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Cnmncok N3MeHsLWNX JOKYMEHTOB
(B pea. PepepanbHbIx 3akoHOB OoT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-93, o1 06.12.2011 N 409-®3,
oT 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-$3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-93,
o1 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-3,
o1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, o1 03.07.2016 N 305-d3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-®3,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N 140-3,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, o1 06.06.2019 N 134-d3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-d3,
oT 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, o1 27.12.2019 N 481-d3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-$3,
o1 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, o1 22.12.2020 N 444-d3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-$3,
oT 26.03.2022 N 64-®3, o1 14.07.2022 N 311-®3, ot 20.10.2022 N 405-93,
o1 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, o1 28.04.2023 N 149-d3,
oT 28.04.2023 N 171-®3, ot 24.07.2023 N 341-®3, o1 04.08.2023 N 428-d3,
o1 04.08.2023 N 474-®3)

Maea 1. OBLUWME NOJIOXKEHUA
Cratba 1. MpegMet perynupoBaHus HacTosiwero degepanbHOro 3akoHa

1. Hactoawwmin PegepanbHbil 3aKOH perynupyet OTHOLUEHMWS, BO3HMKalOLWMe B CBA3M C obpalieHnem -
pa3paboTkon, OOKITMHUYECKUMMN nccneaoBaHNsaMN, KNUHUYECKUMMN nccrnenoBaHusIMu, 3KCMepTU30M,
rocydapCTBEHHOW perucTpauuen, coO cTaHgapTM3aumen ©n € KOHTponemM KayecTBa, MPOM3BOACTBOM,
N3roTOBIIEHNEM, XPaHEHMEM, NepeBO3KOW, BBO3OM B Poccuickyio ®depepauuto, BbIBO3oM M3 Poccumnckon
depepaummn, peknamon, OTMYCKOM, peanusauuven, nepegadyen, NMPUMEHEHUEM, YHUYTOXEHMEM IJ1€KapCTBEHHbIX
CpeacTs.

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

2. Hactoswwnin denepanbHblil 3aKOH yCTaHaBNUBAET MNPUOPUTET TOCYOAPCTBEHHOTO pPerynmpoBaHus
GesonacHocTH, kKayecTBa U 3P EKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB NpKU UX obpallleHun.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Crartbs 2. Cchepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa

Hactosiwmin depepanbHbli  3aKOH  MPUMEHSIETCA K OTHOLLUEHWSIM, BO3HUKAOWMM Mpu  obpalLeHun
nekapcTBeHHbIX CPeacTB Ha Tepputopumn Poccuinckon ®enepauun.

Cratbs 3. 3akoHoAaTeNnbLCTBO 06 OOpalleHMn NnekapCcTBEHHbLIX CPeAcTB

1. 3akoHogaTenbcTBO 06 0O6GpallleHMN NEeKapCTBEHHbIX CPEeACcTB COCTOMT M3 HacToswero degepanbHOro
3aKoHa, ApYyrux deaepanbHbIX 3aKOHOB U MHbIX HOPMAaTUBHbIX NpPaBoBbiX akToB Poccuiickoin deaepauuu.

1.1. 3akoHopaTenbcTBO 00 oOOpalleHUM neKkapCTBEHHbLIX CPEACTB B OTHOLUEHUWN HOPUOMYECKUX IUL, W
UHOVBMAYAnNbHbIX MpeanpuHUMaTenen, OCYLLECTBSIWMNX OeATENbHOCTb Ha TEeppuTopuM  MeXayHapoLHOro
MeOMUMHCKOro KnacTtepa, NPUMEHSIETCA C y4eTOM OCOBEeHHOCTEN, yCcTaHOBNEHHbIX PefepanbHbiM 3aKOHOM OT 29
noHa 2015 roga N 160-d3 "O mexayHapooHOM MEOMLMHCKOM KrnacTepe U BHECEHUU U3MEHEHUN B OTAENbHbIE
3aKkoHoaaTtenbHble akTbl Poccuiickon deanepaummn”.

(yacte 1.1 BBegeHa ®PepepanbHbiM 3akoHOM oT 29.06.2015 N 160-93; B pen. PegepanbHOro 3akoHa OT
04.08.2023 N 428-93)

2. [HenctBne Hactosiwero PenepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalieHne HapKOTMYECKUX
NeKapCTBEHHbIX CPEACTB WM MCUXOTPOMHLIX FEKAPCTBEHHbIX CPEACTB C Y4eTOM OCODEHHOCTEW, YCTaHOBIEHHbIX
3akoHogaTenscTtBoM Poccunckon denepauum 0 HapKOTUYECKUX CPELCTBaX, MCUXOTPOMHbIX BewecTBax M 06 ux
npekypcopax.

3. HewncTtene HacTosLLEero depepanbHoro 3aKoHa pacnpocTpaHsieTcst Ha obpalleHne
paanodapmaLeBTUHECKMX NeKapCTBEHHbIX cpencTs C  yyeToM ocobeHHocTEN, yCTaHOBMEHHbIX
3akoHoaaTtenscTBoM Poccuickon ®enepaumm B o6nactu obecneyeHnss pagmaumoHHon 6e30nacHOCTy.

4. Ecnn mexayHapodHbiM goroBopom Poccunckon dPepepaumm yCcTaHOBMEHbI WHbIE MpaBuna, Yem Te,
KOTOpble MpesycMOTpeHbl HacToswum PenepanbHblM - 3aKOHOM, MPUMEHSOTCA MpaBuna  MexayHapo4HOro
aoroeopa.

4.1. PelleHnsa MexXrocyaapCTBEHHbIX OPraHOB, MPUHSTbIE HA OCHOBAHMU MOJSIOXKEHUN MEXAYHAPOAHbIX
porosopoB Poccuiickon ®egepauun B UX UCTONKoBaHMK, npotmeopevaliem KoHctutyuumn Poccuiickon ®epepauun,
He noanexaT ucnonHeHno B Poccuiickon degepaumn. Takoe npoTnBopeyme MOXET OblTb YCTAaHOBMEHO B NOPSIAKeE,
onpegeneHHoM deaeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(vacTb 4.1 BBegeHa PeagepanbHbiv 3akoHOM oT 08.12.2020 N 429-03)

5. B Poccuiickon denepaumm B COOTBETCTBMM C MEXOyHapOoAHbIMK aorosopamu Poccuiickon ®epepaumm m
(Mnn) Ha ocHoBe MpUHUMMNA B3aUMHOCTM NPU3HAOTCS pe3yrbTaTbl KMMHUYECKUX WCCNeaoBaHWUiA NeKapCTBEHHbIX
npenapaToB A5 MeauULUHCKOro NPUMEHEHUS, NPOBEAEHHbIX 3a nNpeaenamMmu Tepputopun Poccuiickon ®eaepauun.

Crtatbs 4. OCHOBHbIE MOHATUSA, UCTNOJIb3yeMble B HacTosileMm denepanbHOM 3aKOHe

[nsa uenein HacTosiwero ®eneparnbHOro 3aKoHa UCMOMNb3YIOTCH CNEAYHLNEe OCHOBHbIE MOHATUS:

1) nekapcTBEHHble CcpedcTBa - BeLlecTBa WM MX KOMOMHAUMKM, BCTyMnalLwue B KOHTaKT C OpraHM3MOM
YerioBeKa WIN XXMBOTHOTO, NMPOHMKaIOLWME B OpraHbl, TKaHW OpraHn3ma YerioBeka WIN XKMBOTHOTO, NMPUMEHSIeMble
Ana nNpodunakTuk1, OUarHOCTUKM (3@ WCKMHOYEHUEM BELLECTB UMM MX KOMOWHAUMIA, He KOHTaKTUPYHOLLUX C
OpraHuM3MOM YerioBeKa WU KMBOTHOrO), JevyeHusi 3aboneBaHusi, peabunuTauuu, [Onsi  COXpaHeHus,
npeaoTBpaLLeHUsl UK NpepbiBaHUs GEPEMEHHOCTU M MOSyYeHHbIe U3 KPOBW, Mia3Mbl KPOBU, U3 OpraHoB, TKaHeN
opraHusMa 4erioBeka WM JKMBOTHOTO, PacTeHWi, MUHeparioB MeTodaMu CUHTe3a WM C MPUMEHEHMEM
Guonoruyecknx TexHororvii. K rekapcTBeHHbIM cpeacTBaM OTHOCATCS (papMaueBTUYeckMe cybecTaHumm u
neKkapcTBeHHble NpenaparThbl;

2) dapmaueBTMYeckass CcyOCTaHUMA - JeKapCTBEHHOE CpeACcTBO B BUAE OOHOMO WM HECKOSbKUX
obnagalwmx ¢apmMakonorM4eckon akTMBHOCTbIO [OEWCTBYIOLLMX BELLECTB BHE 3aBUCUMOCTM OT MpuUpoAbl
NMPOUCXOXOEHUS, KOTOpOE MpefHas3Ha4yeHo AMsi MPOW3BOACTBA, W3rOTOBMEHMS NEKApCTBEHHbIX MpenapaTtoB U
onpeaenseT ux aPEKTUBHOCTD;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(n. 2 B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BCnomMoraTternbHble BelwecTBa - BelectBa HeopraHn4eckoro wnm opraHnU4eckoro rnponcxoXxXneHus,
ncnonb3dyemMmble B npouecce npon3BoACTBa, WU3roTOBNEHUA NEeKapCTBEHHbIX MnpenapatoB And npugaHuna MM
HeobxoaMMbIX (bI/I3I/1KO-XVIMVI‘-IeCKVIX CBOWCTB;

4) nekapcTBeHHble Npenapatbl - NekapCcTBeHHbIe CPeAcTBa B BUAE NEKAPCTBEHHbIX (POPM, MpUMeHsSeMble
Ana npodunakTUKK, OUarHOCTUKKU, nedveHuss 3aboneBaHusl, peabunutaumun, ANA CoXpaHeHus, NpeaoTBpalleHns
Unu NpepbiBaHnsa GepeMeHHOCTH;

5) nekapcTBeHHas opma - COCTOSHWE NEeKapCTBEHHOro nperaparta, COOTBETCTBYIoLlee crnocobam ero
BBEIEHMS U NpUMeHeHUsa 1 obecnevnBarolliee OOCTKeHEe HeOBX0AMMOro nevebHoro adhdekTa;

5.1) posvpoBka - cogepXaHue OOHOr0 WMW HECKOMbKUX OEeNCTBYIOLUX BEWeCTB B KOMMYECTBEHHOM
BbIP@XXEHUN HA €OUHMLY O03bl, U1 eanHuly obbema, Unu eamHULy MacCbl B COOTBETCTBUM C fleKapCTBEHHOW
dopmon NMBO ANa HEKOTOPbIX BUAOB FEKAPCTBEHHbIX POPM KONMMYECTBO BbICBOOOXAAEMOro 13 nekapCTBEHHON
hopMbl JENCTBYIOLLErO BELLECTBA 3a €AMHULY BPEMEHMW;

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

6) nepeyeHb XM3HEHHO HEOOXOOUMbIX W BaXHEWWWX NEeKapCTBEHHbIX MNpenapatoB - yTBepXOaeMbli
MpaeutenbctBom Poccuiickon ®egepauum nepedeHb feKkapCTBEHHbIX MpenapaTtoB  Ans  MegUUUHCKOro
NpMMeHeHus1, obecneyvmBaloLnX MPUOPUTETHbIE MNOTPEOHOCTM 34paBOOXPaHEeHUs B Lenax NpodUNakTUkM wu
neyeHus 3abonesaHuin, B TOM Yncre npeobnagaromnx B CTPyKType 3abonesaemoctn B Poccunckon degepaumu;
(B pea. PegepanbHoro 3akoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble nekapCTBEHHble Mpenapatbl - JIeKapCTBEHHble npenapaTbl, NpegHasHa4YeHHble
UCKITIOYNTENBHO ANs AMarHOCTUKA WMINW MaTOreHEeTUYECKOro JiedeHus (NIeYeHNUsi, HanpaBneHHOro Ha MeXaHu3M
pa3BuTUA 3aboneBaHus) peakmx (opdaHHbIX) 3aboneBaHui;

(n. 6.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumevaHme.
C 01.04.2024 B n. 6.2 cT. 4 BHocATCA n3aMeHeHus (P3 ot 04.08.2023 N 466-D3). Cm. byayLuyto peaakumio.

6.2) Guonornyeckme nekapcTBEHHbIE Npenapatbl - JIeKapCTBEHHbIE Mpenapatbl, AENCTBYOLLEE BELLECTBO
KOTOpbIX MPOM3BEOEHO MIK BblAENeHO M3 OMONMOrMYeckoro UCTOYHUKA U Ons ONpeAeneHns CBOWCTB M KavecTea
KOTOpbIX Heobxoauma KomMOMHauusa Ouonormvecknx u  U3NKo-xummyecknx metogoB. K - Guonornyecknm
fNleKapCTBEHHbIM NpenapatamM OTHOCATCS MMMYHOOMOMNOrMYeckMe IeKapCTBEHHbIe Npenapatbl, JIeKapCTBEHHbIE
npenapaTtbl, NOMy4YeHHbIE M3 KPOBW, MNa3Mbl KPOBU YenoBeka W XKMBOTHbIX (3@ WUCKMOYEHMEM LEeNbHOW KpoBM),
BGroTexHoNorMYyeckne nekapcTBeEHHbIE NPenapaThl, reHoTepaneBTUYeckMe NnekapcTBeHHbIe npenapaTbl;

(n. 6.2 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

7) nMMyHOBUMOnorMyeckne rekapcTBEHHbIE MpenapaTbl - NeKapCTBEHHble Npenaparbl, npegHasHayYeHHble
Onst (POPMMPOBAHUST aKTMBHOMO WS MAacCMBHOTO MMMYHUTETA NMOO AMArHOCTUKU Hanmuumsi UMMyHWUTETa WK
ONarHOCTUKN cneundunyeckoro NpMobpeTeHHOro M3MEHEHUST MMMYHOMOMMYECKOrO OTBETa Ha anmneprusvpyoLme
BewlectBa. K MMyHOGMOMNOMMYeCKUM fekapCTBEHHbIM Mpenapatam OTHOCATCS BaKLMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKWN, UMMYHOTTIOOYNUHBI 1 annepreHs;
(n. 7 B peqg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) OMOTEXHOMOrMYeckne JeKkapCcTBEHHble MpenapaTbl - NeKapCTBEHHble npenapaTtbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBMSAETCA C MCMONb3oBaHWEM OMOTEXHOMOrMYeckux npoueccoB U MeTogoB (B Tom yucne [OHK-
PEKOMOMHAHTHOM TEXHOMOMMMW, TEXHOMOMMU KOHTPOSIMPYEMOM 3KCMPECCUM TFEHOB, KOAMPYHOLLMX OUonornvecku
aKTUBHblE GENKM B NMpoKapuoTax M dykapumoTax, BKIYas U3MEHEHHbIE KMETKM MreKonuTarowmx), rmépnaoMHoro
MeToJa U MeToda MOHOKITOHarbHbIX aHTUTEN;

(n. 7.1 BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTn4eckme nekapCTtBeHHbIE MNMpenapaTtbl - JIEKapCTBEHHbIE Nnpenaparhl, (bapmau,eBTquCKaﬂ
Cy6CTaHLI,VIFI KOTOPbIX ABINAETCA DEKOMGVIHaHTHOVI HyKJ'IeVIHDBDVI KMCNOTOW MUInn BKITlOYaeT B cebs p6KOM6I/IHaHTHyPO
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HYKIENHOBYIO KUCMOTY, MO3BOMSIOLLYI0 OCYLLEeCTBMATb perynupoBaHue, penapauuio, 3ameHy, nobasneHvne wnu
yaaneHue reHeTn4ecKomn nocneaoBaTenbHOCTY;
(n. 7.2 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTM4eckue rnekapcTBEHHble CpeAcTBa - fekapCTBeHHble npenapaTtbl U dapmaueBTUdeckne
cybcTaHuMKn, coaepXaliMe HapKOTUYeCKMe CPeACcTBa M BKIIOYEHHble B [lepeyeHb HaPKOTMYECKMX CpencTs,
NMCUXOTPOMHBIX BELLLECTB N UX NPEKYPCOPOB, Noanexallumnx KoHTponto B Poccuiickon degepaunm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®efepaummn, mexagyHapogHbiMu gorosopamu Poccuickon depepauun, B TOM
yncne EguHon koHBeHUMe o HapkoTudeckux cpencteax 1961 roaa;

9) nCuXOTpOMHbIE NEeKapCTBEHHblE CPEeACTBa - JleKapCTBEHHble npenapatbl U hapmaueBTU4eckme
cybcTaHumKn, copepkalime MNCUXOTPOornHble BELlecTBa W BKOYEHHble B [lepedeHb HapKOTUYECKMX CPEACTB,
NCMXOTPOMHbLIX BELLECTB U UX NPEKYPCOPOB, NoAnexaLlmx KoHTponto B Poccunckon ®enepauum, B COOTBETCTBUM C
3akoHogaTenscTBoM Poccuiickon deapepaumu, mexagyHapogHbiMu goroBopamu Poccuiickon denepauun, B TOM
yucne KoHBeHuunen o NncuxoTponHbIX BewecTteax 1971 roaa;

10) pagmodapmaLeBTUYECKME NEKAPCTBEHHbIE CPEACTBA - NIEKapCTBEHHbIE CPeacTBa, KOTopble coaepaT B
roTOBOM AN WUCMNOMb30BaHWS OpMe OAMH PaguoOHYKNMA WM HECKOMbKO PaauOHYKNMAOB (paguoakTUBHbIX
N30TOMNOB);

10.1) opurMHanbHbIM NEeKapCTBEHHbIN MnpenapaTt - NeKapCTBEHHbIN npenapaT € HOBbIM AeWCTBYIOLWUM
BELLEeCTBOM, KOTOPbIA NepBbIM 3apernctTpupoBaH B Poccuiickon ®efepaumm unm B MHOCTPaHHbIX rocygapcTBax Ha
OCHOBaHUW pe3ynbTaToB AOKIMHUYECKUX UCCMEeAOBaHUA NeKapCTBEHHbIX CPEACTB M KIUMHUYECKMX MCCneaoBaHun
nekapCTBEHHbIX NpenapaToB, NOATBEPXAAOLLNX ero KayecTBo, aPEeKTMBHOCTb M Be30nacHOCTb;

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

11) pedbepeHTHbI NEKapCTBEHHbIM NpenapaTt - JeKapCTBEHHbIN MpenapaT, KOTOpbIA MCNoNb3yeTcs Ans
OLEHKN OMO3KBUBANEHTHOCTM UMM TepaneBTUYECKOW IKBMBANEHTHOCTW, KavecTBa, 3(PEEKTMBHOCTU WU
0©e30nMacHOCTU  BOCMPOU3BEAEHHOINO JIEKAPCTBEHHOrO npenapata wnyM  GuoaHanoroBoro (6mMonogo6HOro)
nekapcTtBeHHoro npenapaTta (6buoaHanora). B kayecTBe pedepeHTHOro neKkapCTBEHHOro npenapata angd
MEOMLUHCKOrO MPUMEHEHNS UCMONb3yeTCs OpUrMHanbHbIA NekapCTBEHHbIN npenapaT Nubo, ecnn opurnHanbHbIN
NeKapCTBEHHbINM NpenapaT He 3aperncTtpMpoBaH UM He HaxoguTcst B obopoTte B Poccuiickon depepaumm n He
HaxoauTcs B 0OOOpOTE B WMHOCTPaHHbIX FOCyOapCTBax, BOCMNPOM3BEAEHHbIM J1eKapCTBEHHbIM npenapar unu
OuroaHanoroBbIn (6nonogobHbIN) NekapCTBEHHbIN NpenapaT (bunoaHanor), KOTopbIN NepBbIM 3apPerMcTPMpoBaH n3
yucna Haxogsawmxca B obopote B Poccuiickon depepaumm, OGMOSKBMBANEHTHOCTb WNKU  TepaneBTMYecKas
9KBMBANEHTHOCTb, KayecTBO, 3PPEKTUBHOCTL W 6GE30NacHOCTb KOTOPOrO OLEHMBANMCb MO OTHOLUEHMIO K
OpUrMHanbHOMY NEeKapCTBEHHOMY MpenapaTy, a Takke kayecTBO, a(EeKTUBHOCTb M 6e30MacHOCTb KOTOPOro
NoATBeEpXAalTCa pe3ynbTatamu (apmakoHag3opa W MPOBEPOK COOTBETCTBUSA NEKapCTBEHHbIX CPEeAcCTB,
HaxoOsALNXCS B rpaXaaHCKOM obopoTe, YCTaHOBMNEHHbIM TpeboBaHMAM K 1X kavyecTBy. B kavyecTBe pedepeHTHOro
NlekapCTBEHHOIO npenaparta A4S BEeTEPUHApPHOro MPUMMEHEHUST WCMONb3yeTCs NEKapCTBEHHbIN npenapaTt ans
BETEPMHAPHOIO MPUMEHEHWS, 3aperncTpMpoBaHHbii B Poccuiickon depgepauuym Ha OCHOBaHWWM pPe3yribTaToB
OOKIMMHUYECKNX UCCNeOBaHUM NEKapCTBEHHbIX CPeACcTB U KIMHUYECKUX UCCReqOBaHUM  NEeKapCTBEHHbIX
npenapaTtoB, NOATBEPXAAOLLUX €ro Ka4yecTBo, 3PPEKTMBHOCTb 1 BE30MacHOCTb;

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

12) BoCnpou3BedEeHHbIN JEeKapCTBEHHbIM MpenapaT - JIeKapCTBEHHbIM npenapat Ans  MeauUMHCKOro
NPYMEHEHWS, KOTOPbIN MMEET 3KBUBAIEHTHbIN pedPepeHTHOMY JIEKapCTBEHHOMY NpenapaTty Ka4eCTBEHHbIA COCTaB
M KOJNIMYECTBEHHbIA COCTAB [OENCTBYIOLIUX BELWECTB B 3KBUBANEHTHOM IekapcTBeHHon dopme, nubo
neKkapCTBEHHbIN MpenapaTt ANs BETEPMHAPHOro NPUMEHEHUSs, KOTOPbIA UMEET Takue xe, 4To U pedepeHTHbIN
nekapcTBeHHbIN npenapaT, Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB AENCTBYIOLLMX BELLECTB B TakOM Xe
NeKapcTBEHHOW  ¢opme,  OMOSKBMBANEHTHOCTb  WMNM  TepaneBTUYeckasd  SKBMBAIIEHTHOCTb  KOTOPbIX
COOTBETCTBYKOLLEMY  pedepeHTHOMY NEeKapCTBEHHOMY MpenapaTty MNOATBEPXAEHA  COOTBETCTBYIOLLMMMU
nccrneaoBaHUAMMU;

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

12.1) TepaneBTUYeCKasl SKBMBANEHTHOCTb JIEKAPCTBEHHBLIX MpenapaToB - [OOCTUXKEHUE KITMHUYECKU
COMOCTaBUMBbIX TepaneBTuYeckoro agpdpekTa 1 nokasartenein adpdekTMBHOCTM U Be3onacHOCT Mpu NpPUMEHEeHUN
NeKapCTBEHHbIX  MpenapaTtoB Ans  MeOWUMHCKOTO  MPUMEHEeHWsl, UMelLWMWX OAHO  MeXayHapogHoe
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HenaTeHTOBaHHOE (UMM XMMWYECKOE, WK TPYNMNUPOBOYHOE) HAaMMEHOBaHWE, B SKBMBANEHTHbIX A03MPOBKax Mo
OOHMM W TEeM Xe MoKa3aHUsSM K NPMMEHEHWI0 U NPy OOAUHAKOBOM crocobe BBeAEHUS Y OQHOW U TOW Xe rpynnbl
OOnbHBbIX;

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

12.2) ©6uoaHanoroBbii (6MonogobHLIM) NekapcTBeHHbI npenapaT (6uoaHamnor) -  Guonornyeckui
neKapCTBEHHbIN MpenapaT, CXOXUi Mo napameTpaM kadecTsa, 3pdeKTMBHOCTM N 6e30nacHOCTM ¢ peddepeHTHbIM
OGuonornyeckum nekapcTBeHHbIM MNpernapatoM B TakOW >Xe IeKapCTBEHHON chopMe U UMEKLWUA UOEHTUYHbIN
cnocob BBeaeHS;

(n. 12.2 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3aMeHsieMbll NeKapCTBEHHbIN npenapaTt - fekapCTBEHHbIW npenapaT C [OKasaHHOM
TepaneBTUYECKON IKBUBANEHTHOCTBIO UMM GMO3KBUBANEHTHOCTBIO B OTHOLLEHUWN pedbepeHTHOro nekapcTBEHHOro
npenapaTta, UMeELMN SKBMBANEHTHbIE €My KayeCTBEHHbI COCTaB M KONMUYECTBEHHbLIA COCTaB OEWCTBYHOLLNX
BELLIeCTB, COCTaB BCMIOMOraTerbHbIX BELLIECTB, NNEKAPCTBEHHYO hopMy 1 cnocod BBeAEeHUS;

(n. 12.3 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12.4) 6MO3KBMBANEHTHOCTb fEeKapCTBEHHbIX MpenapaTtoB - AOCTMXKEHME COMOCTaBMMbIX MoKasaTenen
CKOPOCTM BCacblBaHUs, CTENEHW NOCTYNNEHUS K MECTY AeNCTBUS N CKOPOCTU BbiBEOEHWNS OQHOIO MIM HECKOMbKNX
obnapaowmx gapMakonorMyeckon akTUBHOCTbIO OEWCTBYHOLUMX BELLECTB MNpU MPUMEHEHUU fEeKapCTBEHHbIX
npenapatoB AN MEOUUUHCKOTO MPUMEHEHUS, MMEILWMX OAHO MeXAyHapodHOoe HenaTteHToBaHHoe (Mnu
XUMHUYECKOE, UMW TPYNNUPOBOYHOE) HAaUMEHOBaHME, B 3KBMBANEHTHbIX AO3MPOBKaxX U Npu oguHakoBoM criocobe
BBEAEHWS;

(n. 12.4 BBegeH depepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

13) nekapcTBEHHOE paCTUTENBHOE CbIPbE€ - CBEXME WM BbICYLIEHHbIE pacTeHWss NMbo KX 4acTw,
ncrnonb3yemble A5s NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB OpraHM3aumsiMy - NPOU3BOAMUTENAMN NEKAPCTBEHHbIX
CPEeACTB  WNN  WU3TOTOBIEHMS JIEKAPCTBEHHbLIX MPEnapaToB anTeYHbIMU  OpraHuM3auusiMiM, BeTepUHapHbIMU
anTeYHbIMWU  OpraHM3auusMi,  UHAMBMAOYANbHbIMW  NPEeANpUHAMATENAMK,  UMELWMMKU  JIMLEH3NI0  Ha
dhapmaLeBTUYECKYIO AeATENbHOCTD;

14) nekapCTBEHHLIN pacTUTENbHbIA NpenapaT - JEeKapCTBEHHLIM npenapart, MNpPOU3BEAEHHbI Unn
N3roTOBMEHHbIA M3 OAHOTO BUAA NEKAPCTBEHHOTO PACTUTENBHOIO ChIpbs UMM HECKOSbKMX BUAOB TAKOrO CbIpbsi U
peanusyembiin B pacacoBaHHOM Buae BO BTOPUYHON (NOTPEOUTENBbCKON) YNaKoBKE;

15) romeonaTU4ecKkMn nEeKapCTBEHHbIA MpenapaT - JIeKapCTBEHHbI npenapaTt, MNpOM3BEAEHHbIA WK
N3roTOBMNEHHbIA U3 hapMaLEeBTUYECKON CyOCTaHUMM Unn dapmMaueBTUYecKux cyObcTaHuMi B COOTBETCTBUM C
TpeboBaHuaMMN 06LWNX ¢bapMakonenmHblX CcTaTel K roMeonaTUYecKMM JiekapCTBEHHbIM MpenapaTtam unm B
COOTBETCTBUM C TPeOOBaHMAMN (hapMakomneun CTpaHbl NPOM3BOANTENS TAKOrO JIEKAPCTBEHHOrO Npenapara;

(n. 15 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) MexgyHapoOHOe HenaTeHTOBaHHOE HaVMMEHOBaHWE FeKapCTBEHHOIO CpeacTtBa - HauMeHOoBaHve
JeucTBylollero BewecTBa apmaueBTMdeckon cybcTaHumMM, pekoMeHOoBaHHoe BcemupHowm opraHusauunen
34paBOOXPaHEHUS;

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

17) TOpProBoe HaMMEHOBaHWE NEeKapCTBEHHOrO CPeAcTBa - HaMMEHOBaHWE IEKapCTBEHHOro CpeacTsa,
MPUCBOEHHOE €ro pas3paboTyMkoM, JepXaTenem unu BragenbueM pPerMcTpaumoHHOrO  yA0CTOBEPEHUS
rNlekapCTBEHHOro npenapaTa;

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

17.1) rpynnMpoBOYHOE HauUMEHOBaHWE FEeKapCTBEHHOrO MpenapaTa - HaMMEHOBaHWE JeKapCTBEHHOMO
npenapara, He MetoLLEero MexayHapo4HOro HenaTeHTOBAHHOIO HaUMEHOBaHWS, UM KOMOUHaLUMM NEKAPCTBEHHbIX
npenapaTtoB, WCMOSIb3yeMoe B LENsAX OObeguHeHWs MX B Fpynny Mo eauHbIM HaMMeHOBaHWeM ucxogs u3
0 MHaKOBOro CocTaBa AENCTBYHIOLLMX BELLECTB;

(n. 17.1 BBegoeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18) obLan hapmakonenHasi cTatbsi - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM heeparnbHbIM OpraHoM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NCMONHUTENBHOW BMAacT! U codepXallui nepeyeHb nokasaTernen kayecTtsa v (Mnv) MeTO4OB KOHTPONS KavecTsa
KOHKPETHON rekapCTBEHHOW (OpMbl, JEKAPCTBEHHOTO PacTUTENbHOrO Cbipbs, OMUCaHWUSA BGUONOrMYECKHUX,
OUOXMMUNYECKMX, MUKPOOUONOTMYECKNX, (UNKO-XUMUYECKUX, (PUBNYECKUX, XMMUYECKUX U APYrUX MeTonoB
aHanu3a nekapcTBEHHOro cpefcTBa, a Takke TpebOBaHWs K MCMOMb3yeMbiM B LEMAX NPOBEAEHWS OaHHOro
aHanusa peaktuBam, TUTPOBaHHbLIM pacTBopam, MHOUKATOpaM;

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

19) dhapmakoneriHas cTaTbsl - OOKYMEHT, YTBEPXOEHHLIA YMOMHOMOYEHHbIM deaepanbHbIM - OpraHom
WCMNOMHUTENBHON BnacTM W COAepXaliMhn MnepeyeHb nokasaTene kadyectBa M METOAOB KOHTPOMsS KadecTBa
neKapcTBEHHOro CPeAcCTBa;

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

19.1) cTaHgapTHble obpa3Lbl - BeLecTBa, NOCPEACTBOM CPaBHEHWUSI C KOTOPbIMU OCYLLIECTBIAETCS KOHTPOSb
KayecTBa uccnegyemblx NEKapCTBEHHbIX CPeACTB C NMOMOLLbIO (PU3NKO-XUMUYECKUX N BMONOrMiyeckMx MeToLoB B
LUensix NOATBEPXOEHUS COOTBETCTBUSA IEKAPCTBEHHbIX CpeAcTB TpebOoBaHMAM HOPMATMBHOW [OOKYMEHTauumu,
YCTaHOBIEHHbIM MPU OCYLLECTBMEHUN rOCY4APCTBEHHON PErncTpaLum, N KOTopble NPUMEHSIIOTCS Ans KannbpoBKu
CTaHA4apTHbIX 06pa3LoB NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, UCNOMb3yeMbIX AMst KOHTPONSA kavecTBa U MHbIX
uenewn npu obpalleHnn nekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19.2) dpapmakonenHbln cTaHOapTHLIN obpasel - cTaHAapTHbLIN 0bpasel, Npou3BeaeHHbIN B COOTBETCTBUM C
dhapMaKkonernHon cTaTbewn;
(n. 19.2 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) HopmaTMBHas OOKyMEHTauusi - OOKYMEHT, coAepallMi nepedveHb ornpenensieMbiX Mo pesynbTaram
COOTBETCTBYHIOLLMX IKCMEPTU3 NOKa3aTeNen KayecTsa fiekapCTBEHHOrO cpeacTBa AN MEeANLMHCKOro NPUMEHEHUS,
METOO0B KOHTPOJSIS €r0 Ka4ecTBa W YCTAHOBIMEHHBIA €ro NPON3BOAMUTENEM;

21) HOPMAaTUBHLIN AOKYMEHT - [OOKYMEHT, CoAepXallui nepeyeHb onpeaensieMbiXx Mo pesynbTaram
COOTBETCTBYIOLLNX SKCMEPTU3 MoKasaTenem kavectesa M (MnM) METOOOB KOHTPOMSl KavyecTBa JeKapCTBEHHOM
GOpMbl, ONUCAHUA BUONOTNMYECKMX, BUOXUMMUYECKNX, MUKPOBNONOrNYEeCKUX, (OU3MKO-XUMUYECKNX, DUBNYECKNX,
XUMUYECKNX U APYrMX METOOO0B aHanm3a nekapcTBEHHbIX CPeACTB A1 BETEPMHAPHOTO NPUMEHEHUS, TPEOOBaHMS K
NCrnonb3yembiM B LENAX MPOBEAEHUs] JAaHHOMO aHanu3a peakTuBam, TUTPOBaHHbLIM pacTBOpaM, MHOUKATOpaM M
YCTaHOBIEHHBIN €ro NPOM3BOAUTENEM;

21.1) obWNAN TEXHNYECKNA OOKYMEHT - KOMMIEKT OOKYMEHTOB M MaTepuarioB, COCTOSLLNA N3 HECKOSTbKUX
pasgenoB - AOKYMEHTauMM agMUHUCTPATUBHOMO XapakTepa, XMMUYECcKon, dapmaueBTUYeCcKon u Gruonornyeckon
OOKyMeHTauun, ¢apMakosiorMyeckon, TOKCUKONOTMYECKON [OOKYMEHTauuW, KIMHUYECKOM [OOKyMeHTauum U
npeacTaBnseMblii OAHOBPEMEHHO C 3asiBIIEHMEM O FOCy4apCTBEHHOW perMcTpaumv nekapCcTBEHHOro npenaparta
ONs MEeOQUUMHCKOTO MPUMEHEHUss B dhopmaTte, YCTaHOBMEHHOM YMOMHOMOYEHHbIM dheaeparnbHbiM  OpraHOM
NCMOJTHUTENbHOW BIacTu;

(n. 21.1 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) Ka4yecTBO JIEKApPCTBEHHOINO cpeAcTBa - COOTBETCTBME JlIEKAPCTBEHHOIO cpeAactBa TpeboBaHMAM
hapmakonenHon crtatbM NGO B Ccryvyae ee OTCYTCTBUS HOPMATMBHOW [AOKYMEHTauuMM WM HOPMaTMBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb NEKapCTBEHHOMO CPeCTBa - XapaKTepuUCTMKa NekapcTBEHHOro CcpeacTBa, OCHOBaHHas Ha
CpaBHUTENbLHOM aHanmae ero aMEKTUBHOCTU U pUCKa NPUYNHEHNSA Bpeaa 300PO0BbIO;

24) 3(pPEeKTMBHOCTb FEKApPCTBEHHOIO MpenapaTta - XapakTepucTuKa CTENeHW MONOXUTENBHOIO BIVSIHUS
NIeKapCTBEHHOIO Mpenapata Ha TevYeHue, MpOAOIHKUTENBHOCTL 3aboneBaHnss WM ero npefoTBpalleHve,
peabunuTaumio, Ha CoOXpaHeHue, NpegoTBPaLLEHME UMK NPepbIBaHNe DepeMeEHHOCTY;

25) cepua nekapcTtBeHHOro cpeactBa - KOJIMMECTBO JIEKAPCTBEHHOIO cCpeacTtBa, npoudBegeHHOE B
pe3ynbTate OAHOro TEXHONMOrM4YeCKOro Lunkria ero npomnssoguntenem,

26) pernctpauuoHHOe YOOCTOBEpeHWE NeKapCTBEHHOro npenaparta - AOKYMEHT, noaTBepxaatownii dakt

www.consultant.ru Crpanvua 7 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C75441599C8B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C75441599C9B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C75441599C6B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544159ECEB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544159ECFB994F9F6511FE09DEBCAAA314ABE2639MAG

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

rocyp,apCTBeHHoﬁ perncrTpauun nekapCTtBeHHOro npenapara,

26.1) pepxatenb wnu Bnagenewl pPernmcTpauuoHHOro YAOCTOBEPEHWUs FeKapCTBEHHOro npernaparta -
pa3paboTynK NekapCTBEHHOrO CpeacTBa, NPOM3BOAUTENb NEKapCTBEHHbIX CPEACTB UMK MHOE Iopuanyeckoe nuuo,
obnaparollee NpaBoOM BrageHUsA pPerncTpaLvoHHbIM YOOCTOBEPEHMEM, KOTOpble HECyT OTBETCTBEHHOCTb 3a
kayecTBO, adppeKTNBHOCTL M 6e30nacHOCTL flekapCTBEHHOro npenapaTa;

(n. 26.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

27) perycTpaLMoHHbIn HOMep - KofoBoe 0G0o3Ha4YeHVe, NPUCBOEHHOE NeKapCTBEHHOMY Mpenapary npu ero
rocyiapCTBEHHOI perncTpaumuy;

28) obpalueHne nekapCTBEHHbIX CPeACTB - paspaboTka, AOKMUHMYECKME WCCNEeLOBaHWS, KIUHUYECKMe
nccnefoBaHusi, 9KCMepTM3a, rocyAapCTBEHHas perucrTpaumsi, CcTaHgapTu3aumsi W KOHTPOMb  KavecTBa,
Npon3BOACTBO, M3rOTOBIEHME, XpaHeHMe, nepeBo3ka, BBO3 B Poccunckyto denepaunto, BbIBO3 M3 Poccumnckon
depepauunu, peknama, OTNyCK, peanusaums, nepegaya, NPUMMeHeEHNE, YHUYTOXEHNE NEKAPCTBEHHbIX CPEACTB;

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl 0bpalleHna NnekapCTBEHHbIX CPeacTB - hmamdeckne nuua, B TOM YUCNEe UHOMBUAOYalbHbIE
npegnpuHMMaTenu, U pUaNYeckMe nuua, OCyLLEecTBrsoWmMe OesTenbHOCTb Npy obpaleHn NneKapCcTBEHHbIX
CPeAcTs;

30) paspaboTuMKk neKkapCTBEHHOr0 CpeacTBa - oOpraHusaums, obnagarowiasi npaBaMmyv Ha pesynbTaThbl
AOKIMNHNYEeCKNX VICCJ'IG,D.OBGHVIVI NNekapCTBeHHOro cpeactea, KIUMHUYEeCKUX MCCﬂeAOBaHMVI NeKapCTBEHHOro
npenapara 1 (Mnm) Ha TEXHONOIMI0 NPOM3BOACTBA FIeKapCTBEHHOIO CPEACTBa;

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

31) Npou3BOACTBO NEKApCTBEHHbLIX CPEACTB - AEATENbHOCTb MO MPOWM3BOACTBY JIEKAPCTBEHHbLIX CPeACTB
opraHusaumsiMm - NPOU3BOAUTENSIMU FIEKAPCTBEHHbIX CPEACTB Ha OAHOW CTaAuM, HECKOSNbKUX WM BCEX CTaausx
TEXHOJIOMMYECKOTro NMPOoLIecca, a Takke Mo XpaHeH o 1 peanu3aumm Npou3BeaeHHbIX NIekapCTBEHHbIX CPEACTB;

31.1) npon3BOACTBEHHas Mnowagka - TeppuTopuanbHO 060COBMEHHbIM KOMMMEKC NpoM3BOAUTENS
NeKapCTBEHHbIX CPeacTB, NpedHa3HaYeHHbI Ans BbINOMIHEHWS BCEro npouecca npou3BOACTBA JIEKAPCTBEHHbIX
CPEeACTB WX ero onpefeneHHon cTagmu;

(n. 31.1 BBegeH PepnepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JEKAPCTBEHHbIX CPEACTB - OpraHM3auusl, OCYLLEeCTBrsoWas MpPOM3BOACTBO
neKapcTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHUAMM HacToswero deaepanbHOro 3aKkoHa;

33) dapmaueBTUUeCckan OEATENbHOCTb - AEATENbHOCTb, BKMYawwaa B cebs ONToBYyH TOProeriko
NeKapCTBEHHbIMW CPEACTBAMU, WX XpaHEHWe, MNepeBO3KYy W (MNM) PO3HUYHYIO TOProBMIO JfleKapCTBEHHbIMU
npenapatamv, B TOM 4WCMEe AUCTAHUMOHHLIM CMOCOOOM, WX OTMYCK, XpaHeHWe, MNepeBO3Ky, W3rOTOBIIEHWE
neKapcTBEHHbIX NpenapaTos.;

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

34) opraHusaumua ONTOBOW TOProBMW NEKAPCTBEHHbIMM CPeacTBamy - OpraHvMsauusl, OCYLLEeCTBMSLLas
OMTOBYIO TOPrOBIIO NEeKapCTBEHHbIMIU CPeAcTBamMu, UX XpaHeHue, nNepeBo3Ky B COOTBETCTBUM C TpebGosaHusMM
HacTosiLero deaepansbHOro 3aKoHa;

35) anTeyHass opraHu3auus - OpraHusauusi, CTPYKTYpHOe noapasfeneHne MeOVUUHCKOW opraHusauuu,
OCYLLECTBNSIOLLME PO3HUYHYIO TOPFOBMIO NEKapCTBEHHbIMM Mpenapatamv, B TOM 4UCNEe AUCTaHUMOHHbLIM
CNocoboM, XpaHeHWe, NepeBO3KYy, W3roTOBMEHWE W OTMNYCK JEKAPCTBEHHbLIX NpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHUs1 B COOTBETCTBUM C TpeboBaHMsAMKN HacTosiLero degepanbHOro 3aKoHa;

(B pea. PegepanbHbIx 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

36) BeTeprHapHasi anTeyHasi opraHMsauusi - opraHusaumsi, CTPyKTypHoe noapasaeneHve BeTepuHapHOi
opraHu3aumu, OCYLIECTBIISIIOWME PO3HWYHYIO TOPTOBMIO JIEKapCTBEHHbIMU MpenapataMmd, B TOM 4ucre
AVUCTaHLUMOHHBIM CrOCOGOM, XpaHeHWe, U3roTOBNEeHME M OTMYCK JIeKapCTBEHHbIX NpenapaToB AN BETepUHapPHOro
NPUMEHeHVs1 B COOTBETCTBUM C TpeboBaHMAMM HacTosiero deaepanbHOro 3akoHa;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

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

37) danbcnduumpoBaHHoe rnekapcTBEHHOe CpeacTBO - JleKapCTBEHHOE CPeACcTBO, COMpPOBOXAaemMoe
NOXHOWM NHopMaumen o ero coctase n (Unu) NponssoguTene;

38) HGD,OGDOKa‘-IeCTBeHHOG lekapCTBeHHOEe CpeacTBO - JieKapCTBeHHOe CpeacTBO, HE COOTBETCTBYHOLLEE
TpeGOBaHMﬂM (*)apMaKOHGVIHOVI ctaTbu nNnbo B cny4vyae ee OTCyTCTBUA Tpe6OBaHI/IF|M HOpMaTI/IBHOIZ OOKyMeHTauunn
MInn HOpMaTUBHOIO OKYMEHTa,

39) KoHTpadhakTHOe nekapCTBEHHOE CPEACTBO - NEKapCTBEHHOE CPeACTBO, Haxopsuieecs B 06oOpoTe C
HapyLLEHNeM rpa)aaHCcKoro 3aKoHoAaTeNnbLCTBa;

40) OOKNUHUYECKOe WCCrenoBaHWe NeKkapcTBeHHOro cpeacTea - 6Guonorndeckue, MUKPOBUOMOrMyeckue,
MMMYHOIMOTMYECKNe,  TOKCMKOMOrMdyeckue, apmakonornyeckue, uandeckne, Xumudeckue U Opyrve
NCCNeaoBaHNA NeKkapcTBEHHOro CPeacTBa MyTeM MPUMEHEHUA Hay4YHbIX METO[O0B OLEHOK B LENsAX MonyyYeHust
[oKa3aTenbCTB 6e30MacHOCTU, kKayecTBa U aPEKTVBHOCTU NEKAPCTBEHHOIO CPEACTBA;

41) KNUHUYECKOE WCCredoBaHWE IEKapCTBEHHOrO npenaparta - U3yYeHue LUarHOCTUYECKUX, NeyvebHbIX,
npodmnakTu4yeckmx, apmakonormiecknx CBONCTB JIEKAPCTBEHHOro npenapata B MNpoLecce ero NpUMeHeHus y
YernoBeka, XXUBOTHOMO, B TOM 4MCre MPOLIECCOB BCACbIBaHUSA, pacrnpeneneHmnsi, MI3MEHEeHNs U BbIBEAEHUS, NMyTEM
NPUMEHEHNST Hay4HbIX METOLOB OLIEHOK B LENsX MNOMyyYyeHnsa [[okasatenbcTB 0e3onacHoCcTM, KayectBa MU
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenaparta, AaHHbIX O HeXenaTernbHbIX peakuusix opraHv3aMa YerioBeka,
XMBOTHOIO Ha MPUMEHEHME IeKapCTBEHHOro npenapata u o6 adypekte ero B3aMMoOOenCTBUS C OpYyrumMu
nlekapCTBEHHbIMU NpenapaTamu 1 (Mnn) NULWEBLIMWU NPOAYKTaMK, KopMamu;

42) MHOrOLEHTPOBOE KIIMHWYECKOE WCCReAoBaHWe JekapCTBEHHOrO npenapaTta Ans MeAMLMHCKOro
NMPUMEHEHMs1 - KIUHUYECKOe WCCredoBaHMe feKapCTBEHHOro npenapaTta Ans MeOWMUMHCKOTO MpUMEHeHMs,
NpoBoAMMOE pPa3paboTYMKOM feKapCTBEHHOro rnpenapata B ABYX M Goriee MeOWMUMHCKMX OpraHu3auusix no
€4VMHOMY MPOTOKOSY KIIMHUYECKOr0 NCCreaoBaHus NeKapCTBEHHOTO Nnpenapara;

43) MexayHapogHOe MHOrOLEHTPOBOE KIMHMYECKOEe WCCNedoBaHUe FeKapCTBEHHOro npenapaTa ofis
MEAMVLMHCKOrO MPUMEHEHUsT - KIIMHWYECKOe WCCreAoBaHve JieKkapCTBEHHOro npenapata Ans MeauLMHCKOro
NMPUMEHeHWsl, NMPOBOAMMOE pPa3paboTYMKOM IEeKapCTBEHHOrO Mpenapata B pPasfiMyHbIX CTpaHax no eauHoMy
MPOTOKOMY KIMHUYECKOro UCCreAoBaHus eKapCTBEHHOrO npenapara;

44) nocTperncTpaumoHHoe KIMHUYEeckoe WCCredoBaHWe NeKkapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHUS - KIMHUMYECKOE WCCReaoBaHWe IeKkapCTBEHHOro npenaparta Ons MeOWUMHCKOrO MpUMEHeHMs,
NpoBoAMMOE MPOU3BOAMTENIEM JeKapCTBEHHOro npenapara, rpaxaaHckuii oGopoT KOTOPOro OCYLLECTBRsSeTcs
nocrie rocyaapCTBEHHOW perucTpaumu, B Lensx OAOMofHWTenbHoro cbopa AdaHHbiX O ero GesonacHocTu U
3 EKTUBHOCTW, pPacLUMPEHUs] MOoKasaHWM K MPUMEHEHUI0 [OaHHOro IeKapCTBEHHOro npenapata, a Takke
BbISIBNIEHNSI HexenaTerbHbIX peakuuii NaLMeHToB Ha ero AeicTBue,;

45) nccnenoBaHve GUO3KBMBANEHTHOCTU fEKApCTBEHHOIO MpenapaTa - BUA KIIMHMYECKOrO MCCneaoBaHus
flekapCTBEHHOrO npenaparta, NpoBeAeHne KOTOPOro OCYLLIECTBASIETCA ANS ONpeaesneHnss CKOPOCTU BCacbIiBaHUS U
BbIBEAEHUS OAHOIO WK HECKONbkux obnagarowux hapMakonormyeckon akTMBHOCTBbIO AEWCTBYIOLLMX BELLECTB,
KOnuM4ecTBa JeKapCTBEHHOrO MpenapaTa, OOCTUralolWero CUCTEMHOIO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro
Mo3BOMSAIT cAenatb BbiBO4 O OMO3KBUMBANEHTHOCTU BOCMPOM3BEOEHHOINO JIEKApCTBEHHOIO npenapata B
onpefeneHHbIX NekapcTBEHHOW (hopMe U O03UPOBKe, COOTBETCTBYHOLUMX hopMe M A03UPOBKE peddepeHTHOro
flekapCTBEHHOrO npenapaTa;

(n. 45 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) vccnegoBaHNe TepaneBTUYECKOW SKBUBANEHTHOCTU NIEKAPCTBEHHBIX MpenapaTtoB - BUA, KIMHUYECKOrO
NCCrefOBaHMSA JIEKapCTBEHHbIX MpenapaToB, MpPOBEOEHNE KOTOPOrO OCYLUECTBASETCA [ON1  BbIABNEHUSI
OVHAaKOBbIX CBOWCTB fEKapCTBEHHbIX MpenapaTtoB OnNpeaeneHHon NeKapCTBEHHOW (OpMbl, a TakkKe Hannius
O[VHAKOBbLIX MokasaTenem 6Ge3onacHOCTM U 3(PPEKTUBHOCTU FEKAPCTBEHHbIX MpenapaToB, OAMHAKOBbIX
KNMHMYECKNX 3OPEKTOB NPU UX NPUMEHEHWM;

47) NPOTOKOJT KIMMMHUYECKOro UccnenoBaHna JeKapCTBEHHOro npenaparta - AOOKYMEeHT, B KOTOpPOM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

onpenendrTca Luenu, (bOprI opraHmn3auun 1 MetTogosiorma nposegeHnAa KIMHUYeCKoro uccrnegoBaHud,
cTaTucTtn4eckme MetToabl O6pa6OTKI/I pe3ynbTaTtoB Takoro nccrnegoBaHnd U Mepbl no obecneyeHunto 6esonacHocTH
(*)MSW-IGCKMX 1y, ydacTBYROLWKX B KIMMHNYECKOM nccnengoBaHun nekapCTtBeHHOro npenapara,;

48) Opowltopa uccregoBaTens - CBOOHOE M3NOXEHME pe3ynbTaToB  AOKITMHUYECKOTro MCcCnenoBaHus
NeKapCTBEHHOIO CpeacTBa WM KIMHMYECKOTO WCCMEOOBaHUSA JeKapCTBEHHOro npenapata Ansi MeauUMHCKOro
NPUMEHEHNS;

49) WHOPMALMOHHBIA NUCTOK NauMeHTa - OOKYMEHT, B KOTOPOM codepxatcsi B AOCTYMHOW dopme
cBefeHus1, KacaloLmecs NPOBOAUMOrO KINUHUYECKOrO UCCreqoBaHNs NekapCTBEHHOMO npenapaTta, Y B MMCbMEHHON
dopme [obpoBONbHOE cormacve nauueHTa Ha ydacTve B KIIMHUYECKOM WCCNefoBaHWM NeKapCTBEHHOro
npenaparta nocrne O03HaKOMIEHUS C OCODEHHOCTAMW KMMHWYECKOro WUCCMEAOBaHWS, MMEKLMMU 3HaveHue Ans
BbIPaXXEHUS Takoro cornacus;

50) noGoyHoe [feiicTBME - peakuusi OpraHuama, BO3HMKLIAs B CBS3W C MPUMEHEHWEM IEKAPCTBEHHOMO
npenapata B [03aX, PEKOMEHOYEMbIX B WMHCTPYKUUM MO €ro MpUMEHeHWo, Ans NpounakTuku, AUarHOCTUKK,
neyeHust 3aGonesaHus UnNu ans peabunurauuu;

50.1) HexenaTenbHas peakums - HenpegHamepeHHasd HebnaronpusTHas peakums opraHusma, KoTopas
MOXeT BbITb CBA3aHa C NPMMEHEHNEM NEKAPCTBEHHOIO Npenapara;
(n. 50.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbe3Has HexxenaTtenbHas peakuus - HexxenaTtenbHas peakunsi opraHnuama, CBsidaHHasi C MPUMEHEHNEeM
nekapCTBEHHOro npenapaTa, NpuBeALwas K CMepTu, BPOXKAEHHbIM aHOManusaM WM nopokam passutus nnbo
npeacraendawoowas cobon yrposy >KusHu, Tpedyolwasi rocnuTanu3auum wnu npuBedlwasl K CTOMKOM yTpaTe
TPyAOCNocoBHOCTM 1 (M) MHBANMAHOCTY;

52) HenpenBuaeHHas HexenaTtenbHas peakuusi - HexenaTernbHas peakumsi opraHuaMa, KoTopasi cBsidaHa ¢
NMPUMEHEHMEM JIEKapCTBEHHOTO Mpenapata B [03aX, PEKOMEHAYEMbIX B MPOTOKONE €ro  KIMHUYECKOro
nuccnenosaHusi, Opowlope wuccnegoBaTtensi, WMNUM C NPUMEHEHUEM JleKapCTBEHHOrO Mpenapata B [03ax,
pPEKOMEHAYEMbIX B MHCTPYKLMM MO €r0 NPUMEHEHNIO AN NPodUNakTUKK, ANarHOCTUKN, NedeHns 3abonesaHns unm
MEOWLMHCKON peabunutaummM nauueHTa, M CYLHOCTb, TSKECTb WIIM  WUCXOL KOTOPOW HE COOTBETCTBYET
nHopMaLmMM O NEeKapCTBEHHOM MpenapaTe, COAepXalleicss B MPOTOKOME €ero KIMHUYECKOro UCCrenoBaHus,
GpoLutope nccnegosaTtens Unu B UHCTPYKLUM MO NPUMEHEHWIO NIEKAPCTBEHHOMO Npenapara;

(n. 52 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BuA AEATENbHOCTU MO  MOHWUTOPUHIY 3QdEKTMBHOCTM UK Be3onacHocTU
NeKapCTBEHHbIX MpenapaToB, HaMpaBfeHHbIA Ha BbIIBMNEHWE, OLEHKY M MpedoTBpalleHue HeXenaTerbHbIX
nocrneacTBUA NPUMEHEHNS NEKAPCTBEHHbIX NPenapaTos;

(n. 52.1 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaeneHus puckamu - NOAPOOHOE onucaHve MeponpusaTUA no  dapmakoHaa3opy,
HanpaeBreHHbIX Ha BbISIBNEHWE, OLEHKY W NpedoTBpalleHMe WM MUHUMWU3AUUIO PUCKOB, CBSI3aHHbIX C
neKapcTBEHHbIMM NpenapaTamu, BKoYasi OLEHKY 3hEKTUBHOCTUN AaHHbLIX MEPOMNPUATUI;

(n. 52.2 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumevaHmve.
C 01.03.2025 B n. 53 cT. 4 BHocATCA nameHeHust (O3 ot 30.12.2021 N 463-D3).

53) peuenT Ha NekapCTBEHHbIN NpenapaTt - MEQULUHCKUA AOKYMEHT YCTaHOBNEHHON (hOpMbI, COAepKaLLmn
HasHa4yeHWe NeKapCTBEHHOro npenapaTa AMs MeAULMHCKOrO NMPUMEHEHUS, Bbl4aHHbIN MEANLMHCKMM PabOTHUKOM
B Lensx OTrycKa NeKapCTBEHHOro npenaparta WM ero U3rotoBrneHust U OTnycka Ha OymakHOM HocuTene unm ¢
cornacus naumeHTa Unu ero 3akoHHOro MnpefcTaBuTens B hOpMe SMEKTPOHHOTO OOKYMEHTA, NOAMMCaHHOro C
NCMOSMb30BAaHNEM YCUIEHHOW KBanuULUMPOBAHHON 3EKTPOHHOM MOAMUCUM MEeAMUMHCKOro paboTHuka, nubo
OOKYMEHT YCTaHOBITEHHOM (DOpPMbI, COOEpXallMi HazHaAYeHWe NeKkapCTBEHHOrO npenapata And BeTepUHapHOro
NPYMEHEHMS!, BbiAaHHbIA CMEeLManmMcTom B 0b6nacTu BeTepMHapUn B LIENSX OTNycKa JIEKapCTBEHHOro npenapata
WK ero N3roTOBIEHNS U OTMYCKa Ha ByMaXHOM HocUTene;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(B pea. PepepanbHbIx 3akoHOB 0T 29.07.2017 N 242-3, ot 02.08.2019 N 297-93)

KoHcynbTaHTlnoc: npuMeyaHue.
C 01.03.2025 n. 54 cT. 4 n3naraetcsa B Hoow pegakumm (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHWe MeOMUMHCKOM OpraHusauuv, BeTepuHapHOW opraHuM3auum - LOKYMEHT YCTaHOBMEHHON
dopMbl, KOTOpPbIV BbIMMCAH MEeOULMHCKAM paboTHUKOM UMK crneLmanicToMm B obrnactv BeTepUHapu1, UMeoLLMM
Ha 9TO NpaBo, U COAEPXKUT B MUCbMEHHON hopMe yKasaHue anTeyHoW opraHv3auum unn BeTepuHapHon anTevyHown
opraHusaumm 06 OTnycke NekapCTBEHHOro npenaparta MM O ero U3rotoBneHnnM u o6 otnycke ana obecneyeHus
ne4ebHOro npotecca B MEAMLMHCKON OpraH13aLumn, BeTEPMHApHON opraHu3auuu;

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

55) komnnekcHas oLeHKka NekapCTBEHHOro npenapata - OueHKa 3aperMcTpupoBaHHOrO NeKapCTBEHHOro
npenapara, Bkmovawwas B cebs aHanua uHpopmMauMu O CPaBHUTEMbHOW KIUMHUYECKON 3(PdEKTUBHOCTU U
6e30nMacHOCTM NEeKapCTBEHHOrO npenaparta, OLEHKY 3KOHOMMWYECKUX MOCMEACTBUN €ro NpUMEHEHUsi, nsydeHve
OOMOMHUTENbHBIX NOCNeacTBUA NPUMEHEHUST NEKapCTBEHHOro npenapata B Uensx MNpUHATUS pelleHni o
BO3MOXHOCTU BKIMIOYEHWUS FEeKapCTBEHHOrO Mnpenapata B NepeyeHb >KU3HEHHO HEeOOXOOUMbIX W BadKHEMLUMX
nekapCTBEHHbIX NpenapaTtoB, HOPMAaTMBHbIE MPaBOBble akTbl M WHble OOKYMEHTbI, Onpeaensiolme nopsgok
OoKasaHWsi MeAMULMHCKON NMOMOLLM, UMW UCKITIOYEHNS €70 U3 yKa3aHHbIX NepeyHsl, akToB U JOKYMEHTOB;

(n. 55 BBegeH PeagepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

56) cncrtemMa MOHUTOPUHIa AOBUWXEHUA INeKapCTBEHHbIX npenapatoB AnAad MeauuUMHCKOro npuMmeHeHua -
dedepanbHas rocygapcTtBeHHas WHAOPMALMOHHas CUCTeMa MOHUTOPWHIa  OBWXKEHUS  NeKapCTBEHHbIX
npenapaTtoB A5 MEAVLMHCKOTO NMPUMEHEHMWS OT NPOU3BOAMUTENS 40 KOHEYHOrO NOTPEOUTENS C UCMONb30BaHUEM B
OTHOLLIEHWM NEKAPCTBEHHbIX NpenapaToB AN MEAULIMHCKOrO NPUMEHEHWS CPeaCcTB MOEHTUMUKALIMN.

(n. 56 BBegeH depepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

aea 2. MONNHOMOYUA ®EQEPAJIbHLIX OPTAHOB MCI'IOHHMTEJ'IbI-JOVI .
BINNACTW, OPTAHOB UCMNOJNHUTENBbHOWU BJIACTU CYBBEKTOB POCCUUCKOU
SEOEPALUN NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB

Cratba 5. lNonHomouusa epepanbHbIX OPraHOB WCMOJNIHUTENbLHOM BRacTM npu obpaleHun
NeKapcTBEHHbIX CPeAcTB

K nonHomouunsam degepanbHbiX OpraHoB MCMONMHUTENBHON BNAcTM Npu obpalleHnn NekapCTBEHHbIX CPEeACTB
OTHOCATCS:

1) npoBeageHne B Poccunckon denepauumn eguHon rocyaapCTBEHHOM NOMUTUKM B obnactn obecneveHus
rnekapcTBeHHbIMM Npenapatamu rpaxaaH B Poccuiickon Peagepaumu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) ytBEpxKOeHWE OOWKUX dapMakonenHblx ctaTer, hapMakonemnHbiX CTaTel, usgaHue rocyaapCTBEHHON
dhapmakoneu, co3gaHue U BedeHne peectpa oapMakonenHbIX CTaH4apTHbIX 06pasLoB;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyuwiecTBneHve enepanbHOro rocyaapCTBEHHOIO KOHTponsi (Hagsopa) B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB;
(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, ot 11.06.2021 N 170-3)

4) nuueH3nMpoBaHMe NPOM3BOACTBA JIEKaPCTBEHHbBIX CPEACTB, B TOM Yncne denepanbHbli FOCYAapCTBEHHbIN
NNLIEH3NOHHBIN  KOHTPOMb  OEATENbHOCTM MO  MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB, Mepuogudeckoe
noaTBEPXXAEHNE COOTBETCTBUS NMLIEH3NAaTa, UMEIOLLIEro JIMLIEH3UIO HAa MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTs, U
dhapMaLeBTUYECKON AeATENbHOCTM B COOTBETCTBUN C 3aKoHOA4AaTeNbCTBOM Poccunckon ®enepaumy;

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

5) opraHn3auuna 3KCNnepTu3bl JNeKapCTBEeHHbIX CPeacTB, 3TUYECKON 9KCNePTU3bl BO3SMOXXHOCTWU NpoBEOEHUA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

KMMHWYECKOro WCCrefoBaHWA fekapCTBEHHOro mnpenapata Ans  MeOUUMHCKOrO NPUMEHEHWs, 9KCNepTu3bl
OOKYMEHTOB, NPEeACTaBMNeHHbIX AN onpeaeneHns BO3MOXHOCTM paccMaTpuBaTth fieKapCTBEHHbIN npenapat ans
MEOWLIMHCKOTO MNPUMEHEHUst MpW FOCYAapCTBEHHOW perucTpauuM B kadecTBe OpchaHHOro rekapcTBEHHOro
npenaparta;

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

5.1) opraHusauusi nposedeHUs] KOMMMEKCHOW OLEHKW feKkapCTBEHHOro npenapata B Uensx MNpuHATUA
PELUEHNA O BO3MOXHOCTW BKIMOYEHWSI NEKAPCTBEHHOrO MnpenapaTa B MepeyeHb >XU3HEHHO HeobXOAMMbIX M
BaXKHEWLLNX NeKapCTBEHHbIX NpenapatoB, HOPMaTUBHbIE MPaBOBble aKTbl U MHble AOKYMEHThI, onpegensiowune
nopsigoK okasaHWs MeguUUUHCKON MOMOLLW U UCKIIOYEHUS ero U3 yKa3aHHbIX NepeYHsl, akToB 1 JOKYMEHTOB;

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

6) Bblaa4va pa3peLueHm71 Ha npoeseaeHne KInNMHN4YeCKnx nccrnegoBaHuin NekapCTBeHHbIX npenapartos, BeaeHune
peecTpa BblAaHHbIX paspemeHMVl Ha nposegeHune KnnHn4ecknx nccnegoBaHuin J1eKapCTBEHHbIX NpenapaTtos;

7) rocynapcTBeHHas perucTpauus nekapCcTBEeHHbIX MpenapaToB, BedeHWe roCyAapCTBEHHOro peectpa
neKkapcTBEHHbIX CPpeacTs;

8) opraHmnsauus u (Mnu) npoBegeHNe NHCNEKTUPOBaHUSA CyObeKTOB 0bpaLleHNst NekapCTBEHHbIX CPeacTB Ha
COOTBETCTBME NMpaBunam Hagnexatwien nabopaTopHON NpakTUKK, Npasunam Haanexaiien KnMHUYecKom NpakTukm,
npaBunaMm Haanexawlenh npakTUKM XpaHeHWs M MNepeBO3KM NeKapCTBEHHbIX npenapatoB AN MeOULUHCKOro
NPUMEHEHWs, NpaBunam XpaHeHUs feKkapCTBEeHHbIX CPeaCTB AN BETEePMHaPHOro MPUMEHEHWs, npasunam
Hagnexawien gucTpmMbbIOTOPCKON NPAKTUKX, NpaBunamM Hagnexalen ante4yHon NpakTukuy;

(B pea. PegepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 28.04.2023 N 171-93)

8.1) opraHmsauusa u (Unu) NpoBegeHNE UHCMEKTUPOBAHMSA CyOBHEKTOB 0bpalLeHMs NTIEKapCTBEHHbIX CPEACTB
Ha CoOTBETCTBME TpeboBaHMAM MpaBuil Hagnexaillenh NPOU3BOACTBEHHOW MPaKTWMKW, Bblgaya 3akuYeHurn o
COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBurl Hagnexallen npou3BOL4CTBEHHON
NPaKTUKW;
(n. 8.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTtaHoBnNeHne nopsaka Be4eHMS U BeAEHWE roCyaapCTBEHHOMO peecTpa 3akniyeHnin O COOTBETCTBUM
NPOWN3BOAMTENS NIEKaPCTBEHHbIX CPeaCcTB TPEOOBaHMAM NpaBui Hagnexallen NPoU3BOACTBEHHON NPAKTUKY;
(n. 8.2 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocygapcTBeHHasi perMctpaumsi npedenbHbiX OTMYCKHbIX LEeH Mpou3BoAuTENelr Ha NeKkapCTBEHHble
npenapaTtbl, BKMIOYEHHbIE B MEpPeYeHb XU3HEHHO HEeoOXOOUMbIX W BaXKHEMLMX NeKapCTBEHHbIX NpenapaToB, U
BEAEHNE TrOCyQapCTBEHHOro peecTpa npedenbHbIX OTMAYCKHbIX LEeH MNpovM3BOAMTENEN Ha NeKkapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NepeYeHb KU3HEHHO HEOOXOANMbBIX U BaXKHENLLUX NEeKapCTBEHHbIX NPenapaTos.;

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

9.1) cornacoBaHvMe TMPOEKTOB pPELIEHUA OpraHoB WCMOMHUTENBHOM BnactM cybbekToB Poccuiickomn
depepaumm 06 yctaHOBNEHUM U (UNKN) U3MEHEHUWN MPEAEerbHbIX pa3MepoB ONTOBbIX HaAbaBoOK M MpefenbHbIX
pasmMepoB PO3HUYHBLIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENSIMU
NeKapCTBEHHbIX MpenapaToB, Ha NekapCTBEHHbIE NpenapaThl, BKINOYEHHbIE B NepeYeHb KNU3HEHHO HeoBXoaAMMbIX
N BaXKHEWLUNX NEKapCTBEHHbIX NPenapaTos.;

(n. 9.1 BBegeH ®epepanbHbiM 3akoHoM OT 13.07.2015 N 241-93)

10) Bbl@aya, ycTaHOBMNEHME MopsidKa Bbl4ayn pas3peLleHnst Ha BBO3 KOHKPETHOM MapTUM NeKkapCTBEHHOrO
cpenctBa B Poccunckyo degepaumio;
(n. 10 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOBMEeHME nopsigka Bblgadn U OpMbl OOKYMEHTa, KOTOPbI MOATBEPXAAET, YTO
NpOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata Afisd MeOUUMHCKOTO MPUMEHEHMST OCYLLECTBIIEHO B COOTBETCTBMU C
TpeboBaHMsIMM MpaBUN Haanexawen npou3BOACTBEHHOM MPaKTUKM UMW 4YTO JIEKapCTBEHHLIM npenapaTt Ans
BETEPMHAPHOIO NPUMEHEHNsT gonyLeH K obpalueHunio B Poccunckon degepaunm, 1 NOgIeXUT NpegcTaBneHunto no
TpeboBaHMIO YNOSTHOMOYEHHOMO OpraHa CTpaHbl, B KOTOPYIO BBO3WUTCS NEKAPCTBEHHBIN Npenapar;

(n. 10.1 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa ot 02.08.2019 N
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

297-03)

10.2) Bbigava, ycTaHoBrEeHNe nopsigka Bbigadn M opMbl JOKYMEHTA, codepXallero cBeAeHUss 0 cTaamsax
TEXHOMOMMYecKoro npouecca nNPOU3BOACTBA FEKapCTBEHHOTO cpeactsa Ans  MeAULUMHCKOro  MpUMEHeHMs,
OCYLLECTBNSIEMbIX Ha TeppuUTopun EBpasninckoro 3kKOHOMMYECKOro Coo3a;

(n. 10.2 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pen. PegepanbHoro 3akoHa oT 13.07.2015 N
241-93)

11) co3gaHue CoBETOB MO BOMpocaMm, CBA3aHHbIM C 0OpalleHMeM NeKapCTBEHHbLIX CPEACTB;
12) aTTectaumsa n ceptudmkauma cneumnanmcTos;
13) ytpatvn cuny ¢ 1 ceHTsi6ps 2013 roga. - PegepanbHbin 3akoH ot 02.07.2013 N 185-03;

14) ocywiecTBneHne hapmakoHag3opa;
(n. 14 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtne B MexayHapogHOM COTPYAHNYECTBE;

16) nonyyeHne no 3anpocam yrnorTHOMOYEHHOro oeaepanbHOro opraHa UCMOMHUTENBHON BNACTU OT OPraHoB
NCMNoMnHUTENBHON BNacTu cybbekToB Poccuickon degepaunm, a Takke OT CybbekToB obpalleHns nekapcTBEHHbIX
CpeacTB AN MeOUUMHCKOTO MPUMEHEHUs MHGOpPMauuM Mo BOMPOCaM YCTAHOBMEHUSI M MPUMEHEHWS LEeH Ha
neKkapcTBeHHbIe nNpenapaTbl U HagbaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHWe 3akoHogaTtenbcTBa Poccuiickon ®epepauuu;

18) yTBepXOeHWe npaBun Hagnexawen nabopaTopHOW MPakTUKW, NpPaBWUi Hagnexawlen KInMHUYeCKon
NPaKkTUKK, NPaBWUi Haanexalwlen NPOM3BOACTBEHHOW MNPAKTUKW, MPaBWN Hagnexawlen NpakTUKW XpaHeHus |
NMepeBO3KN JeKapCTBEHHbIX NpPenapaTtoB Ans MEOULMHCKOTO NPUMEHEHUs, MpaBuil XpaHEHUs NEKApCTBEHHbIX
CpeacTB [ONs BETEPUMHAPHOTO MNPUMEHEHUsl, NpaBWui  Hagnexawen AUCTpUObLIOTOPCKON MPaKTUKK, MNpaBui
Hagnexallen anTe4yHon NPakTUKW, NpaBuIl Haanexatuen nNpakTMku oapMakoHaasopa fiekapCTBEHHbIX NpenapaTos
ONst MEOVNLIMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHoro 3akoHa ot 28.04.2023 N
171-93)

19) ycTtaHoBneHue nopsgka OpPMUPOBAHUSA PErMCTPALMOHHOIO AOCbEe Ha JIeKapCTBEHHbIN Npenapart u
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepXOeHWe MpaBuil pauuoHanbHOro BbibOpa HaMMEHOBAHUIM IEKAPCTBEHHbIX NpenapaToB Ans
MEONLIMHCKOrO NPUMEHEHWS;
(n. 20 BBegeH PeagepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXAEHME NEPEYHS HAUMEHOBAHMWIN NEKapPCTBEHHbIX OPM;
(n. 21 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

22) ytpaTtvn cuny ¢ 1 mapta 2020 roga. - PegepanbHbii 3akoH oT 27.12.2019 N 475-03;

23) yTBEepxaeHne TpeboBaHWn K MHCTPYKLUMM N0 MEAULIMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHBLIX NpenapaToB M
K MHCTPYKLMWN MO BETEPUHAPHOMY MPUMEHEHMIO NEKAPCTBEHHbIX NPenapaTos;
(n. 23 BBegeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

24) NpUHATUE PELLUEHUN, SBNSAIOLUXCA OCHOBAHMSAMU ANS BKIOYEHUS JOMEHHbIX UMEH U (MnK) yKasaTenen
CTpaHuy, canWToB B MH(OPMAaLMOHHO-TENEKOMMYHUKALMOHHON ceTn "WHTepHeT", a Takke ceTeBblX aapecoB B
€[VHYI0 aBTOMaTU3MPOBAHHYID WHMOPMALMOHHYIO cucteMy "EAWHBIA peecTp AOMEHHbIX WMEH, ykasaTtenen
CTpaHuy, canWToB B WH(OPMALUOHHO-TENEKOMMYHUKALUMOHHON ceTn "WHTepHeT" u ceTeBblX aapecos,
No3BOMAIWMNX UAEHTUPULMPOBATL CalTbl B UHPOPMALUNOHHO-TENEKOMMYHUKAUUOHHOW ceTn  "WIHTepHeT",
cogepxalume nMHdopmMauuo, pacnpocTpaHeHne koTopon B Poccuiickon depepauumn 3anpeleHo", B OTHOLLEHUN
MHopmauun, cogepallen NpeanoXxeHne 0 poO3HUYHOW TOProBIie NEKapCTBEHHLIMM NpenapartaMu, B TOM Yuchne
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

ONCTaHLUMOHHBIM CMOCOOOM, PO3HWYHAA TOProBMiS KOTOPbIMW OrpaHMyeHa wnu 3anpelleHa B COOTBETCTBUM C
HacToswmnm denepanbHbIM 3aKOHOM, M (MnK) MHopMaLMK, coaepXallen npeanoXeHne O PO3HUYHOW TOProene
neKkapcTBEHHbIMW npenapaTamu, B TOM YMCNe AUCTaAHLMOHHBIM CMOCOOOM, NULaMu, He UMEOLLMMU MULEH3NN U
pa3peLUeHnNs Ha OCYLLLECTBMEHME Takon AeATeNbHOCTW, ECNN NOMyYeHne NMUEH3NM U paspeLleHns NpeayCMOTPeHo
3aKoHOOaTeNbCTBOM 06 obpalleHun nekapCTBEHHbIX CPEACTB;
(n. 24 B pea. ®egepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspelleHui Ha BBOA4 B rpaXAaHCKMn OOOPOT MMMYHOOMOMOrMYecKUX rekapCTBEHHbIX
npenaparos.
(n. 25 BBegeH PeagepansHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoc: npumedaHue.

Ct. 5.1 pacnpocTpaHsieTcs Ha MOMHOMOYKS, KOTOpble He nepefdaHbl ONs  OCYLLECTBREeHUs opraHam
rocyaapCTBEHHOW Bnactu cyobektoB P® ©n opraHamMm MeCTHOro camoynpaBfeHUsi COOTBETCTBYHOLLMMMN
denepanbHbeiMy 3akoHamu (O3 ot 13.07.2015 N 233-93).

Cratba 5.1. lNepepaya ocywecTBNEeHUsi NOMHOMOYMW dhbeaepanbHbIX OPraHOB WCMONMHUTENbHOMN
BNactTu npuv obpalweHun neKapCTBEHHbIX CPeAcTB opraHaMm WCNOSNIHUTENbHOW BracTu CcybbekToB
Poccuiickon Penepauum

(BBegeHa PenepanbHbiM 3akoHOM oT 13.07.2015 N 233-03)

MonHomoumnsa dedeparnbHbIX OpraHOB UCMOMHUTENbHON BRacTu nNpu obpalleHny NnekapcTBEHHbIX CpeacTs,
npenycMOTpeHHble HacTosiwum PefepanbHbiM 3aKOHOM, MOTYT nepedaBaTbCs OJ1S1 OCYLLECTBIEHUs opraHam
ncnonHuTENbHOM Briactn cybbekTtoB Poccuiickon depepaumm noctaHoBnenuamu [MpaeButenbctBa Poccuinckon
depnepaumm B nopsigke, ycraHoBrneHHom PepepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 obwmx
NpvHUMNax opraHnsauun 3akoHogaTemnbHbIX (MpeacTaBUTENbHbBIX) U UCNOMHUTENBHBLIX OPraHOB roCyA4apCTBEHHON
Bnactu cybbektoB Poccunckon denepaumn’.

Cratba 6. NonHomouus opraHoB UCNOJNHUTENbLHOM BrnacTu cybbekta Poccuiickon Pepepauum npu
obpalleHun nekapcTBeHHbIX CPeAcTB

K nonHomMoumusim opraHoB McnonHuTenbHon Bnactu cybbekta Poccuiickon depepaumm npu obpalleHum
NeKapCTBEHHbIX CPeACTB OTHOCSITCS:

1) paspaboTka M peanmsauus perMoHanbHbIX MporpaMm obecrneyeHnst HaceneHust nekapCTBEHHbIMU
npenaparamu;

2) ycTaHOBIEeHVWe npenerbHbIX pa3vMepoB OMTOBbIX HadbaBoK W npefenbHbiX pa3MepoB PO3HUYHBIX
Han06aBoK K DAaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbLIM NMPON3BOAUTENSAMW JIEKAPCTBEHHbIX NpenapaToB, Ha
NeKapCcTBEHHble MNpenapaTbl, BKIOYEHHbIE B NMEpPeYeHb KU3HEHHO HEOBXOOUMbIX M BaXKHEWLLMX NEeKapCTBEHHbIX
npenaparos;

3) ocyLlecTBMNEHNE PErMOHaNbHOro rocyaAapCTBEHHOMO KOHTPONS 3a NPUMEHEHWEM LIEH Ha NEKAPCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MEPEeYEeHb XXM3HEHHO HEOOXOAMMBLIX WM BaXKHEMLUMX FEKapCTBEHHbLIX MpenapaTos,
opraHuM3auMsiMm  ONTOBOWM  TOPrOBMM  NEKAapCTBEHHbIMW  CPEACTBaMM,  anTeyHbIMW  OpraHM3auusiMu,
WHAMBMAOYANbHLIMU  NPeanpUHUMaTENSIMK, UMELWMMN  NULEH3MI0 Ha apmaueBTUYeCKYl0 OeAaTenbHOCTb,
MEONLIMHCKUMW  OpraHm3auusiMn, MMELWUMN  JNIMLEH3NIO  Ha  (apMaueBTUYECKYD OesATENbHOCTb, U KX
0bocobneHHbIMM  noapasgenenvsamu  (ambynatopusmn,  denbawepckumMn 1M denbaLIepCKo-aKyLLEepCKUMM
NyHKTamMK, LeHTpamu (oTaeneHmsiMun) obLiern BpayebHoW (CEMENHOW) NPaKTUKM), PacnONOXEHHbIMU B CEMbCKMX
HaceneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTey4Hble opraHu3auum;

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, ot 27.12.2019 N 475-93)

4) npuHATUE pelleHns 06 Mcnonb3oBaHWM Ha TeppuTopum cybbekta Poccuickon depepauum Hapagy C
peuenTaMy Ha rekapcTBEHHble npenapaTbl, OMOPMIEHHbBIMM Ha OyMaXXHOM HocuTene, peLenToB Ha
nekapcTBeHHble npenapaThbl, CHOPMUPOBAHHBIX B DOPME 3MEKTPOHHBLIX JOKYMEHTOB.

(n. 4 BBegeH PenepanbHbiM 3akoHOM OT 29.07.2017 N 242-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Masa 3. FTOCYOAPCTBEHHAA ®APMAKONEA
Crartbs 7. PaspaboTka u usgaHue rocyaapcTtBeHHou ¢papmakoneu, pasmelleHne faHHbIX O Her

1. Mog rocypoapcTBeHHOW dhapMakorneeln mnoHMMaeTcs cBoA oOOWux gapMakonenHblXx cTaTed w
dhapmMakonenHbIX cTaTen.

2. PaspaboTka obwux dapmakonerHbix ctatein n dpapMakonenHbix cTaten, B TOM yucre apmakonenHbix
cTate Ha (hapMakonerHble CcTaHAapTHble o6pasubl, M BKMOYEHWME WX B rOCYAApCTBEHHYI0 dhapMakonero
OCYLLECTBNAITCA B MNopsake, YCTAHOBMEHHOM YNOMHOMOYEHHbIM dedepanbHblM  OpraHOM  UCMONMHUTENLHON
BNacTu.

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

3. PaspaboTka chapMakonenHon ctaTbl Ha pediepeHTHbIN NEeKapCTBEHHLIN npenapaTt M BKIHOYEHUE ee B
rocygapcTBeHHY hapMakomnelo B TeYeHe Cpoka AeNCTBUS 3allMTbl UCKMIOYUTENBHOrO Npaea, ygoCTOBEPEHHOro
naTeHTOM Ha pedpepeHTHbIV NeKapCTBEHHbIN NpenapaT, OCYLLECTBMNAITCSA C cornacusi ero paspaboTtyuka.

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

4. locypgapctBeHHasa dhapmakones nsgaeTcs YNonHOMOYeHHbIM defeparnbHbiM OpraHoOM MCMONTHUTENbHOM
BMacTu 3a cYeT CpeAcTB dhedepansHOro bogketa u NoanNexuT nepensgaHnsamM He pexe YemM OfuMH pas B NATb NeT,
B Nnepuog mexagy KOTOpbIMU M3OalTCs MPUMOXEHUs K rocyaapCTBEHHOW dhapmakornee, copepxaline obuine
hapmakonemnHole cTatb K (UNu) papmakonenHble CTaTbW, YTBEPXKAEHHbIE MOCMe WM3gaHus unu nepensgaHus
rocygapcTBeHHON hapmMakoneun.

5. YnonHoMoOuYeHHbIW benepanbHblii  OpraH  WUCMOMHUTENbHOM  BracTM  pasMmellaeT AdaHHble O
rocyaapCTBEHHON bapMakonee M NPUNOXEHUAX K HeM Ha cBoeM odmumanbHoMm canTte B cetu "/HTepHeT" B
YCTaHOBIIEHHOM MM MOPSOKE.

Mnaea 4. IMUEH3UPOBAHUE NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB
U ®APMALEEBTUYECKOW OEATENBHOCTU, FOCYOAPCTBEHHbIA KOHTPOIb
(HAQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JluueH3npoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB U hapmaueBTUYECKON
AeATenbHOCTU

1. JlnueHanpoBaHME NPOU3BOACTBA JIEKAPCTBEHHLIX CPeACTB W (hapMaueBTUYECKON AesTENbHOCTU
OCYLLECTBNAETCA B COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon Gegepaumn.

2. O6sizaTenbHbIM YCIOBUEM TMPEOOCTaBMNeHMs JIMUEH3UMM Ha MNPOW3BOACTBO J1EKAPCTBEHHbIX CPeacTB
ABMSIETCS MPUIIOKEHNE K 3asiBMEHWIO coucKaTensl NULEH3NM MepeyvHsl rekapCTBeHHbIX ¢hopM U (Mnu) BMOOB
hapmaueBTUYECKUX CYGCTaHLMIM, KOTOPbIE NPOU3BOANTESNb JTIEKAPCTBEHHBLIX CPEACTB HAMEPEH NMPOU3BOANTb.

3. B cnyyae HeobXxoAMMOCTWM paclUMpeHUs MNPOU3BOACTBA JEKapCTBEHHLIX CPEACTB 3@ CYET HOBbIX
neKapCTBEHHbIX (POPM M BUAOB (hapMaLEBTUYECKNX CyOCTaHLMI NPOM3BOANTENb NIEKAPCTBEHHBLIX CPEACTB AOSMKEH
nogaTb B JULEH3UPYIOLNA OpraH 3asiBlieHWe O BHECEHWM W3MEHEHWA B PEECTP FMLUEH3WNIA Ha MpouM3BOACTBO
neKkapCTBEHHbIX CPeacTB.

(B pea. PegepanbHbix 3akoHoB oT 02.08.2019 N 297-93, ot 11.06.2021 N 170-93)

4. JlMueHsnmsa Ha nNpoOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB (thbapmaueBTuyeckon cybcTaHumm cnupta
3TUIOBOrO (3TaHorMa) Bbl4aeTcs Npy YCIOBMU HaNU4Ms y opraHn3auum Ha npase COBCTBEHHOCTU, XO3ANCTBEHHOIO
BEAEHUS WM OMEPaTMBHOIO YMpaBlEeHWs OCHOBHOIO TEXHOMOMMYECKOro obopyooBaHUA Ansi NpoM3BOACTBA
3TUNOBOrO CrMpTa, 3aperMcTpMpoBaHHOIO B COOTBETCTBUMM CO cTaTben 14.1 ®epepanbHOro 3akoHa ot 22 Hos16psi
1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHMU MNPOM3BOACTBA U obopoTa STUNOBOrO CNuUPTA,
ankorofibHOM W CNMPTOCOAEPXKALLEA MpodyKuMm M 00 orpaHudeHun notpebrneHnst (pacnuTusi) ankorosibHon
npoaykuun”.

(4acTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

CratbAa 8.1. OcCOGeHHOCTM nULEH3MPOBaHWA MNPOU3BOACTBA JIeKapCTBEHHbIX CpeAcTB
(dbapmaueBTMUHECKOM Cy6CTaHLMM CMpTa 3TUNOBOrro (3TaHoNa)
(BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

1. OevicTBre NULIEH3MN Ha NPOU3BOACTBO NEeKapCTBEHHbIX CpeacTB (dhapmaLeBTMHEeCcKon cybcTaHuum cnupTa
3TMNOBOro (3TaHona) NMpUoCTaHaBNMBAETCA B YacTW MpaBa Ha NPOM3BOACTBO (hapmaleBTUYecKon cybcTaHumu
cnupTa STUNOBOroO (3TaHona) fMUEH3UPYIOLWMM OpraHoMm B crnyyasix, onpegeneHHbix ctatbert 20 degepanbHoOro
3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAEMbHLIX BUOOB AEATENbHOCTU", a Takke Ha CPOK
NPUOCTaHOBNEHUS  OENCTBMA  NULUEH3UWM Ha NpoOM3BOACTBO  3TUMOBOrO  CnNupTa Ans  NPOV3BOACTBA
dapmaueBTMYeCKOn cybCTaHUMM cnupTa STUMOBOrO (3TaHomna), Bbi4aHHOW B cooTBeTCcTBUM ¢ PegeparnbHbIM
3aKOHOM OT 22 Hosdps 1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHuM Mpou3BoAcTBa M obopoTa
3TMNOBOrO CNMPTa, arnkoroflbHOW U CnupTocoAepKallen npoayKumm n 06 orpaHudeHun noTpebneHus (pacnutms)
ankorosibHoOM npogyKuun'.

2. [evicTBME NULIEH3MN HA NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB (chapMaLeBTMYECKON cybcTaHLmm cnupTa
3TMNOBOro (STaHomna) B 4acTM MpaBa Ha MNPOWM3BOACTBO (hapMaueBTMYECKON CyOCTaHuMM cnvpTa 3TUITOBOro
(3TaHona) npekpawiaeTca NULEH3UPYIOLUM OpraHoM B criyyasx, onpegeneHHblx cratbenn 20 degepanbHoOro
3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHuM OTAENbHbIX BUAOB AEATENbHOCTU", a Takke C AaTtbl
npekpaLweHs UnNn aHHynMpoBaHUS OENCTBUSA NULEH3UN Ha NPOM3BOACTBO 3TMMOBOrO CNupTa Ans NPOM3BOACTBA
dhapmaLeBTMYeckon cybcTaHumm cnupTa 3TUNOBOro (3TaHomna), BblgaHHOW B cooTBeTcTBUM ¢ PeaeparnbHbIM
3aKOHOM OT 22 Hosbps 1995 ropa N 171-93 "O rocygapcTBEHHOM perynupoBaHuyM npoussBoacTsBa M 0bopoTa
3TUMOBOrO CNMpTa, arnkororbHOM U CiMpTOCOAepKallen NpoaykumMn u ob orpaHnyeHnr noTpebrneHns (pacnuTns)
ankorosnbHOM npogyKuun'.

KoHcynbTaHTlntoc: npumevaHme.
Ct. 8.2 Ha TeppuTopusix [JoHeukon HapogHon Pecny6nvkn, JlyraHckon HapogHon Pecny6nuku, 3anopoxckon
obnactn, XepcoHckorn obnactu npumeHsietca ¢ 01.09.2024 (®3 ot 04.08.2023 N 428-D3).

Cratba 8.2. OcoGeHHOCTU nUUEH3MpOBaHMA apMaueBTUYECKON [OeATeNIbLHOCTM B 4acTu
OCyLLeCTBIIEHUAA ONTOBOW TOProBfiv NIeKapCTBEHHbLIMU cpeAcTBaMu
(BBegeHa PegepanbHbiM 3akoHOM OT 04.08.2023 N 428-03)

1. [denctBme nuueH3nn Ha hapMaueBTUYECKY0 OEATENbHOCTL B YaCTM OCYLLECTBIIEHMS ONTOBOW TOProBnu
NEeKapCTBEHHbIMW CpeACTBaMU ONS1 MEOMLMHCKOTO MPUMEHEHUS MpekpallaeTcsl NULEH3MPYHOLWMM OpraHoM B
cnyvasix, onpegeneHHbix ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3mMpoBaHum
OTAENbHbLIX BUAOB AEATENBHOCTU", @ TaKKe MO PELUEeHNIO NNLIEH3UPYIOLLEro opraHa, NpUHSATOMY B COOTBETCTBUM C
HacTosLen yacTblo. B cnyyae BbisBNeHUs npu ocywlecTeBneHun denepanbHOro rocygapCTBEHHOIO KOHTPONS
(Hap3opa) B cdepe obpalleHus FeKapCTBEHHbIX CPeACTB HAapYyLWEHUS OpraHu3aumen OnTOBOW TOProBmu
nekapcTBeHHbIMU cpeacTBaMu TpeboBaHum yacten 1 - 3 ctatbn 53 HacTosawero degeparnbHOro 3akoHa gencrene
NVLEH3NN Ha hapMaLEeBTUYECKYIO AeATENbHOCTb B YaCT! OCYLLECTBMEHUSA OMTOBOW TOProBnW JIE€KapCTBEHHbLIMM
cpeacTBamMyn AN MeOMUMHCKOrO NMPUMEHEHUs NMPUOCTaHaBIMBAETCH B TeYeHWe OecsaATM pabouymx OHem co OHs
BbISIBIIEHUS] YKA3aHHOIO HapylleHus. [enctBue nuueH3anM Ha apMaueBTUYECKYI0 OEeSATEeNbHOCTb B 4acTu
OCYLLIECTBINEHMS  OMTOBOW TOProOBMM  JIEKAPCTBEHHbIMW  CPEACTBaMM AN MEOUUMHCKOrO  NMPUMEHEHWUS
NMPUOCTaHaBNNBAETCHA Ha CPOK, KOTOPbIA Onpeaensercs fMUEH3VPYIOWNM OpraHoM (HO He MEeHee 4eM Ha OOuH
MecsL), MO UCTEYEHNN KOTOPOro AEWCTBUE AAHHOW NMULEH3UWN MOAMNEXUT NPEKPaLLEeHN0 Ha OCHOBaHUW peLleHust
NLIEH3NPYIOLLErO OpraHa, 3a UCKIIYEHNEM Cry4asl, YKa3aHHOro B YacTu 2 HacCTOSALWEN CTaTbu.

2. [eicTBMe NULEH3UN Ha (bapMaueBTUYECKY0 OeATEeNbHOCTb B YaCTU OCYLLECTBMEHUS ONTOBOW TOProsrv
NeKapCTBEHHbIMW CPEACTBAMU AN MEOUUMHCKOTO MNPUMEHEHWsi, OEeNCTBME KOTOPOW MNPUOCTaHOBIIEHO B
COOTBETCTBMM C 4YacTblo 1 HacTodAWwen cTaTbW, MNOANEXWT BO30OHOBMEHUIO B Criyyae, €crnv B Nepuosg
NMPUOCTaHOBNEHNS OENCTBUS LaHHOW JNMLEH3MM B paMkax gocyaebHoro obkamnoBaHus pelleHWe KOHTPONbHOro
(Hag30pHOro) opraHa B 4acTW BLISIBIIEHHOINO HapylwleHus TpeboBaHum 4yactern 1 - 3 crtatbm 53 HacTosiwero
depepanbHOro 3akoHa OTMeHeHo. B ykasaHHOM cnyvae [encTBvMe IMUEH3MM Ha  (hapmaueBTUYECKYHO
OEeATENbHOCTb B YacCTWM OCYLLECTBIIEHWNS OMTOBOW TOPrOBMNWM NEKAPCTBEHHbIMW CPeacTBaMy ONs MEAULMHCKOro
NpYMEHeHNs1 BO30OHOBNSIETCS HE MNO3AHEee OAHOro paboyvero AHs CO AHSA OTMEHbl PELUEHMSI KOHTPOISTbHOMO
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(Hap3opHoro) opraHa.

Crartbs 9. FlocypapcTBeHHbIN KOHTpOIb (Haa3op) B cdepe o6palleHns nekapcTBeHHbIX CpeacTB
(B pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. F'ocynapCTBEHHBIA KOHTPONb (Haa3op) B cdepe obpalleHns nekapCTBEHHbIX CPEACTB OCYLLEeCTBMSEeTCs
nocpeacTsoM dedeparnbHOro rocyaapCTBEHHOrO KOHTpons (Hags3opa) B cdepe obpalleHuns nekapCTBEHHbIX
cpeactB M peaepanbHOro rocyAapCTBEHHOrO  NIMLEH3MOHHONO KOHTPOMsS OeATENbHOCTM MO  NpOou3BOOCTBY
nekapCTBEHHbIX  CpPedcTB,  OCYWECTBNSeMblX  deaepanbHbIMWM — OpraHaMyM  UCMOMHWUTENbLHOW  BRacTw,
ynornHomMo4eHHbIMU MpaBuTenscTBom Poccuiickon ®eagepaunn.

2. NpeameToM peaepanbHOro rocy4apCTBEHHOrO KOHTpons (Haasopa) B cdpepe obpallieHnst NeKapCcTBEHHbIX
CPeacTB ABNAOTCA:

1) cobnioaeHve oba3aTenbHbIX TpeboBaHUi B cdoepe obpalleHnst NekapCTBEHHbIX CPEACTB, B TOM YUCTIE:

a) TpeboBaHUI K JOKIMHUYECKAM UCCNENOBaHNAM NEKAPCTBEHHbIX CPEACTB, KIMMHUYECKUM MUCCreaoBaHUsIM
nekapCTBEHHbIX NpenapaToB, U3roTOBMEHMWIO, XpaHeHUO, nepeBo3ke, BBO3y B Poccuiickyto Pegepaumio, oThycky,
peanusauuv, nepefade, nNpogaXe JEKapCTBEHHbIX CPeAcCTB, MPUMEHEHUIO JEKAPCTBEHHbLIX MpenapaTos,
YHUYTOXEHUIO NeKapCTBEHHbIX CpeAcTB, YCTAHOBIEHUIO Npoun3BOAUTENAMU JNIEKAPCTBEHHbIX npenapaTtoB LUeH Ha
NleKapCTBeHHble npenapaTtbl, BKIOYEHHbIe B nepevyeHb XU3HEHHO HeO6XO,D,I/IMbIX U Ba)KHENLLNX JNIeKapCTBEHHbIX
npenaparos;

0) TpeboBaHUN K COOTBETCTBMIO FIEKAPCTBEHHbIX CPEACTB, Haxogdwmxca B obpalleHun, nokasartensim
KayecTBa, 3PPEKTUBHOCTM K 6E30MacHOCTU, YCTAHOBIIEHHbIM B COOTBETCTBMM C HacToswmm degeparnbHbiM
3aKOHOM;

B) TpebGoBaHui K cobrniogeHnto cybbektamm obpalleHnst NeKapCTBEHHbLIX CPeacTB, YKa3aHHbIX B vacty 1
cTtatbu 67.1 HacTosiwero denepanbHOro 3akoHa, OrpaHUYeHU, HanaraemMblxX ctatbsiMmn 67.1 n 67.2 HacTosLero
denepanbHOro 3akoHa;

2) cobnogeHne NULEH3MOHHbBIX TPeOOBaHNI K OCYLLIECTBIEHMIO dapMaLleBTUYECKON OeATENBHOCTMY;

3) cobniogeHne TpeboBaHMM K NpedocTaBneHnto cybbekTamum obpalleHus NeKapCTBEHHbIX CPencTB
NMHpopMaLnm 0 NeKapCTBEHHbIX cpeacTBax M (MNu) NekapCTBEHHbIX Npenaparax, NpegycMOTPeHHOM cTatbamu 9.1,
52.1 n 64 HacTosiwero ®egepanbHOro 3aKoHa;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumeaet cuny (P3 ot 20.10.2022 N 405-D3).

4) cobnogeHne npegycMOTpPeHHbIX cTatben 55.1 HacToswero ®emepanbHoOro 3akoHa TpeboBaHui K
NPOBEAEHUIO 3SKCMEPUMMEHTA MO OCYLLECTBMEHNIO PO3HWYHOW TOPrOBMM JleKapCTBEHHbIMM NpenapaTaMmu ans
MEOMLIMHCKOTO MPUMEHEHMS!, OTNYyCKaeMbIMM MO pPeELENTY Ha JeKapCTBEHHbIN npenapaTt, AUCTaHUMOHHBbIM
cnocobom.

(n. 4 BBegeH ®enepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

3. lMpu ocywecTBneHun enepanbHOro rocygapCTBEHHOro KOHTponsi (Hags3opa) B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB NPOBOASATCS CrieaytoLme BUabl KOHTPOMbHBLIX (HAA30PHbIX) MEPONPUATUIA:

1) OOKyMeHTapHas MPOBEPKa;
2) Bble3gHas NpoBEpKa;
3) BbIGOPOYHbI KOHTPOSb KAYECTBa;

4) KOHTpOmbHas 3aKynKa;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

5) MHCNEKLMOHHbIN BU3NT;

6) HabniogeHne 3a cobniogeHueMm  o6sA3aTenbHbIX  TpeboBaHWA  (MOHUTOPWMHT  GesonacHOCTW)
(dbapmakoHa3op).

4. OpraHusauma u ocyuwecTBrneHue deagepansHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe
0obpalleHust nekapcTBEHHbIX cpeacTs perynupytotcs PenepanbHbiM 3akoHoM oT 31 monga 2020 roga N 248-93 "O
rocyaapCTBEHHOM KOHTpoOne (Hagsope) 1 MyHuumnanbHOM KoHTpore B Poccuiickon denepauun”.

5. BHennaHoBbl BbIGOPOYHbIA KOHTPOMNb KayecTBa MPOBOAMTCH B TOM YWCIE Ha OCHOBaHUM MpPOrpamMMmbi
NPOBEPOK.

6. MNMnaHoBLIN BbIGOPOYHbLIA KOHTPOSb Ka4ecTBa He NPOBOAUTCS.

7. Mo pesynbTtaTam BbIOOPOYHOTO KOHTPOMNS KavyecTBa Hapsdy C PeLeHUsMKU, NpenyCcMOTPEeHHbLIMU
®epgepanbHbiM  3akoHoM oT 31 wona 2020 roga N 248-®3 "O rocygapCTBEHHOM KOHTpone (Hagsope) U
MyHUUMNanbHOM KoHTpone B Poccuickon denepauun”, denepanbHbIMM OpraHamMmu MCMOMHUTENBHOW BNacTw,
YNOMTHOMOYEHHbLIMU Ha OCYLLECTBNEHNE BbIBOPOYHOIO KOHTPONSA KayecTsa, MPUHUMAKOTCS CNeayloLLne peLleHmns:

1) 0 panbHeieM rpaxkgaHckoM 060opoTe cepum, MapTUM COOTBETCTBYIOLLENO fieKapCTBEHHOro cpeacTsa B
criydae MNOATBEPXOEHUA MO pe3ynbTaTtaMm MNPOBEAEHHbIX UCMbITAHUIA COOTBETCTBUS KavyecTBa NeKkapCTBEHHOro
cpeacTBa YCTaHOBMNEHHbLIM TPeBOBaHMAM;

2) 06 n3bATUM 13 rpaxgaHckoro obopoTta cepun, NapTM COOTBETCTBYHOLLENO NIEKAPCTBEHHOIO CpeacTea B
cny4yae BbiABNEeHNUA MO pe3ynbTataM nNpoBeOeHHbIX MCMNbITAHUA HECOOTBETCTBUSA KadecTBa J1eKapCTBEHHOro
cpencTBa ycTaHOBMEHHbIM TpeboBaHNAM;

3) 0 nepeBoAe NeKkapCTBEHHOIO CpeacTBa Ha NMOCEPUHBIN BbIOOPOUYHbIA KOHTPOSb KAa4eCTBa fIEKapCTBEHHbIX
CpPeacTB B Criydae NMoBTOPHOTO BbISIBNEHNST HECOOTBETCTBUSA KayeCcTBa JIEKAPCTBEHHOIO CPEACTBA YCTaHOBIEHHbLIM
TpeboBaHuaM M (Npu HeobxogmMmocTn) O npoBepke cybbekTa obpalleHus NekapCTBEHHbIX cpeacTB. Pacxogbl,
CBsi3aHHblE C MNPOBEOEHMEM MOCEPUMHOTO  BbIBOPOYHOTO  KOHTPOMsi, OMNfayvMBalTCA  MNPOU3BOAMTENEM
neKkapcTBEHHOro cpeactsa nunbo  aepxateneM wWnvM  BragernbueM  PermcTpauMoHHOro  yAOCTOBEPEHUS
neKapcTBEHHOro npenapara.

8. ®enepanbHbIl  rOCYOApPCTBEHHBIA  JIMLUEH3NOHHBLIN  KOHTPOMb  AEATENbHOCTU MO NPOW3BOACTBY
NeKapCTBEHHbIX CPeaCTB OCYLLECTBNSAETCA B COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon ®egepaunn.

Cratbsa 9.1. NMporpamma npoBepok
(BBegeHa denepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. B uensix opraHuM3auuM BbIGOPOYHOTO KOHTPOSISl KayecTBa J1eKapCTBEHHbIX CpedacTB dopMupyeTtcs
nporpamMma npoBepoK.

2. [Ins1 uenen peanusauumn NporpamMmmbl MPOBEPOK MPOM3BOAUTENN FIEKAPCTBEHHbLIX CPEACTB U OpraHun3aumm,
OCYLLIECTBNSAIOLINE BBO3 JIEKAPCTBEHHbIX cpedcTB B Poccuiickyio degepaumio, NpeaocTaBAsioT B OTHOLIEHWM
NeKapCTBEHHbIX CPEACTB ANs  MEAWUMHCKOrO MPMMEHEHWst B YMNOMHOMOYEHHbIN  dedeparnbHbIi - opraH
WCNOSTHUTENBLHOM BracTW, OCYLIECTBASALWMIA PYHKUMN NO KOHTPOMNIO M HaA30py B cdepe 34paBoOXpaHeHusi, B
OTHOLLUEHMM NEKAPCTBEHHbIX CPEeACTB ANsl BETEPMHAPHOIO NPUMEHEHNST B YMOITHOMOYEHHbIN doeaeparbHbIi OpraH
WCMOMHUTENBHOW BMacTW, OCYLLECTBMASIOWMA (YHKUMM MO KOHTPOSKO M Hap3opy B cdepe obpalleHus
NEeKapCTBEHHbIX CPeAcTB AN BETEPMHAPHOrO MPUMEHEHUS, CBEOEHUSI O CepusiX, NapTUsiX J1eKapCTBEHHbIX
cpencTs, MocTynawwmx B rpaxpgaHckmi obopoT B Poccuiickon ®epepauumn, B nopsigke, coctaBe u obbeme,
YCTaHOBMEHHbIX YKa3aHHbIMU hefepanbHbIMU OpraHaMy UCMOMHUTENbHON BNAcTM B OTHOLLUEHUN NEKAPCTBEHHbIX
CpeAcTB ANst MEOULMHCKOrO TMPUMEHEHMSI U B OTHOLUEHWW IIeKApCTBEHHbIX CPeacTB AN BeTepUMHapHOro
NPUMEHEHNST COOTBETCTBEHHO.

