHMWN
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nekapcTBeHHbIX npenapaToB (Mfy YNONHOMOYEHHbIX UMW APYTUX HOPUANYECKUX ML), KOTOPbIE ABMSOTCS
B3aMMO3aMEHSEMbIMM.
(vyacTb 1.4 BBegeHa deaepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)

1.5. depxaTenb Unv Bragenew perMcTpaumoHHOro yaoCcTOBEPEHMS NIeKapCTBEHHOro npenapaTa, a
Takke gepxaTtenv unv Briagenblbl PerMcTpauroHHbIX YAOCTOBEPEHUI NIEKAPCTBEHHbBIX NpenapaTos (v
YMONTHOMOYEHHbIE UMW OpYrve puanyeckme nuua), Kotopble SIBNATCA B3aumMmo3aMeHsieMbiMy, 06s13aHbI
NpeacTaBnTb B YNOSTHOMOYEHHbIV dhefepanbHbI OpraH UCMOMNHUTENBHOW BIAcTU 3asiBNIeHMS O BHECEHMWM
M3MEHEHUA B [AOKYMEHTbl, COAEpXalUMecsi B PErncTpauuoHHbIX [OOCbe Ha 3aperncTpyvpoBaHHbIe
nekapcTBeHHble Mpenapatbl ANs MEeLUUMWHCKOrO NMPUMEHEHWs!, B OTHOLLEHWW CBELAEHWUN, YKa3aHHbIX B
WHCTPYKUUN MO MEeOULMHCKOMY MPUMEHEHUIO NEKAPCTBEHHbLIX MpenapaToB, B TEYEHWE copoka paboumx
OHEN CO [OHs pasMeLLleHUss YMNorIHOMOYEHHbIM hbefeparnbHbiM  OpPraHOM MCMOSHUTENBHOW BNacTu
WHpopmaLmm, ykazaHHon B Yactu 1.4 HacTosiwen ctaTbn. [laHHOe TpeboBaHMe He pacnpoCcTpaHAeTCcHa Ha
crny4yan BHECEHUS! B MHCTPYKLMIO MO MEAULMHCKOMY NMPUMEHEHUIO NEKapCTBEHHOMO Npenaparta N3MeHeHuM
B OTHOLLEHWM HOBbIX MOKa3aHWi ANs NpUMEHEHUS NIEKApPCTBEHHOIO NpenapaTta Ha OCHOBaHWM pe3ynbTaToB
COOTBETCTBYIOLLUX UCCIIE00BaHUN.

(4acTb 1.5 BBegeHa deaeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. 3kcnepTu3a NekapcTBEHHbIX CPEACTB B YaCTW 3KCNEPTM3bI Ka4eCcTBa NekapCTBEHHOMO CPEACTBA U
(Mnn) aKkcnepTU3bl OTHOLLEHUS OXUAAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUsI NeKapCTBEHHOIO
npenaparta Ans MeAMLMHCKOrO NPYMEHEHUsSI MPOBOAUTCS B Criydyae BHECEHUS U3MEHEHU B OOKYMEHTbI,
cofepxallimecs B PerMcTpauMoHHOM [OCbe Ha 3aperMcTpuvpoBaHHbI JIeKapCTBEHHbIM npenapaTt, B
OTHOLLEHMWU:

1) cBeAeHW, yKasaHHbIX B WHCTPYKUMM MO MEOWULMHCKOMY MPUMEHEHUIO FEKapCTBEHHOIO
npenapara:

a) JleKapcTBeHHaA cbopma C YKa3aHnem HanMeHOBaHMN N KONMYECTBEHHOMO CoCTaBa D,eIZCTBleLU,VIX
BelleCTB N Ka4eCTBEHHOro coctaBa BCrnomMoraTtesibHbIX BELWECTB (Flpl/l HeobxoaMMOCTH KONMMYECTBEHHOIO
COCTaBa BCnomorarTesibHbIX BeLLl,eCTB);

0) hapmakoguHamuka 1 papmMakoKMHETUKa (3a UCKIOYEHEM (bapMakoKMHETUKN rOMeonaTU4eCcKmx
neKkapcTBEHHbIX MpenapaToB U pacTUTENbHbIX NIEKAPCTBEHHbLIX NpenapaTos);

B) NoKa3aHus Ans NPUMEHEHNS;
r) NpoTMBOMNOKa3aHus Ans NpUMEHEHUS;
[) Mepbl NPefOCTOPOXHOCTM NPU NPUMEHEHUN;

e) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NpUMEHEeHNA JeKapCTBEHHOIo npenapata And
MeOANULUMNHCKOro  npuMeHeHusa 6epeMeHHbIMI/I XeHWnHaM, XKeHwmHamm B nepuon rpygHoro
BCKapMinBaHuA, neTbMU, B3POCIbIMUA, UMELWNMN XPOHNYECKHE 3aboneBaHus;

X) pexuMm 003UpoBaHusl, cnocobbl BBEAEHUSI U MPUMEHEHUS, NPU HEOOXOAMMOCTM BpeMsi npuema
neKkapCcTBEHHOro npenapara, NpoAoIPKUTENbHOCTb NIeYEHUs, B TOM YNCIE y AeTel A0 U Nocne OQHOro roaa;

3) BO3MOXHble No6oYHbIE AEUCTBUA U HEXenaTerbHble peakuun Npu NpruMeHeH fieKapCTBEHHOIo
npenapara;

1) CUMNTOMbI NepPefo3VPOBKM, MEpPbI MO OKa3aHWo NOMOLLM NPpU Nepeao3npoBKe;
K) B3aMMoZeNcTBUE C APYrUMU NEKapCTBEHHbIMMW NpenapataMu 1 (Unu) NULLEBBLIMU NPOAYKTaMU;
) bopMbI BbINyCka NekapCTBEHHOro npenapara;

M) ykasaHue (Npu HeoBXoAMMOCTU) ocobeHHoCcTel AeWCTBUS NeKkapCTBEHHOro npenaparta npu
nepBoM npueme U Npu ero OTMEHE;

H) cBefieHNna 0 BO3SMOXHOM BJITMAHUW NEeKapCTBEHHOro npenaparta gna MmeguumHCKoro npuMeHeHus
Ha cnocobHOCTb ynpaendaTb TPAHCMNOPTHBIMKU CpeaAcTBaMU, MeXaHU3MaMu;

O) CPOK roAHOCTU N yKa3aHue Ha 3anpeTt npumMeHeHUA nekapCTBeHHOro npenapara no ncteveHnn
CpOKa rogHoCTu;
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M) yCrnoBWsi XpaHEHUS;

p) yCrioBusl OTNYCKa;

2) cocTaBa NnekapCcTBEHHOro npenapara ansg MeauuuHCKOro NnpuMeHeHus;

3) nsmeHeHMa MecTa NPON3BOACTBA NeKapCTBEHHOro npenapaTta ans MeguuMHCKOro NpUMeHeHs;

4) M3MEHEHNS nokasaTernen KayecTea NNIeKapCTBEHHOro npenaparta and MeguumHCKOro npuMmeHeHud
n (VIJ'IVI) MeTOO0B KOHTPOJIA Ka4YeCTBa J1IeKapCTBEHHOIO npenaparta anda MmeanumnHCKOoro npuMeHeHuA,;

5) nameHeHUs1 cpoka rogHOCTW NekapCTBEHHOMO Npenapara Ans MeaUUMHCKOrO NPUMEHEHNS;

6) cBedeHM O HeoOXOOUMOCTM BHECEHUS] MHbIX WU3MEHEHWUA B WMHCTPYKUMIO MO MeOMLMHCKOMY
NPUMEHEHNIO JEKAapCTBEHHOrO nMpenapata, a Takke B WHble [OOKYMEHTbl, cogepxaluecs B
perncTpaumoHHOM [OCbe Ha 3aperMcTpuMpoBaHHLIN FleKapCTBEHHLINM npenapat. Mpyu 3ToM pelueHue o
NpOBEAEHNMN SKCNEPTN3bl KAaYeCTBa NEKAPCTBEHHbLIX CPeaCTB U (UIN) 3KCNEPTU3bl OTHOLLEHUST OXXUAAEMOM
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEeKapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMeHeHns
NPUHUMAETCa B COOTBETCTBMM C  YTBEPXAEHHOW YMOMHOMOYEHHbIM defepanbHbiM — OpraHoM
WCNOMHUTENBHOM BMAacTW Kraccudumkaunen M3MEHEeHUN, BHOCMMbIX B [OKYMEHTbI, coaepXalimecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpMpoBaHHbIV NEKapCTBEHHBIN Npenapart.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. 3asBuTens BNpaBe NpeacTaBUTb NO COBCTBEHHON MHULMATUBE BMECTE C 3asiBIIEHNEM O BHECEHWU
M3MEHEHUA B [OKYMEHTbI, CcoAepXaliuecsl B perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA
nekapcTBEHHbIN npenapat ANs MeQULMHCKOrO MPUMEHEHWs!, KOMWU OOKYMEHTOB, MOATBEPXAAKOLLUX
ynnarty rocygapCTBEHHOW MOLUMMHbI 3@ BHECEHWE B OOKYMEHTbI, COAEepXaluMecs B perMcTpalMoHHOM
[0Cbe Ha 3aperncTpupoBaHHbI NEeKapCTBEHHbIN NpenapaT AN MeauUMHCKOrO NPUMEHEHUS, U3MEHEHUIA,
TpeOyloWmMX NPOBEAEHUsT 3KCNEPTU3bl JIEKAPCTBEHHBIX CPEACTB B 4acTU 9IKCMEepTM3bl KayecTBa
neKapCcTBEHHOro cpeacTsa M (UNn) KCNEePTU3bl OTHOLLEHUSI OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NeKapCTBEHHOro npenapaTa Ans MeAULMHCKOrOo NPUMEHEHNS, rOCYAapCTBEHHOW MOLUSVHBI
3a BHECeHMe B [OKYMEHTbl, coAepXallnecss B perucTpauvMoHHOM [OCbe Ha 3apervcTpupoBaHHBbIN
nekapcTBEHHbIN npenapaT Ans MeAMLMHCKOrO NPUMEHEHWs, U3MEHEHWI, He TpebylLmnx npoBeaeHus
3KCMepTU3bl NIEKAPCTBEHHOrO CPEACTBA, a Takke BbiAdaBaeMble (NpefocTaBnsieMble) YNOoNHOMOYEHHbIMU
denepanbHbIMU OpraHaMu UCMONHUTENBHON BNacTW JAOKYMEHThI (CBEAeHWs1), yKa3aHHble B YacTsax 1.1 u
1.2 HacTosiwen crtatbu. B cnyyae wux HenpeacTaBreHWsi YNONHOMOYEHHbIN deaepanbHbIi opraH
WCMOMHUTENbHOW  BMacTW  3anpallMBaeT  ykasaHHble  [OKYMEHTbl  (CBeAeHust) B nopsiake
MEXBEAOMCTBEHHOIO MHPOPMAaLMOHHOIO B3aUMOAENCTBUS.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

4. B TeueHne gecatu pa6oqu OHen co gHs NOCTynneHnd yka3aHHOro B 4actu 1 HacTosLEeN cTaTbn
3asBMNeHnss 1 HeobXoauMbIX OOKYMEHTOB yHOﬂHOMOLIeHHbIVI (beﬂ,epaﬂbell?l opraH MCMNONHUTENbHON
BnacTu:

1) NPOBOAUT NPOBEPKY MOMHOTbLI U JOCTOBEPHOCTW CBEAEHUI, COAEPXKaLLUUXCA B NPeAcTaBeHHbIX
3asiBATENEM maTepuanax;

2) NpUHUMAaET pelleHne 0 NnpoBeaeHUN yKa3aHHbIX B 4aCcTun 2 HaCToSLLEN CTaTb COOTBETCTBYHOLLNX
9KCMNMepTn3 NnekapCcTtBeHHOro cpeacrtea uUnn 00 oTkase B ux npoeBeaeHunn,

3) yBegomnseT B 3NEKTPOHHON UM NMUCbMEHHOW hopme 3asBUTENSA O NPUHATOM PELUEHUN UMK B
cny4dae NpuHATUA pelleHna 06 oTkase B nposeaeHun COOTBeTCTBleIJJ,eVI 9KCNepTun3bl C ykasaHnem npuynH
Takoro oTkasa.

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

4.1. B cnyyae BbISBMEHUS1 HEOOCTOBEPHOCTU CBEOEHWUN, coAepXaliuxcd B MpeacTaBreHHbIX
3asBUTENEM MaTepmanax, ynoriHoMOYeHHbIN deaepanbHbii opraH UCMOMHUTENbHOW BNacTn HanpasnsaeT
3aABUTENO 3anpoc 00 YTOYHEHWM YKa3aHHbIX CBeAeHMW. [daHHbIM 3anpoc MOXeT ObiTb nepenaH
YNOSTHOMOYEHHOMY MpeACcTaBUTEN 3asBUTENS NMYHO MOA4 PacnUCKy, HarnpasfeH Mo no4vte 3akasHbIM
NMUCbMOM WK nepefaH B 3NEeKTPOHHON hopMe Mo TeneKOMMYHUKaLMOHHBLIM KaHanam ceasu. B cnyyae
HanpasfieHMs JaHHOro 3anpoca Mo NoYTe 3akasHbIM MMCbMOM OH CYMTAETCS MOSTYYEHHBLIM NO UCTEYEHUN
LecTu AHeN ¢ AaTbl HanpaBreHna 3akasHoro nNMcbma.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb obs3aH npeactaBmnTb OTBET Ha 3anpocC YrnoJIHOMOYEHHOro cbep,epaanoro opraHa


consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265CDD05F1017A81E039D60E68697C98725D3D2E1C3249E177445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E571455E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4047A81E039D60E68697C98725D3D2E1C334CE77E4601444CAF52021F9DFDEA7C7D3F5260m7K
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4047A81E039D60E68697C98725D3D2E1C334CE6774601444CAF52021F9DFDEA7C7D3F5260m7K
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD501F6027381E039D60E68697C98725D3D2E1C3249E3774E5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E57E495E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265FD502F5057681E039D60E68697C98725D3D2E1C3248E0774F5E4159BE0A0E168BE3ED65613D50076CmCK

WCMNOSHMTENBHOW BNACTW B CPOK, HE NPEBbILLALLNIA AeBAHOCTA paboymnx AHEN CO OHSI MONYyYeHMs JAHHOIOo
3anpoca. CpokK, ykasaHHbI B 4acTu 4 HacTOsILLEN CTaTbW, MPUOCTAHABMNMBAETCS CO OHSA HanpaBneHusi
3as8BUTENO 3anpoca YMNONTHOMOYEHHOrO dhefepanbHOro opraHa MWCMOMHWUTENbHOW BNactM A0 OHSA
nosfy4YeHnss UM OTBETA Ha AaHHbIA 3anNpoc U He YYMTbIBAETCS NPU UCHUCTIEHUM CPOKa NPUHATUS peLleHmns
O BHECEHUMM U3MEHEHUA B [OOKYMEHTbl, COAepXalimecss B  pPerncrpauuMoHHOM [OoCbe Ha
3aperncTpMpoBaHHbI NEKAPCTBEHHBIN Npenapat Ans MeAULMHCKOTO NPUMEHEHMS.

(4acTb 4.2 BBegeHa dPeaeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM anga oTkasa B MPOBEAEHWWN YKa3aHHbIX B 4YacTW 2 HACTOsILLEW CTaTbM 3KCNepTu3
ABNAETCA NpeAcTaBneHne A0KYMEHTOB, NepeyncrieHHbIX B YacTax 1 n 3 HacTosLwen cTaTtby, B HEMOMHOM
obbeme, HenpeacTaBneHue 3asiBUTENEM B YCTAHOBMNEHHbIN CPOK OTBETa Ha YyKa3aHHbl B 4actu 4.1
HacTosLLEeN cTaTbM 3anpoc YNONTHOMOYEHHOro dbeiepanbHOro opraHa UCMOMHUTENBHOW BNAcTK, a Takke
OTCYTCTBME B NpeAcTaBMNeHHbIX AOKYMEHTax AOCTaTOYHbIX CBEAEHUN, NOATBEPXKAAOLWMNX HEOBX0ANMOCTb
BHECEHWSI UBMEHEHWUI, NN OTCYTCTBUE MHOPMaLMK, NOATBEPXKAAloLWeN bakT ynnaTbl roCy4apCTBEHHbIX
MOLUSINH, YKa3aHHbIX B 4acTu 3 HacTosALWEeN CTaTbu.

(B peqn. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4acTu 2 HACTOSLLEN CTaTbW 3KCNEPTM3bl MPOBOAATCH B NOPSiAKE, YCTAHOBIEHHOM
crtatben 23 HacToswero deaepaneHOro 3akoHa.

7. B cpok, He npeBblWalWNn AecaTtn pabounx AHEW CO AHSA MOSyYeHUs1 3aKMHOHYEHUA KOMUCCUIA
3KCMEPTOB MO pe3ynbTaTam ykKasaHHbIX B 4acTh 2 HaCTOsILEN cTaTbM 3KCMEPTU3, YMNONTHOMOYEHHbIV
deaepanbHbI opraH UCNOSTHUTENBHOW BacTy:

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1) NPMHMMAET peLLeHNe O BHECEHUN U3MEHEHUI B JOKYMEHTbI, CoOAepKallnecs B perncTpaumoHHOM
[OCbe Ha 3aperncTpupoBaHHbIA NEKapCTBEHHbIA npenapaTt Ans MeOULMHCKOro MpUMEHEeHWs, unu ob
OTKa3e BO BHECEHUW TaKUX U3MEHEHWUI;

2) BHOCUT B rOCYA4apCTBEHHbIN PEECTP NEKAPCTBEHHbLIX CPEACTB HA OCHOBAHWUN PELLEHNSI O BHECEHWU
M3MEHEHUA B [OKYMEHTbl, CcoAepXallMecss B PerncTpaLuoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
nekapCTBEHHbIN Npenapat Anst MeAUUUHCKOrO NpMMeHeHUsl, Heobxoanmble M3MEHEHMS 1 BO3BpaLLaeT nX
3aaBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE PErMCcTpaLMoOHHOE YOOCTOBEPEHWE IEKAapCTBEHHOro npenapaTta B
cny4ae U3MeHeHUs CBeeHU, coaepXKaLlmMxcs B HEM.
(n. 3 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHveM p[ns OTKa3a BO BHECEHWM W3MEHEHWA B [OOKYMEHTbI, cogepxaliuecs B
PErMCTPaLMOHHOM [OCbe Ha 3apermcTpuMpoBaHHbLIA JeKapCTBEHHbI Mpenapat Ans MeauLMHCKOro
NPUMEHEHNs, SIBMSIETCS 3aKmntoyeHmne YnonHOMOYeHHOro deaeparnibHOro opraHa MCNONHUTENBHOM BNacTy
0 BO3MOXXHOCTM CHUXEHUsi 6e30nacHOCTH, kayecTBa, 9PPeKTMBHOCTM NEKapCTBEHHOrO CPEACTBA B Cryyae
BHECEHUsI TaKUX U3MEHEHUNA.

9. [OonyckaeTcs obpalleHue NekapCTBEHHbIX NpenapaToB AN MEeAWMLMHCKOro MPUMEHEHWs [0
NCTEYEHUs CpoKa roOHOCTM, NPOMU3BEAEHHbIX B TEYEHUE CTa BOCbMUAECHATU OHEW nocne AaTbl NPUHATUS
YNOSTHOMOYEHHbIM heaeparbHbiM OPraHOM MCMOMHUTENBHOW BNAcTU PELLUEHNST O BHECEHUM U3MEHEHUI B
JOKYMEHTbI, cofepXalmecs B pPerncTpauMoHHOM [JoCbe, B COOTBETCTBUM C  WHOpMaLMER,
copepxallencst B JOKYMEHTax perucTpaumoHHOro 4OCke Ha NEKAPCTBEHHbIN Npenapar A0 AaTbl NPUHATUS
TaKOro peLueHust.

(vacTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10. TMpaButenbctBo Poccunckon Pepepaumm BnpaBe YCTAHOBUTb OCOOEHHOCTM BHECEHUS
U3MEHeHNA B [OKYMEHTbl, cojepXallnecda B permcTtpauuoHHOM [O0Cbe Ha 3aperncTtpupoBaHHbIv
nekapCTBeHHbI MpenapaT Ans MeOULMHCKOrO MpPUMMEHeHMs, B crnydae AedekTypbl WAM  pucka
BO3HMKHOBEHUSA AedeKTypbl TeKapCTBEHHbIX NMpenapaToB B CBA3W C BBEAEeHUEM B OTHOLLEHUN Poccuinckom
degepaummn orpaHNYUTENbHBIX MEP 9KOHOMUYECKOrO Xapakrepa.

(vyacTtb 10 BBegeHa denepanbHbimM 3akoHoM oT 08.03.2022 N 46-03)

CrtatbA 31. BHeceHMe U3aMeHeHU B 4OKYMEHTbI, coAepKalumecsi B permcTpaumoHHOM AoCbe
Ha 3aperncTpupoBaHHbLIN NeKapCTBEHHbIN Npenapar Ans BeTepuHapHOro NpMMeHeHus

1. B uensx BHECEHUS U3MEHEHU B OOKYMEeHTbI, coepxalwmnecqa B permctpaumoHHOM OOCbe Ha
SaperI/ICTpVIDOBaHHbIﬁ ﬂeKapCTBeHHbIIZ npenapart Aanda BeTepuHapHOro npuMeHeHua, gepxartesib WUin
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Bnagerney perMcTpaumoHHOro yOoCTOBEPEHMUS NEeKapCTBEHHOro npenapata WUiu YnorHOMOYEHHOE UM
Apyroe topyamdeckoe nNuuo (aanee B HacCTOSLEN CTaTbe - 3asBUTENb) NPeAcTaBnseT B YNOMHOMOYEHHbIN
denepanbHbll OpraH UCMNOMHUTENBHOM BacTU 3asiBNEHWE O BHECEHMM Takmx M3MEHEHUn no dopme,
YCTaHOBMEHHOW YNOMHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMOMHUTENBHOW BNACTW, W npunaraemble K
HEMY M3MEHEHUs B YyKasaHHble AOKYMEHTbl, a Takke OOKYMEHTbl, nogTBepxaatowmne HeobxoaMMocTb
BHECEHWsI TaKUX M3MeHeHun. [Npn HeobXxoanMOCTN BHECEHUS N3MEHEHWI B JOKYMEHThI, COAepXallnecs B
pervcTpaumoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN FfleKapCTBEHHbLIM MNpenapaTt Ansi BeTepyHapHOro
NPUMEHEHWS, B CyYasx U3MeHeHUs 1 (nn) JONONMHEHUsi NPOM3BOACTBEHHOW MIOLLAAKN NNEKAapCTBEHHOTO
cpencTBa, a Takke M3MEHEHUS NokasaTernen kavyecTBa NeKapCTBEHHOro npenapara Ans BeTepuHapHoro
NpMMeHeHns 1 (unmn) MeTOAOB KOHTPOMS KadecTBa flekapCTBEHHOrO npenapata Ans BeTepuHapHOro
NPMMEHEHNS 3asiBUTENb [AOMOSNIHUTENbHO NpeacTaBnseT B YMNOSIHOMOYEHHbIV dedeparnbHbIi opraH
UCMNOMHMTENBHOW BNacTu cneayowmne JOKYMEHThl (CBeaeHus):

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHust 0 gaTe NPefoCTaBEHUS U PErMCTPaALMOHHOM HOMEpPE FfMUEH3UM Ha MPOM3BOACTBO
NeKapcTBEHHbIX CPeACTB, MPeAOCTaBNEHHOW MNPOU3BOAMTENID JIEKAPCTBEHHOrO npenapata Ans
BETEPUHAPHOIO NPUMEHEHUS!, NSt POCCUICKMX NPOU3BOANTENEN;

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBegeHua O Aate NpefocTaBfieHns M PerncTpaunmoHHOM HOMeEpe MUUEH3WUM Ha NpOou3BOACTBO
nekapCTBeHHbIX CPeacTB, MNPedOCTaBMEHHOW npov3BoauTento  dapmaueBTnyeckon cybctaHumw,
BXOAsILLEN B COCTaB NIEKApPCTBEHHOro npenapata Onsd BeTepPUHapHOro MpUMEHEHUs, O5ns POCCUMNCKUX
npounsBoauTenew;

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

3) KOnua OOKYMeHTa, BblAAaHHOIo ynoJIHOMOYEeHHbIM OpraHoM CTpaHbl npou3BoanTend ona Ka>KJJ,OI7I
NPOM3BOACTBEHHOW NNOLWAAKM FeKapCTBEHHOrO npenapata Ans BETEePUHapHOro MpPUMEHEHUs |
noaTBEpXKAaloLEero COOTBETCTBME MPOU3BOAUTENST NEKApPCTBEHHOro npenapara TpeboBaHuaM npasun
Hagnexawie npoV3BOACTBEHHOW MpaKTUKW, WM €ero nepeBo Ha PYCCKUN HA3blK, 3aBEepPeHHble B
YCTaHOBJITIEHHOM MopAOKe, a Takke Konua 3akrn4vYeHnda O COOTBEeTCTBUK Npou3BoanNTENA NeKapCTBEeHHbIX
cpeacTs TpeboBaHUAM NpaBui Hagnexallen Npon3BoACTBEHHOW NPAKTUKN, BbI4AHHOMO YNOTHOMOYEHHbIM
denepanbHblM  OpraHoOM  WUCMONHUTENbHOW BMRacTyM ANA  KaX[4oW NpOU3BOACTBEHHOW nroLagku
nekapCTBEHHOro npenaparta Ana BeTepUHapHOro MpUMEHeHUsl, MO0 KOMWA peLleHnst O NpPOBEeAEHUU
WHCNEKTMPOBAHNS  MNPOU3BOAMTENSA  NEKapCTBEHHbIX  CPeAcTB,  MNPUHATOrO  YNONTHOMOYEHHbIM
denepanbHblM  OpraHoOM  WUCMONHUTENbHOW BMRacTM ANA  KaX[4oW NpOU3BOACTBEHHOW nrolagku
nekapcTBeHHOro npenaparta Ans BETepUHaApHOro NpMMeHeHus. YKasaHHble JOKYMEHTbI NpeacTaBnsaoTCs
B Crfyyae, ecnu npoM3BOACTBO JieKapCTBEHHOro npenapata AN BeTepUHApHOro npuUMeHeHus
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu;

4) KkonMWa [OKYMEHTA, BbIJAHHOTO  YMOMHOMOYEHHBIM OpPraHoM CTpaHbl  MPOU3BOAUTENS
dhapmMaLeBTUYECKON cybcTaHumm " noaTBepXXaatoLLero COOTBETCTBUE npousBoauTens
hapmaLeBTMHECKON CYyOCTaHLMK, BXOASLEN B COCTaB NEKapCTBEHHOMO npenaparta Ans BeTepuHapHoro
npUMeHeHNsi, TpeboBaHNSAM MNpaBui Hagnexallen NpoM3BOACTBEHHOM MPaKkTUKW, U ero nepeBoq Ha
PYCCKUA  A3blK, 3aBEpPEHHble B YCTAHOBMIEHHOM MOpsAKe, B Cfy4ae, €cnvu NPOu3BOACTBO
dhapmaLeBTMHECKON CyDOCTaHLUMM OCyLLeCTBNAeTCA 3a npeaenamn Poccuiickon ®eagepaunn.

(vyacTtb 1 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

1.1. B cnyyae uamMeHeHus n (Mnu) OONONHEHUS MPOU3BOACTBEHHOM MMOWAAKN NeKapCTBEHHOMO
cpenctBa LOKYMEHTbI, yka3aHHble B 4YacTy 1 HacToslen cTaTtbW, NpeacTaBrisioTcs 3asiBUTENEM B
OTHOLUEHMN U3MEHSEMON W (UNK) [OOMOSMHSAEMON MNPOU3BOACTBEHHOW MMOLWAAKM JIEKapCTBEHHOIO
cpenctea. PelueHne o BHECEHUN M3MEHEHUI B LOKYMEHThI, COAEpXaLLMeCs B permcTpaLMoHHOM JOCbE Ha
3aperncTpupoBaHHbIf NEKapCTBEHHLIN NpenapaT AN BETePUHApPHOro NpuMeHeHus, unm ob otkase B MX
BHECEHUN NPUHMMAETCS B Crlydae HEOOXOAMMOCTM NPOBEAEHUS SKCNEPTU3bI NIEKAPCTBEHHOIO CPeACTBa B
CPOK, He npeBblaWniin feBsiHoCcTa paboynx OHEN, a B OCTalbHbIX Cy4Yasx B CPOK, HE MPeBbILLAOLLMNA
Tpuauatn paboumx gHen co OHs NPUHATUS YMONTHOMOYEHHbIM defeparbHbiM OpraHoOM MCMOSHUTENbHOW
BacTyu 3asBNEHNS O BHECEHUU TaKUX NU3MEHEHUN.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

1.2. B cnyyae peopraHusauumn gepxatend unu Bragenbla perucTpauroHHOro yaoCTOBEPEHMS
nekapCTBEHHOro npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUs, pa3paboTyMka unu npov3BOAUTENS
nekapcTBeHHOro npenapaTta Ang BeTEPUHaAPHOro NPUMEHEHUs B 3asiBNEHUN O BHECEHUU U3MEHEHUI B
OOKYMEHTbI, coAepXaluecs B pPerucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NeKkapCTBEHHbIN
npenapaTt Ons BeTEpPUHAPHOro NPUMEHEHWs, YKasblBalOTCs [aHHble AOKYMEHTa, NoATBepXaatoLlero
BHECEHME COOTBETCTBYIOLLMX M3MEHEHUN B EOUHBIA rocydapCTBEHHbIA peecTp Hpuanyecknx nuy, (ons
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opraHusauui, 3apermcTpupoBaHHbIX Ha Tepputopum Poccuiickon depepaummn), UnuM MHOrO OOKYMeEHTa,
noATBEPXKAAOLLEro peopraHn3auunio opnanyeckoro nuua (Ans opraHnsauuii, He 3aperMcTpMpoBaHHbIX Ha
Tepputopun Poccunckon depepaummn). 3agBneHme 0 BHECEHUN U3MEHEHWI B AOKYMEHTbI, coAepallmnecs
B PErmcTpaumoHHOM OOCbe Ha 3aperncTpUpOBaHHbIN NEKAPCTBEHHLIM NpenapaTr Ans BeTepUHapHOro
NPUMEHEHNs], U Npunaraemble K HEMY LOKYMEHTbl NPeACTaBNATCA B YNOMHOMOYEHHbIM dhefeparnbHbii
opraH WCMONHUTESNIbHOM BMacTM He Mno3gHee 4Yem 4vepe3 TpuguaTb paboumx OHEW CO AHS BHECEHUS
COOTBETCTBYIOLLNX U3MEHEHUIN B EQUHBIN rocyaapCTBEHHbIV PEECTP HOPUANHECKNX NAL, (418 OpraHu3aunin,
3aperncTpmpoBaHHbIX Ha TeppuTopumn Poccuiickon ®egepaunm) unm co aHst NPUHATUS COOTBETCTBYHOLLIENO
OOKYMEHTa, noaTBEPXOAloLWEero peopraHu3auuio  lopuanmyeckoro nuvua (ons  opraHusauun, He
3aperncTpupoBaHHbIX Ha Tepputopumn Poccuiickon ®egepaummn). B cnydyae peopraHusauuu gepxatens
uUnu BnagenbLa perncTpaumMoHHOro YAOCTOBEPEHUS NEKAapCTBEHHOro npenapaTta ans BeTepuHapHOro
NPUMEHEHNsT 3asiBfieHNe O BHECEHUWM U3MEHEHWA B AOKYMEHTbl, coAepXalimecs B peructpauyoHHOM
A0Cbe Ha 3aperMcTpmpoBaHHbIA NEKAPCTBEHHbIN NpenapaT Ans BETEPMHAPHOro NpMMEHEeHUs1, nogaeTca
OpUaNYEecKMM nULOM, KOTOPOMY B XO4e peopraHusaumm nepefaHo npaBO BRadeHUsl Takum
perncTpaumoHHbIM YA0CTOBEPEHUEM.

(vacTb 1.2 BBegeHa depepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

2. B cnyyae BHeCeHVs1 U3MEHEHUIN B JOKYMEHTbI, cogepXalluecs B permcTpaumMoHHOM OOCbe Ha
3aperucTpMpoOBaHHbIA NEKapCTBEHHbIM NpenapaTt Ans BEeTEepPMHApHOro MNPUMMEHEHWS, B OTHOLUEHMWM
CBeAEeHUN, ykasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHKTa 7 yacTtn 3 ctatbun 17 HacToALLEro
denepanbHOro 3akoHa, U3MEHEHUS U (Mnn) JOMONTHEHWS NPOU3BOACTBEHHON NIOLLAAKN NeKapCTBEHHOro
CpeAcTBa, a Takke B Criydae W3MEHEHWsl rnokasaTenemn kayecTBa NEKapCTBEHHOro npenapata angd
BETEPMHAPHOrO MpUMEHEHUs U (UnM) MeToOO0B KOHTPONSA KadecTBa NEeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOrO MPMMEHEHMSI NPOBOAUTCHA JKCNepTM3a NEKapCTBEHHOro cpeactea Ans BETEPUHAPHOro
npumeHeHnsi. B cnyyae HeobBXOAMMOCTU BHECEHMSI MHBbIX U3MEHEHUA B OOKYMEHTbI, cogepalimecsa B
pervcTpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN FIeKapCTBEHHbLIV MNpenapaTt Ansi BeTepyMHapHOro
NPYMEHEHWS, 9KCNepPTN3a NeKapCTBEHHOMO CpeacTBa ANsi BETEPUHAPHOIO NPUMEHEHMWS HE NPOBOANTCS.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. 3agBuTens BNpaBe NpeacTaBUTb N0 COGCTBEHHOM MHULIMATMBE BMECTE C 3asiBNIEHNEM O BHECEHUU
U3MEHEHNA B [OKYMEHTbI, coAepxaliuecsa B pPermcTtpauuoHHOM [O0Cbe Ha 3aperncTpupoOBaHHbIN
NeKapcTBEHHbIA MpenapaTt Ans BeTepUHApPHOro NPUMEHEHUS, KOMUM OOKYMEHTOB, MOATBEPXOAMOLLNX
ynnaTty rocyaapCTBEHHOW MOLWMMHBbI 32 BHECEHME B AOKYMEHTbI, coAepXallMeca B pPerncrpaumoHHOM
O0Cbe Ha 3aperncTpupoBaHHbIV NIEKapPCTBEHHbIN Npenapar 418 BEeTEPUHAPHOIo NPUMEHEHUS, USMEHEHUN,
Tpebyowmx NpoBeaeHUs 3SKCNepTu3bl JIEKApCTBEHHOrO CpeAcTBa, WU U3MEHEHWRn, He Tpebyrowwmx
NnpoBeAEeHNs SKCNepPTU3bl NlekapCTBEHHOrO cpeacTBa. B cnyyae Heob6xoouMOCTU U3MEHEHUSI CBEAEHWUN,
coepxallmxca B peructpauMoHHOM YAOCTOBEPEHUU NeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NpPUMeEHeHWs1, C 3asBNeHUeM, yKasaHHbIM B YacTu 1 HacTosLLeln cTaTbK, 3asBUTENb BNpaBe NpeacTaBUTb
no coOCTBEHHON MHULMATMBE KON AOKYMEHTa, NOATBEPXKAAIOLLEro ynnaty rocygapCTBEHHOM NOLUIUHBI
3a BblJady perucTpauMoHHOro YAOCTOBEPEHUA feKkapCTBEeHHOro npenaparta. 3asBuTenb Bnpase
npeacTaBnTb N0 COBCTBEHHOM MHULMATMBE CBEAEHUSA O NULEH3USIX, YKa3aHHble B NyHKTax 1 n 2 yactum 1
HacTosWen cTaTbM, a Takke BblgaBaeMble YMNOMHOMOYEHHbIMKM  drefepanbHbIMU  OpraHamu
UCNONMHUTENBHON BracTV OOKYMEHTbI, yKasaHHble B nyHkTe 3 4vactu 1 Hacrosiwewn ctateu. B cnydvae
HenpeacTaBneHnss yKasaHHbIX [JOKYMEHTOB (CBedeHMMN) YNONMHOMOYEHHbIM dedeparnbHbii - OpraH
WUCMONMHUTENBHOM  BNacTWM  3anpaliuBaeT  yKal3aHHble  [OKYMEHTbl  (CBedeHus)) B nopsiake
MEXBEAOMCTBEHHOIO MHPOPMAaLIMOHHOIO B3aUMOAENCTBUS.

(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

4. B cpok, He npeBblWwaloWwnin Aecatn pabounx gHen Co AHA NOCTYMNEHUs yka3aHHOro B yactu 1
HacTosILLen cTaTbM 3asBreHVs M HeobxoAMMbIX OOKYMEHTOB, YNOMHOMOYEHHbIV defepanbHbii opraH
UCNONMHUTENBLHON BNacTu:

1) npoBOAUT NPOBEPKY MNOJIHOTbI M OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npeacrtaBii€HHbIX
3adaBuTenem JOKyMeHTax;

2) NpMHUMaEeT peLleHne O NPoBeAeHUN SKCNepTU3bl NEKapCTBEHHOIO CPeacTBa ANs BeTepuHapHOro
NpYMeHeHnst Unn 06 oTkase B ee NpoBeAeHUH;

3) yBeaomMndeT B NUCbMEHHOWN (bopme 3adBuUTeNA O NPUHATOM pelleHun unn B crnydae NnpuHATUA
peweHna 00 oTkasze B npoBeaJeHNN JKCNnepTu3bl JieKapCTBEHHOIo cpeactBa And BeTepuHapHOro
NPpUMEeHEeHUA C ykasaHneM NpuYmnH Takoro oTkasa.

4.1. B cny4yae BbISIBNEHNSI HEAOCTOBEPHOCTU U (MNN) HEAOCTATOMHOCTU CBEAEHUN, CoAepXKaLLmXcs
B MPEACTaBIEHHbIX 3asiBUTENEM LOKYMEHTaX, YNOMHOMOYEHHbIN dyeaepanbHbIi opraH UCMONTHUTENbHOM
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BMacTu HanpaBnseT 3asBUTENO 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeAeHMW. 3anpoc MOXeT OblTb
nepegaH ynorHOMOYEHHOMY NPEACTaBUTENIO 3asBMTENS NO4 PaCcnMCKy, HAaMpaBreH MO NOYTE 3aKasHbIM
NCbMOM WIK NepPefaH B 3NEeKTPOHHON hopMe MO TENeKOMMYHUKaLMOHHbIM KaHanam cBssu. B cnydae
HanpaBneHust 3anpoca 06 YTOYHEHMUN yKa3aHHbIX CBEOEHMI MO NoYTe 3aka3HbIM MMCbMOM OH CHMTAETCS
NOMy4YeHHbIM MO UCTEYEHWUW LLECTU OHEW C AaTbl HANpaBeHWs 3aKa3Horo NUcbMa.

(4acTb 4.1 BBegeHa deaeparnbHbiM 3akoHOM oT 04.06.2018 N 140-03)

4.2. 3asButenb 0b6s13aH NpeacTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro eaepanbHOro opraHa
WCNOSNTHUTENBLHOW BNACTW B CPOK, HE NpeBbILlatoLLInMi AeBSHOCTa paboumnx AHEN CO AHA NONydYeHnst 4aHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTosLwwen cTaTbl, NPUOCTAHABNMBAOTCS CO AHS HanpaBreHus
3a8BUTEN0 3anpoca YMNONMHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW BRactTm [0 AHS
nonyyeHnst OTBETa Ha [aHHbIN 3anNpoc N He YYUTHLIBAKOTCH NPU UCHUCTIEHUM CPOKaA NPUHATUSA peLleHns o
BHECEHUW M3MEHEHUIN B JOKYMEHTbI, CoAepXKallMecs B permcTpaLMoOHHOM JOChbe Ha 3aperncTpupoBaHHbIv
nekapcTBEeHHbIN NnpenapaT Ansi BETEPUHAPHOrO NMPUMEHEHUS.

(4acTb 4.2 BBegeHa dPeaeparnbHbiM 3akoHOM oT 04.06.2018 N 140-03)

5. OcHoBaHueMm pfna oTka3a B MPOBEAEHUW OKCMEPTU3bl NEeKapCTBEHHOro cpeacTsa  Ans
BETEPVMHAPHOIro NPUMEHEHUs SBNAETCA NpeAacTaBneHve AOKYMEHTOB, YKasaHHblx B 4Yactax 1 mn 3
HacTosILLEN CTaTby, B HEMOMHOM OBbeme Unu OTCYTCTBME B NPEACTaBIEHHbIX AOKYMEHTax OCTaTOYHbIX
cBedeHun, noAareepXxgalwmnx HeobxoAMMOCTb BHeECeHUs u3MeHeHun, nubo HenpeacTasneHve
3a8BUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha yKasaHHbIn B 4actu 4.1 HacToswen ctaTbu 3anpoc
YNONHOMOYEHHOTO dheeparnbHOro opraHa UCNONHUTENBHOWN BriacTu.

(B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

6. SKcnemeaa NekapCTBeHHOro cpeactea And BeTepuHapHOro npuMMeHeHua B Lenax BHECeHUA
U3MEHEHUA B [OOKYMEHTbl, coAepXalmecs B PerncTpauuoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIN
nekapCcTBeHHbI npenapat Ans  BeTEepUMHApPHOro  NPUMEHEHWsl, OCYLLEeCTBRseTcd B  Mopsiake,
yCTaHOBMEHHOM cTaTben 24 HacToswero PegepanbHOro 3akoHa.

6.1. B cpok, He NpeBbiWaLWniA AeCcAaTN paboumx AHEN CO OHSI NMOMYyYEeHUs1 3aKMYEeHUsS KOMUCCUM
3KCNEepTOB MO pe3ynbTaTam yKaszaHHOW B YacTu 2 HacTosIEen cTaTbW 3KCMepTu3bl, YMOJTHOMOYEHHbIV
deaepanbHbI opraH UCNOSTHUTENBHOW BacTK:

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

1) NPMHMMAET peLLeHNe O BHECEHUN U3MEHEHUI B JOKYMEHTbI, CoOAepXallnecs B pernctTpaumMoHHOM
[OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIA npenapaTt AN BETEPUHAPHOro NPUMEHEHMUS, U ob
OTKa3e BO BHECEHUW TaKUX U3MEHEHWUI;

2) BHOCUT B rocyJapCTBEHHbI PEECTP NEeKapCTBEHHbLIX CPEACTB HAa OCHOBaHWU PELLEHUSI O BHECEHWU
M3MEHEHUA B [OKYMEHTbI, CcoAepXaliuecsl B perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA
neKkapCcTBEHHbIN npenapart Ans BeTEPUHAPHOrO NPUMEHEHNs, HEOOX0AMMbIE U3MEHEHNS U BO3BpaLlaeT
3TU JOKYMEHTbI 3asBUTENIO;

3) BblAaeT 3asaBUTENIO HOBOE PErMCTPaLMOHHOE YOOCTOBEPEHME NEKAapCTBEHHOrO npenapara Ans
BETEPVMHAPHOIO MPUMEHEHUS B Cniydae HeobX0OUMOCTU U3MEHEHUS CBEAEHWI, COOEPXALLNXCHA B HEM, C
COXpaHeHMEeM HOMepa paHee BblAaHHOrO PerMcTpaunoHHOro YA4OCTOBEPEHUS NNEKAPCTBEHHOIO nNpenapaTa
ANs BETepUHAPHOro NPUMeEHEHNSI.

(n. 3 BBegeH denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

6.2. B cny4yae BHeCEHWS N3MEHEHWIN B JOKYMEHTbI, COAEPXKaLUNECS B PErMCTPALMOHHOM 4OChE Ha
3aperncTpupoBaHHbI NIeKapCTBEHHbIV NpenapaT AN BeTEPMHAPHOro NPUMEHEHWS], B 4acTu, KacatoLLencs
U3MeHeHUss n (UnNn) JOMOSIHEHMS NPOWM3BOACTBEHHOM MMOLWAAKM JeKapCTBEHHOro MpenapaTta, npu
NpeacTaBneHun 3asBUTENIEM B COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTOsILLEN CTaTbW KOMUW peLLeHNs
YNOJNIHOMOYEHHOTO heepanbHOro opraHa MCMOSIHUTENBHOW BNacT O NPOBEAEHUM WMHCMEKTMPOBAHWS
Npon3BOAMTENS] JEKAPCTBEHHLIX CPEACTB CPOK, YKas3aHHbIW B 4Yactu 6.1 HacTosiwen craTbuy,
NPUOCTaHaBNMBAETCA CO [JHA TMOMYyYEeHUs] 3aKMYeHUS KOMMUCCUM SKCMNEpPTOB [0 [AHA NPUHATMSA
YNONTHOMOYEHHbBIM oefeparibHbIM OPraHoOM UCMONHUTESBHON BNAacTh peLleHuns O Bbigade nunm ob oTkase B
Bbldaye 3aKM4YeHUs O COOTBETCTBUM MPOM3IBOAUTENS FIEKAPCTBEHHbIX CPeACTB TPeOOBaHUAM NpaBusl
Hagnexallen NpoM3BOACTBEHHOM NPAKTMKKU, HO He Bonee Yem Ha CTO BOCEMbAECAT pabounx gHen.
(4acTb 6.2 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHoBaHMeM pAnsi OTKaza BO BHECEHUM W3MEHEHUA B OOKYMEHTbI, coepxalinecda B
pernctpauMoHHOM Aocbe Ha 3apeFMCTpMp0BaHHbIIZ ﬂeKapCTBeHHbIVI npenapar AnAa BeTepuHapHOro
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NpUMeEHeHNs1, B cry4dasx, He TpebyloLwux npoBeaeHUs 3KCNepTU3bl NeKapCTBEHHOIoO CpeacTBa, ABNSeTCs
npeacTaBneHne OOKYMEHTOB, yka3aHHbIX B YacTax 1 n 3 HacTosdwen ctaTbu, B HEMONMHOM obbemMe unm
OTCYTCTBME B NpeACTaBNEHHbIX JOKYMEHTax CBeOEHWUN, KOTOpble OOIMKHbI ObITb B HUX OTpaxKeHbl, NMbo
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETA Ha YyKa3aHHbIA B 4YacTu 4.1 HacTosLwen
cTaTby 3anpoc ynonHOMOYEHHOro gefepansHOro opraHa UCNONHUTENBHON BNACTW.

(4acTb 7 B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM [na OTka3a BO BHECEHUW W3MEHEHUN B [OOKYMEHTbl, coAepXalineca B
perncTpaumoHHOM [0OCbe Ha 3aperncTpupoBaHHbIA JEKAPCTBEHHbIM nNpenapaTt Anst BeTepuHapHOro
NPUMEHEHNs1, B Criyyasix, TPeOyloLmMX NpoBedeHMsT SKCNepTU3bl NIEKAapCTBEHHOrO CPEACTBa, SBMSIETCS
3aKrYeHMe YNONIHOMOYEHHOTO dhbefepanbHOro opraHa WCMOMHMTENBbHOW BMRActM O BO3MOXHOCTU
CHWKeHMs 6e30MacHOCTU, KayecTBa, 3PPEKTUBHOCTIN NIEKAPCTBEHHOrO Npenapara BCreacTBne BHECEHMUS
N3MEHEHU B YKa3aHHble JOKYMEHTbI, OTka3 YNOSIHOMOYEHHOro dhedepanbHOro opraHa UCNoNHUTENbHOM
BNacTW B Bblaye 3ak/l04YeHMs1 O COOTBETCTBMMU NPOU3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHMsaM
npaeBun Hagnexawen npou3BOACTBEHHOW MPAKTMKM B Cryvyae W3MEHeHus M (Mnn) [ONOSIHEHUsI
NPOV3BOACTBEHHOW MIIOWaAKN JlekapCTBEHHOrO npenapara, ecinv MpPOoM3BOACTBO JIEKAPCTBEHHOMO
npenapaTa Ans BETepUHapHOro NpuMMeHeHUst OCyLLLECTBIISIeTCA 3a npegenamu Poccuinckon deagepaumm,
WIN OTCYTCTBME 3TOrO 3aKMOYEHMUS.

(4acTb 7.1 BBegeHa deaeparnbHbiM 3akoHOM oT 04.06.2018 N 140-93)

8. JonyckaeTtca obpalleHne nekapCTBEHHbIX MpenapaToB ANA BETEPUHaPHOro NMPUMEHEHUS OO
NCTEYEHNS CPOKa rogHOCTU, NPON3BELAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN MOCne AaTbl NPUHSATUS
YNONHOMOYEHHbIM heaeparnbHbIM OPraHoOM MUCMOSTHUTENBHON BNACTU PELLEHNS O BHECEHUN U3MEHEHUIA B
[OKYMEHTbI, COAepXaLlMecs B permcTpaLMoHHOM [OCbe Ha NeKapCTBEHHbIV NpenapaT, B COOTBETCTBUM C
uHpopMaumeir, coaepKalLlencsl B JOKYMEHTaxX PerncTpaLmnoHHOro 4ocke Ha nekapCcTBEHHbIN npenapat 4o
[AaTbl NPUHATWS TaKOro peLleHusl.

