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12 anpensa 2010 roga N 61-®3

POCCUNCKASA ®EOEPALIUA
®EAEPAIbHbIA 3AKOH
OB OBPALLEHUUN NEKAPCTBEHHbIX CPEACTB

MpuHaT
NocygapctBeHHon [ymon
24 mapta 2010 roga

OpobpeH
CoseTtom depepaumm
31 mapTta 2010 roga

Cn1coK N3MeHSILWNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-03,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-93, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-93, o1 25.12.2012 N 262-93, o1 02.07.2013 N 185-03,
o7 25.11.2013 N 317-93, o1 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,
0T 22.12.2014 N 429-®3 (peg. 13.07.2015), ot 08.03.2015 N 34-93,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-93, o1 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-03, o1 29.12.2015 N 389-93,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-93, ot 03.07.2016 N 305-93,
ot 03.07.2016 N 350-$3, ot 29.07.2017 N 242-03, o1 29.07.2017 N 278-93,
oT 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-93,
oT 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, o1 06.06.2019 N 134-®3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-®3,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-®3,
0T 26.03.2020 N 67-93, ot 01.04.2020 N 98-P3, ot 03.04.2020 N 105-93,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-93, o1 22.12.2020 N 444-03,
oT 11.06.2021 N 170-93, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-93,
oT 26.03.2022 N 64-®3, o1 14.07.2022 N 311-93, o1 20.10.2022 N 405-93,
o1 05.12.2022 N 502-®3, o1 19.12.2022 N 519-®3, o1 28.04.2023 N 149-03,
o1 28.04.2023 N 171-®3, o1 24.07.2023 N 341-93, o1 04.08.2023 N 428-03,
ot 04.08.2023 N 474-93)

Maea 1. OBLUME NONOXEHUA
Cratba 1. [pegmeT perynupoBaHusa HacTosiwero deanepanbHOro 3akoHa

1. Hactosiwmn ®egepanbHbii 3aKOH PErynMpyeT OTHOLUEHMS!, BO3HMKalOLWMe B CBs3M C obpalleHvem -
pa3paboTkon, JOKITMHUYECKUMN nccrneaoBaHnsaMuU, KNMUHUYECKUMN nccrneaoBaHUsaMHU, 3KCMNepTM30H,
rocyfapCTBEHHOW peructpauuen, co cTaHgapTM3auMem UM C  KOHTPONeM  KavecTBa, MpPOU3BOACTBOM,
W3roToBIEHNeM, XpaHeHueM, nepeBO3KoW, BBO3OM B Poccuitckyio ®degepaumio, BbiBO3OM U3 Poccuickomn
depepaumn, peknamon, OTMYCKOM, peanu3auunen, nepegader, NPUMEHEHNEM, YHUYTOXEHWEM JIEKAPCTBEHHbIX
CpeAcTB.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactoswwmin @epepanbHbli 3aKOH YCTaHaBnMBaeT MPUOPUTET FOCYAApCTBEHHOTO PEryrnMpoBaHus
©esonacHocTn, kavyecTBa U 3PHPEKTMBHOCTU NEKAPCTBEHHbLIX CPEACTB NPU NX oOpaLLeHuN.
(B peq. ®PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Cratbs 2. Cchepa npumeHeHUA HacToswero PegepanbHOro 3akoHa

Hactoawun ®enepanbHbil  3aKOH MNPUMEHSETCS K OTHOLUEHWsIM, BO3HMKalOWMUM npu  obpalieHmm
neKkapcTBEHHbIX CPeacTB Ha TeppuTopun Poccuinckon denepaumn.

Cratba 3. 3akoHogaTenbCTBO 06 O06paLLeHMN NneKapCcTBEeHHbIX CPeAcTB

1. 3akoHogaTenbCcTBO 06 ObOpalleHMM NeKapCTBEHHbIX CPEACTB COCTOUT M3 HacToswero dPepepanbHoOro
3aKoHa, Apyrux dpeaepanbHbIX 3aKOHOB M MHbIX HOPMATUBHBIX MPaBOBbIX akTOB Poccuiickon depepaumm.

1.1. BakoHopaTenbCTBO 06 OOpalleHMM NEKapCTBEHHbIX CPEACTB B OTHOLIEHWMM OPUANYECKUX Nl W
WHOUBMAYyarnbHbIX MpeanpuUHUMaTEnen, OCYLLECTBSAOWMNX OeATeNbHOCTb Ha Tepputopum MexayHapoaHoro
MeOULMHCKOTO KracTepa, NPMMEHSIETCA C Y4eTOM 0CODEHHOCTEN, YyCTaHOBMNEHHbIX PeaeparnbHbiM 3akOHOM OT 29
uioHa 2015 roga N 160-®3 "O mexayHapo4HOM MEOMLIMHCKOM KracTepe W BHECEHUU U3MEHEHUN B OTAenNbHble
3aKkoHopgaTenbHble akTbl Poccuiickon ®egepaunn’.

(yacte 1.1 BBegeHa ®epepanbHbiM 3akoHOM oT 29.06.2015 N 160-93; B pen. demepanbHoOro 3akoHa OT
04.08.2023 N 428-03)

2. [HenctBne Hactosiwero ®denepanbHOro 3akOHa pacrnpoCcTpaHseTca Ha obpalleHrne HapKOTUYECKUX
NeKapCTBEHHbIX CPEACTB W MCUXOTPOMHbIX NEKAPCTBEHHBIX CPEeACTB C Y4ETOM OCOBEHHOCTEN, YCTAHOBMEHHbIX
3akoHogaTtenscTBom Poccunckon degepaunm 0 HapKOTUYECKUX CPeAcTBax, MCUXOTPOMHbIX BewecTBax U 06 mnx
npekypcopax.

3. HencTene HacTosLLero depepanbHoro 3aKoHa pacnpocTpaHsieTcs Ha obGpalleHne
paguodapMaLeBTUYECKUX  FIeKapCTBEHHbIX cpencTs C  y4yeToMm ocobeHHocTen, YCTaHOBIEHHbIX
3akoHogaTenbcTBoM Poccuiickon deagepaumm B obractu obecrneyeHns paguaunoHHo 6e3onacHoCTHM.

4. Ecnn mexgyHapogHbeiM goroBopoM Poccuiickon ®depepaumm yCTaHOBMEHbl WHblE Npasuna, 4em Te,
KoTopble MpegycMoTpeHbl HacToswmM PegeparnbHbiM - 3aKOHOM, MPUMEHSIOTCH NpasBuna  MexayHapoOHoro
pJorosopa.

4.1. PelweHnss MeXrocygapCTBEHHbIX OPraHoB, MPUHATbIE Ha OCHOBAHWM MOMOXEHUA MeXOyHapOoOHbIX
aorosopoB Poccuiickon ®egepaumm B X NCTONKOBaHUN, npoTuBopedaileMm KoHctuTyumm Poccuinckon degepaumm,
He noanexar ncnonHeHuo B Pocecuiickon Pepepaummn. Takoe NpoTMBOpeYME MOXET ObiTb YCTAHOBEHO B NMOPSAKE,
onpegeneHHoM gegeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4actb 4.1 BBegeHa degepanbHbiM 3akoHOM 0T 08.12.2020 N 429-93)

5. B Poccunckon depepaumm B COOTBETCTBUM C MexXAyHapoaHbIMU aoroBopamu Poccuiickon ®enepauumn m
(Mrn) Ha ocHOBe npuHUMNA B3aVMHOCTU MPU3HAOTCA pe3ynbTaTbl KMUHUYECKUX MCCMEAOBaHWIN NEKAPCTBEHHbIX
npenapaToB A8 MeANLMHCKOro NPUMEHEHWS, NPOBEAEHHbIX 3a Npeaenamu Tepputopun Poccuiickon Pepepaumm.

Ctatbsa 4. OCHOBHbIE NOHATHSA, ucnornb3yemMblie B HaCTosLlEeM dJe.qepaanOM 3aKOHe

Onsa uenei HacTosiwero ®efepanbHOro 3aKoHa UCMONb3YHTCA CreayoLLe OCHOBHbIE MOHATUSA:

1) NeKapCTBeHHble cpeacTtBa - BeuwlecTBa UNMKN UX KomMOuHauun, BCTynawuwine B KOHTAKT C OpraHnM3amMom
yenoBeka Uin XmMBOTHOIo, NpoOHUKawLne B opraHbl, TKaHW OopraHn3amMma 4enoBeka UM XUBOTHOIO, NpUMeEHAEMbIE
ansa ﬂpO(bl/IJ'IaKTMKVI, AONarHoCTUKn (3a WCKITIOYEHMEM BeLIecTB WM UX KOMOWHauun, He KOHTaKTUpyrwmnx ¢
OopraHm3MomMm 4ernioBeka unum )KI/IBOTHOFO), neyeHus 3aboneBaHus, pea6|/|nMTau,|/||/|, ana  CoxXpaHeHud,
npegoTBpaLlleHna nnn npepbiBaHnAa 6epeMeHHOCTI/I M nosny4yeHHble 13 KpoBu, nia3mbl KPOBU, N3 OPraHoB, TKaHen
opraHn3Ma 4esnoBeka Win >XUBOTHOIO, paCTeHMVI, MUHEpPAsIoB MeToaaMn CuHTe3a WM C TNpUMEeHEHUEM
ovonoruyecknx TexHomorun. K JNIeKapCTBEHHbIM CpeACTBaM OTHOCATCA cbapmaueBqueCKMe Cy6CTaHLI,VIVI n
JleKapCTBEHHbIE NnpenaparTbl;

2) apmaueBTnyeckas cybcTtaHuMA - nekapcTBEHHOE CpeacTBO B BMAE OAHOTO WU HECKOMbKMUX
obnagarowux ¢HapMakonorMyeckon akTMBHOCTbIO AENCTBYIOLUX BeLLeCTB BHE 3aBUCMMOCTW OT MNPUPOAbI
NPOUCXOXAEHWS, KOTOpoe MpeAHa3HavyeHo Ans NpOM3BOACTBA, W3rOTOBMEHWSI NEeKapCTBEHHbIX MpenapaToB U
onpegenseT nx 3PEKTUBHOCTb;
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(n. 2 B pea. depepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) BcrnomoraTenbHblE BeLecTBa - BELECTBA HEOPraHUW4ecKoro MIM OpPraHU4eckoro MNPOVCXOXOEHUS,
ucnomnb3yemble B MpoLecce MNpOoM3BOACTBA, M3rOTOBMIEHWUSI JIEKAPCTBEHHbIX MpenapaTtoB Ansi NpugaHust UM
HeobXxoanUMbIX PU3NKO-XUMNYECKNX CBOWCTB;

4) nekapcTBeHHble Mpenaparbl - ekapCcTBeHHble CPeacTBa B BUAE NEKapCTBEHHbIX POpM, NPUMEHSeMble
ANA NPoUNakTUKK, AMarHOCTUKW, neveHus 3abonesaHusl, peabunurauuu, AnNsS CoXpaHeHus, npenoTBpalleHus
Unu nNpepbiBaHNa 6epemMeHHOCTH;

5) nekapcTBeHHasi hopmMa - COCTOsIHME JIeKapCTBEHHOrO Mpenaparta, COOTBETCTBylllee crnocobam ero
BBEZIeHUs 1 NPUMEHEeHNs 1 obecneynsaroLlee JOCTKEeHNe Heobxoaumoro nedyeGHoro acpdekTa;

5.1) posvpoBka - coaepXaHue OOHOIMO0 WM HECKONbKMX [OEWCTBYIOLLMX BELLECTB B KONMYECTBEHHOM
Bblpa)XEHUN Ha eauHMLy [03bl, UNN eguHULy obbema, UM eavHULy Maccbl B COOTBETCTBMU C JIEKAPCTBEHHON
dopmor Nnbo Ansi HEKOTOPbIX BUOOB NEKAPCTBEHHbLIX (POPM KONMYECTBO BbICBODOXOAEMOro 13 nekapcTBeHHON
hopMbl AEVCTBYIOLLETO BELLECTBA 3a €AMHULY BPEMEHU;

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

6) nepevyeHb XM3HEHHO HEOOXOAMMbIX W BaXHEWLUMX FeKapCTBEHHbLIX MpenapaToB - YTBEPXAaeMbli
MpaButensctBom Poccuiickon ®denepaumm nepeyeHb NeKapCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro
NpMMeHeHus1, obecrneuynBalroLLMX MNPUOPUTETHbIE MOTPEBHOCTU 34paBOOXpPaHEeHMs B LensxX npodunakiuku u
neyeHuns 3abonesaHuii, B TOM Yncne npeobnagatomx B CTpykType 3abonesaemoctu B Poccuickon egepaumu;
(B pea. PepepanbHoro 3akoHa oT 13.07.2020 N 206-$3)

6.1) opdaHHble nekapcTBEHHble MpenapaTtbl - JlekapCTBEHHble nNpenapaTthbl, npeAHasHavYeHHble
UCKMIOYUTENBHO ANS AMArHOCTUKU MMM MAaTOrEHETUYECKOrO JIeYeHUs! (NeYeHusl, HanpaBfiEHHOro Ha MeXaHu3M
pa3BuTKA 3aboneBaHust) peakux (opdgaHHbix) 3abonesaHunin;

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

KoHcynbTaHTlntoC: npyMmedaHue.
C 01.04.2024 B n. 6.2 cT. 4 BHOCcATCA n3ameHeHnsa (P3 ot 04.08.2023 N 466-d3). Cm. OyayLLyto peaakumio.

6.2) Gronornyeckne nekapCTBEHHblE MpenapaTtbl - JNIEKapCTBEHHbIE npenaparbl, AENACTBYHOLLEE BELLECTBO
KOTOPbIX MPOM3BEAEHO MMM BblAENEHO U3 BMOMOrM4ecKoro UCTOUHMKa U Ansi onpedeneHns CBOMCTB M KayecTBa
KOTOpbIX Heobxoamma KoMOuHauusa 6uonornmyeckux u  OU3MKO-XUMUYecknx metomoB. K Buonormdecknm
nekapcTBEHHbIM MnpenapaTaMm OTHOCATCA MMMYHOOMONOrMveckMe fnekapcTBEHHbIE Npenapatbl, NeKkapCTBEHHbIE
npenapaTtbl, NOMYyYEeHHbIE N3 KPOBWU, MMa3Mbl KPOBU YENOBEKA U XMBOTHbIX (3@ MCKMOYEHUEM LENbHOW KPOBW),
OroTexHonorn4yeckme nekapcTBeHHbIe npenapaTthbl, reHoTepaneBTUYeCKMe NekapcTBEHHbIe NpenapaTbl;

(n. 6.2 BBeaeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) vmmyHoBuMonormyeckMe nekapcTBeHHble npenapatbl - fleKapCTBeHHble npenaparbl, npedHasHavyeHHble
Ana opMMpoBaHNA aKTUBHOMO WM NaCCUBHOMO MMMYyHUTETa NGO AMArHOCTUMKM Hanuuns UMMYHUTETa WIu
AVNarHoOCTUKMN cneumgu4eckoro nNpruobpeTeHHOro M3MEeHeHss MMMYHOMOIMMYeCKoro OTBeTa Ha anneprusvpyrowime
BewecTtBa. K MMMyHOBMONOrMyeckMum nekapcTBeHHbIM npenapatam OTHOCHATCS BaKUWMHbI, aHATOKCWHbI, TOKCUHbI,
CbIBOPOTKWU, UMMYHOIOBYMWHbI U anneprexol;
(n. 7 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

7.1) ©GuoTexHomnorMyeckne reKkapcTBeHHble npenapaTtbl - JleKapcTBEHHble npenapaTtbl, MPOU3BOACTBO
KOTOpPbIX OCYLLECTBASIETCA C MCMONb30oBaHWeM BMOTEXHOMOIMYECKUX NpoueccoB U MeTonoB (B Tom uyncne [HK-
PEKOMOVHAHTHOM TEXHOMOMMW, TEXHOMOMMMU KOHTPONMMPYEMOW SKCMPECCUM TEHOB, KOAMPYHOLLMX Buonornyecku
aKTUBHble GEenkn B NpokapuoTax M aykapuoTax, BKMOYas U3MEHEHHbIE KMeTKU MIEKOMUTaLWMX), rMOprMaoMHOro
MeToAa U MeToaa MOHOKIOHArbHBLIX aHTUTET;

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

7.2) reHOTepaneBTUYECKME NEKapCTBEHHbIE NpenapaThl - NeKkapCTBEHHbIE NpenapaTsbl, apmaleBTuyeckas
CyBCTaHUUA KOTOPbIX ABMSETCA PEKOMOUHAHTHOW HYKNENHOBOW KMCIOTON UMK BKOYaeT B ceba peKoMOUHAHTHYO
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

HYKINEVHOBYIO KWCMOTY, MO3BOMSIOLLYIO OCYLLECTBMATL PErynuMpoBaHue, penapauuio, 3ameHy, gobaBneHue vnu
yaaneHue reHeTU4eckon nocnefoBaTensHOCTY;
(n. 7.2 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapKOTMYeCKMe IeKapCTBEHHble CpPeACTBa - feKapCTBEHHble MpenapaTtbl W dapmaueBTuyeckme
cybcTaHumn, copepkalime HapKoTMYeckMe cpenctBa WM BKIOYEHHble B [lepedyeHb HapPKOTUYECKUMX CPEACTB,
NMCUXOTPOMHbIX BELLECTB N UX NPEeKypPCOPOB, NOANeXalumMx KoHTponto B Poccuiickon degepaumm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccunckon depepauun, mexagyHapogHeiMu gorosopamu Poccuiickon degepaumn, B TOM
yncne EamMHon koHBeHUMEN 0 HapKkoTudeckux cpegcrteax 1961 roga;

9) ncuXoTpomnHble JEeKapCTBEHHbIE CpeacTBa - JleKapCTBEHHble npenapatbl U apMaleBTudeckme
cybcTaHuun, copepxalline MCUXOTPOMHble BeLlecTBa U BKIHOYEHHble B [lepevyeHb HaApKOTUYECKUX CpeacTs,
NCUXOTPOMHbIX BELLECTB U NX NPEKYPCOPOB, NOANEXALLMX KOHTporto B Poccuickon degepaumm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinickon depepaumm, MexpgyHapogHbiMu gorosopamun Poccuiickon depepaumm, B TOM
yucne KoHBeHUmen o NCMXOTPONHbIX BewecTBax 1971 roaa;

10) paguodhapmaLneBTUYECKNE NeKapCTBEHHbIE CPeACTBa - NeKapCTBEHHbIE CPeACTBa, KOTOPble coaepXaT B
roToBOM [Afsi WCMONb30BaHMA opMe OOUH PaavOHYKNUA WNN HECKONbKO PagvoHYKNUAoB (pagnoaKkTUBHBLIX
N30TONOB);

10.1) opwrMHanbHbI NEKAPCTBEHHbIV NpenapaTt - NeKapCTBEHHbIN MpenapaT C HOBbIM AENCTBYHOLIUM
BELLECTBOM, KOTOPbI NEpBbIM 3apernctpupoBaH B Poccuiickon ®egepauum nnm B MHOCTPaHHbIX rocygapcTBax Ha
OCHOBaHWUW pe3ynbTaToB AOKIMHUYECKMX UCCNEAOBaHWI NeKapCTBEHHbIX CPEACTB M KITMHUYECKMX UCCIeoBaHnn
nekapCTBEHHbIX NpenapaToB, NOATBEPKAAILLMX €ro Ka4ecTBO, APEKTUBHOCTE U 6€30NacHOCTb;

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

11) pedepeHTHbIN NeKkapCTBEHHLIN NpenapaT - NeKapCTBEHHbIW MpenapaTt, KOTopbld MCNonb3yeTcs Ansg
OLEHKM OWO3KBUBANEHTHOCTU WM TEPANEBTUYECKOW SKBUBANIEHTHOCTW, KavecTBa, I(MAEKTUBHOCTN WU
OesonacHOCTM  BOCMPOM3BEAEHHOrO EeKapCTBEHHOrO npenapata unu  GuoaHanoroBoro  (6MonogoGHOro)
nekapcTBeHHOro npenapaTta (OvoaHanora). B kayectBe pedepeHTHOro mnekapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHUS NCMONb3YEeTCA OPUIMHarbHbIV NEKapCTBEHHbIW NpenapaTt nnbo, ecrnv OpurMHasnbHbIN
NeKapCTBEHHbINA MNpernapaT He 3aperncTtpMpoBaH UM He HaxoauTcs B obopoTe B Poccuiickon depepauum n He
HaxoauMTca B 000OpOTE B MHOCTPaHHbIX TOCYydapCTBax, BOCMPOU3BEOEHHbIV eKapCTBEHHbIV npenapat unu
OvoaHanoroBbIn (6MoONoAOOHbIN) NEeKapCTBEHHbIN NpenapaT (OnoaHanor), KOTOpbI NepBbIM 3aperMcTpupoBaH n3
yncna Haxogswmxca B obopote B Poccuiickon ®degepauun, OGUO3KBMBANEHTHOCTb WM TepaneBTM4eckas
SKBMBANEHTHOCTb, Ka4yecTBO, 3(PPEKTMBHOCTb M 6e30MacHOCTb KOTOPOrO OLEHMBAaNMCb MO OTHOLUEHMIO K
OpurMHanbHOMY fekapCTBEHHOMY MpenapaTty, a Takke KayecTBO, 3PdeKTMBHOCTb M 6e30nacHOCTb KOTOPOro
NoATBEPXXAATCA pesynbTaTamy apmakoHadsopa W MPOBEPOK COOTBETCTBUS JfleKapCTBEHHbIX CPeacTs,
HaxoAsLIMXCS B rpakgaHcKkoM obopoTe, yCTaHOBMNEHHbIM TpeboBaHMsIM K UX kavecTBy. B kayecTBe pedepeHTHOro
NekapCTBEHHOrO npenaparta g BeTEPUHaApPHOro MNPUMEHEHNUS WUCMOMNb3yeTcs JIeKapCTBEHHLIN npenapaTt Ans
BETEPVMHAPHOIO NPUMEHEHWs, 3aperncTpupoBaHHbin B Poccuickonn depepaumm Ha OCHOBaHWM pe3ynbTaToB
OOKITMHUYECKMX WCCNEAOBaHWUIA JNEKApCTBEHHbIX CPEeACTB M KIMHWYECKUX WUCCNEOOBaHWUIA  NeKapCTBEHHbIX
npenapaToB, NOATBEPXKAALLNX €ro kauecTBo, apheKTUBHOCTL U 6e30NacHOCTb;

(n. 11 B pen. PenepanbHOro 3akoHa oT 27.12.2019 N 475-93)

12) BOCNpoM3BEAEHHbIM NEKApPCTBEHHbIN npenapat - JIeKapCTBEHHbIN npenapat Ans MeavUUHCKOro
NPUMEHEHMS1, KOTOPbIN UMEET 3KBUBANEHTHbIM pedhepeHTHOMY NekapCTBEHHOMY npenapaTy KayeCTBEHHbIN cocTaB
W  KOMMYECTBEHHLIN COCTaB [OENCTBYKOLMX BeELLECTB B OSKBMBANEHTHOW NnekapCcTBeHHowW chopme, nmbo
nekapCTBEHHbIN MnpenapaT Ans BeTepMHApPHOro MPUMEHEHUs, KOTOPbIA UMeeT Takune Xe, YTO U pedepeHTHbIN
neKkapcTBEHHbIN NpenapaT, Ka4eCTBEHHbIA COCTaB U KONMMYECTBEHHbIN COCTaB AEMNCTBYIOLNX BELLECTB B TaKOM Xe
nekapctBeHHon  ¢opme, OMO3KBMBANEHTHOCTb UMM TepaneBTMYEecKass  9KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLLEMY  pedIepeHTHOMY  NeKapCTBEHHOMY  npenapaTy noATBepXAeHa  COOTBETCTBYHOLLMMMU
nccrnegoBaHUsIMu;

(n. 12 B pen. PenepanbHOro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTMYeCKas 9KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNpenapatoB - AOCTUXKEHWE KIMHUYECKU
COMOCTaBUMbIX TepaneBTUYeckoro acpdekta n nokasatenen apdpekTMBHOCTN M 6E30MacHOCTN NPU MPUMEHEHUN
NNeKapCTBEHHbIX npenapartos ana MeanumnHCcKoro NpUMEeHeHNd, nverLmnx oaHo MeXxayHapogHoe
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

HenaTeHToOBaHHOE (UMM XUMMUYECKOe, UNU rpynnMpoOBOYHOE) HAaMMEHOBAHWE, B 3KBMBANEHTHbIX 0O3UPOBKaX Mo
OOHVM N TEM e MOKa3aHUSIM K MPUMEHEHMIO M NPU OAMHAKOBOM crnocobe BBeAEHUS Yy OLHOW 1 TOW e rpynnbl
OonbHbIX;

(n. 12.1 B pen. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) OuoaHanoroBbin (6MONOAOGHBIA) NEeKkapCTBEHHbIM npenapaT (buoaHanor) - Guonornyeckum
nekapCTBEHHbIN Npenapart, CXOoXui No napameTpam Kadvectsa, 3deKkTUBHOCTN U 6e30MacHOCTN C pehepeHTHbIM
Buonornyeckum nekapCTBEHHbIM MNpenapaTtoM B TaKOM Xe fekapCTBEHHON (opMe U UMELWUA WOEHTUYHbIN
cnocob BBeaeHUS;

(n. 12.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

12.3) B3auMMO3aMeHSIEMbIA JEKApPCTBEHHbIA MNpenapaT - JIeKapCTBEHHbIN npenapaT C [4OKa3aHHOM
TepaneBTUYECKON SKBMBANEHTHOCTLIO UMM BMO3KBMBANEHTHOCTBIO B OTHOLUEHUN peddepEHTHOr0 NeKapCTBEHHOMO
npenapaTa, MMEKLINA IKBUBANEHTHbIE €My Ka4yeCTBEHHbI COCTaB M KONWYECTBEHHBLIN COCTaB AENCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTerbHbIX BELLECTB, NIEKapCTBEHHYIO hopMy M cnocod BBEAEHUS;

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

12.4) B1O3KBMBANEHTHOCTb FEKapCTBEHHbIX NpenapaTtoB - OOCTWXKEHMEe COMOCTaBUMbLIX MNokasaTenen
CKOPOCTM BCacCbIBaHWUs, CTEMEHN NOCTYNMNEHUS K MeCTy AEeNCTBUSA U CKOPOCTW BblBEAEHUS OQHOMO UM HECKOMbKUX
obnagatowux dapmakonornyeckon akTUBHOCTbI [AEeNCTBYIOLUX BELLECTB MpPU MPUMEHEHUN eKapCTBEHHbIX
npenapaToB AN MEAMUMHCKOrO MNPUMEHEHWs, WMEWMX OOHO MeXAyHapoaHoe HenaTeHToBaHHOoe (unu
XMMUYecKoe, Unn rpynnmMpoBOYHOE) HAUMEHOBaHWE, B 9KBUBANEHTHbIX JO3MPOBKaxX M Npu OAMHAKOBOM crocobe
BBEAEHWS;

(n. 12.4 BBegeH PepepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

13) nekapCTBEHHOE pacTUTENbHOE Chipbe - CBEXWE WU BbICYLIEHHbIE pacTeHus nnbo ux 4acTtw,
ncnosb3yemMble Ans NPoU3BOACTBA NIEKAPCTBEHHLIX CPEACTB OpraHn3auusMmn - NPoOU3BOAUTENSMIN NEKapCTBEHHbIX
CpeactB UMM U3rOTOBMEHUS JIEKApPCTBEHHbLIX MpenapaToB  anTeyHbiMM  OpraHv3auusiMM, BeTepUHapHbIMK
anTeyHbIMM  OpraHM3auusMn,  MHAMBUOYaANbHbIMW  MpeanpuUHUMaTensMy,  UMELWMMU  JIMUEH3NK0  Ha
(hapMaLeBTUHECKYIO [EATENBHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbLIA Mpenapat - JIeKapCTBEHHbIM nNpenapaTt, MPOU3BEAEHHbLIN  Wn
N3roTOBMEHHbIN M3 OQHOTO BUAA JIEKAPCTBEHHOIO PaCTUTENBHOMO ChIPbS UMM HECKOMNbKMX BUOOB TaKOro CbIpbS U
peanuayembiin B pacacoBaHHOM BUAE BO BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKE;

15) romeonatuU4eckMin neKapcTBEHHbIA MpenapaT - neKapCTBEHHbIV npenapaT, MNPOM3BEAEHHbIN UK
M3roToBMEeHHbI M3 dapmaleBTuyeckon cybctaHumm wnu dpapmaueBTUYeckux cybcTaHUun B COOTBETCTBUM C
TpeboBaHAMM 0OWMX apmMakonenHbIX cTaTe’ K roMeonaTV4yeckuM IeKkapCTBEHHbIM npenapartam wnuv B
COOTBETCTBMM C TpeboBaHMAMN hapMaKoneun cTpaHbl NPOM3BOANTENS TAKOro NekapCTBEHHOro npenapara;

(n. 15 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

16) mexgyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHWE JIeKapCTBEHHOrO CpeAacTBa - HaMMeEHOBaHWE
OEVCTBYIOLLIEro BellecTBa apMaLeBTUYEeCKon cybcTaHuMM, pekoMeHOoBaHHOe BcemupHom opraHusaumen
3[,paBOOXpaHEHMS;

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

17) TOproBoe HaMMEHOBaHWE FNEKapCTBEHHOrO CPEACTBa - HaUMEHOBaHWE NEKAPCTBEHHOrO cpeacTea,
MPUCBOEHHOE €ro pas3paboTyMKoM, AepxaTenem Wnu  BragenbueM  PerMcTpauMoHHOro  YAOCTOBEPEHMS
nekapcTBEHHOro npenapara;

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

17.1) rpynnuMpoBOYHOE HaMMEHOBaHWE meKapCTBEHHOro npenapata - HauMeHOBaHue rneKkapCTBEHHOro
npenaparta, He UMeloLLEero MexayHapoaHOro HenaTeHTOBaHHOro HaMMEHOBaHWS, UNM KOMBUHALMN NeKapCTBEHHbIX
npenapaTtoB, WCMONb3yeMoe B Lensx obbeAuHeHus ux B rpynny nod €AuHbIM HavMeHOBaHWEM MUCXOAs U3
OQWHaKOBOro cocTaBa AeNCTBYOLWMX BELLECTB;

(n. 17.1 BBegeH ®epepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

18) obwas dpapmakonenHasi ctaTbsi - LOKYMEHT, YTBEPKAEHHbIA YNONTHOMOYEHHBIM dedeparnbHbIM OpraHoM
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

WCMNOSNHUTENBHOW BNacTu U COAEpXaLLMN NepeyveHb nokasatenen kadecTtsa v (UNn) MeTodoB KOHTPOMs KavyecTBa
KOHKPETHOW JlekapCTBEHHOW (QOPMbl, NEKApCTBEHHOrO0 pPacTUTESNIbHOIO Cbipbsl, OMUCaHMSI OBMONOrM4eckumx,
OMOXUMUNYECKNX, MUKPOOMONOrMdecknx, UINKO-XUMUYECKNX, (UBNYECKUX, XUMUYECKMX W LPYrUX METOLOB
aHanusa nekapcTBEHHOro cpefcTBa, a Takke TpeboBaHUS K WUCMOSb3yeMbiM B LIENSX NPOBEAEHUS OaHHOro
aHanusa peakTuBaMm, TUTPOBaHHbLIM PacTBOpaM, MHANKATOpPaM;

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

19) dapmakonenHas cTaTtbd - OOKYMEHT, YTBEpPXAEHHbIA YNOMHOMOYEHHbIM dyedeparibHbiM OpraHoMm
WCMOMHUTENbHOW BNacTM M cogepXawun nepeyeHb nokasaTenen kKayecTBa M MeTOOOB KOHTPONS KayecTsa
neKapCcTBEHHOro CPe/cTBa;

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

19.1) ctaHgapTHble 06pasupl - BellecTsa, NOCPeACTBOM CPaBHEHWS C KOTOPbIMW OCYLLECTBASETCS KOHTPOnb
KayecTBa nccnegyemblxX NeKapCTBEHHbIX CPEACTB C MOMOLLbI (PU3UKO-XMMUYECKNX N BMONOrmyecknx MeTogoB B
Luenax NOATBEPXAEHUS COOTBETCTBMA NEKapCTBEHHbIX CPeAcTB TpeboBaHMAM HOPMAaTUBHOW OOKyMeEHTauuw,
YCTaHOBMEHHBLIM MPW OCYLLECTBIEHUN rOCY4aPCTBEHHON PEerncTpaLumn, 1 KoTopble NPUMEHSAIOTCA ANS KanvbpoBKu
CTaHAApTHbIX 06pas3L0oB NPOU3BOAUTENS NEKaPCTBEHHbIX CPEACTB, UCMOMb3yeMbIX ANS KOHTPOSS KayecTBa U UHbIX
uenen npy obpalleHnn nekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) cdhapmakoneriHbIi cTaHA4apTHLIN obpaseL, - cTaHgapTHbIV obpasel, NPoM3BEAEHHbIM B COOTBETCTBUN C
dapmaKkonenHom cTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HopmaTuBHas [OOKYMEHTauMsl - OOKYMEHT, COAEepXallMin nepedeHb onpegensieMbix Mo pesynbTaTam
COOTBETCTBYHLLMX IKCNEPTU3 NOKa3aTenen kayecTsa NeKapCTBEHHOIO CPeACTBa ANs MeQULIMHCKOrO NPUMEHEHUS,
MEeTOO0B KOHTPOMS €ro kayecTsa U YCTaHOBMEHHbIW ero Npou3BoanTenemM;

21) HOpMaTMBHbIVI OOKYMEHT - [OOKYMEHT, cop,ep>|<aLu,|/||7| nepedyeHb onpegendemMblX MO pesyribTaTam
COOTBETCTBYHOLLUMX 3KCNeptuns3 nokasatenen kadyectsa MU (I/IJ'IVI) MEeTOAOB KOHTPOJIA KayecTBa ﬂeKapCTBeHHOVI
d)OprI, onucaHusa Buonornyeckmx, BGUOXMMMUYECKNX, MVIKpO6VIOﬂOFVI'~I€CKVIX, (*)I/I3VIKO-XVIMVI'~I€CKVIX, d)VI3VI‘-IeCKI/IX,
XUMUYECKNX N OPYIrnX MeToa0B aHann3a nekapCTBeHHbIX cpeacTB AnAa BeTepuHapHOro npuMeHeHu4, TpéGOBaHMﬂ K
NCNoJ1b3yeMbIM B LeNAX npoBeeHnda AaHHOro aHanusa peaktuBam, TUTPOBaAHHbIM pacTBopaM, MHOAUKaATOopaM U
YCTaHOBﬂeHHbIVI €ero npounssoanTenem;

21.1) oBOWMIA TEXHMYECKNA AOKYMEHT - KOMMNIEKT AOKYMEHTOB M MaTepuanoB, COCTOSALLMIA U3 HECKOMbKUX
pasgenoB - OOKYMEHTauun agMUHUCTPATUBHOIO xapakTtepa, XMMUYeckon, dhapMaleBTUIeckon n uonornyeckom
OOKYMeHTaumu, apmakonormyeckon, TOKCUKOMOrMYeCcKon [AOKYMEHTaLMKW, KIWMHUYECKOW [AOKYMEHTauuuM W
NPeLCTaBNsiEMbI OQHOBPEMEHHO C 3asABIIEHWEM O rOCYLAPCTBEHHOW PErucTpaumvM nekapCcTBEHHOro npenapara
ANst MeOWLMHCKOro NpuUMeEHeHWst B doopmarte, YCTaHOBMEHHOM YMONTHOMOYEHHbIM dedeparnibHbiM  OpraHoMm
WCMONHUTENBHOWM BNacTu;

(n. 21.1 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

22) Ka4yecTBO II€KApCTBEHHOrO CpeAcTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeactea  TpeboBaHuaM
dhapmakonenHon cTtatbu nMbo B crydyae ee OTCYTCTBMS HOPMaTUBHOW AOKYyMEHTauuum WnvM HOpPMaTUBHOMO
AOKYMEHTa;

23) 6Ge3onacHoCTb JIeKapCTBEHHOIo CpencTBa - XapakKTepucTtuKka JieKkapCTBeHHOro cpeacrtea, ocCHoBaHHaA Ha
CpaBHUTENIbHOM aHalnunse ero Sd)(beKTVIBHOCTVI N PpUCKa NpnvinHeHnd spena 3a0poBbHo;

24) 3dh(heKTMBHOCTb NEKApPCTBEHHOrO npenaparta - XapakTepUCTUKA CTEMEHU MNOSOXUTENBHOIO BIIUSAHUS
NEeKapCTBEHHOro npenapata Ha TeyeHue, NPOAOIMKUTENBHOCTL 3abonesaHus WM ero nNpeaoTBpalleHue,
peabunutaumto, Ha coxpaHeHue, NpeaoTBpaLLeHNe Unn npepbiBaHne GepemMeHHOCTH;

25) cepua nekapCTtBeHHOro cpenctBsa - KOJIMYEeCTBO JIeKapCTBEHHOro cpeactea, npoun3segeHHoe B
pes3yrnbTtarte O4AHOIro TEXHOJIOrM4Y4eCcKoro UuKria ero npon3sognTesieM;

26) perucTpaumoHHOe yOOCTOBEpPEHME NEKApCTBEHHOrO npenaparta - OOKYMEHT, MOATBepXaarwmn dakt
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

rocy,u,apCTBeHHoﬁ perncrtpaunn nekapCTtBeHHOro npenapara,

26.1) pepxaTenb uWNu Brnagernewl pPerycTpauuoHHOro YyAOCTOBEPEHWS feKkapCTBEHHOro npenaparta -
pa3paboTynK fleKapCTBEHHOro CpeacTBa, MPON3BOAMTENb NEKAPCTBEHHBLIX CPEACTB UMW UHOE IPUANYECcKoe NnLO,
obnaparwollee npaBoM BNageHWs PerMcTpaumoHHbIM YAOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3pPeKTMBHOCTL 1 BE30NaCHOCTbL NeKapCTBEHHOro Npenapara;

(n. 26.1 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

27) perucTpaumoHHbIi HoMep - KogoBoe 06o3HayeHne, NPUCBOEHHOE NeKapCTBEHHOMY Mnpenaparty npu ero
rocy4apCTBEHHON perucrpauum;

28) obpalleHne neKapCTBEHHbIX CPeAcTB - pa3paboTka, AOKIUMHMYECKME WCCNEefoBaHus, KIMHUYECKue
uccregoBaHnsi,  3KCMepTM3a, rocygapCTBEHHas perucrpauusi, CcTaHgaptu3aumMs M KOHTPOSlb  Ka4vecTBa,
NpPoOn3BOACTBO, U3rOTOBIIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyto denepaumto, BbiBO3 U3 Poccuiickon
depgepaumn, peknama, OTnyck, peanusauus, nepegada, NPUMeHeHe, YHUYTOXeHMe NeKapCTBEHHbIX CPeaCcTB;

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

29) cy6bekTbl obpallleHns1 NekapCTBEHHbIX CpeacTB - Msnyeckne nvua, B TOM 4Yucre WHOMBMAOYyarnbHble
npeanpuHUMaTenu, 1 opuandeckne nuua, OCYLLECTBNSWNe AeSTeNbHOCTb NpU obpalleHnn neKkapCTBEeHHbIX
CpeqacTs;

30) paspaboTumk rfekapCcTBEHHOro cpeacTBa - OpraHusauus, obragamowas npaBamMm Ha pes3ynbTaThbl
OOKIMHMYECKMX UCCneaoBaHUiA  NEKapCTBEHHOrO CPEACTBa, KMWMHWMYECKUX WCCEedoBaHWUA  FleKapCTBEHHOro
npenapaTa u (Mnn) Ha TEXHOSOIMI0 NPON3BOACTBA NIEKapCTBEHHOIO CPeacTBa;

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

31) npon3BOACTBO J1€eKapCTBEHHbIX CpencCTB - OeATeJsIbHOCTb MO npoun3BOACTBY J1€KapCTBEHHbIX CpeacTB
opraHmn3auunamMmn - npon3BoanTenAaMn NekapCTtBeHHbIX CpeacTB Ha OOHOWN CTafuu, HECKOSNbKUX UM BCEX CTaamax
TEeXHOJIorn4eckoro npotecca, a Takxke no XxpaHeHuo n peann3aumm npounsBeeHHbIX NekapCTBeHHbIX CPeacCcTB,

31.1) npousBoACTBEHHas nnowagka - TeppuTopuanbHO 060COBMNEHHbIN  KOMMMEKC npou3BoauTens
nekapCTBEHHbIX CpeAcTB, NpedHasHa4YeHHbI AN BbINOMHEHWUS BCEro npouecca NpousBoACTBa JeKapCTBEHHbIX
CpeacTB UMW ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH ®epepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

32) npon3sBognTENlb JN1IeKapCTBEHHbIX CpeacTtB - oOpraHumi3auud, ocyuwlecTeliidiolad npon3BoacTBO
JleKapCTBEHHbIX CcpeacTB B COOTBETCTBUU C TpGGOBaHVIFIMVI HacToslLlero dJep,epaanoro 3aKOHa,;

33) dapmaueBTUYECKan OeATenbHOCTb - AeATenbHOCTb, BKMAYawlwass B ceba OonToByH TOProemto
neKkapcTBEHHbIMW CpeacTBaMU, WX XpaHeHue, NepeBO3KY U (UNM) PO3HUYHYHO TOProBf NEeKapCTBEHHbIMU
npenapatamMmu, B TOM 4YUCIlEe AMCTAHUMOHHBLIM CMOCOOOM, WX OTNYCK, XpaHeHuWe, NepeBO3KY, W3roTOBIEHue
NneKapCTBEHHbIX NpenapaTos;

(B pea. ®enepansHoro 3akoHa ot 03.04.2020 N 105-d3)

34) opraHusauusi OMNTOBOW TOPrOBMN JIEKApPCTBEHHLIMU CPEACTBaMM - OpraHu3auus, OCyLLecTBrsioLlas
OMTOBYIO TOPrOBMIO NEKAPCTBEHHLIMU CPEACTBaAMM, UX XpaHeHue, NepeBo3Ky B COOTBETCTBUMM C TpeboBaHuUAMU
HacTosLero ®enepansHOro 3akoHa;

35) anTeyHas opraHu3auus - opraHu3auusi, CTPYKTYpHOe noapasgereHne MeguuUHCKOW opraHmsauum,
OCYLLECTBIISIOLLME PO3HWYHYIO TOPrOBIO JIEKAPCTBEHHLIMW npenapatamMu, B TOM 4uche AUCTaHLMOHHBIM
cnocobom, XpaHeHWe, MepeBO3KY, W3rOTOBMEHWE W OTMYCK JEKApCTBEHHbLIX MpenapaToB AN MeaUUMHCKOro
NPUMEHEHMSI B COOTBETCTBUM C TpeboBaHMsSIMK HacTosiwero deaepanbHOro 3akoHa;

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepvHapHas anTeyHas opraHusauus - opraHumsauums, CTPyKTypHOe noapasfeneHne BeTepuHapHou
opraHusauum, OCYLLECTBASIWNE PO3HUYHYIO TOProBMK NEKapCTBEHHbIMM MpenapataMmuM, B TOM 4ucne
ANCTaHUMOHHBIM CnocoboM, XpaHeHme, N3roTOBIIEHNE U OTNYCK NeKapCTBEHHbIX NpenapaToB Afs BEeTepMHapPHOro
NPUMEHEHUS B COOTBETCTBMM C TpeboBaHMAMM HacToswero PeaepanbHOro 3aKoHa;
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
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(B pea. ®epnepansHoro 3akoHa ot 03.04.2020 N 105-d3)

37) danbcuduMpoBaHHOe JeKapCTBEHHOe CpedcTBO - JleKapCTBEHHOe CpeAcTBO, COMpOBOXOaemMoe
NOXHOW MHpopMaLMeii 0 ero cocTaee 1 (Unn) NPOV3BOANTENE;

38) HepobpokayecTBEHHOE NEKapCTBEHHOE CPeACTBO - NEKapCTBEHHOE CpefCcTBO, HE COOTBETCTBYIOLLEE
TpeboBaHMsIM hapmakonernHom ctatb NMbo B criyyae ee OTCYTCTBMSA TpeboBaHUSIM HOPMATUBHOW JOKYyMeEHTauuu
U HOPMATUBHOIO JOKYMEHTA;

39) KoHTpadhaKTHOe NeKapCTBEHHOe CPEeACTBO - JIeKapCTBEHHOE CPEeACTBO, Haxogslieecss B o6opoTe ¢
HapyLleHeM rpaXxgaHCcKoro 3akoHOAaTe NbCTBa;

40) OOKNMUHUYECKOE WCCrneaoBaHWEe eKapCTBEHHOro cpenctBa - Guonorudeckune, mukpobuonornyeckue,
UMMYHOSOTMYECKMe,  TOKCUKOMormyeckme, apmakonornyeckme, (uanyeckne, Xumudeckue un  gpyrue
nccneaoBaHUs NeKapcTBEHHOrO cpeacTBa NyTEM MPUMEHEHWs HayYHbIX METOAOB OLEHOK B Lendx nonyyvyeHus
[Aoka3saTtenbcTB 6e3onacHoCTK, kayecTBa U 3PEKTUBHOCTU NeKapCTBEHHOrO CPEACTBa;

41) KNMHWYecKoe uMccrneaoBaHWe NEeKapCTBEHHOro npenapaTta - M3yYyeHue OMarHOCTUYECKMX, neyebHsbix,
npocumnakTnyecknx, HapmMakonormyeckmx CBOWCTB feKapCTBEHHOro mpenapaTta B npouecce ero npuMeHeHus y
YyeroBeka, XMBOTHOro, B TOM YuMCre NpOoLeCCOB BCaCbiBaHUSA, pacnpenerneHns, USMeHeHNs 1 BbiBEAEeHUs, nyTem
NMPUMEHEHNS Hay4HbIX METOAOB OLIEHOK B LEnsAX MofyyYeHns [okasatenbcTB 6e3onacHocTW, Kadectsa U
3pEKTUBHOCTN NEeKapCTBEHHOIO MpenapaTta, AaHHbIX O HeXenaTenbHbIX peakuusix opraHv3ma 4erioBeka,
XMBOTHOrO Ha MpUMEHEHWe nekapCTBEHHOro npenapata u ob addekte ero B3aMMOOENCTBMA C OPYrUMU
nekapCcTBEHHbIMU MpenapaTtamMu 1 (Mnn) NULLEBLIMU NPOAYKTaMU, KOPMaMu;

42) MHOroueHTpoBOE KIIMHUYECKOE WUCchieaoBaHMe JIeKapCTBEHHOro npenapata And MeguumHCKOro
NPpUMEHEeHnA - KIMHUYEeCKoe WuccrnegoBaHnUe JeKapCTBEHHOro npenaparta And MeguumHCKOro npuMeHeHus,
nposoagnmoe pa3pa6OT'~II/IKOM NNeKapCTBEHHOro npenapara B AOBYX U bonee MeAMLMHCKNX opraHm3auundax no
€QNHOMY NPOTOKOIY KIMHUYECKOro nccregoBaHuda nekapCcTtBeHHOro npenapara,

43) mexayHapooHOe MHOrOLEHTPOBOE KIMHMYECKOE WCCNeAOoBaHWE IekapCTBEHHOro mnpenapaTta Ans
MEONLMHCKOrO MNPUMEHEHUs1 - KIIMHUYECKOE WCCIeAOoBaHUE FeKapCTBEHHOro mnpenapaTta Ans MeAULMHCKOro
NpUMEHEHWsl, NpoBoauMoe pa3paboTyuMKOM JeKapCTBEHHOro npenapara B pasfnuMyHbiX CTpaHax Mo eguHOMY
NPOTOKOIY KMMHUYECKOrO UCCNeaoBaHNs NekapCTBEHHOro npenapara;

44) nocTpeructpauuMoHHOe KNMHWYECKOE WCCredoBaHWe feKapCTBEHHOrO npenapata Ans MeAUMUUHCKOro
NPMMEHEHNST - KIMHUYECKOe MWCCedoBaHWe fekapCTBEHHOTO Mpenapata Ansg MeOWLMHCKOrO NpPUMEHEHNS,
NpoBOAMMOE NPOM3BOAUTENEM FleKapCTBEHHOIO npenapara, rpaxgaHCkuin obopoT KOTOPOro OCYyLLEeCTBNAeTCH
nocne rocygapCTBEHHOW perncrtpauun, B Lensx JOMONHUTENbHOro cbopa daHHbiX O ero 6esonacHOCTU U
3(PHEKTUBHOCTIN, paCLUMPEHUS MOKa3aHUA K MNPUMEHEHU0 [aHHOrO0 NeKapCTBEHHOro rnpenaparta, a Takxke
BbISIBNEHUST HEXENaTeNbHbIX peakuuin NaumMeHToB Ha ero 4enNCTBue;

45) nccnepoBaHve GMO3KBMBANEHTHOCTW FIEKAPCTBEHHOIO npenapata - BuA KIMHUYECKOro MUCCeaoBaHus
nekapCTBEHHOrO npenapara, NpoBeAeHNe KOTOPOro OCYLLECTBNAAETCHA AN onpeaeneHns CKOPOCTU BCACbIBAHUS U
BbIBEAEHUSI OOHOMO WM HECKOMbKNX obnagarowmx hapMakoiorm4eckon akTMBHOCTBIO OENCTBYHOLUMX BELLECTB,
KOnuM4ecTBa JI€KapCTBEHHOrO MpenapaTa, OOCTUralrollero CUCTEMHOIO KpPOBOTOKAa, M pe3ynbTaTbl KOTOPOro
Nno3BONAT cAenatb BbIBO4 O OWO3KBMBANEHTHOCTU BOCMPOU3BEOEHHOINO JEKapCTBEHHOIO npenapata B
onpeaeneHHbIX fekapcTBEHHOW dopMe U O03UPOBKEe, COOTBETCTBYIOWMX opMe U A03UpoBKe pedbepeHTHOro
nekapCTBEHHOrO npenapara;

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

46) uccnegoBaHue TepaneBTUYECKOW SKBMBANEHTHOCTU NeKapCTBEHHbIX MpenapaTtoB - BuA KIMHUYECKOro
nccneaoBaHWs NeKapCTBEHHbIX MpenapatoB, MpoBedeHMe KOTOPOro OCYLLIECTBNAETCA ANA  BbiSBNEHUS
O[VHaKOBbIX CBOWCTB NEKapCTBEHHbLIX MpenapaTtoB onpeAerieHHON NekapcTBEHHOW (hOpMbl, @ Takke Hanmuyus
OOVHaKOBbIX MoKasaTenen 6es3onacHOCTM U 3MEKTUBHOCTM IEKAapCTBEHHbIX MpPenapaToB, OAMHAKOBbLIX
KIMUHUYECKUX 3 IEKTOB NPU UX NPUMEHEHUN;

47) nNpOTOKOM KIMHWMYECKOrO WCCrefoBaHUs NeKapCTBEHHOrO rfpernapata - AOKYMEHT, B KOTOPOM
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onpenendalTca uenu, d)OprI opraHun3aumm wn MetToaonorma nposeaeHnAa KrMHNUYEeCKOro uccneanoBaHud,
cTratucTnyeckne MetToabl O6pa6OTKl/I pe3ynbTaToB TaKoro nccnegoBaHnUda n Mepbl Mno obecneyeHnto 6e3onacHoCcTU
(bl/l3|/|‘-IeCKI/IX nny, y4acTBYHOLWNX B KIMTMHNYECKOM UCCnegoBaHUM NEKapCTBEHHOIO npenaparta,

48) Opowtopa uccredoBaTens - CBOAHOE W3NOXEHMEe pe3ynbTaToB AOKIMMHUYECKOro WCCRenoBaHus
NeKapCTBEHHOIO CpeAcTBa M KIMHWMYECKOro WCCreOoBaHWs JEeKapCTBEHHOrO npenapata Afis MeaWUUHCKOro
NPUMEHEeHs;

49) WHOPMAUMOHHBLIA MNUCTOK NaumeHTa - AOOKYMEHT, B KOTOPOM coAepxaTcsa B [OCTyrnHom dopme
CBeeHus, KacatoLMecs MPOBOANMOrO KNMHUYECKOro NCCreaoBaHUS NekapCTBEHHOro npenaparta, U B MMCbMEHHON
dopme [obOpOBOMBLHOE cornacue naumMeHTa Ha yyacTue B KIMHMYECKOM UCCRefoBaHUM  NeKapCTBEHHOMO
npenapaTta Mnocfie O3HaKOMIIEHUS! C OCODEHHOCTSMU KIMHMYECKOrO UCCneaoBaHWs, UMEeLMMU 3HadYeHne ans
Bblpa)eHNs Takoro cornacus;

50) noboyHoe pencTBMe - peakuus opraHvM3ma, BO3HMKLIAsi B CBSI3M C MPUMEHEHWEM EeKapCTBEHHOro
npenapaTta B [03aX, PEKOMEHOyeMbIX B WHCTPYKLUMW MO €ro npuMMEHeHuto, Ans npodunakTUKM, OUarHOCTUKM,
neyeHust 3abonesanns UnNu ans peabunutauum;

50.1) HexenaTenbHasi peakuusi - HenpegHaMepeHHast HebnaronpusiTHas peakuusi opraHuama, kotopast
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM fleKapCTBEHHOrO Npenapara;
(n. 50.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) Ccepbe3Hasa HeXenaTtelnbHaa peakuua - HexenarternbHaa peakuna opraHn3mMa, ced3aHHaa ¢ npuMmeHeHnem
NekapCTBeHHOro npenaparta, npueegwada K CMepTu, BPOXAEHHbIM aHOMalnmaAM WM nopokam pa3BUTUA nuéo
npeacrtaBnstowas cobow yrposy xusHu, Tpebylowas rocnuranu3aumm wnu npuselias K CTOWKOW yTpaTte
TPYAOCNOCOBHOCTU U (UNN) MHBANUAHOCTY;

52) HenpedBuAeHHan HexenaTenbHasa peakuus - HexenatenbHas peakuus opraHuama, Kotopas cBsf3aHa C
NPUMEHEHWEM feKapCTBEHHOro npenapata B [03aX, PeKoOMeHAyeMblX B MPOTOKONEe €ero KIMHUYeCKoro
uccnegosaHus, Opolulope wuccrnegoBaTens, WM C  NPYMEHEHMeM fekapCTBEHHOro npenapata B [03ax,
pekoMeHAyeMbIX B MHCTPYKLIMW MO €ro NPUMEHEHWIO ANs NPOdUnakTyk1, AMarHOCTUKK, neveHns 3abonesaHus nnu
MeOULUMHCKON peabunutaumMm naumeHTa, W CYLWHOCTb, TSXeCTb WM WUCXO4 KOTOpPOM He COOTBETCTBYeT
WHdOpMaUMM O fnekapCTBEHHOM MpenapaTte, codepallencs B MNPOTOKONEe €ero KIMHUYECKOro KCcneaoBaHus,
BpoLutope nccnegoBaTtens Unu B UHCTPYKLMM NO MPUMEHEHMWIO NNEKAPCTBEHHOrO npenapaTa;

(n. 52 B pea. PenepansHOro 3akoHa oT 22.12.2014 N 429-$3)

52.1) dapmakoHag3op - BUA [AEATENbHOCTU MO  MOHUTOPUHIY 3ddeKTMBHOCTM U GesonacHocTu
neKapCTBEHHbIX MpenapaToB, HamMpaBfiEHHbI Ha BbISIBNEHME, OLEHKY W MpefoTBpalleHNe HeXenaTenbHbIX
NOCNeAcTBUM NPUMEHEHUS NEKAPCTBEHHbIX MpenapaTos;

(n. 52.1 BBegeH PepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHuss puckamum - nogpobHoe onucaHve MeponpusaTMiA  no  hapmakoHagsopy,
HanpaBrieHHbIX Ha BbISABMEHWE, OUEHKY W MpeaoTBpalleHVe WUNM MUHUMU3AuUMIo  PUCKOB, CBSA3AHHBIX C
nekapcTBEHHbIMW NMpenapatamMu, BKNoYas oLeHKY 3hEKTUBHOCTU AaHHbBIX MePONPUATUR;

(n. 52.2 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npumedaHue.
C 01.03.2025 B n. 53 cT. 4 BHocATCcA M3MmeHeHus (®3 ot 30.12.2021 N 463-93).

53) peuenT Ha nekapCTBEHHbIA NpenaparT - MEAULMHCKUIA OOKYMEHT YCTaHOBMNEHHOW hOPMbI, CoaepKaLluni
Ha3Ha4YeHne nekapCTBEHHOro npenapara Anst MeAMUMHCKOro NPUMEHEHUs!, BblAaHHbIA MeAULUHCKUM paboTHUKOM
B LeNiAX OTMycKa JIekapCTBEHHOro npenaparta U ero MU3roTOBIIEHUSA M OTMycKa Ha OyMaXHOM HOcuTene unm c
cornacusi naumeHTa WM ero 3aKOHHOro npeacTaBuTenst B QOpMeE 3MEKTPOHHOrO OOKYMEHTA, MOAMUCAHHOIo C
MCMNOSTb30BAHNEM YCWUIEHHOW KBannUUMPOBAHHOW 3SMNEKTPOHHOM MOAMUCA MEOMLMHCKOro paboTHuka, nmbo
OOKYMEHT YCTaHOBMEHHOM DOpMbl, COAEPXKallMN Ha3Ha4YeHWe NEKapCTBEHHOro npenaparta A BeTEpPUHAPHOro
NPUMEHEHNS, BbIOAHHbBIA CneunanucToM B 00nacTn BeTEpMHapuu B LENSX OTMycKa JIeKkapCTBEHHOro npenapara
WIN €ro N3roToBMneHNsI U OTNycka Ha OyMa)KHOM HOCUTENE;
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
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(B peq. ®enepanbHbix 3akoHOB OT 29.07.2017 N 242-03, o1 02.08.2019 N 297-03)

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2025 n. 54 cT. 4 nanaraetcs B HoBon pegakumm (P3 ot 30.12.2021 N 463-D3).

54) TpeboBaHWe MeOMUUHCKOW OpraHv3auuv, BETEPWHaAPHOW OpraHusauun - OOKYMEHT YCTaHOBIEHHOW
OpMbI, KOTOPbI BbINUCAH MEOULMHCKUM pabOTHUKOM MK cneumnannuctom B obnactu BeTepMHapun, UMerLLMMm
Ha 3TO NpaBo, N COAEPXKUT B MUCbMEHHON POPME yKa3aHne anTeyHoW opraHvM3aumm unm BETEPMHAPHON anTeyHomn
opraHusaumm 06 OTMyCKe NeKkapCTBEHHOro mpenapaTta Unn O ero M3rotoBrneHurM n 06 oTnycke ana obecneveHus
ne4yebHOro npouecca B MeEANLIMHCKOM OpraHn3aumnmn, BeTepUHapHOI opraHn3aLmm;

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

55) komnnekcHasi oueHka neKkapCTBEHHOro npenapaTta - OLeHKa 3aperMcTpuMpoBaHHOIO feKkapCTBEHHOro
npenapaTa, BKnyvawLwas B ceba aHanus MHpopmauuMM O CPaBHUTENbHOW KNMHUYECKOW 3h(PeKkTUBHOCTU W
©e3onacHOCTW NekapCTBEHHOrO npenaparta, OLUEHKY 3KOHOMMWYECKUX MOCNEeACTBUA €ro NMpUMEHEHUS, U3yveHue
OOMNONHUTENbHBLIX MNOCNEACTBUN MNPUMMEHEHUST FEKApCTBEHHOrO Mpenapata B LEensX NpUHATUS pPelieHui o
BO3MOXHOCTM BKIOYEHUS JIEKAPCTBEHHOIrO npernapata B MEPEYEHb XMU3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX
neKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPABOBbLIE aAKTbl W WHblE OOKYMEHTbI, onpegenstoline nopsiaok
OKa3aHus MegULMHCKON MOMOLLM, UITN UCKITIOYEHUSA €0 N3 YKa3aHHbIX NEPEYHS!, aKkTOB U JOKYMEHTOB;

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

56) cuctema MOHUTOPWMHIra ABWXEHUSA NEKapCTBEHHbIX MpenapaTtoB AN MEeOUUMHCKOrO NPUMEHEeHus -
denepanbHasa rocygapcTBeHHass MHOPMaUMOHHAsi CUCTEMA MOHUTOPWHra  ABWXKEHUS  NEeKapCTBEHHbIX
npenapaToB Ansi MEANLNHCKOrO NPUMEHEHNa OT NPON3BOAMTENSA OO0 KOHEYHOro NOTPebUTENs ¢ UCNOoNb30oBaHNEM B
OTHOLLEHWW NTEKAPCTBEHHbLIX NpenapaToB A4nsi MeAULMHCKOro NPUMEHEHNsT CPeacTB naeHTudunkaumnm.

(n. 56 BBegeH PenepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-93)

Inaea 2. MNOTHOMOYUA PEAEPAJIbHbLIX OPTAHOB I/ICI'IOHHI/ITEHbI:IOVI 5
BINNACTW, OPTAHOB NCMNMOJNHUTENBbHOU BJTIACTU CYBBEKTOB POCCUNCKOM
®EOEPALIUA NMPU OBPALLEHNN NEKAPCTBEHHbIX CPEACTB

Cratba 5. lMonHoMouusa dcepepanbHbIX OPraHOB WCMOSIHUTENLHOM BracTu Npu obpaleHun
reKapcTBeHHbIX CpeacTB

K nonHomouunsim cedeparnbHbIX OpraHoB UCMONHUTENBHOM BNacTy Npu obpalleHnmn NekapcTBEHHbIX CPEACTB
OTHOCATCS:

1) npoBeneHune B Poccuickon Pepepaumm eguHon rocyaapCTBEHHOW NMONUTUMKM B obractu obecrnedeHus
nekapcTBeHHbIMM NpenapaTtamu rpaxaaH B Poccuiickon ®epepaunu;
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2) yTBepxaeHue obimx dapmakonenHblx cTaTten, gpapMakonenHblX cTaTew, M3gaHue rocyaapCTBEHHOW
dapmakoneu, cosgaHue u BeaeHue peectpa hapmakonenHbix CTaHAapTHbIX 06pasuoB;
(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

3) ocyuwecTBneHMe eaepanbHOrO rocygapCTBEHHOTO KOHTpons (Hag3opa) B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB;
(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, ot 11.06.2021 N 170-93)

4) nuueH3npoBaHme NPON3BOACTBA FNIEKAPCTBEHHBIX CPeACTB, B TOM yYncrne deaepanbHbii FOCy4apCTBEHHbIN
NNLEH3NOHHBIA  KOHTPOMNb  OeATEeNbHOCTM MO MNPOM3BOACTBY  fIEKAPCTBEHHbLIX CPeAcTB, nepuogmnyeckoe
noaTBepXAeHMe COOTBETCTBUS NULUEH3naTa, MMeoLLEero fNuUeH3nio Ha Npou3BOACTBO NEKapCTBEHHbLIX CPEACTB, U
dapmaueBTU4ECKON OeATENBHOCTN B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccunckon denepaumm;

(B pea. ®enepansHoro 3akoHa ot 11.06.2021 N 170-d3)

5) opraHmndaumna 3KCnepTudbl JieKapCTBEHHbIX CpencTs, 3TNYECKOM 9KCNepTn3bl BO3SMOXXHOCTU npoBeneHUsA
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

KIMMHUYECKOro UCCredoBaHUS NeKapCTBEHHOro npenapata Ans MEeAMUMHCKONO MPUMEHEHUs, 3KCNepTusbl
AOKYMEHTOB, NPeACTaBMEHHbIX ANs onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh FIEKAPCTBEHHLIN npenapart ans
MEOULUMHCKOTO MPUMEHEHMST NPWU TOCYNAPCTBEHHOM perucTpaumMm B KavyecTBe OpgIaHHOrO JeKapCTBEHHOMO
npenapaTa;

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

5.1) opraHu3daums npoBedeHUs KOMMMEKCHOM OLUEHKM feKapCTBEHHOro npenapata B Lensx NpuHATUS
peleHMin O BO3MOXHOCTM BKIMIOYEHMS NEKapCTBEHHOro npenapata B MepeyYeHb XM3HEHHO HeobXoaumbIX U
Ba)XHEWLUNX NEeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE NPAaBOBblE€ akTbl U WHble OOKYMEHTbI, onpeaenstowme
nopsifoK okasaHus MeanLUMHCKON MOMOLLM UMW UCKITIOYEHUS ero 13 yKkasaHHbIX NepeyHsi, akToB U JOKYMEHTOB;

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

6) Bblaada paspeLueHMVl Ha nposegeHne KInnMHN4YeCcKmnx nccnenoBaHui JIeKapCTBEHHbIX MNMpenapartoB, BeaeHne
peecTpa BblAaHHbIX paapeLueanZ Ha npoBeaeHne KINHN4YeCKnx nccregoBaHumn JIEKapCTBEHHbIX NMpenapaToB;

7) rocygapcTBeHHas peructpauus nekapcTBEHHbIX MNpenapaToB, BefdeHWe rocydapCTBEHHOro peecTpa
nNeKkapCTBEHHbIX CPEACTB;

8) opraHusauusi n (Mnv) NpoBeAeHMEe UHCNEKTUPOBaHUSA CyObeKTOB obpalleHms NTeKapCTBEHHbIX CPeacTB Ha
COOTBETCTBME MpaBunam Haanexatiern nabopaTtopHon NpakTKK, NpaBuiam Hagnexalwen KIMHUYECKON NPaKTUKK,
npaeBunamM Haanexatilenh MpakTUKM XPaHEeHUs U MNEepPeBO3KM JNEKApPCTBEHHbIX MpenapaTtoB Afs MeOULUHCKOro
NPUMEHEHNS, TpaBuUaM XpaHEeHUs1 J1IeKapCTBEHHbLIX CPeacTB ANsi BETEPUHAPHOro MPUMMEHEHUs, NpaBuram
Hagnexatlien aucTpnbboTOPCKON NPaKTUKK, NpaBuiiam HagIexallen anTeuHom NpaKkTuKuy;

(B peq. PepnepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 28.04.2023 N 171-03)

8.1) opraHusaums n (Mnu) NpoBeAeHMEe MHCNEKTUPOBaHUSA CyObekToB 0bpalleHns NnekapCcTBeHHbIX cpeacTs
Ha cooTBeTCcTBME TpeboBaHWAM nNpaBwui Hagfexalwen npPou3BOACTBEHHOW MPaKTUKW, Bblgadva 3akftoveHuih o
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHUSIM NpaBwi Haanexallen npon3BoLCTBEHHOWN
NpaKkTuKy;
(n. 8.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHne nopsiaka BeAeHUs1 U BeOeHMe rocy4apCTBEHHOrO peecTpa 3aknioYeHUn 0 COOTBETCTBUM
npomn3BoauTenNs fekapCTBEHHbIX CPEACTB TpeboBaHUSAM NpaBun Haanexatluen NPou3BOACTBEHHON NPaKTUKW;
(n. 8.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocynapCTBeHHasi perucTpaumsi npefenbHbiX OTMYCKHbIX LEH NpoM3BoAUTENEN Ha NeKapCTBEHHblE
npenapartbl, BKMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAUMBLIX M BaXKHEWLUMX NeKapCTBEHHbIX npenapaToB, U
BeOEHWE T[OCYAApCTBEHHOrO peecTpa npedesibHblX OTMYCKHbIX LEeH MpoM3BOAUTENEN Ha JeKapCTBEHHble
npenapartbl, BKIIIOYEHHbIE B NePeYEHb XN3HEHHO HEOOXOONMBIX U BaXXHENLLMX NEKAPCTBEHHLIX NPenapaTos;

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

9.1) cornacoBaHMEe TMPOEKTOB pELUEHUA OpraHoB WCMNOMHUTENBHOM BRacTn cybbektoB Poccunckom
dPepepaummn o6 ycraHoOBNEHUM U (MNK) UBMEHEHUWN MpPedenbHbIX Pa3MepoB OMNTOBbIX HAAO0aBOK M NpenesnbHbIX
pasMepoB PO3HWYHbLIX HagbaBOK K (PAKTUYECKMM OTMYCKHbIM LiEeHaM, YCTaHOBIEHHbIM MPOM3BOOUTENSIMU
neKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B NEPEYEHb XU3HEHHO HEODOXOOAUMbIX
N BaXKHEMNLLWX NEKAPCTBEHHLIX NPenapaTos.;

(n. 9.1 BBegeH depepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) Bblgaya, yCTaHOBMEHME MOpsigka Bbloavu paspelleHnsi Ha BBO3 KOHKPETHOW MapTMM FeKapCTBEHHOrO
cpeactea B Poccuiickyto Geaepaumio;
(n. 10 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgauya, ycTaHOBNEeHWe nopsaka Bbldayn M OPMbl JOKYMEHTa, KOTOpbIM MNoATBEPXAaeT, 4To
NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Ans MeguuMHCKOro MPUMEHEHMST OCYLLECTBIIEHO B COOTBETCTBUU C
TpeboBaHNsIMN MpaBUN Hagnexallen MNpoM3BOACTBEHHOM MPAKTUKM UMW 4YTO JeKapCTBEHHbIN npenapaT Aans
BETEPMHAPHOIro NPMMEHeEHMs aonylleH k obpaweHunto B Poccunckon ®egepaumu, 1 NOANEXUT NpeacTaBneHnto no
TpeboBaHMO YNONMHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYI0 BBO3MTCA NlEKapCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHoro 3akoHa ot 02.08.2019 N
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

297-03)

10.2) Bblaaya, yCcTaHOBMEHWE nopsaka Bblgadn U dopmbl JOKYMEHTa, COAEpXaLLero CBeeHUss 0 ctagmsax
TEXHOMOrM4Yeckoro npolecca MnpouM3BOACTBA JIEKAPCTBEHHOrO CPeACcTBa Ans MeOUUMHCKOrO MpPUMEHEHMs,
OCYLLECTBSIEMbIX Ha TeppUTOopMmn EBpasninickoro 3KOHOMUYECKOro COo3a;

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

11) co3gaHve COBETOB MO BOMNPOCaM, CBA3aHHbIM C 0OpalleHNneM fekapCTBEHHbIX CPEACTB;
12) atTecTtauus n cepTndurkalmsa cneLmanncTos;
13) ytpatun cuny ¢ 1 ceHTa6psa 2013 roga. - ®eagepanbHbin 3akoH ot 02.07.2013 N 185-93;

14) ocyllecTBrneHne hapmakoHaas3opa;
(n. 14 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

15) yyactne B MexayHapOAHOM COTPYAHUYECTBE;

16) nony4yeHune no 3anpocam ynoriHOMO4YeHHOro d)e/:l,epaanoro opraHa MCMNOMNHUTENbHON BracTn oT opraHoB
WCMNONHUTENBHOW BRacTu Cy6beKTOB Poccuiickon CDeD,epaLl,I/II/I, a TakKxe oT Cy6beKTOB o6pau.|,eH|/|ﬂ NeKapCTBEHHbIX
cpeacTte aAnAad MeaununHCKoro npuMeHeHus MHCbOpMaLI,I/II/I no BOMpoCamM YCTaHOBJIIEHUA U NMPUMEHEHUA UeH Ha
NleKapCTBeHHbIE npenapaTtbl U HagbaBOK K HUM;

17) npuMeHeHne Mmep OTBETCTBEHHOCTM 3a HapyLUeHne 3akoHoaaTenscTea Poccuiickon depgepaumu;

18) yTBepxaeHWe npaBun Hagnexawen nabopaTopHOW MPaKTUKW, MpaBuUN Haanexawlen KrIMHUYECKON
NpakTVKK, NpaBuI Hagfnexalwen NPOM3BOACTBEHHON MNPaKTUKW, NpaBuIl Hagfexalen NpakTUKM XpaHeHUs W
NnepeBO3KM JIEKAPCTBEHHbLIX MpenapaToB Anst MeOWLUMHCKOrO MPUMEHEHMUS!, MpaBuil XPaHEHUS JeKapCTBEHHbIX
CcpeacTB Ons BETEPUMHAPHOIO MPUMMEHEHMWS, MNpaBuil Hagnexawen ONCTPUMOBLIOTOPCKOM NPaKTUKW, MNpaBuin
Haanexallen anTe4yHon NpakTUKK, NPaBUN Hagnexalen npakTuku apmakoHag3opa NekapCcTBEHHbIX NpenapaToB
ANst MeQULUMHCKOTO NPUMEHEHUS;

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

19) yctaHOBNeHue nopsaka OPMUPOBAHUSA PErMCTPALMOHHONO AO0CbEe Ha NeKapCTBEHHbIW npenapaT u
TpeboBaHWIn K JOKYMEHTaM B ero COCTaBe;
(n. 19 BBegeH PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

20) yTBeEpXOEHME NpaBWn pauMoHanbHOro BbiGOpa HauMMEHOBAHMI NEeKapCTBEHHbIX MpenapaToB Ans
MEeANLMHCKOrO NPUMEHEHUS;
(n. 20 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBEpXAEHME NepeyvHs HaMMEeHOBaHWIN NeKapCTBEHHbIX (POPM;
(n. 21 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

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

23) yTBepxaeHue TpeboBaHnn K MHCTPYKLMU NO MEAULIMHCKOMY NPUMEHEHMIO NEKapCTBEHHbLIX NpenapaTos U
K MHCTPYKUMM NO BETEPUHAPHOMY NMPUMEHEHMIO NIeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

24) NpYHATUE peLLEeHNI, ABMSIOWMXCS OCHOBAHUSIMW ANsi BKIOYEHUS AOMEHHBIX UMEH un (Mnn) ykasaTtenemn
CTpaHuL, canToB B WMH(OPMaLMOHHO-TENEKOMMYHMKALMOHHON ceTu "MIHTepHeT", a Takke ceTeBblX afgpecoB B
€AVHYI0 aBTOMAaTMU3MPOBaHHY0 WMHAOPMAaLMOHHYIO cucTtemy "EOWMHBIA peecTp LOOMEHHbIX WMEH, ykasaTeneun
CTpaHuy, canToB B  MH(OPMAUVNOHHO-TENEKOMMYHUKAUMOHHON ceTn  "WHTepHeT" UM ceTeBbIX afpecos,
No3BONALWNX UMAeHTUUUMpoBaTb CanTbl B MH(OPMaUMOHHO-TENEKOMMYHUKAUWMOHHOW ceTn  "MHTepHeT",
cogepxawme MHgopmaumo, pacnpocTpaHeHne kotopon B Poccuiickon ®epepauumn 3anpelyeHo”, B OTHOLLIEHWU
nHdopmaumm, cogepxallen npeanoxeHme o po3HUYHOW TOProBrie NeKapCTBEHHbIMM NpenapaTtamu, B TOM vucne
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

ANCTaHUMOHHBLIM CNOCOOOM, PO3HMYHAs TOProBMist KOTOPbIMW OrpaHMyYeHa WNu 3anpelleHa B COOTBETCTBUMU C
HacTosilmM deaepanbHbIM 3akOHOM, U (MnK) MHOPMaLMK, coaepXallen NpeanoxeHne 0 poO3HUYHOW TOProsre
nekapcTBeHHbIMW NpenapaTamu, B TOM YUcre AUCTaAHLMOHHLIM CMOCOOOM, NMuaMu, He MMEKLWUMU NIMLEH3NN U
paspeLLeHns Ha OCYLLECTBIEHME TAKON AeATENbHOCTW, ECINU NONy4YeHUE NULEH3UN U paspeLleHns NpeayCcMOTPeHo
3aKoHoOaTenbLCTBOM 06 oGpallleHUN NekapCcTBEeHHbIX CPeacTs;
(n. 24 B pen. PenepansHoro 3akoHa oT 03.04.2020 N 105-93)

25) Bblgava paspeleHun Ha BBOA4 B TpaxgaHCKMi 06OpPOT MMMYHOOMOMOrMYECKMX J1eKapCTBEHHbIX
npenaparTos.
(n. 25 BBeneH depepanbHbIM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTanTlntoc: npumedaHue.

C1. 5.1 pacnpocTpaHsieTcs Ha MNONIHOMOYMSI, KOTOpble He nepedaHbl Ans OCYLeCTBMEHUss opraHam
rocyaapCTBeHHoM Bnactu cybbektoB PP 1 opraHam MEeCTHOro camMoynpaBlieHWsi COOTBETCTBYHLLUMMU
denepanbHbiMu 3akoHamu (P3 ot 13.07.2015 N 233-93).

Cratba 5.1. MNepepaua ocyulecTBNeHUs NOMHOMOYUN heaepanbHbIX OPraHOB WMCMOMHUTENILHOM
BrMactTM npu o6paleHnnM rneKapcTBeHHbIX CpPeACTB oOpraHaM MCMONHUTENbHOW BRacTu Cy6bLeKToB
Poccuickon ®egepaumm

(BBeaeHa depepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomoumns cbegepanbHbIX OPraHoB MCMONTHUTENBHOW BRacTy Npu obpalleHuMn NeKapCTBEHHbIX CPeacTs,
npeaycMoOTpeHHble HacToswmm denepanbHbiM 3aKOHOM, MOTYT nepedaBaTbCA AN OCYLLECTBNEHUS opraHam
ucnonHutensHonm Bnactu cybbektoB Poccuiickon Pegepaumm noctaHoBneHusimmn [paButensctBa Poccuimckom
depepaummn B nopagke, yctaHoeneHHoMm depepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 obuwimx
NpPUHLMNax opraHM3auuun 3akoHoaaTenbHbIX (MPeacTaBMTENbHbBIX) Y UCMOMHUTENBHBIX OPraHoB rocy4apCTBEHHOM
BnacTtu cybwektoB Poccuiickon deageparmmn”.

Cratbs 6. [lonHOMOuYMA OopraHoB UcnonHUTenbHoM BnacTu cybbekta Poccuiickon Pepepaunm npum
obpallueHnn nekapcTBEHHbIX CPeacTB

K nomHomoumsim opraHoB WCMOMHUTENbHOW BnacTn cybbekta Poccunckon Pepepauumn npu obpalleHum
neKapCTBEHHbIX CPEACTB OTHOCATCH:

1) paspaGoTka M peanusauus pervoHanbHbIX MNporpamMmm oGecneyeHust HaceneHus neKkapcTBeHHbIMU
npenapatamu;

2) ycTaHOBMeHWe npenenbHblX pa3MepoB OMTOBbIX HAAGaBOK M MpedeslbHbiX PasMepPoB PO3HUYHbIX
HanbaBok K haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbLIM NPOU3BOAUTENSAMU JIEKapCTBEHHbIX NpenapaTos, Ha
neKkapcTBEHHble MNpenapaTbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HeoBOXOAUMbIX M BaXXHEMLWUX NEeKapCTBEHHbIX
npenaparos;

3) ocyliecTBneHme permoHanbHOro rocyaapCTBEHHOro KOHTPONS 3a NPUMEHEHUEM LEeH Ha fekapCTBEHHbIe
npenapaTtbl, BKIIOYEHHbIE B MNepevYeHb XMU3HEHHO HeobXoAMMbIX W BaXHEMWMX NEeKapCTBEHHbIX MpenapaTos,
opraHusauuMsiMuM  OMNTOBOW  TOPrOBNW  NEKapCTBEHHbIMW  cCpedcTBamMu,  anTeYHbIMWU  OpraHusaumsmu,
WHOMBUAOYANbHLIMW  NPEeanpUHUMATENSaMK, WUMELWUMM  FIMUEH3NI0 Ha dapMaueBTUYECKyl0 OedTeNbHOCTb,
MEOULMHCKUMUW  OpraHmsaunsamu, UMeWwnMn  nNuueH3nio  Ha  dapmaueBTUYecKyo  OesaTenbHOCTb, M KX
obocobneHHbIMM  nogpasgeneHnamu  (ambynatopusmn, denbawepckuMm U - enballepcKo-akyLLepckuMm
NyHKTamu, LeHTpaMu (oTAeneHusiMn) oben BpavyebHOW (CEMEWHON) MPaKTUKK), PacnofioXeHHbIMU B CEIbCKMX
HaceneHHbIX NMyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsauunu;

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 27.12.2019 N 475-93)

4) NpuHATME pelleHns ob MCnonb3oBaHMM Ha TeppuTopum cybbekTa Poccuickon ®depepaumm Hapsagy ¢
peuenTaMy Ha neKkapcTBeHHble npenapaTbl, OMOPMIIEHHbIMM Ha OymaxHOM HocuTene, peuenToB Ha
nekapcTBeHHble npenapaTbl, ChopMUPOBaHHBLIX B (POPME INEKTPOHHbIX AOKYMEHTOB.

(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 29.07.2017 N 242-93)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Maea 3. FTOCYOJAPCTBEHHAA ®APMAKOINEA
CraTtbsa 7. PaspaGoTka u nusgaHme rocyaapcTseHHo papMmakoneu, pasMmelleHre AaHHbIX O Helt

1. Top rocygapcTBeHHOW dapMakoneen MNOHUMAEeTCss CBOA OOWWx apmakonemHbIx cTaten wu
dapmakonenHblx cTaTen.

2. PagpaboTtka obLimx dapmakonenHbix ctaten n dpapMakonenHblx ctaTer, B TOM vucne dapMakonenHbix
cTtaTer Ha papmakonerHble cTaHOapTHble obpasubl, W BKMOYEHWE WX B TOCYAapCTBEHHYH hapmakoneto
OCYLLECTBAOTCA B MOPsiAKe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM ddedepanbHbiM  OpraHoM  MCNOMHUTENBHON
BNacTu.

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

3. PaspaboTtka hapmakoneiHon ctaTbM Ha pedepeHTHbIA NeKapCTBEHHLIN npenapaT U BKIOYEHUE ee B
rocygapCTBEHHYIO hapMakonelo B TedeHne Cpoka AeNCTBUS 3almThl UCKMYUTENBHOMO Npasa, yaoCTOBEPEHHOIO
NaTeHTOM Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaT, OCYLECTBASITCA C cornacus ero pa3paboTyuka.

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

4. N'ocynapcTBeHHast chapmakornes usgaetcs YNOnHOMOYEHHbIM beaeparnbHbiM OpraHoOM UCMONHUTENbHON
BMNacTu 3a CYET CpefAcTB heaepanbHoOro OomKkeTa U NOANEXUT NepensaaHmsim He pexe YeMm oauH pa3 B NsSATb JeT,
B Mepuod Mexagy KOTOpbIMU M30alTcs NPUINOXEHUSA K rocyJapCTBEHHOW dhapmakonee, copepXxaiime obwime
drapmakonemnHble cTaTbM U (MNM) apMakonenHble CTaTbW, YTBEPXAEHHblE MOCMe U3gaHus UM nepevsgaHus
rocygapcTBeHHOM hapmakonen.

5. YNonHomoueHHbIn denepanbHbI  OpraH  MCMOSHWUTENbHOW  BMacTyM  pasMelwaeTr [[aHHble O
rocyaapCTBeHHOM hapMakonee u NPUNOXEHUsSX K HEeM Ha CBOEM oduumanbHOM cante B ceTu "NHTepHeT" B
YCTaHOBIEHHOM UM NOpSAAKe.

Mnaea 4. IMLEH3UPOBAHUE NMPOU3BOOCTBA NEKAPCTBEHHbLIX CPEACTB
N ®APMALIEBTUYECKOWU OEATENBbHOCTU, FOCYOAPCTBEHHbLIA KOHTPONb
(HAQ3O0P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pea. ®epepansHoro 3akoHa ot 11.06.2021 N 170-03)

Cratbsa 8. JlMueHsuMpoBaHMe MNPOU3BOACTBA JIeKAPCTBEHHbLIX CpeacTB W dapmaueBTUYEeCKON
AeATeNbHOCTU

1. JlueHanpoBaHMe NpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M (hapMaLeBTUYECKON [OeATeNbHOCTU
OCYLLIECTBIISAETCA B COOTBETCTBUN C 3aKOHOAATENbLCTBOM Poccuiickon Peaepavmu.

2. O6Gsa3aTenbHbIM ycnosmemMm npenoctaBfieHNAaA InUUeH3nMnM Ha Npou3BOACTBO JieKapCTBEHHbIX Cpencts
ABMAETCA MPUNoOXeHne K 3adBIeHU0 Ccouckatena InnueH3nn nepedvHa neKapCTBEeHHbIX (*)OpM n (MJ'IM) BMOOB
(bapMaLl,eBTVl‘-IeCKVIX Cy6CTaHL|,l/|IZ, KOTOpble NpOon3BOONTENb JIEKAPCTBEHHbLIX CpeACTB HaMepeH Npon3BonUTb.

3. B cnyvyae HeobGXxoAMMOCTU pacLUMPEeHUss MPOWM3BOACTBA JIEKapCTBEHHbIX CPeACTB 3a CYET HOBbIX
neKkapcTBeHHbIX hOPM 1 BUAOB (hapMaLeBTUHECKNX CyBCTaHLMn Npom3BoANTENb NEKAPCTBEHHBLIX CPEACTB AOIIKEH
nogaTtb B MNUUEH3VPYIOLUNA OpraH 3asiBfieHMe O BHECEHMU M3MEHEHUMW B peecTp NULEH3UW Ha Mpou3BOACTBO
nekapCTBEHHbIX CPeACTB.

(B pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 11.06.2021 N 170-93)

4. JlnueHans Ha nNPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB (dapmaueBTnyeckonm cybcTtaHuum cnmpTa
3TUNOBOrO (3TaHoMa) BblAAETCS MPU YCINOBUM HanMuus y opraHmM3auum Ha npaBe COOCTBEHHOCTU, XO3ANCTBEHHOMO
BEOEHUS MNN OMepaTMBHOIO YMpaBMEHUS OCHOBHOIO TEXHOMOrM4eckoro obopydoBaHWA ANis Mpou3BoAcTBa
3TUMOBOrO CNupTa, 3aperncTpMpoBaHHOIO B COOTBETCTBMM cO cTaTben 14.1 depgepanbHOro 3akoHa OT 22 Hosiopsi
1995 roga N 171-®3 "O rocynapCTBEHHOM perynvpoBaHMM MNpouM3BOACTBA M 0DOOpoTa 3TUMOBOrO CNMPTA,
arnkorofibHOM M CcnupToCcoAepXallen npoaykuum u ob orpaHuyeHnn notpebneHuss (pacnuTusl) ankorosibHowm
npogykumn”.

(4acTb 4 BBegeHa deaepanbHbiM 3akoOHOM OT 27.12.2019 N 481-93)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Ctatba 8.1. OcCOGEHHOCTM JfULEH3MPOBaHUA MNPOU3BOACTBA JIeKAPCTBEHHbIX CpeAacTB
(dpapmaueBTUHECKOW CyGCTaHLMU cNMpTa 3TUIIOBOrO (3TaHonNa)
(BBeaeHa denepanbHbIM 3akOHOM OT 27.12.2019 N 481-03)

1. encrTeme NULEH3NN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (hapMaLeBTUYECKON cyOCcTaHumMn cnvpTa
3TMNOBOro (3TaHona) NpuocTaHaBNMBaEeTCs B YacTuM MpaBa Ha NPOM3BOACTBO hapMaLeBTMYECKON cybcTtaHumm
crnvpTa 3TUMNOBOTO (3TaHona) NMLUEH3UPYIOLWLMM OpraHoM B Criyyasix, onpegeneHHbix cratben 20 PenepansHoro
3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3npoBaHMM OTAENbHbIX BUOOB AEATENBHOCTM", @ TakKe Ha CPOK
NMPUOCTAHOBMNEHUST  OEWCTBMSA  FNULEH3MM Ha  MPOWM3BOACTBO  3TWUMOBOTO  cCnNMpTa Ans  Npou3BoAcTBa
dapmaueBTMYECKON CyOCTaHUMKM cnupta 3TUMOBOMO (3TaHora), BblAaHHOW B cooTBeTcTBUM € DepeparnbHbIM
3aKOHOM OT 22 Hos6pa 1995 roga N 171-03 "O rocymapCTBEHHOM perynvpoBaHuM Npou3BoacTBa U obopoTa
3TMNOBOrO CNMpTa, ankororibHOM U cnupTocodepXalen npoaykuum n o6 orpaHudeHun notpebneHus (pacnutms)
ankoronbHOM npogykuun".

2. [lencteme NULLEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHBLIX CPEACTB (hapmaLeBTUYECKON CyOCcTaHumMn cnvpTa
3TMNOBOro (3TaHoma) B 4acTu npaBa Ha MPOU3BOACTBO (hapMaueBTUYECKOW cyOCTaHuumM cnupta STUIIOBOrO
(aTaHONa) npekpallaeTca NMUEH3MPYHIOLWMM OpraHoM B Criydasix, onpefeneHHbix crtatben 20 PepepanbHOro
3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHMM OTAENbHbLIX BUAOB AeATENbHOCTM", a Takke C gaThbl
npekpaLeHns UnNn aHHyNMpOBaHWa OENCTBUS NULEH3UM Ha NMPOM3BOACTBO 3TMITOBOrO CnvpTa ANnd Npou3BoacTBa
dapmaueBTMYECKON CyOCTaHUMKM cnupTa 3TUMOBOrO (3TaHora), BblAaHHOW B cooTBeTcTBUM € DepeparnbHbIM
3aKOHOM OT 22 Hos6pa 1995 roga N 171-03 "O rocymapCTBEHHOM perynvpoBaHuM Npom3BoactBa U obopoTa
3TMNOBOrO CNMpTa, ankororibHOM U cnupTocodepXalen npoaykuum n o6 orpaHudeHun notpebneHus (pacnutms)
ankoronbHOM npogykKuun".

KoHcynbTanTlntoc: npumedaHue.
CT. 8.2 Ha TeppuTopusx [oHeukon HapogHon Pecnybnukn, JlyraHckon HapogHon Pecny6nukn, 3anopoxckom
obnactu, XepcoHckorn obnactu npumeHsietcs ¢ 01.09.2024 (®3 ot 04.08.2023 N 428-03).

Ctatba 8.2. OcCOGeHHOCTM nuUeH3MpoBaHMA apmaueBTUYECKON [OeATeNbHOCTM B 4acTu
OCYLLEeCTBIIEHUSA ONTOBON TOProBnM JieKapCTBEHHbIMU cpeAcTBaMu
(BBepgeHa depepanbHbiM 3akoHOM OT 04.08.2023 N 428-93)

1. OencTBue nuueH3ann Ha papMaLeBTUYECKYHO OESATENbHOCTb B YacTU OCYLLECTBIIEHNS ONTOBOW TOProBmnu
neKkapCcTBEHHbIMU CpPEeACTBaMW ANS MEeOMLMHCKOrO MpPYMEHEHMsT MpeKpallaeTcs MMUEH3VPYIOWNM OpraHoM B
cnyJvasix, onpegeneHHbix ctatben 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3npoBaHum
OTAenbHbIX BUAOB OEATENBHOCTM", @ TakKe MO PELUEHNIO NIMLLEH3UPYIOLLEro opraHa, NpMHATOMY B COOTBETCTBUU C
HacTosiLLen 4YacTbio. B crnydyae BbisIBNEHWst Npu ocyliecTereHun depeparnbHOro rocygapCTBEHHOrO KOHTpPOns
(Hag3opa) B cdepe obpalweHus neKkapCcTBEHHbIX CPeacTB HapyLleHUs OpraHu3auuen OnTOBOW TOProsnwu
nekapcTBeHHbIMU cpeacTBaMu TpeboBaHui Yacten 1 - 3 ctatbn 53 HacToswero PefepanbHOro 3akoHa AencTene
NNUEeH3nn Ha q)apmau,eBTquCKyro 0eATenbHOCTb B 4YaCTuU OCyLUeCTBIIeHUA onToBOM TOproe/nn neKapcTtBeHHbIMA
cpenctBaMy AN MeOULMHCKOrO MPUMEHEHMST NPUOCTaHaBNMBaETCs B Te4yeHue OecsiTu pabouymx OHEW CO OHS
BbISIBIEHNS1 yKa3aHHOro HapylwleHusi. [elAcTBME NUUEH3MM Ha ¢apMaueBTUYECKYID AeATENbHOCTb B 4acTu
OCYLLECTBIEHUS] OMNTOBOW TOPrOBMW  JIEKAPCTBEHHLIMKM  CpeacTBaMy  ANs  MEOUUMHCKOTO  MPUMEHEHUS
NPUYOCTaHaBNMBAETCS Ha CPOK, KOTOPbI onpefensaeTcs NMUEH3UPYIOLWUM OpraHoM (HO He MeHee YeM Ha OAuH
MecsLl), N0 UCTEYEHMM KOTOPOro AEWCTBUE AAHHOW NULLEH3NW MOASEXUT MPEKPALLEHMIO HA OCHOBAHWUU peLLEeHNs
NVLEH3MPYIOLLIEro OpraHa, 3a UCKMYEHMEM Cryyasi, YKa3aHHOro B YacTu 2 HAcTOsILEN CTaTbMm.

2. [lencTBue nNUuUeH3nn Ha hapMaueBTUYECKY0 AEATENbHOCTb B YAacTU OCYLLECTBMEHUS ONTOBOW TOProBruv
nekapcTBEHHbIMW CpeacTBaMy  Ans  MEAWMUMHCKOrO MNPUMEHEeHWs, AOeWCTBME KOTOPOW MPUOCTaAHOBEHO B
COOTBETCTBMM C YacTblo 1 HacToswewn cTaTbW, MOANEXUT BO30OOHOBMEHWIO B Cryyae, ecnu B nepuog
NPUOCTaAHOBNEHUS AENCTBUMSA OAHHOW NUUEH3MM B pamkax AocyaebHoro obxanoBaHus pelleHue KOHTPOSbHOro
(Hap3opHOro) opraHa B 4acTW BbISIBIEHHOrO HapylleHuss TpeGoBaHnun 4Yacten 1 - 3 cratbum 53 HacTosilero
dPepepanbHOro 3akoHa OTMeHeHo. B ykasaHHOM crnyvae [enctBue nuuUeH3Mn Ha dapmaueBTUYeCcKyto
AeATeNnbHOCTb B YacTW OCYLLECTBMEHUSA OMNTOBOWM TOProBMnWM NeKapCTBEHHbIMWU cpeacTBaMu AN MeAUMLUHCKOro
npMMeHeHns1 BO30OHOBMSETCA He no3gHee OAHOro paboyero AHA CO OHS OTMEeHbl peLUeHMs] KOHTPOSbHOro
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(Hapg3opHoro) opraHa.

Crtatbs 9. locyaapcTBeHHbIN KOHTPOIb (Haa3op) B cdepe o6palleHus nekapCTBeHHbIX CpeacTB
(B peq. ®epepansHoro 3akoHa ot 11.06.2021 N 170-®3)

1. F'ocyaapcTBEHHBIA KOHTPOMb (Hag3op) B cdepe obpalleHus nekapCTBEHHbIX CPEeACTB OCYLLECTBMASEeTCH
nocpeactBoM hbeaepanbHOro rocygapcTBEHHOro KOHTpons (Hagsopa) B cdpepe obpalleHusi neKapCTBEHHbIX
cpeactB 1 degepanbHOro rocyaapCTBEHHOrO  MMUEH3MOHHOMO KOHTPONA [AEeATerbHOCTU MO NPOW3BOACTBY
nekapcTBeHHbIX  CpeAcTB,  ocywlecTBnsaemblx  defepanbHbIMA - OpraHamuv  UCMNONHUTENbHOW — BracTwy,
ynonHomo4eHHbIMu MpaeutenscteoM Poccunckon ®enepaumn.

2. MpeameTom cheaepanbHOro rocy1apCcTBEHHOIO KOHTPONs (Hagsopa) B cdhepe obpalleHUst NekapcTBeHHbIX
CpeacTB ABMNAITCA:

1) cobntogeHne obs3aTenbHbIX TpeboBaHUn B cdhepe obpalleHnsi ekapCTBEHHbLIX CPEACTB, B TOM YKCTe:

a) TpeboBaHW K JOKIIMHUYECKMM MCCINEedOoBaHUAM NEKapCTBEHHbIX CPEACTB, KIMHUYECKMM MUCCredoBaHUAM
nNeKapcTBEHHbIX NpenapaTos, U3rOTOBMNEHMIO, XpaHEHUIO, NepeBo3ke, BBO3y B Poccuiickyio depepaunto, oTnycky,
peanusauun, nepefave, NpPOAAXe IJIEeKapCTBEHHbIX CPEACTB, TNPUMEHEHUID FEeKapCTBEHHbIX MpenapaTos,
YHUYTOXEHMWIO NEKAPCTBEHHLIX CPeACTB, YCTAaHOBIMNEHWIO MPOM3BOAUTENSIMU NEKAPCTBEHHLIX MPEnapaToB LeH Ha
NeKkapcTBEHHbIE Mpenaparthl, BKIOYEHHbIE B NMEPEYEHb KMU3HEHHO HEOBXOAUMbIX U BaXKHEMLLIMX NEKapCTBEHHbIX
npenaparos;

0) TpeboBaHWM K COOTBETCTBMIO JIEKAPCTBEHHbIX CPEACTB, HAXOOALWMXCA B OOpaleHun, nokasatensm
KayecTBa, 3(PPEeKTMBHOCTM U 6e30MacHOCTM, YCTAHOBIIEHHbIM B COOTBETCTBUM C Hactoswum PepepanbHbiM
3aKOHOM,;

B) TpeboBaHun Kk cobnofeHnio cybbekTamm obpalleHns nekapCTBEHHbIX CPEACTB, YKasaHHbIX B 4YacTtu 1
cTtatbu 67.1 HacTodwero degepanbHOro 3akoHa, OrpaHUYEHNin, Hanaraemblx ctatbsaMmn 67.1 n 67.2 HacTosiwero
depepanbHOro 3akoHa;

2) cobntogeHne NMUEH3NOHHbIX TpebOoBaHMI K OCYLLIECTBNEHUIO (hapMaLeBTUYECKON AeATENbHOCTY;
3) cobniogeHne TpeboBaHWM K NpedocTaBneHuMio CcybbekTamn obpalleHusi JeKapCTBEHHbLIX CpeacTs

WHopMaLMM 0 NeKapCTBEHHbIX CPeacTBax U (Mnn) nekapcTBEHHbIX Npenaparax, NnpegyCMoTpeHHOM cTaTbamu 9.1,
52.1 n 64 HacTosauwero ®enepanbHOro 3aKoHa;

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumnBaeT cuny (®3 ot 20.10.2022 N 405-93).

4) cobniogeHne npegycMoTpeHHbIX cTatben 55.1 Hactoswero depepanbHOro 3akoHa TpeboBaHUA K
NPOBEAEHUI0 3KCMEPUMEHTA MO OCYLLECTBMEHUIO PO3HWYHOW TOProBMAW fEKApCTBEHHbIMW MNpenapartamu ans
MeOULMHCKOTO MNPUMEHEHWs, OTNyCKaeMbiMW MO peuenTy Ha feKkapCTBEHHbIV npenapar, LUCTaHUMOHHbLIM
crnocobom.

(n. 4 BBegeH PeaepanbHbiM 3akoHoM OT 20.10.2022 N 405-93)

3. Mpu ocyuwectBneHun denepanbHOro rocygapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHust
nekapcTBEHHbIX CPEACTB MPOBOAATCA crefytoLime Buabl KOHTPOMbHbIX (HAA30PHbIX) MEPOMPUATUIA:

1) DOKyMeHTapHasi NpoBepKa;
2) Bble3gHasa NpoBepKa;
3) BbIOOPOYHEIN KOHTPOSb KA4YeCTBa;

4) KOHTPONbHAasA 3aKymnKa;
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5) MHCNEKUNOHHBIN BUSHAT;

6) HabmogeHne 3a cobnogeHvem  obsA3aTenbHbIX  TpeboBaHWM  (MOHUTOPWHT  ©e3onacHoCTH)
(dbapmakoHagsop).

4. OpraHuszauusa n ocyuiecterieHne egepanbHOro rocygapCTBEHHONO KOHTponsa (Haasopa) B cdepe
obpalleHns nekapcTBEHHbIX cpeacTs perynupytoTea ®egepanbHbiM 3akoHoMm oT 31 uonsa 2020 roga N 248-93 "O
rocyaapCTBeHHOM KOHTpone (Haa3ope) u MyHuumnansHOM KoHTpone B Poccuickon ®enepaummn”.

5. BHennaHoBbI BbIGOPOYHbIA KOHTPOMNb KayecTBa MPOBOAMTCS B TOM YMCie Ha OCHOBaHWUM MporpamMmbl
NMPOBEPOK.

6. MNnaHoBbIN BbIBOPOYHBIN KOHTPOMb Ka4YecTBa He NPOBOAUTCS.

7. Tlo pesynbTatam BbIOOPOYHOINO KOHTPOSSA KayecTBa Hapsify C pelleHusiMU, NpedyCMOTPEHHbLIMU
®epepanbHbiM 3akoHoM oT 31 umona 2020 roga N 248-®3 "O rocypapCTBEHHOM KOHTpone (Hagsope) u
MyHUUMNanbHOM KoHTpone B Poccuiickon ®depepaumn”, depepanbHbIMU OpraHamMu MCMOSTHUTENbLHOW BMacTy,
YMOMTHOMOYEHHbLIMUN Ha OCYLLECTBIIEHNE BbIOOPOYHOrO KOHTPOMS Ka4yecTBa, MPUHUMAIOTCS CreayoLne peLleHns:

1) 0 manbHenweMm rpaxgaHckom obopoTe cepun, NapTUM COOTBETCTBYIOLLIErO NEKapCTBEHHOrO cpeacTea B
Cnydyae noarBepXxAaeHuda no pesynbTataM npoBeAeHHbIX MCMNbITAaHWUA COOTBETCTBUSA Ka4vecTBa leKapCTBEeHHOro
CpeacTBa YCTaHOBIEHHbIM TpeboBaHUAM;

2) 06 U3bATUM U3 rpaxkaaHckoro obopoTa cepun, NapTMM COOTBETCTBYIOLLETO NEKAapCTBEHHOIO CpeacTea B
Criyyae BblIsSIBNIEHMSI MO pe3yribTaTam MNpPOBEAEHHbIX WCMbITaHUA HECOOTBETCTBUS KauyecTBa JIEKaPCTBEHHOTO
CpeacTBa yCTaHOBIIEHHbIM TpeboBaHMSM;

3) 0 nepeBoAe NekapCTBEHHOIO CPEACTBa Ha NOCEPUNHBLINA BbIBOPOYHBLIN KOHTPOSb KayeCcTBa NekapCTBEHHbIX
CpeacTB B Criydae NMOBTOPHOrO BbISIBNIEHWUS HECOOTBETCTBUSA KayeCTBa feKapCTBEHHOrO CPeacTBa YCTAHOBEHHbLIM
TpeboBaHuAM u (Npy HeobxoaumocTu) O npoBepke cybbekTa oOpalleHusi nekapcTBeHHbIX cpeAcTB. Pacxoabl,
CBSi3aHHble C MpoBedeHMEeM MOCEPUMHOIO  BbIOGOPOYHOTO  KOHTPOMS, OMMa4YMBalOTCA  Npou3BoaMTENEM
neKkapcTBEHHOro cpeactea nubo gepxatenem MW BNagenbLeM  perucTpauuoHHOro  y4OCTOBepeHus
neKkapCcTBEHHOro npenapaTa.

8. ®depepanbHbii  TOCYOAPCTBEHHBIA  JIMLEH3MOHHBbIN  KOHTPOSb  OEeATENbHOCTU MO MPOM3BOACTBY
NeKapCcTBEHHbIX CPEACTB OCYLLECTBNSAETCS B COOTBETCTBMM C 3akoHoAaTenscTBoM Poccunckon denepaumn.

