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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

12 anpens 2010 roga N 61-®3

POCCUNCKAS ®EOEPALIUSA
®EOEPANbHbINA 3AKOH
OB OBPALLUEHNU NEKAPCTBEHHbIX CPELCTB

MpuHaT
"ocynapcTtseHHoW [ymon
24 mapTta 2010 roga

OpobpeH
CoseTtom Peaepaumm
31 mapTta 2010 roga

CnncoK N3MEHSIOLWLNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93,
o1 11.10.2010 N 271-93, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-®3, ot 25.12.2012 N 262-93, ot 02.07.2013 N 185-03,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-03,
oT 22.12.2014 N 429-®3 (peq. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-®93, ot 13.07.2015 N 233-93, o1 13.07.2015 N 241-93,
oT 13.07.2015 N 262-93, o1 14.12.2015 N 374-93, o1 29.12.2015 N 389-93,
oT1 02.06.2016 N 163-d3, ot 03.07.2016 N 261-d3, ot 03.07.2016 N 305-93,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-03,
oT 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-93,
o1 28.11.2018 N 449-03, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-93, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-03,
oT 27.12.2019 N 475-03, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-D3,
oT 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
oT 13.07.2020 N 206-®3, o1 08.12.2020 N 429-d3, o1 22.12.2020 N 444-03,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-3,
oT 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-03,
oT 05.12.2022 N 502-®3, o1 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
oT 28.04.2023 N 171-®3, o1 24.07.2023 N 341-93, ot 04.08.2023 N 428-03,
ot 04.08.2023 N 466-93, ot 04.08.2023 N 474-®3, o1 19.10.2023 N 503-03,
ot 30.01.2024 N 1-03)

Mnasa 1. OBLWUE NMNONOXEHUA
Crtatbs 1. lpeameT perynupoBaHus HacTosilwero ®enepanbHOro 3aKkoHa

1. Hactoswmn ®epepanbHbil 3aKOH perynupyet OTHOLUEHUS, BO3HMKalwme B CBA3M C obpaiweHvem -
pa3paboTkon,  OOKITMHUYECKUMM nccrneaoBaHuUsMN, KNUHWNYECKMN nccrneaoBaHUsaMN, 3KCnepTm3on,
rocygapCTBEHHOW perncrpaumern B COOTBETCTBUM C Hactoswmum depepanbHbIM  3akOHOM  (ganee -
rocyfapCTBeHHasi perucTpaums) unu perucrTpaument B COOTBETCTBMM C MEXAYHApPOL4HbIMU LOrOBOPaMmn 1 aktamu,
COCTaBMALWNMUN NpaBo EBpasninckoro sSkOHOMMYECKOro Co3a (ganee - perncrpaumsi), co ctaHgapTusaumnen mn ¢
KOHTpONeM KadecTBa, MNPOW3BOACTBOM, MW3rOTOBMEHUMEM, XpaHEHMEeM, NepeBO3KOW, BBO3OM B Poccuickyto
depepaumio, BbiBO30oM U3  Poccunckon Pepepauun, peknamon, OTMYCKOM, peanusauuen, nepenadven,
NpUMEHEHNEM, YHUUYTOXEHNEM NeKapCTBEHHbIX CPeaCTB.

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-93)

2. Hacroswun CDe/J,epaanan 3aKOH YyCTaHaBnMBaeT TMpuopuTeT rocyaapCTtBeHHOro perynnposaHuaA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

6e3onacHoCTH, kayecTBa 1 APPEKTUBHOCTM NEKAPCTBEHHBLIX CPEACTB NpU nx obpalleHum.
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Ctatba 2. Cchepa npumeHeHuUs HacTosiwero ®eaeparnbHOro 3akoHa

Hactoawun ®egepanbHbil 3aKOH MNPUMEHSETCS K  OTHOLLEHMSM, BO3HMKaWwum npu  obpaleHum
NeKkapCTBEHHbIX CpeacTB Ha Tepputopun Poccuiickon ®enepaumn.

Cratbsa 3. 3akoHopgaTenbLCTBO 06 OOpalleHMU NieKapCTBEeHHbIX CPeAcTB

1. BakoHopaTenbCcTBO 06 OOGpalleHMM NeKkapCTBEHHbIX CPEACTB COCTOUT M3 Hactosiwero depeparnbHoOro
3aKoHa, Apyrnx deaepanbHbIX 3aKOHOB U MHbIX HOPMAaTUBHBIX MPaBOBbIX akToB Poccunckon ®enepaumn.

1.1. 3akoHogmaTenbcTBO 06 0OpalleHNn NeKapCTBEHHbIX CPEACTB B OTHOLUEHWM OPUONYECKUX NAL, W
MHOMBMAYaAnNbHbLIX NpeanpuHUMaTenen, OCYLLECTBNAWMX AeATEeNbHOCTb Ha TeppuTOpuUM MeXAyHapOAHOro
MeOMLMHCKOro KrnacTtepa, NpUMEHSIETCS C y4eTOM OCOOEHHOCTEN, YCTaHOBIEHHbIX PeaepanbHbiM 3aKkOHOM OT 29
noHst 2015 roga N 160-®3 "O mexagyHapogHOM MeOMUMHCKOM KracTepe U BHECEHUN M3MEHEHWN B OTAESbHble
3aKkoHogaTtenbHble akTbl Poccuickon ®epgepaunn”.

(vacte 1.1 BBeageHa ®PepepanbHbiM 3akoHoM oT 29.06.2015 N 160-93; B pen. PegepanbHOro 3akoHa OT
04.08.2023 N 428-03)

2. [enictBue Hactosiwero ®degepanbHOro 3akoHa pacnpoCTpaHseTcd Ha obpalleHue HapKOTUYECKUX
nekapCTBEHHbIX CPEACTB U MCUXOTPOMHbIX NEKAPCTBEHHbLIX CPeACTB C Y4ETOM OCOBGEHHOCTEN, YCTAHOBIEHHBLIX
3akoHopaTenbcTBOM Poccuiickort degepauum 0 HapKOTUYECKUX CPEACTBaXx, MCUXOTPOMHbLIX BeLecTBax M 06 ux
npekypcopax.

3. [OeictBne  Hactosiwero  defepanbHOro  3aKkoHa  pacnpocTpaHsieTca  Ha  obpalleHue
paguodapmaueBTUYeCKnX JNekapCTBEHHbIX cpencTs c y4eToMm ocobeHHocTeN, YCTaHOBIIEHHbIX
3akoHogaTtenbcTBoM Poccuinckon ®egepaumm B obnactn obecneyeHns pagnalmoHHON 6e30nacHoOCTy.

4. Ecnn mexagyHapogHbeim goroBopom Poccurickon denepauun, MexayHapoaHbIMY JOTOBOPaMM U akTaMmu,
cocTasnsaoWmnMn npaso EBpasninckoro sKOHOMMYECKOro coko3a (garnee - akTbl, cocTaBnswowme npaso Corosa),
YCTaHOBMEHbl WHble MpaBuna, 4YeM Te, KOTOpble nNpeaycMoTpeHbl HacTodawum dPefepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBuna MexayHapoAHOro AoroBopa, npaswuna, cogepXaluecss B akrtax, COCTaBnfaoWmMX npasBo
Coto3a.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. PeleHnss MeXrocygapCTBEHHbIX OpraHoB, MPUHSTbIE HA OCHOBaHUMW MOJIOXEHUA MEeXOYyHapOLHbIX
porosopoB Poccunckon degepaumm B UX UCTOMNKOBaHMK, npoTmopedawem KoHctutyumm Poccuinckon denepaumum,
He noanexar ucnonHeHuo B Poccuiickon ®epepaumn. Takoe NpOTUBOPEYNE MOXET ObITb YCTAHOBMNEHO B NOPSIAKE,
onpeaeneHHoM deaepanbHbIM KOHCTUTYLVMOHHBIM 32KOHOM.

(4acTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickon ®enepaunm B COOTBETCTBUM C MEXAYHAPOAHbIMUM goroBopamu Poccuiickon ®epepaumm m
(vnn) Ha ocHOBe MpUHUMNA B3aMMHOCTM NMPU3HAKTCA pe3yrbTaTbl KITMHUYECKUX WCCMEeAOBaHUA NEKapCTBEHHbIX
npenapaTtoB A1 MeOULMHCKOro NpUMEHEeHUs1, NPoBeAEHHbIX 3a Npegenammn Tepputopum Poccuinckon eaepauuu.

Crtatbs 4. OCHOBHbIE MOHATUA, UCNOSNb3yeMble B HacTosieM PeaeparbHOM 3aKOHe

[na uenen HacToswero CDep,epaanoro 3aKOHa MUCMNOoJ1b3yTCA cneayrwme OCHOBHbIE MOHATUA!

1) NleKapCTBeHHble cpeacTBa - BelwlecTtBa UM KUX KoMOMHauuu, BCTynawuwine B KOHTAKT C OpraHn3Mom
YyesrioBeka Ui XXMBOTHOIO, NpoOHUKarLwine B opraHbl, TKaAHN OopraHM3Ma 4esrfioBeka Ui XXMBOTHOro, NpuUMeHdaemMble
ana FlpO(bVIﬂaKTMKI/I, ANarHoCTuKn (38 WCKIMIOYEHMEM BeLecTB WM UX KOMOWHauui, He KOHTakTupyrowmx ¢
opraHmsamMomMm 4emnoseka WIn )KI/IBOTHOI'O), neyeHust 3aboneBaHus, pea6VIJ'II/ITaL|,MM, ana  CoXpaHeHud,
npenoTBpalleHna nnmn npepbiBaHnA 6epemeHHocm M NoJnty4eHHble U3 KpoBU, nia3mMmbl KpoBKU, N3 opraHos, TKaHemn
opraHun3mMma 4enoBeka WM XKUBOTHOrO, paCTean7|, MUHEpanoB MeTogaMn cCcuHTe3a WM C MNnpuMeHeHnemM
ononoruyecknx TtexHonormn. K NeKapCTBeHHbIM cCcpeacTtBaM OTHOCATCA d)apmaueBqueCKme Cy6CTaHLI,MM 7
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

nekapcTBeHHble NpenapaTbl;

2) dapmaueBTMyeckas cybcTaHuuMsi - nekapCTBEHHOe CpeacTBO B BuAe OAHOMO WMAM  HECKOMbKUX
obragatowmx dapMaKkoriormyeckon akTMBHOCTbIO [AEWCTBYIOLLMX BeLeCTB BHE 3aBMCMMOCTM OT npupogbl
NMPOUCXOXOEHWS, KOTOpoe MpedHa3HayeHo A5 NPOM3BOACTBA, M3rOTOBMEHUS NEeKapCTBEHHbIX NpenapatoB U
onpegenseT nx aHeKTUBHOCTb;

(n. 2 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

3) BCnomoraTteribHble BellecTBa - BellectBa HeopraHM4eckoro wunn opraHn4eckoro npouncxoxaeHus,
ncnonb3dyemble B Mnpouecce npom3BoAcCcTBa, WU3roTOBMEHUA IEKapCTBEHHbIX nNpenapaTtoB AnA npuaaHna UM
HeOGXO,D,VIMbIX (*)VI3VIKO-XVIMI/I‘-IGCKVIX CBOWCTB;

4) nexkapcTBeHHble MpenapaTtbl - JIeKapCTBEHHbIE CPEACTBa B BUAE NEKAPCTBEHHbIX (hOpM, NpUMEHsIEMbIe
Ana NpodunakTUK1, AUarHOCTUKKU, redeHns 3abonesaHusl, peabunutaunn, Ans COXpaHEHWUs, NpeaoTBpalleHns
Unu npepbiBaHNs 6epeMeHHOCTY;

5) nekapcTBeHHasi popMa - COCTOsSIHME FEeKapCTBEHHOro npenaparta, COOTBETCTBYyollee criocobam ero
BBEAEHMS 1 MPUMEHeEHNs U obecnednBatoLLee JOCTUXeHEe HeobxoammMoro nevebHoro addekTa;

5.1) pos3upoBka - codepXaHWe OOHOro WM HECKONbKUX [OEWCTBYHOLIMX BeLleCcTB B KOMNUYECTBEHHOM
BbIP@XEHUN Ha €AMHMLY A03bl, UMM eguMHULy obbema, unm eguHuLy Maccbl B COOTBETCTBUM C NEKapCTBEHHON
cdopmon Nnbo ANs HEKOTOPbIX BUAOB NEKAPCTBEHHbLIX hOPM KONMYECTBO BbICBODOXOAEMOro U3 NEeKapCTBEHHOWN
¢opMbl JENCTBYIOLLIENO BELLECTBA 3a €0MHULY BPEMEHU;

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

6) nepeveHb >XM3HEHHO HEeobXoAMMbIX W BaXKHEWLUMX FeKapCTBEHHbIX MpenapaToB - YTBepXAaembli
MpaButenbctBom Poccuiickonn Pepepaumn nepeyeHb NeKapCTBEHHbIX NpenapaTtoB Ans  MeaWLMHCKOro
npMMeHeHus1, obecneynBaloLLMX MNPUOPUTETHbIE MOTPEOHOCTU 34paBOOXpPaHEHUd B Uenax npodunaktukm u
neyeHus 3aboneBaHuin, B TOM Yucne npeobnagatowmx B CTpykType 3abonesaemoctu B Poccuiickon degepaunm;
(B pea. PegepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble nekapCTBEHHble Mpenapatbl - JEeKapCTBEHHble npenapaTbl, NpegHa3Ha4YeHHble
UCKMIOYUTENBHO ANA  OWMArHOCTUKW, 3TMOMNATOrEHETUYECKOr0 WM MaTOreHEeTUYECKOro JieveHust (neveHus,
HanpaBfeEHHOro Ha MexaHU3M pa3BuUTUSA 3aboneBanHns) pegkunx (opdpaHHbix) 3aboneBaHuii;

(n. 6.1 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. ®enepansHoro 3akoHa oT 30.01.2024 N
1-93)

6.2) Buonornyeckme nekapcTBeHHble npenapatbl - NekapcTBEeHHble npenapaTbl, AENCTBYIOLWEE BELLEeCTBO
KOTOPbIX NPOM3BEAEHO MNX BblAEMNEHO U3 BMONOrMYeckoro UCTOYHMKA U NS OonpedeneHns CBOWCTB U KayecTBa
KOTOpbIX Heobxoamma KoMOuHaumst Ouonormyeckux u usmMko-xmmmudeckmx meTtogoB. K  OGuonormdeckum
nekapCcTBEHHbIM NpenapataM OTHOCATCA MMMYHOOMWOMNOrMyYeckme IeKapCTBEHHbIE MNpenaparbl, JIeKapCTBEHHbIE
npenapaTbl, NOMYyYEHHbIE U3 KPOBM, Mia3Mbl KPOBWM YErnoBeKa M XUBOTHbIX (32 WCKIMOYEHUEM LIENbHOW KPOBM),
OMOTEXHONOIrMYECKMe  NeKapCcTBEHHble MNpenapaTtbl, reHoTepaneBTUYEeCKMEe JeKkapCTBEHHble npenapaTbl,
nekapcTBeHHble npenapaTbl HA OCHOBE COMaTUYECKNX KMNETOK;

(n. 6.2 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepansHoro 3akoHa oT 04.08.2023 N
466-93)

6.3) BbICOKOTEXHOMOIMMYHbIA JIEKapCTBEHHbBIA MpenapaT - reHoTepaneBTUYeCKUA NeKapCTBEHHbIN npenapaT
AN MeOQULUMHCKOTO MNPUMEHEHWS, WM NEeKapCTBEHHbIA MpenapaT Ha OCHOBE COMAaTUYECKMX KNEeToK Ans
MeOMLMHCKOrO NPUMEHEHNS, NN TKAHEUHXXEHEPHBIN NeKapCTBEHHbLIN NpenaparT (npenapaTt TKaHEBON UHXEHEPUN);
(n. 6.3 BBegeH deaepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

7) MMMYHOBMOMOrMYEeCKNe NEKAPCTBEHHbIE MpenapaTbl - NIeKapCTBEHHbIE NMpenaparbl, NpeaHasHa4YeHHble
ans opMMPOBaHMS aKTUBHOTO WM MACCUBHOIO MMMYHUTETA MO0 OWArHOCTUKM Hamnuuus MMMyHUTEeTa WUnu
ONarHOCTUKN crneumdu4eckoro NnpnobpeTeHHOro N3MeHeHNss MMMYHOSTOTMYECKOro OTBETa Ha anneprusvpyroLimne
BewecTBa. K nmmMyHOOMONOrMyecknm nekapcTBEHHbIM Mpenapartam OTHOCSITCS BaKLMHbl, aHAaTOKCUHbI, TOKCUHBbI,
CbIBOPOTKU, UMMYHOTrNOBYNUHbI U anfneprexsbl;

(n. 7 B peq. denepansHoro 3akoHa oT 22.12.2014 N 429-$3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

7.1) OuoTexHomnormyeckne neKapcTBEHHble MpenapaTbl - feKapCTBEHHble Mpenaparbl, NPOVM3BOACTBO
KOTOPbIX OCYLLECTBISIETCA C UCMNONb30BaHMEM BUOTEXHOMOrMYecknx npoueccoB nu metogos (B Tom umcne OHK-
PEKOMOVHAHTHON TEXHOMOMMN, TEXHOMOrMM KOHTPONUPYEMOM 3SKCMPECCUN TEHOB, KOAUPYIOLINX OUONOrn4ecku
aKTuBHble Benkn B NpokapuoTax M dykapuoTax, BKNHOYasi M3MEHEHHbIE KNeTKM Mrekonutarowmx), ruépuaoMHOro
MeToda U MeTofa MOHOKITOHArbHbIX aHTUTET;

(n. 7.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTMYECKME NEKapCTBEHHbIE NpenapaTthl - NlekapCcTBEeHHbIe npenaparbl, apMaueBTnyeckas
cybCcTaHUmns KOTOpbIX ABNSETCA PEKOMOUHAHTHOW HYKIENMHOBOW KUCIIOTOW UMW BKNtoYaeT B cebst peKOMOUHaHTHYI0
HYKIMEMHOBYIO KMUCMOTY, MO3BOMSIOLWLYI OCYLECTBNATL perynupoBaHue, penapauuio, 3ameHy, gobasneHue unu
yAaneHue reHeTUYeCcKon NocnefoBaTenbHOCTY;

(n. 7.2 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) HapkoTMYeckme neKkapCTBEHHble CpeAacTBa - fleKkapCTBeHHble npenapatbl U dapMaueBTudeckue
cybGCcTaHuuW, coAepxallime HapKoTMYeckume cpencTBa W BKMOYeHHble B [lepedeHb HapKOTUYECKMX CpeacTs,
MCMXOTPOMHbIX BELLECTB U X NPEKYPCOPOB, Noanexalwmnx KoHTposto B Poccuiickon ®egepaumm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexgyHapogHbiMu gorosopamun Poccuickon ®egepaummn, B TOM
yncne EgnHon koHBeHUMen o HapkoTudeckux cpegcrteax 1961 roga;

9) NCUXOTPOMHbIE JEKapCTBEHHbIE CpPEeACTBa - JleKapCTBEHHble nMpenapatbl U dapmaueBTUYECKNE
cybcTaHuuKn, coaepxalime MCUXOTPOMNHblE BeELLECTBA W BKIOYEHHble B [lepeyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHLIX BELECTB U UX NPEKYPCOPOB, Noanexawmx KoHTponto B Poccuiickorn degepaumm, B COOTBETCTBUN C
3akoHogatenbcTtBoM Poccunckon depepaunn, mexgyHapogHbiMu gorosopammn Poccuiickon degepaumm, B TOM
yucne KoHBeHLMeN 0 NCuXoTponHbIX Bewectax 1971 roaa;

10) paguodapmaueBTMYECKME NEKAPCTBEHHbIE CPEACTBA - NEeKapCTBEHHbIE CPeACTBA, KOTOpbIE CoAepXaT B
roToBOM AN UCNOMb30BaHUA opMe OAVMH PagvOHYKNUA WM HECKOMbKO PafMOHYKNUAO0B (pagmoakTUBHBIX
N30TOMoB);

10.1) opurnHanbHbIA NEeKapCTBEHHbIN MNpenapaT - NeKkapCTBEHHbIN npenapaT C HOBbIM AENCTBYHOLLMM
BELLECTBOM, KOTOPbIV NepBbIM 3apernctpnpoBaH B Poccuickon ®egepaumy nnm B MIHOCTPaHHbIX rocygapcreBax Ha
OCHOBaHUW pe3ynbTaToB AOKITMHUYECKUX UCCNEefOoBaHUA NekapCTBEHHbIX CPeaCTB U KIMMHUYECKUX UCCreqoBaHuim
nekapCTBEHHbIX NpenapaToBs, NOATBEPXKAAOLLUNX ero KayecTBo, apeKTMBHOCTL M Be3onacHoOCTb;

(n. 10.1 BBegeH dPepepanbHbIM 3aKoHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN MNeKkapCTBEHHbIV npenapaTt - NeKapCTBEHHbIM mnpenapar, KOTOpblI MCNonb3yeTcsa Ans
OUEHKM OWO3KBMBANEHTHOCTM WM TepaneBTUYECKOW JKBMBANEHTHOCTM, KayecTBa, J(PdeKTMBHOCTM W
Ge3onacHOCTM  BOCNPOM3BEAEHHOIO fleKapCTBEHHOro npenapata wnu  6uoaHanorosoro (6monogobHoro)
nekapcTBeHHoro npenapata (6uoaHanora). B kadectBe pedepeHTHOro nekapcTBEHHOro mnpenaparta Ang
MEeOMLMHCKOrO NPUMEHEHUS UCMONb3YeTCA OPUrMHanbHbIN NeKapCTBEHHbIM NpenapaTt nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIV NpenapaT He 3aperncTpupoBaH Mnn He HaxoguTcs B obopoTe B Poccuiickon depepauun n He
HaxoguMTca B 0BOpOTEe B MHOCTPaHHbIX rOCYAapcTBax, BOCMPOM3BEAEHHbLIN feKapCTBEHHbIN npenapat wnm
GuoaHanorosblii (bruonogobHbIN) NekapCTBEHHbIN nNpenapaT (buoaHanor), KOTOpbIN NepBbIM 3aperMcTpupoBaH K3
uMcna Haxogswmxca B obopote B Poccuiickon ®Pegepauun, OGMO3KBMBANEHTHOCTb WM TepaneBTuYeckast
9KBMBANEHTHOCTb, Ka4ecTBO, 3(eKTMBHOCTL M 6e30MacHOCTb KOTOPOro OLEHMBANMUCb MO OTHOLLUEHUIO K
OpVrMHaNbHOMY NekapCTBEHHOMY npenaparty, a Takke KayecTBo, 3pdeKTMBHOCTb M 6e30macHOCTb KOTOPOro
noAaTBepXxpalTCca pesynbtaTtamm  dapmakoHaasopa W NPOBEPOK COOTBETCTBUSA NEKapCTBEHHbIX CPEeAcTs,
HaxoOsLMXCs B rpakgaHCcKoM 06opoTe, ycTaHOBMNEHHbIM TpeboBaHMAM K UX kavyecTBy. B kauectBe pedepeHTHOro
nekapcTBEHHOro npenaparta AN BETEPUHapHOro MNpUMEHEHUSI UCMONb3YeTCA feKkapCTBEHHbLIM npenapart Ans
BETEPUMHAPHOIO MNPUMEHEHUS, 3aperncTpupoBaHHbln B Poccuinckon depepaumyv Ha OCHOBaHUW pesyrbTaToB
OOKMNMUHUYECKNX UCCNefoBaHUA NeKapCTBEHHbIX CPeACTB W KIMHWYECKUX WCCNedoBaHUM feKkapCTBEHHbIX
npenapaToB, NOATBEPXKAAIOLLMX €ro Ka4ecTBo, 3PHEKTUBHOCTEL U 6E30NacHOCTb;

(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

12) BoOCMpou3BeOEHHbIV JIEKapCTBEHHbIN MpenapaTr - JeKkapCTBEHHbIM npenapat ans  MeAMLUHCKOro
NPUMEHEHUS, KOTOPbIN UMEET 3KBMBANEHTHbIN pedhepeHTHOMY NnekapCTBEHHOMY npenapaTty Ka4eCTBeHHbI COCTaB
W KOMWYECTBEHHbLIN COCTaB [OENCTBYIOLUMX BELLECTB B IKBMBANEHTHOW nekapcTBeHHOW dopme, nunbo
NEeKapCTBEHHbIN NpenapaTt Ans BETEPUMHAPHOrO NMPUMEHEHUS, KOTOPbLIA UMEET Takue Xe, YTO U pedepeHTHbIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKapcTBEHHbIM npenapaT, Ka4eCTBEHHbIA COCTaB M KONMMYECTBEHHbIN COCTaB OEMCTBYHOLLUX BELLECTB B TAKOM Xe
nekapctBeHHon  cdopme,  OMO3KBMBANEHTHOCTb MMM TepaneBTUYECKas  3KBUBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLLIEMY  pedepeHTHOMY NeKapCTBEHHOMY npenapaty MOATBEPXAeHa  COOTBETCTBYHOLLUMMU
nccneaoBaHUaAMY;

(n. 12 B pea. ®egepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTU4Yeckasi SKBMBANEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - [OOCTWKEHWE KITMHUYECKM
COMoCTaBUMbIX TepaneBTuyeckoro acpdekta n nokasartenen ah@eKTMBHOCTU M Ge30NacHOCTU NPU MPUMEHEHUN
NEeKapCcTBEHHbIX npenapaTtoB ANg  MeAUUMHCKOrO  MPUMMEHEHUs,  UMEIoLWMX OO4HO  MeXAyHapopHoe
HenaTeHToOBaHHOEe (UNN XUMUYECKOE, UNU FPyNnNUPOBOYHOE) HaVMEHOBAHWE, B 3KBMBANEHTHbIX 0O3MPOBKaxX MO
OfHVM U TEeM Xe MOoKa3aHUsSM K MPUMEHEHUIO U NMpU OAMHAKOBOM crnocobe BBeAeHUs Yy OOHOW U TOW Xe rpynnbl
OOnbHbIX;

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

12.2) 6wuoaHanorosbin (6uonogobHLIN) nNekapCcTBeHHbIM npenapaTt (buoaHanor) - Guonornyeckuni
rniekapCTBEHHbIV NpenapaT, CXOXWUi Mo napameTpaM Kayectsa, apdeKTMBHOCTM 1 6e30macHOCTU ¢ pedepeHTHbIM
Buonornyeckum nekapCTBEHHbIM NpenapaTtoM B TaKOW Xe feKapCTBEHHOM (OpMe U UMEWUA WMAEHTUYHBIN
cnocob BBeaeHUs;

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

12.3) B3aMMO3ameHsieMbli EeKapCTBEHHbIV MnpenapaTr - feKkapCTBEHHbIW npenapat C [oKa3aHHON
TepaneBTUYECKON 3KBMBANEHTHOCTbIO UM OMO3KBMBANIEHTHOCTBIO B OTHOLLEHWUU ped)epeHTHOro feKapCTBEHHOro
npenapaTa, MMEKLWNA SKBMBANEHTHbIE €My KayeCTBEHHbI COCTaB M KOMMYECTBEHHbIA COCTaB AEeWCTBYHOLLMX
BeLLeCTB, COCTaB BCMOMOraTenbHbIX BELLECTB, fleKapCTBEHHYI0 (hopMy 1 cnocob BBeAeHWS;

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

12.4) 6MO3KBMBANEHTHOCTb fEKapCTBEHHbLIX MpenapaTtoB - AOCTMKEHWE COMOCTaBMMbIX MNoKasaTenen
CKOPOCTMW BCACbIBaHWUS, CTEMNEHN MOCTYNSIEHNS K MECTY AENCTBUS U CKOPOCTW BbIBEAEHUS OQHOIO MW HECKOMbKUX
obnagarowmnx hapmMakonormyeckon akTUBHOCTbIO [AENCTBYHOLWMX BeLwecTB Mpu MNPUMEHEHUU feKapCTBEHHbIX
npenapaToB AN MEAWMLMHCKOro MPUMEHEHWs, WUMEeloWMX OOHO MeXAyHapodHOe HenaTeHToBaHHoe (unu
XMMUYecKoe, Unu rpynnmpoBOYHOE) HaMMeHOBaHWe, B 9KBMBASIEHTHbIX OO3MPOBKaxX M MpW OAMHAKOBOM cnocobe
BBeAEHWS;

(n. 12.4 BBegeH PeneparnbHbIM 3akOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOe pacTuTenbHOE Cbipbe - CBEXME WU BbICyLIEHHble pacTeHns nnbo ux 4actu,
ncnonb3yemble Ans NPOu3BOACTBA NEKAPCTBEHHbIX CPEACTB OpraHn3aunsamm - NPoM3BOAMTENAMU NEKapCTBEHHbIX
CPEeACTB WM M3rOTOBMEHUS fleKapCTBEHHbIX MpenapaToB anTeYHbIMW  OpraHusauusiMu, BeTepuHapHbIMU
anTeyHblMX  OpraHuMsauusamu,  WHAMBMAYaANbHbIMW  NpeanpuHMMaTEnsaMK,  UMEWMMU  JNIULEH3NI0  Ha
dapmaLeBTUYECKYIO OeATENbHOCTb;

14) nekapCTBEHHbIN pacTUTenbHbIA MpenapaTr - feKkapCcTBEHHbIN npenapaTt, MNpOU3BEAEHHbI UNn
W3roTOBJIEHHbIA M3 OAHOrO BUAA NEKapCTBEHHOIO PacTUTENBHOIO Chipbsl UMM HECKOMBbKNX BUOOB Takoro Cbipbs U
peanusyembii B pacacoBaHHOM BMAE BO BTOPUYHOM (MOTPEOUTENLCKOW) YNaKOBKE;

15) romeonaTtMyeckMn neKapCTBEHHbIV MpenapaT - feKapCTBEHHbI npenapaT, NpPOV3BEAEHHbIN UMK
M3roTOBMEHHbIM M3 dhapmaueBTU4eckon cybcTaHumm unu apmaueBTUYeckux cybcTaHUuin B COOTBETCTBMM C
TpeboBaHUAMN 0OWMX apMakonenHbIX cTaTel K roMeonaTtu4yeckMM FeKapCTBEHHbIM npenapartam Wi B
COOTBETCTBMU C TpeboBaHUAMN hapmMakonemn cTpaHbl MPON3BOANTENS TAKOrO NTEeKapCTBEHHONO Npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

16) mexgyHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHMEe IeKapCTBEHHOIO cpeactBa - HavMMEHOBaHWe
OeNCTBYIOLLEro BeLlecTBa (papMaueBTUYECKOW CyOCTaHuMKM, pekomeHaoBaHHOe BcemupHoOW opraHusauven
3[paBOOXPaHEHNS;

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

17) ToproBoe HauMeHOBaHWE JeKapCTBEHHOro CpeAcTBa - HauMeHOBaHWe IeKapCTBEHHOro cpeacTsa,
NMpUCBOEHHOe ero paspaboTyvkoMm, JepxaTeneM WnvM BriagenbLeM PerncTpaumoHHOrO  YAOCTOBEpPEHWS
riekapCcTBEHHOro npenapaTa;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

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

17.1) rpynnMpoBOYHOE HaMMEHOBAHWE NEKapCTBEHHOro npenapata - HaMMeHOBaHWe neKapCTBEHHOro
npenapaTa, He UMEILLEro MeXayHapoaHOro HenaTeHTOBAaHHOIO HaMMEHOBaHWS, UM KOMBUHALIMN NEKAPCTBEHHbIX
npenapaToB, WCMOMb3yeMoe B uensix 0ObeAuHeHMs VX B rpynny noa eauHbiM HauMeHOBaHWEM ucxogs M3
O[MHAKOBOrO COCTaBa AeNCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PepeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

18) obwasa dapmakonernHasa cTaTbs - LOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM dheaeparibHbiM OpraHoMm
WCNONHUTENBHON BNacTU U COAEpXallMn nepeyeHb nokasarenen kadectsa v (UNn) MeTodoB KOHTPONSA KayecTBa
KOHKPETHOW reKkapCTBEHHON (QOpPMbl, NEKApCTBEHHOIO PAaCTUTENbHOMO Cbipbs, BCMOMOraTesbHbIX BELLECTB,
onuncaHusa Bruonornyecknx, BUOXMMNYECKUX, MUKPOBNONOTNYECKNX, (PUBNKO-XUMUYECKNX, (PU3UYECKNX, XUMUYECKNX
W OpyrMx MeTOOOB aHanu3a JeKapCTBEHHOro CpedcTBa, a Tawkke TpeboBaHMs K MCMONb3yeMbiM B LENsX
NpOBEAEHUS AaHHOIO aHanM3a peakTMBam, TUTPOBaHHLIM pacTBOpaM, MHOUKATOpaM;

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-$3)

19) dapmakonenHasi ctaTbl - [OOKYMEHT, YTBEPXAEHHbIA YMONIHOMOYEHHbIM deaepanbHbIM OpraHoM
WCNONMHUTENBHON BNAacTU U COAEPXALUUM MNepeyeHb NokasaTernen kKadectBa M METOLAOB KOHTPOMsS KavecTea
NeKapCTBEHHOro CpeacTBa, NeKapCTBEHHOIO PACTUTENBHOrO Chipbsi, BCMOMOraTenbHbIX BELLECTB;

(B peq. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

19.1) ctaHgapTHble 0Opa3subl - BelecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBASIETCA KOHTPOIb
KayecTBa UccriegyemMbiX NEKapCTBEHHbIX CPEeACTB C NMOMOLLBI (PU3UKO-XMMUYECKUX U BMONOrM4eckMx MeTofoB B
uenax MOATBEPXOEHUS COOTBETCTBUSI JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM HOPMATMBHOW OOKYMEHTaLuW,
YCTaAHOBMEHHbIM MPU OCYLLECTBEHUN FOCYAapPCTBEHHOW perncTpauumn, n KoTopble NPUMEHSIIOTCS ANs KannbpoBku
CTaHOapTHbIX 06pa3sLOB NPON3BOANTENS NEKAPCTBEHHbLIX CPEACTB, UCNONb3yEMbIX Afsl KOHTPOMNS Ka4yeCcTBa M MHbIX
uenen npy obpalleHnn nekapcTBeHHbIX CPEACTB;

(n. 19.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

19.2) pbapmakonevHbIi cTaHO4apTHBIM obpa3eL, - cTaH4apTHLIV obpasel, NPon3BeAeHHbIV B COOTBETCTBUU C
hapmakonemnHon ctaTbeu;
(n. 19.2 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

20) HopmaTuBHas OOKyMEHTaUMs - OOKYMEHT, COAEpXallui nepeyveHb onpeaensiemMbix No pesynbrartam
COOTBETCTBYIOLLMX IKCMEPTU3 NokasaTernen kayecTsa NEKAPCTBEHHOIO cpeacTBa ANst MeQULMHCKOTO NPUMEHEHUS,
METOZI0B KOHTPOIS Ero KA4eCcTBa U YCTAaHOBMEHHLIN €ro Npon3BoanTENEM;

21) HOpPMaTMBHbIA [OKYMEHT - [OKYMEHT, coAepXalmi nepeyveHb OnpedensieMblx MO pesynbTatam
COOTBETCTBYHOLUMX 3KCMEepTU3 nokasaTenen kadectBa M (MM) METOAOB KOHTPOMS KayecTBa IleKapCTBEHHOM
opMbl, onucaHust BUONOrMYEecKnx, BUOXMMUYECKUX, MUKPOBUONOrMYECKUX, (PU3UKO-XUMUYECKUX, (PU3NYECKUX,
XUMUYECKMX W OPYIMX METOAOB aHanu3a nekapCTBEHHbIX CPEACTB AS1S BeTePMHAPHOro NpumeHeHusi, TpeboeaHms K
ncrnonb3yembiM B LensiX NpOBeAeHUs LaHHOro aHanusa peakTuBam, TUTPOBaHHbLIM pacTBoOpaM, MHAUKaTopaM U
YCTaHOBIEHHbI €ro Npon3BoanUTeNeMm;

21.1) oOWUA TEXHUYECKUA OOKYMEHT - KOMMIIEKT LOKYMEHTOB M MaTepuarioB, COCTOSLLMIA U3 HECKOSbKMX
pasfenoB - OOKYMEHTaUMM agMUHUCTPATUBHOIO XapakTepa, XMMUYeckomr, bapMaueBTU4EeCcKon 1 B1Monornyeckomn
OOKYMeHTauun, ¢apMakofnormyeckon, TOKCUKOSIOrMYEeCKOM AOKYMEHTauun, KIMHWUYECKOM AOKyMeHTauum wu
npeacrtaBngemMblii OAHOBPEMEHHO C 3adBfieHMEeM O rocydapCTBEHHOM perncTpauuy nekapcTBEHHOro npenapata
Ona  MeauuuHCKOro npumMeHeHuss B opmaTe, YCTaAHOBMEHHOM YMOMHOMOYEHHbIM defepanbHbiM  OpraHom
NCMNOSTHUTENTbHOW BNAacTy;

(n. 21.1 BBegeH PefeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22) ka4yeCTBO IleKapCTBEHHOrO CpeacTBa - COOTBETCTBME JieKapCTBEHHOro cpeactsa TpeboBaHUSM
dapmakonenHon cTatbu NMOO B Cryvyae €e OTCYTCTBUS HOPMAaTMBHOW [AOKYMEHTauuuM WM HOPMaTMBHOMO
OOKYMEHTa;

23) 6e30nacHOCTb NeKapCTBEHHOrO0 CPEACTBA - XapaKTepUCTUKa NeKapcTBEHHOro CPeAcTBa, OCHOBaHHas Ha
CPaBHUTENLHOM aHanuae ero ahMEKTUBHOCTU 1 puUCKa NPUYMHEHUS Bpena 300POBbIO;

www.consultant.ru Crpanuua 7 u3 135
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100033
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100034
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100036
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100037
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100018
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100038
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100040
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100041

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

24) 3hhEKTMBHOCTb NEKAPCTBEHHOIO Mpenaparta - XapakTepucTuka CTerneHW MONOXUTENIbHOMO BIUSHUS
NeKkapcTBEHHOro npenapaTa Ha TedyeHue, MPOAOIKUTENbHOCTL 3aboneBaHWs uNM ero npenoTBpalleHue,
peabunuTaumio, Ha coxpaHeHue, NpeaoTBpaLleHne Unu npepbisaHne 6epeMeHHOCTH;

25) cepusi NeKapCTBEHHOro CpPeacTBa - KONMWMYECTBO JeKapCTBEHHOro cpeacTsa, NpousBedeHHoe B
pe3ynbTaTe 0O4HOro TEXHONOrMYECKOro LiMKa ero Npou3BoanTeneM;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 n. 26 cT. cT. 4 n3naraetca B HoBon pepakummn (P3 ot 30.01.2024 N 1-®3). Cm. 6ygyuiyto
pepakuuto.

26) perncTpauMoHHOe YyOOCTOBEpPEHME NeKapCTBEHHOro npenaparta - AOKYMEHT, MoATBepXaalolmin dakT
rocyqapCTBEHHOW perncTpauuy NekapcTBEHHOro Npenapara;

26.1) pepxatenb WnM Bragenel perucTpauMoHHOrO YOOCTOBEPEHUs] FEKapCTBEHHOro npenapara -
pa3paboTunK nekapCTBEHHOro CPpeAcTBa, NMPOM3BOAUTENb NIEKAPCTBEHHbIX CPEACTB UMM MHOE KPUAMYECKOE NULO,
obnapatowiee nNpaBoM BMaAeHUs PErMcTpauMOHHbIM YAOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3(pPEKTUBHOCTL M 6E30NaCHOCTb NIEKAPCTBEHHOIO Npenapara;

(n. 26.1 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

27) perncTpaunoHHbIi HOMep - kKogoBoe 0603HaveHue, NMPUCBOEHHOE NEKAPCTBEHHOMY NpenapaTty npu ero
rocy4apCTBEHHON perncTpaumm unu permctpaumu;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

28) obpalueHne nekapCTBEHHbIX CpPeACTB - pa3paboTka, AOKMMHUYECKME WCCREeAOBaHWs, KIMHUYECKMNe
nccrnenoBaHusi, 3KCMepTu3a, rocyaapCTBEHHAs perncrpauus unu perucrpauusl, cTaHgapTu3auusi U KOHTPO&b
KadecTBa, MPOW3BOACTBO, WM3rOTOBMIEHME, XpaHeHMe, nepeBo3ka, BBO3 B Poccuiickyito deaepaumio, BbIBO3 U3
Poccuiickon ®enepauun, peknama, OTnyck, peanusauus, nepegada, npuMeHeHne, YHUHTOXEHUE NEeKapCTBEHHbIX
CpencTs;

(B pen. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-93)

29) cybbekTbl obpalleHuss rekapCTBEHHbIX CPeacTB - hm3nyeckue nuua, B TOM YuCre MHAMBMAOYambHble
npeanpuHUmaTeny, u topuavdyeckne nvua, OCYLLECTBNAIOWMNE OESTENbHOCTb NpU 06palleHun nekapCTBEHHbIX
cpencTs;

30) paspaboTumMKk nekapcTBEHHOrO CpeAacTBa - OpraHuMsauusi, obrnagatowias npaBamMu Ha pesynbTaThbl
OOKINVHUYECKUX  UCCREeAOoBaHUA  NIEKApCTBEHHOTO CpPeacTBa, KIUMHUYECKUX WUCCNELOBaHWA  NeKapCTBEHHOro
npenapaTa 1 (Mnu) Ha TEXHOMOIMI0 NPOU3BOACTBA NEKAapPCTBEHHOIO CPeACTBa;

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

31) npon3BoACTBO JeKapCTBEHHbIX CpenCTB - OeATeNIbHOCTb MO NpPOou3BOACTBY JI€KApPCTBEHHbLIX CpencTB
opraHunsaunamMmm - Nnpoun3BoanTENAMU NEKApPCTBEHHbIX CPeaCcTB Ha OAHOW CcTaguun, HECKOMNbKUX UM BCEX CTagumsaxX
TEeXHOJ10rm4eckKoro npouecca, a Takke no XxpaHeHuo n peann3aumm npomnseeeHHbIX NIeKapCTBEHHbIX CPeaCTB;

31.1) npou3BOACTBEHHas nMrowWagka - TeppuTopuanbHO OOOCOBNEHHBIN KOMMNEKC NPOU3BOAUTENS
rniekapCTBEHHbIX CpeACTB, NpegHa3HayeHHbI AN BbIMOMHEHWs BCEro npouecca Npou3BOACTBA JleKapCTBEHHbIX
CPEeAcCTB WUIn ero onpeaeneHHon cTaamu;

(n. 31.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

32) npousBoOuTENb JIEKAPCTBEHHbLIX CPEACTB - OpraHu3auusi, OCYLIEeCTBMsWAs MPOM3BOACTBO
neKkapcTBEHHbIX CPeACTB B COOTBETCTBMU C TpeboBaHMAMM HacTosiLero deaepanbHOro 3akoHa;

33) dapmaueBTUYECKan [OeATEeNbHOCTb - AEeATeNbHOCTb, BKMYawlwass B cebs ONTOBYH TOProBro
NeKapCTBEHHLIMU CpeAcTBaMM, WX XpaHeHue, MepeBO3Ky U (UNN) PO3HMYHYKD TOPrOBIIO JIEKAPCTBEHHLIMU
npenapatamm, B TOM 4uUCIe OMCTAHUMOHHBIM CnocoboM, UX OTMNYCK, XpaHeHwe, MNepeBO3KYy, W3roTOBMEHWUe
NeKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

34) opraHmnsauua ONTOBOWN TOProBJ11 JNeKapCTBEeHHbIMW CcpeacTtBamMun - opraHum3auud, ocyllecTBridrolan
ONTOBYK TOProBIO JN1€eKapCTBEHHbIMU CcpeacTtBaMun, UX XpaHeHue, nepeBO3Ky B COOTBETCTBUU C TpGﬁOBaHI/IFlMVI
HacTodLllero CDep,epaanoro 3aKOHa;

35) anTedHas opraHuMsauus - opraHu3auus, CTPYKTYpHOe noppasferneHne MeauLMHCKON opraHu3auuu,
OCYLLECTBMAIOLWME PO3HMYHYKD TOProOBMK FEKApCTBEHHbIMW MpenapatamMmi, B TOM 4uCNEe AUCTaHUUOHHBIM
cnocobom, XpaHeHwe, NepeBO3KYy, W3TOTOBMEHME W OTNYCK JIEKApPCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro
NpUMeEHEHNs B COOTBETCTBUM C TpeboBaHuAMM HacTosLero PenepanbHOro 3akoHa;

(8 pea. PepgepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-®3)

36) BeTepuHapHas anTeyHas opraHuM3auusi - opraHu3auusl, CTPYKTypHOe noapasgerieHne BeTepuHapHOMn
opraHm3aumv, OCYLLECTBNSAOWMNE PO3HMYHYKD TOProBMK JEKApCTBEHHbIMM MpenapatamMmi, B TOM 4ucne
ONCTaHUUOHHBIM CMOCOOOM, XpaHeHWe, U3rOTOBMEHNE M OTMYCK JIEKAPCTBEHHbIX NpenapaToB AN BETEPUHapPHOro
NPMMEHEHMS B COOTBETCTBMU C TpeboBaHuAMM HacTodawero PegepanbHOro 3akoHa;

(B peq. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcMduuMpoBaHHOE feKkapCTBEHHOE CPEeACcTBO - JIEeKAapCTBEHHOE CPEeACTBO, COMPOBOXAAEMOE
NOXHOW MHGOpMaLMen o0 ero coctaese 1 (Mnu) NPon3BoauTENE;

38) HepobpokayecTBEHHOE NEKapCTBEHHOE CPEACTBO - FIEKAPCTBEHHOE CPEeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHMAM hapMakonenHon cTaTbn NMbo B criyyae ee OTCYTCTBUSA TPeOGOBaHMAM HOPMATMBHOWM JOKYMEHTaLMM
UM HOPMaTMBHOMO JOKYMEHTA;

39) KoHTpadhakTHOe neKapCTBEHHOE CPEACTBO - fleKapCTBEHHOE CPeACTBO, Haxoasuieecs B obopoTe C
HapyLUEHWeM rpaXxaaHCKoro 3aKoHoAaTe NbCTBa;

40) poOKNMHMYEcCKoe WccredoBaHWe eKapCTBEHHOro cpeacTBa - Guonormyeckue, MuKpobGuonorunyeckue,
MMMYHOMOrMYeckne,  TOKCUKOMormyeckne, dapmakonornyeckme, uandeckme, XUMUYeckue U apyrue
NccrneaoBaHUsl NeKapCTBEHHOro CPeacTsa MyTeM MPUMEHEHUSt HayyHbIX METOAOB OLEHOK B LiensX MonyyeHus
JoKkasaTenbCcTB 6e30nacHOCTM, KayecTBa U 3(PEKTUBHOCTY NIeKapCTBEHHOrO CPeACTBa;

41) KNMHUYECKoe WCCrNefoBaHWE IEKApCTBEHHOro npenapaTta - WU3yYeHWe AMarHoCTUYECKMX, nevebHbIX,
npochmnakTM4yecknx, HapmaKkonormyeckux CBOMCTB NMeKapCTBEHHOro npenapaTta B NpoLecce ero NnpuMeHeHus y
YernoBekKa, XWBOTHOMO, B TOM YMCMe MPOLLEeCCOB BCACbIBaHUS, pacrnpefeneHnsi, U3MEHEHUs1 U BbIBEAEHUS, NyTEM
NMPYMEHEHMs] Hay4YHbIX METOOOB OLEHOK B LENAX MOoNyYyeHus [JokasatenbcTB 6e3onacHoCTW, kavectBa WU
3(hEKTMBHOCTN NEKAPCTBEHHOTO MpenapaTta, AaHHbIX O HeXenaTenbHbIX peakuuMsx OopraHvaMa YenoBeka,
XMBOTHOTO Ha MPUMEHEHME IEeKapCTBEHHOro npenapata M o6 addekTte ero B3aMMOAENCTBUS C OPYrMMM
nexkapcTBEHHbIMM Npenapatamu 1 (Mnu) NULLEeBbIMU NPOAYKTaMM1, KOPMaMu;

42) MHOroueHTpoBoe KIMMHUYeCKoe WuccnegoBaHue JekapCTBEHHOro npenapata Agna MeguuunHCKoro
npuMMEeHeHna - KIMHUYEeCKOe WcCcriegoBaHMe JnekapCcTBeHHOro npenaparta and MeguuuMHCKOro npuMeHeHud,
nposogunmoe pa3pa6OT‘-IMKOM NekapCTBeHHOro npenapara B OBYX U bonee MeaMLMHCKUX opraHunsauunax no
€OMHOMY NPOTOKONY KIMNMHNYECKOro nccrnengoBaHnda NekapCTtBeHHOro npenapara,

43) mexayHapoAHOe MHOMOLEHTPOBOE KIMHWYECKOE MWCCcreaoBaHWe JiekapCTBEHHOro npenapata Aans
MEeOULMHCKOrO MPUMEHEHMsT - KIIMHWYECKOe WCCrnedoBaHWe FekapCTBEHHOro npenapata Ans MeauUMHCKOro
NMPUMEHeHUs1, NPoBOAUMMOE pPa3paboTYMKOM FleKapCTBEHHOIO nNpenapata B pasfUYHbIX CTpaHax Mo eguHoMy
MPOTOKOIMY KMMHUYECKOro UCCNEeAoBaHNS NIekapCTBEHHOrO npenapara;

44) nocTpernucTpaumoHHOe KIUHUYEeCKoe WCCriefoBaHWe NeKkapCTBEHHOro npenaparta ans MeauuMHCKOro
npuMmeHeHna - KIMHUYEeCKoe WuccregoBaHue JekapCTBEHHOro npenapata Aand MeauuuHCKOro npuMeHeHus,
npoBoAMMOE MNPOU3BOAMTENEM FEeKapCTBEHHOrO npenaparta, rpPaxaaHCkuii oBOpOT KOTOPOro OCYLLECTBNSETCH
rocrie rocygapcTBEHHOW perucTpaumm Unu peructpaumu, B LEensix OOMONHUTENbHOro cbopa [aHHbIX O €ero
6e30nacHOCTN U 3PAEKTUBHOCTU, PaCLLUMPEHUS NMOKA3aHUA K MPMMEHEHUIO [aHHOMo NIeKapCTBEHHOIO npenapara, a
TaKXe BbidBNeHNnda HeXXenaTternbHbIX peaKu,M|7| nauymneHToB Ha ero p,eVICTBVIe;

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

45) nccrnegoBaHne GUOSKBMBANEHTHOCTH NeKapCTBEHHOro npenapara - B KIMHU4YECKOro mnccneanoBaHusa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKkapCTBEHHOro npenapara, NpoBeAeHNEe KOTOPOro OCYLLECTBNASETCS ANs onpeaenieHnst CKOPOCTU BcacbiBaHUSA U
BbIBEEHWNSI OLHOTO WM HECKOmbkMx obnagatowmx capmMakonormyeckon akTUBHOCTBIO AEWCTBYIOLMX BELLECTB,
KOnM4ecTBa JleKapCTBEHHOrO MpenapaTa, [OOCTUraroLero CUCTEMHOrO KpPOBOTOKA, M pe3yrnbTaTbl KOTOPOro
No3BONAOT chenaTb BbIBOA O OWMO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOIO FEKApCTBEHHOrO rMpenapata B
onpeneneHHbIX fekapcTBEHHOW hopMe M O03UPOBKE, COOTBETCTBYHLUMX hOpME M [03UpoBKE pedepeHTHOro
nekapCTBEHHOro npenapara;

(n. 45 B pea. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) nccnepoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTW fleKapCTBEHHbIX MPenapaToB - BWUA KIMHUYECKOro
nuccneaoBaHUs feKapcTBEHHbIX MpenapatoB, MpPOBEAEHWEe KOTOPOro OCYLLECTBRSeTCA ANd  BbISIBIEHUA
OAMHAaKOBbIX CBOMWCTB NEKapCTBEHHbIX MpenapaTtoB OnpeAeneHHor NeKkapCTBEHHOM (QOpMbl, a Takke Hanmuus
OAMHAaKOBbIX MNokasaTernen 6e3onacHOCTM U 3(MEPEKTUBHOCTU NEKapCTBEHHbIX MpenapaTtoB, OOUHAKOBbIX
KNMHUYECKNX 3(pEKTOB NpU UX MPUMEHEHUY;

47) npoTOKON KIMHUYECKOr0 WCCIeoBaHUA JeKapCTBEHHOTO MpenapaTta - [OOKYMEHT, B KOTOpPOM
onpedensloTcs Uenu, (OpPMbl OpraHusauMm W MeTOAOsorMsl MPOBEAEHUS  KIMHUYECKOTO WCCredoBaHus,
cTatucTuyeckne metodbl 06paboTKN pe3ynbLTaToB TaKoro UCCreaoBaHus U Mepbl Mo obecneveHuio 6esonacHoOCTH
hr3NYEcKMX NL, Y4acCTBYIOLNX B KIIMHUYECKOM UCCNEeaoBaHMN NekapcTBEHHOrO npenapara;

48) OGpowtopa wuccnegoBaTens - CBOAHOE W3MNOXEHWe pe3ynbTaToB LOKIUHUYECKOro WCCneaoBaHUs
rieKkapCTBEHHOrO cpeacTBa W KIMHWYECKOrO WCCNEAOBaHWUA JeKapCTBEHHOro npenapata Ans MeaULMHCKOro
NPUMEHEHMSI;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B n. 49 cT. 4 BHOCATCA n3MmeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. GyayLuyto pegakumio.

49) VMHMOPMAUUNOHHBIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcs B LOCTyrnHou chopme
CBefeHus1, kacalLmecs NPOBOAMMOrO KIMHUYECKOro UCCNEL0BaHUSA NEeKapCTBEHHOIO npenapaTta, U B MMCbMEHHOM
dopme pobpoBonbHOE cornacue nauMeHTa Ha yyacTue B KIMHWYECKOM WCCrefOBaHUWM JeKapCTBEHHOMo
npenapaTta nocre O3HAKOMIEHUsI C OCOBEHHOCTSIMU KIMMHWMYECKOTO WCCMELOBaHUA, UMEKLWMMU 3HaYeHne Ans
BbIPaXXEHUS TaKOro cornacus;

50) noboyHoe AencTBME - peakuus OpraHmama, BO3HMKLIAsi B CBSA3M C NPUMEHEHUEM JEeKapCTBEHHOro
npenapaTa B [03aX, PEKOMEHAYEeMbIX B WHCTPYKLUUW MO €ro MpuMMEHeHMuto, ONns npodunakTuKK, AUArHOCTUKM,
neyeHusn 3aboneBaHus unu Ans peabunutauuu;

50.1) HexxenaTenbHas peakuusi - HenpegHamepeHHast HebnaronpusTHas peakuusi opraHuama, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM NeKapCTBEHHOMO Npenapara;
(n. 50.1 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

51) cepbesHast HexenaTernbHaa peakuus - HexenaTenbHas peakuus opraHnusma, cBasaHHas ¢ NpUMeHeHneM
nekapcTBEHHOro npenaparta, npuBefllas K CMepTW, BPOXAEHHbIM aHoManusM UMM Mopokam pasBuTua nnéo
npeacTaenawwaa coboit yrposy XusHK, Tpebylowas rocnutanusauuMy Wnu npueBedllas K CTOWKOW yTpaTe
TPYAOCMNOCOGHOCTU U (UN) UHBaANUAHOCTY;

52) HenpeOBuaeHHas HeXxenaTenbHasl peakuusl - HexxenaTenbHas peakuusi opraHMama, KoTopasi cBsidaHa C
NPUMEHEHMEM JEKapCTBEHHOrO nMpenaparta B [03axX, PEKOMEHAYEMbIX B MPOTOKONE €ero KIIMHUYECKOro
uccnepoBaHusl, Opowllope uccriegoBatens, WM € NPUMEHEHWEM JIEKapCTBEHHOro npenapata B [o03ax,
peKoMeHAYeMbIX B UHCTPYKLUW MO ero NPUMEHEHUIO ANs NPOMUIaKTUKA, AMArHOCTUKN, NedeHust 3aboneBaHns unm
MeOUUMHCKON peabunuraumMm naumeHTa, W CYLIHOCTb, TSXKECTb WM UCXOL KOTOPOW He COOTBETCTBYET
WHopMauMm o nekapcTBEHHOM MpenapaTe, coAaep)kalleicsi B MPOTOKONEe ero KIMHUYECKOro WCCredoBaHus,
GpoLutope uccnegoBaTens Uy B MHCTPYKLMM NO MPUMEHEHUIO NEKapCTBEHHOMO Npenapara;

(n. 52 B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BWA [OEATENbHOCTU MO  MOHUTOPWHIY 3hdeKTMBHOCTM UK Be3onacHocTu
NnekapCTBEHHbIX MpenapaToB, HamnpaBlieHHbI Ha BbIsIBNIEHME, OLEHKY W MpefoTBpalleHne HexenaTenbHbIX
NoCneACTBUN NPUMEHEHUS NTEeKapCTBEHHbIX NpenapaTos;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(n. 52.1 BBegeH PefeparnbHbiM 3akoOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamu - nogpobHoe onucaHve MeponpusaTMA  No  hapmakoHag3opy,
HanpaBlieHHbIX Ha BbISIBIEHWE, OLEHKY W NpeAoTBpalleHMe WM  MUHUMU3ALUMIO PUCKOB, CBSI3A@HHBLIX C
NeKapCTBEHHbIMY MpenapaTtami, BKItoyasi oLeHKy 3peKTUBHOCTU JaHHbIX MEPONPUSTUN;

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

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-D3).

53) peuenT Ha nekapCTBEHHbIN Npenapart - MeAULNHCKAA AOKYMEHT YCTaHOBMNEHHON hOpMbIl, coaepXxaLlimim
Ha3Ha4eHve nekapcTBEHHOro npenapara Ans MeauUMHCKOro MPUMEHEHMNS, BblAaHHbIA MeAULMHCKUM PaboTHUKOM
B LensX OTnycKa NlekapCTBEHHOro nmpenapaTta WM ero U3rotoBfeHns n oTrnycka Ha GymaxHOM HocuTene wnm c
cornacus nauueHTa WnM ero 3akOHHOro npeacTaBuTens B (popme 3MNeKTPOHHOrO AOKYMEHTa, MOAMUCAHHOro C
NCMOMb30BaHWEM YCUIEHHOW KBanuUUUMPOBaAHHOM 3NEKTPOHHON MOANNCU MeaWUMHCKOro paboTHuka, nmbo
OOKYMEHT YCTaHOBNEHHOW (POopMbl, codepXalnii HasHayeHve neKapCTBEHHOro npenaparta Ans BeTepUHapHoro
NPMMEHeHWsl, BblAaHHbIA cneunannucTtoMm B obnactn BeTepvHapuy B LENnsax OTMyCka rnekapCTBEHHOro npenapara
WNn ero N3roToBneHns 1 oTnycka Ha GymakHOM HocuTene;

(B pea. PepepanbHbix 3akoHoB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2025 n. 54 cT. 4 nanaraetcs B HoBow peagakumm (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHuMe MeAVLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - AOKYMEHT YCTaHOBIEHHON
OpMbI, KOTOPbIN BbIMMCaH MEOUUMHCKUM PabOTHMKOM unu cneuuannctom B obnactv BeTepuHapun, UMeLMn
Ha 3TO NpaBo, U COAEPXKUT B MUCbMEHHOW hopMe ykasaHne anTevyHOW opraHusauum unv BeTepuHapHOW anTe4Howm
opraHusaumm o6 OTnycke fekapCTBEHHOro mpenapara WnvM O ero M3roToBneHun n o6 oTnycke Ans obecneveHns
ne4yeBHOro npouecca B MEANLMHCKOW OpraHv3aLmu, BeTeprHapHOW opraHm3aumu;

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

55) KomnnekcHas oueHka IeKapCTBEHHOro npernapata - OLeHKa 3aperMcTpupoBaHHOrO NeKapCTBEHHOMO
npenapaTa, BkMwoyawwas B cebs aHanvM3 mHpoOpmauMm O CPaBHUTENBHOW KIMHUYECKOW 3PEKTUBHOCTU U
6e3onacHOCTV NeKapCTBEHHOIO npenapara, OUEHKY 3KOHOMMWYECKUX MOCMEeACTBUWA ero NMPUMEHEHUs, U3yveHue
OOMNONMHUTENbHBLIX MNOCNEACTBUMN MNPYMEHEHNs MeKapCTBEHHOrO npenapata B UensaX MPUHATUS pPeLleHuin o
BO3MOXHOCTU BKIMIOYEHUS] NEKapCTBEHHOro npenapata B MnepeyeHb XXM3HEHHO HeoOXOAMMbIX WM BaXKHEMLIUX
NneKapCcTBEHHbIX MpenapaToB, HOPMAaTWMBHbIE MPAaBOBbIE aKTbl W WHblE [OOKYMEHTbl, onpeAensiowmne nopsaok
oKasaHWsi MeAULIMHCKON MOMOLLM, UITN UCKITIOYEHUS €ro N3 YKa3aHHbIX NepeyHsi, akToB U [JOKYMEHTOB;

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

56) cucTemMa MOHUTOPMHIa OBMXKEHWS JIEKAPCTBEHHBLIX NpenapaToB Ans MeOULMHCKOrO NPUMEHEHUs -
denepanbHasi rocygapCTBeHHass MHGPOPMAUMOHHAA CUCTEMA MOHUTOPUHTA  OBWXKEHUSI  JIEKAPCTBEHHbIX
npenapaToB A MeAULMHCKOrO NMPUMEHEHUS OT NPOU3BOANTENS A0 KOHEYHOIo NOTpebuTensi C UCNONb30BaHNEM B
OTHOLLIEHMM NTIEKAPCTBEHHbIX NPenapaToB A1 MeOULMHCKOIO MPUMEHEHUS CpeacTB naeHTudmkauuu.

(n. 56 BBegeH PefeparnbHbIM 3akOHOM OT 28.12.2017 N 425-93)

FnaBa 2. NOJITHOMOYUA ®EAEPANIbHbLIX OPFAHOB MCMNONHUTENBHOW
BITIACTWU, OPTAHOB UCMONHUTENIbHON BNACTU CYBBEKTOB POCCUUCKOMN
®EOEPALUU NP OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Crtatba 5. lMonHoMmouus cenepanbHbIX OpPraHOB WCMONMHUTENLHOM BracTu npu obpaleHun
reKapcTBEHHbIX CPeacTB

K nornHomoumsim ceaepanbHbIX OpraHoB UCMONMHUTENBHON BNacTu Npu obpalleHnmn nekapcTBEHHbIX CPEACTB
OTHOCATCS:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

1) npoBeaeHne B Poccuiickon degepaunm eguHON rocydapCTBEHHOW MOMUTMKM B obractu obecneyeHust
nekapcTBeHHbIMY Npenapatamu rpaxaaH B Poccuiickon Pepepavmuy;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) ytBepxaeHne oblmx apmakonemnHblx cTtaTen, papMakonemnHbIX cTaTen, u3gaHue rocyaapCTBEHHON
dapmakoneu, co3gaHme 1 BegeHne peectpa dapmakonenHblix CTaH4apTHLIX 00pasLoB;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocywectBneHne denepansHOro rocyaapCcTBEHHOrO KOHTponsi (Hags3opa) B cdepe obpalyeHuns
NeKapCTBEHHLIX CPeACTB;
(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, ot 11.06.2021 N 170-93)

4) nuueH3npoBaHKe NPON3BOACTBA JIEKapCTBEHHbBIX CPEACTB, B TOM Yncne denepanbHbiil rocy4apCTBEHHbIN
NVLUEH3NOHHBIA  KOHTPONb  AEATENbHOCTM MO MPOU3BOACTBY NEKApCTBEHHbIX CPeAcTB, Mepuoanyeckoe
NOATBEPKAEHNE COOTBETCTBUSA NMLEH3NaTa, MMEIOLEro NMMUEH3NI0 Ha NPOM3BOACTBO feKapCTBEHHbLIX CPeACTB, U
dapmMaLeBTUYECKON OeATENBHOCTM B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon degepaumy;

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

5) opraHu3dauusa aKCNepTM3bl NIEKAPCTBEHHbIX CPEACTB, 3TMYECKOM 3KCMEPTM3bl BO3MOXHOCTU MpOBeaEeHUs
KMMHUYECKOrO UCCNefoBaHUSA FeKapCTBEHHOIO npenapata Afs  MeOWMUMHCKOrO MNPUMEHEHWs, 3KCMepTusbl
OOKYMEHTOB, NpeACcTaBlieHHbIX AN onpefeneHns BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHBIN npenapar ans
MEeOMLIMHCKOrO NPUMEHEHNS B Ka4ecTBe opchaHHOro NiekapCcTBEHHOTO Npenapara;

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-93)

5.1) opraHumsauus npoBeAeHWUs KOMIMIEKCHON OLEHKU FeKapCTBEHHOro npenapata B LEensxX MNpUHATUS
PELLEHNA O BO3MOXHOCTU BKIOYEHUS NEKapCTBEHHOrO npenapata B MNepeyYeHb XXM3HEHHO HeobXoaMMbIX W
Ba)XKHENLUNX JIEKAPCTBEHHbLIX MpenapaToB, HOPMATMBHbIE MPABOBbIE aKTbl M WHblIE AOKYMEHTLI, onpenenswoLine
NopsiAoK OKa3aHWs MeaMLMHCKOM MOMOLLM UM UCKITIOYEHUS €T0 N3 YKa3aHHbIX NEPEYHS!, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH deaeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) Bblaa4va paspemeHMVl Ha nposegeHne KrnnHn4ecknx nccrnegoBaHum JleKapCTBEHHbIX NMpenapaTtoB, BeaeHne
peecTpa BblAAaHHbIX pa3pemeHvu7| Ha npoeeneHue KInnMHNn4eCcKknx nccnegoBaHum NeKapCTBEHHbIX NpenapaTtoBs;

7) rocymapcTBeHHas perucTtpauusi nekapcTBEHHbIX MpenapaToB, BedeHWe rocyaapcTBEHHOro peecTpa
NeKapCcTBEHHbIX CPeaCTB;

7.1) peructpauus, noATBEPXAEHME perucTpauuun (nepeperncrpaumsi), BHeCEeHWe WU3MEHEHUN B
perncTpaumMoHHoe [OoCbe, a Tawkke NpoBedeHME npouenyp, CBA3aHHbIX C perncrpaument, B COOTBETCTBUMM C
yTBepXaeHHbIM1n  EBpasninckon  9KOHOMWYECKOW  KOMUCCMEW npaBuramu  peructpaumm n  3KCnepTusbl
NeKapCTBEHHbIX CpeacTB  Ans MEOMUMHCKOrO MNPUMEHEHMS W MNpaBunamMy  perynupoBaHns  obpalleHus
BeTEepPUHAPHbIX NeKkapCTBEHHbIX CPeACTB Ha TaMOXEHHON Tepputopmum EBpasmninckoro 3KOHOMMYECKOro co3a;

(n. 7.1 BBegeH deaepanbHbiM 3akoHoM OT 30.01.2024 N 1-03)

7.2) npeactaBneHve wHGOpMaLMM O perncTpaumm, NoaATBEPXAEHUM perucTpaumm (nepeperucrpaumm),
BHECEHMM W3MEHEHUN B perncTpauMoHHOEe [OoCbe, a Takke O npouefypax, CBA3aHHbIX C perucrTpauuen, B
EBpasnnckyto 3KOHOMMUYECKYD KOMUCCUIO C MWCMOMb30BaHNMEM WHTErPUPOBaAHHON WMHGOPMALMOHHOW CUCTEMbI
EBpasnnckoro 3KOHOMWYECKOrO COK3a B COOTBETCTBUM C  YTBEPXAEHHbIMM EBpasninckon 3KOHOMUYECKOM
Komuccumen nopsiakoMm OpPMUPOBaHUA W BeOEeHUS eAMHOro peecTtpa  3aperucTpypoBaHHbIX JleKapCTBEHHbIX
cpenctB EBpasuiickoro 3KOHOMWMYECKOrO COH3a W MNpaBuiiaMy  pPerynupoBaHnst obpalleHnsi BeTepUHapHbIX
neKkapcTBEHHbIX CPeACTB Ha TaMOXEHHON TeppuTopmum EBpasninckoro aKOHOMUYECKOro Co3a;

(n. 7.2 BBegeH deaepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

KoHcynbTaHTlNoC: npumeyaHue.
C 01.09.2024 n. 5 cT1. 5 gononHsetca n. 7.3 (P3 ot 30.01.2024 N 1-d3). Cm. GygyLuyio pegakumio.

8) opraHunsaums n (Mnn) NpoBeaeHNEe MHCNEKTMPOBAHUST CYOBLEKTOB O00paLleHUs NiekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME YTBEPXKAEHHbIM EBpPa3nincKon aKOHOMUYECKOM KOMUCCUEN MpasBunam Haanexallen nabopatopHon
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NpaKkTUKK, NpaBunam Hagnexallen KNnMHUYeCcKom NpakTukK, npasmnnam Hagnexalen oUCTpubbIOTOPCKON NPAaKTUKK,
npasunaMm Haanexaiwlen npaktuku dapmakoHaasopa, a Takke  yTBEpXAEHHbIM  YMOMHOMOYEHHbIMM
denepanbHbiMM OpraHaMmy WCMOMNHUTENBbHOW BNacTuU MNpaBunam Haanexailen anTedHoW NpakTuKW, npasunam
XpaHeHUs NekapCTBEHHbIX CPeacTB;

(n. 8 B peq. ®epepanbHoro 3akoHa oT 30.01.2024 N 1-93)

8.1) opraHusauus u (Mnn) NpoBedeHNe NHCNEKTUPOBaAHUSA CyObekToB 0bOpalleHns NeKapCTBEHHbIX CPeacTB
Ha cooTBeTCTBME TpeboBaHMsIM MNpaBuNl Hagsnexawen npou3BOACTBEHHOW MNPAaKTMKW, Bblgaya 3akniYeHuin o
COOTBETCTBUN NPOM3BOAUTENS NEKAPCTBEHHbIX CpeAcTB TpeboBaHMsIM MpaBuil Haanexawen npon3BOACTBEHHON
NPaKTUKK;
(n. 8.1 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHoBMneHVe nopsaka BegeHUsa 1 BeAeHue rocyqapCTBEHHOro peectpa 3akmniovyeHUn o COOTBETCTBUU
Npou3BoaUTENS NEKapCTBEHHbBIX CPeacTB TpebOBaHNAM NpaBuI Haanexallen NPoM3BOACTBEHHON MPAKTUKY;
(n. 8.2 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocynapCTBEHHas perncTpauus npefenbHbIX OTMYCKHbIX LEH Mpou3BOAUTENEN Ha rekapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MepeyvYeHb XU3HEHHO HeOoBXOAMMbIX U BaXXHEWLUMX NeKapCTBEHHbLIX MpenapaTtoB, U
Be[eHNe TroCyapCTBEHHOINO peecTpa npeAenbHbIX OTNYCKHbIX LEeH Mpou3BoAUTENEeN Ha IeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NEPEYEHb KN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLNX NEKApCTBEHHLIX NpenapaTos;

(B peq. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHve TNPOEKTOB pPELIEHUA OpraHoB WCMOMHUTENbHOW Bractu cybbektoB Poccuinckon
®epepaumn o6 yctaHoOBNEHUM U (MNWN) U3MEHEHUN MpPederibHbIX pa3mepoB OMNTOBbIX HaabaBOK M MpedenbHbIX
pasMepoB pPO3HUYHbLIX HaAbaBOK K (AKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBMEHHbIM MpOU3BOAUTENSMM
nekapCTBEHHbIX NMpenapaToB, Ha NekapCTBEHHbIE NpenapaTthbl, BKMYEHHbIE B NepeyYeHb XU3HEHHO HeobXoauMbIX
N BaXKHENLLUMX NeKkapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH deaepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) Bbl@aya, ycTaHOBMeHMEe Mopsiaka BblAavM paspelleHuss Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHOrO
cpeacrtea B Poccuiickyo deagepaumio;
(n. 10 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

10.1) Bblgaya, ycTaHOBMeHWe nopsaka BblgadyM M POPMbl AOKYMEHTA, KOTOPbIM MoATBepXKOaeT, 4To
NPOU3BOACTBO JIEKAPCTBEHHOIO npenaparta Ans MeauuUMHCKOrO MPUMEHEHUSA OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHMsIMM MpaBuUn Hagnexallen NpoM3BOACTBEHHOW MNPAKTUKM WK YTO NEeKapCTBEHHLIN npenapaT Aans
BETEPMHAPHOIo NPUMEHEHNsT AonyLleH k obpalleHuto B Poccuiickon ®egepaumm, 1 nognexTt npeacTaBrieHnto no
TpeboBaHMIO YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCH NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03; B peq. PepepanbHoro 3akoHa ot 02.08.2019 N
297-03)

10.2) Bblgaya, ycTaHOBMEHME MOpsiAka BbigauvM M OOPMbl JOKYMEHTA, COOEpKaLLero CBeAeHUss O CTaansix
TEXHOMOrMYecKoro npouecca Mnpou3BoOACTBa JIEKAPCTBEHHOrO CpeAcTBa ANS  MEOWULMHCKOrO MpUMEHEHUS,
OCyLLEeCTBMNSAEMbIX Ha TeppuTopmn EBpa3ninckoro a3KOHOMUYECKOTo CO33;

(n. 10.2 BBegeH deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03, B pen. PepepanbHoro 3akoHa ot 13.07.2015 N
241-93)

11) cosgaHune COBETOB MO BONPOCaM, CBA3aHHbIM C OOpaLLeHNeEM NEKAPCTBEHHBLIX CPEACTB;
12) aTTectaums n ceptudmkaumsa cneumanucTos;
13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PepepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywecTtBneHune hapmakoHag3opa;
(n. 14 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

15) yyacTue B MexayHapoaHOM COTPYAHUYECTBE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

16) nony4eHne No 3anpocam YNorHOMOYEHHOro doeeparnibHOro opraHa UCNONMHUTENBHON BNAacTu OT OpraHoB
ncnonHuTensHon Brnactu cybwektoB Poccunckon depepaumm, a Takke oT cybbekToB obpalleHns nekapcTBEHHbIX
CPeacTB AN MeOWLMHCKOro NpUMEHEHUst MHopMaLMu No BOMPOCaM YCTAHOBMEHUS U MPUMEHEHUA LeH Ha
nekapcTBeHHble npenapaTbl U HaabaBoK K HUM;

17) npyMeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHWe 3akoHogaTenbcTBa Poccunckon ®egepaunm;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 n. 18 cT. 5 nsnaraetcs B HoBou pegakummn (P3 ot 30.01.2024 N 1-®3). Cm. ByayLuyto pegakumio.

18) yTBepxaeHWe npaBun Hagnexawen nabopaTopHOM NPaKTWKW, NpaBuUi Haanexawlem KrMHUYECKOm
NpakTWKW, NpaBui Hagnexalwlenh MNpOM3BOACTBEHHOW NPAaKTWUKW, MNpPaBuil Haanexalwlen MpakTUKM XpaHeHus wu
NepeBO3KN feKapCTBEHHbIX MpenapaToB Ans MEeAWLMHCKOrO NPYMEHEHWUsl, MpaBuil XPaHeHWs NeKapCTBEHHbIX
cpeactB ANS BETEpPUMHAPHOrOo MPUMMEHEHWs, MpaBwui Haanexawen AMCTPUOLIOTOPCKOM NPakTUKK, npasun
Hagnexaluen anTeyHon NPakTUKK, NPaBuN Hagnexawen npakTuki dapmakoHaasopa NekapcTBEHHbIX NpenapaTos
AN MEAMLUHCKOIO MPUMEHEHUS;

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

19) yctaHoBneHne nopsgka POPMUPOBAHUA PErMCTPaLUMOHHOIO OChbEe Ha fEeKapCTBEHHbIM npenapar Ans
BETEPUHAPHOIro NPUMEHeHNs 1 TpeboBaHMIA K JOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. PepepanbHoro 3akoHa oT 30.01.2024 N 1-
®3)

20) - 21) ytpatunu cuny. - PegepanbHbivi 3akoH ot 30.01.2024 N 1-$3;
22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH 0T 27.12.2019 N 475-03;

23) ytBepxxaeHne TpeboBaHMI K MHCTPYKLMM NO BETEPMHAPHOMY NPUMEHEHWIO NTEKapCTBEHHbBIX MPEnapaTos;
(n. 23 BBegeH denepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03; B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-
®3)

24) NpuHATNE peLUeHNUid, ABMAIOWNXCA OCHOBAHUSMU ANSA BKIHOYEHUS OOMEHHbLIX UMEH U (Unu) ykasaTenen
CTpaHuy, carWToB B MH(OPMAaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "WHTepHeT", a Takke ceTeBblX aapecoB B
€[IVHYI0 aBTOMAaTU3UPOBAHHYIO WHAOPMALUOHHYIO cuctemMy "EAMHBLIA peecTp AOMEHHbIX WMEH, ykasaTenen
CTpaHuy, cauToB B WHMOPMAaLMOHHO-TENEKOMMYHUKAUMOHHON ceTn "WHTepHeT" ©n ceTeBbIX afpecos,
No3BONAKWNX MAeHTUdULUMPOoBaTL CcanTbl B MHGOPMALMOHHO-TENEKOMMYHUKALUNOHHOM ceTn "MIHTepHeT",
cogepxawime uHopmaumo, pacnpocTpaHeHue kotopon B Poccunckon ®epepaumm 3anpelleHo”, B OTHOLLEHUN
nHdopmaumm, cogepxallen npeanoxeHme o pO3HNYHOW TOProBfe fNekapCTBEHHbIMU NpenapaTamu, B TOM Yucne
ONCTaHUUOHHBIM CNocobOM, PO3HMYHAs TOProBnsl KOTOPbIMW OrpaHW4yeHa Wnu 3anpelleHa B COOTBETCTBUM C
HacTodawmM PefepanbHbIM 3aKOHOM, U (MK) MHOPMaLUK, coaepxallen npeanoxeHue O PO3HUYHOW TOprosre
nekapCcTBEHHbIMU NpenapatamMu, B TOM YUCNe OUCTAHUMOHHLIM CMOCOOOM, NMMUaMU, HE UMEKLWMMN NTMLEH3UN 1
paspeLleHnss Ha OCYLLLECTBEHME Takon AeATEeNbHOCTU, €CN NOMyYEHME NULEH3UN 1 paspeLleHnsi NpegyCMOTPEHO
3aKoHoAaTenbCTBOM 06 oOpalleHnn NekapCTBEHHBLIX CPeACTB;

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

25) Bblgava paspelweHuii Ha BBOA B IpaxgaHCkMi 060poT UMMYHOBMOMNMOrMYecKUX JeKapCTBEHHbIX
npenapartos.
(n. 25 BBegeH ®epeparnbHbIM 3akoHOM OT 28.11.2018 N 449-93)

26) perynvpoBaHVe BOMPOCOB, CBA3aHHbIX C B3aUMO3aMEHSIEMOCTbI IEKAapCTBEHHbLIX MpenapartoB Ans
MEANLMUHCKOrO NPUMEHEHUS.
(n. 26 BBegeH PegepanbHbiM 3akoHOM OT 19.10.2023 N 503-$3)

KoHcynbTaHTlnoC: npumeyaHue.
Ct. 5.1 pacnpocTpaHsieTcs Ha MOfIHOMOYMSl, KOTOpble He nepefaHbl AMs  OCYLLECTBMEHUS OpraHam
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

rocyfapCTBEHHOM Bnactu cybbektoB PP M opraHam MECTHOro camoynpaBfiEHUsi COOTBETCTBYHOLLMMU
denepanbHbiMu 3akoHamy (93 ot 13.07.2015 N 233-93).

Cratba 5.1. lNepepaya ocywecTBNeHUss MNONHOMOYMN peaepanbHbIX OPraHOB MCMONHUTENbLHOMN
BNactTu npu oOpalleHun JeKapCTBEeHHbIX CPeACTB oOpraHaM WCNOSIHUTENIbHOM BIacTu CyOGbeKkToB
Poccuiickon ®epgepauumn

(BBegeHa depepanbHbimM 3akoHOM 0T 13.07.2015 N 233-03)

MonHomMmouus depeparnbHbiX OpraHoB WUCMONTHUTENBHOM BacTU npu obpalleHun NeKapCTBEHHbIX CPpeacTB,
NpeayCcMOTpPeHHble HacTosAwmM PepepanbHbiM 3aKOHOM, MOTYT MepedaBaTbCs 4S9 OCYLIECTBEHUS opraHam
ncnonHuTenoHon Bnactn cybbektoB Poccuiickon Pepepaumm noctaHoBneHusamu [NpaButensctBa Poccuiickon
depepaumnun B nopsigke, yctaHoneHHom ®egepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 06wux
NpMHUMNax opraHv3auuy 3akoHodaTernbHbIX (MPeACcTaBUTENbHBLIX) U UCMOMHUTENbBHbBIX OPraHoOB rocygapCTBEHHOM
BnacTu cybbektoB Poccuiickon depepaumm”.

Ctatba 6. MonHomMounsa opraHoB UCMONHUTENbLHOW BracTM cyb6bekta Poccuiickoin degepauuu npu
oGpalleHum NeKapCTBEeHHbIX CPeAcTB

K nonHomouussM opraHoB wMcnonHuTenbHoW Bnactu cybwvekta Poccunckon ®Pegepauumn npu obpalieHun
rnieKkapCTBEHHbIX CPedCTB OTHOCATCH:

1) paspaboTka W peanusauusi perMoHanbHbIX MporpaMM OGECTNEeYEHNST HACENeHUsl NeKapCTBEHHbIMY
npenaparamu;

2) ycTaHOBReHWe TnpefenbHbIX pPa3MepoB ONTOBbIX HagGaBoOK W MpederbHbIX pPasMepoB  PO3HUYHbLIX
HanbaBoK K (haKTUYECKMM OTMYCKHbLIM LieHaM, YCTaHOBIEHHBIM NPOU3BOAUTENSIMU NIEKAPCTBEHHBLIX NpenapaToB, Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMbIX U BaXKHEWLUMX FeKapCTBEHHbIX
npenaparos;

3) ocyluecTBMneHne perMoHanbHOro rocyaAapCTBEHHOrO KOHTPONSA 3a NMPUMEHEHVEM LieH Ha fneKapCTBeHHble
npenapaTbl, BKIIOYEHHbIE B MNepeyYeHb XWU3HEHHO HeobXoAMMbIX W BaXHEMWLUMX NeKapCTBEHHbIX MnpenapaTos,
opraHmsauMsamMum  ONTOBOW  TOProBfM  NEKapCTBEHHbIMW  cpedcTBamMu,  anTeYHbIMU  OpraHusauusmu,
UHAMBUAOYANbHBIMW  MpeanpuHUMaTensaMy, UMEeLWUMU  JNMUEH3NI0 Ha apmaueBTUYeCKyl0 OesTeNbHOCTb,
MEAMUMHCKUMY  OpraHvM3auusiMin, UMeLWMMU  JNULEeH3NIo Ha  dapmaueBTUYeCcKyl OesSTenbHOCTb, W KX
060cobrneHHbIMM  nogpasgeneHnsaMu  (ambynatopuamu,  denbawepckuMm U - enbawepcKo-akyLepCcKuMu
nyHKTaMu, LeHTpaMu (oTAeneHusiMu) obuen BpavyebHOW (CeEMEWHON) NPaKTUKK), PACMONOXEHHBIMU B CEJbCKUX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsaunu;

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

4) npuHATME pelleHns ob ucnonb3oBaHWM Ha TeppuTopun cybbekTa Poccuiickon depepaumm Hapsgy C
peuentaMM Ha JeKapCTBEHHble npenapatbl, OQOPMIEHHbIMM Ha OyMaXXHOM HoOcuTene, peuenToB Ha
NeKkapCTBEHHbIe npenapaTbl, CHOPMUPOBAHHbBIX B hOpME 3NEKTPOHHbBIX JOKYMEHTOB.

(n. 4 BBepeH deaepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

naea 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
Crtatbs 7. PaspaboTka n nsgaHue rocyaapcTtseHHou papmakoneu, pasmelleHne AaHHbIX O Hen

1. Tllog rocygapcTBeHHOW (hapmakoneen MoHUMaeTcs CcBoA4 0OWwux dapMakonemHblx craten u
bapmaKkonenHblxX cTaTen.

2. PaspaboTka obwmx apmakonerHbix cTaten u apMakonenHbix ctaTen, B TOM YMcne papMakonemnHbix
cTatei Ha apmakonenHble CTaHOapTHble o6pasubl, W BKIOYEHVWE WX B rocygapCTBeHHyK apmakoneto
OCYLLEeCTBMAIOTCA B MOpsiAKe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM deaeparnibHblM OpraHoM UCMOSNHUTENbHOM
BMNacTu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

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

3. PaspaboTka bapmakonemHon cTtaTtbl Ha pedepeHTHbIN NeKapCTBEHHbIA npenapaTt M BKIKYEHVE ee B
rOCYAapCTBEHHYIO (hapMaKkonelo B TEYEHME CpOKa AEUCTBUS 3aLUUTbl UCKIMHOYMTENBHOMO NpaBa, YAOCTOBEPEHHOMO
naTeHTOM Ha pedepeHTHbI NeKapCTBEHHbIM NpenaparT, OCYLLEeCTBSATCS C cornacus ero paspaboTtyumka.

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

4. TocypapcTBeHHasa dhapMakonesi u3gaetcs yrnofIHOMOYEHHbIM heaepanbHbIM OPraHoM UCMOSTHUTENBHOMN
BMNacTu 3a c4eT CpefcTB hefepanbHoro OomkeTa 1 NOANEXUT NepensaaHusiM He pexe Yem oauH pas B NATb JeT,
B Nepuvoa Mexay KOTOPbIMU M3OalTCsl MPUMOXKEHUs K rocydapCTBEHHOW dhapmakornee, cogepxaiwine obuime
dhapmakonenHble ctatb U (MnNn) papmakonenHble CTaTbW, YTBEPXOEHHbIE MOCre M3gaHust Unu nepensgaHus
rocygapcTtBeHHOM hapmakonen.

5. YnonHomoueHHbln dedepanbHbii  OpraH  UCMOMHUTENbHOW BNacTM pasMelwaeT [aHHble O
rocygapcTtBeHHoW dapmakonee M NPUNOXEHUsIX K HEeW Ha cBoeM odmumanbHOM cavte B cetn "UIHTepHeT" B
YCTaHOBMEHHOM MM MOpPsiaKe.

Maea 4. TIMUEH3UPOBAHUE NMPOU3BOOCTBA JIEKAPCTBEHHbIX CPEOCTB
U ®APMALIEBTUYECKOW OAEATENBbHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAA30P) B COEPE OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

Cratba 8. JlMueH3upoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbLIX CcpeacTB W ¢apmaueBTUYECKOMN
OeATenbHOCTU

1. JlMueHanpoBaHve npoOM3BOACTBA MNEKAPCTBEHHbLIX CPeAcTB U apmaueBTUYeCcKOW LOeATeNbHOCTU
OCYLLECTBMAETCH B COOTBETCTBUM C 3aKoHOAaTensCcTBOM Poccuiickon deagepaumm.

2. ObsasatenbHbIM ycnosuemMm npepnocrtaBieHna InunueH3nMm Ha npou3BOoACTBO JieKapCTBEHHbIX CpeacTB
ABNAETCA MPUINoXeHne K 3adaBJIEHUI0 Couckatena JnnueH3nn nepedHa JneKapCTBEeHHbIX q)OpM n (I/IJ'IM) BMaoB
d)apMaLl,eBTVILIeCKVIX Cy6CTaHLI,VIl7I, KOTOpble Npon3BoanTeEslb JIEKApPCTBEHHbIX CpeaCcTB HaMepeH Npon3BoanTb.

3. B cnyyae HeobxoammocTM pacliMpeHusi MPOU3BOACTBA JEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX (bopM 1 BUOOB hapMaLeBTUYECKMX CyOCTaHLMIn NPOU3BOANTENb NTEKAPCTBEHHbIX CPEACTB LOMKEH
nogatbe B JNULEH3VPYIOLLMI OpraH 3asiBfieHNe O BHECEHUM M3MEHEHUN B PEeecTp NUUEH3UN Ha NPOU3BOLACTBO
NeKapCTBEHHbIX CPeacTB.

(B pea. PepepanbHbix 3akoHoB OT 02.08.2019 N 297-03, o1 11.06.2021 N 170-®3)

4. JlvueHsnss Ha nNpPOM3BOACTBO JIEKApPCTBEHHbIX CPeACTB (dapmaueBTMyeckonm cybcTtaHuum cnvpTa
3TWUMOBOrO (3TaHoMa) Bbl4AeTCH MPU YCIOBMU HanNu4uus y opraHMsauum Ha npaBe COBCTBEHHOCTMU, XO3S9NCTBEHHOIO
BEAEHWS WNU OnepaTMBHOIO YMpaBfEeHUs OCHOBHOIO TEeXHOMorM4yeckoro obopydoBaHuWs Ans MNpoM3BOACTBa
3TUNOBOro CNUpPTa, 3aperMcTPUPOBaHHOIO B COOTBETCTBMM CO cTaTthen 14.1 degepanbHOro 3akoHa OT 22 Hos10ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM MNpoM3BOACTBaA M obopoTa 3TUMOBOrO CnupTa,
ankoronbHOM W CNUpPTOCOAepXallen NpoAaykuun u o6 orpaHudeHun noTpebrneHns (pacnuTusi) ankorosribHow
npoaykumnn".

(4acTb 4 BBegeHa ®enepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

Ctatba 8.1. OcCOGEHHOCTM FNULUEH3NPOBaHMA TMNPOM3BOACTBA JIEKAapPCTBEHHbIX CPeAcTB
(dpapmaueBTUUYECKOM CyOCTaHLMM cNUpPTa 3TUITOBOTO (3TaHONa)

(BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 481-$3)

1. [encTBre NMUEeH3Mn Ha NPON3BOACTBO JIEKapCTBEHHbIX CPEACTB (hapmaueBTUYECKON CyOCcTaHUmMM cnmpTa
3TUNOBOro (3TaHoma) NPUOCTaHaBMMBAETCA B 4YacTu NpaBa Ha MPOM3BOACTBO hapMaueBTUYECKon cybcTaHuum
crnvpTa 3TUNOBOrO (3TaHOMNa) NMUEH3NPYIOLWMM OpraHoM B crnydasx, onpeaeneHHbix ctatben 20 depepanbHoro
3akoHa oT 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHWUM OTAENbHbIX BUAOB AEATENbHOCTU", a Takke Ha CpOkK
NPUOCTAHOBIEHUA  OENCTBUS  NUUEH3UM Ha MNpOM3BOACTBO  STMMOBOrO  cCnNupta Ans  NPoOu3BOACTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

dapmaLeBTUYEeCKOn CybGCTaHLMM cnupta 3TWUMOBOrO (3TaHona), BblAAaHHOW B cooTBeTCTBUM ¢ degepanbHbIM
3aKOHOM OT 22 Hos6psa 1995 roga N 171-®3 "O rocynapCTBeHHOM perynmpoBaHuM npou3BoacTBa M obopoTa
3TUNOBOro CMNMpPTA, ankoronbHOM M cnupTocoAepXKallen Npoaykumm n ob orpaHuvyeHun notpebneHuns (pacnuTtund)
ankoronbHOW NpoayKunn®.

2. [lencTBue NUUEH3UM Ha NPOM3BOACTBO NIEKAPCTBEHHbIX CpeacTB (dhapMaueBTMYECKon cybcTaHUmMm cnupTta
3TWUMOBOro (3TaHomna) B 4YacTu npaBa Ha MpPOM3BOACTBO (papmaueBTUYECKOW CcyObCcTaHuMu crnvpTa 3TUIOBOro
(sTaHona) npekpaliaeTca NULEH3MPYIOLWUM OpraHoM B Criyyasx, onpedeneHHbix cratben 20 depepanbHoOro
3akoHa oT 4 masa 2011 roga N 99-93 "O nuueH3npoBaHUM OTAENbHbLIX BUOOB AEATENbHOCTU", @ Takke C AaTbl
NpeKkpaLleHnsi UM aHHYNMPOBaHUS OENCTBUSA NULEH3MN Ha NPOM3BOACTBO STUIMOBOrO cnupTa Ans nNpovM3BoACcTBa
capmaLeBTUYECKON CyYOGCTaHUMM cnupTa 3TUMOBOro (3TaHomna), BblAaHHOW B cooTBeTcTBUM ¢ DeaeparnbHbIM
3aKOHOM OT 22 Hos6psa 1995 roga N 171-®3 "O rocymapCTBEHHOM perynmpoBaHunM npou3BoacTBa uM obopoTa
3TUNOBOro CNMPTA, ankorofbHOM M cnNUpTOoCcodepXKallen nNpoaykumMm n o6 orpaHnyeHnn notpebneHus (pacnutms)
arnkoronbHOM nNpoaykKumm".

KoHcynbTaHTlnoc: npumeyaHue.
Ct. 8.2 Ha Tepputopuax doHeukon HapoagHon Pecnybnuku, JlyraHckon HapogHon PecnyGnuku, 3anopoxckomn
obnactn, XepcoHckon obnactu npumensietcs ¢ 01.09.2024 (43 o1 04.08.2023 N 428-93).

Ctatbl 8.2. OCOGEHHOCTM IMUEH3UpPOBaHUA papMaLeBTUYECKON [eATeNIbHOCTM B 4acTu
OCyLIeCTBeHUs1 ONTOBOM TOProBNU reKkapCcTBeHHbIMU CpeacTBaMu

(sBegeHa ®epepanbHbiM 3akoHOM OT 04.08.2023 N 428-$3)

1. Jencteme nuuUeH3un Ha apMaLeBTUYECKY0 AeATENbHOCTb B YaCTu OCYLLECTBEHNS ONTOBOW TOProBNn
NEeKapCTBEHHbIMW CcpeacTBaMy ONS MEeOULMHCKOrO MPUMEHEHUS MpekpallaeTcsl NIMUEH3UPYIOWNM OpraHoMm B
cny4vasx, onpegeneHHbix ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3nmpoBaHum
OTAENbHbIX BUOOB AEATENBHOCTU", a TakkKe NO PeLUEHUIO NIMLEH3NPYIOLLIEro opraHa, NMPUHATOMY B COOTBETCTBUM C
HacTosiLLen 4YacTblo. B cnyyae BbisIBNeHWs Npy OCyLLecTBNeHUM deneparnbHOro rocygapCTBEHHONO KOHTPONSA
(Hapg3opa) B cdhepe oOpalleHUsi NeKapCTBEHHbIX CPEACTB HapyleHWs OpraHusauuer OnNTOBOW TOProBMu
nekapcTBeHHbIMU cpeacTBaMu TpeboBaHun yacten 1 - 3 ctatbk 53 HacToswero PegepanbHOro 3akoHa AencTene
NVLEH3NN Ha dapMaueBTUYECKYH AeATEeNbHOCTb B YAacTW OCYLLECTBMEHUS] ONTOBOW TOProBMM JNIEKAPCTBEHHBIMM
cpeactBaMu NS MEOULMHCKOrO MPUMEHEHUS NMPUOCTaHaBNUBaETCA B TeyeHue decsitu paboynx OHEeN co AHSA
BbISIBIIEHNS YyKa3aHHOro HapylweHusl. [JeicTBME NULEH3MM Ha (apMaLeBTUYECKYD LEeATENbHOCTb B 4acTu
OCYLLECTBMEHMS ONTOBOW TOProBNW  NEKApPCTBEHHbIMW  CPpeacTBaMU  ANs  MEOULUHCKOrO  MPUMEHEHMS
NPUOCTaHaBNMBAETCA Ha CPOK, KOTOPbIA ONpedenseTcs fNUUEH3MPYLWUM OpraHoMm (HO HE MeHee YeM Ha OauH
MecsL), N0 UCTEYEHMM KOTOPOro AENCTBUE AAHHOW NULEH3MWN NOANEXUT MPEKPALLEHNI0 HA OCHOBAHWUM peLleHust
TNNLEH3NPYIOLLLETro OpraHa, 3a UCKMYEHNEM Cryyasi, yka3aHHOro B YacTu 2 HacTosILLEN CTaTbu.

2. [lenctBue nuueH3nn Ha papmMaueBTUYECKYI0 OEATENbHOCTb B YacTU OCYLLECTBEHWUS ONTOBOW TOProBnuv
neKkapCcTBEHHbIMW CpeAcTBaMW AN  MEeOULMHCKOTO NPUMEHEHWs, [OeNCTBMe KOTOPOW MPUOCTaHOBMEHO B
COOTBETCTBUM C YacTbio 1 HacTosWeWn cTaTbu, MOANEXUT BO3OOHOBNEHMIO B CrydYae, ecnu B nepuoa
NPUOCTaHOBIMEHNA OEWCTBUA OAaHHOW NULEH3WM B pamkax gocynebHoro o6xanoBaHus pelleHne KOHTPOSIbHOro
(Hag3opHOro) opraHa B 4acTu BbISIBMEHHOrO HapylleHus TpeboBaHum dacter 1 - 3 crtatbum 53 HacTosiero
depepanbHOro 3akoHa OTMeHeHO. B  ykasaHHOM cryyae [ewcTBue nuUeH3unm Ha dapMaueBTUYECKYo
OEeATenbHOCTb B 4acTWU OCYLLECTBIIEHUS OMTOBOW TOProBfW fneKkapCTBEHHbIMU CpeAcTBaMu AN MeAUUMHCKOro
nNpMMeHeHns1 BO30OHOBMSIETCA He Mno3gHee OfHOro paboyero OHA CO AHA OTMEHbl PEeLUeHWst KOHTPOSbHOro
(Hag3opHoro) opraHa.

Cratbsa 9. locyaapcTBeHHbIN KOHTPOSb (Hag3op) B chepe obpalleHus nekapcTBEeHHbIX CPeacTB
(B pea. PenepanbHoro 3akoHa ot 11.06.2021 N 170-d3)
1. F'ocynapcTBEHHbIV KOHTPOMNb (Haas3op) B cdepe obpalleHus nekapCTBEHHbIX CPEACTB OCYLLECTBMAETCH

nocpeAcTBoM cbedeparnbHOro rocygapCTBEHHOro KOHTPOSNs (Hagsopa) B cdepe obpalleHust fekapCTBEeHHbIX
CPeacTB M dpenepanbHOro roCcyaapCTBEHHONO JMLEH3WOHHOTO KOHTPOMS [AesTeSIbHOCTM MO  MPOU3BOACTBY
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NEeKapCTBEHHbIX  CPeACTB,  OCyllecTBNsAemblx  defepanbHbiMA — OpraHaMyv  UCMOMHUTENbHOW  BRAcTH,
yrnonHoMouyeHHbIMu [NpaButensctBom Poccuiickon depepaumu.

2. MpeagmeTom dheaepanbHOro rocyaapCTBEHHOrO KOHTpons (Haasopa) B ccpepe obpalleHns nekapCTBEHHbIX
cpencTB ABMSOTCA:

1) cobntoaeHve o6s3aTenbHbIX TpeboBaHM B cdpepe obpalleHns nekapCTBEHHbIX CPeACTB, B TOM YMCTE:

a) TpeGoBaHuUii K OOKIMHUYECKMM UCCNEAoBaHUSAM NeKapCTBEHHbIX CPeaCTB, KNMUHUYECKUM UCCMeaoBaHnsaM
NeKapCTBEHHbIX MpenapaToB, N3roTOBMEHWI0, XpaHEHUIO, NepeBo3ke, BBO3Y B Poccuiickyto deaepauuto, OTrnycky,
peanusauuu, nepedadve, nNpoAaXe JEeKApCTBEHHbIX CPeACTB, MPUMEHEHUIO JeKapCTBEHHbIX Mpenapartos,
YHUYTOXXEHWIO NEKAPCTBEHHBIX CPEACTB, YCTAaHOBIEHWUIO NMPOU3BOAUTENSMU JIEKapCTBEHHbIX MpenapaToB LEeH Ha
neKapcTBeHHble npenapaTbl, BKIOYEHHbIE B NEpeYeHb KM3HEHHO HEeoBXOAMMbIX U BaXKHEWLIMX JeKapCTBEHHbIX
npenaparos;

©) TpeboBaHUN K COOTBETCTBUIO FEKAPCTBEHHbLIX CPEACTB, HaXOASLWMXCHA B obpallieHuun, nokasaTensam
KadecTBa, 9deKTMBHOCTU U Oe30MacHOCTW, YCTAHOBIEHHbIM B COOTBETCTBUM C HacToswmMm PenepanbHbiM
3aKOHOM,;

B) TpeboBaHMM K cobnogeHnto cydbekTamm obpalleHnsi NekapCTBEHHbIX CPeACTB, yKasaHHbIX B yacTu 1
ctatbn 67.1 HacTodAwero deaepanbHOro 3akoHa, OrpaHUYEeHUI, HanaraemMmblx ctatbsaMu 67.1 n 67.2 HacTosALero
denepanbHOro 3akoHa;

2) cobnogeHne nNMUEH3MOoHHbIX TpeboBaHMIN K OCYLLEeCTBNEHUIO (hapMaLeBTUYECKON AeATENbHOCTH;

3) cobniogeHne TpeboBaHWA K npegocTaBrneHuno cybbekTamu obpalleHns neKkapCcTBEHHbIX CpeacTB
NHGOPMaLMmM O NEKapPCTBEHHbIX CPeACcTBax U (MnNu) NekapcTBEHHbIX Npenapartax, NpeaycMOTPEeHHON cTatbsimu 9.1,
52.1, 52.2 n 64 HacTosiwero PegepanbHOro 3akoHa;

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpadmnBaet cuny (P3 ot 20.10.2022 N 405-03).

4) cobnopgeHne nNpefycMOTpPeHHbIX cTaTtben 55.1 HacTosiwero ®depepanbHoro 3akoHa TpeboBaHMN K
NPOBEOEHUI0 3KCMEPMMEHTa MO OCYLLECTBIEHUO PO3HUYHOW TOProBNM JEKApCTBEHHbIMM Mpenaparamn Ansi
MELMLMHCKOINO MPMMEHEHMS, OTMyCKaeMbIMU MO peuenTy Ha fekapCTBEHHbIN npenapart, AUCTaHUUOHHbLIM
cnocobom.

(n. 4 BBegeH deaepanbHbiM 3akoHoM OT 20.10.2022 N 405-03)

2.1. B uensix obecneveHus rocyqapcTBEHHOro KOHTpons (Hagsopa) B cepe obOpalleHuss nekapcTBEHHbIX
CpeAcTB dbeaepanbHbIi OpraH WCMOMHUTENbHOW BNacTW, OCYLUECTBASIOWMN rocyAapCTBEHHYIO perncrpaumio
nekapcTBeHHbIX  MpenapaToB, npegoctaBnsaeTr  degepanbHOMYy — OpraHy — MCMOMHWUTENbHOW  BRacTtw,
OCyLLEeCTBAAOWEMY (DYHKUMM MO KOHTPOSO U Haa3opy B cdhepe 34paBOOXpaHEHWs, MO ero 3anpocy B pamkax
MEXBEAOMCTBEHHOIO  MH(OPMAaLUMOHHOIO  B3aMMOAENCTBMA B  NOPsiAKe, YCTAHOBMNEHHOM  YKa3aHHbIMU
denepanbHbIMU OpraHaMy UCMOMHMTENBHOW BNacTu, Creaylowmne CBEAEeHNs O NeKapCTBEHHbIX CpeacTBax, B TOM
yucrie B criyyae, ecriv Takme CBeleHUs1 COCTaBMA0T KOMMEPYECKYHO TalHy:

1) cBegeHust o hapmaueBTUYECKON cybCcTaHuun:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLme CBOMNCTBA;
©0) HanmeHoBaHWe 1 agpec NPON3BOLAMUTENS;

B) CBOMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

r) XapakTepucTuka Npumecen;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

A) cneundukaums Ha chapmaleBTUYeckyto cybcTaHumio 1 ee 060CHOBaHUE;

€) aHannTU4yeckne MeToaMKM, UCMONb3yeMblE NPU OCYLLECTBIIEHUN KOHTPONS KavecTBa bapmaueBTUYECKON
cybcTaHuuu;

X) pesynbTaTbl aHanM30B cepuii hapMaLeBTUYecKon cybecTaHumm;

3) NnepeyeHb CTaHAapTHbIX 06pa3uoB NN BELLECTB, UCMOSb3yeMbIX NPU OCYLLLECTBEHUN KOHTPOMS kKavyecTBa
dapmaueBTNYECKON CcyOCcTaHUMK;

n) onucaHne xapakTepUCTUK U CBOWCTB YNaKOBOYHbIX MaTtepuarnoB U YKYMOPOYHbIX CPEACTB;

K) aHHble 0 CTabunbHOCTM hapmaLeBTUYECKON CyBCcTaHLMK;

n) CPOK rogHOCTK;

2) cBegeHusa 0 NnekapCTBEHHOM npenapare 45189 MeAULMHCKOrO NPUMEHEHNS:

a) onuncaHWe 1 CocTae NlekapCTBEHHOro npenapaTa Ans MeguMunHCKOro NpUMEHEHUS;

©0) onucaHve dapmMaueBTM4eckon pa3paboTkm (obocHoBaHMe BbIGOpa cocTaBa, NEPBUYHON YNAKOBKN);

B) HaMMeHOBaHME W agpec MecTa OCYLLEeCTBNEHMS NPOM3BOACTBA JIEKApPCTBEHHOro npenaparta Ans
MEOMULMHCKOrO NMPUMEHEHUsT (B Cnydae Hanuymsi HECKOMbKMX YYaCTHMKOB Mpoluecca npousBoAcTBa HeobXxoaMmo
yKa3aTb HAUMEHOBAHWE U aApec KaXaoro 13 HUX);

r) MMKpPOOMONOrnyecKkme XxapakTepUCTUKY;

[) onvcaHne XxapakTepucTUK U CBOMCTB YNaKOBOYHbIX MaTepuarnos 1 YKYNOPOYHbLIX CPeaCTB;

e) TpeboBaHMsA K ka4eCTBY BCMOMOraTesfibHbIX BELLECTB;

)K) aHannmTnyeckne MeToaukn, ucnosnb3yemblie NMpu OCYLLEeCTBIIEHUN KOHTPOJA Ka4vecCcTBa BCMOMOratTesibHbIX
BeLleCTB,

3) cBefeHust 06 ncnonb3oBaHMM BCnoMoraTenbHbIX BELLIECTB YENOBEYECKOIrO M XXMBOTHOIO NPONCXOXAOEHUA;
I/I) cBegeHuns 06 Mcnonb3oBaHMM HOBLIX BCMOMOraTerbHbIX BELLECTB;

K) TpeGoBaHUs K Ka4yecTBY NeKapCTBEHHOro npenaparta Ans MeOULMHCKOro MpuMeHeHusi (cepTudumkart,
cneundrKaLmsa Ha NekapcTBEHHBbI Npenapat U X 06ocHOBaHUE);

J'I) aHannTn4eckne MeToOduKU, UCNOoJib3yeMble MNMpU OCYLLEeCTBIIEHUN KOHTPOJIA KadvecCTBa JIEKapCTBEHHOro
npenaparta gna MmeanumHCKoro npuMeHeHus;

M) pe3ynbTaTbl aHanM30B CEPUI NTIEKApPCTBEHHOIO NpenapaTa A1 MeAULMHCKOro NPUMEHEHNS;
H) XapakTepucTuka npumecen;

0) nepeyeHb CTaHOAPTHbIX 0OpasuoB, WCMOMb3yEMbIX MPU  OCYLLECTBIEHUM KOHTPONS KavecTea
nekapcTBEHHOro npenapara Ans MEAULUHCKOrO NPUMEHEHWS;

Mn) AaHHblE 0 CTaBUNBHOCTM NEKAPCTBEHHOrO NpenapaTta Ans MeauUMHCKOro NpUMeHeHus;
3) oT4eTbl 0 AOKMMHUYECKUX NCCeaoBaHNSsX;
4) OTYETbI O KIMHUYECKUX UCCIIEeQOBaHMSX;

5) macTep-cann cuctembl apmMakoHaa3opa;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

6) nnaH ynpaBneHns puckamu.
(vacTb 2.1 BBegeHa degepaneHbiM 3akoHOM OT 30.01.2024 N 1-03)

3. lMpn ocywecTtBneHnn depepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalyeHus
NeKapCTBeHHbIX CpeAcTB NPOBOASATCS crneayloLine BUabl KOHTPOSbHbLIX (HaA30PHbLIX) MEPONPUATUIN:

1) DoKyMeHTapHasi NPoBEpPKa;

2) Bble3gHas NpoBepkKa;

3) BbIBOPOYHbIN KOHTPOIb KA4YEeCTBa;
4) KOHTpOnbHast 3aKyrka;

5) MHCNEKLMOHHbBIN BU3NT;

6) HabnogeHne 3a cobniogeHvem  obsasartenbHbix  TpeboBaHwui  (MOHUTOPUHr  Be3onacHocTK)
(chbapmakoHagsop).