(4acTb 8 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocyAapCTBEHHOW perncTpauunm iekapcTBeHHOro npenapara

PelueHne 06 oTMeHe rocyqapCTBEHHOW pervcTpaummn nekapcTBEHHOro npenaparta U UCKMoYeHUn
nekapcTBEHHOro npenapaTa W3 rocyQapCTBEHHOINO peecTpa NeKapCTBEHHbIX CPedcTB NpuHMMaeTcs
YNOMHOMOYEHHbIM oeaeparnbHbiM OpraHoM UCMOMHUTENBHOW BMACTU B Criyyae:

1) NpeacTaBneHUsl COOTBETCTBYIOLLIMM YTNONTHOMOYEHHbIM doefeparibHbIM OpraHoM MCTONHUTENbHOM
BACTM 3aKIOYEHMS1 O PUCKE UM 06 yrpo3e 3[40POBbIO, KU3HW YENOBeKa UMM KMBOTHOMO NPY NPUMEHEHUN
nekapcTBEHHOro npenapara, NpeBbilatoWwmnx ero apdeKTUBHOCTb, Mo pe3yribTaTaM OCYLLECTBNSEMOro UM
MOHWTOpMHra 6e30NacHOCTU NekapCTBEHHOrO Npenapara;

2) nogayn pepxartenem wunu BnagenbLemM perMcTpaumoHHOrO YOOCTOBEPEHWS JIEKAPCTBEHHOIO
npenapata WM YNOSIHOMOYEHHbIM UM APYrMM  IOPUAMYECKUM IULOM 3asiBfieHnss 00 OTMeHe
rocygapCTBEHHONM perMcTpaunm nekapcTBEHHOMO Npenapara;

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HenoaTBEPXAEHMS rocyaapCTBEHHOW perucTpaumy rnekapcTBEHHOro npenapaTa Mo McTeyYeHun
Cpoka AeNCTBUS PErMCTPaALMOHHOIO YAOCTOBEPEHNS, BblAAHHOMO Ha NSATb NeT;

4) HenpeacTaBlieHna 3aaButenemMm MH(bOpMaLI,I/II/I, KOTOpasa MOXeT noBJieYyb 3a cobon HeobxoaMMOCTb
BHECEHMWSI UIBMEHEHU B OOKYMEHTbI, cofepKalimnecd B permctpaumoHHOM OCbe Ha 3aperMCTpMpOBaHHbIVI
HeKapCTBeHHbIVI npenapart, B Te4eHne Tpuguatu pa60me OHen co OHsA HaCTynreHunsa aTux N3MEHEHUN;

5) ocyulecTBneHnss rocygapCTBEHHOM perncTpauumn nekapCTBEHHOro npenapata Mog TOProBbiM
HaMMEeHOBaHMEM 3aperMcTpMpoBaHHOIO paHee nop 3TUM TOProBbiIM HAMMEHOBaHWEM NEKapPCTBEHHOro
npenapaTta, OT/IMYaLLEroCs Ka4eCTBEHHbIM COCTAaBOM AENCTBYHOLLMX BELLECTB;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLLeCcTBNEHMS rOCyapCTBEHHOWN perMcTpanum ogHOro M TOrO XXe NekapCTBEHHOro npenapaTa B
OTHOLUEHMW OAHOIO M TOMO e AepXaTenss Wnu Bnagenbla perncTpauuoHHOro YAOCTOBEpeHUs
rnekapCcTBEHHOro npenapata B Buae [OBYX M 0Gonee neKkapCcTBEHHbIX MpenapatoB Moh pasnuyHbIMU
TOoproebiIMM HaMMeHOBaHUAMU;

(n. 6 B pea. ®egepanbHoro 3akoHa oT 04.06.2018 N 140-93)

7) BblHECEHUA CyQOM peLleHna 0 HapyLleHnn npas npaBoo6nap,aTenﬂ 00bekToB MHTeﬂﬂeKTyaﬂbHOVl
cobCTBEHHOCTU npu o6pau.|,eH|/|v| JIeKapCTBEHHbIX CPeacTB;
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8) oTcyTCTBMA NekapcTBEHHOro nNpenaparta B o6palleHun B Poccuiickon ®efepauum B TedeHue Tpex
n bonee ner;
(n. 8 BBegeH dPepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

9) HeBbINOMHEHUs adepXaTtenem WNM  BRagesnbLUeM  PerucTpauuoHHOro  YAOCTOBEPEHUs
nekapcTBEHHOro npenapara nMbo ynosIHOMOYEHHbIM UMW OPYTUM HOPUANYECKUM NMLLOM MEPONPUSTURA Mo
obecrneyeHnto  6e30MacHOCTM  NIEKAPCTBEHHbLIX MpenapaTtoB, YCTAHOBMEHHbLIX  YNONTHOMOYEHHbIM
deaepansbHbIM OpraHoM MCNOSTHUTENBHOW BIIAaCTU B COOTBETCTBUM C YacTaMu 3 1 4 ctaTbh 64 HaCTOSALLErO
denepanbHOro 3akoHa, B pamMkax OCyLLeCTBRneHus papmakoHansopa;

(n. 9 BBegeH PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

10) oTkasa pepxatens wnuM Bragenbla pPerncTpauMoHHOr0 YAOCTOBEPEHWUS NeKapCTBEHHOMO
npenapata nMbo YNOMHOMOYEHHOTO UMW OPYroro HPUAUYECKOrO NWLa OT BHECEHUS] W3MEHEHWI B
WHCTPYKLMIO MO NPUMEHEHWIO NIEKAPCTBEHHOTO Npenapara, KacarLwmnxcs HOBbIX NOATBEPKAEHHbLIX AaHHbIX
O TOM, YTO PUCK MPUYMHEHUS Bpeda 300POBbH YerioBeka WM KUBOTHOMO BCReACTBUE npuema
neKkapcTBEHHOro npenapaTa npeBbiwaeT 3 HEKTUBHOCTL €70 MPUMEHEHWS.

(n. 10 BBeaeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 ct. 32 gononHgetca 0. 11 (P3 o1 27.12.2019 N 475-$3).

Cratba 33. FlocypapcTBeHHbIN peecTp NeKkapcTBEeHHbIX CPeacTB

1. TocynoapCTBEHHbIi peecTp IeKapCTBEHHbIX CPEACTB COAEPXKWUT MNepeyeHb JEeKApCTBEHHbIX
npenaparos, NpoLLeallnX rocyapCTBEHHYO perucrTpaumio, nepeyveHb hapmaueBTUHeCcKUX cybcTaHuui,
BXOASLLUX B COCTaB NeKapCTBEHHbIX NpenapaTtoB, U creayoLyo uHopMaLuuio:

1) B OTHOLUEHNN NeKapCTBEHHbIX NpenapaToB:

a) HauMeHOBaHWe IeKapCTBEHHOro npenapata (MexZyHapo4HOEe HenaTeHTOBaHHOe, Wnn
rpynnMpoBOYHOE, UMM XMMUYECKOE U TOProBOE HaUMEHOBaHMS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6) nekapcTBeHHasi hopma C ykazaHWEM OO3UPOBKM NleKapCTBEHHOro NpenapaTa U ero Konm4yecTsa B
NnoTPebnTEeNbCKON YNaKkoBKe;

B) HaMMEeHOBaHVe AepxaTtens unv snagenbla perucTpaumMoHHOro ygocToBEPEHUS NekapCTBEHHOMO
npenapara v CBefeHVs O permcTpaunv gepxatens unu Brnagenbua perncTpaumoHHOro yaoCcToBepeHus
neKkapCTBEHHOro npenapaTta Ans MeAMLMHCKOro NpMMEHeHVs B KayecTBe HanoronnaTenbLluyka B cTpaHe
peructpaumm (4ns pOCCUNCKUX IOPUONYECKUX MWL, - WOEHTUMWKALMOHHBIA HOMEp HaroronnaresnbLlumka
(MHH), Ans MHOCTPaHHbIX IOPUANYECKUX NWL, - CTpaHa perucTpauun, HauMeHOBaHUe pPerucTpypyoLero
opraHa, permcTpaunoHHbIV HOMep, Kog HanoronnaresnbliMKka B CTpaHe perncTpaumm (MHKopnopauum) unm
ero aHanor);

(nn. "B8" B pea. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HAMMEHOBaHWE 1 agpec NPOU3BOAUTENS NIEKAPCTBEHHOIO NpenapaTa u CBeAeHNsi 0 pernctpaumm
Npou3BOAMTENS]  NIEKAPCTBEHHOrO npenapata Ans  MeOWUMHCKOrO  MPUMEHEHUA B KayecTBe
HanoronnartenbLyKa B CTpaHe perncTpaumm (4ns poCCUACKUX HPUONYECKUX NULL - MOEHTUMUKALNOHHBIN
Homep HanoronnaTtenswuka (MHH), Ons wMHOCTpaHHbLIX OPUAMYECKMX NUL, - CTpaHa perucrpauuu,
HaVMeHOBaHWe PErMCTPUPYIOLLEr0 OpraHa, PerMcTpaumnoHHbIN HOMEp, KO HanoronnaTtenbLluka B CTpaHe
perncTpauunm (UHKoprnopauun) unu ero aHanor);

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

4) dapmakoTepaneBTMdeckad rpynna, KOA JIeKapCTBEHHOro npenapata Mo aHaTtoMo-
TepaneBTUYECKO-XMMNYECKON  Kraccudukaumn,  pekoMeHgoBaHHoOW — BcemupHon — opraHusauumen
30paBOOXpPaHEHUS;

(nn. "g" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)
€) NokasaHus 1 NPOTMBOMOKa3aHWs K MPUMEHEHNIO NIeKapCTBEHHOMO Npenapara;

)K) noboYHble AencTBuUS JIeKapCTBEHHOrO npenaparta,

3) CPOK rogHOCTU JIeKapCTBEHHOIO npenapara,
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1) YyCNOBUSI XpaHeHUs! NekapcTBEHHOro npenapara;
K) YCIOBUs OTMyCKa NlekapCTBEHHOTO npenapara;

n) Homep hapmakonenHom cTaTbM UNK B CNyvae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW JOKYMEHTaLuUu
nn6o HOPMAaTMBHOTO AOKYMEHTA;

M) AaTa rocygapCTBEHHOW perucrTpaumm neKkapcTBEHHOroO npenapata U ero perucrpaumoHHbIN
HOMep, AdaTa 3aMeHbl PErmMcTpauMoHHOIO YAOCTOBEPEHMS NEKapCTBEHHOrO npenapaTta Ha GeccpoyHoe
perucTpaumMoHHoe YOOCTOBEPEHME JIEKAPCTBEHHOrO npenapata, fgata nojayv  3asiBiEHUss O
NMOATBEPXKAEHUM  TOCYOApCTBEHHOW  pernctpauuMn  fiekapCTBEHHOro npenapata, [fgata  OTMEHbl
rocyaapCcTBEHHOW perncTpauum nekapcTBEHHOro NpenapaTa;

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KayeCTBEHHbI COCTaB U KOMMYECTBEHHbLIN COCTaB AEWCTBYIOLUMX BELUECTB U KavyeCTBEHHbIN
COCTaB BCNoOMOraTenbHbIX BELLLECTB NIEKAPCTBEHHOrO npenapara;
(nn. "H" BBeaeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) MHpopMaLms 060 BCEX pa3peLLEHHbIX BMAaX BTOPUYHOM (MOTPEeOUTENLCKON) YNaKOBKY;
(nn. "o" BBeaeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

n) gata MNpPUHATUS pelleHus O BO3MOXHOCTWM paccMmaTpvBaTb NEKApCTBEHHbIN mpenapaTt npu
rocyoapCTBEHHON pernctpauum B kadyectTse opdaHHOro NiekapCTBEHHOro npenapaTa (41si IekapCTBEHHbIX
npenapaTtoB Ans MeauLMHCKOTO NpUMeHeHust);

n_n

(mn. "n" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. depepanbHOro 3akoHa oT
27.12.2019 N 475-93)

p) Hanuune rnekapCTBEHHOro npenapata B MepeyHe XU3HEHHO HEOOXOAMMbIX W BaXXHEWMLINX
nekapCTBEHHbIX NpenapaToB (4N NekapCTBEHHbIX NpenapaToB 4SS MeAULMHCKOrO NPUMEHEHNS);
n.n

(nn. "p" BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) Hanuuue B NeKapCTBEHHOM npenapaTe HapKOTUYECKMX CPeAcTB, MCMXOTPOMHbIX BELECTB U KX
NpeKkypcopoB, Noanexalynx KoHTponto B Poccuickon ®egepauum, B COOTBETCTBUN C 3aKOHOA4ATENbCTBOM
Poccuiickon ®egepaummn, mexayHapoaHeiMun gorosopamu Poccunckon ®epepauun, B Tom yncne EgmHon
KOHBEHLMEeN 0 HapkoTuyeckmx cpeactBax 1961 roga n KoHBeHuMen o NncuxoTponHbix BelwlectBax 1971
roga;

(nn. "c" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

T) WHdopmMauma O TOM, SBNAETCA NU [AaHHbIA JeKapCTBEHHbIN npenapaT pedepeHTHbIM
nekapCTBEHHbIM NpenapaTomMm;
(nn. "T" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBedeHus O nojadve 3asiBIeHUss O BHECEHWW W3MEHEeHWW B [OOKYMEHTbl, codepxaliuecs B
pervcTpaunoHHOM A0Cbe Ha NeKapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

@) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEAEHWS NekapCTBEHHOro npenapaTa B rpaxaaHckuii 06opor;
(nn. "x" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLIEHUN hapMaLlEBTUYECKUX CYBCTaHLMN:

a) HaumeHoBaHue papMaueBTUYECKOM CyOCTaHUMM (MeXxayHapoOHOe HenaTeHTOBaHHOE, WM
rPynnMpPOBOYHOE, UITN XMMNYECKOE N TOProBOE HaMMEHOBaHUS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHVe U agpec NPOM3BOAMTENSA dapMaLleBTUYECKON CyOCTaHLMK;

B) CPOK rogHoCcTu chapMaLeBTU4eCcKkon cybcTaHumum;

r) yCroBusi XpaHeHus (papMaLeBTUYEeCKON CyGCTaHLMI;

[) HoMep chapMaKonenHOM cTaTby UMK B CIy4ae ee OTCYTCTBUSI HOMEP HOPMaTUBHON AOKYMEHTaumnm
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nnéo HOPMAaTMBHOIO OOKYMEHTA;

€) Hanuune cpapmaueBTMYECKON CyOCTaHUMN B NepeyvyHe HapKOTUYECKMX CPeacTB, MCUXOTPOMHbIX
BELLECTB U UX MPEKYpCOpOB, Nnognexawmx KoHTpomto B Poccuiickon depepauun, B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccunckon depgepauunmn, mexagyHapoaHeimMu gorosopamm Poccuiickon degepaumu,
B TOM 4vncre EQNHON KOHBEHLMEN O HApKOTMYeCKMX cpeacTtBax 1961 roga u KoHBeHUmen 0 NCUXOTPOMHbIX
BewlecTtBax 1971 roga.
(nn. "e" BBeageH deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTnyeckasa cybcTaHuud, npousBefeHHasa Ans peanusauun, MOXeT ObiTb BKIHOYEHA B
rocyaapCTBEHHbI pPEeecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBaHWWM 3asiBNeHus paspaboTynka unu
Npon3BOAMTENS] NEKAPCTBEHHOIO cpeacTtBa MO0 YNOMHOMOYEHHOrO MMM HOPUAMYECKOTO Nuua npu
YyCINOBMU MNpPOBEAEHUS B OTHOLUEHMM Takon dapMaueBTUYEeCKOW CcybCTaHuMM 3KCnepTu3bl kavecTBa
dapmaueBTMYeckon cybcTaHuMM B nopsigke, YCTAaHOBMNEHHOM cTaTben 34 Hactosiwero ®egepanbHOro
3akoHa. B oTHoweHnun apmaueBTUYECKMX CYyOCTaHUMI, NPOM3BEAEHHbIX ANs peanusauun, B
rocygapCTBEHHOM peecTpe NleKapCTBEHHbIX CPEACTB COAEPXKMTCH cneaytoLlas nHdopmaums:

1) HaumeHoBaHve apmaueBTMyeckor cybcTaHumn (MexagyHapooHoe HenaTeHTOBaHHOoe, Wunu
rpynnMpoBOYHOE, UM XMMNYECKOE N TOProBOE HaMMEHOBaHNS);

2) HanmeHoBaHve, agpec NponsBoanTens apmaueBTUYecKon cybcTaHumm, a TaKkke B OTHOLLEHUN
neKapCTBEHHbIX CPEeACTB AN MeOMUMHCKOrO MPUMEHEHMS CBEeAEeHWs O perncrpauMu npousBoauTens
dapmaueBTMyeckon cybcTaHuMM B KadecTBe HaroronnaTenbliMka B CTpaHe peructpauum (ans
POCCUMCKMX IOPUAMYECKMX NUL - WAEHTUMMKAUMOHHBIN HOoMep Hanoronnatenswuka (MHH), ans
WHOCTPaHHbIX OPUONYECKMX UL - CTpaHa peructpauuv, HaumeHOBaHME PEerncTpupyrollero opraHa,
pervcTpaumoHHbIN HOMEpP, KOA, HanoronnaTernbluMka B CTpaHe peructpauun (MHKoprnopauunm) unm ero
aHarnor);

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

3) cpok rogHoCTH dhapmaLleBTUYECKON CyDCTaHLuy;
4) ycnoBus XxpaHeHnst hapMaLeBTUYECKON cybCcTaHUmK;

5) Homep dapmakonenHow cTaTbm InMBO B criydyae ee OTCYTCTBUSI HOMEP HOPMaTMBHOM
AOKYMEHTaL N UNn HOPMaTUBHOIO JOKYMEHTa;

6) Hanuure cbapmaueBTUYECKON CYBCTaHUMM B NEepeyHe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BELLECTB U UX MPEKYpCOpOB, Moanexaiwimx koHTpomto B Poccuiickon dPepepauumn, B COOTBETCTBUMM C
3akoHofaTtenbcTBom Poccuiickon ®egepaumnmn, mexgyHapogHbimn gorosopamu Poccunckon degepaumm,
B TOM uucrne EgnHon koHBeHuUmen o HapkoTuyecknx cpegcteax 1961 roga n KoHseHUmen 0 NCUXOTPOMHbIX
BelwlecTtBax 1971 roaa;

7) paTa BKMYeHns hapMaLeBTMYeckon cybcTaHLMM B rocygapCTBEHHbIN PEECTp NeKapCTBEHHbIX
cpencTs, AaTa BHECEHWS U3MEHEHWUW B JOKYMEHTbl (hapMaLeBTUYEeCKOn cybGCcTaHumMW, gaTta UCKIIOYEeHNs
hapmaLeBTMYeCcKon cybcTaHUMM U3 rocyaapCTBEHHOrO peecTpa fleKapCTBEHHbIX CPEACTB.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. nOpHLI,OK BeeHNA rocygapCTtBeHHOro peectpa nekapCTBeHHbIX cpenctB And MeguuuHCKoOro
npuMEeHeHna 1 nopagok BeOeHUA TrocydapCTBEHHOro peectpa JekKapCTBeHHbIX cpencts Aand
BETEPUHAPHOIO MNMpUMEeHeHUA YTBepXaakTCAd COOTBETCTBYHOLMM YNOJIHOMOYEHHbIM cbe,u,epaanblm
opraHom WCMNONHUTENBbHOWN BRacTu.

Cratbs 34. BknioyeHne B rocyAapCTBEeHHbIN peecTp NekapCTBEeHHbIX CPeACTB U UCKIoUYeHue
M3 rocyAapCTBEHHOro peecTpa ReKapCTBeHHbIX cpeAcTB ¢apMaLeBTUYeCKON cy6cTaHuuu,
npov3BefeHHOW ANA peanu3auum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ons BknoYeHus dapmaueBTMdeckon cybcTaHumM, Npou3BeOeHHOW Ans peanu3auuu, B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACcTB, NMPOBOAUTCS SKCNEPTU3a ee KadecTBa.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. JKkcnepTusa KayecTBa yKasaHHOM B 4acTu 1 HacTosiwen ctaTbn hapmaueBTUYecKon cybcTaHumm,
COCTaBrieHne KOMUCCHEN 3KCNEePTOB 3aKIMioYeHNn Mo pesynbTaTaM 3TOW 3KCNepTU3bl U UX HanpasreHne B
YNOSTHOMOYEHHbIM  dhefepanbHblA - OpraH  UCMOSIHUTENBbHOM BNAcTU  OCYLLECTBISAKOTCA B CPOK, He
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npesblaWnA  WecTnaecatn pabounx [JHEeW CO  AHA  NOMNYYEHUS OSKCNEPTHbIM  yyYpexaeHuem
COOTBETCTBYIOLLErO 3afaHus YNONHOMOYEHHOro beaepanbHOro opraHa MWCMOMHUTENbHONW Bnactu wu
cnegylowmnx JOKYMEHTOB (CBeAeHWUN):

(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

1) cBegeHus O gaTte NpeaocTaBreHMst U PErMcTpauMoHHOM HOMEpPE JMUEH3UN Ha NPOM3BOACTBO
NEKapCTBEHHbIX CPEeACTB WM CBedeHus O [daTe MpeAocTaBfeHuMst W PerMcTpauyMoHHOM HoMepe
3aK/IO4YEHMT O COOTBETCTBMM MNPOU3BOAMTENS JIEKAPCTBEHHbIX CpeacTtB TpeboBaHMsIM  MpaBun
Hagnexalien npou3BOACTBEHHON MPaKTUKM, BblAaHHbIX (MPEeAOCTaBMEHHbIX)  YNOMHOMOYEHHbIM
denepanbHbiM OpraHOM WCMNOMHUTENBHOM BNacTW, B Cnyyae, eCnu MNpOM3BOACTBO NEKapCTBEHHOro
cpeacTea ocyllectensieTcs B Poccuiickon ®epepauuu;

(B pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)

2) Kkonus [OKYMEHTa, BbIJAHHOTO  YMOMHOMOYEHHbIM OpraHoM CTpaHbl  MpPOU3BOAUTENS
neKkapCTBEHHOIo CpeAcTBa U NOATBEPKAAMLLErO paspeLleHne Npon3BoACTBa JIeKapCTBEHHOIO CpeacTBa,
N ero NepeBop Ha PYCCKMIN A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOpPSiAKe, a TakkKe KONUsl 3aKkmnioYyeHnst o
COOTBETCTBMM MPOU3BOOUTENS  NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBun  Hagnexatiewn
NPOW3BOACTBEHHOW MPaKTUKKU, BbIGAHHOIO YNOSIHOMOYEHHbLIM dhefdepanbHbiM OpraHOM MUCMONTHUTENbHOM
BNactv, nNnbo KOnusi peLleHusi YNONIHOMOYEHHOro dedepanbHOro opraHa MCMOSIHUTENbBHOW BRacTu o
NPOBEAEHUN WHCMNEKTUPOBAHUS MPOM3BOAMTENST JIEKAPCTBEHHONO CpeAcTBa. YKasaHHble [OOKYMEHTbI
NpeacTaBnsalTCa B Crydae, €Cnv NPOWM3BOACTBO NEKapCTBEHHOrO CPEeACTBa OCYLUECTBrSieTCsl 3a
npegenamu Poccuiickon Penepaumuy;

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

3) BOKYMEHT, coaepxalumi cnegyrowme csegeHnst o hapmaueBTUYECKON CyGCTaHLmm:

a) HanmeHoBaHue (bapmavueBTUYeCcKon cybcTaHLuun, ee CTpyKTypa, obLime CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEXHOMOrMMs NMPON3BOACTBA C ONMCAHMEM CTaaui MPOU3BOACTBA M METOOO0B KOHTPONS Ha BCEX
cTagusix Npon3BoaCcTBa;

r) onMcaHue pa3paboTkM npoLiecca Npon3BoACTBa;

[) onMcaHne KOHTPONSA KPUTUYECKUX CTaamin NpoLiecca Npon3BOACTBa M NPOMEXYTOUYHOM NPOAYKLNY;
€) AOKYMeHTanbHoe noAreepxaeHune (Banvaaums) npoLueccoB U (UNK) UX OLeHKa;

XK) CBOWCTBA M CTPYKTypa AENCTBYIOLNX BELLECTB;

3) XapaKkTepucTrKa npumecen;

n) cneundukaumsa Ha hapMaLeBTUYECKYHO CYOCTaHLMIO U ee 0BGOCHOBAHWE;

K) aHanuTMyeckme MeTOAMKW, WCMONb3yeMble MpyU  OCYLLECTBMEHMU KOHTPONS KadecTBa
hapmavneBTUYECKON CybCcTaHLmK;

J'I) OOKyMeHTallbHOe noareepXaeHune (BaJ'IVI,EI,aLI,I/IFI) AHaANMUTUYECKNX MEeTOOUK, UCMOJIb3yeMbIX MpPU
OCYLLECTBITIEHNN KOHTPOJ1A KavyecTBa (bapMaLleBTMHeCKOVI CY6CTaHLI,I/II/I;

M) pe3ynbTaTbl aHanmsa cepui papmaLeBTUYEeCKON cybcTaHLmK;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB nnn BewecTB, UCMOJIb3yEMbIX NMPU OCYLLECTBIIEHUN KOHTPOJIA
Ka4yecTBa,

0) onMcaHne XxapakTepPUCTUK U CBOMNCTB YNMaKOBOYHbLIX MaTEpPMarnoB U YKYNOPOYHbIX CPEACTB;
n) AaHHble 0 CTabuNbHOCTU hapMaLeBTUYECKOM CyGCTaHUuK;
p) CPOK rogHOCTY;

4) NOKYMEHT, COAepKaLlMin CBEAEHNSI O perMcTpaLmmn Npon3BoanTENs NEKAapCTBEHHbIX CPeacTB AN
MEeOULMHCKOrO NMPUMEHEHMSA B KayecTBe HaroronnaTenblivka B CTpaHe peructpaumm (4ns poCCUMNCKNUX
opuandecknx nuy - naeHTUPUKaUMOHHBLIN HoMep Hanoronnatenswuka (MHH), ona wuHocTpaHHbIX
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IOPUAMYECKMX NUL, - CTpaHa perncrpauumn, HanMeHoBaHNe PErmcTPUPYIOLLEro opraHa, perncTpaumoHHbIN
HOMep, KOA4 HanoronnaTtenbluyka B CTpaHe peructpaumm (MHKopnopawummn) unm ero aHanor).

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

(vacTb 2 B peq. PegepansHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ons npoBedeHMss 93KCNepTU3bl KayecTBa YKasaHHOM B 4YacTu 1 HacToswen ctatbu
hapmavueBTMYECKON cybCTaHUMK 3asBuUTErNb MPeAcTaBnsieT B YNOSIHOMOYEHHbIA dheaepanbHbIi opraH
MUCNOSNTHUTENbHOW BNACTU:

1) 3asgBneHMe O BKMOYEHUN B TOCYOAPCTBEHHLIN pPeecTp IeKapCTBEHHbIX CPEACTB AaHHON
dapmavreBTnYeCKon cybcTaHumy;

2) Konus OOKyMeHTa, MoaTBepXAatloLwero ynnaty rocyaapCTBEHHOW MOLUMWHBI 33 BKITHOYEHUE B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB hapMaLeBTUYECKOW CyOCTaHuuu, Npov3BEAEHHOM
ana  peanusaumm, nubo no CoOBCTBEHHOM WHUUMATUBE YKa3aHHbI [OKyMeHT. B cnyyae ero
HenpeacTaBneHusl 3asBUTENEM YMNONMHOMOYEHHbIN beaepanbHbli OpraH UCMOMHUTENbHOW BRactu
nposepsieT akT ynnatbl rocyaAapCTBEHHOW MOLUNUHbI 3asBUTENEM C MCMNONb30BaHNEM MHgopmauum ob
ynnaTe rocyaapCTBEHHOW NOLUSMHBI, cogepxalencs B [ocyaapcTBEHHOW MHAOPMaLNOHHON CUCTEME O
rocyaapCTBEHHbIX M MyHUUUMNAnbHbLIX MNnaTtexax, Ha OCHOBaHWWM MNpeaCTaBNEHHOW 3adBuTEneM Konuu
OOKYMeHTa, NoATBEpXKAatoLLero ynnaTty rocygapCTBEHHOM NOLUMWHbI;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-903)

3) AOKYMEHThbI, YKa3aHHbIe B YacTu 2 HACTOsILLEN CTaTby;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBrneHne o Bbloaye paspelleHns Ha BBO3 B Poccuiickyto denepalmio KOHKPETHOW napTum
He3aperncTpupoBaHHOIO feKapCTBEHHOINO CPEACTBa, MpedHasHa4yeHHOro AN npoBedeHUst yKasaHHOM
3KCNepTn3bI.

(n. 4 BBegeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-903)

3.1. B cnyyae HenpeacTaBfeHus C 3asBIEHMEM O BKMOYEHUN B rOCYOAPCTBEHHLIN peecTp
NeKapcTBEHHbIX CpeacTB apmaueBTUYECKON CyOCTaHUMM [OKYMEHTOB, MOATBEPXOAKWMX ynnaTty
rocyaapCTBEHHON NOLUMMHBI U YKa3aHHbIX B MYHKTE 2 4acTu 3 HACTOsILLEN CTaTby, a Takke BblAaBaeMbIX
(npepocTaBnAemMbiX)  YNONMHOMOYEHHbIMU  ddedeparnbHbiMU  OpraHaMuM  UCMOMHUTENbHOW  BMAacTu
OOKYMEHTOB (CBedeHWI), yKa3aHHbIX B MyHKTax 1 U 2 yacTn 2 HacTosAWen cTaTbW, YNOSHOMOYEHHbIN
defepanbHbIi OpraH WUCMOMHMTENbHOW BNAcTM 3anpalivMBaeT yKas3aHHble OOKYMEHTbl (CBedeHus) B
nopsigke MexBeAoMCTBEHHOIO MHEPOPMaLMOHHOIO B3anMOAENCTBUS.

(vacTb 3.1 BBegeHa deaepanbHbIM 3akOHOM OT 27.12.2019 N 478-03)

4. B TeyeHune gecatn paboumx gHEN CO OHSA NPUHATMSA 3a8BNEHMS O BKIIOYEHUN YKa3aHHOM B 4acTu
1 HacTosiwen ctaTbu papmaueBTUHecKonW CybCTaHUMM B rOCYAapCTBEHHbIA PEeecTp JeKapCTBEHHbIX
cpeacTtB M OOKYMEHTOB, MepeyvucrieHHbIX B 4Yactm 1 M nyHKTe 2 4acTym 3 HacTtoswen cTaTbw,
YNOMHOMOYEHHbIN dhefepanbHbI OpraH UCMOMHUTENbHOW BacTu:
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NPOBOAMT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU [AaHHbIX, COAEPXALLUMXCA B NpeAcTaBMeHHbIX
3asiBUTENEM JOKYMEHTaX;
(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

2) npuHMMaeT peleHne O HanpasJfieHUMN B 3KCMepTHOoe Yy4dpexaeHue 3aaHuAa Ha npoBeneHue
9KCMNepTn3bl Ka4yecTea yKaSaHHOVI B YacTn 1 HacTosLEen cTaTby cbapmaueBTquCKon Cy6CTaHLI,VIVI unm ob
OTKa3e B TakOM HanpasJieHUNA;

3) yBegomnseT B 3NIEKTPOHHOW UMW MUCbMEHHOWN (hopMe 3asBUTENSA O MPUHSATOM PeELLeHUM Unu B
crnyyae oTKasa C yKasaHMeM Mpu4YnH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

41. B cny4yae BbldBlIEHNA HeOOCTOBEPHOCTU cBeaeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBuTenemM Marepuanax, yﬂOﬂHOMO‘-IeHHbIIZ cbe,u,epaanblVl opraH NCMONHUTENbHON BRacTu HanpaBnaeT
3aAaABUTENO0 3anpoc ob YTOYHEHUN YKa3aHHbIX cBegeHun. [aHHbIn 3anpoc MoxXeT ObITb nepegaH
YNONMHOMOYEeHHOMY npeacTtaBuUTenio 3adBuTena NMYHO Nnoa pacnucky, HanpaesieH No No4vYTe 3aKa3HbIM
nMcbMoOM uUnn nepegaH B 3]'IeKTp0HHOVI cpopme no TefieKOMMYHUKAUMOHHbIM KaHalnam CBA3W. B cnydvae
HanpaeJieHna AaHHOro 3anpoca no no4yte 3aka3HbiM MMCbMOM OH CHUTaeTCA NOoJ1yYeHHbIM Mo UCTeYeHUn
LecTn gHen ¢ aatbl HanpaBrieHna 3aka3Horo nmcbma.
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(yacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTtenb 00si3aH NpeacTaBUTb OTBET HA 3amnpoc YNONTHOMOYEHHOro defepanbHOro opraHa
WCMNOMHMTENBHOW BNAcTW B CPOK, HE NPEBbILLaLLNA AeBAHOCTa paboyunx AHEN CO OHSI MONyYeHMs JaHHOro
3anpoca. Cpok, yka3aHHbI B 4acTu 4 HacTosILLEeN cTaTbW, NPUOCTaHABNMBAETCA CO OHSI HanpaBrieHUs
3a89BUTENO 3anpoca YMONIHOMOYEHHOrO dhefepanbHOro opraHa MWCMOMHWUTENbHON BRactM A0 AHSA
Nnony4YyeHns UM OTBETa Ha AaHHbIV 3anpoc 1 HE YYUTLIBAETCS NPY UCHUCIIEHUN CPOKa IKCMEPTU3bl KayecTBa
hapmaLeBTUHECKON CyOCTaHUMM, HEMCMONb3YEMOWN NPU NPOU3BOACTBE NEKAaPCTBEHHbIX NpenapaTos.
(vyacTb 4.2 BBegeHa deagepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Onsi OTKa3a B HanpaBfeHWM B SKCNEPTHOE yypexaeHWe 3aaHus Ha npoBefeHue
3KCMepTU3bl KAYeCTBa yKka3aHHOM B YacTh 1 HacTosLLen cTaTbk dhapMaLeBTUYECKON CyOCTaHUUKN ABNSETCS
HenpeacTaBreHne OOKYMEHTOB, yKasaHHbIX B 4acTuM 2 HacToslLLen cTaTbW, OTCYTCTBME WHopmauum,
noaTeepxgawowen ¢akT ynnatbl roCygapCTBEHHOM MOLUMMHbI 3a BKIIOYEHME apmMaueBTUYECKOM
cybcTaHumMKM, NpoM3BeOeHHON ONs peanusaumy, B rocyAapCTBEHHbIN PEECTP FIEKapCTBEHHbLIX CPeacTB,
HenpeacTaBreHMe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha ykas3aHHbIA B 4YacTu 4.1 HacTosiwen
cTaTby 3anpoc YNosIHOMOYEHHOIO hedeparnbHOro opraHa MCNONHUTENBHOM BNacTU UNn npeacTaBreHne
OOKYMEHTOB, HE coAepKalLmMX UCHeprnbIBaloLLEro nepeyHs HeobXxoanMbIX CBEOEHUIA.

(vacTb 5 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeuyeHve nATHaguaTM paboumx AHEW CO OHS MONYyYeHWUs peLlleHUs YNOSTHOMOYEHHOro
dhenepanbHOro opraHa MCNOMHUTENbHOW BNacTy O HanpaBfeHnW B 3KCMePTHOe yupexaeHne 3agaHns Ha
npoBedeHne 3KCNepTu3bl KavecTBa YyKa3aHHOMW B 4acTy 1 Hactoswen ctaTbh apmaueBTUYecKon
cybcTaHuuM 3aaBuTENb NpeacTaBnseT B 3KCNepTHOE ydpexaeHne Ans NpoBeAeHNs AaHHOW IKCnepTu3bl
obpasubl hapmaLeBTUYeckon cybcTaHLMN B KONNYeCTBe, HEO6XOAMMOM AN BOCNPOM3BEAEHUss METOA0B
KOHTPOMS KayecTBa. KCNEePTHOE ydpexaeHne npu nonyyeHmmn obpasuoB yka3aHHOW B YacTh 1 HacTosLwen
cTaTbu (papmaueBTUYECKOW CybCTaHuMWM BblgaeT 3asBMTEmNo AOKYMEHT, MOATBEPXAAaloWMN NonyyYeHe
3TMx obpasuoB, U B CPOK, HE MpeBbIWAWNA Tpex paboynmx AHen, yBeAOMMseT B 3NEeKTPOHHON unu
nMcbMeHHon ¢opme 06 3TOM YMOMHOMOYEHHbIN hedeparnbHbIil OpraH MCMOMHUTENbLHON BnacTn. JTu
CPOKM He BKNIOYaloTCs B CPOK MPOBEAEHUS AaHHOW 3KCNepTu3bl.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

7. [JOKYMEHTbI, NOCTYMNMBLLUWE B 3KCNEPTHOE YyYpexaeHne ONs NPOBEeAEHMs1 3KCNepPTM3bl KayecTBa
yKkasaHHOM B 4acTtu 1 HacTosilen ctatbh capmaueBTUYeckon cybcTaHuuwn, noanexart Bo3BpaTy B
YNOMHOMOYEHHbIN dheaepanbHbIl OpraH UCMONTHUTENBHOM BNAcTU OAHOBPEMEHHO C 3aKMOYEHUAMU MO
pesynbTatam NpoBeAeHHON 3KCNepTM3bI.

8. B cpok, He MpeBblWAWNA NATU paboumx OHEeW CO OHS MOMyYeHUs 3aKIOYEeHUs KOMUCCUM
9KCNEepTOB MO pe3ynbTaTaM 3KCMepTu3bl KadecTBa YyKazaHHOW B 4YactM 1 HacToswen cratbu
drapmaLeBTUYECKON CyOCTaHLUMM, YNONMHOMOYEHHbIA dhefeparbHbli OpraH UCMOMNHUTENBHOW BRacTu:

1) OCyLLeCTBNSET OLEHKY TaKOro 3akmyeHus Onsi onpeaernieHnst ero COOTBETCTBUSA 3a[aHUI0 Ha
nposefeHne AaHHOW AKCNepTU3bl;

2) NpMHUMAaET peLLeHne O BKIMIoYEeHUN ykazaHHOW B YacTu 1 HacTosiwen cTaTb hbapMaLeBTUYECKON
cybCcTaHuMM B rocygapCTBEHHBIN PEECTp JIEeKapCTBEHHbIX CPEACTB UMM pelleHne o6 OTKa3e B TakoMm
BKITHOYEHUW;

3) BHOCUT MpU MPUHATUM pPELUEHMS O BKITHYEHWM YKa3aHHOW B 4acTu 1 HacTosiwen cratbu
hapmaLeBTMYeCcKon cybCcTaHuum B rocy4apCTBEHHbIV pEEeCTP JIeKapCTBEHHbIX CPEACTB NPeAYyCMOTPEHHYIO
yacTblo 2 ctatbu 33 HacToswero degepanbHOro 3akoHa MHgopMauuio u yBegomnsaetr o6 3ToMm B
3NEKTPOHHOW UM NNCbMEHHON hopMe 3aaBUTENS.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHveM pgnsi OTKasa BO BKOYEHUW YKa3aHHOM B 4actM 1 HacToswen cratbu
dapmMaLeBTUYECKON CYOCTaHUMM B TOCYAAPCTBEHHbI PEEecTp JIEKAPCTBEHHbIX CPEACTB SBMSIETCS
3aKrnyeHne COOTBETCTBYHOLLEro YNOMHOMOYEHHOro dhefepanbHOro opraHa UCMOMHUTENBHOW BRlacTn O
TOM, YTO KayecTBO hapMaL,eBTUYECKON CyOCTaHLMM HE NOATBEPXKAEHO MONYYEHHBIMU JAHHBIMMU.

(yactb 9 BBegeHa dPepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pea. PenepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaeTcsi BKMOYEHME B FOCYAAPCTBEHHbI PEECTP JIEKAapCTBEHHbIX CPEACTB OLHOW
hapmaLeBTMHECKON CyOCTaHUMK, NPOU3BEAEHHON ONA peanu3auynm U BbIMYCKAEMOW OOHUM U TEM Xe
npousBoguTenem, B Buae AByx u 6onee peecTtpoBbIxX 3anncen.
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(vyacTtb 10 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. BHeceHne n3aMeHeHUn B AOKYMEHTLI Ha hapMaLeBTMYECKYI0 CyOCTaHLMI0, MPOM3BEAEHHYO OIS
peanv3aumy 1 BKIIOYEHHYIO B rOCY4apCTBEHHBIN PeecTp NeKapCTBEHHbIX CPeACTB, OCYLLECTBNAETCA B
nopsigke, yctaHoBrieHHoMm cTatbsimu 30 u 31 Hactodwero dPefepanbHOro 3akoHa, C  ynnaTon
rocygapCTBEHHOM NOLWNHBI, NPeayCMOTPEHHOM 3akoHoAaTenbCcTBoM Poccuiickon ®efepaumm o Hanorax
n cbopax.

(vyactb 11 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12. JonyckaeTtca obpalleHre hapmaLeBTMIeCcKnx cybcTaHUuun, NPpou3BEeAEeHHbIX ANA peanu3auuu,
B TeYeHMe cTa BOCbMUOECATUM OHEN [0 M Nocre NPUHSTUS YNOSTHOMOYEHHbIM heaeparnbHbiM OpraHom
WCMOSTHMTENbHOW BNAcT PELUEHUS O BHECEHUM W3MEHEHWA B [OOKYMEHTbl Ha dapmMaueBTUYECKYH
cybcTaHuuo, MpPOU3BEAEHHYIO [ANs peanu3auMyM U BKIHOYEHHYH B TOCYOAPCTBEHHbIA peecTp
neKapCTBeHHbIX CpeacTB.
(4yacTtb 12 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 wucknoyYeHMM U3 TroCygapCTBEHHONO peecTpa JeKapCTBEHHbIX CPeacTs
hapmaveBTMyecKkon cybcTaHumMM, NPou3BeAEHHOW Ana peanusauun, NPUHUMAaETCs YNONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONHUTENBHOW BNacTu B Criyyae:

1) npegcraBneHna CooTBeTCTBYOLWNM YNTOJTHOMOYEHHbIM (ben,epaanbnvl OopraHom NCMNONHUTENBHOMN
BNnacTh 3aKrnk4yeHunda O pucke wuin 006 yrpose Xu3Hm unn 340pOBbHO YelioBEKa nmbo KMBOTHOIO npu
NCNoJ1ib30BaHUN NNEKapCTBEHHOIo CpeacTBa;

2) nogaun pa3paboTyMKOM FEeKapCTBEHHOro CpeAacTBa MMM MNpou3BOAUTENEM FeKapCTBEHHOro
cpeacTtBa NMbO yNONHOMOYEHHbIM VMU APYIMM OPUAMYECKUM NULOM 3asBfieHuss 06 MCKMYeHun n3
rocyaapCTBEHHOro peecTpa feKkapCTBEHHbIX CpeacTB dapMaueBTUYeckon cybcTaHumMmn, Npom3BeeHHON
AN peanusauuu;

3) oTtcyTcTBUA (hapMaLeBTU4ECKON cybCcTaHLuN, NPOM3BEAEHHOM AN peanu3aumm, B obpalleHmmn B
Poccuiickon ®epepauumn B TeyeHne Tpex 1 bonee ner.
(vacTb 13 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Cratbsa 35. YTpatuna cuny c 1 nona 2015 roga. - PegepanbHbi 3akoH oT 22.12.2014 N 429-
P3.

Cratba 36. OGxanoBaHue pelleHUs 06 OoTKa3e B Bbloaye paspelleHus Ha npoBeaeHue
KIMUHUYECKOrO  UCCrNefoBaHUA  JieKapCTBEHHOro nmnpenaparta, pelleHus o6 oTkase B
rocynapcTBeHHOW pernucrpaumm rieKapcTBeHHOro npenaparta, 3ak/flo4eHUA KOMUCCUM 3KCMepToB
3KCNEPTHOro yUYpexxAeHUA UMK 3aKNnYeHUsi coBeTa Mo 3TUKe

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

PeleHne cooTBeTCTBYIOLWEro YNONHOMOYEHHOIo doeepansHOro opraHa UCMNOMHUTENbHOW BRacTu
00 oTkase B Bbldaye paspelleHUs Ha MNpoBeAeHMEe KITMHUYECKOro MWCCneaoBaHUs EeKapCTBEHHOro
npenapaTa, pelleHMe YKa3aHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW Bnactm ob oTkase B
rocygapCTBeHHOW perncrpaumMm nekapcTBEHHOro npenapaTa, 3akfloyeHMe KOMWUCCUKM  9KCMepToB
SKCMNEPTHOTO YYPEXAEHUS WU 3aKMOYEHWEe COBETA MO 3TUKE MOXeT ObiTb 06kanoBaHO B Mopsake,
YCTaHOBIEHHOM 3akoHodaTenbcTBOM Poccunckon depepaumn. 3akniodeHue KOMUCCUM 3IKCrepToB
3KCMEPTHOrO YyypexaeHus O B3aMMO3aMeHSEMOCTU FeKapCTBEHHbIX npenapaTtoB ANd MeaUUMHCKOro
nNpMMeHeHns NMMbo 0 TOM, YTO NleKapCTBEHHbIV NpenapaTt Anst MegUUUHCKOrO NPUMEHEHUS He SABNSETCS
B3auMMO3aMeHsieMbIM, MOXeT ObiTb 0OXanoBaHO JepxaTeneM WnvM BnagenbLeM pPerncTpaumMoHHOro
yOOCTOBEPEHUS SIeKapCTBEHHOrO npenapara B YNosIHOMOYEHHbIM dpefeparnbHbil OpraH UCNOMHUTENBHOWN
BNACTU, KOTOPbIA MPUBIEKAET K PACCMOTPEHMUIO yKa3aHHOW xanobbl NOABELOMCTBEHHbIE MY Hay4dHble
opraHudaumMm U1 obpasoBaTefbHble OpraHu3auMuM BbiCWwero obpas3oBaHWs, OCyLEeCTBAsoWmME
OesATenbHOCTb B cdrepe OOpalleHWs NeKkapCTBEHHbIX CPEACTB. 3akryeHne KOMUCCUM 3IKCMepTOB
3KCNEPTHOrO y4pexaeHnsi, 0opMIIEHHOE MO UToram nepecmoTpa 06xanoBaHHOrO 3aKOYEHNs IKCNepTa,
MOXeT OblITb OCMOpeHOo AepxateneM wnu BriagenbueM  pervcTpaumoHHOrO  YAOCTOBEPEHWS
nekapCTBEHHOro nmnpenapata nnbo YNOMHOMOYEHHLIM WMW NWLOM B MOpsigKe, YCTAHOBIIEHHOM
3akoHodaTtenbcTBoM Poccunckonn  ®Pepepaumun. [pu  obxanoBaHMM peLUEHUST  YNONHOMOYEHHOrO
denepanbHOro opraHa WCMNOMHUTENBHOM BracTW, 3akMioYeHUs 3KCrnepTa MMM KOMUCCUM 3KCrepToB
3KCMEPTHOrO yYpexaeHus, 3aKknioveHns coBeTa no aTuke AepxaTenb Unu Briagenel pernctpaumoHHoOro
YLOOCTOBEPEHUST NIEKAPCTBEHHOIO npenaparta nnbo ynonHOMOYEHHOE UMW NWLO BnpaBe NpeacTaBUTb
pesynbTaTbl 3KCMEepTU3bl MEeKapCTBEHHOro mnpenaparta, MNPOTOKOMbl MNOMYYEHHbIX akkpeaUTOBaHHbIMU
ucnbiTatenbHbiMyn nabopartopusmMmm (LEHTPaMm) pe3ynbTaToB UCCNEAO0BAHUN, UCTIbITAHUNA.
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(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Crtatba 37. UHcopmaums, cBA3aHHAA C OCYLUeCTBIIEHWEM FOCYAapPCTBEHHOW perucrTpaumm
neKapcTBeHHbIX NpenapaToB, MH(OPMaLMs O 3aperMcTPMPOBaHHbIX FlIeKapCTBEHHbIX Npenaparax
M NeKapcTBEHHbIX NpenapaTax, UCKIIOYEeHHbIX U3 rocyAapCTBEHHOro peecTpa JieKapCTBEHHbIX
cpencTtB

1. COOTBETCTBYIOLLMIA YNOTHOMOYEHHbIV heaepanbHbIin opraH UCNONTHUTENBHOWM BNacTy pasMmeLLaeT
Ha cBoeM odwmumanbHOM canTe B ceTu "UHTepHeT" WHdopMaunto, CBA3AHHYHD C OCYLLECTBIEHMEM
rocygapCTBEHHOM perMcTpauuy fnekapCTBEHHbIX MpenapaToB, B TOM 4YuCrie NpOBEeAEHMEM IKCMepTusbl
nekapCTBEHHbIX CPeACTB (BKIOYas pesynbTaThl ee NpoBefeHus), MHPOpPMaLMIo O 3aperncTpMpoBaHHbIX
nekapcTBEHHbIX NpenapaTax 1 NekapCTBEHHbIX Npenapartax, UCKIMYEHHbIX U3 rOCyAapCTBEHHOMO peecTpa
nekapcTBEHHbIX CPeaCTB, He No3aHee YeM Yepe3s NATb pabounx AHen Co OHSA NONYyYeHUs YIONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BNacTy COOTBETCTBYIOLLEN MHDOPpMaLU.
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-03)

2. Cpokn 1 nopsgok pasmelleHust ykasaHHoM B 4vactu 1 HacTosilen crtaTbM uHdopMaumm
yCTaHaBMNMBAKTCS YMONHOMOYEHHbIM doeeparbHbiM OpraHoM MCMONHUTENbHON Bnactun. NHdopmauus,
yKkasaHHasd B YacTu 1 HacToslLLen CTaTbu, ABMSIETCS OTKPbITOM M 0OLWenoCTynHOM U NpedocTaBnseTcs
3aMHTEpPeCcOBaHHbIM NULLAM B COOTBETCTBMU C 3aKoHOAaTenbcTBOM Poccuiickon degepaumm.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

naea 7. KNMMHWYECKWE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA, 0OTOBOP
OB X NMPOBEOEHUN, MPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnnHuyeckme uccnegoBaHUA NeKapCTBEHHbIX NMpenapaTtoB ANsi MegULUMHCKOro
NpPUMeHeHusA

1. KnuHunyeckne nccnenoBaHUs nekapcTBEHHbIX NpenapaTtoB Afsi MeAWULUHCKOTO NPUMEHEHUS], B
TOM 4uCre MexayHapoaHble MHOTOLEHTPOBbIE, MHOMOLIEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, MPOBOASATCS B
OOHOM WM HECKONbKUX MELMLUMHCKUX OpraHu3auusix B COOTBETCTBUM C MpaBunamMy Hagnexaiien
KMMHUYECKOW MPaKTUKK, YTBEPXKOEHHbIMU YMONHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMONHUTENbHOM
BMacTW, COOTBETCTBEHHO B CreAYyOLNX LEensX:
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1) ycTaHoBneHWe 6e30MacHOCTU NTeKapCTBEHHbIX NpenapaToB Ans 340P0oBbIX 406POBOMbLEB U (MNN)
NnepeHOCMMOCTU UX 300POBbIMU AOOPOBONbLAMU, 38 UCKITIOYEHUEM TaKUX UCCIIeQOBaHUI NIeKapCTBEHHbIX
npenapaTtoB, Npou3BeAeHHbIX 3a Npeaenamu Poccuiickoint denepaunu;

2) noabop onTyMarnbHbIX A03MPOBOK NeKapCTBEHHOrO Npenapara u Kypca neyeHus Ans nauueHToB
C onpegeneHHblM 3aboneBaHWeM, ONTMMarbHbIX [03 M CXEM BaKUMHaAUUM MMMYHOBMONOrM4ecKnMm
nekapcTBEHHbIMW NpenapaTamy 340poBbIX A0OPOBOSLLEB;

3) yctaHoBneHne 6e30nacHOCTM NNeKapCTBEHHOTO npenaparta u ero aeKkTUBHOCTM A8 NaLNEHTOB
C onpegeneHHoiM 3aboneBaHneMm, npodunakTyeckon aPGEKTUBHOCTM  MMMYHOBMONOrNYECKNX
nekapCTBEHHbIX NpenapaToB A 340POBbIX 4OOPOBONbLLEB;

4) n3yvyeHme BO3MOXHOCTU pacLUMpeHnd nokasaHu ana MeguLmMHCKOro NPpUMEeHEHNA N BbiABITIEHUA
paHee HeEn3BECTHbIX No6oYHbLIX AEACTBUN 3aperncTpmnpoBaHHbIX NNEKAPCTBEHHbIX NpenapaTos.