3. Tporpamma npoBepok OPMUPYETCA Ha KanengapHbii rog B cpok go 30 pekabps roga,
NpeALeCcTBYHOLLErO rogy NpoBeAEHUS BbIODOPOYHOrO KOHTPONS.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

4. B cny4dae HacTynneHns cobblTWI, yka3aHHbIX B nognyHkTax "6" n "B" nyHkTa 2 yactu 6 HacTosLLen cTaTbMy,
dhefeparnbHbIM OpraHoM UCMOMHUTENBHOW BRAcTU, OCYLLECTBASIOWNM (PYHKLMKX NO KOHTPOMO U Haa3opy B cdepe
3[paBooxpaHeHuns, degeparbHbIM OPraHoOM UCNOMHUTENBHOW BNacTW, OCYLLECTBAAWNM DYHKLUUA NO KOHTPOSTO
N Haasopy B cpepe obpalleHns nekapCTBEHHbIX CPEACTB ANl BETEPUHAPHOrO MPUMEHEHUS, NpU HeobXoaMMOCTH
BHOCATCS COOTBETCTBYIOLLME U3MEHEHNS B NPOrpamMMy npoBepoOK.

5. B nporpammy npoBepok MOryT BKMOYATLCA MEPONPUATUS C YH4ETOM HapyLUEHWURA, BbISBNEHHbLIX B pamMKax
KOHTPOIbHbIX (HAA30PHbLIX) MEPONPUATUA 3a NpeabiayLLMIA KaneHgapHbIn rog.

6. Nporpamma NpoBEpPOK COOEPKUT:

1) nepevyeHb NeKapCTBEHHbIX CPeACTB, OTOOpP 06pa3sLoB KOTOPbIX OydeT OCYLIEeCTBNATbCA B pamKax
BbIGOPOYHOrO KOHTPONS, (POPMUPYEMBIN C Y4eTOM pesynbTaToB rocyAapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHnss NekapcTBeHHbIX CPEeACTB 3a KaneHaapHblid rod, NpealecTBYOWNUiA rogy nNpoBeaeHUst BbIGopoYHOro
KOHTPONS;

2) yka3aHue Ha cobbITWe, HacTynneHue KOTOPOoro SBMSeTCA OCHOBaHNEM AMsi OCYLLECTBEHNS BbIGOPOYHOro
KOHTpONS:

a) nonyyeHne CBeAEeHWU, NpPeacTaBnsieMbliX B cocTaBe M 06bemMe, YCTaHOBMEHHbIX dedepanbHbiM OpraHoM
WCMOMHUTENBHON BNacTW, OCYLLECTBNSOWNM (YHKUMM MO KOHTPOMNK W Hags3opy B cdepe 34paBOOXpaHEHUs,
denepanbHbIM OpraHoM UCMOMHUTENBHOM BMACTU, OCYLLECTBAAIOLWMM (PYyHKUUM NO KOHTPOSO U Haa3opy B cdepe
obpalleHnss neKkapcTBEHHbIX CpPeAcTB AN BETEPUHAPHOro MPUMEHEHUSl, O Cepusix, NapTUsIX FeKapCTBEHHbIX
CpeAcTB, MOCTynawLWmux B rpaxgaHckuin obopoT B Poccunckon Penepauun, ykasaHHbIX B NyHKTe 1 HacTosiLewn
YyacTu, opraHu3aumsiMmn, OCyLLIECTBNSAIOLLMMN NPOM3BOACTBO fIEKAapPCTBEHHLIX cpeacTB B Poccuiickon ®enepauum un
BBO3 ITleKapCTBEHHbIX cpeacTB B Poccuiickyto ®enepaumio;

0) mony4yeHue nocTynawLLen B NOpsSAKe, YCTAHOBIEHHOM cTaTben 64 HacTosiwero ®enepanbHOro 3akoHa,
nHdopMaumMm O NOOOYHbIX AENCTBUAX, HEXEeNnaTerbHbIX peakumsiX, CEepbe3HbIX HeXenaTeslbHbIX peakuusX,
HenpeaBUAEHHbIX HexXenaTenbHbIX peakumsix npu NpMMEHeHNM NekapcTBEHHbIX npenapaTos, 06 MHAUBUAYanbLHON
HENepPeHOCMMOCTN, OTCYTCTBMU 3(PPEKTUBHOCTU FEKAPCTBEHHbLIX MpenapaTtoB, a Takke 00 MHbIX dakTax Wu
obcTOoATENLCTBAX, NPEACTABMAIOLLMNX YrPO3Y XU3HU UM 300POBbI0 YeroBeka NMbo XMBOTHOIO MpU NMPUMEHEHNM
NeKapCTBEHHbIX MNPenapaTtoB M BbIABMEHHbIX Ha BCeX aTanax oOpalleHusi NeKapCTBEHHbIX MpenapaToB B
Poccwuiickon degepaumm 1 opyrux rocygapcraax;

B) nonyvyeHme B cooTBeTcTBUM C PepepanbHbiM 3akoHom oT 31 umons 2020 rogpa N 248-03 "O
rocyaapCTBEHHOM KOHTpoOmne (Hag3ope) u MyHuumnanbHOM KOHTpone B Poccuickon depepaumn” cBefeHUn o
NPUYMHEHNM Bpeada unu o6 yrpo3e NpuYMHEHUS Bpeda XXU3HWU, 340POBbLI0 rpaXkaaH I XKMBOTHBIX.

Cratbsa 9.2. NocynapCTBeHHbIN KOHTpOnb (Hag3op) 3a peanusaumMen opraHamMu MCNONHUTENbHOM
Bnactu cyobektoB Poccuinckon Pepgepauum nonHomoumn B cdepe obpallieHusi nekapcTBeHHbIX CPeacTs
ANA MeAULNHCKOro NpuMeHeHus

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

1. F'ocygapCTBEHHbIN KOHTPOMb (Hag30p) 3a peanv3aumen opraHamy UCTMOMHUTENBHON BracTu CyObEKTOB
Poccuinickon ®depepaumm nomnHomounin B ccepe 0OpalleHnss NeKapCTBEHHbIX CPeAcTB AN MeOMUMHCKOro
NMPMMEHEHMST  OCYLLECTBINSAETCS  YNornHOMO4YeHHbIM [lpaButenbctBoM Poccuickon Pegepaumm  opraHom
WCMNOSMHUTENBHON BNacTu.

2. MNpegmeToM rocygapCTBEHHOIO KOHTPONs (Haa3opa) 3a peanusauumen opraHaMmm UCNONMHUTENBHOW BNAacTy
cybvektoB Poccunckon ®epepaummn nonHomouMn B cpepe obOpalleHns NeKapCTBEHHbIX CPeacTB  Arnis
MEOMVUUHCKOTO MPUMEHEHUS SBMASETCA COOMogeHne YMNONTHOMOYEHHbIMM OpraHaMu WUCMOSTHUTENbHOM BnacTu
cybvektoB Poccuiickon depepaumv METOOUKM YCTAHOBMEHWS MNpPenenibHbIX PasMepoB OMTOBbIX HaabaBoOK U
NpegenbHbiX pa3MepoB  PO3HWMYHBIX HaabaBOK K (PAKTUYECKMM  OTMYCKHbIM  LIeHaM, YCTaHOBMEHHbIM
NpoM3BOOMTENSIMU JIEKAapPCTBEHHBIX MpPEnapaToB, Ha JIEeKapCTBEHHbIE Mpenapartbl, BKMOYEHHblIE B MNEepevYeHb
XN3HEHHO HEOOXOANMBIX N BaXKHEWLLNX NEKAPCTBEHHLIX NPenapaTos.

3. TMpu ocyllecTBrneHMM rocydapCTBEHHOIO KOHTpons (Hag3opa) 3a peanusauvelrt  opraHamu
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NcnonHUTenbHoOM Brnactn cyobekToB Poccuiickon ®enepaumm nonHoMounii B coepe obpalleHus NieKapCTBEHHbIX
CpeacTB ANd MegULMHCKOro NPUMEHEHUS NPOBOAATCS crieyoLmne Buabl MEPONPUSATUR:

1) AOKYMeHTapHbIe MPOBEPKM;
2) Bble3Hble MPOBEPKM.

4. OpraHusaums U OCYLLEeCTBMEHNEe roCyAapCTBEHHOrO KOHTpONs (Hagsopa) 3a peanusauuvent opraHamu
NCMONHUTENBbHOM BriacTn cy6bekToB Poccuiickon ®epgepaunm nornHomounii B cpepe obpalleHns nekapCcTBEHHbIX
CpeacTB Ans MeaULMHCKOro NpumeHeHus perynvpytotca ®eaepanbHbiM 3akoHOM OT 6 okTabps 1999 roga N 184-
®3 "O6 obwux NpuHUMNAax opraHusauuM 3akoHoAaTenbHbIX (MPEACTaBUTENbHbIX) M UCTONMHUTENBbHBIX OpraHoB
rocygapcTBeHHol Bnactu cybbektoB Poccuiickon Pepepaummn”.

5. TonoxeHne O rocygapCTBEHHOM KOHTporne (Haas3ope) 3a peanu3auuen opraHamu UCMONTHUTESNbHOW
BrnactTn cybbektoB Poccuiickonr ®epepauum nornHomoumn B cdpepe obpalleHns nekapCTBeHHbIX CpeacTB Ans
MeaULMHCKOro npumeHeHns yteepxxaaetcs MNpasutenscteoM Poccunckon ®enepauun.

Ctratba 9.3. PermoHanbHbI rocyAapCTBEHHbIA KOHTPONnb (HaA3op) 3a MNPUMEHEeHUMEM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIIOYEHHbIE B MNepeyYeHb XKU3HEHHO HeoOGXOAMMBLIX WU BaXHeEWLWMUX
nekapcTBeHHbIX NpenapaTtoB

(sBegeHa depepanbHbIM 3akoHoM OT 11.06.2021 N 170-93)

1. PervoHanbHbIn rocygapCTBEHHbIN KOHTPONb (Hag30p) 3a MPUMEHEHMEM LEeH Ha JeKapCTBEHHble
npenapatbl, BK/OYEHHbIE B MEPeYEeHb XXM3HEHHO HEOOXOAMMBIX WM BaXKHEMLUUX JEKapCTBEHHbIX MpenapaTos,
OCYLLECTBNSAETCA OpPraHoOM WCNONMHUTENbHOMW Bnactn cybwvekta Poccuiickon ®degepaumn, ynosTHOMOYEHHbLIM
BbICLLMM UCMOMHUTENbHBIM OpraHoOM rocygapCTBEHHOM BNnacTu cybbekta Poccuiickon ®epepaumu.

2. [llpegmMeToM pernoHanbHOro rocydapCTBEHHONO KOHTponsa (Hags3opa) 3a MpUMEHEHMEM LeH Ha
neKapcTBEHHble MpenapaThbl, BKIOYEHHbIE B MEPEeYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWLIMX NEeKapCTBEHHbIX
npenapaTtoB, SBNSAETCA COOMNOAeHWe opraHu3auusiMM OMTOBOWM TOPrOBMW  NEKAapCTBEHHBbIMWM  CPEACTBAMM,
anTeYHbIMWU  OpraHM3auusMi,  UHOMBMAOYANbHBIMWM  NPEANPUHUMATENAMW,  UMELWMMU  JIMUEH3NKO  Ha
dhapmaueBTUYECKY0  OeATEeNbHOCTb,  MEAWULUMHCKUMW  OpraHusaumamu,  UMELMMM  FIMUEH3NKO  Ha
dhapMaLEeBTUYECKYHO AEATENBbHOCTb, U X 000CObNeHHbIMM NoapasneneHamm (ambynaropuamm, enbaepcKkumm
n hbenbalepcko-akyLepCkMMn NyHKTaMu, LeHTpamu (oTaeneHmamMu) obuiern BpavyebHom (CEMENHON) MPaKTUKK),
pacnosfioXXeHHbIMA B CENbCKMX HACENEHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHusauuv, npu
peanusaumMm neKapcTBEHHbIX MpenapatoB TPeOOBaHW K MPUMEHEHMIO LEH, YPOBEHb KOTOPbIX HE [OIMKEeH
npeBbIlaTb CyMMY aKTUYECKOM OTMYCKHOM LeEHbl, YCTAHOBMEHHOM NPOM3BOAUTENEM JIEKAPCTBEHHbIX
npenapaTtoB, U KOTOPbIE HE MPEBbILLANT 3apErnMCTPUPOBAHHbLIX MPEAErnbHbIX OTMYCKHbIX LIEH, 1 pAa3MeEPOB OMTOBbIX
HagbaBok 1 (MNKU) pa3mepoB PO3HUYHBIX HagbaBOK, HE NMpPEeBbILIALWMX COOTBETCTBEHHO Pa3MepoB MpedesbHbIX
OnToBbIX HagbaBOK M (MnM) pasmepoB NpeAenbHbIX PO3HUYHbIX HaO0aBOK, YCTAHOBMEHHbIX B CybbekTe
Poccwuiickon depepaumu.

3. Opranmsauus ©“ OCyLLeCTBMEHME pPErMoHarnbHOrO rOCYyAapCTBEHHOINO KOHTponsa (Hags3opa) 3a
MPUMEHEHMEM LIEH Ha IEeKapCTBEHHblE MpenapaTbl, BKHOYEHHbIE B MNEpeYeHb XM3HEHHO HeOBXOAMMbIX |
Ba)KHEWLLNX NIEKapCTBEHHbIX MpenapaTtos, perynupytotcs degepanbHbiM 3akoHoM oT 31 mions 2020 roga N 248-
®3 "O rocygapcTBEHHOM KOHTpoOne (Hag3ope) 1 MyHMumnanbHOM KoHTpone B Poccuickon ®egepaumn'.

4. TlonoxeHne O perMoHarbHOM rOCyJapCTBEHHOM KOHTpore (Hagsope) 3a MpUMMEHEHMEM LeH Ha
nekapCTBEHHbIE MpenapaTbl, BKIIOYEHHbIE B NEpPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NEKAPCTBEHHbIX
npenapaToB, yTBEPXOAeTCs BbICLLUMM UCMOSTHUTENbHBIM OpraHoM rocygapCTBEHHON BnacTn cybbekta Poccuiickomn
depnepaumm.

Cratba 9.4. ®depepanbHbii roCyAapCTBEeHHbIA JIMLUEH3UOHHbIA KOHTPOJib AeATeNbHOCTU MO
NPOU3BOACTBY NeKapCTBEHHbIX CPEACTB
(sBegeHa depepanbHbiM 3akoHoM OT 11.06.2021 N 170-93)

1. CDep,epaanblVl FocyﬂapCTBeHHbIVI JIMLEH3UNOHHbIN KOHTPOJIb  OEATESNIbHOCTM NO  Npoun3BOACTBY
J1IEKapPCTBEHHbIX cpencTe ocyulecTBnAaeTcA cbe,qepaanblmm opraHamm NCMONHUTENBbHOWN BI1acTtu,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

ynonHomo4veHHbIMU MpaButensctBoM Poccunckon ®enepauun.

2. ®epgepanbHbli  rOCYAAPCTBEHHbIA  FIMLEH3UOHHBIA  KOHTPOMNb  OeATENbHOCTM MO NMPOU3BOACTBY
nekapcTBEHHbIX CPeacTB OCyLLEeCTBNsSeTCA B cOOTBETCTBMM ¢ PeaepanbHbiM 3akoHoM oT 4 mas 2011 roga N 99-
@3 "O nuueHsnpoBaHuM OTAENbHLIX BUAOB AesaTenbHocTU" n ®enepanbHbiM 3akoHoM oT 31 uiona 2020 roga N
248-03 "O rocynapCTBEHHOM KOHTpone (Haasope) U MyHuuuMnansHOM KoHTpone B Poccuiickon depepaumn”. B
pamkax eaepanbHOro rocygapCTBEHHOMO  NULEH3MOHHOMO  KOHTPOMSA OeATenbHOCTUM Mo MPOU3BOACTBY
neKkapcTBEHHbIX CPEeACTB MfaHOBble KOHTPOSibHblE (HAA30pPHbIE) MEPONpUATUA He NPOBOAATCH, MpU 3TOM
NPOBOANTCS NEepuogudeckoe NoATBEpPXKAEHME COOTBETCTBUS JIMLEH3MATOB JULEH3NOHHBIM TpeboBaHusSM B
cootBeTcTBMM ¢ PenepanbHbiM 3akoHOM OT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUM OTAENbHbLIX BUAOB
nestensHocTn".

Mnaea 5. PASPABOTKA, AOKNUHNYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHUWYECKUE UCCITIEOOBAHUA
NEKAPCTBEHHbIX MPEMAPATOB AJ1A1 BETEPUHAPHOI'O NMPUMEHEHUA

Cratbs 10. PazpaboTka nekapcTBeHHbIX CpeacTs

1. Pa3paboTka nekapCTBEHHbIX CPeACTB BKMYaeT B cebA MOMCK HOBbIX (hapMakonormyeckn akTUBHbIX
BeLlecTB, Mocregyollee U3yYyeHne KX IeKapCTBEHHbIX CBOWCTB, AOKNUHMYECKME UCCnedoBaHus, pas3paboTky
TEXHOMNOMMN NPoM3BOACTBA hapMaLEeBTUYECKNX CyOCTaHUMn, pa3paboTKky COCTaBOB U TEXHOMOMMN NPOU3BOLCTBA
NeKapCTBEHHbIX NpenapaTos.

2. dnHaHcoBoe obecneveHme pa3paboTkn NeKapCTBEHHbIX CPEACTB OCYLLECTBISETCSA 3a CYET:
1) cpencTB dhegepanbHOro GLOLKETa;
2) cpencTB pa3paboTyMKOB NIEKAPCTBEHHbLIX CPEACTB;

3) cpeacTB Npon3BOAUTENEN NEKAPCTBEHHbBIX CPEACTB NPWU BbINOSIHEHMM HAay4YHO-UCCeaoBaTeNbCKuUX paboT
Mo JOroBOpY MeXAy paspaboTYMKOM flekapCTBEHHbIX CPEACTB U NPOM3BOAUTENEM NEKAaPCTBEHHbBIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenbCcTBOM Poccuitckon degepaumm NCTOHHUKOB.
3. MpaBa pa3paboTynka NekapcTBEHHOro CpeAcTBa OXPAHSHOTCS FpaXKgaHCKMM 3aKoHOA4ATENbCTBOM.

Cratba 11. [oKnuMHMYeCKOe WucCcnefoBaHUe JIeKapCTBEHHOro cpeacTtBa pAnA  MeAULIMHCKOro
npUMeHeHus

1. JoknnHM4eckoe MccnefoBaHNe NeKapCTBEHHOIO CPeACcTBa ANd MeAMLMHCKOro NpMMEHEHMs NpOBOAMTCSA
nyTeM MPUMEHEHMS Hay4YHbIX METOAOB OLEHOK B LIENSAX MOMyyYeHus gokasatenbcTB 6e30macHOCTU, KadecTBa M
3 PEKTUBHOCTM NIEKAPCTBEHHOIO CpeacTBa.

2. JoknnHM4eckoe nccnefoBaHne NekapCTBEHHOMO CpeacTBa Anst MeOULUHCKOrO MPUMEHEHUS NMPOBOAMTCS B
COOTBETCTBMM C MpaBuiaMyv Hagnexawen nabopaTtopHOM MpPaKTUKW, YTBEPXKAEHHBIMW  YMOSTHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMOMHUTENBbHOW BNAcCTU.

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

3. Ons opraHusauMm u nNpoBeAEeHUs OOKNMUHUYECKOrO WCCReooBaHUs NekapCTBEHHOro cpedctea Ans
MEOULIMHCKOTO  NMPUMEHEHUs1  pa3paboTyMKM  NEKAPCTBEHHLIX  CPEACTB  MOMYT  MpuMBRAEKaTb  Hay4HoO-
nuccrniegoBaTenbCckMe opraHuMsauuM, obpasoBaTeribHble OpraHuM3auun BbiCcliero obpasoBaHusi, UMelolue
HeobXoANMYD MaTepuanbHO-TEXHUYECKYD 6asy U KBannUUMPOBAHHLIX CMNELMAnCTOB B COOTBETCTBYHOLLEN
obnactu uccnegoBaHus.

(B pea. PegepanpHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknuHnyeckoe nccnegoBaHne JIEKapCTBEHHOro cpeacrtea Aajlid MeanunHCKOro npuMeHeHmna npoBoanTcsA
no yTBepXaeHHOMY p83pa6OT‘-II/IKOM NeKapCTBeHHOro cpeactea nMniaHy C BedeHuemMm TMpOoToKona 3TOoro
nccnengoBaHnA n CoctaBlieHMEM OTHETa, B KOTOPOM COoAdepXKaTCAd pe3yribTatbl 3TOro UccrnegoBaHnAa n 3akinoyeHne

www.consultant.ru Crpanvua 21 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7216D64BE39BB9F34DC0AB25CC23A648A4D1E1074450B9BCEACC2A8B030M7G
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7206669BA39BB9F34DC0AB25CC23A648A4D1E1074450B9BCEACC2A8B030M7G
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7216D64BE39BB9F34DC0AB25CC23A648A4D1E1074450B9BCEACC2A8B030M7G
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7276464B330BB9F34DC0AB25CC23A648A4D1E1074450B9BCEACC2A8B030M7G
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544149ACBB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7216465BA3ABB9F34DC0AB25CC23A64984D461C75451D9ECCB994F9F6511FE09DEBCAAA314ABE2639MAG

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

O BO3MOXHOCTU npoBegeHnA KIMHUYECKOro uccrneagoBaHunA InekapCTtBeHHOro npenapara gnd mMeamumnHCKOro
NPUMEHEHNA.

5. MpoBegeHne npoBepok cobnoeHns npaBun Hagnexaien nabopaTtopHoOW MpakTUKM U MPaBOBbIX HOPM
NCMONb30BaHUSA >KMBOTHbLIX MNPV MNPOBEOEHVUN [OOKNMHUYECKUX WCCNEeAoBaHUA IeKapCTBEHHbIX CPeacTB Ans
MEOMLIMHCKOrO MPUMEHEHUS OCYLLECTBNSAETCA YMNONMHOMOYEHHbIM deaepanbHbiM - OpraHoM  UCMOMHUTENbHOW
BMacTu.

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

6. PGSyJ'IbTaTbI OOKINMNMHNYECKOro nccnenoBaHua nekapCTtBeHHOro cpenctea ana MmeguumMHCKoOro npuMeHeHus
MoryT ObITb npencrtaeleHbl B yI'IO.I'IHOMO‘-IeHHbIIZ q)enepaanan opraH WCMNOMNHUTENbHOM BNacTn B YCTaHOBJTIEHHOM
nopsaake B Lenax FocyﬂapCTBeHHOI;I permcTpaunm nekapCTtBeHHOro npenapara.

Cratba 12. [loKnNMHMYECKOE UcCcnegoBaHUE JIeKapCTBEHHOroO cpeaAcTtBa W KIIMHUYeECKoe
uccrneaoBaHue nekapcTBEHHOro npenapara Ans BeTepMHapHOro npMMeHeHus

1. [loknMHMYecKoe UccrefoBaHne nekapcTBEHHOro cpeAcTBa AN BETEPUHAPHOrO NPYMEHEHUsI MPOBOANTCS
nyTemM MpUMEHEHUs1 HaydyHbIX METOLAOB OLEHOK B LIENsX MONy4YyeHus aokasaTenbCcTB 6e3onacHocTu, kadectsa U
3O PEKTMBHOCTM NEKapCTBEHHOrO CpeAcTBa, B TOM YMCMe OnpenerieHns Cpoka ero BbIBEAEHWUs M3 opraHuama
XXMBOTHOrO, B Lensx obecrieyeHnss 6e30MacHOCTU NPOAYKUMM KMBOTHOTO MPOUCXOXOEHUS MOCMe MPUMEHEHUS
COOTBETCTBYHOLLENO TeKapCTBEHHOro nNpenapaTa.

2.  [OoknuvHuyeckoe uUccrefoBaHME  JEKAPCTBEHHOTO  CPeAcTBa UM KIIMHMYECKOe — MccregoBaHue
NlekapCTBEHHOro npenapaTta Afs BETEPUMHAPHOro NMpUMEHEHUs, nccnegoBaHne GUOSKBMBANEHTHOCTM yKa3daHHOro
NeKapCTBEHHOro npenapaTta NPOBOAATCS B COOTBETCTBUM C MpaBuiamMu, YTBEPXKOEHHBIMU YNONTHOMOYEHHBIM
deneparnbHbIM OpraHoM MCMOTHUTENbHOW BacTy.

3. [oknuHuM4eckoe WcCredoBaHME NEKapCTBEHHOTO CpeAcTBa M KIMHWYECKOe — WUCCredoBaHue
NeKapCTBEHHOro npenapata Aflsi BETEPUMHaAPHOro NMPMMEHEHUsI MPOBOASATCS MO YTBEPXKAEHHOMY pPaspaboTYMKOM
NeKapCcTBEHHOrO CpeAcTBa MiaHy C BeAEeHVWEM MPOTOKONIOB 3TWX WCCMedOoBaHWA M COCTaBfEeHWEM OTYeTOB, B
KOTOPbIX copepKaTcs pesyribTaTbl 3TUX UCCNEAOBaHMA.

4. [ns opraHvM3auMm u NpoBedeHUss [OKITUHMYECKOrO WCCMNenoBaHMsA JIekapCTBEHHOrO CpeacTBa MU
KMMHNYECKOrO WCCIEeAOBaHNA JlekapCTBEHHOrO npenaparta [Ansi BETEPUHAPHOro MNpUMEHEHMs paspaboTumk
NeKapCTBEHHOrO cpeAcTBa MOXET NpuBMEeKaTb OpraHusaumu, WMeLlmne HeobXoaumylo  MaTepuanbHO-
TeXHU4Yeckyro 6a3sy 1 kBannuuMpoBaHHbIX CNeLManncToB B COOTBETCTBYHOLLEN 061acTy nccnegoBaHus.

5. KnuHuyeckne uccneqoBaHus riekapCTBEHHbIX NpenapaToB 4SSl BETEPUHAPHOro NPYMEHEHUs] MPOBOAATCS
B BETEPUHAPHBLIX OpraHn3aumsix U B opraHnsaLusix, OCyLLEeCTBAOLMX pasBedeHne, BbipallBaHne U coaepxaHne
KMBOTHBIX, B LIENsX:

1) yCTaHOBIEHMS NEPEHOCUMOCTM FIEKAaPCTBEHHbIX NMPenapaTos 340POBbIMU KXUBOTHLIMU;

2) nogbopa onTUMarbHbIX JO3MPOBOK NIEKAPCTBEHHBIX NMPENapaToB M Kypca JIeYEHUs Ha KOHKPETHOM rpyrmne
JKMBOTHBbIX C onpenerneHHbIM 3aboneBaHnem;

3) ycTaHoBneHust 6e3onacHOCT U 3dpPeKTUBHOCTM NEKAPCTBEHHOrO Mpenapara, npegHasHayeHHoro Anist
neyeHuss onpedeneHHbix 3aboneBaHuil >XUBOTHBIX, WM 3peKTUBHOCTM feKapCTBEHHOro mnpenaparta Aans
NPogUNaKkT1KM 3a6oneBaHnin 300POBbIX KMBOTHbIX;

4) N3yyeHUsi BO3MOXKHOCTEN pacLUMPEHUsI NOKasaHUin K MPUMEHEHUIO 3aperMcTpUpPoOBaHHOMO NIeKapCTBEHHOIO
npenapara v BbiSIBIIEHUS] paHee HEV3BECTHbIX MOBOYHbIX AeNCTBUNA.

6. KnuHuyeckoe uccrieqoBaHVWe NEKapCTBEHHOrO Mpenapata Ans  BETepUHApHOro  MpUMEHeHMs
OCYLLECTBNAETCA 3a CYeT CPpeCcTB pa3paboTynka NekapcTBEHHOro CpeacTBa.

7. OT4yeThbl © pesynbTatax OOKIMUMHUYECKOro uccnenoBaHuA nekapCTtBeHHOro cpenctea U KIMHUYECKOro
ncecnengoBaHUA InekapCTtBeHHOro npenapara anAa BEeTepuHapHOro rnpuMeHeHUA COCTaBIATCA pa3p860T‘-II/IKOM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NekapCTBeHHOro cpenctea C y4eToM 3aKMoYvYeHNn opransau,Mlh, npuHMMaBWKMX y4acTtune B oOpraHumsauum u
npoBegeHnn aTunx nccnegoBaHun.

8. KOHTpOJ'Ib 3a npoesegeHnemMm OOKIMMHUYECKNX nccnegoBaHuin NeKapCTBEeHHbIX CcpeactB U KIMUHUYECKUX
nccregoBaHuin JNeKapCTBEeHHbIX npenapartoB A4 BETEPUHAPHOIo NpuMeHeHnda ocyLlecTBnAaeTcAa ynorIHOMOYEeHHbIM
cbep,epaanblM opraHomMm NCMNOMNHUTENbLHOW BriacTu.

Masa 6. OCYLLECTBJIEHUE TOCYOAPCTBEHHON PETMCTPALIMA
JNIEKAPCTBEHHbIX NMPEMNAPATOB

Crtatbsa 13. locypapcTBeHHas permcrpauus nekapcTBeHHbIX NnpenapaTtoB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumedaHue.

[onyckaetcs NnpUMMeHeHe B MeANLIMHCKMX Liensax He 3aperncTpupoBaHHbIX B PO nekapcTBEHHbIX npenapaTos,
copepXallmx HapKoTUYecKkMe cpenctsa Unv NCUMXOTPONHbIE BELLEeCTBa, BBE3EHHbIX B PP B COOTBETCTBUM C M.
3.1 cT1. 47 panHoro gokymeHTa (n. 8 cT. 3 ®3 o1 27.12.2019 N 475-93).

1. B Poccunckon Pegepaumm gonyckaloTca NpPou3BOACTBO, U3roTOBMEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto depepaumio, BbiBO3 U3 Poccuiickon degepaumu, peknama, OTMNYCK, peanusauusi, nepegada,
NPUMEHEHME, YHUYTOXEHUE IEKAPCTBEHHbIX MpPenapaToB, €CNN OHW 3aperucTpupoBaHbl COOTBETCTBYHOLLMM
YMNONHOMOY€EHHbIM dhefieparbHbIM OPraHOM MUCMOMHUTENBHOW BNacTu.

(vacTb 1 B peq. ®egepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocygapcTBEHHON perncTpaumm nognexar:
1) BCe nekapCcTBEHHbIE Npenaparbl, BNepBble nogsnexaime sBoay B obpalleHune B Poccuickon degepaumu;

2) neKkapCTBEHHblE NpenapaTbl, 3aperMcTPUPOBaHHbIE PaHEE, HO MPOU3BEAEHHbBIE B APYrMX FIeKapCTBEHHbIX
dopMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBAHWUA FEKapCTBEHHbIX (OOpM, B HOBOW [JO3UPOBKE Mpu
[0Ka3aTenbCTBE €€ KIMHUYECKOW 3HAaYMMOCTUN 1 3PPEKTUBHOCTM;

3) HOBble KOMOMHAaLMM 3apErNCTPUPOBAHHBIX PaHee fNIekapCTBEHHbLIX MpenapaTos.

3. TocynapcTBeHHasi perncTpauusi INekapCTBEHHbIX MNpenapaToB OCYLUECTBMNSETCA MO  pesynbTartam
9KCMEepTU3bl NEKAPCTBEHHbIX CPEACTB, a rocyAapCTBeHHas peructpaums opdaHHbIX NEeKapCTBEHHbIX MpernapaToB
OCYLLIECTBNSIETCA MO pe3yrbTatam 3KCNepTU3bl JOKYMEHTOB, MPEeACTaBMNeHHbIX ANs onpedernieHnss BO3MOXHOCTU
paccmaTtpuBaTb  JIEKAPCTBEHHbI  MpenapaTt Ans  MeOUUMHCKOrO  MPUMEHEHUsT MNPy OCYLLECTBIEHUM
rocygapCTBEHHON pernctpauumM B KadecTBe Op@aHHOro JiekapCTBEHHOrO Mpenaparta, W Mo  pesynbTatam
9KCMEepTU3bl NEKAPCTBEHHbIX CPEACTB.

4. TlocymapcTBeHHas perucTpaums nekapCTBEHHOro rmnpernapaTta OCYLWeCTBNSAEeTCH COOTBETCTBYOLLMM
YNONMHOMOYEHHbLIM hefepanbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu B CPOK, HE NpeBbllaroLL M CTa WeCTUAEecATu
pabounx gHel Co OHSA MPUHATUSA COOTBETCTBYIOLLENO 3asBMEHUS O rOCygapCTBEHHON perncTpaumm ekapcTBEHHOMO
npenapata. B ykasaHHbI CpOK BKMOYaeTCs Bpemsi, HeobxoovMmMoe AN MOBTOPHOro MpPOBEAEHUS 3KCMepTM3bl
NEeKapCTBEHHOrO cpeacTBa B COOTBETCTBMM CO cTatben 25 Hactosiwero ®degepanbHoro 3akoHa. Cpok
rocyapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta UCYUCIISETCA CO AHS MPUHATUS COOTBETCTBYHOLLUM
YNOMHOMOYEHHbLIM  dpefepanbHbiM — OpraHOM  UCMNOMHUTENBLHOWM  BracTM  COOTBETCTBYHOLLEro 3asBfeHus O
rocygapCTBEHHON perncTpalmm nekapcTBEHHOro npenapaTa ¢ NpPUoXeHnemM HeobxoaumbIX LOKYMEHTOB MO AEHb
BblJa4M PEMMCTPALMOHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOIO nNpenapata. Bpems, Heobxoanmoe gns HanpaBneHus
YNOMHOMOY€EHHbIM hefepasibHbIM OPraHOM WCMOSTHUTENbBHOW BNacTy 3anpoca O NpefcTaBneHMn HeobXoauMbIX
MaTepmanos 1 NpeacTaBrieHnNs 3asiBUTENEM OTBETa Ha AaHHbIW 3anpoc B COOTBETCTBUM CO cTaTbsamu 16, 19 n 23
HacTosiwero ®PegepanbHOro 3akoHa, HE YYUTbIBAETCHA MPU MCHUCIIEHUWM CpOKa roCy4apCTBEHHOM pervctpauum
nekapcTBeHHOro npenapara.

5. l'ocynapcTBEHHON perncTpaumm He nognexar:
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCSA U3MeHeHus (P3 ot 30.12.2021 N 463-D3).

1) NekapCTBeHHbIe npenapartbl, M3roToBJ1I€HHbIE anTe4YHbIMU OpraHun3aunAamMmn, BeTepuHapHbIMU anTe4YHbIMU
opraHun3aumamun, nHaomsugyanbHbIMUA npeanpuHnMmaTtTenamm, Kotopble MMEKT JNULUEH3U0 Ha qaapmau,eBTquCKyro
OEeATENbHOCTb, NO peuenTtamMm Ha JieKapCTBEHHble npenapartbl U Tpe6OBaHI/IF|M MeaNLNHCKNX opraHmaau,Mﬂ,
BE€TEePUHapPHbIX OpFaHMSaLlMVI;

2) nekapcTBeHHble MpenapaTbl, NpuMobpeTeHHble GU3MYeckMMU nuuaMu 3a npegenamu  Poccuickon
denepaummn n npegHasHavYeHHble AN NMYHOro UCMONb30BaHUS;

3) NleKkapCTBeHHble npenapaTtbl, BBO3MbIE B POCCMVICKyIO tbep.epau,mo Onsi okasaHuMs MeANLMHCKOM NOMOLLM
No >XU3HEHHbIM NOKa3aHUAM KOHKpPEeTHOro nauueHta Ha OCHOBaHuM paspelleHud, BbliAaHHOINo YrnoJIHOMOYEHHbIM
d.)ep.epaﬂbelM opraHomMm NCMONHUTENbLHOW BNacTy;

4) nekapcTBeHHble CpeacTBa, BBO3MMble B Poccuiickyto Pefepaumio Ha OCHOBaHUM  BblAAHHOIO
YMONMHOMOYEHHbIM (heaepanbHbIM OPraHOM WCMONHUTENbHOW BNacTu paspelleHus U npefHasHavyeHHble ans
NpoBeAEeHUS KIMMHUYECKMX WCCNEOOBaHUA NEKAPCTBEHHbIX MpenapatoB W (MnM) NPOBEAEHUS 3KCNepTU3bl
neKapCTBEHHbIX CPeACTB AN OCYLLECTBNEHMS rOCY4apCTBEHHON perMcTpaLumn nekapCTBEHHbIX NPenapaTos.;

5) bapmaueBTuyeckmne cybeTaHLmu;

6) paguodhapmaLeBTUYECKME TEKApCTBEHHbIE MNpenapaTbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B
MEOWLMHCKUX  OpraHuM3auusix B MNopsiake, YCTaHOBMEHHOM  YMOJIHOMOYEHHbIM  defeparnbHbIM — OpraHoM
NCMONHUTENBHOW BMacTw;

7) NnekapcTBEHHblE NpenapaTbl, MPOM3BOANMbIE AN SKCnopTa.
6. He gonyckaeTtcs rocynapCTBEHHasi permctpauus:

1) NnekapcTBEHHbIX MpenapaToB, OTMMYaLMXCA APYr OT Apyra KayeCTBEeHHbIM COCTaBOM AENCTBYHOLLMX
BELLECTB, Noj OAMHAKOBbLIM TOProBbIM HaUMEHOBaHMEM;

2) O4HOrO NlekapCTBEHHOrO NpenapaTa, NPeACTaBNeHHOrO Ha roCyapCTBEHHYIO PErMcTpaumio B OTHOLLEHWN
OO HOro M TOro XXe AepXaTens unu BnagenbLa pernctTpaumMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOrO npenapara B
BMOe ABYX W Bonee nekapCTBEHHbIX NpenapaToB Nog pasnuyHbIMU TOPrOBLIMW HAMMEHOBAHUSIMU.
(n. 2 B peq. ®PegepanbHoro 3akoHa oT 04.06.2018 N 140-93)

7. Mo 3anpocy (B anekTpoHHOM hopMe unu Ha bymaxxHoM Hocutene) cyobekTa obpalleHms fiekapCTBEHHbIX
CpeactB  COOTBETCTBYIOLLMM  YMOSTHOMOYEHHbIM  begepanbHbIM — OpraHOM — UCMOMHWUTENBHOW — BriacTw,
OCYLLIECTBNSAIOLIUM FOCYJaPCTBEHHYIO PErMCTPaLMI0 NIEKapCTBEHHbBIX MpenapaToB, B YCTAHOBMEHHOM UM Mnopsigke
OCYLLIECTBMNSETCA HAy4yHOE KOHCYNbTMPOBaHME MO BOMPOCaM, CBA3aHHbIM C MpPOBEAEHUEM LOKIMUHUYECKUX
NccregoBaHUn, KITMHUYECKUX UCCIEAOoBaHWI NIEKapCTBEHHbIX NPenapaToB, 3KCMEePTM3bl Ka4eCcTBa JIEKapCTBEHHbIX
cpencTts, ahdEeKTNBHOCTM N 6E30NacHOCTU, C OCYLLECTBIIEHNEM FOCY4apPCTBEHHOW PEerncrpauum fieKapCTBEHHbIX
npenapatoB. KOHCYNbTUPOBaHUE OCYLLIECTBASETCA C NpUBMeYeHeM deaeparnbHbIX FoCy4apCTBEHHbIX BHOaXKETHbIX
yupexneHun, NogBedoMCTBEHHbBIX JaHHOMY dbegepanbHOMY OpraHy UCMOMHUTENBHOWM BACTU U HE y4aCTBYHOLLMX B
opraHu3aumMmM npoBeOeHNst 3KCMEepTU3bl KavyecTBa JIEKAPCTBEHHbIX CPEACTB B LENsX OCYLIEeCTBIEHMS WX
rocygapCTBEHHOM perMcTpaumm B COOTBETCTBUM CO cTaTbel 16 HacTodAwero degepanbHOro 3akoHa, B BUae oTeeTa
B MNCbMEHHOW (hOpMe YMOMHOMOYEHHOro hefepansHOro opraHa WUCMNONHUTENbHOW BNacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asdBUTENSA NnaTbl onpenenseTcs B COOTBETCTBMM C 3akoHodaTenbCcTBOM Poccuiickon ®epgepauunm ob
opraHu3aumy NpegoCcTaBreHUs roCyAapCTBEHHbIX M MyHuUMnanbHbIX ycnyr. VMHpopmaumsa o6 ocyliecTBneHuu
Hay4HOro KOHCYNbTUPOBaHMS, B TOM 4YucCfe cTaTbul, 0030pbl, CNpaBOYHble Matepuansl U nHas uHdopmauus 06
OCYLLIECTBIIEHMN HAY4YHOTO KOHCYIbTMPOBAHWS, pasMellaeTcss Ha oduuManbHOM CcanTe  YNOmHOMOYEHHOrO
degepanbHOro opraHa WCNonHUTENbHOM Bnactm B cetu  "UHTepHeT" ¢ cobniogeHMeM  orpaHuy4eHun,
YCTaHOBIEHHbIX 3aKOHOO4ATENBCTBOM O NMEPCOHANbHbIX AAaHHbLIX, KOMMEPYECKOW 1 (M) rocyaapCTBEHHOWN TalHe.

8. I'ocyp,apCTBeHHa;l perncrTpaumna nekapCrBeHHbIX npenapaTtoB, KOTOPbIE NpeaHa3Ha4vYeHbl AnAa npuMeHeHnd
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

B YCIMOBUSAX BOEHHbIX [AEWCTBUMKW, Ype3BbldalHbIX CUTyalun, npeaynpexneHns 4pesBbldalHbIX CUTyauui,
NpoUNakTUKN U neyveHnss 3aboneBaHWiA, MpeacTaBnsAWMUX ONAaCHOCTL ANA  OKpyXawwux, 3abonesaHun u
Mopa)xeHui, TMONydYeHHbIX B pe3ynbTaTe BO3L4ENCTBUSA HeOnaronpusTHbIX  XUMWYECKMX, OUonormveckumx,
paamaLMoHHbIX (aKTOpOB, W KOTopble paspaboTaHbl B TOM 4ucre MO 3agaHuio dedeparnbHbiX OpraHoB
NCMNOMNHUTENBHOWN BNacTy, YNOMHOMOYEHHbIX B 00nacT 0b6opoHbl cTpaHbl U 6e30nacHOCTM rocyapcTBa, a Takke
nekapcTBEHHbIX CPEACTB B criydyae nx aedekTypbl Unn pucka BO3HUKHOBEHUSA AedekTypbl B CBA3N C BBEOEHMEM B
oTHoweHun Poccuiickorn Pepepaumm orpaHUUUTENbHBIX Mep 3KOHOMUYECKOro XapakTepa OCYLLEeCTBSETCS B
nopsiake, ycraHosneHHom lNpasutensctBoM Poccuinckon ®epepauun.

(B peqn. PepepanbHblx 3akoHoB 0T 01.04.2020 N 98-®3, ot 08.03.2022 N 46-93)

Cratbsa 14. MpuHUMNBbI 3KCNepPTU3bI JIeKapCTBEHHbLIX CPeaCcTB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. SKcnemesa NeKapCTBEeHHbIX CpeacCTB OCHOBbIBAeTCA Ha npuHUMnax 3akKOHHOCTW, COGJ'IIO,EI,eHI/IH npas un
CBO60,El yenoBeka W rpaxpgaHuHa, npaes wpugndeckoro nuua, He3aBUCMMOCTU IKCMNepTa, 00BEKTMBHOCTH,
BCECTOPOHHOCTU U NOJTHOTbI nccnegoBaHun, npoBoAUMbIX C UCMNOJIb3OBaHNEM COBPEMEHHbIX OOCTUXEHUN HayKn n
TEXHUKWN, OTBETCTBEHHOCTU q)e,qepaanoro rocyaapcrtBeHHoOro 6IOA>KeTHOFO ydqpexageHma no npoBeaeHuro
OKCNepTun3bl NEKAPCTBEHHbIX CPeACTB 1N SKCNEepTOB 3a npoBeaeHne n Ka4eCTtBO 3KCNepTU3bl.

2. DkcnepTr3a NnekapcTBeHHbIX NpenapaToB Ast MeguLMHCKOro NPUMEHEeHNs BKMoYaeT B cebs:

1) 9KCnepTM3y [OOKYMEHTOB, MNPEACTaBIEeHHbIX [AONA  onpedeneHus BO3MOXHOCTU — paccmaTpuBaThb
nekapcTBeHHbI npenapar Ans MeAULUUHCKOro NpUMEHEHMUS NMpU OCYLLLECTBIIEHUM FrOCyAapCTBEHHOWN pernuctTpaumm B
kayecTBe opdhaHHOro NeKapCcTBEHHOTO Npenapara;

2) aKCnepTM3y NpeasioKeHHbIX METOAOB KOHTPOSsl KadyecTBa /eKapCTBEHHOro CpeacTBa M kayecTsa
npeacTaBneHHbIX 06pa3sLoB NEeKapCTBEHHOTO CPeACTBa C MCMONb3OBaHWEM 3TUX METOAOB (faree - aKcrnepTusa
KayecTBa JIekapCTBEHHOIO CPeACTBa);

3) 3KCMepTM3y OTHOLIEHMS OXMOaemol Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapara;

4) 9KCnepTM3y PErucTpauMOHHOrO [OCbe Ha JekapCTBEHHbIM MpenapaT B Uensx onpeaeneHus
B3aIMO3aMEHSIEMOCTM NEKAPCTBEHHBIX NPenapaToB AJ1s1 MEAULMHCKOrO NMPUMEHEHMS.
(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTr3a rekapCcTBEHHbIX NpenapaToB Ans BETePMHaPHOro NpuMeHeHust BkitoYaeT B cebs akcnepTmay
KayecTBa IeKapCTBEHHOTO CPEACTBA W IKCMNEPTU3Y OTHOLUEHMS OXUOAEeMOW MoSb3bl K BO3MOXHOMY PUCKY
NpUMeHeHWs1 NekapCTBEHHOro npenapaTa.

Cratbsa 15. ®PegepanbHoe rocyaapcTBeHHOe OHOMKeTHOe yupexaeHue Nno NpoBefeHNIo 3KCNepTu3bl
neKapcTBEHHbIX CpeacTB

OKcnepTu3a JflekapCTBEHHbIX CPEACTB NPOBOAMTCS  defeparnbHbiM - FOCY4apCTBEHHLIM  OHOAKETHLIM
YUYPEXOEHNEM COOTBETCTBYIOLLErO  YMOSIHOMOYEHHOrO doedepanbHOro opraHa WCMOMHUTENBbHOW  BRacTy,
CO3faHHbIM ans obecneveHns UCMONMHEHNS NMOMTHOMOYMIA 3TOro doeiepanbHOro opraHa fno Bblgaye paspeLleHuii Ha
npoBeAeHNE KMMHUYECKUX UCCNEAOBaHWUIA NlekapCTBEHHbIX NpenapaToB U (Unn) No rocyaapCTBEHHONW perMcTpaunm
nlekapCTBEHHbIX NMpenapaToB (garnee - 9KCNepTHOe y4pexaeHue).

Cratbsl 16. OpraHusaumsa npoBefeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OKcrnepTu3a NeKapCTBEHHbIX CPEACTB MPOBOAUTCH KOMWUCCUEN 3KCMEPTOB SKCMEPTHOrO YYpexoeHus,
Ha3HaA4YeHHOW €ero pPyKOBOAMTENEM, Ha OCHOBaHUM 3adaHus Ha NpOBEedeHWe 3JKCMepTU3bl JeKapCTBEHHOro
CcpeacTBa, BblAAHHOMO YMONHOMOYEHHBIM hedepanbHbiM OpraHoM WCMONHUTENbHON BnacTu. PykoBoauTenb
SKCMEepTHOro yuypexaeHus obecrneyvBaeT Haanexallee NpoBefdeHVWe 3KCMepTUsbl NEKAapCTBEHHbIX CPEACTB B
COOTBETCTBUM C 3aaHueMm, BblOaHHbIM YMOHOMOYEHHbLIM doedeparbHbIM OpraHoM WCMONHUTENbHON BnacTu, u
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

OopraHu3yeTt noAaroToBkKy CBOAHOIO 3aKrto4YeHUud aToN Komwmccuu. B coctaB 3TtoM KOMUCCUM MO peLleHuto
pykoBOAUTENA 3KCNEPTHOro y4vpexaneHnda moryTt ObITb BKIMOYEHbI B KA4ecTBe JKCnepToB J1mua, He pa60Ta+0LL|,|/|e B
OaHHOM 3KCNepTHOM y4dpexaeHun, ecnn nx cneunarnbHble 3HaHUA HeobxoauMbl Ons npoeeaeHna 3KCnepTusbl U
Takune 3KCnepTbl OTCYTCTBYHOT B lAHHOM 3KCNEPTHOM y4YpexaeHuu.

2. JKCnepToM Mo MPOBEAEHMIO 3KCMEePTM3bl JIeKapCTBEHHbIX CPEACTB SBNAETCS aTTeCTOBaHHbIA paGoTHMK
3KCMEPTHOTO  YYPEXAEHUS, KOTOPbLIM MMeeT Bbicluee MeauuMHcKoe, hapmaueBThdeckoe, 6Guonoruyeckoe,
BETEPVHAPHOE WIM XMMWUYECKOE OOpasoBaHVWe W MPOBOAUT 3KCMEPTU3Y IEeKapCTBEHHbIX CPeACTB B nopsake
UCMOMNHEHUsI CBOMX JOMKHOCTHBIX 0Bs13aHHOCTEN (fanee - aKcnepT).

3. an nposefeHnn 3KCnepTusbl NeKapCTBEeHHbIX CpedCTB 3KCNepT He MOXET HaxoAuTbCA B Kakon-nmoo
3aBMCMMOCTU OT JNuua, Ha3HadyMBLUEro 3Ty 3KCNepTuay, pa3pa60TL||/|Ka NeKapCTBeHHOro cpeacrtea wUnmM Aapyrux
3aUHTEepeCOoBaHHbIX B pe3dylibTaTax 3KCnepTu3bl L.

4. MNpwy NpoBedeHUN IKCNEPTM3bl NEKAPCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosaTtb y 3asaBuTens nmbo
WHbIX NWL MaTepuanbl, HeobxoauMble Ans  NpoBedeHuMs akcnepTusbl. B cnyyae HegocTaToyHOCTM
npeacTaBneHHbIX 3KCNepTy MaTepuanoB AMs Aadvn 3akriovYeHWs 9KCnepT CTaBWuT BOMNPOC O NpencTaBrneHun emy
HeoOXoAMMbIX MaTepuanoB neped PYKOBOAUTENEM SKCMEPTHOro YyYpexaeHwusl, KoTopbln obpawaetcs ¢
COOTBETCTBYIOLLMM 3arpoOCOM B YMNOMHOMOYEHHbIN heaepanbHbIii OpraH MCMOMHUTENbHOW BRAacTW, BblOaBLUMM
3ajaHne Ha npoBedeHMe JKCMepTu3bl JIeKapCTBEHHOro CcpeacTBa. YkasaHHbl  (bedepanbHbIi - OpraH
WCMOMHUTENBHON BNacTu B TeYeHne NATU pabounx gHen co OHA NOCTYNMEeHMs 3anpoca pykoBoguTenst SKCnepTHOro
yupexaeHus HanpasnsieT 3asBuTento 3anpoc O NpeacTaBneHnM Heobxoaumblx MaTtepuanos. [daHHbIi 3anpoc
MOXeT ObITb NepeaaH ynornHOMOYEHHOMY NpeacTaBuUTenNto 3asiBUTENS NIMYHO No4 pacrnucky, HampasneH no noyte
3aKa3HbIM NMUCbLMOM UNKU NepedaH B AMNeKTPOHHOW hopMe Mo TENEKOMMYHUKaLUOHHBLIM KaHanam cesasu. B cnydae
HarnpaBreHns JaHHOro 3arnpoca Mo noyTe 3akasHbIM MUCbMOM OH CYMTAETCs MOMyYEeHHbIM MO UCTEYEHWUU LLEeCTH
OHel ¢ gaTbl HanpaBrneHus 3akasHoro NMcbMa.
(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3agButenb o06s3aH npencTaBuTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOro dheaepanbHOro opraHa
WCNOSTHUTENbHOM BracTM B CPOK, He MNpeBbillalWuin OeBAHOCTa paboumx OHEeM CO OHA ero nonydeHus.
YNOnMHOMOYEHHbIN  hbeaepanbHbIi  OpraH UCMOMHUTENBbHOW BRacTy, BblAaBLWWA 3ajaHMe Ha MpoBedeHue
3KCMepTM3bl NEKApPCTBEHHOro cpeAcTBa, B TeYEeHWe NATM paboynx AHeN co AHSA NOCTYNNeHus OT 3asiBUTENs oTBeTa
Ha [aHHbIA 3anpoc HanpaBnsieT TakoW OTBET B 3KCMepTHOe ydpexaeHue. B crnyyae HenpencTaBneHus no
NUCTeYEeHMM OeBAHOCTa paboumx OHeW 3asiBUTenemM OTBeTa Ha [aHHbIA 3anpoc YNOSIHOMOYEHHbIV dheaeparnbHbIN
opraH UCMOMHUTENBHOM BNacTW, BblAaBLUUA 3afaHWe Ha NpoBedeHMe 3KCMepTU3bl NeKapCTBEHHOrO cpencTsa, B
TeuyeHne nATM pabounx [Hen HanpaBnseT B SKCMEPTHOE Yy4YpeXaeHWe YBeAOMIeHME O HenpeacTaBneHuu
3asiBMTENEM OTBETa Ha 3anpoc YykasaHHOro opraHa. Bpemsi co OHA HanpaeneHusi 3anpoca 3KCMepTHOro
yypexaeHust B YNonHOMOYEHHbIN doeaepanbHbIl opraH UCNONMHUTENbHOM BRacTh A0 AHS MNONYYEeHUs1 9KCNEePTHbIM
yypexaeHvemM oTBeTa Ha 3anpoc Unn yBegoMIeHNst O HeNpeacTaBneHUn OTBETa Ha 3anpoc He yYMTbIBAeTCs Npu
NCYMCIIEHMN CPOKa NPOBEAEHUS SKCNEPTM3bl TEKapCTBEHHOIO CpeacTea.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Ecnn B cocTtaBe perncTpaumoHHOrO [OCbe Ha HeKapCTBEHHbI npenapat Ans MeAMLMHCKOro
NPUMEHEHNs cogepXuTca npegycMmoTpeHHas ctatber 18, vacteto 1.1 ctatbm 30 u cratben 34 HacToAwero
denepanbHOro 3akoHa KOMUS peLLeHWst YNONTHOMOYEHHOro dedeparnibHOro opraHa WCMONHUTENbHOW BRactu o
NpOBEAEHMN UHCMEKTUPOBAHUSA NMPOU3BOAUTENS FNIEKAPCTBEHHbLIX CPEACTB, IKCNEPTY A0 0POPMIEHMS pe3yrnbTaToB
3KCMEepTM3bl NIEKAPCTBEHHOIO CpeAcTBa MPefOCTaBMsETCA B MOPSAAKE M HA YCIOBUSX, KOTOPbIE MpenyCMOTPEHbI
yacTsaMu 4 1 4.3 HacTosLEN CcTaTby, KOMWUS 3aKIMOYEHUs] O COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB
TpeboBaHMAM MpaBun Hagnexallen NpoM3BO4CTBEHHOW MPAKTUKW, BblAAHHOMO YMOMHOMOYEHHbIM beaepanbHbiM
OpraHoM MCMOSHUTENTbHOW BMacTu.

(yacTb 4.2 BBegeHa PegepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.3. 3aaButenb 0b6513aH NpPeacTaBUTb B YNOSIHOMOYEHHBIM dhedepanbHbIi OpraH MCMOMHUTENBHON BRacTy
KOMUIO 3aKITKOYEHUS O COOTBETCTBMU NPOM3BOAMUTENS NEKAPCTBEHHbIX CPEACTB TPEOOBaHNSAM MPaBWI Hagexalen
NPOM3BOACTBEHHOW MPAKTUKM B CPOK, HE MPEBbLILLALNA CTa BOCbMUOECATU paboyumx OHEW CO OHA MonyvyeHust
3anpoca O ee NpeaocTaBneHuMn. YNOMHOMOYEHHBIN heaepanbHbIi OpraH WCMOMHUTENBHOW BracTu, BblAABLUWNA
3a0aHNe Ha NpPOBEedEHME 3SKCNepTu3bl FIEKApPCTBEHHOIO CPEACTBa, B TeyeHuMe naAtM paboymx gHen co AHs
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NOCTYMMEHNsT OT 3asABUTENS KOMUW 3aKMlOYeHUs O COOTBETCTBUM MNPOM3BOAMTENS JEKAPCTBEHHbIX CpencTB
TpeboBaHWAM NpaBun Hagnexallen NpovM3BOACTBEHHOM MPaKTUKKW, HAaNpaBrisieT ee B 3KCNepTHoe yupexaeHue. B
crny4vae HenpeacTaBneHust 3asBUTENeM B YKa3aHHbIA CPOK KOMWUU 3aKNYEHWs O COOTBETCTBUM MPOU3BOAUTENS
neKapCTBEHHbIX CPeacTB TpeboBaHVAM MpaBun Hagnexallen MpovM3BOACTBEHHOW MPAKTMKM YNOHOMOYEHHbIN
hefeparbHbIN opraH UCNONMHUTENBHOW BNAacTy, BbiAABLWLIWIA 3adaHue Ha NPOoBeAEeHUe SKCNepTU3bl NeKkapCTBEHHOMO
cpeacTtBa, B TeuyeHve nATM pabounx [OHeW HanpaBnsieT B 9KCMEPTHOE YyYpexaeHue YBeLOMIEeHME O
HenpeacTaBreHnun 3asiBUTENEM KOMWUU 3aKOYeHUst O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX CpencTB
TpeboBaHMAM npaBun Hagnexallenh npou3BOACTBEHHOW MpakTukn. Bpemsi co OHSA HanpaBneHus 3anpoca
3KCMEPTHOrO yypexaeHus B YNONHOMOYEHHbIW dpeaepanbHbIi OpraH UCNOMHUTENBHOW BNACcT A0 OHS NOMyyYeHus
KCMEPTHBLIM yuYpexaeHueM KOMuM 3akiioYeHWss O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTs
TpeboBaHMAM NpaBun Haanexallei NPOU3BOACTBEHHON MPaKTUKN UMW YBEOAOMIIEHUS O €€ HEMPEACTaBIEHUN He
YUYUTbIBAETCS NPU UCHUCIIEHUN CPOKa NMPOBEAEHNS SKCNEPTU3bl NIEKapCTBEHHOro cpeacTsa.

(vacTb 4.3 BBegeHa PepepanbHbIM 3akoHoM OT 04.06.2018 N 140-$3)

5. OkcnepT Mpv NPOBEAEHWM MOPYYEHHON €My PYKOBOAMTENEM 3KCMEPTHOro YYpeXOeHUst 3KCnepTusbl
neKapcTBEHHOro cpefcTBa 06s13aH:

1) NpoBecTM NonHoe uccrnegoBaHWe npeacTaBreHHbIX eMy 0O6bekToB, MaTepuanos, aTb 060CHOBaHHOE U
0OBEKTVMBHOE 3aKMNioYeHWe Mo MNocTaBNEHHbIM nepea HUMM BonpocamM WM MOTMBUPOBAHHOE 3akrkoyeHune o
HEBO3MOXHOCTU NnpoBeaeHUA UM 3KCNepTu3bl NEeKapCTBEHHOIoO cpeactea, eClii NoCTaBlieHHble BOMNPOChI BbIXOOAT
3a npepenbl cneyunanbHbIX 3HaHUN JKCnepTa, 0b6bekTbI I/ICCJ'IeﬂOBaHI/IIZ n Martepuanbl HenpurogHbl WNu
HeJOoCTaToOuHbl ANS NPOoBeAeHUs UCCreqoBaHU U Aadm 3aKnoyeHns NMbo CoBpPEMEHHbIN YPOBEHb Pa3BUTUSA HAYKU
He No3BOJ1AeT OTBETUTb HA NOCTaBJIEHHbIE BOMPOCHI;

2) He pasrnmawaTtb CBedeHus, KOTopble CTanum €My W3BEeCTHbl B CBA3W C MpoOBEeOEHWEM 3KCnepTusbl
NeKkapCTBEHHOIO CPeACTBa, a Takke CBedeHUs, COCTaBnfAllue roCyaapCTBEHHYHO, KOMMEPYECKYID UMW MHYHO
OXpPaHAEMYI0 3aKOHOM TalHy;

3) obecneunTb COXPaHHOCTb NpeacTaBEeHHbIX OOBbEKTOB MCCNEeLOBaHUA 1 MaTepuarnos.
6. OKcnepT He Bripase:;

1) npoBOAWUTbL SKCNEPTU3Y IEKAPCTBEHHOrO cpeacTtBa Mo obpalleHuio HEenocpeaCcTBEHHO K  HeMy
opraHusaumn nnn PU3NYeCcKnX nuu;

2) camocToATeNbHO cobupaTth MaTepuans! Ans NpoBeaeHVs 9KCNepTUsbl NekapcTBEHHOro CpeacTsa;
3) NpoBOAMUTL 3KCNEPTU3Y NeKapCTBEHHOIO CPeACTBa B Ka4eCcTBe Herocy4apCTBEHHOro aKcnepTa.

7. B cnyyae HeobxoaMMOCTM 3KCMepT BrpaBe xodaTalcTBOBaTb Neped PyKOBOAWUTENEM 3KCMEePTHOro
yypexaeHvst 0 NPUBMEYEHUN K NMPOBEAEHMIO IKCMEPTU3bI NIEKAPCTBEHHOTO CPeACTBa APYrnX SKCMEepTOB.

8. Kaxxgblln akcnepT, BXOAALWMN B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOW MOPYYEHO NPOBEAEHUE IKCNEPTU3bI
NekapCTBEHHOIO CPEACTBa, HE3aBMCMMO U CaMOCTOSTENbHO MPOBOAWUT UCCHELOBaHUSA, OLEHWBAeT pe3ynbTarhbl,
MOMy4YEHHbIE UM FINYHO N OPYTMMU 3KCnepTaMmu, U (hopMynnpyeT BbIBOAbl OTHOCUTENBHO NOCTABIIEHHbBIX BOMNPOCOB
B npefenax CBOMX cneumarnbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl NIEKAPCTBEHHOIO CPeAcTBa O0POPMITAIOTCA 3aKIOUYEHNEM KOMUCCUWN SKCMEepPTOB.
B 3aknouyeHMn KOMUCCUM IKCTIEPTOB YKa3blBalOTCS MepeyeHb WUccredoBaHuin, 06bemM NpPOBEAEHHbIX KaabiM
9KCMEepTOM UCCredoBaHNI, YCTAHOBIEHHbIE KaXkdbiM U3 HUX PakTbl U CAeNnaHHble B pesynbTate UccrieqoBaHui
BbIBOAbl. OKCMEPT, MHEHNE KOTOPOro HE COBMafaeT C pelleHMeM KOMUCCKMM 3KCMEepTOB, BrpaBe BblpasuTb CBOE
MHEHVEe B MMCbMEHHOW hopMe, KOTOpPOoe NPUOBLLAETCS K 3aKIOYEeHMI0 KOMUCCUN SKCTEPTOB.

10. OKcnepTbl, BXOAALLME B COCTAB KOMUCCUW, NpeaynpexaaoTcs 06 OTBEeTCTBEHHOCTUM B COOTBETCTBUU C
3aKoHodaTenbCcTBOM Poccuiickot defepauny 3a Oady 3aKnioveHus, codepxallero HeoBGOCHOBaHHblE WK
hanbcrMpULIMPOBaHHbIE BbIBOAbI, O YeM OHW Aal0T NMOAMUCKY.

11. Onpep,eneHwe YPOBHA HpOd)eCCVIOHaﬂbHOVI NnoArotoBKM 3KCNEPTOB W aTtrectauna ux Ha npaso
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npoeeageHnA QKCNEPTU3bl  NNEKapCTBEHHbIX cpeaCte  OCyLUEeCTBNAKTCA SKCﬂepTHO-KBaJ'II/Id)MKaLI,VIOHHbIMI/|
KOMUCCnaMmn B nopdagke, YyCTaHOBIIEHHOM COOTBETCTBYHWOLWMM YNOJTHOMOYEHHbIM d)e,qepaanblm opraHom
WCMOMNHUTENBLHOW  BRacTu. ypOBeHb I'Ipoq)eCCI/IOHaJ'IbHOIZ NnoAroToOBKM  3KCMEpPTOB MOAJIEXUT NepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOMH pa3 B NATb JeT.

12. MNpaBuna nNpoBeAeHUs 3KCMepTU3bl NEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTM 3KCMEepPTM3bl OTAENbHbIX
BUOAOB JEeKapCTBEHHbIX MpenapaTtoB (pedepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BOCMNPOU3BEAEHHbIX
neKapCTBEHHbIX MNpenapaToB, OMOMOrMYeckux nekapcTBEHHbIX MpenapaToB, OuoaHanoroBbix (6MONOAOOHbLIX)
neKkapcTBeHHbIX npenapatoB (BvoaHanoroB), romMmeonaTUYECKUX reKapCTBEHHbIX NpenapaTtoB, NeKapCTBEHHbIX
pacTUTEnbHbIX NpenapaToB, KOMOMHALIMI NekapCTBEHHbIX NpenapaToB), POPMbI 3aKMYEHNIA KOMUCCUN SKCTIEPTOB
yCTaHaBNMBaKTCH COOTBETCTBYIOLLNM YNONHOMOYEHHbBIM dhedeparbHbIM OpraHoM UCMONTHUTENBLHOW BNACTU.
(4acTb 12 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumedaHue.

[o 31.12.2023 ans npenapaTtoB, Npou3BeaeHHbIX B PP B Liensax nmnopTo3amMeLleHuns, yCTaHaBnMBaeTCs pexum
YCKOPEHHOW npoueaypbl rocpeructpaumm B cooTBeTcTBUM C [locTaHoBneHwvem [lpaButensctBa P® ot
12.03.2022 N 353.

Cratba 17. Nopaya n paccmoTpeHue 3asiBNeHUA O rocyfapCTBEHHOW perucrpauum neKkapcTBeHHOro
npenaparta Ans BeTepMHaApHOro NpMMeHeHus
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ina rocynapCTBEHHOM peructpauum nekapCcTBEHHOro npenapata Ansi BETEPUHAPHOrO MNPUMEHEHUsI
pa3paboTymK Takoro NekapCTBEHHOro MpenapaTta Unu ynoriHOMOYEHHOE MM OpYyroe puanyeckoe nuuo (ganee B
HacTosLLEN CTaTbe - 3asiBUTENb) MPEACTaBnsieT B YNOSTHOMOYEHHbIM dhedepanbHbii OpraH WUCMOSTHUTENBHON
BMacTW, OCYLLECTBASIOWMA FOCYAAPCTBEHHYIO PErnCTpauMio NIEKApCTBEHHBLIX NpenapaTtoB Ansi BETEPUHAPHOro
NPUMEHEHNS], B 3NTIEKTPOHHON POPME UMM Ha ByMa)KHOM HOCUTENeE 3asiBNEeHUEe O rocyJapCTBEHHON perncrpauumn
NeKapCTBEHHOro MpenapaTa [Ans  BETEPUHAPHOrO MNPUWMEHEHWUsi, a Takke B MOpsiake, YCTaHOBIIEHHOM
COOTBETCTBYIOLLNM YMOMHOMOYEHHBIM dheaeparnbHbiM OpraHoOM MCMOMHUTENBHON BNAcTK, B 3NEKTPOHHON dhopme
unn Ha GymMakHOM HocuTene HeobXxoaMMble AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCH PErncTpaLMoHHOe OOChe Ha
neKapCcTBEHHbIN NpenapaT A BETEPUHAPHOTO NPUMEHEHWS.

2. B 3asiBneHMM O rocydapCTBEHHOW pernctpaumu JiekapCTBEHHOro npenapaTta Afis BeTepuHapHOro
NPUMEHeHWs1 yka3sblBaloTCS:

1) HaumeHoBaHMe N afpec 3asBuTens, pa3paboTunka U NPOM3BOAMTENS NEKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO NPUMEHEHUS U agpec MecTa OCYLIECTBIIEHWS NPOW3BOACTBA NEeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOrO NMPUMEHEHNS (B Cryyae Hanuums HECKONbKMX YYaCTHUKOB mpouecca NpousBoAcTBa HEOOXOAMMO
yKa3aTb KaXKOoro U3 HUX);

2) HaMMeHOBaHWE J1eKapCTBEHHOro mpenapata Ansi BeTepUMHapPHOro MpUMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNMMPOBOYHOE, UITN XUMUYECKOE U TOPrOBOE HAMMEHOBAHUS);

3) nepeyeHb AeNCTBYIOWMX U BCMIOMOraTeNbHbIX BELLECTB, BXOASALMX B COCTaB JIEKAPCTBEHHOTO NpenapaTta
AN BETEPUHAPHOIO NPUMEHEHUS], C YKa3aHUEeM KONMYECTBA KaXKOoro U3 HUX;

4) nekapcTBeHHasi hopma, A03MPOBKa, Cnocobbl BBEAEHUS M MPUMEHEHUS!, CPOK rOOHOCTU NIEKaPCTBEHHOIO
npenapara Ansi BETEPUHAPHOIO NPUMEHEHWS;

5) dhapmakoTepaneBTuyeckas rpynna;

6) HeoBXOAMMOCTb MPUMEHEHMSI YCKOPEHHOW Mpoueaypbl 3KCMepTM3bl NeKapCTBEeHHbIX CPedcTB B LEensx
rocyapCTBEHHOW pPerMcTpaLmmn NekapcTBEHHOro npenapara;

7) KOMun OOKYyMEHTOB, noATBepXaarwmnx ynnarty rocy,qapCTBeHHon NOLWWJTNHbIL

a) 3a npoBefgeHmne 3KCNepTn3bl Ka4ecTBa JIEKAPCTBEHHOIO cpeacTtBa U 3KCNepTu3bl OTHOLLEHUA oXngaemon
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NTeKapCTBEHHOTO Npenapara Ans BeTeprHapHOro NpMMEHEHUs NpY ero
rocygapCcTBEHHON perncTpauuu;

6) 3a Bblaa4y perncTpaLMoHHOro YA0CTOBEPEHUs NekapcTBEHHOro npenapara;

8) Hanunume cornacusi, NPeayCMOTPEHHOIO YacTbl 7 HacTOsIWEen cTaTbW, ecriv C MOMEHTa perncrpauum
pedepeHTHOro NieKapCTBEHHOIO Npenapara 471 BEeTEPMHAPHOrO NPUMEHEHUSI NPOLLITIO MEHEE YEM LLECTL NeT.
(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaumoHHoe pfocbe B LENsAX 3SKCNepTu3bl NeKapCTBEHHOro npernapata Ang BeTepuHapHOro
NPUMEHeHUs PopMUpyeTCs U3 CrieQyoWmnx JOKYMEHTOB 1 CBEOEHUIA:
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHua o paTe MpegocTaBreHUss U PErucTpauMoHHOM HOMEpEe JIMUEH3MUM Ha Mpou3BOACTBO
nekapCTBEHHbIX CpeacTB, NpeaoCTaBNeHHON NPOU3BOAUTENIO PErMcCTPUPYEMOro NekapCcTBEHHOro npenapara ans
BETEPMHAPHOro NPpUMEHeHUs, ANA POCCUNCKUX NpousBoauTenen;

(B pea. PepepanbHblx 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-93)

2) cBegeHus O pfaTte NpegoCTaBreHUs W PErucTpauMoOHHOM HOMepe JIMUEH3MM Ha Npou3BOACTBO
NeKapCTBEHHbIX CPeaCcTB, MPegoCTaBNEeHHOW MNpom3BoaAuTENHO dapmMaueBTMYeCcKon cybCcTaHuun, BXogsllen B
COCTaB PEerucTpypyemMoro nekapCTBEHHOrO npenapaTta Ans BeTepUHapHOro MNPUMEHEHWs, Ans POCCUMACKUX
npouseoguTenen;

(B pea. PegepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-93)

2.1) konNua [OOKYMEHTA, Bbl4AHHOMO YMOMHOMOYEHHBbIM OpraHoM CTpaHbl MPOM3BOAUTENS ANSA  KaX4ow
NPON3BOACTBEHHON NNOLLAAKN PEFMCTPMPYEMOrO NIEKAapCTBEHHOIO NpenapaTta A1 BETEPUHAPHOIO NPUMEHEHNS Y
MOATBEPXKAAIOLWEro  COOTBETCTBME  MPOM3BOAMTENS  NEKapCTBEHHOro npenapata TpeboBaHuusM  npaBun
Hagnexallenh npov3BOACTBEHHOW MPAKTWMKWA, U €ro NepeBO Ha PYCCKUA si3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM
nopsiake, a Takke KOMUS 3aKMYEeHMs1 O COOTBETCTBMU MPOU3BOOUTENS JIEKAPCTBEHHbIX CPEACTB TPeOoBaHMAM
npaBun Hagnexawen npon3BOACTBEHHON NPAaKTUKM, BbIAAHHOTO YMONIHOMOYEHHbIM heaepanbHbiM  OpraHoM
WCMONMHUTENBHOM BNacTM NS Kaxgow NPOU3BOACTBEHHOW NIOWAAKU  PErMCTPMPYEMOro  NeKapCTBEHHOMO
npenapata Ans BETEPUHAPHOrO MNPUMEHEHUsi, MO0 KOMUS PELUEHUs O MPOBEAEHUN UHCNEKTUPOBAHUS
NPON3BOAMTENS NEKAPCTBEHHBIX CPEACTB, NMPUHSITOrO YNONIHOMOYEHHbIM (befepanbHbIM OpraHOM UCMOSHUTENbHOW
BMacTM ANa KaXZoW MNPOU3BOACTBEHHOW MIOWAAKN PErncTPUPYeMOro JekapCTBEHHOrO npenapaTta  Ans
BETEPUHAPHOTO MNPUMEHEHNs. YKasaHHble [OKYMEHTbl MPeacTaBnalTCA B CryyYae, ecnv NpOU3BOACTBO
NlekapCTBEHHOro npenapara oCyLLEeCTBSETCS 3a npeaenamu Poccuiickon deaepaunu;

(n. 2.1 BBeaeH PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2.2) Konust 4OKyMeHTa, BblAaHHOIO YNOITHOMOYEHHbBIM OpraHoM CTpaHbl Npon3BoauTens dapmaleBTUYECKON
cybcTaHUMM 1M NOATBEPXKAAIOLEr0o COOTBETCTBME MPOM3BOAUTENS hapMaLEBTUYECKON CyOCTaHLMWN, BXOOsLLEN B
COCTaB pPEerucTpupyemMoro NekapCTBEHHOrO npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUs, TpeboBaHWAM MNpaBun
Hagnexallenh nNpov3BOACTBEHHOW MPAKTUKWA, U €ro MepeBOf Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAaHOBEHHOM
nopsiake, B Ccrydae, ecrnv NpPOU3BOACTBO hapMaLeBTUYECKON CyOCTaHUMM OCYyLLEeCTBNsieTCs 3a npegenamu
Poccwuiickon depepaumu;

(n. 2.2 BBegeH PepepanbHbimM 3akoHoM OT 04.06.2018 N 140-93)

3) NpOeKT HopMaTMBHOIO AOKYMEHTa Ha NEeKapCTBEHHbIN NpenapaT Ansl BETEPUHAPHOIO NMPUMEHEHWS;

4) [OKYMEHT, CcoAepXawun cregylowyo uHdopmaumio o dapMaueBTUYeCKoW CybCcTaHumMm  unu
hapmaLeBTMHECKMX CyOCTaHUMAX, BXOASLIMX B COCTAB JIEKApPCTBEHHOro mnpenaparta [Anis BeTepMHapHOro
NPUMEHEHNSI:

a) HaMMeHoBaHWe hapMaueBTUYECKON CybCcTaHuum, ee CTpyKTypa, obLime cBoncTBa (Mpu rocyaapCTBEHHOM
pericTpaumMn  MMMyHODMOMOIMYECKMX  MeKapCTBEHHbIX  MpenapatoB AN BETEPUMHAPHOro  NPUMMEHEHUS
NPeACTaBnNsOTCA CBEAEHWSI O LUTaMMe, BKMOYas €0 HaMMEeHOBaHWe, WH(OPMauuio O MPOUCXOXAEHWUM, €ro
CBOWCTBaX, XapakTepucTKax U MecTe AenOHNPOBaHMWS);

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

0) HaMMeHoBaHWe N aapec NPON3BOANTENS;

B) TeXHOonorna npom3soactea C onncaHnem cTagumn npoun3BoacTBa M MeToaoB KOHTPOJNA Ha BCeX CTaauax
npon3BOACTBaA,

r) wHdopmauma O npuMecax (He npeacTaBnsieTCs  MNpuM  FOCYAapCTBEHHOW  perucrpaumu
NMMYHOBNONOrMYECKUX NEKAPCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOIO NPUMEHEHWS);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmkauma Ha dapmMaueBTMYECKyl0 cybcTaHumio (He npeacTaBnseTcd Mpu rocy4apCTBEHHON
perncrpaumMm MMMyHOBMONOTMYECKNX NIeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIO NPUMEHEHWS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) onncaHne MeToauK KOHTPOIA Ka4eCTBa,

X) pesynbTaTbl aHanu3a cepui  apMaueBTMYEeCKOM cybcTaHuumM (He NpPeAcTaBnsloTcA  npu
rocyapCTBEHHOW perucTpauum MMMYHOOMOMNOrMYECKMX NeKapCTBEHHbIX MNpenapaToB [Ansi BETEPUHaAPHOro
NpUMEHeHUs);

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

3) nepeyvyeHb CTaHOAPTHbIX o6pasuos mnn BewecTB, WUCMNOJNIb3yeMbIX MNMpun OCyWeCTBIeHUN KOHTpONA
Ka4yecTBa,

VI) OonncaHne XapakTepucTtuk n CBOWCTB YNaKoOBOYHbIX MaTepmnarnoB 1 YKYNOpPOYHbIX CPeacCTB;

K) [OaHHble O CcTabunbHOCTM  (He  NPeAcTaBnsaAlTCA  NpU  FOCYyQapCTBEHHOW  perncrpaumm
NMMYHOBNONOrMYECKUX NEKAPCTBEHHbIX NMpenapaToB Ansi BETEPUHAPHOIO NPUMEHEHMS);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) CPOK rOAHOCTM, YCIIOBUSI XPaHEHUS;

KoHcynbTaHTlntoc: npumevaHme.

[Mpn yckopeHHOM mpouenype perncrpauum BOCMPOU3BEOEHHOro npenapata LOMnyckaeTcs HenpeacTtaBneHve
onMcaHns METOAOB U UX AOKYMEHTanbHOro NoaTBePXKAeHNs, MPU NMMCbMEHHOM 00a3aTenbCTBE MX NPeACcTaBUTb
B TeyeHne 12 mecsaueB co aHs permctpauun (MoctaHoBneHue MNpasutensctea PO ot 12.03.2022 N 353).

5) oT4yeT 0 pesynbTaTax AOKMUHMYECKOrO UCCRenoBaHUS NEeKapCTBEHHOro cpeactBa AN BETEPUMHAPHOro
NMPUMEHEHWs1, BKMIOYAIOLLUIA ONMCaHNe MEeTOOO0B OnpeAerieHMst OCTaTOuHbIX KONMMYECTB AENCTBYHOLLEro BellecTsa
(oencTBylOWNX BeLIECTB), OOCTUraroLlero (OOCTUraltoLmnx) CUCTEMHOTO KPOBOTOKA, B MNPOOYKLMM >KUBOTHOMO
MPOUCXOXAEHNUA MNOCfe MNPUMEHEHUs TaKOro JIEKApCTBEHHOTO CPEeACTBa, a Takke [AOKYMeHTanbHoe
noaTBepXaeHne (Banvaaums) ykasaHHbIX METOA0B;

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

6) oTyeT O pesynbTaTax KIMHUYECKOTO WUCCIeQoBaHWs JIeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHWS Y KaXKO0ro BMAA XKUBOTHBIX, YKa3aHHbIX B MHCTPYKLMWN MO BETEPUHAPHOMY MPUMEHEHWIO;

7) NPOEKT WHCTPYKUMM MO BETEPUHAPHOMY TMPVMMEHEHUIO JeKapCTBEHHOro Mpenaparta, copepKallen
criegyloLme CBeeHvs:

a) HavMMeHOBaHWe JeKapCTBEHHOTO MpenapaTta Ans BeTEepUMHApPHOro NpUMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UITU XUMUYECKOE U TOPrOBOE HaMMEHOBAHUS);

6) NekapcTBEHHas hopma C ykazaHUEM HaMMEHOBaHWI 1 KONTMYECTBEHHOIO COCTaBa AeNCTBYIOLLMX BELLECTB
N Ka4eCTBEHHOro cocTaBa BCrOMoraTerbHbIX BELLEeCTB;

B) onncaHmne BHeLWHero Buga nekapcTtBeHHOro npenaparta anda BETEPUHAPHOIo NpMMeHEeHNA,;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

r) dhapmakoTepaneBTMYeCKass rpynna NeKapCTBEHHOro npenapata AN BETEPUHAPHOrO MPUMEHEHUST UMK
yKasaHue "romeonaTu4eckmmn riekapCcTBeHHbIN npenapaTt”;

) dapmakoguHamuka W hapmMakokMHEeTVMKa (3a UCKIoYeHueM hapMakoKUHETUKM TrOMeonaTu4eckunx
NeKkapcTBEHHbIX NpenapaToB 1 pacTUTENbHbIX NTEKapPCTBEHHbIX NPenapaToB) UMW onMcaHne MMMYHOGUOMNOTMYECKUX
CBOWCTB NekapCTBEHHOrO npenapara;

€) nokasaHusl ofsi NpUMeHeHUs;

) NPOTUBOMNOKA3aHWs ANs NPUMEHEHUS;

3) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHWN,

M) YKa3aHne BO3MOXHOCTU U ocobeHHocTel npuMeHeHuna y 6epeMeHHbIX XUBOTHbIX, Y XXMUBOTHbIX B nepuoa
Nnakrtauun, y NnOTOMCTBaA XXUBOTHbIX;

K) pexum aos3nposaHuA, cnocob BBeAEeHNA W TMNpUMEeHeHuda, npu HeOﬁXOp.I/IMOCTI/I BpemMAa npuema
J1eKapCTBEeHHOro npenapara gna seTtepuHapHOro npuMeHeHua, NnpoaoimkUTeNIbHOCTb NNeYeHUa;

Nn) BO3MOXHble MOOOYHbIE [OEWCTBMS, HEXernaTernbHble peakuMu npu MNPUMEHEHUU JEKapCTBEHHOrO
npenapara Anst BETEPUHAPHOro NPUMEHEHNS;

M) CUMMATOMbI NEPEAO3MPOBKA, MEPLI MO OKa3aHMIO MOMOLLM MPU Nepeao3npoBKe;
H) B3aMmogencTeme ¢ ApyruMmin rekapcTBeHHbLIMU npenapaTaMu 1 (Mnu) Kopmamu;
0) hopMbI BbiNycKa NekapCTBEHHOrO npenapara Ans BeTepUHapHOro NPUMEHeHNs;

n) ykasaHue (NpM HeobXxoAMMOCTU) OCOBEHHOCTEN [AEWNCTBUS JIeKapCTBEHHOro npenapaTta [Ans
BETEPUHAPHOIO NPUMEHEHNS NPU NEPBOM NPUEME UMK NPU Ero OTMEHE;

p) onucaHue (NpyM HeoBXOANMOCTM) AENCTBUIA cneumanicTa B ob6ractn BeTepmHapum, Bnagenbua >XMBOTHOMO
npu Nponycke npuema Of4HOW UM HECKOSBbKMX 003 NEKAPCTBEHHOrO nNpenapara A5 BEeTePMHAPHOro NPUMEHEHUS;
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK roAHOCTM M YyKasaHWe Ha 3anpeT NPMMEHEHUs! NeKapCTBEHHOro npenaparta afis BeTepUHapHOro
NMPUMEHEHMSI MO UCTEYEHUWN CpoKa FOAHOCTY;

T) YCINOBUS XpaHEeHUS;

y) ykasaHue Ha HeobXoAMMOCTb XpaHeHUs! NeKapCTBEHHOTO npenapaTta Ans BEeTEPUHAPHOrO NMpUMeHeHVs B
MecTax, HeQOCTYMNHbIX ANs OETEW;

d) ykasaHume (NpM HeobXoAMMOCTM) cheumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUMTOXEHUN
HEMCMNONb30BaHHbIX FIEKAPCTBEHHbIX NPenapaToB Ansi BETEPUHAPHOMO NPUMEHEHWS;

X) CPOKM BO3MOXXHOIO UCMOMb30BaHMS NMPOAYKLUUM KUBOTHOTO MPOUCXOXKOEHWS NOCHE BBEAEHMS XKUBOTHOMY
NeKapCTBEHHOro npenapata A1l BETePMHaPHOro NPUMEHEHUS;

L) YCNOBUSA OTMNYCKa;

4) HauMeHOBaHMWs U agpeca NPOM3BOACTBEHHBIX MIOLAA0K NMPOV3BOAMTENS NEKAPCTBEHHOMO Npenapara Aans
BETEPMHAPHOTO NPUMEHEHWS;

W) HauMeHOBaHWe, adpec opraHusauuu, YrNoNHOMOYEHHOW  gepxaTernem  WNU  BragernbLem
PEerucTpauroHHOro Y40CTOBEPEHMS NTEKAapCTBEHHOTO NpenapaTta Ha NPUHSATAE NPETEH3WI OT NoTpebuTens;

8) NPOEKTbl MaKeTOB I'IepBVI‘-IHDVI yNakoBKN U BTOpI/I‘-IHOI7I yNakoBKM JeKapCTBEHHOro npenaparta annd
BETEPUHApPHOIro NpMMeHeHuA,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepoctasneH KoHcynsTaHTI o
"O6 obpalleHnmn nekapCcTBEHHbIX CpeacTs” [Nata coxpaHenus: 11.10.2023
(c u3m. u gon., BCTyM....

9) cneaytoLme CBELEHNS O NIEKapCTBEHHOM Mpenapare A5 BETEPMHAPHOIO NPUMEHEHUS:
a) onucaHue n cocTaB NIeKapCTBEHHOIO Npenapara A BeTEPUHAPHOro NPUMEHEHNS;
6) onucaHne hapmaLleBTUHECKON pa3paboTky;

B) onncaHue npoLecca NPOM3BOACTBA W €ro KOHTPOSsSA, MognucaHHoe B MNopsigke, YCTaHOBIIEHHOM B
COOTBETCTBMU C 4acTbto 1 HACTOsILLEN CTaTbM;
(B peqn. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

r) onucaHme KOHTPONS KPUTUYECKUX CTafuvi NMpPOU3BOACTBA M NPOMEXYTOYHOW NpOoAyKLMW, NOAMMCaHHOE B
nopsiake, yCTaHOBMNEHHOM B COOTBETCTBUM C YaCTbio 1 HACTOSLLEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMeHoBaHWs N agpeca pa3paboTyvka, AepKaTens unv Bnagenbla perncTpauuoHHOro ya0CcToBepeHs
neKkapcTBEHHOro npenapaTa, NPOU3BOACTBEHHbIX NMOLAA0K NPOU3BOAMTENS NEKapCTBEHHOro npenapaTta and
BETEPUHAPHOrO MNPUMEHEHUS C YKa3aHWEM CTaauMh TEXHONOMMYecKoro npoLecca, OCYLUECTBMASEMbIX Ha
NPOV3BOACTBEHHBIX NOLLaAKax NPOU3BOANTENS NIEKAPCTBEHHOMO NpenapaTta 41s BETEPUHAPHOro NpUMEHEHUS;

(B peqa. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-93)

e) hapmaueBTMYECKass COBMECTUMOCTb;
) MUKpOBMONOrMyeckme xapakTepucTuKK;
3) MaTepuanbHbIi 6anaHc Ans NPOM3BOACTBAa CEPUM rOTOBOIO NPOAYKTA;

1) onncaHne xapaKkTePUCTUK U CBOMCTB YMAKOBOYHbIX MaTEPUAIOB U YKYNOPOYHbIX CPEACTB;

KoHcynbTaHTlnoc: npumedaHue.

Mpn perncTpaumm No yCKOpeHHoOW npouenype AonyckaeTcsl HenpeacTaBneHe AOKYMEHTOB, NMpenyCMOTPEHHbIX
nn. "K" n. 9 4. 3 cT. 17, Npn ycrnoBun NMCbMEHHOro o6a3aTenbCTBa UX NPenoCTaBUTb B TeYeHne 12 mecsiLeB co
OHsa peructpaumm (MoctaHoeneHume MNpasutensctBa PP ot 12.03.2022 N 353).

K) AOKYMeHTanbHOe NOATBepXAeHUE (BanvaaLums) npoLeccoB U (Unn) UX OLLEHKA;

n) TpeboBaHMA K Ka4eCcTBY BCMOMOraTesnbHbIX BelecTB (cepTudmkaTt, cneyndmkaumsa Ha BCriomoratenbHble
BeLLecTBa U x 060CHOBaHME);

KoHcynbTaHTlnoc: npuMmeyaHue.

[Mpun perncTpauum No yCKOPEHHOW Npouenype OomnyckaeTca HenpeacTaBrneHne JOKYMEHTOB, NPeayCMOTPEHHbIX
nn. "mM" n. 9 4. 3 cT. 17, Npn ycnoBmmn NMCbMEHHOrO 065A3aTeNbLCTBA UX NPEOCTaBUTbL B TedeHne 12 mecsaueB Co
OHs peructpaunn (MoctaHoBneHue MNpasutenbctBa PP ot 12.03.2022 N 353).

M) aHanuTU4Yeckne MeTOOMKWU, UCMONb3yeMble NMPW OCYLLECTBIIEHUM KOHTPOSS KayecTBa BCMOMOraTesbHbIX
BELLECTB;

KoHcynbTaHTlntoc: npumevaHuve.

Mpwn perncTpauum No yCKOPEHHOW Npouenype OomnyckaeTca HenpeacTaBneHne JOKYMEHTOB, NPeayCMOTPEHHbIX
nn. "H" n. 9 4. 3 cT. 17, Np1 ycnoBun NMCbMEHHOTO 065A3aTeNbCTBA NX NPELOCTAaBUTbL B TedeHne 12 mecsiLes co
OHs peructpaumm (MoctaHoBneHue MNpasutensctBa PP ot 12.03.2022 N 353).

H) OOKyMeHTaribHoe noaTBepXaeHne (Banmp,au,m) dHalMMTU4YeCKnx MeToauK, WUCNOJIb3yeMbiX MNpu
OCyLleCTBI1IEHNN KOHTPOIIA Ka4eCTBa BCNoOMOraTesibHbIX BELWEeCTB;

O) VIHCbOpMaLI,VIFI 00 1Cnonb30BaHMM  BCMOMOraTeslbHbIX BELLECTB YENOBEYECKOr0 WU XKMBOTHOrO
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepoctasneH KoHcynsTaHTI o
"O6 obpalleHnmn nekapCcTBEHHbIX CpeacTs” [Nata coxpaHenus: 11.10.2023
(c u3m. u gon., BCTyM....

NPOUNCXOXOEHWS;
n) ytpatun cuny. - ®eaepanbHbiin 3akoH oT 02.08.2019 N 297-03;

p) TpeGOBaHMﬂ K Ka4decCTBy IeKapCTBEHHOro npenaparta And BeTepuHapHOro npuMmeHeHus (CepTI/Id.)I/IKaT,
CI'IeLI,l/I(bMKaLI,VIﬂ Ha J'IeKapCTBeHHbIVI npenapart n nx O6OCHOBaHVIe);

C) aHanutTn4yeckne MeToauKn, UCMNoJib3yeMble Mpu OCYLEeCTBIIEHUN KOHTPOIA KadecTBa JeKapCTBEHHOro
npenaparta anda seTepnHapHOro NnpuMeHeHus;

KoHcynbTaHTlnoc: npumeyaHue.

Mpun pernctpauum No yCKOPEHHOW npouenype JomnyckaeTcsa HenpeacTaBrneHne JOKYMEHTOB, NpeayCMOTPEHHbIX
nn. "t n. 9 4. 3 ct. 17, Npn ycrnosmum NUCbMEHHOTO 0bs3aTenbCTBa UX NPeaocTaBuTb B TedeHre 12 mecsaueB co
OHs peructpaumm (MoctaHoeneHue lMNMpasutensctea P® ot 12.03.2022 N 353).

T) OOKyMeHTanbHOe noAaTBepXxaeHue (Banwp,au,vm) aHannTn4ecknx MeToaukK, Uucnoribdyembix npu
OCYyLLEeCTBNIEHNN KOHTPOIIA Ka4eCTBa J1IeKapCTBEHHOIO npenapata Anda BeTepuHapHOro npuMeHeHuna,;

y) LOKYMEHT, noaTBepXdaloLmni KavyecTBO feKapCTBEHHOrO MpenapaTta TpexX MNPOMBbILMAEHHbIX Cepun
(npoTokon aHanus3a unu cepTudmkaT aHanusa), ogHa Cepusi KOTOPOro [OrkHa coBnagatb C cepuen obpasua
neKapCTBEHHOro npenapara, NogaHHOro Ha perncTpaumio;

) XapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pasLoB, WCMOMb3yeMblX MPU  OCYLLIECTBIIEHWM KOHTPOSsS KadyecTsa
nekapcTBEHHOro npenapata A1l BETePMHaPHOro NpUMEHEHUS;

KoHcynbTaHTlnoc: npumedaHue.

[Mpn yckopeHHOM npoueaype perucTpauunm BOCMPOM3BEAEHHOrO npenaparta [OonyckaeTcs HenpencTaBrieHne
CBeLEeHMN, NPeayCMOTPeHHbIX nn. "u" n. 9 4. 3 c1. 17, Npu NMCbMeHHOM 06s13aTENbLCTBE UX MPEAOCTaBUTbL B
TeyeHne 12 mecsaue co aHs permctpauum (MoctaHoeneHue Mpasutensctea PP ot 12.03.2022 N 353).

L) AaHHble O CTabUIbHOCTM FIeKapCTBEHHOIO NpenapaTa A1 BeTepMHapPHOro NpUMEHEHUS;

10) konusa JOKyMEHTa, coAepXallero MHPOpMaLMio O Hanuumm unm ob OTCyTCTBUM (DAKTOB perncrpaumm
NekapCTBEHHOro npenapara Afsi BeTepnHapHOro NpMMeHeHus 3a npegenammu Poccuiickon depepaumu;

11) cornacue B NMCbMEHHOM OpMe, MNPedyCMOTPEHHOE YacTbio 7 HacToseW cTaTbu, B Crnydae
perncTpaumm BoCnpon3BeAEHHONO fIeKapCTBEHHOIO NpenapaTa;
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konusi JOKYMEHTa Ha PYCCKOM $I3blke, 3aBEPEHHOro B YCTaHOBMEHHOM MOpsAKe M NOATBEpPXOAoLWEero
NPaBOMOYHOCTb 3asIBMEHNS O rOCYAapCTBEHHOW PEerncTpauuv NnekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHS (AOBEPEHHOCTb);

KoHcynbTaHTlntoc: npumevaHmve.

[o 31.12.2023 poccumnckum npou3BoaUTENAM pPa3peLLeHo He NPeacTaBfsaTb CBEAEHUS B COOTBETCTBMM € M. 13
y. 3 ct. 17 npun peructpaumm MMMYHOOMONOIMYECKMX FEKapCTBEHHbIX npenapatoB (lMocTtaHoBneHwe
MpaButenbctBa PO ot 12.03.2022 N 353).

13) cBegeHMss O rOCyOapCTBEHHOW pPerucTpaumMn reHHO-UHXEHEPHO-MOANULNPOBAHHBIX OpraHM3moB,
npegHa3HayYeHHbIX 415 BbIMyCKa B OKpPYXaloLlyl cpedy (Mpu rocyaapCTBEHHOW pPEerncrpauumn nekapcTBEHHbIX
npenapatoB AN  BETEPUMHAPHOTO  MPUMEHEHWS, MOMYYEHHbIX C  MPUMEHEHWEM  T€HHO-MHXEHEPHO-
MOOMPULIMPOBAHHBLIX OPraHN3MOB UM COAEPKALLMX TaKMe OpraHn3mbl).
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(n. 13 BBegeH PeaepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)

4. Tpw npoBegeHNM YCKOPEHHOW npoLenypbl 9KCNepTU3bl NeKapcTBEHHOro npenapara Arfs BeTepuHapHOro
NPUMEHEHUS (3a UCKIMIDYEeHeM NeKapCTBEHHOIo npenapara A8 BETEPUHAPHOTO NPUMEHEHNS, YKa3aHHOro B 4YacTu
4.1 HacTosILLeln cTaTby) B LIeNsX ero rocyAapCTBEHHOW perMcTpaunm BMecTo otyeTa pa3paboTynka o pesynbTrarax
OOKIMMHUYECKOrO MCCrefoBaHMsA JeKapCTBEHHOro cpeacTBa [Ansi BETEPMHApPHOro MpUMEHEHUS MOXET ObiTb
npeacraBneH o0630p HayuyHblX paboT O pe3ynbTaTax [OOKIMHWYECKOro uccriegoBaHus  pedepeHTHOro
nekapCcTBEHHOro npenapaTta ANs BETEPUHAPHOrO MPUMEHEHUs, a BMECTO oTyeTa O pesynbTaTax KIMHUYECKOro
nccriefoBaHUA NekapCcTBEHHOMo npenaparta Ansg BeTEPUHapHOro NPUMMEHEHUS OTYeT O pesynbTaTax uccregoBaHui
6G1O3KBMBANEHTHOCTN BOCMPOU3BEAEHHOMO NIEKAPCTBEHHOIO NpenapaTa Ans BEeTEPUHAPHOro NPUMEHEHMS.

(B pea. PepepanbHblx 3akoHoB OT 02.08.2019 N 297-®3, ot 28.04.2023 N 171-93)

4.1. lNpun npoBeAeHM YCKOPEHHON Npouenypbl 3KCNepTU3bl NeKapCTBEHHOrO nNpenapara Ans BeTepMHapHOro
NPUMEHEHNs, NpeAHa3Ha4YeHHOro Ans nevyeHnsa JOMaLlHUX XMBOTHbIX, onpeaeneHHbix PeaepanbHbiM 3aKOHOM OT
27 pekabps 2018 roga N 498-®3 "O6 oTBETCTBEHHOM 0OpaLLEHUM C KUBOTHBIMU U O BHECEHUN U3MEHEHUN B
oTAenbHble 3akoHodaTenbHble akTbl Poccuickon depepaummn”, 1 3aperncTpypoBaHHOrO B KavyecTBe
nekapcTBEHHOro npenapara ans MeauLMHCKOro NpUMEHeEHNs!, B LIEeNsIX ero rocyqapCTBEHHON perucTpaumm BMeCcTo
oTyeTa paspaboTtumMka O pesynbTaTax [OOKIUMHUYECKOrO WCCreaoBaHUsA JEeKapCTBEHHOro cpeactsa  And
BETEPUHAPHOIO MNPUMEHEHUsT MOryT OblTb MpeAcTaBneHbl pes3ynbTaTbl  AOKIMHUMYECKOrO  UCCneaoBaHUA
COOTBETCTBYIOLLLErO NIEKAPCTBEHHOMO CpeAcTBa AN MEAULMHCKOro NpMMEHEHWs, a BMECTO OT4eTa O pesyrbTaTax
KNMUHNYECKOrO MCCeAoBaHUA NEKapCTBEHHOIO npenapata Ans BETEPUHAPHOrO MPUMEHEHUS - 0B30p Hay4HbIX
paboT 0 pesynbTaTax KIMHUYECKMX UCCNeaoBaHWI NIEKAapCTBEHHOro npenaparta gnst MegULMHCKOrO NMpYMEHEHMS
Ha BMAAX XXMBOTHbIX, KOTOPbIM NpefHa3HavyaeTcs uccrneayemMblin NeKapCTBEHHbIV npenapar.

(4acTb 4.1 BBegeHa PegepanbHbIM 3akoHOM OT 28.04.2023 N 171-93)

5. Ha akcnepTunsy pasnuuHbiX NEKapCTBEHHbIX (DOPM OOHOrO M TOrO XXe JNIeKapCTBEHHOrO npenapaTa ans
BETEPUHAPHOIO MPUMEHEHUS 3asiBUTENb NpPeACTaBNseT OTAENbHbIE 3asiBNEHUS U PErMcCTpauMOHHbIE OCbe Ha
Kakayto nekapctBeHHyto copmy. pu ycrnoBmMnm OgHOBPEMEHHOM NOLAYM HA 3KCNEpTU3Y OOHOWM NeKapCTBEHHOW
GOpMbl C pasnMYHbIMU OO3MPOBKOM, KOHLIEHTpauuen, obbeMoM 3asBuUTENb MPEACTaBMsSeT OOHO 3asiBNIEHVE U
pPEerncTpaumMoHHoOe [0Cbe C MPUIIOKEHWEM MAKETOB MEPBUYHOM YMAKOBKM M BTOPUYHOM ynakoBku. Ha makeTax
NMEPBUYHOM YMAKOBKA W BTOPUYHOM YMAKOBKMA YKa3blBAOTCS BCE MNPOU3BOAMMbIE [O3VMPOBKM, KOHLIEHTpaLmu,
06beMbl M KONUYECTBO 4,03 B YNaKOBKE fIekapCTBEHHOrO Npenapara Anst BETEPUHAPHOro NPUMEHEHNS.

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

6. B crniyyae HenpeacTaBneHus ¢ 3agBneHnemM O rocyaapCTBEHHON perncTpauumn nekapcTBEHHOro npenapara
ONA  BEeTEepUMHApPHOrO MPUMEHEHUS [OOKYMEHTOB, MOATBEPXKAAlLWUX ynnaty rocyAapCTBEHHOW MOLWMUHBI U
yKa3aHHbIX B MYHKTE 7 4acTu 2 HaCTOsILLEN CTaTbl, CBEAEHUI O NMLEH3UAX, YKa3aHHbIX B NyHKTax 1 n 2 yactm 3
HacTosILLen CcTaTbW, a Takke BbldaBaeMblX (MpegocTaBnsieMblX) YNONHOMOYEHHbIMU hedepanbHbIMU opraHaMmu
WCNOSTHUTENbHOM Bnactu [OOKYMEHTOB (CBedeHWW), yKasaHHbIX B MyHKTe 2.1 yacTu 3 HacTosiwen craTtby,
YNOMHOMOYEHHbLIN  dbefepanbHbld - OpraH  UCMOMHUTENbHOM BNAcTU  3anpalivMBaeT YKasaHHble [JOKYMEHThI
(cBegeHwus) B nopsigke MEXXBELOMCTBEHHOIO MHPOPMaLMOHHOIO B3aMMOLENCTBUS.
(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcsi UCMOMb30BaHNE B KOMMEPYECKMX LeNnsx MHopMaumn o pesynbTatax AOKIMHUYECKUX
NCCregoBaHMN JEKapCTBEHHbIX CPEACTB M KIMHUMYECKUX WCCNEedoBaHWA NEeKapCTBEHHbIX MnpenapaToB Anis
BETEPMHAPHOIO NMPUMEHEHUS, NPeaCTaBEHHON 3asiBUTENEM A5 roCygapCTBEHHON permcTpaummn NekapCTBEHHbIX
npenapatoB, 6e3 ero cornacus B TEeYEHWE LIECTU NeT C AaTbl rOCYyAapCTBEHHOW perncrpaumn pedgepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepaumm.

8. [epxatenb wnvM BnageneL, pPervcTpauMoHHOrO YAOCTOBEPEHWUSI JeKapCTBEHHOrO npenaparta ans
BETEPMHAPHOIO MPUMEHEHUS NPEACTaBNSAET B YNOMHOMOYEHHbIA hefgepanbHbIi OpraH MCMNOMTHUTENBHON BRacTu
OTYET MO pesynbTatam apmakoHag3opa OAMH pa3 B LWEeCTb MecsueB B TeyeHuMe [ByX §eT nocrne
rocygapCTBEHHON perMcTpaumm rnekapcTBeHHOro npenapata B Poccuickon ®degepauuun, 3atem eXerogHo B
TEeYeHne nocrenyLnx Tpex NeT 1 B AanbHENLEM OAMH pa3 B TpU roga.

