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Mnaea 1. OBLUME NOJIOXEHUA
Cratba 1. [peameT perynmpoBaHusa HacTosiwero ®eaepansLHOro 3akoHa

1. Hactoawwmii ®egepanbHbI 3aKOH perynupyeT OTHOLLEHWS, BO3HMKalOLME B CBA3N C obpalleHnem - paspaboTKon, JOKNMHUYECKMM
UCCNeaoBaHUAMM,  KIMMHUYECKUMU  UCCNEeAOoBaHNAMKM, 9KCMepTWU3OW, FOCYAAapCTBEHHOW pernctpaumel B COOTBETCTBMM C  HaCTOALLMM
PepnepanbHbIM 3aKOHOM (Aanee - rocyfapCTBEHHas perucTpauus) Unv permctpauven B COOTBETCTBUM C MeXAYHapOAHbIMW [OroBopamu u
aKkTamu, cocTaBnsaoLLMMmN Nnpaso EBpasninckoro SKOHOMUYECKOTO CO3a (aanee - permctpaums), co cTaHaapTUsaLumnen n ¢ KOHTPONeM KavecTsa,
NPOM3BOACTBOM, W3rOTOBMEHWEM, XpaHeHWeM, NepeBo3kol, BBO30M B Poccuiickyio Pegepaumio, BbiBO3oM U3 Poccuitckon Pepepaumu,
peknamMoMm, OTMycKOM, peanusauuei, nepegaden, NpUMeHeHeM, YHUHTOXEHNEM NleKapCTBEHHbBIX CPeaCTB.

(B pen. ®epepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

2. Hactosiwmii ®epepanbHbli 3aKOH yCTaHaBNMBaeT NPUOPUTET FOCYAAPCTBEHHOTO perynvpoBaHus 6esonacHocTw, KavecTBa M
3PPEKTUBHOCTM NeKapCTBEHHbIX CPEACTB MpY UX obpaLleHnm.
(B pen. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Cchepa npumeHeHus HacTosiwero PenepanbHOro 3akoHa

HacToswmin  PepepanbHbll 3aKOH MPUMEHSETCS K OTHOLUEHUSIM, BO3HWMKAOLWMM MNpu obpalleHun nekapCTBEeHHbIX CPEeACTB Ha
TeppuTtopun Poccuiickon ®egepaumn.

CtaTbs 3. 3aKkoHoAaTeNnbLCTBO 06 06palleHNN NeKapCTBEeHHbLIX CPeACTB

1. 3akoHopaTtenbcTBO 00 O6paLLl,eHVIVI NeKapCTBEHHbIX CpefCcTB COCTOUT U3 HacToALlero d>e,u,epaanoro 3aKOHa, gpyrmx denepanbHbIX
3aKOHOB U NHbIX HOPMATUBHbIX NMPAaBOBbIX aKTOB Poccunckon CDe,qepau,MM.

1.1. 3akoHopgatenbctBo 006 obpalleHun neKkapCTBeHHbIX CPEACTB B  OTHOLUEHWM OPUAMYECKMX NWL W MHAWMBUAYaNbHbIX
npeanpuHUMaTenei, OCyLLEeCTBNSIOWMX AeATeNIbHOCTb Ha TepPUTOPUM MEXOYHapOAHOTo MeAMLMHCKOTO KnacTepa, MPUMEHSIETCH C Yy4YeToM
ocobeHHocTel, ycTaHoBMNeHHbIXx PedepanbHbiM 3akoHoMm oT 29 mioHa 2015 roga N 160-®3 "O mexgyHapogHOM MeaWLMHCKOM Kriactepe u
BHECEHWN N3MEHEHWI B OTAENbHbIe 3aKoHoAaTenbHble akTel Poccuiickon Peaepaunn'.

(4actb 1.1 BBegeHa PegepanbHbIM 3akoHoM oT 29.06.2015 N 160-93; B pea. PegepanbHoro 3akoHa ot 04.08.2023 N 428-93)

2. [evictBue HacTosiLLEro d)eqepaanoro 3aKoHa pacnpocTpaHAeTcAa Ha o6pau.leHme HaPKOTUYECKMX NeKapCTBEHHbIX CpeacTB U



NCUXOTPOMHbIX J1eKapCTBEHHbIX Cpeactse C  y4eToMm ocobeHHocTen, YCTaHOBJIE€HHbIX 3aKOHOO4aTellbCTBOM Poccuiickon dJeuepaLwM o
HapKOTUYEeCKMX cpeacTsax, NCUXOTPOMNHbIX BelecTBax u 06 nx npeKkypcopax.

3. [Hewnctene Hacrtosiwero ®PepepanbHOro 3akoHa PacrnpocTpaHsaeTcd Ha obpalleHne pagvodapmMaueBTUHECKUX J1eKapCTBEHHbIX
CPeAcTB C y4eToM OCOBEHHOCTEN, yCTaHOBMEHHbIX 3akoHodaTenbCTBOM Poccuiickon defepaumn B obnactu obecneyveHus pagvaunoHHON
6e3onacHocTy.

4. Ecnn mexgyHapogHbiM forosopoM Poccuiickon Pepepaunun, MexayHapoAHbIMW [OroBOpaMM M akTamu, COCTaBRsOWMMK NpaBo
EBpa3smmnckoro 9KOHOMMYECKOrO COl3a (Janee - akTbl, cocTaBnswowme npaBo Coto3a), yCTaHOBMEHblI WHble MpaBuna, 4Yem Te, KOTopble
npenycMoTpeHbl HacToswmM PegeparnbHbiM 3aKOHOM, MPUMEHSAIOTCA NpaBuna MeXAyHapoaHOro AOoroBopa, npasuna, cogepXalumecs B akrax,
cocTtaensowyx npaso Cotosza.

(4actb 4 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.1. PelueHnsi MeXrocyaapCTBEHHbIX OpraHoB, MPUHSITbIE Ha OCHOBaHWM TMONOXEHUA MeXAyHapodHbIX AoroBopoB Poccuiickoi
degepaumm B UX UCTONKOBaHWW, npoTmBopevawem KoHcTuTyuum Poccuiickon ®Pepepauun, He noanexar ucnonHeHuto B Poccuickon
depepaummn. Takoe NpOTUBOPEUNE MOXKET ObITb YCTAHOBIIEHO B NOPsiAKe, onpeaeneHHoM deaepanbHbiM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4acTb 4.1 BBeaeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuiickon ®egepauum B COOTBETCTBUAN C MEXAYHapOoAHbIMM forosopamu Poccuiickon denepaumm n (Mnmn) Ha OCHOBE NpUHLMMA
B3aMMHOCTM MNPU3HAKOTCA pesynbTaTbl  KMWHUYECKUX WCCMEAOoBaHUiA  fNleKapCTBEHHbIX NpenapaTtoB AN  MEeAMLMHCKOTO  NPUMEHEHWs,
npoBefdeHHbIX 3a npegenamu Tepputopun Poccurickon degepaumm.

CtaTtbs 4. OCHOBHbIe MOHATUSA, UCMONb3yeMble B HacTosiweM defepanbHOM 3akoHe
[nsa uenein HacToswero ®egepanbHOro 3aKoHa UCMOSb3YHTCS CreayLNe OCHOBHbIE MOHATUS:

1) nekapcTBEHHble CpedcTBa - BELUECTBa WNM UX KOMOWMHaLMM, BCTyNallMe B KOHTaKT C OpPraHW3MOM YerioBeKa WIM KUMBOTHOTO,
MPOHMKaloLLME B OpraHbl, TKAHW OpraHM3Ma 4enoBeKka WNW >XMBOTHOMO, MPUMEHsieMble ANt NPOMUMIAKTUKA, AUArHOCTUKM (3@ UCKIOYEHWEM
BELLECTB UMM UX KOMOWMHALMIA, HE KOHTaKTUPYIOLLMX C OPraHW3MOM YerioBeka UMW XMBOTHOTO), NleyeHusl 3abonesaHus, peabunutauumn, ons
COXpaHEHWsi, NpedoTBPALLEHUS UNW NPEpPbIBaHUS GEPEMEHHOCTU U MOMyYEHHbIE U3 KPOBW, NiasMbl KPOBMW, U3 OpraHOB, TKaHel opraHusMa
YyenoBeka WNu XMBOTHOTO, PacTeHWil, MMHepPanoB MeToAamu CUHTE3a WU C NpUMEHEHWEM Buonornyecknx TexHonoruin. K nekapctBEHHbIM
CPeAcTBaM OTHOCATCA hapmaLeBTMYeckue cybcTaHumMM U nekapcTBEHHbIE Npenaparbl;

2) dhapmaueBTYecKasa CybCcTaHUMS - NneKkapCcTBEHHOE CPeAcTBO B BMAE OAHOTO WM HECKOMNbKMX obnaparolmx dapmakonormieckom
aKTVBHOCTbIO [ENCTBYIOLUMX BeLleCTB BHE 3aBMCMMOCTM OT MNPUPOAbI MPOVCXOXKAEHUS, KOTOpOe MNpefHas3HavyeHo [Ans MNpOou3BOACTBA,
W3roTOBMEHWS NeKapCTBEHHbIX MpenapaToB U onpeaensieT nx adeKTUBHOCTb;

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

3) BCnomMmoraTesnbHble BelleCTBa - BelleCTBa HeOpraHM4yeckoro unn opraHM4eckoro npoucxoxaeHus, ucnosrib3dyemble B npouecce
npon3BoACTBa, U3roToBEeHUA NeKapCTBEHHbIX NpenapaTtoB And npuaaHna num HeobxoauMbIX q)l/lBI/IKO-XI/IMVNeCKI/IX CBOWCTB;

4) nekapcTBEHHble Mpenapartbl - NEKapCTBEHHbIE CpeACTBa B BUAE I1EKAPCTBEHHbIX (POPM, MPUMEHsIEMble ANsi MPOMUIAKTUKY,
ANarHoCTUKM, nevyeHus 3aboneBanHusi, peabunurauum, Ans CoOXpaHeHusi, NPeaoTBPaLLEHNs UMW NpepbiBaHUsS GepeMeHHOCTY;

5) nekapcTBeHHas hopMa - COCTOsIHME NEKapCTBEHHOrO Mnpenaparta, COOTBETCTBYOLlee Crocobam ero BBeAeHWUS U NMPUMEHEHWUs 1
obecneunBaroLlee JOCTDKEHE Heobxoanmoro nevebHoro adhdekTa;

5.1) po3svipoBka - cogepxaHne OfHOro UM HECKONbKUX AECTBYIOLMX BELECTB B KONMYECTBEHHOM BbIPaXXEHUW Ha eAuHULY A03bl, UNn
eavHuLy obbema, unM eguHULy MacCbl B COOTBETCTBMM C JIeKapCTBEHHOW ¢hopMov Nnbo AnA HEKOTOPbIX BWAOB MeKapCTBEHHbIX (hopM
KOMMYeCTBO BbICBOBOX/AAEMOro 13 nekapcTBeHHON hopMbl AeVCTBYIOLLErO BELLECTBa 3a eANHULY BPEMEHMU;

(n. 5.1 BBegeH PegepanbHbiM 3akOHOM 0T 22.12.2014 N 429-93)

6) nepeyeHb XU3HEHHO HEeOOXOAUMBIX W BaXKHEMLUMX NEeKapCTBEHHbIX MpenapaTtoB - yTBepxaaembin NMpaBuTensctBoM Poccuiickon
denepaummn nepeyeHb NEKApCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOTO MNpPUMEHEHUs, obecnevmBarolmMX MpUOPUTETHbIE MNOTPEGHOCTM
30paBOOXPaHEHMST B LeNsax NpodunakTukM U reveHus 3aboneBaHui, B TOM 4ucne npeobnajarolimx B CTPykType 3aboneBaemocTu B
Poccuiickon depepauum;

(B pea. ®egepanbHoro 3akoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble nekapCcTBEHHbIE NpenapaTbl - NekapCTBEHHbIE NpenapaTtbl, NpefHa3HaYeHHble WCKMIOUUTENBHO ANSt AWMArHOCTUKY,
3TUOMNATONeHETUYECKOTO WM NaTOreHeTUYECKOro JeyeHust (NeYeHus, HanpaeneHHOro Ha MexaHU3M pasBuTMS 3aboneBaHusl) peakux
(opdhaHHbIX) 3aboneBaHui;

(n. 6.1 BBeaeH PeaepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pea. PenepansHoro 3akoHa ot 30.01.2024 N 1-d3)

6.2) Guonornyeckme nekapcTBeHHbIe Npenapatbl - NIeKapCTBEHHbIE MpenapaThl, AENCTBYIOLEE BELLECTBO KOTOPbLIX NMPOU3BEAEHO MM
BblAEneHo 13 GMONorMyYeckoro UCTOMHWKA U Ans ONpefeneHnst CBOMCTB U kayecTBa KOTOPbIX Heobxoauma KoMGUHaums Guonornyeckux u
h13MKO-XMMMYECKNX METOLOB. K Bronornyeckum nekapcTBEHHLIM NpenapaTam OTHOCATCS MMMYHOGUOMOrMYeckme fekapcTBEHHbIe npenaparhbl,
1ieKapCTBEHHbIE Mpenapatbl, MONMy4YeHHble W3 KPOBW, Mfas3Mbl KPOBU 4YerloBeKa W JKMBOTHBIX (33 MCKIHOYEHVWEM LIENMbHOW  KPOBW),
GUOTEXHONOMMYECKUE NeKapCTBEHHbIE NpenapaThl, reHoTepaneBTUYeckne NekapCTBEHHbIE NMpenapaThbl, NekapCTBEHHbIE NpernapaTtbl Ha OCHOBe
COMaTUYECKUX KNETOK;

(n. 6.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93; B pen. ®enepanbHoro 3akoHa ot 04.08.2023 N 466-$3)

6.3) BbICOKOTEXHOMOMMYHbLIN feKapCTBEHHbIM MpenapaTr - reHoTepaneBTUYECKU feKapCTBEHHbIN npenapaTt Ans MeAUMUUHCKOro
NPUMEHEHVS, UM NeKapCTBEHHbIM MpenapaT Ha OCHOBE COMAaTUYeCKUX KNEeTOK ANA MEAULIMHCKOrO MPUMEHEHWS, UMW TKaHEWHXXEeHEPHbIN
nekapcTBeHHbIV npenapart (mpenapaT TKaHEeBOW MHXeHepun);

(n. 6.3 BBegeH PeaepanbHbiM 3akoHom oT 30.01.2024 N 1-d3)

7) MMMyHOGVIOJ'IOFVNeCKVIe nekapcTBeHHble npenapaTtbl - NeKkapcTBeHHble npenapatbl, npeAHasHayYeHHble Ans  opMupoBaHus



aKTUBHOTO MMM MacCMBHOIO MMMyHUTETa NWOO AMarHOCTUKM Hanmuuns UMMYyHUTETA UMM AUArHOCTWKW crieumduyeckoro npnobpeTeHHoro
N3MeHeHUs1 UMMYHOMNOIMYECKOro OTBeTa Ha annepruavpytowye sellectsa. K MMMyHOGMONOrMYeCKMM nekapcTBEHHbLIM npenapaTtam OTHOCATCH
BaKLMHbI, aHAaTOKCWHbI, TOKCUHbI, CbIBOPOTKWU, UMMYHONOBYNMHbI U anneprexb!;

(n. 7 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) GuoTexHomorMyeckne nekapcTBEHHble npenapatbl - NeKkapCTBEHHble npenapaTbl, NPOV3BOACTBO KOTOPbIX OCYLUECTBMSETCA C
MCMOMb30BaHNeM BUOTEXHOMOIMYECKMX NPOLECCOB 1 MeTodoB (B ToM yucne [AHK-pekoMOrHaHTHOM TEXHOMOrMKU, TEXHOMOTMN KOHTPONMPYEMON
9KCMpPEeccun TreHoB, KOAWPYIOLWMX OMoMnorMyeckn akTvBHble Oenku B NpokapuoTax W 3ykapuoTax, BKMIOYas W3MEHEHHble KNeTku
MIEeKONUTaKLLMX), TMOPMAOMHOMO MeTofa U METoAa MOHOKIOHANbHbIX aHTUTEN;

(n. 7.1 BBeaeH PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYeCKWE IleKapCTBEHHble MpenapaTbl - flekapcTBeHHble npenapaTbl, dapMaueBTudeckasi cybCcTaHUMsI KOTOPbIX
ABNSETCH PEKOMOWHAHTHOW HYKIEWHOBOW KUCMOTOW WNW BKMO4aeT B Cebs pPEKOMOMHAHTHYK HYKIEMHOBYHO KUCMOTY, MO3BOMSOLLYIO
OCYLLECTBNSATb perynupoBaHne, penapauuio, 3ameHy, fobaeneHne nnv yaaneHne reHeTM4eckon nocrnefoBaTensHoOCTH;

(n. 7.2 BBegeH PegepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

8) HapKoTM4Yeckue nekapcTBEHHble CpeACTBa - reKapCTBeHHble npenapaTtbl M dapmaueBTnyeckve cybctaHumm, cogepxalume
HapKOTUYEeCKME CPeacTBa U BKIOYEHHbIE B [lepeyeHb HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U MX NPEKYPCOPOB, MOAMNEXaLnx
KoHTponio B Poccuiicko ®epepaummn, B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccunckon depepaumv, MexayHapoaHbIMW [LOrOBOpaMu
Poccuiickon ®epepauum, B Tom yncne EguMHoN KOHBEHLMEN 0 HapkoTuyeckmx cpeacteax 1961 roaa;

9) NCMXOTPOMHbIE IEeKapCTBEHHble CpeacTBa - JIEKApCTBEHHble npenapatbl U dapmaleBTuyeckme cybcTaHuum, cogepxaiiue
NMCUXOTPOMHbIE BELLECTBa W BKMIOYEHHble B [lepeveHb HapKOTMYECKUX CPefdCTB, MCUXOTPOMHbIX BELLECTB U MX NPEKYypcopoB, Moanexalux
KoHTponio B Poccuiickon ®epepauun, B COOTBETCTBUM C 3akoHogaTenbCcTBoM Poccunckon degepaumn, MexagyHapoOHbIMW LOroBOpaMu
Poccuickon ®egepauum, B Tom uncne KoHBeHLMeER 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

10) paguodapmaueBTMUECKME TeKapCTBEHHblE CPeAcTBa - JleKapCTBEHHble CpeAacTBa, KOTopble cogepxaT B rOTOBOM Ans
MCMoMb30BaHNs hopMe OANH PaAVOHYKIUA UMM HECKONBbKO PaAnoOHYKNNAO0B (PaAnoaKTUBHBIX M30TOMOB);

10.1) opurMHanbHbIN NeKapCTBEHHbIV Npenapar - fiekapCTBEHHbIN npenapat C HOBbIM AENCTBYHOLLMM BELLECTBOM, KOTOPbLIA MepBbIM
3apeructpupoBaH B Poccuiickon ®efepaummn unv B MHOCTPaHHBIX rOCyAapcTBax Ha OCHOBaHUKM Pe3yrnbTaToB AOKIMHUYECKUX WCCrenoBaHUn
NeKapCTBEHHbIX CPeACTB U KIMHUYECKMX WCCIeAoBaHWN NeKapCTBEHHbIX NpenapaTtos, NOATBEPKAAILWMX ero ka4yecTBo, 3PdeKTUBHOCTL U
6e30nacHoCTb;

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

11) pedepeHTHbI NeKkapCTBEHHbIN Npenapar - NekapcTBEHHbIVA Npenapart, KOTOpbI UCMonb3yeTcs ANs OLEHKU GUO3KBMBANEHTHOCTU
WNu TepaneBTUYECKOW 3KBMBANIEHTHOCTH, kadyecTBa, apekTMBHOCTU U Be3onacHOCTU BOCNPOM3BEAEHHOIO NEeKapCTBEHHOMO npenaparta unm
6uoaHanoroeoro (6rononobHoOro) nekapcTBeHHOro npenaparta (6uoaHanora). B kavecTtBe pedepeHTHOro nekapCTBEHHOrO npenaparta Ans
MeOMLMHCKOrO NMPUMEHEHUSI UCMONb3YeTCs OpUrMHasbHbIA NekapcTBEeHHbIV nNpenapat nnbo, ecnv opurMHanbHbl NeKapcTBEHHbIA npenapar He
3aperncTpyvpoBaH unu He HaxoguTcs B obopoTe B Poccuiickoin denepauum v He HaxoauTcs B 0o6opoTe B MHOCTPaHHbIX rocydapcTsax,
BOCMPOMW3BEAEHHbIV NeKapCTBEHHbI npenapat unm bruoaHanorosbI (61Monoao6HbLIN) NekapcTBEeHHbIV Npenapart (6noaHanor), KOTopbI NepBbIM
3aperucTpypoBaH U3 uyucra Haxopswmxcss B obopote B Poccuiickorr depepaumu, OUO3KBMBANEHTHOCTb WM TepaneBTUYeckasi
9KBMBANEHTHOCTb, Ka4yecTBO, 3PEKTMBHOCTbL M 6e30MacHOCTb KOTOPOro OLEHWMBANUCL MO OTHOLUEHUIO K OPUrMHAaNbHOMY NeKapCTBEHHOMY
npenapary, a Takke KavyecTBo, a(pdpekTMBHOCTL 1 6e30nacHOCTb KOTOPOro MOATBEPXAAIOTCA pesynbraTamy dpapmakoHaAsopa M MpoBepok
COOTBETCTBMS NIeKapCTBEHHbIX CPeACTB, HaxXoAsLMXCH B rpaXaaHckoM obopoTe, yCTaHOBIEeHHbIM TpeboBaHUAM K UX kadectBy. B kavecTtse
pedepeHTHOro NeKkapCTBEHHOrO npenapara Ans BETEPUHAPHOTO NMPUMEHEHWSI UCMOSb3yeTCs NIeKapCTBEHHbI npenapat Ans BeTepUHapHOro
NpYMEHeHNs, 3aperncTpMpoBaHHbli B Poccuiickoi Pedepaumy Ha OCHOBAHWWM Pe3ynbTaToB AOKIMHUYECKUX WUCCNedOoBaHWN nekapCTBEHHbIX
CPeaCTB U KIMMHUYECKNX UCCReoBaHNUiA NekapcTBEeHHbIX NpenapaTos, NOATBEPXAAIOLLMX ero kayecTBo, 3pdpekTMBHOCTL U 6e30nacHOCTb;
(n. 11 B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpou3BedeHHbIN fNeKkapCTBEHHbIN npenapaTt - fekapCTBEHHbIN npenapar Ans MEeAUUMHCKOrO MPUMEHEHMWs!, KOTOpbIA MMeeT
SKBUBAmNEHTHbI pedepeHTHOMY NeKapCTBEHHOMY MNpenapaTy KayeCTBEHHbI COCTaB W KOMUYECTBEHHLIN COCTaB AEVCTBYIOLLMX BELLECTB B
9KBMBANEHTHON NekapcTBeHHON dopme, NGO NekapCcTBEHHbIN NpenapaTt AN1S BEeTEPUHAPHOTO NMPUMEHEHUS, KOTOPbIA UMEET Takue Xe, 4To U
pedepeHTHbI NEeKapCTBEHHbIN Mpenapat, KayeCTBEHHbI COCTaB WM KONMUYECTBEHHbIA COCTaB [AENCTBYIOLLMX BELeCTB B TakoOM xe
nekapcTBeHHOW hopme, OMOIKBMBANEHTHOCTb WM TepaneBTMYecKas SKBMBANEHTHOCTb KOTOPbIX COOTBETCTBYHOLIEMY pedepeHTHOMY
nekapcTBeHHOMY npenaparty NnoaTBepXAeHa COOTBETCTBYIOLLMMMN NCCMEA0BaHNSIMY;

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

12.1) TepaneBTn4eckas 3KBMBANEHTHOCTb JIeKapCTBEHHbIX NPenapaToB - AOCTWKEHWE KIWHWYECKW COMOCTaBUMbIX TepaneBTUHEeCcKOro
adpcpekta 1 nokasartenent apPEKTUBHOCTM U GE30NaCHOCTN MPU MPUMEHEHUN TNEKAaPCTBEHHbIX NpenapaToB ANsi MEAMLMHCKOTO NPUMEHEHWS,
MMEIOLLMX OOHO MEXAyHapoaHoe HenaTeHTOBaHHOE (MW XMMUYECKOe, UMK PYNNMPOBOYHOE) HAaMMEHOBaHNE, B SKBUBANEHTHbIX A03MPOBKaxX Mo
OfHMM W TEM Xe NOoKa3aHMSAM K NPUMEHEHMIO N NPU OAMHAKOBOM Criocobe BBEAEHWS Y OQHOM U TOW e rpynnbl 60MbHbIX;

(n. 12.1 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.2) 6ruoaHanoroBbIn (6onogobHbIN) NekapcTBEHHbIN Npenapat (broaHanor) - GronoryYecknin NekapcTBEHHBIV Npenapat, CXOXWA No
napameTpam kadyectBa, 3(dEKTUBHOCTM M Ge3onacHoCTU C pedepeHTHbIM OGUOMOrMYECKMM NeKapCTBEHHbIM MNpenapaToM B TakoW e
NeKapCTBEHHON hOpMe 1 UMEILLMIA MOEHTUYHBIN cnocob BBeAEHUS;

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

12.3) B3aumo3ameHsieMbIN NEKapCTBEHHbIV Npenapar - NeKapCTBEHHbIV NpenapaT ¢ JoKa3aHHOW TeparneBTUYECKON 3KBUBANEHTHOCTLIO
UM G1O3KBMBANEHTHOCTbIO B OTHOLLEHUN peddEPEHTHOrO N1eKapCTBEHHOro Npenaparta, MMEeLMI 3KBUBANEHTHbIE MY Ka4eCTBEHHbIN COCTaB U
KONUYECTBEHHbIA COCTaB AENCTBYIOLLMX BELLECTB, COCTaB BCOMOraTenbHbIX BELLECTB, NIEKapCTBEHHYH hOpMY 1 crnocob BBeaEHUS;
(n. 12.3 BBeaeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

12.4) 6MO3KBUBANEHTHOCTb NEKAPCTBEHHBIX MPENapaToB - AOCTMXKEHWE COMOCTaBUMbIX MOKa3aTenei CKOpOCTW BCaCblBaHUS, CTEMNEHU
MOCTYMNEHNss K MeCTy [OENCTBUS W CKOPOCTVM BbIBEAEHUS OQHOTO WM HECKONMbKMX obnagakolmx ¢apMakonornyeckon akTMBHOCTbIO
AeViCTBYIOLLMX BELLEeCTB NpU NPUMEHEHWN NeKapCTBEeHHbIX MpenapaTtoB ANS MEeAWLMHCKOTO MPUMEHEHUS, UMEIOLMX OOHO MexayHapoaHoe



HernaTeHTOBaHHOe (AN XMMWYECKOe, WU TPynnMPOBOYHOE) HaMMeHOBaHME, B SKBUBANEHTHbIX O03MPOBKaxX WM MpU OAMHAKOBOM crnocobe
BBEEHNS;
(n. 12.4 BBegeH PepepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-93)

13) NneKapcTBeHHOEe pacCTUTENIbHOE Cbipbe - CBEXWe WU BbICYyLLEeHHble pacTeHuA nnbo nx vacTu, ncnonb3yemble Ond npous3soacTBa
NeKapCTBeHHbIX CpeacTB opraHusauymaMn - npoumsBoauTeNnAMU JNEeKapCTBEHHbIX CPenCcTB WU U3rOTOBJIEHUA IEeKapCTBEHHbIX npenapaTtoB
anTedyHbIMU opraHu3aumnamu, BeTepnHapHbIMU anTedYHbIMU OpraHu3aunamMmun, nHaOnBMAyanbHbIMU npeanpuHumMmaTenaMmu, nMmerwmnmMmmn nuueH3nto
Ha q)apmaueBqueCKylo AEeATENbHOCTb;

14) nexkapCTBeHHbI pacTUTerNbHbIA MpenapaT - feKapCTBEHHbIN npenapat, NPOu3BeAEeHHbI WU M3rOTOBMEHHbIN M3 OJHOro BMAA
NeKapCTBEHHOTO PacTUTENBbHOIO CbiPbS WM HECKOMbKAX BWAOB TaKOro Cbipbsi W peanusyemblii B pacgacoBaHHOM BuAe BO BTOPUYHOWN
(noTpebunTenbCKoi) ynakoBKe;

15) romeonaTuyeckuii NeKapcTBEHHbI MpenapaTr - JleKapCTBEHHbI Mpenapat, NpPOW3BEAEHHbIN UMW W3FOTOBMEHHbIA U3
(hapmaLeBTUYeckon cybcTaHumMm unu dapManeBTUYeCcKkMX CybCcTaHUMA B COOTBETCTBUM C TPeGOBaHMSIMU OOLMX (hapMakonenHbIx cTaTei K
romeonaTu4yeckuMm JeKapCTBEHHbIM MNpenapataM unvM B COOTBETCTBUM C TpeboBaHMAMM apmakonen CTpaHbl MPOM3BOAUTENSA TaKoro
rniekapCcTBEHHOro Npenapara;

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

16) MexayHapogHoe HenaTeHTOBaHHOE HalMEeHOBaHWe IeKapCTBEHHOro cpedcTBa - HavMMeHOBaHWe [AEeNCTBYIOLLEro BeLlecTBa
(hapmaLeBTUYeCcKon cybcTaHummM, pekoMmeHaoBaHHoe BeemupHo opraHusaumelt 3ApaBooxXpaHeHus;
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HauMMeHOBaHWE FEeKapCTBEHHOTO CPEeAcTBa - HaWMEHOBaHWE JleKapCTBEHHOro CpeacTBa, MPUCBOEHHOE €ero
pa3paboTyrKoM, AepKaTenem unu BrnagesbLemM perMcTpauroHHOrO YA0CTOBEPEHMS! TEKapCTBEHHOIO Npenapara;
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnMpoBOYHOE HauMeHOBaHWE NEeKapCTBEHHOrO npenapata - HauMeHOBaHWE IIeKapCTBEHHOro npenaparta, He MMeRoLero
MeXOyHapO4HOro HenaTeHTOBaHHOMO HavMEHOBAaHWSA, U KOMOMHALMM NekapCTBEHHbIX NPenapaTos, UCMOoNb3yeMoe B Liensx 06beanHeHns nx
B rpynmny noA eavHbIM HavMeHOBaHWEM UCXOAS U3 OQMHAKOBOIO cocTaBa AENCTBYIOLLMX BELLECTB;

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

18) obwasn dapmakoneiHasi ctaTbs - LOKYMEHT, YTBEPXKAEHHbBIA YNONMHOMOYEHHbIM beaeparnbHbIM OpraHOM UCMOMHUTENBHON BRacTU U
codepXalluii nepeyeHb Mokasatenen Kavectsa M (MNM) METOAOB KOHTPONSA KayecTBa KOHKPETHOW NeKapCTBEHHOW hOpMbl, NIeKapCTBEHHOTO
PacTUTENBLHOMO Cblpbs, BCNOMOraTenbHbIX BELIECTB, OMUCAHUA BUOMOrMYecknx, BUOXMMUYECKUX, MUKPOBMONOornyecknx, dnU3nNKo-XMmMmn4eckux,
PM3NYECKUX, XMMUYECKMX 1 OPYIMX METOAOB aHanv3a nekapcTBEHHOro CPeAcTBa, a Takke TpeboBaHMs K UCNOMNb3yeMbIM B LieNnsixX NpoBeAeHns
AaHHOro aHanmnsa peakTuBam, TUTPOBaHHbIM pacTBOpPaM, MHAMKaTopawm;

(B pen. ®epepanbHbix 3akoHOB oT 22.12.2014 N 429-93, ot 30.01.2024 N 1-d3)

19) dhapmakonenHas cTaTbsi - OOKYMEHT, YTBEPXAEHHbIN YMNOMHOMOYEHHbIM deaepanbHbiM OpraHOM WCMOMHUTENBHOW BRAacT U
cofepKallumin nepeyveHb rnokasaTternen KkayecTBa M METOLOB KOHTPOMS KayecTBa JlekapCTBEHHOrO CpeacTBa, NeKapCTBEHHOMO pacTUTENbHOro
CbIpbsi, BCMOMOraTemnbHbIX BELLECTB;

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

19.1) ctaHgapTHble obpasubl - BELLecTBa, NOCPEACTBOM CPaBHEHMUSI C KOTOPbIMM OCYLLECTBIISIETCA KOHTPOSb KayecTBa Uccregyemblix
NIeKapCTBEHHbIX CPEACTB C NMOMOLLBH (PU3MKO-XMMUYECKMX 1 BUONOrMyecknx MeToOoB B LieNsX NOATBEPXKAEHWS COOTBETCTBUS NIEKAPCTBEHHbIX
cpeactB TpeboBaHWSIM HOPMAaTMBHOW [OKYMEHTauWW, YCTaHOBMEHHbIM MpW OCYLLECTBNEHUM TOCYAapCTBEHHON perucTpaumm, U KoTopble
NPUMEHSIIOTCA ANs KannBGpoBKM CTaHAapTHbIX 06pa3LoB NPOM3BOAMTENS NEKAPCTBEHHbIX CPEACTB, UCMOMb3yeMblX AN KOHTPONA kadecTsa u
WHbIX Lenen npy obpaLleHnn nekapCTBEHHbIX CPeACTB;

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

19.2) dhapmakonenHbIn cTaHAAPTHBIN 06pasel - CTaHAapPTHbBIN 06paseL, NPOV3BEAEHHBIN B COOTBETCTBUM C (DapMakonenHon ctaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

20) HOpMatmBHaa OOKYMEHTauuA - OOKYMEHT, CO,D,ep)KaLLI,VIVI nepeyeHb onpegendemMblX NO pe3ylbrataM COOTBETCTBYHLLIMX 3KCNepTu3
rnokasaTtenen kayecTBa NekapCTBEHHOro CpeacTsa Ans MeQULMHCKOro NpUMEHEHWs, METOAOB KOHTPONsS ero kayectsa u ycTaHOBJ'IeHHbIVI ero
npounssoguTernem,

21) HOpPMaTMBHbIN [OKYMEHT - AOKYMEHT, COAepXalluii nepeyveHb OMNpeaensemMbix No pesynbraTam COOTBETCTBYIOLMX 3KCMEpPTU3
rokasaTene kadectBa W (MNM) METOOOB KOHTPOMS KavyecTBa I1eKapCTBEHHOW OpMbl, OMnMcaHUsi BUONOrMveckux, GUOXMMUYECKUX,
MUKPOBMOMOrNYECKNX, (PUINKO-XUMUYECKNX, (PUSNYECKNX, XMMUHYECKMX W [ApYrMX METOOOB aHanusa neKapCTBEHHbIX CpeacTB  Ans
BETEPUHAPHOrO NpYMeHeHns, TpeboBaHNA K UCMOMb3yeMbiM B LieNsX NPOBeAeHUs AAaHHOMO aHanu3a peakTvBaM, TUTPOBAHHbLIM pacTBopam,
MHOMKaTOpaM W YCTaHOBIEHHbI €ro Npou3BoauTENeMm;

21.1) obWMIN TEXHNYECKUI AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepuarnos, COCTOSALLUMIA U3 HECKOMbKMX pasdenos - AOKYMeHTauumn
aAMUHUCTPATUMBHOIO XapakTepa, XMMUYecKon, hapMaLeBTUYeCcKon 1 G1uonormyeckort 4OKyMeHTaumm, hapmMakonormiyeckom, TOKCUKONOrM4Yeckon
OOKYMEHTauun, KIMHWYECKOW [OOKyMeHTauuu W NpeacTaBnsieMbll OOHOBPEMEHHO C 3asiBMEeHWEeM O TOCYAapCTBEHHOW perucrpauum
nekapcTBEHHOro npenaparta AN MeOMUMHCKOTO MpuMeHeHus B opmarte, YCTaHOBMEHHOM YMOMHOMOYEHHbIM defepanbHbIM  OpraHoM
MCNOSHUTENBHON BNacTy;

(n. 21.1 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

22) KayecTBO NEKapCTBEHHOIO CPeACTBa - COOTBETCTBME NEKApCTBEHHOMO cpeacTBa TpebGoBaHMsSIM (hapMakornenHoi ctatbn nubo B
criy4ae ee OTCYTCTBMSA HOPMATVBHOW AOKYMEHTaLMU UM HOPMATUBHOTO JOKYMEHTA;

23) 6e30nacHOCTb NEKapCTBEHHOTO CPEACTBA - XapakTepUCTUKa NeKkapcTBEeHHOro CPEACTBa, OCHOBaHHAs HA CPaBHUTENbHOM aHanmae
€ro a(PHEeKTUBHOCTM 1 PUCKA MPUYMHEHUS BpeAa 340POBbIO;



24) 3chheKTUBHOCTb NEKapPCTBEHHOIO Npenapara - XxapakTepucTvka CTeneHN NoNoXMUTENbHOTO BNWSIHWAS NlekapCTBEHHOTO rnpenapara Ha
TeyeHue, NPOJOMKUTENBHOCTL 3aboneBaHns uUnu ero NpPefoTBpaLLeHne, peabunutaumio, Ha CoxpaHeHve, NpeaoTBpaLLeHne Unm npepbiBaHne
6epemMeHHOCTY;

25) cepuna neKapCTBeHHOro cpeacTea - KONM4YeCcTBO JIeKapCTBEHHOro cpeacTea, npom3seqeHHoe B pedynbrate O4HOro TeXHOoorn4eckoro
LMKna ero nponssoauTtenem;

KoHcynbraHTlntoc: npumedaHue.
C 01.01.2025 n. 26 cT. cT. 4 nsnaraetcs B HoBow pegakumm (®3 ot 30.01.2024 N 1-93).

26) perucTpaumoHHoe yaoCTOBEpPEHME NEKapCTBEHHOIO NpenapaTta - AOKYMEHT, MoATBEPXAaLLMi akT rocyaapCTBEHHON perncrpaumm
nekapcTBEeHHOro npenapara;

26.1) gepxatenb wnu Bnagenel perucTpauMoHHOrO YAOCTOBEPEHMST NeKapCTBEHHOro npenapata - pa3paboTynk nekapCTBEHHOro
CpeAcTBa, NpousBoAMTENb JIeKapCTBEHHbIX CPeACTB WU WMHOe topuaudeckoe nvuo, obnapaiollee nMpaBoM BriafeHWUs pPerucTpauMoHHbIM
yAOCTOBEPEHNEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a KauecTBO, adhdeKTUBHOCTL M Be30nacHOCTL fNlekapcTBEHHOro npenapara;

(n. 26.1 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

27) perucTpauuoHHbIN HOMep - KoJoBoe 0o6o3HayYeHue, MPUCBOEHHOE NekapCTBEHHOMY npenapaTy Mpu €ero rocynapCTBEHHOM
perucTpaummn unu peructpauuu;
(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

28) obpalueHne nekapcTBEHHbIX CPeAcTB - pa3paboTka, OOKMUHMYECKME WUCCNeQoBaHusl, KIMHUYECKME WCCreaoBaHusl, IKCnepTunsa,
rocyaapCTBeHHasi pervcTpaums unv pernctpauus, CtaHgapTm3auns U KOHTPOrb KavyecTsa, MPOU3BOACTBO, M3rOTOBMEHME, XpaHeHne, NepeBoska,
BBO3 B Poccuiickyto Pegepaumio, BbIBO3 U3 Poccuiickon Pepepauum, peknama, oTnyck, peanusauusi, nepefada, NpUMeHeHne, YHUHTOXeHNe
neKkapCTBEeHHbIX CPeaCTB;

(B pen. ®enepanbHbix 3akoHoB oT 06.12.2011 N 409-93, ot 30.01.2024 N 1-3)

29) cybbekTbl obpalleHns nekapCTBEHHbIX CPeAcTB - M3MyeckMe nuua, B TOM 4ucrne WHAMBMAYaNbHble NpeanpuHUMaTenu, u
ropuamyeckme nuua, ocyLLEeCTBSAOLME AeSTeNIbHOCTb NpY 0OpaLLeHN NekapCTBEHHbIX CPEeACTB;

30) paspaboTuuk nekapCcTBEHHOro CpeAacTBa - opraHu3auusi, obnagarowias npaBamMy Ha pesynbraTbl AOKIMHUYECKMX MCCnedoBaHUn
NeKapCTBEHHOro CPeAcTBa, KIMMHUYECKUX MCCNEA0BaHNI NeKapCcTBEHHOro npenaparta v (Mnu) Ha TEXHOMNOrMIo NPOM3BOACTBA NEeKapCTBEHHOIO
cpeacTBa;

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

31) Npon3BOACTBO J1€KapCTBEHHbIX CpencTB - [OeATeNIbHOCTb MO MNPOW3BOACTBY JIEKAapCTBEHHbIX CpeacTtB opraHudauuamun -
nponssBogunTensamMn rnekapCTBeHHbIX CpeacTB Ha OOHON CTaguW, HECKOMbKMX UMM BCEX CTaausiX TEXHONOrm4yecKkoro npouecca, a TaKke no
XpaHeHuto 1 peanunsaunm npon3BeeHHbIX NeKapCTBeHHbIX CPeacTB;

31.1) npousBoACTBEHHas nnowagka - TeppuTopuanbHO 060COBNEHHbIN KOMMMNEKC NPOM3BOAMTENS NEeKapCTBEHHbIX CPEeacTB,
npefHa3HayYeHHbIV AN BbINOMHEHWS BCEro npouecca Npov3BOoACTBa NeKapCTBEHHbIX CPEACTB UMW ero onpeferneHHon cTaguu;
(n. 31.1 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

32) npounsBoauTenb JeKapCTBEHHbIX CpeacTts - oOpraHu3auud, ocyulectendlowlada npou3BOoACTBO J1eKapCTBEHHbIX CpeacTB B
CcooTBEeTCTBUU C Tpe6OBaHMﬂMM HacTosdALllero d)e,qepaanoro 3aKOHa;

33) chapmaueBTMYecKas OEATENbHOCTbL - AEATENbHOCTb, BKIOYatolwas B cebs ONTOBYH TOPrOBMO NEKapCTBEHHbIMU CpeacTBamMu, WX
XpaHeHve, NepeBo3ky U (M) PO3HUYHYHO TOProOBMIO JIEeKAPCTBEHHLIMU NpenapaTtaMu, B TOM Yuche AUCTaHUMOHHBIM CMocoBOM, UX OTMYCK,
XpaHeHue, NepeBo3ky, N3rOTOBINEHME NEKAPCTBEHHBIX NPenaparos;

(B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHusauusi OMTOBOW TOPrOBNMU FEKAPCTBEHHBbIMW CPEeACTBaMU - OpraHu3auusi, OCYLLECTBMSOWAS OMNTOBY TOPFOBIIO
neKkapcTBEHHbIMU CpeacTBaMu, UX XpaHeHUe, NepeBo3Ky B COOTBETCTBUM C TpeGoBaHUsMM HacTosiero ®eneparnbHOro 3akoHa;

35) anTeyHas opraHusaums - opraHv3aumsi, CTPyKTypHOe noapasfeneHne MeavLMHCKOM OpraHu3aumu, OCyLLECTBSIOWMUE PO3HUYHYIO
TOProBMI0 IEKapCTBEHHbIMM MpenapataMu, B TOM 4uCre AWCTaHUMOHHBIM Ccnocobom, XpaHeHue, NepeBO3Ky, W3rOTOBMEHWE U OTMyCK
nekapcTBEeHHbIX NpenapaToB Ans MeAMLMHCKOTO NPUMEHEHUS B COOTBETCTBUK C TpeboBaHnAMMU HacTosiwero ®efepanbHOro 3aKkoHa;

(B pea. ®enepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

36) BeTepuHapHasi anTeyHass oOpraHu3auusi - OpraHu3auusi, CTPYKTYpHOe noapasderieHMe BeTepuHapHOW — opraHu3aumu,
OCYLLECTBSIOLLME PO3HUYHYIO TOPTOBIIIO JIeKapCTBEHHbIMM Npenaparamu, B TOM YMCre AUCTaHLMOHHBIM CNocoBoM, XpaHeHUe, N3roToBNeHne u
OTNYCK JIEKaPCTBEHHbIX NPenapaToB Assi BETEPUHAPHOIO NPUMEHEHUSI B COOTBETCTBUM C TpeboBaHMsAMU HacTosiero denepanbHOro 3akoHa;

(B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudunumpoBaHHoe nekapcTBEHHOE CPEACTBO - NleKapCTBEHHOE CPEACTBO, COMPOBOXAAeMoe FOXHOW MHdopMaumeid o ero
cocTase v (Mnu) NponsBoauTene;

38) HepoBpoKaYeCTBEHHOE NEKapCTBEHHOE CPEACTBO - NIEKapCTBEHHOE CPEACTBO, HE COOTBETCTBYOLEe TpeGoBaHNsAM (PapMaKkonenHon
cTaTtby NMBOo B criyyae ee OTCYTCTBUS TpeGOBaHNUSM HOPMATMBHOM AOKYMEHTaLMW UM HOPMaTUBHOTO JOKYMEHTa;

39) KOHTpaaKTHOe NeKapCTBEHHOE CPEACTBO - JIEKapCTBEHHOE CPEeACTBO, Haxoaslweecss B 060OpOTe C HapyweHWeM rpaXgaHCKoro
3aKoHoAaTesNnbLCTBa;

40) AOKINMNHMYEeCKoe uccnenoBsaHne nekapcTtBeHHOro cpeacrtea - oGuonornyeckue, MVIKpOGI/IOJ'IOFI/NeCKVIe, MMMYyHOorn4eckue,
TOKCUKonoruyeckue, apmakonornyeckme, dunsmdeckne, Xummyeckue u Aapyrne nccnenoBaHUA NnekapCTBeHHOro cpeacrtsa nyteMm npuMeHeHus



Hay4HbIX METOOO0B OLIEHOK B LUendax nonyvyeHna goKkasaTenbCcTB ©e3onacHoCcTu, KavyecTBa u 3q)d)eKTVIBHOCTI/I NeKkapCcTBeHHOro cpeacTea,

41) KNMHUYECKOE WCCMEAOBaHWE J1EKapCTBEHHOrO Mpenaparta - U3y4YeHWe [WMarHOCTUYECKUX, NeyebHbIX, NpodunakTUYeckux,
chapmaKornorMyeckrx CBOMCTB JIeKapCTBEHHOIO npenapaTta B MPOLecce ero MPUMEHEHUst y YernoBeKa, XXUBOTHOTO, B TOM YuMcrle NpoLeccoB
BCacbIBaHWs, pacnpeaeneHnsi, U3MEHEHUs U BblBEAEHWs, MyTEM MPUMEHEHUsSI Hay4HbIX METOAOB OLEHOK B LieNsiX MOMyYeHUst foKasaTerbCTB
GesonacHocTh, kayecTBa U IMMEKTUBHOCTM NEKAPCTBEHHOrO MpenapaTta, AaHHbIX O HEeXenaTeNlbHbIX peakuusix opraHu3Ma 4ernoBeka,
XWBOTHOTO Ha MPUMEHeHWe nekapCTBEeHHOro npenapata u o6 addekTe ero B3aMMOAENCTBUSA C APYrIMW NEKapCTBEHHbIMU Npenapatamut
(MNK) NULLEBLIMU NPOAYKTaMM1, KOpMaM;

42) MHOIOLUEHTPOBOE KIMMHUYECKOe WuccrenoBaHne nekapCTBeHHOro npenapara ana MeauuuHCKOro npuMeHeHua - KInHu4eckoe
nccnenoBaHmne nekapCTtBeHHOro npenaparta and MmegmunHCKoro npuMmeHeHna, nposogmmoe paSpaGOTLWIKOM NneKkapcTBeHHOro npenaparta B ABYX
1 6onee MeAULIMHCKUX opraHusaunax no eanHoMy npPOoTOKONY KIMMHMYECKOro UccrenoBaHnA nekapCcTBeHHOro npenapara,;

43) MeXxagyHapogHoe MHOroueHTpoBOe KIMHUYeCKoe uccrnegoBaHWe NekKapCTBEHHOro npenaparta and MeguumMHCKOro npuMeHeHusa -
KINMHNYeCKOoe uccriegoBaHue JeKkapCTBEHHOro npenapata anda MeguuuHCKOro npuMeHeHus, nposogmmoe pa3pa60Tqv|K0M NekapCcTBeHHOro
npenaparta B pa3fiMyHblX CTpaHax no eanHOMy NpPoOTOKOIY KIMMHUYECKOro nccrnenoBaHuna nekapCTtBeHHOro npenapara;

44) nocTperncTpaumoHHoe KIMHUYECKOe MCCrefoBaHWe NleKapCTBEHHOro npenaparta Ans MeaUUMHCKOTO MPUMEHEHUS - KNHUYeckoe
uccrnefoBaHve NeKapCTBEHHOro npenapata Ans MeOMUMHCKOrO MPYMEHEHUs, NMPOBOAMMOE MPOM3BOAUTENEM NEeKapCTBEHHOMo npenapara,
rpaxaaHckmin 060pOT KOTOPOro OCYLLECTBSIETCA MOCNe rocyAapCTBEHHON percTpauny Unm peructpaumu, B Lensix AononHMTensHoro cbopa
AaHHbIX 0 ero 6e3onacHOCTM U 3PEKTUBHOCTA, PACLUMPEHUSI MOKa3aHW K NPUMEHEHWMI0 OaHHOTO NEeKapCTBEHHOro npenaparta, a Takke
BbISIBIIEHUS] HEXXENaTemnbHbIX Peakuuii NauMeHToB Ha ero AeiCTBuUE;

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

45) nccnepoBaHne BMO3KBMBANEHTHOCTY NEKAPCTBEHHOMO npenaparta - BUA KIMHUYECKOro NccneaoBaHus NekapcTBEHHOro npenapara,
NpoBeAEeHNe KOTOPOro OCYLUECTBSETCA ANA onpederieHns CKOPOCTU BCacbliBaHWA W BblBeAEHWS OJHOTO WMW HECKONbKUX obnaparoLmx
chapmaKonorn4eckon akTMBHOCTbIO AENCTBYIOLMX BELLECTB, KONMYeCcTBa NekapcTBEHHOro npenapara, AOCTUratoLwero CUCTEMHOrO KpoBOTOKa, U
pe3ynbTaTtbl KOTOPOro NO3BOMNSAT CAenaTb BbIBOA O GMO3KBMBANeHTHOCTM BOCMPOM3BEAEHHOrO NEKapCTBEHHOrO npenaparta B OnpeaeneHHbIX
nekapcTBeHHON hopMe 1 JO3MPOBKE, COOTBETCTBYIOLLMX (hOPMe 1 [03NPOBKE peepeHTHOro NekapcTBEHHOro Npenapara;

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

46) nceneaoBaHne  TepaneBTUYECKONW OKBMBANEHTHOCTM  MEeKapCTBEHHbLIX MpenapaToB - BUO  KIMHWYECKOro  UCCrefoBaHus
NeKapCTBeHHbIX npenapaTtoB, npoBedeHMe KOTOPOro OCYLWEeCTBIIAETCA ONA BblABNEHUA OOMHAKOBbIX CBOWCTB NeKapCTBeHHbIX npenapaTtoB
onpe,ueneHHon J'IeKapCTBeHHOVI CbOprI, a TaKKe HanuMuMsa OOMHAKOBbLIX MokasaTenen 6e3onacHocTn u .’:)de:)eKTVIBHOCTVI NeKapCTBEeHHbIX
npenaparoB, OAMHAKOBbIX KITMHUYECKNX 3PEKTOB NP NX NPUMEHEHUN;

47) NpOTOKOM KIMHWYECKOro WCCMENoBaHWs NEeKapCTBEHHOro npenaparta - [OKYMEHT, B KOTOPOM OMpeaensoTcs uenuv, ¢opMmbl
opraHvM3auum W METOAONOrMs MNPOBEAEHUSI KIUHWYECKOrO WCCINEAOoBaHWsl, CTaTUCTUMYecKue MeTodbl 0OpaboTKM pesynsTaToB  Takoro
UCCrefoBaHNsa M Mepbl Mo obecnedeHnio 6e30nacHOCT (U3UYECKMX UL, Y4acTBYIOLMX B KIMHWYECKOM MCCedoBaHUM IeKapCTBEHHOMo
npenapara;

48) Gpolutopa WccrnenoBaTenst - CBOOHOE W3NOXEHWe Pe3ynbTaToB [AOKIIMHUYECKOTO MWCCRedoBaHUsi NIeKapCTBEHHOrO CpencTsa u
KMUHUYECKOro UccreaoBaHusi NekapcTBEHHOro npenapara Ans MeauUMHCKOro NpUMEHeHUsT;

KoHcynbraHTlntoc: npymeyaHuve.
C 01.01.2025 B n. 49 cT. 4 BHocaTCcS n3meHeHus (®3 ot 30.01.2024 N 1-d3).