2. B OTHOLIEHNM BOCNPOU3BEAEHHbIX NIEKAPCTBEHHbIX NPenapaToB Ans MEAULUHCKOrO NPUMEHEHWS
npoBoAsATCS UccrneaoBaHUst GUOSKBUBANEHTHOCTU U (MNU) TepaneBTUYECKON 3KBUBANEHTHOCTU B NOPSIAKE,
YCTaHOBIIEHHOM YMOMHOMOYEHHBIM beieparnbHbIM OpraHoM UCMNOSTHUTENBHOW BNacTu.

3. OpraHmaauwo npoeeageHnAa KInMHNYeCKnx nccnegoBaHum NeKapCTBEHHOro npenaparta and
MeQNUMNHCKOro npuMeHeHusa BripaBe OCyLEeCTBIIATb:

1) pa3paboTymK NekapCcTBEHHOro nNpenapaTta UM ynoriHOMOYEHHOEe 1M NNLIO;

2) obpasoBaTefbHble OpraHuM3auunM BbICLLEro 00pa3oBaHMsl, OpraHu3auMn LOMNOMHUTENBHOMo
npodeccnoHansHoro obpasoBaHus;
(n. 2 B pea. ®egepansHoro 3akoHa oT 02.07.2013 N 185-93)
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3) Hay4YHo-uccnegoBaTeNbCKME OpraHn3aumm.

4. KnuHnyeckve wuccrefoBaHUS NeKapCTBEHHOrO npenapata Ans MeOMUMHCKOrO MNpUMEHEHWs
NPOBOASTCA Ha OCHOBAHWM pa3peLUeHnst Ha NpoBeAeHNe KIMHUYECKOro MCCreaoBaHus NeKkapCTBEHHOIO
npenapaTta, BblAAHHOTO YMOSIHOMOYEHHbIM bedepanbHbiM  OpraHoM  MCMOSTHUTENbHOW  BMacTu.
YNONHOMOY€EHHBIN dpedeparnbHbI OpraH UCNOMHUTENbHOW BriacTv BeAeT peecTp BblAaHHbIX pas3peLueHui
Ha NpoBefdeHne KIMHUYECKMX NCCeJoBaHU NIEKapCTBEHHOrO Npenaparta, CoAepXallui yKasaHne Ha ux
uenb unu uenu, B ycTaHOBNIEHHOM 3TUM OpPraHoOM Mopsiake.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 niona 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6. K opraHusauumn npoBefeHust KITMHWYECKMX WCCRefOBaHUN NeKapCTBEHHOro npenaparta Ans
MEOULMHCKOTO MpUMEHeHMs1 pa3paboTyMKOM FlekapCTBEHHOro npenapara MOryT MpuvBeKaTbCs
ropugudeckume nuua nobor opraHM3aLMoHHO-NPaBoOBOM hOPMbI NPU yCrnoBumn obecnevyeHns CoOoTBETCTBUS
3TUX uccnepoBaHumn TpebosaHnam HacTosero PegepansHOro 3akoHa.

KoHcynbTaHTlntoc: npumeyaHue.

B HacTosiwee Bpemsi AEWCTBYHOLLMM 3aKOHOOATENbCTBOM HE YCTAHOBMIEH MOPSOOK akKpeauTauuu
MEAVLMHCKMX OpraHusauuin Ha MpaBO MNPOBEOEHUS KIMHUYECKUX WCCIEeAOBaHUN JeKapCTBEHHbIX
npenapaTtoB Ans MeguuuHckoro npumeHenunsa. o 01.01.2021 pewnctBoBano [loctaHoBneHue
MpasutenbctBa P® ot 03.09.2010 N 683.

7. KnuHuyeckne wuccnenoBaHUs NeKapCTBEHHbIX MpenapaToB ANA MeOUUMHCKOrO MPUMEHEHWS
NpOBOAATCA B MEOWMUMHCKMX OpraHusaumsx, akkpeAWTOBaHHbIX YMOMHOMOYEHHbIM dedepanbHbIM
OpraHom MCNONHUTENBHOW BNAcTK B Nopsake, yctaHoBneHHoMm Npasutensctsom Poccuickon ®eaepaunn.

8. MNepeyeHb MeaNLIMHCKNX OpraHn3auni, MMerLwmnx NpaBo NPOBOAUTL KNMHUYECKME UCCreoBaHNS
neKapCTBEHHbIX MpenapaToB Afs MEeAMUMHCKOrO NPUMEHEHWs, U peecTp BblAaHHbIX paspelleHui Ha
npoBedeHne KIMHUYECKMX WUCCReoBaHUi NekapCTBEHHbIX MnpenapatoB  OnyGrMKOBLIBAOTCS U
pasmMeLlalTcs yNoMHOMOYEHHbIM heaeparnbHbIM OPraHOM MCMNONHUTENBHOW BNACTN B YCTAHOBMEHHOM UM
nopsigke Ha csoem oumumansHom cante B cetn "UHTepHeT".

Cratba 39. PelweHuMe O nNpoBeAeHUM KIMHUYECKOrO MUCCNefoBaHUA JeKapCTBEHHOro
npenapara gnsi MeAMLMHCKOro NpUMeHeHuns
(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe wccnegoBaHue NIeKapCTBEHHOIo npenaparta And MeguuMHCKOro npuMmeHeHuA
npoBOAUTCA Ha OCHOBaHWK pa3pelleHna Ha nposeneHmne KIinHn4eckoro nccriegoBaHuAa nekapcTtBeHHOro
npenapara, BblAAaHHOIO YMOJIHOMOYE€HHbIM cbe,u,epaanblm OopraHom WCMONHUTENbHON BRacTu no
pe3ynbTataM 3KCNepTu3bl OOKYMEHTOB, HeobxoaMMbIX Ans nonyyvyeHua paspelleHna Ha npoBeneHue
KINMMHNYEeCKOoro nccnenoBaHmna nekapCTtBeHHOoro npenapara un aTnyeckon OKCNepTu3bl.

2. Ona nony4yeHuna paspeleHnd Ha nposefeHune KIMHUYeCKoro umnccriegoBaHuda JiekapCTBEeHHOro
npenaparta anda MeguunHCKOro npMMeHeHna 3adaBUTeENb NpeacTtaBlideT B yI'IOJ'IHOMO‘-IeHHbIﬁ CbeﬂepaﬂbeIVI
opraH WCMNONHUTENbHOWN BNacTu:

1) 3adBlieHMe O Bblaydye paspelleHna Ha npoBedeHune KIMHUYeCKoro wuccnenoBaHuA
NekapCTBeHHOro npenaparta gnd MmeamunHCKoro npuMeHeHus;

2) KONMMU [OKYMEHTOB, MOATBEPXKAAMLMX YNNaTy rocydapCTBEHHOW MOLUMMHBLI 3a NpoBedeHue
9TUYECKON 3KCNEPTU3bl, 3KCMNEPTU3bl [OKYMEHTOB Ha FEKapCTBEHHbLIM npenapaTt Ans nonyyeHus
paspelleHns Ha MpoBEAEHME KIMHUYECKOTO WCCNEAOBaHUS NEKapCTBEHHOro npenaparta Ans
MELMLMHCKOrO MPUMEHEHUs, 3a BbiJady paspelleHUss Ha NpPOBeeHVEe KIUHUYECKOTrO WCCRefoBaHMUs
nekapcTBEHHOro npenapara Ans MeAWUMHCKOro NPUMEHEHNS, 3a NPOBEEHNE SKCNEPTU3bl JOKYMEHTOB Ha
NeKapcTBEHHbI npenapaT Ans  MNONydeHWs paspelleHuss Ha MpoBedeHME  MeXAyHapOAHOro
MHOIOLIEHTPOBOrO  KMMHWYECKOr0 WCCNeaoBaHus JEeKapCTBEHHOro npenapata Anst MeAMUMHCKOro
NPUMEHEHNS, 3a BblAayy pas3peLLeHmnst Ha NpoBeaeHe MeXAyHapOAHOrO MHOTOLIEHTPOBOTO KIMHUYECKOTO
nccneaoBaHNs NekapcTBEHHOro npenapara Ans MeauUMHCKOro NPUMEHEHWS, 3a NPOBEAEHNE 3TUYECKOM
9KCMEPTM3bl, IKCNEPTM3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIA MpenapaT Afsi NofyYyeHusl paspelleHus Ha
npoBefeHne MNOCTPErnCTPaLMOHHOIO KIMHUYECKOTO WUCCIeaoBaHWa eKapCTBEHHOro npenapaTta Ans
MELMLUMHCKOrO MpUMEHEHUsl, 3a Bblgayy paspelleHuss Ha MpoBEeAEHUE MOCTPErNCTPaLMOHHOIO
KMUHUYECKOrO UCCNefoBaHMWS NEKapCTBEHHOTO Npenapara Anst MeAULUHCKOTO NPUMEHEHWS;
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(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) nNpoTOKON KIMHMYECKOrO WCCreAOoBaHNUs IeKapCTBEHHOro npenapata Ans MeaULMHCKOro
NPUMEHeHNs;

4) 6poLutopy ncecnegosartens;
5) N"HOPMALMOHHBIV NINCTOK NAaLUEHTA;

6) cBefeHus o6 onbiTe pa6OTbI nccrnegosartenen no COoOoTBETCTBYHOWMM crneynarnbHOCTAM U UX
onbiTe paGOTbI no nposeaeHnto KNMMHN4YeCKnx nccnegoBaHum;

7) cBeAEHUsI 0 MEQMLMHCKMUX OpraHn3auusix, B KOTOpPbIX NpearonaraeTcsi NpoBeAeHne KIMHUYECKOro
MCCneaoBaHUs NeKkapCTBEHHOro npenapaTta ans MeAMUMHCKOro MpUMeHeHus (MofHoe W CoKpalleHHoe
HaMMeHOBaHWs, OpraHW3aLMOHHO-NpaBoBas opMa, MECTO HaxXOXOEHUS U MECTO OCYLLECTBIEHUS
AesATenbHOCTH, TenedoH, Tenedakc, aapec aNeKTPOHHONM NoYThl KaXaon MeaULMHCKON opraHu3auumn);

8) cBeieHnA O npeanofiaraeMbiX CpoKax npoBeneHmna KnMnHN4Yeckoro nccriegoBaHnAa nekapCcTtBeHHOoro
npenaparta gna meanmunHCKOro npuMeHeHuns,

9) KOnuM aOorosopa ob6s13aTenbHoOro CTpaxoBaHund, 3akKrni4eHHOro B COOTBETCTBMU C TUMOBbLIMU
npasunamu obsizaTenbHOro CTpaxoBaHud, C YKa3aHUeM npep,eanon YNCNEeHHOCTN nauyneHToB,
yqyacTBywwmnx B KIMHUYECKOM uUccnengoBaHMnM JekapCcTtBeHHOro npenaparta anda MegunuuHCKoro
NMPUMEHEHUA;

10) nHcbopmaLmMio 0 cocTaBe NekapCTBEHHOro nNpenaparta ang MeguuuHCKOro NpuMeEHeHus;

11) OOKYMEHT, COCTaBIEHHbIA NMPOU3BOAUTENEM NEKApPCTBEHHOIO Npenaparta Afis MeauLUMHCKOro
NPYMEHEHNS W COAEpXalUMi MnokasaTenn (XapakTepUCTMKM), a Takke CBeOEHVMs O FeKapCTBEHHOM
npenapate Ans MeOWUMHCKOTO TMNPUMEHEHUsl, MNPOM3BEAEHHOM Afs NpPOBedeHUs  KIMHUYECKUX
nccrnegoBaHui;

12) cBegeHns 0 gate npegoCTaBneHNs N PerucTpaLMoOHHOM HOMEpPE MULEH3UN Ha NPOM3BOACTBO
neKkapcTBEHHbIX CPEACTB B Crnydae, ecrnv Npou3BOACTBO NIEKAPCTBEHHOMO npenapara ocyLlecTBseTcs B
Poccuiickon ®epepaumm, wunum cBegeHuss O JaTte MpefocTaBeHuMs UM PermcTpauuMoHHOM HOMepe
3aKMYEHMS O COOTBETCTBUM NPOM3BOAMTENS] JEKAapCTBEHHOro mnpenapaTta TpeboBaHMSAM npaBuI
Hagnexalleh NPOV3BOACTBEHHOW MPaKTUKW, MNPEAOCTABMIEHHOMO YMOMTHOMOYEHHBIM OpraHoOM CTpaHbl
Npon3BOAMTENS NIEKapCTBEHHOrO npenapara.

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

21. B cnyyae HenpegctaeneHus C 3asiBNeHMEM O Bblgavye paspelleHus Ha nposedeHve
KNMMHUYECKOrO UCCNeAoBaHNA NekapCTBEHHOro npenapara Ans MeauuMHCKOro NnpuMeHeHns JOKYMEHTOB
(cBegeHwit), nogTBEpXKAALWUX ynnaTy rocyaapCTBEHHOW MOLUMMHBI U yKa3aHHbIX B MyHKTE 2 yacTtu 2
HacToslen cTaTbu, a Tawke BblAaBaeMbIX (MpPefocTaBnsAeMbiX) YNOMHOMOYEHHbIMU dhefeparnbHbIMU
opraHamu UCNONHUTENbHON BNACTN JOKYMEHTOB (CBeJeHWI), yka3aHHbIX B NyHKTe 12 yacTun 2 HacTosLwen
cTaTbM, YMOSHOMOYEHHbLIN defeparnbHblil OpraH WCMNOMHUTENBbHOW BMAacTW 3anpallnBaeT YyKasaHHble
AOKYMEHTbI (CBeAeHWs) B Mopsake MexBefOMCTBEHHOIO MHAPOPMaLIMOHHOIO B3anMOAENCTBUS.

(yacTb 2.1 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBbiwatowmn natn paboumx AHen co OHS NPUHATUS yYKazaHHOro B NyHkTe 1 yacTtm 2
HacTosILLen cTaTbM 3asABreHNs M HeobXoAWMbIX AOKYMEHTOB, YNOMHOMOYEHHbIV henepanbHblin opraH
UCNONMHUTENBLHON BNacTu:

1) npoBOAUT NPOBEPKY MNOJIHOTblI 1 OOCTOBEPHOCTU cBegeHun, coaepxxawnmxca B npeacrtaBii€eHHbIX
3adaBuTenemM JOKyMeHTax;

2) NnpUHUMaeT pelleHne o nposeaeHUN 3KCNepTrn3bl JOKYMEHTOB AN1A NoNydYeHUA paspelleHns Ha
npoeegeHne KrnmHn4ecKkoro nccriegoBaHnAa nekapcrtBeHHoro npenapara gna meanunHCKoro npuMmeHeHmud
N 3TU4ECKOM 9KCNepTuU3bl NN 00 oTKkase B npoBeaeHnn yKa3aHHbIX 3KCNepTus;

3) yBegomnisieT B 3MEKTPOHHOM (QOpME MM Ha OyMaKHOM HOCUTEene 3asiBUTENs O MPUHATOM
peLueHun nmbo B criyyae NpUHATUA pelleHnst 06 oTkase Takke C yKa3aHMeM MPUYMH Takoro 0Tkasa;

4) noarotTaBnmMBaeT M HanpaBllIAET B 3KCMEPTHOE Yy4dpexaeHune M COoBEeT MO 3TUKe 3adaHne Ha
npoesegeHne CoOOTBETCTBYHOLLNX SKCNEepPTus.
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4. B cnyyae BbISIBNEHUS HEMOMHOTLI U (MNKN) HEQOCTOBEPHOCTU MHOpMaLUK, coaepXallencs B
npeacTaBneHHbIX 3asiBUTENeM [OOKYMeHTax, YNOMHOMOYEHHbIV dhedepanbHbii opraH UCNOMHUTENbHOW
BNacTW HanpasnseT 3asBUTENIO 3anpoc 06 YyTOYHEHMM yKa3aHHOW nHpopMaLumu. [JaHHbIA 3anpoc MOXET
ObITb NepeaaH ynonHOMOYEHHOMY NPeACTaBUTENIO 3asBUTENS NIMYHO NO4 pacnucKy, HanpaeneH no novte
3aKasHblM MMCbMOM UNW NepeaaH B 3NeKTPOHHOW hopMe No TeNEeKOMMYHUKaLUMOHHbIM KaHanam cesasu. B
cny4dae HanpaBsfieHMsi OaHHOro 3arnpoca Mo Mno4yTe 3akasHbIM MUCbMOM OH CUYMTAETCsl MOJTyYEeHHbIM MO
NCTEeYEHMM LECTU OHEN C AaTbl HanpaBfieHMs 3akas3Horo nucbma. 3asButenb 00s3aH NpeacTaBUTb OTBET
Ha 3anpoc ynoriHoOMOYEHHOro dheepanbHOro opraHa UCMONTHUTENbHOM BNACTU B CPOK, HE NMpeBbiLlatoLLni
AeBAHOCTa pabounx gHen co AHA ero nonyyeHus. Cpok, ykasaHHbI B 4acTu 3 HaACTOsILEN cTaTbM,
NPUOCTaHaBIMBAETCA CO [OHS HarnpaBleHus 3asBUTENO0 3anpoca YMNOoNHOMOYEHHOro denepanbHoro
opraHa MUCMoJSTHUTENbHOM BNAcTu 40 OHS NONTyYEeHNss UM COOTBETCTBYHOLLENO OTBETA U HE YYUTbLIBAETCS NpU
WUCYUCIIEHUN CPpOKa MPUHATUSA YNONHOMOYEHHbIM heaeparnbHbIM OpPraHoM WCMNONHUTENBHON BracTu
peleHns o MnpoBeAeHUN IKCMepTu3bl OOKYMEHTOB Afs MOMy4YeHus paspelleHnss Ha npoBeaeHue
KITMHMYECKOro MCCrneaoBaHnsa nekapcTBEHHOro npenapaTa ang MeanUNHCKOro NPpUMEHEHUS.

5. OcHoBaHMeM AniA OTKasa B MPOBEAEHUN IKCMepTM3bl JOKYMEHTOB ANS MONyYeHUs paspelleHns
Ha npoBedeHVe KIMHUYECKOro UCCredoBaHUs fneKkapCTBEHHOro rfpenapata Ans  MeAMLMHCKOro
NPUMEHEHMS N 3TUYECKON IKCNEePTM3bl ABNAETCA NpeAcTaBneHne AOKYMEHTOB, MPeayCMOTPEHHbIX YacTbio
2 HacToslwen cTtaTbl, B HenornHom obbeme, HenpeAcTaBneHue 3asBUTENemM B YCTAHOBMEHHbIA CPOK
OTBETa Ha yKa3aHHbIN B YacTu 4 HacTosLeln cTaTby 3anpoc YNOMHOMOYEHHOro degepanbHOro opraHa
WCMNOMHMTENBHOW BniacTn nNnbo OTCyTCTBME B NPEACTaBIEHHbIX JOKYMEHTax Uc4epnbiBaloLero nepeyHs
HeobxogmMMon wuHdopMauun unu uHdopmaumm, KoTopas AOMmKHa OblTb OTpakeHa B HUX, a Takke
OTCyTCTBME MHOPMaLMK, noaTBepXKaaoLwWwen akT ynnaTtel rocya4apCTBEHHOW MOLWNUHBLI 32 NpoBeAeHue
3TMYECKOW 3JKCNepTu3bl, IKCNEepTM3bl OOKYMEHTOB Ha IeKapCTBEHHbIM npenapaTt Ansg nonyyYyeHus
paspeleHns Ha MnpoBedeHue KINMHMYECKOro WCCMefoBaHUsA  fekapCTBEHHOro npenapata  Ans
MEOWLMHCKOrO NPUMMEHEHWs, 3a Bblgadvy paspelleHus Ha npoBedeHMe KIMHUYECKOro uccriedoBaHus
neKkapCcTBEHHOro npenaparta Ans MeauUMHCKOro NpuMeHeHWsl, 3a MPOBeAeHNEe 3KCNePTN3bl JOKYMEHTOB Ha
neKkapCTBEHHbIN npenapaT Ana MOMyYeHWs paspelleHns Ha MpoBedeHWe  MeXAyHapoOHOro
MHOIOLIEHTPOBOrO  KIMMHWYECKOro WCCNeaoBaHWs JekapCTBEHHOro npenapata  Ans  MeavuMHCKOro
NpUMeEHeHWs, 3a Bblgayy pa3peLLeHus Ha NPoBeAeHNe MEeXAYHAapOAHOIro MHOrOLEHTPOBOMO KMMHNYECKOro
nccneaoBaHWs NekapcTBEHHOro npenaparta Ans MeguuMHCKOro MpUMeHeHus, 3a NpoBeAeHne 3TMYECKON
3KCNepTM3bl, IKCMEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIM npenapaTt Ans MnorydeHus paspelueHns Ha
npoBedeHne MNOoCTPErncTpaLMoHHOIO KIMHUYECKOro MCCreaoBaHus JeKapCTBEHHOro npenaparta Ans
MEOULMHCKOTO TMNPUMEHEHWs, 3a Bblgayy paspelleHnss Ha npoBedeHue MoCTPerncTpaunoHHOro
KNMHUYECKOrO MCCNeaoBaHMs NekapCTBEHHOro npenapaTa Ans MeauLMHCKOro NPUMEHEHUS.

6. [llpoBegeHue aKCNepTU3bl [OOKYMEHTOB [ANd MOMNydeHus paspelleHus Ha npoBefeHue
KIUHUYECKOro uccrneoBaHns nekapcTBEHHOro npenapara Ans MeguuMHCKOro NpUMEHeHNsa U 3TUYeCKon
3KCMEePTU3bl, COCTaBMEHNE KOMUCCUEN IKCNEPTOB N COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU UMU
HEBO3MOXHOCTU MPOBEAEeHUA TaKoro KIMHUYECKOro UCCrneoBaHus U HanpasneHne STUX 3aKroyeHui B
YMNOSTHOMOYEHHbIN  befieparnbHbli  OpraH  WCMOMHUTENbHOW BNAcTU  OCYLLIECTBMSATCA B CPOK, He
NPeBbILWALWUA TpuauatTn pabounx AOHEW CO [OHSA MNOSYyYEeHWUs] 3KCMEPTHbIM YUpPEXAEHWEM 3aJaHusi
YNONHOMOYEHHOro beeparnbHOro opraHa WCNOSIHUTENBHOM BRAactTV C MNPUAOXKEeHUeM [JOKYMEHTOB,
yKasaHHblx B nyHktax 3, 4, 10 u 11 vactu 2 HacToswen cTaTtbM, U COBETOM MO 3TUKe 3adaHud
YNONMHOMOYEHHOro bedeparibHOro opraHa WCMNOSHUTENBbHOM BracTu C MNPUIIOXEHNEM [OOKYMEHTOB,
yKasaHHbIX B NyHKTax 3 - 6, 8 1 9 yacTu 2 HacTosLLen cTaTbu.

7. B cpok, He npeBbiWwaWwmi NATY paboumx AHEN CO AHSA MOMyYeHWs 3aKMYEHUN, yKa3aHHbIX B
YacTn 6 HacTosIWen cTaTbu, YNOTHOMOYEHHBIN dhefepanbHbIN OpraH UCMOMHUTENbHOW BracTu:

1) OCyLLEeCTBIAET OLUEeHKY NMoCTynnBLUNX 3aKnvYeHnn ans onpeneneHna nx cooTBeTCTenA 3agaHnUAaAM
Ha npoBefeHne COOTBETCTBYHOLLNX SKCNEPTUS3;

2) npuHUMaeT pelleHVe O Bbldadye paspelleHus Ha NpoBedeHMe KIMHWYECKOro MccriefoBaHus
NeKkapcTBEHHOro npenaparta Afie MeAMUMHCKOTO MpUMeHeHuss U o6 oTkase B Bbigaye YKasaHHOro
paspeLleHns:;

3) BblAaeT pa3pelleHne Ha nposegeHne KnnHn4eckoro nccrieaoBaHna nekapcTtBeHHOro rnpenaparta
ana MmeguumHCKOro npuMeHeHuna nnun pellieHune 00 oTkase B Bblgaye YKa3aHHOro paspeLleHnd C ykasaHnem
NPU4YNH OTKa3a.

8. OcHoBaHnem OnAa OTKasa B Bblgaye paspelleHna Ha nposBeaeHune KnmHn4Yeckoro nccnenoBaHusA
NNeKapCTBEeHHOro npenapara anda MmeguuunHCKoro npuMeHeHusa AsndaeTcd Hanndne 3aknoy4eHnsa KOMUccum
OKCNepToB UK 3aKni4YeHna coBeTa Nno 3TUkKe 0 HEBO3MOXXHOCTU NpoBeeHnA KIMMHN4YeCKoro nccrenoBaHmna


consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4047A81E039D60E68697C98725D3D2E1C3649E4714601444CAF52021F9DFDEA7C7D3F5260m7K

NeKkapCTBeHHOro npenaparta anda MegmunHCKoro npuMmeHeHnda no pesynbrtataM npoBeeHHbIX 3KCNepTus,
npeaycMoOTpeHHbIX YaCTbio 6 HacTosLLEeN CTaTbu.

9. PeweHne o6 oTkaze B NpPOBEAEHMM IKCMEPTU3bl AOKYMEHTOB OJIS MOJTyYEHUS paspeLleHns Ha
npoBeAeHNe KIMMHUYECKOrO UCCNeaoBaHMsA NEKapCTBEHHOrO npenapaTa s MeAULMHCKOrO NpUMeEHEHNsI
N 9TMYECKOWM 3KCMepTM3bl U B Bblgave paspelleHMsi Ha NpOoBedeHUe KIMHUYECKOro WCCreLoBaHUs
NeKapCTBEHHOro npenaparta Ans MeAMUMHCKOro NPUMEHEHUsT MOXeT ObiTb 06XXarnoBaHO B MOpSAKe,
YCTaHOBMEHHOM 3aKoHo4aTensCTBOM Poccuiickon ®egepaunn.

Cratbs 39.1. 3TM4Yeckas aKkcnepTmsa
(BBeaeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1. OTnyeckas 9KCnepTn3a NpoBOoAUTCA COBETOM MO 3TUKE, CO34aHHbIM B nopsaake, yCtaHOBIIEHHOM
YNOJTHOMOYEHHbIM q)e,u,epaanbuvl opraHom NCMONHNTENbHON BNacTu, B LENSX Bblaavn 3aknioyeHus od
3Tn4Yeckon 06OCHOBAHHOCTM BO3MOXHOCTU nposeaeHna KnnHn4eckoro mnccrienoBaHua nekapCcTtBeHHOro
npenapara gnha meamunHCKoro npuMeHeHus.

2. 3kcnepTtamu coBeTa Mo aTvke MoryT 6biTb NpeacTaBUTENY MEQULMHCKNX OpraHn3aL i, HayyYHbIX
opraHmsaumin, obpasoBaTesbHbIX OpraHM3auuMi BbiCWEro obpa3oBaHus, a Takke npeacTaBuTenu
O6LLECTBEHHbIX OpraHM3auni, PerMrmo3HbliX opraHn3aunn n CpeacTs MaccoBon MHgopmMauun. JaHHble
3KCMEePTbl HEe AOMKHbl HAXOAWUTbCA B KaKOW-NMOO 3aBMCUMOCTM OT pa3paboTyMKOB NEKapPCTBEHHbIX
npenapaToB 1 ApYrnx nuy, 3anHTEPEeCOBaHHbIX B pe3ynbTaTax 3TUYECKON IKCNePTU3bI.

3. Onnarta ycnyr 3kcnepToB coBeTa MO 3TWKE OCYLIECTBMSETCS Ha OCHOBaHWW [O0roBopa,
3aKIIOYEHHOro Mexay YMNOfHOMOYeHHbIM dheaepanbHbiM OpPraHoOM WCMOSIHUTENbHOW BRacTW, KOTOPbIM
co3daH CcoBeT MO 3TUKe, W JKCMepToM coBeTa Mo 3TUKEe, 3a c4veT OoKeTHbIX acCUrHoBaHWUW,
NpeayCMOTPEHHbIX YNONTHOMOYEHHOMY (beaepanbHOMY OpraHy MCMONTHUTENBLHOM BNacTu, KOTOPbIM CO34aH
COBET N0 3TUKe, B hedepanbHOM BroKeTe Ha COOTBETCTBYIOLLMI rof, Ha obecneveHne ero AenaTenbHOCTH,
B pa3mepax, ycTaHoBneHHbIx [pasutensctsom Poccunckon ®egepaumn.

4. JkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuitckon degepaumm.

5. CocTaB coBeTa Mo 3TuKe, NONoXeHe 06 3TOM CoBeTe, MOPSAOK Ero AesiTeNIbHOCTU, TpeGoBaHMS
K KBanudmKaumm 1 onbITy paboTbl MO 3KCNEPTHON OLEHKE HAYYHbIX, MEANLMHCKUX U 3TUHECKUX acrneKToB
KMUHUYECKUX  UCCMEedoBaHWW  NEeKapCTBEHHbIX NpenapatoB AN MeOUUMHCKOrO  MpUMEHEHWS,
npegbsiBnsemMble K 3KCNepTaM coBeTa Mo 3TWKe, MOPSAO0K OpraHusauuM W NpoBeAeHUs 3TUYECKOM
aKcnepTusbl, opmMa 3aKMioUYeHUs1 COBETA MO STUKE YCTAHABIMBAOTCSA YNONHOMOYEHHEIM heeparbHbIM
OpraHoM MWCMOMHWUTENbHOW BracTh. Yucno npeactaBuTeneil MEOULMHCKUX OpraHu3auui He MOXeT
MpeBbILLIATL NONOBUHY OT 0BLLEro Yncna 3KCNepToB COBETA MO 3TUKE.

6. WHdopmauus o coctaBe coBeTa MO 3TUKe, NnaHax ero paboTbl U Tekylwen OeATerbHOCTU
pasMellaeTcs Ha odumumanbHOM cawWTe YMNONMHOMOYEHHOro eadepansHOro opraHa MCMOSNTHUTENbHON
BnacTtu B cetn "VIHTepHeT" B yCTaHOBMNEHHOM UM MOpPSAKe.

Cratba 40. I'IpOBe,quMe KINMUHN4YeCKOro uccrnenoBaHunsa rnekKkapCTBeHHOro npenapara gnsa
MeOULUUHCKOro npuMeHeHus

1. PykoBoguTens MeguLMHCKOW opraHusauuu, KoTopasi NpPOBOAWUT KIMHUYECKOEe WccrnefoBaHue
NeKkapcTBEHHOro npenapata And  MEAWUWHCKOrO  MPUMEHEHUs, Ha3HayaeT uccregoBaTtend,
OTBETCTBEHHOIO 3a MPOBEAEHUE TaKOro MWCCNEAOBAHWA U UMEKLWEero neyvyebHyl CchneumanbHOCTb,
COOTBETCTBYHLLYIO MPOBOANMOMY KITMHUYECKOMY UCCIIeA0BaHNI0 NeKapCTBEHHOro npenapaTta, Co CTaxem
paGOTbI no nporpamMmmam KImMHUYeCKnx I/ICCJ'IeLlOBaHI/IVI JleKapCTBEHHbIX MpenapaTtoB He MeHee 4YeM Tpu
roga u no ero npegnoXeHu HasHayaeT couccregoBaTenen M3 4yucna Bpayven 3Ton MeguuUMHCKOMN
opraHusaumn.

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

2. ViccnepoBartenb ocywlecTendeT Bbl60p nayneHToB, KOTOPbIe Mo MEOUUMHCKMUM NOKa3aHUAM MOryT
ObITb npuerie4eHbl K Yy4aCcTuio B KIMHMYECKOM WCCnegoBaHUM IneKapCTBEHHOro npenaparta ansa
MeaULMHCKOIro NnpuMeHeHu4.

3. Wccneposatens W couccnegosateny AOMKHbI  BObiTb  O3HAKOMMEHbl C  peaynbTatamu
[OKMUHUYECKOr0  WUCCMEeAOBaHWsA  NeKapCTBEHHOro  CpPeacTea, codepxaluumucss B Gpolutope
uccneaosaTens, NPOEKTOM MPOTOKomna KMMHUYECKOro MccreaoBaHUs nekapcTBEHHOro npenapaTa ans
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MEeAMLIMHCKOrO NPUMEHeHUsl, pa3paboTaHHbIM pa3paboTYMKOM NEKapCTBEHHOro npenapaTta UM MHbIM
OPUONYECKMM NNLIOM, MpPUBNEKAEMbIM K OpraHu3auun MpoBEeAEHUs KIUMHUYECKOro WCCeaoBaHUs
nekapCTBEHHOro npenapata Ans MeOUUMHCKOTO MNPUMEHEHWUs, W  OpYyrMMyW MaTepuanamum Takoro
uccnegoBaHus.

3.1. PykoBoauTenb MeOULMHCKOW OpraHnsaumm B CPOK, He NpeBbilIaoWmi Tpex padbounx gHen co
OHS1 Hayana npoBefeHust KNMHUYECKOro MCCreaoBaHUS NekapCTBEHHOro npenapara ans MeauuMHCKOro
npuMeHeHnsi, coobwaeT 06 3TOM B YMNOSIHOMOYEHHbBIN doefeparbHbii OpraH UCMOMHUTENbHOW BIacCTH,
BblAaBLUWI pa3peLleHme Ha NpoBeaeHNe Takoro uccneaoBaHus, No YCTaHOBIEHHON UM hopMme.
(vacTb 3.1 BBegeHa deagepaneHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHusaumu, OCYLLIECTBMSAIOWME OpraHM3auuio NpoBEAEHUs] KIUMHUYECKOro WCCneaoBaHus
neKapcTBEHHOrO npenaparta Ans MeAWUMHCKOrO MPUMEHEHMST U yKasaHHble B 4actu 3 ctatbu 38
HacTosillero depepanbHOro 3akoHa, B crnyvyae HeOOXOAUMOCTM BHECEHUSI WU3MEHEHUI B MPOTOKON
KMMHUYECKOro UCCrefoBaHMs NeKapCTBEHHOO NpenapaTa Ans MeAULMHCKOrO NPUMEHEHUs coobLiatoT 06
3TOM B YMOSIHOMOYEHHbIN bedeparnbHbIl OpraH MCMOMHUTENBHOW BRacTW, BblAaBLWUMIA paspelleHne Ha
npoBeAeHNE TAKOro UCCNEAOBAHUS, MO YCTAHOBMEHHOW UM hopMe.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. <Dopma COOOLWEHNs O BHECEHUM W3MEHEHUA B NPOTOKOJT KIMMHUYECKOro wuccrneagoBaHuA
NIeKapCTBEHHOrO npenaparta ana MegunumnHCKOro npuMmeHeHnd AornkHa cogepXxatb crneayrline ceeaeHnaA:

1) HanMeHoBaHuWe, NaeHTUPUKALMOHHBIN HOMEP 1 AaTa NPOTOKOMA KIMHUYECKOro UCCneaoBaHus;
2) paTta BHECEHMS UBMEHEHWI B MPOTOKOS KITMHUYECKOrO NCCNeAoBaHUs;
3) HaMMeHOBaHME N MECTO HaxXOXAEeHWs 3asBUTENS;

4) HaumeHOBaHWEe opraHusauuu, MpPUBMEYEHHOW pa3paboTyMKOM NEeKapCTBEHHOro npenapata K
opraHu3aumm NpoBeAeHNs KITMHNYECKOro ncecnegosanns (Mpu Hanmdmm);

5) HanMmeHoBaHNA N MecCTa HaxoxaeHunAa MeguumnMHCKUX OpFaHVI3aLI,VIIZ, B KOTOpPbIX NpoBOANTCA
KIMNHN4YecKoe nccnenoBaHmne;

6) pata Bblgaun paspelleHusl Ha NpoBeAeHMEe KIIMHUYECKOro WCCNeAoBaHUst U HOMEpP 3TOro
paspeLueHuns;

7) N3MEHEHUS, BHOCUMbIE B NPOTOKON KITMHUYECKOrO UCCreaoBaHus.
(yacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 11.10.2010 N 271-d3)

5. B cpok, He npeBbiwaoWwmn Tpuauatn paboumx gHen co OHSA MOMydYeHUs yKasaHHOro B yacTtu 4
HacTosLWen cTaTbM COOOLUEHUS, YNONMHOMOYEHHbIM eadepanbHbli OpraH MCMONHUTENBHON BRacTu
paccmaTpvBaeT 3TO COOOLeHVWe B YCTAHOBMEHHOM MM MOPSAKe WM MPUHMMAaeT pelueHne O BHeCEeHWUU
NU3MEHEHU B MPOTOKON KIMHWUYECKOrO MCCNEeAoBaHMA NekapCTBEHHOro npenapaTta Ans MeauuuHCKOro
npuMeHeHUss unM o6 oOTkasze BO BHECEHWM Takux Wu3MeHeHui. [Npu paccmoTpeHun coobLieHus o
HeobX0AMMOCTN BHECEHUS M3MEHEHUI B MPOTOKON KIMHWYECKOro WCCNefoBaHWA feKkapCTBEHHOro
npenapara Ans MeaNLMHCKOro NPUMEHEHUS B LIeNAX OLEHKM 0O0CHOBAHHOCTU NpeasiaraeMblX U3MeHeHNN
W onpegeneHns CTeneHn pucka Ans naunmeHToB, NPUHMMAIOLLMX y4acTue B KNMHUYECKUX UCCIef0BaHUsX,
YNONHOMOYEHHbLIM (befiepanbHbIM OpraHoOM UCMOSTHUTENBHOW BNacTy MOryT MpUBMEKaTbCA IKCNepThl
coBeTa o 3TUKe.

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

6. KnuHnuyeckoe nccnegoBaHue nekapcTBEHHOIo Npenapara ans MeALMHCKOro NpUMeHeH st MOXeT
GbITb MPUOCTAHOBEHO UK NpeKpaLleHo, eclu B NpoLecce ero NpoBeaeHns obHapyXeHa onacHOCTb Anst
XW3HW, 300POBbs NaUWEHTOB. B cnyyae BO3HMKHOBEHMWS OMacHOCTW ONS >KU3HW, 340POBbSA MaUMeHTa,
yyacTBYIOLLEro B KIMHMYECKOM WCCMedoBaHWM JekapCTBEHHOro mnpenapata Ans  MeauUMHCKOro
npuMeHeHus1, uccrnegosateny ob6s3aHbl NpovHMOpPMUpPoBaTL 06 3TOM PYKOBOAMTENS MeOULMHCKO
opraHusauMn M opraHuM3auuio, MONYYMBLUYIO paspeLleHVe YNONTHOMOYEHHOro deaeparibHOro opraHa
WCMOMHUTENBHOW BACTU Ha OpraHM3auuilo NMPOBEAEHUsS! KIMHUYECKOTO UCCIeAOoBaHus NeKapCTBEHHOTO
npenapara. PelueHne o NpUoCcTaHOBNEHNU KITMHUYECKOrO UCCIeq0BaHUs TeKapCTBEHHOro npenapara Ans
MELMLMHCKOro NMPUMEHEHNS MPUHVMMAIOT PYKOBOAMTENb MEAULIMHCKOM OpraHn3aumm v (Unm) opraHmsauus,
Mony4ymBLIAs paspeLleHne YrNOoNHOMOYEHHOTo dedeparnibHOro opraHa WCMOMHUTENbHOW BRactu Ha
opraHusaumio NpoBeAeHNs KIMHUYECKOTO UCCIIef0BaHUs NIekapCTBEHHOTO npenapara Ansi MeauuuHCKOro
NpUMeHeHWsl, pelleHne O MpekpalleHU TaKoro WCCNeAoBaHus MNPUHMMAET  YMOSIHOMOYEHHbIN
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deaepanbHbii opraH WUCMOMHUTENBHOW BRacTW Ha OCHOBaHWM COOOLLEHUS B MNUCbMEHHOW dopme
pykoBOAUTENST  MEOUUMHCKOW  OopraHuvsauuu  UnuM  opraHusauus,  nonyuduBlIas  paspelueHue
YNOMHOMOYEHHOro defepanbHOro opraHa MWCMOMHUTENbHOW BRacTV Ha oOpraHuM3auuio npoBefeHus
KITMHMYECKOro MCCcrneaoBaHnsa nekapcTBEHHOro npenapaTa ang MeanUNHCKOro NpUMeEHEHUS.

7. B cpok, He npeBbIWaWMN NATn paboynx OHEN Co OHS 3aBepLueHusl, MPUOCTAHOBMEHUS WK
npekpaweHns  KIMHUYECKOro  WUCCrefoBaHUs  NeKapCTBEHHOro npenapata  Ans  MeguuMHCKOro
NpMMeHeHus1, coobeHre o6 3TOM HampaBnseTCa OpraHu3auusMK, ykasaHHbIMM B 4actu 3 ctaTbn 38
HacTosLero ®eaepansHOro 3akoHa, B YNONMHOMOYEHHbIN dheaepanbHbI opraH UCNONHUTENBHON BRacTu
no yCTaHOBMNEHHOW UM bopMe.

8. <Dopma coolLeHunss o 3aBepueHunn, npuoctaHoBieHMn W npekpaweHnn KrImHN4YeCcKoro
ncenenoBaHnd nekapcrtBeHHOro npenapara and megmumHCKOro npuMeHeHuna OoJjnkKHa cogepXxartb:

1) wHbopmaLno 0 MEeOULMHCKOW OpraHM3auun unu MeauUMHCKUX OpraHu3auusax, npoBOAMBLLMX
AaHHOe uccrnegoBaHue;

2) onncaHmne gaHHOro nccregoBaHuA;

3) oaHHble uccnegosatens (dhamunus, UMsi, OTYECTBO, MECTO paboTbl, 3aHMMaemas OOMMKHOCTb,
cneunanbHOCTb, CTax paboTbl MO NPorpaMMam KINnMHUYECKNX NccrieqoBaHnii ieKapCTBEHHbIX NpenapaTos,
nepeyYeHb KIMHUYECKUX MCCreaoBaHUi NekapCTBEHHbIX NpenapaToB, B KOTOPbIX OH MPUHMMan yvactue
(nepvoabl y4actus) B ka4ecTBe UccnegoBaTens unm comccnegoBartens);

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT 4AHHOrO UCCNeAoBaHNs (3aBepLUeHne, NPUOCTAHOBEHWE UK NPeKpaLleHne JaHHOro
NCCNeaoBaHNsa € yKasaHMeM UX NPUYMH M BANSHWSA Ha OLEHKY ero pe3ynbTaToB, ObLLyl0 OLEHKY pucka u
OXugaemon nonb3bl  OT MNPUMEHEHWs WCCedyemMoro NekapCTBEHHOro npenaparta, a Takke
npegnonaraemsle ganbHenwme gencTeus).

8.1. lNpn BbiIABNEHUM epepanbHbIM OpraHoM MWCMOMHUTENbLHOW BMAacTW, OCYLECTBNSAOLWMM
dYHKUMM MO KOHTPOMK M Haas3opy B cdepe 30paBOOXpaHEHUS, HapyLLeHWW npaBun Hagnexallen
KIUHUYECKON MpaKkTUKM MNpU NPOBEAEHMM KINMHUYECKOro MUCcrnefoBaHWs NekapCTBEHHOro npenapara,
BMMAIOWMX Ha MOMHOTY M (MNM) OOCTOBEPHOCTb [AHHOIO KIMMHWYECKOrO WCCMNELOBaHWSA, YKa3aHHbIN
denepanbHbI opraH UCNOMHUTENBHOW BNacTW NpUoCTaHaBnMBaeT NpoBefeHue AaHHOMO KIMHUYECKOro
uccnegoBaHMs U BbIHOCUT MEAMLIMHCKOW OpraHusauum, B KOTOPOW MNPOBOAUTCHA [aHHOE KIUHU4Yeckoe
uccregoBaHue, npegnucaHme ob ycTpaHeHUn BbIIBNEHHbIX HapyLLeHWiA. [pu HeycTpaHeH MEAVLMHCKOM
opraHusaumeln BbISBNEHHbIX HapyWweHWn B YCTAHOBMNEHHbIM B MNpeAnucaHun CPoK  yKa3aHHbIN
denepanbHbIn OpraH WCMOMHUTENbHOW BMAacTU MPUHUMAaET pelleHne O npeKkpalleHUn npoBeaeHnst
KIWHWYECKOro uccrneaoBaHUA nekapCTBEHHOro npernapaTta W Hanpasnsetr B degepanbHbIn opraH
WCMOSTHUTENBHOW BMACTW, OCYLLECTBAAKLWMNA QYHKUUKN MO BbipaboTke 1 peanu3auumn rocygapcTBEHHOMN
NMONMUTUKM W HOPMAaTMBHO-MPaABOBOMY pPeryrnupoBaHuio B cdepe 34paBOOXPaHeHWs, 3akroyeHne o
BbISIBNEHUWN NPW NpoBeAEHUU OAHHOMO KIMMHWYECKOro MUCCrnefoBaHus HapyleHUn npasBur Hagnexaiuemn
KMMHUYECKOW MPaKTUKW ANS NPUHATUSA pelleHnst o6 OTMEHe paspeLleHust Ha opraHv3aunio NpoBeaeHus
OAHHOIo KMMHUYECKOro UccnefoBaHus ¢ AaTtbl MPUHATUSA pelleHUs O NPUOCTaHOBMEHUUM MNpoBefeHUus
KIUHNYECKOro nccnefoBaHus nekapcTBeHHOro npenapara.

(yacTb 8.1 B peq. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnonHomoueHHbIn hegepanbHbii OpraH UCMOMHUTENbHOW BfiacTu onybnMKoBbIBaeT 1 pa3MeLlaeT
Ha cBoem odmumanbHoM canTe B ceTn "UHTepHeT" cooblueHne O 3aBepLueHnmn, NPUOCTAHOBIIEHNN UMK
npekpaLleHnn KNMHNYECKOro UccrefoBaHns NiekapCTBEHHOro npenapara 4519 MeguuUHCKOro NpuMeHeHust
B CPOK, He MPEeBbILIALLMI NATU paboyumx OHEN CO AHA ero nonyyYeHus, B YCTaHOBMEHHOM UM Nopsigke.

10. YnonHoMo4eHHbIN hbedeparnbHbli OpraH UCNOSTHUTENBHOW BNAcTU OCYLIECTBRSET BeAeHue
peecTpa nccriegosaTenen, NPoBOAALLMX UMW NPOBOAUBLLMX KITMHUYECKME MCCNeoBaHUs NeKapCTBEHHbIX
npernapaToB AnNg MeOULUHCKOTO MPUMEHEHUs, B COOTBETCTBUM C YTBEPXAEHHBIMU UM nNpasunamMn u
pasmellaeT ero Ha cBoeM oduumanbHoM cante B ceTu "MIHTepHeT" B YCTaHOBNEHHOM UM Mopsigke.
YKasaHHbIN peecTp CoAepXUT MHAoOPMaLUIo, NPeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosILen cTaTbM.

11. OtyeT © pes3ynbTatax KIMHUYEeCKOro wuccnenoBaHuA JekapCTBEHHOro npenapara and
MeaNLMHCKOro npuMeHeHnsa CoCTaBliAETCA opransaumeM, yKa3aHHOI7I B Yactu 3 cTtaTbu 38 HacTosiLero
dJe/J,epaanoro 3aKoHa, Ha OCHOBaHWUM 3aKMOYEHUN MEOANLMHCKMX opraHM3au,V||7|, npoBoAMBLLUNX 3TO
nccnenoBaHne, U npeancrtaBndeTcAa B yﬂOJ'IHOMOLIeHHbIVI (be/:l,epaanbHZ opraH NCNONHNTENbHON BRacTy,
Bbl4aBLLMN pas3pelleHne Ha npoBeaeHmne 3Toro nccrnegoBaHuaA, B Cpok, He I'IpeBbILIJaIOLIJ,I/IIZ Tpex Mmecduen
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CO [OHA ero 3aBeplleHud, npuocTtaHoOBNEHUA WM npekpaweHnda, B nopdake, YyCTaHOBJIEHHOM
YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom WCMNONHUTENBbHON BNACTW.