4. Opranusaumsi n ocyllecTBrneHne deaepaneHOro rocygapCTBEHHOro KOHTponsa (Hagsopa) B cdepe
obpalleHnst nekapCcTBeHHbIX CPeACTB perynupytotcs PeagepanbHbiM 3akoHom oT 31 mnons 2020 roga N 248-93 "O
rocygapCTBeHHOM KOHTpore (Haasope) u MyHuumnansHom KoHTpone B Poccuiickon ®epepauun’.

5. BHennaHoBbIM BbIOOPOYHBIA KOHTPOSMb KayecTBa NPOBOAWUTCS B TOM YMCIie Ha OCHOBaHMU MPOrpaMmbl
NPOBEPOK.

6. MnaHoBbIN BbIBOPOYHLIN KOHTPOIb Ka4ecTBa He NPOBOANTCS.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOCATCA nameHeHus (O3 ot 30.01.2024 N 1-®3). Cm. GygyLuyio pegakumio.

7. Mo pesynbtatam BbIGOPOYHOrO KOHTPOMS KayecTBa Hapsgy C  pelleHusMU, MNpeayCMOTPEHHbIMU
®epepanbHbiMm 3akoHoMm oT 31 wuwona 2020 roga N 248-®3 "O rocygapCTBeHHOM KOHTpomne (Haasope) U
MyHuUMNansHOM KoHTpone B Poccuiickon ®depepaumun”, denepanbHbiMU OpraHaMy UCNOMHUTENbHOW BRacTw,
YMOMHOMOYEHHBIMW Ha OCYLLLECTBEHME BbIOOPOYHOrO KOHTPOSS Ka4yecTBa, NPUHNMAOTCA CrieayoLme peLleHmns:

1) 0 JanbHelweM rpaxaaHckoM o6opoTe cepun, NapTM COOTBETCTBYIOLLENO NEeKapcTBEHHOro cpeacTea B
crydae MNOATBEPXOEHVS MO pe3yrbTataM MNPOBEAEHHBIX MCMbITAHWA COOTBETCTBUS KayecTBa JIeKapCTBEHHOIO
cpefcTBa YCTaHOBMEHHbIM TPEGOBaHUSIM;

2) 06 n3bATUN U3 rpaxxgaHckoro obopoTta cepum, NapTUM COOTBETCTBYHOLLErO NeKapCTBEHHOrO cpeacTBa B
criyqyae BbISIBMIeHUs MO pes3ynbTaTtam NpoBeAeHHbIX WCMbITaHUA HEeCOOTBETCTBUS KadecTBa JEKapCTBEHHOro
cpencTBa yCTaHOBMEHHbIM TpeboBaHuMsAM;

3) 0 nepeBoae NeKapCTBEHHOIO CpeacTBa Ha NOCEPUHBIN BbIOOPOYHLIN KOHTPOMb Ka4YeCTBa JIEKaPCTBEHHbIX
CPeAcCTB B criyyae NMOBTOPHOrO BbISIBIEHWUSI HECOOTBETCTBUS KayeCTBa NleKapCTBEHHOIO CpeacTBa YCTaHOBNEHHbIM
TpeboBaHuAM 1 (Npy HeobGXOOUMOCTU) O MpoBepke cybObekTa obpalleHust NekapcTBEHHbIX CPeAcTB. Pacxofbl,
CBSI3aHHble C NpoBeAEeHWEeM MOCEPUMHOIO BbIOGOPOYHOTO  KOHTPOfsi, OMfadvMBaloTCs  MPOU3BOOUTENEM
nekapCcTBEHHOro cpeAacTBa nubo fgepkatenem wnu  BnagenbuemM  PerucTpauuMoHHOro  yOoOCTOBEpPEeHUS
nekapcTBeHHOro npenapara.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 4. 7 ct. 9 gononHseTca n. 4 (®3 ot 30.01.2024 N 1-®3). Cm. ByayLuyo pegakuuio.

8. ®epepanbHblii  rOCYOApPCTBEHHbIM  NMLEH3NOHHBIA  KOHTPOMNb  OeATeNbHOCTM MO  MNPOWU3BOACTBY
nekapcTBEHHbIX CPECTB OCYLLECTBNSAETCA B COOTBETCTBUM C 3aKOHoAaTenbCTBOM Poccuiickoin denepaumu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Cratbsa 9.1. Mporpamma npoBepok
(BBegeHa depepanbHbimM 3akoHOM OT 11.06.2021 N 170-d3)

1. B uensx opraHu3auuv BbiGOPOYHOrO KOHTPOMS KayecTBa JEKAPCTBEHHbLIX CPEACTB (hopMUpyeTCs
nporpamma npoBepok.

2. ins uenemn peanusauum NporpaMMbl NPOBEPOK NPON3BOAMNTENN fNIEKAPCTBEHHbLIX CPEACTB M OpraHv3aunu,
OCyLLeCTBASIOLME BBO3 NeKapCTBeHHbIX cpeacTB B Poccunckyio depepauumio, NpefoCcTaBnsioT B OTHOLLEHUM
NEeKapCTBEHHbIX CpPeAcTB  Ans  MEeOMLUMHCKOrO MPUMEHEHUS B YMNOMHOMOYEHHbIN dheaepanbHbIn - opraH
WCNONHUTENBHON BNAacTU, OCYLLECTBASIOLNA (PYHKUMM MO KOHTPOMO U Haas3opy B cdepe 3apaBOOXpaHEHus, B
OTHOLLIEHMMN NEKAPCTBEHHbIX CPeACTB AN BETEPUHAPHOro NPMMEHEHUS B YNOMTHOMOYEHHBIN heaepanbHbIi OpraH
WCMONMHUTENbHOW BRacTW, OCYLUECTBMSIOWMA (YHKUMM NO KOHTPOMO W Hag3opy B cdepe obpalleHus
NeKapCTBEHHbIX CPEeACTB Afsi BETEPUMHAPHOTO MNPUMEHEHWsl, CBEOEHWUsI O CEpUsiX, NapTUSX JeKapCTBEHHbIX
cpefcTs, nocTynawwmx B rpaxgaHckun obopoT B Poccuiickon ®epepauun, B nopsigke, coctaBe M obbeme,
YCTaHOBMEHHbIX YKa3aHHbIMW befeparnbHbiMUM OpraHamMu UCMOMHUTENBHOM BNAcTWM B OTHOLLEHUW NEeKapCTBEHHbIX
cpeactB AN MeOWMUMHCKOrO MNPUMEHEHUST M B OTHOLUEHMW JIEKapCTBEHHbIX CPEeACTB ANsi BETEPUHAPHOro
NPUMEHEHNS COOTBETCTBEHHO.

3. Tlporpamma npoBepok opmmpyeTca Ha kKaneHgapHeln rog B cpok go 30 pekabpsa roaa,
npeaLwecTBYOLLErO rogy NpoBeaeHnst BbIBOPOYHOIro KOHTPOSS.

4. B cniyyae HacTynneHus cobbITUA, yKasaHHbIX B NoAnyHKTax "0" 1 "B" NyHKTa 2 4acTu 6 HaCTosILLEN CTaTby,
degepanbHbIM OpraHoOM UCMOMHUTENBbHOW BRAacTK, OCYLLECTBASIOWMM YHKLUKN NO KOHTPOMO 1 Haa3opy B cdepe
34paBooOXpaHeHus, dedepanbHbiM OpraHoM MCMONHUTENbHOW BNACTW, OCYLLECTBASIOWMM (PYHKLMN MO KOHTPOSIO
1 Hagsopy B chepe obpalleHns nekapcTBEHHbIX CPeacTB A1 BETEPUHAPHOrO NPUMEHEHWS, Npy HeOBX0AMMOCTH
BHOCATCH COOTBETCTBYIOLLNE U3MEHEHMS B NPOrpammy npoBepOK.

5. B nporpammy MpOBEPOK MOryT BKIYATLCSA MEPONPUATUS C Y4ETOM HapyLUEHWU, BbISBIEHHbLIX B pamMKax
KOHTPOJbHbIX (HAA30PHbIX) MEPONPUATUIA 3a NpeablAyLWNA KaneHgapHbIv roa.

6. Nporpamma NpoBepPOK COAEPKUT:

1) nepedeHb neKapCTBEHHbIX CpeacTB, OTOOp 06pasLoB KOTOpbiX OygeT OCyLecTBRAATbCA B pamkax
BbIOOPOYHOrO KOHTPONHA, OpPMUPYEMBIN C y4ETOM Pe3ynbTaToB rocyaapCTBEHHOrO KOHTposs (Hagsopa) B cdepe
obpalleHns nekapcTBEeHHbIX CPeACTB 3a KaneHaapHbI rof, NpeAwecTByLWMA rogy npoBedeHus BbIGOpOYHOro
KOHTpOns;

2) ykasaHue Ha cobbITWe, HacTyNneHne KOTOPOro SIBMSIETCA OCHOBaHUEM AJsi OCYLLECTBMNEHMWS] BbIGOPOYHOro
KOHTpOns:

a) norny4vyeHne CBeOeHUn, NpeacTaBnseMbiX B COCTaBe U obbeme, YCTaHOBMEHHbIX dheaepanbHbIM OpraHoMm
WCNONHUTENBHON BNACTU, OCYLLECTBRSIOWNM YHKLUUN MO KOHTPOMO U Haasopy B cdepe 34paBoOXpaHeHwus,
deneparnbHbIM OpPraHOM UCMOMHUTENBHOW BNACTW, OCYLLECTBASIOWNM (PYHKLIMM MO KOHTPOMO U Haa3opy B cdepe
obpalleHnsi nekapCTBEHHbIX CPeacTB AN BETEPMHAPHOIO MPUMEHEHUS, O Cepusix, MapTusaX JeKapCTBEHHbIX
CPEACTB, MOCTyNawLwWmX B rpaxgaHckum obopoT B Poccuickon depepaumu, ykasaHHbIX B MyHKTE 1 HacToALen
YyacTu, opraHu3aumusiMmn, OCyLLLEeCTBNSOLWUMM NPOM3BOACTBO NEKapCTBEHHbIX cpeacTs B Poccuiickon depepaumm un
BBO3 leKapCTBEHHbIX cpeacTB B Poccuiickyto Penepauuio, 3a UCKITHOYEHNEM CEPUIN UMW NApPTUIN NEKAPCTBEHHbIX
npenapaToB, yka3aHHbIX B YacTn 4 ctatbk 52.1 n yactn 6 ctatbn 52.2 HacTosilwero PegepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

©) nonyyeHvne nocTynarwLen B Nopsiake, yCTaHOBNEHHOM cTaTbell 64 HacTosiwero PefepanbHOro 3akoHa,
MHopMaumMm O NOOOYHBIX OENCTBUSAX, HEeXenaTeNnbHbIX pPeakuusxX, CEepbe3HbIX HeXenaTerbHbIX peakuusX,
HenpeaBUOEHHbIX HEeXernaTeNbHbIX peakumsaxX Npyu NPMMEHEHUN NekapCTBEHHbIX NpenaparToB, 00 NHANBMAYANbHOM
HEMNepeHoCMMOCTN, OTCYTCTBUM 3PAEKTMBHOCTU JIEKAPCTBEHHbIX NpenapatoB, a Takke 06 WHbIX dakTax u
obcTosTenbCTBax, NPeaCcTaBNSAOLWMX Yrpo3y XU3HU UMM 340POBbI0 YenoBeka NMbo XXMBOTHOrO Mpy MPUMEHEHWM
NEKapCTBEHHbIX MpenapaTtoB M BbISBMIEHHbIX Ha BCEX 3Tanax oOpaleHus NeKapCTBEHHbIX npenapaTtoB B
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Poccuiickon ®egepauuun n gpyrux rocygapcrsax;

B) nonyyeHne B cooTBeTcTBUM C PepgepanbHbiM 3akoHom oT 31 wuong 2020 roga N 248-93 "O
rocyaapCTBeHHOM KOHTporie (Haasope) M MyHuuunanbHoM KoHTpone B Poccuiickon ®depepaummn” cBegeHun o
NpUYMHEHNW Bpeda unm ob yrpose NpUYNHEHUS Bpeaa XXW3HW, 300POBbI0 rPaXaaH UM XMUBOTHbIX.

Cratba 9.2. NocygapCTBEeHHbIA KOHTPONb (HaA3op) 3a peanu3auven opraHamMu MUCNONHUTENbHOM
Bnactu cybbektoB Poccuickon ®epgepaunm nonHomoum B ccpepe obpalleHUs NieKapcTBEeHHbIX CPeaAcTB
ANA MeAULMHCKOro NpUMeHeHus

(BBegeHa ®egepanbHbimM 3akoHOM OT 11.06.2021 N 170-03)

1. FocynapCTBEHHbIN KOHTPOMb (Haa3op) 3a peanu3auven opraHaMu MCMOMHUTENbHOW Bnactu cybbekToB
Poccuiickonn degepaumm nonHoMouun B cdepe obpalleHust feKapCTBEHHbIX CpeacTB Anst MeaULMHCKOro
NPUMEHEHUS1  OCYLLLECTBNSiIETCA  yrnoriHoModeHHbIM  [paButenbctBoM  Poccuiickon  depepauumn  opraHom
NCMOMHNTENBHOWN BNAacTu.

2. NMpepmeTOoM rocyaapCTBEHHOro KOHTPONSA (Haasopa) 3a peanusauunelnt opraHaMy UCTNONTHUTENBHOW BNacTu
cybbektoB Poccuiickon ®egepaumy nonHomounn B cdepe oOpalleHuss fekapCTBEHHbIX CpeacTs  Ans
MEeOMUMHCKOrO MpUMEHeHus sBnseTcd cobniogeHne YNnonHOMOYEHHbIMW OpraHamm WUCMOMHMTENbHOW BRacTu
cybbektoB Poccuinckon Pegepaumm MeTOAMKM YCTAHOBNEHMS MpedenbHbIX pasMepoB OMTOBbIX HaAbaBoOK K
npegenbHbIX pasmMepoB  PO3HMYHBLIX  HAgbaBOK K  (PAKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBIEHHbIM
NPOVN3BOAUTENSAMM NEKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHble Mpenaparbl, BKIOYEHHble B MepeyeHb
XM3HEHHO HeOoBX0AMMBIX U BaXKHENMLLNX fIeKapCTBEHHbIX NpenapaTos.

3. Tlpm ocywecTBneHMn rocygapCTBEHHOIO KOHTponsa (Hagsopa) 3a peanv3auven  opraHamm
ncnonHuTenbHon Bnactu cybbekrtoB Poccuinckon Pegepaummn nonHomouun B cdepe obpalleHns nekapCTBeHHbIX
cpeacTB Ans MeguLMHCKOro NPUMEHEHNs NPOBOAATCS crneayloLmne Buabl MePOnpUATUN:

1) BOKYMeHTapHbIe NPOBEPKMY;
2) Bble3Hble NPOBEPKU.

4. OpraHusaums u OCyLLEeCTBMEHME TOCYAapCTBEHHOINO KOHTpons (Hags3opa) 3a peanusaumen opraHamu
ncnonHuTensHon BnacTu cyobektoB Poccuiickon ®egepaummn nonHomoumnn B cdepe obpalleHuns nekapcTBeHHbIX
cpencTB AN MeQMUUHCKOro NpUMeHeHns perynupytotca ®efeparnbHbiM 3akoHOM OT 6 okTsiopsa 1999 roga N 184-
®3 "O6 obwux npuHUMNax opraHu3aumu 3akoHodaTernbHbIX (MPeACcTaBUTENbHBLIX) U UCMOMHUTENBHBIX OPraHoB
rocygapCcTBeHHON BrnacTu cyobekToB Poccuiickon ®Pegepaumun”.

5. lNonoxeHne o rocygapCTBEHHOM KOHTpoOre (Hags3ope) 3a peanusauvein opraHamu UCMONHUTESbHON
Bnactn cybbektoB Poccuickon ®degepaumm nonHomouuin B cdpepe obpalleHus nekapCTBEeHHbIX CPeAcTB Ans
MeaMUMHCKOro NpuMeHeHns yteepxxaaetcs Npasutensctsom Poccunckon ®egepavmu.

Cratba 9.3. PernoHanbHbIN rocyfapCTBEHHbIA KOHTpONb (Hag3op) 3a NPMMEHEHWEeM LeH Ha
NieKapCTBEHHbIE MNpenapaTtbl, BKIOYEHHbIE B TMepe4vYeHb XKU3HEHHO HeoOXoAMMBLIX W BaXXHEMWLUMX
JNleKapCTBEHHbIX NpenapaToB

(sBegeHa ®epepanbHbiM 3akoHoM OoT 11.06.2021 N 170-$3)

1. PervoHanbHbI rOCYOapCTBEHHbBIN KOHTPONb (Hag30p) 3a NPUMEHEHWEM LEH Ha JeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B MEpeyYeHb XW3HEHHO HeobXoOAMMbIX W BaXHEWLUMX JeKapCTBEHHbIX MNpenapaTos,
OCYLLECTBMAETCA OpraHoM WCMNOMHMTENbHOW Briactu cybbekta Poccunckon Pepepaumum, YNnosTHOMOYEHHBIM
BbICLUMM MCMOHUTENbHBIM OpraHoM rocyaapcTBEHHOW BnacTu cybbekta Poccunckon ®egepauuu.

2. lNpeOomeToM pernoHanbHOro rocydapCTBEHHOTO KOHTpomns (Hagsopa) 3a MpUMEeHeHVMeM LeH Ha
nekapcTBeHHble Npenapatbl, BKIOYEHHblIE B NepeyeHb KM3HEHHO HEeoBXOoOMMbIX U BadKHEWLIMX reKapCTBeHHbIX
npenapaTtoB, SBMNsSeTCA COOMOAEHNe OpraHM3auusiMy  OMTOBOW TOPrOBMM  NEKAPCTBEHHBIMU  CpeacTBamy,
anTeYHbIMU  OpraHM3auusiMKi,  VHAMBUAOYaANbHBIMU  MPEANPUHUMATENSMY,  UMEKLWVMU  JNULEH3NI0  Ha
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dapmaueBTUYECKYI0  OeATEeNbHOCTb,  MEAUUMHCKMMMW  OpraHuMsauvsMy,  UMeWwuMMU  NULEH3UK  Ha
dapmMaLEeBTUYECKYIO AEATENBHOCTb, U UX 060COBNeHHbIMM NogpasaeneHnammn (ambynatopmsamm, enbaliepckumm
N enbaepcko-akyLlepckuMy nNyHKTamu, LeHTpamu (oTaeneHuammn) obuien BpadebHon (CemenHon) npakTuku),
PacnonoXeHHbIMN B CENbCKUX HaCeneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuYHble opraHu3auuu, npu
peanu3aunMvM NeKapCTBEHHbIX MpenapaTtoB TpeboBaHWA K MPUMEHEHMUIO LIEH, YPOBEHb KOTOPbIX HEe [OOJIKEH
npeBbllWaTb CyMMYy (aKTMYECKOM OTMYCKHOW LEHbl, YCTAHOBIIEHHOW MPOU3BOAUTENEM NEKapCTBEHHbIX
npenapaToB, U KOTOpbIE HE MPEBbLILLAIOT 3aperMCTPUPOBaHHbLIX NPeAenbHbIX OTMNYCKHbIX LIEH, U pa3MepoB ONTOBbIX
HagbaBoK M (MnK) pasMepoB PO3HUYHBIX HAaAOaBOK, HE MPEBbILIAILWMX COOTBETCTBEHHO Pa3MEPOB NpeAenbHbIX
onToBbIX HagbaBok W (UNKM) pas3MepoB MpederibHbIX PO3HWYHbIX HaabaBOK, YCTAHOBMEHHbIX B CyObekTe
Poccuinckon degepaumu.

3. OpraHumsaums u OCYLLECTBMEHUE PErMoHanbHOro roCcyAapCTBEHHONO KOHTpons (Hagsopa) 3a
NPUMEHEHMEM LIEH Ha IeKapCTBEHHble Mpenapatbl, BKMOYEHHbIE B MepevYeHb XU3HEHHO HeobXoauMMbIX U
Ba)KHENLINX NeKapCTBEHHbIX npenapaTtos, perynupytotca degepanbHbiM 3akoHom oT 31 mona 2020 roga N 248-
®3 "O rocygapCTBEHHOM KOHTpoOne (Haa3ope) u MyHuumnansHom KoHTpone B Poccuickon ®egepauyun’.

4. TlonoxeHne O pervoHanbHOM TrOCYAapCTBEHHOM KOHTpofie (Hags3ope) 3a NpMMEHeHWeM LUeH Ha
nekapcTBeHHble npenaparbl, BKNIOYEHHbIE B NepevYeHb XU3HEHHO HEeOOXOAMMbBIX M BaKHEMNLUIUX MeKapCTBEHHbIX
npenapaToB, yTBEPX4AEeTCS BbICLUMM MCNOMHUTENbHBIM OPraHOM rocyaapCTBEHHOW BNacTu cybbekta Poccuickon
depepauymm.

Ctatba 9.4. ®degepanbHblii rocyAapCTBEHHbIA JIMLEH3UOHHbLIA KOHTPOJib AeATerlbHOCTU Mo
NPOM3BOACTBY NleKapCTBEHHbIX CPeacTB

(BBegeHa ®epepanbHbiM 3akoHoM oT 11.06.2021 N 170-$3)

1. ®depepanbHbll  rOCY4ApPCTBEHHbIN  FIMLEH3NOHHbLIN  KOHTPOSlb  OEATENbHOCTM MO  MNPOU3BOACTBY
NeKkapCTBEHHbLIX  CpeacTB  ocywecTBngetca  dpegepanbHbiIMW - OpraHamu MCMNOSTHNTENBHOMN BMacTy,
ynonHoMoYeHHbIMu NpaButenscTBom Poccuiickon deaepaumu.

2. depepanbHbIi  TOCYLAPCTBEHHbIA  NIMLEH3MOHHBLIN  KOHTPOMb  AEATENbHOCTM MO MPOM3BOACTBY
nekapcTBEHHbIX CPeacTB OCYLLeCTBNAETCH B cooTBeTCTBUM ¢ DefepanbHbiM 3akoHoM oT 4 mas 2011 roga N 99-
@3 "O nuueH3npoBaHun OTAENbHbIX BMAOB AeaTenbHocT" n degepanbHbiM 3akoHoM oT 31 uions 2020 roga N
248-03 "O rocygapCTBeHHOM KOHTporie (Hagsope) u MyHuuunansHoM KoHTpone B Poccuiickon ®epepauumun”. B
pamkax denepanbHOro rocyaapCTBEHHOIO FMUUEH3MOHHOTO KOHTPONA AeATenbHOCTU Mo NPOU3BOACTBY
NneKkapcTBeHHbIX CPeACTB MfaHOoBble KOHTPOSibHblE (HAA30pHbIE) MEPONpUATUS He MNPOBOAATCH, MpU 3TOM
NPOBOOMTCA MNEPUOLMYECKOE MNOATBEPXKAEHME COOTBETCTBUS IULEH3MATOB JMLUEH3NOHHBbIM TpeboBaHuaM B
cootBeTcTBMM ¢ PenepanbHbiM 3akoHOM OT 4 Mas 2011 roga N 99-®3 "O nuueHanpoBaHUU OTAENbHbIX BUAOB
noedarenbHocTn".

Fnaea 5. PASPABOTKA, JOKNUMHNYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO NMPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CPeACTB

1. Pa3paboTka NnekapCTBEHHbIX CpPeacTB BKMtoYaeT B cebsi NOMCK HOBbLIX (hapMaKOMOrMYecKn akTUBHbIX
BELLECTB, MOCMeaylLlee M3y4yeHne KX JeKapCTBEHHbIX CBOWCTB, OOKIIMHUYECKME WCCIEeAOBaHUs, pa3paboTky
TEXHONOrMM NPon3BOACTBa (hapmMaLeBTUYECKMX CcybCTaHUMA, pa3paboTKy COCTAaBOB U TEXHONOMMIN NPOU3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBOe obecneyeHne pa3paboTkM NeKapCTBEHHbIX CPEACTB OCYLLECTBISIETCH 3a CYET:

1) cpeacTB hegepanbHoOro drookeTa;

2) cpencTB pa3pabOoTUMKOB NEKAPCTBEHHbBIX CPEACTB;

3) cpencTs I'IpOMSBOJJ,I/ITeJ'leI;I NeKapCTBEHHbIX CpeacTB Npu BbINOJNTHEHUN Hay4YHO-UCCNenoBaTE IbCKUX paGOT
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no AOroBopy Mexay pas3paboTynkom nekapcTBEHHbBIX CPEACTB Y NPOM3BOAUTENEM NIEKAPCTBEHHBLIX CPEaCTB;
4) VHbIX He 3anpeLUeHHbIX 3akoHogaTenbcTBOM Poccunckon egepaumm NCTOYHMKOB.
3. NpaBa paspaboTumnka nekapcTBEHHOro CPeAcTBa OXPaHATCA rPaxaaHCKUM 3aKOHOA4aTeNbCTBOM.

Cratba 11. [JoknuMHMYECKOe uUccreaoBaHue NNIeKapCcTBeHHOro cpeagcrtesa AnAa MeaUuUMHCKOro
npuMeHeHuA

1. [JloknuHu4yeckoe nccrneaoBaHne NekapcTBEHHOro cpeacTsa Ans MeauLMHCKOro NpuMeHeHns NpoBoanuTCs
nyTeM MPUMEHEHUST Hay4YHbIX METOOB OLIEHOK B LeNsX MOJlyYeHUs JoKa3aTenbCTB Ge30nacHOCTM, kayecTBa U
3 HEKTUBHOCTY NEKAPCTBEHHOTO CPEACTRA.

2. [loknuHnyeckoe nccrnegoBaHne nekapCTBEHHOro CpeacTBa ANA MeAULMHCKOro NpYMeHeHUst NpoBOAMUTCS B
COOTBETCTBMM C MNpaBunamm Haanexawien nabopaTtopHOW MNpakTukW, yTBepXAeHHbIMn  EBpasuiickon
9KOHOMWYECKON KOMUCCUEN.

(B peq. PepepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-$3)

3. na opraHu3auum W NpoBefeHWUs OOKMMHUYECKOro WCCneaoBaHus JeKapCTBEHHOro cpeacTBa Ans
MEANLMHCKOrO NMPUMEHEHMS pa3paboTymKn nekapCTBEHHbIX CPeACTB BnpaBe NpuBIiekaTb Hay4Hble opraHv3auui,
obpasoBaTtenbHble OpraHu3auuyM BbiCLIEro 00pa3oBaHUS W WMHble oOpraHuM3auun, UMerwune HeobxoanmMyto
MaTepuanbHoO-TEXHUYeCKyto 6a3y W KBanuMUUMPOBAHHbLIX CMeuManucToB B COOTBETCTBYylLWENW obnacTu
nccrnenoBaHus.

(vacTb 3 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. [loknuHM4yeckoe mnccnegoBaHue NekapCTBeHHOro cpeactea And MeanumMHCKOro npuMeHeHmna npoBoguTcA
no yreepXaeHHoMy pa3pa6OTLlI/IKOM NIeKapCTBEHHOro cpeactBa nmnJjilaHy C€ BeaeHnemMm MnpoTokKoJila 3TOoro
nccnenooBaHma 1M CcoCtaBlieHMEM OTHETa, B KOTOPOM coepXKaTCd pe3dyribTaTbl 3TOro UccrieqoBaHNA U 3aKkito4eHne
O BO3MOXHOCTU nMnpoBegeHunda KIMMHUYECKOro wuccriegoBaHnA JekKapCTtBeHHOro npenaparta ana MeguumHCKoro
NnpUMEHEeHUA.

5. MNpoBegeHve nposepok cobnogeHns npaBun Haanexatier nabopaTopHON NPaKTUKU M NPaBOBbIX HOPM
NCMOMb30BaHNSA >KUBOTHBIX MPU MNPOBEAEHUMU [OKMMHUYECKUX WCCEeAOBaHMN FeKapCTBEHHbIX CPeacTB Ans
MEAMLMHCKOrO NPYMEHEHUs1 OCYLLEeCTBNSAETCH YMNONHOMOYEHHbIM defeparibHbiM  OpraHoM MCMOMHUTENbHOM
BracTu.

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

6. Pe3ynbTaTbl AOKIMHUYECKOrO UCCIeA0BaHNS NEKAapCTBEHHOMO CpeacTBa AN MEAULMHCKOrO NpUMEHEHUs
MOryT ObITb NpeAcTaBneHbl B YNONTHOMOYEHHbIV dpedepanbHbii OpraH UCNOMHUTENBHOW BNacTU B YCTAHOBIEHHOM
nopsake B Lienax pernctpaumm nekapcTseHHoro npenapara.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Cratba 12. [OKNMHMYECKOE UCCIeAOBaHME JIeKAPCTBEHHOro cpeacTtBa UM KIIMHUYeCKoe
uccrnenoBaHue NeKapCcTBEHHOro npenapara Ans BeTepMHapHOro NnpuMeHeHus

1. oknnHn4yeckoe nccrnegoBaHue JNIeKapCTBEHHOro cpeacTBa AnAa BeTepuHapHOro npuMmeHeHna npoBoanTCA
nyteMm npMMeHeHuA Hay4HblX MeTOoLOB OUEHOK B uendax nonydyeHua OoKa3aTeslbCTB ©es3onacHoOCTU, Ka4yecTBa U
SQDC*)GKTI/IBHOCTI/I JleKapCTBeHHOro cpencrtea, B TOM 4ucrne onpeneneHna cpoka ero BbiBeAeHUA U3 opraHmuama
KMBOTHOTO, B Lenax obecneyeHus Ge3onacHOCTU npoaykunn XMBOTHOIO NPOUCXOXOAEHUA nocrne npuMeHeHus
COOTBETCTBYIOLLEro JiekapCTBEHHOIO npenaparta.

2. [JoknuHnyeckoe uccregoBaHue JNIeKapCTBEHHOro cpeactBa M KNMMHU4Yeckoe wunccnegoesaHue
NeKapCTBEHHOIo npenaparta and BetepunHapHoOro npuMmeHeHud, nccrnenoBsaHue OG1O3KBNBANEHTHOCTU YKa3aHHOro
NekapCTBEeHHOro npenaparta npoBogATCA B COOTBETCTBUMUM C npaBunamu, yrtBepXaeHHbIMU YNOJIHOMOYEHHbIM
d)e,u,epaanblM opraHom NCNONHUTENbHON BNAcTu.

3. [oknuHuMyeckoe WcCreaoBaHWe JIeKapCTBEHHOro CpeacTBa W KNMHMYECKoe  MccliegoBaHue
rekapCcTBEHHOro npenapaTa AJfisi BEeTePVMHapHOro MPYMEHEHWs! NMPOBOAATCA MO YTBEPXKAEHHOMY paspaboTyMKoOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKapCTBEHHOrO CPeACTBa MiiaHy C BeOeHWEM MPOTOKOMOB 3TUX WCCNEAOBaHMI UM COCTaBfIEHMEM OTYETOB, B
KOTOpbIX cofepXaTtcs pe3ynbTaTbl 3TUX UCCNef0BaHNNA.

4. [Ons opraHunsaunm wn nposeaeHna [OOKIMHUYECKOro wuccnegoBaHna JeKapCTBEHHOIo cpeacrtesa Wu
KIMMHNYEeCKOro wuccriegoBaHnAa JnekapCTtBeHHOro npenapara And BeTepuHapHOro npuMeHeHus pa3pa60le|K
NIeKapCTBEHHOro cpeancrtea MOXEeT npuBJiekaTb OpraHusdauuvn, wMewuimne H606XOB,VIMy}O mMaTtepunaribHO-
TEXHNYECKYIO 6a3y n KBaJ'IVI(*)VILI,VIpOBaHHbIX cneunanncToB B COOTBeTCTBy}OU.J,eVI obnacTtu nccrnegoBaHus.

5. KnuHun4yeckune nccnegoBaHust NNeKapCTBEHHbIX npenapaTtoB A4 BeTepMHaApPHOro npMMeHeHna npoBogAaTca
B BETEPUHaApPHbIX OpraHn3aunax n B opraHn3aumax, ocywecTenAawmnx passegeHne, BblpalluBaHne n cogepxaHume
XMBOTHbIX, B Lenax:

1) YyCTaHOBJ1EHNA NEepPEHOCUMOCTU JTIEKAPCTBEHHbLIX NpenapaTtoB 340p0BbIMU XNBOTHbIMU;

2) nogbopa onTuMarnbHbIX JO3MPOBOK JIEKapCTBEHHbIX NMpenapaToB M Kypca NeYeHnss Ha KOHKPEeTHOM rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHnemM;

3) yctaHoBneHus GesonacHoCTM M 3pEKTMBHOCTU NIEKapCTBEHHOrO npenapara, npegHasHavyeHHoro Ans
neyeHus1 OnpeaeneHHblX 3aboneBaHUM >XMBOTHBIX, UK 3(dEKTUBHOCTN JIEKAapCTBEHHOrO MpenapaTta Ans
npodmnakTnkM 3abonesaHnin 340POBbIX KUBOTHbIX;

4) n3y4yeHnsi BO3MOXHOCTEWN pacLUMPEHUS NOKa3aHUM K MPUMEHEHMIO 3apErMcTPUPOBAHHOIO fIeKapCTBEHHOMO
npenapaTa 1 BbIIBNIEHUSI paHee HeM3BECTHbIX MOOOYHbIX AENCTBUN.

6. KnuHuueckoe uccnegoBaHMe NEKApCTBEHHOTO nNpenapaTa AN BETEPUHAPHOTO  NMPUMEHEHUs!
OCYLLECTBNSAETCA 3a CYET CPpeacTB paspaboTymka nekapcTBeHHOro cpeacTaa.

7. OTyeTbl © pe3ynbTatax AOKIMMHUYECKOro uccnenoBaHuA InekapCTBeHHOro cpeactesa U KIMHUYECKOro
nccnenoBaHuUa JeKkapCTBEHHOrNo npenaparta And BeTepuHapHOro npuMeHeHudAa COCTaBIIAKTCA pa3pa6OT‘-IVIKOM
NekapCTBeHHOro cpeacrtesa C y4eToM 3aKnYeHnn OpFaHI/I3aLI,VIl7I, npumHMMmaBlLINX y4dacTtue B oOpraHusauumm u
npoBegeHnn aTnx nccnegoBaHun.,

8. KoHTponb 3a npoBedeHUEM AOKMMHUYECKUX WCCIELOBaHWUN NEKAPCTBEHHBLIX CPEACTB U KIIMHUYECKMX
nccrnenoBaHU NekapCTBEHHbIX NpenapaToB Afs BEeTePUHAPHOIo NPUMEHEHMUST OCYLLEeCTBASIETCS YNONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMOMHUTENBHONM BNacTy.

MnaBa 6. OCYLWECTBNEHUE rOCYOAPCTBEHHOW PEMTMCTPALUN,
PEMMCTPAUUU NEKAPCTBEHHbIX MPEMNAPATOB
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoc: npumeyaHue.

Mo 3aasBneHuam, nogaHHbiM o0 01.01.2021, nekapcTBeHHble npenapatbl Afs MeOUUMHCKOro MpUMeHeHUs
PEerucTpupyoTcs B COOTBETCTBUM C TpeboBaHusmu, pencteoBaBwmMy o 30.01.2024. O npuBegeHun B
cooTBeTcTBME C akTamu EADC Takmx 1 paHee 3apeructpmpoBaHHbix npenapatoB cm. ®3 ot 30.01.2024 N 1-
3.

Cratbsa 13. locypapcTBeHHas permcTpauus, permcTpauus rekapcTBeHHbIX NpenapaTtoB
(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

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

1. B Poccuiickon ®epepaumm gonyckaloTcss NPOU3BOACTBO, XpaHeHue, nepeBo3ka, BBO3 B Poccuickyto
depnepaumio, BbIBO3 U3 Poccuiickon ®depepaunn, peknama, OTNycK, peanu3auus, nepegada, nNpUMeHeHWe
NeKapCTBEHHbLIX MpenapaToB, €CnM OHW 3aperMcTpupoBaHbl  YMOMHOMOYEHHBIM  befepanbHbiM - OpraHom
NCNONMHUTENBHOW BMNacTn B COOTBETCTBUKN C HacToswmm PepeparnbHbiM 3aKOHOM MO0 B COOTBETCTBUM C akTamu,
cocTasnsowmmMmn npaso Cotosa.

(B pea. PegepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 30.01.2024 N 1-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2. ['ocygapCTBEHHOW permcTpauumn nognexar:
1) BCe nekapcTBeHHbIE Npenaparthbl, BNepsBble nognexalive seoay B obpalleHne B Poccuiickon ®epepauuu;

2) nekapcTBEHHbIE NpenapaTtbl, 3aperMcTpUupoBaHHbIE paHee, HO NMPOU3BeAEeHHbIE B APYrMX JIEKapCTBEHHbIX
¢dopmMax B COOTBETCTBUM C MepeyYHEM HaMMEHOBaHWA TeKapCTBEHHbIX (OPM, B HOBOW [J03UPOBKE Mpu
JOoKa3aTenbCTBe €€ KIMHNYECKON 3HaYMMOCTU U 3(pPEeKTUBHOCTH;

3) HOBble KOMOMHALMM 3aperncTPUpPOBaHHbLIX paHEe NeKkapCTBEHHbIX NpenapaTos.

3. locypapcTBeHHasi perucrtpauusi nekapCTBEHHbIX MpernapaToB OCYLUECTBMSETCA MO pesynbTatam
3KCMEepPTU3bl NEKAapCTBEHHbIX CPeacTB.
(vyacTb 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. TocypapcTBeHHasi perucTpauus rekapcTBEHHOro mnpenapaTta OCYLIEeCTBMSIeTCS COOTBETCTBYHOLLUM
YNOSIHOMOYEHHbIM hefeparnbHbIM OPraHoOM UCMOSTHUTENbHOW BNacTh B CPOK, HE MPEBbLILIAOLWMIA CTa LWecTnaecaTu
pabounx OHeW CO OHS MPUHATMSA 3as8BfIEHUs] O rOCYAapCTBEHHOW perncrpaumm riekapCTBEHHOro npenapata ang
MEAMLMHCKOrO NPUMMEHEHWNs, N1 B CPOK, He MpeBblaloWwmn cTa ABaguatym paboumx AHeW CO OHA NPUHATUS
3asBMeHNs O rocydapCTBEHHOW perMcTpauum nekapcTBEHHOro npenaparta Ans BeTepurHapHOro npumeHeHus. B
yKa3aHHbIA CPOK BKMOYaeTcsl BpeMsi, Heobxoammoe Ans NoBTOPHOrO NPOBEAEHMS 3KCNEepPTU3bl NEKApPCTBEHHOIO
cpegctBa B COOTBETCTBMM €O cTaTbenm 25 Hactoswero ®egepanbHoro 3akoHa. Cpok rocygapCTBEHHON
perncTpaumm rnekapcTBEHHOro npenaparta MCYUCISETCS CO AHS NMPUHATUS COOTBETCTBYHOLLMM YMONHOMOYEHHbIM
enepanbHbIM - OpraHoOM  UCMOSMHWUTENBHON  BMacTu COOTBETCTBYIOLLErO 3asBfIEHUss O TOCy4apCTBEHHON
perncTpaumMm rnekapcTBEHHOro mnpenapaTa C MpUoXeHWeM HeobXoOUMbIX [AOKYMEHTOB MO [eHb Bblauu
PErncTpaumMoHHOrO yAOCTOBEPEHUsI NEKapCTBEHHOro npenaparta. Bpems, Heobxogumoe Ans HanpaBneHus
YNOSIHOMOYEHHbIM beaeparnbHbiM OPraHOM MCMOMHUTENbHOW BRAacTu 3anpoca O npeAcTaBfeHnM HeobGXoaMMbIX
mMaTepvanoB 1 NpeacTaBneHus 3asBuUTeneM OoTBeTa Ha AaHHbIN 3anpoc B COOTBETCTBUM CO cTaTbamu 16, 19 n 23
HacTosilwero PefepanbHOro 3akoHa, He YYMTbIBAETCS MPU MCUYMCNEHWM CpoKa roCcyAapCTBEHHOW permcrpauuv
rniekapCTBEHHOro npenapara.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

5. [ocynapcTBeHHOW perucTpaumm He nognexar:

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA M3meHeHus (P3 ot 30.12.2021 N 463-P3).

1) nekapcTBeHHble Mpenaparbl, M3roTOBIIEHHbIE anTe4YHbIMWU OpraHU3auMsiM1, BETepUHapHbLIMU anTeYHbIMU
opraHusauvsiM1, UHOUBMAYANbHLIMU MPEeAnpUHUMATENsSMU, KOTOPble UMEHT NULEH3NI0 Ha dhapMaLeBTUYECKYIo
AeATeNbHOCTb, MO peLenTam Ha neKkapCcTBeHHble npenapartbl U TPeGoBaHMAM MEAULMHCKUX OpraHvM3auun,
BETEPUHaPHbIX OpraHn3aumii;

2) nekapcTBeHHble npenaparbl, NpuMobpeTeHHble U3MYeCKUMN nMuamMn 3a npegenamu  Poccuinckon
depepauymun n NnpegHasHadYeHHbIe 4118 JIMYHOTO UCMOSTb30BaHUS;

3) nekapCTBeHHbIE NpenapaTbl, BBO3UMbIE B Poccuiickyto Pefepaumio ansg okasaHus MeAMLMHCKON MOMOLLM
MO XXM3HEHHbIM MOKa3aHWSIM KOHKPETHOro MauMeHTa Ha OCHOBaHUW paspelleHus, BblAAHHOMo YNOSTHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTy;

4) nekapcTBeHHble cpefcTBa, BBO3MMble B Poccuiickyio ®depepaunio Ha OCHOBaHUM  BbIJAHHOIO
YNOSIHOMOYEHHbIM  (beeparnibHblM OpraHoOM MWCMOMHUTENbHOW BRAcTU paspeLleHnss U npegHasHadeHHble Ans
NpoBeAeHUs1 KIMMHUYECKUX WCCIELOBaHWUMA JeKapCTBEHHbIX MpenapaToB U (Mnu) NpoBeOeHUs 3KCNepTu3bl
neKapCTBEHHbIX CPeACTB A5l OCYLLECTBIEHUS rOCY4AapCTBEHHON PErMCTpaLIMmM NIeKapCTBEHHbIX NpenapaTos;

5) bapmaueBTU4eckme cybcTaHuuu;

6) pa,qmod)apmaueBTquCKme NeKapCTBeHHble npenapartbl, W3roToBJfiIeHHbIE HenocpeaACTBEHHO B
MeOUUMNHCKNX opraHunsaumndax B nopdake, YCTaHOBJIEHHOM  YNOJIHOMOYE€HHbIM cbe,qepaanblM OopraHom
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NCMOMHNTENBHOW BNACTW;

7) nekapcTBEHHbIE Npenaparthbl, NPON3BOANMbIE AN 3KCMopTa.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 4. 5 cT. 13 gononHsetca n. 8 (P3 o1 30.01.2024 N 1-®3). Cm. GyayLuyio pegakuumio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 ct. 13 ponornHsaeTcs yd. 5.1-5.3 (P3 ot 30.01.2024 N 1-®3). Cm. GyayLuyto pegakuumio.

6. He gonyckaeTtca rocygapcTBeHHas perncrpaums:

1) JIeKapCTBEHHbLIX MpenaparTtoB, OTiM4arLWnxca Opyr oT Apyra KadeCTtBeHHbIM COCTaBOM ﬂ,el7|CTBy}0LLI,VIX
BellecTB, Nog OAMHAKOBbIM TOProBbiM HaMMEHOBaHNEM;

2) ogHOro fnekapCTBEHHOrO npenapara, NPeACTaBNEHHOIO Ha roCy4apCTBEHHYIO PErMcTpaumio B OTHOLLEHUN
O[JHOTO M TOFO Xe AepXaTens unu Bragenbla perMcTpaumoHHOro YOOCTOBEPEHWsI TeKapCTBEHHOMO npenapara B
BuAe OByx 1 6onee nekapcTBEHHbIX NpenapaToB NoA pasfnMYyHbIMU TOProBbIMY HAUMEHOBaHUSIMIA.

(n. 2 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7. Mo 3anpocy B 3anekTpoHHOW dopme cybbekTa obpalleHnNsi NeKkapCTBEHHbIX CPEACTB COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM  ddeeparnbHblM  OpraHoOM  UCMOMHMTENbHOW BMAacTW, OCYLIECTBASIOWNM rOCy4apCTBEHHYIO
perncTpaumio  NekapcTBEHHbIX MpenapaToB, B YCTAHOBIIEHHOM WM MOPSAKE OCYLECTBRSETCS Hay4dHoe
KOHCYNbTMPOBaHWE MO BOMNPOCaM, CBA3a@HHbIM C NpoBedeHMEeM OOKMMHUYECKUX WCCreoBaHun, KNMHUYECKUX
nccrnegoBaHU NeKapCTBEHHbIX MpenapaToB, 3KCNepTU3bl KayecTBa MeKapCTBEHHbIX CpeacTs, 3hdeKTUBHOCTM U
Ge3onacHoCTW, C  OCYLEeCTBMEHMEM  TOCYAapCTBEHHOW  perucTpaumyM  NeKapCTBEHHbIX  MpenapaTos.
KoHCcynbTupoBaHMe  OCyLLeCTBASiETCA C  NpuBIEYeHUEM edepanbHbiX  FOCY4apCTBEHHbIX — OHMKETHbIX
yyupexaeHun, noaBeAO0MCTBEHHbIX AaHHOMY deaepanbHOMY opraHy UCMONHUTENBHOW BNACTN U He y4acTBYIOLUX B
opraHusaumy npoBefeHUs 3KCnepTusbl KayecTBa JeKapCTBEHHbIX CPeAcTB B LUENsAX OCYLWeCTBAeHUs WUx
rocygapcTBEeHHOW perucTpaumm B COOTBETCTBMU CO cTaTben 16 HacTosdwero PefepansHOro 3akoHa, B Bue oteeTa
B MUCbMEHHON hopMe YNONHOMOYEHHOro deaepanbHOro opraHa WCNOMNHUTENbHOW BNacTu Ha 3anpoc. Pasmep
B3MMaeMOoW C 3asBMTens nnaTtbl onpegenseTcs B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccunckon ®egepaumm ob
opraHmsaumm npefocTaBneHnss rocygapCTBEHHbIX U MyHUUMNanbHbiX ycnyr. MHdopmaums ob ocywecTBneHun
Hay4HOro KOHCYNbTUPOBaHUA, B TOM 4Yucre cTatbu, 0630pbl, CnpaBoYHble MaTepuarnsl U uHas nHdopmaumsa o6
OCYLLECTBMEHUN HAY4YHOro KOHCYNbTMPOBaHWS, pasMeliaeTcs Ha oduunansHOM canTe  YNOSTHOMOYEHHOro
denepanbHOro oOpraHa WCMOMHUTENbHOM Bractu B ceTu  "VIHTepHeT" cC cobniogeHuem  orpaHuveHun,
YCTaHOBMEHHbIX 3aKOHOAATENLCTBOM O MEPCOHAarbHbIX AaHHbIX, KOMMEPYECKON U (UNK) rocygapCTBEHHON TanHe.
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

8. NocynapcTBeHHasn perncTpauns nekapCTBeHHbIX NpenapaToB, KOTOpble NpeAHasHadYeHbl AN NpUMEHeHUs
B YCNOBUSX BOEHHbIX [OENCTBUN, Ype3BblYanHbIX CUTyauun, MpeaynpexaeHus 4pesBblyaiHbIX CUTyauun,
npounakTMkM n neyenns 3aboneBaHui, MPEACTABMASKLWMUX OMACHOCTb AN OKpyXKawowwmx, 3aboneBaHuin u
MOPaXXeHWIN, TMOMYYEHHbIX B pe3ynbTaTe BO34ENCTBUS HeONnaronpuaTHbIX  XUMWUYECKUX, Buonornyeckux,
pagnaumnoHHbIX (akTopoB, M KOTOpble paspaboTaHbl B TOM 4ucrie MO 3ajaHuio dedepanbHbIX OpraHoB
WCNOSTHUTENBHON BNACTU, YNOJIHOMOYEHHbIX B 0611acT 060pOHbI CTpaHbl U 6e30MacHOCTM rocygapcTBa, a Takke
NEeKapCTBEHHbIX CPEACTB B criyvae nx AedeKkTypbl NN pUcka BO3HUKHOBEHNSA AedekTypbl B CBA3WN C BBEAEHMEM B
OTHoweHun Poccuiickon ®efepauun orpaHUYUTENbHBIX Mep 3KOHOMWYECKOrOo XapakTepa OCYLLeCTBMSeTCHS B
nopsiike, yctaHosneHHom lNMpasutenscteoM Poccunckon ®enepaumn.
(B pea. PepepanbHbix 3akoHoB OT 01.04.2020 N 98-03, o1 08.03.2022 N 46-93)

Crtatbs 14. MpUMHUMNbI 3KCNEPTU3bl NIEKAPCTBEHHbIX CPEACTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OkcrnepTu3a JieKkapCTBEHHbIX CPEACTB OCHOBLIBAETCH Ha MPUHLMNAX 3aKOHHOCTW, COGMIOAEHUs mpaB U

www.consultant.ru Crpanuua 27 us 135
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100091
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=1378
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100093
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=1379
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=333024&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100097
https://login.consultant.ru/link/?req=doc&base=LAW&n=405641&dst=100087
https://login.consultant.ru/link/?req=doc&base=LAW&n=475265&dst=100042
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100129

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

ceBobog u4enoBseka U rpaxgaHuHa, npaB wpugny4eckoro nuua, He3aBUCMMOCTU 3KcChnepTta, OOBbEKTMBHOCTH,
BCECTOPOHHOCTU N MNOJIHOTLI nccnegoBaHum, npoBOANMbIX C UCNOJIb3OBAHNEM COBPEMEHHbIX OOCTMXEHUN HayKn "
TEXHUKN, OTBETCTBEHHOCTU cbep,epaanoro rocynapCrtBeHHOro OrooKeTHOro yypexgeHma no nposeneHuto
QKCMNEPTU3bI NTeKapCTBEHHbIX CPEeACTB U 3KCMEepPTOB 3a NpoBeaeHNEe N Ka4eCTBO SKCNEPTUIbI.

2. 3KCI’lepTVI3a JNIeKapCTBEHHbIX NnpenapaTtoB And MeauunHCKOro npuMeHeHnA BkKno4aeT B cebs:

1) 3KcnepTU3y [AOKYMEHTOB, MNpeACTaBfeHHbIX AOfs  onpederieHusl BO3MOXHOCTM  paccmaTpuBatb
NeKapCcTBEHHbIN npenapaT AN MeAUUNHCKOro NPUMEHEHNS B kadecTBe opd)aHHOro fekapCTBEHHOro Npenapara;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) aKCnepTu3y NPeAnoXeHHbIX METOAOB KOHTPOMS KayecTBa JIEKAPCTBEHHOTO CpPeacTBa U (Mnum) Kadectsa
npeacTaBreHHbIX 06pasLUoB NIekapCTBEHHOIO CPEACTBA C WUCMOSIb30BaHUMEM STUX METOAOB (Hdanee - akcnepTusa
KayecTBa NeKkapCTBEHHOro CpeacTBa);

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3) aKcmepTU3y OTHOLUIEHUS OXUAAEMOW MOMNb3bl K BO3MOXHOMY PUCKY MPYMEHEHWs TNeKapCTBEHHOIO
npenapara;

4) 3KCMepTu3y PperucTpauuoHHOrO [OCbe Ha JlekapCTBEHHbI npenapaTr B LUenax onpegeneHus
B3aMMO3aMeHAEMOCTM NeKapPCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NPUMEHEHNS.
(n. 4 BBepeH deaepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

3. OkcnepTu3a nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOrO NPUMEHEHUS BKIOYaeT B cebs akcnepTusy
KayecTBa IEKapCTBEHHOIO CPEACTBA W 3KCNEpPTU3Y OTHOLLEHUSI OXMOAEMOW MNOmb3bl K BO3MOXHOMY PUCKY
NpYMEeHeHWs1 NekapcTBEHHOIO Npenapara.

CraTtbsa 15. ¢e,qepanb|-|oe rocygapcrtBeHHoe 6rogxeTHOE yypexgeHue no npoBeaeHUIO 3KCNepTu3lbl
JNNeKapCTBeHHbIX CpeacTB

OKcnepTvM3a feKkapCTBEHHbIX CpeacTB npoBoautca  dredepanbHbiM - FOCYOapCTBEHHBIM — BHOMKETHBIM
yYpexgeHmeM COOTBETCTBYHOLLErO  YMNOSIHOMOYEHHOrO  dhedepanbHOro opraHa WCMOMHUTENbHOM  BRacTw,
CO3[aHHbIM Ansi obecneyeHnst UCMOMHEHMS NMOMHOMOYMI 3TOro oefepanbHOro opraHa no Bblgade paspeLleHnii Ha
NpoBeAEHNE KINMHUYECKUX UCCIEA0BaHWI NIeKapCTBEHHbLIX NpPenapaToB 1 (Mnn) No rocygapcTBEHHOW perncTpaumm
(perncTpaummn) nekapcTBEHHbIX MpenapaToB (fanee - 3KCNepTHOE yupexaeHue).

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHns ct. 16 (B ped. 3 ot 30.01.2024 N 1-®3), kacatowmecs npenocTaBreHns roc. ycnyr npu
obpalleHnn NekapCTBEHHbIX CPEeACTB: AN MEAULMHCKOrO NPUMEHEHUSI MOCPEACTBOM €AMHON CUCTEMBI U (1NK)
egnHoro noptana, npumeHsitotca ¢ 01.01.2025; ana BeTepuHaApHOro MPUMEHEHUSI MOCPEOCTBOM €4UHOro
noptana, npumeHsatoTca ¢ 01.01.2026.

Crtatbs 16. OpraHusauusi NpoBeAeHNs IKCNEPTU3bI NNEKapPCTBEHHbIX CPEeAcTB
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTnsa NeKapCTBEHHbIX CPeACTB NPOBOAMTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOMO YUYpEXOeHMs,
Ha3Ha4YeHHOW ero pykoBOAWUTENIEM, Ha OCHOBaHMW 3afaHusi Ha MpoBeAEHUEe 3SKCNepPTU3bl NEeKapCTBEHHOrO
CpencTBa, BbIOAHHOIO YMNONHOMOYEHHbIM defepanbHbIM OpraHoM WCMOMHUTENBLHOW BRacTu. PykoBoauTenb
9KCMEPTHOrO yypexzaeHus obecrneuvBaeT Haanexallee NpoBeAeHUE 3KCMNEPTU3bl NEKapCTBEHHbIX CpPeAcTB B
COOTBETCTBUM C 3aJaHWEM, BblAaHHbIM YNONMHOMOYEHHbLIM ¢heeparnbHbiM OpraHOM WCMOMHWUTENBLHOW BRacTu, U
opraHu3yeT MNOArOTOBKY CBOOHOMO 3akM4veHust 3TOW komuccuu. B coctaB STOM KOMUCCUM MO PELLEHUIO
PYKOBOAMTENS 3KCMIEPTHOIO YYPEXAEHUsI MOTYT ObiTb BKMIOYEHBI B KA4E€CTBE 3KCNEPTOB nuua, He paboTatlume B
[aHHOM 3KCMEPTHOM YYpEeXAEeHUU, eCnu UX creLmanbHble 3HaHUS HeoBXOAUMBI ANst NPOBEAEHNUS KCNepTU3bl U
Takne 3KCnepTbl OTCYTCTBYIOT B JAHHOM SKCMIEPTHOM YUPEXAEHUM.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2. OKkcnepToM MO MPOBEOEHUI0 IKCMEePTM3bl NIeKapCTBEHHbLIX CPeACTB SBMNAETCA aTTeCTOBaHHbIN paboTHUK
SKCMNEpPTHOTO YYPEXOAEHUs, KOTOpbI MMeeT BbiCllee MeauumHckoe, dapMaueBTuyeckoe, Buonormyeckoe,
BETEpMHApPHOE WM XuMudeckoe obpasoBaHMe M MPOBOAWT IKCMEPTU3Y NEKapCTBEHHbIX CPeAcTB B nopsake
NCMOMHEHNs CBOMX AOMKHOCTHbLIX 06A3aHHOCTEN (danee - aKcnepT).

3. I'Ip|/| npoBeaeHnn 3KCNePTU3bl JNIEKAPCTBEHHbIX CpeacCTB 3KCNepT HEe MOXET HaxoAUTbCA B Kakon-nmbo
3aBMCMMOCTW OT Jnunua, Ha3Ha4dMBLUEro 3Ty 3KCNepTusy, pa3pa60TqV|Ka JNIeKapCTBEHHOIo cpeacrtea unn gpyrux
3aUHTEepeCOBaHHbIX B pe3ynbTaTtax 3KCNnepTu3bl nnu.

4. MNpwn npoBeaeHUM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB He AornyckaeTcss uctpeboBaHMe 3IKcnepTom y
3asaBuTENs NMMBO MHBIX NUL, MaTepuanos, HEO6XoAUMbIX AN NPOBEAEHNS IKCNepTM3bl. B cnyyae HegocTaTtouHOCTM
NMpeacTaBfeHHbIX 3KCNepTy MaTepuanoB B JINMYHbIA  KabuHET 3asBuTens B €OUHOW  rocygapCTBEHHON
MH(OPMALIMOHHON cucTeme B cdepe 34paBOOXPaHEHUs (Janee - eguHas cuctema) 3KCMepTHbIM yYpexaeHUeM
HanpaBnsieTcss 3anpoc O MpeacTaBneHnn HeoOXOAMMbIX MaTepuanoB, MNOAMUCaHHbIA  pyKOBOOUTENEM
(YNOMTHOMOYEHHbIM  JIMLOM) 3KCMEPTHOTO Y4YpeXxAeHus C WUCMOMb30BaHWEM YCWUMEHHOW KBanvduLMpoBaHHOM
3NEKTPOHHOW NOAMKUCH.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. 3asButenb 00s3aH HanpaBuUTb B JIUYHbIA KaBWHET 3KCNEepTHOrO YYpexaeHus B €AMHOW cucTeme
NOAMWUCaHHbIA  YCUINEHHON KBannUUMPOBAHHOW 3fEKTPOHHOMW MNOAMUCBHIO OTBET Ha 3anpoc 3KCNEpPTHOro
yypexaeHust B CPOK, He NpeBbIWaoLWmMin AeBAHOCTa paboymx AHen Co AHA MOMyYeHUst SKCNEPTHbIM yYpexXaeHNeEM
SMEKTPOHHOrO YBEAOMIIEHMS O MOMydYeHun 3asBuTenem 3anpoca. Bpems co AHA HanpaBneHWs SKCNepTHbIM
yypexgeHneMm B NNYHbIA kabuHeT 3asBuTens B eOMHOW CuCTeMe 3anpoca O npeacTaBreHnyM AOMOMHUTENbHbIX
mMaTepuanoB A0 OHS HanpaBfeHus 3asiBUTENeM B NUYHbIA KabUHET 3KCNEepTHOro yyYpexaeHus B eQnHON cucteme
OTBETa Ha 3anpoc He y4nTbIBAETCS MPU NCHUCIEHUN CPOKa NPOBEAEHMS SKCNepTu3bl TeKapCcTBEHHOro CpeacTsa.
(vactb 4.1 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecnu 3aaButenem B cooTBeTcTBUM C 4YacTbio 1.1 ctatbk 30 unm yacTbio 2 ctaTbM 34 HacToOSALWEro
depfepanbHOro  3akoHa npeacTaBreHa  KONUSA  pelleHus  YNONHOMOYEHHOro  dedeparnbHOro  opraHa
NCMNOMHNTENBHOW BfacTh O NpoBeAeHun hapMaLeBTUYECKOW MHCNEKUUM NMPOM3BOACTBA NIEKApPCTBEHHbIX CPeacTB
ONs MeOULMHCKOrO MNPUMEHEHMsI Ha COOTBeTCTBME TpeboBaHMAM MpaBui Haanexaileh npou3BOACTBEHHOM
npakTukn EBpasuMinckoro 3KOHOMWYECKOro CO3a, 9KCnepTy A0 OdOopMIIEHUS pe3ynbTaToB  3KCNepTu3bl
NeKapCTBEHHOro CpeacTBa NpPeacTaBfiseTCsl KONMs 3aKioYeHns 0 COOTBETCTBUM NPOU3BOAUTENS NleKapCTBEHHbIX
cpeactB TpeboBaHMAM nNpaBun Hagnexawen npoM3BOACTBEHHOM MNPAKTUKW, BbIAAHHOIO YrNOSTHOMOYEHHbLIM
begeparnbHbIM OpPraHOM WCMOSIHUTENBHOM BracTu, UM Konua cepTudukata COOTBETCTBUSA MNpOmU3BOAUTESNS
NEeKapCTBEHHbIX CPeacTB ANst MEOULMHCKOrO NpMMeHeHUs TpeboBaHUAM NpaBun Haanexatuen npon3BoaACTBEHHON
npakTukn EBpasninckoro 3kKOHOMUYECKOro Cok3a.

(vacTb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.3. 3asButenb 0683aH HanpaBuTb B NIUYHbIA KabMHET 3KCNEPTHOrO yYpeXxaeHUs B eQUHON CUCTeMe KOMuio
3aKIMIOYEHMS MK KONUIo cepTudmkaTa, ykasaHHbIX B YacTu 4.2 HacTosILLen cTaTbu, B CPOK, He NpeBblLLaoLLui cTa
BOCbMMAECATN pabounx OHEeN CO AHA MONyYeHUs IKCMEpPTHbIM YyYpexaeHMeM 3SMeKTPOHHOro yBeAOMIIEHUS O
nonyyYyeHun 3asBUTENeM MOANMUCAHHOIO pykoBoauTenem (ynomHOMOYEHHbIM JIMLOM) 3KCMEPTHOro yYpexaeHus c
NCNONb30BaHNEM YCUMEHHOW KBanvUUUPOBAHHOW 3MEKTPOHHOM nognucu 3anpoca O npefocTaBneHuy
OOKyMeHTa. Bpemsi co OHS1 HanmpaBneHUs 3KCNEpPTHbIM y4YpexaeHuem 3anpoca B MWYHbIN kKabuHeT 3asBuTens B
€QVHOW cucTemMe OO0 OHSA HanpaBlneHus 3asiBUTENeM B JIUYHbIA KabMHET 3KCNepTHOro YYpexXOeHUs B eOUHON
CMCTEeME KOMWM 3aKYeHNs Uy Konumn ceptudmkarta, yKkadaHHbIX B 4acTu 4.2 HacToOsILEN CTaTbM, HE yYUTbIBAETCH
NpU NCYNCMNEHNM CPOKa NPOBEAEHMS IKCNEPTU3bI NeKapCTBEHHOrO CPeacTBa.

(vacTb 4.3 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OkcrmepT npu NpoBedeHUM MOPYHYEHHON €My PYKOBOAMUTENEM OKCMEPTHOro YYPEXOAEHUS IKCNepTUsbl
neKapcTBEHHOro cpeacTea 06s3aH:

1) NPOBECTM NOMNHOe MccrnefoBaHWe MpeAcTaBreHHbIX eMy OObEeKTOB, MaTepuanos, AaTb 060CHOBaHHOE U
00BbEKTMBHOE 3aKMYeHWe MO MOCTaBMEHHbIM MEped HUM BOMpocaM UM MOTMBUPOBAaHHOE 3akIoYeHue o
HEBO3MOXHOCTV MPOBEAEHUSI M 3KCNEPTU3bl NEeKapCTBEHHOTO CPeACTBa, ECN NOCTaBMNEHHbIE BOMPOCH! BbIXOAAT
3a npefenbl crneuvanbHbIX 3HaHWM 3KcrnepTa, OOBLEKTbl UCCNedoBaHWW W MaTepuarnbl HEMPUroAHbl UMK
HeJOCTaToYHbI AN NPOBEAEHUS UCCIe0BaHUIA U Aauu 3aKIOYEHNUS NMMBO COBPEMEHHLIN YPOBEHb Pa3BUTUS HayKu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

He NO3BOJIAET OTBETUTb Ha NMNOCTAaBJIEHHbIE BOMNPOChHI;

2) He pasrnawatb CBEAEHWsl, KOTOpble CTanu emy W3BEeCTHbl B CBSISU C MNPOBEAEHMEM 3KCMepTusbl
NeKapCTBEHHOrO CpeacTBa, a Takke CBEedeHMsl, COCTaBMSAOWME TOCYAAPCTBEHHYIO, KOMMEPYECKYID WM WHYIO
OXpPaHAEMYH 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTb NPeACTaBEHHbIX 0ObEKTOB UCCNEAOBAHUIA U MaTepUarnos.
6. OkcnepT He Bripase:

1) npoBOAMTL 3KCMEpPTU3y JeKapCTBEHHOrO cpeacTtBa Mo O0paleHuto HEenocpeacTBEHHO K HeMmy
opraHmsaunn unm ouUsnYecknx nuu;

2) camocTtosiTenbHO cobupaTb MaTepuans! AnS NPOBEAEHMS KCNEepPTU3bl NEKapCTBEHHOIO CPEACTBa;
3) NnpoBOAUTL 3KCMEPTU3Y NEKAaPCTBEHHOIO CPeCTBa B KA4YECTBE HErocyaapCTBEHHOIO aKcnepTa.

7. B cnyyae HeoGXxoOMMOCTM 3KCNEpPT BMpaBe XO4aTalcTBoBaTb Mepef PYyKOBOAMTENEM 3KCMepTHOro
yupexaeHusi o NpUBEYEHMU K MPOBEAEHUIO SKCNEPTU3bI NTIEKAPCTBEHHOIO CpeacTBa ApYrmx SKCNepToB.

8. Kaxnablii akcnepT, BXOASLIMIA B COCTaB KOMUCCUM 3KCTIEPTOB, KOTOPOW NOPYYEHO NpoBeAeHNe SKCNepTu3bl
NeKapCcTBEHHOro CpeAcTBa, HE3aBWCMMO U CaMOCTOSTENbHO MPOBOAMUT UCCIeOBaHUs, OLEHWBAET pesynbraThl,
NONy4YeHHbIE MM FIMYHO U OPYrMMU 3KcrnepTamu, n opMynmnpyeT BbiIBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BONPOCOB
B Npegenax CBoMx creuunanbHbIX 3HaHUN.

9. Pe3ynbTaTthbl 3KCNEPTU3bl NTEKAPCTBEHHOIO CPeAcTBa OMOPMIISIOTCS 3aKNOYEHNEM KOMUCCUMU 3KCMEPTOB.
B 3akntoyeHunm KOMUCCUM SKCMEPTOB YKa3blBAKOTCA MepeveHb MccrnenoBaHuii, o6beM MNPOBEAEHHbIX KaXablM
9KCMEPTOM WUCCNEAOBaHUI, YCTAHOBMEHHbIE KaXabiM M3 HUX hakTbl U cOenaHHble B pe3ynbTate MccrnenoBaHuin
BbIBOAbI. OKCMEPT, MHEHUE KOTOPOro He COBMafaeT C pelleHMEM KOMUCCUM SKCMEepTOB, BMpaBe BblpasuTb CBOE
MHEHWEe B NMCbMEHHOM hopMe, KOTOpoe NPUOBLLAETCs K 3aKMHOYEHNI0 KOMUCCUM SKCNEPTOB.

10. JkcnepTol, BXoAdALWME B COCTaB KOMUCCUM, nNpeaynpexnarnTcsa 06 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogartensctBoM Poccuiickon ®depepaumm 3a fadvy 3aknyveHus, cogepXkaliero HeoDOCHOBaHHbIE UMK
danbcMdpuLMpoBaHHbIE BbIBOAbI, O YEM OHU OAl0T NOAMMUCKY.

11. OnpepeneHve ypoBHA MpOdECCMOHANbLHOW MOArOTOBKM SKCNepToB W aTTecTtaumsi UX Ha npaso
NpoBedeHUs  9KCMepTU3bl  NIEKapCTBEHHbIX CPeACTB  OCYLUECTBASKOTCA  3KCNEepTHO-KBanuUdUKauMOHHbIMN
KomMuccuaMn B nopsagke, YCTaHOBIEHHOM COOTBETCTBYHOLMM  YMOMHOMOYEHHbIM  bedeparibHbIM  OpraHom
UCMOMNHUTENBHON BNacTu. YpoBeHb MpoMeccMoHansHOM MNOAroTOBKA 3KCMEpPTOB MOANEXUT MNepecMoTpy
yKa3aHHbIMU KOMUCCUSIMU He pexe YeM OAWH pas B MNATb NeT.

12. lMpaBuna NpoBeAeHNsI 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTU JKCMepTusbl OTAENbHbIX
BMOOB JleKapCTBEHHbIX MpenapaToB (pedepeHTHbIX NeKkapCTBEHHbIX MpenapaToB, BOCMPOM3BEOEHHbIX
rniekapCTBEHHbIX npenapaToB, GWOMNOrMYeckux nekapcTBEeHHbIX MpenapaToB, OvoaHanoroBbix (6MonNoao6HbIX)
nekapcTBeHHbIX npenapatoB (OvMoaHanoroB), romMeonaTMYecKUX reKapCTBEHHbIX NpenaparToB, NeKapCTBEHHbIX
pacTuUTenbHbIX MpenapaToB, KOMOMHALUWIA NTeKapCTBEHHbIX NpenapaToB), (OPMbl 3aKITHOYEHUA KOMUCCUN KCNEPTOB
yCTaHaBMNMBaKTCA COOTBETCTBYIOLLUMM YNONTHOMOYEHHbIM heepanbHbIM OPraHOM UCMONTHUTENBHON BNACTU.
(vyacTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npumeyaHue.

[o 31.12.2024 ona npenapaToB, Npou3BeaeHHbIX B PO B Liensx nMnopTo3amMeLleHns, yCTaHaBNMBaeTCs Pexum
YCKOPEHHOM npoueaypbl rocpernctpaumm B cooTBeTcTBuM C [loctaHoBneHvem [lpasButensctBa PO ot
12.03.2022 N 353.

CrtaTtbsa 17. NMogaya u paccMoTpeHue 3asiBNieHUs1 O rocyAapCTBEHHOW perncTpauumn rekapCTBeHHOro
npenapara Ansa BeTepMHapHOro NnpuMeHeHusl
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

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

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHus ct. 17 (B pea. @3 ot 30.01.2024 N 1-03), kacawolmecsa npenocTaBfeHnss roc. Ycnyr npwu
obpalleHnn neKapCTBEHHbIX CPeAcTB ANs BETEepMHapHOro MNpYMEHEHWs MOCPEACTBOM eOMHOro nopTana,
npumeHsitotes ¢ 01.01.2026.

1. Ona rocygapCTBEHHOW perucTpauumn nekapcTBEHHOro npenapata Ans BeTepMHapHOro nNpUMeHeHUs
pa3paboTymK Takoro feKkapCTBEHHOrO npenapara UM ynoriHOMOYEHHOE UM OpYyroe puanyeckoe nuuo (ganee B
HacTOsILLLEN CTaTbe - 3asiBUTENb) HanpasnsieT nocpeacTBoM dedepasnbHON rocyaapCTBEHHON MHOPMaLUOHHON
cuctembl "EQUHBIV nopTan rocygapCTBEHHbIX M MyHUUMNAnbHbIX ycnyr (pyHKUMA)" (oanee - eauHbIn nopTan) B
YMNOJNTHOMOYEHHbIV (befeparnbHbli OpraH MCMNOMHUTENBHOW BMacTu 3asiBNiEHWe O rocygapCTBEHHOW perncrpauun
NeKkapCTBEHHOro npenaparta Ansg BETEPUMHaApHOro MPUMEHEHUS, MOAMUCAHHOE YCUIEHHOW KBanuuLMpOBaHHOM
9NEKTPOHHOW MOANUCBID, a TakKke [OOKYMEHTbl, W3 KOTOpbIX (OOPMUPYETCA PErMcTpaumoHHOE [0Cbe Ha
NeKapCcTBEHHbIV Npenapat Ansi BeTEPUHAPHOIo NPUMEHEHMS.

(vyacTtb 1 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. B 3asBneHunm o rocynapCTBEHHOW perncrpauuu NekapcTBEHHOro npenapata Ans BeTepUHapHOro
NMPUMEHEHMS YKa3bIBaOTCS:

1) HaumeHoBaHMe W agpec 3aaABuUTEnNs, paspaboTynka M NPoM3BOAUTENS NIEKAPCTBEHHOrO nMpenaparta Ans
BETEPUHAPHOrO MPUMEHEHNST U agpeC MecTa OCYLLECTBIEHUs NPOU3BOACTBA JIEKAPCTBEHHOrO npenapara ans
BETEPUHAPHOro NpMMeHeHus (B criydyae Hanmyus HECKONbKMX YYaCTHUKOB mpoluecca npou3BoacTBa Heobxoommo
yKasaTb KaXKgoro us Hux);

2) HaMMeHOBaHWe neKapCTBEHHOro mnpenapaTa [Afs BEeTEepUHapHOro npuMeHeHust (MexayHapogHoe
HenaTeHTOBaHHOE, UMW FPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);

3) nepeyeHb D,eﬁCTByIOLLI,MX M BCnomMoraTtesibHbIX BELWEeCTB, BXOOALLKMX B COCTaB JIEKAapPCTBEHHOIO npenaparta
Ona BeTepuHapHOro npuMeHeHus, ¢ ykasaHnem KoJm4vecTBa KaXKgoro n3 HuX;

4) nekapcTBeHHas copma, 403UPOBKa, CNOCOObl BBEAEHNS Y NMPUMEHEHWS, CPOK FTOAHOCTM NIEKapCTBEHHOMO
npenapara Ans BEeTEPUHAPHOro NpUMEHEeHWSs;

5) dpapmakoTepaneBTuyeckas rpynna;

6) HeobXoAMMOCTb MPUMMEHEHWUSI YCKOPEHHOW Npoueaypbl 3KCMEepTU3bl NIEKAPCTBEHHbIX CPEACTB B LENsX
rocy4apcTBEHHOW perncrpauum nekapcTBeHHOro npenapara;

7) KOMun OOKYMEHTOB, NoATBEpPXXA4akWuX ynnarty rocyp,apCTBeHHoﬁ NOLWJINHbBI:

a) 3a npoBefeHNe IKCMepTM3bl KayecTBa NeKapcTBEHHOIO CPeAcTBa U 9KCNepTU3bl OTHOLLEHUA OXUAaeMOow
Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS NeKapCTBEHHOrO npenapaTa Ans BeTeprHapHOro NpuMeHeHns npu ero
rocyqapcCTBEHHOMN perucrpauum;

6) 3a Bblaa4vy perncTpaumoHHOro yooctoBepeHumna nekapCTtBeHHOoro npenapara;

8) Hanuume cornacus, NPegyCMOTPEHHOrO YacTblo 7 HacTosILLEen CTaTbM, €CnM C MOMEHTa perucrpaumm
pedepeHTHOro fiekapcTBEHHOrO NpenapaTa A5s1 BETEPMHAPHOro NPMMEHEHUS MPOLLNO MeHee YeM LIeCTb feT.
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PervcTpauvoHHoe [ocbe B LENsX 3KCNepTW3bl IEeKapCTBEHHOrO npenapata [Ansi BeTepuHapHOro
npuMeHeHus opMupyeTcs u3 crnefyowmx JOKYMEHTOB U CBEAEeHUN:
(B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBeaeHnAa O pJarte npepoctaBlieHna wn permctpaunMoHHoM HoMepe JnueH3nMn Ha npoun3BoacTBO
NeKapCTBEHHbIX CpeacCTB, I'IpeJJ,OCTaBJ'IeHHOIZ NPON3BOAUTENIO PErMCTpUpyemMoro nekapCTtBeHHOro npenapara and
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

BETEPUHAPHOIO NPUMEHEHUS, AN POCCUNCKMX NPOU3BOANTENEN;
(8 pea. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-03, ot 27.12.2019 N 478-®3)

2) cBefeHns O paTe npenocTaBreHuMs UM PErucTpauuMoHHOM HOMEpEe MnUUEH3MUM Ha NpPOU3BOLACTBO
nekapCTBEHHbIX CpeacTB, MpefoCTaBfeHHOM npou3BoauTento dapmaueBTudeckon cybcTaHumu, BXoAsien B
COCTaB pEerucTpypyeMoro JIieKapCTBEHHOrO npenapata Afs BeTepUMHApHOro MNPUMEHEHMs, AN POCCUMCKMX
npoussoauTenen;

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

2.1) Konusi OOKyMEHTa, BblAAHHOrO YMNOMHOMOYEHHbIM OpraHOM CTpaHbl MNPOUM3BOAMTENS ANA KaXaon
NPOV3BOACTBEHHON NIOLWAAKN PErMCTPUPYEMOro NIeKapCTBEHHOTO Nnpenapara Afsi BETEPMHAPHOTO NMPUMEHEHUS U
NnoATBEPXKAAKLWEro COOTBETCTBME MPOU3BOAUTENS]  JIEKAPCTBEHHOro npenapata TpeboBaHuaAM  npaBun
Hagnexallen nNpoun3BOACTBEHHOW MPAKTMKU, U €ro nepeBof Ha PYCCKUA SA3blK, 3aBEpPEHHblE B YCTAHOBJIEHHOM
nopsiake, a Takke KOMus 3ak/lo4YeHMs1 O COOTBETCTBUM MPOM3BOAUTENS NEKAapPCTBEHHbIX CpeacTB TpeboBaHMAM
npaBun Hagnexalwen npon3BOACTBEHHOW NpPaKTUKW, BblAAHHOIO YMNONIHOMOYEHHbIM eaeparnbHbIM  OpraHoMm
WCNONMHUTENBHON BNacTM ANs  KaXAoW MPOW3BOACTBEHHOM MNMOWAAKA PErMCTPUPYEMOrO  NEKapCTBEHHOro
npenapata Ans BETEPUHAPHOr0 MNPUMEHeHus, nMbo KoMWs pelleHuss O MNPOBEAEHMM WHCNEKTMPOBAHUS
Npon3BOAUTENS NEKAaPCTBEHHbIX CPEACTB, MPUHATOrO YNOSIHOMOYEHHbIM dheaepanbHbIM OpraHOM UCMONHUTENBHON
BNacTM [Ons KaXXAOW MPOU3BOACTBEHHOW NIOLWAAKA PErNCTPUPYEMOrO JIEKApCTBEHHOrO npenapaTta  Ans
BETEPUHAPHOIO MNPUMEHEHMUS. YKasaHHble [OOKYMEHTbl MNpeacTaBnsloTcAa B Cnydae, ecrnv  Mpou3BOACTBO
NeKkapCTBEHHOro npenapara ocyLecTBnsieTcs 3a npegenamu Poccuinckon degepauny;

(n. 2.1 BBegeH dPeaepanbHbiv 3akoHoM OT 04.06.2018 N 140-$3)

2.2) Konusa JOKYMEeHTa, BblIAAHHOIO YNOSTHOMOYEHHbLIM OpraHoM CTpaHbl Npon3BoanTens apmMaueBTU4eCcKON
cybcTaHuumM 1 noaTBepXaalLero CooTBETCTBME NPOM3BOAMTENSA dhapMaLeBTUYEeCKon cybcTaHuun, BXOAsLen B
COCTaB PEerncTpMpyemMoro riekapCTBEHHOro npenapata Ans BeTepuHapHOro npuvMeHeHus, TpeboBaHuaM npasBwun
Hagnexallen nponsBOACTBEHHOW MPaKTUKW, W €ro nepeBoq Ha PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBEHHOM
nopsigke, B criyyae, ecnv npousBoAcTBO hapmaueBTUYecKonm cybcTaHuum ocyllecTBnseTcd 3a npegenamu
Poccuiickon depepaumu;

(n. 2.2 BBegeH dPeaepanbHbiv 3akoHoM OT 04.06.2018 N 140-$3)

3) NPOEKT HOPMAaTUBHOIO JOKYMEHTa Ha ﬂeKapCTBeHHbIVI npenapart gna setepunHapHoro npuMeHeHu4;

4) [OKYMEHT, cofepXaliMn cregywowyo wuHdopmaumio o dapmaueBTUdeckon cybctaHuum unm
dapmMaLeBTUYECKUX CYOCTaHUMAX, BXOAALMX B COCTaB JIeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NpUMEHEHNS:

a) HaMMeHoBaHWe hapMaLeBTMYECKON CyOCcTaHuuN, ee CTPYKTypa, obLine cBoWCTBa (MpU rocygapCTBEHHOM
perucTpaumMm  MMMYHOOMOMNOrMYECKMX  JIeKapCTBEHHbIX MpernapaTtoB AN  BEeTePMHApPHOro  MpUMEHEHUS
NpeacTaBnsoTCA CBeAEeHMs O LTaMMe, BKMOYas ero HavMeHoBaHue, MHOPMauMIo O MPOUCXOXOEHWU, ero
CBOWICTBaXx, XapakTepMcTuKax U Mmecte AenoHNpoBaHus);

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

0) HanmeHoBaHWe 1 agpec NPoM3BOaUTENS;

B) TeXHomnorma npomn3BoacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAx
npon3BoACTBa,

r) wHopmaums o npumecsx (He MNpPeAacTaBnsieTcss MNpuM  TOCYOApCTBEHHOW  perncrpauum
UMMYHOBMONOrMYECKNX NEKAPCTBEHHLIX NPenapaToB Ansi BETEPUHAPHOIO NPUMEHEHMS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

A4) cneundukaums Ha papmaLeBTUYECKY0 CyGCTaHUMIO (He NpeacTaBnsieTcs npu  rocynapcTBEHHOM
permcTpaumMm UMMyHOBUONOrM4eckux NekapcTBEHHbIX NpenapaToB Afsi BETEPUHAPHOrO NPYMEHEHNS);
(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onucaHne MeToauK KOHTPOJ1A Ka4eCTBa;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

X) pesynbTaTbl aHanuMsa cepuint  hapmaueBTUYeckon cybcTaHumm  (He  npeacTaBnsiloTCs  Npu
rocyfapCTBEHHOM perucTpaunm UMMYHOOMOMOMMYECKUX NEKapCTBEHHbIX MpenapaToB AN BeTepuHapHOro
NPUMEHeHNs);

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyvyeHb CTaHOAPTHbIX 06p83LI,OB mnnn BewecTB, WUCNOJIb3yeMbIX MNpu OCYLIEeCTBIIEHUN KOHTPONA
Ka4yecTBa,

I/I) onncaHmne xapaktepucTtuk n CBOWCTB YNakoOBOYHbIX MaTtepunarnoB U YKYNnOpPO4YHbIX CPEeACTB;

K) [OaHHble O cTabunbHOCTM  (HE  NpeAacTaBnsAlTCA  NPU  FOCYQApCTBEHHOW  perucrpauum
UMMYHOBMONOrMYECKNX NEKapCTBEHHbLIX NpenapaToB ANsi BETEPUHAPHOIO NPUMEHEHMS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) CPOK roAHOCTM, YCNOBUS XPaHEHUS;

KoHcynbTaHTlnoc: npumeyaHue.

lMpn ycKopeHHOW Mpouenype pervcTpaumy BOCMPOM3BEAEHHOrO MpenapaTta AonyckaeTcsi HenpeacTaBrieHne
OMnMcaHns METOLAOB N X JOKYMEHTANbHOIO MOATBEPXKAEHUS, NPY MMCbMEHHOM 00583aTeNbCTBE UX NPEACTaBUTb
B TeyeHue 12 mecsues co gHa pernctpaumm (MNoctaHoBneHue MNpasutenbctea PO ot 12.03.2022 N 353).

5) oTyeT 0 pesynbTatax OOKMUHUYECKOrO UCCNEeaoBaHWS NEKapCTBEHHOro cpeactsa Afs BETEPUHAPHOro
NPUMEHEHMS1, BKIIOYAOLNIA ONMCaHNne METOOO0B OMNpedenieHns OCTaTOYHbIX KONMUMYECTB AEUCTBYIOLLEro BellecTBa
(OevicTBytlOWMX BeELLECTB), AOCTUralLWEro (OOCTUralLWmUX) CUCTEMHOrO KpPOBOTOKA, B MNPOAYKLUMM KMBOTHOMO
NMPOUCXOXAEHUS MOCNe MNPUMEHEHMSI TaKOro JeKapCTBEHHOIO CpeactBa, a Takke [OOKyMeHTanbHoe
noaTBepxaeHne (Banmaaumsi) ykasaHHbIX METOLOB;

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

6) OTHEeT O pesylnbTaTtax KIMHUYECKOro uccrnenoBaHuA nekapCTBEHHOro npenaparta And BeTepuHapHOoro
NPUMEHEHNA Y KaXXaoro smaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUWW NO BETEPUHAPHOMY NMPUMEHEHMUIO;

7) MNPOEKT MHCTPYKUMM MO BETepUHApPHOMY MPUMEHEHUI0 NeKapCTBEHHOro npenapaTa, cogep)allei
crefyrowe cBeeHns:

a) HanMmeHoBaHWEe JeKapCTBEHHOro npenapata Aand BeTepuHapHOro npuMeHeHusa (Mem,quapouHoe
HenaTeHToOBaHHOe, U rpynnnMpoBoYHOE, U XMMU4YeCKoe 1N Toproeoe HaVIMeHOBaHI/Iﬂ);

©0) nekapcTBeHHas popma C ykazaHMEM HauMeHOBaHUIA U KONIMYECTBEHHOIO cocTaBa AeNCTBYHOLMX BELLECTB
N KaYeCTBEHHOIO COCTaBa BCNOMOraTesibHbIX BELLECTB;

B) onucaHme BHeLWHero Bnaa nekapCcTtBeHHOro npenaparta anda BeTepmHapHOro npuMeHeHu4;

r) dhapmakoTepaneBTMyecKkas rpynna JfiekapCTBEHHOro npenapaTta ans BETEPUHAPHOTO MPUMEHEHUST UIK
yKasaHue "romeonaTuU4eckui nekapcTBeHHbIN npenapat”;

A) dhapmakogvHamMuka M hapMakoKMHETMKa (3a WCKMYeHUeM apMakKoKMHETUKM TroMeonaTUyYeckmnx
NeKkapCcTBEHHbIX NMpenapaTtoB U PacTUTENbHbIX NEKAPCTBEHHbIX NpenapaToB) UM onucaHne UMMYHOBUONOrMYECKNX
CBOWCTB fleKapCTBEHHOro npenapara;

€) nokasaHus Ans NPUMeHeHNs;

) NPOTMBOMOKAa3aHWs AN NPUMEHEHUS;

3) Mepbl NPeAOCTOPOXKHOCTU NPY NPUMEHEHWUN;

I/I) yKa3aHne BO3MOXXHOCTU U ocobeHHocTel NnpUMEHeHna y 6epemeHHb|x XNBOTHbIX, Y XXMBOTHbIX B Nnepuon
Nnaktauuu, y NnoOTOMCTBaA XXUBOTHbIX;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

K) PeXum [03MpOoBaHUsi, cnocob BBEAEHWS W MPUMEHEHWS, MpU HeobXoAMMOCTM Bpems npuema
nekapCTBEHHOro npenapaTta Ans BETepPUHAPHOro NpMMEHEHMS, NPOAOIHKUTENBHOCTb NEYEHUS;

J'I) BO3MOXHble MNOOOYHbIE AOENCTBUS, HexenaTenbHble peakunun npu npuMeHeHnn neKkapcTtBeHHOro
npenaparta ana sBeTepnHapHOro npuMeHeHua,

M) CUMMTOMbI NEPeAo3nPOBKA, MEPbLI MO OKa3aHUI0 MOMOLLM NPY NEPEeA03NPOBKE;
H) B3anmMoLencTBune ¢ ApyruMu nekapcTBeHHbLIMU NpenapataMu u (Mnu) kKopmamu;
0) hopMbl BbIMyCKa NeKkapCTBEHHOIO Npenapara 4518 BETEPMHAPHOIo MPUMEHEHUS;

n) ykasaHue (Npu HeobxoaMmocTn) ocobeHHOCTeW AEeNCTBUA NEeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPMMEHEHNS NPY NEPBOM NpUEME NN NPY ero OTMEHE;

p) onucaHue (Npn Heo6XoAMMOCTM) AeNCTBUIA cnelymanucTa B obnactu BeTepnHapuu, BnagernbLa X1MBOTHOrO
npu Nponycke npuema O4HOWN NNW HECKOMbKMX 403 NEKapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpMMeHeHns;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK rodHOCTM M yKasaHWe Ha 3anpeT NPUMEHEeHUs NekapcTBEeHHOro npenaparta Ans BeTepUHapHOro
NPYMEHEHMs Mo UCTEYEHUM CPOKa FOAHOCTHU;

T) YCINOBWS XpaHEHUS;

y) ykaszaHue Ha HeobXoAMMOCTb XpaHEHWUsi NEKapCTBEHHOrO npenapara Af1si BEeTepUHapHOro NpMMeHeHns B
MecTax, HeJOCTYMHbIX AN AeTeln;

&) vykasaHue (NpM HEOGXOAMMOCTW) creumanbHblX Mep NPeaoCTOPOXKHOCTU  MPU  YHUYTOXEHUU
HEeNCNOMb30BaHHbIX NEKapCTBEHHbIX NpPenapaTtos AN BeTEPUHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIo MUCNosib30BaHNA NpPOoAYKUMN XNBOTHOIO NPOUCXOXOEHUA nocne BBegeHUA XXUBOTHOMY
NeKapCTBEHHOrIO npenaparta gna BeTepnHapHoOro npuMeHeHu4;

L) ycroBusl OTNycka;

4) HAMMEHOBaHWSA N agpeca NPON3BOACTBEHHbIX MIOLLAA0K NPOU3BOAMUTENS NeKapCTBEHHOro npenapara ans
BETEPUHAPHOIO NPUMEHEHWS;

W) HaMMeHoBaHME, agpec  OpraHuMsauMu,  YNONHOMOYEHHOW  JepXaTeneM  unu  BnagesbleM
pervcTpaLmMoHHOro yaoCcTOBEepPEHWs NIEKAapPCTBEHHOIO nNpenapaTa Ha NPUHSATME NpeTeH3un oT noTpebuTtens;

8) MpoeKkTbl MaKeTOB MNEPBUYHOW YNAKOBKM WM BTOPWMYHOW YMakOBKM NEKapCTBEHHOro npenapata Ans
BETEPUHAPHOTO NPUMEHEHWS;

9) cneayoLwmne cBefeHNst O NIEKAPCTBEHHOM NpenapaTte Anst BETEPUHAPHOTO NPUMEHEHMS:

a) onvcaHue 1 CoCcTaB NleKapCTBEHHOMO Npenaparta a1 BETEPUHAPHOTro NPUMEHEHNS;

©0) onncaHne apmaneBTUYECKOn pa3paboTku;

B) onucaHue npouecca NpPOM3BOACTBA W €ro KOHTPOMNs, MNOAMUCAHHOE B NOpsiake, YCTAHOBIIEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOSALLEN CTaTbY;
(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) onucaHne KOHTPOMS KPUTUYECKUX CTaaui NMpoM3BOACTBA U MPOMEXYTOYHOW NPOAYKLUMKW, NOANMCaHHOE B
nopsiake, yCTaHOBIIEHHOM B COOTBETCTBUM C YaCTblo 1 HacTosILLEN CTaTby;

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

[) HauMeHoBaHWs 1 agpeca paspaboTunka, AepxaTens unu Bnagerbla perncTpauuoHHOro Ya0CTOBEPEHMS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKkapcTBEHHOro npenapaTa, NPOW3BOACTBEHHbIX NMOLWAAO0K NPOWM3BOAMTENS MEKapCTBEHHOro npenaparta Aangd
BETEPUHAPHOrO MPUMEHEHUS C yKasaHMeM CTagun TEXHOMOrM4Yeckoro npouecca, OCyLeCTBMsSieMbIX Ha
NPOM3BOACTBEHHbIX MMoLaaKax Npon3BoaMTeNs NekapCTBEHHOro npenapara ang BeTepuHapHoro NpuMeHeHus;

(8 pea. PegepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-®3)

€) hapmaueBTUYeCKas COBMECTUMOCTb;
X) MUKpPOBUMONOrMYeckme xapakTepuUCTmKu;
3) maTepuanbeHbI 6anaHc Ans Npon3BoACTBa CEpUN roTOBOMO NPOAYKTA;

VI) onncaHme XxapaktepucTtuk mn CBOWCTB YNakKOBO4YHbIX MaTepmhanoB U YKYNOPO4HbIX CPEACTB;

KoHcynbTaHTlnoc: npyumeyaHue.

Mpwn perncrTpauum No yCKOPEHHON NpoLieaype AONycKaeTcsl HenNpeacTaBneHne JOKYMEHTOB, MPeayCMOTPEHHbIX
nn. "k" n. 9 4. 3 c1. 17, Npn ycnoBmM1 NMCbMEHHOIO 0653aTENLCTBA MX NPEAOCTaBUTb B TeueHne 12 mecsiueB co
OHsA pernctpaunn (MoctaHosneHue MNpasutensctea PO ot 12.03.2022 N 353).

K) JOKYMeHTanbHoe noaTBepXaeHve (Bannaaums) npoLeccoB v (M) UX OLEHKa;

n) TpeboBaHNs K Ka4eCTBY BCMOMOraTenbHbIX BELeCTB (cepTudmkaT, cneuudurkaums Ha BCNoOMoraTerbHble
BellecTBa 1 X 00OCHOBaHue);

KoHcynbTaHTlnoc: npumeyaHue.

[Mpun pernctpauum No yCKOPEHHOM npoueaype A0onyckaeTcs HenpeacTaBneHve AOKYMEHTOB, NpeayCMOTPEHHbIX
nn. "mM" n. 9 4. 3 ¢c1. 17, Npn ycnoBun NMCbMEHHOro 0b6s13aTENbLCTBA UX NPEAOCTaBUTbL B TeYeHne 12 mecsaues co
aHs pervctpaumm (MoctaHosnexue lMNMpasutensctea P® ot 12.03.2022 N 353).

M) aHannTnyeckne MeToguku, ncnorib3yemMble Npu OCyLEeCTBIIEHUN KOHTPOJIA KadecTBa BCNoMoOraTtellbHbIX
BELLEeCTB,;

KoHcynbTaHTlnoc: npumeyaHue.

Mpu perncTpaumm nNo yckopeHHowu npoueaype AonyckaeTcs HenpencraBneHne JOKYMEHTOB, NPeayCMOTPEHHbIX
nn. "H" n. 9 4. 3 c1. 17, Npn yCnoBMM NMCbMEHHOTO 06A3aTenbCTBa UX NPELOCTaBUTb B TeyeHne 12 mecsues co
OHs pernctpaunn (MoctaHoBneHue MNpasutensctea PO ot 12.03.2022 N 353).

H) OOKyMeHTalnbHOEe noareBepxXxaeHune (BaJ'II/I,EI,aLI,VIFI) adHaNUTNU4YEeCKNX MeToaMuK, WUcnosb3dyemMbiX npu
OCYyLLEeCTBJIEHUN KOHTPOJ1A Ka4deCTBa BCNomMoraTesibHblX BELWECTB;

0) I/IHC*)OpMaLLI/IFl 00 MCnonb30BaHMM  BCMOMOraTenbHbIX BeLllecTB 4erioBe4yeckoro w”n >XMBOTHOIO
NPOUCXOXOEHNUA,

n) ytpatun cuny. - degepanbHbli 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHUsi K KauyecTBY NEKapCTBEHHOrO npenaparta Ans BETEePUMHAPHOro MpUMEHeHUs (cepTudmkar,
cneumdmrKauusi Ha NekapCTBEHHBIN NpenapaTt U nx 060CHOBaHME);

C) aHannTn4eckne MeToOuKn, UCMNOoJb3yeMble Mpu OCyLWEeCTBIIEHUN KOHTPOJA KadecTBa IeKapCTBEHHOro
npenapara gna BetTepnHapHoOro npuMeHeHua,

KoHcynbTaHTlNoC: npumeyaHue.
Mpwn perncTpaumm No yCKOPEHHOW npoleaype AOMyCKaeTcsl HenpeacTaBleHne JOKYMEHTOB, NPEAYCMOTPEHHbIX
nn. "t" n. 9 4. 3 cT. 17, Npu ycnoBuv NMCbMEHHOro 06s13aTENLCTBA UX NPESOCTaBUTb B TeveHne 12 mecsueB co
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

OHsa peructpauum (MoctaHoBneHwue Mpasutensctea PP ot 12.03.2022 N 353).

T) AOKyMeHTaribHoe noareepxXxneHue (Banmp,au,m) aHannTn4ecknx mMeTogukK, WCnoJib3yemMbiX TMpn
OCYLUECTBJTIEHUN KOHTPOJ1A Ka4deCTBa JIeKapCTBEHHOro npenapara aAna BeTepunHapHOro npuMeHeHn4;

y) HOOKYMEHT, NOATBEPXOAIOLWMIA KayecTBO JIeKapCTBEHHOro rfpenapata TpexX MPOMbILMEHHbIX Cepuit
(npoTokon aHanu3a unuM cepTUdUKAT aHanusa), ogHa Cepusi KOTOpOro AOShKHa coBnagatb C cepueit obpasua
riekapCTBEHHOro npenapaTta, No4aHHOro Ha PerucTpaLmio;

&) XapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX O6pa3L|,OB, MCnob3yemMblX TMpu OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
NeKapCTBEHHOrIO npenapara anda setepnHapHoro npuMmeHeHun4;

KoHcynbTaHTlnoc: npumeyaHue.

[Mpn yckopeHHOM mpouedype perucTpauuy BOCMPOM3BEOEHHOro mnpenaparta AonyckaeTcs HenpeacTaBineHve
cBefeHUn, npegycMoTpeHHblx nn. "u" n. 9 4. 3 c1. 17, Npy NUCbMEHHOM 00s3aTeNnbCTBE MX MPeLoCTaBUTh B
TeyeHne 12 mecsues co gHa pernctpaumm (MoctaHoBneHue Mpaeutensctea PO ot 12.03.2022 N 353).

L) faHHble 0 cTabunbHOCTY NEKapCTBEHHOIO NpenapaTta A BEeTePUHAPHOro NPUMEHEHUS;

10) konusa OOKYMeHTa, coaepXallero MHgopMauuio O Hanuuum unm ob oTcyTcTBUM (DaKTOB perncrpauuu
NeKapcTBEHHOro npenapara Ansi BeTEpMHAPHOro NnpMMeHeHus 3a npegenamm Poccunckon ®enepaviny;

11) cornacme B MUCbMEHHOW opMe, NPeayCMOTPEHHOE YacTbilo 7 HaCTosWen CcTaTbu, B Cry4ae
perncTpaumm BOCNponsBeaeHHOro fiekapCTBEHHOro NpenapaTa;
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) konua JOKYMEHTa Ha pPYCCKOM fi3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOpPsiAKE U MOATBEPXAAoLLEro
NMPaBOMOYHOCTb 3asiBNIEHUSI O rOCYAapCTBEHHOW perucTpauum rnekapcTBEHHOro npenaparta Ans BeTepMHapHOro
NPUMEHeHNs (4OBEPEHHOCTD);

KoHcynbTaHTlntoc: npumeyaHue.

[o 31.12.2030 poccuinckumMm Npor3BoOAUTENAM paspeLleHo He NpencTaBnATb CBEAEHNA B cooTBeTCTBMM c n. 13
y. 3 cT1. 17 npu perncTpauum UMMYHOOMOMOTMYECKNX FeKapCTBEHHbIX npenapaTtoB ([locTaHoBNeHue
MpaBuTtenbctBa P® ot 12.03.2022 N 353).

13) cBegeHuss O rocyAapCTBEHHOW perucTpauuu reHHO-UHXEHEPHO-MOAMMULNPOBAHHBIX OPraHU3MoB,
npegHasHavYeHHbIX ANs BbiNycka B OKpyXawllyl cpefy (Npy rocygapCTBEHHOW perncTpaumm nekapCTBEHHbIX
npenapaToB Ansi  BETEPUMHAPHOTO  MPUMEHEHMS,  MOMYYEeHHbIX C  MPUMEHEHMEM  TEeHHO-UHXEHEPHO-
MOANMLNPOBAHHBLIX OPraHN3MOB UMW COAEPXKALLMX TaKMe OPraHn3Mbl).

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

4. Tpw npoBefeHNM YCKOPEHHOW Mpouenypbl 3KCNepTU3bl NIEKAPCTBEHHOIO Npenapara A4S BeTepMHapHOro
NPUMEHEHMS (3a UCKIMOYEHNEM JNTIEKAPCTBEHHOTO Npenapara a1 BETEPUHAPHOIo NPUMEHEHWS], YKa3aHHOIo B YacTu
4.1 HacTosLEeN cTaTbM) B LIENSX €ro rocy4apCTBEHHOW perMcTpaumMm BMeCTo oTyeTa pa3paboTumka o pesyrnbrarax
OOKIMMHMYECKOrO WCCIELOBaHUsl JIEKAPCTBEHHOrO CpeacTBa AJ19 BETEPUHAPHOrO MPUMEHEHUS MOXEeT ObITb
npeactaBneH o0030p HaydHbiXx paboT O pesynbTatax [OOKIMHUYECKOrO UCCrefoBaHus  pedepeHTHOro
nekapCTBEHHOro npenapaTta AN BETEPUMHAPHOIO MPUMEHEHUS, @ BMECTO OT4yeTa O pe3ynbTatax KIMHUYECKOro
nccrnegoBaHusi NekapCcTBEHHOTO Npenapara Ans BETEPUHAPHOIO NPMMEHEHMS OTYET O pe3yrbTaTtax UccreaoBaHumn
OG1O3KBMBANEHTHOCTU BOCMNPOM3BEAEHHOIO NIEKAPCTBEHHOIO Npenapara Ansi BeTEPUHapHOro NpUMeEHEHMS.

(B pea. PepepanbHbix 3akoHoB OT 02.08.2019 N 297-03, o1 28.04.2023 N 171-®3)

4.1. MNpw npoBegeHMM YCKOPEHHOM Npoueaypbl 9KCNepTu3bl NleKapCTBEHHOro npenapara Ans BeTepMHapHoro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NpUMeEHeHWs, NpeaHa3Ha4YeHHOoro Ang fneyYeHnss JOMaLUHUX XUBOTHbIX, onpeaerieHHblx deaepanbHbiM 3aKOHOM OT
27 pekabpa 2018 roga N 498-03 "O6 oTBETCTBEHHOM OOpALLEHUN C XUBOTHBIMU U O BHECEHUU U3MEHEHWI B
OoTAeNbHble 3akoHodaTesnbHble akTobl Poccunckon depepauumn”, ©n  3aperMcTpupoBaHHOIO B  KayecTBe
nekapcTBEHHOro npenapara ans MeauLMHCKOro NpUMeHeHUs, B LensxX ero rocygapCTBEHHON permctpauum BMecto
oTyeTa paspaboTtumMka O pesynbTaTax OOKIMHUYECKOro WCCefoBaHWsl JlekapCTBEHHOro cpeactea  Aans
BETEPUHAPHOIO MNPUMEHEHUsT MOryT ObiTb MpeAcTaBneHbl pes3ynbTaThl  OOKIIMHUYECKOrO  UCCreLOoBaHUs
COOTBETCTBYIOLLIErO JIEKAPCTBEHHOIO CpeAcTBa ANst MEAMLUMHCKOrO MPMMEHEHUS, a BMECTO OT4YeTa O pesyrnbTaTtax
KNMMHUYECKOTO MCCrneaoBaHnsi NeKapCTBEHHOrO npenaparta Afsi BETEPUMHAPHOro NPUMEHEHUs - 0630p HayuHbIX
paboT 0 pesynbTaTtax KIMHUYECKUX UCCIeAOBaHUA NIeKapCTBEHHOMO npenapaTta Ansg MeguuMHCKOro NpUMeHeHWUs
Ha BMAaXx XMBOTHbIX, KOTOPbIM NpeAHa3Ha4YaeTCa UCCedyeMbI NEKAapCTBEHHbIN npenapar.

(vyacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha akcneptmnsy pasnunyHbIX nekapcTBEHHbIX (POPM OLHOIMO0 U TOrO Xe feKkapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO MPUMEHEHMUS 3asiBUTENb MNPeACTaBnseT OTAESbHblE 3asiBMIEHUS U PEerMcTpaumoHHble [oCbe Ha
Kaxkayto nekapcTBeHHyo cdopMy. Mpu ycnoBun ooHOBPEMEHHOW MOAaYM Ha 3KCMEepTU3Y OAHOW NeKapCTBEHHOW
opMbl C pasfMYHbIMU LO3MPOBKON, KOHLEHTpauueln, o6beMOM 3asiBUTEMb MpeAcTaBnsieT O4HO 3asiBrieHune u
PErMCTPaLMOHHOE [OCbE C MPUIOXEHMEM MaKeTOB MEPBUYHON YNaKoBKM M BTOPUYHOM ynakoBku. Ha makeTax
MEepPBUYHOM YMaKOBKM W BTOPUYHOWM YMaKOBKM YKasblBalOTCH BCE NPOM3BOAMMbIE [OO3UPOBKWU, KOHLEHTpaLuu,
06beMbl U KONMYECTBO 403 B YNAKOBKE NEKAPCTBEHHOIO NpenapaTa Ansi BETEPUHAPHOrO NPUMEHEHMS.

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnyyae HenpeacTaBneHus ¢ 3asBNeHNEM O rocy4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara
ONsl BETEPMHAPHOr0 MPUMMEHEHMS1 OOKYMEHTOB, MOATBEPXAAKLWMX ynnaTty rocyadapCTBEHHOM MOLWMUHbI U
yKa3aHHbIX B MyHKTE 7 4YacTh 2 HaCTOALLEN CTaTbW, CBEAEHNN O NIMUEH3USX, YKa3aHHbIX B NyHKTax 1 n 2 yactn 3
HacTosILLen cTaTbM, a Takke BblgaBaeMbix (MpegocTaBnsieMblX) YNONMHOMOYEHHbIMU dbeaepanbHbiMM OpraHamu
NCMNONMHUTENbHOW BMNAacTM [OOKYMEHTOB (CBEAEHMN), YyKasaHHbIX B MNyHKTe 2.1 4yacTu 3 HacToswWen cTaTtby,
YMOSIHOMOYEHHbIA  dedepanbHbIi  OpraH WCMOSIHUTENbHON BRacTM  3anpallMBaeT YyKasaHHble [AOKYMEHThI
(cBeoeHus) B nopsake MeXBeAOMCTBEHHONO MHPOPMAaLIMOHHOIO B3aMMOAENCTBIS.
(vacTb 6 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTca Mcnonb3oBaHve B KOMMEPYECKUX Lensax MHgpopmaumm o pesyrnbratax AOKIMHUYECKUX
NCCreoBaHUM NEKapCTBEHHbIX CPeACTB W KIUHWYECKMX WCCNEeLOBaHUM NEKapCTBEHHbIX MpenapaTtoB Ans
BETEPMHAPHOIO MPUMEHEHUS, NPEACTABIIEHHON 3asaBUTENEM AN FOCYAapCTBEHHOW perncrpaummn nekapcrBeHHbIX
npenapaToB, 0e3 ero cornacusi B TeYeHMe LeCTM feT C AaTbl rocyaapCTBEHHOW perncrtpauun pedepeHTHoro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

8. [epxaTtenb unu BRageney perucTpaunoHHOro YOOCTOBEPEHMS JEKAapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIrO NPUMEHEHNsT NpeacTaBnseT B YNOMHOMOYEHHbIM dhefepanbHbIi OpraH UCNOMHUTENBHON BAAacTu
OT4yeT Mo pesynbTatam d¢apmMakoHag3opa OAWH pa3 B LWEeCTb MeCdAueB B TeyeHue [AByX neT nocne
rocy4apCTBEHHOW pervcTpaumm rnekapcTBeHHoro npenapata B Poccuiickon ®epepauun, 3aTem eXerogHo B
TeYyeHne nocrnegyroLLmx Tpex neT U B AanbHenweM O4vH pa3 B Tpu roga.