49) VHMOPMALUMOHHBIN NUCTOK MauMeHTa - [OKYMEHT, B KOTOPOM codepxaTtcs B [OOCTYMHOM ()opMe CBEeAeHUs, Kacawlmecs
NPOBOAUMOrO KNMHWYECKOTO UCCNEAoBaHUsl NMeKapcTBEHHOro mpenaparta, M B NUCbMeHHON ¢opme [06poBOnbHOE cornacue nauveHTa Ha
yyacTme B KIMUMHMYECKOM WCCrefoBaHWM NeKapCTBEHHOMO npenapaTa nocrne 03HaKOMMEHUs1 ¢ 0COBEHHOCTAMM KIIMHUYECKOro UCCHeAoBaHus,
UMEIOLLMMUN 3Ha4YeHne AN BblpaXKeHWs Takoro cornacus;

50) noboyHoe AencTBue - peakuusi OpraHnM3ma, BO3HMKILIAS B CBSA3M C MNPMMEHEHMEM feKapCTBEHHOro npenapara B [03ax,
pekoMeHAYyEMbIX B MHCTPYKLMM MO €ro MPYMEHEHWIo, ANst TPOUNaKkTKA, AUMarHoCTUKN, NnedeHns 3aboneBaHus unu ans peabunuraumu;

50.1) HexenaTenbHas peakuus - HenpegHamepeHHas HebnaronpuaTHas peakumsi opraHu3ama, KoTopass MOXeT ObiTb CBsid3aHa C
NpUMeHeHVeM NneKkapCTBEHHOrO npenapara;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbesHas HexenatenbHas peakuus - HexenaTenbHas peakuus opraHusMma, CBSi3aHHas C MpYMEHEHVWEM TeKapCTBEHHOro
npenapara, NpMBeALLas K CMepT, BPOXAEHHLIM aHOManuaM UM Nopokam passutus nubo npefcTasnsaioLias cobon yrposy xusHu, Tpebytowas
rocnutanusauum unu NpuBeALIas K CTOMKOM yTpaTe TPyAOCNoCOBHOCTM U (UNn) MHBaNUAHOCTY;

52) HenpenBuaeHHas HexenaTtenbHas peakuMsi - HeXenaTtenbHas peakuus opraHuama, KoTopasi CBsi3aHa C MpUMEHEHVEM
nekapcTBEHHOro Mnpenapata B [403aX, PEKOMEHAYEMbIX B MPOTOKOME €ro KIMHWUYEeCKOro MCCrenoBaHusi, Gpolliope uccrieqoBaTtens, unm ¢
NpUMeHeHEeM NeKapCTBEHHOrO npenapaTta B [03aX, PEKOMEHAYEMbIX B MHCTPYKLMM MO €ro NMpUMEHEHW0 AN NPOodUNakTUKK, ONarHOCTUKK,
neyeHust 3abonesBaHusl N MeQULMHCKON peabunuTaumm naumMeHTa, U CyLHOCTb, TSHKECTb UMN UCXO[ KOTOPOIA He COOTBETCTBYET MHGOopMaLmm
0 NlekapCTBEHHOM Mpenapare, CoaepXallencs B NPOTOKONE ero KMMHUYECKOro UccrneqoBaHusi, GpoLutope nccnenosartenst Uy B MHCTPYKLMK Mo
NPUMEHEHWIO NIeKapCTBEHHOIO Npenapara;

(n. 52 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) capmakoHafsop - BWA [OEATENbHOCTU MO MOHUTOPWMHIY 3@EKTMBHOCTM M 6Ee30MacHOCTU FeKkapCTBEHHbIX NpenapaTtos,
HanpaBsfieHHbIVi Ha BbisIBIIEHWE, OLeHKY 1 NpefoTBpaLleHne HexenaTerbHbIX MOCNEACTBUA NPUMEHEHNS NeKapCTBEHHbIX NpenapaTos;
(n. 52.1 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaeneHusi puckamu - nogpo6Hoe onvcaHne MeponpusaTUi No apMakoHaa3opy, HanpaeneHHbIX Ha BbiSBIEHUE, OLEHKY U



npefoTBpalleHne UnM MUHUMU3AUMIO PUCKOB, CBSA3AHHBIX C JEKapCTBEHHbIMW MNpenapatamu, BKIoYas OUEHKY 3(MEKTUBHOCTU OaHHbIX
MEpPONPUATUNA;
(n. 52.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbraHTlntoc: npymeyaHve.
C 01.03.2025 B n. 53 cT. 4 BHOCSATCS U3MeHeHust (P3 ot 30.12.2021 N 463-P3).

53) peuenT Ha neKapCTBEHHbIM npenapar - MeOWUMHCKMAN [OOKYMEHT YCTaHOBMNEHHOW OpMbl, COAEpPXallMin Ha3HavyeHue
rleKapCTBEHHOro npenapara Ans MeAMLMHCKOTO MNMPUMEHEHWS, BbIAAHHBIN MEQULMHCKMM paboTHMKOM B LEMAX OTMycka reKapCTBEHHOro
npenapara Wnu ero M3roToBMEHNs 1 OTnycka Ha ByMaXKHOM HOCUTENe WNu C cornacusa nauueHTa Uy ero 3aKoOHHOro NpeacTaBuTens B hopme
3MEKTPOHHOTO [OKYMEHTA, MOANWCAHHOIO C WCMOMb30BaHWEM YCUMNEHHOW KBanudULMPOBAHHOM 3MEKTPOHHON NOoAMUCKM  MEeAULMHCKOTO
paboTHuKa, MMBO AOKYMEHT yCTaHOBIIEHHOW (DOPMbI, CoAepXalLui Ha3HavYeHne ieKapCTBEHHOro npenapara Ans BETEPUHaPHOTo MPUMEHEHUS,
BblAAHHbIN CneumannucTtom B obnacTu BeTepuHapuu B LENsSX OTNycka JleKapCTBEHHOro npenapaTta Wnn ero U3roToBMEeHWs U OThycka Ha
OymMaxxHOM HocuTene;

(B pen. ®epepanbHbix 3akoHOB oT 29.07.2017 N 242-93, ot 02.08.2019 N 297-93)

KoHcynbraHTlntoc: npymeyaHve.
C 01.03.2025 n. 54 cT. 4 nanaraetcs B HoBow pegakumn (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHMe MeOMLUMHCKON OpraHusauuu, BETEPUHAPHOW opraHuM3auuy - JOKYMEHT YCTaHOBMEHHOW (hOpMbl, KOTOPbIV BbiNMCAH
MEOULMHCKUM PabOTHUKOM WNM CreunanucTom B obnactu BeTepuHapuu, UMEILMMK Ha 3TO MpaBo, M COAEPXWUT B MUCbMEHHON dopme
yKa3aHue anTeyHol opraHu3aumm unm BeTepUHapHOW anTevyHoN opraHusauum o6 oTrnycke riekapCTBEHHOMo npenapara Unu O ero U3roToBMeHUn
1 06 oTnycke ans obecneyeHusi neyebHoOro npolecca B MEAMLMHCKOWM OpraHn3aummn, BETEPUHAPHON OpraHv3auum;

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

55) komnnekcHasi oLeHKa flekapCTBEHHOro npenapaTa - OLUeHKa 3apervcTpupoBaHHOIO NeKapCTBEHHOrO Mnpenapara, Bknovawowas B
cebsi aHanu3 uHgOpMaUMM O CPaBHUTENMbHOW KNWHWYECKON 3PMEKTUBHOCTM M Ge30nacHOCTM NeKapCTBEHHOro npenaparta, OLEeHKY
3KOHOMMUYECKMX NOCMEACTBUIA €r0 NPUMEHEHUS, U3y4yeHne AOMOMHUTENbHbLIX NMOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOro npenaparta B Lensx
NPUHATUS  peLleHNd O BO3MOXHOCTM BKIIIOYEHUS IIeKapCTBEHHOrO npenapata B MepeyeHb >XU3HEHHO HeobXOoAMMbBIX U BaXXHEMLuMX
neKkapCcTBEeHHbIX NpenapaToB, HOPMAaTVBHbIE NPaBOBble aKTbl U UHbIE AOKYMEHTbI, ONpeaensioLme nopsaok oka3aHus MeaULIMHCKON MOMOLLW,
UMW UCKITIOYEHUS ero U3 yKasaHHbIX NepeyHs, akTOB N JOKYMEHTOB;

(n. 55 BBepgeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHWUTOPWHIa ABWKEHUS NeKapCTBEHHbIX NMpenapaToB AN MeAWLMHCKOro NpuMeHeHus - defeparnbHas rocygapcTBeHHas
MHOPMAaLIMOHHAs CMCTeMa MOHWUTOPWMHIA ABWKEHWS NEKapCTBEHHbIX NpenapatoB Ans MEAULIMHCKOrO MpYMEHeHWUs OT Npou3BOAMTEns [0
KOHEYHOro noTpebuTenss C MCMonb30BaHWEM B OTHOLIEHUWM feKapCTBEHHbIX MpenapaTtoB Afs MeAWUMHCKOrO MNPUMEHEHWs CpeacTB
naeHTndukaunn.

(n. 56 BBeaeH ®egepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Mnaga 2. MONTHOMOYUS ®EAEPANBHbLIX OPFAHOB UCMONMHUTENBLHON
BITACTWU, OPFAHOB UCTMONHUTENBHOW BIIACTU CYBEBLEKTOB POCCUACKON
®EAEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

Crtartbsa 5. [lonHoMmouus d)ep,epanbublx opraHos MUCNONHUTENbHON BNacTn npu OGpaLI.[eHI/IVI JNleKapCTBeHHbIX cpeacTB

K nonHomounsim q)ep,epaanblx opraHos MCNONMHUTENbHON BNacTu npu oﬁpameme NleKapCTBeHHbIX CpenCcTB OTHOCATCA:

1) npoBefeHne B Poccuiickon ®egepaummn eauHomn rocyaapcTBeHHON NONUTMKM B obnactu obecneveHns nekapcTBeHHbIMU npenapaTtamm
rpaxpaH B Poccuiickon ®eagepauny;
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHue oblumx hapmakonenHbix craten, dapmakonemnHbix cTaTtel, u3gaHvwe rocygapcTtBeHHoW dapmakoneun, cosgaHue u
BefleHVe peecTpa hapMakonenHbIX CTaH4aPTHBIX 06pa3LoB;
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLuecTBneHve hegepanbHOro rocyaapcTBEHHOrO KOHTpons (Hagsopa) B cdhepe obpallieHnsi NekapCTBEHHbIX CPEACTB;
(B pen. ®epepanbHbix 3akoHoB oT 25.06.2012 N 93-$3, ot 11.06.2021 N 170-$3)

4) nUUEeH3MpoBaHe NPON3BOACTBA JIeKapCTBEHHLIX CPeACTB, B TOM yucre denepanbHbli roCyAapCTBEHHbIV NNLEH3VOHHBIA KOHTPOIb
[AesTenbHOCTU NO NPOW3BOACTBY NEKapCTBEHHbLIX CPEACTB, Nepuoanmyeckoe NoATBEPXAEeHNe COOTBETCTBUA NULEH3naTa, MMEIOLEero NULEH3No
Ha nNpPOW3BOACTBO JleKapCTBEHHbIX CPeAcTB, M apMaueBTUYECKON [AeATEenbHOCTM B COOTBETCTBMM C 3akoHoaaTtenbcTBoM Poccuiickon
denepauny;

(B pen. ®epepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

5) opraHmnsaums akcnepTusbl NIeKapCTBEHHbIX CPEACTB, STUYECKON IKCNepPTM3bl BOSMOXHOCTY MPOBEAEHUS KITMHUYECKOro nccrneaoBaHns
nekapcTBEHHOro npenaparta Ans MeAULMHCKOrO NPUMEHEHWSs, KCNepTu3bl AOKYMEHTOB, MpeACTaBMeHHbIX ANs onpeaenieHns BO3MOXHOCTW
paccmaTtpuBaTh fleKapCTBEHHbIN Npenapat ANS MEAULIMHCKOrO NPUMEHEHNs B KadyecTBe opdaHHOro nekapcTBEHHOro npenapara;

(B pen. ®epepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 30.01.2024 N 1-d3)

5.1) opraHu3aums npoBeAEHUS KOMMMEKCHOW OLEHKM feKapCTBEHHOro npenapara B LensX MNPUHATUS pelleHnin O BO3MOXHOCTM
BKITIOYEHUS NeKapCTBEHHOro npenapaTta B MepeyeHb XXU3HEHHO HeOOXOAUMbIX U BaXXHEWMWMX NeKapCTBEHHbIX NpenapatoB, HOpMaTWBHbIE
npaBoBble aKTbl U UHblE JOKYMEHTbI, Onpefensiowme nopsaok okasaHst MEAULIMHCKOM NOMOLLM MW UCKITIOYEHNS er0 U3 yKa3aHHbIX NepeyHs,
aKTOB U JOKYMEHTOB;

(n. 5.1 BBeaeH PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)



6) Bblgaya paspeLueHVl|7| Ha npoBefeHne KIUHUYeCKnX nccneaoBaHui NeKapCTBeHHbIX npenapartoB, BeAeHUe peecTpa BblAaHHbIX
pa3pemeHMl7| Ha nposeaeHne KNnMHNn4eCkmnx ncenenoBaHumn NeKapCTBEHHbIX NpenapaTos;

7) rocyoapctBeHHasa perncrtpaund nekapCcrBeHHbIX npenapaTtoB, BeAeHWe rocygapCTtBeHHOro peectpa nekapCTtBeHHbIX CpeacTB;

7.1) peructpauusi, NOATBEPXAEHWE perucTpaummn (nepeperucrpaumsi), BHECEHWE WU3MEHEHVWN B perncTpaumMoHHoe AoCbe, a Takke
npoBeAeHne npoulenyp, CBS3aHHbIX C perucTpauyveii, B COOTBETCTBUN C YTBEPXKAEHHbIMU EBPa3ninckon 9KOHOMWYECKON KOMUCCHEN MpaBunaMmm
perucTpaumMm 1 3KCnepTu3bl NEeKapCTBEHHbIX CPEACTB AN  MEAULMHCKOrO MPUMEHEHUS W MpaBuiiamu  perynupoBaHus  obpalleHus
BETEPMHAapPHbIX NEKapCTBEHHbIX CPEACTB HA TAMOXEHHOW TeppuTopun EBpasninckoro 3kKOHOMUYECKOro Co3a;

(n. 7.1 BBeaeH PenepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

7.2) npegcraBneHve MHgOpMauUMM O perucTpauun, NoATBEPKAEHUM permcTpauunm (nepeperucrpauum), BHECEHUU WU3MEHEHUN B
perucTpaLuoHHoOe AoCke, a Takke O Npouenypax, CBA3aHHbIX C perncrpaumen, B EBpasmMinckyto SKOHOMUYECKYHD KOMUCCUIO C UCMOMNb30BaHWEM
WHTErpUpOBaHHON WHMOPMALMOHHON CUCTeMbl EBPasMMCKOro 3KOHOMWYECKOro COl3a B COOTBETCTBUM C YTBEPXAEHHbIMU EBpasuiickon
3KOHOMWYECKON KOMWUCCUEN MNOPSiAKOM (DOPMUPOBaHUS U BedEHWs E€OUHOrO PeecTpa 3aperMcTpupoBaHHbIX JEKAPCTBEHHbLIX CPeACTB
EBpa3snmnckoro 3kOHOMMYECKOro COok3a M NpaBuriaMu perynupoBaHusi obpalleHnsi BETEPUHAPHBLIX NIEKAPCTBEHHbIX CPEACTB Ha TaMOXEHHOM
TeppuTopun EBpasninickoro 3KOHOMUYECKOTO CO33a;

(n. 7.2 BBegeH PeaepanbHbiM 3akoHom oT 30.01.2024 N 1-d3)

KoHcynbraHTlntoc: npymeyaHve.
C 01.09.2024 n. 5 ct. 5 pononHsetcsa n. 7.3 (®3 ot 30.01.2024 N 1-d3). Cm. ByayLiyto pegakumio.

8) opraHuzaums v (MnNu) NpoBeAEeHWEe WHCMNEKTUPOBaHWSI CyObeKTOB oObpalleHusl neKapCTBEeHHbIX CpeAcTB Ha COOTBETCTBME
YTBEPXOEHHbIM EBpasuniickoi 3KOHOMUYECKOW KOMMCCUMEW MpaBwuiaM Haanexailen nabopaTopHOM MpakTUKM, MpaBunam Hagnexalien
KIMHUYECKON MpaKTUKKU, NpaBuiam Hagnexaluen AMcTpubbioTOPCKOM NpakTUKK, NpaBuiaM Hagnexallen npakTuku hapMakoHaasopa, a Takke
YTBEPXOEHHBIM YNONHOMOYEHHBIMU  heieparnbHbIMU - OpraHamy  UCMOMHUTENBHOW BRacTU NpaBuiiaM Hafnexallel anteyHoW MpaKTUKK,
npaBuram XpaHeHus NeKapCTBEHHbIX CPEACTB;

(n. 8 B pea. ®egepanbHoro 3akoHa oT 30.01.2024 N 1-$3)

8.1) opraHu3auusi un (MnM) npoBegeHMEe WHCNEKTUPOBAHMA CyObeKkTOB obpalleHusi JEeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME
TpeboBaHUSIM NpaBun Haanexailen NPOU3BOACTBEHHOM MPaKTUKM, Bblhada 3aKfiYEeHUn O COOTBETCTBUM MPOU3BOAMTENS NeKapCTBEHHbIX
cpeacTB TpeboBaHUsAM NpaBvn Hagnexallen NPoM3BOACTBEHHON NPaKTUKK;

(n. 8.1 BBeaeH PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHue mnopsiaka BedeHus U BedeHVWe [OoCyAapCTBEHHOrO peecTpa 3akKflveHWd O COOTBETCTBMM MPOM3BOAUTENS
riekapCTBEHHbIX CPeACTB TPeboBaHNAM NpaBun Haanexalyer NPoM3BOACTBEHHON NPaKTUKY;
(n. 8.2 BBegeH PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) rocynapcTBeHHasi pernctpaumsi npeaernbHbIX OTMYCKHbIX LEH MPOM3BOAWUTENEN Ha FEeKapCTBEHHble MNpenapaTtbl, BKIOYEHHble B
nepeYeHb XKU3HEHHO HEOBXOAMMBIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos, U BEAEHWE roCyAapCTBEHHOIO peecTpa npeaesibHbIX OTNYCKHbIX
LUeH nmpousBoauTeneil Ha nekapCTBEHHbIe Mpenapatbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLMX NeKapCTBEHHbIX
npenaparos;

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cormacoBaHve NPOEKTOB peLleHNI i OpraHoB MCMONHUTENBHOM BnacTn cybbektoB Poccuiickon ®enepauun 06 yctaHoBNeHUN u (1nwn)
U3MeHeHUW npefenbHbIX pa3MepoB OMTOBbIX HaAbaBOK M NpeaenbHbIX PasMepoB PO3HUYHLIX HaAbaBOK K (haKTU4ECKUM OTMYCKHbIM LieHam,
YCTaHOBIEHHbIM MNPOM3BOAUTENSIMIW NEKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEeHHble npenapaTbl, BKIYEHHble B MepeyeHb KU3HEHHO
HeobXOAUMBIX U BaXKHENLLNX NeKapCTBEHHbIX Npenaparos;

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

10) BblAaya, ycTaHOBMeHVEe MopsdKa BblAaun paspelleHVs Ha BBO3 KOHKPETHOW MapTuM fekapCcTBEHHOro cpefctsa B Poccuiickyto
depepaumio;
(n. 10 B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-3)

10.1) BblAaya, ycTtaHoBneHWe nopsaka BblAa4nm M OOPMbl AOKYMEHTa, KOTOPbI NOATBEPXAAeT, YTO NPOM3BOACTBO NEKapCTBEHHOMO
npenaparta Ansi MEeOWLMHCKOTO MPUMEHEHUsI OCYLLUECTBIIEHO B COOTBETCTBMM C TpeboBaHUAMM MpaBui Hagnexallen npou3BOACTBEHHOW
NPaKTVKW UK YTO NeKapCTBEHHBIV Npenapar ANA BeTepMHapHOro NpMMeHeHus gonylueH k obpaiieHnto B Poccuiickon ®Penepaumm, v nognexvT
npeacTasneHnto no TpeboBaHMIo YNONHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYO BBO3WUTCS NEKapCTBEHHbIV npenapar;

(n. 10.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.2) Bblgaya, ycTaHOBMNEHWE nopsiaka Bbldaun U hopMbl JOKYMEHTA, COAepKaLlero CBEAeHUsI O CTaausIX TEXHOMOMMYecKoro npouecca
NpOV3BOACTBA NEKAPCTBEHHOIO CPeacTBa ANt MeQULIMHCKOrO NMPUMEHEHWUS!, OCYLLECTBISIEMbIX Ha Tepputopun EBpasninckoro 3KOHOMUYECKOTo
COoH03a;

(n. 10.2 BBegeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-93, B pea. PenepanbHoro 3akoHa oT 13.07.2015 N 241-93)

11) cosgaHne COBETOB MO BOMpPOCaM, CBA3aHHbIM C OOpaLleHNEM NeKapCTBEHHbIX CPEACTB;

12) atTecTauus n ceptndukaunsi cneLmanmncros;

13) ytpatun cuny ¢ 1 ceHta6ps 2013 roga. - PegepanbHbli 3akoH oT 02.07.2013 N 185-93;

14) ocyLllecTeneHvne hapmakoHag3opa;
(n. 14 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyactue B MexayHapogHOM COTPYAHUYECTBE;



16) nonyyeHne no 3anpocam YrnorHOMOYEHHOro dedeparibHOro opraHa UCMOSTHATENbHON BRAcTh OT OpraHOB WUCMOMHUTENBHOW BNacTy
cybbektoB Poccuiickot ®efepaumn, a Takke OT CyGbekToB 0O6palleHWs NeKapCTBEeHHbIX CPeACTB AN MEAWULMHCKOrO NpUMEHEHUs
VHOpMaLIMM MO BONPOCaM YCTAaHOBMEHMS M NPUMEHEHNSI LIeH Ha NlekapCTBEHHbIE NpenapaTthl U HaabaBoK K HAM;

17) npuMmeHeHne Mmep OTBETCTBEHHOCTU 3a HapyLlleHne 3akoHoaaTenbCcTea Poccuiickon CDe,qepau,MM;

KoHcynbranTtlntoc: npymeyaHme.
C 01.09.2024 n. 18 cT. 5 nanaraetcs B HoBow pegakumm (®3 ot 30.01.2024 N 1-d3). Cm. ByayLuyto peaakumio.

18) yTBEepxxaeHne npaBun Hagnexailen nabopaTopHor NPaKTUKKW, NpaBun Hagnexallen KMMHUYECKoW NPakTUKK, NpaBun Hagnexalien
NMPOVU3BOACTBEHHON MPaKTUKWU, MPaBWI Hafmnexalwlel NPaKTUKU XPaHEHWs U NEpPEBO3KU FEKAPCTBEHHbIX MNpenapaTtoB Ans MEAULMHCKOro
NPUMEHEHNSs, MPaBUIT XPaHEHUs NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro MPUMEHEHUs, MpaBuNn Hagnexaiwien OUCTPUOBLIOTOPCKOMN
npakTUKW, NpaBuil Hagnexallen anTeyHoW MpakTWKW, NpaBwui Hagnexalueh npakTukm capmMakoHag3opa feKapCTBEHHbIX MpenapaToB Ans
MELULIMHCKOIO NPUMEHEHUS;

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

19) yctaHoBneHve nopsigka opMMpoBaHMs PErncTpaLmMoHHOrO 4OCke Ha NEKapCTBEHHbIN Npenapar A1 BEeTEPUHAPHOro NPUMEHEHNS U
TpeboBaHuUii K JOKYMEHTaM B Er0 COCTaBE;
(n. 19 BBeaeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - ®egepanbHbivi 3akoH oT 30.01.2024 N 1-93;
22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiil 3akoH oT 27.12.2019 N 475-93;

23) yTBepxaeHve TpeboBaHUi K MHCTPYKLMW MO BETEPUHAPHOMY MPUMEHEHWIO NeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PegepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93; B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-03)

24) NpuHATUE peLUeHW, ABNSAIOWMXCA OCHOBAHWUAMW AN BKIOYEHWA OOMEHHbIX MMEH W (Unu) ykasaTenei CTpaHWL, CanToB B
MH(OPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTh "UHTepHeT", a Takke CeTeBbiX agpecoB B €4VHYH aBTOMaTU3VMPOBAHHY WUH(OPMAaLMOHHYIO
cuctemy "EAMHBIM peecTp AOMEHHbIX MMEH, yKa3aTenel CTpaHul, CalToB B MHMOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTn "MHTepHeT" 1
ceTeBbIX aApecoB, MO3BOMSIOWMUX WAEHTUPULMPOBATL CalTbl B MH(OPMAaLMOHHO-TENEKOMMYHUKaUMOHHON ceTn "MIHTepHeT", cogepxaliue
MHGOpMaUMIo, pacnpocTpaHeHue Kotopon B Poccunckon degepaumm 3anpeLleHo”, B OTHOLWEHUN MHOpMaLun, coagepxallen npeanoxeHme o
PO3HUYHOW TOProBrie fieKapCTBEHHbIMU MpenapaTamun, B TOM Y/ACHEe AWCTaHLUMOHHBIM CMOCO6OM, PO3HUYHAsA TOProBrsA KOTOPbIMKW OrpaHuyeHa
WMu 3anpelleHa B COOTBETCTBMM C HacToswmum PedeparnbHbiM 3aKOHOM, M (UMK) MHOPMaUUK, codepxallei npearnoXeHne o PO3HUYHON
TOproBne nekapcTBEHHLIMU Mpenaparamu, B TOM YMCie AUCTaHLUMOHHBIM CNocoboM, nuuamu, He UMEKLMMU NULEH3NN U pa3peLleHns Ha
OCYLLECTBMEHNE TaKOW [OEeATEeNbHOCTU, €Crnv MONyYeHue NULEH3NM U paspelleHus MpedyCMOTPEHO 3aKoHOoAaTenbCTBOM 06 obpalieHun
neKkapCcTBEeHHbIX CPeACTB;

(n. 24 B pea. PenepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspelleHuii Ha BBOA B rpaxaaHckunin 060poT MMMYHOBMONOrMYecknX NekapcTBEeHHbIX NpenapaTos.
(n. 25 BBegeH PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynnpoBaHue BONPOCOB, CBA3aHHbIX C B3aMMO3aMeHAEMOCTbI0 NIeKapCTBEHHbIX NpenapaToB AN MeAWNLMHCKOTO NPUMEHeHUs.
(n. 26 BBegeH PegepanbHbiM 3akoHoM oT 19.10.2023 N 503-93)

KoHcynbraHTlntoc: npumedaHue.
Cr. 5.1 pacnpocTtpaHsieTcsl Ha NMofIHOMOYUsI, KOTOpble HE NepefaHbl Afsi OCYLLECTBMNEHUS] OpraHaMm rocyapCTBEHHON BnacTu cyobekToB PO
1 opraHaM MeCTHOro camoyrpaBreHus COOTBETCTBYOLWMMY dedepanbHbiMy 3akoHamm (®3 ot 13.07.2015 N 233-93).

Cratba 5.1. MNepepava ocyuwecTBNeHUs nosHomMouun denepanbHbIX OpPraHOB WMCMNOMHUTENIbHOW BrAacTu Npu obGpalieHuun
neKapcTBEeHHbIX CPeACTB opraHam UCNONHUTeNbHON BnacTu cy6bekToB Poccuiickon degepauum
(BBegeHa d®epepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)

MonHoMouns dheaepanbHbIX OpPraHOB WCMOMHUTENbHOW BnacTy npu obpalleHny nekapCTBEHHbIX CPeacTB, MNPeayCMOTPEHHble
HacToswmm denepanbHbIM 3aKOHOM, MOTYT nepedaBaTbCs Afsi OCYLUECTBEHMS OopraHam WMCMOMHMTENbHOW Bnactu cybbekTtoB Poccuiickomn
denepaunm noctaHoBneHusmu lMpaeButensctea Poccuiickon Penepaummn B nopsiake, ycraHoBneHHOM PefepanbHbiM 3aKOHOM OT 6 OKTA6ps
1999 ropa N 184-®3 "O6 o06WMX NpUMHUMNAX oOpraHM3auuM 3akoHoAaTenbHbIX (NMPeAcTaBUTENbHbLIX) W UCMOMHUTENBbHBIX OpraHoB
rocyaapcTBeHHoM BnacTu cybbekToB Poccuiickon degepaummn”.

Ctatba 6. [MonHOMOuYMsA oOpraHoB WUcCMNONHUTENLHOM BrnacTtu cyobekta Poccuiickon dPegepauumn npu obpaieHum
fleKapCTBEHHbIX CPeaAcTB

K nonHomou4usmM opraHoOB WCMOMHUTENbHOW BRactu cy61>eKTa Poccuickon ®epepaumun npu o6pau.|,eH|/|V| NeKapCTBeHHbIX CpencTs
OTHOCATCA:

1) pa3pa60TKa n peanunsauyna permoHanbHbIX nporpamMmm obecneyeHust HaceneHusi neKapcTBeHHbIMU npenapaTtamMmu,

2) yCTaHOoBneHne npeaernbHbIX pa3mMepoB ONTOBbIX HapbaBoK npeaenbHbIX pa3MepoB PO3HUYHbIX HaabaBoK K CbaKTI/ILIeCKI/IM
OTNYCKHbIM LUeHaM, YCTaHOBJ1EHHbIM MPOU3BOANTENAMU NEKAPCTBEHHbIX NpenapaToB, Ha JlIeKapCTBEHHbIE npenapatbl, BKIOYEeHHbIEe B NepevyeHb
XNU3HEHHO HEOOXOAMMBIX Y BaXKHENLLINX NneKapCTBeHHbIX Npenapartos,

3) ocyllecTBneHne permoHanbHOro rocyaapCTtBeHHOro KOHTponA 3a npuMmeHeHneM UeH Ha nekapcTBeHHble npenapaTtbl, BKIHOYEeHHbIE B
nepevyeHb >XU3HEeHHO HEOOXOAMMBIX W BaXHEMLnx NeKapCTBEHHbIX MpenapaTtoB, OpraHu3aunammn OonTOBON TOproenn nexkapcrtBeHHbIMU
cpeacrtBamMmy, antedHbIMW  OopraHudauuamun, uHaAnBuAyanbHbIMKM - npeanpuHuMartenaMmu, wuMernwmnuMn JnuueH3n Ha d)apmaueBTquCKyro



AeATeNbHOCTb, MEAMLMHCKUMM  OpPraHu3auvsMi, UMeLWMMU JULEH3NI0 Ha dapmMaueBTUYECKYl0 AEeSTeNnbHOCTb, U MX 060COGMeHHbIMK
nogpasgeneHusamu (ambynatopusamu, penbaliepckummn 1 denbaLepcko-akyLwepckMy NyHKTaMm, LeHTpamu (oTaeneHnsaMm) obLen BpadyebHon
(cemenHomn) NpakTuKK), PacnonoXeHHbIMU B CEMbCKMX HACENEHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHM3aumm;

(B pen. ®epepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 27.12.2019 N 475-93)

4) npuHsTUE peLleHns o6 ncnonb3oBaHUM Ha TeppuTopum cybobekTa Poccuiickon degepaumnm Hapsay ¢ peLentamm Ha NekapcTBEHHbIE
npenaparbl, 0POPMIEHHLIMM Ha OyMaXXHOM HOCUTENe, PeLernToB Ha NeKkapCTBEHHble nmpenapaTbl, choOpMUPOBAHHBIX B (hOPME 3MEKTPOHHbIX
AOKYMEHTOB.

(n. 4 BBegeH ®enepanbHbIM 3akoHOM OT 29.07.2017 N 242-93)

Maea 3. FTOCYQAPCTBEHHAA ®APMAKOIMEA
Crtartbsa 7. PaspaboTtka u usgaHue rocynapcrBeHHon cpapmakonem, pasmellieHue AaHHbIX O Her
1. MNopg rocynapcTeeHHoM dhapMakoneei NOHUMaeTCsi cBof 06LLMX hapMakonenHbIX cTaTel U hapMakornemnHbIX cTaTen.

2. PaspaboTka o6Lmx hapmakonenHbix cTaTeil u hapMakonerHbiX cTaTel, B TOM Yucre hapMakonerHbix ctaTen Ha chapmakonenHble
cTaHOapTHble 06pasLbl, U BKIMOYEHNE UX B FOCYAApCTBEHHYHO hapMakomner OCyLLECTBSIOTCS B NOpsiAKe, YCTAHOBIIEHHOM YMNOMHOMOYEHHBIM
denepanbHbIM OpraHoM UCMOMHUTENBHON BMacTy.

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

3. Paspabotka capmakonenHol cTaTby Ha pedepeHTHbIN NeKkapCTBEHHbIM npenapaT W BKMIOYEHWE ee B T[OCyAapPCTBEHHYH
dapmakoneto B Te4eHWe cpoka AENCTBUS 3aLLUTbl UCKIYUTENBHOMO Npaea, YAOCTOBEPEHHOMO NaTeHTOM Ha pedepeHTHbIN NeKkapCTBEeHHbIN
npenapar, OCYLLECTBIIAOTCS C Cornacusi ero paspabotyuka.

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

4. TocygapcTBeHHas hapmakones W3gaeTcs YnonHOMOYEHHbIM dedepanbHbiM OpraHoM MUCMONHWUTENbHOW BRAcTW 3a CYET CPeacTB
denepanbHOro 6roaxeTa 1 NOANEXUT NepensfaHsaM He pexe YeM OMH pa3s B NATb NET, B Nepyof Mexay KOTOPbIMU U3AaTCA MPUMOXEHUS K
rocyaapcTBeHHOW dhapmakonee, copepxaiuve oblme dapmakonedHble cTatbl W (Mnn) dapmakoneviHble cTaTbW, YTBepXAeHHble nocne
M3[aHWsa v nepensgaHns rocyaapcTBeHHON dapmakonen.

5. YnonHomouyeHHbI eaepanbHbIil OpraH MWCMOMHUTENbLHON BRacTM pasMmellaer [aHHble O roCyAapCTBEHHOW dapmakonee W
NPUIOXEHUsIX K He Ha CBOeM odmumanbHOM cante B cetu "MHTepHeT" B yCTaHOBMEHHOM UM Nnopsiake.

Maea 4. TIMUEH3UPOBAHUE NPOU3BOAOCTBA NNIEKAPCTBEHHbLIX CPEOCTB
N ®APMALEEBTUMECKOW OEATENbHOCTU, TOCYOAPCTBEHHbIV KOHTPONb
(HAQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pea. ®egepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Crtartbsa 8. nI/ILIeH3VIpOBaHI/Ie npou3BoACTBa JieKapCTBEeHHbIX CpeacTB U d)apMaLleBTM‘leCKOﬁl AeATeNbHOCTU

1. NnueHsnpoBaHue NPoM3BOACTBA NEKAapPCTBEHHbIX CPEACTB U hapMaLeBTUYECKON AeATENbHOCTU OCYLLECTBIISIETCA B COOTBETCTBUM C
3akoHopartenbcTBoM Poccuiickon ®egepauum.

2. O6szaTenbHbIM ycnosuemMm npenocrtasfieHnUa nULUEeH3Mn Ha Npou3BOACTBO J1€KapCTBEHHbIX CpPeAcCTB ABMAETCA MNPUNOXeHne K
3adABMEHUID conckaTtensa nuueH3nn nepeyHa nekapcrBeHHbIX (bOpM n (I/IJ'II/I) BMOoB cbapmaueBTquCKmx CyGCTaHLl,I/IVI, KOTOpble npoun3BoanuTesb
NeKapCTBeHHbIX CpeacTB HaMepeH Npoun3BoOAUTb.

3. B cnyyae HeobxoguMOCTV pacLuMpeHVst MPOU3BOACTBA JIeKapCTBEHHbIX CPEACTB 3@ CHET HOBbIX NEKapCTBEHHbIX hopM u BUAOB
dapmaLeBTUHECKMX CyBCTaHLMIN NPOU3BOANTENb NEKAapPCTBEHHbIX CPEeACTB AOMKEH NoAaTh B MULIEH3NPYIOLMIA OpraH 3asiBfieHne O BHECEHUU
N3MeHeHUIA B peecTp NULEH3NIA Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB.

(B pen. ®epepanbHbix 3akoHoB oT 02.08.2019 N 297-d3, ot 11.06.2021 N 170-93)

4. NnueH3nsa Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB (hapMaLeBTMYeCcKo cybcTaHUmMM cnnpTa STUMOBOIO (3TaHona) BbliAaeTcs npu
YCMOBUN HaMWM4Ms y OpraHnsauuMm Ha mnpaBe COOCTBEHHOCTW, XO3AWCTBEHHOIO BeAEHWS WM OMnepaTVBHOMO YMpaBMeHUS OCHOBHOIO
TexHonornyeckoro obopyaoBaHWA AN MPOM3BOACTBA 3TWUNOBOMO  CMMPTa, 3apervcTpUpoBaHHOTO B COOTBETCTBMM CO cTaTben 14.1
depnepanbHoro 3akoHa ot 22 Hosi6pst 1995 roga N 171-d3 "O rocyaapcTBeHHOM perynMpoBaHUMKM NPOM3BOACTBa M 06opoTa 3TUIOBOrO CnupTa,
ankoronbHOW U CNNPTOCOAEPKaLLen NpoayKumMn 1 06 orpaHnyeHnn NoTpebneHus (pacnuTns) ankoronbHOW NPOAyKUMn".

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

Cratbs 8.1. OcCOGEHHOCTM NULIEH3MPOBaHUA NPOM3BOACTBA NEKAPCTBEHHbIX CpeAcTB (hapmaLieBTMYECKOW cy6CcTaHLMu cnupTta
3TUNoBoOro (3taHona)
(BBegeHa depneparnbHbIM 3akoHOM OT 27.12.2019 N 481-93)

1. [ewcTBne nNULUEH3NM Ha MPOW3BOACTBO fleKapCTBEHHbIX CPEACTB (hapmaueBTMHecKol cybCcTaHuMM cnupTa 3TWNOBOMO (dTaHona)
npyvocTaHaBnNMBaeTCs B 4YacTW MpaBa Ha MNPOM3BOACTBO (papmaLeBTMYeCcKOW cybCTaHuMM cnvpTa 3TUMOBOrO (3TaHona) NuUeH3NpyoWwmumM
OpraHoM B cry4asix, onpefeneHHbix ctatben 20 ®enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUM OTAENbHbIX BUAOB
AesTenbHOCTM", @ Takke Ha CPOK MPUOCTaHOBMEHUS [OEWCTBUA NULEH3UMW Ha NPOM3BOACTBO STUMOBOrO ChMpTa AMS NPOVM3BOACTBA
(hapmaLeBTUYeCKON cybCcTaHUMM cnvpTa STUIOBOTO (3TaHona), BblAaHHOW B COOTBETCTBUM ¢ PefepanbHbIM 3akoHOM OT 22 Hosibpst 1995 roga N
171-®3 "O rocyaapCTBEHHOM perynvMpoBaH/in MPOU3BOACTBa 1 060poTa 3TUMOBOMO CNPTA, anKorofibHOW U CNMPTOCOAEPXKALLEn NpoayKumMmn 1
06 orpaHuyeHun NoTpebneHns (pacnuTus) ankoronbHoM npogykummn®.

2. [lercTBME NMUUEH3NM Ha MPOM3BOACTBO NEKAapCTBEHHbIX CPeAcTB (chapmaueBTnyeckon cybcTaHumMm cnupTa STUMOBOrO (3TaHona) B
YacTu npaBa Ha MPOU3BOACTBO (hapMaLeBTU4ecKoW cybcTaHuMmu cnupTa STUMOBOro (3TaHona) NpekpallaeTcsl NULEH3NPYOLWMM OpraHoM B
cnyyasix, onpegeneHHblx cratbent 20 ®degepanbHoro 3akoHa oT 4 masa 2011 roga N 99-®3 "O nuueH3anpoBaHuMM OTAENbHbIX BUOOB
peaTtenbHocTM", a TakKke C [aTbl NPEKpalleHWst WM aHHYNMpOBaHUS OEWCTBMS JUUEH3WM Ha NPOM3BOACTBO ITWUMOBOrO CnvpTa Ans
Npou3BOACTBa (hapmaLleBTUYECKon cybCcTaHUuMM cnvpTa 3TWMOBOro (3TaHomna), BblAaHHOW B COOTBETCTBUMM ¢ PefepanbHbIM 3aKOHOM OT 22



Hosbpss 1995 rogpa N 171-®3 "O rocyaapCTBEHHOM perynupoBaHWM Npou3BoAcTBa M obopoTa ISTUMOBOrO CNMPTA, ankorofbHOM W
cnupTocoaepKaLle npoaykumm 1 ob orpaHnyeHnn notpebneHns (pacnuTus) ankoronbHOW NPoAyKUMn".

KoHcynbraHTtlntoc: npymeyaHuve.
Ct. 8.2 Ha TeppuTopusix [oHeukon HapogHon Pecny6nuku, JlyraHckonm HapogHow Pecny6nvku, 3anopoxckon obnacti, XepCOoHCKON
obnactu npumensietcs ¢ 01.09.2024 (d3 ot 04.08.2023 N 428-$3).

Crtatba 8.2. Ocob6eHHOCTN NUUEH3npoBaHusA dapMaLeBTU4eCKON AeATENbHOCTM B YacTU OCYLUECTBNEHUA ONTOBOM TOProBnv
rieKapcTBEHHbIMU cpeAcTBaMMU
(BBeneHa dPepepanbHbiM 3akoHoM oT 04.08.2023 N 428-$3)

1. [HevictBne nuueH3Mn Ha apMaueBTUYECKY0 OeATEeNbHOCTb B 4acTWM OCYLLECTBIIEHUS OMTOBOW TOPrOBNM J€KapCTBEHHbIMU
CpeacTBaMu ANnst MEAMLMHCKOrO NPUMEHEHWs NpekpaLlaeTcs NULEH3NPYIOLLMM OpraHoM B Cryyasix, onpeaeneHHblx ctatbei 20 ®egepansHoro
3akoHa ot 4 masi 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENMbHLIX BUAOB AEATENbHOCTU", @ TakkKe MO PELLEHUO NIULIEH3MPYIOLLEro opraHa,
NPUHSATOMY B COOTBETCTBMM C HacTOsILLEeN yacTbio. B cnyyae BbiSiBNEHWS Npy OCyLLECTBREHMM hedepanbHOro rocyaapCTBEHHOIO KOHTPONS
(Hapsopa) B cdpepe obpalleHUsi neKkapCTBEHHbIX CPEACTB HapyLUeHUs OpraHvM3auvelnt ONnTOBOW TOProBMM feKapCTBEHHbIMU CpeacTBaMu
TpeboBaHui yacten 1 - 3 ctatbn 53 HacTosiwero PegepanbHOro 3akoHa AeMCTBUE MULEH3UN Ha hapMaLeBTUYECKYIO AEATeNbHOCTb B YacTu
OCYLLECTBMNEHNSI OMNTOBOW TOProBMM feKapCTBEHHbIMW CPEACTBaMU AN MEAWLMHCKOTO MPUMEHEHMS NMPUOCTaHABMNMBAETCA B TeYEHWE OecATU
paboumMx [OHeW CO [HS BbISIBMEHWSI YKa3aHHOro HapyweHus. [eincTBue nuueH3uM Ha dapMaueBTUYecKylo [esTenbHOCTb B 4acTi
OCYLLECTBMEHUS] OMNTOBOW TOPrOBMNW NEKAPCTBEHHLIMWU CPEACTBAMMU [l MEQULIMHCKOTO MPUMEHEHUSI MPUOCTaHaBIMBAETCH Ha CPOK, KOTOPbIV
onpegensieTcsa NUUEH3VPYOLWUM OpraHoM (HO He MeHee YeM Ha OAWH MecsiL), MO UCTEYEHMU KOTOPOro AENCTBME AaHHON NULEH3UN NOONEXNT
NpeKkpaLLeHnio Ha OCHOBaHWUM PeLLEHUsI NULEH3VPYIOLLIETO OpraHa, 3a UCKIKYEHNEM Ccryyasl, yKasaHHOro B YacTu 2 HacTosILLEN cTaTbu.

2. [levictBue nuueH3MM Ha apMaueBTUYECKYI0 AeSTeNbHOCTb B 4acTW OCYLUECTBMEHUS OMTOBOW TOPrOBMM reKapCTBEHHbIMU
cpeAcTBaMu ANs MeAMLIMHCKOTO NPUMEHEHWs, AeNCTBME KOTOPOW NPUOCTaHOBNEHO B COOTBETCTBMM C YacTblo 1 HACTOsLe CTaTby, NOANEXUT
BO30OHOBMNEHUIO B Cryyae, ecnv B nepuog NpuOCTaHOBMEHUS OEeNCTBUS OAHHOW NULEH3MM B pamkax gocyaebHoro obxanoBaHusi pelueHue
KOHTPONbHOro (HaA30pHOro) OopraHa B 4acTu BbISIBIIEHHOTO HapylleHns TpeboBaHuii YacTten 1 - 3 ctatbn 53 HacToswero ®efepanbHOro 3akoHa
OTMeHeHo. B ykasaHHOM crnyyae AencTBME NMULEH3MM Ha hapMaLeBTU4ECKyl AeATenbHOCTb B YacTW OCYLLECTBIIEHUS OMTOBOW TOProBMv
neKkapcTBEHHbIMW cpeAcTBaMU ANsi MEAULIMHCKOTO MPUMEHeHUs1 BO30OHOBNSIETCA He No3aHee ofHoro paboyero AHSA CO OHS OTMEHbl peLleHus
KOHTPONBbHOrO (HaA30PHOrO) OpraHa.