12. HapyweHne npaBun Hagnexawlen KIUHUYECKON npakTukW, canbcudukaumsa pesynbTaToB
KMMHUYECKOrO MCCreAoBaHWs NIEKapCTBEHHOro npenapara A MeauUMHCKOrO NPUMEHEHUst BNEKyT 3a
cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccunckon ®enepauum.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. Mpw npoBeaeHNM KNMHNYECKOTO UCCNea0BaHUA NekapCTBEHHOro npenapara Ans MeauLUMHCKOro
npuMeHeHnst gonyckaeTtca 3abop y naumeHToB Guonornyeckux martepuanos (o6pasubl Gronornyeckmx
XNOKOCTEW, TKaHeW, CEKPeTOoB W NPOAYKTOB >KU3HEOEATENbHOCTU 4YenoBeka, (OU3NONMOrMYECKUX U
NaTosiorMyecKkmx BblOeneHun, Ma3KoB, COCKODOB, CMbIBOB, MWKPOOPraHM3MOB, OVOMNCUIHBIA MaTepwuarn)
ansa nx nsyvenus B Poccunickon ®enepauum n (unum) 3a npegenamm Poccunckon ®egepaunm.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. lMopsgok BBo3a B Poccuiickyio depepaumio u BelBo3a 3a npegensl Poccuiickon depepaumu
buonornyeckux  MaTepuanoB, MOMYYEHHbIX MNPU  NPOBEAEHWM  KIIMHUYECKOTO  UCCredoBaHus
neKkapCcTBEHHOro npenapata Ans MeOMUMHCKOrO MpUMEHeHusl, ycTaHaBnuBaeTcsl [1paBMTenbCTBOM
Poccuiickon ®epepauuu.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

Cratba 41. [doroBop O nNpoBeAeHUM KIIMHUYECKOro uCCcrefoBaHMA JieKapCTBEHHOro
npenapara gnsi MeAMLMHCKOro NpuMeHeHus

1. KnuHnyeckoe wuccreqoBaHWe NeKapCTBEHHOrO Mnpenapata Ans MeauUMHCKOro MNpPUMEHEeHUs
NnpoBOOUTCA B COOTBETCTBUW C JAOFOBOPOM O NMPOBEAEHUM KITMHUYECKOIO UCCIEA0BaHNSA NeKapCTBEHHOIO
npenapata Ans MeOUUMHCKOTO MPUMEHEHUS, 3aknioyaeMbiM MeXdy opraHusauuein, MonyYmBLIEN
paspeLleHne YnorIHOMOYEHHOro (hefdepanbHOro opraHa WCMOSNHMTENbHOM BRacT Ha OpraHM3auumio
NnpoBeOeHUs] TaKoro WCCMNedoBaHWs, U MEeOUUMHCKOW OpraHusaumen, OCyLLeCTBISIOWEN npoBeaeHue
Takoro nuccreaoBaHus.

2. ,D,OFOBOp O npoBedgeHnn KIMHNMYEeCKOro wuccnenoBaHnda JeKapCTBEeHHOro npenaparta and
MeANLMHCKOIro NnpuMeHeHna AoJmKeH coaepXaTtb:

1) yCnoBuMS 1 CPOKU NPOBEAEHNS AaHHOIO UCCrneaoBaHus;

2) onpeneneHne obwen cTonmocTu nporpamMmmbl JaHHONoO UccnengoBaHuA C ykasaHMemMm CyMMbl,
npep,HasHaqarou_LePlc;l ana BblnnaTt uccnenoBarenam, conccrniegoBaTenam,

3) onpegeneHune hbopMbl NpeAcTaBNeHNs pe3ynbTaToB A4aHHOMO NCCNEeA0BAaHUSA B YNONTHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOM BNacTU.

Ctatbsa 42. ®duHaHcOBOe obecneuyeHWe KIMHUYECKOro uUccCriegoBaHuUA JNNIeKapCTBeHHOro
npenaparta gnsa meguUMHCKOro npuMmeHeHuns

duHaHcoBoe obecneyeHne KIMHUYECKOrO WUCCedoBaHUS JIeKapCTBEHHOro npenaparta Aansa
MeQUUNHCKOIro npuMeHeHuna oCyLLeCTBIIAETCA 3a CHeT:

1) cpeacTtB begepanbHoro GrogxeTa;

2) cpencTe Opr&HVI38LI,I/IVl, nonyyYmBLUINX paspeleHne Ha opraHuns3auuio npoBeneHuda OaHHOro
nccrnenoBsaHud, B COOTBETCTBMKU C YCIOBUAMUK OroBopa O ero npoBeaeHunin;

3) MHbIX He 3anpeLLeHHbIX 3akoHoa4aTeNnbCTBOM Poccunckon denepaumm NCTOUHUKOB.

Cratba 43. ﬂpaBa nauneHToB, ydyacTBywowmx B KITMHU4YeCKOM uccnegoBaHun
JNNIeKapCTBeHHOro npenapara Ansa MeanUMHCKOro npumeHeHus

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCNenoBaHUM JNIEKapCTBEHHOro npenapata And
MeaNLIMHCKOro NnpuMeHeHnda aBndaeTca LI,O6pOBOﬂbeIM.

2. MNMaumeHT unm ero 3aKoHHbIN NpeaCcTaBUTENb AOJPKEH OblTb MHGHOPMMPOBAH B MMCbMEHHOM OpME:

1) O JeKapCTBeHHOM npenaparte OnAa MeguuunHCKoOro npuMmeHeHuma n CyWHOCTU KIMMHUYECKOro
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ncenenoBaHma 3Toro NekapCTtBeHHOro npenaparta;

2) o 6e3onacHOCTV NeKkapCTBEHHOTO NpenapaTa Ans MeAULMHCKOTO NMPUMEHEHUS, ero OXuaaemoi
3 HEKTUBHOCTA U CTEMNEHN pUCKa ANs NaLUeHTa;

3) 06 ycrnoBusix y4acTusi naumeHTa B KNMHUYECKOM UCCefoBaHUM fiekapCTBEHHOMO NpenapaTta Aans
MEeOULMHCKOTO NPUMEHEHNS;

4) O uenn uvnn uendx n npoaoJuKUTENIbHOCTU KIMMHUYECKOro wuccriegoBaHnA JeKapCTBEHHOro
npenapara gna meanunHCKOro npMMeHeHus;

5) o pencrtBuax nauveHTa B Cnyyae HenpenBUOEHHbIX 3PGEKTOB BMUSHUS JEKApPCTBEHHOMO
npenapaTa Ans MeaULMHCKOro NpYMEHEHMS HA COCTOSIHNE €ro 300POBbS;

6) 00 yCcnoBuax ob6s3aTensHoOro CTpaxoBaHu4A XNU3HW, 300P0OBbA NauneHTa;

7) O rapaHTunax KOHq)I/I,EI,eHLI,VIaJ'IbHOCTI/I ydactma nauneHta B KIMHUYECKOM uccregoBaHun
NeKapCTBEHHOro npenaparta Ana MmegunumnHCKoro npuMeHeHua.

3. ,D,O6pOBOJ'IbHOG cornacue nauueHTta Ha yvyacTtue B KIMHN4YeCKOM UccriegoBsaHnn nekapcrBeHHoro
npenapara Aana MeaMunmHCKOro npuMeHeHua noareepXaaeTtcd ero noanucbro unm noanncbiko ero
3aKOHHOro npeacrtaBnTena Ha VIH(bOpMaLI,VIOHHOM JINCTKE nauneHTa.

4. NaumMeHT unm ero 3aKoHHbIN npeacrtaBnTesib UMeeT NpaBOo 0TKa3aTbCA OT y4aCTuA B KIMMHNYECKOM
ncenenooBaHNMM NekapCTtBeHHOro npenaparta Aana MeguumnHCKOro npuMeHeHua Ha nobon cragun
npoeseaeHna Takoro nccneanoBaHuA.

5. lNpoBedeHne KIUMHWYECKOrO WCCNeAoBaHUS MeKapCTBEHHOro npenapata Ans MeguuUMHCKOro
NPUMEHEHNS C y4acTMEM B KayeCcTBe NauMeHTOB AeTew AOMyCcKaeTCcs TOMbKO C Corfacusi B MMCbMEHHON
dopme ux poguTenen, ycbiHoBuTenen. [eTm MOryT paccMaTpvBaTbCs B KayecTBe MOTEHUMAmnbHbIX
nauueHTOB TaKoro MCcriefoBaHus, TOMbKO €Cnn ero NpoBeAeHe HeobxXxoaMMo Ans yKpenneHns 300poBba
AeTen unm npogunakTukn MHGEKUMOHHbIX 3abonesaHnin B 4ETCKOM BO3pacTe nMbo ecnuv Lenbio Takoro
nuccrnegoBaHus ABMSeTCs NnonyyYyeHne AaHHbIX O Haunydlien 403UPOBKe NekapCTBEHHOro npenapaTa Ans
neyeHus pgeten. B aTMx cnyyasx TakoMy WCCRegoOBaHUIO AOIDKHO MpeALecTBoBaTb KIMHUYECKOe
uccrnegoBaHue NekapCcTBEHHOro npenapaTta ans MeauuUMHCKOrO NPUMEHEHWs Ha COBEPLUEHHOMETHUX
rpaxkgaHax, 3a UCKIIYEeHNeM criyjaeB, eCrnv nccregyemblvi nekapCcTBeHHbIV npenapaT Ans MeauuUMHCKOro
NPUMEHEeHWs NpegHa3Ha4YeH UCKMIYNTENBHO ANA NCMONb30BaHNSA HECOBEPLUEHHONETHUMU rpaxkgaHaMu.
(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. Sanpeu.l,aeTCH nposeaeHne KIMHUYEeCKOro uccrieqoBaHua JekapCTBEeHHOro npenaparta angd
MeaUUMNHCKOro npuMeHeHuna ¢ ydactmemM B Ka4eCcTBe NauneHTOoB:

1) BeTen-cMpoT 1 geTewn, ocTaBLuMXcs 6e3 nonevyeHnst poantenen;

2) )XEHLLMH B nepro 6epeMeHHOCTM, XXEHLUMH B NEPUO, TPYAHOIO BCKAapMIMBAHUS, 32 UCKIIOYEHNEM
cryJaeB, eCnv NPoOBOAMTCS KIIMHUYECKOE UCCneoBaHme NekapcTBEHHOIO nNpenapara, npeaHasHavyeHHoro
ANS YKa3aHHbIX XKEHLUMH, NpU YCNoBUM HEOob6XOoOAMMOCTU MONy4YeHust MHPOpMaLuM TONMbKO BO BpeMS
NnpoBeAEeHUS COOTBETCTBYIOLUMX KIIMHUYECKMX UCCNEeAOBaHUA U NPUHATUS BCEX HEODXOAUMbIX Mep Mo
UCKITIOYEHMIO pyCka HAaHECEHNS Bpeaa XeHLLMHe B nepunof 6epeMeHHOCTH, XEHLLMHE B NEPUOA FpyaHOro
BCKapMIMBaHWs, Nnoay Unm pebeHky;

3) BOEHHOCnyXalmx, 3a WUCKMIOYEHMEM CIyvyaeB MPOBEAEHUS KIMHUYECKOrO MWCCNenoBaHus
nekapCTBEHHOro npenapaTta, cneuunanbHO pa3paboTaHHOro Ans MPUMEHEHMSI B YCMOBWUSIX BOEHHbIX
OENCTBUI, Ype3BblHaMHbIX CUTyaLMiA, MPOUNaKTUKN U NeYeHns 3a6oneBaHuii U MOpPaKeHUN, NONy4YEeHHbIX
B pe3ynbTare BO34EeNCTBUSI HEONAaronpusiTHbIX XUMNYECKUX, OMOMNOrMYecKknx, pagunaumnoHHbiX akTopoB.
KnuHuyeckoe uccnegoBaHue TakoOro JNEKapCTBEHHOrO npenapata MOXET MPOBOAMTLCA C yvyacTueM B
KayecTBe MaLUEHTOB BOEHHOCIYXallMX, 3a WCKITYEHMEM BOEHHOCHMYXKALNX, MPOXOAALUNX BOEHHYHO
cnyx0y no npuabiBy, ¢ cobniogeHnem TpeboBaHWA, YCTAHOBEHHbIX HacToAwmMM degepanbHbIM 3aKOHOM
B OTHOLUEHUU IPaXKgaHCKUX NnLL;

4) COTPYAHUKOB NpaBOOXpaHUTESbHbIX OPraHoB;

5) nuu, oTObIBalOLWMX HakazaHMe B MecTax NULIEeHUs cBoboapbl, a Takke fuL, Haxoaswmuxcs nog
CTpaxel B crneCTBEHHbIX M30MNSTOpax.
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7. [onyckaeTcsa npoBefeHWE KIMHMYECKOrO MWCCNeaoBaHUS NeKapCTBEHHOro npenapata And
MEeAWLIMHCKOro NpUMeHeHNs, NpeaHasHa4YeHHoro Ans nevyeHnsa ncuxmdeckmux sabonesaHum, ¢ yyactmem B
KayecTBe NauneHTOB MnuL C NCUXUYECKMMU 3a60neBaHnsaMM, NPU3HAHHbLIX He4eecnoCoOHbIMU B Nopsiake,
YyCTaHOBMEHHOM  3akoHogaTtenbcTBOM  Poccuiickon  ®depepaumn.  KnuHnyeckoe  mnccnepoBaHue
nekapcTBEHHOro npenapara B 9TOM Criydyae NpOBOAMTCS NMPU HanuumMu cornacusi B NMCbMEHHON dhopme
3aKOHHbIX NPeACTaBUTENEN yKa3aHHbIX NUL,.

Cratbsa 44. ObGsA3aTenbHOe CTpaxoBaHUE XU3HU, 3O00POBbSA NauMeHTa, Y4acTBYHLUEro B
KITMHUYECKOM MUCCneAoBaHUM JIeKapCTBEHHOro npenapara Ans MeguuMHCKOro npMMeHeHus
(B peq. ®PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauusi, nony4yMBlIas paspelleHWe Ha opraHusauulo NpoBeAeHUs  KIMMHUYECKOro
MCCNeAoBaHUs NEKapCTBEHHOro npenapata Ans MeauUMHCKOrO nNpuMeHeHusi, obsisaHa B KadecTBe
cTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHUS Bpeda >XU3HW, 3[40POBbI MauueHTa B pesynbTate
npoBeaeHUs: KNMMHNYECKOro UCCreaoBaHnsl NeKapCTBEHHOIO nNpenaparta ans MeguUMHCKOro npuMeHeHns
3a CBOW CYET NyTEM 3aKnYeHnsl JoroBopa 06s13aTenbHOro CTpaxoBaHus.

2. OObektoM 006s3aTeENbLHOrO CTpaxoBaHnda dABNAETCA MMyU.leCTBeHHbIVI nHTEpeC nauuneHTa,
CBSI3aHHbIN C npun4ynHeHmnem Bpena ero Xm3Hun U1 340pOoBbl0 B pedyribTaTte nposeneHuna KnnHU4eckoro
ncenenoBaHMda nekapcrtBeHHOro npenapara anda meamumHCKoro npuMmeHeHus.

3. CTpaxoBbIM Criy4aem no 4OoroBopy 006s13aTenbHOro CTpaxoBaHUs SIBMSIETCS CMePTh NauueHTa unm
yXyALleHWe ero 30opoBbsi, B TOM YMCE BrekyLlee 3a cobol ycTaHOBMNEHWE UHBANMAHOCTU, NPY HaNMymnm
NMPUYNHHO-CNEACTBEHHOW CBSA3M MeXAy HacTyrnfieHMeM 3TOro COObITUS M y4acTMEM naumMeHTa B
KMMHMYECKOM MCCreaoBaHMK fiekapCTBEHHOTO npenapara.

4. TpeboBaHua O BO3MelWEeHWM Bpeda, MPUHMHEHHOTO >KU3HW WAM  340POBbI0  MAUMEHTAa,
NPpegbsaBrnsAlOTCA B TeYEeHWe  CPOKOB  WCKOBOW  OABHOCTW,  YCTAHOBMEHHbIX  rpaX4aHCKUM
3aKOHO4ATENbCTBOM.

5. Pasmep CTanOBOVI BbIMNJ1aTbl MO OOroBopy obs13aTenspHOro CTpaxoBaHd COCTaBlAET!:

1) B cnyyae cmepTy naumeHTa ABa MUNNUOHa pybren Ha Kagoro nauuveHTa, y4acTBOBaBLUEIO B
KMMHNYECKOM MCCregoBaHUM NeKkapCTBEHHOMO Npenapara;

2) Npu yXyALweHUn 300p0oBbs NauueHTa:

a) rnoenekwemM 3a cobon ycTaHOBneHWe UHBanUAHOCTK | rpynnbl, OANH MUINIMOH NSTLCOT ThiCAY
pybnem Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B KIMHWYECKOM WCCRefoBaHUM NeKapCTBEHHOro
npenapara;

6) noBnekLlem 3a coboit ycTaHoBNeHWe MHBanuMaHocTy |l rpynnbl, 0AMH MUMNMOH py6reit Ha KaXaoro
nauueHTa, y4acTBOBaBLUIEro B KIMHUYECKOM UCCIefoBaHUM NIeKapCTBEHHOMO Npenapara;

B) nmoBnekweM 3a cobon yctaHoBneHwve wuHBanugHoctu Il rpynnbl, NATbCOT ThicAY pybnen Ha
KaXxgoro naumeHTa, y4acTBOBaBLUEro B KITMHUYECKOM MUCCIefoBaHNN NekapcTBEHHOro npenapara;

r) He MoBrieKLweM 3a cobon yCTaHOBMEHWS MHBANUAHOCTH, He Bonee Yyem TpucTa Thicad pybnen Ha
Kaxkgoro nauveHTa, y4acTBOBaBLLErO B KIMHNYECKOM MCCneoBaHMM ekapCTBEHHOro npenapaTta, ucxoas
M3 HOPMAaTUBOB, OTPaXalLMX XapakTep W CTeneHb MOBPEeXAEeHUs 300pOBbsl, a Takke aKTU4ecku
MOHECEHHbIX NaUMeHTOM pPacxofoB, Bbl3BaHHbIX MOBPEXAEHUEM 340pOBbs, HA MeOWMLMHCKYI0 MOMOLLb,
npruobpeTeHne nekapCTBEHHbIX NpenapaTos.

(nn. "r" B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

6. Y1tpatun cuny c 1 nionsa 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

7. Cpok moroBopa 0Gs3aTenbHOro CTpaxoBaHMss He MOXeT GbiTb MeHee, YeM CPOK MpoBeaeHUs!
KIMUHUYECKOro MCCNedoBaHNs NekapCTBEHHOro npenapara.

8. Ycnosus aoroesopa obszaTenbHoro CTpaxoBaHund, B TOM 4YUCIle CTpaxoBble Tapl/l(*)bl no
o6ﬂ3aTeanomy CTpaxoBaHWUio, nepeyeHb HeobxoaMMbIX OOKYMEHTOB A5id ocyLiecTBlieHusa CTanOBOIZ
BbinniaTtbl, NOPAAOK YCTaHOBIIEHUA CTpaxoBaTenemMm wuHaunBuayarnbHOro I/I,El,eHTVId')VIKaLI,VIOHHOFO Koaa
nauneHTa, nopAanok VIH(bOpMMpOBaHI/IFl CTpaxoBaTternieM CTpaxoBLiMKa O NpuBri€4eHHbIX K KIMMHNYECKOMY
nccrnenoBaHMo nNekapCTBeHHOro npenapara and MeguumnHCKOro npuMeHeHuna nayneHTax, nopaaokK ynnatbl
CTanOBOIZ npemMmuun, nopAaaokK peannsaunm onpenefnieHHbIX HaCToALLNM CDep,epaanblM 3aKOHOM 1 OpYyrmmMmu


consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4037481E039D60E68697C98725D3D2E1C3249E071445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265CDC04F10B7B81E039D60E68697C98725D3D2E1C3249E07F4E5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4037481E039D60E68697C98725D3D2E1C3248E1704A5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E7724D5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265DD807F7027481E039D60E68697C98725D3D2E1C3249E7724F5E4159BE0A0E168BE3ED65613D50076CmCK

deneparnbHbIMM 3akoHamMu npaB U 06s3aHHOCTEW CTOPOH MO A0roBopy 06si3aTenbHOro CTpaxoBaHus, a
Takke HOPMaTVBbl, OTpaxallue XapakTep W CTeneHb MOBPEeXOEHUS 340pOBbsl, YCTaHaBMNMBAKTCH
TUNOBbLIMW NpaBunamn 0683aTeNbLHOr0 CTPaxoBaHWs.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

9.B cnyyvyae npndnHeHuna Bpena Xmn3Hu nauyneHTta, ydactBoBaBLUEro B KIMHNYECKOM UCCriegoBaHnn
JNIeKapCTBEHHOro npenaparta, Bbll'OﬂOI'IpVIO6peTaTeJ'IFIMVI no p[orosopy obs3aTenpHOro CTpaxoBaHusA
ABNAKTCA TrpaxnaHe, umewuine npaso Ha BO3MelWleHMe Bpeda B Cllydae CMepTu Kopmuribla B
COOTBETCTBUUN C rpaXaaHCKMM 3aKoHOOATENbCTBOM, NMPU OTCYTCTBUU TaKUX rpaxngaH - poauTenu, Cynpyr,
et ymepuiero naumeHTta, ydactsoBaBLUEro B KIMMHNYECKOM UccrnenoBaHM NnekapCTBeHHOro npenaparta,
B Clydae CMepTu nauneHTa, ydactBoBaBLUero B KNMMHM4YECKOM nccriegosaHMm nekapCTBeHHOro npenaparta
N HEe MMeEBLLUEero camMmoCToATesIbHOro agoxoaa, - rpaxpgaHe, Ha WXOMBEHUUN KOTOPbIX OH Haxoauncd, B
OTHOLUEHUN BO3MeELLleHNA pacxogoB Ha norpeGeHme nauuneHTta, y4yacrtBoBaBLUero B KIMMHWYECKOM
ncecnenoBaHMM nekapCcTtBeHHOro npenaparta, - nmuyo, NoHecllee Takme pacxoabl.

10. CTanOBaﬂ BbllMJlatTa B CYeT BO3MelWleHnAa Bpeda, MNpU4YNHEeHHOro Xu3HM nauueHTa,
y4qyacTtBOBaBLIEero B KIiMHNM4YECKOM UCCIriegoBaHUM NEKapCTBEHHOIO npenaparta, pacnpenendeTtca mexay
BbIFOp,OI'IpI/IO6peTaTeJ'IF|MVI nponopunoHanbHO NX KONMNMYECTBY B PaBHbIX O0ONAX.

11. I'IpM HaCTynrieHnn CTpaxoBoro criyvyasa nauneHT, yHaCTBOBaBLUMVI B KITMHN4YE€CKOM nccneanoBaHun
NeKapCcTBeEHHOIo npenaparta, BbIrO/J,OFIpVIO6peTaTeﬂb BrnpaBse npeabAaBuUTb HenocpeacTtBeHHO
CTpaxoBLUKY TpeGOBaHVIe O BO3MeLWEeHN npu4nNHEHHOro speaa. CTanOBaFI BblMJjiaTa OCYyLLUEeCTBIIAETCA
CTpaxoBLKMKOM B Te4eHne TpnauaTtun OHen co aHs npencraBneHnaA HeobXxoaMMbIX OOKYMEHTOB. MauneHT,
y‘-IaCTBOBaBLIJI/Iﬁ B KITMHN4YE€CKOM uUccrneanoBaHUn nekapCcTtBeHHOro npenaparta, nnm BberﬂOﬂpMO6peTaTeﬂb
00s13aH CcoOOLWNTb CTpaxoBLUKy AO514d OCylWeCTBIIeHnA CTanOBOVI BblMaTbl VIHﬂMBVIﬂyaﬂbeIVI
I/I,D,eHTI/I(*)I/IKaLLI/IOHHbIIZ Koa nauueHTa, yCTaHOBJ'IeHHbIIZ CTpaxoBaTtenemMm B COOTBETCTBUU C TUMNOBbIMU
npasunamMmu obsas3aTenbHoro CTpaxoBaHusa.

12. [Jo nonHoro onpepgeneHna pas3mMepa noglnexawero BO3MELUEeHUNK0 Bpeda CTpaxOoBLUMK MO
3aABJ1IEHNIO NauneHTa, ydacTBoBaBLlEero B KIMMHN4YECKOM nccrnenoBaHM nekapCTtBeHHOro npenaparta, nnm
3aABJIEHUIO BberﬂOI’IpVIOGpeTaTeJ'Iﬂ BrnpaBe OCyweCcTBUTb YacCcTb CTanOBOIZ BbiMJiaTbl, COOTBETCTBYIOLLYIO
d)aKTVI‘-IeCKVI onpe/:l,eneHHoﬁ 4YacTu Nnpn4nHEHHOro Bpeaa.

13. CrtpaxoBas Bbinmata B COOTBETCTBMM C [AOrOBOPOM 00A3aTENbHOIO  CTPaxoBaHWs
OCYLLECTBMAETCH HE3aBUCUMO OT BbINMaT, NPUYUTaIOLLMXCH NO APYrMM BUAaM CTpaxoBaHus.

14. He Oonyckaetca y4yactume nauuveHta B npoBeaeHUn  KIMMHUYEeCKOro unccriegoBaHusa
NNeKkapCTBEHHOro npenaparta npu oTCyTCTBUM OOroBopa obsizaTenbHOro CTpaxoBaHu4.

15. KoHTponb 3a WCMOMHEHMEM OpraHusauuMen, nNoNyyYmBLUEN paspelleHne Ha OpraHu3auuio
npoBeaeHUs KIMHNYECKOro UccrneaoBaHns NekapcTBEHHOro npenaparta angd MeauumMHCKOro npuMeHeHus,
YCTaHOBIEHHOW HaCTOsALEeN cTaTben 00s13aHHOCTU MO 06A3aTeNbHOMY CTPAXOBAHWMIO XMU3HU, 300POBbS
naumneHTa, y4acTBytoLLero (y4acTBOBaBLUErO) B KIIMHUYECKOM UCCNeS0BaHMM NIEKApCTBEHHOMO nNpenapara,
OCYLLIeCTBNAETCA YNONHOMOYEHHbIM efeparibHbiM OpraHoM WCMNOSIHUTENBHOM BNAcTW, BblAaBLUMM
paspelleHne Ha npoBedeHWe KIMHUYECKUX WCCredoBaHU NeKapCTBEHHbIX npenapaToB  Ans
MeAULIMHCKOro NPUMEHEHUS.

Maea 8. MIPON3BOACTBO N MAPKUPOBKA NEKAPCTBEHHbIX CPEOCTB
Ctatbsa 45. [Npon3BoACTBO NeKapCTBEeHHbIX CpeacTB

1. Tlpon3BOACTBO NEKApCTBEHHbIX CPEACTB [OOMMKHO COOTBETCTBOBaTb TpeboBaHMsM npaBus
Hagnexallen NpoM3BOACTBEHHOM NPAKTUKNU, YTBEPXAEHHBIM YNOMHOMOYEHHbBIM beepanbHbIM OpraHoM
ucnonHutTensHom Bnactn. OcobeHHOCTU Nepexofa NPOM3BOACTBA OTAENbHbIX NIEKAPCTBEHHbIX CPEACTB K
MX NPOU3BOACTBY B COOTBETCTBMM C TPeOOBaHMAMW MpaBuIl Hagnexallen Npon3BoACTBEHHON NPaKTUKK
ycTaHasnuBatotca [MpaButensctBoM Poccunckon ®epepauun. Bbigava 3aknioveHUn O COOTBETCTBUM
Nnpoun3BOaMTENSA TNEKapCTBEHHbIX CpeAcTB TpeboBaHWsIM NpaBuil  Haanexaiwlerh npou3BOACTBEHHOM
NPaKTUKN OCYLLIECTBNSIETCA NO pe3ynbTaTtaM MHCNEKTUPOBaHNS NpoM3BoaUTENEN NekapCTBEHHbLIX CPeacTB
B nopsake, yctaHosneHHom [lpaButenbctBom Poccuiickon ®depepaumn. Pasmep nnaTbl 3a Bblgady
3aKNO4YEHMsT O COOTBETCTBMM MNPOU3BOAUTENS NEKapCTBEHHbIX cpeacte TpeboBaHMsSM npaBun
Hagnexallen Nnpon3BOACTBEHHOW NPaKTMKN ycTaHaBnmBaeTcs [NpaButenscTBom Poccuiickon degepaumm.
Mopsagok opraHusaunyM u NpoBeAEHUs] UHCMEKTMPOBAHMS MPOM3BOAUTENEN NEKAPCTBEHHbIX CPeaCTB Ha
cooTBeTCTBME TpeboBaHMAM nNpaBwil Haanexawen npoOu3BOLACTBEHHOW MPaKTUKM YCTaHaBNMBAETCS
MpaButensctBoM Poccuinckon degepaumn.
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(B pen. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
3)

2. [lpom3BoAacTBO fiekapCTBEHHbIX cpeacTB B Poccuitickon degepaumm  ocyLlecTBnsaeTcs
NPOVN3BOANTENSAMM JNIEKAPCTBEHHbIX CPEACTB, MMEKLWMMN NNLEH3NIO HA MPOU3BOACTBO NEKAPCTBEHHbIX
cpeactB. [logTBepkaeHWe COOTBETCTBUS NUUEH3MaTta npaBuniaM Haanexailenh npou3BOACTBEHHON
NPaKTUKN OCYLLECTBIISAETCA B pamMKax JIMLEH3MOHHOIO KOHTPOSISt B COOTBETCTBUM C 3aKOHOAATENIbCTBOM
Poccuiickon ®egepauum ¢ y4eTomM 0COBEHHOCTEN, yKa3daHHbIX B YacTu 1 HacTosiLen cTaTbm.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ona uenen nUUEH3NPOBaHUS MPOU3BOACTBA FEKAPCTBEHHbIX CPeacTB AN MeOULMHCKOro
NPUMEHEHUS1 N MHCMEKTUPOBAHUS CYObEKTOB oOpalleHus fekapCTBEHHbIX CPEeACTB Ha COOTBETCTBME
TpeboBaHMAM NpaBun Hagnexallen NPon3BoACTBEHHON NPaKTMKKN dhedeparnbHbIi OpraH UCNOMNHUTENbHOM
BMacTW, OCYLUECTBMSIOWMA rOCydapCTBEHHYID pEerucTpauuito  feKkapCTBeHHbIX npenapaToB  Ans
MEeOULMHCKOTO TMNPUMEHEHUsi, NpenocTaBnseT deaepanbHoOMy OpraHy WCMONHUTENbHOW  BRacTw,
ocylwiecTersiolleMy deaepanbHbli TOCYAapCTBEHHbIA NULEH3NOHHbIA KOHTPONb AeATENbHOCTU MO
NPOW3BOACTBY NEKAPCTBEHHbIX CPeACcTB O MEeAMUMHCKOro MPUMEHEHUS, MO ero 3anpocy B pamMkax
MEXBELOMCTBEHHOIO MH(POPMALMOHHOTO B3aUMOLEWCTBUS B NOPsiAKe, YCTAaHOBMNEHHOM (heeparnbHbIM
OpraHoM MUCMOSMHUTENBHOW BRACTU, OCYLLECTBASOLWUM NIULEH3UPOBAHNE NPOM3BOACTBA JIEKAPCTBEHHbLIX
cpeacte Anst MeauUMHCKOrO NpuMeHeHusi, u  deaepanbHbiM  OpraHOM  WUCMOMHUTENbHOW  BNacTwy,
OCYLLECTBMSAIOLWMM FOCYAAaPCTBEHHYIO PErMcTpauuio NeKkapCTBeHHbIX MpenapaTtoB Ans MeAULMHCKOro
NPMMEHEHNs1, CBEJEHMS1 O NEeKapCTBEHHbIX CpeAcTBax, ykasaHHble B 4actu 5 crtatbm 18 HacTosiwero
depnepanbHOro 3akoHa, B TOM YWCIE B Cliydae, ecniv Takue CBeAeHNst COCTaBIST KOMMEPYECKYH TalHy.
(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM oT 14.07.2022 N 311-93)

3. [Mpon3BoacTBO NEKapCTBEHHbIX CPeacTB OCyLEecTBnseTcda C cobnwogeHnem TpeboBaHumn
NPOMBILLIIEHHOrO pernameHTa, KOTOpbIN yTBepXO4aeTcs pykoBoguTeneM nponsBoanTens nekapCTBEHHbIX
cpeactB M BKMYaeT B cebA nepeyeHb UCMNOMb3yemblx (papmaueBTUYECKMX CyBCTaHuMm 1
BCMOMOraTenbHbIX BELEeCTB C yKka3aHMeM KONMMYecTBa KaXgoro M3 HUX, AaHHble 06 MCnonb3yemom
obopydoBaHuM, OnNMCaHWe TEXHOMOrM4eckoro npouecca W MEeTOAOB KOHTPOMS Ha BCex aTanax
NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB.

4. lMpu nponsBoACTBE NEKApPCTBEHHBIX CPeACTB MCNOMb3yHTCA papMaleBTUYeckne cybcrtaHumm,
CBefeHMs O KOTOpbIX CcoAepXaTcd B [OCyQapCTBEHHOM peecTpe JieKapCTBEHHbIX CpeacTs, 3a
ucknodeHeMm ¢gapmMaLeBTUYECKMX CyOCTaHuun, MNpOM3BOAUMBIX ANsi NPOBEAEHMSI  KIUMHUYECKUX
nccnegoBsaHu u ansa akcnopta. K npoueccy npomssoactea hapMaLeBTUHECKON CyOCTaHLMM OTHOCATCS
nobble  cTagun  TEXHOMOrMYEeCKOro  npouecca, MNO3BONSAKLWIME  MOMAyYMTb  FOTOBBIM  MPOAYKT,
cooTBeTCTBYOWUA TpeboBaHnaM dapMakonenHon ctaTtby, B TOM 4yucne depmeHTauns, IKCTpaKuus,
04YMCTKa, BblAeneHue, nepekpucTannmsauus, BbiCylLMBaHWe, namenoyeHme. B cnyyae HeobxogumocTu
NCMNOMb30BaHNs 3TUMOBOrO cnupTta, B TOM 4ucne dapmaueBTnyeckon cybctaHumm cnupta 3TMIIOBOro
(sTaHona), npuv nNpPoOM3BOACTBE fEKapCTBEHHbIX CPeACTB B KayecTBe [AdeucTBywowero u (Mnu)
BCMOMOraTernbHOro BELeCcTBa, a TakKe B MHbIX TEXHOJOIMYECKMX LEensAxX AormkHa OblTb UCMonb3oBaHa
TOnNbKO (hapmaueBTUYecKast CydocTaHuus cnupTa STUIOBOrO (3TaHon).

(B pea. PegepanbHbix 3akOHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
3)

4.1. TepeyeHb nekapCTBEHHbIX MpenapaTtoB ANs MEAULMHCKOrO MPUMEHEHUS, B OTHOLLUEHUU
KOTOpbIX YyCTaHaBnuBakTca TpeboBaHuss K oO6beMy Tapbl, YNakoBKE W KOMMIEKTHOCTW, NepeyeHb
nekapCTBEHHbIX MpenapaToB A1 BETEPUHAPHOTO NPUMEHEHWS!, B OTHOLLEHMN KOTOPbIX YCTaHaBMBAKOTCA
TpeboBaHna K obbemy Tapbl, a Takke TpeboBaHMA Kk 0ObeMy Tapbl, YMAaKOBKE W KOMMEKTHOCTU
nekapCcTBEHHbIX MNpenapatoB Ans MeAMLMHCKOro npuMeHeHusi, TpeboBaHus K oO0bemy Tapbl
neKapCTBEHHbIX MpenapaTtoB Afs BETEPUHAPHOTO MPUMEHEHUS OMNPEAEnsoTCH COOTBETCTBYHOLLUMMU
YNOJNTHOMOYEHHbIMWN beeparbHbIMU OpraHaMyn MCMONHUTENBHOW BracTU B MOPsiAKe, YCTaHOBMEHHOM
MpaButenbctBoM Poccuiickon ®eaepaunn.

(vyacTb 4.1 B peq. PepepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusauumn, OCyLLecTBsiOWME NPOM3BOACTBO (hapMaLeBTUYECKON cyOcTaHumMM cnupTta
3TMMOBOro (3TaHoma) Ans NPOM3BOACTBA CNUPTOCOAEPXKALLMX JEKAapCTBEHHbLIX MpenapaToB, 0bsi3aHbl
OCYLLECTBMATL y4eT B Nopsiake, YCTAaHOBMEHHOM cTaTbsiMu 8 U 14 depepanbHOro 3akoHa oT 22 Hoabps
1995 roga N 171-®3 "O rocyaapcTBEHHOM perynmpoBaH1Mn Npou3BOACTBa M 060poTa 3TUIOBOrO CNMpTa,
arnkoronbHOM 1 CNMPTOCOAEPKALLEN NPOAYKLMM U 00 orpaHnyeHnn NoTpebnenns (pacnmuTus) ankoronbHON
npogykuun”. MponssoacTBo hapmaLeBTUHECKON CyOCTaHUMM cnvpTa 3TUIOBOro (3TaHona) AonycKaeTcs
TONbKO OpraHu3auuen, OCYLLECTBIISIOWEN NPOM3BOACTBO PEKTU(UKOBAHHOTO ITWUMIOBOrO chnvpTa U3
MALLLEBOrO CbIpbS Ha OCHOBAaHUW JMLEH3UM Ha MPOW3BOACTBO 3TWUMOBOrO CnuvpTa Ans NPOU3BOACTBA
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dapmavueBTMYEeCKONn CcybCTaHUUM cnupTa 9STUMOBOrO (3TaHomna) B COOTBETCTBUM C TpeboBaHUsMU
denepanbHOro 3akoHa OT 22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynmpoBaHun
npon3BoacTBa M 0BOpoTa 3TMMOBOrO ChMpTa, ankoroflbHOM M CnMpTocoAepXalien npoaykuum n ob
orpaHuyeHun noTpebneHna (pacnuTusa) ankorofnbHOW npoaykuumn', MeToAOM pas3BefdeHuss BOAOM
OYULLIEHHON TaKoro 3TUMOBOIo CNNPTa, NPOM3BEAEHHOrO JAHHOW OpraHn3aumner No MecTy OCyLLEeCTBNEHNS
Npon3BoAcCTBa papmaLeBTUYECKON CyOCTaHUmMmM cnmpTa 3TUIOBOIO (3TaHona).

(vacTb 4.2 BBegeHa dPegepanbHbiM 3akoHoM oT 03.07.2016 N 261-P3; B pea. PeagepanbHOro 3akoHa oT
27.12.2019 N 481-93)

4.3. lnauBmayanbHble NpeanpuvHMMaTteny 1 opugudeckMe nuvua, OCYLLeCTBASLWMNE 3aKyrnky u
nucnonb3oBaHue hapmaLeBTU4ecKon cybcTaHuun cnupTa 3TUNOBOro (3TaHona), a Takke NPOU3BOACTBO,
nsrotorneHne un (unu) o6opoT (3a UCKNIOYEHMEM PO3HMYHOW MPOAaXM) CAMPTOCOAEPXKAaLLUX
nekapcTBeHHbIX MpenapaTtoB, 00s3aHbl OCYLECTBASATbL WX YydeT W [AeKnapupoBaHuMe B Mopsiake,
yCTaHOBMEHHOM cTaTtbsiMu 8 u 14 depepanbHOro 3akoHa OT 22 Hosibpa 1995 roga N 171-93 "O
rocygapCTBEHHOM perynvpoBaHuM MNpou3BOACTBa M obopoTa 3TWMOBOrO CAMpTa, anKoOrofibHOM WU
cnvpTocoAepallen npogykumm n o6 orpaHmyeHn notTpedneHus (pacnuTnst) ankoronbHOW NpoayKuun'.
(4acTb 4.3 BBegeHa deaeparnbHbiM 3akoHOM OT 29.07.2017 N 278-03)

4.4. Mpun Npon3BOACTBE NEKapCTBEHHbLIX NpenapaToB A4Sl BETEPUHAPHOrO NPUMEHEHUS 4OMYyCKaeTCst
1crnosb3oBaHWe MNPOU3BeAEeHHbIX AN peanu3auun dapmaueBTUYeCcKUX CyOCTaHUMIA, BKIHOYEHHbLIX B
rocy0apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB  YMNONHOMOYEHHbIM beaeparnbHbiM — OpraHoM
WCMNOSHMUTENbHOW BMNAacTW, OCYLLECTBNSIOLWNM BeAeHWe TOoCyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX
cpencTs Anst MeaMUUHCKOro NPUMEHEHMUS.

(4acTb 4.4 BBegeHa dPepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

5. 3anpeLaeTca nponssBoaCcTBO:

1) J1eKapCTBEHHbLIX CpeacTB, HE BKITIOYEHHbLIX B I'OCWJ,apCTBeHHbIﬁ peecTp NneKapCTBEHHbLIX CPeacCTB,
3a UCKITIOYEeHneM JiekapCTBEHHbIX CpeacTB, NPOn3BOANMbIX ONA nNpoBeaeHUnA KIMMHN4YeCKnxX nccrnegoBaHum
N Angd 3KCnopTa,

2) hanbCcndULMPOBAHHbIX NEeKapCTBEHHbIX CPeACTB;
3) nekapcTBeHHbIX CpeacTB 6€3 NMLUEeH3NM Ha NPOU3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) NNeKapCTBEHHbIX CpeACTB C HapyweHuem rnpaBusl opraHusauunm npom3soacTtBa WM KOHTPOJIA
Ka4vecTBa JieKapCTBEHHbIX CPeacCTB,;

5) ytpatun cuny. - ®egepanbHbin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocodepXallmx fekapCTBEHHbIX MpernapaTtoB MO MECTY OCYLEeCTBNEHUA MPOM3BOACTBA
hapmaLeBTMHECKON CyOCTaHUMM chnvpTa 3TUNOBOrO (3TaHona) u (M) Mo MECTy OCYLULEeCTBIEHMS
Npoun3BOACTBA 3TUMOBOIO CANPTA;

(n. 6 BBeaeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

7) dapmaueBTMYECKON CcyOCTaHuuM chnupTa 3TUMOBOro (3TaHomna) v (Mnu) cnupTocogepKalumx
neKapCTBEHHbIX MpenapaTtoB Ha OCHOBHOM TEXHOSOrMYeckoM 00opygoBaHUM Ansi NpOM3BOACTBA
3TMIOBOrO CNUpTa, yka3aHHOM B nyHkTe 1.1 ctaTbm 14.1 ®egepanbHoro 3akoHa ot 22 Hosiopsa 1995 roga
N 171-®3 "O rocygoapCTBEHHOM perynMpoBaHuUM Mpou3BoAcTBa WM 0OOpoTa 3TMIOBOro CchnvpTa,
arnkorosnibHOM 1 CNMPTOCOAEPKALLEN NPOAYKLMM U 00 orpaHnyYeHnmn NoTpebnenns (pacnmuTus) ankoronbHOM
npoaykuunn".

(n. 7 BBeaeH ®egeparnbHbIM 3akoHOM OT 27.12.2019 N 481-93)

6. lNpun BBOAE INEKAPCTBEHHbLIX CPEACTB B rpaXOaHCKUM 0OOpOT YMONHOMOYEHHOE NULO
NPON3BOAMNTENS NEKapCTBEHHbLIX CPEACTB OCYLLECTBIAET NOATBEPXKAEHNE COOTBETCTBUSA NEKAPCTBEHHbIX
cpencte TpeboBaHUSAM, YCTAHOBIEHHLIM MPU WX FOCYAApPCTBEHHOW PeErucTpauuu, U rapaHTupyeT, YTo
nekapcTBeHHble CpeacTBa Npou3BedeHbl B COOTBETCTBUM C TpeboBaHMSIMM npaBuil Haanexatiiemn
NPOV3BOACTBEHHOW NMPaKTUKU.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNONMHOMOYEHHBbIM NLIOM MPOWU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB SABMSIETCS €ro pabOoTHUK,
aTTEeCTOBaHHbIN B YCTAHOBMIEHHOM YMOMHOMOYEHHbBIM heepanbHbIM OpraHOM MCMNOMHUTENBHOW BracTu
nopsiake N MMEKLWUN cTax paboTbl HE MeHee YeM NATb NeT B 0bnacTn Npon3BoACTBa U (MNN) KOHTPONs
KayecTBa NnekapCTBEHHbIX CPEACTB, BbicLLee 0Opa3oBaHNe COOTBETCTBEHHO MO OAHON U3 crneunansHOCTEN
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n (MnNn) ogHOMY U3 HamnpaBfeHUN NOAroToBKu: Buonornsa, BUOTEXHOMNOrSA, BETEPUHAPUS, BETEPUHAPHO-
CaHuUTapHas aKcnepTusa, KNnHuyeckas meguumHa, pagmanmnoHHas, xummdeckasa n buonorudeckas sawuTa,
dapmauus, pyHaameHTanbHas MeamumMHa, XMMnyeckas TEXHOMNOMnst, XUMUS.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. MpousBoanTenn nNekapCcTBEHHbLIX CPEACTB (3a UCKMYeHneM dapMaueBTUYECKOW cyGcTaHLum
cnupTa 3TUIOBOTrO (3TaHoMa) MOryT OCYLLECTBIATL NPOAaxXy NeKapCTBEHHbLIX CPeACTB UK NepeaaBaTth X
B YCTAHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon deaepaumm nopsiake:

(B pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1)/J,pyr|/|M npon3sBoanTesidM NekapCTBeHHbIX CPpeacTB AJ1d Npon3BoACTBaA JIEKAPCTBEHHbIX CPEACTB;
2) opraHmnsaunam OnNTOBOW TOProBJsun riekapCTBeHHbIMU CpeacTBamMu;

3) anTeyHbIM oOpraHu3aumsM, BeTepuHapHbIM anTeYHbIM OpraHM3auusM, WHAUBMOYAINbHbIM
npegnpuHMMaTensM, UMEKLWUM NULEH3NK0 Ha hapMaueBTUYECKYD OeATENbHOCTb UMN NIMUEH3MI0 Ha
MEOULMHCKYI0 0eATENbHOCTb;

4) Hay4HO-MCCreaoBaTENbCKMM OpraHM3aumnam Ans Hay4HO-UccrneaoBaTenbCckon paboTsl;
5) MeONLUMHCKUM OpraHn3aumnsim 1 BeTepMHapHbIM OpraH1M3aLmnsM;

6) opraHu3auusiM M WHAMBMAYANbHBIM MPEeanpPUHUMATENSIM, OCYLLECTBISOLWMM pa3BeaeHune,
BblpalLMBaHNE U COAEPKAHNE KMBOTHBIX (32 UCKMOYEHNEM Npodaxmn MM hapmaLeBTUYeCKUX cybcTaHumi
Unu ux nepegayn).

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. TlpowussoguTtenu dapmaueBTU4eckon cybcTaHuum cnvpTa 3TunoBoro (dTaHona) obsasaHbl
OCyLLEeCTBMATL peanu3aumio (nepegady B yCTaHOBMIEHHOM 3aKkoHoaaTenbcTBoM Poccuiickon depepaumm
nopsigke)  dgapmaueBTMYecKkon  cybcTaHuum  cnupta  3TWMOBOrO  (3TaHona)  MpouM3BOAUTENAM
nekapCTBEHHbIX CPEACTB ANA NPON3BOACTBA NIEKapCTBEHHbIX CPEACTB, NPOM3BOAUTENSAM (M3rOTOBUTENSM)
MEeOULMHCKUX M3Oenui AN NponsBoAcTBa U U3rOTOBMEHUSA MEAULIMHCKNX U3AENWIA B EMKOCTAX 06 beMOM
He 6onee 1 nuTpa n (unu) He meHee 1000 NUTPOB, a opraHn3aLmnsaM, yKasdaHHbIM B MyHKTax 3 - 5 yactu 8
HacToslLLen cTaTbk, B Tape obbeMoM He Bonee 1 nuTpa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHOM OT 29.07.2017 N 278-93; B pea. PegepanbHbIX 3aKOHOB OT
27.12.2019 N 481-93, o1 22.12.2020 N 444-03)

10. Peanuzauua (nepefada B YCTaHOBMNEHHOM 3akoHoAdaTenbCcTBOM Poccunckon depepaumu
nopsigke) dapmaueBTMyeckon cybcTaHuMM cnvpTa 3TUMIOBOro (9TaHona) opraHv3aumsM  OMTOBON
TOProBIW NEKAPCTBEHHLIMM CpeACcTBaMM He JOMYyCKaeTCs.

(vyacTtb 10 BBegeHa d®egepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

11. NepeBo3ku hapmaueBTUYECKON CYOCTaHUMM CnnpTa 3TUNOBOTO (3TaHoMa) OCYLLECTBIIAIOTCS C
cobniogeHnem TpeboBaHU, ycTaHOBMNEHHbIX ab3auem 4veTBepTbiM nyHkTa 3 cTtatbn 9 PegepanbHOro
3aKkoHa oT 22 Hos6pa 1995 roga N 171-93 "O rocygapcTBEHHOM perynupoBaHmm Npon3BoacTBa n obopoTa
3TMMOBOrO CMMPTa, arnkoroflbHOW M CNUPTOCOAEepXalien npoaykuum n o6 orpaHuyeHun notpebneHus
(pacnuTurs) ankoronbHOW NpogyKumn®.