Cratbs 9.1. Mporpamma npoBepok
(BBeaeHa depepanbHbIM 3akoHOM OT 11.06.2021 N 170-03)

1. B uenax opraHu3auuMu BbIGOPOYHOrO KOHTPONA KadecTBa IeKapCTBEHHbIX CPeAcTB dhopMupyeTcst
nporpaMmma npoBepoK.

2. ina uenen peanu3auuy NporpaMmmbl MPOBEPOK NPOM3BOANTENN NEKAPCTBEHHbLIX CPEACTB M OpraHusaumm,
OCYLLeCTBISAOLME BBO3 feKapCTBEHHbIX cpeAcTB B Poccuiickyio ®Pepepauunto, NPeaocTaBnsaloT B OTHOLLEHUU
nekapCTBEHHbIX CpeACcTB Ans  MEeAMUUHCKOrO MNPUMEHEHUss B YMNOMHOMOYEHHbIN  dedepanbHbIi - opraH
WCMOMHUTENbHOW BNacTW, OCYLLECTBASIOWNA (DYHKUMM NO KOHTPOMNIO U Hag3opy B cdepe 34paBOOXpaHeHus, B
OTHOLLUEHUWN NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro NpMMEHeHUs B YNOMHOMOYEHHbIN dheaepanbHbii opraH
WCMOMHUTENbHOW BRacTh, OCYLLECTBMAAOWMN (YHKUMM MO KOHTPOMK W Hag3opy B cdepe obpalweHus
nekapCTBEHHbIX CPEeACTB ANS BETEPUHAPHOIO MNPUMEHEHWUsl, CBEAEHUS O Cepusix, NapTUsAX neKapCTBEHHbIX
CpeacTB, nocTynawwux B rpaxaaHckum obopoT B Poccuiickon depepaumn, B nopsigke, coctaBe U obbeme,
YCTaHOBIEHHbIX YKa3aHHbIMWU heaepanbHbiMU OpraHamMu UCTMOMHUTENBHOW BNacTh B OTHOLIEHUU NeKapCTBEHHbIX
CcpeacTtB ANns MeOWLMHCKOTO MNPUMMEHEHUss U B OTHOLLUEHWW JleKapCTBEHHbIX CPeacTB Ans BeTepuHapHOro
NPUMEHEHNS COOTBETCTBEHHO.

3. Tporpamma npoBepok copmupyeTca Ha kKaneHgapHbim rogq B cpok pgo 30 pekabpsa roga,
npeaLwecTBYIOLLErO rogy NpoBeaeHUs BoiIGOPOYHOro KOHTPOIS.
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4. B cny4yae HacTynneHus cobbITUiA, yKkasaHHbIX B noanyHkTax "6" n "B" nyHkTa 2 yacTtv 6 HacTosiLLen cTaTbu,
degeparnbHbIM OpraHoM UCMOSNTHUTENBHOM BlacTU, OCYLLECTBIIAIOWMM OYHKLUM MO KOHTPOSIO U Haa3opy B cdepe
30paBoOXpaHeHns, degepanbHbIM OpraHoM UCMONMHUTENBbHON BMACTU, OCYLUECTBAOWUM PYHKLMN MO KOHTPOM0
W Haasopy B cdpepe obpalleHus nekapCcTBEHHbIX CpeaCTB ANs BETEPUHAPHOro NpUMeHeHus, Npy HeobxoamMmocTu
BHOCSITCH COOTBETCTBYHOLUME N3MEHEHNS B MPOrpamMmmy npoBEpOK.

5. B nporpammy npoBEPOK MOryT BKHOYATLCH MEPONPUATUS C YY4ETOM HapyLUEHWN, BbiIBMEHHbIX B paMKax
KOHTPOMbHbIX (HAA30PHbIX) MEPONPUATUIA 3a NpedblayL i KaneHgapHbIvi rog,.

6. Nporpamma NPoBEPOK COAEPKNT:

1) nepeveHb meKapCTBEHHbLIX CpPeAcTB, OTOOp 06pas3uoB KOTOPbIX OyAeT OCyLecTBNATbCS B paMKax
BbIBOPOYHOrO KOHTPONS, POPMUPYEMBINA C YHETOM pe3ynbTaToB rocyAapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpallieHns nekapCTBEHHbIX CPEACTB 3a KaneHOapHbl rod, NpeaLwecTBYWMIA rogy npoBedeHuss BbIGOpoYHOro
KOHTPONS;

2) YKa3aHune Ha cobbiTue, HacTynneHne KOToporo ABnAeTCA OCHOBaHMEM O5A OCyLeCTBIIEHUA Bbl60p0‘-IHOr0
KOHTPOIA:

a) nony4yeHve cBedeHun, NpeacTaBnsemMbiX B COCTaBe U obbeme, yCTaHOBMNEHHbIX doeaeparnbHbiM OpraHoM
WCMOMHUTENBbHOW BNacTW, OCYLECTBAAIOWMM (DYHKLMM MO KOHTPOMO M Hag3opy B cdepe 34paBOOXPaHEHUS,
denepanbHbiM OpraHoOM UCMOSNTHUTENBHOM BACTU, OCYLLECTBISIOWMM (OYHKLMM MO KOHTPOSIO 1 Haa3opy B cdepe
obpalleHnst NeKkapCTBEHHbLIX CPEACTB ANsl BETEPUMHAPHOro NPUMEHEHWUs, O Cepusix, NapTUsiX NeKapCTBEHHbIX
CpeAcTB, NMOCTyNawLWKnX B rpaxaaHckui o6opoT B Poccunckon denepaummn, ykasaHHbIX B MyHKTe 1 HacToswen
YyacTu, opraHnsaumnsiMn, oCcyLLEeCTBISIOWNMU NPOU3BOACTBO NleKapCTBEHHbIX cpeacTB B Poccunckon depgepaumm m
BBO3 leKapCTBEHHbIX cpeacTB B Poccuiickyto depepaumio;

6) nonyyeHve NocTynaroLLlen B nopsgke, YCTaHOBMEHHOM cTaTbeln 64 HacTtoswero ®egepanbHOro 3akoHa,
nHOopMauMn O MNOBOYHbIX AEWCTBUAX, HEeXenaTenbHbIX PpeakuusiX, CepbesHblX HexenaTerbHbIX peakuusx,
HenpeaBuAEHHbIX HeXenaTenbHbIX peakumsax npu NpUMMeHeHUn fekapCcTBEHHbIX NpenapaTos, 06 MHAMBMAYanbHON
HenepeHoOCUMOoCTH, OTCYTCTBUM 3PPEKTUBHOCTM NEKapCTBEHHbIX MpenapaToB, a Tawkwke 06 uHbIX daktax u
obcTosATeNbCTBaxX, NPEACTaBNALWMNX YIPO3Yy XU3HWU UMK 300POBbI0 YenoBeka SiMbo XMBOTHOMO MpU NPUMeEHEHUn
nekapCTBEHHbIX MpenapaToB U BbISBMEHHbIX Ha BcCeX dTanax obpalleHus nekapCTBEHHbIX MpenapaToB B
Poccuiickon ®egepaunn 1 gpyrunx rocygapcraax;

B) nonyyeHme B cooTBeTcTBUM C DepepanbHbiM 3akoHoM oT 31 uona 2020 roga N 248-03 "O
rocygapCTBEHHOM KOHTpone (Hag3ope) M MyHuMuunanbHOM KoHTpone B Poccuiickon depepaumn” cBefeHUn o
NpUYMHEHUY Bpeda unm ob yrpo3e NPUYUHEHUS BPeAaA XWU3HW, 300POBbIO rPaXaaH UM XUBOTHbIX.

Cratba 9.2. TocypapCTBEeHHbIA KOHTPONb (HaA3op) 3a peanusauMen opraHamMuM WCNONHUTENbHOMN
Brnactu cybbekTtoB Poccuinickon ®epepaumm nonHoMounn B ccepe obpalieHusi nekapCcTBeHHbIX CPeAcTB
AN MeAULMHCKOro NpuMeHeHus

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

1. F'ocyaapcTBEeHHbIM KOHTPOMb (Hag3op) 3a peanu3auven opraHaMmu UCMOMHUTENbHON BRacTu CyObekToB
Poccuiickon ®epepauun nonHomounin B cdepe obpalleHus nekapCTBeHHbIX cpeacTB Ans MeauuUHCKOro
NPUMEHEHUS1  OCYLLECTBNSAETCA  YnornHomMouveHHblM  [lpaButensctBom Poccuiickon ®depepaumm  opraHom
UCMNOMHUTENBHOW BNacTu.

2. NpeameToM rocyaapCTBEHHOrO KOHTposis (Hag3opa) 3a peanvsaunernt opraHaMy UCMOSTHUTENbHON BriacTu
cybbvektoB Poccwuiickorn degepaumm nofHOMouYMM B cdpepe oOpalleHnss NeKapCTBEHHbIX CPeAcTB  Anist
MeOULMHCKOTO MPUMEHeHMs ABnseTcs cobnogeHne YMNOoNHOMOYEHHBIMW OpraHaMmy WUCMOMHUTENbHOW BRacTu
cybvektoB Poccunckon Pepepaumm MeTOOMKM YCTaAHOBMNEHMS MpedernbHbiX pa3mMepoB ONTOBbIX HagbaBoOK
npeaeribHbIX pa3smepoB PO3HNYHbIX Ha,q6aBOK K CbaKTI/ILIeCKI/IM OTMNYCKHbIM LeHaMm, YCTaHOBJIEHHbIM
npon3sBoauUTENAMMN JNEKapCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBEeHHble npenapaTtbl, BKIO4YEHHble B MNepedvyeHb
XXNU3HEeHHO HeO6XOﬂI/IMbIX M BaXKHENLLMX NeKapCTBEHHbIX npenapartos.

3. Mpu ocyllecTBNeHUM rocydapCTBEHHOrO KOHTpona (Hadsopa) 3a peanusauvert  opraHamu
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

ncnonHuTenbHoM BnacTn cybbektoB Poccuiickon Pefepaumm nonHoMoumin B cepe obpalleHns NekapCTBEHHbIX
CpeacTB Anst MeAULIMHCKOrO NpUMEHEHNs NPOBOAATCA cneayoLline Buabl MEPONPUATUIA:

1) AOKYMeHTapHble NPOBEPKMY;
2) Bble3gHble NPOBEPKMU.

4. OpraHu3aums n OCyLLeCTBIIEHWE TOCYLApCTBEHHOrO KOHTpons (Hagsopa) 3a peanusaumen opraHamu
ucnonHuTensHon BnacTn cybbektoB Poccuiickon Pefepaumm nonHomMo4umn B cdepe obpalleHns NekapCTBEHHbIX
CPeACTB Ansi MegULNHCKOro NpuMeHeHnst perynupytotess PepeparnbHbiM 3aKkoHOM OT 6 okTabpst 1999 roga N 184-
@3 "O6 obwmx NpuHUMNax opraHv3auuv 3akoHoAaTemnbHbIX (MpeacTaBUTENbHBIX) U UCMOMHUTENbHBIX OpraHoB
rocyaapCcTBeHHoM BnacTu cybbektoB Poccuiickon depepaummn”.

5. MNonoxeHne o rocygapCTBEHHOM KOHTpomne (Hag3ope) 3a peanusauuen opraHamu WCMOSNHUTENbHON
Bnactu cybwbektoB Poccuiickon depepauumm nonHoMoumi B cdepe obpalleHuss NekapCTBEHHbIX CPeacTB Ans
MeaWLMHCKOro npuMeHeHus yTeepxaaetca NpasutensctBoM Poccuitckon deaepaumm.

Ctatbs 9.3. PermoHanbHbI rocyfapCTBEeHHbIA KOHTpPONb (HaA3op) 3a NpUMEHeHUeM LeH Ha
neKapcTBeHHble npenapaTtbl, BK/IO4YEHHble B Mepe4YyeHb XKU3HEHHO HeoOXOOUMbLIX W BaKHEMLIUX
nexKapcTBeHHbIX NpenapaTroB

(BBegeHa depepanbHbiM 3akoHoM oT 11.06.2021 N 170-$3)

1. PervoHamnbHbI rOCYAApCTBEHHbIN KOHTPOSb (Hag3op) 3a MPUMMEHEHMEM LEH Ha JleKapCTBEHHble
npenapartbl, BKMIOYEHHbIE B MEpevYeHb XMU3HEHHO HEeOOXOAMMBIX W BaXHEMLMX NEeKapCTBEHHbIX MpenapaTos,
OCYLLECTBNSAETCA OpraHoM WCMONMHUTENbHOM Bnactn cybbekta Poccunckon ®egepaumun, ynonHOMOYEHHbIM
BbICLUMM UCMOSNHUTENbHBLIM OPraHoM rocyAapCTBeHHOW BracTu cybbekta Poccunckon Pegepaumm.

2. TlpeaMeToM pervMoHarnbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) 3a NPUMEHEHMEM LEH Ha
nekapCcTBEHHbIE Mpenaparbl, BKIOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEMLUMX NeKapCTBEHHbIX
npenapaTtoB, SBRsieTca CcoOMaeHne opraHvM3aumMsiMM OMTOBOW TOProBNM JEKAPCTBEHHBIMW  CpeacTBamMu,
anTe4yHbIMM  OpPraHM3auusMu,  MHAMBUOYaNbHbIMU  MpPeanpUHUMATEnsMK,  UMELWUMW  FMUEH3MI0  Ha
dapmaLeBTMYECKYI0  OEeATeNbHOCTb,  MEOUUMHCKUMMW  OpraHv3aumsiMi,  UMEWUMKU  MWULEH3NI0  Ha
drapmaLeBTUYECKYI0 OeATENbHOCTb, U X 060cobneHHbIMKN nogpasaeneHnsamu (ambynatopusamun, enbawepckumm
1 hbenbaLepcKo-aKyLEepCKMMN NMyHKTaMK, LeHTpaMu (oTaeneHusammn) obuwen BpadebHon (CeMenHon) npakTuku),
pPacnonoXeHHbIMN B CENbCKUX HACENEHHbIX MYyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTevHble opraHv3auuu, npu
peanus3aumMy NnekapcTBeHHbIX npenapaToB TpeboBaHW K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbLIX He [OOMmKeH
npeBbIlWaTb CyMMYy (aKTU4ECKOM OTMNYCKHOM LEHbl, YCTAHOBMEHHOW MNPOU3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaToB, U KOTOpble HE NPEBbLILLAT 3apPErMCTPUPOBAHHLIX NPeAErbHbIX OTNYCKHBLIX LIeH, U pa3MepPOoB OMTOBbIX
HanbaBoK M (MnK) pasMepoB PO3HUYHbIX HAaAOaBOK, HE MPEBLILIAILMX COOTBETCTBEHHO Pa3MepPOB MNpeaernbHbIX
ONTOBbIX HagbaBok W (MNKM) pasmMepoB MpefesibHbIX PO3HWUYHLIX HaabaBoOK, YCTAHOBMEHHbLIX B CyObekTe
Poccuiickon ®epepauuu.

3. OpraHvzaumss ¥ OCYLUECTBIIEHWE PErMOHanbHOr0 rOCyAapCTBEHHOrO KOHTpons (Hagsopa) 3a
NPMMEHEHVEM LEH Ha feKapCTBEHHble npenapatbl, BKMOYEHHblE B MEpeYeHb XWU3HEHHO HeobXxoauMbIX U
Ba)XXKHEMLUMX NeKapCTBEHHbIX NpenapaTtoBs, perynupytotcs PepepanbHbiM 3akoHoM OT 31 umiona 2020 roga N 248-
@3 "O rocygapCTBEHHOM KOHTpOIie (Haa3ope) n MyHuuunanbHOM KOHTpone B Poccuickon denepaumn’.

4. llonoxeHne O pervoHanbHOM rOCyAapCTBEHHOM KOHTpone (Haas3ope) 3a MNpYMEHEeHMEM LieH Ha
nekapcTBeHHble npenapaTbl, BKIHOYEHHbIE B NepevYeHb XXM3HEHHO HEeOOXOAUMbLIX U BaXKHEWLUUX NeKapCTBEHHbIX
npenapaToB, YyTBEPXXOAeTCsA BbICLUMM MUCMOSTHATENBHLIM OpPraHOM rocy4apCTBEHHOW BNacTu cybbekTa Poccuickon
degepaumm.

Ctatba 9.4. ®PepgepanbHbll roCyAapCTBEHHbIW JIULEH3UOHHbIA KOHTPOSIb AeATeNIbHOCTM no
NPOU3BOACTBY NeKapCTBEeHHbIX CPeACcTB
(BBeaeHa depepanbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. ®depepanbHblii  FOCYAapCTBEHHbIA  JIMLUEH3VMOHHBIN  KOHTPOMb  AesATEeNIbHOCTM MO MPOU3BOACTBY
NeKapcTBEHHbIX  CPeACTB  ocyllecTBnseTcs  dedepanbHbiMM — opraHamu  WUCMONHUTENbHOW — BRacTH,
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

ynonHoMouyeHHbIMu [NpaButenscTBoM Poccuiickon deagepavmm.

2. ®epepanbHbIl  FOCYAApPCTBEHHbLIA  MULEH3NOHHBIA  KOHTPONb  OEATENbHOCTM MO NPOWM3BOACTBY
neKapCTBEHHbIX CPeACTB OCYLLECTBSETCA B COOTBETCTBMM ¢ PefepanbHbiM 3akoHoM OT 4 masa 2011 roga N 99-
®3 "O nnueH3MpoBaHMK OTAENbHbIX BUOOB gesTtenoHocTn" n ®egepanbHbiM 3akoHoM oT 31 utona 2020 roga N
248-d3 "O rocygapCcTBEHHOM KOHTpose (Hagsope) M MyHuuMnanbHOM KoHTporie B Poccunckon ®epepaunn”. B
pamkax dpeaepanbHOro rocyaapCTBEHHOIO  JIMLEH3MOHHOIO  KOHTPOMNsS OEeATENbHOCTM MO NPOU3BOACTBY
NEKapCTBEHHbIX CPEACTB MJflaHOBbIE KOHTPOMbHbIE (HAA30PHbIE) MEPONPUATUS He MPOBOAATCS, MpPU 3TOM
NPoOBOAMTCS MNEepUoOAMYECKOe MNOATBEPXKAEHWE COOTBETCTBUSA NULEH3MATOB JMLUEH3UOHHbIM TpeboBaHuAM B
cootBeTcTBUM ¢ PenepanbHbiM 3akoHOM OT 4 Masa 2011 roga N 99-03 "O nuueH3upoBaHMU OTAENbHbIX BUAOB
nesTenbHocTn".

Mnaea 5. PASPABOTKA, JOKNUHNYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbBIX CPELACTB, A TAKXXE KNMHNYECKUE UCCINTEQOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBEHHbIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BKMo4yaeT B cebsi MOMCK HOBbIX (hapMakofiorMyeckn akTUBHbIX
BELLEeCTB, nocriegyrollee M3ydyeHue KX JeKapCTBEHHbIX CBOWCTB, AOKINMHUMYECKME ucCrnedoBaHus, paspaboTky
TEXHOMOrMM Npons3BoacTBa hapMaueBTU4eCkMx cybcTaHuun, pa3paboTKy COCTABOB M TEXHOMOMMIA NMPOM3BOACTBA
neKkapcTBEHHbIX NMpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTku NEKAPCTBEHHBLIX CPEACTB OCYLLECTBMSETCS 3a CHET:
1) cpencte hegepansHoro 6rookeTa;
2) cpeacTB pa3paboTyMKOB feKapCTBEHHbIX CPEACTB;

3) cpencTe npowsso,quTeneVl NekapCTBEeHHbIX CpeacTB Npu BbINOJIHEHUN HAaYy4YHO-UCCe40BaTE IbCKUX pa60T
no orosopy mexay pa3p860T‘-IVIKOM JNIeKapCTBEHHbIX CpeacTB U Npon3BoanTeNneM fiekapCTtBeHHbIX CpeacTB;

4) VHbIX HEe 3anpeLLeHHbIX 3akoHodaTenbcTBoM Poccuickon ®egepanmm NCTOYHMKOB.

3. I'IpaBa paspa60TqMKa NeKapCTBEHHOIoO cpeacTBa OXPaAHAKTCA rpaXgaHCKUM 3aKoHOOAaTEeIbCTBOM.

Ctatbss 11. [oknuHM4YecKoe uccreQoBaHMe rieKapCTBEHHOro cpeAcTBa Ans  MeAULMHCKOro
npUMeHeHus

1. JoknMHu4yeckoe nccnegoBaHMe NeKapCTBEHHOro cpeactea Ans MeQULMHCKOIO MPUMEHEHUS] NPOBOOUTCS
nyTeM MPUMEHEHUS Hay4HbIX METOAOB OLIEHOK B LEeNndAx MofyyYyeHus goKasaTenbCTB 6e30macHOCTW, KavecTBa M
3(p(peKTUBHOCTN NEKAPCTBEHHOrO CpeacTBa.

2. [loknuHU4eckoe uccneaoBaHe NekapcTBEHHOro cpeacTBa AN MeauLMHCKOro NPUMEHeHUs NpoBoANTCS B
COOTBETCTBMM C MpaBuniaMuM Hagnexauwlen nabopaTopHON MpPaKTUKW, YTBEPXKAEHHLIMW  YNONHOMOYEHHbLIM
deneparnbHbIM OpraHoM UCMONHUTENBHON BNacTu.

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

3. [Ons opraHusauum u nNpoBeAeHWs OOKMMHWUYECKOro UCCneaoBaHUs fekapCTBEHHOro cpeacTsa Ans
MEOVLMHCKOrO  MPUMEHEHUs  pa3paboTyvMkum  NeKapCTBEHHbIX  CPEACTB  MOryT  MpuBReKkaTb  HayyHO-
uccriegoBaTenbCkue  opraHvsaumn, obpasoBaTenbHble OpraHv3auuyM  Bbicllero obpasoBaHus, uMMelowme
HeobXoAMMYD MaTepuanbHO-TEXHUYECKYD 6asy ¥ KkBanMdUUMPOBaHHbLIX CMeuuanncToB B COOTBETCTBYHOLLEWN
obnacTu nccnegosaHus.

(B pea. ®enepansHoro 3akoHa ot 02.07.2013 N 185-03)

4. [loknuHuyeckoe nccregosaHne JIeKapCTBEHHOro cpeacrtea Alid MeguumHCKOro npMMeHeHna npoBoanTCA
no ytBepXaeHHOMY pa3p860T‘-IVIKOM NIeKapCTBEHHOro cpeactBa nJjiaHy C€ BegeHunemM TMpoToKoJia 3TOoro
ncenenoBaHna U coctaBneHMeEM OT4eTa, B KOTOPOM CoAepKaTCA peldyJibTaTbl 3TOro0 nccreagoBaHna un 3akno4vyeHune

www.consultant.ru Crpannua 21 u3 123
HafeXHas npaBoBas NnogaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572BE67AE9050B9A80EAE6853B52C5D3444F5B58EB559CDE684AE6A8130a6p2I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572BF6CA39450B9A80EAE6853B52C5D3444F5B58EB559CDE684AE6A8130a6p2I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572BE67AE9050B9A80EAE6853B52C5D3444F5B58EB559CDE684AE6A8130a6p2I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572B86EAE9D59B9A80EAE6853B52C5D3444F5B58EB559CDE684AE6A8130a6p2I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6CAA9457B9A80EAE6853B52C5D3456F5ED82B458D2E781BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572BE6EAF9453B9A80EAE6853B52C5D3456F5ED82B459DBE386BB3CD076344A299AAEFBF7E6CE7A03aCp4I

®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

O BO3MOXHOCTU npoBeaeHnAaA KIMHUYECKOro uccnegoBaHnA JeKapCTBEHHOro npenaparta And MeauMunHCKOro
NpUMEeHeHnA.

5. MNpoBeneHve npoBepok cobnoAeHns NpaBun Hagnexallen nabopaTtopHOW NPakTUKM U NPaBOBbIX HOPM
MCMOMb30BaHUA XKMBOTHBIX MPU NPOBEAEHUN [OOKIMHUYECKMX WCCNeAOBaHW eKapCTBEHHbIX CPEeACTB Ans
MEAMLMHCKOrO MNPUMEHEHMS OCYLLECTBNSAETCA YMNONMHOMOYEHHbIM edepanbHbIM  OpraHoM  UCMOSNHUTENBHOM
BMacTu.

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

6. Pe3yJ'IbTaTbI AOKITMHNYEeCKOro nccneagoBaHna nekapCcTtBeHHOro cpeacrtea and MeanuynHCKoro npuMeHeHua
MoryT ObITb npencraBrieHbl B yI'IOJ'IHOMO‘-IeHHbIIZ cbep,epaanbll?l opraH NCMNONHNTENbHON BNacTu B YCTaHOBJIEHHOM
nopAaake B Uuendax rocyp,apCTBeHHon pernctpauunmn nekapcTtBeHHOro npenaparta.

Cratba 12. [JOKNMMHW4YECKOE WCCIiefOBaHME JIeKapCTBEHHOro cpeacTBa WM KIMHU4YecKoe
uccnegoBaHue NieKapCTBEHHOro npenaparta Ansa BeTepuHapHOro NpuMeHeHust

1. [loknnHu4yeckoe uccriegoBaHne NekapcTBEHHOTO CPeacTBa A BETEPUHAPHOIO NpUMeHeHWs MPOBOAUTCS
nyTeM MPUMEHEHNST Hay4YHbIX METO[OB OLIEHOK B LieisiX MONyYeHust JokasaTenbcTB 6e3onacHocTu, kadecTBa U
3abPEKTMBHOCTY NEKapCTBEHHOro CpeAcTBa, B TOM YMUClie OnpederieHnsi CpoKka ero BbiBEAeHMs U3 opraHuama
XMBOTHOrO, B Lenax obecnevyeHnss Ge3onacHOCTM NPOAYKLUMU XMBOTHOMO MPOUCXOXAEHMS Mocne MpUMeHeHUs
COOTBETCTBYIOLLErO JIEKAapCTBEHHOrO Npenapara.

2. [oknuHuMyeckoe WccrefoBaHWEe JIeKapCTBEHHOrO CPeAcTBa WM KNMHMYECKoe — MccriefoBaHue
neKkapcTBEHHOro Mpenaparta Afs BeTepuHapHOro NpUMEHEHUs!, UccrieqoBaHne GUO3KBUBANEHTHOCTM YKasaHHOMo
NeKkapcTBEHHOro npenapaTta MpoBOAATCA B COOTBETCTBMW C MpaBUniaMu, YTBEPKAEHHbIMU YMNOSTHOMOYEHHbLIM
dheneparnbHbIM OPraHoOM UCMONHUTENBHOW BIACTU.

3. [oknuHuyeckoe unccnenoBaHue J1eKapCTBeHHOro cpenctea n KNMnMHNn4yeckoe nccnegoBaHune
NNeKkapCTBEeHHOro npenaparta gnda BeTepuHapHOro npuMeHeHmnAa npoBoAATCA MO YyTBEPXAEHHOMY pa3pa6OTLII/IKOM
NekapCTBeHHOro cpeacrtBa nnaHy C BeaeHMeM NpPOTOKONIOB 3TUX nccrnegoBaHnin U cocTaBNEHMEM OTYETOB, B
KOTOPbIX coAepXKaTca pe3yrbTatbl 3TUX nccnegoBaHun.

4. Ons opraHusauumM W NpOBEAeHUs [OKIIMHWYECKOro WCCreAoBaHusl JlekapCTBEHHOTO cpeacTea W
KMMHUYECKOrO UCCIIe4OBaHUA J1eKapCTBEHHOro rpenapata [Ans BeTepvHapHOro MpuUMeHeHus paspaboTynk
NeKapCTBEHHOrO CpeacTBa MOXET TNpuWBMEKaTb OpraHuMsauuv, uMetolme HeobxoauMylo maTtepuanbHo-
TEeXHUYeCKyto 6asy 1 KBannMpULMPOBaHHbIX CMeLManMcToB B COOTBETCTBYIOLLE 0brnacTv nccneaoBaHus.

5. KnuHnyeckne nccnepnoBaHums NeKapCTBEHHbIX npenapartoB Alld BeTEPUHAPHOIro npMMeHeHna npoBoaATCcA
B BETEPUHAPHbIX OpraHn3aumnax n B opraHn3aumnax, oCyecTBnAWNX pa3BedeHne, BbipalluBaHne n cogepxaHune
XUMBOTHBbIX, B Lenax:

1) yCTaHOBMEHWsI NEePEeHOCMMOCTY NEKAPCTBEHHBIX NpernapaToB 300POBLIMU XKUBOTHLIMY;

2) nop,6opa onTuMarbHbIX OO3UPOBOK JIEKAPCTBEHHbLIX NpenapaToB U Kypca lie4eHnd Ha KOHerTHOI7I rpynne
XUMBOTHbIX C onpeaeneHHbiM 3aboneBaHvem;

3) yctaHoBneHus 6e3onacHocTM U 3MEKTUBHOCTU JIEKaPCTBEHHOrO Mpenapara, npeaHas3Ha4YeHHoro Ass
neyeHnst ornpeperneHHbiX 3aboneBaHuii KUBOTHbIX, WU 3(MEKTUBHOCTU IEeKapCTBEHHOrO npenapaTa Ans
NPOgUIaKTKM 3ab0neBaHNnii 300POBbIX KUBOTHbIX;

4) n3y4vyeHus BO3MOXHOCTEN pacwunpeHuna nokasaHun K NMPUMEHEHUID 3aperncTpmpoBaHHOro fekapcTtBeHHOro
npenapara " BbiABrNeHNA paHee HeN3BECTHbIX NoBOYHbIX AENCTBUN.

6. KnuHuMyeckoe uccredoBaHWe NeKaApCTBEHHOro npenapaTa [Ons  BeTepuHapPHOTO  MpUMEHEHNs
OCYLLECTBMAETCA 3a cYeT CPeAcTB paspaboTymka NekapCTBEHHOro CpeacTBa.

7. OtyeTbl O pe3ynbTatax OOKNMUMHUYECKOro uccrnenoBaHuA nekapCTBeHHOro cpeanctesa U KIMHUYECKOro
nccnenoBaHUAa nekapCTBeHHOro npenapata And BeTepuHapHOro npuMeHeHuA COCTaBAlTCA pa3pa60TLw||<0M
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NekapCTBeHHOro cpenctBa C y4YeTtoMm 3aKn4eHnmn OpFaHI/I3aLI,Ml71, NPpUHUMaBLWKNX Yy4vYactune B oOpraHu3aunun u
npoBegeHnn aTnx nccnegoBaHun.

8. KoHTponb 3a npoBefeHMeM OOKNMHUYECKUX WCCMEAOBaHWN JIEKapCTBEHHbIX CPEACTB M KITMHUYECKNX
nccrnegoBaHnn NekapCTBEHHbIX NpenapaToB Afs BETEPMHAPHOIO MPUMEHEHUS OCYLLECTBMASETCH YNONTHOMOYEHHbIM
deagepanbHbIM OPraHoM UCMOSTHUTENBHOM BracTu.

Masa 6. OCYWECTBINEHWE FOCYOAPCTBEHHOW PETMCTPALMA
JIEKAPCTBEHHbIX NMPEMAPATOB

Cratbsa 13. locypapcTBeHHasi permcrpauus nekapcTBeHHbIX nNpenapaToB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumedaHue.

HonyckaeTcsi NpUMEHeHNe B MEOULMHCKMX LIeNsX He 3aperncTpupoBaHHbiX B PP nekapCTBEHHbLIX NpenapaTos,
cofepXXalmx HapKoTUYEeCKMe CpeacTBa UMM MCUXOTPOMHbIE BELLECTBA, BBE3EHHbLIX B PO B COOTBETCTBMM C M.
3.1 cT1. 47 paHHoro gokymeHTa (n. 8 cT. 3 ®3 oT1 27.12.2019 N 475-03).

1. B Poccunckon denepaummn gornyckawTCa MNPOU3BOACTBO, U3rOTOBMEHUE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuinckyto depepaumio, BbiBO3 U3 Poccuinckon Pepepaumn, peknama, OTNAYCK, peanua3aums, nepefavda,
NPYMEHEHME, YHUYTOXEHUE JIEKapCTBEHHbIX MNPenapaTtoB, €CMM OHU 3aperncTpyMpoBaHbl COOTBETCTBYIOLLMM
YNOMHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMOMNHUTENBHOWN BracTu.

(vactb 1 B peg. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. [ocypapCTBEHHON perncTpaumm nognexar:
1) BCe nekapcTBeHHbIE Npenapartsbl, BNepBble noanexaline BBogy B obpatleHme B Poccuiickon ®enepauuu;

2) nekapcTBeHHble npenapaTthbl, 3aperMcTpUpoBaHHbIE paHee, HO NPou3BedeHHble B APYrMX NeKapCTBEHHbIX
dopmax B COOTBETCTBUM C NepedyHeM HaMMEHOBaHWU NeKapCTBEHHbIX OpPM, B HOBOW [A03MPOBKE MNpU
AoKasaTenbCTBe ee KNMHMUYECKON 3HaYMMOCTN U 3 PEKTUBHOCTU;

3) HOBble KOMOUHaLMK 3aperncTpmpoBaHHbIX paHee N1eKapCTBEHHbIX NnpenaparToB.

3. TlocypapcTBeHHas perucTpauusi JieKapCTBEHHbIX MpenapaTtoB OCYLLECTBISIETCH MO  pesynbTatam
3KCMEepTU3bl NEKAPCTBEHHBLIX CPEACTB, @ roCyAapCTBEHHAs perucTpaums opdaHHbIX ekapCTBEHHbIX npenapaTos
OCYLLECTBISIETCS MO pe3ynbTaTtaM 3KCMepTu3bl AOKYMEHTOB, NPeACTaBMeHHbIX Ans onpeaeneHns BO3MOXHOCTU
paccmaTtpvBaTb  JIeKapCTBEHHbI  Mpenapat Ans  MeOWUUHCKOTO  NMPUMEHEHUs MpU  OCYLLUEeCTBIEHUM
rocyoapCTBEHHOW peructpauumM B KadecTBe opdhaHHOro nekapcTBEHHOrO npenapaTta, M MO pesynbTaTtam
3KCMEepTU3bl NEeKapCTBEHHbLIX CPEACTB.

4. TocymapcTBeHHasi perucTpauusi JeKapCTBEHHOTO npenapaTta OCYLLECTBSIETCS COOTBETCTBYHOLUM
YMOSTHOMOY€EHHBIM befeparnbHbIM OpraHOM UCMONHUTENBHONW BACTU B CPOK, HE MPEBbILLAIOLWMIA CTa LEeCTUAECSTH
pabounx gHe Co AHS NPUHATUS COOTBETCTBYIOLLLENO 3asiBIIEHUS] O FOCY4apCTBEHHOW perncTpauum nekapcTBeHHOo
npenaparta. B ykasaHHbIi CPOK BKMOYaeTcs BpeMs, Heobxodumoe AN MOBTOPHOrO MPOBEAEHUst IKCNepTM3bl
neKkapcTBEHHOro cpeacTtsa B COOTBETCTBMM CO cTaTben 25 HacToswero degepanbHoro 3akoHa. Cpok
rocy4apCTBEHHON perucTpauuy nekapcTBEHHOro npenapata UCUYUCNSAETCA CO AHA MPUHATUA COOTBETCTBYIOLLIMM
YNOMHOMOYEHHbIM  dbedeparnbHbiM  OpPraHoM  WUCMOMHWUTENbHOM BNacT COOTBETCTBYIOLLEro 3asfBNeHus o
rocyaapcTBEHHOWN pernctpauum nekapcTBeHHOro npenapara ¢ NpunoXeHneM HeobXoaMMbIX JOKYMEHTOB Mo AeHb
Bblla4M PErMcTpaLMoHHOro YAoCTOBEPEHUs NeKapcTBEHHOro npenaparta. Bpems, HeoGxoaumoe Ansa HanpasfieHus
YNONMHOMOYEHHbIM dbedeparnbHbiM OpraHoM WCMOMHUTENbHOW BnacTu 3anpoca O MpeAcTaBrneHun HeoBXoaMMbIX
maTepuanoB 1 NpeacTaBleHns 3asBUTeNeM OTBETa Ha AaHHbIM 3anpoc B COOTBETCTBUM CO cTaTbaAMu 16, 19 n 23
HacTosiwero degepanbHOro 3akoHa, HE YYMTbIBAeTCA MpU WCYMUCIIEHUM CPOKa roCYydapCTBEHHOW peructpauum
nekapcTBEHHOro npenapara.

5. locynapcTBEHHOW perncTpaumm He noanexar:
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA nameHeHus (P3 ot 30.12.2021 N 463-P3).

1) NnekapcTBeHHble MpenapaTbl, U3rOTOBMNEHHbIe anTeYHbIMWU OpraHn3auusaMKn, BeTEPUHAPHLIMU anTeYHbIMU
opraHusauusMu, UHOMBMAOYaNbHLIMU MPeanpUHUMAaTENsSIMU, KOTOpble UMEKT NULIEH3NI0 Ha dapmaleBTUYecKyto
[AesTenbHOCTb, MO peuentaM Ha JekapcTBeHHble npenapaTtbl M TPeGoBaHWAM MEAMUMHCKUX OpraHusauui,
BETEPVHaPHbIX OpraHn3aumii;

2) nekapcTBeHHble npenapatbl, npuobpeTeHHble uM3nMdeckuMn nuuamm 3a npegenamm  Poccuiickon
depepaummn n NnpeaHasHavYeHHbIe 4518 IMYHOro UCNOSb30BaHUs;

3) NekapCTBeHHble npenapaTtbl, BBO3MMblE€ B POCCVIVICKle CDe,u,epau,mo Ansi okasaHust MEANLUMHCKOM NOMOLLM
N0 XU3HEHHbIM MOKa3aHUAM KOHKPEeTHOro naumeHta Ha OCHOBaHUW pa3pelleHnd, BblAaHHOIMo ynoJIHOMOYE€HHbIM
cbe,qepaanblm opraHom NCMOMHUTENBHOW BNacTK;

4) nekapCTBEHHble cpeacTBa, BBO3MMble B Poccuiickyto ®Pegepaumio Ha OCHOBaHMM  BblOAHHOMO
YNOSTHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMOSMIHUTENBHOM BRAcTU paspelleHus U npegHasHayvyeHHble And
NPOBEAEHUA KIMMHUYECKUX MWCCeNOBaHUA NEKapCTBEHHbIX MNpenapaTtoB WM (M) NpPoOBEAEHMST SKCMepTU3bl
nekapcTBEHHbIX CPEACTB AN OCYLLECTBNEHNSI rOCY4apCTBEHHON perncTpaunm nekapcTBEeHHbIX NpenapaTos;

5) dhapmaneBTMyeckme cybcTaHumy;

6) paavodapmaleBTUYECKMe neKapCTBeHHble npenapaTtbl, W3roTOBMEHHble HernocpeacTBEeHHO B
MEAMLMHCKMX OpraHu3auusix B MOpsiAKe, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM dpedepanbHbiM — OpraHoM
MCMNOMHUTENBHOW BRacTu;

7) NnekapcTBEHHbIE Npenapartbl, NPON3BoAMMbIE AN 3KCnopTa.
6. He gonyckaeTcsa rocygapCcTBeHHasa permctpaums:

1) nekapcTBeHHbIX npenapaTos, OTAMYAOLWMXCA APYr OT Apyra KavyeCTBEHHbIM COCTaBOM [ENCTBYIOLLMX
BeLLIeCTB, NoA, OANHAKOBbLIM TOProBbIM HAMMEHOBaHUEM,;

2) 0HOro NekapcTBEHHOrO NpenapaTta, NPeACTaBNEHHOrO Ha rocyJapCTBEHHYO PErNCTPaLMI0 B OTHOLLEHUN
OOHOrO M TOrO XXe AepXaTens Unu Bragenbla perucTpaLMoHHOro y0CTOBEPEHUS NIEKAPCTBEHHOrO npenapaTa B
BMAE ABYX 1 Gonee nekapCTBEHHbIX MPenapaToB Mo pasnnyHbIMU TOProBbIMY HAMMEHOBaHUSIMMU.

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

7. Mo 3anpocy (B aNeKkTpoHHON hopMe UM Ha BymMakHOM HocuTene) cybbekTa obpalleHnsl NeKapCTBEHHbIX
CpeactB  COOTBETCTBYIOLLMM  YMOJIHOMOYEHHBIM  befeparnbHbiM  OpraHoM — UCMOMHUTENBHOW  BriacTw,
OCYLLECTBIIAIOLLMM FrOCYAapCTBEHHYIO PErMCTPALMIO NIEKAPCTBEHHbIX NPENapaToB, B YCTAHOBIEHHOM UM MOpsiake
OCYLLECTBIISIETCA Hay4YHOE KOHCYMbTMPOBaHME MO BOMpOCaM, CBSI3aHHbLIM C MNPOBEAEHMEM  OOKITUHUYECKUX
nccneaoBaHUm, KNMHUYECKNX UCCNeaoBaHUiA NeKapCTBEHHbLIX NpenapaToB, 3KCNepTM3bl KayecTBa NlekapCTBEHHbIX
cpencTs, adeKkTMBHOCTM 1 6e30MacHOCTU, C OCYLLECTBIIEHNEM FOCY4AaPCTBEHHON PErnCTpauun NeKapCTBEHHbIX
npenapaToB. KOHCYNbTUPOBaHNE OCYLLLECTBNSETCS C NpuBriedeHneM eaepanbHbIX FOCy4apCTBEHHbIX OHoKETHBLIX
yYpexaeHun, NnoaBeAOMCTBEHHbLIX AaHHOMY dheaepanbHOMY opraHy UCMOMHUTENBHOW BNACcTU U HE y4acTBYHOLWUX B
opraHuMsaumMM MpOBEOEeHUs SKCNepTusbl KadecTBa JIEKAPCTBEHHbIX CPEACTB B LENSAX OCYLUECTBMEHUS WX
rocyapCTBEHHOW perncTpaumm B COOTBETCTBMM CO cTaTben 16 HacTosawero PefepanbHOro 3akoHa, B Buie oTeeTa
B MUCbMEHHON hopMe YNONHOMOYEHHOro dhefepanbHOro opraHa WCMNOMHUTENBHOW BNacTu Ha 3arnpoc. Pasmep
B3MMaeMOoW C 3asBUTENSA NNaThl ONpeaensaeTca B COOTBETCTBMM C 3akoHodaTenscTBoM Poccuickon ®egepaumm 06
opraHusauuM npegocTaBNeHns rocyaapCTBEHHbIX U MyHMUMNanbHbIX ycnyr. VIHpopmMauma o6 ocyliecTBneHuu
Hay4YHOro KOHCYINbTUPOBaHUA, B TOM 4Yucne cTaTbi, 0B30pbl, CNpaBoyHble MaTepuanbsl U MHasa MHgopmauns ob
OCYLLECTBMEHMN HAY4YHOro KOHCYNbTUPOBAHUS, pasMellaeTcsa Ha oduuManbHOM canTe  YNONHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENbHOWM BnactTu B ceTu "VIHTepHeT" c cobniogeHnem OorpaHu4yeHun,
YCTaHOBIEHHbIX 3aKOHO4ATENbCTBOM O MEPCOHANbHbLIX AAaHHbLIX, KOMMEPYECKON 1 (UNK) roCyaapCTBEHHOW TanHe.

8. locymapcTBeHHas perucTpaumst JiekapCTBEHHbIX NpenapaToB, KOTopble NpeaHasHayveHbl AN NPUMEHEeHUs

www.consultant.ru CrpaHnua 24 u3 123
HafeXHas npaBoBas NnogaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572B968AE9052B9A80EAE6853B52C5D3456F5ED82B458D3E58DBB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BD6EAD9250B9A80EAE6853B52C5D3456F5ED82B458D3E685BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07574B367AE9750B9A80EAE6853B52C5D3456F5ED82B458D3E78DBB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575B96DAA9755B9A80EAE6853B52C5D3456F5ED82B458D3E78DBB3CD076344A299AAEFBF7E6CE7A03aCp4I
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

B YCNOBUSIX BOEHHbIX [OENCTBUN, YPe3BblHAWMHbIX CUTyauun, MpeaynpexaeHus 4YpesBbldaHbIX CUTyaLui,
NpouNakTku 1 neyeHust 3aboneBaHWi, NPEACTaBMSAIOWMX ONACHOCTb NS OKpyXawwwmx, 3aboneBaHuin u
NMopaXxeHW, TMOMyYeHHbIX B pe3ynbTaTe BO3OENCTBUSA HEGMaronpusiTHbIX  XMMUYECKUX, OUONormyeckux,
pagvaumMoHHbIX (QaKTOpOB, W KoTopble pa3paboTaHbl B TOM 4ucre MO 3agaHuio  defdepanbHbiX OpraHoB
WCMNOSMHUTENBHOW BNacTW, YNONTHOMOYEHHbIX B 06r1acTu 0b60opoHbl CTpaHbl 1 6€30MacHOCTU rocy4apcTBa, a Takke
neKapCTBEHHbIX CPeACTB B Criyyae nx gedekTypbl UM pucka BO3HMKHOBEHMS AedeKTypbl B CBA3WN C BBEAEHUEM B
oTHoweHun Poccuiickon Pefepaumm OrpaHMUUTENbHLIX MEp 3KOHOMUYECKOTO XapakTepa OCyLLeCTBMSEeTCs B
nopsiake, ycraHosrneHHoMm lNpaButenbctBoM Poccurickon ®egepauun.

(B peq. PepnepanbHbix 3akoHoB OT 01.04.2020 N 98-03, o1 08.03.2022 N 46-93)

Cratbsa 14. MpyHUMNbI 3KCNEePTU3bl NEKaPCTBEHHbIX CPeACTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. SKcnemesa NeKkapCTBeHHbIX CpenCTB OCHOBbIBAETCA Ha NMpUHUMMNaxX 3aKOHHOCTW, cobnogeHus npas un
cBobog 4enoBeka M rpaxgaHuHa, npaB wpugnyeckoro nuua, He3aBUCUMMOCTU 3KChnepTa, 0OGBEKTMBHOCTH,
BCECTOPOHHOCTU N NOJTHOTHI nccrneaoBaHui, NPOBOAUMBIX C UCMOJIb30BaHMEM COBPEMEHHbIX DOCTUXEHNN Haykn n
TEXHUKN, OTBETCTBEHHOCTU (bep,epaanoro rocynapCTtBeHHOro OromxeTHOro yyqypexgeHna no nposeneHuto
9KCMNEePTU3bl NNeKapCTBEHHbIX CPeACTB N 3KCMNEPTOB 3a NpoBeAeHNE N Ka4eCTBO 3KCMEPTU3bI.

2. QKcnepTusa fiekapCTBEHHbIX NMpenapaToB Ans MeauUMHCKOro NPpUMEHEHUs BKIoYaeT B cebsi:

1) 9KCNepTndy LOOKYMEeHTOB, npencTtaBfieHHbIX OnA onpegeneHna BO3MOXHOCTUM  paccMmaTtTpuBaTb
ﬂeKapCTBeHHbIVI npenapar ana MmeguunHCKOro npuMeHeHuna npu ocywecTeiieHnn Focyﬂ,apCTBeHHOﬁ pernctpauunmn B
KavyecTtBe Op(baHHOFO JNIeKapCTBEHHOIO npenapara,

2) 9KCnepTM3y npeariokeHHbIX METOAOB KOHTPOSs KayecTBa JIeKapCTBEHHOTO cpefcTBa WM KavecTBa
npeacTaBfieHHbIX 06pas3LoB NEeKapCTBEHHOIO CPeAcTBa C MCMONb30BaHWEM 3TUX METOAOB (Oanee - aKcrnepTusa
KauyecTBa JieKapCTBEHHOro cpeacTea);

3) 9KCMepTU3y OTHOLLEHUSI OXWAAEMOW MNOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro
npenapara;

4) 3KCMepTu3y PEerucTpaumMoHHOrO [OCbe Ha FEeKapCTBEHHbIM npenapat B Uensx onpeaeneHus
B3aMO3aMEHSAEMOCTM JIEKaPCTBEHHbIX NpenapaToB Ans MeANLIMHCKOrO NMPUMEHEHMS.
(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3. SKcnepTwsa JIEKapCTBEHHbIX NpenapaTtoB Ald BETepMHAPHOro npuMmeHeHuna BKItO4YaeT B cebs 3KCNnepTnsy
Ka4yecCcTBa JiekapCTBEHHOro cpeancrtea U 3KCNepTuUdy OTHOLUEeHUA OXngaemon nonb3bl K BO3MOXHOMY PUCKY
NnpUMeHeHNaA NeKapCTBEHHOro npenapara.

Cratba 15. dJe.qepaanoe rocygapcrtBeHHoe 6rogxeTHOe yypexpgeHue no npoBeaeHNI0 3KCNepTUusbl
JNIeKapCTBeHHbIX cpeAacTB

3KcnepTnsa NeKapCTBEHHbIX CPEeacTB  MpOBOAMTCA  dhedepanbHbIM  FOCYAapCTBEHHbIM B KEeTHBIM
yypexaeHMeM COOTBETCTBYIOLLEIO  YMOJIHOMOYEHHOro  (hefepanbHOro opraHa WUCMOJSIHUTENbHOW  BRacTy,
CO3AaHHBbIM st oGecneyeHnst UCTMONHEHNsT MONIHOMOYMIA 3TOro heaeparibHOro opraHa no Bblgade paspeLleHnii Ha
npoBeaeHne KIMHUYECKMX UCCRefoBaHNi NieKapcTBEHHbIX NpenapaToB 1 (MNn) No rocyAapCTBEHHON perncTpaumm
NeKapcTBEHHbIX NPenapaToB (fanee - 9KCNepTHOe YYpexaeHue).

Cratbsa 16. OpraHusauus npoBegeHUs 3KCNepTU3bl JIEKAPCTBEHHbLIX CPeaCcTB
(B peq. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKCI'IepTI/ISB JNIeKapCTBEHHbIX CpeacTB MpoBOOUTCA KoMuccmen OKCNepToB 3KCMEePTHOro y4pexaneHus,
Ha3Ha4YeHHON ero pykoBoauternemMm, Ha OCHOBaHUW 3adaHUA Ha npoBeAeHUEe 3IKCNepTu3bl J1eKapCTBEHHOro
cpencrtea, BblAaHHONO YMNOJIHOMOYE€HHbIM cbep,epaanblM opraHomMm NCMOMHUTENBHON BRNacTu. PyKOBO,EI,I/ITeJ'Ib
3KCMNepTHOro y4ypexaeHud obecneuynBaeT Haanexawee npoBeaeHne 3IKCNepTu3bl J1EKapCTBEHHbIX CpenctB B
CooTBETCTBMM C 3aaHMeM, BblAaHHbIM YMOJIHOMOYEHHbIM cbe,qepaanblm opraHomMm WCMNONHUTENBbHON BRacTu, 1
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

OopraHu3dyeT noAroToBky CBOOHONO 3aKr4YeHus aTon Komuccun. B coctaB aTOM KOMMUCCMM MO peweHnto
pykoBOAUTENA SKCMEPTHOrO yydYpexaeHna mMoryrt ObITb BKMOYEHbI B KA4YeCTBE 3KCnepToB nnua, He pa60Tarou.u/|e B
OaHHOM 3KCNEepTHOM Yy4pexaeHnn, ecnn nx cneuuarnbHble 3HaHUA HeobxoauMbl Ans npoBeaeHna 3KCnepTusbl U
Takune 3KCnepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM yYpexaeHUn.

2. OKCnepToM No MPOBEAEHUI0 SKCMEPTU3bl NEeKapCTBEHHbIX CPeACTB SBMAETCA aTTeCcToBaHHbIN paboTHUK
9KCMEpPTHOrO y4peXxaeHusi, KOTOpbIA MMeeT BbiCLlee MeauumHckoe, dapMaleBTMdeckoe, Guonormdeckoe,
BETEpMHApHOE UMM Xumuyeckoe obpasoBaHMe K MPOBOAUT IKCMEPTU3Y NeKapCTBEHHbIX CPeacTB B nopsake
UCMOMHEHNS CBOMX AOMKHOCTHbIX 06A3aHHOCTEN (danee - aKenepT).

3. I'IpM npoBeaeHnn 3KCNepPTU3bl JIEKapCTBEHHbLIX CpeacCTB 3KCNepT HEe MOXET HaxoOUTbCA B Kakon-nmbo
3aBMCUMOCTMN OT Inuua, Ha3Ha4duMBLUEero 3Ty 3KCNepTusy, pa3pa60TqMKa NeKkapCTBeHHOro cpeactesa unn Opyrux
3anHTEepPEeCOBaHHbIX B pe3ylibTaTtax 3KCNnepTunabl JTL.

4. Mpw npoBeaeHUM aKCNepTU3bl NiekapCTBEHHbLIX CPEACTB He AonyckaeTcs uctpeboatb y 3asBuTensi nnbo
WHbIX 1ML, MaTepuanbl, Heobxoaumble [AOns  NpoBedeHUs 3KcnepTusbl. B cnyyae HegocTtaTouHOCTU
NPEACTaBIEHHbIX 3KCNEpTy MaTepuanoB AMS Aayu 3aKMioyYeHust 3KCMepT CTaBUT BOMPOC O NpeacTaBneHun emy
HeOOXO4MMbIX MaTepuanoB nepen PYKOBOAUTENEM 3KCMEPTHOTO yYpeXaeHwsi, KoTopbldi obpalwjaetca
COOTBETCTBYHLUMM 3anpocoM B YMOJIHOMOYEHHbIV oefeparnbHbIi OpraH WCMONHUTENbHOW BNacTW, Bbl4ABLUWUNA
3ajaHMe Ha MpoBefEeHNe SKCNepTU3bl JIEKApPCTBEHHONO CPeACTBa. YKasaHHblA  dhedepanbHbii  opraH
WCMNOSHUTENBHOM BNacTu B TEYEHME NATU pabounx AHEN CO OHA NOCTYNSEHMS 3anpoca pPyKOBOAUTENST SKCMEPTHOrO
YyUYpEeXOEHUS HanpaBnseT 3asiBUTENO0 3anpoc O MNpeacTaBfieHUM HeobxoauMbix MaTepuanoB. [laHHbIR 3anpoc
MOXeT ObITb NepefaH yNnoSIHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS NIMYHO MO PachMCKy, HanpaBneH Nno noyte
3aKasHbIM MUCbMOM WK NepefaH B 3MEKTPOHHOM hopMe Mo TENEKOMMYHMKALUMOHHBIM KaHanam cBsi3n. B cnydae
HanpaBneHns OaHHOro 3anpoca Mo rnoyTe 3akasHblM MUCbMOM OH CYMTAETCS MOSyYEeHHbIM MO UCTEYEHMU LLECTU
AHel ¢ gaTbl HanpaBneHns 3akasHoro nucbma.
(vacTb 4 B peg. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3assuteno o006s3aH nNpeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro hedepanbHOro opraHa
WCMOSNHUTENBLHOW BNacT B CPOK, HE MpeBbIlLaWMA OeBsHOCTa pabounx OHeW CO [OHS ero NosyYeHwus.
YNONHOMOYEHHbIN hbeaepanbHblil  OpraH MWCMOMNHUTENbHOM BNacTW, BblAaBWWW 3adaHMe Ha npoBedeHune
3KCNepTM3bl NEKaPCTBEHHOIO CPEACTBA, B TEYEHUE NATU pabounx OHEN CO AHSA NOCTYMNEHUst OT 3asiBUTENS OTBeTa
Ha [aHHbI 3anpoc HanpaBnseT TakoM OTBET B 3JKCMEPTHOe yupexaeHve. B cnyvae HenpeacraeneHus no
UcTeYeHMn OeBsHOCTa paboumx OHen 3asBMTENeM OTBETA Ha [AaHHbIA 3anpoc YNONHOMOYEHHbIV beaepanbHbii
OopraH MCMoJTHUTENbHOW BNacTW, BblAaBLUWIA 3aJaHME Ha NPOBeAeHME 3KCNepTU3bl NEKapCTBEHHOro CpPeacTBa, B
TeyeHne nATM pabounx OHEW HanpaBfsieT B 9KCMEpPTHOE YyuypexaeHue YBeOoOMSIEHWEe O HernpeacTaBfieHun
3as8BMTENEM OTBETa Ha 3anpoc yKa3aHHOro opraHa. Bpems co OHSA HanpaBneHust 3anpoca SKCMEePTHOro
yypexaeHns B YNOTHOMOYEHHbIA doefeparnbHbii OpraH UCMOMHUTENbHOM BAacT A0 AHSA MOSTyYEHUs] 3KCMEPTHbIM
yypexaeHmemM oTBETa Ha 3anpoc UM yBEOOMIEHUS O HENpPeACTaBNEHUN OTBETA Ha 3anpoc He yYuUTbIBAETCS Npu
WCYUCIIEHUN CPOKa NPOBEAEHNST SKCNEPTM3bI NIEKAPCTBEHHOrO CPEACTBA.

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

4.2. Ecnm B COCTaBe pPErMCTPauUMOHHOIO [OCbE€ Ha IEeKapCTBEHHbI npenapaT Ans MeguUUHCKOro
NPUMEHeHNUs COAEepPXUTCHA npedycMoTpeHHas ctatber 18, yactbto 1.1 ctatbm 30 u ctatber 34 HacTosLLlero
dPepnepanbHOro 3akoHa KOMUSl peLLeHUst YNONHOMOYEHHOro chefepanbHOro opraHa MCMOSMHWUTENbHOW BRactu o
NPOBEAEHUN UHCMEKTMPOBaHUS MPON3BOAUTENS NIEKAPCTBEHHbIX CPEACTB, 3KCNEPTY A0 OPOPMIEHUs] pe3ynbTaToB
3KCNepTM3bl NIEKAPCTBEHHOrO CPeACTBa NMPedoCTaBriSAeTCs B MOpPSAKE U Ha YCIOBMSAX, KOTOpblE NPEeAyCMOTPEHbI
yacTamMu 4 1 4.3 HacTosALWEeN CTaTbW, KOMWUS 3aKMOYEHUS O COOTBETCTBMM NPOM3BOANTENS NEKapCTBEHHbLIX CPEeACTB
TpeboBaHMAM MpaBun Hagnexawen npon3BoaCTBEHHOW MPaKTUKW, BbIAAHHONO YNOSTHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCMOMHUTENbHOW BNAacTy.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.3. 3asBuTenb 0083aH NPeAcTaBuUTb B YMONIHOMOYEHHbIV doedeparnbHblii opraH UCMOMHUTENBHOW BriacTu
KOMMIO 3aKIIOYEHNSI O COOTBETCTBMU NPOU3BOAUTENSI NTEKAPCTBEHHbBIX CPEACTB TPeboBaHMAM NpaBun Hagnexawen
NPOM3BOACTBEHHOW NPAKTUKM B CPOK, HE MPEBbILALWNA CTa BOCbMUOECATM pabounx OHEW CO OHSI NOonyvyeHus
3anpoca o0 ee MNpefoCTaBNeHUN. YMNOMHOMOYEHHbIM doefeparnbHbIi opraH UCMOMHUTENBHOW BNAacTu, BblOABLUNUNA
3ajaHMe Ha MpoBedEeHWe 3KCMepTU3bl JIEKAPCTBEHHOrO CpeAcTBa, B TeyeHne nATM paboymx gHen co OHs
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NOCTYMMEHNss OT 3asiBUTENs KOMWM 3aKkrioYeHWss O COOTBETCTBUM MPOU3BOAUTENS NEKApPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBwun Hagnexalein NPou3BoACTBEHHOW NPaKTUKK, HanpaBnsaeT ee B 3KCMepTHOe ydpexaeHune. B
crnyyae HenpeacTaBneHus 3asiBUTENEM B YKa3aHHbIA CPOK KOMUU 3aKMioYeHWs O COOTBETCTBUM MPOU3BOAUTENS
neKapCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun Haanexallen Npou3BOACTBEHHOW MPAaKTUKM YNOSIHOMOYEHHbIN
dheneparnbHbIi OpraH UCMONHUTENBHOW BNAacTW, BblAaBLUMIA 3a4aHNe Ha NpoBedeHMe 9KCNepTU3bl NIEKapCTBEHHOIO
cpeactBa, B TeyeHMe nNSATM paboumMx [OHEW HampaBnseT B 9KCMepTHOe YyypexaeHve yBedoMIeHue O
HenpeacTaBneHUn 3asBUTENEM KOMUW 3akMioYeHUs O COOTBETCTBUM MPOM3BOAMTENS fleKapCTBEHHbIX CPEeACTB
TpeboBaHVAM npaBui Hagnexallen npou3BOACTBEHHON MpakTvkn. Bpems co AHA HanpaeneHws 3anpoca
SKCMEPTHOr0 yYpexaeHns B YNONHOMOYEHHbIV defepanbHblil OpraH UCNOMHUTENbHOW BNacTy 40 AHA NOMyyYeHus
9KCMNEPTHbIM YYPEXKOAEHNEM KOMUU 3aKMYeHUs O COOTBETCTBMM NPOU3BOAUTENS NEeKapCTBEHHbIX CpeacTs
TpeboBaHVAM NpaBun Hagnexaluen Npon3BOACTBEHHON MPaKTUKM UMW YBEAOMIEHUS O ee HenpeacTaBneHun He
Yy4MTbIBAETCS MPU UCHMUCIIEHUN CpOKa NPOBEAEHNS IKCNepTU3bl IeKapCTBEHHOro cpeacTaa.

(4acTb 4.3 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. SKCI'IepT npun nposeneHnn nopyquHon €My pykoBOOAUTENNEM 3IKCMEPTHOro y4dpexaeHnda IKCnepTusbl
JNIeKapCTBEHHOro cpeacrtea 006s13aH:

1) NnpoBecTn NMofHoe nccrefoBaHne NpeAcTaBrieHHbIX €éMy OOBEKTOB, Matepuasnos, AaTb 0O0CHOBaHHOE U
OObEKTUBHOE 3aKMioYeHne Mo MOCTaBMEHHbIM nepeg HuM BoMnpocamMm uUnn MOTUBUPOBaAHHOE 3aKrk4veHune o
HEBO3MOXHOCTU NpoBeneHUA MM 3KCNepTu3bl NEKAapCTBEHHOIo cpencTBa, €Crin NocTtaBlieHHble BOMNPOChI BbIXOOAAT
3a npegenbl cneynanbHbIX 3HaHUN 9KCnepTa, 06BbeKThI VICCJ'IGLI,OB&HI/IVI n Martepuanbl HenpurogHbl WM
HeJOCTaTOYHbI AN NPOBEAEHMS UCCNEOOBaHNIA U fa4yu 3aKYeHUs MO0 COBPEMEHHBIN YPOBEHb Pa3BUTUS HAYKu
He No3BONISIET OTBETUTbL HA NOCTaBMIEHHbIE BONPOCH;

2) He pasrnawaTb CBeAEeHWs, KOTOpble CTanM €My W3BECTHbl B CBS3M C MPOBEAEHMEM 3KCNEepTU3bl
NeKkapCTBEHHOIO CpPEeACTBa, a TakkKe CBeOdeHWsi, COCTaBMsOLINE TFOCYLapCTBEHHYIO, KOMMEPYECKYID WIN WUHYIO
OXpaHAEeMY0 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NpeacTaBneHHbIX OGbEKTOB UCCNEeAoBaHNA 1 MaTepuarnos.
6. 3KcnepT He BrpaBe:

1) npoBoAUTb 9KCMepTU3y rekapCTBEHHOro CcpeacTBa MO oObOpaleHuto HenocpedcTBEHHO K HeMmy
opraHusaumm nnn uanyecKknx nu;

2) caMocTosITeNbLHO cobupaTth Matepuarns! Ans NPoBeOeHMs 3KCNepTU3bl NEKapCTBEHHOrO CPEACTBa;
3) NPOBOAUTL IKCMEPTU3Y NIEKAPCTBEHHOIO CPEACTBA B KAYECTBE Herocy4apCTBEHHOrO aKcnepTa.

7. B cny4yae HeobxoaMmMocTun QKCNepT BMpaBe XogaTancTBoBaTb nepen pykosogutenemMm 3KCNepTHOro
yypexaeHua o npmueredeHnn K npoBeeHno aKCnepTnabl NEKapCTBEHHOIO CcpeacTea APYrnx 3KCnepTos.

8. Kaxablii aKcrnepT, BXOASLLMIA B COCTaB KOMMCCUM 3KCMEPTOB, KOTOPOI NMOpPYYEHO NpoBedeHNe 3KCnepTusbl
NeKapCcTBEHHOIO CPeACTBa, HE3aBWCUMMO U CaMOCTOATENbHO MPOBOAUT UCCIEAOBaHWs, OLEeHWBaeT pesysbTaThbl,
MOSyYEHHbIE MM JIMYHO U APYIMMU SKCNepTamu, U oOpMyrMpyeT BbiBOAbI OTHOCUTENBHO MOCTABIEHHbIX BOMPOCOB
B Npeaenax CBOUX creumnanbHbIX 3HaHWM.

9. Pe3yJ'IbTaTbI OKCMNEepPTU3bl NNEKApPCTBEHHOIO cpeacrtea O(bOpMJ'IFHOTCﬂ 3akKni4yeHnemMm KOMMUCCUnN IKCNepToB.
B 3aknio4eHun kKommccum OKCNepToB YKa3blBalOTCA NepedYeHb nuccnenoBaHuin, ob6beM npoBeAEHHbIX KaXObiM
9KCnepTomMm nccnegoBaHum, YCTAHOBJIEHHbIE KaXOblM U3 HUX CbaKTbI M caenaHHble B pesynbTaTte nccnegoBaHUn
BbIBOObI. SKCI'IepT, MHEHNE KOTOPOro He coBMnagaeTt C peweHnemM KOMUCCUK 3KCMNepPTOoB, BrnpaBe Bblpa3nTb CBOE
MHEHME B MMCbMEHHON cbopme, KOTOpoOe ﬂpVIO6LLI,aeTCFI K 3aKIMioO4eHN0 KOMUCCUKN IKCMNEPTOB.

10. 3kcnepThbl, BXOAALWME B COCTAB KOMUCCUM, NpedynpexnarnTcs 06 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogaTtenscTBom Poccuickon ®efepauun 3a gady 3aknoueHus, cogepxaliero HeoboCHOBaHHble Wnn
(hanbcMULMpOoBaHHbIE BbIBOAbI, O YEM OHW Aat0T NMOAMUCKY.

11. Onpep,eneHMe YPOBHA ﬂpO(beCCI/IOHaJ'IbHOIZ noarotoBKM 3KCNEepToB W aTtrectauma ux Ha npaBo
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npoBeaeHnA QKCNEePTU3bl NeKapCTBeHHbIX CpeacTB  OCYLUeCTBIAKTCA SKCI'IepTHO-KBaJ'II/I(*)I/IKaLIMOHHbIMM
KOMuUccnmamm B nopsagke, YCTaHOBJIEHHOM COOTBETCTBYHOLWKMM  YNOJIHOMOYEHHbIM cbep,epaanblM opraHom
WCMONHNTENBHON  BNacTu. ypOBeHb I'IpOd)eCCI/IOHaJ'IbHOVI noAroToBKM  3KCMEpPTOB NMOANIEXUT NepecMoTpy
YKa3aHHbIMN KOMUCCUAMU HE pexXe YeM OOUH pas B NATb JeT.

12. MNpaBuna npoBeAeHNs 3KCNepTU3bl NEeKapCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCMepTu3bl OTAENbHbIX
BUOOB JEeKapCTBEHHbIX npenapatoB (pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB, BOCNPOW3BEAEHHbIX
nekapCTBEHHbIX MpenapaToB, OMOMNOrMYEcKMX neKapCTBEHHbIX npenapaToB, GuoaHanorosbix (61MonogobHbIX)
nekapcTBeHHbIX MpenapaToB (BvMoaHanoros), roMeonaTUY4eCcKMX feKkapCTBEHHbIX MpenapaToB, JeKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHaLUMIA NeKapCTBEHHbIX NpenapaToB), OPMbl 3aKMOYEHNN KOMUCCUU 3KCNIEPTOB
yCTaHaBIMBalOTCA COOTBETCTBYIOLLMM YNONHOMOYEHHbIM (befeparnbHbiM OpraHoOM UCTNOMHUTENBHOW BNacTu.
(4actb 12 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

KoHcynbTaHTlntoc: npumedaHue.

[o 31.12.2023 anga npenapaTos, NPon3BeAeHHbIX B PP B LieNsX MMNopTo3aMeLLEHNS, YCTaHABIMBAETCA PEXUM
YCKOPEHHOW Mpoueaypbl rocpermctpaumMm B cooTBeTcTBuM C [locTaHoBneHvem [lpaButensctBa PO ot
12.03.2022 N 353.

Crtatbsa 17. Mogaya u paccmoTpeHue 3asABNeHUA O roCyAapCTBEHHON perncrpaumm nekapcTBeHHOro
npenaparta Ans BeTepuHapHOro NpMMeHeHUsA
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-3)

1. Ona rocygapCTBEHHOM perncrTpauun nekapcTBEHHOro npenapata Ans BeTepuHapHOro npuMeHeHus
pa3paboTyMK Takoro nekapcTBEHHOro npenapaTta WUnu ynornHOMOYeHHOe MM Apyroe puaudeckoe nuuo (ganee B
HacTosILLEN CTaTbe - 3asBUTENb) MpeacTaBnseT B YMNOMHOMOYEHHbIN dedeparnbHblil OpraH WUCMOMHUTENbHOW
BMNacTW, OCYLLECTBMSIOWMN FOCYAapCTBEHHYIO PErncTpauunio NekapcTBEHHbIX MpenapaToB AN BeTepUHapHOro
NPUMEHEHUS1, B 9NEKTPOHHON hOpME MMM Ha BYMaxKHOM HocuTerne 3asiBfieHne O rocyAapCTBEHHOW perucrpaumu
nekapCTBEHHOro npenapata gnd BeTepUHapHOro MnpuMEHEeHWs, a Takke B MOpsake, YCTAHOBIEHHOM
COOTBETCTBYHOLUMM YNONHOMOYEHHbIM pefiepanbHbIM OpraHoM UCTOMHUTENBHOW BracTu, B 3NEKTPOHHOM dhopMe
unm Ha BymaxHoMm HocuTerie HeobxoaMMble OOKYMEHTbI, U3 KOTOPbIX hOpMUPYyeTCsl perMcTpaunoHHoe AoCbe Ha
neKkapCTBEHHbIN NpenapaT Ans BeTePUHapHOro NPUMEHEHNS.

2. B 3asiBNeHMM O TroCydapCTBEHHOW perucTpauMn neKkapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHeHVs1 YKasblBaloTCs:

1) HanMmeHoBaHME N agpec 3adaBuUTens, paspa60TqMKa N npon3BoanTend nekapCTtBeHHOro npenaparta ansd
BETEPUHAPHOIO MNMpuUMEeHeHnAaA 1 agpec Mecta OCylleCTBrieHUA npoun3BOoACTBa J1€KapCTBEHHOro npenaparta And
BETEPMHAPHOro npuMeHeHun4 (B cny4yae Hann4yna HeCKOJ1IbKMX yHYaCTHUKOB Mnpouecca npounssoacrtea HeobxoaMMo
YKa3aTb Kaxxgoro n3 HVIX);

2) HauMMeHOBaHWe IleKapCTBEHHOrO npenapaTta Afis BETEpPUHAPHOTO NpuUMeHeHus (MeXxayHapogHoe
HenaTeHToBaHHOe, UMW rPYNMMPOBOYHOE, UMM XUMUYECKOE U TOProBOE HaMMEHOBaHNSA);

3) nepe4yeHb ,D,eI7ICTByI'0LLI,l/IX 1 BCrnomorartesibHbIX BELWECTB, BXOAALLNX B COCTaB J1IeKapCTBEHHOro npenapara
04 BEeTEePUHAPHOro NpuMMeHeHud, C ykasaHnem Konm4ecTBa KaXgoro n3 HuX;

4) nekapcTBeHHasi oopma, A03NPOBKa, Crocobbl BBEAEHWS U MPUMEHEHWS, CPOK FOAHOCTU NEKapCTBEHHOIO
npenapara Ansi BeTepuHapHOro nNpyMeHeHus;

5) bapmakoTepanesTuyeckas rpynna;

6) Heo6XoaMMOCTb MPUMEHEHWST YCKOPEHHOW NpoLeaypbl 9KCNepTU3bl NeKapCTBEHHbIX CPEACTB B LENAX
rocy4apCTBEHHOWN perncTpauum fiekapcTBEHHOMO Npenapara;

7) KONUM JOKYMEHTOB, MOATBEPXKAAIOLLMNX YNaTy rocyaapCTBEHHON MOLUSUHbI:

a) 3a npoBegeHne 3KCnepTu3bl Ka4ecTBa JiEKapCTBEHHOIO cpeacTtBa U SKCNEPTU3bl OTHOLLEHUNA oXngaemomn
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKkapCTBEHHOro npenapaTa Ans BeTepUHapHOro NpUMeEHEHUs Npu ero
rocyqapcTBEHHON permcrpauuu;

6) 3a Bblgayy pPerMcTpaLUmMoHHOro YaoCTOBEPEHUS JIEKAPCTBEHHOMO Npenapara;

8) Hanuume cornacus, NpPegyCMOTPEHHOrO 4acTbio 7 HACTOsALIEN CTaTbW, €CNKM C MOMEHTa perucrpauuu
pedepeHTHOro NekapCcTBEHHOrO NpenapaTa A BETEPUHAPHOrO NPUMEHEHUSsI NPOLLIIO MEHEE YEM LUECTb feT.
(B pea. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaunoHHoe [ocbe B LENsSX 3KCNepTU3bl JEKAPCTBEHHOro npenaparta A/l BeTepuHapHOro
NPUMeEHEHMS (POPMUPYETCS U3 CNEAYIOLMX JOKYMEHTOB MU CBEAEHWIA:
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHus o paTe npeaocTaBfieHUMs UM PErucTpauMOHHOM HOMeEpe fMUEH3MUM Ha NPOou3BOACTBO
neKkapcTBEHHbIX CPeacTB, NPeaoCTaBNEHHOW MPOU3BOAUTEND PErMCTPUPYEMOro NeKapCTBEHHOro npenapaTa ans
BETEPUHAPHOro NPUMEHEHWSI, N1 POCCUNCKMX NPON3BOAUTENEN;

(B peq. ®enepanbHbix 3akoHoB OT 04.06.2018 N 140-d3, o1 27.12.2019 N 478-03)

2) cBegeHus O [pgaTe nNpedocTaBfieHMst M PEerMcTpauMOHHOM HOMEpEe JMUEH3MM Ha NpOu3BOACTBO
NEKapCTBEHHbIX CPeacTB, NPeAoCTaBIEHHOW Mpou3BOAUTENO (hapMaueBTUYECKOM CyOCTaHLMK, BXOAsLEN B
COCTaB pPEerucTpMpyemoro IeKapCTBEHHOro npenapaTta AN BETEPUMHAPHOro MNPUMEHEHUS, ONA  POCCUMCKUX
npoussoguTenen;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-03)

2.1) Konusi OOKYMEHTa, BblAAHHOrO YMNOSIHOMOYEHHLIM OPraHOM CTpaHbl NPOW3BOAMTENA AN KaKaow
NPON3BOACTBEHHOW NNOLLAAKN PErMCTPUPYEMOro NeKapCTBEHHOroO npenapata Ans BeTEPUHapPHOro NpUMEHeHUs 1
NMOATBEPXKAAIOLWEr0O COOTBETCTBME  MPOU3BOAUTENS  FleKapCTBEHHOrO npenapata TpebGoBaHMsSIM  MpaBun
Hagnexalleln NPOU3BOACTBEHHON NPaKTUMKWA, U €ro MepeBO Ha PYCCKUN S3blK, 3aBEPEHHble B YCTAHOBIIEHHOM
nopsiake, a Takke KOMUS 3aKMHYeHMsI O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbLIX CPeacTB TpeboBaHUsIM
npaBun Haanexawleh MpPOu3BOACTBEHHOW MPAKTUKKW, BbIAHHOTO YMOMHOMOYEHHbIM deaeparnbHbIM  OpraHoM
WCMONHWTENbHON BNacTu [Afsi  KaXaoW MNpPOM3BOACTBEHHOM NMOLWAAKW  PErncCTPUPYEMOro  fiekapCTBEHHOTO
npenapata Ansi BETEPUHAPHOro MpPUMEHeHUsl, nMbO KOMWUs pelleHuMst O MNPOBEAEHUMU WHCMEKTMPOBaHUS
NPOW3BOAUTENS NTEKAPCTBEHHbIX CPEACTB, NMPUHATOrO YNONIHOMOYEHHbBIM doedeparnbHbiM OPraHoOM UCMOMHUTENbHOM
BNacTM Ans  KaXZoW NpPOM3BOACTBEHHOW MroWadkM pPerncTpupyemMoro JiekapCTBEHHOro Mpenapata  Ans
BETEPVHAPHOIO MNpPUMEHeHUs1. YKasaHHble [OOKYMEHTbl MpeacTaBnsitoTCs B Criyyae, ecnv  Mpou3BoACTBO
NeKkapCcTBEHHOro npenapaTa ocylLuecTBnseTcs 3a npegenamm Poccuiickon denepauny;

(n. 2.1 BBegeH PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2.2) konusi AOKYMEHTA, BbIAAHHOIO YMOMHOMOYEHHBIM OPraHoM CTpaHbl Npoun3BoAMTeNst hapMaLeBTUHECKO
cybCTaHUMM 1 NOATBEPXKAALLEro COOTBETCTBME MPOM3BOAUTENST (hapMaLeBTUHECKOW CybcTaHLumM, BXoasen B
COCTaB PerncTpMpyemoro nekapcTBEHHOro npenapaTa Afisi BETEPUMHAPHOro NpuUMeHeHusi, TpeboBaHMsIM npaBun
Hagnexalien NpovM3BOACTBEHHOW MPAaKTWKW, U ero nepeBof Ha PYCCKUMA A3blK, 3aBEPEHHble B YCTAHOBIEHHOM
nopsigke, B Crlyyae, ecnv MNpou3BOACTBO (hapMaLeBTUYECKONW cybCcTaHumMM OCyLLecTBRsieTca 3a npeaenamu
Poccuiickon ®epepauuu;

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

3) NPOEKT HOPMAaTNUBHOIO OKYyMEHTa Ha ﬂeKapCTBeHHbIVI npenapart anda BeTepunHapHoro npuMeHeHu4;

4) [OKYMEHT, cofepXalun cregywwy uHdopMaumio o dapmaueBTUieckon cybcTaHuum  unm
dapmaueBTM4eckux CcybCcTaHuusax, BXOOSALWMX B COCTaB JlekapCTBEHHOro npenapata gnd BeTepUHApHOro
NPUMEHEeHUA:

a) HaMMeHoBaHWe hapmaueBTUYECKOM CybCTaHLMK, ee CTPYKTypa, obLme cBOMCTBA (Npy rocysapCTBEHHON
peructpaumMm  MMMYHOOMONOrMYECKMX  NEKapCTBEHHbIX MNpenapaToB Ans  BETEPUHAPHOrO  NPUMEHEHUS
NpeacTaBnsalTCA CBeOEHUs O LITaMMe, BKMo4Yash ero HaMMeHOBaHWe, MH(OPMauUio O MPOUCXOXAEHUMU, €ro
CBOWICTBaX, XapakTePUCTUKaxX U MecTe AenOHNPoBaHUS);

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

6) HanMeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOJIorma npon3eoacTtea C onncaHnem cTagunn npon3soacTtBa U METOAOB KOHTPOJIA Ha BCEX CTaauAaAx
npon3soacTBa,

r) wHdopmaums o0 npumecsax (He nNpPeAcTaBnaAeTcs  MnpuM  rOCyAapCTBEHHOW  perucrpaumm
UMMYHOBUOMNOrMYECKNX NEeKapCTBEHHbLIX NpenapaToB Ans BeTePUHaPHOro NpuMeHeHus);
(B pea. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

4) cneuudukaums Ha papmaueBTUYECKYD CyOCTaHUMO (He NpeAcTaBnsieTcsl Mpu rocyaapCTBEHHOWM
perucTpaumm MMMyHOBUONOrMYECKNX NEKapPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOMO NPUMEHEHUS);
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onucaHne MeToauK KOHTpOIIA Ka4eCTBa;

XK) pesynbTaTbl aHanuMsa cepuin  papmaueBTUYECKOM cyOGcTaHuuM (He NpeacTaBnsiloTcs  npu
rocyfapCTBEHHOM perMcTpauum MMMYHOBMOMOrMYECKMX JEKAPCTBEHHBLIX MpenapatoB AN BeTEpUHaPHOro
NPUMEHeEHNs);

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

3) nepevyeHb CTaHOAPTHbIX o6pa3u,os nnn BewecTB, WUCNOJNb3yeMbIX MPU OCYLLEeCTBITIEHUN KOHTPONA
KavyecTBa,

VI) onncaHmne Xxapaktepuctuk n CBOWCTB YNakKoBOYHbIX MaTtepunarioB 1 yKynopo4HbIX CPeaCTB;

K) [OaHHble O CcTabunbHOCTM  (HE  MPEeACTaBnslTCS  NpPU  rOCygapCTBEHHOM  perncrpauum
UMMYHOBUOMNOrMYECKNX NeKapCTBEHHbLIX NpenapaToB Ans BeTePUHaPHOro NpuMeHeHus);
(B pea. PepepanbHoro 3akoHa oT 02.08.2019 N 297-$3)

J'I) CPOK rogHOCTH, YyCIOBUA XpaHEHUA;

KoHcynbTaHTlntoC: npyMmedaHue.

Mpn ycKopeHHOW npouenype perncrpauum BOCMPOU3BEAEHHOrO Mpenapara AoMycKaeTcsi HenpeacTaBreHue
OnucCaHusa METOO0B U UX JOKYMEHTAaNbHOro NOATBEPXKAEHUS, MPU MMCbMEHHOM 00s13aTENbCTBE UX NPEACTaBUTb
B TeyeHue 12 mecsueB co aHs peructpauunm (MoctaHoeneHue MNMpaButensctea PP ot 12.03.2022 N 353).

5) oTtyeT 0 pesynbTaTax AOKMMHMYECKOrO UCCIEAOBaHMS NEeKapCTBEHHOIO CPEeACTBa AN BETEPUMHAPHOro
NPUMEHEHNS, BKIIOYAKOLUIN ONUCaHWEe METOLOB ONpederieHns OCTaTOYHbIX KONMYECTB AENCTBYOLLEro BellecTBa
(oencTBylOWMX BeLeCcTB), AocTuralowero (OoCTUratoLlmx) CUCTEMHOrO KPOBOTOKA, B NPOAYKUUW XKMBOTHOTO
NPOUNCXOXAEHMS MOCre MNPUMEHEHMS] TakKOro FNeKapCTBEHHONO CPeAcTBa, a Takke [AOKYMeHTanbHoe
noaTeepxaeHve (Banvaaums) ykasaHHbIX METOLOB;

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

6) oT4eT O pesynbTaTax KIIMHWYECKOrO WCCRedoBaHWsl JNIeKapCTBEHHOrO npenapaTta Ans BeTeprHapHOoro
NMPUMEHEHNS Y KaXKO0ro BUAa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM MO BETEPUHAPHOMY MPUMEHEHMIO;

7) NPOEKT MHCTPYKUMU MO BeTepuMHapHOMY MpPWMEHEHWIO NEKAPCTBEHHOrO npenapaTa, coaepallien
crefylolime cBedeHus:

a) HanmeHoBaHWe JeKapCTBEHHOro rnpenapata AanAa BeTepuHapHOro npuMeHeHusa (Memp,yHapop,Hoe
HenaTteHToOBaHHOE, U rpynnnupoBOYHOE, UMM XUMUYECKOE N TOProeoe HaVIMeHOBaHI/IFI);

0) nekapcTBeHHasi opMa C ykazaHMeM HaMMEHOBAHWIA U KONMYECTBEHHOIO COCTaBa AENCTBYIOLLNX BELLECTB
N Ka4eCTBeHHOIro coctaBa BCMoMoraTesibHblX BELECTB;

B) onmncaHune BHelWHero Buga nekapcrBeHHOro npenaparta and BeTepMHapHOro npuMeHeHuns,;
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

r) dapmakoTepaneBTU4ecKasl rpynna nekapCcTBEHHOro npenapaTta Ang BeTepMHApPHOro MPUMEHEHUsT Unm
yKasaHue "romeonaTnyeckuin nekapCcTBeHHbIN npenapat”;

4) (apmakogvHamuka U apMakoKMHETMKa (3@ WCKIloYeHMEM (papMaKOKMHETUMKUM TFOMeOonaTUYecKux
NeKapCTBEHHbIX MPenapaToB M pacTUTENbHbIX JIEKAPCTBEHHBIX NpenapaToB) UM OnMcaHne NMMYHOGUONMOTNYECKNX
CBOWCTB NEKapCTBEHHOIO Npenapara;

€) nokasaHusi Ans NPUMEHeHs;
) NPOTMBOMNOKa3aHWs AN NMPUMEHEHWS;
3) Mepbl MPEAOCTOPOXHOCTN NPY NMPUMEHEHWMU;

l/l) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEeHUA y 6ep8MeHHbIX XNBOTHDbIX, Y XXMBOTHbIX B Nnepuon
NnaKkTauuu, y noTOMCTBaA XUBOTHbIX;

K) pexum [0o3upoBaHWs, crnocob BBEAEHWS W MPUMEHEHMs, Mpu HeobxoouMOCTM BpeMsl npuema
NneKapCcTBEHHOro nNpenapaTa Ans BeTEPUHAPHOrO NPUMEHEHNUS, MPOLAOIKUTENBHOCTb NEYEHNS;

J'I) BO3MOXHble MOOOYHble [OEWCTBUS, HeXenaTemnbHble peakuun npu npuMeHeHnn nekapcTtBeHHOro
npenapara ana BetTepnHapHOro npumeHeHua,

M) CUMMNTOMbI MEPEAO03NPOBKM, MEPbI MO OKa3aHU0 NOMOLLM NPY NEPELO3NPOBKE;
H) B3anmogencTene ¢ ApyrumMmum nekapcTBEHHbLIMU NpenapataMmu 1 (Mnu) Kopmamu;
0) dhopMbl BbiNycKa fiekapCTBEHHOrO Npenapara 4518 BETEPMHAPHOIo NPUMEHEHMUS;

n) ykasaHve (npu HeobxogumocTn) oOcobeHHOCTeW [OEencTBMA NeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIo NpMMeHeHna npmu nepeomMm npueme nUinm npn ero OTMeHe,;

p) onncaHue (Npn HeOGXOANUMOCTM) AENCTBUIA CrieumanicTa B obnacT BeTepuHapun, BnagenbLa XMBOTHOIO
npu Nponycke npMema OaHOM UMW HECKOMbKUX [03 NEKAapCTBEHHOIO NpenapaTta Ans BETEPUHAPHOro NPUMEHEHUS;
(B pea. PepepanbHoro 3akoHa oT 02.08.2019 N 297-93)

C) CPOK FOAHOCTM W yKasaHuWe Ha 3anpeT MpuUMeHeHWs NekapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEeHMs1 Mo UCTEYEHNM CPOKa rOAHOCTH;

T) YCMOBWSI XpaHEHUs;

y) yKkasaHue Ha HeobGXOAUMOCTb XpaHeHUsl NeKapCTBEHHOIO npenaparta Afsi BeTePMHapHOro NpUMEHEHUs B
MecTax, HeOCTYMHbIX A5 AeTeln;

@) ykasaHve (Npu HeoBXoAMMOCTW) cheuuanbHbiX Mep MNPeaoCTOPOXHOCTU MPU  YHUYTOXEHUU
Heuncnonb3oBaHHbIX NeKapCTBEHHbIX MpenapaTtoB Ans BETePUHAPHOro NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOSIb30BaHMSA NMPOAYKLMMN KUBOTHOTO MPOUCXOXKAEHUS! MOCiie BBEOEHUS KMBOTHOMY
neKkapcTBEHHOro npenapaTta Ass BETEPUHAPHOIO NPUMEHEHUS;

L) yCnoBus OTMNycKa;

l-I) HanMeHOoBaHNA U agpeca Npon3BoACTBEHHbLIX MJ1OWAA0K Npon3BoAUTENA NNEKapCTBEHHOro npenaparta and
BETEPMHAPHOIro NpMMeHeHn4;

W) HaMMeHOBaHWe, agpec oOpraHuM3auumM, YMNONTHOMOYEHHOW  gepXaTenem  WnuM  Briagenblem
pPEerMcTpaumMoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa Ha NpUHATME NPeTeH3ui oT noTpebutens;

8) NMPOEKTbl MaKeToB ﬂepBM‘-IHOIZ ynakoBkn w“ BTOpVI‘-IHOl7| yNakoBKM NeKapCTBEHHOro npenapara nnd
BETEPMHAPHOIro NpMMeHeHn4;
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pea. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbTaHTlntoc
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

9) cnepyowmne cBeaeHns o fiekapCTBEHHOM npenapare 45 BETEPMHAPHOro NPUMEHEHUS:
a) onucaHue 1 cocTaB fekapCTBEHHOrO NpenapaTa Ansi BETEPUHAPHOro NPUMEHEHWS;
0) onucaHue hapmaueBTUYECKON pa3paboTKu;

B) onucaHWe npoLecca NPOM3BOACTBA M €ro KOHTPOns, NoAanucaHHoe B nopsiake, YCTaHOBIIEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOALLEN CTaTby;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHue KOHTPONS KPUTUYECKMX CTaui NPOU3BOACTBA M NMPOMEXYTOYHOW MPOAYyKUMW, MOANMUCAHHOE B
nopsaake, yCraHoBsIEHHOM B COOTBETCTBUKU C HaCTbiO 1 HaCTOFlu.leVI CTaTbMu;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

[) HaMMeHoBaHUsi 1 agpeca paspaboTyuka, AepxaTens unu BnagenbLua perMcTpaunuoHHOro YA0CTOBEPEHMS
neKkapcTBEHHOro npenapara, MPOW3BOACTBEHHbLIX MIOWAaA0K MPOM3BOAUTENS FfeKapCTBEHHOrO npenapata Ans
BETEPUHAPHOIO MPUMEHEHUsT C YyKa3aHMEM CTagui TEXHOOrMYEecKOro npouecca, OCYLIECTBMASEMbIX Ha
NPOWN3BOACTBEHHbIX MOLWaAKax NPON3BOAUTENS NEeKapCTBEHHOrO Npenapara Ans BETEPUHaAPHOro NPUMEHEHNS;

(B peq. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

e) hapmMaLeBTU4EeCKasi COBMECTUMOCTb;
) MUKPOBUONOrMYECKNE XapaKTEPUCTUKMK;
3) MaTepuanbHbIi 6anaHc Ans Npous3BoACTBa CEPUMN FOTOBOIO NPOAYKTa;

M) ornncaHne Xxapaktepuctuk n CBOWCTB YNaKoOBOYHbIX MaTtepunarioB 1 yKynopo4HbIX CPeACTB,

KoHcynbTaHTlntoc: npumedaHue.

Mpun perncTpauum No yCKOPEHHON NpoLeaype OONyCKaeTcsa HenpeacTaBieHe AOKYMEHTOB, MPeayCMOTPEHHbIX
nn. "k" n. 9 4. 3 cT. 17, Npy ycrnoBmx NMCbMEHHOTO 06a3aTeNbCTBA UX NPefoCTaBUTL B TedeHne 12 MecsiLeB CO
OHsa peructpauum (MoctaHoeneHue MNpaButensctea PP ot 12.03.2022 N 353).

K) DOKyMeHTaneHoe noareepxaeHune (Banvaaumns) npoueccoB 1 (Mnn) NX OLEHKa;

n) TpeboBaHUs K Ka4yecTBYy BCOMOraTenbHbIX BELWeCTB (cepTudukaT, cneuudurkaums Ha BcnomMmoraTerbHble
BeLlecTBa u nx obocHoBaHue);

KoHcynbTaHTlntoc: npumedaHue.

Mpwn perncTpaumm No yCKOPEHHOW npoleaype AonyckaeTcs HenpeacTaBlieHne OOKYMEHTOB, NPeayCMOTPEHHbIX
nn. "M" n. 9 4. 3 c1. 17, NpK ycnoenmn NMCbMeHHOro 0b6s3aTenbCTBa MX NPeaoCcTaBUTb B TedeHne 12 mecsiueB co
OHs pernctpaunm (MoctaHoBneHue MNpasutensctea PO o1 12.03.2022 N 353).

M) aHannTtn4yeckne MeToduku, UCnorib3dyemMble NMpu OCyLLeCTBIIEHUN KOHTPOJIA KadecTBa BCNoOMOoOraTtesibHbIX
BeLleCTB,

KoHcynbTaHTlntoc: npumedaHue.

[Mpn perncTpauunm No YCKOPEHHOW npoueaype gonyckaeTcsl HenpeacTaBreHne 4OKYMEHTOB, MPeayCMOTPEHHbIX
nn. "H" n. 9 4. 3 cT. 17, NpM yCNnoBUN NMCbMEHHOTO 0b6s13aTeNnbCTBA NX NPEeOCTaBUTh B TeveHne 12 mecsaueB co
AHs peructpauum (MoctaHoeneHue MNpasutensctea PO ot 12.03.2022 N 353).

H) [OKyMeHTanbHoe MNOATBePXKAeHWe (Banvpgauusl) aHanmuTUYECKUX MeToaMK, WCMOoSb3yeMmblX Mpu
OCYLLECTBEHUW KOHTPOSISA Ka4ecTBa BCMOMOraTe ibHbIX BELLECTB;

O) MHC*)OpMaLI,Mﬂ 00 uMCnonb30oBaHMM  BCMOMOraTernbHbIX BELUECTB 4YeNOBEYECKOrO0 UM XXMBOTHOrO
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pea. ot 04.08.2023) [okymeHT npepocrasneH KoHcynbTaHTlntoc
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NPOUCXOXAEHUS;
n) ytpatun cuny. - ®egepanbHein 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHUA K KayecTBy feKkapCTBEHHOro npenapara Afif BeTEepUHApHOro npuMMeEHeHus (cepTudukar,
crneundmrKkaums Ha nekapcTBEHHbIN nNpenapaT u nx obocHoBaHue);

C) aHannTn4yeckne MeToauKkun, ncnonbldyemble Mpu OCYLEeCTBIIEHUN KOHTPOJiA KadeCTBa J1eKapCTBEHHOro
npenapara ana sBetTepnHapHOro npuMmeHeHua,

KoHcynbTaHTlntoC: npuMmedaHue.

[Mpun perncTpauum nNo yCKOPEeHHOM npoLueaype AonyckaeTcs HenpeacTaBneHe JOKYMEHTOB, NpeayCMOTPEeHHbIX
nn. "1 n. 94. 3 cT. 17, NpK ycnoBun NnncbMeHHOro obs3aTensCcTBa Mx NpegocTaBuTb B TeveHne 12 mecsueB co
aHs permuctpaumm (MoctaHosneHue lMNMpasutensctea P® ot 12.03.2022 N 353).

T) [OKyMeHTanbHoe roATBepXAeHVe (Banvgauusl) aHanuTUYecknx MEeTOAMK, MWCMOoSib3yeMblX Mpu
OCYLLECTBEHUM KOHTPOSS Ka4ecTBa feKapCTBEHHOrO npenapata Ass BETEPUHAPHOTO NPUMEHEHUS;

y) OOKYMEHT, I'IO,EI,TBep)Kﬂal'OIJJ,VIVI Ka4yeCTBO J1eKapCTBEHHOro npenaparta TpexX MNpOMbILLIIEHHbIX cep|/||7|
(I'IpOTOKOJ'I aHannsa wunun CepTI/I(bVIKaT aHanwsa), OJHa cepua KOTOpOoro AoJjKHa coBMagaTtb C cepwe|7| o6pa3u,a
JIeKapCTBEHHOro npenaparta, NoAaHHOro Ha perncrTtpauutio;

&) XxapakTepucTnka NpuMecen;

X) nepeyvyeHb CTaHOApPTHbIX O6pa3LI,OB, MCnonb3dyemMblX TMNpu OCYyLLeCTBIIEHUN KOHTPONA KadecTBa
NeKapCTBEHHOro npenapata ana BeTepnHapHOro npuMeHeHn4;

KoHcynbTaHTlntoC: npumedaHue.

[Mpn ycKOpeHHOW Mpoueaype pervcTpaumyM BOCMPOM3BEOEHHOrO MnpenapaTta [onycKaeTcd HenpeacTaBreHue
cBeOeHUn, npeagycMoTpeHHbIX nn. "u" n. 9 4. 3 cT. 17, Nnpu NUCbMEHHOM 00s13aTENbLCTBE MX NMPedoCTaBUTb B
TeyeHve 12 mecsiueB co gHsa pernctpaumm (MoctaHoBneHue MNpaButenbctea PO ot 12.03.2022 N 353).

LJ,) AaHHble 0 cTabunbHOCTH JNIeKapCTBEHHOro npenaparta anAa seTepnHapHoro npuMeHeHuA,;

10) konusa OOKyMeHTa, copepXalwero MHgopmaumio 0 Hanuumm unm ob OTCYTCTBUM (DAKTOB peructpauum
nekapcTBEHHOro npenaparta Ansi BETEPMHAPHOro NnpuMeHeHus 3a npegenamu Poccunckon ®egepaunu;

11) cornacne B NUCbMEHHOW hopme, NPeayCMOTPEHHOE YacTbl 7 HACTOsILLEN CTaTbW, B Cly4ae
perncrpaumm BoCnpon3BeAeHHOro NeKkapCcTBEHHOro Npenapara;
(8 pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

12) Konusa OOKyMeHTa Ha pyCCKOM fA3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpPSAKe M nogTBepXaarloLwero
NPaBOMOYHOCTb 3asiBNIEHMS O rOCydapCTBEHHOW perncrpauun nekapcTBEHHOro npenaparta Ans BeTEepUHapHOro
NPUMEHeHUs (4OBEPEHHOCTL);

KoHcynbTaHTlntoc: npumedaHue.

[o 31.12.2023 poccuincknm npon3BognTeNsM paspeLLEHO He NpeacTaBnsaTh CBeAEeHNs B COOTBETCTBUM C N. 13
4. 3 ct. 17 npu peructpaumm MUMMYHOBMOMOIMYECKUX JlEKapCTBEHHbIX npenapatoB (lMocTtaHoBneHne
MNpaButenbctea P® ot 12.03.2022 N 353).

13) cBedeHUs] O TOCYAapCTBEHHOW PEerncTpauum reHHO-UHXeHepPHO-MOANMDULMPOBaHHBIX OpPraHU3MOoB,
npedHasHavyeHHbIX AN BbiMycka B OKpyKatolwlylo cpedy (MpU rocygapCTBEHHOW perMcTpauumn NekapcTBEHHbIX
npenapatoe Ans  BETEPUHAPHOTO  MPUMEHEHWSl,  MOMyYEHHbIX C  MPUMEHEHMEM  F€HHO-UHXEHEepHOo-
MOAMMDULMPOBAHHBIX OPraHN3MOB MM CodepXKallUX Taknue opraHuambl).
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

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

4. lMpw NnpoBedeHMM YCKOPEHHOW npoueaypbl 3KCNepTu3bl NIeKapCTBEHHOrO npenapaTa And BeTepuHapHOro
NpUMeEHEeHWs (3a UCKIIOYEeHeM NekapCTBEHHOrO npenaparta A1 BEeTePMHapHOro NPYMEHeHUs, yKasaHHOro B 4acTu
4.1 HacTosiLen cTaTbM) B LieNsX ero rocygapCTBEHHON perncTpaumm BMeCcTo otyeTa pa3paboTtynka 0 pesynbratax
AOKIMMHMYECKOr0 WUCCeAoBaHWA feKapCTBEHHOrO CpeAacTBa AN BETEPUHApPHOro NPUMEHEHUss MOXeT ObiTb
npeacrtasneH o0630p HayyHblXx paboT ©O pesynbTatax AOKAUHWYECKOrO MCCrefoBaHus  pedepeHTHOro
nekapCTBEHHOro npenapata Ans BETEPUHAPHOrO NPMMEHEHUs, a BMECTO OTdeTa O pesyrbTatax KIUMHUYECKOro
nuccrnegoBaHuns NekapCcTBEHHOro npenaparta Ans BeTepnuHapHOro NnpMMeHeHns oT4eT O pesynbTaTtax uccnegosaHui
BMO3KBUBANEHTHOCTU BOCNPOM3BEAEHHOrO NEKapCTBEHHOrO Npenapara AN BeTepMHAPHOro NPUMEHEHNS.

(B pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 28.04.2023 N 171-93)

4.1. MNpun NpoBeAEHUN YCKOPEHHOW NPOLIeAypbl IKCNEPTM3bl NIEKAapCTBEHHOMO Npenapara Afis BETEPUHAPHOro
NPUMEHeHNs1, NpeaHasHa4YeHHoro Ans neyYeHns JOMaLlHUX XXUBOTHbIX, onpeaeneHHbix ®egepanbHbiM 3aKOHOM OT
27 pekabps 2018 roga N 498-03 "O6 oTBETCTBEHHOM OOpalLEHUM C XXMBOTHBIMU N O BHECEHUN N3MEHEHWIA B
oTAenbHble 3akoHoAaTenbHble akTbl Poccuinckon ®depepaumn”, ©n  3aperMcTpMpoBaHHOrO B KayecTBe
NEeKapCTBEHHOro npenapara Anst MeguuMHCKOro NpUMEHeEHMUs1, B LENsSX ero rocyaapCTBEHHON pernctpaumm BMecTo
oTyeTa paspabotymka O pesynbTaTax [OOKIMHUYECKOTO WCCRefoBaHWUsl FEeKapCTBEHHOro CpeacTBa  Aasis
BETEPVHAPHOIO NPUMEHEHWsT MoryT ObiTb MNpeAcTaBneHbl pesyrfbTaTbl  OOKIMHUYECKOrO  MUCCnenoBaHus
COOTBETCTBYHLLErO NIEKAPCTBEHHOIrO CPeACTBa Anst MegULMHCKOrO NPUMEHEHWs, a8 BMECTO OTYeTa O pesyrnbTaTax
KIMHUYECKOrO UCCreaoBaHUsi NEeKapCTBEHHOro npenapaTta Ans BeTepuMHapPHOro NPUMEHEHUst - 00630p Hay4HbIX
paboT 0 pesynbTaTax KIMMHUYECKUX UCCReL0oBaHUIM NeKapCTBEHHOro npenapaTta Anst MEAULMHCKOro NpUMeEHEHNs
Ha BuZax XMBOTHbIX, KOTOPbIM NpegHa3Ha4YaeTCcs UccnefyemMblil ekapCTBEHHbIV Npenapar.

(vacTb 4.1 BBegeHa denepanbHbiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha akcnepTusy pasnuyHbIX NeKkapCTBEHHbIX )OpM OLHOrO M TOro Xe fiekapCTBEHHOro npenapata Ans
BETEPVMHAPHOIO NPUMEHEHUs 3asBUTENb NpeacTaBnseT OTAEeNbHble 3asBMEHUS U PerncTpauuoHHble OOCbe Ha
KaXkayto nekapcTBeHHyto dopMmy. [pn ycnoBum ogHOBPEMEHHOW Mofayn Ha 3KCNepTM3y OOHOM JleKapCTBEHHOM
dopMbl C pasnuMyHbIMKM O03MPOBKOW, KOHLUEHTpauuen, obbemom 3asBuTenb npeacraBnser OgHO 3asiBrieHue u
perncTtpaunoHHoe OoCbe C NpuroXxeHnem MakeToB HepBMHHOVI ynakoBkn “ BTOpI/ILIHOl7I YyNaKkoBKW. Ha makeTtax
I'IepBVI‘-IHOIZ ynakoBkn w” BTOpI/I‘-IHOI7I YNakoBKN YKa3blBalOTCA BCe MNpon3BoguMble OO3MPOBKU, KOHUEHTpauuu,
06beMbI U KONMYECTBO 403 B YNAKOBKE NEKapCTBEHHOro npenapaTa Ans BeTePUHapHoOro NpUMMeHeHus!.