Crtatba 9. locynapcTBeHHbIN KOHTPONb (Hap3op) B cchepe obpaLleHUs neKkapCTBEHHbIX CPeACTB
(8 pea. ®egepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. FocyoapcTBEHHbBIN KOHTPONb (Haa3op) B chepe obpalleHnst nekapCTBEHHbIX CPeACTB OCYLLECTBASIETCA NOCPEeACTBOM hedepanbHoro
rocyAapCTBEHHOrO KOHTpons (Haasopa) B cdepe obpalleHnst NekapcTBEeHHbIX CPeAcTB U deaepanbHOro rocyAapCTBEHHOMO NULEH3NOHHOTO
KOHTpONS AeATEenbHOCTU MO NPOW3BOACTBY NleKapCTBEHHbIX CPEACTB, OCYLLEeCTBMsAeMbIX dedepanbHbiMW OpraHaMn UCMOMHUTENbHOW BNacTu,
ynonHoMoueHHbIMu MpaBuTenbcTBoM Poccunckon ®egepaumu.

2. MNpeameToM heaepanbHOro rocyaapcTBEHHOMO KOHTPONs (Haasopa) B cdepe obpallieHns NiekapCTBEHHbIX CPELCTB SBMSIOTCS:
1) cobniogeHne obasatenbHbIX TpeboBaHU B chepe obpalLeHNs NekapCTBEHHbIX CPEeACTB, B TOM YnNChe:

a) TpeboBaHWii K OOKMUHWYECKMM WCCMEdOBaHUAM IeKapCTBEHHbIX CPEACTB, KIMHUYECKMM WCCIEAOBaHWUSAM NEeKapCTBEHHbIX
npenapatoB, M3rOTOBSIEHWIO, XPaHeHWo, nNepeBo3ke, BBO3y B Poccuickylo depepaumio, OTMYCKy, peanusauuu, nepepade, npopaxe
NEeKapCTBEHHbIX  CPEACTB, MPUMEHEHWIO  NEKapCTBEHHbIX MPEenapatoB, YHUYTOXKEHWIO NEeKapCTBEHHbIX CPEACTB,  YCTaHOBMEHMIO
NPOV3BOAUTENSAMM JIEKAPCTBEHHBLIX MPenapaToB LieH Ha NeKapcTBEHHble Mpenaparbl, BKMIOYEHHbIe B MepeyeHb XU3HEHHO HEeoBXOaUMbIX M
BaXKHEMLINX NeKapCTBEHHbIX Mpenaparos;

6) TpeboBaHWI K COOTBETCTBMIO NIEKAPCTBEHHbIX CPEACTB, HAXOAALWMXCA B OoOpalleHun, nokasatensMm kadectBa, 3deKTUBHOCTU ©
6e3onacHoOCTH, YyCTaHOBMEHHbBIM B COOTBETCTBUM C HacToswmm PegeparnbHbiM 3aKOHOM;

B) TpeboBaHu Kk cobnogeHuto cybbekTamy obpalleHus NekapcTBEHHbIX CPeacTB, YKasaHHbIX B 4Yactu 1 ctatbu 67.1 HacTosiwero
denepanbHOro 3akoHa, OrpaHUYeHun, Hanaraemblix ctatesmm 67.1 1 67.2 HacToswero ®PegepanbHOro 3aKoHa;

2) cobntofeHne NUUEH3NOHHbIX TpeboBaHMIA K OCYLLECTBEHUIO (hapMaLeBTUYECKON AeATENbHOCTY;

3) cobniogeHne TpeboBaHWIn K NpeaocTaBneHnio cybbekTamn obpalleHns NekapCTBeHHbIX CpeacTB MHAOPMaLUM O NeKkapCTBEHHbIX
cpeacTBax v (Mnun) nekapcTBeHHbIX NpenapaTax, npegycMoTpeHHon ctatbsimmn 9.1, 52.1, 52.2 n 64 HacToswero degepanbHOro 3akoHa;
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbraHTlntoc: npymeyaHuve.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaeT cuny ($3 ot 20.10.2022 N 405-$3).

4) cobntogeHne NpedycMOTPeHHbIX cTatbeln 55.1 HacTosiwero degepanbHoro 3akoHa TpeboBaHWA K NPOBEOEHMIO 3KCMEPMMEHTa Mo
OCYLLECTBMNEHWNIO PO3HNYHOW TOProBMM JleKapCTBEHHbIMW Mpenapatamu ANs MeAWLMHCKOTO MPUMEHEHUs, OTNycKaeMbIMW MO peuenTy Ha
riekapCTBeHHbIN npenapat, ANCTaHLMOHHBLIM CrIocoboMm.

(n. 4 BBegeH PepnepanbHbiM 3akoHoM oT 20.10.2022 N 405-D3)

2.1. B uensx obecnevyeHns rocyaapcTBEHHOrO KOHTpons (Haasopa) B cdepe obpalleHns nekapcTBeHHbIX CPeACTB dheaepanbHbli opraH
UCMOSTHNTENBbHON BMacTW, OCYLLECTBSIOWMA FOCYAAPCTBEHHYIO PerncTpaumio nekapcTBeHHbIX npenapaToB, NpefocTaBnseT dedepanbHOMY
opraHy UCMOMHUTENLHOW BNACTW, OCYLLECTBAsOLWEMY yHKLMM NO KOHTPOIMIO U Hafa30py B cdepe 3ApaBOOXpaHeHWs), No ero 3anpocy B pamkax
MEXBEAOMCTBEHHOTO  MH(MOPMALMOHHOTO  B3aUMOAENCTBUS B MOPsSAKe, YCTAHOBNEHHOM  yKasaHHbIMW  dedepanbHbiMU - OpraHamu
UCMOSHNTENBbHON BRacTW, Crneayioline CBeAeHUst O NeKapCTBEeHHbIX CPeAcTBax, B TOM Yuche B Cryvae, ecrnv Takme CBedeHWs COCTaBnsioT



KOMMEpPYECKYIO TalHy:
1) cBegeHus 0 hapmMaLeBTUYECKOW CyOCTaHLMK:
a) HavmeHoBaHKe hapMaLeBTUYeckon cybcTaHLmK, ee CTPYKTypa, obLMe CBONCTBA;
0) HanMeHoBaHWe 1 agpec NPOU3BOAUTENS;
B) CBOMCTBA M CTPYKTypa AeNCTBYOLLNX BELLECTB;
r) XapakTepuctuka npumecen;
A) cneumdukaumsa Ha hapmaLleBTUYecKyto CybeTaHLmio u ee 060CHOBaHWE;
€) aHanuTu4eckne MeToaMKMU, UCNOSb3yemble NpY OCYLLECTBIIEHUM KOHTPONS kadecTBa (hapMaLeBTUYeckon cybcTaHumu;
X) pe3ynbraThl aHanv3oB cepuii hapmaLieBTUHecKon cybecTaHumu;

3) nepeyeHb CTaHAapTHbIX 0Opa3sLOB MMM BELECTB, UCMOMb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOMS KavyecTBa chapMaueBTUYeCcKoi
cybcTaHumm;

1) onMcaHue xapakTepuCTUK 1 CBOWCTB YNakoBOYHbIX MaTepuarnoB U YKYNOPOYHbIX CPEACTB;

K) AaHHble 0 CTabunbHOCTU hapMaLeBTUYECKON cybcTaHumK;

) CPOK FOAHOCTH;

2) cBeOeHUs 0 NekapCTBEHHOM Mpenapare A5s MEAULMHCKOIO NPUMEHEHUS:

a) onucaHue 1 cocTaB NekapCTBEHHOMO nNpenapaTa Anst MeaULIMHCKOTO NPUMEHEHNS;

6) onucaHve cdapmaveBTuyeckoln pa3paboTku (06ocHoBaHMe BbiGopa cocTaBa, NEPBMYHON YNaKOBKK);

B) HanMmeHoBaHWe 1 agpec MecTta OCyuwleCTBleHUA npou3BoACTBaA JNeKapCTBEHHOro npenapara gnda MeguunHCKOro npuMeHeHusa (B
Crniyvae Hanm4yma HeCKoJbKMX yH4aCTHUKOB npouecca npon3BoacTea HeobxoanMmo YyKa3aTb HauMeHOBaHWe U afgpec Kaxxaoro na HVIX);

r) MMKpoGronornyeckne xapakTepUCTUKY;

[l) OnMcaHue XxapaKTepUCTUK 1 CBOWCTB YNaKOBOYHbLIX MaTEpPUanoB U YKYNOPOYHbIX CPEACTB;

e) Tpe6GoBaHWs K Ka4eCTBY BCMOMOraTenbHbIX BELLECTB;

) aHanUMTU4YeCKNe METOAMKM, UCTONb3YeMbIe NPU OCYLLECTBIEHUN KOHTPOMNS Ka4yecTBa BCMOMOraTesbHbIX BELLECTB;
3) cBeAEHMSI 06 UCMONb30BaHNN BCMIOMOTraTeNbHbIX BELLECTB YENIOBEYECKOIO U XXUBOTHOTO NPOUCXOXKAEHWS;

1) cBefeHust 06 NCMoNb30BaHWUM HOBBIX BCOMOraTenbHbIX BELLECTB;

K) TpeboBaHMsi K KadyecTBy IeKapCTBEHHOTO rMpenaparta [Onf MEeOULMHCKOrO NpUMEHeHust (cepTudmkar, creumdukaumus Ha
nekapcTBeHHbIN npenapart v nx 06ocHoBaHKe);

J'I) aHanuTn4eckne MeToaunku, ucnosnb3yemMbie Nnpu OCyLeCTBNEeHUN KOHTPOMA KadeCcTBa JIeKapCTBEHHOro npenaparta anda MmeguumHCKoro
npuMeHeHuns,

M) pe3ynbTaTthl aHanM30B Cepuii NTeKkapCTBEHHOTO npenapara Ans MEAVLMHCKOTO MPUMEHEHUS;
H) XapakTepuctuka npumecen;

0) nepevyeHb CTaHAapPTHbIX 06p33LI,OB, ncnonb3dyemMmbliX Npu OCyLLeCTBIEHUU KOHTPONA KayecTBa JIeKapCTBEHHOro npenaparta aAnAa
MeONUUHCKOro NnpuMeHeHus;

n) AaHHble 0 CTabWMbHOCTU NeKapCTBEHHOro npenaparta Ans MeAMLMHCKOTo NMPUMEHEHUS;
3) OTYETbl O AOKIIMHUYECKMX UCCIEeA0BaHUSX;

4) OTYETbI O KMMHNYECKUX NCCNEAOBAHNAX;

5) macTep-cann cuctemsl hapmakoHaa3opa;

6) NnaH ynpasneHns puckamu.
(4acTb 2.1 BBeaeHa PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

3. MNpu ocyuwecTerneHnn cenepanbHOrO rocyaapCTBEHHOrO KOHTponsi (Haasopa) B cdepe obpalleHust NekapCTBEHHbIX CPeacTB
NpoBOASATCA creayloLme Buabl KOHTPOMbHBIX (HAA30PHBIX) MEPONPUATUI:

1) BOKyMeHTapHasi NPOBEPKa;
2) Bble3gHasi NPOBEPKa;

3) BbIGOPOYHbIN KOHTPOSIb KayecTsa;



4) KOHTPOIbHAas 3aKyrka;
5) MHCMEKLUMOHHbIN BU3NT;
6) HabnoaeHve 3a cobnofeHeM obasaTenbHbIX TpeboBaHUA (MOHUTOPUHT GezonacHocT) (dapmakoHaasop).

4. OpraHusaums U OcyllecTBneHne deneparnbHOro rocy4apCTBEHHOMO KOHTponsi (Hagsopa) B cdepe obpalleHusi NeKkapCTBEHHbIX
cpeacTB perynupytotcs PefepanbHbiM 3akoHoM oT 31 uions 2020 roga N 248-93 "O rocygapcTBEHHOM KOHTpore (Haasope) U MyHULMnansHOM
KoHTpone B Poccuickon ®egepauun”.

5. BHennaHoBbIN Bbl60p0‘-|HbIl7I KOHTPOIb Ka4YecTBa NpoBOAUTCA B TOM YMCIe Ha OCHOBaHUKM NporpamMmmbl NPOBEPOK.

6. MNnaHoBbIV BEIOGOPOYHBIV KOHTPOb Ka4ecTBa He MPOBOAUTCS.

KoHcynberaHTlntoc: npymeyaHuve.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOcATCA nameHeHus (P3 ot 30.01.2024 N 1-d3). Cm. ByayLLyo pegakumio.

7. Mo pe3ynsratam BbIGOPOYHOrO KOHTPONS KavyecTBa Hapsgy C pelleHusMU, NpeaycMoTpeHHbIMn PenepanbHbiM 3akoHOM OT 31 utons
2020 roga N 248-93 "O rocyaapCTBeHHOM KOHTporne (Hagsope) U MyHuuunanbHoMm KoHTpone B Poccuiickon ®depepaunun”, denepanbHbIMy
opraHamMu UCMOMHUTENbBHON BRACTU, YNOMHOMOYEHHLIMM Ha OCYLUECTBMEHWE BbIGOPOYHOTO KOHTPOMS KayecTBa, MPUHUMAtOTCS criegyrolue
peLueHus:

1) 0 panbHenweM rpaxxaaHckoM o6opoTe cepum, NapTUM COOTBETCTBYIOLLETO NEKAPCTBEHHOTO CPEACTBA B Cry4Yae MOATBEPXAEHUS MO
pesyrnbraTtam NpoBeAeHHbIX UCTbITaHUIA COOTBETCTBUS Ka4yecTBa NeKapCTBEHHOMO CPeACTBa YCTaHOBNEHHbIM TpeboBaHWsM;

2) 06 u3bATUM U3 rpaxagaHckoro obopoTa cepuu, NapTUM COOTBETCTBYHOLLErO NEKApCTBEHHOTO CPeACTBa B Cryvae BbISIBNEHWS MO
pesyrbratam NpoBeeHHbIX UCMbITaHUA HECOOTBETCTBUS Ka4yecTBa NeKapCTBEHHOMO CPeACTBa YCTaHOBINEHHBIM TpeboBaHWsM;

3) 0 nepeBode NeKapCTBEHHOrO CpeAcTBa Ha MOCEPWIMHBIA BbIOOPOYHBIN KOHTPOMb KayecTBa NeKapCTBEHHbIX CPEeACTB B Criyyae
NMOBTOPHOTO BbISIBIIEHNST HECOOTBETCTBMSA KayecTBa 1EeKapCTBEHHOr0 CpeAcTBa YCTaHOBIEHHbIM TpeboBaHuaM u (Mpy HeobxogumocTu) o
npoeepke cybbekTa obpalleHus nekapcTBeHHbIX CPeAcTB. Pacxodbl, CBA3aHHble C NpoBedeHUeM MOCEepPUMHOro BbIGOPOYHOTO KOHTPOMS,
onnaynBaloTCA Npov3BoAMTeneM fekapcTBEHHOro cpeacTtBa Nnubo AepxatenemM wnv BnagenbueM pervcTpauvoHHOro  YAOCTOBEpPEHUS
nekapcTBEeHHOro npenapara.

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 4. 7 cT. 9 pononHsetca n. 4 (®3 or 30.01.2024 N 1-$3). Cm. ByayLuyto pegakumio.

8. d)euepaanbu?l Focy,D,apCTBeHHbIIZ JINUEH3NOHHbIN KOHTPONb AOeATeNlbHOCTU MO NpPOU3BOACTBY J1€KapCTBEHHbIX CpeacTB
OCYyLLEeCTBIIAETCA B COOTBETCTBMU C 3aKOHOAATEIbCTBOM Poccwuiickon Cbe,qepau,mm.

Crtartbs 9.1. lporpamma npoBepok
(BBeneHa dPepepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. B uensix opraH13aumm BbIGOPOYHOTO KOHTPOSS Ka4ecTBa NeKapCTBEHHbIX CPEACTB (hOPMUPYETCS MporpaMma NpoBEPOK.

2. Ans uenen peanusaumy nNporpammMbl NPOBEPOK NMPOU3BOAMTENMN JIEKAPCTBEHHLIX CPEACTB M OpraHv3aluu, OCYLLECTBRSIOLE BBO3
nekapcTBeHHbIX cpeacTs B Poccuiickyto deaepaumio, NpeaocTasnsioT B OTHOLEHUWN NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NpUMeHEHNs
B YMONMHOMOYEHHbIN bedepanbHblii OpraH WCMONMHUTENbHOW BIACTW, OCYLUECTBRSIOWMA (DYHKUMM MO KOHTPOM U Haasopy B cdepe
30paBOOXPAHEHUS!, B OTHOLUEHUM IIeKapCTBEHHbIX CPEACTB [Ansi BETEPUHAPHOrO MPUMEHEHWSI B YMOINHOMOYEHHbIN dedeparbHbIi opraH
WCMONHUTENbHOW BNacTW, OCYLUEeCTBRSAOWMIA (YHKUMM MO KOHTPOM W Haasopy B cdepe obpalleHust NekapCTBeHHbIX cpeacTB Anst
BETEPVHAPHOIO MPUMEHEHWUS!, CBEAEHUSI O CEPUSIX, MapTUSX NEKapCTBEHHbIX CPEACTB, MOCTYNaloLWMX B rpaxaaHckuii obopot B Poccuiickoi
denepaumn, B Nopsigke, COCTaBe U 0GbEME, YCTAHOBIIEHHbIX YKa3aHHbIMW efeparibHbIMU OpraHaMu UCMONHUTENBHOW BNacTi B OTHOLLEHWUU
NEeKapCTBEHHbIX CPEACTB ANs MEOULMHCKOTO MPUMEHEHUS M B OTHOLUEHWM JIeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOTO MpPUMEHEHUSI
COOTBETCTBEHHO.

3. MNporpamma npoBepok POPMUPYETCH Ha KaneHZapHbIn rog B cpok Ao 30 aekabps roga, NpeALecTByOLWero rogy npoBeaeHus
BbIGOPOYHOrO KOHTPONS.

4. B cnyyae HacTynneHust cobbITuiA, yKasaHHbIX B nofdnyHkTax "6" u "B" nyHkTa 2 yactu 6 HacTosieln cratbu, dedeparnbHbiM OpraHoM
UCMOMHUTENBbHON BNacTW, OCYLLECTBASIOWMM (YHKUMM MO KOHTPOMIO W Hags3opy B cdepe 34paBoOXpaHeHus, dedeparnbHbiM opraHom
UCMOMHUTENBbHON BNAacT, OCYLLECTBASOWMM YHKUMM NO KOHTPOMIO W Haasopy B cdepe obpalleHns nekapcTBEHHbIX CpeacTs Ans
BETEPUHAPHOIO NPUMEHEHWS, NPU HEO0BXOANMOCTM BHOCATCA COOTBETCTBYIOLLME U3MEHEHUS B MPOrpaMMy NpoBEPOK.

5. B nporpammy nNpoBEPOK MOryT BKIOYATbCA MEPOMPUSTUSI C YH4ETOM HapYLUEHWI, BbISIBNIEHHbIX B PAMKaX KOHTPOSbHbIX (HaA30PHbIX)
MeponpuUATUA 3a NpeablayLUA KaneHaapHbIv roa.

6. MNporpamma nNpoBepoK CoAepXuT:

1) nepeyeHb nekapcTBEHHbIX CcpeacTB, oT6op 06pa3uoB KOTOPbIX OydeT OCyLecTBNSATLCA B pamkax BbIOOPOYHOrO KOHTPONS,
hOpMMPYEMBIN C Y4ETOM pesynbTaToB rocyAapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHns nekapCTBeHHbIX CPEACTB 3a KaneHaapHbIn
rof, NpeALIecTBYIOLLMIA roay NpoBeAeHNs BbIGOPOYHOro KOHTPONS;

2) ykasaHue Ha cobblTue, HacTynneHne KOTOPOro SIBMSIETCS OCHOBAHWEM NS OCYLLECTBIEHNS BbIGOPOYHOrO KOHTPONS:

a) nony4yeHue CBefeHWIn, npeacTaBnsemblX B COCTaBe U obbeme, YCTaHOBJEHHbIX deaepanbHbIM OPraHOM WUCMOMHUTENBHOW BNacTH,



OCYLLECTBMALMM (DYHKLUMM MO KOHTPOMIO M HaA3opy B cdepe 3ApaBooXpaHeHusi, defdepanbHbIM OPraHoM MCMOMHUTENBHOW BNacTw,
OCYLLECTBMSALWMM (DYHKLUMU MO KOHTPOMO U Haasopy B cdepe obpalleHusi nekapCTBEHHbIX CPeACTB AN BeTEepPUHApHOro NpUMeHeHus, o
cepusix, NapTUsX NekapcTBEHHbIX CPEACTB, NOCTyMNalLWmX B rpaxaaHckuii o6opot B Poccuiickon defepaumm, ykazaHHbIX B MyHKTe 1 HacTosiLew
4YacTu, OpraHuMsauMsMu, OCYLLECTBASIOWMMMU MPOM3BOACTBO NeKapCTBEHHbIX CpeacTB B Poccuiickon ®Pepepaumn v BBO3 NEKapCTBEHHbIX
cpeacTB B Poccuiickyto ®egepauuio, 3a UCKIIOYEHWEM CEPUI UMW NapTUIA NeKapCTBEHHbIX NpenapaToB, ykasaHHbIX B yactu 4 ctatbu 52.1 n
Yactun 6 ctatbn 52.2 HacTosiwero defepanbHOro 3akoHa;

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-93)

6) nony4yeHne nocTynawLlen B NOpsiaKe, YCTaHOBNEHHOM cTaTbel 64 HacToswero denepanbHOro 3akoHa, MHopmauum o NoboYHbIX
AENCTBUAX, HeXenaTenbHbIX peakuUsX, Cepbe3HbIX HeXenaTenbHbIX peakunsx, HenpeaBUAEHHbIX HeXenaTernbHbIX peakunsax npyu npuMeHeHun
nekapcTBeHHbIX npenapatos, 06 MHAMBMAYaNbHOW HENepeHOCMMOCTH, OTCYTCTBUMN 3(PPEeKTUBHOCTU NEeKapCTBEHHbLIX NpenapaTtos, a Takke ob
WHBIX (hakTax n obcToATeNbCTBAX, NPeACTaBMNAIOLLMX YrPO3Y XU3HW UNK 300POBbI0 YeroBeka Nnbo XMBOTHOTO NpY NMPUMEHEHUN NeKapCTBEHHbIX
npenaparoB 1 BbISIBNIEHHbIX Ha BCeX aTanax obpalleHns nekapcTBeHHbIX npenapartoB B Poccuiickon ®epgepaumn 1 apyrux rocyaapcreax;

B) nonyyeHue B cootBeTcTBUMU ¢ PegepanbHbiM 3akoHom oT 31 mions 2020 roga N 248-®3 "O rocygapCTBEHHOM KOHTpone (Haasope) u
MyHULMNansHOM KoHTporie B Poccuiickon ®enepaumun” cBefeHnii 0 NpUYMHEHNM Bpeaa v ob yrpose MpUYnHEHWUst Bpeaa >KU3HU, 300POBbH0
rpaXkgaH U XMBOTHbIX.

Ctatbsa 9.2. locypapCTBeHHbI KOHTpONb (HaA3op) 3a peanusauuen opraHamu UCMNOSIHUTENbHOM BIacTu Cy6bLEeKToB
Poccuiickon ®eaepaumm nonHomouuit B cchepe obpalueHus nekapcTBeHHbIX CPeACcTB AN MeAVMLIMHCKOro NpUMeHeHus
(BBegeHa degeparnbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. TocynapcTBEHHBIV KOHTPOIb (HaA30p) 3a peanv3auuen opraHamu WCMONHWUTENbHOW BnactTn cybbekTtoB Poccuiickon Pepepauun
nonHomouui B cdepe obpalleHns NeKapcTBEHHbIX CPeACTB [Afsl MEAULMHCKOrO MPUMEHEHUs OCYLLUECTBMSIETCS  YNONHOMOYEHHbIM
MpaBuTenbcTtBoM Poccuickon ®egepanum opraHoM UCNONMHUTENBHON BNacTy.

2. MNpeameToM rocyaapcTBEHHOrO KOHTporisi (Haasopa) 3a peanusauuelt opraHamy UCMONMHUTENbHON BnacTu cybbekToB Poccuiickon
dPepepaummn nonmHomoumMn B cdepe obpalleHns NneKapCTBEHHbIX CPEeACTB ANS MedVMUMHCKOTO MpUMEHEHWs SBnseTcs cobnogeHvne
YNONMHOMOYEHHBIMW OpraHamu UCMOSTHUTENBLHON BnacTu cyGbekToB Poccuiickon Penepaummn MeToavkn yCTaHOBIIEHUSI NMpeAenbHbIX pasmepoB
OnTOBbIX HAaAbaBOK U MpefdernbHbIX Pa3MepoB PO3HWYHLIX HaAbaBOK K (DaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAMTENSMU
NleKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble Mpenaparbl, BKIIOYEHHbIE B MepeyYeHb >U3HEHHO HeoOXOAMMbBIX W BaXXHEMLMX
nekapcTBeHHbIX NpenapaTos.

3. MNpu ocywecTBneHnn rocygapCTBEHHOTO KOHTpOnsA (Hagsopa) 3a peanu3auvelt opraHamy MCMOSHUTENbHOW BRacTu CyObekToB
Poccuiickoi ®egepauimy nonHomounin B cdhepe obpallieHnst nekapcTBeHHbIX CPEACTB AN MeANLIMHCKOTO NPUMEHEHUs NPoBOASATCA criepytoLmne
BUAbl MEPOMPUSATUIA:

1) BOKYMEHTapHbIe NPOBEPKY;
2) Bble3fiHble NPOBEPKM.

4. OpraHusaumsi U OCyLLeCTBMEHWe rocyaapCTBEHHOrO KOHTpomns (Hagsopa) 3a peanusauuen opraHamu WCNOMHUTENbHON BRacTu
cybvektoB Poccuiickon Pepepaumm nonHomoumMn B cdepe oOpalleHVs NeKapCTBEHHbIX CPEeAcTB ANns MeOVUMHCKOTO MPUMEHEHUS
perynupytotca ®efnepanbHblM 3akoHOM oT 6 okTabps 1999 roga N 184-®3 "O6 o6WMX NpvHUMNAxX OpraHU3auuMmM 3akoHoAaTEenbHbIX
(NpeacTaBUTENbBHBIX) U UCMONHUTENBHBIX OPraHOB roCyAapCTBEHHOI BrnacTu cybbekToB Poccuiickont ®egepavun”.

5. MNonoxeHne o rocyaapcTBEHHOM KOHTporne (Hapg3ope) 3a peanusauumell opraHamu UCMOSHWUTENBHON BnacTu cybbekToB Poccuiickoi
denepaumn nonHomMounin B cdepe obpalleHnsi NEKapCTBEHHLIX CPEACTB AN MEAULMHCKOrO MPUMEHeHUst yTBepxaaetcs [paBUTenbCTBOM
Poccuiickon ®enepaumn.

Cratba 9.3. PermoHanbHbIM rocyfapCTBeHHbIN KOHTpPOnb (Hag30p) 3a NPUMEHEHUMEM LIEH Ha NeKapCTBeHHble npenaparbl,
BKJTIOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOAUMbIX U BaXXHEMLUUX JIeKapCTBEHHbIX NpenaparTos
(BBeneHa PepgepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PernoHanbHbI rocyAapCTBEHHbIN KOHTPOMb (HaA3op) 3a MPUMMEHEHMEM LeH Ha JleKapCTBEeHHble MpenapaTbl, BKIIOYEHHbE B
nepeyeHb XM3HEeHHO HeOOXOAMMBIX N BaXHEWLLIMX NeKapCTBEHHbIX NpenapaToB, OCYLLECTBAETCA OPraHOM UCMONMHUTENBHOW BNactTn cybbekTa
Poccuiickon denepaumm, ynonHOMOYEHHbIM BbICLLMM UCMONHUTENbHBIM OpraHoM rocyapCTBEHHOM Bnactu cyobekTa Poccuiickon ®epepaumu.

2. lNpegmeToMm pervoHanbHOTO rOCYAAPCTBEHHOrO KOHTpONs (Hagsopa) 3a MpUMMEHeHMeM LeH Ha fekapcTBeHHble npenaparsl,
BKIMIOYEHHblE B NepeyeHb XWM3HEHHO HeobXOAMMbIX WM BaXKHEMWMX IeKapCTBEHHbIX MpenapaTtoB, sBnsieTcs cobniogeHne opraHusaumnsMm
OMTOBOW TOPrOBMM JIeKapCTBEHHbIMW CPeACTBamMu, anTeYHbIMM OpraHu3aunsMu, VHAVMBUAYanNbHbIMW NPeanpuHUMaTEnsMu, MMELLMMN
NMUEH3NI0 Ha apmaLeBTUYecKylo [AesTeNbHOCTb, MEAULMHCKUMU  OpraHu3auvsMu, UMEoWMMU  MMLEH3NI0 Ha  dhapmaueBTUYeckyto
AesiTenbHOCTb, U UX 060COBGNeHHbIMU noapasfeneHunsMu (ambynatopusimu, enbalepckuMn 1 denbALepcKo-aKyLLEPCKUMU  MYyHKTaMK,
ueHTpamun (otaeneHvusMu) obuien BpayebHOM (CEeMeWHON) NPaKTWUKWM), PaCMONOXEHHbIMU B CEMNbCKUX HAaCeNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHv3aumu, Npu peanu3aummn nekapcTBeHHbIX npenapatoB TpebGOoBaHUN K MPUMEHEHUIO LieH, YPOBEHb KOTOPbIX He
[AOMKEeH NpeBbllaTb CyMMY (hakTU4ECKOW OTMYCKHOWM LieHbl, YCTaHOBIIEHHOW NpPOM3BOAMTENEM NeKapCTBEHHbIX MpenapaTtoB, U KOTOpble He
NpeBbILLAT 3aperncTprpoBaHHbIX NpeaeribHbIX OTMYCKHbIX LieH, U pa3MepoB ONTOBbIX HAA0aBOK U (MNKN) pa3MepoB PO3HUYHbIX HAAOaBOK, He
NpeBbILLAILWNX COOTBETCTBEHHO pasMepoB MpefefbHblX ONTOBbIX HaAbaBoK W (MnW) pa3MepoB NpefenbHbIX PO3HUYHBIX HafbaBoK,
yCTaHOBIEHHbIX B cyobekTe Poccuiickoin epepaumm.

3. OpraHu3aumsi u OCyLLeCTBNEHNE PErMoHanbHOro rocyAapCTBEHHOrO KOHTPONA (HaA3opa) 3a NpYMEHEHWEM LieH Ha nekapCTBEeHHble
npenapartbl, BKMOYEHHbIE B MepeveHb XW3HEHHO HeOobXOAMMbIX WM BaXHEWLUMX NekapCTBEHHbIX npenapatos, perynupylotca PepepanbHbim
3akoHom ot 31 nonst 2020 roga N 248-®3 "O rocyaapCTBEHHOM KOHTpOre (Haa3ope) U MyHuUmMnansHoM KoHTpone B Poccuiickon ®eaepaunmn”.

4. TonoxeHne O perMoHanbHOM rOCyAapCTBEHHOM KOHTpore (Hagsope) 3a MpUMEHEHVMeM LeH Ha fekapCTBeHHble npenaparhbl,
BKITHOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEMWLUMX FEeKapCTBEHHbLIX MpenapaToB, YTBEPXAAETCA BbICLLUMM MCMOMHUTENbHBIM
opraHoM rocygapcTBeHHo BrnacTu cybbekta Poccuiickon degepauum.



Crtatbs 9.4. ®epepanbHbIN rocyAapCTBEHHbIN JNIMLIEH3NOHHbIN KOHTPOSb AEATEeNbHOCTU MO NMPOU3BOACTBY FeKapCTBEHHbIX
cpeacTB
(BBeneHa PepepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®epepanbHbll  rOCYAAPCTBEHHbLIA  MULEH3UOHHBIN  KOHTPOMb  OESATENbHOCTM MO MPOM3BOACTBY JIEeKApCTBEHHbIX CpedcTB
ocyLecTBrseTcsa denepanbHbIMU OpraHaMy UCMONMHUTENBHON BNacTu, ynonHOMoYeHHbIMU MNpaBuTenscTBom Poccuickon ®epepaumm.

2. ®epgepanbHbli  rOCYAAPCTBEHHbIA  MMLUEH3UOHHBIN  KOHTPOMb  OESATENbHOCTM MO MPOM3BOACTBY JIEeKApCTBEHHbIX CpedcTB
ocyllecTBnsieTcs B cooTBeTCTBUM C DepepanbHbiM 3akoHOM oT 4 mast 2011 roga N 99-03 "O nuueH3npoBaHWM OTAEMbHbLIX BUAOB
pestenbHocTn" 1 ®egepanbHelM 3akoHoMm oT 31 mona 2020 roga N 248-93 "O rocyaapcTBEHHOM KOHTpone (Hag3ope) U MyHUUMnansHOM
KoHTpone B Poccuiickon ®egepaumn”. B pamkax deaepanbHOro rocyaapCTBEHHOMO NULEH3MOHHOIO KOHTPONS AeATenbHOCTM MO NPOM3BOACTBY
NEeKAPCTBEHHbIX CPEACTB MfIaHOBbIE KOHTPOIbHble (HaA30pHbIE) MEpPONpUSITUSE He MPOBOASITCHA, NPW 3TOM MNPOBOAUTCA MNepuoguyeckoe
NoATBEpPXKAeHNe COOTBETCTBUS NINLIEH3MATOB NMLUEH3NOHHBIM TpeboBaHusM B cooTBeTcTBUMM ¢ PeaepanbHbiM 3akoHoM oT 4 Mas 2011 roga N
99-93 "O nuueH3MpoBaHUK OTAEMNbHBLIX BUOOB AESATENBHOCTH".

Fnasa 5. PASBPABOTKA, JOKIMHUYECKUE NCCNEONOBAHUA
JNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE NCCITIEOOBAHUA
JIEKAPCTBEHHbIX NMPEMAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

CrtatbA 10. PazpaboTka nekapCcTBEeHHbIX CpeacTB

1. PaspaboTka nekapCcTBeHHbIX CpefCTB BkIoYaeT B cebsi MOUCK HOBbIX (hapMaKkonormyeckm akTMBHbIX BeLlecTs, NocneayloLlee
U3y4YeHWe WX JEKapCTBEHHbIX CBOWCTB, AOKMMHUYECKME WCCrefoBaHWs, pa3paboTKy TEXHOMNOrMiA MPOM3BOACTBA (hapMaLEeBTUHECKMX
cy6cTaHumiA, pa3paboTKy COCTaBOB M TEXHOMNOTMIA MPOU3BOACTBA NeKapCTBEHHbIX NpenaparTos.

2. dyHaHcoBOe obecnevyeHne paspaboTkN NEKaPCTBEHHbIX CPEACTB OCYLLECTBMSETCS 3a CHET:
1) cpencTB cbeaepanbHoro broaxeta;
2) cpencTB pa3paboTyYnKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeacTB npousBoaMTEnell NeKapCTBEHHLIX CPEACTB MPU BbLIMOMIHEHUM HAYYHO-WUCCMEAOBATENbCKMX PaboT Mo [AOroBopy Mexay
pa3paboTyYMKOM NeKkapCTBEHHbIX CPEACTB U NPOV3BOAMTENEM NIEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenscTBoM Poccuinckon ®egepauum MCTOYHUKOB.
3. MNpaea pa3paboTunka nekapcTBEHHOrO CPEACTBA OXPaAHSIIOTCA rpaX4aHCKMM 3aKOHOL4aTeNlbCTBOM.
Crtartbsa 11. [JoknnHMYecKoe uccriegoBaHue JiekapCTBEHHOro cpeAcTBa AN MeAULIMHCKOTO NPUMeHeHust

1. ﬂOKJ’IVIHVI‘-IeCKOB nccnenoBaHMe nekapcTtBeHHOro cpenctsa And MeOUUMHCKOro npumMeHeHua npoBoAUTCA nyTeM MNpUMeEeHEeHUs
Hay4HbIX METOOO0B OLIEHOK B LUendax nonyvyeHna goKkasaTenbCcTB ©e3onacHoCcTu, KavyecTBa u 3q)d)eKTVIBHOCTI/I NeKapcTBeHHOro cpeacrtea.

2. [oknuHu4eckoe uccregoBaHWe NEeKapCTBEHHOrO CpefacTBa AN MeAWMUMHCKOTO MPUMEHEHUSI MPOBOAMTCS B COOTBETCTBUU C
npaBunamMun Hagnexatien nabopaTopHon NPaKkTUKK, YTBEPXKAEHHbIMU EBPa3niickor SKOHOMUYECKO KOMUCCUEN.
(B pen. ®epepanbHbix 3akoHOB oT 22.12.2014 N 429-93, ot 30.01.2024 N 1-d3)

3. [na opraHu3auum u npoBeAeHWst OOKIMHWYECKOTO MUCCIe[OoBaHus JIEKapCTBEHHOMO CpeacTBa AN MEOULMHCKOrO MpUMEHEeHUs
pa3paboTymkK NiekapCTBEHHbIX CPEACTB BrpaBe npuBriekaTb Hay4Hble opraHu3auum, obpasoBaTenbHble opraHu3auumy BbICLLErO obpa3oBaHus v
WHblE OpraHusauumn, uMetowme HeobxoaMMyo MaTepuanbHO-TEXHUYECKYD 6a3y M KBanuuUUMpOBaHHbIX CMELManUCTOB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHus.

(4acTb 3 B pea. PenepansHoro 3akoHa ot 30.01.2024 N 1-d3)

4. ,D,OKJ'II/IHVNGCKOG ncenenoBsaHne nekapcTtBeHHOro cpeactea And MeaOuuUMHCKOro npuMeHeHuda npoBoAUTCA MO YTBEPXOAEHHOMY
pa3p860T‘4MKOM NeKkapCTBeHHOro cpeacrtBa nnaHy C BeAeHMeM MNpPOTOKOofla 3TOoro uccrnenoBaHua W coCTaBneHneM oT4veTa, B KOTOPOM
cogepxaTtca pesynbraTbl 3TOMO0 UCCNeaoBaHUA WU 3aknk4veHue O BO3MOXHOCTUM npoBedeHUA KIMUMHUYECKOro unccnenoBaHUA InekapCTBEHHOro
npenaparta ana MmeauunHCKOro npuMeHeHus.

5. MpoBeneHne nNpoBepok cobnioaeHVs NpaBun Haanexatlei nabopaTopHOM NPaKTUKU U NPaBOBbIX HOPM UCMOMb30BaHUS KMBOTHbBIX
npy NPoBeAeHUN AOKMMHUYECKUX NCCreA0oBaHUA NekapCTBEHHbIX CPeACTB ANs MeANLMHCKOrO NPUMEHEHNS OCYLLIECTBNSETCS YNONTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOSTHUTENBHON BNacTU.

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

6. Pe3ynkraTbl AOKIIMHUYECKOTO UCCREeAoBaHUA NEKapCTBEHHOMO CpeacTsa Ansk MeAMUMHCKOrO NPUMEHEHUst MOryT BbiTb NpeacTaBneHb
B YNOSIHOMOYEHHbIN (hefepanbHblii OpraH WCMOMHUTENbBHOW BRacTU B YCTAHOBMEHHOM MOpsAKE B LENAX perMctpauuu nekapcTBeHHOro
npenapara.
(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

Cratbs 12. [JoknMHUYecKoe wuccrnegoBaHue JNiIeKapCTBeHHOro cpeancTtBa U KrnuHU4YeCckKoe wuccrneanoBaHue neKapcTtBeHHOro
npenapata Ana BeTepuHapHoOro npumeHeHus

1. ,D,OKJ'WIHI/NeCKoe nccnegoBsaHne nekapCTtBeHHOro cpeacrtesa And BETepUHapHOro npuMeHeHua npoBoAUTCA nyTeM npuMeHeHUA
Hay4HbIX METOAOB OLEHOK B Lendax nojlyd4eHna OoKasaTenbCTB 6e3onacHoOCTH, KayecTBa U Sq)(t)eKTVIBHOCTVI NeKapcTBeHHOro cpeacrtea, B TOM
yucne onpegeneHUa Ccpoka ero BbiBegeHWA M3 opraHusmMa XWMBOTHOMO, B Uenax obGecrneyeHusi GesonacHoOCTU npoaykunn XMBOTHOIO
npoucxoxaeHna nocne npuMmeHeHna cCooTBETCTBYHOLEro fiekapCTBeHHOro npenapara.



2. ,D,OKJ']I/IHI/NeCKoe nccnenoBsaHne nekapcTtBeHHOro cpencrtBa U KnnHUYeCckoe WuccnegoBaHWe JieKkapCTBEHHOro npenaparta and
BeTEpPUHAPHOro npumMeHeHuda, uccnegosaHue ONO3KBNBANEHTHOCTY YKa3aHHOro rekapCTBeHHOro npenapara npoBogATCA B COOTBETCTBUU C
npasunamu, yreep>xaeHHbIMU YNONHOMOYEHHbIM q)e,u,epaanblM opraHom MCNOMNHUTENBHOWN BRacTu.

3. [oknuHMYeckoe WCCriefoBaHWEe IeKapCTBEHHOrO CPeAcTBa WM KIMHWYECKOE UMCCrefoBaHWe IekapCTBEHHOro npenaparta Ans
BETEPVHAPHOIO NMPYMEHEHWSI NPOBOASITCS MO YTBEPXKAEHHOMY pPa3paboTYMKOM NEKapCTBEHHOTO CPEACTBA MNiaHy C BEAEHWEM MPOTOKOMOB 3TWX
1ccrneaoBaHuiA 1 COCTaBIEHMEM OTYETOB, B KOTOPbIX COAepPXKaTcs pe3ynbraThl 3TUX UCCNefoBaHUN.

4. ﬂ]’lﬂ opraHuszauum 1 npoeseneHnAa OOKIUHUYECKOro uccneaoBaHUA IneKapCTBEHHOro cpenctBa U KNMHUYECKOro uccrnenoBaHUA
NneKapcTBeHHOro npenapara ana BeTepUuHapHOro npuMeHeHud pa3p860TLWIK NeKapCTBEHHOro cpeactesa MOXeT npuBriekaTb OopraHusauuu,
nvewimne HeOGXO,EI,VIMyPO MarepuanbHO-TEXHNYECKYI0 633y n KBaJ'IMq)VILl,VIpOBaHHbIX cneunannctoe B COOTBeTCTByI'OLLleVI obnactu
ncenenoBsaHua.

5. KnuHuveckne wuccrnenoBaHUss fekapCTBEHHbIX NpenapaTtoB Afs BETEPUHapHOro MpUMEHEHUs MPOBOASATCA B BETEpPUHapHbIX
opraHusaumnax n B opraHnsaumnax, ocyulecTenAaWnxX passegeHue, sbipalinBaHne N cogepxaHme XnMBOTHbIX, B LEenax:

1) YCTaHOBJIEHUA NEPEHOCUMOCTU NEKapCTBEHHbIX NpenapaTtoB 30P0BbIMU KUBOTHbIMU;

2) nogbopa onTMManbHbIX J4O3UPOBOK NeKapCTBEHHbIX NMPENapaToB U Kypca feYeHnst Ha KOHKPETHOW IPyTe XXUBOTHbBIX C OnpeAesieHHbIM
3aboneBaHvewm;

3) yCTaHOBNEeHuA 6esonacHocT 1 3d)d)eKTVIBHOCTVI NeKkapCTBeHHOro npenapara, npegHasHa4yeHHoOro AOnda nedyeHua onpeaeneHHbIX
3aboneBaHuii XXNBOTHbIX, UK 3(PPEeKTUBHOCTN NeKapCTBEHHOro npenaparta AN NpogunakTukm 3abonesaHui 300POBbIX XXUBOTHbIX;

4) n3yvyeHuna BO3MOXXHOCTEN pacwmpeHua nokasaHun K NPUMEHEHUI0 3aperncTpnupoBaHHONO NIeKapCTBEHHOro npenaparta U BbiABNEeHUA
paHee Hen3BeCTHbIX NOGOYHBIX OencTeun.

6. KnuHundeckoe uccnepoBaHue NeKapcTBeHHOro npenapara Anda BeTepUuHapHOro rnpuMeHeHua OCyLUeCTBnAeTcA 3a CYeT CcpenctB
pa3p860TLWIKa NekapCTBeHHOro cpeactea.

7. OT4eTbl O pesynbratax OOKIMMHNYECKOro nccrnenoBaHmna nekapCTtBeHHOro cpeacrtea U KIMHUYeCKoro nccriegoBaHua nekapcTtBeHHOoro
npenaparta onga BeTepuHapHOro nNpuMeHeHna CoCTaBnATCA paBpa6OT'~IMKOM NekapcTBeHHOro cpeacrea C y4eTtom 3aKnNYeHni OpI'aHVI3aLI,VIl7I,
npnMHMMaBLLUUX y4acTue B opraHnsaunm u npoBeaeHnn aTnx nccnenoBaHui.

8. KoHTponb 3a npoBeAeHMeM JOKIIMHUYECKUX UCCIIEA0BAHNI NEKapCTBEHHbIX CPEACTB W KMMHUYECKUX UCCREeO0BaHUA NekapCTBEHHbIX
npenapaTtoB s BETEPUHAPHOIO NPUMEHEHNSI OCYLLECTBIIAETCS YNIONHOMOYEHHBIM hefepanbHbiM OpraHoM UCTIONHUTESBbHO BACTY.

Masa 6. OCYLLECTBNEHUE rOCYOQAPCTBEHHOM PETMCTPALIUN,
PEMUCTPALIUM NEKAPCTBEHHbIX MPEMAPATOB
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoHcynbraHTlntoc: npymeyaHuve.

Mo 3asBneHunsim, nogaHHbIM o 01.01.2021, nekapcTBeHHble npenapaTtbl 4N MEAULMHCKOIO NPUMEHEHNUST PETUCTPUPYIOTCA B COOTBETCTBUM
¢ TpeboBaHusamu, aericteoBaBwMm 0o 30.01.2024. O npuBegeHun B cooTBeTCTBME C akTamy EADC Takmx u paHee 3aperncTpupoBaHHbIX
npenapatoB cM. ®3 ot 30.01.2024 N 1-d3.

Crtartba 13. locyaapcTBeHHasi permcTpauus, perucTpaums nekapcTBeHHbIX NpenapaTtos
(B pen. ®epepansHoro 3akoHa ot 30.01.2024 N 1-93)
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccunckon depgepauun OonyckalTcs NPOM3BOACTBO, XpaHeHwWe, nepeBo3ka, BBO3 B Poccuiickylo dPepepaumio, BbiBO3 U3
Poccuiickoii depepauumn, peknama, oTnyck, peanusaumsi, nepegada, NnpuMeHeHne fiekapCcTBeHHbIX NpenapaTos, eCnn OHU 3aperucTpupoBaHbl
YNONMHOMOY€EHHbIM  dbefeparnbHblM  OpraHoOM  UCMOSHUTENBHOW BnacTM B COOTBETCTBMM C HacToswmm ®PefepanbHbIM - 3aKOHOM nMbo B
COOTBETCTBMM C aKTaMu, cocTaenstoLmmm npaso Cotosa.

(B pen. ®epepanbHbix 3akoHoB oT 13.07.2015 N 241-93, ot 30.01.2024 N 1-d3)

2. l'ocypapCcTBeHHOM perMcTpaumm noanexar:
1) BCce nekapcTBEHHbIE NpenapaThl, BNepsble noanexaiiue BBogy B obpatleHue B Poccunckon ®egepauum;

2) nekapcTBeHHble Npenapatbl, 3aperMcTpypoBaHHbIe paHee, HO NPoM3BeadeHHble B ApYrux NekapcTBeHHbIX hopMax B COOTBETCTBUM C
nepeyHeM HaMMeHOBaHWU feKapCTBEHHbIX (POpM, B HOBOW A03MPOBKE MPY A0Ka3aTeENbCTBE €€ KMMHUYECKON 3HaYMMOCTUN 1 3 (EeKTUBHOCTY;

3) HOBble KOMBUHaLK 3aperncTpupoBaHHbIX paHee JieKapCTBEHHbIX NpenapaToB.