(vyacTtb 11 BBegeHa dPegepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBka nieKapcTBEeHHbIX CpeacTB

1. ﬂeKapCTBeHHble npenapartbl, 3a WUCKINYEeHNEeM JeKapCTBEHHbIX MpenapaTtoB, U3roTOBJIEHHbIX
anTevYHbiMu opraHuzaumamu, BETEpPUHAPHbIMU anTeyHbIMU opraHmnzaunamm, nHamengyarnbHbIMU
npeanpunHnmartenaMmu, uMerwmnmMmn nMueH3nto Ha cpapmau.esmqecxyro 0eATenbHOCTb, AOJDKHbI NOCTYNaTh
B obpaLueHue, ecrnu:

1) Ha WX NEepBUYHON YyNakoBKe (33 WCKIOYEHMEM MEPBUYHOM YMAKOBKM NEKapCTBEHHbIX
pacTUTenbHbIX MpenapaToB) XOPOLIO YATaeMbIM LUPUTOM Ha PYCCKOM SA3blke yKa3aHbl HauMeHOBaHVe
neKkapcTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHOe, Uy rpynnUpPOBOYHOE, UM XMMUYECKOoe,
Uy TOproBoe HanMeHoBaHWe), HOMep cepun, AaTa Bbinycka (Ans UMMYHOBMONOrM4EeCKNX NeKapCTBEHHbIX
npenapaToB), CPOK roAHOCTM, 4O3MPOBKA MU KOHUEHTpaums, o6beM, akTUBHOCTb B eAnHULAxX OeNCTBUS
Uy KONM4ecTBO A03;

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)
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2) Ha nx BTOPUYHOWM (NOTpebUTENbCKON) YyNakoBKe XOPOLLO YMTaeMbIM LUPUETOM Ha PYCCKOM A3blKe
yKasaHbl HauMeHOBaHWE neKapCTBEHHOro npenapaTta (MexayHapoaHOe HenaTeHTOBaHHOoe, Wnu
rpynnMupoBOYHOE, MMM XUMMUYECKOE U TOProBOE HaMMEHOBaHWHA), HauUMEHOBaHWE MPOU3BOAUTENS
nekapcTBEHHOro npenapara, HoMep cepuun, AaTa Bbinycka (419 MMMYHOBMOMNOrMYECKNX NEKapCTBEHHbIX
npenapaToB), HOMEp pPerucTpaLMoOHHOro YAOCTOBEPEHUS, CPOK FOAHOCTM, CNOCOD NPpMMEHEHMS, 4O3MPOBKa
WNN KOHUEHTpauusi, o6bem, akTMBHOCTb B eAuHWUax OeWCcTBuUs nNMbo KONMMYecTBO [403 B YMNaKoOBKe,
nekapcTBeHHas oopma, yCroBMs OTNycKa, YCIIOBUSA XpaHeHus, npegynpeanTenbHble Hagnmcu.

(B peq. PepepanbHbix 3akoHOB oT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeckne cybctaHumm OOSKHbI MOCTynaTtb B OOpalleHWe, ecnm Ha MX MepBUYHON
yNnakoBKE XOPOLLO YATAeMbIM LLUPUPTOM Ha PYCCKOM si3blke yKasaHbl HauMeHoBaHve hapmaueBTUYECKON
cybcTaHuun (MexayHapodHOe HenaTeHTOBaHHOe, UMW FPynnMpOBOYHOE, UMM XMMUYECKOE U TOProBoe
HanMeHOBaHus), HaMMeHoBaHWe NPou3BOANTENS hapmaLleBTMYECKOM cybcTaHunn, Homep cepun u aata
W3roTOBMEHNS], KONMYECTBO B yNakoBKe W eAWHULbl U3MEPEHNs KONU4YecTBa, CPOK rogHOCTU U YCroBUS
XpaHeHus.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ﬂeKapCTBeHHble cpencrtBa B Ka4eCTBe CbIBOPOTOK AOJMKHbI NOCTYNaTh B o6pau.|,eH|/|e C yKasaHunem
XUBOTHOIO, N3 KPOBW, Nna3mMmbl KPOBU, OPraHoB U TKaHen KOTOPOro OHU NoJly4veHbl.

4. Ha BTOpWYHytO0 (NOTPEOUTENBLCKYI) YNAaKOBKY NEeKapCTBEHHbLIX CPeACTB, MOMYYEHHbIX U3 KPOBM,
nrasmbl KPOBKW, OPraHOB N TKAHEW YenoBeKa, AOS/MKHA HAaHOCUTbCA Haanuek: "AHTuTena k BUY-1, BUY-2, k
Bupycy renatuta C 1 NoBEpPXHOCTHbIN aHTUIreH BUpyca renatuTta B oTcyTcTBytoT".

5. Ha nepBu4Hyto ynakoBKy M BTOPUYHYIO (MOTPEBUTENBCKYIO) YNakoBKy paamodapmMaueBTU4ecKnx
nekapCTBEHHbIX CPeACTB AOIMPKEH HAHOCUTLCH 3HAK pagnauMoOHHOW ONacHOCTH.

6. Ha BTOpuM4YHyl (NOTpebUTENbCKY) YyNakoBKY FOMeONaTUYeCKUX INEeKapCTBEHHbIX MnpenapaToB
JOJMKHa HaHOCUTbCA Hagnuck: "fomeonaTuyeckuin”.

7. Ha BTOpuYHylO (MOTPEOUTENBCKYID) YNakoBKY NEKApCTBEHHbIX pacTUTENbHbIX NpenapaTos
AOMKHA HaHOCUTbCA Haanuchk: "MpoayKuus npowna pagnaumoHHbIA KOHTPOMb".

8. Ha nepBmYHyt0 ynakoBKy (€cnv Ans 3Toro CyLecTByeT TEXHNYECKas BO3MOXHOCTb) U BTOPUYHYIO
(MoTpebuTenbCKkylo) yNakoBKYy FEKAapCTBEHHbIX MNpenapaTtoB, MpeAHa3HaYeHHbIX ANA  KINMHUYECKUX
nccnegoBaHU, AOMKHA HAHOCUTBLCA HaaNUCh: "[Na KNMHNYeCKUX nccrnegosaHnn".

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBKa reKapCTBEHHbIX CPEeACTB, MpeAHa3HAYeHHbIX WCKIIOYUTENBHO AN 3KCMopTa,
MapK1pyeTcsi B COOTBETCTBUU C TPEOOBaHMUAMM CTPaHbI-MMNopTepa.

10. Ha TpaHcnopTHyto Tapy, kKoTopast He NpeAHasHayeHa Ans noTpebutenei n B KOTOPY NOMELLEHO
nekapcTBeHHOe CpeacTBO, AOIMKHA HAHOCUTLCA MHJPOPMAaLUUsi O HaUMeHOBaHWUK, CepUn NIEKapCTBEHHOTO
cpeacTBa, faTe BbIMyCka, KONMUYECTBE BTOPUYHbLIX (MOTPEOUTENbCKMX) YMNAKOBOK NEKApCTBEHHOIO
cpeacTBa, Npou3BoauUTerNe NEeKapCTBEHHOIO CPeACTBa C ykasaHUEM HaMMEHOBaHWUS U MECTOHAXOXAEeHUs!
NpoM3BOAMTENS NEeKapCTBEHHOro cpeacTea (agpec, B TOM 4yucre cTpaHa U (Unv) Mecto MpOoM3BOACTBA
NeKkapcTBEHHOro cpefcTBa), a Takke O CPOKe FoAHOCTU JIeKapCTBEHHOrO cpeacTBa M 06 YCrnoBusx ero
XpaHeHUsi U NepeBO3kM1, HeobXxoauMbIe NpeaynpeanTernbHbIE HAAMUCK U MAHUMYNATOPHbIE 3HAKU.

11. Ha nepBuYHyt0 ynakoBKYy Y BTOPUYHYIO (MOTPEGUTENBCKYH) YNaKkoBKY NEKapCTBEHHbIX CPEACTB
[Nsi BETEPUHAPHOIO NPUMEHEHUS [OIMKHA HAHOCUTBLCS HaanNuUck: "Ons BETEpUHAPHOTO NpUMEHEHNS".

12. Ha BTOpu4YHyl0 (MOTpPebUTENBCKYKD) YMNakoBKY JEKApPCTBEHHOrO npenapara HaHoCUTCA
LUTPMXOBOW KOA.

Maesa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EAEPALUIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWN ®EOEPALIMUA
(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

CraTbs 47. Nopspnok BBO3a nekapcTBeHHbIX cpeacTB B Poccuiickyro deagepauuro U BbIBO3a
nekKapcTBeHHbIX cpeacTB U3 Poccunckon Pegepauum
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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1. BB0O3 nekapcTBeHHbIX cpeactB B Poccunckyio denepauuio ocyLLecTBNSETCA B MNOPSAAKeE,
ycTaHoBrneHHoMm [paButensctBom Poccuiickon ®epepauuun, B COOTBETCTBMUM C  TaMOXEHHbIM
3aKoHO4AaTeNbLCTBOM TaMoOXeHHoro coto3a B pamkax EBpA3IDC (manee - TaMOXEeHHbIN col3) U (Mnu)
3akoHogaTtenbcTBoM Poccuiickon degepalmm o TaMoXXeHHOM aerne.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlntoc: npumedaHue.

[o 01.09.2023 poccuinckum nNpov3BOAUTENAM pas3peLleHo B YBEAOMUTENbHOM MOPSiAKE BBO3UTb HE
BHECEHHble B peecTp apmMaueBTUYeckne cybcTaHuMM Ans BETePUHAPHOro MNpPUMEHEHUs Ans
NPOn3BOACTBA 3aperncTpmpoBaHHbIX NiekapCTBEHHbIX cpeacTB (MocTtaHoBneHme MNpaButenscrtea PO ot
12.03.2022 N 353).

2. BBosuMble B Poccuiickyto degepaumio nekapCcTBEHHble CPeACTBa [AOMKHbI CoAepXKaTbCsl B
rocyAapcTBEHHOM PEECTPE NeKapCTBEHHbIX CPEACTB.
(B peqn. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-3, o1 27.12.2019 N 462-03)

3. JonyckaeTcsa BBO3 B Poccuiickyto deaepaumio KOHKPETHON NapTum 3aperncTpupoBaHHbIX 1 (Unu)
He3aperncTpupoBaHHbIX NEKapCTBEHHbIX CPeacTB, MpefHasHaYeHHbIX AN MPOBEAEHUS KIMHUYECKUX
nuccrnegoBaHUn NeKkapCcTBEHHbIX MpenapaToB, MPOBEAEHUS 3KCMEepPTU3bl NEKapCTBEHHbIX CPEACTB Ans
OCYLLECTBMEHNS TOCYyQapCTBEHHON permcTpauun nekapCTBEHHbIX npenapaTtoB WnM AN okasaHus
MEONLMHCKOWM MOMOLLM MO XU3HEHHbIM MOKa3aHMSAM KOHKPETHOro nauMeHTa Ha OCHOBaHUWM paspeLueHus,
BbIJAHHOIO YNOSIHOMOYEHHbIM hbedepanbHbIM OPraHoM MCNOMHUTENbHOW BMAAcT MO 3asBREHUSM N,
yKasaHHbIX B cTaTbe 48 HacToswero ®efgepanbHOro 3akoHa. PaccmoTpeHune Takoro 3asiBreHns 1 npuHATme
pelleHns O Bblgaye paspelleHWss Ha BBO3 KOHKPETHOW MapTuM 3aperMcTpyMpoBaHHbIX W (M)
He3aperncTpMpoBaHHbIX NEKAPCTBEHHbLIX CPEACTB, MpeAHas3HaYeHHbIX Afs NPOBEeAEHWS KIMHUYECKUX
nccneaoBaHWA NeKapCTBEHHbIX NpernapaToB, NPOBEAEHWS 3KCMepTM3bl feKapCTBEHHbIX CPeAcTB Ans
OCYLLECTBMEHNS TOCYyQapCTBEHHON permcTpauun nekapCTBEHHbIX MNpenapaTtoB WnM AN  okasaHus
MEOULMHCKON MOMOLLUM MO XM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauweHTta nvbo ob oTkase B Bbigaye
yKa3aHHOro paspeLleHns MPon3BoASaTCA B CPOK, HE MPeBbILaroLWmi natn pabounx gHen. MNnata 3a Boigavy
yKa3aHHOro paspelueHus He B3MMaeTCs.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2024 4. 3.1 cT. 47 yTpaymBaeT cuny (P3 ot 27.12.2019 N 475-03).

3.1. OonyckaeTtca BBo3 B Poccuickyio ®efepauntio KOHKPETHOW NapTuM He3aperncTpupoBaHHbIX
nekapcTBeHHbIX nNpenapaTtoB, coAepXalimMx HapKOTUYecKne CpeacTBa UMM MCUXOTPOMHbIE BellecTBa, B
nopsiake, yctaHoBrneHHoM [lpaButensctBoM Poccuiickon depepaumu, Onsg okasaHus MeOULMHCKOM
MOMOLLN MO >XU3HEHHBIM MOKa3aHMAM KOHKPETHOro nauueHTa Wnu rpyrnnsl NaunmeHToB B cnyvae, ecnu
uveeTcs pelleHne BpayebHON KOMUCCMM MeOMUMHCKOW oOpraHusaumMm O He3ddeKTMBHOCTM WK
HEBO3MOXHOCTU MPUMEHEHUS Y KOHKPETHOro MauueHTa WHbIX 3aperucTpupoBaHHbIX NEeKapCTBEHHbIX
npenapartos, B TOM 4YuCfne cogepxawux Apyrue AevcTBylOLlMe BellecTBa, M1 0 HeobXxoaMMOoCTV BBO3a
onpefernieHHoro He3aperncTpUpoBaHHOIoO NEKapCTBEHHOIo npenapaTa ¢ yka3aHueM ero MexayHapoaHoro
HenaTeHTOBaHHOro (MMM XMMUYECKOro, UMW PYNNMPOBOYHOIO) HauMeHoBaHWs, (POpMbl BbiMycka W
konudecTtBa. NepeyeHb 3aboneBaHU N COCTOSHWA U COOTBETCTBYHOLUMX MEeKapCTBEHHbIX NpenapaTos,
cofepxallMx HapKoTU4eckme cpefcTBa 1 NCMXOTPONHbIE BELLECTBa, B LernaX OCYLLECTBINEHMS UX BBO3a B
cooTBeTCTBMM C TpeboBaHMAMU HaCTOsILEN 4acTu yTBepXAaeTcs YNONMHOMOYEHHbIM dedeparnbHbIM
OpraHom UCMONHUTENBHOW BNacTu.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3.2. 0o 31 pekabpsi 2022 roga gonyckailoTcs BBO3 Ha Tepputopuio Poccuiickon ®epepaumm um
obpaweHne B Poccuiickon ®Pefepauum ¢ y4eToM OCOOEHHOCTEN, YCTaHOBMEHHbIX [MpaBMTENbCTBOM
Poccuiickon ®epepauun, 3aperMcTpuMpoBaHHbIX JIEKAPCTBEHHbIX MpenapaToB Ans MeAUUMHCKOro
NPUMEHEHNST B YNaKOBKax, NpegHa3Ha4YeHHbIX Ansa obpalleHns B MHOCTPaHHbLIX rocyaapcTBax, B criyvyae
AedekTypbl NEKapCTBEHHbIX NpenapaTtoB WM pUCKa €€ BO3HMKHOBEHMS B CBA3W C BBeAEHWEM B
OoTHoweHun Poccurickon ®epepaumm orpaHUYMTENbHBIX MEP SKOHOMUYECKOro Xapakrepa npu YCrnoBuu
COOTBETCTBMSI BBO3MMbIX J1IEKAPCTBEHHbLIX MNpenapaTtoB TpeboBaHWsIM, YCTAHOBMEHHbIM MpU  UX
perucTpaumm, 3a UCKIYEeHMeM TpeOOBaHUM K MEpPBUYHON YMaKOBKE, BTOPUYHOM (NOTPeOMTEnbCKOM)
ynakoBKe, a TaKkke Npu HanM4YnM Ha BTOPUYHON (MOTPeOMTENBCKOW) YNakoBKe NeKapCTBEHHbIX NPenapaTos,
HaxoOsLWMXCcs B obpallleHnMn, caMoKresilencs aTUKeTKU, codepkallern MHopMauunio o NiekapCcTBEHHOM
npenapare Ha PyCCKOM SI3bIKe.
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(vacTb 3.2 BBeaeHa depepanbHbiM 3akOHOM OT 26.03.2022 N 64-03)

4. B Poccuiickyto degepaumio MOXHO BBO3WTb Jl€KapCTBEHHblE CPEACTBA, KAa4yeCTBO KOTOPbIX
NOATBEPXKAEHO  CEpTMdMKATOM  NPOM3BOAUTENS  NIEKApCTBEHHbIX  CPeacTB,  YAOCTOBEPSIOLLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHBIX CpeacTB TpeboBaHAM dapMakonenHbix ctaten nubo B cnydae
NX OTCYTCTBUSA HOPMATMBHOW JOKYMEHTaUUN UM HOPMAaTUBHOMO AOKYMEHTA.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpewaeTtcs BBo3 B Poccuiickyto Penepauuio hanbcmuunmpoBaHHbIX NeKapcTBEHHbIX CPeacTB,
HeZ0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHLIX CPeACTB, KOHTPaaKTHbIX JIEKAPCTBEHHLIX CPEeACTB.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. PanbcMduUMpoBaHHbIE NEeKapCTBEHHblE CpPeAcTBa, HeAoOpOoKayeCTBEHHble JIEKapCTBEHHbIE
cpencTBa nognexart U3bATUIO U NocreayoLeMy YHUHTOXEHMIO Uin BbiBO3y u3 Poccuiickon ®egepaumum,
KOHTpadhaKTHble MNeKapCTBEHHbIe CPeaCcTBa - U3BbATUIO U NOCMNEAYIOWEMY YHUUTOXEHUIO. YHUUYTOXEHNE
unn BbiBO3 13 Poccuiickon ®depepaunn  danbCUPUUNPOBAHHBIX — NEKApPCTBEHHbLIX  CPEACTB,
HeJoOpOKaYeCTBEHHbIX  NEKapCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX  NEeKapCTBEHHbIX  CPeACTB
OCYLLEeCTBNAETCA 3a CYeT nuua, OCylecTBMBLUEro WX BBO3. [lOpsOoK YHUUTOXEHUS U3BATbIX
danbCuULNPOBaHHbBIX NEKapCTBEHHbIX CPeacTB, HenobpoKayeCTBEHHbLIX NEKapCTBEHHbIX CPEeACTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB ycTaHaBnmBaeTcd [NpasutensctBom Poccuickon depepaumm.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

7. Jlvua, ocywectBnsiowme BBo3 B Poccunckyto  ®egepaumo  hanbcnduunmpoBaHHbIX
NeKapCTBEHHbIX  CPEeACTB, HeAoOpOKaYeCTBEHHbIX  NIEKAPCTBEHHbIX  CPeACTB,  KOHTPadakTHbIX
nekapCTBEHHbIX CPeACcTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbIM 3aKOHOA4ATEeNbCTBOM
TamoxxeHHOro cotosa 1 (unu) 3akoHogatenscTBomM Poccuinckon depepanmm 0 TaMOXEHHOM Aene.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

8. BbiBO3 nekapcTBeHHbLIX cpeacTB u3 Poccuiickon Pepepauumn ocyulectensaetca 6e3 npuMeHeHus
OrPaHUYEHUN, YCTAHOBIIEHHbIX TaMOXEHHbIM 3aKoHO4ATeNnbCTBOM TaMOXEHHOro cot3a u  (unwm)
3akoHofartenbcTBoM Poccuiickon Pepepaumm O rocygapCTBEHHOM PEryrnMpoBaHUM BHELUHETOProBOW
OEeATENbHOCTH.

(B pea. PegepanbHbix 3akoHoB oT 06.12.2011 N 409-$3, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-
3)

9. BBog B rpaxgaHckuii obopoT NekapCTBEHHbIX MpenapaTtoB AN MeAWMUMHCKOTo NpUMEHEeHUs,
BBe3€eHHbIX B Poccuiickyto ®egepauuto, ocyllecTBnseTcs ¢ cobnogeHmem TpeboBaHnii, yCTaHOBNEHHbIX
ctatben 52.1 HacToswero PegepanbHOro 3akoHa.

(vyacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlmoc: npumeyaHue.
C 01.09.2023 cT. 47 pononHsetca 4. 10 (®3 ot 02.07.2021 N 317-93).

Cratbsa 48. lOpuauyeckue nuua, KOTOpbIM paspelleH BBO3 JleKapCTBEHHbIX CpeAcTB B
Poccuiickyto ®epepaumio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

INekapcTtBeHHble cpeacTBa B Poccuiickyto efepauuio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) npoun3sBoanTENIN  JIEKApPCTBEHHbIX CpeacTtB And uenen cobcTBEHHOro npon3soacTea
JNIeKapCTBEHHbIX CPeacCTB,;

2) WHOCTpaHHble pPa3paboTUMKM FEeKapCTBEHHbIX CPEACTB W MHOCTPaHHble NpPOW3BOAUTENU
nNeKkapCTBEHHbIX CPEACTB UNu Apyrvie lopuanmyeckue nuua no nopyveHuio paspabotyrka nekapcTBEHHOro
cpeAcTBa ANsl NPOBEAEHUS KIMUHUYECKUX UCCIeNOBaHUIA NekapCTBEHHOro npenapaTa, OCYLUEeCTBEHUS
rocynapcTBEHHON perncTpaumm nekapcTBEHHOTO Npenapara, BKMYeHUs hapMaLleBTUHeCKol cybcTaHLmm
B roCyapCTBEHHbI PEeCTp NEKAPCTBEHHBLIX CPEACTB, KOHTPOIS KaYeCTBa NEKAPCTBEHHbLIX CPEACTB Mpu
Hanuynn paspelleHust YNonHOMOYEHHOro defiepanbHOro opraHa MCMONHUTENbHON BMacTM Ha BBO3
KOHKPETHOW NapTuUX NeKapCTBEHHbIX CPEACTB;

3) opraH13aumm oNTOBON TOProBrv NekapCcTBEHHbIMU CPeACTBaMU;
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4) Hay4dHO-uUccnepoBaTenbCkue opraHusauumu, obpasoBaTenbHble OpraHu3auum  BbICLLErO
obpasoBaHus, MpPoOM3BOAUTENN NEKAPCTBEHHbIX CPeacTB And pa3paboTku, UCCNedoBaHWW, KOHTPOMSs
©e3onacHocTn, kayecTBa, 9(MEPEKTMBHOCTU NEKAPCTBEHHbIX CPEeACTB NpU  Hanuuuu paspeLleHust
YyNOMHOMOYEHHOro oefepanbHOro opraHa UCNOMHUTENbHOW BNacTy;

(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MmegunumHcKkne opraHmMsaumm, UHble yKasaHHble B NMyHKTax 1 - 4 HAcTosLWEN cTaTbM OpraHM3auum
ONS OKa3aHUsl MeAMLMHCKOM NOMOLLM MO XXM3HEHHbIM MOKa3aHWsIM KOHKPETHOro MaumMeHTa npy Hanmyunm
paspeLleHnsa ynonHOMOYEHHOro heaepanbHOro opraHa UCMOMHUTENBHOW BNACTM Ha BBO3 KOHKPETHOW
napTuvM NekapCTBEHHOro npenapara, BblJAHHOrO B YCTAHOBMEHHOM Mopsiike B (POpMe 3MNEKTPOHHOro
OOKYMEHTa, NOANUCAHHOMO YCUMEHHON KBANMULMPOBAHHON 3NEKTPOHHOW NOANUCHIO;
(B pea. PenepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlntoCc: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaunBaet cuny (P3 o1 27.12.2019 N 475-93).

6) rocygapCTBeHHbIe YHUTapHbIE NPeanpusaTus, UMYLLIECTBO KOTOPbIX Haxoautcs B dpeaepansHon
cobcTBeHHOCTH, onpefensiemble [NpasutenscTBom Poccuiickon ®enepaumm, B Yactn BBo3a B Poccuiickyto
degepaumio  HE3aperncTpMpoOBaHHbBIX FIEKAPCTBEHHbBIX MpenapatoB, COAEPXaLUX HapKOTMYEeCKne
CpeacTBa WUNM MCUXOTPOMHbIE BeELeCTBa, AMS OKa3aHWs MEeAMLMHCKOW MOMOLLM MO KMU3HEHHbIM
NMoKasaHUsSIM KOHKPETHOro naumeHTa WUnu rpynnbl NauMeHToB B COOTBETCTBUM C 4vacTbio 3.1 ctatbun 47
HacTosilero PenepanbHOro 3akoHa.

(n. 6 BBeaeH ®enepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

CraTtbsa 49. [lokyMeHThI, NpeAcTaBsisieMble B TaMOXeHHble opraHbl Poccunckon ®eagepauun
npu BBO3e JIeKapCTBEeHHbIX cpeacTB B Poccuiickyro depepauuio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. Mpn BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyto Pegepaumio B TaMOXEHHblE OpraHbl
Poccuiickon ®enepaumu Hapsgy ¢ AOKYMEHTaMu, NpeAcTaBneHne KOTopbIX NPeAYCMOTPEHO TaMOXEHHbIM
3aKOHOAATENbCTBOM TaMOXEHHOro coto3a M (Mnu) 3akoHopaTtenbcTtBoMm Poccuiickon degepaumm o
TaMOXeHHOM [ene, NpeACTaBnATCA cneayLme JOKYMEHTbI:

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

1) cepTudmkaT nNPOU3BOAMTENS IEKAPCTBEHHONO CPEACTBa, YAOCTOBEPSIOWNA COOTBETCTBUE
BBO3VMMOIO feKkapCTBEHHOro cpeactsa TpeboBaHuAM dapmakonenHon ctaTbu nmbo B criyvyae ee
OTCYTCTBMS HOPMaTUBHOW AOKYMEHTaL MU U HOPMAaTUBHOIO JOKYMEHTa;

2) pa3pelwieHne ynosiHOMOYeHHOro cbep,epaanoro opraHa WCMOSHUTENbHON BracTM Ha BBO3
KOHerTHOVI napTunm InekapCTtBeHHOro cpenctBa B Clly4dadax, YCTAHOBJIEHHbIX YaCTbh 3 crtatbun 47
HacTtodLllero <Dep,epaanoro 3aKoHa.

2. [JokymeHTbl, yka3daHHble B nyHkTax 1 M 2 yactm 1 HacTodwen crtatbu, NPEeACcTaBnsAlTCA B
TaMOoXeHHble opraHbl Poccunckon ®egepauun npy npubbiTMM NEKapCTBEHHbIX cpeacTB B Poccuiickyto
depepaumio.

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

Cratbsa 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyto ®depepauuio Ansi IMYHOro
MCNOMb30BaHUA U MHbIX HEKOMMEPYECKUX Liener, a Takke ANsi MCNONb30BaHUsA Ha TeppuTopum
MeXAyHapoaAHOro MeAULIMHCKOro Krnactepa
(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuiickyio Pepepaumio 6e3 y4yeta
TpeboBaHWN, NpefyCMOTPEHHbIX YacTsmu 1 - 4 ctaTbun 47, ctatbsamn 48 n 49 Hactoswero ®enepanbHoOro
3aKOHa, ecnv OHW NpegHa3HayveHbl Ans:

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NMYHOro MCNonNb3oBaHUSA M3nyecknMmy nuuamm, npnbsiBLMMK B Poccuiickyto Pepepaumio. Mpu
3TOM BBO3 B Poccurickyto PefepaLmio nekapCTBEHHbIX NPENapaToB, CoAepXalux CUNbHOOENCTBYOLLME
1 (UNK) SA0BUTbLIE BELLLECTBA, BKIMOYEHHBIE COOTBETCTBEHHO B CMUCOK CUITbHOAENCTBYHOLLMNX BELLECTB AN
Lernen yrofloBHOro 3akoHogaTenbcTBa Poccuiickon ®egepaumm n B CNUCOK SA0BUTBIX BELLIECTB AN Lienen
YronioBHOro 3akoHogatenbcTBa Poccuiickon depepaumun, yTBepxxaeHHble MNMpaButensctBoM Poccuickon
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denepaumm, OCYLWECTBNSAETCS MPUM  HanMuuM [OOKYMEHTOB (3aBepeHHbIX KON [AOKYMEHTOB UMY
3aBEpPEHHbIX BbINMUCOK M3 HUX), NOATBEPXAANOLIMX Ha3HavyeHue U3MYEeCKoOMY Inuuy YKa3aHHbIX
nekapcTBEHHbIX NpenapaToB (3a WCKMNOYEHUEM JeKapCTBEHHbIX MpenapaTtoB, 3aperycTpMpoBaHHbIX B
Poccuiickon ®epepaummn n otnyckaembix B Poccuiickon depepaumm 6e3 peuenta Ha nekapCTBEHHbIN
npenapart). [logTBepxaaroLLimMe OOKYMEHTbI (MX 3aBEpEeHHblE KOMUU UNWN 3aBePeHHbIE€ BbIMUCKU U3 HUX)
OOMKHbl codepxaTb CBeAEHWss O HaMMEHOBaHUM W KONUYECTBE HAa3HAYEHHOro JleKapCTBEHHOrO
npenapata. B cnyyae, ecnn nogTBepxgatoLwime OOKYMEHTbI (MX 3aBEpPEHHblE KOMUW UMW 3aBEpPEeHHbIe
BbIMNCKM M3 HMX) COCTaBMEHbl HAa MHOCTPAHHOM $3blKe, K HUM MpunaraeTcsl HoTapuarbHO 3aBEPEHHbIN
nepeBof Ha PyCCKUM A3bIK;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 02.06.2016 N 163-93)

2) wucnonb3oBaHWg  paboTHMKaMM  OMNMOMAaTMYECKOro  Koprnyca unv  NpeactaBuTensmu
MEeXAyHapOAHbIX OpraHu3aunin, akkpeanToBaHHbIX B Poccuinckon depepauny;

3) neyeHMs1 maccaxvpoB W UNEHOB 3KMMaXeW TPaHCMOPTHLIX CPEeACTB, Noes3gHbix Opurag u
BOAMUTENEN TPaHCMOPTHLIX CPeacTB, NpubbIBLLMX B Poccuiickyto ®enepauuio;
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neYyeHUs Y4aCTHUKOB MeEXAYHAPOOHbIX KyNbTYPHbIX, CMOPTUBHLIX MEPONPUSTUA U YYaCTHUKOB
MeXOYHaPOAHbIX 3KCNeanuuiA;

5) neveHns KOHKPETHbIX XXKMBOTHbIX B 300Napkax, 300cagax, Lupkax, okeaHapnymax, AenbmuHapusix,
neYeHns AKX XXUBOTHbIX, MOCTOSIHHO UMM BPEMEHHO HacensaoLwnx Tepputopuio Poccuickon ®eagepauunm,
HaxXOoASLUMXCHA B COCTOSAHUM €CTECTBEHHOMN CBOBOALI M NpMHaAnexawmx K Buaam, 3aHeceHHbIM B KpacHyto
kHury Poccumnckon ®egepaumm n (unu) kpacHele kHUrnm cybbektoB Poccuiickon ®degepauunn, a Takke
XMBOTHbIX, BBO3MMbIX B Poccuiickyto ®Pegepaumio ond y4actus B CMNOPTMBHBLIX U 3PENULLHbIX
MEPONPUATUSAX;

(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) ucnonb3oBaHWsl Ha TePPUTOPUN MEXAYHaPOAHOrO MEAMLMHCKOIO KnacTepa.
(n. 6 BBeaeH ®enepanbHbIM 3akoHOM OT 29.06.2015 N 160-93)

2. B cny4vasnx, npeayCMOTpeHHbIX YacTbio 1 HacTosLWen ctatby, gonyckaetcs BBo3 B Poccuiickyto
denepaumio nekapcTBEHHbIX NPenapaToB, He 3aperncTpmpoBaHHbix B Poccuiickon ®eaepauun.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHble NpenapaThbl, NpeAHas3HavYeHHble ANg ryMaHUuTapHouW noMoLm (CogencTBust) unm
NOMOLLM NP Ype3BblYaMHbIX CUTYaLusx, BBO3SATCS B Poccunckyto Pegepaumio B nopsigke, yCTaHOBIIEHHOM
MpaButensctBoMm Poccuiickon ®depepaumn. 3anpewaetcs BB03 B Poccuickyto  depepauumio
He3aperncTpupoBaHHbIX NEKapCTBEHHbIX NMpenapaToB, MpegHasHaYeHHbIX ANs FyMaHWTapHOW MoMoLLu
(copencTBmsa) UM NOMOLLM MPU Ype3BbIYaMHBLIX CUTYyaUNsX.

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

Cratba 51. CoTpygHuuyecTBO (heaepasnbHOro oOpraHa WCNOJNIHUTENILHOM BRacTy,
YNOJSIHOMOYEHHOro B 06f1IacTM TaMOXEHHOro gerna, U ApPyrux ynonHOMOYeHHbIX deaepanbHbIX
OpraHoB MUCMONHUTENIbHOM BNacTu

1. YnonHomoueHHble efeparnbHble OpraHbl  UCMOMHWUTENbHOW BMacTM MNpefocTaBnsioT B
pacnopsbkeHne egepanbHOro opraHa WCMOMHUTENbHOW BriacTW, YMONHOMOYEHHOro B obnacTtu
TaMOXeHHOro ferna, rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB, a Takke WHdopmauuio o
BblA@HHbIX paspelleHnsX Ha BBO3 KOHKPETHOW napTUW reKkapCTBEHHbIX CPeACTB B Crydasx,
yCTaHOBMEHHbIX YacTbio 3 cTaTbu 47 HacToswero PegepanbHOro 3akoHa.

2. ®epfepanbHblii opraH UCMOMNHUTENBHOW BNACTK, YNONTHOMOYEHHbLIN B 0611acT TaMOXXEHHOro Aena,
WHpopMMpyeT yKkasaHHble B 4YacTu 1 HacTosweWn cTaTtbu YNONHOMOYEHHble heaepanbHble OpraHbl
WCNONMHUTENBHOM BNacTM O BBO3e IleKapCTBEHHbIX cpedcTB B Poccuiickyio defepaumio 1 BbiBO3E
nekapcTBeHHbIX cpeacTs U3 Poccuiickon depepaumm no ¢opmMe 1M B Nopsiike, KOTOpble YCTaHOBMEHbI
MpaButensctBoM Poccuinckon degepaumn.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Mnaea 10. PAPMALEEBTUYECKAA OEATENIbHOCTb

Cratbs 52. OcywecTBneHue dpapmMaleBTUYECKON AeATENbHOCTH
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1. ®dapmaueBTMYeCKass [OeATENbHOCTb OCYLLUECTBASETCA OpraHM3auusiMum ONTOBOW TOProOBMM
nekapcTBeHHbIMW  cpeacTBamMu,  anTedHbIMM  OpraHu3auusaMmu,  BETepUHapHbIMW  anTeYHbIMU
opraHusaumamu, MHAMBUAYanbHbIMU npeanpuHUMaTensiMu, nmerLMmn NULEH3NIO Ha
dapmMaLeBTUYECKYIOD [OeATeNbHOCTb, MEAULUMHCKAMWU OpraHM3auvsamMu, WMEeLWUMU MULEH3MI0  Ha
dapmMaLeBTUYECKYID [OeATeNnbHOCTb, M uX 060co6neHHbIMU nofpa3geneHuamu  (ambynaTopusamu,
denbaLepckummn n denbaLepcKo-akyLepCcKMMU MyHKTaMu, LeHTpamuy (oTaeneHunsamm) obLuer BpadyebHom
(cemeriHOM) NpaKTUKK), PacrosyiOXEHHbIMW B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYOT
anTteyHble  opraHuM3aumM, W  BeTepuMHapHbIMW  OpraHu3auusiMM, UMEeKLWMMU  JIMLEH3UI  Ha
hapmaLeBTUYECKYO OEeATENbHOCTb.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®usnyeckme nuua MOryT OCYLLECTBRATE hapMaLEeBTUYECKYH OEesTENbHOCTb NPWU Hanmuymm
BbICLUEro Unu cpegHero hapmaueBTUYeckoro obpasoBaHmsa U cepTudmkaTa cneymanucTa, BbICLLIEro Unm
cpenHero BeTepvHapHoro obpasoBaHusi U cepTudmkaTa cneumanmcTa, a Takke BbICLLIEro Uin cpegHero
MeauUMHCKOro obpasoBaHus, cepTudukaTa crneuuanucta M OONOSHUTENBHOMO MNpPodeccMoHanbHoro
06pas3oBaHusl B 4acTW PO3HWYHOWM TOProBMM NEKAPCTBEHHBLIMM NpenapaTamMun npu ycrnoesum ux paboTtbl B
060c0o6neHHbIX NoApasAeneHmsax MeAULMHCKUX OpraHm3aUmii, ykazaHHbIX B 4acTu 1 HacTosILLelN cTaTbMm.
(4acTb 2 B pen. PepepanbHoro 3akoHa ot 27.07.2010 N 192-03)

KoHcynbTaHTlmoc: npumeyaHue.

JlexapcTBeHHbIE NpenapaThl 4NA MEAMLNHCKOrO NPUMEHEHWS, BBEAEHHbIE B FPaXKgaHCKMI 060poT Jo
29.11.2019, nognexart XpaHeHuto, NepeBo3ke, OTMYCKy, peanu3aumn, nepegade, NpUMEHEHUIO A0
ncteveHus cpoka nx rogHoctn (P3 ot 28.11.2018 N 449-93).

CrtaTbsa 52.1. BBoA B rpaxxgaHcKkui o60pOT JieKkapCTBEHHbIX NpenapaToB Afisi MeAULIMHCKOro
npUMeHeHus
(sBegeHa dPepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

1. MNepen BBOAOM B rpakgaHCKMA 0BOPOT KaXkdoW Cepumn UNn Kaxkaon napTuu Npou3BEeAEeHHOro B
Poccuickon ®egepauun nekapCcTBeHHOro npenapaTa Ans MeauuMHCKOro NPYMEeHeHUs], 3a UCKIIoYeHNeM
UMMYHOBMOMOrNYECKNX NekapCTBEHHbIX MpenapaToB, NPOU3BOAMTENb TAKOro NIekapCTBEHHOro npenapara
npegcrtaensetr B pedepanbHbIl OpraH WCMOMHWUTENbHOW BRAcTW, OCYLLECTBASALWUA yHKUMU MO
KOHTPOSO 1 HaA3opy B cdhepe 30paBOOXpPaHEHUS, AOKYMEHT NPON3BOAMTENS NeKapCTBEHHOro CpeacTBa,
NOATBEPXAaloLWUA Ka4ecTBO NEKapCTBEHHOro npenapaTa, U NoATBepXAeHMe YMNONTHOMOYEHHOro nvua
Npoun3BOAMTENSA NeKapCTBEHHbIX CPEACTB COOTBETCTBMS NEKApCTBEHHOro npenapaTta TpeboBaHWsM,
yCTaHOBMEHHbIM NPY €ro rocyaapCTBEHHOW perncrpawmm.

2. MNepen BBOOOM B rpaxgaHCKMm OBOPOT KaAOW Cepuu UNWM Kakgow napTuM BBO3UMOIO B
Poccuiickyo ®efepaumio nekapcTBEHHOro npenapata Ans MeauumHCKOro NPUMEHEHNs, 3a UCKITIOYeHNeM
UMMYHOOMOMOIMYECKNX  feKapCTBEHHbIX  MNpenapaTtoB, OpraHv3auus, OCYyLlecTBMsiowas BBO3
nekapcTtBeHHoro npenapata B Poccunckyio ®epepauunto, npeacrasnsetr B dedeparnbHbIn - opraH
UCMOSMHUTENBHOW  BMNacTu, OCYLLECTBASAIOWNA (YHKLUMM NO  KOHTPONIO W Haasopy B cdepe
30paBoOXpaHeHunsi, cepTudukaTt nNpou3BoaUTENs  NEKapCTBEHHOINo CpeacTBa, YAOCTOBEPSAIOLLMNA
COOTBETCTBME BBO3MMOIO fIEKapCTBEHHOMO Npenaparta TpeboBaHnsM hapMakonenHon ctaTtby, a B criyyae
OTCYTCTBUS (DapMakonenHon ctatbu TpeboBaHWSIM HOPMATMBHOW AOKYMEHTauuu, M nogrBepxaeHve
npeacraBuTens opraHusauuu, OCYLLEeCTBNALWeEN BBO3 fleKapCTBEHHOro npenapara B Poccunckyro
degepaumio 1 ynornHOMOYEHHOW MHOCTPaHHbLIM MPON3BOANTENEM NEKAPCTBEHHbLIX CPEACTB, COOTBETCTBUS
BBO3VMMOIO feKkapCTBEHHOro npenapata TpeboBaHWsM, YCTAHOBMNEHHbIM NPW €ro rocygapCTBEHHON
perncTpaumn.

3. MNopsgok npeacTaBneHns B COOTBETCTBUM C YacTaMu 1 1 2 HacTosiwen ctaTbn JOKYMEHTOB U
CBEEHVMN O JIEKApCTBEHHbIX MpenapaTax, BBOAMMbIX B rpaxaaHCKMn o00OopoT, ycTaHaBNMBaETCS
MpaButenscTBoM Poccuinckon degepaumm.

4. B OTHOWEHUN NepBbIX TPeX Cepuin uUnM napTUin NekapCTBEHHOro npenapaTa, BrepBble
npousseneHHoro B Poccunckon depepaumm unu Bnepsble BBo3uMoro B Poccunckyto ®epepauuio, B
denepanbHbI opraH UCMONHUTENbHOM BNACTW, OCYLLECTBSIOWMA PYHKLUUM MO KOHTPOMO U Haa3opy B
chepe 3apaBooOXpaHeHUs, 4ONONHUTENBHO NPeACTaBNASeTCs MPOTOKON UCMbITAHUA O COOTBETCTBUN CEPUM
UnNM napTUM nekapcTBEHHOro npenapaTta Ans MeauUWHCKOro MPUMMEHEHMs1 MoKasaTensiM KadecTBa,
NpefyCMOTPEHHbIM HOPMaTUBHOW [OKyMEHTauuen (ganee - MNpPOTOKOM WUCMbITaHWI), NPOBOAUMbBIX
aKKpeaMTOBaHHbIMM B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon ®enepauumn o6 akkpeautaumm B
HaUWOHanNbHOM  cCUCTEME  akkpegutTaumm  degepanbHbiMA  FTOCYAAPCTBEHHBIMU  OHOIKETHLIMU
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yypexaeHuamy,  noABeJOMCTBEHHbIMW  doefeparnbHOMYy — OpraHy  UCNOMHUTENBHOWM — BRacTw,
ocyllecTBRstowemMy QyHKUUKN NO BbipaboTke U peanu3auum rocygapcTBEHHOW NOMUTUKA U HOPMATUBHO-
nNpaBOBOMY perynvpoBaHuio B cdepe 30paBOOXpaHeHUs, U deaepanbHOMY OpraHy UCMONHUTENbHOMN
BNacTu, OCYLLECTBNSAOLWEMY (PYHKLUMM MO KOHTPOMKO U Haa3opy B cdepe 3apaBooxpaHeHus. [Mopsagok
Bbldayn ykasaHHbIMKM defepanbHbiMU  TOCYAAapPCTBEHHbIMU  OIOKETHLIMU  YYPEXOEHUAMN [OAHHOrO
NpoTOKONa 1 pa3Mep nnaThbl 3a ero Bolgavy yctaHasnmeatoTcs [NpaButensctBomM Poccuiickon degepaumm.

5. ExxerogHo He no3gHee 1 cheBpansd NPou3BOAMTENM NEKAPCTBEHHbIX CPEACTB UMM OpraHusaummn,
OCYLLECTBMAIOLWME BBO3 NlEekapCTBEHHbIX npenapaToB B Poccuiickylo ®Pepepaumio, nNpeacTtaBnsaoT B
dedeparnbHbI OpraH UCMONMHUTENbBbHOW BNACTW, OCYLLECTBASIOWMN PYHKLUUN MO KOHTPOM U Haa3opy B
chepe 3opaBOOXpaHeHUs, MPOTOKOMN MUCMbITAHUA NOCTYNMBLLErO B TeYEHWE rofa B rpakaaHckum obopoT
nekapCTBEHHOro rnpenapaTta KOHKPETHOro npoussoautens (Ha OOHYy Cepuilo  KaxKaoro TOProBoro
HaMMEHOBaHMSA C y4eTOM feKapCTBEHHON (hopMbl M A03MPOBKM), MPOBOAUMBIX AKKPEAUTOBAHHbIMU B
COOTBETCTBMM C 3akoHoaaTenbcTBoM Poccuiickon ®depepaumm o6 akkpeguTaumMum B HaLMOHaIbHOW
cucTeMe akkpeavTauum ucnbitaTenbHeiMY TabopatopusmMm (LeHTpamm).

6. [lpousBoauMTenn neKapCTBEHHbIX CPEACTB WM  OpraHusauun, OCYLLECTBMsOWME BBO3
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®efepaumio, He MeHee YeM 3a oAuH rog A0 MnaHupyemblxX
NPUOCTaHOBNEHUA WY NpekpalleHns MNPOU3BOACTBA NEeKapCTBEHHbIX MpenapaTtoB WM UX BBO3a B
Poccuiickyto ®epepaunio  yBegoMnsioT o6 9ToM bepepanbHbid OpraH WMCMOMHUTENbHOW BRacTy,
OCYLLECTBAAIOLWMIN PYHKLMN MO KOHTPOIO 1 HaA30py B cdhepe 3apaBooxpaHeHus u peaepanbHbli opraH
WCMOMHMTENbHOW  BnacTW, OCYWECTBASKOWMA  YHKLUMM MO FIMUEH3MPOBaHWIO  NPOM3BOACTBA
neKapCTBEHHbIX CPeaCTB.

7. BBoa B rpaxgaHCKum OBOpPOT Kaxdow Cepun UMM Kaxkaow napTm MMMYHOBMONOrnmyeckoro
nekapcTBEHHOro npenapaTta, nponsseaeHHoro B Poccuiickon ®enepaunm unm seo3umoro B Poccuiickyto
denepaumio, OCYLLECTBNAETCA Ha OCHOBaHWM paspelleHus, BblAaHHOro deaepanbHbiM  OpraHoM
WCMOMHMTENbHOW  BMacTW, OCYWECTBASIOWMM  QYHKUUMM MO  KOHTPOMK W Hagsopy B cdepe
30paBOOXPAHEHNsI, Ha OCHOBaHWM BblAaHHOrO deaepanbHbIMU  FOCYAapPCTBEHHBIMU  BIOMKETHBIMM
YyYpEXOAEHUSAMY, YKa3aHHbIMW B 4acTu 4 HacTosAWENn CTaTbW, 3aKMYeHMs O COOTBETCTBUM CEPUN UMK
napTum MMMYHOBMOMOrMYECKOro NekapcTBEHHOro npenapata TpeboBaHMAM, YCTaHOBMEHHbIM MpU ero
rocygapcTBeHHON peructpauun. MNMopsiaok Bblgavym paspeLleHus Ha BBOL B rpaxaaHckuii obopoT cepum
U1 NapTMm MMMyHOBMONOrMYECKOro NeKapCTBEHHOIO NpenapaTta, a Takke NopsiAoK BblAadn yKasaHHOro
3aKMYeHMss U pasvep nnatbl 3a ero Bbligadyy ycTaHaBnuBaloTcs [lpaBuTenbcTBOM Poccuinckon
denepaumn.

8. 3a HenpeacTtaBneHve wuNM HECBOEBPEMEHHOE MpefcTaBrieHne [OKYMEHTOB M CBedeHUN,
nNpeaycMOTPEHHbIX YacTamn 1, 2, 4, 5 1 6 HacTosILEen cTaTby, NPON3BOAUTENMU NEeKapCTBEHHbLIX CPEACTB U
opraHu3auumm, OCyLLecTBNSLME BBO3 NleKapCTBEHHbIX npenapaTtoB B Poccunckyio ®enepaumnio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHodaTensCcTBoM Poccuiickon deagepaunn.

9. lMNpegcTaBneHne OOKYMEHTOB M CBeOEHWW, NpeayCMOTPEeHHbIX Yactamu 1, 2 n 4 HacToswen
cTtaTbl, W MOMy4YeHWe NpPegyCMOTPEHHOro YacTblo 7 HACTOsWeW cTaTbu paspelleHus Ha BBOA
UMMYHOBMONOrMYECcKoro NeKapcTBEHHOro Npenapara B rpaXxaaHCckuii 060opoT He TPebyTCs B OTHOLLEHUN
NEKapCTBEHHbIX MpenapaTtoB, MpedHa3HaYeHHbIX [Ans  MNPOBEAEHUS  KIMHUYECKUX MCCnegoBaHumn
NeKapCTBEHHbIX MpernapaToB, NPOBEOEHUs SKCNepPTU3bl FIEKAPCTBEHHbLIX CPeaCTB ANS OCYLEeCTBNEHUs
rocydapCTBEHHOW  perucTpauun  nekapCTBEHHbIX  MpenapaTtoB, a Takke B OTHOLUEHUM
He3aperucTpMpoBaHHbIX FIEKAPCTBEHHBIX MpenapaToB, NpegHasHa4YeHHbIX A7 OKasaHWs MeOULMHCKOW
MOMOLLM MO >KU3HEHHbIM MOKa3aHWsAM KOHKPETHOro nauuMeHTa Wnu rpynnbl NauvMeHToB, BBO3MMbIX B
Poccuiickyio ®efepaumio B cCOOTBETCTBUM € YacTamu 3 n 3.1 ctaTbn 47 Hactodwero denepansHoOro
3aKoHa.

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Mpun BbISABNEHMM B rpakgaHCKom ob6opoTe cepuu Unn napTum NeKapCTBEHHOro npenapara,
OOKYMEHTbl U CBeJeHUs O KOTOpbIX, NpPefyCMOTPEeHHble Yactamu 1, 2 n 4 HacTodwen ctaTbu, He
npeacrtaBneHbl B peaepanbHbI OpraH MWCMOSIHUTENBHOW BRacTu, OCYLECTBNAWUA YHKUMN MO
KOHTPOMIO M Haasopy B cdepe 3apaBooxpaHeHus, nubo cepum unu naptum MMMYHOBMONOrMYECKOro
NeKkapCTBEHHOrO MpenapaTta, He WMEKLWUX paspelleHns Ha BBO4 B IPaXgaHckui  obopor,
NpeaycMOTPEHHOIO YacTblo 7 HacTosilen cTaTbW, peaepanbHbIi OpraH WCMNONMHUTENBHOM BRAcTW,
OCYLLEeCTBAAKLWMNA (YHKLMU MO KOHTPOMK W Hagsopy B cdepe 34paBoOXpaHeHus, B Mopsiake,
ycTaHoBrneHHoMm [lpaButensctBoM Poccuiickon ®defepaunn, npuHMMaeT pelleHue O MpekpalleHun
rpaxgaHckoro obopoTa Takux cepum Unu napTum 4o NpeacTaBneHns yKasaHHbIX JOKYMEHTOB U CBEAEHMWN
nnBo Nony4YeHNs yKazaHHOTO paspeLUeHust.
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KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 pokymeHT gononHseTcd cT. 52.2 ($3 ot 02.07.2021 N 317-93).