(4acTb 8 BBegeHa PenepanbHbiM 3akoHoM OT 02.08.2019 N 297-93)

Cratbsa 18. Nogaua m paccMoTpeHue 3aaBlieHunAa o rocy,qapCTBeHHoﬁ perncrtpauum neKkapcrBeHHoOro
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npenaparta AnA MeAULUHCKOro NpMMeHeHuns
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocyaapCTBEHHOW perncrTpauum rnekapCTBEHHOro mnpenapata Ans MeauUMHCKOro NpUMEHEeHUs
lopuanyeckoe nuuo, AeNCTByoLlee B COOCTBEHHbIX MHTEpecax MInu yrnosIHOMOYEHHOEe NPeACTaBnsATb MHTEPECHI
OpYroro pUAMYECKOro nuua W 3asBnsiollee NeKkapcTBEHHbIM MpenapaT Ha rocydapCTBEHHYH peructpaumio
(Banee B HacToAlWeW cTaTbe - 3asBWUTEnb), MpeAcTaBnseT B YMNOMHOMOYEHHbIN dedepanbHbli - opraH
WCMNOMHUTENBHON BracTu, OCYLLECTBSIOWMN roCYyAapCTBEHHYIO perncTpaumio nekapcTBeHHbIX npenapaTtoB Anis
MEOMLIMHCKOrO MPUMEHEHUS, B 3NEKTPOHHOW hopMe M Ha OyMaXHOM HocuTene 3asBrieHMe O rocyaapCTBEHHOW
permcTpaumm fiekapCTBEHHOro npenapaTa Ans MeguuMHCKOro NpUMEHeHus, a Takke B nopsgke, yCTaHOBNEHHOM
YMNONMHOMOY€EHHbIM dheeparnbHblM OpPraHOM WCMOMHUTENbHOW BMAacTW, B 3MEKTPOHHOW opMe M Ha GyMakHOM
HocuTene HeobxoouMMmble AOKYMEHTbl, U3 KOTOPbIX (DOPMUPYETCS PEerucTpaumoHHOe AO0CbEe Ha NEeKapCTBEHHbIN
npenapart 4ns MeauUMHCKOro NpUMEHEHs!.

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

2. B 3asBneHun o FOCWJ,apCTBeHHOVI permcTpaunm nekapCTtBeHHOro npenapatra Agnd MeanunHCKOoro
NpUMEeHeHUsA yKa3blBaloTCA:

1) HaumeHoBaHMe, agpec 3asBUTENd U MPOU3BOAUTENS NEKAPCTBEHHOro npenapata Ans MeaunuMHCKOro
NpMMeHeHus1, ceBedeHns o6 ux perucTpaumMnm B KayeCcTBe HamnoronnaTtenbliuka B CTpaHe peructpauum (ans
POCCUMCKNX IOPUANYECKUX NUL, - MAEHTU(DMKALMOHHBLIN HOMep Hanoronnatenbwuka (MHH), ona mHocTpaHHbIX
IOPUANYECKMX NUL, - CTpaHa perncTpauun, HauMmeHoBaHWe PEerncTpupyroLLero opraHa, permcTpaumoHHbIN HoMep,
Kof4 HanoronnaTenbluMka B CTpaHe peructpaumm (MHKoprnopauum) Unm ero aHanor) u agpec MecTa OCyLLeCTBeHns
Npon3BOACTBa feKapCTBEHHOrO npenapata (B Cry4ae HanuuuMs HECKOMbKMX YYaCTHMKOB Mpouecca ero
NpousBOACTBa HEOBXOAMMO yKasdaTb Kaxaoro y4vacTHUKA B COOTBETCTBMM C OCYLLECTBMSEMOW cTaguven
Nnpon3BoACTBa);

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

2) HauMeHOBaHVe feKapCTBEHHOro npenapata AN MEAMUMHCKOrO MPUMMEHEHUs (MeXayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UITN XMMUYECKOE U TOPrOBOE HAMMEHOBAHUS);

3) nepeyeHb AeNCTBYIOWMX U BCMOMOraTeNbHbIX BELLEeCTB, BXOASLMX B COCTaB JIEKAPCTBEHHOrO npenapaTa
ANs MegULIMHCKOrO NPUMEHEHHUS, C YKasaHUeM KOSIM4ecTBa KaXaoro U3 Hux;

4) nekapcTBeHHas bopma, 403MPOBKa, CNOCOOLI BBEOEHNS N NMPUMEHEHUS, CPOK rOQHOCTU NEKapCTBEHHOrO
npenapara anst MeAULMHCKOrO NPUMEHEHWS;

5) apmakoTepaneBTuyeckaa rpynna, kog aHaTOMO-TepaneBTMYECKO-XMMUYECKOW Knaccudmkaumm,
pekoMeHAOBaHHOW BcemMunpHOM opraHusaumen 3OpaBOOXPaHEHMs, 3asiBNSEMble MOKasaHus AnA MPUMEHEHUS
neKapcTBEHHOro npenapara Ans MeAULMHCKOrO NPUMEHEHUS;

6) oTcyTCcTBME HEOGXOAWMOCTM MpPedoCTaBMeHus oTyeTa O pesynbTatax KIMHWMYECKOro UccreqoBaHus,
nccnenoBaHuss  GUOSKBMBANEHTHOCTU  NEKApCTBEHHOro npenaparta, paspelleHHOro Ans  MeAaMLUHCKOro
npumeHeHnst B Poccuiickont degepaunn Goree ABaguath fieT, C ykasaHMEM HOPMAaTMBHbLIX MPaBOBbIX aKTOB,
NoATBEePXAaloLWUX AaHHbIN CPOK NPUMEHEHNS;

7) HeobxoammocTb ohopMIieHUst paspelleHnss Ha BBO3 B Poccuickyio degepaumio KOHKPETHOW napTum
3apErncTpMpoBaHHbIX U (ANM) He3aperncTpMpoBaHHbIX FEKAapCTBEHHbIX CPEeACTB, NpegHasHaYeHHbIX Ans
NpoBeAeHUs SKCNEPTU3bl TEKapPCTBEHHbLIX CPEACTB B LIENSAX FOCYAapCTBEHHOW perncTpaumu;

8) Heob6Xx0OMMOCTb MpOBEAEHMSI SKCMEepPTM3bl [OKYMEHTOB, MpPeACTaBMneHHbIX Ans  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIM npenapart Ans MeAULMHCKOro NMPUMEHEHUA NPU OCYLLECTBMNEHNUM
rocyapCTBEHHOI PerucTpaLmmn B kayectTse opdpaHHOro NekapCcTBEHHOro npenapara;

9) HeobxoaMMoCTb NnpUMeHeHusa yCKOpeHHOVI npouenypbl 3KCNepTu3bl JNeKapCTBEHHbIX CpencCTB B LUendax
FocyﬂapCTBeHHOVI perncrTpauun neKkapCTtBeHHOro npenapara,

10) KONUM JOKYMEHTOB, MOATBEPKAAIOLLMX YNnaTy rocyqapCTBEHHOMN MOLMMHbI;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

a) 3a nMpoBedeHUE IKCMepTU3bl [OKYMEHTOB, MpeACTaBleHHbIX [AnA onpeaeneHust BO3MOXHOCTU
paccmaTpuBaTb  NEKapCTBEHHbI MnpenapaT Ans  MeOWUMHCKOrO  MPUMEHEHUS MNPV OCYLLECTBIEHUM
rocygapCTBEHHON perucTpauum B kayecTee opdaHHOro NekapcTBEHHOro Npenapara;

6) 3a nposegeHne aKCnepTnabl KavyecTBa J1eKapCTBEHHOIro cpenctBa M 3KCNepTu3bl OTHOLLEHUA oXxungaemon
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IeKapCTBEHHOro rnpenaparta, paspeweHHOro ana mMeanunHCKOoro
npuMeHeHna B Poccuiickon CDe/J,epau,MM Oonee pgBaguatu ner, npn ocywecTBleHUn FocyﬂapCTBeHHOﬁ
permcTpaunm nekapCTtBeHHOro npenapara,

B) 3a NpOBEAEHUe IKCMEePTM3bl Ka4yecTBa NIekapCTBEHHOrO CPEACTBa U 3KCMEPTM3bl OTHOLLEHUS OXULAEMOM
Nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs1 NekapCTBEHHOro npenapaTta Ans MeauUMHCKOTO NMPUMEHEHUS NpU ero
rocyiapCTBEHHO perucTpaumuy;

r) 3a npoBedeHNe aKCNepTUsbl KaYecTBa MekapCcTBEHHOrO CPeACTBa U 9KCTMePTU3bl OTHOLLIEHUS OXMOAEeMO
Mornb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI MeKapCTBEHHOro npenaparta Ans MeOuLMHCKOro MNPUMEHeHUs, B
OTHOLLIEHNM KOTOPOro MPOBEAEHbl MEeXAyHapOaHbleé MHOTOLIEHTPOBbLIE KMNUHUYECKNE WCCMNeaoBaHus, 4YacTb U3
KOTOpbIX npoeedeHa B Poccuitckoin ®egepauun, nNpu  OCYLLIECTBMEHUM FOCYAapCTBEHHOW perucrpauum
nekapcTBEeHHOro npenapara;

11) Hanuume cornacusa nNpouM3BOOMTENSA  FIEKAPCTBEHHOro npenaparta, MpoM3BOACTBO  KOTOPOro
ocyulecTBnsaeTca 3a npegenamun Poccuiickon denepaumm, Ha NpoBeAeHNe NHCMEKTUPOBAHNS NMPOM3BOAUTENS Ha
cooTBeTCTBME TpeboBaHUSAM NpaBun Hagnexawen npon3BoACTBEHHON NPaKTUKY;

12) Hanuume cornacusd, NnpegyCMOTPEHHOIO YacTblo 18 HacToALLeln cTaTby;

13) ykasaHve BuOa NEKapCTBEHHOro npenapara, MpPenCTaBfEHHOr0 Ha perucTpaumio  (pedepeHTHbIN
NeKapCTBEHHbIM Mpenapart, BOCMPOM3BEAEHHbIA JEKapCTBEHHbIA Mpenapart, OUONOrM4eckMn nekapcTBEHHbIN
npenapat, OwuoaHanoroebin (6MONOAOGHLIN) fEekapcTBEHHbIM npenapat (6woaHanor), romeonaTU4eckun
NleKapCTBEHHbIN Npenapar, IeKapCTBEHHbIN pacTUTENbHbIA Npenapar).

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaumoHHoe [Oocbe Ha JEeKapCTBEHHbI npenapaT AN MeOUUMHCKOrO  MPUMEHEHMS
npegocTtaenseTcst B popme obLLEero TeXHMYECKOro JOKyMeHTa.
(vacTb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AoKyMeHTauum agMUHUCTPATMBHONO XapakTepa BKIo4YaeT B cebs:

1) 3asiBNeHMe O TroCydapCTBEHHOW perncTpauum InekapCTBEHHOro npenapata  Ans  MeguUMHCKOro
NPUMEHEHNS B SNIEKTPOHHOM hOpME 1 Ha ByMaKHOM HOCUTENE;

2) KOMUI0O OOKYMEHTA Ha PYCCKOM N3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MOpsiAKke W NOATBEPXAAOLLErO
NPaBOMOYHOCTb 3asBUTENS NoAdaBaThb 3asiBlieHVME O rocyapCTBEHHOW permcrpaumm riekapCTBEHHOro npenapaTa
A58 MEANLMHCKOro NPUMEHEHNS (DOBEPEHHOCTD);

3) cBegeHuss O paTe npedocTaBfeHWs U PerucTpauMoHHOM HOMEpe MnUUEeH3UWM Ha npou3BOACTBO
NEeKapCTBEHHbIX CPEeACTB UMM CBeAEHMs1 O AaTe NpedoCTaBMNEeHWss U PEermcTpauyMoHHOM HOMEpPE 3aKMYeHus O
COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHLIX CPeACTB TPebOBaHMSIM NMpaBui Haanexaiwen npoM3BoACTBEHHON
NpPaKkTUKN, BblAaHHbIX (MPEeLOCTABMNEHHbIX) YNOMHOMOYEHHbIM dhedepanbHbIM OpraHOM MCMNOSTHUTENBHON BRacTy B
OTHOLUEHMM MNPOM3BOLCTBEHHOW MIIOWAAKN PErMcTPUPYEMOro JNEKapCTBEHHOroO npenapaTta, B Criyyae, €ecrnv
NpoM3BOACTBO fleKapCTBEHHOMO Npenapara ocywecTtensieTcs B Poccurickon ®egepauuu;

(B pea. PegepanbHbix 3akoHOB OT 04.06.2018 N 140-93, ot 27.12.2019 N 478-93)

4) KOMvo NpPedoCTaBlIEHHOW YMNONMHOMOYEHHbIM OpraHOM CTpaHbl MPOU3BOAMTENS JULEH3UM Ha
NMPOM3BOACTBO JIEKAPCTBEHHOrO Mpenaparta v ee MnepeBod Ha PYCCKUN si3blK, 3aBEpPEHHble B YCTaHOBMEHHOM
nopsiake, a Takke KOMWI0 3aKioYeHUst O COOTBETCTBUM MPOM3BOAMTENS JEKAPCTBEHHBLIX CPeAcTB TpeboBaHUSIM
npaBun Hagnexallei npoV3BOACTBEHHON NPaKTWUKW, BblAAHHOTO YMOMHOMOYEHHbIM dedepanbHbiM OpraHoM
UCMOMHUTENbBbHON BMacT¥ B OTHOLIEHUM MPOM3BOACTBEHHON NOLWAAKM PEerucTpupyeMoro NekapCTBEHHOro
npenaparta, WM KOMUIO PeLIeHUst YMOSIHOMOYEHHOro dbedepanbHOro opraHa WCMOSMHUTENbHOMW Bnact o
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NPOBEAEHUN WHCMEKTUPOBAHUA MNPOM3BOAMTENS FEKapCTBEHHbIX CPEACTB, B Cryvyae, €cnv NpOU3BOACTBO
neKapcTBEHHOro rnpernapara ocyLlecTBnsieTcs 3a npegenamu Poccuiickon deaepavuu;
(B pea. PepepanbHbIx 3akoHoB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-93)

5) nNpoeKT WHCTPYKUMM MO MeOULMHCKOMY MPUMEHEHUI0 TeKkapcTBEeHHOro mnpenaparta, cogepXKallen
cregyloLime cBefeHus:

a) HanMeHoBaHWMe JNeKapCTBEHHOro npenaparta (MemyHapo,u,Hoe HenaTteHToBaHHOEe, U1 rpynnnpoBo4HOE,
nnn xmMmmn4eckoe n Toproeoe HaVIMeHOBaHVIFl);

6) neKkapcTBeHHada cbopma C yKa3saHnem HaUMeHOBaHMMN N KONNYECTBEHHOrO CocTaBa ﬂeﬁCTByIOLIJ.MX BellecTB
N KavyeCTBEHHOrro cCcoCTaBa BcCrnoMoraTtesribHbIX BeELWEeCTB (I'IpI/l HeO6XOp.I/1MOCTI/1 KONnn4yeCcTBeHHOro coctaBa
BCnomMoraTeribHbIX BeU.leCTB);

B) OnMcaHne BHELLHEro BMAa NekapCcTBEHHOro npenapara ans MeauumHCKoro npuMeHeHus;
r) husmKo-xMmMmyeckme cBOMCTBa (ANs pagnodapmaueBTUYECKUX NleKapCTBEHHbIX NpenapaTos);

) hapmakoTepaneBTMyeckas rpynna, Kog fiekapCTBEHHOro npenaparta Ans MeguumHCKOro NpUMeHEeHus no
aHaTOMO-TepPaneBTUYECKO-XMMNYECKON  Knaccudukaumm,  pekoMmeHgoBaHHOW  BcemupHonm — opraHusauuven
3[paBOOXpPaHeHUs, Unu ykaszaHue "romeonaTnyeckuin nekapcTBeHHbIN npenapat”;

e) apmakoguHamuka W apMaKoOKMHETUKA (3@ MWCKMOYEHMEM (DAPMaKOKMHETUKN FOMEeonaTu4ecKmx
NeKapCTBEHHbIX NPenapaToB U PaCcTUTENbHbIX NTEKAaPCTBEHHBIX NpenapaToB);

) NoKasaHusa Ansi NPMMEHEHUsT;
3) NPOTMBONOKA3aHUs ANsi TPUMEHEHWS;
1) Mepbl MPEgOCTOPOXKHOCTU NMPY NMPUMEHEHWN;

K) yKkasaHue BO3MOXHOCTU M OCOBEHHOCTEN MPUMEHEHMs1 NeKapCTBEHHOrO mnpenapata Anstk MeauuUHCKOro
NpUMeHeHVs1 GeEpeMEHHBIMU JKEHLLMHAMU, KEHLLMHAMW B NEPUOL FPYAHOr0 BCKapMITMBaHUS, 4ETbMM, B3POCbIMU,
UMeILLUMM XPOHUYEeCKNe 3aboneBaHusi;

n) pexuM [Oo3MpoBaHUsi, Crnocobbl BBEAEHWS W MPUMEHEHWUS, MpU HEobGXOAMMOCTM Bpemsl npuemMa
nekapcTBEHHOro npenapata A MeAUUMHCKOro NPMMEHEHUS!, MPOQOSKUTENbHOCTL feYeHus, B TOM Yucre y aeTen
[0 U1 nocre ogHoro roaa;

M) BO3MOXHbl€ HexernaTesibHble peakumn npu npuMeHeHU NekapcTBEHHOMO nNpenapaTa Ans MeauuMHCKOro
NPUMEHEHWS;

H) CUMMNTOMbI NEPEAO3NPOBKNA, MEPbI MO OKasaHWUIo MOMOLLM MPY Nepeno3npPOBKE;
0) B3aMMOAeNCcTBME C APYIMMU NEKAPCTBEHHBIMY NpenapataMy U (Unun) NyWeBbIMU NPoAyKTaMu;
M) oopMbl BbiNycka feKapCTBEHHOTO Npenapara;

p) ykaszaHue (Npu HeobxoaumocTn) ocobeHHOCTEN 4ENCTBUSA NIEKapCTBEHHOIO Npenapara 419 MegULMHCKOro
NMPUMEHEHUS1 NMPY NEPBOM NpUEMe UM NPU ero OTMEHE;

c) onucanue (Npu HeobxoanMocCTn) OeNCTBMI Bpayda (denbawepa) v (Mnv) naumeHTa npyu Nponycke npvema
OJHOW UNN HECKOMNbKMX 403 NIeKapCTBEHHOro npenapara Ans MeAUUMHCKOro NMPUMEHEHS;

T) BO3MOXHO€ BIinAHME J1eKapCTBEHHOIo npenaparta Aand MeauunHCKOro npuMeHeHua Ha CnocobHOCTb
ynpaendaTb TPAHCNOPTHbIMU CpeAcTBaMnU, MeXaHU3MaMu,

y) CPOK rogHOCTM M yKa3aHue Ha 3anpet npuMeHeHudA IreKapCTBeHHOro npenapara gnd MeguunHCKOro
NPUMEHEHNA Mo NCTEYEHNUN CPOKa roaHOCTH;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

@) ycrnoBusi XxpaHeHus:;

X) YKa3aHue Ha HeobX0AMMOCTb XpaHeHUA nekapCTBeHHOro npenapara gnda meguumHCKoro npuMeHeHua B
MeCTax, He4OCTYNHbIX And neten;

Ll,) YKa3aHune (I'Ipl/l HeOGXOﬂMMOCTM) cneunanbHbIX Mep NpeaoCTOPOXHOCTU  NMpU  YHUYTOXEHUU
HEeNCnosib30BaHHbIX NIeKapCTBEHHbIX NMpenapaTtoB And MeaUUMNHCKOro nNpuMeHeHus;

4) ycrnoBusl OTnycKa;
LLI) HAMMEHOBAHNA U agpeca NPOM3BOACTBEHHbIX MNOLLAA0K MPOM3BOAUTENS NEKAaPCTBEHHOrO Npenapara;

U.l) HanmMmeHoBaHue, aapec opraHusauum, yI'IOJ'IHOMO‘-IeHHOﬁ aepxarenem nnn BnagenbLuem
perncTtpaunMoHHOro yaocTtoBepeHua rnekapCTtBeHHOro npenapara Aand MeguumHCKOro npuMmeHeHuma Ha npuHAaTue
I'IpeTeH3Ml71 oT I'IOTpe6MTeJ'IF|;

6) MUHCTPYKLUIO MO MeOULMHCKOMY NMPUMEHEHWMIO UMW KPATKYIO XapakTepUCTMKY NekapCTBEHHOro npenapara,
yTBEPXOEHHbIE B CTPaHe Npou3BoauUTenNs;

7) NpOeKTbl MakeTOB MNEPBUYHOM YMAKOBKA WM BTOPMYHOW YNAKOBKM JeKapCTBEHHOro npenapaTta ans
MEONLIMHCKOrO NPUMEHEHNS;

8) NpoekT HopMaTMBHOW AOKYMEHTauuu UNU HOPMAaTMBHOIMO AOKYMEHTa Ha NekapCTBEHHbIN npenapart ans
MEANLMHCKOro NpUMeHeHnst b0 ykasaHne COOTBETCTBYHOLLEN hapMaKkOnNnenHom cTaTby;

9) [OOKYMEHT, codepxawmi MWHPOPMALMIO O Hanmuum wunun o6 OTCyTCTBUM (DAKTOB perncrpaumm
NekapCTBEHHOro npenapara Afsi MEAULMHCKOro NpuMeHeHns 3a npegenamu Poccuickon deaepauny;

10) KOMMM LOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSAKE M NOATBEpXAAoLWMNX haKkT perncrpauum
NeKapCTBEHHOro npenapara B MHOCTPaHHbIX FOCY4apCTBax B ka4ecTBe OphaHHOro NIEKAapCTBEHHOIO Npenapara;

11) nnaH ynpaBneHuss puckamm Onsi OMONOrMyecKknx neKapCTBEHHbLIX MpenapaTtoB And MegULMHCKOro
NPUMEHEHNS;

12) OOKYMEHT 0 cucteme hapmakoHag3opa AepXartens unu Bragenbua perMcTpaumMoHHOro yaoCTOBEpPEHUS
neKapcTBEHHOro npenapaTa;

13) OOKYMEHT, MNOATBEPXKOAKLWMN KavyeCTBO JIEKAPCTBEHHOrO npenapata TpexX MNPOMbILMEHHbLIX Cepui
(npoTokon aHanu3a unum cepTudmkaT aHanusa), ogHa Cepusi KOTOPOro [OrkHa coBnagatb C cepuen obpasua
NeKapCTBEHHOro npenapata Ans MELWUMHCKOrO MPUMEHEHMWS, NPEACTaBMEHHOrO Ha rOCy4apCTBEHHYH
perncTpaumio.

(4acTb 4 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-903)

5. Pasgen xumunyeckon, hapmaLeBTUHECKON 1 BUonornyeckon AoKyMeHTaumnm BKtoYaeT B cebd AOKyMEHTHI,
cogepxaiume nHdopmaumio o bapmaueBTUYECKON CyOCTaHUMM 1 NieKapCTBEHHOM MpenapaTe ans MeguuuHCKOro
NPUMEHEHNST, NMPOLECCe ero NPOM3BoACTBa U METOoAAax KOHTPOIISi KayecTBa, B TOM YMCHE:

1) KOMMIO OOKYMeHTa, COAEepXallero cregylowylo nHpopMaumio o dapmaueBTUYecKon cybctaHuum unm
hapmaLeBTUHECKMX CYOCTaHUMAX, BXOOSLWMX B COCTaB JEKApPCTBEHHOrO npernaparta, 3a MWCKITHYEHUEM
nHdopmaumm o apMaLeBTUHECKUX CyOCTaHUMAX, BKMHOYEHHbIX B TFOCYAapCTBEHHbIA PEECTp J1eKapCTBEHHbIX
CPeAcTB B COOTBETCTBMM CO cTaTben 34 HacToswero ®egepanbHOro 3akoHa:

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHWe bapmaueBTUYeCcKon cybcTaHLmm, ee CTpyKTypa, obLLme CBOMCTBA;
6) HanMeHoBaHWe 1 aapec NPOU3BOAMUTENS;

B) TEeXHonorma npounssoacTtea C onncaHmnem cTagui npom3BoacTBa M METOAO0B KOHTPOJIA Ha BCEX CTaauAx
npon3soacTBa,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

r) onucaHue paspaboTku npoLecca NPon3BOACTRa;

[) onncaHne KOHTPOIS KPUTUYECKUX CTaaui NPpOM3BOACTBA U NPOMEXYTOYHON NPoayKUnK;
€) JOKyMeHTanbHoe nogTeepxaeHune (Banuaauunsa) npoLeccos u (Unn) Ux OLEeHKa;

) CBOWCTBA U CTPYKTypa AENCTBYOLLMX BELLECTB;

3) XxapakTtepucTuka npumecen;

1) cneumndmrkauus Ha hapmaLeBTUHECKy cybcTaHLuo 1 ee 060CHOBaHME;

K) aHanuTU4eckne MeTOAMKU, UCMONb3yeMble NPW OCYLLECTBIIEHUN KOHTPOMS KavecTBa dapMaLeBTUYECKON
cybcTaHumuy;

J'I) OOKYyMeHTarnbHoe noatreepXaeHne (BaJ'II/ILI,aLI,I/lﬂ) aHannTn4eCcknx MeToauK, ucnonb3yemMbiX npu
OCYyLLEeCTBINIEHNUN KOHTPOIA Ka4eCTBa (bapmaueBqueCKon Cy6CTaHLlMI/I;

M) pe3ynbTaThl aHanu3a cepui papmaLeBTU4eckon cybcTaHuum;

H) nepeyeHb CTaHOAPTHbIX o6pasuos mnn BewecTB, WUCMNONb3yeMbIX MNpPU OCYLLEeCTBIIEeHNUN KOHTPONA
Ka4yecTBa,

0) onuMcaHmne XxapakTepUCTMK U CBOWCTB YNAKOBOYHbLIX MaTepraroB U YKYNOPOYHbIX CPeAcTs;
n) AaHHblEe O CTAabUNBbHOCTM hapMaLEeBTUYECKON CcybCcTaHUMK;
P) CPOK roqHOCTH;

1.1) B OTHOWEHUN hbapMaLEBTUYECKMX CyOCTaHLMI, BXOOSLWMX B COCTaB JIEKAPCTBEHHOro npenapaTta u
BK/TIOYEHHbIX B FOCYAapCTBEHHbIN PEEeCTp NEKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO CTaTbeln 34 HacTosiero
denepanbHOro 3akoHa, - Konust JOKYMEHTa, COAepXKaLLero crieayLyo nHopmamio:

a) HaMMeHoBaHWe hapMaLleBTUYECKON cybCcTaHUuK, ee CTPyKTypa, obLime CBONCTBA;
0) HanmeHoBaHWe 1 agpec NPoON3BOAMUTENS;
B) pesynbTaTbl aHanuaa cepuin hapmavueBTruyeckon cybctaHumnm;

) CPOK rogHOCTH;
(n. 1.1 BBeaeH PeaepanbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, coaepalluii criegylolime CBeOeHUss O JIeKapCTBEHHOM rMpenapate afs MEeLWLMHCKOro
NPUMEHEHUS:

a) ornncaHme 1 CoCTaB J1IeKapCTBEHHOIO npenaparta ana MeanunuHCKoro npuMeHeHus;

6) onucaHue papmaueBTuyeckon paspaboTkm (obocHoBaHMe BbibOpa cocTaBa, MEPBUYHOM YMaKOBKU U
WHOrO);

B) TEXHOMorms NPou3BoACTBa C ONMcCaHMEM CTagui NpPou3BOACTBA M METOAOB KOHTPOMS Ha BCEX CTaamax
npoun3BoACTBa,

r) onncaHue KOHTPOIS KPUTUYECKUX CTadui npolecca Npon3BoAcTBa U MPOMEXKYTOUYHON NPoAYKLUMK;

ﬂ,) HanMmeHoBaHWe W afgpec MecTa OcCyllecTBleHna npou3BoACTBa JeKapCTBEHHOro npenapata AOnsd
MeaNLUMNHCKOro npuMMeHeHudA (B Clny4yae Hanun4ina HeCKOJIbKMX YyYaCTHUKOB Mpouecca npoun3soacTBa HeobxogMmo
YKa3aTb Kaxxgoro n3 HVIX);

e) CbapMaLl,eBTVI‘-IECKaFI COBMECTUMOCTb;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

) MUKpOBMONornyeckue xapakTepucTmKY;

3) MaTepuanbHeblii GanaHc Ans NpPou3BOACTBa CEPWM FOTOBOTO NPOAYKTa;

1) onMcaHve XapakTepUCTUK U CBOMCTB YNakoBOYHbIX MaTEPUAnoB U YKYNOPOYHbIX CPEeACTB;

K) JOKyMeHTanbHoe noateepaeHue (Banuaauns) npoLeccoB Npon3BoacTBa U (Unu) Ux oLeHka;

J'I) Tpe6OBaHM$| K Ka4eCTBY BCnoMoratesibHbIX BELLECTB (cemechKaT, CI'IeLLI/Iq)I/IKaLLMﬂ Ha BCMomMoraTteribHble
BelwecTea U nx O6OCHOBaHV|e);

M) aHanuTUYeckne MeTOOMKWU, UCMOMb3yeMble NMPU OCYLLECTBIEHUN KOHTPOMSA KayecTBa BCcromoraTernbHbIX
BELLIeCTB;

H) OOKyMeHTaribHoe noaTeepXaeHne (BaJ'II/Ip.aLLI/IFl) aHannTn4ecknx MeToauK, Wucnonb3yemMbiX MNpu
OCyLleCTBIIEHNN KOHTPOIA Ka4eCTBa BCNoMoraTesibHbIX BELWeCTB;

O) VIH(bOpMaLWIﬂ 06 ucnonb3oBaHWMKM  BCMOMOraTerbHbIX BelleCcTB YerioBe4yeckoro w”n XMBOTHOIO
NPOUCXOXOEHUA;

n) nHpopmauus 06 NCNONbL30BaHMN HOBbLIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHWs K KayecTBy FEKapCTBEHHOro npenapata Ansi MegUUMHCKOrO MpUMEHeHMs (cepTudpumkar,
cneumdurkaums Ha nniekapCTBEHHbIN nNpenapaTt n nx 06oCcHOBaHUe);

C) aHanuTnyeckme MeToauKn, UCMNoJib3yeMble Mpu OCYLLECTBIIEHUU KOHTPOJI1A KadecTBa J1eKapCTBEHHOro
npenapata ana MmeguunHCKOro npuMeHeHus;

T) [OKYMEHTanbHoe MOATBEePXAeHWe (Banuaauusl) aHanuTUYecKUX MeTOAMK, WCMOoNb3yemblX Mpu
OCYLLIECTBIIEHNM KOHTPOJSISI KaYecTBa JIekapCTBEHHOro npenapaTa Afsi MEAULMHCKOrO NPUMEHEHUST;

y) pe3ynbTaTbl aHanM30B CEPU NeKapCTBEHHOrO npenapaTa Anst MEAVULUHCKOTO NMPUMEHEHWS;
) XapaKkTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pasLoB, WCMOMb3yeMblX MPU  OCYLLECTBIIEHUM KOHTPOSsS KadecTsa
nekapcTBEHHOro npenapata Afsi MEAULMHCKOTO NPUMEHEHWS;

L) AaHHbIE O CTAabWNBLHOCTM NEKapCTBEHHOIO NpenapaTa Ans MeAUUMHCKOrO NPUMEHEHUS.
(vacTb 5 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen dapmakonornyeckomn, TOKCUKOSIOTMYECKON [OOKYMeHTauuu BkIo4aeT B cebs OTyeThl O
pesynbTatax OOKMMHUYECKUX MCCNEAOBaHWUN NIEKAapCTBEHHOIO CpeacTBa A1 MEAULMHCKOrO MPUMEHEHUS, B TOM
yucne:

1) oT4yeT 0 (hapmMaKko4MHAMUYECKNX NCCNEOOBAHNSAX;

2) oT4yeT 0 (hapMaKOKMHETUYECKMX NCCNEOO0BaHNSAX;

3) OTYET O TOKCMKONOTMYECKNX NCCNEeqOBaHMSIX.
(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KknvHWYecKon [OOKYMeHTauuMu BKrloYaeT B cebs OoTyeTbl O pesynbTatax  KIMHUYECKUX
nccneaoBaHuii NekapcTBEHHOro NpenapaTa Ans MeauLMHCKOro NpUMEHEHUs!, B TOM Y1Cre:

1) oT4yeTbl 06 UccreaoBaHNsAX GUOAOCTYNHOCTM U GUOSKBMBANIEHTHOCTU, UCCINIEA0BAHMSIX, YCTaHABMVBAIOLLIMX
KOPPEnsALUI0 pe3ynbTaToB, NofyYeHHbIX B YCIOBUSAX in Vitro u in vivo;

2) OT4eTbl O CbapMaKOKVIHeTVI‘-IeCKVIX ncenenoBaHuUAx;
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3) oTyeTbl 0 (hapmMakoAMHaAMUYECKNX UCCreoBaHuUsX;
4) OTYEeTbI O KIMHUYECKMX UCCreqoBaHUaX 3hdEKTUBHOCTU U 6e30MacHOCTY;

5) OT4ET 0 NOCTPErUCTPALMOHHOM ONbITE NPUMEHEHNS (NPU HANU4Mn).
(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusi Kk 0ObeMy MHOpPMaLWM, NPeOCTaBMsieMON B COCTaBe PEerucTpauMoHHOro Aocbe, Ans
OTOEenbHbIX BWAOB  NEKApCTBEHHbIX nNpenapaTtoB  ANs  MeOWUMHCKOro  NPUMEHEHWs  yCTaHaBnMBaloTCA
YMNOMHOMOY€EHHbIM peepanbHbIM OpraHoOM UCMOSTHUTENBLHOM BRACTU.

(4acTb 8 BBeaeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLLIEHMM NEKAPCTBEHHbIX NPENapaToB, paspeLUleHHbIX Ang MeguLMHCKOro NpuMeHeHusa B Poccunckom
depepaumm Gonee OBaguatTM NEeT U B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MpPOBEAEHME WCCNEAOBaHUN UX
BGMO3KBUBANEHTHOCTU (3@ UCKMOYEeHeM BUONOrMYecknx NekapcTBEHHbIX NPenapaToB), AONYyCKaeTCs BKIOYEHVE B
cocTaB pasgena apMakonormyeckomn, TOKCUKOMNOrMYeckon JOKyMEHTauumn n pasgena KIMHUYeCcKon AOKYMeHTaLmMm
BMECTO OT4eTa paspaboTymka O pesyrbTaTax COOCTBEHHbIX LOKIMHUYECKMX WCCIEeAOoBaHUIA JeKapCTBEHHbIX
CPEACTB M KIUHUYECKUX UCCNedoBaHMN NEKAPCTBEHHbIX MpenapaTtoB ANs MeOMLMHCKOro npuMeHeHust ob3sopa
Hay4HbIX paboT O pesynbTaTax OOKMUHUYECKUX WCCNeoBaHWUA FNEKapCTBEHHbIX CPeacTB W KIMHUYECKUX
nccnepoBaHUA [aHHbIX JIEKapCTBEHHbIX NpenapaToB, B TOM YUCME BKMAYasa OMbIT UX MOCTPErMCTPaLMOHHOMO
NPUMEHEHNS.

(vyacTtb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoro 3akoHa ot 27.12.2019
N 475-03)

10. Tlpn rocygapCTBEHHOMW perncTpaumm BOCMPOU3BELAEHHbLIX JIEKAPCTBEHHbLIX MpenapaToB  Ans
MEOMLIMHCKOrO NMPUMEHEHMS AONyCKaeTCcs BKIOYEHME B COCTaB pasgena oapmMakonornieckom, TOKCUKONIOrMYeCKom
OOKyMEHTaUMM W pasgena  KIMHUYECKOW [OKYMeHTauum BMeCTO oOT4yeTa paspabotymka O pesynbraTax
COBCTBEHHbIX OOKIMUHUYECKUX WCCIEeAOBaHUN NEKapCTBEHHbIX CpeacTB 0b63opa HayuyHbIX paboT o pesynbTaTtax
OOKITMHUYECKMX  UCCNEeOoBaHWN  pedepeHTHOro NEKapCTBEHHOTO npenapata W NpeacTaBfieHMe  BMECTO
KMUHWYECKUX UCCIEeA0BaHNI B NOMTHOM O6beMe, YCTaHOBIIEHHOM Pa3fernioM KIMHUYECKON JOKYMEHTaUMKM, oT4eTa o
pe3ynbTatax WUcCCNenoBaHWN OUO3KBMBANEHTHOCTM  BOCMPOM3BEAEHHOTO JEKApCTBEHHOrO MpenapaTta Ans
MEeOWLMHCKOTO npuMeHeHusi. He TpebyeTca npeacTaBneHne oOT4eTa O pesynbTatax —MccrnegoBaHui
OGNO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOMO FIeKapCTBEHHOrO npenaparta Ansi MEAMUMHCKOrO NPUMEHEHUs, ecriun
PErMCTPUPYIOTCS BOCMPOU3BEAEHHbBIE NNEKAPCTBEHHbIE Npenapatbl Ans MegMUMHCKOro NPUMEHEHUs], KOTOpPbIE:

1) npegHasHayeHbl Ans  NapeHTepanbHOro  (MOAKOXKHOMo,  BHYTPUMbILLEYHOrO,  BHYTPWBEHHOIO,
BHYTPUINasHOro, BHYTPUMOSIOCTHOMO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHWS U NpeacTaBnsioT cobol
BOZHbIE pacTBOpbI;

2) npencTtaensioT cobor pacTBOpbl 4518 NEPOparibHOro NPUMEHEHUS;
3) npousBeaeHbl B hopMe NOPOLLKOB MUK NNOUIM3aTOB ANt MPUrOTOBINEHUS PACTBOPOB;
4) 9BnsATCA rasamu;

5) SBNATCA YLWHBIMW UMW TNasHbIMU JIEKAPCTBEHHbLIMU NMpernapaTamMu, NpousBedeHHbIMM B (hopMe BOOHbIX
pacTBOpPOB;

6) NpeaHasHa4YeHbl AN MECTHOIO NMPUMEHEHNUS Y MPUrOTOBIEHBI B hOpMe BOAHbIX PaCcTBOPOB;

7) npenctaBnsawT cobor BOOHbIE pPacTBOPbl AN MCMNONb30BaHUA B (OPME WHransumMm C MOMOLLbHO
HeOynansepa unv B Ka4eCTBe Ha3arbHbIX CIPEEB, MPUMEHSIEMbIX C MOMOLLBI CXOA4HbIX YCTPOWCTB.
(4acTb 10 BBegeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4yaes, ykasaHHbIX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacTodwen cTaTbu, BOCNPOU3BELEHHbIN
NeKapcTBEHHbIA MpenapaTt Ans MeAUUMHCKOro NMPUMEHEHUs] OOIMKEH CoAaepkaTb TakuMe e BCroMoraTtesibHble
BELLECTBA B TaKMX >Xe KONMMYecTBax, Kak U pedepeHTHbI HNeKkapCTBEHHbLIN Mpenapart. Ecnmn cocrasbl
BCMOMOraTesibHbIX BELLECTB pasnuuyalnTcs, 3asBUTENb [AOIMKEH MPeAcTaBUTb [AokasaTenbCTBa TOro, MTO
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ncrnonb3yemble B AaHHbIX KOHLEHTPaLMSX BCNoMoratefbHble BellecTBa He BAMSAOT Ha GesonacHocTb u (unw)
3(pheKTMBHOCTb NEKapCTBEHHOro npenapara Ang MeauuMHCKOro rnpumeHeHus. B cnydae, ecnu 3asBuTenb He
MOXeT NPeACTaBUTb TakMe AokasaTenbCcTsa U (Mnu) He MMeeT JOCTyna K COOTBETCTBYIOWMM AaHHBLIM, OH JOXEH
NPOBECTU COOTBETCTBYIOLLME UCCMEA0oBaHMA AN AoKa3aTenbCTBa OTCYTCTBUS BINSHUSA Pa3HbIX BCNOMOraTefbHbIX
BELLEeCTB WNW BCMOMOraTenbHbIX YCTPOWCTB Ha 6e3onacHocTb U (Mnv) 3dEEKTUBHOCTb NEKAPCTBEHHOTO
npenapaTta Ans MeguuMHCKOro NpUMEHeHUs B COOTBETCTBUWM C akTamu, COCTaBnswolWMMu npaso Espasuiickoro
3KOHOMWYECKOro COo03a.

(4acTb 11 BBegeHa ®efepanbHbliM 3akoHOM 0T 22.12.2014 N 429-03; B pea. PeagepansHoro 3akoHa ot 22.12.2020
N 444-03)

12. Tpwn rocyaapcTBeHHOW pervcTpauuM kombuHauMn paHee 3apermcTpupoBaHHbIX EeKapCTBEHHbIX
npenapaToB AN MegUUMHCKOrO NMpUMEHEHUs1 AOoMyCKkaeTcs BKMIOYEHWe B COCTaB pasgena ¢hapMakonorndeckomn,
TOKCMKONOrM4EeCKON AOKYMEHTaUMW W pasfena KIMHWYECKOW [OOKyMEeHTauuuM BMeCTO oTyeTa paspabortumka o
pe3ynbTatax COOCTBEHHbIX OOKIUHUYECKUX WCCIELOBaHWIN NEKapCTBEHHbIX CPeacTB 063opa HayyHbIX paboT o
pesynbTaTtax AOKMUHUYECKUX WCCrefoBaHUMM pediepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOOSLWMX B COCTaB
KOMOUHaLUMM NeKapCTBEHHbIX NpenapaToB, 1 06 OTCYTCTBUM UX B3aUMOLENCTBUS B OOQHOWN NekapcTBEHHOW dhopme.
(4acTb 12 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTunsy pasnuyHbIX NEKapCTBEHHbLIX POPM OL4HOro M TOrO XE NEeKapCTBEHHOro npenapaTta and
MEANLMHCKOro NPUMEHEHUST 3asBUTENb NPEeacTaBNseT OTAEfNbHble 3asBMEHMS U PEerncTpaumoHHble OOChbe Ha
Kakaylo nekapctBeHHyto copmy. Npu ycnoBuMnm OQHOBPEMEHHOM NOLAYM HA 3KCNEpTMU3Y OOHOWM NeKapCTBEHHOW
OpMbI C PasfMYHbIMU O03MPOBKOMW, KOHLIEHTpauuen, obbemMom 3asiBUTENb MPEeACTaBNsAeT OOHO 3asiBNEHue U
perncTpaumoHHoe [OCbe C MPUIOXEHNEM MaKETOB YMAKOBOK Ha KaXAyr OO03UPOBKY, KaXOyl KOHLEHTpauuio,
KaxkabIi 00 beM 1 KaXkgoe KONMYeCTBO 03 B YNAKOBKE.

(vacTtb 13 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

14. TMpw rocynapCTBEHHON perncTpaumn opaHHOro NekapCTBEHHOMO Npenaparta 3asiBuUTeNnb NpeacTaBnseT
MHpopmauuo, Heobxogumylo AnA  POPMUPOBAHUSA pasgena  KIMHUYECKOW JOoKyMeHTauun, B obbeme,
YCTaHOBJIEHHOM YNOMHOMOYEHHbIM heaepanbHbIM OPraHoOM UCTONMHUTENBHON BRACTW.

(vacTtb 14 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

15. Mpu pernctpaunm GMOMNOrMYEcKoro riekapCTBEHHOro npenapara, noflyYeHHOro U3 KPOBM, Miasmbl KPOBM
YyerioBeka, B COCTaBe PErmMcTPaLMOHHOMO [OCbe Ha JeKapCTBEHHbIN npenapaT Ans MeaUUMHCKOTO NMpUMeHeHust
[AOIMKHbI ObITb MPeACcTaBMNeHbl 4OMNONTHUTENBHO:

1) B pasgene AOKYMeHTauuM agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, cogepXawmi mHdopMaumio o
cybbekTax obpalleHus JOHOPCKOM KPOBM M (MNK) e€e KOMMOHEHTOB, O TOM, rge Obina ocyllecTBreHa AoHauus
(kpoBM W (MnNKM) nNnNasmbl KPOBM), a Takke [[aHHble 00 MHMEKUMOHHbLIX 3aboneBaHusX, nepenaroLLnxcs
napeHTepanbHbIM NyTeM, MHpopMauna o cyObekTax obpalleHns JOHOPCKOW KPOBM U (UMW) ee KOMMOHEHTOB, B
OTHOLLIEHMMN KOTOPbIX OCYLLECTBMAAETCA KOHTPOSb AOHOPCKOM KPOBU U (MIN) €€ KOMMOHEHTOB;

2) B pasgene XxMMu4eckon, apmaueBTUYeCcKon n B1onorn4eckomn OKyMeHTauum:

a) KpuTepum un cnocobbl oTbopa, TpaHCMOPTMPOBAHMS W XPaHEHWs LOHOPCKOM KpoBM u (Mnn) ee
KOMTMOHEHTOB;

0) pesynbTaTthbl NUccnegoBaHnn 0TOBpaHHbIX AOHOPCKOM KPOBWU M (MNK) nnasmbl KPOBWU WM MYNOB HA Hanuive
BO3OyauTENEen MHMEKLMIA, BKIoYas uHGOpMaumio 06 MCNONb30BaHHBIX METOOMKaxX WCCNefoBaHWA M B criyvyae
nccnegoBaHuss  NynoB  MnasMbl  KPOBWM  pesyrnbTaTbl  AOKYMEHTanbHOro MoATBepXaeHus  (Banugauum)
NCMONb30BaHHbIX METOAMK;

B) TEXHUYECKME XaPaKTEPUCTUKM YNAKOBKM A5ist oTOopa JOHOPCKOW KpOoBU M (Mnn) nnasmbl KPOBW, BKOYast
nHdopmaumto 06 MCNonNb3oBaHHbIX PacTBOPaxX aHTUKOArysIHTOB.
(4acTb 15 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckne mccnenoBaHnsl NeKapCTBEHHOMO npenaparta Angd MeguuuHCKOro NPUMEHEeHNst B LENsX ero
rocyapCTBEHHOWN perncrTpaumm nposoasTcs B Poccunckon deaepauun B nopsiake, ycTaHOBNEHHOM cTaTbsamu 38 -
44 nacTtosiwero ®enepanbHoro 3akoHa. OTYEeT O NMPOBEeAEHHbLIX MUCCNeaoBaHMAX BKMOYaAeTCd B COCTaB pasgena

www.consultant.ru Crpanvua 42 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169FC9B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0226566B23ABB9F34DC0AB25CC23A64984D461C7544159BCEB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169FC6B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169FC7B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D22C6165B93CBB9F34DC0AB25CC23A64984D461C7544159AC7B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169CCEB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169CCFB994F9F6511FE09DEBCAAA314ABE2639MAG

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

KNMUHUYECKON [OKYMEHTaUMM PErMcTpaumMoHHOro [OCbe Ha feKapCTBeHHbI npenapat Ansg MeguuUHCKOro
npumeHeHus. [na nekapcTBEeHHbIX MpenapaToB Ans MEAWULMHCKOrO MPUMEHEHWS, B OTHOLUEHWM KOTOpbIX B
pesynbTate 3KCMNepTu3bl [OOKYMEHTOB, NPEeACTaBeHHbIX Afs OonpefeneHns BO3MOXHOCTM paccmaTpuBaTb
nekapcTBeHHbIN npenapaT Ans MeguumMHCKOro NpUMEHEHUs B KavyecTBe opdhaHHOro rekapcTBEHHOro npenapara,
Takas BO3MOXHOCTb MpPU3HaHa U B OTHOLUEHUM KOTOPbIX NMPOBEAEHbl KITMHWYECKNE UCCNEAOBaHNS, BbINONHEHHbIE
3a npegenamu Poccuiickont degepaumm B COOTBETCTBUM C MpaBuiaMy Hagnexaiien nadbopaTopHOW NpakTukv 1
npasBunamMn Hagnexawen KIMHUYECKOW MNpaKTUKW, OOMNYyCKaeTCs BKMOYEHWe B COCTaB pasfena KiMHUYecKon
OOKYMeHTauuM BMECTO OT4eTa O pesynbTaTax KIMHUYECKUX WCCneaoBaHWi NekapCTBEHHOro npenapara ans
MeOUUUHCKOrO NPUMEHeHWsi, NpoBefdeHHbIX B Poccuiickon ®Pepnepaumm, otyeta O pesynbTaTax KIMHUYECKUX
nccnenoBaHuK, BbINOMHEHHbIX 3a npegenamn Poccunckon ®enepauun.

(4acTb 16 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. B cnyyae HenpeacTtaeneHus C 3asiBNEHWEM O T[OCYAapCTBEHHOW peructpaumm nekapcTBeHHOro
npenapata 4ns MeauuMHCKOro NpUMMeHeHUs1 JOKYMEHTOB, NoATBepXAatoLmnx ynnaTty rocyaapCcTBEHHOW NOLLSTMHbI
M ykasaHHbIXx B nyHkte 10 yactm 2 HacTodweW cTaTbW, a Tawkke BbidaBaeMblX (NpegocTaBnseMbix)
YMNOMHOMOY€EHHbIMU pefepanbHbIMU OpraHamMu UCMOMHUTENBbHOW BNacT AOKYMEHTOB (CBeOeHWI), YKasaHHbIX B
nyHkTax 3 M 4 4yactn 4 HacToslen CTaTbu, YNOMHOMOYEHHbIN dhedeparbHblii OpraH UCMONTHUTENbBLHOW BnacTu
3anpawmvBaeT yKa3aHHble [OOKYMEHTbl (CBedeHus) B nopsake MeXBeQOMCTBEHHOTO  MHEOPMALMOHHOIO
B3aMMOAeNCTBUS.

(4acTb 17 B pea. PegepanbHOro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcst Mcnonb3oBaHWe B KOMMEPYECKMX Liensax MHgopMauum o pesyrnbratax SOKIMHUYECKNUX
VICCﬂe,El,OBaHMVI NNeKapCTBeHHbIX cCcpeactB W  KIUMHUYECKUX VICCJ'IG,D.OBGHVIVI NNIeKapCTBEeHHbIX npenapaTtoB AOnd
MeaUNLUMHCKOro npuMeHeHua, Hpe,EI,CTaBﬂeHHOVI 3adaButenem ansa FOCyﬂapCTBeHHOVI perncrtpauunn nekapcrtBeHHoOro
npenaparta, 6e3 ero cornacusi B TeYeHue LIeCcTV NeT C AaTbl roCyAapCTBEHHOW perucrpaumm pedgepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepavmn.

(vacTtb 18 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19. [epxaTenb wnu BriageneL, PperncTpaumMoHHOrO YAOCTOBEPEHMSI NeKapCTBEHHOro mnpenapaTta Ha
OMoTEXHONOrMYECKNA NN opdbaHHbIN NeKapCTBEHHbIM NpenapaTt 06sa3aH NpegocTaBnAaTe Ha BO3ME3OHOW OCHOBE
06pa3ubl pehepeHTHOro NEKAapCTBEHHOrO nNpenaparta 3asBUTENAM Ans NPOBEAEHNS KITUHUYECKUX UCCIEeaOoBaHNNA.
CtonmocTb 0Opa3ua pedepeHTHOro NEeKapCTBEHHOTO npenapata, BKOYEHHOrO B MNEpPeYeHb KU3HEHHO
HeOOXOOANMbIX W BaXXHEWLMX JlIeKapCTBEHHbIX MpenapaToB, He [OfkHa MpeBblllaTbh 3aperMcTpUpOBaHHYHO
npedenbHy0 OTMYCKHYK LeHYy Ha pedepeHTHbI NEKapCTBEHHbIM npenapar WM LeHYy Ha JfeKapCTBEHHLIN
npenapar B CTpaHe Npou3BoauTENsi.

(vacTtb 19 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asBneHne O rocygapCTBEHHOW perncrpaumMmM BOCMPOU3BEAEHHOIO NEKAPCTBEHHOrO npenapara Aans
MEANLUMHCKOro MNPUMEHEHNsT MOXET ObiTb NOL4aHO B YMOSIHOMOYEHHbIN dhefneparnbHbIi OpraH WUCMOSTHUTENBHON
BMacCTW, OCYLLECTBASALWMNA rocygapCTBEHHYIO PETMCTPALMIO NTEKaPCTBEHHbIX NPEnapaToB, N0 NCTEYEHUN YETbIPEX
net ¢ paTtbl rocyfapcTBEHHOM perucrTpaumMmM pedgepeHTHOro rekapcTBeHHOro rmnpenapata B Poccuickon
depnepaumm.

(yacTb 20 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asBneHve O rocygapcTBeHHOM peructpaummn 6uoaHanorooro (6uonogobHOro) nekapcTBEHHOrO
npenapata (OvoaHanora) MOXeT ObiTb MOAAHO B YMNOMHOMOYEHHbIM dedepanbHbIi OpraH WCMOMHUTENBbHOW
BMacTu, OCYLLECTBNSOLNA FOCYJAPCTBEHHYO PErMCTPaLMIO NEKAPCTBEHHbIX MpenapaToB, N0 UCTEYEHUN TpexX neT
C AaTbl roCyAapCTBEHHOW perncTpauum pedepeHTHOro nekapcTBeHHOro npenapata B Poccuinckon ®enepavmn.
(4acTb 21 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22. [epxatenb wnu BRageney pernctpaumMoHHOro YAOCTOBEPEHWS NeKapCTBEHHOro npenapaTta
npeactaBnAeT B YNOMHOMOYEHHbIN ddefepanbHblid opraH UCNOMHUTENLHOW BNAcTU, OCYLLECTBNALWNUA PYHKUUA
MO KOHTPOIO N Hag30py B cdhepe 30paBOOXPaAHEHUS, OTHET MO pe3ynbTaTam hapMakoHan3opa O4VH pas3 B LLECTb
MecsiLleB B TeyeHWe OByX neT nocre rocyfapCTBEHHOM perucrpauum nekapcTBeHHOro npenapata B Poccumnckomn
depepaumm, eXXerogHo B TeYEHNE NOCNEayLLMX TPEX NET 1 B AanbHENLEM OOWH pa3 B NATb JeT.

(4acTb 22 BBeaeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

www.consultant.ru Crpanvua 43 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169CC9B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D02C6061BA39BB9F34DC0AB25CC23A64984D461C75441493CDB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169CC7B994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D7216D63B23ABB9F34DC0AB25CC23A64984D461C7544159BCCB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169DCEB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169DCFB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169DCCB994F9F6511FE09DEBCAAA314ABE2639MAG
consultantplus://offline/ref=CA26BA93BBFA393A070E879BB3E04992D0216660BA3EBB9F34DC0AB25CC23A64984D461C7544169DCDB994F9F6511FE09DEBCAAA314ABE2639MAG

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Cratba 19. lMpuHATHE pelleHWs O Bbidaye IKCNEPTHOMY YUpeXKOAEeHUI 3adaHusi Ha npoBedeHue
3KCNepTU3bl JieKapCTBEHHOro cpeacTBa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B TedeHune pecatun pa6oq|/1x OHen co AHs NPUHATNA 3aABNeHUA O FOCWJ,apCTBeHHOIZ permcTpauunm
NleKkapCTBeHHOro npenaparta COOTBeTCTByPOIJJMﬁ yI'IOJ'IHOMO‘-IeHHbIIZ (be/:l,epaanbuZ opraH NCMONHNTENLHON BNacTu
npoBOAUT NpPOBEPKY MOJIHOTbl, OOCTOBEPHOCTU U NpPaBUIIbHOCTU Oq)OpMJ'IeHI/lﬂ npencrtaBfieHHbIX OOKYMEHTOB
perncTpaumoHHOro nocbe Ha ﬂeKapCTBeHHbIVI npenapatr u npuHMMaeTt peleHne O Bbloade 3adaHuA Ha
npoesegeHne:

1) oKCnepTUsbl [OKYMEHTOB, MPEACTaBMeHHbIX Ans OonpefderneHvuss BO3MOXHOCTM — paccMaTpuBaTth
NeKkapcTBEHHbIN npenapaT Ans MeAULIMHCKOro NPUMEHEHUs NPy OCYLLLECTBEHUM rOCyAapCTBEHHOW PerncTpaLmum B
kayecTBe opd)aHHOro feKkapCTBEHHOro Npenapara;

2) OKCNepTu3bl JNeKapCTBEHHOro cpenctBa B 4YaCTU 3KCNepTU3bl KaydeCTBa J1eKapCTBEHHOro cpenctesa u
9KCNepTn3bl OTHOLLUEHUA oXngaemom nonb3bl K BO3MOXXHOMY PUCKY NMpUMeHeHNaA NnekapCTBeHHOro npenapara and
MeaNLMHCKOro NnpuMeHeHus;

3) aKkcnepTu3bl NEeKapCTBEHHOro CpeacTBa B YacCTW 3KCMEPTU3bl KadecTBa JleKapCTBEHHOro cpenctea U
OKCNepTn3bl OTHOLLUEHUA omm,qaemoﬁ Nnonb3bl K BOBMOXHOMY PUCKY NMPUMEHEeHUA NeKapCTBEeHHOro npenapara anAa
MEOWUUHCKOTO MNPUMEHEHUss B MNOPsSAKe YCKOPEHHOW npoueaypbl 9KCNepTU3bl feKapCTBEHHbIX CpeacTB B
COOTBETCTBMM CO CTaTben 26 HacToswero denepanbHOro 3aKoHa;

4) 3kcnepTM3bl NIeKapCTBEHHOrO CpeacTBa B OTHOLUEHMM NEKapCTBEHHOro npenaparta Ansi BeTepuMHapHOro
NPUMEHEHMS.

2. YNOnHOMOYEHHbIN dhedeparnbHbIii OpraH MCMOMHUTENBbHOW BRacTu yBEAOMISET B 3MIEKTPOHHOM dopme
Unn Ha GyMaxHOM HOCUTENE 3asiBUTENS U SKCMEPTHOE YUPEXAEHNE O MPUHSITOM peLleHnM O Bbidaye 3afaHui Ha
npoBeAeHNe IKCNEePTU3, NPEeAYCMOTPEHHbBIX YacTbio 1 HAcTosILLEN CTaTbu, U B Criydyae HeOOXOAMMOCTM O Bblaave
paspelweHnss Ha BBO3 B Poccuinckyto denepaumio KOHKPETHOM MNapTuK, Cepum 3aperncTpuMpoBaHHbIX M (UNn)
He3aperMcTpMpoBaHHbIX JTEKAPCTBEHHbIX CPeacTB Unn o6 OTkase B NPOBEAEHMU NPedyCMOTPEHHbBIX 3KCMepTu3 C
yKa3aHWeM NPUYUH TaKoro oTkasa.

3. B cnyyae BbiSABNEHWs1 OTCYTCTBMSI WU  HEOOCTOBEPHOCTM uHGOpMaumMu, coaepxawenca B
npeacTaBneHHbIX 3asaBUTENEM [OKYMEHTax, YMNOMHOMOYEHHbIN dedeparnbHblii OpraH UCMONMHUTENIbHOW BRacTu
HanpaenseT 3asdABUTENIO 3anpoc 00 YTOYHeHMM 3ToM uMHdopMaumm (ganee - 3anpoc  YNOSTHOMOYEHHOro
denepanbHOro  opraHa  WUCMOMHUTENBbHOM  BNacTu), KOTOpbIA MOXeT ObiTb nepedaH  YrnofHOMOYEHHOMY
npeacTaBuTENO 3asiBATENST JIMYHO MOA, PacnucKy, HamnpaeBneH Mo Mo4YTe 3akasHbiM MWCbMOM MNU nepefaH B
9NEeKTPOHHOM (OpME MO TENEKOMMYHUKALMOHHbIM KaHanam cBsa3n. B cnyyae HanpaBneHuss 3anpoca
YMNONHOMOYEHHOrO (PefepanbHOro opraHa UCMOMHUTENBHOM BRACTW MO MoYTe 3akasHbIM MUCbMOM OH CYMTaEeTCA
MOMyYeHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HaNpPaBeHUs 3aka3HOro NMCbMa.

4. 3asBATenb o6si3aH MpeAcTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro dheaepanbHOro opraHa
UCMOSTHUTENBHOWM BracTh B CPOK, He MpeBbILAKWMNA OeBsHOCTa paboynx OHeW co AHS ero nonyyeHusi. Cpok,
yKasaHHbIi B 4YacTu 1 HacTosiel cTaTbW, MPUOCTaHaBNMBAETCA CO AHS HanpaBrfieHUs 3asiBATENO 3anpoca
YMOSTHOMOYEHHOro hefeparnbHOr0 opraHa MCMONHUTENbHOM BRacTu A0 AHS MOSyYeHWst UM COOTBETCTBYIOLLEIO
oTBeTa.

5. OcHoBaHveM [Of1si OTKasa B OpraHu3auuu 3KCnepTu3, NpeayCcMOTPEHHbIX YacTbio 1 HacToslen cTaTtby,
ABNSIeTCA NpeAcTaBrieHne HeobXxoaMMbIX Asi MPOBEAEHUs] NPedyCMOTPEHHBIX 9KCNEPTH3 JOKYMEHTOB B HEMOIHOM
obbemMe WM HenpeacTaBreHVe 3asiBUTENIeM B YCTAHOBIEHHbLI CPOK OTBETa Ha 3anpoc YnorHOMOYEHHOro
degepanbHOro opraHa WCMONMHUTENbBHON BRacTW, a Takke MNpeacTaBrieHne [OOKYMEHTOB, He cofepKallmx
McUepnbIBaloLLIEro NepeYyHst HeoGXoAUMbIX CBeAEHWMN.

6. lNpn oTkase B opraHU3auLUM 3IKCNEPTU3bl, NPedyCMOTPEHHON MyHKTOM 4 4acTh 1 HacTosien cTaTbw,
OOKYMEHTbI, BXOASLMNE B COCTaB PErMCTPALMOHHOIO JOCbE Ha JIEeKapCTBEHHbIA MpenapaT Ansi BETEPUHAPHOro
NPUMEHEHMS, MOTYT ObITb BO3BPALLEHbI 3asiBUTENIO HA OCHOBAHMU €ro MMCbMEHHOrO 3anpoca, HanpaBiEHHOro B
YMOMHOMOYEHHbIN hedepanbHbI OpraH WUCMOMHUTENBHOW BNacTy B TedeHue Tpuauatu pabouux OHEN CO AOHs
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

MPUHATUA  YMONHOMOYEHHbIM hbefeparnbHbIM  OpraHoM WCMOMHUTENbHOM Bnactu pelleHus o6 oOTkase B
opraHmsaumu Takor aKCrnepTusbl. YNONMHOMOYEHHbBIN dhefeparbHbll opraH UCMONMHUTENLHOW BNacTy BO3BpaLLaeT
3asBUTENIO0 YKa3aHHblE [OKYMEHTbl B TeyeHue AecAaTM paboumx OHeN CO OHSA MOryyYeHusi COOTBETCTBYHOLLErO
3arpoca 3asiBuTens.

(4acTb 6 BBegeHa PegepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

Cratbsn 20. 3kcnepTu3a [AOKYMEHTOB, TMpeAcTaBrieHHbIX ANnA onpeaenieHnusi BO3MOXHOCTU
paccmaTpuBaTb JieKapCTBEHHbLIW npenapaTr Afsi MeAULMHCKOTO MPUMEHEHMSI NpUM  OCyLeCTBNEHUMU
rocynapcTBeHHOW perncrTpauum B kKayecTtBe opcaHHOro fiekapcTBeHHOro npenapara

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

1. OkcneptMsa [JOKYMEHTOB, nNpeacTaBMneHHbIX ANnd  onpefeneHus BO3MOXHOCTM — paccMmaTpuBaTb
nekapcTBEHHbIN npenapat Ansg MegUUMHCKOro NPUMEHEHUS NMpu OCYLLIECTBIIEHMN rOCYAAaPCTBEHHON perncTpauum B
KayecTBe Op(aHHOro feKapCcTBEHHOro Mnpenaparta, COCTaBfieHME KOMMUCCUEW OKCMNEPTOB 3aKIOYeHuss o
BO3MOXHOCTU UNN HEBO3MOXHOCTM pacCcMaTpmBaTb NEKapPCTBEHHbIM npenapaTt Ans MeguuUHCKOro npuMeHeHus
npuv OCYLLECTBNEHUN TFOCYLapCTBEHHOW perucTpauuMn B KadecTBe opchaHHOro fiekapCTBEHHOro npenapata wu
HanpaBreHne [AOaHHOro 3aKMYeHUs B YMNOMHOMOYEHHbIM eaepanbHbIi  OpraH WCNOMHUTENBbHON BRacTu
OCYLLECTBNSAITCA B CPOK, HE npeBbialwunin Tpyauatn pabounx AHENn €O AHA MNOMYYEeHWs IKCMepPTHbIM
yupeXaeHneM 3afjaHust YNonHOMOYEHHOro dhedepansHOro opraHa MCMOMHUTENbHOM BRacTM U B SNEKTPOHHOM
dopme nnun Ha BymMadkHbIX HOCUTENSIX HEOBXOAMMBIX JOKYMEHTOB, YKadaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactTn 4 n B
yacTtu 7 ctaTtbun 18 HacTosiwero PenepanbHOro 3akoHa.

2. [lokymMeHTbI, coaepXallmnecs B permcTpaumoHHOM A0CbEe Ha NIeKapCTBEHHbIN NpenapaT U NOCTynMBLUNE Ha
6yMa)KHbIX HOCUTENAX B J3KCNepTHoe Yy4pexaeHune Ona OCylecCTBrieHna WX 3KCnepTusbl And onpeaeneHud
BO3MOXXHOCTM paccMaTpuBaTh NIEKAPCTBEHHbIN Npenapar Anst MeOULMHCKOrO NPUMEHEHMS B KadyecTBe opdhaHHOro
NleKapCTBEHHOro npenapara, nogsfexar BO3BpaTy B YMNOMHOMOYEHHbI doefeparnbHbli OpraH UCMOSTHUTENBHON
BMacTy OQHOBPEMEHHO C 3aKIMOYEHUSIMN COOTBETCTBYHOLLMX SKCMEPTMU3.

CratbAa 21. PelweHune O BO3MOXHOCTM paccMmaTpuBaTb JieKapCTBeHHbIM npenapar npu
ocyLLeCcTBIIeHUUN rocyAapCTBEHHOM perncrpaumm B kayectBe opchaHHOro fleKapCTBEHHOro npenapara
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbiWwarwmi At pabounx gHEN CO OHA NOSTyYEeHUs 3aKMYEeHUs, yKasaHHOro B YacTtu 1
ctatbn 20 HacTosiwero denepanbHOro 3akoHa, YNONTHOMOYEHHbIN heaepanbHbIl OpraH UCNOSTHUTENBHOW BNacTu
OCYLLECTBNSIET OLEHKY MOMYYEHHOro 3akrtoyeHust Ans onpeaeneHns ero COOTBETCTBUSA 3afaHW0 Ha NpoBeaeHne
COOTBETCTBYIOLLIEN 3KCMEPTU3bl N YBEAOMITISIET 3asiBUTENSA B SfIEKTPOHHOM hopMe Ui Ha BymaKHOM HocuTene o
pe3ynbTatax MPOBEAEHHOW 3KCMEpTU3bl C MPUIOXKEHNEM KOMUW SKCMEPTHOrO 3akrtodeHust (C CoxXpaHeHueM
KOHMAEHUMANBbHOCTU MH(OPMaLUN O COCTaBE 3KCMEPTHOM KOMUCCUMM) U O BO3MOXHOCTU UMM HEBO3MOXHOCTMU
paccMmaTpvBaTb  JlekapCTBEHHbIA  MpenapaT Ans  MEAULMHCKOrO  NPUMEHEHUst Mpu  OCyLLEeCTBIEHUN
rocyAapCTBEHHOW perncTpaumm B ka4ecTBe opgpaHHOro NekapCTBEHHOrO Npenapara.

2. Mpwn BbIHECEHMM KOMUCCMEN 3KCMEPTOB 3aKMOYEHMS O BO3MOXHOCTU paccMaTpuBaTh fEKapCTBEHHbIN
npenapaTt AN MEeOULUHCKOTO MPMMEHEHMS MpU OCYLLEeCTBIIEHMU TFOCYOapCTBEHHOW pervctpaumMm B KayecTBe
opdraHHOro nekapcTBEHHOro npenapaTa YnonHOMOYEHHbIN dhefepanbHbl OpraH UCMOMHUTENbHOW BNacTu B CPOK,
He npeBbIaLWMi NATM paboyvmx OHEWN CO AHS MOyYeHUs AaHHOMO 3aKMioYeHus, MPUHUMAET peLleHne O Bbigaye
3a0aHnNs Ha NPOBEAEHNE IKCMEPTU3bl KAaYeCTBa NEKAPCTBEHHOIO CPeacTBa U 3KCNEepTU3bl OTHOLLEHNST OXMOaeMon
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS JEKapCTBEHHOro npenaparta Ans MeOUUMHCKOrO MNPUMEHEHWsS B
nopsiike YCKOPEHHOW MpoLeaypbl 3KCMepTU3bl NeKkapCTBEHHOro cpeactBa B COOTBETCTBUM CO cTaTtben 26
HacTosilero ®egeparnbHOro 3akoHa.

3. B cnyyae npuHATWS pelleHus O HEBO3MOXHOCTW paccMaTpuBaTb NEKapCTBEHHbINM npenapat ansd
MEOMVLUUHCKOTO MPUMEHEHMST MpU TOCY4apCTBEHHOW peructpaumMn B KavyecTBe OPJAHHOIO J1eKapCTBEHHOMO
npenapata YMNonHOMOYEHHbIN doeaepanbHbld  OpraH  WCMONHUTENBHOM BMACTU  MpekpallaeT npoueaypy
rocygapCTBEHHON perMcTpaumm nekapCTBEHHOrO npenaparta. 3asBuTenb BnpaBe 00paTUTbCA B PErMCTPUPYOLLIMNA
opraH c 3asiBNeHMEM O roCyAapCTBEHHOW perucTpaumm ykasaHHOro FfIEKapCTBEHHOIO npenaparta B COOTBETCTBMM
co ctatben 18 HacTodwero ®enepanbHOro 3akoHa.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Crartbs 22. YTpatuna cuny c 1 uonsa 2015 ropa. - PegepanbHbii 3aKoH oT 22.12.2014 N 429-P3.

CrtaTtbsa 23. 3KcnepTula KayecTBa JIeKapCTBEHHOIro CpeAcTBa M 3KCMepTU3a OTHOLUEHUS OXUAAeMOoWn
Nosb3bl K BO3MOXXHOMY PUCKY NPUMMEHEHUSA NeKapCTBEHHOro npenapara Afnsi MeAULIMHCKOro NpUMeHeHust
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. SKcnemesa Ka4yeCTBa J1eKapCTBEHHOro cpeacrtBa M 3KCnepTu3a OTHOLUEeHUA OXnoaemon nonb3bl K
BO3MOXHOMY PUCKY NpUMEeHEeHUA IeKapCTBeHHOro npenaparta ana MeguunHCKOro npuMmeHeHusa, cocTtablieHune
KOMUCCUAMU SKCNepToB 3aKn4YeHN no pe3ynbTtataM npoBeaeHHbIX 3KCNepTn3 n HanpaeleHne 3aTnux 3aKITYEHUN
B yI'IOJ'IHOMO‘-IeHHbIﬁ cbep.epaanbuZ opraH NCMONHUTENbHOW BNacTu OCYLLECTBINAKTCA B CPOK, He I'IpeBbILIJa}OIJ.LI/IVI
CTa [Aecdatum pa6oq|/1x OHen co OHs nony4vyeHna J3KCNepTHbIM Yy4dpexageHnem COOTBETCTBYHOLWEro 3agaHuda
YNONMHOMO4YEHHOro cbep.epaanoro opraHa NCMONHUTENbHOW BNacTu 1 HeOGXO,EI,I/IMbIX OOKYMEHTOB B 3]'IeKTp0HHOI7I
d)opme nnn Ha 6yMa>KHbIX HocuTenax.

KoHcynbTaHTlnoc: npumedaHue.

Mo 3aaBneHuo, nogaHHoMy B MuHsgpas Poccun fo 11.04.2022, npn HEBO3MOXHOCTW MPOBEAEHNS AKCMEPTU3bI
KayecTBa NeKapCTBEHHbIX CPeACTB B 3KCMEPTHOM YyupexaeHuun, SOnyckaeTcs ee npoBedeHue NnoCpeacTBOM
ONCTaHLMOHHOIO B3aUMOOENCTBUSA, MOPSAOK U (DOPMbl KOTOPOrO ONpeaenstoTCs KCMEePTHLIM YYpexaeHnem no
cornacoBaHuio ¢ 3assutensamu (IMNoctaHoeneHme MNpasutensctea PO ot 05.04.2022 N 593).

2. B TeyeHvne peBsiHOCTa OHEN CO OHSA MOMYyYEeHUs pelleHust YNONMHOMOYEHHOro deaepanbHOro opraHa
MCMNONMHUTENBHON Bract o nposegeHnn akcnepTns, NpeayCMOTPEHHbIX YacTblo 1 HaCTOFlLLI,eIZ CTaTbW, 3adBUTENb
npeacTaBnNsAeT B SKCMNEPTHOE YyuYpeXaeHue Ans NPOBEeAEHMsI 3KCMEepPTM3bl KadecTBa NEKapCTBEHHOrO CpeacTea
obpasubl nekapcTBEHHOro npenapata Ans MeauUMHCKOro MPUMMEHEHWs, MPOM3BEOEHHOr0 B COOTBETCTBMU C
TpeboBaHMAMM OMbITHO-MPOMBILLNIEHHOMO M (MIM) NPOMBILLIIEHHOIO PernameHToB, YTBEPXKAEHHbIX PyKOBOAUTENEM
nNpon3BoaMTENS NeKapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHOLUX cCriyvasx obpasubl hapmaueBTudeckomn
cybcTaHumn, TeCT-LWITamMa MUKPOOPraHN3MOB, KyNnbTypbl KNETOK, 06pasLbl BELEeCTB, NPUMEHSEMbIX A1 KOHTPONS
KayecTBa NEKapCTBEHHOro cpeactBa MyTEM CPaBHEHUS C HMMMW MCCedyemoro fekapCTBEHHOro CpeacTsa, B
KonuyecTBax, HeOBXOAMMbIX AN BOCNPOM3BEe4EeHNST METOAOB KOHTPONS KavecTsa.

3. Mpwn nony4yeHun obpasLOB NeKapCTBEHHOro npenapara u apmaueBTU4eckorn cybCcTaHUUM 3KCNepTHoe
yypexaeHve BblgaeT 3asiBUATENO AOKYMEHT, MOATBEPXOAIOLWMIA NONMyYeHne ykasaHHbIX 006pasuoB, M B CPOK, He
NpeBbILWAKLWMIN TpeX paboymx OHEW, yBeOAOMMSET B SMEKTPOHHOM dbopMe unu Ha OymaxkHOM Hocutene o6 aTom
YMNONTHOMOY€EHHbIN hefepanbHbI OpraH UCNONMHUTENBHON BNacTu.

4. YxasaHHble B 4acTax 2 M 3 HacToslen cTaTbW CPOK ONsi NpeacTaBneHust 3asasuTenem o0pasuoB
neKapcTBEHHOro npenaparta U apmaueBTUYECKON CyOCTaHLUMN U CPOK YBEOOMIIEHUST SKCMEPTHBIM YYpexaeHnem
00 3TOM Ha OyMaXHOM HOCUTENe YMNOSIHOMOYEHHOro dyefeparnbHOro OpraHa WCMNOMIHUTENBHOW BNacTu He
BKIIOYAOTCS B CPOK NPOBEAEHMS 3KCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1 HAcTosALLEN cTaTb.

5. [OoKymMeHTbl, MOCTYMNMBLUME B 3KCMEPTHOE YyYpEXAeHNe ONS NMPOBEeOEHWs] SKCNepTu3, NpeayCMOTPEHHbIX
YacTblo 1 HacTosWwen cTaTbW, noanexar BO3BpaTy B YMOMHOMOYEHHbI dyefeparnbHblii opraH UCNONHUTENBHON
BMacT OOHOBPEMEHHO C 3aKITHOYEHUSMU, NOMYyYEHHBIMM MO pe3ynbTaTaM COOTBETCTBYIOLLMX IKCMEPTHS.

Cratba 24. dKkcnepTvM3a KavyecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCNepTu3a OTHOLUEHUS OXugaemMon
Nosfb3bl K BO3MOXXHOMY PUCKY NPUMEHEeHUs1 NeKapCTBeHHOro npenaparta Ans BeTepuHapHoro NnpMMeHeHus

1. OkcnepTv3a kavecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCMEepTM3a OTHOLUEHMS OXMOaeMOW Monib3bl K
BO3MOXHOMY PUCKY MPMMEHEHMS NEKapCTBEHHOro npenapata NS BETEPMHAPHOIO MPUMEHEHUs!, COCTaBreHue
KOMMWCCUSIMU 3KCMEPTOB 3aKMIOYEHNIA MO pe3ynbTaTam YKkas3aHHbIX 3KCNepTU3 U HamnpaBleHne TakvMxX 3akmoyYeHui B
YNONMHOMOYEHHbIN befieparibHbI OpraH UCNOSTHUTENBHOW BNACTU OCYLLLECTBAIOTCA B CPOK, HE NPeBbILIAaoLWLMN cTa
OecaTn pabounx gHen Co OHA NMONy4YeHUsl AKCNEPTHBIM YUYPEXOAEHUEM 3a4aHMs YyNONMHOMOYEHHOro hegepansHOro
opraHa UCMOMHUTENBHOW BRacTu C JOKYMEHTaMU, yKa3aHHbIMKU B YacTu 3 ctatbn 17 HacToswero depepansHoOro
3aKoHa.

(B pea. PepgepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

2. B Teyenue Tpuguatu paboumx OHEN CO AHS MNOMyYeHUst pelleHnst YNONHOMOYEHHOro denepanbHOro
opraHa WCMONHWUTENbHON BMacTi O NPOBEAEHUM YKa3aHHbIX B YacTu 1 HacTosien cTaTbu 3KCMepTu3 3asButenb
npeacTaBnsieT B 3KCMEpPTHOE YyYpexaeHue Ans NpOoBeAeHWs 9KCMepTusbl kavyecTBa JeKapCTBEHHOro cpeacTsa
00pa3ubl NekapcTBEHHOro npenapata Ansi BETEPUHAPHOrO MpUMEHEHMS, MPOM3BEAEHHOr0 B COOTBETCTBUM C
TpebOoBaHUAMN TEXHOMOMMYECKUX PErnamMeHTOB, YTBEPKAEHHbIX PYKOBOAMUTENEM NPOU3BOAUTENS NEKAPCTBEHHbIX
CpeacTB, a Takke B COOTBETCTBYHOLLMX CryyasxX TeCT-LUTaMMbl MUKPOOPraHM3MOB, KyrbTypbl KNeTok, obpasubl
dapmaueBTMyeckon cybcTaHummn, obpasubl BELLECTB, NMpUMEHsieMble OIS KOHTPONSA KavecTBa NeKapCTBEHHOro
cpeacTBa, B KonnyecTsax, He0OX0AMMbIX A4S BOCNPOMU3BEAEHUS METOAOB KOHTPONA kavecTBa.

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

3. Mpu nonyyeHun obpasLoB NekapCTBEHHOro npenapata u dapmaueBTUYECKON CyOCTaHUMM 3KCNepTHOe
yypexaeHve BblOaeT 3asiBUTENO LOKYMEHT, NMoATBEepXAaloWui nonyyYeHme ykasaHHbIX obpasuoB, M B CPOK, He
npeBblIAWNA  Tpex pabounx AHeW, yBegoMnsieT B MNUCbMeHHOW ¢opMe 06 3TOM  YNONHOMOYEHHbIV
denepanbHbii opraH UCNONHUTENBHON BNACTW.

4. Cpok gns npefcTaBreHuss 3asBuTenemM o0OpasuoB NekapCTBEHHOro npenapata u gapmaleBTUHECKON
cybCcTaHLMN 1 CPOK YBEAOMIEHUST SKCMEPTHLIM yYpexaeHnem ob 3TOM B NMUCbMEHHOW (POPME YMONTHOMOYEHHOIO
denepanbHOro opraHa UCNONTHUTENBHOM BAacTh, yKasaHHbIE B YAacTaX 2 U 3 HACTOSILLEN CTaTbW, HE BKIHOYAKOTCS B
CpPOK npoBeaeHna yka3aHHbIX B HaCcTu 1 HaCTOﬂLLLeI7I CTaTbW 3KCNEepTU3.

5. [IoKyMeHTbI, MOCTYNMBLUNE B SKCNEPTHOE yupexXaeHue ANs NPOBEAEHMS YKa3aHHbIX B YacTu 1 HacTosLwen
cTaTbW 3KCNEepTu3, MOAnexar BO3BpaTy B YMNOMHOMOYEHHbI defepanbHbli OpraH WCMNOSTHUTENbHOM BRacTu
OAHOBPEMEHHO C 3aKMOYEHMAMM NO pe3yribTaTaM YKa3aHHbIX 3KCNepTura.

Cratbsa 25. [NoBTOpHOE NpoBeAeHNe 3IKCNepTU3bl JIeKAPCTBEHHbIX CPeACTB
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegocTaTovyHOM 0O60CHOBAHHOCTU UMM HEMOJSTHOTbI 3aKMOYEHUSA KOMUCCUM SKCMEPTOB, Hanmn4ums
B HEM MPOTUBOPEUMBLIX AaHHbIX, (hanbcuduKaLmmn BolBOAOB SKCNEPTM3bl NEKAPCTBEHHOIO CpeacTBa, COKPLITUS OT
YNOMHOMOYEHHOro hefiepanbHOro opraHa UCMNONTHUTENbHONM BNacTy OCHOBAHMI ANsi 0TBOAA SKCnepTa BereacTeme
ero 3aMHTepecoBaHHOCTU B pesyribTaTax COOTBETCTBYIOLLENA 3IKCMEPTU3bl, HaNMU4YMs OaHHbIX O MpSAMOM NUGo
KOCBEHHOM BMeLLaTeNbCTBE B NMPOLECC COOTBETCTBYHIOLLEN SKCNEPTM3bl ML, HE Y4aCTBYIOLIUX B €e NPOBEAeHUN,
HO OKasaBLUMX BNUSIHME Ha MpoLecc U pe3ynbTaTbl ee NpoBeaeHus, YNoNMHOMOYEHHbIM deaeparnbHbiM OpraHoM
NCMOMHUTENBHON BRacTM Has3HavaeTcs MOBTOPHAasi 3KCnepTu3a NekapcTBEHHOro cpedctsa M (Unn) aTudeckas
aKcnepTum3a.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOpHas 3KcrnepTM3a feKkapCTBEHHOrO CPeAcTBa NPOBOAUTCS C  Y4eTOM pesyrbTaToB paHee
NpPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIEHHbIN YNONHOMOYEHHbIM heaepanbHbiM OpraHoOM MCMOMNHUTENBHOW
BMacTu 1 He NpeBbILLALWNIA TPUALATN paboumx AHEN CO OHS MOMYYEHUs SKCNEPTHLIM YUYpeXOeHMeM 3afaHns Ha
npoBeAeHMe NOBTOPHOW SKCNEpPTM3bl eKapCTBEHHOIO CPEeACTBa.

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

3. ®uHaHcoBoe obecneveHne BbINOMHEHUS 3adaHWs Ha MNpPOBEAEHME MOBTOPHOM  SKCMEpPTU3bl
NeKapCTBEHHOMO CPEACTBA HE OCYLLECTBISIETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Crartbs 26. YckopeHHas npoueaypa 3KCnepTu3bl JiIeKapCTBeHHbIX CPeaAcTB

1. YckopeHHas npoueaypa 3KCrepTu3bl NEKApCTBEHHbIX CPEACTB B LIENsIX FOCYdapCTBEHHOW perucrpaumm
NeKapCTBEHHbIX NMpenapaToB MPUMEHSIETCS B OTHOLLIEHUM OpddaHHbIX NEKAPCTBEHHbIX MPenapaToB, NepBbIX TPex
NeKapCTBEHHbIX MpenapaToB, pernctpvpyembix B Poccuiickoii depepaumm B KayecTBe BOCMPOM3BEAEHHbIX
NeKapCTBEHHbIX MNpenapaToB, O4YepedHOCTb KOTOPbIX ONpedensieTcss B COOTBETCTBMM C HOMEPOM M AaTon
BXOASLLMX 3asiBIeHW O rOoCyAapCTBEHHOW pPerncTpauun IekapCTBEHHbIX MNpenapaToB B paMkax OfHOro
MeXOyHapOAHOro HemnaTeHTOBAHHOTO HaWMEHOBaHUsl JIeKapCTBEHHOro npenapaTa WM rPynnyMpoOBOYHOIO
HanuMeHOBaHWsl JeKapCTBEHHOTO MNpenapaTta, JeKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro MpPUMEHEHUS,
npeAHasHa4YeHHbIX AN NeYeHnst JOMaLLHMX XXUBOTHBIX, ornpegeneHHbix ®epeparnbHbiM 3akoHOM OT 27 Aekabps
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

2018 roga N 498-9®3 "O6 oTBeTCTBEHHOM 0OOpaLLEHUN C KUBOTHLIMUA M O BHECEHUN U3MEHEHWUA B OTAEMNbHble
3aKkoHofaTtenbHble akTel Poccuiickon ®epepauun”, n  3aperucTpypoBaHHbIX B KayeCcTBe JleKapCTBEHHbIX
npenapaTtoB 4S5 MEAULMHCKOrO NPUMEHEHUS], N NTEKAPCTBEHHbIX NpenapaToB, NpeAHa3Ha4YeHHbIX UCKIMIOYMTENBHO
ONs TPUMEHEHUS HECOBEPLLEHHONETHUMU FpaXKaaHaMK.

(B pea. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, o1 28.04.2023 N 171-$3)

2. yCKOpeHHaﬂ npouenypa 3KCnepTusbl JNEKapCTBEHHbLIX CPpeacCTB B LEenax FOCWJ,apCTBeHHOIZ permcrTpauunm
JNeKapCTBEeHHbIX npenapaTtoB HE NPUMEHAETCA B OTHOLUEHUN:

1) 6ruoaHanoroBbix (61onogobHbIX) NekapcTBEHHbIX NpenapaToB (6noaHanoros);

2) pebepeHTHbIX NEKapCTBEHHbIX NPENapaToB (3a UCKMYEHNEM OpddaHHbIX NIEKapCTBEHHbLIX Npenapartos);

KoHcynbTaHTlnoc: npumedaHue.

[o 01.09.2023 poccuiickum NpousBoaUTENSM NEKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOro NpUMeHeHUs
paspeLleHo nogaBaTb perMcTpauuoHHOe JoCke NO YCKOpPeHHoW npouenype 6e3 yyeta TpeboBanHuii n. 3 Y. 2 CT.
26 (MNoctaHoBneHue MNpasutensctea PP ot 12.03.2022 N 353).

3) BOCMnpou3BedeHHbIX NEeKapCTBEHHLIX MpenapaToB (3a WCKMYEHMEeM MepBLIX TPEX PEervcTpupyemMbix B
Poccunckon ®egepaumm B KadvecTBe BOCMPOU3BEAEHHbLIX NEKapCTBEHHbIX MNpenapaTtoB W NeKkapCTBEHHbIX
npenapaTtoB, NpegHa3Ha4YeHHbIX UCKMYUTENbHO ANsi MPUMEHEHUS HECOBEPLLEHHONETHUMM rpaXkaaHamu, a Takke
NeKapCTBEHHbIX MpenapaToB, MpegHasHayYeHHbIX AN fledeHusl AOMAallHMX  KMBOTHbIX, OMnpederneHHbIX
depepanbHbiv 3akoHOM OT 27 aekabps 2018 roga N 498-03 "O6 oTBeTCTBEHHOM OGpaLLEHUM C XKUBOTHBIMU U O
BHECEHMM M3MEHEHWUN B OTAENbHbIE 3aKoHOAATeNbHbIe akThl Poccuickon degepaumn”, n 3aperMcTpupoBaHHbIX B
Ka4yecTBe NeKapCTBEHHbIX NpenapaToB ANg MEeAULMHCKOro NPUMEHeEHNs);

(B pen. PepgepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBbIX KOMOMHALMIN 3apEerMCTPMPOBAHHLIX paHee NeKapCTBEHHbIX Npenaparos;

5) nekapcTBeHHbIX NpenapaToB, 3aperncTPUpPOBaHHbIX paHee, HO MPOU3BEAEHHbIX B APYrMX NEKapCTBEHHbIX
dopmMax B COOTBETCTBUU C NEPEYHEM HAVMEHOBAHWI NEKAPCTBEHHLIX (POPM 1 B HOBOW [O3UPOBKE;

6) nekapcTBEHHbIX NpenapaToB ANsi MeQUUMHCKOrO NMpUMEHEHUS, rOCYyAapCTBEHHAsi PErncTpaLmns KOTopbIX
OTMEHEHA, NPU NX PerMcTpauum B ka4eCTBe NIEKapCTBEHHbIX NPenapaToB A BETEPUHAPHOIO MPUMEHEHUS.
(n. 6 BBeaeH PeaepanbHbiv 3akoHOM OT 28.04.2023 N 171-93)
(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHasi npoueoypa  9KCMepTU3bl  NIEeKapCTBEHHbIX CpeacTB  MPOBOAUTCA MO PeLleHMIo
COOTBETCTBYHOLLErO YNOMHOMOYEHHOTO dhedeparibHOro opraHa UCMONHUTENBHONM BNAacTU HAa OCHOBaHMW 3asiBREHMS
3as8BUTENS B CPOK, HE MpPEeBbILAWMIA BocbMuaecaTn paboumx AHenl. Mpu 3TOM 3kcnepTusa [AOKYMEHTOB,
COAEepKalLMXcsi B permcTpalmMoHHOM [JOCbE Ha NeKapCTBEHHbIN npenapar, NpoBOAMTCS B CPOK, HE MPEBbILLALLINIA
aecatn pabounx OHeKn, aKcrnepTM3a KayecTBa NeKapCTBEHHOrO CPeAcTBa W 9KCMepTM3a OTHOLUEHUSI OXMOaeMOM
Momnb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NEKAPCTBEHHOrO Npenapata NPOBOAATCSA B CPOK, He MpeBbILIAOLLNIA
wecTtngecatn paboymx aHen.

(yacTb 3 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oOTHOWEHMN OpgaHHbIX JIEKAPCTBEHHbIX MpenapaTtoB MOryT ObiTb NpeAcTaBrneHbl pesynbTaThbl
OOKIMMHUYECKNX UCCNeOBaHUA NEKApPCTBEHHbIX CPeACTB W KIMHUYECKUX UCCIEeqOBaHUM  NEKapCTBEHHbIX
npenapaToB Afs MEOUUWHCKOTO MPUMEHEHUS, BbIMONTHEHHbLIX 3a npedenamun Poccuickon Pepepaunm B
COOTBETCTBMM C MNpaBuilamMn Hagnexawien nabopaTopHOW MpakTUKM U MNpaBuiiaMy Hagsexallenh KIMHUYEeCKOn
NPaKkTUKN.

(yacTe 3.1 BBegeHa depgepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa 3KcnepTusbl NekapcTBEHHbIX CPeACTB NPOBOAMUTCH B NOPSAKE, YCTaHOBNEHHOM
ctatbammn 17 - 20, 23 u 24 Hactoduwlero degepanbHOro 3akoHa, U He O3HaA4YaeT CHWXKEHUs1 TPeOOBaHWUIN K
BGe3onacHocTH, kavyecTBy 1 3PEKTUBHOCTY NIEKAPCTBEHHbLIX NPEnapaToB.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

CratbA 27. PelwleHne o rocyfapCTBEHHOW perncTpauum rnekapcTBeHHOro npenapara

1. B CpoK, He NpeBbILLaoLWMIn OecATM pabounx OHEN CO OHSI NONyYEeHUs 3aKMYEHMI KOMUCCUM SKCNIEPTOB NO
pesynbTatam 3KCnepTu3bl Ka4ecTBa NeKapCTBEHHOrO CpeacTBa M 3KCMEPTU3bl OTHOLLEHUA OXUOAeMOW MOoMb3bl K
BO3MOXHOMY  pUCKY  MNPUMEHEHUS  NEKapCTBEHHOro  npenaparta, COOTBETCTBYHOLMA  YNOSTHOMOYEHHbIN
deneparnbHbii opraH UCNONHUTENBHON BNACTH:

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

1) pasMeLlaeT Ha cBoeM oduLmansHOM carTe B ceTu "HTepHeT" COOTBETCTBYIOLLME 3aKNHOYEHNST KOMUCCUU
3KCMEepTOB U OCYLLECTBNSET UX OLEHKY AN OnNpeaerneHns CoOOTBETCTBUSA 3aaHunio Ha NpoBeAeHne 3TUX IKCMepTus;
(n. 1 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpuHMMaeT pelleHne O rocyaapCTBEHHOW perncTpauuM nekapcTBeHHOro npenapata unv ob oTkase B
rocy4apCcTBEHHON perucTpauum NnekapcTBeHHOro npenapara;

3) BHOCUT NpW NPUHATUM PELLEHUS O roCYAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara gaHHble o
3aperncTpnpoBaHHOM NEKAPCTBEHHOM Mpenapare, B TOM yncre o hapmaueBTuieckon cybcTtaHumm, BXoasiLLEN B
COCTaB NeKapCTBEHHOro npenapata, B rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB U BblAaeT 3asBUTENto
perucTpaumMoHHOe  yOOCTOBEpEeHMe  NeKapCTBEHHOro  npenaparta, @QopmMa  KOTOporo  yTBepxpaeTcd
YMNOMHOMOYEHHbIM  pefepanbHbIM - OpraHoM — UCMOMHWUTENbHOW — BriacTW,  COrfacoBaHHblE  HOPMAaTUBHYHO
OOKYMeHTaLMo, HOPMAaTUBHBIN OOKYMEHT, MHCTPYKUMIO NO MPUMEHEHMWIO NeKkapCTBEHHOrO npenapata U MakeThbl
NepBUYHON YNaKOBKU U BTOPUYHOW (MOTPEOUTENBCKON) YNAaKOBKN C YKa3aHMEM Ha HUX HOMepa perncrpauuoHHOro
yOOCTOBEPEHUS NEeKapCTBEHHOMO npenapaTta M AaTtbl ero rocygapCTBEHHON perncTpaumn unm B criydyae npuHATUA
pelweHns o6 oTkase B rocygapCTBEHHOW perucTpaumm rnekapCTBEHHOro npenapata yBedoMNsAeT B MUCbMEHHOW
dopme 3anButens ob 3TOM C yka3aHMeM NPUYMH Takoro oTkasa. 3a BblAayy permcTpauvoHHOro YAOCTOBEpPEHUS
neKapcTBEHHOro npenapata B3MMaeTCs roCyAapCTBEHHAs MOWMHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccwuinckon depgepaumm o Hanorax u cbopax.

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

2. OcHoBaHMeM ans oOTKkasa B T[OCYOapCTBEHHOM peructpauuuM JNneKapCTBEHHOro npenapaTta  gns
MEOMLIMHCKOrO NPUMEHEHUST SIBNSETCS 3aKMOYEHNe COOTBETCTBYHOLLENO YNONHOMOYEHHOrO doeepanbHOro opraHa
NCNOSTHUTENbHOM BacTM O TOM, YTO KadecTBO M (Mnun) adppeKTUBHOCTL PETNCTPUPYEMOrO NEKapCTBEHHOMO
npenapata Ans MEOUUMHCKOrO MNPUMEHEHUst He NOATBEPXKAEHbl MOMYyYEHHbIMW OaHHBIMU WM 4YTO  PUCK
NMPUYMHEHNS Bpeda 300POBbI YerioBeka BCMEACTBME MpPUEMa fiekapCTBEHHOro npenapata Anst MeguUMHCKOro
NPUMEHEHWS NpeBbIaeT 3PPEKTUBHOCTb Er0 NPUMEHEHWS.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. TlloBTOpHOE npeacTaBneHMe B  COOTBETCTBYIOLINA  YNMONTHOMOYEHHBLIN  dpegepanbHbIl - opraH
NCMONMHUTENBHONM BNAacTU NEKapCTBEHHOIO npenapara, B OTHOLUEHUM KOTOPOro NosflyYyeH 0Tka3 B rocyAapCTBEHHOM
perncTpaumMnm u KOTOPbIA BMOCNEACTBMM MOABEPICS M3MEHEHUIO B 4YacTM €ro COCTaBa, pacCMaTpuMBaeTCsl Kak
npeacTaBfeHNe HOBOMO JIEKAPCTBEHHOTO MpenapaTa Ha €ero rocy4apCTBEHHYH PEerucTpauuio HesaBUCUMO OT
COXpaHEeHWs ero NEPBUYHOIO HAMMEHOBaHMS.

(yacTb 3 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. MNpu npegocTaBrneHUMN 3asiBUTENEM B COCTaABE PErMCTPALMOHHOrO OOCbEe Ha NEeKapCTBEHHbIN npenapaT
ONsl BETEPUHAPHOrO NMPUMEHEHWUSI KOMWW peLLEHUs YNONTHOMOYEHHOrO dhedepanbHOro opraHa WUCMNOSNHUTENbHOWN
BMacTM O NPOBEAEHUU WHCMEKTUPOBAHUS MPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB CPOK MPUHATMS PELUeHUs O
rocyaapcTBEHHOM permcTpaumm NeKkapCcTBEHHOIo npenapara ans BETEPUHAPHOTO NpUMEHeHNs
NPUOCTaHaBNMBaETCS CO AHS MOMyYEeHUs 3aKMOYEHNIA, YKa3aHHbIX B YacTy 1 HACTOsILLEN CTaTby, OO AHS NPUHATUSNA
YMONMHOMOYEHHbIM (hefepanbHbIM OpraHoM UCMONMHUTENBHON BMacTu peLleHnst o Bblgade unm ob oTkase B Bbigade
3aKMYeHNss 0 COOTBETCTBMU MPOM3BOAMTENS NEKApCTBEHHbIX CpeacTB TpeboBaHUSM MNpaBuil Haanexallen
NpPOM3BOACTBEHHOW NPaKTUKK, HO He Bonee Yem Ha CTO BOCEMbAECAT pabounx gHeN.
(yacTb 4 BBegeHa PeagepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHveM pnOnsi oTkasa B rocy,qapCTBeHHoM pernctpaumn nekapcTtBeHHOro npenapara And
BETEPUHAPHOIo NpUMeHeHUA ABNAETCA 3aKro4eHUue ynosIHOMOYEeHHOro cbe,u,epaanoro OopraHa MCMNONHUTENBbHON
Bfnactm O TOM, 4YTO Ka4yeCTBO WU (VIJ'II/I) Sd)(beKTI/IBHOCTb permcTpupyemMmoro nekapCtBeHHOro npenapara agns
BETEPUHAPHOIo MNnpuMeHeHna He noAaTBepXOEeHbl MNOJfTy4YeHHbIMW OaHHbIMUA UM YTO PUCK NPpUYNHEHUA Bpeda
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

3[10pPOBbLI0 XMBOTHOIMO BCNeACTBME MpUeMa IeKapCTBEHHOro npenapata And BeTepuHapHOro MNpUMeEHEeHNs
npesblWaeT aPPEKTUBHOCTL €ro NPUMEHEHNS, OTKa3 YNONHOMOYEHHOro defeparnbHOro opraHa UCMOSTHUTENbHOM
BMacT B BblAade 3aKMOYeHNs O COOTBETCTBMU MPOU3BOAMTENSI NEKapCTBEHHbIX CpeacTB TpeboBaHUsIM npaBumn
Hagnexawen Mpon3BOACTBEHHOW MPaKTUKM Ans KaxZod MPOU3BOACTBEHHOM NNOLWanKu pernctpmpyemoro
nekapCTBEHHOro npenaparta Ans BeTEepUHApPHOro MpUMEHEHUs B CriyYyae, ecnu npou3BOACTBO NleKapCTBEHHOro
npenapaTta Ans BeTEpUHapHOro MpUMEHEHUs OCYLLEeCTBNAeTCsa 3a npegenamu Poccuiickon ®epepauunun, unu
OTCYTCTBME TAKOro 3aKinioveHus.

(4acTb 5 BBegeHa PeaepansHbiM 3akoHOM OT 04.06.2018 N 140-93)

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgoke M cpokax OnpederneHns B3auMO3aMEHSEeMOCTM JleKapCTB JeKapCTBEHHbIX MpenapaTos,
3apernctpupoBaHHbIx Ao 01.03.2020, cm. c1. 3 3 ot 27.12.2019 N 475-03.

Cratbs 27.1. BsaumosameHAeMOCTb NeKapCTBEHHbIX NpenapaToB AN MeAULIMHCKOro NpMMeHeHuUs
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3ammosameHseMocCTb NeKapCTBEeHHbIX npenapaTtoB And MeOUUMHCKOro npuMeHeHua onpeaendeTcd
YNONMHOMOYEHHbIM cbep,epaanuM opraHomMm UCMNOMNHUTENBHON BNnacTtn, ocyuecTendarownumMm rocygapCrtBeHHYHo
pernctpaumio nekapcTBeHHbIX npenapaToB AnAd MEAULUHCKOro NMpUMEHEeHUs, B pamMKkax Of4HOro MeXayHapogHOoro
HenaTeHToBaHHOro (I/IJ'IVI XUMNYECKOro, nnun prI'II'IVIpOBOLIHOFO) HanMeHoBaHUA Ha OCHOBE 3aKIm4YeHUnA KOMUcCunm
3KCMEepPTOB 3KCMEPTHOIO YYPEXAEHMS O B3aMMO3aMEHSIEMOCTU feKapCTBEHHOrO npenapaTta Ansi MeauUMHCKOro
npuMeHeHna oo o TOM, 4TO HeKapCTBeHHbIVI npenapatr gna MeguunHCKOro rnpuMeHeHuna He ABNnAeTcA
B3anmMo3aMeHdAeMbIM. nOpﬂ,ElOK onpeaeneHuna B3aMMO3aMeHAEMOCTU J1eKapCTBEHHbIX npenapartos and
MEOWUNHCKOTO TMPUMEHEHUsT K opMa  3aK/OYeHUs] KOMUCCUMM SKCMEpTOB IKCMEPTHOrO YYpexaeHus o
B3aMMO3aMEHSIEMOCTM JIeKapCTBEHHbIX NpenapaTtoB Ansi MeAUUMHCKOrO MNpUMeHeHust nnbo o ToM, u4TO
nleKkapCTBEHHbIN NpenapaT Ans MeaUUMHCKOro NPpUMEHEHUsI He SIBNSIETCS B3aMO3aMeHsieMbIM, YCTaHaBMNMBaOTCS
MpaBsutenbctBoM Poccuiickon ®epepavmu.