3. locygapcTBeHHas perucTpauus ekapcTBEHHbIX NpenapaToB OCYLLECTBIISIETCS MO pe3yrisTatam 3KCNepTUsbl NeKapCTBEHHbIX CPEACTB.
(4acTb 3 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. l'ocypapcTBeHHas pervcTpaums nekapCcTBEHHOro npenaparta OCYLLEeCTBMSETCS COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM deaepanbHbIM
OpraHOM MWCMOMHUTENBHOW BMAcTW B CPOK, HE MPEBbILAOWMIA CTa LIeCTUAECATN pabounx AHeW CO [HS MPUHATUS 3asiBNeHus O
rocyAapCTBEHHOW perucTpaumn nekapcTBeHHOro npenapaTta Ans MeAuUMHCKOro NMPUMEHEHWS, U B CPOK, He MpeBbllualoWwuin cTa ABafUaTh
paboymx AHeN Co AHSA NPUHATUSA 3asiBMEHUst O rOCYAapCTBEHHON perncTpaumnmy nekapcTBEHHOro npenapara Ans BeTepuHapHOro npumeHenns. B
yKa3aHHbIi CPOK BKIIOYaeTCH BpeMsi, HeoOXoAnMoe Ans NOBTOPHOTO MPOBEAEHWS IKCMNEPTU3bl NIeKapCTBEHHOrO CPeACcTBa B COOTBETCTBUM CO
ctatben 25 Hactosiwero ®PegepanbHoOro 3akoHa. Cpok rocyaapCTBEHHOW perncrpaumu NeKapCTBEHHOro npenapara WCHUCASIETCS CO OHS
NPUHATUS  COOTBETCTBYIOLLMM  YMONIHOMOYEHHbIM  dbefeparnbHbIM  OpraHoM WCMOMHUTENBbHOW BRacTM COOTBETCTBYIOLLErO 3asiBleHus O
rocyAapCTBEHHOW perncTpauun nekapcTBeHHOro npenapata C NpUioXeHnem HeobxoanMbIX AOKYMEHTOB NO AeHb BblAayn permcTpaumoHHOro



YOOCTOBEPEHUS] NleKapCTBEHHOro npenapata. Bpems, Heobxogumoe p[ns HampaBneHUs YNOMHOMOYEHHbIM dedeparnbHbiM  OpraHoM
MCMOSHNTENBHON BNacTu 3anpoca O MpeAcTaBreHnn HeobXoAMMbIX MaTepuanoB U NpefcTaBneHus 3asiBUTENeM OTBeTa Ha AaHHbI 3anpoc B
cooTBeTCTBUM CcO cTatbamu 16, 19 n 23 HacTosiwero ®degepanbHOrO 3akoHa, He YYUTbIBAETCS MPW UCHUCIIEHUMM CPOKa rocygapCTBEHHOW
perncTpaunm nekapcTBeHHOro npenapara.

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. locynapcTBEHHOM permcTpauum He noanexar:

KoHcynberaHTlntoc: npymeyaHuve.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA M3MeHeHust (P3 ot 30.12.2021 N 463-D3).

1) nekapcTBeHHble rpenapaTbl, W3rOTOBMEHHbIE anTeYHbIMU OpraHu3auusMK, BETEPUHAPHLIMW  anTeYHbIMW  OpraHu3auusMm,
VHAMBMAYaNbHBIMW NPEANPUHAMATENSIMU, KOTOPbIE UMEIOT NIMLIEH3NIO Ha hapMaLeBTUHECKYIO AESTENbHOCTb, MO peLienTaM Ha NekapcTBEHHbIE
npenapatbl 1 TPEGOBaHUSIM MEOULIMHCKMX OpraHn3aLmnii, BETEPUHAPHBIX OpraHn3aLmii;

2) nekapcTBeHHble npenapatbl, NPMoBpeTeHHble u3nMYeckuMy nuuammn 3a npegenamu Poccuiickon degepaumn U npegHasHaveHHble
ANS TMYHOTO UCMONb30BaHUS;

3) NleKkapCTBeHHble npenapaTbl, BBO3UMblE B POCCMVICKyIO degepaunio oNs okasaHUs MEAMLMHCKOW MOMOLUM MO XKU3HEHHbIM
NOKa3aHUAM KOHKpPEeTHOro nauneHta Ha OCHOBaHWW pa3pelleHuns, BblAaHHOIo YMNOrHOMOYEeHHbIM d)e,qepaanuM opraHom MCMONHUTENBLHOW
BnacTtu,

4) nexkapcCTBeHHble CpeAcTBa, BBO3uMble B Poccuickyio ®degepaumio Ha OCHOBaHWUU BbIAAHHOMO YMNOMHOMOYEHHbIM deaeparnbHbiM
OpraHoM MCMOSHUTENbHOM BMacT paspelleHns U npegHasHayeHHble [Ofs MPOBEAEHUSt KIMHWYECKUX WUCCredoBaHWN NeKapCTBEHHbIX
npenapaTtoB 1 (UnKn) NPOBEAEHNS IKCNEPTU3bl NEeKapCTBEHHbIX CPeACTB AMA OCYLLECTBMNEHWUA rocyAapCTBEHHON perncTpauuy nekapcTBeHHbIX
npenaparos;

5) hapmaueBTMYeCkue cybeTaHLumu;

6) pa}:mocbapmauesmqecme NeKapCcTBeHHble npenapaTtbl, N3roToBfieHHble HenocpeaCTBEeHHO B MEAULIMHCKNX OpraHmn3aumnax B nopsaake,
YCTaHOBJ/TIEHHOM YMNONHOMO4YEHHbIM cbe,u,epaanblM opraHom MCNOMHUTENBHOWN BRacTy;

7) NneKapCTBeHHble npenapaTbl, NPpon3BoAMMbIe ONA 3KCNopTa.

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 4. 5 ct. 13 pononHsietca n. 8 (P3 o1 30.01.2024 N 1-d3). Cm. ByayLuyto pegakumio.

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.09.2024 cT. 13 pononHseTcs 44. 5.1-5.3 (®3 ot 30.01.2024 N 1-$3). Cm. GyayLuyto peaakumio.

6. He [onycKaeTca rocygapCTtBeHHaa perncrpauna:

1) nekapcTBEHHbIX MpenapaToB, OTNMYALWMXCS APYr OT Apyra KauyeCTBEHHbIM COCTAaBOM [AEMCTBYHOLLUX BELLECTB, MOA OAWMHAKOBbLIM
TOProBbIM HaVMEHOBaHWEM;

2) opgHOro rnekapcTBEHHOro npenaparta, MPeACTaBMEeHHOro0 Ha roCy4apCTBEHHYK PEerMcTpauuio B OTHOLIEHWW OJHOrO M TOro e
Aepxatens unu enagenbLa perncTpaunoHHOro yA0CTOBEPEHNS NekapcTBEHHOro npenapara B Buae AByx 1 bonee nekapcTBeHHbIX Npenaparos
nof pasnuyHbIMW TOProBbIMW HaMMEHOBaHWUAMMU.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7. Mo 3anpocy B 3MneKkTPOHHOW dopme cybbekTa obpalleHns NeKkapCTBEHHbIX CPeACTB COOTBETCTBYHOLUMM YMNONHOMOYEHHbLIM
denepanbHbIM OpPraHOM MCMOMHUTENBHON BMAcTW, OCYLLECTBMSIOWMM [OCYAAaPCTBEHHYIO PErMcTpaumio fiekapCTBEeHHbIX MpenapaTtos, B
YCTaHOBIIEHHOM UM TMOPSAKE OCYLUECTBMSIETCS HayyHOEe KOHCYNbTMpOBaHWE MO BOMPOCaM, CBA3aHHbIM C NPOBEAEHUEM OOKIMHUYECKMX
nccrnenoBaHui, KNMHUYECKUX UCCNegoBaHN NekapCTBEHHbIX NMpenapaToB, 3KCNEPTM3bl kKayecTBa NEKAPCTBEHHbIX CPeAcTB, 3PMEKTUBHOCTU 1
6e3onacHoCTU, C OCYLIECTBMEHWEM TOCYAapCTBEHHON perMcTpauun nekapcTBEHHbIX npenapatoB. KOHCynbsTMpoBaHWe OCYyLIECTBRASEeTCs C
npuerneyeHnem eaepanbHbIX TOCYAapPCTBEHHbIX OHOMKETHBIX  yYpeXaeHWin, NoABEAOMCTBEHHbIX [AaHHOMY deaeparnbHOMYy — opraHy
UCMOMHWUTENBbHON BRAacTM WM He y4yacTBYHWLUMX B OpraHW3auuy MpOBEOEHUsI IKCNEPTU3bl KayecTBa IEeKapCTBEHHbIX CPEACTB B LEMsX
OCYLLECTBMNEHNSI UX FOCYAapCTBEHHOW perncrpaumm B COOTBETCTBUM CO cTatben 16 Hactosiwero denepanbHOro 3akoHa, B Buae OTBETA B
nMcbMeHHON chopmMe ynornHOMoYeHHoro doefeparnbHOro opraHa MCMONMHUTENBHOM BnacTu Ha 3anpoc. Pa3vep Bavmaemol ¢ 3asBuTeNs nnatbl
onpefensieTcs B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon depepaumm o6 opraHusaumm npegocTaBrieHUst rocyqapCTBEHHbIX U
MyHUUMNanbHbIX yenyr. MiHopmaums 06 ocyLeCTBIEeHMN HayYHOrO KOHCYNBTUPOBaHNS, B TOM YnChe cTaTbu, 0630pbl, CNpaBoYHbIe MaTepuansbl
M uHas wHdopmauns 06 OCYLLEeCTBMEHUM Hay4HOro KOHCYNBTUPOBaHWS, pa3MellaeTcs Ha oduuManbHOM calTe  YNorHOMOYEHHOro
hegepanbHOro opraHa MCMoNHUTENbHOW Bnactu B cetu "MIHTepHeT" ¢ cobniofeHMeM orpaHuyYeHuil, YyCTaHOBIEHHbIX 3aKOHOAATENbCTBOM O
nepcoHarnbHbIX AaHHbIX, KOMMEPYECKOW U (M) rocy[apCTBEHHON TalHe.

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. NocynapcTBeHHas pernctpaumsi nekapCcTBEHHbIX MpenapaTtoB, KOTOpble MpeAHasHayeHbl AN NPUMEHEHUs B YCNOBUSAX BOEHHbIX
AENCTBUI, Ype3BblyaliHbIX CUTYaLUA, MpeaynpexaeHns YpesBblyaiHbIX CMTyauuin, NPoUNakTUKN 1 rnedeHns 3aboneBaHuii, NpeacTaBnsoLWmX
OMacHOCTb [Ans OKpyXawLmx, 3aboneBaHUii W MNOPaXEHWW, MNOMYYEHHbIX B pe3ynbraTe BO3AEWCTBUS HeGMaronpusTHbIX XUMUYECKUX,
Ouonornyeckmx, paguaLMoHHbIX (PakTOpoOB, M KOTOpble pa3paboTaHbl B TOM 4ucre MO 3agaHuio deneparnbHbIX OPraHoB WCMONHUTENLHOW
BracTu, YMOfTHOMOYEHHbIX B obnactu obopoHbl CTpaHbl M Ge3onacHOCTM rocydapcTBa, a Takke JIeKapCTBEHHbIX CPEACTB B Clyyae ux
AedeKTypbl UNn pucka BO3HUKHOBEHUSI OeeKTypbl B CBS3W C BBeAEeHVWEM B OTHowleHuu Poccuiickoin depepauum orpaHUHMUTEMbHBIX Mep
9KOHOMMYECKOro XapakTepa OCyLLEeCTBNAETCs B Nopsiake, ycraHoBneHHoM [NpaBuTtenscTBoM Poccuiickon ®enepavmn.



(B pen. ®epepanbHbix 3akoHoB oT 01.04.2020 N 98-93, ot 08.03.2022 N 46-P3)

Crtatba 14. MNpyHUMNBLI 3KCNEPTU3bl NEKapCTBEHHbIX CPEACTB
(8 pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTu3a NeKapcTBEHHbIX CPEACTB OCHOBLIBAETCS Ha MPUHUMMAX 3aKOHHOCTW, coGniodeHus mpaB M cBoGOn YeroBeka U
rpaxaaHuHa, npas PUANYECKOro NnLa, He3aBNCUMOCTU JKCrNepTa, OGbEKTUBHOCTW, BCECTOPOHHOCTM U MOMHOTLI UCCeA0BaHWI, NPOBOANMBIX
C WCMONb30BaHWEM COBPEMEHHBIX JOCTWKEHUN HAyKu M TEXHUKMW, OTBETCTBEHHOCTU (hefepanbHOro rocyAapCTBEHHOMO BGIOMKETHOTO YUYpexaeHUs
Mo NPOBEAEHNIO SKCMEPTU3bI NEKAPCTBEHHBLIX CPEACTB M 3KCMNEPTOB 3a NPOBEAEHUE U KAYECTBO IKCNEPTU3bI.

2. SKcnemesa NeKapCTBeHHbIX nNpenapartoB 4nda MeguunHCKOro npuMeHeHnsa BKN4aeT B cebs:

1) akcnepTu3y AOKYMEHTOB, MNPeACTaBfieHHbIX ANS OnpeferieHWs BO3MOXHOCTW paccMaTpuBaTb IEKapCTBEHHbIM npenapar Ans
MeANLIMHCKOro MPMMEHeHUs B kayecTBe opdpaHHOTO NekapCTBEHHOro Npenapara;
(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

2) aKcnepTn3y NpeasiokeHHbIX METOAOB KOHTPOMS KayecTBa NekapCTBEHHOMO cpeacTBa M (Mnu) kadyecTsa NpeacTaBneHHbIX 06pa3LoB
nekapcTBEHHOro CpeacTBa C UCMOb30BaHMEM 3TVUX METOAOB (fanee - 9KCnepTu3a kayecTBa NeKkapCTBEHHOMO CPeacTBa);
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-3)

3) aKkcnepTU3y OTHOLLEHUSI OXMAAEMON NMOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapPCTBEHHOIO Npenapara;

4) aKkcnepTW3y perncTpaumoHHOro A0Cbe Ha NeKapCTBEHHbIN npenapart B LEensx onpeaeneHns B3auMo3aMeHSeMOCTU NeKapCTBEHHbIX
npenapaTtoB ANsi MEAULIMHCKOrO NPUMEHEHWS.
(n. 4 BBeaeH PepnepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. 3KcnepTusa nekapcTBEHHbIX NMpenapaTtoB Afsi BETEPUHAPHOIO NMPYMEHEHUS BKITIOYAET B ce6si 9KCNepTU3y KayecTBa JIeKapCTBEHHOMO
cpefcTBa U 3KCNePTU3y OTHOLLEHUSI OXKMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs NlekapCTBEHHOro npenapara.

CrtatbA 15. ®PegepanbHoe rocyfapcTBeHHOe GoaKeTHOe yupexaeHue rno NpoBeAeHUI0 3KCNepTU3bl NeKapcTBeHHbIX CpeacTB

OKcnepTusa nekapcTBEHHbIX CPeACcTB NpoBoaWTCA dedepanbHblM rocyAapCTBEHHbIM GIOAXKETHBIM yUYpexaeHneM COOTBETCTBYIOLLEro
YNONMHOMOYEHHOTO  hefiepanbHOr0 opraHa WCMOMHWUTENbHOM  BMacTh, CO3AaHHbIM  Afs obecneyeHust WCMOMHEeHUst MOMHOMOYUIA  3TOro
denepanbHOro opraHa Mo BblAaye paspelleHVii Ha NpOBEAeHME KIUHWUYECKUX WCCMedOBaHUA NeKapCTBEHHbIX MpenapatoB U (unu) no
rocyAapCTBEHHOW perncTpaumm (pernctpauum) nekapcTBeHHbIX NpenapaToB (Aanee - 3KCnepTHoe yupexaeHve).

(B pea. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbraHTlntoc: npumedaHue.

MonoxeHus cT. 16 (B peg. ®3 ot 30.01.2024 N 1-$3), kacatoLmecs NpegocTaBreHus roc. ycryr npy obpalleHun nekapCTBeHHbIX CPEACTB:
ONst MEeOQMUMHCKOrO MPUMEHEHWUs NOCpeACcTBOM €eAVMHOW cucTembl UM (unu) eguHoro noptana, npumensiotes ¢ 01.01.2025; gns
BETEPVHAPHOTrO NPUMEHEHNSI MOCPEACTBOM eAMHOro noprtana, npumensitotes ¢ 01.01.2026.

CraTtbs 16. OpraHusauus nposefeHUs 3KCNEePTU3bI NeKapCTBEHHbIX CPeACTB
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTv3a nekapCTBEHHbIX CPeACTB MPOBOAUTCS KOMWCCHMEW SKCMEPTOB 3KCMEPTHOMO  YYPEXAEHUs, HasHavyeHHoW ero
PYKOBOAMUTENEM, HA OCHOBaHWM 3a4aHuUsA Ha NPOBEAEHNE SKCMEPTU3bI NIEKAPCTBEHHOTO CPEACTBA, BblAAHHOIO YNONHOMOYEHHbIM theaeparbHbIM
OpraHoOM MUCMOMHMTENBbHOW BnacTW. PykoBoaWTeNb 3KCMEPTHOrO yypexaeHusi obecrieyvBaeT Hadnexailee npoBedeHUe 3KCrepTu3bl
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3aaHWEM, BbiOaHHbIM YMONHOMOYEHHbIM dedepanbHblM OpPraHOM UCMOMHUTENBHOW BRactu, u
OpraHv3yeT NMoAroTOBKY CBOLHOMO 3aKIo4eHUs1 3TO KOMUCCHU. B cocTaB 3Toi KOMMCCUM MO PELLIEHWIO PYKOBOAMUTENS 3KCMEPTHOMO YYPEXAEHNS
MoryT GbiTb BKIOYEHbl B KayecTBe 3KCMepToB nuua, He paboTatolime B AAHHOM 3KCMNEPTHOM YYpEeXOeHWW, ecrnv Ux cneumarnbHble 3HaHWS
HeobxoAnMbl ANst NPOBEAEHUSI 3KCMNEPTU3bl U Takne 3KCNepTbl OTCYTCTBYIOT B AAHHOM 3KCNEPTHOM YUYPEXAEHUN.

2. OKCMepToM MO NPOBEAEHMUI0 IKCMEPTU3bl NEKAPCTBEHHbBIX CPEACTB SBIMAETCA aTTeCTOBaHHbIN PabOTHMK 3KCMEPTHOrO y4pexaeHus,
KOTOpbI/i MMEET BbICLLee MeAuUMHCKoe, dapMaleBTnyeckoe, Guonormyeckoe, BETEPUHAPHOE UMM XMMUYeckoe obpasoBaHWe W MPOBOAUT
9KCMepTU3y NekapCTBEHHbIX CPEACTB B NOPSAKE UCTIONHEHUS] CBOMX OOMKHOCTHbIX 06S3aHHOCTEN (ganee - akenepT).

3. Mpy nNpoBefeHWUM IKCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB IKCMEPT HEe MOXET HaxoauTbCst B KakoW-nmmbo 3aBWCHMOCTM OT nuvua,
Ha3Ha4MBLLETO 3Ty KCMEPTU3Y, pa3paboTunka NeKapCTBEHHOMO CPEACTBA UMM APYIUX 3aMHTEPECOBaHHbIX B pe3ynbTaTax aKcnepTu3bl nuu,.

4. TMpn npoBedeHUN IKCMepTM3bl NeKapCTBEHHbIX CPeACTB He AoMnyckaeTcsa uctpeboBaHue aKcnepTom Yy 3asButenst nmbo WHbIX nu
matepuanoB, HeobxoauMbIX Ans NPOBedeHUst aKCepTusbl. B crnyyae HegocTaToOMHOCTW MpeacTaBnEeHHbIX JKCMEepPTy MaTepuanoB B NUYHbINA
KabVHeT 3asBuTens B €OMHOW rocy4apCTBEHHOM WHGOPMAaUMOHHOM cucTeMe B cdepe 34paBOOXpaHeHWUs (Qanee - eguHasi cucrtema)
QKCMEPTHbIM  yYpEeXAEHMEeM HampaBnsieTcsa 3anpoc O NpeAcTaBneHMM HeobXoAuMMbIX —MaTepuarnos, MOANUCAHHBIN  pyKOBOAWUTENem
(YyNONMHOMOYEHHbBIM FIMLIOM) SKCMEPTHOIO YYPEXAEHUS C UCMOMNb30BaHNEM YCUINEHHOW KBAaNnOULMPOBAHHOW 3MEKTPOHHOW NOANUCH.

(4acTb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.1. 3asiButenb 0053aH HanpaBWTb B NUYHbIA KAOWMHET SKCNEpPTHOrO YYPEXAeHWs B eOWHOW cucTeMe NOAMUCAHHbBIN YCUIEHHON
KBannuLMpOBaHHOWN 3MNEKTPOHHOW NOAMUCHI0 OTBET Ha 3anpoc 3KCMEPTHOIO YYPEXAEHUS B CPOK, HE NPeBbILIaoLWMiA AeBsHOCTa paboumnx aHewn
CO [HA NOMYYEHUs IKCMEPTHLIM YYPEXAEHNEM SMEKTPOHHOrO YBEAOMIEHMS O MOMyYeHnn 3asBuTenem 3anpoca. Bpemsi co gHA HanpasneHus
9KCMEPTHBIM YYPEXAEHNEM B NMNYHbIN KabWMHET 3asiBUTENs B €ANHON cucTEMe 3anpoca O NpeAcTaBneHnn AONONHUTENBHBIX MaTtepuanos A0 AHSA
HanpaBreHVs 3asBUTENEM B NNYHbIA KaOWMHET 3KCMEpPTHOro YuYpeXaeHWs B €OMHOW CUCTeMe OTBeTa Ha 3anpoc He Y4uTbiBaeTcs npwu
MCYNCIIEHUM CPOKa NPOBEAEHUS AKCMEPTU3bl NleKapCTBEHHOIO CPeAcTBa.

(4actb 4.1 B peqg. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-03)



4.2. Ecnn 3asButeneM B cooTBeTCTBMM C 4YacTbio 1.1 crtatbm 30 unm yactbio 2 cratby 34 HacTtosiwero denepanbHOro 3akoHa
npeacTaBneHa KOMWsi peLLeHUst YNofMHOMOYEHHOro hefepanbHOro opraHa WCMONMHWUTENBHOW BracTM O MnpoBegeHun capMaueBTU4ecKon
MHCMNEKLUMN NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB NSl MEeOULMHCKOTO NMPUMEHEHWUSI Ha COOTBETCTBUE TpeboBaHUsIM npaBun Hagnexailen
NPOU3BOACTBEHHON MPaKTUKM EBpPa3nicKoro SKOHOMMYECKOTO CO3a, IKCMEepTy A0 OhOopMIIEHUS pPe3yrbTaToB 3KCMepTU3bl NEeKapCTBEHHOrO
cpeacTBa NPeAcTaBnseTcs KONusi 3aKNioYeHUs 0 COOTBETCTBUM NPOU3BOAMTENS FIeKapCTBEHHbLIX CPEACTB TPeboBaHWAM MpaBu Hagnexailemn
NPOU3BOACTBEHHON MPaKTUKKX, BbIGAHHOIO YMONHOMOYEHHbIM defeparnbHbIM OpraHoM MWCMOSNHUTENBHOW BRACTU, WNW KOMWUst cepTudukata
COOTBETCTBUS  MPOM3BOAUTENS  JIEKAPCTBEHHbIX CPEeACTB ANsi  MeOWMUMHCKOrO MpUMeEHeHus TpeboBaHusIM  MpaBun  Haanexaiien
NPOW3BOACTBEHHOW NPaKTUKM EBpasninckoro 3kOHOMUYECKOro cotosa.

(4actb 4.2 B peq. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.3. 3aaBuTenb 06A3aH HanpaBUTb B MUYHLIN KAaOWHET 3KCMEPTHOTO YYPEeXAEHWUS B €AWHON CUCTEME KOMWUIO 3aKMIOYEHWUs UNW KOmuio
cepTuduKaTa, ykasaHHbIX B YacTu 4.2 HaCTOsILLEN CTaTbW, B CPOK, HE MPEBLILIAKWNIA CTa BOCbMUAECATU paboumx AHEN CO AHS MOnyYeHust
3KCMEPTHBLIM YYPEXOEHNEM JMEKTPOHHOrO YBEAOMIIEHNS O MOMyYEeHUN 3asBUTENEM NOAMMUCAHHOIO pykoBoaMTeneM (YNosIHOMOYEHHbBIM fULIOM)
3KCMEPTHOrO YyYpexaeHUs C UCMOMb30BaHWEM YCUIEHHOW KBanMULMpOBaHHOW aNeKTPOHHOWM NoAnucK 3anpoca O NpegocTaBieHnn JOKYMeHTa.
Bpemsi co AHS HanpaBneHusi aKCMEepTHLIM y4YpexaeHWeM 3anpoca B NUYHbIA kKabUHET 3asiBUTENs B eOWHOW cucTeme O AHSA HanpaBneHus
3asBUTENEM B NMUYHBIA KAOWHET 3KCMEPTHONO YYPEXAEHNS B €QNHON CUCTEME KOMWUM 3aKITIOYEHUS UNn KOMuM cepTndmKaTa, yKasaHHbIX B 4acTu
4.2 HacTosLLel CTaTby, He YYMTbIBAETCA NPU NCHUCIIEHUN CPOKa NPOBEAEHNS AKCMEePTU3bl JlIekapCTBEHHOIO CPeacTBa.

(4actb 4.3 B peq. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OkcnepT npu npoBefeHUM MOPYYEHHOW eMy PYKOBOAMTENEM IKCMEPTHOTO YYPEXAEeHWs SKCTMepTM3bl NeKapCTBEHHOMO CpencTBa
006s13aH:

1) npoBeCcTu NosiHoe nccnegosaHue npeacrtaBneHHbIX emy 06beKTOB, Mmartepuanos, Aatb 060CHOBaHHOE 1 06BLEKTUBHOE 3aKroYeHNEe No
nocTaBlieHHbIM nepea HUM BonpocamMm Ui MOTUBUPOBaHHOE 3akn4YeHne O HEeBO3MOXHOCTU MnpoBedeHUA UM 3KCNepTu3bl JieKapCTBEHHOro
cpencrtBa, ecnu nocTtaBlieHHble BOMPOCHI BbIXOAAT 3a npeaenbl cneunanbHbIX 3HaHUN JKCnepTa, 00ObEeKTbI MCCNeaoBaHUA © mMarepuanbl
HENpUroHbl NN HeJOCTaTOYHbl ANs NPOBEAEHUS UCCNEeAoBaHWA U Aavn 3akniodeHust nm6o COBpPEMEHHbIV YPOBE€Hb Pa3BUTUA HayKN He
NO3BONAET OTBETUTb HA NOCTaB/IEHHbIE BOMNPOCHI;

2) He pasrnaluaTb CBEAEHWS, KOTOpbIe CTanu emMy U3BECTHbI B CBSI3W C NMPOBEAEHNEM 3KCNEePTU3bl NEKapCTBEHHOIO CPEACTBa, a Takke
CBEEHUs, COCTaBMSIOLLMNE rOCYOaPCTBEHHYO, KOMMEPYECKYHO UMW UHYHO OXPaHSIEMYIO 3aKOHOM TalHy;

3) obecneunTb COXPaHHOCTb NPeACTaBMNEHHbIX 0GLEKTOB UCCNEeA0BaHUA U MaTepuanos.

6. JkcnepT He BNpase:

1) NPOBOAMTL 3KCNEPTU3Y NEKAPCTBEHHOTO CPEACTBA MO 0GPALLEHNI0 HENOCPEACTBEHHO K HEMY OpraHu3auumii unu dranydeckux nuu;
2) camocTosITENbHO cobupaTb MaTepuansl A NPOBEAEHUs SKCNePTU3bl NEKapCTBEHHOTO CPEACTBa;

3) npoBOAWTbL 3KCMEPTU3Y NEKAPCTBEHHOTO CPeACTBa B Ka4eCTBE HErocy4apCTBEHHOIO akcnepTa.

7. B cnyyae HeoGxoAMMOCTM 3KCNepT BrpaBe XO4aTalCTBOBaTb Nepes PyKOBOAMTENEM IKCMEPTHOTO YUPEXAEHWS O MPUBIIEYEHUU K
NPOBEAEHNIO SKCMEPTU3bI NIEKAapCTBEHHOTO CPeacTBa APYrvX SKCNepToB.

8. Kaxablin akcnepT, BXOAALWMIA B COCTaB KOMUCCUM SKCMEPTOB, KOTOPOW NMOPYyYEeHO NpoBeAeHNe IKCNepTu3bl NEeKapCTBEHHOrO CPEACcTBa,
HEe3aBMCUMO W CaMOCTOSITENIbHO MPOBOAWT MWCCIEOOBaHWs, OLEHMBAET pe3ynbraThl, MOMyYeHHblE UM JIMYHO W APYIrMMU 3KCnepTamu, u
dopMynupyeT BbIBOAbI OTHOCUTENBHO MOCTaBIIEHHbBIX BOMPOCOB B NpeAenax CBoUX CneumnanbHbIX 3HaHWN.

9. Pe3ynbraTthl 9KCNEPTU3bl NEKAPCTBEHHOTO CPEACTBa OMOPMIISIOTCS 3aKMYeHMEM KOMUCCUM 3KcnepToB. B 3aknoueHun kommuccum
3KCMEePTOB yKa3bIBAKOTCSA NepeyeHb UccnefoBaHuin, 06beM NpoBeAeHHbIX KaXAbIM 3KCNEPTOM UCCNeA0oBaHU, YCTaHOBMNEHHbIE KaxXabIM U3 HUX
chakTbl U cOenaHHble B pesynbTaTe WCCMENOoBaHWA BbIBOAbI. JKCMEPT, MHEHWE KOTOPOro HE COBMAaAaeT C pelleHUeM KOMWUCCWUU SKCMEpPTOB,
BNpaBe BblpasnTb CBOE MHEHWE B MMCbMEHHON hopMe, KOTOpOoe NPUOBLLAETCS K 3aKITOHEHMIO KOMUCCUN 3KCMNEPTOB.

10. OkcnepTbl, BXoAsWME B COCTAB KOMWUCCUM, npedynpexaatoTca o6 OTBETCTBEHHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumm 3a gavy 3aknoueHUs, copepkallero HeoGOCHOBaHHblE UM hanbCUULUPOBaHHbIE BbIBOAbI, O YEM OHW AaloT
MOAMNMCKY.

11. OnpepeneHvie ypoBHS NPOGECCUOHANbHOM MOAFOTOBKU JKCMEPTOB M arTecTaums WX Ha MpaBoO MNPOBEAEHUS 3KCMepTu3bl
NeKapCTBEHHbIX CPeACTB OCYLUECTBSIOTCA 9KCMEePTHO-KBANMMUKALIMOHHBIMWA KOMUCCUAMU B MOPSAKE, YCTaHOBNEHHOM COOTBETCTBYHOLUM
YNONMHOMOYEHHbIM  bedepanbHblM  OpPraHOM  WUCMOMHUTENbHOW BAAacTu. YpoBeHb NPodeccroHanbHOM MNOArOTOBKM 3KCMEPTOB MNOANEXUT
NepecMoTpy yKasaHHbIMM KOMUCCUSAMUN HE pexe YeM OAMH pa3 B NATb NeT.

12. lMpaBuna npoBefAeHUs IKCMepTM3bl NEeKAPCTBEHHbIX CPEACTB M OCOBEHHOCTM 9KCMepTM3bl OTAENbHbIX BUOOB JeKapCTBEHHbIX
npenapaTtoB (pedepeHTHbIX NIEKAPCTBEHHbIX MPEenaparToB, BOCNPOM3BEAEHHbIX NEKAPCTBEHHbIX NpenapaTtoB, GUONMOrMYecKnX NeKapCTBEHHbIX
npenapaTtoB, GroaHanoroBbix (G1OMOAOGHBIX) NEKAPCTBEHHbIX NpenapaTtoB (GuoaHaroros), roMeonaTMyeckux fekapCTBEHHbIX MpenapaTos,
NeKapCTBEHHbIX PacTUTENbHbIX MNpenapaTtoB, KOMOMHALWUIA NeKapCTBEHHbIX NpenapaTtoB), (OPMbl 3aKMOYEHWA KOMUCCUM SKCMEepToB
yCTaHaBINMBaKTCS COOTBETCTBYHOLLMM YTNONIHOMOYEHHBIM (hefeparbHbIM OPraHoOM UCMONMHUTENBHON BNacTy.

(4acTb 12 B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbranTtlntoc: npymeyaHue.
o 31.12.2024 gnsa npenapaToB, Npou3BefeHHbIX B PP B Liensx MMNopTo3amMeLleHnsi, yCTaHaBNMBaETCS PEXUM YCKOPEHHOW MpoLueaypbl
rocpermcTpauum B cootBeTcTBum ¢ NoctaHosneHmem Mpasutensctea PP ot 12.03.2022 N 353.

Cratba 17. lMopaya u paccMoOTpeHMe 3asBNEHUA O roCyAapCTBEHHOW perucrpauuu nekapcTBEHHOro mnpenapara Ans
BETEPUHAPHOro NPUMEHEHUs
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)



KoHcynbraHTlntoc: npymeyaHve.
MonoxeHus cT. 17 (B pea. ®3 ot 30.01.2024 N 1-93), kacaromecs npefocTaBreHns roc. ycnyr npyu obpalleHny nekapcTBeHHbIX CPeACTB
Onsi BETepUHapHOro NPpUMEHEHNsI MOCPEACTBOM eAnHOro noprana, npumenstorcs ¢ 01.01.2026.

1. [Ons rocyQapCTBEHHOW permcTpaumm JeKapCTBEHHOro npenapata [Ans BeTEepMHApHOro MNpUMEHeHWs pa3paboTumk  Takoro
leKapCTBEHHOro npenapaTta unu yrnorfiIHOMOYEHHOE MM Opyroe lopuaMYeckoe nuuo (4anee B HACTOsILLEW CTaTbe - 3asiBUTENb) HanpabnsieT
nocpeacTsoM eaepanbHON rocyaapCTBEHHOMW MHMOPMAaLUMOHHOW cucTeMbl "EAMHBIA nopTan rocydapCTBEHHbIX M MyHUUMMAMNbHbIX YCryr
(dbyHKUMIA)" (manee - eduHbIA nopTan) B YNOMHOMOYEHHbIN hefeparnbHbIi OpraH UCMONMHUTENBHOW BRacT 3asiBlIEHUE O rocyaapCTBEHHON
perncTpaumm reKkapcTBEHHOro npenaparta Ans BETEPUHAPHOTO MPUMEHEHUS, MOAMUCAHHOE YCUINEHHOW KBanuWLMPOBAHHOW 3NEKTPOHHON
noanucbio, a Takke [OOKYMEHTbl, U3 KOTOPbIX (DOPMUPYETCS PErMcCTpaLMOHHOE [O0Cbe Ha NEeKapCTBEHHbIN Mpenapar Arnsi BETepUHapHOro
NPUMEHEHMS.

(4acTb 1 B peqn. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2. B 3asiBneHun o FOCy,CI.apCTBeHHOIZ perucTpaunn nekapCTtBeHHOro npenaparta gna BeTepuHapHoOro npuMeHeHua ykasblBakoTCA:

1) HaMMeHoBaHWe 1 agpec 3asiBUTENS, pa3paboTynka 1 NPOVM3BOANUTENS NIEKAPCTBEHHOO NpenapaTa Ans BETEPUHAPHOTO NPUMEHEHNS U
apec MecTa OCYLLECTBMEHWS NMPOU3BOACTBA JIeKapCTBEHHOIO npenaparta Ans BETEpUHApPHOro NPUMeHeHUs (B criydyae Hanuuusi HECKOMbKMX
y4aCTHMKOB NpoLiecca Npou3BoACTBa HEOBXOAMMO YKasaTb Kaxaoro U3 HuXx);

2) HanMeHoBaHWe JeKapCTBEeHHOro npenapata Ana BeTepuHapHOro npuMeHeHusa (Me)K}:lyHaponHoe HenaTteHToBaHHOEe, WIn
rpynnnpoBo4HOE, UM XMMU4YeCcKoe U Toproeoe HaMMeHOBaHMﬂ);

3) nepevyeHb ﬂeVICTBy}OLLlI/IX N BCNoOMOratenbHbIX BeLWeCTB, BXOAALIMX B COCTaB JeKapCTBEHHOro npenapara anda BeTepuHapHoro
NPpUMEHeHUA, C yKasaHneM Kormim4ecTBa KaKaoro U3 HUX;

4) neKkapcTBeHHasaA d)opma, A03npPOoBKa, crnocobbl BBeAEHMA W npUMeHeHna, CpPOK TrOAHOCTU JeKapCTBEHHOro npenaparta Aanda
BeTEpPUHaApPHOro NpuMeHeHus,

5) chapmakoTepaneBTUyeckas rpynna;

6) Heo6X0QUMOCTb MPUMEHEHNS YCKOPEHHON Npoueaypbl 3KCMepTU3bl NTEKapCTBEHHbIX CPEACTB B LEeNsX rocyaAapCTBEHHOW perncrpaumm
nekapcTBEeHHOro npenapara;

7) KOMWM [OKYMEHTOB, NMOATBEPXKAAIOLUMX YNNaTy rocy4apCTBEHHON NOWMNHbI:

a) 3a MpoBefeHVe IKCTepTU3bl KayecTBa NEeKapCTBEHHOMO CPeCTBa M 3KCMepPTU3bl OTHOLLUEHWS OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUSI NEKapCTBEHHOIO Npenapara Ansi BETEPMHAPHOTO NPUMEHEHNS MPU €ro roCyAapCTBEHHOW perncTpaumu;

6) 3a Bbla4vy perncTpauyMoHHOro yaoCTtoBepeHnsa nekapcTBeHHOro npenapara;

8) Hannuue cornacus, NPegyCMOTPEHHOTO YacTbio 7 HAaCTOSLLEN CTaTbu, €CIM C MOMEHTa pernctTpauum pedepeHTHOro nekapCTBEHHOro
npenapara Ans BeTEPUHAPHOro NPUMEHEHUS MPOLUO MEeHee YeM LIeCTb NeT.
(B pea. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PeructpaumoHHoe [ocbe B LENsiX SKCMepTu3bl JIekapCTBEHHOro npenapaTa [Ans BeTePUHApHOTo MPUMEHeHUst dopmupyeTcs 13
CriefyioLUmMX JOKYMEHTOB U CBEAEHWUIA:
(B pen. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBefmeHnsa o paTe NpedoCTaBNEHUs W PErucTpauMoHHOM HOMepe FUUEH3MM Ha MNPOM3BOACTBO IEKapCTBEHHbIX CPeacTs,
NpefoCTaBieHHOW NPOM3BOAMTENO PErvcCTPUPYEeMOro IeKkapCTBEHHOro npenaparta Ans BEeTepUMHapHOro MPUMEHEHWUs,, ANs POCCUICKMX
npoussoauTene;

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

2) cBegeHns O [fAaTe MpPefoCTaBMEHWs W PerucTpauyMoHHOM HOMepe MULEH3MW Ha MPOU3BOACTBO JleKapCTBEHHbIX CPEACTB,
npegocTaBreHHOW NPOM3BOANTEND (hapMaLeBTUHECKON CybCcTaHLUmMK, BXOASILLEN B COCTaB PErMCTPMPYEMOro NekapCcTBEHHOro npenapara Aans
BETEPUHAPHOIO NPUMEHEHWS, AN POCCUACKUX NPOU3BOAUTENEN;

(B pen. ®epepanbHbix 3akoHoB oT 04.06.2018 N 140-93, ot 27.12.2019 N 478-d3)

2.1) KOMUSi JOKYMEHTA, BblAAHHOTO YNOMHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTENS AN KaXOOoW MPOV3BOACTBEHHOW MIoLagkv
perucTpMpyeMoro nekapcTBEHHOro mnpenapaTta [Ans BETEPUHAPHOrO MNPUMEHEHWSI U MOATBEPXAAOLWErO COOTBETCTBME MNPOU3BOAMTENS
nekapcTBEeHHOro npenapara TpeGoBaHUAM NpaBun Haganexallen NPoOU3BOACTBEHHOM NPAKTUKU, U ero NepeBof, Ha PYCCKUM A3bIK, 3aBEPEHHbIE B
YCTaHOBIIEHHOM MOPSiAKE, a Takke KOMUS 3aKMYeHWs O COOTBETCTBUM MPOU3BOAUTENS FNEKapCTBEHHbIX CPeacTB TpebGoBaHUSIM MpaBun
Hagnexallei Npou3BOACTBEHHOW MNPaKTUKMW, BbIOAHHOTO YMOMHOMOYEHHbIM dedeparibHbiM OpraHOM WCTMOMHUTENbHON BNacTu ANs Kaxaow
NPOM3BOACTBEHHON NNOWAAKN PerMcTpupyemoro fiekapcTBeHHOro npenapaTta Ans BEeTEepUHapHOTo MPUMEHEHWUs, NGO KOMUsi pelleHust o
NPOBEAEHUN  VHCMEKTUPOBAHWUSA  MPOU3BOAUTENS  JIEKAPCTBEHHBLIX CPEACTB, MPUHSATONO  YMOMHOMOYEHHbIM  befeparnibHbiM - OpraHoMm
UCMOSTHUTENBHON BNAacTu AN Kaxaon MpOM3BOACTBEHHOW NMOWAAKU PErMcTPUMpPYEMOro nekapcTBEHHOMO npenapaTta Ans BeTepUHapHOro
npUMeHeHnsl. YkasaHHble [OKYMEHTbl NPEACTaBNsAlTCA B Cryd4ae, €Cnv Mpou3BOACTBO JIeKapCTBEHHOro npenapata OCyLecTBhsieTcs 3a
npegenamn Poccuiickon ®enepaumu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHoM 0T 04.06.2018 N 140-93)

2.2) Komusl [OOKYMEHTA, BbIAAHHOTO YMOMHOMOYEHHBIM OpraHoM CTpaHbl nNpousBoauTens apmaueBTUYeckon cybcTaHuum u
noATBEPXAaloLLEero COOTBETCTBME NMpou3BoauTeENst dapmaueBTU4ecko cybcTaHLumM, BXOASLLEN B COCTaB PErvcTpupyeMoro fekapcTBEHHOro
npenapara Ansi BETEPUHAPHOro NpUMeHeHUs, TpeboBaHMsSIM NpaBun Haanexalle NpouM3BOACTBEHHOW MPAaKTUKW, U €ro NepeBoq Ha pycckuii
A3blK, 3aBEpPEHHble B YCTAHOBMEHHOM MOpsAKe, B Cryyae, €Cnv NpOM3BOACTBO (papmaleBTUYeCKOon cybCcTaHUMKM OCyLlecTBnsieTcs 3a
npegenammn Poccuickon degepaunm;



(n. 2.2 BBegeH PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)
3) NpoeKkT HOPMaTUBHOTO JOKYMEHTA Ha JIeKapCTBEHHbIN Npenapat Ansi BETEPUHaAPHOrO NPUMEHEHUST;

4) LOKYMEHT, cogepalluii crnegytowyo MHopMaumio 0 apMaueBTUYeckol CyGCcTaHuMU unu dapmMaueBTUYeckux cybcTaHumsX,
BXOASALUMX B COCTaB fleKapCTBEHHOTO npenapara Ans BETePUHaPHOro NPpUMEHeHUs:

a) HaumeHoBaHWe apMaleBTUYeckon CcybcTaHuuW, ee CTpykTypa, oblme cBoWcTBa (Mpu rocyAapCTBEHHOW perncrpauum
UMMYHOBMONOrNYecknx NekapcTBEeHHbIX MpenapaToB Ans BETePUHAPHOrO MPUMEHeHUst NPEeACTaBMsATCS CBeAEeHUs O LiTaMMe, BKIoYas ero
HavMeHOBaHWe, MHGOPMALMIO O NPOUCXOXAEHUM, €ro CBOWCTBAX, XapakTepUCTMKax N MecTe AENOHUPOBaHUS);

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

0) HanMeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOMOIMS NPOM3BOACTBA C ONUCaHWEM CTafuii MPOU3BOACTBA M METOAOB KOHTPONS Ha BCeX CTaAusX MPOU3BOACTBA;

r) wHdopmaumss o npumecsix (He NpPeACTaBMsAETCs NpW rOCyAapCTBEHHOW perncTpauum MMMYHODMONOrMYecknx neKkapCTBEHHbIX
npenapaTtoB A5l BETEPUHAPHOTO NMPUMEHEHUS);

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

n) cneuudwukaums Ha  apmaueBTUYeckyld  cybcTaHuMio  (He  MpefcTaBnsieTcs  MpyM  rocy4apCTBEHHOW  peructpaumm
UMMYHOBMONOrNYecknx NekapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOTO NPUMEHEHNS);

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

€) onvcaHve MeToAMK KOHTPOIS Ka4ecTBa;

X) pesynbraTbl aHanu3a cepuin dapmaueBTMYeCcKoW cybCcTaHuMM (He NpeAcTaBnsiloTCs MNpU  FroCyAapCTBEHHOW perucTpaumm
UMMYHOBMONOrNYecknx NekapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOTO NPUMEHEHNS);

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)
3) NepeyveHb CTaHAapTHbIX 06pa3sLOB UNK BELLECTB, UCMOSb3yeMbIX NPU OCYLLIECTBIEHUN KOHTPONS KavyecTBa;

1) onvcaHne XxapaKkTepUCTVK 1 CBOWCTB YNaKOBOYHbIX MaTepPUanoB U YKYNOPOYHbIX CPEACTB;

K) AaHHble O cTabunbHOCTU (He NpeACTaBnsOTCS NPU TOCYAAPCTBEHHOW PEerncTpauMM UMMYHOBMOMOrMYECKUX JeKapCTBEHHbIX
npenapaTtoB A5 BETEPUHAPHOTO NPUMEHEHHUS);
(B pen. ®epepansHoro 3akoHa ot 02.08.2019 N 297-93)

1) CPOK rOAHOCTW, YCNOBUS XPaHEHUS;
KoHcynbraHTlntoc: npumedaHue.
[Mpn yckopeHHOW npouenype perucTpaumnm BOCNPOU3BEAEHHOrO npenapara AOoMnyckaeTcs HenpeacTaBneHne OnucaHusi MeTodoB U UX

[OKYMEHTamnbHOro MOATBEPXKAEHUS, NMPU MUCbMEHHOM 00si3aTeNnbCTBE UX MPeAcTaBUTb B TedeHue 12 MecsiueB CO [HS perncrpauuv
(MoctaHoBneHwue lMpaButensctea PO ot 12.03.2022 N 353).