Cratba 53. Mpoaaxa, nepegaya nekapCTBeHHbIX CPeACTB OpraHM3aLusMyU ONTOBON TOProBIyv
rekapcTBeHHbIMU cpeacTBaMu

1. OpraHusaumm ONTOBOW TOProBnMW NIEKAPCTBEHHLIMU CPEACTBAMM MOTYT OCYLLECTBMATL Npoaaxy
NeKapcTBEHHbIX CPeACTB WMM fnepefaBaTb WX B YCTAHOBMIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi
denepaummn nopsake (3a UCkNoYeHneM hapmaLeBTUHECKON cybCcTaHUmMmM cnmpTa STUMOBOro (3TaHona):
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 481-93)

1) pyrMm opraHnsaumsim ONTOBOW TOProBNM NeKapCTBEHHbIMN CpeacTBamu;

2) Npoun3BOANTENSAM NIEKAPCTBEHHbBIX CPeACTB ANs Lenen NnponsBoAcTBa NeKapCTBEHHbIX CPEACTB;
3) anTey4HbIM OpraHn3aunsiMm 1 BeTepMHApPHbIM anTeYHbIM OpraHM3aLmsaMm;

4) Hay4HO-MccneaoBaTeNnbCKUM OpraHn3auusam Anst Hay4yHo-UccneaoBaTenbckon paboThl;

5) nHamsungyanbHbiM - npeanpuHMMarenam, uMmerwwmmMm  JnnUUueH3no  Ha cpapmau,eBTquCKyro
OEATENbHOCTb NN NNMUEH3N0 Ha MEONLUUNHCKYIO OeATENTbHOCTb;

6) MegUUMHCKUM OpraHnsaumsiMm, B TOM YUCrne CO34aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBUM
C 3aKoHOOATEeNbCTBOM  WMHOCTPAHHOrO rocygapctea - uneHa OpraHusaumm  9KOHOMWYECKOro
COTPYyOHNYECTBA U Pa3BUTUSI MIHOCTPaHHbBIM KOPUANYECKUM NULLAM, UHAMBUAYaNbHbIM NPpeanpuHUMaTENsIM,
ABMNSAOWMMCS y4acTHUKaMM MpoekTa B cooTBeTcTBuM ¢ PepepanbHbiM 3akoHOM "O MexayHapoOHOM
MEeOULMHCKOM KracTepe M BHECEHWW W3MEHEHUN B OTAENbHble 3aKoHoAaTenbHble akTbl Poccuiickon
denepaummn”, n BeTEPMHAPHBIM OpraHn3auusaMm;
(B pen. PepepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHmsaumam W UHAMBMAYaANbHbIM MpeanpuHUMaTensM, OCYLUECTBISAWMM pa3BeaeHue,
BblpallMBaHUe 1 cogepXaHme XMBOTHbIX (3a MCKIMIYEHNEM Npoaaxu um hapmaueBTuiecknx cybctaHummn
Unu ux nepegayn).

(n. 7 B peq. PepgepansHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHusaumm ONTOBOM TOPrOBMM JIEKAPCTBEHHBIMU CPEeACTBAMU HE BMpaBe OCYLLECTBMATb
npodaxy (mepegadyy B YCTAHOBMEHHOM 3akoHogaTenbCTBoM Poccuickon ®degepaumm nopsigke)
hapmavueBTUYeCcKon cybcTaHumMm cnmpTa STUMOBOrO (3TaHona).

(vacTb 2 B peq. PenepanbHoOro 3akoHa ot 27.12.2019 N 481-03)

CrtaTbs 54. paBuna onToBOM TOProBfN NeKapCTBEHHbIMU CpeacTBaMu

1. OnToBas TOProBnsi NeEKAapCTBEHHbIMWU CPeACTBaMU OCYLLECTBMSETCS NPOU3BOAUTENAMU
NeKkapcTBEHHbIX CPeACcTB W OpraHu3auMsiMM OMTOBOW TOProBMM 1EKapCTBEHHbIMU CPeAcTBaMM MO
npaBunam Hagnexatlen AUCTpMOLIOTOPCKON NPaKTUKKA U NpaBuiam Hagnexallen nNpakTUkM XpaHeHust u
NepeBO3KN NEKApPCTBEHHbIX MpenapaToB, YTBEPXAEHHbIM COOTBETCTBYHOLLMMU  YNONTHOMOYEHHbIMMU
denepanbHbIMU OpraHamy UCNONHUTENBHOW BRACTU.

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

2. OpraHusauus OMNTOBOW TOProBNM JleKapCTBEHHbIMKM cpeacTBamu obs3aHa cobnogatb
npegenbHble CPOKM OTrPy3kM 3aTpeboBaHHbIX anTeYHON opraHu3aumen nekapcTBeHHbIX NpenapaToB Ans
MEeANLMHCKOro MPUMEHEHMWS U He BNpaBe O0TKasbiBaTb anTe4yHON opraH1M3aLumnm, C KOTOPOW y Hee 3akrioyeH
COOTBETCTBYIOLLMI AOrOBOP O MOCTaBKax NekapCTBEHHbIX NpenapaToB ANs MeAWLMHCKOro NpUMeHeHus:, B
nocTaBKe NlekapCTBEHHbIX NpenapaTtoB Aff MeOUUMHCKOTO MPUMEHEHMUS NPpU Hanmuuum 3aTtpeboBaHHbIX
NeKkapCTBEHHbIX NpenapaTtoB Ans MeAMUMHCKOro MpUMEHEHUSA Yy OpraHusauuMm OnTOBOW TOProBmu
nekapcTBeHHbIMU cpeacTBamu. [NpedenbHble CPOKM OTIPy3ku 3aTpebOoBaHHbIX anTe4YHOW opraHm3aumen
nekapCTBEHHbIX NMpenapaToB Ans MeAMUUHCKOrOo MPUMEHEHMS B 3aBMCMMOCTU OT PacnofioXeHus mecta
OTIPY3KM  FEeKapCTBEHHbIX MpenapaTtoB  Afs  MEeOMUMHCKOrO  MPUMMEHEHMs  yCTaHaBMMBalOTCS
YMONTHOMOYEHHbIM peepanbHbIM OpraHoM UCNOSHUTENBHOWN BracTu.

(vacTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 26.03.2022 N 64-$3)

Cratbs 55. [NopsAnok po3HMYHOM TOProBNU JIeKapCTBEHHbIMM Npenaparamm
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1. Po3HMYHas TOproBns nNEKapCTBEHHbIMW MpenapaTtamMu B KOnMyecTBax, Heobxogumblx Ans
BbINONMHEHNA BpayvebHbIX (denbaliepckmx) HasHayYeHur unum HasHadeHu creumanuctoB B obnactu
BETEpMHapuKM,  OCYLLUEeCTBMASETCA  anTeYHbIMW  OpraHu3auusiMM,  BEeTEpPUHApPHbIMW  anTevHbIMU
opraHmsaumnsamu, MHAVBMAYanbHbIMU npeanpuHumaTensimu, MMeLWmMMm TNNLEH3UI0 Ha
dapmMaLeBTUYECKYID [OeATeNbHOCTb, MEAUUMHCKAMWU OpraHM3auvsaMu, WMEeLWUMU MULEH3MI0  Ha
dapMaLeBTUYECKYD [OeATENbHOCTb, M UX 0060COGNEeHHbIMM nogpasgeneHuamu  (ambynaTopusamu,
denbalepckumMm 1 henbalepcKko-akyLLepCKUMM MyHKTaMK, LLeHTpamMu (oTaeneHusimmn) obLuen BpayebHom
(cemenHon) MpakTUKK), PacrosyIoKEHHBIMU B CENbCKUX HACEeNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHuM3auuu, U  BEeTEPUMHAPHbIMM  OpraHM3auusMuM, UMEKLWMMU  JIULEH3NIO  Ha
dapMaLeBTUYECKYHD AesaTenbHOCTb. PaspelleHa po3HMYHAs TOProBMsSi TOJbKO  JIEKAPCTBEHHbLIMU
npenapaTamu, 3apermcTpupoBaHHbiMKM B Poccuiickon degepaumm UNu M3roTOBMEHHLIMU anTeYHbIMU
opraHmsaumnsamu, BETEPUHAPHbLIMMN anTeyHbiMu opraHmMsaumnsamu, WHOUBMAYyanbHbIMU
npeanpyHMMaTtensMy, MUMeLWMN TNMUEH3NI0 Ha dapMaueBTUYeCcKyld AeatenbHoCTb. Po3HnyHag
TOProBNns nekapcTBEHHbIMK NpenapaTtaMy OCYLLECTBRASETCA MO npaBuiaM Haanexailen anteyHown
NPaKTUKN, YTBEPKAEHHbIM YNONTHOMOYEHHbIM ddefeparibHbIM OpraHoOM UCMNOSNTHUTENBHOW BNacTu.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

1.1. Po3HM4Has TOpProBnsl NEeKapCTBEHHbIMW NpenapaTtaMmu Ans MeamMUMHCKOrO MpUMEHeHus (3a
WCKIMIOYEHVEM FEKapCTBEHHbLIX NpenapaTtoB, OTNyCcKaeMblX MO peuenTy Ha fekapCTBEHHbIM npenapar,
HapPKOTMYECKMX JTEKapCTBEHHbIX MPenapaTtoB M MCUXOTPOMHBLIX JIEKAapCTBEHHbBIX NPenapaTtoB, a Takke
CMMPTOCOAEPXKALUUX NEKApPCTBEHHbLIX MpenapaTtoB ¢ OObEeMHOM Aofen 3TUNOBOro cnvpTta cBbiwe 25
NMPOLIEHTOB) MOXET OCYLLIECTBMASATLCA anTEYHbIMU OPraHN3aunsaMn GUCTAHLMOHHBIM CNOCO60M. PO3HUYHYIO
TOProBi0 NeKapCTBEHHbIMU NpenapaTtaMy Angd MeguuMHCKOro NpuMeHeHUs AUCTaHUMOHHBIM CMOCOO0oM
MOFyT OCYLLECTBMATb anTeyYHble OpraHuMsauun, uMewme MUMUeH3NI0 Ha  dapmMaueBTUYECKyto
AeATenbHOCTb U COOTBETCTBYKOLLEe pa3pelleHve denepanbHOro opraHa WCNOMHUTENbHOW BriacTy,
OCyLLecTBALWEro yHKUUM MO KOHTPOM M Hag3opy B cdepe 3apaBooxpaHeHus. Nopsagok Bblgayn
pa3speLUeHnNst Ha OCYLLLECTBIIEHNE PO3HUYHOW TOProBMW NEKapCTBEHHbIMM MpenapaTaMmy QUCTaHLMOHHbIM
crnocobom, TpeboBaHUS K anTe4YHbIM OpraHn3aLmsiM, KOTopble MOMyT OCYLLECTBMSATbL Takytd TOProemo, 1
NnopsigoK ee OCYLLEeCTBMNEHMS, a Takke MpaBura [AOCTaBKU JEKapCTBEHHbIX MpenapaTtoB rpaxaaHam
ycTaHaBnuBatTcs [lpaButensctBom Poccunckon Pepepaumun. WHdopmauuss 06  onnadveHHbIX
(OTNyLLEHHBIX) U NOMYYEHHbIX NIeKapCTBEHHbIX NpenapaTax BHOCUTCS B CUCTEMY MOHUTOPUHIA OBMKEHWS
NneKapcTBEHHbIX MpenapaToB AN MeAMUMHCKOro NpUMEHeHusa B nopsgke, NpegyCMOTPEHHOM 4acTblo 7
cTaTbu 67 HacTosiwero PegepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa PepepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeuyHblX oOpraHMsauui W npaBuna OTNycKa feKapCTBEHHbIX MpenapaToB Ans
MEONLMHCKOTO MNPYMEHEHUss anTeYHbIMW OpraHu3auusMu, WHAMBMAYaNbHbIMU MNpeanpuHUMaTensamu,
UMEILLMMU NMLEH3UI0 Ha dhapMaLeBTUYECKYIO AeATENbHOCTb, a TakKe nNpaBuna oTnycka NekapCcTBEHHbIX
npenapaTtoB AfS MEANLUHCKOro NMPUMEHEeHNS MeANLMHCKUMW OpraHn3aumnsamMu, UMerLWUMN NULEH3N0 Ha
dapmaLeBTUYECKY0 [eATeNnbHOCTb, UM WX 000cobneHHbIMW nogpasgeneHnsamu (ambynaropuamu,
denbaLlepcknmmn n denbaLlepcko-akyLepCcKMMM MyHKTaMu, LeHTpamu (oTaeneHunsamm) obLuen spadyebHomn
(cemeriHOM) NPaKTUKK), PacrnosOXEHHbIMU B CENbCKMX HACEeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHM3auuuv, yTBepXOaltTCs YNOMHOMOYEHHbIM dedepanbHbiM OPraHoM WCMOSHUTENbHON
BNacTu.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB, 3aperMcTpUpoBaHHbIX B
KayecTBe JieKapCTBEHHbIX MpPenapaToB, IEeKapCTBEHHbLIX MpenapaTtoB, CoAepXalluMx HapKoTU4eckue
cpeAcTBa M NCUXOTPOMHbIE BellecTBa, YTBEPXKAAKTCH YNOMHOMOYEHHbIM deaeparnbHbIM  OpraHoMm
WUCMOMNHUTENbHOMN BMacTu MO COrnacoBaHulO C cpe,uepaanbuvl opraHom WCMONMHUTENBHOMN BnacTu,
YMNOSTHOMOYEHHbIM B cdpepe BHYTPEHHMX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

4. JlekapcTBeHHble npenapaTbl Ansi BeTEPUHAPHOTO MPUMEHEHMSI noanexat  OTNycKy
BETEpPUHaAPHbLIMW anTeYHbIMM OpraHM3auMsiMKi, BETEPUHAPHLIMU OpraHM3auMsMu, WMHAMBUAYANbHBLIMM
npeanpuHMMaTensMi, WUMeWMMN  NULEH3NI0  Ha  dapMaueBTUYECKYl0  AesTenbHocTb.  OTnyck
neKkapcTBEHHbIX MpenapatoB ANs BETEPUHAPHOTO MPUMEHEHMSI OCYLLECTBMSIETC B COOTBETCTBMM C
npasunamu Hannemau.l.eﬁ anTevyHon NPaKTUKMN JNeKapCTBEHHbIX nMnpenapaTtoB AN1A BeTepuHapHOro
NPUMEHeHNs1, YTBEPXOEHHbIMWN YNONHOMOYEHHbLIM deaepanbHbIM OpraHoM UCMONHUTENBHOW BNAcTu.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHb MeOWLMHCKUX OpraHusauui, MKMeLWnx §uUeH3no Ha dapMaleBTUYeCKyo
AesATenbHOCTb, N X 060cobneHHbIX nogpasgeneHun (ambynatopuii, denbawepcknx u genbalepcko-
aKyLLEepCKUX NMyHKTOB, LLIeHTPOB (0TAeNeHun) obLen BpavyebHol (CeMeNHO) NPaKTUKK), PAcMoNOXEHHbIX B
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CENbCKUX HaCEmNEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHu3auuu, a Takke nepedeHb
nekapCTBEHHbIX NpenapaToB, Npogaxa KOTOPbIX MOXET OCYLLECTBMATLCA YKa3aHHbIMW OpraHu3auusiMm u
ux 000CO6NeHHbIMU MoApasfeneHnsMn, YCTaHaBMUBAKOTCA OpraHamu  WUCMONMHUTENbHOM  BRacTu
cybbekToB Poccunckon ®enepaumn.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-d3)

6. AnTeyHble opraHuM3auuy, WHAMBUAYaNbHble MpeanpuHUMaTeny, WMelLWne IMUEH3NI Ha
dapmaLeBTMYECKYlD OesTeNnbHOCTb, 00a3aHbl obecneunBaTb YTBEPXOEHHbIN  [1paBUTENLCTBOM
Poccuiickon ®enepaumm n popMmpyemblini B YCTaHOBNIEHHOM MM MOPSiAKE MUHUMAIbHbLIN aCCOPTUMEHT
nekapcTBeHHbIX NpenapaToB, HEO6XOAMMBIX ANA OKa3aHUst MeAULIMHCKOM NOMOLLN.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-d3)

7. AnTeuHble opraHu3auun, WHAMBUAYasbHble MpeanpuHUMaTeny, MMelLwwue NUUEH3NI0 Ha
dapmaueBTMYECKYl0 AeATeNbHOCTb, Hapsdy C JleKapCTBEeHHbIMM Mnpenapatamu  VMMeT npaBo
npuobpetaTe M npogaBaTb, B TOM YuChe AOWCTAHUMOHHBIM CMNOCOBOM, MeAULUMHCKME W3[enus,
Ae3vHdurumpylowme cpedcTsa, NpeameTbl U CpeacTBa NIMYHOM TMIMeHbl, Nocyay ANs MeAULIMHCKMX Lenew,
npeameTbl U CPeAcTBa, NpeAHasHayYeHHble AN yxoda 3a 60MnbHbIMW, HOBOPOXAEHHLIMW W OETbMU, He
AOCTUILMMM BO3pacTa Tpex feT, OYKOBYK OMNTUKY M CpeacTBa yxoda 3a HeW, MUHeparnbHble BOAbI,
NpoAyKTbl neyebHOoro, AeTCKoro W AMeTUYECKOro nuTaHus, 6Buonormyeckn akTuBHble JobaBku,
napoMepHble U KOCMEeTUYeCcKMe cpeactsa, MeAMUUHCKME U CaHWTapHO-NPOCBETUTENbHbIE MeYaTHble
n3gaHusd, npegHasHayeHHble Ans nponaraHabl 340POBOro obpasa X13HW.

(B pea. PegepanbHbix 3akoHoB oT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. JeATenbHOCTb anTeyHblX opraHu3auun BoopyxeHHbix Cun Poccuickon ®egepaumun, Opyrux
BOMCK, BOMHCKMX (pOpMMPOBaHWA U OpraHoB, B KOTOPbIX 3akoHoaaTensCcTBoM Poccuiickon depepaumm
NpegycCMOTPEHO MPOXOXAEHWEe BOEHHOW Cnyx0bl unu degepanbHONn rocygapCTBEHHON CryxXbbl,
CBSI3aHHOW C MPaBOOXPAHUTENbBHOM AEeATENbHOCTbIO, pernameHTupyeTcs Hactoswmm PegeparnbHbIM
3aKOHOM U YTBEPXKAEHHLIMU COOTBETCTBYIOLWMMN beaepanbHbiMM OpraHamMu UCNOMHWUTENBHON BAacTu
nonoxeHnsmu. KoHTpomnb 3a co6miogeHneM yka3aHHbIMW  anTeYHbIMU  OpraHn3auusaMmn  MOSOXKEHWN
HacToswero defgepanbHOrO 3akOHa OCYLLECTBSETCH COOTBETCTBYHOLMMU deaepanbHbIMU OpraHamu
WCMONHUTENBbHON BNacTy.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

9. Ytpatun cuny ¢ 1 aHBaps 2021 roga. - PegepanbHbii 3akoH ot 03.04.2020 N 105-03.

Crtatbs 56. U3rotoBneHue 1 oTNyck fekapcTBeHHbIX NpenapaTos

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2023 B 4. 1 cT. 56 BHOCATCA U3mMeHeHus (P3 ot 30.12.2021 N 463-P3).

1. W3rotoBneHne nekapcTBEHHbIX MpenapaTtoB anTeyHbIMW OpraHu3auusiMi, BeTepUHapHbIMU
anTeyHbIMU OpraHu3auusMy, WHOMBUAYamNbHBIMWM NPEeANnpPUHUMATENSAMU, WUMEWUMN NULEH3NI0 Ha
hapmaLeBTUYECKYO AeATEeNbHOCTb, OCYLLECTBMSETCA MO peLenTam Ha NeKkapcTBEHHble npenapaTtsl, no
TpeboBaHNAM MEAMLMHCKUX OpraHu3auumii, BETepUHapHbIX OpraHvM3auuii B COOTBETCTBMU C NpaBuiamu
M3rOTOBMIEHNS W  OTMNycka JIeKAapCTBEHHbIX MpenapaTtoB, YTBEPXKAEHHbIMWU  YNONMHOMOYEHHbLIM
dhenepanbHbIM OpraHoM UCMNOMHUTENBHOW BRACTU.

2. MNpun n3roToBnNEeHUN NeKapCTBEHHbIX NPenapaToB anTe4YHbIMKU OpraHn3aumsiMm, BeTepUHapHbIMMU
anTeYHbIMU OpraHu3auusamMun, WHAMBUAYANbHbIMU NPEANPUHUMATENAMMY, WUMEKOLWMMN MULEH3NIO Ha
dapMaLeBTUYECKYHD OeATEeNbHOCTb, WCMNONb3yTca dapMaueBTuyeckme cyocTaHuMM, BKIOYEHHbIE
COOTBETCTBEHHO B rOCYL4apCTBEHHbIA PEECTp NEKapCTBEHHbIX CPEACTB AN MEeOULIMHCKOTO MPUMEHEHUS U
rocy0apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB ANsl BETEPUHAPHOIO MPUMEHEHUS B YCTAHOBIIEHHOM
nopsigke. He ponyckaeTcsi M3rotoBneHMe anTeyHbiMWM OpraHm3auusiMy, BEeTEpPUMHAPHLIMU anTeYHbIMU
opraHusaumsmu, MHAMBUAYanbHbIMU npeanpuHuMaTensimu, UMeEIoLLIUMMK nuuUeH3uno Ha
hapMaLEeBTMYECKYID OESATENBHOCTb, JIEKAPCTBEHHLIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccuickon
denepauymn.

3. MapkmpoBKa IeKapCTBEHHbIX MpenapaTtoB, W3roTOBMEHHbIX anTeYyHbIMW OpraHM3auusmu,
BETEPUHAPHBLIMU anTeYHbIMKU OpraHU3auusMu, WHOMBUAYANbHBIMU NpeanpuHUMaTensaMu, UMeLWUMM
MVLEH3MI0 Ha hapmaueBTUYeCKyld [esTenbHOCTb, U OOPMIIEHWe TakMx npenapaTtoB [OOSKHbI
COOTBETCTBOBATL NpaBuUnam, ykasaHHbIM B 4acTu 1 HacTosILLEl cTaTbu.
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4. AnTeuHble oOpraHu3aluu, BeTEpuMHapHble anTeuyHble opraHu3auuu, UHAMBUAYyanbHble
npeanpvHMMaTenu, uMeroLmne nNMLEH3no Ha hbapMaLleBTUYECKYI0 AeATEeNbHOCTb, HECYT OTBETCTBEHHOCTb
3a HeCOGJ'IIOD,eHVIe npasun U3rotoBfieHNA M OTNYCKa JeKapCTBEHHbIX npenapaTtoB B COOTBETCTBUU C
3akoHoaaTtenscTBoM Poccuiickon degepaumu.

Cratba 57. 3anpeweHue npogaxu danbcuPULUPOBaAHHbLIX JEKapCTBEHHbIX CpPeAcTB,
HeaobpoKavyeCTBEHHbIX JIeKAPCTBEHHbIX CPeACTB, KOHTPaghaKTHbIX NeKapCTBEHHbIX CPeACTB

Mpopaxa hanbCMULMPOBAHHBIX  JIEKAPCTBEHHbIX cpeacTs, Heo6poKa4YeCTBEHHbIX
NeKapCTBEHHbIX CPeACTB, KOHTPahaKTHbIX NeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTtbsa 58. XpaHeHue neKkapCTBeHHbIX CPeAcTB

1. XpaHeHue nekapCTBEHHbIX CPeACTB OCYLLECTBIAETCA MPOU3BOAUTENSAMU fEeKapCTBEHHbIX
cpencTs, opraHn3aumsamMm oNnTOBOW TOProBnv NieKapCTBEHHbIMU CpeacTBamMu, anTe4YHbIMU OpraHu3aunsiMu,
BETEPMHAPHbIMM anTeYHbIMU OpraHu3aunsaMn, UHANBMOYaNbHLIMU NPEANnPUHUMATENAMN, UMEOLWMMM
nuueHsnio Ha dapmaueBTUYECKYD AeATENbHOCTb WM JIMLUEH3UI0 Ha MEeOULUMHCKYI0 OEesTEeNbHOCTb,
MEOVNLUMHCKUMW  OpraHu3aumsamu, BeTEepMHApHbIMWM - OpraHvM3auMsMv U MHbIMU  OpraHM3aunsmMu,
OCYLLeCTBAAOLWMMM ObpalleHne neKapCTBEHHbIX CPeAcTB. XpaHeHWe nekapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOIO MPUMEHEHWS OpraHu3auMsaMn U MHAMBMAYarNbHbIMW NPeAnpUHUMAaTENsaSMu B Cryyasx,
€CNN OHM UCMONb3YIOTCA WCKMIOYMTENBHO MpW pa3BedeHun, BblpaluMBaHUW, COAEPXaHUW U NeveHum
XMBOTHbIX, MOXET OCYLLECTBMATLCA 6€3 NonyyYyeHust NULEeH3nn Ha papmaLueBTUYECKYI0 AeATENbHOCTb.

(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

2. npaBMJ’Ia XpaHeHuA J1IeKapCTBEHHbIX cpencTs yTBEPXKOATCA COOTBETCTBYHOLLNM
YNOJTHOMOY€HHbIM (bep,epaanblm opraHom NCMNONHUTENBbHON BNacTu.

3. XpaHeHme HaPKOTUYECKUX NeKapCTBEHHbIX CpeaCTB, NCUXOTPOMNHbIX NeKapCTBEeHHbIX CpencTs,
pap,mocbaplvlauesmqecmx NeKapCTBEHHbIX cpeacTte ocyulecTBndeTca B COOTBETCTBUU C
3akoHogaTtenbcTBoM Poccuickon deaepaumm.

Cratba 58.1. [lpegMeTHO-KONMUYECTBEHHbIA Y4YeT JieKapCTBEHHbIX CpeacTB AnA
MeOULUHCKOro NnpuMeHeHus
(eBegeHa depepanbHbIM 3akOHOM OT 25.12.2012 N 262-03)

1. I'Iepequb JNIeKapCTBEHHbIX CpeacTB Ald MeanunHCKOro npuMmeHeHund, nognexawmx npeameTHoO-
KONMM4eCTBEHHOMY Yy4eTy, yTBepxXaaeTcA YnoJIHOMOYEeHHbIM cbep,epaanblM opraHom NCMOMHUTENBHOMN
BnacTw.

2. Tlopagok BKMNIOYEHUA NEeKapCTBEHHbIX CPeACTB ANS MeOULMHCKOrO NPUMEHEHWs B nepeveHb
nekapcTBeHHbIX CPeACcTB ANA MeAULMHCKOro NpUMEHeHus, noanexawmx npegMeTHO-KOnm4ecTBeHHOMY
yyeTy, yCTaHaBnMBaeTCs YMNOSTHOMOYEHHbIM peadepanbHbIM OpPraHoM MWCMOSHUTENbLHOW BMacTu Mo
cornacoBaHuio ¢ deaeparbHblM  OpPraHoM UCMOMHUTENbHOW BNacTy, YMNOMHOMOYEHHbIM B cdepe
BHYTPEHHUX Aer.

(B pea. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNMpeoMeTHO-KONMMYECTBEHHbIN Yy4eT NEeKapCTBEHHbIX CPeacTB AN MeAULMHCKOro NMpUMEHEeHUs
BeAyT NPOM3BOAMTENN NEeKapCTBEHHbIX CPEACTB, OpraHM3auuMvM OMTOBOW TOProBfM NEeKapCTBEHHLIMM
cpeactBaMu, anTeyHble opraHvsauun, UHAMBWUAYyarnbHble NpeanpuHUMaTenu, MMerolme fULEH3No Ha
(hapMaLeBTMYECKYD OesTEeNbHOCTb UMM NULEH3UI0 HA MEAULMHCKYI0 OesdATenbHOCTb, U MeauuUHCKMe
opraHusaumm, ocyLlecTBhsiiowme obpalleHne NekapcTBEHHbIX CPEACTB Anst MEAULIMHCKOrO NPUMEHEHUs,
nyTem peructpauum nobbiX CBA3aHHLIX C MX OOpalleHMeM onepauuii, Npu KOTOPbIX U3MEHSIETCS WX
KONMYECTBO U (MNN) COCTOSIHUE, B CreumanbHbIX XXypHanax ydeta ornepaumii, CBsI3aHHbIX ¢ obpalleHnem
neKkapCcTBEHHbIX CPeACTB ANsi MEAULMHCKOrO NpUMEHEHMS (Aanee - cneuunarnbHble XypHarbl).

4. MpaBuna perucTpauuy onepauuii, CBsi3aHHbIX C 0OpalleHMeM NekapCTBEHHbIX CPeacTB Ans
MEOULMHCKOrO MPUMEHEHWS, BKIMIOYEHHBIX B MEpeYeHb NeKapCTBEHHbIX CPeacTB AN MeAMUMHCKOro
NPUMEHEHNWS, Nnoanexalux npeaMeTHO-KONIMYECTBEHHOMY YYETY, B CreuunanbHbIX XXypHanax u npasuna
BEOEHMWS U XpaHEHNs crneumanbHbIX XKypHaroB YyTBEPXAATCS YNONHOMOYEHHbIM dhefeparnbHbiM OpraHom
WCMONHUTENBHON BNacTy.

5. KoHTponb 3a coGniogeHuMeM NpaBui perucrtpauuy onepauuii, CBsi3aHHbIX C obpalleHvem
neKkapcTBEHHbIX CPeACTB AN MEeAULMHCKOrO MpUMEHEHWsl, BKMIOYEHHbIX B NepeyeHb NeKkapcTBEHHbIX
CPEeAcTB AONA MEOULIMHCKOrO MNPUMEHEHUs, MOANEXalluMxX MPeaMETHO-KONMYECTBEHHOMY Y4eTy, B
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chneumanbHbIX XXypHanax, a Takke 3a cobnogeHveM npasun BeAEHWS U XpaHEHUS CheLmanbHbIX XXypHanoB
BO3MnaraeTcsi Ha YnonHoMouYeHHble peaepanbHble OpraHbl  MCMOMHUTENbHOW BRactM W opraHbl
WCNONMHUTENBHOM BnNacTn cybbektoB Poccunckon depepaumn, OCYLLECTBSKOWME NULEH3UPOBaHME
npoun3BOACTBa JlEKAapCTBEHHbIX CPeacTB, apmaueBTUYECKOW AeATEeNnbHOCTM U MeAULMHCKOW
OEeATENbHOCTU, N OCYLLECTBNAETCH B pamMKax NMLEH3NOHHOrO KOHTPOSS.

Maea 11. YHUUMTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
CtaTtba 59. OcHOBaHUSA U NOPSIAOK YHUUTOXEHUS NTeKapCTBEHHbIX CPeAcTB

1. HepobpokayecTBeHHbIE JeKapCTBEHHbIE CpeAcTBa, (hanbcuUUMpOBaHHbIE NEKapCTBEHHbIE
cpeacTBa  nognexar U3bATMIO U3 obpalleHus U YHUUTOXEHUI B Mopsake, YCTaHOBNEHHOM
MpaButenscteoMm Poccuiickon Pepepaumm. OcHOBaHMEM ANSA YHUMTOXEHWS NeKapCTBEHHbIX CPeacTB
ABNAETCA  pelleHve  Bragenbla  NeKapCTBEHHbIX  CPeacTB,  pelleHWe  COOTBETCTBYHOLLEro
YyNOMHOMOYEHHOro oeepansHOro opraHa UCNOMHUTENBHOW BNAcT! UNn peLleHne cyaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble nekapcTBEHHbIE cpeacTBa Nnoanexar N3baTuio M3 00paleHns U YHUYTOXKEHNIO
no pelweHunto cyaa. MNMopagok YHUUTOXEHUST KOHTPadaKTHLIX NIEKAapCTBEHHbIX CPeacTB yCTaHaBNMBaETCS
MpaButenbctBOoM Poccuiickon ®eagepaunn.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3. Pacxogpl, cBsi3aHHble C YHUYTOXEHNEM KOHTpa(baKTHbIX JNIEKapCTBEHHbIX CpeacTs,
HeD,06pOKa‘-IeCTBeHHbIX JNIeKapCTBEHHbIX CpencTs, (*)aﬂbCVI(bMU,VIPOBaHHbIX JNIeKapCTBEHHbLIX CpeacTs,
BO3MeLlaTCA UX BllageibLleMm.

4. Bnageneu nekapCTBEHHbIX CPEACTB AOIDKEH NPeAcTaBuTb B YNONHOMOYEHHbIV heaepanbHbIn
OpraH MUCMNOMHWUTENbHOW BRacT OOKYMEHT WNW 3aBEPEHHYI0 B YCTAHOBIIEHHOM MOPSAKe €ro KOomnuio,
noateepxaatome hakT yHUHTOXEHUSA NEeKapCTBEHHbIX CPEACTB.

5. CooTBETCTBYHOLWMIA YMNONIHOMOYEHHbI dhedepanbHbIi  OpraH MWCMOSHUTENbHOW  BRacTw,
NPUHSABLIMIA pelleHne 06 YHUYTOXEHWUM TEeKApCTBEHHbIX CPEACTB, OCYLLECTBISIET KOHTPOSb 3a WX
YHUYTOXEHNEM.

6. YHWYTOXEHME NEeKapCTBEHHbIX CPEeACTB MNPOU3BOAMTCS  OpraHMsaumsiMi,  MMeEKLLMMMU
COOTBETCTBYIOLLLYIO NULIEH3MIO, HA CneLmanbHO 06opyaOoBaHHbIX NMoLaakax, NonnroHax u B cneynansHo
060pyAoBaHHbIX NOMeLLeHNsX ¢ cobniogeHvem TpebosaHui B obnactn oxpaHbl OKpyKatoLen cpefbl B
COOTBETCTBUK C 3akoHoAaTenbCcTBOM Poccuinckon ®eagepaunu.

7. HapKOTI/NeCKI/Ie NeKkapCTBeHHble CcpeacTBa, TMNCUXOTPOrNHble JieKapCTBeHHble CpencTBa,
pagnocdapmaveBTudeckue nekapcTBeHHble cpeacTea YHUYTOXaloTCA B COOTBETCTBUU c
3akoHofaTtenscTBom Poccunckon ®egepauun.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbLI ANA MEAULUMHCKOIO NPUMEHEHUA

Cratbsa 60. NocynapcTBeHHOe perynuMpoBaHMe LieH Ha JNeKapCTBeHHble npenapaTtbl AnA
MeAULMHCKOro NpUMeHeHuUs

1. FocymapcTBeHHOE perynupoBaHWe LEeH Ha JekapCTBEHHble npenapaTtbl ANnsi MeAWMLUHCKOro
NPUMEHEHNS OCYLLEECTBNAETCS NOCPEACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepxaeHus lMpasutenbctBom Poccuiickon Pefepaumn nNepeyHs XU3HEHHO HeOOXOAUMBIX U
BaXXHEWMLUNX JIEKAPCTBEHHbLIX NpenapaTtoB, KOTOPbIA (QOPMUPYETCA UM He pexe OOHOro pasa B rog
nepecMaTpmBaeTCsl B YCTAHOBIEHHOM WM MOPSAKE HA OCHOBE KOMIMIIEKCHOW OLIEHKM JEKAPCTBEHHbIX
npenapaToB, BKNOYasi aHanu3 CBEAEHWA O CPaBHUTENbHOW KNUHMYECKON 3dEKTUBHOCTU U
©es3onacHOCTM NeKapCTBEHHOTNO CPEACTBA, OLEHKY 93KOHOMWYECKMX MOCHeacTBUA  NMPUMEHEHWUS
NeKapCTBEHHOIO CpeacTBa M U3yYeHWe OOMOSNHUTENbHBLIX MOCNEACTBUA MPUMEHEHMS NEKapCTBEHHOTO
CpeacTBa;

(B pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-$3)

2) yTBEpPXOEeHNA MEeTOAMKM pacdeTa npenesibHbiIX OTNYCKHbIX LUEeH npomssop,meneﬂ Ha
NeKapCTBeHHblE MNpenapaTbl, BKIOYEHHble B NepedyeHb >XWU3HEHHO HeobXxoOuUMbIX W BaXXKHEWLINX
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nekapcTBEeHHbIX NpenapaToBs, a Takke BHeAPEeHUS1 MexaHM3mMoB hOPMUPOBAHNS CUCTEMbI pedePEHTHbIX
LeH;
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) rocymapCTBEHHOW perucTpaumMum MpefenbHbIX  OTMNYCKHbIX LEH MNpousBoavTenel Ha
neKkapcTBeHHble Mpenapatbl, BKMHOYEHHbIE B MNEPEYEHb KM3HEHHO HEOOXOOAWMBbIX W  BaXKHEWLWMX
neKkapcTBEHHbIX NpenapaToe.;

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BedeHUss TrOCyOapCTBEHHOTO peecTpa npefernbHbiX OTMYCKHbIX LEeH Mpou3BoguTenen Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNepeyYeHb XU3HEHHO HEeobXoOAMMBIX U  BaKHEMNLLMX
neKkapcTBEHHbIX NpenapaTos.;

5) yTBepxaoeHUsa MeTOAMKM YCTaHOBMEHWSI oOpraHamMyv WUCMOSNHUTENbHOMW BNacTn CyObLEKTOB
Poccuiickon ®egepaunm npegensHbIX pa3mepoB ONTOBbIX HAA0aBOK U NpeferbHbIX Ppa3MepoB PO3HUYHbIX
HaabaBoK K (QaKTMYECKUM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU FNEKapPCTBEHHbIX
npenapaToB, Ha feKapCTBEHHble NpenapaTtbl, BKMYEHHbIE B MEpeYeHb XW3HEHHO HeobBXoauMbIX U
Ba)XKHENLLNX NeKapCTBEHHbIX NPenapaTos.;

6) yCTaHOBIIEHUA NpedesibHbIX pa3MepoB ONTOBbLIX HanbaBoK U npegernbHbiX pa3MepoB PO3HNUYHbIX
HagbaBoOK K (*)aKTI/I‘-IeCKVIM OTNYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MNMPONU3BOAUTENAMUN JIEKAPCTBEHHbIX
npenaparoB, Ha JieKapCTBEHHbIE MnpenapaTtbl, BKIOYEHHblEe B nNepeYdYeHb >XW3HEHHO HeobxoauMMbIX W
BaXKHEMNLLNX NeKapCTBEHHbIX NMpenapaToB;

7) yTBEepXAeHWs nopsgka Bblgavu npeanncaHvuin opraHam MCNOSMHWUTENbHOW BriacTn CyObekToB
Poccuinckon degepauun o npMBeaeHNn B COOTBETCTBME C 3aKOoHOAaTeNbCTBOM Poccuinckon ®epepaunm
pelleHnn o6 yCcTaHOBMEHUN MNpedenbHbIX pasMepoB OMTOBbIX HaabaBOK M npeneribHbiX pasMepoB
PO3HUYHbIX HagbaBok K aKTUY4EeCKUM OTMYCKHbIM LiEeHaM, YCTAHOBMIEHHbIM NPOW3BOAUTENAMU
NeKapcTBEHHbIX MpenapaTtoB, Ha fekapCTBEHHble MpernapaTtbl, BKIHOYEHHblE B MEpPeYeHb XXU3HEHHO
HeobXoOMMbIX W BaXXHEMLIMX JEeKapCTBEHHbIX MpenapaToB, €CNN OHW MPUHATHI C  HapylUeHUEM
3akoHogaTtenbcTBa Poccunckon degepaumm, B nopsigke, yctaHoBrneHHoM [paButenbcTtBomM Poccuiickom
depepauymy;

8) HanpaBneHus ynonHOMOYEHHbIM dhedeparibHbIM OpPraHoM WCMOMHUTENBHON BnacTy opraHam
ucnonHuTenbHonM Bnactn cybbektoB Poccuiickon ®degepaunn npegnucaHnii o nNpUBEAEHMUM B
COOTBETCTBME C 3akoHogatenbcTBoM Poccuiickon dPegepaumm MNPUHATBIX € HapyLlUeHUEM
3akoHofartenbcTBa Poccuiickon Penepaumm pelieHnin ob yctaHoBNeHUN NpeaenbHbIX pa3MepoB ONTOBbIX
HagbaBOK M MpedenbHbIX pa3mMepoB PO3HUYHbLIX HAL0aBOK K LeHaM Ha JfekapCTBEHHble npenapaTbl,
BKIMOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOANMbIX U BaXXKHEMLLUNX NEKapCTBEHHbIX NpenapaTos;

9) ocyuwlecTtBneHms eagepanbHOro rocyaapCcTBEHHOro Haasopa B cdepe obpaleHus
NEKapCTBEHHbIX CPeACTB U PErnMoHanbHOro roCyqapCTBEHHOrO KOHTPONSA 3a MPUMMEHEHMEM LEeH Ha
NeKapcTBeHHble  npenapaTbl  COOTBETCTBEHHO  YMOSTHOMOYEHHbIMUM  dheaepanbHbIMM  OpraHamm
WCMNOMHMTENBHOW BracTu M opraHamu MUCMNofHWUTENbHOM Bnactu cybbektoB Poccunckon Pepepaumm
COrnacHo X KOMMNeTeHUMM B Nopsiake, ycTaHoBNeHHoM [MpaBuTtensctBom Poccuiickon ®enepauuu;

(n. 9 B pen. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHus NpeayCMOTPEHHbIX 3akoHogaTtenbcTBOM Poccuiickon ®egepauun  mep
OTBETCTBEHHOCTM 3a HapyleHue nopsgka LueHoobpa3oBaHWs Ha IeKkapCTBEeHHble npenaparTsl,
BKITIOYEHHbIE B NepeyeHb XN3HEHHO HEOBXOAMMbBIX U BaXKHENLLWNX NeKapCTBEHHbIX NpenapaTos.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

2. B ycnoBusix YpesBbl4aiHON cuUTyauuu U (Mnn) Npy BO3HUKHOBEHUWU Yrpo3bl pacnpocTpaHeHus
3aboneBaHus, NPeACTaBSAOLWEr0 ONAaCHOCTb AN OKPYXKalLWMX, a Takke B Cryy4ae, ecnn B TeYeHue
TpuguaTtu KanengapHbIX AHen nocne npuHAaTus MNpaBuTtensctBoMm Poccuickon degepauun pelleHns o
NpoOBEeAEHNN MOHUTOPUHIa PO3HNYHBIX LEH Ha NEKapCTBEHHbIE Npenaparbl, HEe BKITOYEHHbIE B NepeYeHb
XW3HEHHO HEOOXOOMMbBIX WM BaXHEWLIUX JIEKAPCTBEHHbIX MNPenapaToB, Ha TEPPUTOPUSIX CyOBEKTOB
Poccuiickon ®egepaumun BbiSBNEH POCT PO3HMYHBIX LIEH Ha yKa3aHHble JieKapCTBEHHbIE npenapaTtbl Ha
TpuauaTtb NpoueHToB 1 6onee, MNpaBuTtenbctBo Poccuiickon ®enepauum BnpaBe yCTaHOBUTL NpeaeribHble
OTMYCKHble LeHbl NMPOM3BOAMTENEN Ha yKa3aHHble fieKapCTBEHHbIE Mpenapartsbl, NpeAenbHble pa3mepbl
ONTOBbIX HaAbaBoOK U nNpefernbHble pas3mMepbl PO3HUYHbIX HAAOaBOK K (haKTUYECKMM OTMYCKHbIM LiEHAM
npoussBoauTenen Ha ykasaHHble riekapCcTBEHHbIe nNpenapartbl. [lepeyeHb NnekapcTBEHHbIX NpenapaTos, He
BKITHOYEHHBIX B NepeY€EHb XXN3HEHHO HEOOXOAMMbIX Y BaXKHEWLLNX NEeKapCTBEHHbIX NPenapaToBs, U NopsaoK
ero oopmupoBanusa onpegenstotcs MNMpasutenbctBom Poccuiickon egepaunu.
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(vacTb 2 BBeaeHa denepanbHbiM 3akoHOM oT 26.03.2020 N 67-93)

3. B TeyeHue geBsHOCTa KaneHaapHbIX AHEN Co OHSA yTBepxaeHus lNpasutensctBoM Poccuinckon
degepaumm NepeyHsi, ykasaHHOro B YacTu 2 HACTOsILLEN CTaTbW, HE AOMYCKAaTCA peanusauus u oTnyck
BKIMIOYEHHbIX B HEro JIeKapCTBEHHLIX NpenapaToB MO LieHaM, NPEBLILWALWMM npegeribHble OTNYCKHbIe
LEeHbl NMpoM3BOANTENEN Ha YyKasaHHble IeKapCTBEHHble Mpenaparbl, npeneribHble pasMepbl OMNTOBbIX
HagbaBOK W nNpedernbHble pasMepbl PO3HUYHbIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM
npounsBoauTeNen Ha yKasaHHble FeKapCTBEHHble Mpenapatbl C y4eTOM Hanora Ha [oOaBneHHYH
CTOMMOCTb.

(vyacTb 3 BBegeHa degepanbHbiM 3akoHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoCc: npymeyaHue.
BapeructpupoBaHHble o 07.06.2019 npegenbHble OTMNYCKHbIE LiEHbl nognexaT ob6s3aTenbHOoMN
nepepeructpaumm B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 3 0T 06.06.2019 N 134-D3.

CraTtbs 61. FlocyaapcTBeHHas peructTpaums U nepeperucTpaums npepenbHbIX OTNYCKHbIX LieH
npousBoAuTenen Ha JieKapCTBeHHble npenapartbl, BKIIOYeHHble B TMepe4vyeHb XU3HEHHO
HeobXoAUMbIX U BaXXHENLLUX JlIeKapCTBEeHHbIX NpenapaToB

(B pea. PepepanbHoro 3akoHa oT 06.06.2019 N 134-93)

1. MNpegenbHaa oTMNyckHas LieHa NPOM3BOAMTENSI HA NEKapCTBEHHbIM Npenapar, BKIOYEHHbIV B
nepevYeHb >KU3HEHHO HEOOXOAMMBIX W  BaXHEMWMWX JIEeKapCTBEHHbIX MNpPenapaToB, MNOAMNEXMWT
rocygapCTBEHHOW pernctpaumm B nopsgke, ycraHosneHHoM lMpaButenbctBom Poccuiickon deagepauuu,
Ha OCHOBaHWM MpPeACTaBMEHHOro B YMNOMHOMOYEHHbIN dhegepanbHbll OpraH WCMOMHUTENbHOW BAacTu
3asdBrieHVs gepxaTtens unu Briagenbua perucTpaumMoHHOro yoocToBepeHns nekapCTBEHHOro npenapara
(ynonHOMOYEHHOro UM nuua).

2. 3aperucTpyvpoBaHHas MpegenbHasi OTMNYCKHAs LeHa MpOU3BOAMTENs Ha feKapCTBEHHbIV
npenapar, BKIHOYEHHbIN B NEPEYEHb XXU3HEHHO HEOOXOAMMbIX N BaXXHENLLMX NIeKapCTBEHHbIX NpenapaTos,
MOXeT ObITb NepeperncTpupoBaHa B CTOPOHY YBENUYEHMSA OAMH pa3 B KareH4apHOM rogy Ha OCHOBaHMK
npeacTaBneHHOro B YNOMHOMOYEHHbIN deaeparnbHblii OpraH MCNOMHUTENbHOW Bnactu Ao 1 okTabps
Kaxgoro roga 3asiBfeHus depxatend unu - Briagenbua  perucTpaumoHHOro  yAOoCTOBEpeHus
nekapCTBeHHOro npenaparta (YynomHOMOYEHHOro um nuua).

3. SaperMCTpMpOBaHHaﬂ npegenbHaa OTNyCKHaA LuUeHa Mnpon3BoauTena Ha J'IeKapCTBeHHbIIZ
npenapart, BKINKOYEHHbIN B nepeyvyeHb Xn3HeHHO HEeobXOAMMBIX N BaXKHENLLIMNX J1eKapCTBEHHbIX NMpenapaToBs,
MOXeT ObITb nepepernctpmposaHa B CTOPOHY CHUMXEHUA Ha OCHOBaHWM npeactaBfieHHOIo B
yﬂOJ'IHOMO‘-IeHHbIIZ cbep,epaanblﬂ opraH MCMNONHUTENbHON BNAcTW 3asiBNEHNs aepxartend nnu snagenbua
perncTpaunMoHHOro yaoCctoBepeHua nekapCcTtBeHHOro npenaparta (yI'IOJ'IHOMO‘-IeHHOFO nm nwu,a).