(vyacTtb 8 BBegeHa ®epepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

KoHcynbTaHTlNoC: npumeyaHue.
C 01.09.2024 ct. 18 yTpaunsaet cuny (3 ot 30.01.2024 N 1-d3).

Cratba 18. NMogaya u paccMoTpeHue 3asiBIIEHUS O rOCyAAapPCTBEHHOW perucrpauum JieKapCTBEHHOro
npenapara Ansi MeAuULMHCKOro npMMeHeHus
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ans rocygapcTBeHHOM perncTpauum rnekapcTBeHHOro npenapata Ansg MeOMLMHCKOro MpUMEHEHUs
topugndeckoe nuuo, AenNCTBylee B COOCTBEHHBIX MHTEpPEecax WM YNofIHOMOYEHHOE MPeACTaBnsATb UHTEPECHI
OPYroro pUAMYECKOro nvua 1 3asBrsalollee nekapCcTBEHHbIN npernapaT Ha rocyfapCTBEHHYIO perncrpauuio
(panee B HacToslWeW cTaTbe - 3asiBUTENb), MNPEACTaBfsieT B YNOJIHOMOYEHHbIN heaeparnbHbIi  OpraH
WCNONHUTENBHON BracTW, OCYLIECTBNSAIOLWMIA rOCyAapCTBEHHYIO pPerncTpaumio nekapCTBEHHbIX npenapartoB Ans
MEeOMLIMHCKOrO MPUMEHEHUS, B 3MEKTPOHHOM hopMe N Ha ByMaxHOM HOcuTene 3asBreHue O rocygapCTBEHHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

perncTpaumm nekapcTBEHHOro npenapaTa Ans MeAULUHCKOrO NMpUMMEHEHUs, a Takke B Nopsiike, YCTaHOBMEHHOM
YMOMHOMOYEHHbIM defeparnbHbiM OPraHOM MCMOMHUTENbHOW BNacTu, B 3MEKTPOHHOW ¢hopme u Ha BGymaxHoMm
HocuTene HeobxoAuMble OOKYMEHTbl, U3 KOTOPbIX (POPMMPYETCH perucTtpauuoHHOe A0Cbe Ha NeKapCTBEHHbIN
npenapaT 4N MeAULMHCKOro NPUMEHEHMS.

(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHun o FocyﬂapCTBeHHOVI perncTtpaunm nekapCrBeHHOro npenapara anda MeaununHCKoro
NPUMEHEHNA YKa3blBalOTCA:

1) HaumeHOBaHWe, agpec 3asBUTENA M MPOU3BOAMUTENS MEKApCTBEHHOro npenaparta And MeauuUHCKOro
npUMeHeHusl, cBefeHus 06 ux perucTpaumMm B KadecTBe HanoronnaTenbliuka B CTpaHe peructpauvn (ans
POCCUINCKMX OPUANYECKNX NUL - MOEHTUMUKAUMOHHBIM HOMep Hanoronnatenswuka (MHH), ana vHocTpaHHbIX
IOpUONYECKUX NUL, - CTpaHa perncrpaumu, HaMMeHOBaHWe PerncTpUpyIoLLero opraHa, permcTpaunoHHbIN HoMep,
Kog HarnoronnaTesnbliMKa B CTpaHe pernctpaummn (MHKopnopaumu) unm ero aHanor) u agpec MecTta OCyLLeCTBIeHNs
NMPOM3BOACTBA feKapCTBEHHOro npenapata (B Cnyyae HanuuuMs HECKOMbKUX YYaCTHWKOB npouecca ero
NMpPOM3BOACTBA HeOOXOAMMO YykasaTb KaXAoro y4yacTHMKA B COOTBETCTBUM C OCYLLECTBRSIEMOW cTaauen
Npov3BOACTBA);

(n. 1 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-d3)

2) HaMMeHOBaHWe neKapCcTBEHHOro npenapata Ans MEAMUUHCKOro NpUMeEHeHus1 (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAMMEHOBaHWUS);

3) nepeyeHb ,EleVICTByIOU.lVIX N BCnomMmorartesibHbIX BeWeCTB, BXOOALWNX B COCTaB JIeKapCTBEHHOIo npenapara
ona MmeauumHCKOro npuMeHeHu4d, ¢ yka3aHmem Konny4ecTBa KaXxaoro U3 HuxX;

4) nekapcTBeHHas dopma, 403MPOBKa, CNocobbl BBEAEHMS U NMPUMEHEHWS, CPOK FOAHOCTU fNeKapCTBEHHOMO
npenapaTa Ans MeauumMHCKOro NpUMeHeHus;

5) dapmakoTepaneBTMyECKas rpynna, Ko4 aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Kraccudukauum,
pekoMmeHaoBaHHOW BcemupHon opraHusaumern 3OpaBoOXpaHEeHWs, 3asiBnsemble MokasaHus Ans npuMeHeHust
nekapcTBeHHOro npenapara Anst MeauUMHCKOro NPUMeHeHns;

6) OTCyTCTBUE Heob6xoauMocTu npeaocTtaBlieHnaA ot4vyeTa O pe3ynbTaTtax KIMHUYEeCKOro uccnenoBaHuA,
nccnegoBaHust  BGMO3KBUBANIEHTHOCTU NIeKapCTBEHHOIo npenaparta, pa3peweHHoro anda MeaumunHCKoro
NnpUMMEHEeHna B Poccuiickon dJe/J,epau,MM Oonee aBaguatu neT, C yKasaHnemMm HOPMaTUBHbIX MPaBOBbIX aKTOB,
noareepXxaarLwmx OaHHbIN CPOK NpUMEHEHUA;

7) HeobxoaMMOCTb OPOpMIMEeHUs paspelleHns Ha BBO3 B Poccuickyio Pegepaumio KOHKPETHON napTum
3aperucTpmpoBaHHbIX U (UNW) He3aperucTPUpPOBaHHLIX NEKAPCTBEHHbIX CPeacTB, MNpeaHasHayeHHbIX Ans
NPOBEAEHUS 3KCNEePTU3bl NTEKAPCTBEHHbIX CPEACTB B LIENAX rocy4apCTBEHHON pernctpaumm,

8) HeobGXoOMMOCTb NpOBEAEHMs 3KCMepTU3bl [OOKYMEHTOB, TNpeACTaBlieHHbIX AN onpeaerneHust
BO3MOXXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN npenapar Ans MeOuULMHCKOrO MPUMEHEHMUs! MpU OCYLLECTBNEHUN
rocyqapcTBEHHOM perucTpauum B kayecTee opdpaHHOro nekapcTBeHHOro npenapara;

9) HeobXo0AMMOCTb MPUMMEHEHWUsSI YCKOPEHHOMW npoLeaypbl SKCNepTU3bl NEKAPCTBEHHbIX CPEACTB B LENsX
rocy4apCTBEHHOW pernctpauum nekapcTBEHHOro nNpenapara;

10) KONUK JOKYMEHTOB, MOATBEPXKAAIOLLMX YNNaTy rocyAapCTBEHHOW MOLMUHbI:

a) 3a npoBegeHue JSKCnepTu3bl [OOKYMEHTOB, nNpeAcTaBfieHHbIX And onpeeneHna BO3MOXHOCTU
paccmaTpunBaTb ﬂeKapCTBeHHbIVI npenapar ansa MeaULIMHCKOIro npuMeHeHnqa npu ocyulecTBlieHUn
FOCWJ,apCTBeHHOVI perncTtpaunmn B Ka4ecrtee Op(baHHOI'O JNIeKapCTBEHHOIO MNnpenapara,

0) 3a NpoBeaeHNe 3KCNEPTU3bl KAYECTBA JIEKAPCTBEHHOIO CPEACTBA WM SKCNEPTM3bl OTHOLLEHUS OXUOAEMOM
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHWs] NEKAPCTBEHHOro npenapaTta, paspelleHHOro Ans MeguuMHCKOro
npumeHeHns B Poccunckon &depepaumm 6Gonee pfBaguatu neT, NpPU  OCYLECTBIIEHUN TOCYOAPCTBEHHOM
perncrTpaumm riekapcTBEHHOIo nNpenapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

B) 3a nNpoBefeHMe 3KCNePTU3bl Ka4ecTBa NeKapCTBEHHOIO CPeACTBa M IKCMEpPTU3bl OTHOLLEHUS OXMOAEMOWN
NOJb3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA NeKapCTBEHHOro npenaparta gna MegmunHCKoro npuMeHeHua npu ero
rocyfapCTBEHHOW permcrpawmu,

r) 3a NpoBeAeHME IKCMEePTM3bl KayecTBa NEKapCTBEHHOrO CpeacTBa U IKCMEPTU3bl OTHOLLEHNS OXMAaemMomn
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FeKapCTBEHHOro npenaparta Ansg MeOUUMHCKOTO MNPUMEHEHWs, B
OTHOLUEHMU KOTOPOro MNpoOBeAEeHbl MEXAYHapOAHblE MHOIOLEHTPOBbIE KMMHUYECKME WCCregoBaHusl, 4acTb U3
KoTopbiX npoBedeHa B Poccuinckon ®egepauun, npyv  OCYLLECTBMEHUMM TOCYAAPCTBEHHON perucrpauuu
nekapCcTBEHHOro npenapara;

11) Hanuume cornacus npou3BoauTENs NeKapCTBEHHOro npenapata, MNpPOUM3BOACTBO  KOTOPOro
ocyllecTBnsieTcst 3a npegenamu Poccunckon ®epepauumn, Ha NpoBegeHNE UHCMEKTMPOBAHMS NMPON3BOAMTENS Ha
COOTBETCTBME TpebOBaHMAM NpaBuil Haanexallen NpoM3BOACTBEHHON NPAKTUKW;

12) Hanuume cornacus, NpegyCMOTPEHHOIO YacTbio 18 HacTosALWwen cTaTtby;

13) ykasaHvMe BMAa NEeKapCTBEHHOro npenaparta, MNpPeACTaBleHHOro Ha peructpaunto (pedepeHTHEIN
rniekapCTBEHHbIA npenapaTt, BOCMNPOM3BEAEHHbIN NEKAPCTBEHHbLIA NpenapaT, OMONorMyeckuin  nekapcTBEHHbI
npenapaT, 6OwuoaHanorosbin (6MonNodoOHLIN) NEeKapcTBEHHbIM npenapat  (6uoaHanor), romeonaTny4ecKkun
nekapcTBEHHbIV Npenapat, NekapCTBEHHbIA PaCTUTENbHbLIN Npenapar).

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

3. PeructpaunoHHoe gocbe Ha neKapCTBEHHbI npenapaT AN  MeOWUMHCKOTO  NPYMEeHeHUs
npegocTasnseTcs B opme obLEero TEXHNYECKOro AOKYMEHTa.
(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Paspgen AOOKyMeHTauun agMMHUCTPaTUBHOIO XapakTepa BKITKO4YaeT B cebs:

1) 3agdBneHVe O TrOCyAapCTBEHHOW perucTpaumy nekapcTBEHHOro npenapara Ans  MeavLMHCKOro
NPUMEHEHWS B 3MNEKTPOHHOW (hopMe 1 Ha BymakHOM HocuTene;

2) KON OOKYMEHTa Ha PYCCKOM $3blKe, 3aBEPEHHOrO0 B YCTAHOBIIEHHOM MOPSOKE M MoATBEpXAatoLwero
NPaBOMOYHOCTb 3asdBUTENsI NOA4aBaTb 3asiBNIEHWE O rocygapCTBEHHOM perncTpaumu fiekapCTBEHHOMO npenapara
4N MeguLMHCKOro NpMMEHEHUs (4OBEPEHHOCTD);

3) cBegeHns O paTe nNpenocTaBfieHUs UM PErMcTPauMoHHOM HOMEpPEe MULEH3MUM Ha NPOU3BOACTBO
NeKapcTBEHHbIX CPEeACTB UMM CBeAdeHUsl O AaTe NpedocTaBfieHuUst U perncTpauuoHHOM HOMepe 3aKMYeHUs o
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHWsIM MpaBun Hagnexawlern nponm3BoACcTBEHHON
NPaKTVKW, BblAaHHbIX (MpegoCcTaBreHHbIX) YNOTHOMOYEHHbIM hefepanbHbiM OpraHoM UCMOMNHUTENBHOWM BriacTu B
OTHOLUEHMN NPOU3BOACTBEHHOW NIOLWAAKM PErMcTpMpyeMoro rekapCTBEHHOro mnpenapata, B Chnydae, ecnu
NPOU3BOACTBO NEeKapCTBEHHOTO Npenapara ocyllecTBnseTcs B Poccuiickon ®eaepauny;

(B pea. PepepanbHbix 3akoHOB OT 04.06.2018 N 140-93, o1 27.12.2019 N 478-®3)

4) KONUK MpPegoCTaBfIEHHOM  YMOMHOMOYEHHbIM OpraHoM CTpaHbl MpPOU3BOAUTENS MMUEH3MM Ha
NMPOu3BOACTBO fEKapCTBEHHOIO MpenapaTa M ee nepeBof Ha PYCCKAM A3blK, 3aBEpPEHHble B YCTAHOBIIEHHOM
nopsiake, a Takke KOMUIO 3aKIHYEHUsI O COOTBETCTBMU MPOU3BOOUTENS JIEKAPCTBEHHBIX CpeacTB TpeboBaHMAM
npaBun Hagnexallen npOM3BOACTBEHHOW MNPAKTUKX, BblAAHHOTO YMNOMHOMOYEHHBIM beaepanbHbiM  OpraHoM
WCMNONMHUTENbHOMW BnacT B OTHOLUEHUM MPOU3BOACTBEHHOW NIOLWAAKA PEMMCTPUPYEMOrO JIEKAPCTBEHHOIO
npenapaTta, WM KOMUIO pPELUEHUsT YMONTHOMOYEHHOro dhbefepanbHOro opraHa WCMOMHUTENbLHOW BNactm o
NPOBEAEHUN MHCNEKTUPOBAHUSA MPOU3BOOUTENSA JIEKAPCTBEHHLIX CPeacTB, B Clyvae, ecnv Npou3BOACTBO
NeKapCTBEHHOro npenapara ocyLecTBnsieTcs 3a npegenammn Poccuiickon ®epepauuu;

(B peq. PegepanbHbix 3akoHOB OT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

5) NpOeKT WHCTPyKuMM Mo MeaMLMHCKOMY MPUMEHEHUI0 IeKapCTBEHHOro npenapara, cofepallei
criefylolne ceeieHus:

a) HanmMeHoBaHue NneKapCcTBEeHHOro npenapara (Me>|<,quapo,u,Hoe HenaTeHToBaHHOEe, Ul rpynnmpoBo4Hoe,
nnn xmmn4yeckoe n Toproeoe HaVIMeHOBaHVIFI);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

©) nekapcTBeHHas popma C ykazaHMEM HauMeHOBaHUIA U KONMYECTBEHHOIO COCTaBa AENCTBYOLMX BELLECTB
M Ka4yeCTBEHHOro CcocTaBa BCMOMOraTenbHbIX BellecTB (NpM HeobXoOUMOCTU KONMYECTBEHHOIO COCTaBa
BCMOMOraTesbHbIX BELLECTB);

B) OnNMcaHue BHELLUHEro Buaa nekapCTBEHHOro npenapara aAnsg MeauLUHCKOro NpUMEHEHUs;

r) n3nKo-xMMmnyeckne cBomcTBa (ans pagnodapmaueBTUYECKUX NEKAPCTBEHHbIX NpenapaToB);

) bapmakoTepaneBTMyecKas rpynna, ko4 nekapcTBEHHOro npenapata Ang MeguuuHCKOro NpuMeHeHns no
aHaTOMO-TepaneBTUYECKO-XMMNYECKOW Knaccudpmkauuu, pekomeHgoBaHHOW  BcemupHon — opraHusaumen

34paBOOXPaHEHMNs, NN yKasaHue "romeonaTtuyeckuii nekapcTBeHHbIN npenapat”;

e) dapmakogMHammuka UM apmMakokMHeTUKa (3a WCKMYEeHNeM (DapMaKOKMHETUKM TOMeonaTUYecKnx
nNeKkapcTBEHHbIX NpenapaToB U pacTUTeSbHbIX JIEKAaPCTBEHHbLIX NpenapaTtos);

X) MOKa3aHUs ANs NPUMEHEHNS;
3) NPOTMBOMNOKa3aHNs ANt NPUMEHEHNS;
1) Mepbl NPELOCTOPOXHOCTU NPU NPUMEHEHUN;

K) yka3aHWe BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHMS fleKapCTBEHHOrO npenapaTta Anst MeAULMHCKOro
NPUMEeHeHUs1 6epeMEHHBIMU XXEHLLMHAMMU, KEHLLMHAMW B NEPUOL FPYAHOIO BCKapMiMBaHWS, A€TbMU, B3POCTbIMY,
NUMEIOLLUMUN XPOHMYECKne 3aboneBaHus;

n) peXum [03MpoBaHus, Crnocobbl BBEAEHWS M MPUMEHEHWs, Mpu HeobXoAMMOCTW Bpems npuema
nekapcTBEHHOro npenapaTta anst MeAULIMHCKOrOo NPUMEHEHUS!, MPOAOIMKUTENBHOCTL NeYeHUsi, B TOM Yncne y aeten
[0 ¥ nocrne oHOro roaa;

M) BO3MOXHbl€ HeXeJlaTellbHble peaKkuun npun npMMeHeHnn rekapCTtBeHHOro npenapara anda meguumnHCKoro
NPUMEHEHNA;

H) CUMMNTOMbI NEPESO3VMPOBKN, MEPbI MO OKa3aHWo NOMOLLM NPY Nepeso3upPOBKeE;
0) B3aVMOZEWNCTBUE C APYrMMU NIEKAPCTBEHHBLIMU NpenapaTamu 1 (MNn) NULEBLIMU NPOAYKTaAMMU;
n) hopMbl BbiNycka NekapCcTBEHHOTO Npenapara;

p) ykasaHue (npyu HeobxoanMocTM) 0cOBEHHOCTEN AENCTBUSA NEKapCTBEHHOro npenapara Ans MeavLUHCKOro
NPUMEHEHMWS NPV NEPBOM NPUEME UMW NPU EFO OTMEHE;

C) onucaHue (Npu HeobxoaAMMOCTUN) AencTBUi Bpada (penbawepa) n (Mnv) naumeHTa npu nponycke npuema
OOHON MMM HECKOMbKMX 03 NleKapCTBEHHOro npenapaTta And MeguUMHCKOro NpUMEeHeHNs;

T) BO3MOXHO€ BJIMAHME J1eKapCTBEHHOro npenapara Aand MeanunHCKoro npumMmeHeHua Ha cnocobHocTb
ynpaendaTb TPAHCMNOPTHBIMKU CpeaACcTBaMU, MeXaHU3MaMu,

y) CPOK rogHOCTM M yKasaHMe Ha 3anpeT MNpPUMEHEHUs NeKkapCTBEHHOro npenapaTta Ans MeAuLMHCKOro
NMPUMEHEHMS NO UCTEYEHUN CPOKA FOAHOCTH;

@) ycrnoBus xpaHeHus;

X) yKa3aHue Ha HeobXoOMMOCTb XpaHEHUs1 NEKApPCTBEHHOrO npenaparta ANnsi MeAUUMHCKOro NMpUMEHEHMUs B
MecTax, HeOCTYNHbIX ANS AeTen;

Ll,) YKa3aHue (I'Ipl/l HeOGXO,EI,VIMOCTVI) cneunanbHbIX Mep nNpefoCTOPOXHOCTU MNMpPpU  YHUHTOXEHUn
HEeWNCNOoJIb30BaHHbIX NIEKAPCTBEHHbIX NnpenapaTtoB AnAa MmeguumnHCKOro npuMeHeHua,;

4) yCrioBusl OTMYCKa;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

LLI) HanmeHoBaHNA U agpeca Npon3BOACTBEHHbIX MIOWaaokK Npon3BoanTenA 1IekapCTBEHHOIO npenaparta;

W) HauMeHoBaHve, agpec  opraHusauuu,  YNONMHOMOYEHHOW  JepXaTenem unu  Bragenblem
PErncTpaLUMoHHOro YAOCTOBEPEHUSI NEKapCTBEHHOro npenaparta Ans MeaMUMHCKOrO MPUMEHEHMSI Ha MpUHATME
npeTeH3uin oT noTpebutens;

6) VHCTPYKLUIO MO MEAMLMHCKOMY NMPUMEHEHMIO UNN KPaTKY0 XapaKTEePUCTUKY JlekapCTBEHHOro npenapara,
yTBEPXXOEHHbIE B CTpaHe NPOoM3BOaAUTENS;

7) NpPOEKTbl MakeTOB MNEepBMYHON YMAKOBKM W BTOPMYHOM YMaKOBKM JEKAapCTBEHHOrO npenapaTta Ans
MEANLMUHCKOrO NPUMEHEHUS;

8) MpoeKkT HOpPMaTUBHOW AOKYMEHTauMu UM HOPMaTMBHOIO AOKYMEHTa Ha neKapCTBEeHHbIN npenapat Ang
MeOMLMHCKOrO NPUMeHeHnst MMbo ykasaHue COOTBETCTBYIOLLEN hapMakonenHon ctaTby;

9) [OOKYMEHT, cofepXawunh WuHdopMaumo O Hamumumm unm 06 OTCYTCTBMM (haKTOB perucrpauuu
nekapCTBEHHOro npenaparta Anst MeguUMHCKOro NpuMeHeHus 3a npegenavu Poccurickon ®eagepauny;

10) KONUM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOpsiAKe W MoaTBepXdalowmx akT permcrtpauum
neKkapcTBEHHOro npenapaTa B MHOCTPaHHbIX rocyAapcTBax B KavecTse opaHHOro nekapcTBeHHOro npenapara;

11) nnmaH ynpaeneHus puckamu Ans OGUONOrMYEeCcKMX NeKapCTBEHHbIX MpenapatoB AN MeAMLMHCKOro
NPUMEHEeHS;

12) QOKYMEHT O cucTeMe hapMakoHaa3opa AepKaTens unv Bnagesbla perncTpaunoHHOro YaoCTOBEpeHUs!
nekapcTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXAAlWMMA KavyecTBO feKapCTBEHHOro npenapaTta Tpex MPOMbILNEHHbIX Cepui
(npoTokon aHanusa unu cepTudukat aHanusa), ogHa cepusi KOTOpPOro AOoSbkHa coBnagaTb C cepuel obpasua
fiekapCTBEHHOro npenapata Ans MeAUUMHCKOrO MpUMEHEHUs, NPeACTaBleHHOr0 Ha rocy4apCTBEHHYHO

permcTpauuio.
(vacTb 4 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, hapManeBTU4ecKon 1 BMonorniyeckon JOKyMeHTauum BknovaeT B ceba JOKYMEHTHI,
cogepxaiiue nHdopMaumio o dhapmMaLeBTMYeckon cybcTaHumMmM 1 nekapcTBEHHOM npenapaTte Ans MeguuUMHCKOro
NPUMEeHeHus1, NpoLecce ero NPoM3BOACTBA U METOAax KOHTPONS KavyecTsa, B TOM Yuchne:

1) Konuio JOKyMeHTa, codepxaliero crnegyroulyto MHdopmaumio o dapmaueBTUyeckon cybctaHuum unu
apmaueBTUYECKMX CYOCTaHUMAX, BXOASWMX B COCTaB [eKapCTBEHHOro npenaparta, 3a MWCKIHYeHneMm
nHdpopmaumm o apmaueBTUYECKNX CYOCTaHUUSAX, BKITHOYEHHBIX B FOCYAApPCTBEHHLI peecTp NeKapCTBEHHbIX
cpeacTB B COOTBETCTBUM CO cTaTben 34 HacToswero PegepanbHOro 3akoHa:

(8 pen. PegepanbHoro 3akoHa ot 27.12.2019 N 462-03)
a) HaMmeHoBaHWe hapmaLeBTUYeCKoN cybcTaHumK, ee CTPyKTypa, o6Lime CBOWCTBa;
6) HaMeHOBaHWe 1 agpec NPoM3BOAUTENS;

B) TexXHosnorna npom3soactea C onncaHnem cTagmmn npon3BoacTBa U MeETOOO0B KOHTPOJIA Ha BCeX CTaauax
npoun3BOACTBa,

r) onucaHue pa3paboTku npoLecca NPon3BOACTBa;

4) ONUCaHne KOHTPOJIA KPUTUYECKMX CTaguin NpoM3BOACTBA M MPOMEXYTOYHOM NPOAYKLUNNK;
€) JoKyMeHTanbHoe noaTeepxaeHve (Banvaaums) npoLeccos u (Unn) Nx OLEHKa;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XapaKkTepucTika NnpuMecen;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

1) cneumdukaums Ha papMaLeBTUYECKY0 CybCTaHLMIO 1 ee 060CHOBaHME;

K) aHanuMTU4eckne MeToaMKN, UCMOMb3yeMble NMPU OCYLLECTBIEHUM KOHTPOMS KayecTBa hapmaueBTUYECKOM
cybcTaHuuu;

n) [OKyMeHTanbHOe MOATBEPXAeHWe (Banmvpauus) aHanuMTUY4eCKMX MEeTOAMK, WCMOoMNb3yeMblX npwu
OCYLLLECTBMNEHMM KOHTPOMS KavyecTBa hapmaLeBTMYECKOW CybcTaHumu;

M) pe3ynbTaTbl aHannsa cepuii papmMaLeBTu4eckon cybcraHuuu;

H) nepeyvyeHb CTaHOaApPTHbIX 06paSLI,OB mnnn BewecTB, WCMNOJIb3yeMbIX TMMPU OCYyWECTBIIEHNN KOHTPOJIA
Ka4ecCTBa,

0) onuMcaHue XapakTePUCTKK 1 CBOMNCTB YNaKOBOYHbIX MatepuaroB 1 YKyNOPOYHbIX CPeaCTB;

n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYeCKoW CybCTaHLmMu;

P) CPOK ro4HOCTMU;

1.1) B oTHOWeEHMN hapmaLeBTUYECKMX CyOCTaHUMWA, BXOAALIMX B COCTaB fieKkapCTBEHHOro npenaparta u
BKIIOYEHHbIX B rOCy4apCTBEHHbIV peecTp flekapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 34 HacTosLiero
®eaepanbHOro 3aKoHa, - Konusa AOKyMeHTa, cogepallero cregyoLyio nHopmawmio:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLme CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPOM3BOANTENS;

B) pe3ynbTaTbl aHanm3a cepuit hapmaLeBTUYeCcKon CyGCTaHUmMu;

) CPOK rogHOCTY;
(n. 1.1 BBegeH deaepanbHbIM 3akoHOM OT 27.12.2019 N 462-03)

2) [OKYMEHT, codepXalluil criegyloliMe cBedeHWs O fekapCTBEHHOM npenapate Ans MeAWMUMHCKOro
NPUMEHEeHUS:

a) onucaHme 1 coCcTtas JieKapCTBEHHOIO npenapata Ana MmeauumnHCKOro npuMeHeHus;

6) onucaHue apmaueBTMYecKon paspaboTku (obocHoBaHMe Bblibopa cocTaBa, MEPBUYHOM YNAKOBKU W
WHOro);

B) TexXHosnorna npom3soactea C onncaHnem cTagmmn npon3BoacTBa U MeToO0B KOHTPOJIA Ha BCeX CTaauax
npon3BoACTBa,

r) onucaHue KOHTPOISA KPUTUYECKMX CTaaui npouecca NpoM3BOACTBa M MPOMEXYTOYHON NPOAYKLUN;

A) HaumeHoBaHVWe W ajpec MecTa OCyLeCTBNEeHUs NPOM3BOACTBA fleKapCTBEHHOro npenaparta Ans
MEAMLMHCKOrO MpUMeEHeHUs (B Criyyae Hanuuus HECKONbKMX Y4aCTHMKOB npouecca Npou3BOAcTBa Heobxoammo
yKasaTb KaXgoro u3 Hux);

e) dhapmaLeBTU4ECKas COBMECTUMOCTb;

) MUKpoOBUonormyeckne xapakTepucTukuy;

3) MaTepuarnbHbI 6anaHc Ans Npou3BOACTBA CEPUN FOTOBOIO NPOAYKTA;

1) onucaHne xapakTepUCTUK U CBOWCTB YNMaKOBOYHbIX MaTtepuarnoB U YKYMOPOYHbIX CPEACTB;

K) JOKYMeHTarnbHOe NOATBEpPXAEHNE (Banugauus) npoLeccoB Npon3BoACTBa U (M) UX OLEHKa;

J'I) Tpe6OBaHI/IF| K Ka4eCTBYy BCnoMoraTtesibHbIX BELECTB (CepTM(bI/IKaT, CI'IELI,M(bI/IKaLI,Mﬂ Ha BCrnomMorartesibHbie
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

BeLlecTBa n nx obocHoBaHue);

M) aHannTn4yeckne MeToaunkn, UCnosib3dyemble NMpu OCYLLECTBIIEHUN KOHTPONA KadeCTBa BCNoOMOratesibHbIX
BeLleCTB;

H) AOOKyMeHTalnibHOoe noaTrBepXXaeHne (BaJ'II/I,EI,aLI,VIFI) aHanmMTU4eCkKnx MeToauK, WUCNoJib3yeMblX MNpu
OCYLLECTBJTIEHUN KOHTPOJIA Ka4deCTBa BCnomMoraTesibHblX BELWECTB;

0) |/|chop|v|au|/|;| 00 unCcnonb3oBaHMM  BCMOMOraTemnbHbIX BELLECTB 4YEerioBEYECKOro WM XXMBOTHOrO
NPOUCXOXKAOEHUA;

I'I) VIH(*)OpMaU,I/IFI 00 1Cnosb30BaHMM HOBbLIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy fnekapCTBEHHOro npenapaTta Ans MeguLMHCKOro npuMeHeHus (cepTudpmkar,
cneumndmrKkauus Ha nekapcTBeHHbIN NpenapaTt U ux obocHoBaHue);

C) aHanuMTU4Yeckne METOAMKM, WUCMOSIb3yeMble MPU OCYLLECTBNEHUN KOHTPOMS KayecTBa neKapCTBEHHOrO
npenapaTa Anst MegMunHCKOro NpUMeHeHUs;

T) [OKyMeHTanbHOe noaTBepxaeHve (Banugauusl) aHanuTUYeCcKMX MEeTOAMK, UCMOoMb3yemblX npu
OCYLLECTBMEHUUN KOHTPOMS Ka4yecTBa fekapCTBEHHOro npenapaTa Anst MEAULMHCKOro NPUMEHEHUS;

y) pe3yrnbTaTbl aHanM30B CEPUIA NTEKAPCTBEHHOIO NpenapaTta Ans MeauUMHCKOro NPUMEHEHHS;
&) xapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX O6pa3Ll,OB, ncnosib3dyemblX nNpun  OCYLWECTBNIEHUMN KOHTPOJIA KadecTBa
NeKapCTBEHHOro npenapara gna MeanunHCKOro npuMeHeHuns;

L) AaHHble O CTabMnbHOCTU NeKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NPUMEHEHUS.
(vacTb 5 B peq. PegepanbHoro 3akoHa o1 22.12.2014 N 429-93)

6. Pasgen dapmakonornyeckon, TOKCUKOSONMYECKON [AOKYMEHTauuu BKyYaeT B cebs oTyeTbl O
pe3ynbTatax OOKIMHUYECKMX UCCNeaoBaHMI NEKapCTBEHHOrO CPeAcTBa AN MEeOULUHCKOrO NPUMEHEHUs, B TOM
yucne:

1) oTyeT 0 hapmakoAMHAMUYECKUX UCCNESOBAHUSAX;

2) OT4HET O (*)apMaKOKVIHeTM‘-IeCKVIX ncenenoBaHndx;

3) OTYET O TOKCMKOSTOMMYECKMNX UCCITELOBaHMUSIX.
(vacTb 6 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KknvHW4eckom OOKYyMeHTauun BKIo4YaeT B cebs oT4yeTbl O pe3ynbTatax KIMHUYEeCKNUX
nccnegoBaHum NNeKapCTBEHHOro npenaparta anda MmeguumHCKOro npuMmeHeHud, B ToM 4ncne:

1) oT4yeTbl 06 nccnegoBaHMAX BUOAOCTYNHOCTM N BUOIKBMBANEHTHOCTH, UCCNIEAOBAHMAX, YCTAHABNNBAKOLLMX
KOppernsaumio pe3ynbLTaTtos, NofyyYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKMX UCCIEeN0BaHUSX;
3) oTyeTbl 0 hapmMakoANHAMUYECKMX UCCIEeL0BaHUSX;
4) OTYETbI O KIMMHUYECKNX NccrneaoBaHuax adeKTMBHOCTU N 6e30NacHOCTY;

5) oT4eT 0 NOCTPErMCTPALMOHHOM OMbITE NPUMEHEHUS (NMPU Hanuuum).
(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHus k obbeMy MHGPOPMaLMK, MPEeSOCTaBMSEMON B COCTaBE PErumcTpauuoHHOro OOoCbe, AN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

OTAENbHbIX BWOOB NEKAPCTBEHHbIX nNpenapaTtoB  And  MEeOMLMHCKOrO  NPUMEHEHWs  yCTaHaBNMBAOTCS
YMOMHOMOYEHHbIM heaepanbHbIM OPraHOM UCMOMNHUTENBHON BNACTW.
(vyacTtb 8 BBegeHa ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9. B oTHOLLEHUUN NEeKApCTBEHHbIX NPenapaToB, pa3peLleHHbIX AN MeAULMHCKOro npumeHeHns B Poccunckom
depepaumn 6Gonee paBaguatM NeT U B OTHOLIEHUM KOTOPbIX HEBO3MOXHO MPOBEAEHME MWCCnegoBaHUA KX
OMO3KBMBANEHTHOCTU (3@ UCKIMOYEHNEM OMOMOrMYECKNX NEKAapCTBEHHLIX NpenapaToB), AOMYCKAaeTCsl BKIOYEHNE B
cocTaB pasgerna apMakonornyeckon, TOKCUKONOrMYecKon AOKYMEHTaUUN 1 pasgena KINMHUYEeCKON JOKyMeHTaumum
BMECTO OT4eTa paspaboTuvMka O pesynbTaTax COOCTBEHHbIX AOKMMHUYECKUX MWCCNeaoBaHUNA feKapCTBEHHbIX
CpeacTB U KIMMHUYECKUX MCCredoBaHWM NeKapCTBEHHbIX MpenapaTtoB Afs MeOuLMHCKOro npuMmeHeHusi ob63opa
Hay4HbIX paboT o pesynbTatax AOKMMHUYECKMX WCCNEeAOoBaHWMA NeKapCTBEHHbIX CPEeACTB M KITMHUYECKMX
nccrnegoBaHMA OaHHbIX FEKAaPCTBEHHbLIX NMpenapaToB, B TOM YMCMe BKOYask OMbIT MX MOCTPErMcTpauuoHHOro
NPUMEHEHWS.

(vyacTb 9 BBegeHa PepfeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PefepanbHoro 3akoHa ot 27.12.2019
N 475-93)

10. Tllpn rocymapCTBEHHOW pernctpaumMum BOCNPOU3BEAEHHbIX JeKapCTBEHHbIX MpenapaToB AN
MeOMLMHCKOrO NPUMEHEHNs ONYCKaeTCs BKIIOYEHUE B COCTaB pasgena hapmMakonornyeckomn, TOKCUKONOrm4eckom
OOKYMEHTauMm W pasgena  KvHUYEeCKOW [AOKYyMeHTauuMm BMeCcTO oT4yeTa paspabortyvka O pesynbraTtax
COBCTBEHHbIX OOKMMHUYECKNX MCCNEeAOBaHMN NeKapCTBEHHbIX cpeacTB ob3opa Hay4vHbIX paboT o pesynbTatax
OOKIUHMYECKMX UCCrefoBaHUM  pedepeHTHOro nekapcTBEHHOro mnpenapata W npeacTaBneHne  BMECTO
KMMHUYECKNX NccnegoBaHnii B NOfTHOM obbeme, yCTaHOBNEHHOM PasfaernioM KNMHUYECKON AOKYMEHTaumm, otyeTa o
pesynbTatax MWccrnegoBaHMM OWO3KBMBANEHTHOCTM BOCMPOM3BEOEHHOro feKapCTBEHHOro npenaparta And
MeaMUMHCKOro rnpumeHeHns. He Tpebyetcs npeactaBneHMe oTdyeTa O pesynbTatax UccneaoBaHWin
BG1O3KBMBANEHTHOCTU BOCMPOM3BEOEHHOro NeKapCTBEHHOro npenapaTta Ans MeauMUMHCKOro MPUMEHEHUs, ecnuv
perncTpupyoTca BOCNpon3BedeHHble ekapCTBEHHbIe npenapaThl ANA MeaUUMHCKOro MpUMEHEHUs, KOTopble:

1) npegHasHayeHbl ANA  MNapeHTepanbHOro  (MOOKOXHOro,  BHYTPUMBILLEYHOTO,  BHYTPMBEHHOrO,
BHYTPMUINa3Horo, BHyTPUMNONOCTHOrO, BHYTPUCYCTABHOIO, BHYTPMKOPOHAPHOIO) BBEAEHUS U NpeacTaBnstoT cobow
BOOHbIE PAaCTBOPbI;

2) npegcTaensoT cobon pacTBOpbI A1 NepOpanbHOr0 NPUMEHEHUS;
3) nponsBeaeHbl B hopMe MOPOLLKOB U NMMOUNN3aTOB AN1S NPUroTOBIIEHWS PacTBOPOB;
4) ABNAOTCS rasamu;

5) ABMSAKOTCA YLIHLIMY UMW FNa3HLIMU NEKapCTBEHHbIMM NpenapataMu, Npon3BeaeHHbIMIU B hOpMe BOAHbIX
pacTBOpOB;

6) NpegHa3HayeHbl 4N MECTHOro NPYMEHEHUsT U NPUrOTOBIEHbI B (hOPME BOAHbIX PACTBOPOB;

7) npenctaBnsAlT cobol BoAHble pPacTBOpbl ANA UCMONb30BaHMA B OpMe MHranduuMin ¢ MNOMOLLbHO
Hebynan3epa unu B kKa4ecTBe Ha3arbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLbIO CXOOHbIX YCTPONCTB.
(vacTb 10 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

11. Ona cny4vaes, ykasaHHbIXx B NyHkTax 1 - 3, 5 - 7 yactn 10 HacToswwen cTaTtbyu, BOCNPOU3BEAEHHbLIN
nekapcTBeHHbIM npenapaTt Ans MeauUMHCKOro NpUMEHEHWs OOMKEH CoAepXaTb TakuMe Xe BcrnoMoraTerbHble
BellecTBa B TakUX e KOnuMyecTBax, Kak W pedepeHTHbI nekapCTBEHHbIN npenapaTt. Ecnu coctasbl
BCMOMOraTenbHbIX BELECTB pasnuyaloTcs, 3adBuTenb [AOMKeH MpeacTaBuTb AokasaTenbCTBa TOro, 4To
ncnonb3yemble B AaHHbIX KOHLEHTpauusx BCMOMOraTtenbHble BeLlecTBa He BNWUAIOT Ha Ges3onacHocTb M (unwn)
3(PPEKTUBHOCTL NEKapCTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHus. B cnyyae, ecnu 3asButenb He
MOXeT NpeAcTaBuTb Takme AokasaTenbCTBa U (UNn) He MMeeT AO0CTyNa K COOTBETCTBYHOLUMM AAHHbLIM, OH OOMKEH
NpOBECTM COOTBETCTBYIOLLME NCCNeoBaHNs ANs AoKasdaTenbCTBa OTCYTCTBUS BIIMSHUSA Pa3HbIX BCMIOMOraTesbHbIX
BELLECTB WNM BCrnoMoraTernbHbIX YCTPOMCTB Ha ©Oe3onacHocTb U (Mnun) 3dEKTUBHOCTb NEKapCTBEHHOTO
npenapaTta Ang MeauuMHCKOro NMpYMEHEHWs B COOTBETCTBUM C akTamu, COCTaBndlowummn npaBo EBpasunckoro
39KOHOMWYECKOro COo03a.

(yactb 11 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PegepanbHoro 3akoHa ot 22.12.2020
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

N 444-03)

12. Tpn rocymapCTBEHHOW peructpauum KoMOumHauuMi paHee 3aperncTpupoBaHHbIX NeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MPMMEHEHUsT LOMNycKaeTCs BKMOYEHMEe B COCTaB pasgena hapmakoriornyeckomn,
TOKCMKOJSIOTMYECKON [OOKYMEHTauMnm M pasgerna KIMHWYECKOMW OOKYMeHTauuMuM BMecTO oTveTa paspaboTyvka o
pe3ynbTatax COOCTBEHHbIX AOKIMHWYECKMX WMCCreOBaHWUM JIEKapCTBEHHbIX CPeAcTB 0630pa HayyHbix paboT o
pesynbTatax OOKMMHUYECKUX WCCneaoBaHWi pedepeHTHbIX NeKkapCTBEHHbIX MpenapaTtoB, BXOAAWMX B COCTaB
KOMBUHaLMN NekapcTBEHHbIX NpenapaTos, 1 06 OTCYTCTBUN X B3aMMOAENCTBUSA B OOHOW NEeKapCTBEHHOW hopme.
(vyacTtb 12 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnuyHbiX NekapCTBEHHbIX (POPM OOHOro M TOroO Xe NeKapCTBEHHOro npenapaTta And
MEeOMLMHCKOrO MPUMEHEHUST 3asiBUTENb MNpeacTaBnsieT OTAENbHble 3asiBNEHUsI U PErucTpalMoHHble O0Cbe Ha
Kakayto nekapcTBeHHy copmy. lNMpu ycrnoBum ogHOBPEMEHHOW ModayvM Ha 3KCNepTM3y OAHOW FeKapCTBEHHOM
dopMbl C pasnMYHbIMU OO3MPOBKOW, KOHLEHTpauuen, o0beMoM 3asiBUTENb MNpPeAcTaBnsieT OAHO 3asiBfiEHME U
pPeErncTpaumMoHHoOe OOCbe C MPUIOXKEHMEM MaKeTOB YMakOBOK Ha KaXayl OO3MPOBKY, KaXOyl KOHLEHTpauuio,
Kakablh 06BbeM U Kakgoe KONMMYecTBO 403 B YNaKOBKe.

(vacTb 13 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

14. lMpu rocygapcTBeHHON permctpaumm opdaHHOro nekapcTBEHHOro npenaparta 3assBuTenb npeacrasnseT
nHdopmaumio, Heobxoaumylo aAns  opmupoBaHMA pasgena  KNUHWYEeCKOW [JOKyMeHTauuu, B obbewme,
YCTaHOBMEHHOM YMNOMTHOMOYEHHbIM dhedeparnbHbIM OPraHoM UCNOMHUTENbHOW BNAacTu.

(vyacTb 14 BBegeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpwu pernctpaumm GMONOrMYECKoro NekapcTBEHHOro npenapata, Nofly4eHHOro M3 KPoBW, Niasmbl KPOBM
YyernoBseka, B COCTaBe PErmcTpaLvoHHOrO O0CbE Ha NMeKapCTBEHHbIN npenapat AN MEeAWLMHCKOro MpUMEeHEeHMUs:
[AOIKHbI BbITb NpeAcTaBneHbl ONOMHUTENBHO:

1) B pasgene OOKyMeHTauuW agMUWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepxalimn uHopmauuo o
cybbekTax obpalleHVUs AOHOPCKOW KPOBU U (MfM) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBfieHa AoHauuWs
(kpoBM M (MnM) nnNasmbl KPOBM), a Takke AaHHble 00 WHEeKUMOHHbIX 3aboneBaHWaX, nepedarLmxcs
napeHTepanbHbIM nyTem, MHpopmauns o cybbektax obpalleHns JOHOPCKOW KPOBWU M (UNN) ee KOMMNOHEHTOB, B
OTHOLLEHMUN KOTOPbIX OCYLLECTBSAETCH KOHTPOIb JOHOPCKOWM KPOBU U (UNN) €€ KOMMOHEHTOB;

2) B pasgerne XMMmn4eckon, hapmaLeBTUYECKOM 1 BMONOrM4eckon AOKYMEHTaLMM:

a) Kputepun u crnocobbl oTGopa, TPAHCMOPTUPOBAHUA W XpaHEHUst OOHOPCKOM KpoBM U (Mnun) ee
KOMMOHEHTOB;

0) pesynbTaTbl nccnegoBaHnii 0TOBpaHHbIX AOHOPCKON KPoBW M (Mnn) NnasMbl KPOBM M MYNOB Ha Hanuyne
BO3OyauTenen nHdEKUMn, BKMYas nHdopmaumio 06 MCNonb3oBaHHbIX MeToAMKax WCCefoBaHWN U B cryyae
nccnegoBaHWs  NynoB  NNasMbl  KPOBM  pe3ynbTaTbhl  AOKYMEHTanbHOro  NOATBEpXAeHus  (Banupaumm)
MCMOMNb30BaHHbIX METOAMK;

B) TEXHMYECKNE XapakTepPUCTMKM YNakoBKM Ans otbopa AOHOPCKOW KpOBU U (MnM) nNna3mbl KPOBM, BKIOYAs
nHdpopmaumio 06 NCNoNb30BaHHbIX PpacTBOPaxX aHTMKOArynsiHTOB.
(vacTb 15 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckne mccnenoBaHnsi NekapCTBEHHOrO npenaparta ansg MeauUMHCKOro NpUMEHEHNsT B LIENSAX ero
rocygapcTBeHHOW perncrtpaunm nposogatcsa B Poccuiickon denepaumm B nopsigke, ycTaHOBNEHHOM cTaTtbsimu 38 -
44 HacToswero ®enepanbHoro 3akoHa. OTYeT O NPoBeAEHHbIX UCCRedOBaHUSAX BKIHOYAETCs B COCTaB pasdena
KNMUHUYECKON [OKYMEHTaUUM pPEerncTpauMoHHOrO [OCbe Ha JIeKapCTBEHHbIA npenapat Ans MeguLUHCKOro
npuMeHeHus. [Nsi NeKapCTBEHHbIX MpenapaTtoB Ans MEOULMHCKOrO MPUMEHEHUS, B OTHOLUEHWN KOTOPbIX B
pesynbTrarte 3KCMepTu3bl [AOKYMEHTOB, NPEeACTaBMIEHHbIX A1 ONpeaerieHusl BO3MOXHOCTU paccmaTpuBaTb
NeKapCTBEHHbIV npenapaTt A MeAMLUMHCKOro NPUMEHEHNsT B ka4ecTBe Opd)aHHOro fieKapCTBEHHOroO npenapara,
Takasi BO3MOXHOCTb MpM3HaHa U B OTHOLUEHUWN KOTOPbIX NPOBEAEHbI KIMHNYECKUE UCCEAOBaHUS, BbINOJSIHEHHbIE
3a npegenamu Poccuiickon ®egepauum B COOTBETCTBUM C NpaBunamu Hagnexawlen nabopatopHOW MpaKkTuKnM m
npasunaMyM Hagnexallen KrIMHUYECKOW MpaKTUKW, OONYCKaeTcs BKIOYEeHWEe B COCTaB pasfena KrMHUYecKoun
OOKYMEeHTauMnm BMECTO OTyeTa O pe3ynbTaTaxX KIMHUYECKMX WCCRedoBaHW NekapCTBEHHOro npenapara Ans
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

MEeOMLIMHCKOrO MpUMMeEHeHUs, nNpoBefeHHbIXx B Poccuiickor ®Pepepaumm, otyeta O pesynbTaTax KIMHUYECKUX
nccnegoBaHum, BeINOMTHEHHBIX 3a Npegenammn Poccuiickon ®epepaumn.
(vacTb 16 BBeaeHa PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

17. B cnyyae HenpeactaBneHus C 3asiBlIEHWEM O T[OCYAApCTBEHHOW perncTpaumm rfekapCTBEeHHOro
npenapaTa 4ns MeAMUMHCKOro NpUMEHEHMs JOKYMEHTOB, NMOATBEPXKAAOLWMX YNNaTy rocygapCTBEHHOW MOLUSUHBI
M ykasaHHbIXx B nyHkte 10 4yacTm 2 HacTosiwew cTatbW, a Takke BbldaBaeMblXx (NPeaoCTaBNAEMbIX)
YNONHOMOYEHHbIMKN befeparnbHbIMM OpraHamn UCMOSTHUTENbHOW BNAacTM AOKYMEHTOB (CBeAEHUN), yKasaHHbIX B
nyHkTax 3 M 4 yactu 4 HacTosILLEeN CTaTbW, YNONHOMOYEHHbLIN befepanbHbli opraH UCNONMHUTENBHOM BMNAacTu
3anpawuvBaeT ykasaHHble [OOKYMeHTbl (CBedeHus)) B nopsake MexXBeQOMCTBEHHOrO  MHOPMAaLUOHHOMO
B3anUMOAENCTBUS.

(vyacTtb 17 B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTtcs Mcnonb3oBaHWe B KOMMEPYECKMX Lensx MHopmaumm o pesynbTaTtax AOKITUHUYECKMX
NCCnefoBaHWA NeKapCTBEHHbIX CPEeACTB WM KIMMHWYECKMX WCCNedoBaHWMA JfeKkapCTBEHHbIX npenapaTtoB And
MEAMNLMHCKOro NpUMEHEHWs, NPeACTaBeHHON 3asBUTENeM Ans rocyaapCTBEHHOW perucTpauuy nekapcTBeHHOro
npenapaTa, 6e3 ero cornacusi B TeYeHWe LeCTW neT C AaTbl rocyAapCTBEHHOW perncrpaumn pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®egepauuum.

(vactb 18 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

19. [epxatenb unuM Bragenel perucTpauMoHHOrO YAOOCTOBEPEHUs NEeKapCTBEHHOro mnpenapata Ha
BUOTEXHONOrMYECKNN NN opdaHHbIN NIeKapCTBEHHbIV NpenapaTt 06583aH NpefoCcTaBnAaTb Ha BO3ME34HOW OCHOBE
006pa3ubl pedepeHTHOro NekapCTBEHHOro npenapara 3asBUTeNnsaM AN NpoBeAeHUs KIMHUYECKUX nccrnegoBaHui.
Ctonmoctb obpasua pedepeHTHOro nekapCTBEHHOro rnpenaparta, BK/YEHHOr0 B MNepeyeHb KMU3HEHHO
HEeOOXOAMMbBIX W BaXKHEWLWIMX FeKapCTBEHHbIX MNpenapatoB, He [OSbKHa MpeBbiaTb 3aperncTpypoOBaHHYIO
npegenbHyl OTNYCKHYI LeHY Ha pedepeHTHbI NeKapCTBEHHbIM npenapaT WM LUeHY Ha JeKapCTBEHHbIN
npenapaT B CTpaHe NpoOM3BOAMTENS.

(vacTb 19 BBegeHa PeaepanbHbIiM 3akOHOM OT 22.12.2014 N 429-93)

20. 3adBneHve O rocygapCTBEHHOW perncrpauum BOCMNPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Aans
MEAMLMHCKOrO MPUMEHEHUA MOXeT ObiTb NoAaHO B YNOSIHOMOYEHHbIN dedepasbHbIf OpraH WCNOMHUTENbHOW
BMacTW, OCYLLECTBASIOWMIN rocyAapCTBEHHYIO PermcTpaumio nekapcTBeHHbIX NpenapaToB, N0 UCTEYEHUN YeTbipex
neT c pJaTbl rocygapCTBEHHOW peructpaumm pedpepeHTHOro nekapcTBEHHOro npenapata B Poccuiickon
depepauymm.

(vacTb 20 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asBneHne O rocyaapCTBEHHOW perncTpauun 6GuoaHanoroBoro (6MonogobHOro) nekapcTBEHHOro
npenapaTta (6woaHanora) MoxeT ObiTb MO4AHO B YMNONIHOMOYEHHbIN (heaepanbHbll OpraH WCMOMHUTENbHON
BMacTW, OCYLLECTBSIOWMNA roCyAapCTBEHHYIO PErMcTpaumio nekapcTBeHHbIX NpenapaTos, N0 UCTEYEHUN Tpex NneT
C AaTbl rocygapCTBEHHON pernctpaummn pedepeHTHOro nekapcTBeHHoro npenapata B Poccuiickon ®egepaumu.
(4yacTtb 21 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wunu BriageneL, perucTpauMoHHOro yOOCTOBEPEHUS NEeKapCTBEHHOro npenaparta
npegcrtaBndeT B YNONMHOMOYEHHbLIN dhefepanbHblid OpraH UCMOMHUTENbHOW BNACTW, OCYLLECTBNAIOWUNA YHKLMK
Mo KOHTPOIO U Haa3o0py B chepe 34paBoOXpaHeHUs, OTYeT no pesynbTataMm papmakoHaa3opa OAuH pas B LWeCTb
MecsiLleB B TedeHue ABYX NneT rnocrne rocygapCTBEHHOM peructpalumu nekapcTBeHHoro npenapara B Poccunckon
denepaumu, exxeroqHo B TeHeHMe NocreayLmx Tpex NeT 1 B fanbHelemM OA4uH pas B NATb NeT.

(4acTtb 22 BBegeHa defepanbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: npumeyaHue.

MonoxeHna ct. 19 (B pea. @3 ot 30.01.2024 N 1-®3), kacarowmecs npenocTaBfieHUs roc. YCnyr npu
obpalleHnn NekapCTBEHHbIX CPEACTB: AN MeAULMHCKOro NpUMeEHeHUs NocpeacTBOM €AMHON CUCTEMBbI U (UNn)
egnHoro noptana, npumeHstotca ¢ 01.01.2025; ana BeTepuHapHOro NPUMEHEHUS MOCPEenCTBOM eOMHOro
noptana, npumeHsatoTca ¢ 01.01.2026.

Ctatbsa 19. MpuHATHE pelleHMs O Bblgaye 3IKCMEPTHOMY YUPEXAEHUIO 33afaHUA Ha npoBeAeHue
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3KCNepTU3bl NlIeKapCTBEHHOro CpeacTBa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeuyeHne pecatn paboumx AHEN CO OHSA NPUHATUS 3asiBIEHUS O FOCYAapCTBEHHOW perncrpaumm
NeKapCcTBEHHOro npenapata WM 3asiBNeHuMs O MPU3HaHUM JeKapCTBEHHOro npenapata  opdaHHbIM
neKapCcTBEHHbIM NpenapaToM COOTBETCTBYHOLLMIA YNONHOMOYEHHbIV dheaepanbHblii opraH UCNONMHUTENBHOWN BracTu
NPOBOAUT MPOBEPKY MONHOTLI, AOCTOBEPHOCTU W MPaBUIbHOCTU OMOPMIEHMS MpPEeACTaBMEHHbIX AOKYMEHTOB
PErMcTpaLUMoOHHOrO [OCbe Ha IEeKapCTBEHHbIN npenapaT M NPUHMMAaeT pelleHMe O Bblgade 3afjaHus Ha
npoBeAeHue:

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) aKkcnepTv3bl [OKYMEHTOB, MpPEACTaBMEHHbIX ANs  ONpedeneHuss BO3MOXHOCTM — paccmaTpuBaThb
NeKapcTBEeHHbIN Npenapat Ans MeauLUHCKOro NpMMeHeH s B kKayecTBe opdaHHOro NekapcTBeHHOro npenapaTa;
(B peq. PegepaneHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 n. 2 4. 1 cT1. 19 yTpaumsaeT cuny (P3 ot 30.01.2024 N 1-P3).

2) aKcnepTu3bl NEKapCTBEHHOrO CPeacTBa B YacTW SKCMEePTU3bl KayecTBa MeKkapCTBEHHOro cpeactsa U
3KCMEepPTU3bl OTHOLLEHUS] OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPYMEHEHUs! NIekapCTBEHHOTO Mpenapara as
MEANLIMHCKOro NPYMEHEHUS;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 n. 3 4. 1 cT1. 19 yTpaumsaet cuny (®3 ot 30.01.2024 N 1-P3).

3) aKkcnepTusbl NEKAPCTBEHHOrO CpeacTBa B YaCcTW IKCNEPTU3bl KAadeCTBa NEKapCTBEHHOro cpeactea U
3KCNepTM3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO npenapara ans
MEOMULMHCKOrO MPUMEHEHNS B MOPSOKE YCKOPEHHOW npoueaypbl 3KCMepTU3bl NEKapCTBEHHbLIX CPeacTB B
COOTBETCTBUN CO cTaTben 26 HacTosiwero PegepanbHOro 3aKoHa;

4) OKCMNMepTn3bl JNIeKapCTBEHHOIO cpeactBa B OTHOLUEHUU JNeKapCTBEHHOIO npenapara AnAa BeTepuHapHOro
NpUMeHeHNn4.

2. YNOMHOMOYEHHbIN deaepanbHbii OpraH WCMOMHUTENbHOW BRacTy HanpaensieT B MWYHbIN KabuHeT
3KCMNEPTHOrO YYpeXAeHWss B €OMHOW cucTeme MoAMUMCaHHOe YCUIEHHOW KBanuguuMpOBaHHON 3MNEKTPOHHOW
NOANUCLIO 3aJaHuWe Ha NpOBEAEHUEe IKCMepTUs, NPedyCMOTPEHHbIX 4YacTbio 1 HacToswen cTatbW, B JIUYHLIN
KabuHeT 3asBuTENsa B €AMHOW CUCTeMe - NOANUCAHHOE YCUNEHHON KBanMULMPOBaHHOW 3MEKTPOHHOW MOANUCHI0
yBeZJOMNeHNe O MPUHATOM peLleHnn O Bblgade 3afaHus Ha npoBefeHne SKCnepTus, NpenyCcMOTPEHHbIX YacTbio 1
HacTosiLLen cTaTbl, M B Crnydyae HeobxoAMMOCTM O Bbidaye paspelueHuss Ha BBO3 B Poccuiickyo Pegepaumio
KOHKPETHOW MapTuuv, Cepumn 3aperMcTpupoBaHHbIX U (UNWN) HE3aperncTpMpoBaHHbIX NEKAPCTBEHHbBIX CPEACTB MMM
00 oTka3e B MPOBEAEHUN TaKMX IKCMEPTM3 C yKa3aHUEM MPUYMH OTKasa.

(vacTb 2 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cnyyae BbIIBIEHUss OTCYTCTBMSA WNW  HEOOCTOBEPHOCTM MHAOPMaLuK, copepxalienca B
npeacTaBneHHbIX 3asBUTENEM [OKYMEHTax, YNOMHOMOYEHHbIM defepanbHblii opraH UCNOMHUTENBHON BRacTu
HanpasnseT 3asgBMTENo0 NOCPeACTBOM €4MHOr0 noprarna unm B ero NYHbl KabuHeT B e4MHOM cnucteme 3anpoc 06
YTOYHEHUW 3TON MHPOPMAaLMK, NOAMNNCAHHbBIA YCUITEHHOW KBannuuupoBaHHON 3NEKTPOHHOW Noanuchbio (ganee -
3anpoc ynosTHoMoOYeHHOro dheepanbHOro opraHa UCMoNTHUTENbHOM BiacTy).

(vactb 3 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. 3aaBuTenb 00s13aH HanpaBWUTb NOCPEACTBOM €4OUHOrO nopTtarna B YNONTHOMOYEHHbIM doefeparnbHbii opraH
WCMNOMHUTENBbHOW BNAcT¥ MINU B JIMYHbIA KaBWHET YMNONMHOMOYEHHOro defepasnibHOro opraHa MCMONTHUTENbHON
BNacTM B eAWHOW CUCTEME MNOANUCAHHLIA YCUNEHHOW KBanvUUUPOBAHHOW 3MEKTPOHHOW MOAMUCHIO OTBET Ha
3anpoc yrnonHOMOYEHHOro dpeepansHoro opraHa UCNONMHUTENBHOM BNAacTy B CPOK, HE NPeBbILALWLMIN AeBAHOCTa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

paboumMx [OHEWn CcO [AHS NOMy4YeHUs YNONHOMOYEHHbIM hbedepanbHbIM  OpPraHoOM  UCMONHUTENbHON BRacTu
3NEKTPOHHOro YBEAOMMEHMS O NonyYeHun 3assuTtenemM gaHHoro 3anpoca. Cpok, ykasaHHbI B 4acTu 1 HacTosLen
cTaTbW, MPUOCTAHABNMBAETCS CO AHS HanpaBfeHusl NocpeacTBOM €4MHOro noprana MnvM B NWYHbIA KabuHeT
3a8BUTENS B €QUHON CUCTeMeE 3anpoca YyrnonHOMOYEHHOro heaeparnbHOro opraHa UCNoNHUTENBHOM BriacTu 40 OHSA
HanpaBneHns 3asiBATENeM MOCPeACTBOM €AMHOro nopTtana WM B JIMYHBIA  KaOWHET yMONHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENBHOW BacTu B €OUHON CMcTeMe OTBeTa.

(4acTb 4 B peqn. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeM Anisi OTKasa B OpraHu3aumm 3KCNepTu3, NPedyCMOTPEHHbIX YacTblo 1 HaCTosLLEN cTaTby,
SBNAETCHA NpeacTaBneHme HeobxoamMbix NS NpoBeAeHUs NMPeayCMOTPEHHbIX 9KCMEPTU3 JOKYMEHTOB B HEMOSTHOM
obbeme unuM HenpeactaBreHWe 3asBUTENEeM B YCTAHOBMEHHbIM CPOK OTBETa Ha 3anpoc YNONHOMOYEHHOro
denepanbHOro opraHa MWCNOMHUTENbHOW BMNAcTW, a Takke npeacTaBneHne [OOKYMEHTOB, He CcoaepXaliux
ncyepnblBatoLLLErO NepeyvHsi He0OXoaANMbIX CBEAEHUN.

6. MNpn oTkase B opraHuMsauun 3KCNepTU3bl, NPEeAYCMOTPEHHOMW MYHKTOM 4 4acTu 1 HacToslen cTaTbw,
OOKYMEHThI, BXoslMe B COCTaB PErMCTPaLUMOHHOIO AOCbe Ha JIEKapCTBEHHBbIM NpenapaTt Ans BETEPMHApPHOro
NPUMEHeHns1, MOryT ObiTb BO3BpalLeHbl 3asBUTEM0 Ha OCHOBaHUWM €ro 3anpoca, NOAMMCaHHOro YCUITEHHOM
KBanMMUUUPOBAHHON 3MEKTPOHHOM NOAMWUCLIO W HanpasfeHHOro MOCPeACTBOM  edMHOro nopTana B
YNONHOMOYEHHbIV  dedeparnbHblil OpraH MCMNOMHWUTENbHOW BRacTM WAM NUYHBLIA KaBMHET yMONTHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBbHON BNAcTU B €AMHON CUCTEME, B TedeHue Tpuguatn paboumx AHen co OHs
MPUHATMSA  YNONHOMOYEHHbIM  (befgepanbHbiM  OPraHoOM  UCMOMHUTENbHOW BNactM peweHus ob oTkase B
opraHm3aumm Takon 9KCMepTu3bl. YNONMHOMOYEHHbIN deaeparnbHbli OpraH UCMOMHUTENbHOW BRacTu Bo3BpallaeT
3as8BUTENI0 yKa3aHHble OOKYMEHTbl B TeyeHue JecAtn paboumx OHEeW CO AHA MONyYeHUsl COOTBETCTBYHOLLETO
3anpoca 3asiBUTens.

(vyacTb 6 BBegeHa PepepanbHbiM 3akoHOM oT 02.08.2019 N 297-93; B pea. PeaepanbHoro 3akoHa ot 30.01.2024
N 1-03)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 cT. 20 nsnaraetcs B HoBor pegakuum (P3 ot 30.01.2024 N 1-®3). Cm. byayLLyo pegakumio.

Cratba 20. 3kcnepTusa [OKYMEHTOB, MpeAcCTaBfieHHbIX AN onpeaesieHuss BO3MOXHOCTU
paccmaTpuMBaTb JeKapCTBeHHbIA npenapaTt Ans MeAUUUHCKOro MNPUMEHEHUsi MpU  OCYyLLeCTBIIeHUU
rocygapcTBeHHOM perncrpauum B KayecTBe oppaHHOro fiekapcTBEHHOro npenapara

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

1. BOkcnepTvM3a [JOKYMEHTOB, MNpeACTaBMNEHHbIX A  OonpeferneHns BO3MOXHOCTM — paccMmaTtpuBaTth
nekapcTBeHHbIM npenapat Ang MeguuuHCKOro NpMMEHEHUs Npu OCyLLeCTBNEHNN FOCYygapCTBEHHOW perucTpauum B
KayecTBe OpdaHHOro IeKapCTBEHHOrO npenapaTta, COCTaBNEHME KOMUCCUEN SKCMEPTOB 3aKMiYeHuss o
BO3MOXHOCTU MM HEBO3MOXHOCTW paccMaTpuBaTh fIEKApPCTBEHHbIM npenapaTt Ans MeguuMHCKOro npuMeHeHust
npyv OCYLECTBNEHNM TOCYQapCTBEHHOW peructpauun B KayecTBe OpdaHHOro rfekapcTBEHHOro npenaparta u
HanpaBneHne [OaHHOro 3akrlYeHUss B YNONHOMOYEHHbLIN bedepanbHbld  opraH WUCNOMHUTENBHOW BRAacTu
OCYLLECTBMAKTCA B CPOK, He MpeBblawwmi Tpuguatn paboumx [OHEW CO OHS MONyYeHUsl SKCMepTHLIM
yypexneHmeM 3afaHus YNonHOMOYEHHOro degepanbHOro opraHa UCMAOMHUTESNTbHOW BlacTUM M B 3MEKTPOHHOM
dopmMe nnmn Ha DymMakHbIX HOCUTENSIX HEOOXOAMMBIX JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn4 n B
yacTtu 7 ctatbu 18 HacTosiwero PegepanbHOro 3akoHa.

2. [JoKyMeHTbI, coaepxallnecs B perncTpaunoHHOM 4OChE Ha fiekapCTBEHHbIN npenapaT U NocTynMBLUNE HA
OyMaXHbIX HOCUTENSIX B 9SKCMEPTHOE YuYpexaeHue AN OCYLLECTBIEHUs MX 3KCMepTu3bl Ans onpegeneHus
BO3MOXHOCTM paccMaTpuBaTh NEKapCTBEHHbIN NpenapaTt Ans MeauLUHCKOro NpuMeHeHus B kadyecTBe opdaHHoro
rniekapcTBEHHOro npenaparta, noAnexar Bo3BpaTy B YNONHOMOYEHHbI deaeparnbHblii opraH UCMOMHUTENbHOM
BMacTu O4HOBPEMEHHO C 3aKNOYEeHNSIMM COOTBETCTBYHIOLLNX 3KCNEPTUS.

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 ct. 21 yTpaumnsaet cuny (3 ot 30.01.2024 N 1-d3).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Ctatba 21. PeweHMe O BO3MOXHOCTU paccMaTpuBaTb JieKapCTBeHHbIA npenapatr npwm
OCyLLeCTBIIEHUN rocyAapCTBEHHOM perncTpauum B kKayectBe opcpaHHOro nekapcTBeHHOro npenapara

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

1. B cpok, He npeBbIWaKWMIA NATU paboumx OHEN CO OHA MONyYeHUs1 3aKNHYEHMs!, YKasaHHOro B Yactu 1
ctatbn 20 HacTosiwero PegepanbHOro 3akoHa, YNosIHOMOYEHHbIM doeaepasibHbIi OpraH UCMNOMHUTENBHOW BNacTu
OCYLLIECTBMSIET OLEHKY MOJSIyYEHHOrO 3aKMYeHNss Ansa onpeneneHns ero COOTBETCTBUS 3a4aHUI0 Ha NpoBeaeHne
COOTBETCTBYIOLLIEN SKCMEPTU3bI U YBEAOMISET 3asABUTENSI B SNIEKTPOHHOM hopMe UM Ha GyMakHOM HocuTene o
pe3ynbTatax MNpoOBEeAEHHON 3KCMEepPTU3bl C MNPUIIOKEHWEM KOMUM SKCMEPTHOrO 3aKmo4veHus (C CoXpaHeHWeM
KOHUAEHUManNsLHOCTN MHOpMaLMM O COCTaBe 3KCMEPTHOM KOMUCCMM) U O BO3MOXHOCTU UMM HEBO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbIM  npenapar Ans  MeOUUMHCKOrO  MPUMEHEHMS MNpU  OCYLLECTBMEHUU
rocyfapCTBEHHOW perucTpaumm B kayectse opgaHHOro fiekapCTBEHHOroO npenapara.

2. Tlpyn BbIHECEHMN KOMWUCCUEWN IKCMEPTOB 3aKIMIOYEHWS O BO3MOXHOCTM paccMmaTpuBaTbh fEeKapCTBEHHbIN
npenapaTt Ans MeaWLMHCKOro MPMMEHEHUS MpW OCYLEeCTBNEHMN rOCyAapCTBEHHOW perncrpaumMm B KadecTBe
opdaHHOro NekapcTBEHHOro npenapara ynofIHOMOYEHHbIN dhefepanbHbIi OpraH UCNOMHUTENBbHOM BNAcTU B CPOK,
He MpeBbILaWNA NATN pabounx AHEN Co OHA MOyYeHUs AAaHHOTO 3aKYeHus, NMPMHMMaeT pelleHre O Bblgade
3aJaHuns Ha NpoBeAEeHWe SKCNEePTU3bl KavyecTBa NeKapCTBEHHOrO CPeACTBa M 9KCMePTU3bl OTHOLLEHMS OXMAAEMON
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS1 NEeKapCTBEHHOro npenapaTta Ans MeAWMUUHCKOro MpUMEHeHus B
nopsigke YCKOPEHHOW npoueaypbl 3KCNepTu3bl JIEKapCTBEHHOrO cpeacTBa B COOTBETCTBMM CO cTaTtben 26
HacTosLero ®efepanbHOro 3akoHa.

3. B cnyyae NpuHATMSA pelleHnss O HEBO3MOXHOCTM pacCMaTpuBaTb JeKapCTBEHHbIM npenapat Ans
MEOMLMHCKOrO MPUMEHEHMS MNpW FOCY4ApCTBEHHOW perncrpauum B KayecTBe Op@aHHOro NeKapCTBEHHOrO
npenapaTa YMNONIHOMOYEHHbIV beaepanbHbii  OpraH  WCMOMHUTENbHOW BracTu npekpawaet npouenypy
rocy4apCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara. 3asButens Bnpase obpaTuUTbCA B pErMCTPUPYOLLMIA
OpraH C 3asiBfieHWeM O roCyAapCTBEHHOW perncrpaumm ykasaHHOro nekapCcTBEHHOro npenaparta B COOTBETCTBUM
co ctatben 18 HacToswero depepanbHOro 3akoHa.

Crtartbs 22. YTpaTtuna cuny c 1 unronsa 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-®3.

KoHcynbTaHTlntoc: npyumeyaHue.

MonoxeHnsa cr. 23 (B pea. @3 ot 30.01.2024 N 1-®3), kacawowmecs npenocTaBreHUs roc. yCnyr npwu
obpalleHnn neKapCcTBEHHbIX CPEeACTB ANA MEAMLMHCKOro MPUMEHEHUS NocpeacTBOM €eOUHOW CUCTEMBb,
npumeHsitotes ¢ 01.01.2025.

CraTtbsa 23. 3KCI'IepTMSa KadyeCcTBa NneKapCTBeHHOro cpeancrtBea U JKcnepTtu3a OTHOLWIeHUA oxungaemomn
NOoJib3bl K BO3MOXHOMY PUCKY NPpUMEeHEeHUsA NeKapCcTBeHHOro npenapara gnsd megMmuuMHCKoOro npuMmeHeHuns

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

1. OkcnepTu3a Ka4yecTBa JleKapCTBEHHOIO CpeacTBa W 3KCMepTM3a OTHOLLUEHUSI OXWOaemMoW Mnonb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHWS NEKapCTBEHHOro npenapata Ansi MeOULMHCKOTO MPUMEHEHWsI, COCTaBleHue
KOMMUCCUSIMM 3KCMEPTOB 3aKMIOYEHUI NO pe3ynbTaTtaM NPOBEAEHHbIX 3KCNEPTU3 N HanpaBeHNe 3TUX 3aKITHYEHUN,
NoANUCaHHbLIX  YCUMEHHbIMU  KBANUMUUUPOBAHHBIMW  SMNEKTPOHHBIMW  MOAMUCAMM, B JINYHbIA  KaOWHET
YMOMHOMOYEHHOro doefeparnbHOro opraHa UCMNOMHUTENBHON BNacTn B €4MHON CUCTEME OCYLLECTBMSATCH B CPOK,
He MpeBbILLAKLWNIA CTa AeCATN pabounx gHEN CO AHS HanpaBeHUS B NMNYHbBIA KAOMHET SKCMEPTHOTO YYPEXAEHUS B
€[JMHOW CUCTEME COOTBETCTBYIOLLEIO 3aaHus YNormHOMOYEHHOro dheeparnbHOro opraHa UCMONHUTENLHONM BriacTu
N HeOOXOOUMBIX JOKYMEHTOB.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

KoHcynbTaHTlNoC: npumeyaHue.
Mo 3asBnenHunto, nogaHHoMy B MunHsapas Poccun go 11.04.2022, npy HEBO3MOXHOCTW NPOBELEeHUSA 3KCNepTusbl
KayecTBa IleKapCTBEHHbIX CPEeACTB B SKCMEPTHOM Y4YpexaeHuw, AOMycKkaeTcs ee npoBefeHne nocpeacTBOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

ONCTaHUWOHHOTO B3aUMOAENCTBUS, MOPSIAOK U (hOPMbl KOTOPOrO ONpeaensitoTCA SKCNEPTHBIM YYPEXAEHNEM MO
cornacoBaHuio ¢ 3aaButenamu (MoctaHoeneHue MNMpaeutenbctea PO ot 05.04.2022 N 593).

2. B TeyeHve peBsiHOCTA [JHEM CO [OHS MOMYYeHUs YNOJIHOMOYEHHbIM deaeparnbHbiM - OpraHoOM
WCNONHUTENBHON BNAacTU yBeOOMIEHMS B SNEKTPOHHOM hopMe O NOSyYeHnn 3asiBUTENEM peLleHms o NpoBeaeHum
3KCNepTn3, NnpenyCMoTpeHHbIX YaCcTbio 1 HaCTOHU.leVI CTaTbW, 3aABUTENb NPenCTaBIAET B 3KCNepTHOe y4pexaeHne
ONsl NPOBEefEHMST SKCNepTM3bl KayecTBa JIEKApPCTBEHHONo CpeAcTBa 06pasubl NekapCTBEHHOro npenaparta Ans
MeaNLNHCKOro npuMmeHeHuna, npon3seaeHHoro B COOTBeTCTBun C TpGGOBaHVIFlMI/I ONbITHO-NPOMbILLUJTIEHHOIO U (I/IJ'IVI)
MPOMBILLMIEHHOTO PErfamMeHTOB, YTBEPXKAEHHLIX PYKOBOAMTENEM MPOWU3BOAMUTENS FEeKapCTBEHHbIX CpeacTB, a
Takke B COOTBETCTBYIOLMX cny4yasx obpasubl chapmaLeBTMYeCcKon cybcTaHLmMK, TECT-LUTaMMa MUKPOOPraHN3MOB,
KynbTypbl KNeTok, obpasubl BELWECTB, NPUMEHSEMbIX ANS KOHTPOMS KayecTBa JIEKAPCTBEHHOIO CPeacTBa NyTeM
CpPaBHEHUSI C HUMW UCCrEeAyeEMOro feKapCTBEHHOrO CpeAcTBa, creuuduyeckne peareHTbl, HeobxoauMble Ans
NpoBeAeHUss UCMblTaHUA 0OpasLoB NEKApPCTBEHHbIX MNpenapaTtoB, B KONMM4YecTBax, HeobxoauMbIx —Ans
BOCMPOU3BEAEHNS METOOB KOHTPOMS KayecTBa.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. lMpun nonyyeHnn o6pas3yoB NEKApPCTBEHHOrO npenapaTta U gapmMaueBTUYECKON CyOCTaHUMM 3KCMEPTHOE
yypexaeHue HanpaensieT B fWYHbIN KaOVMHEeT 3asBuTENd B €AMHOW cUCTEMe yBEeOOMIEHWe, MoaTBepXaatoLlee
nony4yeHve ykasaHHbIX 06pasLoB.

(vacTb 3 B peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. YKkasaHHbIi B 4acTu 2 HacToslen cTaTbM CPOK Ans npeacTaBneHus 3asButenem o6pasuos
nekapCcTBEHHOro npenapara n gapmaueBTUYeckon cybCcTaHuMn He BKNIOYaeTCs B CPOK MPOBEAEHMS 3KCnepTus,
NpegycMOTPEHHbIX YacTbio 1 HacTosALWEN cTaTb.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. YTpatun cuny. - ®egepanbHbiin 3akoH oT 30.01.2024 N 1-$3.

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHus ct. 24 (B pea. ®3 ot 30.01.2024 N 1-3), kacawowmecs npenocTaBnNeHUst roc. ycnyr npwu
obpalleHnn neKapCTBEHHbIX CPeACTB Ansi BETEPUHAPHOrO MPUMEHEHWs NMOCPEeACTBOM €OMHOro noprana,
npumeHsitotcsa ¢ 01.01.2026.

Crtatbs 24. dkcnepTU3a KayecTBa NIEKaApCTBEHHOro cCpeAcTBa U 3KCNepTU3a OTHOLUEHUA OXuOaeMown
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs NIeKapCTBEHHOro npenapara Ans BeTepMHapHoOro npMMeHeHus

1. 3Okcneptv3a KayecTBa JIEKApPCTBEHHOrO CpPeacTBa WM 3KCMEpPTM3a OTHOLUEHUS OXuOAeMOW MNoNb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHMSI NEKAPCTBEHHOro npenaparta Afsi BEeTEPUMHAPHOrO MPUMEHEHUs, COoCTaBreHue
KOMMUCCUAMM IKCMEPTOB 3aKMOYEHUI NO pe3ynbTataM yKasaHHbIX 3KCMEPTU3 1 HanpaBrieHNe Taknx 3akmnoyYeHun B
3MNEKTPOHHOM (hOpMeE B YNONHOMOYEHHbIV dheAepanbHbIi OpraH UCMONHUTENBHOM BNACTW OCYLLECTBIISIOTCS B CPOK,
He MNpeBbIWAKLWMIA cTa OecATM pabounx OHeW CO AHSA MONYYEHUs] IKCMEPTHLIM YYPEXOEHWEM B 3NEKTPOHHON
dopmMe 3agaHnst YNONIHOMOYEHHOTO doeepanbHOro opraHa UCMONTHUTENLHOW BNAcT C AOKYMEHTaMM, yKa3aHHbIMU
B yacTu 3 ctaTbu 17 HacTosilero PegepanbHOro 3akoHa.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-93, o1 30.01.2024 N 1-$3)

2. B TeyeHve Tpuguatm paboumx OHEW CO AHS MOMyYEeHWUs YMOJSIHOMOYEHHbIM dhedepanbHbIM OpraHoMm
NCMNOSMHUTENBbHOW BNacTn yBeAOMIIEHUS B 3NIEKTPOHHON popMe O NonyYeHnn 3asBUTENEM PELLEHNS O NPOBEAEHUM
yKa3aHHbIX B YacTu 1 HacTosiLen cTaTbW IKCMEPTU3 3asBUTENb MpeacTaBnseT B 3KCNEPTHOE yypexaeHwe Ans
npoBedeHUs1 3KCNepTu3bl KayecTBa JleKapCTBEHHOro cpeacTBa 00pasupl fekapCTBEHHOro npenapaTta  Ans
BETEPUHAPHOIO NMPUMEHEHWS, NPON3BEAEHHOTO B COOTBETCTBUM C TPEOOBaHNAMMN TEXHONOIMYECKMX PErfiaMeHToB,
YTBEPXAEHHBIX PYKOBOAUTENEM NPOU3BOANTENS NEKapPCTBEHHBLIX CPEACTB, a Takke B COOTBETCTBYIOLLMX Crydasx
TECT-LITaMMbl MWKPOOPraHW3MoOB, KynbTypbl KneTok, o0pasubl dapmaueBTudeckon cybectaHumm, obpasubl
BELLECTB, MPMMEHsIeMble ANS KOHTPONS KayecTBa JIeKapCTBEHHOrO cpeacTBa, B KONMYecTBax, Heobxoanmblx Ang
BOCMPOW3BEAEHUSA METOAO0B KOHTPOISA KavyecTsa.

(B pen. PepepanbHbix 3akoHoB OT 02.08.2019 N 297-03, ot 30.01.2024 N 1-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3. Mpu nonydyeHun oGpasLOB feKAapCTBEHHOrO npenaparta u dapmaueBTUYECKON CyOCTaHUMM 3KCrepTHoe
yypexaeHne B [OeHb NonyyYeHusi obpasLoB HanpaensieT B 3fEKTPOHHOW (opMe 3asBUTENIO YBEAOMIIEHUE,
NoATBEPXKAatoLLEee NonyyYeHne ykazaHHbIX 06pasLoB.

(vyacTb 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YKasaHHbIA B 4YacTu 2 HacTosilled cTaTbM CpPOK ANnsa npeacTaBneHus 3asaBuTenem ob6pasuoB
NEeKapCTBEHHOro npenaparta n dapMaueBTUYECKON CyOCTaHUMM He BKIHOYAETCSl B CPOK MPOBEAEHMS 3KCMepTus,
NpeayCMOTPEHHbIX YacTbio 1 HAcCToALLEeN CTaTby.

(vyacTb 4 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. YTpatun cuny. - ®egepanbHbin 3akoH oT 30.01.2024 N 1-93.

Crtatbsa 25. [loBTOpHOE NpoBeAeHME IKCNEePTU3bI NIeKapCTBEHHbIX CPeaCcTB
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HegocTaToyHOW 060CHOBAHHOCTM UMM HEMOMHOTbLI 3aKMOYEHNST KOMUCCUWN SKCMEPTOB, HanM4uums
B HEM MPOTUBOPEUMBbLIX AAHHLIX, danbcuduKkaLnum BbIBOLOB 3KCNEPTU3bl NeKapCTBEHHOTO CPEACTBA, COKPbLITUS OT
YNONTHOMOYEHHOro hefepanbHOro opraHa UCNOMHUTENbHOW BNacTM OCHOBaHWUI AN OTBoAA aKcnepTa BCreAcTBUe
€ero 3avHTepecOoBaHHOCTU B pe3yrbTaTax COOTBETCTBYHOLLENA IKCMEPTU3bl, HanMuus AaHHbIX O NPSMOM nnbo
KOCBEHHOM BMeLLATENbLCTBE B NPOLIECC COOTBETCTBYHOLLEN 3KCMEPTU3bl NUL, HE Y4aCTBYIOLWMX B €e NpoBeaeHum,
HO OKasaBLUMX BIMSIHME Ha MPOLECC M pe3ynbTaTbl ee NPOBEeAEHMUS, YNONHOMOYEHHbIM denepanbHbiM OpraHoM
NCMOMHUTENBbHOW BnacTy HasHa4yaeTcsi NOBTOPHAasi 3KCMepTu3a feKkapCTBEHHOrO CPeAcTBa W (MnM) aTuyeckas
akcnepTmaa.
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHns ct. 25 (B pea. 3 ot 30.01.2024 N 1-®3), kacawowmecs npegocTaBrieHns roc. ycnyr npu
obpalleHnn nekapCTBEHHbIX CPeacTB: ANA MEAULMHCKOrO NPUMEHEHUS MOCPEeACTBOM €AMHON cuctembl 1 (Mnw)
egnHoro noptana, npumeHstotca ¢ 01.01.2025; ona BeTepuHaApHOro MNpUMEHEHWUs NOCPencTBOM eOUHOro
noptana, npumeHsatoTca ¢ 01.01.2026.

2. TloBTOopHas 9aKcnepTu3a NEeKapCTBEHHOro CpeacTBa MpPOBOAMTCA C Y4YETOM pe3ynbTaToB paHee
NPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIMEHHbLINA YNOMHOMOYEHHbIM dheeparibHblM OpraHoM UCMONHUTESLHON
BMacTu M He npeBblwarwmnin Tpuauatm paboynx gHen co AHS NOMyYEeHWUs 3KCMEPTHbIM yYpexaeHWeM B NNYHOM
kabuHeTe B eAMHOW CuUCTeMe 3adaHus Ha MpoBeAeHUe MOBTOPHOW 3JKCNepTM3bl NIEeKapCTBEHHOro CpeacTsa,
noAnMcaHHOro YCUnNeHHom KBannguumpoBaHHOMW 3NeKTPOHHOW NOAMUCHIO.

(B pea. PepepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-$3)

3. ®wuHaHcoBoe obecneyeHne BbINOMHEHMS 3adaHMs  Ha MNpOBeAeHMEe MOBTOPHOM  3KCNepTu3bl
NekapCTBEHHOIO CPeACTBa HE OCYLLECTBIIAETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: npumeyaHue.
C 01.01.2026 cT. 26 He pacnpoCTpaHsAeTcss Ha MpPaBOOTHOLUEHUS, BO3HUKaKOLWME npu obpalleHnn
neKkapCTBEHHbIX CPeACTB ANna MmeauuuHckoro npumMmeHeHus (®3 ot 30.01.2024 N 1-93).

CratbA 26. YckopeHHas npoueaypa 3KCnepTu3sbl IeKAPCTBEHHbIX CPeACcTB

1. YckopeHHasi npoueaypa 3KCnepTu3bl NeKkapCTBEHHbIX CPeACTB B LIEMsSX rocygapCTBEHHOW perMcTpauun
NeKapCTBEHHbIX NpenapaToB NPUMEHSIETCS B OTHOLLEHUN OpdhaHHbIX NEKapCTBEHHbIX MpenapaToB, NEepBbIX TPex
neKapCcTBEHHbIX MNpenapaToB, perncTpupyembix B Poccuiicko deaepaumm B KayecTBe BOCMPOU3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, OYEpPEedHOCTb KOTOPbIX OnpeaensieTcs B COOTBETCTBUM C HOMEPOM M AaTou
BXOOSLUMX 3asiBNIEHUA O rOCYyAapCTBEHHOW perMcTpauuyM FneKkapCTBEHHbIX MpenapaTtoB B pamkax OZHOro
MEXOYHapOOHOro HenaTeHTOBaHHONO HavWMEHOBaHWsi NeKapCTBEHHOro npenapara  Wnu  rpynnupoBOYHOrO
HauMeHOBaHWS NeKapCTBEHHOro npenaparta, NeKkapCTBEHHbIX MNpenapaToB AN BeTEepUHApHOro MpUMEHEHMS,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

npegHasHa4YeHHbIX AN eYeHnss JOMaLUHUX XXMBOTHbIX, onpefeneHHbix degepanbHbiM 3akoHOM OT 27 fekabps
2018 roga N 498-03 "O6 oTBETCTBEHHOM OOpaLLUEeHUN C XUBOTHBIMU N O BHECEHUN U3MEHEHUA B OTAEfbHblEe
3akoHopartenbHble akTbl Poccunckon ®epepaumn”, 1M 3aperncTpypoBaHHbIX B KayecTBe NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NPUMEHEHWS, U NIEKAPCTBEHHLIX NpenapaToB, NpeaHas3HavYeHHbIX UCKMYUTENBHO
ONsl NPUMEHEHNs1 HECOBEPLLEHHONETHUMMN FrpaXgaHamu.

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-93, o1 28.04.2023 N 171-93)

2. YcKopeHHasl npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeACTB B LENsX roCydapCTBEHHOW perucrpauum
NeKkapCcTBEHHbIX Npenapartos He NPUMEHSETCA B OTHOLLIEHWN:

1) GuoaHanorosbIx (6ronofobHbLIX) NekapcTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedhepeHTHbIX NeKapCTBEHHbIX NpenapaToB (3a UCKIoYeHMEM opdaHHbIX JTIEKaPCTBEHHbIX NPenapaToB);

KoHcynbTaHTlnoc: npumevaHue.

[o 31.12.2024 poccunckMM NPOU3BOAUTENSM JEKApCTBEHHbIX MPenapaToB AMs BETEPUHAPHOrO NpUMEHEHNS
paspeLLeHo Nof4aBaTh PerMcTpauMoHHOE 4OCke MO YCKOPEHHOM npoueaype 6e3 yyeta TpeboBaHui n. 3 4. 2 CT.
26 (MoctaHoeneHue lNMpaButensctea PP ot 12.03.2022 N 353).

3) BOCMpOU3BEOEHHbIX NEKApCTBEHHbIX MpenapaToB (3a MCKIMHYEHUEM MNEepBbIX TPEX PErUcCTpUpPYEMbIX B
Poccuinckon ®epgepauum B KayeCTBe BOCNPOM3BEAEHHbIX FEKAapCTBEHHbIX MpenapaTtoB W MeKapCTBEHHbIX
npenapaToB, NpeAHa3HaYeHHbIX UCKIIOYMTENBHO AN1S NPUMEHEHNS HECOBEPLLUEHHONETHUMN rpaxgaHamMu, a Takke
nekapCTBEHHbIX MpenapaToB, MpeAHasHaYeHHbIX Afs  JleYeHUs AOMALLUHUX  JKUMBOTHBIX, OnpedeneHHbIX
depepanbHbiM 3akoHoM oT 27 gekabpa 2018 roga N 498-03 "O6 oTBETCTBEHHOM OBpaLLEHUN C KUBOTHLIMU U O
BHECEHVM U3MEHEHUN B OTAENbHbIE 3akoHodaTenbHble akTel Poccuickon ®egepauun”, n 3aperMcTpupoBaHHbIX B
KayecTBe NnekapCTBEHHbIX NpenapaToB Afs MeOULMHCKOTO NPUMEHEHWS);

(B pea. PegepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBbIX KOMGUHALIMI 3aPErMCTPUPOBAHHBIX paHee NEeKapCTBEHHbIX NpenapaToB;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpMpoBaHHLIX paHee, HO NPOM3BeAEHHbIX B APYrMX NEKapCTBEHHbIX
hopmax B COOTBETCTBUM C NEPEYHEM HAMMEHOBaHWIA NEKAPCTBEHHBLIX (DOPM M B HOBOW JO3MPOBKE;

6) nekapcTBeHHbIX NpenapaToB Ans MeAWMLUMHCKOro MpUMEHEHUs, rocygapCTBEHHas perncrpaums KoTopbix
OTMEHeHa, Mpu UX perncTpaumm B kKa4ecTBe NeKapCTBEHHbIX NpenapaToB ANA BETEPUHAPHOTO NPUMEHEHWS.
(n. 6 BBegeH ®egepanbHbM 3akoHOM OT 28.04.2023 N 171-93)
(vacTb 2 B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.  YckopeHHas npouedypa  9KCMepTM3bl  JIEKAPCTBEHHbIX CPEACTB  MPOBOAWUTCA MO PELUEHUIO
COOTBETCTBYHOLLErO YNONHOMOYEHHOro (heeparnbHOro opraHa UCMNOSIHUTENbHOWM BacTM Ha OCHOBaHWW 3asBNeHUs
3asdBMTENs B CPOK, He MpeBbllaroWwmnii BocbMuaecsaTn pabouvx gHen. lMpu 9TOM 9KcnepTM3a [OKYMEHTOB,
cogepXalluxcs B perncTpaumMoHHOM A0Cbe Ha fekapCTBEHHbIV npenapat, MpoBOAUNTCS B CPOK, HE MpeBbiLLaoLLuii
aecatn pabounx OHeW, aKCrnepTu3a KayecTBa fieKapCTBEHHOrO CPEACTBA WM 9KCMEepTM3a OTHOLLEHUS OXMOAEMOMN
Monb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWST NTEKAapCTBEHHOrO npenapaTa NPoBOASITCA B CPOK, HE NpEBbILLAOLLNIA
LecTnaecaTm pabounx gHen.

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

3.1. YTpatun cuny. - ®egepanbHbiii 3akoH ot 30.01.2024 N 1-$3.
4. YckopeHHas npoueaypa aKcnepTusbl NeKapCTBEHHbIX CpeacTB NpoBOAUTCHA B nopsiake, yCTaHOBMEHHOM
ctatbsamn 17, 19, 20, 23 u 24 Hactosiwero PenepanbHOro 3akoHa, U HEe O3Ha4yaeT CHUMXKEeHUs TpeboBaHuM K

6e3onacHoOCTH, Ka4yecTBY M 3 PEKTUBHOCTM NIEKapCTBEHHbIX MpenapaToB.
(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

CratbAa 27. PewueHue o rocyaapCTBEHHOM perucTpaumm nekapcTBeHHOro npenapara

1. B cpokK, He npeBbILLaoLWunin AecaTn paboynx AHEN CO AHSA NONyYeHUs 3aKNioYeHUIn KOMUCCUM IKCNEePTOB MO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

pe3ynbTataM 3KCNepTu3bl Ka4eCcTBa NEKapCTBEHHOrO CpPeacTBa U IKCMEPTU3bl OTHOLLEHUS OXMAAEMOW MNOMb3bl K
BO3MOXHOMY  PUCKY MPUMEHEHUS  fEeKapCTBEHHOro npenapaTta, COOTBETCTBYOLIMA  YNOMHOMOYEHHbIV
deaepanbHbI opraH NCNOMHUTENBHOW BNACTU:

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

1) ocywlecTBNSET OUEHKY 3aKMOYeHNA KOMUCCUM IKCMEPTOB AN onpedeneHus COOTBETCTBUS 3afaHuIo Ha
NpoBeAEHNE 3TUX IKCNEPTHUS;
(n. 1 B peq. ®enepansHoro 3akoHa ot 30.01.2024 N 1-03)

2) NpuHMMaeT peLleHne O rocyaapCTBEHHOM perucrpauuu nekapcTBEHHOro npenaparta unm ob oTkase B
rocy4apCTBEHHOWN pernctpaumm iekapcTBEHHOro nNpenapara;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B n. 3 cT. 27 BHOCATCA n3MeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. GyayLuyto pegakumio.

3) BHOCMT NpuW NPUHATUN PELLEHNS O rOCYAAPCTBEHHON perMcTpauum nekapcTBEHHOro npenapaTa AaHHble O
3aperncTpupoBaHHOM JleKapCTBEHHOM npenapaTe, B TOM 4ucie o hapMaleBTUHeckon cybcTaHumn, BXoasLLen B
COCTaB NekapCTBEHHOro npenapata, B rocy4apCTBEHHbIA PEECTp NekapCTBEHHbIX CPEACTB U BblAaeT 3asiBUTENIO
perncTpauMoHHoe  YOOCTOBEpPEHME  NIeKapCTBEHHOro  npenapaTa, dopma  KOTOpOro  yTBepXJaeTcs
YNONMHOMOYEHHLIM  dbefiepanbHbIM — OpraHOM — UCMOSIHUTENbHOW — BRacTW,  COrNacoBaHHble  HOPMAaTMBHYIO
[AOKYMEHTaLMI0, HOPMATUBHBIA [OKYMEHT, MHCTPYKLMIO MO MPUMEHEHWIO NIEKapCTBEHHOrO Mpenaparta v MakeTbl
NepBUYHONM YNaKOBKN U BTOPUYHON (MOTPeObUTENbCKOM) YNakoBKU C yka3aHWEM Ha HUX HOMepa permcTpaluoHHOro
YOOCTOBEPEHMS NeKapCTBEHHOrO npenapaTa M AaTbl ero rocyAapCTBEHHOW perucTpaumm unm B criydae npuHaTUs
pelleHns o6 oTkase B rocyLapCTBEHHOW perucrpaumv NnekapCcTBEHHOro npenaparta yBeomnsieT B NMUCbMEHHOM
dopme 3asBuTens ob 3TOM C ykazaHWeM MPUYMH Takoro oTkasa. 3a Bbigady pernctpauMoHHOro Y4OCTOBEPEHUS
nekapcTBEHHOro npenapata B3MMaeTCs rOCYAapCTBEHHasi MOLWSMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun o Hanorax u cbopax.

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

2. OcHoBaHMeM p[nsi oOTkasa B [OCYAapCTBEHHOW perucTpauMm nekapCcTBEHHOrO Mpenapata Aang
MEeOMULIMHCKOrO NPUMEHEHMS ABMNAETCH 3aKMoYeEHNE COOTBETCTBYHIOLLENO YNOMHOMOYEHHOIO doejeparnbHOro opraHa
WCNONHUTENBHON BNAacTU O TOM, YTO KayecTBO U (Mnn) 3CPEPEKTUBHOCTb PErUCTPUPYEMOrO FEKAPCTBEHHOrO
npenapata Ans MeAUUMHCKOTO MNPUMEHEHUST He MNOATBEPXKAEHbl MOMYYEHHbIMW AaHHbIMW UMM 4YTO PUCK
NPUYUHEHNST Bpeda 300POBbIO YEroBeKa BCMeACTBUE MpuemMa JeKapCTBEHHOro npenaparta Ans MeauuUHCKOro
NpUMeHeHUs NpeBbIaeT 3PEEKTUBHOCTb €r0 NPUMEHEHNS.

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

3. [TlloBTOpHOE npeacTaBneHne B  COOTBETCTBYHOLMW  YNOMHOMOYEHHbIW  dedeparnbHbld  opraH
NCMNONMHUTENBbHOW BNAacTW NeKapCTBEHHOIO NpenapaTa, B OTHOLIEHUN KOTOPOro MOMyyYeH OoTkas B rocy4apCTBEHHON
permcTpaumMm 1 KOTOPbIA BMOCMEACTBUM NOABEPrcA M3MEHEHUI0 B YacTW ero cocraBa, paccMaTpuBaeTcs Kak
npeacTaBrneHne HOBOTO NEKapCTBEHHOro npenapata Ha ero rocygapCTBEHHYIO PerucTpaumio He3aBuMCMMO OT
COXpaHeHUs ero NepBNYHOr0 HAMMEHOBaHMUSI.

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

4. MNpwn NpeaocTaBrneHMn 3asiBUTENEM B COCTaBE PErmcTpauMoHHOro AOChbe Ha JIeKapCTBEHHbIV npenapar
ONsl BETEPMHAPHOIO NPUMEHEHUS] KOMUWU PELLEHUS YMONTHOMOYEHHOro dedeparnbHOro opraHa MCMNoSIHUTENbHON
BMacTu O MNPOBEAEHUN WHCMEKTUPOBAHUSI NMPOU3BOAUTENS JNIEKAPCTBEHHBLIX CPEACTB CPOK MPUHATUS PELLEeHUst O
rocygapCTBEHHOM peructpaumm  neKapCTBEHHOro npenapata  Ans BETEPVMHAPHOIO  MPUMEHEHUS
NPMOCTaHaBNMBAETCA CO OHSA NONyYEeHUs 3aKITFOYEHUI, YKa3aHHbIX B YacTu 1 HacTosiwen ctaTbn, 40 OHSA NPUHATUS
YMOMHOMOYEHHbIM cheeparibHbIM OpraHoOM UCMOSTHUTENBHOM BAcTh PeLleHnst O Bbigave nnm ob oTkase B Bblgaye
3aKIIOYEHNST O COOTBETCTBUM MNPOU3BOAMTENS NEKapCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBun Hagnexailen
NPOV3BOACTBEHHON NPaKTUKKU, HO HE Boree Yem Ha CTO BOCEMbAECAT pabounx gHen.
(vacTb 4 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM [Onsi OTka3a B rOCYAapCTBEHHOM perucTpauuu INeKkapcTBEHHOro mnpenapata  Ans
BETEPWHAPHOIO NMPUMEHEHUs SIBNAETCA 3aKMioYeHUe YNONIHOMOYEHHOTo (heaepansHoro opraHa WCTMOSNTHUTENBHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

BNacTM O TOM, YTO KayecTBO WU (MnNu) 3PPEKTUBHOCTb PErMCTPUMPYEMOro NEeKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MNPUMEHEHUS HEe MOATBEPXAEHbl MNOMyYEeHHbIMW AaHHbIMKM UMW YTO PUCK NPUYMHEHUSA Bpeda
300pPOBbIO0 KUBOTHOrO BCMeACTBME MpuMemMa fNeKkapCTBEHHOro mnpenapata [Ansi BEeTepPUHApHOro MNpUMEHEHUs
npesblaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS, 0TKa3 YNONHOMOYEHHOro hefeparnbHOro opraHa UCMOMHUTENbHOM
BMacTu B Bblaye 3aKM4YEHUsS O COOTBETCTBMM NMPOU3BOAUTENS NEKApCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hagnexallenh npOV3BOACTBEHHON MpPaKTUKU AN KaXOOW MNpPOU3BOACTBEHHOW MIOWAAKU  PErMcTpupyemoro
nekapCTBEHHOro npenapara Afs BETEPUMHAPHOrO MPUMEHEHMS B Criyyae, ecnv Npou3BOACTBO JIEKAPCTBEHHOIO
npenapaTta Ons BETEPMHAPHOro MpPMMEHEHWs ocyllecTBnseTca 3a npegenamu Poccuickon Pepepauumm, mnu
OTCYTCTBME TaKOro 3aKIoYeHus!.

(vacTtb 5 BBegeHa ®enepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgke U cpokax onpefeneHusi B3avMO3aMEHSIEMOCTU  JIeKapCTB  JIEKAPCTBEHHBIX Mpenaparos,
3apeructpupoBaHHbix 4o 01.03.2020, cm. c1. 3 ®3 o1 27.12.2019 N 475-D3.

Cratbsa 27.1. B3anmo3ameHsAeMOCTb JfleKapCTBEHHbIX NpenapaToB AN MegULUHCKOro NPpUMEeHEHUsA
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

1. B3anMmMo3aMeHseMOCTb NIEKapCTBEHHbIX MpenapaTtoB Afs MEAWLUMHCKOro MpYMEHEHUs onpeaensaeTca
YMOSIHOMOYEHHbIM  doefeparnbHbiM  OpraHoOM WUCMOSNIHUTENBHOM BRacTW, OCYLLECTBISIOWMM [OCY4apCTBEHHYHO
perncTpaumio NekapCTBeHHbIX NpenapaToB AN MeAULMHCKOro NPpUMEHEHUS!, B paMKax OOQHOr0 MeXAyHapOAHOro
HenaTeHTOBAHHOIO (MMM XMMUYECKOTO, UMW FPYNNMPOBOYHOr0) HaMMEHOBAHNS Ha OCHOBE 3aKIMYEHUS KOMUCCUM
3KCMEPTOB 3KCMEPTHOMO YUYPEXAEHMSI O B3aMMO3aMEHSIEMOCTU NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NpUMeEHeHMst NMBO O TOM, YTO JNEeKapCTBEHHbI Mpenapat Ans MeOUUMHCKOTO MPUMEHEHUS1 He SBMsieTCs
B3aMMo3aMeHsieMbiM. [lopsigok  onpedeneHvMs B3auMO3aMEHSEMOCTU  JIeKapCTBEHHbIX MpenapatoB AN
MELMLMHCKOrO MNPUMEHEHUa U opmMa 3akMoYeHUs KOMUCCUM SKCMEPTOB  IKCMEPTHOro  ydpexaeHuss o
B3aMMO3aMeHAEMOCTM FEeKapCTBEHHbLIX MNpenapaTtoB ANd MEOULUHCKOro nNpuMeHeHuss nmbo O TOM, 4TO
NeKapCTBEHHbIN NpenapaTt Ans MeULMHCKOrO NPUMEHEHUsT HE SBMSIETCS B3aMMO3aMeHsIeMbIM, YCTaHABNNBAKOTCSA
denepanbHbiM OpraHOM WCMOMHUTENBHOM BNacTu, OCyLLecTBNSALWMM (YHKUMM MO BblpaboTke M peanusauuu
rocy4apCTBEHHOW MOMUTUKA U HOPMaTMBHO-NPABOBOMY pPErynvpoBaHMio B cdepe 34paBOOXpaHeHud, mno
cornacoBaHuto c egepanbHbiM  OpPraHOM  UCMOJSIHUTENBHOW  BNacTW, OCYLLECTBSOWMM  (DYHKUMM MO
NNLEH3MPOBAHNIO NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB.

(B pea. PegepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komwuccusi 3KCMepTOB 3SKCMEPTHOTO  yYpeXaeHus [aeT 3akfiovyeHMe O  B3auMO3aMEHSIEMOCTU
nekapcTBEHHOro npenaparta Ans MeAMUMHCKOrO MpUMEHEHMsI NGO O TOM, YTO NEeKapCTBEHHbIA npenapaTt Ans
MEAMLMHCKOrO MPUMEHEHUSI He SBMSETCA B3aWMO3aMEHsieMblM, Ha OCHOBaHWW CreaylLwwmux KpuTepues
(xapakTepucTuk):

1) akBMBaneHTHOCTb (AN 6uoaHanoroBbix (6nonogobHbIX) NekapcTBEHHbIX npenapatoB (buoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KOMWYECTBEHHbIX XapakTepucTuK dapmaueBTUHeCKUX CyObcTaHuui wunm
COMOCTaBMMOCTb aHTUreHHOro CcocTaBa BakuWH. Mcnonb3oBaHwe pas3nuyHbIX conen, 3UPoB, KOMMMEKCOB,
N30MEepOoB, KpucTannmyeckux ¢opm u Apyrnx MpomM3BOAHLIX OOHOrO U TOro e AENCTBYIOLLEro BellecTBa He
ABMNSETCA NpPenaTcTBMEM ANS onpedeneHns B3aMMO3aMEHSEMOCTWM IeKapCTBEHHbIX MNpenapaTtoB, €cnu npwu
npoBedeHUn  uccriefoBaHua  OMO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  npenapata WM UccnegoBaHus
TepaneBTMYECKON 3KBMBANEHTHOCTU NEKapCTBEHHOrO npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMBbIX
pasnuuuin  papmakoknHeTukn un (Mnn) 3PGEKTMBHOCTM M GEe30MacHOCTM NeKkapCTBEHHOro mnpenapara  Ansi
MeANLMHCKOro NPUMEHEHUS;

2) 9KBMBaANEHTHOCTb IekapCTBeHHoW opmbl. [loa 3KBMBaNEHTHbIMU  NeKapCTBEHHbIMU  hopMamu
MOHUMAIOTCS pasHble NekapCTBeHHble POPMbl, UMEIOLLME OAMHAKOBbIE CNocob BBEAEHNS U CNocob NpUMeEHEHNs,
obragatoLme conocTaBUMbIMU hapMaKOKMHETUYECKUMW XapakTepUCTMKamMu 1 papmMakoriormyeckum ENCTBUEM U
obecneynBaloLLme TakKe OOCTWKEHNE Heobxoaumoro KnumHuyeckoro addekrta. Pasnmumna nekapcTBeHHbIX hopMm
He SIBNSAIOTCA NPendaTCTBMEM AN onpedefieHvsl B3aMMO3aMeHSeMOCTM MekapCTBEHHbIX NpenapaTtoB, ecnv npu
npoBedeHUn  uccriefoBaHus  OGMO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  Mpenapata WM UCCregoBaHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

TepaneBTMYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapata [OKa3aHO OTCYTCTBME KMMHUYECKM 3HAYMMbIX
pasnuuun apMakokmHeTukun un (Mnn) addekTMBHOCTM M 6Ge3onacHOCTM nekapCcTBEHHOro mnpenapata Ans
MeAMLMHCKOro NPUMEHEHMS;

3) 9KBMBANEHTHOCTb NN CONOCTAaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELLLECTB NeKapCTBEHHOro npenapara
ONs MEOMUUHCKOro npumeHeHus. Pasnuums coctaBa BCMOMOraTesfbHbIX BELECTB NIeKapCTBEHHOrO npenapaTa He
ABMSATCA NPensaTcTBMEM AN onpedenieHns B3avMMO3aMEHSEMOCTU FeKapCTBEHHbIX MNpenapaTtoB, ecnv npu
npoBeeHUN  uUccrefoBaHUs  OMO3KBMBANEHTHOCTM  NEKApPCTBEHHOrO  npenapata WNU  UCCregoBaHus
TepaneBTMYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapata AOKa3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMbIX
pasnuuun apmakokmHeTuku un (Mnn) 3pPeKTMBHOCTM U Be30nacHOCTU NEeKapCcTBEHHOro npenapaTta And
MEeOMLMHCKOrO npuMeHeHus. [lpyu HanuummM KINUHUYECKM 3HAYMMbIX Pasnuunin  apMakoKMHETUKN U (1nn)
apcpekTBHOCTM 1 6Ge3onacHOCTM  NeKapCTBEHHOro  npenapata Ans  MeOUUUHCKOTO  MpUMEHEHMS
B3aMMO3aMeHAEeMOCTb OrnpeaenseTcy ¢ yka3aHMeM Ha UCKITKYEHE OTAENbHbIX rpynn NauueHToB;

4) NOEeHTUYHOCTb cnocoba BBeaeHus n cnocoba NPUMEHEHUA;

5) cooTBeTCTBME MpPOM3BOAUTENSA NEKapCTBEHHOro cpeAactBa TpeboBaHMSAM npaBun  Hagnexailen
NPOU3BOACTBEHHOW MPAKTUKK.