5) oTyeT 0 pesynbratax OOKMMHUYECKOTO WCCREeAoBaHUsI NIEKapCTBEHHOrO CpeacTBa Aflsi BETEPUHAPHOrO NMPUMEHEHUS, BKIOYaOLLWNA
onucaHne METOAOB OMnpeferneHnst OCTaToMHbIX KONMYECTB AEMCTBYIOLLEro BellecTBa (4EeNCTBYIOLMX BELLEeCTB), AOCTUraloLero (4OCTUraoLwmx)
CUCTEMHOIO KpPOBOTOKa, B MPOAYKLUMM >KMBOTHOTO MPOUCXOXAEHUS MNOCMe MPUMEHEHMS TakOro JIeKAapCTBEHHONO CPEeACTBa, a Takke
[OKyMeHTarnbHoe NoATBepXaeHne (Banupgaumsl) ykasaHHbIX METOAOB;

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

6) oT4eT 0 pesynbTaTax KIMHUYECKOro MCCNefoBaHUs NeKapCTBEHHOro npenaparta Afl BETEPUHAPHOTO NPUMEHEHUS Y Kaxaoro Buaa
XXUBOTHBIX, YKa3aHHbIX B MHCTPYKLMW MO BETEPUHAPHOMY MPUMEHEHUIO;

7) NPOEKT NHCTPYKUMN NO BETEPUHAPHOMY NMPUMEHEHUIO NTEKapCTBEHHOro npenapara, coaepxalien crnegywouime ceeneHuna:

a) HanMeHoBaHWe JeKapCTBEeHHOro npenapata Ana BeTepuHapHOro npuMeHeHusa (Me)KD,yHapO,ElHOG HenaTteHToBaHHOEe, Wnn
rpynnnpoBo4HOE, U XMMnU4eckoe n Toproeoe HaMMeHOBaHMﬂ);

6) nekapcTBeHHasa q)opma C yKasaHnem HaVMEHOBaHWUM 1 KONMYECTBEHHOIO COCTaBa ,D,eVICTBy}OIJ.I,VIX BelleCTB N Ka4eCTBEHHOro coctaBsa
BCrnomMmoraTtesibHbIX BELeCTB,

B) onncaHne BHeLHero Baa nekapCTtBeHHOro npenapara ana BeTepuHapHOro npuMeHeHus;

r) dpapmakoTepaneBTMyecKas rpynna nekapCcTBEHHOro npenapara AN BETEPUHAPHOro MPUMEHEHUST UNKN ykasaHue "romeonaTnyeckui
rniekapCTBeHHbIN Npenapat”;

0) cdapmakogmHaMmmka U dapMakoKMHeTUKa (3a WCKIIYeHMEM (apMakOKMHETUKM roMeonaTUyecKux feKapCTBEHHbIX npenapatoB u
pacTuTenNbHbIX NIeKapCTBEHHbIX NMPenapaToB) UMM onvcaHme MMMyHOBMONOrMYeckMx CBOMCTB NIeKapCTBEHHOTO npenapara;

€) nokasaHusl Ans NPUMeHeHus:;
) NPOTMBOMNOKa3aHUsA ANsi TPUMEHEHUs;
3) Mepbl NPegoCTOPOXXHOCTU NPU NPUMEHEHUM;

1) ykasaHue BO3MOXHOCTM U OCOGEHHOCTEW MPUMEHEHUST Y BEpPEMEHHBIX XUBOTHBIX, Y XWUBOTHLIX B MEpWoA NakTauuu, y noToMcTBa



XUBOTHbIX;

K) PEXMM [03MPOBaHUsi, Cnocob BBEOEHUS U MPUMEHEHUs, NpU HEeOBXOAMMOCTM BPEMsl MpuemMa fekapCTBEHHOro npenaparta Afs
BETEPMHAPHOTO NPUMEHEHNS, NPOAOIHKUTENBHOCTD NIEYEHUsT;

N) BO3MOXHble NMOBOYHbIE OEWCTBUS, HexenaTenbHble peakuuu Npu MPUMEHEHUM NeKapCTBEHHOrO npenapaTa [Ans BETepUHapPHOro
NPUMEHEHUS!;

M) CUMMTOMbI NEPESO3UPOBKU, MEPBI MO OKa3aHUI0 MOMOLLM NPy NEPefo3VNPOBKE;
H) B3aumopaencTBue C ApYriMM NeKkapCTBEHHbIMW NpenapaTtamu 1 (Un) kopmamu;
0) hopMbI BbiNycka NekapCTBEHHOIO npenapara 415 BETEPUHAPHOro NPUMEHEHUs!;

n) ykasaHue (npu HeobxoaumMocTu) ocobeHHOCTE AeCTBUS NEKapCTBEHHOrO npenaparta Afsi BEeTepUHAPHOro NPUMEHEHUSI NPU NepBOM
npueme vunu npu ero OTMeHe;

p) onucaHue (npu HeobxoaMMOCTU) AEWCTBUI crieumanucta B obrnactv BeTepuHapuuv, Brnafernbla XMBOTHOTO MpW Mponycke npuema
OJHOW UMW HECKOSbKNX 03 NEeKapCTBEHHOrO Npenapara AN BETEPUHAPHOIO NPUMEHEHNS;
(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK rogHOCTM U yKa3aHue Ha 3anpeTt npuMeHeHWda JNeKapCTBEeHHOro npenaparta And BeTepUHapHOro npuMeHeHuda no UcrtevyeHuu
CpoOKa rogHocCTu;

T) YCIOBUSI XpPaHEHWS;

y) yKkasaHue Ha HeobGXOAMMOCTb XpPaHEHWs1 NEKapCTBEHHOIO npenapara Ans BETEPUHAPHOro NPUMEHEHUS B MECTax, HEAOCTYMHbIX Ans
neten;

) ykasaHue (Npu HeoBXOAUMOCTM) creumanbHbiX Mep NPenoCTOPOXHOCTU MPY YHUHTOXEHUU HEUCTMONb30BaHHbLIX NEKapCTBEHHbIX
npenapaTtoB A5t BETEPUHAPHOIO NMPUMEHEHWS;

X) CPOKW BO3MOXHOTO UCMONb30BaHWs NPOAYKLMMN XKMBOTHOTO MPOUCXOXAEHWS! NOCHEe BBEAEHWS XXMBOTHOMY NEKapCTBEHHOIO npenapara
ANsi BETEPUHAPHOTO NPUMEHEHWS;

L) yCrOBWsI OTNYCKa;

‘-l) HauMeHOoBaHUA W agpeca npou3BOACTBEHHbLIX MNNOLWAAOK Npou3BoauTeEna JeKapCTBEHHOro npenapara Ana BeTepuHapHOoro
NPUMEHEHUA;

W) HauMeHoBaHWe, afpec opraHW3auuu, YMNONIHOMOYEHHOW [AepxXaTeneM Wnu BhagenbLeM PerMcTpauMoHHOTO  YAOCTOBEPEHUS
NekapcTBEHHOro Npenapara Ha NPUHSITUE NPETEH3UI OT NoTpebuTens;

8) NPOEKTbI MaKeTOB NEPBUYHOM YNaKOBKU U BTOPUYHOI YMaKOBKW NEKapCTBEHHOIO Npenapara 415 BETEPUHAPHOIo NPUMEHEHUS;
9) cnenytoLime CBegeHUs O NEKAPCTBEHHOM Npenapare Af1sl BETEPUHAPHOTO NPUMEHEHNS:

a) onvcaHve 1 cocTaB NekapcTBEHHOro npenaparta Ansi BETePUHAPHOMO NPUMEHEHNS;

6) onucaHve dapmaveBTUYeCKon pa3paboTku;

B) onucaHvWe npouecca MNpPOW3BOACTBA WM €ro KOHTPONsA, NOAMUCaHHOe B MNOpsAKe, YCTAHOBIIEHHOM B COOTBETCTBMM C YacTbio 1
HacTosLLen cTaTby;
(B pea. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHne KOHTPONS KPUTMYECKUX CTagui MPOM3BOACTBA M NPOMEXYTOYHOW MPOoAyKUUM, NOANUCaHHOE B Nopsake, yCTaHOBIEHHOM B
COOTBETCTBUM C YaCTbio 1 HacTosILLEN cTaTby;
(B pen. ®epepansHoro 3akoHa ot 02.08.2019 N 297-93)

) HauMmeHOBaHWS W afpeca pa3paboTuvka, AepXaTtens unu Brafenbla PerucTpauMoHHOMO YAOCTOBEPEHUsI IeKapCTBEHHOro
npenapara, NPON3BOACTBEHHbIX NMOLLAA0K NPOV3BOANUTENSA NIEKapCTBEHHOrO npenapara Ans BETEPUHAPHOrO NPUMEHEHNS C yKa3aHnem cragumi
TEXHOMOrMYecKoro mnpoLiecca, OCYLECTBMNAEMbIX Ha MPOU3BOACTBEHHbIX NIOWAaAKax MpOM3BOAWUTENS NeKapcTBEHHOro mnpenapaTta Ans
BETEPMHAPHOTO NPUMEHEHNS;

(B pen. ®epepanbHbix 3akoHoB oT 13.07.2015 N 241-93, ot 02.08.2019 N 297-93)

e) dapmaueBTMyeckasi COBMECTUMOCTb;
) MMKpoBMonornyeckne xapakTepUCTUKN;
3) MatepuarnbHbIii 6anaHc AN NPoM3BOACTBA CEpUM rOTOBOTO NPOAYKTa;
1) ONMUCaHne XapakTepUCTUK U CBOMCTB YNaKOBOYHbLIX MaTtepuanoB U YKYNOPOYHbIX CPEACTB;
KoHcynbraHTlntoc: npymeyaHuve.
[Mpun pernctpauumn no yckopeHHow npoLenype AonyckaeTcs HenpeacTaBneHne AOKYMEHTOB, NPeayCcMOTpeHHbIX nn. "K' n. 9 4. 3 ct. 17, npu

YCNOBUM NMUCbMEHHOrO 0b6s3aTenbCcTBa UX NpegocTaBuTb B TedeHne 12 mecsueB co aHsa peructpauum (MoctaHoBnexue MpaButensctea PO
ot 12.03.2022 N 353).



K) AOKyMeHTarnbHOe NoATBEepXXAeHNe (Bannaaums) NpoLeccoB 1 (Un) UX OLLEHKa;

n) TpeboBaHMs K Ka4yecTBy BCMOMOraTeSlbHbIX BELECTB (CepTudmkat, cneuudukaums Ha BCrMoMoraTtefibHble BellectBa U KX
o6ocHOBaHue);

KoHcynbraHTlmtoc: npumedaHue.

[Mpu pernctpauumn no yckopeHHon npoueaype A0oNyCKaeTcs HenpeacTaBeHne JOKYMEHTOB, NPeayCMOTPeHHbIX nn. "M" n. 9 u. 3 cT. 17, npu
YCIMOBUW MUCbMEHHOTO 00A3aTenbCTBa MX NPeAocTaBuTb B TedeHne 12 mecsueB co AHsA pervctpaumu (MoctaHoBneHune MNpasutensctea PP
ot 12.03.2022 N 353).

M) aHannuTnyeckme MeToauku, ncnonbdyemble rnpu oCyLecTBlieHUN KOHTPONA KadecTBa BCromMoraTesibHbIX BELECTB,

KoHcynbraHTlntoc: npymeyaHve.

[Mpun pernctpaummn no yckopeHHou npolenype AonyckaeTcs HenpeacTaBneHve AOKYMEHTOB, NpedyCMOTpeHHbIX nn. "H" n. 9 4. 3 ct. 17, npu
YCMOBUK MMCbMEHHOTO 0bA3aTensbCcTBa MX NPpeaocTaBuTb B TedeHne 12 mecsueB co AHA pernctpaumu (MoctaHosnenne Mpasutensctea P
ot 12.03.2022 N 353).

H) AOKyMeHTarnbHOEe noateepXaeHue (Banm,u,auvm) aHannUTU4YeCcKnx MeToauk, NCnonb3yemMblX NMpu OCyLLEeCTBNEeHUN KOHTPOSIA KavyecTBa
BCNnomMoraTtenbHbIX BELWECTB,

0) uHdopmauwms 06 ncnonb3oBaHUM BCNOMOraTeNbHbIX BELLECTB YEMOBEYECKOTO U XXUBOTHOMO NPOUCXOXAEHWS;
n) ytpatun cuny. - ®eaepanbHbin 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMA K KavecTBy ReKapCTBEHHOro mnpenapaTta Ans BEeTepUMHapHOro npuMmeHeHus (ceptudmkar, cneundukaums Ha
riekapCTBeHHbIN npenapaTt 1 nx obocHoBaHue);

C) aHanuTMYeckMe MeToamKK1, UCTOoNb3yeMble NPU OCYLLECTBIIEHUM KOHTPOMS ka4yecTBa NekapcTBEHHOro npenapara Afsi BETePUHAPHOTo
NPUMEHEHUS!;

KoHcynbraHTtlntoc: npymedaHve.

[Mpy perncTpaummn nNo yCKOPeHHOW npoueaype A0NyCKaeTcs HenpeacTaBneHne AOKYMEHTOB, MPeAyCMOTPeHHbIX nn. "T" n. 9 4. 3 cT. 17, npu
YCINOBUM NMUCbMEHHOTO 06si3aTeNnbCTBa UX NpeaocTaBuTh B TedeHne 12 mecsiueB co aHsa pernctpauum (MoctaHoBnexue Mpasutensctea PO
ot 12.03.2022 N 353).

T) OOKyMeHTarnbHoe noareepXxaeHue (BaﬂVIﬂaLl,I/IFI) aHanuUTN4eCKnx MeToaukK, UCnosib3yeMblX Npu OCyLLEeCTBNEHNUN KOHTPONA KadecTBa
NeKapCcTBEeHHOro npenaparta Ana BeTepuHapHOro NpuMeHeHUs;

y) [AOKYMEHT, NOATBEPXOAOLWMIA Ka4yeCTBO JIeKapCTBEHHOrO npenapaTta Tpex MPOMBIWMNEHHbIX CEpUi (NPOTOKON aHanusa unu
cepTudumkaT aHanusa), ogHa cepusi KOTOPOro JoMkKHa CoBnaaaTth C cepueil obpasLua nekapcTBEHHOro npenaparta, NoAAHHOMo Ha PerncTpaumio;

@) xapakTepucTmka npumecen;

X) nepevyeHb CTaHOapPTHbIX 06pa3u,0|3, ncnonb3yemMbiX MNpu OCYyLLUECTBIEHUMM KOHTPOSA Ka4veCTBa J1eKapCTBEHHOro npenapata Aand
BEeTepUHapHOro NpuMeHeHud,

KoHcynberaHTlntoc: npymeyaHuve.

[Mpy yckopeHHo npoliedype perucTpauumy BOCNPOU3BEAEHHOIO Npenaparta AoMyCcKaeTcs HenpeacTaBrneHne CBegeHUN, NpesycMOTPEHHbIX
nn. "u" n. 9 4. 3 ct. 17, npy NUCbMEHHOM 0653aTENLCTBE MX NPEeaoCTaBuTb B TeveHne 12 mecsiueB co aHA pervctpauum (MoctaHoBneHne
MpaBuTenscTBa PP ot 12.03.2022 N 353).

L) AaHHble 0 CTabuNbHOCTY NIEKapCTBEHHOO Npenapara Ansi BEeTEPUHAPHOTO NPUMEHEHNS;

10) konus JOKyMeHTa, codepXKallero MHPopMaLmMio 0 HanMYMn unnm 06 OTCYTCTBUM (DAKTOB perncTpauymn nekapcTBeHHOro npenapara
Onsi BeTeprHapHOro npumeHeHus 3a npegenamn Poccuiickon Pegepaumu;

11) cornacue B NMUCbMEHHOW hopme, NPedyCMOTPEHHOe YacTbio 7 HacTosilel cTaTbW, B Criyyae peructpauuu BOCNpPOU3BeAEeHHOro
nekapCcTBEHHOro npenapara;
(B pen. ®epepansHoro 3akoHa ot 13.07.2015 N 241-93)

12) KOMMsi JOKYMEHTa Ha PYCCKOM $3blKe, 3aBEPEHHOIO B YCTAHOBIIEHHOM MOPSiAKE W MOATBEPXKAAOLLETO NMPaBOMOYHOCTb 3asiBIEHUS O
rocyAapCTBEHHOW perucTpaumm nekapcTBEHHOMo Npenapara Afsi BETEPUHAPHOIO NPUMEHEHUS (4OBEPEHHOCTD);

KoHcynbraHTlmtoc: npumedaxue.
o 31.12.2030 poccuicknum Npon3BoaUTENsIM paspeLLeHo He NPeacTaBnaTb cBegeHusl B cooTBeTcTBum ¢ n. 13 4. 3 cT. 17 npu perncrtpauum
MMMYHOBMONOrM4ecknx nekapcteeHHblx npenapatos (MoctaHosnerue MNpasutensctea PP ot 12.03.2022 N 353).

13) cBeAeHNs1 0 rocyAapCTBEHHOW PerncTpaLmm reHHO-MHXEHEPHO-MOANMULIMPOBAHHBIX OPraHW3MOB, NPeAHa3HAYeHHbIX AMs BbiMycka B
OKpYyXartoLLlyo cpegy (nNpy rocynapCTBEHHOW PerMcTpauun NeKapcTBEHHBIX MpenapaTtoB Afs BETEPUHAPHOTO MPUMEHEHWS, MOMYYEHHbLIX C
NpYMEHEHNEM FrEHHO-UHXXEHEPHO-MOANMULMPOBaHHBLIX OPraHU3MOB MM COAEPXaLLMX Takue OpraHn3mbl).



(n. 13 BBeaeH ®PegepanbHbim 3akoHom oT 02.08.2019 N 297-93)

4. Tlpn npoBegeHVMM YCKOPEHHOW npoueaypbl 3KCMepTU3bl JeKapCTBEHHOrO npenapata Ans BeTepuHapHOro nNpuMMeHeHus (3a
UCKITIOYEHEM FEeKapCTBEHHOro npenapata Ans BeTePUHapHOro MPUMEHEHUS, yKa3aHHOro B 4acTu 4.1 HacTosweln craTtbu) B LENAX ero
rocyAapCTBEHHOW perncTpauum BMecTo oTyeTa paspaboTumka o pesynbrartax AOKIMHWYECKOro MCCeAoBaHWNsA NeKkapcTBEHHOro cpeacTea Ans
BETEPMHAPHOrO NPUMEHEHNS MOXeT BbITb NpeacTaBneH 0630p HayyHbIx paboT 0 pe3ynsraTtax AOKTMHUYECKOro uccnenoBaHus pedepeHTHoro
rleKkapCTBEHHOro npenapara AN BETEPMHApHOro NPMMEHEHNs, 8 BMECTO OT4eTa O pesynbratax KMMHUYECKOro UCCNEAoBaHNs NekapCTBEHHOIO
npenapara Ans BeTEPMHAPHOrO NPUMEHEHNA OTYET O pe3ynbTaTtax UccnefoBaHUn BUOIKBMBANEHTHOCTM BOCMPON3BEAEHHOIO JIeKapCTBEHHOIO
npenapara Afs BETEPUHAPHOIO NMPUMEHEHUSI.

(B pen. ®epepanbHbix 3akoHoB oT 02.08.2019 N 297-d3, ot 28.04.2023 N 171-93)

4.1. Tpn npoBedeHUN YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl NEeKapCTBEHHOro npenapara AN BETEepUMHApHOro MNpUMEHEHWS,
npegHa3Ha4yeHHoro ANnsl fevyeHust AOMALLHMX XXMBOTHbIX, onpeaeneHHbix denepanbHbiM 3akoHOM oT 27 fekabps 2018 roma N 498-93 "O6
OTBETCTBEHHOM 00palleHUN C XMBOTHLIMU UM O BHECEHUW U3MEHEHWIA B OTAEnNbHble 3akoHopaTenbHble akTbl Poccuiickon ®egepaumun”, n
3aperncTprpoBaHHOrO B Ka4eCcTBE NeKapCTBEHHOMO npenaparta Ans MeauUMHCKOTO MPUMEHEHUs, B LieNsax ero rocyaapCTBEHHON perncrpauum
BMECTO OTYeTa pa3paboryvka O pesynbratax AOKIMHUYECKOTO MCCIieNoBaHWs JIeKapCTBEHHOMO CpeAcTBa NS BETEPUHAPHOTO MPUMEHEHWS
MOryT ObITb MpeacTaBneHbl pesynbTaTbl AOKIMHUYECKOTO WUCCIefoBaHWsS COOTBETCTBYHOLLErO fIeKapCTBEHHOTO CPeAcTBa Ans MeauLMHCKOro
NpYMEHEHWsI, @ BMECTO OT4eTa O pesynbraTax KMMHUYECKOro UCCNefoBaHusl NeKapCTBEHHOro npenapaTa Afs BeTepUHAPHOro NPUMeHeHUs -
00630p HayyHbIX paboT O pesynsratax KMUMHUYECKUX MCCIeqoBaHW JIekapCTBEHHOrO MpenapaTta A/ MeQULMHCKOrO NMPUMEHEHWS Ha Buaax
JKUBOTHBIX, KOTOPbLIM NMpeaHasHavaeTca uccrnefyemMblin NekapcTBEHHbIN Npenapar.

(4actb 4.1 BBegeHa PegepanbHbiM 3akoHOM OT 28.04.2023 N 171-93)

5. Ha akcnepTusy pasnuyHbiX fieKapCTBEHHbIX (hOPM OOHOIMO U TOrO e NeKapCTBEHHOMO npenaparta Afsi BEeTepUHApPHOrO NpUMEHEHUs!
3asBATENb MNpeAcTaBnseT OTAefbHble 3asiBMEeHWs W pPerncTpauvoHHble [O0Cbe Ha Kaxaylo JfekapcTBeHHyt opmy. Mpu  ycnosuu
OOHOBPEMEHHOWN MOoAayM Ha 3KCMepTM3y OAHOW NEKApCTBEHHON (DOPMbl C pasfUYHbIMK [03VMPOBKOW, KOHLEHTpauuei, o6bemMoM 3asiBUTENb
npeacTaBnsieT ogHO 3asiBNeHne U perncTpaumnoHHoe [oCbe C MPUIIOKEHNEM MaKETOB NEPBUYHON YNakoBKU M BTOPUYHONM ynakoBku. Ha makeTax
NepBUYHOM YMNaKOBKM UM BTOPUYHOW YNaKOBKM YKas3biBAlOTCH BCE MPOU3BOAWMMbLIE JO3UPOBKW, KOHLEHTpauWu, 0ObeMbl M KONMMYECTBO A03 B
yrakoBKe NIekapCTBEHHOTO NMpenaparta Arsi BETEPUHAPHOTO NPUMEHEHUS.

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

6. B cnyyae HenpeactaBneHVs C 3asiBIEHUMEM O rOCy[apCTBEHHOW permcrpauuy nekapcTBEHHOro npenapata Ans BeTepUHapHOro
NPYMEHEHNsT JOKYMEHTOB, MOATBEPXAAOLMX YNnaTy rocyAapCTBEHHOW MOLUMUHBI WM yKa3aHHbIX B MyHKTE 7 4acTu 2 HacTosLen craTtb,
CBeAEeHWI 0 NULEH3USIX, YKkadaHHbIX B NyHKTax 1 1 2 yactu 3 HacTosILWen CTaTby, a Takke BbldaBaeMblx (MpeaocTaBnsieMblx) YNONHOMOYEHHbIMU
denepanbHbIMU  OpraHamn WCMOMNHUTENbHOW BNacTv AOKYMEHTOB (CBEAEHWN), yKa3aHHbIX B MNyHKTe 2.1 yacTn 3 HacToswen craTtby,
YNONMHOMOYEHHbI  dbedeparnbHbli  OpraH  MCMOMHUTENbHOW  BMAcTX  3anpaluvMBaeT  yKa3aHHble [OOKYMeHTbl (CBedeHus) B nopsigke
MeXBeOMCTBEHHOTO MH(POPMALIMOHHOTO B3aMMOAECTBUS.

(4acTb 6 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

7. He ponyckaeTca WCMonb3oBaHMe B KOMMEPYECKVX Lensx wHdopMauuyv o pesynbratax AOKMMHUYECKUX  UCCNefoBaHuii
NeKapCTBEHHbIX CPEACTB M KIMHUYECKUX WCCNedOBaHWI NEeKapCTBEHHbIX MpernapaToB AN BETEPMHAPHOrO MPUMEHEHUS, MpeAcTaBleHHOoN
3asBMTeNeM [ANs rOCySAPCTBEHHOW perucTpauum nekapcTBeHHbIX MpenapatoB, 6e3 ero cornmacus B TeyeHWe LecTW neT ¢ Aatsl
rocyaapCTBeHHOM pernctpauumn pedepeHTHOro nekapcTBeHHOro npenapara B Poccuickon ®egepauun.

8. [epxaTtenb unu Bnapenel, perycTpauyoHHOrO YAOCTOBEPEeHUS NeKapCTBEHHOro npenapata Afs BETEpPUHApPHOTO NPUMEHEHWs
npeacTaBnsieT B YNOMHOMOYEHHbIN dhefeparnbHbIi OpraH UCMNOMHUTENbHOM BNAacT OTYET MO pesynsratam hapMakoHaasopa OAuH pas3 B LIeCTb
MecsiLieB B TeYeHVe AByX eT Nnocre rocyfapCTBEHHON perncTpaumm nekapcTBeHHoro npenapata B Poccuiickon ®egepauum, 3aTem eXerogHo B
TeyeHune nocneagyowmx Tpex NeT v B AanbHenllem oauH pas B TPy roga.

(vactb 8 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

KoHcynbraHTlntoc: npumedaHue.
C 01.09.2024 cT. 18 yTpaunsaet cuny ($3 ot 30.01.2024 N 1-$3).

Cratba 18. lMopaya u paccMmoTpeHMe 3asBNEHUA O roCyAapCTBEHHOW perucrpauuu nekapcTBEHHOro mnpenapara Ans
MeAULIMHCKOTO NMPUMEHEHMs
(B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ina rocynapcTBEHHON perucTpaumm nekapCcTBeHHOro npenapara Ans MeauuUHCKOro MpUMeHeHWs IpUaANYecKoe Nuuo, AencTByloLLee
B COBCTBEHHBIX MHTEpecax Wnu YMNofHOMOYEHHOe MNpeAcTaBnATb MHTEPEechl APYroro pUAMYECcKOro nvua u 3asensiollee nekapcTBeHHbIV
npenapar Ha rocyaapCTBEHHYIO perMcTpauuio (aanee B HacTOsILLEN CTaTbe - 3asBUTENb), NPeACTaBNseT B YNONHOMOYEHHbIN deaepanbHbIi
opraH MCMOMHUTENBHON BMacTW, OCYLLECTBMSIOWMNIA TOCYAapPCTBEHHYIO PEerncTpaumio NeKapCTBEHHbIX MNpenapaTtoB ANA  MeaWLMHCKOro
NpYMEHEHNS], B 3MEKTPOHHON hopme 1 Ha ByMaxxHOM HocuTene 3asiBieHne O rocyAapCTBEHHOW perncTpaumny nekapcTBeHHOro npenapara ans
MeOWLMHCKOTO MPUMEHEHMSl, @ Takke B Mopsiake, YCTaHOBMEHHOM YMONMHOMOYEHHbIM dedeparnibHbiM OpraHOM MWCMOMHUTENbHOW BRacTu, B
3MEeKTPOHHOM hopMe M Ha OymMaxHOM HocuTene HeobxogouMble [OKYMEHTbI, U3 KOTOpbIX (DOPMMPYETCS PerncTtpaumoHHOe [oCbe Ha
nekapcTBeHHbIV npenapar Ans MeanLMHCKOTo NPUMEHEHNS.
(vactb 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHun o I'OC}/,ClapCTBeHHOVI perncTpaumm nekapcTtBeHHOro npenapara and MmeauunHCKoro npuMeHeHusa ykasblBatoTcaA:

1) HaumeHoBaHVe, agpec 3asBUTENSA U NPON3BOAMTENS NeKapCTBEHHOro npenapara Ans MegUUMHCKOTO NMpUMeHeHWs, cBefeHns ob nx
permcTpaumMmn B kayecTse Hamnoronnartenblivka B CTpaHe permctpaumun (Ans poCCUNCKUX HOPUANYECKUX MUl - MOEHTUMUKALMOHHBIA HOMep
Hanoronnatenswmnka (MHH), ONS WMHOCTPaHHbLIX OPUAMYECKUX NUL - CTpaHa pernctpauuu, HavMMeHOBaHWe perncTpupyrolero opraHa,
PerncTpaumoHHbIN HOMep, KO HaroronnarenbLyyka B CTpaHe pernctpauum (MHKoprnopaummn) unm ero aHanor) U agpec Mecta OCyLLeCTBMNEHUs
NPOM3BOACTBA NEKapCTBEHHOro npenapata (B Crydae HanmuyuMs HEeCKONbKUX Y4aCTHUKOB npouecca ero npousBoAcTBa HeOOXoAMMO ykasaTb
KaX4oro y4acTHMKa B COOTBETCTBMM C OCYLLECTBSIEMON CcTaguen Npon3BOACTBa);

(n. 1 B pea. ®enepanbHoro 3akoHa oT 28.12.2017 N 425-93)



2) HanMeHoBaHue JeKapCTBEHHOro npenapata Aanda MeauuuHCKOro npuMeHeHusa (Me)KLI,yHapO,D,Hoe HenateHToBaHHOe, Wnu
rpynnnpoBO4HOE, UM XMMUYEeCKoe U Toproeoe HaMMeHOBaHMﬂ);

3) nepevyeHb ﬂeVICTBy}OLLWIX 1 BCnomMoraternbHbIX BewecTB, BXOOALWMX B COCTaB JIEeKapCTBEHHOro npenaparta and MeanunHCKoro
NPpUMEHEeHUs, C yKasaHneM Komm4ecTBa KaKaoro U3 HUX;

4) NneKkapcTBeHHasa d)opma, [03npoBKa, crnocobbl BBeOEHVA W npUMeHeHna, CpPOK TrOAHOCTU JIeKapCTBEHHOro npenaparta and
MEeANUMHCKOro NnpuMeHeHuns,;

5) dhapmakoTepaneBTMYeckasi rpynna, Ko4 aHaTOMO-TepaneBTUYEeCKO-XMMUYECKON KraccudvKaumm, pekoMeHOoBaHHoW BcemupHoi
opraHu3aumnen 3npaBooXpaHeHs], 3asBNsIEMbIE NOKa3aHUs Ans NPUMEHEHUSI NEKapCTBEHHOIO Npernapara A51s MEAULMUHCKOTO NpUMEHEHUS;

6) OTCyTCTBUE HeobxooMmocTun npeanocrtaeneHna or4yeTta O pedynbratax  KIMMHUYeCKOoro uccnenoBaHua, uccrnegoBaHuA
61O3KBUBANEHTHOCTM nekapcTBEHHOro npenapaTta, paspeLleHHOro Ans MeguunHCKoro npumeHeHus B Poccuinckon CDe,qepauMM 6onee gBaguatu
neT, C yKa3aHMeM HOpMaTUBHbIX MPaBOBbIX aKTOB, NoATBepXAarLWwmnx OaHHbIN CPOK NPUMEHEHUSA;

7) HeoGXoaMMOCTL OopMIIeHUs paspelleHns Ha BBo3 B Poccuiickylo deaepaumnio KOHKPETHOM MapTUK 3apervcTpupoBaHHbIX U (Mnn)
He3aperucTpUpoOBaHHbLIX FEKapCTBEHHbLIX CPEACTB, MNpeAHasHaYeHHbIX Ans MPOBEeAEHUs 9KCMepTU3bl NeKapCTBEHHbIX CPEACTB B LEnsx
roCyAapCTBEHHON PernucTpaumy;

8) HeoGXxoAMMOCTb MPOBEdEHUsI SKCMEPTU3bl [AOKYMEHTOB, MNPEOCTaBMEHHbIX Ansi ONpefeneHus BO3MOXHOCTW paccMmaTpuBaTtbh
neKkapcTBeHHbI npenapaT Ans MEeAULUMHCKOTO NPUMEHEHWST NpW OCYLLECTBIIEHUM FOCYAApPCTBEHHOW peructpaumm B kadyectBe opghaHHOro
nekapCcTBEHHOro npenapara;

9) HeobXxoaMMoCTb npuMeHeHna yCKOpeHHOVI npouenypbl 3KCNepTu3bl NIeKapCTBEeHHbIX CPEeACTB B Lendax rocy,qapCTBeHHon perncTpaummn
NeKapCTBeHHOro npenaparta,

10) KONUM AOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocyAapCTBEHHOW NMOLUMUHBI:

a) 3a MpoBefEeHVE 3KCMepTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX ANl OrnpefeneHus BO3MOXHOCTU paccMaTpuBaTh J1eKapCTBEHHbIN
npenapat Ans MeOULMHCKOTO MPUMEHEHWSI MPW OCYLLECTBMEHUN TOCYAAPCTBEHHOW perucTpaumm B kadecTBe OpdhaHHOro NekapCTBEHHOMO
npenapara;

6) 3a npoBefeHME IKCMEPTM3bl Ka4yecTBa NEKapPCTBEHHONO CPEACTBa WM 9KCTMepTW3bl OTHOLIEHUSI OXWMAAEMOW MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS1 NEKapCTBEHHOTO Npenapara, pa3peLleHHoro Ans MEAULIMHCKOro npuMeHeHns B Poccuiickoin depepaumnn 6onee asapuatut
NET, NPU OCYLLECTBIIEHNM rOCYAapCTBEHHON PerncTpaumnmn nekapcTBEHHOroO Npenapara;

B) 3a NpoBeAeHMe 3KCMepTM3bl KauyecTBa NEKapCTBEHHOTO CPeACTBa M 3KCMEepPTU3bl OTHOLLEHUS! OXMAAEMOW MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUs NTEKapCTBEHHOIO Npenapara Anst MEAULIMHCKOTrO NMPUMEHEHUS NpY ero rocyfapCTBEHHON perucTpaumu;

I') 3a NpoBefeHne SKCNepTu3bl Ka4yecTBa NeKapCTBEHHOMO CPeACcTBa U AKCNEPTU3bl OTHOLLEHUS OXMAAaeMOW Momnb3abl K BO3MO>XHOMY PUCKY
NpuMEeHeHNA neKapCTBEeHHOro npenaparta Aand MeauuumHCKOro npumMeHeHud, B OTHOLWEHWMW KOTOpOro npoBedeHbl MexayHapoaHble
MHOIoUEeHTpOBblE KITMHUYEeCKne wuccnenoBaHnd, 4YacTtb W3  KOTOPbIX NpoBedeHa B Poccuickon <Dep,epauv|v|, npun ocCyLwecTBreHnn
FOC)/,EI,apCTBeHHOVI perncTpaummn nekapCTBeHHOro npenaparta;

11) Hanuuve cormacusi NPOV3BOAMTENS JleKapCTBEHHOrO npenapaTa, NPOW3BOACTBO KOTOPOrO OCYLLECTBASIETCS 3a npeaenamu
Poccuiickoit  defepaumn, Ha NpoBedEHWE WHCMEKTUPOBAHUSI MNPOU3BOAMTENSI HA COOTBETCTBME TpeGoBaHWSIM MpaBun  Haanexaluen
NPOV3BOACTBEHHOMN NPAKTUKK;

12) Hanuyme cornacusi, NpegycMOTPEHHOTO YacTbio 18 HacTosLen cTaTby;

13) ykasaHve BuAa neKapCTBEHHOro npenaparta, NPeACTaBMEeHHOro Ha perncTpaumio (pedepeHTHbIV NekapCTBEHHbIV npenapar,
BOCMPOW3BEAEHHbIVi NEeKapCTBEHHbIN Npenapar, 6uonornyecknii NekapcTBeHHbIW npenapat, ruoaHanorosbin (61MONOAO6HbLIN) NekapCTBEHHbIN
npenapar (6roaHaror), roMeonaTu4eckuii NekapCTBEHHbIV Npenapar, NekapCTBEHHbIN pacTUTENbHbLIN Npenapar).

(4acTb 2 B pep. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3. PerucrpaunoHHoe [oCbe Ha NekapCTBEHHbI npenapart Ans MedUUMHCKOrO MpUMeHeHust npefdocTaensieTcss B dopme obLuero
TEXHUYECKOTO JOKYMEHTA.
(4acTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

4. Paspen AOKYyMeHTauun agMUHUCTPAaTUBHOIO XapaKkTepa BKIo4aeT B cebs:

1) 3asiBNeHne 0 rocygapCTBEHHON perncTpauumn nekapcTBEHHOro npenapata Anst MeQULMHCKOrO NPUMEHEHWUsT B 3NEeKTPOHHOW dopme U
Ha BymakHoM HocuTene;

2) KOMWIO [OKYMEHTA Ha PYCCKOM si3blke, 3aBEPEHHOTO B YCTAHOBMEHHOM MOPsiAKE M MOATBEPXAAOLLEro NPaBOMOYHOCTb 3asiBUTENS
nofasaTtb 3asiBMieHNe O rocyAapCTBEHHON perncTpauum iekapcTBEHHOro npenapara Ans MeguuMHCKOro NpUMeHeHust (JOBEPEHHOCTD);

3) cBeaeHWst 0 aate NpefoCTaBeHNs U PEFUCTPALLMOHHOM HOMEpPE NMULIEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB UMW CBEAEHUS
0 JaTe NpefoCTaBIeHUs U PErnCTPaLMOHHOM HOMEpPE 3aKIioYEHUs O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
npaBun  Hagnexalien npou3BOACTBEHHOW MPaKTUKW, BblAaHHbIX (MPEAOCTaBMEHHbIX)  YMOMHOMOYEHHLIM  dedeparnbHbiM — OpraHoMm
UCMOMHUTENBHON BNacT B OTHOLIEHWM MPOM3BOACTBEHHOW MNIOLLAAKM PerucTpupyemMoro nekapCTBEHHOro npenaparta, B criyvae, ecnu
NPOU3BOACTBO JIEKAPCTBEHHOTO Npenapara ocyllectensieTcs B Poccuiickon denepaunu;
(B pen. ®epepanbHbix 3akoHoB oT 04.06.2018 N 140-93, ot 27.12.2019 N 478-d3)

4) KonuK NpenoCTaBNEHHOW YMNONHOMOYEHHbIM OpraHoOM CTpaHbl MPOW3BOAMUTENS JMLEH3WM Ha NPOM3BOACTBO NEKapCTBEHHOMO
npenapata M ee NepeBOA Ha PYCCKWA A3blK, 3aBEPEHHble B YCTAHOBMEHHOM TMOPSAKE, a TaKkKe KOMUIO 3aKmioYeHUst O COOTBETCTBUM
NPOV3BOANTENSI NEKAPCTBEHHBIX CPEeACTB TPeGOBaHWSIM NpaBuil Hadnexalleid NPOU3BOACTBEHHON MPAKTUKW, BbIAAHHOMO YMOMHOMOYEHHbBIM



denepanbHbIM OPraHOM UCMOMHUTENBHOWM BMacTU B OTHOLLEHNW NPOU3BOACTBEHHOM NIOLLAAKN PErMCTPUPYEMOrO NEeKapCTBEHHOrO npenapara,
WM KOMUWIO PeLleHnst YNoNHOMOYEeHHOro defepanbHOro opraHa MCMOMHUTENBHOM BNacTu O NPOBeAEeHUN WHCMEKTUPOBAaHWS NMPOU3BOAUTENS
nekapcTBEeHHbIX CPeACTB, B Cryyae, ecrnv NpoM3BOACTBO NliekapCTBEHHOIO npenapara ocyLecTBnsieTcs 3a npeaenamu Poccuiickon ®enepaumu;
(B pen. ®epepanbHbix 3akoHOB oT 04.06.2018 N 140-93, ot 27.12.2019 N 478-93)

5) NPoeKT MHCTPYKLMM NO MeAWLIMHCKOMY NPUMEHEHUIO NekapcTBEHHOro npenaparta, CoaepxXalien crneaytolime ceefeHus:

a) HanMeHoBaHWe NekapCTBEHHOIO nNpenapara (MexayHapoaHoe HenaTeHTOBaHHOe, UK FPYNMUPOBOYHOE, UM XMMUYECKOE 1 TOProBoe
HaMMeHOoBaHus);

6) nekapcTBeHHasi oopma ¢ YKasaHnem HaMMEeHOBaHUM N KONMYECTBEHHOIO cocTaBa ,D,elaCTByI'OIJ.l,VIX BelleCTB U Ka4eCTBEHHOro coctaBa
BCnomoraTtesibHbIX BeLleCcTB (I'IpVI HeobX0AMMOCTH KONMYECTBEHHOIO COCTaBa BCMOMOraTenbHbIX BeLLleCTB);

B) OM1CaHWe BHELLHEro B1Aa fekapcTBEHHOro npenapara Ans MeAULIMHCKOro NPUMEHEHNS;

r) husmko-xmmmyeckme CBONCTBa (AN paanodapmaLleBTUYECKMX NeKapCTBEHHbIX NpenapaToB);

n) dhapmakoTepaneBTMYecKas rpynna, Kof nekapCTBEHHOro npenapara Ans MeAMLMHCKOTO NpYMEHEHNs! Mo aHaTOMO-TepaneBTUYecKo-
XMIMUYECKOW  Kknaccudpukaumm, pekoMeHOoBaHHOW BcemupHoOn opraHmsauvelnt 34paBoOOXpaHeHWs, WM ykasaHue "romeonaTtu4eckuii

neKkapcTBeHHbIN Npenapat”;

e) CbapMaKO,EWIHaMI/IKa n CbapMaKOKVIHeTI/IKa (3a NCKNK4YeHnem q)apMaKOKVIHeTI/IKVI romeonaTtn4yecknx JnekapCTBeHHbIX npenapatoB U
pacTuUTenbHbIX NNeKapCTBEHHbIX npenapaTOB);

X) NOKa3aHWs AN NPUMEHEHWST;
3) NPOTMBOMNOKAa3aHUsA AN NPUMEHEHUS;
1) Mepbl MPEAOCTOPOXKHOCTU MPU NPUMEHEHNU;

K) YKa3aHne BO3MOXXHOCTU U ocobeHHocTen NPpUMEHEeHNA NeKapcTBeHHOro npenapara and mMmeanunHCKoro npuMmeHeHua 6epeMeHHbIMVI
XeHLWmnHamMmu, XeHwnHaMmn B nepunoa rpyaHoro BCKkapMnmeaHua, AeTbMu, B3pOCTbIMU, UMELLUMN XPOHNUYECKne 3aboneBaHus;

J'I) pexnmMm [0o3npoBaHuA, crnocobbl BBEAEHUS U npuMeHeHunda, npu HeobxoaMmocTu BpemMda npumema nekapcrtBeHHOro npenapara gnd
MeOUUNHCKOro npuMeHeHua, NnpoaosKUTENbHOCTb NIeYeHnd, B TOM Yucne y Jeten 0o v nocrie ogHoro roga;

M) BO3MOXHbIE HEXENnaTernbHble peakumm Npu NpUMEHEHUN NIEKAPCTBEHHOIO NpenapaTta Afis MeQULMHCKOTO NPUMEHEHUS;
H) CUMNTOMbI NEPEAO3VPOBKN, MEPbI MO OKa3aHUK NMOMOLLM NPpU NEPEO3UPOBKE;

0) B3aMMOAEWCTBME C APYTVIMM JIeKapCTBEHHbIMU NpenapaTamn 1 (Unu) NULLEBBLIMU NPOAYKTaMu;

n) chopmbl BbiNycka NEKAapCTBEHHOIO Npenapara;

p) ykasaHue (nNpu HeobxoaUMMOCTH) 0COGEHHOCTEN AENCTBUSI NEKApPCTBEHHOrO npenapaTa Ans MEAULMHCKOrO NPUMeEHeEHUs Npyu nepsoM
npueme unu npu ero OTMeHe;

c) onuncaHue (Npy HeobxoaAMMOCTUN) AENCTBUIA Bpada (dhenbalwepa) 1 (Mnu) naumMeHTa npu nponycke npMemMa ofHOW UMW HECKONbKMX 103
rleKkapCTBEHHOro npenaparta Ans MeaLMHCKOTO NMPUMEHEHWS;

T) BO3MOXHOE BMWSIHWE NEKapCTBEHHOTO MpenapaTta Ans MeOULUMHCKOTO MPUMEHEHWsI Ha CMOCOGHOCTb YMpaBnsiTb TPaAHCMOPTHLIMU
cpeacTBaMu, MexaHU3Mamu;

Y) CPOK FOAHOCTU U YKa3aHWe Ha 3anpeT NPUMEHEHWs1 NEKapCTBEHHOTO NpenaparTa Afsi MEAVLMHCKOTO MPUMEHEHUS MO UCTEYEHUN CpoKa
rofHOCTK;

@) ycnoBus XpaHeHus:;

X) ykazaHue Ha HeobXxoOMMOCTb XpaHEHWUsi NieKapCTBEHHOrO npenapaTta Ans MeAULMHCKOro MPYMEHEHUS B MecTax, HEAOCTYMHbIX AMns
nerten;

Ll,) YKasaHue (I'Ipl/l HeO6XO£I,MMOCTM) cneumanbHbIX Mep NpeaoCTOPOXHOCTU NPU YHUHTOXEHUU HEeWUCNOSIb30BaHHbIX JNEeKapCTBEeHHbIX
npenapartoB AN MeanuHCKOro NnpuMeHeHua,

4) yCroBWsi OTycKa;
L) HAMMEHOBaHWS 1 aapeca NPOU3BOACTBEHHbIX MIIOLWAA0K MPOU3BOANTENS NIEKApPCTBEHHOIO npenapara;

l|) HaMMEHOBaHWe, afpec opraHW3auuu, YMNONIHOMOYEHHOW [epXaTeneM WM BnafdenbUeM PervcTpaumMoHHOMO YAOCTOBEPEHMS
nekapcTBEHHOro npenapaTa Ans MeaWUMHCKOTO MPUMEHEHUS Ha NPUHATUE NPETEH3MiA OT noTpebuTens;

6) MHCTPYKUMIO MO MEAMLMHCKOMY MPUMEHEHUIO UMM KPAaTKYI XapaKTepuCTUKY JlekapCTBEHHOro npenaparta, yTBEpPXKOEHHbIE B CTpaHe
npousBoauTens;

7) NPOEKTHI MaKeTOB NEPBUYHON YNaKOBKW U BTOPUYHOI YNaKOBKW NIeKapCTBEHHOMO npenapaTta Ans MeAULMHCKOMO NMPUMEHEHUS!;

8) NpoeKT HOpMaTUBHOW AOKYMEHTAaLWN MM HOPMAaTUBHOTO AOKYMEHTa Ha NekapCTBEeHHbIN npenapart Ans MeAULIMHCKOTO NpUMeHeHNs
nmbo ykasaHue COOTBETCTBYIOLLEN hapMaKkonenHon ctaTbu;



9) OOKYMEHT, cofepxalliuin MHMOPMAaLMIO O Hamuuum Ui o6 OTCYTCTBUMM (DaKTOB PerMcTpauun NekapcTBEHHOro npenapara ans
MeOMLMHCKOro NpuMeHeHus 3a npegenamu Poccuiickoit denepauuu;

10) KON OOKYMEHTOB, 3aBEPEeHHbIX B YCTAaHOBIEHHOM NopsAaake U nogreepXaarowmnx Q)aKT perucrtpaunn nekapcTtBeHHOro npenapara B
MHOCTPaHHbIX rocyaapcTBax B Ka4yeCcTBe Op(baHHOFO NeKapCTBEHHOro npenapara,

11) nnaH ynpasneHna puckamum ans Ounonornyeckmx NeKapCTBEeHHbIX nNpenapaTtoB And MeanumHCKOro npuMeHeHus;

12) pokymeHT O cucTeme apMakoHaasopa Aepxartens wnv Bnagenbua pPerncTpaumoHHOro yAOCTOBEPEHUS JeKapCTBEHHOMo
npenapara;

13) OOKYMEHT, NOATBEpPXAaloLWMN KayeCcTBO eKapCTBEHHOro npenapaTta Tpex MPOMbILWMAEHHbIX Cepui (NPOTOKON aHanu3a wunu
cepTndmKaT aHanusa), ogHa Cepus KOTOPOro [OrbKHa coBnafjaTb C cepuel obpasua nekapCTBEHHOro npenapata Ans MEeAULIMHCKOro
NpYMeEHeHNs1, NPefCcTaBIeHHOro Ha rocyAapCTBEHHYI0 pervcTpaumio.