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

6. B cnyyae HenpeacTtaBneHuns ¢ 3asBrieHMeM O rocyJapCTBEHHONW perucTpauumn nekapcTBEHHOro npenapaTa
ONA  BETEepUHApPHOro MpUMEHEHUA [OKYMEHTOB, MOATBepXAalwWmx Yynnaty rocyaapCTBEHHOW MOLWUHLL U
yKasaHHbIX B NMYHKTE 7 4YacTu 2 HaCTOALLEN CTaTbW, CBEAEHUN O NULEH3NSX, YKa3aHHbIX B NyHKTax 1 1 2 yactn 3
HacTosILLEN cTaTbW, a Takke BblgaBaeMbiX (MpegocTaBnseMblX) YNOMHOMOYEHHbIMU dedepanbHbIMU OpraHaMum
WCMOMHUTENbHOW BMNAcTM [OOKYMEHTOB (CBedeHWM), yKasaHHblX B MyHKTe 2.1 yactu 3 HacTosilen cratbw,
YMNOMMHOMOYEHHbIV  dhedepanbHbIii - OpraH  UCMOMHUTESNbHON BNacTyM  3anpaluBaeT yKasaHHble [OOKYMEHThI
(cBemeHus) B nopsiake MEXBEe4OMCTBEHHOMO MHOPMAaLMOHHOIO B3aUMOAENCTBUS.
(4acTb 6 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

7. He ponyckaeTcs Mcrnonb3oBaHMe B KOMMEpPYECKMX Lensix MHopmaumnm o pesynbTaTax AOKITMHUYECKMX
NCCNeaoBaHUM JEKapCTBEHHbIX CPEeACTB W KIMHUYECKUX WCCMEeLOBaHMN FeKapCTBEHHbIX MNpenapaTtoB Ans
BETEPVMHAPHOIO NMPUMEHEHUS, NPEACTaBNEHHON 3asBUTENEM A1 rOCYAapCTBEHHOW pPEermcTpauumn NnekapCTBEHHbIX
npenapaTtoB, 6e3 ero corrmacus B TeYeHMEe LIeCTW NeT C AaTbl roCyJapCTBEHHOW perncrtpauun pedepeHTHOro
nekapcTBeHHoOro npenapata B Poccuiickon ®egepauuu.

8. [epxaTenb wnu Briagenel perncTpalMoHHOro yAOCTOBEPEHUST JlekapCTBEHHOrO npenapata  Ans
BETEPMHAPHOIO MPUMEHEHUSI NPELCTABNSET B YNOMHOMOYEHHLIN deaeparnbHbIi OpraH UCMOMHUTENBHOW BNacTu
oT4yeT no pesynbTaTtam ¢apmakoHaasopa OAMH pa3 B LeCTb MecsueB B TeveHWe [AByX IeT nocne
rocydapCTBEHHOW perucTpauuM nekapcTBeHHoro npenapata B Poccuiickont denepaumun, 3aTeM exXerogHo B
TeuyeHue nocneayoLmx Tpex fneT U B AarnbHeENLWeM OAMH pa3 B Tpu roaa.

(4acTb 8 BBegeHa deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

Cratbsa 18. NMogava un paccmMmoTpeHue 3asiByieHuA o rocy.qapCTBeHHoﬁ perncrtpauuu neKkapcTtBeHHoro
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npenaparta gnsi MeauLUMHCKOro npumMmeHeHus
(B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ona rocydapCTBEHHOW perucTpauuy JekapCTBEHHOIO npenaparta Ans MeAWMLMHCKOro MpUMEeHeHUs
topyamyeckoe nNuUo, OENCTBYOLWEe B COOCTBEHHbIX MHTEpPecax UM ynofIHOMOYEHHOE NPeACTaBnsATb UHTEPECHI
APYroro puamMyeckoro nvua u 3asiBrsiollee fekapCTBEHHbIN npenapat Ha roCy4apCTBEHHYIO pPerncrpauuio
(mnamee B HacTOsllLeM cTaTbe - 3asBUTENb), NpeAcTaBnseT B YMNONHOMOYEHHbIV d)edepanbHbIi  OpraH
WCMOMHUTENBHOW BIiacTW, OCYLLECTBIISIOWMA FOCYOAapPCTBEHHYIO PErMcTpaumio NeKapCTBEHHbIX MpenapaToB Angd
MEeOULMHCKOTO MPUMEHEHWS!, B 3NIEKTPOHHON OpMeE M Ha ByMaxkKHOM HOcUTene 3asiBfieHMe O rocygapCTBEHHOM
perncTpaunmn nekapCTtBeHHOro npenapara and MeguunuHCKoro npuMeHeHud, a 1akxke B nopsaake, yctaHoBJ1IEHHOM
YMNOTHOMOYEHHbIM befepanbHbiM OPraHOM MCMONMHUTENbHOW BNacTU, B 3MEKTPOHHOW ¢hopMe M Ha BGymakHOM
HocuTene Heobxooumble OOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS perMcTpauMoHHOe AO0Cbe Ha JeKapCTBEHHbIN
npenapart ana MmeanumHCKOro npuMeHeHu4.

(4actb 1 B pea. degepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2. B 3asBneHun o rocy,qapCTBeHHoﬁ perncTtpaumnnm nekapcrtBeHHOro npenapara gna mMeaununHcKoro
NPUMEHEHNA YKa3blBalOTCA:

1) HanmeHOBaHuWe, agpec 3asBUTENs U NPOU3BOAUTENS NEKapCTBEHHOro npenapata Ans MeauuUHCKOro
npMMeHeHus1, ceefeHns ob KX perncTpauum B KayecTBe HaroronnaterbluMka B CTpaHe peructpauuun (ans
POCCUMCKMX IOPUANYECKMX NUL - UAESHTUMUKALUOHHBLIN HOoMep Hanoronnartenswuka (MHH), ona mHocTpaHHbIX
IOPUAMYECKUX NWL, - CTpaHa perucTpaumu, HammeHoBaHWEe PErncTpupyoLLEero opraHa, permcTpauuoHHbIn HOMep,
Ko4 HanoronnarternbLmka B CTpaHe peructpaumm (MHKoprnopaummn) Unm ero aHanor) n agpec Mecta ocyLeCTBIeHUs
NPOW3BOACTBA feKapCTBEHHOro npenapata (B Cnyvyae HanuMuMs HEeCKOMbKMX YYaCTHMKOB npouecca ero
Npou3BOACTBA HeoOXOOMMO YKasaTb KaXAoro yyacTHMKA B COOTBETCTBUM C OCYLLECTBNSAEMOW cTaguen
NpoOu3BOACTBA);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOBaHWe neKapCTBEHHOro mnpenapara Ans MeguUMHCKOrO MNPUMEHeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW rPYNMUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HauMEHOBaHWS);

3) nepeyeHb ﬂ,eIZCTByPOLLI,VIX 1 BCrnomorartesibHbIX BEWECTB, BXOAALLUX B COCTaB JIEKapCTBEHHOIro npenapara
anda MmeauunHCKOro npuMeHeHus, C ykadaHmem KornmdecTBa KaXaoro U3 HUX;

4) nekapcTBeHHasi oopma, A03NPOBKa, Crocobbl BBEAEHMS U MPUMEHEHWUS, CPOK MOAHOCTU NEKapCTBEHHOIO
npenapara Anst MeAWLMHCKOro NPUMEHEHWS;

5) QJapmaKOTepaneBTquCKaﬂ rpynna, Kon aHaTOMO-TepaﬂeBTI/ILIeCKO-XI/IMI/I‘-IGCKOIZ KJ'IaCCI/I(bI/IKaLI,I/II/I,
peKOMeHﬂOBaHHOVI BCGMMpHOIZ opraHmsaLuAeVl 34pPaBOOXpPaHEHUA, 3adABIIdeMble MOKa3aHua AOnAa npuMeHeHusa
JNIeKapCTBEHHOro npenapata ana MmeanumHCKOro npuMeHeHuA,

6) oTcyTCcTBME HEeobXoAMMOCTW NPEeAOCTaBfEeHUsI OTyeTa O pesynbTaTax KIMHUYECKOro MUccrnenoBaHus,
nccrnenoBaHnsi  GMOSKBMBANEHTHOCTM  FIEKAPCTBEHHOrO MpenapaTa, paspeleHHoro Ans  MeauuUMHCKOro
npumeHeHnst B Poccuiickoin depepaummn bonee gsaguatv NeT, C ykazaHWeM HOPMAaTUBHbLIX MPaBOBbLIX aKTOB,
NoATBEPXAAOLWMNX AaHHbIA CPOK NMPUMEHEHWS;

7) HeobxoaMMOCTb OchopMIIEHUs1 pa3spelleHuss Ha BBO3 B Poccuiickyio Penepauunto KOHKPETHOM napTum
3aperucTpupoBaHHbiX M (MKN) HE3aPErMCTPUPOBAHHbLIX JIEKAPCTBEHHbIX CPEACTB, NpeAHas3HayeHHbIX AOns
NPOBEAEHUSA 3KCMEPTU3bI NIEKAPCTBEHHbLIX CPEACTB B LIENSIX rOCYAapCTBEHHOW perncTpaunm;

8) HeoBXOAMMOCTb MpOBEAEHUst 3KCMNEepTM3bl [OOKYMEHTOB, MpPEeACTaBMeHHbIX AN onpedeneHus
BO3MOXHOCTU paccMaTpuBaTh NeKapCTBeHHbIW npenapart Ana MeauLUHCKOTO MpUMEHEHUsI MpU OCYLLECTBIEHUN
rocyaapcTBeHHON perucTpauuy B kayecTee opdaHHOro NekapcTBeHHOro npenapara;

9) Heob6XoOMMOCTb MPUMEHEHUST YCKOPEHHOW NpoLeaypbl 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB B LENsX
rocy4apCTBEHHOWN perncTpauum fiekapcTBEHHOMO Npenapara;

10) KONWUM JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocy4apCTBEHHON MOLUMUHbI:
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

a) 3a npoeBegeHune JKCcnepTtu3bl OOKYMEHTOB, nNpeactaBlieHHbIX AOna onpeneneHnsa  BO3MOXXHOCTU
paccMmaTpmuBaTb ﬂeKapCTBeHHbIVI npenapatr and MeanLUnHCKOro npuMeHeHusa npu ocyLliecTBiieHnn
rocy,u,apCTBeHHon permcTtpaumm B Ka4ectee Opd)aHHOFO NNeKapCTBEHHOro npenaparta;

0) 3a NnpoBeAeHMEe SKCMEPTU3bl KA4YeCTBa JIEKAPCTBEHHOrO CPeACcTBa U IKCMEepPTU3bl OTHOLLEHUS OXMOAeMOW
Nnonb3bl K BO3MOXHOMY PWCKY MPUMEHEHUSI JIEKAPCTBEHHOrO npernapaTa, paspeLlleHHOro Ans MeauLUHCKOro
npumeHeHns B Poccunckon ®depepaummn ©Oonee pBaguatu neT, NpuM  OCYLLECTBIIEHUU TOCYLAPCTBEHHOW
perncTpaumm rekapcTBEHHOro npenapara;

B) 3a npoBegeHmne 3KCnepTn3bl KavyecTBa JIEKAPCTBEHHOIO CpeacTtBa U 3KCNEPTU3bl OTHOLLEHUA oXxngaemom
Nosb3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOro npenaparta anda MegumunHCKoro npuMeHeHusa npm ero
rocyp,apCTBeHHon perncrpauuu,

r) 3a npoBeAeHNe IKCNepTM3bl KayecTBa NEKapCTBEHHOrO CPEACTBA M 3KCMEPTU3bl OTHOLLEHUS! OXUAaeMoNn
Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKapCTBEHHOro npenapara ans MeauuUHCKOTrO MPUMEHEHUs, B
OTHOLLEHWUN KOTOPOro NpoBedeHbl MeXAyHapoAHble MHOrOLEHTPOBblE KMMHUYECKME MWCCregoBaHus, YacTb U3
KoTOpbIX npoBegeHa B Poccuiickoin depepauun, nNpu  OCYLLECTBNEHUM TrOCyOapCTBEHHON perucTpaumm
nNeKkapcTBEHHOro npenapara;

11 ) Hanun4me cornacuna nponm3BoguTena JieKapCTBEHHOro npenaparta, npon3BoACTBO  KOTOPOro
OCyLUeCTBIAETCA 3a npenenamm Poccuiickon ¢ep,epau,ww, Ha npoBegeHne MHCNEeKTUupoBaHUA Npon3BoOUTENA Ha
cooTBeTCTBME TpEGOBaHMﬂM npasun Hagnexawien I'IpOVI3BOﬂ,CTBeHHOl7I MNPaKTUKK;

12) Hann4ue cornacus, NpegycCMOTPEHHOro YacTblo 18 HacTosLen cTaTby;

13) ykasaHue BuOa neKkapCTBEHHOro npenaparta, MPeACTaBMEHHOro Ha perucTpaumio (pedepeHTHbIN
neKapCcTBEHHbIA MpenapaTt, BOCMPOU3BEAEHHbIA EeKapCTBEHHbIN npenapaTt, Guonorndecknii NekapCcTBEHHbIN
npenapat, 6OwuoaHanoroBbii (6MonodobHbLIN) NeKapcTBEHHbIM npenapat (buoaHanor), romeonaTUYeCcKUN
NeKapCTBEHHbIN NpenaparT, NIeKapCTBEHHbIN pacTUTENbHbIV Npenapar).

(vacTb 2 B peg. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PerucrtpauuMoHHoe [oCbe Ha JleKapCTBEHHbI npenapat Ans  MEAUUMHCKOTO  MPUMEHEHUs
npegocTasnseTcs B oopme obLero TEXHNYECKOro JOKYMeHTa.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AOOKyMeHTauunn agMUHNCTPAaTUBHOIO XapakTepa BKIMO4YaeT B cebsi:

1) 3adBreHWe O TrOCyOapCTBEHHOW perncTpauum nekapcTBEHHOro npenapata Ans  MeauLMHCKOro
NPUMEHEHUS B 3NEKTPOHHOM chopMe U Ha BymMaxkHOM HocuTere;

2) KONUKo [OOKyMEHTa Ha PYCCKOM A3blKke, 3aBepeHHOro B YyCTaHOBJIEHHOM MopAdKe U noarsepXaakLlero
NPaBOMOYHOCTb 3adBUTENA NoAdaBaTb 3adBJIEeHUE O Focyﬂ,apCTBEHHOVI perncTtpauunmn nekapCrtBeHHOro npenaparta
ana meanumnHCKOro npuMeHeHunaA (ﬂ,OBepeHHOCTb);

3) cBedeHWss O paTte NpPedoCTaBnEeHUs W PErncTpauuMoHHOM HOMEpPe IMUEH3UM Ha MNpou3BOACTBO
nekapcTBEHHbIX CPeACTB UMW CBeOeHUs O AaTe NpedoCTaBneHusl U perucTpalMoOHHOM HOMeEpEe 3akruyeHuss o
COOTBETCTBMM MPOM3BOAUTENS NEKapCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBuil Hagnexallen npon3BoACTBEHHOM
NPaKTUKK, BblOaHHbIX (NpeaocTaBrneHHbIX) YNOonHOMOYEeHHbIM defepanbHbiM OpraHoM UCNONHUTENBHON BNacTu B
OTHOLLEHUN MNPOU3BOACTBEHHOW MMOWAAKU PErNCTPUPYEMOro INeKapCTBEHHOro npenaparta, B cry4vae, ecnu
NPOM3BOACTBO NEKaPCTBEHHOIO Npenapara ocyllecTensieTcs B Poccuiickon ®epepaumu;

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

4) KOMWIO NpPEedOCTaBMEHHON YMOMTHOMOYEHHBIM OpraHOM CTpaHbl MPOU3BOAUTENSA  JIMLEH3MU  Ha
NMPOV3BOACTBO MEeKapCTBEHHOro npenapaTta U ee MepeBOd Ha PYCCKUIA SA3blK, 3aBepeHHble B YCTAHOBMEHHOM
nopadke, a Takke KOMUIO 3aKMYeHUss O COOTBETCTBUM MPOU3BOAMTENS NEKapCTBEHHbIX CPeAcTB TpeGoBaHUAM
npaeun Haanexallein NPOU3BOACTBEHHON MPaKTMKK, BbIAAHHOMO YMOMHOMOYEHHbIM dedeparnbHbiM OpraHoM
WCMOMHUTENbHOW BMAcTU B OTHOLUEHWX MNPOM3BOACTBEHHON MNMOLAAKW PEerucTpUpyeMoro ekapCTBeHHOro
npenaparta, WM KOMWUIO peLleHNs YMNONHOMOYEHHOro beaepanbHOro opraHa WCMOMHUTENBHOW BRactu o
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npoBefeHUN WHCMNEKTUPOBAHUS NPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB, B Cryvyae, ecnv npou3BOACTBO
nekapcTBEHHOro npenapaTa ocylecTensieTcsa 3a npeaenamun Poccunckon ®enepauun;
(B peq. ®enepanbHbix 3akoHoB 0T 04.06.2018 N 140-03, o1 27.12.2019 N 478-03)

5) NPOEKT WHCTPYKUMM MO MeAMUMHCKOMY MPUMEHEHMIO JIeKapCTBEHHOrO Mpenaparta, cofepallei
crieyrowme cBeeHus:

a) HanMmeHoBaHue NneKapCcTBEeHHOro npenapara (Me>|<,1:|,yHapo,u,Hoe HenaTteHToBaHHOe, UM rpynnmpoBo4HoOeE,
nnm xmmn4eckoe n Toproeoe HaI/IMeHOBaHMﬂ);

6) JleKapCcTBeHHadA cbopma C yKazaHunem HanMMeHOBaHWIN U KONIMYECTBEHHOIO COCTaBa ,CleVICTBYIOU.lVIX BellecTB
N KayeCTBEHHOro CcocCTaBa BcCrnomMoraTtesibHblX BellecTB (I'Ipl/l HeobXOAMMOCTU KOJNIMYECTBEHHOIO CoCTaBa
BCnomMoraTtesibHbIX BelJJ,eCTB);

B) onu1caHune BHELLHEro Buaa nekapcTBeHHOro npenaparta ans MeguuuHCKOro NpuMeHeHus:;
r) dounsmnko-xMmMmuyeckmne cBocTea (ana paguodapmaueBTUYecKrX NIeKapCTBEHHbIX NpenapaToB);

4) dbapmakoTepaneBTMyeckas rpynna, Ko nekapCTBEeHHOro npenapara Ansg MeguuMHCKOro npMMeHeHus no
aHaToOMO-TepaneBTUYECKO-XMMNYECKOM  knaccudpmkaummn,  pekomeHgoBaHHOW  BcemupHom — opraHusaumen
30paBOOXPaHEHNs, NN ykasaHue "romeonaTu4yeckuin nekapCcTBeHHbIN npenapat”;

e) CbapMaKO,D,VIHaMVIKa n CbapMaKOKVIHeTI/IKa (3a NUCKIKO4YEeHNnEeM (*)apMaKOKI/IHeTVIKI/I romeonaTtn4eckmnx
JIeKapCTBEHHbIX NpenapaTtoB N PacCTUTEJIbHbIX NNIEKAPCTBEHHbIX npenapaTOB);

) nokasaHusa Ansi NPUMEHeHUs!;
3) NpoTMBOMNOKAa3aHUs Ons NPUMEHEHWS;
1) Mepbl NPeAOCTOPOXKHOCTU NMPY NPUMEHEHUN;

K) YKa3aHne BO3MOXXHOCTU U ocobeHHoCTeNn NnpUMeHeHNA nekapCTBeHHOro npenaparta Anda meauumHCKOro
npuMeHeHunsa 68peMeHHbIMVI XEeHUWMHaMU, XKeHWnnHaMmn B nepmno rpyaHoro BCKapmMminBaHua, eTbMn, B3pPOCIbIMU,
MMerLnMnN XpoHn4yeckmne 3aboneBaHus;

N) pexum [o3MpoBaHUs, cnocobbl BBeAEHWUA U NPUMEHEHMs, NpU HeobXOOUMMOCTM Bpems Mpuema
neKkapcTBEHHOro npenapaTa ans MeamUUHCKOro NpUMeHeHUs!, NPOAOIKUTENBHOCTD NEYEHUs, B TOM YucTe Y AeTel
[0 1 nocne oaHoro roaa;

M) BO3MOXHbl€ HeXxXenaTelibHble peakuun npun npuMeHeHnn nekapCcTtBeHHOoro npenaparta anda meamumnHCcKoro
NPUMEHEHNA;

H) CMMNTOMbI NEePeao3MPOBKU, MePbl MO OKa3aHWIO MOMOLLM NPU Nepeo3nPOBKE;
0) B3aMMOAEMNCTBME C APYTMMU NeKapCTBEHHbIMU NpenapaTamMu 1 (Mnu) NULWeBbIMKU NPOAyKTamu;
n) oopMbl BbiNycKa fiekapCTBEHHOrO npenapara;

p) ykasaHue (npn HeobxoammMocTn) 0oCOBEHHOCTEN OENCTBUSA NIEKAPCTBEHHOrO Npenapara Anst MeEgULMHCKOro
NPUMEHEHMS NPV NEPBOM NMPUEME UMM NPU EFO OTMEHE;

c) onucaHue (Npu HeobxoaAMMOCTH) AelcTBUIA Bpada (dpenbawepa) v (unun) naumeHTa npu nponycke npvema
O[HOW WM HECKOMbKUX A03 NeKapCTBEHHOro npenapara Ansg MeauumMHCKOro NpuMeHeHNs;

T) BO3MOXHOE BIVSIHWE J1eKapCTBEHHOro npenaparta Afil MeOMLMHCKOro MpUMEHeHUs1 Ha CrocoBHOCTb
yNpaBnsiTb TPAHCMNOPTHLIMU CPEACTBAMM, MEXaHU3MaMMU;

y) CPOK rogHOCTU W YyKa3aHue Ha 3anpet npuMeHeHua nekKapCTtBeHHOro npenaparta Aanda MeauuuHCKOro
npuMeHeHna No NCTe4eHnn Cpoka roaHOCTH;
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

&) ycroBus XxpaHeHus;

X) YKa3aHue Ha HeobXxo4MMOCTb XpaHeHuA NeKapCTBEeHHOro npenaparta gnlda MeanuynHCKoro npuMeHeHund B
MecCTaXx, HeOCTYNHbIX A1A aeten;

u) ykasaHue (Mpy HeobXoQMMOCTM) cneuuanbHblX Mep MPeAOoCTOPOXHOCTM  MPU  YHUHMTOXEHUU
HEeMCMNonb30BaHHbIX NEeKapCTBEHHbIX NpenapaToB A MeAMLMHCKOro NPUMEHEHUS;

4) yCroBusi OTMyCKa;
L) HaMMEeHOBaHMWS U agpeca NPON3BOACTBEHHbIX NIIOLLAA0K NPOU3BOAUTENS NTEKAPCTBEHHOMO Npenapara;

1) HauMeHOBaHWe, adpec opraHusauuu, YNorHOMOYEHHOW [JdepxaTeneM WNM  BnagenbLem
PerncTpauMoHHOro yAOCTOBEPEHNSA NEKAPCTBEHHOrO npenapata Ans MeOuUMHCKOTO MPUMEHEHUst Ha MpUHATUE
NnpeTeH3ni oT NoTpebutens;

6) MHCTPYKUMIO NO MEAMULMHCKOMY MPUMEHEHWMIO UMM KPaTKY0 XapaKTEPUCTUKY FiekapCTBEHHOro npenapaTa,
yTBEPXKOEHHbIE B CTPaHe NPOM3BOAUTENS;

7) NMPOEKTbl MaKeToB I'IepBM‘-IHOI7I ynakoBkn w“ BTOpM‘-IHOIZ YNakoBKM NeKapCTBEHHOro npenapara and
MeONLIMHCKOro NpuMeHeHns;

8) MpoekT HOpMaTMBHOW OOKYMEHTauuu UM HOPMAaTUBHOIO OOKYMEHTa Ha NMeKapCTBEHHbIM npenapaT Ans
MEANLIMHCKOro NpMMeHeHMs b0 ykasaHne COOTBETCTBYHOLLEN (hapMaKonenHon cTaTbu;

9) [OOKYMEHT, codepxXalliMili WHopMaUMIo O HanuMuuu unu o6 OTCYTCTBUM (PaKTOB perncrpauum
nekapcTBEHHOro npenapaTta Ana MeauuMHCKOro NpuMeHeHns 3a npegenamu Poccuiickon denepauuu;

10) KOMUM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOpAOKe W NOATBEPXKAAWMX (akT pernctpauum
NeKapCcTBEHHOro npenaparta B MHOCTpaHHbIX rocyAapcTBax B kayecTBe opdpaHHOro fieKapcTBEHHOro npenapara;

11) nnaH ynpaeleHuna puckammn and Bronornyeckmx NeKapCTBEHHbIX MpenapaTtoB AnAad MeaununHCKOro
NPUMEHEHNA;

12) OOKYMEHT O Cucteme cbaplvlaKOHap,aopa aepxartenda unu snagenbua permctpaunmoHHOro ygoctoeepeHus
JIeKapCTBEHHOrO npenaparta;

13) OOKyMeHT, noaTBepXAalLuMA KayeCTBO IeKapCTBEHHOro npenapaTta TpeX MPOMbILEHHBIX Cepun
(MpoTokon aHanusa unu ceptudukaT aHanusa), ogHa cepus KOTOpOro AOfKHa coBnagaTbh C cepuein obpasua
nekapcTBEHHOro npenapata Ans  MeOULUMHCKOTO NPUMEHEHWsi, MpPeACTaBneHHOro Ha rocygapCTBEHHYHO
perncTpaumio.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumu4eckon, doapmaueBTUYECKON 1 BUOITOrMYEeCcKo AOKYMEHTaLMM BKIOYAET B ce0s1 JOKYMEHTDI,
cogepxawme nHpopmaumio o hapmMaLeBTUYECKoN cybCTaHUMM 1 NEKAapCTBEHHOM MnpenapaTe Anis MegULMHCKOro
npuMeHeHud, npouecce ero Nnpon3BoacTea U MeTodax KOHTPOJ1A Ka4yecTBa, B TOM 4UCne:

1) KOMWIO OOKYMEHTa, copepXKallero criegyrollyto MHgopmaumio o dapmaueBTUYeckon cybcTaHumMM unm
hapmaueBTUYECKMX CyBCTaHUMSAX, BXOOSLWMX B COCTaB eKapCTBEHHOrO npenapaTta, 3a UCKIOYEHMEM
MHOopMaUMM O dhapmaLeBTUYECKMX CyBCTaHUMSAX, BKIOYEHHbLIX B rOCyOdapCTBEHHbIA PEecTp neKkapCTBEHHbIX
cpencTB B COOTBETCTBUM co cTaThel 34 HacTosuero PenepanbHOro 3akoHa:

(B pea. PepepanbHoro 3akoHa oT 27.12.2019 N 462-93)

a) HanMmeHoBaHue hapmaueBTUYecKon cybcTaHuum, ee CTpykTypa, obLime CBOMCTBA;
6) HaMmMeHOBaHWe 1 agpec NPoM3BoANTENS;

B) TEXHOJI0orma npon3soacTtea C onncaHnem cTagun npon3soacTtBa U MeToOAO0B KOHTPOJIA Ha BCEX CTaaunAaAx
npon3BOACTBa,
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r) onucaHue pa3paboTku npouecca NPOM3BOACTBA;

4) onncaHne KOHTPONS KpUTUYECKUX CTaaui Npou3BOACTBa U NPOMEXYTOYHOWN NPOAYKLUNY;
€) AOKYMeHTanbHoe NoATBepXAeHMe (Banvaaums) NpoLeccoB 1 (Mnn) UX OLEHKa;

) CBONCTBA N CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTrka npMmecen;

1) cneumdukaumns Ha bapmaleBTUYECKYH0 CyOCTaHUMIO U ee 060CHOBaHWE;

K) aHanMTU4eckne MeToauKM, UCNOSb3yeMble MPU OCYLLECTBIIEHUN KOHTPONS KavecTBa hapmaLeBTUYECKON
cybcTaHuup;

n) [AOKYMeHTanbHOEe noATBepXxaeHve (Banupauusa) aHanuMTU4ecKMx METOAMK, WCNOoMb3yembiX Mpu
OCYLLIECTBEHMN KOHTPOIS KayecTBa hapmaLeBTMYECKON CybcTaHumu;

M) pe3ynbTaTbl aHanMaa cepuii hapmaleBTMYeCKol cybcTaHLuK;

H) nepeyeHb CTaHOAPTHbIX OOPA3LOB WNW BELLECTB, WCMONb3yEMbIX MPU OCYLLECTBIIEHUM KOHTPOSS
KayecTea;

0) onMcaHne XxapakTEPUCTUK M CBOMCTB YNAKOBOYHbLIX MaTEPUanoB 1 YKYNOPOYHbIX CPEACTB;
n) AaHHble O CTabMNbHOCTU hapmaueBTMYECKOM CybCcTaHLUmK;
p) CPOK rogHOCTY;

1.1) B OTHOWeEHUN hapmMaLEeBTUYECKUX CYOCTaHUMIA, BXOOALMX B COCTaB JlekapCTBEHHOro npenaparta u
BKITIOYEHHbIX B FOCYAAPCTBEHHbI PEECTP JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTbel 34 HacTosiliero
denepanbHOro 3akoHa, - Konus JOKyMeHTa, coaepXallero crnefyoLlyto MHopmauuio:

a) HauMmeHoBaHue hapmaveBTUYecKon cybcTaHuum, ee CTpykTypa, obLime CBONCTBA;
6) HaMmeHOBaHWe 1 agpec NPoM3BoANTENS;
B) pe3ynbTaTthl aHanu3a cepuin bapmMaLleBTU4eckon cybctaHumm;

) CPOK rogHoOCTY;
(n. 1.1 BBegeH PeneparnbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) [OOKyMEHT, cofepxaluii crneayloliMe cBefeHUs O NekapCTBEHHOM npenapate And MeaWuLMHCKOro
NPUMEHEHS:

a) onucaHue 1 coCTtaB NeKapCTBEHHOro npenapata Anda MmeanumHCKOro npuMeHeHus;

6) onucaHve dapmaueBTuyeckon paspaboTkm (obocHoBaHue BbibOpa cocTaBa, MEPBUMYHON YNAKOBKM U
WHOro);

B) TexXHosnorna npom3BoAcTea C onnMcaHnem cTagmmn npon3BoAcCTBa U MeToO0B KOHTPOJNIA Ha BCeX CTaaunax
npon3BOACTBa,

r) onMcaHne KOHTPOIS KpUTMYECKUX CTaamii npoLiecca Npou3BoACcTBa U NPOMEXYTOYHOW NPOoAyKLNUY;
[4) HavMeHOBaHMe W agpec MecTa OCYLECTBMEHMs MPOM3BOACTBA JIEKapCTBEHHOro npenaparta Ans
MEMLIMHCKOro NMpUMeHeHus (B criyyae Hanuuusi HEeCKONbKMX YYacTHMKOB npoLiecca NpousBoAcTBa HeobxoaumMo

yKasaTb KaXX4oro u3 Hux);

e) CbapMaLl,eBTMLIGCKaH COBMECTUMOCTb;
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) MUKpoGUonormyeckne XxapakTepucTmKkm;

3) MaTepuanbHbIii GanaHc Ans Npou3BOACTBa CEPUM FTOTOBOTO NMPOAYKTa;

1) onMcaHne xapakTepUCTUK U CBOWMCTB YNaKOBOYHbLIX MaTepuarnos 1 YKynopoYHbIX CPEACTB;

K) AOKyMeHTarnbHoe noaTBepXxaeHne (Banuaaums) NpoLeccoB Npou3BoacTBa U (MNN) UX OLEHKa,;

n) TpeboBaHWs K Ka4ecTBY BCMOMOraTenbHbIX BELEeCTB (cepTudukaT, cneundmrkaums Ha BcromoraTesbHble
BeLLecTBa U nx obocHoBaHue);

M) aHanuTU4Yeckne MeToOuKW, MUCMOoSb3yemMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa BCMOMOraTenbHbIX
BeLLIeCTB;

H) [OKyMeHTanbHoe TMNOATBepPXKAEeHWe (Banugauusl) aHanmuTUYeCKUX MeToaMK, WCMOoSb3yemblX Mpu
OCYLLECTBEHUW KOHTPOSS Ka4ecTBa BCMOMOraTe bHbIX BELLECTB;

O) MHd)OpMaLI,Mﬂ 00 uMCnonb3oBaHMM  BCMOMOraTernbHbIX BELLUECTB 4YeNoBEYECKOro U XXMBOTHOrO
NMPONCXOXOEHUA,

I'I) VIHq)OpMaU,I/IFI 006 MCNonb30oBaHUN HOBbLIX BCMIOMOraTerbHbIX BELLIECTB;

p) TpeboBaHMA K KayecTBy neKapCTBEHHOro npenapaTta ANnd MeguuUMHCKOro MpuMeHeHus (cepTtudomkar,
crneundmrKkaumsa Ha nekapcTBEHHbIN nNpenapaT u nx obocHoBaHue);

C) aHannTn4yeckne MeToaukun, uncnonbldyemble MNMpu OCYLEeCTBIIEHUN KOHTPOJiA KadeCTBa J1eKapCTBEHHOro
npenaparta gna meanunHCKoro npuMeHeHuns;

T) [OOKyMeHTanbHoe MOATBepXAeHWe (Banupauusl) aHanuTUYeckux MeToauK, WCMoNb3yemblXx npu
OCYLLECTBIEHUM KOHTPONS KayecTBa fieKapCTBEHHOrO Npenapara As MeauUMHCKOro NPUMEHEeHNs;

y) pesynbTaTbl aHann3oB Cepuii NNEKAapCTBEHHOIO NpenapaTa As1s MEAULMHCKOIO NPUMEHEHUS;
&) XxapakTepucTnka NnpuMecen;

X) nepeyeHb CTaHOaPTHbIX oﬁpasu,oa, ncnonb3dyemblX TMNMpu OCYyLLeCTBIIEHUN KOHTPONA KadecTBa
NeKapCTBEeHHOro npenapata ana MmeaunumHCKOro npuMeHeHusa,

L}) AaHHblEe 0 CTabMNbHOCTM NEKAPCTBEHHOIO NpenapaTta Ans MEAULMHCKOTO NPUMEHEHMS.
(vacTb 5 B peg. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen dapMakonormyeckon, TOKCUKONOrMYECKON [AOKYMEeHTauum BKMYaeT B cebs oTyeTbl O
pesynbTaTtax OOKMMHUYECKUX UCCMNEeLOBaHUN NekapCTBEHHOro cpeactsa And MeOUMUMHCKOro NPUMEHEHWs, B TOM
yncne:

1) oTyeT 0 hapMakoANHaAMUYECKNX NCCNEAOBaHNAX;
2) oT4eT 0 hapMaKOKMHETUYECKUX UCCNEAOBaHMUSAX;

3) OTYET O TOKCUKOSOrMYECKMX UCCIELOBAHUSX.
(4acTb 6 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnvHu4eckom OOKYMeHTauunm BKN4YaeT B cebsi oTyeTbl O pesynbTatax KIMHUYECKUX
uccregosaHum NeKkapCTBeHHOro npenapata Anda MmeguumnHCKoro npuMeHeHua, B ToMm 4Yucne:

1) oT4yeTbl 06 UccnegoBaHMNAX 6MOLI,OCTyI'IHOCTI/I 1 BUO3KBMBANEHTHOCTU, UCCeQOBaHUSX, yCTaHaBnMBakLLnX
Koppendauuio pe3ynbTaToB, NOJTy4eHHbIX B YCITOBUAX in vitro u in vivo;

2) oT4yeTbl 0 PapMaKOKMHETUYECKMX NCCITEAOBAHUSIX;
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3) OT4eTbl O d)apMaKOD,I/IHaMI/I‘-IeCKMX ncenegoBaHUAXx;
4) OT4HETbI O KITMHNYECKNX NCCreaoBaHNAX 3d)(*)eKTVIBHOCTVI n 6e3onacHocTy;

5) oTyeT 0 NOCTPErMCTPaLMOHHOM ONbITE MPUMEHEHMNS (MPY HaNU4un).
(4acTb 7 BBegeHa ®eaepanbHbiM 3aKkoOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHuA K OObEMY WHpOpMaLMK, MPESOCTaBMSIEMON B COCTABE PErMCTPaLMOHHOIO [AOCbe, AN
OTAENbHbIX BWAOB JEKAPCTBEHHbIX MpenapatoB AN  MEeAWMUMHCKOrO  MPUMEHEHMSI  yCTaHaBnMBalOTCS
YNOMHOMOYEHHbLIM dheaeparnbHbIM OpraHoM UCNOMNMHUTENBHON BracTu.

(vacTb 8 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9. B oTHOLWEHMMN NekapCTBEHHbIX NpenapaToB, pa3peLlleHHbIX AN MeAULMHCKOro npumMmeHeHus B Poccuinckom
®epepaumn bornee aAsaguatv fieT M B OTHOLIEHUW KOTOPbIX HEBO3MOXHO MpPOBEAEHUE WCCMNefoBaHUM KX
BMO3KBUBANEHTHOCTU (3@ UCKMOYEHMEM BUONOrnYECKMX NeKapCTBEHHbIX NpenapaTos), OMYCKaeTCsa BKIIOYEHNE B
COCTaB pasgena apmakonormyeckomn, TOKCUKONOrM4eckon AOKYMEHTaumMmn 1 pasaena KNnMHUYeCcKon JOKYMeHTaunm
BMECTO oOT4yeTa pa3paboTymka O pesynbTaTax COOCTBEHHbIX AOKMMHUYECKMX WCCIEeAOBaHUA neKapCTBEHHbIX
CPeAcTB U KNMHUYECKMX MCCreqoBaHWN NMeKapCTBEHHbIX MpenapaToB Ans MeAUUMHCKOro npumeHeHusi ob3opa
HayyHbix paboT o0 pesynbTatax [AOKMMHUYECKUX WCCMeQOBaHWUN eKapCTBEHHbIX CPEACTB M KIMHUYECKUX
nccnegoBaHWA OaHHbIX NEeKapCTBEHHbIX NpenapaToB, B TOM YWCME BKOYas OMbIT MX MOCTPErncTpaumMoHHOro
NPUMEHEHMS.

(vacTtb 9 BBegeHa PepfeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa ot 27.12.2019
N 475-®3)

10. Tpu rocyOoapCTBEHHOW perucTpauun  BOCMPOU3BEOEHHbIX EeKapCTBEHHbIX MpenapaTtoB  Ans
MEMLIMHCKOro NPUMEHEHMNS OONYCKaeTCcs BKIOYEeHMe B cOCTaB pasaena apMakonormyeckoi, TOKCUKONOrMYecKom
JOKYMEHTauuM W pasgena  KIMHUYEecKoW [OOKYMeHTauuum BMEecTO oTdyeTa paspaboTyuMka o pesynbTaTtax
COBCTBEHHbIX OOKNMHUYECKUX MCCNEedoBaHUiA NeKapCcTBEeHHbIX CpeAcTB ob63opa Hay4yHbiX paGoT o peasynbTaTax
JAOKMUHUYECKNX WCCNEeAdoBaHUiA ped)epeHTHOro JieKkapCTBEHHOro npenapata W NpeacTaBlieHMe BMECTO
KMUHUYECKUX UCCIEA0BaHUIA B MOSTHOM 0GbeMe, YCTaHOBIIEHHOM pa3aernioM KIMHUYECKON JOKyMeHTauuu, otyeTa o
pesynbTatax MWccliefoBaHuii GUO3KBUBANEHTHOCTM BOCMPOU3BEOEHHOIO JIeKapCTBEHHOro Mpenaparta Aans
MedMUMHCKOro npuMeHeHus. He TpebyeTcs npeacTaBneHMe oOT4eTa O pesynbTaTtax —UccrenoBaHwi
GNO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOMO JIeKapCTBEHHOro npenapata Ansl MeAMUMHCKOrO MPUMEHEHUs, ecrni
PerncTpupyoTcsl BOCNPOM3BEAEHHbIE NTEKAPCTBEHHbIE NpenapaTbl AN MeANLMHCKOrO NPUMEHEHMS, KOTOpbIE:

1) npegHasHayeHbl Ons  nNapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOTO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMOSIOCTHOrO, BHYTPUCYCTaBHOrO, BHYTPMKOPOHAPHOrO) BBEAEHUS U NpeacTaBnsaioT cobow
BO[HblE pacTBOpbI;

2) npegcTaBnsaoT coboV pacTBOPbI AN NepopanbHOro NPUMEHeHNS;

3) nponsBeaeHbl B (hopme MOPOLLKOB UK NMOUNmn3aToB AfS NPUroToBeHUs pacTBOPOB;

4) aBnATCA rasamu;

5) 9BNSOTCS YLUHBIMW UMK TNa3HbIMW NEKAPCTBEHHBIMU MpenapaTamMu, NPoM3BeAeHHbIMU B hopMe BOOHBLIX
pacTBOpOB;

6) npegHa3HavyeHbl And MeCTHOro nNpuMeHeHna N NpuroToBrieHbl B d)opme BOOHbIX PpacTBOpPOB;

7) npencTaBnAlT coOOM BOAHbIE PaCTBOPbLI AN MCMNONb30BaHUS B (QOPME WHransumMm C MOMOLLLHO
Hebynansepa Unu B Ka4eCTBE Ha3arbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOWCTB.
(vactb 10 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Anga cnyyaes, ykasaHHbIX B nyHkTax 1 - 3, 5 - 7 yactm 10 HacTosdllen cTaTbX, BOCNPOU3BEAEHHbIN
neKkapcTBEHHbIA NpenapaTt Ang MeauuMHCKOro MNMpPUMEHeHUst OOMMKEeH codepXaTb Takue e BcrnomoraTerbHble
BELLECTBA B TaKMX e KONMMyecTBax, Kak UM pedepeHTHbI JekapCTBEHHbIM npenapaTt. Ecnu cocTtaebl
BCMoOMoraTesibHbIX BELLECTB pasnuyatoTcs, 3asiBUTeNb [OOMKEeH npeacTtaBUTb [okasaTenbcTBa TOro, 4TO
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Mcnosnb3yemble B AaHHbIX KOHLEHTpauusX BCromoraTesbHble BELLECTBA He BNUSIIOT Ha Ge3onacHocTb U (unu)
3hhEeKTUBHOCTL NEKAPCTBEHHOIO MpenapaTta Ans MeAWUMHCKOro npumeHeHust. B cnyyae, ecnu 3asiButenb He
MOXET NPeACTaBUTb TakMe AoKasaTenbcTBa U (UNN) He UMEET JOCTyNa K COOTBETCTBYHOLLMM AaHHLIM, OH JOJPKEH
NpPOBECTM COOTBETCTBYIOLLME UCCNEAOBAHUS AN JoKa3aTenbCTBa OTCYTCTBUSI BIUSIHWS Pa3HbIX BCMOMOraTenbHbIX
BELeCTB WM BCMoMoraTenbHbIX YCTPOMCTB Ha 6esonacHocTb U (MnKn) 3hEKTUBHOCTL FIEKapCTBEHHOMO
npenapaTta Ans MeOuLUMHCKOro NMpUMEHEHWs B COOTBETCTBUM C akTamu, cOCTaBnsowmmMu npaeso EBpasuiickoro
3KOHOMMYECKOr0O COHo3a.

(vactb 11 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHoro 3akoHa ot 22.12.2020
N 444-03)

12. Tlpu rocygapCTBEHHOW perucTpaumm KoOMOuHaUMA paHee 3apermcTpypoBaHHbIX NeKapCTBEHHbIX
npenapaToB ANs MeQULMHCKOrO NpUMEHEeHMs OOMNyckaeTcs BKMOYeHWe B COCTaB pasfgena hapmMakornormyeckou,
TOKCMKOIOrM4Yeckon AOKyMEHTauum u pasgena KIMHWYECKOW [AOKyMeHTauuu BMecTO oTyeTa paspaboTyumka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKMX MCCMeoBaHWN NeKapCTBEHHbIX cpeAcTB 0630pa HayudHbIX paboT o
pesynbTartax AOKNMHUYECKMX WCCNefoBaHWA pedepeHTHbIX NeKapCTBEeHHbIX NpenapaToB, BXOASALWMX B COCTaB
KOMOMHauuM nekapcTBEHHbIX NpenapaTos, 1 06 OTCYTCTBUM UX B3aMMOLEWNCTBMSA B OAHOW fiekapCTBEHHOMN hopme.
(4acTb 12 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

13. Ha akcneptnsy pasnuuHbiX NeKapCTBEHHbIX (0OPM OLHOrO M TOrO e feKapCTBEHHOro npenapara Ans
MEANLMHCKOrO NPUMEHEHUS 3asdBUTENb NpPeacTaBnsaeT OTAerbHble 3asBNEHWs U PerucTpauMoHHble O0Cbe Ha
Kaxaylo nekapcteeHHyto ¢opmy. lMpn ycrnoBum ogHOBPEMEHHOM Nogavn Ha 3KCNepTU3y OAHOW NEeKapCTBEHHOW
GopMbl C pasnMYHbIMU LO3UMPOBKOMW, KOHLEHTpauuen, o6beMOM 3asiBUTENb NpeacTaBnsieT OAHO 3asdBreHuE U
perncTpaumoHHoe [OCbe C MPUMOXEHWEM MAKETOB YMaKOBOK HAa KaXXAylt O03MPOBKY, KaXdyit KOHLEeHTpauuio,
KaXkabl 00bEM M KaXJ0€e KONMMYECTBO 03 B YNAKOBKE.

(4acTb 13 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

14. MNpu rocygapCTBEHHON pernctpaumnmn opdaHHOro fiekapCTBEHHOMO npenaparta 3adBuTenb NpeactasnseT
uHdopmaumio, Heobxogumyo AOng  (OPMUPOBaHWMA pasdena  KIMHWYECKOW [OKyMeHTauun, B obbeme,
YCTaHOBMEHHOM YMOMHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMONHUTENBHON BNacTy.

(4acTb 14 BBegeHa PepeparnbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

15. I'Ip|/| pernctpauunmn duonornyeckoro NekapCTBEHHOro npenaparta, noyly4eHHoOro U3 Kposu, nias3mbl KpoBu
YyenioBeka, B COCTaBe perncTtpaunoHHOro gocbe Ha ﬂeKapCTBeHHbIVI npenapart anda MmeamunHCKOro npmMmeHeHuA
OOMKHbI ObITb npencrtaBneHbl JOMOJTHUTENbHO!

1) B pa3gene OOKYMeHTauuv agMUHUCTPATUBHOIO XapakTepa OOKYMEHT, coepXawui uHopmauuo o
cybbekTax obpalleHuss JOHOPCKOM KPOBM M (MNK) ee KOMMOHEHTOB, O TOM, rae Obina ocylwecTBneHa oHauus
(kpoBUM U (MnM) NNa3Mbl KPOBM), a Takke pAaHHble 00 WHMEeKUUOoHHbIX 3aboneBaHusax, nepegarLwmnxcs
napeHTepasnbHbIM NyTeM, MHopmaumsa o cybbekTax obpalleHnss JOHOPCKON KPOBWU U (MNK) ee KOMMOHEHTOB, B
OTHOLLEHMWN KOTOPbIX OCYLLECTBIIAETCA KOHTPOIb JOHOPCKON KPOBU M (MNN) €€ KOMMOHEHTOB;

2) B pasgerne xmmm4eckon, hapMaLeBTUIECKON 1 OMONOrMYecKon JOKYMEHTaLNN:

a) kputepum un cnocobbl OTOBOpPa, TPaAHCMOPTUPOBAHUS W XpPaHEHMS [OOHOPCKOW KpoBW W (Mnun) ee
KOMMOHEHTOB;

6) pe3ynbTaTthbl ncerneaosaHnn OT06paHHbIX ﬂ,OHOpCKOI7I KpoBU U (VIJ'IVI) nnasmbl KPOBU N NYJ1I0OB Ha Hann4yune
3036yp,|/|Tenel7| I/IHd)GKLI,VIf/], BKITro4asn VIHd)OpMaLI,VHO 00 ucnonb3oBaHHbIX METoAUKax uccrnegoBaHWi U B Cny4ae
ncenenoBaHusA nynoB nia3mMmbl  KpOBU  pe3dynbTatbl OOKYMEHTallbHOro  noaTrBepXOeHUdA (Banm,qau,mm)
NCNOJ1Ib30BAHHbLIX METOAUK;

B) TEXHMYECKNE XapaKTEPUCTUKM YNaKoBKU AN 0TOopa OOHOPCKOM KPOBWU WM (Unn) nnasmbl KPOBW, BKMAKOYas
nHdopmaumio 06 NCNoMb30BaHHbIX pacTBOpax aHTUKOArynsiHToOB.
(vacTb 15 BBegeHa PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnnHuyeckune mnccnegoBaHus nekapCTBEHHOMO npenapata Ans MeEAUUMHCKOrO NPMMEHEHMS B LIENsIX ero
rocyapCTBeHHOW perncrpaunm nposogatcsa B Poccuiickon ®eaepaunm B nopsgke, ycTtaHoBNeHHOM ctatbamu 38 -
44 nactosiwero ®egepansHoro 3akoHa. OT4EeT O MPOBEAEHHBIX UCCIEeNOBaHUSAX BKMOYAeTCs B COCTaB pasgena
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

KIMUHUYECKON [OKYMEHTaLUn perucTpaumMoHHOr0 [O0Cbe Ha feKapcTBeHHbIM npenapat Ansg MeauumuHCKOro
npumeHeHns. [ns nekapcTBeHHbIX MNpenapaTtoB Ans MEeOULMHCKOTO MPUMEHEHUS, B OTHOLUEHUW KOTOPbIX B
pesynbTarte 9KCnepTu3bl [OOKYMEHTOB, NpeACTaBMneHHbIX Ans onpeferneHus BO3MOXHOCTU paccMmaTpuBaThb
neKkapcTBEHHbIN nNpenapaT ANns MeguuMHCKOro NpuMeEHeHNs B KavyecTBe OopdhaHHOro fiekapCTBEHHOro npenapara,
Takasi BO3MOXXHOCTb NpU3HaHa M B OTHOLLEHMM KOTOPLIX NPOBEAEHbI KITMHMYECKME UCCNEeaoBaHUSA, BbIMONHEHHbIE
3a npegenamu Poccuiickon degepaumm B COOTBETCTBUM C MpaBUiaMn Hagnexallen nabopaTopHOM NPaKTUKN U
npasunamMn Hagnexawen KrMHUYECKOW MpaKkTUKK, OO0nyckaeTcs BKMOYEHWEe B COCTaB pasfenia KIMHUYecKomn
AOKyMEHTauunm BMECTO oTveTa O pesynbraTtax KIMHUYECKMX WCCredoBaHWi feKkapCTBEHHOro npenapata Aans
MEAMLMHCKOrO MpPMMEHEHUs1, NpoBedeHHbIX B Poccuiickon depepauumun, oTyeTa O pesynbraTax KIMHUYECKMX
nccnegoBaHUn, BeINMOMHEHHBIX 3a npegenamu Poccuickon degepaumn.

(yacTb 16 BBegeHa dPeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeacTaBneHusi C 3asiBNEHWEM O rOCYAapCTBEHHOW peructpauun nekapcTBEHHOro
npenapaTta ans MeAMUMHCKOro NPMMEHEHUST JOKYMEHTOB, NOATBEPXKAAOLWNX YNNaTy rocyaapCTBEHHOW MOLUITMHbI
M yKasaHHbIX B nyHkTe 10 4acTM 2 HacTosien cTaTbW, a Takke BbldaBaeMblX (NpeaocTaBnsieMbiX)
YNOMHOMOYEHHbIMU hefepanbHbIMU OpraHamMmu UCMONHUTENbHOW BNacTM LOKYMEHTOB (CBEAEHWU), yKa3aHHbIX B
nyHkTax 3 n 4 4yactm 4 HacTosilen cTaTbW, YNONHOMOYEHHbLIN befeparibHbldi OpraH UCNONHUTENBHOW BracTu
3anpalmBaeT YyKasaHHble [OOKYMEHTbl (CBeAeHUsl) B MOpsigKe MEXBEeOOMCTBEHHOro  MH(OpMaLVOHHOMo
B3aMMOOENCTBUA.

(vactb 17 B peq. PepnepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He pgonyckaeTcs ucnonb3oBaHWe B KOMMepPYECKMX Lensix MHdopmaumm o pesynbTaTtax OOKIUHUYECKMX
NCCreaoBaHU  NEKapCTBEHHLIX CPEeACTB W KIMHUYECKUX WCCMEeLOBaHMI FeKapCTBEHHbIX MNpenapaTtoB Ans
MEeOULMHCKOTO NMPUMEHEHUs, NpeACcTaBlEHHON 3asBUTENEM AN FOCYAapCTBEHHOW PErMcTpalmm fekapCcTBEHHOMO
npenapata, 0e3 ero cornacusi B Te4YeHUe LIeCcTU NeT C AaTbl rocydapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccuinckon degepaumn.

(4acTb 18 BBegeHa PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19. [depxaTenb wnu BRageney perucTpauMoOHHOrO YAOOCTOBEPEHUS JEeKapCTBEHHOro mnpenapata Ha
BuroTexHonornyecknn unu opdaHHbIN NnekapcTBeHHbLIN npenapaTt 0bs3aH NpeaocTaBnATb Ha BO3ME34HON OCHOBE
0b6pasLbl pehepeHTHOro ekapCTBEHHOro npenapara 3asBuTensaM Ans NpoBeAeHUs KNMHUYECKMX UCCregoBaHum.
CtoumocTb obpasua pedepeHTHOro feKkapCTBEHHOro npenapara, BKIKOYEHHOr0 B MepeyeHb  XKU3HEHHO
HEeoOOXOOUMBIX W BaXHEWLIMX NeKapCTBEHHbIX MpenapaTtoB, He [OMKHA MNpeBbIlaTb 3aperucTpupoBaHHYHo
npedenbHyl0 OTNYCKHYK LEeHYy Ha pedepeHTHbIN NeKapCTBEHHbIM npenapaTt WM LeHy Ha JeKapCTBEHHbIN
npenapat B CTpaHe NPouU3BOAUTENS.

(vactb 19 BBepeHa dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

20. 3asaBneHne O rocygapCTBEHHOW perncTpauMm BOCNPOU3BEAEHHOrO NeKapCTBEHHOro npenaparta Ans
MeOULMHCKOTO NPUMEHEHNss MOXeT ObITb MO4aHO B YMNOMHOMOYEHHbIN deaeparnbHbli OpraH WUCMONHUTENbHON
BMacTu, OCYLLECTBNSALWNIA rOCy4apCTBEHHYIO PErMcTpaLuio NeKapCcTBEHHbIX NPenapaToB, Mo UCTEYEHNN YeTbIpex
neT c pgaTbl rocyAapCTBEHHOW pernctpaumm pedepeHTHOro nekapcTBeHHOro npenapata B Poccuickon
depepaumn.

(vacTb 20 BBegeHa PepeparnbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

21. 3asBneHMe O rOCyAapCTBEHHOW perucTtpauum OGuoaHanoroBoro (6MonogobHOro) nekapCcTBEHHOMO
npenapata (6uoaHanora) MoxeT OblITb MOAAHO B YMONHOMOYEHHbLIA heaepanbHbli opraH MCNOMHUTENbHOM
BMACTW, OCYLLECTBISIIOLLMIA rocyAapCTBEHHYIO PErMCTPaLMIO NEKapCTBEHHbIX NpenapaTos, N0 UCTEYEHUN TpeX neT
C AaTbl rocyAapCTBEHHON perncrpaumm pedepeHTHOro niekapCTBEHHOro npenapara B Poccuiickon Peagepaumu.
(vacTb 21 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wnu Bragenel perucTpauuoHHOro YOOCTOBEPEHUSI JleKapCTBEHHOro npenapaTa
NPeAcTaBnsieT B YNOMHOMOYEHHLIN defeparnbHbIi OpraH UCMNOMHUTENBHOW BNacTW, OCYLLECTBSIOWMIA DYHKLUN
Mo KOHTPOSO U Haa3opy B chepe 30paBoOOXpaHEHUs, OTYeT No pesynbTaTaM dapMakoHaasopa oauH pa3s B LUECTb
MecsiLieB B TedeHWe ABYX NEeT Mocrne rocyAapCTBEHHOW pernctpauumn nekapcTBeHHOro npenapata B Poccuiickoi
denepaumn, eXerogHo B TeHeHWe NOCeayoWmMX Tpex feT U B AarnbHENLWeM O4MH pas B NsATb NeT.

(4acTb 22 BBegeHa PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Cratbsa 19. lMpuHATME pelleHMA O BblAa4ve 3KCMEPTHOMY YUYpexXAeHWI 3aAaHusi Ha nposeaeHue
3KCNepTU3bl leKapCcTBEHHOro cpeacTBa
(B pea. ®PepeparnbHoro 3akoHa oT 22.12.2014 N 429-93)

1. B TeuyeHve pecATM pabounx OHEA CO AHS MPUHATUA 3asiBNIEHUs O roCydapCTBEHHOW perncrpauuu
NeKkapcTBEHHOrO npenapaTa COOTBETCTBYIOLLMIA YNONHOMOYEHHbI heaeparnbHblii opraH UCTONHUTENBHOW BRacTu
NMPOBOAUT MPOBEPKY MOSHOTLI, AOCTOBEPHOCTU U MPaBUIIbHOCTU OGOPMIIEHUs MPeacTaBlieHHbIX [OKYMEHTOB
PerncTpauMoHHOro [OCbe Ha JIeKapCTBEHHbIM Mpenapat U MNpuMHMMaeT pelleHVe O Bbldave 3adaHus Ha
npoBeAeHme:

1) 9KCNepTnu3bl [JOKYMEHTOB, npegcrtaeBneHHbIX AOna  onpeneneHuna BO3MOXHOCTMN paccMaTtpuBaTtb
neKapcTBEHHbIN npenapar Ansa MeauUMHCKOro NpUMEHEHUs Npu OCYLLECTBIEHUN rOCYAapCTBEHHON perncTpauum B
KayecTBe opdhaHHOro NeKkapCcTBEHHOro npenapara;

2) aKcnepTu3bl JIEKapCTBEHHOTO CPEeACTBa B 4YacTW 3KCMepTU3bl KadecTBa eKapCTBEHHOro cpeactsa W
3KCMEepTU3bl OTHOLLEHUS OXUOAEMOW MOSIb3bl K BO3MOXHOMY PUCKY MPVMMEHEHUSI NIeKapCTBEHHOro npenapata Ans
MEZMLIMHCKOro NPYMEHEHUS;

3) aKcnepTmM3bl NEeKapCTBEHHOrO CpeacTBa B 4acTM SKCNEpPTM3bl KavyecTBa NEKapCTBEHHOro CpeacTsa WU
3KCMepTU3bl OTHOLLEHUS OXUAAeMOWN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NeKapCTBEHHOro npenaparta ang
MeAWLIMHCKOrO MPUMEHEHUS B MOpsiaKe YCKOPEHHOW npouedypbl 3KCNepTU3bl NeKapCTBEHHbIX CPeacTB B
COOTBETCTBUM CO cTaTbeln 26 HacTosiwero PeaepanbHOro 3akoHa;

4) 3KCnepTM3bl NeKapCTBEHHOTO CPeacTBa B OTHOLLEHWUW JIeKapCTBEHHOro rnpenapata Ans BeTepuHapHOro
NpUMEHeHus.

2. YNONHOMOYEHHbIV heepanbHbli OpraH UCMNONMHUTENBLHOW BRacTu yBeLOMMSET B 3MeKTPOHHOW dopme
unn Ha GyMaxHOM HocuTene 3asiBUTENSI U SKCNEPTHOE YUYpEeXAeHNE O NPUHATOM pPeLleHnn O Bblaade 3adaHun Ha
NpoBeAEHNE IKCMEPTU3, NPEQYCMOTPEHHbIX YacTbio 1 HacTosLen cTaTbU, U B Cliydae HEOOXOAMMOCTU O Bblgade
paspelleHns Ha BBO3 B Poccuiickyto ®enepaumio KOHKPETHOM MapTvMM, CEPUN 3aperncTpupoBaHHbIX U (Mnn)
HEe3aperMcTpUpOBaHHbIX JIEKAapCTBEHHbIX CpeacTB uny o6 oTkase B NpoBedeHWUM MpedyCMOTPEHHbIX 3KCNepTus c
yKasaHueMm NpuYMH Takoro oTkasa.

3. B cnyyae BbiSBNeHWs OTCYTCTBMS WM HEAOCTOBEPHOCTM WHGOPMauMK, codepxallencs B
NPeAcTaBfeHHbIX 3asiBUTENeM LOKyMeHTaX, YMNONHOMOYEHHbIN heaepanbHblid OpraH MCNONMHUTENbHOW BNacTu
HanpaensieT 3asBUTENt0 3anpoc 06 YTOYHEeHMM JTOW UHopmMauun (Janee - 3anpoc  YNONHOMOYEHHOrO
denepanbHOro opraHa MWCMOMHUTENbHOW  BracTu), KOTOPbIA MOXeT ObiTb nepedaH  YNnONHOMOYEHHOMY
NpeacTaBuUTENIO 3asBUTENS NWYHO NOA pacnucky, HanpasneH No noyTe 3akasHbiIM NMUCbLMOM WK nepefaH B
9MEKTPOHHON dopMe N0 TeNeKOMMYHVKALUMOHHbIM KaHanam c¢BA3u. B cnyyae HanpaBneHus 3anpoca
YNOfIHOMOYEHHOro hegepanbHOro opraHa MCMONHUTENBHOW BAAcTU MO NOYTe 3akasHbIM MUCbMOM OH CHUTaeTCH
MOsy4YeHHbIM MO UCTEYEHMU LLECTN AHeN C AaTbl HanpaBneHNs 3aKkasHoro N1cbma.

4. 3asBuTenb o006si3aH npeAcTaBMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro (eaepanbHOro opraHa
MCMONHUTENBHON BRAcTW B CPOK, He MpeBblllalolmin AeBsaHocTa pabodnx AHein co AHS ero nonyyeHus. Cpok,
yKasaHHbli B 4acTu 1 HacTosilel cTaTbW, MPUOCTAHaBMNMBAETCS CO [OHS HanpaBleHWs 3asBUTENO 3anpoca
YNOrIHOMOYEHHOro dheepansHOro opraHa UCMOMHUTENbHON BracTM A0 OHS NMOMYYEHUss UM COOTBETCTBYHOLLErO
oTBeTA.

5. OcHoBaHMEM OnsA OTKasa B OopraHusauuu aKcnepTus, NpedyCMOTPEHHbIX YacTblo 1 HacTosIen cTaTtb,
ABNSIETCA NPeAcTaBreHne HeobXoaNMbIX Ans NPOBeAEHNs NPEdYCMOTPEHHbIX IKCNEepTU3 JOKYMEHTOB B HEMOTHOM
obbeMe unuM HenpeacTaBlieHWe 3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha 3anpoc YMOSIHOMOYEHHOrO
dhenepanbHOro opraHa WCMOMHWTENbHOW BracTW, a Takke NpeAcTaBlieHne [OKYMEHTOB, He COoaepKallmx
MCYEPMNbIBAOLLErO NEepeYHst HEOOXOAMMbIX CBEAEHUN.

6. lNpu oTkase B opraHU3aUMM IKCNEPTU3bl, NPegyCMOTPEHHOM MYHKTOM 4 4acTu 1 HacTosen cTaTbM,
OOKYMEHTbI, BXOAsLMe B COCTaB PErumcTpauMoHHOro A0Cbe Ha feKkapCTBEHHbLIN npenapart Ans BeTepuHapHOro
NPYMEHEHMS1, MOTYT ObiTb BO3BpaLLEHbl 3asiBUTENO HAa OCHOBaHMWU €ro NMUCbMEHHOIO 3anpoca, HanpaefeHHOro B
YMNOMTHOMOYEHHbIN dhefeparnbHbii OpraH UCMOMHMTENBHOW BMacTu B TeYeHWe TpuauaTtn paboumx OHen co OHS
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NPUHATUS  YNONMHOMOYEHHbIM  befeparnbHbiM  OpraHoOM  UCMOMHUTENBHOW BNacTu pelleHuss o6 oTkase B
opraHMsauuM Takon 3KcnepTu3bl. YNOMHOMOYEHHbIN deaepanbHbIi opraH UCMONMHUTENbHOW BNacTu Bo3BpallaeT
3asBUTEND YKa3aHHble OOKYMEHTbl B TeyeHue OecaATun paboumx OHer Co OHsI NONyYeHUs COOTBETCTBYIOLLENO
3anpoca 3asaBuUTens.

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

Cratbss 20. 3KcnepTusa [OKYMEHTOB, MNpeACTaBrieHHbIX ANA onpeAeneHUsi BO3MOXHOCTU
paccmaTpuBaTb J1eKapCTBEHHbIA Mpenapatr AnA MeAULMHCKOro MNPUMEHeHUs MNpu  OCYLLeCTBNEHUU
rocyaapcTBEeHHOW perucTpauum B kKayecTse opcdaHHOro nekapcTBeHHOro npenapara

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

1. OkcnepTusa [OOKYMEHTOB, MpeAcTaBfEeHHbIX NS onpedeneHnss BO3MOXHOCTM  paccMaTpuBaTtbh
nekapcTBEHHbIN NpenapaT AN MeOULUHCKOro NPUMEHEHMWS NP OCYLLEeCTBNEHUN FOCY4apCTBEHHOW permcrpaLlmm B
KayectBe oOpcpaHHOro mneKkapCcTBEHHOrO Mnpenapata, COCTaBNEHWE KOMUCCUEN SKCNEepTOB 3aKMYeHus O
BO3MOXHOCTU MM HEBO3MOXHOCTU pacCcMaTpuBaThb NEKapCTBEHHLIM Mpenapar Ans MeguuMHCKOro npumMeHeHus
npuv OCyLleCTBNEHNN FOCYyQapCTBEHHOW perucTpauumM B KavyecTBe oOpchaHHOro NekapCcTBEHHOro npenapata wu
HarnpaBfeHne [JaHHOTO 3aKkfOYEeHUs] B  YMOMHOMOYEHHBbIN dedepanbHbIi OpraH WCMOMHUTENBHOW BNacTu
OCYLLECTBIAIOTC B CPOK, He MpeBblllalWmi Tpuguatn paboumx [HeW CO [OHSA MOSyYeHUst SKCMEPTHbIM
yupexgeHmem 3afjaHusi YyNoSIHOMOYEHHOro defeparnbHOro opraHa MCMOSHWUTENBHOW BRacTM U B 3NIEKTPOHHOMN
dopme nnm Ha BymaxkHbIX HOCUTENSIX HEOOXOAMMbIX JOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 yactTn 4 n B
yactu 7 ctaTtbn 18 HacTosawero PegepanbHOro 3akoHa.

2. [JOKyMeHTbI, cogepxallmnecsl B permcTpaumoHHOM AOChE Ha NeKapCTBEHHbIV npenapaT U NocTynyBLUNE Ha
OyMaXkHbIX HOCUTENSIX B SKCMEPTHOE YyypexaeHue Ansi OCYLEeCTBMNEeHUs WX 3SKCNepTusbl ANs OonpepeneHus
BO3MOXXHOCTW paccmaTtpuBaTb NeKapCTBEHHbIN NpenapaT Ans MeauuMHCKOro NpMMeEHEHUs B kayecTBe opddaHHOro
nekapCTBEHHOrO MpenapaTa, nognexar BO3BpaTy B YMNOMIHOMOYEHHbIA dhedepanbHbii opraH MCMNONHUTENbHON
BMacTy OQHOBPEMEHHO C 3aKIMIOYEHUSIMU COOTBETCTBYHOLLINX IKCMEPTUS3.

Cratba 21. PeweHMe 0 BO3MOXHOCTU paccMaTpuMBaTb JieKapCTBeHHbLIW npenapaTt npwu
OoCyLLeCTBIIeHMU FrOCyAapCTBEHHOMN perucTpaumm B KayectBe opdraHHOro riekapcTBeHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B CpoOK, He NpeBbIAWMA NATU paboyunx OHEN CO AHS MOMyYeHUs 3aKMYeHUs, yKasaHHOro B 4actu 1
ctatbh 20 HacTosiwero degeparnbHOro 3akoHa, YNoJIHOMOYEHHbIV doefeparnbHbii OpraH UCMOSNTHUTENBHON BNacTu
OCYLLECTBIISIET OLEHKY MOSyYEHHOro 3aknYeHns Ans onpeaeneHns ero COoTBETCTBMSA 3aaHunio Ha NpOBeAeHne
COOTBETCTBYIOLLEWN IKCMEPTU3bl U YBEAOMNSAET 3asBUTENS B AMEKTPOHHOW hopMe unmn Ha ByMakHOM HocuTerne o
pesynbTatax NPOBEOEHHON 3JKCMEepPTU3bl C NPUIIOXKEHMEM KOMWU IKCNEPTHOro 3akfoyeHust (C coxpaHeHuem
KOHMAEHUNANbHOCTU MHpopMauun O cocTaBe 3KCMEPTHON KOMUCCUM) U O BO3MOXHOCTU UMW HEBO3MOXHOCTU
paccmaTpuBaTb  fleKapCTBEHHbIW  npenapatr And  MeAUMUUHCKOro  NPUMEHEHUs MNpu  OCYLLECTBIEHWUU
rocyfapCTBEHHON pernctpaumm B kayectTse opaHHOro niekapCcTBEHHOro npenapara.

2. Tlpn BbIHECEHMN KOMWUCCUEW 3SKCMEPTOB 3aAKMOYEHUS O BO3MOXHOCTU paccMaTpuBaTb NEeKapCTBEHHbIN
npenapaTt ANs MeaWUMHCKOrO MPUMEHEHMSI NMPW OCYLLECTBIIEHUM TFOCYyO4apCTBEHHOM perncrpauum B KavyecTBe
opdaHHOro NekapcTBEHHOro npenapaTa YnofIHOMOYEeHHbIM dhefepanbHbliA OpraH UCNOSIHUTENBbHOM BNacTu B CPOK,
He npeBblWaLWni NATU paboynx gHen Co OHSA NONy4YeHUs OJaHHOro 3aKrMYeHus, NPUHUMaeT pelleHre O Bblgadve
3aJaHus Ha NpoBeAEHME IKCMEPTU3bl KAYECTBA NIEKAPCTBEHHOIO CPpeAcTBa U 3KCMEPTM3bl OTHOLLEHUS OXMUAAeMONn
nonb3bl K BO3MOXHOMY PUCKY MpUMEHEeHUA neKapCTBEeHHOro npenapata Aana MeauuuMHCKOro npumMeHeHua B
nopsiake YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl NEKapCTBEHHONO CpeacTBa B COOTBETCTBMM CO cTaTben 26
HacTosilwero ®egepanbHOro 3akoHa.

3. B cnyyae MpuHATMS pelleHnss O HEeBO3MOXHOCTM paccMaTpuBaTb JIEKapCTBEHHbIA MpenapaT Ans
MEOULUMHCKOTO MPUMEHEHMSI NPWU TOCYOAPCTBEHHOM peructpaumMm B KayecTBe OpgPaHHOrO JIeKapCTBEHHOMO
npenapata YNoONMHOMOYEHHbIV bedepanbHbIi  OpraH WUCMOMHUTENbHOMW BRAacTuU Npekpawaer npouenypy
rocyaapCTBEHHOW perncrTpaumm riekapCcTBEHHOro npenapara. 3asiBuTenb BnpaBe o06paTUTLCS B PEMMCTPUPYIOLLIAI
OpraH C 3asiBfleHWEM O roCyapCTBEHHOW perncrpaumm ykasaHHOro JiekapCTBEHHOro npenaparta B COOTBETCTBUM
co ctatben 18 HacTosiwero deaepansHOro 3akoHa.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Cratba 22. YTpatuna cuny ¢ 1 utons 2015 roga. - PeaepanbHbii 3aKoH oT 22.12.2014 N 429-d3.

Ctatbsa 23. 9kcnepTu3a KayecTBa NIeKAPCTBEHHOro CpencTBa M 3KCMepTM3a OTHOLUEHUS1 OXuaaeMon
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUA NeKapCcTBEHHOro npenapara Anst MeAULIMHCKOro NpuMeHeHust
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. OkcnepTusa KavecTBa IEeKapCTBEHHOro CpeacTBa M 9KCMepTusa OTHOLUEHUS OXMOAeMOW MNofb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHUS JeKapCTBEHHOro rnpenapata AN MeauMUMHCKOro MpUMEHEHUs, cocTasneHve
KOMUCCUSAMU IKCMEPTOB 3aKIMOYEHNI MO pesyrnbTataM NpoBEeAeHHbIX SKCNEPTU3 N HanpasreHne 3TUX 3aKoYeHuin
B YMNONMHOMOYEHHbIN dhefieparnbHbIi OpraH UCMOSTHUTENBHOW BIacTU OCYLLIECTBMASIOTCS B CPOK, HE MpeBbillaoLLmii
cTa pecatn paboumx AHeW CO [AHA MOMyYeHUst 3JKCNEepPTHbIM YyyYpexAeHMeM COOTBETCTBYIOLWEro 3agaHus
YNOMHOMOYEHHOro heaepanbHOro opraHa UCMONHUTENbHOW BNAcTU U HEOOXOAMMbIX OOKYMEHTOB B 3NIEKTPOHHON
dopmMe unun Ha BYMaxHbIX HOCUTENSIX.

KoHcynbTanTlntoc: npumedaHue.

Mo 3asBneHuto, nogaHHomy B Munagpas Poccun 0o 11.04.2022, npy HEBO3MOXXHOCTM NPOBEAEHUSA SKCNEPTU3bI
KayecTBa NEeKapCTBEHHbIX CPEACTB B SKCMEPTHOM YYpeXOoeHWUW, OomnyckaeTcs ee MpoBedeHMe MoCcpeacTBOM
ONCTaHLNMOHHOIO B3aMMOAENCTBUS, NOPSIAOK M hOPMbl KOTOPOro ONpedensoTCsa SKCNepTHbIM YUYpeXxaeHnem no
cornacoBaHuto ¢ 3agsutenamu (MoctaHosneHne lMNMpasutenbctea PP ot 05.04.2022 N 593).

2. B TeyeHue OeBsiHOCTa AHEN CO [HS MONyYEHUS] pPeLUeHWst YNonHOMOYEHHOro dedepanbHOro opraHa
MCMONHUTENBHOW BlacTU O NPOBEAEHMU 3KCMEepTU3, NPeayCMOTPEHHbIX YacTblo 1 HacTosLleln cTaTby, 3asiBUTENb
NpeacTaBnsieT B 3KCMEepTHOE y4ypexaeHue Ofsi NPOoBedeHWUst 3KCMepTusbl KayecTBa JIeKapCTBEHHOro CpeacTsa
obpasubl NleKkapCTBEHHOro npenapata Ofis MeOULUMHCKOTO MpUMEHEeHWsl, MPOM3BEAEeHHOr0 B COOTBETCTBUU C
TpeGoBaHNAMK OMbITHO-MPOMbILLIIEHHOTO M (MNN) NPOMBILLNIEHHOTO PErNaMeHTOB, YTBEPXKAEHHbIX pyKoBoAUTENEM
NMPOV3BOAMTENS NIEKaPCTBEHHbIX CPEACTB, @ Takke B COOTBETCTBYIOLMX Clyyasx obpasubl hapmaueBTUYeCKOi
cyGCTaHUMK, TEeCT-LITaMMa MUKPOOPraHU3MOB, KYMbTypbl KNeTok, o6pasLbl BELLECTB, MPUMEHSAEMbIX A5 KOHTPONS
KayecTBa IeKapCTBEHHOro CPEeAcTBa MyTeM CPaBHEHUS C HUMM WCCIedyemMoro IeKapCTBEHHOro CpeacTea, B
KonuyecTeax, HeobxoanMbIX AN BOCMPOU3BEAEHMS METOA0B KOHTPOMSA KayecTBa.

3. MNpwn nony4yeHun o6pasLOB NeKapCTBEHHOrO npenaparta n dapmaleBTUYecKon cybcTaHLMM 3KCnepTHoe
yupexaeHue BblOAeT 3asiBUTENHO OOKYMEHT, MOATBEPXKAAOLWMIA NOMyYEeHNEe YKasaHHbIX 00pasuoB, M B CPOK, He
npeBbiWaLWNA Tpex paboynx OHew, yBeAOMMSET B 3NEKTPOHHON hopMe unm Ha BymaxkHOM Hocutene o6 3Tom
YNONMHOMOYEHHbIV dhefepanbHbI OpraH UCMOMHUTENbHOW BMacTu.

4. YkasaHHble B 4acTax 2 M 3 HacTodwen cTaTbM CpPOK Ans NpeacTaBneHus 3asiButenem obpasuoB
nekapcTBEHHOro npenapaTta u hapMmaueBTU4YeCcKon CybCTaHUUM 1N CPOK YBEAOMIEHUSA 3KCMEPTHBLIM YUYpexaeHnem
06 3TOM Ha OymaxHOM HocuTene yYnonHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENBHOM BRAcTU He
BKIMOYAKOTCS B CPOK NPOBEAEHUS IKCNEPTU3, NPEeLYCMOTPEHHbIX YacTbio 1 HAaCcTOsLLEN CTaTbMy.

5. ,D,OKyMeHTbI, NOCTyNuUBLLME B 3KCNEpPTHOE y4pexaeHune Ond npoBedeHUdA 3KCneptus, npeayCMOTPEeHHbIX
yacTblo 1 HacTosiWen crtaTbu, noanexar BO3BpaTy B yrlOJ'IHOMO‘-IGHHbIVI c*)ep,epaanbm OopraH NCMONHUTESNBHON
Bf1acTh 0AHOBPEMEHHO C 3aKJllo4eHUAMMU, NoNy4YeHHbIMU Mo pe3yJibTaTaM COOTBETCTBYHOLLMNX SKCNEPTUSI.

Crtatbs 24. JKkcnepTn3a KayecTBa NIEKaAPCTBEHHOro cCpeAcTBa U IKCNepTU3a OTHOLUEHUS OXMOAaeMOW
Nosnb3bl K BO3MOXXHOMY PUCKY NMPMMEHEHUA NeKapCTBEHHOro npenapaTa AnsA BeTepuMHapHOro NnpMMeHeHus

1. OkcnepTusa KayecTBa JIEKApPCTBEHHOrO CpeacTBa W 3KCMepTM3a OTHOLLEHWUS OXMAaeMoW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMST NeKapCTBEHHOrO Mpenapata Afs BEeTEPUMHAPHOTO NMPUMEHEHUsI, COCTaBreHune
KOMMUCCUSIMW 3KCTEPTOB 3aKMYEHMI NO pe3ynbTaTaM yKasaHHbIX 3KCMEePTU3 U HanpaBreHne Takmux 3aKkioYeHni B
YMONTHOMOYEHHbIV dheeparbHbI OpraH UCMONTHUTENbHOM BNACTM OCYLLECTBMAKTCA B CPOK, HE MPEBbILLAIOLLMIA CTa
AecsaTn pabounx gHer Co OHS MONyYeHUs AKCNEPTHBLIM YUYPEXOEHUEM 3aaHNs YNONHOMOYEHHOro deaepanbHOro
opraHa UCMONHUTESNBHON BriacTM C AOKYMEHTaMW, ykadaHHbIMKU B YacTu 3 ctatbl 17 HacTosiwero ®epeparnbHoro
3aKoHa.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-03)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

2. B TeueHune Tpmauatu pabouymx OHEW CO OHS MOMYyYEeHWUs peLleHus YMONTHOMOYEHHOro doedeparibHOro
opraHa MCNonHUTENbHON BNacTM O NPOBEAEHUM YKa3aHHbIX B YacTu 1 HacTosien cTtaTbh 3KCNepTu3 3asBUTENb
NPeLcTaBnsieT B 3KCMNEPTHOE ydpexaeHwe Ansi NPOBEAEHUSI 3KCNEepTM3bl KayecTBa JleKapCTBEHHOro cpencTBa
o6pasubl NEeKapCTBEHHOrO npenaparta Ans BeTEPUHAPHOTO MPUMEHEHUS, MPOM3BEAEHHOTO B COOTBETCTBUM C
TPebGOBaHUAMUN TEXHONOTMYECKUX PErfaMeHToB, YTBEPXKOEHHbLIX PYKOBOAMTENEM MPOU3BOAUTENS FEKaPCTBEHHbIX
CpefcTB, a Takke B COOTBETCTBYHOLLMX Cryvasix TeCT-LTaMMbl MUKPOOPraHUM3MOB, KyMnbTypbl KINeTOK, obpasubl
hapmaueBTUYECKON cybcTaHLUMKn, obpasubl BeLLeCTB, NMPUMEHSIEMblE AN KOHTPOSsSl KayecTBa NEKapCTBEHHOrO
cpefcTBa, B KONMYecTBax, HEOOXOAMMbIX A1 BOCIPOU3BEAEHMS METOAOB KOHTPOIS KayecTBa.

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

3. lMpun nony4yeHnn 0bpasuoB NeKapCTBEHHOroO npenapaTta U apMaLeBTUYEeCKONn cybCcTaHuMmM 3KCnepTHoe
yupexaeHue BblAaeT 3adBUTENO AOKYMEHT, NOATBEPXAaloLMA NosnyyeHne ykasaHHbIX obpasuoB, U B CPOK, He
npeBbiaLWNA  Tpex paboymMx [HER, yBeooMMsieT B MUCbMEHHOW ¢opme 00 3STOM  YMONTHOMOYEHHbIN
deaepanbHbI opraH UCNOMHUTENBHOW BacTu.

4. Cpok Oond npeacraBneHust 3asiBuTenem obpasLoB feKapCTBEHHOro mnpenapaTta v hapmaueBTUYecKon
cybCcTaHuum 1 CpoK yBEAOMIEHUS IKCMEPTHBIM ydpexaeHneM 06 3TOM B MUCbMEHHON hopme YyNnoSTHOMOYEHHOro
degepanbHOro opraHa UCMOSIHUTENBbHOW BAACTU, YKa3aHHbIe B HacTaX 2 U 3 HAaCTOALEN CTaTby, HE BKOYAKOTCA B
CpOK NPOBEeAEHUs yKaszaHHbIX B YacTh 1 HAcTosILLIEN CTaTbM SKCNEPTUS.

5. ,D,OKyMeHTbI, NoCTynuBLLME B 3KCNEPTHOE yupexaeHne and nposeeHnA yka3aHHbIX B 4aCTu 1 HacTosLwen
CTaTbM 3KCNEepTU3, noanexat BO3BpaTy B yI'IOJ'IHOMO‘-IeHHbIﬁ d)eﬂepaﬂbellZ opraH NCMOMHUTENBHON BRacTn
OOHOBPEMEHHO C 3aKJTio4eHNUAMN No pedyribTaTaM YKa3aHHbIX 3KCNepTus.

Cratba 25. [loBTOpHOE NpoBeAeHMEe IKCNepPTU3bl NIeKapCTBEHHbIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cny4asix HegocTaTtouHOM 06OCHOBAHHOCTU UMM HEMOJHOTLI 3aKITFOYEHMST KOMUCCUM SKCMEPTOB, HaANM4us
B HEM MPOTUBOPEUMBLIX AAHHBIX, hanbcudmKaLum BbIBOOOB IKCMEPTU3bl JIEKAPCTBEHHOrO CPeacTBa, COKPbITUS OT
YNOMHOMOYEHHOro doefepanbHOro opraHa UCNonHUTENBHOW BNACTU OCHOBaHWI AN OTBOAA 3KCnepTta BCneacrane
€ro 3aMHTEePEeCcOBaHHOCTM B pes3ynbTaTax COOTBETCTBYIOLLUEN IKCNEepPTU3bl, HanmuMuua OaHHbIX O npsiMoMm nmbo
KOCBEHHOM BMeLlaTenbCTBE B NPOLLECC COOTBETCTBYIOLLEN SKCNEePTU3bl NUL, HE YYacTBYIOLWUX B €e NpOoBeAEHUN,
HO OKasaBLUMX BIMSHWE Ha MPOLECC M pe3ynbTaTbl ee NpoBefeHUs, YNONMHOMOYEHHbIM dheaepanbHbIM OpraHoM
WCNOSMHUTENBHON BRacTM Ha3HayaeTCsl MOBTOPHasi 3KCMepTu3a IiekapCTBEHHOro cpeacTtBa M (Unu) atudeckast
aKcnepTusa.
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOpHas aKcrnepTu3a JleKapCTBEHHOrO cpeacTBa NPOBOAWTCS C Y4eTOM pe3ynbTaToB paHee
NpoOBEAEHHON 3KCMEPTU3bl B CPOK, YCTAHOBMEHHbIA YNONHOMOYEHHbIM beaeparnbHbiM OpraHoM MCNOMHUTENBHOWM
BMacTV U He MPEBbILIAOWMIA TPUALATM pabounx OHEN CO OHSI MOSNyYEHMS SKCMEPTHBIM yUYpexaeHnem 3agaHus Ha
npoBeAeHne NOBTOPHOM 3KCNEPTU3bl NIEKapCTBEHHOrO CpeaCcTBa.

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

3. ®uHaHcoBoe obecneyeHWe BbINOMHEHUs 3adaHUsi Ha NPOBEAEHWe TMOBTOPHOM  3KCMepTusbl
NeKapCTBEHHOrO CPEACTBA HE OCYLLECTBISIETCS.
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtatbA 26. YcKkopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPeACTB

1. YckopeHHas npouegypa 3KCnepTu3bl NekapCTBEHHbIX CPEACTB B LENAX rocyaapCTBEHHOW perncrpauunn
NEeKapCTBEHHbIX NpenapaToB NPUMEHSIETCS B OTHOLUEHUN OpdhaHHbIX NEKAapCTBEHHbIX NpenapaTtoB, NepBbIX TPex
nekapcTBEHHbIX MpenapaTtoB, peructpupyembix B Poccuiickon depepaumm B KayecTBe BOCMNPOU3BEAEHHbIX
NeKapcTBEHHbIX NpenapaToB, OYepenHOCTb KOTOpbIX oOnpegenseTca B COOTBETCTBMM C HOMEPOM W JaTon
BXOOSALMX 3asBMEHMA O [OCyJapCTBEHHOW peructpaumyM nekapcTBeHHbIX MpenapaTtoB B paMkax O[HOro
MeXAyHapOAHOro HenaTeHTOBaAHHOrO HauMEHOBaHWUS MEeKapCTBEHHOro npenapara uWnvM  rpynnupoBOYHOro
HaMMEeHOBaHUA NeKapCTBEHHOro npenapaTa, NekapCTBEHHbIX NpenapaTtoB Ans BeTepUHApPHOro NPUMEHEHNs,
npefHa3HaYeHHbIX OIS NeYEeHUs JOMALLHUX XXMBOTHbIX, onpeaeneHHbix ®enepanbHbiM 3akoHOM OT 27 aekabps
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

2018 roga N 498-®3 "O6 OTBETCTBEHHOM OOpalLEHUN C KUBOTHBIMA U O BHECEHUN WU3MEHEHWUN B OTAENbHble
3akoHogaTenbHble akTbl Poccuiickon ®egepaumn”, M 3aperncTpupoBaHHbIX B Ka4yecTBe JleKapCTBEHHbIX
npenapaToB Afs1 MEAMLMHCKOrO NMPUMEHEHUS, U NEKapCTBEHHbIX MpenapaToB, NpeaHa3Ha4YeHHbIX UCKMIOYUTENBHO
ANs NPUMMEHEHUS HECOBEPLLUEHHONETHUMM rpaXkaaHamMu.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03, ot 28.04.2023 N 171-d3)

2. YcKopeHHas npoueaypa 3KCnepTu3bl fekapCTBEHHbIX CPEACTB B LENSX rocyAapCTBEHHOW peructpauun
NeKapCTBEHHbIX NpenapaToB He NPUMEHSIETCS B OTHOLLEHWUN:

1) GuoaHanoroBbIx (0MONOAOOHbLIX) NTEKAPCTBEHHBLIX NpenapaToB (GuoaHanoroe);

2) pechbepeHTHbIX NleKapCTBEHHbIX NpenapaToB (3a UCKIYeHEM OpdaHHbIX JTIEKAPCTBEHHBIX NpenapaToB);

KoHcynbTaHTlInoC: npuMeyaHue.

[o 01.09.2023 poccuicKMM NMPOU3BOAMTENAM JEKAPCTBEHHbLIX MpenapaTtoB A4S BETEPMHAPHOrO NPUMEHEHUSI
paspeLLeHo nogaBaTb pPerncTpaLmoHHOe OOCke MO YCKOPEeHHOW npoueaype 6e3 ydeta TpedoBaHui n. 3 4. 2 CT.
26 (MNocTtaHoBneHue lMpaBuTtenbctBa PO ot 12.03.2022 N 353).

3) BOCNpon3BeAEHHbIX NEKAPCTBEHHbIX MpenapaTtoB (3a MCKMYEHWEM MepBbIX TPEX PEerucTpupyembix B
Poccuiickon ®epepauum B KayecTBe BOCMPOM3BEAEHHBIX FEKAPCTBEHHbIX MpenapaTtoB M NeKapCTBEHHbIX
npenapaToB, NpeAHa3Ha4Y€eHHbIX UCKMIOYUTENBHO ANA NPUMEHEHUS HECOBEPLLEHHONETHUMM rpaXkaaHamm, a TakKke
NeKapCTBEHHbIX MpenapaTtoB, MpedHa3HaYeHHbIX AN fe4YeHUss [OOMAalUHMX JKUBOTHbLIX, OnpeaeneHHbIX
depnepanbHbIM 3akoHOM 0T 27 aekabpsa 2018 roga N 498-d3 "O6 oTBEeTCTBEHHOM ODOpaLLEHUN C XKUBOTHBIMU U O
BHECEHMM M3MEHEHUN B OTAENbHbIE 3akoHOAAaTeNnbHble akThl Poccuiickon ®engepaumn”, n 3aperncTpupoBaHHbIX B
KayecTBe nekapCTBEHHbIX NpenapaToB A8 MeAULMHCKOrO NPUMEHEHNS);

(B pea. PepepanbHoro 3akoHa oT 28.04.2023 N 171-93)

4) HOBbIX KOMBVHaLM 3aperMcTpUpOBaHHbIX paHee nekapCcTBEHHbIX NpenapaTos;

5) NeKapCTBEeHHbIX NnpenapaTtosB, 3apermcTpupoBaHHbIX paHee, HO Npou3BeneHHbIX B APYrnX NeKapCTBEeHHbIX
cbopmax B COOTBETCTBUN C NepevyHeM HanMMeHoBaHWI J1EKapCTBEHHbIX CbOpM N B HOBOM O03NPOBKE;

6) nekapCTBEHHbIX MpenapaToB AnA MeAWULMHCKOrO MPUMEHEHUs, rOCYAapCTBEHHas permcTpauuns KoTopbixX
OTMEHeHa, NPy UX perncTpaumm B Ka4ecTBe NeKkapCTBEHHbIX MpenapaTos Afs BETEPUHaPHOTO NPUMEHEHNS.
(n. 6 BBegeH PeagepanbHbiM 3akoHOM OT 28.04.2023 N 171-$3)
(4acTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3. YckopeHHasi npolegypa 3KCNepTU3bl NEKApCTBEHHbIX CPeACcTB  NPOBOAUTCH MO pelleHuo
COOTBETCTBYIOLLErO YMONHOMOYEHHOro heiepanbHOro opraHa MCMoNHUTENBHOWM BNacTu Ha OCHOBaHUW 3asiBIEHUS
3asBUTENS B CPOK, He MpeBblllaOWMiA BOCbMUAECATM paboumx AHel. [pu 3TOM 3KCnNepTuM3a [OKYMEHTOB,
cofepxalluxcs B perncTpauMoHHOM J0Cbe Ha NEeKapCTBEHHbIN npenapart, NPoBOAMTCSA B CPOK, HE NPEBbILLALLNIA
Aecsit paboumx OHEW, 3KCnepTu3a KadecTBa NEeKapCTBEHHOTO CpeAcTBa M 9KCNepTM3a OTHOLLEHUS! OXWOaeMoWn
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NEKAPCTBEHHOrO rnpenapaTta MpPOBOASATCA B CPOK, HE NPEeBbILLALLMNA
LwecTuagecaTy pabounx gHen.

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

3.1. B oOTHOWeEHNN oOpaHHbLIX JEKAapCTBEHHbLIX NpPenapaTtoB MOryT ObiTb NpeacTaBrieHbl pe3ynbTaThl
OOKITMHWYECKMX WCCNEAOBaHWUIA JEKApCTBEHHbIX CPEeACTB M KIMHWYECKUX WUCCNEOOBaHWUIA  NeKapCTBEHHbIX
npenapatoB AN MeOULMHCKOrO MPUMEHEHMSI, BbIMOMHEHHbIX 3a npegenamu Poccuiickon degepaummn B
COOTBETCTBMW C MpaBunaMu Hagnexaien nabopaTopHOM MpakTUKM U NpaBunamMn Haanexawen KnuHUYeCcKown
NPaKTUKK.

(vacTb 3.1 BBeaeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-3)

4. YcKkopeHHas npoueypa aKcnepTusbl NekapcTBEHHbIX CPeACcTB NpPoBOAMTCHA B Nopsake, yCTaHOBIEHHOM
ctatbamu 17 - 20, 23 n 24 Hactoswero PegepanbHOro 3akoHa, M He O3HayaeT CHWKeHWs TpeboBaHun K
BesonacHocTH, KavyecTBy U IMPEKTUBHOCTY NEKapCTBEHHbIX NpenapaTos.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

CratbAa 27. PewueHue o0 rocyAapCTBEHHOM perucTpaumm fnekapcTBeHHOro npenapara

1. B cpok, He npeBbILIaoLWunin AecsaTU paboymx QHEN CO OHS NOMNyYeHUsT 3aKMYEHUN KOMUCCUN SKCTNIEPTOB MO
pesynbTaTtamM 3KCMepPTU3bl KadecTBa JIEKapCTBEHHOrO CPEACTBA WM 3KCMEPTU3bl OTHOLLEHUSA OXWAaeMOW Nosb3bl K
BO3MOXHOMY  PUCKY TMNPUMMEHEHWs  fIeKapCTBEHHOrO  npenapaTta, COOTBETCTBYIOWUA  YNONTHOMOYEHHbIN
deaepanbHbI opraH UCNOMHUTENBHOW BRacTu:

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

1) pasmeLLaeT Ha cBoeM odumumansHoM canTe B ceTu "HTepHeT" COOTBETCTBYIOLLUE 3aKITFOYEHNS KOMUCCUN
9KCMEPTOB M OCYLLECTBNSAET UX OLEHKY Ans onpeaeneHusi COOTBETCTBMSA 3a4aHNI0 Ha NPOBeAeHMe 3TUX IKCNEePTU3;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2) NpUHUMaET peLleHe O roCyAapCTBEHHOW perncTpaumu rnekapcTBEeHHOro npenaparta unu o6 oTkase B
rocy4apCTBEHHOWN perncTpauum fiekapcTBEHHOMO Npenapara;

3) BHOCUT NpY MPUHATUN peLLEeHNss O rocygapCTBEHHON perncTpauumn nekapcTBEHHOro npenapaTa AaHHble O
3aperucTpMpoBaHHOM JeKapCTBEHHOM MpenapaTte, B TOM 4yucre o hapmaueBTUYECKO cybCcTaHLmuK, BXOASLLEN B
COCTaB JIeKapCTBEHHOrO MnpenapaTa, B rocy4apCTBEHHbIV pPeecTp NeKapCTBEHHbIX CPEACTB U BblAAET 3asiBUTEN!IO
pPErucTpauMoHHOE  YAOCTOBEPEHWE  JIeKapCTBEHHOro  npenaparta, dopmMa  KOTOporo  yTBepXAaaeTcs
YMONTHOMOYEHHbIM  (befepanbHbiM ~ OPraHoOM  UCMOSTHUTENbHOW  BMAacTW,  COrMMacoOBaHHblE  HOPMAaTMBHYIO
AOKYMEHTaLMIO, HOPMAaTUBHbIA OOKYMEHT, MHCTPYKLMIO MO MPUMEHEHMWIO NIeKapCTBEHHOrO npenapata U MakeTbl
NepPBUYHON YNAKOBKN M BTOPUYHOM (MOTPEOBUTENBCKOM) YNAKOBKM C yKasaHMEM Ha HUX HOMepa pPerncTpaumoHHOro
YOOCTOBEPEHUS NEKapCTBEHHOMO Npenaparta U AaTtbl ero rocygapCTBEHHOW perncTpauumn unm B criydae npuHAaTUS
pelleHns 06 oTkase B rOCy4apCTBEHHOW permcrpaumm NeKapCTBEHHOro npenaparta yBeAoOMMseT B NMUCbMEHHOM
dopme 3asiBUTENst 06 3TOM C yKazaHMEM MPUYMH TaKoro oTkasa. 3a Bblgayy perMcTpauMoHHOro yA0CTOBEPEHUS
NeKapCcTBEHHOIO Mpenapata B3MMaeTcs FocydapCTBEHHasi MNOLWUNMHA B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauum o Hanorax n cbopax.

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

2. OcHoBaHMeEM [fnisi oOTka3a B [OCYAApCTBEHHOW perucTpauumm JekapCTBEHHOro mnpenapaTta  Ans
MEeONLMHCKOrO NPUMEHEHUsI SIBMNSIETCS 3aKMOYEeHWe COOTBETCTBYHOLLENO YNONHOMOYEHHOro deepansHoro opraHa
WCMONHWUTENbHOM BNacTM O TOM, YTO Ka4yecTBO U (unn) 3cpdeKTUBHOCTb PErncTPUPYEeMOro rekapCTBEHHOMO
npenapata Ans MEOUUMHCKOTO MNPUMEHEHWs He MOATBEPKAEHbI MNOMYyYEeHHbIMU OaHHBIMM MW YTO pPUCK
NMPUYMHEHNS Bpeaa 340POBbIO YenoBeka BCREACTBME MpUEMa NEKapCTBEHHOro npenaparta Ans MeauUUMHCKOro
NpUMeHeHWs1 NpeBbiaeT 3HEKTUBHOCTL EMO NMPUMEHEHNS.

(vacTb 2 B peg. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. [lloBTopHOEe npeacTtaBneHve B COOTBETCTBYIOLIMW  YNOMHOMOYEHHbIN  dhedepanbHbli  opraH
UCMOMHUTENBbHOW BMacTu NekapCTBEHHOrO npenapara, B OTHOLIEHWUU KOTOPOro NofyyYeH oTka3 B rocygapCTBEHHOMN
pervctpaumMmM 1 KOTOpbl BMOCMEACTBMM NOABEPICA M3MEHEHWI0 B YacTW ero coctaBa, paccmaTpvBaeTcs Kak
npeacTaBrieHne HOBOMO JIeKapCTBEHHOro npenapata Ha ero rocyAapCTBEHHYIO Pernctpaumio HesaBuCMMO OT
COXpaHeHWs ero NepBUYHOro HAMMEHOBaHMS.

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

4. Tpwn NpegocTaBneHUn 3asdBUTENIEM B COCTaBe PErMCTPALMOHHOIO OOCbe Ha JIeKapCTBEHHbIM npenapar
0N BETEPVMHAPHOrO MPUMEHEHUs] KOMUU pPEeLLEHUs YMOSIHOMOYEHHOro dpedepanbHOro opraHa MCNOSHUTENbHON
BNacTU O NPOBEAEHMM MHCMEKTUPOBAHUSA NPOU3BOAUTENS JNEKAPCTBEHHbIX CPEACTB CPOK MPUHATUS peLUeHust O
rocyaapCTBEHHOW perncTpauuu NeKkapCTBEHHOroO npenapaTta ansa BETEPMHAPHOro NpUMeEHeHNs
NPUOCTaHaBNNBAETCH CO OHA NONyYeHUsT 3aKIYEHWI, YKa3aHHbIX B 4acTu 1 HACTosLWEN CTaTby, OO OHSA NPUHATUSA
YNOMHOMOYEHHbBIM heaeparnbHbIM OpraHOM UCNOMHUTENBHOM BNacTu peLleHns o Bblgadve unm ob oTkase B Bblgade
3aKMYEHNs O COOTBETCTBUM NPOM3BOAMTENS JEKAapCTBEHHbLIX CpeacTB TpeboBaHMAM NpaBun Haanexailemn
NPOV3BOACTBEHHON NPaKTUKK, HO He Boree YeM Ha CTO BOceMbOECAT paboumnx AHEeN.

(vacTb 4 BBegeHa degepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHveM pfnsi OTKasa B TOCY4apCTBEHHOM perucTpauuMn fekapcTBEeHHOro rnpenapata Aans
BETEPMHaAPHOrO NMPUMEHEHUST SBMAETCS 3aKioYeHWe YroNHOMOYEHHOro eiepanbHOro opraHa UCMOSHUTENbHOM
BMacTM O TOM, YTO KayecTBO M (Mnn) 3PMEKTUBHOCTb PErMCTPUPYEMOrO JIEKApCTBEHHOrO Mpenaparta Ans
BETEPMHAPHOrO MPUMEHEHUA He MOATBEPXAEHbl MOMyYEHHbIMU AAHHBIMW UMW YTO PUCK MPUYMHEHUs Bpeda
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

300pPOBbI KMBOTHOTO BCINEACTBUE MpMemMa NeKapCTBEHHOro npenapaTta s BEeTEPUHAPHOro NPUMEHEHUS
npesbiwaeT 3¢pHEKTUBHOCTL €r0 NPUMEHEHNS, OTKa3 YNOSIHOMOYEHHOIO heaepanbHOro opraHa UCMONTHUTENbHOM
BMacTu B Bbiaye 3ak4YeHUs O COOTBETCTBMM MPOU3BOOUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBusi
Hagnexallen npPOM3BOACTBEHHOW NPaKTMKM ANs KaXAoW NpPOWM3BOACTBEHHOW NMOWaAKW pPerncTpupyemMmoro
nekapcTBEHHOro npenaparta Ans BeTEPUHAPHOrO NPMMEHEHUsI B Criydae, ecnv Mpou3BOACTBO JEKAPCTBEHHOIO
npenapaTta A/l BETEPMHAPHOro MPUMEHEHMsT OCyLLecTBrsieTcs 3a npegenamu Poccuiickonn Pepepaumun, wnu
OTCYTCTBME TaKOro 3aKMHYEHMs1.

(vacTb 5 BBegeHa dPegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlImoc: npuMmeyaHue.
O nopsgke W cpokax onpedeneHns B3aMMO3aMEHSIEMOCTU FeKapCTB  JlekapCTBEHHbIX MpenapaTos,
3apeructpupoBaHHbix Ao 01.03.2020, cm. cT. 3 3 o1 27.12.2019 N 475-03.

CraTtbs 27.1. B3anmo3samMeHAeMOCTb NIeKapCTBEHHbIX NpenapaToB AnNsi MeAULMHCKOro NpuMeHeHus
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3aumo3amMeHAeMOCTb feKapCTBEHHbIX NpenapatoB ANs MeOULUHCKOro MpUMEHEHUsa onpegensieTcs
YNOMHOMOYEHHbIM  hefiepanbHblM  OPraHOM  UCMOMHUTENbHOM BNAacTh, OCYLLECTBNSALWMM roCyaapCTBEHHYIO
peructpaumio nekapcTBeHHbIX npenaparoB AN MeOULMHCKOro NMPUMEHEHUs, B paMKax OOHOro MeXxayHapoOHOro
HenaTeHTOBaHHOro (MNU XMMUYECKOro, UNu rpynnuMpoBOYHOr0) HaMMEHOBAHMUS Ha OCHOBE 3aKMOYeHUs1 KOMUCCUN
9KCMEepPTOB 3KCMEPTHOro yypexaeHus O B3aMMO3aMeHSeMOCTUM NeKapCTBEHHOro npenaparta Ans MeauuuHCKOro
npUMeHeHnst NMbo O TOM, YTO JIeKapCTBEHHbIN NpenapaT Ans MeOUMUMHCKOro MNPUMEHEHUsI He sBnseTcs
B3anmo3ameHsieMbiM. [lopsgok  onpedeneHus  B3aMMO3aMEHSEeMOCTW  fleKapCTBEHHbIX npenapaToB  Ans
MEOULMHCKOro npuUMeHeHna U dopma 3aKiiovYeHUss KOMWUCCUWM  IKCMEPTOB IKCMEPTHOrO  YYpEeXaeHusd o
B3alMIMO3aMEHSIEMOCTN JIeKapCTBEHHbLIX MpPenapaTtoB AN MEeOULMHCKOrO MpUMeHeHuss nmbo o ToM, 4TO
neKkapcTBEHHbIN npenapaT 415 MeAUUUHCKOro NpUMeEHeHNs He SIBMSIeTCA B3auMoO3aMeHsieMblM, yCTaHaBnMBarTCA
MpaButenscTBom Poccuinckon degepaumm.