3. bes HeobxogumocTn AokasaTenbCTBa OWMOSKBMBANEHTHOCTM  OCYLUECTBRSIETCA  onpegenexHve
B3aMMO3aMeHSIEMOCTM BOCMPOU3BEAEHHBIX IeKapCTBEHHbIX NpenapaToB, KOTopbIe:

1) npegHasHayeHbl ANs  NapeHTepanbHOro  (MOOKOXHOro,  BHYTPUMBILIEYHOTO,  BHYTPMBEHHOrO,
BHYTPMUINasHoro, BHyTPUMNONOCTHOTO, BHYTPUCYCTABHOMO, BHYTPMKOPOHAPHOIO) BBEAEHNS U NpeacTaBnsaioT coboi
BOOHbIE PAaCTBOPbI;

2) npegcTaBnsloT cobon pacTBOpbI AN NepopanbHOro NPUMEHEHUS;
3) nponsBeeHbl B hOpMe MOPOLLKOB UNN NIMOUNN3ATOB 4118 NPUrOTOBIIEHUSA PaCTBOPOB;
4) ABNAOTCS rasamu;

5) ABMSAIOTCA YLIHLIMU UMW FNa3HbIMU NEeKapCTBEHHbIMM NpenapataMu, Npon3BeaeHHbIMIU B hOpMe BOAHbIX
pacTBOpOB;

6) npegHasHayeHbl AN MECTHOro U (MnM) HapyXXHOro MPUMEHEHUS M MPUroTOBMNEHbI B (hopme BOOHbIX
pacTBOPOB;

7) nNpencTtaBnsalT coboOM BOAHbIE PacTBOPbI ANA UCMONb30BaHUA B (POPME MHransauuMim C MOMOLLbIO
Hebynaisepa unu B Ka4ecTBe HasalbHbIX CPEEB, MPUMEHSIEMbIX C MOMOLLLI CXOOHbLIX (MOXOXWUX, aHANOMMYHbIX)
yCTponcTB (Npnbopos, annapaTos).

(vactb 3 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. OcobeHHOCTM onpegeneHns B3anMO3aMeHSIeMOCTM BMONOrMYeckMx rekapcTBEHHbIX MNpenaparos,
KOMOWHMPOBaHHBLIX NEKAPCTBEHHLIX MpenapaToB (coAepXkalimMx KomMOuHauuio OByX W Gonee [OeWCTBYHOLLMX
BeLIJ,eCTB), NNIeKapCTBEHHbIX npenapaTtoB AONd napeHTepayibHOro nutaHna 1 Hego3VpOBaHHbIX J1eKapCTBEHHbIX
npenapaToB yCTaHaBnNuBalTCs heaeparibHbIM OpraHoOM UCMOSTHUTENBbHOM BAACTU, OCYLLECTBAAOLWNM (PyHKUUKX NO
BbIpaboOTKE M peanu3auumn rocygapCTBEHHOW MOMWTUKA M HOPMaTMBHO-MPaBOBOMY perynupoBaHuio B cdepe
30paBOOXpPaHEHMsl, MO COrNacoBaHWiO C defeparnbHbiM OPraHoM WCMOSIHUTENbBHOW BMAacTW, OCYLLECTBSIOLWNM
YHKUUKN NO NNLLEH3MPOBAHMIO NPOU3BOACTBA fEeKapCTBEHHbLIX CPEACTB.

(B peq. PegepanbHoro 3akoHa ot 19.10.2023 N 503-93)

5. OnpefeneHne B3aMMO3aMEHSIEMOCTU HE OCYLLECTBNAETCS B OTHOLUEHUW NEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaToB, FOMeonaTU4eCKMX NEKAPCTBEHHBIX NpenapaTos.

6. (DopMMposaHme nepevyHa B3auMMO3aMeHdAeMbIX JeKapCTBEeHHbIX nMnpenapatoB And MeguunHCKOro
NPUMEHEHNA OCYLLUEeCTBIIAETCA J3KCNepTHbIM y4dypexaeHnmem nocpencrtsom 06beauHeHns JNTeKapCTBEHHbIX
npenapatoB B OTAeNbHble rpynnbl, B Kaxgon us KOTOPbIX JIeKapCTBEHHble npenapaTtbl ABMAKTCA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

B3anMMoO3aMeHAEeMbIMW.

7.B Ccny4yae BKIOYEeHUA B MHCTPYKUUKO MO MeOUUMHCKOMY NpPpUMMEHEeHWUI0 NeKapCTBEeHHOro npenaparta Ha
OCHOBaHWM pe3yJibTaToOB COOTBETCTBYHOLLNX nccrnegoBaHuii nokasaHun ang NPUMEHEHNA, KOTOpblE OTJINYAKTCA OT
nokasaHun ans NPpUMEHEHNA OPpYrnx nekapCrtBeHHbIX npenapartoB U3 rpynnbl B3anMo3aMeHAEeMbIX JIEKaPCTBEHHbIX
npenaparos, B NnepeyHe B3auMO3aMEHAEMbIX J1eKapCTBEHHbIX MpenapaTtoB AOnd MeOuUuMHCKOro rnpuMeHeHuA
OOJDKHA ObITb YKa3aHa COOTBETCTBYOLan VIHQ)OpMaLWIFI.

8. [lepeyeHb B3aMMO3aMeHSIEMbIX JIEKAPCTBEHHbIX nNpenapatoB AnAs MEeOULUHCKOrO MNpUMEHEHMS
pasmellaeTcss  YNOrHOMOYEHHbIM defepanbHbiM - OpraHoOM  UCMOMHUTENBHOM  BNAcTW,  OCYLLECTBASAOLLM
rocy4apCTBEHHYIO pErucTpauuio fekapCTBEHHbIX NpenapaTtoB ANs MEAVMUMHCKOrO MNPUMEHEHWUsl, Ha CBOEM
otmumansHom carnite B cetn "WHTepHeT". UHdpopmaums B nepeyHe B3aMMO3aMEHSIEMbIX JIEKapCTBEHHbIX
npenapaToB AN MEeOULMHCKOrO NMpUMeHeHus obHOBNSAETCA yka3aHHbIM dedepanbHbIM OpraHoM MCMNOSTHUTENBHON
BMacTu C y4eTOM HOBbIX 3aperMcTpupOBaHHbIX JIEKAPCTBEHHBIX NpenapaTtoB Afs MEeOULMHCKOTO NPUMEHEHUST 1
BHECEHHbIX W3MEHEHWA B [OKYMEHTbl, COAEepXallMecs B PerMcTpaumMoHHbIX [OCbe Ha 3aperMcTpupoBaHHble
nekapcTBeHHble Npenaparbl 418 MEAULMHCKOTO NPUMEHEHMS.

9. TMopsimok wucnonb3oBaHUSA WHGOPMAUMM O B3aMMO3aMEHSIEMbIX FEeKapCTBEHHbIX nNpenapatax Ans
MEAMLMHCKOrO NMPUMEHEHNS U MOPSIAOK AavM pas3bsiCHEHMI MO BOMPOCaM B3aMMO3aMEHSIEMOCTM NEeKapCTBEHHbIX
npenapatoB Ans MeOWMLUMHCKOTO MNPUMEHEHWsT ycTaHaBnMBalTCA defepanbHbIM  OpraHoM UCMONHUTENbHON
BMacTu, OCYLLECTBSOWMM hyHKUMM NO BbipaboTke M peanv3auum rocygapCTBEHHON MOMUTUKU U HOPMATUBHO-
NpaBoOBOMY perynMpoBaHuio B cdepe 30paBOOXPaHEHWs, MO COrnacoBaHuilo € deaepanbHbIM - OpraHom
WCNOMHWUTENBHOW BMAacTW, OCYLIECTBASIOWMM YHKLUMM MO NULEH3UPOBAHWUIO MNPOU3BOACTBA NEKAPCTBEHHBLIX
CpencTB.

(B pea. PepgepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlnoc: npyumeyaHue.

Cpok peructpauumn nekapCTBEHHOrO npenapaTa And BEeTEPUHAPHOro NpuUMeHeHus, uctekarowmi ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roay, npoaneH Ha 12 mecsueB ([NoctaHoBneHue [lMpaButensctea PP ot
12.03.2022 N 353).

KoHcynbTaHTlntoc: npumeyaHue.

Cpokn [OelCcTBUSI PEFMCTPALMOHHBIX YOOCTOBEPEHUN FEKAPCTBEHHbLIX MpenapaTtoB Ans  MeOULMHCKOro
NPUMEHEHNs1, KoTopble UcTekatoT B 2024 r. npoaneHsl Ha 12 mecsaueB (INoctaHoBneHue Npasutensctea PO ot
12.03.2022 N 353).

CtaTtbs 28. PerucTpaunoHHoe yaocToBepeHue NiekapCcTBEHHOro npenapara

KoHcynbTaHTlnoc: npumeyaHue.

Paspelwaetca obpaweHne B PO 3apermcTpupoBaHHbIX JIEKAPCTBEHHbIX MpenapaTtoB, CPOK AENCTBUS
PErncTpaLmMoOHHOIO yaOCTOBEPEHMS KOTOPbIX UCTEK B Cryvae, NpeaycMoTpeHHoM 4. 11 cT. 4 ®3 ot 30.01.2024
N 1-93.

KoHcynbTaHTlNoC: npumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnPOCTPaHATCA Ha MPaBOOTHOLUEHMS!, BO3HMKatOLMe Mpu obpalleHnn
neKapCTBEHHbIX CPEACTB AN MmeanumHckoro npumMmeHerns (P3 ot 30.01.2024 N 1-93).

1. PeructpaunoHHoe yOoCcToBepeHMe MeKkapcTBEHHOro npenapaTa C yKasaHWem NekapCTBeHHbIX hopM u
[03MPOBOK BblJaeTc 6GecCpoyHO, 3a WCKMIOYEHWEM PEerucTpauMoHHOrO  YOOCTOBEPEHUS! eKapCTBEHHOro
npenaparta, BblJaBaeMOro CO CPOKOM AEWCTBUS MATb NeT, Ha BMepBble perucTpupyemble B Poccuiickoin
denepaummn nekapcTeeHHble npenapaThbl.

2. Mo nctevyeHun ykasaHHOro B Yyactu 1 HacTosiLLen cTaTbM Cpoka BblaaeTcss 6eccpoyHOe perncTpaunoHHoe
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

yOOCTOBEpPEHME NekapcTBEHHOro npenaparta npy YCrnoBun NoATBEPXXAEHUS ero rocyaapCTBEHHOW perncTpaumu.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbamu 30 u 31 HacToswero PegepanbHOro 3akoHa N3MeHeHUM
B coAepXallnecss B perncTpauuoHHOM OOCbe Ha 3aperncTpupoBaHHbLIN NIEKAapCTBEHHbIA NpenapaTt OOKYMEHTHI,
3aTparvMBalolMX CBeOEHWs, OTpaXeHHble B PErnmcTpauMoHHOM YAOCTOBEPEHUWM FEeKapCTBEHHOrO npenapara,
YMNONTHOMOYEHHbIV  (befepanbHbli  OpraH  WUCMOSNHUTENbHOW  BNacTu  BblAeT HOBOE  perncrpauuoHHoe
yAOCTOBEPEHNE NeKapCTBEHHOIO Npenapara, cogepXallee BHECEHHbIE B HEMO N3MEHEHNS.
(vyacTtb 3 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2026 4. 4 cT. 28 yTpaunsaet cuny ($3 ot 30.01.2024 N 1-93).

4. B cnyyae yTpaTtbl Uy NOBPEXOEHUS PErMcCTPaLMOHHOIO YAOCTOBEPEHMS NIeKapCTBEHHOrO npenapaTta no
3a8BNEHNI0O B MNUCbMEHHOW opme JepXaTtens wunu Bragenbla perncTpaumoHHOro  yaoOCTOBEPEHMS
NEeKapCTBEHHOro npenapaTta unM YrnoriHOMOYEHHOIO MMM OPYroro Hpuandeckoro nuua o Bblgadve aybnukarta
PErncTpaumMoHHOro YOOCTOBEPEHUS JNEeKapCTBEHHOro mnpenapata YNoSHOMOYEHHbIN  dhedeparnbHbii - opraH
WCNONMHUTENBHON BRacTM B CPOK, HE MPEBbILAIWNA OECATU paboynx OHEW CO OHA MOCTYMNEeHUs 3asiBMNeHus,
BblgaeT Aybnukat perucTtpauMoHHOrO YOOCTOBEPEHUS NEKApPCTBEHHOro npenapata. 3a Bblgadyy AybnuvkaTa
PErncTpaumMoOHHOrO YAOCTOBEPEHUS NEKapCTBEHHOro mnpenapaTta B3MMAaeTCs [OCy4apCTBEHHAs MOWIMHA B
COOTBETCTBMM C 3aKoHoAaTenbcTBOM Poccuickon degepaumm o Hanorax u cbopax.

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

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 cTt. 29 He pacnpoCTpaHAeTCsa Ha MPaBOOTHOLUEHWs, BO3HUKAKOWME Mpu obpaLleHun
NEeKapCTBEHHbIX CPEACTB ANnA MmeauumnHckoro npumeHeHuns (O3 ot 30.01.2024 N 1-$3).

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHns ct. 29 (B pea. 3 ot 30.01.2024 N 1-®3), kacarowmecs npenocTaBreHns roc. ycnyr npu
obpalleHnn NeKapCTBEHHbIX CPEACTB: AN MEANLIMHCKOro NPUMEHEHNss NOCPEeACTBOM €4MHON CUCTEMBI U (UnK)
egnHoro noptana, npumeHsitotca ¢ 01.01.2025; ana BeTepuHaApHOro MPUMEHEHUSI MOCPEOCTBOM €4UHOro
noptana, npumeHsatotca ¢ 01.01.2026. PernctpaunoHHble yOOCTOBEPEHUS JIEKAPCTBEHHbLIX NpenapaToB Ans
MeOM LMHCKOro NpUMeHeHMs1, Ha bymaxxHoM HocuTene u aybnukatel ¢ 01.01.2025 He BbigatoTCS.

KoHcynbTaHTlntoc: npumeyaHue.

Cpok peructpauun nekapCTBEHHOrO npenapaTa ANg BETEPUHAPHOro NpuMMeHeHus, uctekawowmi ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roay, npoaneH Ha 12 mecsaueB ([MoctaHoBneHuwe [lpaButensctBa P® ot
12.03.2022 N 353).

Cratbsa 29. NoaTBepxAeHNE rocyaapCTBEHHON perucTpaumm nekapcTBeHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lMoaTteepxaeHWe rocygapcTBEHHOM perucTpauvyM NekapCTBEHHOro npenapaTta OCYLWeCTBAsSeTcs npu
Bblgaye ©eccpoYHOro perncTpaumoHHOrO YOOCTOBEPEHMS NEKapCTBEHHOrO MnpenapaTta B crny4vae, yka3aHHOM B
Yyactu 2 ctaTbu 28 HacTosero ®egepanbHOro 3akoHa, B CPOK, HE NMPeBbILIALWMA copoka pabounx AHen co OHA
HanpaBneHns nocpeacTBOM €ANHOro nopTana B YNONHOMOYEHHbIW dpefepanbHbli OpraH UCNONHUTENBHOW BRacTy
NN NINYHBIA KAaBWHET YMONHOMOYeHHOro deaepanbHOro opraHa WCMOSHWUTENBHOW BNacT B €4MHOW CUCTEME
3asBreHns O MOATBEPXOEeHUM rocyfapCTBEHHOW peructpaumm nekapcTBEHHOro npenapara, MnoAnMcaHHOro
YCUMNEHHON  KBanMMUMPOBaAHHOMW  SMNEKTPOHHOW  nognucbi. He  ocywecTtsnsieTcs  nogTBepXXaeHue
rocygapcTBEHHOW permcTpauun B OTHOLIEHUW NeKapCTBEHHOro npenaparta Ang BeTepuUHapHOro npuMeEHeHus, He
HaxoguBLuerocs B obpaweHun B Poccunckon depgepaumm B TedeHMe Tpex u Gonee neT, a Takke B OTHOLLUEHUM
NEeKapCTBEHHOro CpeACcTBa, NPOM3BEAEHHOIO C HapylleHnemM TpeboBaHUs, YCTaHOBIIEHHOrO YacTbto 3.7 ctatbu 71
HacTosilero ®egepanbHOro 3akoHa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. 3asiBneHne o NOATBEPXKAEHUU rOCyAapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara HanpaenseTcs
nocpeacTBOM e4UHOro rnopTana B YNoNIHOMOYEHHbIN deaepanbHbii OpraH UCMOSTHUTENbHOW BracTy MU NNYHbLIN
KaOMHEeT ynonHOMOYEHHOro doeaepanbHOro opraHa NCNOSIHUTESNBHON BRacTM B €4MHON CUCTEME He paHee YeM 3a
CTO BOCEMbAECAT OHEW OO WUCTeYeHMUst Cpoka AEWUCTBUS PErMCTPaLMOHHOIO YOOCTOBEPEHMWSI JEeKapCTBEHHOMO
npenapaTa 1 He No3gHee OKOHYaHWS CpoKa ero AencTBuS.

(vacTb 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2.1. Y1patun cuny. - ®egepansHbiin 3akoH oT 30.01.2024 N 1-93.

3. lMNoateepxgeHne rocyaapCTBEHHOW perncTpaumv nekapCTBEHHOro mnpenapaTta OCyLecTBAseTcs Mo
pesynbTatam 9KCMepTu3bl OTHOLUEHWS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapata Ha OCHOBaHWW pe3ynbTaToB MOHUTOPUHra 9ddeKkTMBHOCTM U 6e30nMacHOCTU NeKkapCTBEHHOro
npenapaTa, NPOBOAUMOrO Aepxatenem unu BragenbsuemM pPerucTpaumoHHOrO YOOCTOBEPEHUS NEeKapCTBEHHOro
npenapaTta nubo yNnoNMHOMOYEHHBIM UMW OPUOANYECKMM NULIOM, a Takke COOTBETCTBYIOLLMM YMOFHOMOYEHHbIM
denepanbHbiM OpraHOM WCMOSNIHUTENbBHOM BRacT B COOTBETCTBUM C TpeboBaHusiMM cTaTbu 64 HacTosLero
depnepanbHOro 3akoHa.

4. K 3asBneHu0 O MNoATBEPXOEHUU FOCYAapCTBEHHOW perncTpauumn JekapCTBEHHOro npenaparta Aans
MeAULIMHCKOro NPUMEHEHUS MpuUaratTCs:

1) AOKYMEHTbI, cofepxaline pesynbTaTbl MOHUTOPUHIa 3dOEKTUBHOCTM U Ge30MacHOCTU NeKapCTBEHHOIO
npenaparta Ans MeguUMHCKOro NMPUMEHEHWUs, MPOBEAEHHOro aepxaTtenem unv BrnagenbleM perucTpalMoHHOro
YOOCTOBEPEHMs1 NEeKapCTBEHHOro npenapata AN MEAMLUMHCKOro MpuMeHeHuss nuBo  YNoNHOMOYEHHBIM UM
IOPUAMYECKUM JTMLIOM, MO dhopMe, YTBEPXKAEHHOW YMONHOMOYEHHbIM dheaeparibHbiM OpraHoM WCMONHUTENBHON
BNacTy;

2) cBepfeHVs O paTe npegocTaBneHUs W PErmcTpaumMoHHOM HOMepe MULEH3UM Ha MNpPOM3BOACTBO
NeKkapcTBeHHbIX CpeacTB, UM CBeAeHUs O AaTte npefocTaBneHus N perucTpaumMoHHOM HOMEpe 3aKriyeHus o
COOTBETCTBMU NPOU3BOAMTENS NEKapCTBEHHbIX CpeAcTB TpeboBaHUsIM NpaBun Hagnexaiwien npovM3BOACTBEHHON
NPaKkTUKWU, UMK KONnsi cepTudukata COOTBETCTBUA MPOU3BOAUTENSA NEKapCTBEHHbIX CPeacTB ANA MeOULMUHCKOro
npuMeHeHus TpeboBaHMAM NpaBun Hagnexaliey Npous3BOOCTBEHHOW MpakTuku EBpasmMickoro 3KOHOMUYECKOro
COol03a, NPeAoCTaBfEeHHbIX YMOSTHOMOYEHHbIM (efeparnbHbIM OpraHoOM WUCMOSHUTENBHON BracTu B OTHOLUEHUU
NPOU3BOACTBEHHOW MIoWaAKM NeKkapCTBEHHOro npenapaTta Ans MeAULUHCKOro NPUMEHEHUs, rocyfapcTBEHHas
permcTpaums KOTOporo noATrBepXaaeTca B criyyae, €cnv NpOu3BOACTBO JleKapCTBEHHOro npenaparta Ans
MeOMLMHCKOro NPUMEHeHNs ocyLlecTernseTcs B Poccuiickon ®enepaunu;

(B pea. PepepanbHbix 3akoHOB OT 27.12.2019 N 478-03, o1 30.01.2024 N 1-93)

3) Kkonus NpefoCTaBfieHHOM  YMOSIHOMOYEHHbIM  OpraHoM CTpaHbl  MPOM3BOAMTENS  NUUEH3UW  Ha
NpOu3BOACTBO NEKapCTBEHHOro npenapata Ans MeOWMLMHCKOro NPUMMEHEeHUs M ee MepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMEHHOM MOpsAKe, a Takke KOMWS 3akmyeHus O COOTBETCTBMM Mpou3BoauTens
nekapCcTBeHHbIX CpeAcTB TpeboBaHMAM npaBui  Haanexawiew nNpOu3BOACTBEHHOW MNPaKTUMKWA, WM KOMUSA
cepTudmkaTta COOTBETCTBUA MPOU3BOAUTENS NEKAPCTBEHHBbIX CPeAcTB ANA  MEAMUUHCKOro NpUMeHeHust
TpeboBaHVAM NpaBun Hagnexallen npou3BOACTBEHHOW NPaKTMKM EBpasvMinckoro 9KOHOMWYECKOrO CO3a,
BblJAHHbLIX YNONHOMOYEHHbLIM dheaepanbHbIM OPraHoM UCNONHUTENBHOW BNAcTN B OTHOLLUEHUW NMPOU3BOACTBEHHOM
nnowaaku fiekapcTBEeHHOro npenapara Ans MeAMUUHCKOro NpUMeHeHns, rocydapCTBeHHas permctpaumsa KoToporo
NOATBEPKAAETCH, WM KOMUSA PEeLUEHUs YMOSTHOMOYEHHOro denepanbHOro opraHa WCMONMHUTENbHOW Bnactu O
npoBedeHun dapMaLeBTUHECKON WHCMEeKUMN MpOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ans  MeaMUMHCKOro
NMPMMEHEHMsT Ha COOTBETCTBME TpebOoBaHMAM MpaBuil Hagnexallen Npou3BOACTBEHHOW npakTuku EBpasumnckoro
3KOHOMMYECKOrO Ccol3a B Cryvae, ecnu npousBOACTBO fleKapCTBEHHOro npenapata Ang MeauuMHCKOro
NpUMeEHeHNs OCyLLeCTBISIeTCA 3a npegenamn Poccuiickon ®epepauun.

(n. 3 B peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)
(4yacTb 4 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOLIEHWUN BUONOrMYECKMX NEeKapCTBEHHbIX NpenapaTtoB AN MeAULIMHCKOro NpUMeHeHusl 3asiBUTeNb
JOMOJSHUTENBbHO MpeacTaBnseT pesynbTaTbl MEpOonpusATUA, NMPedyCMOTPEHHbLIX MIAaHOM YNpPaBreHUs pUcKamu,
YTBEPXKOEHHBIM  YMOJIHOMOYEHHbIM  dhefieparnbHbiM  OPraHoOM  UCTIONHWUTENBHOW BrRacTu MpW  OCYLLECTBIIEHWM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

rocyfapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapaTa Ans MeauLMHCKOro NPUMEHEHMS.
(vyacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.2. K 3asBneHu0 O MNoATBEPXAEHUU FOCYLapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapata ans
BETEPUHAPHOIrO NPUMEHEHUS MpunararTcs JOKYMEHTbI, cogepXalume pesdynbTaTbl MOHUTOPUHra 3peKTUBHOCTHU
N ©e30nacHOCTU NEKapCTBEHHOro npenapaTa AN BETEPUMHAPHOro NpUMEHEHWs!, MPOBOAUMOro AepXXaTenem unm
BnagenbLeM perncTpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenaparta Ans BEeTepPUHAPHOro NpUMeEHeEHMs
nnbo yNnOMHOMOYEHHbBIM UM HOPUONYECKAM NULIOM, NO hOopMe, YTBEPXKAEHHON YNOMHOMOYEHHbIM deaeparnbHbIM
OpraHoM WCMOMHUTENBHOW BNacTu, N OOKYMEHTbI, YKa3aHHble B nyHkTax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n"
nyHkta 4 vactm 3 ctatbum 17 Hactosiwero ®denepanbHOro 3akoHa. B OTHOWEHUMM MMMYHOBMONMOrMYECKMX
NeKapcTBEHHbIX MNpenapaToB ANs BETEPUHAPHOro MPUMEHEHUA He NPeacTaBnsAloTCA CBeAeHUs, yKasaHHble B
noanyHkte "K' nyHkta 4 yactu 3 crtatbn 17 HacToswero degepanbHOro 3akoHa. B oTHOWeEHUN nekapcTBEHHbIX
npenapatoB [Ans  BETEPUHAPHOrO  MPUMEHEHMWS,  MOMYYEHHbIX C  MPUMEHEHUEM  TEHHO-UHXEHEPHO-
MOAMMULNPOBAHHBLIX OPraHM3MOB WM CcoAepXalluMx TakMe OpraHuambl, [OOMOSIHUTENbHO MNPeACTaBSTCS
cBefeHud, ykasaHHble B NyHKTe 13 yactu 3 ctatbu 17 HacTosiwero PegepanbHOro 3akoHa.

(vactb 4.2 BBegeHa ®PepepanbHbiM 3akoHoOM oT 04.06.2018 N 140-93; B pen. PegepanbHOro 3akoHa OT

02.08.2019 N 297-®3)

4.3. 3asgBuTenb BnpaBe MpeacTaBuTb C 3asfBIEHWEM O MOATBEPXKAEHUW FOCYAapCTBEHHOW perncrpauun
NEeKapCTBEHHOro npenapara pPekBM3WTbl OOKYMEHTa, NoATBEPXKAAOLWEero ynnaTy rocygapCTBEHHOM MOLWMWHBI 3a
NoATBEPXKAEHME TOCYLapCTBEHHOW perucTpauum NeKapcTBEHHOro npenapata, a Takke BblaBaemble
(NpegoctaBnsemble) YNOMHOMOYEHHbIMU  hbeaepanbHbIMU - OpraHaMmn  UCMOMNHUTENBbHON BNAacTu  JOKYMEHTbI
(cBegeHwus), ykasaHHble B NyHKTax 2 M 3 yactTm 4 HacTosiwen ctatbu. B cnydyae wux HenpeactaeneHus
YMNONTHOMOYEHHbIV  befiepanbHbli  OpraH WUCMOMHWUTENBHOW BMacTM  3anpalmBaeT YKa3aHHble [OOKYMEHTbI
(cBegeHwus) B nopsigke MeXBeAOMCTBEHHOIO MHAPOPMAaLIMOHHOIO B3aMMOAENCTBIS.

(B peq. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-®3, o1 30.01.2024 N 1-$3)

5. B TeueHne naTtn paboymx OHEN CO AHA HanpaBneHUs NocpeacTBOM eQUHOro noprana B YNnOMHOMOYEHHbIN
degepanbHbI OpraH UCMOMHUTENBHOW BNACTU UMW MNNYHBIN KABUHET YNOMHOMOYEHHOro hefepansHOro opraHa
WCNONMHUTENBHON BriacTM B €4VMHOW CUCTEME 3asABMEeHMS O NOATBEPXKAEHUUN TFOCYLApPCTBEHHOW perucrpaumm
nekapcTBEHHOro npenapata W [OOKYMEHTOB, coAepxalwux pesynbTaTtbl MOHUTOpPUHra 9dEKTUBHOCTN U
6e30MacHOCTU NeKapCTBEHHOrO Mpenapara, NPOBOAMMOrO AepXaTefieM Wnu BragenbueM perncTpaumMoHHOro
YAOCTOBEPEHUS]  NEKApCTBEHHOro  npenapata nMbo  YNOMHOMOYEHHbIM UMW OPUAMYECKMM  JIALIOM,
YNOMHOMOYEHHbIN dhefeparnbHbl opraH UCMOMNHUTENbHOW BNacTu:

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

1) npoBoAUT NPOBEPKY MOJTHOTHI cBedeHunn, cogepxawunxca B npencraBlieHHbIX 3adBUTeNeM JOKYMEHTaX;

2) NpMHMMAaET peLleHne O NpoBedeHun unm ob oTkase B NMPOBELEHUN IKCNEPTU3bl OTHOLLEHUS OXUOaemMon
Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapaTta Ha OCHOBaHUU pe3ynbTaToB MOHUTOPUHIa
acdekTMBHOCTM M 6e30MacHOCTU feKkapCTBEHHOrO npenaparta, MPOBOAMMOrO AepXaTternem wnu Brnagenbuem
perucTpaumMoHHOro yAOCTOBEPEHUSI NEKAPCTBEHHOro npenapata nnbo YNOMHOMOYEHHBIM WMW  HOPUANYECKUM
NMUOM, a Takke dedepanbHbIM OpraHoM UCMOSTHUTENBHOW BracT B COOTBETCTBMM C TpeboBaHMAMM cTaTbu 64
HacTosiero ®egepanbHOro 3aKoHa;

3) HanpaensieT B NIMYHbLIA KAOUHET 3KCNEPTHOro yYpEeXOeHUs B e4UMHON CUCTeMe NoAnMCaHHOE YCUIEHHON
KBanMpULUpOBaHHON 3MEKTPOHHOW NOAMNUCLI0 3aaHue Ha NpoBedeHue aKCnepTusbl, NPegyCMOTPEHHON MYHKTOM
2 HacToslen YacTu, a Takke HanpaBnseT 3asBUTENO MOCPEACTBOM €4MHOr0 nopTana Unu B JNINYHbIA KabuHeT
3asBUTENss B €OUHOW cucTeMe MNoANUCaHHOEe YCUMEHHOW KBanvdUUUPOBAHHOW SMNEKTPOHHOW MNOoAMUCHI0
yBeJOMIIEHME O NMPUHATOM PELLEHUN O Bbldaye 3adaHusl Ha NpoBefeHNEe yka3aHHOWM aKcnepTusbl Nnbo ob oTkase B
npoBefeHnn yKkazaHHON SKCMNepTu3bl C ykazaHMeM Npu4mMH oTkasa.

(n. 3 B peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. B crniyyae BbISIBNEHUS HEOOCTOBEPHOCTM M (UNM) HEOOCTATOYHOCTM MHGOPMaUUKM, COAepXallencss B
npeAcTaBneHHbIX 3asBUTeneM AOOKYMEHTaX, YNONHOMOYEHHbIN defepanbHbIi opraH WUCMNOMHUTENbHOW Bractu
HanpaenseT 3asBUTENO NOCPEACTBOM €4MHOr0 noptana Wi B JINYHbIA KabUHET 3asBUTENS B €OUHON cucteme
3anpoc o6 yTOYHEHUW ykaszaHHOW MHGOPMAaLMK, NOAMUCAHHBLIN YCUMEHHON KBanNUULMPOBAHHOW 3NEKTPOHHON
noanuckHo.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(4acTb 6 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. 3agButenb 06s3aH HaNpaBuTb NOCPEACTBOM €AMHOro nopTana B yNONHOMOYEHHbIV heaepanbHbIin opraH
WCMONMHUTENbHOW BRAacTU WU JIUYHbIA KabOWHET YMONTHOMOYEHHOro dedepansHOro opraHa MCMONHUTENbHON
BMacTu B €AMHOW CMUCTEeME MOAMWUCaHHbIA YCUITEHHON KBanMOUUMPOBAHHOW SMEKTPOHHOM MOAMUCBI0 OTBET Ha
3anpoc yMNosIHOMOYEHHOrO beaepanbHOro opraHa WCMOMHUTENbHOW BNACTW, YKa3aHHOro B 4acTu 6 HacTosLien
cTaTbW, B CPOK, HE MpeBbILLALWNIA AeBSHOCTa pabovmx AHEN CO OHS NOSTyYeHUs YNOTHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCMONHUTENBHOW BNACTU 3NEKTPOHHOrO yBEAOMMNEHNUSI O MOMNyYeHMU 3asiBUTenem takoro 3anpoca. Cpok,
YKa3aHHbIA B 4acTu 5 HacTosilLen cTaTbu, MPUOCTAaHABNUBAETCS CO OHSA HanpaBfeHus 3asiBUTEmNo NnocpencTBOM
€MHOro nopTana Unu B NUYHbIA KabuHET 3adBMTENS B €QUHOW CUCTEME Takoro 3ampoca OO OHA HanpaBreHus
3asBuUTENEM NOCPEeACTBOM €4MHOro nopTana B YNOMHOMOYEHHbIN deaeparnbHblii OpraH UCNONHUTENBHON BNacTu
UNU NUYHBIN KabuMHET YNONTHOMOYEHHOro eaepanbHOro opraHa WMCNOMHUTENBHOW BNacTM B €OWHON cucteme
OTBETa Ha TaKOW 3anpoC U He Y4YUTbIBAEeTCA MNpU MCYMCMEHMM CPOKa MOATBEPXAEHUS rocyaapCTBEHHON
pervcTpaumm nekapcTBEHHOro npenapara.

(vacTb 7 B peq. ®epgepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

8. OcHoBaHMeM Ana oTkasa B MPOBEAEHWW IKCMEPTU3bl OTHOLLUEHWS OXMAAEeMOW Mofb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NeKapCTBEHHOMO NpenapaTa SBNSeTca npeacTaBneHne JOKYMEHTOB, CoOAepXKalnx pesynosTaThbl
MOHUTOPWHIa 3PeKTUBHOCTM 1 Be3onacHOCTW NeKkapCTBEHHOro nNpenapaTta, u (M) B OTHOLLEHMM BUONOrMYECKNX
nekapCTBEHHbIX NMpenapaToB pe3yrnbTaToB OCYLECTBEHNS MeponpuaTuiA B COOTBETCTBMM C MMAAHOM yrnpaBneHus
puckamu, YTBEPXAEHHbIM  YNONHOMOYEHHbIM  dedepanbHbiM — OpraHOM  MCMOMHUTENbHOW  Bnact  mpu
OCYLLEeCTBMEHUN TOCYAapCTBEHHOW perucTpaumy nekapcTBEeHHOro npenapara, B HErnosiHOM ob6beme, OTCyTCTBME
nHdopmaumu, noaTeepxaaoLer dakT ynnaTel rocy4apCTBEHHON NOLUMMHBI 3@ MOATBEPXAEHME roCyaAapCTBEHHOM
perncTpaummn nekapcTBeHHOro npenapara, NMbo HenpeacTaBeHne 3asBMTeNnemM B yCTAaHOBMEHHbIM CPOK OTBETa Ha
yKasaHHbI B 4YacTu 6 HacToslen cTaTby 3anpoc YMONHOMOYEHHOro edepanibHOro opraHa WMCMOSIHUTENbHON
BMaCTW, a TaKke OTCYTCTBUE B yKa3aHHbIX AOKYMEHTax MHopmaLum, KoTopas AomKHa OblTb B HAX OTpaxeHa.

9. 3OKcnepTusa OTHOLIEHUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NEeKapCTBEHHOIO
npenapaTta B LensX NOATBEPXKAEHMS TOCYLapCTBEHHOW perucrpauumn NekapCTBEHHOro npenaparta npoBOAUTCS
KOMMCCUEN IKCMEPTOB IKCMEPTHOMO YUPEXAEHUSA B CPOK, HE NPEBbLILLIALLNA TpuauaTn paboyumnx gHen.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

10. B cnyyae He[oCTaTOMHOCTU NPEACTaBlEHHbIX 3KCNEPTY MaTepuanoB ANs Aadu 3akToYeHUs B NUYHBIN
KabuHeT 3asBuTENsd B €OMHOW CUCTEeMe HamnpaBnseTcs 3anpoc O npeacTaBneHun Heobxoammbix MaTepuarnos,
NOANUCaHHbLIN  pykoBoauTenem (ynOfTHOMOYEHHbIM NIULOM) 3KCMEPTHOro yYpexgeHus C  UCMNONb30BaHMEM
YCUIEeHHOW KBannduumnpoBaHHOW 311EKTPOHHOW NOAMNMUCH.

(vacTb 10 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3agButene o0653aH HanpaBUTb B MWYHbIA KabOWHET 9KCNEPTHOrO YYpexaeHus B eOnHON cucTeme
NOAMUCaHHbIA  YCUINEHHON KBanuUUMPOBAHHOW 9fEKTPOHHOW MNOANUCHI0 OTBET Ha 3anpoc 3KCMepTHOro
yypexgeHuss B CPOK, He MpeBbIalWmn LwecTugecatn pabounmx AHerW €O OHA MOMyYeHUs 3IKCMepTHbIM
yypexxgeHueM 3feKTPOHHOro yBeAOMSIEHMS O MOMyYeHun 3asiBUTerneM yka3aHHoro 3anpoca. Bpemsa co gHsA
HanpaBneHnss B NUYHbIA kabuvHeT 3asBuTens B €4MHOW CUCTEME 3anpoca 3KCMEePTHOro yYpexaeHws OO0 OHA
HanpasreHns 3asiBMTENEeM B NNYHbIN KaOVMHET 3KCMEPTHOrO YYPEXKAEHNS B €QMHOM CUCTEME OTBETA Ha YKa3aHHbIN
3anpoc He Y4YUTbIBAETCA MPU UCHUCIIEHWM CPOKa MPOBEAEHUS 3KCNEpPTU3bl OTHOLUEHUS OXMOAEMOMW MoMb3bl K
BO3MOXHOMY PUCKYy MPUMEHEHMS FeKapCTBEHHOrO npernapata Ha OCHOBaHWMM [OOKYMeHTa, cogepXalero
pe3ynbTaTbl MOHUTOPUHra apeKTMBHOCTH 1 Be30MacHOCTM NeKkapCTBEHHOMO Npenapara.

(vyactb 11 B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

12. B cpok, He npeBblllaloWmiA NATU pabounMx [OHEeW Cco [OHA HanpaBneHust B NU4YHbLIA  KabuHeT
YMOMHOMOYEHHOro heaepansHOro opraHa WCMOSIHUTENBHOW BracTM B €4MHOW CUCTEME 3aKITYEeHUs KOMUCCUM
3KCMEPTOB MO pe3yrbTaTtaM 3KCMEePTU3bl OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NekapCTBEHHOro npenapaTa, COOTBETCTBYHOLLMIA YIONHOMOYEHHBLIN ddeaepanbHbli OpraH UCNOSTHUTENBHOM BRacTu:
(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) OCyLLEeCTBNSIET OLIEHKY 3TOrO 3aKtoveHus ANns onpeaerneHnst ero COOTBETCTBUSA 3a4aHUI0 HA NMpoBedeHne
YKa3aHHOW 3KCNepTu3bl;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2) NnpuMHMMaeT pelleHne o NoATBEPXKAEHWUN roCyAapCTBEHHOWN perncTpaummn ekapcTBEHHOro npenapaTa unm
06 oTKase B NOATBEPXKOEHUWN rocyaapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara;

3) BHOCUT MpWU MNPUHATUU pelleHus O MOATBEePXAEHUU rocyaapCTBEHHOW peructpauun nekapcTBEHHOro
npenapaTa CBEAEHWUs] B rocygapCTBEHHbIN peecTp feKapCTBEHHbIX CPEACTB U BblAaeT 3asButento GeccpoyvHoe
perMcTpaumMoHHOE YOOCTOBEPEHME NTEKapCTBEHHOIO Npenapara NnocpeACcTBOM HanpaBfieHns Yepes eauHbli nopTan
WUNN NUYHBIA KabWHET 3asBUTENs B €OWHOW CUCTEME BbINMUCKA U3 rOCyAapCTBEHHOIO peectpa fekapCTBEHHbIX
CpeacTB, NOANNUCAHHOW YCUNEHHOW KBanNMMULNMPOBaHHON 3NEKTPOHHOM NOAMUCHIO.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

13. OcHoBaHMeM Ans oTKasa B NOATBEPXAEHMM FOCY0apCTBEHHOW perncTpaumnm nekapCcTBeHHOro npenapara
SIBNSETCH 3aKMYeHne COOTBETCTBYHOLLErO YNOJIHOMOYEHHOIO dhedepanbHOro opraHa UCNOMHUTENbHOW BacT o
TOM, YTO PUCK NMPUYMHEHUS Bpeda 340POBLI YeroBeKa WIM XXMBOTHOIO BCHEACTBME MpMEMa JieKapCTBEHHOMO
npenapaTa npeBblaeT 3PAEKTMBHOCTb Er0 NPUMEHEHNS.

(B peq. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepvog npoBefeHUs npouenypbl NMOATBEPXKAEHWUS rOCYAapCTBEHHOW pPerncTpauumn nekapcTBEHHOro
npenapaTta ero obpatieHne B Poccuickon depepaumm He NpuocTaHaBnMBaeTCA.

15. JonyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaToB OO UCTEYEHUS CPOKa rogHOCTU, NPOM3BEAEHHbIX
B TeYeHMe cTa BOCbMMWOECHATU KaneHAapHbIX AHEN nocrie AaTtbl MPUHATUS YNOMHOMOYEHHBLIM heaeparnbHbiM
OpraHOM WCMOSTHUTENbHOW BRaCTU PeLLeHMsl O NOATBEPKAEHMUN rOCyAapCTBEHHON perncTpaumm, B COOTBETCTBUM C
nHdopmaLmen, cogepaliencs B JOKYMEHTaxX PerncTpalMoHHOro AOCbe Ha NlekapCTBEHHLIN npenapaTt Ao Aathbl
MPUHSATMS Takoro peLleHust.
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlntoc: npumeyaHue.
MonoxeHus ct. 30 (B pea. 3 ot 30.01.2024 N 1-93), kacatoLumecs NpegocTaBrieHNs roc. ycryr nocpeacTBom
eOWHON cucTembl U (Mnn) eamHoro noptana, npumensoTes ¢ 01.01.2025.

Crtatbsa 30. BHeceHMe M3MeHEeHMI B AOKYMEHTbl, coAepXalmecs B PerucTpauMoHHOM AoCbe Ha
3aperncTpMpoBaHHbIN NeKapCTBEHHbIW NpenapaT Ans MeAULUHCKOro NPUMeHeHUst

1. B uendx BHeECEHUS U3MEHEHWN B [OOKYMEHTbl, cofepxaliMecs B pernctpaumoHHOM [oCbe Ha
3aperncTpupoBaHHbIA fNeKkapcTBEHHbIN npenapaT Ans MeAuUMHCKOro npuMeHeHus, epxaTens unu Bnagenew
perncTpaumoHHOro yaoCTOBEPEHUS feKapCTBEHHOro npenapaTta Unm ynorHOMOYEHHOe UM Apyroe opuanyeckoe
nuuo (ganee B HacTosLEeN cTaTbe - 3asBUTENb) HaNpaBnseT NOCPeACTBOM eQMHOro noprana B YnonHOMOYEHHbIN
defepanbHbI OpraH UCMOMHUTENBHOW BNACTU NN B NWYHBIN KAabUHET ynonHOMOYeHHOro degeparnbHOro opraHa
UCMOMHUTENBHON BRacTm B €4VHOW CUCTeMEe MOAMUCAHHOE YCUIEHHOW KBanuduuMpoBaHHOW 3IEKTPOHHOM
noanucblo  3asiBNeHne O BHECEHUMU TakuxX WU3MEeHeHWn Mo Qopme, YCTaHOBNEHHOW YMNOMHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENBHOW BNAcTu, 1 npunaraemMble K HeMy N3MEHEHUS B yKasaHHble JOKYMEHThI, a
Takke JOKyMEHTbI, nogTeepxaaowmne HeobxoanmMoCTb BHECEHNS TaKUX U3MEHEHWI.

(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-93, o1 30.01.2024 N 1-93)

1.1. TMpn HeobGXOOUMOCTU BHECEHWS B [LOKYMEHTbI, cogepXaliuecs B pPeructpauMoHHOM [Jocbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaTt Afs MeOULMHCKOTO NPUMEHEHUsl, U3MEHEHUA OTHOCUTENbHO
MecTa MpPOU3BOACTBA JIEKAPCTBEHHOrO npenapata Ans MeOULMHCKOro MpuMMeHeHus, Tpebyronx npoBeaeHus
3KCNepTU3bl KayecTBa NeKapCTBEHHbIX CPeACTB, 3asBUTENb OOMOMHUTENBHO HanpasnseT NocpeacTBOM eAUHOro
noptana B YMNOMHOMOYEHHbIN hbedeparnbHblii  OpraH MWCMOMHUTENbHOW BRacTu WM JINYHBIA - KabuHeT
YrNONHOMOYEeHHoro dpefieparnbHOro opraHa UCNonHUTENbHOW BNacTn B e4MHON CUCTEME:

1) cBefeHna O pate npepocraBlieHna U perncTtpayMoHHOM Homepe JIunueH3unm Ha npon3BoacTBO
NeKapCTBEHHbLIX CPeACTB, a TakKe KOMUI0 3aKIYeHUs O COOTBETCTBMU NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB
ONst MEOMUUHCKOrO MpUMeHeHus TpeboBaHMAM NpaBun Hagnexalwlenh NpoM3BOLACTBEHHOW MPAKTUKWA, UMN KOMUID
CepTI/ICpI/IKaTa COOTBETCTBMA Npou3BoaAUTENA JEeKapCTBEeHHbIX cCpeacts Anda MeauuumHCKOro npuMeHeHud
TpeboBaHMsAM nNpaBuil Hagnexailen NpoM3BOACTBEHHOM MNpPakTUKM EBPasMNCKOro 3SKOHOMMWYECKOro COH3a,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

BblAa@HHbIX YNONIHOMOYEHHbIM defepanbHbiM OpPraHOM WCMOMHUTENBHOM BNACTU B OTHOLUEHWMUM U3MEHEHHOW U
(vnn) gononHeHHoOW NPou3BOACTBEHHON MIOLLAAKM NeKapCTBEHHOro npenapata Angd MeguLUHCKOro NpUMEHeHNns,
WU KOMWUIO peLUeHUst YNONTHOMOYEHHOro dheaepanbHOro opraHa WCMNOMHUTENbHOW BRactM O MpoBeAeHUn
dapmaueBTUHECKON WHCMEKLUMM MPOM3BOACTBA NEKAPCTBEHHbIX CPeacTB ANs MEAULUHCKOro NpUMEHEHUS Ha
COOTBETCTBME TpeboBaHUAM MpaBun Haanexallen NpovM3BOACTBEHHOM NPaKTUKM EBpasniickoro 3KOHOMMUYECKOro
COl3a B OTHOLIEHUMN W3MEHEHHOM W (MNWN) [OMOSIHEHHOW MPOM3BOACTBEHHOW MIOLAAKMA JeKapCTBEHHOMO
npenapata Ans MeOUUUHCKOrO MPUMEHEHWs B Cry4yae, €ecnivM NpoM3BOACTBO JIEKAPCTBEHHOrO npenapara
ocyuwiectBngaeTtcsa B Poccunckon degepaumm;

2) Konuilo NpeaoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAMUTENS MULUEH3UM Ha
NPOu3BOACTBO NEKapCTBEHHOro npenapaTta Ans MeAULMHCKOro MPUMEHEHUS U ee MepeBon Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMEHHOM MOpsAaKe, a Takke KOMUI0O 3akiioyeHus O COOTBETCTBUMM NpPOU3BOAUTENS
nekapCcTBeHHbIX CpeacTB TpeboBaHWAM MpaBwun Haanexalled MNpou3BOACTBEHHOW NPAKTUKX, WM KOMUIO
ceptTucmkaTa COOTBETCTBUS MPOM3BOOAMUTENS JIeKApCTBEHHbIX CPeAcTB Ans  MEeAWUMHCKOTO  MpUMEHEeHUs
TpeboBaHVAM MpaBun Hagnexaiwen npovM3BOACTBEHHOW MNpPaKTUKM EBPasMMCKOro 3KOHOMWYECKOrO COH3a,
BblAaHHbIX YMONIHOMOYEHHbIM (heaeparnbHbiM OpraHoM WCMOMHUTENbHON BNacTM B OTHOLIEHUW W3MEHEHHON W
(vnv)  pONOMHEHHOW MpPOM3BOACTBEHHOW MMOWAAKM FeKapCTBEHHOro npenapata, WM KONWK  peLueHus
YNOSIHOMOYEHHOro  defepanbHOro  opraHa MCNOMHUTENbHOW Briactu O nNpoBeAeHuM apmaueBTUYECKon
MHCNEeKUMM MPOU3BOACTBA feKapCTBEHHbIX CPeACTB ANA  MEeAMUMHCKOro MpUMEHEHMS Ha COOTBETCTBUE
TpeboBaHMAM MpaBun Hagnexawen npOM3BOACTBEHHOW NpPakTMkM EBpasMnckoro SKOHOMMYECKOrO COKo3a B
crnyyae, ecnvM MpOM3BOACTBO MEKapCTBEHHOrO npenaparta oOCyLecTBnseTcs 3a npegenamu Poccunckon
depepauymm.

(vacTb 1.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. lpn HeoOXoOMMOCTM BHECEHMS B [OOKYMEHTbI, coAepXallmeca B pPerucTtpauuoHHOM [OoCke Ha
3aperMcTpupoBaHHbIA NEeKapCTBEHHbIN npenapart Ans MeguuUMHCKOro MPUMEHEHUS, U3MEHEHUA OTHOCUTESNBbHO
nokasaTtenen KayecTsa fekapCTBEHHOro npenapara Ansa MeauLMHCKOrO NPUMEHeHNs U (UNn) MeTogoB KOHTPONS
KayecTBa fekapCTBEHHOro npenapata Ans MeguUMHCKOrO MPUMEHEHWs, TPeOylolmX NpOBeAEeHUs 3KCnepTu3bl
KayecTBa NeKapCTBEHHbIX CPeACTB, 3asBWUTEmNb AOMOMHUTENbHO HanpaenseT nocpeacTBOM eAuHOro rnoprtana B
YNONHOMOYEHHbIN  edeparnbHblil OpraH MCMNOMHUTENBHOW BracTM WAM NUYHBLIA KabuMHET yMONTHOMOYEHHOro
defeparnbHOro opraHa UCMOMHUTENbHOW BNacTn B €4MHON CUCTEME:

1) cBegeHuss O pgaTe nNpegocTaBfeHWss U PErMcTpauMoOHHOM HOMEpe IUUEH3UM Ha NpPOM3BOACTBO
NneKapCcTBEHHbIX CPEACTB UNWU CBeAeHMs O faTe NPefoCTaBlNeHUs U PerMcTpauMoHHOM HOMEpPE 3aKImtoveHus o
COOTBETCTBUWN MPOU3BOAUTENS NEKAPCTBEHHBLIX CPeAcTB TpeboBaHWAM NpaBuil Hagnexallen nNpons3BOACTBEHHON
NPaKkTUKN UM KONUI cepTudurkata cooTBETCTBUSA NPOU3BOAUTENS NEKapCTBEHHbLIX CPeAcTB AN MeAMLUHCKOro
npuMeHeHust TpeboBaHMAM NpaBun Hagnexawen nNpou3BOACTBEHHOW MpakTUKM EBpasnickoro 9KOHOMUYECKOro
COl03a, BblAaHHbIX (NMPeAoCTaBMeHHbIX) YNONHOMOYEHHbIM dhedeparnbHbiM OpraHoM WCMOMHMTENbHOW BNacTtu B
OTHOLLEHMN NPOU3BOACTBEHHOW MIOWAAKN IeKapCTBEHHOro npenapaTta, B Crnyyae, ecnu npou3BoACTBO
neKkapcTBEHHOro npenapara ocyuiectenseTtca B Poccunckon ®epepauum;

2) KOMWK NpPEedOCTaBIEHHOM  YMOMHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOOMTENS JMLEH3UM Ha
NPOU3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans MeAWULMHCKOrO MPUMEHEHUSA U ee MEepPeBOS Ha PYCCKUA SA3bIK,
3aBepEHHbIE B YCTAHOBMEHHOM MOPSAKE, @ TaKkKe CBEAEHMS O AaTe NPefoCTaBeHUs U perucTpaunoHHOM HOMepe
3aKIIOYEHNST O COOTBETCTBUM MPOU3BOAMTENS FEKapCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBun Hagnexailen
NPOV3BOACTBEHHOW MPAKTUKWU, UM KOMUIKO cepTudmkaTa COOTBETCTBUSI NMPOU3BOAMTENS JIEKAPCTBEHHbLIX CPEACTB
AN MEOQULMHCKOTrO NpUMeEHeHUs TpeboBaHUAM NMpaBuin Hagnexalen npoM3BoACTBEHHOW NpakTMku EBpasuninckoro
3KOHOMMYECKOrO COH3a, BblAaHHbIX YMOJIHOMOYEHHLIM dedeparnbHbiM OpPraHOM MWCMOSHUTENbHOW BracTu B
OTHOLLIEHMM NMPOU3BOACTBEHHON NIIOLAAKN NTEKApPCTBEHHOMO npenaparTa, UM CBeAeHns 0 faTe NpeaocTaBnNeHns m
pPErncTpauMoHHOM HOMEpPE pPELLUEHUS YMONMHOMOYEHHOro defepanbHOro opraHa MCMONHUTENbHOW Bnactu o
npoesefeHun capmMaLeBTUYECKON WHCMEKUUN MPOM3BOACTBA NeKapCTBEHHbIX CpeacTB AN  MeaMLUHCKOro
NPUMEHEHNs1 Ha COOTBETCTBME TpeboBaHMAM NpaBuil Hagnexalwlen Npovu3BOACTBEHHOW NpakTukn EBpasuninckoro
3KOHOMMYECKOIO COK3a, €Cn MPOU3BOACTBO JIEKAPCTBEHHOro npenapaTta OCyLecTBMAsieTcs 3a npegenamu
Poccunckon degepaumn.

(vyacTtb 1.2 B peq. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

1.3. MpuHaATUE pelleHns O BHECEHUN M3MEHEeHUN nnn ob OoTkasze BO BHECEHUU U3MEHEHU B OOKYMEHTHI,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

cogepxawmecsas B PErucTtpauuMoHHOM [OOCbe Ha 3apermcTpuMpoBaHHbLI  NEKapCTBEHHbLIM npenapaTt Aans
MEOMLMHCKOrO NPUMEHEHUs, B cryvyae HeobXxoaUMOCTM NpPOBEOEHUA 3IKCMepTusbl KayecTBa NeKapCTBEHHbIX
CPeacTB v (Mnn) aKCNepTU3bl OTHOLLEHUS OXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEKapCTBEHHOro
npenapata Ans MeauuMHCKOro MPUMEHEHUS OCYLLEeCTBNSAETCA B CPOK, He MpeBblllalowWmi natngecatn paboumnx
OHen, a B OCTalbHbIX Clny4dasix B CPOK, He MpeBbllLAlOWNA OecaTu paboumx AHEW CO AHS HanpaeneHusi
nocpeacTBOM eOUHOro rnopTana B YNoNIHOMOYEHHbIV beaepanbHbli OpraH UCMONTHUTENBHOW BNACTU UM NINYHBINA
KabvMHeT ynonHomo4eHHoro defepanbHOro opraHa WCMOMHUTENbHOW BNacT B €AMHOW CUCTEME 3asiBIIEHUSI O
BHECEHWMN TaKUX N3MEHEHUIA.

(yactb 1.3 BBegeHa PepepanbHbiM 3akoHoM oOT 04.06.2018 N 140-93; B pea. denepanbHoOro 3akoHa OT
30.01.2024 N 1-93)

1.4. YNonHOMO4YeHHbIn peaepanbHbIi  OpraH WUCMOMHUTENBHOW BRactu C  Yy4eTOM pes3ynbTaToB
¢apmakoHaa3opa M NpoBEPOK COOTBETCTBUSI NEKapCTBEHHbIX CPEACTB, HAXOAALUMXCA B rpakaaHCKoM obopoTe,
YCTaHOBMEHHbIM TpebOBaHUAM K WX KayecTBy B TeyeHMe [JecsaTun paboymx [OHEN CO [OHSA MNOCTYNnneHus
COOTBETCTBYHOLWEN UHOPMaLMM pasmMellaeT Ha CBOeEM oduumanbHOM cante B ceTu "MIHTepHeT" cBedeHus o
Heob6X04MMOCTN BHECEHWS B MHCTPYKLIMIO MO MEANLIMHCKOMY MPUMEHEHUIO NIEKAPCTBEHHOIO NpenapaTta N3MeHeHWN
B OTHOLLEHWUM CBEAEHNI O NOoKa3aHWsIX ANA NPMMEHEHMS 1 NPOTMBOMNOKa3aHUAX Anst MPUMEHEHUS NIEKAPCTBEHHOIO
npenapaTa, BbISIBIIEHHbIX MOOOYHbIX OENCTBUAX, HEXEeNaTerbHbIX Peakuusx Mpu NPUMEHEHUN JEKapCTBEHHOrO
npenapaTa v HanpaBnsieT NoAMNMCaHHOE YCUINEHHOW KBanvMdULMPOBaHHOW 3MEKTPOHHOW NOAMUCHI0 yBEAOMIIEHME
B NNYHbIA KAaOWHET 3asBUTENS B €OUHON CUCTEME, @ TakKe B NIYHblIE KaOMHETHI 3asBUTENEN B €ANHON CUCTEME,
ABNAOLWMXCA AepxaTtensaMy unu  BrnagenbluaMmy  permcTpauuoHHbIX  YOOCTOBEPEHUA  B3anMO3aMeHAEMbIX
NeKapCTBEHHbIX NpenapaToB (MNu YNONMHOMOYEHHbIX UMW OPYIUMX OPUANYECKUX NULY).

(yactb 1.4 BeBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-903; B pen. denepanbHoOro 3akoHa OT
30.01.2024 N 1-03)

1.5. depxatenb unu Bnageney pernctpaumoHHOro yYaoCTOBEPEHUS NEKapCTBEHHOrO npenapara, a Takke
aepxatenu WM Bnagenblbl  PErncTPauMOHHbIX  YOOCTOBEPEHMW  JIEKAPCTBEHHbIX  NpenapatoB  (unu
YMOMMHOMOYEHHbIE UMW ApYrMe puauMdeckne nuua), KOTopble SBSAKOTCA B3auMO3aMeHsieMbiMU, 00s3aHbl
HaNpaBUTb B JINYHLIN KaOMHET YNONTHOMOYEHHOro dheepanbHOro opraHa UCMOMHUTENbBHOW BAcTy NOANMUCAHHbIE
YCUINEHHbIMWU  KBANMMULUNPOBAHHBIMU  MIEKTPOHHBIMW  MOAMUCSIMU  3asiBIIEHUS O BHECEHWM W3MEHEHUIN B
OOKYMEHThI, coAepKallmMecs B PerMcTpaLmMoHHbIX JOCbEe Ha 3aperMcTpMpoBaHHbIE NEKapCTBEHHbIE Npenaparhbl Ansi
MELMLMHCKOrO NMPUMEHEHNS], B OTHOLLUEHUN CBEOEHUN, YKa3aHHbIX B MHCTPYKLUMM NO MEAULMHCKOMY MPUMEHEHMUIO
NEeKapCTBEHHbIX NpenapaToB, B Te4yeHMe copoka paboumx [HEerW CO AHA NOMNydeHUst  YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMONHUTENbBHOW BNACTW 3NEKTPOHHOTO YBEOOMIIEHUS O MOSyYEHUM OepXaTenem unm
BNafenbLeM PerncTpaLMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOIO npenapaTa (UM ynomHOMOYEHHBIM UM APYTUM
IOPUAMYECKUM FIMLOM) MHdOpMaLuK, ykasaHHoM B 4Yactu 1.4 Hactosiwen crtaten. [aHHoe TpebGoBaHue He
pacrnpocTpaHsAeTCss Ha Ccrnyvyau BHECEHWs] B WHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHMIO JIEKApPCTBEHHOIO
npenapata M3MEHEHUN B OTHOLIEHWW HOBbLIX MOKa3aHUM ANA NPUMEHEHWUs NeKapCTBEHHOro npenaparta Ha
OCHOBaHUM pe3ynbTaToB COOTBETCTBYIOLLUNX UCCNEQOBaHUN.

(yactb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-903; B pen. denepanbHoOro 3akoHa OT
30.01.2024 N 1-03)

2. PelueHune o npoBegeHUn sKCnepTusbl Ka4ecTBa NEKapCTBEHHbIX CPeACTB M (MNn) SKCNEePTM3bl OTHOLLEHUS
OXMOAEMOW MofMb3bl K BO3MOXHOMY PWCKY MNPUMEHEHWUsI IEKapCTBEHHOro mnpenapaTta Ans MeguuuHCKOro
NPUMEHEHMST TMPUHMMAETCA B COOTBETCTBUM C YTBEPXKAEHHOW YMONHOMOYEHHbIM eneparnbHbiM  OpraHom
WCMNONMHUTENbHOW  BNacTM  Krnaccudukauuen U3MEHEHUIW, BHOCUMbIX B [OKYMEHTbI, codepxalmecss B
pervcTpaumMoHHOM J0Cke Ha 3apermcTpMpoBaHHbIN NeKapCTBEHHbIN Npenapart.

(vacTb 2 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3assutenb Bnpaee npeacrtaButb No COBCTBEHHOW MHMLMATMBE BMECTE C 3asiBIEHNEM O BHECEHUU
N3MEHEHNN B LOOKYMEeHTbI, coaepxXxalimeca B permctpalMOHHOM OOCbe Ha 3apeFI/ICTpVIpOBaHHbIl7I ﬂeKapCTBeHHblﬁ
npenapartr ond MmeguumHCKOro npuMeHeHusa, pekBm3nTbl JOKYMEHTOB, NOATBEPXAaKLWNX ynnarty rocyp,apCTBeHHoM
NOLWJiMHblI 3a BHeCeHne B OOKYMEHTbl, coaepXauimecda B perncrpauMoHHOM [OOCbe Ha 3apeFMCTpI/IpOBaHHbII7I
ﬂeKapCTBeHHbIIZ npenapat gna MeamunHCKOro rnpuMeHeHus, N3MEHEHUN, Tp86yl0LLI,VIX npoBeaeHnA 3KCNepTU3bl
NeKapCTBEHHbIX CpeacTtB B YaCTW J3KCNepTu3bl KadecTBa JIEeKapCTBEHHONoO cpeactBa WU (Mﬂl/l) QKCNEPTU3bI
OTHOLLEHMS OXMAAeMOoW Momnb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUA TJeKapCTBEHHOro npenaparta gnd
MeOVLUNHCKOIo npuMeHeHu4d, FocyﬂapCTBeHHOVI nownnMHbl 3a BHeceHMe B [OJOKYMEeHTbl, cofepaluneca B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

perncTpaumoHHOM AOCbe Ha 3aperncTpupoBaHHbIA MEeKapCTBEHHbIN npenapaT Ans MeAUUMHCKOro NpuMeHeHus,
U3MEHeHV, He TpebyllWwmnx NpoBeaeHUA 3IKCNepTU3bl EeKapCTBEHHOrO CpeacTBa, a Takke BblAaBaeMmble
(NnpepoctaBnsemMble) YNOMHOMOYEHHbIMW hbeaepanbHbIMU  OpraHaMmn  UCMOMNHUTENBbHON BNAacTu  OOKYMEHTbI
(cBegeHus), ykasaHHble B YacTax 1.1 n 1.2 HacToswen ctatbh. B crnyyae nx HenpeactaBneHnst ynosIHOMOYEHHbIN
defepanbHbIi OpraH WCMONHUTENbBHOM BracTu 3anpaluvBaeT yKasaHHble OOKYMEHTbl (CBedeHusl) B nopsigke
MeXBEe4OMCTBEHHOIO MHPOPMAaLMOHHOIO B3aMMOAENCTBUS.

(B pea. PepepanbHbix 3akoHOB OT 27.12.2019 N 478-03, o1 30.01.2024 N 1-93)

4. B TeyeHue nATy paboyumx AHEN CO OHSA MOCTYNIEHMS YKa3aHHOro B YacTu 1 HaCTosLWeN cTaTbn 3asiBNEHUS
N HeOBXOAUMbBIX JOKYMEHTOB YNONMHOMOYEHHbIN (beepanbHbIi OpraH UCNONHUTENBHON BNACTU:
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBELAEHWUNA, COAEepXaliuxcsi B MNPeACcTaBfEHHbIX
3asBUTENEM MaTepuanax;

2) NpvHMMaeT pelleHWe O NPOBeAEHWM YKasaHHbIX B 4YacTU 2 HacTosAWEel cTaTbW COOTBETCTBYHOLLMX
3KCMEepTU3 NeKapCTBEHHOro cpeacTsa unm o6 oTkase B UX NPOBEAEHUM;

3) HanpaBndeTr B JNMYHLIA KabWHeT 3asdABMTEens B €AWHOW CUCTeMe MOoAMNWCAHHOE  YCUIEHHOW
KBanM@nUNPOBaHHON 3NEKTPOHHOW MOAMUCBHI0 YBEAOMIIEHME O MPUHATOM pPEeLUeHWU WKW B Cllyvyae NPUHATUS
pelueHns ob oTkase B NpOBeAEHMN COOTBETCTBYIOLLEN 3KCMEPTU3bl C yKa3aHNeM NPUYMH Takoro oTkasa.

(B peq. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-$3)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHWN, COAEPXKALLUMXCA B MPEACTaBIEHHbIX 3asaBuTenem
mMaTepuanax, ynosIHOMOYEHHbIN dyefeparnbHbll OpraH UCMOMHUTENbHON BRacTu HanpaensdeT B NUYHbIA KabuHeT
3asgBuTENs B €OMHOM cucTeme 3anpoc 00 YTOYHEHWM YKa3aHHbIX CBEAEHWWA, MOAMNWCAHHBIA  YCUINEHHOWN
KBannuumMpoBaHHON 3NEKTPOHHON NOANUCHIO.

(4yacTb 4.1 B peq. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb o0053aH HamMpaBuUTb B JIMYHbIA KaOWHET YMNOMHOMOYEHHOro dheaepanbHOro opraHa
UCMOMHUTENBLHON BNactTM B €OVHOW CuUcTeMe NOAMUCAHHbIN YCUNEHHOW KBanuULMPOBaHHOW 3IIEKTPOHHOM
noanucbld OTBET Ha 3anpoc YMNONMHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbLHOW BRacTWM B CPOK, He
npeBbILLALWNA OeBAHOCTA paboumx [HEW CO AHSA MOMy4YeHUs YNOSIHOMOYEHHbIM doefeparnbHbiM  OpraHoM
WUCNONHUTENBHON BMAacTW 3NEKTPOHHOro YBEeAOMMNEHWs O MOMyvyeHUn 3asBuTenem pJaHHoro 3anpoca. Cpok,
yKa3aHHbI B YacTu 4 HacTosILLen cTaTbW, NPUOCTAHABMMBAETCA CO AHSA HanpaBlieHWs B JUYHbIA KabuHeT
3asBUTENS B €JUHOWN cucTeMe 3anpoca ynonHOMOYEHHOro efeparnbHOro opraHa UCnofHUTENbHOW BracTu 4O AHSA
HanpaBfeHnst B NUYHbIA KabWHET YMNorHOMOYEHHOro chefeparnbHOro opraHa UCNOSIHMTENBHOW BNacTu B €4UHON
CcYCTeMe OTBEeTa Ha AaHHbIN 3anpoc U HE YYUTbIBAETCHA MPU UCHUCNEHUN CPOKa MPUHATUS pelleHUs O BHECEHUM
NU3MEeHeHU B JOKYMEHTbI, codepXallmMecs B permctpaumoHHOM JOCbe Ha 3aperucTpuMpoBaHHbLIN NeKapcTBEHHbIN
npenapart ans MeguuUmMHCKOro NpUMeHeHMs.

(vacTb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMeM Ans OTKa3a B MPOBEAEHUM YKa3aHHbIX B YaCTW 2 HACTOSLLEN CTaTbM IKCMEpTM3 ABMseTcH
npeacTaBrneHne OOKYMEHTOB, NepeyvucrieHHbix B 4actax 1 M 3 HacToslwen crtatbu, B HEnorHoM obbeme,
HenpeacTaBneHue 3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha ykasaHHbIi B 4acTu 4.1 HacTosen craTbu
3anpoc  YNOSIHOMOYEHHOro d)efepanbHOro OpraHa WCMOMHUTENbHOW BriacTM, a Takke OTCYTCTBME B
npeacTaBneHHbIX JOKYMeHTaxX AOCTaTOUYHbIX CBeAeHWI, NOATBEepXKAatoLWwmx Heo6XxoAMMOCTb BHECEHUS U3MEHEHU,
Unn oTCyTCTBME MHOPMaLmMK, NoaTBepXaatoLen gakT ynnatbl FOCyAapCTBEHHbIX MOLUMWH, YKa3aHHbIX B YacTu 3
HacCTosILWEN CTaTbMu.

(B peq. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

6. YKasaHHble B YyacTu 2 HacTosLLen cTaTbM 3KCMEPTU3bl MPOBOAATCA B MOpPSAKe, YCTAHOBNEHHOM CTaTbewn
23 HacToswero PefepanbHOro 3aKoHa.

7. B cpokK, He NpeBbIWaLWMin NATM paboumx OHEN Co AHA HanpaBrieHWMs NOCPeACTBOM eAMHOro nopTana B
YMNONTHOMOYEHHbIV  peeparnbHblil OpraH MCMOMHWUTENBHOW BriacTM WMAM JIUYHBIA KabMHET yMONTHOMOYEHHOrO
defepanbHOro opraHa MCMNOMHUTENbHOW BractTM B eOWHOM  CUCTeMe  MOAMUCAHHBLIX  YCUNEHHbIMU
KBanNMMULNPOBAHHBLIMWN 3NTEKTPOHHbLIMU MOANMUCAMMW 3aKIMHOYEHNA KOMUCCUIA 3KCMEePTOB MO pesyrbTaTam yKasaHHbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

B YaCTM 2 HACTOSALLEN CTaTbW 3KCNEPTM3, YNONTHOMOYEHHLIN dheaepanbHbI OpraH UCNONTHUTENBHOMW BRacTu:
(8 pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-93)

1) NPUHMMAET peLleHne O BHECEHWUM U3MEHEHWI B JOKYMEHTbI, COAEpXKallMecs B permcTpaumoHHOM OoCke
Ha 3aperncTpuUpoBaHHbIN NEeKapCTBEHHbIN NpenapaT Ans MeauUUHCKOro NpMMEeHeHus!, unu ob oTkaze BO BHECEHUN
TakuUX N3MEHEHUI;

2) BHOCMT B rOCYOApPCTBEHHLIA pPEEecTp neKapCTBEHHbIX CPEACTB Ha OCHOBaHWM pPELLEHUS O BHECEHUM
N3MEHEHWI B JOKYMEHTbI, CoAepKallnecs B PerncTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA NIEKAPCTBEHHIN
npenapaT 4ns MeAMLMHCKOro NpMMEHeEHMs1, He0OBX0aNUMbIE U3MEHEHUS;

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3) BblOdaeT 3asBUTEN0 HOBOE PErmcTpauuoHHOE YOOCTOBEPEHME NEKAPCTBEHHOrO npenapaTta B cry4vae
N3MEHEHNST CBEOEHUN, codepXallMxCa B HEM, MyTeM HanpasfeHus 3asBUTENO NOoCpeacTBOM eAMHOro noprana
UNU B NUYHBLIN KaOMHET 3aaBUTENs B €4MHON CUCTEME BbINMUCKN M3 FOCYOapCTBEHHOrO peecTpa NeKkapCTBEHHbIX
CpPeAcTB, NOANUCAHHOW YCUNEHHOW KBaNMMULNPOBAHHON 3NEKTPOHHOM NOAMUCHIO.

(n. 3 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03; B pea. PenepansHoro 3akoHa ot 30.01.2024 N 1-
®3)

8. OcHOBaHMeM AOnsl OoTka3a BO BHECEHUM U3MEHEHWUN B OOKYMEHTbI, COAepXalimMecss B permcTpauMoHHOM
OOCbE Ha 3aperncTpyvpoBaHHbIA NEKAPCTBEHHBLIA npenapat Ans  MeAUUMHCKOrO MNPUMEHEHWs, siBrsieTcs
3aKMoYeHe YMONHOMOYEHHOrO (hefeparnbHOro opraHa WCMONHUTENBbHOM BRAcT O BO3MOXHOCTU CHUXKEHUS
6e3onacHoOCTH, kayecTBa, apPEKTUBHOCTM NTEKAPCTBEHHOIO CPeacTBa B Cllydae BHECEHUS TakMX U3MEHEHUN.

9. JonyckaeTca obpalleHne nekapCTBEHHbIX MpenapaTtoB Ans MEAUUMHCKOro NpUMEHEHUs 4O UCTEeYeHMUs
CcpoKa rogHOCTH, NPOM3BEOEHHbIX B TEYEHWE CTa BOCbMMAECATU OHEW nocne AaTtbl MPUHATUS YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONTHUTENBHOWM BNACTU PELLEHUS O BHECEHUM U3MEHEHWUI B AOKYMEHTbI, coaepalimnecst
B pPermcTpaLMoHHOM JOCbe, B COOTBETCTBUM C MHPOPMAUMEN, COAepXKallenca B JOKYMEHTaxX PerMcTpaumoHHOro
[0Cbe Ha NekapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro peLUeHust.

(4yacTtb 9 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10. MpaButenbctBo Poccuiickon depepaumm BnpaBe YCTAaHOBUTb OCOOGEHHOCTU BHECEHUSI U3MEHEHWI B
OOKYMEHThI, coaepXallmecss B permcTpaumoHHOM AOCbe Ha 3aperncTpupoOBaHHbIA NEeKapCTBEHHLIN nNpenapaT Ans
MEOMULMHCKOrO MPUMEHEHUS, B cryy4ae AedeKTypbl UMM pucka BO3HUKHOBEHWUS AedEKTYPbl NeKapCTBEHHbIX
npenapaToB B CBSI3W C BBeAEHNEM B OTHOLIEHMN Poccuickon Pefepaumm orpaHnumMTeNbHbIX MEP 3KOHOMUYECKOrO
Xapakrepa.

(vyacTtb 10 BBegeHa degepanbHbiM 3akoHoM oT 08.03.2022 N 46-93)

KoHcynbTaHTlnoc: npumeyaHue.
MonoxeHus cT. 31 (B pea. 3 ot 30.01.2024 N 1-03), kacatoLumecs NpegocTaBrieHns roc. ycryr nocpeacTBom
eanHoro noptana, npumeHsatoTcsa ¢ 01.01.2026.

Cratbsa 31. BHeceHMe M3MeHeHUM B [OKYMEHTbl, coAaepxaliuecsi B pPermcTpauMoHHOM AOCbe Ha
3apermcTpupoBaHHbIN NIeKapCTBEeHHbIN Npenapart AN BeTepuHapHOro NpuMeHeHus

1. B uenax BHeceHWA WU3MEHEHWA B [OOKYMEHTbl, coepXawumecd B PerucTpaumoHHOM [JoCbe Ha
3aperncTpUpoOBaHHbIA JNIEKAPCTBEHHbIV NpenapaT ANg BETEPUHAPHOro MPUMMEHEHMWs, AepXaTernb WM Brnagenew
PErncTpaumMoHHOrO yaOCTOBEPEHMS FIEKAPCTBEHHOrO npenapata UM ynosIHOMOYEHHOE MM OpYyroe Hpuanyeckoe
nuuo (ganee B HacTosILLEN cTaTbe - 3asBUTENb) HanpaBnseT NOCPeACTBOM eQMHOro noprana B YnOnHOMOYEHHbIN
deneparnbHbii OpraH WCMONHUTENbHON BNAcTU MNOAMUCAHHOE YCUINEHHOW KBanUMUUMPOBAHHOW 3NEKTPOHHON
noanucblo 3asiBNeHMe O BHECEHUU TaKMX WU3MeHeHWn no opme, YCTAaHOBMNEHHOW YMOMHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENBbHOW BNAcTU, 1 NpunaraeMble K HeMYy U3MEHEHUS B yYKa3aHHble JOKYMEHThI, a
Takke [OOKYMEHTbl, noATBepxaawlmne HeobOXO4MMOCTb BHECEHMSI Takux W3MeHeHun. [lpu HeobxogumocTu
BHECEHUSI U3MEHEeHWA B [OKYMEHTbl, cofepXaliMecd B perucrpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbIN
NEeKapCTBEHHbIA npenapaT Ans BeTEePUHAPHOrO MPUMEHEHMUS, B CryvyasX W3MEHeHuss 1 (Mnv) OOMNOSIHEHMS
NPOV3BOACTBEHHOW MMOLWAaAKW feKapCTBEHHOro CpeAcTBa, a Takke W3MEHeHUs nokasaTtenen KayecTsa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKapcTBEHHOro npenapata Ans BeTepuHapHOro npuMeHeHuss u  (MnNu) MeTOAOB KOHTPOMs KayecTBa
NeKapcTBEHHOro npenapata Ans BeTEpMHapHOro MNpPUMEHEHUs1 3asiBUTENb AOMOMHWTENbHO HanpasnsieT
nocpeacTBOM e4MHOro noprtana B YNONHOMOYEHHbIW beaepanbHbli OpraH UCMOMHUTENbHOW BAAacTu criefyloLine
OOKYMEHTbI (CBeAeHUs):

(B pea. PepepanbHbix 3akoHOB OT 27.12.2019 N 478-03, o1 30.01.2024 N 1-93)

1) cBegeHuss O pgaTe MpegoCcTaBfieHWss U PErMcTpauMOHHOM HOMEpe JMUEH3UM Ha NPOM3BOACTBO
NeKapCTBEHHbIX CPeAcTB, NPeaoCTaBNEHHOW MPOU3BOAMTENIO NEKAapCTBEHHOrO npenapara Ans BeTepUHapHOro
NPUMEHEHUS, AN POCCUNCKUX NPOU3BOANTENEN;

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

2) cBegeHWss O [paTe nNpefocTaBfieHMst U PErMcTpauMoHHOM HOMepe JMLEH3MM Ha NpOU3BOACTBO
NeKapCcTBeHHbIX CpeacTB, MpeaoCTaBleHHON npou3BoauTento dapmaueBTUYeckor cybcTaHuun, BXOAsLEN B
COCTaB NeKapCTBEHHOrO Npenapara ans BeTEpMHAPHOro NPUMEHEHUS, AN POCCUNCKUX NPOM3BOAMTENEN;

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

3) Konusi OOKYMeHTa, BbIJAHHOIO YMOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOU3BOAUTENSA ONA  KaXOow
NPOM3BOACTBEHHOW  MMOWAAKW  NEeKapCTBEHHOro  npenapara And  BETEPUMHAPHOro  MPUMEHEHUS U
noaTBEPXKAAOLWeEero COOTBETCTBME MPOU3BOAUTENS]  NIEKApCTBEHHOro npenaparta TpeboBaHuAM  npaBun
Hagnexawen NpousBOACTBEHHOM MPAKTUKW, U ero NepeBO4 Ha PYCCKMN A3blK, 3aBEPEHHble B YCTAHOBNEHHOM
nopsiake, a Takke KOMus 3aKito4YeHUs O COOTBETCTBMM NMPOU3BOAUTENSI FIEKAPCTBEHHBLIX CpeacTB TpeboBaHUAM
npaBunn Hagnexawen npou3BOACTBEHHOW MPAKTUKK, BbIOAHHOIMO YMNOSIHOMOYEHHbIM dhefeparnbHbiM OpraHoM
UCMOMHUTENBHON BNactM ANd  Kax4on Mpou3BOACTBEHHOM NNOWAAKM JeKapCTBEHHOro npenapata  Ans
BETEPUHAPHOIO MNPUMEHEHUs, NNMBO KOMWsl peLleHus O MNPOBEAEHUU WHCMNEKTUPOBAHUS NPOU3BOAUTENS
NEKapCTBEHHbIX CPEACTB, MPUHATOrO YMOMHOMOYEHHbIM dhedeparnbHbIM OpraHoM WCMOMHUTENBbHOM BriactTyu Ans
Ka)kgow Npoun3BOACTBEHHOW MMOLWAAKM NEKapCTBEHHOMO npenaparta Ans BeTEPUHApPHOro NPUMEHeHNs. YKasaHHble
OOKYMEHTbl NpPeAcTaBnalnTCa B crnyyae, ecnu Npous3BOACTBO NEeKapCTBEHHOro npenapara Ans BeTepuHapHOro
NpUMeEHeHNs ocyLLecTBseTca 3a npegenamm Poccuinckon ®epepauuu;

4) konusa OOKYMEHTa, BblAAHHOrO YMOMHOMOYEHHBIM OpPraHoM CTpaHbl MPoM3BOAUTENS hapMaLeBTUYECKOM
cybcTaHuuM 1 noaTBepXAatLero COOTBETCTBUE NPOM3BOAMTENS hapMaueBTUYECKOW CyOCTaHUuMW, BXoOsALEN B
COCTaB JIeKapCTBEHHOro Mpenapata AN BETEPMHAPHOro NPUMEHEHUs!, TpeboBaHUSIM NpaBuIl Hagmexallen
NPOU3BOACTBEHHOW NPAKTUKK, U €ro NepeBOA Ha PYCCKUIA A3bIK, 3aBEPEHHbIE B YCTAaHOBIEHHOM NMOpsiake, B criyyae,
ecnm Npo13BoACTBO (hapMaLeBTUYECKON CybCTaHLUM ocyLlecTBnaeTca 3a npegenamu Poccuinckon degepaumn.
(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae m3meHeHus n (unu) JOMOSIHEHWS NPOW3BOACTBEHHON MMOLAAKN NeKkapCTBEHHOro CpeacTsa
OOKYMEHTBI, YyKa3aHHble B 4acTu 1 HACTOsLLEN cTaTbu, NPEACTaBNATCA 3asgBUTENEM B OTHOLLEHUN N3MEHAEMON U
(vnn) pononHaemon NPOU3BOACTBEHHOWN NNOLLAAKN fleKapCTBEHHOro cpefcTa. PelleHne o BHeCEHUU N3MEHEHUI
B IOKYMEHTbI, coAepxallnecst B permcTpaumMoHHOM 0Cbe Ha 3aperncTpupoBaHHbIN NeKkapCTBEHHbIN npenapaTt Ans
BETEPUHAPHOIO NPUMeHeHUs, unn ob OTKa3e B MX BHECEHWM NPUHMMAaEeTCs B Criydae HeobXxoaMMOCTV NpoBeaeHUs
9KCMepTW3bl MeKapCTBEHHOrO CpeAcTBa B CPOK, He NpeBbllLalowui AeBsaHOCTa pabounx OHeN, a B OCTamnbHbIX
Cryyasix B CPOK, He MpeBbILatoLmin TpuauaTtn paboymx gHen co AHS HanpaBneHus NocpeacTBOM eQuHOro nopTana
B YMNOMHOMOYEHHbIV doefeparbHblid OpraH UCNOMHUTENBHOW BNACTU 3as8BNEHNS O BHECEHUN TakuX U3MEHEHUN.
(vactb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

1.2. B cnyyae peopraHusaumm pgepxaTtens wunv Brnagenbua perncTpaumoHHOro  yaoocTOBEpeHus
nekapCcTBEHHOro npenapaTa AN BETEPUMHApPHOro  MPWMEHeHMs, pas3paboTyvMka WAM  Npou3BOAUTENS
nekapcTBEHHOro npenapaTa AN BeTEPUHAPHOIo MPUMEHEHMNS B 3a8BIIEHNN O BHECEHUN U3MEHEHWNI B [JOKYMEHTbI,
cojepxalimeca B pPerncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM  NEKapCTBEHHbIW npenapaTt  Aang
BETEPUHAPHOro NPUMEHEHUS, YKa3blBalOTCH AaHHble JOKYMEHTa, NoATBEPXKAAoLWEero BHECEHNE COOTBETCTBYIOLLMX
n3MeHeHn B EQuHbIN rocygapCTBEHHbIV peecTp IpuaNYeCckux nuy (Ans opraHu3aumin, 3apermcTpMpoBaHHbIX Ha
Tepputopun Poccuiickon ®epepauun), nn MHOro AOKYMEHTa, NOATBEPXKAAKLLErO peopraHM3aLmio KPUANYECKOro
nvua (ans opraHusauun, He 3aperncTpupoBaHHbIX Ha TeppuTtopum Poccuickon ®epgepauun). 3asBneHve o
BHECEHUM W3MEHEeHWA B [OKYMEHTbI, coepXalimMecss B pPerucTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapCcTBEHHbIN npenapaTt Ans BETEPUHAPHOro NPUMEHEHWS, 1 NpunaraeMble K HemMy AOKYMEHTbI HanpasnsawTcs
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

nocpeacTBOM €4MHOro noprana B YNONIHOMOYEHHbIN dheaepanbHbIii OpraH UCNONMHUTENBHOW BRacTu He no3gHee
Yem Yepes Tpuauatb pabounx AHen Co OHSA BHECEHUS COOTBETCTBYHOLMX N3MEHEHUI B EANHBIN rocyaapCTBEHHbIN
peecTp puandeckmx nuy, (4ns opraHusaumin, 3aperucTpMpoBaHHbIX Ha TeppuTopun Poccuiickon degepaunn) nunu
CO [OHS1 MPUHATUS COOTBETCTBYIOLLErO JOKYMEHTa, NMOATBEPXKAAOLWEero peopraHm3auuio opugmyeckoro nuua (ans
OopraHusauuni, He 3apermcTpupoBaHHbIX Ha Tepputopumn Poccunckon degepaumn). B crnyyae peopraHusaumm
aepxartens unv Bnagersbla permcTpaunoHHOro yaAoCTOBEPEHUS NEKAPCTBEHHOrO npenapara Aans BeTepuHapHOro
NPUMEHEHNs 3asiBieHWe O BHECEHUM M3MEHEHMI B OOKYMEHTbl, coAepXalluMecs B pPerncTpaumoHHOM OOCbe Ha
3aperncTpuUpoBaHHbIA NEKapCTBEHHbIM Mpenapat Afis BeTEPUHAPHOTO MNPUMEHEHUsI, MOAAETCS PUANYECKUM
NNLOM, KOTOPOMY B XOA€ peopraHnsaumm nepenaHo npaeo BnageHust Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.
(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93; B pea. deneparnbHoro 3akoHa OT
30.01.2024 N 1-03)

2. B cnyyae BHeceHWss U3MEHEHWA B [OOKYMEHTbl, coAepXallmecs B perucTpaLMoHHOM [0Cbe Ha
3aperMcTpUpoBaHHbIV NIEKAPCTBEHHbIN NpenapaTt A BETEPUHAPHOrO MPUMEHEHUS, B OTHOLUEHUW CBEAEHUN,
yKasaHHbIX B nognyHkTtax "e", "x", "k", "n", "n", "c", "x" nyHkta 7 4Yactu 3 crtatbu 17 HacTosiwero deneparnbHoro
3aKOHa, U3MEHEHUs U (Mnn) AOMOMHEHUSA NMPOU3BOACTBEHHON MMOLWAAKN FIEeKapCTBEHHOIO CPEACTBa, a Takke B
crnyyae M3MEHEHUS MokasaTenen KayecTBa NIEKapCTBEHHOrO npenapaTa Ans BEeTEPUHAPHOIO NPUMEHEHNs 1 (1nn)
METOAOB KOHTPOMS KadecTBa JEeKapCTBEHHOro MpenapaTta Afsi BETEPUHAPHOr0 MNPMMEHEHWUS MNPOBOAUTCA
aKcnepTM3a NeKapCTBEHHOro cpeacTBa Ans BETEPUMHAPHOro npuMeHeHus. B cnyyae HeobxoammocTy BHeceHUs
WHbIX W3MEHEHWA B [OOKYMEHTbl, cogepXallneca B pPerucTpauMoHHOM [0Cbe€ Ha 3aperucTpupoBaHHbIN
NEeKapCTBEHHbIM npenapaTt AN BETEPUHAPHOro MNpPUMEHEHWs, 3JKCMepTusa feKkapCTBEHHOro CcpeacTea Arns
BETEPUHAPHOIrO NPUMEHEHNS HE NPOBOAMUTCS.

(B pea. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

3. 3agBuTenb BnpaBe MNpeacTaBuTb MO COOCTBEHHOM MHMLMATUMBE BMECTE C 3asIBNIEHVEM O BHECEHUU
N3MEHEHM B OOKYMEHTbI, cogepXalimecsa B permcTpaumoHHOM [OCbEe Ha 3aperncTpuMpoBaHHbIN NIEKAPCTBEHHbIN
npenapat Ans BETEPUHAPHOrOo NPUMEHEHNSA, PEKBU3UTLI JOKYMEHTOB, NOATBEPXKAAOLWMX YNraTy rocygapCcTBEHHOM
MOLUMMHbI 32 BHECEHME B [OOKYMEHThI, COAEpXXaluMecss B PErncrpauMoHHOM [OCbe Ha 3aperncTpupoOBaHHbIN
NEeKapCTBEHHbIM npenapaT Afs BETEPUHAPHOro NPUMEHEHUs!, U3MEHEHWU, TPebyoLmMX NPOBEAEHUS SKCNepTU3bl
NEKapCTBEHHOro CpeacTBa, UM U3MEHEHUIN, He TPeOYILLMX NPOBEAEHMS 3KCNEPTU3bl JIEKAPCTBEHHOIO CPEeACTBa.
B cnyyae HeobGXOAMMOCTU U3MEHEHUS CBEAEHUW, COOepXallMxcs B PErncTpauMoHHOM  yOOCTOBEPEHMMU
NeKapCTBEHHOro npenapara Ansi BeTEPMHApPHOro NPUMEHEHMS, C 3asiBIEHMEM, YKa3aHHbIM B Yactu 1 HacTosLwen
cTaTby, 3assBUTENb BNpaBe NpeacTaBMTb N0 COOCTBEHHON MHULMATUBE PEKBU3UTLI AOKYMEHTA, MOATBEPXKAAMLLErO
ynnaTty rocygapCTBEHHON MOLUNUHbBI 3a Bbigady perncTpauuoHHOro yooCTOBEPEHUs NeKapCTBEHHOro npenaparta.
3aaBuTENb BNpaBe NpeacTaBuTb N0 COOCTBEHHON MHULMATMBE CBEAEHUS O NMUEH3MAX, YKa3aHHble B NyHKTax 1 u
2 vyactm 1 HacTodwen cTaTbM, a Takke BblaBaeMble YMNOMHOMOYEHHbIMU defeparnbHbiMU  OpraHamu
WUCNONHUTENBbHOW BracTW [AOKYMEHTbl, YyKa3aHHble B MyHkTe 3 4YacTm 1 HacTtosiwen crtatbuM. B cniyyae
HenpeacTaBneHns yKkasaHHbIX JOKYMEHTOB (CBeJeHWin) YyNOonHOMOYEeHHbIW defeparbHblid opraH UCMOoNHUTENbHOM
BNacTu 3anpaluvBaeT yKasaHHble OOKYMEHTbl (CBedeHWs) B MNopsake MeXBeJOMCTBEHHOro MHMOPMauUoHHOro
B3aMMOOEeNCcTBUS.

(B pen. PegepanbHbix 3akoHOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-93)

4. B cpok, He MpeBblaoLWni Aecsatn pabounx gHen co OHS MNOCTYNMEHUS yKa3aHHOro B YyacTu 1 HacTosLwen
cTaTbu 3asBNEHUs U HeOOXOAUMbIX [OOKYMEHTOB, YMONHOMOYEHHbIV deaepanbHbli opraH WCNOMHUTENbHOW
BNacTu:

1) npoBoAUT NPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBedeHun, coaepxawunxca B npeacTtaBlieHHbIX
3adBuTenieM JOKyMeHTax;

2) npuHMMaeT pelleHWe O MNPOBEAEHWM SKCMepTU3bl JeKapCTBEHHOrO CcpeacTsa ANl BETEepUHapHOro
NpPYMeEHeHWs Unu 06 oTkase B ee NpoBeaeHUY;

3) HanpaBnsieT NocpeACcTBOM eAMHOro nopTtarna 3asBUTeNto NOANNCaHHOE YCUIIEHHON KBanuuuupoBaHHOWN
9MNEKTPOHHOW MOANUCBHI0 YyBEAOMIIEHNE O MPUHATOM PELUEHUN UNKU B Criydae MPUHSATUSA peleHus o6 oTkase B
NPOBEAEHUN 3KCNEepPTM3bl JIEKAPCTBEHHOrO CPeAcTBa Ans BETEePMHApPHOrO MPUMEHEHWUs C yKa3aHuem MpPUYMH
TaKoro oTkasa.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

4.1. B cnyyae BbISIBMEHUA HEOOCTOBEPHOCTM U (MNM) HEOOCTAaTOYMHOCTU CBEAEHWUWA, COAEPXKAaLLMXCS B
NpeacTaBreHHbIX 3asiBUTENEM MaTtepuanax, YnoNHOMOYEHHbIN deneparnbHbll OpraH WCMNOMHUTENbLHOW BNacTu
HanpaBnseT MOCPEeACTBOM eAMHOro noprtana  3asBuTento 3anpoc 00 YTOYHEHUM YKa3aHHbIX CBeAEHWUMN,
noANUCaHHbIN YCUNEHHOW KBaNnMULMPOBAHHOW 3NEKTPOHHOWN NOAMMUCHIO.

(vactb 4.1 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButenb 0bs3aH HanpaBWTb NMOCPEACTBOM €AMHOrO noprtana B YMOSIHOMOYEHHbIV dhedeparbHbIN
OopraH MUCMoTHUTENbHOW BNACTU NOANUCAHHBIN YCUITEHHON KBanuuUMpOBaHHOM 3NEKTPOHHON NOAMNUCHI0 OTBET Ha
3anpoc ynorHOMOYEHHOro dpeepansHoOro opraHa UCNONHUTENBHOW BNAcTy B CPOK, HE NPEBbILIAOLLMIA AeBAHOCTA
paboumx [OHEW CcO [AHS NOMy4YeHUs YNONHOMOYEHHbIM bedepanbHbIM  OpPraHOM  UCMOMHUTENBHOM BRacTy
3NEKTPOHHOIo YBEOOMMEHUS O MonydeHun 3asiButenem faHHoro 3anpoca. Cpoku, ykasaHHble B 4actn 1.1
HacTodALWen CTaTbW, NPUOCTAHABMMBAKOTCA CO OHSA HanpasneHus nocpeacTBOM eAMHOro noprana 3asBUTento
3anpoca ynoriHOMOYEHHOro peaepanbHOro opraHa MCNONHUTENBHOM BriacTy 4O AHS HanpaBfeHus nocpencTBOM
€[MHOro nopTarna B YNONTHOMOYEHHbIN befeparnbHbii OpraH UCMOMHUTENBHOW BracTu OTBETa Ha AaHHbIN 3anpoc u
He Y4YMTBIBAOTCS MPU WUCYWUCIIEHUU CpOKa MPUHATUSA peLleHUMS O BHECEHUN W3MEHEHUA B [OOKYMEHTHI,
cogepXawmeca B perucTpauMoHHOM [OCbE Ha 3aperMcTpUpoOBaHHbIA  JIEKAPCTBEHHBIA npenapat  Ans
BETEPMHAPHOIO MPUMEHEHUS.

(vacTb 4.2 B pea. PepepansHoro 3akoHa ot 30.01.2024 N 1-©3)

5. OcHoBaHveM ONns OTKasa B MPoOBedeHWM SKCMepTU3bl NEKapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NpMMEeHeHWs siBNsSieTCa NpeacTaBneHne JOKYMEHTOB, yka3aHHbIX B YacTsax 1 1 3 HacTosilen ctaTby, B HENOTHOM
obbemMe wunNM OTCYTCTBME B MPEACTaBMNEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHWA, MNOATBEpPXKAALLNX
Heo6X0AMMOCTb BHECEHUSI U3MEHEHUI, MO0 HenpeacTaBrneHne 3asBUTENEM B YCTAHOBMEHHbIA CPOK OTBETa Ha
yKasaHHbI B YacTu 4.1 HacToslen ctaTbM 3anpoc YNONHOMOYEHHOro deaepanbHOro opraHa MCNoNHUTENbHON
BNacTu.

(B peq. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. OKcnepTU3a NekapcTBEHHOTO CPEACTBA AJ1S BETEPMHAPHOTO NPUMEHEHNS B LIENSAX BHECEHWS! M3MEHEHWI B
[OKYMEHTbI, coaepKallMecsi B perncTpauMoHHOM AOChEe Ha 3aperMcTprpoBaHHbIN NiekapCTBEHHbIN npenapat Ans
BETEPMHAPHOrO MPUMEHEHUsl, OCYLLEeCTBNsSeTCA B Mopsake, YCTAHOBMEHHOM cTaTbell 24  HacTosiero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBblLalOLWNA AecATM paboumx AHeN Co OHS HanpaBeHUst NocpeacTBOM eAMHOro noprana
B YMNOMHOMOYEHHbIN  dbefeparbHbld  OpraH  UCMOMHUTENbHOW  BracTM  MOAMUCAHHOIO  YCUITEHHOW
KBanmuULNMPOBaHHOW 3MEKTPOHHOW NOAMUCHLI0 3aKIMOYEHUsT KOMUCCUM 3KCMEPTOB MO pesynbTaTtaM ykasaHHOW B
YacTu 2 HaCTOSILLEN CTaTbU 3KCMEPTU3bI, YNONMHOMOYEHHbIV ddefeparnbHbli OpraH UCNONHUTENBHOW BNacTu:
(B pea. PepepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, ot 30.01.2024 N 1-$3)

1) NPUHMMaET peLleHne O BHECEHMM U3MEHEHUI B JOKYMEHTbI, CoAepKaliMecs B PErMcTpaLmMoOHHOM Aocke
Ha 3apernMcTpuMpoBaHHbIA NEKapCTBEHHLIN npenapaTt Aans BeTepUHapHOro npuUMeHeHus, unu o6 oTkase BO
BHECEHUUN TaKUX N3MEHEHWUIA;

2) BHOCUT B FOCYOapCTBEHHLIN PEECTP JEKAPCTBEHHbLIX CPEACTB Ha OCHOBAHWM PELUEHUS O BHECEHWUU
N3MEHEHNI B LOKYMEHTbI, coAepXallMecss B permcTpaumoHHOM LOCbe Ha 3aperucTpyMpOBaHHLIN NIEKAPCTBEHHbIV
npenapat 4S5 BETEPUHAPHOrO NPUMEHEHUS!, HEOOXOANMbBIE U3MEHEHUS;

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

3) BblOaeT 3asABUTENI0O HOBOE pPEerncTpauMoHHOEe YAOCTOBEpPEeHWe fleKkapCTBEHHOro npenapaTta Ans
BETEPVMHAPHOIO MPUMMEHEHMST B Criydae HeobxoaMMOCTM W3MEHEHUsI CBEAEHUN, CoAepXalunxcd B Hem, C
COXpaHeHMeM HoMmepa paHee BblJAaHHOro PerucTpaLMoHHOro YAOCTOBEPEHUS feKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUS.

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

6.2. B cnyyae BHeceHUsI M3MEHEeHWA B [OOKYMEHTbl, codepXalluMecsi B PerncTpauuMoHHOM [0Cbe Ha
3aperMcTpUpoBaHHbIii  NEKapCTBEHHbIM MpenapaTt Ans BeTepuHapHOro MNpUMEHeHWsl, B 4acTu, Kacalolleincs
M3MEHEeHUs 1 (UnKn) OMOSTHEHUS] NPOU3BOACTBEHHOW MIIOLWAAKM FIeKapCTBEHHOro npenapara, npu npeactaBieHnm
3asBUTENIEM B COOTBETCTBMM C MYyHKTOM 3 4YacTu 1 HacTosiliel CTaTbW KOMWUU PEeLLeHUst YMNOSTHOMOYEHHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

depepanbHOro opraHa  WCMOSMIHUTENbHOM BfactTM O MPOBEAEHUN  WUHCMNEKTUPOBAHUS  NPOM3BOAUTENS
NEeKapCTBEHHbIX CPEeACTB CPOK, YKasaHHbIl B 4actu 6.1 HacTosilen cTaTbu, MNPUOCTaHaBNUBAETCS CO [AHS
NMony4YeHnst 3akmoYeHNsi KOMUCCUM IKCMEPTOB [0 AHSI MPUHATMS YNONMHOMOYEHHBIM dhedepanbHbiM OpraHoM
WCMOMHNTENBHOW BNacTM peleHnss O Bblgade wunm 0O OTkase B Bblgade 3akNiOYEeHUs O COOTBETCTBMM
Npon3BOAUTENS NEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpaBuil Haanexatlen Npon3BOACTBEHHON NPAKTUKN, HO HE
bGonee 4Yem Ha CTO BOCEMbAECAT pabounx gHeNn.

(4acTb 6.2 BBegeHa deaeparnbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHoBaHMeM AONns OTkasa BO BHECEHUM M3MEHEHMI B OOKYMEHTbl, cogepkaliuecss B pernctpaunuoHHOM
0OCbe Ha 3aperncTpuMpoBaHHLIN NEKApPCTBEHHLIN MNpenapaTt Ans BEeTEPUHAPHOro MPUMEHEHWs, B Criyyasix, He
TpebytoLwmMx nNpoBeaeHUsT 3KCMEPTU3bl NEKAapCTBEHHOTO CPEeAcTBa, SABMSETCA NpeacTaBNeHUe [OOKYMEHTOB,
yKasaHHbIX B 4Yactax 1 M 3 HacTosilen cTaTbu, B HENONHOM obbeme WnM OTCYTCTBUME B MNPEACTaBMEHHbIX
OOKYMEHTax CBEAEHWN, KOTopble [OMKHbI OblTb B HUX OTpaXeHbl, MO0 HenpeacTaBrieHWe 3asiBUTENEM B
YCTaHOBMEHHbIA CPOK OTBETa Ha YyKasaHHbli B 4YacTu 4.1 HacTosile cTaTbM 3anpoc YrnomHOMOYEHHOro
deaepanbHOro opraHa UCNONHUTENBHOWN BracTu.

(vacTb 7 B peq. ®eagepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMEM AN OTKa3a BO BHECEHUN U3MEHEHUIA B OOKYMEHTbI, coaepKallnecs B permctpaLnoHHOM
JOCbe Ha 3aperucTpyMpoBaHHbLIN NEKapCTBEHHbIN nNpenapat Ang BETEPUHAPHOro MPUMEHEHUs, B Cryyasx,
TpebyoLmMx npoBeAeHMs 3IKCNepTU3bl JIEKApPCTBEHHOrO CpeacTBa, SIBMSIETCA 3akioyYeHMe  YNOSTHOMOYEHHOro
denepanbHOro opraHa MWCMOMHUTENbHOW BrlaCTM O BO3MOXHOCTM CHWMXeHMst 6e3onacHOCTM, KadecTBa,
3(pPeKTUBHOCTM NEKAPCTBEHHOrO Npenaparta BCNeACTBUE BHECEHUS U3MEHEHU B yKa3aHHble€ JOKYMEHTbI, OTka3
YMOSIHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHON BRacTu B Bbldaye 3aKIlYeHWss O COOTBETCTBUM
Nnpon3BOOUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHMAM nNpaBuil Haanexaileh Npou3BOACTBEHHOW MNPaAKTUKU B
cryqyae W3MeHeHuWst U (Mnu) [OMOSIHEHMST MPOM3BOACTBEHHOW MNIOWAAKM JEKapCTBEHHOro npenapara, ecnu
NpPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Al BETEPUHAPHOrO NMPUMEHEHUsI OCYLLECTBISiIeTCA 3a npegenamu
Poccunckon degepaumm, Nnu oTCyTCcTBUE 3TOMO 3aKNIOYEHNS.

(vacTb 7.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

8. donyckaeTcs obpalleHne nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOIO MPUMEHEHUS 0O UCTEYEeHUs
CpoKa ro4HOCTU, NMPOM3BEAEHHbIX B TEYEHME CTa BOCBMUAECATU OHEW nocne Aatbl MPUHATUS YNONTHOMOYEHHbBIM
deneparnbHbIM OPraHoOM UCMOMHUTENBLHOW BNACTU peLLEHNsi O BHECEHUM U3MEHEHUI B JOKYMEHTbI, COAepXKallmecs
B PErucTpaLMoHHOM AOCbe Ha JlekapCTBEHHLIM NpenapaT, B COOTBETCTBMM C MHGOPMaUMeNn, coaepxaliencs B
OOKYMEHTax permcTpaLMoHHOro 4oCkbe Ha NekapCTBEHHbIV NpenapaT A0 AaTbl NPUHATMS Takoro peLueHus.

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

KoHcynbTaHTlntoc: npumeyaHue.

O BO3MOXHOCTM OOpalleHns B P® nekapCTBEHHbIX MNpenapatoB MOCre MpPUHATMSA pelleHus 00 OTMeHe
rocperncTpaumnm n UCKIMYEHHbIX N3 peecTpa hapmaueBTudeckmx cyoctaHumim cm. cT. 4 ®3 ot 30.01.2024 N 1-
d3.

Cratbsa 32. OTmMeHa rocyfapCTBEHHOM perucTpauum ekapcTBEHHOro npenapara

PelleHne 06 OTMEHe roCydapCTBEHHOW perucTpaumn nekapcTBEeHHOro mnpenapata U UCKMoYeHUK
neKkapcTBEHHOro npenapata M3 OCyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX CPeAcTB  MpUHUMaeTcs
YNOMHOMOY€EHHBLIM (heaeparbHbIM OPraHoM UCMONHUTENBHOW BNacTy B cryyae:

1) NnpeAcTaBrneHnst COOTBETCTBYIOLMM YNONIHOMOYEHHbIM doeaeparnbHbiM OpraHoM UCMONHUTENBHON BNacTu
3aKMIOYEHS] O pucke unu 06 yrpo3e 300pPOBbID, XU3HM YeNoBeKka WNM XXMBOTHOTO MPU  MPUMEHEHUU
nekapcTBEHHOro rnpenaparta, MpeBbllaloWmux ero 3ddeKTMBHOCTb, MO pesynbTaTaM OCYLIECTBMSEMOro UM
MOHWUTOPUHra 6Ge30MacHOCTM NekapCTBEHHOIo NpenapaTa;

KoHcynbTaHTlnoC: npumeyaHue.
MonoxeHus ct. 32 (B pea. @3 ot 30.01.2024 N 1-d3), kacawowwmeca npenocTaBneHUs roc. ycnyr npu
obpalleHnn NekapCTBEHHbIX CPeACTB: AN MEAULMHCKOrO NPUMEHEHUSI MOCPEACTBOM €AMHON CUCTEMBI U (1NN)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

eanHoro noptana, npumeHsitotca ¢ 01.01.2025; ana BeTepuHaApHOro MpUMEHEHUSI NMOCPEeOCTBOM €4UHOro
noptana, npumeHsatoTca ¢ 01.01.2026.

2) nogayv gepxaTtenem unu BnagenbLem perMcTpauuoHHOrO yAOCTOBEPEHMS NIEKapCTBEHHOrO npenaparta
UNU yNONMHOMOYEHHBIM UM OPYrUM HOPUONYECKMM NULIOM 3asiBneHnst 06 OTMeHe rocygapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTa, NoANUCaHHOTO YCUNEHHOW KBanMuLMpoBaHHOW 3NEKTPOHHOW NOANMUCHI0, MyTEM €ro
HanpaBneHnsa NocpeacTBOM €AMHOro noprana B yNONHOMOYEHHbIW dheaepanbHbI OpraH UCNONMHUTENBHON BracTy
WU NUYHBIN KaBMHET YNoNMHOMOYEHHOro dhefieparnbHOro opraHa UCNOMNHUTENbHOW BNacTu B €4MHON CUCTEME;
(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 30.01.2024 N 1-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 HEe pPacnpPOCTPAHATCA Ha MPAaBOOTHOLLUEHUHA, BO3HMKaKOLME Mpu obpalyeHun
NEeKapCTBEHHbIX CPEACTB ANna meauumnHckoro npumeHeHus (O3 ot 30.01.2024 N 1-93).