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

5. Pasgen xumuyeckow, dapmaueBTUHeCKOn W Ouonornveckon [oKyMeHTauuu BkioyYaeT B cebs JOKYMeHTbl, copepxalive
nHopmaumio o hapmaLeBTUHECKON cybCTaHLMM 1 NekapcTBEeHHOM Nnpenapare Ans MEeAULIMHCKOrO NMPUMEHEHUs!, NpoLiecce ero NpousBoACTBa
1 MeToAax KOHTPONS KayecTsa, B TOM Yucne:

1) konMuK [OKYMEHTa, COAEpXallero creaywowy WHpopMaumio o (apmaueBTUYeckon cybecTaHuuyM unu  apmaleBTUYECKUX
cybCcTaHumMsAX, BXOAAWMX B COCTaB JEKApCTBEHHOrO MpenapaTta, 3a WCKMIYeHVeM MWHdopMauum o dapmaueBTUHecknux cybcTaHumsX,
BKIMIOYEHHbIX B FOCYAAPCTBEHHBIN PEEeCTp NeKkapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CcTaTbel 34 HacToswero ®eaeparnbHOro 3akoHa:

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

a) HavmeHoBaHKe hapMaLeBTUYeckon cybcTaHLmK, ee CTPYKTypa, obLme CBONCTBA;

0) HanMeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOMOIMSi NPOM3BOACTBA C ONWUCaHWEM CTafuii MPOU3BOACTBA M METOAOB KOHTPONS Ha BCeX CTaausX NPOU3BOACTBA;

r) onmcaHve pa3paboTkv npoLecca NPOU3BOACTBA;

[) onucaHne KOHTPOMS KPUTUYECKMX CTaauin NPOU3BOACTBA M NMPOMEXYTOYHOW NPOAYKLMMY;

€) AoKymeHTanbHoe noaTBepXxaeHue (Banugaums) npoLeccoB v (Mnu) UX OLEHKA;

) CBOWCTBA W CTPYKTYpa AeVCTBYIOLLMX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneundurkaums Ha dpapmaLeBTUYECKYIO CyBCcTaHLUmMio U ee 060CHOBaHWE;

K) aHanuTunyeckne MeToauku, Ncnosfb3dyemble nNpu OCyLeCcTBEeHNN KOHTPOSA KadecTBa hapmaueBTU4ecKomn Cy6CTaHLl,VIVI;

n) OOKYMeHTanbHOe NoaTBepXAeHVe (Banuaauusi) aHanuTUYeCcKnx MEeTOAMK, UCMONb3yeMbIX NMPU OCYLLECTBMEHUM KOHTPOMNS KayecTBa
hapmaueBTUYecKon cybcTaHumm;

M) pe3ynbraThl aHanmsa cepun dhapmaLeBTUYECcKon CybCcTaHumuy;

H) NepeyeHb CTaHAaPTHbIX 06Pa3LOB MK BELLECTB, UCMOMNb3YEeMbIX MPU OCYLLECTBNEHNM KOHTPOIS Ka4ecTBa;

0) onMcaHve xapakTepucTVK N CBOVWCTB YNaKOBOYHbIX MaTepnarnos 1 yKyNOpPOYHbIX CPeACTB;

n) AaHHbIe O CTabunbHOCTU hapMaLEeBTUYECKON CybCTaHLnW;

P) CPOK rogHoCTH;

1.1) B oOTHOWeHUN dapmaLeBTUYECKNX CYOCTaHUMA, BXOASAWMX B COCTaB JleKapCTBEHHOro npenapata W BKIOYEHHbIX B
roCy4apCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTaTbel 34 HacToswero degepanbHOro 3akoHa, - KOnus OOKyMeHTa,
cofepXallero creayLLyo MHopMaLuuio:

a) HauMeHoBaHWe apmaLEeBTUYECKON CcybGCTaHUMK, ee CTPYKTypa, obLymne CBOMCTBA;

6) HaMmeHoBaHVe 1 agpec NPON3BOAUTENS;

B) pe3ynbkTraThl aHanu3a cepuii hapmaLeBTU4eCcKon cybcTaHumu;

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

2) OOKYMEHT, codepalLlunii creayroLime CBEAEHNS O NeKapCTBEHHOM npenaparte Ans MeaMUMHCKOTO NPUMEHEHNS:

a) onvcaHve 1 cocTaB NeKapcTBEHHOro Npenaparta Anst MeaMLMHCKOTO NPUMEHEHUST;

6) onucaHne chapmaueBTUiecKorn pa3paboTku (06ocHoBaHME BbIOOpa COCTaBa, MEPBUYHON YNAKOBKM U UHOTO);

B) TEXHOMOMMS NPOM3BOACTBA C ONUCAHWEM CTafuii NPOU3BOACTBA M METOAOB KOHTPOMS Ha BCeX CTaausiX NPOU3BOACTBA;

I') onucaHne KOHTPOIs KPUTUYECKMX CTaduIn npoLecca Npou3BOACTBa U npome)KyTquoﬂ npoaykunu;



,D,) HanMmeHoBaHue 1 agpec MecTta OCyLllecCTBneHUA npou3BOACTBaA NeKapCTBEHHOro npenaparta Anda MeguumHCKOro npuMeHeHus (B
crniydae Hanm4yma HeCKoJbKMX yHaCTHUKOB npouecca npon3soacTea HeobxoaMmo YKa3aTb Kagoro us HVIX);

e) dhapmaueBTMYECKasi COBMECTUMOCTb;

) MUKpOBUONOrMyeckne xapakTepucTyukm;

3) MaTepuanbHbI 6anaHc ANs NPov3BOACTBa CEPUM FOTOBOTO NPOAYKTA;

1) onncaHne xapaKkTePUCTUK N CBONCTB YNaKOBOYHbIX MaTepuanoB 1 YKYNOPOYHbIX CPEACTB;

K) JOKYMeHTanbHoe noareepxaeHne (Banugauust) npoLeccoB NPOM3BOACTBA U (MNU) UX OLIEHKa;

n) TpeboBaHWsS K KavyecTBy BCMOMOraTenbHbIX BELECTB (cepTudmkat, crneuudukaums Ha BCromoraTenbHble BellecTBa U KX
obocHoBaHue);

M) aHanuTnyeckmne MeToauku, ncnonbdyemble rnpu oCyLLecTBIEeHUN KOHTPONA KadeCcTBa BCNnomMoraTeslbHbIX BEeLEeCTB;

H) AOKyMeHTarnbHoe noareepXxaeHue (Baﬂl/lﬂ,aLl,I/lﬂ) aHaNMUTUYEeCKNX MEeToAUuK, UCNOSNb3yeMblX NMpU OCyLeCTBIIeHUN KOHTPOJIA KadecTBa
BCrnomMmoraTtesibHbIX BeLeCTB,

0) nHdopmMaLmsi 06 MCMONb30BaHUU BCMIOMOraTeNbHbIX BELLLECTB YENOBEYECKOMO U XXMBOTHOTO NPOUCXOXAEHNS;
M) MHhopMaLmsi 06 UCTMONb3OBaHUN HOBbLIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy ReKapCTBEHHOroO mnpenapata ANl MEeAULUMHCKOro MNpUMEHeHWs (cepTudmkat, cneundukaums Ha
neKapCcTBEHHbIN NpenapaTt 1 nx obocHoBaHue);

C) aHanuTnyeckme MeToaukun, ncnonb3dyemble Npu OCyLLEeCTBIIeHUN KOHTPONA KadecTBa NIeKapCTBEHHOro npenaparta Anda meauunHCKoro
NPUMEHEHUSA;

T) OOKyMeHTanbHoe noareepXxaeHue (Banw,u,aum) aHaNUTUYECKNX MEeToauK, UCNOJIb3yeMblX NPU OCYLLECTBNEeHNUN KOHTPONA KayecTBa
NeKapCcTBeHHOro npenaparta ana MeauunHCKoro npuMeHeHua,

y) pesynsratbl aHann3oB Cepuin IekapCTBEHHOro npenaparta Anst MeauUMHCKOro NpUMeHeHUs:;
&) xapakTepucTmka npumecen;

X) NepevyeHb CTaHAapTHbIX 00pa3sLoB, MCMOMb3yEMbIX MPU OCYLLECTBMEHWUM KOHTPONS KavyecTBa JIeKapCTBEHHOro npenapata Ans
MeONLMHCKOrO NPUMEHEeHUs;

L) AaHHble 0 cTabunbHOCTM NlekapCTBEHHOro npenapara Ans MeauUMHCKOro NpUMeEHeHUsI.
(4acTb 5 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen dapmakonormyeckon, TOKCUKOMOIMYECKOW [OOKYMEHTauuu BKI4YaeT B cebsi oTyeTbl O pesynbratax AOKIMHUYECKUX
nccnenoBaHWn NekapCTBEHHOro CPeacTBa AN MEAULIMHCKOrO NMPUMEHEHNS, B TOM Y/Cne:

1) oTyeT 0 hapmMakoAMHAMUYECKNX UCCIEeqOBaHUSX;
2) oT4eT 0 hapMaKOKMHETUHECKMNX UCCIeAoBaHuUsX;

3) OTYET O TOKCHKOJSTOTMYECKNX UCCIIEQ0BaHUSIX.
(4acTb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen knuHu4deckomn AOKYMEeHTauun BKIo4aeT B cebss oTyeTbl O pesynbratax KIMHUYEeCKUX nccneaoBaHui NeKapcTBeHHOoro
npenaparta ana MmeaununHCKoro npumMeHeHunsd, B TOM Yncne:

1) oTyeTbl 06 UccnegoBaHMAX BMOAOCTYNHOCTM N BMO3KBMBANEHTHOCTU, NCCIIEA0BaHNAX, YCTAHABMMBAIOLLMX KOPPENSALMIO pe3ynsTaTos,
norny4yeHHbIX B YCOBUSX in Vitro u in vivo;

2) oT4eTbl 0 PapMaKOKMHETUYECKUX NCCIEAOBaHUSX;
3) oTyeTbl 0 hapMaKkoAMHAMUYECKNX NCCeq0BaHUSX;
4) oT4eTbl O KIMMHNYECKNX UCCreaoBaHnax adeKTUBHOCTU 1 BeaonacHoCTH;

5) OTYET O MOCTPErMCTPALIMOHHOM OMbITE MPUMEHEHUS (MPU HaNM4un).
(4acTb 7 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHus k 06bEMY MHOPMaLWK, NPeoCTaBNAeMol B COCTaBe PErMCTPaLMOHHOTO A0Cke, AN OTAENbHbIX BUAOB NIEKapCTBEHHbIX
npenapaTtoB ANs MeAULIMHCKOrO NPUMEHEHNS YCTaHaBMMBAOTCS YNONTHOMOYEHHbLIM heaepanbHbIM OpraHOM UCMOMHUTENBHOWM BNacTy.
(vacTb 8 BBegeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWEHWN NeKapCTBEHHbIX MpenapaToB, paspeLUeHHbIX ANs MeAULMHCKOro npumMeHenust B Poccuiickont depepaumn Bonee
ABaguaTy NeT U B OTHOLLEHWUM KOTOPbIX HEBO3MOXHO MPOBELAEHWNE UCCIIEAOBaHWU UX BMOSKBUBANIEHTHOCTY (32 UCKITOYEHNEM BUOMOrnYeCcKmx
neKkapcTBEeHHbIX NpenapaToB), AOMNYyCKaeTCs BKIOYEHWE B COCTaB pa3fena hapMaKkosiorMyeckomn, TOKCMKONOrMYeCcKo AOKYMEHTaUmMy 1 pasaena
KMWHWUYECKON [OKYMEHTauuM BMECTO oTyeTa paspaboTtuvMka o pesynbratax COOCTBEHHbIX [OKMMHUYECKUX WCCREAOoBaHWiA JlekapCTBEHHbIX
CPEACTB U KNUHUYECKVUX UCCMENOBaHMWIA NIeKapCTBEHHbIX NMpenapaToB AN MEeAULMHCKOrO NMpUMEHEHUst 063opa Hay4HbIX paboT o pesynsratax
[AOKINUHWUYECKUX UCCIEeNOBaHWM NeKapCTBEHHbIX CPEACTB U KIMHUYECKMX WUCCNELOBaHWA [aHHbIX NeKapCTBEHHbIX MpenapaToB, B TOM uucne



BKJTtOYAs! OMbIT MX MOCTPErMCTPALMOHHOTO MPUMEHEHUS.
(4acTb 9 BBegeHa PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa oT 27.12.2019 N 475-93)

10. MNpu rocynapcTBeHHON perncTpauuy BOCNPOU3BEAEHHbIX NeKapCTBEHHbIX NpenapaTtoB Afsi MEAULIMHCKOrO NPUMEHEHWST A0NyCKaeTcs
BKMIOYEHMe B COCTaB pasaena (papMakosiornyeckoin, TOKCUKONOTMYEeCKon AOKYMEHTaUMW U pa3aena KMMHUYECKOW JOKYMEHTaLMy BMECTO oTyeTa
paspaboTynka o pesynsratax COOGCTBEHHbIX AOKMMHUYECKUX UCCNedOBaHWU NIeKapCTBEHHbIX CPeAcTB 0630pa HayyHbIX paboT o pesynbraTax
[OKINUHMYECKUX UccnenoBaHuii pedepeHTHOro NekapcTBEHHOro npenaparta v NpeacTaBneHne BMECTO KMUHUYECKUX UCCMNEfoBaHWi B NOMTHOM
obbeme, YCTAHOBIIEHHOM pa3denoM  KNWHUYECKOW [OKyMEHTauuu, OoTyeTa O pesynbratax WCCNeAoBaHWii  GUOIKBMBANEHTHOCTU
BOCMPOW3BELAEHHOIO NEKApCTBEHHOTO MpenapaTta Ans MeOMUMHCKOTO MNpuMeHeHusi. He TpebyeTcsi mpeacTaBneHue otyeTa O pesynbrarax
uccneaoBaHuii GUO3KBUBANIEHTHOCTU BOCNPOU3BEAEHHOIO NEKAPCTBEHHOTO NMpenapaTa Afsi MeaMUMHCKOTO NPUMEHEHWS!, eCr PErncTpupyoTcs
BOCMPOW3BEAEHHbIE NTeKapCTBEHHbIE NpenapaThbl Ansi MEAULIMHCKOTO NPUMEHEHHS], KOTOpbIE:

1) npegHasHa4dyeHbl Ona napeHTeparibHoro (I'IO,D,KO)KHOFO, BHYTPUMBbILLEYHOro, BHYTPUBEHHOIO, BHYTPUIMA3HOIo, BHYTPUNOJIOCTHOIO,
BHYTPUCYCTaBHOIO, BHyTpVIKOpOHapHOI'O) BBeOeHuA U npeacraBnaoT cobon BOAHbIE PaCTBOpPbI;

2) npencTaBnsalT cobon pacTBOpbI ANs NEPOPanbHOrO NPUMEHEHUS;

3) npousBeaeHbl B oOpMe MOPOLLKOB MW NMOUIM3aToB ANs NPUroToBEHNsi PacTBOPOB;

4) sBnsI0TCA rasamu;

5) 9BMSATCA YLWHBIMU UMW MMa3HbIMU NeKapCTBEHHBbIMU NpenapaTtamu, Npou3BeAeHHbIMU B OPMe BOAHBIX PacTBOPOB;
6) NnpeaHa3Ha4eHbl Ans MECTHOMO NMPUMEHEHUS U NMPUTrOTOBMEHbI B (DOPME BOAHbLIX PaCTBOPOB;

7) npeactaBnsalOT cobon BOAHbIE PacTBOPbl AN UCMOMb30BaHUS B DOPME WHransuMin ¢ NMoMoLbio Hebynamsepa wnu B kayecTse
Ha3anbHbIX CNpeeB, NPUMEHSAEMbIX C MOMOLLbIO CXOAHBIX YCTPONCTB.
(4acTb 10 BBeaeHa degeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

11. Onsa cnyyaes, ykasaHHbIX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacTosLWen cTaTby, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIM npenapat Ans
MEAULIMHCKOrO NMPUMEHEHNS OOIMKEeH copdepXaTb Takue Xe BCroMoraTenbHble BELecTBa B TakuMX Xe KOonmyecTBax, Kak U pedepeHTHbIV
nekapcTBeHHbIV npenapart. Ecnn cocTtasbl BCMOMOraTenbHbIX BELLECTB pasnuyaloTcsi, 3asBuTeNb AOMKEH NPeacTaBuThb AoKasaTenbcTea Toro,
4YTO MCMOMb3yeMble B [aHHbIX KOHLEHTpauusix BCromoraTenbHble BelecTBa He BAusiloT Ha 6GesonacHocTb M (Unun) addeKTUBHOCTb
rieKkapCTBEHHOro npenaparta Ang MeauLMHCKOro npuMeHeHus. B cnyyae, ecnu 3asBuTenb He MOXeT MpeAacTaBuTb Takue AokasaTenbcTBa u
(unn) He wMmeeT gocTyna K COOTBETCTBYWOLWMM AaHHLIM, OH [OMMKEH MPOBECTW COOTBETCTBYIOLIME WCCNEAoBaHUs ANs [AoKasaTenbcTBa
OTCYTCTBMSI BMMSIHWS Pa3HbIX BCMOMOraTemnbHbIX BELECTB WM BCMOMOraTenbHbIX YCTPOWCTB Ha 6esonacHocTb u (Unun) addekTMBHOCTL
nleKapCTBEHHOro npenapata ANA  MeAWLMHCKOrO MpUMEHEHWS B COOTBETCTBUMM C akTamu, CocTaBnsaiowmumu npaso EBpasuiickoro
9KOHOMMWYECKOro CO03a.

(vactb 11 BBegeHa PeagepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B peg. PegepanbHoro 3akoHa ot 22.12.2020 N 444-93)

12. MNpwn rocyaapcTBeHHON perncTpauuM KOMOMHaUWn paHee 3apervcTpupoBaHHbIX NEKapCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro
NpYMEHeHNs1 [OMyckaeTcsi BKIOYEHWe B COCTaB pasgena hapmMakonormyeckon, TOKCUKONOrMYeCcKon AOKYMEeHTaumMm 1 pasgena KnMHUYecKomn
AOKYMeHTauuM BMeCTo oTyeTa paspaboTuvka o pesyrnbratax COOCTBEHHbIX AOKMUHUYECKUX MCCIeQOoBaHWi NekapCTBEHHbIX cpeacTB ob3opa
Hay4HbIX paboT O pesynbratax AOKMMHUYECKUX UCCMEAoBaHNA pedepeHTHbIX NeKapCTBEHHbIX NpenapaToB, BXOASALMX B COCTaB KOMOMHaLMK
NeKapCTBEHHbIX NpenapaTos, U 06 OTCYTCTBUM UX B3aUMOAENCTBUS B OAHOM NEKapCTBEHHON (hopMe.

(4acTb 12 BBeaeHa depeparnbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTu3y pasnuuHbiX NekapcTBEHHbIX (DOPM OAHOMO U TOrO XXe fieKapCTBEHHOro npenapara Ans MeavUMHCKOTO NpUMEHEHNs
3asBUTENb NPEACTaBNsET OTAENbHble 3asBMEeHUs W PerucTpauuoHHble [OCbe Ha KaxOyl JlekapcTBeHHyt dcopmy. [lMpu  ycnosum
O[HOBPEMEHHOMN MoAaYM Ha IKCMepTU3y OOHON JIeKapCTBEHHON (hOPMbl C Pas3nUyHbIMK [O3UPOBKOW, KOHLUEHTpauuein, oGbemMom 3asBuTesb
npeacTaenseT ogHO 3asiBeHne U percTpauuoHHoOe JOCbe C MPUIIOKEHMEM MaKETOB YNaKoOBOK Ha KaXXayto JO3UPOBKY, Kaxayto KOHLEeHTpauuio,
KaXkablih 06beM 1 Kaxkaoe KONMMYeCTBO 103 B YMaKOBKeE.

(4acTb 13 BBeaeHa depgeparnbHblM 3akoHOM OT 22.12.2014 N 429-93)

14. Tlpu rocypapCTBEHHOW perucTpaumn OpgaHHOro JeKapCTBEHHOrO MpenapaTta 3asBuTenb MNpeAcTaBnserT MHpOpMauumio,
Heobxogumyto Ans opMMpOBaHUA pasfdena KIMHUYECKOW AOKyMeHTauuu, B obbeme, YCTaHOBMEHHOM YMOMHOMOYEHHbIM defepanbHbIM
OpraHoM MCMOSHUTENBHOM BNacTu.

(4acTb 14 BBeaeHa depeparnbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpu perncrTpaumm GMOMOrMYECKOro NEeKapCTBEHHOTO Mpenapara, Mony4YeHHOro M3 KpPoBW, Mia3Mbl KPOBWM YeroBeka, B COCTaBe
PEerucTpaLMoHHOro AOChe Ha NEeKapCTBEHHbIN Npenapar Ans MeAULMHCKOTO NPUMEHEHUs A0MKHbI ObITb NpeAcTaBneHbl JONONHUTENBHO:

1) B pasgene [OOKyMeHTauuu agMUHUCTPATMBHOINO XapakTepa [OKYMEHT, coaepxalui uHgopmaumio o cybbektax obpalleHus
AOHOPCKOW KPOBM U (MNN) ee KOMMOHEHTOB, O TOM, rae Obina ocylecTBneHa AoHauns (KpoBM U (Mnv) nrasmbl KPOBM), a Takke AaHHble 00
VHMEKLUMOHHBIX 3aboneBaHusX, NepeaaroLLmxcs napeHTepanbHeIM nyTeM, MHpopmaums o cybbekTax obpalleHns JOHOPCKOWM KpoBK 1 (unun) ee
KOMMOHEHTOB, B OTHOLLIEHWM KOTOPbIX OCYLLECTBNAETCSH KOHTPOIb AOHOPCKOW KPOBU U (UNi) ee KOMMOHEHTOB;

2) B pa3gerne XuMu4eckomn, hapmaLeBTU4ecKon 1 Bruonorniyeckon 4OKyMeHTaumm:

a) Kputepum 1 cnocobbl oTbopa, TPaHCNOPTUPOBAHUS N XPAaHEHWUS! JOHOPCKOW KPOBU 1 (M) ee KOMIMOHEHTOB;

6) pesynbTaTtbl UCCNegoBaHWi OTOGPaHHbLIX JOHOPCKOW KPOBU U (Mnn) nna3Mbl KPOBU U NYrOB Ha Hanuyve Bo3byauTenen UHeKuun,
BKIoYast MHcpopmMaumio 06 MCMonb3oBaHHbIX METOAMKAxX WCCNedoBaHW M B Criydae WUccnedoBaHWSA MyroB Mnasmbl KPOBW pesynbraThbl
AOKYMEHTanbHOro noaTsepXaeHVs (Banvaaumnmn) NCNonb30BaHHbIX METOANK;

B) TEXHMYECKNE XapaKTEepUCTUKM YMaKkoBKM Ans OoTbopa [AOHOPCKOM KPOBM WU (Mnn) Mnasmbl KPOBMW, BKMOYas WHopmauuio ob

MCNOMb30BaHHbIX PACTBOPax aHTMKOArynsHTOB.
(vactb 15 BBegeHa ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)



16. KnuHmyeckue wuccnenoBaHWsi feKapCTBEHHOrO npenaparta Ans MeAWUMHCKOTO MPUMEHEHMS B LENsX €ero rocygapCTBEHHOMN
perucTpauum nposoasaTcs B Poccuiickon ®egepauun B nopsigke, yCTaHOBNEHHOM cTaTbsiMu 38 - 44 HacTosiwero defepanbHoro 3akoHa. OTyeT
0 NpOBEeAEeHHbIX MCCMNeAoBaHUsIX BKIOYAETCS B COCTaB pasgena KIMHUYECKON AOKYMEHTaLWUU PErMCTPaLMOHHOIO AOCbe Ha NEKapPCTBEHHbIV
npenapart Ans MEeLUUUHCKOrO npuMeHeHusl. [Ons nekapcTBeHHbIX NpenapartoB ANns MELUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUW KOTOPbIX B
pesynbTaTe 3KCnepTusbl JOKYMEHTOB, NpeAcTaBlieHHbIX Ans onpeferieHusl BO3MOXHOCTWM paccMaTpuBaTb JleKapCTBEHHbIV Npenapat Ans
MELULIMHCKOIO MPUYMEHEHUSI B KayecTBe OpdpaHHOro NeKapCTBEHHOMo Mpenapara, Takasi BO3MOXHOCTb MpU3HaHa U B OTHOLLUEHWU KOTOPbIX
npoBefeHbl KIMMHMYECKNE UCCreaoBaHus, BbINOMHEHHbIE 3a npegenammn Poccuiickon deaepaumm B COOTBETCTBUM C MpaBunaMu Haanexatlemn
nabopaTopHO/ NPaKTUKU W NpaBUNamy Hagnexalwenh KMMHWYECKOW NPaKTUKW, [AOMYyCKaeTcs BKIIOYEeHVWE B COCTaB pasferna KrMHUYecKomn
JOKYMEeHTauuM BMECTO OT4eTa O pesynbratax KIMHUYECKMX WUCCMedoBaHWi NEeKapCTBEHHOrO npenapaTta Anst MeauuUHCKOTO MpUMEHEeHMs],
npoBedeHHbIXx B Poccuiickon depepauum, otyeTa O pesynbratax KIMHMYECKUX WMCCNeaoBaHWN, BbIMOMHEHHbIX 3a npegenamun Poccuiickomn
denepaumn.

(4actb 16 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

17. B cnyuyae HenpefcTaBneHusi ¢ 3asiBEHMEM O FOCYAAPCTBEHHOW perncTpauuv nekapcTBEHHOro npenaparta Anst MeAuLUMHCKOro
NPUMEHEHNs1 OKYMEHTOB, MOATBEPXKAAOLMX YNnaTy rocyAapCTBEHHOM MOLUMMHBLI U yKa3aHHbIX B NyHkTe 10 yacTu 2 HacTosilen cTaTbu, a
Takke BblgaBaeMbiX (MPefoCTaBnsieMblX) YNONHOMOYEHHbIMU (befepanbHbIMU OpraHamyn UCMOMHUTENBbHOW BNacTu OOKYMEHTOB (CBedeHWi),
yKasaHHbIX B MyHKTax 3 M 4 4yactum 4 HacTosiwen cTaTbW, YNONMHOMOYEHHbIN hefeparnbHbIi opraH MCNOMHUTENbHON BRacTu 3anpawivsaet
yKa3aHHble JOKYMEHTbI (CBeeHUs) B NOPSiAKE MeXBEAOMCTBEHHOro MHpOPMaLIMOHHOTO B3aMO4eNCTBYS.

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

18. He ponyckaeTca wWCMofnb3oBaHWE B KOMMEpYeckux Uuensx wuHdopMaumm O pesynsratax OOKIUHUYECKUX WUCCnegoBaHumn
NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX WCCNEAOBaHWUMA NEKapCTBEHHbIX MpenapaToB ANns MeOWMLMHCKOrO NPUMEHEHWs, MpeacTaBleHHOW
3asBMTeNeM AN rocyAapCTBEHHOW perucTpauum nekapcTBEHHOro npenapaTta, 6e3 ero cormacva B TeYeHVWe LWecTM neT c Aatbl
rocyaapCTBeHHOM pernctpauumn pedepeHTHOro nekapcTBeHHOro npenapara B Poccuickon ®egepauun.

(4acTb 18 BBeaeHa depgeparnbHbiM 3aKkOHOM OT 22.12.2014 N 429-93)

19. [epxatenb unv Bnagenew, perucTpaLlmMoHHOro yaA0CTOBEPEHMS! NEKapCTBEHHOIO npenaparta Ha BUOTEXHONOrMYECKUIA UM OpdhaHHbIN
rniekapCTBeHHbIN MpenapaT 0bs3aH NpefoCcTaBnAaTb Ha BO3ME3AHON OCHOBe obpasLbl pedhepeHTHOro NekapCcTBEHHOrO npenapara 3asBuTensm
AN NPOBEAEHNS KIMHUYECKMX uccrnepoBaHuii. CToMmocTb obpasua pedepeHTHOro nekapcTBEHHOro npenaparta, BKMIOYEHHOTo B MepeveHb
XU3HEHHO HeOBXOAMMbIX W BaXXHEWLUMX NEeKapCTBEHHbIX NpenapaToB, He JOMKHA NpeBbIWaTh 3apervcTpUpoBaHHY0 MpeaenbHY OTMYCKHYIo
LieHy Ha pedepeHTHbIN NeKapCTBEHHbIN NMpenapaT Unn LieHy Ha NeKapCTBEHHbIN NpenapaT B CTpaHe Npov3BOAUTENS.

(4acTb 19 BBeaeHa depgeparnbHblM 3akOHOM OT 22.12.2014 N 429-93)

20. 3asiBreHue O rocygapCTBEHHOW pervcTpaumn BOCNPOM3BEAEHHOIO NeKapCTBEHHOrO mnpenaparta Ans MeaWUMHCKOTO MpUMEHEHUs
MOXeT GblTb NoAaHO B YNOMHOMOYEHHbBIN defeparnbHbli opraH UCNONMHUTENbHOW BNACTW, OCYLLECTBISIIOLMA FOCYAaPCTBEHHYO perncTpaumio
nekapcTBEeHHbIX MpenapaToB, N0 UCTeYEeHUN YeTblpex NeT C AaTbl rocyAapCTBEHHON pernctpaumm pedepeHTHOro niekapcTBEHHOO npenaparta B
Poccuiickon ®enepaumn.

(4acTb 20 BBeaeHa dDegeparnbHblM 3akOHOM OT 22.12.2014 N 429-93)

21. 3asiBneHue o rocynapCTBEHHOM pernctpaummn buoaHanorosoro (6nonogobHoro) nekapcTBeHHoro npenaparta (bvoaHanora) Moxer
OblTb MOAAHO B YMONMHOMOYEHHbI hefeparbHblii OpraH WCMONMHWUTENbHON BAcTW, OCYLECTBRASIOWMIA rOCYAapCTBEHHYO perucTpaumio
NeKkapcTBEeHHbIX MpenapaTtoB, MO UCTEYEeHUM Tpex NEeT C AaTbl rocydapCTBEHHON perucTpaummn pedepeHTHOro JfiekapCTBEHHOro npenapata B
Poccuiickon ®enepaumn.
(4acTb 21 BBeaeHa depgeparnbHblM 3akOHOM OT 22.12.2014 N 429-93)

22. [epxatenb unv Bnagenel pervcTpauyMoHHOIrO YOOCTOBEPEHMSl JIeKapCTBEHHOIO npenapaTta NpefAcTaBfseT B YMNOIHOMOYEHHbIN
hefiepanbHbIii OpraH UCMOMHUTENbHOWM BIacTU, OCYLLECTBASIOWMA DYHKLMM NO KOHTPOMIO U HaA30py B cepe 30paBoOXpaHeHUsi, OTYET Mo
pesynbratam hapmakoHag3opa OAMH pa3 B LIEeCTb MECAUEB B TeYeHWe ABYX NeT Mocne rocydapCTBEHHON perucTpaumn nekapcTBeHHOro
npenapara B Poccuiickont ®efepauum, exXeroqHo B TeHEHNe NocrieayoLmx Tpex NeT U B AanbHENLLEM O4VH pas B NATb eT.

(4acTb 22 BBeaeHa depgeparnbHblM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynbraHTtlntoc: npymeyaHuve.

Monoxerus ct. 19 (B pea. ®3 ot 30.01.2024 N 1-$3), kacatoLmecs NpesocTaBneHns roc. ycryr npy obpalleHun nekapCTBeHHbIX CPEACTB:
ANs MeOMLMHCKOTO MPUMEHEHWUsI TMOCPeACTBOM €AMHOW cucTemMbl M (Mnn) eauHoro nopTana, npumensitotca ¢ 01.01.2025; ans
BETEPVHAPHOro NPUMEHEHNSI MOCPEACTBOM eAMHOro noprana, npumensitoresa ¢ 01.01.2026.

Cratba 19. MpuHATUE pelleHUs O BblAayve 3KCNEPTHOMY YUYpeXAeHUIo 3afaHusA Ha npoBeAeHue IKCNepTUsbl JiekapCTBEHHOro
cpeacTBa
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TedeHne pecAT paboumnx AHEN Co AHA NPUHATUSA 3asBNEHUS O roCyAapCTBEHHOW PerucTpauvmn nekapcTBeHHOro nmpenapara unm
3asBNEHNs O MNpU3HaHUM eKapCTBEHHOro rnpenapata opdaHHbIM FEeKapCTBEHHbIM MpernapaTtoM COOTBETCTBYIOLMIA YNOMHOMOYEHHbIN
deneparnbHbI OpraH UCMONMHUTENBHOW BNacTU NPOBOAUT NPOBEPKY MOSHOTHI, AOCTOBEPHOCTU M NPaBUIIbHOCTM O0POpMIEHUst NpeacTaBneHHbIX
[AOKYMEHTOB PerncTpaLyoHHOro A0Cbe Ha NeKapCTBEHHbIN NpenapaT v NPUHUMAET peLleHne O BblAave 3a4aHus Ha npoBedeHue:

(B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) JKCNepTu3bl OOKYMEHTOB, NpeaCTaBfEeHHbIX O5nda onpeaeneHna BO3MOXHOCTU paccMaTpuBaTtb nekapcTBEHHbIN npenapaTt Ans

MeOMLMHCKOrO NMPUMEHEHUs B KayecTBe opdhaHHOro NeKapCTBEHHOro Npenapara;
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynberaHTlntoc: npymeyaHve.
C 01.01.2026 n. 2 4. 1 cT. 19 yTpaumsaet cuny (P3 ot 30.01.2024 N 1-D3).

2) 9KCNepTu3bl JNeKapcTBeHHOro cpeacrtsa B 4YacCcTu 3KCNepTU3bl KadecTBa JIeKapCTBEHHOro cpeactBa W 3KCNepTu3bl OTHOLUEeHUA



oXunaaemow norb3bl K BO3MOXXHOMY PUCKY NPpUMEHEeHUA nNekapCTBeHHOro npenaparta onda MeguuMHCKOro npuMeHeHus;

KoHcynberaHTlntoc: npymeyaHve.
C 01.01.2026 n. 3 4. 1 cT. 19 yTpaumsaet cuny ($3 ot 30.01.2024 N 1-d3).

3) aKcnepTusbl NeKapCTBEHHOTO CPeACTBa B YacTW 3KCMEepTU3bl KavyecTBa NeKapCTBEHHOrO CpedcTBa M 3KCMepTWU3bl OTHOLUEHWS
OXngaemon nonb3abl K BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro npenaparta Ans MeAMLMHCKOTO MPUMEHEHUs B MOpsiAKe YCKOPeHHOWM
npoueaypbl 3KCNepTU3bl NeKapCTBEHHbIX CPeaCTB B COOTBETCTBUM CO CTaTben 26 HacToswero PegepanbHOro 3aKoHa;

4) aKcnepTu3bl NEKAPCTBEHHOTO CPeACTBa B OTHOLLEHUM NTEKAPCTBEHHOO Npenapara Ansi BETEPUHAPHOTO NPYMEHEHWSI.

2. YNOnHOMOYEHHbIN dhefepanbHbli OpraH WCMOMHUTENbHOW BNacTW HanpaenseT B NIUYHBIN KabWHET 3KCMEepTHOro yypexaeHus B
eaQnHON CcuUCTeMe MoAMnMCaHHOe YCUMEHHOW KBanuMUMPOBAHHOW 3MEKTPOHHOW MNOANWCHbI0O 3aJaHue Ha npoBedeHue JKCnepTus,
NPenyCMOTPEHHbIX YacTblo 1 HacToswen cTaTbW, B IUYHbIA KabuHeT 3asABWTens B eOVMHON CUCTeMe - MOAMUCAHHOE YCUIEeHHOW
KBanMUUMPOBaHHOW 3MNEKTPOHHOW MOAMUCLIO YBEAOMIIEHWE O MPUHATOM peLueHUM O Bbldaye 3afaHua Ha NpoBedeHWE JKCMepTus,
npeayCcMOTPEHHbIX YacTblo 1 HacTosiWen cTaTbu, U B cnydae HeobXxoaMMOCTW O Bbidave paspelueHusi Ha BBo3 B Poccuinckyio ®enepaumio
KOHKPETHOW NapTuu, Cepumn 3apervcTpupoBaHHbIX U (Mn) He3aperncTpMpPOBaHHbIX NEKaPCTBEHHbLIX CPEACTB Unn 06 OTKa3e B MPOBEeAEHNM TaknMxX
9KCMEPTU3 C yKasaHWeM MPUYNH oTKasa.

(4actb 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

3. B cnyyae BbISiBNeHUst OTCYTCTBUSA UM HEAOCTOBEPHOCTU MHpOPMaLIMK, COAepXaLLeincs B NPeACTaBNEHHbIX 3asBUTENeM JOKYMEHTaX,
YNONMHOMOYEHHbIV beaepanbHbIi OpraH UCMONMHUTENBHOW BAacTU HanpaenseT 3asBUTENo NOCPeACTBOM eAVHOro nopTtana Unu B ero NUYHbIN
KabuHET B eAMHON cucTeme 3anpoc 06 yTOYHEHUN 3TOM MHAOPMaLMK, NOANUCAHHbIN YCUITEHHON KBannULMPOBAHHOW 3MEeKTPOHHOW NOAMUCHIO
(panee - 3anpoc yNnonHOMOYeHHOro drefepanbHOro opraHa UCMOMHUTENbHOM BNAacTw).

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

4. 3asButenb 06513aH HanpaBMTb NOCPEACTBOM €4MHOro noprana B YNOSHOMOYEHHbIN dpeaepanbHbil OpraH UCNOMHUTENbHOWM BnacTu
UNN B NWNYHBIA KabMHET YNOnMHOMOYEHHOro dhegepanbHOro opraHa WMCMOMHUTENbHOW BNacTu B eQMHOW CUCTEME MOAMUCAHHbBIA YCUMEHHON
KBannuLMpoBaHHON 3NEKTPOHHON NOAMUCHI0 OTBET Ha 3anMpoc YMNOMHOMOYEHHOTO dheAeparnbHOro opraHa UCMOMHUTENBHON BMacTu B CPOK, He
npesbllaWNA  AeBAHOCTa paboymx [AHEW CO AHA MONy4YeHWs YMONIHOMOYEHHbIM defepanbHbIM  OpraHOM  WCMONMHUTENBHOW BRacTu
3MEKTPOHHOTO YBEAOMIIEHMS O MOMNyyYyeHWn 3asBuTenieM faHHoro 3anpoca. Cpok, yka3aHHbli B 4acTu 1 HacTosilwen craTby,
NPUOCTaHaBMMBAETCA CO OHSA HamnpaBneHVs NOCPeACTBOM €4MHOro noprana Unv B NUYHbIA KaOWHET 3asBUTENns B eQMHON cucTeme 3anpoca
YNONTHOMOYEHHOTO hefiepanbHOro opraHa UCMOSTHUTENBHON BNacTU A0 AHA HanpaBneHus 3asiBuTenem NocpefcTBOM e4MHOro noprana wunu B
NNYHBIA KABMHET YNOTHOMOYEHHOro dhegeparnbHOro opraHa UCMOMNHUTENbHOW BNAacTn B €4MHON cucteme oTeeTa.
(4acTb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. OcHOBaHWEM ANs OTKas3a B OpraHusauWu 3KCMepTU3, NMpedyCMOTPEHHbIX YacTblo 1 HacTosLlel CTaTbW, SIBMSIETCS NpEeacTaBlieHne
HeoOXOAUMbIX ANs NPOBEAEHUs NPedyCMOTPEHHbIX 3KCNEPTU3 [OKYMEHTOB B HEMOnMHOM o6beme Wnu HenpeacTaBrieHue 3asiBUTeneM B
YCTaHOBMEHHbIA CPOK OTBETA Ha 3anpoc YMNOMHOMOYEHHOro hefepanbHOroO opraHa WCMOSHATENbHOM BracTW, a Takke NpeacTaBreHne
[OKYMEHTOB, HE COLEPXKALLUX UCHEPTLIBAOLLETO NEPEYHs HEOBXOAUMBIX CBEAEHUN.

6. MNpu oTKase B opraHM3aLmm 3KCNEPTU3bI, NPeayCMOTPEHHONM NYHKTOM 4 4acTu 1 HacTosLei cTaTby, JOKYMEHTbI, BXOASLWME B COCTaB
PEerucTpaLmMoHHOro J4OChe Ha NeKapCTBEHHbLIN NpenaparT Ans BeTEPUHAPHOTO NPUMEHEHNUS!, MOTYT GblTb BO3BpAaLLEHbI 3asBUTENI0 HA OCHOBaHWUK
€ro 3anpoca, NnoanuMcaHHOro YCUJIEHHOW KBanuULMPOBAHHOW 3MEKTPOHHONW MOAMMCHIO M HanpaBNeHHOro MocpeacTBOM eavHOro rnoprana B
YMOSIHOMOYEHHbIN  cbeaeparnbHbiii  OpraH  WUCMOMHUTENbHOW BRACTM UMM NMYHBIA  KABUHET  YNONIHOMOYEHHOro  eeparibHoro opraHa
MCMNOSTHUTENbHOM BNacTy B eAMHOW CUCTEME, B TeYeHUe TpuaLaT pabounx gHei co AHSA MPUHATUA YOMHOMOYEHHbIM dheaepansHbIM OpraHoM
UCMOMHUTENBHON BNacTu pelleHnst 06 oTkase B opraHuM3auuy Takon 3KCnepTusbl. YNOMHOMOYEHHbIV deaeparnbHbii opraH UCMONMHUTENBHON
BNacTV BO3BpaLlaeT 3asiBUTENI0 yKasdaHHble JOKYMEHTbl B TEYeHWe AecsTu paboumx AHei co AHS MofyyYeHust COOTBETCTBYHOLLEro 3anpoca
3asBuTens.

(yactb 6 BBegeHa PenepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93; B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 cT. 20 usnaraetcs B HoBou pegakuuu (P3 ot 30.01.2024 N 1-d3). Cm. ByayLuyto pegakumio.

Crtatbsa 20. dkcnepTU3a AOKYMEHTOB, NpeAcTaBMNeHHbIX ANs onpeAeneHUss BO3MOXHOCTM paccMaTpuBaTh JleKapCTBEHHbIN
npenapar AN MeAWLMHCKOrO MNPUMEHEeHUs NpU OCYLUEeCTBMEHWM rOCyAapCTBeHHOW perucTpauum B KavyecTBe opdaHHOro
rekapcTBeHHOro npenapara

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

1. OkcnepTu3a [OKYMEHTOB, MpeACTaBnEeHHbIX Ans onpedeneHus BO3MOXHOCTM paccMmaTpuBaTb NEKapCTBEHHbI npenapat Ans
MEAULIMHCKOrO MPUMEHEHUS NPU OCYLLECTBIEHNN FOCYAapCTBEHHOW perucrtpauuyM B KayecTBe opdhaHHOro neKkapCTBEHHOro mnpenapara,
COCTaBIIEHME KOMWCCUEN IKCNEPTOB 3aKMOYEHWS O BO3MOXHOCTM WM HEBO3MOXHOCTM paccMmaTpuBaTh fleKapCTBEHHbIN npenapaTr Ans
MEAULIMHCKOrO MPUMEHEHUS NPU OCYLECTBNEHNM TOCYAAPCTBEHHOW perncTpaumm B KavecTBe OpdaHHOro NekapCTBEHHOro npenaparta u
HanpaBneHVe [OaHHOro 3aKMYeHWs B YMONMHOMOYEHHbIN efepanbHbIi OpraH WCMOMHWUTENBbHOM BMacTW OCYLLECTBMSATCA B CPOK, He
npesbILLaWNA TpUaLAaTM pabounx OHeN Co OHS MOMYyYeHUs SKCMEePTHBbIM YYpexaeHneMm 3ajaHusi YNONMHOMOYEHHOro dedepansbHOro opraHa
UCMOMHUTENBHON BNAacTu U B 3MEKTPOHHOM hopMe Unn Ha ByMaxHbIX HOCUTENAX HEOOXOAMMbIX JOKYMEHTOB, yKka3aHHbIX B nyHkTax 1, 2, 5, 6, 10
Yyactn 4 n B Yactu 7 ctatbu 18 HacTosiwero ®egepanbHOro 3akoHa.

2. [lokymeHTbI, coepXallmecss B perucTpauMoHHOM A0Cbe Ha NeKapCTBEHHbIN Npenapart v NocTynuBLUME Ha ByMaxHbIX HOCUTENsIX B
3KCMNEPTHOE YYpeXaeHne AN OCyLEeCTBNEHNA NX SKCNEPTU3bl AN onpeaesieHuss BO3MOXHOCTW paccMaTpyBaTh JlekapCTBEHHbIN npenapat ans
MeLULMHCKOTO NMPUMEHEHUS B Ka4ecTBe opdhaHHOro NeKapcTBEHHOTO NpenapaTta, NOAJSIexaT BO3BPpaTy B YNONHOMOYEHHbIN deaepanbHbii opraH
UCNONHUTENBHON BNAacTU OAHOBPEMEHHO C 3aKIHYEHUSIMI COOTBETCTBYIOLLMX SKCNEPTH3.



KoHcynbranTtlntoc: npymeyaHme.
C 01.09.2024 cT. 21 yTpaunsaet cuny (P3 ot 30.01.2024 N 1-$3).

Ctatbs 21. PelueHMe o BO3MOXHOCTM paccmaTpuBaTb NEKapCTBEHHbIN MpenapaTt Npu OCYLIeCTBMNEHUMM rocyAapCcTBEHHOM
perucTpauum B KauyecTse opchaHHOro riekapcTBEHHOro npenapara
(8 pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbiarWmi Nt paboumx AHeW CO AHA NOMyyYeHUs 3aKMuveHusl, ykadaHHoro B 4actu 1 cratby 20 HacTosiiero
denepanbHOro 3akoHa, ynosIHOMOYEHHbIV dhefeparnbHbI OpraH UCMOMHUTENBHOM BNAcTU OCYLLECTBSAET OLEeHKY NOMyYeHHOro 3akmniodeHnst Ans
OnpeAeneHnst ero COOTBETCTBUS 3a4aHNI0 Ha NPOBEAEHNE COOTBETCTBYIOLLEN SKCNEPTU3bI U YBEAOMIISIET 3asiBUTENS B ANIEKTPOHHOW chopme 1nm
Ha OyMaxHOM HocuTerne O pesynbratax MPOBEAEHHOW 3KCNEepTU3bl C MPUMOXKEHWEM KOMUM 3KCMEPTHOTO 3aKMYeHusi (C COXpaHeHnem
KOH(hMAEHUMANbHOCTM MHOPMaLUnM O COCTaBe IKCMEePTHOM KOMUCCUM) U O BO3MOXHOCTM UMM HEBO3MOXXHOCTM pacCMaTpuBaTh NeKapCTBEHHbIV
npenapaTt Ans MeaMUMHCKOTO MPUYMEHEHUS MpWU OCYLLECTBIIEHNM FOCYOapCTBEHHON perMcTpaumm B KadecTBe opdhaHHOro nekapcTBEHHOrO
npenapara.

2. MNpu BbIHECEHWUN KOMUCCUEN IKCMEPTOB 3aKIOYEHNS O BO3MOXHOCTU paccMaTpuBaTth NeKapCTBEHHbIN npenapaTt Ansi MeamLUMHCKOro
NPUMEHEHUS] NPU OCYLLECTBNEHUN TOCYAAPCTBEHHOW PErncTpauumM B KayecTBE Op(aHHOrO NEKapCTBEHHOro npenapara YNnomHOMOYEHHbI
chefiepanbHbIi opraH MCMOSMHUTENBHOW BNAacTM B CPOK, HE MPEeBbIlalWwmin NaTU pabounx AHEW CO AHSi NOMyYeHWs AaHHOTO 3aKMioYeHwus,
NPUHUMAET peLLeHWe O Bbigave 3aAaHUs Ha NPOBEAEHUE SKCMEPTU3bl KavyecTBa JIEKApCTBEHHOrO CPeACTBa W 9KCMEpTU3bl OTHOLLEHWS
OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NEKAPCTBEHHOIO NpenapaTa Ansi MEAULMHCKOrO MPUMEHEHUSI B NMOPSIAKE YCKOPEHHOM
npoLeaypbl 3KCNepTU3bl JIeKapCTBEHHOTO CPEACTBA B COOTBETCTBUM CO cTaTbel 26 HacTosiwero ®efeparnbHOro 3akoHa.

3. B cnyyae npuHATUS pelleHns O HEBO3MOXHOCTM paccMmaTpuBaTh NEKapCTBEHHbIN npenapat Afns MeguUMHCKOro NpUMEHeHus npu
rocyiapCTBEHHOW PerucTpaumm B ka4yecTBe Opd)aHHOro eKapCTBEHHOMO npenapaTta YrNomHOMOYEHHbIV dbefeparbHbii opraH UCMONHUTENBHOM
BNacTM npekpawaet npouedypy rocyaapCTBEHHOW perucTpauuyM nekapcTBEHHOro npenapata. 3asBuTenb BrnpaBe obpatuTbcs B
PErucTpUpYIOLLMIA OpraH ¢ 3asiBNieHMEM O FOCyAapCTBEHHON perMcTpaummn ykasaHHOro fiekapCTBEHHOrO npenapaTa B COOTBETCTBUM CO CTaTbeit
18 HacToswwero PegepanbHOro 3akoHa.

Crtartba 22. YTpaTtuna cuny ¢ 1 uiona 2015 ropa. - PegepanbHbiv 3aKkoH oT 22.12.2014 N 429-d3.

KoHcynbraHTlntoc: npymeyaHve.
MonoxeHus cT. 23 (B pea. ®3 ot 30.01.2024 N 1-93), kacaromecs npefocTaBreHns roc. ycnyr npyu obpalleHny nekapcTBeHHbIX CPEACTB
Anst MEAVLIMHCKOTO NPUMEHEHNS MOCPEACTBOM eAnHON cucTeMbl, npumeHsitotes ¢ 01.01.2025.

Cratbs 23. JKcnepTu3a KayecTBa JIeKapCTBEHHOTO CPeACTBa M 3KCMEPTM3a OTHOLUEHUS OXWAAEMOW MOSib3bl K BO3MOXHOMY
PUCKY NPMMeHEHUA NeKkapCcTBEHHOro npenapara Ans MeauLMHCKOro NPpMMeHeHUs
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OKcnepTnsa KayecTBa NEKapCTBEHHOTO CPeACcTBa U 3KCNepTV3a OTHOLLEHWS OXMAAEMOW MoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
rniekapCcTBEHHOro npenapata Anf  MeAUUMHCKOTO MNPUMEHEHWs, COCTaBMeHMe KOMMUCCUSIMM 3KCMEepTOB 3akMioyveHud no pesynbratam
NpoBeAEHHBIX IKCMEPTU3 U HamnpaBrieHe 3TUX 3aKMHYEeHWI, MOANNCaHHbBIX YCUIEHHBIMU KBanMULMPOBaHHBIMU 3NEKTPOHHBIMY MOANUCAMM, B
NNYHBIN KabWHET YnonHoOMOYeHHOro deaepansbHOro opraHa WCMOMHWUTENbHOW BNacTu B e€OWMHOW CUCTEMEe OCYLLEeCTBMSIOTCA B CPOK, He
npeBbIlLAWMA cTa [ecAaTn paboymx AHeNn CO AHSA HampaBMneHus B NWYHbIN KabWHET SKCMEepTHOro y4pexaeHus B eOUHOW cucTeme
COOTBETCTBYHIOLLETO 334aHNS YNOMHOMOYEHHOro dhefepanbHOro opraHa UCMOSTHUTENBHOM BNACcTU U HEOOXOANMbIX [OKYMEHTOB.

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbraHTtlntoc: npymeyaHmve.