2. Komwuccusi 3KCNepTOB  SKCMEPTHOTO  YUPEXAEHWS [aeT 3aKkm4vyeHne O B3auMO3aMEHSIEMOCTU
neKapCTBEHHOro npenapara Ans MeAWMUMHCKOro NMpUMEHEHMst NMbo O TOM, YTO JIEKAPCTBEHHLIA npenapat ans
MEONLIMHCKOTO TMPUMEHEHNUST He SIBNSETCS B3aUMO3aMEHSEMbIM, Ha OCHOBAHWMW CreaylolWmMX KpuTepues
(xapaKTepucTuk):

1) akBMBanNeHTHOCTb (Onsi GuoaHanorosbix (6ronogobHbIX) NekapCTBEHHbIX NpenapartosB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX W KOMMYECTBEHHbBIX XapaKTepucTuk ¢apmMaueBTUYECKNX CyOCTaHUMA unu
COMOCTaBUMOCTb aHTUIEHHOTO COCTaBa BaKUMH. Mcnonb3oBaHue pasnuuyHbIX conen, 3upoB, KOMIMIIEKCOB,
N30MEepPOB, KpUCTanmnmMyeckmx opM M ApYyrux Mpou3BOOHbIX OAHOMO WM TOrO Xe OEeWCTBYHOLEro BelwecTBa He
ABNSAETCA NPensaTcTBUMEM ANs onpefeneHvs B3avMO3aMeHSeMOCTW NeKapCTBEHHbIX NpenapaTtoB, €criv npu
NpoBeAEeHMN  UCCMefoBaHMA  OMO3KBMBANEHTHOCTU  FIEKAPCTBEHHOrO  Mpenapata WM - UCCregoBaHUs
TepaneBTUYECKON 3KBMBASIEHTHOCTU NEKAPCTBEHHOrO npenapaTta LOKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX
pasnuunii  bapMakokKMHETUKN U (M) 3dPPEKTUBHOCTM UM Ge3onacHOCTM NEeKapCTBEHHOro npenaparta  Aans
MEOMNLUHCKOTO NPUMEHEHUS;

2) 93KBMBANEHTHOCTb JleKapCTBEHHOW opMbl. [log 3KBMBANEHTHBIMW JIEKAapCTBEHHbIMKM  hopMamMm
MOHMMAIOTCH pa3Hble NEeKapCTBEHHbIE (POPMbI, MMEOLLME OAUHaKOBbIE Cnocob BBeAEHUSA 1 Cnocob NMpUMEeHeHus,
obnagaroLwme conoctaBUMbIMU (hapMaKOKUHETUHECKUMIN XapaKTEPUCTMKaMMN U (DapMaKoormyeckum OeNCTBUEM U
obecneunBaroLLmMe Takke AOCTUXKEHME HEOOXOOQMMOro KIMHMYECKOro adpdpekta. Pasnunums nekapcTBeHHbIX opM
He SBNSATCA NMPEnATCTBMEM NS ONpeferieHnsl B3aMMO3aMEHSEMOCTU JIEKapCTBEHHbIX MpenapaToB, ecriv npu
NpoBeAEHMN  UCCMefoBaHMA  OMO3KBUBANEHTHOCTU  NIEKAPCTBEHHOrO  Mpenapata WM UCCregoBaHUs
TepaneBTUYECKON 3KBMBASIEHTHOCTU NEKAPCTBEHHOrO MnpenapaTta LOKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMMbIX
pasnuunii  bapMakoKMHETUKN U (M) 3PPEKTUBHOCTM M Ge3onacHOCTM NEKapCTBEHHOro npenaparta  Aans
MEOMNLUHCKOTO MPUMEHEHUS;

3) 9KBMBAJIEHTHOCTb UM COMOCTaBMMOCTb COCTaBa BCNnomMoraTtesibHbIX BELWECTB JIEKAPCTBEHHOIo npenaparta
anda MeguunHCKOro npuMeHeHus. Pasnnuns coctaBa BCnoMoraTenbHbIX BELLECTB JIEKapCTBEHHOIO npenapara He
ABIMAKOTCA MNpendaTctBMEM AOId onpegereHna B3anMOo3aMeHAEeMOCTU J1eKapCTBEeHHbIX MpenapartoB, €cinn npu
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NpOBEAEHMN  UCCMEefoBaHMA  OGMO3KBMBANEHTHOCTU  JIEKAPCTBEHHOrO  Mpenapata WM UCCReLoBaHUs
TepaneBTUYECKOW 3KBUBANEHTHOCTU fEeKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMUHUYECKU 3HAYUMbIX
pasnuunii  bapMakokMHETUKN U (Mnun) 3PdEKTUBHOCTM U Ge3onacHOCTM NeKapCTBEHHOro npenaparta Aans
MEOULMHCKOro npuMeHeHus. [py HanmmMuum KIMHUYECKM 3HAYMMbIX pasnuyuuin  papMakoKMHETUMKU U (Unn)
acbdekTMBHOCTM 1M ©e30MacHOCTU  NEKapCTBEHHOro  npenapata Ans  MeOWUMHCKOrO  NMPUMEHEHMUS
B3aMMO3aMeHAEeMOCTb onpeaenseTcs ¢ ykasaHMeM Ha UCKITOYeHUe OTAENbHbIX rPpynn NaLMeHToB;

4) MOeHTUYHOCTbL cnocoba BBeaAeHMs U cnocoba NPpUMEeHeHns;

5) COOTBETCTBMUE nNpoum3BoguUTENA JeKapCTBEHHOro cpencrtea TpeﬁoBaHMﬂM npasun Hagnexallen
I'IpOl43BO,EI.CTBeHHOl71 NPaKTUKA.

3. OnpepeneHve B3aMMO3aMEHSAEMOCTM  BOCMPOM3BEAEHHbIX  JIEKAPCTBEHHbIX MpenapatoB  And
MEOULMHCKOro MpPUMEHEeHUs, YykasdaHHblx B 4Yactm 10 ctateum 18 Hactoswero dPepepanbHOro 3akoHa,
ocyuiectensieTcs 6e3 HeobXxoAMMOCTM JoKa3aTenbCTBa UX OBUOIKBMBANEHTHOCTY.

4. OcobeHHOCTM onpedeneHns B3anMO3aMEHSEMOCTU BUMONOrMYyecknx rekapCTBEHHbIX MpenapaTos,
KOMOWHMPOBaAHHbLIX NEKAPCTBEHHLIX MpenapaToB (coaepXawmx KomOuHauuio AByx M 6Gonee [encTBYHOLLUX
BELLECTB), NEKApPCTBEHHbLIX NpenapatoB ANA MapeHTepanbHOro MUTAHUSA U HEeOO03UPOBAHHbLIX fEKapPCTBEHHbIX
npenapaToB ycTaHaBnmeatoTcs [pasutensctBom Poccunckon ®epepauun.

5. OnpepeneHve B3avMO3aMEHSIEMOCTM HE OCYLLECTBMSIETCS B OTHOLLUEHMN NEKAPCTBEHHBIX PaCTUTENbHbIX
npenapaTtoB, rOMEONaTUYECKUX NTEKAapPCTBEHHbIX NPenapaTos.

6. dopmupoBaHMe MepeyvHss B3aMMO3aMEHSIEMbIX [EeKapCTBEHHbIX MpenapatoB Ana MeguLUHCKOro
NMPUMEHEHMsT  OCYLLECTBNSETCA SKCMNEPTHbIM  YYPEXOEHUMEM TMOCPEACTBOM OObeAVMHEHUSI  fieKapCTBEHHbIX
npenapatoB B OTAEMbHble TPynnbl, B KaKOoOA W3 KOTOPbIX JieKapCTBEHHble rpenapaTtbl  SBMASOTCH
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMOYEHUS B MHCTPYKLUMIO MO MEOULIMHCKOMY MPMMEHEHWUIO feKapCTBEHHOro npenapata Ha
OCHOBaHUM pe3ysbTaToB COOTBETCTBYHLLUNX UCCIIEA0BAaHMI NOKa3aHWM AN MPUMEHEHUS, KOTOPbIE OTNMYAKTCSA OT
nokasaHui Ans NpUMEHEHWS OPYrMX NeKapCTBEHHbIX MpenapaToB 13 rpynnbl B3anMO3aMeHSIEMbIX 1EKapCTBEHHbIX
npenapaTtoB, B MepevyHe B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbLIX MpenapaToB ANs MEAUUMHCKOrO MpUMEHEHUS
[OIKHa ObITb Yka3aHa cooTBeTCTBYoLWas nHdopmaums.

8. TMepeyeHb B3aNMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MNpenapaTtoB Ans  MEOMUMHCKOrO  MPUMEHEHUS
pa3meLLaeTcs  YNOrHOMOYEHHbIM  (defepanbHbiM - OpraHOM  MCMOMHUTENbHOW  BRacTW,  OCYLLECTBASIOLLUM
roCyAapCTBEHHYIO PErMCTpauUMio NEeKapCTBEHHbIX MpenapaToB AN MEAULMHCKOrO MNPUMEHEHWs,, Ha CBOEM
odumumanbHom cante B cetu "UHTepHeT". WHpopmaumss B nepeyvyHe B3anMMO3aMEHSAEMbIX JeKapCTBEHHbIX
npenapaTtoB Ans MeQULIMHCKOrO NMpUMeHeHMs 0OHOBMSIETCS yKa3aHHbIM dhedeparbHbiM OPraHOM UCMOSMHUTENbHOW
BMacT C Y4EeTOM HOBbIX 3apErncTpMpoBaHHbIX FIEKAPCTBEHHbIX NpenapaToB Anst MEAWUMHCKOrO MPUMEHEHUS U
BHECEHHbIX W3MEHEHUA B [AOKYMEHTbl, COAEepXallMecs B PEerMcTpauMOHHbIX [OCbe Ha 3apermcTpupoBaHHble
nekapcTBeHHble nNpenapaThbl ANs MEQULMHCKOTO NPUMEHEHWS.

9. Topsigok ucnonb3oBaHUA uHGOPMaUMM O B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbLIX Mpenapartax Aansi
MEANLMHCKOIo NPUMEHEHNS N NOPSAOK Aa4vM pasbACHEHUIA MO BOMPOCaM B3aMMO3aMEHSIEMOCTU JIEKapPCTBEHHbIX
npenapaToB Afs MEOULUHCKOrO NpUMEHEHNs ycTaHaBnmsatoTcs lNpaButenscTBom Poccurickon degepauun.

KoHcynbTaHTlntoc: npumevaHmve.

Cpok peructpauumn nekapcTBEHHOrO npenapara ans BEeTEPUHAPHOro NpUMeEHeHus, uctekarwmin ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npoaneH Ha 12 mecsues ([MoctaHoBnenune [lMpaButensciea PO ot
12.03.2022 N 353).

CratbA 28. PeructpaumoHHOe yaOCTOBepeHMe fiekapcTBeHHOro npenapara

1. PeI'VICTpaLI,VIOHHoe yOooCToBepeHne JekapCTBeHHOro rnpenaparta C yKadaHuemM JeKapCTBEHHbIX (*)OpM n
OO3NPOBOK BblOoaeTcA 6eccpquo, 3a MWUCKIMKOYEeHnemMm permcTpaumnmoHHOro yanoctoBepeHua 1nekapCTtBeHHOIo
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npenapara, BblAaBaemMoro CO CpPOKOM DEenNCTBMs nATb NeT, Ha BrnepBble perncTpupyembie B Poccuiickon
CDep,epaLwM JIeKapCTBEHHbIE NnpenapaThbl.

2. Mo ncTeveHUn ykasaHHOro B YacTu 1 HaCTOsILLEN CTaTbn CpoKa BbigaeTcsl 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEpPEHME NIeKapCTBEHHOMO npenapaTa nNpy YCroBun NOATBEPXKAEHUSA €ro roCyJapCTBEHHOM perncTpauunm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbsaMu 30 1 31 HacToswero ®eaepansHOro 3akoHa U3MEHEeHU
B coAepXalmecs B perucTpaLMoHHOM O0Cbe Ha 3aperMcTpyMpoBaHHbLIN NEeKapCTBEHHbIM npenapaT LOKYMEHTbI,
3aTparMBaloLlnMX CBEeAEHUs, OTPaXeHHble B perucTpaLMoHHOM YAOCTOBEPEHUM JieKapCTBEHHOro npenapara,
YNONMHOMOYEHHbIN  dheaepanbHbll - OpraH  UCMOMHWUTENbHOW  BNacTW  BblAeT HOBOE  perucrtpauumoHHoe
yOOCTOBEPEHME NIEKapCTBEHHOMO NpenapaTta, coaepallee BHECEHHbIE B HEMO N3MEHEHMS.
(4acTb 3 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl U NOBPEXOEHNSA perMcTpaLmMoHHOro yaoCTOBEPEHUS NleKapCTBEHHOrO npenapara no
3a8BNEeHN0 B MNUCbMEHHOW dopMe fepxaTend unv  Bragenbla pernctpaumoHHOro  yooCTOBEPEHMS
NeKapCTBEHHOrO MnpenapaTta MM YNoJIHOMOYEHHOTO VMW OPYroro puaudeckoro nvua o Bbigadve aybnvkata
PErncTpaumMoHHOro YAOCTOBEPEHUSA NEeKapCTBEHHOro npenapaTta  YNONHOMOYEHHbIM  doefepanbHbld - opraH
NCNOSTHUTENbHOM BMAcTU B CPOK, HE MPEBbLILWANLWMN AeCATU pabounx OHEW CO AHA MNOCTYMfEHUst 3asiBneHus,
BbldaeT Aybnuvkat perucTpauMoHHOro YAOCTOBEPEHUA NEeKapCTBEHHOro npenapata. 3a Bblgady Agybnukata
PErncTpaumMoHHOro YAOCTOBEPEHUSA IIEKApPCTBEHHOrO npenapata B3WMaeTCa rocyaapCTBEHHas nolnvHa B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickon ®enepauum o Hanorax u cbopax.

(4acTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.

Cpok peructpaummn nekapcTBEHHOrO npenapara afns BEeTEPUHAPHOro NpuMMeHeHus, uctekarowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npoaneH Ha 12 mecsues (MoctaHoBneHnue [paButensciBa PO ot
12.03.2022 N 353).

Cratba 29. NoarBepxaeHne rocyfapCTBEHHOW perucTpauum ieKkapcTBeHHOro npenapara
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MNogTBepgeHWe rocyaapCTBEHHOW permcTpauMn fekapCTBEHHOrO MpenapaTta OCYLIECTBRAETCS Mnpu
Bblgavye 6eccpoyHOro permcTpalMoHHOrO YAOCTOBEPEHWUs NEeKapCTBEHHOro npenapata B cryyae, ykasaHHOM B
yacTu 2 ctaTbu 28 HacTosiwero deaepanbHOro 3akoHa, B CPOK, HE MpeBbILLAoLLNA LLECTUAECATM pabounx gHen co
OHS  MOMyYeHNss COOTBETCTBYHOLLUMM  YMOMHOMOYEHHbIM dbefepanbHbiM  OPraHOM  MCMOSTHUTENbHOW  BMacTu
3asBrEeHNs O NOATBEMKAEHUN rOCYyAapCTBEHHON perucTpaumm nekapcTBeHHoro npenaparta. He ocywecrenseTcs
NnoATBepPXAeHMe rocyqapCTBEHHOW permctpaumm B OTHOLLEHUN ekapCTBEHHOMO npenapara, He HaxOAMBLLErocs B
obpaweHun B Poccunckon depepauun B TedeHne Tpex u bGonee neT, a Takke B OTHOLUEHMM FIEKAPCTBEHHOIO
cpencTtBa, NpOM3BEOEHHOro C HapylleHneM TpeboBaHWsi, YCTAHOBMEHHOrO 4Yactbio 3.7 cTatbu 71 HacToswero
depnepanbHOro 3akoHa.

2. 3asBneHve O MNOATBEPXAEHUMU T[OCYOAPCTBEHHOM perncTpaunm neKkapcTBEHHOro npenapara Ans
MeONLUMHCKOro NpUMEHEHUs NpeacTaBnseTcsd B COOTBETCTBYIOLUUW YNOSTHOMOYEHHbIM dyefeparnbHbld  opraH
WCMOSTHUTENbHOM BNacTM He paHee 4YemM 3a CTO BOCEMbAECAT [OHEeW OO0 WCTEeYEHWUst cpoka OencTBus
perncTpaumMoHHOro Y4OCTOBEPEHMS JIEKapCTBEHHOIO Npenapara 419 MeAULMHCKOro NPUMEHEHNS.

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

2.1. 3asBneHne O NOOTBEPXKOEHWM TOCYOapCTBEHHOW perncTpauum nekapcTBEHHOro npenaparta Ans
BETEPUHAPHOrO MNPUMEHEHUS MNPEeACTaBNAeTCA B COOTBETCTBYIOLUMA YMNOMHOMOYEHHbI deaepanbHbln opraH
WCMOMHUTENBHON BNacTM He paHee 4YeM 3a CTO BOCEMbAECAT AHEN OO0 WCTEYEHMSI CpoKa [OEencTBusi
PEerMcTpaumMoHHOro y4OCTOBEPEHUS NEKAPCTBEHHOIO npenapara Ansi BETEPUHAPHOrO MPUMEHEHUS U HE NO3fHee
OKOHYaHMS CpoKa ero 4eNCTBuS.

(4acTb 2.1 BBegeHa PegepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3. I"Iop,TBepx(p,eHwe rocyp,apCTBeHHon permcTtpaunmn nekapcrtBeHHOro npenapara OCyLeCTBNAeTCA no
pe3ynbTataM 3KCNepTu3dbl OTHOLUEHUA OXngaemon nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA 5eKapCTBEHHOro
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npenaparta Ha OCHOBaHUU pPe3yribTatoB MOHUTOPUHIa SQ)q)eKTI/IBHOCTI/I n GesonacHocTn NekapCTBEHHOro
npenapara, npoBoAMMOro Aepxarenem wunmn eragenbuemM pernctpaunoHHOro ynoCcTtoBepeHusa IrekapCTBeHHOro
npenaparta nnbo YNONMHOMOYEHHbIM MU HOpugn4eckMuMm nuuom, a TakKke COOTBeTCTBYHLWMM YNOJTHOMOYEHHbIM
cbe/:l,epaanblm opraHomMm WCMONHUTENLHON BRNacTu B COOTBETCTBUMM C Tpe6OBaHI/1$|MI/I cTatbn 64 HacTosiwero
CDe/J,epaanoro 3aKoHa.

4. K 3asBneHuno o noaTeepXgeHun FocyﬂapCTBeHHOIZ perncTpaummn nekapCTtBeHHOro npenaparta and
MeONLUMHCKOro NnpuMeHeHna npunararoTca:

1) OOKYMEHTbI, cogepXaline pedynbTaTtbl MOHUTOPUHIA S(b(*)eKTI/IBHOCTI/I n 6esonacHocTn eKkapCTBeHHOro
npenapara gna MeaunuuMHCKOro npuMmeHeHua, npoBeaeHHOro aepXatenem unn snagenbuem pernctpaunmoHHOro
yAooCToBEpEeHNA InekapCTBeHHOro npenaparta gnda MeauuuHCKOro npuMeHeHus nubo YNONMTHOMOYEHHbIM UM
ropngn4eckmum nulom, no qupme, yTBepm,quHoﬁ YNOJTHOMOYEHHbIM q)e,qepaanblM opraHomMm NCMNOMHUTENbHON
BnacTu,

2) cBegeHuMs O [faTte nNpegocTaBNeHUs U PerncTpauMoHHOM HOMeEpe FUUEH3MM Ha MpOM3BOACTBO
NeKapcTBEHHbIX CPEeACTB UNU CBeAeHMs O AaTe NpedoCTaBNeHust U permcTpauuoHHOM HOMEpe 3aKMyeHust O
COOTBETCTBMM MPOM3BOAUTENSA NEKAPCTBEHHLIX CPeACTB TpeboBaHMAM MpaBui Hagnexawen npoM3BoACTBEHHON
NPaKTUKWN, NPeAoCTaBMEHHbIX YNONMHOMOYEHHbIM dheaepanbHbiM OpraHoOM WUCTONHUTENBbHOW BNAcTU B OTHOLLEHUN
NPOV3BOACTBEHHOW MNIIOLWAAKN NIEKAPCTBEHHOrO npenapaTta And MeAWMUMHCKOro MPUMEHEHUs, rocyaapCTBEHHas
perncTpaumsi KOTOporo noaTBEPXKAAETCA B Cryvae, €Ccnu npou3BOACTBO JIEKAPCTBEHHOro npenaparta Aans
MeANLMHCKOro NpumeHeHns ocyllectensietcs B Poccunckon ®epepauum;

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

3) konus MpedoCTaBnEHHOW  YMOMHOMOYEHHBIM  OPraHOM  CTpaHbl MPOW3BOAMTENS  JULEH3UM  Ha
NPON3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans MeAVMUMHCKOrO NPUMEHEHUs U ee MEepeBOf Ha PYCCKUA SA3bIK,
3aBEpeHHble B YCTAHOBMEHHOM MOpsSiAKE, a Takke KOMWUst 3akiiyYeHust O COOTBETCTBUMWM MNPOU3BOAMTENS
NeKapCTBEHHbIX CpeacTB  TpeboBaHMSAM MpaBui  Hagnexawlen npousBOACTBEHHOM MpaKTUKW, BblgAHHOMO
YMNONHOMOY€EHHbIM dheepanbHbIM OPraHoM UCMONMHUTENBHOM BNACcTU B OTHOLLEHUW MPOM3BOLCTBEHHOW MIOLLaAKu
NeKapCTBEHHOro npenapata Ans  MeaWUMHCKOTO MNPUMEHEHWUsi, TOoCyOapCTBEHHasl perncrpaumsi  KOTOporo
NOATBEPXKAAETCS, UMM KOMWUSI PELIEeHNsT YNONTHOMOYEHHOro heaeparnbHOro opraHa WCMOMHUTENBHOM BRacTM O
NPoBEAEHUN WHCMNEKTUPOBAHUS MNPOU3BOAWTENSI JEKAPCTBEHHBIX CPEACTB B CryyYae, €Ccnv NpOU3BOACTBO
NeKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MNPUMEHEHMST OCYLLECTBRSIETCA 3a npedenamu Poccuiickoi
depnepaumu.

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

4.1. B oTHOLWEHNM Bronormyecknx nekapcTBEHHbIX NpenapaToB AN MeguLMHCKOro NpUMEHEHUs 3asiBUTENb
OOMOMHUTENbHO NpeacTaBnsieT pesyrbTaTbl MEpPONPUSATUA, NPEeQYCMOTPEHHbLIX MAAaHOM YMpaBreHUs puUcKamu,
YTBEPXAEHHBIM  YMONTHOMOYEHHBIM  dbeiepanbHbiM  OPraHOM  WMCMOMHUTENBHOW BacTu Mpu  OCYLLECTBNEHUM
rocyAapCTBEHHOW perncTpaumm NekapCcTBEHHOIO NpenapaTa Ans MEAUUUHCKOrO NPUMEHEHUS.

(yacTb 4.1 BBegeHa PegepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. K 3asaBneHuio O MOATBEPKOEHWM FOCYyAapCTBEHHOW peructpauuy NekapcTBEHHOro npenapata Aans
BETEPMHAPHOIO MPUMEHEHNS NpunaraTca AOKYMEHTbl, cogepXalwue peaynbTaTbl MOHUTOPUHra 3 EKTUBHOCTM
n 6e30nacHOCTM NEKapCTBEHHOro npenapaTta Ans BETEPUMHAPHOrO NPUMEHEHWs!, NMPOBOAMMOrO AepXaTernemMm Unm
BNagenbLem permcTpaumMoHHOro Y4OCTOBEPEHMS NEKApCTBEHHOrO npenapata Ansd BETEepUHAPHOro NMPUMEHEHUS
Moo yNonHOMOYEHHBIM UM HOPUONYECKAM NULOM, N0 POPME, YTBEPXKOEHHON YNOITHOMOYEHHBIM dhefeparnbHbIM
OpraHoM WCMONHUTENBHOW BNACTW, U OOKYMEHTbI, yKa3aHHble B NyHkTax 1, 2 - 2.2, nognyHkTax "a", "6", "k", "n"
nyHkta 4 yactm 3 crtatenm 17 Hactoswero PepepanbHOro 3akoHa. B oTHOWEHUM MMMYHOBMONOrMYECKMX
NeKapCTBEHHbIX MpenapaTtoB Af1 BETEPUHAPHOINO MNPUMEHEHWUs He MpeACTaBnsoTCA CBEOEHUS, YKa3aHHble B
noanyHkte "K' nyHkTa 4 yactm 3 crtatbm 17 HacTosiwero degepanbHOro 3akoHa. B OTHOWEHWM neKkapcTBEHHbIX
npenapaTtoB AN BETEPMHAPHOIO  MPUMMEHEHWS, MOMYYEHHbIX C  MPUMEHEHNEM  TE€HHO-MHXEHEPHO-
MOANMULMPOBAHHLIX OPraHM3MOB WNN COAEPXallMX Takue OpraHuM3Mbl, AOMOJSTHUTENbHO MpPencTaBrsoTCS
cBefeHus, yKkaszaHHble B NyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®enepanbHOro 3akoHa.

(yacte 4.2 BBepeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. PegepanbHOro 3akoHa OT
02.08.2019 N 297-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

4.3. 3asaBuTENb BnpaBe MNpPeacTaBuUTb C 3asABIEHUMEM O MOATBEPXKAEHUN FOCYOAPCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTta KOMUIO JOKyMeHTa, MOoATBepXJatollero ynnaTty rocygapCTBEHHOW MOLUMMHbI 3a
noaTBEPXAEHNE roCcyAapCTBEHHOW peructpauumn nekapCTBEHHOro npenapata, a Takke BblJaBaeMmble
(NnpepocTaBnsiemMble) YNONMHOMOYEHHbIMU  heaepanbHbIMU - OpraHaMn  UCMONHUTENBHOW BNAcTU  LOKYMEHTbI
(cBeneHus), ykasaHHble B nNyHKTax 2 M 3 4yactu 4 HacTtosiwen cTtaten. B cnyyae ux HenpeacTaBneHus
YNONMHOMOYEHHbIN  defepanbHbld  OpraH  WUCMOMHUTENbHOWM BMacTX  3anpalluBaeT YyKasaHHble [AOKYMEHThI
(cBeoeHus) B nopsake MexseqoMCTBEHHOMO MHOPMAaLMOHHOMO B3aUMOOENCTBUS.

(4acTb 4.3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeyeHue pecatn paboumx gHen co AHS NPUHATUS 3asiBNEHUS O MOATBEPXKAEHUN roCyaapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapara U JOKYMEHTOB, COAepXallmx pe3ynbTaTbl MOHUTOPUHIa 3¢ PEKTUBHOCTH
n 6e30nacHOCTM feKapCTBEHHOrO npenapaTa, NPOBOAMMOrO AepaTeneM Wnu BragenbLleM perncTpalyoHHOro
YyOOCTOBEPEHUSI  FIEKApCTBEHHOrO  npenapata NMGO  YNONMHOMOYEHHbIM UMW IOPUANYMECKAM  FIMLOM,
YNONMHOMOYEHHbIN befeparnbHbI OpraH UCNONMHUTENBHON BNAcTU:

1) npoBoOAUT NPOBEPKY NONHOThI cBedeHun, coaepXawnxcd B npencrtaBlieHHbIX 3adaBUTeNneM JOKyMeHTax;

2) NPUHUMAaET peLleHre O NpoBeaeHUN unu o6 oTkase B MPOBEAEHUN IKCNEePTM3bl OTHOLLEHMS OXMaaeMon
Nonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHWUs NeKapCTBEHHOro npenaparta Ha OCHOBaHUWU pe3ynbTaToB MOHUTOPUHIA
apdeKkTMBHOCTU M BEe30nacHOCTM NEeKapCTBEHHOro npenapata, NPOBOAMMOro AepxaTenem unu Bnagenbuem
PerncTpaumMoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta NMbo YNONMHOMOYEHHBIM UMW  HOPUONYECKUM
nuuom, a Takke degeparnbHbIM OpraHoM UCNOSTHUTENBHOW BNAcTM B COOTBETCTBUM C TpeboBaHUAMU cTaTbu 64
HacTosilwero ®egepanbHOro 3akoHa;

3) yBeqoMNseT B SMEKTPOHHOM (hOpMeE MMM NMUCbMEHHOW (hopMe 3asiBUTENS U SKCMEPTHOE yypexaeHue o
MPUHATOM peLleHnn Nbo B criydae NpuHATUS pelleHnst 06 oTka3e B MPOBEAEHUM SKCMEPTM3bl yKa3biBaeT NPUYMHbI
TaKoro oTkasa.

6. B cnyyae BbIsIBNEHUS HEOQOCTOBEPHOCTM M (UMW) HEOQOCTAaTOYMHOCTU WMHopMauuM, copepallencsa B
npeacTaBneHHbIX 3asBUTENEM [OKYMEHTax, YMNOMHOMOYEHHbIN dedeparnbHblii OpraH UCMONHUTENIbHOW BRacTu
HanpaenseT 3asBuUTeNnt0 3anpoc 00 yTOYHEeHUM ykasaHHoW wHdopMaumn. 3anpoc  YNOSTHOMOYEHHOMO
denepanbHOro OpraHa MCMOMHUTENBHOW Bnactu MOXeT ObiTb nepedaH YNONMHOMOYEHHOMY MPEACTaBUTENHO
3asBUTENS NIMYHO NOZA PacruCKy, HaNpaBreH No no4yTe 3akasHblM NMUCbMOM WK NepefaH B 3NEKTPOHHON dhopme
Mo TENEeKOMMYHUKALMOHHBIM KaHanaMm cBa3u. B cnyvae HanpasneHusl 3anpoca ynonHOMOYEHHOro heaepanbHoro
opraHa MCMOSTHUTENbHOM BNacTh MO MOYTE 3aKa3HbIM MUCbMOM OH CHMTaETCst MONYyYEHHbIM MO UCTEYEHUM LLECTM
OHEeN ¢ AaTbl HanpaBMNeHNst 3akasHoro NMcbMa.

7. BasButenb o6s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMNOfIHOMOYEHHOro dhedepanbHOro opraHa
NCNOSTHUTENbLHOM BracTM B CPOK, HE MPEBbILAOWNA OeBAHOCTA paboumx AHeW co gHA ero nonyyenus. Cpok,
yKkasaHHbIA B 4acTu 5 HacToswen craTbW, MPUOCTAHABNMBAETCS CO [OHS HanpaBeHusi 3asBMTEMH0 3anpoca
YMNONTHOMOYEHHOrO (hefepanbHOro OpraHa MCMOMHUTENbHOW BRacTM 0 OHS MOMyYeHUss UM COOTBETCTBYHOLLENO
oTBETAa W HE Y4YMTbIBAETCA NPU  MCYUCHIEHWM CpoKa MNOATBEPXKOEHMSI [OCYLAPCTBEHHOW perncrpaumm
neKapcTBEHHOro npenaparTa.

8. OcHoBaHMeM [nsi OTKa3a B MPOBEAEHUWN 3KCMEPTU3bl OTHOLUEHMSI OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NMPUMEHEHNS NEKapCTBEHHOIO Npenapara ABnseTcs NpeAcTaBeHne JOKYMEHTOB, COAepKalLmX pe3ynbraThl
MOHUTOPUHIa aPEKTUBHOCTM 1 6E30MacHOCTN NEKAPCTBEHHOMO NpenapaTta, U (Unn) B OTHOLLIEHUN BMONOTNYECKMX
NeKapCTBEHHbIX NMpenapaToB pe3yribTaTOB OCYLLECTBIEHUS MEPONpPUATUA B COOTBETCTBMM C NiIAaHOM YNpaBrieHus
puyckamMKn, YTBEPXKOEHHbIM  YMOMHOMOYEHHbIM  bedeparibHbiM  OpPraHoOM  MCMONHWUTENBHOW  BRactM  npu
OCYLLIECTBINEHNN FOCYAAapPCTBEHHOW pPErncTpauun fiekapCTBEHHOMO npenapara, B HenosIHoMm obbeme, OTCYyTCTBME
WHpopmauun, noaTeepxaaroLwen gakT ynnaTbl rocyaapCTBEHHOM NOLLUMMHBLI 38 NOATBEPXAEeHNe rocyaapCTBEHHON
permcTpaumm nekapcTBEHHOrO npenapara, IMbo HenpeacTaBneHne 3asBUTENEM B YCTAHOBIEHHBIN CPOK OTBETa Ha
yKasaHHbI B 4acTu 6 HacToswen cTaTbu 3anpoc YrNOMHOMOYEHHOro defeparnbHOro opraHa WCNOTHUTENbHOMN
BMacTu, a TaKkkKe OTCYTCTBUE B yKa3aHHbIX JOKYMEHTax MHOpMaLMK, KOTopas JOMKHa ObiTb B HAX OTPakeHa.

9. 3KCI'I6pTVI3a OTHOLLEHUS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JeKapCTBEHHOro
npenapara B Uendx noarsBepXaeHusa rocy,qapCTBeHHoM perncrTpaunn nekapCcTtBeHHOro npenapara npoBoanTcA
Komuccuren SKCNepTOB 3KCNEePTHOIo y4pexneHna B CpPoOK, He I'IpeBbILlJaIOLLI,VIIZ COpOKa pa6oql/|x OHen.
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10. B Cny4yae HeaOoCTaTOYHOCTU npencTaBlieHHbIX 3KCMEepTy mMaTtepuaros AnA Oady 3aKIi4YeHUaA 3KCnept
o6pau.|,aeTc9| K PYKOBOOUTENO 3KCNEepTHOro y4dpexaeHuda O npeaocTtaBlieHnn emy HeobxoauUMbIX mMaTtepunanos.
PyKOBOﬂ,VITeJ'Ib OKCMNepTHOro y4pexaeHusa o6pau.|,aeTc;| C COOTBETCTBYHOLLIMM 3arnpocomMm B yI'IOJ'IHOMO‘-IGHHbIVI
cbep,epaanblﬁ opraH NCNOMHNTENLHON BNAacTW, BblOaBLUWA 3agaHWe Ha npoeegeHmne 3KCnepTu3bl OTHOLLUEHUA
oXngaemon nornb3bl K BO3MOXHOMY PUCKY NpUMEHEeHUA NeKapCTBeHHOro npenaparta Ha OCHOBaHUW OOKYMEHTa,
cogepxaildero pesynbtatbl MOHUTOPUHIA Sd)(beKTI/IBHOCTI/I n GesonacHocTn J1eKapCTBEeHHOro npenaparta. B
Te4yeHne naTn pa6oq|/1x OHen co aHd NOCTynneHna 3anpoca pykoBOOAUTENA 3KCNEepTHOro yypexaeHusa yKa3aHHbIIZ
cbep,epaanblﬁ opraH NCMONHUTENLHON BNacTu HanpaBnAaeT 3aaBUTENO 3anpoc O npeacrtaBlieHnn HeobxoanMbIX
MaTepunarnos, KOTOprVI MOXET ObITb nepenaH ynoriHOMOYeHHOMY npeacTtaBUTENO 3adaBUTENA JNTMYHO NO4 pPacCrincky,
HanpasneH no noyrte 3aka3HbiM MACbMOM UK nepefaH B 3]'IeKTpOHHOIZ cbopme no TeneKoOMMYHUKaLUMNOHHbIM
kaHanam cedasn. B cny4vyae HanpasleHuda 3anpoca YynosIHOMOYeHHOro cbep.epaanoro opraHa NCMONHNTENBHOWN
BNacTn no no4te 3aka3HbIM MMCbMOM OH CHUTaeTCA NOoNyvYeHHbIM No NCTe4YeHUN LLEeCTn OHen ¢ gatbl HanpaBlneHna
3aKa3HOoro nncbma.

11. 3asButenp o00653aH npeacTaBUTb OTBET HA 3anpoc  YMNONHOMOYEHHOro dyedeparnbHOro opraHa
NCMONHUTENBHOW BracT B CPOK, HE MPEBbILIAOLLMIA LIECTUAECATN paboumx AHEN CO OHsI MONyYeHUs YKa3aHHOro
3anpoca. YNornHOMOYeHHbIN dheaeparnbHbln OpraH UCMONMHUTENbHOW BNAacTW, BblAaBLWWMA 3adaHne Ha nposefeHue
3KCMEePTU3bl OTHOLLEHUS OXMAAEMON MOMb3bl K BOSMOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ha
OCHOBaHUWM  [OKYMEHTa, cofepxalwero pesynbTaTbl MOHUTOpUHra addekTuBHoCcTM U BesonacHocTU
nekapCTBEHHOro npenapaTa, B Te4eHne NaTn pabounx gHen Co OAHS NOCTYMNMeHus oT 3asBUTeNs OTBETa Ha 3anpoc
YNOMHOMOYEHHOro hedepansHOro opraHa WCNOMHUTENBHOW BNAcTW HanpaenseT 3TOT OTBET B 3KCMEepTHOe
yupexgeHve. B cnyyae HenpeactaBneHUs MO UCTEYEHUU LIECTMAECATM paboymx OHEeW 3asBuTenem oTBeTa Ha
yKa3aHHbIA 3anpoc YrNornHOMOYEHHbIM hefepanbHbIi OpraH MCMONHUTENbHOW BMacTW, BblgaBWwui 3adaHue Ha
npoBedeHne 3KCNepTU3bl OTHOLLIEHUS OXMOAeMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOMO
npenaparta Ha OCHOBaHWW OKYMEHTa, cogepXallero pesynbTarbl MOHUTOPUHIa 3heKTMBHOCTU 1 Be3onacHoCTH
neKapcTBEHHOro npenapara, B Te4eHve natn paboynx AHen HanpaenseT B 9KCNepTHOe yupexaeHne ysegomreHne
O HenpeacTaBneHUN 3asBuUTENemM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpems co gHs HanpasneHus 3anpoca
3KCNEPTHOrO YYpeXAeHUs B YNOMHOMOYEHHbIN dheaepanbHblil OpraH UCMONMHUTENBHOW BRAcTN A0 AHA NOMyYeHUs
3KCMEPTHLIM yuYpexaeHveM OTBeTa Ha 3anpoc Wnu yBeAOMIEHUs O HenpeacTaBreHun OTBeTa Ha 3anpoc He
YUMTLIBAETCHA MPWU UCHUCTIEHUWN CPOKa MPOBEAEHWUST IKCNEPTU3bl OTHOLLEHUS OXWAAEeMOW MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS TNEKapCTBEHHOro npenapata Ha OCHOBaHWM [OKYMEHTa, CoAepXalero pesynbTarhbl
MOHUTOpUHra 3 HEeKTUBHOCTM U 6E30MACHOCTIN NEKapCTBEHHOrO Npenapara.

12. B cpoK, He NpeBbILaoLWLNA OEeCATM pabounx QHEN CO OHsSI NOMyYEeHUsT 3aKMYEHNss KOMUCCUM SKCMEPTOB
no pesynbTatam 3KCMepTM3bl OTHOLLEHWS OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsT NeKapCTBEHHOMO
npenapaTa, COOTBETCTBYHOLLMIA YNOITHOMOYEHHbIN dheaepanbHbIi opraH UCMONHUTENBHOW BNACTU:

1) ocyLLeCTBNSAET OLLEHKY 3TOro 3akioyeHUst Anst onpeseneHns ero COOTBETCTBUS 3a4aHNi0 Ha NpoBedeHne
yKa3aHHOW 3KCMNepTu3bl;

2) NPYHMMAET peLLeHVe O NOATBEPKOEHUM rOCyAapCTBEHHOW pernctTpauny nekapcTBEHHOro npenapara unm
06 oTkase B NOATBEPKAEHUM rOCyOapCTBEHHON permcTpauum NekapcTBEHHOMO Npenapara;

3) BHOCMT MpW MPUHATUM PELUEHVSI O MOOTBEPXKAEHWN TFOCYOAPCTBEHHOW PErncTpauuM INekapcTBEHHOro
npenaparta CBedeHWs! B FrOCYOapCTBEHHbI PEecTp JieKapCTBEHHbIX CPEACTB W BbloaeT 3asiBUTENto GeccpoyHoe
perucTpauroHHoe YOO0CTOBEPEHME NIeKapCTBEHHOIO npenapaTa.

13. OcHoBaHMeM Ofis OTka3a B NOATBEPXOEHMM roCy4apCTBEHHON perMcTpaunm nekapcTBEHHOMo npenapaTta
SABNSAETCA 3aKIIOYEHNE COOTBETCTBYIOLLETNO YNOMHOMOYEHHOrO doeaeparibHOro opraHa MCMNONTHUTENbHOW BNacTu O
TOM, YTO PUCK MPUYMHEHWUS Bpeda 300pOBbHO YENOBEKa WM XKMBOTHOTO BCMNEACTBME NMPUEMa JIeKapCTBEHHOIro
npenapaTa npesbllaeT 3PHEKTUBHOCTb €r0 NPUMEHEHUS.

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

14. B nepuwop npoBefeHus npouenypbl NOATBEPXOEHUS rOoCyNapCTBEHHOW peructpauuu rnekapcTBEHHOro
npenapata ero obpauieHve B Poccuiickon degepaunm He NpuocTaHaBnmMBaeTCs.

15. ,D,OI'IyCKaeTCFI o6pau.|,eHV|e NEeKapCTBEHHbIX MpenapaTtoB A0 UCTeYEeHUA CpOoKa rogHoCTn, Nnpon3BeaeHHbIX
B Te4yeHue CTa BOCbMWOECATU KalleHOdapHbIX OHen nocne pgatbl NPUHATUA YNOJTHOMOYEHHbIM cbe,u,epaanblM
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OpraHoM WCMONHUTENBHON BNAacTU peLleHnst O NOATBEPXKAEHNM roOCy4apCTBEHHON perncTpaumm, B COOTBETCTBUM C
nHdopmMaumen, cogepallenca B JOKYMEHTax perMcTpaumoHHOro AoCbe Ha NekapCTBeHHbIM npenapaT 4o AaThbl
MPUHATAA TAKOro PeLLeHus.

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

Crtatba 30. BHeceHuMe n3MeHeHUN B AOKYMEeHTbIl, cogepxawuecd B permctpauMmoHHOM OoOoCbe Ha
3aperMCTpMpOBaHHbII7I ﬂeKapCTBeHHbII;l npenapart Ana MmeguuMHCKOro npuMmeHeHus

1. B uensix BHeCeHUs W3MEHeHWA B [AOKYMEHTbl, codepxalimecss B pPermcrpauuoHHOM [OCbe Ha
3aperMcTpMpoBaHHbIA NeKapCTBEHHbIM NpenapaTt Ans MeguuMHCKOrOo NPUMEHEHWs, epXaTtenb unu Brageney
perncTpaumMoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOro npenapaTta unu yrnorIHOMOYEHHOE UM OpYyroe iopuanyeckoe
nvuo (Oganee B HacToslWen cTaTbe - 3asdBUTEnNb) NPEeAcTaBnsaeT B YMNONHOMOYEHHbIN eaepanbHbIi opraH
WCMNOMHUTENBHON BNACTU 3asBlEHNEe O BHECEHUU Taknx U3MeHeHW no oopme, YCTaHOBNEHHON YNONMHOMOYEHHbIM
dhegeparnbHbIM OpraHoM UCNOMHUTENBHOW BRacTu, 1 Npunaraemble K HeMy U3MEHEHUS B YKa3aHHble OKYMEHThI, a
TaKke AOKYMEHTbI, NOATBEPXAaoLLMe HeOOX0AUMOCTb BHECEHUS TAKUX U3MEHEHWIA.

(B pea. PepepanbHbIX 3akOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-93)

1.1. MNpn HeobBXOAMMOCTM BHECEHUA B [OKYMEHTbI, codepallmecsa B pPerncTpaumoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIA NeKapCTBEHHbIA NpenapaT ANns MeOUUUHCKOrO NPUMEHEHUs!, U3MEHEHWI, yKasaHHbIX B
NyHKTE 3 YacTu 2 HacTosLWen cTaTbl N TPebyoLWMX NPOBEAEHUS IKCNepTU3bl KaYecTBa NeKapCTBEHHbIX CpeacTs,
3asBMTENb OOMONHUTENBHO MpeacTaBnsieT B YNOMHOMOYEHHbIM deaepanbHblii opraH UCMOMHUTENbHOW BRacTu
cBeeHus1 0 JaTte npenocTaBneHust U permcTpalMoHHOM HOMepe FULEH3MM Ha MPOWM3BOACTBO JeKapCTBEHHbIX
CpeacTB UNM cBefeHuss O gaTte npenocTaBreHus U perncTpauuoHHOM HOMepe 3aK/iYeHUss O COOTBETCTBUM
Nnpou3BoaMTENs NeKapCTBEHHbIX CpeacTB TpeboBaHUSIM NpaBun Hagnexalle NPOWM3BOACTBEHHOW MNPaKTUKW,
BblJaHHbIX (MpedoCTaBeHHbIX) YMOMHOMOYEHHbIM  bedepanbHbIM — OpraHoOM  UCMOSTHUTENbBHONW  BRactu B
OTHOLLUEHWMN U3MEHEHHOW K (MNKn) OOMONMHEHHON NPOW3BOACTBEHHOW MIOLAAKM NeKapCTBEHHOro npenapaTta, B
cnyyae, ecnv NpoOM3BOACTBO JleKApCTBEHHOrO npenaparta ocyuwectensaetrca B Poccuiickon denepauum, nubo
cBefeHus O gaTte npefocTaBneHust U permcTpaLMoHHOM HOMepe BblAaHHOW YMOMHOMOYEHHbIM OpraHOM CTpaHbl
npom3BogMTens nUUEH3MM Ha NPOU3BOACTBO feKapCTBEHHOrO Mnpenapata WU ee nepeBod Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMNEHHOM Nopsigke, a Takke cBeAeHus O faTe NpegoCTaBneHns U permcTpauuoHHOM HoMepe
3aKMYeHNss O COOTBETCTBMM MNPOM3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHUSM npaBwui Hagnexallien
NpOM3BOACTBEHHOW MPaKTUKK, Bbl4aHHOMO YNOMHOMOYEHHbIM (hedepanbHbIM OpraHoM MCMONMHUTENbHOM BNacTu B
OTHOLLEHWUN U3MEHEHHON U (MNK) OOMNOMHEHHOW MPOM3BOACTBEHHONM MNOLLAAKM NEKapCTBEHHOro npenapaTa, unm
cBeeHus O daTe NpegoCTaBfeHuss U perucTpauMoHHOM HOMEpE peLUeHUss YNOMHOMOYEHHOro denepanbHOro
opraHa MWCMOSTHUTENbHOW BracTu O NPOBEAEHWMM MHCNEKTUPOBAHMSA NPOU3BOAUTENS JIEeKapCTBEHHbIX CPeacTB B
crniydyae, ecnM nNpou3BOACTBO JIEKAPCTBEHHOrO Mpenapata ocylwecTBnseTcd 3a npegenamm Poccuickon
depepaumu.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. demepanbHOro 3akoHa oOT
27.12.2019 N 478-93)

1.2. Tpu HeoGXOAMMOCTU BHECEHUS B [OOKYMEHTbI, COOepKallMecs B PEerucTpauuMoHHOM [OoCbe Ha
3apEerMcTpYPOBaHHbIA JIEKapCTBEHHbIN MNpenapat Afs MeaWUMHCKOTO MPUMEHEHUS, M3MEHEHWI, yKasaHHbIX B
MyHKTE 4 YyacTu 2 HacTosILLEl CTaTbh U TPEOYIOLMX NPOBEAEHMS SKCNEPTU3bl KaYecTBa NeKapCTBEHHbIX CPeacTB,
3aaBUTENb AOMONHUTENIbHO MPEeACTaBnseT B YNONHOMOYEHHbIV dhedepanbHblii opraH UCMONHMTESIbHOW Briactu
CBedeHUsi O AaTe MPeaoCTaBIEHUst U PETNCTPaLMOHHOM HOMEpEe JIMLEH3UM Ha MPOM3BOACTBO JEKapCTBEHHbIX
CPEACTB WM CBedEHWs O AaTe NpedoCTaBleHNst Y PermcTpauvoHHOM HOMepe 3aKito4YeHusi O COOTBETCTBUM
NPOV3BOAMTENS JEKAPCTBEHHBbIX CPEACTB TPeGOoBaHWAM MpaBuil Hagsexallen MpOou3BOACTBEHHON NPaKTUKK,
BbldaHHbIX (NPEdOCTaBMeHHbIX) YMNONIHOMOYEHHbIM oedeparibHbIM  OpraHoOM  WCMONHUTENbHOW  BRact B
OTHOLUEHNM MNPOWU3BOACTBEHHOW NOWAAKA JEeKapCTBEHHOro rpenapata, B Clydvae, €cnv Mpou3BOACTBO
nekapcTBEHHOro npenapata ocyllectensieTcst B Poccuiickon denepaunm, nubo cBedeHns o aate npegoctaBreHns
N PErucTpauMoHHOM HOMEepe BblAaHHOW YMOSTHOMOYEHHBIM OpraHOM CTpaHbl MPOU3BOAUTENS JIMLEH3UM Ha
NMPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata v ee MnepeBod Ha PYCCKAM S3blK, 3aBEpPEHHble B YCTaHOBIIEHHOM
nopsiake, a Takke CBeOAEHUsl O gaTe NPenoCTaBEHNs U PErUCTPaLMOHHOM HOMEpe 3aKIOYEHUS! O COOTBETCTBUM
NPOV3BOAMTENS JEKAPCTBEHHBLIX CPEeACTB TPeGoBaHWAM MpaBuI Haanexallel NpPOu3BOACTBEHHOW MNPaKTUKK,
Bbl@aHHOI0 YNOJIHOMOYEHHbIM dhefiepanbHbIM OpPraHOM UCTIONHUTENBHOW BMACTV B OTHOLLEHUW NPON3BOACTBEHHOM
NMoWaaku rNekapcTBEHHOro npenapata, WM CBedeHus O [daTe NpedoCTaBfeHust U perucTpaurMoHHOM HoMepe
peLLeHns1 YNOoNTHOMOYEHHOro cheilepanbHOro opraHa MCMONHWUTENbHOW BNacTu O MPOBEAEHUU VMHCMEKTMPOBaHMWS
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npounsBoauTENs feKkapCTBEHHOro CcpeacTsa B cryvae, eCcnu nNpousBOACTBO JleKapCTBEHHOro npenapaTa
ocyllecTBndaeTca 3a npegenamu Poccuiickon degepaumu.

(vactb 1.2 BBegeHa PepepanbHbiM 3akoHOM oOT 04.06.2018 N 140-03; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 478-93)

1.3. TpuHATNE pelleHns O BHECEHUUN U3MEHEHUI UM 06 OTKa3e BO BHECEHWWN U3MEHEHWA B OOKYMEHTbI,
cogepxawimMecs B PErucTpauMoOHHOM [OCbe Ha 3aperMcTpupoBaHHbLIN  NeKapCTBEHHbIM MpenapaT Ans
MEOWLIMHCKOTO MNPUMEHEeHUsi, B crnydae HeoOXOAMMOCTM NPOBEAEHWUS JKCMEepTU3bl KayecTBa JEeKapCTBEHHbIX
CcpeacTB U (UNn) aKCNepTU3bl OTHOLLEHWUST OXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOMO
npenaparta ons MeOVUMHCKOrO MPUMEHEHUST OCYLLIECTBISIETCA B CPOK, HE MpeBblllalolmin AeBsaHocTa paboumx
OHeN, a B oOcTamnbHbIX Cfy4Yasix B CPOK, He MpeBblllallui Tpuauatn paboumx OHEN €O AOHS MPUHATUS
YMOMHOMOY€EHHbIM heaepanbHbIM OpraHoOM UCMOSTHUTENBHOW BMacTu 3asiBNEHUsS O BHECEHUN Taknx 3MEHEHWN.
(vacTb 1.3 BBegeHa PepepanbHbIM 3akoHoM OT 04.06.2018 N 140-93)

1.4. YNONHOMOYEHHbLIN pedepanbHbIA  OpraH MCNOMHUTENbHOW BRactM € y4eTOM pes3ynbTaToB
(hapmakoHaz3opa M MPOBEPOK COOTBETCTBUS FIEKAPCTBEHHLIX CPeacTB, HaxXxoOsLWMXcs B rpaxgaHckoMm obopoTe,
YCTaHOBMNEHHbIM TpeboBaHMAM K WX KayecTBY B Te4yeHne p[ecatn paboumx [Her CO AOHs MOCTYMreHus
COOTBETCTBYIOLLEN MHOPMaLUM pa3MellaeT Ha CBOEM odmuumanbHOM cante B ceTu "WHTepHeT" cBedeHus o
HeoOXOAMMOCTUN BHECEHUS B MHCTPYKLMIO MO MEAULIMHCKOMY NPUMEHEHMIO NEKAPCTBEHHOIO NpenapaTta U3mMeHeHun
B OTHOLLEHUN CBEAEHMWI O NOKa3aHUsIX ANl MPUMEHEHUS U MPOTMBOMOKa3aHMAX ANl NPUMEHEHMS NEKAPCTBEHHOMO
npenapaTa, BbIABMAEHHbIX MOOOYHbIX AEVUCTBUAX, HEXenaTerbHbIX peakuusx npyv NPUMEHEHUU NeKapCTBEHHOMO
npenapaTta 1 ysegomnsetr o6 9TOM B 3MEKTPOHHON (hopMe unn nNUCbMeEHHOW copme (Ha BymakHOM HocuTene)
aepxatena wvnu  Bnagenbuba  pPerucTpauMoHHOro  YOOCTOBEPEHWUs  NieKapCTBEHHOro  npenapata  (unu
YNOMIHOMOYEHHOE UM OpYroe Hpuaudeckoe nuuo), a Tawkke AepxaTenen wunu enagenbueB perncTpaumoHHbIX
yOOCTOBEPEHUN NEKAPCTBEHHbIX MpenapatoB (Mnv YNOMHOMOYEHHbIX VMU APYrUX HOPUaNYecknx nuud), KoTopble
ABNSATCA B3aUMO3aMeHAeMbIMU.

(vacTb 1.4 BBegeHa PeagepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

1.5. [lepxaTenb unu Bnageney perncTpalMoHHOro yAOCTOBEPEHNS NEKAPCTBEHHOrO npenaparta, a Takke
aepxatenu unu - Bnagenblbl  PErMCTPAUMOHHBLIX  YOOCTOBEPEHWUA  NEKAPCTBEHHbIX MpenapaToB  (unwu
YMONHOMOYEHHbIE WMW ApYyrue lopuanyeckue nuua), KoOTopble SABMASIOTCA B3aumo3aMeHsieMbiMKM, 006s13aHbl
npeactaBuTb B YNONTHOMOYEHHBLIN dhedepanbHbii OpraH MCMNOMHUTENBbHON BNacTu 3asBfeHWst O BHECEHWUU
N3MEHEHWU B LOKYMEHTbI, COAepKalLUMecs B PErmMcTpaLMoOHHbIX JOCbE HA 3apermcTpupoBaHHbIE NEKAPCTBEHHbIE
npenapatbl AnS  MEAULMHCKOrO TMPUMEHEHMS, B OTHOLUEHUWW CBEOEHWUW, YKa3aHHbIX B MHCTPYKUMWM MO
MEeONLIMHCKOMY NMPUMEHEHUIO NTEKapCTBEHHbIX MpenapaToB, B TEYEHNE Copoka paboymnx OHeN CO AHSA pa3meLLeHUs
YMNONTHOMOYEHHbLIM dhefepanbHbiM OpPraHoOM UCMOMHUTENbBbHOW BRacTn WHGOpMaumu, ykasaHHoM B 4vactm 1.4
HacTosiiel cTatbu. [daHHoe TpeboBaHWE He pacnpoCTPaHSAEeTCHs Ha CrydyaM BHECEHUSI B MHCTPYKUMIO MO
MEONLIMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOTO Npenapata W3MEHEHUA B OTHOLUEHUM HOBbIX MOKa3aHui Ans
NPUMEHEHMS NIEKapCTBEHHOTO NpenapaTta Ha OCHOBaHWUM Pe3yNnbTaToB COOTBETCTBYHOLLMX UCCNESOBaHUN.

(yacTb 1.5 BBegeHa degepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

2. 3KcnepTn3a NekapCTBEHHbIX CPEACTB B YacTu IKCNEpPTU3bl kayecTBa NeKkapCTBEHHOIO cpeacTBa U (Mnw)
9KCNEPTU3bl OTHOLLEHMS OXMAAEMOM MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NEKAPCTBEHHOMO npenaparta ans
MEOMLIMHCKOTO MNPUMEHEHUs] NMPOBOAMTCSA B Criydae BHECEHUS W3MEHEHWA B [OOKYMEHTbl, copepXalimecsi B
pPEerncTpaumMoHHOM 4OCbe Ha 3aperMCTPUPOBAHHbIN TEKapCTBEHHbIN NpenapaT, B OTHOLLEHWUN:

1) cBeOEeHWIA, yKa3aHHbIX B UHCTPYKLIMM MO MEAULMHCKOMY NMPUMEHEHUIO NIeKapCTBEHHOIO npenapaTa:

a) nekapcTBeHHas hopma C ykazaHWEM HauMEHOBaHWI 1 KONTMYECTBEHHOIO COCTaBa AeNCTBYIOLLMX BELLECTB
M Ka4YeCTBEHHOINO COCTaBa BCMOMOraTeSibHbIX BELEeCTB (MpyM HeobXoOuMOCTVM KONMYECTBEHHOrO CcocTaBa
BCMOMOraTesbHbIX BELLECTB);

6) dapmakoguHamuka W apMakoKMHETMKA (3a MWCKIOYEeHMEM (hapMaKOKMHETUKM TOMeonaTUYecKmx
NeKapCTBEHHbIX NMpenapaToB Y pacTUTENbHbIX JIEKAPCTBEHHbIX NMPenapaToB);

B) nokKasaHua AnAa npuMeHeHuA,

F) NPOTUBONOKa3aHnA OANnAa NpUMEeHEeHUA;

www.consultant.ru Crpanvua 57 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3BE7EE6DC658CC5DDC4CFEFDE64A3833418A09F103FF4B5186BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE7E368C558CC5DDC4CFEFDE64A3833418A09F103FF495581BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3BE7EE6DC658CC5DDC4CFEFDE64A3833418A09F103FF4B5185BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE76DCD58CC5DDC4CFEFDE64A3833418A09F103FF4B5181BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE76DCD58CC5DDC4CFEFDE64A3833418A09F103FF4B5187BF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

ﬂ,) Mepbl NPeAOCTOPOXHOCTU NPpU NPUMEHEHNN;

e) ykazaHue BO3MOXHOCTUM U OCOBEHHOCTEN NMPUMEHEHUs! NeKkapcTBEHHOro npenaparta Ans MeguLUMHCKOro
NPUMEHEHUS GEPEMEHHBIMW XXEHLLMHAMM, XKEHLLMHAMUN B NEPVUOL MPYAHOrO BCKapMIIMBaHUS, A€TbMU, B3POCTbIMU,
UMEIOLLMMM XPOHUYECKMe 3aGoneBaHuns;

)K) pexum [o3npoBaHuA, cnocobbl BBEAEHUS U npuMmeHeHuna, npu HeobxoaMMocTn BpemMA npuema
NNeKapCTBEeHHOro npenaparta, NpoAOJKUTENBbHOCTb JTe4eHnsA, B TOM 4YnUcne y [eTen 4o 1 nocne ogHoro roga;

3) BO3MOXHble MOBOYHbIE [ENCTBUA W HexXenaTternbHble peakuun Npu MNPUMEHEHUM NEeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEO3NPOBKM, MEPbI NO OKa3aHWIO MOMOLLM NPY NEPefo3nNPOBKE;
K) B3aumoencTaeune ¢ ApyruMmu riekapCTBEHHbIMW NpenapatamMm 1 (Unum) NULeBbIMUA NPOAYKTaMu;
n) popMbl BbIMyCKa NekapcTBEHHOro npenapara;

M) ykasaHue (npy HeobXOoAMMOCTU) OCOBEHHOCTEN AEWUCTBMS NEKapCTBEHHOro npenapaTta npu MnepeBoMm
npvemMe Unun npu ero OTMeHe;

H) cBeeHnda O BO3MOXHOM BIMUAHUM NEeKapCTBEHHOro npenaparta gnla MeguumHCKOro npuMMeHeHusa Ha
CMocoBHOCTb ynpaendaTb TPAHCNOPTHbIMKU CpeacTBaMu, MeXaHn3Mamu,

0) CPOK roAHOCTM W yKasaHue Ha 3anpeT NpUMEHEHUs NEeKapCTBEHHOro npenaparta Mo UCTEYEHUM Cpoka
rogHocTy;

n) YyCrOBUSA XpaHEHWS;

p) yCrnoBusi OTNycka;

2) cocTaBa fiekapCTBEHHOro npenapara Anst MEAULMHCKOrO NPUMEHEHUS;

3) M3MeHeHUs1 MecTa NPOU3BOACTBA JTEKAapPCTBEHHOIO Npenaparta 4718 MegULMHCKOTO NPUMEHEHNS;

4) n3MeHeHWs nokasaTenen ka4yecTBa NIeKapCTBEHHOro npenapara Ansi MeAUUMHCKOro NPUMEHEHUS 1 (Unn)
METOO0B KOHTPOJSIS KaYeCcTBa JIEKApPCTBEHHOMO Npenaparta 418 MegULMHCKOTO NPUMEHEHHS;

5) usmeHeHus1 cpoka roqHOCTM JIeKapCTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHWS;

6) cBeaeHu 0 HEOOXOOUMOCTM BHECEHUST UHBIX M3MEHEHUIN B UHCTPYKLUUIO MO MEANLMHCKOMY NMPUMEHEHUIO
flekapCTBEHHOIO MpenapaTa, a Takke B MHble [AOKYMEHTbl, COAepXXalluMecs B PEerMcTpauMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIM npenapat. [lpy 3TOM pelleHne O NPOBEAEHMM 3SKCMEPTU3bl KavecTBa
NeKkapCTBEHHbIX CPEACTB U (MUMn) 3KCMEPTU3bl OTHOLLEHUS OXUOAEMOW NOMb3bl K BOSMOXXHOMY PUCKY MPUMEHEHWS
NlekapCTBEHHOrO npenapata Afs MeOUUMHCKOrO MPUMEHEHNS MPVHUMAETCS B COOTBETCTBMU C YTBEPXKOEHHON
YNONMHOMOYEHHbLIM dhefieparnbHbIM OpraHoOM UCMOMHUTENbHOW BNAacTu Krnaccugukaumen nsmMeHeHun, BHOCUMbIX B
OOKYMEHTbI, COAepKallmecs B perMcTpaumoHHOM 40Cke Ha 3aperncTpMpoBaHHbIN JIEKapCTBEHHbIN Npenapar.
(yacTb 2 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. 3asBuTenb BrnpaBe NpeacTaBUTb MO COGCTBEHHOW WHULMATMBE BMECTe C 3asiBIIeHVEM O BHECEHUU
N3MEHEHUIA B JOKYMEHTbI, COAepXalluecs B PermcTpaunoHHOM [OCbe Ha 3aperncTpypoBaHHbIA NEKAPCTBEHHbI
npenapat Ans MeOULMHCKOrO MPUMEHEHUs, KOMWM [OKYMEHTOB, MOOTBEPXKOAOWMX YnnaTy rocygapCTBEHHOM
MOLUSINHBI 3@ BHECEHWE B [OOKYMEHTbl, COAepXKallMecsi B PEerucTpauvMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIi
NeKapCTBEHHbIN npenapaT Ans MeAWUMHCKOrO MPUMEHEHWsl, U3MeHeHUI, TPebyoWmnX NpoBeOeHUst 3KCNepTu3bl
NeKapCTBEHHbIX CPEACTB B 4YacTW SKCMEepTU3bl KayecTBa JeKapCTBEHHOTO cpeactBa WM (Unun) 3KCNepTu3bl
OTHOLWUEHNSI OXWOAeMON MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JeKkapCTBEHHOro npenapata [ans
MEAMVLMHCKOrO MPUMEHEHWUs, TFOCYAapCTBEHHOW MOWIMHbI 3a BHECeHWe B [OOKYMEHTbl, COoAepXaliuecs B
perncTpaumMoHHOM [0Cke Ha 3aperMcTpUpOBaHHbIA NEeKapCTBEHHbIN NpenapaT Ansg MeOULMHCKOTo NMPUMEHEHUs,
N3MEHEHUA, He TpebyloWwmux MpoBeaeHUs] IKCMepTUsbl J1eKapCTBEHHOrO CcpeacTBa, a Takke BblAaBaeMble
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(npepnocTaBnsiemMble) YNOMHOMOYEHHbIMU  beaeparbHbIMA  OpraHamn  UCMOMHUTENBbHOW  BMacT  [OKYMEHTbI
(cBepeHus), ykasaHHble B yacTsx 1.1 1 1.2 HacTosLwwen ctatbn. B cnyvae ux HenpeacTaBneHUs YNonHOMOYEHHbI
denepanbHbIi opraH MCNOMHUTENbHOW BMacTW 3anpallnBaeT ykasaHHble [OKYMEHTbl (CBedeHWs) B nopsiake
MeXBEAOMCTBEHHOIO MHPOPMALMOHHOIO B3aMMOAENCTBUS.

(vacTb 3 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeuveHune pecaATn pa6oq|/|x OHen co AHda NOCTyNnIeHna yKas3aHHOro B 4acTtu 1 HacToswen crartbu
3as1BNeHns 1 HeobXoANMBbIX OOKYMEHTOB yI'IOJ'IHOMO‘-IGHHbIVI (be,u,epaanblVl opraH NCMNOMHUTENbHON BNACTU:

1) npoBoAUT MNPOBEPKY MOJIHOTbl M OOCTOBEPHOCTU cBeaeHun, cogepxawmxca B npencrtaBlieHHbIX
3adButenemMm martepunanax;

2) npuHAMaeT peweHne O npoBeaeHUN YKa3aHHbIX B 4acCTu 2 HacTosllen crtatbu COOTBETCTBYHOLLNX
9KCNepTn3 NekapCTBeHHOro cpencrtea unm 00 oTkase B ux nposegeHuu;

3) yBegoMnsieT B 3NEKTPOHHOW UMW MUCbMEHHON hopMe 3asiBUTENS O NPUHATOM pELLEHUN UMK B cry4vae
MPUHATUA peLleHns o oTkase B NpOBeEHUN COOTBETCTBYHOLLEN SKCMEPTU3bl C yKasdaHMEM NPUUMH Takoro oTkasa.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISiBNEHNs1 HEOOCTOBEPHOCTU CBEAEHWI, COAEpXKalLUMXCa B MPEACTaBEHHbIX 3asBUTENEM
MaTepuanax, yrnorHOMOY€EHHbIN pegepanbHbIAi OpraH UCNONMHUTENbBHOW BracTu HanpaBnsdeT 3asBUTENi0 3anpoc
00 YTOYHEHUN yKa3aHHbIX cBefeHWN. [laHHbIN 3anpoc MOXET ObiTb NnepedaH YNonHOMOYEHHOMY NMpeacTaBUTENO
3aABMTENS NUYHO NOA PachucKy, HanpasmeH Mo noyTe 3aka3HbiM MMCbMOM UMW NepedaH B 3feKTPOHHON hopme
Nno TeneKkOMMYHWKaLUMOHHbIM KaHanam cBsA3W. B cnyyae HanpaBneHus gaHHOro 3anpoca Mo noyTe 3akasHbiM
MUCbMOM OH CYMTaETCA MOMYyYEeHHbIM NO UCTEYEHUN LLECTN AHEN C AaTbl HanpaBneHns 3aKkasHoro nucbma.

(vacTb 4.1 BBegeHa PeanepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3agBuTtenb o06s3aH npencrtaBuTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro dheaepanbHOro opraHa
NCNOSTHUTENbHOM BfacTM B CPOK, HE MpeBblllalolWni AeBsSHOCTA paboumx OHEN CO OHS MOMyvYeHusi OaHHOro
3anpoca. Cpok, ykasaHHbIA B YacTu 4 HaCTOsILWEN CTaTbyl, MPUOCTAHABIMBAETCS CO AHS1 HANpaBIieHUs 3asBUTESO
3anpoca YnofiHOMOYEHHOro dheaepanbHOro opraHa MCMOMHUTENBHOW BNacTu A0 OHSI MOMydYeHUss UM OTBeTa Ha
OaHHbIA 3arMpoC U He Y4YMTbIBAETCA MNPU UCUUCNEHUU CPOKA MPUHATUS PELUEHWS O BHECEHWU M3MEHEHUA B
OOKYMEHTbI, codepXKalimecs B permcTpaumoHHOM [OCbe Ha 3aperncTpYpOBaHHbIA NTEKApPCTBEHHBIN npenapaT Ans
MEONLIMHCKOrO NMPUMEHEHMS.

(vacTb 4.2 BBegeHa PegepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

5. OcHoBaHMeM Ans OTKa3a B NPOBEAEHMU YKa3aHHbIX B 4YacTW 2 HACTOSLLEW CTaTby 3KCMepTU3 siBndetcs
npeacTtaBneHve LOKYMEHTOB, MEPeyYUCrieHHbIX B 4YacTax 1 m 3 HacTosiwen ctaTbM, B HEMOMHOM obbeme,
HenpeacTaBrieHNe 3asiBUTENEM B YCTAHOBSEHHbIA CPOK OTBETA Ha yKa3aHHbI B 4actu 4.1 HacTosiwen cratbu
3anpoc  ynorHOMOYEHHOro begepanbHOr0 opraHa MWCMOSMHUTENBHOM BRacTi, a Tawkke OTCyTCTBME B
NpeAcTaBneHHbIX JOKYMEHTaxX AOCTaTOYHbIX CBEAEHUN, MOATBEMKAAIOLLMX HEOOXOOUMOCTb BHECEHMS U3MEHEHNI,
Unu OTCyTCTBME MHDOPMaLMK, noaTBepXaatroLwen akr ynnaTel FoOCyAapCTBEHHbIX MOLUIMH, YKa3aHHbIX B YacTh 3
HacTosLLEeN CTaTbM.

(B pea. PegepanbHbIX 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YKka3saHHble B 4acTu 2 HACTOsLLEN CTaTbM IKCMEPTU3bl NPOBOAATCS B MOPSAKE, YCTAHOBIIEHHOM CTaTben
23 HacTosiwero degeparnbHOro 3akoHa.

7. B cpok, He npeBbIWaoLwmnn Aecsatn padbodmx AHEN CO AHA NOMYyYEHNS 3aKMYEHMN KOMUCCUIA AKCNIEPTOB MO
pe3ynbTataM yKasaHHbIX B 4acTM 2 HaCToSAWen cTaTbW 3KCMepTu3, YNOSTHOMOYEHHbIM deaepanbHbI opraH
WCMOMNHUTENbHOW BracTu:

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

1) NPUHMMAET peLLeHVEe O BHECEHUN U3MEHEHUIA B OOKYMEHTbI, COAepXallMecs B PErMCTPaLMOHHOM A0Che
Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN NpenapaT Ans MeaULIMHCKOrO NPUMEHEHNUs, Unn o6 oTkase BO BHECEHUU
TaKkuX U3MEHEHWIA;

2) BHOCUT B FocyﬂapCTBeHHbIVI peecTp IneKapCTBEHHbIX CpeaCTB Ha OCHOBaHMU peleHnA O BHECEHUU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

N3MEHEHN B OOKYMEHTbI, coaepxawmnecqa B permctpaunmoHHOM O0Cbe Ha 3aperI/ICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI
npenapat gnda meanunHCKoro npuMeHeHuns, HeobxoaMMble NU3MEHEHNS U BO3BpallaeT Ux 3adBUTETIO;

3) BbldaeT 3asBUTEN0 HOBOE pPErMcTpauuoHHOe YOOCTOBEPEHME NeKapCTBEHHOro npenapaTta B crydae
NU3MEeHeHNs1 CBeEHWI, COAEPXKALLMUXCS B HEM.
(n. 3 BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMEM Ans OTKas3a BO BHECEHWN N3MEHEHU B OOKYMEHTbI, coaepXalwmneca B permctpayMoOHHOM
OoCbe Ha SapeFMCTpMpOBaHHbIﬁ J'IeKapCTBeHHbIﬁ npenapar A4 MeguunHCKOro npuMeHeHud, ABnAeTcA
3akKrn4yeHne YynorIHOMO4YEeHHOro cbep,epaanoro opraHa WCMNOMNHUTENbHON BracTM O BO3MOXHOCTU CHWXKEHUS
Ge3onacHocTH, kKa4yecTBa, SCt)Ct)eKTMBHOCTM NeKapCTBEeHHOro cpencTea B Criydae BHECEHUA TakKnx N3MEHEHNN.

9. HonyckaeTca obpalleHne neKkapCTBEHHbIX NpenapaToB AN MeAWLMHCKOrO MPUMEHEHMS 0O UCTeYeHus
CpoKa roAHOCTW, NPOU3BEAEHHbIX B TEYEHME CTa BOCBMUAECATU OHEN Mocne Aatbl MPUHATUS YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM MCMOMHUTENBHOW BNAcTU PeLLeHNs O BHECEHUN U3MEHEHUI B JOKYMEHTbI, CoAepXaLumecs
B PErMcTpaLuoHHOM J0Cbe, B COOTBETCTBUM C MHOpPMaLMEN, coaepKallencs B JOKYMEHTax perMcTpaLyoHHOro
[0Cbe Ha NekapCTBEHHbIV Npenapar 40 AaTbl NPUHATUS TaKOro peLLEeHUs.

(vacTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. lMNpaButenbctBo Poccuickon depepaumm BrnpaBe YyCTaHOBUTb OCOBEHHOCTU BHECEHUS U3MEHEHUN B
OOKYMEHTbI, cogepKallnecsa B permcTpaunuoHHOM OCbEe Ha 3aperncTpupOBaHHbIA NIEKapCTBEHHbIN npenapat ansg
MEANLUMHCKOrO NPUMEHEHUs, B criydyae nedeKkTypbl UM pucka BO3HMKHOBEHUS OedeKTypbl feKapCTBEHHbIX
npenapaToB B CBsI3M C BBEAEHMEM B OTHOLLIEHMN Poccuiickon denepaumm orpaHUYnTENbHBIX MEP S3KOHOMUYECKOro
XapakTepa.

(vacTtb 10 BBegeHa PenepanbHbiM 3akoHOM oT 08.03.2022 N 46-03)

Cratbsa 31. BHeceHue MaMeHeHMW B AOKYMEHTbI, copepXawumecss B PerucTpaumMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIN NNeKapCTBEHHbIN Npenapar AnA BeTepUHapHOro NpMMeHeHus

1. B uensax BHeCEHWsT M3MEHEHMWN B [OOKYMEHTbl, CoaepXawmecss B pPernctpaumoHHOM [OCbe Ha
3aperncTpmpoBaHHbIA NIEKAPCTBEHHbIN NpenapaTt Afis BEeTEPUHApPHOro NPUMEHEHUs, OepXxaTenb unv Bnagenew
PErncTpaumMoHHOro yaOCTOBEPEHMS JIEKAPCTBEHHOrO NpenapaTta unmM yrnoriHOMOYEHHOE MM Opyroe puanveckoe
nuuo (panee B HacTosWEN cTaTbe - 3asBUTENb) NpeacTaBnsieT B YMNOMIHOMOYEHHbIV heaepanbHbI OpraH
NCNOSTHUTENbHOM BMacTu 3asBfeHME O BHECEHUM TaKUX M3MEHEHUIN MO hOpPME, YCTAHOBMEHHOW YNONMHOMOYEHHbLIM
deneparnbHbIM OpraHoM UCMOMHUTENBHON BNAcTU, U NpunaraemMble K HeMY U3MEHEHUS B YKa3aHHbIE JOKYMEHTbI, a
TaKkke [OOKYMEHTbl, MOATBEpXKOawlmne HeoOXOAMMOCTb BHECEHWUs Takux W3mMeHeHun. [lpn HeobxoguMmocTu
BHECEHUS M3MEHEHWA B [OKYMEHTbl, COAEepKallMecs B PerncrpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN
NEeKapCTBEHHbIM npenapaT Ans BETEPUHAPHOIO MPUMEHEHMS, B Chnydasix M3MEHeHus u (Unu) LONOSIHEHUSsI
NPOV3BOACTBEHHOW MNOLLAAKA JNEKapCTBEHHOrO CpeacTBa, a Takke MWM3MEHEeHUs MokasaTenen kadectea
NekapCTBEHHOIO npenapata Afs BETEPUMHAPHOTO MpPUMEHeHus W (MIM) MeTOOOB  KOHTPOMs  KayecTBa
NIeKapCTBEHHOro npenapaTta ANna BeTEepUMHApPHOro MNPUMEHEHUST 3asiBUTENb [OOMOSNHUTENbHO MNpPeAcTaBrsieT B
YNOMHOMOYEHHBIN befepanbHbI OpraH UCMONMHMTENBHOW BNacTu cneayowmne JOKyMeHThl (CBeAeHUs):

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

1) cBegeHusas O paTte MpPegoCTaBfEeHUss WM PErMcTPauMOHHOM HOMEpe JIMLUEH3UM Ha NpPOW3BOACTBO
NeKkapCTBEHHbIX CPEACTB, NPedoCTaBfEHHON NMPOM3BOAUTENIO NEKapCTBEHHOIO mnpenaparta and BeTepyvHapHOro
NPUMEHEHNS, NS POCCUMCKNX NPOU3BOLAUTENEN;

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

2) cBegeHuss O paTte MpegoCTaBfeHUss M PErMCTPauMOHHOM HOMEpPE JIMUEH3MM Ha MpOou3BOACTBO
NeKapCTBEHHbIX CpPeacTB, MPedoCTaBIEHHON MNPOM3BOAMTENIO (bapmMaueBTUYECKOM CcybCcTaHuMKu, BXOAsLen B
COCTaB NIEKapCTBEHHOTO MNpenapaTa Afis BeTEPMHAPHOro NpUMEHEHUS, AN POCCUNCKNX NPOU3BOAUTENEN;

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

3) KOnnAa [OOKyMeHTa, BbliAaHHOIMO YMNOJIHOMOYEHHbIM OpraHoOM CTpaHbl npou3BoauUTENA O54 Kakaom
I'IpOVI3BOﬂ,CTBeHHOl7I nnowangkn NeKkapCTBEHHOro npenaparta and BeTepunHapHOro NPpUMEHEeHNA n
noareepXxpawwero CooTBeTCTBME  NPOU3BOOUTENA  JI€KAapCTBEHHOro npenaparta TpeGOBaHVIFIM npasun
Hagnexawen FIpOI/I3BOﬂ,CTBeHHOl7I NPakTuKKn, N ero nepeson Ha pyCCKI/II7I A3blK, 3aBepeHHbleé B YCTaHOBJIEHHOM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

nopsiike, a TakkKe KOMUS 3aKIOYEHUS O COOTBETCTBUM NMPOU3BOAUTENS NEKAapCTBEHHbIX CPeacTB TpebGoBaHWsM
npaBui Haanexallel MpPOU3BOACTBEHHOW MNPAKTUKW, BblAAHHOTO YMOMHOMOYEHHbLIM henepanbHbiM OpraHoM
UCMOMNHUTENBHOW BNacTM AN KaOoh MpOU3BOACTBEHHONW MroWadku fekapcTBeHHOro mnpenapata  Ans
BETEPWHAPHOIO MPUMEHEHUs,, MO0 KOMWUA pPELUEHWS O MPOBEdEHUM WHCMEKTUPOBaHWUSA MNpoV3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, MPUHATOrO YMONMHOMOYEHHbIM dhefieparnibHbiM OpraHoOM WCTIONHUTENBHOM BNacTu Ans
Ka)kgoW NMpPOM3BOACTBEHHOWM MNOLLaAKN NeKapcTBEHHOro npenapara AN BeTepUHapHOTo NpuMeHeHus. YkasaHHble
[OKYMEHTbI NMpefcTaBnsloTCcA B Criyyae, ecniv Npou3BOACTBO JIEKApCTBEHHOMO npenapata Afs BeTepuMHapHOro
NpUMEHEHNS OCYLLECTBNAETCA 3a npegenamu Poccuiickoin denepaunu;

4) konNua OOKYMEHTA, BbIJAHHOrO YNONHOMOYEHHbBIM OpraHoM CTpaHbl NpoM3BOAUTENSA dhapmaLeBTUYECKON
cybcTaHLMn M NogTBEPXKOAIOLLEro COOTBETCTBME NPOU3BOAUTENS hapMaLeBTUYECKON CyOCTaHUMW, BXOAsLLEN B
COCTaB IeKapCTBEHHOro Mpenapata ANl BEeTEPUHAPHOro MpUMEHEHUs, TpebOoBaHUSAM MpaBuIl Hagnexallen
NPOV3BOACTBEHHOM MPaKTUKKU, U ero NepeBo Ha PyCCKUIM A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM NoOpSAAKe, B criyyae,
ecrnv NpPo13BOACTBO hapmaLeBTUYECKON cybcTaHuum ocylecTensieTcs 3a npegenamm Poccuiickon ®enepauun.
(vactb 1 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cnyyae usmeHeHns u (Unv) AONOMHEHUSA NMPOU3BOACTBEHHON MMOLWLaAKM NEeKapCTBEHHOrO CpeacTsa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosILEen cTaTbW, NPEACTaBMSATCS 3asBUTENEM B OTHOLLEHUN U3MEHSEMON U
(nnn) gononHAEMon NPON3BOLACTBEHHOW MIOLWAAKN NEKAPCTBEHHOIO cpeacTea. PelueHne 0 BHECEHUN U3MEHEHUI
B JOKYMEHTbI, coAepallmnecs B permcTpaunoHHOM JOCbE Ha 3aperncTpmMpoBaHHbIA NEKapCTBEHHbIV Npenapar 4
BETEPUHAPHOIO NPUMEHEHUS, U 06 OTKase B MX BHECEHMM MPUHUMMAETCS B Cny4Yyae HeoOXOAMMOCTU NPOBEAEHMS
3KCMEePTM3bl NIEKAPCTBEHHOIO CPEeACTBA B CPOK, HE MPEBbIWAKLWMIA AeBAHOCTA pabounx OHEW, a B OCTalbHbIX
cnyyasix B CPOK, HE MPEeBbILAOLWNA TpuaLuaTn paboymx AHEn co AHA NPUHATUS YNONTHOMOYEHHBIM dheaeparnbHbIM
OpraHoOM MCMOSTHUTENbHOW BracTh 3asiBNEHNsI O BHECEHNN TaKUX M3MEHEHWIA.

(vactb 1.1 BBegeHa PeagepanbHbiv 3akoHOM OT 04.06.2018 N 140-03)

1.2. B cnyvae peopraHvM3aumm gepxatens wnuM Briagenbua pPerncrpauuoHHOro  yaoCTOBEepeHus
NekapCTBEHHOrO npenapata Ans  BeTEepUHapHOro  MnpuMeHeHus, pa3paboTuvMka unu  npousBoanuTens
nekapCTBEHHOro npenapaTa A9 BETepMHAPHOro NPUMEHEHUS B 3asiBNIEHMN O BHECEHUWN U3MEHEHWIN B JOKYMEHThI,
cogepXalwimecs B PErucTpauMoOHHOM [OCbe Ha 3aperMcTpupoBaHHbLI  NEKapCTBEHHbIM npenapat  Ans
BETEPMHAPHOIo NPUMEHEHWS, yKa3biBalOTCH AaHHbIE JOKYMEHTa, MOATBEPKAAOLLEro BHECEHNE COOTBETCTBYHOLLNX
n3mMeHeHnn B EAQNHBIN rocyqapCTBEHHbIN PEECTp Iopuandecknx nuy, (4ns opraHMsaummn, 3aperncTpupoBaHHbIX Ha
Tepputopun Poccuiickon ®epepauunn), unum MHOro AOKyMeHTa, NoATBEPXKAAKLLEro peopraHn3aumio puanyYecKoro
nuua (ans opraHusauui, He 3aperucTpyMpoBaHHbIX Ha Tepputopum Poccuickon ®Pepepaunn). 3asBnenne o
BHECEHUM W3MEHEHWA B [LOKYMEHTbl, CoAepXallMecss B PerucTpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
nekapCTBEHHbIN Npenapart AN BeTEPUHApPHOro NpUMEHEHWs, U NpunaraeMble K HeMy JOKYMEHTbI NPeacTaBnAloTCs
B YMNOSIHOMOYEHHbIN befeparnbHbli OpraH UCNONMHUTENBHOW BNacTU He Mo3gHee 4YeMm 4epes Tpuauatb paboumx
OHEN Co OHA BHECEHUs COOTBETCTBYHOLLUNX M3MEHEHUN B EAWHBIA rocygapCTBEHHLIN PEEcTp HpUOMYECKUX nuy,
(ona opraHmMsauui, 3aperucTpupoBaHHbLIX Ha Tepputopum Poccuiickon ®degepaumm) N co OHA NPUHATUSNA
COOTBETCTBYIOLLErO AOKYMEHTa, NMOATBEPXKAAIOLLEro peopraHn3auunio lpuanyeckoro nuua (ons opraHusauun, He
3aperncTpmpoBaHHbIX Ha Tepputopun Poccuinckon depepauum). B cnyyae peopraHvsaumm gepxatens unm
Bnagenbla perMcTpaumMoHHOro Y4OCTOBEPEHMS FEKapCTBEHHOrO npenapata And BeTEepUHApHOro NMPUMEHEHUS
3asBlIEHNE O BHECEHUN WU3MEHEHWA B [AOKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [JOCbe Ha
3aperMcTpMpoOBaHHbIA NIEKAPCTBEHHbLIN MNpenapaT Ans BETepPUHapHOro MNpMMEHEHWs, NoJaeTCs HPUANYECKUM
nnLIOM, KOTOPOMY B XOA4E peopraHvM3aunm nepegaHo npaBo BNageHns Takum permcTpaumoHHbIM YAOCTOBEPEHNEM.
(yacTb 1.2 BBegeHa degepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHECEHUSI U3MEHEHWA B [OOKYMEHTbl, COAEepXallMecss B pPEermcrpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIA JTIEKAPCTBEHHbIN MpenapaTt A5 BETEPUHAPHOrO MPUMEHEHUsI, B OTHOLLEHUW CBEAEHWUHN,
yKa3daHHbIX B nognyHktax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 4Yactu 3 ctatbu 17 HacToswero degepansHOro
3aKOHa, M3MEHEHUS U (MNM) AOMOSTHEHMS MPOU3BOACTBEHHON MIOLAAKU FEeKapCTBEHHOIO CPEACTBa, a Takke B
crny4ae U3MEeHeHUs MoKa3aTernen kKayecTBa JIeKapCTBEHHOroO npenapaTa Ansi BEeTEPMHAPHOTO NPUMEHEHNS 1 (M)
METOOOB KOHTPONSl KayecTBa J1IEKApPCTBEHHOro npenapata Ans BETEPUHAPHOTrO MNPUMEHEHUs MPOBOAMTCS
3KCMepTM3a NEKapCTBEHHOrO CpeacTBa Ans BETEPUHApPHOro nNpuMeHeHusl. B cnyvyae HeobxogMMOCTU BHECEHWS
WHbIX W3MEHEHMM B [OKYMEHTbl, codepXallnecss B pPErmcTpauMoHHOM [0Cbe Ha 3aperucTpypoBaHHbIV
NeKapcTBEHHbIA npenapaT AOnsi BETEPUHAPHOro MNPUMEHEHUsl, 3KCMepTuM3a NeKapCTBEHHOro cpeacTea Ans
BETEPUHAPHOIO NPUMEHEHNS HEe MPOBOAUTCS.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 22.12.2014 N 429-93)

3. BasBuTenb BnpaBe npeacTaBUTb MO COOCTBEHHOW WHULMATMBE BMECTE C 3asiBMIEHMEM O BHECEHMU
U3MEHEHN B OOKYMEHTbI, coaepaliuecs B perMcTpauMoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NleKapCTBEHHbIN
npenapaTt Ans BeTepUHapHOro MPUMEHEHMUS, KOMUUM AOKYMEHTOB, NOATBEPXAAlOLLMX ynnaTy rocyaapCTBEHHOW
MOLMMHbI 3a BHECEHWEe B [JOKYMEHTbl, coAaepXaliMecs B permcTpaumoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
NeKkapCTBEHHbIN Npenapart A4S BeTEPUHAPHOrO NMPUMEHEHNs, U3MEHEHWIA, TPeBYIOLWMX NPOBEAEHUS SKCNEPTU3I
NleKapCTBEHHOIO CPeacTBa, UM U3MEHEHUI, He TPeDbYIoLWNX NPOBEAEHMST KCMEPTU3bl NIEKAPCTBEHHOMO cpeacTaa.
B cnyyae HeobxoOMMOCTM W3MEHEHUSI CBELEHWUNA, COAEpXalMXCsl B PErMcTpauMoHHOM YOOCTOBEPEHUU
nekapcTBEHHOro npenapara Ans BeTePUHApHOro NpUMEHEHUs], C 3asiBNIEHNEM, YKka3aHHbIM B YacTn 1 HacTosLen
cTaTbM, 3asiBUTENb BNpaBe MNPeACTaBUTb MO COOCTBEHHOW MHULMATMBE KOMWUKO OOKYMEHTa, MOATBEPXKOAOLLEro
ynnaTy rocygapCTBEHHOM MOLUMMHbI 3a Bblgady perMcTpauuoHHOro yaoCTOBEPEHUsI NeKapCTBEHHOro npenapara.
3asBuTENDb BripaBe npeacTaBUTb MO COBCTBEHHON MHUMLMATMBE CBEAEHUS O NULIEH3NSAX, YKa3aHHble B MyHKTax 1 1
2 vactu 1 HacTosen cTaTbW, a Takke BbljaBaeMble YMNOMHOMOYEHHbIMU hedepanbHbIMKM  OpraHaMu
UCNOSNTHUTENbHOM BRacTM [AOKYMEHTbl, YKa3aHHble B MyHKTe 3 4yactu 1 Hactoswewn crtatbuM. B cnyvae
HenpeacTaBneHnsl ykasaHHbIX JOKYMEHTOB (CBEAEHMWI) YNONHOMOYEHHbIN dheaepanbHbIi opraH UCMONHUTENBHON
BNacTu 3anpawmBaeT yKasaHHble AOKYMEHTbl (CBeAeHWs) B nopsiake MeXBEOOMCTBEHHOMo WMHEMOPMAaLMOHHOMO
B3aMMOAeNCTBUS.

(vacTb 3 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B cpok, He npeBblaloLwuin Aecatn pabounx gHen co OHA NOCTYNNEeHNs yka3aHHOro B YyacTn 1 HacTosLen
cTaTbW 3asABMEHUS U HeobXOAWMbIX OOKYMEHTOB, YMOSTHOMOYEHHbIN deaepanbHblil OpraH MCMOSHUTENBHON
BnacTu:

1) MpoBOAUT NPOBEPKYy MOMHOTHI M [AOCTOBEPHOCTU CBEAEHWN, CcofepXalimMxcs B NpeAcTaBreHHbIX
3asBUTENEM JOKYMEHTaX;

2) MpVHMMaeT pelleHVe O MPOBEAEeHVMN 3KCMepTU3bl JIeKapCTBEHHOro CpeacTBa [Afs BEeTepPUMHaPHOro
NpUMeHeHus1 Unun 06 oTkase B ee NPOBEAEHNM;

3) yBegomnsieT B NMCbMEHHON (bopMe 3aaBUTENST O MPUHATOM PELUEHWMM UMK B Criydae MPUHATUS peLleHns
06 oTkase B NPOBEAEHWNM 3KCMEPTU3bl JIEKAPCTBEHHOIO CPeacTBa AN BETEPUMHAPHOIO MPUMEHEHUS C YKa3aHWEM
MPUYMH TAKOrO OTKasa.

4.1. B cnyyae BbISIBNEHWS HEOOCTOBEPHOCTU WU (MnKN) HELOCTAaTOYHOCTU CBEAEHWUA, COoAepXalUMXca B
npeacTaBneHHbIX 3asaBUTENEM [OKYMEHTax, YMOMHOMOYEHHbIN dedeparnbHbli OpraH UCMONMHUTENIbHOW BRacTu
HanpaenseT 3asdABUTENO 3anpoc 00 YTOYHEHUW YKa3aHHbIX CBedeHMr. 3anpoc MoXeT ObiTb nepedaH
YMNONTHOMOYEHHOMY MPEACTaBUTENIO 3asiBUTENS NOA PacnucKy, HanpaerneH Mo noyTe 3akasHbIM MUCbMOM WMn
nepeaaH B 3N1IEKTPOHHON hopme Mo TENEKOMMYHMKALMOHHbLIM KaHanam ceasn. B cnyyae HanpaBneHus 3anpoca 06
YTOUHEHUWN YKa3aHHbIX CBEOEHWUIA MO NMOYTE 3akasHbiM MUCbMOM OH CYUTAETCS MOMYyYEHHbIM MO UCTEYEHUN LLIECTU
OHEN ¢ AaTbl HanpaBMneHNs 3akasHoro NucbMa.

(4acTb 4.1 BBegeHa PegepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. 3asaBuTtenb 06s3aH npeacTtaBMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dhegepanbHOro opraHa
WCMONHUTENBHOMW BMacT B CPOK, HE MpPEeBbILIAWMA AeBsSIHOCTA paboynx OHEM co AHS MOfyYyeHust AaHHOro
3anpoca. Cpoku, yKkasaHHble B 4acTu 1.1 HacToswen cTaTbW, NPUOCTaHABNMBAKOTCA CO [HS HanpaBiieHus
3as8BUTENIO 3anpoca YNofIHOMOYEHHOro defdepanbHOro opraHa WCMOMHUTENbHOW BRacTM A0 AHSA MOnyveHus
OTBETa Ha AaHHbIN 3anpoc U He YYUTLIBAOTCS NMPU UCHUCTIEHUM CPOKA NMPUHSITUS pELLEHUS O BHECEHUWN N3MEHEHUI
B [LOKYMEHTbI, COAepXKalLlmnecs B permcTpauMoHHOM [OCbe Ha 3aperncTprpoBaHHbIV NTEKapCTBEHHBIA Npenapart ans
BETEPUHAPHOIO NPUMEHEHMS.

(vacTb 4.2 BBegeHa PegepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

5. OcHoBaHMEM Ons OTKasa B MPOBEOEHUM IKCMepTU3bl JIeKapCTBEHHOro CpeacTBa ANl BETEPUHAPHOIO
NpUMeHeHVs1 SIBNSIeTCA NpeAcTaBieHne JOKYMEHTOB, YKkasaHHbIX B YacTsax 1 U 3 HAcTosLein cTaTbW, B HEMOITHOM
obbeMe UNM OTCYTCTBME B TPEACTaBMEHHbIX [OKYMEHTax [OCTaTOYHbIX CBEAEHWI, MoATBepXaatoLLmX
Heob6X0OUMOCTb BHECEHMWSI U3MEHEHWUI, MO0 HemnpeacTaBrneHne 3asiBUTENEM B YCTaHOBIEHHbI CPOK OTBETa Ha
yKasaHHbIi B YacTu 4.1 HacTosiLeN cTaTbl 3anpoc YMNoNIHOMOYEeHHOro dedepanbHOro opraHa WCMONHUTENbHOM
BiacTu.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

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

6. SKcnemesa NeKapCTBEeHHOro cpenctBa And BeTepnHaApPHOro npuMmeHeHna B Lienax BHECEHUA N3MEHEHUI B
OOKYMEHTbI, coaepxallimneca B permctpauMoHHOM OOCbe Ha 3aperMCTpMpOBaHHbIIZ J'IeKapCTBeHHbIIZ npenapart an4a
BETEPUHAPHOIoO MNpPUMEHEeHUA, OCyLllecTBnAaAeTcaA B Nopsanke, YyCTaHOBJIEHHOM cTatbe 24 HacTosllero
CDe/J,epaanoro 3aKOoHa.

6.1. B cpoK, He NpeBbILLAOLWNIA AeCATU paboymx AHEN CO AHS NONYYEHUs 3aKOYEHNs] KOMUCCUMMX 3KCMEPTOB
no pesyrbTaTaM yKasaHHOMW B 4YacTu 2 HaCTOsILEN cTaTbW 3KCNepTu3bl, YNONMHOMOYEHHbIM henepanbHbli opraH
NCMNOSMHUTENBLHON BnacTu:

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

1) npuHMMaeT pelleHmne 0 BHeCeHun N3MEHEHUI B OOKYMEeHTbI, coaepXallneca B permctpayMoHHOM O0oCbe
Ha 3apeFMCTpMpOBaHHbIl71 J'IeKapCTBeHHbIﬁ npenapar OnAa BeTepUHAPHOro npuMeHeHuda, wunmn 00 oTKase BO
BHECEHMMN TaKUX U3MEHEHWIA;

2) BHOCUT B FocyﬂapCTBeHHbIVI peecTp nekapCTBeHHbIX CpencCTB Ha OCHOBaHUMU pelleHnA O BHeCeHUU
N3MEeHeHNN B OOKYMEHTbI, coaepxalmneca B permctpaunmoHHOM O0Cbe Ha 3apeFVICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI
npenapar AOna BeTepuHapHOro npuMeHeHUd, HeobxoauMble W3MEHEHUS U BO3BpawlaeT 3TWU [OOKYMEHTbI
3aABUTENIO;

3) BbldaeT 3asBUTENIO HOBOE PErnCTpauUMOHHOE YAOCTOBEPEHWE IEKAPCTBEHHOrO mnpenapaTta ang
BETEPUHAPHOIo MNpuUMeHeHna B Cllydae HGOGXO,EWIMOCTVI N3MEeHeHUd CBG,EI,GHVIVI, cogepxawmxca B HemM, C
COXpaHEeHWEeM HOMepa paHee BblOAHHOr0 PEerucTpaLMoOHHOrO YAOCTOBEPEHWUS JIEKapCTBEHHOrO npenaparta Ans
BETEPUHAPHOIO NPUMEHEHWS.

(n. 3 BBeaeH PeaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(vacTb 6.1 BBegeHa PegepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

6.2. B cnyyae BHeECEHMS W3MEHEHWA B [OOKYMEHTbl, CoaepXalimecss B pPEerucTpauMoHHOM [OCbe Ha
3aperncTpMpPOBaHHbIA NEKAPCTBEHHbLIN MpenapaT Ans BETEPUHAPHOTO MNPUMEHEHWs, B 4acTW, Kacarollencs
N3MEHeHNs1 1 (UnNn) SOMNOMHEHMS NPOU3BOACTBEHHOW MIOLLAAKN NEKAPCTBEHHOrO npenapaTa, npu NpeacTaBneHun
3asiBUTENIEM B COOTBETCTBMM C MyHKTOM 3 4yactM 1 HacTosiwewn ctaTbM KOMUM PELUEHUst YNOrHOMOYEHHOro
denepanbHOrO  opraHa  UCMOMHWUTENBbHOW  BMactT O  MNPOBEAEHWM  MHCMEKTUPOBaHWS  NPOM3BOAWTENS
NEeKapCTBEHHbIX CPEACTB CPOK, YKasaHHbIM B 4actM 6.1 HacTosilen cTaTbW, MNPUOCTaHaABNUBAETCS CO [OHS
MOMyYeHUs1 3aKMOYEHNs] KOMWCCUM 3KCMEPTOB A0 AHS MPUHATMS YNOMHOMOYEHHbIM deaeparnbHbiM  OpraHom
WCMONHUTENBHOMW BNAcTM pelleHusl O Bblgade wunuM 06 OTka3e B Bblgave 3akMi4vYeHWs O COOTBETCTBUM
NPON3BOAMTENS NEKAPCTBEHHBLIX CPEACTB TPEOOBaAHMAM NpaBun Hagnexallen Npon3BoaCTBEHHON NPAKTUKK, HO He
bonee Yyem Ha CTO BOCEMbAECAT pabounx gHen.

(vacTb 6.2 BBegeHa PegepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHoBaHVeM Ans OTKa3a BO BHECEHVMU M3MEHEHWI B AOKYMEHTbl, COAepXalinecs B perucTpauyoHHOM
AOCbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIM npenapat Ans BeTEepUHapHOro MpUMEHEHUs, B Chy4asX, He
TpebylLwunx npoBeaeHUs 3IKCNepTu3bl JeKapCTBEHHOro CpefcTBa, SBMSETCA MpeacTaBneHne [OKYMEHTOB,
yKkasaHHbIX B 4actax 1 u 3 Hactoswen craTbW, B HEMONHOM obbeme Wnm OTCYTCTBME B NpencTaBiieHHbIX
OOKyMEHTax CBeOEeHWN, KOTopble AOMXKHbl ObiTb B HWX OTpaxeHbl, NMBO HenpeacTasneHve 3asBUTENEM B
YCTaHOBMEHHbLIN CPOK OTBETa Ha YyKasaHHbIn B 4actu 4.1 HacToswen cTratbu 3anpoc YnONHOMOYEHHOro
degeparnbHOro opraHa UCMONMHUTENBHOM BriacTu.

(4acTe 7 B peq. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHWeM Onsi OTkasa BO BHECEHWU M3MEHEHWI B JOKYMEHTbI, CoAepKallnecs B pernctTpaunoHHOM
JOCbe Ha 3aperucTpUpOBaHHbIA JEKAapCTBEHHbIA Mpenapat O BETepUMHapHOro NPUMEHEHUsl, B Cryyasx,
TpeOyloLWnx NpPoBeOEeHUsl 3KCMepTU3bl J1eKapCTBEHHOrO CpeacTBa, SIBMSETCS 3aK/oYeHne  YNorTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbBHOW BRacTM O BO3MOXHOCTM CHWKEHUst ©es3onacHoCTM, KayecTea,
3P hEKTUBHOCTUN NIEKApPCTBEHHOIO MpenapaTta BCreacTBie BHECEHUS M3MEHEHWI B yKasaHHble JOKYMEHTbl, OTKa3
YMOTHOMOYEHHOro dhefepanbHOro opraHa WCMONHWUTENbHOW BracTM B Bbigadve 3akrlovyeHuss O COOTBETCTBUM
NPOV3BOAMTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHMSIM MNpaBwun Hadnexallend Npou3BOACTBEHHOW MPaKTUKA B
criydyae W3MeHeHUst U (Uru) OOMofIHEeHUS MPOWM3BOACTBEHHOW NIolWadKu JIeKapCTBEHHOrO rMpenaparta, ecrnu
NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Afs BeTepUMHaApPHOro MPUMEHEHUSI OCYLLECTBNSIETCA 3a Mpedenamu
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Poccuiickon ®epepaumm, unu oTCyTCTBUE 3TOMO 3aKMOYEHNS.
(yacTb 7.1 BBegeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

8. OonyckaeTcsa obpalleHne nekapCTBEHHbIX npenapaTtoB Ans BETEPUHAPHOIO MPUMEHEHUS OO0 UCTEYEHUS
CpoKa rofHOCTW, NPOM3BEAEHHbIX B TEYEHMEe CTa BOCbMUAECATU OHEN nocne Aatbl MPUHATUS YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNAcTU peLleHns O BHECEHUN U3MEHEHMUI B JOKYMEHTbI, cogepallmecst
B PErMcTpaumMoHHOM [OCbe Ha INeKapCTBEHHbIN npenapaTt, B COOTBETCTBMMU C MHpopMaLMeln, cogepxallencs B
OOKYMEHTax perncTpaLmMoHHOro AoChbe Ha NekapCTBEHHbIN Npenapar 40 AaTbl MPUHATUS Takoro peLleHus.

(yacTb 8 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 32. OTMeHa rocyaapCTBeHHON perncTpauumm nekapcTBeHHOro npenapara

PelueHne 06 oOTMeHe rocyoapCTBEHHOM perucTpauuv neKkapCcTBEHHOro npenapata M WUCKMYeHUn
NeKkapcTBEHHOro npenapaTa W3 rOCydapCTBEHHOrO peecTpa eKapCTBEeHHbIX CpPeacTB  MpuHUMMaeTcs
YNOMHOMOYEHHbIM doefeparnbHbIM OpraHoM UCMONMHUTENbHON BNacTu B cry4ae:

1) npencTaBneHns COOTBETCTBYHOLWMM YNONMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMOMHUTENbHOW BNacTu
3aKIMIOYEHNs O pucke wnM 06 Yyrpo3e 3[40POBbI0, XKWU3HM YeroBeKa WIU KUBOTHOMO Mpu  NPUMEHEeHUM
NlekapCTBEHHOrO MpenapaTta, npeBblwakwmnx ero 3d@eKTMBHOCTb, MO pe3ynbTaTaM OCYyLIECTBMSIEMOrO UM
MOHUTOpUHra 6€30nNacHOCTY NeKapCTBEHHOIO NpenapaTa;

2) nogauyun gepxaTtenem unu BragenbLeM perycTpauuoHHOro yooCTOBEPEHUS NEKAPCTBEHHOrO npenapata
nnn ynonHOMOYe€eHHbIM UM ApyruMm rpuanvyeckmum nuuomM 3asaBrieHUA 06 oTmeHe FOCy,El,apCTBeHHOIZ permcrTpauunm
neKapCTBEHHOro npenapara;

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

3) HemoaTBEPXKOEHMS FOCYAapCTBEHHOW perucTpauuu NekapCTBEHHOrO npenapata Mo UCTeYeHWU cpoka
AENCTBUS PEMMCTPALMOHHOMO YAOCTOBEPEHWS, BbIAAHHOMO Ha MATb ET;

4) HenpencTaBneHusa 3asiBUTenem uHdopMauuu, KoTopas MOXET MoBfeyb 3a cobon HeobXxoguMMocTb
BHECEHUS] W3MEHEHWA B [OOKYMEHTbI, COAEpXallnecs B PerucTpauMoHHOM [O0Cbe Ha 3apermcTpupoBaHHbIN
NeKkapCTBEHHbIN Npenapat, B TEYeHUe Tpuauati paboumx gHen co AHSA HACTYNNEHUSA 3TUX U3MEHEHUI;

5) ocylwecTBneHnss rocyaapCTBEHHOW perucTpauum JekapcTBEHHOro npenapata Mog  TOProBbiM
HaMMeHOBAHMEM 3apPErnCTPUPOBAHHOIO paHee Nog 3TUM TOProBbiM HAaMMEHOBAHWEM JIEKAPCTBEHHOMO Npenapara,
OTNNYaIOLLLEroCs KAYECTBEHHBIM COCTAaBOM AENCTBYHOLLMX BELLECTB;

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

6) OCYLLUECTBNEHNs1 TOCy4apCTBEHHOW perncTpauum OOHOro W TOr0 Ke NeKapCTBEHHOro npenapaTta B
OTHOLLIEHMM OQHOMO M TOFO Xe AepXaTens unu Bnagenbla perMcTpaunoHHOrO YAOCTOBEPEHMWS NEKapCTBEHHOIO
npenapara B BuAe ABYX W Oonee nekapCTBEHHLIX NpenapaToB Nog PasfnyHbIMU TOProBbIMY HAMMEHOBaHNAMU;

(n. 6 B peq. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHUS CyOOM pELUEeHMsI O HapylweHun npaB npaBoobnagaTtens OOLEKTOB WHTENNEKTyanbHOW
cobCcTBEHHOCTM NpK obpaLLeHnn NiekapCTBEHHbIX CPEACTB;

8) oTcyTCcTBMA nekapCcTBEHHOro npenapaTta B obpaweHun B Poccuiickon Pegepaumm B TeYEHUE Tpex U
bonee ner;
(n. 8 BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) HEeBbINOMHEHMSA AepXaTeneMm WnM BnagenbLemM perncTpauyMoHHOro YOOCTOBEPEHMS NeKapCTBEHHOMO
npenapata nvMbO YMONMHOMOYEHHbIM UMW OPYTUM  HOPUOWYECKMM JIMLOM Meponpuatun no obecrnevyeHuto
©e3onacHOCTN FeKapCTBEHHbIX MpenapaToB, YCTAHOBIEHHbIX YMOMHOMOYEHHbIM dedeparnbHbiM  OpraHoMm
WCMNOJTHUTENbHOM BMacT B COOTBETCTBMM C 4vacTamMu 3 n 4 ctatbn 64 Hactosiwero PenepanbHOro 3akoHa, B
paMKax OCyLLeCTBeHUs1 hapMakoHaa30pa;

(n. 9 BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

10) OTKa3a Aepxarternd unu Brnagenbua pernctpauyMoHHOro yaocCTtoBepeHUA JeKapCTBEHHOro npenapara
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

nMbo YNOMHOMOYEHHOrO UMW APYroro pUAMYECKOro nuvua OT BHECEHWS W3MEHEHWM B WMHCTPYKLUUMIO MO
NPUMEHEHUIO NEeKapCTBEHHOro npenapara, KacalLlMXCSH HOBbIX MOATBEMKAEHHBIX AaHHbIX O TOM, YTO PUCK
NpUYMHEHNs Bpeda 300pOBbIO YenoBeka WKW KMBOTHOTO BCNeacTBME Mpuema JiekapCTBEHHOro mnpenapara
npesblWwaeT 3MPEKTUBHOCTL Er0 NPUMEHEHNS.