3) HenoaTBepPXKAEHWUsI roCyLapCTBEHHOW perncrpauun NekapcTBEHHOro npenaparta no UCTEYEHUM cpoka
OENCTBUSI PErMCTPALMOHHOIO YAOCTOBEPEHWS, Bbl4AHHOMO Ha NSATb NeT;

4) HenpefcTaBrneHust 3adBUTENeM WHAOPMaLMK, KOTopasi MOXET noBrevb 3a cobol HeobxoammocTb
BHECEHUS WU3MEHEHWA B [OKYMEHTbl, COAepXallMecsi B PEerucTpauMoHHOM [OCbe Ha 3aperncTpupoOBaHHbIV
NeKapCTBEHHbIN Npenapar, B TeYeHne TpuauaTti pabounx gHen co OHA HAaCTYNNEHNst 3TUX NU3MEHEHWI;

5) ocCyllecTBneHuUs1 rocygapCTBEHHOM permcTpaumMum nekapCTBEHHOrO MpenapaTta Mo4  TOProBbIM
HaMMeHOBaHWEM 3aperncTpMpoBaHHOrO paHee Nod 3TUM TOProBbiM HaMMEHOBaHWEM NEeKapCTBEHHOro npenapara,
OTNINYAIOLLIErOCS KAYeCTBEHHBIM COCTAaBOM AEWCTBYIOLLIMX BELLECTB;

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

6) OcCyLLecTBNEHUS rOCYOapPCTBEHHOM perncrpauum OOHOro U TOrO Xe JleKapCTBEHHOro npenapaTta B
OTHOLLIEHMM OOHOrO M TOTrO Xe AepxaTens wunu Brnagenbla pernctpaumoHHOro yaoCTOBEPEHUS JNEKAPCTBEHHOMO
npenapaTa B Buae AByX 1 6onee nekapcTBEHHbIX NpenapaToB nog pasnuyHbIMU TOProBbIMU HAMMEHOBAHUAMU;

(n. 6 B peq. ®enepansHoro 3akoHa oT 04.06.2018 N 140-$3)

7) BbIHECEHMSI CYOOM pelleHUss O HapylleHWW npaB npaBoobnagaTenss OGbLEKTOB WHTEeNseKTyanbHow
cob6CTBEHHOCTU NPKU 0BpaLLEeHNN NEKAPCTBEHHBLIX CPEACTB;

KoHcynbTaHTlNoc: npumeyaHue.
C 01.01.2026 n. 8 cT. 32 He pacnpocTpaHsieTCs Ha MPaBOOTHOLLUEHWS, BO3HMKaKOLIME MNpu obpaleHun
neKapCTBEHHbIX cpeacTB ana meanunHckoro npuMmeHeHnsa (O3 ot 30.01.2024 N 1-03).

8) oTCcyTCTBUMSA neKkapCTBEHHOro npenapaTta B obpawieHun B Poccuiickon ®Pegepauum B TeyeHue Tpex U
Gonee ner;
(n. 8 BBegeH ®epeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEBLINOMHEHNST AepXaTeneM Wunu BnagernbLemM PermcTpauuoHHOro yaOCTOBEPEHUST NEKapCTBEHHOrO
npenapata nubo YMNONMHOMOYEHHBIM VMW OPYIMM  IOPUAMYECKUM JMLOM MeponpuaTuiA no obecneyeHuto
6e30nacHOCTM JeKapCTBEHHbIX MNPENapaTtoB, YCTAHOBMEHHbLIX YMONTHOMOYEHHbIM deaeparnbHbiM  OpraHoMm
NCMOMHUTENBHON BRNacTW B COOTBETCTBMM C YacTsamu 3 u 4 cTtaTbu 64 HacTosiwero degepanbHOro 3akoHa, B
paMKax OCYLLEeCTBNEHUsI hapMakoHaa30opa;

(n. 9 BBegeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa pgepxaTens unu Brafgenbla pPerncTpalMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapaTa
nM6o  YNONMHOMOYEHHOTO WMMW OPYroro pWAMYECKOro Nua OT BHECEHWS W3MEHEHUA B WHCTPYKUUIO MO
NPUMEHEHMI0 JeKapCTBEHHOrO Mpenapara, KacaloWMXCA HOBbIX MOATBEPXKAEHHbIX AaHHbIX O TOM, YTO PUCK
NpUYMHEHNA Bpeda 3[40POBbI0 4YerioBeka WIM XUBOTHOTO BClNeACTBME MNpueMa JiekapCTBEHHOro npenapara
npesbillaeT 3PHEKTUBHOCTb M0 NPUMEHEHUS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(n. 10 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
Cratbsa 33. locypapcTBEHHbIV peecTp JieKapCTBEeHHbIX CPeACcTB

1. FocydapCTBEHHbIN PeecTp NEKapCTBEHHbIX CPEACTB COAEPXKMT MepedeHb feKapCTBEHHbIX MpenapaTtos,
npoleawnx rocyaapCTBEHHYH perucTpaumio, nepeyeHb hapmaueBTUYECKUX CyOCTaHUuiA, BXOOSLIMX B COCTaB
NeKapCTBEHHbIX NMpenapaTos, 1 CReaylLLylo MHGoPMaLIo:

1) B OTHOLLEHWW NeKapCTBEHHbIX NpenapaToe.:

a) HaMMeHOBaHWe NeKkapCTBEHHOrO npenapaTa (MeXxayHapoaHOe HenaTeHTOBaHHOE, MM rPYNnMpOBOYHOE,
UM XMMUYECKOE U TOProBOE HaUMeEHOBaHWS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas dopma C yKkasaHMeM [O3VPOBKM NEeKapCTBEHHOro npenapata M ero konuyectsa B
noTpPebnTENbCKON YyNakoBKe;

B) HaMMeHOBaHWe pfepXatensa wnu Bhagenbua perncTpaumMoHHOro YAOCTOBEPEHUSI JeKapCTBEHHOro
npenapata W CBedeHMs O perncrpauumn gepxaTenss wunu Bragenbla perucTpaumoHHOrO  YAOCTOBEPEHWS
NeKkapCTBEHHOro npenaparta Ans MeAWUMHCKOro MPUMEHEHUA B KayecTBe HarnoronnartenblimMka B CTpaHe
permcTpaumm (4N pOCCUACKUX HPUONYECKMX NNL - OEHTUMMKALMOHHBIN HOMep Hanoronnatenswymka (MHH), ans
WHOCTPaHHbIX IOPUAOMYECKUX NUL, - CTpaHa perncrpauun, HauMeHOBaHWE PEervcTpuUpyloLero opraHa,
PErncTpaumOHHbIN HOMEp, KOA, HanoronnaTenbLuka B CTpaHe perncrpaumm (MHKopnopauum) Unmn ero aHanor);

(nn. "B" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-$3)

r) HaumeHoBaHME W agpec NpPOoV3BOAWTENSA NEeKapCTBEHHOro npenapata M CBeAeHWs O perncrpauuun
NPOM3BOAUTENS NeKapCTBEHHOro npenapara Ans MeauMUUHCKOro NMpUMEHEeHMs B KavyecTBe HanoronnaTtenblumka B
CTpaHe perncrpaumu (ans pPOCCUNACKUX IOPUONYECKUX NUL - MOEHTUMUKAUMOHHBLIA HOMEp HanoronnatenbLluka
(MHH), ANA MHOCTPaHHbLIX PUAMYECKMX NWL, - CTpaHa perncTpauuu, HauMeHoBaHWe PEervcTpUpyloLero opraHa,
perncTpauMoHHbI HOMep, KOA Haroronnarternbliyka B CTpaHe permctpauuy (MHKopnopawumn) unm ero aHanor);

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

4) apmakoTepaneBTMyeckast rpynna, KoL IeKkapCTBEHHOro npenapata No aHaTOMO-TepaneBTUYECKO-
XUMMYECcKor Knaccudumkaumm, pekomeHgoBaHHOM BceMmnpHom opraHnsaumnen 3gpaBooXpaHeHNs;
(nn. "g" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) Noka3aHusa 1 NPOTMBOMOKa3aHNs K NPUMEHEHUNIO NIEKAPCTBEHHOIO Npenapara;
X) NoboYHbIE ENCTBUSI NEKAPCTBEHHOIO NpenapaTa;

3) CpOK FO4HOCTU fleKapCTBEHHOIO NpenapaTa;

1) YCrNOBUSI XpaHEHMWS NIEKAPCTBEHHOIO NpenapaTa;

K) YCrOBWsi OTMyCKa NIeKapCTBEHHOrO npenapara;

J'I) HOMeEp cbapmaKoneIZHoﬁ CTaTtbn Unn B cly4ae ee OTCYyTCTBMUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nnéo
HOPMAaTMBHOIO AOKYMEHTA;

M) JaTa rocyAapCTBEHHOW perucTpauny NekapcTBEHHOIO npenapata U ero perMcTpauuoHHbIN HOMep, AaTa
3aMeHbl PernucTpaLuoHHOr0 YAOCTOBEPEHUST NEKapCTBEHHOro npenapata Ha 6eccpovHoe perucTpalMoHHOe
yOOCTOBEPEHME NEeKapCTBEHHOro npenapaTa, AaTa nojadu 3asiBNeHust O MOATBEPXAEHUWM rocyaapCTBEHHON
perucTpaumMu nekapcTBEHHOro rpenapaTta, gata OTMeHbl TOoCY[apCTBEHHOW perucTpaumm nekapCcTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHLIN COCTaB W KOJIMYECTBEHHbIA COCTAB [AEWCTBYIOLLUMX BELLECTB U KA4YeCTBEHHLIN COCTaB
BCroMoraTesibHbIX BeLWeCTB JIeKapCTBEHHOro npenapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(nn. "H" BBeaeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

0) nHdopmauma 060 Bcex paspeLleHHbIX Buaax BTOPUYHON (MOTpebuTensCKom) ynakoBKy;
(nn. "o" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) pgata npuUHATMS pelleHus O BO3MOXHOCTM paccMmaTpuBaTtb JEKApCTBEHHbIV MnpenapaTt npu
rocyoapCTBEHHOW perncTpauum B KavyecTBe OpdaHHOro nekapCTBEHHOro npenapaTta (4ns nekapCTBEHHbIX
npenapaToB AN MeAULNHCKOrO NPUMEHeHNs);

(nn. "n" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N
475-03)

p) Hanuyne NekapcTBEHHOro npenaparta B NepeyvHe XN3HEeHHO HeOOXOAMMBIX U BaXKHENMLLNX NEeKapCTBEHHbIX
npenapaTos (AN nekapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NPUMEHEHUS);
(nn. "p" BBeaeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N
475-93)

C) Hanuuve B JEKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPeacTB, MNCUXOTPOMHbIX BELLECTB U UX
NMPeKypcopoB, noanexawmnx kKoHTpomnto B Poccuiickon ®Pepepauumn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®epepaunmn, mexpgyHapogHbiMu gorosopamun Poccuiickon Pepepauumn, B ToM uyucne EguHon
KOHBEHLMEN O HapKoTudeckux cpeacteax 1961 roga n KoHBeHumen o NncnxoTponHbix Bewecteax 1971 roga;

(nn. "c" BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

T) nHdopMaumsa O TOM, SABMSETCA NN AaHHbIA NEeKapCTBEHHbIN MpenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "1" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) cBeAeHuss O nmnogaye 3asiBfeHWs O BHECEeHMW W3MeHeHUW B [OKYMEHTbl, cogepXalwuecs B
perncTpauMoHHOM JO0Ckbe Ha feKapCTBEHHbIV npenapar;
(nn. "y" BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

@) yrpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH OT 27.12.2019 N 475-93;

X) CPOK BBElEHWs NTEKapCTBEHHOIO Npenapara 4518 BeTEPMHAPHOIo NPUMEHEHUS B rpaxkgaHckuin obopoT;
(nn. "x" BBegeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

U) WHdopmaums O TOM, ABMASETCA N OaHHbIA NEeKapCTBEHHbIN npenapat opdaHHbIM NEeKapCTBEHHbIM
npenapaToM, MMMYHOBMOMOrMYECKMM feKkapCcTBEHHbIM npenapaToM, pagnodapMaueBTUYECKUM feKapCTBEHHbIM
npenapaToM, roMeonaTU4YecKUM FieKapCTBEHHbIM MpenapaToM, GMOMorMYeckum nekapCTBEHHbIM MpenapaToMm,
BbICOKOTEXHOMOMMYHLIM NIEKapCTBEHHbLIM NpenapaToM, BrepBble 3aperncTpnpoBaHHbIM B Poccuiickon ®egepaumm
B COOTBETCTBUM C HACTOALLMM PefeparnbHbiM 3aKOHOM UMW akTaMu, cocTasnsiiowmmm npaso Coosa;

(nn. "u" BBegeH ®epepanbHbiM 3akoHOM 0T 30.01.2024 N 1-93)

2) B OTHOLLEHNY hapMaLeBTUYECKUX CyOCTaHLuIA:

a) HauMmeHoBaHMe dapmaueBTUYECKON  CyOCTaHUuMM  (MeXOyHapodHOe  HenaTeHTOBaHHOoe,  Wnu
rPyNnnMpoOBOYHOE, UMM XMMUYECKOe U TOProBoe HaumeHoBaHWs), dopMa BbiNycka (C ykasaHueMm OO3MPOBKU (npwu
Hanuuum), pacoBkn 1 ynakoBKu);

(B peq. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-$3)

0) HanmeHoBaHWe 1 agpec npoussoanTens dapMaLeBTUYECKON CybCTaHLUM (ANa POCCUNCKUX KOPUANYECKNX
nuy, - naeHTurKaunoHHbIM Homep Hanoronnatenswmka (MHH), ons nHocTpaHHbIX OpUanYEecKUX nuu - cTpaHa
perncTpaumy, HauMeHoOBaHWe PEerucTpupyloLero opraHa, permcTpaunoHHbI HOMep, KoA HanoronnaTtenblimka B
CTpaHe perncrpauny (UHKopnopauum) unm ero aHanor);

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

B) CPOK ro4HOCTM hapMaLeBTUYECKOW cybCcTaHumuy;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

r) yCrioBusi XpaHeHust hapmMaLeBTUYECKon CyGCTaHLMu;

4) Homep dhapmMaKonenHon ctaTbM UMK B CriyYae ee OTCYTCTBUS HOMEP HOPMaTUBHOW AOKYMeHTauuu nubo
HOPMaTUBHOTO AOKYMEHTA;

€) Hann4une dapmaleBTUYECKON CyOCTaHLUUM B NepevyHe HapKOTUYECKMX CPEACTB, MCUXOTPOMHBLIX BELLECTB U
X NPEKYpCcopoB, nognexawux KoHTpomo B Poccuiickon depepaumm, B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuiickon depepauuun, mexayHapoaHeiMu porosopamu Poccuickon depepauumn, B ToM 4ncrne EguHon
KOHBEHLMEN 0 HapKoTudeckux cpeacteax 1961 roga n KoHBeHumen o NncMxoTponHbix BewecTteax 1971 roga.
(nn. "e" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTuyeckas cybcTaHUMs, Npou3BedeHHas [Ana peanusaumn, MOXeT ObiTb BKMOYeHa B
roCy4apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeACTB Ha OCHOBaHMK 3asBneHus paspaboTynka unm npoussoauTens
nekapCcTBEHHOro cpeactsa nMB0O YNONMHOMOYEHHOTO WMW OPUMAMYECKOrO nuua npu yCnoBuM MnpoBedeHus B
OTHOLUEHMN Takom dapMaLeBTUYECKOW CyOGCTaHUMM 3KCnepTu3bl kavecTBa papmaueBTuyeckonm cybctaHuumn B
nopsigke, ycTtaHoBneHHoM cTatber 34 Hactoswero degepanbHOro 3akoHa. B oTHoweHum hapmaueBTnyeckmx
cybcTaHuun, npoumsBedeHHbIX ANS peanusauun, B T[OCYAapCTBEHHOM peecTpe fekapCTBEHHbIX CpeacTs
copepxuTcsa crnepytowas nHpopmaums:

1) HaumeHoBaHve (papmaueBTUyeckon cybcTaHuum  (MexgyHapogHOe  HemaTeHTOBaHHOoe,  Unu
rPyNnnMpOBOYHOE, UMM XMMUYECKOe U TOProBOe HammeHoBaHWs), dopMa BbiMycka (C ykasaHMeMm OO3MPOBKU (npwu
Hanuunm), acoBKKN N YNAKOBKK);

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) HaumeHoBaHue, agpec npousBoauTens ¢apMaLeBTUYECKON CybCTaHuuKM, a Takke B OTHOLLUEHMM
NEKapCTBEHHbIX CPEeACTB AN MEeOULMHCKOrO MNPUMEHEHWs CBedeHus O peructpauuu  npou3BoauTensi
dapmaLeBTUHECKON CYOCTaHUMM B KavyecTBe HanoronnatenbliMka B CTpaHe perucrpaumm (ans pOCCUNCKMX
opUaANYECKMX NUL - NAEHTUPUKAUNOHHLIN HOMep Hanoronnartenswuka (MHH), ona nHocTpaHHbIX lopuandeckmx
niy - CcTpaHa perucTpauun, HaMMEHOBaHUE pPErncTpypyloLLEro oOpraHa, PperMcTpauuMoHHbBIN HOMep, Kopg
HanoronnaTtenbliuka B CTpaHe perncrpauumn (MHKopnopauum) v ero aHanor);

(n. 2 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-d3)

3) CpOK rogHOCTM hapmaLeBTUYECKON CyDCTaHLmK;
4) ycrnoBus xpaHeHuss papmaLeBTUYECKON CyOCTaHLnK;

5) Homep chapmakoneriHon ctaTbu OO B criydyae ee OTCYTCTBUSA HOMEpP HOPMATUBHOW LOKYMEHTauun Uinm
HOPMAaTUBHOIO JOKYMEHTA;

6) Hanuune cbapMaueBTUYECKON CYOCTaHLMN B NepevyHe HapKOTUYECKUX CPeacCTB, MCUXOTPOMHbLIX BELLECTB U
UX NPEeKypcopoB, nognexawux KoHTponw B Poccuiickon depepaumu, B COOTBETCTBMU C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuu, MexayHapoaHbiMu forosopamu Poccuickon ®epepauun, B ToM 4ucrne EauHon
KOHBEHUMEN 0 HapKoTudeckux cpeacteax 1961 roga n KoHBeHumen o ncnuxoTponHbix Bewectsax 1971 roaa;

7) pata BKIMHOYEeHNs dapMaueBTU4eckon cybCcTaHLuumn B rocyaapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTB,
AaTa BHeCeHVs1 U3MeHeHW B JOKyMeHTbl hapmaLeBTUYeckon cybcTaHumm, AaTa UCKINoYeHnst hapmaLieBTU4eCcKon
cybGCTaHuuM M3 rocygapCTBEHHOrO peecTpa nekapCTBEeHHbIX CpeacTB.
(4yacTb 2 B peq. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Mopsipgok BeAeHWs rocyaapCTBEHHONO PeecTpa NekapCTBEHHbIX CPeACTB ANsl MeAULMHCKOTO NPUMEHEHUS
N NopsigoK BeAeHWs1 rocyQapCTBEHHOIO peecTpa JeKapCTBEHHbIX CPeACTB ANs BETEPUHAPHOrO MPUMEHEHUS
YyTBEPXOATCSl COOTBETCTBYHOLLMM YNONHOMOYEHHbIM ddeeparbHbIM OpraHoM UCMOSTHUTENBHOWM BNacTu.

KoHcynbTaHTlnoCc: npumeyaHue.

MonoxeHusa cr. 34 (B pea. @3 ot 30.01.2024 N 1-®3), kacawowmecs npenocTaBrieHNs roc. ycnyr npu
obpalleHnn NeKapCTBEHHbIX CPEACTB: A1 MEAULMHCKOrO MPUMEHEHUS NOCPeaCcTBOM €ANHOM CUCTEMBI U (MU5K)
eanHoro noptana, npumeHsitotca ¢ 01.01.2025; aona BeTepuHapHOro MNpUMEHEHWS MOCPenCTBOM eOuHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

noptana, npumeHsatoTca ¢ 01.01.2026.

Cratba 34. BknroyeHue B rocyaapCTBEHHbLIN peecTp NieKapCTBEHHbIX CPeACcTB U UCKIKYEeHUue u3
rocyfapcTBEHHOro peectpa JieKapCTBEHHbIX cpeacTB dhapmaueBTUYEeCKOM cyb6CcTaHLuKU, NpousBeneHHON
AnsA peanusauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Onsa BkntoveHusa dapmareBTnyeckon cybctaHuumn, NnponsBeaeHHON Ang peanusaunm, B rocygapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPeacTB, MPOBOAUTCS SKCNepTn3a ee kavecTBa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OKcnepTmM3a kadecTBa ykasaHHOM B 4acTu 1 HacTosiwen ctaTbyM apmaueBTMYECKOW cybcTaHumu,
COCTaBMeHNe KOMUCCUEN IKCNEPTOB 3aKMOYEHNI NO pesyrnbTataM 3TOW 3KCNepTU3bl, NoANNCcaHne Ux YCUneHHbIM1
KBanMMUUUPOBAHHBLIMW 3MEKTPOHHbIMX MOAMNUCSMU, HamnpaBneHue [AaHHbIX 3akMiOYEeHUA B NNYHbIA KabuHeT
YNONTHOMOYEHHOro dheaepanbHOro opraHa UCMOMHUTENbLHON BNacT B €4MHOM CUCTEME OCYLLECTBIIAIOTCA B CPOK,
He MpeBblWaloLWmi TpuauaTn pabounx gHewn co AHA HanpaBneHUs B MUYHbLIA KaOWHET SKCNEepPTHOro yypexaeHus B
€QMHOM CcucTeMe COOTBETCTBYIOLLEro 3adaHus YMNOSTHOMOYEHHOro deaepansHoro opraHa WCMOMHUTENbHOW
BMacTu, MOAMUCAHHOIO YCUIIEHHOW KBanMUUUPOBAHHOW 3NEKTPOHHOW MNOAMMWCHLIO, U CREeaYLWUX OOKYMEHTOB
(cBepeHuin):

(B peq. PegepaneHoro 3akoHa ot 30.01.2024 N 1-93)

1) cBemeHuss O paTe MpedocTaBneHWss U PerucTpauMoOHHOM HOMEpPE JUUEH3MM Ha NPOM3BOACTBO
NEeKapCTBEHHbIX CPEACTB WNKU CBeAEeHUs O AaTe MNpedocTaBreHus U PerncTpaumoHHOM HOMepe 3aKMioveHus o
COOTBETCTBMM MPOM3BOANTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBuil Hagnexalen npon3BoACTBEHHON
NPaKTUKK, BblAaHHbIX (NPegoCTaBNEHHbIX) YNOMHOMOYEHHbIM beaeparnbHbIM OPraHoM UCMOMNHUTENBHON BRacTu, B
cny4ae, ecnv Npon3BoACTBO JIeKapCTBEHHOrO CPeACcTBa ocyllecTBnsieTcst B Poccuiickon ®epepauuu;

(B pea. PepepanbHbix 3akoHOB OT 04.06.2018 N 140-93, o1 27.12.2019 N 478-®3)

2) konus OOKYMEHTa, BblJAHHOrO YMNOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAUTENSA NeKapCTBEHHOro
CpeAcTBa M noaTBeEpXAatoLLlero paspelueHne npou3BOACTBA JIEKAPCTBEHHOrO CPEACTBa, M €ero nepeBof Ha
PYCCKMIA £3blK, 3aBEpPEeHHble B YCTAHOBIIEHHOM TMOpPSAKe, a TakKe KOMUSA 3aKMYeHWss O COOTBETCTBUM
Npov3BOAUTENS NEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM nNpaBun Hagnexawen npou3BOLACTBEHHOW MPAKTUKW,
BblJ@HHOMO YMOMHOMOYEHHbIM befeparnbHbiM  OpPraHoM WCMOMHUTENbHOW BRactu, MO0 Komus peLueHust
YrNONMHOMOYEHHOro defepansHOro opraHa WCMNONHUTENBHOW BRactTu O nposefeHun dapmaLeBTUYEeCcKon
WHCMEKLMM NpOM3BOACTBA FEKApCTBEHHbIX CPEeACTB ANd MEeOUMUMHCKOrO MPUMEHEHUS Ha COOTBETCTBUE
TpeboBaHMsM nNpaBuIil Haanexailen nNpoM3BOACTBEHHOM MNpakTUKM EBpasnncKkoro 3KOHOMWYECKOro COH3a.
YkasaHHble [OOKYMEeHTbl NpeacTaBnaAlTCaA B Cnyyae, ecnu  nNpou3BOACTBO  FleKapCTBEHHOro CpeacTsa
ocyulecTBnseTcs 3a npegenamu Poccuiickon ®enepavmu,

(B pea. PepepanbHbix 3akoHoB OT 04.06.2018 N 140-93, ot 30.01.2024 N 1-93)

3) AOKYMEHT, cofepallmi crieqyrolime cBeaeHuns o hapMaleBTMYeCcKon cybcTaHumm:
a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLime CBOMNCTBA;
0) HaumeHoBaHWe 1 aapec NPOM3BOANTENS;

B) TexXHosnorna npom3soctea C onncaHnem cTagumn npon3BoacTBa U MeETOOO0B KOHTPOJIA Ha BCeX CTaauax
npon3BOACTBa,

r) onucaHue pa3paboTku npoLecca NPon3BOACTBa;
A) ONUCaHne KOHTPOIIS KPUTMYECKNX CTagun npoLecca NponsBoACcTBa U MPOMEXYTOYHON NPOaYKLNN;
€) JoKyMeHTanbHoe noaTeepxaeHve (Banuaaumns) npoLeccos u (Unn) Nx OLEeHKa;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3) XxapaKkTepucTuka npumecei;
1) cneundurkaumnsa Ha hapmaLeBTUYeCKyo cybcTaHUuIo n ee 060CHOBaHUE;

K) aHanMTu4eckne MeTOAMKM, UCMOSb3yeMble NMPU OCYLLECTBIEHUN KOHTPOMS kavecTBa dhapmaleBTU4ECKON
cybcTaHuuu;

n) [OKyMeHTanbHOoe MOATBEPXAEeHWe (Banvpauusl) aHanuMTUYeCKMX MEeTOAMK, WCMOoNb3yeMblX Npwu
OCYLLECTBINEHUN KOHTPOISA Ka4yecTBa hapmaLeBTUYECKON CybCcTaHLuK;

M) pe3ynbTaTbl aHanu3a cepuit hapMaLleBTUYECKON cybCcTaHLuK;

H) nepe4vyeHb CTaHOAPTHbIX 06pa3u,0|3 mnn BewecTB, WUCNOJNb3yeMbIX MNpPU OCYLLECTBIIEHUN KOHTPOIA
Ka4vyecTBa,

0) onMcaHne XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTeEpUarnoB U YKYMOPOYHbIX CPEACTB;
n) AaHHblE O CTAbUNBHOCTM hapMaLEeBTUYECKON CyDCTaHLMK;
P) CPOK rofHOCTMU;

4) [OKYMEeHT, cofepXalun cBedeHuss O perucrpauuvM Mpou3BOAUTENSA JeKapCTBEHHbIX CpeacTB AN
MEAMLMHCKOrO TMNPUMEHEHWs B KayecTBe HamnoronnartenbluMka B CTpaHe pernctpauuu (4ns pOCCUMICKMX
IOPUANYECKUX NUL, - MAESHTUMUKALNOHHBLIN HOMep Hanoronnatenswuka (MHH), ona mHocTpaHHbIX Iopuandeckmnx
nMy - cTpaHa perucTpauun, HauMeHOBaHWE pPEerucTpupyloLwero opraHa, PerucTpaumoHHbIA HOMep, Koa
HarnoronnaTenbLLMKa B CTpaHe peructpauuv (MHKoprnopauum) Uim ero aHanor).

(n. 4 BBegeH PeneparnbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peq. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-93 (peg. 13.07.2015))

3. ns npoBedeHWst 3KCMepTU3bl KadecTBa ykasaHHOW B 4YacTu 1 HacTosilen cTaTbi hapmaleBTUYECKOn
cybcTaHuuM 3asiBUTENb HanpaBnsdeT NOCPEeACTBOM €AMHOro noprtana B YMOMHOMOYEHHbIM defepanbHblid opraH
WCNONMHUTENBHON BRAcTM WU JNWYHbIA KaOMHET YMOMHOMOYEHHOro deaepansHOro opraHa WCMONTHUTENbHOM
BNacTun B eduUHON CUCTEME:

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

1) 3asgBneHMe O BKMNIOYEHUUM B TOCYOApPCTBEHHbIA peecTp feKapCTBEHHbIX CPeacTB  AaHHOW
dapmaLeBTUYEeCKon cyocTaHumm, NOANUCAHHOE YCUNEHHON KBanMULMPOBaHHOM 3NIEKTPOHHOW NOAMUCHIO;
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) pekBu3UTbl AOKYMEHTa, MOATBEPXAAloLero ynnaty roCygapCTBEHHOW MOLUMMHbI 3a BKMAOYEHWE B
rocyJapCTBEHHbI PeecTp INeKapCTBEHHbIX CpPeAcTB dapmaleBTudeckon cybcTaHuun, npou3BeeHHOW Ans
peanu3auuu, Nnbo No coGCTBEHHOW UHMLMATMBE YKa3aHHbIN OOKYMEHT. YMNONMHOMOYEHHbIM deaepanbHbIil opraH
NCMNONMHUTENBLHOW BracTu npoBepsieT dakT ynnaTbl rocy4apCTBEHHON MOLUNUHBLI 3asiBUTENEM C UCMOSb30BaHUEM
nHdpopmaumm o6 ynnate rocygapCTBEHHOW MOLWWMMHbLI, cofepxallencsa B focyaapcTBEHHON MHAOPMAaLMOHHON
cUCTEME O TOCYLAPCTBEHHBIX W MYyHMUMNANbHbIX MraTexax, Ha OCHOBaHMW MpeaCTaBrEHHbLIX 3asiBUTENEM
PEKBU3NTOB LOKYMEHTA, NOATBEPKAAOLLErO ynnaTy rocyaapCTBEHHON MOLUSNHbI;

(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 30.01.2024 N 1-93)

3) OOKYMEHTbI, YKa3aHHbI€ B 4acTu 2 HACTOsILLEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHWe O Bbidade paspeweHuss Ha BBO3 B Poccuiickyto Pegepaumio KOHKpPETHOW napTum
He3aperMcTPUpoOBaHHOTO NeKapCTBEHHOIO CPEACTBA, NPeAHa3HaYeHHOro Ans NpoBeaeHns yKasaHHON IKCNepTusbl.
(n. 4 BBegeH ®egeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBneHus C 3asiBNEHNEM O BKIIOYEHMMN B TOCYAaPCTBEHHbIN PeecTp NeKapCTBEHHbIX
cpeacTB dpapmaleBTMYecKon cybcTaHuMK BbliAaBaeMbIxX (MPeaocTaBnsemMblx) YyNnofHOMOYEHHbIMU dheaepanbHbIMy
opraHamu UCMNOMHUTENBHOW BNacTu OOKYMEHTOB (CBeOEeHWN), yKkadaHHbIX B MyHKTax 1 v 2 yactu 2 HacTosiwen
cTaTbW, YMNOSTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMNOMHUTENBHOW BriacTU 3anpalwmBaeT yKasaHHble OOKYMEHTbI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(cBegeHus) B nopsaake MeXBeaoMCTBEHHONO MHPOPMAaLIMOHHOIO B3aMMOAENCTBYS.
(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-903; B pen. degepanbHoro 3akoHa OT
30.01.2024 N 1-03)

4. B TeyeHve naTu paboumx OHEN CO OHA NPUHATUA 3asiBNEHUS O BKMOYEHWW yKa3aHHOM B 4vactm 1
HacTosilen ctaTbM hapmaueBTUYECKON cybCTaHUMM B rocygapCTBEHHbIN pPeecTp NEKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, NepeyvncrieHHbIX B YacTn 1 1 NyHKTe 2 YyacTu 3 HacTosLWEN cTaTbu, YNOHOMOYEHHbIN dheaeparnbHbii
opraH UCNONIHUTENBHOW BNACTU:

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-93)

1) NPOBOAWT NPOBEPKY MOSIHOTbLI U JOCTOBEPHOCTU AAHHLIX, COAEpPXaLLUXCA B NpeacTaBNeHHbIX 3asiBUTENEM
[OKYMEHTaXx;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NnpyHUMaeT peLUeHne O HanpaBfieHUW B IKCMEPTHOE yuYpexaeHue 3afaHus Ha NpoBedeHMe 3KCnepTu3bl
KayecTBa ykasaHHOW B 4acTu 1 HacTosiwen ctatbn apmaueBTudeckon cybcTaHuum unm ob oTkase B TakoM
HanpasneHuu;

3) HanpaBndeTr B JNMYHbLIA KabWHET 3adABuTens B eOuHOW CUCTEME MOoAMWCaHHOE  YCUITEHHON
KBanMnUMPOBaHHOM 3NEKTPOHHON MOAMNWCLI0 yBEAOMIEHWe O MPUHATOM peLleHnd Mnu B Ccrlyyae OTkasa C
yKasaHvWeMm MpUyYnH Takoro otkasa.

(B peq. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

4.1. B cnyyae BbISiBMEHUS HeOOCTOBEPHOCTM WU (MfM) HEOOCTaTOYHOCTU CBEAEHWWA, COAEpXKalUMXCH B
npeacTaBneHHbIX 3asBMTeneM martepmanax, YNoNHOMOYEHHbIV dhedeparnbHbIi OpraH WUCMNOMHUTENbHON BRAacTu
HanpaBnsieT 3asABUTENO MOCPEACTBOM €AMHOro mopTtana WM B fMYHbIA kKabuHeT 3aaBUTENs B eAUHOW cucteme
3anpoc 06 YTOYHEHWM YKasaHHbIX CBEAEHWN, MOAMNWCAHHBLIA YCUNIEHHON KBannUUMPOBAHHOW 3NEKTPOHHOW
noanuchbHo.

(4yacTb 4.1 B peq. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HanpaBWTb NOCPEACTBOM €AMHOrO noprtana B YMOSIHOMOYEHHbIV doedeparbHbIN
OpraH UCMOMHUTENbHOW BRAcTU U MWYHBIN KabuHET YyNnoNHOMOYEHHOro dheaepanbHOro opraHa UCNOMHUTENbHON
BNactTm B eAWHOW CUCTEME NOAMUCAHHBLIA YCUNEHHOW KBannguuMpoBaHHOMW 3MEKTPOHHOW MNOAMUCHI0 OTBET Ha
3anpoc ynonHOMOYEHHOro dpeepansHoro opraHa UCNONMHUTENBHOM BNAacTy B CPOK, HE NPeBbILALMIN AeBAHOCTa
pabounx [OHEeW CO OHA MOMyyYeHus YMNONHOMOYEHHbIM dbefepanbHblM  OpPraHoM MCMOMHUTENBHOW BRAcTu
3NEeKTPOHHOro yBeJOMMEHMUS O MoMyYeHun 3agaBuTenemM gaHHoro 3anpoca. Cpok, ykasaHHbIN B YacTu 4 HacTosLen
cTaTbW, NPUOCTaHaBNMBAaETCA CO AHS HanpaBfeHus 3asBUTEN0 MOCPEeACTBOM €AMHOro noprana unu B NUYHbIN
KabuHeT 3asiBMTENst B €OQMHOM CUCTEME 3anpoca YMNorHOMOYEHHOro deepanbHOro opraHa WMCNONHUTENbHOM
BNacTu OO OHSA HanpaBreHus 3asBuTenem nocpefcTBOM €AMHOro noptana B YNOMHOMOYEHHbIM deaeparnbHbli
OpraH UCMOMHUTENbHOW BRAcTU U MWYHBIN kKabuHET YyNoNHOMOYEHHOro dheaepanbHOro opraHa UCNOMHUTENbHON
BMacTu B €4MHOW CUCTEME OTBeTa Ha OaHHbI 3anpoc U He Yy4MTbIBAeTCS MPY UCYMUCIIEHMU CPOKa 3KCMepTusbl
KayecTtBa (pbapmMaLeBTU4EeCKOn cybCTaHLuM, NPOM3BEAEHHON ANS peanu3aumu.

(vacTb 4.2 B pen. PepnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMeM AN OTKasa B HafnpaBfeHWM B 3KCMEPTHOE Y4YpexAaeHWe 3agaHus Ha MpoBedeHue
9KCMepTW3bl KadecTBa ykas3aHHOW B 4acTu 1 HacTosuwen craTbu apmaueBTMHecKon cybcTaHumMm siBnsieTcs
HenpeacTaBneHve [OOKYMEHTOB, YKasaHHbIX B 4acTW 2 HacTosilen cTaTbW, OTCYTCTBME WH(Oopmauuu,
noaTeBepxaarollen akT ynnatbl rocydapCTBEHHOW MOLUMWHbBI 3@ BKIKOYEHWEe dapMaueBTU4eckon cybctaHuuw,
npousBegeHHON AOns peanu3auun, B rOCYAapCTBEHHbI pPeecTp NeKapCTBeHHbIX CPeAcTB, HenpecTaBneHve
3asBUTENEM B YCTaAHOBMEHHbLIN CPOK OTBETa Ha YKasaHHbIn B 4Yactm 4.1 HacToswen craTtbu 3anpoc
YMNONMHOMOYEHHOro defepansHOro opraHa WCMNOMHUTENbHOW BracTV wWnuM NpeacTaBreHne [OKYMEHTOB, He
copepXalux ncHepnbiBaloLLEero nepeyHs HeobxoauMbIX CBEAEHNN.

(vacTb 5 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHne nsaTHaguaTn paboymx OHEW CO OHSA MONYYEHUS PELUEHUS YNMONMHOMOYEHHOro dheaepanbHoro
opraHa UCMOSHUTENBHOW BrAcTU O HanpaBfieHUy B SKCNEPTHOE yYpexaeHne 3afaHus Ha NpoBeaeHNe SKCnepTuabl
KayecTBa ykaszaHHOM B 4YacTu 1 HacTosLen ctaTtbh dhapmauleBTUYECKON CyOCTaHUMM 3asBUTENb NpeacTaBnsieT B
3KCMepTHOE YYpeXOaeHne ONnd MNpoBeAEeHUs OaHHOW 3JkcnepTu3bl obpasubl dhapmaueBTMYecKon cybcTaHuumn B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Konnyectse, HEOOXOAMMOM M1 BOCMPOM3BEAEHNS METOLOB KOHTPONSA KadecTBa. OKCMEPTHOE yupexaeHue npu
nony4yeHun obpasLoB ykaszaHHOW B YacTu 1 HacTosdwen ctatbn dapmMaLeBTUHECKON CyOGCTaHUmMmM B TOT Xe AeHb
HanpaBnseT B NUYHbIA KaOWHET 3asiBUTENS B €AMHON CUCTEME yBeoMMeHue, NOATBepXKaatoLLee nonyyeHne atmx
06pa3yoB. TN CPOKKN HE BKINIOYAKOTCS B CPOK NPOBEAEHNS AAaHHOMN AKCNEPTU3bI.

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 30.01.2024 N 1-93)

7. YTpatun cuny. - PegepanbHbivi 3akoH oT 30.01.2024 N 1-93.

8. B cpokK, He npeBbIWaLWUNn Nt pabounx gHen Co OHSA HanpasneHust NOCPeacTBOM eAMHOro noprana B
YMOMHOMOYEHHbIN  defepanbHbii OpraH WUCNOMHUTENbHOW BRactM MAW MUYHBIA KAabWHET YNONMHOMOYEHHOrO
defepanbHOro opraHa WCMNOMHUTENbHOW BRacTu B €4WHOM CUCTEME 3aKMYeHUs KOMUCCUM 3KCMEepPTOB MO
pesynbTaTtaM 3KCMepTU3bl KayecTBa yka3aHHOW B 4acTu 1 HacToswewn ctaTeu chapmaueBTUYecKon cybcTtaHumum,
YNOSTHOMOYEHHLIN dheaeparnbHbli OpraH NCNOMHUTENBHOW BNAcTU:

(B peq. PegepaneHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLLLECTBNSET OLLEHKY TaKOro 3aKrnoyeHus Ans onpeaeneHnst ero COOTBETCTBUS 3a4aHuio Ha NpoBedeHne
OaHHOW 3KCNepTU3bl;

2) npyHMMaeT pelleHWe O BKIIOYEeHWM YyKasaHHOW B 4acTu 1 HacTosiwen cTtatbu dapmaueBTUYeCcKon
cybGCTaHUUM B rocy4apCTBEHHbIN PEECTp NleKapCTBEHHbIX CPeACTB Unu pelleHne o6 oTkase B TAaKOM BKIHOYEHNM;

3) BHOCUT nNpW MPUHATMM pELIeHUss O BKITKOYEHUW YKasaHHOW B Yactu 1 HacTodAwen cratbu
dapmavneBTnyeckon cybcTtaHuumn B rocyaapCTBEHHbIV PEECTP NEKapCTBEHHbIX CPEACTB NPEAYCMOTPEHHYHO YaCTbiO
2 ctatbu 33 HacToswero ®egepanbHOro 3akoHa MHMOPMaUMIO U HanpasnseT 3adBUTErNo NOCPEACTBOM €4NHOro
noprana unu B NWYHbIA KabWHET 3asBMTENns B €AVHOW CUCTeMe BbINMWCKY W3 rOoCygapCTBEHHOro peectpa
nekapCTBEHHbIX CPeacTB.

(B peq. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-93, o1 30.01.2024 N 1-$3)

9. OcHoBaHVeM Angd oTkasa BO BKMIOYEHUU yKa3aHHOM B 4acTu 1 HacTosllen cTaTbu dapmaueBTUYECKOn
cybCcTaHUUN B rocyaapCTBEHHbIN PEeecTp NEeKapCTBEHHbIX CPEACTB SBMSIETCS 3aKYeHWe COOTBETCTBYHOLLENO
YNONIHOMOYEHHOro defiepanbHOro opraHa WMCMNOMHUTENBHOW BRacTM O TOM, YTO KayecTBO dhapMaueBTUYEeCKOM
cybcTaHuumM He NOATBEPXKOEHO MONMYYEHHBbIMU OAaHHBIMU.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHOM oT 22.10.2014 N 313-93; B pea. PegepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTca BKMYeHWe B [OCYAApCTBEHHbIA peecTp JleKapCTBEHHbIX CPeacTB  OOHOM
hapmaueBTMyeckon cybcTaHuumn, MNpou3BEeOEeHHON Ans peanu3auMn 1 BbiMyCKAEeMOW OZHMM W TeM Xe
npoussoguTenemM, B Buge AByx 1 bonee peecTpoBbIX 3anuncen.

(vacTb 10 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHue wn3MeHeHM B [AOKYMEHTbl Ha dapmaueBTUYecKylo CcybCcTaHumnio, NpPOU3BEAEHHYO A5is
peanu3aumy M BKITHOYEHHYIO B rOCY4APCTBEHHBIN PEecTp NEKapCTBEHHbLIX CPEACTB, OCYLLECTBASIETCA B MOpsAOKe,
ycTaHoBneHHoM cTtatbsimm 30 n 31 Hactosiero ®efepanbHOro 3akoHa, C ynnaTol rocyaapCTBEHHOWM MOLUSMHbI,
npenycMoTpeHHON 3akoHogaTenscTBoM Poccuiickon defepaumm o Hanorax n cbopax.

(vyactb 11 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: npumeyaHue.
O BO3MOXHOCTM ObpaLleHns hapMaLeBTUYECKON CyOCTaHLMKN, NCKITIOYEHHON 13 rocpeecTpa, cMm. Takke @3 ot
30.01.2024 N 1-93.

12. [onyckaeTca obpalweHne dapMaueBTUYeCKkon CcyOCcTaHUMM [0 MWCTEeYEeHUst CcpoKka TOL4HOCTH,
nNpou3BedeHHON ANA peanusauuu B TeYeHne CTa BOCbMWAECSTU AHEeW nocne Aatbl NPUHATUS YNONHOMOYEHHbIM
denepanbHbiM - OPraHoOM  MCMOSTHUTENBHOW BNAcTW  PELUEHUs O BHECEHWUM W3MEHEHWW B [OKYMEHTbl Ha
dapmMaLeBTNYECKYD CyOCTaHUMO, B COOTBETCTBMM C WHGOpMauMen, coaepxawencd B [AOKYMEHTax Ha
hapmaLeBTUYECKYIO CYOCTaHLMI0 A0 AaTbl NPUHATUS TAKOTO PELLUEHUS.

(vacTtb 12 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

13. PelueHne 06 UCKIOYEHMN M3 TOCYaapCTBEHHOTO peecTpa NeKkapCTBEHHbIX CPEACTB (dapMaLeBTNYECKoi
cyGcTaHuuM, MNPOU3BEAEHHON Ana peanusauuv, MNpUHMMAETCsl YMONHOMOYEHHbIM (hedeparnbHbiM - OpraHoM
NCMOSHWUTENbHOWN BNAcTK B Criy4ae:

1) npeacrtaeneHna COoOTBETCTBYHOLWMM YNONTHOMOYEHHbIM cbep,epaanblM OpraHom WCMNONHUTENbHON BNnacTu
3aKIml4YeHnAa O pucke wunn 00 yrpose Xu3Hn wunn 300pO0Bbl0 YeJioBEKa nnbo KMBOTHOTO npn mncnonb3oBaHuUn
JNTeKapCTBEHHOIo cpencTBea,;

2) HanpaBneHusi pas3paboTyMkoM JIeKapCTBEHHOrO CpeacTBa MMM NPOU3BOAUTENEM NEKAaPCTBEHHOMO
cpeactBa nNuG0  YNOMHOMOYEHHBIM UMW OPYrMM  HOpUAUYECcKMM NuLOM NOCpeacTBOM eOMHOro noprtana B
YMNONTHOMOYEHHbIN edepanbHbIil opraH MWCMONHUTENbHOW BRacT WAM NUYHbLIA KaBMHET YNONTHOMOYEHHOro
denepanbHOro  opraHa  WUCMOMHUTENbHOW BNactM B eOWHOM  cUCTeMe  MOAMUCAHHOMO  YCUNEHHOWN
KBanMULNPOBAHHON 3MEKTPOHHOW MOoAMNUCbI0 3asiBrieHnst 06 WCKIIYEeHUN W3 roCcydapCTBEHHOro peecTtpa
nekapcTBeHHbIX cpeAcTB hapMaLeBTUYECKON cybCcTaHLUMM, NPOU3BeAeHHON AN peanusaumu;

(n. 2 B peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpPaHAETCA Ha MPaBOOTHOLUEHWS, BO3HMKaOLME Npyu obpaLleHum
neKapCTBEHHbIX CPeACTB AN MmeanumHekoro npumMmeHerus (P3 ot 30.01.2024 N 1-93).

3) otcytcTBMA hapMaueBTUHeckon cybcTaHuuMu, Mpou3BedeHHOW AN peanu3auun, B obpalleHun B
Poccuiickonn degepauum B TeveHne Tpex 1 bonee ner.
(vacTb 13 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

Crtatba 35. YTpaTtuna cuny c 1 uions 2015 ropga. - ®egepanbHbii 3aKoH oT 22.12.2014 N 429-®3.

Cratbsa 36. O6xxanoBaHue peweHnsa 06 oTKase B Bblgaye paspeLwieHnsa Ha npoBegeHne KnMHN4YeCcKoro
uccnegoBaHuA rneKapcTtBeHHOro npenaparta, peleHusa 06 oTKaze B rocy.qapCTBeHHoﬁ perncrpauunmn
JNIeKapCTBeHHOro npenapartra, 3aknk4YeHnss KOMUCCUU IKCMNEepTOB IKCNEpPTHOro y4ypexgeHusa wnu
3aKnr4veHns coBeTa nNo 3TUKe

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

PelueHne cOOTBETCTBYIOLLEIO YNOMTHOMOYEHHOro oeaepanbHOro opraHa UCNoNIHUTENBHON BNnacTun ob oTkase
B BblJade paspelleHus Ha npoBedeHue KIMHUYECKOro uccrefoBaHUs JlekapCTBEHHOro npenaparta, pelleHue
YKa3aHHOro cegepanbHOro opraHa WCMNONHUTENbHOW Briactu 00 OTka3e B rOCYQapCTBEHHOW perucrpauuu
NneKkapcTBEHHOro npenaparta, 3akryeHue KOMUCCUM SKCMEepPTOB ISKCMEPTHOro YYpexAeHWa Wnn 3aknyveHue
coBeTa NoO 3TUKe MOXeT ObiTb 0OXamnoBaHO B Mopsgke, YCTAHOBMEHHOM 3akOHOOATENbCTBOM Poccunckom
depepaumn.  3aknoveHME  KOMUCCUMM  IKCMEPTOB  SKCMEPTHOrO  YUYPEXAEeHMs O  B3anMO3aMEHSIEMOCTU
NeKapCTBEHHbIX MpenapaToB ANst MEOULMHCKOrO MpUMEHeHMst NMnbo O TOM, YTO fleKapCTBEHHbIN MpenapaTt Ans
MEOMULMHCKOrO MPUMEHEHUS He SBMSETCS B3aMMO3aMEHSIEMbIM, MOXET ObiTb OOXanoBaHO gepXaTenem unm
BnagenbLeM perncTpauroHHOro yooCTOBEPEHUsI NeKapCTBEHHOro npenapaTa B YNONMHOMOYEHHbIM defeparbHbii
opraH MCMOJSIHUTENbHON BMNAacTW, KOTOPbLIA NPUBIIEKAET K PacCMOTPEHUIO YKa3aHHOW Kanobbl NOABEAOMCTBEHHbIE
€My Hay4yHble opraHusauuMum u obpasoBaTeNbHble OpraHvM3auuy BbiCLIEro 00pa3oBaHWs, OCYLLECTBAOLME
OeaTenbHOCTb B cdepe oOpalleHUss NEKApCTBEHHbLIX CPEeACTB. 3akmtoveHWe KOMUCCUM SKCMEPTOB 3SKCMEPTHOro
yupexaeHus, oopMreHHOe MO uToram nepecmoTpa OOXanoBaHHOrO 3aKMtoYeHUs 3KcrnepTa, MOXeT ObiTb
OCMOpPEHO AepxaTenem Unu BragesnbLeM PerncTpauuoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta nmbo
YMOMHOMOYEHHBIM MMM NULOM B MOpsigKe, YCTaHOBMEHHOM 3akoHogatenbcTBoM Poccuiickon depepaumun. MNpu
o0XanoBaHUM peLleHns YNoSIHOMOYEHHOIO dhedepanbHOro opraHa MWCMOMHUTENbHOW BracTh, 3akio4eHus
3KcnepTa UM KOMUCCUM 3KCMEPTOB IKCMEPTHOrO yuypexaeHus, 3akrnioveHWs coBeTa Mo 3TUKe AepxaTtenb unm
Bnageney permcTpauuoHHOro yaOCTOBEPEHMsI NEKAPCTBEHHOrO npenapata NMbo YNONMHOMOYEHHOE UMU NULO
BrpaBe npeacTaBuTb pesynbTaTbl SKCMEPTU3bl NEKapCTBEHHOro npenaparta, MpPOTOKONbl  MNOMYyYEeHHbIX
aKKpeaUTOBaHHbIMU UCMbITaTeNbHbIMK NabopaTopusiMm (LEHTpaMu) pe3yrnbTaToB UCCEeA0BaHWN, UCMbITAHUNA.
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. UHdopmauus, cBA3aHHaA C OCYLEeCTBIIEHMEM TFOCYyJapCTBEHHOW perucrpauum unm
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

perucTtpaumMm JneKapCTBEHHbIX MpenapaTtoB, WHGOPMaULMA O 3apPerMcTpPUpPOBaHHbLIX JIeKAPCTBEHHbIX
npenaparax U flekapCTBEeHHbIX NpenapaTax, UCKIYeHHbIX U3 rocyJapCTBEHHOro peecTpa fieKapCTBEHHbIX
cpeacTB

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1. COOTBETCTBYHOLWMIA YNOIHOMOYEHHbIA (beadepanbHbIi OpraH MCMNOMHUTENbHOW BRacTu pasmellaeT Ha
cBOeM ouumanbHOM canTe B ceTu "MIHTepHeT" MHopMaunio, CBA3aHHYIO C OCYLLECTBIIEHUEM FOCYOapCTBEHHOM
peructpaumMmM WnNu pernctpaumm JeKkapcTBEHHbIX MNpenapatoB, B TOM 4WCrne MNpOBedEHVWEM 3KCNepTu3bl
nekapCcTBEHHbIX CpeacTB (BKM4Yas pesynbTatbl e€e MNpoBeAeHus), WHGopMaumMilo O 3aperMcTpupoBaHHbIX
NeKapCTBEHHbIX Mpenapatax W NekapCTBEHHbIX Mpenapartax, WCKMYEHHbIX W3 TOCY4apCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeACcTB, He Mo3gHee 4eM yepe3d NaATb paboumx AHEW CO OHSA MONyyYeHUs YNONHOMOYEHHbIM
deneparnbHbIM OpraHoOM MUCMOMHUTENBHOM BriacT COOTBETCTBYIOLLEN MHOpMaL UK.

(8 pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-03, o1 30.01.2024 N 1-$3)

2. Cpoku 1 nopsgok pasMeLLeHns ykasaHHOM B YacTu 1 HacTosiwen ctaTbM MHOPMaLun ycTaHaBnmBatoTCcs
YMOSIHOMOYEHHbIM dbefeparnbHbiM OpraHoM WcnonHUTeNbHOM Bractu. MHdopmauums, ykasaHHaa B 4vactn 1
HacTosALWEN cTaTbM, SIBNSIETCS OTKPbITOM M 0OLEOOCTYNHON M NPeAoCTaBnsieTCs 3aMHTepecoBaHHbLIM NULaM B
COOTBETCTBUM C 3aKoHogaTenbcTBOM Poccuiickon ®epgepaunu.

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

naea 7. KNMMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA, 0OTOBOP
OB X NMPOBEOEHUN, MPABA NMALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEOQOBAHUAX

Cratba 38. KnuHuyeckme wuccnepnoBaHMA JeKapCTBEHHbIX nNpenapartoB Ansa  MeAULMHCKOro
NpUMeHeHunA

1. KnuHnyeckune vccnegoBaHusa NekapCTBEHHbIX NpenapaToB Anst MEAULIMHCKOrO MPUMEHEHUS, B TOM YuUcne
MeXOyHapO4HbIE MHOrOLEHTPOBbIE, MHOTOLIEHTPOBbIE, MOCTPErMCTPALMOHHbIE, MPOBOAATCA B OOHOW WK
HECKOSNbKUX MEANLIMHCKUX OpraHu3aumnsax B Crnegylowmnx Lensx:

(B pen. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-93)

1) yctaHoBneHue 6Ge30nacHOCTM NeKapCTBEHHbIX MNpenapaTtoB Ans 300poBbix AobpoBonbueB U (M)
NepeHoCMOCTU WX 340pPOBbIMM A0OPOBOMbLAMM, 33 WCKIIOYEHMEM Takux WCCrefoBaHWUN FeKapCTBEHHbIX
npenapaTos, NpoM3BeAeHHbIX 3a npeaenamu Poccuiickon ®epepaunu;

2) noabop onTUManbHbIX AO3VMPOBOK NEKapCTBEHHOrO Npenapata M Kypca fedeHus Ans nauueHToB C
onpegeneHHblM  3aboneBaHueM, ONTUManbHbIX 003 W CXeM  BaKyuMHauuM  UMMYHOBUOMOrm4yeckumm
nekapCcTBEeHHbIMU NpenapaTamun 340pPoBbIX JOOPOBOSbLEB;

3) ycraHoBneHve 6e30MacHOCTV NeKapcTBEHHOro npenapata M ero 3dMEKTUBHOCTM AnA MauMeHTOB C
onpedeneHHbIM 3aboneBaHvWeM, NPoUNaKTUYEckon 3PdPEeKTUBHOCTM UMMYHOBMOMOrMYECKUX eKapCTBEHHbIX
npenapaToB AN 300POBbIX 106POBOMLLES;

4) n3y4yeHne BO3MOXHOCTU pacLUMpPEHUsT NokasaHWin AN MEeAMUUHCKOrO NPUMEHEHNSI U BbISIBIIEHUS paHee
HEN3BECTHbIX NOOOYHbIX AENCTBUIA 3apErMCTPUPOBAHHbIX NTIEKAPCTBEHHBIX NPenapaTos.

1.1. KnuHnyeckne nccnenoBaHms nekapcTBEHHbIX NpenapaTosB A58 MeQULMHCKOrO MPUMEHEHUS NMPOBOAATCH
B COOTBETCTBMM C [MpaBuraMu Haanexawienh KIMHUYECKOW nNpakTuKM, yTBepXAeHHbiMu EBpasuiickoin
3KOHOMUYECKOWN KOMUCCUEN.
(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

2. B oTHOweHMM BOCNPOM3BEOEHHBIX JIEKAPCTBEHHbIX MpenapaTtoB AJ19 MEOULUHCKOrO MNPUMEHEHWUSs]
NPOBOAATCA WCCnefoBaHUss OWMOSKBMBANEHTHOCTM W (MNM) TepaneBTUYECKON SKBMBANEHTHOCTM B MOPSAKe,
YCTaHOBMEHHOM akTamu, cocTaBnsiiowmmm npaso Cotosa.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3. Opl’aHVI3aLI,I/II'O npoBeaeHnA KIMHNYEeCKnX nccrnenoBaHui NeKapCTBEHHOro npenaparta gnda meguumHCKoro
npnMmeHeHna Bnpase OCYLLEeCTBNATh!:

1) pa3paboTunk nekapcTBEHHOro NpenapaTa Unu ynoHOMOYEHHOE UM NULLO;

2) o6pasoBaTenbHble OpraHuM3aumMM  Bbicllero  obpasoBaHWsi, OpraHuMsauun  AOMOSHUTENBHOMO
npodeccrnoHanbHoOro o6pasoBaHus;
(n. 2 B peq. ®enepansHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4yHble opraHm3auuu.
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. KnuHnyeckne nccnegoBaHna fekapCcTBEHHOro npenapaTta AN MeauUMHCKOro NpYMEHeHUs MpoBoAasTCA
Ha OCHOBaHWM paspelieHnss Ha npoBedeHMEe KIMHWYECKOro WCCneaoBaHWs NeKkapCcTBEHHOro mnpenapara,
BbIJAHHOIO  YMOMHOMOYEHHbIM  (begepanbHbiM — OPraHOM  UCMOMHUTENbHOW  BnacTu.  YNONMHOMOYEHHbIN
defepanbHbIl  OpraH MCMONHWUTENbHOW BNacTu BeAeT peecTp BblAaHHbIX pPaspelleHuin Ha npoBedeHue
KMMHWYECKNX WUCCNEeAOBaHWA fekapCTBEHHOro npenapaTa, CoAepXalMh ykasaHue Ha uX uenb Whiu uenu, B
YCTaHOBMIEHHOM 3TUM OpPraHoM nopsiake.
(B pen. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

5. YTtpatun cuny c 1 nions 2015 roga. - PegepanbHblii 3akoH oT 22.12.2014 N 429-03.

6.K OopraHusauunn nposeaeHna KInMHNYeCKnxX nccrnegoBaHmin NekapCTBeHHOro npenaparta ana megununHCcKoro
NnpuMeHeHunsA pa3pa6OT‘-IVIKOM JNIeKapCTBEHHOIo npenaparta MOryT npuBJiiekaTbCA Opuand4eckme nuua nobowm
OpraHVI3aLI,I/IOHHO-ﬂpaBOBOI7I (*)OprI npu ycnosuun obecneyeHns COOTBETCTBUS 3TUX MUCCNeaoBaHUi Tpe60BaHMFIM
HacToduiero CDe/:l,epaanoro 3aKOHa.

7. YTpatun cuny. - PegepanbHbivt 3akoH oT 30.01.2024 N 1-93.

8. lMepeyeHb MeOWLIMHCKMX OpraHuM3auui, MNpoBOAALLMX KIMHUYECKME WCCNEAOBaHUS JEeKapCTBEHHbIX
npenapaToB ANs MEOMULUHCKOrO MPUMEHEHMUS, N pPeecTp BblOaHHbIX pa3pelleHuii Ha NpoBefeHME KITMHUYECKNX
NCCreoBaHUM  NEeKapCTBEHHbIX  MpenapaTtoB  OMyGnMKOBLIBAOTCA U pasMellalTcs  YNONHOMOYEHHBLIM
deneparnbHbIM OpraHoM UCMOMHUTENBHOW BNacT B YCTAHOBIIEHHOM UM NoOpsigKe Ha CBOEM ouLManbHOM CanTe B
cetn "UHtepHeT".

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlntoc: npumeyaHue.
MonoxeHus cT. 39 (B pea. 3 o1 30.01.2024 N 1-d3), kacatoLumecs NpegocTaBrieHns roc. ycryr nocpeacTsom
€ANHON CUCTEMbI U (MNK) eguHoro noptana, npumeHsitotes ¢ 01.01.2025.

Cratbsa 39. PeweHne o npoBegeHUN KIMHMYECKOro UCCriefoBaHusl NieKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpMMeHeHus

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

1. KnuHnyeckoe uccrniegoBaHne nekapcTBEHHOro npenaparta ans MeauUMHCKOro NpUMEHEHUst NpoBoaNTCS
Ha OCHOBaHUW paspelleHUss Ha npoBedeHMe KIMHUYECKOro WccrneaoBaHWs NekapcTBEHHOro npenapaTa,
BblOAHHOIO YNONIHOMOYEHHbIM dbefeparnbHbIM OpraHoOM WCMONHMTENbHOW BracTV NO pesynbTaTtam aKcnepTusbl
[OKYMEHTOB, HEOGXOAMMbIX [AONs TMONyYeHUs paspelleHus Ha npoBedeHune KIMHUYECKOro WccrnedoBaHus
neKkapcTBEHHOro npenapaTa 1 3TUYECKON SKCNepTU3bI.

2. Ins nony4eHus paspelleHnst Ha NPOBEAEHME KITMHUYECKOro UCCneoBaHMs NekapCTBEHHOro npenapaTa
ONnst MeJUUMHCKOTO NMPUMEHEHWsT 3asiBUTENb HarnpaBnsieT NOCPEeACTBOM €AMHOro rnopTana B YNOSHOMOYEHHbIN
denepanbHbI OpraH UCMOMHUTENBHOW BNACTU UMM NINYHLIA KaOWHET YNONIHOMOYEHHOrO dhefepanbHOro opraHa
NCNONHUTENbHOW BNacTu B eANHON CUCTEME:
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

1) 3asBneHue O BblJaye pas3pelleHVNs Ha MpPOBEAEHNE KITMHWYECKOrO0 WCCreoBaHUsl MeKapCTBEHHOMO
npenapata Ans MeOMULMHCKOrO MNPUMEHEHWsl, NOAMWCAHHOE YCUIEHHOW KBannuLMPOBAHHOW SMEKTPOHHOMN
noannckIo;

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) ytpatun cuny. - ®egepanbHbint 3akoH oT 30.01.2024 N 1-93;

3) NPOTOKOJT KIMTMHNYECKOIro nccriegoBaHuA nekapCTtBeHHOro npenaparta and MeguumnHCKOro npuMeHeHun4;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B n. 4 4. 2 cT. 39 BHOcATCA n3ameHeHus (®3 ot 30.01.2024 N 1-d3). Cm. OyayLLyto pegakumio.

4) 6poLuopy uccrnegoBarens;
5) MHpOPMAaLMOHHBIV MUCTOK NaLUMNEHTa;

6) cBegeHnst 06 onbiTe paboTbl MccrnegoBaTenen MO COOTBETCTBYHLUMM CrEUManbHOCTAM U UX OMbITe
paboTkl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeaoBaHUNg;

7) - 8) ytpatunu cuny. - degepaneHbivi 3akoH oT 30.01.2024 N 1-93;

9) KON aorosopa ob6s13aTenpHOro CTpaxoBaHusd, 3aKni4YeHHOro B COOTBETCTBUMN C TUNOBLIMU MpaBuiaMu
obazarenbHoro CTpaxoBaHuA, C yKazaHuem npep,eanoﬁ YNCNEHHOCTU NaumneHTOoB, y4acTBYOLWNX B KITMHNYECKOM
nccnenoosaHM nekapCTBeHHOro npenapata and MeamunHCKoOro npuMeHeHus;

KoHcynbTaHTlntoc: npyumeyaHue.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHOocATCA n3meHeHus (P3 o1 30.01.2024 N 1-®3). Cm. OyayLLyto pegakuuio.

10) Mchopmau,mo O COCTaBe NniekapCTBEeHHOro npenaparta anda MmeamumHCKOro npuMeHeHus;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B n. 11 4. 2 cT. 39 BHocATCA n3ameHeHus (P3 ot 30.01.2024 N 1-®3). Cm. OyayLLyto pegakumio.

11) [QOKYMEHT, COCTaBMNEHHbIN MPOM3BOAUTENEM JIEKAPCTBEHHOrO npenapata Ans  MeguuUMHCKOro
NMPUMEHEHMSI U coepXalluii MoKkasaTenu (XapakTepucTuKK), a Takke CBEAEHUS O NeKapCTBEHHOM MpenapaTe Ans
MeOULMHCKOrO NPUMEHEHWs!, NPOM3BeAeHHOM Ansi NPOBEAEHUS KITUHUYECKUX UCCIeaOoBaHUIA;

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 4. 2 ct. 39 gononHsaetca n. 11.1 (®3 ot 30.01.2024 N 1-®3). Cm. ByayLLy0 pegakuumio.

12) cBefeHus o paTe NPeOOCTaBMEHUS W PErNCTPaLUMOHHOM HOMEPE JIULEH3UM Ha MNPOM3BOLCTBO
nekapCTBEHHbIX CPEeACTB B Cryyae, €CnvM MpOM3BOACTBO JleKapCTBEHHOrO npenaparta OCyWecTBMAseTca B
Poccuiickon ®epepauun, nnn OOKYMEHT, COAEPXaLUN CBEAEHMS O AaTe NpegoCTaBleHNs U PermcTpauuoHHOM
HOMEpe 3akIyYeHMss O COOTBETCTBUM MPOM3IBOAUTENSI JIEKApPCTBEHHOro Mpenaparta TpeboBaHuMAM npaBun
Hagnexawlem npoOuM3BOLACTBEHHOW  MPAKTMKK,  NPEOOCTABIIEHHOrO  YMOJTHOMOYEHHBIM  OpPraHoOM  CTpaHbl
Npov3BOAUTENS NEKapCTBEHHOrO npenapara.

(B pen. PepepanbHbix 3akoHoB OT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03, o1 30.01.2024 N 1-93)

2.1. CBefeHus, noaTeepxaatolime pakT ynnaTbl rocyAapCTBEHHOW MOLUMNUHBI 32 NpOBedeHne 3TUYECKOM
3KCNepTM3bl, IKCNEPTU3bI JOKYMEHTOB Ha NIEKAPCTBEHHLIN Npenapart AN NonyyYyeHus paspeLleHns Ha NpoBeaeHne
KNMUHUYECKOTO WCCNEeAOBaHNSA JIEKAPCTBEHHOro npenapata Ans MeAMUMHCKOrO MNPUMEHEHUs, 3a Bblgavy
paspelleHnss Ha MnpoBefeHUEe KITMHUYECKOTrO MWCCIefoBaHust JIEKapCTBEHHOro npenapata Ans MegULUHCKOro
NPUMEHEHMS, 3a NPOBEAEHME SKCNEPTU3bl AOKYMEHTOB Ha NIEKAPCTBEHHLIN NpenapaT Ans nonyydeHns paspeLueHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Ha npoBedeHMe MeXOyHapoO4HOro MHOFOLEHTPOBOro KMMHMYECKOrO MCCNeAoBaHUS NeKkapCcTBEHHOro npenapara
ONs MeOMLMHCKOro NMpUMEHEHMUs, 3a Bbldayy paspelleHusl Ha NpoBefeHue MeXAyHapOAHOro MHOroLEeHTPOBOro
KNMHUYECKOTO WCCMNeAOBaHUSA NeKapCTBEHHOro npenapaTta Ans MeOULUMHCKOro MpUMEHEHUs, 3a npoBedeHue
3TUYECKON IKCMEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NEKapCTBEHHbIM npenapaTt Ans NOoMyvyeHus paspeLleHus Ha
NpoBedeHNEe  MOCTPErnmcTpaLMoOHHOINO  KIIMHWYECKOrOo  MCCMEedOBaHMSA  NEeKapCTBEHHOro  npenapata Ans
MEeOMLMHCKOrO MPUYMEHEHWs, 3a Bblgavy paspelleHusl Ha MpOBEAEeHMEe MNOCTPErMcTpPauMOHHOIO KIMHUYECKOro
nccrnegoBaHusl NekapCTBEHHOMO npenapaTa And MeauUMHCKOro NPUMEHEHUs], a Takke CBeOeHUs O BbldaBaeMblX
(MpepocTaBnsemMbix) YNOMHOMOYEHHbIMWU bedepanbHbIMM - OpraHaMmy  UCMOSNHUTENbHOW BriacTu  LOKYMEHTax
(cBeOeHusix), ykasaHHbIX B MyHKTe 12 4yacTm 2 HacTosilen cTaTbW, YMNOSIHOMOYEHHbIA dedepanbHbii opraH
NCMNONMHUTENBbHOW BNacTy 3anpaluvBaeT B MOPSAKE MEXBEOOMCTBEHHOIO 3fIEKTPOHHOIO B3aUMOLENCTBUS.

(vactb 2.1 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He npeBblwawowmi Tpex pabounmx [OHEW CO [HA HanpaBneHuss B NWYHbIA  KabuHeT
YNOSTHOMOYEHHOro heaepanbHOro opraHa WCMONHUTENbLHOW BNacTM B €AMHOW CUCTEME YyKa3aHHOro B MyHkTe 1
YacTu 2 HacTosiLen cTaTbM 3asdABIEeHWs U HeobXoOMMbIX OOKYMEHTOB, YMONTHOMOYEHHbIN dhefepanbHbii opraH
NCMNONHUTENbHOW BNAacTu:

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBOAUT NPOBEPKY MNOJIHOTbl WU OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npenctaBli€HHbIX
3adaBuTenemM OOKyMeHTax;

2) npvHUMaeT peLleHne O MNPOBEAEHUM IKCMEepTM3bl LAOKYMEHTOB ANt MOMyYeHUs paspelleHust Ha
NpoBeAEHNE KIMHUYECKOTO WCCIENOBaHUA [eKapCTBEHHOro npenapaTta Ans MeaWLMHCKOTO MPUMEHEHUs U
3TUYECKON 3KCNepTU3bl Unn ob oTkase B NPOBEAEHUN YKa3aHHbIX 3KCMEPTUS;

3) HanpaBnsieT 3asiBUTENIO MOCPEACTBOM €AMHOro moptarna unm B NWYHbIA KabuHET 3aaBuTens B eOUHON
cucTeMe NoAnMMCaHHOE YCUITEHHON KBanuUUMPOBAHHOW SMEKTPOHHOM MOAMWUCHIO YyBEeOOMIIEHWE O MPUHATOM
pelleHnmn Nnbo B criydae NpuHATUA peLleHns 00 0TKase Takke C yka3aHueM NpUYrH Takoro 0TKasa;

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

4) HanpaBnseT B NINYHbIN KabUHET SKCMEePTHOroO yupexaeHus B eQUHON cCUCTeMe U NNYHbIA kKabuHeT coBeTa
no 9TWke 3ajaHWsa Ha MpoBedeHMe  COOTBETCTBYIOLLUMX  3KCMEepTU3,  MOANUCAHHbIE  YCUIEHHbIMM
KBannuUUUpOBaHHbLIMUN 3NEKTPOHHBLIMW MNOANNCAMMU.

(n. 4 B peq. PepgepansHoro 3akoHa ot 30.01.2024 N 1-93)

4. B cny4ae BbISBMEHWS HEMOMHOTbl W (MNM) HEOOCTOBEPHOCTM MHOpMauun, codepxallencs B
npeacTaBneHHbIX 3asBuTeneM OOKYMeHTaX, YNONMHOMOYEHHbIN defepanbHbIi opraH WUCMNOMHUTENbHOW Bractu
HanpaensieT B JIMYHbIA KaOVHET 3asiBUTENsA B €AMHOW cucTeMe 3anpoc 06 YTOYHEHWW yKazaHHOW MHdopmauuw,
NOANUCAHHbIN YCUINEHHON KBanNnUUMPOBAHHOW 3NEKTPOHHON Noanuckto. 3asBuTenb 0083aH HanpaBuTb B JINYHLIN
KaOvHEeT ynonHOMOYEHHOro dheaepanbHOro opraHa WUCMOMHUTENbHON BRacTM B €OMHOM CUCTEME MNOAMNUCAHHbLIN
YCUIEHHOWN KBanuuUMpPOBaHHOMW SMNEKTPOHHOM MNOAMUCLIO OTBET Ha 3anpoc YrNOrHOMOYEeHHOro denepansHoro
opraHa WCMNOMHUTENbHOW BRacTM B CPOK, He MpeBblllalowmi OeBAHOCTa paboumx OHEW CO OHSA MOony4vyeHus
YMOMHOMOYEHHbIM befieparnbHbIM OPraHoOM WCMOJNTHUTENBHOM BNACTU 3MEKTPOHHOrO YBEOOMIIEHUSI O MONyvYeHUn
3aaBuTenem 3anpoca. Cpok, yka3aHHbIN B YacTu 3 HacTosILEN cTaTby, NPUOCTAHABNMBAETCSA CO AHS HanpaBreHus
B JIMYHbIA KaOMHET 3asiBuTens B €OVMHOM CUCTeMe 3anpoca YMNONTHOMOYEHHOro dedepanbHOro opraHa
WCMNONMHUTENbHOW BNAacTM OO AHS HanpaBrieHWst B JIMYHbIA KaOMHET ynoNIHOMOYEeHHOro dedeparnbHOro opraHa
WCNONHUTENBHON BracTM B €AWHOW CUCTEME OTBEeTa Ha 3anpoc U He Yy4YuTbiBaeTCs MNpU MCYUCHEHMU CPOKa
NPUHATUSA  YNONTHOMOYEHHbIM befiepanbHbIM  OpPraHoOM UCMOMHUTENbHOW BMAcTU pelleHus O npoBedeHuu
3KCMepTM3bl [JOKYMEHTOB [Ans MOMyYeHUs paspelleHus Ha npoBefAeHUEe KIMHUYECKOro MccnegoBaHus
nekapcTBEHHOro npenapara ans MeauumuHCKOro NpUMeHeHus.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHueM [Ansi oTka3a B MPOBEOEHUMU SKCMEepPTM3bl LOKYMEHTOB Afsi MOMyYeHUs paspelleHust Ha
NpoBeAEHUE KIUMHUYECKOTO WCCIENOBaHUS [eKapCTBEHHOro npenapaTta Ans MeOWLUMHCKOTO MPUMEHEHUs U
3TUYECKON IKCMEPTU3bI ABNSETCA NPeACTaBNeHNe LOKYMEHTOB, NPEAYCMOTPEHHBIX YacTbio 2 HACTOsILLE CTaTby, B
HenonHom obbeme, HEMpPeACTaBMNeHWe 3asiBUTENEM B YCTAHOBIIEHHLIA CPOK OTBETa Ha yKa3aHHbI B Yactu 4
HacTOsILLEN CTaTbM 3anpoc YNonHOMOYEHHOro deepanbHOro opraHa UCNOSIHUTENbHOW BNacT nubo OTCyTCTBUE B
npeacTaBreHHbIX [AOKYMeHTax WcYeprnblBaloWwero nepeyHss HeobxoauMon uHGopMauuM Wi MHdopmauuw,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

KOTOpaaA [AdoJPKHa ObITb OTpaXxeHa B HUX, a TakKkKe OTCyTCTBue CBeﬂ,eHMVI, KOTOpble B p,aaneﬁLueM
NoATBEPXKAAKTCSA MOCPEACTBOM  MEXBEOOMCTBEHHOIO SMEKTPOHHOro B3aMMOAeucTBus, O (pakTe ynnatsbl
FOCy,EI,apCTBeHHOIZ NOoLnHbI 3a npoBeaeHne 3TUYecKomn QKCNepTu3bl, 3KCNEPTU3bl JOKYMEHTOB Ha HeKapCTBeHHbIVI
npenapart anda nony4vyeHua paspelleHna Ha nposegeHne KnmHn4eckoro ncerieqoBaHuna rnekapCcTtBeHHOro npenapara
AN MeOMUMHCKOrO MpUMEHEHMsl, 3a Bblgayvy paspelleHusi Ha MpOoBEeAEHWE KIMHWMYECKOro MccrnenoBaHus
niekapCTBEHHOro npenapata Ans MeAVMUMHCKOrO MPUMEHEHMWs, 3a NPOBEAEHME 3KCMepTM3bl AOKYMEHTOB Ha
nekapCTBEHHbIA NpenapaTt Ansi NofyyYeHust paspelleHusi Ha MNpoBedeHUE MEXAYHAapOOHOro MHOMOLIEHTPOBOro
KMMHMYECKOrO MCCRneaoBaHusl JEeKapCTBEHHOro npenapata Ans MeOWLMHCKOrO MpUMEHEHMsl, 3a Bblgady
paspeLUeHns Ha NPOBEAEHNE MEXAYHAPOAHOr0 MHOTOLIEHTPOBOMO KIIMHUYECKOrO UCCReaoBaHUs ekapCTBEHHOMO
npenapaTa gns MeaULMHCKOrO NPUMEHEHUs], 32 NPOBEAEHMNE STUYECKON SKCMEPTU3bI, IKCNEPTU3bI JOKYMEHTOB Ha
HeKapCTBeHHbIVI npenapar ana nonydYeHna paspelleHuna Ha nposefeHune noctperncTtpauuoHHOro KInHU4YeCcKoro
nccnenooBaHnA rnekapCTBeHHOro npenaparta gna MeauuuMHCKOro npuMeHeHuda, 3a Bblgady paspelleHna Ha
npoeegeHune nocTperncTpaumoHHOro KIMMHN4YeCKOoro nccnegoBaHMA NeKapCTBEHHOro npenaparta ana
MeONUNHCKOro npuMeHeHus.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

6. lNpoBeneHue akcnepTusbl OOKYMEHTOB AN MOMyYeHMs1 paspelleHnss Ha NpoBeAeHMEe KIMHUYECKOro
NccrnedoBaHUsl NeKapCTBEHHOro npenapata  Ans MeAWMUMHCKOrO MPUMEHEHUST UM 3TUYECKOM 3SKCnepTusbl,
COCTaBIiIEHME KOMMUCCUEW IKCMEPTOB M COBETOM MO 3TUKE 3aKIYEHUA O BO3MOXHOCTU WMIIN HEBO3MOXHOCTU
NpoBeaeHUs TaKOro KNMHMYECKOro uccnenoBaHus, nognnucaHne 3akniovyeHnin yCUneHHbIM1 KBanmuLnpoBaHHbIMN
3NEKTPOHHBIMU MOAMUCAMU W HanpaBfieHNe [OaHHbIX 3aKMYEHUA B NWYHbIA  KabWHET YNOSIHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHOW BNacTu B €4MHON CUCTEME OCYLLECTBIAKTCA B CPOK, HE NMPEBbILLIAKOLLNNA
ABaguaty natv paboumx gHEeN CO AHS HamnpaBfieHUs! B NUYHbIA KaOUHET 3KCMEPTHOro yypexneHus B eOuHON
cucTeMe 3adaHnst  YNOMHOMOYEHHOro chedepanbHOro oOpraHa MCMOMHUTENbHOW BRactu € MNPUNOXeEHNEM
DOKYMEHTOB, yKasaHHbIX B nyHkTax 3, 4, 10, 11 1 11.1 yactM 2 HacToswen cTaTtbl, U HanpaBneHus B fNYHbIN
KabuHeT coBeTa No 3TUKE B €eANHON cUCTeME 3aaHus YNOSTHOMOYEHHOTo doeaepanbHOro opraHa UCNONTHUTENBHOM
BNAcTU C NPUNOXEHNEM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 1 9 yacTun 2 HacTosiwen cTaTbu.

(4acTb 6 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. B cpok, He npeBblllaWUN Tpex pabounx [OHEeW CO [OHSA HanpaBfeHUst B JIMYHBLIA  KabuHeT
YNOSIHOMOYEHHOrO hefepanbHOro opraHa UCMNOSTHUTENBHOW BNacT B €ANHON CUCTEME 3aKITHOMEHUN, YKa3aHHbIX B
YacTu 6 HacTosILEen cTaTbu, YNOMHOMOYEHHbIN dheaepanbHbI OpraH UCMONHUTENBHOW BNAcTu:

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) OCYyLUEeCTBNIAET OUEeHKY NOCTynmMBLUUNX 3aKnYeHnn ans onpepgeneHna nUx coOoTBEeTCTBUA 3adaHUAM Ha
nposegeHne CoOoTBETCTBYHOLLNX 3KCNEPTU3;

2) MpUMHUMaEeT pelleHne O Bbldaye paspelleHns Ha MnpoBedeHUe KIMHUYECKOrO  MCcCnegoBaHus
NEeKapCTBEHHOro npenapaTta Ang MeOUUUHCKOrO MNpUMEHEHWSI, BHOCUT B PEEecTp BblAaHHbIX paspelleHui Ha
NpoOBEeAEHNE KIMMHWYECKUX WCCReOBaHUA JeKapCTBEHHOrO npenapaTa COOTBETCTBYHOLLYID MHGOpMauuio |
HanpaBnsieT NocpeacTBOM €4MHOro rnoprtana 3asBUTENo UNU B NINYHbIA KabUHET 3asBUTENS B €AMHOW cucteme
BbINMWUCKY W3 peecTpa BblAaHHbIX pas3peLleHM Ha MpOBeAEHWE KIMHWUYECKUX WCCNenoBaHWUA JeKapCTBEHHOrO
npenapaTta, NoANMCaHHYI YCUITEHHON KBaNnMUUNPOBaHHOWN 31IEKTPOHHON NOAMUCHID;

(n. 2 B peq. ®enepansHoro 3akoHa oT 30.01.2024 N 1-03)

3) npuvHUMaeT peleHne o6 OTkase B Bblgaye paspelleHus Ha NPOoBeAeHNe KIMHMYECKOro MCCneaoBaHus
NEeKapCTBEHHOro npenapata Ansi MeuUMHCKOro MPUMEHEHWsT M HanpaensieT NocpeacTBOM e€AMHOro noprana
3as8BUTENO0 UNN B NNYHBIN KAOWHET 3asBUTENS B €OMHOW CUCTEME AaHHOE peLleHue, NoanucaHHoe YCUIEHHOW
KBannuUMpoBaHHOWN 3NEKTPOHHON MOAMUCHIO, C YKazaHUeM MPUYMH OTKasa.

(n. 3 B peq. ®enepansHoro 3akoHa oT 30.01.2024 N 1-03)

8. OcHoBaHMeM pAnsa oTkasa B Bbljavye paspelleHuss Ha nposedeHue KIMHUYECKOro MccnefoBaHus
neKkapcTBEHHOro npenapata Ans MeAUUMHCKOrO MPUMEHEHUS SABMSETCH Hanuyue 3akmniovyeHus KOMUCCUU
3KCMEepPTOB UMW 3aKNiYeHUs coBeTa Mo 3TUKE O HEBO3MOXHOCTUM MNPOBEAEHUS KIMHMYECKOro MccnegoBaHus
NneKkapcTBEHHOro rnpenapata Ansa MeAuMUMHCKOro NPUMEHEHWs Mo pesynbTaTtamM MpoBeAEHHbIX 3KCNepTus,
NpeayCcMOTPEHHbIX YacTbio 6 HACTOSLLEN cTaTby.

9. PelweHune 06 oTkase B npoesegeHnn aKCnepTmn3bl JOKYMEHTOB A11A4 NoNy4YeHna pa3peLlleHna Ha nposeaeHumne
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

KIMMMHN4YEeCKOro wuccrneagoBaHna JnekapCTtBeHHOro npenapata and MeauumHCKOro npuMeHeHua w 3TN4Yeckon
QKCMNEPTU3bl N B Bblaaye pa3pelleHnda Ha npoBeaeHne KInnHMYeckoro nccrneaoBaHuna nekapcrBeHHOro npenaparta
ana MeguumHCKOro rnpuMeHeHuAa MOoXKeT OblTb 0OXanosaHoO B nopsaake, yCctaHOBJIEHHOM 3aKOHO4ATesIbCTBOM
Poccuiickon ®epepauun.

KoHcynbTaHTlnoc: npumevaHue.
MonoxeHna ct. 39.1 (B peg. ®3 ot 30.01.2024 N 1-®3), kacawowmecss nNpeaocTaBneHUs roc. ycnyr
NocpeacTBOM eAnHON cuctemsl, npumenstoTes ¢ 01.01.2025.

Cratbsa 39.1. 3TM4eckas aKkcnepTms3a
(BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

1. OTunueckas 9KCnepTn3a npoBoaAnUTCA COBETOM MNO 3TUKEe, COo3daHHbIM B nopAdgke, YCTaHOBJIEHHOM
YNOJTHOMOY€EHHbIM cpe,u,epaanblM opraHom NCMONHNTENBHOW BNAacTU, B LENSX BblOadn 3aKO4eHNst 06 3TUYECKON
060CHOBAHHOCTM BO3MOXHOCTH npoeeaeHna KIMHUYeCKOro wuccnegoBaHuA rnekapCTBeHHOro npenaparta angd
MeONUNHCKOro NnpuMeHeHus.

2. JkcnepTamm coBeTa No 3TUKe MOryT ObITb MpeacTaBuUTENU MEOULMHCKUX OpraHvM3auumn, Hay4vHbIX
opraHusauun, obpasoBaTenbHbIX OpraHu3auuii BeicLLero obpasoBaHusl, a Takke NpeacTaBUTENM OBLLIECTBEHHbIX
opraHusauuni, penMrmo3HbliX OpraHu3auuin U cCpeacTB MaccoBoW MHGOpMauuu. [aHHble aKcrnepTbl He OOSMKHbI
HaxoOUTbCA B KaKOW-IMOO 3aBMCMMOCTM OT pa3paboTuYMKOB TNEKapCTBEHHbIX MpenapaTtoB M OpYrvx nuu,
3aMHTEPECOBAHHbIX B pe3ynbTaTax 3TUYECKON IKCNEPTU3bI.

3. Onnata ycnyr aKkcnepToB COBETa MO 3TUKE OCYLLECTBNSAETCA Ha OCHOBAHWM [OroBOpa, 3aKMHOYEHHOro
MeXay YNONHOMOYEHHbIM hedeparibHbIM OpraHOM UCMOSHUTENBHOW BNAacTu, KOTOPbIM CO34aH COBET MO 3TUKE, U
9KCMepToOM coBeTa MO 3TUKe, 3a cYeT OMKEeTHbIX aCCUrHOBaHWW, MNPEeLYCMOTPEHHBLIX YMOMHOMOYEHHOMY
dheaepanbHOMy opraHy UCMOMHMUTENBHOW BNacTu, KOTOPbIM CO34aH COBET MO 3Tuke, B hefepansHoM GrogxeTe Ha
COOTBETCTBYWOLMIA rog Ha obecnevyeHne ero OesATENbHOCTM, B pasMepax, YCTAHOBIEHHbIX [MpaBUTENbCTBOM
Poccuinckon ®egepaumn.

4. 3KcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenscTBoM Poccuiickoin
depepauymm.

4.1. MNpn NpoBeAeHUN STUHECKOW IKCNEPTU3bl He JonyckaeTcs uctpeboBaHve aKCnepToM y 3asBuTtens nubo
MHbIX NUL MaTepuanoB, HeoOXOAMMbIX ONA MpoBeAeHMs 3TUYECKOW 3JkcnepTu3bl. B crydyae HegocTaTo4HOCTM
npeacTaBreHHbIX 3KCMepTy mMaTepuarnoB B fMYHbIA KabWHET 3asBWTENs B €OUHOW cUcTeMe YNOSIHOMOYEHHbIM
nMUOM coBeTa MO 3TUKE HampaBnseTcsd 3anpoc O npeacTaBrneHnM HeobxooumbiX MaTepuanos, NOAMMCaHHbLIN
pykoBoauTenem (ynosiHOMOYEHHbIM FIMLOM) COBETa NO 3TUKE C UCMONb30BaHNEM YCUITEHHON KBaNuguLMpoBaHHON
9MNEKTPOHHOW MOANUCK, a Takke HanpasBnseTcd yBegoMmneHme o6 ykasaHHOM 3anpoce B MWYHbIN KabuHeT
yNOfIHOMOYEHHOro dheeparnbHOro opraHa UCNOMHUTENBHOW BNacTn B €AMHON CUcTeme.
(vacTb 4.1 BBegeHa PegepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

4.2. 3asaBuTenb 0653aH HaNpPaBUTb B NNYHbIA KaOMHET coBeTa MO 3TUKE B €AWHOW CUCTEME MOAMUCAHHbIN
YCUNEHHOW KBanuUUMPOBAHHOW 3NEKTPOHHOW MOAMUCHI0 OTBET HA 3anpoc O NpeacTaBNeHUN HeobXoOoUMbIX
MaTepuarnoB COBETY MO 3TUKE B CPOK, HE NPEBbILIAOLWUA AeBAHOCTA pabounx OHEN CO OHSA NOJTYYEHUSA COBETOM MO
3TUKE 9NEKTPOHHOro yBe4OMIIEHUS O MOMyYeHUN 3asBUTENEM yKa3aHHOro 3anpoca. Bpema co gHsa HanpaBneHus
COBETOM MO 3TMKE B NNYHbLIN KAaOWHET 3asBUTENs B €OMHOW CUCTeMe 3anpoca O NpencTaBfieHnn HeobXOAMMBbIX
MaTepuanoB A0 OHS HaNpaBreHus 3asBUTENEM B NIUYHbLIN KAOMHET coBETa MO 3TUKE B €QUHOM CUCTEME OTBETA Ha
yKa3aHHbI 3arnpoc He Y4UTbIBAeTCs NPU MCYUCIIEHMM CPOKa NPOBEAEHNSA 3TUYECKOM IKCNEePTU3bI.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

5. CocTtaB coBeTa No aTWKe, MorioxeHne o6 3TOM coBeTe, MOPSAOK ero AesiTenbHOCTU, TpeboBaHus K
KBanuduKauum u onbiTy paboTbl MO SKCMNEPTHOW OLEHKe Hay4HbIX, MEOMUMHCKUX U ITUYECKUX acneKToB
KMUHUYECKUX WUCCNEAoBaHUA NeKapCTBEHHbIX Mpenaparos AN MEOMLVHCKOrO MpUMEHeHUs!, npeabasnsemble K
3KcrepTaM coBeTa Mo 3TuKe, NOPSAOK OpraHM3aunMu 1 NPoBeAEeHNs STUYECKON IKCMepTusbl, dhopma 3akmnioyeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

coBeTa MNno 3TUKe yCTaHaBIMMBAKTCA YNOJIHOMOYEHHbIM cbep,epaanblM opraHom McnonHuTensHon BnacTtu. Ymcno
HpeﬂCTaBMTeHeVI MeaNLNHCKNX OpFaHMSaLlMVI HEe MOXeT MnpeBbillaTb MOJIOBUHY OT obuwero uucna 3KCnepToB
coBeTa Mo 3TukKe.

6. MIHcbopMaums o cocTaBe coBeTa No 3TUKe, NnaHax ero paboTbl U TeKyLlen AesaTenbHOCTU pa3MeLlaeTcs
Ha odhmumanbHOM canTe YNOoNHOMOYEHHOro hedeparibHOro opraHa MCNONHUTENbHOW BNacTu B ceTn "MIHTepHeT" B
YCTaHOBMEHHOM VM MOpPSIAKE.

KoHcynbTaHTlnoc: npumeyaHue.
MonoxeHus cT1. 40 (B pen. ®3 ot 30.01.2024 N 1-d3), kacarowmecss NpeaoCTaBeHUs roc. ycrnyr nocpeacTBoOM
eanHom cuctemsl, npumeHsitotes ¢ 01.01.2025.

Cratba 40. [lpoBegeHue KIMHMYECKOrO WUCCNeAoOBaHMA JeKapCTBEHHOro npenapara Ansd
MeOULMHCKOro NpuMeHeHus

1. PykoBoauTenb MeOMUMHCKOW OpraHusauun, KoTopas npoBOAUT  KIWHWYECKOE UCCrnefoBaHue
nekapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEHeHMs, HasHadaeT uccrnegoBartens, OTBETCTBEHHOro 3a
npoBedeHne Takoro MCccrnefoBaHUs U MMeloLero neyebHylo cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAVMOMY
KIMMHWYECKOMY WMCCNedoBaHWMIO fleKapCTBEHHOro npenapaTa, Co cTaxem paboTbl MO nporpaMmmam KIMHUYECKUX
NccnefoBaHW NEKapCTBEHHbIX MpenapaTtoB He MeHee 4eM Tpy roga W Mo ero npeasiokeHuto HasHavaet
couccrnegosaTenen U3 yncna Bpaden 3Ton MeAULMHCKON opraHn3aunu.

(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Nccneposatenb ocywlecTBNAeT BbIOGOp NauueHToB, KOTOPbIE MO MEOULMHCKUM MOKa3aHUsM MOryT ObiTb
npuBreYeHbl K Yy4acTUO B KIIMHUYECKOM WCCMEeAOBaHUM NEKapCTBEHHOro npenapata Ans MeOULUHCKOro
NPUMEHEHMS.

3. WccnepoBatenb u couccnegoBateny O0MKHbI ObiTb O3HAKOMIIEHbI C pe3ynbTataMn OOKIMHNYECKOIro
nccnenoBaHMA nekapCTtBeHHOro cpeacrtBa, coaepXawmMuca B 6pomrope nccnegoBartend, NpPpoekTomMm npoToKkona
KINMMHNYECKOro wuccnenoBaHuA nekapCTBeHHOro npenaparta Aanda MeguuuHCKOro npuMeHeHus, pa3pa6OTaHHbIM
paapa60Tqvn<0M NekapCTBEHHOro npenapara UM WUHbIM HPUONYECKUM NULIOM, NpuUBJieKaeMbiM K opraHusauunun
npoeegeHna KIMHUYEeCKOro wuccneaoBaHua nekapCTBeHHOro npenapata and MeguunHCKOro npuMeHeHuda, u
OpyrumMmmn matepuanamMmm Takoro nccnegoBaHua.

3.1. PykoBogutenb MeauLMHCKOW OpraHu3auum B CpOK, He MpeBblllalWwmi Tpex pabounx AHen co AHS
Havyana nposefeHUs KIMHMYECKOro UCCNeaoBaHUsA NekapcTBEHHOro npenapara Ans MeguumHCKOro NpUMeHeHus,
coobuiaeT 06 3TOM B YMONMHOMOYEHHbIN hegepanbHbll OpraH UCMONHUTENbHOW BNacTu, BbiAaBLUMIA pa3peLleHne
Ha NpoBeJeHne Takoro nccriefoBaHns, No YCTaHOBEHHOW UM opme.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHvsauuu, OCYLIECTBMSOWMNE  OpraHn3aumio  MpPOBEAEHUs  KIMMHUYECKOrO  UCCredoBaHUs
NeKkapCTBEHHOro npenapara Ans MeAWULMHCKOrO NMPUMEHEHUs U yKasaHHble B 4YacTu 3 ctatbu 38 HacToswero
depnepanbHOro 3akoHa, B criyyae HeoOXO4MMOCTU BHECEHUSI U3BMEHEHMI B MPOTOKON KIMMHUYECKOro UCCreaoBaHus
NeKapCTBEHHOro npenapata Ans  MeOMUMHCKOro MpUMeHeHus coobwaloT 06 3ToM B YNOMHOMOYEHHbIN
defeparnbHbI OpraH UCNOJNTHUTENBHOW BNAcTW, BblAABLUMIA pas3peLleHre Ha NpoBeAeHME TaKOro MUCCrenoBaHus,
Nno yCTaHOBMEHHON UM dhopme.

(B peq. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma coobLeHns O BHECEHUN U3MEHEHU B NPOTOKON KIIMHUYECKOrO MCCeaoBaHWs nekapCTBEHHOMO
npenapaTa ans MeAMUUHCKOro NpUMEHeHUs A0MKHa coepxaTh cneayowmne ceefeHuns:

1) HaMMeHoBaHWe, MOEHTUUKALMOHHBIA HOMEP U laTa NPOTOKOMAa KIMMHUYECKOro UCCIef0BaHUs;
2) paTta BHECEHUSI UBMEHEHUI B MPOTOKOS KIMUHUYECKOTO UCCNeN0BaHNs;

3) HanMeHOoBaHME N MECTO HaXOXAEHUA 3aABUTENA,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

4) HaMMeHOBaHWe opraHnsaunn, NPUBMEYEHHO paspaboTYMKOM fIeKapCTBEHHOro npenapara K opraHusauum
NpoBeAeHUst KNMMHMYECKOro UccreaoBaHus (Npy Hanuumm);

5) HaMMeHoBaHNs MU MecTa HaXOXAEHWST MEeOULMHCKUX OpraHM3aunii, B KOTOPbIX NMPOBOAMTCS KIMHUYECKOE
nccnenoBaHue;

6) Aarta Bblaayn paspeleHnda Ha nposegeHne KinmHn4eckoro nceregoBaHnAa n Homep 3Toro paspeLleHns;

7) N3MEHEHUS, BHOCMMbIE B NPOTOKON KITMHUYECKOrO UCCNeaoBaHus.
(vacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He MpeBbIWaWmi ABaguaTtv BOCbMU paboumx OHEN CO OHS MONydeHus yKasaHHoro B yactu 4
HacTodALLEen cTaTby COOBLLEHNs, YNONMHOMOYEHHbIV (beepanbHbIi OpraH UCMOMHMTENbBHOW BNacTu paccMmaTpusaeT
370 coobLieHne B YCTaHOBMEHHOM MM MOPSAKe WM MPUHUMAET peLleHMe O BHECEHUU U3MEHEHMN B MPOTOKON
KMMHUYECKOr0 MCCnefoBaHns NekapCTBEHHOro npenaparta Ans MeguuuHCKOro npuMeHeHus mnun ob oTkase BO
BHECEHUM TakMx W3MEHEHWW, MOANNCAHHOE YCUITEHHOM KBanMdUUMPOBaHHOW 3NEKTPOHHOW MOAMUCHIO,
nocpeacTBOM HarnpaBreHUs COOTBETCTBYHOLLENO peLleHnsl B NMYHbIN kKabnHeT 3aaBuTenst B eanHon cucteme. Mpu
paccMOTPEHUN COOOLLEHNS O HEODXOOAMMOCTM BHECEHMS M3MEHEHWUA B MPOTOKON KIIMHWYECKOTO UCCeaoBaHus
NnekapCTBEHHOro npenaparta Afs MeauLMHCKOro NMPUMMEHEHMs B LENsiX OueHKM oOOCHOBaHHOCTW npeanaraembix
M3MEHEHWA W oMnpedeneHs CTeneHn pucka Ans NauMeHTOB, MPUHMMAKLWMX y4acTue B KIMHUYECKUX
NccrnenoBaHusix, YMOSTHOMOYEHHbIM befepanbHbiM  OpPraHoM UCMOMHMTENBHOW BRacTy MOTyT MpYBIEKaTbCS
3KCMepThbl COBETA MO 3TUKE U (MIN) SKCNEPTbI IKCMEPTHOIO Y4pEXOEHs.

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-93)

6. KnuHnyeckoe mccnegoBaHve nekapcTBEHHOro npenapata Ans MeOULUHCKOrO NMPYMEHEHUS MOXET ObITb
NPMOCTAHOBIIEHO WIM MPEKPaLLeHo, ecrnv B MpoLecce ero npoBedeHusl obHapyXeHa OnacHOCTb AN >KU3HW,
340pOBbs NaumeHToB. B criyyuae BO3HMKHOBEHUSA OMACHOCTW AN XWU3HW, 300POBbSA MauMeEHTa, y4acTBYOLLEro B
KNMHUYECKOM UCCneaoBaHUM fekapCcTBEHHOro npenapaTta Ang MeauuuHCKOro npuMeHeHus, uccrnegoBaTtenu
065a3aHbl NponHPOPMMNPOBaTbL 00 3TOM PYKOBOAMTENS MEAMLMHCKON OpraHM3aunyM U opraHn3aumio, nosyymBLLyiO
paspeLlleHne ynonHOMoOYeHHoro defeparnbHOro opraHa WCNONHUTENbHOW BNAcTU Ha OpraHusaumio npoBefeHust
KNMUHUYECKOrO MCCredoBaHUA JiekapCTBEHHOro npenapata. PelweHne 0 nNpUOCTaHOBAEHUN  KITUHUYECKOro
uccrnegoBaHus fieKapCTBEHHOro npenapaTta  Ans  MeauUMHCKOro MPUMEHEeHUs MpUHUMAaloT — pykoBoaMTENb
MELMLMHCKON opraHm3auuu n (Unu) opraHusauusd, nonyymslUas paspelleHne ynornHOMOYEHHOro deneparnbHOro
opraHa MCMOSMHUTENbHOM BIlaCTW Ha OpraHuM3auuio NPoBedeHUst KIMUHUYECKOro UCCnefoBaHUs fekapCTBEHHOro
npenapata Ansg MeOULMHCKOrO MPUMEHEHUs, pelleHne O MpeKkpalleHUn Takoro uccrefoBaHusa npuHUMaeT
YMOMHOMOYEHHbIW dhefepanbHbIl OpraH WUCMOSMIHUTENBHOM BMAacTUM Ha OCHOBAHWM COOOLLEHUA B MUCbMEHHON
dopme  pykoBoauTeENs  MEOWUMHCKOW  opraHvsauuMuM  Wnu  opraHusaums, nonydmBllas  paspelleHue
YMONMHOMOYEHHOro peepanbHOro opraHa UCNONHUTENBHOW BNACTU Ha OpraHusaumio NpoBefeHUs KIMHUYECKOro
nccnegoBaHUsa NekapcTBEHHOro npenapara aAnsg MeguuUHCKOro NpUMeHeHns.

7. B cpok, He npeBblwawWwuin nsatu paboynx AOHEN CO [HS 3aBepLUEHUS, MNPUOCTAHOBIIEHMS WU
npekpalleHnsa KIMHUYEeCKOro uccnefoBaHUsa JiekapCTBEHHOro npenapata Aand MeauuMHCKOro MNpuMEHEeHUs,
coobuweHne o6 3TOM HanpaBnsieTCs OpraHuM3auusiMu, ykasaHHbiMM B 4Yactu 3 cTtatbM 38 HacTosLero
depepanbHOro 3akoHa, B YNOJTHOMOYEHHbIN doefeparnbHbI OpraH UCMOSTHUTENBHOW BrIACTM MO YCTAHOBMEHHOW UM

dopme.

8. d>opma coobueHunst o 3aBepLeHnn, NpnocTaHoBIEHUN UMK NpPEeKpaLleHNN KIMMHNYEeCKOro nccneaoBaHunsa
NNeKapCTBEeHHOro npenaparta Anda MeamunHCKoro npuMeHeHna OofKHa coaepXxaThb:

1) MHopMaLUO O MEeOMUMHCKOM opraHvsaummM Unu MeguumMHCKUX OpraHuMsauusix, npoBOAUBLUUX AaHHOEe
nccrnenoBaHue;

2) onucaHve AaHHOro UCCNeaoBaHus;

3) paHHble wuccnepoBartens (amunus, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OIDKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMMaM  KIMHUYECKUX WCCIeLOBaHUA JIeKapCTBEHHbIX MNpenapaTos,
nepeyeHb KNMHUYECKUX UCCNeaoBaHUN NekapCTBEHHbIX NpenapaToB, B KOTOPbIX OH NpUHUMAan yyacTtue (neproabl
yyacTusl) B Ka4ecTBe nccrnegoBaTens unu couccrnenoBarens);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT AaHHOIO MWCCreaoBaHWs (3aBeplleHune, MNPUOCTaHOBIEHUE WNW MNpeKpalleHne [aHHOro
NCCNeaoBaHUs C ykasaHMEM MX MPUYMH U BNUSIHUS Ha OLIEHKY €ero pes3ynbTaToB, OOyl OUEHKYy pucka u
OXMOAeMoW MNonb3bl OT MPUMEHEHUSI UCCMEAyeMOro feKkapCTBEHHOro MpenapaTta, a Takke npeanoraraemble
AanbHenwmne OencTems).

8.1. MNpwn BbIABNEHUN henepanbHbIM OPraHOM MCMNOSNIHUTENbHOW BRacTW, OCYLLECTBRSOWMM YHKUMN MO
KOHTPOIO M HaA30py B cdepe 34paBOOXPaHEHUs, HapYLLEHUI NpaBui Haanexallen KnMHUYECKOW NpakTuKK npwm
NpoBeaeHUN KINMHUYECKOTO WCCReAOBaHWS FEeKapCTBEHHOro npenapara, BAUAKOWMX Ha MNOMHOTY W (Mnu)
OOCTOBEPHOCTb AaHHOIO KIMHUYECKOro MCCeAoBaHuWs, YKasdaHHbIN dhedeparnbHbIi OpraH UCMOMHUTENBHOW BNAacTu
npuocTaHaBNMBaeT NPoBeAeHNEe AaHHOMO KMMHUYECKOro UCCregoBaHUs U BbIHOCUT MEAWLMHCKOW OpraHnsauuu, B
KOTOpOM MNpOBOAWUTCS [OaHHOE KIMHUYEeCKoe MWccrnedoBaHue, npeanucaHne o6 yCTpaHeHWW BbISIBIEHHbIX
HapyweHun. pu HeycTpaHEeHUU MEeLVUUWHCKON OpraHv3auuen BbISIBMEHHbIX HAapyLEHWA B YCTaHOBIEHHbIA B
npegnucaHun  CpoK  ykas3aHHbI  dedepanbHbii  OpraH WCMONMHUTENbHOW BRAacTu MPUHMMAaEeT pelleHne o
npekpalwleHMn MNpoBEeAEHUS KITMHUYECKOrO WCCNedoBaHWs JIeKapCTBEHHOrO npenapata W HanpaBnsieT B
defepanbHbIl OpraH MCMNOMHUTENbHOW BNAacTW, OCYLIECTBASALWNA QyHKUUM NO BbIpaboTke u peanusauunu
rocy4apCTBEHHON MOMUTUKN M HOPMAaTUBHO-NPaBOBOMY PEryrnMpoBaHuio B cdhepe 30paBoOOXpaHeHWs, 3aknioyeHe
O BbISIBIEHM NPV MNPOBEAEHUN [AaHHOIO KIIMHUYECKOro WCCREeAOBaHUSA HapyleHMn MpaBun Hagnexailen
KNUHUYECKOWN MPaKTUKN A8 NPUHATUSA pelleHns 00 OTMEHE paspelleHust Ha OpraHnsaumilo NpoBeaeHUa OAHHOro
KNMUHUYECKOTO MCCneaoBaHnst € AaTbl MPUHATUS pPEeLleHMst O MPUOCTAHOBMEHWM MNPOBEAEHMST KIMMHUYECKOro
nccrnegoBaHus ekapcTBEHHOTO npenapara.

(vacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

8.2. Tpwn npoBefeHUU KIUHWYECKOrOo WCCNefoBaHWs IeKapCTBEHHOro npenapata Ans MefuuUHCKOro
NPMMEHEHWS B Cnydae YyTOYHEeHMs (M3MEeHeHWs) AaHHbIX, CoOOepXallnxcsa B pa3peLleHum Ha npoBeaeHne 4aHHOro
KMMHUYECKOr0 UCCRefoBaHUs, Ha OCHOBaHUW HamnpaBfEHHOTrO0 B  fWYHbIN  KabWHET  YNONHOMOYEHHOro
defepanbHOro opraHa WUCMNOMHMTENbHOW BNact B e€AMHON cucteMe obpalleHus 3adBuTens, noAnucaHHOro
YCUMNEHHOW KBanuuuupoBaHHON 3MNEKTPOHHOW MOAMUCHIO, C NPUIOXEHMEM MOTUBMPOBAHHOIO OBOCHOBAaHWS U
OOKYMEHTOB, noArBepXgalwmnx HeobXxoaMMOCTb YTOYHEHWS AaHHbIX, YNOMHOMOYEHHbIM dedepanbHbIl OpraH
MCMONHUTENbBHOW BracTy B CPOK, He NpeBbIllaloLLmMin ABaauati BOCbMU paboymx AHel Co OHS NOCTYNSeHNst Takoro
obpalleHnsi, BHOCUT U3MEHEHUsi B paspelleHne Ha MpoBedeHWe KIMHUYECKOro UCCReAOoBaHUsi fiekapCTBEHHOro
npenapaTta AN MeOMLUUHCKOro MPUMEHEHMS U peecTp BbiOaHHbIX paspelleHuin Ha npoBefeHue KIMMHNYECKNX
nccnefoBaHW NeKapCcTBEHHbIX NpenapatoB, a Takke HanpasnsieT B NWYHbIA kabuHeT 3asBuTens B €4MHON
cUCTeMe BbINMUCKY W3 peecTpa BblAaHHbIX paspelleHnin Ha npoBefeHue  KIMHUYECKUX UccrneaoBaHum
rnieKkapCTBEHHbIX NpenapaTtoB, MOAMWCAHHYIO YCWUIIEHHOW KBanuuUMpOBaHHOW 3SMEKTPOHHOW noanucbio, nmnbo
npuHUMaeT peweHve 00 OTka3e BO BHECEHUM MW3MEHEHWN B pa3pelleHWe Ha npoBedeHMe KIMHUYECKOro
nccrnegoBaHUs NekapCcTBEHHOro npenaparta Ans MeauuMHCKOro NMpUMEHEHUst M HanpaBnsaeT B MUYHbIN kKabuHeT
3asBuTENS B €OMHOW CUCTeMe 3TO pelleHuWe, NOAMUCaAHHOE YCUNEeHHOW KBannuUMpOBaAHHOW 3NEKTPOHHON
noAnucklo, C ykasaHnem npuymnH oTkasa.

(vacTb 8.2 BBegeHa dPepepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

9. YNOMHOMOYEHHbI deaepanbHbIl OpraH UCMOSIHUTENBHOW BMAcTM OMyONMKOBBLIBAET UM pasMellaeT Ha
cBoeM odmumanbHom canTte B ceTu "VIHTepHeT" cooblueHre 0 3aBepLUEHUM, MPUOCTAHOBNEHNN UMW NpeKpaLleHnn
KNMMHUYECKOTO MCCIeaoBaHNsl JIeKapCTBEHHOro nmnpenapata Afsi MeAMUMHCKOrO MNPUMEHEHUS B CPOK, He
NpeBbIALWNA NATKM paboyumx OHEN CO OHSI €ro NosTydeHusi, B yCTaHOBNEHHOM MM MOPSIAKE.

10. YnonHomo4veHHbIN efepanbHbI opraH WUCMNONHUTENbHOW BNacTu OCYLLECTBRSeT BedeHWe peectpa
nccrnegoBaTenem, NPOBOASALLNX UMM MPOBOAMBLUNX KITMHUYECKNE UCCEeN0BaHUS NeKapCTBEHHbIX NpenapaToB Ans
MEeOMULMHCKOrO MPUMEHEHMS!, B COOTBETCTBMU C YTBEPKAEHHLIMU MM MNpaBuiiamMm U pasmeLLaeT ero Ha CBOEM
oduumnansHom canTe B ceTu "VIHTepHeT" B YCTaAHOBMEHHOM WM MopsiAke. YKasaHHbIN peecTp COAepXUT
WHopMaLmio, NpegyCMOTPEHHYI0 NMYHKTOM 3 YacTu 8 HacTosLLen cTaTby.

11. OT4eT 0 pesynbTaTax KMNMHUYECKOrO UCCNeaoBaHWUs NeKapCTBEHHOro npenapaTta Ans MeauuuHCKOro
NPMMEHEHWs COCTaBNAETCH OpraHu3aunen, ykasaHHonm B Yactu 3 ctatbun 38 HacToswero PenepanbHOro 3akoHa, u
npegcrtaBngeTcs B YNONHOMOYEHHbIN dhefepanbHblid OpraH UCMOMNHUTENBLHOW BNacTuy, BblAaBLINA paspelleHre Ha
npoBefeHne 3TOro MCcrneaoBaHusl, B CPOK, He MpeBbILLAKLWNA ABEHaALATU MecsaueB CO OHSA ero 3aBeplueHus,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NPUOCTAHOBIIEHUA WUNX MNPeEKpaLleHnsi, B nopsake, YCTAHOBMIEHHOM YMNOMHOMOYEHHbIM heaepanbHbIM OpraHom
NCMOMHNTENBHOW BNACTU.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

12. HapyweHne npaBun Hagnexawlen KNMHUYeCKon npakTuku, danbcudurkaumsa pesynbTaToB KNMHUYECKOrO
nccrneaoBaHUs NekapCcTBEHHOIO npenapara A MeguUUHCKOro NpUMeEHeHNst BNEKYT 3a COOO OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumn.

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

13. lpu npoBeOeHUM KINMHUYECKOrO WCCNeooBaHMs IEKapCTBEHHOro npenapaTta Anst MeguuMHCKOro
NpUMeHeHns aornyckaeTcst 3abop y nauneHToB Buonornyecknx marepmano (o6pasubl BUONOrMYECKUX XKNOKOCTEN,
TKaHeW, CEKPETOB N NPOOYKTOB XN3HEOEATENbHOCTM YerioBeKa, n3NONOrM4ecknx 1 NaTonormyecknx BulaeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3mMoB, OMOMCUWHbLIA MaTtepuan) ans ux wusydeHuss B Poccuiickon
depnepaumu n (unn) 3a npegenamm Poccuiickon Pegepaumm.

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

14. lMopsagok BBo3a B Poccuiickyto depepaumio n BbiBo3a 3a npegensl Poccuiickon deagepaummn
OMonorMyeckMx MaTepuanoB, MNOMYYEHHbIX MNPU MNPOBEAEHWMU KIMHMYECKOrO WCCNEeAOBaHUSA IeKapCTBEHHOMO
npenapaTa Ans MeAMUUHCKOro NpuMeHeHus, yctaHasnmeaeTcs lNpasutensctBom Poccuiickon ®eaepaunn.

(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtbsa 41. [loroBop O nNpoBeAeHNU KITMHUYECKOro UccriefoBaHNUA JNieKapCTBEHHOro npenaparta ans
MeaULMHCKOro NpMMeHeHus

1. KnuHu4yeckoe nccnepoBaHue nekapcTBEHHOro npenaparta Anst MeguLMHCKOro NPUMEHEHNs: NPOBOAMUTCS B
COOTBETCTBUN C [OrOBOPOM O MPOBEAEHUU KIIMHWMYECKOro WCCrefoBaHUA JiekapCTBEHHOro npenapaTta Aand
MEeLMLMHCKOrOo NPUMEHEHNS], 3aKNO4YaeMbiM MEXAY OopraHusaumen, NonyyYmBLLEN pa3peLlleHme YNnoNMHOMOYEHHOro
begepanbHOro opraHa WCNOSIHATENbHOMW BaCTM Ha OpraHuM3auuio MNpoBedeHUs Takoro uccrnefoBaHus, wu
MeAMLUHCKOW OpraHu3aumnen, ocyLecTBRASoLLEN NpOBeJeHUEe Takoro UccrneaoBaHus.

2. ,uOFOBOp O npoeBegeHun KIMHU4YeCKoro unccrnenoBaHua nekapCTBeHHOro npenaparta ana MeaguuuHCKOro
NnpMMEeHEeHUaA OO0JKEH coaepXaTb:

1) ycnosua U CPOKKM npoBeaeHnAa 0aHHOro nccneaoBaHuA,

2) onpepgeneHue obuwer CTOMMOCTM MNpPOrpaMmbl  OAHHOrO MCCNefoBaHMst C  yKa3aHWEM  CyMMbl,
npegHasHavaoLwencs Ans BeinnaT nccnegoBaTtensm, couccnenoBaTensm,;

3) onpegeneHwe @opMbl NpeAcTaBneHus pes3ynbTaToB [aHHOro WUCCneaoBaHUA B YNONTHOMOYEHHbIN
beepanbHbI OpraH UCNOMHUTENBHOW BNACTMU.

Ctatbsa 42. ®dMHaHcoOBoe obecne4vyeHue KMUHUYECKOro UcCcrefoBaHUA rNeKapCcTBEHHOro npenaparta
ONA MeAULUHCKOro NpMMeHeHus

durHaHcoBoe obecneveHne KIMHUYECKOro MccnenoBaHus JleKapCTBEHHOro npenaparta Aanda meamumnHCKOro
NnpuMeHeHNA OCyLLEeCTBIIAETCA 3a CHET:

1) cpeacTB hegepanbHoOro drookeTa;

2) cpecTB opraHM3aLuin, NonyYyMBLUMX paspeLleHne Ha opraHM3auuio NpoBeAeHUs aHHOIo UCCrnefoBaHus,
B COOTBETCTBUU C YCIIOBUSIMW LOFOBOpa O €ro NpoBeaeHuUu;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenb,cTBOM Poccunckon ®enepaunm MCTOUHUKOB.

Cratba 43. I'IpaBa nauyueHToB, y4YacTBywWwUX B KIIMHNWYECKOM wUcCcrieaoBaHuUU IeKapCTBeHHOro
npenapara gna MmeanumMHCKOro npuMmeHeHus

1. Yyactne naumeHToB B KIMHMYECKOM WCCreaoBaHUN NeKapCTBEeHHOro npenaparta gna mMeauumnHCKOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NnpUMEeHeHna aBndaeTca ﬂ,OGpOBOJ’IbH bIM.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B a63. 1 4. 2 cT. 43 BHocATCA n3ameHeHust (3 ot 30.01.2024 N 1-03). Cm. OyayLiyo pegakumio.

2. TMaumeHT Unm ero 3aKOHHbIV NpeacTaBUTENb AOIMKEH ObITb MHPOPMMPOBaAH B NUCbMEHHOW hopMe:

1) O nekapCTBeHHOM npenaparte and MmeguunHCKoOro npuMmeHeHna n CyuHOCTU KIMMHUYEeCKOro nccnenosaHmna
9TOro NIeKapCTBEHHOro npenaparta;

2) o ©0e3onacHOCTU neKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MNPUMEHEHUS, €ero OXvuaaemom
3PEKTUBHOCTIN U CTEMEHM pUCKa ANsi NAUUNEHTa;

3) 06 ycnoBuax ydyactua nadmeHTa B KIUMHUYEeCKOM WUuccneaoBaHuUM IneKapCTBEHHOro npenaparta Angd
MeaNLNHCKOIro NpuMeHeHuns;

4) O uenn nnn uendax n npoaoJiuKUTENTbHOCTU KITMHNYECKOIro nccnenoBaHnda fiekapCTtBeHHOro npenaparta ansa
MeONUNHCKOIro NpuMeHeHus;

5) 0 gencTBuAX naumeHTa B criyqae HenpeaBuAeHHbIX 3pEKTOB BNUSAHNS NeKkapCTBEHHOro npenapara Aans
MEAMLMHCKOro NMPUMEHEHNS Ha COCTOSIHNE ero 340pPOBbS;

6) 006 yCcnoBuAax obsizaTenbHOro CTpaxoBaHWA XKNU3HW, 300pPOBbA NaUMNEHTa,

7) O rapaHTunax KOHCbI/I,D,eHLI,I/IaJ'IbHOCTI/I y4yactua naumeHta B KIMHUYEeCKOM uccneaoBaHuUn nekapCcTtBeHHOro
npenaparta gnda meanunHCcKoro npuMeHeHuA.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2025 4. 3 cT. 43 nsnaraetcs B HoBou pegakuun (3 ot 30.01.2024 N 1-d3). Cm. ByayLuyo pegakumio.

3. ,uO6pOBOJ'IbH09 cornacve nauueHTa Ha Yy4dactue B KIMHMYECKOM wuccneanoBaHUM 1neKkapCcTBeHHOro
npenapara And MeauumnMHCKOro npuMeHeHua noarBepXagaetcAa ero noanncbio mnm noanmncbio ero 3akoHHOro
npencraBuTenNnA Ha MHq)OpMaU,VIOHHOM JNINCTKEe nauneHTa.

4. TlauMeHT unM ero 3aKOHHbIN npeancrtaBuTesib UMeeT MnpaBo OTKa3aTbCA OT y4dacTud B KITMHUYECKOM
nccnenooBaHMM nekapcCTtBeHHOro npenaparta gnda MeguunHCKOro npuMeHeHua Ha nobon cragun nposeneHuna
TaKoro nccrneagoBaHua.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2025 B u. 5 cT. 43 BHOCATCSA U3MeHeHus (P3 ot 30.01.2024 N 1-03). Cm. byayLyo peaakumio.

5. NpoBeneHne KNMHNUYECKOro UCCNeaoBaHWs fieKapCTBEHHOMo npenapaTa Ana MeauUNHCKOro NpUMeEHeHNs
C ydyacTnem B Ka4yecTBe NauMeHTOB AeTen AOoMyCKaeTCHa TOMbKO C cornacus B NMCbMEHHON dhopMe UX poauTernen,
ycbiHOBUTENEN. [leTn MoryT paccmaTtpuBaTbCs B KayecTBe MOTEHUMarbHbIX NauMeHTOB Takoro uccregoBaHus,
TONbKO €Cnv ero nNpoBeAeHne HeobXoanmMo AN YKpenneHust 300poBba AeTel unm NnpounakTukm MHEKLNOHHBIX
3aboneBaHnn B OETCKOM Bo3pacTe nMbO ecnv Lenbilo Takoro WUCCnegoBaHus SIBMSIETCS MOSyYeHUe AaHHbIX O
Hanny4llen JO3NPOBKE NeKkapCTBEHHOroO npenapaTa Ansa nevyeHus ageten. B aTux crnyyasx TakoMy UCCrefoBaHMio
OOMKHO nNpeawecTBoBaThb KIMHMYECKOE UCCMefoBaHME JieKapCTBEHHOro npenapata Aand MeauuuHCKOro
NPUMEHEHUS Ha COBEPLLUEHHONETHUX rpaxaaHax, 3a UCKMIYeHNeM cryyaes, eCnu nccrnegyemblini NekapcTBEHHbIN
npenapat Ons  MEAUWUWHCKOrO  MPUMEHEHUs  npegHasHavyeH  WUCKMYUMTENbHO AN MCMNONb30BaHUS
HEeCOBEPLUEHHONETHUMU rpaxkgaHamu.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpelyaeTca npoBeaeHNe KMMHUYECKOTO UCCIe0BaHNS NeKapCTBEHHOro npenapara Aans MeauuuHCKoro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NPUMEHEHMUS C y4acTMeM B KayecTBe NaLMeHTOB:
1) peTen-cnpoT 1 geTen, octaBlunxcs 6e3 noneyeHns pogurenen;

2) XeHWwuH B nepvon GepemMeHHOCTW, XEHWWH B Mepuod FpyAHOro BCKApMIIMBaHWUS, 3a WUCKIOYEHWEeM
CrnyyaeB, ecnv MNpPOBOAUTCSA KIUMHWYECKOE WCCedoBaHWe NEKapCTBEHHOrO npenaparta, npegHasHavyeHHoro Ans
YKa3aHHbIX >KEHLUWH, MpW YCNOBMU HEOOXOAMMOCTM MONyvYeHuss UHOpMauMM TONMbKO BO BPeEMsi MpoBeaeHWs
COOTBETCTBYHLUUX KIMMHUYECKUX WUCCREefOBaHUA U MPUHSATUS BCEX HEOBXOOAMMbIX Mep MO WUCKIOYEHMIO puUcka
HaHeceHWs Bpea XeHLUMHe B nepuof 6epeMeHHOCTH, XEHLWMHE B NepUo rpygHOro BCKAapMITMBaHUS, Moy uMnu
pebeHky;

3) BOEHHOCYXaLLMX, 3a UCKNIOYEHNEM CIly4aeB NPOBEAEHNS KIMHNYECKOro MCCreaoBaHNs fiekapCTBEHHOro
npenapaTa, crneumanbHO pa3paboTaHHOro ANs NPUMMEHEHWs B YCIOBUSX BOEHHbIX AENCTBUW, Ype3BblHanHbIX
cuTyauun, NpodUNakTMkU MU NneyveHus 3aboneBaHU U NOPAXKEHWUW, MOMYYEHHbIX B pes3ynbTare BO3AeNCTBUS
HebnaronpuATHbLIX XMMUYECKMX, Bronormyecknx, pagnaumoHHbix aktopoB. KnuHuyeckoe mccnegoBaHue Takoro
NekapCTBEHHOro npenapata MoOXeT MPOBOAMTLCS C y4acTMEM B KayecTBe MNauUMEHTOB BOEHHOCHYXalumx, 3a
NCKMIOYEHMEM BOEHHOCHYXXaLUMX, MPOXOAALWMX BOEHHYK cnyx0Oy no npusbiBy, ¢ cobnogeHnem TpeboBaHui,
YyCTaHOBMEHHbIX HacToswmm degepanbHbIM 3aKOHOM B OTHOLLEHUMN TPaXXAaHCKUX N,

4) COTPYAHMKOB NPaBOOXPaAHUTESNbHbLIX OPraHoB;

5) nuu, oTGbIBaKOLWMX HakazaHWe B MecTax NulieHnss cBoboabl, a Takke ML, HaxoOALWMXCS No4 CTpaxen B
CNeACTBEHHbIX U30MATOpaXx.

KoHcynbTaHTlnoc: npyumeyaHue.
C 01.01.2025 B u. 7 cT. 43 BHOCcsTCS 3MeHeHus (P3 ot 30.01.2024 N 1-93). Cm. byayLLyo peaakumio.

7. [onyckaeTcs NpoBefdeHne KIMHUYECKOro 1UccreoBaHuns fiekapcTBEHHOro npenapara ans MeauumMHCKOro
NPUMEHeHWsl, NpedHa3Ha4YeHHOro Ans NeYeHus NCuxmyecknx sabonesaHui, C yyacTMEM B KayecTBe NauMeHTOB
iy ¢ neuxuyeckuMmy  3aboneBaHuAMK, NPU3HAHHLIX HE4eecrnocobHbIMM B Mopsigke, YCTAHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®egepaumn. KnuHudeckoe mccnegoBaHve NekapCTBEHHOrO npenaparta B 3TOM
cryyae npoBoAUTCH NPW HanM4Mm cornacusi B MMCbMEHHON popme 3aKOHHbIX NpeacTaBuTeNnen ykasaHHbIX nuu.

Crtatbs 44. O6s3aTenbHOE CTpaxoBaHUe XXU3HU, 300POBbSA NAaLMEHTa, y4acTBYHOLEro B KIIMHUYECKOM
nccneaoBaHUM NeKapCTBEHHOroO nNpenapara Ansi MeAuLMHCKOro NpuMeHeHust

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpFaHI/I3aLLI/IF|, nony4ymBellaa paspelleHme Ha opraHms3auuto npoBeneHnd KIMHU4YeCcKoro uccrnenoBaHuA
NekapCTBeHHOro npenapara Anda mMeauumHCKOro npuMeHeHwud, obsa3aHa B kayecTBe CTpaxoBaTtesna CTpaxoBaTb
pUCK NpuUYnHEHUA Bpeda XMU3HU, 300POBbIO MauueHTa B pe3ynbTaTte npoBefeHUnA KIMHUYECKOro muccrenoBaHusa
NNeKapCTBEeHHOro npenapata And MeauuuHCKOro npuMeHeHusa 3a cBOW cueT nyTemMm 3aKknr4yeHuna aoroesopa
obsi3aTenbHOro CTpaxoBaHu4.

2. ObbekToM 006siI3aTENBLHOIO CTpaxoBaHUA ABIAETCA I/IMyLLI,eCTBeHHbIIZ WHTEpEeC nauneHTa, CBsI3aHHbIA C
npunynHeHnemMm Bpega ero Xu3Hu wunn 300pOoBbHO B pesyrnbTaTte npoBedeHUa KIMHUYEeCKOro wuccnegoBaHuA
NNeKapCTBEHHOro npenapata Aanda MeamuuHCKoro npuMmeHeHua.

3. CtpaxoBbiM crniydyaem Mo [oroBopy 06a3aTenbHOro CTpaxoBaHWA SABMSAETCA CMepTb MauueHta unu
yXyOleHne ero 340pOBbsi, B TOM 4uUCre Briekyllee 3a coGoW YCTaHOBIEHME WHBanNMOHOCTW, NPU HanMuuu
NPUYUHHO-CNEACTBEHHON CBSI3W MeXOy HacTynfeHWeM 3TOro cobbiTUA M y4acTuem nauueHTa B KIUHUYECKOM
nccnenoBaHWUM NekapcTBEHHOro npenapara.

4. Tp86OBaHMﬂ O BO3MelleHnn Bpeda, NpU4YNHEHHOro Xn3Hn minn 300pOoBbH0 NauneHTa, NpeabAaBliAOTCA B
TeyeHne CpoKoB MCKOBOW OaBHOCTH, YCTaHOBJIEHHbIX rpaXXgaHCKMM 3aKOHOA4aTeTbCTBOM.

5. Paamep cTpaxoBoW BhinnaThl N0 JOrOBOPY 00513aTENBHOrO CTPaxOBaHUSA COCTaBISAET:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

1) B CJiydae CMepTn nauumeHta nABa MUITTIMOHa py6nel7| Ha Kaxaoro nauuveHta, y4dactBOBaBLUEro B
KIMNMHN4YeCKOM nccneaoBaHnn nekapCTtBeHHOro npenapara,

2) npu yxyaLleHun 340poBbs NauneHTa:

a) MoBrieKweM 3a cobon yCTaHoBJ1eHne MHBarngHoCTn I rpynnbl, 0O ANH MUIITTMOH NATBLCOT TbhICAY py6nel7| Ha
KaXgoro nauueHTa, ydacteBoBaBLUEero B KIMMHUYECKOM UCCrieaoBaHNKM NEKapCTBEHHOroO npenapara,

©) noenekweM 3a cobol ycTtaHoBneHWe uHBanuaHocTw Il rpynnbl, 0AMH MUMNWOH pybnen Ha Kaxgoro
naumneHTa, y4acTBOBaBLUEro B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOTO nNpenapara;

B) MoBreKkwem 3a coboii ycTtaHoBreHue uHBanuagHoctv Il rpynnbl, NATbCOT ThicAY pybrein Ha kaxgoro
nauueHTa, y4acTBOBaBLLUEro B KNMMHUYECKOM UCCreqoBaHnmM NekapCTBEHHOro npenapara;

r) He nNoBrfekLwem 3a cobon yCTaHOBMEHUSA MHBANNOHOCTU, He Bonee 4Yem TpucTa ThiCad pybnen Ha Kaxxaoro
nawumeHTa, y4acTBOBaBLUEro B KIIMHWYECKOM UCCeN0BaHUM NeKapCTBEHHOMO npenapara, ncxoas M3 HopMaTUBOB,
OTpaxalLlmx XapakTep W CTeneHb MOBPEXOAEHUS 300POBbs, a TakkKe (aKTUYECKM MOHECEHHbIX NauneHTOM
pacxodoB, Bbl3BaHHbIX MOBPEXAEHMEM 300POBbs, HA MEOULUMHCKYD MOMOLLb, NPUOOpeTeEHnEe NeKapCTBEHHbIX
npenapaTos.

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. CpOK gorosopa ob6s13aTenbHoOro CTpaxoBaHnda He MOXeT OblTb MeHee, u4em CpPOK npoBegeHund
KIMMHNYEeCKOro nccrneanoBaHusa nekapCTtBeHHOIo npenapara.

8. Ycnosusa gorosopa obs3aTenbHOro CTpaxoBaHus, B TOM 4YuCre CTpaxoBble Tapudbl MO 06A3aTenbHOMY
CTpPaxoBaHWIO, MepeyvYeHb HeobXOAMMbIX [OOKYMEHTOB QAN OCYLEeCTBMEeHUs CTPaxoBOW BbiNnaTtbl, MOPSAOK
YCTaHOBMEHNs  CTpaxoBaTefneM  WHOMBUAOYanbHOTO  MAEHTUMUKAUMOHHOrO  koga  nauumeHTa,  Nopsigok
MHOPMUPOBAHNA  CTpaxoBaTenem CTpaxoBLiMKA O TMNPUBMIEYEHHbIX K  KIMHUYECKOMY  WMCCedoBaHWIo
rfiekapCTBEHHOro npenapara Ans MeauUMHCKOro NpYMeHeHUs nauueHTax, Nopsagok ynnaTbl CTPaxoBow npemuu,
MOPSIAOK peanusauny onpegerneHHbix HacToAwmM PegepanbHbIM 3aKOHOM U ApyrMMy dpegepanbHbIMU 3aKoHaMuy
npaB M 0693aHHOCTEN CTOPOH MO AO0roBOpYy 0DS3aTenbHOro CTPaxoBaHWsA, a Takke HOPMaTuBbl, OTpaxaroliue
Xapaktep W CcTeneHb MOBPEXAEHUS 340pOBbSA, YCTaHaBNMBAKTCH TWUMNOBbIMU nNpaBunamun obsisaTenbHOro
CTpaxoBaHus.

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

9. B cnydyae npuynHeHna Bpepa XWU3HUM nNauueHTa, ydacTBoBaBLUEero B KIIMHUYECKOM WcCriegoBaHum
nekapcTBEHHOro npenapaTa, BbirogonpuobperatensmM no OOroBopy 06A3aTenbHOr0 CTPaxoBaHWs SABMSAKOTCA
rpaxkgaHe, MMeloLLMe NPaBo Ha BO3MELLEHWE Bpeaa B Criydae CMepTU KOPMUbLA B COOTBETCTBUM C MPaaaHCKUM
3aKoHOOATeNbLCTBOM, NPV OTCYTCTBUM TakuX rpakgaH - poaMTEnu, Cynpyr, AeTW YMepLUero naumeHTa,
y4acTBOBABLUErO B KMVHWUYECKOM WCCMNEdoBaHuM NeKapCTBEHHOro npenaparta, B Criydyae CMepTU nauueHTa,
y4acTBOBABLUEro B KMMHWYECKOM WUCCIeAoBaHUM NeKapCTBEHHOro npenapara 1 He UMEeBLIEero CaMoCTOATENLHOro
poxoaa, - rpaxaaHe, Ha WXanBeHUn KOTOpbIX OH HaxoaurcAd, B OTHOLWLEHU BO3MeELLeHUA pacxonoB Ha norpeGeHme
nauueHTa, y4acTBOBaBLUEro B KNMHUYECKOM MCCReaoBaHNmM NIekapCTBEHHOMO npenapara, - nuuo, NoHecLlee Takue
pacxogpl.

10. CTanOBaﬂ BbiMnflata B C4eT BoO3MelleHna Bpepna, NpUu4NHEHHOro XM3HM nauneHTa, ydactBoBaBLUEIoO B
KINMMHN4YEeCKOM uccnenoBaHnMn nekapCTtBeHHOro npenaparta, pacnpenenderca mexny BberﬂOﬂpMOGpeTaTeJ’lﬂMM
nponopunoHaribHO X KONMM4eCTBY B paBHbIX O0N1AX.

11. lMpn HacTynneHum CcTpaxoBOro crny4as naumeHT, Y4acTBOBaBLUMWA B KIMHUYECKOM WCCredoBaHUN
nekapcTBEHHOro npenapara, BblirogonpuobpeTatens BApaBe MpPeabsBUTb HEMOCPEACTBEHHO CTPaxOBLLMKY
TpeboBaHWe O BO3MeLleHUW MNpuUYMHEHHoro Bpega. CTpaxoBasi BbiMnata OCYLWECTBNSETCH CTPaxOBLUMKOM B
TeyeHve TpuauaTM OHeN COo JOHA MpeAcTaBneHuns HeobXoaWMbIX OOKYMEeHTOB. [lauueHT, yyacTBOBaBLUMIA B
KIMMHWYECKOM MCCMneaoBaHMM NeKapCTBEHHOro npenapata, wnu  BblirogonpuobpetaTens o06s3aH CcoobWMTb
CTPaxoBLUMKY AN OCYLLECTBNEHNS CTPaxoBOMW BbINmnaTbl MHAMBUAYANbHLIA MOAEHTUMOUKALMOHHBLIN KO NauueHTa,
YCTaHOBMEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C TUNOBLIMW NMpaBuiamu obs3aTenbHOro cCTpaxoBaHus.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

12. o nonHoro onpegeneHus pasmepa MNoafiexallero BO3MELLEHNO Bpeaa CTPaxoBLUMK MO 3asiBIIEHUIO
nauMeHTa, y4acTBOBaBLUErO B KIMHWYECKOM WCCreNOBaHUM JeKapCTBEHHOrO npenapaTa, WM  3asiBNeHuto
BbirogonpuobpeTartens BrnpaBe OCYLECTBUTb 4YacTb CTPaxOBOW BbINMATbl, COOTBETCTBYIOLLYIO (haKTU4ECKu
OnpeaeneHHon YacTu NPUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ BbllMJjlata B COOTBETCTBMKM C [OOroBOpOM obsizaTenbHoro CTpaxoBaHUdA OCYyLLEeCTBIIAETCA
He3aBMCUMO OT BblMJ1aT, NPUYNTaAOLWLNXCA NO APYrMM Bunaam CTpaxoBaHUA.

14. He ponyckaeTcsi ydacTve nauueHTa B MPOBEAEHUN KITMHWYECKOTO WCCNEedOBaHMS NeKapCTBEHHOIO
npenapaTa npu OTCYTCTBUM A0roBopa 006s3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a MCMOMHEeHVWEM OpraHu3auueil, NonyyvBLLE paspelleHVe Ha OpraHM3auuio NpoBedeHust
KIMMHUYECKOTO WCCREedoBaHUsl NeKapCTBEHHOro npenapaTta Ans MeaWUMHCKOTO MPUMEHEHUS, YCTaHOBMEHHOM
HacTosILLen cTaTbell 06A3aHHOCTY MO 06s13aTENbHOMY CTPAXOBAHWIO XKM3HU, 300POBbS NaLMEHTa, y4acTBYHOLLENO
(yyacTBOBaBLIEro) B KMMHMYECKOM  MCCMEdOBaHUM  JIeKapCTBEHHOro  npenapaTa,  OCYLWeCTBIseTcs
YNOSIHOMOYEHHbIM hefepanbHbIM OpraHoM WCMONHUTENBHOM BNacTu, Bbi4aBLIMM paspelleHne Ha nposeaeHue
KMUHUYECKUX UCCIeqoBaHNiA NeKkapCTBEeHHbIX NpenapaTtos AN MeaULIMHCKOro NPUMEHEHUS.

Maea 8. NIPON3BOAOCTBO N MAPKUPOBKA NEKAPCTBEHHbIX CPEOCTB
CraTtbs 45. [lpou3BoACTBO NEKapCTBEHHbIX CpeacTB

1. Mpon3BoACTBO NEKApPCTBEHHbLIX CPEACTB OOMKHO COOTBETCTBOBATbL TPEOOBAHUSAM MpaBuUIT Haanexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXOEHHbIM YMOMHOMOYEHHLIM doefeparnbHbiM OpraHoOM UCMOSTHUTENbHOM
Bnactn. OcobGeHHOCTU nepexoda MpoM3BOACTBA OTAESbHbIX JIEKAPCTBEHHbIX CPeACTB K WX MpPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM MpaBun Hagnexawen npou3BOACTBEHHON MNPAaKTUKM  YyCTaHaBMMBAlOTCA
MpasuTtensctBom Poccuiickon ®egepauun. Bolgada 3aknoyeHnin 0 COOTBETCTBUM NPOU3BOANTENS NEKapCTBEHHbIX
CpeacTB TpeboBaHMsIM MpaBun Hagnexalwen npou3BOACTBEHHOW MPaKTUKMA OCYLLECTBMSIETCS MO pesynbTartam
WHCNEKTMPOBAHMSA MNpPOM3BOAUTENEN NEKApPCTBEHHbIX CPeacTB B MOpsiAke, YCTaHOBNEHHOM [1paBUTENbCTBOM
Poccuiickon ®epgepaumn. Pasmep nnatbl 3a Bblgayy 3akoyYeHUss O COOTBETCTBUM MPOM3BOANTENS NEKAPCTBEHHbIX
cpencTtB TpeboBaHWsIM MpaBuIl Hagnexallen Npou3BOACTBEHHOW MPaKTMKWM ycTaHaBnuBaeTcst [1paBuTenscTBOM
Poccunckon ®depepaumn. [lopagok  opraHusauum M NPOBEAEHUS  MHCMEKTMPOBaHUS  NpousBoanTenen
NEeKapCTBEHHbIX CPeACcTB Ha COOTBETCTBME TpeboBaHMAM MpaBun Haanexaiwlen Mnpou3BOACTBEHHOW MpPaKTUKK
ycTaHaBnusaeTcs MpaButensctBoM Poccunckon ®enepaumn.

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. MNMpousBoacTBO NekapCTBEHHbIX cpeacTB B Poccunckon ®Pefepaumm ocylecTBnsieTcs Npon3BoguTensamm
NEKapCTBEHHbIX CPEeACTB, MMEKLWUMM JNIMLEH3NI0 Ha MPOM3BOACTBO JEeKapCTBEHHbIX cpeacTB. lMoareepxaeHue
COOTBETCTBMSA fMLUEH3MaTa npaBuiaM Hagnexalwen npou3BOLACTBEHHOW MPAKTUKM OCYLLECTBNSETCA B pamMKax
NWLEH3NOHHOIO KOHTPONS B COOTBETCTBMM C 3akoHodaTtenbcTBoM Poccuiickon ®epepaumm € y4eToMm
0COBGEHHOCTEN, YKa3aHHbIX B YacTh 1 HACTOsILLEN CTaTbM.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ansa uenen nuueH3npoBaHnsl NPOU3BOACTBA NIEKAPCTBEHHbLIX CPEACTB AN MeANLNHCKOro NPUMEHEHNS 1
WHCNEKTMPOBaHNSA CyOBbEKTOB OOpalleHMsi NEeKapCTBEHHbLIX CPEeACTB Ha COOTBETCTBME TpPeOOBaHWSM NpaBui
Hagnexalwlen nNpou3BOACTBEHHOW MpakTUKM drefepanbHblA OpraH MCAOMHUTESNbHOW BRacTW, OCYLLECTBASOLWMIA
rocygapCTBEHHYIO pPerucTpauumio nekapcTBeHHbIX NpenapaTtoB Afs MeAUUMHCKOro NMpuMMeHeHus, npegocTtasnseT
denepanbHOMY OpraHy WCMOMHUTENbHOW BMacTW, ocylecTBnswowemy denepanbHbldi  rocygapCTBEHHbIN
NAUEH3UOHHBIA  KOHTPOMb OeATenbHOCTM MO NPOWU3BOACTBY IEKApPCTBEHHbLIX CPeACcTB ANns  MeAULUHCKOro
NPUMEHEHUs, NO ero 3anpocy B paMKax MeXBeJOMCTBEHHOro MHOPMAaLUOHHOrO B3aMMOOEeNCcTBUS B MOpsiake,
yCTaHOBMEHHOM defeparnbHbiM  OpraHoM MWCMOMHUTENbHOW BRacTW, OCYLLECTBASIOWUM  NULEeH3npoBaHue
NPon3BOACTBA JIEKAPCTBEHHbIX CPeACTB ANA  MeOMUMHCKOro MNpUMEHEHUs, u  denepasnbHbiM  OpraHom
WCNONHUTENBHON BNacTU, OCYLLECTBSIOLWMM rocyaapCTBEHHYIO perucTpaluio nekapcTBeHHbIX npenapaTtoB Ans
MEeLMLMHCKOrOo NPUMEHEHWS, CriefyoLlmMe CBEAEHMST O NEKAaPCTBEHHbIX CPeACcTBax (B TOM 4ucne B crydae, ecrnu
Takue CBeAEHWsI COCTaBMAT KOMMEPYECKYIO TalHy):

1) B OTHOLLEHUN hapMaLLEBTMYECKOM CyOCTaHLMM Unn bapMaLeBTUYECKMX CyOCTaHLUMIA, BXOASLLMX B COCTaB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

nekapcTBEHHOro npenapara (3a UCKnoYeHnem dapmaneBTUYeCKNX CybCTaHLUNIM, BKIMIOYEHHbIX B FOCY4apCTBEHHbIN
peecTp nekapCTBeHHbIX CPeacTB B COOTBETCTBUM CO cTaTbel 34 HacToswero PegepanbHOro 3akoHa):

a) HaMMmeHoBaHue hapmaLeBTUYECKON cybCcTaHUuK, ee CTpyKTypa, obLLme CBONCTRA;
6) HaMeHoBaHWe 1 aapec NPoOU3BOAUTENS;

B) TEeXHonorma npon3BoacTtea C onnMcaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaaunAX
npon3BoAcCTBa;

r) onucaHue paspaboTkn npolecca NPon3BoACTBa;

[) OnMcaHne KOHTPOSS KPUTUHECKMX CTagU NPOU3BOACTBA U MPOMEXYTOUYHOM NPOAYKLUN;
€) AOKyMeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Unn) nx OLEHKa;

) CBOWCTBA U CTPYKTYpa AENCTBYHOLLMX BELLECTB;

3) xapakrepucTtuka npumecen;

1) cneuundukauma Ha papmaueBTUYECKYHO cybCTaHUMIo 1 ee 060CHOBaHWE;

K) aHanuMTu4eckne MeToaMKMN, NCMONb3yeMble MPU OCYLLECTBIEHUM KOHTPOMS kavyecTBa dhapMaLeBTUYECKON
cybcTaHuuu;

n) [OoKymeHTanbHOe noATBepXAeHue (Banuaauusl) aHanMTUYeckKux MeTOAMK, WCMOMb3yeMblX npu
OCYLLECTBMEHUN KOHTPOISA kavyecTBa hapmaLeBTUYECKON CyBCcTaHLuK;

M) pe3ynbTaTbl aHannsa cepuii papmMaLeBTU4eckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX 06p83LI,OB mnn BewecTtB, WUCNOJIb3yeMbIX TMNMPU OCYLUECTBJIEHNUN KOHTPONA
Ka4yecTBa,

0) onNMcaHue XxapakTepUCTUK U CBOWCTB YNaKkoBOYHbIX MaTeEpPUanoB U yKYMOPOYHbIX CPEACTB;

n) gaHHble 0 cTabunbHoCTN hapmaLeBTUYECKON CyOCTaHUnu;

P) CPOK ro4HOCTMU;

2) B OTHOWeEHUN apMaLeBTUYeCKMX CyOCTaHUMW, BXOASALWMX B COCTaB feKkapCTBEHHOro npenaparta u
BKITHOYEHHBIX B FOCY4apPCTBEHHbIN PEECTP JIEKApPCTBEHHbLIX CPEACTB B COOTBETCTBUM CO CTaTbel 34 HacTosLLEro
denepanbHOro 3akoHa:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLme CBOMNCTBA;

©0) HanmeHoBaHWe 1 agpec NPoM3BOOUTENS;

B) pe3ynbTaTbl aHanusa cepuin oapmaveBTUYECKON cybcTaHuuu;

r) CPOK rogHOCTY;

3) B OTHOLLEHWUW NEKAPCTBEHHOIO Npenapara Ans MegULUHCKOrO NPUMEHEHWS:

a) onncaHve 1 cocTaB NNEKapCTBEHHOro npenapaTa Ansg MeAMUUHCKOro NpUMeHeHns;

©) onucaHne dapmMaLeBTMYeCKoW pa3paboTkm (06ocHoBaHUe Bbibopa cocTaBa, MEPBUYHON YNAKoBKN);

B) TeXHomnorma npomn3BoacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAxX
npon3BoACTBa,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

I') onncaHme KOHTPOJIA KPUTUYECKNX cragumn npouecca npomssoacrtea n I'IpOMG)KyTO‘-IHOVI npoaykuuu;

) HaMMeHOBaHME W aJpec MecTa OCYLLEeCTBIEHMSI MPOM3BOACTBA JieKapCTBEHHOro npenapaTta Aans
MEeOULMHCKOrO NMPUMEHeHUs1 (B CriyYyae Hanuumsi HECKONbKMX YYaCTHMKOB MpoLiecca Npou3BOACTBA yKasblBaeTCs
KakablA U3 HUX);

e) hapmaLieBTUYECKash COBMECTMMOCTb;

X) MUKpoBUuonornyeckme xapakTepucTuku;

3) MaTepuanbHbIi 6anaHc Ans Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTa;

W) onucaHne xapakTepuUCTUK U CBONCTB YNAKOBOYHbIX MaTepmnanoB MU YKYNOPOUYHbIX CPEACTB;

K) JOKyMeHTanbHoe noaTBepXaeHue (Banugaums) npoLeccoB NpoOM3BOACTBA U (MNN) UX OLIEHKA;
n) TpeboBaHUA K Ka4eCcTBY BCMOMOraTerbHbIX BELLECTB;

M) aHannTndyeckne MeToauku, ncnorb3yemMble Npu OCyLEeCTBIIEHUN KOHTPOJIA KadecTBa BCNoMoraTtellbHbIX
BeLLeCTB,;

H) OOKyMeHTalnibHOe noarBepXaeHne (BaJ'II/I,EI,aLI,VIFI) aHannMTn4ecknx MeTodukK, WUCNoJib3yeMbliX MNpu
OCYLLUEeCTBJTIEHUN KOHTPOJ1A Ka4deCTBa BCnomMmoraTesibHblX BELWECTB;

O) |/|H¢)op|v|au|/|;| 00 MCcnonb3oBaHMM  BCMOMOraTemnbHbIX BELLECTB 4YENOBEYECKOr0 U XXMBOTHOrO
NPOUCXOXOEHUA,

ﬂ) VIH(*)OpMaU,I/IFI 00 1Ccnosb30BaHMM HOBbLIX BCOMOraTeNbHbIX BELLECTB;

p) TpeboBaHUs K KayecCTBY NEKAapCTBEHHOro npenapaTta Ans MeAMUMHCKOrO MNpuMeHeHusi (cepTudmkart,
cneundrKaLmsa Ha NekapcTBEHHBbI NpenapaT U X 06ocHOBaHUE);

C) aHanuMTU4yeckue METOAMKM, WUCMOSIb3yeMble MPU OCYLLECTBNEHUN KOHTPOMS KayecTBa neKapCTBEHHOro
npenapaTa Anst MeguunHCKOro NpUMeHeHus;

T) [OKyMeHTanbHOe MoATBEPXAEHWEe (Banupauusl) aHanuTUYEeCKMX METOAMK, UCMOoMb3yembiX npu
OCYLLECTBMNEHMUN KOHTPOMS Ka4yecTBa NekapCTBEHHOro npenapaTta AMsl MeEQULIMHCKOTO NPUMEHEHNS;

y) pe3ynbTaTbl aHann30B CepuiA TeKapCTBEHHOrO Npenapara 451 MEQULMHCKOrO NPUMEHEHNS;
&) xapakTepucTuka npumMecen;

X) nepe4vyeHb CTaHOAPTHbIX o6pa3u,os, MCNoJib3yeMblX TMpu OCYLLEeCTBIIEHUN KOHTPOJIA KadecTBa
NNeKapCTBEHHOro npenapata Aanda MeamuuHCKoOro npuMeHeHus,;

L) AaHHbIE O CTAabUIbHOCTM NIEKAaPCTBEHHOIO Npenapara Anst MEAULMHCKOro NPUMEHEHNS.
(vyacTtb 2.1 B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

3. Mpon3BoACTBO NEKapCTBEHHbLIX CPeACTB OCYLLECTBNAETCA C cobnogeHneM TpeboBaHuiA NPOMbILLNEHHOTO
pernamMeHTa, KOTOpbI YTBEPXKOAETCS PYKOBOAMTENEM NPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB M BKMOYaeT B
cebs nepeyveHb UCMoNb3yemblx hapMaLeBTUYECKUX CYOCTaHLUWUA U BCMOMOraTesibHbIX BELLeCTB C yKa3aHWeMm
KONMYECTBA KaXaoro n3 HUX, AaHHble 06 Mcnonb3yeMom o6opyaoBaHUK, OnMcaHWe TEXHOMNOMMYECKOro npouecca u
METOAOB KOHTPOSS Ha BCEX 3Tanax NPOM3BOACTBA NIEKapCTBEHHbIX CPeacTB.

4. |_|pl/l npon3BoACTBE JiEKapCTBEHHbIX nMpenapatoB A4 MeOUUMHCKOro npuMeHeHuAa WUCNosb3yrTCA
hapmaLrieBTUHECKME CYOCTaHLMN, CBEAEHUS O KOTOPbLIX COOEPXKaTCA B rOCYAapCTBEHHOM pPeECTpe NeKapCTBEHHbIX
cpencTB Anst MEAMLMHCKOTO NPUMEHEHUS U (M) EAMHOM PeECTpe 3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CPeacTB
EBpasunickoro SKOHOMMYECKOro CO3a, 3a WCKMoYeHnem dapMaLeBTUYECKUX CyOCTaHLMI, NPOU3BOAMMBIX OIS
NPOBEAEHUS KITMHNYECKNX UCCnegoBaHum u (unu) onsa akcnopta. [Npu npom3BoAacTBe NEKapCTBEHHbIX CPEACTB Ans
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

BETEPMHAPHOIo NPMMEHEHUS UCNOMb3YTCS PapMaLeBTUYecKkme cybCcTaHLnW, CBeOEHNS O KOTOPbIX CoaepxaTcs B
rocy4apCTBEHHOM peecTpe feKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOro NpUMEHeHus, u (Mnu) rocygapcTBeHHOM
peectpe neKkapCTBEHHbIX CPeACTB AN MEeOUUMHCKOTO  MPUMEHeHusd, un  (unu) eauMHoM  peecTpe
3apermcTpupoBaHHbIX BETEPUHAPHbLIX NEKAPCTBEHHbIX NpenapaToB EBpasMnckoro 3KOHOMUYECKOro coto3a, 1 (1nm)
€OUHOM peecTpe 3apermcTpupoBaHHbIX NEKapCTBEHHbIX CpeacTB EBpPasvMNCKOro 3KOHOMMWMYECKOro corsa, 3a
ncknioyeHmem apmaueBTUYeckux cybcTaHuuin, NPOM3BOANMBIX ANSA NPOBEAEHUS KIMHUYECKUX UCCNeaoBaHuni u
(vnun) ana akcnopta. K npoueccy npousBoacTBa hapMaueBTMYEecKonW cybcTaHuum OTHOcATcs nobble ctagun
TEXHOMOrMYEeCKOro mnpouecca, MNO3BONALWME MONYYMTb TFOTOBbIM MPOAYKT, COOTBETCTBYOLWMA TpeboBaHWAM
hapMakonenHom ctaTbu, B TOM Yncne gepmeHTaumns, 3KCTPaKums, OYMCTKa, BblAeneHve, nepekpuctannmsaums,
BbICylLMBaHWe, u3mernbyeHve. B cnyyae HeobGXoAMMOCTM MCNOMb30BaHWS 3TUMIOBOrO Chnvpta, B TOM uuchne
dapmaLeBTMYEeCKOn CybGCTaHUMM cnupTa 3TUMNOBOro (3TaHomna), NpuM MNpoOM3BOACTBE NEKapCTBEHHbIX CpeacTB B
KayecTBe AEeNCTBYIOLLEro U (M) BCIOMOraTenbHOro BEWeCTBa, a Takke B MHbIX TEXHOMNOrMYECKUX Lensax AomKHa
ObITb NCMONb30BaHa TOMbKO hapmMaLeBTudeckasa cybcTaHumsa cnMpTa STUNOBOro (3TaHom).

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03, ot 27.12.2019 N 481-93, ot
24.07.2023 N 341-93)

4.1. TlepeyeHb neKkapCTBEHHbIX MpenapaTtoB ANA MEAWLUMHCKOrO MNPUMEHEHWs, B OTHOLUEHWUM KOTOPbIX
yCcTaHaBnMBalTcA TpeboBaHuA Kk oObemy Tapbl, YMNakoBKE W KOMMMEKTHOCTW, MepeyeHb JeKapCTBEHHbIX
npenapaToB Afsi BETEPUHAPHOIO MPUMEHEHMS, B OTHOLLIEHNM KOTOPbIX yCTaHaBnvBalTca TpeboBaHusa K obbemy
Tapbl, a Takke TpeboBaHuWs K obbemy Tapbl, yNnakoBKE WM KOMMNIEKTHOCTW JieKapCTBEHHbIX MpenapaToB Anis
MEeOMUMHCKOrO MNPUMEHEeHWsi, TpeboBaHuA K OBbemy Tapbl NeKapCTBEHHbIX MpenapaTtoB AN BeTepUHapHOro
NPUMEHeHWs onpeaensitoTcs COOTBETCTBYIOLLUMMM YNONTHOMOYEHHbIMW ddeaepanbHbIMU OpraHamm NCMONTHNTENBHON
BNacTu B nopsake, yctaHoBneHHom lNpasuTtensctBom Poccuiickon ®epepauuum.

(vacTb 4.1 B pea. PegepanbHoro 3akoHa ot 14.12.2015 N 374-$3)

4.2, OpraHu3auuu, OCyLLEeCTBSIOWME NPON3BOACTBO (hapMaLeBTMYECKON CcyOCcTaHuuM cnmpTa STUIOBOrO
(aTaHona) ons npomusBoACTBa CMMPTOCOAEPXKALLMX FIEKapCTBEHHbIX NpenapaTtoB, 00si3aHbl OCYLLECTBATL y4eT B
nopsigke, yctaHoBreHHoM ctaTesamu 8 n 14 depepanbHoro 3akoHa ot 22 Hosiopa 1995 roga N 171-93 "O
rocyqapCTBEHHOM  perynupoBaHuM MNpPOM3BOACTBA W 0boOpoTa ITMMOBOrO  CNWpPTa,  ankorofibHOW U
cnupTocodepxXawen npoaykuum u o6 orpaHudeHun notpebneHus (pacnuTns) ankoronbHOW MNPOAYyKLUN".
MpounsBoacTBo hapmaLeBTMYECKOM CyOCTaHUMM cnvpTa STMMNOBOrO (3TaHOMa) 4ONYCKaeTCs TONbKO OpraHn3aumen,
OCYLLECTBMAIOLWEN MPON3BOACTBO PEKTUPIUKOBAHHOrO 3TWUMOBOrO CNMpTa M3 MNULLEBOrO Cbipbs Ha OCHOBaHUM
NVLUEH3NN Ha NpPOM3BOACTBO 3TMMOBOrO CnvpTa Ans npou3BoAdcTBa hpapmaueBTUYecKkonW cybcTaHumm cnupta
3TWUIMOBOro (3TaHora) B COOTBETCTBUM C TpeboBaHuasMn deaepanbHoro 3akoHa ot 22 Hos6psa 1995 roga N 171-903
"O rocygapCTBEHHOM perynupoBaHMM nNpoumsBoacTBa UM obopoTa STUMNOBOrO  COMpTa, ankorofbHOW U
cnupTocogepXallen npoaykumm n ob orpaHmdeHnn notTpebneHns (pacnutrsa) ankoronibHOW NPOAyKUMK", METOAOM
pasBefeHns BOAOW OYMLLEHHOW Takoro 3TUMOBOro CnupTa, NPOU3BEAEHHOro OaHHOW opraHu3auuMen no MecTy
OCYLLEeCTBMEHUS NPOM3BOACTBA (hapmaLeBTUYECKON CyOCTaHUuM cnvpTa 3TUOBOro (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-®3; B pea. defgepanbHOro 3akoHa OT
27.12.2019 N 481-3)

4.3. WHameumpayanbHble npegnpuHMatTenn U lopuanyveckMe  nuua, OCYLIeCTBASoWMe  3aKynky wu
ucnonb3oBaHve dapmaueBTUYeckon cybcTaHuMM cnvpTta 3TUMNOBOrO (3TaHona), a Takke MpOU3BOACTBO,
N3roToBreHne un (Mnm) obopoT (3a MCKIIOYEHWEM PO3HUYHOW NPOAAXM) CNUPTOCOAEPXKALLUX JEKapCTBEHHbIX
npenapaToB, 00s13aHbl OCYLLECTBNATbL UX YYET U OEKrapupoBaHue B MOpsSAKe, YCTAHOBMEHHOM cTaTtbamun 8 u 14
depnepanbHOro 3akoHa oT 22 Hos6psa 1995 roga N 171-®3 "O rocygapCTBEHHOM PeErynmpoBaHuy Npou3BoACTBa U
obopoTa 3TUMOBOro CMNMpTa, ankoroflbHOW WM cnupTocodepXallen npogykumm n o6 orpaHuveHunM noTpebneHus
(pacnnTnsa) ankoronbHOWM NpoayKumMmn",

(vacTb 4.3 BBegeHa depepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4. Tlpyn npou3BOACTBE JIEKAPCTBEHHbLIX MpenapaTtoB AN BETEPUHAPHOrO MNPUMEHEHUs JonyckaeTcs
ncrnonb3oBaHWe MNPOM3BEAEHHBIX ANs  peanu3auun  apmMaueBTUYECKMX  CYOCTaHUWMA, BKMKYEHHbIX B
rocyapCTBEHHbIV PEECTP NEKapCTBEHHbLIX CPEACTB YNOMHOMOYEHHbIM befeparbHbIM OpraHoM MCMONHUTENbHON
BMacTu, OCYLLECTBNALINM BeAeHWE TOCyAapCTBEHHOIO PEeecTpa IeKapCTBEHHbIX CPEACTB AN MeOULUHCKOro
NpPUMeEHeHMs.

(4acTb 4.4 BBegeHa depgepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

5. 3anpellaeTcs Npon3BOACTBO:

1) nekapcTBeHHbIX CpPeacTB, CBEOEHMS O KOTOPbIX He coaepXaTtcsas B rocygapCTBEHHOM peecTpe
NneKapCTBEHHbIX CpeacTB ANs MeAWMLMHCKOrO NMPUMEHEHWS, U (Mnn) rocyaapCTBEHHOM peecTpe eKapCTBEHHbIX
cpeacTB Ans BETEPUMHAPHOIrO MpPUMEHeHWs, U (MKM) edVHOM peecTpe 3aperncTpUpoBaHHbLIX JTEKapCTBEHHbIX
cpenctB EBpasuninckoro 3KOHOMUYECKOro Cot3a, M (Mnn) eOuHOM peecTpe 3apermcTpupoBaHHbIX BETEPUHAPHbIX
nekapcTBEHHbIX MpenapaTtoB EBpasvMncKoro SKOHOMUYECKOrO COK3a, 3@ MCKMIOYEHMEM NeKapCTBEHHbLIX CPEeACTB,
NpOV3BOAUMbIX A4Sl NPOBEAEHUS KITMHUYECKUX CCNeaoBaHWUA Ny ANs 9KCNopTa;

(n. 1 B peq. ®enepansHoro 3akoHa oT 24.07.2023 N 341-$3)

2) thanbcmduumpoBaHHbIX NeKapCTBEHHbIX CPEACTB;
3) NnekapCTBEHHbIX CPeAcTB 6e3 NMLEH3NM Ha MPON3BOACTBO JIEKAPCTBEHHbBIX CPEACTB;

4) nexkapCTBEHHbIX CpPeACTB C HapylleHVWeMm MpaBuIl OpraHvM3auun Npov3BOACTBA WM KOHTPONSA KayecTsa
neKapcTBEHHbIX CPeacCTB;

5) ytpaTtun cuny. - ®egepanbHbin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocogepXaliMx JeKapCTBEHHbIX MpenapatoB MO MeCTy OCYLUECTBMEHUS MPOM3BOACTBA
dapmaLeBTnYeckon cybcTtaHuum cnMpTa 3TUNOBOro (3taHona) u (Mnu) No MecTy OCYLLECTBIEHUA NPOM3BOACTBA
3TUNOBOrO CNUPTA;

(n. 6 BBeaeH PeneparnbHbiM 3akOHOM OT 27.12.2019 N 481-03)

KoHcynbTaHTlnoc: npumeyaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 c1. 14.1 ®3 ot 22.11.1995 N 171-®3 n3noxeHa B HOBOM
pegakumm, HopMma n. 1.1 c1. 14.1 ctapon pegakuumn ®3 cooTBeTcTBYET HOpME M. 2 CT. 14.1 HOBOWM pefakunn.

7) dapmaueBTnyeckon CcybGCcTaHuMM cnupTa 3TUNOBOro  (dTaHona) u  (MnM)  cnupTocoepKalumx
NeKapCTBEHHbIX NPenapaTtoB Ha OCHOBHOM TEXHONOrm4yeckom obopydoBaHuM ONs Mpou3BOACTBa 3TUMIOBOIMO
cnupTa, ykasaHHoMm B nyHkTe 1.1 ctatbm 14.1 ®depepanbHoro 3akoHa OT 22 Hosibpa 1995 roga N 171-®3 "O
rocy4apCTBEHHOM  perynupoBaHMM  MNpou3BoAcTBa M obopoTa  STUNOBOrO  CMMpTa,  ankorofbHOW U
cnupTocoaepXallen npoaykumm n ob orpaHmyeHun NnoTpedneHus (pacnuTust) ankoronbHOW NPoAayKLMn”.

(n. 7 BBegeH deaepanbHblM 3akoHOM OT 27.12.2019 N 481-03)

6. lNMpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpak4aHCKUM OOOPOT YMOSIHOMOYEHHOE NULUO MPOM3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLUECTBMSET NOATBEPXKAEHME COOTBETCTBUS FIEKAPCTBEHHbIX CPeAcTB TpeboBaHuAM,
YCTaHOBMEHHBIM MNPU WX TOCYLAPCTBEHHOW perucTpauun, W rapaHTUpyeT, 4YTO JleKapCTBEHHble CpeacTBa
npon3BeaeHbl B COOTBETCTBUM C TpeboBaHNSIMM MpaBuN Hagnexallen nponu3BoACTBEHHON NPAKTUKN.

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

7. YNONMHOMOYEHHbIM JIMLUOM MPOU3BOAUTENSA JIEKAPCTBEHHLIX CPeAcTB  SABMseTcs ero  paboTHUK,
aTTEeCTOBAHHbLIN B YCTAHOBSIEHHOM YMOSIHOMOYEHHBIM dheeparibHbIM OpraHoOM UCTMONTHUTENBHON BNACTN NOPSIAKE U
UMELMA CcTa paboTbl HE MeHee 4eM NATb feT B obnactu npov3BoAcTBa M (MNKM) KOHTPONS KadyecTsa
NEeKapCTBEHHbIX CPeacTB, Bbicllee obpa3oBaHNMEe COOTBETCTBEHHO MO OAHOM M3 crieunanbHOCTEN U (Unn) ogHOMY
N3 HanpaBfieHW MOAroTOBKW: Buonorus, BUOTEXHOMNOMMSA, BETEPUHAPUS, BETEPMHAPHO-CaHUTapHasi aKcnepTuaa,
KNMHU4eckasi MegvumnHa, paguaumnoHHasi, XMMudeckasa 1 duonornyeckas 3awuta, papmaums, dpyHaameHTansHas
MeauumHa, XuMmmuyeckasi TEXHOMNOINSA, XUMUSI.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. MponsBoanTenn NeKapcTBEHHbLIX CpeacTB (3a UckmoyeHvem chapmaueBTUYECKOW cybcTaHuum cnupTta
3TUNOBOro (3TaHomna) MOryT OCYLECTBMATb MNpPOAaxy JIeKApCTBEHHbIX CPEeACTB WNM nepefaBaTb WX B
YCTaHOBMEHHOM 3aKoHOAaTenbCTBOM Poccuickon deagepaumm nopsiake:

(B pen. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) OPpyrum npon3soanTenam nekapCTtBeHHbIX CpeacTB And Npon3BoACTBa NIEKapCTBEHHbLIX CPENCTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2) opraHnsaunam OonToBOM TOProBJ1X NEKapPCTBEHHbIMU CpeaCcTBaMu;

3) anTe4vyHbIM opraHusauunam, BeTepnHapHbIM anTe4yHbIM opraHun3auunam, mHaneuayarnbHbIM
npeagnpunHnmartenam, uwMewwmm  JIMUEeH3NK0  Ha cbapmau,eBqueCKylo OeATesIbHOCTb Wnn  JNNMUEeH3NK  Ha
MEeANLNHCKYIO OEATEJIbHOCTDb;

4) Hay4HbIM OpraHM3auusM Ans Hay4YHo-UccneaoBaTenbCKon paboThl;
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

5) MeanLMHCKMM OpraHM3aunsiM U BeTepMHapHbIM OpraHn3aLumsmv;

6) opraHusaumsam v nHAMBMAYyanbHbIM NPEeAnpPUHMMAaTENSM, OCYLLECTBISIOWMM pa3BedeHne, BolipaliuBaHue
N coaep)KaHne XUBOTHbIX (32 UCKMOYEHNEM Npoaaxn UM hapmaLeBTU4ecKkMx cybcTaHumi unm ux nepegaydn);
(n. 6 B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

7) vcnbiTatensHbiM nabopatopusam (WeHTpam), NPoBOAALLMM UCMbITAHMA B 0BnacTn KOHTPONS KayecTsa
rniekapCTBEHHbIX CPeACTB, akKpeauTOBaHHLIM B COOTBETCTBMM C 3akoHodaTenbcTBom Poccuickon ®egepaumn ob
akkpegmuTaumy B HaUMOHarnbHOW CMCTEME akkpeauTauum.

(n. 7 BBegeH ®PenepanbHbiM 3akoHOM OT 04.08.2023 N 428-03)

9. MNMpowussogutenu cdapmaveBTUYecKon cybcTaHuum cnupTa 3TUNOBOro (3TaHona) obsa3aHbl OCYLWEeCTBNATL
peanusaumio  (Nnepegadvyy B YCTAHOBMEHHOM  3akoHogaTenbCTBOM  Poccuiickon depepaumm  nopsake)
hapmMaLeBTMYECKON CyOCcTaHuuM cnupta 3TUMOBOrO (3TaHona) NpPoM3BOAUTENSAM NEeKapCTBEHHbIX CPEACTB ANS
NPOu3BOACTBA FEKAPCTBEHHbIX CPeacTB, MNpPOM3BOAMTENSM (M3rOTOBMTENSIM) MEOUUMHCKUX U3genui  Ans
NPOu3BOACTBA U N3rOTOBIEHNS MEAVLMHCKNX U34enNuin B eMKOCTAaX oO0bemMom He Bbonee 1 nutpa u (Mnu) He meHee
1000 nuTpoOB, a opraHM3auusaM, ykazaHHbIM B MyHKTax 3 - 5 1 7 Yactn 8 HacToslLeln cTaTbl, B Tape 06beMoM He
6onee 1 nutpa.

(vyactb 9 BBeaeHa depepanbHbiM 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-®3, ot 04.08.2023 N 428-93)

10. Peanu3auusa (nepegada B yCTaHOBMNEHHOM 3akoHogaTenbCTBOM Poccuiickon ®depepaumm nopsgke)
dapmauesTuyeckon cybctaHuMm  cnupTa  3TUMoOBOro  (3TaHona) opraHuWsauuMsM  OMNTOBOW  TOProBfiu
rnieKkapCTBEHHbIMW CPEACTBaMM He JonycKaeTcs.

(vyactb 10 BBegeHa degepanbHbIM 3akoHOM oT 27.12.2019 N 481-03)

11. TlepeBo3kn papmaueBTUYECKOW CYOCTaHUMM ChivMpTa 3TWMAOBOrO (STaHOMa) OCYLLECTBISATCA C
cobnogeHnem TpeboBaHUN, YCTaHOBMNEHHbIX ab3auem YeTBepTbiM NyHKTa 3 cTatbm 9 deaepanbHOro 3akoHa oT 22
Hos16pst 1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHuyM NPou3BOACTBa U 0bopoTa 3TUMOBOrO CNMpTa,
ankoronbHOM W chnupToCcodepXallerd npoaykumMm uM o6 orpaHuyeHun notpebrneHus (pacnuTusi) ankoronbHow
npoaykuunn".

(vyactb 11 BBegeHa degepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBKa NnekapcTBEHHbIX CPeACcTB

1. JlekapcTBeHHble npenapatbl, npolleflne rocyqapCTBEHHYD pernctpaumMio B COOTBETCTBUM C
TpeboBaHuAMM HacTosiwero ®dedepanbHOro  3akoHa, 3a  UCKMIOMEHMEM  NeKapCTBEHHbIX  MpenapaTos,
M3roToBJIEHHbLIX anTe4YHbIMW OpraHn3aunamMu, BeTepuHapHbIMU anTe4vYHbIMU OpraHmnsauunamMu, nHanemayanbHbIMU
npegnpuHnMmartenamum, uMmerwmmMmmn JnuueHsnr Ha cpaplvlaueBqueCKyro 0eATeNIbHOCTb, AOJDKHbl NOCTyNnaTb B
obpalleHne, ecnu:

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) Ha uX NepBMYHOW YyNakoBKe (33 MWCKMYEHWEM MNEPBUYHOWN YMaKOBKM NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWIO YUTaeMbiM LWPUEHTOM Ha PYCCKOM SA3blke YKa3aHbl HaMMeHOBaHWE JleKapCTBEHHOro
npenapata (MexgyHapogHOe HenaTeHTOBaHHOe, WM TPYNnNMPOBOYHOE, WM  XMMUYECKOe, WM  TOproBoe
HavMeHOBaHWEe), HOMep cepwu, aTa Bbinycka (ANs MMMYHOBMOMOrMYECKNX feKapCTBEHHbIX MpenapaToB), CPOK
roAHOCTU, A03MPOBKA UMW KOHUEHTpauus, o6beM, akTMBHOCTb B eANHMLAaX AeNCTBUS W KONMYECTBO O03;

(B peq. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2) Ha NX BTOPUYHON (MOTPEBUTENBCKON) YNakoBKE XOPOLUO YATAEMbIM LUPUETOM Ha PYCCKOM S3blKe yKa3aHbl
HaMMeHOBaHWE FeKkapCTBEHHOIO MpenapaTta (MeXayHapoAHOoe HenaTeHTOBaHHOE, WU TPYMNNUPOBOYHOE, WK
XMMUYECKOE U TOProBOE€ HaMMEHOBaHWs), HaMMeHOBaHWE NPOU3BOAMTENS NEKapCTBEHHOrO npenapara, Homep
cepun, gaTa BbiNycka (Ans MMMYHOOMOMOrMYecKkUX IEeKapCTBEHHbLIX NpenapaToB), HOMEP PEerncTpaLMoHHOro
YOOCTOBEPEHWS!, CPOK FOOHOCTU, CMOCO6 NPMMEHEHUsi, [O3MPOBKA WM KOHUEHTpauusi, o6bem, akTUBHOCTb B
eavHuUax aenctems NGO KONMYeCTBO 03 B YMAKOBKe, NeKapcTBEHHasi dopma, YCroBUSI OTMycKa, YCroBuUsS
XpaHeHus, NpeaynpeauTenbHble HAANUCH.

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYECKME CYOCTaHUMM OOMMKHbI MOCTynaTh B obpalleHne, ecnn Ha uUX MepBUYHON YMaKoBKe
XOpOLUO YMTaeMbiM LIPUEPTOM Ha PYCCKOM 4A3blKE yKa3aHbl HavMeHOBaHwe apmaueBTMyeckon cybcTaHuum
(MexxgyHapooHoe HenaTeHTOBaHHOE, WM TPYNnMPOBOYHOE, UMM XUMUYECKOE W TOProBOE€ HavMeEHOBaHUS),
HaMMeHOBaHWe npoun3BoOAMTENS dapmMaueBTUYeCKon cybCcTaHuun, HOMep cepuum U Aata  W3roTOBMNEHWS,
KONMYeCTBO B YNakoBKE U eOUHULbI UBMEPEHMS KONIMYeCTBa, CPOK FOAHOCTU U YCIOBUSI XpaHEHUS.

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

3. JlekapcTBeHHble CpeAcTBa B KayecTBe CbIBOPOTOK [OSMKHbI NOCTynaTb B o6palleHWe C ykaszaHuem
XKMBOTHOrO, U3 KPOBW, NMa3mbl KDOBU, OPraHOB U TKaHEW KOTOPOro OHM MOJSTyY€eHbI.

4. Ha BTOpWYHYIO (NOTPEBUTENbLCKYI) YNakoBKy NEeKapCTBEHHbIX CPeACTB, MOMyYEHHbIX U3 KPOBM, Mra3mbl
KpOBW, OPraHoOB 1 TKaHEeWn YenoBeka, AOMMKHa HaHOCUTbCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHbIV aHTUreH BUpyca renatuTa B otcytcTBytoT".

5. Ha nepBuYHyl0 YynakoBKy W BTOPWUYHYIO (MOTPEGUTENbCKYI0) YMNakoBKy paanodapMaueBTUYecKmX
NeKapCTBEHHbIX CPeACTB AOMMKEH HAHOCUTLCA 3HAK paauaLVoOHHON ONacHOCTH.

6. Ha BTOpu4yHyto (noTpebutenbckyo) ynakoBKy roMeonaTMyeckux NeKkapCTBEHHbIX NpenapaToB OOIDKHA
HaHocuTbecsA Hagnuck: "lomeonaTnyecknn”.

7. Ha BTOpuYHyto (NOTpebuTenbCKylo) YMakoBKY NEKapCTBEHHbIX pacTUTElNbHbIX MpenapaToB AOIMKHA
HaHocUTbCA Hagnuee: "MpoayKuua npoluna pagnaunuoHHbI KOHTPOIb".

8. Ha nepBu4yHyt0 ynakoBKy (ecrnv Ans 3TOro CylecTByeT TeXHUYeckasi BO3MOXHOCTb) U BTOPUYHYHO
(noTpebuTenbckyto) ynakoBKy NeKapCTBEHHbBIX MpenapaTtoB, NpegHa3HaYeHHbIX NS KIMMHUYECKUX UCCredoBaHUN,
[OMMKHa HAaHOCUTBLCSA Haanueb: "ONsa KNMHUYECKUX uccnegoBaHnm".

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

9. YnaKkoBka NekapCTBEHHbIX CPeacTB, MpeAHa3HaAYeHHbIX MUCKMYUTENbHO Afsl S9KCMOpTa, MapKMpyeTcs B
COOTBETCTBUM C TPEOOBaAHNUAMU CTPAHbI-UMMIOPTEPA.

10. Ha TpaHcnopTHylo Tapy, KoTopasi He npefHasHayeHa Ansi NoTpebutenein M B KOTOPYH MOMeELLEHO
rnekapcTBEHHOE CPeACTBO, AOMMKHA HAHOCUTLCS MHGPOPMaLIUS O HAMMEHOBaHUN, CEPUM NIEKAPCTBEHHOIO CPeacTBa,
Jarte BbiNycka, KONMM4YecTBe BTOPUYHBLIX (MOTPEOMTENBCKNX) YNAaKOBOK NIEKApPCTBEHHOIO CpeacTBa, Npou3BoauTene
NeKapCTBEHHOro cpeacTBa C yKasaHWEM HaVMEHOBaHWs U MEeCTOHaXOXAEHWsSI NPOM3BOAMTENS NEKapCTBEHHOro
cpeacTBa (agpec, B TOM 4Mcne cTpaHa 1 (Mnun) MecTo Npou3BOACTBA JIEKAPCTBEHHONO CPeacTBa), a Takke O CPOKe
FOAHOCTU JleKapCTBEHHOrO cpeactBa M 00  YCroOBUSIX €ro  XpaHeHus U NepeBo3kn, Heobxoaumble
npegynpeauTesbHble HaaNnUcnM U MaHUNynATOPHbIE 3HAKWU.

11. Ha nepBuYHYyI0 ynakoBKYy M BTOPWUYHYKO (NOTPEBUTENbLCKYID) YNAKOBKY NEKapCTBEHHbIX CPeacTB Anls
BETEPMHAPHOrO NPUMEHEHUS AOMKHA HAHOCUTLCS HaaNuUck: "[Ons BETepMHaAPHOro NpUMEHEHUs".

12. Ha BTOpU4HYyto (NOTpebnTenbCckyto) ynakoBKy JIeKapCTBEHHOMO Npenapara HaHOCUTCS LUTPUXOBOM Kof,.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EAEPALUIO U BbIBO3 IEKAPCTBEHHbLIX CPEOCTB
U3 POCCUNCKOWN ®EOEPALIMUA
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Cratba 47. lMNopspok BBO3a NneKapcTBeHHbIX cpeacTtB B Poccuickyio ®depgepaumio M BbiBO3a
nekapcTBeHHbIX cpeacTB u3 Poccuiickon ®epepauumn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHbIX cpefcts B Poccuiickyio degepaumio ocywecTBnsieTcs B NOpsiAke, YCTaHOBMEHHOM
MpaButensctBom Poccuiickoin Penepaumm, B COOTBETCTBMM C akTamu, cocTasnstowmmu npaso Cotosa, n (Mnu)
3akoHopaTenbcTBOM Poccuiickor ®efepauum o TaMOXEHHOM PErynMpOBaHUN.

(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoc: npumevaHue.

[o 31.12.2024 poccuincknum nponsBoaMTENSM pa3peLleHo B yBEAOMUTENBHOM NOPSAKE BBO3UTb HE BHECEHHbIE
B peecTp dapmaueBTMyeckMe cyocTaHuum [Ans BETEPUHApPHOro MPUMEHEHWs Ans  NpPOM3BOACTBA
3aperncTpupoBaHHbIX NiekapCcTBeHHbIX cpencTts (MoctaHoBneHue MNMpasutensctea PO ot 12.03.2022 N 353).

2. Bosumble B Poccuiickyio ®depepaumito neKkapcTBeHHble CpPeacTBa AOSKHbI - cofepXaTbCA B
rocynapCTBEHHOM peecTpe feKapCTBEHHbIX CPeACcTB, UMW eQNHOM peecTpe 3aperncTpupoBaHHbIX NEKapCTBEHHbIX
cpeactB EBpasmmnckoro 9KOHOMWMYECKOrO CO3a, WM €OMHOM peecTpe 3aperncTpupoBaHHbIX BeTepUHAapHbIX
nekapcTBeHHbIX nNpenapaToB EBpa3ninckoro 3KOHOMUYECKOro Cor3a.

(8 pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-03, o1 30.01.2024 N 1-$3)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 B 4. 3 cT. 47 BHOCcsTCS M3MeHeHus (P3 ot 30.01.2024 N 1-93). Cm. byayLLyo peaakumio.

3. HonyckaeTca BB0O3 B Poccunckyto Pefepauunio KOHKPETHOW NapTUM 3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  FIEKAPCTBEHHbIX  CPEeACTB, NpedHa3Ha4eHHbIX Afs  NPOBEAEHUST  KITMHUYECKMX
UCCNeaoBaHUN  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS  3KCMEepPTM3bl  NIEKAPCTBEHHbIX CPeAcTB  Anis
OCYLLIECTBIEHMSA TOCYAApPCTBEHHON pPEerumcTpauumn nekapCTBEHHbIX NpenapatoB UMM AN OKa3aHUa MeLMLMHCKON
MOMOLUM MO >KMU3HEHHbIM TOKA3aHUSAIM KOHKPETHOro nauueHTa Ha OCHOBaHUM paspelleHus, BblgAHHOro
YNOJSTHOMOYEHHbIM dhefieparnibHbIM OPraHOM UCMOMHMTENBHOW BACTU MO 3asBMEHWAM UL, YKa3aHHbIX B cTaTbe 48
HacTosiwero ®PefepanbHOro 3akoHa. PaccMoTpeHWe Takoro 3asiBMEHUS W MPUHATME peLleHWs O Bblaade
paspeLleHnst Ha BBO3 KOHKPETHOW NapTUKM 3aperncTpupoBaHHbIX U (UNN) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHBIX
cpencTB, MNpefHas3HaYeHHbIX AN NPOBEAEHMS KIUMHWYECKMX WCCNefoBaHWMM feKapCTBEHHbIX MNpenapaTtos,
NPOBEAEHUS 3KCMEPTU3bl JIEKApPCTBEHHbIX CPEACTB ANA  OCYLLECTBMEHUS TOCYAapCTBEHHOW permcrpaumm
nekapCTBEHHbIX NpenapaToB U Anst okasaHus MeAULMHCKOW MOMOLLM MO XXU3HEHHBIM MOKAa3aHMAM KOHKPETHOrO
naumeHTa nMbo o6 oTkase B Bblgaye yKazaHHOro paspeLleHus Mpou3BOAATCH B CPOK, HE MpeBbilatolwmi NaTu
paboumnx aHen. MNnaTa 3a Bbigayvy ykazaHHOMo paspeLleHnst He B3MMaeTCs.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3.1. YT1patun cuny ¢ 1 auBaps 2024 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93.

3.2. o 31 pekabpsa 2024 roga gonyckatoTcst BBO3 Ha TeppuTtoputo Poccuiickon ®efepaummn n obpalleHune B
Poccuiickon degepaumm ¢ yyetoMm OCOBGEHHOCTEN, yCTaHOBIEHHbIX [MpaBuTtenbctBom Poccuiickon denepaunn,
3apEermcTpuUpoOBaHHbIX  JIEKAPCTBEHHbIX MNpenapatoB  ANnNd  MEOUUMHCKOrO  MPUMEHEHWUsI B YMaKoBKaXx,
npeaHasHadeHHbIX Ansi ofpalleHnsi B MHOCTPaHHbIX rocygapcTBax, B cnyyae aedekTypbl NeKkapCTBEHHbIX
npenapaToB WM pucka €e BO3HUMKHOBEHMS B CBSA3NM C BBeAEHMEM B OTHoweHun Poccuiickon depepauymm
OrpaHMYUTENbHBLIX MEpP 3KOHOMWYECKOrO XapakTepa Npu YCrOBUM COOTBETCTBMS BBO3UMbIX JIEKAPCTBEHHbIX
npenapaToB TpeboBaHWAM, YCTAaHOBMEHHBIM MPU UX PErncrTpauun, 3a WCKIMHYEHMEM TpeboBaHUM K NepBUYHON
yNakoBKe, BTOPWUYHOM (NOTPeOUTENbCKOM) YMaKoBKE, a Takke MpU HanmuuMum Ha BTOPUYHOM (NOTpebuTenbCcKomn)
yNaKoBKe NEKAPCTBEHHbLIX MpenapaToB, HaxXOAsAWMXCsl B obpalleHuun, camokneswenca 3TUKETKU, COAepKallen
NMHGOPMAaLMIO O NIEKAPCTBEHHOM Npenaparte Ha PyCCKOM S3bIKe.

(vyacTb 3.2 BBegeHa depepanbHbiM 3akoHOM OT 26.03.2022 N 64-03; B pea. ®egepanbHoro 3akoHa ot 19.12.2022
N 519-03)

KoHcynbTaHTlNoC: npumeyaHue.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

C 01.09.2024 cT. 47 pononHsetcs 4. 3.3 (P3 ot 30.01.2024 N 1-93). Cm. byayuyo pegakuuio.

4. B Poccuickyto ®efepaumnio MOXHO BBO3UTb JIEKApCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX NOATBEPXKAEHO
cepTudukaToM MpPOU3BOAUTENS  MEKApPCTBEHHbIX CPEACTB, YOOCTOBEPSIOWMUM  COOTBETCTBME  BBO3MMbIX
NeKapCcTBEHHbIX cpeacTB TpeboBaHWMAM, YCTAHOBMEHHbIM MpPU UX perncTpaumm unu npoBedeHun npouenyp,
CBSI3aHHbIX C perucrpawmen.

(8 pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-93)

5. Banpewaetca BBo3 B Poccunckyio dPepepaumio panbCcUULMPOBaHHbBIX NEKAapCTBEHHbIX CpeacTs,
Heno0bpoKa4YeCTBEHHbIX NeKapCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NEKAPCTBEHHbLIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcMduUMpOBaHHbIE NEKapCTBEHHbIE CpeacTBa, HedobpokayeCcTBEHHble MeKapCTBEHHble CPeacTBa
noanexaT U3bATUI0 U MOCMEeAYLEMY YHUYTOXEHUIO unu BbiBo3y M3 Poccuiickon depepaumm, KOHTpadakTHble
rieKkapCTBEHHble CPeACTBa - U3bATMIO U NOCHEeaylLWeMY YHUHTOXEHNIO. YHUUYTOXEHNE UK BbIBO3 U3 Poccuiickon
®epepaumn hanbCcOULMPOBAHHBIX NEKAPCTBEHHbIX CPeACcTB, HeAobpOoKayeCTBEHHbIX feKapCTBEHHbIX CPeacCTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPEeACTB OCYLLEeCTBMSAETCA 3a CYeT fmua, OCyLecTBMBLUEro ux BBO3. [lopsgok
YHUUTOXEHUS U3bATbIX hanbcnULMPOBaHHbIX NEKAPCTBEHHbIX CPeacTB, HeAoOpPOKauYeCTBEHHbIX JlIeKapCTBEHHbIX
CpPeacTB, KOHTpadaKkTHbIX NIeKapCTBEHHbIX CPeACTB ycTaHaBnmeaeTca lNpaBuTtenscTBom Poccuiickon ®egepaumu.
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocyuwectersiowme BBo3 B Poccunckyto degepauuio danbCUdULMPOBAHHBIX NEKapCTBEHHbIX
cpeacTB, HeOoOpPOKa4YeCTBEHHbIX J1EKapCTBEHHbIX CPEACTB, KOHTpadakTHbIX NeKapCTBEHHbIX CpPeacTB, HeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuiickon ®egepaumn.

(B peq. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-$3)

8. BblBO3 nekapcTBeHHbIX cpeacTB U3 Poccuiickolt deaepaumm oCyLLECTBNSIETCS B COOTBETCTBUM C akTaMMu,
coctaBnswowmmm npaso Coto3za, n (unu) 3akoHogatenbcTBoM Poccuiickon depepaunm O rocygapcCTBEHHOM
perynMpoBaHuUn BHELLHETOPrOBOWN AeATENbHOCTH.

(vacTb 8 B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. Beop B rpaxxgaHckuit 000pOT NeKkapCTBEHHbLIX NpenapaToB ANd MeAULMHCKOro NPUMEHEHWs], BBE3EHHbIX B
Poccuiickyto  ®Pepepaumio, ocywlecTBnsetca c cobnogeHnem TpeboBaHUW, YCTaHOBMEHHbIX cTaTtben 52.1
HacToswero ®PenepanbHOro 3akoHa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-$3)

KoHcynbTaHTlnoc: npumeyaHue.

Y. 10 cT. 47 He pacnpoCcTpaHseTCs Ha Cepuu IekapcTB ANA BETepPUHAPHOro NPUMEHEHWsi, BBEAEHHble B
rpaxkgaHckuii obopoT o 01.09.2023, koTopble noanexaT NPUMMEHEHUIO OO UCTeYeHUs cpoka Ux rogHocTn (P3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHcknii 000poT NekapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIO NPUMEHEHWS, BBE3EHHbIX
(nepemeLleHHbIxX) B Poccuiickyto ®enepaumnto, ocyLlecTBnsieTcsa ¢ cobnogeHmeM TpeOOBaHWUA, YCTaHOBIEHHbIX
cTatben 52.2 HacTosiero PegepanbHOro 3akoHa.

(vacTb 10 BBegeHa PeaepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 48. lOpuanyeckmne nuua, KOTOpbIM pa3pelleH BBO3 JNleKapCTBEHHbIX cpeacTB B Poccuickyto
®denepauuio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTtBeHHble cpeacTBa B Poccunckyto defeparmio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoOAUTENM NEeKapCTBEHHbIX CPEACTB Ans uenet coBCTBEHHOrO MPOW3BOACTBA J€KAapCTBEHHbIX
CpeacTs;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B n. 2 cT. 48 BHOCATCA M3MeHeHUus (P3 o1 30.01.2024 N 1-®3). Cm. OyayLLyto pegakumio.

2) MHOCTpaHHble pa3paboTUMKM NeKapCTBEHHbIX CPEACTB M MHOCTPAHHbLIE MPOU3BOAUTENN NEKAPCTBEHHbIX
CPeACTB unu Apyrve pugudeckse nuua no nopyyeHuo paspaboTuvMka NeKapCTBEHHOro cpeacTBa  Ans
NpoBefeHUs KMMHUYECKUX WCCNEeAOBaHUN NeKapCTBEHHOro npenapara, OCYLLEeCTBMEeHUs rocyaAapCTBEHHON
perncTpaumm nekapCTBEHHOro npenapaTa, BKMYeHUa dapmaleBTMyeckor cybctaHuuM B rocygapCTBEHHbIN
peecTp IeKapCTBEHHbIX CPEACTB, KOHTPOMSA KayecTBa JIeKapCTBEHHbLIX CPEACTB MpU Hanmnumm paspelleHus
YMOMHOMOYEHHOro cefepanbHOro opraHa UCNONMHUTENBHOM BRacTM Ha BBO3 KOHKPETHOW MapTUM NeKkapCTBEHHbIX
CPEeAcCTB;

3) opraHunsauunn OonTOoBOM TOProBJ1N NNEKapPCTBEHHbIMU CpeaCcTBaMU;

4) HaydHble oOpraHu3daumu, obpasoBaTernbHble OpraHusauun Bbicllero obpasoBaHus, MNPOM3BOAMTENN
nekapCTBEHHbIX CPeAcTB ANns paspaboTku, uccnegoBaHWn, KOHTpons 6e3onacHOCTU, kavyecTBa, aPEKTMBHOCTH
rnieKkapCTBEHHbIX CPEeACTB MNPV Hanuuuu paspeLleHns yNnosTHOMOYeHHOro dedeparnbHOro opraHa UCMONMHUTENbHON
BracTu;

(B peq. PepepanbHbix 3akoHoB oT 02.07.2013 N 185-93, ot 30.01.2024 N 1-$3)

5) MeguuMHCKME OpraHusauuu, UHble ykasdaHHble B MyHKTax 1 - 4 HacTosen cTaTby OpraHusauuu ans
OoKasaHWsi MeAMLMHCKOM NOMOLLM MO KU3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauMeHTa npu Hannyum paspeLueHus
YNONTHOMOYEHHOro (heiepanbHOro opraHa UCMOMHUTESNBHOM BNAacTM Ha BBO3 KOHKPETHOW NapTUU JIeKapCTBEHHOMO
npenapaTa, BblJaHHOTO B YCTAaHOBMEHHOM ropsike B popMe 3M1eKTPOHHOro LOKYMEHTA, NOAMUCAHHOIO YCUIEeHHOM
KBannMuUUUpPOBaHHON 3NIEKTPOHHON NOANUCHIO;

(B peq. PepgepanbHoro 3akoHa ot 12.03.2014 N 33-03)

6) ytpatun cuny ¢ 1 aHBaps 2024 roga. - PegepanbHblii 3akoH 0T 27.12.2019 N 475-03.

7) Npon3BOANTENW MEONLIMHCKUX U3OENUA AN uenen npoMsBoacTea MeguLMHCKUX M3genun.
(n. 7 BBegeH ®egepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

Ctatbsa 49. [loKkymeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®epepauvu npwm
BBO3€ NleKapCTBEHHbIX cpeacTB B Poccuickyo ®epepaunto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyio Pefepaumio B TaMOXeHHble opraHbl Poccuiickon
degepaumn Hapsgy C OOKYMeHTamu, NpeacTaBreHne KOTopbiX NPegyCMOTPEHO akTaMu, COCTaBnsalLWMMN NpaBo
Coto3sa, u (Mnn) 3akoHogaTtenbcTBom Poccuickon degepaumym 0 TaMOXEHHOM perynvpoBaHun, NpeacTaBnstoTCs
cnepyoLine JOKYMEHTbl B 9NeKTPOHHOW hopMe:

(B pen. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-93)

1) cepTMdukat npoM3BOAUTENS  JIEKAPCTBEHHOINO CPEACTBa AN BETEPUMHAPHOIO  MPUMEHEHNS,
YOOCTOBEPSIOLMNIA  COOTBETCTBME BBO3MMOIO JIE€KApCTBEHHOrO CPEeACTBa [N BETEPUMHAPHOro MpPUMEHEHUS
TpeGoBaHusM dhapMakoneHol cTaTbn NGO B criydae ee OTCYTCTBUS HOPMATUBHOIO JOKYMEHTa;

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) pa3spelleHne YNormHOMOYEHHOro (hefeparnbHOro opraHa WCMONHUTENbHON BMacTW Ha BBO3 KOHKPETHOM
napTWU NEeKapcCTBEHHOTO CPefCTBa B Cry4vasix, YCTAHOBMEHHbIX YacTbio 3 cTaTeu 47 HacTosiwero deneparnbHoro
3aKoHa.

2. [lokymeHTbl, yKasaHHble B NyHKTax 1 n 2 yactu 1 HacTosuwen cratbi, NPeaCcTaBnNAOTCA B TAMOXEHHbIEe
opraHbl Poccuiickon ®egepaumm npy npnbbiTyn NekapCcTBEHHbIX cpeacTB B Poccuiickyto ®egepauuio.
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyio ®Pegepauuio AnNA  NUYHOro
MCMONb30BaHMA M WHbIX HEKOMMEpPYEeCKUX LuUenen, a TaKke ANA MUCNOSMIb30BaHUA Ha TeppuTopuUmn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

MeXAyHapo4HOro MeAULIMHCKOro Krnacrepa
(8 pea. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-03, o1 29.06.2015 N 160-®3)

1. JlekapcTBeHHbIE nNpenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyto depepaumio 6e3 yyeta TpeboBaHui,
npegycMOTpeHHbIX Yyactamm 1 - 4 ctatbn 47, ctatbamn 48 n 49 HacTtoswero PefepanbHOro 3akoHa, ecriv OHU
npegHasHaveHbl Ans:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NMYHOro Mcnonb3oBaHMA U3NYECKUMM Nuuamun, npubbiBwKMKn B Poccuiickyto degepaumto. [Npu aTom
BBO3 B Poccunckyio ®degepaumio nekapCTBEHHbIX MpenapaToB, COAepXallMx curbHoAencTByolwmne u (unu)
S0OBUTbIE BeLLEeCTBa, BKIIOYEHHblE COOTBETCTBEHHO B CMUCOK CUMbHOOENCTBYHOLUMX BeLeCTB AN uenen
YronoBHOro 3akoHogaTtenbcTBa Poccuickon denepauum m B CNMCOK SAOBUTLIX BELLECTB AN Lienen YronoBHOro
3akoHopartenbctBa Poccuiickon ®epepauuun, ytBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLECTBMNAETCHA NPU HanMuMm SOKYMEHTOB (3aBEPEHHbBIX KOMWUIA LOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEPKAAILIMX HasHayeHWe (PU3NYEeCcKOMy ULy yKa3aHHbIX FIEeKapCTBEHHbIX MpenapaToB (3a WCKIHYEeHUEM
nekapCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon Pepepauumn nmbo 3aperucTpupoBaHHbIX B
COOTBETCTBMU C akTamu, cocTaBnstowmmm npaso Cotosa, n otnyckaemblx B Poccuiickon depepaumm 6e3 peuenta
Ha nekapcTBeHHbIM Npenapart). [NoaTBepxaatowime JOKYMEHThI (MX 3aBEPEHHbIE KOMWUU UMW 3aBEPEHHbIE BbIMCKM
N3 HUX) OOMMKHbI CoAepXaTb CBEAEHMS O HAUMEHOBAHMM U KONMYECTBE HAa3HaYeHHOro NeKkapCTBEHHOMO Npenapara.
B cnyyae, ecnu noarteepxpawolime AOKYMEHTbl (MX 3aBEPEHHbIE KOMWW WM 3aBEPEHHbIE BLIMUCKA W3 HUX)
COCTaBIEHbl HAa MHOCTPAHHOM f3blke, K HAM MpuraraeTcs HoTapuarnbHO 3aBepPeHHbI NEPEBOL HA PYCCKUI A3bIK;
(B pea. PepepanbHbix 3akoHoB 0T 02.06.2016 N 163-®3, ot 30.01.2024 N 1-$3)

2) uncnonb3oBaHWs paboTHUKaAMKM OUNNIOMATUYECKOro Kopryca unu npeactaBuTensiMm MeXOyHapOLHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon degepaunm;

3) neyeHMs NacCaxupoB M UNEHOB 3KMNaXew TPaHCMOPTHbIX CPeAcTB, MOe3fHbix Opurag u BoguTenen
TPaHCMOPTHBLIX CpeacTs, NpubbiBLWNX B Poccunckyo Pegepaumio;
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs Y4YaCTHWKOB MEXAYHAPOAHbLIX KymNbTYPHbIX, CMAOPTUBHbLIX MEPOMPUSTUIA U YYaCTHUKOB
MexXayHapoOHbIX AKCNeanLUIA;

5) neyeHus KOHKPETHbIX XMBOTHbIX B 300Mapkax, 300CajaX, LMpKax, okeaHapuymax, AenbduHapwusix,
NeyvyeHus OMKUX KMBOTHbIX, MOCTOSIHHO WKW BPEMEHHO Hacenswwmx Tepputoputo Poccuiickon depepaumu,
HaxoOsALWMXCA B COCTOSIHUM €CTEeCTBEHHOM CBOOOAb! 1 MpMHagnexawmx K Bugam, 3aHeCceHHbIM B KpacHyto KHury
Poccuiickon ®epepauumn n (unu) kKpacHble kHUrM cybbektoB Poccuiickon ®egepaumn, a Takke XUBOTHBIX,
BBO3MMbIX B Poccuiickyto ®egepaunto anst y4actvs B CMOPTUBHBIX U 3PENULLHBLIX MEPONPUATUSX;

(B pea. PepepanbHbix 3akoHOB OT 06.12.2011 N 409-03, ot 02.08.2019 N 297-®3)

6) ncnonb3oBaHUs Ha TEPPUTOPUN MEXAYHAPOAHOIO MEAMLIMHCKOrO KnacTepa.
(n. 6 BBegeH ®egepanbHbIM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cny4vasix, npefycMOTpeHHbIX YacTbio 1 HacToswen cTaTbW, Jonyckaetcda BBO3 B Poccuinckyro
depepaumio nekapcTBEHHbIX MpenapaToB, He 3aperucTpupoBaHHbix B Poccuiickon ®epepaumm nubo He
3aperncTpupoBaHHbIX B COOTBETCTBUM C akTamu, cocTasnsowmmm npaso Cotosa.

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-93)

3. JlekapcTBeHHbIe Npenaparbl, NpegHasHavYeHHble Ans ryMaHUTapHOW nomoLy (COAencTBMS) UM MOMOLLIM
npuM 4pesBbl4alHbIX CUTyauusix, BBO3ATCA B Poccuickyto ®defgepaumio B nopsgke, YCTaHOBIIEHHOM
MpaBnTENLCTBOM Poccuinckon denepauymm. 3anpeluaeTcs BBO3 B Poccuiickyto depepaumio
He3aperMcTpMpoBaHHbIX MEeKapCTBEHHbIX NpenapaTtoB, MpedHasHayeHHbIX Ansg  FYMaHUTapHOW  NOMOLLUM
(copoencTans) N NOMOLLM MPU Ype3BbIYANHbBIX CUTYaLMSX.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 51. CoTpyaHuyecTBO heaepanbLHOro opraHa MCMOJSIHUTENIbHOW BNacTU, OCYLLECTBNAIOLEro
YHKLMU MO KOHTPOMIO M HaA3opy B o6GNacTM TaMOXEHHOro paena, U ApPyrux YnorHOMOYEHHbIX
cepepanbHbIX OpraHoB UCMONMHUTENLHON BNacTn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1. YnonHomoueHHble defepanbHble OpraHbl UCMOMHUTENbHOW BNacTu NPeAoCTaBMnsOT B pacrnopsikeHue
denepanbHOro opraHa UCNONMHUTENBHOM BacTK, OCYLLECTBASOLWEro yHKLUMM MO KOHTPOMO 1 Haa3opy B obnactu
TaMOXEHHOro Aeria, rocyAapCTBEHHbIM PEECTP JIEKApPCTBEHHbIX CPeAcTB, a Takke MHgOopMauuio O BblgaHHbIX
pa3speLLeHNsiX Ha BBO3 KOHKPETHOWN NapTWM NeKapCTBEHHbIX CPeACTB B CryyasiX, YCTAHOBMEHHbIX YacTbio 3 cTaTbu
47 HacTosiwero ®egepanbHOro 3akoHa.

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. degepanbHbll opraH UCMOMHUTENBHON BAACTU, OCYLLECTBAAIOWMIA PYHKLUMM NO KOHTPOS U HAA30py B
obnactn TamMoOXeHHOro pfena, MHOpPMUPYET YyKkasaHHble B 4actm 1 HacToswen cTatbM YNOMHOMOYEHHbIE
deneparnbHble opraHbl UCNONHUTENBHOW BNAacTU O BBO3€ NeKapCcTBEHHbIX cpeacTts B Poccuiickyio ®enepauuio un
BblBO3€ NeKapCTBEHHbIX cpeacTB u3 Poccunckon depepauum no opme M B MNOpsiake, KOTOpble YCTAHOBMEHbI
MpasutenbctBOoM Poccuiickon ®epepaunn.

(B peq. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-$3)

naea 10. PAPMALEBTUYECKAA OEATENIBHOCTDb
Cratbsa 52. OcywecTBneHme dapmMaueBTUYECKON AeATEeNbHOCTH

1. ®dapmaueBTnyeckasi  [OeATENbHOCTb  OCYLLECTBNSAETCH  OpraHu3auusiMM  ONTOBOW  TOProBnu
neKapcTBEHHbIMM CPeACTBaMW, anTeYHbIMW OpraHuM3auusiMy, BeTEepUHApPHbIMKM anTeYHbIMUM  OpraHu3auusiMu,
UHOVBMAOYanbHbIMW  NPEANPUHUMATENSIMU, MMEKLWUMK  FIMLUEH3NI0 Ha  (apMaueBTUYECKYD AeSTeNbHOCTb,
MEAMUMHCKUMU  OpraHM3auusiMyi, UMELLMMM  NULEH3MI0 Ha apMaueBTUYECKYlD OeATenbHOCTb, U UX
06ocobrneHHbIMM  nogpasgeneHuaMu  (ambynatopuamu,  denbawepckuMm U enbawepcko-akyLepCcKuMu
nyHKTamMu, LeHTpamu (oTaeneHnsimu) obuen BpavyebHon (CeMENHON) NPakTWUKK), PaCMOSIOKEHHBIMW B CENbCKMX
HaceneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHu3auvu, U BeTepUMHApHbIMU OpraHu3aumsMu,
MUMEIOLLMMU NMLEH3NIO Ha (hapMaLLeBTMYECKYIO AeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

KoHcynbTaHTlnoc: npumeyaHue.

Y. 2 cT. 52 (B pea. ®3 o1 28.04.2023 N 149-d3) B 4acTu akkpeautaLumm CneumanmncToB C BbICLUIUM UM CPEAHUM
BETEPUHAPHbIM 0Opa3oBaHMEM, OCYLLUECTBASALWMX (apMaueBTUYECKyd [eATenbHOCTb, MPUMEHSEeTCAa C
01.03.2026. CepTudhmkatsl Takmm nuiuam Beligatotcs no 28.02.2026 n gencTByoT He Gonee 5 ner.

2. dusmdeckne nuua MoryT ocyLLecTBnATb papMaueBTUYECKY0 AeATEeNbHOCTb NPU HanMyumn BbiCLLEro UNu
cpenHero gapmaveBTuyeckoro obpasoBaHusa u cepTudmkata cneumanucra nubo NPoMaeHHOW akkpeauTauum
crneumanucTta, BbICLUEIO UMM CpedHero BeTepuHapHoro obpasoBaHusa K cepTudukaTa creuuanucta nubo
NPOMAEHHON aKkKpeauMTauMuM cheuuanucta, a Takke BbICLIEero WM CpegHero MeauuuHckoro obpasoBaHus,
ceptudmkata cneumanucta nmbo  NPOMOEHHOW  akkpeguTauuu  cneumanncta WM JOMNONHUTENBbHOro
npodeccnoHanbHOro obpas3oBaHMs B 4YacTU  PO3HUYHOM TOProOBMM JIEKAPCTBEHHBIMW Mpenapatamu  Ans
MELMLMHCKOrO MNPUMEHEHUsT Npu  ycroBunm ux paboTbl B 000OCOBGNEHHBIX nNoApasdeneHnsix MeauLMHCKMX
opraHusauni, ykasaHHbIX B YacTu 1 HACTOSLLEN CTaTbu.

(4acTb 2 B peq. PefepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbTaHTlNoC: npumeyaHue.
C 01.09.2024 B HammeHoBaHue cT. 52.1 BHocATCcA maMeHeHus (®3 ot 30.01.2024 N 1-d3). Cm. 6ygyuiyio
pepakuuto.

KoHcynbTaHTlNoC: npumeyaHue.

JlekapcTBeHHble MpenapaTbl AN MeOWUMHCKOrO MPUMEHEHUs, BBEOEHHble B rpakdaHckui o6opoT Ao
29.11.2019, noanexat XpaHeHWo, NepeBo3ke, OTMYCKY, peanusauuun, nepegade, NPUMEHEHUD 0O UCTEYEeHUs
cpoka ux rogHocTun (P3 o1 28.11.2018 N 449-03).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Cratba 52.1. BBog B rpaxgaHCKui OOOpPOT neKapCTBEHHbIX MpenapaTtoB Ansi MegUuLUHCKOro
npUMeHeHus

(BBegeHa degepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlnoc: npumevaHue.
C 01.09.2024 B 4. 1 cT1. 52.1 BHoCcATCS n3meHeHns (®3 ot 30.01.2024 N 1-$3). Cm. ByayLlyto pegakumio.

1. MNepen BBOAOM B rpaxagaHCcKuin 060poT KaXaon cepumn nnu Kaxaom naptum npomssegeHHoro B Poccuiickon
depepaumn  nekapcTBEHHOro  npenapata  AnAs  MEOUUMHCKOTO  MPUMEHEHUs, 3@  UCKIIOYEHWEM
UMMYHOBMOMOIrMYECKNX NEKApPCTBEHHbIX MNpenapaToB, MPOW3BOAWUTENb TaKoro JieKapCTBEHHOro npenapaTa
npencrtaeBnsieT B deneparnbHbll OpraH MCMOSNIHUTENbHOW BrAcTW, OCYLLECTBASIOWMA (PYHKUUN NO KOHTPOSIO U
Haasopy B cdpepe 34paBOOXpPaAHEHUSA, AOKYMEHT NMPOW3BOAUTENS NEKapCTBEHHONO CPeACcTBa, MOATBEPXKOAMLLMN
KayeCcTBO JieKapCTBEHHOrO npenapaTta, W MOATBEPXAEHWE  YNOMHOMOYEHHOTO Iuua Npov3BOAMTENS
nekapCTBEHHbIX CPEeACTB COOTBETCTBUS NEKApCTBEHHOro npenapata TpebGoBaHWSIM, YCTAHOBMEHHbLIM MpU €ero
rocygapCTBEHHOWN permctpaumm.

KoHcynbTaHTlnoc: npyumeyaHue.
C 01.09.2024 ct. 52.1 pononHsietcs Y. 1.1 (P3 ot 30.01.2024 N 1-®3). Cm. OyayLlyo pegakuuio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B 4. 2 cT. 52.1 BHOCATCA U3ameHeHus (P3 ot 30.01.2024 N 1-®3). Cm. byayliyto peaakumio.

2. lMepen BBOOAOM B rpaxgaHCKUi 0DOPOT KaXKOOW Cepuu UIU Kaxkgon napTuv BBO3UMOro B Poccuiickyto
depepaumio NekapcTBEHHOro  npenapata ANa  MEOUUUHCKOTO  MPUMMEHEHMS,, 3@  UCKITYEHMEM
UMMYHOOMOMNOrMYeCcKnx feKapCcTBEHHbIX MpenapaToB, OpraHM3auus, OCYLLEeCTBMAILAs BBO3 JIE€KAPCTBEHHOMO
npenapata B Poccuitickyto degepaumio, npeacrtaBnsieT B eaepanbHbii OpraH WCMOMHUTENBbHOW BracTwy,
OCYLLECTBNAOWUA PYHKLMM MO KOHTPOMO U Haa3opy B cdepe 3apaBoOXpaHeHus, cepTudmnkaTt npounssoguTens
NEKapCTBEHHOr0  CpeacTBa, YOOCTOBEPSOWMA  COOTBETCTBME  BBO3MMOMO  JIEKAPCTBEHHOrO  npenapara
TpeboBaHuAM apmakonerlHoW cTaTbW, a B Cnyvyae OTCYTCTBUA (apMakonenHow craTbyn TpeboBaHUsIM
HOpMaTMBHOW [AOKYMeHTauuu, W noATBepXAeHue npeacTaBUTensd opraHvsaluu, OCYLIEeCTBAsSWen BBO3
nekapctBeHHoro npenapaTta B Poccunckyto ®efepaumio U ynonHOMOYEHHOW WMHOCTPaHHbIM NPOU3BOAUTENEM
NeKapCTBEHHbIX CPEACTB, COOTBETCTBUSI BBO3MMOIO NEKApCTBEHHOrO npenaparta TpeboBaHWsIM, YCTAHOBIEHHbLIM
npu ero rocyaapCTBEHHON perncTpaumu.

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 ct. 52.1 gononHsietcd 4. 2.1 (®3 o1 30.01.2024 N 1-®3). Cm. GygyLiyio pegakumio.

KoHcynbTaHTlNoC: npumeyaHue.
C 01.09.2024 4. 3 ct. 52.1 m3anaraetca B HoBon pegdakuun (O3 ot 30.01.2024 N 1-93). Cm. Gyaywyio
pepakuuto.

3. Mopsipok npeacTaBneHMs B COOTBETCTBUM C YacTaMK 1 1 2 HacTosILEeN CTaTb JOKYMEHTOB U CBEAEHUI O
rniekapcTBEHHbIX npenapaTtax, BBOAMMbIX B rpaxaaHckuin obopoT, yctaHaBnmBaeTcs MpaButenbctBoM Poccuiickoi
depepauymm.

KoHcynbTaHTlNoC: npumeyaHue.
C 01.09.2024 B u. 4 cT. 52.1 BHOCcATCA u3meHeHus (P3 ot 30.01.2024 N 1-®3). Cm. ByayLiyo pegakumio.

4. B oTHOWEHUN NnepBbIX TpeX cep|/||7| mnnn I'IapTI/lIZ NeKapCTBEHHOro npenaparta, BnepBbie Npon3BeaeHHoro B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Poccuiickon ®epepauumn unu BrnepBble BBO3MMOro B Poccuiickyio ®depepaunio, B dedepanbHbii  opraH
WCNONHUTENBHON BMACTW, OCYLLECTBASKOWUA DYHKLUMN MO KOHTPONIO M HaA30py B cdepe 3aopaBOOXpaHeHus,
OONOMHUTENbHO NPeacTaBNAeTCa MPOTOKON MCMbITAHUA O COOTBETCTBUMM CEepuM UnvM napTun fekapCTBEHHOro
npenapata Ansa MeOWUMHCKOrO MNpUMEHEHWUs nokasaTensam KadecTtBa, nNpeayCMOTPEHHbIM HOPMaTUBHOM
OOKyMeHTauuen (ganee - MpOTOKON WCMbITaHUNM), NPOBOAWMMBIX aKKpeOUTOBaHHbIMM B COOTBETCTBUMM C
3akoHogartenbcTBoM Poccuiickon ®Pepepauum 06 akkpeauMTauMym B HaUMOHANBHOW CUCTEME aKKpeauTauum
denepanbHbIMU TOCY4apCTBEHHBIMW OIOMKETHBIMM yYpexXaeHsaMKn, NoaBegoMCTBEHHbIMU begepanbHOMy OpraHy
NCMNONMHUTENBbHOW BriacTu, ocyllecTBnsAwemy OyHKUMM No BelpaboTke 1 peanv3aunm rocyaapCTBEHHOW MOMUTUKM
M HOPMaTMBHO-MPaBOBOMY perynvpoBaHuilo B cdepe 3gpaBooxpaHeHus, u  dedepanbHOMYy — OpraHy
NCMONMHUTENbHOW BRacTu, OCYLLECTBAAWEMY (YHKUUN MO KOHTPOM W Haa3opy B cdepe 30paBOOXpaHEHWs.
Mopsagok BblAayn ykasaHHbIMW bedepanbHbIMU  FTOCYAAPCTBEHHBIMU  BIOMKETHBIMU  YUPEXOAEHUSMN  OAHHOMO
npoToKona u pasmep nnatbl 3a ero Bblgavy yctaHaBnmeatotcsa Npasutenscteom Poccuiickon ®epepauuu.