Mo 3asaBneHuto, nogaHHoMy B MuHsgpas Poccum 0o 11.04.2022, npy HEBO3MOXHOCTU NPOBEAEHUS SKCNEPTU3bl KayecTBa feKapCTBEHHbIX
CPEeACTB B 3KCMEPTHOM Y4pexaeHuun, OOoMycKaeTcs ee npoBefeHne MocpeAcTBOM AWCTAHLMOHHOINO B3aMMOAENCTBUSA, NMOpAOoK U hopMbl
KOTOPOro onpeaenstoTcs 3KCMePTHbIM YYpexaeHnem Mo cornacoBaHuio ¢ 3assutensamn (MoctaHosnenne lMpasuTtensctea PO ot 05.04.2022
N 593).

2. B TeyeHve aeBsiHOCTa AHEN CO AHSI NOMYYEHWUS YNOMHOMOYEHHbIM peaepanbHbIM OpraHOM MCMONHUTENBHOW BNacTy yBeAOMIEHNS B
3MEKTPOHHOW bopmMe O MOMyYeHWU 3asiBUTENEM pPeLUeHUss O MPOBEAEHMM IKCNepTu3, MPedyCMOTPEHHbIX 4YacTbto 1 HacToswen craTtby,
3asBMTENb NPEeACTaBnseT B OKCMEepPTHOe Y4pexaeHve [Ans NpoBedeHVs 3KCMepTUsbl KavecTBa MeKapCTBEHHOro cpeacTea obpasubl
nekapcTBEHHOro npenapara A5 MeAULMHCKOrO NPUMEHEHNs, NPOM3BeAEeHHOro B COOTBETCTBUM C TPeBOBaHWMAMMU OMbITHO-MPOMBILLNIEHHOMO U
(Mnn) NPOMBILLNIEHHOTO PErNMamMeHTOoB, YTBEPXAEHHbIX PYyKOBOAUTENEM NPOU3BOAMTENS NEKapCTBEHHbIX CPEeACTB, a Takke B COOTBETCTBYIOLLMX
cnyyasx obpasupl hapmaLeBTUHECcKoN CybcTaHLmMW, TeCT-LUTaMMa MUKPOOPraHN3MOB, KyNbTYpbl KINEeToK, 06pasLibl BELLECTB, NPUMEHSeMbIX Ans
KOHTpOMS KayecTBa NlekapCTBEHHOTO CPeACTBa NyTeM CPaBHEHWUS C HUMU UCCIedyeMOoro NekapcTBeHHOro cpeacTaa, cneunduryecke peareHTsl,
Heobxogumble AN NPOBEAEHWS MCMbITaHU 0OpasLoB NeKkapCTBEHHbIX MpernapaToB, B KONMMYeCcTBax, HEOOXOAMMbIX ANS BOCNPOU3BEAEHWS
METO[,0B KOHTPONSA Ka4yecTsa.

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

3. Mpu nonyyeHnn obpasLoB NekapCTBEHHOIO Mnpenaparta 1 apMaleBTUYEecKol cyBCcTaHUMM 3KCNEPTHOE yYpexaeHue HanpasnseT B
NMYHBIN KaBWHET 3asiBUTENS B €QMHON cUcTeMe yBeaoMIieH e, MoATBepXXaatoLLee nonyyeHne ykasaHHbIX 06pasLoB.
(vactb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YkasaHHbIi B 4acTu 2 HacTosilei cTaTbW CPOK AN NpeAcTaBneHus 3asButeneM obpasLoB rekapCTBEHHOro npenapata u
dapMaueBTMHECKON CyOCTaHLMN He BKIIOYAETCS B CPOK NMPOBEAEHUS SKCNEPTU3, MPeAYyCMOTPEHHbIX YacTblo 1 HACTOsILLEN CTaTby.
(4acTb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5. YTpatnn cuny. - PegepanbHbinn 3akoH oT 30.01.2024 N 1-03.



KoHcynbraHTlntoc: npymeyaHve.
MonoxeHus cT. 24 (B pea. ®3 ot 30.01.2024 N 1-93), kacaroLmecs NpefocTaBreHns roc. ycnyr npyu obpalleHny nekapcTBeHHbIX CPeACTB
Onsi BETepUHapHOro NPpUMEHEHNsI MOCPEACTBOM eAnHOro noprana, npumenstorcs ¢ 01.01.2026.

Ctatbsa 24. 3KCHepTVI3a KayecTBa JieKapCTBeHHOro cpeacrtBa U 3KCnepTtusa OTHOLUeHUA oXuaaeMon nonb3bl K BO3MOXHOMY
PUCKY NpuMeHeHUs reKkapCcTBeHHOro npenaparta Aansa BeTepuHapHoro npumeHeHusA

1. OkcnepTusa kayecTBa NEKapCTBEHHOIO CPeACTBa M 3KCMEepTU3a OTHOLLEHUS OXKUAAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEeHHOro npenaparta AM1s BETEPUHAPHOTO NPUMEHEHWS, COCTaBNeHNe KOMUCCUSIMW JKCMEPTOB 3aKIMOYeHU No pesynbTataM yKkasaHHbIX
9KCMepTU3 M HamnpaeneHWe TakuxX 3aKrYeHUN B 3MEKTPOHHOW dopMe B YMOMHOMOYEHHbIN hefeparnbHbii OpraH UCMOMHUTENbHOW BracTu
OCYLLECTBIATCA B CPOK, HE MPEBbILLAOWNIA CTa AECATU pabounx AHEN CO AHSA MOMy4YeHUs KCNEPTHbIM YUYPEXAEHUEM B SNEKTPOHHON dopme
3aAaHnsA YNorHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBLHOW BNacTu C JOKYMEeHTaMu, ykasaHHbIMW B YacTu 3 ctaTtbh 17 HacTosLiero
degepanbHOro 3akoHa.

(B pen. ®epepanbHbix 3akoHoOB oT 22.10.2014 N 313-93, ot 13.07.2015 N 241-03, ot 30.01.2024 N 1-93)

2. B TeyeHue Tpuguatn paboumx AHenW CO AHA MNOMydYeHUs YynorHOMOYEHHbIM deaepanbHblM OpraHOM WCMOMHUTENbHOW BNactu
YBEAOMITEHUS B 3NIEKTPOHHOWN hopMe O MOoMyyYeHUn 3asBUTENEM peLLEHNs O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HacTosLen cTaTby 3KCnepTm3
3asBMTeNb NPEeACTaBnseT B OKCMEepPTHOe Y4YpexAaeHve [Ans NpoBeAeHWs JKCMepTUsbl KavecTBa NeKapCTBEHHOro cpeacTBa obpasupl
neKkapcTBEHHOro mnpenapaTta [Afs BETEPUHApPHOrO MNPUMEHEHWsl, MPOM3BEAEHHOT0 B COOTBETCTBMM C TpeboBaHWUSMU TEXHOMOrMYecKuX
pernameHTOB, YTBEPXXAEHHbIX PyKOBOAMTENEM MPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYIOLLMX CIyYasX TECT-LUTaMMbl
MVKPOOPraHM3MoB, KymnbTypbl KNeTok, obpasupl dapmaleBTuyeckoin cybeTaHummn, obpasLpbl BELLECTB, NPUMEHsIEMble ANA KOHTPONS KadecTsa
nekapcTBEHHOro CpeAcTBa, B KONMMYeCTBax, HeobxoAMMbIX AN BOCNIPOM3BEAEHUS METOA0B KOHTPONS KayecTBa.

(B pen. ®epepanbHbix 3akoHoB oT 02.08.2019 N 297-d3, ot 30.01.2024 N 1-d3)

3. MNpn nonyyeHnn o6pa3uLOB neKapCTBEHHOro npenapata u dapmaueBTU4ecKon cybCcTaHumMyM IKCNepTHOe ydpexaeHue B [AeHb
nonyyeHns obpasLoB HanpaBnseT B aMEKTPOHHOW hopMe 3asBUTeNio yBeAOMIIeHVe, NoaTBepXaatoLLee nornyvyeHme ykasaHHbIx 06pasLoB.
(4acTb 3 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. YkasaHHbIA B YacTM 2 HacCToOsLEeN CcTaTbM CPOK ONs NpeacTaBneHus 3assutenemM ob6pasuoB flekapCTBEHHOro npenapata u
hapmaLeBTUYECKON CybCTaHLMM He BKITHYAETCs B CPOK NPOBEAEHMS 3KCNepTN3, MPegyCcMOTPEHHBIX YacTblo 1 HacTosILen cTaTbu.
(4actb 4 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. Ytpatun cuny. - ®egepanbHbiin 3akoH ot 30.01.2024 N 1-93.

Cratbs 25. [loBTOpHOE NpoBefeHNe 3KCNepTU3bl JIeKapCTBEHHbIX CPeACTB
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HegocTaTo4HON 060CHOBAHHOCTU UMM HEMOMHOTLI 3aKMHOYEHUS1 KOMUCCUM 3KCMEPTOB, HANMUMsi B HEM MPOTUBOPEYUBBIX
AaHHbIX, danbcucukaumm BbIBOAOB 3KCMEPTU3bl NEKAPCTBEHHOMO CPEACTBa, COKPbITUSI OT  YMOMHOMOYEHHOro dheaeparibHoro opraHa
WCMONHUTENbHOW BRacTM OCHOBaHUW AN OTBOAA 93KCMepTa BCNEACTBUE €ro 3auHTEPECOBAHHOCTU B pe3ynbTatax COOTBETCTBYIOLLEN
3KCMNEepTU3bl, HANMUYMS JaHHbLIX O MPSAMOM MBO KOCBEHHOM BMeLLATENbCTBE B NPOLIECC COOTBETCTBYIOLLEN 3KCNEPTU3bI NUL, HE Y4acTBYHOLLMX B
ee MpPOBefEHWW, HO OKas3aBLUMX BMWSIHWUE Ha MPOUECC W pesynbTaTbl ee MpoBeAEHWsl, YMONMHOMOYEHHbIM bedepanbHblM  OpraHom
WCMONHUTENBHOW BMACTW Ha3HaYaeTCs MOBTOPHAS SKCNEpTU3a NeKapCTBEHHOMO CPeACTBa U (MNnK) 3TUYECKasi IKCNepTU3a.

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

KoHcynbraHTlntoc: npymeyaHuve.

Monoxerus ct. 25 (B pea. ®3 ot 30.01.2024 N 1-$3), kacaroLmecs NpesocTaBneHus roc. ycrnyr npy obpalleHun nekapcTBeHHbIX CPEACTB:
ONs MeOQMUMHCKOTO MPUMEHEHUsI MOCPeacTBOM €eAMHOW cucTtembl M (unu) eguHoro noptana, npumensitotcs ¢ 01.01.2025; gna
BETEPMHAPHOro NPMMEHEHNS NOCPEeACTBOM eaMHOoro noprana, npumenstorca ¢ 01.01.2026.

2. MNoBTOpHasa 3KcrnepTn3a NekapCTBEHHOro CpeacTBa NPOBOAMTCA C YYETOM pesynbratoB paHee MpOoBedEeHHOW 3KCMepTu3bl B CPOK,
YCTaHOBIEHHbIN YNONMHOMOYEHHbIM dhefepanbHbIM OpPraHoOM WCMOMHUTENBHOW BNacTu U He NpeBbilalowWwmin Tpuauatn paboyunx OHen co AHSA
MOMYYEHNs JKCMEPTHbIM YyYpexaeHWem B INIMYHOM KkabuHeTe B eauHOW cucTeMe 3afaHus Ha npoBefdeHue MOBTOPHOW 3KcnepTusbl
riekapCTBEHHOro CpeAcTBa, NOAMUCAaHHOTO YCUMEHHON KBANM@ULIMPOBAHHOW 3NEKTPOHHON MOAMNMCHIO.

(B pen. ®epepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 30.01.2024 N 1-d3)

3. ®uHaHcoBoe obecneveHWe BbLIMOMHEHVS 3adaHUs Ha MpoBedeHVWe MOBTOPHOM 3KCMepTU3bl NeKapCTBEHHOro cpeacTBa He
OCyLLeCTBMsieTCS.
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbraHTtlntoc: npymeyaHmve.
C 01.01.2026 cT. 26 He pacnpoCTpaHsieTCs Ha MPaBOOTHOLUEHWS, BO3HMKalowwue npu obpalleHnn neKkapCTBEHHbIX CPeAcTB Ans
MeauuuHckoro npumeHeHns (P3 ot 30.01.2024 N 1-$8).

CrtaTtbs 26. YckopeHHasi npoueaypa 3KCnepTu3bl IeKapCTBEHHbIX CPeACTB

1. YckopeHHas npouefypa 3KCnepTu3bl NIekapCTBEHHbIX CPeACTB B LENsX rocyaapCTBEHHOW perucTpauuy nekapcTBeHHbIX npenaparos
NPUMEHSIETCS B OTHOLUEHWU Op(aHHBIX NEKapCTBEHHbIX MpenapaToB, MNepBblX TPex MeKapCTBEHHbIX MNpenapaToB, PerucTpupyembix B
Poccuiickoit defiepauum B ka4eCcTBe BOCNPOU3BEEHHbIX JIEKapCTBEHHBIX NPenapaToB, O4EPEAHOCTb KOTOPbIX ONPeEensieTcs B COOTBETCTBUM C
HOMEpOM 1 [aTON BXOAALLMX 3asiBMeHU O rocyAapCTBEHHOW perncTpaumy fekapcTBEHHbIX NpenapaToB B pamkax OAHOTO MeXAyHapogHOro
HENaTEHTOBAHHOTO HaVMEHOBaHWS IeKapCTBEHHOro Mpenapara WU rpyrnnMpoBOYHOTO HaMMEHOBaHWSl NeKapCTBEHHOro npenapara,



NIeKapCTBEHHbIX MpenapaToB Ans BETEPMHapHOr0 MPUMEHEHUs, MpeAHa3Ha4YeHHbIX ONS JIeYEeHUs AOMALUHUX JKUBOTHbIX, OMpedereHHbIX
denepanbHbiM 3akoHoM oT 27 gekabpst 2018 roma N 498-03 "O6 otBeTcTBEHHOM O6palleHMM C KUBOTHLIMU M O BHECEHWUM U3MEHEHWUN B
oTAenbHble 3akoHodaTenbHble akTbl Poccuiickon ®egepaummn”, M 3apermcTpupoBaHHbIX B KayeCcTBe JieKapCTBEHHbIX npenapaTtoB Ans
MELULIMHCKOIO MPUMEHEHMUs, U NEeKapCTBEHHbIX MpenapaTtoB, NpegHa3Ha4YeHHbIX WUCKITIYUTENBHO ANS NPUMEHEHUST HeCOBEPLUEHHONETHUMM
rpaxxgaHamu.

(B pen. ®epneparnbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-93, ot 28.04.2023 N 171-93)

2. YckopeHHas npouenypa 3KCcnepTubl NeKapCTBEHHbIX CPeACTB B Lenax Focy,D,apCTBeHHOVI perncTpaumm nekapcTtBeHHbIX npenapaTtos
He NpUMeHAEeTCA B OTHOLLEHUN:

1) 6uoaHanorosbix (6ronofobHbIX) NekapCcTBEHHbIX NpenapaTtoB (broaHanoros);

2) pedbepeHTHbIX NleKapCTBEHHbIX NpenapaToB (3a UCKMoYeHNeM opdpaHHbIX NIeKapCTBEHHbLIX NpenapaToB);

KoHcynbraHTlmtoc: npumedaHue.

Oo 31.12.2024 poccUCKMM MNpPOM3BOAUTENSIM JIEKapCTBEHHbIX MpenapaToB Ans BETEPMHAPHOrO MPUMEHEHUST paspelleHo nofaBaTb
perncTpaumnoHHoe [oCbe MO YCKOpeHHoW npouedype 6e3 yyera TpeboBanui n. 3 4. 2 cT. 26 (MoctaHoBneHue [paBuTensctBa PP ot
12.03.2022 N 353).

3) BoCnpou3BedeHHbIX MeKapCTBEHHbIX MpenapaTtoB (3a UCKIOYEeHWEM nepBbixX Tpex pernctpupyemblx B Poccuiickon Pepepaumm B
Ka4yecTBe BOCMPOM3BEAEHHBbIX I1EKAPCTBEHHbIX MpenapaToB W NeKapCTBEHHbIX MpenapaToB, NpeAHasHaYeHHbIX WCKIYUTENbHO Ans
NPYMEHEHNST HEeCOBEPLUEHHONMETHUMU TpaxaaHamu, a Takke eKkapCTBEeHHbIX NpenapaTtoB, NpPeAHasHayeHHbIX AMA NeYeHWs [OoMaLLIHWX
XMBOTHBIX, onpeaeneHHbix degepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 0TBETCTBEHHOM OOpaLLEeHWUM C XMBOTHLIMU U O
BHECEHMN M3MEHEeHUI B OTAerNbHble 3akoHopaTemnbHble akTbl Poccuiickon Pegepauumn”, n 3aperncTpypoBaHHbIX B KayecTBe NeKapCTBEHHbIX
npenapaTtoB ANs MeAULIMHCKOrO NPUMEHEHNS);

(B pea. ®enepanbHoro 3akoHa ot 28.04.2023 N 171-®3)

4) HOBbIX KOMGUHALMI 3aPErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NPenapaTos;

5) NeKapCTBeHHbIX npenapatoB, 3aperncTpnupoBaHHbIX paHee, HO Npou3BeaeHHbIX B APYTrUX NeKapCTBEeHHbIX cbopmax B COOTBETCTBUU C
nepevyHem HanMeHOoBaHW NeKapCTBEHHbIX (bOpM 1 B HOBOM A031POBKeE;

6) nekapcTBeHHbIX MpenapaToB AN MeOVLMHCKOTO MPUMEHEHWUs, TOCYAapCTBEHHas perucTpaums KOTOpbIX OTMEHeHa, Mpu KX
perncTpaumm B kKa4yecTse NiekapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMEHEHNS.
(n. 6 BBegeH ®egepanbHbIM 3akoHOM OT 28.04.2023 N 171-93)
(4acTb 2 B pep. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3. YckopeHHasi mpouedypa 9KCNepTu3bl NEeKapCTBEHHbIX CPEACTB MPOBOAMTCS MO PELUEHU0 COOTBETCTBYIOLLErO YMNOSTHOMOYEHHO
heaepanbHOro opraHa WCMOSTHUTENbHOW BMACTU HA OCHOBaHUW 3asiBIIEHUSI 3asiBUTENSS B CPOK, HE MPEBbILAKLMIA BOCbMUAECAT paboumx
AHen. Mpy aToM 3KcnepTusa [OKYMEHTOB, COAEPXALUMXCS B PErMCTpauMOHHOM JOCbe Ha NleKapCTBEHHbI Npenapat, NPpoBOAUTCS B CPOK, He
npeBbIlAWNA AecaTn pabounx OHeW, 9KCrepTM3a KadecTBa NeKapCTBEHHOro CpeAcTBa M 9KCMepTM3a OTHOLUEHUS OXMOAEeMOW MNomb3bl K
BO3MOXXHOMY PVCKY MPUMEHEHUS NIEKAPCTBEHHOTO NpenapaTa NpoBOASATCS B CPOK, HE MPEBbILLANLLMIA LIECTUAECATH paboumnx HEN.

(4acTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3.1. YTpatun cuny. - ®egepanbHbivi 3akoH oT 30.01.2024 N 1-$3.

4. YckopeHHast npoueaypa 3KCcnepTnsbl NEKapCTBEHHbIX CPeaCcTB NPOBOAUTCS B NOPSiAKe, yCTaHOBNEHHOM cTatbamu 17, 19, 20, 23 n 24
HacToswero PenepanbHOro 3akoHa, U He O3HayaeT CHxeHus TpeboBaHuii Kk Ge3onacHOCTM, KavyecTBy M 3pEKTUBHOCTU NeKapCTBEHHbIX
npenaparos.

(B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-93)

CtaTbs 27. PelueHune o rocynapCcTBeHHOW perucTpauum nekapcTBeHHOro npenaparta

1. B cpok, He npeBbIWalLWMin AecaTn paboumx AHEN Co AHSA NOMyYeHUs 3aKIo4EeHNI KOMUCCUM 3KCTIEPTOB MO pe3yrnkraTam 3KCrnepTu3bl
KayecTBa NeKapCTBEHHOTO CpeacTBa M 3KCNEpPTU3bl OTHOLLEHUS OXWMOAEeMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NleKapCTBEHHOro
npenapara, COOTBETCTBYIOLLMIA YNONHOMOYEHHbIN heaepanbHbI OpraH UCMONHUTENbBHOW BNacTu:

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

1) oCyLLEeCTBNSIET OLEHKY 3aKIOYEHUI KOMUCCUM 3KCMEPTOB AJ1s1 ONpeAeNieHnsl COOTBETCTBUS 3a4aHWI0 Ha NPOBEOEHUE STUX SKCNEPTUS;
(n. 1 B pea. ®enepansHoro 3akoHa ot 30.01.2024 N 1-$3)

2) NPMHMMAET peLLeHne O rocygapCTBEHHOW perucTpaummn nekapcTBEHHOro npenapara unm ob oTkase B rocyaapCTBEHHOW perncrpaumm
nekapcTBEeHHOro npenapara;

KoHcynbraHTlntoc: npymeyaHuve.
C 01.01.2025 B n. 3 cT. 27 BHOcATCA u3MeHeHus (P3 ot 30.01.2024 N 1-93).

3) BHOCWT MpW MPUHSATAM PELLUEHUS O rOCYAapCTBEHHOW permcTpauuy nekapCTBEHHOro npenapaTta faHHble O 3aperMcTpupoBaHHOM
nekapcTBeHHOM npenapaTte, B TOM 4ucrne o dapmaueBTudeckon cybcTaHumMM, BXOAsSLWIENW B COCTaB JieKapCTBEHHOro npenapaTa, B
rocyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeACTB M BblAaeT 3asBUTENto PerucTpaumMoHHOe YAOCTOBEpPEeHWe fleKapCTBEHHOro npenapara,
dopma KOTOpOro YTBEPXAAeTCA YMONMHOMOYEHHbIM dedeparnbHbiM OpraHoM MWCMOSIHUTENBHOW BRAacTW, COrMacoBaHHble HOPMAaTUBHYHO
AOKYMEHTaLMIo, HOPMaTUBHBIA [OKYMEHT, MHCTPYKLMIO MO MPUMEHEHUI0 NeKapCTBEHHOro npenapara v MakeTbl MEepPBUYHOM YNaKoBKN U
BTOPWYHOM (MOTPEBUTENBCKON) YNAKOBKN C YKa3aHMEM Ha HUX HOMepa PerMcTpaumoHHOro YAOCTOBEPEHNS NeKapCTBEHHOrO npenapaTa u Aarbl
€ro rocyapCTBEHHOM perncTpauum Unu B criydae NpuHATUSA pelleHns ob oTkase B rocyAapCTBEHHOW permcrpauum nekapcTBeHHOro npenapara



yBeOMNSIeT B NUCbMEHHON chopme 3asiBuTenst o6 aTOM C ykasaHWeM MPUYMH Takoro oTkas3a. 3a Bbigady perrcTpauvoHHOrO YAOCTOBEPEHUS
nekapCcTBEHHOrO Mnpenaparta B3vMaeTcsi rocyAapCTBEHHas! NOLIMMHA B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickon depepauum o Hanorax
n cbopax.

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

2. OcHoBaHMEM [nA OTKasa B rocyAapCTBEHHON permcTpauny nekapcTBEHHOrO npenaparta Ans MeauMUMHCKOTO NPUMEHEHNUs ABNAeTCs
3aKIIOYEHME COOTBETCTBYIOLLETO YMOMHOMOYEHHOrO hefeparnbHOro opraHa WCMOMHWUTENbHOM BRacTu O TOM, YTO KayecTBo M (Mriu)
3(hhEeKTUBHOCTb PEMMCTPUPYEMOrO NEKapCTBEHHOMO npenapaTa Afs MeaUUMHCKOTO MPUMEHEHUsI He MOATBEPXKAEHbI MOMyYEHHbIMU AAaHHLIMU
WM 4TO PUCK MPUYMHEHMSI Bpeaa 340POBbIO YeroBeka BCMeACTBME MpueMa NekapcTBEHHOro mpenapaTta AN MeauUMHCKOTO MpUMeHeHUs!
npeBbilaeT 3 EKTUBHOCTL €r0 NPYMEHEHUS.

(4acTb 2 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3. MoBTOpHOE NpefcTaBneHne B COOTBETCTBYHOLMIA YNONTHOMOYEHHBIV dhefeparnbHbIii OpraH UCMONHUTENbHOW BMAcTU NeKapCTBEHHOIO
npenapara, B OTHOLLEHUW KOTOPOro NOMyYeH OTKa3 B rocyaapCTBEHHONW PerncTpaummn 1 KOTopbIi BMOCAEACTBUN NOABEPICS U3MEHEHUIO B YacTu
€ro coctaBa, paccmaTpuBaeTCsl Kak NpeAcTaBneHne HOBOro NEKApCTBEHHOTO Npenaparta Ha ero rocyAapCTBEHHYH0 pervcTpauuio He3saBucumo oT
COXpaHeHUs1 ero NePBUYHOTO HAMMEHOBAHWS.

(4acTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

4. MNpn npegocTaBneHnn 3asiBUTENEM B COCTaBE PETVCTPALMOHHOMO [0Cbe Ha JIeKapCTBEHHbIM MpenapaTt Afis BeTepUHApPHOro
NPUMEHEHNS KOMWM peELUEHUsT YMONIHOMOYEHHOro dhbefepanbHOro opraHa MWCMOSIHUTENBHOW BMacTM O MpOBEAEHUU MHCMEKTUPOBaHWS
NPOVU3BOAUTENS EKapCTBEHHbIX CPEACTB CPOK MPUHSATUS PELUEeHUsI O FOCYAApPCTBEHHOW perucTpaumu rekapcTBEHHOro npenapaTa Aansi
BETEPUHAPHOIO NPUMEHEHNS MPUOCTAHABINMBAETCH CO AHS MOJyYEHUs 3aKIMYEHUIA, YKa3aHHbIX B YacTy 1 HACToOsILLEeN CTaTby, 40 AHS NMPUHATUS
YMOMHOMOYEHHbIM heeparnbHbiM OpraHoM UCMOMHUTENBHONM BNacTy peLueHns o Bblaade unm ob otkase B Bblgave 3aKioyeHNsl O COOTBETCTBUM
NPOU3BOAUTENS NEKAPCTBEHHBLIX CPeAcTB TpeboBaHMSIM MpaBuN Hagnexallel Npou3BOACTBEHHOM MPaKTUKW, HO He Gornee 4em Ha CTO
BOCEMb/ECAT pabounx gHen.

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

5. OcHoBaHueM A5 oTkasa B rocyAapCTBEHHOW pervcTpaummn nekapCcTBEHHOro npenapara AN BETEPUHAPHOrO MPUMEHEHUS SBMSeTcs
3aKrntoyeHne  YNonHOMOYEHHOro  dhedepanbHOro opraHa WCMOMHWUTENbHOW BRAactTM O TOM, YTO KavyecTBO U (Unun) 3dpdEKTUBHOCTL
PerucTpMpyeMoro nekapcTBEHHOro npenaparta Afsi BETEPUHAPHOTO MPUMEHEHUSI He NOATBEPXAEHb! MOMyYeHHbIMU AaHHBIMW UMKU YTO pUCK
NpUYMHEHNs Bpeda 300POBbI0 XXMBOTHOTO BCMEACTBME MpMema JleKapCTBEHHOro npenaparta ANs BEeTePUHapHOro NMPUMEHEHWS MpeBbilaeT
9P PEeKTUBHOCTL €ro NpUMeHeHus, OTKa3 YMOMHOMOYEHHOro deaepanbHOr0 opraHa WCMOMHWTENbHON BNacTW B BblAaye 3akmioveHus o
COOTBETCTBMW MPOU3BOAUTENSI NEKaPCTBEHHbIX CPefcTB TpeboBaHWSM NpaBwun Hagnexallen npov3BOACTBEHHOW MPaKTUKWM AN Kaxaon
NPOV3BOACTBEHHON MMOLLAAKN PErMCTPMPYEMOro NiekapCTBEHHOMO npenaparta Ans BETEPUHAPHOTO NMPYMEHEHNS B Cryyae, ecrnv Npou3BoACTBO
nekapcTBEHHOro npenapata A5 BeTEepMHapHOro NPUMEHEHWs OocyluecTBnseTca 3a npepenamu Poccuiickon Pepepaumn, wnmn oTcyTCcTBUE
TaKOro 3aKIoYeHus.

(4acTb 5 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbraHTlmtoc: npumedaHue.
O nopsigke M cpokax onpegerneHvsl B3anmo3amMeHSeMOCTU NeKapCTB flekapCTBEHHbIX MpenapaToB, 3apeructpupoBanHbix Ao 01.03.2020,
cM. cT. 3 d3 o1 27.12.2019 N 475-93.

CraTtbs 27.1. B3aumo3aMeHsieMOCTb NleKapCTBEHHbIX NpenapaToB ANsi MeAULIMHCKOro NpUMeHeHUs
(B pea. ®egepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aumo3aMeHsieMOoCTb NeKapCTBEHHbIX MpenapaTtoB Ans  MeAULUMHCKOTO MPUMEHEHUs! OnpedensieTcsl  YNorHOMOYEHHbIM
denepanbHbIM OpraHOM  WUCMOSHATENBHOM BIACTW, OCYLLECTBNSIOWMM FOCYAAPCTBEHHYIO PETMCTPaUMI0 NIeKapCTBEHHbIX MNpenapaToB Ansi
MeOULMHCKOTO NPUMEHEHMWS!, B paMKaxX OAHOMO0 MeXAyHapoAHOro HeMaTeHTOBAHHOMO (UMW XMMUYECKOro, UMK rpynnMpPOBOYHOMO) HAaMMEHOBaHUS
Ha OCHOBE 3aKMHOYEHUS KOMUCCUM IKCMEPTOB SKCMEPTHOrO YYPEXAEHWs O B3aMMO3aMEHSIEMOCTW FEeKapCTBEHHOTO npenapata Afs
MeLULIMHCKOTO NMPUMEHEHWSI MO0 O TOM, YTO NEKAPCTBEHHLIV Mpenapat Ans MEAULMHCKOrO MPUMEHEHUSI HE SIBNSETCS B3aUMO3aMEeHSIEMbIM.
Mopsinok onpeaeneHnst B3auMo3aMeHSIEMOCTH NIeKapCTBEHHbIX NpenapaTtoB A5s MeAWLMHCKOTO NPUMEHEHNUS U hopma 3akIoYeHNs KOMUCCUN
9KCMNEPTOB 3KCMEPTHOrO YUYPEXAEHUSI O B3aMO3aMEHSIEMOCTU NIeKapCTBEHHbIX MPenapaTtoB Ansi MeAWLIMHCKOTO NpUMeHeHNs IMbo o ToM, YTo
NeKapCTBEHHbIN Npenapat Afs MeAULMHCKOTO MPUMEHEHWUSI He sIBNsSieTCsl B3auMO3aMeHsIEMbIM, YCTaHaBNMBAKTCA deaepanbHbIM OpraHoMm
MCMOSTHUTENBHON BNacTW, OCYLLECTBSIOWMUM (YHKLUMU MO BbipaboTke M peanusaumn rocyfapCTBEHHOW MONUTUKM U HOPMaTWBHO-NPaBOBOMY
perynupoBaHuio B cdepe 3ApaBOOXPaHEHWsl, MO COrMacoBaHuio ¢ deaepanbHblM OPraHOM UCMOMHUTENBHOM BRAacTW, OCYLLECTBASIOLLMM
hyHKLMM MO NMLEH3NPOBAHMIO MPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(B pen. ®epepanbHoro 3akoHa ot 19.10.2023 N 503-d3)

2. Komwuceusi 3KCMepTOB SKCMEPTHOTO YYPEXAEHWsI JaeT 3akrioyYeHue O B3aMMO3aMEHSIEMOCTM JIeKapCTBEHHOTO npenaparta Ans
MeOMLMHCKOrO NPUMEHeHUst B0 O TOM, YTO JNleKapCTBEHHBIV Npenapar Ans MEAULMHCKOrO NPUMEHEHUS HE SIBNSIETCA B3aMMO3aMeHsIeMbIM, Ha
OCHOBaHWV CrieayoLmnX KpUTEPUEB (XapakTepUCTUK):

1) akBMBaneHTHocTb (AnNs 6GuoaHanoroBbix (6GMONOOOGHBIX) NeKkapCcTBEeHHbIX npenapaTtoB (buoaHanoroB) - COMOCTaBUMMOCTb)
KayeCTBEHHbIX W KOMUYECTBEHHbIX XapaKTepucTuk dapMaueBTU4eCKMX CyOCTaHLUMA MNM COMOCTAaBUMOCTb @HTUrEHHOro COCTaBa BaKLWH.
Mcnonb3oBaHne pasnuyHbIX cornei, 3¢gMpoB, KOMMIEKCOB, M3OMEPOB, KpUCTannuyeckux opM U ApYrux MPOW3BOAHLIX OAHOMO W TOTO Xe
OENCTBYIOLLEro BeLLecTBa He SABMSETCS NpensTcTBMEM [Ans OnpefeneHus B3avMO3aMeHSieMOCTW JeKapCTBEHHbIX MpenapaTtoB, ecnv npu
NPOBEAEHNN UCCNEeAoBaHUs GUO3IKBMBANEHTHOCTU NleKapCTBEHHOro npenapata WM WCCneaoBaHWA TepaneBTUYECKOW 3SKBMBANEHTHOCTU
NeKapCTBEHHOro npenapata [OoKa3aHO OTCYTCTBME KIMHWYECKU 3HAYMMbIX pasnuuuin  papmMakoKMHETUKM u  (unu) 3dgeKTMBHOCTN WU
6e3onacHOCTU NekapCTBEHHOro npenaparta Ans MeAVLMHCKOTO NMPYMEHEHWS;

2) 9KBMBANEHTHOCTb fekapCcTBEHHON dopmbl. 1o aKBMBaNEHTHbIMU NEKapCTBEHHbIMM (DOPMaMU NMOHUMAIOTCS Pa3Hble NEeKapCTBEHHbIE
dopMbl, MMElOLME OAMHaKoBble crnocob BBeAeHus M cnocob npuMeHeHus, obnaparwlime ConocTaBUMbIMU - PapMaKOKMHETUYECKMMMN
XapakTepuctukamn u dpapmakonormyeckum Aeictsnem n obecrneuvBalolime Takke [OCTMXKEHUME HeobXoAMMOro KnuHudeckoro adpdpekTa.
Pasnnumns nekapcTBeHHbIX POPM He SBNSIOTCS NPensTCTBUEM AN onpeaerneHns B3arMo3aMeHsieMOCTY NekapCTBEHHbIX NpenapaToB, ecnv npu
npoBeAeHnn WccrefoBaHust OWO3KBMBANEHTHOCTW NleKapCTBEHHOrO npenapata WNnyM WCCrefoBaHus TepaneBTUYECKOW 3IKBMBaNEHTHOCTU



NeKapCTBeHHOro npenapara AOKa3aHO OTCYyTCTBME KIMUHUYECKNM 3HaYUMbIX pa3nw1|/|17| q)apMaKOKVIHeTVIKVI n (I/IJ'II/I) 3q)d)eKTI/IBHOCTVI n
6e3onacHoCcTn NneKapCcTBeHHOro npenaparta anda MmeguumHCKOro npuMeHeHus;

3) 3KBMBANEHTHOCTb WIU COMOCTaBUMOCTb COCTaBa BCMOMOraTeNbHbIX BELLECTB JIeKapCTBEHHOro npenapata Ans MeAULIMHCKOro
npvMeHeHnsl. Pasnuuus coctaBa BCMOMOraTeflbHbIX BELLECTB NEeKapCTBEHHOro mpenaparta He SBMATCA NPensTcTBUEM ANA onpeaeneHus
B3aMMO3aMEHSIEMOCTW NEKapCTBEHHbIX MpenapaToB, ecnv Npu NpoBeAeHUN UccrneaoBaHusi GMO3KBMBANEHTHOCTM leKapCTBEHHOro npenapaTa
UM nccriefoBaHnsa TepaneBTUYECKOW 3KBMBANIEHTHOCTU JIeKapCTBEHHOro npenaparta AoKa3aHO OTCYTCTBME KIUHWMYECKU 3HAYMMBbIX Pasnvyunii
dapMakokMHETKN 1 (Unn) adpdpekTMBHOCTM 1 6e30nacHOCTV NMeKapCTBEHHOro mpenaparta Ans MeAUUMHCKOro npumeHenus. MNpu Hanuumim
KMUHWYECKN 3HAYUMbIX pasnuynin hapMakoKMHETUKN 1 (Mnn) ahhekTUBHOCTU 1 Be30nacHOCTU NekapcTBEHHOMO npenaparta Anst MeAULMHCKOro
NPUMeHeHVS B3anMO3aMeHSEMOCTb ONpeaensieTcs C yka3aHWeM Ha UCKITI0YEeHWe OTAENbHbIX FPynn NauueHToBs;

4) NOEeHTUYHOCTb cnocoba BBEAEHWS 1 cnocoba NpYMeHEHNS;
5) cooTBeTCTBME NPOM3BOAMTENS NEKAPCTBEHHOIO CpeacTBa TpebGoBaHUSIM NpaBun Haanexallen Npou3BOACTBEHHON NPaKTUKM.

3. be3 HeobxogumocTM  [okasaTenbCcTBa  OMOSKBMBANEHTHOCTM  OCYLLUECTBMSIETCA  ONpedeneHne  B3aumMOo3aMeEHSIEMOCTU
BOCMPOM3BEAEHHbIX NTeKapCTBEHHbIX NPenapartoB, KOTopble:

1) npegHasHa4dyeHbl Ona napeHTeparibHOoro (I'IO,D,KO)KHOFO, BHYTPUMBbILLEYHOro, BHYTPUBEHHOIO, BHYTPUIMA3HOIO, BHYTPUNOJIOCTHOIO,
BHYTPUCYCTaBHOrO, BHyTpVIKOpOHapHOI'O) BBeOeHuA U npeacraBnaloT cobon BOAHbIE PaCTBOpPbI;

2) npefcTaBnsalT cobon pacTBOpbI ANs NEPOPanbHOrO NPUMEHEHUS;

3) npousBeaeHbl B oOpMe MOPOLLKOB MUK NMOUIM3aToB ANs NPUroToBEHNsi PacTBOPOB;

4) sBnsI0TCA rasamu;

5) 9BMSATCA YWHBIMU UMW MMa3HbIMU NeKapCTBEHHbIMU NpenapaTtamu, Npou3BeAeHHbIMY B OpMe BOAHBIX PacTBOPOB;
6) npegHasHayYeHbl A MEeCTHOIO U (MMK) HapYXXHOTO NMPUMEHEHNS 1 NPUrOTOBNEHbI B (hOpMe BOAHbLIX PacTBOPOB;

7) npeactaBnsAlOT cobon BOAHbIE PacTBOPbl AN UCMOMb30BaHUS B hOPME WMHransuMin ¢ NMoMOLbio Hebynamsepa wunu B kayecTse
HasarnbHbIX CNPeeB, NPUMEHSIEMbIX C MOMOLLIbIO CXOAHBIX (MOXOXMX, aHAaNOrM4YHbIX) YCTPONCTB (NpMbopo., annapaTos).
(4actb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. OcobeHHOCTV onpefeneHns B3aumo3aMmeHaeMoCcT BUonornyecknx nekapCcTBEHHbIX npenapaToB, KOMOGUHUPOBAHHBIX NEKapCTBEHHbIX
npenaparoB (coaepxalimnx KoMbrHauuo AByX 1 Gonee AENCTBYIOLMX BELLECTB), lIeKapCTBEHHbIX NpenapaToB Afs NapeHTepanbHOro NUTaHns n
HeJO03MPOBaHHbIX NEKapCTBEHHbIX NpenapaTtoB YycTaHaBnMBaloTCA dedepanbHbIM OPraHoOM MWCMOMHUTENbHOW BRAcTW, OCYLLECTBASAWUM
dbyHKUMM NO BbIPaboTKe 1 peanvaaumm rocyaapcTBEHHON NONUTUKM U HOPMATUBHO-MPaBOBOMY PErYNMPOBaHuio B cdepe 30paBoOXpaHeHust, Mo
COrmacoBaHunio ¢ deaeparnbHbIM  OPraHoM WCMOMHUTENBHON BMAacTh, OCYLLECTBASAWMM (YHKUUM MO NULEH3UPOBAHUIO MPOW3BOACTBA
neKkapCcTBEeHHbIX CPeACTB.

(B pea. ®egepanbHoro 3akoHa ot 19.10.2023 N 503-$3)

5. Onpe,qeneHme B3aMMO3aMEHAEMOCTN He OCYyLUeCTBNAeTCA B OTHOLWEHUW TJeKapCTBEHHbIX pacTUTEnNbHbIX Mpenapartos,
romeonaTtn4ecKknx fiekapCcTBeHHbIX nNpenapaToB.

6. dopmMupoBaHMe MNepeyHsl B3aMMO3aMeHSIEMbIX JIeKapCTBEHHbIX NpenapaToB Ans MEOMLMHCKOTO MPUMEHEHUsSI OCYLLECTBIISeTCS
3KCMEPTHbIM  y4YpexaeHMeM MOCPeACTBOM OOBbEAVHEHUS NEKapCTBEHHbIX MpenapaTtoB B OTAEMbHblE PYMMbl, B KaXAOW M3 KOTOPbIX
nekapcTBeHHble Npenaparhbl SBASOTCA B3aMMO3aMeHsIeMbIMU.

7. B crnyyae BKMIOYEHUS] B WMHCTPYKLUMIO MO MEOWLMHCKOMY MPUMEHEHWIO NEKapCTBEHHOTO MpenapaTta Ha OCHOBaHWMU pe3yribTaToB
COOTBETCTBYIOLUMX UCCMNEAOBAHNIA NOKa3aHWii Ans NPUMEHEHUSs!, KOTOpble OTNNYATCS OT MOKa3aHWM Ans NPpUMEHEHUS ApYrUX NleKapCTBEHHbIX
npenapaToB M3 rpynnbl B3auMo3aMeHsieMbIX NEKapCTBEHHbIX NMpenapaToB, B NepeyHe B3avMO3aMEHsIEMbIX NEKapCTBEHHbIX NpenapaTtos Ans
MeLMULMHCKOTO NMPUMEHEHMUs foMkKHa GbiTb yKka3aHa COOTBETCTBYHOLasi MHopMaLys.

8. MNepeyeHb B3aMMo3aMeHSIEMbIX JEKAPCTBEHHbIX MpenapaToB Ans MeAWUMHCKOTO MPUMEHEHUST pasMeLlaeTcs YMNormHOMOYEHHbIM
hbenepanbHbIM OpPraHOM MUCMOMHUTENBHON BMACTW, OCYLLECTBMSIOWMM TOCYAAapPCTBEHHYID PErMCTpaLMio NeKapCTBEHHbIX MpenapaToB Ans
MEANLIMHCKOrO NPUMEHEHUs1, Ha CBoeM oduumansHom canTte B ceTh "UHTepHeT". HopmaLms B nepeyHe B3aMMO3aMeHsIEMbIX NTeKapCTBEHHbIX
npenapaTtoB Ans MeQWLMHCKOTO NMpUMEHEHUs1 OBHOBNSETCA yKasaHHbIM deaepanbHbIM OpraHoM MUCMOMHUTENBHON BNAacTu C YYETOM HOBbIX
3apErMcTpUpoBaHHbIX NEKAPCTBEHHBIX NPenapaToB AMsi MEAVNLMHCKOTO NMPUMEHEHNS U BHECEHHbBIX U3MEHEHWIN B JOKYMEHTbI, CoAepXalunecs B
pPEerncTpaLmoHHbIX OCbE Ha 3aperncTpupoBaHHbIE NeKapCTBEHHbIE NpenapaTbl Anst MEAULUHCKOrO NPUMEHEHNS.

9. Mopagok MUCNonb3oBaHWA MHOPMaUMU O B3aMMO3aMEHSIEMbIX NEKAPCTBEHHbIX MpenapaTtax Ans MeAUUMHCKOrO MPUMEHEHUs 1
nopsaok [dayu  pasbsCHEHMIA MO BOMpOcaM B3aMMO3aMEHSIEMOCTM  JeKapCTBEHHbIX MpenapatoB Ans  MEOULUMHCKOTO  MPUMEHEHUs!
ycTaHaBnvBalTcs  efepasibHblM  OpraHOM  WCMOSIHUTENbHON  BRAcTW, OCYLLECTBASIOWMM yHKUMM MO BblpaboTke W  peanusaumu
rocyAapCTBEHHOW MOMUTUKA U HOPMaTMBHO-TPABOBOMY PEryNIMPOBaHWI0 B cdepe 34paBOOXpaHeHUsi, Mo COornacoBaHuio ¢ deaepasbHbiM
OpraHoOM MCMOMHUTENBHON BACTW, OCYLLECTBSIOWMM (PYHKLMM MO NMLEH3MPOBAHUIO NMPOM3BOACTBA NEKapCTBEHHbIX CPEACTB.

(B pen. ®epepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbraHTtlntoc: npymeyaHme.
Cpok perucTtpauuy nekapCTBEHHOro npenapara Afisi BeTepMHApPHOro npuMeHenusi, ncrekarowmn ¢ 14.03.2022 no 31.12.2022, a Takke B
2023 ropy, npoaneH Ha 12 mecsueB (MoctaHoBneHue Mpasutensctea PO ot 12.03.2022 N 353).

KoHcynbraHTlntoc: npumedaHue.
Cpokv OencTBUA PermcTpaLmoHHbIX YAOCTOBEPEHMIN NeKapCTBEHHbIX NpenapaTtoB AN MEQULMHCKOrO NMPUMEHEHUs, KOTopble UCTEKalT B



2024 r. npogneHsbl Ha 12 mecsaues (MocTtaHoBneHune MNpasutenbctea PO ot 12.03.2022 N 353).

Crtartbs 28. PeructpaumoHHoe yaocToBepeHu1e fieKapCTBeHHOro npenapara

KoHcynberaHTlntoc: npymeyaHve.
Pa3speluaetca obpaweHne B PP 3apernctpypoBaHHbIX NIEKapCTBEHHbIX MpenapaTtoB, CPOK AENCTBUS PErucTpaLMoOHHOMO yAOCTOBEPEHUS
KOTOpPbIX UCTEK B Cryyae, NnpeaycMoTpeHHoM 4. 11 cT. 4 ®3 ot 30.01.2024 N 1-P3.

KoHcynbraHTtlntoc: npymeyaHmve.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnpOCTPaHAIOTCA Ha NPAaBOOTHOLLEHMWS, BO3HMKAIOLME NpY 0OpaLleHnn NeKapCTBEHHbIX CPeacTB Anst
MeauuuHckoro npumeHeHns (P3 ot 30.01.2024 N 1-$3).

1. PeructpauuoHHoe YLOCTOBEpeHWe NeKapCTBEHHOTO npenapara C yKkasaHUeM feKkapCTBEHHbIX (POpM M [03MPOBOK BbiAaeTcs
6ecCpoYHO, 3a UCKITIYEHNEM PETUCTPALIMOHHOTO YAOCTOBEPEHNS NIEKapCTBEHHOTO Npenapara, BblAaBaeMoro Co CPOKOM AeNCTBUA NATb MeT, Ha
BMepBble perucTpupyemMele B Poccuiickoi ®eaepaumm nekapcTeeHHble npenaparbl.

2. Tlo wncteyeHun YKa3aHHOro B 4actu 1 HacTosilwen cTaTbu CpOKa BblOoaeTcsa 6€CCp0‘~IH08 perncTpaunoHHoe yanoctoBepeHue
NeKapCTBeHHOro npenapara npu ycrnosnun NoATBePXAeHUA ero FOCy,D,apCTBeHHOVI perucTpauun.

3. B cnyyae BHeceHunsi B cootBeTcTBUM co cTaTbamu 30 n 31 HacTtosiwero degepanbHOro 3akoHa M3MEHeHUW B cogepXaluecs B
pPEerucTpaLuoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM MpenapaT AOKYMEHTbl, 3aTparvBalolinX CBEAEHWUsl, OTPaXeHHble B
perncTpaumoHHOM YAOCTOBEPEHUN NeKapCTBEHHOro npenapara, YMNONHOMOYEHHbIN dedeparnbHbli opraH WCMOMHUTENbHOW BRacTu BblAaeT
HOBOE pPerncTpaLnoHHOE YA0CTOBEPEHME NeKapCTBEHHOIO npenapara, cofepallee BHECEHHbIE B HEMO U3MEHEHNSI.

(4acTb 3 BBeAeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcyneraHTlntoc: npymeyaHuve.
C 01.01.2026 u. 4 cT. 28 ytpadumsaet cuny (P3 ot 30.01.2024 N 1-$3).