2. Komwuccma IKCNepTOB IKCMEPTHOro yypexaeHus [aeT 3akfioyeHne O  B3anMO3aMeHSeMOCTU
nekapcTBEHHOro npenapaTta Anst MeAWUUMHCKOTO MPUMEHeHUs1 NMbo O TOM, YTO NeKapCTBEHHbIA MpenapaTt Ans
MEZMLMHCKOrO MNPUMEHEHUSI HEe ABMSETCA B3aMMO3aMEHSIEMbIM, Ha OCHOBaHWWM CrEeaywLUMX KpuTepueB
(xapakTepucTuk):

1) SKBMBaNEHTHOCTb (ana GuoaHanoroBbix (6MoNoAo6GHbBIX) NEKapCTBEHHbIX NpenapaToB (OvoaHanoros) -
COMOCTaBUMOCTb) KAYEeCTBEHHbIX W KOJIMYECTBEHHbIX XapakTepUCTUK apmMaueBTU4eCcKUX CcyocTaHuMm wunu
COMOCTaBMMOCTb aHTUrEHHOro CoCTaBa BakuUWH. Mcnonb3oBaHue pasnuuHbIX CONen, 3MpoB, KOMMIEKCOB,
N30MEPOB, KpUCTannmMyecknx opM u OpYyrux Mpou3BOAHLIX OOHOrO M TOro >Xe OEeNCTBYHLLEro BellecTBa He
ABNAETCA NPensTCTBMEM [ANs onpederneHus B3auMO3aMeHSeMOCTUM JeKapCTBEHHbIX MpenapaTtoB, ecrnv npu
npoBefeHUn  nccrnefoBaHWst  OMO3KBMBANEHTHOCTM  NEKApCTBEHHOro  npenaparta  WnuM  UCCreaoBaHus
TepaneBTUYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npernapaTta [oKa3aHO OTCYTCTBUE KMMHUYECKN 3HaYUMBbIX
pasnuunii  bapmMakoKMHETUKU U (Unun) 3dpdpeKkTMBHOCTM M 6e30nmacHOCTM NekapCTBEHHOro npenapara Ans
MeOULMHCKOTO MPUMEHEHWS;

2) 9KBMBANEHTHOCTb JleKapCTBEHHOM popmbl. [log SKBMBANEHTHbIMU  FIEKAPCTBEHHLIMKM  dOpMaMM
NMOHMMAaIOTCH pasHble nekapCTBeHHblE DOPMbI, UMEIOLLMe OAMHaKOBble Crnocob BBeAEHUs U CNocod NPUMEHEHUS,
obnagaroLme conocTaBUMbiMU (hapMakOKMHETUYECKMMN XapakTepucTukaMmm 1 papmakonornyecknum 4encTsmem u
obecneunBatoLLme Takke OOCTMKEHNE HeobXxoaMMOoro KnuHuyeckoro adpdpekta. Pasnnumsa nekapctBeHHbIX hopM
He SBNATCA NPenAaTCTBMEM ANnA onpedenieHnsl B3aumMO3aMeHSEMOCTU MeKapCTBEHHbIX NpenapaTtos, ecnuv npu
npoBedeHUN  uccrnefoBaHuss  OGUO3IKBMBANEHTHOCTM  NEKapCTBEHHOro  Mpenapata wWnu  UccnegoBaHus
TepaneBTUYECKON IKBMBAIIEHTHOCTW NEKapCTBEHHOrO npernaparta [oKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMMBbIX
pasnuunii  bapmMakoKMHETUKN U (Unn) 3dpPeKTMBHOCTM M 6e3o0nmacHOCTM NekapCTBEHHOro npenapara Ans
MeOULMHCKOTO MPUMEHEHMS;

3) OKBMUBAINEHTHOCTb UM COMOCTaBMMOCTb COCTaBa BCNoMoOraTesibHbIX BELWECTB J1IeKapCTBEHHOIo npenaparta
ana MmeauumHCKOro npMMeHeHu4. Pasnnumsa coctaBa BCcrnomoraTesSibHbIX BELLECTB J1eKapCTBEHHOro npenaparta He
ABNAIOTCA nNpendaTcTBuemM ana onpeaeneHna B3auMo3aMeHAEeMOCTU JieKapCTBEHHbIX MpenapaTtoB, ecnn npu
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NpoBeAeHUN  uccrnefoBaHust  OMO3KBMBANEHTHOCTM  NEKApCTBEHHOrO  Mpenapata WM UCCregoBaHus
TepaneBTUYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npernapaTta [oKa3aHO OTCYTCTBUE KMMHUYECKN 3HaYUMBbIX
pasnuunii  bapmMakoKMHETUKM U (Unn) 3dpdpeKkTMBHOCTM M 6e30macHOCTM NekapCTBEHHOro npenapara Ans
MEOULUMHCKOTO NpUMEHEeHUs. Tpy HanMumMn KIMHWUYECKU 3HAYUMbIX pasnuMuuii hapMakoKMHETUMKM U (Unn)
apdhbekTMBHOCTM M Ge3onacHOCTM  NeKapCTBEHHOro  npenapata Ans  MEOUUMHCKOTO  MPUMEHEHUS
B3aMMO3aMeHSEMOCTb OnpeaensieTcs ¢ ykasaHWeM Ha UCKMYeHNe OTAENbHbIX Fpynn NaLneHTOB;

4) naeHTMYHOCTb cnocoba BBeAeHUS 1 cnocoba NpMMeEHeHs;

5) COOTBETCTBUE TMpon3BoOAUNTENA J1EKAPCTBEHHOIO Cpeacrtea Tpe6OBaHI/IF|M npasun Hagnexawen
ﬂpOVI3BO,D,CTBeHHOIZ NPaKTUKN.

3. OnpepeneHne B3aMMO3aMEHAEMOCTM  BOCTMPOWU3BEAEHHbIX JIEKApCTBEHHbLIX MpenapaToB  Ans
MEAMLIMHCKOTO MPUMEHEHUs, yka3aHHbiX B 4Yactm 10 cratbm 18 HacTosiwero PegepanbHOro 3akoHa,
ocyulecternsieTca 6e3 Heob6xoaMMOCTM foKas3aTenbCTBa X OMOSKBMBANEHTHOCTM.

4. OcobeHHOCTU ONpeaerneHnss B3aUMO3aMEHSEMOCTU OGUONOrMYECKMX JEKapCTBEHHbLIX Npenapartos,
KOMOMHMPOBAHHbIX JIEKAapCTBEHHbIX MpenapaToB (codepXawmx KoMOuHaumio OByx un 6onee OeNCTBYHOLLMX
BELLECTB), JIEKApCTBEHHbIX MpenapatoB Afs MapeHTeparibHOro MUTaHus UM HEeAO3MPOBAHHbLIX JIEKAPCTBEHHbIX
npenapaToB ycTaHaBnueatoTca Npasutensctsom Poccunckon ®egepaumn.

5. Onpe,u,eneHVle B3anM0O3aMeHAEMOCTN HEe OCYLLEeCTBNAEeTCA B OTHOLWEHUN NeKapCTBEeHHbIX pacTUTENIbHbIX
npenapartoB, romeonaTnu4yeCkmnx nekapCTBeHHbIX NpenapaToB.

6. (DOpMVIpOBaHI/Ie nepeyvyHd B3anMMO3aMeEHAEMbIX JIEKApPCTBEHHbIX TMpenapatoB And MeauunHCKOro
NnpUMEeHEeHNnA OCYLUEeCTBIIAETCA O3KCNepTHbIM y4ypexaeHnmem nocpencrsom 00beanHeHust JNTeKapCTBEHHbIX
npenapatoB B OTAeJlbHble TIpynnbl, B Kaxgon u3s KOTOPbIX J1IeKapCTBEHHbIE MNpenapaTtbl ABNAKOTCA
B3anMMO3aMeHAEMbIMU.

7. B cnyvyae BKMOYEHWUS B MHCTPYKUMIO NO MEAMUMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOro npenaparta Ha
OCHOBaHWW pe3ynbTaToB COOTBETCTBYHOLLMX UCCMEA0BaHMWIN NOKa3aHui Ans NpMMEHEHNs!, KOTOpble OTNMYalTCs OT
nokasaHu Ans NpUMeHeHUst Apyrx fekapCcTBEHHbIX NpenapaTtoB U3 rpynnbl B3aMmMo3aMeHSIEMbIX NEKapCTBEHHbIX
npenapaToB, B MNepeyHe B3aMMO3aMEHSIEMbIX IEKapCTBEHHbIX MpenapaToB ANd MeOUUMHCKOro NpUMeHeHUs
AormkHa OblTb yKa3aHa cooTBETCTBYOLas NHopmaums.

8. [llepeyeHb B3aMMO3aMeHAEMbIX JIEKapCTBEHHbIX MpenapaTtoB ANd  MeAMUMHCKOro  NpUMeEHEeHUs
pasMellaeTcsl  YMoSIHOMOYEHHbIM efeparnbHbiM  OpraHoM  UCMOSHUTENbHOW  BracTW,  OCYLLECTBIAOLWUM
rocyfapCTBEHHYI0 pPEerMcTpauuio rekapcTBeHHbIX MpenapaTtoB Anf MeOULMHCKOro MNPUMEHEHUs, Ha CBOeM
oduumnansHom cante B cetn "MHTepHeT". UHopmMauus B nepeyHe B3auMO3aMeHSeMbIX IeKapCTBEHHbIX
npenapaToB Ans MeAULMHCKOrO NpMMEHeHns 0BHOBNAETCH ykasaHHbIM dhefepanbHbiM OpraHoOM UCMONMHUTENbHOMN
BNacTu C Y4eTOM HOBbIX 3aperncTpmpoBaHHbIX NEKapCTBEHHbIX npenapaTtoB AN MeAMUMHCKOro NpUMEHeHus 1
BHECEHHbIX W3MEHEHUN B [OOKYMEHTbl, COAepXalimecs B PerucTpauMoHHbIX AOCbe Ha 3aperncTpvpoBaHHble
nekapcTteeHHble npenapaThbl AN MegULMHCKOro NpUMEHEHUS.

9. Tllopsagok uMcnonb3oBaHWst WHOPMauMM O B3avMO3aMEHSIEMbIX JlIeKapCTBEHHbIX MpenapaTtax Ans
MEeOULMHCKOTO MPUMEHEHUS U NOPSAO0K Aayn pasbsiCHEHWUW MO BOMpPOCaM B3aMMO3aMEHSEMOCTU NIEKapCTBEHHbIX
npenapaToB Ans MeaNLUHCKOro NpuMeHeHns ycTaHaenmBatoTcs MNpaButensctBoM Poccunckon ®egepaunn.

KoHcynbTaHTlmoC: npuMmeyaHue.

Cpok pervctpauumn rekapcTBEHHOro npenapaTa Afsi BeTepUHapHOro npumMeHeHusi, uctekawwmm ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npoaneH Ha 12 mecsaues ([octaHoBneHue [MpaButenscrea P® ot
12.03.2022 N 353).

CrtatbsA 28. PeructpaumMoHHoe yaocTOBepeHne nekapcTBeHHOro npenapara

1. PeructpauvoHHoe y[OCTOBEPEHME NEeKapCTBEHHOro npenaparta C yka3aHUem NeKapCTBEeHHbIX (hopM U
[O3VMPOBOK BblAaeTcsi GEeCcCpoYHO, 3a WCKMIOYEHWEM PErMcTpaLMoOHHOrO yAOCTOBEPEHUSI feKapCTBEHHOro
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npenapara, BbldaBaeMoOro CO CpPOKOM OencTBus naTb feT, Ha BnepBble perncTtpupyemMmbie B Poccurickon
d)e,u,epau,mm NeKapCTBEHHbIE npenaparhbl.

2. Mo ncTeyeHnn ykasaHHOro B YacTu 1 HacTosiLel cTaTby cpoka BblgaeTcss 6eccpoyHoe permctTpaunoHHoe
yAOCTOBEpEHE NeKapCTBEHHOIO NpenapaTta npy YCIoBUM NOATBEPXKOEHUS €ro rocyAapCTBEHHON perncTpaumn.

3. B cnyyae BHeceHusa B cooTBeTcTBUM cO cTaThamu 30 u 31 HacTosLero degeparnbHOro 3akoHa N3MeHeHun
B cofepxaluecs B perucTpauuoHHOM AO0Cbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIN NpenapaTt AOKYMEHTbI,
3aTparvBaloLlLnX CBeOeHUs, OTpaKeHHble B PerncTpaumoHHOM YOOCTOBEPEHMM FeKapCTBEHHOro mnpenapaTa,
YMNOMHOMOYEHHbIN  (befepanbHbli  OpraH  UCMONMHUTENbHOW  BnacTy  BblaeT HOBOE  pPerncrpauvoHHoe
yAOCTOBEPEHWE NTEKAPCTBEHHOIO Npenapara, CoAepXallee BHECEHHbIE B HEFO U3MEHEHMS.
(4acTb 3 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cny4ae yTpaTbl UM NOBPEXAEHUS PEMMCTPALMOHHOIO yOOCTOBEPEHMS NIEKAPCTBEHHOrO npenapara no
3asBMEHN0 B MUCbMEHHOW (hopme Jepxartens wnu Briagenbua pPerucTpauMoHHOro  yAOCTOBEpPEHUs
NEeKapCTBEHHOro npenapata WUNu YnoriHOMOYEHHOr0 UMK OPYroro Hpuaudeckoro nvua o Bbligade aybnukaTa
perncTpaumMoHHOro YAOCTOBEPEHUSA JeKapCTBEHHOro npenapaTta YNosIHOMOYEHHbIN dheaepanbHbIi - opraH
WCNOSMHUTENBHON BMNAacTW B CPOK, HE MPEBbILLAIWNA OeCATU paboumx OHEN CO OHSA MOCTYMMeHus 3asiBNeHus,
BbldaeT Aybnukat perucTtpauMoHHOro YOOCTOBEPEHWUs NeKapCTBEHHOro npenapata. 3a Bblgadyy Aybnuvkarta
perncTpaumMoHHOro YAOCTOBEPEHUS IeKapCTBEHHOro npenapaTa B3MMaeTCsd rocydapCTBEHHas MoLwnvHa B
COOTBETCTBMM C 3aKoHoAaTenbcTBOM Poccuickon ®enepaunm o Hanorax n cbopax.

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

KoHcynbTaHTlntoC: npyMmedaHue.

Cpok pervctpauumn riekapcTBEHHOrO npenapaTa Afsi BeTepnHapHOro nNpuMeHeHusi, ncrtekawwmm ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roagy, npoaneH Ha 12 mecsues ([octaHoBneHue [MpaButenbcrea PP ot
12.03.2022 N 353).

Cratbsa 29. MNoarBepXXAeHMe rocyaapCcTBEHHON perncrpaumm fekapcTBeHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lopTBepXaeHne rocyaapCTBEHHON pervcTpaumm NeKapCTBEHHOro npenapaTta OCYLIEeCTBMASeTCA Mpu
Bblaaye ©eCccpovHOro perucTpaLMoHHOrO YOOCTOBEPEHMST NEKapCTBEHHOro npenapaTta B Crnyyae, Yka3aHHOM B
yacTu 2 ctaTbu 28 HacTosiwero deaepanbHOro 3akoHa, B CPOK, HE NPEBbLILAOLLMI LeCTnaecAaTn pabounx gHemn co
OHS  NONyyYeHWst COOTBETCTBYIOLLMM  YNONHOMOYEHHbIM defepanbHbiM  OpraHoM  WUCMOMHUTENbHON BRacTu
3asBMneHns O NOATBEPXKOAEHUN rocyJapCTBEHHOM perucTpalmm nekapcTBeHHoOro npenapata. He ocylwectensercs
NOATBEPXKAEHNE FOCYJAPCTBEHHOW perMctpaumm B OTHOLLEHMU NEKAPCTBEHHOMO Npenaparta, He HaxO4MBLUErocsl B
obpaweHnn B Poccuiickon ®epepauum B TevyeHne Tpex u Gonee neT, a Takke B OTHOLIEHWM NEeKapCTBEHHOMO
cpencTtea, Mpou3BedEeHHOrO C HapylleHueM TpeboBaHMWsi, YCTaHOBMEHHOro 4vactbio 3.7 ctatbu 71 HacTosLwero
dPepnepanbHOro 3akoHa.

2. 3asdBneHMe O MOATBEPXAEHUM T[OCYOApPCTBEHHOM perucTpauuu fekapcTBEHHOro npenapara  gns
MEANLMHCKOrO NPUMEHEHNsT MpeacTaBnseTcs B COOTBETCTBYHOLLUA YNONMHOMOYEHHbIN heaepanbHbIn  opraH
WUCNOSMHUTENBHON BMNacTM He paHee YeM 3a CTO BOCEMbAECAT [AHEM [0 WCTeYEeHUs Cpoka [OencTBus
perncTpaumoHHOro yaoCTOBEPEHNS NeKapCTBEHHOIO nNpenapaTa Ans MeAULMHCKOro NMPUMEHEHMS.

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

2.1. 3agdBneHne O MOATBEPXAEHWM rOCYAapCTBEHHOW perncTpauum nekapcTBEHHOro npenaparta Ans
BETEPVHAPHOIo MNPUMEHEHUs NpeAcTaBnsaeTcsd B COOTBETCTBYIOLWMIA YMNOMHOMOYEHHbIN deaeparbHblii opraH
UCMOSHUTENbHOW BMacTu He paHee 4YeM 3a CTO BOCEMbAECAT [Hell [0 WUCTEeYEeHUs Ccpoka [encTBUs
perucTpaumMoHHOro yoCTOBEPEHNS JIEKapCTBEHHOMO rnpenapara AJ19 BeTepuHapHOro NpYMeEHeHUs U He nosgHee
OKOHYaHWA cpoKa ero 4encTBuS.

(vactb 2.1 BBegeHa degepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

3. nO,D,TBep)KLI,eHMe FOCWJ,apCTBeHHOﬁ perncTtpaunnm nekapcrtBeHHOro npenapara OCyLlecTBNnAeTca no
pe3ynbTataM 3KCNepTu3bl OTHOLUEHUA OXngaemom nonb3abl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npenaparta Ha OCHOBaHWW pPe3ynbTaToOB MOHUTOPUHIa Sd)d)eKTI/IBHOCTI/I n GesonacHocTn NNeKapCTBeEHHOIo
npenapara, npoBoAMMOro aepxartenem unu eBnagenbuem perncTpaumMoHHOro yaocTtoBepeHUud JekapCTBEeHHOro
npenaparta nnbo YNOJIHOMOYE€HHbIM MU HOpUgnd4eCkuMm Inuuom, a Takxe COOTBETCTBYHLMM YNOJTHOMOYEHHbIM
(bep,epaanblM opraHom MCMNOMNHUTENBLHON BNacTM B COOTBETCTBMM C Tpe60BaHl/I$|MVI ctatbum 64 HacTosiwero
dJep,epaanoro 3aKOHa.

4. K 3aaBneHui0 O NOATBEPXAEHUN roCyaapCTBEHHOMW perncTpauumn rekapcTBeHHOro npenapaTta nns
MeOULMHCKOro NpMMeHeHnsa npunaratTcs:

1) OOKYMEHTbI, cofepXalime pesynbtatbl MOHUTOPUHIA Sd)(beKTI/IBHOCTI/I n 6e3onacHoOCTU JleKapCcTBEHHOIo
npenaparta Ana MmeanunHCKOro npmMeHeHumd, npoBedeHHOro gepXartenem unum srnagenbuemMm pernctpaumMoHHOro
YOOCTOBEpPEHNA J1eKapCTBEHHOro npenapara Aand MeauumnmHCKOro npuMeHeHusA nnbo YNOJITHOMOYEHHbIM UM
ropngnyeckmm numuom, no cbopme, yTBepm,quHon YNOJTHOMOY€HHbIM (*)eﬂ,epaﬂbelM opraHomMm NCMONHUTENBHON
BnacTu;

2) cBegeHWss O paTe nNpedocTaBeHMs U perucTpauMoHHOM HOMepe INULEH3UM Ha MNpOoU3BOACTBO
neKapCTBEHHbIX CPeACTB WKW CBEAEHUSI O faTe MpefoCTaBieHUst U PermcTpauMoHHOM HOMepe 3akiio4YeHust o
COOTBETCTBMM NPOU3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHUSM MpaBun Hagnexalien npovM3BOACTBEHHOM
NpakTUKK, NPegoCTaBeHHbIX YNOTHOMOYEHHbIM dheaepanbHbIM OpPraHoOM UCMOMHUTENBbHOW BRacT B OTHOLLEHUMU
NPOW3BOACTBEHHOW MrOWAAKM FIeKapCTBEHHOMO npenaparta Ans MeAULMHCKOro NPUMEHEHWs, rocyLapCTBEHHas
perucTpaumsi KOTOporo nOATBepXAaeTcsi B Criyvae, ecnv NpOM3BOACTBO fekapCTBEHHOro rfpenaparta Aans
MeaMLMHCKOro NpuMeHeHus ocylectensieTcs B Poccuiickoi ®epepaunu;

(B pea. PepepanbHoro 3akoHa oT 27.12.2019 N 478-93)

3) KkonMMsi NpenoCTaBfEHHOW  YMONTHOMOYEHHbIM OpraHoM CTpaHbl MNpoM3BOAUTENS JNULEH3UM Ha
NPOM3BOACTBO JlIEeKApCTBEHHOro npenapaTa A MeAULMHCKOro MpUMEHEHUss U ee NepeBof Ha PYCCKUA I3blK,
3aBepeHHble B YCTAHOBMEHHOM MOpsiAke, a Takke KOMus 3akfoYyeHWst O COOTBETCTBMM MPOM3BOAMTENS
NeKapCTBEHHbIX cpeacTB TpeboBaHWsIM MpaBwun  Haanexallend nNPOU3BOACTBEHHOW MNPaKTUKK, BblgAHHOTO
YMONTHOMOYEHHbIM dbedeparnbHbiM OpraHOM UCMOSNTHUTENbHONM BNAacT! B OTHOLLUEHUWN NPOM3BOLACTBEHHOW MNIOWaaKu
NeKkapCTBEHHOrO Mpenapata Ans  MEeAWMLMHCKOro MNPUMEHEHUsI, TOCydapCTBEHHAs perucTpaums KOTOporo
NOATBEPXKAAETCH, MMM KOMUSA pPEeLUeHUs YMONTHOMOYEHHOro cefeparnbHOro opraHa WCMNOMHUTENbHOW Bnactn o
NPOBEAEHUN WHCMEKTMPOBaAHUSI MPOU3BOAUTENS JEKAPCTBEHHbIX CPeacTB B Cry4Yae, €Cnu Npou3BOACTBO
nekapCTBEHHOrO npenaparta Ans MeauUMHCKOro MNpPUMMEHEHUs OcyLlecTBnsieTcs 3a npegenamu Poccuiickon
degepaumm.

(B pea. PepepanbHoro 3akoHa oT 27.12.2019 N 478-93)
(yacTb 4 B peg. PepepanbHoro 3akoHa ot 04.06.2018 N 140-03)

4.1. B oTHOLIEHUN BMONOrMYecKknx NeKkapcTBEHHbIX NpenapaToB A1 MEAULMHCKOrO NPUMEHEHUS 3asiBUTENb
OOMOMHUTENBHO NpeacTaBnseT pesynbTaTbl MEpPOnpUATUN, NPeayCMOTPEHHBLIX MNaHOM YNpaBfeHUsa puckamu,
YTBEPXOEHHbIM  YNONHOMOYEHHbIM  (heaepanbHbiM  OpraHOM  MCMOMHUTENBHOW BNAcTU MpU  OCYLLECTBREHUU
rocyapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapaTa ans MeguuUMHCKOro NpUMeHeHus.

(vacTb 4.1 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. K 3aaBneHui0 0 NOATBEPXKAEHUN FOCYyO4apCTBEHHOM perucTpauum fiekapcTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPUMEHEHNS NpunararTcs AOKYMEHTbI, cogepxalime pesynbTaTbl MOHUTOPUHIa 3dEeKTUBHOCTHU
1 6e30nMacHOCTM NIEKapCTBEHHOrO npernapaTta ansg BETEPMHAPHOIO NPUMEHEHWsT, MPOBOAUMOrO AepXaTtenem wunm
BnagenbLeM pPerncTpaumoHHOro y4oCTOBEPEHUS NEKApCTBEHHOrO npenapaTta Ansi BETePUHAPHOro NPUMEHEHUs
nn6o yrnoriHOMOYEHHbIM UM HOPUOUYECKUM NMLOM, NO hopMe, YTBEPXKOEHHOW YNONHOMOYEHHLIM dheaeparnbHbIM
OpraHoM WCMOMHUTENbHOW BNacTu, M OOKYMEHTbI, YKka3aHHble B nyHkTax 1, 2 - 2.2, nognyHkTtax "a", "6", "k", "n"
nyHkta 4 4vactm 3 cratbm 17 HacToswero PegepanbHOro 3akoHa. B oTHOWEHUM KMMMYHOBMONOrMYECKMX
nekapcTBEHHbIX MpernapaToB NS BETEPMHAPHOIO NPUMEHEHUS He NPeaCcTaBnsAloTCA CBeOEeHUd, yKasaHHble B
noanyHkre "k" nyHkta 4 vactu 3 ctatbn 17 Hactoswero ®enepanbHOro 3akoHa. B OTHOLLEHUM NeKapCTBEHHbIX
npenapaTtoB Ansi  BETEPUHAPHOrO  MPUMEHEHMUS,  MOMYYEHHbIX C  MPUMEHEHMEM  FEHHO-UHXEHEepPHO-
MOOUMUUMPOBAHHbLIX OPraHM3MOB WKW coAepXalMx Takue oOpraHuaMbl, LOMOSHUTENbHO NpeacTaBNAlTCS
cBefleHus, ykasaHHble B nyHKTe 13 yacTtun 3 ctaTbu 17 HacTosiwero PefepanbHOro 3akoHa.

(yactb 4.2 BBepmeHa ®PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-03; B pen. demepanbHoro 3akoHa OT
02.08.2019 N 297-03)
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4.3. 3asBuTEnNb BnpaBe NpeacTaBUTb C 3asiBNiEHMEM O MOATBEPXKAEHWM TOCYLAPCTBEHHOW perncrpauun
NeKapCTBEHHOrO npenapaTta Komui [OKYMeHTa, MNOATBepXAalllero ynnarty rocygapCTBEHHOM MOLWSMHbI 3a
NOATBEPXKAEHNE TOCYNAPCTBEHHOM perucTpauuMm  JfekapCTBEHHOrO rMpenaparta, a Takke BblgaBaemble
(npepocTaBnsiemble) YNONHOMOYEHHbIMU  hbeaepanbHbIMU - OpraHamMmu  UCMONHUTENBHON BRacTM  [OKYMEHTbI
(cBepeHus), ykasaHHble B NyHKkTax 2 M 3 4acTm 4 HacTosiwen crtatbu. B crnyvyae wx HenpeacTaBneHus
YNONMHOMOYEHHbIN  dheaepanbHbld  OpraH WCMOSIHWTENbHOW BRacTM  3anpaluBaeT YyKasaHHble [OKYMEHThI
(cBeaeHus) B nopsigke MeXBeAOMCTBEHHOMO MHCHOPMALIMOHHOTO B3aUMOAENCTBYS.

(vacTb 4.3 B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B TeyeHue pecAtn paboymx OHEN CO OHA MPUHATUS 3asiBfieHUs O MOATBEPXAEHUUM rocyaapCTBEHHOW
perncTpaumm nekapcTBEHHOro npenapara U AOKYMEHTOB, COAEPXaLLuX pesdynbTaThl MOHUTOPUHIa 3OEKTUBHOCTM
n 6e3onacHOCTM NekapCTBEHHOro npenapaTa, NPOBOAMMOrO AepXaTernemMm unu BnagenbLem perncTpalyoHHOro
YAOCTOBEPEHUSI  NEKApCTBEHHOrO  npenapata fuMbo  YyNONMHOMOYEHHBIM UMW OPUANYECKMM  JULIOM,
YNOMHOMOYEHHbIN dhefepanbHbIi opraH UCMOMHUTENbHOW BNacTu:

1) NPOBOAUT NMPOBEPKY MOMHOTLI CBEAEHWI, CoAepKalLUXCs B NPEACTaBIIeHHbIX 3asiBUTENEM JOKYMeHTax;

2) npuHMMaeT peLueHne O nposefeHun unu ob oTkase B NPoOBEeOEHUM SKCNEepTU3bl OTHOLLEHUS OXMAaaemown
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOrO npenapaTta Ha OCHOBaHUW pe3yrnbTaToB MOHUTOPUHIa
adppekTMBHOCTM M 6Ge3onacHOCTM NekapCTBEHHOro npenapara, NpoBOAMMOro AepxaTenem unu Bnagenbuem
perucTpaumMoHHOro yAOCTOBEPEHNS feKapCTBEHHOro npenapara Nubo ynonHOMOYEHHBIM MMU  HOPUONYECKMM
nvuomMm, a Takke denepanbHbIM OpraHoOM MCMOMHUTENbHOW BNacTu B COOTBETCTBUM C TpeboBaHuAMKU cTaTbn 64
HacTosLwero PefepanbHOro 3aKoHa;

3) yBegomMnsieT B 9NEKTPOHHON hopMe Unm NUCbMeHHOW bopme 3asiBUTENS M 3KCMEepPTHOEe yypexaeHue o
NPUHATOM peLLeHnn NMBo B criyyae NpUHATUSA pelleHns 06 oTkase B NpOBEAEHMUN KCNepTU3bl ykasbiBaeT NPUYMNHbI
Takoro oTkasa.

6. B cnyyae BbISIBNIlEHUA HEOOCTOBEPHOCTM WU (MNM) HeOgoCTaTOYHOCTM WMHGpopMauuMu, codepXkalleics B
npeacTaBneHHbIX 3asiBUTENIEM OOKYMEHTaX, YMOSIHOMOYEHHbIN dedeparbHbli opraH WUCMOSHUTENbHOW BRacTy
HanpaensieT 3asBUTEN0 3anpoc 00 YTOYHEHUM YyKasaHHOM WHdopMauuu. 3anpoc  YrNoNHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOW BracT MOXeT OblTb nepenaH YMoNIHOMOYEHHOMY NpeAcTaBUTENIO
3asBUTENS JIMYHO MOA PacnuvcKy, HanpaBSieH Mo NoyTe 3akasHbiM MUCbMOM UM NepenaH B 3NEeKTPOHHON dhopme
Mo TENEeKOMMYHUKaLUMOHHBIM KaHanam cBs3u. B criyyae HanpaeneHus sanpoca yronHOMOYEHHOro cheaeparnbHOro
opraHa MCMoSIHUTENbHOWM BacTy Mo MoYTe 3aKka3HbiM MUCbMOM OH CUYMTaETCs MOSyYeHHbIM MO UCTEYEHWU LIecTU
[HeN ¢ AaTbl HanpaBneHWs 3aKa3Horo Nucbma.

7. 3asButenb o06s3aH nNpeAcTaBMTb OTBET Ha 3anpoc  YMNonHOMOYEHHOro dedepasibHOro opraHa
WCMONMHUTENBHOW BMacTV B CPOK, He NpeBblllalolWwmii AeBsaHOCTa pabounx AHel co AHA ero nonyyeHust. Cpok,
yKasaHHbIi B 4YacTu 5 HacTosillei cTaTbW, NpUOCTaHaBMMBAeTCsl CO [OHSA HanpaBleHus 3asiBUTENo 3anpoca
YNONHOMOYEHHOro hbeepanbHOro opraHa WCMONMHUTENbHOW BRACTWM [0 AHSI MONYyYeHUst UM COOTBETCTBYIOLLErO
oTBETa W He YYMTbIBAeTCS MpPU  WCYMCIIEHWM CpOKa MOATBEPXKOEHUS TOCYyAapCTBEHHOW perncrpauuu
nekapcTBeHHOro npenaparTa.

8. OcHoBaHVeM ana OTKasa B NPOBEAEHWM 3KCNEepPTU3bl OTHOLLEHMS OXMUOAEeMOW MOoMb3bl K BO3MOXHOMY
PUCKY NPYMEHEHUNSA NEKapCTBEHHOro npenapara sBnseTcsa NpeAcTasneHne JO0KYMEeHTOB, CoaepXalluux pesynbTaThi
MOHUTOPUHIa 3P PEKTUBHOCTUN 1 BE30NacHOCTN NeKapCTBEHHOro npenapara, 1 (UNn) B OTHOLLEHUM BUOMNOrMYecKmx
nekapcTBEHHbIX NpenapaToB pe3ynbTaToB OCYLLECTBEHUS MEPONPUATAA B COOTBETCTBUM C NSaHOM YNpaBreHus!
puckamu, YTBEpXKAEHHbIM  YMOMNHOMOYEHHbIM  dbedeparnibHbiM — OPraHoM  UCMOSIHUTENbHOW  BRacTu  npu
OCYLLECTBEHUN FOCYdapCTBEHHON pPerncTpauun nekapcTBEHHOro rnpenaparta, B HernonHoM oGbeme, OTCYTCTBUE
nHcpopMaLumK, NoaTBepXKaatoLLei ¢oakT ynnaTbl rocy4apcTBEHHOM MOLNMHbLI 3a NOATBEPXAEHNe rocyAapCTBEHHOM
perucTpaumm fiekapcTBeHHOro npenapata, NGo HenpeacTaBneHVe 3asaBUTENIEM B YCTaHOBIEHHbIN CPOK OTBETa Ha
yKasaHHbIA B YacT 6 HacTosillel cTaTbW 3amnpoc YNONHOMOYEHHOro (dedepasibHOro opraHa MCMONHUTENbHON
BMacTu, a Takke OTCYTCTBUE B YKasaHHbIX JOKYMeHTax MHdopmMaLun, KoTopast oMmkHa ObiTb B HUX OTpaXeHa.

9. 3OkcnepTvM3a OTHOLUEHUS OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUST FeKapCTBEHHOro
npenaparta B LUeNsiX NOATBEPXAEHWUS rocynapCTBEHHOW perucTpauum NekapcTBEHHOro npenaparta NpoBOAMTCSH
KOMMCCUEN KCMEepPTOB IKCMEPTHOro yupexaeHus B CPOK, He NPEBbLILIALLMI copoka pabounx AHEN.
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10. B cnyyae HegoCTaTOYHOCTU MPeACTaBMIEHHbIX 3KCMEepPTy MaTepuarnoB ANS Oadu 3aKMYeHUss akcnept
obpallaeTca K pPYyKOBOAMTENIO SKCMEPTHOro YYpexaeHUst O MpedocTaBleHnM eMmy HeoOXOAUMbIX MaTepuaros.
PykoBoauTenb 3KCMNEpTHOro y4ypexaeHnsa obpallaeTcs C COOTBETCTBYHOLIMM 3anpocoM B YMONHOMOYEHHBIN
dbenepanbHbli opraH WUCMONMHWUTENBHOW BMacTW, BblOABLUMIA 3aaHne Ha NpoBedeHMe 3KCMepTu3bl OTHOLLEHUS
0Xnaaemon nonb3bl K BO3MOXHOMY PUCKY MpUMEHEHWs1 NeKapCTBEHHOro npenapaTa Ha OCHOBaHWM OOKYMEHTa,
cofepxallero pesynbTaTbl MOHUTOpPUHTa 3ddeKTMBHOCTM U 6Ge3onacHOCTM NekapCTBEHHOro npenapaTa. B
TeYyeHve AT paboynx OHEW CO AHS MOCTYNIEHUsI 3anpoca PYKOBOAUTENSI SKCMEPTHOrO yUYpeXXAeHWsl yKasaHHbIN
dbenepanbHbIl OpraH UCMOSTHUTESIbHOWM BracTy HamnpaBsnseT 3asiBUTEN0 3anpoc O NpeacTaBiieHnn HeobXoaMMbIX
MaTepuanos, KOTOPbIN MOXET ObiTb NepedaH YNoNHOMOYEHHOMY NPEACTABUTENIO 3asiBUTENS IMYHO MOZ, PaCchuCKy,
HampaBsrneH Mo MoyTe 3aKasHbiM MUCbMOM WNW MepedaH B SMEKTPOHHON (POpMe MO TerneKOMMYHMKaLMOHHBLIM
KaHanam cBsis3n. B cnyyae HanpaBneHusi 3amnpoca YnoJSIHOMOYEHHOro defeparnbHOro opraHa MCNONHUTENbHOM
BMACTM MO MOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCs MOMy4YeHHbIM MO UCTEYEHWM LLIECTU AHEN C AaTkl HanpasneHns
3aKa3Horo nucbma.

11. 3asBuTenb, o00s3aH npeAcTaBUTb OTBET Ha 3anpoc YMOMHOMOYEHHOro deaepanbHOro opraHa
WCMONHWUTENBHOWN BNAacTu B CPOK, HE MPeBbILLaoLWNA LWEeCTUAEeCATN pabounx AHEeW Co AHSA MOMNyYeHMs yKa3aHHOro
3anpoca. YNonHOMOYEHHbIN hedepanbHbIi OpraH UCMONHUTENBHOW BRacTy, BbiAaBLWNY 3a4aHne Ha npoBedeHue
3KCMepTM3bl OTHOLLEHUS OXMAOAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMMEHEHWs NeKapCTBEHHOro npenaparta Ha
OCHOBaHWM  [OOKyMeHTa, COAepallero pesynbTaTbl MOHUTOPUHra addekTMBHOCTM UM Be3onacHocTu
neKkapCcTBEHHOro npenapara, B TedeHne nAaTn paboyumx AHew Co AHSA NOCTYNneHus OT 3asaBMTens oTBeTa Ha 3anpoc
YNONMHOMOYEHHOro hefepanbHOro opraHa MWCNOMHUTENbHOW BRacTW HampasnseT 3TOT OTBEeT B 3KCNepTHoe
yupexgeHue. B cnyyae HenpeactaBneHUss N0 UCTEYEHWUM LiecTMAecATU paboymx AHen 3asBuTenem oTBeTa Ha
yKa3aHHbIA 3anpoc YMNOSTHOMOYEHHbLIN dhefepanbHblil OpraH MCNOMHUTENbHOW BNacTW, BblAaBLUWA 3agaHune Ha
npoBeAdeHne 3KCNepTU3bl OTHOLLEHUS OXMOAEMOW MoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUS NneKkapCTBEHHOro
npenapaTta Ha OCHOBaHUWM JOKyMeHTa, codepxallero pesynbraTel MOHUTOPUHra adpeKkTMBHOCTU U Be3onacHOCTU
nekapCTBEHHOro npenapara, B Te4eHue natn pabounx AHen HanpaBnsaeT B 3KCNepTHOE yupexaeHve yBegomneHme
O HenpeacTaBneHWU 3asiBUTENEM OTBETa Ha 3anpoc yKa3aHHOro opraHa. Bpemsa co oHsa HanpasneHus 3anpoca
SKCMNEepPTHOro YYPEeXAeHNs1 B YNONTHOMOYEHHbIN dhefeparbHblil OpraH UCNOMHUTENBHON BriacTu A0 AHA NONyvYeHus
9KCMEepTHbIM YyypexJeHnem OTBeTa Ha 3anpoc MNM yBeAOMSIEHMS O HenpeacTaBfeHWyW OTBeTa Ha 3anpoc He
YUUTbIBAETCHA MPU UCHUCIIEHUN CPOKa NPOBEAEHUS IKCNEPTU3bl OTHOLLEHUS OXWMAAEMOM MOSfb3bl K BO3MOXHOMY
pUCKY TMPUMEHEHWS [leKapCTBEHHOro Mpenapata Ha OCHOBaHWM [OOKYMEHTa, coAepallero pesynbTarbl
MOHUTOpPMHra 3dpeKTMBHOCTM 1 Be30nacHOCTW NekapCTBEHHOro npenaparTa.

12. B cpok, He npeBbillatoLwmi ecaTn padbounx gHEN Co OHS NOSyYEeHUsT 3aKMOYEeHNss KOMUCCUM SKCMEPTOB
no pesynbTaTtaM 3KCMePTU3bl OTHOLUEHUST OXNOAEMON NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NEKAPCTBEHHOrO
npenapaTa, COOTBETCTBYIOLLUIA YNOSTHOMOYEHHbIN beaepanbHbI OpraH UCNONTHUTENBHOW BNACTU:

1) OCYLUECTBIIAET OLUEHKY 3TOro 3aKkro4eHnd Ona onpenerieHnda ero CoOoTBeTCTtBmA 3agaHuo Ha nposeaeHne
YKaSGHHOVI OKCNEePTU3bI;

2) NpyHUMaEeT peLLeHne 0 NOATBEPXAEHUN roCygapCTBEHHOW perncTpaummn nekapCcTBEHHOro npenapaTa unm
06 oTkase B NOATBEPXKOEHWUM rOCy4apCTBEHHON perncTpauumn nekapCcTBEHHOro npenapara;

3) BHOCUT MpPU NPUHATUN pelleHnAa O noarBepXAeHumn Focyﬂ,apCTBeHHOIZ pernctpaunmn nekapcTtBeHHOro
npenaparta cBeeHunAa B FocyﬂapCTBeHHbIVI peecTp neKapCTtBeHHbIX CpeadCTB U BblOaeT 3adaABUTESIO 6eCCp0‘-IHOG
perncTtpaumMoHHOE yaocTtoBepeHne riekapCTtBeHHOro npenapara.

13. OcHoBaHWeM ang oTkasa B NOATBEMKAEHMUM rOCY4APCTBEHHOW perucTpauum nekapcTBEHHOro npenapara
ABMNSETCH 3aKnioyYeHne COOTBETCTBYIOLEro YNONTHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHOW BriacTu o
TOM, YTO PUCK MPUYMHEHMS Bpeda 340POBbI0 YerioBeKa WIN >XMBOTHOrO BCMEACTBME Mpuema nekapCTBEHHOro
npenapaTa npeBbIaeT 3PHEKTUBHOCTL €ro NPUMEHEHNS.

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

14. B nepviog nposegeHusi npoueaypbl NOATBEPKAEHUSA rOCy4apCTBEHHOW peructpaumnvM nekapCTBEHHOMO
npenapaTa ero obpauleHune B Poccuinckon ®egepaumm He npuocTaHaBnMBaeTCs.

15. Jonyckaetca obpalleHne nekapcTBEHHbIX NpenapaTtoB A0 UCTEYEHUss Cpoka FOAHOCTU, NPON3BELEHHbIX
B TeYeHMe cTa BOCbMUAECATW KaneHOapHbIX AHeW nocne gatbl NPUHATUS YNOMHOMOYEHHbIM deaeparnbHbIM
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

OpraHoM MCMOMHUTENbHOW BNACTU pelleHnst O NOATBEPXKAEHUN rOCyapCTBEHHOW perucTpaumm, B COOTBETCTBUN C
WHpopmaLmen, cogepxallenca B AOKYMEHTax perucTpaLMoHHOro JOCbe Ha fekapcTBeHHbIM npenapat 40 AaTbl
NPUHATUSA TAKOro PeLLEHMS.

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

Cratbsa 30. BHeceHMe M3MeHEeHMN B AOKYMEHTbl, coepkalmecs B PerucrpauMoOHHOM AoCbe Ha
3aperMcTpMpoBaHHbIN NeKapCTBeHHbIN npenapaT Ansa MegULUHCKOro NnpuMeHeHus

1. B uenax BHeCEHWs W3MEHeHWA B [OKYMEHTbl, cogepXalmecs B pPerncTpaumMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIA NIEKapCTBEHHbIN MNpenapaTt And MeauUMHCKOro NMpUMEHeHus, aepxaTenb wunu Bnagenew
perncTpaumMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta WUnn YyNoriHOMOYEHHOe UM ApYyroe lopuandeckoe
nMuo (panee B HacTosWweWw cTaTbe - 3asBWUTENb) MNPeAcTaBNsaeT B YMNONMHOMOYEHHbIN heaeparnbHbii opraH
UCMOMHUTENbHOW BMacTu 3asBieHne 0 BHECEHUN TakMX U3MEHEeHU No hopme, YCTaHOBNEHHON YNONMHOMOYEHHbIM
degeparnbHbIM OPraHoOM UCMOMHUTENbHOW BRacTw, U npunaraemMble K HeMy U3MEHEHUS B YKa3aHHbIe JOKYMEHThI, a
Takke JOKyMEHTbl, MoATBepKaaLLMe Heob6X0AMMOCTb BHECEHNS TaKMX U3MEHEH WA
(B peq. ®enepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-®3)

1.1. Mpn HeobGXOOAMMOCTM BHECEeHUs B [AOKYMEHTbl, codepXallMecss B PpermcTtpauuoHHOM [ocbe Ha
3aperncTpupOBaHHbIA JIEKAPCTBEHHbIN MpenapaTt Afs MeaUUMHCKOro MNPUMEHEHUS, UBMEHEHWI, yKa3aHHbIX B
NyHKTe 3 YacTu 2 HacTosILLEN cTaTbh U TPebyroLMX NPOBEAEHMS SKCNEPTMU3bl KayecTBa NIEKAaPCTBEHHbLIX CPEeACTB,
3a8BUTENb AOMONHUTENbHO NPEACTaBNSAET B YMONTHOMOYEHHbIM hedepanbHbli OpraH UCMONHUTENBHOW BRacTu
CBefeHnsa O gaTe NpeaocTaBneHnst U PermcTpauuoHHOM HOMEpPE JILEH3MM Ha NPOU3BOACTBO SIEKAPCTBEHHbIX
cpencte vnu ceefeHna O Aarte npenocrtaBlieHna U pernctpaunoHHOM HOMepe 3aKrr4yeHua O COOTBEeTCTBUMU
npoun3soauTena nekapCTBeHHbIX CcpencTs TpGﬁOBaHVIFlM npasun Hap,nemal.u,eﬁ I'IpOI/I3BO,lJ,CTBeHHOI7I NPaKTUKK,
BblAaHHbIX (MPEeOOCTaBMEHHbIX) YMNOMHOMOYEHHbIM deaeparnbHbiM  OpraHOM  UCMOMHUTENbHOW BNacTn B
OTHOLLEHUN WU3MEHEHHOW U (Mnn) OOMNOMHEHHOW MPOW3BOLACTBEHHOW MMOLAAKM NEeKapCTBEHHOro npenapara, B
crnyyae, ecnu NpOW3BOACTBO JIEKAPCTBEHHOrO Mnpenapara ocywecTsnsetrcs B Poccuiickon Pepepauunn, nubo
cBefleHus 0 JaTe NPeaoCTaBleHUs U PErmcTpauMoHHOM HOMEpPE BbIOAHHOW YMONTHOMOYEHHLIM OpraHoOM CTpaHbl
Npou3BOaUTENS JNIULLEH3UM HA MPOM3BOACTBO JIEKAPCTBEHHOrO Mnpenapata M ee MepeBof Ha PYCCKUN A3blK,
3aBepeHHble B YCTaHOBIIEHHOM MOPSAKE, @ Takke CBeAEHWS O AaTe NpeaocTaBeHns n permcTpaLoHHOM HoMepe
3aKNIOYEHMST O COOTBETCTBUM MPOM3BOAUTENS JEKAPCTBEHHbIX CPeACTB TpeboBaHMSAM nNpaBuil Hagnexallen
NPOV3BOACTBEHHOW MPaKTUKK, BblAAHHOIO YMOSTHOMOYEHHbIM heaeparnbHbIM OpraHoOM UCMONHUTENBHON BNacTu B
OTHOLLUEHUN U3MEHEHHOW U (MNK) OOMOSTHEHHON NPOW3BOACTBEHHOWN MIIOLWAOKN NeKapCTBEHHOMO npenapara, unm
CBefeHns O Jate NpefoCTaBIEHUS U PErMCTPauMOHHOM HOMEpPE pPELLUEeHUs YMNONTHOMOYEHHOro deaepanbHOro
opraHa WCMONTHUTENbHOM BMNacTM O NPOBEAEHUM WHCMEKTMPOBAHMA MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB B
cnyyae, ecnu npov3BOACTBO JIEKAPCTBEHHOrO Mpenapata OCyWecTBnseTca 3a npegenamm  Poccunckon
depepaumu.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-903; B pea. demepanbHOro 3akoHa OT
27.12.2019 N 478-93)

1.2. lpu HeobXxoOMMOCTM BHECEHMS B [OKYMEHTbI, COAepXKallMecss B PEerucrpauyMoHHOM [JOCbe Ha
3aperucTpMpOBaHHbIA NIEKAPCTBEHHBIN MpenapaT Ans MeOUUMHCKOrO MPUMEHEHMUS, U3MEHEHWUN, YKa3aHHbIX B
NyHKTE 4 4acTu 2 HacTosiWen cTaTbk 1 TpebyoLw X NpoBeAeHUS SKCNepTU3bl KAYeCTBa fIEKapCTBEHHbLIX CPEeACTB,
3as8BUTENb LOMOMHUTENBHO MPEACTaBNAET B YMONTHOMOYEHHbIN dhedepanbHbii OpraH MCMNOMHUTENbHOW BNacTu
cBedeHVs O JaTe NpedoCcTaBreHuMs U PerncTpauvuoHHOM HOMEpe JIMLEH3UU Ha MPOM3BOACTBO JIEKapCTBEHHbIX
CPEeACTB UNWU CBedeHuss O gaTe NpedocTaBfieHuMs U PerncTpaumMoHHOM HOMEpPE 3aK/toYeHUs O COOTBETCTBUMU
npoun3sBoauTena INnekapCTBeHHbIX CpencTs TpGGOBaHVIFlM npasun Ha,u,ne»(au.l.eﬁ I'IpOI/I3BOp,CTBeHHOVI NPaKTuKu,
BblOaHHbIX (NPeaoCTaBNEHHbIX) YMNONHOMOYEHHbIM (bedeparnbHbIM — OpraHOM  MCMOMHWUTENbHOW BriacTu B
OTHOLLUEHUN MNPOU3BOACTBEHHOM MMOLWALKU JIEeKapCTBEHHOrO Mpenaparta, B Cryvae, €ecnM Npou3BOACTBO
nekapcTBEHHOro npenaparta ocylectenseTca B Poccunckon ®enepaunn, nnbo ceegeHns o gate npeaocTaBreHms
W perucTpauuoHHOM HOMepe BblAaHHOW YMNOMHOMOYEHHbIM OpraHOM CTpaHbl MNPOU3BOAMTENS NULEH3UM Ha
NPoOn3BOACTBO IEKApCTBEHHOrO Mnpenapata U ee nepeBof Ha PYCCKUMA A3blK, 3aBepeHHble B YCTaHOBMEHHOM
nopsigke, a Takke CBELAEHUs1 O JaTe NPefoCTaBNeHMs N PErmcTpaLMoHHOM HOMEpPE 3aKrYeHUs O COOTBETCTBUM
NPOM3BOAUTENST JEKAPCTBEHHbIX CPeACTB TpeboBaHWAM nNpaBun Haanexalle Mpou3BOACTBEHHOM NPaAKTUKM,
BbIJAHHOMO YMOMHOMOYEHHbIM dheaeparnibHbIM OpraHoM UCMOMHUTENBHOW BNAacTy B OTHOLLEHUM MPOU3BOACTBEHHOM
nnowankM nekapcTBEHHOro npenaparta, WM CBeAEHUs O AaTte NpefocTaBeHust U perucTpauvMoHHOM HoOMepe
peLleHns yNonHOMOYEHHOro edepanbHOro opraHa MCMONHUTENbHON BNacTM O MPOBEAEHMU WHCMEKTUPOBaHUS
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npounsBoauTENsa NeKkapCTBEHHOro cpeacTtBa B Cryvyae, ecnM NpOM3BOACTBO JleKapCTBEHHOro npenaparta
ocyllecTensieTcsa 3a npegenamm Poccuiickon ®epepauun.

(vactb 1.2 BBegeHa ®epepanbHbiM 3akoHOM OT 04.06.2018 N 140-903; B pea. degepanbHOro 3akoHa OT
27.12.2019 N 478-93)

1.3. lMNMpuHATHE pelleHnst 0 BHECEHUM U3MEHEHUA UM 00 OTKase BO BHECEHUN W3MEHEHWIA B OOKYMEHTHI,
cogepxawmecs B PeErucTpauMOHHOM [OCbe Ha 3aperncTpuMpoBaHHbLIN  NEeKapCTBEHHbIM npenapat  ans
MEOULMHCKOTO MPUMEHEeHUs, B Crydae Heob6XoOMMOCTU MpOBEAEHMS 3KCMepTu3bl kavyecTBa feKkapCTBEHHbIX
cpeacTB U (Mnu) aKCnepTM3bl OTHOLLEHNS OXMAAEMOWN NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOMo
npenapaTta Ans MeauuMHCKOro MPUMEHEHUST OCYLLECTBNSETCH B CPOK, He MpeBbllaroWmni AeBaHocTa paboumnx
OHEeN, a B OCTaNbHbIX CNy4asix B CPOK, He MpeBblawlWwmn Tpuauatn pabounx OHerW co OHSA NPUHATUS
YMNONHOMOYEHHbIM (befeparnbHbIM OPraHoOM UCTONHUTENBHOW BNACTW 3asBlIEHNSt O BHECEHUU TakUX U3MEHEHWNA.
(vactb 1.3 BBegeHa dPepnepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.4. YNONHOMOYEHHbIN dedepanbHbli  OpraH UCMOSIHUTENbHONW BRAacTU C  YY4EeTOM pesynbTaToB
drapmakoHaz30opa U NMPOBEPOK COOTBETCTBMS NEKapCTBEHHbIX CPEACTB, HaxOOSLWMXCS B rpaxgaHckom obopoTe,
YCTaHOBMEHHbIM TpeboBaHMAM K WX KayecTBy B TevyeHwe [ecsatu paboumx AHeW CO AHS MOCTynSeHus
COOTBETCTBYHOLWEN UHOPMaUUK pasmellaeT Ha cBoeM oduumanbHoMm canTte B ceTu "MHTepHeT" cBedeHunsa o
HeobX0OUMOCTU BHECEHUS B MHCTPYKLMIO NO MEANLIMHCKOMY NPUMEHEHMWIO NIEKAPCTBEHHOrO NpenapaTta U3MeHeHnin
B OTHOLUEHUWN CBEAEHUN O NOKa3aHUAX AN1S MPUMEHEHUS U NMPOTUBONOKA3aHMAX AN NPUMEHEHNsT NEKapCTBEHHOTO
npenapaTa, BbIABMEHHbIX MOBOYHbIX AEWCTBUAX, HEXenaTenbHbIX peakuusax nNpyv NpMMEHEHMU NEeKapCTBEHHOro
npenapaTta v yBegomnsieT o6 3TOM B 3NEKTPOHHON opMe Unu NUCbMeEHHOM hopme (Ha BymakHOM HocuTerne)
Jepxatens unu  Brnagenbla perncTpaumMoHHOro  yOOCTOBEPEHMSI  NEKapCTBEHHOro  npenapata  (unu
YNOMHOMOYEHHOE MM [pYyroe HpuaMYeckoe Mnuuo), a Takke adepxaTternen unu BnagenbLeB perncTpaluoHHbIX
YOOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaTtoB (MMM YNOSIHOMOYEHHbIX UMW OPYrUX IOPUAMYECKUX FUL), KOTOpble
ABMNSIOTCSA B3aMMO3aMEHSIEMbIMMU.

(4actb 1.4 BBegeHa depepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-93)

1.5. JepxaTenb nnu Bnagenewl pernctpaumoHHOro YAOCTOBEPEHUsI NIEKAPCTBEHHOrO npenaparta, a Takke
aepxarenu unu  Bnagenblbl  PEerucTpauMoOHHbIX  YOOCTOBEPEHMN  NEKApCTBEHHbIX MpenapaTtoB  (MUnu
YNOMHOMOYEHHbIE UMK  Apyrve lopugudeckne nuvua), KoTopble SABMSKOTCA B3auMO3aMeHsieMbiMU, 0643aHbl
npeacTtaBuTb B YMNOMIHOMOYEHHbIN heaepanbHbI opraH WCNOMHUTENbHOW BMRAcTU 3asiBieHUS O BHECEHUU
U3MEHEHN B AOKYMEHTbI, coAepXallnecss B permcTpauMoHHbIX AOCbe Ha 3aperncTpupoBaHHbIe NEeKapCTBEHHbIE
npenapatbl Ans  MEOUUUHCKOrOo MpPUMMEHEHUs, B OTHOLIEHMM CBEAEHUW, YKasaHHbIX B WHCTPYKUMM MO
MeOULMHCKOMY MPUMEHEHUIO NEKAaPCTBEHHBLIX NpenapaToB, B TEYEHNE copoka pabounx gHen co AHA pas3MeLleHuns
YNOMHOMOYEHHbIM heeparnbHbIM OpraHoOM WCMNOMHUTENbHOW BractM WMHGOpMauuKW, ykasaHHoW B 4actm 1.4
HacTosilen cTtatbl. [laHHoe TpeboBaHWE He pacnpoCTPaHsieTCA Ha cryYyam BHECEHMS B WHCTPYKLMIO MO
MeOULMHCKOMY MPUMEHEHUNIO FEKapCTBEHHOIO npenapata W3MEHEHWA B OTHOLUEHUW HOBbIX MOKasaHuh ans
NPUMEHEHNS NTEKApPCTBEHHOMO NpenapaTa Ha OCHOBaHUMN pPe3ynbTaToB COOTBETCTBYHOLLUX UCCIeq0BaHUN.

(vactb 1.5 BBeaeHa depeparnbHbiM 3akoHOM OT 27.12.2019 N 475-903)

2. DKcnepTm3a NekapcTBEHHbIX CPeACTB B YaCTU 3KCMepTU3bl KayecTBa NekapCTBEHHOrO CpeacTsa u (Mnm)
3KCNepTn3bl OTHOLLIEHUS OXUOAEMOW MoMb3bl K BO3MOXHOMY PUCKY NPYMEHEHWUs NekapCTBEHHOro npenapara ans
MEOULMHCKOTO MPUMEHEHUS MNPOBOAUTCA B Crydyae BHECEHWS W3MEHEHUN B [OKYMEHTbl, cofepXalwmecs B
perucTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN fleKapCTBEHHbIV Npenapar, B OTHOLLEHWN:

1) cBeQeHWI, yKa3aHHbIX B MHCTPYKLUMM NO MEAMLMHCKOMY NMPUMEHEHMIO NIEKApPCTBEHHOIO NpenaparTa:
a) nekapcTBeHHasi opma C ykazaHMeM HaMMEHOBaHUI U KONMYECTBEHHOIO COCTaBa AENCTBYIOLLNX BELLECTB
W KayeCTBEHHOrO0 COCTaBa BCroOMoOraTesfbHbIX BewecTB (Npu HeoBXOAUMMOCTU KOMMYECTBEHHOINO COCTaBa

BCNomMoraTeribHbIX BeLIJ,eCTB);

6) dapmakoaMHamuka W apMaKkoKMHeTVKa (3a MUCKoYeHnemM apMaKoKMHETUKM TOMeonaTUyYeckmx
NeKkapCTBEHHbIX MPenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPenapaToB);

B) NOKa3aHus ANst NPUMEHEHWS;

I') NPOTUBOMNOKa3aHNA aAnd NpuMeHeHNA;
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D,) Mepbl NPeaoCTOPOXHOCTU NPpU NPUMEHEHNN;

e) YKasaHne BO3MOXHOCTU U ocobeHHocTEeN NnpUMeHeHNA JNneKapCTBeHHOro npenaparta anda MmeguumHCKoro
NPpUMEeHeHuA 6epeMeHHbIMVI XEeHLWMnHamMu, XXeHlwmnHamMmm B nepmnoa rpyaHoro BCKapmiimBaHuaA, 4€TbMU, B3POCIIbIMU,
nMerLwmnmMmmn XpoHn4eckmne 3aboneBaHus;

)K) pexum [o3npoBaHuA, cnocobbl BBEAEHUA U NPpUMEHEHNA, npu HeobxoQMmMocTu BpemMA npuema
NekapCTBeHHOro npenaparta, NpoaoIKNTENIbHOCTb JIe4YeHUA, B TOM Yucne 'y JeTeln 0o 1 nocne O4HOro roaa;

3) BO3MOXHble MNOGOYHblE [OEUCTBUS M HexXenaTesllbHble peakuuu Npu MNPUMEHEHUU JEeKapCTBEHHOro
npenapara;

1) CUMNTOMbI Nepeso3MPOBKM, MEPbI MO OKa3aHWIo MOMOLLM NPU Nepeso3npPOBKE;
K) B3auMOZeNCcTBUE C APYTMMM NEKaPCTBEHHLIMMW NpenapatamMmu 1 (Unu) NULLEBLIMY NPOAYKTaMu;
) hopMbI BbINyCKa fekapCcTBEHHOro Npenapara;

M) ykasaHue (npu HeobxoaMMoCTM) OcoBeHHOCTel AelCTBMS NeKkapCcTBEHHOro npenaparta npu NepeoMm
npueme Unu npu ero oTMeHe;

H) cBedeHVsl O BO3MOXHOM BIIMSIHUM JIEKAPCTBEHHOro npenapaTta Ans MEeAULUMHCKOro MpUMEeHeHus Ha
CNoCOBHOCTL YNpaBnATb TPAHCMOPTHLIMK CPeACTBaMU, MeXaHn3Mamu;

O) CPOK rogHOCTU U YyKa3aHue Ha 3anpeTt nNpuMeHeHUda neKapCTBeHHOro npenapara no Uctev4eHun cpoka
rOAHOCTH;,

M) yCNnoBms XpaHeHus;

p) yCnoBusi OTMYCKa;

2) cocTaBa neKkapcTBeHHOro npenapaTa Ans MeAMLMHCKOrO NPUMEHEHUS;

3) nsmeHeHnss MmecTta NPON3BOACTBA NEKapCTBEHHOro npenapaTta N8 MeAULIMHCKOTO NPUMEHEHNS;

4) N3MeHEeHNs nokasaTenen KkadecTsa NNeKapCTBeHHOro npenaparta gnda meanumHCKOro npuMeHeHuna m (I/IJ'II/I)
MeTOOO0B KOHTPOA Ka4eCTBa J1IeKapCTBEHHOro npenaparta and MmeamumnHCKOro npuMeHeHus;

5) N3MEHEHUA CPOKa rogHOCTU JieKapCTBEHHOIo npenapata and MeguunHCKOro npuMeHeHn4;

6) cBegeHUn 0 HeOBXOAMMOCTU BHECEHUS UHbIX U3MEHEHUIN B MHCTPYKLUMIO MO MEOULMHCKOMY NPUMEHEHUIO
nekapCTBEHHOro npenapaTa, a Takke B WHble OOKYMEHTbl, CoAaepXalwuecs B PperncTpauMoHHOM [oCbe Ha
3aperucTpMpoBaHHbIA NiekapcTBEHHbIM npenapaT. [pn 3TOM pelueHne O NpPOBEAEeHUM JKCMepTU3bl KavecTBa
nekapCTBEHHbIX CPEACTB U (MnK) SKCNepTMU3bl OTHOLLEHMS OXMOAEMOW NOMb3bl K BOSMOXXHOMY PUCKY NMPUMEHEHUS
nekapCcTBEHHOro npenaparta Ans MeAWUMHCKOro MPUMEHEHUST MPUHUMAETCA B COOTBETCTBUM C YTBEPXOEHHOW
YNONHOMOYEHHbIM beepanbHbIM OpraHoM MCMOMHUTENbHOW BNacTu Kraccudukaumen naMeHeHu, BHOCMMbIX B
AOKYMEHTbI, CoAepallnecs B perMcTpaLMoHHOM J0Cbe Ha 3aperncTpupoBaHHbIV eKapCTBEHHbIN nNpenapar.
(4acTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. 3agBuTenb BrMpaBe NpeacTaBuUTb MO COBCTBEHHOM WHULMATMBE BMeECTE C 3asiBNIEHWEM O BHECEHWUM
M3MEHEHWU B LOKYMEHTbI, coAepXalinuecs B perucTpaLnuoHHOM [J0Cbe Ha 3aperncTpMpoBaHHbIN FeKapCTBEHHbIN
npenapart Ans MeOWLUMHCKOrO MPUMEHEHUs, KOMUW [OKYMEHTOB, MOATBEPXKAAKLWMX YynnaTy rocyaapCTBEHHON
MOLMMHbI 3a BHECEHME B [JOKYMEHTbl, COAepXalluecs B PEermcrpauyMoHHOM [OCbe Ha 3aperucTpupoBaHHbI
NeKapCTBEHHbIN NpenapaTt Ans MeAWMUUHCKOro NMPUMEHEHUS, U3MEeHeHWU, TpebyloLwmx npoBeaeHUs 3KCnepTusbl
NeKapCTBEHHbIX CpeACTB B 4acTM 9IKCNepTu3bl KayecTBa fleKapCTBEHHOro cpeacTtBa WM (unv) 9KcnepTusbl
OTHOLLUEHMS OXMOAEeMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOrO npenapaTta Ans
MEJMLMHCKOrO MNPUMEHEHUS!, TOCYAAPCTBEHHOW MOLWIMHbI 3a BHECEHME B [OKYMEHTbI, COAepxaliuecs B
perncTpaumMoHHOM [O0Cbe Ha 3aperncTpypOBaHHbIN NMEKAPCTBEHHBIN NpenapaTt Ans MeAULMHCKOro NpUMEHEHUS,
M3MEHEHWUI, He TpebyloLWKX NPOBEAEHUs 3KCMEepTU3bl EKapCTBEHHOrO CpPeAcTBa, a Takke BblJaBaeMble
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(NnpegocTtaBnsemble) YNOMHOMOYEHHbIMU beaeparnbHbIMM - OpraHaMn  UCMOMHUTENbHON BNAcTU  OOKYMEHTbI
(cBemeHus), ykasaHHble B 4acTsx 1.1 n 1.2 HacTosiwen ctatbn. B crniyyae nx HenpeacTaBneHnst ynonHOMOYEHHbIN
denepanbHbIl OpraH WUCMONHUTENbHOW BracTW 3anpallvBaeT YyKasaHHble [OOKYMEeHTbl (CBedeHus) B nopsiake
MEXBELOMCTBEHHOIO MHCPOPMALMOHHOIO B3aMMOLENCTBMS.

(4actb 3 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B TeyeHue pecsatn paboumx OHEN CO OHSA MOCTYMIEHUSA yKa3aHHOro B 4acTu 1 HacTosiwen cratbu
3asBneHns n HeobxoanMbIX AOKYMEHTOB YNOMHOMOYEHHbIN dhefepanbHbli OpraH UCNOMHUTENbHOW BNacTu:

1) npoBoOUT NPOBEPKY MNOJNIHOTbI U OOCTOBEPHOCTU cBeaeHun, coaepxawunxca B npeactaBliEeHHbIX
3adaBuTenemMm martepuanax,

2) NpUYHUMaeT pelleHVe O MPOBEeAEHUM YKasaHHbIX B YacTUM 2 HacTosIeN CTaTbW COOTBETCTBYHOLLMX
3KCMepTN3 NIeKapCTBEHHOIo cpeacTBa Unn 06 0Tkase B UX NPOBEAEHWU;

3) yBegomMnsieT B 9MEKTPOHHOW UMW NUCbMEHHON (bopme 3asiBUTENS O MPUHSATOM PELUEHUU UMW B Cly4vae
NPUHATUA peLleHmnsl 06 oTkase B NPOBEAEHUN COOTBETCTBYHOLLIEN IKCNEPTU3bI C YKa3aHNEM MPUYMH TaKoro oTkasa.
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4.1. B cnyyae BbISBNEHNA HeLOCTOBEPHOCTM CBEAEHUW, CoOepXalluxca B MNpeacTaBfieHHbIX 3asBuTenem
MaTtepuanax, ynofiHOMOYeHHbIN defepanbHblid OpraH MCNOSIHUTENbHOW BlacTW HanpaBndeT 3asBuTEmNo 3anpoc
06 yTOYHEeHWMM yka3daHHbIX cBedeHun. [aHHbIi 3anpoc MoxeT OblTb nepedaH yNnonHOMOYEHHOMY MpeacTaBuTento
3aaBuTend NMYHO nog pacnucky, HanpaefeH Nno noyte 3aka3HbiM NMMCbMOM UMK nepenaH B SJ'IeKTPOHHOVI ¢)opme
no TeneKoOMMYHUKaLUMOHHbIM KaHalaM CBA3WN. B Cnyyae HanpasleHna OaHHOro 3anpoca Mo no4yte 3aka3HbIM
NMUCbMOM OH CYMTAETCS NONYyYEHHbIM MO UCTEYEHMM LLECTU OHEN C AaTbl HanpaBneHus 3akasHoro nnucbma.

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

4.2. 3agsutenb o06sa3aH npeacTtaBUTb OTBET Ha 3anpoc YMNOSHOMOYEHHOro dedepanbHOro opraHa
WCMONHWUTENbLHOW BNacTu B CPOK, He MpeBbllLaloWwnii AeBsaHOCTa paboynx AHeW CO OHSA NOMyYeHus SaHHOro
3anpoca. Cpok, yka3aHHbIN B YacTu 4 HacTosLen cTaTby, MPUOCTAHABNIMBAETCA CO OAHA HanpaBfeHus 3asBUTENIO
3anpoca YnorHOMOYEHHOro hefepanbHOro opraHa WCMONHUTENbHOW BNAcTM A0 AHSA NOMyYeHUss UM OTBeTa Ha
AaHHbIN 3anNpoC U He Y4YuTbIBAETCA NPW UCHUCIIEHUU CpOKa MNPUHATUS PELUEHUss O BHECEHUN W3MEHEHUN B
AOKYMEHTbI, cogepxallumnecs B permcTpalMoHHOM AOCbe Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbINM nNpenapaT Ans
MEeOULMHCKOTO MPUMEHEHMS.

(4acTb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHveMm Ans oTkasa B NPOBEAEHWW YKasaHHbIX B 4acTW 2 HACTOsILLEN CTaTbu 3KCMepTu3 SBnaeTcs
npegcraBrneHne LOOKYMEHTOB, NepeyncrieHHblXx B 4acTax 1 m 3 HacTosiwen cTatbM, B HEnonHom obbeme,
HenpeacTaBneHne 3asBUTENEM B YCTaHOBMEHHbIN CPOK OTBETa Ha YyKasaHHbI B 4acTu 4.1 HacTosLien cTtaTby
3anpoc  yMoONMHOMOYEHHOro efepanbHOro  OpraHa WCMONHWUTENbHOW Bnactv, a Takke OTCYyTCTBME B
npeacTaBreHHbIX AOKYMEHTaxX AOCTAaTOYHbIX CBeAEeHW, NOATBEPXAaroLWwmX Heo6X0ANMOCTb BHECEHNS U3MEHEHUN,
Unn OTCyTCTBUE MHAOPMaLMK, NOATBEPXAAIOLWEN dakT ynnaTbl rocy4apCTBEHHbIX MOLUMMH, YKa3aHHbIX B Yactn 3
HaCTOSALLEN CTaTbMW.

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

6. YKasaHHble B 4acTu 2 HaCTOSILLEN cTaTbM IKCNepTU3bl NMPOBOASATCA B NOPSiAKe, YCTAHOBIIEHHOM CTaTbei
23 HacTosulero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbILaoLWLmin 4eCAT pabounx HEN CO OHSA NOSyYEeHMs 3aKMUYEHNA KOMUCCUI SKCMEPTOB MO
pesynbTaTtaM YKa3aHHbIX B 4acTW 2 HaACTOALWEW CcTaTbW 3KCMepTu3, YMNONHOMOYEHHbIN dhefepanbHblid OpraH
WCMONHUTENbHON BNacTu:

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

1) NPpUHMMaET peleHne o BHeCeHNn M3MEHEHWI B OOKYMEHThI, cogepiawnecqa B peructpalMoHHOM ochbe
Ha 3apeFI/ICTpVIpOBaHHbIIZ ﬂeKapCTBeHHbIVI npenapat ana MeaunumuHCKOro npMMeHeHua, nnm 00 oTkase BO BHECEHUM
TaKUX U3MEHEHWI;

2) BHOCWT B TOCYOApPCTBEHHBIN PEecTp feKapCTBEHHbIX CPEACTB Ha OCHOBAHUWM pELIEHWUS O BHECEHUU
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

M3MEHEHNI B OOKYMEHTbI, coaepXalineca B permctpaymoHHOM OOCbe Ha 3apeFI/ICTpMpOBaHHbIIZ J'IeKapCTBeHHbIﬁ
npenapart ana meanumnHCKoro npuMmeHeHuns, HeobxoaMMble U3MEHEHNS 1 BO3BpalLlaeT Ux 3aABUTESTIO;

3) BblgaeT 3asBUTENO HOBOE PerncTpaumoHHOEe YOOCTOBEPEHUE NEKapCTBEHHOrO npenaparta B criydae
N3MEHEHNs CBEAEHUIN, COAEPKALLMXCS B HEM.
(n. 3 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHneM Onsa oTKasza BO BHECEHUN U3MEHEHUN B OOKYMEeHTbI, coaepxalineca B permctpaumoHHOM
O0Cbe Ha 3apeFI/ICTpVIpOBaHHbIIZ ﬂeKapCTBeHHbIVI npenapatr ana MeaguuunHCKOro rnpuMeHeHuAa, ABrdAeTcA
3aKrn4yeHne ynosIHOMO4YeHHOro cbep,epaanoro opraHa MCMNOMNHUTENBbHON BfacT O BO3MOXHOCTU CHUXKEHMUS
©e3onacHoCTH, kayecTBa, SCb(beKTI/IBHOCTM leKapCTBeHHOro cpeactea B Cllydae BHECEHUA TakKux N3MEHEHNIA.

9. NonyckaeTcsi obpallieHne nekapcTBEHHbIX NpenapaTtoB Ans MeOUUMHCKOTO MPUMEHEHUS A0 UCTeYeHus
CpoKa rogHoOCTU, MPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECHATW OHEW nocne AaTtbl NPUHATUS YNOMHOMOYEHHbIM
henepanbHbIM OpraHoOM UCMONMHUTENBHOM BMACTU PELLEHUsI O BHECEHUM U3MEHEHUIA B JOKYMEHTbI, COAepXaLlmecs
B PErMcTpaLuoHHOM JOCbe, B COOTBETCTBUM C MHDOPMaLMEN, coaepXallencs B JOKYMEHTax pernctpaumMoHHOro
[OCbe Ha NekapCTBEHHbIN NpenapaTt 40 AaTbl NPUHATUS TAKOro peLUeHust.

(4actb 9 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

10. MNpaButenbctBo Poccurnickon depgepaumm BrnpaBe YCTAHOBUTb OCOOEHHOCTW BHECEHUSI U3MEHEHWUA B
OOKYMEHTBI, coAepXallnecss B permcTpaLMoHHOM OOCbEe Ha 3aperMcTpMpOBaHHbIV JIEKapCTBEHHbIN npenapar Ans
MEOULUMHCKOTO MPUMEHEHUH, B cryyae AedeKTypbl UM pucka BO3HUKHOBEHUS AedEKTypbl NEKapCTBEHHbIX
npenapaToB B CBSI3W C BBeAEeHNEM B OTHoLeHun Poccuiickon ®egepaumm orpaHnymMTeNbHbIX MEP 9KOHOMUYECKOrO
xapakrtepa.

(vactb 10 BBegeHa depepanbHbimM 3akoHOM oT 08.03.2022 N 46-03)

Cratbsa 31. BHeceHMe u3MeHeHMI B AOKYMEHTbI, copepXaliuecss B pPerMcTpauMoHHOM AOCbe Ha
3apermMcTpuMpoBaHHbINA NeKapCTBEHHbIN NpenapaT Ans BeTepUHapHOro NpMMeHeHus

1. B uUensix BHECEHUS U3MEHEHWA B [AOKYMEHTbl, cofepxaliuecss B pPerncrpaumoHHOM [oCbe Ha
3aperncTpupoBaHHbIA NEKapCTBEHHbIM MnpenapaTt Ansi BEeTEPUHAPHOro NpUMMEHEHUsl, AepxaTenb WUnu Brageney,
PErMcTPaLMOHHOrO yOOCTOBEPEHUS NIEKAPCTBEHHOrO npenapata uny ynorHOMOYEHHOE UM Apyroe topuanyeckoe
niuo (ganee B HacTosillen cTaTbe - 3adBUTENb) NpeacTaBnsieT B YMNOMHOMOYEHHbIA bedepanbHbli opraH
WCMNOMHUTENBHOW BrAacTu 3asiBfieHNe O BHECEHWUN TaKMX U3MEHEHUI MO POPMeE, YCTAHOBMNEHHOW YNOMHOMOYEHHBLIM
deneparnbHbIM OPraHoM UCMOMHUTENBbHOW BRIACTU, N MpunaraemMble K HEMY U3MEHEHUS B YKa3aHHbIE JOKYMEHThI, a
TaKke [OOKYMEHTbl, MOATBepXAawlme HeobxooMMOCTb BHECEHUSI Takmx W3MeHeHui. [lpu HeobxoammocTu
BHECEHUSI W3MEHEHWA B [OOKyMEHTbl, CoAaepXallMecsi B PEerucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NEKapCTBEHHbIA npenapaT Ansg BeTepMHapHOro MPUMEHEHUS, B Cry4yasiX WU3MEHeHWss u (Mnu) OOMONHEHUs
NPOV3BOACTBEHHOW MIOWAAKMA JIEKApPCTBEHHOrO CpeacTBa, a Takke W3MEHEeHMs rokasaTenen KadecTBa
NEKapCTBEHHOro npenapata pfAns BeTEepMHApHOro MpuMEHeHMst u  (MnNn) METOAOB KOHTPOMNs KayecTea
NEeKapCTBEHHOro npenapata Ansi BETEPUHAPHOrO MNPUMEHEHMS 3asiBUTENb AOMOMHUTENbHO NpeacTaBnseTr B
YNONHOMOYEHHbIV dhedeparnbHbI OpraH MCNONMHUTENBHOW BRacTu crnegytolme JOKYMEHTbI (CBeaeHns):

(B pea. PepepanbHoro 3akoHa oT 27.12.2019 N 478-93)

1) cBegeHWss O pfaTe nNpedocTaBfieHMs U PErucTpauMoHHOM HOMEpe IWLEH3UWM Ha MNpOU3BOACTBO
nekapCTBEHHbIX CPeACTB, NPeAOCTaBIEHHOW MPOM3BOAWTENIO NEKApCTBEHHOro MnpenapaTta Ans BeTepyHapHOro
NPUMEHEHNS, ANA POCCUNCKUX NPOU3BOANTENEN;

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

2) cBegeHWs O pfaTe npedocTaBneHuMs W perucTpauMoHHOM HOMepe NUUEH3UWW Ha MNpOou3BOACTBO
nekapCTBEHHbIX CcpeacTs, NpefocTaBfeHHOW MpousBoauTento dapmMaueBTudeckon cybcTaHuun, BXxogsllen B
COCTaB NeKapCTBEHHOro nNpenapara Af1s BeTEPUHAPHOro NMPUMEHEHUs, A4S POCCUMCKMX NPOU3BOANTENEN;

(B pen. PepepanbHoro 3akoHa oT 27.12.2019 N 478-$3)

3) KOMMs [OKYMEHTa, BblAAHHOMO YMOSIHOMOYEHHbIM OPraHoOM CTpaHbl MPOM3BOAMTENS AN  KaXaow
MPOV3BOACTBEHHOM  MIIOLWAAKM  JIEKapCTBEHHOTO  MpenapaTa Ans  BETePVMHapHOro  MPUMEHEHUS U
MoaTBEPXKAAOLLIero COOTBETCTBME MNPOU3BOAWTENS  NEKApCTBEHHOro npenapata TpeboBaHWsIM  npaBun
HaZnexallien Npou3BOACTBEHHOW MPaKTUKW, U ero NnepeBof Ha PYCCKUM S3blK, 3aBEpeHHble B YCTAHOBMEHHOM
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

nopsigke, a Takke KOMus 3akr4YeHMst O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHUAM
npaBun Hagnexalien npou3BOACTBEHHOM MPaKTUKK, BbIAAHHOMO YMNOMHOMOYEHHbLIM dedeparnbHbIM  OpraHoMm
WCMONHUTENbHON BNacTM ANA  KaxaoonW nNPoOu3BOACTBEHHOW NMOWAAKM NeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MNPUMEHEHUSI, NUOO KOMUSA pelleHuMsl O TNPOBEAEHMM WHCMNEKTUPOBAHMS MPOU3BOAUNTENS
NeKapCTBEHHbIX CPeACTB, MPUHATOrO YMOSIHOMOYEHHBIM dhedeparnibHbiM OpraHoOM MCMOSIHUTENBHOW BnacTn Ans
KaXkgon Npomn3BOACTBEHHOW NIIOLLLAAKN NIEKapCTBEHHOMO npenapara aJis BeTEPUHApHOro NpMMeHeHus. YKasaHHble
OOKYMEHTbI MPeACTaBnsiloTCS B CllyyYae, ecnu MpoM3BOACTBO JIEKAPCTBEHHOrO npenapaTta A BeTepuHapHOro
NpUMEHeHNs OCyLLECTBISIeTCA 3a npegenammn Poccunckon ®egepaunu;

4) Konus JOKYMEHTa, BblAAHHOMO YMONHOMOYEHHbIM OpraHoM CTpaHbl NPOM3BOAMTENS (hapMaLeBTUHECKON
cybcTaHuum 1 nogTBepXKOALWEero COOTBETCTBME NPOM3BOAMTENS (hapMaleBTu4eckon cybctaHuumn, BXxoasLlen B
COCTaB NEeKapCTBEHHOro mnpenapata And BeTepuHapHOro MpuMeHeHus, TpeboBaHWsM npaBun Hagnexawen
NPON3BOACTBEHHOW NPAKTUKK, N €ro NepeBOA Ha PYCCKUIA A3bIK, 3aBepeHHbIE B YCTAaHOBITEHHOM NOpsiAike, B criyyae,
€Ccnun Npom3BoACTBO hapmMaLeBTUHEeCKON CybCcTaHumMmM ocyLecTBRsieTcs 3a npegenammn Poccuiickon ®egepaumn.
(4actb 1 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cniyyae nsmeHeHus n (Mnu) SONOINTHEHWUSI NPOW3BOACTBEHHOW NIOLAAKN JNIEKAPCTBEHHOrO CpeacTea
AOKYMEHTI, yKa3aHHble B 4acTu 1 HacTosLLen cTaTby, NPeacTaBnaoTCa 3asBUTENEM B OTHOLLEHUN U3MEHSIEMOM U
(Mnun) gononHsiemMol NPOM3BOACTBEHHOW MMOLWAAKN NeKapCTBEHHOrO cpeacTBa. PelleHne 0 BHECEHUM N3MEHEHUI
B AIOKYMEHThLI, coaepKallnecsi B permcTpaumMoHHOM A0Cke Ha 3aperMcTpupoBaHHbIA NekapCTBEHHbIV Npenapar Ans
BETEPMHAPHOIo NPUMEHEHNs1, Unn 06 OTKase B UX BHECEHWW NPUHUMAETCS B Cllydae HeobxoaMMOCTM NpoBeaeHns
3KCNepTM3bl NIeKapCTBEHHOINO CpPeacTBa B CPOK, HE MPEBbILAOWMA OeBAHOCTa paboymx OHEW, a B OCTalbHbIX
crny4asix B CPpOK, He MpeBbILLAOLWMIA TpuauaTh padbodmx AHEN CO OHSA NPUHATUS YNOMHOMOYEHHbIM heaepanbHbiM
OpraHoM UCMONHUTENBHOIN BNacTyh 3asiBfieHNs1 0 BHECEHUWN TaKUX U3MEHEHWIA.

(4actb 1.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHuM3aumm gJdepxatens uWnM Bragenbla PerncTpauuoHHOrO  yOooCTOBEpPEHUS
neKkapCTBEHHOIO npenapata And  BEeTEpPUHapHOro MNpuUMEHeHus, pas3paboTymMka wunu  Npou3BOAUTENS
NeKapCTBEHHOro npenapara AN BEeTEPUHAPHOro NPMMEHEHUS B 3asiBIIEHUN O BHECEHUN N3MEHEHUI B AOKYMEHTHI,
cogepxawmecs B perucTtpauMoHHOM [0Cbe€ Ha 3aperncTpupoOBaHHbIA  NEKAPCTBEHHbIM  npenapaTt  Ans
BETEPMHAPHOIO NPMMEHEHMS, YKa3bIBalOTCA AaHHbIE AOKYMEHTA, NOATBEPKAAOLLEro BHECEHNE COOTBETCTBYIOLLMX
U3MeHeHNn B EAMHBLIN rocyaapCTBEHHbIN PEECTP IpUaANYECKUX NnL (ANg opraHu3auun, 3aperMcTpMpoBaHHbIX Ha
Tepputopun Poccuinckon ®epepauun), N MHOro AOKYMEHTa, NOATBEPKAAOLEro peopraHn3aLmio pnandyeckoro
niua (ons opraHuMsauumn, He 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickon ®epepauumu). 3asasneHue o
BHECEHUM U3MEHEHWN B [OKYMEHTbI, cofepXaliMecs B perucTpauyMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapCTBEHHbIV Npenapar Afsi BETEPUHAPHOro NPpUMEHEHWS, 1 Npunaraemble K HEMY JOKYMEHThI NpeacTaBnstoTCs
B YMONTHOMOYEHHbIV dhefepanbHbI OpraH MCMNOMHUTENBHON BRAcTU He MO3gHee 4Yem 4vepe3 TpuauaTtb paboumx
OHEN CO OHs BHECEHUS COOTBETCTBYIOLUX U3MEHEHUA B EAMHBIN rocy[apCTBEHHBIN PEecTp HpUONYECKNX Nuu
(ons opraHu3aumi, 3aperMcTpupoBaHHbIX Ha TeppuTopum Poccuiickon ®degepauun) wunm €O AHA NPUHATUS
COOTBETCTBYHLLErO AOKYMEHTa, NMOATBEMKAAIOLLIEro peopraHn3auuio puanyeckoro nuua (4na opraHnsauun, He
3aperncTpmpoBaHHbIX Ha TeppuTopumn Poccuiickon ®depepaumn). B cnydae peopraHusauum pepxatens unm
Bnagenbua perncTpauMoHHOro YAOCTOBEPEHMS FEKapCTBEHHOro npenaparta Afis BETEepMHapPHOro MNpYMEHEHWs
3asBfieHne O BHECEHMM U3MEHEeHUNn B [JOKYMEHTbl, codepXaliMecs B pPerncTpauuoHHOM [OCbe Ha
3apErncTpMpOBaHHbIA NEKApPCTBEHHbIA Npenapat ANs BEeTEepMHAPHOro MpMMEHEHUs, nogaeTcs HpuanudecKknm
nnLIOM, KOTOPOMY B XOA€e peopraHusaumm nepegaHo npaBo BNageHunst Takum perncTpaumoHHbIM YAOCTOBEPEHUEM.
(vactb 1.2 BBegeHa denepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

2. B cnyyae BHeceHMs] M3MEHEHMN B [OKYMEHTbl, COAepXaliMecsa B PerMcTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA NEKApCTBEHHbIN NpenapaTt Ol BETePUHAPHOro MNPUMEHEHMUS, B OTHOLUEHUN CBeAEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkta 7 yactu 3 ctatbn 17 HacToswero degepanbHOro
3aKOHa, M3MEHEHUs U (Mnn) OOMNOSIHEHUS] MPOU3BOACTBEHHON MIOLLAAKM FIEKApCTBEHHOrO CPeAcTBa, a TaKkke B
crny4ae U3MeHeHus1 nokasaTenen kadecTBa JiekapCTBEHHOro npenapara st BETEPUHAPHOro NpUMeHeHus n (unu)
METOAOB KOHTPOSISi KayecTBa JIEeKApCTBEHHOro MpernapaTta [fis BEeTepMHapHOro MNPUMEHEHUS MNPOBOAUTCS
3KCMepTu3a NeKapCTBEHHOro CpeAcTBa ANs BETEepMHApHOro npumeHeHusi. B criyyae Heo6xoomMMoOCTM BHECEHMS
WHbIX W3MEHEHWA B [OOKYMEHTbl, coAaepXaliMecss B pPerucTpalMoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
NeKapcTBEHHbIM MpenapaT Ans BETEPUHAPHOro MNpPUMEHEHUs, 3JKCNepTM3a FeKkapCTBEHHOro cpencTtBa Ans
BETEPMHAPHOIrO NPUMEHEHNST HE NPOBOAUTCS.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(B peq. ®enepanbHbix 3akoHOB OT 22.10.2014 N 313-3, o1 22.12.2014 N 429-03)

3. 3asBuTenb BnpaBe NpeacTaBuMTb NO COOGCTBEHHOW WHMUMATMBE BMECTE C 3asiBNEHWEM O BHECEHMU
N3MEHEHWU B AOKYMEHTbI, coAepXalinuecs B perMcTpaLnuoHHOM AOCbe Ha 3aperncTpMpoBaHHbIN FIEKapCTBEHHbIN
npenapaTt Ansi BETEPUHAPHOIO MPUMEHEHWUs, KOMWU OOKYMEHTOB, MOATBEPXAANLWMX YNnaTty rocyaapCTBEHHOM
MOLWMMHbI 3a BHECEHME B [OKYMEHTbI, COAepXallMecs B PEermcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapCTBEHHbIN NpenapaTt Ans BEeTEPUHApPHOrO NMPUMEHEHWs, USMEHEHUI, TPEBYIOLWNX NPoBeaeHNs dKCnepTusbl
NleKapCTBEeHHOro cpeactea, uUnu I/I3MeHeHVII7I, He Tp€6yIOLLLVIX nposegeHna 3KCcnepTun3bl NeKkapCTBeHHOro cpeactea.
B cnydae HeoBxoAMMOCTM W3MEHEHWs CBedEeHUN, CcoOepXallnxcd B PerucTpaumoHHOM yOOCTOBEPEHUU
NeKapCTBEHHOrO npenaparta Afis BETEPMHAPHOIO NMPUMEHEHUS, C 3asiBNEHNEM, YKa3aHHbIM B YacTu 1 HacTosiLen
cTaTbW, 3asdBUTENb BrpaBe NpPeacTaBuMTb NO COOBCTBEHHOM WMHULMATMBE KOMWKO LOKYMEHTa, NOATBEPXKOAloLero
ynnaTy rocyfapCTBEHHOM MOLSMHbI 3a Bblgavy PerMcTpaunoHHOrO yaOCTOBEPEHMUS NIEKapCTBEHHOrO npenaparTa.
3anBuTeNb BNpaBe NpeacTaBUTb No COGCTBEHHON MHULMATUBE CBEAEHUS O NIMUEH3MSAX, YKa3aHHbIe B NyHKTax 1 u
2 yactm 1 HacTosileW cTaTbWM, a Takke BblgaBaemble YMNONHOMOYEHHbIMKM eaepanbHbIMU - opraHamu
WCMONHMUTENbHON BRacTM [OKYMEHTbl, YKasaHHble B MNyHkTe 3 4actu 1 HacToswen ctatbn. B cnydae
HenpeacTaBneHUs ykasaHHbIX JOKYMEHTOB (CBEAEHWIA) YNONMHOMOYEHHbIM dhefepanbHblii opraH UCNOSTHUTENbHOM
BMacT 3anpalivBaeT ykasaHHble OOKYMEHTbl (CBeAeHWs) B MOpPsiAKe MEXBEAOMCTBEHHOTO WH(OPMAaLMOHHOMO
B3aMMOLENCTBUS.

(vacTb 3 B peg. PegepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B cpoK, He npeBbILaoLwWwmin 4ecaTn pabodmx gHen Co OHSA NOCTYNNEHMs yKa3aHHOro B Yact 1 HacTosLen
cTaTbU 3asBfEHUS W HeOoBXOAMMbIX [OOKYMEHTOB, YMOMHOMOYEHHbIV dedeparnbHbIii opraH MCNONHUTENbLHOM
BNacTu:

1) NpoBOAWUT NPOBEPKY TMOMHOTbI W [OCTOBEPHOCTU CBEAEHWN, COoAepXaluxcs B MNpeAcTaBleHHbIX
3asBUTENIEM JOKYMEHTaX;

2) NpuUHMMaeT pelueHWe O NpPOBEOEHUN IKCMEPTM3bl JIeKAapCTBEHHOrO CPeAcTBa [Ans BeTepuHapHOro
npumeHeHus unn ob oTkase B ee NPOBEAEHUM;

3) yBegoMnsieT B MUCbMEHHO hopMe 3asiBUTENS O NMPUHATOM PEeLleHNN UMK B Crlyvyae NpPUHSATUS pelleHus
06 oTKase B MPOBeOEHUM SKCMEPTU3bl JIEKAPCTBEHHOIO CPEeACTBa AN BETEPUHAPHOTO NMPUMEHEHUS C yKa3aHUEM
MPUYMH TAKOro oTkasa.

4.1. B cnyyae BbISIBNEHNS HeOOCTOBEPHOCTU W (MNN) HEOOCTaTOMHOCTW CBEAEHWWA, COAepXalimxcs B
npeacTaBrneHHbIX 3asiBUTENEM [OKYMEHTax, YMONHOMOYEHHbI doefepanbHbii OpraH WCMOMHWUTENbHOW BracTu
HanpaBnseT 3asBUTEn0 3anpoc 00 YTOYHEHWM yKasaHHbIX CcBefeHun. 3anpoc MoxeT OblTb nepedaH
YNOSIHOMOYEHHOMY MpeACcTaBuUTENO 3asiBUTENs MoA pacnucky, HampasfeH Mo MoYTe 3akas3HbIM MUCbMOM WNn
nepeaaH B 31eKTPOHHOM hopMe No TenekoMMYyHMKaLMOHHBIM KaHanam cBs3un. B cnyyae HanpaeneHus 3anpoca o6
YTOUHEHWUW YKa3aHHbIX CBEAEHWIN MO MoyTe 3akas3HbIM MMCbMOM OH CYMTAETCS MOMYyYEHHbIM NO UCTEYEHWUU LLIeCTU
AHel C AaTbl HanpaBrieHWs 3aKka3Horo N1ucbma.

(4actb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. 3asButenb o00s13aH nNpeacTtaBUTb OTBET Ha 3anpoC  YMNOMIHOMOYEHHOro dheaeparnbHOro opraHa
WCNOSNHUTENBHON BNacTM B CPOK, HE NpeBbILALWMIA AeBAHOCTa paboymx OHEen CO AHS MONy4YeHUs [aHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTodllen cTaTbW, NPUOCTaAHABMMBAKOTCA CO AHS HanpaBreHus
3a8BUTEN0 3anpoca YMNONMHOMOYEHHOro deaepanbHOro opraHa WCMNONMHUTENbHOW BRAcTWM A0 OHA NOMyvYeHus
OTBeTa Ha JaHHbIN 3anpoc MU He YYUTLIBAKOTCA NPU UCYUCTIEHMN CPOKA NPUHATUS peLleHUst O BHECEHUU U3MEHEHUN
B JOKYMEHThI, coaepxallmecsi B permcTpaLmoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapcTBeHHbIM npenapart Ang
BETEPMHAPHOIro NPUMEHEHUS.

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

5. OcHoBaHvMeM ansi oTKasa B NMPOBEAEHWMM SKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa Afsl BETEPUMHAPHOro
NpPUMEHeEHNs ABNSIETCA NpeacTaBneHne OJOKYMEHTOB, YKa3aHHbIX B YacTaxX 1 M 3 HacTosILEeN CTaTby, B HEMOSTHOM
obbemMe wunu OTCyTCTBME B NPEACTaBNEHHbIX [OOKYMEHTax [AOCTaTOYHbIX CBEAEHWA, NOATBEPXAAtoLLmMX
HeobXoOUMOCTb BHECEHUSI U3MEHEHUN, NMBO HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha
yKa3aHHbIM B 4actu 4.1 HacToswen cTtaTbu 3anpoc YNosIHOMOYEHHOro dhefeparnbHOro opraHa UCMNOMHUTENbHOW
BNacTu.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(B peq. ®enepansHoro 3akoHa ot 04.06.2018 N 140-d3)

6. JKcnepTn3a NekapcTBEHHOrO CPpeacTBa Arsl BETEPUHAPHOIro NPUMEHEHUS B LIENSAX BHECEHWUSI U3MEHEHWIA B
AOKYMEHTbI, coaepXallnecss B permcTpalMoHHOM AOCbE Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbIM npenapaT ans
BETEPVHAPHOIO MNPUMEHEHUs, OCYLLECTBRSIETCS B MOpsidke, YCTAHOBNEHHOM cTaTtbel 24 HacTosiLero
depeparnbHOro 3akoHa.

6.1. B cpok, He npeBbILLAOLWMIA 4ecaTn pabounx OHEWN CO AHS NOMNYyYEeHWUst 3aKMoYeHUs KOMUCCUM SKCNepTOB
no pesynbTataM yKa3aHHOW B YacTu 2 HacTOSLLEN CTaTbW 3KCMEPTU3bl, YNONMHOMOYEHHbIN befeparnbHbli opraH
WCMONHUTENBHOW BNacTu:

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

1) NPUHMMAET peLleHne O BHECEHUU U3MEHEHWI B JOKYMEHTbI, CoAepKalluecs B PEerncTpaumoHHOM 4OChbe
Ha 3aperucTpvpOBaHHbI NEKapCTBEHHLIN Mpenapat Ans BEeTepUHapHOro MNpUMeHeHWs, unm o6 oTkase BO
BHECEHUWN TaKUX U3MEHEHUI;

2) BHOCUT B Focyﬂ,apCTBeHHbIIZ peecTp neKkapCTBeHHbIX CpeacTtB Ha OCHOBaHMU pelleHnAa O BHEeCEeHUU
M3MEHEHNI B OOKYMEHTbI, coaepxXxawneca B permctpaymoHHOM OO0Cbe Ha 3apeFI/ICTpVIpOBaHHbIIZ ﬂeKapCTBeHHbIVI
npenapar Aana BeTepuHapHOro rnpuMeHeHUd, HeobxooMMble W3MEHEHUS U BO3Bpawaet 3TN [OOKYMEHTbI
3aAaABUTETNIO;

3) BblgaeT 3asBUTENO HOBOE pPEerucTpauMoHHOe YOOCTOBEpeHMEe neKapCTBEeHHOro mnpenaparta Ans
BETEPVHAPHOIrO MPUMEHEHUS B CcrnydYae HeobXxoAMMOCTU W3MEHEHUS CBEeAEHUN, coaepXallMxcsd B HeMm, C
COXpaHeHMeM HOMepa paHee BblOaHHOro pPermcTpauMoHHOro yOOCTOBEPEHMS MeKapCTBEHHOro npenaparta ans
BETEPVHAPHOIO NPUMEHEHUS.

(n. 3 BBegeH depepanbHbiM 3akoHoM OT 02.08.2019 N 297-93)
(4acTb 6.1 BBegeHa PepnepanbHbiM 3akoHoM 0T 22.10.2014 N 313-93)

6.2. B cnyyae BHeceHWA W3MEHEeHUN B [OKYMEHTbI, CoAaepXalluecs B perucTpaumoHHOM [0Cbe Ha
3apEerncTpMpOBaHHbIA  JIEKAPCTBEHHbLIA MpenapaTt AN BETEPUHAPHOro MNPUMEHEHUs, B 4acTu, Kacalollewncs
N3MEHEHNsT U (UNun) ONONTHEHUS NMPON3BOACTBEHHOW NIOLLAAKN NIEKapCTBEHHOMO npenapara, Npy nNnpeacTaBneHnm
3as8BMTENEM B COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTosiwen cTaTbM KOMUM peLUeHMsT YNOSTHOMOYEHHOro
denepanbHOro opraHa MWCMOMHWUTENbHOW BracTM O MNPOBEAEHUM  WMHCMEKTMPOBAHMSA  Mpou3BoauTENS
NEKapCTBEHHbIX CPeACTB CPOK, yKasaHHbIM B 4acTu 6.1 HacTodAwen craTtbu, NPUOCTAHABNMBAETCA CO [HS
NoNyyYeHns1 3aKMiYEeHUS KOMUCCUM IKCMEepPTOB [0 AHSA MNPUHATUSA YNONMHOMOYEHHbIM dedeparnbHbiM OpraHoMm
WUCNOSMHUTENBHON BMNAcTU pelleHnss O Bbldade unnm 06 OTKase B Bblgave 3akNiovyeHUs O COOTBETCTBUM
npon3BoaUTENS NeKapCTBEHHbIX CpeaCcTB TpeboBaHMAM NpaBun Haanexallen Nponu3BoACTBEHHON NPAKTUKKN, HO He
Oonee YeM Ha CTO BOCEMbAECAT pabounx gHeN.

(vacTb 6.2 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

7. OcHOBaHMEM Ans OTKas3a BO BHECEHWMU W3MEHEHWUA B OOKYMEHTbI, COAepXaljmecs B pernctpauuoHHOM
OOCbe Ha 3aperucTpupoBaHHbIA JIEKAPCTBEHHbINM MNpenapaT Ans BETEePUHAPHOTO MPUMEHEHWs, B CIyyasax, He
TpebyoLWwmMx NpoBeAeHNss 3KCNepTM3bl JIEKAPCTBEHHONO CPEACTBa, SIBNSIeTCA npeacTaBrieHMe [OOKYMEHTOB,
yKasaHHbIX B 4Yactax 1 m 3 HacTosllen ctaTbM, B HEMONHOM oOObeMe unM OTCYTCTBUME B MNpeAcTaBlEHHbIX
OOKYMEHTax CBEeOEHWUN, KOTOpble AOMMKHbl ObiTb B HUX OTpaxeHbl, NGO HenpeacTaBneHve 3asiBUTENEM B
YCTaQHOBMEHHbI CPOK OTBETA Ha YyKasaHHblin B 4Yactu 4.1 HacTosien cTaTbM 3anpoc YNOSIHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENbHOW BNacTu.

(vacTb 7 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7.1. OcHoBaHVeM A1 OTKasa BO BHECEHUW U3MEHEHUI B JOKYMEHTbl, coadepKallimecs B permcTpauMoHHOM
[AOCbE Ha 3apermcTpMpOBaHHbLI JIEKApPCTBEHHbI MpenapaTt Ans BEeTEPUHAPHOrO MPUMEHEHUs,, B Cryvasix,
TpebyoLWmX NpoBedeHNsT 3KCNepTU3bl JEKAPCTBEHHOTO CPEACTBa, SBMAETCS 3aKMt4YeHue YrofHOMOYEHHOro
dhenepanbHOro opraHa WCMOSIHUTENbHOM BRacTM O BO3MOXHOCTM CHWXeHMsI 6e3onacHoOCTW, KadecTea,
3P heKTUBHOCTU NEKAPCTBEHHOrO NMpenapaTta BCNEACTBME BHECEHUS U3MEHEHUI B yKasaHHble JOKYMEHTbI, OTKa3
YNOINHOMOYEHHOrO (hefepanbHOro opraHa WCMOMHUTENbHOW BriacTW B Bbldave 3akMoyeHWs O COOTBETCTBUU
NPOV3BOAMTENS NEeKapCTBEHHbIX CPeACcTB TpeGoBaHMAM MpaBun Haanexallei Npou3BOACTBEHHOW MPaKTUKU B
crnyyae W3MeHeHuss U (Unv) OOMNONHEeHWS MPOM3BOACTBEHHOW NMOLLAAKM NEeKapCTBEHHOro npenaparta, ecnu
NMPOU3BOACTBO eKapCTBEHHOro npenapaTta Ofis BeTepUHapHOro MPUMEHEHUST OCYLLECTBMSETCS 3a npepenamu
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Poccuiickon ®epepauun, nnm oTCyTCTBUE ITOMO 3aKIHOYEHNS.
(vacTb 7.1 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

8. JonyckaeTcsa obpalleHne nekapCTBEHHbIX NMpenapaToB Afs BETEPUHAPHOTO MPUMEHEHUS 0O UCTEYEHUs
CpoOKa rofiHOCTU, NPOU3BEAEHHbIX B TeYeHue cTa BOCbMUAECATU OHeW nocre faTbl NPUHATUSA YNONMHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCNOMTHUTENBHOM BNACTU PELLIEHUS O BHECEHUN U3MEHEHWU B OKYMEHThI, cogepalumnecs
B peructpaumoHHOM [OCbe Ha feKapCTBEHHbIN npenapaT, B COOTBETCTBUM C MH(popmaumen, coaepxallencs B
AOKYMEHTax perncTpauuoHHOro A0Cbe Ha NieKapCTBEHHbIVM NpenapaT 40 AaTbl MPUHATUSA TaKOro peLleHus.