KoHcynbTaHTlnoc: npyumeyaHue.
C 01.09.2024 cT. 52.1 pononHsietcst 44. 4.1 - 4.3 (®3 ot 30.01.2024 N 1-03). Cm. Oyayuiyto pegakuuio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 4. 5 ct. 52.1 nanaraetca B HoBou pegakuun (3 ot 30.01.2024 N 1-®3). Cm. GyayLiyto
peaakumio.

5. ExerogHo He nosgHee 1 dpeBpans npousBoAMTENWN JEKapCTBEHHbIX CPEACTB WM  OpraHusauuu,
OCyLLEeCTBMAIOLWME BBO3 NleKapCTBEHHbIX NpenapaTos B Poccuickyio ®egepaunto, NpeacTasnsaioT B hegeparnbHbIn
OpraH UCNONHUTENBHON BNACTK, OCYLLECTBIAOWMA PYyHKLUMN MO KOHTPOMIO 1 Hag3opy B cdepe 34paBoOOXpaHEHUs,
NMPOTOKON WCMbITAHUA MNOCTYMMBLLUErO B TEYEeHWe roja B rpaxgaHckmin obopoT nekapCTBEHHOro mnpenapara
KOHKPETHOro npov3BoauTens (Ha OAHY Cepuio Kaxdoro TOProBOr0 HaMMEHOBaHWS C Y4eTOM feKkapCTBEHHON
hopMbl M [JO3MPOBKM), NPOBOAMMbIX aKKPeAMTOBAHHbIMW B COOTBETCTBMM C 3akoHodaTenbCTBOM Poccuiickoi
®epepaumn 06 akkpeguMTauMM B HaALMOHAmNbHOW CUCTEME aKKkpeauTauum ucnblTatenbHblMu nabopatopusMu
(ueHTpamm).

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 ct. 52.1 gononHsietcd 4. 5.1 (®3 o1 30.01.2024 N 1-d3). Cm. GygyLiyio pegakumio.

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 B 4. 6 cT. 52.1 BHocATCS n3meHeHns (®3 ot 30.01.2024 N 1-$3). Cm. ByayLiyto pegakumio.

6. MNMpousBoauTenn nNekapCTBEHHbIX CPEACTB MMM OpraHuM3aLumu, OCYLLECTBISIOWME BBO3 JE€KAPCTBEHHbIX
npenapaTtoB B Poccuickyto defgepaunio, He MeEHee YeM 3a OAWH rof A0 NMaHWpyeMbIX MPUOCTAHOBMEHUSA UMK
npekpaLleHns NPOM3BOACTBA NEKapCTBEHHbIX NPenapaToB unu nux Beo3a B Poccuiickyto Pegepauno yBegomMnsaoT
06 aToM dhefeparnbHbI OpraH UCMOMHUTENBHOW BRACTU, OCYLLECTBIISOWUA PyHKUUM MO KOHTPOIO U Hag3opy B
cepe 3OpaBoOXpaHeHUs U deaepanbHbI OpraH WCNOMHUTENbHOW BMAACTWU, OCYLLECTBASKOWUA (OYHKLMM MO
NWLLEH3NPOBAHMIO MPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB.

7. BBog B rpaxpgaHckMi O0OOpOT Kaxgow CepuM WM Kakgow naptum  MMMYHOBMONOrnyeckoro
nekapcTBeHHOro npenapata, npou3segeHHoro B Poccuiickon ®epepauuun wmnmu BBO3MMOro B Poccunckyro
denepaumio, OCYLLECTBNSAETCH HA OCHOBaHUM paspeLleHunsi, Bbl4aHHOro deaepanbHbiM OpraHoOM UCNONHUTENBHON
BNacT, OCYLLECTBNSAOLWMM (YHKLMM NO KOHTPOMK W Haasopy B cdepe 30paBOOXPaHEHMS, HA OCHOBaHUU
BblgaHHOro deaepanbHbiMU  TOCYAAPCTBEHHLIMU  OIOIKETHBIMU  YYPEXOEHUSAMW, YKa3aHHbIMM B 4actu 4
HacTosILLEN cTaTbM, 3aKMYEHUS O COOTBETCTBUM CEPUM UMM MAPTUM MMMYHOGMONOrMYECKOro JEKapCTBEHHONO
npenapata TpebOOBaHUSIM, YCTAHOBIIEHHbLIM NPW €ro rocyaapCTBEHHOW peructpauuun. [lopsgok  Bbigauu
paspelleHnss Ha BBOA B rpaxpgaHckuin obopoT cepym wvnv NapTum UMMYHOBMOMOrMYecKoro nekapCTBEHHOro
npenapaTa, a Takke NopsAoK BblAayn YKa3aHHOTO 3aKMYeHUsa 1 pa3mep nnaTbl 3a ero Bbigady yCTaHaBMBaloTCA
MpaButenbcTeoM Poccunckon ®egepaumn.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 ct. 52.1 pononHsietca v. 7.1 (P3 ot 30.01.2024 N 1-03). Cm. OyayLiyto pegakuuio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B u. 8 cT. 52.1 BHOCATCA U3ameHeHus (P3 ot 30.01.2024 N 1-03). Cm. Obyayliyto peaakumio.

8. 3a HenpeacTtaBrneHMe WM HECBOEBPEMEHHOE MNpeACTaBlieHME [OOKYMEHTOB U  CBEAEHWUMN,
npeaycMOTpeHHbIX Yactamu 1, 2, 4, 5 n 6 HacToswen ctaTbW, NPOU3BOOUTENU NEKAPCTBEHHbLIX CPeacTB U
opraHusaumy, OCyLLecTBNsLWMEe BBO3 feKapCTBEHHbIX MpenapatoB B Poccuickyio Pepepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUMN C 3akoHoAaTenbCcTBOM Poccuiickon egepaunn.

9. MNpegcTaBneHne OOKYMEHTOB U CBEAEHUN, NPeAyCMOTPEHHbIX YacTamu 1, 2 u 4 HacToswen cratbn, K
nony4yeHve npegycCMOTPEHHOrO 4acTblo 7 HAcTOsAWEW CTaTbM paspelleHus Ha BBOL MMMYHOOMOMOrM4eckoro
rnieKkapCTBEHHOro npenapara B rpaxgaHckuin obopoT He TpebyloTcA B OTHOLUEHWM NEeKapCTBEHHbIX MpenapaTos,
npegHasHa4YeHHbIX AN MPOBEeAeHUs KIMHWYECKMX WCCneaoBaHWi MekapCTBEHHbIX NpenapaToB, NpoBeaeHus
3KCNepTM3bl MEeKapCTBEHHbIX CPeAcTB AMNS OCYLWECTBNEHWS roCy4apCTBEHHON perncTpaumm reKkapCTBEHHbIX
npenapaTos, a Takke B OTHOLLIEHNW HEe3aperncTpMpoOBaHHbIX JIeKapCTBEHHbIX NpenapaTos, NpeaHa3Ha4YeHHbIX Ans
OKasaHWsi MeaWLMHCKOW MOMOLUM MO XM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa wunu rpynnbl NauneHTos,
BBO3MMbIX B Poccuickyto Pegepaunio B COOTBETCTBMM C YacTamm 3 n 3.1 ctaTbmn 47 HacToswero ®egepansHOro
3aKoHa.

(B peq. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B 4. 10 cT. 52.1 BHOCATCA M3MeHeHns (P3 ot 30.01.2024 N 1-d3). Cm. ByayLyio pegakumio.

10. Mpw BbIABNEHWUM B rpaxaaHckoM o6opoTe cepum Unu NapTuM NekapcTBEHHOTO npenapata, AOKYMEHTb! 1
CBeeHNs 0 KOTOPbLIX, NpeayCMOTpeHHble YacTsMu 1, 2 1 4 HacTosALWel cTaTbi, He NpeacTaBneHbl B dheeparnbHblii
opraH UCMONHUTENbHOW BNacTW, OCYLLECTBISAOWMIA YHKLUM MO KOHTPOSIO U Haa3opy B cdepe 3apaBooXpaHeHus,
nm6o cepun U NapTum MMMYHOGUONOMMYECKOro NeKapCTBEHHOIO npenapaTa, He UMEILNX paspeLLeHnsl Ha BBOA
B rpaXxgaHckuii 06opoT, NpeayCMOTPEHHOro YacTbio 7 HacTosILen cTaTby, dpeaeparbHblii opraH UCTMONHUTENBHOM
BIacTh, OCYLLECTBNAOWMA (YHKUMM MO KOHTPOMO M Haas3opy B cdepe 34paBOOXpaHEHWs, B MOpPsAKe,
ycTaHoBneHHom [MpaButensctBoM Poccuiickoin denepaunm, npuHMMaeT pelleHe o NpekpalleHun rpaxmgaHckoro
obopoTa TakMx Cepun WM NapTum OO0 NPeACTaBneHus ykasaHHbIX JOKYMEHTOB U cBedeHWn NvMbo nonyyYeHus
yKa3aHHOro paspeLleHust.

KoHcynbTaHTlntoc: npumeyaHue.

C1. 52.2 He pacnpocTpaHsieTcs Ha cepun nekapcTB AN BEeTepPUHAPHOro MNPUMEHEHUsl, BBEOEHHbIE B
rpaxagaHckui obopoT o 01.09.2023, koTopble noanexaT NPUMEHEHUIO OO UCTeYeHUs cpoka Ux rogHocTu (P3
ot 02.07.2021 N 317-93).

Crtatba 52.2. BBog B rpaxpaHCKuiM OGOPOT reKapCTBEHHbIX NpenapaToB ANsl BeTepuHapHOro
npUMeHeHus

(BBegeHa d®epgepanbHbiM 3akoHOM oT 02.07.2021 N 317-03)

1. Mepen BBOOOM B rpaxaaHcknii obOPOT Kaxdow cepuu npousBeaeHHoro B Poccunckon depepaumm
NeKkapCTBEHHOro npenapaTta [Ans BETEPMHAPHOro MNPUMEHEHUs!, 3a WCKIIOYEHWEM MMMYHOOMONOrMYECKOro
NEKapCTBEHHOro npenapata And BeTEepMHApHOrO MNPUMEHEHMS, MPOU3BOAUTENb TaKOrO JIEKAPCTBEHHOro
npenapaTta npeacTaBnsieT B yBEAOMUTENbHOM nopsiake B diedeparnbHbil OpraH MCMOSHUTENbHOW BriacTw,
OCYLLECTBMSAOWUA (PYHKUMM MO KOHTPOmM (Hag3opy) B cdepe ob6palleHnst NeKkapCTBEHHbLIX CpeacTB Ans
BETEPUHAPHOIO NPUMEHEHUS:

1) [OKYMEHT Mpou3BOOUTENS IEeKapCTBEHHbLIX CPeAcTB, MOATBEpPXAaloWuiA COOTBETCTBME KadyecTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NeKkapCTBEHHOro npenapara Ansi BEeTepMHapHOro NpuMeHeHWsi, BBOAMMOTIO B rpaxaaHckun o6opoT, TpeboBaHusaM,
YCTaHOBIEHHbLIM NPW €ro rocy4apCTBEHHOWN perncTpaLmu;

2) noaTeBepXOeHWe YNOMHOMOYEHHOrO nuua MNPOU3BOAMTENS eKapCTBEHHbIX CPEeACTB COOTBETCTBUS
NeKapCcTBEHHOro npenapata [Ans BeTEpUHAPHOTO MpUMeHeHust TpeGoBaHWsIM, YCTaHOBMEHHbIM MNpW  €ro
rocy4apCTBEHHOWN perncrpauum.

2. lNepen BBOOOM B rpaxaaHCcKuin obopoT kakaon cepum BBO3MMOro (nepemeiaemoro) B Poccuiickyto
defepaumio nNekapcTBEHHOro  npenapata AnNd  BETEPUMHAPHOrO  MPUMEHEHWsi, 3@  UCKITHYEHUEM
UMMYHOOMOMOrMYeckoro fnekapcTBEHHOro npenapata Ang  BeTepUHApHOro MNpUMEHEHWsi,  OpraHusauus,
ocyllecTBrAOWaa BBO3 (NepemelleHne) NekapCTBEHHOro npenapata ANnd BeTepMHApHOrO MPUMMEHEHUS B
Poccuickyio ®egepauuto, npeactaBnsieT B yBeAOMUTENbHOM MOpsigke B doefepanbHbil OpraH UCMONTHUTENbHON
BMacTu, OCYLLECTBNALWNA PYHKLMM MO KOHTPOIO (Haa3opy) B cdepe obpalleHns nekapcTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO MPUMEHEHUS:

1) [OOKYMEHT nNpOM3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB, MNOATBEPXAAOWMA COOTBETCTBUE KayecTBa
nekapcTBEHHOro npenapaTa Afsi BETEPUHAPHOro NPYMEHEHUsi, BBOAMMOTO B rpaXaaHckuin ob6opoT, TpeboBaHusM,
YCTaHOBIEHHbIM MPW €ro rocyaapCTBEHHON perncTpaLumu;

2) noaTBepxdeHWe nuua, YNOMHOMOYEHHOro [gepXaTtenem wnvM BrnagenbueM  perncrpauumoHHOro
YAOCTOBEPEHUS] NEeKapCTBEHHOro npenapata A BETEPUHAPHOrO MPUMEHEHUs, COOTBETCTBUSA FIEKAPCTBEHHOIO
npenapata Ans BETEPUHAPHOro MNPUMEHEHUs TpeboBaHWAM, YCTaHOBMEHHBLIM MpWM €ro rocygapCTBEHHOM
pervcTpaumm.

3. Beog B rpaxgaHckuii 060poT BBO3MMOroO (nepemellaemoro) B Poccunckyo Pegepaumto nekapcTBeHHOro
npenapata Ans BETEPUMHAPHOrO MNPUMEHEHUSI OCYLUECTBNSIETCA MPW HanMuuKM 3akiioYeHWsl O COOTBETCTBUU
NPOM3BOAUTENST NEKapCTBEHHbLIX CPeAcTB TpeboBaHMsSIM NpaBun Haanexallel npou3BOACTBEHHOW MNPaKTUKW,
BbIJAHHOTO YNOMHOMOYEHHLIM dbefieparnbHbIM - OPraHoOM WCMOMHWUTENBHOW BracTu Ans  MPOW3BOACTBEHHON
nrowazkv NekapcTBEHHOro Npenapara Ans BeTeprHapHOro NpUMeHeHUs!, BBOAMMOTO B rpaXaaHckuii 06opoT.

4. Jlvwuo, ynNoONHOMOYEHHOE JepXaTenem WM  BnafdenbuemM  perMcTpauMoHHOro  YAOCTOBEPEHMS
NeKkapCcTBEHHOro npenapata Ansi BETEPUHAPHOro MPUMEHEHUs!, OOMKHO ObliTb aTTeCTOBaHO B YCTAaHOBIIEHHOM
YNONTHOMOYEHHbIM dhefepanbHbiM OpraHoOM WCMOSHUTENBHOW BNAcTy Nopsigke M MMeTb CTax paboTbl He MeHee
YeM NATb NeT B 06nacTy NpoM3BOACTBA M (UNM) KOHTPONS KayecTBa nekapCTBEHHbIX cpeacTe nubo B obnacTu
MOHUTOPUHIra 3PEKTUBHOCTM U 6E30MacHOCTM NEeKapCTBEHHbIX NpenapaToB AN BETEPUMHAPHOIO NPUMEHEHUS,
NPOBOAMMOrO AepXaTenem Unu BragenbLeM perncTpaumMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOIO NpenapaTa ans
BETEPUHAPHOIO NPUMEHEHUs NGO  YNOSTHOMOYEHHBIM UMW OPUAMYECKMM NMUOM, Bbicllee obpa3oBaHue
COOTBETCTBEHHO MO OOHOM M3 cheumanbHocTeld M (MnM) OQHOMY W3 HanpaBfieHUA MOArOTOBKM: Guomnorus,
GUOTEXHONOrNs, BeTepuHapusl, BeTepMHapHO-CaHUTapHas 3KCcrnepTusa, KnMHu4Yeckass MeauuuHa, paaunaluoHHas,
XMMmyeckasi M Guonornyeckas 3sawmra, dapmauus, dyHOameHTanbHas MeauumHa, XMMUYeckasi TexHOrorus,
XUMUS.

5. MNMopsigok npefcraBneHns B COOTBETCTBUM C YacTsaMmn 1 1 2 HaCcTosIWEN CTaTby JOKYMEHTOB U CBEAEHUN O
NeKapcTBEHHbIX npenapatax [AOnst BeTepuHApHOro MPUMEHEHUs, BBOAWMbLIX B rpaxaaHckui  obopor,
ycTaHaBnuBaeTcs NpaButenscteoM Poccunckon denepaumn.

6. B OTHOWweHMM nepBbiX OBYX Cepun NeKapCTBEHHOro npenaparta Ans BeTepuHApHOro npuMeHeHWus,
BrepBble npounsBefeHHoro B Poccuiickon ®epepaummn unu Bnepsebie BBO3MMOTO (nepemellaemoro) B Poccumnckyro
depepaumio, B begepanbHbli OpraH WUCMNONHUTENBHOW BNACTU, OCYLLECTBASOWMIA (YHKLUUM MO  KOHTPOJIO
(Hapg3opy) B cdepe obpalleHnss neKapCTBEHHbIX CPeacTB ANs BETepUHapHOro MNpUMEHEHWs, Hapsgy C
OOKYMeHTaMu, NpegyCcMOTPEHHbIMU YacTamMun 1 1 2 HacTosiLLeln cTaTbl, NPeaCcTaBnNATCA NPOTOKOSbI UCNBbITAHUI O
COOTBETCTBMM 3TUX CEpUI NEeKapCTBEHHOro npenapaTa Ans BeTepUHapHOro npuMeHeHus nokasaTensm KayecTsa,
npeaycMOTPEHHbIM HOPMAaTUBHLIM JOKYMEHTOM (Jarnee - NpoTOKON UCMbITaHUIN), MPOBOAUMbBIX aKKpeAUTOBaHHbIMM
B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccuiickon ®egepauum o6 akkpeguTaumm B HaLWOHAmNbHOW cUCTEME
aKkkpeguTaummn ncnbiTatenbHbIMU nabopatopusimMmn (LeHTpamu).

7. ExerogHo He nosgHee 1 deBpans MpOV3BOAMTENM NEKAPCTBEHHbLIX CPEACTB WM OpraHu3aumm,
OCYLLECTBIISIOLLME BBO3 (MepemMelleHne) feKapCTBEeHHbIX MpenapaTtoB [Afil BETEPUHAPHOrO MPUMEHEHUS B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Poccuiickyito ®epepaumio, npeactaBnsaioT B denepanbHbid opraH UCMONHUTENbHON BriacTv, OCYLLECTBNSAOLLMIA
dyHKUMM NO KOHTponto (Hag3opy) B cdepe obOpalleHust NneKkapCTBEHHbIX CPeACTB ANs BeTepuHapHoro
NPUMEHEHMUS, NPOTOKOM WUCMNbITAHWN MOCTYNMBLLEr0 B TEYEHWEe rofa B rpaxxaaHCKMnM 0BOpOT nekapCTBEHHOrO
npenapaTta Ang BeTEPUHAPHOrO MPMMEHEHUSI KOHKPETHOro npou3BoauTens (Ha OA4HY CEpUI0 KaXOoro TOProBoro
HavMEHOBaHWsi C Y4E€TOM JleKapCTBEHHOW (QOpMbl, a ANs JIeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHWS, He SBMSAIOLWErocsds WMMYHOOMONOTMYECKMM, Takke C Y4eTOM [JO3MPOBKM), MNPOBOAUMBIX
aKKpeOWTOBaHHbIMM B COOTBETCTBMM C 3akoHopaTenbcTtBoM Poccuiickon ®epepaummn o6 akkpegutauum B
HaUMOHarbHOW CMCTEME akKkpeauMTauun ucneitaTenbHbIMY TabopatopusamMm (LeHTpamm).

8. BBoa B rpaxgaHckuin o60poT MMMYHOOMONOrMYECKOro fiekapCTBEHHOMO npenaparta Ans BeTepUMHApHOro
npuMeHeHus, npoussegeHHoro B Poccunckon depepaumm unu BBo3MMOro (nepemeltaemoro) B Poccuiickyto
denepaumio, OCyLLECTBNAETCH Ha OCHOBaHUN paspeLleHnsi, BbiaHHOro deaeparnbHbiM OpraHoOM UCMOMHUTENBbHOW
BNacTK, OCYLLECTBNSAOLWMM PYHKLMN MO KOHTPOMo (Haa3opy) B cdhepe obpalleHnsa nekapcTBeHHbIX CPeACTB Ans
BETEPVMHAPHOIO MNPUMEHEHMS. YKa3aHHOEe paspelleHne BblAAeTCA Ha OCHOBaHMM MNPOTOKOMa MCNbITaHWUi,
NPOBOAMMbBIX aKKPEAMTOBaHHbBIMM B COOTBETCTBUMM C 3akoHopaTenbcTtBoM Poccuiickon ®epepaumm 06
aKkkpeauTauum B HaUMOHAmNbHOW CUCTEME aKKpeauTauuu opraHu3aumsmMu, NogBedOMCTBEHHbIMU dpedeparbHOMY
OpraHy WCMOJIHUTENbHON BMNAacTW, OCYLLECTBAAOWEMY (YHKUMM NO BbIpabOTKe rocyqapCTBEHHOW MOMUTUMKA Y
HOPMaTUBHO-NPABOBOMY pPErynMpoBaHNi0 B cdepe arpornpoMbILLIIEHHONO KOMMMEKCa, BKM4Yasi obpalleHue
NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHNS, U doegepanbHOMY OpraHy UCTMOMNHMTENBHOW BRacTy,
ocylecTBraoWeEMy QyHKUMM MO KOHTPONo (Hagsopy) B cdepe obpalleHWss NekapCTBEHHbIX CcpeacTB Ang
BETEPMHAPHOIo NMPMMEHEHWs, a Takke AOKYMEHTOB M CBeAeHMN, NpeayCMOTPEeHHbIX YacTblo 1 (ans npenapartos,
npoussegeHHbIX B Poccuiickon ®epepaumn) mnm 4actbio 2 (ANS npenapaToB, BBO3UMbIX (MepemellaembiX) B
Poccuiickyto ®egepaumnio) HacTosLLEen CTaTbu.

9. Cpok Bblgauun paspeLleHnsi, ykazaHHOro B 4acTu 8 HacTosLen CTaTbu, COCTaBnseT NaTb paboynx gHen co
OHA MpeacTaBreHns Npou3BOAMTENEM JeKapCTBEHHbIX CPEACTB WM OpraHu3aument, OCYLLECTBNSALWENn BBO3
(nepemelleHne) nekapCTBEHHOro npenaparta Afs BeTepuHapHOro npvMeHeHuss B Poccuiickyto Pegepaumio, B
defepanbHbI OpraH UCMOMHUTENBHOW BMAAacTK, OCYLLECTBASIOWMN (PYHKLMW NO KOHTPOM (Haasopy) B cdepe
obpalLeHnNs NekapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHEHNS, [OKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 8
HacTosALEN CcTaTbu.

10. PaspelueHne, ykazaHHOe B 4acTu 8 HacCTOsILLEN CTaTbW, BbIAAETCA B OTHOLUEHMWN KaXKO0W 13 NepBbIX ABYX
cepui  MMMYHOOMONOTMYECKOTO JIEeKapCTBEHHOrO npenapata [Afs BETEPUMHAPHOrO MPUMEHEHMWS!, BMepBble
npoussegeHHoro B Poccuiickon depepaumm unv BrnepBble BBO3UMOro (nepemeltaemoro) B Poccuickyto
depepaumio. Takoe paspelleHMe BblAAETCA Ha BeCb CPOK OOpalleHuss cepum UMMYHOBMOMOrMyeckoro
NneKkapcTBEHHOro npenaparta ans BETEPMHAPHOro NPMMEHEHUS, B OTHOLLUEHNN KOTOPOW OHO BblgaHOo. B oTHoLweHnn
nocnenywLwmx cepun 0gHOro TOProBoro HaMMeHOBaHNsE UMMYHOOMOMNOrMYECcKOro iekapCcTBEHHOro npenapara Ans
BETEpMHAPHOro MpumMeHeHus, npoussedeHHoro B Poccuiickon ®egepauun MnmM BBO3MMOrO (MepemeLlaemoro) B
Poccuiickyto ®egepaumnio, Takoe paspelleHne Bbl4AaeTCs CPOKOM Ha Tpu roga. Nopsaaok Bbigaum paspeLlueHus Ha
BBOL B rpaxgaHckum o60poT MMMYHOOMOMOrMYECKOro IeKapCTBEHHOro mnpenapata Ans BEeTEPUHAPHOro
NPUMEHEHNs, MOPSAOK BblAAyYM NPOTOKONa WUCNbITaHWMW, YKasaHHbIX B 4YacTu 8 HacTosen cratbl, a Takke
MeToOuKa OrnpefeneHus pasmepoB MnaTtbl 3a Bblgady YKa3aHHOro MNpOTOKONa WCMbITaHWA yCTaHaBMMBaeTCs
MpasutenbctBOoM Poccuiickon ®epepaunn.

11. MIMMyHOGMOMOrMyeckne nekapcTBeHHble npenapartbl Ans BeTEPUHAPHOTO NMPUMEHEHUS,, BBeOEHHbIE B
rpaxgaHckuin 060poT B COOTBETCTBUM C YacTbio 8 HACTOALLEN CTaTbM, NMOANEXaT XpaHeHWo, NepeBo3ske, OTMYCKY,
peanusauuu, nepeaave, NPMMEHEHNIO 40 UCTEYEHUA CPOKa UX rOQHOCTY.

12. 3a HenpeactaBreHMe WNU  HECBOEBPEMEHHOE MpPEACTaBfeHMe [OOKYMEHTOB W CBEAEHWMN,
npenycMoTpeHHbIX Yactamm 1 - 3, 6 M 7 HacTosien cTaTbW, NPOM3BOAMTENN JIEKAPCTBEHHbLIX CPeacTB M
opraHu3aumu, OCYLLeCTBNSKWNE BBO3 (NEpeMeLLeHne) NeKapCTBEHHLIX MpenapaTtoB Ansi BeTepUMHApHOro
npumeHeHus B Poccuiickyto ®Pegepauunto, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®egepaumn.

13. lNpencTaBneHne JOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX YacTamu 1 - 3, 6 U 7 HacTosLWwen cTaTbu, U
nony4yeHne paspeLleHnsi, ykasaHHOro B YacTu 8 HacCTOsLWEN CTaTbu, HE TPEOYIOTCA B OTHOLLEHUN NIEKAPCTBEHHbIX
npenapaTtoB A1 BETEPUHAPHOrO NPUMEHEHWS, NMpedHasHaveHHbIX Ans BbiBo3a M3 Poccuinckon depepaumn,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NpoBeAeHUss  OOKMUHUYECKUX  WUCCMEeOOBaHW  NEeKapCTBEHHbIX  CPedCTB,  KMMHUYECKUX  WUCCRedoBaHuin
nNeKkapcTBEHHbIX NpenapartoB AN BeTepuHapHOro NpuMeHeHns U BBo3a Ans Lenen, ykasaHHbIX B NyHkTe 5 yacTtu 1
ctatbm 50 HacTosiwero ®egepanbHOrO 3akoHa, a Tawke 06OpasLoB NeKkapCTBEHHbIX MpenapaTtoB  Afs
BETEPMHAPHOrO NPUMEHEHUS, NpeaHa3HaYeHHbIX AN NPOBeAeHMs 9KCNepTU3bl NeKapCTBEHHbIX CPeACTB B LEnsX
OCYLLECTBNEHNS] TOCYAapCTBEHHONM pPerucTpaummn reKkapcTBEHHbIX MpenapaToB ANs BETEPUHAPHOMO MpUMeHeHust
WM BHECEHWUS W3MEHEeHWI B perncTpauuvoHHOe [OCbe Ha JieKapCTBeHHbI npenapaT Ans BeTepUMHapHOro
NpUMeHeHusl.

Cratba 53. lNpopaxa, nepegaya neKapCTBEHHbIX CpPeACTB OpraHM3auusiMM ONMTOBOWM TOProBnu
neKkapcTBeHHbIMU cpeacTBamMu

1. OpraHusaumu OMNTOBOW TOPrOBMW FEKapCTBEHHbIMW CPeAcTBaMU  MOMYT OCYLUECTBAATb NPoAaxy
nekapCTBEHHbIX CPEeACTB MM nepegaBaTb UX B yCTAHOBNEHHOM 3akoHogatenbcTBoM Poccuiickon ®egepaumun
nopsgke (3a ucknioyeHneM apmaueBTUYeCKOn CyBCTaHUMM cnupTa 3TUIOBOrO (3TaHona) ¢ y4etoM TpebosaHum
YacTu 3 HacTosLLEN cTaTb:

(B pea. PegepanbHbix 3aKOHOB OT 27.12.2019 N 481-®3, ot 04.08.2023 N 428-93)

1) ApyrmMm opraHmnsauunam onToBOM TOProBJ1 NNeKapCTBEHHbIMU CpenCcTBaMU;
2) npon3soanTendamM NnekapCcTtBeHHbIX CpeacTs A uenen npon3BoACTBa JIEKapPCTBEHHbIX CPEeACTB,;
3) anTe4yHbIM opraHmnsaunam n BeTepuHapHbiM anTe4YHbiM OpraHn3aunam;

4) Hay4HbIM OpraHM3auusam Ans Hay4YHO-UccrefoBaTeNnbCKon paboThl;
(B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) nHamBuayanbHbIM NpegnpuHUMaTensiM, UMELWUM NMLEH3NI0 Ha hapMaLeBTUYECKYI0 AesSATENbHOCTb UK
FIMUEH3UI0 HAa MEeAULIMHCKYIO OeSTENbHOCT;

6) MeauMUMHCKUM opraHu3auusM, B TOM YMCME CO3[4aHHbIM W 3aperncTpupoBaHHbIM B COOTBETCTBUU C
3aKoHO4ATeNbCTBOM MHOCTPaHHOrO rocygapctea - uyneHa OpraHusaumy 3KOHOMWYECKOro COTpygHM4YecTBa U
pPasBUTMSI  UHOCTPaHHbLIM  LOPUONYECKMM  NULaM, WHOVBMAYaNbHbIM  NPeanpuHUMaTensM,  SBMsoWuMcs
yyacTHMKaMn npoekta B cooTBeTcTBuM c PepepanbHbiM 3akoHOM oT 29 umioHa 2015 roga N 160-93 "O
MeXOyHapO4HOM MEeOULUMHCKOM KnacTepe W BHECEHUW W3MEHEHWA B OTAeqNbHble 3akoHOoAaTeNlbHble akThbl
Poccunckon ®egepaumn”, n BeTepmHapHbIM OpraHn3aumsam;

(B pea. PepepanbHbix 3akoHOB OT 26.07.2019 N 240-93, ot 04.08.2023 N 428-93)

7) opraHusauusiMm ¥ UHAWBMAYaNbHBIM NPeanpyHUMaTENsIM, OCYLLECTBASIOWMM pa3BeeHne, BbipalnuBaHne
N copepKaHue XMBOTHBIX (3a MCKIIOYEHNEM NPoaaXn UM dhapMaLeBTUYECKUX CyBCTaHUMI UK nx nepegayn).
(n. 7 B peq. ®egepancHoro 3akoHa ot 02.08.2019 N 297-d3)

2. OpraHusauumn ONTOBOW TOProBNW NEKapCTBEHHbIMW CPEACTBAMU HE BMpaBe OCYLLECTBMASATb NpoAaxy
(nepemayy B YycTaHOBMEHHOM 3akoHodaTenbcTBOM Poccuiickon dPepepaumm nopsiake) dapmMaLeBTUHECKon
cybcTaHuum cnvpTa aTUNOBOro (3TaHona).

(4yacTb 2 B pea. PefepanbHoro 3akoHa ot 27.12.2019 N 481-03)

KoHcynbTaHTlNoC: npumeyaHue.
Y. 3 cr. 53 Ha Tepputopusx OHP, JIHP, 3anopoxckorn obnactu, XepCOHCKOW 06nactv npUMeHsaeTcsa C
01.09.2024 (93 ot 04.08.2023 N 428-D3).

3. OpraHusauuyM ONTOBOW TOPrOBMM EKapCTBEHHbIMM CPeACTBaMi MOryT OCYLLECTBMSATb NPOoAaxy
(nepepayy B ycTaHOBNEHHOM 3akoHoAaTeNbLCTBOM Poccuiickon deaepaumm nopsake) fnekapcTBEHHOro npenapara
ona MmeauumHCKOro npuMeHeHnda ¢ mexxayHapogHbiM HenateHToBaHHbIM HaMMeHOBaHeEM "OTtaHon":

1) IOPUANYECKUM MMLAM, UMEIOLLUM NULEH3NIO Ha DapMaLeBTUYECKYI0 AeATeNbHOCTb B cdepe obpalleHust
nekapcTBEHHbIX CPEACTB AN MEeAULIMHCKOrO NPUMEHEHWS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

2) vHouBMAayanbHbIM NpeanpuHMMaTensM, UMeLWMM NULEH3NI0 Ha dapMaLeBTUYECKY0 OesTenbHOCTb B
cchepe obpallieHns ieKapCTBEHHbIX CPEeACTB ANs MEAULMHCKOro NPUMEHEHNS;

3) MHouBMAyanbHbIM NPeANPUHMMATENSM, UMEIOLLMM NULEH3UI0 HAa MEAULMHCKYIO AeATENbHOCTh;
4) 1opnManYecKUm nuuam, UMerLLIMM NULEH3UI0 Ha MEAULIMHCKYO AeATenbHOCTb;

5) WHOCTpaHHbLIM OPUAMYECKMM nNUUAM W MHOMBUAYaNbHbIM  NpeanpuHMMAaTtensiM, Co3AaHHbIM U
3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOAATENbCTBOM MHOCTPAHHOIO rocyaapcrBa - yneHa OpraHusaumm
3KOHOMMYECKOrO COTPYAHWYECTBA W pPasBUTUS, SABNSAIOWMMCH y4vaCcTHMKaAMK MpoekTa B COOTBETCTBUM C
depepanbHbiM 3akoHOM oOT 29 wmoHsa 2015 roga N 160-®3 "O mexayHapogHOM MeOMLMHCKOM KracTepe U
BHECEHMM U3MEHEHWUI B OTAEeMbHbIEe 3aKoHoAaTenbHble akTbl Poccunckon denepauymm’;

6) ucnbiTaTenbHbIM nabopatopusiM (LeHTpaM), MPOBOASLLMM MUCMbITaHUS B obnacTtu KOHTpons KavecTsa
nekapCTBEHHbIX CPeacTB, akKpeaMTOBaHHbLIM B COOTBETCTBUM C 3akoHodaTensCcTBom Poccunckon Pepepaumm o6
aKKpeauTauum B HaLMOHaNbHOWM CUCTEME aKKpeauTauuu.

(vyacTb 3 BBegeHa PegepanbHbiv 3akoHoM OT 04.08.2023 N 428-93)

Crtatbsa 54. [paBuna onToBOM TOProBU NIeKApCTBEHHbIMU cCpeacTBaMu

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 u. 1 cT. 54 nanaraetca B HoBow pegakumm (3 ot 30.01.2024 N 1-03). Cm. GyayLLyio pegakumio.

1. OnToBas TOproens NekapcTBEHHbIMWU CPEeACTBaMU OCYLLECTBASETCA NPOM3BOAUTENAMW NeKapCTBEHHbIX
CPeAcTB M OpraHuM3auusiMM OMNTOBOW TOPrOBMAM NEKapCTBEHHbIMW CpeacTBamMy MO NpaBunam Haanexallen
ONCTPMOBLIOTOPCKON MNPaKTUKW, MpaBunaM Haanexallend MpakTUKM XpaHEeHUs U NepeBO3KU feKapCTBEHHbIX
npenapaToB AN MEAMLUHCKOro NPUMEHEHUS, NpaBunam XpaHeHus NnekapcTBEHHbIX CPeACTB AN BETEPUHAPHOro
NMPUMEHEHWsl,  YTBEePXAEHHbIM  COOTBETCTBYIOLLMMM  YMOMHOMOYEHHbIMU  ddedeparbHbiMU  OpraHamu
NCMNONMHUTENbHOW BNACTK.

(B peq. PegepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 28.04.2023 N 171-93)

2. OpraHnsauus onToBON TOProBnKU NekapCTBEHHbIMKU cpeacTBaMu obssaHa cobnogaTtb npeaenbHble CPOKU
OTrpy3KM 3aTpeboBaHHbIX anTEeYHON opraHu3auueln NekapcTBEeHHbIX NpenapaToB Ans MeAWLUHCKOro MpUMeHeHUs
MW He BNpaBe OTKa3blBaTb anTeYHOW OpraHuMsauum, C KOTOPOW Yy Hee 3akryeH COOTBETCTBYHLUMA AOroBOP O
nocTaBKax fiekapCTBEHHbIX NpenapaToB Ans MeQULMHCKOTO NPUMEHEHUS, B NMOCTaBKe NeKapCTBEHHbIX NpenapaToB
AN MeOUUMHCKOrO MPUMEHEHMs Npy Hanmumm 3atpeboBaHHbIX NeKapCTBEHHbIX NpenapatoB Ans MeAWLUHCKOro
NMPMMEHEHWsT Y OpraHu3auun OMTOBOW TOProBMAM NeKapCTBEHHbIMWU cpeacTBamu. [peadenbHble CPOKM OTIPYy3Ku
3aTpebOBaHHbIX anTeYHOW OpraHu3auuer NekapCTBEHHbIX MNpenapaTtoB Ans MeOULMHCKOTO MpUMEHEeHUs B
3aBMCMMOCTM OT PacrnosioKeHUsl MecTa OTIPY3KM NMeKapCTBEHHbIX npenapaToB Ans MeAMLUHCKOro MpUMEeHeHus
yCTaHaBMNMBaKTCSA YNONMHOMOYEHHbIM ddedeparnbHbiM OpraHoOM MCMOMHUTENBbHOW BNAcTy.

(4acTb 2 BBegeHa denepanbHbiM 3akoHOM oT 26.03.2022 N 64-03)

CrtaTtbs 55. MopsanoK pO3HMYHOM TOProBNU NIEKapCTBEHHbIMM Npenaparamm

1. Po3HMYHas TOProBnsl fiekapCTBEHHLIMU NMpenapartaMmyu B KONMMYecTBax, HEOOXOAMMbIX AN BbINOSIHEHUS
BpayebHbIX (denbalepckux) HasHayeHWd WnM  HasHayeHurn chneunannctoB B obnactm  BeTepuHapuu,
OCYLLIECTBMSIETCS anTe4YHbIMW OpraHu3aumusiMmn, BETEPMHAPHBLIMU anTeYHbIMU OpraHM3auusMu, UHANBUAYaNbHbIMM
npeanpuHUMaTenaMi, WUMERLWUMU  FULEH3MKD  Ha  dapMaueBTUYECKYID  OEATEeNbHOCTb, MeAUMUMHCKMMU
OopraHusaumsiMm, UMEKLUMM JULEH3NK Ha dapMaueBTUYECKYID AeATEeNbHOCTb, U MX 000COBGNEeHHbIMU
nogpasgeneHnsamn (ambynatopusmu, denbaepckuMmmn U enbalepcko-akyLWepckuMmM MyHKTaMn, LeHTpamu
(oToeneHnsimn) obLuer BpavebHom (CeMenHON) NPaKTUKN), PacrnofoXeHHbIMU B CEMNbCKMX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuMv, U BETEPUHAPHLIMU OpraHv3auusiMM, UMEKLLMMN JIMUEH3NIO Ha
hapmaLeBTUHECKYIO AesTeNnbHOCTb. Pa3spelueHa po3HM4YHasi TOProBrsi TOMbKO flekapCTBEHHLIMU Mpernapatamu,
3apermctpupoBaHHbiMn B Poccuiickon ®enepaummn nubo B COOTBETCTBUMM C akTamu, COCTaBMSOLWMUMU MPaBo
Colo3a, WM U3roTOBIEHHBIMM  aMTEYHbIMW OpPraHM3auMsaMKn, BETEPUHAPHBLIMW anTeYHbIMU  OpraHM3auusiMu,
WHOUBMAYaANbHbIMW  NPEANPUHUMATENSAMM, UMEKLWMMU  TNULEH3NI0 Ha apMaueBTUYECKYIO [AesiTeNbHOCTb.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

Po3HunyHasa ToproBnsa nekapcTBEHHbIMKM NpenapataMy OCYLLECTBASETCA MO MpaBunam Hagnexalien antedyHoun
NPaKTUKK, YTBEPXKAEHHBIM YNONTHOMOYEHHbIM dpeaeparnbHbIM OpraHoM UCMONHUTENBHON BNACTU.
(8 pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03, o1 30.01.2024 N 1-$3)

1.1. PoO3HMYHass TOProBna neKkapCTBEHHbIMW MpenapaTamu A  MEeOULUHCKOrO NpUMeHeHus (3a
WCKMIOYEHMEM JIEKapCTBEHHbIX MNpenapaTtoB, OTNyCKaeMbIX MO peuenTy Ha MeKapCTBEHHbIA npenapar,
HapKOTMYECKUX FEeKapCTBEHHbIX MNpenapaTtoB W MNCUMXOTPOMHbIX JIEKAapCTBEHHbIX MpenapaToB, a Takke
cnvpTocodepXallnx nekapCcTBEHHbIX npenapaTtoB ¢ 06bEMHOW OOMen 3TUMOBOro cnupTa CBbIle 25 NpOLEHTOB)
MOXET OCYLLECTBMATLCA anTeYHbIMU OpraHu3auusMu OUCTaHLMOHHBIM CcnocoboM. PO3HMYHYIO TOProBmto
nekapcTBEHHbIMY NpenapaTtamm Ans MeANLMHCKOro NpUMeHeHNss ANCTaHUMOHHBIM CMOCOBOM MOryT OCYLLECTBNATh
anTeyHble oOpraHu3auuun, MMelLiMe nUUEH3NI0 Ha dapMaLeBTUYECKYlD AeATEeNbHOCTb U COOTBETCTBYyHOLLEE
paspelleHne denepanbHOro opraHa WCMNONHUTENbHON BRacTW, OCYLLECTBSOWEro YHKUMM NO KOHTPOMO U
Haasopy B cdepe 3apaBooxpaHeHusd. [Nopsagok Bblgadunm paspelleHust Ha OCYLLLeCTBREHME PO3HUYHOW TOProBmnuv
nekapcTBeHHbIMU MpenapaTamMn AUCTaHUMOHHBIM CNocoboM, TpeboBaHMSA K anTeYHbIM OpraHu3auusiM, KoTopble
MOTyT OCYLLECTBMATb TaKyld TOProBnwo, M MOPSOOK €e OCYyLEeCTBMNEeHUs, a Takke npaBwuna [OCTaBKu
NnekapCcTBEHHbIX MpenapaToB rpaxgaHam YycTaHaenueatoTca [lpaButensctBom Poccuiickon ®epepaumm.
MHdopMaumsa o6 onnayeHHbIX (OTMYLEHHbIX) U MOMYYEHHbIX NIEKApPCTBEHHbIX Npenaparax BHOCUMTCSH B CUCTEMY
MOHWUTOPWMHIa [OBWKEHWS JEeKapCTBEHHbIX MNpenapatoB [Ans  MEOMLMHCKOrO MpPUMEHeHMs B MNOpsiake,
npenycMOTPEHHOM YacTbio 7 cTaTbl 67 HacToswero PenepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHoM OT 03.04.2020 N 105-$3)

2. Buabl anTeyHbIXx opraHusauuii M npaBuna OTMycka JeKapCTBEHHbIX MpenapaTtoB Ans MeAWULUHCKOro
NPUMEHEHMS] anTeYHbIMU OpraHu3auusiMu, UHAMBUAYaNbHBIMU NPeanpUHUMATENSMU, UMEKLWMMA NIULEH3UI0 Ha
hapmMaLeBTUYECKYIO AeATENBHOCTb, @ TakkKe NpaBuna OTNycka NeKapCTBEHHbIX npenapaToB Afs MeAWMUMHCKOro
NPUMEHEHNs MeQULIMHCKMMUN OpPraHn3aLmnsiMu, UMEKLLMMI NMLEH3MI0 HAa hapMaLleBTUYECKYO AeSATENbHOCTb, U UX
obocobneHHbIMM  noapasgeneHusimn - (ambynaTopuamu,  enbAlepckuMn U penbaLlepCKo-aKyLLepPCKUMU
nyHKTaMu, LeHTpamu (oTAeneHusiMm) obuen BpavyebHON (CEMEWHON) NPaKTUKM), PACMONIOXKEHHBbIMU B CEJbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYKT anTeyHble OpraHu3auuu, YTBEPXOATCH YNOSHOMOYEHHbIM
hbeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB M NCUXOTPOMHbIX BELLECTB, 3apErMCTPUPOBAHHbBIX B KayecTBe
NEeKapCTBEHHbIX MNpenapaToB, JEeKapCTBEHHbIX MpenapaToB, coAepXallnx HapKoTUYeckne cpeacrtea MU
NMCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONIHOMOYEHHbIM hefiepanbHbIM OPraHoOM UCMONHUTENBHONM BRiacTv No
cornacoBaHuto ¢ doeeparbHbIM OPraHOM UCMONMHUTENBHOM BNACTH, YNONMHOMOYEHHBIM B chepe BHYTPEHHUX Aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapCTBeHHble npenapartbl ANS BETEPUHAPHOrO MNPUMEHEHWsT Moanexar OTNycKy BeTepuHapHbIMU
anTeYyHbIMM  OpraHusauuMsiMn, BETEPUHAPHbIMKW  OpraHM3auuaMK, WHOMBUAYaNbHBIMW  NpeanpUHMMaTENsaIMu,
UMEKLWUMN NULEH3NI0 Ha dapmaueBTMdeckylo aeatenbHocTb. OTMYCK NeKapCTBEHHbIX MpenapaToB Ans
BETEPMHAPHOIO MPUMEHEHUS OCYLLECTBISETCS B COOTBETCTBMU C MpaBuiamMu Hagnexalwlen anTeqyHOW NpakTUKK
NeKapCTBEHHbLIX MpenapaToB AN BETEPUHAPHOrO  MPUMEHEHUS,  YTBEPXKOEHHLIMU  YMONTHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONTHUTENBHOM BNacTu.

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

5. MNepeyvyeHb MeANLNHCKUX OpraHu3aumi, UMeLmnX IMUEH3N0 Ha dhapMaueBTUYECKY0 AeATeNbHOCTb, U UX
0bocobneHHbIX nogpasgeneHvin (ambynatopun, denbawepcknx n denbaepcko-akyLepcKnx NyHKTOB, LIEHTPOB
(oToeneHwnin) obuielnt BpavyebHOW (CEMEWHOW) MPaKTMKK), PACMONOXKEHHbLIX B CENMbCKUX HACENEHHbIX MYyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusaunn, a Takke nepeveHb neKkapcTBEHHbIX NpenapaTos, NpoAaxa KOTopbIX
MOXEeT  OCYLUeCTBMATbCA  YyKasaHHbIMW  OpraHusaumsmu 1M ux  060cobneHHbIMM  nogpasgeneHusaMu,
yCTaHaBMNMBaloTCs opraHaMmn UCNOSHMTENbHOW Bnactu cybbekToB Poccuickon degepaunm.

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

6. AnTeyHble opraHuM3auuMv, uUHZMBMAOYaNbHbIE  NPeanpuHMMaTeny, UMelWmMe  JNMUEH3UI0  Ha
dhapmaLeBTUYECKYID [OesATenbHOCTb, 00s3aHbl obecneuuBaTb yTBepXKAEHHbIN [lpaButensctBom Poccuiickon
depepaumn n opMMpyeMbIi B YCTAHOBMEHHOM WM MOPSAKE MWHWMAanbHbIA aCCOPTUMEHT NeKapCTBEHHbIX
npenapaToB, HEOBXOAMMbIX AN OKa3aHUA MEAULIMHCKON NOMOLLK.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(vacTb 6 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHusauuu, UMHOMBMAOYamNbHble  MpeanpuHUMaTENX, UMEKLMe  JNUMUEH3U  Ha
dhapmaLeBTUHECKYIO AeATENbHOCTb, HapsA4y C JleKapCTBEHHbIMM MNpenapataMmyM MMEeKT MpaBo npuobpeTatb U
npogaeBaTtb, B TOM 4YuCle AMCTAHUMOHHBIM CMOCOOOM, MeauUMHCKME u3genus, OesvHuuMpylolmne cpencTea,
npegMeTbl M CcpeacTBa JIMYHOW TUMMEHbI, MOCyAy ANS MEOVMUMHCKMX Lenen, npegmeTel UM CpeacTea,
npegHasHa4eHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMW U OE€TbMU, HE OOCTUMUMMW BO3pacta Tpex feT,
OYKOBYIO OMTUKY U CpeacTBa yxoAa 3a Hel, MMHeparnbHble BOAbl, MPOAYKTbI ne4yebHOoro, 4eTCKOro 1 AUeTU4eCcKoro
nuTaHus, Guonornyeckn akTuBHble A00aBkKM, MNapdOMEpHble U KOCMEeTUYeckue cpeactsa, MeauuMHCKUE W
CaHMTapHO-NPOCBETUTENMbHbIE NeYaTHble N3aaHns, NpeaHasHayYeHHble Ans nponaraHabl 340pOoBOro obpasa XnsHu.
(8 pea. PegepanbHbix 3akoHOB OT 27.07.2010 N 192-03, o1 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

8. [eatenbHoCTb anTeuHbiX opraHu3aumn BoopyxeHHbix Cun Poccuiickon ®epepauun, Opyrux BOWCK,
BOMHCKMX (DOPMUPOBaAHMIA N OpPraHoB, B KOTOPbIX 3akoHogaTenbCTBOM Poccunckon degepaunm npegycmMoTpeHO
NpPOoXoXaeHne BOEHHOW crybbl nnu deaeparnbHOi rocygapCcTBEHHOM CNYX0Obl, CBA3aHHOW C NPaBOOXpPaHUTENBHON
OEeATeNbHOCTbIO, pernameHTupyeTcs Hactoswmm degepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYOLLIMMMU
denepanbHbiMM OpraHamMmu MUCMONHUTENBHOW Bractyu nonoxeHuamun. KoHTponbe 3a cobnogeHveM yKasaHHbIMU
anTey4yHbIMuK opraHusaumnamm NMONOXEHUN HacTosILEero depepanbHoOro 3aKkoHa ocylecTBnaeTcs
COOTBETCTBYOLLMMN befepanbHbIMU OpraHaMu UCMOMHUTENBHOW BRacTy.

(B pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. YTtpatun cuny c¢ 1 aHBaps 2021 roga. - PegepanbHbivi 3akoH oT 03.04.2020 N 105-93.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2026 cTt. 55.1 yTpaumsaet cuny (®3 ot 20.10.2022 N 405-93).

CrtatbAa 55.1. Mopsaok ocywecTBNeHUsi pO3HUYHOW TOProBnU NleKapCTBEHHbIMU npenapataMu Aons
MeAULIMHCKOro NPUMeHeHUA, OTNycKkaeMbIMU NO peLenTy Ha NeKapCcTBeHHbIN npenapaTt, AUCTAHLMOHHbLIM
cnoco6om

(sBegeHa ®epepanbHbiM 3akoHOM OT 20.10.2022 N 405-$3)

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge degepanbHOro sHavyeHus Mockse, B
Benropoackon 1 MockoBckon obnacTsix (ganee B HacToslwen crtatbe - cybbekTbl Poccuiickon ®Pepepaumm)
npegycmaTpuBaeTcs MNpoBeAeHMEe 3SKCMepMMeHTa MO OCYLUECTBMEHWI0 PO3HWYHOW TOProBNWM NEeKapCTBEHHbIMU
npenapatamMv Ans MeAWUMHCKOTO NPYMEHeHWUsi, OTMyckaembiMM MO peuenTy Ha fekapCTBeHHbI npenapar,
AMNCTaHLMOHHBIM CNoco6oM (Oanee - 3KCNepuMeHT).

2. B pamkax 3KCnepuvMeHTa ero y4acTHMKW BrnpaBe AMCTaHLUMOHHbLIM CMOCOOOM OCYLLECTBNATb PO3HWUYHYHO
TOProBMNi0 feKkapCTBEHHbIMU MpenapaTaMn Ans MegULMHCKOTO NPUMEHEHWs, OTMyCKaeMbiMyW MO peuenTty Ha
nekapcTBeHHbIN npenapaTt (B TOM 4yucrie copMUpOBaHHOMY B (pOpME 3MEKTPOHHOro OOKYMeHTa B JIMYHOM
kabuHeTe rpaxgaHuHa Ha egvHoM nopTane v (MAM) Ha pervoHarnbHbIX MopTanax rocygapCTBEHHbIX U
MYHULMNAMNbHBIX YCNYr) U BKIOYEHHBIMW B NMepeYeHb NeKapCTBEHHbIX NMpenapaTtoB U hapMakoTepaneBTUYeCKmX
rpynn nekapcTBEHHbIX MpenapaToB, paspelleHHbIX K peanu3aumMm B paMKax OKCNepuUMEHTa, YTBEpPXOEHHbIN
YNONMHOMOYEHHbLIM  dbefdeparnbHbiM  OpraHoM  MCMOMHUTENBHOW BMNacTM (3a  WCKIIOYEHUEM  JleKapCTBEHHbIX
npenapaToB, coAaepXallux HapKoTUYecKue cpeacTea, NCUXOTPONHbIE BELLECTBA U UX NMPEKYPCOpPbI, NEKAapPCTBEHHBLIX
npenapaToB, coAepXalux CUNbHOAENCTBYOLWME BelecTBa, pagnodapmaueBTUYECKUX  NEKAPCTBEHHbIX
npenapaToB, MMMYHOBMONOrMYECKMX JeKapCTBEHHbIX MpenapaToB, a TakkKe feKapCTBEHHbIX MnpenapaTtos, AN
KOTOpbIX B COOTBETCTBUM C WHCTPYKLUMEN NO NPUMEHEHWI0 JeKapCTBEHHOro npenapaTta ycTaHOBEH
TemnepaTypHbIA pexum xpaHeHus Huxe 15 rpagycos Lienbcus, cnvpTocoaepxalunx nekapcTBeHHbIX npenapaTos
c obbemHoOV Joner 3TUNOBOrO cnupTa CBbile 25 MpOUEHTOB WM NEKapCTBEHHbIX NpenapaToB, M3rOTOBMEHHbIX
anTeyHbiMU opraHu3aumsiMu). Kputepumn BKMOYEHMS MEKapCTBEHHbIX NpenapaTtoB M hapmakoTepaneBTUYECKNX
rpynn rekapcTBEHHbIX MpenapaTtoB B YKa3aHHbIA nepeyeHb ycTaHaBnueawTcsa [lpaButensctBoM Poccunckon
®epnepaumu. MNonoxeHns HACTOSLLIEN CTaTbU HE PacnNPOCTPaHSOTCSA Ha NekapCTBEHHbIE NpenapaTbl, OTMyCKaemble
6ecnnaTtHo WM CO CKUAKOW rpaxgaHam, MMelLmM npaso Ha obecrnevyeHne nekapCTBEHHbIMW NpenapartaMu 3a
cyeT cpencTtB OMKeTHbIX accurHoBaHui defepansHoro 6Grogpketa UM GlogxkeToB CcybbekTtoB Poccunckon
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

degepauymm.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. YyacTHMKamMm aKCneprMMeHTa SABNSATCH YNONHOMOYEHHbIV beeparnbHbi OpraH UCNONHUTENBHOW BNacTy,
YMNOSTHOMOYEHHbIE OpraHbl UCMOMHWUTENBHOW BRactn cybobekTtoB Poccuiickon ®depgepaunn, MeguUMHCKUe
opraHu3aumMm M anTeudHble opraHusauuu, COOTBETCTByKOLWMEe TpeboBaHMSAM, YCTaHOBMEHHbIM B COOTBETCTBUM C
YacTbio 4 HacTosILLEN cTaTbu.

4. TonoxeHve o nopsigke MNPOBEAEHWUs 9KCMepuMeHTa, B TOM u4ucre TpeboBaHUs K MeAVMUUHCKUM
opraHM3auMsiM 1 anTeyHbIM OpraHM3auMsaM, SIBASOLWUMCS y4acTHUKAMKU SKCNIepUMEHTa, NOPSAOK OCYLLECTBEHMUS
PO3HWYHOW TOProBNM NeKapCTBEHHbIMM MpenapaTamMyM AN MeOULMHCKOrO MPUMEHEHMSl, OTMyckaeMbiMW MO
peuenTy Ha neKapCTBEHHbIM MpenapaTt, [AUCTaHUMOHHbIM crnocobom, TpebGoBaHMA K [OCTaBke Takux
nekapCTBEHHbIX NpenapaToB rpaxaaHam, npasuna Bblgavn paspeLleHnsi Ha OCyLLECTBEHNE PO3HUYHOW TOProBy
nekapcTBEHHbIMM NpenapaTaMy Ansi MEAUUMHCKOrO NPUMEHEHUS], OTMYCKAaeMbIMWU MO PELENTY Ha fieKapCTBEHHbIN
npenapaTt, AUCTaHLMOHHbIM crnocobom, yTBepxkaaeTcs MNpaBuTtensctBom Poccuiickoin depepaummn. TpeboBaHusa K
anTeyHbIM OpraHu3auusiM, SIBASOWMMCS Y4acTHUKAMKW 3KCMepUMeEHTa, He MOryT ObiTb Hwke TpeboBaHuN,
YCTaHOBIEHHBIX K anTeYHbIM OpraHu3auusiM B COOTBETCTBUM C YacTblo 1.1 ctatbn 55 HacToswero ®egepansHOro
3aKoHa.

5. YnonHoMouYeHHbIV dhedeparnbHbI OpraH UCNONMHUTENBHOWN BracTu:

1) ocyllecTBnsieT METOANYECKOE COMPOBOXAEHNE 3KCNEPUMEHTA, BKIOYasi METOAUYECKOE COMPOBOXAEHMWE
[EeATENbHOCTM MEAMLMHCKUX OpraHu3auuii M anTeuHblX OpraHv3auui, Y4acTBYHOLMX B 3KCNEPUMEHTE, Mo
0(POPMIEHNIO, WCMOMb30BAHNID W XPaAHEHWIO peLenToB Ha feKkapCTBEHHbI npenapat, B TOM 4ucrie
chopMUPOBAHHbIX B (POPME 3MEKTPOHHBIX JOKYMEHTOB;

2) npenctaenseT B [MpaButensctBo Poccunckon depepaumm npegsaputenbHbin (B Nepuog NpoBeaeHUs
3KCMepUMeHTa, HO He No3dHee YeM 3a ABa Mecsua A0 UCTeYeHUs Cpoka NpoBeAeHWs SKCMepMMEHTa) U UTOrOBbIN
(Mo OKOHYaHWWM 3KCMepuMMeHTa, HO He Mno3gHee YeM yepe3 OBa Mecsua Mocfie UCTeYeHMs cpoka MpoBedeHUs
3KCMepuMeHTa) Aoknadbl O pesynbTraTax NpoBedeHUs 3KCNepuMeHTa U NpeasioXXeHNs O BHECEHUU U3MEHEHUW B
3akoHogaTenbCcTBO 06 0bpalleHnn nekapcTBEHHbIX CPeacTB.

6. YNONHOMOYEHHBIV OpraH UCNONMHUTENBHOM BNacTu cydobekrta Poccunckon ®enepaumm:
1) BNpaBe ycTaHOBUTb OCOOEHHOCTM NPOBEAEHMUS IKCMEPUMEHTA;

2) yTBepxOdaeT nopsnok oTbopa MeAMUMHCKMX OpraHu3auuMii M anTeuyHblX OopraHvMsauuii ons yyactusi B
JKCTIEPUMEHTE, a TakkKe NPOBOAUT Takol OTOOP U yTBepXaaeT nepedyeHb MeaNLMHCKUX OpraHu3auuii u nepedyeHb
anTeyHblX OpraHu3auuii, COOTBETCTBYIOLUMX TPeOOBaHUSIM, YCTAHOBIEHHbIM B COOTBETCTBMM C 4YacTbio 4
HacTosILLEN CTaTby, U ABMAIOLLMXCA Y4aCTHUKAMK SKCMEPUMEHTA;

3) ocywecTBnNgeT MOHUTOPUHI MNPOBEAEHUS 3KCNepuMeHTa W npeactaBnsdeT ero pesynbTaTbl B
YNOSTHOMOYEHHbIN dheaeparnbHbli OpraH NCNOMHUTENBHOW BNacTy;

4) obecneuymBaeT WH(OPMALMOHHO-TEXHUYECKOE ObecnevyeHne npoBedEeHUsi SKCMEPUMEHTA MOCPEACTBOM
NCMNOMnb30BaHWs roCyAapCTBEHHOW MHGOPMAaLIMOHHOM CUCTEMBI B cdhepe 3apaBooxpaHeHnst cybbekta Poccuiickon
depepaummn u  (MNN) MEOUUUHCKMX WMHAOPMALMOHHBIX CUCTEM MEOULMHCKUX OpraHu3auuin, SBhsHOLWMXCS
y4acTHMKaMW 3KCMEPUMEHTA, U UX B3aUMOAENCTBUS C €4MHOW rocy4apCTBEHHON MH(POPMALUOHHON CUCTEMON B
cdepe 30paBoOOXpPaAHEHMSI.

7. MeguvuuHCKMe opraHusaumn 1 anTeyvHble opraHu3auny BnpaBe OTKasaTbCs OT y4acTUsi B SKCTIEPUMEHTE,
noaaB B YNOSIHOMOYEHHbIA OpraH UCMOMHUTENbHOW BriacTn cybbekta Poccuiickon ®epepaunm COOTBETCTBYOLLEE
obpalleHne B MMCbMEHHON hopme.

8. AnTeyHble oOpraHuM3auuM, SBRASIOWIMECH Yy4YaCTHUMKaMK 3KCMEPUMeHTa, 00si3aHbl Mpu  npojaxe
AMCTaHLMOHHLIM cnocoboM NekapCTBEHHOro npenaparta Ans MEeAMLMHCKOrO MPUMEHEHUsl, OTMyckaemoro no
peLenTy Ha NekapCTBEHHLIA npenapart, obecneyntb Npu OCYLLECTBMEHUN AOCTaBKA UAEHTUUKALMIO NIUYHOCTU
rpaxgaHuHa, nony4varoLlero Takon NekapcTBEHHbIV Npenapar, B Lensx yCTaHOBMEHUs] COOTBETCTBUSI €r0 JIMYHOCTU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

W nuua, ykasaHHOro B peuenTe Ha NeKapCTBeHHbIW npenapaT (ero 3akoHHOro npeacrasutens), nubo nuua,
YMNOMHOMOYEHHOr0 NULOM, YKa3aHHbIM B peLenTe Ha NekapCTBeHHbI npenapar (ero 3akoHHbIM NpeacTaBuTenem),
Ha nonyyeHne nekapCcTBEHHOro npenapara (fanee B HACTOsLLEN cTaTbe - NULO, yKazaHHoe B peLenTe (3aKOHHbIN
npeacTaBuTeENb, YNONHOMOYEHHOE NULO).

9. Jnuo, ocyuwecTBhswLlLIEEe [OCTABKY J€KAapCTBEHHOrO npenapata Ans MeauuUMHCKOro NPUMEHEHMUs,
OTMNycKaemMoro Mo peLenTy Ha NeKkapcTBeHHbIN npenapaT, o6s3aHo noTpeboBaTth Yy rpaXkgaHwHa, nosyyaroLero
TaKoW nekapcTBEHHbIV npenapar, NpeabsiBUTb OOKYMEHT, YAOCTOBEPSIOWMNIA ero NMYHOCTb, ANs naeHTudukaumm
TNIMYHOCTU ITOrO rpaxkdaHWHa W YCTaHOBIEHMSI COOTBETCTBUSI €ro JNMYHOCTM M Nuua, YKa3aHHOro B peuente
(3akoHHOrO npeacTaBUTens, YMNONHOMOYEHHOro nuua). B cnyyae BbISIBNEHUS HecoBnageHust  NUYHOCTU
rpaxgaHuHa, Mony4Yalrolero JeKapCcTBEHHbIM npenapaTt, W nuua, YyKkasaHHOro B peuenTte  (3aKOHHOro
npeacTaBuUTenNsl, YNONHOMOYEHHOIO Nnua), a Takke B CliyYyae oTkasa rpaxxgaHuHa, noryvatolero fekapCTBeHHbI
npenapaT, npeobsBUTb [OOKYMEHT, YOOCTOBEPSIOWMA €ro NWYHOCTb, MU0, OCYLLEeCTBhsolWee [OCTaBKy
nekapcTBEeHHOro npenaparta Ans MeOULMHCKOro MpUMEHEHMsl, OTMYCKAeMoro no peuenTy Ha IeKapCTBEHHbIN
npenapaT, 0653aHO BEPHYTb TAKOW NEKapCTBEHHbI NpenapaT B anTeyHyl opraHu3auuio.

10. lMoaTtBepxaeHneM dpakta nepegayn neKkapcTBEHHOro npenapaTta Ans MeauUMHCKOrO MpUMEHEHMs,
OTMNycKaemMoro Mo peuenTy Ha neKapCTBEHHbIM npenapaTt, nuvuy, YykasaHHOMY B peuente (3akOHHOMY
npeacTaBuTeNto, YNONTHOMOYEHHOMY nuLy), SABMASIOTCA KaCcCOBbIA YeK M MNOAMMCb nvua, MONyYMBLUEro TaKom
nekapCTBEHHbIN npenapaTt, Ha [AOKYMEHTEe O MOfy4YeHUW Takoro IeKapCTBEHHOro mnpenapata no ¢opwme,
YyTBEPXAAEMON YMONHOMOYEHHbIM bedeparnbHbiM  OpraHoM  WCMONHUTENbHOM Bractu. [locne nepepauyn
nekapCTBEHHOro npenapaTa nuuy, ykasaHHOMY B peuenTte (3akOHHOMY NpeacTaBuTENto, YNOTHOMOYEHHOMY NnLy),
3TOT AOKYMEHT nepedaeTcs NULOM, OCYLLIECTBMBLUMM AOCTaBKY TaKOro fieKapCTBEHHOro rnpenapara, B anTeyHyto
OopraHu3aumio, OCyLLEeCTBUBLLYIO OTMYCK NekapCTBEHHOro npenapaTta. B cnyyae BbisiBneHus npu nepegave nuuy,
yKasaHHOMY B peuenTe (3aKOHHOMY MpeAcTaBMTEnNto, YMOSIHOMOYEHHOMY fuMuy), JleKapCTBEHHOro npenapara
haKkToB MexaHN4YecKoro NoBpPEXOEeHUS ero Un ero ynakoBK1 TakoW NleKapCTBEHHbIV npenapaTt NULoM, yKasaHHbIM
B peuenTe (3aKOHHbIM MpeAcTaBuTeneM, YNofHOMOYEHHbIM fMLOM), HEe MPUMHMMaeTCa U BO3BpawaeTca 6e3 ero
onnartbl Nuuy, OCYLEeCTBMBLUEMY [OCTaBKy INEeKapCTBEHHOro npenapaTta u obecneuyuBatlowleMy ero BO3BpaT B
anTeyHy opraHu3aumio.

11. 3a HapyweHus 3akoHopgaTenbcTtBa Poccunckon Pepepaumn, COBEPLUEHHbIE MpUM  MNpPOBEAEHUU
9KCMEepUMeHTa, ero Y4YaCTHUKM HecyT OTBETCTBEHHOCTb, YCTaHOBIEHHYIO 3akoHopaTenbcTBOM Poccuiickon
denepaumm.

12. KoHTponb 3a ucrnonHeHnem TpeboBaHWIN, CBA3aHHbIX C NPOBEAEHMEM IKCMEPVMMEHTa, OCYyLLEeCTBNAeTCS
defeparnbHbIM OPraHoM MCMOSTHUTENBHOW BNAcTW, OCYLLIECTBASIOWNM (PYHKLMM MO KOHTPOIO N Haa3opy B cdepe
34paBoOOXpaHeHus, B nopsigke, ycraHoBneHHoM ®degepanbHbiM 3akoHoMm oT 31 umond 2020 roga N 248-#3 "O
rocygapCTBEHHOM KOHTporie (Haa3ope) n MyHuumMnansHOM KoHTpone B Poccuinckon denepaumn’.

CrtaTtbs 56. U3aroTtoBneHne n oTnyck ieKapcTBeHHbIX NpenapaToB

KoHcynbTaHTlNoC: npumeyaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHus (P3 ot 30.12.2021 N 463-P3).

1. UN3rotoBneHne NNeKapCTBEeHHbIX MnpenapaTtoB anTe4YHbiIMW opraHmn3aunamMmun, BeTepuHapHbIMKU anTeYHbIMU
opraHM3auMsiMn, UMELLMMU FMLLEH3NIO Ha dhapMaLLeBTUYECKYO AeATEeNbHOCTb, OCYLLECTBISETCS Mo peuentam Ha
rniekapcTBeHHble npenapatbl, Mo TpebGoBaHMSM MeAUUMHCKMX OpraHuM3auuii, BeTepuUHapHbIX OpraHu3auMin B
COOTBETCTBUW C nNpaBuiamMu WU3FOTOBIIEHMS W OTMycka JeKkapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU
YNOJTHOMOYEHHbIM qae.qepaanuM OopraHom WUCMONHUTENbHON BNacTu.

(B peq. PegepanbHoro 3akoHa ot 05.12.2022 N 502-93)

2. Mpu wn3roToBNEHWM NEKAPCTBEHHbIX MNpPenapaToB anTeyHbIMW OpraHu3aumsmMu, BeTEpPUHAPHBLIMM
anTeyHbIMU OpraHu3auusMy, WMEKLUMMU NULEH3UI0 Ha dapMaLeBTUYECKYID [AesTeNbHOCTb, WCMOMb3YTCs
nekapcTBeHHble npenapaTbl M (Unu) apMaueBTUdeckme CyO6CTaHUMK, BKIOYEHHbIE COOTBETCTBEHHO B
rocy4apCTBEHHbIA PEecTp NEKApCTBEHHbLIX CPEACTB ANs MeOWMLMHCKOTO MPUMEHEHWs!, rocyAapCTBEHHbIA peecTp
neKapCTBEHHbIX CPeaCTB AN BETEPMHAPHOIO NPUMEHEHUS, eQNHbIA PEECTP 3aperncTpupoBaHHbIX NIeKapCTBEHHbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

cpeacts  EBpasvMnckoro 3KOHOMMYECKOrO COHO3a, €AMHbIN  peecTp 3aperMcTpyMpoBaHHbIX  BETEPUHAPHBIX
nekapcTBEHHbIX npenapaTtoB EBpasniickoro 3KOHOMMYECKOrO COK3a B YCTaHOBNEHHOM nopsaake. He gonyckaetca
N3roTOBMEHNE anTeYHbIMU OpraHn3aunsiMm, BeTepUHapPHbIMU anTeYHbIMW OpraHn3aunsaMmn, NMELLMMA NNLLEH3UIO
Ha dapmMaLeBTUYECKYID AeATeNbHOCTb, JeKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbiX B Poccuiickon
depnepaummn nnbo B COOTBETCTBUM C akTaMu, CocTaBnstowmmm npaso Cotosa.

(B pea. PepepanbHbix 3akoHOB 0T 05.12.2022 N 502-93, o1 30.01.2024 N 1-93)

3. MapkunpoBKa NekapCTBEHHbIX NpenapaToB, U3rOTOBMIEHHbIX anTeYHbIMU OpraHM3aumMsamMu, BeTEpUHapHbIMU
anTeyYyHbIMX OpraHu3auusMn, UMELLMMN NULEH3NIO Ha hapMaLeBTUYECKY0 OeATeNbHOCTb, U 0POpMIeHMEe Takux
npenapaToB AOMKHbI COOTBETCTBOBAaTb NpaBuiaMm, ykazaHHbIM B 4acTu 1 HacTosLen cTaTbu.

(8 pea. PegepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeyHble opraHuM3auun, BeTepuVHapHble anTeyHble opraHuM3auuu, uUMellmre JUUEH3NID Ha
dhapMaLeBTMYECKYI0 OeATeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecoGMtoAeHe NpaBui U3roTOBNEHMST U OTMycKa
nekapcTBEeHHbIX NpenapaToB B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuickoin denepaumu.

(B peq. PepgepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Ctatba 57. 3anpeweHune npogaxu anbCUPUUNPOBAHHbLIX JEeKapCTBEHHbIX CPeAcTB,
Heao6poKavYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTPahaKTHbIX NIeKaPCTBEHHbLIX CPeAcTB

Mpogaxa danbCcUUUMPOBaHHbLIX NEKApPCTBEHHbIX CPeacTB, HEeAOOPOKAYEeCTBEHHbIX MeKapCTBEHHbIX
cpencTB, KOHTPaMaKTHbIX NEKapCTBEHHbIX CPeACTB 3anpeLuaeTcs.

Crtatbsa 58. XpaHeHue nekapCcTBeHHbIX CPeAcTB

1. XpaHeHue nekapCTBEHHbIX CPEeACTB OCYLLECTBMSIETCA MNPOU3BOOAMTENSMU JeKapCTBEHHbIX CPEACTB,
OopraHusaumsiMm ONnTOBOW TOProBIfv FIEKAPCTBEHHLIMW CPEACTBAMM, anTeYHbIMU OpraHn3aunsMn, BeTepuHapHbIMU
anTeYyHbIMKM  OpraHusaumsiMn,  WHAMBMAYaANbHbIMKM  NpeanpuHUMaTensMn,  UMEeLWMMKU  JIMUEH3UID  Ha
dapMaLeBTUYECKYD OEeATEeNbHOCTb WU NINMLEH3NKO  Ha  MEOUUUHCKYH  OeATENbHOCTb, MeOULUHCKUMM
opraHusaumsiMm, BeTEPUHAPHLIMW OPraHn3aunsiMm U MHbIMWA OpPraHu3auusMKn, OCYLLECTBISIWMMKN obpalleHne
NEeKapCTBEHHbIX CpeacTB. XpaHeHNe NnekapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHNST OpraHn3aunammn u
WHOUBMAYaANbHLIMU NpeanpUHUMaTENsaMN B Cydasax, €Criv OHU UCNOSNb3YOTCA UCKMIOYUTENBHO MPU pa3BedeHun,
BblpalLMBaHUKN, COAEPXAHMM U NEYEHMM XMUBOTHBIX, MOXET OCYLUECTBMAATbLCA 0e3 MnonyyeHuss nNUUeH3nM Ha
hapMaLeBTUYECKYIO OESATENBHOCTD.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. lMpaBuna XxpaHeHWs1 NEeKapCTBEHHbLIX CPeACTB YTBEPXOATCH COOTBETCTBYHOLMM  YNOHOMOYEHHbLIM
denepanbHbIM OPraHOM UCMOMHUTESBHOM BNacTu.

3. XpaHeHMe HapKOTUYECKMX JIeKAPCTBEHHbIX CPEeACTB, MCUMXOTPOMHbIX NEKapCTBEHHbIX CPeacTs,
pagnodapMaLeBTUYECKUX JIEKAPCTBEHHBIX CPeACTB OCYLLECTBMAETCA B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccunckon degepaumn.

Cratba 58.1. lNpeamMeTHO-KONMMYECTBEHHbLIN Y4Ye€T J€KapCTBEHHbIX CPEeACTB ANA MeAULIMHCKOro
NnpUMeHeHus

(BBegeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-$3)

1. I'Iepequb NleKapCTBeHHbIX cpeacTts AOnda MeauuuHCKOro npuMeHeHuda, noanexawunx npeamMeTHO-
KONMM4eCTBEHHOMY y4eTy, yTBepXaaeTcd YyrnoJIHOMOYEHHbIM cpe,u,epaanbuvl OopraHomMm MCMNOSNTHNTENBbHOW BNaCTMW.

2. TMopagok BKMKOYEHMSI NEeKapCTBEHHbIX CPEeACcTB Afs MeOUUMHCKOrO MPUMEHEHUS B MNepeyeHb
nekapcTBEHHbIX CPeACTB Ans MEAMUMHCKOro MPUMEHEHUs, noanexalumMx npeaMeTHO-KOIMYECTBEHHOMY YYeTy,
ycTaHaBnMBaeTCsl YNONHOMOYEHHbIM befepanbHbiM OpraHoOM WCMOSNIHUTENbHOM BriacTU MO COrfacoBaHui C
teneparnbHbIM OpraHoOM UCMOSTHUTENBHOM BlacTu, YNOITHOMOYEHHbLIM B cdpepe BHYTPEHHUX Aen.

(B peq. PegepanbHoro 3akoHa ot 03.07.2016 N 305-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3. lMpeameTHO-KONUYECTBEHHbLIN YYET NEeKapCTBEHHbIX CPEACTB ANt MEAMUMHCKOrO MpPUMEHEHWUs BeayT
Nnpou3BoaUTENN NEKAPCTBEHHbLIX CPEACTB, OpraHM3auMu OMNTOBOW TOProBfM JlEKapCTBEHHLIMU CpeacTBaMMu,
anTeyHble oOpraHvM3auuv, UHAMBUAYyanbHble NPeanpUHMMAaTENn, MMeKLMe NULEH3N Ha dapMaueBTUYECKYHO
OeATENbHOCTb UMW NULEH3UI0 HAa MEOUUMHCKYIO OesITENbHOCTb, U MEOULMHCKUE OpraHM3aunm, OCyLLECTBAIOLWME
obpallleHne NekapCTBEHHbIX CPEACTB ANS MEAMUMHCKOrO NPUMEHEHUS, NMyTEM PErmcTpaumm nobbiX CBA3AHHbLIX C
nx obpalleHnem onepauui, Npu KOTOPbIX M3MEHSIETCH WX KOMMUYECTBO M (UNM) COCTOsIHME, B CheumanbHbiX
XKypHanax y4yeTa onepauuii, CBaA3aHHbIX C 06paLleHneM NekapCTBEHHbIX CPEACTB AN MEAULMHCKOIO NPUMEHEHMUS
(oanee - cneumanbHble XXypHarbl).

4. TlpaBuna peructpauuy onepauui, CBsi3aHHbIX C oOOpalleHWeM JeKapCTBEHHbIX CpeacTB Ans
MEOULIMHCKOTO NMPUMEHEHWs], BKIMIOYEHHBIX B NepeyeHb NeKkapcTBEHHbIX CPEACTB AN MeAMLMHCKOTO MpUMEHeHMs,
noanexalmx npeamMmeTHO-KONMYeCTBEHHOMY Y4eTy, B crieumarnbHbIX XypHanax U npasuna BeAeHUst U XpaHeHUs
crneumarnbHbIX XXypHaros yTBEPXOalTcs YNoNHOMOYEHHbIM deaepanbHbIM OpraHoM UCMOMHUTENbHON BNacTu.

5. KoHTponb 3a cobnogeHnem npasun perncrpauumn onepauuin, CBA3aHHbIX C 0bpalleHneM neKkapcTBEHHbIX
cpencTB ANs MeOULMHCKOTO NPUMEHEHUS], BKITIOYEHHBIX B MepeYeHb NEKAPCTBEHHbIX CPeacTB Ans MeaULMHCKOro
NPUMEHEHWs, MOAMeXalmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B CreumarnbHbIX XypHanax, a Takke 3a
cobnogeHnem npaBun BeAEHMS UM XPaHEHUs1 CheuuanbHbIX >KYpHanoB BO3naraeTcsi Ha YMNONHOMOYEHHbIE
deneparnbHbie OpraHbl MCMOMHUTENMbHOW BNAacTU M OpraHbl UCMOMHUTENBbHON BriacTu cybbekToB Poccuiickon
depepauymu, ocyllecTBNALLME NULEH3NPOBAHNE NPOU3BOACTBA NEKAPCTBEHHbLIX CpeacTB, dhapMaLeBTU4ECKON
OEATEeNbHOCTU U MEeOULMHCKON OeATENbHOCTU, U OCYLLECTBNAETCA B paMKaxX NMMLEH3UOHHOIO KOHTPONS.

Maea 11. YHUUMTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
Cratbsa 59. OcCHOBaHUA 1 NOPSAAOK YHUUTOXEHUSA NTeKapCTBEeHHbIX CPeaAcTB

1. HepobpokayecTBeHHbIE NEKApPCTBEHHbIE CPeACcTBa, (panbCMdULMPOBaHHbIE NEKApCTBEHHbIE CpeacTBa
noanexat U3bATUIO N3 00paLLeHNss U YHUUTOXEHUIO B MOpsiAke, yCTaHOBIEHHOM [MpaBuTtensctBoM Poccumnckon
®epepaumn. OcHOBaHMEM [AONA  YHUUTOXEHWS FeKapCTBEHHbIX CpeAcTB sABMSeTCA pelweHue Bhagernbsua
NeKapCcTBeHHbIX  CpPefacTB,  pelleHMe  COOTBETCTBYIOLIEro  YrNOfHOMOYEHHOro  defeparnbHOro  opraHa
UCMOMHUTENBHOW BNAacTW UNK peLleHne cyaa.

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

2. KoHTpadhakTHble feKapCTBEHHbIE CpeacTBa NoanexaT U3bATUI0 M3 O0palleHUs U YHUUTOXEHUIO MO
peweHntio cypa. [lopsagok  YHUUTOXEHMS  KOHTpadpaKkTHbIX — FleKapCTBEHHbIX CPEACTB  yCTaHaBMMBAETCS
MpaButenbctBoM Poccuiickon ®epepaunn.

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

3. Pacxoppl, cBA3aHHbIE C YHUUTOXEHMEM KOHTPAdaKTHbIX JIEKAPCTBEHHbLIX CPEACTB, He40OPOKaYECTBEHHbIX
neKkapcTBEHHbIX cpeacTB, hanbcuULMpPOBaHHbIX NIeKapCTBEHHbIX CPEACTB, BO3MELLATCS UX BNaernbLEM.

4. Bnapgenew, nekapCcTBEHHbIX CPeACTB AOIKEH MpeAcTaBUTb B YMOJIHOMOYEHHbIN dhefepanbHbll opraH
NCMOSNHWUTENbHON BNAcTU OOKYMEHT WU 3aBEPEHHYIO B YCTAHOBMNEHHOM MOPSiAKE €ro KOoMnu, NoAatsepxaatolime
(aKT YHUUTOXEHUS NeKapCTBEHHbIX CPeaCTB.

5. CooTBeTCTBYIOLWMI YNONMHOMOYEHHbIM denepanbHbli OpraH MCMOSNHUTENBHON BNacTu, MPUHABLLUA
pelueHne 06 YHNUTOXEHWUN NIeKapCTBEHHbIX CPeACTB, OCYLLECTBMSET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHMUTOXEHWe nekapCTBEHHbIX CPeACTB MPOM3BOAMTCH OpraHvM3auvsMu, UMEeLWUMY COOTBETCTBYHIOLLYIO
NMUEH3N0, Ha cneuunanbHO 000pyAOBaHHbLIX Nnowankax, MOMMroHax W B creuuansHo 06opyAoBaHHbIX
nomelleHusax ¢ cobniogeHvem TpeboBaHW B 00OMacTM OXpaHbl OKpyXKawLwen cpegbl B COOTBETCTBUM C
3akoHogartenscTBoM Poccuickon degepaumm.

7. HapkoTuuyeckune NeKapcTBEHHbIE cpencTea, NCUXOTPOMHbIE NeKapCTBEHHbIE cpeacTBa,
pagnodapMaLeBTUYECKUE JIEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccunckon degepaumn.

Mnaea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

HA NEKAPCTBEHHbIE NPEMNAPATbI ANnA MEAUMLUMHCKOIO NPUMEHEHUA

Ctatba 60. locynapcTBeHHOe perynupoBaHMe LieH Ha JieKapCTBeHHble npenapatbl Ans
MeAVLMHCKOro NpUMeHeHuUs!

1. FocyaapcTBEHHOE perynupoBaHve LieH Ha NekapCTBEHHbIE MpenapaThbl AN MeAWUMHCKOrO NPUMEHEHUS
OCYLLECTBNAETCA NOCPEACTBOM:
(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) yrBepxaeHus [MpaButenbcTBOM Poccuiickon ®Pegepauum nepeyvHss XMU3HEHHO HeobXoauMMbIX W
BaXHEMWLUMX FeKapCTBEHHbIX MNpenapaToB, KOTOPbIA opMupyeTca W He pexe OOHOro pasa B roa
nepecmaTpmBaeTcs B YCTAHOBNEHHOM MM NOpsSAKe Ha OCHOBE KOMMMEKCHOW OLIeHKU NEeKapCTBEHHbIX NpenapaTos,
BKMtOYasl aHanuM3 CBeAEHUA O CPaBHUTENbHOWM KIMHMYECKOW 3hdekTMBHOCTU M 6€30MacHOCTUN NEKAaPCTBEHHOIO
cpencTBa, OUEHKY SKOHOMWYECKMX MOCNEeACTBMA  MPUMEHEHUS JIEeKAapCTBEHHOrO cpeacTBa U U3y4veHue
OOMOJSTHUTENbHbIX NOCINEACTBUN NPUMEHEHNS NTEKapCTBEHHOMO CPeACTBa;

(B peq. PegepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-93)

2) yTBepXOeHuss MeTOAMKM pacyeTa npedernbHblX OTMYCKHbIX LeH Mpov3BoguTenen Ha fekapCTBeHHble
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOAMMbIX U BadKHEWLUMX NeKapCTBEHHbIX MpenapaTos, a
Takke BHeApPEeHNs MexaHn3MOB (POPMUPOBAHMS CUCTEMbI Pe(PEePEHTHbIX LIEH;

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-93)

3) rocyaoapCTBEHHOW perncrpaumm npegenbHbiX OTMYCKHbIX LieH MNPOM3BOAMTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEODXOAMMbBIX U BaXKHEWLLUNX NIEKApCTBEHHbIX NpenapaTos;
(8 pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BefeHus rocyaapCTBEHHOrO peecTpa npefernibHbiX OTMYCKHbIX LeH NpOou3BOAWTENEN Ha NeKapCTBEHHbIE
npenaparbl, BKMIOYEHHbIE B NEPEYEHb XU3HEHHO HEOBXOANMbIX U BaXHENLLMX NeKapCTBEHHbIX NpenapaTos;

5) yTBEpXOEHUS METOAWMKM YCTaAHOBIIEHWS OpraHaMy WCMNOSHWUTENBHOW Bnactn cybbektoB Poccuickomn
depepaumun npefenbHbiX pasMepoB OMNTOBbIX HagbaBOK W MpefernbHbIX Pa3MepoB PO3HUYHbIX Ha4b0aBOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOU3BOAMTENSAMM JEKAPCTBEHHBLIX MpenapaTtoB, Ha
NeKapcTBEHHbIe npenapaThbl, BKIYEHHbIE B MEPEYEHb XUSHEHHO HEOOXOAMMBIX U BaXXHENLINX NEKAaPCTBEHHbIX
npenapaTos;

6) YCTaHOBNEHUs npederbHbIX pPasMepoB OMTOBbIX HanbaBoOK U npedenbHbIX Pa3MepoB  PO3HUYHBLIX
HanbaBok K (haKTUYECKUM OTMYCKHLIM LieHaM, YCTaHOBIIEHHbIM NPOM3BOAMTENSIMU NIeKapCTBEHHbIX NpenapaTtos, Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIE B NEpPeYeHb XMU3HEHHO HEOBXOOMMbIX U BaXHEMLIUX NeKapCTBEHHbIX
npenaparos;

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 4. 1 cT. 60 gononHsetca n. 6.1 (3 ot 30.01.2024 N 1-93). Cm. OyayLuyo pegakumio.

7) yTBEPXAEHUS Nopsaka Bblgavv npeanucaHvuin opraHam MCMoSNHUTENbHON BracTu cyobekToB Poccuiickon
depepaumm o npuBeaeHUM B COOTBETCTBME C 3akoHoaaTenbcTBOoM Poccuiickon Pepepauum pelleHun ob
YCTaAHOBMEHMM NpeferibHbiX pa3MepoB OMNTOBbIX HaAbaBOK M MpedernbHbIX pPasMepoB PO3HUYHLIX HaAOaBOK K
aKTUY4ECKUM  OTMYCKHbIM  Li€HaM, YCTaHOBIEHHbIM MPOU3BOAMTENSAMM JIEKAPCTBEHHbLIX MpenapaTtoB, Ha
NEeKapCTBEHHbIe NpenapaThbl, BKIYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOOUMbBIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaTtoB, €Cnv OHWU TMPUHATBI C HapyleHMeM 3akoHopaTtenbcTBa Poccunckon depepaumu, B MNOpsiake,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepaumu;

8) HanpaBneHus ynosIHOMOYEHHbIM defeparnbHbIM  OpraHOM  UCMOJSIHUTENBHOM  BracTM  OpraHam
ncnonHuTensHoW Bnactu cybbekToB Poccuiickon depepaumv npegnucaHWn O NpUMBELEHUMU B COOTBETCTBUE C
3akoHogaTenbcTBoM Poccunckon defepaunm NpUHATBIX C  HapylleHnem 3akoHodatenbcTBa Poccuiickon
depepaummn peweHnii 06 yCTaHOBIEHUN MpefesNibHbIX pa3MepPOB ONTOBbIX HaAbaBOK M MpederibHbIX pasMepoB
PO3HMYHBIX HAA0aBOK K LieHaM Ha JNleKapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOQMMbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

N BaXKHEWNLLMX NEeKapCTBEHHbIX NpenapaTos;

9) ocyuiecTBrneHus denepanbHOro rocygapCcTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CpeacTB M perMoHarnibHOro rocydapCTBEHHOrO KOHTPONS 3a MPMMEHEHVMEM LIeH Ha NeKapCTBEHHble npenapaThbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMM  ddefeparnbHbiMM  OpraHaMu  MCMOMHWUTENbHOW BflaCTM U OpraHamu
ucrnonHuTensHoW Bractu cybbektoB Poccuickon Pepepaumm COrMacHo MX KOMMNETEHUUW B Mopsigke,
ycTaHoBneHHoM [MpaButensctBomM Poccuinckon egepauuu;

(n. 9 B pea. ®enepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

10) npumeHeHNs1 NpeayCMOTPEHHbIX 3akoHOoAaTenbcTBOM Poccunckon ®enepauumn mep oTBETCTBEHHOCTU 3a
HapyleHne nopsigka LeHoobpa3oBaHMs Ha NekapCTBEHHble Npenaparbl, BKIHOYEHHbIE B MEpPeYeHb XM3HEHHO
HeOoOXO0AMMbIX N BaXXHEWLLMX NeKapCTBEHHbIX MpenapaTos.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnosumax 4pesBbl4aWHOMW cuTyauum U (MM) nNpyY  BO3HWKHOBEHUW Yrpo3bl PacnpOCTpaHeHWs
3aboneBaHVs, NpeacTaBnsIoOWEro ONacHOCTb ANA OKpYXalLWux, a Takke B Cnydae, ecnu B TedeHue TpuauaTu
KaneHgapHbIX OHew nocne npuHatusa [NpasBuTensctBoMm Poccuiickon ®Pepgepauny peleHns O NpoBeaeHUn
MOHUTOPWMHIA PO3HUYHbIX LEH Ha NeKapCTBEHHble mnpenapaTbl, He BKIIOYEHHblE B MEPEYEeHb KU3HEHHO
HeobXO0AMMbIX N BaXKHENLLMX NEKapCTBEHHbIX MpenapaToB, Ha TeppuTopusx cybbekToB Poccuinckon deaepauumn
BbISIBMIEH POCT PO3HUYHbIX LieH Ha ykasaHHble fekapCTBeHHble npenapaTbl Ha TpuauaTb npoueHToB U Gornee,
MpaButenbctBo Poccuickon ®egepaunmn BnpaBe yCTaHOBWUTbL NpefderbHble OTNYCKHbIE LieHbl Mpou3BoauTenen Ha
yKasaHHble JekapCTBeHHble Mpenapartbl, npegerbHble pa3Mepbl ONTOBbIX HAA0aBOK W MpedernbHble pasmepbl
PO3HWYHbIX HagbaBOK K (PaKTMYECKUM OTMYCKHbIM LeHaM npou3BoauTeNniel Ha YyKasaHHble feKapCTBEHHble
npenapaTtbl. [lepeyeHb nNeKkapCTBEHHbIX MpPenapaToB, HE BKIIOYEHHbIX B MepevYeHb XXM3HEHHO HeobXOoAuMbIX W
Ba)XKHEWLUNX NeKapCTBEHHbIX NpenapartoB, W MNopsgok ero opmupoBaHusa onpegensioTtcs [lpaButenscTBOM
Poccuickon ®egepauun.

(vacTb 2 BBegeHa PegeparnbHbiM 3akoHOM OT 26.03.2020 N 67-93)

3. B TeuyeHne peBAHOCTa KaneHOapHbIX AHEN cO AHA yTBepxaeHus [lpaButenbctBom Poccuickomn
defepalmn nepedvHs, yKasaHHOro B 4YacTW 2 HacTosieW cTaTbW, He [OorycKalTcs peanu3aums U OTNYCK
BKIMIOYEHHBIX B HEro rfekapcTBeHHbIX NpenapatoB MO LeHaMm, MNpeBbllaloWmM npefenbHblie OTNYCKHblEe LeHbI
nNpousBOAUTENEN Ha YyKasaHHble neKapCTBeHHble npenapatbl, MpefernbHble pas3Mepbl OMNTOBbIX HaabGaBoOK U
npegenbHble pasMepbl PO3HWYHbIX HAA0aBOK K (haKTUYECKMM OTMYCKHbIM LieHaM Mpov3BoAMTENEN Ha ykasaHHble
nekapcTBeHHble npenapaTbl C y4eTOM Harnora Ha 406aBMNeHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa PegeparnbHbiM 3akoHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumeyaHue.
MonoxeHus cT. 61 (B pea. 3 ot 30.01.2024 N 1-03), kacatoLumecs NpegocTaBrieHNs roc. ycryr nocpeacTsom
€ANHON CUCTEMbI U (MNK) eguHoro noptana, npumeHsitotes ¢ 01.01.2025.

KoHcynbTaHTlnoCc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npefenbHble  OTMAYCKHble  LUeHbl  noanexar obAsaTernbHoum
nepepeructpaunmn B 2019 - 2020 rogax B cootBeTcTBUM CO CT. 2 D3 0T 06.06.2019 N 134-D3.

Crtatba 61. Focy,qapCTBeHHaﬂ peructpauua un nepepeructpauunsa npegersibHbiIX OTNYCKHbIX LUeH
I'IpOM3BO,DMTenel7I Ha NnekKapCcTBeHHbIe npenapartbl, BKNKO4YeHHbIe B nNepe4yeHb XXU3HEeHHO Heo6XogUMbIX U
BaXXHeMLUUX JIeKapCTBeHHbIX NpenapaTtoB

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

1. MNpepenbHasa oTnyckHas LieHa NPouM3BOAMTENS Ha NeKapCTBEHHbIW npenapart, BKIYEHHbIN B nepeveHb
XN3HEHHO HEOBXOANMBIX N BaXXHEWMLUUX NEKApCTBEHHbLIX NPenapaToB, NOAMNEXMUT rocygapCTBEHHON pernctpaummn B
nopsigke, yctaHoBneHHoMm [lpaButenbctBoM Poccuiickon ®degepaumy, Ha OCHOBaHWM  HampaBreHHOro
nocpeacTBOM €AMHOro nopTarna B YNOSIHOMOYEHHbIN dhefepanbHbli OpraH UCMOMHUTENBHOW BNAcTU UNWU JIUYHLIN
KabuHeT ynonHOMO4YeHHOro chegepanbHOrO opraHa MCMOMHUTENBHOW BracTu B €AWHOW cucTteme, MoArnmMcaHHoro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

YCUINEHHOW  KBanMUUUPOBAHHOW  3NEKTPOHHOW NOAMWUCBLIO  3asiBMeHusd  gepxaTensa wunu  Bragenbua
perncTpaumoHHOro yaoCTOBEPEHNSI NEKAPCTBEHHOIO npenapaTa (YNnonHOMOYEHHOro UM nuua).
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2. 3apernctpypoBaHHasi npedenbHas OTMNYCKHAs LieHa MNpovM3BOAUTENSA Ha NeKapCTBEHHbIN npenapar,
BKITIOYEHHBIN B NepeyeHb XW3HEHHO HEOOXOAMMbIX M BaXKHEMLIUX JeKapCTBEHHbIX MnpenapaToB, MoxeT ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENMYEHUS OOUH pa3 B KaneH4apHOM rogy Ha OCHOBaHUKM HanpaBrneHHoro o 1
oKTAGps KaxOoro roga MOCPEACTBOM e€OMHOro  noprtana B YNOMHOMOYEHHbIM  dbedepanbHbli  opraH
WCNONHUTENBHON BRAacTM WNU MNWYHbIA KabMHET ynonMHOMOYEHHOro deaepansHOro opraHa MCNOMHUTENbHOW
BNacTn B €QUHOWN cMcTeEMe, NOAMMCAHHOIo YCUNEHHOW KBanuduLMPOBaHHOW 3MNEKTPOHHOW MOAMUCHIO 3asBNEHUs
Jepxartens unv Bnagensla perMcTpauuoHHOro yaoCTOBEPEHUA NnekapcTBEHHOro npenapata (YnosIHOMOYEHHOro
UM nuua).

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. 3BaperunctpupoBaHHas npegenbHas OTNYCKHAA LieHa NpOM3BOAWTENS Ha flekapCTBEHHbIM npenapar,
BKIIOYEHHBIN B MepeyeHb >XU3HEHHO HEeOoOXOAUMbIX W BaXKHEWLWWX NeKapCTBEHHbIX npenapartoB, MOXeT ObiTb
nepeperncTpypoBaHa B CTOPOHY CHWXKEHWUS Ha OCHOBaHWM HarnpaBreHHOro MOoCpeAcTBOM €4MHOro nopTtana B
YNONHOMOYEHHbIV PedeparnbHbIl OpraH MWCMNOMHWUTENbHOW BRacT WM NUYHBIA KabWHET YNONHOMOYEHHOro
denepanbHOro opraHa WUCMOMHUTENBHOM BRAacTM B  €OMHOM  CUCTEME, MOAMUCAHHOINO  YCUIEHHON
KBanMUUUPOBAHHON 3NEKTPOHHOW MOAMNWUCBIO 3asBMEHUA AepXaTtens wunu Briagenbla perncTtpaumoHHOro
YAOCTOBEPEHNs TeKapCTBEHHOro npenapara (YynosIHOMOYEHHOIo UM fvua).

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. [lepxaTen unu BRageney pPerncTpauMoHHOro YyOOCTOBEPEHUs JlekapCTBEHHOro npenapata
(ynonHomo4yeHHOe MM nuuo) obs3aH HanpaBuTb NOCPEACTBOM €AMHOrO noprtana B YNONHOMOYEHHbIN
degepanbHbI OpraH UCMOMHUTENBHOW BNACTU UMW MNWYHBIN KABUHET YNOMHOMOYEHHOro heaepansHOro opraHa
WCNONMHUTENBHON BNacTU B €OWHOW CUCTeMe MNOoAMWCAHHOE YCUMEHHOM KBanMUUMPOBAHHOW 3MNEKTPOHHOW
MOANUCLIO 3asBIieHNe O NepeperncTpauumn 3aperncTpmpoBaHHON NpeaerbHON OTMYCKHOW LieHbl Mpou3soguTens Ha
neKapCTBEHHbIN npenapar, BKIHOYEHHbIN B MepeyvYeHb >XU3HEHHO HeOOXOAMMbIX U BaXHEWLUMX feKapCTBEHHbIX
npenapaToB, B CTOPOHY CHWXEHUS B CreayloLmx cnyyvasx:

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-©3)

1) CHWXXeHWe LeHbl B MHOCTPAHHOW BanioTe Ha NeKapCTBEHHbIM NpenapaT B CTpaHe Npou3BoauTens u (Mnm)
B CTpaHax, B KOTOpbIX JIEKAPCTBEHHbLIA MNpenapaTt 3aperucTtpuMpoBaH W (MnM) B KOTOpble MOCTaBMSiETCS
Npoun3BOAUTENEM;

2) CHWKeHWe LeH Ha pedepeHTHbIe NeKapCTBEHHbIE npenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTosLlen
yactTm (Ons  COOTBETCTBYWLUMX  BOCMPOM3BELEHHbIX, OuoaHamnoroBbix (6MOMNOOOOHLIX)  NEKAPCTBEHHbIX
npenapaTos);

3) npeBblleHNe NpefenbHON OTMYCKHOM UeHbl Ha NepBbli  BOCNPOM3BELEHHBIN, OGUOaHaNoroBbln
(6buonogoOHLIN) NekapCTBEHHbLIN MpenapaT WMHOCTPAHHOIrO MPOM3BOACTBA HaA MpeferibHOW OTMYCKHOM LEeHOoW
npou3BoguTenss Ha BTOPOW BOCMPOM3BEAEHHbIN, GroaHanoroBbln (O6MOMOAOGHBINM) MeKapCTBEHHbIV npenapar,
paccuYnMTaHHOM B COOTBETCTBUMN C METOLMKON, yTBEPXKAEHHON MpaBuTenbcTtBoM Poccuiickon ®epepauuu;

4) npeBbieHMe nNpeAdenbHOM OTMYCKHOM LeHbl Ha MepBbii  BOCNPOW3BEAEHHbIA, OMOaHanoroBbIn
(6ronogoObHbIN) NekapCTBEHHbIV NpenapaTt Npou3BoAMTeNs rocyaapcTaa - yYneHa EBpasniickoro aKOHOMUYECKOro
COK3a Hag npedenbHOM OTMYCKHOM LUEHOW MpOoM3BOAUTENST HA BTOPOW BOCMPOM3BEAEHHLIN, GuoaHamnorosbiv
(6bnonogoOHLIN) NekapCTBEHHBINM NMpenapaTt Npou3BOAUTENS rocygapcTea - YneHa EBpasnmnckoro sSKOHOMUYECKOro
COl03a, pacCyYNTaHHON B COOTBETCTBUM C METOAMKON, yTBEpXaeHHow [paButensctBoM Poccuickon Pegepaumm.

5. Mopsagok nepeperncTpauum 3apermcTPUpOBaHHbIX MNpPeAernbHbIX OTMYCKHbIX LEeH MNpouM3BOAUTENEN Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOOAUMbIX U BaKHEWLIMX NeKapCTBEHHbIX
npenapaToB, B cry4yasx, MpegycCMOTPEHHbIX 4YacTamu 2 - 4  HacToswew cTaTbW, YycTaHaBNMBaeTCs
MpasutenbctBOoM Poccuiickon ®epepaunn.

6. OKOHOMMYECKMN aHanu3 npefenbHON OTMYCKHOW LeHbl NpoM3BOAUTENSA Ha NEeKapCTBEHHbLIN npenapar,
BKITIOYEHHBbI B MEPEeYEeHb XMU3HEHHO HEOOXOAMMbBIX W BaXKHEWLLMX JeKapCTBEHHbIX MpenapaToB, Npu ee
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

rocy4apCTBEHHOW  permcrpauumm unu  nepepeructpauun  ocywectesnsaetrca  deneparnbHbiM  OpraHom
NCMNONMHUTENbHOMN BnacTtu, ocyulecTenarowmnm (byHKLI,I/IVI NO NMPUHATUIO HOPMATUBHbIX MPaBOBbLIX akKTOB N KOHTPOIIO
3a cobnogeHneM 3akoHoaaTenbCTBa B chepe rocyaapCTBEHHOrO perynupoBaHus LeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacueT npepgenbHbIX OTMYCKHbIX LIEH, YKa3aHHbIX B 4acTtsax 1 M 2 Hacrosiwen cratbu, nNpu ux
rocy4apCTBEHHOW perucTpaumMmM unM rnepeperncrpaumm OCYLLECTBNSAETCS B COOTBETCTBMM C  METOAMKOMN,
yTBepxaeHHon MNMpaButenbctBoM Poccunckon ®enepauum n yumtbiBaoLen B TOM YUCne:

1) cobniogeHne 6anaHca nHTepecoB NOTpebuTenen nekapcTBeHHbIX NPenapaToB, BKMNIOYEHHbIX B NepeYeHb
KMU3HEHHO HEOOXOAMMbIX W BaXKHEMLUMX JEKAPCTBEHHLIX MNpenapaTtoB, W MPOM3BOAUTENEN NEKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NEpPEYEHb XXM3HEHHO HEOBXOANMBIX N BaXKHEWNLLMX NEeKapCTBEHHbIX NPenaparos.;

2) dakTnyeckyto OTMYCKHYIO LIEHY Ha NeKkapcTBEHHble npenapaTtbl B Poccuiickon depepaumm, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyio ®Pegepaumio, a TaKke LeHbl Ha aHanormyHble fNekapCTBEHHble
npenapaTbl, Haxogswuecs B obpaweHun B Poccunckon ®egepauuu;

3) saTpaTbl NPOM3BOAMTENS NEKAPCTBEHHOrO npenapara Ha NpPou3BOACTBO U peanu3auuio NekapCTBeHHOro
npenapara;

4) UeHy Ha NneKapCTBEHHbI MpenapaTt, ero LeHy B CTpaHe MpOM3BOAUTENS U B CTpaHax, B KOTOPbIX
rekapCTBEHHbIN NpenapaT 3aperucTpupoBaH v (Mnn) B KOTOPbIe NOCTaBMSETCS NPOM3BOAUTENEM.

8. He O0nycKarkTCA peanusauna N OTNYCK NekapCTBEeHHbIX npenapaTtoB, BKIHOYEHHbIX B NnepevyeHb XU3HEHHO
HeobXoOUMbIX W BaXXHEWLINX JIEKapCTBEHHbIX MNnpenapaTtoB, Ha KOTOpble MNMpou3BOAUTENAMU JEKAPCTBEHHbIX
npenaparoB HE 3aperncTpmnpoBaHa npenesibHaa oTnyckHaaA LueHa, peanm3auna npomn3soanTesidaMm nekapCrBeHHbIX
npenapartos no uUeHam, npesbillalowlMM 3aperncTtpupoBaHHbie WM NMepeperncTtpnupoBaHHbie MnpeaesribHblie
OTNYCKHbl€ LeHbl Ha NekapCTBEeHHbIe npenapaTbl C y4eTOM HaJlora Ha ,D,O6aBJ'IeHHyP0 CTOUMOCTb.

9. OcobeHHOCTN roCygapCTBEHHOINO perynvpoBaHns npeferibHbiX OTMYCKHbIX LIeH NPOU3BOAMTENEN Ha
nNeKapcTBeHHble NpenapaTtbl, BKIYEHHbIE B MEpPEeYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEMLUUX JeKapCTBEHHbIX
npenapaToB, B 3aBUCMMOCTUN OT SKOHOMMYECKMX U (UIN) coumanbHbIX KPUTEPUEB (M3MEHEHWNE YCIOBUIA, MOpsiaKa U
CTOMMOCTM MNPOU3BOACTBA JIEKAPCTBEHHLIX MpenapaToB, UCMONb30BaHWE HOBbIX HOPM, METOAOB M Cnocobos
rocy4apCTBEHHOIO PEerynmpoBaHns LEH Ha NeKapCTBEHHble npenapaTbl, B TOM 4YMCME HAa OCHOBE MexaHu3ma
pedepeHTHOro LieHoobpa3oBaHUs, U3MEHEHWUI MNopsaka OKa3aHus MeOWMUMHCKOW MOMOLLM, M3MEHeHMe Kypca
WHOCTPaHHOM BanioTbl U UHblE N3MEHEHUS) ycTaHaBnmBatoTcs NMpaButenscTtBoM Poccunckon ®enepaumn.

(8 pea. PegepanbHoro 3akoHa ot 08.03.2022 N 46-03)

Ctatba 62. locymapcCTBEHHbIM peecTp npeAenbHbIX OTNYCKHbIX LeH MpousBoguTenen Ha
neKapcTBeHHble nMpenapaTtbl, BK/IOYEeHHble B MNepeyYeHb XU3HEHHO HeOoGXOAUMbLIX M BaXKHEWULMX
reKapcTBEHHbIX NpenapaToB

1. 3aperucTpmpoBaHHble UM NepeperucTpmMpoBaHHble npeaerbHble OTNYCKHbIE LieHbl NPOU3BOAMTENEN Ha
riekapcTBeHHble npenapaThbl, BKIOYEHHbIE B MepeYeHb XU3HEHHO HEOOGXOAUMbLIX U Ba)KHEWLUUX NeKapCTBEHHbIX
npenapaToB, NoasiexaT BKIIOYEHUIO B FOCYAapCTBEHHbIN peecTp NpeaenbHbIX OTMYCKHbIX LieH Npou3BoanTernen Ha
rniekapcTBeHHble npenapaThbl, BKIOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX NEKapCTBEHHbIX
npenapaTos.