4. [epxatenb unu Bragenel, perncTpaunoHHOro YAOCTOBEPEHWUs IeKapCTBEHHOro npenapara
(ynonHomouyeHHOe MM nuuo) o06a3aH npeacTaBuTb B YNOMHOMOYEHHbIM  ddedeparnbHbI  opraH
WCNONMHUTENBLHOW BracTu 3asiBfieHWe O nepeperncrpauun 3aperucTpMpoBaHHOW npeneribHom OTMyCKHOMW
LieHbl MPON3BOANTENS Ha NeKapCTBEHHbIN Npenapar, BKIHOYEHHbIN B NepeyYeHb XU3HEHHO HEOBX0aNMbIX 1
BaXXHEWLLUX NeKapCTBEHHbIX NPenapaTos, B CTOPOHY CHWKEHUS B CMEAYIOLWNX Criydasx:

1) CHWXEHWe LeHbl B MIHOCTPaHHOW BanioTe Ha fiekapCTBEHHbIN npenapart B CTpaHe npoussogutens
n (MnM) B CTpaHax, B KOTOPbIX J€KapCTBEHHbIV MpenapaT 3aperncTpupoBaH u (Mnu) B KOTOPbIE
nocTaBnseTcsa NponssoanTenem;

2) CHWXEeHMe LUeH Ha pedepeHTHble NeKapCTBeHHble npenapaTtbl B COOTBETCTBUM C MyHKTOM 1
HacTosiwen 4YacTu (ONns COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, GuoaHanoroebix (6MONOA0GHbLIX)
nekapcTBEHHbIX NpenapaTos);

3) npeBbiweHne NpeaenbHON OTMYCKHOM LieHbl Ha MepBblil BOCNPOM3BEAEHHbIN, BroaHanorosbin
(6ronopo0HbIN) NeKapCTBEHHbIN Npenapat WHOCTPAHHOro MpPOM3BOACTBA HaZL NpedenbHOM OTMYCKHOM
LeHON NPOM3BOAUTENSA Ha BTOPOW BOCMPON3BEAEHHbIV, OMoaHanoroBbin (6MONOA06OHbIN) NekapCTBEHHbIN
npenapaTt, pacCcYMTaHHOW B COOTBETCTBUM C METOAUKOW, yTBepxaeHHon [MpaButensctsoM Poccuiickon
denepaumu;

4) npeBbIWeHe NpeaeribHON OTMNYCKHOMW LEeHbl Ha nepBblii BOCNPOM3BEAEHHbIN, BroaHanorosbin
(bronogo0HbLIN)  NEeKapCTBEHHbIV MpenapaT NPOU3BOAMTENS rocygapcTtBa - u4neHa EBpasuickoro
3KOHOMMYECKOro col3a Hag npefenbHOW  OTMYCKHOM  LEeHOW Mpou3BOAUTENA Ha  BTOPOM
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BOCMNpou3BeaeHHbIW, 6GuoaHanoroBbii (6MONOAOOHLIN) NeKapCTBEHHbIM MNpenapaT nNpou3BOAUTENSs
rocygapcrBa - uneHa EBpasmMinckoro 3KOHOMMYECKOro Co3a, pacCHNTaHHOW B COOTBETCTBUM C METOAMKOWN,
yTBepxaeHHown NpaButensctsomM Poccuickon depepaumm.

5. MNopsigok nepeperncTpaummn 3aperncTpMpoBaHHbIX NPeaeribHbIX OTMYCKHbIX LIEH NpOu3BoauTenen
Ha feKapCTBEHHble Npenaparbl, BKMOYEHHblIE B MEPEYEHb >KU3HEHHO HEOoOXOAMMBbIX W BaXKHEWMLINX
nekapCcTBEHHbIX MpenapaTtoB, B Criyyasix, NPeAyCMOTPEHHbIX 4YacTamum 2 - 4 HacTosiwew cratby,
ycTtaHaBnmBaetcs NpasutensctBoM Poccuiickon ®eagepauuu.

6. OKOHOMWYECKMN aHanuM3 npeaenbHON OTMYCKHOW LieHbl MPOU3BOAUTENS Ha IeKapCTBEHHbIN
npenapart, BKNIOYEHHbIN B NepeYveHb XXU3HEHHO HEOOXOAMMbBIX U BXXHENLLNX NEeKapCTBEHHbIX NpenapaTos,
npuv ee rocygapCTBEHHOW perncTpaummn unu nepeperucrpaumm ocylectenseTcs deaepanbHbiM OpraHoM
WCMNOMHMTENBHOW BMNACTW, OCYLLECTBASIOLWNM (OYHKLMU NO MPUHATUIO HOPMAaTWBHbBIX NMPaBOBbIX aKTOB U
KOHTpOM 3a cobnogeHnem 3akoHopaTenbCTBa B cdhepe rocyaapCTBEHHOIO PerynupoBaHus LEH
(TapudooB) Ha ToBapsbl (ycnyru).

7. Pac4yeT npefgenbHbIX OTMNYCKHbIX LiEeH, YKa3aHHbIX B YacTax 1 M 2 HacToslen cTaTbu, Npu mux
rocyaapCTBEHHOW perncrpauun mnv nepeperncrpauum ocyLLecTBnseTcs B COOTBETCTBUM C METOLMKOWN,
yTBepxaeHHown NpaButensctBoM Poccunckon deaepauum n yumTbiBatloLen B TOM YUCHE:

1) cobniogeHne H6anaHca MHTepecoB NOTpebuTenel nekapcTBEHHbIX NPEenapaToB, BKIHOYEHHbIX B
nepeyveHb XM3HEHHO HEeODXOOMMbIX M BaXHEWLIMX INeKapCTBEHHbIX MpenapaTtoB, U Npou3BoauTenei
NeKkapcTBEHHbIX NpenapaToB, BKMOYEHHLIX B MEPeYeHb >KU3HEHHO HeobXOAUMbIX W BaXHEWLLIMX
neKkapCcTBEHHbIX Npenaparos.;

2) dakTnYecKyto OTNYCKHYIO LleHy Ha NekapCcTBeHHble npenapatbl B Poccunckon ®enepauum, ueHy
BBO3a JIeKapCTBEHHbIX MpenapaTtoB B Poccunckyto Penepauunio, a Tawke LEHbl Ha aHanornyHble
rnekapcTBeHHble Npenaparbl, Haxogswmecs B obpaileHnm B Poccuiickon ®egepaunu;

3) 3aTpaTbl NpoOM3BOAUTENSA NEKapCTBEHHOro rpenaparta Ha MpPOM3BOACTBO U  peanusauuio
nekapcTBEHHOro npenapara;

4) ueHy Ha nekapCTBEHHbIN Npenapar, ero LeHy B CTpaHe Npou3BOAMTENS M B CTpaHax, B KOTOPbIX
neKkapcTBEHHbIN NpenapaTt 3aperMcTpupoBaH 1 (Mnn) B KOTOpble MNOCTaBMSETCA NPOM3BOAUTENIEM.

8. He ponyckatoTcsa peanusauusi U OTNYCK fiekapCTBEHHbIX NpenapaToB, BKMHOYEHHbIX B NEpeYeHb
XM3HEHHO HEeoOXOAMMbIX W BaXXHEMLUMX NEeKapCTBEHHbIX NpenapaTtoB, Ha KOTOpble MPOM3BOAUTENSMM
NeKapCcTBEHHbIX MpenapaTtoB He 3aperucTpupoBaHa npegernbHas OTMyCKHas LeHa, peanusauus
NPON3BOAMTENSMW NEKAPCTBEHHBIX MpPenapaToB MO LieHaM, NpeBbIllaloWUM 3aperMcTpupoBaHHbIie Um
nepeperncTpupoBaHHble NpeaerbHble OTNYCKHbIE LieHbl HA NeKapCTBEHHbIE NpenapaTtbl C y4eTOM Harnora
Ha JobaBneHHY0 CTOMMOCTb.

9. OCcoBEeHHOCTN rocyaapCTBEHHOrO PErynmpoBaHms npegenbHbiX OTMYCKHbIX LieH NpovM3BoauTenemn
Ha NneKapCTBEHHble MNpenapatbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEODXOOUMBIX W BaXKHEWLLUX
NEKapCTBEHHbIX MpenapaToB, B 3aBMCUMOCTM OT SKOHOMMUYECKMX W (MUnM) coumanbHbIX KpUTEpUEB
(n3meHeHMe ycrnoBun, nopsaka u CTOMMOCTY NPOU3BOACTBA NIEKapCTBEHHbIX NpenapaToB, UCMOMb30BaHNE
HOBbIX (hOpM, METOO4OB M CNOCOGOB rOCY4apCTBEHHOrO pPEerynuMpoBaHUSA LEH Ha JeKapCTBEHHbIE
npenapaTbl, B TOM Y/CIEe HA OCHOBE MexaHu3Ma peepeHTHOro LLeHo00bpa3oBaHWs, USMEHEHUI NopsiaKa
oKaszaHus MeOWMLUMHCKOM MOMOLLM, WM3MEHEHMEe Kypca WHOCTPaHHOW BankoTbl U UHbIE W3MEHEHMS)
ycTaHasnuBatoTcs NpaButensctBoM Poccunckon degepaumn.
(B pea. PenepansHoro 3akoHa ot 08.03.2022 N 46-93)

Cratbsa 62. NocynapcTBeHHbIA peecTp npeaeribHbIX OTMYCKHbIX LieH npou3BoguTenen Ha
nekapcTBeHHble NMpenapaTbl, BKIIIOYEHHbIe B NepeyYyeHb XM3HEHHO HEOOXOAMMbIX U BaXXHEMLUNX
neKapcTBeHHbIX NpenapaToB

1. 3apeructpvpoBaHHble WU NEPEpPerucTpupoBaHHble  MpeferibHble  OTMYCKHbIE  LiEHbI
npon3BoguTENEN Ha NeKkapCTBEHHbIE MpenapaThbl, BKIOYEHHbIE B MEpPeYeHb XXU3HEHHO HEOOXOOUMbBIX U
BaXHENLINX JIeKapCTBEHHbLIX MNpenapaTtoB, MOANexXaT BKIHOYEHWK B TOCYLAPCTBEHHbI peecTp
npeaenbHbIX OTMYCKHbIX LIEH NPOM3BOAUTENEN HA NEeKapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B NepeyeHb
XN3HEHHO HEOBXOOUMbIX M BaXKHEMLLUX NeKapCTBEHHbIX NpenapaToB.

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. [ocynapCTBEHHbIN peecTp npefernbHbIX OTMYCKHbIX LeH NpounsBoAuTenen Ha nekapCTBEHHble
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npenaparbl, BK/OYEHHbIE B MEpeyYeHb >KU3HEHHO HEOOXOOUMBbIX W BadKHEMWMX NeKapCTBEHHbIX
npenapaToB, COOEPXUT B cebe crieayoLLyo MHOPMAaLMIO:

1) HaumeHoOBaHVe gepxaTens unu BnagernbLua perncTpauuoHHOro yA0CTOBEPEHUS NTEKapCTBEHHOIO
npenapaTta, HaumMeHOBaHWEe MNPOM3BOAMUTENSI JIEKAapCTBEHHOrO npenapaTta, CBeAeHWs O perncrpauuun
aepxatensi unu BragenbLa perMcTpaLnoHHOro Y4oCTOBEPEHNS NIEKapCTBEHHOIO nNpenaparTa, CBefeHns o
pervctpaummM nponsBoAUNTENS NIEKapCTBEHHOrO npenapara Ans MeAVLUHCKOro NpYMEHEHWs B KayecTBe
HanoronnartenbLyKa B CTpaHe perncTpaumm (4ns poCCUACKUX HPUONYECKUX NUL - MOEHTUMUKALMOHHBIN
Homep Hanoronnatensiwmka (MAHH), ana WHOCTpaHHbIX HOPUOUYECKUMX NUL, - CTpaHa peructpauum,
HanMeHOBaHMe PErMcTPUPYHOLLLErO opraHa, permcTpauuoHHbIN HOMEP, Koa Hanoronnartenbliuka B CTpaHe
perncTpaumm (MHKoOprnopauMm) UnM ero aHanmor), MeCTO HaxOoXAEeHUs MNPOU3BOACTBEHHbIX MMNOLLAAOK,
y4yacTBYIOLLMX B NpoLecce NpoM3BOACTBA NeKapCTBEHHOro npenapaTa, C ykasaHueMm ctaguv npouecca
npon3BOACTBA;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

2) HauMMeHoBaHMe feKapCTBEHHOro npenapata (MexayHapoOoHOe HenaTeHTOBaHHOoe, WK
rPYNMNUPOBOYHOE, MUITM XMMUYECKOE M TOProBOe HaMMeHOBaHUS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HoMep PerMcTpaLMoHHOro YAOCTOBEPEHUS NIEKapCTBEHHOIO Npenapara;

4) nekapcTBeHHasi (hopma C yKa3aHWeMm JO3MPOBKM NeKapCTBEHHOro npenaparta 1 ero Konmyectsa
BO BTOPUYHOW (NOTPeBMTENBbCKON) YNaKkoBKe, a Takke KOMMNMEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

5) sapervucTpupoBaHHas npegernbHasi OTNYCKHas LieHa Ha NekapCTBEHHbIN NpenapaT B pybnsx;
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) pata u Homep npukasa ynorHOMOYEHHOro hefepansHOro opraHa MCMONHUTENBHON BracTu O
rocygapCTBEHHOM perncrpauum unm nepepeructpauny npegensHon oTnyCKHOW LieHbl Ha NeKapCTBEHHbIN
npenapart, BKIMOYEHHbIV B MEepeYeHb XU3HEHHO HEOBXOOUMbIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos;
(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-93)

6.1) naTa BCTYNneHUsl B CUmy npukasa yrnosIHOMOYEHHOro peiepanbHoro opraHa UCMOMHUTENBLHOWM
BMacTM O TrOoCyQapCTBEHHOW peructpauum unv nepepernctpaumm npeaenbHoW OTMYCKHOW  LieHbl
NpoM3BOAMTENS Ha NEKAPCTBEHHbIA Mpenapar, BKIYEHHbIN B MepeveHb XM3HEHHO HeobXxoauMbIX U
BaXKHEWLLMX NleKapCTBEHHbIX Npenaparos;

(n. 6.1 BBegeH PepepanbHbiM 3akoHoM OT 06.06.2019 N 134-$3)

7) WTPUXOBOW KOL, HAHECEHHbI Ha BTOPUYHYIO (NOTPEOUTENBLCKYK) YNaKoBKY FeKapCTBEHHOrO
npenapara;
(n. 7 BBegeH ®eaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) kog nekapcTBeHHOro npenaparta MO aHaTOMO-TepaneBTUYEeCKO-XUMUYECKOW Kraccudukauuu,
pekoMeHOoBaHHOW BceMupHon opraHusaLmen 3gpaBooxpaHeHus.
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3. locynapcTBeHHas perucrpauus unu nepeperncrpaumns npefenbHbIX OTMNYCKHbIX LUeH Ha
neKkapcTBeHHble npenapatbl, BKIIOYEHHble B MNepeyvYeHb XW3HEHHO HeobXoOaWMbIX W  BaXKHEeWWwmx
nekapcTBeHHbIX MpenapaToB, BeAEHWEe [OCYAapCTBEHHOIO peecTpa npefernbHblX OTMYCKHbIX LeH
npounsBoauTenei Ha nekapcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO HeobXxoanMbIX U
BaXXHEWWNX  JIeKapCTBEHHbIX  MpenapaTtoB, OCYWECTBNATCA B Nopsiake,  yCTaHOBIEHHOM
MpasuTensctBom Poccuiickon ®eaepaunn.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNeHuMe opraHamMM WCNOSIHUTENbHOW BracTu cy6bekToB Poccuiickon
®depepauun npegernbHbIX pa3MepoB ONTOBbIX HaAbaBOK M NMpeAenbHbIX Pa3MepoB PO3HUYHbIX
HagbaBOK K  (akKTMY4ECKMM  OTNYCKHbIM  LieHaM, YCTaHOBIEHHbIM  MPOU3BOAUTENAMMU
neKapcTBEHHbIX NpenapaToB, Ha JIeKapCTBEHHbIe NpenapaTbl, BKINOYEHHbIe B NepevyeHb XXM3HEHHO
HeobXxoAUMbIX N BaXXHEMLLUX JIeKAPCTBEHHbIX NpenapaToB
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl UcnonHUTENbHOW BRacTu cybobekToB Poccuiickon ®egepaumm yctaHaBnueaoT
npegenbHble pasMepbl ONTOBbIX HAA0ABOK U NpeAeribHble pa3Mepbl PO3HUYHBIX HaA0aBoK K (hakTU4eCKuM
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OTNYCKHbIM LleHaM (6e3 yyeTa Hanora Ha A406aBneHHY CTOMMOCTbL), YCTAHOBMEHHbIM NPOU3BOAUTENSAMM
nekapcTBeHHbIX MpenapaTtoB, Ha nNeKapCTBEHHble npenapaTtbl, BKIOYEHHblE B MNepeyYeHb XXU3HEHHO
Heob6X0AMMBIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaToB, B COOTBETCTBMM C YTBEPXAEHHOM B nopsiake,
ycTaHoBneHHoMm [lpaButenbctBom Poccuiickon ®degepaumn, MeTOOUKOW YCTAHOBMNEHWUS OpraHamu
NCNONHUTENBLHOM BnacTu cybbekToB Poccunckon deaepaumm npeaenbHbiX pa3sMepoB onNToBbIX HagbaBok
W npegenbHbiX PasMepoB PO3HUYHbIX HAAbaBOK K (PaKTUYECKMM OTMYCKHBbIM LeHaM, YCTaHOBIIEHHbIM
Npon3BOAMTENSIMA JIEKAapCTBEHHbIX MNpPenapaTtoB, Ha JflekapCTBEHHblE Npenaparbl, BKIOYEHHblE B
nepevYeHb XW3HEHHO HeobXOOUMBIX W BaXKHEWMLIMX feKkapCTBEHHbIX npenapaTtoB. [MpoekTbl peLleHun
OpraHoB WUCMONMHUTENbHOW BRactu cybbektoB Poccuickon ®Pepepauum o6 ycTaHOBREHWM W (Mnn)
N3MeHeHUN npeenbHbiX pa3MepoB ONTOBbLIX HAA0aBOK N NMpedenbHbIX pa3MepoB PO3HUYHbLIX HaA0OaBOK K
PaKTUYECKNMM OTMYCKHBbIM LIEHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JNIEKAPCTBEHHBIX NMpenapaToB, Ha
nekapcTBeHHble npenapaTtbl, BKIOYEHHble B MNepeyvYeHb >KU3HEHHO HEOOXOOUMBIX U  BaXXHEMWLUUX
nekapcTBEHHbIX NpenapaTtoB, MOAMeXaT COrnacoBaHUIO C YNONHOMOYEHHbIM deaepanbHbIM OpraHoM
WCMNOSNHUTENBHOW BMNACTW, OCYLLUECTBASIOWUM (PYHKLUMM MO NPUHSATUIO HOPMATMBHbBIX MPaBOBbLIX aKTOB U
KOHTpOMnto 3a cobntogeHnem 3akoHogaTenbCcTBa B cdepe rocyaapCTBEHHOrO perynmpoBaHusa LieH
(TapucpoB) Ha ToBapsbl (ycrnyru), B nopsake, yctaHoneHHom lNMpasutensctBom Poccuiickon ®eaepaunn.
(B pea. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-03)

2. OpraHusaumm ONTOBOW TOPrOBMW JiEKApCTBEHHbIMW CPEACTBaMM, anTeyHble opraHu3aumu,
WHAMBMAYanNbHblE MpeanpuHUMaTeny, MMelwne nUUeH3No Ha apmaueBTUYecKylo OesTenbHOCTb,
MeOULUMHCKUE OpraHusauun, VMeloWme nuUeH3nio Ha dapmaueBTUYecKylo AeAaTenbHOCTb, U KX
obocobneHHble nogpasgeneHus (ambynatopun, denbawepckne n denbaepcko-akyLlepckne nyHKTb,
LeHTpbl (0TAeneHus) obuier BpayebHom (CeMeNnHOM) NPaKkTUKK), PAcnOSOXEHHbIE B CEbCKUX HAaCeMNeHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auun, OCyLLECTBSIOT peannsauunio NeKkapCTBEHHbIX
npenapaToB, BKIIOYEHHbIX B MEPEYeHb >KU3HEHHO HeOoBXOAMMbIX W BadKHEWLWWX feKkapCTBEHHbIX
npenaparoB, MO LeHaM, KOoTopble (OPMUPYOTCA B COOTBETCTBUM C MOPSOKOM, YCTaHOBIEHHbLIM
MpasutensctBom Poccuiickon ®epepauun, n ypoBeHb KOTOpbIX (6e3 yyeTa Hamora Ha goGaBneHHYo
CTOMMOCTb) He [O/KeH npeBbllaTb CyMMY (PakTU4eCKOW OTNYCKHOW LeHbl, YCTaHOBMEHHOM
nponsBogMTenemM feKkapCTBEHHOro npenapata, He MpeBblalolwen 3apercTpupoBaHHOW UMK
nepeperncTpypoBaHHON npedenibHOM OTMYCKHOW  LeHbl Npou3BOoAuTens (Ha pJdaTy peanusaumu
neKkapCTBEHHOro mnpenapaTta npou3sBoguTenemM), M pasmepa ONTOBOM HagbaBkum M (Mnn) pasmepa
PO3HUYHOW HaabaBku, He MpeBbIALWMX COOTBETCTBEHHO pa3mepa npenenbHon onToBOM HaabaBku M
(vnn) pasmepa npegenbHOW PO3HMYHONM HaabaBKK, YCTaHOBNEHHbIX B cybbekTe Poccunckon ®egepauun.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ncnonHUTENbHOM BractTu cybbekToB Poccuiickon degepaumn pasmellaroT B CETU
"MIHTepHeT" MHdopmaLunio 0 3aperncTpupoBaHHbIX MpefenbHbIX OTMYCKHbIX LieHax npoussoauTenen Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEPEYEHb XU3HEHHO HEoOXOOAMMBIX U  BaKHEMWLLMX
nekapCcTBEHHbIX MnpenapaTtoB, 00 ycTaHOBMNEHHbIX B cybbekTte Poccuiickon depepaumn npenenbHbixX
pasMepax onToBbiX HagbaBoK M (MNW) NpedenbHbIX pa3mepax PO3HUYHbIX HaAbaBOK K YCTaHOBMEHHbLIM
NPOn3BOOUTENSAMM JEKAPCTBEHHbIX MpenapaTtoB hakTUYECKMM OTMYCKHbIM LeHaM Ha feKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MNEpeYeHb XXU3HEHHO HEOOXOAMMBIX W BaXKHEWWUX NEeKapCTBEHHbIX
npenapaToB, a Takke 0 CyMMe 3aperMcTpMpoBaHHbIX NpeaeribHbIX OTMYCKHbIX LieH Npou3BoauTENnen Ha
NeKapcTBEHHbIe MpenapaTtbl, BKIIOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAWMBIX W BaXKHENLUMX
NeKapcTBEHHbIX MpenapaTtoB, YCTAHOBMNEHHbIX B cybbekte Poccunckon degepaumn npenenbHbIX
pa3MepoB ONTOBbIX HAAOABOK M NpeferibHbIX pa3MepoB PO3HUYHLIX HaA0aBoOK U Hanora Ha JobaBneHHyo
cToumocTb. MIHdopmauwms, NnpeaycMOTpeHHast HAaCTOSILLEN YaCTbO, OIPKHA HAXOAUTLCA Takke B anTeyHbIX
opraHusauuax B LOCTYMHOW AN BCEX 3aMHTEPECOBaHHbIX nvL hopMe U OOHOBMATBCA MO Mepe ee
pa3MeLleHnsa opraHaMm UCMONHMTENbHOW BNacTu cydbektoB Poccuiickon ®Pepepaumm B cetn "MIHTepHeT".
(vyacTb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. Ytpatvn cuny ¢ 1 mapta 2020 roga. - PegepanbHblin 3akoH OT 27.12.2019 N 475-93.

Masa 13. MOHUTOPUHI QO PEKTUBHOCTU U BESOMNACHOCTHU
NEKAPCTBEHHbIX MPENAPATOB, HAXOOALLUXCA B OBPALLEHUA
B POCCUNCKOWU ®EOQEPALIUN
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 64. ®apmakoHansop
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHbIE NpenapaTbl, Haxoaswmecs B obpawenun B Poccuiickon degepauun, noanexar
MOHUTOPUHTY 3(dEKTMBHOCTM U Ge30MacHOCTM B LENsX BbISIBIIEHNS BO3MOXHbIX HEraTUBHbIX
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NocneacTBUA UX NPUMEHEHUS!, MHOMBUAYANbHOW HEMNEPEHOCUMOCTU, MpenynpexneHnss MeauLMHCKUX
paboTHUKOB, creunanncToB B 06nacTu BeTepuHapuu, NauUMEHTOB WNU BrAfEenbLEB XMBOTHbIX U UX
3alNTbl OT NPUMEHEHUNA TAKNUX NNEKAPCTBEHHbLIX NpenapaToB.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHaa3op OCYLLECTBISAETCA COOTBETCTBYHOLUMM  YMNONIHOMOYEHHbIM  (hbeaepanbHbIM
OpraHoMm MCMOSHUTENbHOW BNacTu B YCTAHOBIIEHHOM MM MOPsiAKE MyTEM aHanusa npeaocTaBrsieMon
cybbekTamMmm obpalleHust nekapCTBEHHbIX CPEACTB MHApOPMALMM O MOBOYHBLIX JENCTBUSIX, HEXENaTelbHbIX
peakumsiX, Cepbe3HbIX HeXenaTernbHbIX peakuusix, HENpeABUAEHHbIX HEeXenaTeribHbIX peakuusax npwu
NPUMEHEHNM NEeKapCTBEHHbIX npenapatoB, 006 wHAMBUAYaNbHOW HENepeHOCUMOCTM, OTCYTCTBUMU
3(P(PEKTUBHOCTN NEKAPCTBEHHbIX MpenapaTtoB, a Takke 06 WHbIXx aktax u obcToATeENbLCTBAX,
nNpeacTaBnAlLWMX Yrpo3y >KU3HW UMM 300pPOBbI0  YenoBeka nmMbo >KMBOTHOrO MNpu  MpUMEHEHUN
nekapcTBEHHbIX NpenapaToB M BbISBMEHHbIX HA BCeX aTanax obpalleHus nekapcTBeHHbIX NpenapaToB B
Poccuiickon ®egepaunn 1 opyrux rocygapcrsax.

3. CybbekTbl 06palleHnst NTeKapCTBEHHbIX CPeacTB B Nopsiake, YCTaHOBIIEHHOM YMONTHOMOYEHHbIM
denepanbHbiM  OpraHOM  UCMONHUTENbHOM BriacTu, 00si3aHbl coobwatb B YNONTHOMOYEHHbIN
denepanbHbIi OpraH WUCMNOSTHATENBbHOM BNAcTM O MOOOYHBLIX AENCTBUSX, HeXenaTemnbHbIX peakuusix,
Cepbe3HbIX HexenaTenbHbIX peakumsx, HenpeaBUAEHHbIX HeXenaTernbHbIX peakuusax npyu npuMeHeHum
nekapcTBeHHbIX npenapatoB, 06 WHAMBMAYANbHOW HENEepPeHOCMMOCTW, OTCYTCTBUMM SDIEKTUBHOCTU
nekapcTBEHHbIX NpenapaTtos, a Takke 06 MHbIX dhakTax u obcToATenbCTBaX, NPEACTABMSIOWNX Yrpo3y
XW3HW UNN 300POBbI0 YeroBeka NGO >XMBOTHOrO MpPUM MPUMEHEHUU FEKapPCTBEHHbIX MpenapaToB W
BbISIBNEHHbIX Ha Bcex 3Tanax obpalleHusi nekapcTBEHHbIX npenapaTtoB B Poccuiickonn ®epepauun u
APYrnx rocyaapcrBax.

4. Oepxatenn nnu Bnagenblbl PErMCTPaLMOHHBIX YOOCTOBEPEHMIN NEKapCTBEHHbIX Npenaparos,
topyanyeckme nuua, Ha MMs KOTOPbIX Bbi4aHbl paspeLlleHnst Ha NpoBedeHne KNMHUYECKUX NCCneaoBaHuin
B Poccuiickon ®epepaumn, nubo ynomHOMOYEHHbIE UMW APYyrue pUAMYEcKMe nuua B pamkax
obecneyeHns 6e30nMacHOCTU NeKapCTBEHHbIX NpenapaToB B Nopsake, yCTaHOBNEHHOM COOTBETCTBYIOLLMM
YNONHOMOYEHHbIM (beaepanbHbIM OpraHOM MCMNOMHUTENbHOW BRAacTh, 0653aHbl OCYLLECTBRAATL NPUEM,
yyeT, 0bpaboTKy, aHanu3 u XpaHeHue MnocTynawlmx B WX agpec OT CybbekToB obpalleHus
neKapCTBEHHbIX CpeaCTB M OpraHoB rocy4apCTBEHHOW BracTW COOOLWEHWA O MOGOYHbIX OEeWCTBUSX,
HexxenaTesbHbIX peakuusix, Cepbe3HbIX HeXenaTernbHbIX U HeMpeaBUAEHHbIX HeXenaTerbHbIX peakumsax
npu MNpPUMEHEHWWU JeKapCTBEHHbIX MpenapaToB, 00 OCOOEHHOCTAX WX B3aUMOAENCTBUS C APYrMMM
neKkapcTBEHHbIMM npenapaTaMu, WHAWBWAYaNbHOW HENepeHOCUMOCTM, a Takke 00 MWHbIX dakTax u
obcToATenbCcTBaX, NPEACTaBNANLWMX Yrpo3y XW3HW WM 300POBLI0 YerioBeka NNBO >XMBOTHOTO WK
BMMSAIOLMX Ha W3MEHEHWe OTHOLIEHUs OXMOAEeMOW MoMb3bl K BO3MOXHOMY PUCKY MNpPUMEHeHus
nekapCTBEHHbIX NpenapaTos.

5. MNpu BbIIBNEHUM MHADOPMALMN O CepbesHbIX HexXenaTernbHbIX peakumsax U HenpenBuAeHHbIX
HexxenaTtenbHbIX peakuuMsx npu MNPUMEHEeHWW neKapCcTBEHHbIX npenapaTtoB, 06 OCOBEHHOCTAX WX
B3aUMOOEWNCTBUSA C OPYIMMW NeKapCTBEHHbIMWU npenapatamu, UHOUBUAYaNbHOW HENepeHOCUMOCTH, a
Takke 06 UHbIX hakTax 1 06CcToATENbCTBAX, BAMSIOLINX HA U3MEHEHME OTHOLLEHWUSI OXXnaaeMon Nonb3bl K
BO3MOXHOMY  PWUCKY MPUMEHEHUSA FeKapCTBEHHbIX MpenapaToB, AepXaTtenu unu  Bragernbubl
perucTpaumoHHbIX YAOCTOBEPEHUIN NEKAPCTBEHHBLIX NpenapaTos, lpuandeckne nuua, Ha MM KoTopbIX
BblJaHbl paspelleHus Ha NpoBedeHMe KNMHUYECKUX uccregosaHun B Poccuinckon Pepepaumm, nmbo
YNONMHOMOYEHHbIE VMW Apyrve puavyeckme nuua obss3aHbl NPUHATL Mepbl, HanpaBfeHHble Ha
yCTpaHeHne  HeraTuBHbIX  MOCNEACTBUA  NPUMEHEHWsT  TakuX  NEeKapCTBEHHbIX  Npenaparos,
npegynpexgeHve NpUYNHEHUS Bpeda XU3HM UM 300POBbI0 YeroBeka Nbo XMBOTHOrO, 3awuTy MX OT
NPUMEHEHNS TakMX NeKkapCTBEHHbIX NpenapaToB, Ha AONOMHUTENbHbIM CO0p AaHHbIX 06 ahPEKTMBHOCTH
1 6e30MacHOCTN Taknx NekapCTBEHHbIX NpenapaTos.

6. 3a HecooObLLeHME NN COKPLITUE MHGOPMAaLMK, NPEeLYCMOTPEHHON YacTbio 3 HACTOSLLEN CTaTby,
aepxatenu wnu Bnagenblbl PerucTpaLMoOHHbIX  YAOCTOBEPEHU NeKapCTBEHHbIX NpenapaTos,
topuguyeckme nuua, Ha UMs KOTOpbIX Bbl4aHbl paspeLleHns Ha NPOBEAEHME KITMHUYECKMX UCCneoBaHum
B Poccunckon ®epepauun, nubo ynNonHOMOYEHHbIE VMW Opyrve lpuguyeckne nuua, a Takke
OOJDKHOCTHBIE ML, KOTOpbIM 3Ta MHGOPMauMs cTana M3BecTHa Mo pody MX NpoddecCMoHanbHOM
OEATENbHOCTUN, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbLCTBOM Poccuickon degepaumm.

7. I'IpM nony4yeHnmn ynoriHOMO4YeHHbIM cbe,u,epaanblM opraHom NCMONHUTENBHON BNactu B pamMKax
OCyLLEeCTBIIEHNA UM cbapmaKOHa/:wopa AoKa3aTesibCTB O HeCOOTBETCTBMU JIEKAPCTBEHHOro npenaparta
YCTaHOBJIEHHbIM TpeGOBaHI/IFlM mnn npu nonyyvyeHumn I/IH(bOpMaLI,MI/I O HecoOTBETCTBMM [aHHbIX 00
3(b(beKTVIBHOCTI/I n o 6esonacHocTu JNIeKapCTBEHHOIoO npenaparta AaHHbIM O NekapCTBeHHOM Mnpenaparte,
cogepxawnmea B MHCTPYKUUM MO ero npuMeHeHuo (B TOM 4ucCre BbiABIIEHHbLIX B XO04€e OCyLleCTBl1eHnA
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cbapmaKOHa,qsopa KOHTPOJIbHO-HAaA30PHbIMXA OpraHaMm WHOCTPaHHbIX rocy/J,apCTB), yI'IOJ'IHOMO‘-IeHHbIVI
d)ep,epaanbM opraH MCMNOMNHUTENbHON BacTu B YCTaHOBJ1IEHHOM UM MOpALKE pacCcMaTpmBaeT BOMpPOC O
NPUOCTaHOBIIEHNN NPUMEHEHNA TAKOro NekapCcTBeHHOro npenaparta.

CrtaTbs 65. [puocTaHOBNEHNe NPUMeHEeHNUA NeKapCcTBeHHOro npenapara
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Mpun nony4yeHnn MHOPMaLNM O HexenaTenbHbIX peakuusix Npu NpUMEHEHUN NeKapCTBEHHOMO
npenapaTa, He yKasaHHbIX B WMHCTPYKUUM MO MPUMEHEHWUI0 JIEKApPCTBEHHOro npenaparta, Cepbe3HbIX
HexenaTenbHbIX peakunsx, o6 0COBEHHOCTSAX ero B3aMMOOENCTBUSI C OPYIMMM NEeKapCTBEHHbLIMMU
npenapaTamu, KOTopble MOTyT NPeACTaBNATb Yrpo3Y XU3HW UIK 340POBbLIO YerioBeka nnbo XXMBOTHOTO, a
TakKe O HEeCOOTBETCTBMM AaHHbIX 006 adppeKkTMBHOCTN M 0 Ge30nacHOCTM NEKapCTBEHHOro npenaparta
OaHHbIM O NeKapCTBEHHOM Mnpenaparte, coaepXxawmnmca B MUHCTPYKUUK MO ero npuMeHeHuno, B TOM 4ucne
OT YMNOJIHOMOYEHHbIX OpraHoB WMHOCTPaHHbIX rocyaapcTs, obmeH KOTOpOI7I ocyulecTBndeTca B
COOTBETCTBMMN C coOrmaweHnamm mexay ynosIHOMOYEeHHbIM cbep,epaanblM opraHom UCMOJTHUTENBHOWN
BNacTu M YNONHOMOYEHHbIMWU OpraHamMu WHOCTPAHHbLIX rOCYAapCTB, YNOMHOMOYEHHbIN deneparnbHbii
opraH MCMNOMNHUTENBbHON BRacTu paccmaTpuBaeT BOMPOC O BO3MOXHOCTU NPUOCTAHOBIIEHUNA 06pa|.|.LeHv|;|
Takoro JiekapCTBEHHOro npenapata B MNOpsiaKe, YCTAHOBIIEHHOM YMOJSIHOMOYEHHbIM deaeparnbHbIM
OpraHom UCMNOJSIHNUTENbLHOW BNacTu.

2. Tpn HeWCnomnHeHWM WM HeHagnexawem MWCMOMHEHUU AepXaTenamu unu Bnagensuamu
pPerncTpaumMoHHbIX YyOOCTOBEPEHMI MNEKAPCTBEHHbLIX MpenapaToB, HPUOMYECKAMW NUUAMMK, Ha UM
KOTOpPbIX BblAaHbl paspeLleHnsi Ha NpoBeAeHNE KITMHUYECKUX nccnegosaHmi B Poccunckon depepaumm,
UIN YNONHOMOYEHHBIMU UMW APYTUMU IOPUANYECKUMM NuamMmm 0693aHHOCTEN, YCTAHOBMNEHHbIX YacTammn 3
n 4 ctatbn 64 HacTosAwero degepanbHOro 3akoHa, NMMOO B criyyasax NpeacTaBneHns COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM defeparnbHbIM OpraHoOM WCMOSNTHUTENbHOM BNAcTU 3aKMOYeHUs O HeJOCTOBEPHOCTU
pe3ynbTaToB KIMMHUYECKOrO NCCIeA0BaHUS NeKapCTBEHHOroO npenapara Anst MEAULMHCKOro NPUMEHEHNS,
KOTOpOe OCHOBaHO Ha pe3yrbTaTax MPOBEepKN MEeAUUMHCKOW opraHvM3auuu, NpoBOAMBLUEN YyKa3zaHHOEe
KIMHUYeCcKoe NCCreaoBaHNe C HapylleHMeM NnpaBuil Haanexatlen KINMHUYECKON NpakTUKK, U NpUBENo K
NonyyYeHnto HeJOCTOBEPHbLIX pPe3ynbTaToB, NMOO B crnydae HEeBbINONTHEHUSA NpeanucaHus, BblAaHHOIO
YNOMHOMOYEHHbIM defeparnbHbiM  OpPraHOM WCMOSNTHUTENBHOW BNacTU MO UTOram OCYLUECTBINEHUS
BbIGOPOYHOro KOHTPOMS KavyecTBa NeKapCTBEHHOro npenapaTta, ynoNHOMOYEHHbIN heaepanbHbin opraH
WCMOSTHUTENBHOM BNacTU B YCTAHOBMNEHHOM MM MOPSAKE pacCcMaTpuBaET BOMPOC O NMPUOCTAHOBIEHUMU
NPUMEHEHNST TAKOrO NeKapCTBEHHOrO npenaparTa.

3. YNOnHOMOYEHHbIN dhedepanbHbli OpraH WUCMOMHUTENbHON BRacTuU Npu nNpeacTaBleHun emy
CBEEHVMN O HEeCOOTBETCTBUM MPOU3BOAUTENSA JEKApCTBEHHbIX CPeacTB TpeboBaHUAM  npaBwn
Hagnexallen NpoM3BOACTBEHHOW NPAKTUKU U (MIM) O HAPYLLIEHUW NULEH3NOHHbIX TpeboBaHWi, KOTopble
OblnNn BbISIBMEHbI B XO4€ NPOBEAEHUSA UHCMEKTMPOBaHUSA MPOU3BOAUTENS FEKapCTBEHHbLIX CPEACTB MIU
OCYLLECTBIEHUS NTIMLEH3MOHHOIO KOHTPOIS B cchepe NMpon3BoACTBA NIEKAPCTBEHHbBIX CPEACTB M NPUBENU
UM MOryT MPUBECTM K NPOU3BOACTBY NEKAPCTBEHHbIX NpenapaToB ANA MEOULMUHCKOrO NPUMEHEHNS,
NPUYMHUBLLUX UITM CMOCOBHbIX MPUHMUHUTE BPEL XXM3HU UM 340POBbIO rpaXaaH, paccMatpuBaeT BOMpPOC O
NPUOCTAHOBIIEHUN MNPUMEHEHUST TEKAPCTBEHHbIX MpenapaTtoB And MeAWUMHCKOro MNPUMEHEHUs B
YCTaAHOBMIEHHOM MM NMOPSAAKE B CeAyLWnNX cryyasx:

1) coctaB ¥ (MNn) TEXHOmMOrMs NMPOWM3BOACTBa JIEKapCTBEHHOrO Mpenaparta Ans MeAULMHCKOro
npuMeHeHus1 (C onucaHWem cTaauii NMPOM3BOACTBA) OTNMYAIOTCA OT 3asBIIEHHBLIX B PErncTpaLyoHHOM
J0Cbe;

2) nekapcTBeHHbIN npenapaTt Ans MeAWUUMHCKOTO NPMMEHEHUsI NPOU3BEAEH Ha NMPOM3BOACTBEHHO
nnoLwagke, He ykasaHHOW B perucTpaLnoHHOM OChE;

3) y npousBoaMTEns NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpXaarollne
COOTBETCTBME KayecTBa NeKapCTBEHHOro npenaparta Ans MeAWUMHCKOTO MpUMEHEeHWsl, BBOAUMOTO B
rpaxaaHckuii o6opoT, TpeboBaHUsIM, YCTAHOBMEHHBIM NPY €ro rocyAapCTBEHHOW perucTpauuu;

4) npou3BOOUTENEM JlEKApCTBEHHbIX CPeACTB B COIMMACOBaHHbIA  C  COOTBETCTBYHOLLMM
YNOJSIHOMOYEHHbIM (hefieparnibHbIM OPraHOM WUCMOMHUTENBHOW BACTU CPOK HE YCTpaHeHbl HapylleHus
TpeboBaHWi NpaBun Hagnexalwen NPou3BOACTBEHHOW MPAKTUKM U (MNK) NULEH3UOHHBIX TpeboBaHui,
KoTopble ObiNu BbisiIBNEHbl B Xo4e MNPOBeAeHUS WHCMEKTMPOBAHMS MNPOW3BOAUTENS NEeKapCTBEHHbIX
CpencTB MIN OCYLLLECTBIIEHMS NULEH3MOHHOIO KOHTPOSSA B chepe Npon3BOACTBA JIEKAPCTBEHHBLIX CPEACTB
WU NPUBENU WM MOTYT MPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX MNpPenapatoB Ans MeAULMHCKOro
NPUMEHEHNS!, NPUYMHUBLLMX MU CNOCOBHBLIX MPUYNHUTL BPEA XKU3HW UM 300POBbLI0 rpaXaaH.

(vyacTtb 3 BBegeHa denepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)
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4. YNONHOMOYeHHbI dhefeparnbHblii opraH UCMOMHUTENbHOW BRAcTy NPY Hanmyumn y Hero cBeAeHun
O HEeCOOTBETCTBUN MPOU3BOAUTENS JEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBun  Hagnexallemn
NPON3BOACTBEHHON NPaKTUKM W (MNKU) O HapyWeHWM NULEH3UOHHbIX TpeboBaHwui, KoTopble 6binun
BbISIBfIEHbl B X04€ MPOBEAEHUS MHCMEKTMPOBAHMS MNPOU3BOAUTENS NEKaApCTBEHHbLIX CPEeACTB UMK
OCYLLIECTBMNEHMS NULEH3NOHHOIO KOHTPONs B cdhepe NpoM3BOACTBA NEKapPCTBEHHbIX CPEACTB U NpMBENU
UM MOTyT MPUBECTM K NMPOU3BOACTBY JEKAPCTBEHHbIX NpenapaTtoB ANsi BETEPUHAPHOTO NMPUMEHEHWS,
NMPUYMHUBLLWX MUITM CMOCOOHBIX MPUYMHUTL BPE KN3HW UK 300POBbLH XXMBOTHLIX, paccmMaTpmuBaeT BONPOC
O MNPWUOCTAHOBIEHMN peanu3auum N MPUMEHEHUS NEKapCTBEHHbIX MpenapaToB AN BeTepUHapPHOro
NPUMEHEHNSI B YCTAHOBIIEHHOM UM MOPSIAKE B CrEAYIOLWMX Criyyasx:

1) coctaB u (Unu) TEXHONOrMA NPOU3BOACTBA NEKApCTBEHHOro npenaparta Ans BeTepuHapHOro
npuMeHeHnst (C onucaHvem cTagui NPOM3BOACTBA) OTMNMYAKOTCA OT 3asBNEHHbIX B PErnMCTpaunOHHOM
OOCbE;

2) NnekapCTBEHHbIV Npenapat A BeTeprHapHOro NpuMeHeHusi NPou3BeAeH Ha NMPOU3BOACTBEHHOW
nroLwagke, He ykasaHHOW B perucTpaunoHHOM AOCbE;

3) y npowusBoauTens MeKapCTBEHHbIX CPEACTB OTCYTCTBYHOT [AOKYMEHTbl, MNOATBepXaatoLine
COOTBETCTBME KayecTBa NeKapCTBEHHOro npenapata Afs BeTEepUMHapHOro NpuMeHeHWsi, BBOOMMOrO B
rpaxgaHckum obopoT, TpeboBaHMAM, YCTAHOBIEHHBIM NPY €ro rocyaapCTBEHHON perncTpaumy;

4) npousBogMTENEM JeKapCTBEHHbIX CPEACTB B  COMMacoBaHHbIA C  COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM hefeparibHbiM OpPraHOM WCMOSIHUTENbHOW BNAcTWM CPOK He YCTpaHeHbl HapyLleHWs
TpeboBaHWi npaBun Hagnexawewn NPousBOACTBEHHOW MPAKTUKM M (MMKM) NULEH3UOHHbIX TpeboBaHuw,
KOTopble Obinu BbISIBMEHbl B XO4€ NPOBEAEHUSI WMHCMNEKTMPOBAHUS MNPOU3BOAUTENS NEKAPCTBEHHbIX
CpeacTB M OCYLLLECTBNEHMS NULEH3MOHHOIO KOHTPOIS B cpepe NponsBoACTBa NIeKapCTBEHHbIX CPEACTB
W MpuUBENW WNN MOTYT MPUBECTU K MPOW3BOACTBY JEKAPCTBEHHbLIX MpenapaToB AN BETePUHAPHOro
NPUMEHEHWS, NPUYUHUBLLNX UMW CNIOCOBHBIX MPUYUHUTE BPE XXU3HW UMW 340POBbI0 XKMBOTHbIX.

(4acTb 4 BBeaeHa ®eaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 cT. 65 gononHgaeTcsa 4. 5, 6 (P3 o1 27.12.2019 N 475-03).

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 cT. 65 gononHgaetca 4. 7 (3 ot 02.07.2021 N 317-$3).

Cratbsa 66. UHdopmauma o pesynbTaTtax hapmakoHagsopa
(B peq. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNonHOMOYeHHbIN  befdepanbHbli  OpraH  UCMOMHUTENbHOM  BNAcTW,  OCYLLECTBNALWMN
dapmakoHaa3op, NoO ero pesynbtataMm pasMellaeT Ha cBoeM oduuunansHoMm cante B cetn "MHTepHeT"
WHopmauunto o:

1) BblABJIEHMN HOBbLIX NOATBEPXAEHHbIX [AdaHHbIX O NobOYHbIX AEUCTBUSAX, HeXenaTesbHbIX
peaKkunax, cepbe3HbIX HeXenaTesribHbIX peaKkuudax, HenpeaBuaeHHbIX HeXenaTellbHbIX peakunax npu
NPpUMEHEeHNN NeKapCTBEHHOIO npenaparta, B TOM 4Yncne BInALWNMX Ha OTHOLWEHNe oXngaemomn nosb3abl K
BO3MOXHOMY PUCKY NMPUMEHEHNA OaHHOIo NiekapCTBEHHOro npenapara;

2) NPUHATBIX PELUEHMSX O BHECEHUN U3MEHEHWIA B MHCTPYKLUMIO MO NPUMEHEHUIO NEeKapCTBEHHOMO
npenapara, O NPMOCTAHOBIEHWUN MPUMEHEHMS NEKAPCTBEHHOro npenapara, 06 n3baATMM U3 obpaLleHus
neKkapcTBEHHOro nNpenapara Unu o Bo30OHOBMEHWUN NPUMEHEHUS NTEKAPCTBEHHOIO NpenaparTa.

Masa 14. AHOOPMALUUA O NNIEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbBIX MPENAPATOB
ana MEQUMUMHCKOIO NPUMEHEHUA
(B peq. ®PenepansHoro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. MHdopmauma o nekapcTBeHHbIX npenapartax. Cucrema MOHMTOPUHra ABUXEHUSA
nekapcTBeHHbIX NpenapaToB ANs MeAULIMHCKOro NpuMeHeHus
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. lHdbopmauma o nekapCTBEHHbIX npenapaTax, OTMyCKaeMblX Mo pPeuenTy Ha feKkapCTBEHHbIN
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npenapaTt, OOMMKHa coaepXXaTbCsl TONMbKO B CMELManu3npOBaHHbIX M3OaHWaX, NpefHasHaYeHHbIX Ans
MeauUMHCKUX, hapmaueBTUYECKNX pabOTHMKOB, CNeLmannucToB B obnacTtun BetepuHapun. MHdopmaums o
nekapCTBEHHbIX NpenapaTtax Ans creumManuctoB B 06nactu obpalleHnsi nekapCTBEHHbIX CPEACTB MOXET
copgepxatbCsi B MOHOrpadusix, CrnpaBOYHMKAX, HayyHbIX CTaTbsX, B [JOKMagax Ha KoHrpeccax,
KOHDepeHUMsiX, CUMMO3MymMax, Hay4HbIX CcOBeTax, a TakKKe B WHCTPYKUUSIX MO MNPUMEHEHMIO
neKkapcTBEHHbIX NpenapaTos..

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. NHpopmaums 0 nekapCTBEHHbIX Npenapartax, OTnyckaeMblx 6e3 peuenta Ha NeKapCTBEHHbIN
npenapaT, MOXeT cogepXaTbCs B nybnukaumax uM obObsBMNEeHUsX CpefcTB MaccoBOM WHopmaumw,
cneumanu3mpoBaHHbIX M OOLUMX NeYvaTHbIX U3AaHUSX, WHCTPYKUMAX MO NPUMEHEHUIO NEKapCTBEHHbIX
npenapaToB, MHbIX N3aaHnUsIX CybbekToB 0bpalleHns nekapCTBEHHbIX CpeacTB. PeknamHble maTtepuarnbl 0
nekapcTBeHHOM npenaparte, OTnNyckaemMoM ©0e3 peuenta Ha NeKapCTBEHHbIM npenapart, OOIKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPYMEHEHMIO NEKAPCTBEHHOrO Npenapara.

3. ,D,OFIYCKaeTCFI NCnonb3oBaHne IbbIX MaTepuarbHbIX HocuUTenen, MNO3BONAOLLNX XPaHUTb,
nepegasatb U UCNOJ1b30BaATb Mchopmau,mo O NNeKapCTBEHHbIX npenaparax 0e3 ee UcKaxxeHusl.