(n. 10 BBegeH PeaepansHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumevaHme.
C 01.01.2026 ct. 32 gononHsaetcs n. 11 (®3 ot 27.12.2019 N 475-03).

Cratbs 33. locyaapcTBEHHbIN peecTp NeKapCcTBEeHHbIX CPeAcTB

1. FocyaapcTBEHHbIV PEECTp NEeKapCTBEHHbIX CPEACTB COAEPXUT NepeyveHb JIeKapCTBEHHLIX MpenapaTos,
NPOLIEALUNX FOCYAAPCTBEHHYIO perucTpauuio, nepedeHb apmaleBTUYecKUX CyGCTaHUMM, BXOASLWMUX B COCTaB
NekapcTBEHHbIX NpenapaTos, U crieaytoLyo MHopmaLmio:

1) B OTHOLLUEHWW NEKapCTBEHHbIX NpenapaTos:

a) HauMeHoBaHME NEKAPCTBEHHOrO npenapaTta (MexayHapo4HOe HenaTeHTOBaHHOE, MK rPyNMMPOBOYHOE,
nnn xmmmn4yeckoe n Toproesoe HaVIMeHOBaHI/Iﬂ);
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

0) nekapcTBeHHaa ¢opMa C yKasaHMeM [O3MPOBKU JIEKApPCTBEHHOrO Mpenaparta M €ero Konuyectea B
noTpebuTensLCcKon ynakoBke;

B) HauMeHOBaHve Jepxatens wnv Bnagenbua pPerMcTpauuMoHHOro YOOCTOBEPEHUS EKapCTBEHHOrO
npenapata M CBeOEHVUS O peructpauum pgepxaTtenss wnuv Bragenbula permcTpaumoHHOro yOooCTOBEPEHUS
neKapCTBEHHOro npenapata Ans MeOUUMHCKOTO MPUMEHEHUst B KadecTBe HaroronnaTenbliMka B CTpaHe
perncrTpaumm (Ans poOCCUNCKMX IOPUONYECKMX NUL, - MAEHTUMUKALMOHHBIA HOMep Hanoronnarenbwuka (MHH), ons
WHOCTPAHHbIX  OpUAMYECKUX NWL, - CTpaHa perncrtpauvu, HavMeHOBaHWE PErMcCTpUpYOLLEro opraHa,
PErncTpaumoHHbIN HOMEpP, KOA HanoronnartenbLmka B CTpaHe pernctpaumm (MHKoprnopauumn) unm ero aHasnor);

(nn. "B" B peq. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMeHOBaHME W afpec NPOU3BOAUTENS JIEKAPCTBEHHOrO nNpenapata M CBedEeHUst O perucrpauum
NPON3BOAMTENS FIEKapCTBEHHOrO Npenapara Ans MeauLMHCKOro NpUMEHEHMS] B Ka4ecTBe Hanoronnaresnblinka B
CTpaHe perncrpaumm (4N POCCUMICKUX OPUANYECKUX NUL - UOEHTUMMUKAUMOHHBLIA HOMEp HamnoronnartenbLmka
(MHH), ona MHOCTpPaHHbIX PUONYECKMX MWL - CTpaHa perucTpaumu, HaMMeHOBaHWE PErucTpuUpyroLLEero oprasa,
pPEerncTpaumoHHbIN HOMEpP, KOA4 HanoronnartenbLmka B CTpaHe perncrpaumm (MHKopnopauum) unm ero aHanor);

(nn. "r" B peqn. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

4) apmakoTepaneBTMYeckas rpynna, KO4 JieKapCTBEHHOro npernapata Mo aHaToOMO-TepaneBTUYECKO-
XMMUYECKOW Knaccudukauumn, pekomeHgoBaHHon BcemMmpHon opraHnsaumen 3gpaBooXpaHeHns;
(mn. "g" B pen. ®PegepansHoro 3akoHa ot 22.12.2014 N 429-03)

€) nokasaHus 1 NPOTUBOMNOKa3aHNsA K NPUMEHEHNIO NEKAPCTBEHHOTO Npenapara;
) NoboYHbIE AENCTBUS NTEKapPCTBEHHOMO Npenapara;

3) CPOK roOAHOCTM NEKApCTBEHHOTO Npenapara;

1) yCroBMWSl XpaHEeHUs NiekapCTBEHHOTO Npenapara;

K) yCnoBusi OTNycka NekapCTBEHHOrO Npenapara;

n) Homep hapMakonenHon cTaTbl UMK B Criydae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKYMEHTauun nmbo
HOPMAaTUBHOTO AOKYMEHTA;

M) narta FocyﬂapCTBeHHOVI perncrTpaunn rnekapCTtBeHHOro npenaparta mn ero peI'VICTpaLl,I/IOHHbIIZ HOMeEp, AaTta
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

3aMeHbl PernmcTpaLmoHHOro YAOCTOBEPEHUSA feKkapCTBEHHOro npenapata Ha 6GeccpoyHoe perucTpaluoHHoe
YyAOCTOBEPEHNE NeKapCTBEHHOro mnpenapaTa, AaTa nodadu 3asiBNeHns O MOATBEPXOEHUW roCyAapCTBEHHON
perncrtpaumMn nekapcTBEHHOro nmnpenapaTa, [gaTta OTMeHbl rOCYAapCTBEHHOW perucTpaumm JekapCTBEHHOro
npenaparta;

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

H) Ka4yeCTBEHHbI COCTaB M KOMWYECTBEHHbLIN COCTaB OEWCTBYIOLUMX BELLEeCTB W KayeCTBEHHbLIN COCTaB
BCMomoraTenbHbIX BELLLECTB flekapCTBEHHOro npenapaTa;
(nn. "H" BBeaeH d®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

0) MHbopmMaLms 060 BCex paspeLLeHHbIX BUaax BTOPUYHOM (NOTPeOMTENbCKON) YNakoBKuy;
(nn. "o" BBeaeH PegeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) pgata npuUHATUS pelleHus O BO3MOXHOCTM paccMaTpuBaTb feKapCTBEHHbI npenapat  npu
rocygapcTBEHHON perucTpauum B KadyecTBe OpdaHHOro fekapCTBEHHOro npenaparta (4ns feKapCcTBEHHbIX
npenapaTtoB ANs MeOUUUHCKOro NPUMEHEHUS);

(nn. "n" BBeaeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PegepansbHOro 3akoHa ot 27.12.2019 N
475-93)

p) Hanuyne nekapcTBEHHOro npenapara B NepeyHe >XU3HEHHO HEOOXOANMBIX U BaXKHEWLUMNX FeKapCTBEHHbIX
npenapaToB (4N NekapCTBEHHbIX NpenapaToB A5 MeAULMHCKOrO NPUMEHEHNS);
(nn. "p" BBeaeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepansbHOro 3akoHa ot 27.12.2019 N
475-93)

C) HanmuMuMe B NEeKapCTBEHHOM npenapaTte HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BEWEeCcTB M UX
NPEKYpcopoB, noanexawux KoHTpomnto B Poccuiickon Pepepauumn, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinickon depepaumn, mexayHapogHbiMu goroBopamm Poccuiickon depepaumm, B ToM uyucne EpguHon
KOHBEHLIMEN 0 HapKoTuyeckux cpeacteax 1961 roga n KoHBeHUMEN 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

T) MHdopMaLunsa O TOM, SBMSAETCHA NN OaHHbIA NEKapCTBEHHbIM npenapat pedepeHTHbIM NeKapCTBEHHbIM
npenapartom;
(nn. "T" BBeaeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

y) CBedeHWss O nopave 3asiBNeHWst O BHECEHMU W3MEHEHU B [OKYMEHThbl, coaepxalimecs B
pPEerncTpaumMoHHOM JOChbEe Ha NEKAPCTBEHHbIV Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

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

X) CPOK BBEAEHMS NEKapCTBEHHOrO NpenapaTa B rpaXaaHCKuin 060poT;
(mn. "x" BBegeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLWIEHMN (hapMaLEeBTUYECKNX CyOCTaHUMI:

a) HauMmeHoBaHMe (papmaueBTUYECcKON cyOGcTaHuMM  (MeXayHapogoHOe  HenmaTeHTOBaHHoe,  UNn
rPyNNMpPOBOYHOE, MMM XMMUYECKOE U TOPrOBOE HaUMEHOBAHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) HaMmeHoBaHVEe 1 aapec NPon3BoANTENSA hapmaLeBTUYECKON cybcTaHuuw;
B) CPOK ro4HOCTM hapMaLeBTUHECKON CybCTaHLmK;
r) ycnoBus xpaHeHus hbapmMaueBTudeckon cybctaHumuy;

ﬂ,) HOMEp d)apMaKOHeVIHOVI CTaTtbu Unn B crny4vyae ee OTCYyTCTBUA HOMEP HOpMaTI/IBH0l7I OOKyMeHTauunm nnbo
HOPMAaTMBHOIO OKYMEHTA;

e) Hann4yne Ct)apMaLLeBTVILIeCKOVI CyGCTaHLI,VIVI B nepeyvyHe HapKoTU4eCKnX cpenctB, NCUXOTPOMNHbLIX BELLECTB U
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NX MNPeKypcopoB, nognexawmx KoHTpono B Poccuitickon depepauun, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinckon ®depepaumu, MexayHapoaHbiMu aoroBopamu Poccuiickon depepaumu, B ToM uyucne EpuHon
KOHBEHUMeN 0 HapkoTudecknx cpeacteax 1961 roga n KoHBeHumen 0 NCMXoOTponHbIX BewectBax 1971 roga.

(nn. "e" BBeaeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

2. ®apmaueBTuyeckass cyObcTaHuusi, MpousBedeHHass Ons  peanusauun, MOXeT ObiTb BKMHOYEHA B
rocyapCTBEHHbIN peecTp NeKapCTBEHHbLIX CPEeACTB HA OCHOBaHWUM 3asiBNEHUs pa3paboTymka unu npoMsBoguTens
NEeKapCTBEHHOIO CpeAcTBa NMGO YMOMTHOMOYEHHOTO VMU OPUAMYECKOTO Nuua Mpu YCrNoBUM MpOBELEHus B
OTHOLLEHMM TakoM (hapMaLeBTUYECKOW CyOCTaHLUMM 3KCMepTU3bl KadecTBa (hapMaleBTUYECKOW cyOcTaHuum B
nopsiake, yCTaHOBNEHHOM cTaTtben 34 Hactosiero ®enepanbHOro 3akoHa. B oTHoweHuM chapmaueBTUyecKnx
cybCcTaHumMin, Npou3BedeHHbIX [AONs  peanusauuMu, B TOCYOapCTBEHHOM peecTpe JIeKapCTBEHHbLIX CpeacTB
coaepXuTca cnegyowas nHpopmaums:

1) HauMeHOBaHue cpapmaLeBTUdecko cybcTaHuMn  (MexayHapoZHOe  HenmaTeHTOBaHHoe,  WUnu
rpynnMpPOBOYHOE, U XUMUYECKOE U TOPrOBOE HauMeHOBaHWs);

2) HaumeHoBaHWe, agpec npou3BoauTens dapmaueBTUYeckoh CyOCTaHUMKM, a Takke B OTHOLUEHUU
NeKapCTBEHHbIX CPEeACTB ONs  MEeOUUMHCKOTO MPUMEHEHUs CBedeHus O peructpaumm  npousBoauTens
hapmaLueBTMYeCcKon CcyObCTaHUMM B KavecTBe Hanoronnaternbluvka B CTpaHe peructpaumm (ans pOCCUNCKUX
IOPUANYECKMX NUL, - NAEHTUMKALMOHHBLIM HoMep Hanoronnatenbwmka (MHH), ans nHocTpaHHbIX opuandeckmx
niy - CcTpaHa peructpauuv, HavMEHOBaHWe pPerncTpupyrowlero opraHa, perMcTpaumMoHHbIN HOMep, KoA
HanoronnaTenbLiMKa B CTpaHe perncrpaumm (MHKoprnopawum) unvm ero aHanor);

(n. 2 B peq. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) CpoK rogHOCTM dhapMaLEeBTUYECKON cybCTaHLmK;
4) ycnoeusi XpaHeHnsa hapmMaueBTnieckon cybctaHumm;

5) Homep hapmakonenHom ctatbn NMGO B Criy4yae ee OTCYTCTBMS HOMEP HOPMATUBHOMW AOKYMEHTaUMM Unu
HOPMaTMBHOIO JOKYMEHTA;

6) Hanu4une hapmaleBTUYECKON CyOCTaHLUMM B NEPEYHE HAPKOTUYECKUX CPeacTB, MCUXOTPOMHLIX BELLECTB U
X NPeKypcopoB, nognexawmx KoHTponto B Poccunckon depepauumn, B COOTBETCTBUM C 3aKOHOLATENTLCTBOM
Poccuiickon depepaumn, mexayHapogHbiMu goroBopamm Poccuiickon depepaumm, B ToM uucne EguHon
KOHBEHLIMEN O HapKoTuyeckux cpeacteax 1961 roga n KoHBeHUmMEN 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

7) paTta BKoveHus dbapMaueBTUYECKon cybCcTaHLMM B roCy4apCTBEHHbIA PEECTP FIEKapCTBEHHbIX CPeacTB,
[aTa BHECEHUSI UIBMEHEHUI B JOKYMEHTbI hapMaLeBTUYECKON CyOCTaHLmMK, aTa UCKIoYeHs dhapmaLeBTUYECKON
cybCcTaHLUmMKN U3 rocy4apCTBEHHOMO peecTpa fiekapCTBEHHbIX CPeaCTB.
(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Mopsnok BeoeHUst rocy4apCTBEHHONO peecTpa NekapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NMpuMeHeHus!
U MOpsOOK BeOeHUs FoCydapCTBEHHOrO peecTpa JEeKapCTBEHHbIX CPEACTB AN BETePMHapHOro MPUMEHEHUS
yTBEPXKOATCS COOTBETCTBYIOLLMM YMONTHOMOYEHHbLIM dhedeparnbHbiM OPraHOM UCMONHUTENBHOW BIacTu.

Cratbsa 34. BknioyeHue B rocyfapCTBeHHbIA peecTp NeKapCTBEHHbIX CPEeACTB M UCKIOYEeHue U3
rocyfapCTBEHHOrO peecTpa NeKapCTBeHHbIX CPeAcTB hapMaueBTUYECKOW CyGCcTaHLMKU, NPOM3BeAEHHOMN
ANA peanusauuu
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. ng BknoyeHnst hapmavueBTUYECKON CybCcTaHLMKM, NPOM3BEOEHHON ANS peanv3aunmy, B rocy4apCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeACTB, MPOBOANTCA 3KCNEPTM3a ee KadecTsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OKcnepTmM3a KayecTBa ykasaHHOM B 4Yacty 1 HacTodwen crtatbu chapmMaueBTUHECKoW cybcTaHumm,
COCTaBfeHME KOMMWCCUEN 3SKCMEPTOB 3aK/OYEHW MO pe3ynbTaTtamM 3TOW 3KCMepTusbl U UX HanpasreHue B
YMNOMHOMOYEHHbIN befepanbHbli OpraH UCMOMHUTENBHOW BRacTu OCYLLECTBIISAOTCSA B CPOK, HE MPEBbILLALLMNA
wectngecatn paboymx [HEN CO [OHS MOMyYeHUS 3SKCMEPTHbIM YYPEXOEHMEM COOTBETCTBYIOLLErO 3adaHusi
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

YMNONTHOMOY€EHHOro (befepanbHOro opraHa UCMOMHUTENBLHOW BNAacTu U CNeAyLWNX JOKYMEHTOB (CBEOEHNI):
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHua o paTe MpegocTaBrieHUss U PErucTpauMoHHOM HOMepe JNUUEH3UM Ha NpOW3BOACTBO
nekapCTBEHHbIX CPEACTB UMK CBedeHUs O AaTe NpefocTaBfneHUs U PerucTpaumoHHOM HOMEpEe 3aKiioyeHust O
COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHMAM npaBun Hagnexallen Npon3BOACTBEHHOM
NpakTUKW, BblgaHHbIX (NPeAoCTaBnNeHHbIX) YNOMHOMOYEHHbIM (befepanbHbIM OpraHoOM UCMOMHUTENLHON BNacTu, B
cnyyae, ecnu nNpov3BoACTBO NeKapCTBEHHOro cpeacTBa ocyllectengaeTca B Poccuiickon ®epepaumu;

(B pen. PepepanbHblx 3akoHoB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-93)

2) KOMusi LOKYMEHTa, BblJAHHOTO YMONTHOMOYEHHBIM OpPraHoOM CTpaHbl MPOW3BOAUTENST JIEKAPCTBEHHOMO
cpenctea M NOATBEPXKAAMLLErO paspelleHne MpoM3BOACTBA JeKapCTBEHHOrO CpeacTBa, M ero nepeBod Ha
PYCCKUA $3blK, 3aBEpPEHHble B YCTAHOBIIEHHOM MOpsiAKe, a Takke KOMUS 3akKmioyeHust O COOTBETCTBUM
Npou3BoOaMTENS NEeKapCTBEHHbIX CpeacTB TpeboBaHUSIM MNpaBuil Hagnexalleh NPOV3BOLACTBEHHOM MNPaKTUKW,
BblJAHHOIO  YMOJSIHOMOYEHHbIM dedeparnbHbiM  OpraHoM  WUCMOMHUTENbHOW BRacTtv, nnMbO KoMust  peLueHust
yNONMHOMOYEHHOro  befepanbHOro opraHa WCMOMHUTENbHOW BNacTM O MNPOBEAEHMU  WHCMEKTMPOBaHUS
Nnpou3BoaMTENs JEeKapCTBEHHOrO CPeAcTBa. YKasaHHble [OOKYMEHTbl MNPeACTaBnslTcsa B cnydae, ecnu
NPOn3BOACTBO NIEKAPCTBEHHOMO CpeaCcTBa OCYLLEeCTBNAETCA 3a npegenammn Poccunckon ®egepauum;

(n. 2 B peq. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) OOKYMEHT, coaepxalluni cnegyowme ceegeHuns o dgapmaneBTUYeckon cyocTaHumm:

a) HaMMeHoBaHMe hapMaLeBTUYECKON CybCTaHUUK, ee CTPyKTypa, obLime CBONCTRA;

0) HanmeHoBaHWe 1 agpec NPoON3BOAMUTENS;

B) TeXHOonorna npomn3sogctea C onncaHnem cTtagumn nponsBoacTBa M MeToOoB KOHTPONIA Ha BCeX CTaguax
npon3BoACTBa,

r) onucaHme pa3paboTku npoLlecca NPon3BoACTBa;

[) onucaHue KOHTPONS KPUTUYECKMX CTaZuMIi NpoLiecca Npon3BoaCcTBa Y NPOMEXYTOYHON NPOAYKLNM;
€) OOKyMeHTanbHoe nogTeBepXXaeHve (Banungauuns) npoLueccoB v (Mnn) Ux OLEHKa;

)K) CBOMCTBA U CTPYKTypa LENCTBYHOLLNX BELLECTB;

3) XapakTepucTumka npumecen;

n) cneundmkaumnsa Ha papMaLeBTUYECKYHO CybCTaHLUMIO 1 ee 0OOCHOBaHME;

K) aHanuTU4eckne MeTOAMKM, UCMONb3yeMbIE NPU OCYLLECTBIEHUN KOHTPOMSA KavecTBa dhapmMaLeBTUHECKON
cybcTaHumuy;

n) [OKyMeHTanbHoe MNOATBepXaeHMe (Banuaauusl) aHanuTUYecKuxX METOAMK, WCNONb3yeMblX MNpu
OCYLLIECTBIIEHNM KOHTPOJIIS KayecTBa hapMaLeBTUYECKON CyGCTaHUMU;

M) pe3ynbTaTbl aHanusa cepu oapmaueBTUYECKON CybCcTaHuuw;

H) nepeyeHb CTaHOAPTHbIX 06pa3LI,OB mnn BewecTB, WCNOoNb3yeMblX MNpU OCYLECTBIIEHUN KOHTpPONA
Ka4yecCcTBa,

0) onncaHme XxapaKkTePUCTUK N CBOWCTB YNAKOBOYHbLIX MaTEPUAnoB U YKYNOPOYHbIX CPEACTB;
n) aHHblEe O cTabunbHOCTU hapmaLEeBTUYECKON CybCcTaHuuny;
p) CPOK FrOQHOCTY;

4) [OOKYMEeHT, cofdepXalluili CBedeHVWs O Peructpauuu npou3BOAUTENSA JeKapCTBEHHbLIX CPeacTB Ans
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

MEeOMLIMHCKOTO NPMMEHEHUst B KadecTBe Haroronnatenbliuka B CTpaHe peructpaumm (4N pPOCCUMACKUX
IOPMONYECKMX MWL, - MOEHTUMKAUNOHHBIN HOMep HanoronnaTenswuka (MHH), ans MHoCTpaHHbIX lopyManYecKux
iy - cTpaHa peructpauuv, HavMEHOBaHWe pPerncTpupyrollero opraHa, perMcTpauuvoHHbIN HOMep, Kopg
HanoronnarternbsLMKa B CTpaHe pernctpauumn (MHKoprnopauum) unmn ero aHaror).

(n. 4 BBegeH deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

(4acTb 2 B peq. PepepansHoro 3akoHa ot 22.12.2014 N 429-03 (peg. 13.07.2015))

3. [lna npoBedeHns aKCnepTu3bl KadecTBa ykasaHHOW B YacTu 1 HacToswen ctaTbu hapmaueBTUYECKON
cybcTaHummn 3anBuTeNb NPEACTABNSAET B YNOTHOMOYEHHbIV doefepanbHbli OpraH UCMONHUTENBHOW BNacTu:

1) 3asBNeHMe O BKMOYEHUM B TFOCYAAPCTBEHHbIA PEECTp JEeKapCTBEHHbIX CPeAcTB  [AaHHOW
dhapmaLeBTMHECKON cybCcTaHumK;

2) Konua [OKyMeHTa, nogTBepXKaallwero ynnaty rocygapCTBEHHOM MOWUHBI 38 BKMOYEHWe B
rocylapCTBEHHbI PEECTP NEKApCTBEHHbIX CPeACcTB apmaleBTUYecKon cybcTaHuuM, NPOM3BEAEHHON Ans
peanusaumm, NGO Mo COOGCTBEHHOW MWHMLMATUBE YKa3aHHbIA OOKyMeHT. B cnyyae ero HenpeacraBneHust
3asgBMTENEM YMNOMHOMOYEHHbIM dhedeparnbHbld  OpraH WCMNOMHUTENBHOW BRAcTM npoBepseT dakT ynnathbl
rocygapCTBEHHON MOLWUSIMHBI 3asBUTENEM C WCMONb3oBaHMeM wuHdopmaumm 06 ynnaTte rocyaapCTBeHHON
MoWnuHbl, codepxawencs B [ocygapCTBEHHONW WMHMOPMALMOHHOMW CUCTEME O [OCYOapCTBEHHbIX U
MyHMUMNanbHbIX NraTexax, Ha OCHOBaHUW NPeACTaBNEeHHON 3asiBUTENEM KOMMM AOKYyMEHTa, NogTBepKaaroLero
ynnaTty rocyaapCTBEHHOW NOLUSNHBI;

(n. 2 B peq. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTBI, YKa3aHHbI€ B YacTu 2 HacTOsLEN CTaTby;
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHne O Bblgaye paspeleHMss Ha BBO3 B Poccuiickyio degepaumio  KOHKPETHOM napTum
He3aperMcTpMpoBaHHOTO NIEKAPCTBEHHOIO CpeacTBa, NpeAHa3Ha4YeHHOro ANs NpoBeaeHUs YKa3aHHOM 3KCNepPTU3bI.
(n. 4 BBegeH PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

3.1. B cny4ae HenpeacTaBneHusi ¢ 3asBfIEHNEM O BKITHOYEHUW B rOCYAAPCTBEHHbIA PEECTP NEKAPCTBEHHbIX
CpeacTB hapmaLeBTUYECKON cybCcTaHUMM LOKYMEHTOB, NOATBEPKAAIOLWMX YNnaTy rocy4apCTBEHHOW MOLUMWHBLI U
yKa3aHHbIX B NMyHKTE 2 YyacTu 3 HaCTosILLEN CTaTbM, a Takke BblgaBaemMbix (NpeaocTaBnsieMbix) YNOTHOMOYEHHbLIMMW
denepanbHbIMY opraHaMy UCMONMHUTENBHOW BracT AOKYMEHTOB (CBEOEHWUI), yKa3aHHbIX B MyHkTax 1 u 2 yactn 2
HaCTOSLLIEN CTaTbW, YMNOMHOMOYEHHbIM dedepanbHbiA OpraH UCMOMHUTENbHOW BNacTX 3anpallnBaeT yKasaHHble
OOKYMEHTbI (CBEOEHUA) B NOpsaKe MEXBEAOMCTBEHHOIO MH(POPMAaLMOHHOIO B3aMMOOENCTBUS.

(vacTb 3.1 BBegeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 478-03)

4. B TeyeHne gecAtn paboumx OHEN CO AOHs NPUHATUSA 3asBNEHUA O BKIIHOYEHWM yKa3aHHOW B 4actu 1
HacTosilLen cTaTby bapmaueBTUYECKOW CyOCTaHUMM B FOCYOapCTBEHHbIA PEECTP JIEeKapCTBEHHbIX CPEeACcTB WU
OOKYMEHTOB, NepeynCrieHHbIX B YacTu 1 1 NyHKTe 2 YacTu 3 HacTosLWeN cTaTbu, YNONHOMOYEHHLIN peaepanbHbIn
opraH UCNONHUTENbHON BNacTu:

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

1) NpoBOANT NPOBEPKY MOMHOTLI U AOCTOBEPHOCTM AaHHbIX, COAEPXKaLLUMXCA B NPEACTaBNEHHbIX 3asBUTENEM
OOKYMEHTaX;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPYHUMAET pPEeLLUEHNE O HanpaBIiEHNM B 3KCMEPTHOE YYpeXAeHne 3adaHus Ha NPOBEAEHUE IKCMEPTU3bI
KayecTBa ykasaHHOW B 4yacTu 1 HacToswewn ctaTbu papmaueBTUYEcKOM cyOCTaHumMM unu o6 OTKa3e B TaKOM
HanpaBIieHuy;

3) yBEAOMMSET B 3MIEKTPOHHOW UM MUCbMEHHOW (hopMe 3asBUTENHA O NPUHATOM PELLUEHU UM B Criy4vae
OTKa3a C yKasaHWeM MPUYMH Takoro oTkasa.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

41. B Crny4ae BbldBEeHUA HeOOCTOBEPHOCTU cBeOeHun, coaepXxalmnxca B npencrtaBlieHHbIX 3adBUTeEnemMm
mMaTtepuanax, yI'IOJ'IHOMO‘-IEHHbII7I cbenepaanbn?l opraH NCMONHUTESNTbHOW BNacTu HanpaBndeT 3asdaBUTENTIO 3arpoc
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

00 YTOYHEHWUM yKa3aHHbIX cBeAeHWN. [JaHHbIN 3anpoc MOXeT ObiTb NepefaH ynofIHOMOYEHHOMY npeacTaBUTenNto
3aABUTENS NUYHO NOA PacruvcKy, HanpasrieH Mo noyTe 3aka3HblM NMUCLMOM WK NepefaH B 3NeKTPOHHOW dopme
Nno TenekoOMMYHWKaUMOHHbIM KaHanaMm cBsA3W. B cnyyae HanpaBneHus gaHHOro 3arnpoca Mo noyTe 3akasHbIM
NMMCbMOM OH CYUTAETCS MNOMYyYeHHbIM MO UCTEYEHUN LLIECTU AHEN C AaTbl HaNPaBneHUs 3aka3Horo NMcbma.

(4acTb 4.1 BBegeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb 0043aH npeactaBuTb OTBET Ha 3anpoc  YMNOSHOMOYEHHOro deaepanbHOro opraHa
NCMONHUTENBHOW BRacT B CPOK, He MpeBblLAWmMiA AeBsiHOCTa pabounmx AHeW CO AHSA NOMydYeHus LaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTosILLEeN CTaTby, MPUOCTaHABNMBAETCS CO AHA HanpaBrneHus 3asBUTENto
3anpoca ynosIHOMOYeHHOro dhefeparibHOro opraHa MCMNOMHUTENbHON BAAcTM OO AHS MNOMyYeHWss MM oTBeTa Ha
OaHHbIN 3aNpoC N He YYUTLIBAETCH MPU UCHUCIIEHMN CPOKa SKCMEepPTU3bl kavyecTBa hapMaLeBTUYeCKon CyocTaHLmu,
Hencnonb3yemoun nNpu NPOM3BOACTBE NeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PeaepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM Ona oOTKasa B HanpaeneHWM B SKCMEPTHOE YYpexaeHue 3afaHus Ha npoBedeHue
9KCMepTU3bl KayecTBa Yyka3aHHOW B 4Yactu 1 HacTodwew cratbu dapmaueBTUYeckon cybcTaHuum aBnseTcs
HenpeacTaBreHne [OOKYMEHTOB, YKa3aHHbIX B YacTum 2 HacToswen cTaTbW, OTCYTCTBME WHOopMauuw,
noaTeepxaarollen akt ynnaTbl rOCy4apCTBEHHOW MOLUMMHBI 3a BKMAYeHMe dhapmaueBTUYeCKONn cybcTaHumu,
npou3BegeHHON Ans peanusauun, B rOCYAapCTBEHHBbIN peecTp FeKapCTBEHHbIX CPEeAcTB, HenpeacTaBreHue
3asBMTENEeM B YCTaHOBMEHHbIN CPOK OTBeTa Ha yKasaHHbin B 4Yactu 4.1 HacToswen cTaTbu 3anpoc
YMNOMHOMOYEHHOro hedeparnbHOro opraHa WCMOMHUTENLHONW BRacTy WNU NpeacTaBneHve OOKYMEHTOB, He
coAaepXalymx ncHepnbiBaroLLEro nepeyHs HeobXoaANMbIX CBEAEHUA.

(4acTb 5 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHne natHaguaTtn paboumx OHEW CO AHS NOMyYeHUsl pelleHus YNONTHOMOYEHHOro deaeparibHOro
opraHa MCNOMHUTENbHOWM BNACTW O HAaNPaBMNeHNM B 3KCNEPTHOE yYpexXaeHNe 3a4aHnsa Ha NPOBEAEHNE SKCMEPTU3bI
KayecTBa yka3aHHOM B 4YacTu 1 HacTosLWEeN cTaTbM hapmMaLeBTUYECKOM CyOCTaHUMM 3asiBUTENDb NPeAcTaBnsieT B
3KCMEPTHOE YyuypexaeHne AOns NMpoBeAEHUs OaHHOW 3aKcnepTusbl obpasubl dapmaueBTudeckon cybctaHumm B
KonuuyecTee, HeOOXOOAMMOM Ans BOCMPOM3BEOEHMS METOAO0B KOHTPOSS KayecTBa. JKCMEPTHOE yupexaeHvne npu
nonyyeHnn o06pasuoB ykaszaHHOM B 4actu 1 HacTodwen cratbum bapMaueBTU4ECKON CyOCTaHuuKM BblgaeT
3aABUTENO AOKYMEHT, NOATBEPXKAAOLLMIA NOyYeHne 3Tux o0pasLoB, U B CPOK, HE NPEBbILIAOLLMA TpEX paboumnx
OHEen, yBeooOMMSAEeT B 3IIEKTPOHHON WM NUCbMEHHOW ¢hopMe 06 3TOM YMONMHOMOYEHHbIV hedepanbHbIi OpraH
NCMONMHUTESNBHOM BMacTh. OTU CPOKM HE BKIOYAOTCS B CPOK NPOBEAEHNS AAaHHON 3KCMEpPTU3bI.

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

7. JOKYMEHTbI, MOCTYNMBLUME B SKCMEPTHOE yUYpeXaeHNE AN NPOBEAEHUsT 3KCNEPTU3bl KAa4YecTBa yKasaHHOM
B yactu 1 HacToswen crtatbu apMaueBTUYeckon cybCTaHuuM, noanexar BO3BpaTy B YMNOSTHOMOYEHHbIN
denepanbHbii opraH UCMOSNTHUTENBHOW BNAacT OAHOBPEMEHHO C 3aKMOYEHUAMM MO pesynbTaTtaM NPoBEeAEHHON
3KCNEePTU3bI.

8. B cpok, He mpeBbIWaoWwmn NATn paboymx gHen co OHSA NOMyYeHWUs 3aKIiOYEHUss KOMUCCUN SKCNEPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa yKa3aHHOM B 4acTu 1 HacTosiwewn ctaTbu bapmaueBTUYeCcKon cybctaHuuw,
YNONMHOMOYEHHbIN befeparbHbI OpraH UCNONHUTENBLHOW BNacTu:

1) ocyLLeCTBNSAET OLEHKY TAKOro 3aKMYeHWs AN OnpeaeneHnst ero COOTBETCTBMA 3a4aHuio Ha NpoBeAeHne
0aHHOM 3KCNepTunsbI;

2) NpUHMMaeT pPeLIeHNEe O BKIKOYEHUWM YKa3aHHOM B 4YacTu 1 HacToswen cratbn dapmaueBTUYECKON
cybCcTaHLmMn B rocyapCTBEHHbIN PEECTP NEKAPCTBEHHBIX CPEACTB UMK peLLeHne 06 oTKase B TaKOM BKIHOYEHWUU;

3) BHOCMT nNpW MPUHATAM pPELIEHUS O BKIIYEHUM YKas3aHHOM B 4actu 1 HacTodwen craTbu
hapmaLeBTUHECKON CyOCTaHUUM B rOCYAapCTBEHHbIA PEECTP JIEKAaPCTBEHHBIX CPEACTB NPEeayCMOTPEHHYIO YaCTbHO
2 crtatbu 33 HacTosiwero ®PegepanbHOro 3akoHa WMHGOPMaUMIO U yBeooMIisieT 00 9TOM B SMEKTPOHHOW MM
NUCbMEHHOW hopme 3asiBUTENS.

(B pea. PepgepanbHbIX 3aKOHOB OT 22.12.2014 N 429-93, ot 27.12.2019 N 462-93)

9. OcHoBaHMeM AN OTka3a BO BKIMHOYEHMM YKa3aHHOW B YacTu 1 HacTosLwen ctatbn dhapMaleBTUYECKOn
cybCcTaHUMM B rOCyapCTBEHHbIN PEECTp JTIEKapCTBEHHbIX CPEACTB SBMSAETCSH 3aKHOYEHUE COOTBETCTBYHOLLEIO
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

YMONHOMOYEHHOro deiepanbHOro opraHa WCMOMHUTENbHON BNactM O TOM, YTO KayecTBO (hapmaLeBTUYEeCKOM
cybcTaHuMn He NOATBEPKAEHO NONYYEHHbIMU AaHHBLIMU.

(vacTb 9 BBegeHa PegepanbHbIM 3akoHOM oT 22.10.2014 N 313-®3; B pea. PeagepansHoro 3akoHa ot 04.06.2018
N 140-$3)

10. He ponyckaeTcss BKMYEHWE B [OCYOApPCTBEHHbIM pPeecTp NeKapCTBEHHbIX CPeAcTB  OAHOM
dapmaueBTMHEeCKON CyOCcTaHUMW, NPOM3BEAEHHON Afs peanu3auMM U BbiMYCKAEMOW OOHUM U TEM Xe
npounssoauTenem, B Buae AByX 1 bonee peecTpoBbIX 3anvcen.

(vacTb 10 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHue W3MeEHeHU B [OKYMEHTbl Ha papmaueBTMYecKyld CyOCTaHUMIO, Mpou3BeOeHHy Ans
peanu3aunm 1 BKITIOYEHHYIO B rOCYAapCTBEHHbBIN PeecTp NeKapCTBEHHbIX CPeAcCTB, OCYLLECTBNAETCA B nopsake,
yctaHoBneHHom ctatbsamm 30 n 31 HacTosiwero defepanbHOro 3akoHa, C ynnaTton rocygapCTBEHHOW MOLLSMHBI,
npeLycMOTPEHHON 3akoHoaaTenbcTBoM Poccuiickor ®enepauum o Hanorax u cbéopax.

(4acTb 11 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. [JonyckaeTca oOpalleHne dapmaleBTUYeCckMx cyOCcTaHUuiA, MNPOM3BEAEHHbIX ANA peanu3auun, B
TeYeHMe CcTa BOCbMMOECATU [HEeA [0 W Mocrne nNPUHATUMSA  YNOMHOMOYEHHbIM beaepanbHbiM  OpraHom
NCNOSTHUTENbHOM BNAacTU PELLUEHUA O BHECEHUN U3MEHEHUN B LOKYMEHTbI Ha hapMaueBTUYECKYyo cybcTaHuuio,
Npou3BeaeHHY0 Ans peanusaunn U BKIIOYEHHYI0 B rOCyAapCTBEHHbBIN PeecTp NeKapCTBEHHbIX CPEACTB.

(4acTb 12 BBegeHa PeagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 MCKMHOYEHNN 13 TOCYOAPCTBEHHOIO peecTpa NeKkapCTBEHHbIX CPeacTB dhapmaleBTUYECKON
cybcTaHumn, npousBedeHHON Ans peanu3auuv, NPUHUMAETCS YMNOMHOMOYEHHbIM edepanbHbIM - OpraHoMm
NCMONHUTENBbHOM BracTu B cryyae:

1) NpeAcTaBneHNst COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM chefeparnbHbIM OpPraHOM UCMOSTHUTENbHON BracTu
3aKIIOYEHNST O pUCKe MNK 06 yrpo3e XKM3HU MNKU 300POBbI0 YerioBeka NGO KMBOTHOTO MPU UCMOSb30BaHMU
NeKapCTBEHHOIO CPEeACTBa;

2) nogayn paspaboTYMKOM NEeKapCTBEHHOrO CPeacTBa WM MPOU3BOAMTENEM JIEKAPCTBEHHOINO cpeacTsa
nMbo YNONMHOMOYEHHBIM UMW APYrMM OPUANYECKUM FMLOM 3asiBNEeHUst 06 WCKIIOYEHUN U3 rocydapCTBEHHOro
peecTpa nekapCTBEHHbIX CPeacTB hapmaLeBTUHECKOM CyOCTaHLmMM, NPON3BEOEHHON AN peann3aunm;

3) otcyTtcTBMA hbapMaueBTUYECKOM CyOCTaHuMK, NpovM3BEedEeHHOW Ansi peanu3auun, B obpaweHun B
Poccwuiickon depgepaumm B TeueHne Tpex u bonee ner.
(vacTtb 13 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratbsa 35. YTpatuna cuny ¢ 1 niona 2015 roga. - PegepanbHbii 3akoH oT 22.12.2014 N 429-93.

Cratbsa 36. O6xanoBaHue peweHnA 06 oTKa3se B Bblgadve pa3pelleHUA Ha npoBeAeHue KIMHUYECKOro
uccrnefoBaHUA JeKapCTBEHHOro npenapara, peleHusi o6 oTkase B rocyfapCTBEHHOW perucrpauuuv
neKapCcTBEHHOro npenapara, 3aKfnil4eHUss KOMMCCUM IKCNEpPTOB ISKCNEpPTHOro YyuYpeXxaeHus unu
3aKn4veHUss coBeTa No 3TUKe

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

PelueHne cooTBETCTBYIOLLENO YNONTHOMOYEHHOMO hefepanbHOro opraHa UCNoNHUTENbHONM BriacTi 06 oTkase
B Bblaye paspelleHns Ha MpoBedeHUe KIMHWYECKOro WCCredoBaHusl NeKapCTBEHHOrO npenapaTta, pelueHue
yKkasaHHoro denepanbHOro opraHa WCMONHUTENbHON BracTM o6 OTkase B TOCYAapCTBEHHOW perucrpaumun
NeKapCTBEHHOro npenapaTa, 3ak/loYeHVe KOMMCCUM SKCMEPTOB IKCMEPTHOTO YYPEXOAeHVsI WUIU 3aKiioyeHue
coBeTa Mo 3TMKe MOXeT ObiTb 0GXanoBaHO B TMopsioke, YCTAHOBIIEHHOM 3aKOHOA4ATeNbCTBOM Poccuickol
depepaumn.  3aknoYeHME  KOMUCCUM  IKCTIEPTOB  3KCMEPTHOrO  YYPEXKOEHUS O  B3aVMO3aMEHSIEMOCTU
NeKapCTBEHHbIX MpenapaToB Ans MeaWLUMHCKOTO MpUMeHeHMs NMBo O TOM, YTO JIeKapCTBEHHbLIN MpenapaT ans
MEAMLMHCKOrO MPUMEHEHUs1 He SIBMSIeTCA B3auMo3aMeHsieMbiM, MOXeT ObiTb 00XarnoBaHO AepxaTeneMm unu
BriafenbLeM perncTpaLyoHHOro YOOCTOBEPEHUs NIeKapCTBEHHOro npenapaTta B YNoNHOMOYEHHbIA deaeparnbHbii
opraH UCMONHUTENBHON BNacTu, KOTOPbIA NPUBMEKaeT K pacCMOTPEHUIO YKa3aHHOW >anobbl NOABEAOMCTBEHHbIE
eMy HayyHble opraHusauuMM u obGpasoBaTesfibHble OpraHM3auun BbiCLIEro 06pa3oBaHUsl, OCYLLECTBMsoLIME
AesiTenbHOCTb B cdpepe obpalleHnst nekapCTBEeHHbIX CPedcTB. 3akMioyYeHne KOMUCCUMM IKCMepTOB 3KCMEPTHOro
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

yypexaeHus, oopMIIeHHOe MO wWToram nepecMoTpa 06KarnoBaHHOrO 3aKMOYeHWs 3JKerepTa, MoXeT ObiTb
OCMNOpEeHO Aepxatenem unu BnagenbLeM perucTpaumoHHOro yOOCTOBEPEHUS] NEKapCTBEHHOro npenaparta nunbo
YMOMHOMOYEHHBIM UMW NULIOM B NOpsiAke, YCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccuitckon depepaumun. Npu
00XXanoBaHUM peLUEHNs YMONTHOMOYEHHOTO dheaepanbHOro opraHa MCNOSHUTENbHOW BRacTW, 3akioyeHUust
akcnepTa UNM KOMUCCUM IKCMEPTOB IKCMEPTHOIO YYPEXAEHUS, 3aKNOYEeHUss coBeTa Mo 3TUKe AepxaTernb WUnuv
BrnageneL perucTpaumoHHOro yAOCTOBEPEHWUS IeKapCTBEHHOro npenaparta nubo ynorHOMOYEHHOEe VMK Lo
BrpaBe npeAcTaBuTb pesynbTaTbl  3KCMEPTU3bl  NEeKapCTBEHHOro npernaparta, MpoTOKOMbl  NOMYYEHHbIX
aKKpeOUTOBaHHbLIMW UCTbITaTeNbHbIMU NabopaTopusiMm (LeHTpaMu) pesyrnbTaToB UCCNEAOBaHNA, UCTIbITAHWIA.

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

Cratba 37. WHdopmauus, cBA3aHHaA C OCYLIECTBJIEHUEM TrocyfapCTBEHHOW perucrpauuu
NneKapCcTBEHHbIX npenapaTtoB, WH(popMauusas O 3aperMcTpupoBaHHbLIX JIeKaAPCTBEHHbIX npenapartax W
NneKapCTBEHHbIX NpenapaTax, MUCKITI4YEeHHbIX U3 FoCyJapCTBEHHOrO peecTpa JieKapCTBEHHbIX CPeacTB

1. CoOTBETCTBYIOLMIA YNOMHOMOYEHHLIV heaeparnbHbli opraH WCMNOMHUTENBHOW BAacTuM pasMellaeT Ha
cBoeM odumumanbHOM canTe B ceTn "UHTepHeT" nHopmMauuio, CBA3aHHYIO C OCYLLLECTBNEHWEM rOCy4apCTBEHHON
perMcTpaumMm nekapCcTBEHHbIX NpenapaTtoB, B TOM YMCRe MpoBedeHMEM 3KCMepTU3bl feKapCTBEHHbIX CpencTs
(Bknovas pesynbTaTbl €€ npoBefeHus), MHPOPMaLUMI0 O 3aperMcTPUpPOBaHHbIX MEeKapCTBEHHLIX Mpenapatax u
nekapCTBEHHbIX MpenapaTax, UCKIMIOYEHHbIX U3 rocygapCTBEHHOrO peecTpa NeKkapCcTBEHHbIX CPeACTB, He No3gHee
YyeMm Yepe3 NATb paboumx gHeW co AHA NOMyYeHWUs YNONTHOMOYEHHbIM ddedepanbHbiM OPraHOM UCMONTHUTENBLHOM
BNacTu COOTBETCTBYHOLLEN MHpOpMALNN.

(B pea. PegepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-93)

2. CpoKuM 1 NOPSAOK pasMeLleHNs yka3aHHOW B YacTu 1 HacTosLWwen cTaTtbn MHOpMaummn ycTaHaBnmMBarTCS
YMNONTHOMOYEHHbIM hbedepanbHbIM OpraHoOM UCNONHUTENbHOM BnacTu. WMHgopmauusa, ykasaHHasas B 4yactu 1
HaCTosLLEN CTaTbW, ABMSETCS OTKPLITOM M 00LEeoCTYNMHOM U NPefocTaBnsaeTCca 3anMHTEpPecOoBaHHbIM fuaM B
COOTBETCTBMM C 3aKkoHoAaTenbCcTBOM Poccuiickon ®epepaunn.

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

Mnaea 7. KNMMHWYECKNE UCCNEOOBAHUA JIEKAPCTBEHHbIX
NPENAPATOB And MEAULUMWHCKOIo NPUMEHEHUA, 1OTOBOP
OB UX NPOBEOEHWUW, NMPABA NMALUMEHTOB, YYACTBYIOLWWUX
B 3TUX UCCNIEAOBAHUAX

Cratba 38. KnuHu4yeckue wuccnegoBaHus JeKapCTBEHHbIX MNpenapaTtoB NS  MegULMHCKOro
npUMeHeHus

1. KnuHnyeckme nccneaoBaHus fekapCTBEHHbIX NpenapaTtoB Ans MeOUUMHCKOrO NPUMEHEHMUs1, B TOM Yucrne
MeXOyHapoAHble MHOFOLEHTPOBbIE, MHOFOLIEHTPOBbIE, MOCTPErUCTPaLMOHHbIE, MPOBOAATCA B OOHOW Win
HECKONbKMX MEeAULMHCKUX OpraHvM3aumsix B COOTBETCTBMM C MpaBuMnaMu Haarfexallenh KnMHUYECKOW MNpPaKTUKW,
YTBEPXAEHHBIMU  YMONTHOMOYEHHbIM  chefiepanbHbiM  OpraHoM  UCMOSNHUTENbLHOW BNacTh, COOTBETCTBEHHO B
crnepyroLwmnx Lensax:

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

1) ycraHoBreHne 6e30nMacHOCTM feKapCTBEHHbIX MNpenapatoB Afs 300poBbiX [00poBonbLeB U (Mnn)
NepeHoCMMOCTM WX 340POBbIMM  LOOPOBOMbLAMM, 33 MWCKIHOYEHUMEM TaKMX WCCNeoBaHUA JeKapCTBEHHbIX
npenapaToB, NPou3BeAEHHLIX 3a npeaenamu Poccuiickon ®epepaumu;

2) noabop onTUMarnbHbIX OO3NPOBOK JIEKAPCTBEHHOrO MNpenapata W Kypca fevyeHus Ans MauvMeHToB C
onpedeneHHbiM  3aboneeBaHneMm, ONTUManbHbIX [[O03 UM CXEeM  BakuMHaUMM  MMMYHOGMOMOrMYecKrMm
nekapCTBEHHbIMU NpenapaTamMy 300POoBbIX 40GPOBOSIbLIEB;

3) ycrtaHoBneHve 6Ge30nmacHOCTU NEKApPCTBEHHOrO npenapata M ero 3dgeKTMBHOCTM AN MNalMeHTOB C
onpeaeneHHbIM 3aborneBaHnemM, npodunakTuyeckon 3pEPEKTUBHOCTU UMMYHOBOMONOIMYECKUX EeKapCTBEHHbIX
npenapaToB Ansi 300pOBbIX 4OOPOBOSbLLEB;

4) n3yvyeHne BO3MOXHOCTU pacCLUNpeHud nokasaHmn gna MeguuMHCKOro NPUMEHEHNA N BbIABITIEHNA paHee
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HEeN3BEeCTHbIX NOBOYHbLIX AEACTBUN 3apermMcTpmupoBaHHbIX NeKapCTBEHHbLIX NpenapaToB.

2. B oTHoweHnn BOCNpoun3BedEeHHbIX JEeKapCTBEHHbIX npenapaTtoB AOnd MeaAUUUMHCKOro npuMeHeHud
npoBoOAATCA MUccnenosaHUA OMO3KBUBANEHTHOCTU U (MJ'II/I) TepaI'IeBTI/I‘-IeCKOﬁ 9KBMBAINeHTHOCTN B nNopAagke,
YyCTaHOBJ1IEHHOM YNOJTHOMOYEHHbIM cbep,epaanblM opraHomMm NCMONHUTENbLHON BnacTu.

3. OpraHmsau,mo nposegeHuna KnnHN4eckmnx nccnegoBaHumn NeKapCTBEeHHOro npenaparta gna MmeguunHCKoro
npuMmeHeHusa BnpaBe OCyLEeCTBNATb:

1) p83p360T‘-II/1K lekapCTBeHHOro npenapara unn ynoriHoMoO4eHHOe UM JNnLo;

2) obpasoBaTenbHble OpraHu3auumM  BbiCLlEro  00pas3oBaHMSA,  opraHusauum  OOMOSNHUTENBHOrO
npodeccroHanLHOro oopa3oBaHuns;
(n. 2 B peq. ®egepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UccneaoBaTenbCkne opraHn3aLnm.

4. KnuHnyeckue nccnegoBaHns NekapcTBEHHOro npenapata Ans MeauuMHCKOro NpuMeHeHUs nNpoBoasTCS
Ha OCHOBaHWW paspelleHnss Ha MpoBedeHne KIMHUYECKOro WCCreaoBaHus fekapCTBEHHOro npenapara,
BblJAHHOMO  YNONMHOMOYEHHbLIM  (pefepanbHbIM — OpraHOM — WCMOMHUTENbHOW  BRactu.  YMOSTHOMOYEHHbIN
dedepanbHbIl  OpraH UCMOMNHUTENbHON BRacT BedeT peecTp BbidaHHbIX paspelleHnn Ha npoBedeHue
KMMHUYECKUX WCCredoBaHWA NeKapCTBEHHOro npenapata, codepXalui ykasaHue Ha KX ueflb wunu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM Mopsiake.
(B pea. PegepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

5. YTpatun cuny ¢ 1 nona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

6. K opraHusauumn npoBeaeHust KINMHUYECKMX UCCrefoBaHUIA NiekapCTBEHHOrO npenaparta Aanst MeauuUmMHCKoro
NPUMEHEHNS pa3paboTYMKOM NeKapCTBEHHOrO npenapata MOryT NpuBreKaTbCs topuaundeckne nvua nobon
OpraHn3auUMoHHO-NPaBoBOM POPMbI NPKN YCroBMM obBecrnedeHnss COOTBETCTBUSA 3TUX UCCrenoBaHMn TpeboBaHUAM
HacTosiLero ®egepanbHOro 3akoHa.

KoHcynbTaHTlnoc: npumeyaHue.

B HacTosee BpeMs AENCTBYIOLLMM 3aKOHOO4ATENbCTBOM HE YCTaHOBMEH MOPSAOK akkpeauTaumm MeanLnHCKMX
opraHuM3auMi Ha npaBoO MPOBEAEHUS] KIMHUYECKUX WCCNEdOBaHUA JeKapCTBEHHbIX MpenapaToB Afs
MeauumHckoro npumeHenus. o 01.01.2021 gencrteoBano NoctaHoBneHue lMpasutenbctea PO ot 03.09.2010
N 683.

7. KnuHnyeckune nccnegoBaHus IEKapCTBEHHbIX NpenapaToB Ans MeguUMHCKOro NpUMEHEHNs1 MPOBOAATCH B
MEOMLUUHCKMX OpraHu3aumsx, akKpeOWUTOBaHHbIX YMOMHOMOYEHHbIM hegepanbHbIM OpraHoOM MWCMOMHUTENBHOW
BMacTu B nopsake, yctaHoBneHHom lNMpasutenscTBom Poccuiickon ®egepauun.

8. [llepeyeHb MeOUUMHCKUX OpraHu3auuin, WUMeKLWMX MNpaBO MPOBOAUTbL KIMHMYECKME WCCredoBaHus
nlekapCTBEHHbIX MpenapaToB OS5 MeANLMHCKOrO MPUMEHEHUS, N PEECTP BbiAaHHbIX pa3peLleHnii Ha NpoBedeHne
KMMHUYECKUX UCCMEAOBaHWI NEKAPCTBEHHbIX NPenapaToB OnyOnMKOBbLIBAOTCA Y pa3MeLLaoTCs YMOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOSTHUTENBHOW BiacTy B YCTAHOBNEHHOM UM NOPSAKe Ha CBoeM oduumnansHOM canTe B
cetn "HTepHeT".

Cratbs 39. PelueHne o npoBefeHUM KNMHMYECKOrO UCCrenoBaHMA NeKapcTBEeHHOro npenapara gnsi
MeAULMHCKOro NpuMeHeHus
(B pea. degepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe uccnenoBaHue JTeKapCTBEeHHOro npenapara anda mMmeguumHCKOro npumMeHeHmda npoBoanTCA
Ha OCHOBaHMM pa3peleHnda Ha npoBegeHne KIMHNYEeCKOro wuccrneaoBaHunA JieKapCTBEHHOINo npenapara,
Bbl4aHHOIO YNOJIHOMOY€HHbIM cbe/:l,epaanblm opraHomMm MCMNOMHUTENbHOW BNactu Mo pe3ynbTataM 3KCNepTu3bl
LOOKYMEHTOB, HeobxoauMMbIX AOnis nony4vyeHuna paspeleHna Ha nposeneHune KIMHU4YeCKoro uccrenoBaHud
JIEKAPCTBEHHOIO MNMpenaparta n 3TUYECKON QKCNEepPTU3bl.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

2. Ona nony4yeHua paspelweHna Ha nposegeHune KnmHM4YeCcKoro nccrieqoBaHuAa nekapCcTtBeHHOro npenapara
ana  MeguuuHCKOro rnpuMeHeHuAa 3adaButellb npeacrtaBndeTr B yl'IOJ'IHOMO‘-IeHHbIIZ d)e,qepaanan opraH
NCMNONHUTENBLHOW BracTu:

1) 3adBrieHne O Bblayvye paspelleHuna Ha npoeseneHne KIMHU4YeCcKoro uccnenoBaHnda JekapCTBeHHOro
npenapata ana MeguunHCKOro npuMeHeHua;

2) Konun OOKYMEHTOB, NOATBEPXKAANLWMX YnnaTy rocyaapCTBEHHOW MOLUMUHBLI 33 NPOBeAEeHUE 3TUHECKON
9KCMEepPTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NeKapCTBEHHbIN Npenapar Ans nofnyyYyeHus paspeLlueHns Ha npoBeaeHune
KMMHWYECKOro WCCMeqoBaHWsA NeKapCTBEHHOro mnpenapata Ans  MeOMUMHCKOTO MPUMEHEHMs, 3a  Bblgady
paspelleHnss Ha NpOBeAEHWNE KIMHUYECKOrO MCCreaoBaHWs JekapCTBEHHOro npenapata Ans MEeLAMLMHCKOro
NPUMEHEHWS, 3a NPoBeAEeHME IKCNEepPTU3bl JOKYMEHTOB Ha NEKApCTBEHHbIN NpenapaT ANns NofnyyYeHus paspeLleHns
Ha MpoBefdeHNE MeXOyHapOOHOro MHOFOLIEHTPOBOIrO KIMHUYECKOrO WUCCMEeL0oBaHWUS NEeKapCTBEHHOro npenapara
ONs MEeOWLIMHCKOrO MPUMEHEHMWS, 3a Bbldady paspelleHuss Ha NpoBedeHne MeXAYyHapO4HOro MHOrOLIEHTPOBOro
KMMHUYECKOro WCCNEAOBaHNS NEKapCTBEHHOrO npenapata Ans MeOUUMHCKOrO NPUMMEHEHWs, 3a npoBedeHue
3TUYECKON 3KCMEePTM3bl, IKCMEPTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIM npenapaT AN MofyvyeHus paspelueHus Ha
npoBedeHMe  MOCTPErMCTPaLMOHHOIO  KIMHWMYECKOTO  WCCNEeAOBaHWsi  NeKapCTBEHHOro npenapata  Ans
MeaULUMHCKOro npuMmeHeHua, 3a BblOady paspelleHna Ha npoBeaeHne nocCTperncTtpaumoHHOro KrinHm4eckoro
nccnenoBaHusi NEKApCTBEHHOrO NpenapaTta AN MeAWUMHCKOTO NPUMEHEHUS;

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

3) NPOTOKOM KNMHUYECKOro UccrenoBaHus nekapCTBEHHOrO Npenapara Ans MeguLMHCKOrO NPUMEHEHUS;
4) 6poLuopy nuccneposatens;
5) MHOOPMALIMOHHBIN NUCTOK NaLMEHTa;

6) cBegeHuss o6 onbiTe paboTbl UccrnegoBaTenen No COOTBETCTBYHOLMM CNeuuanbHOCTSIM U UX OnbITe
paboTbl N0 NPOBEAEHMIO KITMHUYECKMX NCCIEN0BaHNN;

7) cBedeHUs O MEeOMUMHCKMX OpraHuMsauusix, B KOTOPbIX NpearonaraeTcs MpPOBEAEHNE KIMHUYECKOTO
nccnefoBaHusl  NEKapCTBEHHOro npenapata  Ans  MEeAMUMHCKOrO MPUMEHEHMST (MOMHOE W COKpalleHHoe
HaMMeHOBaHWS, OpraHN3aUMOHHO-NPaBoBas hopMa, MECTO HaxXOXAEHUS U MECTO OCYLLECTBIEHUSI AEATENBHOCTH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTbI KaXXA0M MEOULNHCKOW OpraHnsaumm);

8) cBegeHuss O mnpeAronaraeMbiX CpPoOKax MNpPOBedeHMs KIMHUYECKOro WCCrefoBaHUst feKapCTBEHHOTO
npenapara Ansi MeauLMHCKOro NMPUMeEHEHNS;

9) KOnuio aoroesopa 06a3aTenbHOro CTpaxoBaHu4A, 3aKIito4eHHOro B COOTBETCTBMMN C TUNOBbLIMW npaBuiamu
obsi3aTenbLHOro CTpaxoBaHu4d, C yKkasaHnem npe,qeanon YNCNEHHOCTN NauneHToB, y4acTByHOLLIMX B KITMHNYECKOM
ncernegoBaHUM nNekapcTBeHHOro npenaparta ana MmeguumnHCKoro npuMeHeHus,

10) MHpopMaLMIo O COCTaBe NeKkapCTBEHHOTO Npenapara 4519 MeQULMHCKOTO NPUMEHEHNS;

11) [OOKYMEHT, COCTaBMEHHbI MPOM3BOAUTENIEM JIEKApPCTBEHHOrO npenapaTta [Ans  MeAMUMHCKOro
NMPUMEHEHVS U CoAepKaLluii NnokasaTenu (XapakTepUCTUKK), a Takke CBEeAEHNs O JIEKapCTBEHHOM rpenaparte afs
MEAMLMHCKOro NPUMEHEHUS, MPOM3BEAEHHOM OISl TPOBEAEHUS KITMHUYECKUX UCCIEA0BaHWIA;

12) cBefeHuss O pJaTe MPedoCTaBeHUs U PEerncTpauMoHHOM HOMEpPe fULEH3UM Ha MNPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB B Cllyvyae, €CnvM NPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTa OCYLEeCTBsIETCS B
Poccuiickon depepaummn, unu ceedeHust 0 Aate NpeaocTaBneHuMst U PerMcTpauvoHHOM HOMepe 3aKMuYeHUs O
COOTBETCTBMM  MPOU3BOAUTENSI  FIEKAPCTBEHHOrO  npenapata  TpeboBaHMSIM  NpaBun  Haanexallen
NMPON3BOACTBEHHON MpPaKTUKW, MPEAOCTaBMEHHOMO  YMONIHOMOYEHHBIM OpraHOM CTpaHbl  MPOM3BOAUTENS
riekapCcTBEHHOro npenaparTa.

(B pea. PegepanbHbix 3akoHOB OT 04.06.2018 N 140-93, ot 27.12.2019 N 478-93)

21. B cny4yae HenpencraelieHnd C 3adBlieHnemM O Bblgade paspelleHundA Ha nposeneHune KrmHUYeckoro
nccnegoBaHnUA  riekapCtBeHHOro npenapara  anAa  MeguuuHCKOro rnpuMeHeHunda OOKYyMEeHTOB (CBe,El,eHI/IIZ),
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NoATBEPXAALWNX YrnaTy rocygapCTBEHHON MOLUSMMHBI U YKa3aHHbIX B MyHKTE 2 4acTu 2 HAcTosLWen cTaTtbu, a
Takke BblAaBaeMblX (NpegocTaBnsembiX) yNorTHOMOYEHHbIMU dheaeparnbHbIMU OpraHamy UCNOMHUTENbHOW BNacTy
OOKYMEHTOB (CBeeHWI), yKasaHHbIX B NyHKTe 12 yacTu 2 HacTosiwen cTaTbM, YNONTHOMOYEHHbIN beaepanbHbIv
opraH UCMOSTHUTENbHOW BNacTu 3anpallmnBaeT ykasaHHble JOKYMEHThLI (CBedeHUs1) B NOopsaKe MeXBeJoMCTBEHHOro
NMHOPMALIMOHHOTO B3anMOOENCTBUS.

(4acTb 2.1 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpok, He npeBblllaOWNA NATU pabounx AHEN CO AOHSA NPUHATUSE yKa3aHHOro B NyHkTe 1 yactu 2
HacTosiLle cTaTbW 3asiBNeHnss U HeobXOAMMbIX [OKYMEHTOB, YMOMHOMOYEHHbIV beaepanbHbii - opraH
NCMNOMHUTENBLHON BnacTu:

1) npoBoAUT MNPOBEPKY MOJIHOTbl U OOCTOBEPHOCTU cBeaeHun, cogepxawmxca B npencrtaBlieHHbIX
3adaBuTenemM OOKyMeHTax;

2) npuHMMaeT peweHne o npoBeaeHnn IKCNepTudbl AOKYMEHTOB O51A Nony4vYeHua pa3pelleHnda Ha
nposegeHne KInMHM4YeCckoro wuccnenoBaHna nekapCTBeHHOro npenapata ana MeguumnHCKOro npuMmeHeHua wu
3TUYECKON 9KCNepTu3bl Unn 00 oTkase B nposefeHnn yka3aHHbIX 3KCNepTus;

3) yBeqoOMNSAET B 3rEKTPOHHOM (bopMe unum Ha ByMakHOM HocuTene 3asBuUTenst O NPUHATOM peLleHun nmbo
B CNny4ae NpuHATUSA pelleHnst 06 oTkase Takke C ykasaHMeM MpUYMH Takoro 0Tkasa;

4) noaroTtaBnuBaeT W HanNpaBnseT B 3KCMEPTHOE yYpeXOeHne U COBET MO 3TUKe 3adaHue Ha npoBeaeHue
COOTBETCTBYIOLLNX SKCMEepTU3.

4. B cnydae BbIBMEHUS HEMNOnMHOTbl M (MKM) HeQOCTOBEPHOCTM MHpopMauun, codepxallencss B
NpeacTaBneHHbIX 3asBuUTENeM OOKyMEHTax, YMOMHOMOYEHHbIN dedepanbHbii opraH WCMOMHUTENBbHOW Bractu
HanpaenseT 3asaBUTENO 3anpoc 006 YyTOYHEHUN yka3aHHOW MHopmaumn. [aHHbIM 3anpoc MOXeT ObITb nepenaH
YNOMHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENS NWYHO MOA PacruCKy, HampaBneH Mo MoyTe 3akasHbiM MUCbMOM
WNn nepegaH B ANEKTPOHHOM OpMe MO TENeKOMMYHUKAUMOHHbIM KaHamnam cBs3n. B cnyvae HanpaBneHus
OaHHOro 3arnpoca no noyTte 3akas3HblM MUCbMOM OH CYMTaeTCH MOMyYeHHbIM MO UCTEYEeHUN LIeCTU AHen C Aatbl
HanpaBneHns 3akasHoro nucbMa. 3asButenb o00s3aH npeacTaBuTb OTBET Ha 3anpoc  YNONTHOMOYEHHOrO
denepanbHOro opraHa MCMOSTHUTENBHON BNACTM B CPOK, HE NMPEBbILIALW M AeBSHOCTA paboumnx gHEen co OHS ero
nonyyeHuns. CpoK, yKasaHHbIi B 4acTuU 3 HacTosiLen cTaTbM, MPUOCTaHaBNMBAETCS CO [OHSA HanpaBfeHus
3as8BMTENIO 3anpoca YMNONTHOMOYEHHOro doedeparnbHOro opraHa MCMONHUTENbHOW BAACcTM 40 AHA NOMYYEHUS UM
COOTBETCTBYIOLLEro OTBETA U HE YYUTLIBAETCH MPU NCYUCIIEHUN CPOKa MPUHATUSA YNONMHOMOYEHHBIM dheaeparbHbIM
OpraHoM MCMOJSTHUTENbHOW BNacT peLleHns O NPoBedeHUN SKCNepTU3bl JOKYMEHTOB A8 NONyYeHUsa paspeLleHms
Ha npoBegeHne KIMHUYECKOro UCCNeaoBaHNs NekapCcTBEHHOro npenapaTa Ansa MeaULMHCKOro MpUMEHeEHMS.

5. OcHoBaHMeM [fOnsi OTkasa B MPOBEAEHWM IKCMEepTU3bl OOKYMEHTOB [AJsi MONyYeHUsl paspelueHuss Ha
NMPOBEAEHNE KITMHMYECKOrO WCCNEeAoBaHMS JeKapCTBEHHOrO npenapaTta Ons MEOULMHCKOrO MNMPUMEHEHUS U
9TUYECKOMN IKCMEePTU3bl ABMSETCH NpeacTaBieHne JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 2 HacTOosILLEN CTaTbu, B
HernonHom obbemMe, HemnpeacTaBlieHWe 3asiBUTENIEM B YCTaHOBMEHHbIM CPOK OTBETa Ha ykasaHHbI B 4yactu 4
HacTosILLEel cTaTby 3anpoc YNoSIHOMOYEHHOTO dheepanbHOro opraHa UCMONMHUTENBHON BracTi Nnbo oTcyTCTBUE B
NMPeACTaBMEHHbIX [OKYMEHTaxX WCYEPNbIBAOWEro MNepeyHs Heobxogumon uHgopMauunm wunv MHdopmauum,
KoTopasi JOIMKHa OblTb OTPaKeHa B HWX, a Takke OTCYTCTBME WHpopMaumu, noaTBepxaatollei dakT ynnarbl
rocy4apCTBEHHON MOLUMMHBI 33 NPOBEAEHNE 3TUYECKON IKCMEepPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NEKAPCTBEHHbIN
npenapar Ans NofyyYeHns pa3peLleHnst Ha NPOBEeAEHUE KITMHNYECKOTO UCCIeA0BaHUs feKapCTBEHHOro npenapaTa
Ans MEOMUMHCKOrO TMPUMEHEHWs!, 3a Bbidadvy paspelleHus Ha MpoBedeHUe KIMHWYECKOro UccrieqoBaHus
NeKapCcTBEHHOro npenapaTta Ans MeOUUMHCKOTO MPUMEHEHWS, 3a MpOBEAEHUE IKCNepTusbl AOKYMEHTOB Ha
NeKapCTBEHHbIN MpenapaTt Arfs MOoNyYeHUsl paspelleHnst Ha NpoBedeHVe MeXOYyHapOOHOr0 MHOFOLEHTPOBOIO
KIMMHUYECKOr0 MCCINeqoBaHUs FeKapCTBEHHOTO mnpenapata afns MeOMUMHCKOTO MpUMEHeHWsl, 3a Bbigady
paspelleHnst Ha NPOBEeAeHVe MeXOyHapOAHOr0 MHOFOLEHTPOBOIO KIIMHUYECKOTO MUCCIEAOBaHUS NIeKapCTBEHHOIO
npenaparta Ans MeguUMHCKOro NpuMeHeHus, 3a NpoBefdeHne 3TUYECKON 3KCNepTU3bl, IKCNepTU3bl JOKYMEHTOB Ha
NeKapCTBEHHbIN npenapaT Ans NoNyyYeHusl paspelleHnst Ha MpoBeAeHMEe MOCTPErncTPaLMOHHOTO KITMHUYECKOTO
nccrnenoBaHUA feKapcTBEHHOro npenapata Ans MeOUUMHCKOTO MpUMEHeHWsl, 3a Bblgadyy paspelleHust Ha
npoBedeHne  MOCTPErMCTPaLMOHHOIO  KIMHMYECKOr0  WUCCNedoBaHWMsl  NeKapCTBEHHOro  npenapata  Anst
MEAMNLMHCKOro NpUMEHEHUSI.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

6. lNMpoBeaeHne 3KCnepTU3bl AOKYMEHTOB AN MNOMyYEeHWs paspelleHus Ha MpoBeAEeHUe KIUHUYECKOro
UCCrefoBaHNsA NeKkapCTBEHHOrO npenapata AN MeOUUMHCKOTO NPUMEHEHUST UM O9TUYECKOW 3KCNepTu3bl,
COCTaBfneHne KOMUCCUEN 3KCNepTOB M COBETOM MO 3TUKE 3aKMIOYEHUA O BO3MOXHOCTM UMM HEBO3MOXHOCTU
NpOBEAEHNA Takoro KIMHWYECKOro WCCrefoBaHMA W HanpasfieHWe 3TUX 3akMioYeHUA B YMONTHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENBHOW BNacTWM OCYLLECTBASIOTCA B CPOK, HE MpeBbILIAOWMA Tpuauatn padboumx
OHel Cco [AHA NONydYeHUs SKCMEPTHbIM YYpEeXAeHMeM 3afaHus  YNONHOMOYEHHOro defeparnbHOro opraHa
WCMNOMHUTENBHOWN BRAacTU C MPUNOXEHMEM OOKYMEHTOB, yKa3aHHbIX B NyHkTax 3, 4, 10 u 11 yactu 2 HacTosLen
cTaTbW, U COBETOM MO 3TUKE 3adaHusi YNorHOMOYEeHHoro dedeparnbHOro opraHa WCMOSTHUTENbHOW BRacTtu ¢
NPUNOXeHNeM JOKYMEHTOB, yKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLen cTaTbu.

7. B cpok, He MpeBblwatolmii NSTU pabounx AHEW CO AHA MOSyYeHUs! 3aKMOYEHUI, yKa3aHHbIX B YacTu 6
HaCTOSILLEN CTaTbM, YNONTHOMOYEHHbIN dheeparnbHblil opraH UCMOMHUTENBHOR BNacTu:

1) ocyllecTBnAeT OUEeHKY MOCTynuMBLLNX 3aKnoYeHnn ans onpepneneHna nx coOoTBETCTBUA 3adaHUAM Ha
nposegeHmne CooTBETCTBYHOLLNX SKCNEePTU3;

2) npuHAMaeT peleHne O Bblade paspeweHna  Ha npoBeaeHne KIHU4YeCcKoro wuccnenosaHua
JleKapCTBeHHOro npenaparta gna MmeamunHCKoro npyuMmeHeHna mnnm 06 oTKase B Bblgaye YKa3aHHOro paspelieHuna;

3) BblAaeT pa3pelleHne Ha npoBeaeHune KIMHUYEeCKOro uccrieaoBaHua JekapCTBeHHOro npenaparta ana
MeaUNLUMHCKOro npumMmeHeHna unum pelieHue 06 oTkase B Bblgaye YKa3aHHOro paspelieHuma ¢ ykadaHunem npuyinH
OTKas3a.

8. OcHoBaHuem aona OoTKa3a B BblAa4ve pas3pelleHna Ha npoBeaeHune KIMHUMYEeCKOro wuccnenosaHusa
neKapCTBEHHOro npenapata Ans MEeOWLUMHCKOTO TMPUMEHEHUST SBNSIETCH HanuMumMe 3aKMoYeHWst KOMUCCUM
9KCMEPTOB MNWN 3aKMOYEHMSI COBETa MO 3TMKE O HEBO3MOXHOCTM MPOBEAEHWUS KITUHWYECKOrOo UCCnenoBaHus
NeKapCTBEHHOro npenaparta Ans MEAULMHCKOrO MPUMEHEHUs Mo pe3ynbTaTam MNPOBEAEHHbIX 3KCNEPTU3,
NpeayCMOTPEHHbIX YaCTblo 6 HACTOSILLLEN CTaTbW.

9. PelueHne 06 oTkase B NpoBeaeHNM 3KCNepTu3bl OKYMEHTOB A NoMyYeHnsl pa3pelleHuns Ha NnpoBeaeHue
KNMMHUYECKOrO WCCNeAoBaHWsi NeKapCTBEHHOrO Mpenapata Ans MeAUUMHCKOrO MNPUMEHEHUss U 3TUYECKOWN
3KCMepTM3bl U B Bblgade paspelleHus Ha NpoBedeHne KIMHUYECKOro UccnenoBaHns NeKkapcTBEHHOro npenapara
ANs MeOUUMHCKOTO MpUMEHeHUst MoxeT OblTb o6kanoBaHo B nopsiake, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM
Poccwiickon depepaumm.

Cratba 39.1. dTnyeckas akcnepTmusa
(BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. OTuveckas JKCnepTmnsa npoBoAnNTCA COBETOM MO 3TUKe, Cco3daHHbIM B MNopdake, YCTaHOBJIEHHOM
YNOJTHOMOY€HHbIM depepanbHbIM OpraHOM UCMOSMHUTENBHOW BacTW, B LENSX Bblgaun 3aKOYeHUs 006 aTnyeckon
000CHOBaAHHOCTN BO3MOXHOCTM nposegeHna KIMHMYeCKOro wuccrneanoBaHna JiekapCTBEeHHOro npenapara Ansd
MeaNUMHCKOro npuMeHeHus.

2. Okcneptamm coBeTa MO 3TUKE MOryT ObiTb MNpeacTaBuTENM MEOMUUHCKMX OpraHm3auun, HaydHbIX
opraHm3aumi, obpasoBaTenbHbIX OpraHu3aumin BbiCLLEro 0Opa3oBaHus, a Takke NPeacTaBUTENU OOLLECTBEHHbIX
opraHuMsaumn, penunrmosHblX opraHu3auum M cpencTtBs MaccoBoW WHGopMauun. [aHHble 3KCnepTbl HEe AOSKHbI
HaxoaUTbCA B KakoW-iMbo 3aBMCMMOCTU OT pa3pabOoTyMKOB FEeKapCTBEHHbIX MpenapatoB M ApYyrvx vy,
3aUHTEPECOBaAHHbIX B pe3yrbTaTax 3TUYECKOW 3KCNEepTU3bI.

3. Onnata ycnyr akcnepToB COBETA MO 3TUKE OCYLLECTBMSETCA Ha OCHOBaHUMM [OroBOpa, 3aKMHYEHHOro
MeXay YNONMHOMOYEHHbIM doeaeparbHbIM OpPraHoOM UCMONTHUTENBbHOW BNACTW, KOTOPbIM CO34aH COBET MO 3TWKe, U
9KCMEePTOM COBETA MO 3TMKE, 3a CYET OWMIKETHbIX ACCUIHOBAHWW, NPEAYCMOTPEHHbIX YMOJTHOMOYEHHOMY
denepanbHOMY OpraHy MCMOMHUTENBHON BNACTW, KOTOPbIM CO34aH COBET NO 3THKe, B peaeparnbHoM broaxeTe Ha
COOTBETCTBYIOLLMIA rog Ha obecrnedyeHne ero AesTenbHOCTW, B pa3mepax, YCTaHOBIEHHbIX [1paBUTENbCTBOM
Poccuiickon ®egepaunn.

4. DkcnepThbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOA4ATENbCTBOM Poccuinckon
denepaumu.
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(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

5. CoctaB coBeTa No 3Tuke, MOMOXeHMe 06 3TOM COBETE, nopAaoK ero aedATernibHOCTU, TpeGOBaHI/Iﬂ K
KBaJ'IVId)VIKaLI,VIVI n onbity pa6OTbI no SKCFIepTHOIZ OUeHKe Hay4HbIX, MeOUUNHCKMX WU ITUYECKMX acCneKkToB
KNMUHUYECKMX MCCreaoBaHUN NekapCTBeHHbIX npenapaTtoB AnNA MeOUUMHCKOro npuMmeHeHusd, npeabsasnidemMble K
9KCnepTamMm coBeTa Mo 3TUKe, NopAAOoK opraHusaumm mn nposeneHuda 3TU4ecKom 3KCNepTu3bl, q)opma 3aKIMi4YeHnA
coBeTa No 3TUKe yCTaHaBnMBakdTCA YNONTHOMOYEHHbIM (bep,epaanblM opraHomMm NcnonHMTenbLHon Bnactun. Yucno
I'IpeﬂCTaBMTeJ'Ieﬁ MeaNLIMHCKNX OpFaHVI3aLI,I/Il7I HEe MOXEeT npeBblllaTb MNONIOBUHY OT obwero u4ucna 3KCnepToB
coBeTa No 3TUKe.

6. NHdopmMaums o coctaBe coBeTa Mo 3TUKe, MraHax ero paboTbl U TeKyllen AeaTenbHOCTU pa3MeLLaeTcs
Ha ou1LMansHOM carTe YNONMHOMOYEHHOTO heaepansHOro opraHa UCMONTHUTENbHOW BNacTu B ceTn "VIHTepHeT" B
YCTaHOBMNEHHOM UM MOPSiAKeE.

Cratba 40. [lpoBegeHMe KIIMHUYECKOrO MUCCnefoBaHUs JIeKapPCTBEHHOro npenapara Aans
MeaULIMHCKOro NpMMeHeHusA

1. PykoBoautenb MeOUUMHCKOW OpraHusauum, KoTopasi MpoBOAMT  KIMMHMYECKOe UWCCreqoBaHue
NlekapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEeHeHUsl, HasHadaeT uccnegoBaTtensl, OTBETCTBEHHOro 3a
NnpoBeAeHMe Takoro MCcnedoBaHUs U MMetoLLLero nevyebHyo cneumnanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAMMOMY
KNMMHUYECKOMY WUCCreoBaHUI0 NeKapCTBEHHOro npenapaTa, CO CTaxeM paboTbl Mo nporpammam KiMHUYECKUX
NCCrefoBaHMIn NeKapCTBEHHbIX MpenapaToB He MeHee YeM Tpu roga M Mo ero npeanoXeHuo HasHadvaet
covccriegoBaTenen U3 ynucna Bpaven aTom MeaULIMHCKOM OpraHn3aLmu.

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

2. WccnepoBatenb ocyllecTBrnsieT BbIOGoOp NauMeHToB, KOTopble MO MeAULMHCKUM NoKa3aHuMsIM MOoryT ObiTb
nMpuBneYeHbl K Yy4acTUO B KIMHWYECKOM WCCMEeAoBaHUMM NekapCTBEHHOro mnpenapaTta Ans MeguuUHCKOro
NPUMEHEHMSI.

3. WUccnepoeatene u couccrieqoBaTenyt AOSKHbI OblTb O3HAKOMIEHbI C pe3ynbTaTaMu AOKIMHUYECKOTO
UccrnefoBaHnsa NekapcTBEHHOMO CpeacTBa, coaepXalmmincs B Gpolutope uccrnegoBaTens, NPoeKToM NpoTokona
KIMUHUYECKOro UCCRedoBaHNs NekapCTBEHHOro npenapata AN MeAWUMHCKOTO MpUMeEHeHUsi, pa3pabGoTaHHbIM
pa3paboTyMKOM NEeKapCTBEHHOrO Mpenapata UM MHbIM HOPUAMYECKMM JIULOM, NPUBMEKAeMbIM K OpraHvsaumu
NpoBeAeHNs] KIMHWYECKOTO MCCredoBaHUA eKapCTBEHHOro npenapata Ans MeOuUMHCKOrO MpUMeHeHus, U
ApYrMMK MaTepuanamMmn Takoro UccrneqoBaHus.

3.1. PykoBoguTtenb MeguUMHCKON OpraHu3aumMmM B CPOK, HEe MpeBblakolmi Tpex paboumx gHen co gHs
Havana npoBeAeHUs KIMHUYECKOrO MCCreaoBaHusl NIEKAapCTBEHHOIO npenapaTta Anst MeAULMHCKOrO NPUMEHEHWS,
coobuaeT 06 3TOM B YMNOMHOMOYEHHbIN doefeparnbHbi OpraH UCNOSIHUTENBbHON BNacTu, BblgaBLUWA pa3peLLeHne
Ha nNpoBefeHWe Takoro UccrieoBaHus, No YCTaHOBMEHHOW UM dhopMe.

(vacTb 3.1 BBegeHa PeaepanbHbiv 3akoHOM oT 29.11.2010 N 313-03)

4. OpraHuzaumy, OCYLLECTBASIOWME  OpraHM3auuio  MNPOBEAEHUA  KIIMHWYECKOTO  UCCedoBaHus
flekapCTBEHHOro npenaparta Ans MeAWUMHCKOrO MPUMEHEHUS U yKasdaHHble B 4acTu 3 ctatby 38 HacTodAwero
denepanbHOro 3akoHa, B cnydyae HeobxoanMOCT BHECEHUS U3MEHEHWIA B MPOTOKON KIMMHUYECKOro MCCreaoBaHus
flekapCTBEHHOIO npenapata Ans MEeOULMHCKOrO MpUMEHeHus coobwaiT o6 3ToM B YNONMHOMOYEHHbIN
deaepanbHbIn opraH UCMOMHUTENBLHOW BracTu, BbldaBLUMW paspeLLleHne Ha NPoBEOEHME TaKoro uccrieqoBaHus,
no ycTaHoBNeHHOW UM hopme.

(B pea. PegepanpHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. ®dopma coobLLEeHNS O BHECEHUN U3MEHEHMWI B MPOTOKON KIMHUYECKOrOo UCCIEA0oBaHUsS 1eKapCTBEHHOIO
npenapara Ans MeauLMHCKOro NMpUMeHeHWs1 4oMkKHa coaepkaTb criefytolme CBeaeHus:

1) HaMMeHoBaHWe, MOEHTU(VKALMOHHBIN HOMEpP M AaTa NPOTOKOoMa KIMHUYECKOTO UCCNENoBaHUS;
2) paTa BHECEHUS] USMEHEHWIA B MPOTOKOJ KIMMHUYECKOro UCCIeA0BaHWS;
3) HanuMeHoBaHME U MEeCTO HaxOXaeHWs 3asBUTENS;

4) HanmveHoBaHWME opraHn3auunu, anBnequHon pa3pa60T'~WIKOM JIEKApPCTBEHHOIO npenaparta K opraHnsauunmn
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npoBeaeHna KInnmHM4YecKoro nccrneaoBaHusa (I'Ipl/l HaJ'II/I‘-IVIVI);

5) HanMeHoBaHNA N MeCTa HaxoXgeHUAa MeaULIMHCKUX opraHmsauMﬁ, B KOTOPbIX NpPOBOOUTCA KIMHUYEeCKoe
nccnenoBaHue;

6) gaTta Bblgavyn paspelieHna Ha nposeaeHne KNnMHN4YeCckoro nccnenosaHmna n HoMep 3Toro paspeLlleHund;

7) U3MEHEHUS, BHOCUMbIE B NPOTOKOM KIMUHUYECKOro NcCcnegoBaHus.
(4acTb 4.1 BBegeHa depepanbHbIM 3akoHoM oT 11.10.2010 N 271-$3)

5. B cpok, He npeBbllaoWmin Tpuauati pabounx gHel co OHst NOMyYeHUst ykazaHHOro B YacTu 4 HacTosLwen
cTaTtby COOOLLEHMS, YMONMHOMOYEHHBIN beaepanbHbli OpraH MWCMOMHUTENbHOW BRacTM paccMmaTtpuBaeT 3To
coobLleHne B YCTaHOBMEHHOM WM MOPSAKE W MPUHMMAET pelleHMe O BHECEHUW W3MEHEHWA B MNPOTOKON
KMMHWYECKOro MCCreaoBaHus NEeKapCTBEHHOrO npenaparta Ans MeaWLUMHCKOro NpuMeHeHust unv o6 oTkase BO
BHECEHUW TaKNUX M3MeHeHUN. Npy paccMoTpeHMn coobLLeHns 0 HEOOXOAMMOCTM BHECEHWS U3MEHEHMWI B NPOTOKON
KIMMHNYECKOro MCCNeaoBaHWUs IEeKapCTBEHHOro npenaparta Ans MeOULMHCKOTO MPUMEHEHMS B LENsX OLEHKM
060CHOBaHHOCTW NpeanaraemMblX M3MEHEHUI U OMpeaerneHus CTeNeHW pucka Anst NauueHToB, NPUHUMAOLLKX
yqyactne B KIIMHUYEeCKMX uccrnenoBaHuax, ynormHOMOYEeHHbIM q)ep,epaanblM opraHomMm WCMOJSTHUTENbHOW BNacTu
MOTIyT NpuBNEeKaTbCA 3KCNepTbl COBETaA NO 3TUKE.

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

6. KnuHnyeckoe nccnegoBaHne fekapCTBEHHOMO npenapaTta Ansi MeQULMHCKOrO NMPUMEHEHNS] MOXET ObiTb
MPUOCTAHOBMNEHO WNX MNPEKpalLleHo, ecnu B Mnpouecce ero npoBefeHns obHapyXeHa OnacHOCTb AN XKU3HWU,
340p0oBbA NauMeHTOB. B cny4yae BO3HWMKHOBEHUA OMacHOCTU ONnA XWU3HW, 300pOBbA MauueHTa, y4dacTBylollero B
KMMHUYECKOM MCCNeaoBaHUM JNEKapCTBEHHOrO npenapaTta Ans MeAMUMHCKOTO NPUMEHEHUs, MUccrenoBaTenu
006s13aHbl NpoMHOPMUPOBaTbL 06 3TOM PYKOBOAUTENS MEAULMHCKON OpraHnsaumMm M OpraHu3auuio, nonyymBLLYHO
paspeLueHne YrnorHOMOYEHHOro dheepanbHOro opraHa UCMONMHUTENbHOM BAcTU Ha OpraHM3auuvilo NpoBeaeHus
KMMHUYECKOrO WCCIEeNOBaHNA JeKapCTBEHHOro npenapaTta. PeleHve O NPUOCTAHOBEHUM  KITUHWYECKOIO
nccnefoBaHusi NEKAPCTBEHHOro MpenapaTta  Ans  MEeAMUMHCKOrO MPUMEHEHUS MNPUHUMAaOT  PYKOBOAWTENb
MEANLUMHCKON opraHmsaumm u (Mnu) opraHmsaumsi, nomydmeLlasl paspelleHre YnoTHOMOYEHHOro dedepanbHOoro
opraHa WCMONHUTENBbHOW BNAcTM Ha OpraHuMsauuio NPOBEOEHMST KITMHUYECKOTO WCCNEOOBaHWUs NeKapCTBEHHOro
npenapata Ans MeOWLUMHCKOTO MPUMEHEHUS, PELIeHMe O MpeKpalleHnuM TaKoro WCCneaoBaHust MpuHMMaeT
YMNONTHOMOYEHHbIN doeaepanbHbli opraH WCMONTHUTENBHOM BNAacTU Ha OCHOBAHWMM COOOLLEHUS B MUCbMEHHOWN
dopme  pykoBoaMTENsST  MEOWLUMHCKOW  OpraHuM3aumMuM  WnM  opraHusauusl, nonyuyuBlIas  paspelueHue
YMNONTHOMOYEHHOrO hefeparnbHOro opraHa MCMOMHUTENBHOW BNACTM Ha OpraHn3aumio NPOBEAEHUS KIMHUYECKOrO
nccnenoBaHusi NEKApCTBEHHOIO NpenapaTta Ans MeAMUMHCKOTO NPUMEHEHWS.

7. B cpok, He npeBbiwawowmi natM paboymx OHEN CO OHA 3aBEPLUEHUS, NPUOCTAHOBIIEHMST WK
npekpaLweHnst KIMHUYECKOro MWCCreaoBaHus fekapCTBEHHOro npenapaTta Ans MeAWUMHCKOrO MpUMEHeHUs,
coobuwieHne o6 9TOM HampaBnseTCA OpraHM3auusiMy, ykasaHHbiIMM B 4actu 3 crtatbu 38 HacTosiero
denepanbHOro 3akoHa, B YNOMHOMOYEHHbIN heaeparnbHbI OpraH UCMOMHUTENBHOW BRacTu NO yCTaHOBNEHHOW UM

dopme.

8. ®opma coobLLEHVsI O 3aBepLUEHUM, NMPUOCTAHOBIEHUN UMW NPEKPaLLEHNN KITMHUYECKOro MccrieqoBaHus
NlekapCTBEHHOro npenapaTta Afsi MEAULMHCKOrO NPMMEHEHNS OOIKHA coaepkaTh:

1) MHopMaLMIO O MeOULMHCKON OpraHvM3auuyM Mnu MeAVMUMHCKUX OpraHusauusix, NpoBOAMBLUMX AaHHOe
nccrnegoBaHue;

2) onucaHvne 4aHHOro NCCeaoBaHus;

3) A[aHHble wuccnepoBaTens (pamunusi, UMsl, OTYECTBO, MeCTO paboTbl, 3aHMMaeMasi [OOMKHOCTb,
crneumnanbHOCTb, CTaX paboTbl MO nporpammam  KiMHUYECKUX WCCredoBaHU NeKapCTBEHHbIX MpenapaTtos,
nepeyeHb KIMHUYECKUX UCCreoBaHW NekapCTBEHHbIX MpenapaToB, B KOTOPLIX OH NPUHUMan yvacTue (nepuogbl
y4yacTusl) B ka4ecTBe UCCnenoBaTenst U couccrieqoBaTens);

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTtat AOaHHOINo WwuccrenoBaHuA (3aBepLIJeHVIe, npunocTtaHoBIIEHME WUNM npeKkpaweHne aaHHoro
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"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
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nccnefoBaHusi C ykasaHMeM WX MPUYUH U BAWSHWMA Ha OLEHKY ero pesynbTarToB, OOLLYyI OLEeHKy pucka wu
OXmgaemon nonb3bl OT MPUMEHEHUA UCCIeQyeMoro IekKapCTBEHHOro rnpenapata, a Tawke npegnonaraemMble
AanbHenwne AencTems).

8.1. lpu BbiIgBNEHUM deaeparnbHbIM OPraHOM UCMOMHUTESNbHOW BNAcTW, OCYLLECTBASAOWMM (PYHKUMM MO
KOHTPOSIO 1 Haa30py B cdepe 30paBoOOXpaHEeHUs, HapyLIEHWIA NpaBun Hagnexalen KNUHNYEeCKon NpakTUKKA npu
nNpoBefeHMN KIUHUYECKOrO UCCNeaoBaHUsa NeKapCTBEHHOro npenaparta, BAUSIOWKUX Ha MOMAHOTY W (Unu)
[OCTOBEPHOCTb AAHHOIO KIMHMYECKOro UCCeAoBaHNs, Yka3aHHbIN dheaepanbHblid OpraH UCMOMHUTENbHOM BNacTu
npuocTaHaBnMBaeT NPoBeAeHNE OaHHOMO KITMHUYECKOro nccrneaoBaHms 1 BbIHOCUT MEAULMHCKOW opraHmusaumum, B
KOTOpOM MNPOBOAUTCS [LaHHOE KIMHMYECKOe WccrnedoBaHue, npeanucaHne o6  ycTpaHeHUW BbISIBNIEHHbIX
HapyweHui. lpu HeycTpaHeHUM MEeOULMHCKON OpraHusaumelnt BbISIBNEHHbIX HapyLleHWA B YCTaAHOBIEHHbIA B
npeannucaHnn CPoK YKasaHHbIM - dpeaepanbHbIl  OpraH  WUCMOSMHUTENbHOW BNacTM NPUHMMAaET pelleHve o
npekpawieHn npoBeaeHUs KIUHUYECKOrOo WUCCNeaoBaHMs FeKapCTBEHHOro npenaparta W HanpaenseT B
denepanbHbIl OpraH MCMONTHUTENbHOW BacTW, OCYLLECTBRSOWMIA YHKUMM MO BbipaboTke W peanusauum
rocyaapCTBEHHOW MOMAUTUKN N HOPMATUBHO-MPABOBOMY PEryriMpoBaHuio B chepe 34paBOOXPaHEHUS, 3aKnoyeHne
O BbISBNEHUN NPU NPOBEAEHUMM [OAHHOrO KIMHWYECKOrO WCCMNEeaoBaHUS HapyLleHWn npaBun  Haanexallemn
KNMMHWUYECKOWN NPaKTUKM ANS NPUHATUS pelleHnst 06 OTMeHe paspelleHusl Ha OpraHu3auuio NpoBeaeHnst aHHOro
KNMUHUYECKOTO WUCCNEeAOBaHUA C AaTtbl MPUHATUSA pelleHnss O MNPUOCTaHOBMNEHUN MPOBEAEHUS KIUHUYECKOrO
nccnepoBaHus NiekapCTBEHHOMO npenaparTa.

(4acTb 8.1 B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNOnHOMOYEHHbI dheaepanbHbii OpraH UCNOSNTHUTENBHOM BNacTu onybrnukoBbIBaeT M pasMellaeT Ha
CBOEeM oumumansHOM caiTe B ceTh "VIHTepHeT" coobLueHne 0 3aBepLleHnn, NPUOCTaHOBNEHNN UK NpeKpaLleHum
KMMHWYECKOrO UCCREefoBaHUA NeKapCTBEHHOro npenapata Ans MEeAUUMHCKOrO MPUMEHEHUs B CpOK, He
npeBbiWaLWnA NATU pabounx gHen Co OHA ero NonyyYeHus, B yCTAaHOBNEHHOM MM Nopsiake.

10. YnonHomMo4eHHbIN denepanbHbil OpraH WCMOMHUTENBbHOM BacTM OCYLLECTBNSET BedeHWe peecTpa
nccnegosarenen, NPOBOASALLMX UMK MPOBOAMBLUNX KIMHUYECKNE UCCINEAOBAHNSI NIEKAPCTBEHHbIX NpenapaToB as
MEOWLIMHCKOrO NPUMEHEHUsI, B COOTBETCTBUMWU C YTBEPXKAEHHBIMW MM MpaBunaMu M pasMellaeT ero Ha CBOEM
odumumanbHom cante B cetn "HTepHeT" B YCTAHOBMIEHHOM WM MOPSAAKe. YKa3aHHbI pPeecTp COAEPXUT
NMHopmMaLno, NPegyCMOTPEHHYIO MYHKTOM 3 4YacTh 8 HacToALLEen CTaTbu.

11. OTyeT o0 pe3ynbTaTax KIMHUYECKOrO WUCCNEAOBaHWS NeKapCTBEHHOro npenaparta Ansi MegULMHCKOro
NPUMEHEHNST COCTaBNSIETCS OpraHu3aumen, ykasaHHon B Yactm 3 ctatbu 38 Hactosiwero deaepanbHOro 3akoHa,
Ha OCHOBaHUM 3aKMOYEHUA MEOMULMHCKAX OpraHunsauvin, NpoBOAMBLLMX 3TO WCCIELOBaHME, U NpeacTaBnseTca B
YNONTHOMOYEHHbIN dheaeparnbHbli OpraH MCNOSTHUTENBHON BNAacTW, BbiAaBLUMIN pa3pelleHne Ha NpoBeaeHne 3Toro
nccnenoBaHusi, B CPOK, HE MPEBbIIAWMIA TPEX MECSILEB CO AHS €ro 3aBepLUEHWsi, MPUOCTAHOBMEHUSI WK
npekpaLleHusi, B Nopsiake, yCTaHOBNEHHOM YMONTHOMOYEHHBIM (hefeparnbHbIM OPraHOM MCMOMHUTENBHOW BRAcCTW.

12. HapylweHne npaBun Hagnexallemn KMHUYECKON NpakTukn, danbcudukauns pesynbTaToB KIMHUYECKOro
NccriegoBaHMs NIEKapCTBEHHOIO npenaparta A1 MeOULUHCKOIO NPMMEHEHMS BIEKyT 3a cOGOM OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickon egepauun.

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

13. lNpn npoBegeHMM KIIMHUMYECKOrO WCCMEAOBaHUA IIeKapCTBEHHOro npenaparta Aans MeauuUHCKOro
NpMMeEHeHWs gonyckaeTtcs 3abop y naumeHToB Buonormdecknx marepuanos (06pasubl G1ONOrMYecKnx XnarKocTen,
TKaHEN, CEKPETOB U NPOAYKTOB XU3HEOEATENbHOCTM YernoBeka, (M3nNonormyecknx 1 NaTtonormyeckmx BbigeneHumn,
Ma3KoB, COCKOOOB, CMbIBOB, MUWKPOOPraHW3MOB, OVOMNCUWHBLIM MaTtepuan) Ans ux wusyydeHmss B Poccuiickon
depepaumm u (unu) 3a npegenammu Poccuiickon degepaunn.

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

14. Tlopsagok BBo3a B Poccwuiickyto ®degepaunio u BbiBo3a 3a npegenbl Poccuickon ®depepaunm
BGuonorMyecknx MarepuarnosB, MOMYyYEHHbIX MNPY MNPOBEOEHMM KITMHWYECKOTO WCCIeQ0BaHUSA JFEKapCTBEHHOMO
npenapata 4ns MeanuMHCKOro NpMMeEHeHus1, yctaHaBnueaeTcs [pasutensctBom Poccuiickon Pegepaumm.

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

Cratbsa 41. D,OFOBOp O nNpoBeAeHun KinnHn4Yeckoro mccnegoBaHumsa nekKkapCcTtBeHHOro npenapara Ans
MeaANLMNHCKOro npumMmeHeHusA

www.consultant.ru Crpanvua 79 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3BEEE46EC25DCC5DDC4CFEFDE64A3833418A09F103FF4B5482BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE38E6E56FC651CC5DDC4CFEFDE64A3833418A09F103FF4B5687BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE38E9EF6CC75CCC5DDC4CFEFDE64A3833418A09F103FF4B558ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE38E9EF6CC75CCC5DDC4CFEFDE64A3833418A09F103FF4B558ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3BEEE46EC25DCC5DDC4CFEFDE64A3833418A09F103FF4B5482BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE569C55FCC5DDC4CFEFDE64A3833418A09F103FF4D5185BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE569C55FCC5DDC4CFEFDE64A3833418A09F103FF4D5184BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEFE66EC751CC5DDC4CFEFDE64A3833418A09F103FF4B5482BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE569C55FCC5DDC4CFEFDE64A3833418A09F103FF4D518BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

1. KnuHnyeckoe nccnegoBaHue NeKkapCTBEHHOro npenaparta ana MmeguumMHCKOro npumMmeHeHna npoBognTcAa B
COOTBETCTBMM C [O0roBOpOM O nNpoBedeHun KIMHU4YeCKoro wuccnenoBaHua IekapCTBeHHOro rnpenaparta Aand
MeOQNLUMHCKOro npuMeHeHua, 3aknivaemMmbiMm Mexny opransau,Melh, I'IO.I'IyLII/IBLLIeIZ paspelieHne ynoriHoMo4eHHOro
cbep,epaanoro opraHa WCMNONHUTENBHOW BNactn Ha OopraHu3auuio npoeeneHna Takoro wuccnenosaHua, U
MeauLMHCKON OpFaHl/I3aLl,l/Iel7I, OcyLIJ,eCTBJ'IFHOLLI,eﬁ nposeneHne Takoro nccrnenoBaHuA.

2. ﬂ,OFOBOp O npoBeAeHnn KIMMHUYECKOro mnccnenoBaHuda InekapCTBEeHHOro npenapara gnlnda mMeanuuHCKOro
npuMeHeHua OO0IKeH coaepXaTb:

1) yCcnosua U CPOKU npoBeaeHna aHHOro nccnenoBaHua;

2) onpepeneHne O6L|J.el71 CTOMMOCTM nporpamMmmbl OaHHOro wuccnegoBaHnA C yKa3aHuem CyMMbl,
npe/:lHa3HaL|a+ou.|.el71c;| Ang BbiNnaT nccrnegoBsartendam, conccriegoBaTtenam;

3) onpegeneHne OpMbl NpeacTaBneHns pesynbTaToB [aHHOrO UCcnefoBaHuMs B YNOMHOMOYEHHbIN
denepanbHbii OpraH UCNOMHUTENBHON BNACTW.

Cratba 42. ®uHaHcOBOe obGecrne4vyeHne KIMHUYECKOro MCCnenoBaHUs NeKapCTBEHHOro npenapara
Ana MmeauuMHCKOro npumMmeHeHus

®durHaHcoBoe obecneveHme KIMHUYECKOro MCCnenoBaHus NlekapCTBeHHOro npenaparta gna meguumHCKoro
npuMeHeHUsa OCyLLEeCTBIAETCA 3a CHEeT.

1) cpencTB dhegepanbHOro GIOMKETA;

2) cpeacTB opraHuM3auui, NonyyMBLIMX paspelleHre Ha opraHnsaLmio NpoBeAeHWst 4aHHOro UccreaoBaHus,
B COOTBETCTBUM C YCIOBUSIMW [JOrOBOpa O €ro NpoBEAEHUN;

3) MHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon denepaumm NCTOUYHMKOB.

Cratba 43. lNpaBa nauueHTOB, y4acTBYHWOLWMX B KIMHUYECKOM MHCCIleAOBaHUN NEeKapCTBEHHOro
npenaparta Ans MeAULUHCKOro NpUMeHeHus

1. YyacTMe nauMeHToB B KIMHWYECKOM WCCeqoBaHWun NNeKapCTBeHHOro npenapara Aana mMeanuuHCKOoro
NpUMEeHeHUda ABndeTCcA ,CI,O6pOBOJ'IbeIM.