(4acTb 8 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

Cratbsa 32. OTMeHa rocygapcTBEHHOW perncrTpauum iekapcTBeHHOro npenapara

PeweHne 06 oTMeHe FOCy,CI,apCTBeHHOﬁ perncTtpaumn nekapCTtBeHHOro npenaparta wu WUCKIMIYeHUN
NekapCTtBeHHOro npenapata w3 rocygapCrBeHHOro peectpa JiekapCTBEeHHbIX CpeacTB  NMPpUHUMMaeTCA
YNONMHOMOY€EHHbIM cbep,epaanuM opraHom MCMNONHNTENBHON BNacTh B cny4vae:

1) NpeacTaBneHnsl COOTBETCTBYIOLLMM YMNOTHOMOYEHHBIM (heaeparibHbIM OpraHoM WCTONHUTENbHON BNacTu
3aK/oYeHMss O pucke WM o6 yrpo3e 340POBbIO, JKU3HWM YerioBeKa WM KMBOTHOMO MpW  MPUMEHEHUU
neKkapcTBEHHOro npenapaTa, NpeBbIlLAlWNX ero 3PdEeKTUBHOCTb, MO pesyrbTaTaM OCYLLUEeCTBMSEMOro UM
MOHUTOPUHIra 6€30MacHOCTM fieKapCTBEHHOro NpenapaTa;

2) nogauu gepxartenem wunv BnagenbLem perMcTpaumoHHOro YAOCTOBEPEHUS NlEeKAPCTBEHHOrO MpenapaTta
UM YNOSTHOMOYEHHBIM MM APYIrUM IOPUOUYECKMM NMLOM 3asiBNeHus o6 OTMeHe rocyfapCTBEHHOW perucrpaumu
neKkapcTBEHHOro npenapaTa;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HenoATBEPXKOAEHWUsI rOCYAapCTBEHHOW perucTpauMu nekapCTBEHHOrO npenapata No UCTEYEeHMM Cpoka
OENCTBUSA PErMCTPaLMOHHOINO YAOCTOBEPEHMS, BblJAHHOMO Ha NSATb NET;

4) HenpencTaBrieHUs 3asiBUTENEM MHGOPMaLuM, KoTopas MOXeT rMoBreyb 3a coboil HeoOGXoAMMOCTb
BHECEHUS] WM3MEHEHWUIA B [OKYMEHTbl, COAepXKallMecsi B PEerMcTpauuoHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NeKkapCTBEHHBIN NpenapaT, B Te4eHne TpuaLuaT pabounx AHen co AHS HAaCTYMNeHUst 3TUX U3MEHEHMWIA;

5) ocyLwiecTBrneHMs roCydapCTBEHHOW perucTpauuyM neKkapCTBEHHOro npenapata nog  TOProBbiM
HaMMeHOBaHNEM 3aperncTpPUpPOBaHHOIO paHee NoA 3TUM TOProBbiM HAaMMEHOBaHUEM fleKapCTBEHHOrO npenapara,
OTNMYaIOLLEroCa Ka4eCTBEHHBIM COCTAaBOM [ENCTBYOLLUX BELLECTB;

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

6) ocyLlecTBNEHUsSI TOCYAapCTBEHHOW PErMcTpauum OAHOrO W TOrO KE FEeKapCTBEHHOro npenapaTta B
OTHOLLEHMN OOHOTO W TOTrO Xe AepXaTens wunu Bragenbla perucTpaumoHHOro YAOCTOBEPEHUS NEKAPCTBEHHOIO
npenapara B BUAe ABYX 1 605ee nekapCcTBEHHbIX NpenapaToB Mo pasnuyHbIMU TOProBbiIMY HAUMEHOBAHUSIMU;

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

7) BblHECEHNA CyOOM pelleHnda O HapyLweHun npas npaBoo6na/:|,aTen;| 00bekToB MHTeJ'IJ'IeKTyaJ'IbHOVI
COBCTBEHHOCTH npun o6pau.|,eva| NeKapCTBEHHbIX CPpeacCTB,;

8) oTcyTcTBUS NekapCTBEHHOro npenapata B obpauweHun B Poccuiickon Pepepauum B TeYEHUE Tpex U
bornee ner;
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINOMHEHUS AepxaTeneM WNu BnagenbuemM pPerucTpauuoHHOro yaoCTOBEPEHUST NEeKapCTBEHHOro
npenapata nubo YNONMHOMOYEHHBIM UMW OPYTUM  OPUANYECKMM TNULIOM MEpPONpuUATUA no  obecneveHnto
©e3onacHOCTN NEeKapCTBEHHbIX MNpenapatoB, YCTAHOBMEHHbLIX YMOMIHOMOYEHHbBIM doedeparnbHbiM  OpraHoMm
MCMONHNTENBHON BfacTu B COOTBETCTBUM C YacTsamu 3 n 4 ctaTb 64 HacTosiwero degepanbHOro 3akoHa, B
pamMKax OCyLLeCTBeHUs1 hapMakoHaa30pa;

(n. 9 BBegeH PeagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa AepxaTtens WM BragesfibLua perncTpauuoHHOro yAOCTOBEPEHMS JleKapCTBEHHOro npenapara
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

nmbo yNOfHOMOYEHHOro WMWK [OPYroro lpUOMYECKOro Nuua OT BHECEHUSI W3MEHEHWA B WHCTPYKLMIO MO
NPUMEHEHMIO TIEKApPCTBEHHOro npenapaTa, KacalLlMXCs HOBbIX MOATBEPXKAEHHbLIX AaHHbIX O TOM, YTO PUCK
NPUYMHEHNs Bpeda 300POBbI0 YenoBeka WM XMBOTHOTO BCreACTBME NpUeMa JlekapCTBEHHOro npenapaTta
npeBsbillaeT 3 HEKTUBHOCTb €ro NPUMEHEHMS.

(n. 10 BBegeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoC: npuMmedaHue.
C 01.01.2026 cT. 32 gononHsietca n. 11 (3 ot 27.12.2019 N 475-93).

Cratbsa 33. locygapCcTBEHHbIN peecTp NIeKapCTBEeHHbIX CPeAcTB

1. F'ocynapCTBEHHbIV peecTp NekapCTBEHHbIX CPEeACTB COOEPKUT NepeyeHb rnekapCTBEHHbIX NpenapaTtos,
npoLLeaLnX rocynapCTBEHHYIO perncrpauuio, nepeyveHb apmaueBTUHeCcKMX CyOCcTaHLMIM, BXOOSALMUX B COCTaB
neKapCTBEHHbIX NpenapaToBs, U CreayoLLyo UHOopMaLMIO:

1) B OTHOLUEHUN NeEKapCTBEHHbIX NnpenapaTtoB:

a) HavMeHOBaHWe feKapCTBEHHOro npenaparta (MexayHapoaHOoe HenaTeHTOBaHHOE, UMW rPYNNMpoOBOYHOE,
UNnM XMMMYECKOE U TOProBOE€ HaUMEHOBaHWS);
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

6) NeKapcTBeHHadA cbopma C YKasaHnemMm [OO3MPOBKMU JeKapCTBEHHOro rnpenapara M ero Kolm4yecTtBa B
I'IOTpGGI/ITGJ'IbCKOI?I YNaKoBKe;

B) HaMMeHOBaHWE [fepXaTensa Wunu Bragenbua pPerucTpauyMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOTO
npenapata W CBeOEHWss O perucTpauuu gepxartens unu Bragenbua perncTpaumoHHOro yAOCTOBEPEHUs
NnekapcTBEHHOro npenapaTta Ans MEeOUUMHCKOrO MPUMEHEHUS B KadeCcTBe Hanoronnartenblivka B CTpaHe
perncTpaumm (Ans poCCUNCKUX IPUANYECKUX NULL - MOEHTUMMKALNOHHBIA HOMep HanoronnaTtenswmka (MHH), ans
WHOCTPAHHbLIX OpUANYECKUX MWL - CTpaHa perncrpaumm, HavMeHOBaHWe perncTpupytollero opraHa,
PErMcTpaumMoHHbIA HOMEP, KO HanoronnarenbLmka B CTpaHe permctpawumm (MHKopnopauumn) unmn ero aHaror);

(nn. "B" B pea. ®enepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HauMeHOBaHMe W agpec NPOV3BOAUTENSA JIEKApPCTBEHHOro npenapata v CBedeHWss O perncrpauuun
Npon3BOAUTENS NIEKapCTBEHHOro npenapara 48 MeauUMHCKOro NPUMEHEHNs B Ka4ecTBe HarnoronnaTenbLlivka B
CTpaHe peructpauum (4ns POCCUNCKUX HOPUAMYECKMX NUL - MOEHTUMUKALUMOHHBI HOMEp HamnoronmnaTenbLlumka
(MHH), ANS MHOCTPaHHbLIX PUAMYECKUX NUL - CTpaHa perncTpauuu, HaMMeHoOBaHWe PerncTpupyloLero opraHa,
perncTpaumoHHbIN HOMep, KO4 HanoronnaTenbLlmka B CTpaHe pernctpaumm (MHKoprnopawuumn) unm ero aHanor);

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

) hapmakoTepaneBTudeckasi rpynna, KoL JIeKapCTBEHHOro npenapaTta no aHaToOMO-TepaneBTUYecKo-
XUMMNYECKOW Knaccundukaumm, pekomeHgosaHHon BceMnpHon opraHmsanmen 3gpaBooXpaHeHns;
(mn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NokasaHus 1 NPOTMBOMOKa3aHWs K MPMMEHEHWNIO NeKapCTBEHHOro npenapara;
X) NoBoYHbIe AeNCTBUSA NeKkapCTBEHHOro npenapara;

3) CPOK rOAHOCTM NleKapCTBEHHOro NpenaparTa;

1) YCNoBUSi XpaHeHUs! NekapcTBEHHOro npenapara;

K) YCIoBUs OTNycKa NekapcTBEHHOro npenapara;

n) HoMep hapmakonemHon cTaTby UMK B Clyvyae ee OTCYTCTBMS HOMEpP HOPMAaTUBHOW AOKYyMeHTaumu nubo
HOPMAaTUBHOIO AOKYMEHTA;

M) aata rocyp,apCTBeHHon perncTtpauunmn nekapCcTtBeHHoOro npenaparta un ero peFMCTpaLlMOHHbIVI HOMeEp, AaTta
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

3aMeHbl PErMcTPaUMOHHOrO YOOCTOBEPEHUS JIEeKapCTBEHHOrO npenapata Ha OeccpoyHoe perncrpauuoHHoe
yAOCTOBEPEHWNE FIEKAPCTBEHHOrO MpenapaTta, Aarta nojadyn 3asiBfieHusi O MOATBEPXKAEHWM TrOCyOapCTBEHHOWN
peructpaumMmM neKkapCcTBEHHOrO npenaparta, gaTa OTMeHbl [OCy4apCTBEHHOW perucTpaumm JieKapCTBEHHOMO
npenapaTa;

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

H) KayeCTBEHHbIN COCTaB W KOJSIMYECTBEHHbIA COCTaB AEWCTBYHOLLMX BELLECTB M Ka4yeCTBEHHbLIN COCTaB
BCnomMoraTenbHbIX BELLECTB JIeKapCTBEHHOro npenapara;
(nn. "H" BBeaeH PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-d3)

0) MHhopMaLms 060 BCEX pa3peLLEHHbIX Buaax BTOPUYHON (MOTPeBUTENBCKON) yNakoBKY;
(nn. "o" BBeaeH PeaepanbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

n) Agata npuHATMSA pelleHns O BO3MOXHOCTM paccmaTpuBaTb IEKapCTBEHHbIM npenapat  npwu
rocygapCTBEHHON perucTpaumm B KadecTBe OpdaHHOro JieKapCTBEHHOro npenaparta (NS NekapCTBEHHbIX
npenapaToB A58 MeANLMHCKOrO NPUMEHEHNs);

(nn. "n" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PeagepansHoro 3akoHa ot 27.12.2019 N
475-93)

p) HanM4Me NekapCcTBEHHOro npenaparta B NepeyHe XU3HEHHO HEOOXOAUMBIX U BaXKHENLINX NEeKapCTBEHHbIX
npenapaToB (415 NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO MPUMEHEHUS);
(nn. "p" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) HanuumMe B neKapCTBEHHOM npenapate HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELECTB U UX
NPeKypcopoB, noanexawmx kKoHtponto B Poccuiickon ®epepauun, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuun, MexayHapoaHbiMu forosopamu Poccunckon ®epepauun, B ToM 4ncne EpauHon
KOHBEHLIMEN 0 HapKoTudeckux cpencreax 1961 roga n KoHBeHumel o ncuxoTponHbix BewecTtsax 1971 roaa;

(nn. "c" BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

T) MHpopMaumst O TOM, ABMAETCA NM AaHHbIN JIEKApCTBEHHbIN NpenapaT pedepeHTHbIM JTEKapCTBEHHbLIM
npenapaTowm;
(nn. "T" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

y) cBegeHuss O nojaye 3asiBieHWs O BHECEHUW W3MEHeHWA B [OKYMEHTbl, coaepXalmeca B
perncTpaumMoHHOM OOCbe Ha NekapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

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

X) CPOK BBEEHMS NIEKapCTBEHHOIO Npenapara B rpaxaaHCckuin o6opor;
(nn. "x" BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyOCTaHLNN;

a) HauMMmeHoBaHWe (bapMaueBTUYEeCKON cybCTaHuun  (MexayHapoOHoe  HenaTeHTOBaHHOe,  unu
rpynnUpoBOYHOE, UM XMMUYECKOE N TOProBOe HaMMeHOBaHUs);
(B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

6) HaumeHoBaHWe 1 agpec Npov3BoaMTeNs hapMaLeBTUYECKON CyOCcTaHLmK;

B) CPOK rogHoCTU chapmaLieBTu4eckon cybctaHumm;

r) yCroBusi XpaHeHns papMaLeBTUYECKOi CyGCTaHLM;

) Homep dhapMakonenHoOn cTatbn UNK B Criydae ee OTCYTCTBUS HOMEpP HOPMAaTMBHOW AOKYMeHTaumm nnbo
HOPMAaTUBHOIO JAOKYMEHTA;

e) Hann4yne d)apmaueBqueCKoﬂ CyGCTaHLI,MI/I B nepeyvyHe HapKoTU4YeCKnxX cpeactB, NCUXOTPOMNHbIX BELLeCTB U
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

X NpeKypcopoB, nognexalimx KoHTpomo B Poccuiickon degepaummn, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuun, MexayHapoaHeiMu porosopamu Poccunckon ®epepauun, B ToM 4ncne EpauHon
KOHBEHUMen o HapkoTudeckux cpeacteax 1961 roga n KoHBeHLUmen 0 NcMXoTponHbIX BewecTBax 1971 roaa.

(nn. "e" BBeaeH d®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTnyeckaa cybCcTaHUMSA, NPOU3BEAEHHAs AN peanu3auun, MOXeT OblTb BKMYEHa B
rocyapCTBEHHbIV PEECTP NIEKAPCTBEHHbIX CPEACTB HA OCHOBAHUW 3asBNEHUsI pa3paboTynka unm npovmssoguTens
NEeKapcTBEHHOro cpeactsa MO0 YNOMIHOMOYEHHOTO UMK HOPUAMYECKOTO NMua Mpu YCrOBUW MNPOBEAEHMS B
OTHOLUEHMN Takown (papmaueBTUYEeCKOW CyOCTaHUMM 3KCMepTu3bl kavecTBa dapmaueBTuyeckon cybctaHumn B
nopsiake, yCTaHOBMNEHHOM cTaTben 34 Hactosdwero denepanbHOro 3akoHa. B oTHoweHMU chapmaueBTU4ecKnx
cybGCTaHuun, Npou3BedEeHHbIX NS peanu3auun, B rOCYAapCTBEHHOM peecTpe feKapCTBEHHbIX CpeacTs
CoAepXUTCa cneayroLlasa nHpopmaums:

1) HauMmeHoBaHMe (papMaueBTMYEcKolW cyOCcTaHuMM  (MeXayHapoOHOe  HenaTeHTOBaHHoe,  WUNn
rPYNMMPOBOYHOE, UM XMMUYECKOE Y TOPrOBOE HaUMeHOBaHWs);

2) HaumeHoBaHWe, agpec npoumsBoauTENs apmMaleBTUYEeCKONn CybCTaHuuKM, a Takke B OTHOLUEHUMU
NeKapcTBEHHbIX CpPeacTB  ANd  MEAUUMHCKOrO MpUMMEHEHMSI CBEAEHMS O perncrpaumm npovsBoguTens
dapmavueBTMyeckon cybCcTaHUMM B KayecTBe Hanoronnartenbliuka B CcTpaHe perucrtpaumm (4ns poCCUMCKNX
opUaNYECKMX nuu - NAEHTUUKAUMOHHBLIN HOMep Hanoronnatenswimnka (MHH), ona nHoCTpaHHbIX PUANYECKUX
niy - cTpaHa peructpauuMy, HauMMEHOBAHWE PErMCTPUPYIOLLEro OpraHa, PerucTpauMoHHbLI HOMep, Kopg
HanoronnartenbLuka B CTpaHe perncrpauumn (MHKopnopauum) Unm ero aHarnor);

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

3) cpok rogHoCTK hapmaLeBTUHECKOW CyOCTaHLmK;
4) ycnosusi XxpaHeHns hapmMaueBTUYeCcKon cybcTaHumuy;

5) Homep dhapmakoneriHon ctaTby MO0 B Crlydae ee OTCYTCTBUS HOMEpP HOPMAaTMBHOW OOKyMEHTauun unm
HOPMAaTUBHOIO AOKYMEHTA;

6) Hannune dapmaLeBTUYEeCKON cybCTaHLUUKN B NepeyHe HapKOTUYECKNX CPEeACTB, MCUXOTPOMNHbIX BELLECTB U
UX NpeKkypcopoB, noanexaliux KoHTpomo B Poccuiickon degepaummn, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuun, mexayHapoaHeiMu porosopamu Poccunckon ®epepauun, B ToM 4ncne EauHon
KOHBEHLMEN O HapKoTudeckux cpencreax 1961 roga n KoHBeHumeln o ncuxoTponHbix BewecTtsax 1971 roaa;

7) gaTta BKITYEHUs1 hapmaleBTMYECKON CyOCTaHL MU B roCyapCTBEHHbIN PEecTp NIeKapCTBEHHbIX CPeacTs,
AaTa BHECEHUSA U3MEHEHWI B JOKYMEHTbI chapMaLeBTMYECKON cyOCcTaHUmMK, AaTta UCKIoYeHnss dhapmMaLeBTUYEeCKoN
cybCcTaHUUM 13 rocygapCTBEHHOrO peecTpa JleKapCTBEHHbIX CPEeACTB.
(vacTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3. nOpﬂﬂ,OK BeOeHNA rocyaapCTtBeHHOro peecrtpa nekapcTtBeHHbIX cpencTts ond MmeauunHCKOro npuMeHeHus
N nopAanoK BedeHUA rocyaapCTBEeHHOro peectpa JeKapCTBEeHHbIX Cpencts And BeTepUHapHOro npuMeHeHud
yTBEpPXKAaTCA COOTBETCTBYHOLWMM YNONTHOMOYEHHbIM cbep,epaanblm opraHom MCMONHUTENbHON BriacTu.

Crtatba 34. BknioueHuMe B rocyaapCTBEHHbIA peecTp NeKapCTBEeHHbIX CPeACTB WM UCKMYEeHue U3
rocyfapcTBEHHOro peecTpa JleKapCTBEHHbIX CpeAcTB (hapmaueBTUUYECKOW CyGCcTaHLMU, NpPou3BeAeHHOMN
AnA peanusauumn
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ansa BknoYeHusa apMaueBTuieckon cybctaHumm, Npon3segeHHON ANS peanusaumnn, B rocy4apCTBEHHbIN
peecTp nekapcTBEHHbIX CPEACTB, NPOBOAMTCH IKCNEpPTN3a ee KavyecTsa.
(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

2. JkcnepTv3a KadecTBa yKasaHHOMW B 4YacTv 1 HacTosiwewn cTatbuM dapmaueBTUYeckon cybcTtaHuumm,
COCTaBIIEHME KOMWUCCMEWN 3IKCMEPTOB 3aKMOYEHUM MO pe3ynbTaTtaM 3TOM 3SKCMNepTu3bl M UX HanpaBlieHne B
YMOMHOMOYEHHbIN defeparnbHbii OpraH UCMOMHUTENBHOW BRAcTU OCYLLECTBISATCA B CPOK, HE MpeBbILAOLLMNA
wecTngecaTn pabouymx OHeW CO [OHSA MNOJTyYeHUs IKCMEepTHbIM YyYpeXAeHMeM COOTBETCTBYHOLIEro 3agaHus
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

YMNONHOMOYEHHOTrO dheeparnbHOro opraHa UCNONHUTENbHON BracTu 1 cneayowmx JOKYMEHTOB (CBEAEHUN):
(B pen. PepepanbHoro 3akoHa oT 27.12.2019 N 478-93)

1) cBegeHWss O pfaTte nNpedoCcTaBfieHMs U PErucTpauMoOHHOM HOMEpe INULUEH3UWM Ha MNpOU3BOACTBO
neKapCTBEHHbIX CPeACTB UMW CBEAEHUA O faTe MpPefoCTaBfeHUs U PEerMcTpauMoOHHOM HOMepe 3aKryeHus O
COOTBETCTBMU NPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB TpeboBaHUSAM MpaBun Hagnexawen npovM3BOACTBEHHOM
NpakTVKK, BblAaHHbIX (MpeaoCTaBNeHHbIX) YNOTHOMOYEHHbIM dbefeparnbHbIM OpraHoM UCMOMHMUTENbHOW BNacTu, B
cny4vae, ecnv Npou3BOACTBO JNIEKAPCTBEHHOIO CpeAcTBa ocyllecTensieTca B Poccuiickon ®egepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-03)

2) Konusi [JOKYMEHTA, Bbl4aHHOrO YMNOMHOMOYEHHBIM OpPraHoM CTpaHbl NMPOU3BOAUTENS NEKapCTBEHHOMO
cpenctBa M MOATBEPXKAAMOLLEro paspelleHne MNpov3BOACTBA JIEKAPCTBEHHOrO CPeAcTBa, U ero nepeBof Ha
PYCCKUA A3blK, 3aBEpPEHHble B YCTAHOBIIEHHOM MOpPSAKe, a TakkKe KOMuS 3akrio4YeHWss O COOTBETCTBUU
Npon3BOAUTENST FEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM npaBun Haanexale Mpon3BOACTBEHHOM NPaAKTUKM,
BblJAHHOMO YMOJSIHOMOYEHHbIM hedeparnibHbIM  OPraHOM  WCMOSNHUTENBHOW BriacTu, JMbO Komus  peLueHus
YMOMHOMOYEHHOro  befepanbHOro opraHa MWCMONHUTENbHONW BAactTM O MNPOBEAEHUN  MHCNEKTUPOBAHMS
nNpon3BoauTENst JIEKApPCTBEHHOro CpeAcTBa. YKasaHHble [JOKYMEHTbl MpeacTaBnslTcsd B Cryyae, €ecnuv
NpoM3BOACTBO NEKapCTBEHHOro CpeacTBa ocylecTBnseTcs 3a npegenammu Poccurickon ®egepauuu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3) LOKYMEHT, cofepXaluuin cnegyoLme cBefeHus o hapmaueBTUYECKON CybCcTaHLmm:

a) HauMeHoBaHne dapmaLeBTUYeCKkon cybCcTaHumMn, ee CTPYKTypa, o6LLMe CBONCTBA;

0) HaMMmeHOBaHWe 1 agpec NPoM3BOANTENS;

B) TEXHOJIorma npon3soacTtea C onncaHnem cTagun npon3sBoacTtBa U METOAOB KOHTPOJIA HA BCEX CTaaunAx
npon3soacTBa,

r) onucaHue paspaboTku npouecca NpoM3BOACTBA;

[) OMMCaHne KOHTPOINSA KPUTUYECKMX CTaaun npoLiecca Npon3BoACTBa U MPOMEXYTOYHOW NPOAYKLMK;
€) AOKYMeHTasnbHoe NoATBepXaeHue (Banvaaums) NpoLeccoB U (MNn) UX OLLEHKa;

) CBONCTBA U CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTuka npumecen;

1) cneumdukaumns Ha bapmaLeBTUYECKYH0 CyOCTaHUMIO U ee 060CHOBaHNE;

K) aHanMTu4eckue MeTOAUKM, UCNOMb3yeMble MPU OCYLLECTBIEHUN KOHTPONSA KayecTBa hapmaLeBTUYeCcKon
cybcTaHuup;

N) [OKyMeHTanbHoe noaTBepxaeHve (Banvpaumsl) aHanMTUYeckMx MeTOAMK, UCMOoNb3yeMblX Mpu
OCYLLECTBMNEHNW KOHTPOMS KadecTBa hapMaLieBTMYECKON cyBecTaHLmK,

M) pe3ynbTaTbl aHanM3a cepuii hapmMaueBTUIeckon cybcTaHLmuy;

H) nepeyeHb CTaHOAPTHbIX 06p83LI,OB mnn BewecTB, WUCMNOJIb3yeMbIX TMPU OCYLUECTBIIEHUN KOHTPOJIA
Ka4vecTBa,

0) ON1caHne XapakTePUCTUK U CBOWCTB YNaKOBOYHbLIX MaTepuanoB 1 YKyNOPOYHbIX CPEACTB;
N) AaHHble 0 CTabUNbHOCTU hapMaLEBTUYECKOW CyOCTaHLMu;
p) CPOK rOOHOCTY;

4) [OOKYMEHT, colepxalluii CBedeHMss O perucTpaumMu npousBOOMTENS NEKapCTBEHHbIX CPedCcTB AnNS
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

MeAWLMHCKOrO MpPUMEHEHUS B KavecTBe HamnoronnaTtenblivka B CTpaHe peructpauum (Ans  pOCCUNCKUX
opPUaNYECKMX NuL - NAEHTUMUKAUMOHHBLIN HOMep Hanoronnatenswimnka (MHH), ona nHoCTpaHHbIX PUaANYECKUX
niy - CcTpaHa perucTpauuy, HauMeHOBaHWE pPEerucTpupyrowlero opraHa, perucTpauMoHHbIN HOMep, Kopg
HanoronnartenbLluka B CTpaHe perncrpauumn (MHKoprnopauum) Unm ero aHanor).

(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

(4acTb 2 B pea. PegepaneHoro 3akoHa ot 22.12.2014 N 429-03 (peg. 13.07.2015))

3. [Ina nposegeHus aKCNepTM3bl KayecTBa yKka3aHHOM B yacTu 1 HacToswen ctaTbn phapmaueBTU4ECKOn
cybcTaHuum 3asBuTenb NPeacTaBnaeT B YNONIHOMOYEHHbIN dhefeparnbHbIi opraH UCMONHUTENBHON BNacTu:

1) 3asBneHVe O BKIIOYEHWM B TOCYAAPCTBEHHbIA PEEeCcTp FEeKapCTBEHHbIX CPEeACTB  AaHHON
dhapmaLieBTU4ECKON cybCcTaHUmK;

2) konmusa [OOKyMEeHTa, MOATBEePXAAloLero Ynnaty rocyfapCTBEHHOW MOWNMHbLI 3@ BKMOYEHVWEe B
rocyaapCTBEHHbI PEecTp JleKkapCTBEHHbIX CPeAcTB dapmaueBTudeckon cybcTaHummn, npousBefeHHON ans
peanu3aumy, nuM6o no COBCTBEHHOM WHULUMATMBE YKa3aHHbIi OOKYyMeHT. B crnyyae ero HenpegcrtaBneHus
3asgBUTENEM YMONHOMOYEHHbIN (beaepanbHbIi OpraH WCMOMHUTENbHOW BriacTu npoBepsieT akT ynnathbl
rocygapCTBEHHON MOLWNUHLI 3asBUTENEeM C MWCMOoNb3oBaHMeM WHdopMaumMm o6 ynnate rocygapCTBEHHOMW
nownuHbl, cogepxallenca B [ocygapCTBEHHOW  MHAPOPMAaLMOHHOM CUCTEME O [OCYAapCTBEHHbIX U
MYHMUMMNAnbHbLIX NnaTtexax, Ha OCHOBaHUW NpPeACcTaBMNeHHOW 3asiBUTENEM KONUW JOKYMeHTa, NoATBepXaatoLero
ynnarty rocyapCTBEHHOW NOLUMWHBI;

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

3) BOKYMEHTBI, yKa3aHHble B YacTW 2 HACTOSILLEN cTaTby;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBnNeHMe O Bblgave paspeleHnss Ha BBO3 B Poccuiickylo ®Pepepaumio  KOHKPETHOM NapTum
He3aperMcTpUpoBaHHOIO fIEKApPCTBEHHOTO CPEACTBA, NPeAHa3HaYeHHOro Ansi NPOBeAEHMS yKasaHHOW 3KCNepTUsbI.
(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3.1. B cnyyae HenpeAcTaBneHus ¢ 3asBneHWEM O BKIIIOYEHWUN B FOCYAAPCTBEHHbLIN peecTp NeKkapCTBEHHbIX
cpencTts bapmaueBTUYECKOM CybCcTaHUMM OOKYMEHTOB, MOATBEPXKOAloLWMX ynnaTy rocyaapCTBEHHOW MOLUSMMHbI U
yKa3aHHbIX B NYHKTE 2 YacTu 3 HacTosLWen cTaTbi, a Takke BbigaBaeMblX (MpegocTaBnsieMblX) YNONHOMOYEHHbIMU
degepanbHbIMU OpraHaMy UCMOMHUTENBbHOW BNacTy JOKYMEHTOB (CBeAEHMN), yKa3aHHbIX B NyHKTax 1 n 2 yactu 2
HaCTOsILLLEN CTaTbW, YNOMHOMOYEHHbIM beaepanbHbIi opraH UCMONMHUTENBLHOW BMacTu 3anpawunBaeT yKadaHHble
AOKYMEHTbI (CBeAeHWs1) B NopsAaKke MeXBEAOMCTBEHHOMO MHPOPMaLMOHHOTO B3aMMOAENCTBUS.

(vactb 3.1 BBegeHa PenepanbHbiM 3akoHOM 0T 27.12.2019 N 478-93)

4. B TeyeHue gecatn paboumx OHEN CO OHS MPUHATUS 3asiBNEHMS O BKIMOYEHMM yKa3aHHOW B yactu 1
HacTosAwen cTatbuM dapMaueBTUYEeCKON CyOCTaHUMM B rOCYAApPCTBEHHbI PEECcTp JIeKapCTBEHHbLIX CPeacTB W
OOKYMEHTOB, NepeyncrieHHbIX B YacT 1 1 nyHKTe 2 YyacTu 3 HacTosLen cTaTby, YNOHOMOYEHHbIM dpeaepanbHbli
OpraH UCMOMHMTENbHOW BNacTu:

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

1) NPOBOAMT NPOBEPKY MOMHOTLI Y AOCTOBEPHOCTU AaHHbIX, COAEPXKaLLMXCS B NPeACTaBMEHHbIX 3asBUTENEM
AOKYMEHTaXx;
(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

2) NpUHUMAaET peLLeHne O HamnpaBIieHNM B SKCNEPTHOE yYpexaeHve 3afaHns Ha npoBedeHMe 3KCnepTu3bl
KayecTBa Yyka3aHHOW B 4yacTu 1 HacTosiwen craTtbu hapmaueBTudeckon cybcTaHuum mnm o6 oTka3e B TakoM
HanpaBlieHuun,

3) yBegomMnseT B 9MEKTPOHHOW UMW NUCbMEHHON (bopme 3asiBUTENS O MPUHSATOM PELUEHMU UK B Cry4vae
OTKas3a C yka3aHMeM MPUYMH TaKoro oTkasa.
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4.1. B cnyyae BbISiBMEHWS HEJOCTOBEPHOCTU CBEAEHWI, COAepXalUuuxcs B NpeacTaBeHHbIX 3asBuTenem
Martepuanax, ynonHOMOYEeHHbIN dbefeparnbHbldi opraH UCMOMHUTENbHOW BriacTyU HanpasnseT 3asBUTENO 3anpoc
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

06 YyTOYHEHWMM ykasaHHbIX cBeAeHW. [aHHbI 3anpoc MoXeT OblTb nepedaH ynofHOMOYEHHOMY MpeacTaBUTENto
3as8BUTENSA JIMYHO MOA, pacnucKy, HanpaeBreH No noYTe 3akasHbiM NMUCbMOM WK NepefaH B 3NeKTPOHHOW dopme
Nno TenekoMMYHMKALMOHHBIM KaHanam cBA3W. B cnyyae HanpaBneHuss gaHHOro 3amnpoca No ModTe 3akasHbIM
MUCbMOM OH CUUTAETCS NOMyYEHHbIM MO UCTEYEHUM LLIECTU AHEN C AaTbl HANpaBneHWsl 3aKka3HOro nNucbma.

(4actb 4.1 BBegeHa depepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

4.2. 3asButenp o00s3aH NpeacTtaBUTb OTBET Ha 3anpoc YNOMIHOMOYEHHOro dheaepanbHOro opraHa
WCNOSTHUTENBHON BacTM B CPOK, HE MNpeBbIWALWMIA AeBAHOCTa paboymx OHEen CO AHS MOMy4YeHUs OAaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTOsILLEN CTaTbW, NPUOCTAHABMMBAETCHA CO OHA HanNpaBreHus 3asBUTENIO
3anpoca ynonHOMOYEHHOro dhefepanbHOro opraHa MCMOMHUTENbHOW BRacTM A0 AHS MOMyYeHus MM OTBeTa Ha
AaHHbIN 3anpoc 1 He YyYNUTbIBAeTCs NPW UCHUCTNIEHNM CPOKa AKCNepTU3bl KayecTBa (hapmaueBTuyeckon cybectaHumum,
Hencnonb3yemou npu NPOU3BOACTBE NeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM ansi OTKa3a B HafpaBfleHMM B IKCMEPTHOE y4ypexaeHne 3ajaHus Ha npoBefeHve
3KCMepTU3bl KavecTBa ykas3aHHOM B 4YacTM 1 HacTosilwen cratbh hapmaueBTuUdeckon cybcTaHuum siBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKasaHHbIX B 4acTu 2 HacTosien cTaTbW, OTCYyTCTBME MWHOpMauuu,
noaTeepxpatowen akt ynnatbl rocyadapCTBEHHOW MOLUNMHBI 3a BKIHOYEHME hapmaueBTMdeckon cybctaHuuum,
npou3BefeHHON Ons peanu3aunv, B roCyOapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB, HenpeacTaBneHue
3agBUTENEeM B YCTAHOBMEHHbIM CPOK OTBETA Ha YyKasaHHbIi B 4actu 4.1 HacToswew cTaTtbu 3anpoc
YNOMHOMOYEHHOro (peaepaneHOro opraHa WCMOMHUTENbHOW BRiacTM WNU MpeacTaBfeHne [OOKYMEHTOB, He
cofepxallux ncuyepnoiBatoLLero nepevyHs HeobxoaMMbIX CBEAEHUMN.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne naTHaguatn paboumx OHEN CO OHSA MOSlyYeHUs! peLleHUs YMONHOMOYEHHOro doeaeparnbHOro
opraHa UCMONHMTENBHOW BRAcTU O HanpaBIieHWW B 3KCMEPTHOE yupexaeHne 3agaHus Ha NpoBeaeHne IKCnepTuabl
KayecTBa yKa3aHHOW B 4YacTu 1 HacTosiLen cTaTtbi dhapMaLeBTUYeCcKon cybcTaHuum 3asiBUTeNb NpeacraBnseT B
9KCMEepTHOE y4ypexaeHne AN NpoBedeHWs OaHHOW 3akcnepTusbl o6pasubl apmaueBTudeckon cybctaHuumn B
Konunyectee, HeOOXOAUMOM ANsi BOCMPOM3BEAEHNS METOAOB KOHTPOSS KayecTBa. OKCMEPTHOE yupexaeHue npu
nonyyeHnn obpasuoB ykaszaHHOW B 4YacTym 1 HacTosiwen cTaTtbyn apmaueBTUYecKonW cybcTaHumMu BblgaeT
3a9BUTENI0 JOKYMEHT, noATBepXaatoLWwuin nonyvyeHne atux obpasuos, 1 B CPOK, HE MPeEBbLILLAOLWMIA Tpex paboumx
OHel, yBeaoOMMnseT B 3MNEKTPOHHOW UNM nMcbMeHHON ¢opmMe 06 3TOM YNOSIHOMOYEHHLIN dheaepanbHbI opraH
WCNOSNTHUTENBHON BNACTU. ATW CPOKU HE BKIHOYAKOTCS B CPOK NPOBEAEHUS AaHHOMW aKCNepTU3bl.

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

7. JOKyMEHTbI, NOCTYNMBLUME B 3KCMEPTHOE yyYpexaeHue Ans NpoBedeHns IKCMepTM3bl KaYecTBa yKazaHHOW
B vactTu 1 HacTosiwen cTaTbM papmaueBTMYEcKon cybcTaHumu, nognexaTr BO3BpaTy B YMNONTHOMOYEHHbIN
deaepanbHbIi OpraH UCMOMHUTESNBbHOW BRAacTM OQHOBPEMEHHO C 3aKMOYEeHWsMU MO pesynbTaTaM npoBegeHHOM
3KCNepTU3bI.

8. B cpok, He npeBbilaLWNA NATU pabounx AHEN CO AHSA MONyYeHMsl 3aKMYEHMST KOMUCCUMN 3KCMEPTOB MO
pesynbTaTtamM 3KCMepTu3bl KadecTBa yka3aHHOW B 4acTu 1 HacToswen ctaTbM hapmaueBTU4ECKon cybcTaHuuum,
YNONMHOMOYEHHbIV dpeaepanbHbI OpraH UCMOMNHUTENbLHOW BNacTu:

1) OCyLLECTBNSAET OLIEHKY TAKOro 3aKtoveHus s onpeaeneHnst ero COOTBETCTBMSA 3agaHuo Ha NpoBedeHne
OaHHOW 3KCNepTu3bl;

2) NpyvHUMaeT pelleHMe O BKIIYEHWUM YKasaHHOW B 4YacTu 1 HacToswen crtatbu apmaleBTUYECKOM
cybCcTaHuum B rocyfapCTBEHHbIN peecTp NEKAapPCTBEHHLIX CPeACTB MUIK pelleHne 06 0TKase B TAakOM BKITHOYEHUU;

3) BHOCUT nNpU TMPUHATUN pelleHMs O BKIIOYEHUM YyKasaHHOM B 4YacTu 1 HacToswen craTbu
drapmaLieBTMHECKON CyOCTaHUMM B roCyAapCTBEHHbIA PEECTp NIEKapCTBEHHbIX CPEACTB NPEeAYCMOTPEHHYI YacTbHo
2 ctatbm 33 Hactosiwero depepanbHOro 3akoHa MHGOPMaUMO M yBeLOMMSeT 00 3TOM B SMNEKTPOHHOW unu
NMCbMEHHOW hopme 3asBuUTENS.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHMEM [nsi OTKa3a BO BKMOYEHUWM yKa3aHHOM B 4acTu 1 HacToswen ctatbu hbapMaLeBTU4ECKON
cybcTaHuumM B rocydapCTBEHHbIV PEECTP JIEKApPCTBEHHbLIX CPEACTB SBMAETCS 3aKMYeHWe COOTBETCTBYIOLLENO
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

YNOMHOMOYEHHOro defepansHOro opraHa WCMNOSMHUTENbHOW BRacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybCcTaHuumM He NOATBEPXKAEHO MOSTYYEHHBIMU AaHHBIMU.

(vacTb 9 BBegeHa PepnepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pea. PenepansHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcsa BKOYEHME B TOCYAapPCTBEHHbIA pPEECTp JIEKAPCTBEHHbIX CPEACTB  OAOHOWM
dapmaueBTMyeckon cybcTaHuuM, MPOU3BEAEHHOM ANa peanu3auun M BbIMYCKAEMOW OOHUM U TeM Xe
npou3soguTeneM, B Buae AByx n bonee peectpoBbIX 3anmcen.

(vactb 10 BBegeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHMe W3MEHeHMN B [OKYMEHTbl Ha dapMaLeBTUYECKYID CyOCTaHUMO, MNPOM3BEAEHHYI ANs
peanu3aumy 1 BKITKOYEHHYI0 B rOCY0AapCTBEHHbLIN peecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBNSIETCA B NOpsiaKe,
ycTaHoBrneHHoM ctatbsamu 30 n 31 Hactoswero ®PenepanbHOro 3akoHa, C ynnaTol rocyaapCTBEHHOW MOLUSUHBI,
npeaycMOTPEHHON 3akoHodaTenscTBoM Poccuiickon ®egepaumm o Hanorax u cbopax.

(vactb 11 BBeaeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

12. [onyckaeTca obpalleHve dapmaueBTUYeCKUX CyOCTaHUUN, MNpOu3BEAEHHbIX ANA peanusaumm, B
TeYyeHne CcTa BOCbMWOECATU [JOHEeW [0 W nocne MpUHATUS  YNOMHOMOYEHHbIM deaeparnbHbIM - OpraHom
WUCNOSNHUTENBHON BNACcTN peLleHnsi O BHECEHUM U3MEHEHUN B JOKYMEHTbl Ha dhapmaueBTUYeCKyo cybcTaHumio,
Npon3BeaeHHYI0 AN peanu3auum 1 BKIHYEHHYO B roCyJapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB.

(vacTb 12 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. PelieHne 06 UCKNIOYEHMN U3 TOCYOAPCTBEHHOIO peecTpa JNIeKapCTBEHHbIX CpeacTs dhapmMaLeBTUYECKON
cybcTaHuun, npousBedeHHOW AN peanu3auuun, MNpUHMMAETCs  YMONTHOMOYEHHbIM deadeparnbHbIM - OpraHoMm
WCMOMNHUTENBHOW BNacTh B Criyyae:

1) npencrtaeneHna COOTBETCTBYHOLLMM YNONTHOMOYEHHbIM (beﬂepa]'leblM opraHom NCMNOMHUTENBHOW BNAacTun
3aKJlo4eHnAa O puUcke unm 06 yrpose Xun3sHm unm 300pOoBbHO 4erloBeKa nmbo XMBOTHOrO npn wucnornb3oBaHNUn
JIeKapCTBEHHOIo cpeacTea,

2) nogaym pa3paboTyMKOM FNEeKapCTBEHHOro cpeacTBa WM Mpou3BoguTeneMm fekapCTBEHHOrO CpeacTBa
nmMb6o YNOMHOMOYEHHBIM UMW OPYrUM HOPUOUYECKMM JULIOM 3asiBNiEHUS 00 MWCKMYEHUN M3 rocyaapCTBEHHOrO
peecTpa NnekapcTBEHHbIX CPeacTB hapMaLeBTUYECKOM CybCTaHLuKn, NpoM3BEAEHHOM ANg peanu3aLumu,

3) otcyTcTBMA (bapmaueBTUYECKOW cyOCTaHuuKM, NPOM3BEAEHHOW ANs peanu3auuy, B obpalleHun B
Poccuiickon ®enepauun B TedeHne Tpex 1 6onee ner.
(4acTb 13 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny c 1 uions 2015 roga. - PeaepanbHbii 3aKoH oT 22.12.2014 N 429-®3.

Cratbsa 36. O6xanoBaHue pelueHMA 06 OTKase B BblAa4ye pa3pelleHus Ha NpoBeAeHue KITMHUYeCKoro
uccrnenoBaHUA JeKapCTBEHHOro npenapaTa, peweHuMss o6 oTkaze B rocyfapCTBEHHOM perncrpauuu
fleKapCTBEHHOro npenapara, 3akKf4YeHUss KOMWUCCUM IKCNEPTOB ISKCMEPTHOro YUpeXaeHUs Wnu
3aKno4YeHus coBeTa No 3Tuke

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

PelueHVe COOTBETCTBYIOLLErO YNOMHOMOYEHHOTO dhefieparnibHOro opraHa UCNosIHUTENbBHOM BacTi 06 oTkase
B Bblgaye paspelleHVss Ha MpoBefeHMe KMMHUYECKOro MccrnefoBaHWs NeKapCTBEHHOro npenapata, pelleHue
ykazaHHOro eaepansHOro opraHa WCMONMHWUTENbHOW BnacTv 06 OTkaze B FOCYAapCTBEHHOW perucTpauuu
neKkapcTBEHHOro npenapaTa, 3akr4YeHue KOMMCCUM SKCMEPTOB 3IKCMEPTHOTO YUPEXOEHUs UMM 3akroyveHue
coBeTa Mo 3TMKe MOXeT ObiTb 06anoBaHO B Mopsiake, YCTAHOBIIEHHOM 3akoHoaaTenbCTBOM Poccuiickoi
depepaumn.  3aknOYEHME  KOMUCCUMM  IKCTIEPTOB  SKCMEPTHOrO  YYpeXAeHWs O  B3auMO3aMeHsieMOCTU
NeKapcTBEHHbIX MpenapaToB AN MeAMLMUHCKOro MpYMeHeHUs NGO O TOM, YTO JfieKapCTBEHHbIN npenapat ans
MEZMLMHCKOrO MpUMEHeHWs He SIBNSEeTCs B3ayMO3aMeHsIeMbIM, MOXeT ObiTb 00)karoBaHO gepXaTenem Wnu
BragenbLeM perncTpauMoHHOro YAOCTOBEPEHMsI NIeKapCTBEHHOMO Mpenaparta B YNOMHOMOYEHHbI dheaepanbHbii
opraH UCMONHUTENbHOW BracTW, KOTOPbIV MPUBIIEKAET K PAaCCMOTPEHMWIO YKa3aHHOM kanobbl noaBeAoMCTBEHHbIE
eMy HayyHble opraHv3auuvM K obpasoBaTesfibHble OpraHusauuy Bbiclero ob6pasoBaHusi, OCYLLECTBRSOWME
AeATenbHOCTL B chepe o6palleHus NeKapCTBEHHbIX CPeACTB. 3akmoyYeHWe KOMUCCUM SKCTMEepTOB SKCMEPTHOro
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

yypexaeHusi, oopmIieHHOe MO MToram nepecMoTpa O0GXanoBaHHOIO 3aKMYeHUst JKcnepTa, MOXeT ObiTb
OCMOPEHO AepXaTeneM Unu BragenbLeM PerycTpaumoHHOro Y4OCTOBEPEHMS feKapCTBEHHOro npenaparta nunbo
YMONTHOMOYEHHBIM UMW NULIOM B MOPSiAKE, YCTAHOBMEHHOM 3akoHoAaTenscTBom Poccuickon depepaunn. MNpu
006kanoBaHWM peLLeHns YNOSIHOMOYEHHOro (oefdepanbHOro opraHa WCMOMHUTENbHON BRNAacT, 3akioYeHus
3KCMepTa MMM KOMUCCUWN SKCMEPTOB SKCMEPTHOIO YUYpeXAeHWsl, 3akioYeHUs COBETa MO 3TMKE AepXkaTernb Unu
Brnageney perucTpaumoHHOro YAOCTOBEPEHUS JEKAPCTBEHHOrO Mpenapata fMbo YNONHOMOYEHHOE MMM NULLO
BnpaBe MNpeAcTaBUTb pe3ynbTaTbl 9KCMEPTU3bl NEKAapCTBEHHOro MpenapaTta, NPOTOKOMbl  MOMYYEHHbIX
aKKpPEeAUTOBaHHBLIMW MCTbITaTENBHBIMU NabopaTopusiMu (LLeHTpPaMm) pesyrbTaToB UCCIef0BaHWI, UCTbITAHWA.

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaums, cBsA3aHHash C OCYLIECTBJIEHUEM TFOCYAApPCTBEHHOM perncrpauumn
NeKapCcTBEeHHbIX NpenapaTtoB, WMHOpMaUusa O 3aperucTpMpoBaHHbIX JieKAPCTBEHHbIX Mpenapartax W
JIeKapCTBEeHHbLIX npenapartax, MCKNK4YeHHbIX U3 rocyaapCTBeHHOro peecTtpa JieKapCTBeHHbIX CpeacTB

1. CoOTBETCTBYIOLUIN YMNOMHOMOYEHHbIA doefeparbHbii OpraH WCMOMHUTENbHOW BRAcTU pasmellaeT Ha
cBoeM oduLinansHOM canTte B ceTn "UHTepHeT" uHopmaLmio, CBA3aHHY C OCYLLEeCTBIIEHNEM rocyaapCTBEHHON
perncTpaumm nekapCTBEHHbIX MpenapaToB, B TOM 4MCle MNpPoBeAeHMEM 3KCMepPTU3bl NeKapCTBEHHbLIX CPEeACTB
(Bkntovasi pesynbTaThl ee NpoBedeHus1), MHPOPMAaLMIO O 3aperMcTpMpOBaHHLIX JNIEKAPCTBEHHbLIX MpenapaTtax u
neKapCTBEHHbIX MpenapaTtax, UCKIMIOYEHHbIX U3 roCy4apCTBEHHOIO peecTpa JIeKapCTBEHHbBIX CPEeACTB, He No3aHee
YeM 4epes MATb paboymx OHEN CO OHSA NOJyYEHUS YNOSIHOMOYEHHbIM beaepanbHbIM OpraHOM WUCMONHUTENBbHOW
BMacTu COOTBETCTBYHOLLEN MHbOpMaLNN.

(B peq. PepepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 02.08.2019 N 297-03)

2. Cpoku 1 nopsagok pasmeLleHms yKkasaHHOM B YacTu 1 HacTosLwen ctatbi MHopMaummn ycTaHaBmMBatoTCA
YNOMHOMOYEHHbIM dhefepanbHbIM  OpraHoM  UCMNONHMTENbHOW Bractu. WHdopmaumsa, ykasaHHag B 4vactm 1
HacTosLLEen cTaTbM, SIBMSIETCA OTKPbITOM M OBLIEeOCTYNMHON U NpeaocTaBnsieTcs 3avHTepecoBaHHbLIM NuuaM B
COOTBETCTBUM C 3aKoHoAaTensCcTBOM Poccunckon denepauun.

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

Mnaea 7. KNTMHWYECKUE UCCNEOOBAHUA NNEKAPCTBEHHbIX
NPENAPATOB AnA MEOULMHCKOIO NPUMEHEHUA, OrOBOP
OB X NPOBEAEHWU, MPABA NMALUMEHTOB, YYHACTBYIOLLUX
B 3TUX UCCINEAOBAHUAX

Cratba 38. KnuHuM4Yeckne wuccrnefoBaHUsi JeKapCTBEHHbIX MpenapaTtoB AN  MeAULMHCKOro
npUMeHeHus

1. KnuHunyeckme nccnenoBaHus nekapcTBEHHbIX NpenapaToB ANs MEAWLMHCKOrO NMPUMEHEHUs, B TOM Yucrne
MeXAyHapOoa4Hble MHOMOLEHTPOBbIE, MHOMOLEHTPOBbIE, MNOCTPErMCTPaLMOHHbIE, MPOBOAATCA B OOHOW UMK
HECKONbKMUX MEAMLIMHCKUX OpraHm3auusx B COOTBETCTBMU C MNpaBunaMy Hagnexaiwlen KNMHUYECKOW NpPakTUKM,
YTBEPXOEHHBIMU  YNONIHOMOYEHHbIM  dbeaepanbHbiM  OPraHOM  UCMOSNIHUTENBHOW BNacTW, COOTBETCTBEHHO B
cneyrowmx Lensx:

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

1) ycTtaHoBreHne 6e30MacHOCTM JNEKAapPCTBEHHbIX NpenapaTtoB And 340pPOBbiX [400poBONbUEB U (Mnn)
NepeHocMMOCTM KX 300POBbIMU  LOOPOBONbLAMM, 32 WCKMAOYEHMEM TaKMX WCCNeAoBaHUA JeKapCTBEHHbIX
npenapaToB, NPoOn3BeAEHHbIX 3a npeaenamu Poccuiickon ®epepauuu;

2) no,u,60p onTUMalbHbIX OO3MPOBOK INEKapCTBEHHOro npenaparta un KypcCa neyvyeHua Onda nauuneHToB C
onpeaeneHHbiM 3aboneBaHnemM, onTuMmarbHbIX 003 n cxemMm BaKkuunHaunm MMMyHO6I/IOﬂOFW—IeCKVIMVI
NeKapCcTBeHHbIMU npenapaTtamMmn 340P0BbIX ﬂ,O6pOBOJ’IbLI,eB;

3) yctaHoBneHne 6e30nacHOCTM NeKapCTBEHHOro npenaparta U ero addekTMBHOCTM ANA NauueHToB C
onpegeneHHbiM 3abonesBaHveM, npodunakTuyeckon 3PPEKTUBHOCTY MMMYHOBMOMOrMYECKUX feKapCTBEHHbIX
npenapaToB A5 340p0BblX 4OOPOBONbLEB;

4) n3yvyeHne BO3MOXHOCTU pacLlnpeHuns nokasaHun Onst MeauuUUHCKOro NPUMEHEHNA U BbIABIEHUNA paHee
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HEen3BEeCTHbIX NOOOYHbIX OENCTBUN 3aperncTpnpoBaHHbIX NeKapCTBEeHHbIX npenapaToB.

2. B oTHOWeEHNM BoOCMNpoM3BEOEHHbIX J1EKapCTBEHHbIX MpenapaToB Ans MEeAULMHCKOro MNpuMeHeHus!
NMPOBOAATCA MCCIeAOBaHUs OWMO3IKBMBANEHTHOCTU W (UnM) TeparneBTUYECKOM OKBMBANEHTHOCTU B rMopsiake,
YCTaHOBJIEHHOM YMOSTHOMOYEHHBIM (hefeparibHbIM OPraHoOM MCMOSTHUTESBHOW BracTu.

3. OpraHmsau,mo nposeneHunsa KnnHN4eCcknx nccnegoBaHun leKapCTBeHHOro npenapara anda meaunumHCKoro
npuMeHeHuda Bnpase OCYyLUeCTBIATb!:

1) pa3paboTynK fleKkapCTBEHHOro npenapaTa UM ynoriHOMOYeHHOe UM NNLO;

2) obpasoBaTenbHble OpraHM3aumMuM  Bbicllero  obpas3oBaHus,  opraHu3auum  OOMONHUTENbHOro
npocheccnoHanbHoro o6pasoBaHuns;
(n. 2 B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

3) Hay4YHO-uUccnenoBsaTtesibCkne opraHn3auunn.

4. KnnHndeckne mccrnegoBaHus fekapCTBEHHOrO npenaparta ans MeguuuHCKOro NpUMeEHEHWs NMpoBOAATCH
Ha OCHOBaHWM paspelleHnss Ha npoBedeHMEe KIMHWYECKOro WCCNeaoBaHns NeKkapCTBEHHOro npenapara,
BblJAHHOMO  YMOMHOMOY€EHHbIM  dbegepanbHblM — OpraHoOM — UCMOMHWUTENbHOW  BNacTu.  YMNOMHOMOYEHHbIN
dedepanbHbIi  OpraH WCMONHUTENbHOW BNacTM BedeT peecTp BblAaHHbIX pPaspelleHuin Ha npoBeAeHue
KNMHUYECKUX UCCMedoBaHWU NeKkapCTBEHHOro npenaparta, CoaepXalluuMi ykasaHwe Ha ux uenb unu uenu, B
YCTaHOBIIEHHOM 3TMM OPraHoM nopsiake.
(B peq. ®enepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 uionsa 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6. K opraHn3auunm nposeaeHmna KInMHNYeCcKnx nccnegoBaHuin leKkapCTBeHHOro npenapara anda MmeamumuHCKoro
npuMeHeHusa paBpa6OT‘-II/IKOM NekapCTBeHHOro npenapara MOryT npmenekaTtbCa Hpuandeckme nuua nobon
OpFaHI/I3aLI,VIOHHO-I'IpaBOBOIZ (bOprI npu ycnosun obecrneyeHnss COOTBETCTBUS 3TUX UCCneaoBaHUN Tpe6OBaHI/IF|M
HacTtodLllero CDe/J,epaanoro 3aKOHa.

KoHcynbTaHTlntoc: npumedaHue.

B HacToslLLee BpemMs AENCTBYHOLWUM 3aKOHOAATENbCTBOM HE YCTAHOBIEH MOPSOOK akkpeauTauum MeauLMHCKUX
OpraHmsauMi Ha npaBO MPOBEAEHUs] KIMHUYECKUX WCCMedOBaHUM JeKapCTBEHHbLIX MpenapaToB Ans
MeanumnHckoro npumeHeHus. o 01.01.2021 gencteoBano lNoctaHosneHue MNpasutensctea PO ot 03.09.2010
N 683.

7. KnuHnyeckne nccnegoBaHus NekapcTBEHHbIX NpenapaToB 4518 MeQULMHCKOTO MPUMEHEHUS NPOBOAATCH B
MeOULMHCKUX OpraHusaumsx, akkpeguToBaHHbIX YMNOMHOMOYEHHbIM dedeparibHblM OpPraHoOM MCMONHUTENbHON
BNacTu B nopsake, ycTaHoBrneHHoM [NpaButensctBom Poccuiickon deagepaumm.

8. [lepeyeHb MeaMLMHCKMX OpraHuM3auun, MMeIoLLMX npaBO MNpPOBOAUTL KMNWHUYECKME uccneaoBaHus
neKapCTBEHHbIX MpenapaToB AN MEAMLUHCKOrO NPUMEHEHUS, U PEECTP BblAaHHbIX pa3peLleHnin Ha NpoBeAeHNe
KIMHUYECKUX UCCMNEL0BAHMWIN NEKAapCTBEHHbIX MpenapaToB OnyobIMKOBLIBAOTCA U pa3MeLLatoTCst YMOSTHOMOYEHHbLIM
deneparnbHbIM OpraHoM UCMOSTHUTENBHOM BNAcTy B YCTAHOBNIEHHOM UM NOPSiAKE HA CBOEM oduumnansHOM canTe B
cetn "HTepHeT".

Crtatbsa 39. PeweHune o npoBeaeHUM KIIMHUYECKOro UccneaoBaHUA JleKapCTBEHHOro npenaparta gnA
MeAULIMHCKOrOo NPUMEHEeHUA
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-3)

1. KnnHuyeckoe uccriegoBaHue rekapCTBEHHOrO npenaparta Anst MeguuMHCKOro NpUMEHEHUsT MPOBOOUTCS
Ha OCHOBaHWM paspelleHnss Ha npPOBeAEHMEe KIMHUYECKOro WCCeAoBaHNs NEeKapCTBEHHOro npenapara,
BblJAHHOMO YMONTHOMOYEHHbIM (heeparnbHblM OPraHOM WCMOSHUTENBHOW BNacTv Mo pesyrbTaTtamM 3KCnepTusbl
OOKYMEHTOB, HeOOXOAMMbIX AN MOMyYeHWst paspelleHust Ha npoBedeHVe KIMHUYECKOTo MCCrenoBaHus
nekapcTBEHHOro npenapaTta U 3TUYECKOM SKCNEePTU3bI.
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2. Ans nony4vyeHna paspeleHna Ha nposeaeHmne KInnmHU4eCcKoro nuccrnenoBaHna nekapCcTtBeHHOro npenaparta
ana  MeauuunHCKOro rnpuMeHeHua 3adaButerlb npeactaBndAeTr B yI'IOJ'IHOMO‘-IeHHbIIZ cbep,epaanblﬁ opraH
WCMONHUTENbHOW BNAacTuU:

1) 3asiBNieHVe O Bblgaye paspelleHUs Ha MPOBEAEHME KIMHUYECKOrO WCCIeqoBaHUsl JEeKapCTBEHHOro
npenapara Aansi MeavLUMHCKOro NPUMEHEHWS;

2) KonNuM OOKYMEHTOB, NoATBepXgaloLwux ynnaty rocygapCTBEHHOW MOLWUNUHBI 3a MPOBeAeHNe 3TUYECKON
3KCNepTn3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHLIN Npenapar Ansg nonyyYyeHus paspelleHus Ha npoBeaeHne
KINMHWYECKOro McCrnegoBaHWsA JekapCTBEHHOro npenapata Ang  MeguUMHCKOrO MpUMEHEHMs, 3a Bblgadvy
paspelleHns Ha npoBeAeHVe KIMHWYECKOro MWCCrefoBaHUs NeKapCTBEHHOro npenapata afns MeOuUMHCKOro
NPUMEHEHWs1, 3a NpoBeAeHNe IKCNepTU3bl AOKYMEHTOB Ha NIEeKapCTBEHHbIN NpenapaTt Ans nosyyYeHns paspeLleHns
Ha npoBedeHVe MeXOyHapoAHOro MHOrOLEHTPOBOrO KIMHWYECKOro MCCreAoBaHUs flekapCTBEHHOro npenapata
ANS MEeAMUMHCKOro MpUMEHeHUs, 3a Bblgayy paspelleHus Ha NpoBeAeHVe MeXAyHapOOHOro MHOrOLEHTPOBOro
KIMMHMYECKOro WMCCeAoBaHNA NeKapCTBEHHOro npenapata Ans MedvUMHCKOrO MPUMEHEHWs, 3a npoBeaeHue
STUYECKOWN 3KCMepTU3bl, 3KCMEepTU3bl AOKYMEHTOB Ha NEeKapCTBEHHLIA npenapaT AN NonyyYyeHus paspelueHns Ha
nposedeHne  MOCTPErncTpaLMoOHHOrO  KNMHUYECKOrO  WUCCMEeAoBaHWsA  NEKapCTBEHHOro  npenaparta  Ans
MEONLMHCKOrO MPUMEHEHUs, 3a Bbidady paspelleHuss Ha npoBefeHue MNOCTPErucTpaumMoHHOIO KIMHUYECKOro
nccrnegoBaHuns nekapCcTBEHHOrO npenapara Ans MeauUMHCKOro NPUMEHEHNS;

(B pea. PenepanbHoro 3akoHa oT 27.12.2019 N 478-$3)

3) NPOTOKON KITMHWYECKOTO UCCIEAOBaHMSA NIEKapCTBEHHOIO nNpenapaTa Anst MEAMLUHCKOrO NMPUMEHEHUS;
4) 6poLutopy uccnenoBartens;
5) MHPOPMALMOHHBIN NUCTOK NALMUEHTA;

6) cBedeHuss o6 onbiTe pa60TbI nccnegosarenen no COOTBETCTBYHOLLUMM cneunanbHOCTAM U UX OnbiTe
pa6OTbI no npoBegeHuto KIMHNYEeCKNX nceneaoBaHum;

7) cBegeHWss O MeOUUMHCKUX OpraHusaumsix, B KOTOPbIX npearnonaraetcs npoBefeHUe KIIMHUYECKOro
uccneaoBaHUsA  fEeKapcTBEHHOro npenapata Ansg  MeAUMUMHCKOro MpuMeHeHusa (MOMHOe U COKpalleHHoe
HanMMeHOBaHUA, OpraHn3aLUnoHHO-NpaBoBasi opMa, MeECTO HaXOXAEHUS U MECTO OCYLLIECTBNEHUS AeATENbHOCTH,
TenedoH, Tenedakc, agpec ANEeKTPOHHON NOYThI KXA0M MeQULMHCKOW OpraHu3auum);

8) cBedeHnAa O npepgnojiaraemMmblX CpoKax nnpoBeaeHud KrMHUYeCcKoro wuccriegoBaHnda JeKapCTBEHHOro
npenapara ana MmeanumHCKoro npuMeHeHu4;

9) konuMio JoroBopa 06sA3aTENbLHOrO CTpaxoBaHWs, 3aKMOYeHHOro B COOTBETCTBUM C TUMOBLIMW NpaBUnamm
06a3aTenbHOro CTpaxoBaHus, C yKasaHueMm npenenbHoW YMCNIEHHOCTM NauMeHToB, YyY4acTBYIOLMX B KIMHUYECKOM
nccneaoBaHMmM NekapcTBEHHOro npenapaTa Ans MeAnUMHCKOro NpYMeHeHUs;

10) MHGOpMaLMIO O CoCTaBe fleKapCTBEHHOro npenapaTa Ans MEAULMHCKOTO NPUMEHEHUS;

11) [AOKYMEHT, COCTaBfieHHbI npou3BoAUTENEM FEeKapCTBEHHOro npenapata Ans  MeguLUHCKOro
NPUMEHEHUS 1N coaepXKaLlMii NokasaTenu (XapakTepucTuKkL), a Takke CBEAEHUs O NieKapCTBEHHOM npenapare Ans
MeOULMHCKOrO NPUMEHEHNs, NPOM3BeAeHHOM ANs NPOBeAEHUS KITMHUYECKUX UCCeaoBaHun;

12) cBegeHWsa O pfate nNpefdoCTaBleHUs WM PErucTpauMoHHOM HOMEpe fMUEH3UM Ha MNpOu3BOACTBO
neKapCTBEHHbIX CPeACTB B Cfyyae, ecnv MpOW3BOACTBO JleKapCTBEHHOro MpenapaTa OCyLecTBnsaeTcs B
Poccuickon depepauun, unn ceegeHns o gate nNpedoCcTaBfeHus U PerucTpauMoHHOM HOMEpe 3aKM4eHus O
COOTBETCTBMM  MPOV3BOAUTENS  NEKapCTBEHHOro  npenapata  TpeboBaHwAM  npaBun  Hagnexailen
NPON3BOACTBEHHOW MPAKTVKKW, MPEAOCTaBNEHHOrO  YNOMHOMOYEHHbIM OpPraHoOM  CTpaHbl  MPOU3BOAUTENS
neKkapcTBeHHOro npenaparTa.

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

21. B Cnyyae HenpencrtaereHna C 3adBrieHMemM O Bblaade paspelleHna Ha npoBeneHume KIMHU4eCcKoro
nccnenoBaHnA  nekapCTtBeHHOro npenaparta  Aand  MeauuuMHCKOro  npuMeHeHuna OOKYMEHTOB (CBeD,eHMIZ),
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noaTBepXaaloLWwmnX ynnaTy rocyaapCTBEHHOW MOLUMUHBI U YKa3aHHbIX B MyHKTE 2 4acTu 2 HacTosLWen ctatbM, a
TakKxe BbldaBaeMblx (NpeaocTaBngemMblX) YNONHOMOYEHHbIMU dheaepanbHbiMU OpraHamMmu UCMOMHUTENbHOM BNacTu
OOKYMEHTOB (CBeJeHW), ykasaHHbIX B MyHKTe 12 4yacTn 2 HacTosiwen cTtaTbW, YNONMHOMOYEHHbIN dheaepanbHbIi
opraH UCNOMNHUTENBHON BNAacTX 3anpaluvBaeT yka3aHHble JOKYMEHThI (CBeAeHUs) B MOPSiAKE MEXBEAOMCTBEHHOMO
WMHOPMALIMOHHOTO B3aUMOAENCTBUS.

(yactb 2.1 BBegeHa depepanbHbiM 3aKoHOM OT 27.12.2019 N 478-93)

3. B cpok, He npesblwaowmn natn pabounx OHerW CO OHSA MPUHATUSA yKasaHHOro B nyHkTe 1 4vactu 2
HacTosILLlEN CTaTbM 3asiBrieHWss W HeobxoAuWMbIX [OOKYMEHTOB, YMNOMHOMOYEHHbIV dedeparnbHbIii  opraH
UCMNOMHUTENBbHOW BNacTu:

1) npoBoOUT NPOBEPKY MNOJIHOTbl U OOCTOBEPHOCTU cBeaeHun, coaepxawunxca B npeacTtaBliE€HHbIX
3adaBuTesnieM JOKYMeEeHTax;

2) npvHUMaeT pelleHne O MNPOBEAEHWMU IKCMEPTM3bl [AOKYMEHTOB [Afsi MOMyYeHUs paspelleHus Ha
npoBedeHne KIMHUYECKOTO WUCCIEeAOBaHUsi NEKApCTBEHHOro npenapaTta Ans MeauUMHCKOrO MNPUMEHEHUs U
3TUYECKOW 3KCNEPTU3bl UNn 06 OTKase B MPOBEAEHUN YKa3aHHbIX SKCNepTUS;

3) yBe4OMIAET B SﬂeKTpOHHOVI cbopme nnn Ha 6YMa)KHOM HOocuTtene 3adaBuTerid O NPUHATOM pelleHun nnbo
B Cly4ae NpuHATUA pelleHnd 006 oTKase Takxke C YKasaHneM NnpuyYnH Takoro OTkasa;

4) noAroTaBnMBaeT M HanpaBnseT B 3KCMEPTHOE y4ypexaeHue U COBET Mo 3TWKe 3afaHue Ha npoBejaeHue
COOTBETCTBYIOLLMX IKCMEPTU3.

4. B cnyyae BbISIBNEHUS HEMOMHOTbI U (MNW) HEOOCTOBEPHOCTM WHpopMauun, coaepxallencs B
NPELCTABMEHHbIX 3asBMTENEM LOKYMEHTaX, YMOSIHOMOYEHHbIN chefepanbHbii OpraH MCNOMHUTENbHOW BNacTu
HarnpaBenseT 3asBUTENIO 3anpoc 00 YyTOYHEHUUN yKasaHHOW MHAOpMaumuK. [aHHbIN 3anpoc MoXeT ObiTb nepenaH
YNOMHOMOYEHHOMY NPEACTaBUTENIO 3asBUTENSA NMYHO MOA PachMCKy, HanpaefieH No Nno4vTe 3akasHbIM MMCbMOM
WUNn nepenaH B 3MEKTPOHHOM hopMe MO TefIeKOMMYHUKAUMOHHBIM KaHanam cBssu. B cnyyae HanpaBnenusi
OAHHOro 3anpoca Mo noyTe 3akasHbiM MUCbMOM OH CUYMTAETCsl MOSlyYEHHbIM MO UCTEYEHMMU LLIECTU OHEN C AaThbl
HanpaBlieHUs 3aka3Horo nucbMa. 3asBuTenb 00s3aH nNpeacTtaBUTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOrO
denepanbHOro opraHa MCNOMHUTENBHOW BlACTM B CPOK, HE NMPEBbLILAKLWNIA AEBAHOCTa pabounx gHEN CO OHS ero
nonyyeHnsi. CpokK, YKasaHHbIA B 4acTu 3 HacTodwen cTaTbM, MPUOCTaHaBNUBAETCS CO [OHA Hanpa.feHus
3a8BMTENO 3anpoca YMNONHOMOYEHHOro dyeaepanbHOro opraHa UCNOMHUTENBHOW BNAcTU A0 OHSA MOMyYeHUs UM
COOTBETCTBYIOLLIErO OTBETA U HE YYUTBIBAETCSA NPU UCHUCTIEHNN CPOKa MPUHATUS YNONHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOMHUTENbHOW BNAcTW peLLeHns O NPOBEAEHNN 3KCNEPTU3bl AOKYMEHTOB ANsi NOMNy4YeHUs paspeLLeHuns
Ha NpoBeAeHMe KITMHUYECKOro nccnegoBaHns NekapCTBEHHOro npenapara ans MeanLMHCKOro NpuMeHeHus.

5. OcHoBaHveM Ans oTkasa B MPOBEAEHUM IKCNEpPTU3bl AOKYMEHTOB AN MONyYeHWUs paspelleHus Ha
npoBedeHne KNMHUYECKOrO WUCCNedoBaHUs NeKapCTBEHHOro npenapata ans MeauuMHCKOTO MNPUMEHEHUs Wt
STUYECKOWN IKCNEPTU3bl ABMAETCA NpeAcTaBneHne JOKYMEHTOB, MPedyCMOTPEHHbIX YacTblo 2 HacTosLWen cTaTbu, B
HenornHoMm obbeme, HenpeacTaBrneHWe 3asBMTENeM B YCTAHOBIEHHbIM CPOK OTBETA Ha yKa3aHHbIM B 4actn 4
HacCTOsILLLEN CTaTbM 3anpoc YNONMHOMOYEHHOro hegepanbHOro opraHa UCMONHUTENLHON BriacTy nMMbo oTCcyTCTBME B
NPeACTaBfeHHbIX OOKYMEHTax WcYepnbiBalowWero nepevHs HeobxogMmon wHdopmaumm wunv  MHpopmaumm,
KoTopas AOKHa ObITb OTpaxeHa B HWX, a Takke OTCYTCTBME WHdOopMauuu, noaTeepxaalwen akT ynnaTbl
rocyfapCTBEHHON MOLLMMHbLI 3a NPOBEAEHUE 3TUYECKOW IKCNEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIV
npenapat Ans NonyYeHns paspeLlleHns Ha NpoBeAeHne KNMHUYECKOro nccrnegoBaHns fiekapcTBEHHOro npenapara
ANs MeaMUMHCKOro MNpUMEHEeHMs, 3a Bblgadvy paspelleHuss Ha npoBefdeHUe KIMHUYECKOro UCCrnefoBaHus
nekapCcTBEHHOro npenapaTta Ans MeAUUMHCKOTrO MPUMEHEHUs, 3a MNpoBedEeHUEe OSKCNepTu3bl OOKYMEHTOB Ha
NeKapCTBEHHbIN MnpenapaTt Ans MOoNyvyeHWs paspelleHus Ha MpoBedeHNe MeXOyHapOOHOro MHOrOLEHTPOBOro
KIMMHWYECKOro MccrneaoBaHMsA JekapCTBEHHOro npenapata And  MeauUMHCKOrO MpUMEHEHMs, 3a Bblgadvy
paspelleHns Ha NpoBefeHVe MeXayHapOAHOro MHOrOLEHTPOBOrO KIMHUYECKOro MCCreaoBaHus fiekapCTBEHHOTO
npenapara Ans MeauuUHCKOro NpUMEHeHUs, 3a NPOBEeAeHNe 3TUYECKON SKCNepTU3bl, IKCNepTU3bl JOKYMEHTOB Ha
neKkapCcTBEHHbIN npenapaTt AN MOoNyYeHWs paspelleHns Ha npoBedeHWe NOCTPErncTPaLUoOHHOIrO KIMHUYECKOro
UCCnefoBaHNs NeKapcTBEHHOro npenapata Ans MeOWUMHCKOrO MPUMEHEHWs, 3a Bblaayy paspelleHus Ha
nposedeHne  MOCTPErncTpaLMoOHHOrO  KNMHUYECKOrO  WUCCMeAoBaHWsA  NEKapCTBEHHOro  npenapata  Ans
MEeANLMHCKOrO MPUMEHEHUS.
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6. lNMpoBeneHne akcnepTUsbl OOKYMEHTOB ANSA MOMyvYeHUs paspelleHnss Ha npoBedeHUEe KITMHUYECKOro
uUccneaoBaHUsA nekapCTBEHHOro mnpenapaTta  Ans MeAWUMHCKOro MNPUMEHEHUS U 3TUYEeCKOW 3SKCnepTusbl,
COCTaBIieHMEe KOMMUCCUEN IKCNepTOB M COBETOM MO 3TUKE 3aKMOYEHWA O BO3MOXHOCTU WUMU HEBO3MOXHOCTU
NPOBEAEHUSA TaKOro KIIMHWYECKONO WCCNeOOBaHUS M HanpaBlieHWe 3TWMX 3aKMYeHU B YNONTHOMOYEHHbIN
deneparnbHbIi OpraH UCNOMHUTENBHOW BNACTU OCYLLECTBAAOTCA B CPOK, HE MPEBbILWAKWMIA Tpuguatm pabdoumx
OHEN CO [OHA MOMyYeHWst 3KCMEPTHbIM YYpPEeXOEHWEM 3aJaHus  YMONIHOMOYEHHOro dedepanbHOro opraHa
WCMONHNTENBHON BlaCTU C NPUIOXEHNEM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTodLen
cTaTbW, U COBETOM MO 3TMKE 3adaHus YMOSTHOMOYEHHOro defdepanbHOro opraHa MCMOMHWUTENbHOW BAAactu C
NPUIOXeHNeM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yacTu 2 HacTosLen cTaTbu.

7. B cpok, He npeBbiWwaloWwni NS pabodnx gHeW co AHA NONyYEeHUs 3aKkNioYeHWin, yKa3aHHbIX B YacTu 6
HaCTOsILLLEN CTaTbW, YNOSHOMOYEHHbIN dhefepanbHbIi OpraH UCMONHUTENLHOW BNacTu:

1) OCyLleCTBJIAE€T OUEHKY NOCTYynuUBLUMNX 3aKnYeHnn ans onpegeneHna nx cooTBeTCTBUA 3adaHUAM Ha
nposegeHne CoOoTBETCTBYHOLLNX SKCNEePTU3;

2) npuHMMaeT peweHnme O Bblaadve paspelleHna Ha npoBedeHune KIMHUYeCKoro wuccrnenoBaHuA
NeKkapCTBeHHOro npenaparta ona MeauumHCKOro npuMeHeHna nnn 00 oTkase B Bblgaye YKa3aHHOro paspeLlueHuns;

3) BblJAET pa3pelieHne Ha nposeneHmne KIMMHU4YeCKoro uccriegoBaHuA JnekapCTtBeHHOro npenaparta Aand
MEeONULUMNHCKOro npuMeHeHua unn pewueHune 00 oTkase B Bblgaye YKa3aHHOro paspelweHuna ¢ ykadaHunem MnpudnH
OTKasa.

8. OcHoBaHMeM Aans oTkasa B Bblgade paspelwleHna Ha npoBedeHune KIMHU4YeCcKoro wuccriegoBaHua
NeKapCcTtBeHHOro npenaparta Aana MeauuuHCKOro npuMeHeHua ABndeTcd Hanunydme 3aknio4yeHnda KOMUCCUU
OKCMEePTOB WK 3aK4eHnAa coBeTa Mo 3TUKe O HEeBO3MOXHOCTWU npoBedeHUdA KIMMHUYeCKOro wuccrenoBaHusa
NekapCTtBeHHOro npenaparta And MeauunHCKOro npuMeHeHua no pe3ynbTataM npoBeOeHHbIX 3KCnepTus,
npeayCcMOTpEeHHbIX YaCTbio 6 HacTosLLEN CTaTbW.

9. PeweHune 06 oTkase B NpoBeAeHUN SKCNEPTU3bl JOKYMEHTOB ANs NOMyYeHUsi paspelleHnst Ha NpoBeaeHne
KNMHUYECKOrO WCCredoBaHMs IeKapCTBEHHOro npenapata Ans MeguUMHCKOrO MPUMEHEHUS U 3TUYECKON
3KCNepTM3bl U B Bblaye paspeLleHnsl Ha NpoBeAeHNe KIMHUYECKOro UCCrenoBaHUs NekapCTBEHHOMO npenapaTta
ana MeauumHCKOro npuMeHeHusa MOXeT OblTb OOXanoBaHO B nopagke, yctaHOBTIEHHOM 3akKOHOOaTesIbCTBOM
Poccuiickon ®epepauun.

Cratbsa 39.1. 3TM4yeckasa akcnepTusa
(BBeaeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1. 3OTnyeckas 3KCcneptnsa npoBognUTCA COBETOM NO 3TUKEe, CO30aHHbIM B nNopdake, YyCTaHOBJ1IEHHOM
YNOJTHOMOYEHHbIM cbep,epaanblm opraHom WCMNONTHUTENbHONM BNacTu, B LENsX BblAavyn 3aknioveHns o6 aTM4eckon
0BOCHOBAHHOCTM BO3MOXHOCTU npoeeaeHnAa KrIMHM4YeCKoro wuccriegoBaHna JekapCTtBeHHOro npenapara Aand
MeONLMHCKOro NpuMeHeHnA.

2. JkcnepTamu coBeTa MO 3TMKE MOryT ObiTb MpeacTaBuTENM MeOULMHCKUX OpraHu3auuii, Hay4HbIX
opraHusaumin, o6pasoBaTenbHbIX OpraHU3aUmMii BbiCLLEro obpa3oBaHusi, a Takke npeacTaBUTeNn o6LLECTBEHHbIX
opraHu3aLuin, PenurimosHbiX opraHusauuii U CpeacTB MaccoBoW MHGopMauuu. [JaHHble 3KCnepTbl He AOSKHbI
HaxoaMTbCsl B KakoW-nMbo 3aBUCMMOCTU OT pa3paboTUMKOB NeKapCTBEHHbIX NpenapaToB M APYrux nul,
3aMHTEPECOBaHHLIX B pesynbTaTax 3TUYECKON 3KCNepPTU3bI.

3. OnnaTta ycnyr 3KCrnepToB COBETa MO 3TUKE OCYLUECTBISETCA Ha OCHOBaHUM LOroBOpa, 3aKMHYEHHOro
MeXAy YMONHOMOYEHHbIM defepanbHbIM OpraHoM UCMOMHUTENbBHOW BiacTU, KOTOPbIM CO34aH COBET MO 3TUKE, U
9KCMepTOM coBeTa MO JTWKe, 3a c4eT Ol[KETHbIX acCUrHOBaHWN, MPEeAyCMOTPEHHBIX YMOMHOMOYEHHOMY
denepanbHOMy opraHy UCNOMHWUTENBHOW BMAcTW, KOTOPbIM CO3A4aH COBET MO 3Tuke, B heaepanbHOM OroaxeTe Ha
COOTBETCTBYHOLMIA rog Ha obecneyeHue ero OeATenbHOCTW, B pa3mepax, YCTaHOBMEHHbIX [MpaBUTENbCTBOM
Poccuiickon ®eaepaumn.

4. DKcnepThbl coBeTa MO 3TUKe HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMMU C 3akoHOAATenbCTBOM Poccumnckon
degepaumm.
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5. CoctaB coBeTa no 3Tuke, nornoxeHve o6 3TOM cOBeTe, nopAaAaoK ero AaeATesibHOCTH, Tpe6OBaHI/IF| K
KBaJ'II/Id)MKaLI,I/II/I n onbITy pa60TbI no 3KCI'IepTHOI7I OUueHKe Hay4HbIX, MeOUUMHCKMUX W ITUHECKMX aCNeKToB
KITMHWYECKMX UCCeaoBaHUi JIEKapCTBEHHbIX MpenapaTtoB ANlA MeOULMHCKOro npuMeHeHuda, npeabsaBiidemMble K
9KCMNnepTaM coBeTa Mo 3TUKe, NopAgoK opraHu3auunn un nposeneHudA 3TUYECKOM 9KCNepTn3hbl, cbopma 3aKno4yeHunsa
coBeTa Mo 3TUKe yCTaHaBIMBAKTCA YNOJIHOMOYEHHbIM cbe,qepaanblm opraHomMm NCNONHUTENBbHOM BnacTu. Yucno
HpeﬂCTaBMTeﬂeVI MeONLNHCKNX OpFaHVISGLlMVI HEe MOXeT npeBbillaTb MOJIOBUHY OT obwero 4ncna 9KCMNnepToB
coBeTa MNo 3TUKe.

6. IHcbopmMaLuma o cocTaBe CoBeTa MO 3TUKE, NraHax ero paboTbl U TeKyLLen OeaTeNnbHOCTU pas3MeLlaeTcs
Ha odhunumanbHOM canTe YNOoNMHOMOYEHHOro dheepansHOro opraHa UCNonHUTENbHOM BNacTu B cetn "UHTepHeT" B
YCTaHOBIIEHHOM UM MOpsiaKe.

Cratba 40. I'IpOBe,qu ne KrnHun4ecKoro wuccriegoBaHusa rneKapcTtBeHHOro npenapata Ansa
MeaAULUMNHCKOro npumMmeHeHuns

1. PykoBoguTenb MEAMLMHCKOA OpraHuM3auun, KoTopasi NpoBOAUT  KIMHUYECKOE UccregoBaHue
NEeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro MPUMEHEHUSl, HasHavaeT uccrnegoBaTernisi, OTBETCTBEHHOMO 3a
NpoBeAEHNE TaKoro MCCNeAoBaHUs U UMEILLEro neyvyebHy0 cneumanbHOCTb, COOTBETCTBYIOLLYK NMPOBOOUMOMY
KITMHUYECKOMY MCCNeaoBaHMIO JeKapCTBEHHOMO npenapaTta, CO CTaxeM paboTbl MO MporpammMam KIMHUYECKMX
WCCNeaoBaHUN JIEKapCTBEHHLIX MpenapaTtoB HE MEHee YeM Tpu roga M MO ero NpeasiokeHWo HasHadaeT
couccnegosaTenen N3 vyicna spaden 3aTom MeguLMHCKON opraHmMsannn.

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

2. WiccnepoBaTtenb ocyuwlecTBndaeT Bbl60p nauneHToB, KOTOpble N0 MEeOUUNHCKUM MOKa3aHUAM MOryTt ObITb
npueriedeHbl K Yy4aCTuiO B KIIMHUYECKOM UCCneaoBaHMM JneKapCTBEeHHOro npenaparta and MeguuuHCKOro
NPpUMEeHeEHUA.

3. VMiccnepoBaTenb M couccnegoBaTtenu AOMKHbI OblTb O3HAKOMMEHbI C pe3ynbTatamMn OOKIMHNYECKOro
nceneanoBaHnA nekapcCTtBeHHOro cpeactea, cogepxawnmMmmca B 6p0Lul0pe nccnenosartesnid, NPoekToM NpOoTOoKosa
KNMMHWYECKOro wuccnenoBaHuA InekapCTBeHHOro npenaparta Aana MeauuuHCKOro npuMeHeHud, pa3pa6OTaHHbIM
pa3pa60TLwn<0M NekapCTBeHHOro npenaparta UM MHbIM LOpUONYECKMM JTULIOM, NpUBIieKaeMbiM K oOpraHusauunun
npoBeaeHnAa KIMHNUYEeCKOro wuccriegoBaHnA InekapcTtBeHHOro npenapara gnd MeuulnHCKOro npuMeHeHuda, U
OpyrmnMn matepuanamum Takoro nccrnegoBaHus.

3.1. PykoBogutenb MeOUUMHCKOW OpraHv3aumMyM B CPOK, He MpeBbIWAlWMiA Tpex paboumx OHEen co AHS
Hayana nNpoBeAeHUsT KITMHUYECKOro UCCNeaoBaHMs NleKapCTBEHHOMO npenapaTa Ansi MeAULMHCKOro NpUMEeHEHUs,
coobuiaeT 06 3TOM B YMOSTHOMOYEHHbIN dhedeparnbHbIi OpraH UCMONTHUTENbHOW BRacTy, BblAaBLUNIA paspeLleHne
Ha NpoBeAEHNE TaKkoro NCCreaoBaHUs, Mo YCTAHOBIEHHON UM hopme.

(vactb 3.1 BBegeHa degepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHuzauun, OCYLLECTBRSAIOLWINE  OpraHvM3auuilo  MpoBeAEeHUst  KIMHUYECKOro  MUccrnefoBaHust
nekapCTBEHHOrO npenapaTta Ans MeAWLUMHCKOro NMPUMEHEHUS U yKasaHHble B 4YacTu 3 cTaTbu 38 HacToswero
dPepnepanbHOro 3akoHa, B criyyae HeOOXOAMMOCTM BHECEHUS UBMEHEHWIA B MPOTOKO KITMHUYECKOro UccrnefoBaHus
neKkapCTBEHHOrO npenapata And MeOUUMHCKOTO MNPUMEHeHUst coobwalT 06 3TOM B YNOMHOMOYEHHbIN
defepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW, BblAABLUMIA pa3pelleHne Ha NpOBEAEHME Takoro UccrnegoBaHus,
Nno yCTaHOBMNEHHOW UM chopme.

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma CoOOLLEHNS O BHECEHUM U3MEHEHUI B NPOTOKON KIIMHUYECKOro UCCneaoBaHWs nekapCTBEHHOMO
npenapata ans MeauMuUHCKOro NpuMeHeHns JormkHa cogepxaTb cneayowme cBeaeHuns:

1) HauMeHoBaHWe, NOEHTUMUKALIMOHHBIA HOMED ¥ AaTa NPOTOKoNa KIMHUYECKOro NCCNe0BaHus;
2) paTta BHECEHUS] UBMEHEHUI B MPOTOKOI KIMUHUYECKOTO NCCNeaoBaHus;
3) HaumeHoBaHVEe N MEeCTO HaxXOXAEHWS 3aABUTENS;

4) HauMeHOBaHWe opraHM3aUun, NMPUBIEYEHHOW pa3paboTYMKOM JIeKapCTBEHHOro npenapara K opraHusauum
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

npoBeageHna KnMHNM4YeCcKoro nccenegoBaHnAa (an HaJ'II/I‘-IMM);

5) HanMeHOBaHNA N MeCTa HaxoXaeHnAa MeauLNHCKUX OpraHl/I3aU,I/IIZ, B KOTOPbIX NMpoBOAUTCA KITMHUYECKOE
ncenenoBaHue;

6) gaTa Bblga4vn paspelleHna Ha nposeaeHmne KnmHn4eckoro nccnegoBaHma n Homep 3Toro paspeLlleHud;

7) N3MEHeHUs1, BHOCUMbIE B MPOTOKOS KIMHWYECKOro UCCreaoBaHms.
(4actb 4.1 BBegeHa depepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpokK, He npeBbIlaoLWmi TpMauaTi padbounx AHen Co AHA NOSTyYeHUs1 yKa3aHHOro B YacTu 4 HacTosLen
cTatbM COOOLLEHMS, YNONHOMOYEHHbIN hbeaeparnbHbIl OpraH WCMNONHUTENBHOM BNACTU paccMaTtpuBaeT 3TO
cooOLleHne B YCTAHOBMEHHOM MM Mopsigke WM NPUHMMAET pelleHne O BHECEHUW MW3MEHEHUN B MNPOTOKON
KITMHUYECKOro MCCneaoBaHns NeKapCTBEHHOro npenaparta ansd MeauUUHCKOro npuMeHeHus unmn ob oTkase BO
BHECEHWN TaKnX n3aMeHeHun. Npu paccMoTpeHnn coobLeHns o HEOOX0AMMOCTM BHECEHUSA U3MEHEHNI B NPOTOKOI
KITMHWYECKOro WCCNeaoBaHWsl NEKapCTBEHHOro npenaparta ans MeOUUUHCKOrO NPUMEHEHUS B LENAX OLEHKMU
00OCHOBAHHOCTM MpeanaraemMblX U3MEHEHUI W OonpedeneHus CTeneHn pucka Anst NauueHTOoB, NPUHMMALOLLMX
yyacTve B KIMHUYECKUX WCCMedoBaHMsX, YMONHOMOYEHHbIM chefepanbHbiM OPraHoOM MCMOMHUTENBHOW BRacTu
MOrYT NPUBMEKaTbCSA 3KCMEPThlI COBETA MO 3TUKE.

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

6. KnnHnyeckoe uccnegoBaHve rnekapcTBEHHOrO npenaparta gnis MeaUUMHCKOro NpMMeHeHUst MOXeT GbITb
NPUOCTaAHOBMNEHO WMW MpeKpaLwleHo, ecrnv B npouecce ero nposegeHus obHapyXeHa OnacHOCTb AN XWU3HWU,
340p0OBbA NaUNEHTOB. B Ccny4yae BO3HWMKHOBEHWUA OMacHOCTU OnA XWU3HW, 300pOBbA NauueHTa, ydYacTByloulero B
KIMHUYECKOM UCCNeaoBaHUU NEeKapCTBEHHOro npenapata Ans MeOuUMHCKOro MpUMEHEeHus, uccrnegosaTenmu
0065a3aHbl NponHpopMmnpoBaTs 06 3TOM pykoBOAUTENS MEOULMHCKON OpraHmM3aumuM U OpraHusaumio, NomyvmBLLYIO
paspeLueHne ynonHOMOYEeHHOro heiepanbHOr0O opraHa WUCNOMHUTENbBHOW BNACTU Ha OpraHu3aumio npoBefeHus
KIMHWYECKOrO MCCNeAoBaHMS fekapCTBEHHOro npenapata. PelieHne 0O NpUOCTAHOBNEHWMM  KIMHUYECKOrO
uccrnegoBaHUsl  NIEKapCTBEHHOMO npenapata  ANns  MeOWUMHCKOrO MNPUMEHEHWs NPUHMMAalOT  PYKOBOAUTEIb
MEeOULUMHCKON opraHu3aumm u (Unu) opraHusauumsi, NonyymBlLAs pas3peLleHne YNorHOMOYEHHOro deaepanbHOro
opraHa WCMOSIHUTENbHOM BACcTU Ha OpraHM3aumio NpPoBEeAEHMUsT KITMHMYECKOrO MCCredoBaHWs feKkapCTBEHHOMO
npenapata Ans MEOWLUMHCKOrO MPUMEHEHMS, peLleHne O MpeKpalleHnM Takoro WCCregoBaHus MnpuvHUMaeT
YNONTHOMOYEHHbIV dhefepanbHbIl OpraH WUCMOSNIHUTENBHOM BNacTM Ha OCHOBAHWMM COOOLLEHWSS B MUCbMEHHON
dopme  pykoBoAMTENS  MEAWUMHCKOW  OpraHvM3auum WnM  opraHuMsauusi, MonyuyMBlIas  paspelueHue
YMOMHOMOYEHHOro hefepanbHOro opraHa MCMNOMHUTENBHON BNACTM Ha OpraHn3auuio NpoBedeHus KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOro npenaparta ansg MeguuuHCKoOro MpUMeEHEHUS.

7. B CpPOK, He I'IpeBbILLIaIOLLl,I/IIZ nAaTn pa6oql/|x OHen co AaHs 3aBepLieHna, MNpuoCcTaHOBIEHUA WU
npeKkpaweHna KIMHU4YeCKoro wuccriegoBaHunAa JnekapCTBeHHOro npenapara Aanda MeguumHCKOro npuMeHeHud,
coobuieHne 06 3ToMm HanpaBndeTca oOpraHn3aundamMmun, YykKasaHHbIMU B 4acTu 3 cratbn 38 HacTosLEero
d)ep,epaanoro 3aKOHa, B YI'IOJ'IHOMO‘-IeHHbIIZ d)eﬂepaﬂbellZ opraH NCNOMHNTENBHOW BRacTu no yCTaHOBJ'IeHHOIZ nm

dopme.

8. dopma coobLleHnst 0 3aBepLUEHUN, NPUOCTAHOBIIEHUM UMK MPEKPALLEHNN KIMHUYECKOrO UccrnenoBaHus
nekapCTBEHHOro npenaparta Ans MeguUMHCKOro NPUMEHeHUst OSKHA coaepkaThb:

1) MHGOPMaUNIO O MEAMLMHCKOA OopraHuM3auMyM UnM MeOuUMHCKMX opraHu3auusix, NpoBOAMBLUMX AaHHOe
nccrnegoBaHue;

2) onvcaHne gaHHOro UCCcrneaoBaHus;

3) DhaHHble uccnepoBatens (pamunusl, UMsSA, OTYECTBO, MeCTO paboTbl, 3aHMMaemasi [LOJPKHOCTb,
crneumnanbHOCTb, CTaX paboTbl NO MporpaMmam KNMHUYECKUX WCCreaoBaHuii NekapCTBeHHbIX MNpenapaTtos,
nepeyeHb KIMHUYECKUX UCCREO0BaHUN NEKAPCTBEHHbIX MpenapaToB, B KOTOPbIX OH NMpUMHMMAan yyYactue (nepuonbl
y4yacTusi) B ka4ecTBe UCCreaoBaTens Unn comccrnenoBaTtens);

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-$3)

4) pesynbTaT [OaHHOrO MccrnefoBaHUA (3aBeplueHve, MNPUOCTAHOBMEHUE WKW MNpeKkpalleHWe AaHHOoro
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

UCCNefoBaHNs C yKasaHMeM WX MPUYUH W BMAMSHUS Ha OLEHKY ero pesynbTaToB, OOLLYl0 OUEHKY pucka u
oXuaaeMomn nonb3bl OT NPUMEHEHWUS WCCneayemMoro NekapcTBEHHOro npenaparta, a Takke npegnonaraemble
AanbHenwve AencTseuns).

8.1. lNpwn BbigBNeHUN beaeparnbHbIM OpPraHOM WUCMOMHUTESNTbHOW BRacTu, OCYLLUECTBASAKOLWMM OYHKUUN MO
KOHTPOSIIO N Hag30py B chepe 34paBOOXPaHEHUs, HapyLIeHA NpaBun Haanexawemn KnMHUYECKON NpakTUKK npu
NpOBEeAEHUN KIUHWYECKOro WCCnedoBaHWs JeKapCTBEHHOro npenapaTa, BAUSIOWWX Ha MOMHOTY W (unwn)
AOCTOBEPHOCTb AaHHOrO KIMHWYECKOro UCCNedoBaHus, yKasaHHbIN dheaepanbHbli OpraH MCMONHUTENbHOW BriacTu
npuvocTaHaBnNMBaeT NpoBefeHne AaHHOMO KNMHUYECKOrO UCCNefoBaHUs U BbIHOCUT MeAMLMHCKOW opraHu3auum, B
KOTOPOM MNpPOBOAUTCA [aHHOE KIMHUYEeCKoe uccrnedoBaHve, npegnucaHme o6 yCTpaHeHUM  BbISBIIEHHbIX
HapyweHui. [pu HeycTpaHeHUU MeOMLIMHCKON OpraHu3aumen BbISIBNEHHbIX HapyleHWA B YCTaHOBMEHHbIA B
npeanucaHun CpoK yKasaHHbIM  bepepanbHbIi OpraH WCMONHUTENbHOW BRACcTU NPUHUMAaET peLleHue o
npekpaweHun npoBedeHUs KINMHUYECKOro UCCMedoBaHWUs NeKapCTBEHHOro npenapata W HanpasnsieT B
denepanbHbIi OpraH WCMOJSIHATENBHON BNACTW, OCYLLECTBASKWNA (PYHKUMM MO BbIpaboOTke W peanu3auunm
rocygapCTBEHHON MONUTUKN M HOPMaTUBHO-NPABOBOMY PEryNMpoBaHMI0 B cchepe 30paBOOXPaAHEHUs], 3aKIoYeHne
O BbISIBMEHUN NpPU NPOBEOEHWM [AaHHOIO KIMHWYECKOrO WCCMEedOBaHUSA HapyLeHWn npaBun  Hagnexaien
KIMHUYECKOW MPaKTUKW ANs NPUHATUS pelleHns o0 OTMEHe paspeLleHust Ha OpraHM3aumio NMPoBEeAEHUs] AaHHOro
KIMHWYECKOrO UCCrefoBaHuss C Aatbl NMPUHATUS peLleHMs O MPUOCTaHOBMEHWMU MPOBEOEHUst KIMHUYECKOro
uccregoBaHusi MekapCcTBEHHOTO nNpenapara.

(vacTb 8.1 B peq. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnonHoMouYeHHbIN hepepanbHbIi OpraH UCMONHUTENBHON BRacTu OonybnukoBbiBaeT U pasmellaeT Ha
cBoeM oduumansHoMm cante B ceTh "MHTepHeT" coobLueHne 0 3aBepLUEHUN, MPUOCTAHOBIEHWUM UITK NPEKpaLLEeHNN
KIMHUYECKOro UCCreaoBaHnsi JeKapCTBEHHOro npenapata Ans MEeAUMUMHCKOrO MNPUMEHEHUst B CPOK, He
NpeBbIWALWLNA NATU pabounx OHEN CO OHSI ero Noy4YeHusl, B yCTAHOBIIEHHOM UM MOpsiaKe.

10. YNONMHOMOYEHHLIN doefeparnbHbli OpraH MCMOMHUTENbHOW BRacTuM OCyLWeCcTBNAeT BedeHue peecTpa
uccnegosaTenen, NPOBOAALLMX UNU NPOBOAMBLUMX KIMHUYECKUE UCCNEeaoBaHNsA nekapCTBEHHbIX npenapartos ANns
MeOULMHCKOTO MPUMEHEHMWS, B COOTBETCTBMU C YTBEPXKAEHHbIMWM MM MNpaBunamu 1M pasmellaeT ero Ha CBOeM
odmumansHom camte B ceTu "WHTepHeT" B yCTaHOBMEHHOM WM nopsdke. YKasaHHbIi peecTp COOepXUT
WHOpMaLMIO, NPeAyCMOTPEHHYIO NYHKTOM 3 YacTu 8 HacTosLWen cTaTby.

11. OT4eT 0 pesynbTaTax KMHUYECKOTO WCCREeAoBaHUs JeKapCTBEHHOro npenapata Ans MeauuuHCKOro
NPUMeHeHVs1 COCTaBIsieTCsl opraHusaumneri, ykasaHHon B YacTu 3 ctatby 38 HacTosiwero denepanbHOro 3akoHa,
Ha OCHOBaHWM 3aKIYEHWI MeOULMHCKMX OpraHM3auuii, NpoBOAMBLUMX 3TO MUCCRedoBaHue, U NpeacTaBnseTcs B
YMONTHOMOY€EHHbIV hefeparnbHblii OpraH UCMOSTHUTENBHOM BRACTU, BbiAaBLUMIA pa3pelleHne Ha NpoBeaeHMe 3TOoro
nccrnenoBaHusl, B CPOK, He MpPEBbILLALWMA TPEX MECSILEB CO AHSl €ro 3aBepLUeHVsl, NMPUOCTAHOBIIEHWS WK
npekpaLLeHusi, B MOpsiake, yCTaHOBIIEHHOM YTONHOMOYEHHbIM (heaepanbHbiM OpraHOM UCMONHUTENbHON BriacTUl.

12. HapyleHne npaBun Hagnexatiuen KNMHUYeCcKon NpakTukn, hanscndpurkaumnsa pesynbTaToB KIMHUYECKOro
nccneaoBaHUs nekapcTBEHHOro npenaparta Ans MeguLMHCKOro NpuMeHeHnsa BNekyT 3a cobo OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoaaTensCcTBOM Poccunckon Geneparmu.

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

13. lpu npoBegeHWM KIMHUYECKOrO MWCCMeAoBaHWs fekapCTBEHHOrO npenapaTta Ans MeAUMUUHCKOro
npUMeHeHNs gonyckaeTtcsl 3abop y nauneHToB Guonornyeckmnx matepmanoB (0b6pasubl G1MONOrnyeckux XnaKocTen,
TKaHeNn, CEeKPeToB N NPOAYKTOB XN3HEOEATENbHOCTU YenoBeka, U3NonorMyecknx 1 NaTonormyeckux BbigeneHumn,
Ma3KoB, COCKOBOB, CMbIBOB, MWKPOOPraHW3MOB, OWOMCWUWHBIA MaTepuan) and ux usydyeHus B Poccuickon
depepaumu u (Mnn) 3a npeaenamu Poccuiickon ®epepaumm.

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

14. Tlopsgok BBo3a B Poccuiickylo ®depepaumio M BbiBo3a 3a npefensl Poccuiickon ®epepauun
Ovonorvyecknx MaTepuanoB, MOMYyYEHHbIX MPU MNPOBEOEHWMM KIMMHWYECKOTO WCCreaoBaHUsl NeKapCTBEHHOMO
npenapaTa anis MeguLUMHCKOro NpMMEHEHMs, ycTaHaBnuBaeTcst [paBuTtenbcTtBom Poccuiickon depepauum.

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

Crtatbsa 41. [loroBop 0 NpoBeAeHUN KIIMHWYECKOro MCCriefoBaHUs NIeKapCTBEHHOro npenaparta Ans
MeOVLMHCKOro NpuMeHeHus
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

1. KnuHnyeckoe 1ccrneaoBaHue nekapcTBEHHOro npenapara ans MeauLUUMHCKOro NpUMeHeHus NpoBoanTCs B
COOTBETCTBMW C [OrOBOPOM O MPOBEAEHUM KMUHUYECKOro WCCedoBaHUa rnekapcTBEHHOro npenapaTta Aans
MEZMLMHCKOro NpYMEeHEeHUs], 3aKkrnoyaeMbiM Mexay opraHusauvei, nosyyuBlUen paspelleHne yrnorHOMOYEHHOro
desepanbHOro opraHa WCMOMHUTENbBHOW BracTM Ha oOpraHvM3auuio MpoBeAeHUs TaKoro WccrneaoBaHus, U
MEAMLMHCKON OpraHu3almnen, ocyLLeCTBNALLEN NpoBeAeHNe Takoro UCCre0BaHus.