4. [Ona uenen uaeHTUUKALMM YNAKOBOK NEKApPCTBEHHbIX MpenapaToB Ans MeOMLMHCKOro
NPMMEHEHNS MPOU3BOAMUTENMN NEKAPCTBEHHbIX CPeACcTB B Mnopsake, yCTaHOBreHHOM [MpaBuTenscTBom
Poccuiickon ®enepauun, HaHOCAT Ha NEPBUYHYHKO YNMAKOBKY (B OTHOLUEHMMW NEKapCTBEHHbIX NpenapaToB
ANst MeAWLMHCKOTO NPUMEHEHWs, ANA KOTOPbIX He MpefycMOTpeHa BTOPMYHASA YNakoBKa) U BTOPUYHYIO
(MOTpebuTenbCKyl0) yNakoBKy fiekapCTBEHHbIX NpenapaTtoB Anst MEAMLMWHCKOrO NMpUMEHeHMsI cpeacTBa
naoeHTudurKaumm, 3a MWCKITIOYEHUEM [leKapCTBEHHbIX MpenapaToB ANs MeOMUMHCKOrO MNPUMEHEHNS,
NPON3BOAMMbIX AN NPOBEAEHMUS KITMHUYECKUX MCCredoBaHWi, dKCnopTa, NeKapCTBEHHbIX NpenapaTtoB
ANst MeANLMHCKOro NPUMEHEHNs, yka3aHHbIX B YacTsAx 5 n 8 ctaTtbm 13 HacToswero PegepanbHOro 3akoHa,
pagnodapmMaLeBTUYECKX NeKapCTBEHHbIX NpenapaTos, MMABOK MEANLMHCKUX U ra30B MEONLIMHCKUX.
(vacTb 4 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapakrepucTuku cpeactea naeHTudmkaumm, nopsaok ero HaHeceHust U TpeboBaHUs K CTPYKType
n dopmaty uWHdOpMaUUK, KOTOPYH COOEPXUT CPeAcTBO  MAEHTUdUKaUMK, OnpeaensioTcs
MpaButenbctBOoM Poccuiickon ®eagepaunn.
(4acTb 5 BBeaeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopsaok co3aaHus, pasBuTus, BBOAA B 3KCMyaTauuto, dKCrnyaTaumm 1 BelBoga M3 akcnnyaTauum
CUCTEMbBI MOHUTOPUHIAa ABWXEHUSI NEKAPCTBEHHbIX NpenapaToB Ang MeANLMHCKOro MPMMEHEHUS, NOpPsaoK
npegocTaBneHns MHOpMaLun, COAEPXKAaLLEeNcs B CUCTEME MOHUTOPUHra OBWKEHUSI NEeKapCTBEHHbIX
npenapaToB Anst MEAVULUHCKOIO MPUMEHEHMS, N NOPSAOK B3aMMOLENCTBUSA YKa3aHHON CUCTEMbI C UHBIMU
rocygapcrBeHHbIMU MHHPOPMALMOHHBIMU CUCTEMaMMU U MHCPOPMALMOHHBIMY CUCTEMAMM KOPUOUYECKNX NULY
W MHOMBMAOYanNbHbIX MpeanpuHUMaTtenen, ykasaHHblx B 4Yactax 7 u 10 HacToswen cratby,
ycTaHasnuBatotca [MpasutensctBoMm Poccuitickon ®egepauun. OnepaTopamu CUCTEMbl MOHUTOPWUHra
OBWKEHMS NeKapCTBEHHbIX NpenapaToB A1 MEANLIMHCKOIo NpUMeHeHust SBnsoTcs deaepanbHbli opraH
UCNONMHUTENBHOM BRAcTM W (UNU) opraHmsauusi, ynonHomoudeHHble [lpaButensctBoM Poccuiickon
denepaumm.

(vacTb 6 BBegeHa PeagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7. KOpugnyeckue nuua n MHAMBMAyarnbHble NpeanpuHUMaTenu, ocyLwecTBNSALWME NPOM3BOACTBO,
XpaHeHune, BBO3 B Poccuiickyto ®epepaumio, OTMYCK, peanusauuto, nepegady, MNpPUMEHEHME WU
YHUUTOXEHWE NeKkapCTBEeHHbIX NpenapaToB A5 MeaNLIMHCKOrO NpMMeHeHns, obecrneymBatoT B nopsigke u
B COCTaBe, KoTopble YycTaHoBneHbl [lpaButensctBom Poccuiickon ®egepaumm ¢ ydyeTom BuMAA
OCYLLECTBMAEMON MMMK [OeATenbHOCTW, BHECeHMe MWHGOopMauuMM O NeKapCTBEHHbIX npenapartax Ans
MEOULMHCKOTO MPUMEHEHMS B CUCTEMY MOHUTOPMHIa [OBWKEHWs fekapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHNS.

(vacTb 7 BBegeHa deagepanbHbiM 3akOHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl AN MEAUUMHCKOrO NPUMEHEeHUs, npefHasHavyeHHble Ans
obecneyeHns nuy, GOMbHLIX reMogUIMEN, MYKOBMCLMAO30M, TMNogu3apHbiM HaHU3MOM, GOne3Hblo
lowe, 3nokavyecTBEHHLIMWM HOBOOOPa30BaHMUAMU NTMMAOUAHON, KPOBETBOPHOWM U POACTBEHHBLIX UM TKAHEWN,
paccesiHHbIM CKIepo3oM, Nyl Nocne TpaHCcnnaHTauMmM opraHoB W (Mnu) TKaHewn, npoussedeHHble 0o 31
aekabps 2019 roga, a Takke WHble NEKApCTBEHHblE MpenapaTtbl ANA MEeAWLMHCKOrO MpUMEHEHUS,
npousseneHHole Ao 1 wona 2020 ropa, noanexaTt XpaHeHuio, MepeBo3Ke, OTMYCKy, peanusauuwu,
nepegave, NnpuMeHeHnto 6e3 HaHeceHusa cpeacTs MaeHTUduKaLuMm 00 UCTEYEHUS CPOKa MX FOAHOCTMW.
MpaButenbscTBo Poccuiickon ®enepaunm BnpaBe yCTaHOBUTbL 0COOEHHOCTM BBOAA B rpaXgaHCKMin 000poT
neKkapCcTBEHHbIX NpenapaToB A MeguUUMHCKOro NPUMEHEHNS, npom3BeaeHHbIX B nepuog ¢ 1 uions 2020
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roga no 1 oktsabpsa 2020 roga. B uensax BBoAa B rpaxaaHcknini 060pOT nekapCTBEHHbIE npenapatbl A
MEOWLIMHCKOrO MPUMEHEHUS, 3a WCKMIOYEHUEM NeKapCTBEHHbIX npenapaToB, NpeAHasHayYeHHbIX Ans
obecneyeHns nuu, B0MbHbLIX remModunmMen, MyKOBUCLMOO30OM, rMNOU3apHbiM HaHU3MOM, ©0Mne3Hbio
"owe, 3nokavyecTBEHHbIMY HOBOODpa3oBaHUsMY NMMAONHON, KPOBETBOPHOMW 1 POACTBEHHbLIX UM TKaHewN,
paccesiHHbIM CKNepo3oM, Nuu, rnocne TpaHcnfnaHTauuMM opraHoB M (Mnu) TKaHew, Npou3BedeHHble 3a
npegenamu tepputopun Poccunckon depepaumm go 1 oktabpst 2020 roga, moryT ObiTb BBE3EHbI B
Poccuinckyto depepaumo go 1 sauBapa 2021 roga B nopsigke, ycTaHoBfieHHOM [lpaBuTenbCTBOM
Poccuiickon ®epepauun, 6e3 HaHeceHUs cpeacTB naeHTUdmkauuu.

(B peqn. PepepanbHbix 3akoHOB 0T 27.12.2019 N 462-3, ot 13.07.2020 N 206-93)

8. OpraHuszaumss MH(OPMALMOHHOTO B3aUMOAEWCTBUSI CUCTEMbI MOHUTOPUHIA  OBWKEHUS
nekapCTBEHHbIX MNpenapatoB Ansi MEOWLMHCKOroO TMNPUMEHEHWS C  MHBbIMW  FOCYAApCTBEHHLIMU
MHOPMaLMOHHBIMKM  cucTeMamn obecrneynmBaeTcs B TOM 4uClle MOCPEACTBOM  MHAPACTPYKTYpPhI,
obecneunBatoen MHHPOPMALMOHHO-TEXHOMNOrMYECKOE B3auUMOLENCTBUE WHMOPMALMOHHBIX CUCTEM,
ncnonb3yemblX Ans MNPeAoCTaBEHUS FOCYQAPCTBEHHLIX W MyHMUMNANbHBIX YCAYr WU UCMOSHEHWSN
rocyAapCTBEHHbIX U MyHULMNANbHbIX YHKLUWIA B 3NEKTPOHHON hopMme.

(4acTb 8 BBegeHa PenepanbHbiM 3akoHOM oT 28.12.2017 N 425-03)

9. OG6wenoctynHaa uWHpOpMaUus, coaepXallasacs B CUCTEME MOHUTOPUHra ABMXEHUSA
neKapCcTBEHHbIX NpenapaTtoB Ans MEeAMUMHCKOro MpUMEHEHUsl, pasMellaeTcss B MHEOPMaLMOHHO-
TernekoMMyHuKaunoHHoW cetn "WHTepHeT" (B TOM 4ucne B (popme OTKPbITbIX AaHHbIX) B MOpsAKe,
ycTtaHoBneHHoM [pasutensctBoM Poccuiickon Pegepaumm.

(vacTb 9 BBeaeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. MponsBoamMTENMN NekapcTBEHHbIX CPEACTB NOSyYalT COAePXKaLLyoCst B CUCTEME MOHUTOPUHIa
[ABVXEHNS1 NEKapCTBEHHbIX NpenapatoB Ans MeAWLMHCKOrO NPUMEHEHWs MHGOpPMaLni O cepusix U
NnapTusiX NeKkapCcTBEHHbIX NpenapaToB, NPOU3BOAMMbIX UMW U HaxoOsLMXCS B rpaxaaHckoM obopoTte B
Poccuiickon ®epepauuun, 6€3803Me3aHO.

(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-$3)

11. 3a Npom3BOACTBO MM NPoAaXy NeKkapCTBEHHbIX NpenapaToB AN MeANUMHCKOro NpUMEHEHMS
0e3 HaHeceHusl CpeacTB MAEHTUdUKALUMK, C HapyLUEHNEM YCTAHOBMNEHHOIO MOpsiAka UX HaAHECeHus, a
Takke 3a HEeCBOEBPEMEHHOE BHECEHME [OaHHbIX B CUCTEMY MOHWUTOPWHra ABWMXXEHMUSI NEKapCTBEHHbIX
npenapaToB Ans MeANLMHCKOro NPUMEHEHUS! UM BHECEHWE B HEE HEAOCTOBEPHbIX AAHHLIX OpUanyecKkne
niaua v vHaMBUAyarnbHble NpeanpuHMMaTtenu, ykasaHHble B 4acTax 4 M 7 HacTosilen cTaTbu, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccunckon depepaumn.
(vacTb 11 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-$3)

12. TpaButenbctBo Poccuickon ®Pepepaumy BnpaBe YCTAHOBUTb OCOOEHHOCTW BHeOpeHus
CUCTEMbI MOHUTOPWHIa ABUXEHMWS NeKapCTBEHHbIX MpenapaToB ANa MeAULMHCKOro NPUMEHeHNs, BKItoyas
CPOKU ee BHedpeHMUs, B OTHOLIEHUM NeKapCTBEHHbIX npenapatoB ANA MeAWUMHCKOro MpUMEHEeHUs,
BKITIOYEHHBIX B MEpPeYeHb >XU3HEHHO HEOOXOAMMBIX W BaXXHEWLMX JeKkapCTBEHHbIX MpenapaTos,
nekapCcTBEHHbIX MpenapaToB, MpefHasHavyeHHbIX Ans obecneveHnss nuy, OOMbHLIX remModunen,
MYKOBMCLMO030M, rMnogusapHbiM HaHNU3MOM, 6onesHbio ['ole, 3nokavyecTBeHHbIMN HOBOOOpa3oBaHUSAMU
nMMA@ONJHON, KPOBETBOPHOW M POACTBEHHBLIX MM TKaHeW, pacCesiHHbIM CKNepo3oMm, nu, nocne
TpaHcnnaHTauMM OpraHoB W (MnM) TKaHeW, WHbIX NeKapCTBEHHbIX MpenapaTtoB Ans MeAULUHCKOro
NPYMEHEHNS.

(vacTb 12 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-$3)

Maea 14.1. OFPAHUYEHUA, HATTAT AEMbIE
HA OPTAHU3ALUUUN, OCYLLECTBINAKLWIME OEATENBbHOCTD
MO OBPALLUEHUKO NEKAPCTBEHHbLIX CPEOCTB
(BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

Cratbsa 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLLUECTBNEHMU OeATeNbLHOCTU B cdepe
obpalleHus nekapcTBeHHbIX CPeaAcTB

1. OpraHusaumu, 3aHMMarowmecss pas3paboTkol, MPOU3BOACTBOM UK (MnM) peanu3auuven
NNeKapCTBEeHHbIX npenapaTtoB And MeguunHCKOro npuMeHeHua, opraHmn3auum, o6nana+ou.|,v|e npaBamMmun Ha
ncnosib3oBaHMe ToproBoro HaMmMmeHoBaHMA NekapCTBeHHOro npenapara and MmeanumHCKoro npuMeHeHus,
opraHuM3auMu OMTOBOW TOPrOBMM JleKapCTBEHHbIMWM  CpeAcTBaMu, anTeyHble opraHuMsaumn (KX
npeacTaBUTENN, UHble (PU3NYECKME U IOPUAMYECKME NWLA, OCYLLECTBSIOWME CBOK AESTENbHOCTb OT
UMEHWN 3TUX OpraHusauuii) B OTHOLUEHWN MeOMUMHCKMX PpaboTHUKOB U pykoBOoAUTENEen MeaULUHCKUX
opraHu3aumi He Bnpase:
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1) BpyyaTb nogdapku, BbinnaynBaTb AEHEXHble cpeacTBa (3a WCKMYEHMEM BO3HarpaxaeHun no
JoroBopam npuv  NPoBeAEHUM  KIMHWUYECKUX WUCCMEeAOBaHUM NEKapCTBEHHbIX npenapatoB  Ans
MEOULMHCKOTO  NPUMEHEHUsl, BO3HArpaXKAeHWW, CBHA3aHHbIX C  OCYLECTBMEHUEM MeOULNHCKUM
paboTHUKOM NeJarormyeckon u (Unn) Hay4yHoW AesTenbHOCTW), B TOM YMCre onnadvBaTtb pasBreyeHus,
oTAbIX, Npoe3a K MeCTy OTAbIXa, a Takke MpuBMeKaTb K y4acTUio B pasBriekaTeribHbIX MeponpuaTusx,
NpPOBOAUMBIX 3@ CHET CBOUX CPeaCTB;

2) 3aknioyaTb COrnaweHuss O Has3Ha4YeHuM WM pekoMeHZauMuM naumeHTam JeKapCTBEHHbIX
npenapaToB 4715 MEOULMHCKOrO NPUMEHEHMS (3a UCKIIOYEHNEM LOrOBOPOB O NPOBEAEHUMN KIMHUYECKUX
nccrnenoBaHU NekapCTBEHHbIX NpenapaToB 4518 MeANUMHCKOrO NPUMEHEHWS);

3) npenocTaBliATb 06pa3u,b| JNNIeKapCTBEHHbIX NMpenapaTtoB AJ1d MeanumHCKOro npuMmeHeHnd B Lenax
Bpy4YeEHNA MNMauyneHTam (3a WUCKIKO4YeHneM cCcriydaeB, CBA3aHHbIX C nNpoBedeHnEM  KIMMHUYECKUX
nccnegoBaHui JIeKapCTBEHHbIX NnpenapaTtoB AJlid MeguLUuMHCKOro I'IpVIMeHeHVIﬂ);

4) npegocTaBNsATb HEOOCTOBEPHYIO U (MNN) HEMOMNHYIO MHAOPMaLMIO O NeKapCTBEHHbIX NpenapaTtax
ANs MeAULUHCKOrO NPUMEHEHUS;

5) nocewatb nx B pabouyee Bpemsi Ha pabounx MecTax, 3a UCKIIOUYEHUEM CMy4aeB, CBA3AHHbIX C
NpoBeAeHUEM KITMHUYECKUX UCCIEA0BaHWI NeKapCTBEHHbIX NPenapaToB ANt MEAULIMHCKOTO MPUMEHEHNS,
C yyacTvem B nopsiake, YCTAHOBIIEHHOM PYyKOBOAMTENEM MEeAMUMHCKOW opraHusauumu, B coGpaHusix
MEOMLMHCKUX paGOTHUKOB U MHBIX MEPONPUATUSIX, HANPaBIEHHbBIX HA MOBLILLEHWE WX NPOdECCUOHANBHOTO
YPOBHSI WM Ha NpefoCTaBrieHWe WHPOPMauUWK, CBA3AHHOW C OCYLUECTBNEHUEM MOHWUTOPWHra
6e30MnacHOCTM NekapCTBEHHbIX NpenapaTos;

6) noGyxaaTb K BbINWCHIBAHWNIO NEKAPCTBEHHBIX MpenapaTtoB Ans MeAULMHCKOro MpYMEeHeHusl Ha
GnaHkax, codepXxalimx MHOPMaLMIO PeKNamMHOro Xapakrtepa, a TakKe Ha peLenTypHbiX GraHkax, Ha
KOTOpbIX 3apaHee HarneyaTtaHo HauMeHOBaHWe FekapCTBEHHOro Mpenaparta ans  MeauuMHCKOro
NPUMEHeHMsI.

2. OpraHusauuw, ykasaHHble B ab3aue nepBoM Yyactu 1 HacTosLen CTaTbu, U UX NpeacTaBuTeny B
OTHOLWeHMN hapmaLeBTUYECKNX PpaboOTHMKOB U PYKOBOAMTENEN anTeYHbIX OpraHn3aLunn He Brnpase:

1) Bpy4yaTb NoAdapKu, BblMJiadynBaTb AEHEXHbIE CpeacTBa, B TOM 4YUCIE onmlavymnBaTb pa3Blied4eHn,
OTAbIX, Mnpoe3n K MeCTy OTAabiXa, U MnpuBliekatb K Yy4acCTUO B pasBlieKkaTeJibHbIX MeEePOornpuAaTuax,
NPOBOANMBLIX 3a CHET CBOUX CPEACTB;

2) npepocTtaBnsaTe ob6pasubl NEeKapCTBEHHbIX MPenapaTtoB Ans MeAULMHCKOro MpUMEHeHus ans
BPYYEHUSI HACENEHMUIO;

3) 3akKkrn4aTtb corfaweHna o npeanoXeHnnm HacerneHnto onpeaeneHHblX JeKapCTBEHHbIX
npenaparoB Ana meanumnHCKOro npuMeHeHuns;

4) npenocTaBnaATb HEAOCTOBEPHYHO U (MNN) HEMOMHYI0 MHEPOPMAaLMIO O NEKapCTBEHHbIX Npenapartax
ANS MeAULIMHCKOrO NPUMEHEHNUS!, B TOM YMCIe MMEKLLMX OQNHAKOBOE MEXAyHapOoAHOE HenaTeHTOBaHHOE
HaMMmeHoBaHwe.

Cratbsa 67.2. TpeboBaHMA K opraHuM3auvMm U NPOBEAEHUI0 Hay4YHbIX MEPONPUATUN, UHBLIX
MeponpuATUNA, HanpaBMeHHbIX Ha NoBbllleHUe npockecCMOHaNbLHOrO YPOBHA MeAULIMHCKUX
paboTHMKOB UNK Ha NpeaocTaBneHne HopMaumnm, CBsA3aHHOM C OCYLECTBIIEHWEM MOHUTOPUHra
6e30MacHOCTM NeKapCTBEHHbIX NpenapaToB

1. MNpn npoBegeHNM Hay4yHbIX MEPOMPUATUI, UHLIX MEPOMPUATUI, HanpaBneHHbIX Ha NOBbIWEHWE
NpodEeCCUOHANBHOTO YPOBHA MEAULUMHCKMX PabOTHWKOB WMM Ha MpefocTaBfeHne CBA3aHHOW C
OCYLLECTBMEHNEM  MOHUTOPMHra  Ge3onacHOCTM  NeKapCTBEHHbIX  MpenapaTtoB  MHopmauuu,
OpraHu3yemblX OpraHm3aumsmu, ykasaHHbiMM B ab3aue nepBoM 4actu 1 ctateum 67.1 HacTosLiero
denepanbHOro 3akoHa, WX npegcTaBuTensMu w (MnM) uHaHCUpyeMbliX 3a CYeT CpeacTB aTux
opraHusauumn n ux npeacraBuTenen, sanpeLuaeTcs NPEnATCTBOBaTbL Y4aCTUIO B YKasaHHbLIX MEpPONPUATUSIX
WHBIX OpraHu3auuin, KoTopble NPOU3BOAAT MU peanusyioT NekapcTBeHHbIE Npenapatsl Ans MeAMLUHCKOro
NMPUMEHEHNS CO CXOXWM  MeXaHu3MOM  (hapMaKomnorm4yeckoro Adencreusi, nmbo cosgaBaTb
AUCKPUMMWHALMOHHbIE YCNOBUSA A58 OAHMX YYaCTHUKOB MO CPaBHEHWUIO C APYTUMU y4acTHUKaMU, a8 UMEHHO:

1) npeOocTaBnATbL Pa3NMYHOE KONMMYECTBO BPEMEHW AN BbICTYMNMNEHWUIA Y4aCTHUKOB, PasnuyHble Mo
pa3Mepy 3aHMMaeMo nnoLaan mMecTta Ons AeMOHCTpaummn obpasLoB NekapcTBEHHbIX npenapaTos Ans



MEOULMHCKOTO TMNPUMEHEHUST WNW  peKnaMHbIX MaTepuarioB O JeKapCTBEHHbIX MpenapaTtax Ans
MEOULMHCKOTO NPUMEHEHUS Ha 3KCMO3ULMAX, CTEHAAX, 3a UCKIOYEHNEM CIy4YaeB, €Cnv Takue yCrioBus
3aKpenseHbl B COrMalleHusiX 3TUX OpraHu3auui, Ux npegctaBuTeneit 0 OUHAHCUPOBAHUM yKa3aHHbIX
MEepPONpPUSATUIA N 06YCNOBMEHbI Pa3fMYHbIMU 3aTpaTaMu Y4aCTHMKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA AfS Y4aCTHUKOB MeponpusiTUiA, yKkasdaHHbIX B ab3aue nepBom
HacTosILLEelN YacTy, NpeBbILLAOLLMA CYMMY 3aTpaT Ha OpraHU3aumio ykasaHHbIX MEPONPUSITUA U BEAYLLWIA
K HE0BOCHOBaHHOMY OrpaHUYEHUIO YMCria UX YYACTHUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom yactu 1 ctatem 67.1 Hactosiwero ®enepansHOro
3aKoOHa, UX NpeAcTaBuTENMW, OCYLLECTBNSAOLLME OopraHM3auunio n (unu) duHaHCUpOBaHNE MepPOoNpUATUNR,
yKas3aHHbIX B YacTu 1 HacToswewn ctaTtbn, 0bs3aHbl o6ecneunBaTb AOCTYN K MHpOpMaLun o gate, MecTe
U BPEMEHM MNPOBEAEHUS YKa3aHHbIX MEpOMpUATUIA, MnaHax, MporpaMmax MNpoBeAEeHUsT YKa3aHHbIX
MEpONpUATUIN 1 Temax, NNaHupyembix ANs PacCMOTPEHUS, COCTaBe MX Y4aCTHMKOB MYyTEM pasMeLleHus
COOTBETCTBYHOLLEN MHPOPMaUMM Ha CBOMX odmuManbHbIX cantax B ceTu "MIHTepHeT" He no3gHee ABYX
MecsLEeB 0O Hayana NnpoBefeHUs YKa3aHHbIX MEePONPUSATUIA.

3. NHbopmaums o npoBegeHUn MeponpusiTUi, ykasaHHbIX B 4acTu 1 HacTosien cTaTbu, B CPOK,
YCTaHOBIEHHbIA 4YacTblo 2 HacTodAllen cTaTbu, OOMmkHa ObiTb HanpasneHa B pegepanbHbIi OpraH
WCMOMHMTENbHOW  BNAcTW, OCYLLECTBNSAWNMA  (YHKLMM NO KOHTPOMNIO W Hagsopy B cdepe
3paBoOOXPaHEHUs], ANA NOCreaylLero pasMeLleHms ee Ha oduLmManbHOM canTe 3TOr0 opraHa B CeTU
"HTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbIX CPEACTB
M BO3MELLEHUE BPEQOA, MPUYUHEHHOIO 3[0OPOBbLIO rPAXXOAH
BCNEOCTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Crtatbsl 68. OTBeTCTBEHHOCTb 3a HapylueHMe 3akoHopartenbcTBa Poccuitickon ®Pepepauumn
npuv o6palleHum fieKapCTBEHHbIX CpeacTB

1. HapyweHne 3akoHogaTenbctBa Poccuiickon ®Pepepaumm npu obpalleHnn neKkapCTBEHHbIX
cpencte Bneyet 3a cobol OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuickon
denepaumn.

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

2. 3a HenpeacTaBneHne UM HECBOEBPEMEHHOE NpeacTaBrneHne nHpopmauum n (Mnu) JOKYMEHTOB
nnbo npeacTaBneHne HeLOCTOBEPHbIX MHAbOPMALMKU 1 (MNN) 4OKYMEHTOB, NPeSyCMOTPEHHbLIX HACTOSALLMM
depepanbHbiM 3aKOHOM, CyObekTbl obpalleHusi NEeKapCTBEHHbIX CPEeACTB HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAaTenscTBOM Poccuiickon ®egepaumm.

(yactb 2 BBegeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepansHOro 3akoHa oT
04.06.2018 N 140-93)

Cratba 69. BoamelleHne Bpepna, NPUYMHEHHOrO 340POBLIO rpaxaaH BcneacTeue
NPUMEHEHUs1 NeKapCTBEHHbIX NpenapaToB

1. MpounseoanTenb NekapCTBEHHOro Npenaparta o6si3aH BO3MeCTUTb Bpen, NPUYMHEHHbI 300POBbLI0
rpaxgaH BCneAcTBUE NPUMEHEHUS NeKapCTBEHHOrO Npenapara, ecnun JokasaHo, YTo:

1) J'IeKapCTBeHHbIIZ npenapar npuMeHancda no Ha3Ha4yeHunio B COOTBETCTBUU C VIHCprKLJ,VIeﬁ no
NMPUMEHEHNKD JIEKapPCTBEHHOIO Mnpenaparta u ﬂpMHMHOVI Bpena sdABwuiicA BBOA B I'pa)K,D,aHCKI/Iﬁ 060pOT
HeD,06pOKa‘-IeCTBeHHOFO JIeKapCTBEHHOIO npenaparta,

2) Bpead 300pOBbIO MPUYMHEH BCNeACTBME HEOOCTOBEPHOM WHGOpMauuK, codepxallencs B
WHCTPYKLUUKM MO NMPUMEHEHUIO NeKapCTBEHHOrO rnpenapara, U3faHHon npoussoauTenemM rnekapcTBeHHOro
npenaparTa.

2. B cnyyae, ecnu Bpen 340pOBbI0 rpaxaaH NpUYMHEH BCReACTBUE NMPUMEHEHUST NeKapCTBEHHOrO
npenapara, NpuLIeALEero B HErO4HOCTb B pesynbTaTe HapylleHUsi NpaBui XpaHeHWsl NeKapCTBEHHbIX
CpeacTB, MpaBun ONTOBOW TOProBNM NEKapCTBEHHbIMK NpenapaTaMu, NpaBui OTNycka fiekapCTBEHHbIX
npenapaToB, MNpaBWi U3rOTOBMEHMSI U OTMyCcKa JeKapCTBEHHbIX NpenapaToB, BO3MelleHvne Bpeaa
OCYLLECTBNSAETCH COOTBETCTBEHHO OpraHM3auuelr ONTOBOM TOProBfM JeKapCTBEHHbIMU CpeacTBamu,
anTeyHoM opraHusauven, WHAMBUMAYanbHbIM NPeanpuHUMaTeneM, WMEeLWMMM  FIMUEH3NIO  Ha
(hapMaLeBTUYECKYD AeATEeNbHOCTb UMM JIMLEH3UIO Ha MEAWLMHCKYID OesTeNbHOCTb, MeAMLMWHCKON
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opraHusauuen, uMeloLen nuUUEeH3nI0 Ha dapmaleBTUdeckyo OedATenbHoCTb (ee 060cobneHHbIM
nogpasgeneHnem (ambynatopuen, denballepcknm u enbalepcko-akyLepCckMM MyHKTaMu, LLeHTpoOM
(otmeneHvem) obuwien BpadebHOM (CEMENHOWN) NPaKTUKKU), PACMONIOXKEHHbIM B CEMNbCKOM HaceneHHOM
NMyHKTE, B KOTOPOM OTCYTCTBYET anTeyHasi opraHvM3auus), 4OMnyCTUBLUMMU NPOAAXY UMM OTNYCK Takoro
neKkapcTBEHHOro npenaparTa.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoswmelweHve Bpega, nNPUYMHEHHOrO 340POBbLID  rpaXaaH BCNeacTBUME  MPUMEHEHUS
nekapcTBEHHbIX MpenapaToB WNU COBEPLUEHUS NPOTMBOMPAaBHbIX AEWCTBMN cybbekTamu obpalieHuns
neKkapcTBEHHbIX CPeACTB, OCYLLECTBMSETCA B COOTBETCTBMM C 3akoHodaTensCcTBOM Poccumnckomn
denepauymu.

Mnaea 16. SAKINIOYUTENbHbIE NONOXXEHUA

Cratba 70. O npu3HaHuUM yTpPaTUBLUMMM CUNY OTAENbHbIX 3aKoHOAAaTeNbHbIX aKToB
(nonoxeHuin 3akoHoAaTeNbHbIX akToB) Poccumnckon denepavmm

Mpu3HaTb yTPaTUBLUMMU CUIY:

1) ®epepanbHbin 3akoH oT 22 uioHa 1998 roga N 86-d3 "O nekapcTteeHHbIX cpeacTBax” (Cobpanue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbIn 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeCceHUM N3MEHEHWS U AOMNOMHEHUN B
®epepanbHblnl 3akoH "O nekapcTBeHHbIX cpepctBax” (CobpaHue 3akoHogaTenbctBa Poccuiickon
®epepaumm, 2000, N 2, cT. 126);

3) ctaTbto 40 depepanbHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-93 "O BHECEHUN U3MEHEHUI 1
OOMOMHEHMI B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon depepaumm B CBA3M C MPUHATUEM
®PepepanbHoro 3akoHa "O nWUEH3NpOBaHMM  OTAENbHbIX BUMAoOB AeatenbHocTn" (Cobpanue
3akoHogatenbcTBa Poccurnickon ®epepauun, 2003, N 2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa ot 30 utoHs 2003 roga N 86-d3 "O BHeCEHUN N3MEHEHUI 1
AOMNONHEHUN B HEKOTOpPble 3akoHodaTernbHble akTbl Poccunckon depgepaunun, NpusHaHUM yTpaTUBLLMMU
cuny oTaenbHblX 3akoHogaTenbHbIX akToB Poccunckon ®denepauunn, NpedoCTaBfeHUN OTAENbHbIX
rapaHTMi COTpyoHUKAM OpPraHoB BHYTPEHHMX Oerl, OPraHoOB MO KOHTPOM 3a 060POTOM HapKOTUYECKUX
CPEACTB U MCUXOTPONHbIX BELECTB M ynpasaHseMbix defeparnbHbiX OpraHOB HarnoroBowm Nosmummn B CBA3N
C OCyLlecTBNeHMeM Mep MO COBEPLUEHCTBOBaHUIO rocydapcTBeHHoro ynpasneHus” (CobpaHve
3akoHogatenbcTBa Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHeCEHUN N3MEHEHUI
B 3akoHogaTenbHble akTbl Poccunckon ®degepaumm n NPUsHaAHWM YTPATUBLUMMU CUITY HEKOTOPbIX
3akoHofdaTenbHbIX aktoB Poccunckon ®efepaummn B cBA3M C npuHatuem ®degepanbHbix 3akoHoB "O
BHECEHUN WM3MEHeHWW u pononHeHun B PegepanbHbid 3akoH "O6 obwmx npuHUMNax opraHusaumu
3aKoHodaTenbHbIX (NPeAcTaBUTENbHbIX) W UCMOMHUTErNbHBIX OpPraHoB roCyAapCTBEHHOM BMacTu
cybbektoB Poccuinckon degepaummn” n "O6 obwmux npuHUMnNax opraHn3aumMm MecTHOro caMmoynpasneHus
B Poccuiickon depepauun” (Cobpanune 3akoHopatenbctBa Poccunckon depepauun, 2004, N 35, crT.
3607);

6) ctaTbio 28 PepnepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-03 "O BBegeHun B elCTBUE
yactTn uvetBepton [paxpgaHckoro kogekca Poccunckon depepaummn” (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauun, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny HacTosiwero ®epepanbHOro 3akoHa

1. Hactosiwmn ®enepanbHbivi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 ropa.

2. JlekapcTBeHHblE CpeAcTBa, 3aperucTpMpoBaHHble [0 OHS BCTYMMEHUA B CUMY HacTosLWero
depepanbHOro 3akoHa, nogsiexar BKIOYEHMUIO B rOCYAapCTBEHHbIE PEECTPbI NNEKAPCTBEHHBIX CPEACTB C
BHECEHMEeM YykasdaHHbIX B 4YacTu 1 ctatbm 33 Hactosiwero ®enepanbHOro 3akoHa CBeAEeHUN 00 3TuX
nekapCcTBeHHbIX CpeacTBax 0e3 npoXoXAeHUs BHOBb MNpoLedypbl FOCYAapCTBEHHOW pervcrpauum
neKkapCcTBEHHbIX NpenapaTos.

3. rOCWJ,apCTBeHHaFI perncTpauna nekapCrtBeHHbIX npenapartoB, 3a UCKIMKYEHNEM J1IEKapPCTBEHHbLIX
npenaparoB Anhd MeOUUUHCKOro npuMeHeHusd, npeactaBfieHHbIX Ha YKa3aHHYH perncTtpauuio 0o OHA
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BCTYMMEHUS B cuiy HacTosilero ®efepanbHOro 3akoHa, OCYLLECTBNSETCA B COOTBETCTBUN C HACTOSILLUM
dPepepanbHbIM 3aKOHOM Ha OCHOBaHWUWM AOKYMEHTOB W AaHHbIX, NPeacTaBneHHbIX 40 OHSA BCTYMNEHUS B
cuny Hactosilero deaepanbHOro 3akoHa.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

3.1. FocymapcTBeHHasi perncrTpauns nekapCcTBEHHbIX NpenapaToB 4519 MeAULUHCKOIO MPUMEHEHUS,
NPeACTaBMNeHHbIX Ha TOCYAapCTBEHHYK perucTpaumio 0O [OHS BCTYMSIEHUA B CUNY HacCTOSLLEro
dPepepanbHOro 3akoHa, U rocyaapCTBEHHasi permcTpaums ieKapCcTBEHHbIX NpenapaToB AN MeaULMHCKOrO
NPUMEHeHNs, NPeAcTaBMeHHbIX Ha 3KCMEPTU3Y NEeKaApCTBEHHbIX CPEeACTB OO0 AHA BCTYNMEHUS B CuUny
HacToswero ®denepanbHOro 3akoHa B LUendx WX nocnefylowen rocyaapCTBEHHOW perucrpaumu,
OCYLLECTBASAKTCA HAa OCHOBAHWM OOKYMEHTOB W AaHHbIX, MPEeACTaBMEHHbIX A0 OHS BCTYMMEHMS B CUNy
HacToswero ®enepanbHOro 3akoHa, a Takke 3asiBNeHUs O rocyaapCTBEHHOM —perncrpaumm
nekapcTBEHHOro npenapaTta, NPeACTaBMEeHHOro MPOM3BOAUTENEM FEKapPCTBEHHbIX MpenapaTtoB wnm
YNOMHOMOYEHHbBIM MM MMLIOM B COOTBETCTBUM C HacToswmnm PeaepanbHbiM 3aKOHOM B YNOMHOMOYEHHbIV
denepanbHbil opraH ucnonHutensHon Bnactm o 1 mapta 2011 ropga, 6e3 TpeboBaHus ynnaTbl
rocygapCTBEHHOM NOLWNHBI, NPeayCMOTPEHHON 3akoHodaTenscTBomM Poccunckon Pegepaumm o Hanorax
n cbopax.

(vactb 3.1 B peq. ®PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. [llogTBepxaeHwe rocydapCTBEHHOW perucTpaumvM NekapcTBEHHbIX MpenapaTtoB  Ans
MEOULMHCKOTO MPUMEHeHNs, NpeacTaBneHHbIX AN NOATBEPXKAEHUS roCcygapCTBEHHOW perncrpauun oo
AHA BCTynneHuns B cuny HacTosuwero ®egepanbHOro 3akoHa, M noarBepXaeHue rocyaapCTBEHHOM
perucTpaumMm nekapcTBeHHbIX NpenapatoB Ans MEeAVMUMHCKOro MNpPUMEHEHWS, MPeACTaBfeHHbIX Ha
3KCMEepTM3Y NEeKapCTBEHHbIX CPEACTB A0 AHS BCTYNNEHWs B cuiy HacToswero degepancHOro 3akoHa B
uenax mnocredylowero noATBEPXKAEHUA WX [OCYQapCTBEHHOM perncrpaumu, OCYLUEeCTBASOTCA Ha
OCHOBaHUWM [OOKYMEHTOB W [AaHHbIX, MPEACTaBfEeHHbIX [0 [AHA BCTYNMEHUs B CUIY HacTOALWEro
®PepepanbHOro 3akoHa, a Takke 3asBMNeHWs O MOATBEMKAEHUM TOCYAapCTBEHHOW perucrpauum
neKkapCcTBEHHOro npenapaTa, MNPeACTaBfEeHHOro MPOM3BOAMTENEM NEeKapCTBEHHbIX NpenapaTtoB wnu
YNONTHOMOYEHHbIM UM NULIOM B COOTBETCTBUM C HacTosAwmm PegepanbHbiM 3aKOHOM B YNONIHOMOYEHHbIN
dedepanbHbI opraH ucnonHutenbHon Bnactu o 1 maprta 2011 roga, 6e3 TpeboBaHus ynnaThbl
rocyaapCTBEHHOW MOLUMMHbI, MPeAYCMOTPEHHON 3akoHoaaTenbscTBOM Poccuiickon degepaumm o Hanorax
n cbopax.

(vacTb 3.2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. lMpuHsTME peLlLeHnsi 0 BHECEHNU N3MEHEHWIA B OKYMEHTbI, COAEPXKaLLMECs B PEMMCTPaLNOHHOM
JOCbe Ha 3aperMcTpupoBaHHbLIN NEKAapCTBEHHbIM npenapaT AN MEeOULUMHCKOTO MPUMEHEHUS U
NpeacTaBneHHbIe 0 OHS BCTYMNEHNst B cuiy HacTosiwero degepanbHOro 3akoHa, U MPUHSTUE peLleHuns
O BHECeHMM U3MEHEHUA B [OOKYMEHTbl, CoJepxalleecss B PerucTpauMoHHOM [OCbe  Ha
3aperncTpupoOBaHHbIV NEKAPCTBEHHBIN NpenapaT AMsi MEAULMHCKOrO NPUMEHEHUS N NPeACTaBEeHHbIE Ha
3KCNepTM3y NeKkapCTBEHHbIX CPeacTB A0 OHS BCTynfeHusd B cuny Hactoswero defepanbHOro 3akoHa,
OCYLLIECTBMSAKTCS HAa OCHOBAHWM OOKYMEHTOB W AaHHbIX, MPEACTABMEHHbIX A0 AHS BCTYMMEHUS B CUNy
HacToswero defepanbHOrO 3akoHa, a Tawkke 3asiBNEHUs O BHECEeHUMU W3MEHEHUN B [OOKYMEHTHI,
copepxalimecs B perucTtpaumMoHHOM AOCbe Ha 3apervcTpuMpoBaHHbLIN flekapCTBEHHbIW npenapart Ans
MEOULMHCKOTO MNPUMEHEHUs!, NpPeACTaBNEHHOr0 MNPOU3BOAUTENEM JIEKAapCTBEHHbIX MpenapaTtoB WMu
YNOJSTHOMOYEHHBIM UM NIULIOM B COOTBETCTBUM C HacTosAwmM PefeparnbHbiM 3aKOHOM B YNOSTHOMOYEHHbIN
defepanbHbIi opraH ucnonHutensHon Bnactu o 1 mapta 2011 ropa, 6e3 TpeboBaHust ynnaThbl
rocygapCTBEHHOM MOLWNHBI, NPefyCMOTPEHHOM 3akoHodaTenbCcTBoM Poccuiickon ®efepaumm o Hanorax
n cbopax.

(vacTb 3.3 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.4. Bblgaya paspelleHuii Ha MpoBedeHME KMUHWYECKUX UCCMEedOBaHUN  NeKapCTBEHHbIX
npenapaToB Ans MeAMUMHCKOTO MPUMEHEHUsI MO 3asiBMEHWsIM, NOAAHHBIM OO0 AHS BCTYNIIEHWS B CUIY
HacTosilero defepanbHOro 3aKkoHa, a Takke No 3asBMEHUAM, NOAAHHBLIM NOCe AHS BCTYMNNEHUS B CUIY
HacTosilero deeparnbHOro 3akoHa Ha OCHOBaHWUU 3KCMEepPTU3, NPOBEAEHHBIX [0 AHS BCTYMMEHWUS B CUMy
HacTosilero defepanbHOro 3akoHa, OCYLLIECTBISIETCS B COOTBETCTBMU C HacTosiwmm denepanbHbiM
3aKOHOM Ha OCHOBaHWUW AOKYMEHTOB U JaHHbIX, MPEACTaBIEHHbIX UMW NMOMYYEHHbIX [0 AHSA BCTYNIEHWS B
cuny HacTosiuero ®enepansHOro 3akoHa, a TakkKe Ha OCHOBAHWM KOMUW MpefBapuTENbHOrO AOroBopa
0653aTenbLHOro CTpaxoBaHus XU3HWU, 300POBbS NaLMEHTOB, YYacTBYIOLWMX B KMMHUYECKOM UCCReaoBaHum
nNeKkapcTBEHHOro npenapaTa A MeAMLMHCKOro MPUMEHEHUs, UMW Konuu Jorosopa 06si3aTesibHoro
CTpaxoBaHUs XN3HW, 300POBbSA NALNEHTOB, YYaCTBYHOLLMX B KIIMHUYECKOM UCCHEf0BaHNMN NIeKapCTBEHHOIO
npenapata Ans MeAWLMHCKOTO NpUMeHeHus, nMMGo npeAcTaBneHHoN Komuu gorosopa 06s3aTeslbHoro
CTpaxoBaHWs, 3aKMYEHHOro B COOTBETCTBUM C TUMOBLIMK NpaBunamMmn o06s3aTenlbHOro CTpaxoBaHusi, ¢
yKazaHveM npedesibHoM YMCINEHHOCTM MNauMeHTOB, Y4acTBYIOWMX B KIMMHUYECKOM WCCRefoBaHum


consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265FDB06F40B7281E039D60E68697C98725D3D2E1C3249E171495E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265ADD05F4047A81E039D60E68697C98725D3D2E18374EE07C1904515DF75E0B0983FAF3607F3D65m2K
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265CDC04F10B7B81E039D60E68697C98725D3D2E1C3249E3774A5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265CDC04F10B7B81E039D60E68697C98725D3D2E1C3249E377445E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265CDC04F10B7B81E039D60E68697C98725D3D2E1C3249E3764D5E4159BE0A0E168BE3ED65613D50076CmCK
consultantplus://offline/ref=3B2E6319A40B2B6BA3F789542E21F7265FDA0CFE047281E039D60E68697C98725D3D2E1C3249E177455E4159BE0A0E168BE3ED65613D50076CmCK

nekapcTBEHHOro npenapara Ans MeAuLUMHCKOro npuMeHeHus, 6e3 TpeboBaHusa ynnatbl rocyaapCTBEHHON
MOLLINKMHbI, NPeAyCMOTPEHHON 3akoHoaaTeNbCTBOM Poccunckon ®enepaumm o Hanorax n cbopax.
(vacTb 3.4 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernctpupoBaHHble B MHOCTPaHHOW BanTe A0 OHS BCTYMMEHUS B CWMY HACTOSLLEro
dPepepanbHOro 3akoHa npeferibHble OTNYCKHbIE LieHbl UHOCTPaHHbLIX MPOU3BOAUTENEN Ha NTEKapCTBEHHbIE
npenapatbl, BKIIOYEHHbIE B MEPeYeHb XWU3HEHHO HEOOXOAMMbIX W BaXHEMWWMWX JEeKapCTBEHHbIX
npenapaToB, noanexaT nepecyeTy B pybnu no kypcy LieHTpansHoro 6aHka Poccunckon ®egepauun Ha
aaty, yctaHoeBneHHyto [paButensctBoMm Poccuitckon depepaunn, ©e3 npeactaBneHuss 3asiBNeHUst O
nepecyeTe UeHbl C BHECEHMEM COOTBETCTBYIOLLUNX U3MEHEHWI B FOCY4ApPCTBEHHbIA peecTp npeaenbHbIX
OTNYCKHbIX LieH NPOU3BOAUTENEN Ha NeKapCTBEHHble npenapartbl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO
HeobX0AMMBIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBegeHa deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apervctpupoBaHHble OO OHSA BCTynfieHus B cuny Hactosiwero PepepanbHOro 3akoHa
npegernbHble OTNYCKHbIE LleHbl POCCUINCKMX MPOU3BOAUTENEN Ha NIeKapCTBEHHbIE Npenaparthbl, BKIIOYEHHbIE
B MepeyeHb XN3HEHHO HEODXOAMMBIX U BaXXHEWLUMX NIEKAPCTBEHHBLIX NpenapaToB, NoAnexaTt nHaekcaumm
¢ 1 HosGpsa 2010 roga ucxoas u3 NPOrHO3MPYEMOro YpOBHA UHMNALMN, ycTaHOoBNEeHHoro ®enepanbHbiM
3akoHOM oT 2 gekabps 2009 roga N 308-93 "O denepanbHom Gropkete Ha 2010 rog v Ha NnNaHoOBbLIN
nepvog 2011 1 2012 rogos" Ha 2011 rog.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNMocne 1 mapta 2011 roga He gonyckarTcsl NPOU3BOACTBO U BBO3 B Poccuiickyto eagepauuto
neKkapcTBEHHbIX NpenapaToB B YNakoBKax C MapKMPOBKOM, KoTopasi Obina HaHeceHa 40 OHSA BCTYNNEHUS B
cuny Hactosiwero PepepanbHoro 3akoHa. 1o MCTeYeHUM yka3aHHOro Cpoka OaHHble NeKapCTBEHHble
npenapaTbl MOTYT OTNYCKaTbCS, peanu3oBbIBaTbCS, NepefaBaThCsl U MPUMEHSITLCA 40 UCTEYEHUS UX CPOKa
rogHoCTW.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pHsa BCTynneHust B cuny Hactosuwero ®epepanbHoro 3akoHa u no 30 anpens 2011 roga
BKIMIOUMTENBHO AOMNYCKaeTCsl NPOBeAeHNe 3KCNepTU3bl NIeKapCTBEHHbIX CPEACTB SKCNepTamMmu 3KCNepTHOro
yyYpexnoeHuss OO MNPOXOXAEHMS MMM  aTTecTaumMmM B Mopsigke, YCTAHOBMEHHOM  YMOSTHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

5. Co gHA BCcTynneHusa B cuny HacToswero ®egepansHoro 3akoHa u no 31 gekabps 2013 roga
BKMIOYUTENBHO OCYLLECTBISAETCA Nepexos K NPOu3BOACTBY NEKapCTBEHHbLIX CPEeACTB B COOTBETCTBMM C
npaeunaMmy opraHusauum npon3BoACTBa M KOHTPONSA KayecTBa NEKapCTBEHHbLIX CPEACTB, YKa3aHHbIMU B
yactTh 1 cTtatbum 45 Hactosiwero ®PepepanbHoOro 3akoHa, B MonHoM obbeme. Cpoku nepexona
NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBMM C  KOHKPETHLIMU
TpeboBaHNAMM JaHHbLIX NPaBuI, BKIOYAA CPOKM aTTecTaumm YNOoNHOMOYEHHbIX AL, YKa3aHHbIX B YaCcTAX
6 1 7 ctaTtbu 45 HacToswero PenepanbHOro 3akoHa, yctaHasnuBatTcsa MpaButensctBoM Poccuinckon
degepaumn.

6. JluueHsmn Ha NpoOU3BOACTBO JleKapCTBEHHbIX CpeacTs, BblgaHHble Ao 1 aHusaps 2014 roaa,
genicteytoT nocne 1 aHBaps 2014 roga OO UCTeYeHMs Cpoka UX AENCTBUS NPW YCNOBUWM COOTBETCTBUS
nuueHsnaTa npaBunaMm oOpraHu3auuMvM NPou3BOACTBA WM KOHTPONSA KayecTBa feKkapCTBEHHbIX CPeacTs,
yKasaHHbIM B Yactn 1 ctatbu 45 HacTosLwero ®PegepanbHOro 3akoHa.

7. ®opmMupoBaHMEe rOCygapCTBEHHOIMO 3ajaHuWs Ha npoBedeHMe 3KCMepTU3bl feKapCTBEHHbIX
cpencte degepanbHOMY rocygapCTBEHHOMY BHOAKETHOMY y4pexOeHuo MO MPOBEAEHUI 3JKCNepTusbl
nekapCTBeHHbIX CpeacTB 1M dmHaHCOoBOe obecneyvyeHne BbIMONIHEHMS 3TOr0 3adaHus OCYLLEeCTBNSATCA B
nopsigake, yctaHoBneHHoMm denepanbHbiM 3akoHOM OT 12 aHBaps 1996 roga N 7-d3 "O HekoMMep4eCcKmx
opraHusaumnax”.

(vacTb 7 BBegeHa ®egepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuinckon degepaumm
O.MEOBELOEB
Mocksa, Kpemnb

12 anpens 2010 ropa
N 61-93
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