2. MNMaumneHT nnmn ero 3aKoHHbIN NpeacTaBUTENb JOITKEH OblTb MHPOPMUPOBAH B MMCbMEHHON hopMme:

1) 0 NekapcTBEHHOM MpenapaTte Ans MeQULMHCKOro MPUMEHEHUS U CYLLHOCTM KIMUHUYECKOro UCCReaoBaHns
3TOro NnekapcTBEHHOro npenapara;

2) o 6Ges3onacHOCTM NEeKapCTBEHHOro npenapata Ans MeOWUMHCKOTO MPUMEHEHUS, €ero oXugaemon
3P PEKTUBHOCTU M CTEMEHN pUCKa AN NAUUEHTa;

3) 006 ycnosuax y4dyactuna naumeHta B KIUMHUYECKOM UcCnenoBaHWW JiekapCTBEHHOro npenaparta Aand
MeaNLUMHCKOro NnpuMeHeHus;

4) O uenn mnu uenax n npoaosnKUTeribHOCTU KIMMHNYEeCKOro nccriegoBaHuA J1ekapCTBeHHOro npenaparta and
MeaNUMNHCKOro NnpuMeHeHus;

5) o gencrTBusAx naumeHTa B criyvyae HenpeaBuaeHHbIX 3hekToB BNUAHMSA NIEKapCTBEHHOIrO npenaparta aAng
MEOMNLUHCKOIO MPUMEHEHUS HA COCTOSIHUE €ro 310POBbS;

6) 06 ycrnoBusix 0683aTenNbHOr0 CTPaxoBaHUSA XN3HW, 300POBbs NALMEHT;

7) O rapaHTunax KOH(*)VIﬂ,eHLI,VIaJ'IbHOCTI/I y4actua naumeHTa B KIMMHUYeCKOM UuccriegoBaHnn nekapCTtBeHHOro
npenaparta gnd MmeanumHCKOro npuMeHeHu4.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

3. ,D,O6pOBOJ'IbHOG cornacve nauumeHTa Ha ydactne B KIMMHUYECKOM WuccrnengoBaHUnM IeKapCTBEeHHOro
npenaparta ana MeguuuHCKOro npuMeHeHud noAaTBepXXaaeTcda €ro noanucbro unn nognnucbrd ero 3akoHHOro
npeacrtaBuTena Ha MH(bOpMaLI,VIOHHOM JINCTKe nauuneHTa.

4. TlaumMeHT unn ero 3aKoHHbIN npeacrtaenTerlb UMeEEeT NnpaBO O0TKa3aTbCA OT y4daCTud B KIIMHUWYECKOM
ncecnengoBaHUMM nekapCcTtBeHHOro npenapara And MeauuuMHCKOro npuMeHeHua Ha nobon cragumn npoeseneHundA
TaKkoro nccneanoBaHu4.

5. NpoBeaeHne KMMHMYECKOro NCCnefoBaHWs NekapcTBEHHOro npenapara Anst MEAULMHCKOro NpUMeEHEeHWs
C y4acTueM B KayecTBe NauMeHTOB AeTel JoNnycKaeTCsl TONbKO C Cornacusi B NMCbMEHHOW hopme ux poauTtenen,
ycbiHOBUTENEN. [leTM MOoryT paccMaTpuBaTbCsl B KayeCTBE MOTEHUManbHbIX MaluMeHTOB Takoro uccriefoBaHus,
TONbKO eCcnu ero npoBefeHne HeobXoaAMMO AN YKPenneHns 300poBbst AeTer nnm NpounnakTukm MHEKLNOHHBIX
3aboneBaHnin B OETCKOM BO3pacTe NMOO ecrniv Lenblo Takoro WCCefoBaHWsA SABMSETCA MONydYeHUe AaHHbIX O
Hauny4llen J03NPOBKE NEKAPCTBEHHOMO npenapara Ans nedexHus aeten. B atux cnydvasix Takomy mccneaoBaHuio
OOMKHO MpeaLwecTBOBaTh KIUHWYECKOE UCCnedoBaHWe rekapCTBEHHOro npenapata Ans  MeauLUMHCKOro
NMPUMEHEHMS Ha COBEPLLEHHONETHNX rPaXaaHax, 3a UCKIIOYEHNEM CryYaeB, eCNn UCCNeayeMbI NeKapCTBEHHbIN
npenapat Ans  MEeOWUMHCKOTO  MPUMEHEHUs  npefHasHayeH  MCKMYMTENbHO AN UCMONb30BaHUs
HeCcoBepLUEeHHONEeTHUMU rpaxgaHaMu.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. Sanpeu.l,aeTCﬂ npoesegeHune KrnnHM4eckKoro nccneanoBaHna nekapcTtBeHHOro npenaparta and meguumnHCKoro
npuMeHeHnda C ydactnem B KadecTtBe nayneHTOB:

1) peTen-cnpoT 1 geTen, octTaBLmMxca 6e3 nonevyeHnsa pognTenen;

2) XeHWMH B nepuog OepeMeHHOCTW, XEHLMH B Mepuog FPyLHOr0 BCKApPMIMBaHWS, 3a MWCKIOYEHWEM
CryyaeB, ecrnv MpOBOAUTCS KIMHUYECKOE WUCCMEQoBaHWE NeKapCTBEHHOro npenapaTa, npeaHa3HavyeHHoro Ans
YKa3aHHbIX >KEHLUWMH, MpPU YCIOBUU HEOBXOAMMOCTM MOMNy4vYeHus UH(OpMaUMU TONMbKO BO BpPEMST MpOBEAEHUS
COOTBETCTBYIOLUMX KIMHUYECKMX WCCNEAOBAHUA M MPUHATUA BCEX HEOOXOOUMBIX MEpP MO WCKIIOYEHMIO pucka
HaHeceHUsi Bpeaa XeHLUMHe B nepuos 6epeMeHHOCTH, XEHLLMHE B NEPUOS rpyaHOro BCKapMIvMBaHusi, Nrogy unu
pebeHky;

3) BOEHHOCNYXaLLMX, 32 UCKITIOYEHMEM CITy4YaeB MPOBEAEHUS KIMHUYECKOrO MCCreaoBaHUs NeKapCTBEHHOTO
npenapaTa, crneumanbHO paspaboTaHHOro ANs NMPUMEHEHUsI B YCNOBUSIX BOEHHbLIX OENCTBUNA, Ype3BblYaNHbLIX
cUTyaumn, npodunakTukm M nedYeHust 3aboneBaHuMn U MOPaXKEeHWN, MONyYEHHbIX B pe3ynbTare BO3AENCTBMS
HebnaronpUATHBIX XUMUYECKNX, BUONMOrMYECKNX, pagmaLMoHHbIX hakTopoB. KnuHuyeckoe uccnenoBaHue Takoro
NeKapCTBEHHOrO npenapaTa MOXeT MNPOBOAMTBCA C yYacTMEM B KayecTBE MAUMEHTOB BOEHHOCNYXalluX, 3a
NCKITIOYEHNEM BOEHHOCHYXAaLLUUX, MPOXOASLMX BOEHHYK Cryx0y Mo npusbiBy, ¢ cobniogeHnem TpeboBaHui,
YCTaHOBIEHHbIX HacTosAWMM PeneparnbHbIM 3aKOHOM B OTHOLLEHWUW FPpaXaaHCKUX N,

4) cCOTPYyOHMKOB NMPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBaKOLWMX Haka3aHVWe B MecTax nuweHust cBoboabl, a Takke Nninl, HaXOAALWMXCS NoA CTpaxken B
CrneacTBEHHbIX U3onaTopax.

7. DonyckaeTcsa npoBegeHne KIMHUYECKOrO UCCMeaoBaHUsA NEKapCTBEHHOIO npenapata Anst MeguuuHCKOro
NPUMEHEHWS1, NpedHa3Ha4YeHHOro ANs JIE4YEHUs NCUXUMYECKNX 3aboneBaHun, C ydacTMem B KayecTBe MauueHToB
iy ¢ Ncuxuyecknmy  3aborneBaHusMKM, NPU3HAHHLIX  HedeecnocobHblMM B MoOpsgke,  YCTAHOBIIEHHOM
3akoHogartenbcTBoM Poccuiickon Pepepaummn. KnuHnveckoe nccriegoBaHue NeKapCTBEHHOrO npenapaTta B 3TOM
crny4ae NPOBOAMTCS MPU HaNMYMM Cornacus B MMCbMEHHON (DOpPME 3aKOHHbIX NpeacTaBuTeNen Yyka3aHHbIX ML,

CrtaTbsa 44. O6Ga3aTenbHOe CTpaxoBaHWe XXU3HU, 340POBbsA NaLMeHTa, y4acTBYHOLEro B KNMMHUYECKOM
uccnenoBaHUMM rekapcTBEHHOro npenapara aAnsa MeguUMHCKOro NnpuMeHeHust
(B pea. PegepanpHoro 3akoHa ot 29.11.2010 N 313-93)

1. Opl’aHVISQLI,VIFI, nony4ymBllaa paspelweHne Ha opraHm3auuio npoeeneHnd KIMHUYeCKOro mccrnenoBaHuA
JIEKapCTBEHHOIoO npenaparta gnd MeguuuHCKOro rnpmMeHeHuAd, obsizaHa B kadecTBe CTpaxoBaTesid CTpaxoBaTb
PUCK NpUYNHEHUA Bpena XWU3HW, 300POBbHO NauneHTa B pesylnbTate rnpoBeneHnA KIMHUYeCKOoro unccnenoBaHuA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NIEKapCTBEHHOro npenapata AanAa MeguuuHCKOro npuMeHeHua 3a CcBOM cueT nyTemM 3aKr4eHuna [Oorosopa
0ba3aTenbHOro CTpaxoBaHuA.

2. O6bekToM 0bsi3aTENbLHOrO CTpaxoBaHNA ABNAETCA MMyU.leCTBeHHbIVI MHTEpeC nauneHTa, CBsI3aHHbIN C
npunynHeHnemMm Bpeda ero X1M3Hnm unm 300pOBbH0 B pedynbTate npoBeaeHnd KIMHUYEeCKOro wuccrieaoBaHuA
NekapCTBeHHOro npenaparta gna MmeauunHCKoOro npuMeHeHus.

3. CTanOBbIM cny4yaeM no AOoroesopy obsizaTenbHoro CTpaxoBaHUA dABNAeTcA CMepTb nauneHta unu
yxXyguweHme ero 3aopoBbA, B TOM 4uUCNe BlieKyllee 3a cobom yCTaHoBI€HNne WHBaNMAHOCTU, MpU Hann4um
I'IpM‘-II/IHHO-CJ'Ie,D.CTBeHHOﬁ CBA3N Mexay HacTtynieHunem 3TOoro cobbiTns ” yqyactnemMm nauueHta B KIMHUYECKOM
ncenenoBaHUM NekapCcTBeHHOro npenapara.

4, Tpe6OBaHM$| O BO3MelleHun Bpena, NPUHYNHEHHOrO XXMU3HU U 300POBbLI0 MauneHTa, NpeabABNATCA B
Te4yeHne CpoKoB WNCKOBOW 0aBHOCTU, YCTaHOBJI€HHbIX rpaKgaHCKMM 3aKOoHOA4AaTENTbCTBOM.

5. Pasmep CTanOBOﬁ BbinfaTbl NO OOroBopy obsi3aTenbHOro CTpaxoBaHUA COCTaBIAeT:

1) B cnyyae cMepTV naumMeHTa [Ba MWNMMOHa pybren Ha Kaxgoro naumeHTa, yyYacTBOBaBLUEro B
KIMMHNYECKOM UCCreqoBaHMM NiekapCTBEHHOTO npenapara;

2) Npun yxXyALweHun 300opoBbs NaumeHTa:

a) noenekweM 3a cobol ycTaHOBNEHNE UHBaNMAHOCTU | rpynnbl, OANH MUMIMOH NSTLCOT ThicaY pybnen Ha
Ka)kgoro nauueHTa, y4acTBOBaBLUErO B KITMHUYECKOM MCCea0BaHUM NIeKapCTBEHHOIO NpenapaTa;

0) noBnekwem 3a cobon ycTaHOBMeHue uHBanuaHocth |l rpynnbl, oguH MUNAMOH pybnem Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCMEeNOBaHUM NIEKapCTBEHHOIO NpenapaTa;

B) nosrekwem 3a cobon ycTaHoBrneHne uHBanugHocTu Il rpynnbl, NATBCOT Thicad pybnem Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCIenoBaHUN NEKapCTBEHHOIO Npenapara;

r) He NnoBnekwem 3a cobon yCTaHOBMEHMSA MHBANMOHOCTU, He Bonee Yyem TpucTa Thicsy pybrnen Ha KaxKgoro
nauueHTa, y4acTBOBABLUEIO B KIMHWYECKOM UCCINENOBaHNM NEKApPCTBEHHOrO npenaparta, UCXOAa U3 HOPMaTuBOB,
OTpaXalLNX XapakTep W CTeneHb MNOBPEXOEHWS 300pOBbsl, @ Tawke (aKTUYECKM MOHECEHHbLIX MauueHTOM
pacxofoB, BbI3BaHHbLIX MOBPEXOEHWEM 300POBbSl, HA MEAULMHCKYIO MOMOLLb, NPUODpPETEHNE neKapCTBEHHbIX
npenaparos.

(nn. "r" B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa o0053aTenbHOr0 CTpaxoBaHWsi He MOXeT ObiTb MeHee, 4YeM CpOK NpoBedeHus
KMMHWYECKOro UCCNeaoBaHUsi NEKAPCTBEHHOMO Npenapara.

8. Ycnoeusa goroBopa 06s13aTenbHOr0 CTpaxoBaHusl, B TOM YWcCe cTpaxoBble Tapudbl No obsisatenbHOMY
CTPaxoBaHWUO, MepevYeHb HeoBXOAMMbIX [OKYMEHTOB [Asi OCYLECTBIIEHMS CTPaxOBOW BbiMnaThl, MOPSAOK
YCT@HOBMIEHUS1  CTpaxoBaTeneM  WHAMBMOYanbHOrO  UAEHTUMMKALMOHHOIO  KOga  nauueHTa,  Mopsifok
MHOPMUPOBaHNA  CTpaxoBaTenieM CTpaxoBLUMKa O TMPUBMEYEHHbIX K  KIMHUYECKOMY  WUCCReaoBaHuto
NeKapCTBEHHOro npenapaTta Ans MeaWMUMHCKOro MpUMEHEHWUst nauueHTax, NMopsigok ynnaTbl CTPaxoBOW Mpemum,
NopsiAoOK peanusauum onpeaeneHHbix HacToswmum degepanbHbiM 3aKOHOM UM ApYrMMU doefepanbHbIMU 3akoHaMuM
npaB M 00s3aHHOCTEN CTOPOH MO AOroBopy 00S3aTENbHOIO CTPaxoBaHUS, a Takke HOpMaTMBbI, OTpaarolime
XapakTep M CTeneHb MOBPEXAEHNS 300pPOBbs, YCTaHaBNMBAKOTCA TWMNOBbLIMK MpaBunamm 06s3aTenbHOro
CTpaxoBaHus.

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

9. B cnyyae npudnHeHua Bpena >XW3HW nauueHTa, ydyacTBoBaBLUEro B KIIMHUYECKOM WUccreaoBaHUU
JIEKapCTBEHHOIo npenaparta, Bberﬂ,OI’IpVIOGpeTaTeJ'IFIMI/I no AO0oroesopy obsizaTenbHOro CTpaxoBaHNA ABNAKTCA
rpaxgaHe, nMmeruie npaBo Ha BO3MeLleHne Bpeaa B Crlydae CMepTu KopMurbLa B COOTBETCTBUU C NpaxXaaHCKUM
3akoHOOAaTEesNIbCTBOM, TMNpu OTCYTCTBUM TaKUX TrpaxgaH - poautenun, Ccynpyr, AOetn ymepuwero nagueHTa,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

y4yacTBOBaBLUEro B KMNUHUYECKOM WCCMEeAOBaHUM NeKapCTBEHHOro npenapata, B crydyae CMepTu nauueHTa,
y4YacTBOBABLUEro B KNUHUYECKOM WCCNEAoBaHUM NEeKapCTBEHHOro npenapara U He UMEBLLEro CaMOCTOATENbHOMO
[0X0Aa, - rpaxkaaHe, Ha WKOMBEHUM KOTOPbIX OH HAXOAWUMCS, B OTHOLLEHUM BO3MELLEHWA pacXxoaoB Ha norpebeHune
naumeHTa, y4acTBOBaBLUEro B KMMHUYECKOM WUCCrefoBaHUM NEeKapCTBEHHOro npenapaTta, - Nuuo, NoHecllee Takue
pacxogbl.

10. CTanOBaFl BbiNflata B CYHET BO3MeLWleHUA Bpeaa, Npu4nHEeHHOro Xmn3Hun nauneHta, ydacTtBOoBaBLLUEIO B
KIMMHUYECKOM WUuccnegoBaHUnM nekapCTBeHHOro npenaparta, pacnpenendeTrca mMexay BbIFOﬂ,OI’IpMO6peTaTeJ'IF|MI/I
nponopunoHarnbHO UX KONMNYEeCTBY B paBHbIX A0NAX.

11. an HaCcTynneHnn cCTpaxoBoro criyvyad nauuneHT, y‘-IaCTBOBaBLLII/IIZ B KIMMHU4YEeCKOM wumccnegoBaHnn
NNekapCTBEeHHOro npenaparta, Bber,El.OI'IpMOGpeTaTeJ'Ib Bnpaee npeabdABUTb HENocpeaCTBEHHO CTPaxoBLUUKY
TpeGOBaHMe O BO3MelWeHun npuv4nHeHHoro Bpeaa. CTanOBaﬂ BbiNnflata OCyLleCcTBNAeTCA CTpaxoBLIWMKOM B
TedyeHne TpuauaTtun OHen co AaHs npencraeiieHna HeO6XO,D,I/IMbIX OOKYMEHTOB. MauueHT, yLIaCTBOBaBLIJI/II7I B
KIMMHWYECKOM unccnegoBaHnM JnekapCcTBeHHOro npenaparta, wWunu BbIFOp.OI'IpMO6peTaTeJ'Ib 06s13aH COO6LIJ,|/1TI:
CTpaxoBLUMKY OnA OCyLlecTBreHns CTanOBOIZ BbINnaThbl I/IHJJ,I/IBI/IJJ,yaJ'IbeIIZ I/IJJ,eHTI/I(*)I/IKaLlI/IOHHbIIZ Ko4 nauuneHTa,
yCTaHOBJ'IeHHbIﬁ CTpaxoBaTtesyieM B COOTBETCTBMU C TUNOBbIMU NMpaBuiiaMmu obsi3aTenbHOro CTpaxoBaHUA.

12. [Jo nonHoro onpefeneHus pasmepa nogfiexallero BO3MELLEHMIO Bpeda CTPaxoBLUMK NO 3asBEHUIO
nauMeHTa, Yy4yacTBOBaBLUErO B KMIMHUYECKOM WCCIEeAOBaHMU JIeKapCTBEHHOrO npenaparta, WM 3asiBAeHuto
BblrogonpuobpeTaTtenst BrnpaBe OCYLECTBUTb YacTb CTPaxoBOM BbINMaTbl, COOTBETCTBYHOLLYH (aKTUYECKM
onpeaeneHHom YacTn NPUYNHEHHOro Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBMM C AOrOBOPOM 06SA3aTenbHOrO0 CTPaxOBaHWUSA OCYLLECTBSETCA
HEe3aBMCMMO OT BbINMAT, NMPUYNUTAIOLLMXCS NO APYIMM BYAAM CTpaxoBaHUS.

14. He ponyckaeTcs y4yacTue nauueHTa B MNPOBEOEHWUU KITMHUYECKOTO WCCNEeAOBaHUs NEKapCTBEHHOro
npenapara npu oTCyTCTBUM JOroBopa 0683aTeNbHOro CTPaxoBaHus.

15. KoHTpomnb 3a UCNOMHEHWEM opraHu3auven, MonyyvMBLLEN paspeLleHne Ha OpraHusauuio npoBeneHus
KIMMHWYECKOro MCCreaoBaHUs fekapCTBEHHOro npenapata Ans MeOWUMHCKOrO NPUMEHEHUs, YCTaHOBMEHHOW
HacTosLLEN cTaTben 00A3aHHOCTM MO 06sI3aTENBbHOMY CTPaxOBaHMIO XM3HU, 300POBbS NauVeHTa, y4acTBYIOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  UCCNEdOBaHWM  JIEKAPCTBEHHOrO  MpenapaTta,  OCyLecTBrsieTcs
YMNONTHOMOYEHHbIM (befeparnbHbIM OpraHOM WMCMONHUTENBHON BRacTW, BblOABLUMM paspelleHne Ha npoBedeHune
KMUHUYECKNX UCCIeqoBaHWIN NiekapCTBEHHbIX NpenapaToB A5t MEAULIMHCKOTO NPUMEHEHNS.

Mnaea 8. MIPON3BOOCTBO U MAPKUPOBKA NIEKAPCTBEHHbIX CPEACTB
Cratba 45. Mpon3BoacTBO NEeKapCTBEHHbIX CPEACTB

1. Tpon3BoOACTBO NEKApPCTBEHHbLIX CPEACTB OOMMKHO COOTBETCTBOBATbL TPEOOBaHWSIM MpaBuIT Hadsiexallen
NPOM3BOACTBEHHOW MPaKTUKWN, YTBEPKOEHHBIM YMOMHOMOYEHHbIM ddefeparnbHbiM  OPraHOM  MCTOMHUTENBHOW
Bnactu. OcobGeHHOCTM nepexoda MPOM3BOACTBA OTAENbHbLIX JEKAPCTBEHHbIX CPeACTB K WX MPOM3BOACTBY B
cooTBETCTBMM C TpeboBaHMAMM nNpaBun  Hagnexawlen Mpon3BOACTBEHHOM NPAKTUKW  YCTaHaBIMBAKOTCA
MpaButenbctBoM Poccuiickorn Pegepaumn. Bolgada 3akroueHnii 0 COOTBETCTBUM NPOM3BOAUTENS NIEKAPCTBEHHbIX
cpencts TpeboBaHWSM MpaBuIl Hagnexawen Npou3BOACTBEHHOM MPAKTUKU OCYLLECTBASETCS MO pesyrbraTam
WHCMEKTUPOBAHNS MNPOM3BOAMTENEN JIEKapCTBEHHbIX CPEACTB B MNOpsiAKe, yCTaHOBNEHHOM [1paBuMTENbCTBOM
Poccunckon ®egepaummn. Pasamvep nnatbl 3a Bblgayy 3aKOYEHUS O COOTBETCTBUM MPOU3BOAUTENS JTIEKAPCTBEHHbIX
cpencts TpeboBaHUSAM MpaBwui Hagmnexallenh NPOVM3BOACTBEHHOW MPaKTUKM ycTaHaBnuBaeTca [MpaBuMTensCTBOM
Poccuiickonn  depepaumn.  [opsgok  opraHu3aumm U NPOBEOEHUST  UHCMEKTMPOBaHMS  Npou3BoauTeNen
NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMsIM MNpaBuil Hagnexalleh MNpou3BOACTBEHHOW MPaKTUKM
ycTaHaBnmBaetcs [NpaButensctBom Poccuickon ®enepauun.

(B pea. PegepanbHbIx 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. rlpOVI3BOﬂ,CTBO NeKapCTBEHHbIX CpeacTB B Poccuiickon q)Eﬂ,epaLl,Vll/l OCyLleCTBndAeTCAa npon3soanTenamm
JIEKapCTBEHHbIX CpeacTB, MMELWMMN TTIMUEH3NIO Ha Npoun3BOACTBO J1€KapCTBEHHbIX CpPeacTB. ﬂonTBepm,qume
COOTBETCTBUA JNUEH3MaTa npaBuiiam Hagnexallen I'IpOVI3BO,CI,CTBeHHOI7I NPaKTUKN OCYLLECTBIIAETCA B paMKax
JINUEH3NOHHOIo KOHTpPO/IA B COOTBETCTBMM C 3aKOHOOATENIbCTBOM Poccuiickon CDep,epau,MM C Yy4yeTomMm
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

0COBEHHOCTEN, yKa3aHHbIX B YacTu 1 HacTosILLEN cTaTb.
(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 22.12.2014 N 429-93)

2.1. nga uenen nuUueH3MpoBaH1sa NPoM3BOACTBA NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNS U
MHCNEKTUPOBaHMA CyObeKTOB obpalleHuUs NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM MpaBun
Hagnexawen nNPOU3BOACTBEHHOW NPaKTUKM bedeparnbHbld opraH WUCMOMHUTENbHOW BMNAacTW, OCYLLECTBASALLNA
rocygapCTBEHHYI0 PEerMcTpaumio fekapcTBEHHbIX MnpenapaToB AN MeAULMHCKOro NpUMEHeHWs, npegocTaBnseT
dedepanbHOMY opraHy WCMOMHUTENbHOW BRacTW, ocyllecTBnsoweMy degepanbHbli  rocygapCTBEHHbIN
NULUEH3NOHHBIN  KOHTPONb OeATENbHOCTU MO MNPOU3BOACTBY JEKAPCTBEHHbLIX CPEeACTB Ans  MEAULMHCKOro
NPUMEHEHUs, NO ero 3anpocy B pamkax MexBe4OMCTBEHHOro WH(MOPMaLMOHHOrO B3aMMOAENCTBUS B MOPSAKe,
yCTaHOBMNEHHOM (peaepanbHbIM — OpPraHoOM  WCMOMHUTENbHOW  BMNAcTW, OCYLUECTBAOWMM  NULEH3UPOBaHWE
Npon3BOACTBa JIEKapCTBEHHbIX CPEeACTB AN  MEOUUMHCKOro npuMmeHeHusl, u  denepanbHbiM - OpraHoM
WCMNOMHUTENBHON BracTu, OCYLLECTBASALWNM roCygapCTBEHHYO perncTpauuio nekapcTBeHHbIX npenapatoB And
MeOULUHCKOro NpUMEHEHUs, CBEEHNS O NeKapCTBEHHbIX CpeacTBax, ykadaHHble B YacTu 5 ctatbu 18 HacTosiLwero
denepanbHOro 3akoHa, B TOM YUCNE B CriyYae, ecriv Takue CBeeHNsi COCTaBMNSIOT KOMMEPYECKYIO TarHy.

(4acTb 2.1 BBegeHa PepepanbHbiM 3akoHoM OT 14.07.2022 N 311-$3)

3. Npon3BOACTBO NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA ¢ cobnogeHvem TpeboBaHni MPOMBILLIIEHHOTO
pernameHTa, KOTOpbIN YTBEPXKAAETCHA PYKOBOAUTENEM MNPOU3BOOMTENSA NEKAPCTBEHHbLIX CPEACTB U BKMOYaeT B
cebsi nepeyeHb UCNoNb3lyembix apMaLeBTUYECKUX CYOCTaHUMA M BCMOMOraTesibHbIX BELLECTB C yKasaHWeEM
KONMMYecTBa KaXXgoro u3 Hux, AaHHble 06 ncnonb3yemMomMm obopyaoBaHMK, onMcaHne TEXHONOrMYeCckoro npowecca u
METOOB KOHTPOSIS HA BCEX 3Tanax Npoun3BoACTBa NEKAPCTBEHHbIX CPEACTB.

4. |_|pl/I Npon3BOACTBE J1€KapCTBEHHbIX npenapatoB And MeaAUUUMHCKOro npuMeHeHUa UCNoNb3YyHTCA
dhapmaueBTMUEeCKME CyOCTaHLMKN, CBEAEHUS O KOTOPbIX COAEpXKaTCs B roCy4apCTBEHHOM PeecTpe NeKapCTBEHHbIX
CpPeacTB AN MEAULIMHCKOTO NPUMEHEHUsT U (MNW) eQNHOM peecTpe 3aperMcTpUpOBaHHbIX NTEKapCTBEHHbIX CPeacTB
EBpasnickoro aKOHOMMYECKOro COK3a, 3a UCKITHYEHMEM (hapmaueBTUYECKUX CyOCTaHUMM, NPOM3BOAMMBIX OS5
npoBeAeHUS KITMHUYECKUX UCCreqoBaHnin u (unu) ans akcrnopta. Mpu nponsBoacTBe NEKAapPCTBEHHbIX CpeacTB Ans
BETEPUHAPHOIO NPUMEHEHUST UCNOMb3YOTCA hapMaLleBTUYECKUE CYOCTaHLMN, CBEAEHUS O KOTOPbIX COAepXaTcs B
rocyiapCTBEHHOM peecTpe NEKapCTBEHHbIX CPEACTB Ars BETEPUHAPHOIO NpUMEHEHUs, U (Unn) rocyaapCTBEHHOM
peecTpe NEeKapCTBEHHbIX CPEACTB Ans  MEAWUMHCKOrO  MPUMEHEHUs, W (Mnu) edvHoOM  peecTpe
3aperncTpmpoBaHHbIX BETEPUHAPHBIX NEKAPCTBEHHbIX NpenapaTtoB EBpasninckoro 3KOHOMUYECKOro cot3a, u (unu)
€OVHOM pPEECTPe 3aPErncTPUPOBaHHbIX JTEKAPCTBEHHbIX CpeacTB EBpasvinckoro 3KOHOMUYECKOro Cot3a, 3a
UCKITIoUEeHNEeM hapmaLeBTUYECKMX CYOCTaHLMIA, NPOM3BOAUMBIX OIS NPOBEAEHUS KITMHWYECKMX UCCreaoBaHui n
(vnn) gnsa skcnopTta. K npoueccy npousBoacTBa hapMaLeBTUYECKON CyOCTaHuuM OTHocATCca nobble cragum
TEXHOMOTMYECKOro MpoLecca, MNO3BOMSANLIMNE MOMyYMTb FOTOBbIA MPOAYKT, COOTBETCTBYHOLWMA TpeboBaHWAM
dhapMakonernHon cTaTtby, B TOM 4ucrie pepmeHTaumsi, SKCTpPaKUmMs, O4YMCTKa, BblOeNeHne, nepekpuctannmnsaums,
BbICyLLUMBaHWE, U3MenbveHne. B cnyvyae HeobXxoguMOCTU WCMONb30BaHUSI 3TUMOBOrO CNuMpTa, B TOM 4ucne
hapMaLeBTUYECKON CyOCTaHUMM crvMpTa 3TUNOBOrO (3TaHomna), NpyM NPOU3BOLCTBE NEKAPCTBEHHbIX CPeacTB B
KayecTBe AENCTBYIOLLErO M (Urn) BCNOMOraTeNbHOMO BELLECTBA, @ TAKKE B UHbLIX TEXHONOMMYECKMX LIENSX AOMKHA
ObITb UCMONb30BaHa TONbKO hapmaueBTUYeCKas CybCcTaHUma cnupTa aTUITOBOrO (3TaHon).

(B pea. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-03, ot 27.12.2019 N 481-d3, ot
24.07.2023 N 341-93)

4.1. lepevyeHb NEKApCTBEHHbIX NpenapaTtoB A MEAUUMHCKOTO MPUMEHEHWUsl, B OTHOLLUEHMM KOTOPbIX
yCTaHaBnmBalTCcad TpeboBaHMA K OObeMy Tapbl, YMaKOBKE W KOMMIIEKTHOCTW, MepeyYeHb NeKapCTBEHHbIX
npenapaToB AN BETEPUMHAPHOIO MPUMEHEHUS, B OTHOLLEHUN KOTOPbIX YCTaHaBMNMBalOTCHA TpeboBaHUs K 00bemy
Tapbl, a Takke TpebOBaHWs K OObEMY Tapbl, YMaKOBKE WM KOMMIIEKTHOCTU FEKApCTBEHHbIX MpenapaTtoB Ansi
MEOMWLUUHCKOTO MpUMeEHeHus, TpeboBaHMs K oObeMy Tapbl JIEKAapCTBEHHbIX MpenapatoB Ans BEeTEPUHAPHOrO
NPYMEHEHMS ONpPeaensTCs COOTBETCTBYHOLUMU YNOTHOMOYEHHBIMU hefepanbHbIMU OpraHamMu UCTIONHUTENBHOWN
BMacTu B nopsiake, yctaHoBneHHoM lNMpasutenbcTBom Poccurickon ®enepauun.

(4acTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCYyLLECTBNSAIOLIME MPOU3BOACTBO (hapMaLeBTMYECKON cybcTaHuum cnvpTa 3TUIOBOrO
(aTaHona) Ans NpousBoACTBa CMMPTOCOAEPKALLMX NEKAPCTBEHHbIX NpenapatoB, 06513aHbl OCYLLECTBNATL YYET B
nopsigke, YCTaHOBIEHHOM cTaTbsiMM 8 u 14 dPepepanbHoOro 3akoHa oT 22 Hos6pa 1995 roma N 171-®3 "O
rocygapCTBEHHOM  pEerynuMpoBaHMM  MNPOM3BOACTBA W obOopoTa  3TUMOBOrO  CMMpTa,  anKOronbHOW W
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

cnupTocodepXallern npogykuMm u o6 orpaHuyeHun noTpebrneHus (pacnuTnsa) ankoroflbHOM npogyKumm'.
Mpon3BoacTBo hapmaLeBTUYECKON CyGCcTaHLMM cnnpTa 3TUNOBOIO (3TaHoma) A0MNyCcKaeTcs TONMbKO OpraHusaunen,
OCYLLECTBNSAIOLWEN NPOM3BOACTBO PEKTUUKOBAHHOIO 3TUNOBOIO CNUPTa M3 MULLEBOrO CbIpbS Ha OCHOBAHWM
NULEH3UM Ha MpOM3BOACTBO ITMIOBOrO CrupTa Ans Npou3BoAcTBa hapmaueBTUYecKon cybcTaHuum crnvpta
3TMNOBOrO (3TaHomna) B COOTBETCTBMU C TpeboBaHuAMN PeaepanbHOro 3akoHa ot 22 Hosbpst 1995 roma N 171-03
"O rocynapCTBEHHOM perynMpoBaHMM Mpou3BoAcTBa WM obopoTa STUMOBOMO CMMPTa, arnkorofibHOW WU
cnupTocoaepXallern npoaykunm n o6 orpaHmdeHun notpebneHust (pacnuTnsa) ankoronbHOW Npoaykuum”, MeToaomM
pa3BefeHns BOOOW OYMLLEHHOW Takoro 3TUIOBOro CnupTa, MPOM3BEedEHHOro AaHHOW opraHusaumen no Mecty
OCYLLECTBNEHUS NPON3BOACTBA (hapmaLieBTUYECKON CyOCTaHLMMN CnMpTa 3TUIOBOTO (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHoMm oT 03.07.2016 N 261-d3; B pen. PegepanbHoOro 3akoHa oOT
27.12.2019 N 481-93)

4.3. WHameuayanbHble npegnpuHUMaTenM W lopugudeckue nuua, OCYLEeCTBRSAWMe  3akynky |
ncrnonb3oBaHve apmaleBTuyeckon cybctaHuumM cnupTa STUMOBOrO (3TaHona), a Takke Mpou3BOACTBO,
N3rotoBrieHne M (Unu) obopoT (3a WUCKMHOYEHWEM PO3HWYHOWM NPOAAXW) CNUPTOCOAEPXKALUMX NEKAPCTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBNATb MX YYET M AeKnapupoBaHue B Nopsake, yCTaHOBMEHHOM cTatbsamu 8 1 14
depepanbHoro 3akoHa ot 22 Hosibpst 1995 roga N 171-d3 "O rocynapCTBEHHOM perynnpoBaHMn NpPOV3BOACTBA U
obopoTa 3TUMOBOro CnMpTa, ankoronbHOM M cnvpTocodepXalien nNpoaykumMn n o6 orpaHudeHun notpebneHus
(pacnuTura) ankoronbHOM NpoayKumn".

(vacTb 4.3 BBegeHa PepepanbHbIM 3akoHOM OT 29.07.2017 N 278-93)

4.4. lpn nNpousBoACTBE NEKapCTBEHHbIX MNpenapatoB Afs BETEPUMHAPHOTO NPUMEHEHUS AonyckaeTcs
NUCNonb3oBaHWEe MNPOU3BEAEHHbIX And peanusaumM  apmaueBTUYECKMX  CyOCTaHLUMW, BKMOYEHHbIX B
rocyaapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB YMNOMHOMOYEHHbIM dheaeparnibHbiM OpraHOM UCMONMHUTENBHON
BMacTW, OCYLLECTBMSALNM BeeHME TroCyAapCTBEHHOIO peecTpa feKapCTBEHHbIX CPeacTB ANst MEAMUMHCKOro
NPUMEHEHMS.

(vacTb 4.4 BBegeHa PeagepanbHbiv 3akoHOM oT 02.08.2019 N 297-03)

5. BanpellaeTcsa Npom3BoACTBO:

1) nekapcTBEHHbIX CPeacTB, CBEOAEHMS O KOTOPbIX HEe coaepXaTcs B TOCY4apCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeacTB AN MEeOUUMHCKOrO MpUMEHEHUs, U (Mnun) rocy4apCTBEHHOM peecTpe NeKapCTBEHHbIX
CpeacTB Ansi BETEPUHAPHOrO MPUMEHEHMS, M (UNN) €OUMHOM PeecTpe 3apermcTPUPOBAHHBLIX JEKAPCTBEHHbLIX
cpeacTts EBpasninckoro SKOHOMUYECKOro Cor3a, M (Mnn) equHOM peecTpe 3aperMcTpuMpoBaHHbIX BETEPUMHApPHbIX
neKapcTBEHHbIX npenapatoB EBpasuiickoro SKOHOMWYECKOTO CO3a, 3a UCKIMIOYEHMEM JEKapCTBEHHbLIX CPeacTs,
NPON3BOAMMBIX A5 TPOBEAEHNS KIMHUYECKUX UCCIenoBaHWM Unn ANs 3KCnopTa;

(n. 1 B peq. ®PegepanbHoro 3akoHa oT 24.07.2023 N 341-93)

2) hanbCcnnUMpoBaHHbIX NTEKAPCTBEHHbLIX CPEaCTB;
3) NekapCTBEHHbIX CPeACTB 6€3 NMMLEH3NM Ha NPOU3BOACTBO NEKAPCTBEHHBLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapylleHWem MpaBui OpraHu3auuyM MNpouM3BOACTBA W KOHTPONSA KadyecTsa
NeKapCTBEHHbIX CPeaCTB;

5) ytpatvn cuny. - PegepanbHbiin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocoAdepXaliMx IeKapCTBEHHbIX MNpernapaTtoB MO MECTY OCYLECTBMEHUS MpPOM3BOACTBA
hapmaueBTMHeCKON cybCTaHLMKM cnupTa 3TUIOBOIO (3TaHona) u (Mnv) No MECTy OCYLLECTBIEHMS NPOM3BOACTBA
3TUMOBOTO CMUPTa;

(n. 6 BBeaeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlntoC: npumevaHmve.
depepanbHbiv 3akoHOM OT 22.12.2020 N 436-d3 cT1. 14.1 ®3 o1 22.11.1995 N 171-®3 n3noxeHa B HOBOW
pegakuum, Hopma n. 1.1 c1. 14.1 crapon pegakumm @3 cooTBETCTBYET HOpME M. 2 CT. 14.1 HOBOWM peaakuun.

7) dapmaueBTMYECKON CyOCTaHUMM chivpTa 3TUMNoBOro (dTaHoma) W (unu)  cnvpTocogepKallmx

www.consultant.ru Crpanuua 85 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE46EC25ECC5DDC4CFEFDE64A3833538A51FD02FE555483AA6CDB2F45MAG
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE6E068C75ACC5DDC4CFEFDE64A3833418A09F103FF485782BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE66ECD5FCC5DDC4CFEFDE64A3833418A09F103FF4B5C81BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE46EC25ECC5DDC4CFEFDE64A3833418A09F30BF84001D2F03BD62C58EEFEBCA3655A4348M9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE46EC25ECC5DDC4CFEFDE64A3833418A09F400F84001D2F03BD62C58EEFEBCA3655A4348M9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE9E66EC25ACC5DDC4CFEFDE64A3833418A09F103FF485187BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEDE76FCD5FCC5DDC4CFEFDE64A3833418A09F103FF4B538ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE76DCC51CC5DDC4CFEFDE64A3833418A09F601FE495ED7E52A8E2058F1E1BDBD7958418845MAG
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE56FC059CC5DDC4CFEFDE64A3833418A09F103FF4B5483BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE38E7E661C558CC5DDC4CFEFDE64A3833418A09F103FF4B5483BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE66ECD5FCC5DDC4CFEFDE64A3833418A09F103FF4B5C87BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE66ECD5FCC5DDC4CFEFDE64A3833418A09F103FF4B5C86BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE6EE6AC750CC5DDC4CFEFDE64A3833418A09F103FF495185BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEBE16BC558CC5DDC4CFEFDE64A3833418A09F706F74001D2F03BD62C58EEFEBCA3655A4348M9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

neKapCTBEHHbIX MpenapaTtoB Ha OCHOBHOM TEXHOMOrM4eckoM obopyaoBaHUM Ans NPOW3BOACTBA 3TWUITOBOrO
cnupTa, ykazaHHoMm B nyHkTe 1.1 ctatbm 14.1 PepepanbHoOro 3akoHa OT 22 Hosibps 1995 roga N 171-93 "O
rocyiapCTBEHHOM  perynMpoBaHuMM npou3BoAcTBa M obopoTa  3TMMOBOrO  CNMpTa,  arnkoronbHOM W
cnupTocoaepxallern NpoayKuum n o6 orpaHUYeHnn NoTpebreHms (pacnuTis) ankoronbHOM NpoayKumMun'.

(n. 7 BBeaeH ®epeparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

6. MNpn BBOOE NEKAPCTBEHHBLIX CPeACTB B rpaxpaHCkuii oOOpPOT YMOMHOMOYEHHOE NULIO Mpou3BOAUTENS
neKapCTBEHHbIX CPEACTB OCYLUECTBMAET NOATBEPXKOEHWE COOTBETCTBUSA JEKapCTBEHHbIX CPeacTB TpeboBaHUsiM,
YCT@HOBMEHHbIM MpU WX [OCYAApCTBEHHOW perncTpauun, W rapaHTupyeT, 4YTO JleKkapCTBEHHble CpeacTea
npounsBefeHbl B COOTBETCTBUM C TPEOOBaHMAMN NPaBun Haanexallen NPoM3BoACTBEHHON NPaKTUKW.

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

7. YNONMHOMOYEHHbIM NULOM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeACTB  SABMSIeTCA ero  paboTHUK,
aTTeCTOBaHHbIN B YCTAHOBMNEHHOM YNONHOMOYEHHbLIM dhefeparnbHbIM OpraHoOM UCNOMHUTENBLHOW BRAcTu nopsiake u
UMeLNA CTax paboTbl He MeHee 4YeM MATb feT B obnacTtu npou3BoAcTBa WM (MnM) KOHTPONS KavecTBa
neKapCTBEHHbIX CPeACTB, Bbicllee 0bpa3oBaHNe COOTBETCTBEHHO MO OAHOW M3 creumansHOCTEN U (Unu) ogHOMY
M3 HanpaBreHu NOAroTOBKWU: Ouonorusi, BUOTEXHONOMMS, BETEPUMHAPUsi, BETEPUHAPHO-CaHUTapHas 3KCnepTu3a,
KNMHMYeckas MeauumHa, pagvaunoHHas, XuMmnyeckas u buonorndeckas sawmra, papmauus, doyHgameHTansHas
MeOuuuHa, XMMrMYeckas TEXHONOMNS, XUMUS.

(B pea. PegepanbHbIx 3akoHOB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-93)

8. lNpousBoauTenn nekapCTBEHHbIX CPeACTB (3a MCKMYEeHWeM dapmaueBTMdecKkon cybeTaHummn cnupTta
3TUNOBOro (dTaHona) MOryT OCYLECTBNATb NPOAaXy JleKapCTBEHHbIX CpeacTB unuM nepejaBaTb MX B
YCTaHOBMEHHOM 3aKkoHoAaTeNbCTBOM Poccuickon ®enepaumm nopsagke:

(B pea. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyrMM NpoM3BOANTENSIM NIEKAPCTBEHHBIX CPEACTB A8 NPOM3BOACTBA JIeKapCTBEHHbIX CPeaCTB;
2) opraHu3auusiM ONTOBOW TOProBIM FIEKAPCTBEHHBIMU CPeACTBaMY;

3) anTeyHbiM  OpraHM3auusM,  BETEPMHapHbIM  anTe4YHbIM  OpraHuM3auuaM,  UHAVBUAYalbHbIM
npeanpuHMMaTensam, MUMeWUM JNULEH3I0 Ha apMaueBTUYEeCKyld OesTeSNlbHOCTb MW JIULEH3NI0  Ha
MELMLMHCKYIO AesiTENbHOCTb;

4) Hay4HO-UccneagoBaTeNbCKUM OpraHM3aumaM ans HayyHo-nccreqoBaTenbCcKkon paboThl;
5) MeguUMHCKMM opraH13auusiM U BeTEPUHAPHBbIM OpraHu3aumsv;

6) opraHusaumam U MHAnBUAYanbHbIM NPEAnPUHUMAaTENSIM, OCYLLECTBNAIOWMUM pas3BefeHne, BblpallyBaHue
N copepXaHne XXMBOTHbIX (3a NCKMOYEHNEM NPodaXKu UM hapmaLeBTUYECKNX CyOCTaHLMA nnn X nepegadn);
(n. 6 B peq. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) vcnbiTaTenbHbIM NabopaTtopusmM (LeHTpam), NPOBOASLLMM UCMbITaHUs B 0bnactn KOHTPONSA KayecTBa
NeKapCTBEHHbIX CPeacTB, akKpeauTOBaHHLIM B COOTBETCTBMM C 3akoHogdaTenbctBoM Poccuiickon ®enepaumn ob
akKkpeauTaumum B HaLMOHanbHOWM CUCTEME aKKpeauTauum.

(n. 7 BBeaeH ®enepanbHbiM 3akoHOM OT 04.08.2023 N 428-93)

9. MNpoussognTtenun hapmMaueBTUYECKON CyOCTaHUMM cnupTa 3TUITOBOrO (3TaHona) oba3aHbl OCYLLECTBIATb
peanu3aumio  (nepegadyy B YCTAHOBNEHHOM  3akoHodaTenbcTBOM  Poccuickon  ®degepaumm  nopsigke)
hapmaLeBTMHECKON CyOCTaHUMM cnvpTa 3TUITOBOro (3TaHOra) NPOM3BOAUTENSAM JTEKapCTBEHHbIX CPeaCcTB Ans
NpOM3BOACTBA JIEKAPCTBEHHbIX CPEeAcTB, MPOU3BOAUTENSAM (M3rOTOBUTENAM) MEAWLUMHCKUX W3genuin  ang
NpOM3BOACTBA U U3TOTOBMEHUS MEANLIMHCKUX U3OENUA B eMKOCTAX 06beMoM He Boree 1 nuTpa u (Mnn) He MeHee
1000 nuTpoB, a opraHu3aumsaM, ykasaHHbIM B NyHkTax 3 - 5 1 7 yactn 8 HacTosen ctatbn, B Tape 06beMOM He
oonee 1 nutpa.

(yacTe 9 BBegeHa PenepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. PefepanbHbiX 3akoHOB OT 27.12.2019
N 481-®3, o1 22.12.2020 N 444-®3, o1 04.08.2023 N 428-03)

10. Peanusaums (nepegada B YCTAHOBNEHHOM 3akoHogaTenbCTBOM Poccunckon Pegepauum nopsgke)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

dapmaueBTMyeckon  cybcTaHumMM  cnvMpTa  3TMNOBOrO  (3TaHomna)  oOpraHuMsauuMsiM  ONTOBOW  TOProBriu
nekapCcTBEHHbIMW CpeAcTBaMM HE [ONycKaeTcs.
(yacTb 10 BBegeHa PegepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. TepeBo3kn papmaLeBTUYECKON CyOCTaHUMM cnupTa 3TUIOBOrO (3TaHona) OCYLLEeCTBATCA C
cobnogeHnemM TpeboBaHuWIn, yCTaHOBIEHHbIX ab3alem YeTBepTbiM NyHKkTa 3 cTath 9 PefepanbHOro 3akoHa oT 22
Hos16ps 1995 roga N 171-93 "O rocynapCTBEHHOM perynmpoBaHvMK Npou3BoacTBa U 06opoTa STUNOBOrO CNMpTa,
ankoronbHOM W cnupTocodepXallen npoaykumm u o6 orpaHudeHun notpebneHus (pacnuTns) ankorofibHOn
npoaykuun".

(4acTb 11 BBegeHa PegepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Cratbs 46. MapkupoBKa nekapcTBeHHbIX CPeAcTB

1. ﬂeKapCTBeHHble npenapartbl, 3a UCKINK4YEeHNEM JeKapCTBEHHbIX NMpenapaTtoB, U3roTOBM1EHHbIX anTe4YHbIMU
opraHun3auuamMmun, BeTepuHapHbIMM  anTeYHbIMKU  OpraHus3auunamMmun, uHaAnBMAOyarbHbIMWA  NpegnpuHMMaTenamMmu,
nMerLwnmMn nNMUEH3NI0 Ha cbapmaueBTquCKyro 0eATeNnbHOCTb, OOIMXHbI NOCTYNaTb B o6pa|.|.|,eH|/|e, ecnu:

1) Ha WX nNepBUYHOWN yMNakoBKe (3a WUCKMOYEHWEM MEePBUYHON YMNAKOBKW NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLIO YWTaeMbIM LWPUPTOM Ha PYCCKOM £3blke YKasdaHbl HaMMEHOBaHWE eKapCTBEHHOrO
npenapata (MexgyHapo4HOE HenaTeHTOBaHHOE, WKW  IPYNnMPOBOYHOE, UMW  XMMUYECKoe, WM TOProsoe
HaMMeHOBaHWE), HOMep cepuu, AaTta Bbinycka (Ana MMMYHOOMOMOrM4YECKNX NEKaApCTBEHHbIX NpPenapaToB), CPOK
rOAHOCTK, A03MPOBKA UMK KOHLEHTpauus, 06beM, akTUBHOCTb B eQuHMLEaX AeNCTBUS UK KONNMYeCTBO J03;

(B pea. PegepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha UX BTOPUYHOM (NOTPEONTENBCKON) YyNaKOBKE XOPOLLO YNTAEMbIM LUPUATOM Ha PYCCKOM SI3bIKE yKa3aHbl
HauMeHOBaHWE NEKApCTBEHHOrO npenapata (MexayHapoOHOe HenaTeHTOBAaHHOE, WNU FPYNMMPOBOYHOE, WIU
XMUMUYECKOE U TOProBOE HAMMEHOBaHWs), HAaMMEHOBaHWE MPOU3BOAUTENS NEKAPCTBEHHOrO npenaparta, Homep
cepuu, Jarta Bbinycka (4ns MMMYHOBMOMOrMYECKMX IEeKApCTBEHHBLIX MpenapaTtoB), HOMEpP PEerncTpaLMoHHOro
YAOCTOBEPEHUS, CPOK FOAHOCTM, CNoco6 NpUMEHEHWs!, A03MPOBKA MU KOHLIEHTpauusl, 00beM, aKTMBHOCTb B
eanHuuax OencTeus nMbo KONMMYEeCcTBO [03 B YMaKkoBKe, fiekapcTBeHHasi hopMa, YCMoBWUsi OTNycKa, YCMOBUS
XpaHeHus1, npeaynpeanTenbHble Haanmcu.

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-93)

2. ®apmaueBTudeckne cybcTaHuMM OOMKHbI MOCTynaTtb B OOpalleHue, ecriv Ha MX NepBUYHON yMaKoBKe
XOPOLLO YUTAaeMbIM LLIPUPTOM Ha PYCCKOM NA3blKe yKasaHbl HaMMEHOBaHWE apmaueBTUYECKOM CyOCTaHLuMm
(MexxgyHapogHoe HenaTeHTOBaHHOE, WiW TPYNNMPOBOYHOE, WM XMMWYECKOE W TOProBOe HaWMEHOBaHMWS),
HaumeHoBaHWe npou3BoauTens dapMaueBTUYeckon CyOCTaHUMW, HOMEp Ccepunm U Jata  W3roTOBIEHMS,
KONMMYECTBO B YNaKOBKE U €4UHULbI UBMEPEHUST KONMYECTBA, CPOK FOAHOCTU U YCIIOBUSI XPaHEHUS.

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

3. JlekapcTBeHHble CpeacTBa B KayecTBe ChIBOPOTOK AOSBKHbI MOCTyrnaTb B obpalleHne ¢ ykasaHueMm
JKMBOTHOTO, U3 KPOBW, M1a3Mbl KPOBMW, OPraHOB U TKaHEe KOTOPOro OHU MOJyYeHbI.

4. Ha BTOpUYHyO (MOTPEOUTENbBCKYI0) YNAKOBKY FEKapCTBEHHbIX CPEACTB, MOMYyYEeHHbIX M3 KPOBW, Nnasmbl
KPOBMW, OPraHOB M TKaHen YyeroBeka, AOfMKHa HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 noBEpPXHOCTHbIN aHTUFEH BMpYCa renatuta B oTcyTtcTByoT".

5. Ha nepBWYHYl0 YynakoBKy W BTOPUYHYH (MOTPEGUTEMBLCKYID) YNakoBKy pagnodapMaLeBTUYECKNX
NEeKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HAK PagnaLMOHHON OMacHOCTM.

6. Ha BTOpuYHylo (MOTpebMTENbCKYI0) YMAKOBKY rOMEONaTUYECKMX FEeKapCTBEHHbIX MpenapaToB AOImKHa
HaHOCUTbCSA Haanuch: "fomeonaTnyeckun'.

7. Ha BTOpu4Hylo (NOTpPebUTENbCKYD) YMakoBKy IEeKapCTBEHHbIX pacTUTENbHbIX MpenapaTtoB AOkKHa
HaHocUTbCA Haanuck: "lMpoayKumsa npoLuna paguaunoHHbIA KOHTPOmb".

8. Ha nepBuuHyto ynakoBky (ecrnv [Ons 3TOrO CyLUECTBYET TEXHWYECKAsl BO3MOXHOCTb) U BTOPUYHYHO
(NOTPebUTENbCKYHO) YNAKOBKY NMEeKapCTBEHHLIX MPenapaTtoB, NpeAHasHaYeHHbIX AMs KIMHUYECKMX UCCRENOBaHUA,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

[OMKHA HAHOCUTbCA Haanuck: "[ns KNMHUYECKNX NccrneaoBaHuin".
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka NleKapCTBEeHHbIX CcpencTB, npeaHa3HavYeHHbIX UCKMHYUTENBbHO ANA 3KCNopTa, MapKUpyeTcA B
COOTBETCTBUU C TpeGOBaHMﬂMM CTpaHbl-uMnopTepa.

10. Ha TpaHcnopTHylo Tapy, KOoTopasi He npeaHasHadeHa Ona notpebuteneit U B KOTOPYH MOMELLEHO
nekapcTBeHHOe CPeacTBO, AOMKHA HAHOCUTLCA UHAOPMALIMS O HAMMEHOBAaHWUKW, Cepun NekapcTBEHHOro CpeacTBa,
[aTe Bbifycka, KONM4ecTBe BTOPUYHbIX (MOTPEBUTENbCKUX) YNakoBOK NEeKapCTBEHHOrO CPEeacTBa, NpousBoauTene
NEeKapCTBEHHOro CPencTBa C yKasaHWeM HauMeHOBaHWUS M MEeCTOHaXOXOeHWs1 MPov3BOAUTENs NeKapCTBEHHOro
CpeAcTBa (agpec, B TOM Yucrie cTpaHa 1 (Unun) MecTo Npou3BOACTBa NEKapCTBEHHOrO CPeaCcTBa), a Takke O CPoke
roOHOCTU  MEeKapCTBEHHOro cpeactsa UM 06 YCrOBUAX €ro  XpaHeHus U MepeBo3Ku, Heobxoaumble
npeaynpeauTenbHbIe HAANUCU U MaHUMYNATOPHbIE 3HAKM.

11. Ha nepBuYHYl0 ynakoBKy M BTOPUYHYIO (MOTPEOUTENbLCKYIO) YMAKOBKY NEKapCTBEHHbIX CPeACcTB Ans
BETEPWHAPHOIO NPUMEHEHUs J0IKHA HAHOCUTLCA Haanuck: "[na BeTepuHapHOro NpuMeHeHus".

12. Ha BTOpUYHYIO (MOTPEBUTENBCKYIO) YNaKoBKy NEKAaPCTBEHHOMO npenapaTta HAHOCUTCH LUTPUXOBOW KOA.

naea 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUUCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKOWU GEOEPALIMUA
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. lMopAagok BBO3a JeKapCTBeHHbIX cpeactB B Poccuickyro ®Pepepaunio u BbiBO3a
nekapcTBeHHbIX cpencTB n3 Poccuickon ®epgepauum
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto degepaumio OCyLLECTBASETCS B NOPSAKE, YCTAHOBIEHHOM
MpaButenbctBoM Poccuiickon Pepepaumm, B COOTBETCTBUN C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXEHHOTrO
coto3a B pamkax EBpA3BC (ganee - TaMOXeHHbIN COlO3) 1 (MnK) 3akoHodaTenbCcTBoM Poccunckon degepaumm o
TaMOXXEHHOM Jerne.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlnoc: npumeyaHue.

[o 31.12.2023 poccumncknm npon3BoANTENAM pa3peLLeHO B YBEOOMUTENbHOM NopsiaKe BBO3UTb HE BHECEHHbIE
B peecTp apmaueBTnyeckMe cybcTaHuum [Ans  BeTEepUHapHOro NpUMEHEHWs AnsS  NpOM3BOACTBA
3aperncTpmpoBaHHbIX NekapcTBeHHbIX cpeacTB (IoctaHoBneHune MNMpasutenscrea PO ot 12.03.2022 N 353).

2. Bosumble B Poccuiickylo ®depepaumio  nekapCTBEHHble CPeAcTBa [LOIKHbl  codepxaTbCs B
rocygapcTBEHHOM peecTpe NeKkapCTBEHHbIX CPEACTB.
(B pea. PegepanbHbIx 3akoHOB OT 06.12.2011 N 409-93, ot 27.12.2019 N 462-93)

3. Honyckaetcs BBO3 B Poccuickyio Pegepaumio KOHKPETHOW MNapTuv 3aperncTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  JTEKAPCTBEHHbIX  CPEACTB, MpegHasHa4yeHHbIX AN MPOBeAEeHUst  KIUHUYECKMX
nccnefoBaHUA  fiekapCTBEHHbIX  MpenapaToB, MNPOBEOEHMSI  3KCMEepPTM3bl  NeKapCTBEHHbIX CPeacTB  Ans
OCYLLECTBINEHUS TOCYAaPCTBEHHOW PErncTpauum rekapcTBEHHbIX NpenapaToB WU Ans OKasaHWUs MeOWLMHCKOM
MOMOLUM MO >KU3HEHHLIM MOKA3aHWAM KOHKPETHOTO MauMeHTa Ha OCHOBaHWMW paspeLleHusi, BblAaHHOIO
YMONHOMOYEHHbIM (oefeparibHbIM OpPraHoOM UCMONMHUTENBHOW BAcTh MO 3asBNEHUSAM NUL, YKa3aHHbIX B cTaTbe 48
HacTosiliero ®epepanbHOro 3akoHa. PaccMoTpeHMe Takoro 3asiBNeHusi U MPUHSATME pelleHus O Bblgade
paspeLUeHnNs Ha BBO3 KOHKPETHOW MapTuM 3apermcTpupoBaHHbLIX U (MK) HE3APETMCTPUPOBAHHBIX NIEKAPCTBEHHbIX
CpeacTB, npedHa3HauYeHHbIX Ans MNpoBeAeHUsT KIMMHUYECKMX WUCCIeqoBaHWn NeKapCTBEHHbIX MpenapaTos,
NpoBeAEeHUs 3KCNEPTU3bl FEKAPCTBEHHbIX CPeAcTB AN OCYLIECTBMEHUSI TOCYAapPCTBEHHOW perucTpauum
neKapCTBEHHbIX NpenapaToB MW Ans okasaHUs MeOULMHCKOM MOMOLLIM MO KU3HEHHLIM MOKa3aHUsIM KOHKPETHOro
nauneHTa nubo o6 OTkase B Bblgaye YKasaHHOrO paspeLleHusl MPOM3BOASTCA B CPOK, HE NPEBbILAOWMNA NSTU
pabouunx aHen. MNnata 3a Bbigady yka3aHHOrO paspeLlEHNst He B3MMaETCS.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

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

KoHcynbTaHTlntoc: npumevaHme.
C 01.01.2024 y. 3.1 cT. 47 yTpadmBaet cuny (®3 ot 27.12.2019 N 475-03).

3.1. [Donyckaetca BBO3 B Poccuiickyto ®depepaumio KOHKPETHOM napTuM  Hes3aperncTpupoBaHHbIX
nekapCTBEHHbIX MpenapaTos, coepXalnx HapkoTUYecKue cpencTsa Unn MCUXOTPOMHbIE BELLeCTBa, B Nopsake,
ycTaHoBneHHoM [NpasutensctBoM Poccunckon deaepaumm, Ansg okasaHus MeAULMHCKON MOMOLLN MO KU3HEHHbLIM
nokasaHUsM KOHKPETHOro nauueHTa Wnu rpynnbl NauueHTOB B Crlyvyae, ecriv UMEETCs pelueHvne BpavebHown
KOMUCCUM MEOMULIMHCKON opraHmsauum O HeddMEKTUBHOCTM UNU HEBO3MOXHOCTU MPUMEHEHUS Y KOHKPETHOrO
nauMeHTa WHbIX 3aperMcTpMpOBaHHbIX JleKapCTBEHHbIX MpenapaToB, B TOM 4ucne codepxawux gpyrue
AeNcTByloLMe BelecTBa, 1 0 HeobXx0AUMOCTM BBO3a OMPeAEeneHHOro He3aperncTpUpoBaHHOTO NeKapCTBEHHOro
npenapaTta C ykasaHWeM €ero MexgyHapoOHOro HernaTeHTOBaHHOro (MM XMMUYECKOro, UMK rpynnupoBOYHOrO)
HaumeHoBaHWs, OpMbl Bbinycka M KomuuyecTBa. [lepeveHb 3ab0neBaHW U COCTOSIHUM U COOTBETCTBYHOLLMX
nekapCTBEHHbLIX NpenapaToB, COAepXalluMX HapKOTUYeCKue CpeacTBa U MCUXOTPOMHblE BeLlecTBa, B Lensx
OCYLLIECTBNEHNS UX BBO3a B COOTBETCTBUM C TPeBOBaHMAMU HACTOSALLEN YaCTU YTBEPXKAAETCH YNONMHOMOYEHHbIM
hegeparnbHbIM OpPraHOM UCMONHUTENbHOW BNAacTy.

(vacTb 3.1 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

3.2. o 31 pekabpsa 2024 roga gonyckaoTca BBO3 Ha TeppuToputo Poccurckon depepaumm n obpalleHve B
Poccuiickon degepaumm ¢ y4eToM OCOBGEHHOCTEN, yCTaHOBMEHHbIX [paBuTensctBom Poccuickon depepauun,
3aperncTpmnpoBaHHbIX NNeKapCTBEHHbIX npenapartoB and MegULUMHCKOro npuMeHeHna B ynakoBKax,
npegHasHayeHHbIX Ans obpalleHus B MHOCTPaHHbIX rocydapcrBax, B criydyae AedekTypbl JeKapCTBEHHbIX
npenapaTtoB WNW puUCka €€ BO3HWKHOBEHMSI B CBS3WM C BBeAeHMEM B OTHoweHun Poccunckon depepauun
OrpaHNYNTENbBHBIX MEp 3KOHOMWYECKOrO XapakTepa MpW YCNOBUM COOTBETCTBUS BBO3MMbIX J1€KAPCTBEHHbIX
npenapaTtoB TpebOBaHWSIM, YCTAHOBIEHHbIM MPU UX PErMCTpaLuu, 3a UCKNHYEeHneM TpeboBaHUM K NepBUYHOWN
yNakoBKE, BTOPUYHOM (NMOTPEOMTENbLCKOW) YMakoBKe, a Takke Mpu HanmuuMm Ha BTOPWUYHOM (MoTpebutenbckon)
YMaKoBKe JEKAPCTBEHHbIX MpenapaToB, HaxoOsWMXCH B obOpalleHWMn, CaMOKNesiencs STUKETKW, codepallen
NHOpMaLMIO O NeKapCTBEHHOM MpenapaTe Ha PYCCKOM A3blKe.

(vacTb 3.2 BBegeHa deaepanbHbiM 3akoHOM OT 26.03.2022 N 64-03; B pea. PegepanbHoro 3akoHa ot 19.12.2022
N 519-$3)

4. B Poccuiickyto degepaumnio MOXXHO BBO3UTb NIEKAPCTBEHHbIE CPEACTBa, KAYECTBO KOTOPLIX MOATBEPXKOEHO
cepTuMKaTOM MNPOU3BOAMTENS  NEKAapPCTBEHHbIX CPEACTB, YOOCTOBEPSIIOWMM  COOTBETCTBME  BBO3UMbIX
NeKapCTBEHHbIX cpeacTB TpeboBaHuAM dapMakonenHblX ctaTten nNubo B crnyyae MX OTCYTCTBUS HOPMaTUBHOM
OOKYMEHTALMN UM HOPMATMBHOIO JOKYMEHTA.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. Banpewaetcs BBo3 B Poccunckyio degepaumio danbCcupuUMpOBaHHBIX JEKAPCTBEHHbIX CPEACTB,
HeoOpoKayYeCTBEHHbIX JIEKaPCTBEHHbBIX CPEACTB, KOHTPaaKkTHbIX JIEKapCTBEHHbBIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcndpuruMpoBaHHbIE JeKapCTBEHHbIE CPEeACTBa, HeooOpoKaYeCTBEHHbIE FIEKAapCTBEHHbIE CpeacTBa
noanexar U3bATUIO N MOCMeaylLWweMy YHUYTOXEHUIO M BbiBO3y M3 Poccunckon degepauun, KoHTpadakTHbIe
nekapcTBeHHble CPeACTBa - USBATUIO U NOCNeayoLWweMy YHUUTOXEHNIO. YHUUYTOXEHE UK BbIBO3 U3 Poccuiickon
depepaumm ganbcUULNPOBaHHbLIX NEKAPCTBEHHbIX CPeacTB, HeAODOPOKa4YeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NEKAPCTBEHHbIX CPEACTB OCYLLECTBMASETCH 3a CYEeT fvua, OCyLeCTBMUBLLUEro ux BBO3. [Mopsgok
YHULTOXEHNUST U3bATBIX (PanbCUULMPOBaHHbIX NEKAPCTBEHHBIX CPeACTB, HEAOOPOKaYeCTBEHHbIX NEKAPCTBEHHbIX
CpencTB, KOHTPaaKTHBIX JIEKapCTBEHHBIX CPEACTB ycTaHaBnmBaeTcs [paButenscteoM Poccuiickon degepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocyuwectensiowme Beo3 B Poccuiickyio ®Penepaumio anbCcumumMpoBaHHbIX JTEKapCTBEHHbIX
CcpencTB, HeaoOpOKayYeCTBEHHbIX J1IEKAPCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX NEeKapCTBEHHbIX CPEeACTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cows3a U (unu)
3akoHogaTenbLcTBoM Poccunckon denepaumm 0 TaMOXXEHHOM Aene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

8. BbiBO3 nekapCTBeHHbIX cpencTtB M3 Poccwuiickon ®epepauum ocyuwlecTensetca 6e3 npumMeHeHust
OrPaHWMYEHUN,  YCTAHOBIMEHHbIX  TaMOXEHHbIM  3aKOHOL4ATENbCTBOM  TaMOXEHHOro  cows3a u  (unn)
3akoHogatensctBoM  Poccuiickon depepaumm O rOCyLapCTBEHHOM  perynupoBaHWM — BHELIHETOProBou
[EeATeNnbHOCTM.

(B peqn. PegepanbHblx 3akoHOB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

9. Beog B rpaxaaHckuin obopoT NekapCTBEHHbIX NpenapaToB Anst MeOULIMHCKOTO NPUMEHEHUS], BBE3EHHbIX B
Poccuickyto depepaumio, ocyllecTBnsietcs ¢ cobniogeHneM TpeboBaHWI, YCTaAHOBMNEHHbLIX cTaTben 52.1
HacTosiero ®egepanbHOro 3akoHa.

(4acTb 9 BBegeHa PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoc: npumedaHue.

Y. 10 cT. 47 He pacnpoCTpaHseTCa Ha cepuy NekapcTB ANA BETEPUHAPHOrO NPUMEHEHWs, BBEOEHHble B
rpaxgaHckuin obopot fo 01.09.2023, koTopble nognexaT NPUMEHEHUIO 4O UCTEYEHUs cpoka ux rogHoctn (P3
ot 02.07.2021 N 317-®3).

10. BBoa B rpaxagaHckuii 060poT nekapCTBEHHbIX NpenapaToB Ans BETePUHAPHOro NPUMEHEHUS, BBE3EHHbIX
(nepemelyeHHbIX) B Poccunckyto denepaumio, ocyliectnseTca ¢ cobniogeHneM TpeboBaHuin, YCTaHOBIEHHbIX
ctatben 52.2 HacToswero deaepanbHOro 3akoHa.

(vacTb 10 BBegeHa PeaepanbHbIM 3akoHoM OT 02.07.2021 N 317-93)

Cratbs 48. lOpuanyeckune nuua, KOTOpbIM pa3pelleH BBO3 NeKapCTBEHHbIX cpeacTtB B Poccuinckyto
®denepauuio
(B8 pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTtBeHHble cpencTea B Poccuiickyto degepaumto MOryT BBO3UTD:
(B peqa. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoguTENM FNEKapCTBEHHbIX CPeacTB Ans uenen CoOOCTBEHHOro npPOM3BOACTBA JIEKAPCTBEHHbIX
CPEeAcCTB;

2) NHOCTpaHHble pa3paboTUMKM NEeKapCTBEHHbIX CPEACTB U MHOCTPAaHHbLIE MPOU3BOAUTENMW NEKapCTBEHHbIX
CpPeacTB WINM  Apyrve opuaundeckne nvua no nopyyveHuio paspaboTumka nekapCcTBEHHOTO CpeacTea  Anst
NpoBeAEHUS  KIMMHUYECKUX MWCCNEeaoBaHUA NEeKapCTBEHHOrO MpenapaTa, OCYLLEeCTBMEHUs rocyaapCTBEHHOM
perncTpaummM neKkapCTBEHHOrO npenapaTa, BKIOYEHUS (hapMaLeBTUYECKON CyOCTaHUuMM B rocydapCTBEHHbIN
peecTp JekapCTBEHHbIX CPEACTB, KOHTPOMNS KayecTBa JIEKAPCTBEHHbLIX CPeACTB MPW Hanuuum paspeLueHus
YMNONTHOMOYEHHOrO (begepanbHOro opraHa UCNOSHUTENbHOM BNACTM Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHbIX
CPEeAcCTB;

3) opraHu3aLuM onTOBOW TOProBMM NEKAPCTBEHHLIMW CPeACTBaMU;

4) Hay4HO-uccregoBaTeNnbCkue opraHuM3auumn, obpasoBaTenbHble OpraHusaumM Bbicllero obpasoBaHus,
npou3BoaMTENN NeKapCTBEHHbIX CpeAcTB Ans pas3paboTku, nccnenoBaHWuA, KOHTpons 6e3onacHOCTM, KavecTea,
9P HEKTMBHOCTM NEKAPCTBEHHBLIX CPEACTB MPU HanMMuMn paspeLleHus YNosiHOMOYeHHoro deepanbHOro opraHa
NCMOJTHUTENbHOW BNacTu;

(B pea. PegepanpHoro 3akoHa ot 02.07.2013 N 185-93)

5) MegouuuHCKMe opraHusauuun, MHble yKal3aHHble B MyHkTax 1 - 4 HacTosWen cTatbu opraHMsauum Ons
OKa3aHWsi MEANLIMHCKOW MOMOLLM MO >KU3HEHHBIM MOKa3aHMAM KOHKPETHOrO naumeHTa npu HanuumMu paspeLueHus
YNOMHOMOYEHHOro heaeparnbHOro opraHa UCMOMHUTENBHOW BNAcTU HAa BBO3 KOHKPETHOW NMapTMM NEKApPCTBEHHOIO
npenaparta, BblJAHHOIO B YCTAHOBIEHHOM Nopsiake B hOPME 3NEKTPOHHOIO AOKYMEHTA, MOAMNMCAHHOIO YCUINIEHHOW
KBannuuLumMpoBaHHOW 3NIEKTPOHHON NOAMNUCHIO;

(B pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlnoc: npumeyaHme.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

C 01.01.2024 n. 6 cT. 48 yTpaumsaet cuny (P3 ot 27.12.2019 N 475-d3).

6) rocyoapCTBEHHbIE YHUTapPHbIE NPeanpuaTus, UMYLLECTBO KOTOPbIX HaxoouTcsa B deaeparnbHom
cobcTBeHHOCTH, onpepensiemble [lpaButensctBoM Poccuiickon ®enepauumn, B 4actM BBO3a B Poccumnckyto
denepaumio Hes3aperncTpUpoBaHHbBIX NEKAPCTBEHHbLIX MpenapaTtoB, coAepXKalliMx HapKoTU4eckue cpeactsa unu
NCMXOTPOMHbIE BeLlecTBa, ANA OKaszaHuUs MeOMLMHCKOW MNOMOLUM MO >KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
nauneHTa unu rpynnbl NauMeHToB B COOTBETCTBMM € YacTbio 3.1 cTatbu 47 HacToswero ®eaepansHOro 3akoHa.

(n. 6 BBeaeH ®eneparnbHbIM 3akoHOM OT 27.12.2019 N 475-93)

Cratbsa 49. [lokyMeHTbl, nNpeacTtaBnsieMble B TamMoOXeHHble opraHbl Poccumnckon ®depepauuu npu
BBO3e JieKapCTBeHHbIX cpeactB B Poccunckyro Penepauuio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto depepaumio B TaMOXEHHbIE opraHbl Poccuinckom
denepaumm Hapsagy ¢ AOKYMEHTaMW, NpeAcTaBrneHne KOTopbIX NPeAyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHOro cow3a UK (unu) 3akoHogaTenbcTBOM Poccuiickon degepaumm O TaMOXEHHOM  ferne,
npeacTaBnATCA cregyowme JOKYMEHTbI:

(B peqn. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukat NPoOU3BOAUTENS NEKAPCTBEHHOrO CPeACTBa, YOOCTOBEPSIOLMA COOTBETCTBME BBO3MMOIO
neKkapcTBEHHOro cpefcTea TpeboBaHUAM dapmakonenHon crtatbn nNnMbo B criyyae ee OTCYTCTBUSA HOPMaTMBHOM
OOKYMEHTauUM Unn HOpMaTUBHOIO AOKYMEHTA;

2) paspelueHne ynonHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENBbHOM BNacTU Ha BBO3 KOHKPETHOWM
NapTMn NEKapCTBEHHOIO CpeacTBa B CNy4asix, YCTAHOBMEHHbIX YacTblo 3 cTatbu 47 HacToswero degepanbHoro
3aKoHa.

2. [JoKyMeHTbI, yka3aHHble B nMyHkTax 1 u 2 yactn 1 HacTodwen cTtaTbu, NPEACTaBNAITCA B TaMOXEHHbIE
opraHbl Poccuickon ®egepauun npy npmubbiTM NekapcTBEHHbIX cpeacTB B Poccuickyto depgepaumio.
(B8 pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyo ®Pepgepaumio pns  nNUYHOro
MCNONb30OBaHUA WU WHbIX HEKOMMEPYECKUX Lenerd, a Takke ANS UCNONbL3OBaHUA Ha TeppuTOpuUKn
MeXAYyHapoA4HOro MeAULMHCKOro Knacrepa
(B pea. PeaepanbHbix 3akoHOB OT 06.12.2011 N 409-03, o1 29.06.2015 N 160-$3)

1. JlekapcTBeHHble NpenapaTbl MOryT 6biTb BBe3eHbl B Poccuiickyto degepaumio 6e3 yveta TpeboBaHun,
nNpeaycMoTpeHHbIX YacTamn 1 - 4 ctatbn 47, ctatbammn 48 n 49 Hactosiwero degepanbHOro 3akoHa, ecrii OHU
npegHasHadeHbl Ans:

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

1) NUYHOro MCNonb3oBaHUSA uaMdeckumMmn nuuamu, npubsiBwmMu B Poccuiickyto ®egepaumto. Mpu atom
BBO03 B Poccuiickyto depepaunio nekapCTBEHHbIX MNPEenapaTtoB, CoAepXalux CUNbHOAENCTByHOLWME U (Unn)
A0OBUTbIE BELLECTBA, BKMOYEHHble COOTBETCTBEHHO B CMMCOK CUIIbHOOEWCTBYIOLWMX BELWEeCTB ONiS uenen
YrONMOBHOIO 3akoHoAatenbcTBa Poccuiickon Pegepauum n B CMMCOK SA0BUTLIX BELLECTB OIS Lenen yronoBHOro
3akoHogartenbctBa Poccunckon ®depepauun, yTBepxaeHHble [MpaBuTensctBom Poccuiickon ®Pepepaunm,
OCYLLIECTBNSETCA NPU HaNM4YUN AOKYMEHTOB (3aBEPEHHbIX KOMUI AOKYMEHTOB UMW 3aBEPEHHBIX BbIMMCOK U3 HUX),
NOATBEPXKAALNX Ha3HAYEHNE (PU3NYECKOMY NMLY YKa3aHHbIX FeKapCTBEHHbIX NMpenapaToB (3a UCKITHYEHUEM
rnlekapCTBEHHbIX MpenapaToB, 3aperucTpupoBaHHbIX B Poccunckon ®depepauum m otnyckaembix B Poccuickon
depepaumm 6e3 peuenTa Ha fnekapCTBEHHbIN Npenapart). [NogTeepaatoLme JOKYMEHTbI (MX 3aBEpPEHHbIe KOnuu
UNKN 3aBePEHHbIE BbIMUCKU N3 HUX) OOIPKHbI COAEpXKaTb CBEAEHMS O HAUMEHOBAHUU N KONIMYECTBE HA3HAYEHHOIO
nekapCTBEHHOro npenapata. B cnyyae, ecnv noarsBepxparolimMe [OKYMEHTbl (UX 3aBEPEHHbIE KOMUM  WIK
3aBEPEHHbIE BBIMUCKM M3 HUX) COCTaBMNEHbl HAa WHOCTPAHHOM $3blKE, K HWM MpunaraeTcs HoTapuanbHO
3aBEPEHHbIV NEPEBO Ha PYCCKUIN A3bIK;
(n. 1 B peqg. ®egepanbHoro 3akoHa ot 02.06.2016 N 163-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

2) ncnonb3oBaHus pabOoTHWKaMK OUMIIOMaTUYEeCcKOro Koprnyca Wnu npeactaBUTeENs MU MeXOYyHapOAHbIX
opraHmMsaunin, akkpeauToBaHHbIX B Poccuickon deaepauuu;

3) neveHMs nNaccaxupoB M UNEHOB 3KMMNaXKenW TPaHCMOPTHbIX CPEeACTB, Moe3fHbix Opurag v BoguTenewn
TpaHCNOPTHLIX CpeacTs, NpubbiBLLINX B Poccuickyio degepauumio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs YYaCTHWKOB MEXOYHApOAHbIX KyNbTYPHbIX, CMNOPTUBHBLIX MEpPOMpUSTUA W Y4acTHUKOB
MeXAYHapOAHbIX SKCNeaNLUi;

5) neyeHmMs KOHKPETHbIX XMBOTHbLIX B 300MNapkax, 3o0cajax, uupkax, okeaHapuymax, AenbduHapusx,
neyeHUst OUKMX >KMBOTHBIX, MOCTOSIHHO WM BPEMEHHO Hacenswowux TeppuTtopuio Poccuinckon depepaumm,
HaxoJsLWUXCA B COCTOSIHUN eCTECTBEHHOW CBOOOAbI M NMpUHAAnexalux K Buaam, 3aHeceHHbIM B KpacHyto KHUry
Poccuickon Pepepaummn m (unu) kKpacHble kHUrM cybobekToB Poccuiickon ®Pepepauum, a Takke >KMBOTHbIX,
BBO3UMbIX B Poccuiickyto ®enepauuio ansa y4acTusi B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUSIX;

(B pea. PepepanbHbIx 3akoHoB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) MCNonb3oBaHWA HA TEPPUTOPUM MEXOYHAPOAHOIO MEAULIMHCKOrO KrnacTepa.
(n. 6 BBeaeH ®efepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasix, npegycMOTpPeHHbIX 4YacTblo 1 HacTosiwewn craTtbu, AonyckaeTca BBO3 B Poccuiickyto
denepaumio nekapcTBEHHbIX NpenapaTos, He 3aperncTpupoBaHHbIX B Poccuiickon ®egepauun.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIe npenapaTbl, NpegHasHavYeHHble AN ryMaHUTapHOW NOMOLLM (COAENCTBUS) UM NMOMOLLN
npu 4pesBbldalHbIX CUTyauusix, BBO3sATcA B Poccuiickyto ®Pepepaunto B NOpsiAke, YCTAHOBIIEHHOM
MpaBuTtenbcTBOM Poccuiickon depnepauymu. 3anpeulaetcs BBO3 B Poccuiickyto depnepaunto
He3aperMcTpupoBaHHbIX  NEKApCTBEHHbIX MpenapaToB, MpefgHasHadeHHbIX Afs  yMaHWTapHOW  MOMOLM
(copencTaust) UM NOMOLLIM NPY YPE3BbIYANHbBIX CUTYaLMsX.

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuyecTBO (henepanbHOro opraHa UCNONMHUTENbHOW BNAacTU, YNOJIHOMOYEHHOrO B
obnactu TaMOXeHHOro pAena, M ApYrux YNosIHOMOYeHHbIX deaeparnbHbIX OPraHOB WCMOJHUTENbHOWM
BnacTtu

1. YnonHomo4eHHble denepanbHbie opraHbl UCMOMHUTENBbHON BRacTU NPegocTaBnsAldT B pacrnopsbkeHne
denepanbHOro  opraHa WCMOMHUTENbHOM  BNAacTW, YMNOMHOMOYEHHOrO B 06MacT  TaMOXEHHOro  Aena,
roCyAapCTBEHHbIA PEECTP NIEKAapCTBEHHbBIX CPEACTB, a Takke MHOPMauUo O BbiAAHHbLIX pa3peLleHusiX Ha BBO3
KOHKPETHON NapTUM NeKapCTBEHHbIX CPEACTB B CryyasiX, YCTAHOBMEHHbIX YacTbto 3 cTaTb 47 HaCTOsILLEro
depnepanbHOro 3akoHa.

2. ®epepanbHbIi OpraH MWCMOMHUTENBHOW BMAACTW, YMOMHOMOYEHHbLIM B 0BnacTn TaMOXeHHOro gena,
WHpopMmMpyeT yKasaHHble B 4YacTm 1 HacToswen cTaTbM YMNOMHOMOYEHHble dyefepanbHble opraHbl
NCMNOMHUTENBHON BNacT O BBO3€ flekapCTBEHHbIX CPeacTB B Poccuiickyto ®egepauuto 1 BbIBO3E JIEKaPCTBEHHbIX
cpeactBs u3 Poccunckon Pepepauum no ¢opme M B Mopsigke, KOTopble YCTaHOBMEHbl [1paBuTenscrBom
Poccwuiickon depepaumu.

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

Masa 10. PAPMALEEBTUMECKAA OEATENIbBHOCTb
Crartbs 52. OcyuwecTBneHue dapmaLeBTUYECKON AeATENbHOCTU

1. ®dapmaueBTuyeckass  OeATEeNbHOCTb  OCYLUECTBMSIETCA  OpraHv3auusiMy  ONMTOBOWM  TOProBnu
NeKapcTBEHHbIMW CPeAcTBaMK, anTeYHbIMU OpraHU3auusiMy, BETEPUMHapPHBIMU  anTeYHbIMWM  OpraHu3auusiMu,
WHOMBMAYANbHBIMWA  NPEANPUHUMATENAMY, VMEKLWMMN  NULEH3U0 Ha dapMaueBTUYECKY [AesTENbHOCTb,
MEAVUMHCKUMU  OpraHu3auusMn, UMELUMM  NUUEH3NI0 Ha  apMaueBTUYECKYD OEeATEenbHOCTb, M KX
o60ocobneHHbIMM  nogpasgeneHusMu  (ambynatopusamu,  penbaiepckumMm U henbaLepcKo-aKyLLepCKUMm
NyHKTamMK, LeHTpamn (oTaeneHusiMun) obLuern BpadebHOW (CEMENHOW) NPaKTUKKM), PaclONOXEHHbIMU B CEMbCKMX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, U BeTepuHapHbIMU OpraHusaumnsamu,
UMELLMMM NULIEH3MI0 Ha hapMaLEeBTUYECKYI0 AeATENbHOCTb.
(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlntoCc: npumevaHme.

Y. 2 c1. 52 (B pea. ®3 ot 28.04.2023 N 149-03) B yactu akkpeautTaLmm cneumanmnctoB C BbICLLUMM UMN CPESHUM
BETEPMHApPHbIM 00pa3oBaHMEM, OCYLLECTBASIOWMX (apMaLeBTUYECKy0 LeATeNbHOCTb, MPUMEHSIETCA C
01.03.2026. CepTuchmkaTbl Takum nuuam Bblgatotes no 28.02.2026 n encteytoT He 6onee 5 ner.

2. dusnyeckue nuua MOryT ocyLlecTBnATb hapmMaLeBTUYECKYIO AeATENbHOCTb NPU HaANMYMK BbICLLErO UMn
cpegHero dapmaueBTudeckoro obpasoBaHust U cepTudmkata crneunanucta nubo NPOMAEHHOW akkpeauTaumu
crneunanncta, BbICLLErO WM CPeAHero BeTepuHapHoOro obpasoBaHus U cepTudmkata cneumanucta nmbo
NPOMOEHHON aKKpeguTaumM crneunanncta, a Takke BbICLUEro WM CpeaHero MeauuMHCKoro obpasoBaHus,
cepTudmkata crneuynanucta nmbo  MPOMAEHHOW — akkpeguTaumMuM — cneuyuanucta W OOMOSTHUTENbHOro
npodeccrmoHanbHOro 06pa3oBaHUs B 4YacTW PO3HWYHOW TOPrOBNW JIEKAPCTBEHHbIMKM MpenapatamMmyn  Ans
MEANLUMHCKOrO MNPUMEHEHNa npu  ycnoBum ux paboTel B  060COBMEHHbIX nodpasgeneHnsax MeaUUMHCKUX
opraHusaumin, ykasaHHbIX B YacTu 1 HacTosiLLEeN cTaTbu.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbTaHTlnoc: npumeyaHue.

JlekapcTBeHHble npenapaTbl ANA MEOUUUHCKOTO MPUMEHEHUs, BBEOEHHble B rpaxgaHckuin obopoT Ao
29.11.2019, nognexar XpaHeHuo, NepeBo3ke, OTMYCKy, peanusaumu, nepegaye, NPUMEHEHUIO A0 UCTEYEHMS
cpoka nx rogHocTtn (®3 ot 28.11.2018 N 449-93).

Cratba 52.1. BBoa B rpaxpaHCKMM OOGOPOT JeKapCTBEHHbIX npenapaTtoB A MeQUuLMHCKOro
npUMeHeHus
(BBegeHa PenepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. MNepen BBOAOM B rpaykgaHCKuin 060pOT KaXaon CEpMn UMK Kakgon napTum nponsseneHHoro B Poccuiickon
depepaumnm  nekapcTBEHHOrO  npenapata  Anst  MEAULMHCKOrO  MPUMEHEHMSl,  3a  UCKITHYEHMEM
MMMYHOBMOMOIMYECKNX NeKapCTBEHHbIX MpenapaToB, MPOU3BOAMTENb TaKOrO JIEeKapCTBEHHONO MpenapaTa
npeactaendaeT B henepanbHbIi OpraH UCMOMHUTENBbHON BRacTW, OCYLWECTBAALWMN (PYHKLUMA MO KOHTPOSIO U
Hag3opy B cdepe 3ApaBOOXPaHEHUsl, JOKYMEHT MpPOM3BOOUTENS NEKApCTBEHHOTO CPEACTBA, MOATBEPXKAAOLLMA
Ka4yecTBO JeKapCTBEHHOro npenapata, W MNOATBEPXKAEHUE  YMOMHOMOYEHHOTO fMua  MPOU3BOAMUTENS
NeKapCTBEHHbIX CPEACTB COOTBETCTBUSI JIEKAPCTBEHHOrO MpenapaTta TpeboBaHUsIM, YCTaHOBMEHHbIM MpU ero
rocyapCTBEHHOW perncTpauum.

2. lNepen BBOOOM B rpaXdaHCKMM OOOPOT KaXOoW Cepun Unv Kakgow naptuu BBO3MMOro B Poccumnckyto
depepaumio  neKapcTBEHHOro  npenapata ANS  MEOUUUHCKOTO  MPUMEHEHUS,  3a  WUCKITHYEHUEM
MMMYHOBUNOMOrMYECKUX JEKAPCTBEHHbIX MNPEnapaToB, OpraHuM3auusi, OCYLLECTBASAILAs BBO3 J1I€KapCTBEHHOMO
npenapata B Poccunckyto ®Pemepauuto, npenctaBnser B denepanbHbli OpraH MCMOMHUTENbHOM BRnacTw,
OCYLLECTBNALLMIA (PYHKLUUN NO KOHTPOMIO W HaA30py B cipepe 3opaBOOXpaHeHUs, cepTudumkat npousBoanTens
NeKapCTBEHHOIO  CPeACTBa, YAOCTOBEPSIOWMIA  COOTBETCTBME  BBO3WMOINO  IEKAPCTBEHHOTO  npenapara
TpeboBaHuAM papmakonemHom cTaTbM, a B Cry4yae OTCYTCTBUSA dpapMakonemHonm cratbum TpeboBaHWAM
HOPMaTUBHOW [JOKYMEHTauuui, W MOATBEPXAEHME NPEeAcTaBUTENsS OpraHu3auuu, OCYLLECTBISOWEN BBO3
nekapcTBeHHOro npenapata B Poccuickyio degepaumio M ynonHOMOYEHHOW WMHOCTPaHHbIM NPOM3BOAUTENEM
NeKkapCTBEHHbIX CPEACTB, COOTBETCTBUS BBO3MMOIO FIEKAPCTBEHHOrO mnpenapara TpeboBaHWsIM, YCTaHOBIEHHbLIM
Mpwv ero rocyaAapCTBEHHOW perncTpauun.

3. Nopsagok npeacTaBneHs B COOTBETCTBUM C YacTaMU 1 1 2 HACToSLLEeN cTaTbU JOKYMEHTOB U CBEAEHUI O
NeKapCTBEHHbIX MpenapaTtax, BBOAUMbIX B rpaXkgaHCKMn 06opoT, ycTaHaenmeaeTcs [NpaBuTensctBoMm Poccumnckon
denepaumn.

4. B OTHOLLEHUN NEePBLIX TPEX CEPU UM NAPTUI NeKapCTBEHHOroO npenapaTa, BnepBblie NPOM3BEAEHHOIO B
Poccuinckon ®depepaumm unv Bnepsble BBO3UMOro B Poccunckyto ®epnepauunio, B denepanbHbli  opraH

www.consultant.ru Crpanvua 93 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE669C55DCC5DDC4CFEFDE64A3833418A09F103FE4A5782BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE169CD58CC5DDC4CFEFDE64A3833418A09F103FF4B5784BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE169CD58CC5DDC4CFEFDE64A3833418A09F103FF4B5785BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE169CD58CC5DDC4CFEFDE64A3833418A09F103FF4B578BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE169CD58CC5DDC4CFEFDE64A3833418A09F103FF4B5781BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEFE569CD5ECC5DDC4CFEFDE64A3833418A09F103FF4B568BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEFE569CD5ECC5DDC4CFEFDE64A3833418A09F103FF4B548ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECEF60C651CC5DDC4CFEFDE64A3833418A09F607F41F04C7E163DA2C47F1FFA2BF675844M2G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

UCMOMHUTENBHOW BINacTW, OCYLLECTBNSAOWMA (DYHKUMM MO KOHTPOMK M Hafsopy B cdepe 30paBoOOXpaHeHus,
JOMONTHUTENBHO MPEACTaBNAETC MPOTOKON MCMbITaHWMA O COOTBETCTBMM CEPUM UMW NapTUM JEKapCTBEHHOMO
npenapata pAns MeOUUUHCKOrO MpPUYMEHEHWsI MokasaTensm KayecTBa, NpegyCMOTPEHHbIM HOPMaTUMBHOW
JOKyYMEHTauMen (panee - MNPOTOKOM  MCMbITaHWiA), NPOBOAMMBIX —aKKPEAWTOBAHHLIMU B COOTBETCTBUM C
3aKoHozdaTenscTBoM Poccuiickoit ®enepaunm 06 akkpeauTauMum B HaLMOHANbHOW CUCTEMeE akkpeauTauuu
dhenepanbHbIMU rOCYAAPCTBEHHBIMU GHOIKETHBIMU YUPEXAEHNSIMU, NOABEAOMCTBEHHBIMU (hefieparnbHOMY opraHy
UCMOMHUTENBHON BNacTH, OCYLLECTBSAOLLEMY (DYHKLMM NO BbIpabOTKe U peanusauum rocy4apCTBEHHOWM NONMUTUKM
M  HOPMaTMBHO-MPaBOBOMY PErynMpoBaHMio B cdepe 34paBoOXpaHeHusl, U  dedepansHoMy — opraHy
UCMOMNHUTENBHOM BNacTW, OCYLLECTBASAIOWEMY (DYHKUMM MO KOHTPOM U Hap3opy B cdepe 34paBoOXpaHeHus.
MopsiaoK Bblgaun ykasaHHbIMU hefepanbHbiMA FOCYAaPCTBEHHBIMU  GIOAXKETHBIMU  YUPEXOAEHUSIMU  [aHHOTO
npoToKora v pa3Mep nnathl 3a ero Boigady yctaHasnueatoTcs MpasutenscTeomM Poccuiickon depepauum.

5. ExerogHo He no3gHee 1 dpeBpand npousBOAMTENU NEKAPCTBEHHBLIX CPEACTB WM OpraHusaumu,
OCYLLECTBNSIIOLLME BBO3 NEKAPCTBEHHbIX NpenapaTtoB B Poccuiickyio Penepauunio, npeactaBnsiioT B dhegeparnbHbIi
OopraH UCMONHUTENBHOM BMACTW, OCYLLECTBASIOWUIA (OYHKLMM MO KOHTPOIMIO U Hag3opy B cdepe 30paBooXpaHeHus,
MPOTOKOMN WCMNbITAHWUIA MOCTYNMBLUEro B TEYEHWe roda B rpaxgaHckuii obBOpOT NeKkapCTBEHHOro mnpenapaTa
KOHKPETHOro npou3BoauTens (Ha OOHY CEpUI0 KaXKOoro TOProBOr0 HaMMEHOBaHWS C y4eTOM FeKapCTBEHHOM
dopmbl M 0O3MPOBKM), NPOBOAMMbIX aKKpEeAWTOBAHHbIMWM B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuiickon
depepaumn 06 akkpeouTauMM B HALUMOHANBHOW CUCTEME akkpeauTauum WcnbiTaTenbHbIMM nabopatopusmu
(ueHTpamm).

6. |_|pOVI3BO,ElVITeﬂVI NeKapCTBEeHHbIX CpeAcTB UK opraHun3auuun, ocylliecTBrAlolmne BBO3 J1€KapCTBEHHbIX
npenapaTtoB B Poccuiickyto Penepaunto, He MeHee YeM 3a OAMH rof 40 NaHUpyemMbiX NPUOCTAHOBIIEHUSA UMK
npekpaLleHns NPon3BOACTBa flekapCTBEHHbIX NpenapaToB Unn ux Beosa B Poccuiickyto degepaumio yBegomnsoT
06 aToM hbemepanbHbI OpraH UCMOMHUTENBHOW BAACTU, OCYLLECTBSIOWNA PYHKLUUM MO KOHTPOSIIO U Haas3opy B
cchepe 3gpaBoOXpaHEHUs U deaepanbHbii opraH UCMNOSTHUTENbHOW BNacTW, OCYLLECTBASALWMIA (PYyHKUMM NO
NULEH3NPOBAHMIO NPON3BOACTBA JIEKAPCTBEHHBIX CPEACTB.

7. BBog B rpaxgaHCKMiA O00OPOT KaxKAOW CepuyM UMM KakaonW napTum  MMMYHOOGMOOrm4eckoro
nekapcTBEHHOro npenapaTa, npousBegeHHoro B Poccuickon Pepepauum mnm BBO3MMOro B Poccuickyto
denepaumio, OCyLLECTBMSETCA HAa OCHOBaHWMWN pa3peLLeHunsi, BblaaHHOro dheaeparnbHbIM OpraHoM MCMONTHUTENBHOM
BMacTW, OCYLLECTBMSIOWMUM (YHKUUM MO KOHTPOSMO W Hag3opy B cdepe 30paBOOXPAHEHWs, HA OCHOBaHUM
BblAAaHHOMO oeaepanbHbIMU  TOCYAAPCTBEHHLIMU  BIOMXKETHLIMU  YUPEXOAEHUSIMU, YKa3aHHbIMW B Yactn 4
HacTosILLEN CTaTbW, 3aKMIOYEHWSI O COOTBETCTBMM CEPUM UMK NapTUM MMMYHOBMONMOrMYECKOro NEKApCTBEHHOMO
npenapata TpebOBaHUsIM, YCTAHOBMIEHHbIM TMpPWM €ro rocyAapCTBEHHOM pernctpaumn. [lopsigok  Bblgaum
paspelleHns Ha BBOA B IPaXOgaHCKUA OOOPOT cepun WUnu MNapTuM MMMYHOOMOMOMMYECKOro JEeKapCTBEHHOIO
npenapara, a Takke NopsAoK Bblgayn ykazaHHOMoO 3akiioYeHUs U pa3Mep NnaThbl 3a ero Bbigady ycTaHaBnmBaloTCs
MpaBsutenbctBoM Poccuiickon ®epepavmu.

8. B8a HenpegcrtaBrneHne WUNM  HECBOEBPEMEHHOE MpeAcCTaBreHUe [OKYMEHTOB W CBEOEeHWH,
npeaycMoTpeHHbIX vactamu 1, 2, 4, 5 n 6 HacTodwen cTraTbu, NPOU3BOAUTENU NEKapCTBEHHbIX CPeAcTB U
opraHu3auuu, OCYLLECTBASIOWMNE BBO3 JIeKapCTBEHHbIX MpenapatoB B Poccunckyito ®degepauuto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akOHoAaTenbCcTBOM Poccuiickon ®epepaumm.

9. MNpegcraBneHne OOKYMEHTOB M CBEAEHUW, NPEAYCMOTPEHHbIX YacTamu 1, 2 u 4 HacTosWen cTatbu, U
nony4yeHne nNpegyCMOTPEHHOIro YacTblo 7 HACTOSLIEN CTaTbM paspelleHuss Ha BBOL MMMYHOOMONOrM4YecKkoro
flekapCTBEHHOMO npenapaTta B rpakgaHckui obopoT He TpebyroTcA B OTHOLIEHUWM FIEKAPCTBEHHbLIX MpenapaTos,
npegHasHa4YeHHbIX A5 MPOBEAEHUs] KIMHUYECKUX WCCNeOoBaHUA NeKapCTBEHHbIX NpenapaTtoB, NpoBeaeHus
9KCMEepTU3bl JEKApCTBEHHbIX CPeACTB Afs OCYLIECTBIEHUS [OCY4apCTBEHHOW perucTpaumm JekapCTBEHHbIX
npenapaToB, a TaKkke B OTHOLUEHUM HE3apermcTpUpOBaHHbIX NEKAapCTBEHHbLIX NpenapaToB, NpedHa3Ha4YeHHbIX O51s
OKasaHWsi MEeOULMHCKOW MOMOLLU MO XXU3HEHHbIM MOKAa3aHMSAM KOHKPETHOrO MauMeHTa WM rpynnbl NauueHTos,
BBO3MMbIX B Poccuiickyto ®enepauuto B cooTBeTCTBUM € YacTsmu 3 n 3.1 ctaTbmn 47 HacToswero ®egepansHOro
3aKoHa.

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

10. MNpw BbISIBNEHWN B rpaXkaaHCKOM 06opoTe cepun U NapTuUM NeKapCTBEHHOTO Npenapara, A0KYMEeHTbI 1
CBedeHUsi 0 KOTOPbIX, MPeayCMOTPEHHbIE YacTamu 1, 2 U 4 HacTosILLeN cTaTby, He NpeAcTaBneHbl B heaepanbHbii
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

opraH UCMONHUTENbBHOI BNacTu, OCYLLECTBNALMIA (YHKLMA MO KOHTPOIIO U Haas3opy B cdepe 30paBoOXpaHeHus,
nv6o cepun UNu NapTUM MMMYHOGUOMNOrMYECKOTO NeKapCTBEHHOrO NpenapaTa, He UMEILLUX pa3peLleHnst Ha BBOA
B rpaXxgaHCKMii oGopoT, NpeayCcMOTPEHHOro YacTbio 7 HacTosLLen cTaTbk, dpeaepanbHbiit opraH UCMONMHUTENLHOW
BMacTW, OCYLUECTBNAWMNA (QYHKUMM MO KOHTPOMO U Haasopy B cdepe 34paBoOXpaHeHusl, B ropsaake,
ycTaHoBneHHom MpaButenscTBoM Poccuiickolt ®enepauum, NpyHUMaeT pelleHne O NpekpaLleHUn rpaxaaHCcKoro
obopoTa Takux cepun UNu napTuuM OO NPeAcTaBMeHUs yKasaHHbIX JOKYMEHTOB M cBedeHuii NuGo nonyyeHus
yKa3aHHOrO paspeLueHus.

KoHcynbTaHTlntoc: npumevaHme.

C1. 52.2 He pacnpoCTpaHseTCs Ha Ccepun JeKkapCTB AN BETEPUMHAPHOro MPUMEHEHUs, BBELEHHble B
rpaxgaHckuin obopot go 01.09.2023, koTopble nognexaT NPUMEHEHUIO OO UCTEYEHUs cpoka ux rogHoctn (P3
ot 02.07.2021 N 317-®3).

Cratba 52.2. BBoa B rpaxgaHCKuM OOGOPOT JeKapCTBEHHLIX NpenapaTtoB [Afisi BeTepUHapPHOro
npuMeHeHus
(sBegeHa depepanbHbiM 3akoHoM OT 02.07.2021 N 317-93)

1. MNepen BBOOOM B rpaxgaHCKuin OBOPOT KaXaom cepum npousBegeHHoro B Poccuickon depepauum
NlekapCTBEHHOrO npenapaTta Afns BETEepPUHapPHOro MNPUMEHEHUs, 3a WUCKIMIOYEeHNEM UMMMYHOBMONOrM4yeckoro
NleKapCTBEHHOrO npenapata Afs BETEepUMHApPHOrO MPUMEHEHWs, NPOU3BOAUTENb TaKOro NEeKapCTBEHHOro
npenapata npeacTaBnsieT B YBEAOMUTENbHOM mMopsiake B doedepanbHbiil opraH WCMNOMHUTENbHOW BRacTw,
OCYLLECTBNALWMA OYHKUMN MO KOHTPONO (Hagsopy) B cdepe obpalieHus nekapCTBEHHbIX CpeacTB Anis
BETEPMHAPHOIO NPUMEHEHUS;

1) [OOKYMEHT Npou3BOAUTENS JIeKapCTBEHHbIX CPEACTB, NOATBEPXKAAMOWMA COOTBETCTBME KayecTsa
neKkapcTBEHHOro npenapara A/ BETEPUHAPHOIo NpPYMEHEeHUs!, BBOAMMOIO B rpaXkgaHCkuii o6opoT, TpebGoBaHusM,
YCTaHOBEHHBIM NPU €ro rocyAapCTBEHHON perncTpaumu;

2) NoATBEePXAEHWE YMOMHOMOYEHHOIO fMua NpPOuM3BOAUTENS JIeKapCTBEHHbIX CPEeACTB COOTBETCTBUS
NeKapcTBEHHOro npenapata [Afsi BETEPUHAPHONO MNPUMEHEHUs TPeOOBaHWAM, YCTAHOBIIEHHLIM MpU  €ro
rocy4apCTBEHHON perncTpauum.