(B pen. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. ['ocynapCTBEHHbIN peecTp npeferibHbIX OTMYCKHbIX LeH Npon3BoauTenen Ha nekapcTBeHHbIe npenaparhl,
BKIMIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOOMMbIX U BaXXHENLUNX feKapCTBEHHbIX NMpenapaToB, coaepxut B cebe
crneayoLyo nHopMaumio:

1) HaumeHoBaHVWe [JepxaTens WNWM Bragenbla PerncTpauMoHHOrO YAOCTOBEPEHUS eKapCTBEHHOro
npenapara, HaumeHOBaHVWe NPOU3BOAUTENSA MEKapCTBEHHOro npenapaTta, CBeAeHWs O perucTpauum aepxatens
UNu Brnagenbua pPerucTpauyoHHOro YAOCTOBEPEHWS NEKapCTBEHHOro npenapaTa, CBeAeHWs O perucTpaumm
MPOM3BOAMUTENS NIEKapCTBEHHOMO nMpenaparta Ans MeaWUMHCKOro MPYMEHEHUsl B KayecTBe Haroronnatesibliyka B
CTpaHe perncTpaumm (Onsi POCCUIACKMX HOPUOUYECKMX UL - MOEHTUUKALMOHHLIN HOMEpP HamnoronnartesnbLyuka
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

(MHH), ona MHOCTpaHHbIX IPUANYECKUX NUL, - CTpaHa perucTpauvu, HaumeHoBaHue PerucTpupyloLero oprasa,
pPeErncTpaumoHHbIN HOMEP, KoL HamoronnaTenblivMka B CTpaHe peructpauum (MHKopnopauuu) nnm ero aHarnor),
MECTO HaxoXOeHUs NPOU3BOACTBEHHbIX MMAOLLAA0K, Y4acTBYIOLMX B Mpouecce NPOW3BOACTBA NEKapCTBEHHOrO
npenapaTa, C ykasaHvem cTaguv npouecca nponsBoacTsa;

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

2) HaumMeHoBaHMe NeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOEe, UK PyNnnMpoBOYHOE,
WU XMMUYECKOE N TOProBOE HauMEHOBaHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep perMcTpaLmMoHHOro YOOCTOBEPEHUS NeKapCTBEHHOTO Npenapara;

4) nekapctBeHHas dopMa C ykasaHuem [O3MPOBKM FEeKapCTBEHHOro npenapaTta M ero Konuyectsa BO
BTOPWYHOM (MOTPeBbUTENBbCKOWN) YNakoBKe, a TakKe KOMMIEKTHOCTb;
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3apeructpupoBaHHas npegensHas OTNyCKHas LieHa Ha fiekapCTBEeHHbIV npenapar B pybnsx;
(B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) Jata u HOMep npwukasa YMONIHOMOYEHHOro edepanbHOro opraHa WCNOMHUTENBHOM BRacTu o
rocygapCTBEHHOW peructpauMm unuM nepeperncrpaumm npenenbHOM OTMYCKHOM LEeHbl Ha NeKapCTBEHHbIN
npenapart, BKITOYEHHbIN B NepevYeHb XU3HEHHO HEOOXOAMMBIX 1 BaXKHEWLLMX NIEKAPCTBEHHbLIX NpenapaTos;

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-93)

6.1) gaTta BCTYnneHns: B CMIy Npukasa ynorHOMOYEHHOro dpeeparibHOro opraHa UCMONTHUTENbHOW BNacTu o
rocynapCTBEHHOW perucrpaumm wnuv nepeperucTpaumm npeaenbHOW OTMYCKHOW LeHbl NpousBoauTens Ha
rfieKkapCTBEHHbI MpenapaT, BKIIOYEHHbIN B MepeyeHb XM3HEHHO HeoOXOAMMbIX M BaXHEMWWX neKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBegeH PeaepanbHbiv 3akoHoM OT 06.06.2019 N 134-93)

7) WTPUXOBOW KO, HAHECEHHbIN HA BTOPUYHYIO (MOTPEOUTENBCKYHO) YNaKOBKY NIEKAPCTBEHHOrO nNpenapara;
(n. 7 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) «KkoO nekapCTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHusaLumen 3gpaBooxpaHeHus.
(n. 8 BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

3. NocygapcTBeHHas peructpaumns unu nepeperncrpaums npeaenbHbIX OTAYCKHbIX LEH Ha fnekapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MEpPeYeHb XM3HEHHO HEOoOXOAUMBbIX W BaXKHEWLWWMX JeKapCTBEHHbLIX Npenapartos,
BEOEHWE [OCYLapCTBEHHOIO peecTpa npedesibHblX OTMYCKHbIX LEeH MpoM3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpPeYeHb XM3HEHHO HEOoGXOAMMBbIX WM BaXKHEWLWMX NeKapCTBEHHbLIX Npenapartos,
OCYLLECTBNAOTCA B Nopsiake, yctaHoBneHHoM lMpaeutenscteoM Poccuiickon ®epepauun.

(B pen. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Crtatbs 63. YcTaHOBNEeHWe opraHaMy UCMNOJNIHUTENbLHON BracTu cy6bekToB Poccuiickon Pegepaumm
npepesibHbIX pa3MepoB ONTOBbIX HaA6GaBOK M npegenbHbIX pa3MepoB PO3HUYHbIX HapbaBOK K
chakTU4EeCKUM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSIMW NEeKapCTBeHHbIX MpenaparoB, Ha
NeKapcTBeHHble npenapaTtbl, BKMYEHHble B MNepe4vyeHb XU3HEHHO HeobXoAMMBLIX W BaXKHEWLWUX
JNieKapCTBEHHbIX NpenapaToB
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl McnonHuTenbHoOW Briactu cybbektoB Poccuiickon depepauny ycTaHaBNUBAKT MNpeferibHble
pas3Mepbl ONTOBbLIX HAA0aBOK U NpederbHble pa3mepbl PO3HUYHBLIX HAA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM
(6e3 yyera Hanora Ha [Oo06aBMNEHHYK CTOMMOCTb), YCTAHOBMIEHHbIM MPOU3BOOMTENSAMM JEKAPCTBEHHbIX
npenapaToB, Ha NEKapCTBEHHbIE MpenapaTbl, BKIIKOYEHHbIE B NMEPEYEeHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHEMLLUX
NEeKapCTBEHHbIX NMpenapaTtoB, B COOTBETCTBMM C YTBEPXOEHHOW B MOpsake, YCTaHOBIEHHOM [1paBUTENBCTBOM
Poccuiickon ®egepaumn, METOLMKON YCTAHOBIIEHUS OpraHamu MCMOMHUTENbHOW BNacTu cybbekToB Poccuimckon
denepaumn npegenbHbIX pa3mMepoB ONTOBbIX HagbaBOK M npedenbHbIX pasMepoB PO3HUYHBLIX HagbaBoK K
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

PaKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMM FEKapCTBEHHbIX MpenapaTtoB, Ha
neKkapcTBeHHble npenapaThbl, BKIYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHENLNX NeKapCTBEHHbIX
npenapatoB. [1poekTbl peLleHnii OopraHoB MWCMOMHUTENbHOW Bnactn cybwvektoB Poccunckon depepauumm 06
yCTaHOBNEHMN U (MNN) MU3MEHEHUW npefenbHbIX pa3MepoB OMTOBbIX HaabaBOK M npefenbHbIX pasMepos
PO3HUYHBIX HagbaBOK K (PaAKTUYECKUM OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSMU FfleKapCTBEHHbIX
npenapaToB, Ha JNleKapCTBEHHbIE MpenapaTtbl, BKIIOYEHHbIE B MEepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLINX
NnekapCTBEHHbIX MNpenapaToB, MNoAafieXaT COrflacoBaHUIO C  YNOMHOMOYEHHbIM  doedeparnibHbIM — OpraHoMm
NCMNONMHUTENbHOW BNACTW, OCYLLECTBASIOWMM OYHKLUN MO NPUHATUIO HOPMATUBHbIX NMPaBOBbLIX aKTOB M KOHTPOSIO
3a cobnwogeHnem 3akoHogaTenbCcTBa B cdepe rocygapCTBEHHOrO perynvpoBaHust ueH (TapudpoB) Ha ToBapbl
(ycnyrn), B nopsigke, yctaHoBrneHHoM [NpaButenscTtBom Poccuiickon Pegepaumm.

(8 pea. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHuzauuMm OMNTOBOW TOProBMAM  JiEKapCTBEHHbIMW  CpeacTBamK, anTeyHble  opraHusauum,
WHAMBUAOYanbHbIE NpeanpuHUMaTeny, UMELLNE NNLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATENbHOCTb, MEANLUHCKME
opraHu3aummv, UMetoLmne NULEH3N0 Ha hapMaLeBTUYECKYIO OeATENbHOCTb, U UX 060CcOONeHHbIE NoapasaeneHms
(ambynatopun, denbawepckue n enbalepcko-akyLepckne NyHKTbl, LeHTpbl (oTaeneHust) obwen BpavebHoM
(cemeliHOM) NpaKTUKK), PacrosiOXEHHbIE B CEMNbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHm3aummv, OCYLLECTBMAIOT peanusauuio NeKapCTBEHHbIX MPenapaToB, BKIIOYEHHbIX B MNEpeyYeHb XU3HEHHO
HeoOXOAMMbBIX U BaXKHEWLUMX NEKApCTBEHHbIX NpenapaTtoB, NO LeHaM, KoTopble hOpPMUPYHOTCA B COOTBETCTBUM C
NnopsiAikoM, ycTaHoBMeHHbIM [NpaButenscTBoM Poccunckon ®epepauun, n ypoBeHb KOTopbix (6e3 yyeTa Hanora Ha
AobaBneHHyld CTOMMOCTb) He [OOSKEH MpeBbilaTb CyMMYy (PakTMYeCKOMm OTMYCKHOM LEHbl, YCTaHOBIIEHHON
npoussogutTenemM nekapCTBEHHOrO npenapara, He npesbiwatoLen 3apermcTpupoBaHHoON unm
nepeperncTpupoBaHHON NPeAernbHON OTNYCKHOM LeHbl Npov3BOAMTENS (Ha AaTty peanu3auuv NekapcTBEHHOro
npenapaTta npousBoauTENEM), U pasmepa ONToBOM HagbaBku M (MnM) pasmepa pO3HMYHOW HapbaBku, He
MpeBbILWAWMX COOTBETCTBEHHO pa3mMepa npefenbHoW onToBoW HaabaeBkym M (MnM) pa3mepa npeaenbHON
pPO3HMYHOM HaabaBkK, yCTaHOBMNEHHLIX B cybbekTe Poccuiickon ®egepaunn.

(vacTb 2 B peq. ®epgepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl McnonHWTenbHOM BriactTn cyobekToB Poccuiickon ®epepaunn pasmewaot B cetn "UHTepHeT"
NMHOPMALMIO O 3aperncTpuMpoBaHHbIX NpedernbHbIX OTMYCKHbIX LieHaxX Mpou3BOAWUTENeN Ha JeKapCTBEHHbIe
npenapaTbl, BKIHOYEHHbIE B NepevYeHb XXM3HEHHO HeobXoAMMbIX U BaXKHEWLIMX NeKapCTBEHHbIX npenapaTos, 06
yCTaHOBMEHHbIX B cybbekte Poccuiickon Pepepaumm npegenbHbIX pa3mepax OnToBbIX HagbaBok u (Mnw)
npegenbHbIX pasMepax PO3HUYHbIX HaAbaBOK K YCTAHOBMNEHHbLIM MPOM3BOAUTENSIMU NIEeKapCTBEHHbIX MpenapaToB
hakTU4eCcKnM OTMYCKHbIM LleHaM Ha JleKapCTBEHHbIE npenapaThl, BKMOYEHHbIE B NEpeyYeHb XU3HEHHO
HeobXO0AMMBbIX W BaXKHEWLUMX feKapCTBEHHbIX MpenapaToB, a Takke O CyMMe 3aperMcTpyMpoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LIEH Mpou3BOoAUTENEN Ha NeKapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MNepeyeHb XU3HEHHO
HeobXOAMMBIX U BaXXHEWLUMX feKapCTBEHHbIX NpenapaToB, YCTaHOBMNEHHbIX B cybbekTe Poccunckon depepaunn
npegenbHbIX pasMepoB ONTOBbIX HaabaBOK WM MpefdenbHbIX PasMepoB PO3HUYHbIX HaAAbaBoOK M Hamora Ha
[o6aBneHHyl0 CToMMOCTb. VHdopmaums, npeaycMOTpeHHas HacTosien 4acTblo, AOMPKHA HaxXOAMTbCH Takke B
anTeyHbIX OpraHM3aumsix B AOCTYNHOW ANs BCEX 3auHTepecoBaHHbIX nuy dopme n obHOBNSATLCA MO Mepe ee
pasMeLleHnsa opraHaMu UcnonHuTensHom BnacTtu cybbektoB Poccurickon ®eagepaunm B cetu "UHTepHeT".

(vacTb 3 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatvn cuny ¢ 1 mapta 2020 roga. - ®egepanbHbii 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI 39O PEKTUBHOCTU N BE3OMNMACHOCTHU
NEKAPCTBEHHbIX MPENAPATOB, HAXOOALNXCA B OBPALLEHUA
B POCCUUCKOWN ®EOEPALIMA
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

CraTtbsa 64. ®apmakoHan3op
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
1. JlekapcTBeHHble npenapaTbl, Haxogsimecs B obpaweHun B Poccuiickon Pepepaumu, nopnexar

MOHUTOPUHTY Sd)(*)eKTMBHOCTM n 6e3onacHOCTN B LENSAX BbISIBMIEHMS BO3MOXHbIX HEraTMBHbLIX NOCMNeACTBUMMA WX
NnpUMEeHeHu4, I/IHJJ,MBI/Iﬂ,yaJ'IbHOﬁ HenepeHoCMMOCTU, npeaynpexgeHna meanumHCKnxX pa6OTHMKOB, cneunanncToB B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

obrnactm BeTepuHapuu, NaUMEeHTOB WNN BMNAafernbLeB >XMBOTHbIX W WX 3alWTbl OT MPUMEHEHUS TaKuX
nekapCTBEHHbIX NpenapaTos.
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. ®dapmakoHaasop OCYLLECTBNSETCA COOTBETCTBYIOLUMM YMNOMHOMOYEHHbIM befeparnbHbiM  OpraHoMm
WCMONMHUTENbHOW BRacTu B YCTAHOBMIEHHOM WM Mnopsake ¢ yvyeTom TpeboBaHui HacToswero degepanbHoOro
3aKOHa U akToB, cocTaBnsowmx npaso Cow3a, NyTemM aHanu3a npefocTaBnsieMon cybbekTamu obpalleHus
NEeKapCTBEHHbIX CpeAcTB MHGopmMauunm O noboYHbIX OENCTBUSAX, HEXenaTernbHbIX peakuusx, Cepbe3HbIX
HexenaTenbHbIX peakuusx, HenpeaBUMAEHHbIX HeXenaTenbHblX peakunsax npyv NPUMEHEHUN feKkapCTBEHHbIX
npenapaTos, 00 MHAMBUAYaANbHON HEMNEPEHOCMMOCTHU, OTCYTCTBMU 3(P(PEKTUBHOCTY NEKapCTBEHHbIX NpenapaTos, a
Takke 00 UWHbIX hakTax M 0B6CTOATENLCTBAX, MPEACTaBMASAOLWMX Yrpo3y XU3HW MMM 300pOBbI0 Yenoseka Nunbo
XWBOTHOIO MpU NPUMEHEHUN NEeKapCTBEHHbIX MpenapaToB UM BbISBMEHHbIX Ha BCex 9dTanax obpalleHus
nekapcTBeHHbIX NpenapaTtoB B Poccuiickon Peagepalimm n gpyrux rocygapcraax.

(B peq. PegepaneHoro 3akoHa ot 30.01.2024 N 1-93)

3. CybObekTbl 00palleHnss neKkapCTBEHHbIX CPeAcTB B MNopsiake, YCTAHOBIEHHOM  YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoOM MCMOMHUTENBHONM BriacTu, 0b6s3aHbl cooblatb B YNONMHOMOYEHHbIN heaepanbHbii opraH
NCMOMHUTENbHOW BMAcTM O MNOBOYHBIX OEWCTBUSX, HEeXenaTeNbHbIX peakuMsx, CepbesHbiX HeXenaTenbHbIX
peakumsx, HenpeaBUOEHHbLIX HeXenaTemnbHbIX peakuusx Mpu MNpYMEHEeHWUM NeKapCTBEHHbIX npenapaTtos, 06
WHAMBUOYANbHOW HEMEPEHOCMMOCTU, OTCYTCTBMM A(PPEKTUBHOCTU NEKAPCTBEHHbIX NpenapaTos, a Takke 06 UHbIX
daktax n obcToATENbCTBAX, NPEACTaBNALWUX YrPpo3y XU3HW UMW 300POBbIO YeroBeka NMbOo XXMBOTHOMO MNpu
NMPMMEHEHUN TFeKapCTBEHHbIX MpenapaToB W BbIABMAEHHbIX Ha BCex dTanax obpalleHus nekapcTBEHHbIX
npenapatoB B Poccuiickon egepauumn n gpyrnx rocygapcraax.

4. [epxatenun wnu Bragenblbl PerMcTpauMoHHbIX YOOCTOBEPEHUW feKapCTBEHHbIX MNpenaparos,
IopMAMYEeCKMEe Nnnua, Ha UMSA KOTOPbIX BblAaHbl paspelleHus Ha MnpoBedeHue KIMHWYECKUX WCCneaoBaHun B
Poccuinckon ®epgepauun, nnbo ynonHOMOYEHHbIE MMK OpYyrue pugudeckne nvua B pamkax obecneveHus
6e3onacHOCTV NeKapCTBEHHbIX MpenapaTtoB B MNOpsiAke, YCTAHOBEHHOM COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENBHON BracTu, 06a3aHbl OCyWeCcTBAATL npueM, ydeT, obpaboTky, aHanm3 u
XpaHeHue nocTynawwmux B MX agpec OT cybbektoB obpalleHus nekapCTBEHHbIX CpeacTB W OpraHoB
rocygapCcTBEHHOMW BMacT coobleHMn O MNoBOYHbIX AENCTBUAX, HexenaTenbHblX peakuusiX, Cepbe3HbIX
HexxenaTenbHbIX U HenpeaBUAEHHbIX HeXemnaTerbHbIX peakuusx npu NpYMeHeHUn NekapcTBEHHbIX Npenaparos,
06 0COBEeHHOCTAX WX B3aMMOAEWCTBMA C APYMMMU  NEKapCTBEHHbIMW npenapatamu, WHAUBUAOYanbHOW
HenepeHoCUMOCTK, a Takke 00 UHbIX dakTax U 06CTOATENbCTBAX, MPEACTaBMAAOWMNX YTPO3Y XKU3HN UK 300POBbLIO
YyeroBeka NMbO XMBOTHOTO WU BAUSIIOLWLMX HA M3MEHEHNE OTHOLLEHUS 0XMAAEMON MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHWS NeKapCTBEHHbIX Npenapartos.

5. lpu BbIABNEHMM WUHOPMALMN O CEPbE3HbIX HEXenaTemnbHbIX peakuusax U HenpeasuaeHHbIX
HexenaTenbHbIX peakumsax npy NPUMEHEHNN NeKkapCTBEHHbIX NpenapaTtoB, 06 0COGEHHOCTAX UX B3aMMOOENCTBUSA
C OpYrMMM NeKapCTBEHHbIMU Mpenapartamu, MHOAMBMAYANbHOW HEMEepPeHOCMMOCTM, a Takke 00 MHbIX dhakTax U
06cToATENBCTBAX, BAMSIOWMX HA U3BMEHEHWNE OTHOLLEHUSA OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
nekapCTBEHHbLIX NpenapaTtoB, AepXaTenu Wnu Bnagenblbl PEerMcTpauuoHHbIX YOOCTOBEPEHWI JEKAPCTBEHHbIX
npenapaToB, lOpUOUYECKME INULA, Ha MMs KOTOPbIX BbldaHbl paspelleHuMst Ha npoBedeHMe  KIMMHUYECKUX
nccrnegosaHun B Poccuiickon Pepepaummn, nubo ynorHOMOYEHHbIE UMW ApYrue topuanyeckme nuua obsasaHbl
NPVHATL MEepbl, HanpaBfieHHbIE Ha YCTPaHEHWEe HeraTMBHbIX MOCNEACTBUN MPUMEHEHUS TaKUX JIeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHne NpUYMHEHNst Bpeaa XU3HW Unn 340pOBbI0 YerioBeka b0 XMBOTHOIO, 3aLUTy UX
OT MPUMEHEHUS TaKMUX JNEKAPCTBEHHbIX MPEnapaToB, Ha OOMONHUTENbHbIN COOP AaHHbIX 00 3PPEKTUBHOCTU U
6€e30MacHOCTU TaKMX NIEKAapPCTBEHHbIX NMpenapaTos.

6. 3a HecoolLieHMe wnNu COKpbITUE WHOPMaUUW, NPEOYCMOTPEHHOM 4acTbio 3 HACTOsILLEN CTaTbMy,
Jepxatenu unu snagernblbl perncTpaumoHHbIX YOOCTOBEPEHWI NEKapCTBEHHbIX NpenapaTos, opuanyeckue nuua,
Ha UMS KOTOpbIX BbldaHbl pa3pelleHus Ha NpoBedeHue KMMHUMYECKUX uccnenosaHui B Poccuiickon deanepaumu,
nnbo ynonHOMOYEHHbIE UMW OpYyrve lpuanyeckme nuua, a Takke LOIMKHOCTHbIE NLa, KOTOpbIM 3Ta UHdopmaums
cTana u3BeCTHa Mo poay UxX npodeccroHanbHOW AeATeNbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogartenscTBoM Poccuickon degepaumm.

7. Tlpn nony4yeHun yNosIHOMOYEHHbIM efepanbHbIM OpraHoOM WCMOSHUTENbHOW BflacTU B paMKax
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

ocywiectBneHns wum  dapmakoHaasopa [okasaTenbCTB O HEeCOOTBETCTBUM  JIeKapCTBEHHOro npenapaTta
YCTaHOBMEHHbIM TPebOoBaHUAM NN NpU NONy4YeHUM UHOPMALIUM O HECOOTBETCTBUMN AaHHbLIX 06 3dEKTUBHOCTH
n o 6e3onacHOCTU neKkapCTBEHHOro npenapata [gaHHbIM O IeKapCTBEHHOM Mpenaparte, CoAepXalumcs B
WHCTPYKUMM NO €ero npuMeHeHuo (B TOM 4uCrne BbISBNEHHbIX B XO0A4e oOcyllecTBneHuss dapmakoHaasopa
KOHTPONbHO-HaA30PHbIMM  OpraHamMym  MHOCTPaHHbIX FOCYAapCTB), YMNOMHOMOYEHHbIA dedepanbHbli  OpraH
NCMONMHUTENbHOW BNacTu B YCTAHOBIIEHHOM MM MOPSIAKE paccMaTpMBaeT BONPOC O NPUOCTAHOBMEHUN NPUMEHEHUS
TaKoro NekapCTBEHHOro nNpenapaTa.

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2026 HanmeHoBaHue cT. 65 nsnaraetcs B HoBou pegakuum (P3 ot 30.01.2024 N 1-03).

CraTtba 65. MprocTaHoBNeHUe NpMMeHeHUs! NieKapCTBEHHOro Npenapara

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

KoHcynbTaHTlnoc: npyumeyaHue.
C 01.01.2026 B 4. 1 cT. 65 BHOCATCA M3meHeHust (P3 ot 30.01.2024 N 1-03).

1. lpu nonyyeHMn wHAOPMALMM O HeXenaTemnbHbIX peakumsax Mpu MPUMEHEHWUU NeKapCTBEHHOro
npenapaTta, He YyKa3aHHbIX B MWHCTPYKUMM NO MPUMEHEHUI0 FeKapCTBEHHOro mnpenapaTta, CepbesHbiX
HexernaTenbHbIX peakuusix, 06 0COBEHHOCTAX ero B3aMMOAENCTBUS C APYrMMU feKapCTBEHHbIMU npenapaTtamu,
KOTOpble MOryT MNPeAcTaBnATb Yrpo3dy >KU3HW WNW 300POBbI0  4YeroBeka nMbo XMBOTHOTO, a Takke O
HeCOOTBETCTBMM AaHHblX 00 adpdeKkTMBHOCTM U O BGe3onacHOCTVM feKkapCTBEHHOro npenapata AaHHbIM O
fiekapCTBEHHOM npenapaTte, coAepXalumca B WHCTPYKUMM MO €ero MpuMeHeHuto, B TOM uucne oT
YNOSIHOMOYEHHbBIX OPraHoOB MWHOCTPaHHbIX FOCy4apcTB, OOMeH KOTOpPOW OCYLLeCTBSeTCA B COOTBETCTBUM C
COrnalleHVsAMN Mexay ynonHOMOYEHHbIM dpeaeparnbHbIM OPraHoM UCMOSTHUTENbHON BNAcTU U YNOSTHOMOYEHHbIMU
OopraHaMu WHOCTPaHHbIX FOCYAapCTB, YMNOSIHOMOYEHHbIN dedepanbHbIl  OpraH WCMOMHUTENbHOM  BRacTy
paccmaTpvBaeT BOMPOC O BO3MOXHOCTW MPUOCTaHOBMIEHUs1 obpalleHus Takoro NekapCTBEHHOro npenaparta B
nopsiake, yCTaHOBIEHHOM YNONHOMOYeHHbIM dheaeparibHbIM OPraHOM UCMOMHUTENbHOW BNacTu.

KoHcynbTaHTlnoC: npumeyaHue.
C 01.01.2026 4. 2 cT. 65 nanaraetcs B HoBour pegakuun (3 ot 30.01.2024 N 1-d3).

2. TlpM HEuCnoNHeHUM UM HeHagnexaiwlem WCNOMHEeHUW gepxaTtenamum unu  Bnagenbuamu
perncTpaumoHHbIX YOOCTOBEPEHUA NeKapCTBEHHbLIX NpenapaToB, HPUAMYECKMMU NULAMU, Ha UMS KOTOPbIX
BbldaHbl paspelleHns Ha npoBedeHue KIMHUYEeCKUX uccriegoBaHui B Poccunckon ®epepauuun, unu
YMOMHOMOYEHHBIMW UMW OPYTUMU HOPUONYECKUMN Nnuamn 0683aHHOCTEN, YCTAaHOBMNEHHBbIX YacTsaMmu 3 1 4 cTtaTbu
64 HacTodwero PenepanbHOro 3akoHa, NMMbOO B cryvasix NpefcTaBlieHUs COOTBETCTBYHOLUUM YMONHOMOYEHHbIM
begepasrnibHbIM OpPraHoOM WUCMOSHUTENbHOW BMAcCTU 3aKIOY4EeHUs O HeJOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nuccrnenoBaHus fekapCTBEHHOro npenapara ans MeguumMHCKOro npMMeHeHus, KOToOpoe OCHOBAaHO Ha pesynbTaTax
NPOBEPKN MEAMLMHCKOM OpraHusauuu, npoBOAMBLUEN YKa3aHHOE KAMHWYEeCKOe WUccredoBaHuMe C HapylleHuem
npaBun Hagnexawlen KIMHUYECKON MPakTUKW, U MPUBENO K MOJTYYEHUIO HEAOCTOBEPHbLIX pe3ynbTatoB, NMMbo B
Ccrny4yae HeBbINOMHEHUs npeanucaHnsi, BbIAAHHOrO YNOMHOMOYEHHbIM dbefepanbHbiM OpraHoM WCMOMHUTENbHOWM
BMacTM MO MTOraM OCYLLEeCTBNEHMS BbIOOPOYHOrO KOHTPONSA KadecTBa JIEKAapCTBEHHOro Mpenapara,
YMOMHOMOYEHHbIW dhefeparnbHblid opraH UCNOMHUTENbHOW BNacTh B YCTAHOBMEHHOM UM Mopsiake paccMmaTtpusaeT
BOMPOC O NPUOCTAHOBMIEHNN NPUMEHEHWSI TAKOro NIEKaPCTBEHHOrO Npenapara.

KoHcynbTaHTlNoC: npumeyaHue.
C 01.01.2026 4. 4 cT. 65 yTpaumsaet cuny (P3 ot 30.01.2024 N 1-D3).

3. YNonHOMOYeHHbIN defepanbHbIi opraH UCNONMHUTENBHOW BNacTu Npu npeactaBneHnM emy cBefieHuin o
HEeCOOTBETCTBMM  NPOU3BOAUTENSA  NEKapCTBEHHbIX  CpeAacTB  TpeboBaHuAM npaesun  Hagnexatuemn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

NPOM3BOACTBEHHOW NPAKTUKU U (MNKN) O HApYLUEHUW NULIEH3MOHHbBIX TpeboBaHUN, KOTOpble ObINM BbiSBMEHbI B X04E
NpoBeaeHUsS MHCMEKTUPOBAHUA MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB WU OCYLLECTBNEHUS NULEH3NOHHOIo
KOHTpOns B cdepe NpouU3BOACTBA NEKAPCTBEHHbIX CPeACTB W NPUBENW UMM MOryT MPUBECTU K MPOWU3BOLCTBY
NeKapcTBEHHbIX npenapaToB AN MEeAMUMHCKOro NPUMEHEHUs, MPUYUHMBLLNX UMM CMOCOGHBIX MPUYUHUTE Bpen
XW3HU UNW 300POBbI0 TPaXdaH, paccmaTpyBaeT BOMPOC O MNPUOCTAHOBIIEHUM MPUMEHEHMWST JTEKapCTBEHHbIX
npenapaToB A58 MEANLMHCKOrO NPYMEHEHWS B YCTAHOBMEHHOM MM MOPSAKE B CAEAYIOWNX Crydasx:

1) cocTaB u (UNKn) TEXHOMOMMS NPOM3BOACTBA NEKAapCTBEHHOro npenaparta Ans MeauuMHCKOro NpUMeEHEeHNs
(c onucaHnem ctaguin Npon3BoACTBa) OTNIMYAKOTCS OT 3asiBNEHHbIX B PEMMCTPALMOHHOM [0ChHE;

2) nekapCTBEHHbIA npenapaT Ans MeOUUUHCKOTO MNPUMEHEHUs Mpou3BedeH Ha MpOM3BOACTBEHHOM
nrnowagke, He yka3aHHOW B permcTpaunoHHOM J0Che;

3) y npousBoaUTENs NEKapCTBEHHbLIX CPEACTB OTCYTCTBYHOT [OKYMEHTbI, MOATBEPXAAoLWMe COOTBETCTBUE
KayecTBa NeKapCTBEHHOro npenapata Ansi MeAULMHCKOrO MNpUMEHEHWs, BBOAMMOIO B rpaxaaHCKMn 06oporT,
TpeboBaHWAM, yCTaHOBMNEHHbLIM MPU €ro rocyaapCTBEHHON perncrpaumu;

4) npousBoguTENEM feKapCTBEHHbIX CPEACTB B COMMacOBaHHbLI C COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM
denepanbHbiM  OpraHoOM WCMOSIHUTENbHOW BMNAcTU CPOK He YCTpaHeHbl HapyweHus TpeboBaHuin npaBun
Haanexallen Npon3BOACTBEHHON MPAKTUKN U (UMW) NIMLEH3NOHHBIX TpeboBaHWii, KOTopble ObiNn BbISIBMEHbI B X04€
NpoBeAEeHUss MHCNEKTMPOBaHMSA MPOU3BOAMTENS NeKapCTBEHHbIX CPEACTB WM OCYLECTBREHMSA NULEH3MOHHOro
KOHTpons B cdepe Npou3BOACTBA NEKAPCTBEHHbLIX CPEACTB M NPMBENW WUMU MOTYT MPUBECTM K NMPOM3BOACTBY
nekapCTBEHHbIX NpenapatoB ANS MeAWLUMHCKOrO NPUMEHEHWS, MPUYMHMBLLMX WX CMOCOBHbLIX MPUYMHWUTL Bpen
XWU3HWU 1K 300POBbI0 rPaxaaH.

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

4. YNOnMHOMOYEHHbIN (hegepanbHbii OpraH UCMOMHUTENBHOW BRAAcTU MpPU HanMUuun y Hero CBedeHUMn O
HEeCOOTBETCTBMM  NPOM3BOAWTENS  NEKapCTBEHHbIX  CPeAcTB  TpeboBaHMAM  MpaBwui  Hagnexaiew
NPOWM3BOACTBEHHOW NPAKTUKK M (MNN) O HAPYLIEHUN NULEH3NOHHBIX TpeboBaHUI, KOTopble ObiNY BbiABNEHbI B X0A4e
NpoBeAeHUss MHCNEKTMPOBaHMSA MPOU3BOAMTENS NeKapCTBEHHbIX CPEACTB WM OCYLECTBEHUSA JULEH3MOHHOMo
KOHTpons B cdhepe Npou3BOACTBa NEKapCTBEHHbIX CPEACTB W MpvBenyM Unu MOryT NpuBECTU K NPOu3BOACTBY
nekapCTBEHHbIX MpenapaToB AN BeTEPUHaAPHOro MpUMEHEHUS, NPUYUHUBLUUX UM CNOCOBHBLIX MPUYMHUTL Bpes
XW3HU UMW 300POBbI0 XKMBOTHBIX, paccMaTpuBaeT BOMPOC O MPUOCTAHOBMEHUW peanusauun v MNpUMEHEHUs
nekapCTBEHHbIX MpenapaToB Ans BETEPUHapHOro MpPUMEHEHMS B YCTaHOBMEHHOM WM Mopsigke B CriedytoLimx
crnyyasx:

1) coctaB u (Mnn) TeXHONOrMsA NPOM3BOACTBA NEKapCTBEHHOro nNpenapara Ans BeTepUHAPHOro NpMMeHeHus
(c onncaHvem cTaguin NPoM3BOACTBA) OTNIMYAKOTCA OT 3asBEHHbIX B PErMCTPALMOHHOM JOCHE;

2) nekapcCTBEHHbI MpenapaT Aans BeTepuHApHOTrO MNPUMEHEHUs Npou3BedeH Ha NPOU3BOACTBEHHOW
nrowazke, He ykasaHHON B PerncTpaLoHHOM [0ChE;

3) Yy npomusBogunTena nekapCTBeHHbIX CpeaCTB OTCYTCTBYIOT OOKYMEHTbI, noarBepXaarlne cooTBeTCcTBue
Ka4yecTBa JieKapCTBEHHOro npenaparta Aanda BeTepuHapHoro npumMmeHeHumda, BBOOMMOIO B Fpa)K,El,aHCKI/IVI 060pOT,
Tpe6OBaHMﬂM, yCTaHOBJIEHHbIM NpU ero I'OC)/D,apCTBeHHOVI perncTpaumnu;

4) npou3BOAUTENEM JNEKAPCTBEHHBIX CPEACTB B COMMACOBAHHBLIA C COOTBETCTBYHLMM YMNOSTHOMOYEHHbLIM
denepanbHbiM  OpraHOM MCMOSTHUTENbHOW BIACTM CPOK HEe YCTpPaHeHbl HapylweHuss TpeboBaHui MpaBwun
Haanexallen NPoM3BOACTBEHHON NPaKTUKU U (MNN) NMLEH3MOHHBLIX TPeOoBaHWI, KOTopble ObiNM BLISBIEHBI B X04€
NPOBEAEHUS UHCMNEKTUPOBAHUSA MPOW3BOAUTENS JEKAPCTBEHHLIX CPEACTB MIU OCYLLECTBIEHUS NULEH3MOHHOIO
KOHTponsa B cchepe NpoM3BOACTBA NEKAPCTBEHHbIX CPEACTB M MPUBENM WKW MOTYT MPUBECTU K MPOM3BOACTBY
NneKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOrO MPUMEHEHMUS, MPUYMHUBLLMX UIN CMOCODHBLIX NMPUYUHUTL Bpen
XU3HWU UMK 300POBbLH XKUBOTHBIX.

(vacTtb 4 BBegeHa PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

7. B nopsgke, NpedyCMOTPEHHOM 4acTbio 4 HacTosilen cTaTbM, YNOMHOMOYEHHbIM defeparbHblid opraH
MCMNOMHUTENbHOW  BrlacTW  paccMaTpvBaeT BOMPOC O MPUOCTAHOBEHMM peanusauunm U NPUMEHEHUs
nekapCcTBEHHOro npenaparta Ans BETEPUHaAPHOro MpUMEHEHUs B CryyYae BbISIBNEHUS B rpaxgaHckom obopoTe
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

cepun nekapcTBEHHOro npenapaTta AN BETEPUHAPHOro MNPUMEHEHMUS, OOKYMEHTbl U CBEOEeHUS O KOTOpPOW,
npeaycMoTpeHHble Yactamm 1 - 3 n 6 cratbn 52.2 Hactoswero depepanbHOro 3akoHa, He npeacTaBneHbl B
yKa3aHHbIA opraH, nnbo cepun MMMYHOOMONOrMYECKOro IeKapCTBEHHOro npenapata And BeTepuHapHoro
NPUMEHEHNS, HE UMEIOLLEN pa3peLleHns, NpegyCMOTPEHHOro YyacTtbio 8 ctaTen 52.2 HacTosiwero degepanebHOro
3akoHa. B ykazaHHOM cnydae ynonHOMOYEHHbIW dedepanbHbii OpraH WCMOMHUTENbHOW BRactv NpuHMMaeT
pelleHMe O MPUOCTAHOBMEHUN peanu3auum u NPUMEHEHUS Takux Cepuln OO0 MpeacTaBreHnst yKasaHHbIX
OOKYMEHTOB U1 cBefeHW NMMB0o 40 MONyYeHMs yKa3aHHOro pa3peLleHmst.

(vacTtb 7 BBegeHa ®egepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 66. UHopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNonHOMOYEHHbIN heaepanbHbli OpraH UCMOMHUTENBHOW BNACTU, OCYLLECTBASOWMA dhapMakoHaasop, no
ero pesyrnbTartaMm pasMmeLLaeT Ha cBoeM odmumanbHoM canTe B ceTn "UHTepHeT" nHpopmaumio o:

1) BbISIBIEHMN HOBbIX MOATBEPXOEHHbIX AAHHbIX O MOGOYHBLIX AEWCTBUSIX, HEXenaTenbHbIX peakuusix,
CEepbe3HbIX HeXenaTenbHbIX peakuusX, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusax npu  NpUMeEHeHUU
NeKapCcTBEHHOro npenapara, B TOM YuUCNe BIUSIOLIMX Ha OTHOLLUEHWE OXWUAaeMOoWN Momnb3bl K BO3MOXHOMY PUCKY
NPUMEHEHWS AaHHOTO NeKapCTBEHHOIO NpenapaTa;

2) NPUHATbIX PELUEHUSIX O BHECEHWUM W3MEHEHWA B WHCTPYKLUUIO MO NPUMEHEHWMIO eKapCTBEHHOrO
npenaparta, O MNPUOCTAHOBIIEHNM MPUMEHEHUS IeKapCTBEHHOro mnpenaparta, o6 wu3bATMM U3 obpalleHus
neKkapcTBEHHOro npenapaTa unm o BO306HOBNEHUN NPUMEHEHNS NeKapCTBEHHOIo npenapara.

Masa 14. UH®OPMALMUA O NEKAPCTBEHHbLIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbIX MPENAPATOB
Ana MEAUUUHCKOro NPUMEHEHUA
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-$3)

Crtatba 67. WUHdopmauumsa o nekapcTBeHHbIX npenaparax. CucremMa MOHUTOPUHra ABUXKEHUNA
rleKapcTBEHHbIX NpenapaToB Afisi MeOULIMHCKOro NpuMeHeHus
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. NHdopMauma o nekapcTBEHHbIX NpenapaTtax, OTrnyckaeMblX MO peuenTy Ha NeKapCTBEHHbIN npenapar,
OOMKHa coaepxaTbCs TOMbKO B CNeuManvMavpoBaHHbIX W3OaHUSIX, NpefHasHauYeHHbIX AN MeaWLMHCKMX,
hapmaLeBTUYECKMX pPabOTHMKOB, crneuuanucToB B obractu BeTepuHapuun. WHdopmauuss o neKkapCTBEHHbIX
npenapaTtax Ans crneunanuctoB B obnactn obpalleHunsi NeKkapCTBEHHbIX CPEACTB MOXET codepXaTbCcs B
MOHorpadusix, CnpaBOYHMKAX, HAy4YHbIX CTaTbsiX, B [OKMagaX Ha KOHrpeccax, KOHepeHumsx, CMMno3nymax,
Hay4HbIX COBETax, a Takke B NHCTPYKLUNAX NO NPUMEHEHNIO NEeKapCTBEHHbIX NpenapaTtoB.

(8 pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. udbopmaumsa o nekapCTBeHHbIX npenaparax, oTnyckaembix 6e3 peuenTta Ha NekapCTBEHHbIV npenapar,
MOXeT coepxaTtbcs B Nybnukaumax u obbsiBNeHUsix cpeacTB MaccoBoOW MHpopmauun, cneunanmanpoBaHHbIX U
o6LWMX nevaTHbIX W3OaHMAX, WHCTPYKUMSX MO MPUMEHEHMIO NeKapCTBEHHbIX NpenapatoB, WHbIX W34aHMAX
cyObekToB OOpalleHus nekapCcTBeHHbIX cpeAcTB. PeknamHble MaTepuanbl O fekapCcTBEHHOM npenapare,
oTnyckaeMom 6e3 peLienTa Ha NekapCTBEHHbIN NpenapaTt, AOMKHbl COOTBETCTBOBaTb UHCTPYKLMN MO NPUMEHEHNIO
nekapcTBeHHOro rnpenapara.

3. JonyckaeTtcs ucnomnb3oBaHue niobbix MaTepuanbHbIX HOCUTENEW, NO3BOMSIOWNX XpPaHUTb, NepeaaBaTtb U
ncrnonb3oBaTb MHPOPMAaLMIO O NeKapCTBEHHbIX Npenapartax 6e3 ee UCKaXKeHUS.

4. na uenen maeHTMdUKaLMM YyNakoBOK NEeKapCTBEHHbIX MpenapatoB Ans MeAUUMHCKOro npUMeHeHUs
npou3BoauTeny nekapcTBEHHbIX CPeacTB B Nopsiake, ycTaHoBneHHoMm [MpaButensctBom Poccuiickon degepaunn,
HaHOCAT Ha NEPBUYHYIO YMAKOBKY (B OTHOLUEHMW fleKapCTBEHHbIX MpenapaTtoB AN MEeAVMLMHCKOrO NMpUMEHEHUS,
ONs KOTOpbIX He MpedycMOoTpeHa BTOPUYHAs YMakoBKka) W BTOPUYHYH  (MOTPEOMTENbCKYH)  YMakoBKY
NeKkapcTBeHHbIX npenapaToB AnS MEeOULUHCKOro MNpUMEHEHUs cpeactBa uAeHTUUKauumn, 3a WCKIYeHnem
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

nekapCcTBEHHbIX NpenapaToB Ans MeAVMLUUHCKOro MpUMEHEHUs, NMPOou3BOAUMbBIX ONA MPOBEAEHWUS KIMHUYECKNX
nccrnegoBaHUn, 3KCNOpTa, NeKapCTBEHHbIX NpenapaToB AN MeQUUMHCKOrO NMPUMEHEHUS, YKa3aHHbIX B 4acTsax 5 u
8 cratbu 13 HacTtoswero ®denepanbHOro 3akoHa, paanodapMaLeBTUHECKMX NEeKapCTBEHHbIX MnpenapaTos,
BbICOKOTEXHOMOMMYHbIX NIEKAaPCTBEHHbIX NPenapaToB, KOTOPbIE NPOV3BEAEHbI MarbiMWU CEPUSIMU, COCTOSAT M3 OOHON
WM HECKONbKMX [03 BbICOKOTEXHOMOIMYHOrO NeKapCTBEHHOro npenapaTa, nNpefHasHayeHbl AN KOHKPETHOro
naumneHTa, UMeT KOPOTKWUI CPOK rOAHOCTM (OO0 AeBAHOCTA KaneHgapHbIX AHen) n (Mnun) TemnepaTypHbIA Pexum
XpaHeHns u TpaHcnopTupoBaHWs MuHyc 60 rpagycoB Llenbcusi unu Hwxe, NUSBOK MEAMUMHCKMX W rasos
MeauMuMHCKMX. [ns nekapcTBeHHbIX MpenapaToB C MeXAyHapoAdHbIM HenaTeHTOBaHHbIM  HavMeHOBaHueM
"OTaHon" cpeAacTBO MAEHTUMKALUM HaHOCUTCA Ha BTOPMYHYIO (MOTPebuTenbCKyl) ynakoBKy B criydae, ecnwu
Takas ynakoBka SIBNAETCA WHOMBUAYanbHOM BTOPWYHON (NOTPeObUTEeNnbCKOM) YNakoBKOW 3TOrO feKapCTBEHHOro
npenapaTa, a B Criy4yae OTCYTCTBUSI BTOPUYHOWN (NOTPEBMTENbCKOM) YNAKOBKU UMW Hanuyns ynakoBKW, B KOTOPON
HaxoauTca Gonee oAHOM €AMHWUBI YKa3aHHOrO NEeKapCTBEHHOro npenaparta B NEPBUYHOW YMNakoBKe, CPeacTBO
naeHTudmrKaLmMm HaAHOCUTCS Ha NEPBUYHYIO YNAKOBKY.

(vacTb 4 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019); B pea. depepanbHbix
3akoHoB oT 04.08.2023 N 428-93, ot 30.01.2024 N 1-93)

5. XapakTepucTukM cpeactBa maeHTUdmkaumm, Nopsaok ero HaHeceHus u TpeboBaHusA K CTPYKType wu
dopmaty wuHdOpMauMK, KOTOPYH COAEPXUT CpeacTBO uaeHTudukauum, onpegensiTca [1paButenscTBOM
Poccuinckon ®egepaumn.

(vacTb 5 BBegeHa PegepanbHbiv 3akoHOM OT 28.12.2017 N 425-93)

6. lMopsgok cospgaHws, pasBuTWs, BBOAA B SKCNyaTauuio, 3KCnnyaTauuv M BbiBO4A W3 3dKCnnyatauuun
CUCTEMbl MOHUTOPUHIa [OBWXKEHWUS JeKapCTBEHHbIX MpenapaTtoB ANA MEOUUMHCKOro NPUMEHEHUs, MOPSAoK
npefocTasneHns nHdopmaumm, cogepxallencs B CUCTEMe MOHUTOPUHIa ABWXEHUSA NeKapCTBEHHbIX npenapaTos
AN MeAULMHCKOro NPUMEHEHUs, N NopaaoK B3aMMOAENCTBUA YKasaHHOW CUCTEMbI C UHBIMU rOCYAapCTBEHHLIMU
MHPOOPMALIMOHHBIMM  CUCTEMAMW U UH(POPMALMOHHBLIMU CUCTEMaMMN IOPUAMYECKUX IUL, U MHOUBUAYATbHbLIX
npeanpuvHumaTtenen, ykasaHHblX B 4Yactax 7 u 10 HacTtosiwen cratbW, ycTaHasnueawTcs [lpaBUTernbLCTBOM
Poccuinckon ®epepaumn. OnepaTopamMu CUCTEMbl MOHUTOPVHIa ABWXEHWS MeKapCTBEHHbIX MpenapaTtoB Ans
MEeOMUMHCKOrO MPUMEHEHUSA SBNSAOTCA dedeparnbHblii OpraH WCMOMHUTENBHOW BAAcTM M (MnM) opraHusauus,
yrnonHoMoueHHble MNpaBuTtensctBom Poccuiickon ®epepauuu.

(vacTb 6 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-$3)

7. Opugunyeckne nvua u uvHAMBUAYanbHble MpeanpuUHUMAaTenu, OCYLUEeCTBRALWMe npou3BoaCcTBO,
XpaHeHve, BB03 B Poccuiickylo ®epepaumio, OTNycK, peanu3auumio, nepegady, NpUMEHEHVWE W YHUYTOXeHue
rieKkapCTBEHHbIX MpenapaToB AN MeAMLMHCKOro npumeHeHus, obecneunBaloT B nopsigke U B cocTaBe, KOTopble
ycTaHoBneHbl lNpasutensctBom Poccuickon Pegepaumm ¢ y4eTom BuAa OCYLLECTBMSEMON VMU OEeATESNbHOCTH,
BHECEHVe UHOopMaUMM O NeKkapCTBEHHbIX Npenapatax Ans MeguuMHCKOro NpMMEHEHNs B CUCTEMY MOHUTOPWHra
OBWKEHWS NeKkapCTBEHHbIX NpenapaToB Ans MegULMHCKOrO NPUMEHEHNS.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 28.12.2017 N 425-$3)

7.1. JlekapCTBEHHblEe Npenapatbl ANd MeAWULMHCKOro MpYMEHEHUs, npefgHasHavyeHHble ansi obecnevyeHus
nmy, 6onbHbIX remodunuen, MykoBUCLMAO30M, rMnocursapHbiM HaHM3MoM, 6onesHbto ole, 3rokayecTBEHHLIMU
HOBOOOpa3oBaHMAMM NMMGOMAHON, KPOBETBOPHOM W POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM CKMNepo3oM, nu
nocrne TpaHcnnaHTauuyM OpraHoB M (Unu) TkaHewn, npousBefeHHble Ao 31 gekabps 2019 roga, a Takke MHble
NeKkapCcTBEHHbIe npenapaTbl ANd MeAUUUHCKOro npuMeHeHus, npoussegeHHble Ao 1 viona 2020 roga, nognexat
XpaHEeHWUI0, NepeBo3Ke, OTMYCKy, peanusauum, nepegaye, NnpUMeHeHnto 6e3 HaHeceHus CpefcTB MAEHTUdUKaL MM
00 ucTeveHus cpoka ux rogHoctu. NpaeutenscTtBo Poccuiickon denepaumm BnpaBe YCTAaHOBUTb OCOBEHHOCTU
BBOZA B rpakgaHCKui obOpOT fekapCTBEHHbIX MpenapaTtoB 4S9 MEAULMHCKOrO NMPUMEHEHMS!, NPOU3BEAEHHbLIX B
nepuog ¢ 1 uona 2020 roga no 1 oktabpsa 2020 roga. B uenax BBoga B rpaxaaHCKuMA 0O0pOT NeKapCTBEHHbIe
npenapaTtbl 4151 MEAVMLUMHCKOrO MPUMEHEHMS!, 3a UCKITIOYEHMEM NEKApCTBEHHLIX MpenapaToB, nNpeaHasHauYeHHbIX
anst obecneyeHns nuy, 6ONbHBIX reMoUIMen, MyKOBUCLMAO30M, rMnogmnsapHeiM HaHM3MOM, GonesHbto Mouwe,
3110Ka4eCTBEHHbIMW HOBOOOPAa30BaHMSAMU NMMAOUAHON, KPOBETBOPHOM U POACTBEHHbLIX MM TKaHel, pacCesiHHbIM
CKIepo3oM, Nuu, nocrie TpaHcnnaHTauMM opraHoB U (Mnu) TKaHen, Npou3BedeHHble 3a npefenamun Tepputopumn
Poccuiickon ®epepaumm oo 1 oktabps 2020 roga, moryT 6biTb BBE3EHbI B Poccuiickyto ®egepaumio oo 1 aHBaps
2021 ropa B nopsiake, ycrtaHoBreHHoM [paButenbctBom Poccuiickon ®epepauun, 6e3 HaHeceHus CpencTs
naeHTudmkaummn.

(B pen. PepepanbHbix 3akoHOB OT 27.12.2019 N 462-93, ot 13.07.2020 N 206-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

8. Oprannsauuss MHPOPMALMOHHOTO B3aMMOAENCTBUS CUCTEMbI MOHUTOPUHIA OBWXEHUS NEKapCTBEHHbIX
npenapaToB Afs1 MEOULMHCKOTO MNPUMEHEHUSI C WMHbIMW TOCYAApPCTBEHHBIMU MH(OPMALMOHHBIMU CUCTEMaMM
obecneunBaeTtcs B TOM 4YuCre NOCPeacTBOM  UH(ppacTpykTypbl, obecneumBatollerr MHGOPMALUNOHHO-
TEXHONOrMyeckoe B3aMMOAENCTBME  UH(OPMALMOHHBLIX CUCTEM, UCMOMb3yeMblX Ansg  NpeaocTaBneHust
rocyapCTBEHHbIX WM MyHUUMNAnbHbIX YCAYr U WCMOMHEHWS TOCYAapCTBEHHBIX M MYHULMMAmNbHbIX (PYHKUMA B
3AMEKTPOHHON hopMeE.

(vyacTtb 8 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. WHdopmauus, cogepxallasicd B CUCTEME MOHUTOPMHIa ABWXKEHUS JeKapCTBEHHbIX MpenapaToB Anis
MEOMLIMHCKOIO NMPUMEHEHUS, SABNAETCA MH(OpMaLMENn OrpaHMYEHHOro AOCTyna B COOTBETCTBUM CO cTaTben 9
depnepanbHoro 3akoHa ot 27 mnonga 2006 roga N 149-03 "O6 nHpopmaLlmm, HPOPMALIMOHHBLIX TEXHOSOMUAX U O
3awute uHdopmaumn", 3a UCKNYeHMeM WHGOpMaUMKM, HeaoMNyCTUMOCTb OrpaHUYeHus OOCTyna K KOTOpOon
yCTaHoBneHa deaepanbHbiMM 3akoHaMu, a Takke uHdopmauuu, oTHeceHHou [lpaBuTenbctBom Poccuiickon
depepaumn B COOTBETCTBUM C HacToswmm ®PegepanbHbiM - 3akOHOM K 06LenocTynHon  MHdbopmaumu.
O6wepocTtynHas MHopmMauus, cogepXallasacs B CUCTEME MOHUTOPUHIa ABWKEHUS NEKApPCTBEHHbIX NpenapaTos
ONs MEAMLWHCKOIo NpUMMEHEHMs, pa3mellaeTcs B MHpOpMaLMOHHO-TENEKOMMYHMKALUNOHHOW ceTu "UHTepHeT" (B
TOM ymcne B (hopme OTKPbITbIX AaHHbIX) B NOpsiAKke, ycTaHoBNeHHoM NpaBuTensctBoM Poccuiickon degepaunn.
(vacTb 9 B peq. ®epgepanbHoro 3akoHa ot 04.08.2023 N 474-03)

9.1. [Hoctyn Kk wWHcopmauun, copepxallenca B CUCTEME MOHUTOPMHIA [ABWXEHUS NeKapCTBEHHbIX
npenapaToB ANd MeAULMHCKOro npuMeHeHusi, obecrneynBaeTcs onepaTtopoM CUCTEMbl MOHUTOPUHIA OBUXKEHUS
NEeKapCTBEHHbIX MpenapaTtoB Ans MeAUUMHCKOro MNpUMEHEHWUs B MOpsiAKe, YCTaHOBMNEHHOM [1paBuTenbCTBOM
Poccuiickonn ®epepaunn, B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccunckon ®egepaumm o6 uHdopmaumm,
WHPOPMALIMOHHBIX TEXHOMNOMMAX M O 3aluTe MHdopMauuKn, 3akoHogaTenbcTtBoM Poccuiickon depepauumn o
rocygapcTBEHHOW TarHe, 3akoHogaTenbCcTBOM Poccuiickon defepaumm O KOMMEPYECKOW M MHOW OXpaHseMomn
3aKOHOM TarHe U C y4eTOM MOJSIOKEHUN HacToswen cratbu. lNpaButenbctBo Poccuiickon denepaunn Bnpase
yCTaHaBMnMBaTb MepeYeHb JIeKApPCTBEHHbIX MpenapaToB ANs MEAWLUMHCKOro MNpuMeHeHnss u  (unu) rpynn
NEeKapCTBEHHbIX MpenapaTtoB Ans MEeAWMLUMHCKOro NMPUMEHEHMS U OCODEHHOCTM JOCTyna K MHGOopMaLMM O Takux
NeKapCTBEHHbIX npenapaTax, coaepKallencs B CUCTEME MOHUTOPMHIA ABWKEHUS NEeKapCTBEHHbIX MpenapaToB
AN MeguLMHCKOro NPUMEHEHMS.

(vacTb 9.1 BBegeHa dPepepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.2. lNonb3oBaTenu CUCTEMbI MOHWUTOPWHrA LBWKEHUS IeKapCTBEHHbIX MpenapaTtoB Andg MeauUMHCKOro
npMMeHeHus1 obnagalT npaBoM JOCTyna K MHopMauuy, codepXallencs B CUCTEME MOHUTOPUHra OBMKEHWS
nekapcTBeHHbIX npernapaToB Afs MeAWUMHCKOro NPUMEHEHUs, C Y4eTOM OrpaHuyeHWin JocTyna K ykasaHHOW
nHdpopmaumm n ee nocnegywouien obpaboTke, yCTaHOBMEHHbIX HacTosAwmMM PeneparnbHbIM 3aKOHOM U UHBIMM
HOpMaTUBHbIMU NPaBOBLIMU akTamu Poccuickon depepaumn.

(vacTb 9.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.3. depepanbHble oOpraHbl WCMONHUTENbHOW BMAAcTM W OpraHbl WCMOMHWUTENbHOW Bnactn CyObekToB
Poccunckon depepaumm B uensx, onpepeneHHblx [lNMpaButensctBom Poccunckon Pegepauuun, MMEOT MpaBo
JocTtyna K nHgopmaumm o cybbekTax obpalleHus NekapCcTBEHHbIX CPeACTB, O NIEKAapCTBEHHbIX Npenapartax U 06
06opoTe Takux fekapCTBEHHbIX NpenapaToB, HEOOXOOUMOW ANs BbIMOMHEHNS 3aad U OCYLLECTBIEHNS DYHKUNIA,
BO3MOXEHHbIX Ha (befeparnbHble opraHbl UCMOMHUTENBHOW BNACTU U OpraHbl UCMONMHUTENLHOM BNacTu CyObEKTOB
Poccuiickon ®epepaumm, ctaTUCTUYECKON MHAOPMaL MM O NeKapCTBEHHbIX npenapaTtax u 06 nx obopoTte, a Takke
K obLienocTynHom nHcgpopmaummn. CoctaB 3ToM MHpopMaumm onpeaensieTcsi cornaweHnamm 06 nHpopMaLMOHHOM
B3aUMOEWNCTBUN, 3aKIIOYEHHbIMU ONEepaTopoM CUCTEMbI MOHWUTOPWHra ABWXEHUS JeKapCTBEHHbIX MpenapaTos
AN MeOuUMHCKOrO MpumeHeHus ¢ enepanbHbIMM - OpraHaMyM  WCMOMHUTENbHOM BracTu UMW opraHamu
ncnonHuTenbHou BnacTn cybbektoB Poccunckon egepaummn n pegepanbHbiM OpraHoM UCMONTHUTENBHOW BNACTMH,
OCYLLEeCTBAAIOWMM hyHKUUM NO BbipaboTke 1 peanu3aunv rocygapCTBEHHON MONUTUKU U HOPMATUMBHO-NPaBOBOMY
perynupoBaHuio B chepe 34paBooXpaHeHNs.

(vacTb 9.3 BBeaeHa deaepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.4. CybbekT obpalleHunsi nekapCcTBEHHbIX CPEACTB MMEET MpaBo AOCTyna K MHpopmauumn o6 onepaumsx c
nekapcTBeHHbIMU NpenapaTtaMmu Ansg MeauuMHCKOTO MPUMEHEHMWS!, COBEpPLUEHHbIX 3TUM cybObekToMm obpalieHus
nekapCcTBEHHbIX CPeACTB, a Takke K 06LLea0oCTYNHOW Hopmaunn.

(4acTtb 9.4 BBegeHa denepanbHbimM 3akoHOM OT 04.08.2023 N 474-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

9.5. Onepatop CUCTEMbI MOHUTOPUHIA [OABWXKEHWS JEKApCTBEHHbLIX MpenapaToB Anst MeAWLMHCKOro
npMMeHeHusi obragaeT nNpaBoM [oOcCTyna K MHopmauum, coaepxallencss B CUCTEME MOHUTOPUHIa OBUXKEHWS
NeKapCTBEHHbIX NpenapaToB Anst MeAULMHCKOTO NPUMEHEHMS, BKMoYast MHAOPMaL M0 OrpaHNYeHHoro gocTyna, ¢
BO3MOXHOCTbIO ee 06paboTku, B TOM 4YnUCre ee NpeaocTaBneHUs U pacnpocTpaHeHusl, obecneyeHust JocTyna K
HeW 1 okasaHusi YCNyr ¢ ee UCMonb3oBaHMeM (ganee - obpabdoTka).

(vacTtb 9.5 BBegeHa deaeparnbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. OnepaTtop CMCTEMbI MOHWUTOPWHIa [BWKEHWUs JIeKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOro
NPUMEHEHNS MOXET OCYLLeCTBNATb 00paboTky MHopmMaLMm orpaHMYeHHOro 4OCTyna, CoOAepXKallencsa B cucteme
MOHUTOPWMHIa [OBWKEHWS NeKapCTBEHHbIX MpenapaToB Ans  MEeOUUMHCKOTO NPUMEHEHUs, Mpu  YCroBun
obsizaTenbHOro o6es3nuumMBaHNs Takom UHOPMaLMN B COOTBETCTBUM C yTBEPXKAAeMbiMU dpeaepanbHbiM OpraHoMm
NCMNOMHUTENbHOW BNAcTW, OCYLLECTBAOWMM PYHKLUUN MO BbIpaboTke U peanusaumm rocygapCTBEHHON MOMUTUKN
N HOPMaTUBHO-MPABOBOMY perynnupoBaHuio B cdepe 30paBOOXPaHEHWsi, Mo CornacoBaHuio ¢ eaepanbHbIM
OpraHoM WCMOMHUTENBHOW BNAacTW, OCYLLECTBASOWMM (YHKUMM NO KOHTPONKO W Haasopy B cdepe
MH(OPMALIMOHHBIX TEXHOMOMMN U CBA3M, U dedepanbHbiM OpraHoM WCMOMHMTENBHOW BriacTu B obnactu
obecneyeHus 6esonacHocTM TpeboBaHMAMU K 06E3NMYMBAHNIO TAKOW MHGOPMaLMM U MeTodaMn 06e3nnynBaHns
Takon WHdopmauun. OB6esnuueHHass WHopMauus, nonydYeHHass B pes3ynbTaTte yka3aHHOW o00paboTkn u
cofepXallasacsl B CUCTEME MOHUTOPWHIa OBWKEHWS NTEKAPCTBEHHbIX NpenapaToB Ans MeOULMHCKOrO NMPUMEHEHUS,
ABnsieTca UWHdopmaumernn orpaHudyeHHoro poctyna. O6esnuMyeHHass WHdopmauusi, OOCTYyM K KOTOpoW Obin
obecneyeH onepaTtopoM CUCTEMbl MOHWTOPWUHra ABWXEHUSA feKapCTBEHHbIX MnpenapaToB Ans MeAMLUHCKOro
NMPMMEHEHNs B LEnsX OKa3aHus YCMnyr C €e UCMNOMb30BaHWEM, MOAMEXMT XPaHEHUI0 B CUCTEME MOHWUTOPWHra
OBWKEHUS NeKapCTBEHHbIX MpenapaToB AN MeAWMUUHCKOrO MpPUMMEHEHUs He MeHee nsaTu neT c  aathl
npegocTaBneHns goctyna K 06e3nnyeHHoOn uHdOpMauuMM, M Ha Hee He pacnpocTpaHalTcs TpeboBaHMsA K
NHOPMALIMM OFPaHUYEHHOIo JOCTYNa, YCTAaHOBIIEHHbIE HACTOSALWLEN CTaTbew.

(vacTb 9.6 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-93)

9.7. Onepatop CMUCTEMbl MOHMTOPWHIa [ABWXEHWS NeKapCTBEHHbIX MpenapaToB Ans MeaWLMHCKOro
NPUMEHEHNT MOXeT OCyLecTBNATbL 06paboTKy UHoOpMaLMK OrpaHNYeHHOro 4OCTyna, CoaepXallencsa B cucteme
MOHUTOPWHIa ABWKEHUS NEKapCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NpUMEHeHUs, Nony4yeHHon oT cybbekTa
obpalleHnss NekapCcTBEHHbIX CPeacTB, 3aperMcTPUpOBaHHOIO B CUCTEME MOHUTOPWUHIa OBWXEHWUS NeKapCTBEHHbIX
npenapaToB AN MEAMLMHCKOro NpUMEHeHNs 1 NpeacTaBMBLLErO B HEe CBeOEHWs, B UHTepecax U Mo Nopy4eHuio
Takoro cybbekta obpalleHWs nekapCTBeHHbIX cpeacTB 6e3 obesnuumBaHMs WHGOpMaUUM OrpaHUYeHHOro
goctyna.

(4acTtb 9.7 BBegeHa degepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.8. OnepaTop CMUCTEMbl MOHWUTOPUHTaA [OBWKEHUS JeKapCTBEHHbIX NpenapaTtoB Ansi MeOULUHCKOro
NPUMEHEHMSA BMNpaBe OKa3biBaTb HA HEOMCKPUMMHALMOHHOW OCHOBE YCMYrM C UCMOSMb30BaHUEM 00e3nMyeHHOoM
WHbopmaumm, coaepxawencs B CUCTEME MOHUTOPWHra [BWKEHUS FeKapCTBEHHbIX MpenapaToB Ans
MELMLMHCKOrO MPUMEHEHUs1, cyObekTam obpalleHUs NeKkapcTBEHHbIX CPEeACTB, NOPSAOK M CTOMMOCTb OKa3aHus
KOTOPbIX ONpefensiTcsa OonepatopoM CUCTEMbl MOHWUTOPMHIA ABWXKEHUSA IeKapCTBEHHbIX NpenapatoB Ans
MELMLMHCKOIO MPUMEHEHUS, C Yy4ETOM OrpaHMyeHnn goctyna Kk obe3nnueHHOW MHGOpMaLUK, YCTAHOBEHHbIX
HacToAWEN CcTaTbel. YKalaHHble MOPSAOK M CTOMMOCTb OKa3aHusl Takux YCIyr pasMeLlarTcsl ornepaTtopom
CUCTEMbl MOHMUTOPWUHIa [OBWKEHWUS JeKapCTBEHHbIX MpenapaToB Ans MeAMUMHCKOrO MpPUMEHEHUs Ha canTe
CUCTEMbl MOHWUTOPWHIa OBWXEHUSI NEeKapCTBEHHbIX MpenapaTtoB Afs  MeAUUMHCKOTO MNPUMEHEeHus B
WH(POPMALIMOHHO-TENEKOMMYHUKALUMOHHON ceTn  "WHTepHeT" © nognexaTr KOHTPOM B COOTBETCTBUU C
aHTUMOHOMONbHLIM 3akoHodaTenbcTBoM Poccuiickon depepaumun. YkaszaHHble NMOPSAOK M CTOMMOCTb OKasaHust
TaKMX YCnyr OOIKHbl ObiTb €OuHbIMU Ans BCEX vy, OOpallalolMxcs 3a OKas3aHUMEM YCNyrM B OTHOLUEHMM
OQMHaKOBbIX BMAa, obbema 1 coctaBa npegocraBngemon nHgpopmaummn. Cydbektam obpalleHus nekapCcTBEHHbIX
CPEACTB 3anpellaeTcs NpPedocTaBnAaTb WM PacnpoCcTpaHsaTb WHGOpMauMio, MNOMy4YeHHYH B COOTBETCTBUM C
HaCTOSALLEN YaCTbHO.

(vactb 9.8 BBegeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

10. TlpousBoguTenb NEKapCTBEHHbIX CPeacTs, JAepxatens nvbo Bnageney perncTpauuoHHOro
YOOCTOBEPEHUS NEKapCTBEHHOro npenapaTta Unu npeacTaBUTENbCTBO UHOCTPAHHOW opraHuM3auumu, ABnstoLlencs
aepxaTtenem nubo BnagenbLeM perncTpaumoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOTO npenapara, Ha TeppuTopum
Poccuiickon ®eaepalmm, 3aperncTpupoBaHHble B CUCTEME MOHUTOPUHIa ABWXKEHUSA NeKapCTBeHHbIX npenapaTtoB
ONa MeanUMHCKOro NpUMEHeHUs 1 npeacTaBuMBLUME B Hee CBEAEHUS O HaHEeCEeHUW CpeacTB MAeHTUdUKaumMm Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

YMaKkoBKM NEeKapCTBEHHbIX MpenapaToB, Hapsay C MHdopmauuen, ykasaHHOW B 4yacTu 9.4 HacTodAllen cTaTbM,
nony4yaeT COAEpXaLlyloCad B CUCTEME MOHUTOPUHra OBWXKEHUS NEeKapCTBEHHbIX NpenapaToB And MeAULUHCKOro
npuMeHeHns MHPOPMAaLMIO OrpaHMYEHHOr0 OO0CTyna O cepusiXx M NapTUsiX 3TUX NEeKapCTBEHHbIX MnpenapaToB
6e3803Me34HO 1 BNpaBe OCYLLECTBMATb CAMOCTOSATENbHO UK nopyvyaTb 06paboTKy Takon MHAOpMaLUKN TOMbKO B
CcOBCTBEHHBIX UHTepecax. [1pyn aTom JOCTyn K Takon nHdopMaLmn nnm pesynbtatam ee o6paboTkM NMEET TONbKO
OaHHbIA CcyObeKT oOpalleHus neKapCTBEHHbIX CPeACTB MMM NUUO, KOTOPOMY OH nopy4un obpaboTky. Coctas
npegocTaBnseMon B COOTBETCTBMM C HACTOsILLENA YacTbio MHgopmauun onpegensetcs [1paBUTenbLCTBOM
Poccuinckon ®egepaumu.

(vyacTtb 10 B pen. PegepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a nNpom3BOACTBO WM NPOAAXY JEKAPCTBEHHbIX MpenapaToB AN MeAMUMHCKOro npuMeHeHust 0es
HaHeceHnsi CPeAcTB MAEHTUMUKALUWM, C HapyLIEHMEM YCTAHOBIIEHHOro MNopsiaka WX HaHeceHusl, a Takke 3a
HeCBOEBPEMEHHOE BHECEHME [OaHHbIX B CUCTEMY MOHUTOPWMHIA [OBWXEHWUS NEeKapCTBEHHbIX NpenapaTtoB Ans
MeOMLMHCKOro NPUMEHEHMNS UM BHECEHWE B HEE HEOCTOBEPHbLIX AaHHbIX OPUANYECKME N1La U MHOMBUAOYaNbHbIE
npeanpuHMMaTenu, ykasaHHble B 4acTsax 4 U 7 HacTosWwen cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon ®eagepaunn.

(vyacTb 11 BBeaeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. TpaButenbctBo Poccuiickon Pepepaumm BrpaBe YCTAaHOBUTb OCOOEHHOCTU BHEAPEHUS CUCTEMBbI
MOHUTOPVHIa [AOBWXEHWS FEKapCTBEHHbIX MpenapaToB AN MEOMLUHCKOrO MPUMMEHEHUS, BKMOYash CpPOKM ee
BHEAPEHMS, B OTHOLUEHWM NEKAPCTBEHHbIX NpenapaToB Ans MEAULUHCKOrO NPUMEHEHUS, BKITHOYEHHbIX B NEPEYEHb
XWU3HEHHO HEOOXOAWMBIX U BaXHEWWMUX JEeKapCTBEHHbIX NpenapaToB, NeKapCTBEHHbIX Mpenapartos,
npegHasHavYeHHbIX Anst obecneyeHms nuu, 60MbHBIX reMmodunmMen, MyKoBUCUNO030M, rTMNodun3apHbiM HAaHN3MOM,
GonesHblo [owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHWAMM NMMEOUOHON, KPOBETBOPHOW W POACTBEHHBLIX WM
TKaHeNn, pacCesiHHbIM CKMEepOo30M, 1L, Mocfie TpaHCMnnaHTaumyM OpraHoB WM (UNKN) TKaHen, MHbIX NeKapCTBEHHbIX
npenapaToB A8 MEANLMHCKOrO NPUMEHEHNS.

(vyacTb 12 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Mnaea 14.1. OTPAHUYEHUA, HANATAEMbIE
HA OPFAHU3ALUUU, OCYLLECTBIAIOWWE OAEATENbHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbIX CPEACTB

(eBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Crtatbsa 67.1. OrpaHMyeHus, HanaraemMmble NpPU OCYLIECTBIEHUN OeATENbHOCTU B ccepe obpalleHus
JNleKapCTBeHHbIX CpeacTB

1. OpraHusauun, 3aHumMawLmecs pas3paboTkoW, MPou3BOACTBOM W (MNM) peanusaumen neKkapCTBEHHbIX
npenapaToB ANs MEOULMHCKOrO MPUMEHEHUS, opraHM3auuy, obnagatoLme npaBaMy Ha UCMOSb30BaHe TOProBOro
HaMMEHOBaHUSA NEKapCTBEHHOro npenapara Ans MeOUUUHCKOrO NMPUMEHEHWs), OpraHvM3auuu OnTOBOW TOProBMu
NEeKapCTBEHHbIMU CPEeACTBaMM, anTeyHble opraHuM3aummn (X nNpeacTtaBuTENU, UHbIE PU3MYECKME U OpUaNYECKue
nnua, OCYLLECTBMSIOWME CBOK [AEATENbHOCTb OT MMEHM 3TUX OpraHusaumi) B OTHOLUEHUN MEeOULMHCKUX
paboTHMKOB 1 PYKOBOAUTENEN MEOULMHCKUX OpraHn3aumi He Bnpaee:

1) BpyYaTb NOA4APKM, BbiMnadMBaTbh AEHEXHblIE CPEACTBA (3a MCKITIOYEHNEM BO3HArpaXkaeHu no oroBopam
npu NpoBedEHUN KITMHWYECKUX WCCMeLOBaHW JeKapCTBEHHbIX NpenapatoB Afs MeOWMLUMHCKOro MpUMeHeHUs,
BO3HarpaxaeHu, CBA3aHHbIX C OCYLLEeCTBNEeHNeM MEeAUUMHCKMM pabOTHWKOM Neaarormiyeckon u (Unu) HayqHowm
OeATenbHOCTM), B TOM YMChe onfayvBaTb pasBrievyeHns, oTablX, Npoe3n K MecTy OTAbixa, a Takke npuBnekatb K
y4yacTuio B pa3BrekaTenbHbIX MEPONPUATMSAX, MPOBOAMMbIX 3@ CHET CBOUX CPEACTB;

2) 3aKn4yaTb cornaweHna o HasHa4YeHnn nnn pekoMmeHgaumm naumeHTam nekapCcTtBeHHbIX npenapartoB And
MeANLNHCKOIro npunMmeHeHuna (38 UCKNKO4YeHnemMm OoroBopoB O nNpoBeaeHUn KINHNYECKNX nccnenoBaHuin
NeKapCTBEHHbIX NMpenapaTtoB And MeguLlmHCKOro I'IpMMeHeHMﬂ);

3) npepocTaBnsATb 06pasuUbl NeKapCTBEHHbIX MpenapaToB AN MEeAVMLMHCKOrO MPUMEHEHUs B Liensix
BPyYEHUA naumeHTam (3a WCKMIOYEHWEM CrydvyaeB, CBA3aHHbIX C MPOBEOEHWEM KIMHUYECKUX WCCReaoBaHum
reKapCTBEHHbIX NpenapaToB Ans MeauLMHCKOTO NMPUMEHEHNS);
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4) npefocTaBnATb HEAOCTOBEPHYIO M (MNM) HEMOJIHYIO MHMOPMALMIO O NeKapCTBEHHbIX Mpenapartax ans
MEAULIMHCKOrO NPYMEHEHUS;

5) nocewate ux B pabovee Bpema Ha paboumx MecTax, 3a WCKINIOYEHMEM Cry4vaeB, CBS3aHHbIX C
NPOBEAEHNEM KIMMHUYECKUX WCCReOoBaHWA NeKapCTBEHHbIX npenapaToB Ans MeAMUMHCKOrO NPUMEHEHUs, C
y4acTMeM B Mopsiake, YCTaHOBMEHHOM PYKOBOAMTENEM MEAWLIMHCKOW OpraHu3aumu, B cobpaHUsiX MeaULMHCKUX
pPabOTHUKOB M WHBLIX MEPOMPUSATUSIX, HaMpaBMEHHbIX Ha MOBbIWEHWE WX MPOdPECCUOHANBHOIO YPOBHA WM Ha
npepnocrtaBlieHne Mchopmau,mm, CBSI3aHHOW C ocyulecTBiieHMeM MOHUTOPUHIa 6e3onacHocTH NeKapCTBEHHbIX
npenapaTos;

6) nobyxaaTb K BbIMUCBIBAHUIO NEKapCTBEHHbIX NpenapaToB Ans MeOUUMHCKOro MpYMeHeHUsl Ha GnaHkax,
cofepxalux MHMOpMaLMIo pekrnamMHOro XapakTepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOopbiX 3apaHee
HaneyaTaHO HaVMeHOBaHMWe NlekapCTBEHHOTO npenaparta Ans MeauLUHCKOro NpuMeHeHusl.

2. OpraHusaumu, ykasaHHble B absaue nepBom 4actu 1 HacTosWen cTaTbu, U WX NpeacTaBuTenn B
OTHOLWeHWN hapmauleBTUYECKNX paboTHMKOB U PYKOBOAMTENEN anTeyHbIX OpraHu3aumnin He Bnpase:

1) Bpy4aTb Nogapku, BbinnavyMBaTtb AeHEXHble cpeAcTBa, B TOM 4YuCrie OnflaynBaTb pa3BlieveHusi, oTablX,
npoesn K MecTy OTAblXa, WU MpUBMEKaTb K y4acTUio B pasBrieKaTeNlbHbIX MEeponpusTUsX, NPOBOAMMbIX 3a CYET
CBOWX CPEACTB;

2) npegocTaBniAaATb 06pa3Ll,bI JNIeKapCTBEHHbIX MpenapaTtoB And MeauUuNHCKOro npuMeHeHuna Ona BpydvyeHudA
HaceneHuto;

3) 3aKn4aTb cornaweHuna o npearioXxXeHnn HaceneHuto onpenernieHHblX rnekapCTBeHHbIX npenapatoB Ond
MeANLNHCKOIro NpuMeHeHuns;

4) npefocTaBnATb HEOOCTOBEPHYIO U (MNN) HEMOSHYI0 MH(OPMAaLUMIO O NeKapCTBEHHbIX Mpenapartax Ans
MEOULIMHCKOrO MPUMEHEHMsl, B TOM 4uCNe WMEeKLWMX OOMHAKOBOE MEXAyHapoaHoe HenaTeHToBaHHoe
HanMeHoBaHMe.

Ctatba 67.2. TpebGoBaHMsi K oOpraHuM3auum W MNPOBEAEHUIO Hay4YHbIX MEPONPUATUNA, UHbIX
MepOonpUATAN, HanpaBrieHHbIX Ha MOBbIWEHME NPOo¢deCCMOHaNBLHOro YPOBHA MEAULMHCKUX PaboOTHUKOB
MNM Ha npepocTaBrieHUe MHdoOpMauUKn, CBA3aHHOW C OCYLLUECTBIIEHMEM MOHUTOPUHra Ge3onacHoOCTU
neKapcTBEHHbIX NpenapaToB

1. Tpyv npoBegeHWM Hay4HbIX MEPOMPUSATUN, WHbIX MEPONPUSATUN, HanpasreHHbIX Ha MOBblLIEHne
NpodeCcCcnoHanNbLHOro YpPOBHS MEOULMHCKUX PabOTHUKOB MMM Ha NpefocTaBneHne CBA3aHHON C OCYLLEeCTBNEHUeM
MOHWUTOPMHra ©e30MacHOCTU FeKapCTBEHHbIX MNpenapaTtoB WHGOPMauun, OpraHM3yeMbiX OpraHM3auusiMu,
yka3aHHbIMY B ab3aue nepBom yactn 1 ctatbm 67.1 HacToswero deaepanbHOro 3akoHa, UX NpeacTaBuTeNAaMn 1
(vnn) dmHaHCUpyeMbix 3a CHET CPeAcTB 3TUX OpraHM3auui n ux NpeacTaBuTenen, 3anpellaeTcs NpendaTcTBoBaTb
y4acTuIO B yKasaHHbIX MepPONpUATUSX NHbIX OpraHn3auunin, KOTopble NPON3BOAAT UM peanuayloT fekapCTBEHHbIE
npenapaTbl AnA MeOULMHCKOrO MPUMEHEHUS CO CXOXWM MeXaHW3MOM hapMaKororm4eckoro AencTeusi, nubo
cosgaBaTb OUCKPUMMUHALUMOHHbBIE YCMOBUA AN OOHUX YYaCTHWKOB MO CPaBHEHWIO C APYrUMW yYacTHUKaMK, a
NMEHHO:

1) NpenocTaBnAaTb pa3nMYyHoe KONMYEeCTBO BPeMEHWN ANs BbICTYMMEHU Yy4aCcTHUKOB, pasnyHble Mo pasMepy
3aHMMaeMoln nrowaanM MecTta Ans OeMOHCTPauuu o6pasLoB MeKkapCTBEHHbIX npenapaTtoB Ans MeOuLUHCKOro
NMPUMEHEHMS! UM pPeKnaMHbIX MaTepuanoB O NEeKapCTBEHHbLIX npenapaTtax Ans MEeOWLMUHCKOTO MPUMEHEHUs1 Ha
SKCMO3MLMAX, CTEeHAAX, 3a WCKMIOYEeHMEM CrydaeB, €Crnv Takue YCMOBMS 3aKpenrneHbl B COrmalleHusX 3TUX
opraHusauui, ux npeacTaBuTeneil 0 MHAHCUPOBAHUM yKasaHHbIX MeponpUSATUA U 0BYCNoBMEHbI Pas3fMYHbIMK
3aTpaTaMu y4acTHMKOB Ha UX OpraHn3aLmio;

2) yctaHaBnuBaTbL pasmep B3HOCa Af1s1 y4aCTHUKOB MEPONPUATUIA, ykasaHHbIX B ab3alie nepBoM HacTosiLLen
4YacTu, NpPeBbILLAKLLIMIA CYMMY 3aTpaT Ha OpraHn3aumio ykasaHHbIX MEPONPUATUMIA U BeAyLniA K He0BOCHOBaAHHOMY
OrPaHNYEHUIO YMCHa NX YH4aCTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepBom yactu 1 ctaTtbn 67.1 HacTosilero ®egepanbHOro 3akoHa, ux

www.consultant.ru Crpanumua 131 n3 135
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

npeacTaBuMTENM, OCYLLECTBAAIOLINE OpraHu3auunio n (unu) omHaHCcMpoBaHMe MepPONPUATUIA, YKa3aHHbIX B YacTtu 1
HacTodwen ctatbn, 0bs3aHbl obecneymBaTb OOCTYN K MHopmauum O Aate, MecTe U BpeMeHu npoBedeHus
YKa3aHHbIX MEeponpusaTURN, nNnaHax, nporpaMmmax NpoBeAeHUs yKasaHHbIX MeponpuaATUiA U Temax, NrnaHupyembiX
AN pacCMOTpPEHMUs, COCTaBe MX YYACTHUKOB MyTEM pasMeLLeHUs COOTBETCTBYHOLLEN WH(OopMauMm Ha CBOUX
obmumansHblx cantax B cetn "MHTepHeT" He no3gHee ABYX MeECAUEeB [0 Havana npoBedeHUs YyKasaHHbIX
MEpPOMNpPUATUIA.

3. WHdopmauma o npoBedeHun MeponpUSaTUA, YKasaHHbIX B 4acTh 1 HacTosllen cTaTbM, B CPOK,
YCTaAHOBMEHHbIN 4acTbld 2 HacTosWen cTaTbW, [JokHa ObiTb HanpaBneHa B dedepanbHbid  opraH
WCNONHUTENBHON BNAcCTU, OCYLLECTBNSAOLWMA PYHKLUUN MO KOHTPOMNIO U Haa3opy B cepe 34paBoOXpaHeHus, Ans
nocnenyoLwero pasmeLleHms ee Ha oduumansHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 300POBbLIO NrPAXAOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3aKoHogatenbcTBa Poccuickon depepauumm npu
obpaleHMn neKapCcTBeHHbIX CpeacTB

1. HapyweHne 3akoHopaTensctBa Poccuickon ®Pepepaumm npyn obpalleHun neKapCTBEHHbIX CPEACTB
BreyeT 3a cobor OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKkoHoAaTensCcTBOM Poccuiickon degepaumm.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHNe UM HeCBOEBPEMEHHOE MpeAcTaBrneHme MHgopmMauum m (unu) OKymeHToB nnbo
npeacTaBrieHne HeOoCTOBepPHbIX MHopMauuM u  (MNn)  OOKYMEHTOB, MPedyCMOTPEHHbIX — HaCTOSLLMM
®enepanbHbIM 3aKOHOM, CyObeKTbl 0bpaLleHns neKkapcTBEHHbIX CPEeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3akoHofaTenbcTBoM Poccuinckon ®egepauun.

(vacTb 2 BBegeHa PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PegepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Crtatba 69. BoamelieHue Bpega, NpuUYnHEHHOro 340pOBbLHO rpaxpaaH BcneacTteBne npuMeHeHusa
NeKapCTBEeHHbIX nNpenapaTtoB

1. np0I/I3BO}J,I/ITeJ'Ib JNIEKapCTBEHHOIO npenaparta 06s13aH BO3MECTUTb Bpen, I'IpVI‘-IVIHeHHbIIZ 340pOBblO rpaxgaH
BCneancrtene npuMeHeHusa nekapCTtBeHHOro npenaparta, eciim oka3aHo, 4YTo:

1) NekapcTBEHHbI NpenapaT NPUMEHSITNICS MO0 Ha3HAYEHWIO B COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHMIO
nekapcTBEHHOro MnpenapaTta WM NpuYMHOW Bpeda SIBUIICA BBOA B rpaxkaaHckuii obopoT HedobpokayecTBEHHOro
nekapcTBEHHOro npenapara;

2) Bpen 340POBbI0 MPUYMHEH BCIEACTBME HEOOCTOBEPHON MHApOPMALMK, CoaoepXKaLLencsl B MHCTPYKLMU MO
NPYMEHEHMI0 NEKApCTBEHHOIO Npenapara, U3AaHHoW NpoM3BOAMTENEM NEKAPCTBEHHOTO Npenapara.

2. B cnyvae, ecnu Bpen 300pPOBbIO rPpaxaaH MNPUYMHEH BCMEACTBME MPUMEHEHUS NeKapCTBEHHOro
npenapaTa, npuwewero B HErogHOCTb B pe3yrbTaTe HapylweHWUs MpaBui XpaHEHWs NeKapCTBEHHbIX CPencTs,
npaBui ONTOBOW TOProBfM feKapCTBEHHbIMY NpenapaTamMu, NpaBuIl OTMyCcKa JIeKapCTBEHHbIX NpenapaTos, Npasu
M3roTOBMEHNS M OTMyCKa feKapCTBEHHbIX MpenapaToB, BO3MellleHWe Bpeda OCYLLEeCTBMSETCS COOTBETCTBEHHO
opraHu3auven OnTOBOW TOProBMW JeKapCTBEHHbIMU CPeACTBaMW, anTe4yHOW opraHusauuen, MHOAMBUAYanbHbIM
npeanpuHumarteneM, MWMeLWNMM JULEH3NI0 Ha dapMaueBTUYECKyl0 [eATeNbHOCTb WM  JNINUEH3WI0  Ha
MEAMLMHCKYI0 [AeATeNbHOCTb, MEAWMLUMHCKOW OpraHu3auven, WUMeloen MUUEeH3N0 Ha dapmaueBTUHECKYo
pesAtenbHocTb (ee 06ocobneHHbIM nogpasgeneHueM (ambynartopuen, denbawepckum u - denbalwepcko-
aKyLIepcKUM MyHKTaMu, LLeHTpoM (oTaeneHvem) obuien BpadebHOM (CeMenHOM) NpakTUKW), pPacronOXeHHbIM B
CenbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTedyHas opraHvu3auus), AOMyCTMBLUMMW MpoJaxy wunu
OTMYCK TaKoro NiekapcTBEHHOro npenapara.

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3. BoawmelleHne Bpeda, MNPUYMHEHHOrO 300POBbK rpaxaaH BCMEACTBME MPUMEHEHUS JTeKapCTBEHHbIX
npenapaToB WnM COBEPLUEHMST MPOTMBOMPAaBHbIX AENCTBUA CyObekTamu obpalleHus nekapCTBEHHbIX CPEeAcCTB,
OCYLLECTBMSIETCS B COOTBETCTBMM C 3aKoHOoAaTenbCcTBoM Poccuiickon depepaumm.

Mnaea 16. 3AKITIOYUTENBbHbIE NMOJIOXKEHUA

Ctatba 70. O npu3HaHMKM YTpaTUMBLUMMWU CUNY OTAENbHbLIX 3aKOHOAATelNbHbIX aKTOB (MOMOXEHWUN
3aKoHofaTenbHbIX akToB) Poccuinnckon ®epepaumm

Mpu3HaTb yTpaTUBLUMMU CUIY:

1) ®epepanbHbii 3akoH OT 22 moHa 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeactBax" (CobpaHue
3akoHopartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®depepanbHbii 3akoH oT 2 gHBaps 2000 roga N 5-©3 "O BHeCeHUM W3MEHEHWUsI U OOMOSIHEHWMIA B
®epepanbHbIn 3akoH "O nekapcTBeHHbIX cpepctBax” (CobpaHve 3akoHopaTenbcTBa Poccunckon depepauun,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 sHBapsa 2003 roga N 15-®3 "O BHeCeHWM WU3MEHEHUN W
[OONOSIHEHWIA B HEKOTOPbIE 3akoHoAaTeNbHble akTbl Poccuiickon ®egepaunn B cBs3n ¢ npuHsatuem ®egepanbHoro
3akoHa "O nuueH3npoBaHMKM OTAENbHbIX BUMAOB pAesAtenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickown
®epnepaumn, 2003, N 2, cT1. 167);

4) crtatbto 31 ®epepanbHoro 3akoHa oT 30 wmoHa 2003 roga N 86-d3 "O BHeCeHUM WN3MEHEHUA U
OOMONHEHMN B HeEKOTOpble 3akoHodaTernbHble akTbl Poccunckon depepaumv, NpusHaHUM YTPaTUMBLUUMMU CUMY
OTOeNbHbIX 3akoHodaTenbHbIX akTtoB Poccuiickon ®egepauun, npegocTaBreHNM OTAENbHbIX  rapaHTum
COTPyOHVKaM OpraHoB BHYTPEHHWUX Aerl, OpraHoB MO KOHTPONO 3a OBOPOTOM HAapPKOTMYECKMX Cpeacts M
MCUXOTPOMHbIX BELEeCTB W ynpasgHsaemblX deaepanbHbiX OpPraHoOB HAanoroBOW MOMUUMM B CBA3N  C
OCYyLLLeCTBMEHNeM Mep MO COBEPLUEHCTBOBAHWUIO rocyaapcTBeHHoro ynpasnenus" (CobpaHune 3akoHogaTenbCcTBa
Poccuiickon ®epepaumu, 2003, N 27, ct. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUMM U3MEHEHUN B
3akoHogarternbHble akTel Poccuiickon depepaunm n NpusHaHUM yTpaTUBLLUMMK CUITY HEKOTOPbIX 3aKOHOA4ATENbHbIX
aktoB Poccuickon ®epgepauunm B cBA3M C npuHATMEM PegepanbHbiX 3akOHOB "O BHECEHWM W3MEHEHUn Wt
aononHexHnn B ®egepanbHbi 3akoH "O6 obLWmMx NpyHLMNax opraHn3auumn 3akoHogaTenbHbIX (NPeacTaBUTENbHbIX)
N MCMOSHUTENbHBIX OPraHOB rocyaapCTBEeHHOW Bnactu cybbektoB Poccuiickon depepaumn” mn "O6 obLymx
NpMHUMNax opraHvM3aumm MecTHOro camoynpaeneHus B Poccuickon ®epepaunmn” (CobpaHve 3akoHoaaTenbCcTBa
Poccuiickon ®epepaumu, 2004, N 35, cT. 3607);

6) ctatbio 28 denepanbHoro 3akoHa oT 18 gekabps 2006 roga N 231-03 "O BBeaeHMM B AENCTBUE YacTu
yetBepTon [paxpgaHckoro kopgekca Poccuinckon depepaumn” (CobpaHue 3akoHogaTenbcTtBa Poccuiickon
®epnepaumn, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactosuero ®enepanbHOro 3akoHa

1. Hactoswmn ®enepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 ropa.

2. JlekapcTBEHHbIE CPEACTBA, 3aperncTpMpoBaHHbIe 40 AHS BCTYMNNEHUs B cuny HacTosero ®eaepansHoro
3aKoHa, noAnexaT BKIIIYEHWI0 B rOCYapCTBEHHbIE PeecTpbl JIeKapCTBEHHbIX CPEACTB C BHECEHWEM YKa3aHHbIX B
yactn 1 cTtatbu 33 Hactosiwero denepanbHOro 3akoHa cBedeHW 06 3TMX NEeKapCTBEHHbIX cpeacTBax 6e3
MPOXOXAEHWs BHOBb MpoLieAypbl roOCyAapCTBEHHONM perncTpaummn nekapcTBEeHHbIX NpernapaTos.

3. [ocymapcTBeHHas perucTpauusi fekapCTBEHHbIX npenapaToB, 3a WCKIHYEHMEM JIeKapCTBEHHbIX
npenapaToB AN MeaAULMHCKOro NPUMEHEHUs1, NPEACTaBEHHbIX Ha YKa3aHHY0 permcTpaunto 4o AHS BCTYMNeHus B
cuny HacTosilwero defepanbHOro 3akoHa, OCyLLECTBISIETCH B COOTBETCTBUM C HacToswmM deaeparnbHbiM 3aKOHOM
Ha OCHOBaHWM OOKYMEHTOB W [aHHbIX, NpeAcTaBreHHbIX [0 AHS BCTYNNEHUs B cuny Hactosiwero ®epepanbHoro
3aKoHa.

(B peq. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3.1. TocypapcTBeHHas peructpauMs FeKapCTBEHHbIX MpenapaToB AN MeOWMUMHCKOrO MNPUMEHEHMUS,
NnpeAcTaBneHHbIX Ha rocyAapCTBEHHYKO perncTpauuio A0 OHA BCTYNneHus B cuny Hactodwero deaepanbHOro
3aKoHa, W TrOCyQapCTBEHHast perncrpauus nekapCTBEHHbIX npenapaToB ANnd MeOULMHCKOTO MNpUMEHEHMS,
npeAcTaBrneHHbIX Ha 3KCNepTM3y NeKapCTBEHHbIX CPEeACTB A0 OHA BCTYMNNEHUs B cuny Hactoswero ®eaepansHoro
3aKOHa B Lienax MX nocrieayroLlen rocygapCTBEHHOW pPermcTpaLmm, OCyLLECTBAAITCS HA OCHOBaHWUM JOKYMEHTOB U
OaHHbIX, NPEeACTaBMEHHbIX A0 AHS BCTYNMEHNUst B cuny Hactosiwero degepanbHOro 3akoHa, a Takke 3asBNeHus o
rocy4apCTBEHHOWN perncrpaumn nekapCcTBEHHOIO npenapara, NpeAcTaBNeHHOro Npou3BoauTeNeM fieKapCTBEHHbIX
npenapaToB WAW YMOSIHOMOYEHHBIM MM FIMUOM B COOTBETCTBUMM C HacToswmm PegepanbHbiM 3aKOHOM B
YMOSTHOMOYEHHbIV dbefieparnbHbIi OpraH UcnosnHuMTenbHoM Bnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnathbl
rocy4apCTBEHHOW MOLUMMHBI, MPeayCMOTPEHHOW 3akoHoaaTenbcTBoM Poccuiickon ®Pepepaumm O Hamorax W
cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.2. MoaTBepxaeHne rocygapCTBEHHOW perncTpaumMm nekapCTBEHHbIX npenapaTtoB Ans MeAMUUHCKOro
NPUMeHeHWs, NPeACTaBeHHbIX ANA NOATBEPKAEHMSA roCyAapCTBEHHON permcTpaumm 4o OHSA BCTYMMEHWS B Cuny
HacTosiwero deaepanbHOro 3akoHa, W MOATBEPXAEHWE [OCYAapCTBEHHOM perucrpaumm nekapCTBEHHbIX
npenapaToB ANA MEeAMLMHCKOro MpUMeEHEeHWs, NPeAcTaBneHHbIX Ha 9KCMepTM3Y NeKapCTBEHHbIX CPeACTB A0 AHA
BCTYNNeHnss B cuny HacTtoswero ®egepanbHOro 3akoHa B LUensx MOCNeaylowero MOoATBEPXAEHNS WX
rocynapCTBEHHOMW perncTpaunm, ocyLLecTBATCA HA OCHOBaHNM AOKYMEHTOB M AaHHbIX, NPeACTaBNeHHbIX 40 OHS
BCTYNMEHns B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asBreHnst O NOATBEPXKAEHNN rocyaapCTBEHHON
permcTpauMm nekapCTBEHHOro npenapaTa, NpeacTaBneHHOro NPoM3BOAMTENEM NEKapCTBEHHbIX MpenapaToB Miu
YNONIHOMOYEHHbIM MM NUUOM B COOTBETCTBMM C HacTtoswum PepepanbHbiM 3aKOHOM B YNOMHOMOYEHHbIN
denepanbHbI opraH ucnonHuTensHown Bnactu Ao 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl roCyaapCcTBEHHOW
noLNuHbI, NPeayCMOTPEHHON 3akoHogaTenscTBoM Poccuickon egepaumm o Hanorax n coopax.

(vacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MpuHATME pelleHnst 0 BHECEHUW U3MEHEHWUI B AOKYMEHTbI, COAEpXKaLLMecs B permcTpaumMoHHOM 4OCbe
Ha 3aperMcTpMpoOBaHHbIN NEKapCTBEHHbIM Npenapart Ansg MeauLMHCKOro NPUMEHEHUS U NPeACTaBnEeHHbIE A0 OHS
BCTYNNeHns B cuny Hactosiwero degepanbHOro 3akoHa, W MPUHATUE PELLUEHUA O BHECEHUU WU3MEHEHWA B
OOKYMEHThI, coaepKalleecsi B permcTtpaumMoHHOM A0Cbe Ha 3aperncTpupoOBaHHbIA NEKapCTBEHHLIN NpenapaT 4
MELMLMHCKOrO MPUMEHEHUS N NpeacTaBlEHHbIE Ha 3KCNEPTU3Y NEKApCTBEHHbIX CPEACTB OO0 OHS BCTYMMEHUS B
cuny Hactoswero ®defepanbHOro  3akoHa, OCYLIECTBMAATCA Ha OCHOBaAHWW [OOKYMEHTOB W OaHHbIX,
NnpeAcTaBneHHbIX A0 OHSA BCTYNNEHUs B cuny HacTosiwero deaepanbHOro 3akoHa, a Takke 3asiBNIeHNs 0 BHECEHUN
N3MEHEHWNI B JOKYMEHTbI, CoAepKallMecs B PermcTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA JIEKAPCTBEHHBIN
npenapaT Ans MeAWLMHCKOro NPUMEHEHUS, MPeACTaBNEHHOrO NPON3BOANTENEM NIEKAPCTBEHHbIX MpenapaTtoB UIu
YMNONTHOMOYEHHbIM MM JUMLUOM B COOTBETCTBMM C HacToAwum PegepanbHbiM 3aKOHOM B YNOSTHOMOYEHHbIN
deaepanbHbIi opraH ncnonHuTensHon Brnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHMsA ynnaTtbl rocygapcTBEHHOMN
NOLUNMHbI, NPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Pefepaumm o Hanorax n coopax.
(vacTb 3.3 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Boigaya paspelueHnin Ha npoBefeHne KMMHUYECKUX UCCNedoBaHWi NeKkapCTBEHHbIX nNpenapatoB Ans
MEeOMLMHCKOrO NPUMEHEHNS NO 3asiBNEHUSAM, NO4aHHbIM A0 AHSA BCTYNNEHus B cuny Hactosiwero degepanbHoOro
3aKoHa, a TaKkke Mo 3asBreHNsM, NoAAHHLIM Mocre AHA BCTYNNEHMS B cuiy HacToswero ®efeparnbHOro 3aakoHa Ha
OCHOBaHWWM 3KCMEepTMU3, NPOBEAEHHbIX [0 [AHA BCTYyNMNeHuMs B CuUny Hactoswero ®efepansHOro 3akoHa,
OCYLLEeCTBMNAETCA B COOTBETCTBMM C HacToAwMM PefeparibHbIM 3aKOHOM Ha OCHOBAHWUU JOKYMEHTOB M OaHHbIX,
npeacTaBneHHbIX UK MOSyYEeHHbIX OO AHSA BCTYNNEeHUs B cury HacTtosiwero degepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMuW npeaBapuTenbHOro JoroBopa 06si3aTeNnbHOro CTpaxOBaHUS KU3HMW, 3[40POBbS MNaUWMEHTOB,
y4acTBYIOLUX B KMMHUYECKOM MCCrefoBaHUM NeKapCTBEHHOro npenapaTta Ansg MeauuMHCKOro NPpUMEeHeHns, nunu
konuu pgorosBopa 0693aTeNnbHOr0 CTPaxOBaHUSA XWM3HW, 300POBbSA MAaLMEHTOB, Y4aCTBYOLMX B KIMHUYECKOM
nccrnegoBaHUM NEeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro MNpuMMEHeHus, nmbo npeacTaBneHHOW Konuu
gorosopa ob6s3aTenbHOr0 CTpaxoBaHUs, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBbLIMW MpaBuiaMm oba3aTensHoro
CTpaxoBaHWs, C ykasaHueM npeneribHom YUCNEeHHOCTN NauMeHTOoB, YYacTBYIOLWNX B KIMHUYECKOM WCCrefoBaHun
NnekapCcTBEHHOro npenaparta Ans MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHWs ynnaTtbl rocygapCTBEHHON
MOLUSMHBI, NPeAYCMOTPEHHON 3akoHodaTenbcTBOM Poccuiickon ®eaepaumm o Hanorax n cbopax.

(vacTb 3.4 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3aperMCTpI/IpOBaHHbIe B I/IHOCTpaHHOl71 BanwTe 00 OHA BCTynneHua B CUIly HacTodllero d)e,u,epaanoro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 30.01.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 09.08.2024
(c u3m. n pgon., BCTyM....

3aKoHa npeaenbHble OTMNYCKHbIE LieHbl MHOCTPaHHbIX NPOM3BOAMTENEN Ha fekapcTBEHHble npenaparthbl,
BKIMIOYEHHbIE B MNEpeYeHb XMU3HEHHO HEeobXOAMMbIX WM BaXXHEWLUMX NeKapCTBEHHbIX MpenapaToB, noanexaT
nepecyetry B pybnm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®egepaumm Ha [aTty, YCTaAHOBMEHHYHO
MpaButenbctBoM Poccuiickon depepaunn, 6e3 npeacTaBneHus 3asiBNEHUs O nepecyeTe UeHbl C BHECEHUEM
COOTBETCTBYHLUNX W3MEHEHWA B FOCYyAapCTBEHHbIV PEEecTp MpederNibHbIX OTMYCKHbIX LIEeH npou3BoauTenen Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HeobXOOUMbIX U BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apeructpupoBaHHble OO OHSA BCTyNfeHus B cuny HacTosiwero defepanbHOro 3akoHa npegeribHble
OTNYCKHbIE LIEHbl POCCUMCKMX NpPOM3BOAUTENEN Ha feKapCTBEHHble npenapaTbl, BKIHOYEHHble B MNepeyveHb
XWU3HEHHO HEOBXOOMMbIX U BaXKHEWLUUX NekapCTBEHHbIX NpenapaTtoB, noanexar uHaekcauum ¢ 1 Hosbpa 2010
roga UCxoast U3 MpOrHO3NpPyeMoro YpoBHsS MHAMALMK, yCTaHOBREeHHoro deaepanbHbIM 3aKOHOM OT 2 aekabps
2009 roga N 308-93 "O depepanbHoM GrompkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 n 2012 rogos" Ha
2011 roga.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM OoT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 roga He pgonyckalTcs NpouM3BOACTBO M BBO3 B Poccuiickyto depepaumio
NEeKapCTBEHHbIX NpenapaToB B yNakoBKax C MapKUPOBKOW, KoTopas Oblna HaHeceHa OO0 OHSA BCTYNMEHUS B CUMy
HacTodawero ®egepanbHOro 3akoHa. 1o ncrteyeHun ykaszaHHOro Cpoka AaHHble NeKapCTBEHHbIE npenapaTbl MoryT
OTNyCKaTbCH, peanv30BbIBaTbCA, NepeaBaTbCsl U NPUMEHATBLCS A0 UCTEYEHUST UX CPOKa rogHOCTU.

(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHs BCTynneHuns B cuny HacTosiwero PegepansHoro 3akoHa un no 30 anpens 2011 roga BKNOYMTENBHO
JonyckaeTCa MpoBeAEeHNEe JKCMEepPTU3bl JIEKAPCTBEHHbIX CPEACTB 3KCMEpTamMu 3SKCMEPTHOrO yupexaeHus OO
NPOXOXOEHNs MMW aTTecTaumMm B MOpsigke, YCTAHOBMEHHOM  YMNOMHOMOYEHHbIM hbeaepanbHbIM  OpraHoM
WCMNONMHUTENbHOW BNacTu.

5. Co pgHs BCTynneHus B cuny HacToswero ®egepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKIFOYMTENBHO OCYLLLECTBNAETCA NEPeXos K NPOU3BOACTBY NEKapCTBEHHbIX CPeACTB B COOTBETCTBMM C MpaBuriamMmm
opraHmsaumm npou3BOACTBA U KOHTPOSA KavyecTBa NeKapCTBEHHbLIX CPeAcTB, YKa3aHHbIMW B yacTn 1 ctatbn 45
HacTosiwero ®efgepanbHOro 3akoHa, B NofHoMm ob6beme. Cpoku nepexona NPON3BOACTBA fleKapCTBEHHbIX CPeACTB
K UX NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHMAMM AaHHbIX NPaBuWIl, BKOYas CPOKM aTTecTauum
YMNONHOMOYEHHbIX NWL, YKasdaHHbIX B Yactax 6 u 7 cratem 45 Hactoswero PegepanbHOro 3akoHa,
ycTaHaBnumBawTcs lNMpaButenscteom Poccunckon ®enepaumn.

6. JInueHsnm Ha Npou3BOACTBO NEKapCTBEHHbIX CpeacTs, BblgaHHble A0 1 aHBaps 2014 roga, gencTByioT
nocrne 1 saHBaps 2014 roga Ao UCTEYeHMs Cpoka UX AEWCTBUSA NpU YCIOBUM COOTBETCTBUSA NULLeH3naTa npasunam
opraHu3aumMm NpoM3BOACTBA M KOHTPONS KayecTBa feKapCTBEHHbIX CpefcTB, yKa3aHHbIM B 4actu 1 ctatbn 45
HacToswero PenepanbHOro 3akoHa.

7. dopmupoBaHMe TOCYOapCTBEHHOrO 3afdaHUs Ha MNpPOBEAEHUE 3SKCNEpPTM3bl JIEKAPCTBEHHBLIX CPEACTB
denepanbHOMy rocyaapCTBEHHOMY OOIKETHOMY YUYPEXOEHU0 MO MPOBEAEHUIO 3KCMEPTM3bl JIEKAPCTBEHHbIX
CPEACTB U (hMHaAHCOBOE OOecrneyeHne BbIMOMHEHUS 3TOrO 3afaHus OCYLLECTBNAOTCA B NOPSAKE, YCTAHOBIIEHHOM
denepanbHbiM 3akoHOM OT 12 sHBaps 1996 roga N 7-®3 "O HekoMMepyecKMx opraHm3aumsax”.

(4acTb 7 BBegeHa ®enepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuinckon denepaumm
O.MEOBEOEB
MockBa, Kpemrib
12 anpens 2010 ropa
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