2. ,D,OFOBOp O npoBegeHun KIiMHU4YeCcKoro uccrnenoBaHuna nekapCTBeHHOro npenaparta anda MmeauuuHCKoro
npuMeHeHna OOJKEeH cogepXaTtb:

1) ycnoesua U CPOKM npoBeaeHnA 0aHHOro nccnenoBaHuA;

2) onpegeneHve obLWen CTOMMOCTM MporpaMMbl OaHHOTO WCCMEeAOoBaHWsS C  yKasaHUEM CyMMbl,
npeaHasHavaroLlencs Ansa BeinmaT uccregoBaTtensm, ConcereoBaTensim;

3) onpepeneHve ¢oOpMbl MpeacTaBneHus pes3ynbTaToB AaHHOro WCCredoBaHUS B YNONHOMOYEHHbIN
deaepanbHbI opraH UCNOMHUTENBHOW BacTu.

Ctatba 42. ®nHaHcoBoe obecneyeHne KIMHUYECKOrO MUCCriedoBaHUA NNIeKapCcTBeHHOro npenaparta
AnA MeAUUUNHCKOro npumMmeHeHusA

duHaHcoBOe obecneyeHne KIIMHUYECKOro MccrnenoBaHust JleKapCTBEHHOro npenaparta Aanda mMeguuuHCKoro
NnpUMEeHeHNA OCYLLeCTBNAETCA 3a CYeET:

1) cpencts hegepansHoro 6ookeTa;

2) cpencrte OpFaHI/I3aLI,VIl7I, nony4ymBLLUMNX pas3peleHmne Ha opraHm3auunio npoBeneHnda aHHOro nccnenoBsaHua,
B COOTBETCTBUM C YCJTIOBUAMU OOrosopa O ero rnposegeHnu;

3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenbCcTBOM Poccuiickon ®egepaunm MCTOHYHUKOB.

Cratba 43. ﬂpaBa naugmeHToB, y4acTBywWUX B KIIMHUYECKOM MuUccnegoBaHUU IneKapCTBeHHOro
npenaparta gnda MmeguUuMHCKOro npumMmeHeHus

1. YyacTne naumeHToB B KIMHMYECKOM WCCNeaoBaHUn NeKapCcTBeHHOro npenapara gnda mMeauunHCKOro
NPpUMEHEHNA ABNAeTCA D,O6DOBOJ'IbeIM.

2. TaumeHT unn ero 3aKOHHbIV NPeACTaBUTESNb A0JKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopMe:

1) O nekapCTBeHHOM npenapate ond meguunHCKoro npuMeHeHna n CyuwHOCTU KINNMHNYeCKOoro nccrnenosaHna
3TOro NieKapCTBEHHOro npenapara,

2) o ©0e30MacHOCTU feKapCTBEHHOrO Mpenapata And MeOUUMHCKOTO MPUMEHEHWs, €ro OXugaemoun
3(P(PEKTUBHOCTN N CTENEHN pUCKa ONs NaUMEHTa;

3) 06 ycnosumax y4yactma nauueHta B KIIMHUYECKOM uccriegoBaHMnM nekapCTBeHHOro npenapara ansd
MeOULIMHCKOro NpuMeHeHns,

4) O uenn nnun uendax n npogosnkKnTternbHOCTU KIMMHNYECKOro nccrnenoBaHn4a niekapCTtBeHHOro npenapara ansa
MEeONLIMHCKOIro NpuMeHeHnA;

5) 0 gencTBusAX NnaumeHTa B criydae HenpeaBuaeHHbIX 3MEKTOB BNUAHUS NeKkapCTBEHHOMo npenapara Aans
MeOULMHCKOTO NPUMEHEHNS Ha COCTOSIHME ero 340POBbS;

6) ob ycnoBsuax obsi3aTenbHOro CTpaxoBaHWA XXNU3HU, 300pP0OBbA NaUneHTa;

7) 0 rapaHTUaX KOHPMAEHUMANbHOCTM yYyacTus nauMeHTa B KMMHUYECKOM UCCrnenoBaHUKU NeKapCTBEHHOMO
npenapaTa ans MeguMunHCKOro NpUMeHeHUs.
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3. ,D,O6pOBOJ'IbHOG cornacmve naudueHtTa Ha ydactne B KIIMHUMYECKOM MuccnegoBaHUnM nekapCcTtBeHHOro
npenaparta Ana MeauumnMHCKOro npuMeHeHuAa noarBepXXaaeTcAaA ero noanmncbio unn noanncbio ero 3akoOHHOro
npegcraBuUTend Ha I/IH(bOpMaLI,MOHHOM JINCTKEe nauneHTa.

4. MauneHT WUnM ero 3akoHHbIA NpeacTaBUTENb MMEeT MPaBO OTKa3aTbCA OT Yy4yacTus B KITMHUYECKOM
MCCnedoBaHNM NeKapCTBEHHOro npenaparta Ans MeOuMLMHCKOro NMpUMEHeHWs Ha noboi cTagun npoBeneHus
TaKOro UccneaoBaHus.

5. MpoBegeHne KNMHMYECKOrO UCCIELOBaHMSA NIEKAapCTBEHHOIO npenapata Ans MegUUMHCKOTO NPUMEHEHNS
C y4acTveMm B KayecTBe MalMeHTOB AeTel A0MNycKaeTcs TONbKO C cornacusi B NMCbMEHHOW hopMe UX poauTenen,
ycblHOBMTENEN. [letn MoryT paccMaTpuBaTbCs B KayecTBe MOTeHLMarbHbIX MalLMEHTOB TaKOro UCCrneaoBaHus,
TONbKO €Crin ero NpoBeaeHne HeoBXo0AMMO ANS YKpENneHuUs 300poBbs AeTeN UNKU NPodUnakTUKn NHEKLMOHHBIX
3aboneBaHuii B OETCKOM BoO3pacTe NGO ecrin Lenbio Takoro UcCcrefoBaHUs SIBSIETCS NOSflyYyeHue AaHHbIX O
Hauny4len 4O3NPOBKe NEKapCTBEHHOMO npenaparta Ansa fneveHus aeTel. B aTux crnyyasx Takomy nccrenoBaHuio
AOIDKHO  MpeflecTBoBaTb  KINMHUYECKOE WCCIedOBaHWE NEKapCTBEHHOrO npenapata Ans  MeaWUUHCKOro
NMPUMEHEHMS HA COBEPLUEHHONETHMX rpaxaaHax, 3a UCKIYEHNEM CINy4YaeB, ECNN UCCreayeMblil NeKapCTBEHHbIN
npenapat Ans  MEeAVMUMHCKOrO  MNPUMEHEHWs  NpefHa3HadYeH  UCKMIYMTENbHO AN UCNOSMb30BaHUS
HeCOBEpLUEHHONETHUMMU FpaxaaHamMm.
(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeu.|,aeTC$| npoeeaeHne KrnmHn4eckoro nccrneanoBaHnAa nekapCTtBeHHOro npenaparta ana MmeguumHCKoro
npuMeHeHnd C ydactnem B Ka4ecTtee NnaunmeHTOB:

1) oeTen-cmpoT u geTen, ocTaBunxca 6e3 noneyeHnss poauTenen;

2) XeHWnH B nepuop OepeMeHHOCTU, KEHLUH B Mepuod rpyAHOro BCKApMIIMBaHWUS, 3@ WCKIIOYEHWEM
Crny4yaeB, ecnv MNpOBOAUTCSA KIUHUYECKOE WCCrefoBaHWe NEKapCTBEHHOro npenaparta, npegHasHavyeHHoro Ans
YKa3aHHbIX XEHLWH, NpW YCIoBUM HEOoBGXOOAMMOCTU MOMyyYeHUss MHOpMauuM TONbKO BO BPeEMsi NpoBeneHus
COOTBETCTBYHOLLMX KIMHUYECKUX WUCCNEAOBaHWA M MPUHATUAS BCEX HEOBXOAMMbIX Mep MO WUCKMHYEHMIO pucka
HaHeceHWs Bpeda XXeHLWWUHe B nepuo 6epeMeHHOCTH, XKEHLMHE B Nepuo rpyaHoOro BCkapMnuBaHus, nnogy unu
pebeHky;

3) BOEHHOCHYXaLLWX, 3a UCKMYEeHeM Crny4vaeB NPOBEAEHUS KMMHUYECKOro UCCNeaoBaHUs NeKapCTBEHHOMO
npenapaTta, cneuuanbHO pa3paboTaHHOro Ans NPUMEHEHUs B YCNOBMSAX BOEHHbIX OEeNCTBUN, Ype3Bbl4anHbiX
cuUTyaumn, nNpodunakTMkn 1M neyvyeHuss 3aboneBaHun MU MOPaKeHWW, NOMyYeHHbIX B pesynbTaTte BO34enCTBUS
HebnaronpuATHbLIX XMMUYECKUX, BUonormyecknx, paguaumoHHbelx gaktopos. KnuHuyeckoe nccnegosaHne Takoro
nekapCcTBEHHOro npenapata MOXeT MPOBOAUTLCHA C y4acTMEM B KavyecTBE MauUMEHTOB BOEHHOCHYXaluux, 3a
WCKIMIOYEHMEM BOEHHOCNYXaLUMX, NPOXOASALMX BOEHHYK cryx0y no npusbiBy, ¢ cobnogeHuem TpeboBaHui,
YCTaHOBMEHHbIX HacTosLWMM PegepanbHbIM 3aKOHOM B OTHOLLEHMU FpaXKaaHCKMX N,

4) COTPYAHWUKOB NMPaBOOXPaHUTESbHbIX OPraHoB;

5) nuy, oTObIBAKOLNX HaKa3aHMe B MecTax NuueHus ceoboabl, a Takke Nuu, Haxoaawmxcs nog CTpa>|<e|7| B
cnegcTtBeHHbIX N3onATopax.

7. [onyckaeTcs nNpoBedeHne KIMHUYECKOro UCCreaoBaHNs IekapCTBEHHOrO npenapaTa ans MeauuMHCKOro
NPUMEHEHNs1, NpeaHas3Ha4YeHHOro AN NevYeHnst NCUXUYEcKNX 3aborneBaHnin, ¢ y4acTUEM B KayecTBe MalMeHTOB
My ¢ MNCUXMYECKMMKM  3aboneBaHUsSIMM, MNPU3HAHHbIX HedeecnocobHbiMM B Mopsigke, YCTAHOBMEHHOM
3akoHogaTtenbcTBoM Poccunckon degepaumm. KnnHudeckoe mccnefoBaHne NeKapCTBEHHOrO npenaparta B 3TOM
cny4dae nNpoBOAUTCS MPU HaNM4YMM cormnacus B NMCbMEHHOM bopMe 3aKOHHbIX NpeacTaBUTENen ykasaHHbIX Nnu,

Cratbs 44. O6sa3aTenbHOEe CTpaxoBaHWe XXU3HWU, 3A0POBbA NaLMEHTa, y4acTBYHOLWEro B KIIMHUYECKOM
nccneaoBaHUM NeKkapcTBEHHOro npenapara Ans MeaAuLHCKOro NnpuMeHeHus
(B pen. ®epepansHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHM3aLI,MF|, nony4yuellaa paspewieHme Ha opraHm3auuto npoeeneHna KInHU4eCcKoro uccrnenoBaHuA
NeKapCTBeHHOro npenaparta gnda mMeguumHCKOro rnpmMeHeHud, obsizaHa B kadecTBe cTpaxoBaTtena CTpaxoBaTb
PUCK NMpUYNHEHUA Bpena XMU3HW, 300POBbIO NauMeHTa B pe3yrnibTate npoBeneHusa KIMHUYeCKOoro uccriegoBaHuA
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NeKkapCcTtBeHHOro npenapata Aand MeguunHCKOro npuMeHeHua 3a CBOW cueT nyTemM 3akr4deHuna [orosopa
ob6s3aTensHoro CTpaxoBaHu4.

2. ObbekToM 06s13aTENBHOrO CTpaxoBaHuA ABIAETCA I/IMyLlJ,eCTBeHHbIﬂ MHTEPEC NnauuneHTta, CBSA3aHHbIN C
npunynHeHnemMm Bpega ero XusHh wunm 300pOoBbKO B pesynbTate npoBedeHuna KInHU4YecKoro wuccriegoBaHuA
JleKapCTBEHHOro npenapaTta gna MeanumHCKoro npuMmeHeHus.

3. CTanOBbIM cny4yaemM no [oroesopy 00s13aTenNbHOro CTpaxoBaHMA ABNAETCA CMepTb nauneHta wnun
yxXyaweHne ero 340poBbd, B TOM 4uUCle BIeKyllee 3a cobon yCTaHOBIeHNne WHBaANMMOHOCTKU, Npu Hann4um
ﬂpMHMHHO-CﬂeﬂCTBeHHOVI CBA3N Mexay HacTtynneHunem 3Toro cobbiTus 1 yqactnemMm nauneHta B KIMMHUYECKOM
nceneanoBaHMM nekapcTBeHHOro npenaparta.

4. TpeboBaHNa 0 BO3MELLEHUN Bpeaa, NPUYMHEHHOTO XU3HU UMY 300pOBbI0 NauveHTa, NpeabsBnsaloTcsa B
TeuYeHne CPOKOB MCKOBOV JABHOCTU, YCTAHOBIEHHBIX MPpaXaaHCKNM 3aKOHOA4ATENbCTBOM.

5. Pasmep CTanOBOIZ BbiNnaTtbl N0 4OroBopy o6s13aTensHOro CTpaxoBaHUA COCTaBNAET:

1) B cnyyae cmepTM nNauueHTa ABa MunvoHa py6neii Ha Kaxdoro nauueHTa, y4YacTBOBaBLUEro B
KIMMHUYECKOM MCClieOBaHUM NIEKapCTBEHHOro Npenapara;

2) npu yxyaweHun 300poBbs NauueHTa:

a) noBrekwem 3a cobon yCTaHOBJ1€HNE NHBANMMAHOCTU I rpynnbl, 0OMH MUIITTMOH NATbCOT ThICAY py6ne|7| Ha
KaXxaoro nauuneHTa, ydactBoBaBLUEro B KITIMHNYECKOM UCCenoBaHNN NNEKAaPCTBEHHOIO npenaparta;,

0) noenekwem 3a cobow ycTtaHoBneHwe wuHBanuMpgHocTW Il rpynnbl, OOUH MUAMMOH PYyOnNen Ha Kaxaoro
nauMeHTa, y4acTBOBaBLUENO B KMMHUYECKOM UCCIEedOBaHNM NIEKapCTBEHHOMO Npenapara;

B) MOBMeKWeM 3a coboi ycTaHoBrneHve uHBanugHocTu Il rpynnbl, NATbCOT ThicSY pybnen Ha Kaxporo
nauMeHTa, y4aCcTBOBAaBLLETO B KNMHUYECKOM UCCMEA0BaHUM NEKAPCTBEHHOIO Npenapara;

r) He NoBneKweM 3a coboM YCTaHOBNEHUA UHBANMOHOCTU, He Bonee YemM TpucTa TbicAY pybrien Ha Kaxaoro
nauneHTa, y4acTBOBABLUEro B KIIMHUYECKOM MCCeoBaHUM NeKapCTBEHHOro npenaparta, Mcxogs n3 HopMaTUBOB,
OTpaXalLMx XapakTep W CTeneHb MNOBPEXAEHUs 340POBbs, a Takke (aKTUYECKM MOHECEHHbIX MNaLUEHTOM
pPacxodoB, BbI3BaHHbIX MOBPEXAEHMEM 300POBbS, HA MEOULUMHCKYIO NOMOLb, NpUODpeTeHne nekapCTBEHHbIX
npenapaTos.

(nn. "r" B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 uonsa 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa 00s3aTenbHOrO CTpaxoBaHUsSi He MOXEeT OblTb MeHee, YeM CpOK MpoBefeHus
KIMHUYECKOro UccrnefoBaHus fiekapCTBEHHOrO Npenapara.

8. YcnoBus goroBopa 06513aTenbHOro CTpaxoBaHuWsl, B TOM YWCIE CTpaxoBble Tapudbl nNo obssatensHomy
CTpaxoBaHWio, nepeyvyeHb HeobXoOMMbIX [OOKYMEHTOB [Nsl OCYLIECTBNIEHWS CTPaxOBOW BbIMnaTtbl, MNOPSAOK
YCTaHOBMNEHNUS  CTpaxoBaTeneM  WHAMBUAYanbHOTO  MOEHTUMUKALMOHHOTO  Koga  nauuveHTa,  Nopsiaok
WH(POPMUPOBAHUST  CTpaxoBaTeneM CTpaxoBLMKa O MPUBMEYEHHBbIX K  KIMHUYECKOMY WCCNedoBaHuio
nekapcTBEHHOro npenaparta Ans MeOWUMHCKOrO MPYMEHEHWs naumneHTax, MopsgoK YnnaTel CTPaxoBOW MpemMuu,
nopsgoK peanu3auuy onpegeneHHbIX HacTosawmm PedepanbHbiM 3aKOHOM U ApyruMn dbegepanbHbIMU 3aKOHaMK
npaB u 06A3aHHOCTEN CTOPOH MO AO0roBopy obs3aTenbHOro CTpaxoBaHMs, a Takke HOpMaTuBbl, OTpaxaiolme
XapakTep W CTeneHb MOBPEXAEHWUS 340pOBbs, YCTaHABNUBAKOTCA TWUMOBbBIMK MNpaBunamMm 0bs3aTenbHOro
CTPaxoBaHus.

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

9. B Clnydae npudnHeHnda Bpeda XU3HU nauyueHTa, ydacTBOBaBLUEro B KIIMHUYECKOM UCCriegoBaHUMU
JNIeKapCTBEHHOro npenaparta, BberE,OI'IpVIOGpeTaTeJ'IFIMVI no Aoroeopy obsi3aTenbHOro CTpaxoBaHua ABINAKOTCA
rpaxgaHe, nveruine npaBo Ha BO3MELWLEHNE Bpeaa B Cliydae CMepTu KopMulibLa B COOTBETCTBUM C rpaKaaHCKUmM
3aKoHOOaTesNlbCTBOM, MNpWU OTCYTCTBUU TaKUX TrpaxaaH - pogutenn, cynpyr, Agetun ymepuwlero nauueHTa,
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y4acTBOBaBLWIEro B KIMMHWYECKOM WUCCnenoBaHUM IekapCTBEeHHOro npenapara, B Cllydae CMepTu nauueHTa,
y4acTBOBaBLUEro B KIMMHUYECKOM UCCreoBaHUM NekapCTBEeHHOro npenapara n He nMmesLllero CaMoCTOATENIbHOIo
Joxoaa, - rpaxagaHe, Ha XKanBeHUn KOToOpbiX OH Haxoauncd, B OTHOLLEHNN BO3MELLEHUA pacxXxodoB Ha norpe6eH|/|e
nauuneHTa, ydacTtesoBaBLUEro B KInMHN4YeCKOM UcCcrnengoBaHum niekapCTBeHHOro npenapara, - nmuyo, noHecllee Takne
pacxoabl.

10. CTpaxoBas BbiNfata B CYeT BO3MeLLEHMs Bpena, NpUYMHEHHOro MU3HU NauueHTa, y4acTBOBaBLUero B
KMMHUYECKOM WCCReaoBaHWN NeKapCTBEHHOro npenapaTa, pacnpeensieTca Mexay BblirogonpuobperarensMm
NPOoNopLMOHArbHO NX KONUYECTBY B PaBHbIX OOMSX.

11. Mpu HacTynneHuu CTPaxoBOro cly4yas NauueHT, y4acTBOBaBLUMI B KIMHMYECKOM WCCNegoBaHUn
nekapcTBEHHOro npenapaTa, BbirogonpuobpeTaTenb BhpaBe MPeabsBUTb HEMOCPEACTBEHHO CTPaxOBLLMKY
TpeGoBaHNe O BO3MELLEHWM NpUYMHEHHOro Bpeda. CTpaxoBasl BbinnaTa OCYLIECTBNSETCA CTPaXOBLIMKOM B
TeYeHVe TpuauatTu OHei co OHS NpeAcTaBrieHust HeobXoauMbIX AOKYMeHTOB. [lauueHT, y4yacTBOBaBLUMIA B
KMMHUYECKOM WCCrnedoBaHUM NeKapCcTBEHHOro npenapaTa, WNU  BbirogonpuobpeTatens o06s3aH  cooGLNUTb
CTPaxOoBLUUKY AN OCYLLUECTBMEHUS CTPaxoBOW BbiNnaTbl MHOVBUAYaNbHbIA UAEHTUMUKALUNOHHBIA KOO nauveHTa,
YCTaHOBIEHHBIN CTpaxoBaTenieM B COOTBETCTBMM C TUMOBbLIMY NpaBuiaMy 06s3aTenbHOro CTpaxosaHus.

12. [lo nonHoro onpeneneHna pasmepa nognexaulero Bo3MelleHNo Bpeda CTpaxoBLWUK MO 3adBIIE€HUIO
nauueHTa, y4yactBoBaBLUEero B KIIMHUYECKOM WUCCNefOoBaHUM InNeKapCTBEHHOro npenaparta, wunun 3adBlieHuto
BberﬂOﬂpMOGpeTaTeﬂﬂ BrpaBe OCyLeCTBUTb YacCTb CTanOBOVI BbiNnnaTtbl, COOTBETCTBYHOLUYH (baKTVI‘-IECKI/I
onpep,eneHHoﬁ 4YacTn NpUYNHEHHOro Bpeda.

13. CrtpaxoBas BbinnaTa B COOTBETCTBUM C [OMOBOPOM 00A3aTENbHONO CTPaxOBaHUSA OCYLLECTBISETCS
He3aBMCUMO OT BbINNaT, NpuynTarolnxca no gpyrum BuaamM CctpaxoBaHUA.

14. He OonyckaeTca y4yactve nauneHta B npoBeOeHUn KIMHUYECKOro uccnegoBaHua IekapCTBEeHHOro
npenapara npun oTCyTCTBMN AOroBopa 06s13aTensLHOro CTpaxoBaHu4.

15. KoHTponb 3a MCNOMHEHMEM oOpraHvsaumen, nosnydmBlUEen paspelleHne Ha opraHus3auuio npoBeneHus
KNMHWMYECKOrO WCCNedoBaHNs NeKapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MPUMEHEHUs, YCTaHOBITEHHON
HacTodLen ctatbenn 0693aHHOCTM MO 00sI3aTENBHOMY CTPAXOBAHMIO KU3HW, 300POBbSA MaUMEHTA, Y4acTBYIOLLErO
(yyacTBOBaBLIEr0) B KNMHWYECKOM  WUCCRedOBaHWW  NIEKApCTBEHHOro  npenaparta,  OCyLlecTBnseTca
YNONMHOMOY€EHHbIM cbep,epaanblM opraHom MUCMNONMHUTENBHOWN BNnacTu, BblAaBLWKMM pa3pelleHne Ha npoeseneHue
KNMMHNYEeCKnX I/ICCJ'IeD,OBaHI/II7I NekapCTBEeHHbIX npenapatoB And meguumnmHCKOro npuMeHeHus.

Masa 8. NIPOU3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELQCTB
Cratbs 45. [lpon3BoacTBO NEKapCTBEeHHbIX CPeacTB

1. Npon3BOACTBO NEKapCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBATbL TPEOOBaHWAM NpaBun Hagnexallen
NPOW3BOACTBEHHOW MPaKTUKKN, YTBEPXKOEHHbIM YMONHOMOYEHHbIM eaeparnbHbIM  OpraHoOM  MCMONHUTENbHOMN
Bnactu. OcobeHHOCTM nepexoda NPOM3BOACTBA OTAESNIbHbIX FEKApCTBEHHbLIX CPEACTB K MX MpOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM nNpaBui  Haanexalwled NPOWU3BOACTBEHHOW MpPaKTMKM  yCTaHaBNUBaKOTCSA
MpaButenscTBom Poccuinckon ®epepaunn. Boigaya 3aknio4eHMn o COOTBETCTBMM NPOU3BOANTENS NEKAPCTBEHHbIX
cpenctB TpeboBaHMAM npaBun Hagnexallen Npou3BOACTBEHHOMN MPaKTUMKU OCYLLIECTBNASETCA MO pesynbTatam
WHCMEKTUPOBaHUS MNPOM3BOAMTENEN JeKapCTBEHHbIX CpeacTB B MNOpsiake, yCTaHOBMeHHOM [lpaButenscTBoM
Poccuiickon ®egepaunn. Pasmep nnatbl 3a Bbigady 3aknoyeHUs O COOTBETCTBUM NPOM3BOAUTENS NEKAPCTBEHHbIX
cpencTtB TpeboBaHWsM MpaBun Hagnexawen npou3BOACTBEHHOW MpakTUKM ycTaHasnueaeTcs [lpaBuTensCTBOM
Poccuiickon  ®epepaumn.  Mopagok  opraHusauMm M NPOBEAEHMS  MHCNEKTUPOBAHMS  Mpou3BoauTenen
nekapCTBEHHbIX CpeacTB Ha COOTBETCTBME TpeboBaHWAM npaBun Hagnexallen npou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnusaetcs [NpaButensctBom Poccuiickon denepaumu.

(B pea. ®PenepanbHbix 3aKoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-03, o1 22.12.2014 N 429-®3)

2. Npon3BoACTBO fiekapCTBEHHbLIX cpeacTB B Poccuiickon ®epepauum ocyLLecTBrsieTcs npou3BoguTensamMm
NEKapCTBEHHbIX CPEACTB, UMEHLIMMM JIMLEH3NIO Ha MPOM3BOACTBO JIEKAapPCTBEHHLIX cpeacTB. lMoaTtBepxaeHue
COOTBETCTBMSI NMLEH3MaTa NpaBuiaM Hagnexalwen npou3BOACTBEHHOW MPaKTUKM OCYLLECTBISETCA B pamkax
JIMLUEH3NOHHOIo KOHTPOJZ1IA B COOTBETCTBMM C 3aKoHOOaTesibCTBOM Poccuinckon Cbenepau.mm C Yy4yeToMm
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

0COBEHHOCTEN, YKka3aHHbIX B 4acTu 1 HAaCTOSLLEN CTaTbM.
(B pea. ®enepanbHbix 3akoHOB OT 22.10.2014 N 313-3, o1 22.12.2014 N 429-03)

2.1. Ina uenen NMUeH3MpoBaHMs NPON3BOACTBA NIEKAPCTBEHHbIX CPeACTB ANst MEAULMHCKOrO NPUMEHEHNS U
WHCMNEKTMPOBaHMSA CyObEKTOB OOpallleHus1 JIeKapCTBEHHbIX CPeaCcTB Ha COOTBETCTBME TPeOOBaHWSM MpaBui
Hagnexallen nNpou3BOACTBEHHOW MPaKTUKU defepanbHblid OpraH WUCMAOMHUTENbLHON BNAacTW, OCYLLEeCTBNAHLWNI
rocyapCTBEHHYH PErMcTpauuio NeKkapCTBEHHbLIX MpenapaTtoB ANS MEOWLMHCKOro NMpUMEHEHUs, NpegocTaBnsaeT
denepanbHOMy OpraHy MCMOMHUTENbHOW BfacTu, OCyLlecTBRsAWeMy denepanbHbli  rocyaapCTBEHHbIN
NNLEH3NOHHBIA  KOHTPOMNb AEATENbHOCTU MO MNPOM3BOACTBY JIEKAPCTBEHHbIX CPeAcTB Ans MeLUUMHCKOro
NPUMEHEHNs, NO €ro 3anpocy B paMKax MeXBeJOMCTBEHHOro MHOPMAaLVOHHOrO B3auMOLENCTBUA B MOpPsiaKe,
YCTaAHOBMEHHOM dhedepanbHbiM  OPraHoOM  WUCMOMHUTENBHON BNACTW, OCYLLECTBISIOWNM  NIULEH3NPOBaHMNE
NpPon3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB ANs  MEAULMHCKOro nNpuUMeEHeHus, u deaepanbHbiM — OpraHom
WCNOSNHUTENBHON BNAacTu, OCYLLECTBRASKOLUM rocyJapCTBEHHYIO pEerncTpaLmio nekapcTBeHHbIX npenapaTtoB Ansg
MeOULMHCKOTO NPUMEHEHNS, CBEAEHMS O NEKAPCTBEHHbIX CPEACTBAX, yKasaHHble B YacTu 5 ctaTbu 18 HacTosLero
depneparnbHOro 3akoHa, B TOM YMCIIE B CIlydae, eCN Takne CBeAEHWS COCTaBMAOT KOMMEPYECKYIO TalHy.

(4actb 2.1 BBegeHa depepanbHbiM 3akoHOM oT 14.07.2022 N 311-93)

3. MNpoun3BoacTBO NeKkapCTBEHHbIX CPEACTB OCyLecTBAseTca ¢ cobnogeHnem TpeboBaHn NPOMBbILLIIEHHOTO
pernameHTa, KOTOpbI YTBEPXKOAETCA pyKOBOOUTENEM NPOU3BOOUTENS NEKApPCTBEHHbLIX CPEACTB M BKIHOYAET B
cebs nepeyeHb MCNonb3yeMbix dapmaueBTUYEeCKMX cybCTaHuMiA U BCNoMOraTeNbHbIX BELLECTB C YKa3aHWeM
KONMYeCTBa Kaxaoro u3 HUX, AaHHble 06 MCNonb3yeMoMm 0BopyaoBaHUK, ONMCaHNE TEXHONOMMYECKOro npotecca u
MEeTOJ0B KOHTPONA Ha BCEX 3Tanax NpoM3BOACTBA NEKapCTBEHHbIX CPEACTB.

4. Tlpy nNpou3BOACTBE JIEKAPCTBEHHbIX MpenapaToB ANs MEeOWMLUMHCKOrO MPUMEHEHUS UCMOMb3yoTCH
dapmaveBTM4eCckue cybcTaHumm, CBEAEHUSI O KOTOPbIX COAEePKaTCHa B roCyJapCTBEHHOM peecTpe NeKapCTBEHHbIX
cpencTB ANns MeAWLMHCKOro NPUMEHEHWS U (M) eAMHOM peecTpe 3apermcTpupoBaHHbIX NEeKapCTBEHHbIX CPeaCcTB
EBpasuinckoro sKOHOMUYECKOro COH3a, 3a UCKMYeHneM dapmMaueBTUYEeCKMX CyOCTaHUmMiA, NPOu3BOAMMBIX ANs
NPOBEAEHUSA KIMMHNYECKUX UccrnegoBaHui u (unu) ans akcnopta. [pu NporM3BOACTBE NEKapCTBEHHbIX CPEACTB ANS
BETEPMHAPHOIro NPMMEHEHUS UCNONb3YIOTCA hapMaLeBTMYECKNE CyOCTaHL MK, CBEAEHMS O KOTOPbIX COAepXaTca B
rocygapCTBEHHOM peecTpe NekapCTBEHHbIX CPeAcTB ANS BETEPUHAPHOrO NPpUMEHeHUs, 1 (Mnn) rocyaapcTBEHHOM
peectpe NeKapCTBEHHbIX CPeAcTB  Ans  MEOUMUMHCKOro  MNpUMEHeHus, W (Mnu) eduMHOM  peecTpe
3aperncTpMpoBaHHbIX BETEPUHAPHLIX NIeKapCTBEHHbLIX NpenapaTtoB EBpasninckoro sSkoHOMMYECKOro cow3a, U (Mnm)
€OVUHOM peecTpe 3aperMcTpMpoBaHHbIX JIEKAPCTBEHHbLIX CPeACTB EBpasMcKOro 3KOHOMWMYECKOro Col3a, 3a
UCKNoYeHeM hapMaLeBTUYECKMX CybCTaHLUMI, NPOM3BOAMMBIX ANS NPOBEAEHUS KIMHUYECKMX UCCNEeAoBaHUI U
(vrm) ons akcnopTa. K nmpoueccy npousBoacTBa hapMaLeBTUHECKON CyOCTaHUUM OTHOCATCS nobble cTaguu
TEXHOMOrM4YeCcKoro npouecca, MO3BOMSAKLWME MNOMYyYMTb TFOTOBbLIM MPOAYKT, COOTBETCTBYHOLMIA TpeboBaHMAM
drapmMakonemnHon crTatbu, B TOM 4YMcrie bepMeHTaUus, IKCTPaKUUsl, OMUCTKA, BblAeneHne, nepekpuctannmsauus,
BbICyLUMBaHWE, u3menbyeHne. B cnyyae HeobxoaMMOCTM MCNONb30BaHUSA 3TWAOBOrO ChNupTa, B TOM 4ucre
drapmaneBTM4eCkon cybCcTaHuMu cnvpTa 3TUNOBOro (3TaHora), NpyM MPOU3BOACTBE JIEKApPCTBEHHbIX CPeACTB B
KayecTBe JEeNCTBYIOLLErO M (MnM) BCMOMOraTenbHOro BELLECTBA, a TakKe B UHbIX TEXHOMOTMYECKMX LEnsiX JOIPKHA
ObITb MCMOMb30BaHa TONbKO hapMaueBTMYeckas cybcTaHumsa cnupTa 3TUNOBOro (3TaHon).

(B peq. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-93, ot 27.12.2019 N 462-03, ot 27.12.2019 N 481-93, ot
24.07.2023 N 341-93)

4.1. TlepeyeHb neKapCTBEHHbIX MNpenapaToB ANA MEeOULMHCKOro NPUMEHEHUsl, B OTHOLLUEHUU KOTOpPbIX
yCcTaHaBnuBawTcsi TpeboBaHuA Kk oObeMy Tapbl, YMNaKOBKE W KOMIMIIEKTHOCTM, MEpPeYeHb eKapCTBEHHbIX
npenapaToB Ansi BETEPUHAPHOIO MPUMEHEHUS, B OTHOLLEHUM KOTOPbIX YCTaHaBnMBalTCa TpeboBaHMsa K obbemy
Tapbl, a Takke TpeboBaHWsi K 0bbemMy Tapbl, YNAkOBKE WM KOMMMEKTHOCTU JEKAapCTBEHHbIX MpenapaToB Anis
MEeOULMHCKOTO NPUMEHEHNs, TpeboBaHuA Kk oObemy Tapbl feKapCTBEHHbIX MpenapaToB AN BeTEPUHAPHOro
NPYMEHEHMS OnpeaensitoTCA COOTBETCTBYIOLLMMY YNOSTHOMOYEHHBIMW hefepanbHbIMU OpraHamn UCMONHUTENbHOM
BNacTu B nNopsiake, ycTaHoBreHHoM [NpaButensctBom Poccuiickon Pegepaumm.

(vactb 4.1 B peq. PepepanbHoro 3akoHa oT 14.12.2015 N 374-03)

4.2. OpraHusauuu, ocyLLecTBRsoLWmne Npon3BoACTBO papMaLeBTUYEeCKon CybCTaHuMu cnvpTa 3TUNOBOro
(aTaHoONa) Anst NPoM3BOACTBa CNUPTOCOAEPXKALLMX NEKAPCTBEHHbIX NpenapaToB, 06s3aHbl OCYLLECTBIATL YYeT B
nopsigke, yCcTaHoOBNEeHHOM ctaTbsamu 8 n 14 depepanbHoOro 3akoHa oT 22 Hosbpsa 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHuMM  MNPOM3BOACTBA WM 0ODOpoTa  STMIOBOMO  CNUpTa,  ankoroflbHoW U
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

cnupTocodepxallen npoaykumMm u 06 orpaHuvyeHuuM notpebneHus (pacnuTus) ankoronbHOW npoayKumun'.
MponsBoacTBO hapMaLEeBTUYECKON CyOCTaHLMM CnMpTa 3TUIOBOIO (3TaHora) A4ONYyCKaeTCs TONbKO OpraHvM3aunen,
OCYLLECTBMAIOLEN NPOU3BOACTBO PEKTUDUKOBAHHOIO 3TMUMOBOMO CAMPTa M3 MULLEBOrO Cbipbs Ha OCHOBaHUU
NVLEH3MM Ha MNPOM3BOACTBO ITUIIOBOIO CnNupTa AN MPOM3BOACTBA (papMaleBTUYECKON cybCcTaHumMM crnvpTa
3TUINOBOrO (3TaHona) B COOTBETCTBMM C TpeboBaHusMn degepansHoro 3akoHa ot 22 HoAbpsa 1995 roga N 171-03
"O rocygapCTBEHHOM perynMpoBaHUM Mpou3BoAcTBa M 00OpoTa STUIIOBOrO CNMPTa, arnKOroflbHOW W
crnmpTocogepXailen npoaykumMm n o6 orpaHudeHun noTpebnenns (pacnutus) ankoronbHOW NPoAyKuMKn", METOA0M
pasBefeHus BOOOM OYULLEHHOMW TaKoro 3TWUMOBOrO CnupTa, NPOM3BEAEHHOro AaHHOW OpraHusaunen no mecrty
OCYLLECTBIEHUSI NPOM3BOACTBa (hapmaLeBTU4eCcKon cybcTaHuum cnvpTa 3TMAoBOro (3taHona).

(yactb 4.2 BBepgeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-03; B pea. demepanbHOro 3akoHa oOT
27.12.2019 N 481-93)

4.3. WHaouBmayanbHble npeanpvHMMatenyd U lopuanyveckme nuua, OCYLLEeCTBRSKLWIME  3aKynKky U
ucnomnb3oBaHve QapmaleBTUYecKon cybcTaHuMM cnupTta STUOBOrO (3TaHona), a Takke Mpou3BOACTBO,
n3roToBrieHne n (MnuM) oBopoT (3a MWCKIMHOYEHUEM PO3HWMYHOW NPOAAXM) CNUPTOCOAEPXKALUX JIEKAPCTBEHHbIX
npenapaTtoB, 0053aHbl OCYLLECTBNATL UX YYET U AEeKrapupoBaHMe B NOpsdKe, YCTaHOBMEHHOM cTaTbamu 8 u 14
depepanbHoro 3akoHa ot 22 HosAbpsa 1995 roga N 171-93 "O rocyaapCTBEHHOM pPErynnMpoBaHnUM Npon3BOACTBaA U
obopoTa 3TMIIOBOrO CNupTa, ankorofbHOM M cnMpTocodepXallen npoaykumm n ob orpaHuyeHnn notpedneHus
(pacnuTusa) ankoronbHOW NpogyKumun”.

(vacTb 4.3 BBegeHa depepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4, Tlpn nNpPOV3BOACTBE JIEKAPCTBEHHbLIX MNpenapaToB Afs BEeTEPUMHAPHOTO MNPUMEHEHWUs [OMycKaeTcs
UCMOSb30BaHWe MPOM3BEAEHHbIX ANs  peanu3auun  apMaueBTUYECKUX CYOCTaHUWMA, BKIOYEHHbIX B
rocy4apCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB YNOHOMOYEHHbIM dheaeparnbHbIM OpraHoM UCMONHUTENBHOM
BMNacTW, OCYLLECTBNSOWMM BeeHUe rocyaapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEeACTB AN MeAWMLMHCKOro
NPUMEHEHMS.

(4acTb 4.4 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpelyaeTcs nponsBoaCTBO:

1) neKkapcTBEHHbIX CpeacTB, CBeOEHMs O KOTOpbIX He codepXaTcs B rocyqapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO MPUMEHEHUS, U (MNKN) FOCYAapCTBEHHOM pPeecTpe NeKapCTBEHHbIX
CpeacTB Ans BETEPUHAPHOro MPUMEHEHUS, U (UNM) eOuHOM peecTpe 3aperncTpUpoBaHHbIX FeKapCTBEHHbIX
cpeacte EBpasniickoro 3KkOHOMUYECKOro coto3a, M (MNn) eQuMHOM peecTpe 3aperMcTpuMpoBaHHbLIX BETEPUHAPHbIX
neKapcTBEHHbIX MpenapaToB EBpasniickoro SKOHOMWYECKOTO COH3a, 3a WUCKIIIOYEHMEM NEKAPCTBEHHBLIX CPeAcTB,
NPOU3BOAUMBIX AN NPOBEAEHNS KMUHUYECKUX UCCREAO0BaHWA MW AN 3KCNopTa;

(n. 1 B pea. PegepanbHoro 3akoHa oT 24.07.2023 N 341-93)

2) chanbCcMdULMPOBAHHbLIX NEKAPCTBEHHLIX CPEACTB;
3) nekapcTBeHHbIX cpeacTB 6e3 NULUEH3NM Ha NPON3BOACTBO NEKApCTBEHHbIX CPEACTB;

4) nekapcTBeHHbIX CPEACTB C HapyLleHVWEeM MpaBuil OpraHu3auuy Mpou3BOACTBA M KOHTPOMS KadecTBa
neKkapcTBEHHbIX CPEACTB;

5) ytpatun cuny. - ®efepanbHbin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocodepXalux NEeKapCTBEHHbIX MpenapaTtoB MO MeCTy OCYLeCTBIEHUS MNpoM3BOACTBA
GapmavneBTMyeckon cybcTaHuum cnupTa STUOBOro (3TaHona) n (Mnn) No MEecTy OCYLLECTBIIEHUS NMPOM3BOACTBA
3TUIOBOrO CNMPTa;

(n. 6 BBegeH PeagepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlIntoC: npuMeyaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 cT1. 14.1 ®3 ot 22.11.1995 N 171-®3 un3noxeHa B HOBOM
pegakumm, Hopma n. 1.1 c1. 14.1 ctapon pegakuum 3 cooTBETCTBYET HOPME M. 2 CT. 14.1 HOBOW peaakumn.

7) dapmaueBTMYEeCKONn cyBCTaHumMM chnvpTa  3TUNoBoro (dTaHona) wu  (Mnv)  cnupTocoAepKalumx
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TEXHOMNOrM4yeckoMm o6OopyaoBaHWM AMiS NPOM3BOACTBA STUMOBOrO
cnupTa, ykazaHHoOM B nyHkTe 1.1 ctatbm 14.1 PepepanbHoOro 3akoHa OoT 22 Hosbpst 1995 roga N 171-93 "O
rocy4apCTBEHHOM  perynMpoBaHuM Npou3BoAcTBa M obopoTa  STUMOBOrO  ChMpTa,  ankoroflbHOM  u
crnvpTocogepXallen npogykumm n o6 orpaHudeHumn notTpebneHus (pacnmuTns) ankoronbHOW NPoayKLMn'.

(n. 7 BBegeH PeaepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

6. Mpun BBOOE NEKApCTBEHHbIX CPEACTB B rpaxaaHCKui OBOpPOT YMOSIHOMOYEHHOE NWUO MPOU3BOAMTENS
NeKapCTBEHHbIX CPEACTB OCYLLECTBMSAET NOATBEPXKAEHNE COOTBETCTBUS NEKAPCTBEHHBLIX CpeacTB TpeboBaHMAM,
YCTaAHOBMEHHbIM NPW WX TOCYyAApPCTBEHHOW perncTpauum, W rapaHTMpyeT, 4YTO JeKapCTBEHHble CpeacTBa
npounssefeHbl B COOTBETCTBUM C TpeboBaHMAMY NpaBun Haanexallen Npon3BoACTBEHHON NPAKTUKM.

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

7. YNOMHOMOYEHHBIM FIMUOM MPOM3BOAUTENSA NEKApPCTBEHHbLIX CPeAcTB ABMSETCA ero  paboTHUK,
aTTeCTOBaHHbIN B YCTAHOBINEHHOM YNOMHOMOYEHHbIM ddefeparbHbIM OpraHOM UCMOMHUTENBHOW BriacTu NOpsiaKe u
UMEKLWNA cTax paboTbl He MeHee 4eM NATb fieT B 06nacTM Mpou3BOACTBA WM (MNM) KOHTPOSS KadecTBa
nekapCTBEHHbIX CPEACTB, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO MO OOHOW M3 crieumanbHOCTEN U (Unn) ogHOMY
13 HanpaBneHWn MOAroToBKW: Buonorus, GruoTexHonorus, BeTepyHapus, BETEPMHAPHO-CaHUTapHasi aKkcnepTuvaa,
KNMHM4Yeckas MedvuuHa, paguaunoHHas, Xxumudeckasa n buonornyeckas 3awmta, dapmaums, dpyHgaMmeHTanbHas
MeauunHa, XuMnyeckaa TeXxHonornd, XmuMmng.

(B pea. PenepanbHbix 3akoHOB oT 22.10.2014 N 313-®3, ot 02.08.2019 N 297-03)

8. MpounsBoaMTENM nekapCTBEHHbIX CPEACTB (3a WCKNHYeHMEM apmaueBTMYecKon cybcTaHumMm cnupTa
STUMOBOro (3TaHomna) MOryT OCYLWECTBMSATb MNpoOaxy NeKapCTBEHHbIX CpeacTB WnM  nepejaBaTb WX B
yCTaHOBMEHHOM 3akoHoaaTenscTBoM Poccuiickoin depepauum nopsigke:

(B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyrMM Npou3BOAMTENSM NEKAPCTBEHHbIX CPeACTB 4115 MPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;
2) opraHusauusim OnNTOBOW TOProBIv NeKapCTBEHHLIMU CPEACTBAMMU;

3) anTeyHbiM  oOpraHu3auusiM, BETEPUHAPHbIM  anTeYHbIM  OpraHu3auusiM,  MHAMBWAOYaNbHbIM
npeanpuHUMaTenam, WMeLWMUM MULEeH3NI0 Ha dapMaueBTUYECKYl0 OeATenNbHOCTb UMM MIMLEH3UIo  Ha
MEAMLIMHCKYIO0 AeATEeNbHOCTb;

4) Hay4HO-MCCneaoBaTeNlbCKMM OpraHM3aUmam Ans HaydHo-UccrieqoBaTernbCckol paboThl;
5) MeguUMHCKMM OpraHun3aLmsiM U BeTeprHapHbIM OpraHn3aumnsiM;

6) opraHMsaumamM 1 MHAMBUAYyanbHbIM NpeanpUHUMaTENsaM, OCYLLECTBNSOWMM pa3BeaeHne, BbipallBaHue
N codepPKaHWE XXUBOTHbIX (32 UCKITKOYEHNEM NPO4aXn UM hapMaLeBTUHECKUX CYOCTaHUMIA UK UX nepegayn);
(n. 6 B pea. depepansHoro 3akoHa oT 02.08.2019 N 297-93)

7) vicnblTatenbHblM nabopaTopusM (UeHTpam), NpoBOASAMM MCMbITaHWA B 06NacTu KOHTpONsa KavecTsa
neKapCTBEHHbIX CPeACTB, akKkpeauToBaHHbIM B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuickon depepaunm ob
aKKpeauTaumy B HaLMOHamnbHOW CUCTEME akKkpeanTauuu.

(n. 7 BBegeH PeaepanbHbiv 3akoHoM OT 04.08.2023 N 428-93)

9. Mpoussoantenu gapmaLeBTUHECKON CyOCTaHLUM cnMpTa 3TUNOBOroO (3TaHona) obsidaHbl OCYLLECTBNATh
peanusaumio  (Nnepegadyy B yCTaHOBMEHHOM  3akoHodaTenbCcTBoM  Poccuiickon  ®epepauum  nopsiake)
hapmareBTM4eCKON cybCcTaHuMM cnupta STUMOBOrO (3TaHona) MpPoOU3BOAUTENSM JEKAPCTBEHHbLIX CPEACTB Ans
NPOM3BOACTBA JEKAPCTBEHHbLIX CPEACTB, MNPOM3BOAUTENSAM (M3rOTOBUTENSIM) MEOUUMHCKUX M3genui  ans
NPOM3BOACTBA U N3rOTOBIEHNS MEAVNLVNHCKNX U3AENWIA B eMKOCTSIX o6bemom He Gonee 1 nutpa u (unu) He MeHee
1000 nuTpoB, a opraHusaumsam, ykasaHHbIM B NyHkTax 3 - 5 1 7 yactn 8 HacTosiwen ctaTbu, B Tape 00 beEMOM He
oonee 1 nuTpa.

(vacTb 9 BBegeHa deaepanbHbiM 3akoHOM oT 29.07.2017 N 278-93; B pea. PenepanbHbix 3akoHoB oT 27.12.2019
N 481-93, o1 22.12.2020 N 444-d3, ot 04.08.2023 N 428-03)

10. Peanusaums (nepegaya B ycCTaHOBNEHHOM 3akoHogaTtensCcTBoM Poccuiickon depepauumn nopsgke)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

dapmaueBTuyeckon  cybctaHuMm  cnupTa  9TWMNOBOro  (dTaHona) opraHvM3auusM  ONTOBOW  TOProBnu
nekapCcTBEHHbIMW CPEACTBAMWN HE JOoMyCcKaeTcs.
(vactb 10 BBeaeHa depeparnbHbIM 3akoHOM oT 27.12.2019 N 481-93)

11. TlepeBo3ku GapmaueBTUYECKON CyObCTaHUMM CcnMpTa 3TUIIOBOrO (3TaHona) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHUIn, YCTaHOBIEHHbIX ab3auem YeTBepTbiM NyHKTa 3 cTatbk 9 denepanbHOro 3akoHa oT 22
HosA6pst 1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHUmM Npou3BoAcTBa M 06opoTa 3TUNOBOro cnupTa,
ankoronbHOM W cnupTocoAepXKallen npoaykumMnm u 06 orpaHudeHun noTtpebneHns (pacnutus) ankoronbHOW
npoaykumn”.

(vactb 11 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Cratbsa 46. MapkupoBKa nekapcTBeHHbIX CPeAcTB

1. neKapCTBeHHble npenaparbl, 3a UCKITIO4YEHNEM JTIEKapPCTBEHHbIX npenapaTtoB, N3roTOBJ1IEHHbLIX anTe4YHbIMU
opraHunzauunamun, BeTEepUHaApPHbIMKM  anTe4YHbIMU  OpraHunsauuamMun, wnHOMBUAyaribHbIMM  npeanpuHnMatendamMu,
nMerwmnmmn nMueH3nto Ha d)apMaLl,eBTVI‘-IeCKle 0eATeNIbHOCTb, AOJDKHbI NOCTYNaTh B o6pau.|,eHV|e, ecnu:

1) Ha MX NEepBUYHON YMNaKoBKe (3a WCKMIOYEHVEeM MNepBUYHOW YMaKOBKM NEKapCTBEHHbIX pacTUTENbHbIX
npenapaToB) XOpPOLWO YuTaeMbiM LWPUEPHTOM Ha PYCCKOM £A3blke YKasdaHbl HauMeHOBaHMEe J1eKapCTBEHHOro
npenapata (MexgyHapooHOe HenaTeHTOBaHHOe, WMW rPYnnUMPOBOYHOE, WM  XMMUYECKOe, WNU  TOproBoe
HavMeHoBaHMe), HoMep cepuu, gaTa Bbinycka (AN UMMYHOBUOMNOrMYECKUX NEKapCTBEHHbIX NpenapaTtoB), CPOK
roQHOCTW, JO3MPOBKa UMK KOHUEHTpauus, 06beM, akTUBHOCTb B eAnHMLAX OENCTBUS UMW KONMYECTBO J03;

(B pea. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha ux BTOPUYHON (MOTPEOUTENBCKOM) YNakoBKE XOPOLUO YNTAaEMbIM LLUPUGPTOM Ha PYCCKOM S13blKE YKa3aHbl
HaVMEHOBaHWe FeKapCTBEHHOIO MnpenapaTta (MexayHapoAHOe HenaTeHTOBaHHOE, WNU TPYMNUPOBOYHOE, UMK
XMMUYECKOe M TOpProBoe HauMeHOBaHWsl), HaMMEHOBaHWe MNPOV3BOAMTENS JIEKapCTBEHHOro npenapara, Homep
cepun, gaTta BbiMycKa (AN WMMYHOOMOMOrMYEeCcKMX IeKapCTBEHHbIX MpenapaToB), HOMep PerncTpaumoHHOro
yOOCTOBEPEHUs!, CPOK TOAHOCTU, CNoco® MNpUMEHeHMs, OO3MpOoBKa WM KOHLEHTpauusi, obbem, akTUBHOCTb B
eouHuLax genctenst MMbO KOnMyecTBO [03 B yMNaKkoBKe, NekapcTBeHHast cdopma, YCroBusi OTMYCKa, YCrOBUS
XpaHeHus, NpeaynpeavTenbHble Haanucm.

(B peq. ®enepanbHbix 3akoHoB OT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-03)

2. ®apmaueBTNYecKkMe CyOCTaHLMM OOMKHLI NOCTyNaTb B OOpalleHue, ecnu Ha UX MepBUYHOW YrakoBKe
XOPOLLO YMTAEMbIM LUPUEATOM Ha PYCCKOM $i3blKe YKa3aHbl HavMeHoBaHWe hapmaleBTUYEeCcKON cybcTaHumm
(MexagyHapogHoe HenaTeHTOBaHHOE, WM FPpYNnNMpPOBOYHOE, WM XMMWYECKOE W TOProBoe HauMeHOBaHus),
HauMeHoBaHMe npou3BoauTENs apMauLeBTUYeckon cybcTaHuMM, HOMep cepuM W fata  U3roToBIIEHUS,
KONMYeCTBO B YNAaKOBKE N €AUHULLbI M3MEPEHUS KONMYEeCTBa, CPOK FOAHOCTU U YCIIOBUS XpaHEHUSI.

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

3. ﬂeKapCTBeHHble cpenctBa B KayeCTBe CbIBOPOTOK [OOJDKHbI MNOCTynaTtb B o6pau.|,eH|/|e C YKasaHnem
XMBOTHOIO, U3 KPOBW, nNia3mMmbl KpOBU, OpraHoB 1 TKaHen KOTOPOro OHU Nosny4eHbl.

4. Ha BTOpUYHYytO (NOTpebUTENbCKYI) YNaKOBKY NEKapCTBEHHbIX CPeACTB, MOMYyYEHHbIX U3 KPOBM, NIa3mbl
KPOBU, OPraHOB W TKaHEN YenoBeka, AOMMKHa HaHOCUTbCA Haanuek: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHBIN aHTUreH BMpyca renatuta B otcyTcTByoT".

5. Ha nepBMYHyl0 yMNakoBKy W BTOPUYHYIO (NMOTPeGUTENbCKY) YNakoBKy paauodapMaueBTUYecKnx
nNeKkapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCA 3HAK paanaLMOHHON ONacHOCTH.

6. Ha BTOpu4Hyto (NOTpebMTEnbCKy) ynakoBKYy rOMeonaTM4YecKkux JeKapCTBEHHbIX MNMpenapaToB AOJMKHA
HaHOCUTbCA Haanuck: "NomeonaTmnyecknin'.

7. Ha BTOpuYHytO (MOTPEOUTENBLCKYIO) YNaKOBKY JE€KApPCTBEHHbIX PaCTUTENbHbLIX MpenapaToB AOMkKHa
HaHoCUTbCA Hagnuck: "MNpoayKuusa NpoLuna paguauuoHHbIA KOHTPOrb".

8. Ha nepBuWYHyl0 ynakoBKy (ecnu [Onsi 9TOTO CYyLLECTBYET TeXHUMYeckasi BO3MOXHOCTb) U BTOPUYHYIO
(NoTpebunTenbecKyo) YNakoBKy NEKapCTBEHHbIX MpernapaToB, NpedHas3Ha4YeHHbIX AN KIMHUYEeCKMX UccrenoBaHui,

www.consultant.ru CrpaHuua 87 us 123
HafeXHas npaBoBas NnogaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6FAD9C57B9A80EAE6853B52C5D3456F5ED82B458D3EE8DBB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07572BE6DAD9356B9A80EAE6853B52C5D3456F5ED84B55BD8B3D5F43D8C336059299BAEF8F7FAaCpFI
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6FAD9C57B9A80EAE6853B52C5D3456F5ED82B458D2E785BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07577BD6DA99D51B9A80EAE6853B52C5D3456F5ED82B458D3E286BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6CAA9457B9A80EAE6853B52C5D3456F5ED82B458D5E187BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07577BD6DA99D51B9A80EAE6853B52C5D3456F5ED82B458D3E287BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6CAA9457B9A80EAE6853B52C5D3456F5ED82B458D5E180BB3CD076344A299AAEFBF7E6CE7A03aCp4I
consultantplus://offline/ref=3AFB791CAB5A6608781036F7D693F07575BE6CAA9457B9A80EAE6853B52C5D3456F5ED82B458D5E181BB3CD076344A299AAEFBF7E6CE7A03aCp4I

®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

JOMKHa HAHOCUTLCA HaanNuck: "[nsa KNUHUYECKUX nccrnegoBaHnin".
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

9. YnakoBka NeKapCTBEHHbIX CPEACTB, MpeAHasHaYeHHbIX WUCKIYMTENIbHO AN 3KCrnopTa, MapKuMpyeTcsl B
COOTBETCTBUM C TPeGOBAHUSIMU CTPaHbI-MMMOpTepa.

10. Ha TpaHcnopTHylo Tapy, KOTopas He npedHasHadeHa Ans noTpebutenem u B KOTOPYH MOMELLEHO
nekapcTBEHHOE CPeACTBO, AOMKHA HAHOCUTLCS MHAOPMALMA O HAUMEHOBaHUKW, CepUM NEKapCTBEHHOIO CPeACTRBa,
Aarte BbiNycka, KONM4ecTBe BTOPUYHLIX (MOTPeOMTENbCKUX) YNAKOBOK NIEKapCTBEHHOrO CpeacTea, Npov3BoauTene
NeKapCTBEHHOIO CPeACcTBa C yKa3aHWeM HaMMEHOBaHWUS M MECTOHAXOXAEHUS MPOM3BOAUTENSI NEeKapCTBEHHOMO
cpencTtsa (agpec, B TOM Yucrie cTpaHa 1 (Unm) Mecto NPoM3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), a TaKKe O CpokKe
roOHOCTU JeKapCTBEHHOrO cpeactBa M 00  ycrnoBUSIX ero  XpaHeHus U NepeBo3KM, Heobxogumble
npegynpeauTenbHble HAANMUCU U MaHUMYNSTOPHbIE 3HAKMW.

11. Ha nepBuyHyt0 ynakoBKy W BTOPUYHYKO (MOTPEBUTENbCKYO) YNakoBKYy EKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOro NPUMEHEHNs AOMKHa HAHOCUTBCS HaaNUCh: "[na BeTepnHapHOro NnpumMeHeHms".

12. Ha BTOpuYHyto (MoTpebunTenbCKyto) ynakoBKy NIeKapCTBEHHOIO NpenapaTa HaHOCUTCS LUTPUXOBOM Kop,.

Mnaea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®ELOEPALIUIO U BbIBO3 NEKAPCTBEHHbIX CPELACTB
U3 POCCUUCKOWN ®EOEPALIU
(B pen. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctratba 47. MNopspok BBO3a nekapcTBeHHbIX cpeactB B Poccuiickyro ®depepaunio M BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccuickon Pepepaumm
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-$3)

1. BB03 nekapcTBeHHbIX cpeacts B Poccuickyto enepauuio ocyLlectsnseTca B nopsake, ycTaHOBNEHHOM
MpaButensctBOM Poccuiickon depepaunmn, B COOTBETCTBMM C TAaMOXXEHHbIM 3aKOHOL4ATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3OC (goanee - TamoxeHHbIN coto3) U (Mnun) 3akoHogaTenbctBom Poccuiickon ®epepauun o
TaMOX€EHHOM fJene.

(B pea. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlntoc: npumedaHue.

[o 31.12.2023 pocCUNCKMM NPOU3BOAUTENSAM paspeLLEeHO B yBEAOMUTENTbHOM NOpsaaKe BBO3UTb HE BHECEHHbIE
B peecTtp papmaueBTU4eckne CcyobCcTaHUMM ONa BETEPUMHAPHOrO MPUMMEHEHUs [Ons  MPOW3BOACTBA
3aperncTpupoBaHHbIX NiekapcTBeHHbIX cpeacTs (MoctaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

2. Beosumble B Poccuiickyto ®depepauunio  NeKapCTBEHHbIE CPEACTBA [OOIDKHbI  codepXaTbCs B
rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeaCTB.
(B peq. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-03)

3. Honyckaetcs BB03 B Poccunckyto ®enepaumio KOHKPETHOM NapTUM 3apermcTpupoBaHHbIX U (Mfu)
HEe3aperMcTpUpOBaHHbIX  FIEKAPCTBEHHbLIX  CPeAcTB, NPeAHa3HaYeHHbIX Anst  MNPOBEeAEHUSA  KITMHUYECKMX
NCCreoBaHUM  NEKapCTBEHHbIX  MpenapaToB, MPOBEOEHWs 3KCMEepTU3bl NEeKapCTBEHHbIX CPEACTB  Ans
OCYLLECTBITEHUSI TOCYAapCTBEHHOW pErmcTpaumu NeKapCTBEHHbBIX MpenapaTtoB UM AN OKa3aHusa MeauLMHCKOM
MOMOLUM MO J>KU3HEHHbIM TMOKA3aHUAM KOHKPETHOro MauueHTa Ha OCHOBaHWWM paspeLleHus, BblAaHHOro
YNOMHOMOYEHHbIM dhedeparibHbIM OpPraHOM UCTOMHUTENBHOW BRAcT MO 3asiBNEHUAM NUL, yKa3aHHbIX B cTaTbe 48
HacTosiwero PepgepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asiBNeHUs W MPUHATME peleHnss O Bblgaye
paspeLleHnss Ha BBO3 KOHKPETHOW NMapTum 3aperMcTpupoBaHHbIX U (MNn) He3apermcTpUpoBaHHbIX NeKapCTBEHHbIX
CpPeACTB, npedHasHayeHHbIX Anst NPOBEAEHMST KIMHUYECKUX WCCNEeAOBaHUN NEKapCTBEHHbIX Mpenapartos,
NPoOBEAEHNA SKCMEePTU3bl JIEKAPCTBEHHbIX CPEACTB ANs  OCYLIECTBNEHWS TOCYAapCTBEHHOW perncrpaumm
NeKapcTBEHHbIX MpenapaTtoB UNN AN OKasaHUA MeOULUHCKON MOMOLLM MO KMU3HEHHbIM MOKa3aHUSM KOHKPETHOro
nauueHta nMbo o6 oTkase B Bblgaye yKaszaHHOro paspelleHusi NPOU3BOAATCA B CPOK, HE NpPeBbILIAKOLWMN NATU
pabounx aHen. [NnaTa 3a Bbigayvy yka3aHHOro paspeLleHns He B3MMaeTCs.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2024 4. 3.1 cT. 47 ytpadnBaet cuny (P3 o1 27.12.2019 N 475-P3).

3.1. [Honyckaetca BBO3 B Poccuitickyto ®deaepaumio KOHKPETHOW nNapTUM He3aperncTpupoBaHHbIX
neKapCTBEHHbIX MPenapaToB, COAEPXaLLNX HAPKOTUYECKME CpeacTBa WM MCUXOTPOMHbIE BELIECTBA, B MOPSAKe,
ycTaHoBneHHoMm [MpaButensctBom Poccuiickon ®Pepepauum, ans okazaHua MegULUHCKON NMOMOLLM MO XXMU3HEHHBIM
MOKa3aHUSM KOHKPETHOro naumMeHTa Wnu rpynnbl NauMeHTOB B Criydae, ecnv MMeeTcs pelleHne BpadvebHom
KOMUCCUN MEOULIMHCKON OpraHmsauum O HeadEKTMBHOCTM UMM HEBO3MOXHOCTU MPUMEHEHUS Y KOHKPETHOro
nauMeHTa WHbIX 3aperMcTpMpOBaHHbIX JIEKAPCTBEHHbBIX MpenapaToB, B TOM YWCMe codepxalux apyrue
AeNCTByloLMe BewecTBa, U 0 HeobxoauMoCT! BBO3a OMNpeaeneHHOro He3aperncTpupoBaHHOrO MeKapCTBEHHOMO
npenapaTta C yka3aHWem €ero MeXayHapoAHOro HenaTeHTOBaHHOro (UMW XMMWYECKOro, WAW rpynnMpoBOYHOIO)
HaMMeHOBaHMs, OpMbl BbiMycka U kKonuyectBa. [lepeyeHb 3aboneBaHUn M COCTOSHUA U COOTBETCTBYHOLLNX
NeKkapcTBEHHbIX MpenapaToB, CoAepXalluMx HapKOTUYEeCKMe cpeactBa U MNCUXOTPOMHbIE BellecTBa, B Lensax
OCYLLIECTBIEHMS MX BBO3a B COOTBETCTBUM C TPeOOBAHMSMWN HACTOSILLEN YacTu yTBEPKAAETCS YNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONTHUTENBHOM BNacTu.

(vacTb 3.1 BBegeHa denepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

3.2. [lo 31 pekabps 2024 roga gonyckarTcsi BBO3 Ha TeppuToputo Poccuickon ®epepauumn n obpallieHue B
Poccuiickon ®epgepaumm ¢ yyeTom 0ocobeHHOCTelN, ycTaHoBneHHbiX lMpaButensctBoM Poccuiickon depepaumu,
3aperucTpMpoBaHHbIX  JIEKApCTBEHHbIX MpenapaToB  ANs  MEeOWUMHCKOrOo  MPUMEHEHUs B ynakoBKax,
npegHasHaYeHHblX Ans obpalleHnMs B WMHOCTPaHHbIX rocygapcTBax, B crnydae gedekTypbl JIeKapCTBEHHbIX
npenapaToB MM puUCKa €e BO3HUKHOBEHUS B CBSI3M C BBeAeHMEeM B OTHoweHum Poccunckon depepaumm
OrpaHNYMTENbHBIX MEp 3KOHOMWYECKOro XxapakTtepa npwu YCrOBUW COOTBETCTBMS BBO3UMbIX J1€KapCTBEHHbIX
npenapaTtoB TpeboBaHWAM, YCTaHOBMEHHbIM MPU UX perncrpauun, 3a UCKMYeHneMm TpeboBaHuin K NepBUYHON
yrnakoBKke, BTOPUYHON (NOTPebUTEnbCKOM) ynakoBke, a Takke NpW HanmMyum Ha BTOPUYHOM (NOTpPebuTensbckon)
ynakoBKe eKapCTBEHHbIX MpenapaToB, HaxoAsLMXcs B obpalleHunM, CaMOKNesALlencs 3TUKETKU, codepxallien
WHOPMALMIO O NEKapCTBEHHOM npenapaTte Ha PYCCKOM Si3blKe.

(vacTb 3.2 BBefeHa PenepanbHbIM 3akoHOM OT 26.03.2022 N 64-03; B pea. depepanbHoro 3akoHa ot 19.12.2022
N 519-93)

4. B Poccuiickyto ®egepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX NOATBEPKAEHO
cepTnduKaTom MNpoU3BOANTENS  NEKApCTBEHHbIX CPeacTB, YAOCTOBEPSOLMM  COOTBETCTBME  BBO3WMbIX
NeKapCTBEHHbIX CpeAcTB TpeboBaHusaM hapMakonenHblX cTaTe nMbo B criyyae MxX OTCYTCTBUS HOPMAaTUBHON
OOKyMeHTauun nnm HopmMaTuBHOIro AOKyMeHTa.

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

5. 3anpewaetca Beo3 B Poccuiickyto Pegepaunio anbcnuLMpOBaHHbIX NEKApCTBEHHbLIX CPeacTs,
HeaoOpoKa4YeCTBEHHbIX NEKAPCTBEHHBIX CPEeACTB, KOHTPAaKTHbLIX JIEKapCTBEHHbIX CPEeACTB.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcudurumpoBaHHble NeKkapcTBEHHble cpeacTBa, HeJobpoKayeCTBEHHble NeKapCTBEHHble cpeacTBa
noanexaT U3bATUIO U NOCMEAyLEMY YHUMTOXEHUIO UK BbiBO3y M3 Poccuiickon depepaunn, KOHTpadakTHbIe
nekapcTBeHHblEe CPeACTBa - U3LATUMIO U MOCMeaYoWEMY YHUYTOXEHUIO. YHUUYTOXEHNE nnu BbIBO3 M3 Poccuiickon
®epepaumn panbcuULMPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, HeAOOPOKa4YeCTBEHHbIX NeKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLLEeCTBMSeTCA 3a CYeT nuua, OCyLeCcTBMBLUEro Ux BBO3. lMopsgok
YHUUTOXEHNSA U3bATbIX PanbCupULMPOBaHHbIX NeKapCTBEHHbIX CPEACTB, HEA0OPOKAYECTBEHHbIX NIEeKapCTBEHHbIX
CcpeacTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnuBaeTca [NpaBuTenscTBom Poccuiickon ®egepaumu.
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-$3)

7. Jlnua, ocywectensowme BBo3 B Poccunckyio degepaumio dpanbCUPULMPOBAHHBIX NEKapCTBEHHbIX
cpeacTB, HegoOpPOKaYeCTBEHHbIX JIEKapCTBEHHbIX CPeacTB, KOHTpadhakTHbIX NeKapCTBEHHbIX CpeacTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOA4ATENbCTBOM TaMOXEHHOro cots3a u  (Mnwn)
3akoHogaTtenscTBoMm Poccuiickon ®egepaunmn o TamoxXeHHOM gene.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

8. BblBO3 nekapcTBeHHbIX cpeacTB K3 Poccuinickon Pepepaumm ocyllecTBnseTca 6e3 npuMeHeHus
OrpaHWYEeHUn,  YCTAHOBMNEHHbIX  TaMOXEHHbIM  3aKOHOOATENbCTBOM  TaMOXEHHOro  coi3a U1 - (unu)
3akoHogaTtenbcTBoM  Poccuitickon ®epepauum o rocygapCTBEHHOM  perynuMpoBaHUM  BHELLUHETOProBOWn
[eATEenbHOCTH.

(B pea. PepepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

9. Beopg B rpaxaaHckuin 060poT NekapCTBEHHbIX NpenapaToB Ans MeaMUUHCKOro NpUMEHEHUs!, BBE3EHHbIX B
Poccuiickyto depepaumto, ocywiectBnaetcs ¢ cobniogeHvem TpeboBaHWA, YCTAHOBMEHHbIX cTatben 52.1
HacToswero PenepanbHOro 3akoHa.

(4acTb 9 BBegeHa deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTanTlntoc: npumedaHue.

Y. 10 cT. 47 He pacnpoCTpaHseTCs Ha Cepun nekapCcTB AN BETepMHapHOro MpPUMEHEHUs, BBEAEHHblE B
rpaxkgaHckuii obopoT go 01.09.2023, koTopble noanexaT NPUMMEHEHUIO OO0 UCTEeYEHMs1 cpoka X rogHoctu (P3
ot 02.07.2021 N 317-®3).

10. Bopg B rpaxkgaHckuii 000pOoT NekapcTBEHHbIX NpenapaToB AN BETePUHAPHOro NPUMEHeHNs, BBE3EHHbIX
(nepemelleHHbIX) B Poccuiickyto Pefepauuio, ocyllecTBnsieTcs ¢ cobniogeHnem TpeboBaHWN, YCTaHOBIEHHbIX
ctatben 52.2 HacToswero PegepanbHOro 3akoHa.

(4actb 10 BBegeHa PepepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JIeKapCTBEHHbIX cpeacTB B Poccunckyto
Pepepauuto
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

INekapcTtBeHHble cpeacTBa B Poccuiickyto degepauuio MOryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-$3)

1) npon3BogunTeNIn JNeKapCTBEHHbIX CpeanctB Al uenen cobCTBEHHOrO npon3BoacTBa Ji€KapCTBEHHbIX
cpencTs,;

2) MHOCTpaHHble pa3paboTyMKkM NEeKapCTBEHHLIX CPEACTB U MHOCTPaHHbIE MPOU3BOAUTENU NEKAapPCTBEHHbIX
CPEeACcTB uNu Apyrve opuavyeckue nuua no nopyyeHuto paspaboTumka NekapCTBEHHOro CpeacTBa  [Ans
NPOBEAEHUS] KINMHUYECKMX WCCNefoBaHUA NeKapCTBEHHOro rnpenaparta, OCYLLEeCTBMEHUsI TOCyAapCTBEHHOW
perncTpaumm ekapCTBEHHOro npenapara, BKIOYeHUs apmaueBTUYECKOW CcyOCTaHLMM B rOCYyAapCTBEHHbIN
peecTp neKapCTBEHHbIX CPEACTB, KOHTPOMs KayecTBa NEKapCTBEHHbIX CPEACTB MpU Hanuyiuu paspeLleHus
YNONMHOMOYEHHOro doefieparnbHOro opraHa UCMOSNHUTENbHOW BNacTM Ha BBO3 KOHKPETHOW MapTuu NeKapCTBEHHbIX
CpeacTs;

3) opraH13auuy oNTOBO TOPrOBIM NIeKapCTBEHHLIMU CPEACTBAMY;

4) Hay4HO-uUccrefoBaTeNlbCkMe opraHusauuu, obpasoBaTefibHble OpraHM3auum BbiCLIero obpa3oBaHus,
NPou3BOAUTENN NEKAPCTBEHHbIX CPEeACTB ANns pa3paboTku, UCCcredoBaHWUN, KOHTpPons 6e3onacHOCTW, KadecTea,
3 hEKTUBHOCTU NEKAPCTBEHHbBIX CPEACTB NPWU HaNU4MU paspeLleHns YNoNTHOMOYEHHOro deaepanbHOro opraHa
WCMOSTHUTENBHOW BNacTy;

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

5) MeOuuMHCKME opraHM3auuun, WHble yKasaHHble B NyHkTax 1 - 4 HacToswewn cTtaTbu opraHu3auuun aons
OKasaHvs MeQMUMHCKON MOMOLUM MO XM3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauueHTa npu Hanmuuum paspelueHus
YNOMTHOMOYEHHOro hedeparnbHOro opraHa UCMONHUTENbHOW BMACT Ha BBO3 KOHKPETHOW NapTMu NekapCTBEHHOMO
npenapaTta, Bbl4AHHOrO B YCTaHOBMEHHOM nopsiake B hOpMe 3NEKTPOHHOTO AOKYMEHTa, NOANNCaHHOrO YCUNeHHoM
KBannMUUUpOBaHHON 3NEKTPOHHON NOANUCHIO;

(B peq. ®PepepansHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlntoc: npumedaHue.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

C 01.01.2024 n. 6 cT. 48 ytpauusaet cuny (®3 o1 27.12.2019 N 475-D3).

6) rocygoapCTBeHHble YHUTApHble MNPeanpusaTUs, WMMYLLECTBO KOTOPbIX Haxoautca B deaepansHoOn
cobcTBeHHOCTH, onpeensiemble [MpaButensctBom Poccuiickon ®Pepepauun, B 4vactu BBO3a B Poccuimckyto
denepaumio Hes3aperncTpMpoBaHHbIX JIeKapCTBEHHbLIX MpenapaToB, COAepXKallMx HapkoTUYeckMe cpeacTBa Unu
NMCUXOTPOMHbIE BeLlecTBa, ANs OKasaHMsl MeOULMHCKOM MOMOLUM MO >KU3HEHHbIM MOKa3aHUSIM KOHKPETHOrO
nauveHTa Unu rpynnsl NauneHToB B COOTBETCTBUM C YacTblo 3.1 cTtaTbmn 47 HacToswero deagepanbHOro 3akoHa.

(n. 6 BBegeH PeagepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

Cratbs 49. [loKyMeHTbl, NpeAcTaBlisieMble B TaMOXeHHble opraHbl Poccuickon ®epepauuu npu
BBO3€ JiIeKapCTBeHHbIX cpeacTB B Poccuiickyro ®egepauuio
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpn BBO3e NekapCTBEHHbIX CpeacTB B Poccunckyo Pegepaumnio B TamMOXeHHble opraHbl Poccuinckon
degepaumn Hapagy ¢ JOKYMeHTamu, npeacTaBneHne KOTopbiX NPeayCMOTPEHO TaMOXEHHbIM 3aKkoHO4aTeNnbCTBOM
TamoxeHHoOro cows3a wu (unu) 3akoHogatenbctBoM Poccuiickon ®epepauum 0 TaMOXeHHOM Jene,
NpeacTaBnsoTCca cneayowme JOKYMEHTbI:

(B pea. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudpmkat npomsBoAMTENSA JEKAapCTBEHHOrO CpeacTBa, YAOCTOBEPSIOLWMA COOTBETCTBUME BBO3MMOIO
NeKapCTBEHHOro cpeacTBa TpeboBaHUAM dhapmMakonenHon ctaTbM NMOO B Criyyae ee OTCYTCTBUS HOPMAaTMBHOWN
AOKYMEHTaLMN UM HOPMAaTMBHOIO AOKYMEHTa;

2) paspelleHne YrnonHOMOYEHHOro doefepanbHOro opraHa MCMOMHUTENbHON BNacT Ha BBO3 KOHKPETHOW
napTUM NeKapcTBEHHOro CPeAcTBa B Cry4asiX, YCTaHOBMEHHbIX YacTbio 3 cTaTbu 47 HacTosuero degepansHoro
3aKoHa.

2. [lokymeHTbI, YkasaHHble B nyHKTax 1 u 2 yactu 1 HacToswen ctaTtbu, NPeacTaBnalnTCa B TaMOXEHHbIE
opraHbl Poccuinckon ®egepaumm npu npnbbiTUK NiekapCTBEHHbIX cpeacTB B Poccuiickyto degepaumio.
(B peq. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIx npenapatoB B Poccuinckyio ®Pepepauuto Ans  JUYHOro
MCMONMb30BaHUAA M WHbIX HEKOMMEpPYECKMX uenen, a Takke ANA MUCNONb3OBaHUMS Ha TeppuTopuMn
MeXayHapoaHOro MeAULIMHCKOro Knactepa
(B peq. ®enepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®egepauunto 6e3 yyeta TpeboBaHui,
npeaycMoOTpPeHHbIX Yyactamu 1 - 4 ctaTtbn 47, ctatbamu 48 n 49 HacTodwero degepansHOro 3akoHa, ecrnv OHU
npegHasHayYeHbl ans:

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

1) NMYHOro Mcnonb3oBaHWA U3nYeckumun nuuamu, npubbiBwKMKN B Poccuinckyto ®egepaunto. Mpn atom
BBO03 B Poccuiickylo ®efepaumio nekapCTBEHHbIX NpPenapaTtoB, COAepXaluux CunbHogewcTBylowme u (unu)
A00BUTbIE BeELLEeCTBa, BKIIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUNbHOAEWCTBYIOLWMX BeLeCcTB AN ueneu
YronoBHOro 3akoHogaTensctsa Poccuinckon ®efepaumm 1 B CNUCOK SA0BUTLIX BELECTB ANs Lenen YrornoBHOro
3akoHopatenbcTBa Poccuiickon ®epepauun, yTBepxaeHHble [MpaBuTtensctBoMm Poccuiickon ®epepauuu,
OCYLLECTBAETCH NPW HaNU4MmM JOKYMEHTOB (3aBEpPEHHbIX KOMUA OOKYMEHTOB UIM 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEMKAAIOLMX HasHa4YeHne U3NYECKOMY NULY YKasaHHbIX JEeKapCTBEHHbIX MPenapaToB (3a UCKYEHUEM
nekapcTBEHHbIX MpenapaToB, 3aperucTpupoBaHHbIX B Poccunckon depepaumm n oTnyckaembiX B Poccumnckon
dPepepaummn 6e3 pelenta Ha fnekapCTBeHHbIV NpenapaT). MNoaTeepxaalowme OKYMEHTbI (MX 3aBEPEHHbIE KOnun
UM 3aBEPEHHBIE BbIMWUCKU U3 HWX) OOJPKHBI cooepXaTb CBEAEHUs O HaMMEHOBAHWM U KONMYECTBE HA3HA4YEHHOro
nekapcTBeHHOro npenapata. B cnyvae, ecnu nogTBepxaawowimMe [OKYMEHTbl (MX 3aBEPEHHbIE KOMUM UMK
3aBEpEHHble BLIMMCKUM M3 HUX) COCTaBMEHbl Ha WMHOCTPAHHOM $3blke, K HUM npunaraeTcsd HoTapuanbHO
3aBepeHHbIN NepeBo Ha PYCCKUM A3bIK;
(n. 1 B pea. PepepanbHoro 3akoHa oT 02.06.2016 N 163-93)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

2) ncnonb3oBaHus paboTHMKaMM AMNIIOMAaTMYECKOrO Kopryca WM NPeACTaBUTENSMU MeXOyHapPOOHbIX
opraHusaumn, akkpeauntToBaHHblx B Poccunckon degepaunm;

3) neyeHus NaccaxXMpoB U YNEHOB 3KMMaXeW TPaHCMOPTHbIX CpeacTB, Noes3aHbix Gpurag u BoauTenen
TPaHCMOPTHLIX CPeacTB, NpubbIBLLKX B Poccuiickyto ®eaepaumio;
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) edyeHna Yy4daCTHUKOB MeXOyHapOoOHbIX KYJbTYPHbIX, CROPTUBHbIX MepoanﬂTMVl M y4yacCTHUKOB
MeXOyHapoaOHbIX akcnegmuum;

5) neyeHMs KOHKPETHbIX >XMBOTHBIX B 300Mapkax, 300cajax, Uupkax, OKeaHapuyMmax, AenbguHapusx,
fieyeHns OUKMX KMBOTHbIX, MOCTOSIHHO WITM BPEMEHHO Hacenswwmx Ttepputoputo Poccuiickon Pepepaumm,
HaxXOASALIMXCA B COCTOSIHMM €CTeCTBEHHOM cBoboAdbl M NpuHagnexawmx K BugaMm, 3aHeceHHbIM B KpacHyto KHury
Poccuiickon ®epepaumm n (unn) KpacHble KHUrM cybbektoB Poccuiickon degepaumu, a TakkKe >XMBOTHbIX,
BBO3UMbIX B Poccuiickyto deaepaumio onst ydactusi B COPTUBHBIX U 3pESULLHBIX MEPONPUATUSAX;

(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) ncnonb3oBaHMsl Ha TePPUTOPUN MEXOYHAPOAHOrO MEAULMHCKOrO KnacTepa.
(n. 6 BBegeH PeagepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. B cny4yasix, npegyCMOTPEHHbIX 4acTbio 1 HacTosWen cTaTbk, [OMNyckaeTcsas BBO3 B Poccuickyto
denepaumio nekapCcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuiickon depepaumn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHble nNpenapartbl, NpeAHa3Ha4YeHHble ANs T'YMaHUTapHONW NMOMOLM (CO4ENCTBUSA) UM MOMOLLIM
npyv 4pesBblHalHbIX CUTyauusix, BBO3ATcs B Poccuiickyto ®Pegepauuto B nopsgke, YCTaHOBMEHHOM
MpaBnTENBLCTBOM Poccurckon depepaunm. 3anpewaeTcs BBO3 B Poccuiickyto depepaumio
HEe3aperMcTpUpoOBaHHbIX  FIEKAPCTBEHHbIX MpenapaToB, MpedHa3HayeHHbIX A9 FYMaHMTapHOW  MOMOLLU
(cooencTBms) UnNu NOMOLLIM MPU Ype3BblYalHbIX CUTyauusiX.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 51. CoTpyaHMyecTBO (hegepanbHOro opraHa UCMOJSIHUTENIbLHOM BacT, YNOJIHOMOYEHHOro B
obnacTtM TaMOXEHHOro Aaena, M ApPYrux YMNONIHOMOYEHHbIX cheaepanbHbIX OPraHoB MCNOMHUTENbHOM
BnacTu

1. YNonHoMo4eHHble (pe,u,epaanble opraHbl WCMONHUTENbLHON BnacTtn npenocTaBndarT B pacnopsxXeHue
cbe/J,epaanoro opraHa WCMONHNTENBHON  BnacTu, YNONMMHOMOYEHHOIo B obnactm TaMOXeHHOoro [Jena,
Focyﬂ,apCTBeHHblm peecTp NneKapCTBEHHbIX CpeacTB, a TakKxe I/IH(*)OpMaLI,I/HO O BblAaHHbLIX pa3pelleHnAax Ha BBO3
KOHerTHOVI napTMn nNeKapCTBeHHbIX CpencTB B CllydadX, YCTaHOBJIEHHbIX 4aCTbH 3 crtatbu 47 HacTosiwero
d)ep,epaanoro 3aKOHa.

2. ®epepanbHbIl OpraH MCMOSHUTENbHOW BNacTh, YMNOMIHOMOYEHHbI B 00facTM TaMOXEHHOro [nena,
MHOPMUPYET YyKasaHHble B 4YactTm 1 HacToswen cTaTbW YMNOMNHOMOYEHHble defeparnbHble  opraHbl
WCMNOMHUTENBbHOW BNAacTu O BBO3e NeKapCTBEHHbIX CpeAcTB B Poccuiickyto degepaunio u BbIBO3€ NeKapCTBEHHbIX
cpeactB m3 Poccuinckon ®Pepepaumm no dgopme M B Nopsake, KOTOpble ycTaHOBMeHbl [1paBuTeNnsCTBOM
Poccuiickon ®eaepaunn.

(B pea. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATENNIBbHOCTb
Crartbs 52. OcyuecTBneHue hapMmaueBTM4ECKON AeATeNbHOCTU

1. dapmaueBTMHecKas  OEATENbHOCTb  OCYLIECTBNSETCA  OpraHmsaumsiMu  OMTOBOW  TOProBMM
neKapcTBEHHbIMWM CpeACcTBaMK, anTeYHbIMW OpraHvM3aumsaMy, BeTepUHAapPHbIMWM  anTeYHbIMW  OpraHu3auusiMu,
WHAMBMAOYanNbHbIMU  MPeanpuHUMaTensamMun, MMEeLWUMN  MUMUEH3NI0 Ha  dapMaLeBTUYECKyl0 AeATeNbHOCTb,
MEONLMHCKUMW  OPraHun3auusamMn, UMeLWVMU  NULEH3NI0 Ha  dapmaueBTUYECKYlo AeATeNnbHOCTb, W UX
0bocobneHHbIMM  nogpasgeneHuamu  (amOynaTtopusimn,  dpenbawepckumm U enbaLepcKo-akyLepCKuMm
NyHKTamu, ueHTpamu (oTaeneHusimn) obwen BpavyebHOW (CeMEWHON) MPakTUKM), PacnonoXeHHbIMU B CENbCKMX
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

HacerneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHmsauuMuM, U BeTepuHapHbIMW OpraHusaLusmMu,
UMELLUMMN NINLEH3NI0 Ha hapMaLleBTUYECKYIO AeATeNbHOCTb.
(B pea. ®enepansHoro 3akoHa ot 25.11.2013 N 317-03)

KoHcynbTaHTlntoc: npumedaHue.

Y. 2 cT. 52 (B peqn. P3 o1 28.04.2023 N 149-d3) B 4actu akkpeautTaumm CneumanmncToB C BbICLUMM UM CPEAHUM
BETEPUHApPHbIM 0Opa30BaHMEM, OCYLLECTBASKLWMNX apMaUeBTUYECKYD [OeATeNbHOCTb, MPUMEHSIeTCS C
01.03.2026. CepTndomkaTthl Takmum nuuam Bbigatotcs no 28.02.2026 v aencTByoT He bonee 5 ner.

2. ®dusmdeckme nuua MoryT ocyLecTBNATb hapMaLeBTUYECKYI0 AeATENbHOCTb NMPU HANMYUKU BbICLLETO Ui
cpeaHero dapmaleBTudeckoro obpasoBaHust 1 ceptudmkaTa crneumanucta nMbo MPONAEHHON akKpeauTauuu
crneunanqcTa, BbICLUErO WM CpedHero BeTepuHapHOro obpasoBaHus u cepTudwmkaTa cneuuanucta nunbo
NPOMOEHHON akkpeauMTaumyM Ccrneunanncta, a Takke BbICLIEro WnM cpegHero MeavuuHCKOro obpasoBaHus,
ceptudmkata cneumanucta nmMbo  NPOMOEHHOW  akKkpeauMTauumu  cneumanucta v JOMNOMNHUTENbHOro
npoceccuoHanbHoro obpasoBaHMs B 4YacTU PO3HUYHOM TOPrOBMW JIEKApPCTBEHHbIMKM Mpenapatamu  ans
MEANLMHCKOrO MNPUMEHEHNs MpuM  ycrnoBuM uX paboTel B 0BOCOONEHHBbIX NoApasfgeneHusx MeLULMHCKUX
OpraHunsaLui, ykasaHHbIX B 4acTu 1 HacTosLen cTaTbMm.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbTaHTlntoc: npumedaHue.

JlekapcTBeHHble npenapaTtbl ANs MEOWLMHCKOrO MNPUMEHEHUs, BBEOEHHbIE B rpaXOaHCKMW 00opoT Ao
29.11.2019, nognexaT XpaHEeHWIO, NepeBo3Ke, OTMYCKY, peanu3aunn, nepegade, NPUMMEHEHUIO OO0 UCTEYEHUN
cpoka nx rogHocTu (P3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBOoAg B rpaxaaHCKMi OGOPOT NeKapCTBEeHHbIX npenapaTtoB ANA MeAULMUHCKOro
npuMeHeHus
(BBeaeHa deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. lMepen BBOAOM B rpaxkaaHCKu 060POT KaxKAOW Cepuu UK Kaxkaon napTum npou3seaeHHoro B Poccuinckon
depepaumn  nekapcTBeHHOro  npenapata  AnAsg  MEOUUMHCKOTO  MPUMEHEHUs,  3a  UCKIYEHUEM
UMMYHOBNOMOrMYECKNX NEeKapCTBEHHbIX NpenapaTtoB, MNPOU3BOAUTENb Takoro feKapCTBEHHOro mnpenapaTta
npeacrtaBnseT B denepanbHbid OpraH WUCMOMHUTENbHOW BAacTW, OCYLLECTBASIOWNA (PYHKLUUN NO KOHTPOMO ©
Haasopy B cdepe 34paBOOXpPaHEHUs, AOKYMEHT MPOuM3BOAUTENS NEKapCTBEHHOro cpeacTtsa, NOATBEpXAaroLmin
KayeCTBO feKapCTBEHHOro npenapaTta, W MOATBEPXKOEHWE  YMNOMHOMOYEHHOro nuua  npousBoauTens
neKapCTBEHHbIX CPeACTB COOTBETCTBUSI NMeKapCTBEHHOro npenapaTta TpeboBaHUsiM, YCTAHOBMEHHbIM NpWU ero
rocyfapCTBEHHON perncTpaunu.

2. MNepen BBOOOM B rpakgaHCKUM 06OpPOT KaXKOOW CEPUM UMW KaxKAOW napTum BBO3UMOro B Poccumnckyro
depepaumio  NeKapCTBEHHOro  mpenapata  Ans  MEOUUMHCKOTO  MPUMEHEHUs,  3a  UCKITHOYEHUEM
UMMYHOBUNOMNOrMYECKNX JeKapCTBEHHbIX MpenapaToB, OpraHM3aunsi, OCYLLEeCTBASAKLWas BBO3 J1I€KapCTBEHHOro
npenapata B Poccuiickyto ®depepaumio, npeacTtaensetr B dedepanbHbli OpraH MCNOMHUTENbHOM BMAcTMy,
OCYLLECTBSAOWMN (DYHKUMM NO KOHTPOM U Hag3opy B cdepe 3opaBoOOXpaHeHus, cepTudmkaT NnpoussoamTens
neKkapCTBEHHOIO  CpeAcTBa, YAOCTOBEPSIOWMN  COOTBETCTBME  BBO3UMMOINO  JIEKapCTBEHHOro  npenapara
TpeboBaHMsIM (apMakonerHon cTaTbW, a B Cry4yae OTCYTCTBUS (papMakonenHon crtaTbu TpeboBaHUAM
HOPMaTUBHOW [OOKYMEHTauuu, u noAaTBepXaeHue npeacTaBuTens opraHusauun, OCYLLIECTBNSOWEN BBO3
nekapcTBeHHOro npenapaTta B Poccuickyio Pegepaumio U ynoriHOMOYEHHOW WMHOCTPAaHHLIM MPOU3BOAUTENEM
NeKapCTBEHHbIX CPEeACTB, COOTBETCTBUSI BBO3MMOrO NEKapCTBEHHOro npenapara TpeboBaHWAM, YCTaHOBMEHHbIM
npwv ero rocyapCTBEHHOW perncTpaumnmn.

3. MNMopsagok npeactasneHns B COOTBETCTBUM C YacTaMKU 1 1 2 HACcTOSALLEN CTaTbW JOKYMEHTOB U CBEAEHUN O
NeKapcTBEHHbIX NpenapaTax, BBOAUMbIX B rpaxaaHckui 0b6opoT, ycTaHaBnmeaeTcs [NpaButenscTBom Poccumnckon
depepaumu.

4. B OTHOLUEHUN NEPBLIX TPEX CEPUN NNK NAPTUN NEKAPCTBEHHOro rnpenapaTta, BnepBble NPON3BEAEHHOMO B
Poccuiickon ®epepauun wunu Bnepsble BBO3MMOro B Poccuiickyio ®depepaumio, B deaepanbHbin  opraH
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

WUCNOSNTHUTENBHON BNAacTW, OCYLUECTBASKOWUA YHKUUM NO KOHTPOMK M Haa3opy B cdepe 3apaBoOXpaHeHus,
OOMOMHUTENbHO MpPeAcTaBnseTcsl MPOTOKON UCNbITAHUA O COOTBETCTBUMM CEPUN UMM MNapTUU NEeKapCTBEHHOro
npenapata Ana MeOWUMHCKOrO NPUMEHEeHWs nokasaTensM KayecTBa, nNpeayCMOTPEHHbIM HOpPMaTUBHOM
OOKYMeHTaumen (ganee - MNPOTOKOM  MCMbITAHUWA), NPOBOAMMBIX aAKKPEeOWTOBAHHbIMW B COOTBETCTBUM C
3akoHogaTtenbcTBom Poccuiickonn ®epepaumm 00 akkpeguTaumv B HaLMOHANBHOW CUCTEME aKKkpeauTauuu
denepanbHbIMU rOCY4apPCTBEHHBIMUW OIOMKETHBIMU YYpEeXOEeHMAMU, NOABEOOMCTBEHHbIMY heaepanbHOMY OpraHy
WCMNOMHUTENBHOW BRAacTu, OCyLLEeCTBRSALWEMY YHKUMM MO BbipaboTKe 1 peanv3aumnm rocygapCTBEHHON NOMUTUKK
M HOPMaTMBHO-MPaBOBOMY perynMpoBaHuilo B cdepe 30paBooxpaHeHus, u  degepanbHOMYy — OpraHy
WCMOMHUTENBbHOW BMAAcTW, OCYLLECTBASIOWEMY (OYHKUMM MO KOHTPOM W HaA3opy B cdepe 34paBOOXPaHEHMUS.
Mopsaok BblgauM ykasaHHbIMWM  dedepanbHbIMU  FOCYAapCTBEHHBIMU  BIOMKETHBIMU  YYPEXKAESHUAMU OaHHOro
NpoTOKONa 1 pasMep nnarbl 3a ero Bbigavy yctaHaenmaatotces [NpasutensctBom Poccuiickon ®egepaumu.

5. ExerogHo He nosgHee 1 dbeBpans NPOM3BOAMTENN FEKAPCTBEHHbLIX CPeACTB WM OpraHu3auuu,
OCYLLIECTBIISIOLLME BBO3 fekapCTBEHHbIX NpenapaTtoB B Poccuiickyio Gefepauuto, npeacTaBnsoT B dheaepanbHbIi
opraH UCNOSTHUTENbHOW BNAcTU, OCYLLECTBASIOLMIA PYHKLMN MO KOHTPOSIO U Hag3opy B cdpepe 30paBooXpaHeHus,
MPOTOKON MWCMNbITaHUA MOCTYMMBLLUErO B TeYeHMEe rofja B rpakAaaHckMin obopoT nekapCTBEHHOro npenaparta
KOHKPETHOro MpPOM3BOAMTENS (HA OAHY CEPUID KaXZoro TOProBOro HaMMEHOBaHWS C YY4ETOM FEeKapCTBEHHOW
hopMbl M [O3MPOBKKM), NMPOBOAUMBIX aKKpeAMTOBaHHbLIMW B COOTBETCTBUM C 3akOHOAATeNbCTBOM Poccuiickon
depepaumn 06 akkpeauMTauMM B HaLMOHANbHOW CUCTEME akKpeauTauum ucnbliTatenbHbiMKM nabopatopusimMu
(ueHTpamm).

6. lNMpoussoanTenn nekapcTBEHHbIX CPEACTB UMM OpraHusauuu, OCyLLEeCTBISIOWMEe BBO3 NeKapCTBEHHbIX
npenapaTtoB B Poccuiickyio defepaumio, He MeHee YeM 3a OOMH rof A0 NMaHUpyeMbIX NPUOCTaHOBIEHUS UMK
npekpaLleHns NPOM3BOACTBA NEKapCTBEHHbIX NpenapaToB uUnn ux Beo3a B Poccuiickyto Pegepaumio yBegoMnsoT
06 aTOM dhegepanbHbIi OpraH UCMOMHUTENBHOW BAcTU, OCYLLECTBASOWNA (OYHKUUM MO KOHTPOMO U HA430py B
chepe 3apaBoOXpaHeHUs U efepanbHbI OpraH WUCNONHUTENBbHOW BRacTW, OCYLLECTBASKOWUA (YHKLMM MO
NMLEH3NPOBaHUI0 NPOU3BOACTBA JIEKAPCTBEHHBLIX CPEACTB.

7. BBog B rpaxpgaHckMi OOOpPOT KaXOow CepuM WM  Kaxgon naptum  MMMYHOBMOMOrmyeckoro
nekapCTBEHHOro npenapaTta, npou3BedeHHoro B Poccuiickon ®epepaumm wnm BBO3MMOrO B Poccumnckyto
degepaumio, OCyLLECTBNAETCS Ha OCHOBaHMW paspelleHmns, BoldaHHOro deaeparnbHbIM OpraHoM UCMONHUTENBHON
BMNacTW, OCYLUECTBISOWMM (YHKUMU MO KOHTPOMK M Haasopy B cdepe 34paBOOXpaHEHMS, HA OCHOBaHWUU
BblgaHHOro defeparnbHbiMU  FOCYOAPCTBEHHLIMU - BIOXKETHBIMU  YYPEXKOAEHUSMU, YKasaHHbIMM B 4actn 4
HacTosILLEN CTaTbM, 3aKIOYEHUS O COOTBETCTBMU CEPUM UMK NapTUM MMMYHOBMONOrMYEeCKOro rekapcTBEHHOro
npenapata TpebOBaHUsIM, YCTAHOBMEHHbLIM MpWU €ero rocyaapCTBEeHHOW peructpauun. [lopsaok  Bblgaum
paspelleHnss Ha BBOA B rpaxaaHCckui oBOpOT cepun unn napTum UMMYHOOMOMOrMYECKOro reKkapCTBEHHOro
npenapara, a Takxke NOpsiAOK BblAayun yKa3aHHOro 3akfioyeHus 1 pasMmep nnaTbl 3a ero Bbigavy ycTaHaBnMBakoTCA
MpaButensctBoM Poccuickon ®eaepaunn.

8. 3a HenpegctaBneHne WM HECBOEBPEMEHHOE NpeaCTaBMneHWe [OOKYMEHTOB W CBeOEHUN,
npeaycMoTpeHHbIX Yactamu 1, 2, 4, 5 n 6 HacToswen craTtbyl, NPOU3BOAMTENM NEKAPCTBEHHbLIX CPEACTB U
opraHuMsauuv, OCyLIeCcTBNALWME BBO3 JleKapCTBEHHbIX MpenapatoB B Poccuickyio depepauumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccunckon degepaumn.

9. MNpeacraBneHne OOKYMEHTOB M CBeAEHWN, NPeQyCMOTPEeHHbIX yacTtamu 1, 2 n 4 HacTosiwen ctatbu, U
nomnyyeHne npeayCMOTPEHHOro 4acTblo 7 HACTOsLWEeN CTaTbM paspelleHuMs Ha BBOA4 WMMMYHOBMOMOrn4eckoro
neKkapCcTBEHHOro npenapaTta B rpaxgaHCKun oBopoT He TpebyloTcA B OTHOLUEHWM NEeKapCTBEHHbLIX MpenapaTos,
npegHasHavYeHHbIX Afs NPOBEeAEHUS KIMHWYECKMX MWCCeaoBaHWi fekapCTBEHHbIX MpenapaToB, MNpoBedeHUs
SKCMepTM3bl NEeKapCTBEHHbIX CPEACTB [ANA OCYLIEeCTBMIEHWS TOCYAapCTBEHHON perncrTpaumMm fnekapCTBEHHbIX
npenapaTos, a Takke B OTHOLLUEHWUN He3aperncTpupoBaHHbIX NEKapCTBEHHbIX NpenapaTos, NpeaHa3HavYeHHbIX NS
OKasaHvus MeAMLMHCKON MOMOLLM MO >KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro nauvMeHTa wvnu rpynnbl NauueHToB,
BBO3MMbIX B Poccuiickyto degepaunio B COOTBETCTBMM € YacTamu 3 1 3.1 ctaTbm 47 HacToswero ®egepansHOro
3aKoHa.

(B peq. PenepansHoro 3akoHa ot 27.12.2019 N 475-03)

10. npl/l BbIABJ1IEHNN B rpaaaHCKOM 060p0Te cepun unn napTum nekapCTtBeHHOro npenapara, 4JOKYMEHTbI 1
cBeleHNA O KOTOpPbIX, NpeayCMOTPEHHbIe YaCcTAaAMU 1, 2 n 4 HacToALWEN CTaTbW, He npencrtaBrieHbl B cbe,qepaanblﬂ
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

opraH UCMONMHUTENBHOW BMACTM, OCYLLECTBNSAIOWNIA PYHKLMM NO KOHTPOIO M Haa3opy B cdepe 34paBoOXpaHeHus,
nmbo cepun UNK NapTMN UMMYHOGKUONOTMYECKOro NEKapCTBEHHONO NpenapaTta, He UMelLLMX pa3peLleHnst Ha BBoa
B rpaxgaHckuii 06opoT, NpedyCMOTPEHHOro YacTbio 7 HacTosLleN cTaTbi, doeaeparnbHblii opraH UCMONMHUTENBHOM
BMAcTW, OCYLLECTBNAWWNIA (YHKUMM MO KOHTPOMK U Hagsopy B cdepe 30paBoOOXpaHEHUsi, B Mopsiake,
ycTaHoeneHHoM [NpaButenscTeoM Poccuiickoin Penepaunm, npuHMMaeT pelleHne o NpeKpalleHun rpaxaaHcKoro
obopoTa Takux Cepuy Wnu napTuM OO0 NPeACcTaBfeHUsl yKasaHHbIX AOKYMEHTOB W CBeAeHW NGO MnonyyYeHust
yKa3aHHOro paspeLueHust.

KoHcynbTaHTlmoc: npuMeyaHue.

CT1. 52.2 He pacnpocTpaHAeTCa Ha Cepun neKapCTB Ansi BETEPUHAPHOrO MNPUMEHEHWSI, BBEAEHHbIE B
rpaxkgaHckuii obopoT o 01.09.2023, koTopble noanexaT NPUMEHEHUIO OO UCTEYEHMS cpoka UX rogHocTn (P3
ot 02.07.2021 N 317-93).