2. MNepen BBOOOM B rpakgaHCKMM OBOPOT KakOowm cepum BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaunio  nekapCcTBEHHOrO  npenapata ANS  BETEPUHAPHOTO  MPUMEHEHWUsi, 33  UCKIOYEHWEM
MMMYHOBMOMOIMYECKOro  flekapCTBEHHOrO  Mpenapata  Ans  BETEPUMHAPHOrO  MPUMEHEHWs,  OpraHuMsauus,
OCyLLEeCTBNsIIOWAs BBO3 (MepeMelleHne) JeKkapCTBEHHOro mnpenapaTta [Afs BETEPMHAPHOro MNPUMEHEHUs B
Poccuiickyto ®enepaumto, npeactaensaeT B yBegOMUTENbHOM nopsgke B doedeparbHbli opraH UCMOSTHUTENBHON
BNacTW, OCYLLECTBIAOWNA PYHKLMM NO KOHTPONIO (Hag3opy) B cepe obpalleHnsi NnekapCcTBEHHbLIX CPEACTB Ans
BETEPUHAPHOIO NPUMEHEHNS:

1) [OOKYMEHT TNpOou3BOAWTENS JIeKapCTBEHHbIX CPEACTB, MNOATBEPXKAAMOWMA COOTBETCTBME KayecTsa
NekapCTBEHHOro npenapara A/ BETEPUHAPHOro NpYMeHeHWsl, BBOAVMOIO B rpaXkgaHCKuin 06opoT, TpeGoBaHUsM,
YCTaHOBIEHHBIM NMPU €ro rocyAapCTBEHHONW perncTpaumnuy;

2) noaTBepXKAeHME fMua, YMNONHOMOYEHHOTO AepXaTernem WnyM  Brnagernbuem  pernctpauvoHHOro
YAOCTOBEPEHMs1 NEKapCTBEHHOrO MpenapaTta Ansi BeTepMHapHOro MPUMEHEHUsl, COOTBETCTBUS JIEKaPCTBEHHOIO
npenapata [Ansi BETEPUHAPHOrO MpYMEHeHUsI TpeGoBaHWsAM, YCTAHOBMEHHbIM MPW €ro rocyAapCTBEHHOW
perucTpaumm.

3. Beog B rpaxgaHckun o6opoT BBO3NMOro (nepemeltaemoro) B Poccuiickyto degepauuio nekapCTBEHHOMO
npenapata [Ans BETEPUHAPHOIO NPUMEHEHWUs] OCYLLECTBMSIETCS MPW HanuuuuM 3akrYeHUss O COOTBETCTBUM
npousBoauTens feKapCTBEHHbIX CpeacTB TpebGoBaHUSM nNpaBun Haanexalle NPOVU3BOACTBEHHOW MNPaKTUKW,
BblJAHHOIO YMONMHOMOYEHHbIM dbeaepanbHbiM  OpPraHOM  UCMOMHUTENbHOW BRactM Ansi Npou3BOACTBEHHOW
nnowankn nekapcTBEHHOro npenapara Ansi BETepMHapHOro NpUMeHeHUsl, BBOAMMOIO B rpaXaaHckuii o6opor.

4. Jlnuo, YNOJTHOMOYEHHOE  AepXKaTtenem unm  Bnagernbuem  permctpaumoHHOro  yaocTtoBepeHUud
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"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

JIEKapCTBEHHOIo npenaparta And BeTepuHapHOro npuMeHeHud, AOOIXHO OblTb aTTECTOBAHO B YCTaHOBJ1EHHOM
YNONMHOMOYEHHbIM d)ep,epaanblM opraHom WCNOMHNTENBHON BNacTn nopagke n nMetTb CTax pa60TbI HE MeHee
YyeM NATb NeT B obnactu npon3BoacTBa U (I/IJ'II/I) KOHTPOJ1A KaydeCTBa J1eKapCTBEHHbIX CpencTB nnbo B obnacTtu
MOHUTOPUHIa 3(*)(beKTMBHOCTVI n GesonacHocTn NNEKapCTBEHHbIX npenapatoB And BeTepuHapHOro npuMeHeHud,
npoBoAMMOro aepxarenem unun enagenbuemM permctpaunoHHOro yaoCctoBepeHua nekapCTtBeHHOoro npenaparta and
BETEPUHAPHOIo npuMeHeHUaA nnbo YNONMHOMOYE€HHbIM MU  HOpuand4ecknumMm JnLoM, BbiCLLee o6paaoBaHMe
COOTBETCTBEHHO MO OAHOW W3 cheunanbHOCTEN U (I/I.I'II/I) OQHOMY U3 HanpaBneHwZ MoAroToBKM: Buonorus,
ouoTexHonorus, BeTepuHapua, BeTepmHapHO-CaHUTapHaaA 3KCnepTtusa, KnnHun4eckada MeauuunHa, pagnaumnoHHad,
XumMmyeckas U buonormyeckas 3alumTa, (baplvlau,vm, (byH,qameHTaanaﬂ MeauunHa, XmMn4deckaa TexXHOJ10rm4,
XUMU4A.

5. lNopsagok npegcTaBneHns B COOTBETCTBUM € YacTamMmn 1 1 2 HacTosiLLen cTaTbM AOKYMEHTOB U CBEAEHUIN O
NeKapCTBEHHbIX MpenapaTax Ans BeTEpMHApPHOro MNPUMEHEHWs, BBOAMMbIX B  rpaxagaHckui o6oporT,
ycTaHaBnmeaeTcs NpasutensctBom Poccuitckon ®egepauun.

6. B oTHOWweHUn nepBbIX OBYX Cepuid FekapCTBEHHOro npenapara Ans BETEPUMHAPHOrO NPUMEHEHMS,
BriepBble npousBeaeHHoro B Poccunckon ®egepaumn nnm Bnepsble BBO3UMOTO (Mepemeltaemoro) B Poccuinckyto
denepaumnio, B eagepanbHbIii OpraH WCMOMHUTENBHOMW BNacTW, OCYLLECTBASIOWMNA (PYHKUUM NO  KOHTPOIIO
(Hag3opy) B cdepe oOpaleHusa nekapCTBEHHbIX CPEACTB ANA BETEPUMHAPHOro MPUMEHEHUs, Hapsgy C
OOKyMeHTamu, NpegyCMOTPEHHbIMU YacTsaMu 1 1 2 HaCTOsLWEN CTaTby, NPEACTaBnATCS NPOTOKOMbl UCNbITAHWUIN O
COOTBETCTBMU ITUX CEpuIn NEKapCTBEHHOro npenapaTa AN BETepPUHapHOro NpUMEHeEHMs nokasaTensam KavyecTsa,
npeaycMOTPEHHBIM HOPMAaTUBHBIM AOKYMEHTOM (Janee - NPOTOKON MUCMbITaHU), NPOBOAUMbIX akkpeguTOBaHHbLIMU
B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccunckon degepaumm o6 akkpeguTauum B HaLMOHaNbHOM cUCTEME
akkpeauTauum ucnbiTatenbHbIMU nabopaTopuamn (LeHTpamu).

7. ExerogHo He nosgHee 1 dheBpans nNpou3BOAMTENU JEKAPCTBEHHBLIX CPEACTB WM  OpraHusaumu,
OCYLLECTBNSIIOLLME BBO3 (NEepeMELLEHNE) NEKAPCTBEHHbIX MpenapaToB AN BETEPUMHAPHOrO MPUMEHEHUS B
Poccuiickyto ®eanepaumto, npeacTtaBnsoT B eaepanbHbii opraH UCMONTHUTENbHOM BRACTW, OCYLLECTBSIHOLLLMN
YHKUMM NO KOHTpoOMnto (Hag3opy) B cdepe obpalleHust NeKapCTBEHHbIX CPEeACTB [Ans BeTepMHapHOro
NMPUMEHEHMS, MPOTOKON MWCMbITaHUA MOCTYNUBLLETO B TEYEHME FOAa B rpaXdaHCKMi oOOpOT NEeKapCTBEHHOro
npenaparta Ans BETEPUMHAPHOIO NPUMEHEHNSI KOHKPETHOIO NPOU3BOAUTENS (HA OOHY CEpUI0 KaXkaoro TOpProBoro
HauMEHOBAHMS C YYETOM FleKapCTBEHHOW (QOpMbl, @ AN NeKapCTBEHHOro npenaparta Ansi BeTEpUHaApHOro
NMPUMEHEHMS, He SABMAOLWErocs KMMMYHOOMOMOrMYECKUM, Tawkke C Y4Y4eTOM [O03UPOBKW), MPOBOAMMBIX
aKKpeouMToBaHHbLIMM B COOTBETCTBUM C 3akoHopaTtenbcTBoM Poccunckon Pepepaummn 006 akkpegutauum B
HaLUMOHarNbHON CUCTEME aKKpeanTaumm UcnblTaTenbHbIMK TabopaTopusiMm (LLeHTpamm).

8. Beoa B rpaxgaHckuii 060poT MMMYHOBMOMNOrMYECcKoro fiekapCTBEHHOMO npenapara Afsa BeTepuMHapHOro
npUMeHeHns, npomseegeHHoro B Poccunckon degepaumm unv BBO3MMOIO (nepemelaemoro) B Poccuickyto
denepaumio, ocyLLECTBSETCA HAa OCHOBaHMWN pa3peLLeHus, BbidaHHOro deaepanbHbiM OpraHoM UCMONHUTENbHON
BMacTW, OCYLLECTBAOLWNM PyHKLMM MO KOHTPONt (Hag3opy) B cdepe obpalleHnst NeKapCTBEHHbIX CPEACTB AN
BETEPUHAPHOIO MNPUMEHEHNs. YKaszaHHOEe paspelleHVe BbIAAeTCsl Ha OCHOBaHMM MPOTOKOMA WCMbITaHUNA,
NPOBOAUMBIX aKKPEAWTOBaHHbIMM B COOTBETCTBMM C 3akoHogaTtensctBoM Poccuiickon Penepaummn 06
akKkpeauTaummM B HauMOHaNbHOM CUCTEME aKKpeauTauuy opraHusauusiMy, NoaBeAOMCTBEHHbIMU dheaepanbHOMY
OopraHy WCMOMHUTENbBbHOM BRacTW, OCYyLIeCTBRsioweMy yHKUMM MO BblpaboTke FOCYAAPCTBEHHOM MOMUTUMKM U
HOpPMaTMBHO-MPABOBOMY PEryNMPOBaHU0 B cdepe arpornpoMbILLIIEHHONO KOMMMeKca, BKMoYas obpaileHue
NeKapCTBEHHbIX CPEACTB ANsi BETEPMHAPHOIO NMPUMEHEHMS, NN dhefepanbHOMY OpraHy UCMONMHUTENBHON BRAcTy,
ocyLlecTBnsioLLEeMy (YHKUMM MO KOHTPoONto (Hags3opy) B cdepe obpalleHWsi NeKapCTBEHHLIX CPEACTB Ans
BETEPUHAPHOIO NPUMEHEHUsI, a Takke JOKYMEHTOB U CBEAEHWI, NPedyCMOTPEHHbIX YacTbio 1 (ans npenapaTos,
npou3BeneHHblx B Poccuickon Pegepaummn) unu yactbio 2 (gNs npenapaTtoB, BBO3UMbIX (NepeMellaeMbix) B
Poccunckyto ®efgepaumnio) HacTosALWwen cTaTtby.

9. CpoK Bblgauun paspeLleHnsi, ykasaHHOro B YacTh 8 HACTOsILLEN CTaTbW, COCTABMSET NATb paboynx gHen co
OHS NpPefcTaBrneHns MNPOV3BOAWTENEM JEKapCTBEHHbIX CPEACTB WM OpraHusauuen, OCyLLeCTBISOLEN BBO3
(nepemelLeHne) NekapCTBEHHOIO Mpenapata Afs BETEepMHapHOro npumeHeHusi B Poccuiickyto ®egepaunio, B
defeparnbHbI OpraH UCMOMHUTENBHOW BMACTW, OCYLLECTBAAIOWMA PYHKUMM NO KOHTpomn (Hagsopy) B cdepe
obpalLeHnst NekapCTBEHHbIX CPeACTB Arsi BETEPMHAPHOIO NPUMEHEHMS, JOKYMEHTOB, NPEeAYyCMOTPEHHBIX YacTbio 8
HacTosILLEN cTaTbL.
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10. Pa3pelueHne, ykasaHHOE B 4acTu 8 HacCTOsILLEN CTaTbW, BbiAAETCS B OTHOLLEHWM KaXK4OW U3 NEPBbIX OBYX
cepun  MMMYyHOBMONMOrMYECKoro FekapCTBEHHOTO Mpenapata  Afsi BeTEPUHApHOro MNPUMEHEHUsI, BMepBble
npoussegeHHoro B Poccuiickon Pegepaumm wnu BnepBble BBO3MMOro (nepemeltaemMoro) B Poccuickyio
depepaumio. Takoe paspelleHve BblJAETCS Ha BeCb CPOK oObpalleHuss cepun  MMMYHOOMONOrnMYecKoro
NekapCTBEHHOrO npenapara Ans BETEPMHAPHOIO NPUMEHEHNUS!, B OTHOLLEHMM KOTOPO OHO BblgaHo. B OoTHOLLEHMK
nocneaylLwmx cepuii 0gHOro TOproBoro HaMMeHoBaHUs UMMYHOBUONOMMYECKOro NIeKapCTBEHHOIO npenapaTta Ans
BETEPMHAPHOIO NMpPUMEHeHMUs!, npousseneHHoro B Poccuickon ®enepaumm nnm BBO3UMMOrO (NepemeLLaemMoro) B
Poccuickyto ®efepaumio, Takoe paspeLleHne BblgaeTcs CPOKOM Ha Tpu roga. MNMopsgok Bbigayn paspeLueHns Ha
BBO4 B rpaXaaHCKuin 00OpOoT MMMYHOOMONMOrMYECKOro JIeKapCTBEHHOIO npenapata A BeTepuMHapHOro
NPUMEHEHMs1, MOPSAOK Bbl4ayn NPOTOKONAa WUCMbITAHUNA, YKas3aHHbIX B 4acTu 8 HacTosiwen ctaTbl, a Takke
MeToAuKa onpeferneHnst pasMepoB NfaTtbl 3a Bblgadvy Yyka3aHHOrO NPOTOKOMa MCMNbiTaHWIA YyCTaHaBnvBaeTcs
MpasutenbctBoM Poccuiickon ®epeparmu.

11. MMMyHO6MOJ'IOFW-IeCKMe NeKapCTBeHHblE MnpenapaTtbl And BeTepuUHapHOro npmMmeHeHud, BBeleHHble B
Fpa)K,El.aHCKMl;l 060pOT B COOTBETCTBUM C YaCTblo 8 HacTosiLEeN cTaTbn, noanexar XpaHeHuto, nepeBo3ke, OTMNYCKY,
peanusauunn, nepegade, npuMeHeHno 0o NCTe4eHna cpoka UxX rogqHoCTU.

12. B3a HenpegcraBneHMe WNM  HECBOEBPEMEHHOE MpeACTaBfeHne [OOKYMEHTOB W CBeOEeHUN,
NpegycMOTPEHHbIX 4YacTsmu 1 - 3, 6 U 7 HacTosiLLel cTaTbW, MPOU3BOAUTENM JIEeKAPCTBEHHbIX CPEACTB WU
opraHusaumm, OCYLLEeCTBNsOWME BBO3 (NEpeMELLEHNE) IeKapCTBEHHbIX MpenapaTtoB NS BeTepPUHApPHOro
npumeHeHus B Poccuiickylo Pegepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon depepavmu.

13. MNMpencraBneHne JOKYMEHTOB 1 CBEAEHUA, NPELYCMOTPEHHbIX YacTamn 1 - 3, 6 1 7 HacToALEen cTaTbi, U
nony4yeHne paspeLlleHuns, ykasaHHOro B Yactu 8 HacTosilen ctaTtbu, He TpebyoTCs B OTHOLLEHUN FIeKapCTBEHHbIX
npenapaToB ANA BeTEpPUMHApPHOrO MPUMEHEHUS, NpefHas3HavyeHHbIX Ans BbiBo3a M3 Poccuiickon Pepepauun,
npoBedeHns  OOKIMHWYECKUX  WUCCNEedOBaHWA  NeKapCTBEHHbIX  CPEeACTB,  KNMWHMYECKUX  uccrnegoBaHwi
nekapCTBEHHbIX NpenapaToB AN BETEPMHAPHOTO MPUMEHEHUS 1 BBO3a AN Lenewn, ykasaHHbIX B MyHKTe 5 yactu 1
ctatb 50 HacToswero PepepanbHOro 3akoHa, a Takke 00pas3uoB JNEKapCTBEHHbIX NpenapatoB AJis
BETEPMHAPHOIo NPUMEHEHUS, NpegHasHavYeHHbIX 4515 NPOBEeEeHNS SKCNepTM3bl JIEKapCTBEHHbIX CPEACTB B Lensx
OCYLLIECTBNEHNS FOCY4apCTBEHHON perMcTpaumm nekapCTBEHHbIX NpenapaTtoB Afs BETEpPUHapHOro npvMeHeHus
WNN BHECEHUS U3MEHEHWA B pPEerncTpauuoHHOE [OCbe Ha fekapCTBEHHbI npenapat Ans BeTepuMHapHOro
NPUMEHEHNS.

Cratba 53. lpopaxa, nepepayvya neKapCTBEHHbIX CpPeACTB OpraHusauuMsMu ONTOBOW TOProBnU
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHusauum ONTOBOM TOPrOBNM NEKAPCTBEHHBIMW CPeACTBaMW MOIYT OCYLLECTBIATb MNpOgaxy
NeKapCTBEHHbIX CPEACTB WNM nepefaBaTtb UX B YCTAHOBIIEHHOM 3akoHogaTenbcTBoMm Poccunckon depepauun
nopsigke (3a MckioYeHneMm apmaueBTUYECKON cybCcTaHuumM cnvpTa 3TUIOBOIO (3TaHona) ¢ y4eTom TpeboBaHum
yacTu 3 HacTosILEeN CcTaTbU:

(B pea. PegepanbHbIX 3aKOHOB OT 27.12.2019 N 481-®3, ot 04.08.2023 N 428-93)

1) ApYrMm opraHM3auysiM ONTOBO TOProBIv NEKAPCTBEHHLIMW CPeACTBaMU;

2) Npou3BOAUTENSIM NEKAPCTBEHHbIX CPEACTB AJ151 Liernel NPoM3BOACTBA JIeKapCTBEHHbIX CPEeaCTB;
3) anTeyYHbIM OpraHM3auysM 1 BETePMHapPHbLIM anTeYHbIM OpraHn3aLusim;

4) Hay4HO-UccrneaoBaTeNbCKUM OpraHU3aUusaM Arsi Hay4HO-MCCneaoBaTernbCcKoi paboThl;

5) nHavBMAOYyanbHbIM NPeAnpPUHUMATENAM, UMEIOLLIMM NNLEH3NI0 Ha (hapMaLeBTUYECKYO AeATENbHOCTb UK
NMLIEH3MIO HA MEANUMHCKYIO AeSATENbHOCTD;

6) MeaguUMHCKUM OpraHu3auusM, B TOM 4YWCMEe CO3[4aHHbIM U 3apermcTpyMpoBaHHbIM B COOTBETCTBUM C
3aKOHOOATENbCTBOM WMHOCTPAHHOIO rocydapctBa - uyneHa OpraHu3aumym 3KOHOMWYECKOrO COTPYOHUYECTBA U
pasBUTUS  WHOCTPAHHbLIM  PUOWYECKUM  NuuaM, WHAOMBMAYaANbHbIM  NpeanpuHUMaTensiM,  SBASHOLWMMCSH
yYyacTHMKamMn npoekta B cooTBeTcTBuMM ¢ PDepepanbHbiM 3akoHOM oOT 29 wmioHa 2015 roga N 160-03 "O
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

MeXOyHapoAHOM MEAMULMHCKOM KracTepe W BHECEHUM W3MEHEHWA B OTAelNbHble 3akoHodaTerbHble aKTbl
Poccuitckon deagepaummn”, u BeTepUHapHbIM OpraHu3aLnsam;
(B pen. PepepanbHbIx 3akoHOB OT 26.07.2019 N 240-93, ot 04.08.2023 N 428-93)

7) opraHusaumam U MHanBuAyanbHbIM NpeanpUHUMaTensiM, OCYLLECTBNAIOLWUM pa3BefeHre, BblpallyBaHue
N cofepXXaHne XNBOTHbIX (332 UCKIIOYEHVEM NPOAAKU UM hapmaLleBTUYECKMX CyOCTaHUmMiA unm nx nepeagaydn).
(n. 7 B peq. ®epepansHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHusauum ONTOBOW TOProBfW fEeKapCTBEHHLIMU CpeacTBaMy He BrpaBe OCYLLECTBNATbL MNpogaxy
(nepegayy B yCTaHOBMEHHOM 3akoHopaTtenbcTBoM Poccuiickon ®epepaumm nopsake) dapmMaleBTUYECKON
cybcTaHumMM cnmpTa 3TUIOBOrO (3TaHona).

(vacTb 2 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlnoc: npumeyaHue.
Y. 3 ct. 53 Ha Tepputopusx OHP, JIHP, 3anopoxckon obrnactu, XepCoHcKoM 06nacTu MpUMEHsieTca C
01.09.2024 (®3 o1 04.08.2023 N 428-3).

3. OpraHusaumu OnTOBOW TOPrOBMM JIEKAPCTBEHHbIMM CPeACTBAMM MOTYT OCYLUECTBMATbL NPOSaxy
(nepenayy B yCTaHOBNEHHOM 3akoHoAaTenbCcTBOM Poccuickon depepaumm nopsgke) nekapCTtBEHHOro npenapaTa
4N MEANLMHCKOro NPUMEHEHUS C MEXAYHapOaHbIM HEMATEHTOBAHHBLIM HaMMeHoBaHueM "OTaHon":

1) lopyanyeckum nuuam, MMEeLLMM NULLEH3NIO Ha hapMaLeBTUYECKY0 AesaTeNbHOCTb B cdepe obpalleHuns
JleKkapCTBeHHbIX cpeacTs And MmeguumHCKOro npuMeHeHuna,;

2) vHaMBUayanbHbIM NpeanpuHMMaTensam, UMELWUM NMLEH3NI0 Ha dapMaLEeBTUYECKY0 OeATENbHOCTb B
cpepe obpalleHns nekapcTBEHHbIX CPeAcTB Ans MeAULUHCKOrO NPUMEHEHUS;

3) MHAMBMAYanbHBIM NpeanpUHUMaTENAM, UMEILLUM NULEH3UI0 HA MeOULIMHCKYI0 OeSTeNbHOCTb;
4) 1opUaNYECKUM NMLAM, UMEIOLLIUM JTULIEH3UIO Ha MEAMLIVHCKYIO AeATEeNbHOCTb;

5) WHOCTpaHHbIM OPUOANYECKMM nuuaM W MHOMBMAYaNbHbIM  NPEeAnpUHMMATENSM, CO34aHHbIM U
3aperMcTpupoBaHHbIM B COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPAHHOMO rocydapcTea - yneHa OpraHusaumm
3KOHOMWYECKOIrO COTPYAHMYECTBA W pasBUTUSA, SBMSIOLUMCSH Yy4YacTHMKaMM MNpoekTa B COOTBETCTBMM C
depnepanbHbiv 3akoHOM OT 29 utoHa 2015 roga N 160-3 "O mexgyHapogHOM MeOMUMHCKOM KracTepe U
BHECEHMM U3MEHEHWUI B OTAENbHbIE 3akOHoA4aTeNbHble akTbl Poccuickon degepaummn”;

6) ncnbiTaTenbHbiM nabopatopmsim (LeHTpam), NPOBOASLUUM MUCMbITaHUS B 0BNacTM KOHTPOMs KayecTBa
NeKapCTBEHHbIX CPeacTB, akKpeauTOBaHHLIM B COOTBETCTBMM C 3akoHodaTenbctBoM Poccuiickon ®enepaumn ob
akKkpeauTaumum B HaLMOHanbHOWM CUCTEME aKKpeauTauum.

(yacTe 3 BBegeHa PeaepanbHbiM 3akoHOM OT 04.08.2023 N 428-93)

Cratbsa 54. MpaBuna onToBOM TOProBsin JieKAPCTBEHHbLIMU CpeacTBaMu

1. OnToBast TOProBns NEKapCTBEHHLIMU CPeacTBaMU OCYLLECTBISAETCS NMPOU3BOAMTENAMMU NEKAPCTBEHHbIX
cpeacte WM opraHM3auMsiMM ONTOBOM TOProBMM FEeKapCTBEHHbIMM CpeacTBaMyv MO MpaBunaM  Hagnexaien
ONCTPUOBLIOTOPCKOM MpPaKTMKW, MNpaBunam Haanexawen npakTUKU XpaHeHWst U MNepeBO3KM NeKapCTBEHHbIX
npenapaTtoB Afs1 MEAULIMHCKOrO NPUMEHEHMS!, NpaBuiamM XpaHeHUs NeKapCTBEHHbIX CPEeACTB Ans BETepPUHaAPHOro
NMPUMEHEHNS, YyTBEPXOEHHbLIM COOTBETCTBYHOLUMMMN  YMOMHOMOYEHHBIMU  cbedepanbHbiMK opraHamu
NCMOJTHUTENbHOW BIacTu.

(B pea. PegepanbHbIX 3aKOHOB OT 22.12.2014 N 429-93, ot 28.04.2023 N 171-93)

2. OpraHu3sauusi ONTOBOWM TOProBMN NIEKapCTBEHHBIMU CpeAcTBamMu obsi3aHa cobnogaTb NpedernbHble CPOKM
OTrpy3kM 3aTpeboBaHHbIX anTeYHOW opraHu3aLMen nekapCcTBEeHHbIX NpenapaToB ANsl MeQULMHCKOrO NpUMEHEHNS
M He BrpaBe OTKa3blBaTb anTE4YHOW OpraHusauuuM, C KOTOPOM Yy Hee 3aKM4yeH COOTBETCTBYIOLIMIA OOrOBOP O
NnocTaBKax fleKapCTBEHHbIX NpenapaTtos A5 MEAMLMHCKOrO NPUMEHEHUs], B NOCTaBKe NeKapCTBEHHbIX NpenapaToB
ANs MeAVLUMHCKOro NMPUMEHEHWS MPU Hanuunm 3aTpeboBaHHbIX F1eKapCTBEHHbIX NpenapaToB Anst MeaAMUMHCKOro

www.consultant.ru Crpanvua 98 u3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEDE769C658CC5DDC4CFEFDE64A3833418A09F103FF4B558ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE461CD59CC5DDC4CFEFDE64A3833418A09F103FF4B5781BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEDE76FCD5FCC5DDC4CFEFDE64A3833418A09F103FF4B5286BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE66ECD5FCC5DDC4CFEFDE64A3833418A09F103FF4A5587BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE461CD59CC5DDC4CFEFDE64A3833418A09F103FF4B5684BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEDE768C65BCC5DDC4CFEFDE64A3833538A51FD02FE555483AA6CDB2F45MAG
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE461CD59CC5DDC4CFEFDE64A3833418A09F103FF4B5780BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEFE56FCC5CCC5DDC4CFEFDE64A3833418A09F103FF4B5480BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3BEFE76FC550CC5DDC4CFEFDE64A3833418A09F103FF4B5483BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE8E16AC751CC5DDC4CFEFDE64A3833418A09F103FF4B5483BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE569C55FCC5DDC4CFEFDE64A3833418A09F103FF4D538BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAE169CD5ECC5DDC4CFEFDE64A3833418A09F103FF4B5780BF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NPUMEHEHUS Y OpraHu3auMu OMTOBOW TOProBfM FeKapCTBEHHLIMU cpeacTBamu. lpegenbHble CPOKU OTrpy3Kku
3aTpeboBaHHbIX anTe4yHoW oOpraHu3auMen nekapCTBEeHHbIX MpenapatoB Ans MEeAMLUHCKOro MNpUMEHEHUs B
3aBMCMMOCTM OT PacrofiOKEHUss MecTa OTIPy3KM NeKapCTBEHHbIX NpenapaTtoB ANA MeAUUMHCKOro NpUMeEHeHUs
yCTaHaBNMBaKTCH YNONMHOMOYEHHbIM begepanbHbIM OpraHoM UCMOMHUTENBHON BNacTu.

(4acTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 26.03.2022 N 64-93)

Cratbs 55. Nopsaaok po3HMYHOM TOProBnu NeKapcTBeHHbIMU NpenapaTtaMmu

1. Po3HnyHasa ToproBns nekapcTBeHHbIMU MpenapaTaMmy B KONMUYecTBax, HeOOXOOAUMBIX ANsi BbIMNOMHEHWS
BpayebHbIX (PenbAllepcknx) HasHa4YeHU’h WM  Ha3HavyeHun cneuManuctoB B obnactu  BeTepuHapuu,
OCYLLIECTBNSAETCA anTeYHbIMU OpraHn3auusMn, BEeTEPUHAPHBIMW anTeYHbIMU OpraHusaunsaMu, MHaMBMAYanbHbIMM
npeanpuHMMaTensM, UMeLWUMn  NULEH3NK0  Ha  (PapMaueBTUYECKyld  OesTeNbHOCTb,  MeAULMHCKUMU
opraHuM3auusM, VMEeLUMN  MULEH3NI0 Ha (apMaueBTUYECKY0 OEeATEeNbHOCTb, M KX 000CO6NEeHHBIMM
nogpasgeneHusmn (ambynaTopusimv, enbalepckumm 1 - denballepcKo-akyLLEpPCKUMKU  NMyHKTaMK, LeHTpamu
(oToeneHnsamun) obLlen BpayebHON (CEMENHON) NPaKTUKK), PACTIONOXEHHBIMU B CENbCKUX HACENEHHbIX NyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTepuHapHbIMUW OpraHn3auusmMu, UMELWMMU NULEH3UI0 Ha
hapmaLeBTUYECKYI0 AesaTenbHOCTb. PaspelueHa po3HMYHas TOProBrisi TOMLKO feKapCTBEHHLIMKU npenapatamu,
3apermctpmpoBaHHbiMn B Poccuiickon ®egepaumm  MnM - M3rOTOBMAEHHBIMW — anTeYHbIMU  OpraHu3auusmMu,
BETEPMHAPHbLIMU anTeYHbIMU OpraHM3aunsMu, MHAUBUAYarnbHbIMU NpeanpUHUMaTENSMU, UMEILLUMN NINLEH3NIO
Ha (bapmaueBTUYECKyI0 AeaTeNbHOCTb. PO3HWYHAs TOProBns nekapCTBeHHbLIMU nNpenapaTtamu OCyLLEeCTBAETCS No
npaBunaMm Hagnexawien anTeyHoOW MpaKkTUKW, YTBEepPXOEHHbIM YNONMHOMOYEHHbIM beaepanbHbIM - OpraHoM
WCMNOMHUTENBHON BnacTu.

(B pea. PegepanbHbIX 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

1.1. PO3HMYHast TOProBns neKapCTBEHHbIMW MpenapaTtamu Ana  MEeOUUMHCKOrO NpuMeHeHus (3a
WCKITIOYEHNEM  JIeKapCTBEHHbIX MNpenapaTtoB, OTNyCKaeMblX MO PpeuenTy Ha JlekapCTBEHHbIW npenapart,
HapKOTUYECKNX JEKAPCTBEHHbIX MNPenapatoB W MNCUXOTPOMHbIX JIEKApCTBEHHbIX NpenapaTtoB, a Takke
CMMPTOCOAEPXKALLMX NIEKAPCTBEHHbIX MpenapaTtoB ¢ 00BHLEMHON AONen 3TUOBOro CnMpTa CBbile 25 NpOLEeHTOB)
MOXET OCYLLECTBMATLCA anTeyHbIMM  OpraHu3auusiMm OWCTAHUMOHHBIM  CNOCOGOM. PO3HWYHYO  TOProBrto
neKapcTBEHHbIMM Npenapatamu A4ns MEAULUHCKOrO NPUMEHEHUS ANCTAHLMOHHBIM CNOCOGOM MOryT OCYLLECTBNSATL
anTeyHble OpraHuM3auMn, UMEKLLME NULEH3MI0 Ha dapMaLeBTUYECKyl0 AesATEeNbHOCTb M COOTBETCTBYHOLLEE
paspelueHne geneparnibHOro opraHa MCMOMHUTENbHOW BNACTW, OCYLLECTBASIOWEro (OYHKLUUM MO KOHTPOSO U
Hag3opy B cdepe 3apaBooxpaHeHus. [opsgok Bblgayn paspelleHus Ha OCYLLECTBIIEHME PO3HUYHOW TOProBmu
neKapcTBEHHbIMM MpenapataMmyv AUCTaHUMOHHBIM CNocoboM, TpeboBaHMSA K anTeYHbIM OpraHu3aumsm, KoTopble
MOryT OCYLLECTBNSATb TaKkytd TOProBMio, M MOPSAOK €€  OCYLIECTBIIEHUsl, a Takke npaBuna [JOCTaBKu
NeKapCTBEHHbIX MpenapaTtoB rpaxgaHam ycTaHaBnuBatoTcs [lpaButensctBom Poccunckon ®degepaumn.
MHdbopmaumst 06 onnadeHHbIX (OTMYLEHHbIX) M NOMTYYEHHbIX FEKAPCTBEHHLIX Mpenaparax BHOCUTCS B CUCTEMY
MOHUTOPUHTa [OBWKEHUS JIEKAPCTBEHHbIX MNpenapatoB Ansi  MeOWUMHCKOTO MPUMEHEHMS B Nopsiake,
npeaycMOTPEHHOM YacTbio 7 cTaTbk 67 HacToswero deaepanbHOro 3akoHa.

(yacTb 1.1 BBegeHa PegepanbHbiM 3akoHoM OT 03.04.2020 N 105-93)

2. Bugbl anTeyHbIX OpraHu3auum 1 npaBuia OTMNycKa NEeKapCTBEHHbIX MpenapaTtoB AMfs MEeLWLMHCKOro
NMPYMEHEHMS anTeYHbIMX OpPraHU3auMsaMKn, UHAMBUAYaANbHBIMWU MPeanpUHUMATENAMU, UMEKOLWMMUN JIMLEH3NIO Ha
hapmaLeBTUHECKYIO OESATENbHOCTb, a Takke MpaBuria OTNycka JIeKapCTBEHHbIX NMpenapaTtoB ANs MeAWLMHCKOro
NPUMEHEHNS MEOULMHCKAMU OpraHM3aunsiMm, UMELMMN JIMLEH3NI0 Ha (hapMaLeBTUYECKYH0 AeATeNbHOCTb, U KX
obocobneHHbIMM  nogpa3genenvsamu  (ambynatopusimy,  enbawepckumn 1 penbaLepcKo-aKkyLLepCKUMM
NyHKTamMu, LeHTpamu (oTaeneHusamn) obuien BpadebHOM (CEMENHOW) NPaKTWKM), PaciONOXEHHBIMU B CENbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuvHble OpraHvM3auuv, YTBEpXAalTCsl YMONHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMOMHUTENBbHOW BNAcCTU.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBuna oTnycka HAapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELWECTB, 3apErMcTPUPOBaHHbLIX B Ka4ecTBe
NeKapCTBEHHbIX MNpPenapaToB, FeKapCTBEHHbIX MpenapaToB, COAEpPXKallMX HapkoTUdeckue cpeactea U
MCUXOTPOMHbIE BELLECTBA, YTBEPXAATCSA YNONIHOMOYEHHBIM (hefepanbHbIM OpraHoM UCMONMHUTENBHON BRacTy No
cornacoBaHuio ¢ dpegepanbHbIM OpraHOM UCMONMHUTENBHON BRacTW, YNOMHOMOYEHHBIM B cchepe BHYTPEHHUX AEer.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

4. JlekapcTBeHHble MpenapaTbl ANs BETEPUHAPHOrO MPUMEHEHUS MoAanexar OTMNyCcKy BeTepuMHapHbIMU
anTeYHbIMW OpraHMsauusMK, BeTEepPUHapHbIMW  OpraHM3auusMn, WHAWBUAYANbHLIMWA  NpPeanpuHUMaTEnsMu,
UMELMMN NULEH3NI0 Ha apmaueBTnyeckylo aeAtenbHocTb. OTNyCK NeKkapCTBEHHbIX MpenapatoB Ans
BETEPUHAPHOIO MPUMEHEHMWS OCYLLECTBMSETCS B COOTBETCTBMM C MpaBuriamn Haanexawien anTteqyHOn MpakTuKu
NeKapCTBEHHbIX MpenapaToB Afs  BETEPUHAPHOTO  MPUMEHEHMUS,  YTBEPKOEHHBIMWA  YNONMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHOW BNAacTu.

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

5. MNepeyeHb MEOUUMHCKUX OpraHu3auni, UMEIoLLMX NIMLEH3NI0 Ha dhapMaLeBTUYECKYI0 AeaTenbHOCTb, U UX
060co6neHHbIX nogpasgenexHuii (ambynatopuin, denbawepckux 1 denbalepcko-akyLepckux NyHKTOB, LLEHTPOB
(oToeneHwuit) obuiert BpayebHOWM (CEMENHOW) MpPaKTWKK), PaCMOfIOXEHHbIX B CEMNbCKMX HACENeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble opraHnsauun, a Takke nepeyeHb NekapcTBEHHbIX NpenapaTos, npogaxa KoTopbIX
MOXET  OCYLUECTBMSATbCA  YKa3aHHbIMW  OpraHu3auusiMMm ©n  ux  000COBNeHHbIMM  nogpasgeneHusiMm,
yCTaHaBNM1BalTCA OpraHaMu UCMONHUTENBHON BriacTu cy6bekToB Poccurickon ®enepaumu.

(B pea. PepepanbHbIx 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

6. AnTeyHble oOpraHM3auuu, UHAMBUAOYyanbHble NpeanpuHUMaTeny, UMelwmne  NUUEH3NI  Ha
hapmaLeBTUYECKYI0 OedaTenbHOCTb, 06s3aHbl obecneunBaTb YyTBepXOeHHbIN [lpaButenbctBoM Poccuiickon
depepaumm 1 opMUpyeMbIN B YCTAHOBIIEHHOM WM MOPSAKE MUHUMAIbHbIA aCCOPTUMEHT JeKapCTBEHHbIX
npenapaTtoB, HEOOXOANMbIX AN OKa3aHWUA MEeAULMHCKOM NOMOLLIN.

(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble opraHuzauum, nHameuayanbHble npeanpuHnMmaTenu, nvermne nMUeH3nto Ha
hapmaLeBTUYECKYI0 AeATenbHOCTb, Hapsgy C JfieKapCcTBEHHbIMM NpenapaTtaMmyv MMEKT npaBo npuobpeTtatb U
npogaeaTtb, B TOM 4uUCle AUCTAHUMOHHBIM CMoOcoOOM, MeauuuMHCKME u3penvs, Ae3vHuuupylowme cpeacTsa,
npegmMeTbl M CpeactBa JMYHOW TUIMEHbl, nocydy [Anst MeAWUMHCKUX Lenen, npeameTbl W CpeacTsa,
npegHa3HadeHHble Anst yxoga 3a 605rbHbIMW, HOBOPOXAEHHBIMU U AETbMU, HE OOCTUIUMMMK BO3pacTa Tpex feT,
OYKOBYIO OMTUKY M CPEACTBA yxoAa 3a HeW, MUHeparbHble BOAbI, NPOAYKTbl le4ebHOro, 4ETCKOro U ANEeTUYECKOro
nuTaHusl, GuonorMyeckn akTuBHble [06aBkM, napdOMepHble U KOCMETUYECKUE CPEeacTBa, MeAWLMHCKUE U
CaHWUTapPHO-NPOCBETUTENBHbIE NEeYaTHbIE U34aHNS, NPEAHAa3HAYEHHbIE AN nponaraHabl 300pOBOro obpasa KUsHW.
(B peqa. PepgepanbHbix 3akoHOB OT 27.07.2010 N 192-03, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. [eaTenbHOCTb anTeudHbiX opraHmM3aumn BoopyxeHHbix Cun Poccuitickon Pepepauummn, Opyrmx BOWCK,
BOMHCKMX (DOPMMPOBAHWIA M OpraHoB, B KOTOPbIX 3akoHogaTtenbcTBoM Poccuiickon ®epepauumn npegycMOTPEHO
NPOXOXOeHNe BOEHHON Crny0bl nnun deaepanbHON rocygapCTBEHHOM CNyX0bl, CBA3aHHOW C NPaBOOXPaAHUTENBHON
OeATenbHOCTbIO, pernameHTupyeTcs HacToswmum PegepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMW COOTBETCTBYOLLUMU
denepanbHbIMU OpraHamMu MCMOSNHUTENbHOW BriacTu NosnioxeHusmu. KoHTposnb 3a cobnogeHnem ykasaHHbIMU
anTeYHbIMWM  OpraHuM3auMsMuM  MONOXeHWM  Hactosiwero  depepanbHOr0O  3akOHA  OCYLLECTBISIETCS
COOTBETCTBYHOLLMMM heaeparnibHbIMU OpraHaMy UCMIONHUTENBHON BRACTW.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Y1paTtun cuny ¢ 1 auBapa 2021 roga. - PegepanbHbin 3akoH oT 03.04.2020 N 105-93.

KoHcynbTaHTlnoc: npuMmeyaHue.
C 01.03.2026 cT. 55.1 ytpaumsaet cuny (®3 ot 20.10.2022 N 405-03).

Cratbsa 55.1. Mopsagok ocyllecTBNeHUA PO3HMYHON TOProBNU NEeKapCTBEeHHbIMM npenaparamv ans
MeAMLMHCKOro nNpMMeHeHusi, OTNycKaeMbIMU MO peulenTy Ha JieKapCTBEHHbIM npenapar, AUCTaHLUUOHHbLIM
cnoco6om

(sBegeHa depepanbHbimM 3akoHoM OT 20.10.2022 N 405-93)

1. B nepuwog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge deaepanbHoro sHadeHus Mockse, B
Benropogckon n MockoBckon obnacTtax (ganee B HacTosiwen ctatbe - cybbekTsl Poccuinckon depepaumn)
npegycMaTpyMBaeTCs MPOBEOEHNE IKCMEPMMEHTA MO OCYLLECTBIIEHUIO PO3HUYHOW TOPrOBMNWM NEeKapCTBEHHbIMU
npenapatamu Ansi MEOULMHCKOTO MNPUMEHEHWs, OTMyCKaeMbiMW MO peLenTy Ha JeKapCTBEHHbIM Mpenapar,
ONCTaHLMOHHBLIM cnocoboM (ganee - 3KCNEPUMEHT).
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

2. B pamKax 3KCnepumeHTa ero y4acTHWKW BnpaBe AMCTaHLMOHHbIM CMOCOOOM OCYLLECTBASATb PO3HUYHYIO
TOProBMni0 NeKkapCcTBEHHbIMU MpenapaTtamn Ansg MeAUUMHCKOTO MPUMEHEHUs, OTMNycKaeMbiMW MO peuenTy Ha
nekapcTBeHHbIN npenapaTt (B TOM 4ucne copMUpoBaHHOMY B (POPME 3NEKTPOHHOrO AOKYMEHTa B JIMYHOM
kabuHeTe rpaxgaHvHa B doedepanbHON rocyaapCTBEHHOW MHopmaumMoHHOW cucTteme "EAMHBIAG nopTan
rocygapCTBEHHbIX U MyHMUMManNbHbIX yenyr ((PyHKUuin)" n (nn) Ha permoHanbHbIX nopTanax rocygapCTBEHHbIX U
MYHMUMMAmNbHbLIX YCNyr) U BKMNOYEHHLIMU B NepeyeHb fleKapCTBEHHbIX npenapaTtoB U dhapmakoTepaneBTUYeckmx
rpynn rekapcTBEHHbIX MpenapaToB, paspelleHHbIX K peanu3aumM B pamkax 3KCnepuMeHTa, YTBepXKOEeHHbIV
YMOMHOMOY€EHHbIM ~ dbefeparibHblM  OpraHoM  UCMOMHUTENLHONW BNacTU (3@  WUCKIOYEHWEM  feKapCTBEHHbIX
npenapaToB, CoaepXaLlmMx HapkoTU4eckMe cpeacTea, NCMXOTPONHbIE BELLECTBA U UX NPEKYPCOpPbI, NTeKapCTBEHHbIX
npenapaToB, COAepXallMX CUMbHOAEWCTBYIOLLME BellecTBa, paguodapmMaueBTUHECcKkuX  JeKapCTBEHHbIX
npenapaToB, MMMYHOOMONMOrMYECKNX FEeKapCTBEHHbIX MpernapaToB, a Takke feKkapCTBEHHbIX npenapaTos, AN
KOTOpbIX B COOTBETCTBMM C WHCTPYKUMEN MO MNPUMEHEHUIO FeKapCTBEHHOrO MpenapaTta ycTaHOBMEH
TemnepaTypHbIN pexum xpaHeHus Hwke 15 rpagycos Llenbcus, cnpTocogepxallmx fekapcTBEHHbIX npenapaTos
C 0ObEMHOW [OMen 3TUNOBOro CnupTa CBbille 25 MPOLIEHTOB W NEKapCTBEHHbIX MpenapaToB, WU3roTOBMEHHbIX
anTeyHbiMU opraHusaumsamMu). Kputepum BKIOYEHUS NeKapCTBEHHbIX MpenapaTtoB U (hapmMakoTepaneBTU4eCcKnx
rpynn nekapcTBEHHbIX MpenapaToB B YKa3aHHbIA MepeyeHb ycTaHasnueatoTca [lpasutensctBom Poccumnckon
®enepaumn. MNonoxeHns HacTosLeN CTaTbM HE PacpPOCTPaHATCH Ha NekapCTBEHHbIE nNpenapartsl, OTnyckaeMble
BecnnaTHO UNN CO CKMAKOW rpaxgaHam, MMeloLwmnM npaBo Ha obecrneyeHve nekapcTBEHHbIMW MpenapaTamu 3a
cyeT cpenctB OMKETHbIX accuUrHoBaHW denepanbHoro Grogketa m OoaxkeToB cybbekTtoB Poccuiickon
depepanmu.

3. YyacTH/Kamu aKCnepuMeHTa ABMsoTCA YNONMHOMOYEHHbIV dheaepanbHblid OpraH UCNOMHUTENBHOW BNacTu,
YNOMIHOMOYEHHbIE OpraHbl MCMNOMHUTENbHOW Briactu cybbektoB Poccuitckon depepaumn, MeauLMHCKME
opraHusaumMm M anTeyHble OopraHuM3auuu, COOTBETCTBYKOLME TpeboBaHUAM, YyCTaHOBMEHHbBIM B COOTBETCTBUM C
yacTbto 4 HaCTOSLLLEN CTaTbM.

4. TlonoxeHne O nopsiake MNPOBEAEHUS 3JKCMEPUMEHTA, B TOM u4ucne TpeboBaHMS K MEeAULMHCKUM
OopraHM3aumsaM M anTeyYHbIM OpraHM3aumsaM, SBMSIOLWLMMCS YY4aCTHUKAMK SKCMEPUMEHTA, NOPSA0K OCYLLECTBIEHUs]
PO3HWYHOW TOPrOBNW FEKapCTBEHHbIMKM MNpenapaTtaMmu Anst MEeAWLMHCKOrO MPUMEHEHUS, OTMyCcKaemMbIMU MO
peuenTy Ha JekapCTBEHHbIA npenapaTt, AWCTaHUMOHHbIM CcrocoboM, TpebGoBaHMA K [OCTaBke TaKuxX
neKapCTBEHHbIX NpenapaToB rpaxaaHam, npasuna Bbigayn paspeLleHnst Ha OCYLLIECTBIEHNE PO3HUYHOW TOProBnm
neKkapcTBEHHbIMM MpenapaTaMmy ANs MeAULUHCKOrO NPUMEHEHUs], OTNYCKaeMbIMU NO PELIENTY Ha fiekapCTBEHHbIN
npenapaTt, OUCTaHLUMOHHbIM criocobom, yTBepxaaeTtcsa [NpaButensctBom Poccuinckon depepaummn. TpeboBaHus K
anTeyYHbIM OpraHM3auusiM, SBMSOLWMMCA YYacTHMKaMU 3KCNEepUMEHTa, He MOryT ObiTb Hwke TpeboBaHuin,
YCTaHOBJIEHHBIX K anTe4YHbIM OpraHM3auusiM B COOTBETCTBUM C YacTbto 1.1 ctatbm 55 HacToswero ®egepansHoro
3aKoHa.

5. YnonHomou4eHHbIN dhegeparnbHbI OpraH UCMONMHUTENBHOW BNacTu:

1) ocyllecTBnsAeT MeToANYEeCKoe COMPOBOXAEHNE IKCMEpUMEHTa, BKIOYas METOAMYECKOe COMPOBOXAEHWE
AeATeNbHOCTM MEAMLIMHCKUX OpraHuM3auLuii U anTeuyHblX OpraHv3aumii, y4acTBYIOLIMX B 3KCMepuMeHTe, Mo
0DOPMIEHNIO, WCMOMNb30BaHMI0 W XPaHEeHUI0 pPeLenToB Ha eKkapCTBeHHbI npenapat, B TOM 4ucre
CchOpMUPOBaHHBIX B POPME 3NEKTPOHHbIX [ OKYMEHTOB;

2) npeactaenset B [NpaButensctBo Poccuiickon Penepauun npeaBapuTenbHbIA (B Nepuog NpoBeneHus
9KCMEPUMEHTA, HO He Mo3gHee YeM 3a [ABa Mecsla [0 UCTEYEHNSI CPOKa NPOBEAEHNS SKCTIEPUMEHTA) U UTOTOBbIN
(MO OKOHYaHWM 3KCMEPUMEHTA, HO He MO3JgHEee YeM 4epe3 [Ba Mecsua Mocrne UCTEYEHWs CpoKa NPOBEAEHMS
3KCMepUMeHTa) AoKNaabl O pesyrbTatax NpoBeaeHWs SKCNepMMEHTa U NPeasioKEHNs O BHECEHUN U3MEHEHWUIA B
3aKoHoaaTenbCcTBO 06 06paLLEeHNN NTEKAPCTBEHHbLIX CPEACTB.

6. YNONMHOMOYEHHBIN OpraH UCNOMHUTENBHON BriacTu cybbekTa Poccuiickon depepaumm:
1) BNpaBe yCTaHOBUTb OCOOEHHOCTM NPOBEAEHMS IKCMEPUMEHTA;

2) yTBepxOaeT NoOpsigoKk oTbopa MEeAWMUMHCKUX OpraHM3auuid M anTeyHbIX opraHusauunii Ans yyactus B
3KCMEepUMEHTe, a Takke MPOBOAUT Takoi OTOOP M yTBepXAaeT nepeyeHb MeauLMHCKMX OpraHu3auuii 1 nepeyeHb
anTeyHbIX OpraHu3auuii, COOTBETCTBYIOLUX TpebGoBaHUAM, YCTaHOBMEHHbIM B COOTBETCTBUM C YacTbio 4
HacTosILEel cTaTbl, U ABNSAIOLLMUXCS YY4ACTHUKAMUN SKCIEPUMEHTA;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

3) ocywecTBnssieT MOHUTOPUHT TMPOBEAEHUS SKCMEPUMEHTa W nNpeacTaBnsieT ero pesynbTartbl B
YNONMHOMOYEHHbIN befeparnbHbI OpraH UCNONHUTENBHOW BNacTy;

4) obecneuymBaeT MHMPOPMaLMOHHO-TEXHUYECKOE obecrneveHne npoBedeHust IKCMepPUMeEHTa NOCPEACTBOM
NCMNomb30BaHNsi rOCyAapCTBEHHOW MHAOPMAaLMOHHOM CUCTEMbI B cdiepe 3apaBooxpaHeHmnst cybbekta Poccuiickom
depepaumn M (MNKN) MEAUNLMHCKNX MHEOPMALMOHHBIX CUCTEM MEOULMHCKUX OpraHvM3auui, sIBRSALWUXCS
y4YacTHMKaMKN 3KCNEpPUMEHTa, U UX B3aUMOOEWNCTBUSI C €4MHOW rocygapCTBEHHON MH(POPMAaLMOHHON CUCTEMON B
cchbepe 30paBoOXpaHeHMs.

7. MeguumHckne opraHmMsaumm 1 anteyHble opraHM3auum BnpasBe OTKa3aTbCHA OT y4acTUs B SKCMEpUMEHTE,
nofas B YMNOMHOMOYEHHBIN OpraH UCMONHUTENbHOM Bnactu cybbekta Poccuiickon denepaunm cooTBETCTBYOLLEE
obpalleHne B NMCbMEHHON chopme.

8. AnTeuHble oOpraHusauuKn, SBRASIOWMECS YdaCTHUMKaMK 3SKCnepuMeHTa, o0si3aHbl npu  npogaxe
ONCTaHLMOHHbIM CcnocoboM NnekapcTBEHHOro npenaparta Afs MegUUUHCKOrO MPUMEHEHMs!, OTMyCKaeMoro o
peLenTy Ha fekapCTBEHHbIN npenapaTt, 06ecrneyntb Npu OCYLLECTBNEHUM LOCTaBKU UAEHTUMMKALMIO JIMYHOCTU
rpakgaHuHa, Nony4yaroLero Takol NeKapCTBEHHbIN Npenapat, B LensX yCTaHOBIEHUSI COOTBETCTBUSI €ro SIMYHOCTH
W nuua, ykasaHHOro B peuenTe Ha IekapCTBEHHbIW npenapaT (ero 3akoHHOro npeacrasuTens), nMbo nuua,
YNOMHOMOY€EHHOrO NMLOM, YKa3aHHbIM B peuenTe Ha NekapCTBeHHbIN npenaparT (ero 3akoHHbIM npeacraBuTenem),
Ha Mony4eHne rnekapcTBEHHOrO Npenapara (4anee B HaCTOsILLEN CTaTbe - NULO, YkazaHHOE B peuenTe (3aKOHHbIN
npegcraBuTerb, YNOTHOMOYEHHOEe NULIO).

9. Jlvuo, ocyulecTBhsiollee [OCTaBKy IEKApPCTBEHHOro mnpenapata Ans MeAWMUUHCKOro MpUMEHEHMS,
OTMyCKAaeMoro no peuenTy Ha NEeKapCTBEHHbIA npenapaTt, 0683aHo noTpeboBaTth y rpaxaaHuHa, nony4vatoLero
TaKOW rneKapCTBEHHbIV npenapar, NPeabsBUTb AOKYMEHT, YAOCTOBEPSIIOLLUA €ro NMYHOCTb, AN UaeHTMdmKauum
NIMYHOCTW 3TOrO rpaXkdaHWHa W YCTAHOBIEHMSI COOTBETCTBUS €ro NMYHOCTU M N1ua, YKa3aHHOro B peuenTte
(3akoHHOro npeacTaBUTENS, YMOMHOMOYEHHOro nuua). B cnyyae BbISIBNEHWMSI HECOBNageHWst  NIMYHOCTU
rpaxxgaHuHa, noryyarolero JekapcTBeHHbIM npenapat, M fvua, YKasaHHoOro B peuenTte  (3aKOHHOro
npeacTaBnTenNs, yNoHOMOYEHHOMO NMLA), a TaKkke B Clyvae OTkasa rpaxaaHuHa, nornyyaroLlero ekapCTBEHHbI
npenapart, nNpeobsiBUTb [OOKYMEHT, YAOCTOBEPSIOWMA €ro JIMYHOCTb, JMLO, OCYLLECTBrsOLee [OOCTaBKy
neKapCTBEHHOro npenaparta Ans MeAWUUHCKOro MPUMEHEHMWS!, OTMYCKaemMoro no peuenTy Ha JfiekapCTBEHHbIN
npenapat, 0653aH0 BEPHYTb TaKOW fIEKapCTBEHHbINA Npenapar B anTe4YHY OpraHn3aLuio.

10. MNopaTteepxaeHnem chakTa nepemayn NeKapCTBEHHOro npenaparta and MeguuMHCKOrOo MPUMEHEHMS,
OTMYCKAaeMoro Mo peuenTy Ha JIekapCTBEHHbI npenapaTt, nuly, YykasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBuTENtO, YNOMHOMOYEHHOMY §uLYy), SIBNSOTCS KacCOBbI Y€K W MOANUCH Nvua, MONyYMBLUErO TaKoW
neKapcTBEHHbIA npenapaTt, Ha [OKYMEHTE O MOJIyYEHWM TaKOro JEeKapCTBEHHOro npenapata no dopme,
YTBEPXKOAAEMON  YMNOMTHOMOYEHHbIM hbedepanbHbIM  OpraHOM MCMofHUTENbHOM Bnactu. [locne nepepaun
neKapCTBEHHOro npenapara nuuy, ykasaHHOMY B peLenTe (3akoOHHOMY NpeacTaBUTENO, YNONMHOMOYEHHOMY fnLy),
3TOT AOKYMEHT nepefaeTcs NMLOM, OCYLLECTBMBLUMM OOCTaBKY Takoro yfiekapCTBEHHOro npenaparta, B anTeyHyto
OpraHM3aumio, OCYLLIECTBMBLLYIO OTMYCK flEKapCTBEHHOro npenapata. B cnyyae BbiBNeHUs npu nepegade nuuy,
yKka3aHHOMY B peuenTe (3akOHHOMY MnpeacTaBUTENto, YMOMHOMOYEHHOMY Nuuy), NeKapCTBEHHOro npenapaTa
haKTOB MEXAHNYECKOTO MOBPEXAEHNS €M0 UMM Er0 YNAKOBKM TAKOW NEKAPCTBEHHbLIN Npenapar f1uoM, yKasaHHbIM
B peuenTe (3aKOHHbIM MpeacTaBUTENEM, YNONMHOMOYEHHBIM NIMLIOM), HE NPUHUMAaeTCs U BOo3BpallaeTcs 6e3 ero
onnartbl Nvuy, OCYLLECTBMBLUEMY OOCTaBKY JSleKapCTBEHHOro npenaparta v obecrneuymBatoemMy ero BO3BpaT B
anTeyHylo opraHM3aLmio.

11. 3a HapyweHus 3akoHopaTenbctBa Poccuiickon @depepauny, COBEPLUEHHbIE NPU  NPOBEAEHMM
3KCMEepUMEHTa, €ro Y4YaCTHUKM HEeCyT OTBETCTBEHHOCTb, YCTAHOBIIEHHYK 3akoHoAaTenbCTBOM Poccuickon
denepaumm.

12. KoHTponb 3a ncnonHeHneMm TpeboBaHWiA, CBA3aHHbIX C NMPOBEAEHMEM 3KCMEPMMEHTA, OCYLLECTBNAETCA
deneparnbHbIM OpraHoOM UCMOMHUTENbHOW BNAcTU, OCYLLECTBASAOWMM (PYHKLUN NO KOHTPOMO U Haa30py B cdepe
3[paBOOXpPaHeHMsl, B nopsigke, yctaHoBneHHom PegepanbHbiM 3akoHoM oT 31 mona 2020 roga N 248-93 "O
rocygapcTBEHHOM KOHTpone (Hag3ope) n MyHMuunanbHOM KoHTpone B Poccunckon ®enepauun’.

Cratbsa 56. UarotoBneHue n OTNYCK NeKapCTBeHHbIX npenapartoB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-D3).

1. N3roToBneHne nekapcTBEHHbIX MpenapaToB anTeYHbIMU OpraHu3auusiMu, BETEPUMHAPHLIMK anTeYHbIMM
opraHu3aumsiMm, UMEeLLMMN NNLEH3NIO Ha hapMaLeBTUYECKYH0 AeATENbHOCTb, OCYLLECTBSETCA NO peLentamM Ha
nekapcTBeHHble MnpenapaTtbl, Mo TpeboBaHWAM MELULMHCKUX OpraHu3auuin, BEeTEepWHapHbLIX OpraHuM3auui B
COOTBETCTBMM C TMpaBuilaMu M3rOTOBMIEHUS W OTNyCKa JIEKAPCTBEHHLIX MpenapaToB, YTBEPXKOEHHLIMM
YNOMHOMOY€EHHbLIM hefepanbHbIM OpraHoM UCMOSTHUTENbHOW BMacTu.

(B pen. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-03)

2. Tlpn M3roTOBMEHUN JNEeKapCTBEHHbIX NPenapaTtoB anTeYHbIMW  OpraHn3auusaMun, BeTeprHapHbLIMU
anTeyHbIMWU OpraHusauMaMKn, WUMELWUMN MULEH3NI0 Ha (apMaueBTUYECKYl0 OeATEeNbHOCTb, WCMOoNb3ylTes
nekapcTBeHHble npenapatbl W (Mnu) dapmaueBTnyeckne CcyOCTaHUMKM, BKMOYEHHbIE COOTBETCTBEHHO B
rocygapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeacTB ANS MeOUUMHCKOrO NPUMEHEHWs, rocygapCTBEHHbIN peecTp
nekapCTBEHHbIX CPeacTB Ans BETEPUHAPHOro NPUMEHEHNs, e0UHbIN PEeCTp 3aperncTpMpoBaHHbIX NeKapCTBEHHbIX
cpencts EBpasminckoro 9KOHOMMYECKOrO COK3a B YCTAHOBMEHHOM nopsgke. He ponyckaeTcs M3rotoBrneHue
anTeyHblMWU  OpraHuM3aumMsiMu, BEeTEepUHApPHbIMW  anTeYHbIMW  OpraHM3auusMu, UMELWMMN  NIULEH3NI0  Ha
hapmaLeBTUYECKYI0 OeATenbHOCTb, NEeKapCTBEHHbIX NpenapaTtoB, 3aperMcTpupoBaHHbIX B Poccuiickon
depepanmu.

(4acTb 2 B peq. ®egepanbHoro 3akoHa ot 05.12.2022 N 502-93)

3. MapKVIpOBKa JNIeKapCTBEeHHbIX npenapaTtoB, N3roTOBMTEHHbIX anTe4YHbIMU OpraHn3aunamMmmn, BeTepnHapHbiMn
anTevyHbIMK OopraHn3aunamm, nMer LM NMUEeH3no Ha ¢>ap|v|aueBqueC|<yro AeAaATeNibHOCTb, U OCbOpMJ'IeHVIe TaKnX
npenapaToB OOSMKHbI COOTBETCTBOBATL NpaBuiiaMm, ykadaHHbIM B YacTh 1 HAacTOsILLEn CTaTby.

(B pea. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeuyHble OpraHM3auuu, BEeTEepuMHapHble anTeyHble OpraHusauuMu, WMeLmMe JULEH3NK  Ha
dhapmaLeBTMUECKYO AEATENBHOCTb, HECYT OTBETCTBEHHOCTb 32 HECOOMNIOAEHNE NpaBU N3rOTOBIEHMS U OTNyCKa
NleKapCTBEHHbIX NpenapaToB B COOTBETCTBUMN C 3akoHOAATeNbCTBOM Poccuickon degepaumn.

(B pea. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Cratba 57. 3anpeweHue npogaxu ¢anbcndPUUMPOBaHHbIX JIEKAPCTBEHHbIX  CPeAcTB,
Heo6poKayeCcTBEHHbIX JIeKAPCTBEHHbIX CPeACTB, KOHTPadPaKTHbIX NIeKapCTBEHHbIX CPeACcTB

Mpogaxa danbCcnULUMPOBaHHbIX JEKAPCTBEHHbIX CPEACTB, HenoOpOKaYeCTBEHHbLIX J1IeKapCTBEHHbIX
CpeacTB, KOHTPagaKTHbIX NIeKapCTBEHHbIX CPeACTB 3anpeLLaeTcs.

Cratbsa 58. XpaHeHue nekapCTBEHHbIX CPeaCcTB

1. XpaHeHne nekapCTBEHHbIX CPEeACTB OCYLLECTBMSETCA MNPOU3BOAUTENSIMU JIEKapCTBEHHbIX CPeacTB,
opraHu3auMsiMiM ONTOBOW TOProBMfM NeKapCTBEHHbIMU CpeacTBaMu, anTedHbIMU OpraHM3aunsaMm, BeTepuHapHbIMM
anTeYHbIMXU  OpraHM3auusMi,  UHAMBMAYANbHBIMW  NPEANPUHAMATENAMW,  UMELWMMKU  JIULEH3NIO  Ha
hapmMaLeBTUYECKYD AEATENbHOCTb WM NIMUEH3NIO HA  MEOULUMHCKYI0 OesaTenbHOCTb,  MeAWMLMHCKUMU
opraHuM3aumsiMm, BETEPUHAPHLIMU OpraHM3aunsa Mn U UHLIMW OpPraHM3auMsIMK, OCYLLECTBASOLWMMKU 0bpalleHne
NeKkapCTBEHHbIX CpeacTB. XpaHeHue NekapCTBEHHbIX CPeaCcTB AN BETEPUHAPHOIO NPUMEHEHMST OpraHn3aLmsIMmn 1
WHAMBMAOYANbHLIMU NPEeAnPUHUMATENSMU B CIydasXx, €Criv OHU UCMOSb3YOTCS UCKIIOYUTENBHO NpY pasBeaeHuu,
BblpalLMBaHUA, COOEPXKAHUN W JIEYEHUN >KUBOTHBIX, MOXET OCYLLECTBNATLCA 6e3 MonyyvyeHus NULEH3UM Ha
hapmaLeBTUYECKYIO AEeATENBHOCTD.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. lpaBuna xpaHeHUs NEeKapCTBEHHbIX CPEACTB YTBEPXKOAIOTCA COOTBETCTBYHOLUUM YMOTHOMOYEHHbBIM
deaeparnbHbIM OpraHoM UCMOMHUTENBbHOW BNAcCTU.

3. XpaHeHMe HapKOTUYECKUX JIeKapCTBEHHbLIX CPeacTB, MCUXOTPOMHbLIX NEKapCTBEHHbIX CPEACTB,
paanodapMaLeBTUHECKMX JTEKAPCTBEHHbIX CPEACTB OCYLLECTBIISIETCS B COOTBETCTBMM C 3aKOHOAATEIbCTBOM
Poccuiickon ®egepaunn.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Cratba 58.1. lMpeomMeTHO-KONMMYECTBEHHbIM Y4eT JleKapCTBEeHHbIX CpPeAcTB AN MeAULMHCKOro
npUMeHeHusA
(BBegeHa denepanbHbIM 3akoHOM oT 25.12.2012 N 262-93)

1. I'Iepequb NeKapCTBEeHHbIX Ccpeancts And MeguunHCKOro npuMeHeHua, nognexawmnx npegmeTHo-
KOJMM4eCTBEHHOMY y4eTy, yTBepxXaaeTcAa ynorIHOMOYEeHHbIM (bep,epaanblM opraHomMm NCNONHNTENBLHOWN BNacTu.

2. TlopsigoK BKIMKYEHMSI IEKapCTBEHHLIX CpeacTB AN MEOUUMHCKOTO TMPUMEHEHUSt B MepeYeHb
NEeKapCTBEHHbIX CPeAcTB ANs MEeOWMUMHCKOrO MPUMEHEHMWs1, Mogrexalimx NpeaMeTHO-KONMYECTBEHHOMY Y4eTy,
yCTaHaBMNMBaeTCsl YMNONTHOMOYEHHbIM (hefdepanbHbiM OpraHOM WCMOMHUTENBHOW BRacTU MO COrnacoBaHU C
degeparnbHbIM OpraHOM UCMOMHUTENBHOW BNacTW, YNONTHOMOYEHHbLIM B cdhepe BHYTPEHHUX Oen.

(B peqn. PepepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. lNpeamMeTHO-KONUYECTBEHHbIM YYeT NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOrO NPUMEHEHUs BedyT
NPoOn3BOaOMTENN NEKapCTBEHHbIX CPEACTB, OpraHvM3auun ONTOBOW TOPrOBMM NEKAPCTBEHHbIMU CpeacTBaMu,
anTeyHble opraHusaumn, MHAMBMAYyanbHble NPeanpUHUMATENM, UMEKOLIME NUUEH3NI0 Ha dapMaLeBTUYECKYHo
OEeaTeNbHOCTb UMN NULEH3NI0 HA MEANLMHCKYIO AeATeNbHOCTb, U MeQUUUHCKME opraHu3auuy, ocyLLecTBhsowme
obpalleHne nekapCTBeHHbIX CpeacTB Ans MegUUUHCKOrO NPUMEHEHUS, NyTeM peructpaumm nobbiX CBA3aHHLIX C
ux obpalleHneM onepauui, Npu KOTOPbIX M3MEHAETCHA WX KONMUYECTBO W (MNKU) COCTOSIHME, B ChneumanbHbIX
XypHanax y4yeTa onepaumni, CBa3aHHbIX ¢ obpalleHneM nekapCTBEHHbIX CpeacTs A MeAULMHCKOro NpUMeEHeHUs
(Banee - cneunanbHbIE XXypHanbl).

4. TlpaBuna perucTpauum onepauun, CBA3aHHbIX C oObpalleHueM nekapCTBEHHbIX CPeacTB Ans
MEOMLIMHCKOrO MPUMEHEHUS, BKITIOYEHHBIX B MepeveHb NeKapCTBEHHbIX CPeACTB AN MEeAULIMHCKOrO NpUMEHEHUs,
noanexaimnx npegmeTHO-KONUYEeCTBEHHOMY YYeTy, B crieumanbHbIX XypHanax v npasuna BeeHuUst U XpaHeHus
cneumanbHbIX )XypHanoB yTBEPXAATCA YNONHOMOYEHHbIM hefeparnbHbIM OpraHoM UCTONTHUTENBbHOW BRAacTw.

5. KoHTponb 3a cobnogeHnem npasun permctpauumn onepauun, CBs3aHHbIX ¢ 00paLleHNeEM fneKkapCTBEHHbIX
CpeacTB Anst MEAULMHCKOrO MPUMEHEHUS, BKITIOYEHHbBIX B NMepeYeHb NEKapCTBEHHbIX CPEACTB ANS MEAMLMHCKOro
NPUMEHEHMS, Moanexawmx npPeaMeTHO-KONMYECTBEHHOMY YYeTy, B CreumanbHbiX XypHanax, a Takke 3a
cobnogeHneM npaBuil BeAEHVMS U XpPaHEHWUs1 CreuunanbHbIX KypHaroB BO3naraeTcsd Ha YNONTHOMOYEHHbIE
denepanbHble opraHbl MCMOMHUTENBbHOW BNacTWU M OpraHbl MCMOSHUTENbHOM Bnactu cybbektoB Poccunckon
denepaummn, ocyLLeCTBAAIOLINE NULEH3NPOBaHME NPOU3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, (hapMaueBTUYECKON
OEeATeNbHOCTU U MEAVLMHCKON OEATENBHOCTU, U OCYLLECTBISETCH B paMKax NULEH3MOHHOTO KOHTPOSS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMsA U NOPAAOK YHUUTOXEHUS JNTIeKapCTBEHHbIX CPeacTB

1. HepoGpokayecTBeHHbIE NEKAapCTBEHHbIE CPeACcTBa, (panbCcuUpUMPOBaHHbIE JTEKAPCTBEHHbIE CpPeAcTBa
noanexar U3bATMIO U3 0OpaLLeHNs U YHUUTOXEHNIO B MOpSAKe, ycTaHoBneHHoM [paBuTtenscTtBom Poccuiickon
depepaummn. OcHOBaHMEM [N  YHUYTOXEHUS TNEKApCTBEHHbIX CpPeAcTB SBNAETCA pelleHve Bnagenbua
NEeKapCTBEHHbIX  CpPeAcCTB, peLlleHWe  COOTBETCTBYHOLLEro  YMOMHOMOYEHHOTO  dedepanbHOro  opraHa
WCMNOMHUTENBHOWM BNacTn Nin peLleHne cyaa.

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

2. KoHTpadaKkTHble NekapCTBEHHblE CpeacTBa MOAneXaT U3bATMIO M3 ODpalleHUs M YHUYTOXEHMIO MO
peweHntio cyga. [lopsgoK  YHUUTOXEHWs  KOHTPadakTHbIX  NIEKAPCTBEHHbIX CpPeACTB  YCTaHaBIIMBAETCSH
MpasutenbctBoM Poccuiickon ®egepaumm.

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

3. Pacxogpbl, CBsI3aHHbIE C YHUYTOXEHUEM KOHTPadaKTHbIX NIeKapCTBEHHbIX CPeacTB, He4o6pOoKa4YeCTBEHHbIX
neKapcTBeHHbIX cpeAcTB, hanbCcUdULMPOBaHHBIX NEKapCTBEHHbIX CPECTB, BO3MELLLAOTCS VX BNagenbLem.

4. Bnapgeneu NEKapCTBEHHbIX CpeacTB AOJKeH npeancrtaBuTb B yI'IOJ'IHOMO‘-IGHHbIVI (bep,epaanblVl opraH
WCMNONHUTENBbHOW BRacTn OOKYMEHT UInn 3aBepeHHY0 B YCTaHOBJIEHHOM MopsAOKe ero Konuk, nogrsepxaarlme
(*)aKT YHUHTOXEHUA NEeKapCTBEHHbIX CpenCTB.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

5. CoOTBETCTBYIOLMIA YMNONMHOMOYEHHbIV benepanbHbii OpraH WCMOMHUTENbHOW BNacTW, MPUHSBLUWA
peLleHre 06 YHNYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBISAET KOHTPOSb 3a X YHUYTOXEHNEM.

6. YHUYTOXEHWEe NeKapCTBEHHbLIX CpedcTB NPOU3BOAUTCA OpraHu3aunsiMyv, UMeLMMMU COOTBETCTBYIOLLYIO
NULEH3NI0, Ha crneunanbHO O00OpPYAOBaHHbLIX MrolWagkax, MONUroHax W B cneumanbHO 060pYyAOBaHHbLIX
noMelleHnsx ¢ cobriogeHneMm TpeboBaHWA B 00OMNacT oxpaHbl OKpyXawlleh cpedbl B COOTBETCTBUM C
3akoHogaTtenbcTBOoM Poccuiickon denepaumm.

7. HapkoTuyeckne  nekapcTBEHHble  CPeACTBa, MCUXOTPOMHLIE  JIEKAPCTBEHHbIE  CPEACTBA,
paanodapmMaLleBTUYECKME FEKAPCTBEHHbIE CPEACTBA YHMUTOXAIOTCS B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epeparmu.

Mnaea 12. FOCYOAPCTBEHHOE PErYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NMPEMNAPATbI ANnA MEOULUMHCKOIO NPUMEHEHUA

Cratba 60. [locymapcTBeHHOe perynupoBaHMe LUEeH Ha JeKapcTBeHHble npenapaTtbl Ans
MeAMNLMHCKOro NpuMMeHeHus

1. N'ocygapcTBeHHOE perynupoBaHue LieH Ha fekapCTBeHHble npenapaThl AN MeAUUMHCKOrO NpUMeEHeHUs
OCYLLeCTBNSETCA NOCPEACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) yTtBepxaeHus [lpasutenbctBom Poccuiickon ®Pegepaumm MNepeyHs XKMU3HEHHO HeOoBXoauMMbIX U
BaXXHEWLUNX NEeKapCTBEHHbIX MNpenapaToB, KOTOpbIn (OPMUPYETCS W He pexe OQ4HOro pasa B roa
nepecmMaTpvBaeTcs B yCTaHOBEHHOM UM NOPsSiAKEe HA OCHOBE KOMMIIEKCHOW OLIEHKN NeKapCTBEHHbIX NpenapaTos,
BKIMOYas aHanu3 CBEOEHUA O CPaBHUTENBHOM KITMHUYECKOM 3PEKTUBHOCTM M GE30MacHOCTN NeKapCTBEHHOTO
CpeacTBa, OLEHKY SKOHOMWYECKUX MOCneACTBUA MPUMEHEHUS FEeKapCTBEHHOrO CPeacTBa W M3ydveHve
AONOMNHUTENbHbIX NOCAEACTBUN NPUMEHEHUS NTEKapCTBEHHOIO CPeACTBa;

(B pen. PeaepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2020 N 206-$3)

2) yTBEPXOEHUS METOAMKM pacyeTa NpefernbHbiX OTMYCKHbIX LEH MPOU3BOAMTENEN Ha IEeKapCTBEHHbIE
npenapartbl, BKIMYEHHbIE B NMEpeYeHb >XU3HEHHO HEOOXOOUMBIX M BaXKHEWLUMX FeKkapCTBEHHbIX MpenapaTos, a
Takke BHEAPEHUSA MEXaHU3MOB (POPMUPOBAHMUS CUCTEMbI PEPEPEHTHBIX LIEH;

(B pea. PeaepanbHbIX 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

3) rocynapCTBEHHOM perncTpauum npeaenbHbIX OTMYCKHbIX LEeH MpPOU3BOAUTENEN Ha NEeKapCTBEHHble
npenapartbl, BKIIOYEHHbIE B NepPeYeHb XXM3HEHHO HEOOXOAMMbIX M BXKHEMLLUX FIEKapCTBEHHbIX NPenapaTos.;
(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BegeHUsl TocydapCTBEHHOrO peecTpa npederibHbIX OTMYCKHbIX LIeH Npou3BoauTernei Ha rieKapCTBEHHbIe
npenaparbl, BKITIOYEHHbIE B NEPEYEHb KN3HEHHO HEOBXOAUMbIX M BaXKHEWMLLUX NTEKAPCTBEHHBIX NpenapaTos;

5) yTBepXaeHuMs MeTOOUKM YCTaHOBIIEHWS OpraHamy MWCMOMHWUTENbHOM Briactu cybbekToB Poccuiickon
®egepaummn npedenbHbIX pasMepoB ONTOBbIX HaabaBOK M MpeAenbHbiX pa3MepoB PO3HWYHBLIX HagbaBoOK K
aKTM4eckMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAMTENSAMMU FfEeKapCTBEHHbIX nNpenapaToB, Ha
neKkapcTBeHHble npenapaTtbl, BKIOYEHHbIE B MepeyYeHb >XU3HEHHO HeoBXOOUMbIX U BaXKHEWLIWX feKapCTBEHHbIX
npenaparos;

6) ycCTaHOBMeHVs1 npeferbHbiX pa3MepoB OMTOBbIX HaAbGaBOK WM MpedenbHbIX Pa3MepoB PO3HUYHBIX
Han06aBoK K DAaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbLIM NMPON3BOAUTENSAMM NIEKAPCTBEHHbIX NpenapaToB, Ha
NeKapcTBeHHble npenapaTbl, BKIOYEHHbIE B MEpPeYeHb KU3HEHHO HEOOXOOUMBIX U BaXKHEWLLMX NEeKapCTBEHHbIX
npenaparos;

7) yTBEPXAEHMS MOPSAKa Bbidayn npeanvMcaHuii opraHamMm MCMOMHUTENBHONW BriacTu cybbekToB Poccuickon
depgepaumm o npvBegeHUM B COOTBETCTBME C 3akoHoaaTtenbcTBoM Poccuiickon degepaumm pelleHuin ob
YCTaHOBMNEHMN MNpPELENbHBIX Pa3MEpPOB OMNTOBbIX HagbaBOK U MpegenibHbIX pPasMepoB PO3HWMYHBLIX HaA0aBOK K
PaKTU4ECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHBbIM MPOW3BOAUTENAMU JEKAPCTBEHHBIX NpenapaTtoB, Ha
NeKapCcTBEHHbIE Npenapartbl, BKMOYEHHbIE B NepeYeHb XN3HEHHO HeobXOoOMMbIX M BaXXHEMLLIUX NeKapCTBEHHbIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

npenapaToB, €CnM OHU MNPUHATBLI C HapylleHuem 3akoHopatenscTBa Poccuiickon depepauun, B NoOpsiake,
ycTaHoBneHHOM [paButenscTBoM Poccuinckon denepaumu;

8) HanpaBneHus ynosHOMOYEHHbIM bedeparbHbIM  OpPraHOM  UCMOSTHUTENbHOM BRacTUM  opraHam
ncnonHUTenbHoM BnacTn cyobektoB Poccuiickon degepauun npeanucaHni 0 NpuBegeHMM B COOTBETCTBUE C
3akoHogatensctBoM Poccuiickon ®efepaumm NpUHATLIX € HapylleHuem 3akoHogaTtenbcTBa Poccuiickon
dPepepaummn pelueHuii 06 yCcTaHOBMNEHMU MPeAEnbHbIX pasMepoB ONTOBLbIX HagbaBoOK M NpefenbHbIX pasmepoB
PO3HUYHbIX HaAbaBOK K LieHaM Ha NekapCTBEHHbIe npenapaThbl, BKOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXO0ONMbIX
N BaXXHEMNLUNX NekapCTBEHHbIX NpenapaTos;

9) ocyllecTBneHnss goedepanbHOro rocygapcTBEHHOro Hagsopa B cdhepe obpalleHust nekapCTBEHHbIX
CPEACTB U pErMoHanbHOro rocyaapCTBEHHOrO KOHTPOMSA 3a MPUMEHEHMEM LIeH Ha NekapCTBEHHble npenaparhbl
COOTBETCTBEHHO  YMOMIHOMOYEHHbIMWN  beaepanbHbIMA — OpraHaMyM  UCMOMHUTENbHOW  BRacTu U opraHammu
NCMoNHUTENbHOM BnacTu cybobekToB Poccuiickon depepaumm CcornacHo WX KOMMNETEHUMM B nopsiake,
ycTaHoBneHHOM [paButenscTBoM Poccuickon deaeparmu;

(n. 9 B peq. ®egepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) NnpumMeHeHnsa NpegyCcMOTPEHHbIX 3akoHogaTenscTBOM Poccuiickon ®efepaumm mep OoTBETCTBEHHOCTM 3a
HapylweHue nopsigka LeHoobpa3oBaHUs Ha fekapCTBEHHble npenapaThbl, BKOYEHHblE B MNepevYeHb XXM3HEHHO
HeOBXOANMBIX N BaXKHEWLLUX NEeKapCTBEHHbIX NpenapaTos.

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

2. B ycnoBusx 4pesBbl4aWHOW cuTyaumm u (Mnn) nNpu  BO3HWUKHOBEHWMM Yrpo3bl pPacnpoCTpaHeHus
3aboneBaHns, NPeaCTaBsOLWEro ONacHOCTb Afsl OKPYXalolKX, a Takke B cryyae, ecrnv B TeYeHue TpuauaTu
KaneHgapHblx gHen nocne npuHatus [paButensctBom Poccunckon ®Pegepauum pelleHMs 0 NpoBEeAEHMU
MOHUTOPWMHIa PO3HUYHbIX LEH Ha IeKapCTBEHHble npenapaTtbl, He BKAYEHHble B MepevYeHb XKM3HEHHO
HEeOOXOAMMbIX M BaXKHEWLLMX JIEKapCTBEHHbIX MpenapaToB, Ha TeppuTopusix cybbektoB Poccunckon denepaunm
BbISIBIIEH POCT PO3HMYHBLIX LIEH Ha YKa3aHHble NeKapCTBeHHble mnpenapaTtbl Ha TpuauaTb NpoueHToB u Bonee,
MpaButenbcTBo Poccuickon depgepaumm BnpaBe yCTaHOBUTL NMpeferibHble OTNYCKHbIE LIEHbI MPOM3BOANTENEN Ha
yKa3aHHble fekapCTBeHHble npenapaTbl, npedenbHble pasmepbl ONTOBbIX HagbaBOK W MpedernbHble pasmepbl
PO3HUYHbIX HagbaBOK K (PaKTMYECKUM OTNYCKHbIM LeHaM Mpou3BoAMTENeN Ha YKasaHHble NeKapCTBEHHble
npenapatbl. [lepevyeHb nekapcTBEHHbIX MpenapaToB, HE BKOYEHHbIX B NepeyeHb XM3HEHHO HeobxoammbiX u
Ba)KHEWLLNX FeKapCTBEHHbIX MpenapaTtoB, M NOpsigok ero ¢opmupoBaHus onpegenstotca [MpaBuTensCTBOM
Poccuiickon depepanmn.

(vacTb 2 BBegeHa ®enepanbHbiM 3akoHOM OT 26.03.2020 N 67-03)

3. B TeueHme pgeBAHOCTa KanengapHbIX OHeM co OHA yTeepxaenus [MpaButenbctBoMm Poccuiickon
denepaumm nepeyHsi, ykasaHHOrO B 4acTW 2 HaCTOsILLeN CcTaTbM, He [OMNycKalTcs peanusauus U oTnyck
BKITIOYEHHbIX B HEro nekapCTBEHHbIX NpenapaToB MO LieHaM, NpeBbllalowuM npedenbHble OTMYCKHble LieHbl
NPON3BOAMTENEN Ha YyKasaHHble JleKapCTBEHHbIE NpenapaTtbl, npefenbHble pa3mepbl ONTOBbIX HanbaBok W
npeaernbHble pa3Mepbl PO3HUYHBLIX HAAOaBOK K DAKTUYECKUM OTMYCKHbIM LieHam MPOU3BOAMTENEN Ha yKa3aHHble
neKkapcTBEHHbIEe NpenapaThbl ¢ Y4ETOM Hanora Ha 400aBneHHY CTOMMOCTb.

(yacTe 3 BBegeHa PegepanbHbiM 3akoHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlnoc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npenenbHble  OTNYCKHble  LEHbl  Moanexar  obs3aTenbHomn
nepepernctpauum B 2019 - 2020 rogax B cootBeTcTBUM CO CT. 2 P3 0T 06.06.2019 N 134-D3.

Cratba 61. lNocypaapcTBeHHass perucrpauMss U nepeperucTpauusa npefenbHbIX OTMYCKHbIX LeH
nponsBoauTenen Ha fiekapCTBeHHble npenapartbl, BKMNOYEeHHbIe B Nepe4vyeHb XXU3HEHHO HeoOXoOUMbIX U
Ba)XXHeNLUX NeKapCTBeHHbIX NpenapaTroB

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

1. I"Ipe/:l,eanaﬂ OTNMyCKHaA UeHa npounssoauTend Ha J'IeKapCTBeHHbIIZ npenapart, BKIMIOYEHHbIN B nepevyeHb
YKU3HEHHO HEOOXOOMMbIX N BaXKHEMLLIMX JNEKapCTBEHHbIX NMpenapaTtoB, NOANeXnT Focyﬂ,apCTBeHHOIZ perncTpauunn B
nopsaake, yctaHOBJ1IEHHOM rlpaBVITeJ'IbCTBOM Poccunckon dJep,epau,MM, Ha OCHOBaHWW nNnpeancrtaBrieHHOIo B

www.consultant.ru Crpanvua 106 ns 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE8E46BCC5ACC5DDC4CFEFDE64A3833538A51FD02FE555483AA6CDB2F45MAG
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE6E068C35BCC5DDC4CFEFDE64A3833418A09F103FF485383BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE46FC55CCC5DDC4CFEFDE64A3833418A09F102F84E5ED7E52A8E2058F1E1BDBD7958418845MAG
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAEE6ACD5BCC5DDC4CFEFDE64A3833418A09F103FF4B5481BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE76DCD58CC5DDC4CFEFDE64A3833418A09F103FF4B5084BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAEE6ACD5BCC5DDC4CFEFDE64A3833418A09F103FF4B5481BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE8E66DC25DCC5DDC4CFEFDE64A3833418A09F103FF4B558BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAEF6CCC5ACC5DDC4CFEFDE64A3833418A09F103FF4B5481BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE46FC55CCC5DDC4CFEFDE64A3833418A09F103FB4E5682BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAEF6CCC5ACC5DDC4CFEFDE64A3833418A09F103FF4B5487BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AECE16BC15BCC5DDC4CFEFDE64A3833418A09F103FF4B5181BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AECE16BC15BCC5DDC4CFEFDE64A3833418A09F103FF4B5487BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEAEE6ACD5BCC5DDC4CFEFDE64A3833418A09F103FF4B5481BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AE8EF6AC15BCC5DDC4CFEFDE64A3833418A09F103FF4A5083BF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

yI'IOJ'IHOMO‘-ISHHbIVI (beﬂepaﬂbeM opraH WCMOMHUTENLHON BMacTu 3asiBNeHus aepxarena wnu Bnagesbla
perncTpaunoHHOro yaoCctoBepeHud rnekapCcTteseHHOro npenaparta (yI'IOJ'IHOMO‘-IeHHOFO nm nwu,a).

2. 3aperncTpuypoBaHHas npefenbHas OTNyCcKHas LeHa NpouM3BOAMTENS Ha NeKapCTBEHHbI npenapar,
BKITIOYEHHbIA B MEPEYEHb XM3HEHHO HEOOXOOUMbBIX UM BaXKHEWMLIMX FeKapCTBEHHbIX MNpenapaToB, MOXET ObiTb
nepeperucTpupoBaHa B CTOPOHY YBEMNUYEHUS OOUH pa3 B KaneHgapHOM rogy Ha OCHOBaHWW MpeacTaBreHHOro B
YMNOMHOMOYEHHbIA doedeparnbHbIii OpraH MCMOMHUTENBHOM Bnactm Ao 1 okTAbpsi kaxgoro roga 3asiBreHus
aepxatensa vnu Bnagenbua perucTpaLMoHHOrO yAOCTOBEPEHNSA fekapcTBEHHOro npenapata (YNnOonHOMOYEHHOro
UM nuua).

3. 3aperucTpupoBaHHaa npefenbHas OTMNyCKHas LieHa MpOU3BOAMTENS Ha NEeKapCTBEHHbI npenapar,
BKIMIOYEHHbIA B MNepeYeHb XM3HEHHO HEOOXOAUMbBIX M BaXKHEWLUMX NEKapCTBEHHbIX MNpenapaTtoB, MOXeT ObiTb
nepeperncTpupoBaHa B CTOPOHY CHWDKEHUSI HA OCHOBaHUM NPEACTaBlEHHOro B YMOMHOMOYEHHbI heaepanbHblii
opraH MCMONMHWUTENBLHOW BRacTu 3asiBlieHVsl [epxaTens Wnu Bragenbua perrcTpauvoHHOro yAOoCTOBEpPEeHUs
nekapcTBEHHOro npenapara (YnofTHOMOYEHHOro UM Nnua).

4. [epxatenb wunuM Bnageney perucTpauuoHHOro yOOCTOBEPEHUSI  JIeKapCTBEHHOro npenaparta
(ynonHomo4eHHoe MM nuuo) 00s13aH NpeacTaBuTb B YMOMHOMOYEHHBLIN ddefeparnbHbli opraH UCNOSTHUTENBHON
BNacTu 3asiBfieHWEe O nepeperucTpaumm 3aperMcTtpMpoBaHHON NpeneribHoM OTMYCKHOW LeHbl NPOM3BOAMTENS Ha
NeKapCTBEHHbIM MNpenapaT, BKHYEHHbIA B NepedYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX
npenapaToB, B CTOPOHY CHWXEHMUS B CNeayLmX Cnyyasx:

1) CHWXKEeHME LieHbl B MHOCTPaHHOW BanioTe Ha NEKapCTBEHHbIM NpenapaTt B CTpaHe Npou3BoauTenst u (unm)
B CTpaHax, B KOTOPbIX JEKAapCTBEHHbIA MpenapaTt 3aperncTtpypoBaH W (MnmM) B KOTOpble MOCTaBMsieTcA
npoussoguTenem;

2) CHMXeHMe LeH Ha pedepeHTHbIe NIEKAapCTBEHHbIE MpenapaTbl B COOTBETCTBUM C MYHKTOM 1 HacTosien
yactu (4N COOTBETCTBYHOLMX  BOCMPOM3BEAEHHbIX, ©OMoaHanoroBbix (6MONOAOOHLIX)  NEeKapCTBEHHbIX
npenapaToB);

3) npeBbieHNe nNpedenbHOM OTMYCKHOM LieHbl Ha MepBbld  BOCMPOM3BEAEHHbINM, OuoaHanoroBbiv
(6rionogobHLIN) NEekapCTBEHHbINM MNpenapaT WMHOCTPAHHOINO MPOM3BOACTBA Hag MpPedenbHOW OTMYCKHOW LEeHON
Npon3BOgMTENS Ha BTOPOW BOCMPOM3BEAEHHbLIN, OMoaHanoroBbin (O6MonogoOHLIN) NeKkapCTBEHHBLIM Npenapar,
paccuynTaHHOM B COOTBETCTBUN C METOAMKON, YTBEpXaeHHoN [NpaBuTenscTBom Poccuickon deaepaunm;

4) npeBbllEeHNE npenenbHOM OTMYCKHOW LieHbl Ha MepBbld  BOCMPOM3BEAEHHbIM, OuoaHanoroBbiv
(6ronogo0HLIN) NeKapCTBEHHBINM NMpenapaTt NpoM3BOAUTENS rocygapcTBa - YrneHa EBpasninckoro s3KOHOMMUYECKOro
COK3a Hag npedenbHOM OTMYCKHOM LIEHOM MNpOM3BOOMTENS Ha BTOPOM BOCMPOWM3BEOEHHbIN, OMoaHanoroBbil
(6ronopgobHLIN) NeKapCTBEHHBIM NpenapaTt NpovM3BoAUTENSA rocygapcrea - yneHa EBpasmMnckoro SKOHOMUYECKOro
COl03a, pacCYUTaHHOM B COOTBETCTBUM C METOAMKOM, yTBEpXaeHHON MpaBuTenscTBom Poccuickon ®egepauun.

5. MNopsgok nepeperncTpauum 3apermcTpyMpoBaHHbIX NpedenbHbIX OTMYCKHbIX LIeH Npov3BOAMTENEN Ha
NeKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B MEpPeYeHb XXU3HEHHO HEOOXOOUMbBIX U BaXKHEWLLMX J1EKapCTBEHHbIX
npenapaToB, B cCfy4vasx, MNPEegyCMOTPEHHbIX YacTamm 2 - 4 HacTosien cTaTbW, YCTaHaBfMBaeTCcs
MpaButenbctBoM Poccuiickon ®epepaumu.

6. OKOHOMMYECKUIN aHanu3 npegenbHOM OTMYCKHOW LieHbl MpOM3BOAMTENS Ha NEKapCTBEHHbIN npenapar,
BKITIOYEHHbIA B MEPEYEHb >KU3HEHHO HEOOXOOUMbIX W BaXKHEWLUUX JIEKAPCTBEHHbIX MpenapaToB, Npu ee
rocygapCTBEHHOM  perucTpauuMnm  WnvM  fnepeperucTpaumMm  ocyulecTeBnsetcs  dedeparnbHbiM — OpraHoM
WCMOMHUTENBHOWN BAcTU, OCYLLECTBASIOWNM (DYHKUMM MO NMPUHATUIO HOPMATMBHBIX NMPAaBOBbIX aKTOB U KOHTPOSHO
3a cobniogeHvemM 3akoHOAaTenbCTBa B cepe roCyAapCTBEHHOIO PErynupoBaHus LeH (TapudoB) Ha TOBapbl

(ycnyrn).

7. PacuyeT npefenbHbIX OTMYCKHbIX LEH, yKasaHHbIX B 4YacTdax 1 M 2 HacTodwen cratbW, MNpu KX
rocygapCTBEHHOM perMcTpaumMm Wnu nepeperncTpaumMm OCYLLECTBNSIETCA B COOTBETCTBMM C  METOOUKOW,
yTBepxaeHHon NpasutensctBoM Poccuiickon depepauumn n yuntbiBaroLLen B TOM YUCrne:

1) cobnogeHne banaHca MHTEpEecoB I'IOTpSGVITGJ'IEVI NeKapCTBEHHbIX MpenapaTtoB, BKINKOYEHHbIX B Nnepe4yeHb
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

KU3HEHHO HeoOXOoOMMbIX W BaXKHEWMLLMX NeKkapCTBEeHHbIX TMpenapaTtoB, U” npowsaop,menelh NeKapCTBEHHbIX
npenapartos, BKIKO4YEHHbIX B Nepe4vyeHb XXM3HEHHO HeobXxoaMMbIX N BaXKHENLLIMX JNeKapCTBEHHbIX MpenapaToB;

2) (hakTuyeckylo OTMYCKHYHO LieHY Ha nekapcTBeHHble npenapatbl B Poccuitickon depepauuu, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccuiickyto defepaumio, a Takke UeHbl Ha aHanorMyHble fnekapcTBeHHbIe
npenapatbl, Haxogswmnecs B obpalleHmn B Poccuiickon degepaunu;

3) 3aTpaTbl NPoOM3BOAUTENSA NEKAapCTBEHHOTO MNpenaparta Ha NPou3BOACTBO W peanusaumio NekapcTBEHHOro
npenapara;

4) UeHy Ha neKkapCTBEHHbI npenapaT, ero LeHy B CTpaHe Mpou3BOAMTENs U B CTpaHax, B KOTOpbIX
NeKkapCTBEHHBIV NpenapaT 3aperucTprpoBaH U (M) B KOTOPbIE NOCTaBAETCA NPOM3BOAUTENEM.

8. He monyckaloTca peanusaums U oTNYCK NEKapCTBEHHbIX MPenapaToB, BKMHOYEHHBIX B NepeyeHb KU3HEHHO
HeobXoOUMbIX W BaXHEMLUUX NeKapCTBEeHHbIX npenapaTtoB, Ha KOTOpble MPOU3BOAUTENSAMU NEeKapCTBEHHbIX
npenapaTtoB He 3aperMcTpupoBaHa npeaenbHas oTrnyckHas LieHa, peanusauns npon3BoaMTENSAMMN NEeKapCTBEHHbIX
npenapaTtos MO LieHaM, MpPeBbILLAOLIMM 3aperMcTpUpoBaHHble UMM NepeperncTpupoBaHHbie npeaenbHble
OTNYCKHbIE LIEHbI HA NEeKapCTBEHHbIE NpenapaTbl C yY4eTOM Hanora Ha 40GaBnNeHHy CTOMMOCTb.

9. OCoBEeHHOCTN roCcyLapCTBEHHOIO pPerynupoBaHns MNpeaenbHbIX OTMYCKHbIX LieH MNpoM3BOAUTENEN Ha
NleKapCTBeHHble npenapaTtbl, BKIOYEHHbIe B nepevyeHb XU3HEHHO HeOGXOp,I/IMbIX N BaXXHEMLLUX NeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT 3KOHOMUYECKUX 1 (UNK) COLManbHbIX KpUTEPUEB (M3MEHEHME YCNOBUI, nopsigka u
CTOMMOCTW MPOM3BOACTBA NEKApPCTBEHHLIX MpernapaToB, MCMNoNb3oBaHWE HOBbIX OpM, MeTogoB M cnocobos
rocyaapCTBeHHOro perynumposaHua UeH Ha JNeKapCTBeHHble npenapatbl, B TOM 4YuUCle Ha OCHOBE MeXaHu3ma
pedepeHTHOro LieHoobpa3oBaHMsl, U3MEHEHWA Nopsadka OKasaHus MEAUUMHCKOM MNOMOLLW, M3MEHEHME Kypca
WHOCTPaHHOW BanioTbl U MHbIE U3MEHEHNST) ycTaHaBnueatoTcs [NpaBuTtensctBoMm Poccuiickon degepauun.

(B8 pea. PepgepanbHoro 3akoHa ot 08.03.2022 N 46-03)

Cratba 62. locynapCTBeHHbIM peecTp npeAenbHbIX OTMYCKHbIX LeH npou3BoguTenen Ha
NekapcTBeHHble TMpenapatbl, BKMKYEHHble B MNepe4vyeHb XW3HEHHO HeOGXOAUMBLIX UM BaXXKHEMLIMX
NekapcTBEHHbIX NpenapaToB

1. 3aperncTpupoBaHHble UM NepeperucTpMpoBaHHble NPeAEeNbHbIE OTMYCKHbIE LIEHbI NPOU3BOAUTENEN Ha
neKapcTBEHHbIE Mpenapathbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMBIX M BaXKHEMLUUX NeKapCTBEHHbIX
npenapaTtoB, NOANEXaT BKINHOYEHMIO B TOCYAapCTBEHHbIA PEECTP NpedenbHbIX OTMYCKHbIX LIEH Npou3BoauTenei Ha
neKapcTBEHHble MpenapaThbl, BKIOYEHHbIE B MEPEeYEHb XU3HEHHO HEOOXOOUMBLIX U BaXKHEWLIMX NEeKapCTBEHHbIX
npenaparos.

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

2. [ocyaapCTBEHHbIV peecTp NpegesnbHbIX OTMYCKHbIX LEeH Npou3BoauTenen Ha fieKapCcTBEHHbIE npenaparTsl,
BKITIOYEHHbIE B MNepeveHb XN3HEHHO HEODXOOAUMbIX N BaXKHEWLLMX FIEKAPCTBEHHLIX NpenapaToB, coaepXut B cebe
cnegyowyo nHdopmaumio:

1) HauMeHOBaHWe AepxaTtens Wnu Bnagenbla PermcTpaumMoHHOTO YAOCTOBEPEHUST JEKAPCTBEHHOMO
npenapaTa, HaMMeHoBaHWe MpPOoM3BOAMTENS FEKAapPCTBEHHOIO MpenapaTta, CBeAeHuUst O permcTpaummn gepxartens
Wnu Bnagenbla perMcTpaumoHHOrO YAOCTOBEPEHWUsSI NEKAPCTBEHHOrO MpenapaTa, CBedEeHUss O perncTpauum
npousBoaunTens nekapCTBEHHOrO npenaparta Ansi MeguUMHCKOro NPUMEHEHNst B Ka4yecTBe HanoronnaTenbluyka B
CTpaHe peructpaumm (4N POCCUICKUX HPUAUYECKUX NUL - UOEHTUMMKAUMOHHBLIA HOMEp Hamnoronnartenblymka
(MHH), ans MHOCTPaHHBLIX PUANYECKUX NUL, - CTpaHa perncTpauumn, HaMMeHOBaHWe PErncTpUpYLLEro opraHa,
PErncTpauUMoHHbIA HOMEpP, KOA4 HanoronnaTenbliMka B CTpaHe perMctpauum (MHKoprnopauuu) Unv ero aHaror),
MECTO HaxOXOAEeHWs1 NPOM3BOACTBEHHbLIX MIOLLAA0K, YYacTBYIOLIMX B MPOLIECCE NPOM3BOACTBA JIEKAPCTBEHHOMO
npenapara, C ykasaHnem CTaguu npoLecca Npov3BoACTBa;

(n. 1 B peqg. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HauMeHOBaHWe NeKapCTBEHHOIO npenaparta (MexayHapoAHoe HenaTeHTOBaHHOE, UMK rPYNNMPOBOYHOE,
U XMMUYeCKoe 1 TOProBoe HauMeHOBaHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

3) HOMep PerucTPaLMoHHOMO YA0CTOBEPEHMS NEKapCTBEHHOMO Npenapara;

4) nekapctBeHHas ¢opma C Yyka3aHMeM [O3MPOBKU NEeKapCTBEHHOrO rMpenapaTta U ero Konuyecrsa BO
BTOPUYHOM (MOTPebUTENBCKON) YNaKoBKe, a Takke KOMMIEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) saperucTprpoBaHHasi npegenbHas oTnyckHasi LleHa Ha nekapcTBeHHbIV npenapar B pyonsx;
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) pata M HOMep npukasa YMNoONHOMOYEHHOro dhedepanbHOro opraHa WCMOMHUTENBHOW Bractu o
rocyaapCTBEHHOW perncTpaumMm unm nepeperncTpauumn npeaensHorM OTNYCKHOM LeHbl Ha NeKapCTBEHHbIN
npenapar, BKIIOYEHHbIA B NepedeHb XN3HEHHO HEOOXOOMMbIX U BaXKHENLLMX NIEKAPCTBEHHbIX NpenapaTos;

(B peqn. PepepanbHbIX 3akOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

6.1) pata BCTynneHusi B cury npukasa ynoriHOMoYeHHOro doeepanbHOro opraHa UCMoNHUTENbBHOW BNacTu o
rocyapCTBEHHOW perucrpaummM wnu nepeperucTpaumn npeaernbHOM OTMYCKHOW LieHbl Mpov3BoauTeENns Ha
neKapCTBEHHbIN MpenapaT, BKIHOYEHHbIA B NepeyeHb XU3HEHHO HEeoOXOOMMbIX M BaXKHEWLUMX JeKapCTBEHHbIX
npenaparos;

(n. 6.1 BBegeH PepepanbHbIM 3akoHOM OT 06.06.2019 N 134-93)

7) LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEOUTENBCKYHO) YNAKOBKY NEKapCTBEHHOrO npenapara;
(n. 7 BBeaeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) Koo nekapcTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  Knaccudumkaumm,
pekomeHaoBaHHON BcemupHoOM opraHusauuert 3gpaBooXpaHeHms.
(n. 8 BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. F'ocynapcTBeHHan peructpaums unm nepeperncTpaunst NpeaenbHbiX OTMYCKHbIX LEH Ha feKkapcTBEHHbIe
npenapatbl, BK/OYEHHbIE B MEPEeYEHb XXM3HEHHO HEOOXOAMMBIX W BaXKHEMLLMX NEKapCTBEHHbIX MpenapaTos,
BeOEeHMWEe TOCYAapCTBEHHOrO peecTpa MNpeaenbHbIX OTMYCKHbIX LEeH MpoM3BOAUTENEN Ha JeKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MEPEeYEHb XXM3HEHHO HEOOXOAMMBIX WM BaXKHEMLUUX JEKapCTBEHHbIX MpenapaTos,
OCYLLECTBNATCA B NOPSAAKE, yCTaHOBNEHHOM [paButenbcTtBoM Poccuiickon ®egepauun.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNeHue opraHaMu UCMNOJNIHUTENBLHON BnacTu cyobekTtoB Poccuinckon Pepepaumm
npeaenbHbIX pPa3MepoB ONTOBbIX Haab6aBOK W npeAenibHbIX pPa3sMepoB pPO3HUYHbLIX Haab6aBoOK K
haKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBJMIEHHbIM MPOU3BOAUTENSAMU JIeKAapCTBEHHbIX npenapaTtoB, Ha
nekapcTBeHHble TMpenapatbl, BKMKYEHHble B MNepe4vyeHb XW3HEHHO HeOGXOAUMbLIX W BaXXKHEWLIMX
nekapcTBEeHHbIX NpenapaToB
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHuTeneHoW Briactu cybbekToB Poccunckon degepaumy ycTaHaBnNUBAKOT NpegernbHble
pasMepbl ONTOBbIX HagbaBoOK M nMpedernbHble pa3Mepbl PO3HUYHBIX HagbaBoOK K DAKTUYECKUM OTMYCKHbIM LieHaMm
(6e3s yuyeta Hamora Ha [JobGaBneHHYldD CTOMMOCTb), YCT@HOBIIEHHbIM MPOU3BOAUTENAMM J1EKAPCTBEHHbIX
npenapaTtoB, Ha JleKapCTBEHHbIE NMpenapartbl, BKIOYEHHbLIE B NEPeYvYeHb XU3HEHHO HEOOXOOAUMbIX U BaXKHEMLLUX
neKkapCTBEHHbIX MpenapaToB, B COOTBETCTBUM C YTBEMKAEHHOW B MOpsiAKe, YCTaHOBMEHHOM [lpaBunTensCcTBOM
Poccunckon degepaumm, METOAMKOW YCTAHOBNEHWS OpraHamm UCMOMHWUTENBHON BnacTu cybbekToB Poccuiickomn
depgepaumm npegenbHbIX pasMepPoB OMNTOBbIX HAAGaBOK M NpedenbHbIX PasMepoB PO3HMYHBIX HaabaBOK K
PaKTU4ECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOW3BOAUTENAMU JNEKAPCTBEHHBIX NpenapaTtoB, Ha
NeKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B MepeYeHb XXM3HEHHO HEOOXOOUMbBIX U BaXKHEWMLLMX J1eKapCTBEHHbIX
npenapatoB. [1poOeKkTbl pelleHn i OpraHoB WCMNOMHUTENbHOW Bractu cybwbektoB Poccuickon Pepepaummn 06
YCTaHOBMEHMN W (UNKN) M3MEHEHUWN MpefdernbHbIX pPa3MepoB ONTOBbIX HaAbaBOK W NpedenbHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (pakTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENAMW NEKaPCTBEHHbIX
npenapaToB, Ha JleKapCTBEHHbIE Npenapartbl, BKIHOYEHHbIE B NEepeYvYeHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHEMLLUX
NeKapCTBEHHbIX MNPenapaToB, Mogfiexar COrfacoBaHWIO C  YMNOMHOMOYEHHbIM — doefepanbHblM  OpraHoMm
WCMNOMHUTENBHOWN BNACTU, OCYLLECTBASIOWNM (DYHKLUMN MO NPUHATUIO HOPMATUBHbIX MPaBOBbIX akKTOB W KOHTPOSIO
3a cobniogeHvemM 3akoHopaTenbCTBa B cdepe rocyaapCTBEHHOTO PErynupoBaHusa LeH (TapudoB) Ha TOBapbl
(ycnyru), B nopsigke, yctaHoBneHHom lNMpasuTtenscTBom Poccurickon ®egepauun.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

(B pea. PepepanbHbix 3akoHoB OT 13.07.2015 N 241-93, ot 27.12.2019 N 475-93)

2. OpraHusaummM ONTOBOW  TOProBMNW  fEKapCTBEHHbIMW  CPeAcTBaMK, anTeyHble  opraHusauum,
nHaMBMAyanbHble NpeanpuHMMaTenu, UMetoLe nuueH3nio Ha hapmaueBTUYECKY0 OeATEeNbHOCTb, MeauUUHCKNe
opraHu3aumm, UMetoLLme NMUEH3NI0 Ha hapmaLeBTUYECKYIO AeATENbHOCTb, U UX 060cobneHHbIe nogpasneneHns
(ambynatopuu, chenbaluepckme M denbaLepcKo-akyLlepckue NyHKTbl, LEHTPbl (oTAeneHus) obuier BpavyebHow
(cemeriHOM) NpaKTUKK), PacronoOXeHHble B CENbCKUX HAacCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble
opraHusaumu, OCYLLECTBNSIOT peanu3aumio feKapCTBEHHbIX MpenapaToB, BKOYEHHbIX B MepeyeHb >KU3HEHHO
HeobXOANMbIX N BaXXHEWLLMX NEeKapCTBEHHbIX NpenapaTos, MO LeHaM, KoTopble (POPMUPYIOTCA B COOTBETCTBUM C
nopsigkoMm, yctaHoBneHHbIM MpaButenbcTBom Poccuiickorn ®Pepepaumm, 1 ypoBeHb KOTopbIx (6e3 yyeTa Hanora Ha
0O0aBMNeHHYI0 CTOMMOCTb) He [OOfKEH npeBblllatb CyMMY (haKTU4eCKOM OTMYCKHOW LeHbl, YCTaHOBMEHHOW
npoussoguTenem neKkapcTBEHHOrO npenapara, He npesbiwaroLen 3aperncTpupoBaHHON unu
nepeperncTpupoBaHHON NpedenbHON OTMYCKHOW LieHbl npoussBoguTens (Ha gaTy peanusauuu fekapCTBEHHOro
npenaparta npou3BoAMTENEM), U pasMepa ONTOBOW HagbaBkym WM (UnNn) pasmepa PO3HWYHOW Hapbasku, He
npeBbILlaWMX COOTBETCTBEHHO pasMepa npefenbHOW OnToBOM HagbaeBku u (unu) pasmepa npenenbHon
pO3HMYHOW HapbaBku, yCTaHOBNEHHbIX B cybbekTe Poccuiickon ®epepavmu.

(4acTb 2 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl ncnonHuTenebHon BnacTn cybbektoB Poccuiickon depepauumn pasmelsarot B cetn "UHTepHeTt"
NMHOPMaLMIO O 3aperncTpupoBaHHbIX MpeaenbHbIX OTMAYCKHbIX LeHax npou3BoauTenelrt Ha nekapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B NepeyYeHb XU3HEHHO HEOOXOOUMbBIX U BaXXHEMLLUX NekapCTBeHHbIX npenapaTtoB, 06
YyCTaHOBMEHHbIX B cybbekte Poccunckon ®depepaumm npepenbHbIX pasMepax OnToBblX Hagbasok u  (unwn)
npefenbHbIX pa3mepax PO3HUYHbLIX HaA0aBOK K YCTaHOBIEHHbLIM NPOU3BOAUTENSIMU FIEKAPCTBEHHbLIX NpenapaToB
PaKTU4YeCkUM OTMYCKHbIM LEeHaM Ha fekapCTBEHHble Mpenaparbl, BKOYEHHble B MepeyeHb KU3HEHHO
HeOBOXOANMBIX U BaXXHENLLMX NEKAPCTBEHHbIX NpenapaTtoB, a Takke O CyMMe 3aperMcTpupoBaHHbIX npedenbHbIX
OTMNYCKHbIX LUEeH npou3BoguTenend Ha neKkapCcTBEHHble MpenapaTbl, BKIOYEHHbIE B MepeyYeHb XKU3HEHHO
HEeOOXOAMMbIX U BaXKHENLLMX FIEKapCTBEHHbIX MpenapaToB, YCTAaHOBMEHHLIX B CcybbekTe Poccunckon denepauum
npegenbHbIX pa3MepoB ONTOBbIX HadbaBoK WM MpedenbHbIX pasMepoB PO3HWMYHBLIX HagbaBoOK M Hamora Ha
nobaeneHHyto ctoumocTb. MHdopMaums, npeaycMoTpeHHas HaCTOALEN YacTblo, AOMMKHA HaxoauTbCsl Takke B
anTeyHbIX OpraHM3auusx B OOCTYMHOW ANS BCEX 3aMHTEpPEecOoBaHHbIX Nuu popme n 0BHOBMATLCA MO Mepe ee
pasmeLLeHNst opraHamMmn UCnosntHUTenNnbHOM BnacTu cybvektoB Poccuiickon deagepaumm B cetn "MHTepHeT".

(vacTb 3 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. YtpaTtun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiii 3akoH oT 27.12.2019 N 475-93.

Maea 13. MOHUTOPUHI 9®PEKTUBHOCTU U BE3OMNACHOCTHU
JNNEKAPCTBEHHbIX MPEMAPATOB, HAXOOALWUXCA B OBPALLEHUAU
B POCCUNCKOW ®EOEPALNU
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. ®apmakoHagsop
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, Haxogswwmnecsa B obpaweHun B Poccuinckon ®Pepepauunn, nognexar
MOHUTOPUHIY 3pDEKTMBHOCTU U Ge30nacHOCTU B LENSX BbISABMEHUS BO3MOXHbIX HEraTUBHbIX MOCHEACTBUMA KX
NPUMEHEHWS, UHAMBMAYANbHOW HEMNEPEHOCUMOCTH, NPeayNpPeXaeHNs MeaUUMHCKMX paboTHMKOB, CreumanncToB B
obnactu BeTepuHapuu, MNauUMEeHTOB WNX BnadenbLeB XMBOTHbIX M WX 3aWuTbl OT MNPUMEHEHUs] TaKux
NeKkapCTBEHHbIX NpenapaTos.

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

2. ®dapmakoHag30p OCYLLECTBMSIETCA COOTBETCTBYIOLMM YMONHOMOYEHHBIM oegeparbHbIM  OpraHoMm
UCMOSTHUTENBbHON BracT B YCTAHOBIIEHHOM WM ToOpsigke MyTEM aHanusa npegocTaBnsieMon cybbekTamm
obpallleHnsl NeKapCTBEHHbIX CPeacTB MHgopmaumMm O TMNOBOYHBLIX [OENCTBUAX, HeXenaTenbHbIX peakuusx,
CepbesHbIX HeXenaTtenbHbIX peakUuusX, HenpeaBUAeHHbIX HeXenaTenbHbIX peakuusx npu  NpUMeHeHUn
NeKapcTBeHHbIX npenapaTtoB, 006 WHAMBMAOYarbHOW  HEMEepPeHOCMMOCTW,  OTCYTCTBUM  3dPEeKTUBHOCTU
NeKapcTBEHHbIX MpenapaToB, a Takke 00 MHbIX dpakTax U 06CToATeNbCTBAX, NPEACTABNSAOLMX YIPO3Y XU3HU UK
300pOBbLI0 YernoBeka NUOO XMBOTHOTO MpPU MPUMEHEHUM NeKapCTBEHHbIX MpenapaToB U BbIABMEHHbLIX Ha BCex
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

dTanax o6pau.|,eHV|;| NeKkapCTBEHHbIX NnpenapaTtoB B Poccunckon <Dep,epau,v|v| N opyrux rocygapcreax.

3. CybObekTbl obpalleHus nekapCTBEHHbIX CpeAcTB B MNOpsAKe, YCTAHOBIIEHHOM  YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHON BnacTy, 06A3aHbl coobLaTh B YNONHOMOYEHHbIV dbeaepanbHbi opraH
NCMONHUTENBHOMW BNactM O MNOBOYHbIX AENCTBUSX, HexenaTenbHbIX peakuusix, Cepbe3HbIX HexenaTenbHbIX
peakumnsx, HenpeaBuMOEHHbIX HexenaTemnbHbIX peakuusx npyv NpYMEHEHUWM feKapCTBEHHbIX npenapaTtoB, 06
WHAMBMAOYANbHOW HEMEPEHOCUMOCTH, OTCYTCTBUN 3P(EKTUBHOCTM fNleKapCTBEHHbIX NpenapaTtoBs, a Takke 06 NHbIX
daktax u obcToATenbCcTBaX, NPEACTaBMSOWMNX Yrpo3y XKWU3HW UMW 340POBbH0 YeroBeka Nnbo XMBOTHOTO Mpu
NMPUMEHEHMN NEKAPCTBEHHbLIX MNpPEenapaTtoB W BbIABMEHHbIX Ha BCeX 3Tanax obpaleHus nekapcTBEHHbIX
npenapatoB B Poccuiickon ®egepauun 1 Apyrux rocygapcraax.

4. [epxatenun unu Bnagenblbl PErncTpauMoOHHbIX YOOCTOBEPEHUI NEKapCTBEHHbIX Mpenapartos,
opugndeckne nuua, Ha UMs KOTOpbIX BblAaHbl paspelleHnsi Ha NPoBeAEeHME KIUMHUYECKUX WCCReLoBaHUA B
Poccuickon ®enepauummn, nnubo ynonHOMOYEHHbIE MMW Lpyrve topugudeckne nvua B pamMkax obecrnedeHusi
6e3onacHOCTN feKkapCTBEHHbIX MpenapaToB B MOPSAKe, YCTAHOBNEHHOM COOTBETCTBYHOLLUMM YMNOSTHOMOYEHHbIM
denepanbHbiM OpraHOM MCMOSNTHUTENbHOW BracTh, 06s13aHbl OCYLLECTBNSATL NpueM, yyeT, obpaboTky, aHanus u
XpaHeHWe nocTynalwmx B WX agpec OT CcybbekToB o6palleHusi fekapCTBEHHbIX CPeAcTB UM OpraHoB
rocyaapCTBEHHOW BnactM CcoobleHMn O MODOYHbIX OENCTBUSIX, HeXenaTenbHbIX peakuusax, Cepbe3HbIX
HexenaTenbHbIX M HenpeaBUAEHHbIX HeXenaTeslbHbIX peakumsx npu npUMEHEHUN feKapCTBEHHbIX NpenapaTos,
00 O0COBGEHHOCTAX WX B3aMMOAEWNCTBMS C OPYIMMW  JNEeKapCTBEHHbIMM  Mpenapartamn, WHAUBMAYaNbHOM
HEenepeHoOCMMOCTH, a Takke 00 MHbIX hakTax N 0b6CTOATENBbCTBAX, NPEACTABNASOLWMNX YIPO3Y XU3HU UK 300POBbIO
yernoBeka NMBO XXMBOTHOrO UMK BIMSIOWNX HA U3MEHEHUE OTHOLLEHUS] OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNST NEKAPCTBEHHLIX NpenapaTos.

5. TMpu BbisiBNEHNMM UWHPOPMaLUM O CeEPbE3HbIX HEeXenaTemnbHbIX peakuusix W  HenpeaBuOeHHbIX
HexxenaTenbHbIX peakuusix npu NpMMEHEHUN NekapcTBEHHbIX NpenapatoB, 06 0COGEHHOCTAX MX B3aMMOOENCTBUS
C OpPYrMMWU NEKapCTBEHHbIMW MpenapaTaMu, MHAWBWUAYanbHOW HEMEepeHOCUMOCTU, a Takke 00 MHbIX akTax u
06CTOATENLCTBAX, BNUSIOWMNX HA U3MEHEHNE OTHOLUEHWUS OXXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI
NeKapCTBEHHbIX MpenapaToB, AepXaTenu Wnu Bnagenblbl PerncTpPauuoHHbIX YAOCTOBEPEHUIN NEKAPCTBEHHbIX
npenapaTtoB, OPUAMYECKNE §MUA, Ha WMS KOTOPbIX BbldaHbl Pa3pelleHnsl Ha MpoBeAEeHUE  KITMHUYECKUX
nccneposaHuii B Poccuiickon ®enepauunm, nnbo ynoriHOMOYEHHbIE UMW Opyrve lopugndeckme nuua obsasaHbl
MPUHATE Mepbl, HaMpaBMEHHbIE HA YCTPaHEHUEe HeraTUBHbIX MOCMeACTBUA MPUMEHEHUS TaKMX JEKAPCTBEHHbLIX
npenapaTtoB, nNpeaynpexaeHne NpUUMHEHNS BPEAA XU3HW UNN 340POBbLI0 YernoBeka Nbo XUMBOTHOrO, 3alUnTy KX
OT MPUMEHEHUS TaKMUX JIeKapCTBEHHbIX MpenapaToB, Ha AOMOSNHUTENbHbIA COOp AaHHbIX 06 3hEKTUBHOCTU U
6€e30MacHOCTM Takmnx NekapCTBEHHbIX NpenapaTos.

6. 3a HecoobLueHVME WNU COKPbITUE WHOPMaLUK, NPESYCMOTPEHHOM YacTbld 3 HACTOSILLEN CTaTbW,
aepxxaTenu unv Bnagernblbl permcTpaunoHHbIX YO0CTOBEPEHUIN NEKAPCTBEHHLIX NpenapaTos, opuanveckme nuua,
Ha MMs1 KOTOPbIX BbidaHbl paspelleHnsl Ha NpoBedeHNe KIMHUYECKMX uccrnegoBaHun B Poccunckon depepauun,
nnbo yNONTHOMOYEHHbIE UMW OPYTve puandeckne nuua, a Takke OIMKHOCTHbIE Nnua, KOTopbIM 3Ta MHopmaums
cTana u3BecTHa Mo pogy WX npodeccroHanbHON OEesATEeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogartenbcTBoM Poccunckon ®eaepaumn.

7. Tpyn nonyyeHUn yNONHOMOYEHHbIM dbefdeparibHbiM OpraHoM WCMOMHUTENLHOW BnactTu B pamkax
OCyLlecTBNeHMss MM papmMakoHag3opa [okasaTenbCTB O HECOOTBETCTBMM  JIEKAPCTBEHHOrO npenapara
YyCTaHOBMEHHbIM TpeboBaHMAM UNu Npy NoNy4YeHnun MHpopMauum o0 HECOOTBETCTBMU AaHHbIX 00 adhpeKTMBHOCTM
n o 6e3onacHOCTM NEKApCTBEHHOrO Mnpenapata [faHHbIM O JIEKapCTBEHHOM npenapare, cogepXawmmcsa B
WHCTPYKUUM MO €ro npuMeHeHWo (B TOM YMCME BbISIBIIEHHBIX B X04e OCyLecTBreHus d¢apmakoHaasopa
KOHTPONbHO-HaA30PHBIMW  OpraHamMn  WMHOCTPaHHbIX FOCYyAapCTB), YMOMHOMOYEHHbLI dedeparnbHbIl - opraH
WCMNOMHUTENBHOW BNAcTU B YCTAaHOBIEHHOM MM MOPSAKE pacCMaTpyMBaeT BONPOC O NPUOCTaHOBIIEHUN MPUMEHEHUS
TaKoro NekapCTBEHHOrO NpenapaTa.

Cratbsa 65. MpuocTaHoBNeHne NpUMeHeHUs1 NeKapCTBEHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. I'Ipw nony4eHun I/IHCbOpMaLI,VII/I O HeXenaTeribHbIX peakundax npu npuMeHeHnn JneKkapcTtBeHHOro
npenapara, He YKa3aHHbIX B WHCTPYKUMXM MO MNPUMEHEHUKD J1eKapCTBEHHOro npenaparta, Cepbe3HbIX

www.consultant.ru Crpanvua 111 n3 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEDE16EC55FCC5DDC4CFEFDE64A3833418A09F103FF4B558ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DECE061C351CC5DDC4CFEFDE64A3833418A09F103FF4B5483BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3AEAE569C55FCC5DDC4CFEFDE64A3833418A09F103FF4C558BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HeXenaTternbHbIX peakuuax, 06 0cOBEHHOCTSIX ero B3auMogencTBUA C OPYyrMuMun nekapcTtBeHHbIMU npenapartamMu,
KOTOpble MOryT npeacrtaBnATb Yrpo3dy XuU3HM WM 300POBbK  YeJioBeKa nmbo KMBOTHOTO, a Tawkke O
HEeCOOTBETCTBUN [OaHHbIX 00 SCb(beKTMBHOCTM n o 6GesonacHocTn NeKapCTBeHHOro npenapata AaHHbIM O
NlekapCTBeHHOM npenapate, coaepXawnumca B UHCTPyKUMM nNo  ero npuMeHeHuro, B TOM 4ucne oT
YNONMHOMOYEHHbIX OpraHoB WHOCTPaHHbIX rocynapcTts, oOMeH KOTOpOI7I OCyLlleCTBINAE€TCA B COOTBETCTBUU C
cornaweHnamm mexay ynoJsiHOMOYeHHbIM (bep,epaanblM opraHomMm MCMNOMNHUTENbHOW BNacTu n YNOJTHOMOYE€HHbIMU
opraHaMn MHOCTPaHHbIX TroCynapcCTs, yI'IOJ'IHOMO‘-IeHHbIIZ (be/:l,epaanbuZ opraH NCMONHUTENBHON BMacTn
paccmaTpmBaeT BOMNPOC O BO3MOXHOCTU MPUOCTaHOBIIEHUA o6pau.|,eHV|;| Takoro JnekapCTBeHHOro npenaparta B
nopsaake, yctaHoBJ1€eHHOM YNOJTIHOMOYEHHbIM (pe,qepaanblm opraHomMm NCMNOMHUTENbHON BNACTU.

2. Tlpy HEWUCNONMHEeHUM WNW  HEeHagnexallem UCMOMHeHWM JepxaTtensMu  unv  Brnagenblamu
PErMcTpaLMOHHbIX YAOCTOBEPEHUIN JIEKAPCTBEHHLIX MPEnapaToB, HPUAUYECKUMM NULEAMU, Ha WMS KOTOPbIX
BblAaHbl pas3peLleHUs Ha MNpoBeAeHue KIMHUMYEeCKMX uccrnegoBaHuii B Poccuiickon ®depepaunn, wnu
YMONMHOMOYEHHBIMU UMW OPYIMMU IOPUONYECKAMI NULAMKU 0BA3aHHOCTEN, YCTaHOBIIEHHbIX YacTamu 3 1 4 craTtbu
64 HacToswero denepansHOro 3akoHa, NGO B criyyYasix NpeacTaBlieHNs COOTBETCTBYIOLUMM YONTHOMOYEHHbLIM
dhefepanbHbIM OpraHoM WCMONMHUTENBHOW BNacTV 3akMo4YeHUs O HeLOCTOBEPHOCTU pe3ynbTaToB KIMHUYECKOro
UccrnefoBaHns NekapcTBEHHOro npenaparta Ans MeAULUHCKOrO NPUMEHEHWS!, KOTOPOE OCHOBAHO Ha pesyrbTaTtax
NPOBEPKM MeOWLUMHCKON opraHu3aumu, NpoBOAMBLUEN YKa3aHHOE KIMHWYECKoe WCCrefoBaHWe C HapyLlleHVeM
npaBui Hagnexallen KIMHUYEeCKON NPakTUKW, U NMPUBENO K MOMyYeHUo HedOCTOBEPHbLIX pesynbTaToB, NGo B
crnyyae HEeBbIMOMHEHUS MPeanucaHnsl, BblAAHHOMO YMONHOMOYEHHBIM heaepanbHbiM OpraHoM WCTONHUTENBHOM
BMnacT MO UTOraM OCYLIECTBMEHUs BbIGOPOYHOrO KOHTPONSA KayecTBa JekapCTBEHHOro npenapaTta,
YNONMHOMOYEHHbIV dhefepanbHblii opraH UCMONHUTENBHOW BNAcT B YCTAHOBMEHHOM MM NOpsiAKe paccmaTpuBaeT
BOMPOC O NPVOCTaHOBIEHNN MPUMEHEHUS TaKoro NekapCTBEHHOIO Npenapara.

3. YNonHoMouYeHHbIN dhedepanbHbii opraH UCMOSTHUTENBHOW BNacTy Npu nNpeacTaBneHnn emy CBEAEHUN O
HECOOTBETCTBUM  MNPOU3BOAWUTENS  JIEKAPCTBEHHbIX  CPeAcTB  TpeboBaHMAM  MpaBun  Hagnexailen
NPOV3BOACTBEHHOM MPaKTUKK U (M) O HapyLUEHUN NNLEH3NOHHbLIX TPeboBaHMI, KOTOPbIE ObINK BbISIBNIEHbI B X04€
NpoBeAEeHNS WHCMEKTUPOBAHMSA NPOU3BOAUTENS NEKAPCTBEHHbIX CPEeACTB WX OCYLLECTBMEHUS NULEH3UOHHOIO
KOHTponsi B cdepe Mpou3BOACTBA IEKApCTBEHHbIX CPeACTB U MPUBENW MM MOTYT NPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB AN MEeOULMHCKOTO NPUMEHEHUs, MPUYMHMBLLUX UMW CMOCOOHBIX MPUYUMHWUTL Bpen
XM3HW WM 300POBbLI0 FpaXdaH, paccMaTpuBaeT BOMPOC O MPUOCTAHOBIEHUM NPUMEHEHUSI FEKapCTBEHHbIX
npenapaTtoB 4118 MeQULMHCKOTO NPUMEHEHNS B YCTAHOBMEHHOM UM MOPSiAKE B CreayoLWmnX cnyyasx:

1) coctaB u (Mnn) TEXHONMOrNSA NPOM3BOACTBA JIEKAPCTBEHHOrO npenapara Ans MeguuuHCKOro npuMeHeHus
(c onucaHvnem cTaguin NPOM3BOACTBA) OTNMYAIOTCA OT 3asiBMEHHbIX B PEMMCTPALMOHHOM AOChE;

2) neKkapcTBEHHbIN npenapat Ans MeOUUMHCKOrO MNPUMEHEHUs NpPOM3BEAEH Ha NPOU3BOLCTBEHHOM
nrowagke, He ykazaHHOW B PErMCTPaLNOHHOM [4OCLE;

3) y npousBoanUTENs NEKAPCTBEHHbIX CPEACTB OTCYTCTBYHOT OOKYMEHTbI, MOATBEPXKAAOLME COOTBETCTBUE
KayecTBa J1eKapCTBEHHOro npenaparta afis MeauUMHCKOTO MPUMEHEHUsl, BBOAMMONO B FpaXkgaHckuii o6oporT,
TpeboBaHMsAM, YCTAHOBIIEHHBLIM NMPU €0 rocy4apCTBEHHON perncTpauum;

4) nNpousBOAWTENEM JEKapCTBEHHbIX CPEACTB B COMMacOBaHHbIA C COOTBETCTBYHLUMM YNONHOMOYEHHbIM
denepanbHbIM  OpPraHOM WUCMOMHUTENBHOM BNAacTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHwui npaBun
Hagnexallen NPoN3BOACTBEHHON NPAKTUKN 1 (MNN) NULEH3NOHHBLIX TPEOOBaHMI, KOTOPbIE ObINK BbISIBMEHbLI B X0Ae
NpoBeAEeHUS MHCMEKTUPOBAHMSA NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB WX OCYLLECTBIEHUS FIULEH3UOHHOIO
KOHTpomnsi B cdepe Mpou3BOACTBA NEKapCTBEHHLIX CPEACTB W MPUBENW MU MOFYT NMPUMBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX NpenapatoB AN MEeAULIMHCKOro NMPUMEHEHUS, NPUYUHMBLLMX MMM CMOCOOHBLIX NPUYUHUTL Bpen
KU3HU UMW 300POBbLIO rpaXkaaH.

(yacTe 3 BBegeHa PeaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4. YnonHoMouYeHHbIN efepanbHbld opraH UCNOMHUTENbHOW BNacTU MpW HanuyuMu y Hero cBedeHun O
HECOOTBETCTBMM  MNPOM3BOAUTENS  JIEKAPCTBEHHbIX  CPeAcTB  TpeboBaHwuaAM  npaBun  Hagnexailewn
NPOW3BOACTBEHHOW MPAKTUKK 1 (AK) O HAPYLLUEHUN NNLIEH3NOHHbBIX TPEOOBaHUA, KOTOPbIE ObINK BbISIBNEHLI B X04€
NPOBEAEHMS MHCNEKTUPOBAHMS MPOU3BOAUTENS FIEKAPCTBEHHbLIX CPEACTB WU OCYLLECTBMEHUSA JTMUEH3MOHHOMO
KOHTpOnsi B cpepe Mpou3BOACTBa NEKAPCTBEHHbLIX CPEACTB U MPUBENW UMW MOTYT MPUBECTU K MPOU3BOOCTBY
NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHUS, MPUYUHMBLLMX UMM CMOCOOHBIX MPUYMHUTE Bpes
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

XKU3HW UM 300POBLI0 KMBOTHBIX, PAacCMaTpvBaeT BOMPOC O MPUOCTaHOBIEHWM peanusauum 1 NpUMeHeHUs
NeKkapcTBEHHbIX MpenapaToB Ans BETEPUHAPHOrO NMPUMEHEHUst B YCTAaHOBMEHHOM MM MOpsiAKe B CrEemyloLLnx
cnyyasix:

1) COCTaB U (I/IJ'II/I) TEeXHONOorna npom3BoACcTBa JNiekapCTBEHHOro npenapara ana BeTepuHapHoOro npuMeHeHus
(C onncaHueM ctagumn I'IpOMSBOﬂ,CTBa) OTNMYHaKTCA OT 3adABJ1€HHbIX B permctpalMoOHHOM O0ChE;

2) nekapcTBEHHbIi MpenapaT AN BeTepuHapHOro MpUMEHEHWUS NPOU3BEAEH HA MPOU3BOACTBEHHOM
nrowiaake, He ykasaHHON B PEMMCTPaLIMOHHOM [OCbE;

3) Yy npoussogutTena nekapCTtBeHHbIX CpencTB OTCYTCTBYHOT OOKYMEHTbl, noarBepXxaakLline cooTBeTcTBume
Ka4eCTBa JeKapCTBEeHHOro npenaparta AOnAa BeTepuHapHOro npuMeHeHuda, BBOOUMMOIO B rpa>|<,anCKM|?1 O60pOT,
TpeGOBaHMﬂM, YCTaHOBJ1€HHbLIM Mpn ero rocyp,apCTBeHHoﬁ permncrtpauum,;

4) npousBoauTEneM NeKapCTBEHHbIX CPEACTB B COMMACOBAHHLIA C COOTBETCTBYIOLUM YMOSTHOMOYEHHbLIM
denepanbHbIM  OpPraHOM  WUCMOMHUTENBHOM BNAacTM CPOK He YCTpaHeHbl HapyleHws TpeboBaHui npaBun
Hagnexallien Npou3BOACTBEHHON NPAKTUKN 1 (UNN) NULEH3NOHHBIX TPEOOBaHMI, KOTOPbIe ObiNY BbISIBNEHbI B XO4€e
NpoBeAeHNs MHCNEKTUPOBAHMSA MPOU3BOAUTENS NEKApCTBEHHbLIX CPeACTB UMW OCYLLECTBMAEHUSA JTMUEH3MOHHOMO
KOHTpOns B cpepe NpousBoACTBa NEKAPCTBEHHbIX CPEACTB W NPUBENW MU MOrYT MPUBECTU K MPOU3BOACTBY
nekapCTBEHHbIX MpenapaToB AN BeTEPUHAPHOrO MPUMEHEHUS, MPUYUMHMBLLMX UK CMOCOBHBIX NPUYMHUTL Bpesa
XW3HW UNKX 300POBbLIO XXUBOTHbIX.

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

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 cT. 65 gononHsetcs 4. 5, 6 (3 o1 27.12.2019 N 475-93).

7. B nopsigke, npegyCMOTPEHHOM 4acTbio 4 HACTOSILLEN CTaTbW, YNOSTHOMOYEHHLIN doeaepanbHbI opraH
WCMONMHUTENBHOM BMAcTU paccMaTpuBaeT BOMPOC O MNPUOCTAHOBMEHUW peanu3aumMn U NPUMEHEHUS
neKapCTBEHHOro npenapaTta A8 BETEPMHAPHOrO MPUMEHEHUs] B CIyvae BbISBIEHUs] B rpaxgaHckom obopoTte
CepuM IeKapCTBEHHOro npenaparta [Afis BEeTepUHAPHOrO MNPUMEHEHWUs, OOKYMEHTbl W CBEOEHMSI O KOTOPOW,
npegycmoTpeHHble yactamm 1 - 3 n 6 ctatbm 52.2 HacToswero PenepanbHOro 3akoHa, He MpPeAcTaBreHbl B
yKkasaHHbIA opraH, nubo cepum MMMYHOBMONOrMYECKOro IeKAapCTBEHHOro npenapata Ansi BeTepMHapHOro
NPUMEHEHNS, HE MMEIOLLEN pa3peLLeHUnsl, NPeayCMOTPEHHOro YacTbio 8 ctatbm 52.2 HacTtoswero ®egepanbHoro
3akoHa. B ykazaHHOM cnyyae ynonHOMOYEHHLIN hbedepanbHbIi OpraH MCMNONTHUTENbHOM BracTu NpUHUMaeT
pELUEHNE O NPUOCTAHOBIEHMN peanu3aumm U MPUMEHEHMSI TakMx Cepuii OO NpeacTaBleHusl yKasaHHbIX
OOKYMEHTOB 1 cBeAeHU NMB0o [0 NONyYeHNs yKa3aHHOIO paspeLleHust.

(vacTb 7 BBegeHa PenepanbHbiM 3akoHoM oT 02.07.2021 N 317-03)

Crartbs 66. UHpopmaums o pesynbraTtax chapmakoHagsopa
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YnonHoMoueHHbIn dpefepanbHbldi opraH UCNONHUTENBbHOW BNacTu, OcyLllecTensawmn dapmMakoHaasop, no
ero pesynbTartam pasMmeLlaeT Ha CBoeM odumumanbHoM canTe B ceTu "MHTepHeT" nHdopmauuio o:

1) BbISIBNEHUN HOBbIX MOATBEPKOEHHbIX OAHHBIX O MOBGOYHBLIX AENCTBUSIX, HEXenaTenbHbIX peakuusix,
CEepbesHbIX HeXemnaTeNlbHbIX peakuusx, HemnpeaBUAEHHbIX HeXenaTembHbIX peakuusix npu  NpYMeHeHUn
NeKapCTBEHHOro npenapara, B TOM Y/CMe BIUSIOWNX HA OTHOLLEHWE OXWUOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NpUMeHeHVs1 aHHOro NeKapCTBEHHOTO Npenapara;

2) MNPUHATBIX PELIEHUSX O BHECEHWM W3MEHEHUA B WHCTPYKUMIO MO MPUMEHEHUIO J1eKapCTBEHHOIo
npenapata, O MNPUOCTAHOBIIEHUM TPUMEHEHUST FeKapCTBEHHOro npenaparta, 06 u3bATUM U3  obpalleHus
NeKapCTBEHHOro npenapata UM o BO30GHOBEHUN NPUMEHEHWS! NTeKapCTBEHHOTO Npenapara.

Maea 14. UH®OPMALINA O NEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEOQUUMHCKOIO NPUMEHEHUA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

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

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. CucremMa MOHUTOPUHra [OBUXKEHUS
neKapCTBEHHbLIX NpenapaToB AN MeAULUHCKOro NpuMeHeHusi
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MlHpopMaLms 0 nekapCTBeHHLIX MpenapaTax, OTnyckaeMblx MO peuenTy Ha fekapCTBEHHbIV npenapar,
OOIMKHA CcopepXaTbCsl TOMbKO B CNEUManv3npoBaHHbIX W34aHUsIX, MNpegHa3HaYeHHbIX ANs MEeLULMHCKMX,
hapmaLeBTMHECKMX PabOTHMKOB, creuMannucTtoB B obnactn BeTepuHapun. WHdopMauus o nekapCTBEHHbIX
npenapatax pAns cneumManuctoB B o0nactM obpalleHusi NeKapCTBEHHbIX CPEACTB MOXET coaepxaTbCsi B
MOHorpacusix, CrnpaBOYHMKaX, Hay4HbIX CTaTbsX, B [OKMNadax Ha KOHrpeccax, KoHdepeHuusix, CUMMo3uymax,
Hay4YHbIX coBeTax, a Takke B MHCTPYKLUMSX MO MPUMEHEHNIO NEKaPCTBEHHbIX NpenapaTos.

(B pen. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ViHdhopmaumsa 0 nekapCTBEHHbIX Mpenaparax, oTryckaeMbix 6e3 peLienta Ha NekapCTBEHHbIN npenapart,
MOXET cofepxXaTbCsl B NyOGnukaumuax U o6bsIBNEHUSAX CPeACTB MacCoBOM MHOPMaLuM, creumnanmavpoBaHHbIX U
06X neyaTHbIX W3OAHUSIX, WUHCTPYKUUAX MO NPUMEHEHWUIO NEeKapCTBEHHbIX MPEenapaToB, WHbIX W3OaHUsIX
cyObekToB oOpalleHns nekapCTBeHHbIX cpeacTB. PeknamHble maTtepuanbl O NekapCTBEHHOM Mpenapare,
oTnyckaemom 6e3 peLenTa Ha fekapCTBEHHbIN Npenapar, AOSKHbI COOTBETCTBOBATb UHCTPYKLMM MO NPUMEHEHNIO
neKapCcTBEHHOro npenapara.

3. JonyckaeTtcs ucnornb3oBaHWe NobbIX MaTepuanbHbIX HOCUTENen, NO3BONSLNX XpaHUTb, nepedasaTb U
ncnonb3oBaTb MHGOOPMALIMIO O NEKAPCTBEHHLIX NpenapaTtax 6e3 ee UCKaXXeHUs.

KoHcynbTaHTlnoc: npumedaHue.
C 01.04.2024 B 4. 4 cT1. 67 BHOcATCA M3MeHeHus (O3 ot 04.08.2023 N 428-03). Cm. OyayLyto peaakuuto.

4. Ona uenen naeHTMUKaLUM yNakoBOK NEKAPCTBEHHbIX MpenapaTtoB AN MEeOULUHCKOrO MpuMeEHeHus
Npon3BOAMTENMN NEKAPCTBEHHbIX CPEACTB B Nopsiake, yctaHoBneHHoMm [pasutensctBom Poccuiickon ®epepauun,
HaHOCSIT Ha NEPBUYHYIO YMAKOBKY (B OTHOLUEHUWM NEKAPCTBEHHbIX MpenapaTtoB AfS MEeOULMHCKOrO NMpPUMEHEHMS,
ONs KOTOpbIX He npegycMoTpeHa BTOPUYHAs YMNakoBKa) W BTOPUYHYK  (NOTpebuTenbCKyl)  ymakoBKY
NeKapCTBEHHbIX MpenapaToB AN MEAMUMHCKOrO MNPUMEHEHUS CPEACTBa MOEHTUMKALMKU, 33 MWCKIYEHNEM
NeKapCTBEHHbIX MpenapaToB ANsi MEAWULMHCKOrO MPUMEHEHMS!, NPOM3BOAMMBIX A1 NMPOBEOEHUS KITMHUYECKMX
nccnenoBaHui, 3KCNopTa, NIeKapCTBEHHbIX NpenapaToB Anst MEAMUMHCKOTO NPUMEHEHMS, yKa3aHHbIX B YacTax 5 u
8 ctaTtbm 13 HacTosiwero deaeparnbHOro 3akoHa, paguodapmaueBTUHECKNX NEKAPCTBEHHbBIX MpenapaToB, MMSBOK
MEOMLIMHCKNX U ra30B MEAMULMHCKMX.

(vacTb 4 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03 (pea. 27.12.2019))

5. Xapaktepuctukm cpenctsa maeHTudmkaumm, nNopsigok ero HaHeceHust u TpeboBaHUA K CTPYKType W
dopmaTy uHOPMaLMK, KOTOPYHD COAEPXUT CPeacTBO uaeHTUduKkauun, onpegensawoTcsa [lpaBUTenbCTBOM
Poccwuiickon depepaumu.

(4acTb 5 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopsgok co3gaHus, pasBuUTMSA, BBOAA B IKCMfyaTauuioo, 3aKCnnyatauuMum 1 BbiBoda W3 3IKChnnyatauuu
CUCTEMbl MOHWUTOPWHIa [OBWXXEHUS FEeKapCTBEHHbIX MpenapatoB Ans MEOWUUWHCKOTO MPUMMEHEHWS, MOopsgoK
npegocTaBneHns MHpopmMauum, CogepXKallencs B CUCTEME MOHUTOPVHIa ABWKEHMWS NEKAPCTBEHHbLIX NpenapaToB
AN MeOQULMHCKOrO NMPUMEHEHUS, U NOPSIAOK B3aMMOAENCTBUS YKA3aHHOW CUCTEMbl C MHBIMW FOCYAapPCTBEHHBIMU
WHOPMALMOHHBIMUA  CUCTEMAMN U MHPOPMALMOHHBIMU CUCTEMAMU  HOPUONYECKUX NULL U UHAMBUOYANbHbIX
npeagnpuHMMartenen, ykasaHHbIiX B 4vacTax 7 M 10 HacToswen cTtaTbW, ycTaHaBnusaloTcs [lpaBUTENbCTBOM
Poccunckon ®epepauun. Onepatopamy CUCTEMbI MOHUTOPWHIA [OBWKEHWUS JEKAapCTBEHHBIX MNpenapaTtoB Aris
MEOMLUUHCKOTO MPUMEHEHUS ABMAIOTCA beneparnbHbil OpraH WCMOMHUTENbHOW BRactm u (Anuv) opraHusauus,
ynonHomMo4eHHsble lNpaBuTenscTBoMm Poccuiickon degepaumm.

(4acTb 6 BBegeHa PeagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7. KOpuanyeckne nvua W uMHAMBMAYanbHble NpeanpvHYMAaTeNy, OCYLLECTBNSIOWMNE MPOM3BOACTBO,
XpaHeHue, BB03 B Poccuiickylo defdepauunio, OTMycK, peanusauumio, nepegadvy, NpUMEHEHWE U YHUYTOXEHUE
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

neKapCTBEHHbIX MpenapaToB Ans MeAWLMHCKOro npuMeHeHusi, obecrnevmBatloT B Nopsiake M B COCTaBe, KOTOpble
ycTaHoBneHb! NpaBuTtenscTBoM Poccuinckon Pefepaummn ¢ y4eToMm BuOa OCYLLECTBNSEMON UMW AEATENbHOCTH,
BHeceHne uHdopmaunm 0 nekapCcTBeHHbIX npenapaTtax ang MeguuuMHCKOro NpUMEHeHNss B CUCTEMY MOHUTOPUHra
OBWKEHNS NeKapcTBEHHbIX NpenapaToB ANA MeAULUHCKOro NpUMEHEHMS.

(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl ANS MeOWLMHCKOrO NpUMEHeHUsl, npeaHasHavyeHHble Ans obecneveHus
nuuy, 6onbHbIX remodunnen, MykoBUCUMA030M, rMnodunsapHbIM HaHW3MOM, BonesHblo owe, 3noka4yecTBeHHbIMU
HOBOODOpa3oBaHMAMU NMMONAHON, KPOBETBOPHOW W POACTBEHHBIX UM TKaHeW, pacCesiHHbIM CKIepo3oM, nuy,
nocrne TpaHCMNMaHTauum opraHoB M (Mnu) TkaHew, npou3BedeHHble 0o 31 pekabps 2019 roga, a Takke WHble
nekapcTBeHHble npenapaTbl AN MegUMUUHCKOro npumMeHeHus, npoussegeHHble go 1 mona 2020 roga, nognexar
XpaHeHuto, nepeBo3Kke, OTMYCKY, peanusauuun, nepegaye, NpuMeHeHuo 6e3 HaHeceHUs CpeacTs uaeHTUduKaLmmn
0O ucCTeyeHusa cpoka ux rogHoctu. lNMpaeutenbctBo Poccuiickon ®epepaummn BnpaBe YCTAHOBUTb OCOOEHHOCTU
BBOAA B rPaXagaHCKUi 0OOPOT NeKapCTBEHHbIX MpenapaTtoB AN MEAULUUHCKOrO NPUMEHEHWS, NPOU3BEAEHHbIX B
nepuog ¢ 1 mons 2020 roga no 1 oktabps 2020 roga. B uensx BBoga B rpagaHCKUM 06OpPOT rekapCTBEHHble
npenapaTbl AN MEAULMHCKOro MPUMEHEHUs, 3a UCKIMIOYEeHNEM NeKapCTBEHHbIX NpenapaToB, NpeaHa3HayYeHHbIX
anst obecneyeHus nuu, GoMbHbIX remounuen, MykoBUCLMA030M, rMNodusapHbiM HaHUM3MOM, 6onesHblo ole,
3r10Ka4yeCcTBEHHbIMMU HOBOODBPa3oBaHUAMU NUMEAONOHON, KPOBETBOPHON N POACTBEHHbLIX UM TKaHen, pacCesiHHbIM
CKIepo3oM, Ny, nocre TpaHCnnaHTauum opraHoB U (Mnu) TKaHeWw, NPOu3BEAEHHbIE 3a npeaenaMmu Tepputopum
Poccuiickon depepaummn oo 1 oktadbps 2020 roga, moryT 6biTe BBE3eHbI B Poccuickyto ®epepauuio oo 1 aHBaps
2021 roga B nopsgke, ycrtaHoBneHHom [lpasutenbctBom Poccuiickon ®epepauun, 6e3 HaHeceHus CpeacTs
naeHTudukaunn.

(B pea. PegepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-93)

8. OpraHmzauma MHHOOPMALMOHHOIO B3aMMOOENCTBUA CUCTEMbI MOHUTOPWHIa OBWKEHUS NeKapCTBEHHbIX
npenapatoB AN MEOULMHCKOTO MPUMEHEHUST C WMHBbIMW TOCYAapCTBEHHbIMW WHAOPMALMOHHBIMK CUCTEMAMM
obecneunBaeTtcss B TOM 4uCre MNOCPEACTBOM  WHMpaACTpyKTypbl, obecneuvnBarowien MHGPOPMALMOHHO-
TEXHOMOTMYECKOE  B3aUMOAENCTBME  MH(POPMALIMOHHBIX  CUCTEM, WCMOMb3yeMbIX AN NPeLOCTaBleHUs
rOCyAapCTBEHHbIX W MyHUALMMANbHBIX YCNYr U WUCMOMHEHUS TOCYAapCTBEHHbIX M MyHUMUMMANbHbIX (OYHKUUA B
3NEKTPOHHON hopme.

(vacTtb 8 BBegeHa PenepanbHbiM 3aKoHOM 0T 28.12.2017 N 425-03)

9. UHdopmaums, cogepxallascsa B CUCTEME MOHWUTOPWMHIa AOBWKEHWUS JeKapCTBEHHbIX MpenapaTtoB Anid
MEOMLUHCKOTO NPUMEHEHUs, SBNAeTCA MHopMaumen OorpaHUYeHHOro AOoCTyna B COOTBETCTBUM CO cTaTben 9
depnepanbHoro 3akoHa ot 27 utons 2006 roga N 149-03 "O6 nHdbopmaumm, MHPOPMALNOHHBIX TEXHOMOMNSX U O
3awuTe MHgopmauun”, 3a UCKITHYEHNEM WHOpMaUUN, HeOonyCTUMOCTb OrpaHuMYeHuMst OOoCTyna K KOTOpPOW
yCTaHoOBMeHa denepanbHbiMU 3akoHaMK, a Takke MHGOpMauuu, oTHeceHHon [lpaBuTenbcTtBom Poccuiickon
depgepaumm B COOTBETCTBMM C HacToAwmMm dDepepanbHbiM  3aKOHOM K 00WenocTynHon  mHdopMaumu.
O6wenocTynHasa nHgopMaLms, cogepxallascs B CUCTEME MOHUTOPUHIA ABWKEHUS NeKapCTBEHHbIX NpenapaTos
O MEANLMHCKOro NMpUMEHEHWs1, pa3MeLlaeTcs B MHPOPMaLMOHHO-TENEKOMMYHUKAUNOHHOW ceTu "UHTepHeT" (B
TOM 4Yncne B (oopmMe OTKPbITbIX AaHHbIX) B MOPSAKe, ycTaHoBrneHHoM [paBuTtenscTtBom Poccuiickon degepaumn.
(yacTb 9 B peq. ®egepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. HocTtyn K wuHpopMauun, coaepxallencss B CUCTEME MOHUTOPMHIA [BWKEHWUS FNeKapCTBEHHbIX
npenapaToB AJiI1 MEAULMHCKOrO NpUMEHeHus, obecrneynBaeTcsl onepaTopoM CUCTEMblI MOHUTOPUHIa ABWKEHUS
nekapCTBEHHbIX MpenapaToB Af1 MEAUUMHCKOro MpUMEHEHMs B Mnopsiake, YCTaHOBIIEHHOM [lpaBunTenbcTBom
Poccuiickonn depepaumm, B COOTBETCTBMM C 3akoHopaTtenbcTBOM Poccuiickon Pepepauumn o6 mHdopmauumu,
MHOPMALIMOHHBLIX TEXHOMOIMMAX M O 3almTe MHopMauun, 3akoHodaTenbCcTBOM Poccuiickon Pegepauum o
rocygapCcTBEHHON TalHe, 3akoHodaTtenbcTBoM Poccuiickon Pepepaumm O KOMMEPYECKOM M MHOW OXPaHseMOM
3aKOHOM TalHE W C y4yeTOM MOSMOXEHUN HacTosiwen ctaTteun. [NpaButenbctBo Poccuiickon Pegepauum Brnpase
yCTaHaBnuMBaTb MEpeYeHb JIEKAapCTBEHHbIX MpenapaToB AnS MEAWUMHCKOrO MpUMEHeHua u  (nm) rpymnn
NeKapCTBEHHbIX MpenapaToB OS1 MEANLMHCKOrO MpUMEHEHUs 1 0cobBeHHOCTU JoCTyna K MHopMaumm O Takux
NeKapCTBEHHbIX NpenapaTtax, coaepKallencsl B CUCTEME MOHUTOPMHIa ABWKEHUS JIEKapCTBEHHbLIX MpernapaToB
A5 MEANLMHCKOIO NPUMEHEHNS.

(4acTb 9.1 BBegeHa PepepanbHbiM 3akoHoM OT 04.08.2023 N 474-93)

9.2. lNonb3oBaTenu cuUcTembl MOHUTOPUHIa ABWXEHUA IeKapCTBEHHbIX npenapartoB Anld MeaunuunHCKoro
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

NpMMeHeHns o6nagatoT NpaBoOM AoCTyna K MHAOpMaLMK, COAepXalencs B CUCTEME MOHWUTOPWHra LBUXKEHUS
nekapcTBeHHbIX MnpenapaToB AN MEeAUUMHCKOro MPUMEHEHWUs, C Yy4eTOM OrpaHudeHuin OoCcTyna K YykasaHHOW
nHdopmaumm n ee nocriegyrowlenn obpaboTke, yCTaHOBMNEHHbIX HacToswmnm PenepanbHbiM 3aKOHOM UM MHBIMU
HOpMaTUBHbLIMUK NPaBOBLIMU akTaMu Poccunckon ®enepauunn.

(4acTb 9.2 BBegeHa PepepanbHbIM 3akoHoM OT 04.08.2023 N 474-93)

9.3. ®depepanbHble opraHbl WUCMOMHUTENbLHOW BNacTU U OpraHbl MCMNOMHWTENbHOW BMAacTu CyObeKToB
Poccuickon ®epepaumm B uensx, onpegeneHHbix [NpasutensctBom Poccuiickon depepauun, UMEOT Npaso
JocTtyna K uHgopmaumm o cybbektax obpalleHnsa nekapCTBEHHbIX CPEACTB, O NEeKapCTBEHHbIX npenapartax n ob
060pOoTe TakmMx NekapCTBEHHbIX NpenapaToB, He0OXOAUMONM ANSA BbINONHEHUS 3a4a4y Y OCYLLECTBIEHNS YHKLNNA,
BO3MOXEHHbIX Ha deaeparnbHble opraHbl UCMOMHUTENBHOW BMAacT! U OpraHbl UCMOMHUTENbHON BNacTu CyObeKTOB
Poccuiickon ®enepaumm, ctatucTndeckon MHpopmaLmMm o NekapCcTBEHHbIX Npenapartax n 06 nx obopoTe, a Takke
k obLienocTtynHon nHpopMaumn. CoctaB aTon MHdopMaLumn onpegensieTcs cornaweHnsamm o6 nHdopmaLMoHHOM
B3aUMOOENCTBUN, 3aKITHOYEHHBIMW OMepaTtopoM CUCTEMbI MOHUTOPUHIra ABWKEHUS fEeKapCTBEHHbIX MpenapaTos
AnNa  MegUUMHCKOro MNpUMEHeHUs € peaepanbHbIMY - OpraHaMmy  UCMOMHUTENbHOW BAAcTM UMM opraHamu
ncnonHuTenbHon Bnactn cybbektoB Poccuiickon ®epepaunm n degepanbHbIM OpraHoM UCMNOMHUTENBHOWM BNacTy,
OCYLLECTBNSIIOLLMM (DYHKLMM NO BblipaboTKe 1 peanusaumm rocyaapCTBEHHON NOMUTUKA U HOPMAaTUBHO-NPaBOBOMY
perynnpoBaHuio B chepe 30paBoOXpaHeHNs.

(vacTb 9.3 BBegeHa PepepanbHbIM 3akoHOM OT 04.08.2023 N 474-93)

9.4. CybGbeKkT obpalleHnss NekapcTBEHHbIX CPEACTB UMEET NMpaBo A4OCTyna Kk uHdopmaumm ob onepauusx c
NeKkapcTBEHHbIMM npenapataMu Ans MeguLMHCKOrO NMPUMEHEHUsI, COBEPLUEHHbIX 3TUM CyObeKkToM obpalieHus
nekapCTBEHHbIX CPeCcTB, a Takke K 06LLea0CTYNHOM MHopMaLnn.

(vacTtb 9.4 BBeaeHa PenepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.5. Onepatop cuUCTEMbI MOHUTOPUHIA [OBWKEHWUs] JEKAPCTBEHHbLIX MpenapaToB ANns MeOULMHCKOro
npuMeHeHns obnagaet npaBoM AOCTyMa K MHGOPMaUMKW, COOepXallencsi B CUCTEME MOHUTOPWHIA OBWKEHUS
NeKapCTBEHHbIX NpenapaToB Anst MEQULMHCKOrO NPUMEHEHWS, BKIMHOYast MH(OPMaLIMI0 OrpaHNYeHHOro 4oCTyna, C
BO3MOXHOCTbIO ee 00paboTku, B TOM 4uCne ee NpedoCTaBieHUs U pacnpocTpaHeHusl, obecneyeHuss goctyna K
HeW 1 okasaHusi YCIyr ¢ ee ncnonb3oBaHMeM (garnee - obpaboTka).

(vacTb 9.5 BBeaeHa PeaepanbHbiv 3akoHOM OT 04.08.2023 N 474-03)

9.6. OnepaTop CWUCTEMbI MOHWUTOPWHIa [OBWXEHUS FeKkapCTBEHHbIX MpenapaToB Ans  MeguUUHCKOro
NPUMEHEHNST MOXET OCYLLECTBNATL 06paboTKy MHpOpMaLMM OrpaHMYEHHOro 4OCTyMNa, CoaepXallencsl B cucteme
MOHWUTOPWHIa [OBWXEHUS feKapCTBEHHbIX NpenapaTtoB AN MEOWUMHCKOrO MPUMEHEHWs, Mpu  YCroBuu
obsi3aTenbHOro 06e3nuUMBaHNA Takon MHopMaLMn B COOTBETCTBUN C yTBEPXKAAEMbIMU ddefeparbHbIM OpraHom
WCMNOMHUTENBHON BNacTu, OCYLLECTBASIOWMM DYHKLUMN MO BbIpaboTke 1 peanusauum rocyaapCTBEHHOW MONUTUKK
N HOPMaTMBHO-MPABOBOMY peErynnMpoBaHMi0 B cdhepe 34paBoOOXpaHEHWsi, MO CorfacoBaHuio ¢ eaepanbHbiM
OpraHoM MCMOMHUTENBHOM BnacTk, OCYLWECTBASIOWMM (YHKUMM MO KOHTPOM W Hag3opy B cdepe
MHPOPMALIMOHHBLIX TEXHOMOIMA N CBA3KW, M degepanbHbiIM OpraHoOM WCMOSNTHUTENbHOW BRactm B obnactu
obecneyeHns 6esonacHoCcT TpeboBaHMAMM K 06E3NNYMBAHNIO Takon MHopMaunM n metogamm obes3nnumeaHus
Takon uHpopmauyun. ObesnuyeHHass WHgoOpMauud, MOonyyYyeHHad B pesynbTate yka3aHHoOW o06paboTkn wu
copepallasica B CUCTEME MOHUTOPUHIa ABWXKEHMWS NEKAPCTBEHHbIX NpenapaToB A8 MEAULMHCKOrO NPUMEHEHNS,
ABNSAETCA MHopMaumen orpaHmyeHHoro poctyna. O6esnuueHHas WHOpMauusi, OOCTYM K KOTOpoW Obin
obecneyeH onepaTtopoM CUCTEMbI MOHUTOPUHIA ABWKEHUS JIEKapCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro
NMPMMEHEHMS B LIEMsX OKa3aHus YCIyr C €€ WCMOSIb30BaHWEM, MOAMNEXUT XPaHEHUD B CUCTEME MOHUTOPUHra
OBWKEHNs1 JIEKapCTBEHHbIX MpenapaToB AN MEOUUMHCKOTO MPUMEHEHUS He MeHee nsaTu net ¢ gatsl
npegocTaBneHns goctyna K obesnuueHHoW WHopMauun, M Ha Hee He pacrnpocTpaHsTcA TpeboBaHus K
WHopmMaLnmM orpaHUYEHHOro AOCTYMNa, YCTAHOBIEHHbIE HACTOSILLEN CTaTbEN.

(yacTb 9.6 BBegeHa PepgepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.7. Onepatop cuUCTEMBI MOHUTOPUHIA [OBWXKEHUS IEeKapCTBEHHbIX MpenapaToB AN MeOULIMHCKOro
NPUMEHEHNsI MOXKET OCYLLECTBNATb 06paboTKy MHOPMAaLMM OrpaHUYEeHHOro 4OCTyMa, CodepKallencs B cucteme
MOHUTOPUHIa ABWKEHMSI NEKAPCTBEHHbIX NpenapaToB AN MEOULIMHCKOrO NMPUMEHEHWS, NOy4YeHHON OT cyObekTa
06pallleHnsl NeKapCTBEHHbIX CPEACTB, 3aPEerMcTPUPOBAHHOIO B CUCTEME MOHUTOPUHIa ABMKEHUS NEKapCTBEHHbIX
npenapartoB Ans MeAWULUHCKOro NPUMEHEHUsI 1 NPeACTaBMBLUErO B HEE CBEdEHWs, B UHTepecax U Mo NMopyyeHuto
Takoro cybbekta oOpallleHVUsl neKapCTBEeHHbIX CpeacTB 6e3 06e3nuumBaHus MHGOPMaUMM  OrpaHUYeHHOro

www.consultant.ru Crpanvua 116 ns 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE369C15ECC5DDC4CFEFDE64A3833418A09F103FF4A5586BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE369C15ECC5DDC4CFEFDE64A3833418A09F103FF4A5585BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE369C15ECC5DDC4CFEFDE64A3833418A09F103FF4A5584BF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE369C15ECC5DDC4CFEFDE64A3833418A09F103FF4A558BBF3A8A690CFDFEBDA3665A5F8859BD4BM9G
consultantplus://offline/ref=5A78F214DC91179767842407C7D39EFE3DEBE369C15ECC5DDC4CFEFDE64A3833418A09F103FF4A558ABF3A8A690CFDFEBDA3665A5F8859BD4BM9G

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

gocTtyna.
(4acTb 9.7 BBegeHa PenepanbHbiM 3akoHoM OT 04.08.2023 N 474-93)

9.8. OnepaTtop CUCTEMblI MOHUTOPUHIa [ABWKEHUSA JIEKApPCTBEHHbIX NpenapaTtoB Ans MeOULUHCKOro
NPMMEHEHMS1 BrNpaBe OKasblBaTb Ha HEOUCKPUMWHALMOHHOW OCHOBE YCIYMM C WUCMONb30BaHUMEM 06Ee3NnyYeHHoMN
WHpopmaumn, coaepxallencss B CUCTEME MOHUTOPUHra [ABWXEHUSA feKapCTBEHHbIX MpenapatoB  Ans
MEeOMLNHCKOrO NPUMEHEHNs, cyObekTam obpalleHusl NeKapCTBEHHbIX CPEACTB, MOPSAOK M CTOMMOCTb OKasaHusl
KOTOPbIX OMpPeaensitoTcsa onepaTtopoM CUCTEMbl MOHUTOPUHIa [ABWXEHUSA IeKkapCTBEHHbIX MpenapaToB Ans
MEOMLMNHCKOTO NMPUMEHEHUs, C y4eTOM OrpaHUYeHU [ocTyna K 00e3nnyeHHOr MHGOpMaUMK, YCTaHOBEHHbIX
HacTosdLlen cTaTbel. YKasaHHble MopsigoK M CTOMMOCTb OKa3aHWSA TakuxX YCnyr pasmellaroTca onepaTopoMm
CUCTEMbl MOHUTOPWUHIa [OBWKEHWUs FEKapCTBEHHbIX MNpenapaTtoB ANd MEeAWULMHCKOro MNpUMEHEHMs1 Ha caunTe
CUCTEMbl  MOHWUTOPUHIa [OBWXKEHUS NEKapCTBEHHbIX MNpenapaTtoB ANd  MEeOULWHCKOrO  MpPUMEHEHUs B
WH(OPMALIMOHHO-TENEKOMMYHMKALMOHHON ceTn  "VIHTepHeT" ©n nognexar KOHTPOM B COOTBETCTBUU C
aHTUMOHOMOMbHLIM 3aKkoHoAaTeNnbCTBOM Poccuiickon depepaumn. YkasaHHble MOPSOOK U CTOMMOCTb OKasaHus
TaKMX YCNyr AOMXKHbl ObITb €fQuHbIMW AN Bcex v, obpallaloluxcsi 3a Oka3aHMeM YCNyrm B OTHOLUEHMU
OfMHaKoBbIX Bnaa, obbema 1 coctaBa npegocTasnsiemon MHdopmauun. Cyobektam obpalleHnst nekapCTBEeHHbIX
CpeAcTB 3anpellaetca npeaocTaBnsaATb M PacrnpoCTPaHATb MHAOPMALMIO, MOSMYYEHHYI0 B COOTBETCTBUMM C
HaCTOSILLEN YacTblO.

(4acTb 9.8 BBegeHa PepepanbHbIM 3akoHOM OT 04.08.2023 N 474-93)

10. [llpousBoguTenb nNEeKapCTBEHHbIX CpeacTB, JAgepxaTtenbs nnbo Bragenel  perMcTpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOrO MpenapaTta WnvM npeacTaBUTENbCTBO MHOCTPAHHOW OpraHu3auun, siBnstoLLeincs
aepxatenem nubo BnagenbLeM perncTpaLmoHHOro yAOCTOBEPEHUSI NEKapCTBEHHOMO Npenaparta, Ha TeppuTopuu
Poccunckon ®egepaumm, 3aperncTpmpoBaHHble B CUCTEME MOHUTOPUHIA ABWXEHUS NeKapCTBEHHbIX npenapaTos
ONA MEeQUUMHCKOTO MPUMEHEHUs U NpeacTaBuBLUME B Hee CBEAEHUs O HaHECEeHUW CpeacTB uaeHTudurkaumm Ha
YMNaKoBKM IEKAPCTBEHHbIX MpenapaToB, Hapsay C WMHGOpMauMen, ykasaHHOM B YacTu 9.4 HacTosien craTbM,
nony4aeT COAepXallyloCsd B CUCTEME MOHWUTOPMHra OBWKEHWS NEeKapCTBEHHbIX npenapatoB Ans MeguLMHCKOro
NPUMEHEHUS MHOPMAaLMIO OFPaHUYEHHOro AOCTyrna O CepusiX M MNapTusX 3TUX FeKapCTBEHHbIX NpenapaToB
0e3B03ME34HO 1 BNpaBe OCYLLECTBMSATb CAMOCTOATENBbHO MK nopydatb 06paboTky Takon MHopMaLmm TONbKo B
COBCTBEHHbIX MHTEpecax. [1pn 3TOM AOCTYN K Takon MHpopmauum unm pesynbtatam ee 00paboTkm MMeET TONbKO
OaHHbIA CcyObeKT obpalleHns NeKapCTBEHHbIX CPEeACTB WM NNLO, KOTOPOMY OH nopyyun obpabotky. Coctas
npeaocTaBnsieMon B COOTBETCTBMM C HACTOAWEN 4acTblo MHopmauun onpegensietcss [paBuUTenbLCTBOM
Poccuiickon depepanmn.

(vacTtb 10 B pen. PepepanbHoro 3akoHa ot 04.08.2023 N 474-93)

11. 3a npom3BoACTBO MMM MPOOAXY NEKAPCTBEHHbIX NpenapatoB A1 MEeAUUMHCKOro npumeHeHus 6es
HaHeceHus CpeacTB maeHTUdMKaumMn, C HapylleHWeM YCTaHOBMEHHOro nopsgka WX HaHeceHud, a Tawkke 3a
HeCBOEBPEMEHHOE BHECEHWEe [aHHbIX B CUCTEMY MOHUTOPUHra ABWKEHWS feKapCTBEHHbIX MnpenapaTtoB Ans
MEeOMLUHCKOrO MPUMEHEHUS UIU BHECEHUE B HEE HEQOCTOBEPHbIX AaHHbIX IOPUAMYECKME NULA N MHOUBMAYalNbHbIE
npeanpuHMMaTenu, ykasaHHble B 4acTax 4 M 7 HacTosilen cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTBoM Poccunckon ®eaepaunn.

(4acTe 11 BBegeHa PeagepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaButenbctBo Poccuinckon Pegepauum BApaBe YCTAHOBUTb OCOOEHHOCTVM BHEOPEHWS CUCTEMBbI
MOHUTOPWHIa ABWKEHUS JIEKapCTBEHHbIX MpenapaToB Afs MEAWUMHCKOrO MNPUMEHEHWs, BKIOYas CPoku ee
BHEOPEHMS!, B OTHOLLEHMM NIEKAapCTBEHHbBIX NpenapaToB A5 MEOULMHCKOIO MPUMEHEHUS, BKIOYEHHbIX B NepeYeHb
XKW3HEHHO HEOOXOOUMBIX W  BaXKHEWLUUX JIEeKApCTBEHHbIX MpenapaToB, JEKapCTBEHHbIX Npenaparos,
npegHa3HadeHHbIX Ang obecneyeHns nuuy, 60MbHBIX remodunmen, MyKkoBUCUUa030M, rMNou3apHbiM HAaHN3MOM,
bonesHbto [ouwe, 3noka4yeCcTBEHHbLIMM HOBOOOPA30BaHMAMM NMMAOUOHOW, KPOBETBOPHOW W POACTBEHHBLIX UM
TKaHEN, pacCesiHHbIM CKIepo30M, MWL MOCre TPaHCMIaHTaLuuMm OpraHoB U (Mnn) TKAHEW, VHbIX NEKAPCTBEHHbIX
npenapaTtoB M5 MEOULUHCKOTO NPUMEHEHMS.

(4acTb 12 BBeaeHa PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

asa 14.1. OFPAHUYEHUA, HANTAT AEMBIE
HA OPFAHU3ALMU, OCYLLECTBNAIOLWUE DEATENBHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(sBegeHa depepanbHbIiM 3akoHOM OT 25.11.2013 N 317-93)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

Cratba 67.1. OrpaHnyeHusl, Hanaraemble NPU OCYLUECTBIEHUMN OeATeNbLHOCTU B chepe obpalleHus
neKapcTBEHHbIX CpeacTB

1. OpraHusauum, 3aHUMaroLmecs pa3paboTkoW, MPOM3BOACTBOM W (MNK) peanusauuert NekapcTBEHHbIX
npenapaToB Ans MeaMLMHCKOTO NpUMEHEHWS, opraHu3aumn, obnagatowue npaBaMu Ha UCMONb30BaHUE TOProBOro
HaVMEHOBaHUSI NEKapCTBEHHOro Mpenapata Afs MEeQULMHCKOro MpYMEHEHWs, opraHv3auuy ONTOBOW TOProBMv
NeKkapcTBEHHbIMU CPefCTBaMM, anTeyHble opraHusauun (X NpefacTaBUTENM, WHble M3NYECKME U HOpUaMNYEcKme
nvua, OCYLLECTBMSAIOWMNE CBOW [AeSTeNbHOCTb OT MMEHW 3TUX OpraHu3auuil) B OTHOLUEHWU MELULIMHCKMX
pabOoTHUKOB 1 pyKOBOAMTENEN MEAULIMHCKMX OpraHn3aLuin He Bnpaee:

1) BpyYaTb Nogapku, BbiNaynBaTh AeHeXHble CPEACTBA (3a UCKITIOYEHWEM BO3HArpaXKaeHuidi no forosopam
npyv NPOBEAEHWUN KIMHUYECKUX WCCNELOBaHWN NeKapCTBEHHbIX MpenapatoB Ans MEeAMUMHCKOTO MNpUMEHEHWS,
BO3HarpaXKeHuwii, CBA3aHHbLIX C OCYLLECTBMNEHNEM MEOWLMHCKUM pabOTHMKOM MnefarorMyeckon u (Mnu) HayyqHow
OesTENbHOCTM), B TOM YKCIe OnfiaynmBaTh pasBrievyeHus, oTAbIX, NPoe3s K MecTy oTAbixa, a Takke MpuBnekaTb K
y4yacTuio B pa3BrekaTenbHbIX MEPONPUATUSIX, MPOBOAMMbIX 3@ CHET CBOUX CPEACTB;

2) 3aknoyaTh COrnalleHns 0 Ha3HaYeHUN UN pekoMeHdaLmMn naumMeHTam NekapCTBEHHbIX NpenapaToB Ais
MEOWLIMHCKOTO MNPUMEHEHNs1 (32 MWCKIMYEHNMEM [OrOBOPOB O MPOBEOEHUWN KITMHUYECKUX UCCNeaoBaHui
neKapCTBEHHbIX NpenapaToB Anst MEAUUMHCKOTO NPUMEHEHUS);

3) npepocTaBnsATb 0bOpasLbl NEKapCTBEHHbIX MpenapaTtoB AMd MEeOULMHCKOTO MNPUMEHEHMS B Lensax
BpYYeHMs1 naumMeHTaM (3a WCKIIOYEHMEM CIydaeB, CBSI3aHHbIX C MPOBEAEHMEM KMMHUYECKUX WCCnenoBaHui
NlekapCTBEHHbIX NpenapaToB Ansi MeAULMHCKOrO NPUMEHEHNS);

4) npenocTaBnNATb HEAOCTOBEPHYIO M (UNM) HEMOMHY MHOPMaUMo O NEeKapCTBEHHbIX Npenapartax angd
MEONLIMHCKOrO NPUMEHEHWS;

5) nocewatb mMx B paboyee BpemMs Ha pabouMx MecTax, 3a MCKIYEHWEM ClyyaeB, CBHA3a@HHbIX C
NpoBeAEHNEM KITMHUYECKMX WCCNEAOBaHUA NEKapCTBEHHbIX MpenapaToB AN MEeOULMHCKOTO MPUMEHEHWs, C
yyacTMeMm B Nopsiake, YCTaHOBIIEHHOM PYKOBOAMUTENEM MEOMLIMHCKOM opraHv3auum, B CODpaHUsiXx MeOULMHCKUX
pabOTHUKOB N MHbIX MEPOMNPUATUSX, HanNpaBMEHHbIX Ha MOBbILEHWE KX MNPO(ECCMOHANBHOrO YPOBHS MU Ha
npeaocTaBneHne MHopMaumKn, CBSA3AHHOW C OCYLLECTBIIEHMEM MOHMTOPWMHra GEe30nacHOCTM fekapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbINUCLIBAHWUIO NEKAPCTBEHHbLIX MpernapaToB Ans MeaWUMHCKOTO NpUMEHEHWs Ha GnaHkax,
coAepxallumx MHGOPMaLMIO PeKnaMHOro xapakTepa, a Takke Ha peuenTypHblXx GnaHkax, Ha KOTOpbIX 3apaHee
HanevyaTaHo HaMMeHOoBaHWe NeKapcTBEHHOro npenapaTa Ans MeAWLMHCKOTO NPUMEHEHMS.

2. OpraHusaumu, ykasaHHble B absale nepBoM 4acTu 1 HacTosilei craTbW, M WX MNpeacTaBuTenu B
OTHOLIEHNM hapMaLeBTUYECKMX paGOTHMKOB U PyKOBOAUTENEN anTeYHbIX OpraHu3aLuuii He Brnpase:

1) Bpy4aTb nodapkKuy, BbinfiavynBaTb AEHEXHble CcpeacTBa, B TOM YUCHe onflavynBaTb pasBlieveHud, oTablX,
npoe3n K MecTty oTAbiXa, U npuBlekaTb K y4acCTUKO B pasBliekaTesibHbIX MeponpuATUAX, NpoBOAUMbBIX 3a CHeT
CBOUX CpencTs;

2) npenocTaBnATb 06pasLbl NIEKapCTBEHHLIX MpenapaToB Ans MeaWLMHCKOTO MpUMEHeHVs O BpyYeHus
HaceneHuo;

3) 3aKnk4yaTb cornaweHna o npennoXeHnn HaceneHuto onpegeneHHbIX J1eKapCTBEeHHbIX npenapaTtoB AnAd
MeaNUMNHCKOro NnpuMeHeHus;

4) npepgocTaensaTe HEOOCTOBEPHYIO M (MNN) HEMOSHYI0 MHGOPMAaLMIO O FeKapCTBEHHbIX Npenapatax Ans
MEAMVLUMHCKOrO TMPUMEHEHNS,, B TOM YMCNEe UMELWUX OAMHAKOBOe MeXAyHapoOHOe HenaTeHTOBaHHOoe
HanMeHoBaHVe.

Cratban 67.2. TpeGoBaHMA K oOpraHMsauuMM W nNpPOBeAeHUI0 Hay4YHbIX MeponpUATUM, MHbIX
MeponpusTUA, HanpaBlieHHbIX Ha MOBbIWeHUe NPodecCMOHaNbHOIO YPOBHA MeOULMHCKUMX paboTHUKOB

www.consultant.ru Crpanvua 118 ns 123
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

unu Ha npeagocrtaBlrieHue I/IH(*)OpMaLIMVI, CBsiI3aHHOM C ocyuwiecTtBrieHmemMm MOHUTOPUHra 6e3onacHocTn
JNleKapCTBeHHbIX NpenapaTtoB

1. Mpu npoBedeHUM HayYHbIX MEpPONPUSTUA, WHbIX MEPOMNPUATUIA, HamnpaBleHHbIX Ha MOBbILIEHWE
NpodheccroHanbHOro YPOBHSA MEOULMHCKUX PabGOTHUKOB UMK Ha NpeaoCcTaBreHne CBA3aHHOW C OCYLLECTBIIEHVEM
MOHWTOPUHIra Ge30MacHOCTU JeKapCTBEHHbIX MpenapaTtoB  WMHOPMauuu, OpraHuM3yeMblX OpraHusauusiMm,
yKa3aHHbIMM B ab3aue nepBoM yactu 1 ctatbu 67.1 HacTosiwero ®enepansHOro 3akoHa, UX NpeacTaBUTENSIMU U
(Mnn) doMHaHCUpPYEMbIX 3a CYET CPEACTB 3TUX OpraHu3auuii U KX NpeacTaBUTeNen, 3anpeLlaeTcsa NpensaTCTBOBaTh
y4yacTUIO B YKa3aHHbIX MEPOMPUATUAX MHBbIX OpraHM3aLuid, KOTopble NMPOU3BOAAT UMW PeanvayroT JieKapcTBEHHbIE
npenapaTtbl AN MEAWUUMHCKOTO MPYMEHEHUSI CO CXOXWM MEXaHU3MOM (hapMaKonormyeckoro AeicTBusl, Nvubo
co3naeaTb AWCKPYMUHALMOHHBIE YCMOBUS ONS O4HWMX YYacCTHWKOB MO CPABHEHWID C APYrMMM y4acTHMKaMu, a
VUMEHHO:

1) NpegocTaBnAaTb pasnUYHOE KONMMYECTBO BpeMEHN ANS BbICTYMNNEHUA YY4aCTHUKOB, pasrnuyHble No pasmepy
3aHMMaeMON nnowaan MecTa Ans AeMOHCTpauum obpasuoB fekapCTBEHHbIX NpenapaToB AN MeaWLMHCKOro
NPUMEHEHUS UINK peKnaMHbIX MaTepuanoB O NEeKapCTBEHHbIX npenapartax Ans MeAULMHCKOro NpUMEHEeHMs Ha
3KCMO3NUMAX, CTEeHAaX, 3a MWCKMIOYEHWEM Cry4YaeB, eCnu Takue YCroBUS 3akpennieHbl B COrnalleHusX 9Tux
opraHu3auuin, ux npeacraButenen o OUHaAHCUPOBaHUM YKa3aHHbIX MEepPOnpUSATUA 1 0BYCNOBNEHbl PasnnyHbIMM
3aTpaTamy y4aCcTHUKOB Ha UX OpraHu3aumio;

2) ycTaHaBnuBaTb pa3Mmep B3HOCa AN YY4AaCTHUKOB MEPONpPUATUI, YKa3aHHbIX B ab3ale nepBoOM HacTosLLen
YacTu, NpeBbIALWNA CYyMMY 3aTpaT Ha OpraHn3auuilo ykasaHHbIX MEPONPUATUA 1 BeQyLwMn K HeOBOCHOBaHHOMY
OrPaHNYEHUIO YMCra UX Y4aCTHUKOB.

2. OpraHusauumm, ykasaHHble B ab3aue nepBomM 4actm 1 ctatbh 67.1 HacTosiwero degepanbHOro 3akoHa, Ux
npeacTaBUTENn, OCYLLIECTBAAOLWME OpraHM3aumnio 1 (Mnm) prHaHCcMpoBaHME MEPONPUATUA, yKasdaHHbIX B Yactu 1
HacTosLen cTaTbk, 06sA3aHbl obecnevmBaTb AOCTYN K MHOpMauuM O gaTte, MecTe M BPEMEHW MNpoBedeHUs
yKasaHHbIX MeponpusaTUIA, NnaHax, nporpaMmax NpoBeOeHWsi YKasdaHHbIX MeponpuaTuiA U Temax, MiaHMpyeMblx
AN pacCMOTPEHUsl, COCTaBe WX YYaCTHMKOB MyTEM pasMelLleHUs] COOTBETCTBYHLLENA MHOpMaUMM Ha CBOMUX
odmumanbHbiXx canTax B cetn "HTepHeT" He no3gHee [OBYX MeECsAUEeB A0 Hadyana npoBefeHMst yKasaHHbIX
MEpPONPUSTIN.

3. WHdopmaumsi o0 npoBedeHUM MepOonpuUATUA, YKa3aHHbIX B 4YactM 1 HacToswen cTraTtbu, B CPOK,
YCTAHOBMEHHbLIN 4YacTbld 2 HacTodAwen craTbk, [JormkHa ObiTb HanpaBneHa B deadeparnbHbil - opraH
NCNOSTHUTENbHOW BNAcTX, OCYLLECTBASIOLWMNA (PYHKUMM NO KOHTPOMO M Haas3opy B cdepe 3opaBOOXpaHEHMs, NS
nocrieqyoLero pasmelleHnst ee Ha omumanbHOM calTe 3Toro opraHa B ceTu "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKOWN ®EOEPALIMW NPU OBPALLEEHUM NNEKAPCTBEHHbIX CPECTB
1 BOSMELWWEHUE BPEOA, NPUMMHEHHOIO 300POBbLIO NPAXXAAH
BCNEACTBME NPUMEHEHNA NEKAPCTBEHHbLIX MPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHuMe 3akoHoaatenbcTBa Poccuiickon ®Pegepauum npu
o6 palyeHMn nekapcTBeHHbIX CpeacTB

1. Hapywenue 3akoHogaTtenbctBa Poccunckon ®epepauum npu obpalleHun NeKapCTBEHHbIX CPEeAcTB
BrneYeT 3a cO0O0M OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOoHOAATeNbCTBOM Poccunckon ®eaepaumn.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHve UM HECBOEBPEMEHHOE NMpeacTaBnieHne uHdopmaumm n (M) JOKYMEHTOB Nvbo
NpeacTaBneHve HeOOCTOBEPHbIX MHopMauum un  (MnM) OOKYMEHTOB, MPEeAYyCMOTPEHHbIX  HaCTOSALUM
depepanbHbIM 3aKOHOM, CYyOBEKTBI OOpaLLEHNS NEKAPCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3aKkoHogaTenbCcTBOM Poccunckon ®egepauun.

(4acTb 2 BBegeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeagepanbHoro 3akoHa ot 04.06.2018
N 140-93)

Cratba 69. Bo3melueHue Bpeaa, NpuUYUMHEHHOro 340pOoBbHO rpaxpaH BcneacreBue nNpuMeHeHuA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

JNNeKapCTBEeHHbIX npenapaTtoB

1. I'Ipowsaop,menb NeKapCTBEHHOro npenaparta 00513aH BO3MeCTUTb Bpen, I'IpI/I‘-II/IHeHHbIIZ 340pPO0BbI0 rpaxaaH
BCneanctemne npuMeHeHnAa nekapCTtBeHHOoro npenapara, ecii 4oKa3aHo, 4YTO:

1) NekapcTBEHHbIN NpenapaT NPUMEHSNCA MO HAa3HaAYeHWI0 B COOTBETCTBUM C MHCTPYKLMEN NO NPUMEHEHUIO
neKkapcTBEHHOro npenaparta v MpudMHON Bpeada SBUNCSA BBOA B rpadkaaHCKuMii oBOpoT HeaobpokavyecTBEHHOro
nekapcTBEHHOro npenapara;

2) Bpen 300poBbi0 NPpUYMHEH BCrieacTeue HeAOCTOBepHOIZ I/IHCbOpMaLLI/II/I, coqepmameﬂcq B MHCTPYKUMM NO
npuMeHeHUo NekapCTBeHHOoro npenapara, n3gaHHom npounssoguTenem nekapCTtBeHHOro npenapara.

2. B cnydae, ecnu Bped 300POBbLI0 paxgaH MPUYUMHEH BCreacTBME MNPUMEHEHWUS feKapCTBEHHOMo
npenaparta, Npuleawero B HErOAHOCTb B pesynbTaTe HapyLlIeHUs NpaBui XpaHeHWs NekapcTBEHHbIX CpeacTs,
npasun oNTOBOW TOProBMu fiekapCTBEHHBLIMW NpenapaTamu, NpaBurl OTNycKa NekapCTBEHHbIX NpenapaTos, npasun
M3roTOBMEHNS U OTMNycKa ekapCTBEHHbIX NpenapaToB, BO3MeELleHWe Bpeda OCYLLEeCTBASETCA COOTBETCTBEHHO
opraHu3auMen OnTOBOW TOProBMNWM NEeKapCTBEHHbIMWM CPeACcTBaMW, anTeYHOW opraHu3aumen, UHAMBuOyarnbHbIM
npeanpuHMMaTeneM, WUMEKLWUMN JIMUEH3NI0 Ha (apMaueBTUYEeCKyl0 AeATeNnbHOCTb UMM NIMUEH3NI0  Ha
MEAULMHCKYI0 [eATEeNbHOCTb, MEOMWLMHCKON OpraHuM3auuen, WUMelLlen nuueH3no Ha dapmaueBTUYEeCKyo
neatenbHocTb (ee 06ocobrneHHbIM nogapasgeneHneMm (ambynatopuen, denbawepckum 1 enbalepcKo-
aKyLlepcKMM MyHKTamu, LeHTpoM (oTgeneHnem) obuien BpadebHoM (CeMeWHOWN) MpakTUKM), PacroONOXEHHbIM B
CErnbCKOM HacCeneHHOM MYHKTe, B KOTOPOM OTCYTCTBYeT anTeyHasi opraHusauuns), SOMNyCTUBLLUMMU MPOAaXY UNu
OTMYCK Takoro nekapcTBEHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosMmelyeHve Bpeda, NPUYMHEHHOTO 340POBbK TPaXgaH BCNeACTBUE NPUMEHEHWUsI NEKapCTBEHHbIX
npenapaToB WM COBEPLUEHUS] NMPOTUBOMNPABHbLIX OEWCTBUN cybbekTamu obpalleHus NeKapCTBEHHbIX CpeacTs,
OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoA4aTeNnbCTBOM Poccunckon ®enepauun.

Mnaea 16. 3AKNIOYUTENBbHbIE NMNONOXEHUA

Cratba 70. O npu3HaHuMM YTPaTUBLUMMU CUITy OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MONOXEHUW
3aKoHoAaTenbHbIX akToB) Poccuiickon depgepauum

MpusHaTb yTpaTUBLUMMU CUNY:

1) depepanbHbii 3akoH OT 22 utoHa 1998 roga N 86-93 "O nekapcTBeHHbix cpeacTtBax" (CobpaHue
3akoHogartenbcTBa Poccuinckon depepaumm, 1998, N 26, ct. 3006);

2) depepanbHbin 3akoH OT 2 aHBaps 2000 roga N 5-®3 "O BHeCeHWM W3MEHEHMSI U LOMOMHEHUA B
depepaneHbii 3akoH "O nekapcTBeHHbIX cpeacTtBax” (CobpaHve 3akoHogaTenbcTBa Poccunckon ®enepaumnm,
2000, N 2, cT. 126);

3) ctatbio 40 dPepepanbHoro 3akoHa oT 10 sHBapst 2003 roga N 15-®3 "O BHeceHWM WN3MEHEHUI W
[OOMONHEHNN B HEKOTOPbIE 3akoHoAaTerNbHble akTbl Poccunckon degepaumm B CBA3N ¢ NpuHaTuem degepansHoro
3akoHa "O nuueH3npoBaHMKM OTAEenbHbIX BuAoB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuinckon
depepaumn, 2003, N 2, cT. 167);

4) cratbio 31 ®epepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-®3 "O BHeCeHWM U3MEHEHWUA U
OOMOITHEHNA B HEKOTOpble 3akoHogaTernbHble akTbl Poccuiickon degepauun, MpuU3HaHUM yTpaTUMBLUUMU CUITY
OTAEnNbHbIX 3aKoHoAaTenbHbIX akTtoB Poccuickon ®depepauun, npenocTaBneHUM OTAENbHbIX  rapaHTuK
COTPYOHUKaM OpraHoOB BHYTPEHHMX [erf, OpraHoB MO KOHTPOM 3a OOOpPOTOM HapKOTUYECKMX CPeacTtB U
MCUXOTPOMHBIX BELLECTB W ynpasgHseMblXx edepanbHbX OpPraHoB  HANoOroBOW MONMUUM B CBA3KM  C
OCYLLIECTBINIEHMEM MEpP MO COBEPLUEHCTBOBAHMIO rocygapcTBeHHOro ynpasneHuda” (CobpaHue 3akoHodaTenbCcTBa
Poccunckon ®enepaumn, 2003, N 27, c1. 2700);

5) ctateto 101 depepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-®3 "O BHeCeHWM M3MEHEHUN B
3aKkoHofaTtenbHble akTel Poccunckon ®egepauum n NpusHaHUM YTPaTUMBLUUMU CUMY HEKOTOPbIX 3aKOHOOATEmNbHbIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

aktoB Poccuickon ®depepaumm B cBSA3M C npuHATMEM PeaepanbHbiX 3akoHOB "O BHECEHWM W3MEHEHWA Wt
pononHeHnn B ®egepanbHbiii 3akoH "O6 obLWmux NpuHUMNax opraHnsaumm 3akoHodaTenbHbIX (NpeacTaBUTENbHbIX)
N WCNOMNHUTENbHBIX OpPraHoOB rocy4apCTBEHHOM Bnactu cybbektoB Poccuiickon ®epepaumn” n "O6 obmx
NPUHLMNAax opraHu3aummM MecTHOro camoynpasneHusi B Poccurickon Pepepaunmn” (CobpaHue 3akoHoaaTenbCcTBa
Poccuiickon ®epepaummn, 2004, N 35, cT. 3607);

6) ctaTtbio 28 denepanbHoro 3akoHa ot 18 pekabpsi 2006 roga N 231-®3 "O BBeaeHUM B LENCTBME HaCTU
yetBepTon [paxpgaHckoro kogekca Poccuiickon Pepepaumn” (CobpaHne 3akoHogaTtenbcTBa Poccuickon
®epepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BctynneHue B cuny Hactosiwero ®eaepanbHOro sakoHa

1. HacTosawumn denepanbHbli 3aKoH BCTynaeT B cuny ¢ 1 ceHTts6psa 2010 ropa.

2. JlekapcTBEHHbIE CPeACTBa, 3aperMcTpMpoBaHHble 40 OHSA BCTYNNEHUs B cuny Hactosiwero deaepansHoro
3aKoHa, nognexar BKIYEHUIO B rOCY4apCTBEHHbIE PEECTPbl NIEKAPCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B
yactm 1 crtatbn 33 HacTosiwero PeagepanbHOro 3akoHa CBeAEHMI 00 3TUMX FeKapCTBEHHbIX CpefcTBax 0e3
NPOXOXAEHUS BHOBb NPOLIEAYpPbl FOCYAapCTBEHHOW perncTpaLmm nekapcTBEeHHbIX NpenapaTos.

3. locypapcTBeHHas perucrpaums JeKkapcTBEHHbIX MpenapaTtoB, 3a WCKMOYEHMEM J1EeKapCTBEHHbIX
npenapartoB Ana MeanunHCKOro npuMeHeHna, npeacrtaBiieHHbIX Ha YKa3aHHY permctpauuio 4o AHA BCTynneHna B
cuny Hactosuero ®enepanbHOro 3akoHa, OCyLLECTBNSAETCA B COOTBETCTBUM C HAacToAwmum PeaepanbHbiM 3aKOHOM
Ha OCHOBaHMM OOKYMEHTOB W AaHHbIX, NpeacTtaBeHHbIX A0 OHA BCTYyNNeHnA B CUy HactoAlero d>e,qepaanoro
3aKoHa.

(B peqa. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocypapcTBeHHas pernctpauus JekapcTBEHHbIX MpenapaToB AN MEOMUMHCKOrO MPUMEHEHWS,
npeacTaBneHHbIX Ha rOCyAapCTBEHHYID perucTpaumio 40 AHSA BCTYMNMeHWs B cuny Hactoswero ®eneparnbHOro
3aKOHa, W TroCydapCTBEHHAs perucTpaumnsi NeKkapCTBEHHbIX MpenapaToB Ans MEAWMUMHCKOrO MPUMEHEHUS,
npeacTaBneHHbIX HA 3KCNEPTU3Y NeKapCTBEHHbIX CPEeACTB A0 OHS BCTYMEHWs B cuny Hactosiwero ®eneparnbHoro
3aKOHa B LIeNsxX WX nocreayoLlen rocyaapCTBEHHON perncTpaumm, ocyLecTBSTCA Ha OCHOBaHUM JOKYMEHTOB U
OaHHbIX, MPEACTaBMEHHbIX 0O AHS BCTYNNEHUs1 B cuny Hactosiwero deaepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocyapCTBEHHOW perncTpaummn nekapcTBEHHOro npenapaTa, NpeAcTaBeHHOro NPON3BOAUTENEM FIEKapCTBEHHbIX
npenapatoB WM YMOMHOMOYEHHbIM WM FMUOM B COOTBETCTBUM C HacTosiwmm PepepanbHbiM 3aKOHOM B
YMNONMHOMOYEHHbIN heaepanbHbIn opraH ncnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarhbl
rocya4apCTBEHHOW MOLUNMHbBI, NPEAYyCMOTPEHHON 3akoHodaTenbCcTBOM Poccuiickon Pepepauum 0 Hanorax wu
cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lMoaTteepxaeHne rocyaapCTBEHHOW peructpauumn rnekapcTBeHHbIX npenapaToB Ans MeauuUHCKOro
NPUMEHEHWS, MPEeACTaBMNEeHHbIX ANA NOATBEPXKOEHNA roCygapCTBEHHON pernctpaumm 4o OHA BCTYMNEHUSA B CUIly
HacTosiwero PegepanbHOro 3akoHa, W MNOATBEPXKAEHME T[OCYOAPCTBEHHOM pPEerncTpauum  JfieKapCTBEHHbIX
npenapaToB AN MEeAULUMHCKOro NPUMEHEHUs, NPEACTaBNEHHbIX Ha JKCMEepPTU3y JNIeKapCTBEHHbIX CPEACTB A0 AHS
BCTyNfeHnsa B cuny Hactoswero ®edepanbHOro 3akoHa B LensX MNOCNeaylwero noaTBepXaeHus KX
rocygapCTBEHHOMN perncTpaumm, OCyLLEeCTBNATCA HA OCHOBaHUN JOKYMEHTOB W AaHHbIX, MPeacTaBeHHbIX 40 AHS
BCTYNreHns B cuny Hactosiwero degepanbHOro 3akoHa, a Takke 3asiBfeHus O NoATBEpPXXAEHWMN roCy4apCTBEHHOM
perncTpaumm nekapcTBeHHOro npenapaTa, NpeacTaBNeHHOro NPoM3BOAUTENEM fIEKAapCTBEHHbLIX NpenapaToB UMnn
YMOMMHOMOYEHHBIM UM JIMLOM B COOTBETCTBUM C HacTodAwmMm ®PegepanbHbiM 3aKOHOM B YMOMHOMOYEHHBIN
denepanbHbIN opraH ucnonHuTensHon Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHON
MOLUNUHBI, MPegyCMOTPEHHON 3akoHogaTenbcTBOM Poccuiickon degepaunm o Hanorax u cbopax.

(4acTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATUE pelueHnss 0 BHECEHUM U3MEHEHU B JOKYMEHTbI, coaepXallmecs B permcTpaunmoHHOM A0Chbe
Ha 3aperMcTpUpoBaHHbIN NEKAPCTBEHHbIA NMpenapaTt Ans MeAUUMHCKOrO NMPUMEHEHUST U NPeAcTaBneHHble 00 OHS
BCTYMfeHMsA B cuny Hactoswero denepanbHOro 3akoHa, W MPUHSITUE PELUEHUA O BHECEHUU W3MEHEHWI B
OOKYMEHTbI, COAEpXKaLLeecs B pErMcTpaLnoHHOM J0Cbe Ha 3aperMcTpMpoBaHHbIN NIEKapCTBEHHbIV Npenapart Aans
MEOMLUHCKOTO NPUMEHEHNST U MPEeACTaBlEHHbIE HA 3KCMEpPTU3Y JNIEKapCTBEHHbIX CPeaCTB 4O OHS BCTYMIEHWS B
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

cuny Hactosiwero ®efeparnbHOro 3akoHa, OCYLUECTBSOTCA Ha OCHOBAHWM [OKYMEHTOB W  [aHHbIX,
npeacTaBneHHbIX A0 AHS BCTYNNEHUs B cuny HacToswwero ®efeparnbHOro 3akoHa, a Takke 3asiBreHnss 0 BHECEHUN
M3MEHEeHW B JOKYMEHTbI, cogepXalimecs B perucTpaumMoHHOM OOCbe Ha 3aperncTpupoBaHHbLIN feKapCTBEHHbIN
npenapat Ansg MeauumMHCKOro NpuMeHeHus, NPeacTaBNeHHOro Npom3BoaMTENeM fekapCTBEHHbIX NpenapaTos unm
YMOMTHOMOYEHHbIM UM FIMLOM B COOTBETCTBUM C HacTosAwmMm PegepanbHblM 3aKOHOM B YNOMHOMOYEHHbIN
denepanbHbI opraH ncnonHuTeneHon Bnactu ao 1 maprta 2011 roga, 6e3 TpeboBaHKsa ynnartbl rocygapcTBEHHON
MOLUMMWHBI, MPeAyCMOTPEHHON 3akoHoaaTenbcTBOM Poccuiickon enepaumm o Hanorax n coopax.

(vacTb 3.3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.4. Bblgaya paspelleHuin Ha NpOBEeAEHWNE KIMMHUYECKUX WUCCReaoBaHU NekapCTBEHHbIX npenapartoB Ans
MEeOMLIMHCKOrO NMPUMEHEHUS MO 3asiBMEeHUAM, NoAaHHbIM A0 OHSA BCTYNneHus B cuny HacTosuwero ®egepansHoro
3aKOHa, a Takke Mo 3asiBreHWsAM, NoAaHHbIM MOCne AHS BCTYMNeHus B cuny HacTosiwero ®eaepanbHOro 3akoHa Ha
OCHOBaHUWM 3KCNEpPTWU3, MNPOBEAEHHbIX OO0 [AHA BCTYMNeHWs B cuny Hactoswero ®enepanbHOro 3akoHa,
OCYLLECTBNSIETCS B COOTBETCTBMU C HacTosAwmMM denepanbHbiM 3aKOHOM Ha OCHOBaHWMWM OOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX UMW MONYYeHHbIX 40 AHSA BCTYNMeHWs B cuny HacTosiero denepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWUW NPEeLBapUTENbBHOrO A0roBopa 0053aTenbHOr0 CTPaxOBaHWUS XKWU3HW, 340POBbS MALMEHTOB,
y4YacTBYIOLUX B KIMHWYECKOM WCCMELOBaHUM NEKAPCTBEHHOrO npenapara Ans MeAWMLUHCKOro NPUMEHEHNs, unu
KOnuMM [oroBopa 005A3aTeNbHOIO CTPAxXOBaHWUSI XKU3HW, 300POBbS MAUMEHTOB, YYacCTBYHOLIMX B KIMHUYECKOM
nccnefoBaHUM NeKapCTBEHHOrO npenaparta Ans MeOULMHCKOTO NPUMEHEeHUsi, nMbo NpeaCTaBreHHOW Komuu
JoroBopa 06513aTeNbHOr0 CTPaxoBaHWs, 3aKMOYEHHOIO B COOTBETCTBUM C TUMOBLIMW MpaBunamu obs3aTenbHOro
CTPaxoBaHusi, C ykazaHWeM npeaeribHON YMCNEHHOCTU MaLMEHTOB, Y4aCTBYIOLMX B KITMHWYECKOM MCCresoBaHUm
neKapCcTBEHHOro npenapata Ans MeOWLUMHCKOrO NpuMeHeHusi, 6e3 TpeboBaHWs ynnaTtbl rocydapCTBEHHON
NOLWNUHBI, TpegyCMOTPEHHON 3akoHogaTenscTBoM Poccuiickon degepauun o Hanorax u cbopax.

(4acTb 3.4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. BaperncTpmpoBaHHbie B MHOCTPaHHOW BamnoTe 40 AHS BCTYNNEeHUsa B cuny Hactosilwero degepanbHoro
3aKOHa npedenbHble OTMYCKHbIE LEHbl WHOCTPaHHbIX MPOM3BOAMUTENEN Ha FeKapCTBEHHble npenapaThbl,
BK/IOYEHHbIE B MepeyeHb >XU3HEHHO HEOOXOAMMbBIX W BaXKHEWLUMX JIEKApCTBEHHbIX NpenapaTtoB, nognexat
nepecyety B pybnu no kypcy LleHTpanbHoro ©aHka Poccuiickon Pepepaummn Ha p[aty, YCTaHOBIEHHYHO
MpaButenbctBoM Poccuiickon denepauunn, 6e€3 npencraBneHus 3asiBNEeHUs O nepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLUMX M3MEHEHUA B FOCYLAPCTBEHHBbIN pPeecTp npedenbHbIX OTMNYCKHbIX LieH MpOM3BOAMTENEN Ha
neKapcTBEHHble MpenapaThbl, BKIOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOUMBIX M BaXKHEMLIUX NeKapCTBEHHbIX
npenaparos.

(vacTb 3.5 BBegeHa PeaepanbHbiv 3akoHOM oT 11.10.2010 N 271-03)

3.6. 3apeructpupoBaHHble OO0 OHSA BCTYNNEHUA B cuny Hactosiwero degepanbHOro 3akoHa npefernbHble
OTMNYCKHblE LiEHbl POCCUIACKUX MPOU3BOAUTENEN Ha NeKapCTBEHHble npenapatbl, BKMOYEHHble B MNepeyeHb
KU3HEHHO HEeobXOO4MMbIX N BaXKHEWMLLMX NEKapCTBEHHbIX MpenapaToB, noanexar uHaekcauum ¢ 1 Hosidpsa 2010
roga mcxogs u3 MpoOrHo3MpyemMoro YpoBHSI MHMNSAUMM, ycTaHoBneHHoro depepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depnepanbHom Otogkete Ha 2010 rog n Ha nnaHoBbii nepuog 2011 1 2012 rogos" Ha
2011 rog.

(yacTb 3.6 BBegeHa PegepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He pgonyckawTcs MNpou3BoACTBO M BBO3 B Poccuiickyto Pegepaumto
NeKapCTBEHHbIX NMPenapaToB B yNakoBKax C MapKUPOBKOW, KOTopas Obina HaHeceHa [0 OHS BCTYMMEHWS B cuny
HacTosiero PegepanbHOro 3akoHa. 1o UCTe4YeHNM yka3aHHOTO Cpoka AaHHble FlekapCTBEHHbIE NpenapaTbl MOryT
OTnycKaTbCH, peanun3oBbiBaTbCs, NepeaaBaTbCs U NPUMEHSITLCA 40 UCTEYEHUST UX CPOKa FO4HOCTM.

(B pea. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHsa BCTynrneHust B cuny Hactoswero ®enepansHoro 3akoHa v no 30 anpenst 2011 roga BKNKOYUTENBHO
JornycKaeTcs MpoBedeHNe 3SKCNepTu3bl JTIEKAapCTBEHHbIX CPEACTB 3KCMepTamMy 3KCMEPTHOrO yupexaeHus o
NMPOXOXOEHUS MMM aTTecTauMm B Mopsigke, YCTAHOBNEHHOM  YMOMHOMOYEHHbIM dedepasnibHbiM - OpraHoM
WCMONHUTENbHONM BracTu.

5. Co pgHsa BcTynneHuss B cuny Hactoswero ®PepepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKITHOUYUTENBHO OCYLLECTBISAETCH NEPEXoq K MPOU3BOACTBY NEKAPCTBEHHbBIX CPEACTB B COOTBETCTBMU C NMpaBuiiamMmm
opraHm3aumy Npou3BOACTBA M KOHTPOSS KavyecTBa JIeKapCTBEHHbIX CPEACTB, yKa3aHHbIMM B Yactu 1 ctateun 45
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbsTaHTIoc
"06 obpalleHnn nekapcTBeHHbIX cpeacTs” [aTa coxpaHeHus: 11.10.2023
(c u3m. u gon., BCTyM....

HacTosiero PeaepanbHOro 3akoHa, B nonHoM oobeme. Cpoku nepexofa NpPou3BOACTBa NEKAPCTBEHHbIX CPEACTB
K MX MPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM TpeOOBaHMAMU AaHHbIX NpaBun, BKIOYas CPOKU aTTecTauum
YMOMHOMOYEHHbIX 1L, YyKa3aHHbIX B 4Yactax 6 u 7 cratbn 45 Hactoswero PegepanbHOro 3akoHa,
ycTaHaBnusatoTcs NpasutensctBom Poccuickon ®egepaunn.

6. JlueHsnn Ha NpoM3BOACTBO NEeKapCTBEHHbLIX CPEACTB, BblaaHHble A0 1 aHBapa 2014 roga, 4eWCTBYIOT
nocrie 1 aHBapsa 2014 roga 4O UCTeYEHUS CpoKa UX AEWCTBUSA MpU YCNOBUU COOTBETCTBUA NULIEeH3MaTa npasunam
opraHusaumm npou3BOACTBa M KOHTPOMSA KayecTBa JleKapCTBEHHbIX CPeAcTB, ykasaHHbIM B Yactn 1 ctatbu 45
HacToswero PenepanbHOro 3akoHa.

7. dopmupoBaHMe rOCyAapCTBEHHOrO 3adaHus Ha npoBedeHVEe IKCNepTU3bl JeKapCTBEHHbIX CpencTs
denepanbHOMY rocyaapCTBEHHOMY OHOKETHOMY YUpPEXAEHUIO MO MPOBEAEHUIO 3KCMEPTM3bl NEKAPCTBEHHbLIX
cpeacTB 1 pmHaHcoBoe obecneyeHne BbIMOMHEHUs] STOro 3aAaHusi OCYLLIECTBSATCA B NOpsaKe, YCTAaHOBNEHHOM
depnepanbHbIM 3akoHOM OT 12 gHBapsa 1996 roga N 7-®3 "O HekoMmepyecknx opraHmMsaumsx”.

(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon depeparmm
O.MEOBEJEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03
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