Cratbsa 52.2. BBog B rpaxgaHCKMi OOOpPOT neKapCTBEHHbIX MpenapaTtoB AnNA BeTepUHapPHOro
npUMeHeHus
(BBeaeHa depepanbHbiM 3akoHOM OT 02.07.2021 N 317-03)

1. MNepen BBOOOM B rpaXaaHCKUiA oOOPOT Kaxaow cepum npousBedeHHoro B Poccuickon Pepepaumm
NeKapCTBEHHOrO MpenapaTta Ans BEeTEPUMHAPHOIO MPUMEHEHWS, 3a WCKIIOYEHMEM MMMYHOOMONOrMYeckoro
NeKkapcTBEHHOro npenapaTta AN BETEPUMHAPHOTO MPUMEHEHUs, NPOU3BOAUTENb TaKOro JIeKapCTBEHHOro
npenapaTta npeacTaBnsieT B YyBeOOMUTENbHOM Mopsidke B dedeparnbHbli OpraH WCMOMHUTENbHOW BRNacTy,
OCyLLecTBsAOWMIA (PyHKUUMM NO KOHTpomnio (Hag3opy) B cdepe obpalleHus NeKapCTBEHHbIX CPeAcTB Ans
BETEPMHAPHOIrO NMPUMEHEHUS:

1) [OKYMEHT MpOu3BOAUTENS JeKapCTBEHHbIX CPeAcTB, MNOATBEPXKAAIOWMIA COOTBETCTBME KadecTBa
nekapCTBEHHOrO npenapara Ansi BeTepMHAPHOro NpMMeEHeHUs, BBOAMMOTO B rpaXaaHckuii o6opoT, TpeGoBaHMsIM,
YCTaHOBITEHHLIM NPW €ro rocyAapCTBEHHOW perncrpaumu;

2) nogTBepAeHWe YMONHOMOYEHHOro Ivua MNpPoM3BOAUTENS JIeKapCTBEHHbIX CPEeACTB COOTBETCTBUS
NeKkapcTBEHHOro npenapata Ans BeTepuHapHOrO MpPUMeEHeHus1 TpeboBaHWsIM, YCTaHOBMEHHbIM MNpu  ero
rocy4apCTBEHHON permcTpaumu.

2. lepen BBOOOM B rpakgaHckuin obopoT Kaxaow cepum BBO3MMOro (nepemellaemoro) B Poccumnckyto
dPepepaumio  nekapcTBEHHOro  npenapata ANs  BETEPUHAPHOrO  MPUMEHEHUsl, 3@  UCKIIOYEHUEM
MMMYHOBMOMOrMYECKOro  NekapCcTBEHHOro npenapata AN BETEPUHApPHOro  MPUMEHEHMWS,  OpraHusauus,
ocyllecTBrsiolLas BBO3 (NepeMelleHne) FekapCTBEHHOro npenapata AN BETEPUHAPHONO MPUMEHEHUS] B
Poccuitckyto denepauuto, npeactaBnseT B yBeAOMUTENBHOM Mopsiake B doeaepanbHbii opraH UCNOMHUTENbHOM
BMacTW, OCYLLECTBSOLWWNIA DYHKLMN NO KOHTPOMO (Hag3opy) B cchepe obpalleHns nekapcTBEHHbIX CpeacTs ans
BETEPUHAPHOIO NPUMEHEHNS:

1) [OOKYMEHT nNpOM3BOAMTENS NEeKapCTBEHHbIX CPEACTB, MOATBEPXAAOLIMUA COOTBETCTBME KayecTBa
neKkapcTBEHHOro npenaparta Ans BeTepUHapHOro NpMMeHeHNs, BBOAMMOTO B rpaxaaHckuin 06opoT, TpeboBaHmAM,
YCTaHOBMEHHbIM MPY ero rocy4apCTBEHHON perncTpauuu;

2) noaTeBepXAeHWe nuua, YMNONHOMOYEHHOro [nepXaTereM Wnu  BrafgenblLeM  perucTpauyoHHOro
yAOCTOBEpPEHMs1 NeKapCTBEHHOro npenaparta Ans BETEPUMHAPHOro MpPUMeHeHWsl, COOTBETCTBUS JIEKAPCTBEHHOMO
npenapata Ans BeTEPUHAPHOro MpuUMeHeHuss TpeboBaHMSIM, YCTaHOBMEHHbIM MpPU ero rocyAapCTBEHHOM
pervcTpaumu.

3. Beoa B rpaxgaHckuii 060poT BBO3MMOrO (nepemeltaemoro) B Poccunckyto degepaumio nekapCTBEHHOro
npenaparta Anda BeTepuHapHOro npuMMeHeHua OCyLlecTBNnAeTCAa npu Hanndnn 3akrnvYeHna O COOTBEeTCTBUU
NpOW3BOAUTENST NEKAPCTBEHHbIX CPeACTB TpeboBaHWsIM MNpaBun Hagnexailei Npou3BOLACTBEHHOW MpPaKTUKW,
BblJAHHOMO YNMOSMIHOMOYEHHbIM (hbefeparnbHbiM  OpraHoOM WUCMOSNHUTENBHOW BNactM ANns NPOU3BOACTBEHHOW
NoLwaaKkM NekapCTBEHHOrO Npenapara A1 BETEPMHAPHOro NPUMEHEHNS, BBOAMMOIO B rpaXaaHCKMin 060poT.

4. Jlvuo, ynoJiIHOMO4YeHHOe faepxartenem wunm BlagenbuemMm perncTtpaymMoHHOro yaoctoBepeHUA
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"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

nekapcTBEHHOro npenaparta Ans BeTepUHAPHOro MPUMEHEHWS!, OOMKHO ObiTb aTTecTOBaHO B YCTaHOBMEHHOM
YNONMHOMOYEHHbIM hefieparnbHbIM OpraHoM WCTONHUTENBHON BNacTy Nopsiake U UMeTb CTax paboTbl He MeHee
YyeM NATb NeT B 06nacTu Npov3BOACTBA U (MNM) KOHTPONA KadecTBa JleKapCTBeHHbIX cpedcTe nnbo B obnactu
MOHUTOPUHIa 3dPEKTUBHOCTU U GE30MacHOCTM NeKapCTBEHHbIX MpenapaTtoB ANsl BETEPUHAPHOro NpPUMEHEHUS,
NPOBOAUMOrO AepXaTeriem unv BrnagenbLeM permcTpauoHHOro YA0CTOBEPeHWsl NliekapCTBEHHOro npenapara ans
BETEPMHaApHOrO MpYMEHEHMsI NGO  YMONTHOMOYEHHBIM UMUK  IOPUAMYECKUM NULOM, Bbicllee oGpa3oBaHue
COOTBETCTBEHHO MO OOHOW M3 crneuuanbHoCcTed M (MNM) OQHOMY W3 HamnpaBfiEeHWiA MOArOTOBKM: Guomnorus,
GUOTEXHONOrMS, BETEPUHAPWS, BETEPUHAPHO-CaHUTapHas 3KCNepTu3a, KIMHWYecKas MeauumHa, paguauvoHHast,
XMMuyeckasi U Buonorvveckasl sawmTa, apmauus, gyHaameHTanbHas MeauuuHa, XUMUYeckasi TEeXHOSIOoTUs,
XUMUS.

5. Nopsipok npeacTaBneHnsa B COOTBETCTBMM € YacTaMU 1 1 2 HACToSLLEN CTaTbU JOKYMEHTOB U CBEAEHUN O
neKkapcTBEHHbIX npenapaTax [Ans BeTEepUHApHOro MPUMEHEHWUsl, BBOAMMbIX B TrpakOdaHCKMM  00OopoT,
ycTaHaBnusaetcs [NpaButensctBom Poccuiickon degepaunn.

6. B oTHOweHWM nepBbIX OBYX CEpUI JIEKApCTBEHHOro npenaparta And BeTEepUHApPHOrO MPUMEHEHMUS,
BrnepBble npounssefeHHoro B Poccuiickon depepaumm unm Bnepebie BBO3MMOro (nepemelyaemoro) B Poccuiickyto
depepaumnio, B deaepanbHbii OpraH WCMNOJNIHUTENBHOM BNACTU, OCYLLECTBASAOWMA (PYHKUUN MO  KOHTPOJIO
(Hag3opy) B cdepe oOpalleHunss NEeKapCTBEHHbIX CPeACTB ANnd BETEPUHAPHOro MPUMEHEHUs, Hapsay C
OOKYMEHTaMu, NpeayCMOTPEHHBbIMU YacTaMu 1 1 2 HacTosLLEen CTaTby, NPeaCTaBNATCA NPOTOKObI UCTBITAHUIN O
COOTBETCTBUN ITUX cepvu7| NleKkapCTBeHHOro npenaparta Anda BeTepunHapHOro npMmMmeHeHna nokasartensamMm KadecTBa,
npeaycMOTPEHHbIM HOPMATUBHLIM JOKYMEHTOM (anee - NpoTOKOM UCMNbITaHUI), NPOBOAMMbIX akKkpeaUTOBaHHbIMU
B COOTBETCTBMU C 3aKoHogaTenbcTBOM Poccunickon ®enepauun o6 akkpeguTaumm B HauUMOHANbHOW cucTeMe
aKkKkpeguTauumn ncnbitTatenbHbIMU nadopatopusamm (LeHTpamum).

7. ExerogHo He nosgHee 1 dheBpand npou3BOAUTENWN FEeKapCTBEHHbIX CPeacTB WX opraHuMsauuu,
OCyLlecTBrsiIOLME BBO3 (MepemMelleHre) NeKkapCTBEHHbIX MpenapaTtoB A1 BETEePUMHApPHOrOo MPUMMEHEHUS B
Poccuiickyto ®epepaunio, npeactaBnsaoT B dpegepanbHbii OpraH UCMNOMHUTENbHOW BIACTW, OCYLLECTBNAOLWMA
dYHKUMM NO KOHTpomn (Haasopy) B cdepe obpalleHus nekapCTBEHHbIX CPeAcTB Ans BETEPUMHAPHOro
NPUMEHEHNS, MPOTOKON WUCNbITAHWMA MOCTYNMBLLErO B TeYEHWE rofa B rpaxaaHckui obopoT NekapCTBEHHOro
npenapaTta Ansg BeTEPUHAPHOIrO NMPUMEHEHUS KOHKPETHOro npov3BoautTens (Ha OAHY Cepuio KaXaoro TOprosoro
HaMMEHOBaHUA C Y4eTOM NeKapCTBEHHOW popMbl, a Ans NeKkapCTBEHHOro npenapata Ang BeTepUHapHOro
NPUMEHEHNs, He ABNAKLLErocs MMMYHODMONMOrMYECKNM, Takke C Y4eToM [d03UPOBKM), MPOBOAMMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBMM C 3akoHopaTenbCTBOM Poccuickon Pepepaumm o6 akkpegutauum B
HaLMOHarnbHOM CMCTEME akKpeaMTaumm UcnbiTaTensHbIMK nabopatopusiMm (LEHTpPaMu).

8. BBoa B rpaxgaHcknii 060poT MMMYHOBOMONOrMYeCcKoro feKapCTBEHHOro npenapaTa Ans BeTEPUHapHOro
npuMeHeHnsi, npoussedeHHoro B Poccuickon depgepaumm unu BBO3MMOro (nepemellaemoro) B Poccuiickyto
denepaumio, OCyLLECTBNSETCS HA OCHOBaHUM pa3peLLeHns, BbiAaHHOro heaepanbHbiM OpraHoM UCMOSTHUTENBHON
BNacTU, OCYLLECTBNAOLWMM PYHKLMN NO KOHTPOMO (Hag3opy) B cdhepe obpalleHus nekapcTBeHHbIX CPeACTB Ans
BETEPVHAPHOIro MNpMMeEHeHus1. YKasaHHOe paspelleHne BbldaeTcs Ha OCHOBaHMM MPOTOKOMa MUCMNbITaHWUNA,
NPOBOAMMbBIX aKKpPeAMTOBaHHbIMM B COOTBETCTBMM C 3akoHopjaTenocTBoMm Poccuiickon depepaumm 06
akkpeguTauum B HauMOHamNbHOM CUCTEME aKKpeauTauum opraHusauusimu, noaBefoMCTBEHHbIMU dhedepanbHoMy
opraHy MCNONHUTENbHOW BMacTW, OCYLUeCTBrsoWweMy (YHKUMM NO BblipaboTKe rocyLapCTBEHHOW MOMUTUKU U
HOPMaTUBHO-NPaBOBOMY PErynMpoBaHuil0 B cdepe arpornpoMbILLNIEHHOrO KOMMMeKca, BKMoyas obpalleHune
neKapCTBEHHbIX CPeACTB A1l BETEPUHAPHOIO NPUMEHEHNS, UnNu heaepanbHOMY OpraHy UCMONHUTENBHOW BriacTy,
ocyllecTBrsitoLLleMy (PyHKUMM MO KOHTpPONto (Hagsopy) B cdepe obpalleHUs NeKkapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO NPUMEHEHMWS, a TaKKe OOKYMEHTOB U CBeAEHUN, NpefyCMOTPEHHbIX YacTelo 1 (ans npenapartos,
npou3BefeHHbIX B Poccuiickon ®epgepauun) nnm Yactbio 2 (ANs npenapaTtoB, BBO3MMbIX (NepemMellaemMbix) B
Poccuiickyto Pefepaumio) HacTosiLen cTaTbm.

9. Cpok Bbigaun paspeLleHuns, ykasaHHOro B YacTu 8 HacTosiLen cTaTby, COCTaBnseT NaTb pabounx gHen co
OHS npeacTaBneHns npousBoguTeneM JeKapCTBEHHbIX CPeacTB MMM OpraHu3aunen, OCyLLEeCTBASLWEN BBO3
(nepemelyeHre) nekapCTBEHHOrO nNpenaparta Ans BeTepuHapHOro npumeHeHus B Poccuiickyto ®egepauuio, B
denepanbHbIl OpraH MCMOMHUTENBHOW BMAcTW, OCYLLECTBRSAWMA (PYHKLUMM MO KOHTpOnio (Haasopy) B cdepe
obpalLieHns nekapcTBEHHbIX CPeACTB AN BETEPMHAPHOro NpUMEHEHUS, OKYMEHTOB, MPeayCMOTPEHHbIX YacTbio 8
HacTosLLEN CTaTbM.
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

10. PaspelueHue, ykazaHHOe B 4acTu 8 HacTosILen cTaTby, BblAAETCA B OTHOLLIEHUM KaXO0W 13 NepBbIX ABYX
cepui  UMMYHOOMONOrMYEeCKOro JieKapCTBEHHOrO npenapata Afis  BETEPUHAPHOro MNPUMEHEHWS, BrEpBble
npounssegeHHoro B Poccuiickon depepauum unv Bnepsble BBO3UMOro (nepemeltaemoro) B Poccunckyto
®Pepepaumio. Takoe paspelleHMe BbIJAETCA Ha BECb CPOK OOpalleHus Ccepun  MMMYHOBMOMNOrMyeckoro
neKkapcTBEHHOro npenaparta Ansi BETePUHAPHOro NPMMEHEHMs!, B OTHOLLEHUM KOTOPOW OHO BblAaHO. B oTHOLLEeHUK
nocneaylLwmnx cepuin OgHOro TOProBOro HAMMEHOBaHWSA NMMYHOBMONMOTMYECKOro fIeKapCTBEHHOMO Npenapara ans
BETEPMHAPHOro NMpuMMeHeHus, npousBegeHHoro B Poccuiickon degepaumm vnv BBO3MMOrO (NEpeMeLLaemoro) B
Poccuiickyto ®eagepaumio, Takoe paspelleHme BbiAaeTCca CPOKOM Ha Tpu roga. NMopsagok Bblgayum paspelleHnst Ha
BBO4 B rpaxgaHckmin o60poT MMMYHOOMONOrMYECKOro JIeKapCTBEHHOIO Mpenaparta [Agnsi BeTepuMHapHOro
NPUMEHEHNS, MOPSAOK BblgadyM MPOTOKONa WUCNbITAHWMMW, YKa3aHHbIX B 4YacTM 8 HacTosiwen craTtbM, a Takke
MeToAuKa OornpeferieHuMs pasmepoB MnaTbhl 3a Bblgady YyKa3aHHOMO MNPOTOKOMA WCMbITaHUIA YyCTaHaBIIMBAETCS
MpaButensctBom Poccuinckon depepaumm.

11. MMMyHO6MOﬂOFW~IeCKI/Ie NNIeKapCTBEeHHbIE MNpenapaTtbl AnA BeTeEPUHAPHOro npuMMeHeHus, BBedeHHbIE B
Fpa)Kﬂ,aHCKVIﬁ O60pOT B COOTBETCTBMUM C YaCTblO 8 HACTOSLLEN CTaTbW, Nnognexar XpaHeHuo, nepeBo3Ke, OTMYCKY,
peann3aunn, nepegadye, npuMeHeHMo 40 NCTe4YeHnA CpoKka X roaHOCTHW.

12. 3a HenpegctaBneHwe WM HECBOEBPEMEHHOE MPEACTaBfeHMe [OKYMEHTOB W CBEAEHWMN,
NPeayCMOTPeHHbIX 4Yactamm 1 - 3, 6 M 7 HacTosien cTaTbW, NPOU3BOAUTENW NEKAPCTBEHHbIX CpeacTB U
opraHusauuu, OCYLLEecTBMsoWMe BBO3 (NepemMelleHne) rekapCTBeHHbIX npenapaTtoB Afsi BeTepUHApPHOro
npuMmeHeHns B Poccuiickylo Pegepauunto, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccuiickon ®epepauuu.

13. lNpeacTaBneHne OKYMEHTOB U CBEAEHNIN, NPeayCMOTPEHHbIX YacTamu 1 - 3, 6 U 7 HacTosiILen ctaTtbu, K
nonyydeHne paspeLleHns], ykasaHHOro B YacTu 8 HacTosiwen ctatby, He TPeBbYTCA B OTHOLLIEHUWN NIEKAPCTBEHHbIX
npenapaToB Af1 BETEPMHAPHOrO NMPUMEHEHUS, NpegHasHayYeHHbIX Ans BbiBo3a M3 Poccuinckon depepauumu,
NpoBeOeHUs  OOKIIMHUYECKUX  WUCCNEAOBAaHUA  JIEKApPCTBEHHbIX  CPEACTB,  KIMMHUYECKUX  MUCCepoBaHui
NEeKapCTBEHHbIX MpenapaToB Arsl BETEPUHAPHOIO NPUMEHEHNST N BBO3a A1 LIENEN, YKa3aHHbIX B NyHKTe 5 yactu 1
ctatb 50 HacTosiwero PepepanbHOro 3akoHa, a Takke 00pas3uoB NEKaApCTBEHHbIX npenapaToB Afis
BETEPMHAPHOIrO NPUMEHEHUs1, NpegHa3HaYeHHbIX ANA NPOBeAEHUsA 3KCNepTM3bl NEKAPCTBEHHbIX CPEACTB B LEensax
OCYLLIECTBIEHMS FOCYAApPCTBEHHON perncTpaumm nekapCTBEHHbIX NpenapaToB A1 BETEPMHAPHOrO MpUMEHEHUS
WM BHECEHUA W3MEHEHUN B pPErucTpaumoHHOe [OOCbe Ha NeKapCTBEHHbIN npenapaTr Aans BeTepuHapHOro
NPYMEHEHMS.

Cratba 53. I'Iponax(a, nepenavya JrekKapCTtBeHHbIX cpeacTB opraHn3aunamMmun onToBOM TOoprosnu
NeKapCcTBeHHbIMUM cpeacTBamMu

1. OpraHusaumMm ONTOBOW TOProBfM JlIEKAPCTBEHHbIMM CpPeACcTBaMM MOFYT OCYLLIECTBNATb MPOAAXKY
nekapCcTBEHHbIX CPeACTB WU nepefjaBaTb UX B YCTaHOBIEHHOM 3akoHogaTenbcTBoM Poccuiickon depepaumm
nopsigke (3a UCKMYEeHNeEM hapmaLeBTUYECKON CyOCTaHUMM CnvpTa STUIOBOrO (3TaHona) ¢ y4eTtom TpeboBaHui
yacTu 3 HacTosILLEN CTaTbMU:

(B peq. PepnepanbHbix 3aKoHOB OT 27.12.2019 N 481-03, o1 04.08.2023 N 428-03)

1) apyrum opraHmsaymnam OonToBOM TOProBJ1n NekapcTBeHHbIMU CpeaCcTBaMU;

2) npon3sBoanTesiadM NNeKapCTBEeHHbIX CpeacTB AJid uenen npon3BoACTBa J1IeEKapCTBEHHbLIX CPEACTB;
3) anTe4yHbIM opraHmn3aunam n BeTepuHapHbIM anTeYHbiM OpraHnu3aumnam,

4) Hay4YHO-nccnenoBaTesibCKMM OpraHunsaumam ond HayLIHO-I/ICCJ'Ie,D,OBaTeﬂbCKOIZ pa6OTbI;

5) vHaMBMayanbHBIM NPEANPUHUMATENAM, UMEIOLLMM NMLEH3NIO Ha hapMaLeBTUYECKYIO AeATEeNbHOCTb UK
NMLEH3UIO HA MEOULIMHCKYIO AeATEeNbHOCTh;

6) MeOMWLMHCKUM opraHu3auusiM, B TOM 4uCrie CO3[4aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBUMU C
3aKOHOAATENbCTBOM MHOCTPAHHOrO rocyjapctea - 4dneHa OpraHusaumm 9KOHOMUYECKOro COTpyAHWYecTBa U
pasBUTUA  MHOCTPaHHbIM  OPUOUMYECKMM  nuuaM, UWHAMBUAOYaNbHbIM  MpeanpuHuMaTtensMm,  SBNALLMMCcS
yyacTHMKamMn npoekta B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHoM oOT 29 wuoHa 2015 roga N 160-#3 "O
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

MEeXAYyHapOAHOM MeOMUMHCKOM KracTepe W BHECEHUM W3MEHEHWW B oTAernbHble 3akoHodaTerbHble akTbl
Poccuiickon ®epepauun”, n BeTepnHapHbIM OpraHM3aLmsm;
(B pea. PepepanbHbix 3akoHOB oT 26.07.2019 N 240-®3, o1 04.08.2023 N 428-93)

7) opraHusaumam u MHaMBUAyanbHbIM NpeanpuHMMaTensiM, OCyLLECTBSIIOWMM pa3BedeHe, BblpaluBaHme
N copepKaHne XMBOTHBIX (3a UCKIIOYEHUEM NPOaaXu UM bapmaLeBTUYECKUX CYBCTaHUMI UK X nepegayn).
(n. 7 B pea. depepanbHoro 3akoHa oT 02.08.2019 N 297-93)

2. OpraHuszauuu ONTOBOM TOProOBNW FEeKapCTBEHHbIMW CPeACTBaMW He BrpaBe OCYLUEeCTBASATb Npoaaxy
(nepegadyy B YCTaHOBMEHHOM 3akoHodaTenbCcTBOM Poccuiickon ®epepaunn nopsgke) dapmaueBTUYeCcKon
cybcTaHuum cnvpTa 3TUIoBoro (3ataHona).

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 481-03)

KoHcynbTaHTlntoC: npyMmedaHue.
Y. 3 cr. 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obnactu, XepCOHCKOM 06nactu npuMeHsaeTcsl C
01.09.2024 (®3 ot 04.08.2023 N 428-d3).

3. OpraHuzaumu ONTOBOW TOPrOBAW JEKAPCTBEHHLIMM CPEACTBaMi MOFYT OCYLLIECTBMATb Mpoaaxy
(nepegavy B yCTaHOBMEHHOM 3aKoHOAATENbCTBOM Poccuiickoin degepauun nopaake) nekapcTBeHHoOro npenapara
AN MeaMUMHCKOro NPUMEHEHNS C MeXAyHapoaHbIM HENAaTEeHTOBaHHbIM HauMeHoBaHeM "dTaHon":

1) lopyMaNYEecKUM nvLam, UMeLUM NMLEH3MI0 Ha hapMaLieBTUYECKYIO AeATeNnbHOCTb B cdhepe obpalleHunst
nNeKkapcTBEHHbIX CPeACTB AN MeAMLMHCKOro NpUMeHeHs:;

2) uHavBMAayanbHbIM NpeanpuHUMaTensaM, UMELWUM NMULEH3NI0 Ha dhapMaLeBTUYECKYo OeATeNbHOCTbL B
cpepe 0bpallleHUst NeKapCTBEHHBIX CPEACTB AN MeAMLUHCKOro NPUMEHEHUS;

3) nHaueuayanbHbIM npeanpuHuMaTenam, MMerowmm nMueH3nn Ha MegULNHCKYH0 OeATENTbHOCTb;
4) ropngn4ecknm nmuam, MMmerwmnm JIMUEeH3N Ha MEONUNHCKYH OeATeNIbHOCTb;

5) WHOCTpaHHBIM OPUOUYECKMM nULAM W MHOUBMAOYAnNbHbIM  MNpeanpuUHUMaTENnsaAM, CO3L4aHHbIM U
3aperncTpupoBaHHbLIM B COOTBETCTBMM C 3aKOHOAATENbCTBOM MHOCTPAHHOrO rocydapcrea - yneHa OpraHusauumm
9KOHOMMYECKOrO COTPYAHWYECTBA W pPa3BUTUS, SBNSAIOLWMMCSH YydacTHMKaMKM MNpoOeKTa B COOTBETCTBUM C
depepanbHbiM 3akoHOM OT 29 umoHsa 2015 roga N 160-®3 "O mexayHapooHOM MeOULMHCKOM KnacTtepe U
BHECEHMM UBMEHEHUI B OTAEMbHbIE 3aKoHoA4aTeNbHble akTbl Poccuiickon ®enepaumn”;

6) ucnbiTatenbHbiM nabopatopusM (UeHTpam), MPOBOASALIMM WCMbITAHNSA B 0OMacTu KOHTPOSsS KayecTBa
NeKapCTBEHHbIX CPeACTB, aKKpeauTOBaHHbIM B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuiickon depepaunm ob
aKKpeauTauum B HaLMOHamNbHOW CUCTEME aKKpeauTauuu.

(vacTb 3 BBegeHa deaepanbHbiM 3akoHOM OT 04.08.2023 N 428-03)

Crtartbs 54. [lpaBuna onToBOW TOProBnx NIeKapCTBEHHbLIMU CpeaAcTBaMU

1. OnToBasi TOpProensi NekapcTBEHHbLIMU CPeACTBAaMM OCYLLECTBISIETCA MPOU3BOAUTENSMMU NEKAPCTBEHHbLIX
CpeacTB M opraHus3auusiMu OMTOBOW TOProBfM JIEKAPCTBEHHbIMM CpeacTBaMy MO NpaBuniam  Haanexallewn
ANCTPUOLIOTOPCKON MNPaKTUKM, NpaBuiam Haanexawen npakTUKM XpaHeHUs U MNepeBO3KU JleKapCTBEHHbIX
npenapaToB A1 MEAMLMHCKOrO MPUMEHEHUS, NpaBuiamMm XpaHeHNs NeKapCTBEHHbIX CPeacTB ANs BETEPMHAPHOro
NMPUMEHEHWS!,  YTBEPXKOEHHbIM  COOTBETCTBYHOLUMMMU  YNOMHOMOYEHHbIMU  dbefeparnbHbIMU  OopraHamu
NCMONHWUTENBHON BnacTy.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 28.04.2023 N 171-03)

2. OpraHn3sanms onToBOW TOProBnv NekapCTBEHHbIMM cpeacTBammu 0bsizaHa cobntogaTe npeaesibHble CPOKM
OTrpy3Ku 3an66083HHbIX anTevyHon opraHmsaumeVl NekapCTBeHHbIX npenapaTtoB ANnAa MeguuMUHCKOro npuMeHeHuna
W He BrpaBe OTKa3biBaTb anTe4YHOW OpraHu3auuu, C KOTOPOM Y Hee 3akrdeH COOTBETCTBYHOLUMA AOroBOpP O
nocTaBKaxX fiekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHUS, B MOCTaBKe NeKapCTBEHHbIX npenapaToB
AN MeAMUMHCKOro NPUMEHEHUsT NPpU Hanudnn 3atpeboBaHHbIX NEKApCTBEHHbIX NpenapaTtoB And MeauuMHCKOro
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NPMMEHEHMS1 Y OpraHu3auMn ONMTOBOW TOProBnM NEeKapCTBEHHbIMWU cpeacTBamu. [pepenbHble CPOKM OTrPY3KM
3aTpeboBaHHbIX anTe4yHOW opraHu3aumen neKkapCTBEHHbIX MpenapaTtoB AN MeAMUMHCKOro MPUMEHEHUs B
3aBMCMMOCTU OT PacnosioXeHUss MecTa OTrPy3KM JEKapCTBEHHbLIX MpenapaTtoB Afs MeOULMHCKOTO NMpUMeHeHUs
yCTaHaBnMBalTCS YNONIHOMOYEHHBIM beeparnbHbIM OpraHoM UCMOSTHUTENbHOWM BNacTu.

(4acTb 2 BBegeHa deaepanbHbiM 3akoHOM OT 26.03.2022 N 64-$3)

Cratba 55. Mopsgok po3HUYHOWN TOProBNU riekapcTBeHHbIMY NpenapaTamu

1. PosHu4Has ToproBnsi fiekapCTBEHHbIMW NpenapatamMu B KonmMyecTBax, HEOOXOAMMbIX AN BbIMNOSTHEHMS
BpayebHbIX (hbenbalepcknx) HasHaAYeHUA WM Ha3HA4YeHWn crneuuanucToB B obnactM  BeTepuHapuu,
OCYLLECTBISAETCH anTe4YHbIMU OpraHM3aunsMu, BETEPUHAPHBIMU anTeYHbIMW OpraHM3aumaMu, UHAMBUAYanbHbIMU
npeanpvHumaTensMy, MMELWMMU  MUUEH3N0  Ha  (papmaueBTUYECKY0  OEeATeNbHOCTb, MeAULMHCKUMMU
opraHusauusmMu, UMeKLWUMN FUMUEH3MI0 Ha dapMaLeBTUYECKylo AeATenbHOCTb, W UX 060cobneHHbIMK
nogpasgeneHmamu (ambynatopusmu, denbawepckumm 1 - denbaepcKo-akyLWepckKUMU  NyHKTamMun, LeHTpamu
(oToeneHusimun) obLen BpayebHOM (CeMenHOo) NPaKTUKKN), PAcNONOXEHHBIMWU B CENMbCKUX HACENEHHbIX MYHKTaX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auuu, U BeTepuHapHbIMU OpraHu3auusMn, UMELWUMN NULEH3UI0 Ha
hapmaLeBTMYECKYIO AeATeNnbHOCTb. Pa3pelueHa po3HW4YHasi TOProBris TOSIbKO JIEKAapCTBEHHbIMU MpenapaTtamu,
3aperucTpypoBaHHeiMu B Poccuiickon  ®Pepgepaumm  UnNu U3roTOBIEHHBIMKM  ANTEYHLIMU  OpPraHU3aLnsaMu,
BETEPMHAPHBLIMU aNTEYHBIMWU OpraHM3auMsaMK, UHAMBUAYANbHLIMU MPeanpPUHUMATENSAMU, UMEKLLMMA NULEH3NIO
Ha bapmaLeBTUYECKYIO AeATENBHOCTb. PO3HMYHasa TOProensi nekapCTBEHHbIMU NMpenapaTaMmm OCyLLIECTBNSIETCS MO
npaBunaM Hagnexallen anTeyHoW MNPaKTUKW, YTBEPXKAEHHbIM YMNOMHOMOYEHHbIM dedeparnbHbIM  OpraHoM
WCMNOMHUTENBbHOW BNacTw.

(B peq. PepnepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

1.1. Po3HM4YHass TOpProBns mneKkapCTBEHHbIMW MpenapataMmyv AN  MeOUUMHCKOTO NpUMeHeHus  (3a
UCKIIOYEHMEM FeKapCTBEHHbIX nNpenapaTtoB, OTMycKaeMblX MO peuenTy Ha fekapCTBEHHbIM npenapar,
HapKOTUYECKUX FEeKapCTBEHHbLIX MpenapaTtoB W MNCUXOTPOMHBLIX fEeKapCTBEHHbLIX MpenapaTtoB, a Takke
cnupTocoAepXallmx fekapCTBEeHHbIX NpenapaToB ¢ 06bEMHOW Aorein 3TUMOoBOro cnvpTa cBbiwe 25 NpoueHTOoB)
MOXeT OCYLUeCTBMATbCA anTedyHbIMM  OpraHusaumsMn  AMCTaHLMOHHBIM  CMocoboM. PO3HWMYHYKO TOProsmto
neKkapCcTBeHHbIMU NpenapaTaMu Ans MeAULMHCKOrO NPUMEHEHNS ANCTaHLUMOHHBIM CNOCO60M MOTyT OCYLLIECTBAATb
anTeyHble opraHu3auumu, MMeloWme IULEH3NI0 Ha dapMaueBTUYeCKyl0 OeATeNbHOCTb W COOTBETCTBYIOLLEE
paspelleHne denepanbHOro opraHa WCMOMHUTENbHOW BMacTu, OCYLECTBNAOLWEro (MYHKUMU MO KOHTPOMIO U
Haasopy B cdepe 3gpaBooxpaHeHus. [opsaoK BblAayn paspelueHuUsl Ha OCYLLEeCTBIIeHWe PO3HUYHOW TOProBIin
neKkapCcTBEHHbIMM MpenapaTtamMv AUCTaHUMOHHBIM CnocoboM, TpeboBaHMsA K anTeyHbIM OpraHu3aumsm, KOTopble
MOryT OCYLUECTBMNATbL TaKyl0 TOProsBro, W TMOPSOOK €ee OCYLEeCTBMEeHUs, a TaKkKe rMpaBuna [OoCTaBku
NEeKapCTBEHHbIX NpenapaTtoB rpaxgaHaMm YycTaHaenueatotca [lpaButensctBom Poccuiickon  ®epepauuu.
Nudopmauusa o6 onnayeHHbIX (OTMYLWEHHbIX) M MOMYYeHHbIX NIeKapCTBEHHbIX npenapaTax BHOCUTCH B CUCTEMY
MOHWUTOPWHIa [ABWKEHUS NeKapCTBEHHbIX npenapatoB Ans  MeAWUMHCKOro MpUMEHeHUss B nopsigke,
NpeaycMOTPEHHOM YacTbio 7 cTaTbM 67 HacToswero degepanbHOro 3akoHa.

(yactb 1.1 BBegeHa denepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX opraHu3auui M npaBuna OTMyCcKa JeKapCTBEHHbIX MpenapaTtoB Ans MeAWMLMHCKOro
NMPUMEHEHNS anTeYHbIMU OpraHu3auuaMn, MHAMBUAYanbHbIMW NPeANpUHMMATENSMU, UMEKLLMMMN NNLEH3NI0 Ha
hapmaLeBTUYECKYI0 AEeATEeNbHOCTb, a TaKkkKe npaBuna OTNycKa feKapCTBEHHbIX MpenapaToB Ans MeAULMHCKOro
NPUMEHEHNA MEAULMHCKUMW OpraHn3auusiMum, UMELLMMIN NIMLEH3NIO Ha hapMaLeBTUYECKYI0 AeATeNnbHOCTb, U UX
o6ocobneHHbIMM  nogpasaeneHusmyn  (ambynaTopusamun,  denbawepckumn 1 henbawepcKo-akyLepPCKUMm
NyHKTamu, ueHTpamu (oTaeneHusimu) obwen BpavyebHOW (CeMEenHON) MPaKTUKM), PacnonoXeHHbIMU B CerbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHT anTeyHble OpraHu3auuu, YTBEpPXOalTCH YMNONHOMOYEHHbLIM
henepanbHbIM OpraHOM UCMONHUTENBLHOM BNacTy.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-$3)

3. MNpaBuna oTnycka HapkOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BELLECTB, 3aperncTpUpoBaHHbIX B Ka4ecTBe
NeKapCTBEHHbIX MNpenapaToB, JIEKAPCTBEHHbLIX MpenapaToB, CcoAepXalinMx HapKoTUYEeCKMe cpeactsa MU
NMCUXOTPOMHbIE BELLECTBA, YTBEPXKAAKTCSA YNOMHOMOYEHHbIM (defieparibHbiM OpraHoOM UCNOMHUTENbHOW BNacTyh no
cornacoBsaHuio ¢ beeparnbHbIM OpraHoM UCMOSTHUTENBHON BNACTK, YNONTHOMOYEHHbIM B cdhepe BHYTPEHHMX Aer.
(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-03)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

4. JlekapCTBEHHble npenapaTtbl Afs BETEPUHAPHOr0 MPUMEHEHUS MoArexaT OTNYyCcKy BeTepUHapHbIMU
anTeyHbIMXU  OpraHM3auusiMn, BETEPUHAPHBLIMKW  OpraHM3auusMK, WHAMBUZOYaANbHLIMU  NPeanpUHUMaTENsaMu,
UMEKLLMMM TULEH3NI0O Ha dapMaueBTUyeckyto aeaTenbHocTb. OTNyCcK NEKapCTBEHHbIX MNpenapatoB Ans
BETEPUHAPHOIO MPUMEHEHMS OCYLLIECTBMSIETCS B COOTBETCTBMM C NpaBunaMy Hagnexalenh anTeyHon npakTuKu
NeKapcTBEHHbIX  MpenapaToB  Afis  BETEPUHAPHOTO  MPUMEHEHUS,  YTBEPXKOEHHBLIMU  YNMOMHOMOYEHHbLIM
hefepanbHbIM OpraHOM UCMONMHUTENBHON BRacTy.

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

5. MNepeyveHb MeanLUMHCKUX OpraHn3aumin, UMELMX NINLEH3NI0 Ha (bapMaLeBTUYECKYIO AeATENbHOCTb, U UX
06ocobneHHbIX noapasgeneHuin (ambynatopun, denbalepcknx U denbalepcko-akyLepcknx NyHKToB, LEHTPOB
(oToeneHun) obuien BpavyebHON (CeMenHOW) MPaKTUKW), PacnoNOXEHHbIX B CEMbCKUX HAaCEeneHHbIX NyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusaunn, a Takke nepedeHb nekapCTBeHHbIX NpenapaToB, NpoAaxa KOTopbIX
MOXET  OCYLLeCTBNATbCA  YKasaHHbIMM  OpraHusauusiMMu u  ux  0b6ocobneHHbiIMM  nogpasgeneHnsamu,
yCTaHaBMMBalOTCs OpraHamu UCNOMNHUTENbHOM Bnactn cybbekToB Poccuickon deaepaumm.

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

6. AnNTeyHble oOpraHusauuu, WHAMBMWAYyanbHblE  NPeanpuHMMaTenu, MMelWme  JIMUEH3MI0  Ha
hapmMaLeBTMYECKYHO [OEeATEeNbHOCTb, 00sa3aHbl obecneumBaTh YTBepXAeHHbIM [lpaBuTenscTtBOM Poccunckom
depepaumn n opMuMpyemMbli B YyCTAHOBIIEHHOM WM MOPSAKE MWHUMArbHbIA aCCOPTUMEHT NeKapCTBEHHbIX
npenapaToB, HEOBXOAMMbIX A58 OKa3aHUSA MEANLIMHCKON MOMOLLM.

(4acTb 6 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-d3)

7. AnTeuyHble opraHuM3auuu, UWHOMBMAyamnbHble  NpeanpuHUMaTteny, UMelrolMe  NMLEH3N0  Ha
hapmaLeBTUYECKYID AeATENbHOCTb, HapsAdy C flekapCTBEHHbIMW npenapatamu MMeNoT npaBo npuobpeTtatb U
npogaeatb, B TOM 4uChe AWCTaHLMOHHBIM CNOCOGOM, MeAMLMHCKUE M3denus, OesnHduuMpylowmne cpeactsa,
npegmeTbl U CcpeacTBa MWYHOW TUrMeHbl, nocydy Ans  MeAUMUMHCKMX Lenen, npeaMmeTel U CpeacTsBa,
npegHasHaveHHble Ansa yxoaa 3a 60MbHbIMU, HOBOPOXAEHHLIMW U AeTbMWU, He AOCTUrLUMMKW BO3pacTa Tpex nerT,
OYKOBYIO ONTUKY M CpeacTBa yxoAa 3a Hel, MUHeparbHble BoAbl, NPOAYKTbI ie4ebHOoro, AeTCKOro 1 AMeTn4eckoro
nuTaHnsa, Guonormyeckn axkTuBHble [00aBkM, NapgloMepHble U KOCMETUYecKue cpeacTtsa, MeauuuHCKue U
CaHUTapHoO-NpOCBEeTUTENbHbIE NeYaTHble N3AaHus, NpeaHasHayYeHHble AN nponaraHgbl 340pPOBOro 06pasa >XU3HW.
(B pea. PenepanbHbix 3akoHOB oT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-®3, ot 03.04.2020 N 105-d3)

8. [eaTenbHOCTb anTeyHbIX opraHudauuin BoopyxeHHbix Cun Poccunckon ®depepaunn, OpYrux BOWCK,
BOMHCKMX (DOPMMPOBaHU M OpraHoB, B KOTOPbIX 3aKkoHodaTenbCcTBOM Poccuiickon Pepepaumm npegycMOTpeHO
NPOXOXAEHNE BOEHHOW Ccnybbl unu hegepanbHOWM rocy4apCTBEHHOW CNyX0Obl, CBA3aHHOM C NPaBOOXPaHUTENbHOM
OEATENbHOCTBIO, pernameHTupyeTcsa Hactosilwmm degepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYHOLLIMMMU
denepanbHbiMU OpraHamMn WUCMOSIHUTENBHOM BNactu nonoxeHusmu. KoHTponb 3a cobrnogeHMeM yKasaHHbIMU
anTeYHbIMK opraHusaumnsiMm NONOXEHNN HacTosLLEero depepanbHOro 3aKoHa ocyulecTBnseTcs
COOTBETCTBYOLMMN beaepanbHbIMU OpraHaMuy UCMOMHUTENbHONW BRACTMW.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Ytpatun cuny ¢ 1 aHBapsa 2021 roga. - PeaepanbHbii 3akoH oT 03.04.2020 N 105-3.

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2026 cT. 55.1 ytpauueaet cuny (P3 o1 20.10.2022 N 405-D3).

CrtaTtbsa 55.1. Mopsaaok ocywecTBMEeHUs PO3HUYHOW TOProBnM NeKapcTBeHHbIMM NpenapaTtamu Ans
MeAULIMHCKOrO NpUMEHEeHUs, oTNycKaeMbIMU MO peLenTy Ha NeKapCTBEHHbIN npenapart, AUCTaHLUMOHHbIM
crnocobom

(BBeaeHa dPepepanbHbiM 3akoHoM OT 20.10.2022 N 405-03)

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge denepanbHoro sHadeHnss Mockee, B
Benropoackon n MockoBckon obnactax (ganee B HacToswen crtatbe - cybbektbl Poccuiickon ®epepaumn)
npegycmaTpuBaeTcsl NpoBeAeHME IKCMEPMMEHTaA MO OCYLLECTBMEHUI PO3HUYHOW TOProBMM NeKapCTBEHHbIMU
npenapartamMmyv Ans MeauLMHCKOTO MPUMEHEHUsi, OTMyCKaeMbiMW MO PeLEenTy Ha nekapCTBEHHbIA npenapar,
AVUCTaHLUMOHHBIM CMOCOBOM (Janee - 3KCNepUMEHT).
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2. B pamkax 3KCnepumeHTa ero y4acTHMKW BnpaBe AMCTAHLUMOHHLIM CMOCOOOM OCYLLECTBNSATL PO3HUYHYHO
TOProBno NekapCTBEHHbIMU MpenapataMmn Ans MeOULUHCKOro MpUMEHEHUs, OTMycKaemMbiMKM MO peLenTy Ha
nekapcTBeHHbIM npenapat (B TOM 4yucrie chopMUpOBaHHOMY B POPME IMEKTPOHHOrO AOKYMEHTa B IMYHOM
kabvHeTe rpaxgaHuHa B pedepanbHOM rocygapCTBEHHOW MH(OPMAaLMOHHON cucTteMe "EuHbIn  noptan
rocy4apCTBEHHbIX U MyHUUMNANbHbIX yeryr (PyHKUMA)" 1 (Mnn) Ha pervoHarnbHbIX nopTanax rocygapCTBEHHbIX U
MYHMUMNAnbHbIX YCIYr) U BKAOYEHHBIMU B NMEpPeYeHb NEKapCTBEHHbIX MPenapaToB U papMakoTepaneBTUYECKUX
rpynn neKapCTBEHHbIX MpenapaToB, pas3pelUeHHbIX K peanu3auuMyM B paMKax 3KCMepuMeHTa, YTBepXAEHHbIN
YMOMHOMOYEHHbIM ~ dpedeparnbHbIM  OPraHoOM  UCMOJSIHUTENBHOW BMAAcTUM (3@  WCKITHOYEHUEM  JTEKAapCTBEHHbIX
npenapaToB, CoOAepXXallux HapKOTUYECKME CpeacTBa, NCUXOTPOMHbIE BELLECTBA U UX MPEKYPCOpPbI, NEKapCTBEHHbIX
npenapaToB, CoOAepXalnx CUMbHOOEWCTBYIOWME BeLLeCcTBa, pagvodapMaueBTUYECKMX — NEKapPCTBEHHbIX
npenapaToB, UMMYHOBMOMOrMYECKUX NEKAPCTBEHHbIX NPenapaToB, a TakkKe JeKapCTBEHHbIX NpenapaTtoB, Ans
KOTOpPbIX B COOTBETCTBUM C WHCTPYKUMEN NO MNPUMEHEHU0 JeKapCTBEHHOro rmpenapata YCTaHOBMEH
TeMnepaTypHbI pexum xpaHeHust Huke 15 rpagycos Llenbcus, cnvpTocofepxalunx nekapCTBEHHbIX NpenapaTos
C 00BbEMHON [onen 3TUMOBOMO CnMpTa CBbiwe 25 MPOLEHTOB M NEKApCTBEHHbIX NpenapatoB, M3rOTOBMEHHbIX
anTeyHbIMM opraHusauusamu). Kputepumn BKNOYEHUS NEKapCTBEHHbIX NpenapatoB M dapmakoTepaneBTU4EeCKUX
rpynn rfnekapcTBEHHbIX MpenapaToB B YKa3aHHbI MepeyeHb ycTaHaBnueatoTcs [MpaBuTtensctBoM Poccuiickom
Pepepaumn. NMonoXxeHUs HACTOSALLEN CTaTbM HE PacnpPOCTPaHATCA Ha NIEKAPCTBEHHbIE NpenapaThbl, OTNycKaeMble
©ecnnaTtHO WM CO CKUAKOW rpaxgaHam, MMEKLWUM npaBo Ha obecnedyeHne nekapCTBEHHbIMU NMpenapaTtaMu 3a
cyeT cpencTB OWMKETHbIX accUMrHoBaHMI doegepanbHoro OwmkeTa M OlompkeToB cybObekToB Poccuickon
degepaumm.

3. YyacTHMKamMK SKCnepuMeHTa ABMASKTCA YNOMHOMOYEHHbIM dheaepanbHbI opraH UCNONMHUTENBHON BNacTw,
YNOMHOMOYEHHbIE OpraHbl  UCNONHUTENBbHOM BnacTn cybwektoB Poccuiickon depepaunn, MeguLUHCKME
OopraHuMsaumM n anTeuvHble opraHu3auum, COOTBETCTBYHLIME TpeboBaHMAM, YCTaHOBMEHHbIM B COOTBETCTBUU C
YyacTbto 4 HacTosLLIEN cTaTbW.

4. TlonoxeHne O nopsgke MpoOBEeOEHNUs 3KCNepuMMEHTa, B TOM u4ucrie TpeboBaHMS K MEAULMHCKAM
opraHnsaunsMm 1 anTeyHbIM opraHu3auusaM, ABMASILWUMCH Y4aCcTHUKaMKN 3KCNepuMeHTa, NopsaoK OCyLLEeCTBIeHUS
PO3HWYHOW TOProBNM meKapCTBEHHbIMW npenapataMmyv And MeguLMHCKOTrO MPUMEHEHUs, OTMnycKaemMbiMu Mo
peuenTy Ha JeKapCTBEHHbIM npenapaTt, AWCTaHUUOHHbIM crnocobom, TpeboBaHus K [AOCTaBke TaKuX
nekapcTBeHHbIX NpenapaToB rpaxaaHam, npasuna Bbigady paspelleHnsi Ha OCyLLEeCTBNEHWE PO3HUYHOW TOProBrv
nekapcTBeHHbIMM NpenapaTaMy ans MeauUmMHCKOro NpUMeHeHns, oTnyckaeMbiMU MO peLenTy Ha NeKapCTBEHHbIN
npenapaTt, QUCTaHUMOHHBIM cnocobom, yTeepxkgaeTcs lNMpasutenbctBoMm Poccuiickon ®epepauymmn. TpeboBaHUa K
anTeYHbIM OpraHusauuaM, SABMSIOWMMCS Y4aCTHMKAMKM SKCMEPUMEHTa, He MOoryT ObiTb Huxe TpeboBaHui,
YCTaHOBIEHHbIX K anTeYHbIM OpraHu3aumsiMm B COOTBETCTBUM € YacTbio 1.1 ctatbn 55 HacTosiwero depepansHOro
3aKoHa.

5. YnonHoMo4eHHbIn beaeparnbHblii opraH UCMONHUTENbHOW BNAcTu:

1) ocyLlecTBNsSeT MeToAM4EeCKOe COMPOBOXAEHNE AKCMEPUMEHTA, BKMIOYash METOANYECKOE COMPOBOXAEHUE
[eATENbHOCTM MEAULMHCKUX OpraHu3auui M anTeyHblX OpraHu3auui, y4acTBYOLIMX B 3KCMEpUMEHTEe, Mo
0(hOpPMNEHNIO, UCMOMb30BaHUIO W  XpaHEHWIO peLIENTOB Ha fEeKapCTBEHHbIM npenapat, B TOM u4ucne
CcHOpMUPOBAHHbIX B hOPME 3MEKTPOHHBLIX JOKYMEHTOB;

2) npegctasnsieT B lNpaButensctBo Poccunckon depepaunm npenBaputenbHeil (B Nepuog NpoBEAEHUS
3KCMeprMeHTa, HO He Mo3gHee YeM 3a ABa Mecsila A0 UCTEYEHMs CpoKa NPOBEAEHUS SKCNEPUMMEHTA) U UTOrOBbIV
(Mo OKOHYaHUKM 3KCNepuMMEHTa, HO He Mo3gHee 4eM 4vepe3 [Ba Mecdua Mocre UCTEYEHUs CpoKa MpoBedeHWUs
3KCnepvMeHTa) goknafdbl O pe3ynbTatax MPOBEeAEeHUs] 9KCMEPUMEHTA M MpearioXeHns O BHECEHUN U3MEHEHW B
3aKoOHOAATENbLCTBO 00 0OpaLleHNN NekapCTBEHHbIX CPeaCTB.

6. YNONHOMOYEHHbI OpraH UCNonHUTensHON BnacTn cybbekrta Poccuickon depepaumm:
1) BNpaBe yCTaHOBUTb OCOBEHHOCTU NMPOBEAEHUS SKCMIEPUMEHTA;

2) yTBepxgaeT nopsgok oTbopa MeAMUUHCKUMX OpraHv3aumi M anTedHbIX opraHu3auun Ans yyactus B
3KCNneprvMeHTe, a Takke NPOBOAUT Takon OTOOP M yTBEPXKAaeT nepedeHb MeAUNLNHCKMX OpraHn3aumm n nepedeHb
anTeyHbIX OpraHu3auun, COOTBETCTBYHOLIMX TpeboBaHWsAM, YCTAHOBMEHHbIM B COOTBETCTBMM C YacTbio 4
HaCTOSILLIEN CTaTbW, U ABMASIOWMXCS YH4ACTHUKAMM IKCMEPUMEHTA;
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3) ocyLlecTBnsSeT MOHUTOPUHI MNPOBEAEHUA JKCNepumeHTa U npeactaBnsgeT ero pesynbTaTel B
YNOMHOMOYEHHbIN dhefepanbHbIi opraH UCMOMHUTENbHOW BNacTu;

4) obecrne4vnBaeT MHPOPMALMOHHO-TEXHUYECKOE ObecnevyeHne NpoBeAEeHUs 3KCMepUMEHTa MOCPeaCcTBOM
NCNONb30BaHNS rocyAapCTBEHHON MHAOPMALMOHHOM CUCTEMBI B cdhepe 34paBoOXpaHeHnst cyobekTa Poccuimckom
depepaummn u  (MNN) MEOMUUHCKMX WMHAPOPMALMOHHBIX CUCTEM MEOUUMHCKUX OpraHu3auuin, SBhASHLMXCH
y4yacTHMKaMM 3KCNepuMeHTa, U UX B3aMOOENCTBUS C eQUHOW rocyapCTBEHHON MHAOPMAaLMOHHOW CUCTEMOWN B
cchepe 3gpaBOOXpaHEHUs.

7. MeguvuuHCKME opraHusaummn 1 anTeyHble opraHu3auuy BrpaBe OTKasaTbCs OT y4acTusl B SKCMEPUMMEHTE,
noJas B YMNOSHOMOYEHHbLIN OpraH UCMOMNHUTENBHOW BnacTun cydbekta Poccuiickon Pepepaumm cooTBETCTBYHOLLIEE
obpalleHne B NNCbMEHHOM hopme.

8. AnTeyHble opraHu3auun, ABNAIOLMECH Yy4acTHMKaAMU 3KCMepuMeHTa, 00f3aHbl npu  npojaxe
ANCTaHUMOHHBIM CMOCOBOM FEeKapCTBEHHOro npenapata Ans MEeAULMHCKOro MpUMMEHEHMs, OTNyCKaemoro Mo
peuenTy Ha nekapcTBeHHbIM npenapat, obecneynTs Npu OCYLLECTBEHUM OOCTaBKM MAESHTUMUKaALUIO NNYHOCTH
rpaxgaHuHa, nonyyaroLLero Takon nekapcTBEHHbIN npenaparT, B LensX YyCTaHOBMEeHUss COOTBETCTBUS €ro NMMYHOCTU
W nuua, yKasaHHOro B peuenTe Ha JeKapCTBEHHbIM npenapat (ero 3akoHHOro npefcrtasuTens), nubo nuua,
YMNONTHOMOYEHHOTO MNULIOM, YKa3aHHbIM B peLenTe Ha feKapCTBEHHbIN NpenaparT (ero 3akoHHbIM NpeacTaBuTenem),
Ha nonyyeHue nekapCcTBEHHOro npenapara (Janee B HaCTOsILLEN CTaTbe - NNLO, YKasdaHHOEe B peuenTe (3aKOHHbIN
npegcraBuTesb, YNONHOMOYEHHOE JTULO).

9. Ivuo, ocyulecTBrisiiolLee [OOCTABKY JIEKAPCTBEHHOIO Mpenapata Afis MeAVLMHCKOro MpUMEHEHUs,
OTNyCKaeMoro Mo peLenTy Ha JieKapCTBeHHbIN npenapar, 06si3aHo noTpeboBaTh y rpaxkaaHuHa, nosy4vatoLlero
TaKoW NeKapCTBEHHbIN npenapar, NpeabsaBuUTb JOKYMEHT, YOOCTOBEPSIOLWNIA ero NMUYHOCTb, AN UAeHTMdUKaLmMn
FIMYHOCTM 3TOr0 rpakgaHWHa WU YCTAHOBIIEHUS COOTBETCTBUSI €ro NMYHOCTM WU fvua, yKa3aHHOro B peuente
(3aKoHHOrO MpeacTaBUTENsA, YMOMHOMOYEHHOro nuua). B cryyae BbISIBNEHWUS HECOBMaAEHUst NUYHOCTM
rpakgaHuHa, nony4valoLllero nekapCTBEHHbIM npenapaTt, WM Nuua, YKasaHHOro B peuente  (3aKOHHOrO
npeacTaBUTENs, YNONHOMOYEHHOIO NuLa), a Takke B Criyyae oTkasa rpaxgaHuHa, nory4varollero rnekapCcTBeHHbIN
npenapart, npeabsiBATb [OKYMEHT, YAOCTOBEPSIOLUMA €ro NUYHOCTb, IMLO, OCYLLECTBMsoLlee [OCTaBKy
nekapcTBEHHOro npenapaTa AN MEeOMLMHCKOIO MNPUMEHEHWS, OTMYCKaeMoro Mo peuenTy Ha feKapCTBEHHbIN
npenapar, 06513aHO BepHYTb TaKo flekapCTBEHHbIV Npenapar B anTe4yHylo opraHusaumio.

10. MNoaTtBepxgeHnMeM pakTa nepefadn nekapcTBEHHOro npenaparta ass MeguuUMHCKOro MpUMEHEHMS,
OTNycKkaeMoro no peuenTy Ha meKapCTBEHHbIM npenapaTt, nuuy, YyKasaHHoMy B peuente (3akOHHOMY
NpeacTaBuUTENO, YMONTHOMOYEHHOMY nuLy), SBMASIOTCH KacCOBbIM YeK W MOAMNWChb Nuua, MOMyyYuBLUEro Takown
nekapCcTBEHHbIN npenapaTt, Ha AOKYMEHTe O MOMyYeHWM TaKkoro NeKkapCTBEHHOro npenapata no ¢opwme,
YyTBEPXAAaeMON YMONMHOMOYEHHbIM dhefepanbHblM  OpPraHoMm  WCMONHUTENbLHOM Bractu. [locne nepepayn
nekapCTBEHHOro npenapaTa nuuy, ykasaHHOMY B peuenTe (3aKOHHOMY NpeacTaBuTernto, YNONHOMOYEHHOMY nuuy),
STOT OOKYMEHT nepefaeTcs NuUOM, OCYLLECTBMBLUMM OOCTaBKy Takoro fiekapCTBEHHOro rnpenapaTa, B anTeyHyto
opraHusaumio, ocyLLeCcTBUBLLYIO OTMYCK NekapCTBEHHOro npenapara. B cnydvae BbisiBNeHWs npu nepepadve nvuy,
yKa3aHHOMY B peuenTe (3akoOHHOMY NpPeacTaBuUTErNto, YNOMHOMOYEHHOMY nuuy), NekapcTBEHHOro npenapaTta
(haKTOB MEXaHNYECKOro NOBPEXAEHMWS €r0 UNWN ero ynakoBKW TakoW NekapCTBEHHbIA npenapaTt NULOM, YKadaHHbIM
B peuenTe (3aKOHHbIM MpeAcTaBuMTENeM, YNOHOMOYEHHbIM NULIOM), HEe NMPUHMMaeTCs U Bo3BpallaeTcs 6e3 ero
onnaTbl NWLy, OCyLleCTBMBLUEMY AOCTaBKy IleKapCTBEHHOro npenapata u obecnedyvBaloliemMy ero BO3BpaT B
anTeyHy opraHv3aumio.

11. 3a HapyweHusa 3akoHogaTenbcTBa Poccunckon ®Pegepaunn, CoOBEpLUEHHbIE MPU NPOBEAEHUN
3KCNeprvMeHTa, €ero Y4YacTHWKW HeCyT OTBETCTBEHHOCTb, YCTAHOBMEHHYIO 3akoHodaTenoCcTBoM Poccuiickon
depepaumn.

12. KoHTponb 3a mncnosnHeHnem TpeboBaHU, CBSAI3aHHbIX C NMPOBEAEHUEM 3KCNEPUMEHTA, OCYLLECTBMAETCS
dhenepanbHbIM OpraHoM UCMONMHUTENBHONM BNACTW, OCYLLECTBSIOWMM (OYHKLMKU MO KOHTPOMIO U HaA30py B cdepe
3[paBOOXpaHEHMs1, B Nopsigke, yctaHoBrieHHoM ®deaepanbHbiM 3akoHoMm oT 31 utona 2020 roga N 248-93 "O
rocyaapCTBEHHOM KOHTporne (Haa3ope) u MyHuumMnanbsHOM KoHTpone B Poccuickon ®enepaunn”.

Cratbsa 56. M3aroToBneHne n oTnyckK fieKapCTBEHHbIX NpenapaToB
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KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCcATCA n3amMeHeHus (O3 ot 30.12.2021 N 463-D3).

1. N3roToBneHMe nekapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHuM3auusiMu, BeTePUHaPHbIMU anTevyHbIMU
opraHM3aLMsMn, UMEKOLLMMU NIMLIEH3NIO Ha (dapMaLLEBTUYECKYIO AEATENbHOCTb, OCYLLECTBISIETCS NO peuenTamM Ha
nekapcTBeHHble MpenapaTtbl, No TpeboBaHMAM MeOUUUHCKMX OpraHu3alui, BeTepuMHapHbIX OpraHu3auuii B
COOTBETCTBMW C MpaBWflaMU W3FOTOBMEHMS U OTMyCKa JeKapCTBEHHbIX NpenapaToB, YTBEPXAEHHbIMU
YNONMHOMOYEHHBIM dheaeparibHbIM OpraHOM UCMONHUTENBLHON BRacTy.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-$3)

2. Tpy W3roToBrNEeHWM JNEKapCTBEHHbLIX MpenapaToB anTeyHbiMWM OpraHvM3auusiMM, BeTepUHAPHBLIMU
anTeyHbIMXU OpraHM3auusiMi, MMERLLMMU FULEH3NK0 Ha dapmaueBTUYECKYD OeATeNnbHOCTb, WCMOMb3yTCs
nekapcTBeHHble npenapatbl U (Mnu) dapmaueBTUyeckne cybcTaHLMKM, BKIIOYEHHbIE COOTBETCTBEHHO B
rocy4apCTBEHHbLIN PeecTp NeKkapCTBEHHbIX CPEACTB AN MEAUMLMHCKOro NMpUMEHEHUs!, TOCYAapCTBEHHbLIA peecTp
neKapCTBEHHbIX CPEACTB A5 BETEPUHAPHOIO NPUMEHEHWS, EANHBIA PEECTP 3aperncTpUpPOBaHHbIX NTEKAaPCTBEHHbIX
cpenctB EBpasummnckoro 3KOHOMWYECKOrO COk3a B YCTaHOBMEHHOM Mopsgke. He pgonyckaetcsi u3roToBrieHue
anTeyHbIMXU  OpraHM3auuMsiMu, BETEPUHAPHBIMW  anTEeYHbIMU  OpPraHu3auusaMKu, UMEKLMMU JULEH3NKD  Ha
dapMaLeBTUYECKYID [OEeATENbHOCTb, JIEKAPCTBEHHbLIX MNpenapaToB, 3aperucTpupoBaHHbIX B Poccuickon
degepaumm.

(vacTb 2 B peg. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

3. MapkupoBka nekapCTBeHHbIX NpenapaToB, M3rOTOBMEHHbIX anTEYHbIMW OpraHn3aLmnsaMmn, BeETepnHapHbIMU
anTevyHbIMW OpraHn3aLMsIMmn, UMELLUMUN NTMLEH3NIO HA hapMaLEeBTUYECKYHO AeATENbHOCTb, U 0DOPMITEHNE TaKNX
npenapaToB LOJKHbI COOTBETCTBOBATL NpaBuiiaM, ykazaHHbIM B 4acTu 1 HacTosiLen cTaTbMm.

(B pea. ®PenepansHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTedHble oOpraHM3auun, BeTepuHapHble anTeyHble OpraHu3auuv, UuMeKLWMe IULEH3NI0 Ha
drapmaLeBTUYECKYIO OEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOOIOAEHNE NPaBuN N3roTOBIEHNS U OTMNycKa
NeKapCTBEHHbIX MpenapaToB B COOTBETCTBUM C 3akoHogaTenbcTBom Poccuiickon ®epepaumm.

(B peq. PepnepanbHoro 3akoHa ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHue npogaxu danbcMpuunpoBaHHbIX JNEKapCTBEHHbIX CpeacTs,
HeAobpOoKaYeCTBEHHbIX NNEKapPCTBEHHbIX CPeACTB, KOHTPadakTHbIX NIEKapCTBEHHbIX CPeaAcTB

I'Ipop,a>|<a d)aJ'IbCI/Id)I/ILI,I/IDOBaHHbIX NeKapCTBEHHbIX CpeacTB, Heﬂ06p0Ka‘-IeCTBeHHbIX NeKapCTBEHHbIX
cpencTs, KOHTpa(baKTHbIX NeKapCTBEHHbIX CPpeaCTB 3anpeLlaeTca.

CraTtbs 58. XpaHeHUue nekapcTBeHHbIX CpeacTB

1. XpaHeHvne neKkapCTBEHHbIX CPeACTB OCYLUECTBMSETCS MPOM3BOAUTENSAMM NeKapCTBEHHbIX CpeacTs,
OpraHv3auMsMn ONTOBOW TOProBMW fIeKapCTBEHHbIMU CPeACcTBaMM, anTeYHbIMW OpraHn3aumsamMmn, BeTepUHapHbIMU
anTeyHblMX  OpraHuM3auusaMu,  WHAMBUAYanbHbIMW  NpegnpuHMMaTensMy,  VMeWUMM  NULUEH3WI0  Ha
hapmaueBTUYECKYD OEATEeNbHOCTb  WAM  MMLEH3NI0  Ha  MEeOUUMHCKYI0  AeATenbHOCTb,  MeOULMHCKUMMU
opraHv3auMaMn, BeTEPUHaPHbLIMW OpraHun3aumMsaMn 1M MHbIMW OpraHv3auusiMu, OCYLLECTBNSAIWMMU obpalleHune
nekapCTBEHHbIX CpeacTB. XpaHeHne nekapCTBEHHbIX CPEeACTB ANA BETEPMHAPHOro NPUMEHEHMS OpraHn3aumsamm un
WHAMBUOYanNbHLIMW NpeanpUHUMaTENAMU B CryYasXx, €CNv OHU UCMONb3YTCS UCKIIOYUTENBHO NP pa3BeaeHuu,
BblpalUBaHUN, COAEPXKaHUA U MEYEeHUU XMBOTHbIX, MOXET OCYLeCTBNATbCA 6e3 nonyyeHus nuueHauM Ha
dapmaLeBTUYECKYHO OEeATENbHOCT.

(B pea. PepepanbHoro 3akoHa oT 22.10.2014 N 313-$3)

2. npaBl/IJ'Ia XpPaHeHUA JeKapCTBEeHHbIX CpencTB YyTBepXaakTCA COOTBETCTBYHOLLMM YNOJIHOMOYEHHbIM
cbep,epaanblM opraHom NCMOMHUTENBHOW BNacTu.

3. XpaHeHme HaPKOTUYECKNX JEeKapCTBEHHbIX CpeacTB, [MNCUXOTPOMHbIX JIEeKapCTBEHHbIX CpencTs,
pa,u,moq)apmauesmqecxmx NeKapCTBEeHHbIX CpeacCTB OCYLUeCTBnAeTCA B COOTBETCTBUMM C 3aKOHOOATEsIbCTBOM
Poccuiickon ®eaepaunn.
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

Ctratba 58.1. lpeameTHO-KONMMYECTBEHHbIA Y4YeT JIeKapCTBEHHbIX CpeaAcTB ANnsi MeAULMHCKOro
NpPUMeHeHunsA
(BBeaeHa ®enepanbHbIM 3akOHOM OT 25.12.2012 N 262-03)

1. I'Iepequb JNIeKapCTBEHHbIX CpeacTtB AOnd MeOULUMHCKOro npuMeHeHuda, noanexawmx npegmMmeTHo-
KOnn4eCcTBeHHOMY y4eTy, yTBepXaaeTcd ynoJIHOMO4YE€HHbIM (beu,epaanuM opraHom MCMNOSHUTENbHOW BRAcTu.

2. Tlopsgok BKIMIOYEHWst JEKApCTBEHHbIX CPEeACTB  Ans MeOWMUMHCKOrO MPUMEHEHUSI B MNepeveHb
NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOro MPUMEHEHWs, nognexalimx npeaMeTHO-KONTMYECTBEHHOMY Y4eTy,
yCTaHaBnMBaETCs YMNOSIHOMOYEHHbIM efeparnbHbiM OpraHoOM MCMOSHUTENBHOM BRacTM MO COrfacoBaHMIO C
deneparnbHbIM OpraHoM UCMONHUTENbHONM BNACTK, YNOSIHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.

(B pea. ®enepansHoro 3akoHa ot 03.07.2016 N 305-d3)

3. NpeaMeTHO-KONMYECTBEHHbIN Y4YeT JEeKapCTBEHHbIX CPeAcTB ANS MEeOWULMHCKOrO MpUMEHEHUs BeayT
NpoM3BOAUTENMN NEKAPCTBEHHbIX CPEACTB, OpraHu3auuMvM ONTOBOW TOProBMAWM feKapCTBEHHbIMU CpeacTBaMu,
anTeyHble OpraHu3auumv, WHAMBUAyanbHble MNPEeAnPUHMMATENN, UMEKLWMe NUUEH3NK Ha dapmaueBTUYECKYIO
AeATeNbHOCTb UMW NIMLEH3NI0 Ha MEOULIMHCKYIO OESATENbHOCTb, U MeANLMHCKME OpraHn3aumm, ocyLiecTBnsaowmne
obpalleHre nekapcTBEHHbLIX CPeacTB AN MeaMLMHCKOro NPUMEHEHMUS, NyTEM pernctpauunm nobbix CBA3aHHbIX C
ux obpalleHnem onepauui, Npu KOTOPbIX U3MEHSIETCA WX KONMUYECTBO M (UNM) COCTOsiHME, B cneumasnbHbIX
XypHanax yyeTa onepauun, cBa3aHHbIX ¢ obpalleHnemM NnekapCcTBEHHbIX CPEACTB ANA MeAULMHCKOrO NpyMeHeHus
(banee - cneyunanbHbIe XXypHarbl).

4. TpaBuna peructpauuyM onepauui, CBsI3aHHbIX C oOOpalleHVem JeKapCTBEeHHbIX CpeacTB Aans
MEZMLMHCKOro NMPUMEHEHNS], BKITOYEHHBIX B NepeyeHb NeKapCTBEHHbIX CPEACTB AN MEeAMLMHCKOrO NMPUMEHEHUS,
noasiexalumx npegmMeTHO-KONMYECTBEHHOMY YYeTy, B crieumaribHbIX XKypHanax U npaBuria BeAeHUs U XpaHeHWs!
cneumanbHbIX )XypHaroB yTBEpXKAaTCs YNONIHOMOYEHHbIM heeparnbHbIM OpraHoOM MUCMOSTHUTENbHON BNacTy.

5. KOHTpOJ‘Ib 3a cobniogeHnem npasun perncTtpaumnn onepau,mﬁ, CBA3aHHbIX C O6paLLl,eHMeM NNeKapCTBEHHbIX
cpeacTs AnAa meguunHCKOro npuMeHeHus, BKIYeHHbIX B NepeYvYeHb NeKapCTBeHHbIX cpeacTB And MeguLlmHCKOro
npuMEeHeHnd, noanexawunx npegmMmeTHo-Konm4eCTBeHHOMY YydeTy, B cChneunaribHbliX XypHanaxX, a TaKkKXe 3a
cobntogeHnem npasun BegeHnda un XpaHeHud cneuuarbHbliX XypHanoB BO3faraetcA Ha YNOJIHOMOYEHHble
(bep,epaanble OpraHbl MCMNONHUTENBLHON BRactu U OpraHbl WCMNONHUTENbHON BNacTu Cy6beKTOB Poccwuiickon
d)ep,epau,ww, ocyulecTendowine nuueHanmposaHne npon3BoacTBa J1€KapCTBEHHbIX CpencTs, (bapMaLl,eBTMHeCKOVI
OeATEeNbHOCTM U MeULMHCKON OeATenbHOCTH, 1 OCyLlecCTBIIAEeTCA B paMKax JIMUEH3NOHHOIo KOHTPOJIA.

Mnaesa 11. YHUWYTOXEHUE NEKAPCTBEHHbIX CPELOCTB
Crtatbs 59. OCHOBaHMA U NOPAAOK YHUUTOXKEHUA NIEKapPCTBEHHbIX CPeacTB

1. HepobpokadecTBeHHblE NEKapCTBEHHbIE cpeacTBa, dhanbcnduumpoBaHHbIE NEKapCTBEHHbIE CpeacTBa
nognexaT U3bATUI0 13 00paLLEeHNss U YHUUTOXEHUIO B Mopsiake, yCTaHOBMEHHOM [lpaBuTtensctBOM Poccuiickon
depepaumn. OcHOBaHMEM [ANA  YHUUTOXEHUS FEKApCTBEHHbIX CPEACTB SABMSETCA pelleHne Bnagenbua
NeKkapcTBEHHbIX  CPeACTB,  pelleHMe  COOTBETCTBYHOLLEro  YrNOMHOMOYEHHOro  beagepanbHOro  opraHa
WUCNOSNHUTENBHON BNACTU UMK peLleHne cyaa.

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

2. KoHTpadhakTHble feKapCTBEHHbIE CpeacTBa MoanexaTr U3bATUI0 M3 O0palleHUs M YHUYTOXEHUIO Mo
peweHnto cyda. [lopsgok  YHUYMTOXEHWsI KOHTpaddakTHbIX  JIEKapCTBEHHbLIX CPEACTB  YCTaHaBIMBaeTCs
MpaButenscTBoMm Poccuinckon degepaumm.

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

3. Pacxogpl, cBsA3aHHble C YHUHTOXEHNEM KOHTpaCbaKTHbIX JIeKapCTBEeHHbIX CPeacCTs, Heﬂ,06pOKa‘-leCTBeHHbIX
JNleKapCTBEHHbIX CPeaCTB, (baﬂbCVI(bVILI,I/IDOBaHHbIX NIeKapCTBEHHbIX CpeacTB, BO3MELWaloTCA UX BJlageribLeM.

4. Brnageney nekapCTBEHHbIX CPeacTB AOS/MKEH MpPeAcTaBUTb B YNOMHOMOYEHHbIN dhefepanbHbii opraH
WCMOMHUTENbHOW BNAacT AOKYMEHT UMW 3aBEPEHHYIO B YCTAHOBIIEHHOM MOPSAKE ero Komvio, nogreepxgawowue
daKT YHUUYTOXEHNS NeKapCTBEHHbIX CPEACTB.
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5. CooTBeTCTBYHOLINA YNOMHOMOYEHHbIN beaepanbHbIi opraH WCNOMHUTENBbHOW BracTu, MPUHABLLNIA
peLueHne 06 YHUUTOXEHNN NEKaPCTBEHHbIX CPEACTB, OCYLLECTBNAET KOHTPOMb 32 UX YHUYTOXEHUEM.

6. YHMYTOXEHNEe NeKapCTBEHHbIX CPeAcTB NPOU3BOAMTCHA OpraHM3aunsamMm, UMeEKLWUMN COOTBETCTBYHOLLYIO
NMUEH3NI0, Ha creuvanbHO 000pyAOBaHHbIX MowWajkax, MoMroHax M B creuuanbHO 000pyaoBaHHbIX
nomelleHnsx ¢ cobnogeHnem TpeboBaHMM B 06nacTtM OxpaHbl OKpyXarllwen cpegbl B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccurickon degepaumn.

7. HapkoTtnyeckne neKapCcTBEHHble cpencTBa, NCUXOTPOMHbIE neKapcTBEHHble cpencraa,
pagvogapMaLeBTUYECKME JEKapCTBEHHbIE CPEACTBA YHUYTOXKAKTCA B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
Poccuinckon degepaumu.

Mnasa 12. TOCYOJAPCTBEHHOE PEIYNIMPOBAHMUE LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI AnA MEAULUMHCKOIO NPUMEHEHUA

Cratba 60. [ocypapcTBeHHOe perynMpoBaHMe LeH Ha JleKapCTBeHHble npenaparbl AN
MeAVLIMHCKOro NPUMEHEeHNA

1. FocynapcTBEHHOE pPErynupoBaHMe LiEeH Ha NEKapCTBEHHbIE npenapaTtbl ANS MeAULMHCKOrO NPUMEHEHMUS
OCYLLECTBMAETCH NOCPEeACTBOM:
(B pea. PepepanbHoro 3akoHa oT 26.03.2020 N 67-d3)

1) yTtBepxaeHusa [lpaButenbctBom Poccuiickon ®epepaumm nNepeyHs XU3HEHHO HEeOoOXOAUMbBIX WU
Ba)XHEWLUMX JIEKapCTBEHHbIX MNPenapaTtoB, KOTOpbI (OPMUPYETCA W HE pexe OfHOro pasa B roa
nepecmMaTpmBaeTCs B yCTAHOBINIEHHOM MM MOpsiAKe HA OCHOBE KOMIMJIEKCHOWM OLIEHKM JNIEKApCTBEHHbIX Npenaparos,
BKIOYasi aHanu3 CBEOEHUN O CPaBHUTESIbHOM KITMHUYECKOW 3¢peKTMBHOCTM M 6e30MacHOCTU NEKapCTBEHHOIro
CPEeACTBa, OLEHKY 3KOHOMUYECKMX MOCNeACTBUMA MPUMEHEHUS JIEeKapCTBEHHONO CpeacTBa M U3yYeHue
OOMONMHUTESNbHbIX MOCNEACTBUA MPUMEHEHUS NEKAPCTBEHHOIO CPEACTBA;

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 13.07.2020 N 206-d3)

2) yTBEpXOEeHMs METOAMKM pacyeTa npefesibHbIX OTMYCKHbIX LEeH Mpou3BOAUTENEN Ha JEeKapCTBEHHble
npenapaTtbl, BKIOYEHHbIE B MepeveHb XXU3HEHHO HEOOXOAMMBbIX U Ba)KHEWMLIMX NeKapCTBEHHbIX MpenapaTtoB, a
TaKke BHEAPEHUSI MEXaHM3MOB (hOPMUPOBAHUSA CUCTEMbI pedhepPEeHTHbIX LIEH;

(B pea. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) rocyoapCTBEeHHOM peructpaumm npedenbHbiX OTMAYCKHbIX LeH MpOu3BOAWUTENEN Ha neKapCTBEHHble
npenapartbl, BKIMO4YEHHbIE B NepevyeHb XXU3HEHHO HeO6XOp,I/IMbIX N BaXKHENLLMX NeKapCTBEeHHbIX NpenapaTtoB;
(B pea. PepepanbHoro 3akoHa oT 06.06.2019 N 134-$3)

4) BeeHNA rocyaapCTtBeHHOro peectpa npeaeribHbiX OTMYCKHbIX LEeH I'IpOI/I3BO,EI,VITeJ'IeIZ Ha NneKkapCcTBeHHble
npenaparbl, BKINKOYEHHbIE B NepeyYeHb XN3HEHHO HEeobX0AMMbIX N BaXKHENLLIMX JNTEKapCTBEHHbIX NMpenapaToB;

5) yTBepxageHuss MeToOuKM YCTaHOBMEHMSI OpraHaMy WCMOSHUTENbHOW Bractn cybbekTtoB Poccuiickon
Cbep,epau,vm npeaernbHblX pasmMepoB ONTOBbIX Ha,q6a30|< n npegenbHbIX pa3MepoB PO3HUYHBLIX Ha,q6aBOK K
CbaKTI/I‘-IeCKI/IM OTNYCKHbIM U€eHaM, YCTaHOBJIEHHbIM MNpoun3BoOUTENAMU JEKapCTBEHHbIX npenapaTtoB, Ha
nekapcTBeHHbIe npenapaThbl, BKIKOYEHHbIE B NepevYeHb XMU3HEHHO HEOOXOAUMbLIX U BaXKHEWLUMX neKapCTBEHHbIX
npenapaTos;

6) ycTaHOBMeHus npeaenbHbIX pasMepoB OMTOBbIX HAnbaBoOK M MNpeaenbHbIX PasMepoB PO3HUYHBIX
Han6aBoK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBNEHHbLIM NPOM3BOAUTENSAMM NEKAPCTBEHHbLIX NpenapaTtos, Ha
feKapcTBEHHbIe MpenapaTbl, BKIOYEHHbIE B NepeyeHb KM3HEHHO HEeOOXOAMMBIX U BAKHEMLIMX NEeKapCTBEHHbIX
npenapaTos;

7) yTBEpXAeHUS nopsaka Bblgadu npeanucaHuin opraHaM UCMOMNHUTENbHOW BriacTu cybbekToB Poccuinckom
dPepepaumn 0 npvBedEHUMM B COOTBETCTBME C 3akoHoZaTenbCTBOM Poccuiickon Pepepaumm peweHun o6
YCTaHOBIEHUN MpeferbHbIX PasmMepoB OMTOBLIX HadbaBOK M MPefernbHbIX Pa3MepPOB PO3HUYHLIX HaAgbaBOK K
aKTUYeCKUM OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENSAMU FEeKapCTBEHHbLIX nNpenapaTtoB, Ha
nekapCTBEHHbIE Mpenaparbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX JEKAPCTBEHHbIX
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npenapaToB, €CnM OHW MPUHATBI C HapylleHMeM 3akoHoaaTenbcTtBa Poccuiickon ®degepauun, B nopsiake,
ycTaHoBneHHom lNpasuTtensctBoMm Poccuiickon ®epepaumu;

8) HanpaBneHuss yYMNonHOMO4YeHHbIM defeparnbHbiM  OpraHoOM  UCMOMHUTENbHOM  BnacTu  opraHam
WCNONHUTENBHON BnacTn cybbekTtoB Poccunckon degepaumn npegnucaHnin 0 nNpuBedeHUM B COOTBETCTBME C
3akoHogaTtenbcTBoM Poccuiickon ®degepaumm MpUHATBIX C  HapyLeHWeM 3akoHogaTenbcTBa Poccumnckon
degepaumn peleHnt 06 yCTaHOBMNEHMU MpederibHbIX pa3mMepoB OMTOBbIX HAA0aBOK M MpedenbHbIX pa3MepoB
PO3HUYHbIX Hap,6a30|< K LeHaM Ha nekapCTBeHHble npenaparTbl, BKIMOYEHHbIE B NepevyeHb XXU3HEHHO H606XOAVIMI:IX
N BaXKHENLLWX NeKkapCTBEHHbIX NpenapaTos;

9) ocyuwiectBneHus cepepanbHOro rocyaapCTBEHHOIO Haasopa B cdhepe obpalleHusi NeKapCTBEHHbIX
CpeacTB M pervoHarnbHOro rocyapCTBEHHOIO KOHTPOMA 3a MPMMEHEHMEM LieH Ha fekapCTBEHHble npenapaTbl
COOTBETCTBEHHO  YMOSIHOMOYEHHBIMU  doefeparnbHbiMM  OpraHamu  UCMOMHUTENBHOW BNAcTM UM OpraHamu
ucrnonHuTensHoW Bractu cybbektoB Poccunckonn ®degepaumm cornacHo MX KOMMETEHUUU B Mopsigke,
ycTaHoBreHHoM [NpaBuTtensctBoM Poccuiickon ®epepaumu;

(n. 9 B pea. PepepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHus NpegyCMOTPEHHbIX 3akoHogaTenbcTBoM Poccuiickon ®egepaumm mep oTBETCTBEHHOCTU 3a
HapyleHne nopsigka LeHoobpasoBaHUs Ha nekapCTBEHHble Mpenapatbl, BKMIOYEHHbIE B MepeyeHb >XU3HEHHO
HeOoBXOAMMBIX M BaXKHENLLUX NleKapCTBEHHbIX NpenapaTos.

(B pea. ®enepansHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBuax u4pesBbl4alHOW cuTyaumm w (MnNn) Npyv  BO3HUKHOBEHWW Yrpo3bl pPacrnpoCTpaHeHus
3aboneBaHus, NpeaCcTaBnsoWero ONacHOCTb AJ1A OKPYXKalLux, a Takke B Cnydae, ecnv B TedeHue Tpuauatu
KaneHgapHbiXx AHen nocne npuHaTtua [MpaButensctBom Poccwuiickon depepauumn pelleHust 0 NpoBedeHun
MOHMTOPMHIA PO3HUYHBLIX LIEH Ha JeKapCTBEHHble npenapartbl, HE BK/OYEHHbIE B MNEpPEeYeHb XKU3HEHHO
HeOBXOAUMbIX M BaXXHENLLMX NEKapCTBEHHbIX MpenapaTos, Ha Tepputopusax cybbektoB Poccuickon depepauuu
BbISIBMIEH POCT PO3HMYHBLIX LEH Ha yKasaHHble NeKapCTBEHHblE MpenapaTtbl Ha TpuauaTbe NpoLEeHToB u Gornee,
MpaButensctBo Poccuiickon denepavumm Bnpase yCTaHOBUTb NpeaenbHble OTNYCKHbIE LieHbl MpoM3BoauTeNen Ha
yKa3aHHble NeKapCTBEHHbIE Mpenaparbl, npefenbHble pa3mepbl ONTOBbIX HagbaBOK M NpedenbHble pasmepbl
PO3HUYHbIX HagbaBOK K (DaAKTUYECKUM OTMYCKHbIM LEeHaM Mpou3BOAUTENEN Ha yKal3aHHble J1eKapCTBEHHbIE
npenapatbl. NepeyeHb NEKAPCTBEHHbLIX MpenapaToB, HE BKIMOYEHHbIX B MepeyvYeHb XU3HEHHO HeobOXOOUMBbIX U
Ba)KHEWLUMX FEKapCTBEHHbIX MpenapaToB, U MNopsgok ero opmupoBaHus onpegensiTcs [MpaBUTENLCTBOM
Poccuinckon degepaumun.

(4acTb 2 BBegeHa deaepanbHbiM 3akoHOM OT 26.03.2020 N 67-93)

3. B TeyeHne peBAHOCTa KaneHAapHbIX OHEW co [AOHA yTBepxaeHus [lpaButenbcTBom Poccuiickon
depepaummn nepedHsi, ykasaHHOro B 4acTu 2 HacToslen cTaTbM, He [OOMNyCKalTCca peanu3auus 1M OThyck
BKIMIOYEHHbIX B HEro IieKapCTBEHHbIX NpenapaToB MO LeHaM, MPEeBbILAWUM npefenbHble OTNYCKHbIE LEHbI
Npou3BOAUTENEN Ha YyKal3aHHblE JIEKApCTBEHHbIE Npenaparbl, NpedernbHble pasMepbl ONTOBbLIX HagbaBOK W
npegenbHble pasmepbl PO3HUYHbLIX HAaA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM Mpou3BoauTENen Ha ykasaHHble
nekapCTBEHHbIE NpenapaTbl C y4ETOM Harora Ha [o0aBreHHY0 CTOMMOCTb.

(vacTb 3 BBegeHa deaepanbHbIM 3akoHOM oT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumedaHue.
3apeructpupoBaHHble go 07.06.2019 npepgenbHble  OTMYCKHble  LEeHbl  nognexaTr obsa3aTenbHom
nepepeructpauum B 2019 - 2020 rogax B cootBeTcTBUN CO CT. 2 P3 0T 06.06.2019 N 134-P3.

Cratba 61. FocymapcTBeHHasi perucTpauuMs v nepeperucTpaumsa npeaenbHbIX OTNYCKHbIX LieH
npousBoauTenein Ha fekapcTBeHHble npenapaTtbl, BKMOYEHHble B NepeyeHb XU3HEHHO HeoGXoAUMBLIX U
BaXKHeMLWUX JyleKapCTBEeHHbIX NpenapaToB

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-3)

1. MNpepenbHas OTNyckHas LieHa NPOU3BOAUTENSA Ha NeKapCTBEHHbIW npenapaT, BKMAYEHHbIA B nepeyeHb
XWU3HEHHO HEODXOAMMbBIX N BaXKHEWLUMX NEKapCTBEHHbIX NpenapaToB, NOASEXUT rocygapCTBEHHON perncrTpauun B
nopsigke, ycrtaHosneHHoMm [lpaButenbctBom Poccuiickon ®epepauumn, Ha OCHOBaHWM NPeOCTABNEHHOrO B
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

yI'IOJ'IHOMO‘-IeHHI:IIZ d)e,qepaanbn?l opraH WCMONHUTENbHON BracTu 3asiBNeHus aepxartena wnn BnapgenbLla
perncTpaunoHHOro yqoctoBepeHusa nekapCTtBeHHOro npenaparta (yI'IO.I'IHOMOLIeHHOFO nm ﬂI/ILI,a).

2. 3apernctpupoBaHHas npedernbHas OTMYCKHasd LeHa NpPOVM3BOAMTENS Ha feKapCTBEHHbIV Mpenapar,
BKITIOYEHHBIA B MEpeYeHb KU3HEHHO HEOBXOAMMBIX WM BaXHEMLIMX feKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb
nepeperncTpmpoBaHa B CTOPOHY YBENWYEHUs OAWH pa3 B KaneHaapHOM rofy Ha OCHOBaHWUW MpefcTaBrieHHOro B
YMNONMHOMOYEHHbIV hbeaepanbHbIi OpraH MCMONMHUTENbHOM BrRactm 0 1 OKTSA0ps Kaxaoro roga 3asBrieHus
aepxatens vnv Bnagenbua perucTpaumoHHOro YAOCTOBEPEHUS feKapCTBEHHOro npenaparta (YnosIHOMOYEHHOro
UM nuua).

3. BapervctpupoBaHHas npegenbHas OTNYCKHAasi LieHa MNpPOM3BOOUTENS Ha JeKapCTBEHHbIA Npenapar,
BKIMIOYEHHBbIN B MepeYeHb XU3HEHHO HEOBXOAMMbLIX W BaXKHEMLIUX NeKapCTBEHHbIX NpenapaToB, MOXeT OblTb
nepeperncTpmpoBaHa B CTOPOHY CHWXEHWUSI Ha OCHOBaHUW NMPEACTaBMEHHOrO B YNONMHOMOYEHHbIA dheaeparnbHblii
opraH WCMOSIHUTENbHOW BNacTV 3asiBMeHWUs OepxaTens wnu Bragesnbla pernctpaumMoHHOro yOoCTOBEPEHMS
nekapcTBEHHOro npenapata (YnofIHOMOYEHHOrO UM nuua).

4. [epxaTens wnu Bnagenewl perncTpauuoHHOrO  yAOCTOBEPEHUS  feKapCTBEHHOro npenaparta
(ynonHomo4yeHHoOe UM nuuo) obs3aH NpeacTaBUTb B YNONMHOMOYEHHbIM beaepanbHbll OpraH UCMONMHUTENbHOW
BMNacTu 3asiBNeHue O nepepeructpaunm 3aperncTpupoBaHHOW NpeaernibHOM OTMYCKHOW LeHbl Mpou3BoauTens Ha
neKkapCTBEHHbIN npenapaT, BKIIOYEHHbIN B NepeyveHb XXM3HEHHO HeOOXOOUMbIX U BaXKHEMLLMX feKapCTBEHHbIX
npenapaToB, B CTOPOHY CHUXKEHWUS B CNeAyoLwnX crnyyasx:

1) CHWXKeHWe LieHbl B MIHOCTPaHHO BastoTe Ha NeKapCTBEHHbIV NpenapaT B CTpaHe Npou3BoauTens v (Unm)
B CTpaHax, B KOTOpbIX JIEKAapCTBEHHbIN rpenapaTt 3apernctpyMpoBaH W (MnuW) B KOTOpble MOCTaBIsSeTCS
NpoV3BOAUTENEM;

2) CHWXEHWe LieH Ha pedepeHTHble NIekapCTBEHHbIE MpenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTosiLen
YacTu (AnNs  COOTBETCTBYIOLIMX  BOCMPOWM3BEAEHHbIX, OGuoaHanoroBblX (6MONOAOGHLIX)  NekapCTBEHHbIX
npenapaToB);

3) npeBblleHME NpedenbHOM OTMNYCKHOM LeHbl Ha MNepBbii  BOCNPOU3BEAEHHbIN, OGuoaHanoroBbin
(6ronogo6GHbIN) NEeKapCTBEHHbIN MpenapaTt MHOCTPaHHOro MpPOM3BOACTBA Hah NpeferibHOW OTMYCKHOW LEeHOW
npom3BoauTens Ha BTOPOW BOCNPOM3BEAEHHbIN, BuoaHanorosbin (6MONOAOGHLIN) MeKapCTBEHHbIM Mnpenapar,
paccyMTaHHOWM B COOTBETCTBMU C METOAMKOW, yTBEPXAeHHOM NMpaBuTenscTBom Poccuiickon ®egepauuu;

4) npeBbllUEHNE NPEOENnbHON OTMYCKHOM UeHbl Ha MepBbii  BOCNPOM3BEAEHHbINA, OMoaHanoroBblv
(6ronogo6HbIN) NekapCcTBEHHBIN NpenapaT NPOM3BOAUTENSA rocyaapcTBa - YneHa EBpasmMnckoro SkoHOMUYECKOTo
col3a Haf npedenbHOW OTMYCKHOW LIEHOW MNPOM3BOAMTENSI Ha BTOPOW BOCMPOU3BEAEHHbIN, OMoaHanoroBbIn
(6ronogobHbIN) NekapCTBEHHLIN NpenapaTt Npou3BOAUTENS rocygapcTBa - YneHa EBpa3ninckoro s3KOHOMUYECKOro
COH03a, pacCcYMTaHHOM B COOTBETCTBMU C METOANKON, yTBEpXaeHHoW NpaButenscTBom Poccuiickon degepaumn.

5. MNopsgok nepeperncTpaummM 3aperncTpupoBaHHbIX MpefenbHbiX OTMYCKHbIX LEH Npou3BoauTENnen Ha
nekapcTBeHHbIe npenapaThbl, BKKOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOAUMbLIX U BaXKHEWLUMX neKapCTBEHHbIX
npenapaToB, B cry4vasX, MNpPeayCMOTPEHHbIX uYactamm 2 - 4 HacTodwen cTaTbW, YyCTaHaBnMBaeTCs
MpaButenscTBoM Poccuitckon depepaumu.

6. DKOHOMWYECKMI aHanu3 npegeribHOM OTMYCKHOW LieHbl MPOM3BOAUTENS Ha JEKApCTBEHHbIA Mpenapar,
BKIMIOMEHHbBIN B MepeyYeHb XMU3HEHHO HeobXoaAWMbIX M BaXHEWLWWX JeKapCTBEHHbIX npenapatoB, npu ee
rocygapCTBEHHOM  perucrpauuu  unuM  nepeperncrpaumn  ocyulectensieTcd  dedepanbHbiM  OpraHom
WCMNOMHUTENBbHOW BNACTW, OCYLLECTBSIOWMM (PYHKLUMN MO MPUHATUIO HOPMATMBHbBIX NMPAaBOBbLIX aKTOB U KOHTPOIO
3a cobnogeHvemM 3akoHogaTenbCcTBa B cdepe rocyaapCTBEHHOrO perynupoBaHus ueH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacyeT npegenbHbiX OTMYCKHbIX LEH, YyKaszaHHbIX B 4acTax 1 mM 2 HacToswen cratbk, Mpu uX
rocyqapCTBEHHOW perucTpaumm Wunu nepeperncTpaumm OCYLLECTBNAETCA B COOTBETCTBMM C  METOOMKOMN,
yTBEepxaeHHon NpasutensctsoM Poccunckon ®egepaumm n yumTbiBatoLen B TOM YUcre:

1) cobntogeHne 6anaHca MHTepecoB NoTpebuTenen nekapcTBEHHbIX NpenapaToB, BKIMOYEHHbIX B NepeyYeHb
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

XW3HEHHO HEOOXOAWMbBIX U BaXXHEMLUUX JIeKapCTBEHHbIX nMpenapaTtoB, " I'IpOI/I3BOﬂ,I/1TeJ'|eIZ NeKapCTBEHHbIX
npenapartos, BKIMKOYEHHbIX B NepeyvyeHb XN3HeHHO HeobXOAMMbIX N BaXKHENLLIMX JTEKapPCTBEHHbIX NMpenapaToB;

2) dhaKkTMYecKyto OTMYCKHYHO LIieHY Ha NeKkapCcTBeHHble npenapatbl B Poccuiickon ®enepauun, LieHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyto degepaumio, a TakkKe LEHbl Ha aHanoOrM4yHble feKapCTBEHHbIE
npenapaTbl, Haxoasiwmecs B obpaweHun B Poccunckon ®egepaunm;

3) 3aTpaThl NPOM3BOAMTENSA NEKAPCTBEHHOro npenapara Ha MPOU3BOACTBO U peanu3auuio NekapcTBeHHOro
npenapara;

4) UueHy Ha reKkapCTBEHHbI MpenapaTt, ero LUeHy B CTpaHe NpOW3BOAUTENS U B CTpaHax, B KOTOPbIX
NeKapCTBEHHBIN NpenapaT 3aperucTpupoBaH 1 (Unn) B KOTOpble NOCTaBAETCA NPON3BOAUTENIEM.

8. He O0nycKarTCA peanunsauma N OTNyCK NekapCTBeHHbIX npenapaToB, BKINOYEHHbIX B nepe4vyeHb XU3HEeHHO
HEOOXoOUMbIX W BaXXKHEMLINX NNIeKapCTBEHHbLIX MpenapaTtoB, Ha KOTOpble MNPOU3BOOUTENAMU JEeKapCTBEHHbIX
npenapartoB He 3aperncTpmnpoBaHa npenerbHaa OTnyCkHaaA ueHa, peanndauna npon3sogntenamMmm nekapCTtBeHHbIX
npenapartoB Mo LuUeHaM, nnpesBbillavlnM 3aperncTpupoBaHHbie WM  nNepeperncTtpupoBaHHblie npeaesibHbie
OTNYCKHblE€ LeHbl Ha NneKapCTBeHHbIE npenapartbl C y4eTOM Hallora Ha ﬂ,06aBﬂeHHyP0 CTOMMOCTb.

9. OcobeHHOCTM roCcyapCTBEHHOIO PEerynvpoBaHusl NpegernbHbiX OTMYCKHbIX LEH MNpou3BogMTENEN Ha
NeKapcTBEHHbIE NpenapaTbl, BKIHOYEHHbIE B MEpeYeHb XXM3HEHHO HEOOXOAMMbBIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaToB, B 3aBMCMMOCTU OT 3KOHOMUYECKUX U (M) coumanbHbIX KpUTEPUEB (M3MEHEHME YCITOBUIA, Nopsiaka u
CTOMMOCTM MNPOU3BOACTBA EeKAapPCTBEHHbLIX MpenapaToB, UCMONb30BaHWE HOBbIX (POPM, METOAOB M crnocobos
rocya4apCTBEHHOrO pPerynupoBaHUS LIEH Ha NeKapCTBEHHble npenapartbl, B TOM 4YMCfe Ha OCHOBE MexaHu3ma
pecepeHTHOro LeHoobpa3oBaHUs, M3MEHEHUI MNOpsiAka OKasaHus MEeLMLMHCKOM MOMOLLM, U3MEHeHWe Kypca
WHOCTPaHHOM BantoTbl U UHblE N3MEHeEHWS) yCcTaHaBnmneatoTcs NpasutensctBoM Poccuiickon ®epepauun.

(B pea. ®enepansHoro 3akoHa ot 08.03.2022 N 46-d3)

Ctatbss 62. locymapcTBEHHbIN peecTp npedeNbHbIX OTNYCKHbIX LUeH MnpousBoguTenen Ha
nekapcTBeHHble npenapaTbl, BK/IOYEHHble B MNepeYeHb XU3HEHHO HeOoGXOOMMbLIX M BaXHEWLMX
rneKkapcTBeHHbIX NpenapaToB

1. 3apeructpupoBaHHbIe UN NepepercTpMpoBaHHble npeaernbHbie OTMYCKHbIE LieHbl Mpou3BoaMTenen Ha
nekapcTBEHHblE MpernapaTbl, BKIIOYEHHbIE B NMepeYeHb XU3HEHHO HeOOXOOUMBIX U BaXHEMLMX NeKapCTBEHHbIX
npenaparoB, NoAnexaT BKIMHYEHNIO B rOCYAapCTBEHHbIN peecTp npefernbHbIX OTNYCKHbIX LieH Npou3BoanTenen Ha
NNeKapCTBeHHble npenapaTtbl, BKMOYEeHHbIe B nepeYvYeHb XU3HEeHHO HeO6XOLI,I/IMbIX N BaXKHEMNLLNX NNeKapCTBEHHbIX
npenaparos.

(B pea. PepepanbHoro 3akoHa oT 06.06.2019 N 134-$3)

2. FocynapcTBeHHbIN peecTp npederibHbIX OTMYCKHbIX LIeH Npon3BoauTenei Ha NekapcTBeHHbIe npenaparhbl,
BKIIOYEHHbIE B NepeYeHb XUSHEHHO HEOBXOAUMBIX Y BaXKHEMLLNX NEKapCTBEHHbIX NpenapaToB, COAepXUT B cebe
crieayroLwyo MHGOopMaLuto:

1) HaumeHoOBaHMEe AepXaTens wWnu Bnagenbua pPerncTpaumoHHOro YAOCTOBEPEHUSI FEeKapCTBEHHOrO
npenapaTa, HaMMeHOBaHUE NPOM3BOAUTENSA NEKAaPCTBEHHOro npenapara, CBeAEeHMs O perncTpaumm gepxarens
Unu Bragenbla perucTpauMoHHOIO0 YOOCTOBEPEHUST NEKapCTBEHHOro npenapaTta, CBedeHus O perucrpauuu
npounsBoauTENs NekapCTBEHHOro npenaparta Ang MeguuMHCKOro NpuMeHeHns B KadecTBe HanoronnaTenbLimka B
CTpaHe peructpauum (4N POCCUUACKUX HOPUANYECKUX MWL - UAEHTUMUKALMOHHBLIN HOMEp HanoronnaTtenbLumka
(MHH), Ana MHOCTpaHHbIX KPUANYECKUX NUL, - CTpaHa perucrtpaluu, HauMmeHoBaHUe PerucTpupyroLero opraHa,
PErMCTPaLMOHHBIA HOMEpP, KoL, HanoronnaTenbliMka B CTpaHe peructpauum (MHKOpnopauuu) Unu ero adHaror),
MECTO HaxOXZEHMSI NMPOM3BOACTBEHHbLIX MIOLAA0K, YYaCTBYHOLWMX B NPOLIECCE MPOU3BOACTBA JIEKAPCTBEHHOIO
npenapara, C ykasaHWem CTaguu npowecca Npon3BoacTBa;

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanMeHoBaHMe NeKapCTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOE, WU rpynnMpoBOYHOE,
UM XMMNYECKOE U TOProBOE€ HaUMEHOBaHWS);
(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

3) HOMep PerucTpaLIMoOHHOro Y0CTOBEPEHMS NeKapCTBEHHOro npenapaTa;

4) nekapcTBeHHasi opma C yKkasaHWeEM [O3MPOBKW JIEKAPCTBEHHOrO MNpenapaTta M €ero KonmMyectsa BO
BTOPUYHOW (NOTPEBUTENBCKON) YNakoBKe, a TakkKe KOMMIEKTHOCT;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas npefenbHasg OTNYCKHas LeHa Ha NekapcTBEeHHbIN npenapaT B pybnsx;
(B pea. ®PenepansHoro 3akoHa ot 27.12.2019 N 475-03)

6) pata M HOMep MpuKkasa YMNOMHOMOYEHHOrO (edeparibHOro OpraHa WCMOMHUTENbHOW BRAactTn o
rocyfapCTBEHHOM perucrTpaumm Wi nepeperucTpauum npeaenbHo OTMYCKHOW LeHbl Ha  fieKapCTBEHHbI
npenapar, BKMOYEHHbIN B NepeYeHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX JIEKaPCTBEHHbLIX NPenapaTos;

(B peq. PepnepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) paTa BCTyNreHus B CUNy npukasa ynoriHOMOYEHHOro doedeparnbHOro opraHa UCMONHUTENbHOM BNacTu O
rocygapCTBEHHOW peructpaumMm unu nepepeructpaumm npegenbHON OTMYCKHOW LieHbl NPOM3BOAWTENS Ha
NeKapCTBEHHbIN Npenapar, BKIIOYEHHbIN B MepeYeHb XXMU3HEHHO HEeODXOOAUMbLIX M BaXKHEWLUUX neKapCTBEHHbIX
npenaparTos;

(n. 6.1 BBegeH depepanbHbiM 3akoHoM OT 06.06.2019 N 134-93)

7) WUTPUXOBOW KOL, HAHECEHHbBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY IEKAPCTBEHHOrO Npenapara;
(n. 7 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) kog nekapCTBEHHOro npenapara MNO aHaTOMO-TEPANeBTUYECKO-XUMUYECKOW  Krnaccudukauum,
pekomMmeHaoBaHHOW BceMupHoON opraHmsaumen 3gpaBooxXpaHeHms.
(n. 8 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. N'ocypgapcTBeHHasa permctpaums Unu nepeperncrpauns npegenbHbiX OTMNYCKHbIX LEH Ha JIeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpeyvYeHb XXM3HEHHO HEOOXOOUMbIX U BaXHEWLMX NeKapCTBEHHbIX MpenapaTos,
BeAEHNE TOCYdapCTBEHHOro peecTpa npefenbHbiX OTNYCKHbIX LEeH Npou3BOAMTENEN Ha JieKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NepeyvyeHb XXU3HEHHO HEOOXOOUMbIX U BaXHEWLMX NeKapCTBEHHbIX MpenapaTos,
OCYLLLeCTBAITCA B NOpsAAKe, ycTaHoBNeHHOM [paButensctBoM Poccuickon deaepaumu.

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

Cratbs 63. YcTaHOBNEeHue opraHaMu UCNONIHUTENLHOW BnacTu cy6bekToB Poccuinckon Pegepaumm
npegenbHbIX pasMepoB ONTOBbIX HaAGaBOK UM nNpedenbHbIX pa3MepoB pPO3HUYHbIX HagbaBOK K
hakTU4eCKUM OTNMYCKHbIM LieHaM, YCTaHOBJIeHHbIM NPOU3BOAUTENSAMU NEKapCTBeHHbIX MpenapaToB, Ha
neKapcTBeHHble npenapartbl, BKMIOYEeHHble B MNepe4YyeHb XU3HEHHO HeoOXOAMMbLIX U BaXXHeMLUX
NeKapCTBeHHbIX NpenapaToB
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl UCNoNMHUTENBHOM BRacTn cybobekTtoB Poccuickon Pepepauummn ycTaHaBNMBaKOT MpenerbHble
pasMepbl ONTOBbIX HAaAbaBOK U NpedenbHble pa3Mepbl PO3HMYHbLIX HAAbaBoOK K haKTUYECKMM OTMYCKHbIM LeHaM
(6e3 ydyeTra Hanora Ha [A00aBMEHHYHD CTOMMOCTb), YCTAHOBMEHHLIM MPOU3BOOUTENSAMM FEKAaPCTBEHHbIX
npenapaToB, Ha NEKapCTBEHHbIE NpenapaTbl, BKMKOYEHHbIE B MepeYvYeHb XU3HEHHO HEOOXOAUMbBIX U BaXKHEMLLIUNX
neKkapcTBEHHbIX MpenapaToB, B COOTBETCTBMU C YTBEPXAEHHOW B MNOpsiAke, yCTaHOBNEHHoM [1paBuTensCTBOM
Poccuiickon ®epepaumm, METOOUKON YCTAaHOBMEHUSI OpraHaMy UCMONMHUTENbHOW BracTh cybbektoB Poccuiickon
dPepepaummn npegenbHbIX pasmMepoB OMNTOBbIX HaA0aBOK M NpefdernbHbIX pa3MepoB PO3HMYHbLIX HagbaBoOK K
aKTUYeCKUM OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSAMU FEeKapCTBEHHbLIX nNpenapaToB, Ha
nekapCTBEHHbIE Mpenaparbl, BKIMOYEHHbIE B NeEpPeYeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEMLLMX NEeKapCTBEHHbIX
npenapaTtoB. [1poeKTbl peLleHui i OpraHoB WCMOMHUTENbHOW Briactu cybbektoB Poccuiickon depepauunn 06
YCTaHOBMEHUN U (MNN) U3MEHEHWM MpedenbHbIX pa3MepoB OMNTOBbIX HAA0aBOK M NpefesbHbiX pa3MepoB
PO3HUYHBIX HAO0aBOK K (PaKTUYECKMM OTMYCKHBbIM LiEHaM, YCTAHOBJIEHHbIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX
npenapaToB, Ha JleKapCTBEHHbIE MpenapaThbl, BKIHOYEHHbIE B MepeYvYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX
nekapCTBEHHbIX MpenapaToB, MOANEeXaT COrnacoBaHU C  YMNOMHOMOYEHHbIM  doedeparnbHbiM — OpraHoMm
WCMOMHUTENBbHOW BNACTW, OCYLLECTBASIOWMM (PYHKLUMN MO MPUHATUIO HOPMATMBHbBIX NMPAaBOBbLIX aKTOB U KOHTPOIO
3a cobnogeHnem 3akoHogaTenbCcTBa B cdepe rocygapCTBEHHOro perynvpoBaHus LeH (TapudoB) Ha ToBapbl
(ycnyrun), B nopsigke, yctaHoBneHHoM [NpaBuTtenbcTtBom Poccuiickon depepauun.
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(B peq. ®enepanbHbix 3akoHoB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHusauuMm OMTOBOW TOProBMM  JIEKAPCTBEHHbIMW  CpPeACcTBaMy, anTedyHble  OpraHv3auuu,
WHAMBUAyanbHble NpeanpyHuMaTeny, UMeLmne NMLEH3NI0 Ha hapMaLEeBTUYECKYO AeATENbHOCTb, MEANLMHCKNE
opraHusauum, nMmeroLme NUUeH3no Ha apMaLeBTUYECKYI0 AeATeNnbHOCTb, U ux 060cobneHHble noapasgeneHus
(ambynaTtopun, denbaliepckne n enbaepcko-akylepckne MyHKTbl, LeHTpbl (oTaenenusi) obuien BpadvebHom
(cemenHon) npakTuKK), PacrnosioKEHHbIE B CENbCKMX HAaCENeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
OopraHuMsauuv, OCYLIECTBNAT peanv3auuio fIeKapCTBEHHbIX MpenapaTtoB, BKIOYEHHbIX B MEpevYeHb XXMIHEHHO
HEeOOXOOUMBIX U BaXKHEWMLLMX NEKapCTBEHHbIX NpenapaToB, NO LeHam, KoTopble (hOpMUPYIOTCA B COOTBETCTBUM C
nopsiAKOM, ycTaHoBneHHbIM NpaButenscTBoM Poccunckon ®efepaumu, n ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha
AoBaBNeHHyl0 CTOMMOCTb) He [AOfKeH MpeBbllaTb CYMMY (PakTUYeCKOW OTMYCKHOW LEeHbl, YCTaHOBIEHHON
npounssoguTenem neKkapcTBEHHOro npenapara, He npeBbILLaloLLEen 3aperncTpupoBaHHom Y
nepeperucTpMpoBaHHON NpeaenbHON OTMYCKHOW LieHbl Npou3BoauTens (Ha AaTy peanusauuu NnekapCTBEHHOro
npenapata nNpou3BOAUTENEM), M pasmepa ONToBOM HaabaBku M (MnM) pasmMepa PO3HUMYHOW HanbaBku, He
NPeBbILIAKLWLNX COOTBETCTBEHHO pa3mepa npedenbHOW ONnToBoW HapbaeBknm M (Mnv) pasmepa npegenbHomn
PO3HUYHOW HagbaBKK, yCTAHOBMNEHHBIX B cy6bekTe Poccuickon ®eaepavinn.

(4actb 2 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl McnonHUTenbHOW Briactu cybbektoB Poccuinckon denepaunmm pasmewaoT B cetn "MIHTepHeT"
WHpOpMaLMIO O 3aperucTpUpoBaHHbIX MpefenbHbIX OTMYCKHbIX LeHax Npou3BOAMTENEN Ha JeKapCTBEHHble
npenapaTtbl, BKIMIOYEHHbIE B NEPEYEHb XM3HEHHO HEODXOAMMBIX N BaXXHEWMLUMX feKapCTBEHHbIX npenapartos, 06
YyCTaHOBMEHHbIX B cybbekte Poccunckon depepaumy npefenbHbIX pasmepax onToBbIX HaabaBok u  (unu)
npefenbHbIX pasMepax PO3HUYHbIX HaAOaBOK K YCTaHOBIEHHbLIM NMPOM3BOOMUTENSIMU NIEKAPCTBEHHbIX NpenapaToB
aKTU4EeCKMM OTMYCKHbIM LEHaM Ha JieKapCTBEHHble MpenapaTbl, BKIHOYEHHbIE B MNEPEYEHb KUIHEHHO
HEOOXOAUMbIX U BaXXHEWNLLMX FeKapCTBEHHbIX NPenapaToB, a TakkKe O CyMMe 3aperMcTpupoBaHHbIX NPELErbHbIX
OTMYCKHbIX LieH Mpou3BOAUTENEN Ha feKapCTBEHHble Mpenaparbl, BKMYEHHbIE B MNEPEYEHb >KU3HEHHO
HeOOXOOUMbIX U BaXXHEWMLLNX NEKapCTBEHHbIX MpenapaToB, YCTaHOBMNEHHbIX B cybbekTe Poccuickon depepaumm
npegenbHbIX pa3mMepoB OMTOBbIX HaAbaBOK M MpedesibHbIX PasMEpPOB PO3HUYHbIX HaabaBoK M Hamora Ha
pobaBneHHyo ctommocTb. NHopmauus, npeayCMOTpeHHasi HacTosLWeN YacTbio, AOMKHA HaxOAMTbCS Takke B
anTeyvyHbIX OpraHu3auMsx B OOCTYMHOW AMs BCEX 3aMHTEepecoBaHHbIX nuy hopMe M OBHOBMSATBCS MO Mepe ee
pasmeLLieHMs opraHaMmmn NCMNOSHUTENbHOW BNacTu cyobekToB Poccuiickon ®epepauum B cetn "MIHTepHeT".

(vacTb 3 B peg. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH oT 27.12.2019 N 475-03.

Mnasa 13. MOHUTOPUHI 9®PEKTUBHOCTU U BE3OMNMACHOCTHU
JIEKAPCTBEHHbBIX MPEMNAPATOB, HAXOAALWUXCA B OBPALLEHUU
B POCCUACKOW ®EQEPALIUK
(B pen. PepnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHagsop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-3)

1. JlekapcTBeHHble npenapaTbl, Haxogdwmecss B obpaweHun B Poccuiickon dPegepaumu, nognexar
MOHUTOPUHIY 3PAEKTUBHOCTU U BEe30MacHOCTU B LENAX BbISBEHUS BO3MOXHbIX HEraTMBHbIX MOCMEeACTBUIA UX
NPUMEHEHNs, MHANBUAYaANbHON HENEPEHOCUMOCTU, NpeaynpexaeHus MeguumnHCKNX paboTHUKOB, CNeLnanncToB B
obnactn BeTepuHapuu, MaUMEHTOB WNM BNagenbLeB XMBOTHLIX M WX 3aWMTbl OT MNPUMEHEHUS TaKux
neKkapcTBEHHbIX NpenapaToB.

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

2. ®dapmMakoHag3op OCYLIeCTBMAAETCS COOTBETCTBYHOLUMM YMONMHOMOYEHHbIM edeparnbHbIM - OpraHom
WCMONHWUTENbLHOW BRAacT B YCTAHOBMEHHOM WM MOpsSAKe MyTeM aHanu3a npegocTasnsemon cybbektamu
obpallieHns nekapcTBEeHHbIX CPeAcTB MHdopMaumym O MOBOYHBLIX AENCTBUSX, HexXenaTenbHbIX peakumsx,
Cepbe3HblX HexXenaTenbHbIX peakumsiX, HenpeaBUMAEHHbIX HeXenaTenbHbIX peakumsx npu  nNpuMeHeHuu
nekapcTBeHHbIX MpenapaTtoB, 00 wHAMBUOYaNbHOW  HENEepPeHOCUMOCTWU,  OTCYTCTBUM  3(PEKTUBHOCTU
nekapCTBEHHbIX MpenapaToB, a Takke 06 MHbIX hakTax 1 obCcToaTENbCTBAX, NPEACTaBASIOWNX YIPO3Yy XU3HN UK
300pOBbl0 Yenoseka NMBO XUBOTHOrO MPU NMPUMEHEHUWN NEKapCTBEHHbIX MpernapaToB W BbISABMEHHbIX Ha BCEX
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dTanax 06paLLI,eHM$| JIEKapCTBEHHbIX NMpenapaTtoB B Poccuiickon CDeJJ,eanMM N gpyrux rocygapcreax.

3. CybObekTbl obpalleHnss nekapCcTBEHHbIX CPeACTB B MOpsaKke, YCTAHOBIEHHOM  YNOSHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMOMHMTENBLHOWN BNacTu, 0653aHbl coobLyatb B YNONMHOMOYEHHbIN dhedeparbHblil opraH
WCMONHWUTENbHON BNAacTM O MNOOOYHbIX OEVCTBUAX, HeXenaTefbHbIX peakuusiX, CepbesHbIX HexenaTtesbHbIX
peakumsx, HenpeaBUOEHHbIX HeXemnaTernbHbIX peakuusax Mnpu NPUMEHEeHWW fneKkapCTBEHHbIX npenapaTos, 06
WHAMBUOYanNbHOW HENEepPEeHOCMMOCTU, OTCYTCTBMM 3A(PPEKTUBHOCTI NEKApPCTBEHHbIX NpenapaToB, a Takke 06 MHbIX
daktax n obcToaTeNnbCTBax, NPEACTaBnALWUX Yrpo3y >KU3HWM WKW 300POBbI0 YeroBeka fMbo XMBOTHOMO MNpwu
NPUMEHEHUN FeKapCTBEHHbIX MpenapaToB W BbISIBAEHHbIX Ha BCex aTanax obpalleHns nekapCTBEHHbIX
npenapaToB B Poccuiickon ®eaepauny n gpyrux rocygapcrsax.

4. Jepxatenu wnu Bnagenblbl PerucTpauuoHHbIX YOOCTOBEPEHUA NEKapCTBEHHBLIX MpenapaTos,
lopuanMyeckne nuua, Ha UMsSi KOTOpbIX BblOaHbl paspelleHnst Ha npoBedeHWe KIMHUYECKUX WCCNedoBaHui B
Poccuiickon ®epepaummn, nubo ynonHOMOYEHHbIE UMW Opyrue opuanyeckne nuua B pamkax obecneyeHus
6e30MacHOCTM NeKapCTBEHHbIX NMpenapaToB B MOPSAKE, YCTAHOBIIEHHOM COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM
dhenepanbHbIM OpraHOM MCMOSTHUTENbHON BracTu, 06si3aHbl OCYLLECTBNATL NpUeM, yy4eT, obpaboTky, aHanms u
XpaHeHne TMocTynallmMx B WX agpec OT CyObekToB o00palleHus NeKapCTBEHHbIX CPEeACTB U OpraHoB
roCy4apCTBEHHOM BRacTh COOOWEHUA O MOGOYHbIX AEWCTBUAX, HEXenaTerbHbIX peakumsix, CepbesHbiX
HexenaTternbHbIX U HEeMpeaABUAEHHbIX HeXenaTenbHbIX peakuuax npu npuMeHeHUN NekapCTBEHHbIX Npenaparos,
06 O0COBGEHHOCTAX WX B3aMMOAEWNCTBUSI C OPYrMMM  1eKapCTBEHHbIMW npenapaTamu, WHOAUBUAYarbHON
HernepeHOCUMOCTH, a Takke 06 MHbIX hakTax U 06CToATENbCTBAX, NPEACTaBNALWMNX YIPO3Y XKU3HWU UM 300POBbLI0
yernoseka NGO XMBOTHOTO UMW BIUSAIOLIMX HA U3MEHEHWEe OTHOLLEHUS OXMAOAEMOW NOIb3bl K BO3MOXHOMY PUCKY
NpUMeHeHWs! NekapcTBEHHBIX NpenapaTos.

5. Mpun BbIABNEHWM WHGMOPMaLMM O Cepbe3HbiX HexenaTemnbHbIX peakunsx W HenpeaBUOEHHbIX
HexxenaTernbHbIX peakumsx npu NpMMeHeHWn nekapcTBeHHbIX npenapaTtoB, 06 0COBEHHOCTAX UX B3aMMoAenCcTBUS
C APYrMMW feKapCTBEHHbIMU npenapatamu, WHAMBMAOYanbHON HenepeHOCMMOCTM, a Takke 06 WHbIX dhakTax u
obcToATeNnbCTBaX, BAUSIOWMX HA U3MEHEHNE OTHOLLEHUS OXXMOAeMOW MOMb3bl K BOSMOXHOMY PUCKY NMPUMEHEHMUS
nekapCTBEHHbIX MpenapaToB, AepXaTenu Wnu Brnagenblbl PerMcTpauuoHHbIX YAOCTOBEPEHUNA NeKapCTBEHHbIX
npenapaToB, lOpuMOMYECKME nuULA, Ha MMS KOTOPbIX BblAaHbl paspelleHnss Ha MpoBedeHue KIMMHUYECKUX
uccrnegoBaHnn B Poccuiickon ®egepaumun, nubo ynornHOMOYEHHbIe UMW Apyrue topuandeckme nuiua obsasaHbl
NPUHATL Mepbl, HanpabrieHHble Ha YCTpaHeHWe HeraTuMBHbIX MOCNEeACTBUMA MPUMEHEHMS TakMX JeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHve nNpuivHeHus Bpeaa XusHu unv 34opoBbio YernoBeka NMbo XKMBOTHOTO, 3aLLMTY UX
OT MPUMEHEHMS TakuxX FeKapCTBEHHbIX NpenapaToB, Ha AOMNOMHUTENbHbIN COOp AaHHbIX 06 3dPEKTUBHOCTU U
6e30MacHOCTM TakMx NekapCTBEHHbIX NpenapaTos.

6. 3a HecooOWeHne unM cokpbiTUe MHAOPMaUMK, NPEAYCMOTPEHHOW 4YacTbito 3 HacTosWwen cTaTbM,
aepxarenu unu enagernbLbl perucTpaumMoHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX NpenapaTos, opuauyeckue nuua,
Ha UMS KOTOpbIX BbldaHbl pa3peLleHns Ha NPOBeAEHME KIMMHMYECKUX uccrenoBaHui B Poccuiickon ®epepaumm,
nmMbo ynonHOMOYEHHbIE UMM APYTUe topuanyeckme nuua, a Takke JOSMKHOCTHbIE fnuua, KOTOPbIM 3Ta MHGOopMaLms
cTana M3BecTHa Mo pody MX MNpodecCUOoHanbHOW OeATeNbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTtenscTBom Poccuiickon ®egepauun.

7. Tpy nonyyeHWn ynonHOMOYEHHLIM dbedeparnbHbIM OpPraHOM WCMOMHWUTENbHOW BrRacTu B pamkax
OCYLUeCTBMEeHUss WM dapMakoHads3opa [JoKasaTenbCTB O HeCOOTBETCTBUM  JleKapCTBEHHOro npenapara
YCTaHOBMNEHHbLIM TpeGoBaHUAM UMKX NpY NOMYyYEeHUM MHGOPMaLIMKM O HECOOTBETCTBUU AaHHbIX 06 3dhDEKTUBHOCTU
n o 6Ge3onacHOCTU NeKapCTBEHHOro npenapata AaHHbIM O flekapCTBEeHHOM npenapaTte, CoAepXalluMcs B
WHCTPYKUMW MO ero npuMMeHeHuio (B TOM YuCNe BbISIBNEHHbIX B XOde OCYLUecCTBMeHus dapMakoHagsopa
KOHTPOMbHO-HAA30PHBIMKM  OpraHamy  MHOCTPaHHbIX rOCyAapcTs), YMOMHOMOYEHHbLIN dbedepanbHblii  opraH
MCMOMNHUTENBHON BNacTu B YCTAHOBMEHHOM MM MopsiaKe paccMaTpuBaeT BOMNPOC O NPUOCTAaHOBMEHUN NPUMEHEHUS!
TaKoro JfiekapcTBEHHOro npenapara.

Cratbsa 65. [puoctaHOBNEHME NPUMEHEeHUs NeKapCTBEHHOro npenapara
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. npl/l nony4vyeHummn I/IH(bOpMaLI,I/II/I O HeXenaTtellbHbIX peakuuax npu npuMeHeHnn nekapcTtBeHHOro
npenapara, He YKa3aHHbIX B WHCTPYKUMM NO MNPpUMEHEeHUK JIeKapCTBEHHOro npenaparta, Ccepbe3HblX
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HexenaTtesbHbIX peakumsix, 06 0COGEHHOCTSAX ero B3aMMOAEUCTBUS C APYrMMU NeKkapCTBEHHbIMU MpenapatamMu,
KOTOpble MOryT MNPEeACTaBnsATb Yrpo3y JXWU3HW UMW 300POBbI0 4YeroBeka nNMBO XMBOTHOMO, a TaKkke O
HECOOTBETCTBUM AaHHbIX 06 a(pdPEeKTMBHOCTM M O BGe30MacHOCTU NekapCTBEHHOro npenaparta AaHHbIM O
NeKkapcTBEHHOM Mpenaparte, COAePXallMMCA B WHCTPYKLUMM MO €ro MpuUMeHeHuo, B TOM 4ucrie OT
YMOMHOMOYEHHbIX OpraHoB WHOCTPaHHbLIX rocyaapcTs, OOMeH KOTOpPOW OCYLIECTBMsSIeTCA B COOTBETCTBUM C
cornalleHnaAMM Mexay YNonHOMOYEeHHbIM peeparnbHbiM OpraHoM MUCMOMHUTENbHOW BACTU U YNONIHOMOYEHHbIMM
opraHamy MHOCTPaHHbIX FOCYAapCTB, YMNOMHOMOYEHHbI dbedepanbHblii  OpraH  UCMOMHUTENbHOW  BRacTu
paccMaTpvBaeT BOMPOC O BO3MOXHOCTM MPUOCTaHOBMEHWS OGpalleHNs Takoro fekapCTBEHHOro npenapaTta B
nopsiake, yCTaHOBMEHHOM YMOSTHOMOYEHHbLIM dheeparnbHbiM OpraHOM UCMOMHUTENBHON BacTM.

2. [pu HEWUCMNOMHEeHWM UMW HeHaanexallemM WCMOMHEeHWXM [OepxaTensMu Wnu  Bnagenbuamu
PerucTpauMoHHbIX YAOCTOBEPEHUIN NeKapCTBEHHbIX MpenapaTtoB, PUAMYECKUMU NMLaMKW, Ha WUMS KOTOPbIX
BbldaHbl paspelleHnss Ha npoBedeHMe KIMHUYECKUX uccnedoBaHuii B Poccuidckoin  depepauun, wnm
YNOMHOMOYEHHBIMM UMW APYIMMW HOPUAMYECKUMU NLaMK 06A3aHHOCTEN, YCTaHOBMNEHHbIX YacTamu 3 U 4 cTaTbu
64 HacTtosilero ®eaepanbHOro 3akoHa, nMBo B cryyasix NpeacTaBleHUsi COOTBETCTBYIOLUMM YMONTHOMOYEHHbIM
denepanbHbIM OpraHOM WCMONHUTENBHON BracTy 3aKMoYeHUs O HeJOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nccrnenoBaHWsl NEKapcTBEHHOIO npenaparta Ans MeAMLMHCKOrO NPUMEHEHUs], KOTOPOe OCHOBAaHO Ha pe3yrnbTaTtax
NMPOBEPKM MeOWLMHCKON OpraHv3auuv, NpOBOAMBLUEN YKa3zaHHOE KIMHUYECKOe WCCReAoBaHVWe C HapylleHuem
npaBun Hagnexaiwlen KIMMHWYECKoW NMpPakTUKW, U MPUBENO K MOSIyYEeHUI0 HeOOCTOBEpPHbLIX Pe3ynbTaToB, NGO B
Criyyae HeBbIMOJIHEHUSI MPeanucaHuns, BblAaHHOMO YMOSIHOMOYEHHbIM (hedepanbHbIM OpraHOM WUCMONHUTENBHOM
BMacTM MO MWTOraM OCYLUECTBIEHUS BbIOOPOYHOTO KOHTPOMS KadecTBa fEeKapCTBEHHOro npenapara,
YMNOMHOMOYEHHbIV beaepanbHblil opraH UCMOMHUTENBHOW BNAacTU B YCTAHOBMEHHOM MM Mopsadke paccMmaTpusaeT
BOMPOC O NPUOCTAHOBNEHUM MPUMEHEHWs Takoro NekapcTBEHHOro npenapara.

3. YNonHoMoueHHbI beepanbHblil OpraH UCMOMHUTENBHOW BNAcTU Npu NpeacTaBneHun eMy cBefeHUn o
HECOOTBETCTBMM  MPOU3BOAUTENS  JIEKApPCTBEHHbIX  CpPeAcTB  TpeboBaHMAM npaBun  Hagnexawen
NPOW3BOACTBEHHOW MPAKTUKX U (MNK) O HapyLUEHUN NULIEH3NOHHBIX TpeBOBaHWIA, KOTOpbIe ObINK BbISIBNEHbI B XO4€
NPOBEAEHUSA MHCMNEKTUPOBAHUSA MPOU3BOAMTENS JNEKAPCTBEHHbIX CPEACTB MIIM OCYLLECTBIIEHMS NULEH3UOHHOIO
KOHTpOns B cdpepe Npou3BOACTBA fEKapCTBEHHbIX CPEACTB WM MPMBENM UMW MOTYT NPUBECTU K MPOU3BOACTBY
nekapCTBEHHbIX NpenapaTtoB ANs MEeAWULMHCKOrO NMPUMEHEHUS, NMPUYMHUBLUMX UKW CMOCOBHBLIX NPUYUHWUTL Bpes
XW3HW WM 300POBbLI0 FpaXkgaH, paccmaTpuBaeT BOMPOC O MPUOCTAHOBMIEHUU MPUMEHEHMS FEKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NPMMEHEHUS B YCTAHOBITIEHHOM MM MOPSAKE B CNeayLwWwmnX cny4vasx:

1) CcoCTaB ” (I/IJ'II/I) TeXHomnorma npon3BoacTBa JfieKapCTBeHHOro npenaparta anda meanuunHCcKoro npuMeHeHmusa
(C onucaHnem ctagui I'IpOI/I3BOﬂ,CTBa) OTNMN4aroTCA OT 3aABJIEHHbLIX B pErMcTpauMOHHOM O0ChE;

2) neKkapCTBEHHbIM nNpenapaTt Ans MeOWUMHCKOTO MpPUMEHeHVs Mpou3BedeH Ha NpOU3BOACTBEHHOM
nrowagke, He ykasaHHON B PErMCTPaLUMOHHOM [OCLE;

3) Yy nponssoanTena nekapCTtBeHHbIX CpenCTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXaakLwne COoOoTBeTCTBUE
KayeCTBa J1eKapCTBeHHOro npenapara And MeauumHCKOro npumMmeHeHuna, BBOAMMOIoO B Fpa)KD,aHCKI/Il;I O60pOT,
Tpe6OBaHI/I$IM, yCTaHOBJIEHHbIM MpK ero rocy,qapCTBeHHoﬁ perncrtpaunu;

4) Npon3BOANTENEM JIEKAPCTBEHHbLIX CPEACTB B COMMACOBaHHbIA C COOTBETCTBYHOLLUMM YMNOJSTHOMOYEHHbBIM
denepanbHbiM OpPraHOM MCMOSTHUTENbHOM BIIACTU CPOK HE YCTpaHeHbl HapylweHuss TpebGoBaHWA npaBun
Hagexatllen NpoM3BOACTBEHHOM MPAKTUKN U (MNN) NULLEH3MOHHBIX TPeOOoBaHMIN, KOTOpbie ObiNM BbISIBNEHbI B X04€
NpoBefEeHNs MHCNEKTUPOBAHUS MPOU3BOAUTENST NEKAPCTBEHHbIX CPEACTB UMM OCYLLECTBIEHUS NULLEH3MOHHOIO
KOHTpoOns B cdepe MpoU3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBENW MMM MOTYT MPUBECTUM K NPOU3BOACTBY
NeKapcTBEHHbIX MpernapaTtoB And MEAMULMHCKONO NPUMEHEHUS, MPUYMHUBLLMX UMW CMOCOOHBLIX MPUYUHUTL BpES
XW3HW UK 300POBBI0 rpaXaaH.

(vacTb 3 BBegeHa deaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNONHOMOYEHHbIN doefepanbHbli OpraH WMCMONHUTENbHOW BRAcTM MPU HanNUYMU Yy HEro CBEAEHUn O
HECOOTBETCTBMM  MNPOU3BOAWTENSA  JIEKAPCTBEHHbIX  CPeACcTB  TpeboBaHMAM  npaBun  Hagnexailewn
NPOW3BOACTBEHHOW MPAKTUKK 1 (MNK) O HapyLUEHUN NULEH3NOHHbIX TpeboBaHWIA, KOTOpbIe ObINK BbISIBNEHbI B X04e
NPOBEAEHUSA MHCMNEKTUPOBAHUSA MPOU3BOAMTENS JNEKAapCTBEHHbIX CPeACTB WIM OCYLLECTBEHMS MULEH3NOHHOrO
KOHTpONsa B cdpepe Npou3BOACTBa MEeKapCTBEHHbIX CPEACTB WM MPUMBENU UMM MOTYT NPUBECTU K NMPOU3BOACTBY
NEeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO MPUMEHEHUS, MPUYNHUBLLMX UM CMOCOOHBIX NPUYMHUTL Bpen
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XU3HW UMW 300POBbI0 XKUBOTHbIX, pPaccMaTpuBaeT BOMPOC O MNPUOCTAHOBIIEHWWM peanu3aumMum U MpUMeHeHUs!
NEeKapCTBEHHBIX MPenapaToB AN BETEPUHAPHOrO MPUMEHEHUS B YCTAHOBIIEHHOM WM MOPSIAKE B CreaytoLimx
cnyyasix:

1) cocTaB U (Unn) TEXHONOMNSA NPOU3BOACTBA NEeKapCTBEHHOro npenapara Al BETEPUHAPHOTO NPUMeHeH st
(c onucaHvem cTaguin Npou3BOACTBA) OTNIMYAIOTCS OT 3asiBMIEHHbIX B PErCTPaUnoOHHOM [0CbE;

2) J'IeKapCTBeHHbII7I npenapat anAa BeTepuHapHOro npuMMeHeHunAa npounsBeaeH Ha I'IpOI/l3BOJJ,CTBeHHOI7I
nnowagke, He yKa3aHHOl7I B perncrpayMoHHOM OOCbE;

3) y npousBoaMTensl NeKapCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbI, NOATBEP)KAaloLMe COOTBETCTBUE
KayecTBa J1eKapCTBEHHOro Mpenaparta Afsl BETEPUHAPHOrO MPUMEHEHWS, BBOAMMOIO B FpaXgaHCKMi o6oporT,
TpeboBaHWsAM, YCTaHOBIIEHHBIM MPU €ro rocy4apCTBEHHON perncTpauuu;

4) Npov3BOAMTENEM FEKapCTBEHHbIX CPEACTB B COrMacOBaHHbIA C COOTBETCTBYIOLLMM YMNOIHOMOYEHHbLIM
denepanbHbIM  OpraHoOM WCMONHUTENBHOW BRAcTU CPOK He YCTpaHeHbl HapyweHuss TpeboBaHWMW npasBwun
Hagnexallueln Npon3BOACTBEHHON NPAKTUKN U (MNK) NULEH3NOHHBLIX TpeboBaHWIi, KoTopble BbiNK BbISIBNEHbI B X04€
NnpoBeAeHUs UHCNEKTUPOBAHMS MPOU3BOAMTENS NEKapCTBEHHbIX CPEACTB UMM OCYLLECTBNEHUS JULEH3UOHHOMO
KOHTponsi B cdepe NpoM3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB M MPUBENW UMM MOryT MPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOrO MPUMEHEHMUS, NMPUYUMHMBLLMX UMM CMOCOGHBLIX NPUYMHUTL Bpen,
XKM3HUW UK 300POBbLIO KUBOTHBIX.

(vacTb 4 BBegeHa degepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npyMmedaHue.
C 01.01.2026 cT. 65 gononHsieTcs Y. 5, 6 (P3 o1 27.12.2019 N 475-D3).

7. B nopsgke, npegyCMOTPEHHOM 4acTblo 4 HacTosLWen cTaTbW, YNOMHOMOYEHHbIM (hbeaepanbHbI opraH
WCMOSNHUTENBHON BRacTM paccMmaTpuMBaeT BOMPOC O MNPUOCTAHOBMEHUMU peanu3auuMm U NPUMEHeHUs
NeKapcTBEHHOro npenapaTta Ansg BEeTEPUMHApPHOro NPUMEHEHUSA B Criyyae BbISBMEHMS B rpaxgaHckom obopoTe
Cepun nekapCTBEHHOro npenapaTta Ans BETEPUMHAPHOro NPUMEHEHUsl, OOKYMEHTbl U CBefdeHUsi O KOTOpOoW,
npeaycMoTpeHHble Yactamu 1 - 3 n 6 cratbn 52.2 HacToswero degepanbHOro 3akoHa, He npeacTaBneHbl B
yKasaHHblA opraH, nmbo cepuM UMMMYHOBUONOrMYECKOro neKapCTBEHHOro npenapata [Ansi BeTepuHapHOro
NPUMEHEHUS, HE UMEIOLLIEN paspeLleHns, NpeLyCMOTPEHHOro yacTtbio 8 ctaTtbu 52.2 HacTosiwero deaepansHOro
3akoHa. B ykaszaHHOM cny4vae ynofHOMOYEHHbIN defeparnbHbii OpraH WCMONMHUTENbHOW BRAcTM NpYHUMAaeT
pelleHMe O MpPUOCTaHOBMEHMN peanu3auMn K MPUMEHEHUS TakuUX Cepun OO0 MpeacTaBNeHUs yKasaHHbIX
AOKYMEHTOB 1 CBeAeHWI MO0 A0 NONyYeHUs YKa3aHHOro paspeLUeHust.

(4acTb 7 BBegeHa deaepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 66. UHchopmauma o pesynbTatax ¢papmakoHagsopa
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNOMHOMOYEHHbIN heaepanbHbIi OpraH UCMONMHUTENBHOW BNacTu, OCYLLECTBASWNA dhapMakoHaasop, no
ero pesynbtartam pasMeLlaeT Ha cBOeM odumLmanbHOM canTe B ceTn "VIHTepHeT" nHdopmaumio o:

1) BbIABJIEHMN HOBbIX NOATBEPXAEHHbLIX AOaHHbIX O NoBOOYHbIX AENUCTBUSAX, HexenaTenbHbIX peakuunax,
Cepbe3HbIX HeXenaTesibHbIX peaKuunax, HenpeaBunaeHHbIX HeXenaTtelibHbIX peakuynax npun  npuMeHeHun
JNIeKapCTBEHHOro npenaparta, B TOM 4ucne BIIMAKOWNX Ha OTHOLLEHWne OXngaemom nonb3bl K BO3MOXXHOMY PUCKY
NpUMeHeHna 0aHHOro JieKapCTBEHHOI O rnpenaparta,

2) MPUHATbIX PELUEHUSAX O BHECEHWM MW3MEHEHWA B WHCTPYKLUMIO MO MNPUMEHEHWUIO NEeKapCTBEHHOTO
npenaparta, O MPUOCTAHOBMEHUM MNPUMEHEHNS NEKapCTBEHHOro npenaparta, 06 u3baATMM M3  obpalleHus
neKkapCcTBEHHOro npenapara U o BO30OHOBNEHWUN NMPUMEHEHUSI NTEKAPCTBEHHOrO Npenapara.

Maea 14. AH®OPMALINA O NEKAPCTBEHHbIX MPEMAPATAX. CACTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anda MEAUUMHCKOr o NPUMEHEHUA
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

(B peq. ®PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Ctatbsa 67. WHcpopmaumsa o nekapcTBeHHbIX npenapatax. Cucrtema MOHMTOPMUHra [LOBUXEHUS
neKapCcTBeHHbIX NpenapaToB Ans MeAULMHCKOro NnpMuMeHeHus
(B pea. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

1. MHcbopmaums o nekapcTBeHHbIX MpenapaTtax, OTnycKaeMbix Mo peuenTy Ha NeKapCTBEHHbIA npenapar,
JAOIDKHA CcoAepXaTbCs TONMbKO B CMEUManu3vMpoBaHHbIX W3OaHWUAX, NpedHa3HauYeHHbIX AN MEeAULMHCKUX,
dhapmaueBTUYeCKnX pabOTHUKOB, CreuManucToB B obnactu BeTepuHapuu. WHdopmaums o nekapCTBEHHbIX
npenapartax Ans cneuuanuctoB B o0b6nacTy obpalleHus feKkapCTBEHHbIX CpedCcTB MOXeT coAepXaTbcsi B
MoOHorpadmsx, CnpaBOYHUKAX, HayYHbIX CTaTbsAX, B AOKMNagax Ha KOHrpeccax, KOHGEepeHLMsX, CUMMOo3uymax,
HaY4HbIX CcOBEeTax, a TakXe B NUHCTPYKUUAX MO NPUMEHEHUIO NTEKapCTBEHHbIX NpenapaTtos.

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

2. NHdopMaums o nekapcTBEHHbIX NpenapaTax, oTnyckaeMblx 6e3 pelienTa Ha NekapCTBEHHbIN npenapar,
MOXeT cofepaTbCsl B NyOnmKkauusix U o6bsBNeHUsIX CpeacTB MacCcoBOM MHpopMaumm, cneunanuampoBaHHbIX U
obOLWMX MeyaTHbIX W3OAHWSAX, WHCTPYKUMSIX MO MPUMEHEHUIO FEKAPCTBEHHbIX MpenapaToB, MHbIX MW3AaHUsSIX
CyObeKkToB 0OpallleHVs1 eKapCTBeHHbIX CpedcTB. PeknamHble MaTtepuanbl O JleKapCTBEHHOM Mpenapare,
oTnyckaeMom 6e3 peLienTa Ha fekapCTBEHHbIV NpenapaT, AOSKHbI COOTBETCTBOBATb MHCTPYKLUM MO MPUMEHEHUIO
nekapcTBEHHOrO npenapara.

3. D,OI'IyCKaeTCﬂ ncnosnb3oBaHme nobbIX MaTepunanbHbIX HocUTENen, NO3BONSAIOLLNX XpaHUTb, NepegaBaTtb U
ncnonb3oBaTb I/IH(*)OpMaLI,VIlO O 1eKapCTBEHHbIX npenaparax 6e3 ee nckaxeHus.

KoHcynbTaHTlntoc: npumedaHue.
C 01.04.2024 B 4. 4 cT1. 67 BHOCcATCA nameHeHus (3 ot 04.08.2023 N 428-03). Cm. OyayLuyto pegakuuio.

4. Ina uenen unaeHTUdmKaumm ynakoBOK JEKAapCTBEHHbLIX MpenapaTtoB Anst MEOULMHCKOTO MPUMEHEHUSI
NpOM3BOAUTENM NTIEKAapCTBEHHbBIX CPEACTB B NMOpsiAKke, ycTaHoBreHHOM [NpaButensctBom Poccurickon depepaumn,
HaHOCAT Ha NMEepPBWYHYKO YNAKOBKY (B OTHOLUEHMMW FIEKAPCTBEHHbIX MpenapaToB Afi MEAMLMHCKOro MpUMEHEHUS,
ONA  KOTOpbIX He MpedycMOTpeHa BTOpPUMYHAs YMakoBKa) W BTOPUYHYK  (MOTPEOUTENBCKYIO) yMaKOBKY
neKapCTBEHHbIX NpenapatoB AN MEeOWUMHCKOTO MPUMEHEHUS CpeacTBa MOEHTUdUKaUUW, 3a WCKITHYEHUEM
nekapCTBEHHbIX MpenapaToB Ans MeOULMHCKOTO MPUMEHEHUs, NMPOou3BOAMMbIX ANs MPOBEAEHUS KIMHUYECKUX
nccrnegoBaHui, aKCnopTa, NIeKapCTBEHHbIX NpenapaToB N9 MeOULMHCKOTO NPUMEHEHMS, YKa3aHHbIX B 4acTsx 5 u
8 ctatby 13 HacTosiwero PenepanbHOro 3akoHa, paavodapmaLeBTUYECKUX NTEKapCTBEHHbIX NPenapaToB, NUSIBOK
MeOULMHCKUX U ra3oB MeaULIMHCKMX.

(4acTb 4 BBegeHa depaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. Xapaktepuctukm cpenctsa uMAeHTUMKALMKU, NMOPSOOK €ro HaHeceHus u TpeboBaHusi K CTPyKType W
dopmaty uHdOpMaUUM, KOTOPYH COOEPXWUT CpeacTBO uAeHTUdUKauun, onpegensiotca [lpaBuTenscTBOM
Poccuickon degepaumm.

(vacTb 5 BBegeHa degepanbHbiM 3akoHOM oT 28.12.2017 N 425-03)

6. MNopsagok cosgaHus, pasBuTUSA, BBOAA B 3KCMfyaTauuio, SKCnnyatauuMum M BblBOAA W3 3KCMnyaTauum
CUCTEMbl MOHUTOPUHIa [ABWXKEHUS IeKapCTBEHHbIX NpenapatoB AN MEAULMHCKOrO MpUMEHEHUs, nopsaok
npegocTaBneHns nHopmMmaumm, cogepxalleincs B CUCTeME MOHUTOPUHIa ABWXKEHUSI NTeKapCTBEHHbIX NpenapaTos
ANA MeOMWLMHCKOro NPUMEHEHUS, U NOPSOOK B3aUMOAEUCTBUS YKa3aHHOW CUCTEMbI C MHbIMWU FOCYAapCTBEHHbIMMU
WH(POPMALIMOHHBIMK  CUCTEMAMU U UH(OPMALMOHHLIMWU CUCTEMAMU OPUONYECKUX NULL U UHAMBUAYANbHbIX
npeanpvHUMaTenen, ykasaHHblXx B 4YacTtax 7 v 10 HacTosiwen crtaTbu, ycTaHaenuearoTca [lpaBMTENBCTBOM
Poccuiickon ®epepaummn. Onepatopamum CUCTEMbI MOHUTOPUHIA OBWXEHWUS] JEKApPCTBEHHbIX MpenapaTtoB AJis
MEeOULMHCKOTO MPUMEHEHUs SBNATCA doefepanbHblil OpraH MCNOMHUTENbHOM BNactu v (Unu) opraHv3auus,
ynosiHoMo4eHHble [NpasuTtensctsoMm Poccuinckon deneparmu.

(vacTb 6 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. KOpuoudeckve nvua W UHAMBMAYaNbHble MpeanpuHUMaTenu, OCyLLEeCTBRsoWMNe MNpPOU3BOACTEO,
XpaHeHne, BB03 B Poccuiickyto depepaunio, OTMycK, peanus3auuio, nepefadvy, MPUMEHEHME U YHUYTOXEHUE
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

nekapcTBEHHbIX NpenapaToB Ansl MeOULMHCKOro NpUMeHeHUs, obecrneunBaloT B Nopsiake U B cocTaBe, KOTopble
ycTaHoBreHbl MpaButenbctBom Poccuiickon ®epgepaumm ¢ y4eTOM BMAA OCYLLECTBIISIEMON UMW AEATENBHOCTY,
BHECEHMe UHOopMaLUMM O NEKApCTBEHHLIX NpenapaTtax Ans MeguUMHCKOro NPUMEHEHNSI B CUCTEMY MOHUTOPUHra
OBWXKEHMWS NEKapCTBEHHbIX NpenapaToB Ans MeaULMHCKOro NpUMeEHEHNS.

(4acTb 7 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapCTBEHHblE Npenapatbl ANA MeaUUMHCKOro MpUMEHEHUs, npefgHasHavyeHHble ansa obecneveHus
nnu, 60nbHbIX reModunmMen, MyKkOBUCLMA030M, rMnomnsapHbiM HaHNM3MOM, GonesHbto [owe, 3nokayeCTBEHHbIMU
HoBOOOpa3oBaHUAMU NUMAOUAHON, KPOBETBOPHONW M POACTBEHHLIX MM TKaHEW, pacCesHHbIM CKMNepo3oM, nuy,
nocrie TpaHCcnnaHTauuu opraHoB U (unu) TkaHewn, npousBeneHHble Ao 31 aekabpsa 2019 roga, a Takke MHble
nekapcTBeHHble npenaparbl A58 MeQUUMHCKOro NpuMeHeHns, npoussedeHHsle oo 1 mona 2020 roga, nognexat
XpaHeHWo, NepeBo3ke, OTMNYyCKy, peanusauun, nepegade, NpuMeHeHuo 6e3 HaHeceHus cpeacTB naeHTndmkauumn
0O UCTeYveHuss cpoka ux rogHocTtu. lMpaBuTtensctBo Poccuiickon ®enepauun BnpaeBe YCTAaHOBUTL OCOOEHHOCTU
BBOAA B rpaxkgaHckuii obopoT nekapCTBEHHbIX MpenapaToB AN MeAULMHCKOro NMpUMEHEHMs!, Nponu3BedeHHbIX B
nepvoa ¢ 1 uonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaxkaaHCkuii 000pOT neKkapCTBEHHble
npenapaTbl Ans MEAUUMHCKOTO MPUMEHEHUS!, 33 UCKIIYEHNEM JIEKapPCTBEHHbIX MpenapaToB, NpeaHas3HauYeHHbIX
ansa obecneyeHnst Ny, 60MbHBbIX remodunmen, MyKoBUCLUMAO30M, rMnogusapHbiM HaHM3MoM, 6onesHbio Mowe,
310Ka4e€CTBEHHBbIMN HOBOODPa30BaHMAMM NMMMGOUAHON, KPOBETBOPHOM N POACTBEHHBLIX MM TKaHEN, pacCesiHHbIM
CKIMepo3om, NuL, nocrie TpaHCcnaHTauumM OpraHoB M (Mnu) TKaHelr, Npou3BedeHHble 3a Npeaenamu TeppuTopun
Poccuiickon ®epepaunn go 1 oktabpsa 2020 roga, moryT ObiTb BBE3€eHbl B Poccuiickyto depepaumio oo 1 sHeaps
2021 roga B nopspgke, yctaHoBneHHom [lpaButenbctBoMm Poccuiickon depepaunn, 6e3 HaHeceHus CpeacTs
naeHTudmkaumu.

(B pea. PenepanbHbix 3akoHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-93)

8. OpraHusaumsi MHOPMALIMOHHOTO B3aMMOAENCTBUS CUCTEMbI MOHUTOPMHIa OBWXKEHUS NEKapCTBEHHbIX
npenapaToB Afs MEOULMHCKOTO MPUMEHEHUS C WMHBbIMU TOCYOAPCTBEHHBIMU MH(OPMAaLMOHHBIMU CUCTEMaMK
obecneuynBaeTcs B TOM 4uCNe MOCPEACTBOM  MHAPACTPYKTypbl, obecneymBaloern MHGPOPMAaLMOHHO-
TEXHOMorMyeckoe B3aMMOOEWNCTBME  MH(POPMAUMOHHBLIX CUCTEM, MWCMOMb3yeMbIX Ans  MpedoCcTaBleHus
rocygapCTBEHHbIX M MyHUUMNANbHbIX YCAYr U UCMOMHEHUS FOCYyAApCTBEHHbIX W MyHMUMNanbHbIX (PyHKUUA B
3NEKTPOHHON hopMme.

(vacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. VHopmaumsa, copepxaliasaca B CUCTEME MOHUTOPUHra OBWXEHUS NeKapCTBEHHbIX MNpenapaTtoB Ans
MEANLIMHCKOro MpUMEHEHUs, SABNAeTCH MHOpPMaUMeNn OrpaHUYEHHOro AO0CTyna B COOTBETCTBUM CO cTaTben 9
depepanbHoro 3akoHa ot 27 nionst 2006 roga N 149-03 "O6 nHdopmauum, MHPOPMaLMOHHBIX TEXHOMOMMAX U O
3awmTe uHdopmaumm”, 3a WCKMYeHMeM WHopMauun, HegonyCTUMOCTb OFpPaHUYEeHUs OOCTyna K KOTOPOW
yCcTaHoBMneHa peaepanbHbIMM 3akOHaMW, a Takke MWHdopmMauun, oTHeceHHon [MpaBuTenscTBOM Poccumnckon
depepaumm B COOTBETCTBUM C HacToswum PefepanbHbiM  3aKOHOM K 06LLefoCTynHOM  MHpopmauuu.
O6wepocTtynHas uHdopmauusi, cogepXalascs B CUCTEME MOHUTOPUHIa OBWXEHUSA NeKapCTBEHHbIX NpenapaToB
ANS MeOULUHCKOro NMpUMEHEHUS, pa3MellaeTcsl B MUHpOPMaLNOHHO-TENEKOMMYHMKALMOHHON ceTn "UHTepHeT" (B
TOM yucrne B popme OTKPbIThIX AaHHLIX) B MOpsake, ycTaHoBneHHOM [paButensctBoM Poccuiickon degepaumn.
(vacTb 9 B peg. PepepanbHoro 3akoHa ot 04.08.2023 N 474-03)

9.1. [octyn K wHdoOpMaLMK, coaepXallencs B CUCTEME MOHUTOPUHra [ABMXEHUS FeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro npuMeHeHusi, obecrneynmBaeTcsl onepaTopoM CUCTEMbI MOHUTOPUHra ABWXEHUS
NeKapCTBEHHbIX MpenapaTtoB AN MEAWMUWHCKOro MpUMEHEHMSI B Mopsigke, YCTaAHOBIMEHHOM [lpaBuTenbCTBOM
Poccuiickon ®egepaumn, B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuiickonn Pepepaumm o6 mHdopmaumu,
MHOPMALIMOHHBIX TEXHOSOMMAX U O 3aliuTe MHdopMauuu, 3akoHopaTenbcTtBom Poccuiickon ®egepauumn o
rocyapCTBeHHOW TalHe, 3aKkoHogaTenbCcTBoM Poccunckon depepaumm 0 KOMMEPYECKOM U MHOW OXpaHsAeMOomn
3aKOHOM TaWHe U C y4eTOM MNONOXEHUN HacToswen ctatbu. lNpaButenscTBo Poccuiickon degepaunn Brnpase
yCTaHaBnMBaTb MNepeyYeHb JIEKAapCTBEHHbIX MNpenapaTtoB AN MeAUMUMHCKOTO MpUMEHeHus u  (Mnu) rpynn
NEKapCTBEHHbIX NpenapaToB AN MeOULMHCKOrOo NMPUMEHEHUS U 0COBEHHOCTM AocTyna K MHopMaumm o Takmx
NEeKapCTBEHHbIX Mpernapartax, coAepXallencsi B CUCTEME MOHUTOPUHIa OBWKEHUs] NEKApCTBEHHbIX NpenapaTtoB
ONA MEeOULMHCKOro NpUMEHeHus.

(vacTb 9.1 BBegeHa depepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.2. lNMonb3oBaTenn CUCTEMBI MOHUTOPUHIa AOBWXEHUA INneKapCTBEHHbIX npenapartoB And MeaunuuHCKOoro
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npMMeHeHus1 obnagalT nNpaBoM AOCTyna K WHgopMauun, coaepxallencss B CUCTEME MOHUTOPUHIA OBWKEHUS
nekapcTBeHHbIX MnpenapaTtoB ANd MeAUUMHCKOro NPUMEHEHWsl, C Y4eTOM OrpaHu4eHuin [OCTyna K yKasaHHOW
uHdopmaumm 1 ee nocrnegyollenn o6paboTke, yCTaHOBMEHHbIX HacToswmM PenepanbHbIM 3aKOHOM U UHLIMU
HOpMaTMBHbLIMW NpaBOBbLIMU akTamun Poccuiickon ®egepaunn.

(4actb 9.2 BBegeHa depepanbHbiM 3akoHOM 0T 04.08.2023 N 474-93)

9.3. ®depepanbHble OpraHbl MCMNOMHWUTENBHOW BRAcTM M OpraHbl WCMOMHUTENbHOW BRactu CybbekToB
Poccuiickon ®epepaumn B uUensix, onpegeneHHbix [NpaButensctBom Poccunckon degepaumu, MMeoT MpasBo
AocTtyna K nHdpopmMmaummn o cybbektax obpalleHns nekapcTBEHHbIX CpeacTB, O NekapCTBEHHbIX npenapaTtax u o6
0bopoTe Takux nekapCTBEHHbIX NpenapaToB, HEOOX0AMMON ANS BbIMNOMHEHUSA 3a4ay U OCyLLecTBNEeHNs YHKLMA,
BO3MOXEHHbIX Ha deaepanbHble opraHbl UCMOSTHUTENBHOM BNACTU U OpraHbl UCMOMHUTENbHOW BriacTu CyObekToB
Poccunckon ®epepaunn, ctaTMcTMHeckon MHopMaunn 0 NeKkapcTBEHHbLIX npenapaTtax u 06 nx obopoTe, a Takxke
K obLienocTynHon MHcpopmaumm. CoctaB aToM MHpopMaLMmn onpegenseTca cornaweHnamMmm o6 nHdopMauuoHHOM
B3aMMOAENCTBUM, 3aKMOYEHHbIMU OMNepaTopoM CUCTEMbl MOHUTOPMHIa ABWXXEHMSI NIEKapCTBEHHbLIX MpenapaToB
ANs  MeaWUMHCKOro MpuMMeHeHust ¢  deaepanbHbiMW - OpraHamMn  UCMOSHUTENbHOM BnacTu WM opraHammu
WCMNOMHUTENBHOM BriacTn cyobekToB Poccuickon ®Pepepaumm n pegepanbHbiM OPraHoM UCMONHUTENBHON BNACTX,
OCYLLECTBIAOLWMM (DYHKUMM MO BbipaboTke 1M peann3aumm rocyaapCTBEHHOW NOMUTUKM U HOPMATUBHO-NPaBOBOMY
perynmpoBaHuio B cdhepe 34paBoOXpPaHEHUS.

(vactb 9.3 BBeaeHa deaeparnbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.4. CybbekT obpalleHus nekapCTBEHHbIX CPeACcTB UMEeT npaBo JocTyna K nHdopmaumm ob onepaumax ¢
nekapcTBEHHbIMU Npenapatamu Ans MeauuUMHCKOro MpPUMEHEHUs!, COBEPLUEHHbIX 3TUM CybbekToM obpalleHus
neKapCTBEHHbIX CPEACTB, a Takxke K 06LLef0CTYNHOW NHdOopMaLmK.

(vactb 9.4 BBegeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.5. Onepatop CUCTEMbI MOHWUTOPMHIA [ABWXKEHWSI JEKapCTBEHHbIX MpenapaToB Afs  MeOULMHCKOro
npMMeHeHus obragaet NMpaBoM AOCTyna K MHdopmauum, cogepXallencs B CUCTEME MOHUTOPUHIA OBWDKEHUS
nekapCTBEHHbIX MpenapaToB AMs MeOUUMHCKOro NpMMEHEHUs, BKoYas MHAOopMaLmnio OrpaHM4eHHoro 4octyna, ¢
BO3MOXHOCTbIO ee 06paboTku, B TOM YnCle ee NpeaocTaBlieHUss U pacnpocTpaHeHusl, obecneyeHnss Joctyna K
HeW 1 oKa3aHus YCNnyr ¢ ee ucnonb3oBaHuemM (ganee - obpabotka).

(vactb 9.5 BBegeHa depepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.6. Onepatop cCMCTEMbl MOHUTOPWMHIa [ABWXEHWUS NeKapCTBEHHbIX MpenapaToB Ans MeauLUUHCKOro
NPUMEHEHMS MOXET OCYLLEeCTBNATb 06paboTKy MHpopMaLMKn orpaHU4YeHHOro AOCTyna, coaepXallencs B cucteme
MOHWUTOPWHIa ABWXEHWS feKapCTBeHHbIX npenapaTtoB Ans MEeOUUMHCKOro NPUMEHEeHUsi, Mpu  yCcroBuu
obssaTenbHOro 06esnnMumMBaHNsa Takon MHOpPMaLMM B COOTBETCTBUM C yTBepXAaeMbiMu begeparnbHbIM OpraHom
WCMONHUTENbHON BNacTh, OCYLLECTBASAIOWMM (PyHKUMM MO BblpaboTke M peanusaumm rocygapCTBEHHOW MOMUTUKK
MU HOPMaTMBHO-MPaBOBOMY perynvpoBaHuio B cdepe 34paBoOXpaHEHus, MO CornacoBaHuo ¢ depeparnbHbIM
OpraHoM WCMOSMHUTENbHOW BNAacTW, OCYLLECTBASOWMM (YHKUMM NO KOHTPOMIO W Hagsopy B cdepe
WH(OPMALMOHHBIX TEXHOMOrMN M CBA3WM, M dedepanbHbiM OpPraHoM WUCMOMHMTENbHOW BriacTu B obnactu
obecneyeHns 6e3onacHOCTU TpeboBaHUAMN K 06e3nnYMBaHMIO Takon nHopMauun n metogamu obesnuumeaHus
Takon uHpopmauun. OB6esnuueHHas uWHgOpMauus, nonydeHHas B pesynbTaTte Yyka3aHHOW o06paboTkn u
cofepXalasncs B CUCTEME MOHUTOPWHIa OBWXKEHWUS NeKapCTBEHHbIX NpenapaToB ANs MEANLUHCKOro MPpUMEHeHUs,
ABNAeTca uHdopMaumern orpaHudeHHoro poctyna. O6esnuyeHHas wHdoOpMauusi, OOCTYN K KOTOpon 6bin
obecneyeH 0OMepaTopoM CUCTEMblI MOHWUTOPWHra [OBWXEHWUSA NeKapCTBEHHbIX MNpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHNS B LENsX OKa3aHus YCryr C ee WCNOMb30BaHUEM, MOANEXUT XPaHEHWI0 B CUCTEME MOHWUTOPUWHra
ABWXEHWS feKapCTBEHHbIX MpenapaToB Afns MEeOWLUMHCKOrO MNPUYMEHEeHWs He MeHee nATM neT ¢  Aathl
npegocTaBneHns AocTyna K o6esnuMueHHoOM MHopMauuu, U Ha Hee He pacnpocTpaHstTcs TpeboBaHus K
WHOPMaLMN OrpaHUYEHHOro JOCTYNa, YCTaHOBMNEHHbIe HAaCcTosALWeN CTaTben.

(4actb 9.6 BBegeHa depepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.7. Onepatop CUCTEMbl MOHUTOPUHIA [ABWKEHUSI §EeKapCTBEHHbIX MpenapaToB Ans  MeOULMHCKOro
NPUMEHEHMS MOXET OCyLLeCTBNATL 06paboTKy MHpopMaLumn orpaHUYEeHHOro AoCcTyna, Coaepxallencs B cucteme
MOHWUTOPWHra OBWKEHUS NeKkapCTBEHHbIX NpenapaToB A8 MeAULMHCKOro NMpUMEHeEHNs, Nony4eHHon oT cybbekTa
obpallieHns1 nekapCTBEHHbIX CPeACTB, 3aperMcTpupoBaHHOro B CUCTEME MOHWUTOPUHIa ABUXEHUS NeKapCTBEHHbIX
npenapaToB AN MEAULMHCKOro NpUMEHEHUs 1 NpeacTaBMBLLErO B HEE CBEEHUs!, B MHTepecax M Mo NnopyyYeHuto
Takoro cybbekTa 00palleHusi neKkapcTBeHHbix cpeacTB 6e3 o6e3nuuvBaHust MHOPMauuyM OrpaHUYeHHOro
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poctyna.
(vacTb 9.7 BBegeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.8. Onepatop cCUCTEMbI MOHWUTOPUHra [OBWKEHWUS] JNEKAapCTBEHHbIX MpenapaToB AN MeAUUMHCKOro
NPUMEHEHNST BNpaBe OKa3blBaTb HAa HEOWCKPUMMHALMOHHOW OCHOBE YCIYrM C MCMOSib30BaHMEM O0e3fMYeHHOMm
WHpopMaunM, coaepxalencs B CUCTEME MOHWUTOPUHIa [ABWXKEHUS JIeKapCTBEHHbIX nNpenapatoB Ans
MEANLIMHCKOro NPUMEHEHUs, cyObekTaM obpalleHunsl NeKapCTBEHHbIX CPEeACTB, NOPSAOK M CTOMMOCTb OKa3aHust
KOTOPbIX ONpefensiTcs onepatopoM CUCTEMbl MOHUTOPUHIA [ABWXKEHUS JIEKAapCTBEHHbLIX MpenapaTtoB Ans
MEANLIMHCKOrO MPUMEHEHUS, C YYETOM OrpaHMyeHun gocTtyna K obes3nnyeHHom MHdOopMaLUK, YCTAaHOBMEHHbIX
HacTodllen cTaTbel. YKasaHHble MNOPSAOK U CTOMMOCTb OKa3aHWs Takux YCnyr pasMeLlalTcs ornepaTtopom
CUCTEMbI MOHUTOPUHIra [OBWKEHWs] FEeKapCTBEHHbIX MNpenapaToB Ans MEAWLMHCKOrO MPUMEHEHUA Ha caunTe
CUCTEMbI MOHMWTOPMHIa OBWXKEHUSI JEKApCTBEHHbLIX MpenapaTtoB Ans MeauUMHCKOro MNPUMEHEHUS B
WH(POPMALIMOHHO-TENEKOMMYHMKALMOHHON ceTn  "VIHTepHeT" © nognexaT KOHTPONi B COOTBETCTBUMM C
aHTUMOHOMOJbHbLIM 3akoHoaaTenbCcTBOM Poccuickon Pepepaumun. YkasaHHble NOPSAOK M CTOMMOCTb OKasaHus
TaKnx ycnyr OOIDKHbl ObiTb €4uHbIMM AN BCEX vy, oOpallalolmMxca 3a OKas3aHWEM YCNyrM B OTHOLLUEHUU
OOWHaKoBbIX BMaa, obbema u coctaBa npeaocTtaBnsieMon nHgopmauun. Cybobektam obpalleHns nekapCTBEHHbIX
CpeacTB 3anpellaeTcs NpedocTaBnsATb WM pacnpocTpaHATb WHGOPMAaUMIo, MOMYyYEHHYH B COOTBETCTBUM C
HacTosLWEN YacTbio.

(vacTb 9.8 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-3)

10. [llpousBoauTenb neKapcTBEHHbIX CpeacTB, fAepxatens nvbo Brageneyw  perncrpauuoHHOro
YOOCTOBEPEHMS NEKapCTBEHHOrO npenaparta Wiy NpeacTaBUTENbCTBO MHOCTPAHHOW OpraHusaumu, sBRsoLencs
AepxaTtenem nnbo BnagenbLemM perncTpaunoHHOro YAOCTOBEpPEHWS NeKapCTBEHHOro npenapaTa, Ha TeppuTopum
Poccuiickon ®eanepaunn, 3aperMcTpupoBaHHble B CUCTEME MOHUTOPUHIa OBWKEHUS NEKapCTBEHHbIX MpenapaToB
ANst MeaNLIMHCKOrO MPUMEHEHUS U NPEeACTaBUBLLME B HEE CBEAEHUS O HaHEeCEeHWW CPEeACTB MAEHTUMUKALMKU Ha
YNaKoBKWN NEKapCTBEHHbIX MpenapaToB, Hapsay C MHgopMauuven, ykasaHHOM B 4YacTu 9.4 HacTosiLLen craTby,
nory4yaeT COAepXallylocs B CUCTEME MOHUTOPWHra ABWXEHWUS NEeKapCTBEHHbLIX NMpenapaTtoB ANs MeAULMHCKOro
NPYMEHEHNST MHOPMaUMI0 OrPaHMYEHHOro OOCTyna O CepusXx M MapTusaX 3TUX JIEeKapCTBEHHbIX MpenapaToB
0e3B03mMe34HO M BrpaBe OCYLLECTBMSATb CAMOCTOSITENBHO MIM Nopy4vaTb 06paboTKy Takon MHpopmauum TOMNbKO B
cobCTBEHHBbIX MHTEpecax. [1pn aTom AOCTyn K Takon nHdopMaumm nnm pesynbtatam ee obpaboTkm nmeeT TONbKO
OaHHbIN CyObEeKT obpalleHns NeKapCTBEHHbIX CPeACTB MMM JNIULO, KOTOPOMY OH nopy4yun obpaboTky. CoctaB
npeaocTaBnsieMol B COOTBETCTBMM C HACTOSILEN YacTbio MHGopMmaumu onpegensetcs [MpaBUTenbCcTBOM
Poccuiickon ®epepauun.

(vactb 10 B peq. PepnepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a nNpou3BOACTBO MMM NPOAaXy NeKapCTBEHHbIX NPenapaTtoB Anst MEOULMHCKOro npuMeHeHusi 6e3
HaHECEHNs CPeACTB MAEHTUMUKALMKW, C HapyLleHWEM YCTAHOBMEHHOrO MNoOpsiAka WX HaHEeCeHWs, a Takke 3a
HECBOEBPEMEHHOE BHECEHWE [OaHHbIX B CUCTEMY MOHUTOPWHra [OBWKEHWUs] JIEeKapCTBEHHbIX NpenapatoB Ans
MeOULMHCKOTO NPUMEHEHNST UITM BHECEHWNE B HEE HEAOCTOBEPHbIX AaHHbIX OpMANYECKUE Nvua u UHAMBUAYyarnbHble
npeanpvHUMaTenu, ykasaHHble B YacTax 4 u 7 HacTosen cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenbcTBOM Poccuiickon deagepaumn.

(vacTtb 11 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

12. lMpaButenbctBo Poccuiickon Pepepaumm Bnpase YCTaHOBUTb OCOBGEHHOCTW BHEOPEHUs CUCTEMBbI
MOHUTOPVHIa [OBUWXEHUSI NEKapCTBEHHbIX npenapaToB Ans MEeOUUUHCKOrOo MNPUMEHEHUs, BKNOYasi CPOKU ee
BHEOPEHWS, B OTHOLLEHMWN NEKAPCTBEHHbIX MpenapaToB A1 MeAULIMHCKOrO NPUMEHEHNS, BKITIOYEHHBIX B NEPEYEHb
XM3HEHHO HEOOXOAMMBIX W BaXHEMWWMX JIEKAPCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbLIX MpenapaTos,
npefHasHavYeHHbIX Anst obecneyeHms nuu, 60MbHLIX reMmogunmen, MyKkoBUCUMO030M, TMNON3apHbIM HAaHU3MOM,
OonesHblo owe, 3M0Ka4YeCcTBEHHBIMU HOBOOOpPA30BaHWSIMU NUMGONOHON, KPOBETBOPHOW WM POACTBEHHbLIX WM
TKaHeN, pacCcesiHHbIM CKMEepOo30M, WL, MOocfe TpaHCniaHTauMyM OpraHoB U (MNKN) TKaHER, MHbIX JIEKapCTBEHHbIX
npenapaToB Afs MEAULMHCKOTO NPUMEHEHNS.

(vacTb 12 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

Mnasa 14.1. OTPAHUYEHUSA, HANTATAEMBIE
HA OPrAHU3ALUWN, OCYLLECTBINAIOLWUE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(BBegeHa dPepepanbHbIM 3akoHOM 0T 25.11.2013 N 317-$3)
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Cratbs 67.1. OrpaHMyeHus, Hanaraemble NpPU OCYLUECTBNeHUN fesTeNnbHOCTU B cdepe obGpalwieHUs
neKapcTBEHHbIX CPpeacTB

1. OpraHusauum, 3aHuMarolmecss pas3paboTKoW, NPOM3BOACTBOM W (MNM) peanu3auveint NekapCTBEHHbIX
npenapaTtoB Ans MEAMLIMHCKOro NpUMEHEeHUs], opraHusaumm, obnagarowe npasaMm Ha UCNONb30BaHe TOProBoro
HanuMeHOBaHMWSl JIeKapCTBEHHOro npenapaTta Afsi MeAWUMHCKOTO NMPUMEHEHWS, OpraHvM3auuyM ONTOBOW TOProB/M
nNeKkapcTBEHHbIMU CpeACcTBaMU, anTeyHble opraHusauunn (MX NpeacTtaBUTENn, MHble U3NYECKME U opuaMYeckue
nMua, OCYLECTBAOWME CBOK AESTENbHOCTb OT MMEHM 3TUX OpraHusaumil) B OTHOLIEHUM MeOULMHCKUX
paboTHMKOB U PyKOBOAMUTENEN MEAMLIMHCKMX OpraH13aLuii He Bnpase:

1) Bpy4yaTb nNogapku, BbiNfadynBaTb AEHEXHble cpeacTBa (3a NCKITIOYEHNEM BO3Hana>K,E|,eHI/Il71 no gorosopam
npun npoBegeHnn KIMHUNYEeCKNX nccneagoBaHnn NIeKapCTBEHHbIX NnpenapartoB And MeaUuUuUHCKOro rnpuMeHeHud,
BosHarpamu,eHMﬁ, CBA3aHHbIX C ocyllecTBlieHnemMm MeguumHCKUM pa6OTHI/IKOM nenarorm4yeckon u (I/IJ'II/I) Haquoﬁ
,D,eﬂTeJ'IbHOCTVI), B TOM 4HuUcne onmayvynBaTb pasBliedeHnd, oTAblX, Npoe3q K MeCTy OTAblXa, a TaKXe MNnpueliekaTb K
y4qacTuio B pa3BliekaTesibHbIX MepOornpuATUAX, NnpoBOANMbIX 3a CHET CBOUX CPEACTB;

2) 3aknioyaTh COrnalleHusi O HasHa4YeHUU UM pekoMeHJauMn nauneHTam NekapcTBEeHHbIX MpenapaToB Ans
MEONLMHCKOrO MNPUMEHEHNs1 (32 WCKMHYEeHWEeM [OroBOPOB O MPOBEAEHWMU  KIMHWYECKUX UCCNEAOBaHWIA
NeKapCTBEHHbIX NpenapaToB A58 MEAULIMHCKOIO NPUMEHEHUSs);

3) npenoctaBnATb O6pa3Ll,bI JNIeKapCTBEHHbIX nMnpenapatoB AnAd MeOULUUHCKOro npuMeHeHuAa B Uenax
Bpy4YeHuna nauyneHTam (33 NCKNK4YeHnem criy4daeB, CBA3aHHbIX C NpoBedeHUEM KITMHUYEeCKNX nccneaosaHnn
JIeKapCTBEHHbIX npenapartoB AJid MeaULMHCKOro I'IpVIMeHeHI/IFI);

4) npenocTaBnsiTb HEQOCTOBEPHYIO U (MMN) HEMOMHYH MHAOPMALMIO O FIeKapCTBEHHbLIX Mpenapartax gns
MeANLIMHCKOro NpUMEHEHMS;

5) nocewartb uMx B paboyee Bpemsi Ha pabounMx MecTax, 3a WCKIHYEHMEM CIyvyaeB, CBSI3aHHbIX C
NpoBeAeHMEM KITMHUYECKUX WCCIeQOBaHWUiA JeKapCTBEHHbIX MNpenapaTtoB Ans MeOWUUMHCKOTO MNPUMEHEHUs!, C
yyacTem B nopsioke, YCTaHOBIIEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHvM3auuM, B COBpaHUsiX MeaUUMHCKUX
paboTHUKOB M WHbIX MEPOMPUSITUAX, HanpPaBfiEHHbIX HAa MOBbILEHWE KX MPOgEeCCUOHaNbHOrO YPOBHS WM Ha
npefocTaBreHme MHAOPMaUMK, CBSI3AHHOM C OCYLUECTBIIEHMEM MOHUTOpPMHra 6e30MacHOCTV NeKapCTBEHHbIX
npenaparos;

6) I'IO6y)KD,aTb K BbIMNCbIBAHUIO NEeKapCTBEHHbIX npenapaTtoB OANnd MeOULMHCKOro npumMeHeHna Ha OnaHkax,
coaepxxawnx MHd)OpMaLI,IMO peKknamMmHOro Xapakrtepa, a TakKke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yaTtaHoO HanMeHoBaHWe J1IeKapCTBEHHOro npenaparta and MeguumHCKoOro npumMmeHeHu4.

2. OpraHusauuu, ykasaHHble B absale nepBoM 4YacTu 1 HacTosllen cTaTbM, U UX MNpeacTaBUTenn B
OTHOLLEHMN PapMaLiEBTUYECKINX pabOTHUKOB 1 pyKoBOAMTENER anTeYHbiX opraHu3aLmii He Bnpase:

1) Bpy4daTb noAdapku, BbinfavdnBaTb OEHEXHble CcpenctBa, B TOM 4YuCle onfadnBaTb pa3BliedeHud, OoTablX,
npoes3n K MecCTy oTAbiXa, U npuBfekaTtb K y4aCTUO B pasBliekaTellbHblX MeponpuaTudax, npoBoaUMbIX 3a CHET
CBOUX CPeAcCTB,

2) npegocTaBnsaTb 06pasubl NEKapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NMPUMEHEHUS AN BPyYeHus!
HaceneHwio;

3) 3aKn4aTb cornaweHua o npenrnoXxeHnn HaceneHuto onpeneneHHblX NeKapCTBeHHbIX npenapatoB AnA
MeOULIMHCKOro NpuMeHeHns,;

4) npenocTaBnsATb HELOCTOBEPHYIO M (UnW) HEMOMHY MHGOPMaUMo O NEeKapCTBEHHbIX npenapaTtax Ans
MEAMLMHCKOrO MpUMEHeHMsl, B TOM 4WCNe WMelWNUX OAMHAKOBOe MEXAyHapogHoe HemnaTeHToBaHHOoe
HauMeHoBaHve.

Cratba 67.2. TpeboBaHMA K oOpraHMsauum W nNpPOBEAEHUI Hay4YHbIX MEPONPUATUN, WHbIX
MeponpuATMIA, HanpaBfeHHbIX Ha NOBbIWEeHUe NPodPeCCUOHaANILHOro ypoOBHA MeAULMHCKMX paboTHUKOB
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

UWnn Ha npepgocTaBlieHUe m-ld)opmau,ww, CBfiI3aHHOWN C ocyuwjecTBlieHUeM MOHUTOPUHra 6e3onacHocTun
NeKapCTBEeHHbIX npenapaTtoB

1. Mpu npoBedeHWM Hay4HbIX MEepOonpUATUA, WHBbIX MEPOMNPUSATUNA, HanpaBfeHHbIX Ha MOBbILLEHWe
NPOJECCMOHANBHOIO YPOBHSA MeOUUMHCKMX PaboTHUKOB UMW Ha NpedocTaBneHne CBA3aHHOW C OCYLLEeCTBIIEHNEM
MOHUTOPUHTa 6e30MacHOCTM JeKapCTBEHHbIX MpenapaTtoB WHGOpMauuK, OpraHM3yeMblX OpraHusauusivu,
yKasaHHbIMK B ab3aLe nepBoM Yacti 1 ctatbu 67.1 HacTosiwero ®eaeparnbHOro 3akoHa, UX NMpeacTaBUTENSIMU U
(Mnn) donHaHCMpyeMbIX 3a CYET CPEACTB ITUX OpraHM3auunii U UX NpeacTaBuTerNen, 3anpeLlaeTcs NpensTcTBoOBaTb
y4acTuIO B YKa3aHHbIX MEPOMPUSTUAX UHbIX OpraHM3aumii, KOTopble MPOU3BOASAT UMM PeanusyroT NekapCTBEHHbIE
npenapatbl NS MEAMLIMHCKOrO NPUMEHEHUSI CO CXOXWUM MeXaHW3MOM apMaKkonorMyeckoro AencTeus, nubo
co3gaBaTtb AWCKPUMMHALMOHHBIE YCMOBUSI ANl OOHUX YYaCTHUKOB MO CPaBHEHWIO C APYrMMM y4YacTHMKamu, a
VNMEHHO:

1) npenocTaBnATb pa3findyHoe Konnm4ecTBo BpeMeHU OnA BbICTyI'IJ'IeHI/IIZ Y4aCTHUKOB, passindHble No pasmepy
3aHMMaemMoKr nnowagn mecta ans OEeMOHCTpaunn o6pa3u,os NeKapCTBEHHbIX MpenapatoB AnAa MeauuuHCKOro
NMPUMEHEHNA UNN peKnamMmHbIX MaTtepuarioB O JieKapCTBEHHbIX Mnpenapartax and MeanuunHCKOro rnpuMmeHeHuda Ha
JKCNno3numnAax, crteHgax, 3a WCKN4YeHunem cCriy4vaeB, €CJIM Takue YCIoBUA 3aKpenyieHbl B CcornawleHndax 3TuxX
OpFaHI/I3aLI,VIl7I, nx HpeD,CTaBMTeHeVI o (bVIHaHCVIpOBaHVII/I YKa3aHHbIX MepOI'IpVIFITVIﬁ n 06yCJ'IOBJ'IeHbI pas3fiM4HbIMUA
3aTpaTtamMin y4aCTHUKOB Ha UX OpraHn3auuto,

2) ycTaHaBnuBaTb pasmMep B3HOCA Afs y4aCcTHUKOB MEPONPUATUI, yKasaHHbIX B ab3ale nepBoM HacTosILLEN
4YacTu, NPeBbILLAoWMIN CyMMY 3aTpaT Ha OpraHM3aunto ykasaHHbIX MeponpuaTui 1 Beaymn K Heo6oCHOBaHHOMY
OrpaHUYEHMIo Yncna Nx y4acTHUKOB.

2. OpraHusauumu, ykasaHHble B ab3aue nepBom yactu 1 ctatbu 67.1 HacTosiwero ®egepanbHOro 3akoHa, ux
npeacTaBuUTENU, OCYLLIECTBISIOLWMNE OpraHm3auuto 1 (1nm) prHaHcMpoBaHne MepONpUATUIA, YKasaHHbIX B Yactu 1
HacTodwen ctaTbu, 00si3aHbl obecneymBaTb OOCTYN K MHdoOpMauum O aaTe, MecTe U BPEMEHW MpoBeAeHUs
yKa3aHHbIX MEpOonpUsITUR, NnaHax, nporpaMmmax npoBeAeHUs yKas3aHHbIX MEPOMNPUATUA U TeMax, MiaHUPyeEMbIX
AN pacCMOTPEHMs, COCTaBe MX YYACTHUKOB MyTEM pasMeLLeHMs1 COOTBETCTBYHOLIEA MHGOpMauMmM Ha CBOUX
odmumanbHbiXx cavtax B ceTu "WHTepHeT" He nosgHee AOBYX MecdUeB A0 Hadvana npoBeAeHUs YKasaHHbIX
MEepPONpPUATUNA.

3. VHdopmauma o npoBefeHUU MeponpusiTUA, YKasaHHbIX B 4acTu 1 HacTosllen cTaTbW, B CPOK,
YCT@HOBIIEHHBIN 4YacTbld 2 HacToslWen cTaTbM, [OMPkHA OblTb HanpaeneHa B defepanbHbIl  opraH
WCMOMHUTENBHOW BNacTW, OCYLLECTBASIOWMIA PYHKLMN MO KOHTPOM M Haa3opy B cdhepe 3a4paBOOXpPaHeEHMWs, Ang
nocnegyoLiero pasmeLleHns ee Ha ouLmansHOM cante 3Toro opraHa B cetn "UHTepHeT".

Mnaesa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUMACKON ®EQEPALIMU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELWWEHWE BPEOA, MTPUMMHEHHOIO 3[OPOBbLIO rPAXKOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3akoHopatenbcTBa Poccuinckon depepauuu npu
obpalleHMn nekapcTBeHHbIX CPeacTB

1. HapyweHue 3akoHopaTenbctBa Poccuiickon ®depepaunm npu o6palleHUU nekapCTBEHHbIX CpeacTs
BrieyeT 3a cobOol OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHoAaTenscTBoM Poccuiickon ®egepaumm.
(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. 3a HernpeacTaBneHMe UnNn HEeCBOEBPEMEHHOE MpeAcTaBrneHne uHdopMmaumm u (Mnm) OOKYMEHTOB Nnbo
NpeacTaBrieHne HegoCTOBEPHbIX  WHGopMauMmM U (UNU)  OOKYMEHTOB, MNpPeAyCMOTPEHHbIX  HaCTOSLWUM
denepanbHbIM 3aKOHOM, CYObeKTbl 0bpalleHns NeKkapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUU
C 3aKoHogaTtenbcTBoM Poccuinckon ®egepauuu.

(vacTb 2 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepansHoro 3akoHa ot 04.06.2018
N 140-93)

Crtatba 69. BosmelieHue Bpeaa, NpuU4YMHEHHOro 340pPOBbLIO rpaxpaH BcrneacTteBuMe npuMeHeHuUA
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

NeKapCTBEeHHbIX npenapaTtoB

1. I'Ipomsso,u,menb JIeKapCTBEHHOro npenaparta 006s13aH BO3MECTUTb Bpea, I'IpVI‘-IMHEHHbIIZ 340pOBbIO rpaxgaH
BCneacTtemne npuMeHeHuna nekapcTtBeHHOro npenaparta, eCnm gokasaHo, 4YTo:

1) NekapCTBEHHbIN NpenapaTt NPUMEHSNICSA MO Ha3HAYeHUI0 B COOTBETCTBUN C UHCTPYKLMEN MO NPYMEHEHUIO
nekapcTBEHHOro npenaparta U NpPUYMHON Bpeda ABWUMCS BBOA B rpakdaHCKuii o6opoT HedobpokavyecTBeHHOro
nekapcTBEHHOro npenapara;

2) Bpe[ 3[0pOBbI0 MpUYMHEH BCrNeAcTBUe HeOdOCTOBEPHOWN MHGOpMaLuKW, coaepxKallencs B UHCTPYKLUMK Mo
NPUMEHEHMIO NeKapcTBEHHOro Npenapara, U3aaHHOW NPoOU3BOAUTENEM NeKapCTBEHHOro npenapara.

2. B cnyvyae, ecnu Bped 300pOBbIO rpaxgaH MNPUYMHEH BCNEACTBME MPUMEHEHUS eKapCTBEHHOro
npenapara, npuweawero B HerogHOCTb B pesyrnbTaTte HapyleHUs NpaBuil XPaHEHUs NEeKapCTBEHHbIX CPEeAcTB,
npasun ONTOBOW TOProBMM JIeKapCTBEHHbIMW NpenapaTtaMu, NpaBuil OTMyCKa NekapCTBEHHbIX NpenapaTos, NpaBun
W3roTOBMEHNS N OTMNycKa NeKapCTBEHHbIX MpenapaTtoB, BO3MeELLeHWe Bpeda OCYLLECTBAETCS COOTBETCTBEHHO
opraHusauuen onToBOM TOProBMNW fNeKapCTBEHHbIMU CpeAcTBamMu, anTe4yHOW opraHusauven, MHAVBUAYanbHbIM
npeanpvHumaTeneM, WMeEWUMN NUUEH3NK0 Ha dapMaueBTUYECKyl0 OeATEeNbHOCTb WU NULEH3NK  Ha
MEOULUMHCKYI0 OeaTenbHOCTb, MEAMLMHCKOW OpraHusauven, uMerolen nuUeH3uio Ha dapMaueBTUYECKYIo
aeaTenbHocTb (ee 00ocobneHHbIM nogpasgeneHneM (ambynatopuen, denbawepckum 1 - denbalepcko-
aKyLIEepCKUM MyHKTaMW, LeHTpoM (oTaeneHmem) obuien BpavyebHOWM (CEMENHOW) NPaKkTUKWU), PaCMOSIOKEHHbIM B
CenbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3auus), AONyCTUBLUMMK MPOOaxXy Wnu
OTNYCK TaKoro fiekapcTBeHHOro npenapaTa.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHve Bpega, MPUYMHEHHOTO 340POBLID rPaxdaH BCneacTBMe MNPUMEHEHUS feKapCTBEHHbIX
npenapaToB UNU COBepLUEHUS MPOTUBOMPAaBHbLIX OEWCTBUN CybbekTamu obpalleHus NekapCTBEHHbIX CPeacTs,
OCYLLECTBISAETCH B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuinckon ®egepaumu.

Mnaea 16. SAKIIOYUTENbHbLIE MONOXEHUA

Cratbs 70. O NpU3HaHMKU YTPaTUBLUMMM CUIYy OTAENIbHbIX 3aKOHOAaTeNbHbIX aKTOB (MONOXeHUMn
3aKoHopaTenbHbIX akToB) Poccuickon Peaepaumm

anISHaTb yTpaTuBlWMMU CUNY:

1) ®epepanbHbii 3akoH OT 22 moHa 1998 roga N 86-03 "O nekapctBeHHbIX cpepctBax" (CobpaHwue
3akoHopatenbcTBa Poccuiickon ®epepauiun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeCEHUMM W3MEHEHUS W OOMOSIHEHWIA B
PepepanbHbin 3akoH "O nekapcTBeHHbIX cpepcTBax” (CobpaHve 3akoHopaTenbctBa Poccunckon ®Pepepauun,
2000, N 2, cT. 126);

3) ctatbto 40 PepepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-03 "O BHECEHMM WM3MEHEHMN U
AOMNOMNHEHU B HEKOTOPbIE 3akoHoAaTeNbHble akTol Poccuiickon ®epepaumnmn B €BA3M € NpuHAaTMeM deaepansHoro
3akoHa "O nuueHsMpoBaHUW oTAenbHbIX BUMAOB AedtenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®depepauuu, 2003, N 2, cT. 167);

4) crtaTtbto 31 depepanbHoro 3akoHa oT 30 umoHa 2003 roga N 86-O3 "O BHECEHUM M3MEHEHUR W
OOMONHEHUI B HEKOTOPble 3akoHodaTemnbHble akTbl Poccunckon dPepepaumun, NpusHaHuM yTpaTUBLLMMU CUIy
OTOEenbHbIX 3aKoHoAaTenbHbiX akToB Poccuiickon ®degepaumn, nNpeaocTaBrieHMM OTAENbHbIX FapaHTUn
COTPYAHWKaM OpraHoB BHYTPEHHWX [efl, OpraHoB MO KOHTPOM0 3a 06OPOTOM HApKOTUYECKMX CPeacTs MU
NMCUXOTPOMHBLIX BELECTB W ynpasgHsemblX dedepanbHbiX OpraHoB HaroroBoW MOAUUMM B CBSA3U  C
OCYLLIECTBIIEHMEM MEp MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpaeneHusa" (CobpaHve 3akoHopaTenbcTBa
Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) cratbio 101 ®depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUMM M3MEHEHUN B
3aKkoHogaTenbHble akTbl Poccuiickon ®Pefepaumm n NpusHaHUM yTpaTUBLUMMK CUNY HEKOTOPLIX 3aKOHOAATENbHbIX
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(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

aktoB Poccuiickon depepauumn B cBA3M C npuHaTMEM PegepanbHbiX 3akoHOB "O BHECEHUM W3MEHEHUNn W
gononHeHun B ®egepanbHblii 3akoH "O6 06LWMX NpUHLMNAaxX opraHn3auum 3akoHodaTesbHbIX (MPeacTaBUTENbHbIX)
MU UCMNOSMHUTENBHLIX OPraHoOB rocyAapCTBEHHOW Briactu cybbektoB Poccuiickon ®epepaummn” n "O6 obuimx
npvHUMNax opraHusauum mMecTHoro camoynpaenenns B Poccuiickon ®epnepaumn” (CobpaHne 3akoHogaTenbcTBa
Poccuiickon ®eagepauun, 2004, N 35, cT. 3607);

6) ctatbio 28 PepepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBegeHMn B OeNCTBUE YaCTU
yetBepton [paxpgaHckoro kopekca Poccuiickon Pepepauun” (CobpaHne 3akoHogaTenbcTBa Poccumnckon
®epepaumn, 2006, N 52, c1. 5497).

Cratbsa 71. BctynneHue B cuny HacToswero ®epepanbHOro 3akoHa
1. Hactoswuin ®eaepanbHbivi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 ropa.

2. JlexapCcTBEHHbIE CPEACTBa, 3aperucTpupoBaHHble 4O AHA BCTYNNEHUS B cuny Hactoswero degeparnbHoro
3aKoHa, noanexaT BKIIIOYEHMIO B rOCYAapCTBEHHbIE PEECTpbl IEKAPCTBEHHLIX CPEACTB C BHECEHMEM YKa3aHHbLIX B
yactm 1 crtatbm 33 Hactoswero degepanbHOro 3akoHa CBeAeHUN 00 3TUMX JIeKapCTBEHHbIX cpeacTBax 6e3
NPOXOXAEHNSA BHOBb NPOLIEeAyYpPbl FOCYAapCTBEHHOW pPermcTpaummn fiekapCTBEHHbIX NpenapaTos.

3. TocypapcTBeHHast pervctpaumsi JeKapCTBEHHbIX MpenapaToB, 3a WCKMKYEHUEM JEKaPCTBEHHbLIX
npenapaToB A/l MeAULMHCKOrO NPUMEHEHNs, MPeACTaBMNEHHbIX Ha yKa3aHHY0 perncTpaumnio 4o AHS BCTYMNIeHUs B
cuny HacTosilero PeaepanbHOro 3akoHa, OCyLLECTBIISIETCA B COOTBETCTBUM C HAacTosAWMUM defeparnbHbIM 3aKOHOM
Ha OCHOBaHWM OOKYMEHTOB W AaHHbIX, MPeACTaBMeHHbIX 40 AHS BCTYNNEHMs B cuily HacTosiwero ®eaepanbHOro
3aKoHa.

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocygoapCTBeHHasa pernctpauus nekapCTBEHHbIX MpenapaToB ANd MeAUUMHCKOro MnpUMeEHEHMs,
npeacTaBfeHHbIX Ha rocyAapCTBEHHYIO perncTpaumio 40 OHSA BCTYNneHus B cuny HacTosiwero depeparnbHOro
3aKOHa, M rocyfapCTBeHHas perncTpaumsa nekapcTBEHHbIX fpenapaTtoB ANd MeOULUHCKOrO MpUMEHEHMs,
npeacTaBneHHbIX Ha 3KCNepTMU3y NeKapCTBEHHbIX CPEACTB A0 OHSA BCTYNeHUsa B cuny HacTosuwero degepanbHoOro
3aKOHa B LLensix ux nocreyoLLer rocyqapcTBEHHONW perncTpaumnm, OCyLLEeCTBNSAIOTCA HA OCHOBaHMN JOKYMEHTOB U
AaHHbIX, NPEeACTaBMNEHHbIX 4O OHA BCTYNNEHNs B cuny Hactosiwero PefepanbHOro 3akoHa, a Takke 3asBIeHNs O
rocyfapCTBEHHOW permcTpaumu nekapcTBEHHOro npenapara, NpeAcTaBeHHOro Npon3BoANTENEM JIEKAPCTBEHHbIX
npenapaToB WM YMONHOMOYEHHbIM WM §WLOM B COOTBETCTBMM C HactoAwum PegepanbHbiM 3aKOHOM B
YNOMHOMOYEHHbIN befepanbHbIi OpraH ucnonHuTensHon Bnacti o 1 mapta 2011 roga, 6e3 TpeboBaHua ynnathbl
rocygapCTBEHHOW MOLUMMWHBI, NPegyCMOTPEHHOW 3akoHogatenbcTBoM Poccuiickon ®depepaumm o0 Hamorax u
cbopax.

(vactb 3.1 B peg. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lNoaTBepxaeHWe rocyoapCTBEHHOW perncrpaumm nekapCTBEHHbIX MpenapatoB Ansg MeauLUMHCKOro
npUMeHeHNs, NpeacTaBnNeHHbIX ANA NOATBEPKAEHUS rOCyAapCTBEHHON perncTpauun 0o AHS BCTYNNEHUs B CUny
HacTodlwero ®deaepanbHOro 3akoHa, W NoATBEPXKAEHWE T[OCyAapCTBEHHOW perucTpauum nekapCTBEHHbIX
npenapaToB Ansi MEAMLUUHCKOrO NMPYMEHEHWs1, NPEACTaBMNEHHbIX Ha 3KCMEPTU3Y NEKapCTBEHHbLIX CPeacTB A0 OHS
BCTYMNeHUss B cCuny Hactoswero ®egepanbHOro 3akoHa B LENAX MOCNeyloWwero noaTBEPXKAEHUS UX
rocygapCTBEHHON perncTpaumnm, oCyLecTBAAKTCA HAa OCHOBAHNN AOKYMEHTOB U JAHHbIX, NPeACTaBMNEHHbIX 40 AHS
BCTYMMeHusi B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asBreHNsi O NOATBEPXKAEHNN rOCyaapCTBEHHON
pervctpaumm nekapCcTBEHHOro npenapata, NpeacTaBNeHHOro Npon3BOAMTENEM NEKapCTBEHHbIX MpenapaToB WUnu
YMOMHOMOYEHHbIM WM JIMLUOM B COOTBETCTBMM C HacToswmMm ®PegepanbHbiM 3aKOHOM B YMONHOMOYEHHbIN
denepanbHbI opraH UcnonHuMTenNbHoOM Bractn Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocyaapCTBEHHON
MOLLINMHbI, MPeAyCMOTPEHHON 3aKoHoAaTensCTBoM Poccunckon degepaumm o Hanorax 1 coopax.

(vactb 3.2 B peg. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. npl/IHﬂTI/Ie pelweHna o BHeCceHUN N3MEHEHNN B OOKYMEHTbI, coaepXxalimeca B permctpalmoHHomMm Oocbe
Ha 3apeFMCTpMpOBaHHbIl‘/‘I ﬂeKapCTBeHHbIVI npenapart gna MeguUuMHCKOro npuMeHeHna un npepgcrtaBsrieHHble 00 OAHA
BCTynrnieHna B CWUIly HacTtodulero CDep,epaanoro 3aKOHa, U NpuHATUE pelleHna O BHeCeHUn M3MEHEHN B
OOKYMEHTbI, coaepxalleecqa B permctpaumMoHHOM OO0Cbe Ha 3apeFI/ICTpVIpOBaHHbIIZ ﬂeKapCTBeHHbIVI npenapart ansa
MeNUMNHCKOro npuMmeHeHna n npencrtaBlfieHHble Ha 3KCNepTudy JieKapCTBEeHHbIX CpeacTB A0 OHA BCTYMNJIEHUA B

www.consultant.ru CrpaHnua 121 n3 123
HafeXHas npaBoBas NnogaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
consultantplus://offline/ref=50C07FDAE6FD31119C57E42D54339F1EC7461A55D7DBA055839DD00E9CF75D684DC1782B00E96F1E6E6DB4E9D2384B91289EA8E51306EAbFp7I
consultantplus://offline/ref=50C07FDAE6FD31119C57E42D54339F1ECE421D5EDCD0FD5F8BC4DC0C9BF8027F4A88742A00EB6D1F6132B1FCC36047913781A9FB0F04E8F6b6pEI
consultantplus://offline/ref=50C07FDAE6FD31119C57E42D54339F1ECB401D54D1D3FD5F8BC4DC0C9BF8027F4A88742E05EC6C123168A1F88A344B8E379FB6F91104bEpBI
consultantplus://offline/ref=50C07FDAE6FD31119C57E42D54339F1ECB471F5DD4D4FD5F8BC4DC0C9BF8027F4A88742A00EB6F196232B1FCC36047913781A9FB0F04E8F6b6pEI
consultantplus://offline/ref=50C07FDAE6FD31119C57E42D54339F1ECB471F5DD4D4FD5F8BC4DC0C9BF8027F4A88742A00EB6F196C32B1FCC36047913781A9FB0F04E8F6b6pEI

®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

cuny  Hactosiwero ®defepanbHOro  3akoHa, OCYLWECTBASAOTCA Ha OCHOBaHWW  OOKYMEHTOB W [aHHbIX,
npeacTaBneHHbIX 40 OHA BCTYNNEHUs B cuny HacTosilwero ®eaepanbHOro 3akoHa, a Takxke 3asiBfieHUs 0 BHECEeHUN
U3MEHEeHNA B JOKYMEHTbI, coAepXalluecs B permcTpaLuoHHOM OOCbe Ha 3aperucTpupoOBaHHbIA NeKapCTBEHHbIN
npenapaT Anst MEAULMHCKOrO MPUMEHEHUS, NMPeACTaBNEHHOrO NMPON3BOAUTENEM NEKApPCTBEHHbLIX NpPenapaTtoB Uu
YMONTHOMOYEHHBIM MM JIMLOM B COOTBETCTBMM C HacToawum PepeparnbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
defeparnbHbIv opraH ncnonHuTensHon Bractn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHOW
NOLUNMHbBI, MTpeyCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon Pefepaumm o Hanorax n céopax.

(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bbigaya paspelleHun Ha npoBefdeHue KIMHUYECKNX UCCneaoBaHui NekapcTBEHHbBIX NpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHNS NO 3asiBNEHUsaM, NogaHHbIM A0 OHSA BCTyNfeHus B cuny Hactoswero deaepanbHOro
3aKOHa, a Takxke Mo 3asiBrieHusM, NoAaHHbIM nocne AHS BCTYNMeHus B cuny Hactoswero ®degepanbHOro 3akoHa Ha
OCHOBaHWW 3KCMEpPTU3, MNPOBEAEHHbIX OO0 [AHA BCTYNMEHUs B Ccuriy HacTosuwero ®epepanbHOro 3akoHa,
OCYLLIECTBIISIETCA B COOTBETCTBUM C HacToAwmMm PeaeparnbHbiM 3aKOHOM Ha OCHOBaHWW JOKYMEHTOB W [aHHbIX,
npeacTaBreHHbIX Uy NONyYeHHbIX A0 AHSA BCTYNMeHus B cuny Hactosiwero ®edepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM Konuu npegBapuTENbHOrO AoroBopa 00A3aTenbHOro CTPaxOBaHWUS >KU3HW, 300pPOBbs MAaLMEHTOB,
yyacTBYIOLUMX B KIIMHUYECKOM MCCRedoBaHUN NeKapCTBEHHOro npenapata Ans MeauuMHCKOrO NPUMEHEHUs, UIn
Konuu [JoroBopa 00653aTenbHOro CTPaxoBaHWA XW3HW, 300POBbS MALMEHTOB, Y4acTBYHOLWMX B KIMHUYECKOM
NccnefoBaHWM NEKapCTBEHHOro npenapaTta Ans MeAMUMHCKOTO NpuMeHeHus, nnbo npencTaBneHHOW Konuu
Aorosopa 06s3aTenbHOro CTpaxoBaHWUs, 3aKMOYEHHOro B COOTBETCTBMU C TUMOBLIMW Npasunammn obssaTenbHOro
CTPaxoBaHWs, C ykasaHWeM npeaenbHOW YMCIIEHHOCTU MauneHTOB, YYaCTBYOWMNX B KIIMHUYECKOM MccneaoBaHum
nekapCTBEHHOro Mnpenapata Ans MeAMUUHCKOro npumeHeHusi, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHON
NoLNMHBI, NpeaycMOTPEHHON 3akoHoAaTenbcTBOM Poccuiickon Pefepaumm o Hanorax n céopax.

(vactb 3.4 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. BapernctpmpoBaHHble B MHOCTPAHHOW BanoTe A0 AHSA BCTYNNeHus B cuny Hactosiwero degepanbHOro
3aKOHa MpefdesibHble OTMNYCKHblE LEHbl WHOCTPAHHbIX MNPOM3BOOUTENEN Ha JeKapCTBEHHblE npenaparTsl,
BKIMIOYEHHbIE B MEpPeYeHb XXM3HEHHO HEeobXOoAWMbIX W BaXKHEMLIMX JEKapCTBEHHbIX MpenapaToB, nognexart
nepecyetry B pyonm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®epepaumm Ha gaTy, YCTaAHOBIIEHHYHO
MpaButensctBom Poccuiickon Pepepauunmn, 6e3 npeAcTaBneHus 3asiBEHUA O MepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLUMX U3MEHEHW/ B rOCyOapCTBEHHbIN peecTp npedenbHbIX OTMYCKHbIX LieH Mpou3BoauTenen Ha
NleKapCTBeHHble npenapaTtbl, BKIMOYEeHHblIe B nepeYvYeHb XU3HEeHHO HeO6XOp,I/IMbIX N BaXXHENLLUX NeKapCTBEHHbIX
npenapaTos.

(vactb 3.5 BBegeHa depepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apeructpyMpoBaHHble OO AHS BCTYMMEHUA B cuny Hactosiero ®efepanbHOro 3akoHa npefernbHble
OTMYCKHbIE LiEHbl POCCUMCKMX MNPOU3BOAMTENEN Ha JEeKapCTBEHHblE MpenapaTbl, BKMYEHHbIE B MNEpPeYeEHb
XW3HEHHO HEOOXOOUMbIX U BaXXKHEWLUMX JIeKapCTBEHHbLIX NMpenapaToB, noanexart uHaekcauun ¢ 1 Hosabpst 2010
roga UCxoast U3 MpPOrHO3NPYEMOro YPOBHSI MHAMAUUKM, YCTaHOBNEHHOro ®eaepanbHbIM 3akOHOM OT 2 aekabps
2009 roga N 308-93 "O denepanbHom GrompkeTe Ha 2010 rog 1 Ha nnaHoBbin nepuog 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 roga He [onyckaklTca MNpovM3BOACTBO M BBO3 B Poccuiickyio dPepepauuio
neKapCTBEHHbIX NMPenapaToB B YMNaKOBKax C MapKMpPOBKOW, KOTopas Oblna HaHeceHa [0 OHsI BCTYMIEHUS B CUNy
HacTosilero denepanbHOro 3akoHa. o NCTeYeHUN yka3aHHOrO Cpoka AaHHbIE NIEKAPCTBEHHbIE NpenapaTtbl MoryT
OTMyCKaTbCsl, peann3oBbIBaTbCS, NepeaaBaTbCa U MPUMEHSITLCS A0 UCTEYEHMS NX CPOKA FOAHOCTM.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co pH4a BCTynneHnst B cuny Hactoswero ®enepanbHoro 3akoHa 1 no 30 anpenst 2011 roga BKNOYMTENBHO
AONycKaeTcsi MNpPOBEAEHME 3KCMEepPTU3bl eKapCTBEHHbIX CPeACcTB 3KCMepTamu 3KCMEepTHOro y4ypexneHust Ao
npoxoxageHma wumun arttectaumm B nopAapgke, YCTaHOBJIEHHOM  YNOJIHOMOYEHHbIM ¢)e,uepaanb|M opraHomMm
MCMNONHUTENbLHOM BNacTu.

5. Co pgHa BcTynneHuws B cuny HacTosiwero ®egepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKITIOYMUTENBHO OCYLLECTBIAETCA NEPEXOL K NPOM3BOACTBY fNleKapCTBEHHbIX CPeACTB B COOTBETCTBUM C NpaBuiiaMm
opraHu3aumm npousBoACTBa U KOHTPONSA KayecTBa JIEKAapCTBEHHbIX CPeACTB, yKaszaHHbIMM B 4YacTu 1 ctatbu 45
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®depepanbHbii 3aKoH OT 12.04.2010 N 61-33

(pean. ot 04.08.2023) [JokyMeHT npepnocraeneH KoHcynbTaHTI10C
"O6 obpalleHnM nekapCcTBEHHbIX cpeacTs” [aTta coxpaHenusi: 11.10.2023
(c u3m. n pgon., BCTyM....

HacTosiero deaeparnbHOro 3akoHa, B NofiHoM obbemMe. Cpoku nepexoaa Npon3BOACTBa NEKAPCTBEHHbIX CPEACTB
K MX NPOU3BOACTBY B COOTBETCTBUMN C KOHKPETHLIMU TPeBOBaHNAMMW AaHHbLIX MPaBWI, BKITKOYas CPOKU aTTecTaumm
YNOMHOMOYEHHbIX MWL, YyKasaHHbIX B 4actax 6 wu 7 ctatbh 45 HacToswero PenepanbHOro 3akoHa,
ycTaHasnusatoTcs MNMpaButensctBoM Poccuinckon ®enepaumn.

6. JlnueH3nm Ha Npou3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BblgaHHble 0o 1 sHBaps 2014 roga, oencTeyloT
nocrne 1 aHBaps 2014 roga 0o NCTEYEHUSA CpOKa UX AEWCTBUS NPU YCIIOBUM COOTBETCTBUS NULIEH3MaTa npasunam
opraHusaumM npou3BOACTBA U KOHTPOMS KayecTBa feKapCTBEHHbIX CPeACTB, YKa3aHHbIM B 4Yactu 1 crtatbun 45
HacToswero PenepanbHOro 3akoHa.

7. ®opmupoBaHME TOCYAapCTBEHHOrO 3adaHUs Ha MNPOBEAEHWE 3KCMEpPTM3bl JIEKAPCTBEHHLIX CPeACcTB
denepanbHOMy rocygapCTBEHHOMY OHOIKETHOMY YYPEXOAEHUIO MO MPOBEAEHMIO 3KCMEPTU3bl JIEKapCTBEHHbLIX
cpencTtB 1M omHaHCOBOe obecneyeHne BbIMOMHEHMS 3TOr0 3aaHusl OCYLLECTBIIAIOTCS B NOPSiAKE, YCTAHOBIIEHHOM
depepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-P3 "O HekoMMepYeCKMX opraHn3aumsix”.

(vacTb 7 BBegeHa degepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

MNpe3ngeHT
Poccuiickon ®epepaumm
O.MEOBEOEB
Mockea, Kpemnb
12 anpena 2010 roga
N 61-d3
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