4. B cnyyae yTparbl Unu NOBPEeXAEeHUSA PerncTpaumoHHOro yAOCTOBEPEHNS NeKapCTBEHHOro npenaparta no 3asiBleHno B MMCbMEHHOW
dopme Aepxartens unu Bnagenbla PerucTpaLyoHHOrO YAOCTOBEPEeHUsI feKapCTBEHHOro npenaparta Wnu YNomHOMOYEHHOro UMW ApYroro
IopyAnYeckoro nuua o Bbldade Aybnvkarta perMcTpauMoHHOrO YAO0CTOBEPEHUS NEKapCTBEHHOro mpenapaTa YrofHOMOYEHHbIN dheaepanbHbIi
OopraH WCMOMHWUTENbHOW BNacTh B CPOK, He MpeBbllIAOWMA AeCATN pabounx AHeN CO AHS MOCTYMneHus 3asiBfeHus, BblgaeT aybnuvkar
PerMcTpaLMoHHOrO YA0CTOBEPEHNS fekapcTBEHHOro npenaparta. 3a Bbigady Aybnukara permcTpauMoHHOrO yAOCTOBEPEHWS NleKapCTBEHHOIO
npenapara B3UMaeTCs rocyAapCTBEeHHasi MOLUNMHa B COOTBETCTBMU C 3aKOHOAATENbLCTBOM Poccuiickon defepaumm o Hanorax 1 cbopax.

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

KoHcynbraHTlmtoc: npumedaHue.
C 01.01.2026 ctT. 29 He pacnpoCTpaHAEeTCA Ha MNPaBOOTHOLUEHMUS, BO3HMKalOWMe npu obpalleHnM neKapCTBEHHbIX CpeacTB AN
mepuumHckoro npumeHenns (®3 ot 30.01.2024 N 1-93).

KoHcynbraHTtlntoc: npymeyaHmve.

MonoxeHus cT. 29 (B peg. ®3 ot 30.01.2024 N 1-$3), kacatoLmecs NpefocTaBrneHns roc. ycryr npy obpalleHun nekapCTBeHHbIX CPEACTB:
ONs MeQMUMHCKOro MPUMEHEHUs NOoCpedCcTBOM eAVMHOW cucTembl UM (unu) eguHoro noptana, npumensiotes ¢ 01.01.2025; ans
BETEPUHAPHOIO MPYMEHeHUA MOoCPeACTBOM eduHoro mnopTana, npumensiotes ¢ 01.01.2026. PernctpauuoHHble yAoCTOBEPEHUS
rieKapCTBEHHbIX NpenapaToB Ans MeAVLMHCKOro NpuMeHeHus, Ha BymaxHom HocuTene u gybnukatsl ¢ 01.01.2025 He BbigatoTcs.

KoHcynbraHTtlntoc: npymeyaHmve.
Cpok perncTtpauuy nekapCTBEHHOro npenapara Afisi BeTepMHapHOro npuMeHeHusi, ncrekarowmn ¢ 14.03.2022 no 31.12.2022, a Takke B
2023 rogy, npoaneH Ha 12 mecsues (MoctaHoBneHue MNpasutensctBa P® ot 12.03.2022 N 353).

Cratba 29. NoaTBepxaeHWe rocyaapcTBEHHOW perncTpauum nekapcTBeHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. TlloaoTBepxaeHne roCcyaapCTBEHHOW perncrpaumm neKkapCcTBEHHOro npenapata OCyLeCTBRsieTcs npu Bbigadye 6GeccpovHoro
pPerncTpaumnoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOTO Npenapara B crnyvae, ykasaHHOM B YacTu 2 ctatbu 28 HacToswero ®eaepanbHOro 3akoHa,
B CPOK, HE NpeBbILIaloLWMIA COpPOKa paboynx AHEN CO OHSI HanpaBleHWsi NOCPeACTBOM €AMHOro noprtana B YMNOMHOMOYEHHbIM heaepanbHbii
OpraH UCMOMHUTENbHOW BNAcTW UMM NNYHBLIA KabUHET YNONMHOMOYEHHOro defepanbHOro opraHa MUCNONMHUTENbHOW BMacTh B €4MHOW CucTeme
3asBNeHNs O NOATBEPXOAEHUM rOCYAapCTBEHHOW perncTpaummn nekapcTBEHHOro npenaparta, NnognucaHHOro YCUIEHHOW KBanvduumMpoBaHHOM
3MeKTPOHHOW noanuckio. He ocyLlecTBNsieTCs NOATBEPXKOEHUE rOCYAapCTBEHHON peErucTpaumm B OTHOLLEHUM NEKapCTBEHHOMO Npenaparta Ans
BETEPUHAPHOTO NPMMEHEHUs], He HaxoamBLLerocs B obpawyeHun B Poccuiickor degepaunm B TeHeHNe Tpex 1 bonee nert, a Takke B OTHOLLEHUU
leKapCTBEHHOro CpeAcTBa, MPOU3BEAEHHONO C HapyLleHeM TpeboBaHus, ycTaHOBIIEHHOMO YacTblo 3.7 ctatbn 71 HacToswero ®enepansHOro
3aKoHa.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-3)

2. 3asBneHne o NOATBEPXAEHWN rOCYAapCTBEHHOW perucTpauuy nekapcTBEHHOro npenaparta HanpasnsieTcs NocpeacTBOM eavHOro
noprana B YNOMHOMOYEHHbIN eaeparnbHbIi OpraH UCMOMHWUTENBbHOW BNAacT UMW NINYHBIA KaBUHET YNONHOMOYEHHOro deaepanbHOro opraHa
UCMOMHNTENBbHON BNAacTu B €AMHON CUCTEME He paHee Yem 3a CTO BOCEMbAECHAT AHel OO UCTEYeHWs Cpoka AeVCTBUSA PerncTpauyioHHOro



YOOCTOBEPEHUS NIEKAPCTBEHHOTO MpenapaTa U He No3fHee OKOHYaHUsSi CpoKa ero AeCTBUS.
(4acTb 2 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2.1. YTpatun cuny. - PegepanbHbii 3akoH ot 30.01.2024 N 1-$3.

3. TMoaTBepxaeHWe rocyOapCTBEHHOW perMcTpauun JekapCTBEHHOTO MpenapaTta OCYLLEeCTBMSETC MO pesynbrataMm  3KCnepTusbl
OTHOLLUEHWSI OXMAAEMOW NOosb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs! JIeKapCTBEHHOro npenapaTta Ha OCHOBAaHWWM pe3ynbTaToB MOHWUTOPWHIa
adpbpekTMBHOCTH 1 Be3onacHOCTV NekapCTBEHHOro Npenapara, NPOBOAVMMOrO AepKaTerieM Unv BnagernbLemM permcTpaunoHHOro YA0CTOBEPEHMS
nekapCcTBEHHOro npenaparta 6o ynonHOMOYEHHBIM VMU FOPUAMYECKAM JIMLIOM, @ Takke COOTBETCTBYHOLUMM YNOMHOMOYEHHBIM (hefeparnbHbIM
OpraHoM MCMOSTHUTENBHON B1acTu B COOTBETCTBUM C TpeboBaHWsIMU cTaTbi 64 HacTosiero deaepanbHOro 3akoHa.

4. K 3asBneHui0 O MOATBEPXAEHUM FOCYAAPCTBEHHOW PErMCTpaLMM NeKapCTBEHHOro npenapata Ans MEeAULMHCKOrO MPUMEHEHMS
npunararoTcs:

1) [OKYMeHTbl, copepxaliMe pe3ynsratbl MOHUTOPUHIa 3dEKTMBHOCTM K 6Ge30MacHOCTVM NekapCTBEHHOro rfpenapata  Anst
MEAULIMHCKOrO MPUMMEHEHUs, MPOBEAEHHOrO AepXaTtenem Wnu BnagenbLeM PerncTpauMoHHOrO YAOCTOBEPEHUS NeKkapCTBEHHOro npenaparta
ANS  MEOULMHCKOTO NPUMEHEHWs nnbo  YNONMHOMOYEHHbIM WM  pUAMYECKMM NULOM, No opMe, YTBEPXAEHHON YMNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOMHUTENbHON BRacTw;

2) cBefeHns O gaTte NpegoCTaBlieHUs U PErMcTpauMoOHHOM HOMepe MMLEH3UWM Ha MPOU3BOACTBO NEKapCTBEHHbIX CPeAcTB, Wnn
cBefleHns o Jate npefoCTaBlieHUst U PerMcTpaLyMoHHOM HOMeEpe 3aKMioYeHWsi O COOTBETCTBMM MPOM3BOAMTENS NEKapCTBEHHbIX CPEACTB
TpeboBaHNAM npaBun Haanexallen NPon3BOACTBEHHON MPAKTUMKW, WIN KOMUS cepTuduKaTta COOTBETCTBMS MPOV3BOAUTENS NEKapCTBEHHbIX
CpeacTB AN MeAULIMHCKOrO NpUMeHeHWs TpeboBaHWAM MpaBun Hagnexallen Npov3BOACTBEHHOM NPaKTUKM EBpPasuinckoro 9KOHOMUYECKOTo
C0l03a, NPefoCTaBMNEHHbIX YNONIHOMOYEHHbIM hefiepanbHbiM OpPraHoM WCMOMHUTENBLHON BNAacT B OTHOLLEHWWU MPOW3BOACTBEHHOW NNOLLAAKM
rnlekapCTBEHHOro npenaparta Ans MEAULMHCKOrO MPUMEHEHWs, rocyAapCTBEHHas pervcTpaums KOTOporo MOATBEPXAAeTCA B Cryyae, ecnu
NPOU3BOACTBO NEKapCTBEHHOro NpenapaTa Ans MeAMLMHCKOro NpMMeHeHus ocyllecTenseTcs B Poccuinckon ®depepaunuy;

(B pea. ®egepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-$3)

3) Kkonua npedoCTaBrieHHOW YMONMHOMOYEHHBIM OpraHoM CTpaHbl MPOU3BOAUTENS NULEH3UWM Ha MNPOW3BOACTBO EKapCTBEHHOTO
npenaparta Ans MEeAULUMHCKOrO MpUMEHEHUS U ee NepeBOf Ha PYCCKUA $A3blK, 3aBepeHHble B YCTaHOBMIEHHOM Mopsiake, a Takke Konus
3aKIIO4YEHNSA O COOTBETCTBUWN MPOV3BOAUTENS NEKapCTBEHHbIX CPeACTB TpeboBaHWAM NpaBum Hagnexallen NPOM3BOACTBEHHOW MPaKTUKK, Unn
Komus cepTudukaTa COOTBETCTBUS NPOV3BOAWTENS FEKAapCTBEHHbLIX CPeACTB ANA MEAMUMHCKOro MNpUMeHeHus TpeboBaHuAM npasun
Haanexawen NpPOU3BOACTBEHHOM MpaKTUKM EBPasuiiCcKoro SKOHOMWYECKOrO COK3a, BblAAHHBLIX YMONMHOMOYEHHbIM deaepanbHbIM OpraHom
UCMOMHUTENBbHON BNacT B OTHOLUEHWW NPOW3BOACTBEHHOM MMOWAAKM FeKapCTBEHHOro npenapata Afns MeAWMLUUHCKOTO MNMpUMEHEHWs,
rocyAapCcTBEHHasi perncTpaumns KOToporo noaTBEPXAAETCs, UM KOMWUSA peLleHust YNONMHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHON
BNactm o npoBeAeHWn dapmMaLeBTUYECKON WHCMEKLUMU MNPOM3BOACTBA JIeKapCTBEHHbIX CPeacTB ANns MEAWULUMHCKOrO MpUMEHeHUst Ha
cooTBeTCTBME TpeboBaHMSAM npaBun Haanexallei Mpov3BOACTBEHHOW MPaKTUKM EBpa3vinickoro 3KOHOMMYECKOro cok3a B cryyae, ecnv
NMPOU3BOACTBO NEKapCTBEHHOro npenapaTa Ans MeAMLMHCKOro NPMMEHEeHNs ocyLLecTBRseTcs 3a npegenamu Poccuiickon ®egepauun.

(n. 3 B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)
(4actb 4 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeHUM Ounonornyecknx nekapCTBEHHbIX MpenapaToB AMNs MEAMUMHCKOTO MNPUMEHEHWUs 3asiBUTeNb [OMONHUTENBHO
NpeacTaBnser pesynbsraTtbl MEPONPUSATUN, NMPeAYCMOTPEHHBIX NNaHOM YNpaBneHNs puckamu, yTBEPXKAEHHbIM YNONTHOMOYEHHbIM deaeparnbHbiM
OpraHoOM WCMOMHWUTENbHOW BNacTu Mpu OCYLECTBMEHNN FOCYAAPCTBEHHOW perncTpauuv nekapcTBeHHOro npenaparta Ans MeAuLMHCKOro
NpYMEHEHWS.

(4acTb 4.1 BBeaeHa PefepanbHbiM 3akoHoM oT 04.06.2018 N 140-$3)

4.2. K 3asBNeHU0 0 MOATBEPXKAEHUM FOCYOAPCTBEHHON pEerucTpaummn rnekapCTBEHHOro npenapata Ansi BETEPUHAPHOTO MPUMEHEHUs!
npunaraiTcs OOKYMEHTbl, COoAepXalime pe3ynbraTbl MOHUTOpMHra 3EKTUBHOCTM M GEe30MacHOCTM NeKapCTBEHHOro npenapara Ans
BETEPUHAPHOIO NPUMEHEHNS, NPOBOAMMOrO AepXKaTerniemM unu BnagenbLeM perncTpauyoHHOro y4oCTOBEPEHMS IeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHNSI NIUGO YNONMHOMOYEHHBIM UM OPUANYECKAM NULIOM, MO OpMe, YTBEPXKAEHHON YMNOMHOMOYEHHbLIM heaeparnbHbIM
OpraHOM MCMOMHUTENBHON BNAacTWU, U AOKYMEHTbI, YKasaHHble B nyHkTax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n" nyHkta 4 yactu 3 craten 17
HacTosiwero PenepanbHOro 3akoHa. B oTHoLeHWU MMMYyHOBMONOrMYeCcKNX NekapCcTBEHHbIX NpenapaToB Afsl BETEPUHAPHOIO NPUMEHEHUS He
npeacTaBnsaloTCA CBedeHUs, ykadaHHble B mognyHkTe "K' nyHkTa 4 yactu 3 ctatbu 17 Hactosiwero ®epepanbHOro 3akoHa. B oTHoweHwun
NEeKapCTBEHHbIX MpenapaToB Afsi BETEPUMHAPHOrO MPUMEHEHUS, MOJTYYEHHbIX C MPUMEHEHUEM TEHHO-UHXEHEPHO-MOANULNPOBAHHBLIX
OpraHN3MOB WNW CoAepXaluux TakMe opraHu3Mbl, JOMOSMHUTENBHO MPEACTaBMSATCA CBeAEHWs, yka3aHHble B nyHkTe 13 vactm 3 ctaten 17
HacTosiero ®enepanbHOro 3akoHa.

(4acTb 4.2 BBeaeHa PefepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4.3. 3asBuTenb BnpaBe MPeACTaBUTb C 3asiBNEHNEM O MOATBEPXAEHWM TOCyAapCTBEHHOW perucTpaumuu nekapcTBEHHOro npenapara
PeKBM3NTbI  [OKYMEHTa, MNOATBEPXAAIOWEro ynnaTy rocyAapCTBEHHOW MOLWMUHBI 33 MOATBEPXKAEHWE TOCyAapCTBEHHON perncrpauum
nekapcTBEHHOro npenapaTa, a Takke BblgaBaemble (MPefocTaBnsieMble) YNONHOMOYEHHbIMU dedepanbHbIMA OpraHamyu UCMOMHUTENBbHON
BMacTn OOKYMEHTbI (CBeAeHus1), ykadaHHble B MyHKTax 2 U 3 4Yactu 4 Hactosiwen ctatbu. B cnyyae nx HenpegcTaBneHUs ynonHOMOYEHHbIN
denepanbHbI  OpraH  WUCMOMHUTENBHOW BNAacTy  3anpaluvBaeT yKasaHHble [OKYMEHTbl (CBedeHWs) B MOpsAKe MeXBeJoMCTBEHHOro
MHOPMAaLIMOHHOIO B3aMMOAENCTBUS.

(B pea. ®egepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-$3)

5. B TeyeHne nAtTM paboumx AHEN CO OHS HanNpaBMeHWs NOCPeACTBOM eAMHOro rnopTana B YNOMHOMOYEHHbIM dedepanbHbil opraH
UCMOMHUTENBHON BRACTU UMW NWYHBIA KAGUHET YMNONHOMOYEHHOrO (heeparnbHOro opraHa WCMOMHUTENbHOW BNacTu B eOWHOW cucTeme
3asBNEHNs O MOATBEPXAEHWN TOCYAapCTBEHHOW perucTpauuyM mnekapCTBEHHOro npenapata W [OKYMEHTOB, CoaepXalumx pesynbrarbl
MOHMTOPUHra 3ahEKTUBHOCTM 1 Be30NacHOCTU NeKkapCTBEHHOrO npenaparta, NPOBOAVMOrO AepxaTefnieM Unu BrnafenbLlem perncTpaunoHHoro
YAOCTOBEPEHUS NEKapCTBEHHOrO npenapata fMbo YNOoNHOMOYEHHBIM UMW IOPUANYECKUM NULIOM, YMONHOMOYEHHbI heaepanbHbIn opraH
UCMOMHUTENBbHON BNacTu:

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBOAUT NMPOBEPKY NOJTHOTbI CcBeLeHWH, coaepxalwmxca B npeacrtaBieHHbIX 3adaBuUTenemM OKyMeHTax;



2) NpUHMMAET peLleHne o NPoBeAEHUN Unu 06 oTkase B NPOBEAEHUN IKCNEPTU3bl OTHOLLEHUSI OXMUAAEMOW NMOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs] NEeKapCTBEHHOro Mpenapata Ha OCHOBaHWW PEe3ynbTaToB MOHWUTOPUMHrA 3MMEKTUBHOCTM M GEe30MacHOCTU NeKapCTBEHHOTO
npenapata, MNpPOBOAMMOIO [JepXaTeneM WNnu  BriagenblUeM  PerMcTpauvoHHOrO  YOOCTOBEPEHUS! FEeKapCTBEHHOro npenapata  mbo
YMNONMHOMOYEHHBIM UMW IOPUANYECKUM NULOM, a Takke dedeparnibHbiM OpraHoM UCMOSTHUTENBHOW BMacTy B COOTBETCTBUM C TpebGoBaHUAMMU
cTaTtbu 64 HacTosiwero defeparnbHOro 3akoHa;

3) HanpaBnsieT B IUYHbIA KAOWMHET 3KCMEPTHOro YYpexaeHWst B €OUHON CUCTEME MOAMUCAHHOE YCUIIEHHOW KBannuuMpoBaHHON
3MEeKTPOHHOW MOAMUCBIO 3afjaHue Ha NpPOBEAEHUE 3KCNepTU3bl, MPegyCMOTPEHHOM MYyHKTOM 2 HacTosWen 4acTu, a Takke Hanpasnser
3asBUTEN0 MOCPEACTBOM €AMHOrO nopTana MunM B NWYHbIA  KabWHET 3asBuTEnsl B €4MHOW CUCTEME MNOAMUCAHHOE  YCUIEHHOW
KBanMULIMPOBAHHOW 3MEKTPOHHOW NOAMUCHI0 YBEAOMIIEHME O NMPUHSATOM pELLEeHMM O Bblaaye 3a4aHusl Ha NpoBeaeHMe YKa3aHHOW 3KCnepTusbl
nm6o o6 oTkase B NPOBEAEHUN YKa3aHHOW 3KCNepTu3bl C yka3aHWEM NPUYMNH OTKa3sa.

(n. 3 B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

6. B cnyyae BbIsIBNEHUsI HEQOCTOBEPHOCTU U (MNN) HEAOCTAaTOMHOCTM MHMOPMaLUnK, coaepXallencs B NpeacTaBneHHbIX 3asiBUTENEM
[OKYMEHTaXx, YNONMHOMOYEHHbIV hefieparnbHblii opraH UCMONMHUTENBHON BRACTW HaMpaBnsieT 3asiBUTENO NOCPEACTBOM eAQMHOro nopTana unu B
NWYHBbIA  KabuHeT 3asBUTENst B €OMHOM cucTeMe 3anpoc 06  yTOMHEHUW yKa3aHHOW WMHopmauuKn, MNOAMUCAHHBLIA  YCUIEHHON
KBanNMULMPOBAHHOWN 3NEKTPOHHOW NOAMNUCHIO.

(4actb 6 B pea. PeagepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. 3asBuTtenb 0693aH HanpaBUTb NMOCPEACTBOM €4MHOrO nopTana B YNOMHOMOYEHHbIN deaepasbHbI OpraH UCMONMHUTENBLHOW BNacTu
UMM NUYHBIA KaBUHET YNONHOMOYEHHOro deaeparnbHOr0 opraHa MCMOMHUTENBHOW BRAcTM B €4MHOW CUCTEME MNOAMUCAHHBIA YCUINEHHOW
KBannuULUMPOBAHHON JMIEKTPOHHOW MOAMUCHI0 OTBET Ha 3anpoc YMOMHOMOYEHHOro hedepanbHOro opraHa MWCMOSIHUTENBHOM  BriacTtu,
YKa3aHHOro B 4acTu 6 HacTosilen cTaTbW, B CPOK, He MPeBbILaoWWiA AeBAHOCTa pabounx AHeW CO AHS MOMyYeHWs YMOMHOMOYEHHbIM
denepanbHbIM OpraHomM UCMOSHUTENBHON BNAcTW SNEKTPOHHOTO YBEAOMIIEHUS O NOMy4YeHun 3asiBuTenem Takoro 3anpoca. Cpok, ykasaHHbIN B
YacTn 5 HacTosLen cTaTbu, NMPUOCTaHaBNMBAETCA CO AHS HamnpaBleHVs 3asBUTENo NMOCpPeAcTBOM €4MHOrOo mopTana Win B NINYHbIA KabuHeT
3asBMTENa B €OMHOM CUCTeMe Takoro 3ampoca A0 AHA HanpasneHus 3asBuTerieM MocpeAcTBOM €AMHOro moptana B YNONHOMOYEHHbIV
henepanbHbI OpraH UCMOMHUTENBHON BNAacTX UMM NUYHLIA KabWHET YNONHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW Bractu B
edVHON cucTeMe OTBETa Ha TakoM 3anpoCc U He YYMTbIBAeTCA MpW MCYUCIIEHWM CpOKa MOATBEPXKAEHWUS rOCyAapCTBEHHOW perucrpauuv
nekapcTBEeHHOro npenapara.
(vactb 7 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

8. OcHoBaHvWeM [Ans oTka3a B MPOBEAEHWM 3IKCMepTU3bl OTHOLUEHWS OXWMAAEMON MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nekapcTBEHHOro npenaparta SBMsieTcsl NpeACTaBneHe JOKYMEHTOB, CoAepXKallmx pesynsratel MOHUTOPUHTa 3hEKTMBHOCTM U Be3onacHoCTH
neKkapcTBEeHHOro npenapara, v (Mnv) B OTHOLIEHUM BUONOorMyecknx NekapcTBEHHbIX NpenapaToB pe3ynsTaToB OCYLLECTBIIEHUS MEPONPUATUIA B
COOTBETCTBMM C NMAHOM YNPaBMeHUsl pUCKamu, YTBEPXKOEHHbIM YMONHOMOYEHHbIM heaeparnbHbLIM OpraHOM WCMOMHUTENbHOW BRactu npu
OCYLLECTBNEHUN  FOCYOApPCTBEHHOW perucTpauMu NekapCcTBEHHOro npenapata, B HENonHoM o6beme, OTCYTCTBME  UMHpopMaumy,
noATBepxaarLlei dakT ynnatbl rocyAapCTBEHHON MOLWHBI 32 NOATBEPXKAEHNE rOCYAAaPCTBEHHOW perncTpaumy nekapcTBeHHOro npenapara,
nnbo HenpeacTaBrieHWe 3asBUTENIEM B YCTAHOBMEHHBIA CPOK OTBETa HAa YKasaHHbIA B 4acTu 6 HACTOsLLEeN CTaTbu 3anpoc YronHOMOYEHHOTo
denepanbHOro opraHa UCMONHUTENbHOW BMACTW, @ TakXe OTCYTCTBUE B yKa3aHHbIX AOKYMEHTaX WHGopMauum, KoTopasi AOMKHa ObiTb B HUX
oTpaxeHa.

9. OkcnepTv3a OTHOLIEHWS OXMOAEMOW MOoMb3bl K BO3MOXHOMY PWUCKY TMPUMEHEHWUS NeKapCTBEHHOro mnpenapata B Lensx
NoATBEPXAEHUS TOCYAapCTBEHHOW perncTpaummn nekapcTBEHHOro npenaparta NpoBOAWUTCH KOMUCCUEN 3KCMEPTOB 3KCMEPTHOTO YYPEXAEHUs B
CPOK, He NpeBbIaloLLniA TpUALATY pabounx AHEN.

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

10. B cnyyae HeocTaTOMHOCTU NPEACTABNEHHbIX 3KCNEPTY MaTepuanoB Ans Aa4u 3aKMOYeHUs B NMUYHbLIN KaOWHET 3asiBUTENS B eQVHOIA
cUCTEME HamnpaBnsieTcs 3anpoc O NPeAcTaBeHUM HeobXoAUMbIX MaTepuanoB, NMOANUCAHHLIA pykoBoaMTENeM (YMONHOMOYEHHbIM fULOM)
3KCMEePTHOrO yYpeXxaeHWsl C UCMONMb30BaHNEM YCUITEHHOW KBaNMULIMPOBaHHOW 3TIEKTPOHHOW NOAMUCH.

(4acTb 10 B pea. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3agButenb 0653aH HanMpaBUTb B NNYHBLIN KAaBWHET SKCMEPTHOrO YYPEXOAEHWS B €OMHOW CUCTEME MOAMUCAHHbIA YCUIEHHOW
KBanuuLUMpoBaHHOWN 311IEKTPOHHOW NOAMUCHI0 OTBET Ha 3anpoc 3KCMEPTHOIO YYPEXAEHUS B CPOK, HE MPeBbIaowWwmii wectugecatn pabounx
OHEW CO OHSA MOMYyYeHUs! KCNEPTHLIM YUpEXAEeHNEM 3MEKTPOHHOMO YBEAOMIEHMUS O MONyYeHun 3asBUTENEM ykasaHHoro 3anpoca. Bpems co
[OHS HanpaBneHns B NMUYHbIA KaOVHET 3asBUTENS B €4MHON CUCTEME 3anpoca JKCMEPTHOrO yYpexaeHust 4O OHs HanpaBrneHusi 3asiBUTENEM B
TNWYHBIA KaBWHET 3KCMEepTHOro y4ypexAeHus B eOMHOM CUCTEME OTBETa Ha YKa3aHHbIA 3anpoc He YYMTBIBAETCS MPU MCHUCIIEHWMM CpOKa
NPOBEAEHUSI 3KCNEPTU3bl OTHOLLEHUS OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUsI FIeKapCTBEHHOro npenapata Ha OCHOBaHWUW
OOKYMEHTA, CoAep)KaLlero pesynsrarbl MOHUTOPUHIa achPEKTUBHOCTM 1 6e30nacHOCTM NekapCTBEHHOrO npenapara.

(4acTb 11 B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-$3)

12. B cpok, He MpeBbIALWMI NATU paboumx OHEN CO OHA HaMpaBeHUS B NINYHBIA KAOWMHET YNOMHOMOYEHHOrO deaepansHoro opraHa
MCMOMHUTENBHON BNacTu B eMHON CUCTEME 3aKIMHYEHNUST KOMUCCUM IKCNEPTOB MO pesynbTatam 3KCMePTU3bl OTHOLLEHUS OXUAAEMOW MoMb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHMUSI NEeKapCTBEHHOro npenapara, COOTBETCTBYHOLUMI YNOMHOMOYEHHbIN dhedepanbHbli OpraH UCMOMHUTENbHOM
BMacTu:

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLLeCTBNAET OLEeHKY 3TOro 3aknyeHuna ana onpeneneHna ero CoOoTBeTCTBuA 3agaHunio Ha nposegeHne yKaSaHHOIﬁ JKCNepTu3bl;

2) npuvHUMaeT peLueHWe O MNOATBEPXKAEHWUWM FOCYAAPCTBEHHOW perucTpaumMu iekapCTBEHHOro npenapata unu of6 otkase B
NOATBEPXXAEHWUW rOCYAaPCTBEHHON perncTpaumm nekapcTBeHHOro npenapara;

3) BHOCUT NpU MPUHATUM pELUEHNS O MOATBEPXAEHWUM TrOCYAapCTBEHHOW perucTpauum nekapcTBEHHOro npenapaTta CBefdeHust B
rocyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEACTB W BblAAET 3asBUTENO GECCpPOYHOE permcTpauuoHHOEe YAOCTOBEpPEHME NeKapCTBEHHOro
npenapata MOCPEACTBOM HanpaBfMeHns Yepe3 eauHbIi mnopTan WM NWYHbIA KabuHET 3asBuTens B €OMHON cucTeMe BbIMUCKM K3
rocy4apCTBEHHOro peecTpa NekapCTBEHHbIX CPEACTB, NOANNCAHHOW YCUINEHHOW KBannuUUMpPOBaHHOW 3MEeKTPOHHOW NOANMUCHIO.

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-d3)



13. OcHoBaHveM Ansi OoTKasza B MOATBEPXOAEHUM TOCYAapCTBEHHOW PErncTpaumu JeKapCTBEHHOro npenapata SBMsSieTCs 3aKIoveHue
COOTBETCTBYIOLLEr0 YMOMHOMOYEHHOro hefepanbHOro opraHa WCMOMHWUTENbHOM BRacTM O TOM, YTO PWUCK MPUYMHEHUS Bpeaa 300pPOBbiO
Yenoseka Unu XWBOTHOMO BCNEACTBME NpPUEMA fEKapCTBEHHOrO npenaparta npeBbiaeT 3dEKTUBHOCTb €ro NPUMEHEHWS.

(B pen. ®enepansHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepviog npoBedeHusi npoueaypbl NOATBEPXKAEHUA rOCYAAPCTBEHHOWM perMcTpaumy fnekapcTBeHHOro npenapara ero obpatlieHve B
Poccuiickon ®egepauum He NprocTaHaBMMBAETCS.

15. [Oonyckaetcs obpalleHne neKapCTBEHHbIX MNpenapaTtoB [0 WCTEYEHUs CpOKa FOAHOCTW, MPOU3BEAEHHbIX B TeyeHue crTa
BOCbMUAECATW KaneHAapHbIX AHEW nocrne AaTtbl NPUHSATAS YNOMHOMOYEHHbIM hefiepanbHbIM OpPraHOM UCTONMHUTENBHOW BIacTU peLleHust o
NOATBEPXKAEHUN rOCYAapCTBEHHOW perncTpaLmm, B COOTBETCTBUM C UH(OpMaLMeil, cofepXallencs B JOKYyMEHTaxX perucTpaLMoHHOro Aocke Ha
neKapCTBEHHbIN NpenapaT A0 AaTbl MPUHSTUS TAKOTO PELLEHUSI.

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

KoHcynberaHTlntoc: npymeyaHuve.
Monoxenuns ct. 30 (B peg. ®3 ot 30.01.2024 N 1-®3), kacawwpmecs NpeaoCcTaBneHns roc. ycnyr NOCPEeACTBOM €AMHOW CUCTEMbI 1 (Mnn)
eauHoro noprtana, npumensitotesi ¢ 01.01.2025.

Cratbs 30. BHeceHWe M3MeHeHW/ B [OKYMEHTbl, CoAepXaliMecss B PerucTpauMoHHOM [OCbe Ha 3aperMcTPUpOoBaHHbIN
nekapcTBeHHbIW Npenapar Ans MeauLMHCKOro NpuMeHeHuUs

1. B uensix BHeCEHUs1 U3MEHEHWIN B JOKYMEHTbI, coepXallmecs B permcTpaumoHHOM [OCbEe Ha 3aperncTpuMpoBaHHbIA NeKapCTBEHHBbIN
npenapart Ans MeAULMHCKOrO NMPUMEHEHUS, AepxaTenb WU Brnafernewl perucTpalMoHHOro yAOCTOBEPEHUS] NIEKapCTBEHHOMO npenaparta unm
YNONTHOMOYEHHOE UM ApYroe opuanyeckoe nuuo (fanee B HACTOSILLEW CTaTbe - 3asBUTENb) HamnpaensieT NOCPeacTBOM €QUHOro rnoprana B
YNONMHOMOYEHHbIN  defepanbHbii OpraH WCMOMHUTENBHOW BMacTU WU B JUYHbIA  KaBUHET YNONIHOMOYEHHOro dhedepanbHOro opraHa
WCMOMNHUTENbLHOW BNacTM B €OUHON CUCTEME MOAMNMCaHHOEe YCUINEHHON KBanuuUMPOBAHHOW 3MEKTPOHHOW MOAMUCHIO 3asiBlieHWe O BHECEHUU
TakMx M3MeHeHu nNo opme, YCTaHOBIIEHHOW YMOTHOMOYEHHbIM beaeparnibHbiM OPraHoOM WCMONHUTENBHON BMAacTU, U Npuraraemble K Hemy
M3MEHEHUS B YKa3aHHble JOKYMEHTbI, a Takke JOKYMEeHTbl, NoATBepXaatoLme HeobxoAMMOCTb BHECEHUS TakUX N3MEHEHUI.

(B pen. ®epeparnbHbix 3akoHOB 0T 22.12.2014 N 429-03, ot 04.06.2018 N 140-93, ot 30.01.2024 N 1-93)

1.1. Tlpn HeobXoAMMOCTM BHeCEHWA B [OKYMEHTbl, COAepXallyecsi B PEerucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIN
nekapcTBeHHbIV NpenapaT Ans MeauUMHCKOro NPUMEHEHNs!, 3MEeHEeHUI OTHOCUTENbHO MecTa NPOU3BOACTBA NEeKapCTBEHHOro npenapara Ans
MEAULIMHCKOIO MpUMeHeHUs, TpebyroLwmnx NpoBeAeHNS IKCNepTU3bl KayecTBa NeKapCTBEHHbIX CPEACTB, 3asBUTeNb AOMNONMHUTENbLHO HanpaenseT
NOCPEACTBOM €4MHOro noprana B YNONHOMOYEHHbIV defepanbHbIi OpraH UCMOMHUTENBHOW BNACTU UMU NUYHBIA KabUHET YNONHOMOYEHHOro
denepanbHOro opraHa UCMONHUTENbHOW BNacTu B €AMHOM CUCTEME:

1) cBegeHVss 0 AaTe NPefoOCTaBNEHUS U PEerucTpaLyoHHOM HOMepe NULIEH3MM Ha NPOW3BOACTBO NEKapCTBEHHbIX CPEACTB, a Takke
KOMUIO 3aKIOYEHNsI O COOTBETCTBMM NPOM3BOAMTENS NEKapCTBEHHbIX CPEACTB AN MeOWUMHCKOTO NpuUMeHeHust TpebGoBaHusM npasBun
Haanexailen npOu3BOACTBEHHOW MpPaKTWMKW, WM KOMWIO cepTudpukata COOTBETCTBUS MPOU3BOAUTENS NEKapCTBEHHbIX CPEeAcTB Ans
MeONLMHCKOrO npuMeHeHus TpebGoBaHUAM npaBui Hagnexalend NpoVM3BOACTBEHHOM NpakTUkM EBpasninckoro 3KOHOMWUYECKOro Coio3a,
BblAaHHbIX YMOMHOMOYEHHbIM bedepanbHbiM OpraHOM WCMOMHUTENbHOW BAAcTM B OTHOLIEHUW W3MEHEHHOW W (Mnu) [OMONHEHHON
NPOV3BOACTBEHHON NIOLWAAKN JTEKApCTBEHHOIO npenaparta Ans MeAVUMHCKOTO MPUMEHEHWUS, UMW KOMWIO PEeLUEeHUS YMONMHOMOYEHHOro
defepanbHOro opraHa MCMOMHUTENBHOW BRAcTW O NpoBeAeHUN dapMaLeBTUYECKON UHCMEKLMM NPOM3BOACTBA NEKapCTBEHHbIX CPeAcTB Afs
MEOVLUMHCKOTO MPUMEHEHUSI Ha COOTBeTCTBMEe TpeboBaHWsIM MpaBuil  Hagnexailenh npou3BOACTBEHHOW npakTukM EBpasuiickoro
3KOHOMMWYECKOTO COK3a B OTHOLLUEHUW M3MEHEHHOW W (Mnn) OOMONHEHHOW NPOW3BOACTBEHHOW MMOLWAAKU NIeKapCTBEHHOrO mpenapara Ans
MeaNLMHCKOro MPMMEHeHUs B criyyae, ecrnv Npov3BoACTBO NeKapCTBEHHOrO npenapara ocylectensercs B Poccuiickon ®enepaumu;

2) KonuK nNpefoCTaBNEHHON YMOMHOMOYEHHBIM OpraHoOM CTpaHbl MPOW3BOAWUTENS IULEH3UM Ha MPOU3BOACTBO JEKapCTBEHHOIO
npenaparta Ans MeauUMHCKOrO NMPUMEHEHUs WU ee MepeBof Ha PYCCKWIA SA3blK, 3aBepEHHble B YCTAHOBMEHHOM MOPSAKe, a TakkKe KOonuio
3aKIMYeHUst 0 COOTBETCTBUM NPOM3BOAMTENS NeKapCTBEHHbIX cpeacTB TpeboBaHWSM NpaBun Haanexatle npou3BoACTBEHHOW NPaKTVKK, Uin
KOnuio cepTudmkaTa COOTBETCTBMSA NPOU3BOAMTENS JIeKapCTBEHHbIX CPEACTB AN MeOMLUMHCKOTO MNpUMeHeHuns TpeboBaHusM npasun
Hagnexallei NPOW3BOACTBEHHOW MPaKTWKW EBPa3niicKoro 3KOHOMWUYECKOTO CO3a, BbiAaHHbIX YMONMHOMOYEHHbIM (heaepanbHbIM OpraHom
WCMOMNHUTENBHOW BNacTu B OTHOLLUEHWN U3MEHEHHOW U (UNnu) AOMNONHEHHOW MPOW3BOACTBEHHOM NNOLWAAKM NeKapCTBEHHOro npenapara, unm
KOMMWIO peLUEHUst YMONHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOW BnacTM O NpoBeAeHun apmMaueBTUYECKONW MWHCMEKLMK
NMPOM3BOACTBA JIeKapCTBEHHbIX CPEACTB AN  MeOMUMHCKOrO MpUMEHEHUs Ha CcooTBETCTBME TpeboBaHMAM npaBwun  Haanexaluen
NPOU3BOACTBEHHOW MNpakTuky EBpasMinckoro 9KOHOMMYECKOr0 CoK3a B Cryyae, €cnu NPOM3BOACTBO JleKapCTBEHHOro npenapaTa
ocyllecTBnsieTcs 3a npeaenamu Poccuiickon ®epepaumu.

(4acTb 1.1 B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. Tpyn HeobGXOOUMOCTM BHECEHUS B [OKYMEHTbl, COAepXaliMecss B PEerncrpauMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN
NeKapCTBEHHbIN NpenapaT Ans MeauLMHCKOro NpMMeHeHUsl, UAMEHEHUI OTHOCMTENbHO NoKa3aTenen kayecTBa fiekapCTBEHHOIO Npenaparta s
MELULIMHCKOIO MPUMEHEHUs1 U (MNK) METOLO0B KOHTPOIS KayecTBa JIEKApCTBEHHOrO npenaparta Afsi MEAULMHCKOrO NpUMEHEHWs, TpebytoLmx
NpoBeAEeHUs 3KCMepTU3bl KayecTBa JeKapCTBEHHbLIX CPEACTB, 3asBUTENb [AOMOMHUTENbHO HanpasnsieT MocpeacTBOM €OMHOro noprana B
YNONMHOMOYEHHbIN  hefiepanbHblii  OpraH WCMOMHUTENBHOW BRAacTU WM NUYHBLIA  KaBUHET  YNONMHOMOYeHHOro deaepanbHOro opraHa
MCMOMHUTENBHOW BracTu B €4MHON CUCTEME:

1) cBegeHns o gate NpedoCTaBneHUs U perncTpaLvoHHOM HOMepe NULEH3MU Ha NPOU3BOACTBO NEKAPCTBEHHBIX CPEACTB UMW CBeAEeHUS
0 [aTe NpefoCTaBliEHNs] U PEMUCTPALMOHHOM HOMEPE 3aKIIOYEHUSI O COOTBETCTBMW MPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB TpeboBaHMsIM
npaBumn Hagnexallen Npou3BOACTBEHHON MPaKTUMKM UMK KOMUIO CepTudmKata COOTBETCTBUS NPOM3BOAMTENS JEKapCTBEHHbIX CPEACTB AN
MEeOULMHCKOrO MNpUMEHeHUs TpeboBaHUsSIM NpaBwi Haanexaileh NPOU3BOACTBEHHOM MpakTUKM EBpasuiickoro 3KOHOMWYECKOro COoH3a,
BblaHHbIX (NMPEAOCTaBMEHHbIX) YMOMHOMOYEHHbIM (hefeparnbHbiM OpraHoM WCMOMHUTENBHON BRacTM B OTHOLIEHUM NPOU3BOACTBEHHOM
nrnowaakn NekapCTBEHHOro MpenapaTta, B Ccryyae, €Cnv MpoM3BOACTBO JIEKAapCTBEHHOrO MpenapaTta ocyllecTBnsieTca B Poccuickon
depepaunu;

2) Konuo I'Ipe,U,OCTaBJ'IeHHOﬁ YNOJTHOMOYEHHbIM OpraHOM CTpaHbl npou3BoauTena InUUeH3nn Ha Npou3BOACTBO J1eKapCTBEHHOro



npenapara Ans MeAULUMHCKOrO MPUMEHEHUS U ee NMepeBoA Ha PYCCKUM A3blK, 3aBEPEHHblE B YCTAHOBMEHHOM MOPSAKe, a Takke CBEAEHUS O
fJate NpefocTaBneHns U perucTpaunoHHOM HOMepe 3aKMioMeHWs O COOTBETCTBUM MPOWM3BOAWTENs NeKapCTBEHHbIX CPeAcTB TpeboBaHUAM
npaBui Hapnexalle Npov3BOACTBEHHOW MPaKTWKW, MM KOMWUIO cepTudukaTa COOTBETCTBUS NPOU3BOAWTENS NEKapCTBEHHbIX CPeAcTB Ans
MEAULIMHCKOrO MNpUMeHeHNs TpeboBaHWAM npaBwun Haanexallei npov3BOACTBEHHOW NpaKTUKM EBpPa3ninckoro 3KOHOMUYECKOro COoH3a,
BblAAHHbIX YNOMTHOMOYEHHbIM dbeaepanbHbIM OpraHoM UCMOSTHUTENLHON BRACTV B OTHOLLEHWN NMPOU3BOACTBEHHOW MNoLLaAKu NiekapCTBEHHOro
npenaparta, WnuW cBedeHUst O JdaTe MPefoCTaBMEHUs W PEerucTpauMoHHOM HOMepe peLUeHUst YNONIHOMOYEHHOro deaepanbHoOro opraHa
UCMOMHUTENBbHON BNacT O MpoBedeHMn dapMaLeBTUHECKOW WHCNEKUMN MPOU3BOACTBA JIeKapCTBEHHbIX CPEACTB AN MEeAULIMHCKOro
NpYMEHeHNs1 Ha COOTBETCTBME TpeboBaHMSAM NpaBu Haanexallen Npov3BOACTBEHHOM NPaKTMKN EBpasmninckoro a3kOHOMUYECKOro cotsa, ecnm
NPOW3BOACTBO NEKapCTBEHHOIO NpenapaTa ocyLuecTBnsieTcs 3a npegenamu Poccunckon ®egepaunn.

(4actb 1.2 B peq. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.3. TMpuHATUE peLleHUsi O BHECEHWU W3MEHEHWA unM o6 O0Tkase BO BHECEHUU W3MEHEHWA B [OKYMEHTbI, codepXalivecs B
pPErMcTpaLmoHHOM [0Chbe Ha 3aperMcTpyMpoBaHHbIA NEKApCTBEHHbIM MpenapaT Ans MEAVMLUHCKOTO NMPUMEHEHUs, B cryyae HeobxoanMocTu
NpoBEAEHNSI IKCNEPTU3bl KayecTBa NEKApCTBEHHbIX CPEACTB WM (MNN) 3KCNEpTU3bl OTHOLUEHUS OXWAAEMOW NOnb3bl K BO3MOXHOMY PUCKY
NpUMEHEHNs1 NeKapCTBEHHOIO npenaparta Ans MeaULUHCKOTO NMPUMEHEHUsT OCYLLECTBSIETCS B CPOK, HE MpEeBbILLALWMNIA NATUAECATM paboumx
OHEN, a B OCTamnbHbIX CMy4Yasix B CPOK, He MpeBbILIAKWMIA OECATU pabounx OHEW CO OHSI HanpaBfieHust NocpeAcTBOM eauMHOro noprana B
YMOMHOMOYEHHbIV  befeparnbHbii  OpraH WCMOMHUTENbHOW BNacTV UMW MUYHBIA  KabWHET ynormHOMOYEHHOro dhefepanbHOro opraHa
MCMONMHUTENBHOWN BNacTh B €4MHOWM CUCTEME 3asiBNEHNSI O BHECEHUM TakUX U3MEHEHWIA.

(vactb 1.3 BBegeHa PepneparnbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

1.4. YNonHOMOYeHHbIi dhefepanbHbIi OpraH WCMOMHUTENbHOW BRacTM € y4eToM pe3ynbraToB apmakoHag3opa W MNpoBepoK
COOTBETCTBUS NEKAPCTBEHHBIX CPEACTB, HAXOOSLUXCHA B rpaXgaHCKOM OOOpoTe, YCTAHOBMEHHbIM TPebOOBaHMAM K UX KadyecTBy B TeYeHue
aecsAtTn pabounx AHEN Co AHsI MOCTYMNIEHNST COOTBETCTBYIOLLEN MHOpMaLuuM pa3MellaeT Ha CBoeM oduumanbHom cante B cetu "UHTepHet"
CBefeHNs1 0 HeOBXOANMOCTM BHECEHUS B UHCTPYKLIMIO MO MEeOULMHCKOMY MPUMEHEHMIO NEKapCTBEHHOIO npenapata U3MEHEHWI B OTHOLLEHWU
CBEAEHWU O MoKasaHWaX ANs NMPUMEHEHWSI M MPOTUMBOMOKA3aHUAX ANsi MPUMEHEHMST NeKapCTBEHHOrO npenapara, BbISIBNIEHHbIX MOBGOYHbIX
OENCTBUSX, HeXenaTenbHbIX peakuusix npu MNPUMMEHEHUWM FEKapCTBEHHOTO Mpenapata W HanpaBnsieT MOAMNMCaHHOE — YCUIEHHOWM
KBanuuULUMPOBaHHON 3MEKTPOHHOW MOANUCLIO YBEAOMIIEHNE B NUYHbIA KaOUHET 3asiBUTENSI B €AUHOW CUCTEME, a TakKe B NUYHbIE KabUHETbI
3aABUTENEN B €OMHOW CUCTEME, SBMNSIOLIMXCS AepXaTensaMmu unu Briagenbuamu pervcTpauuoHHbIX YOAOCTOBEPEHUM B3avMO3aMEHSIEMbIX
1leKapCTBEHHbIX NpenapaToB (UMW YNONMHOMOYEHHbIX UMW APYTUX IOPUANYECKUX NNLL).

(vactb 1.4 BBegeHa PenepanbHbIM 3akoHOM OT 27.12.2019 N 475-93; B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

1.5. epxaTtenb nnu Bnagenew perucTpauuoHHOro yAoCTOBEPEHUS NeKapCTBEHHOrO Npenapara, a Takke Aepxartenu unu Bnagenbubl
PErnCTPaLMOHHbIX YAOCTOBEPEHMUI NEKapCTBEHHbLIX NpenapaToB (MNK1 YNONHOMOYEHHbIE UMW ApYrue lopuanveckue nuua), Kotopble SBNSHTCS
B3aMMO3aMeHsieMbiMK, 00s3aHbl HanpaBWTb B NUYHbIA  KabWHET YNONMHOMOYEHHOro dhefepanbHOrO opraHa WCMOMHUTENBHOM BRacTy
noanucaHHble YCUMEHHbIMU  KBanWULMPOBAHHBIMU  3MEKTPOHHLIMU  MOANUCAMW  3asiBNIEHNS] O BHECEHWW W3MEHEHWA B [OOKYMEHTHI,
cofepxXallimecs B PErMCTPaLMOHHBLIX [OCbe Ha 3aperMcTpupoBaHHbIE NEeKapCTBEHHble npenapaTtbl AN MEeAWMUMHCKOTO MPUMEHEHUs, B
OTHOLLUEHUWN CBEAEHWN, YKa3aHHbIX B MHCTPYKLMU NO MeAWMLMHCKOMY MPUMEHEHUIO FIeKapCTBEHHbIX MpenapaTtoB, B TEYEeHMe copoka paboumx
OHEW CO [HsI MOMy4eHusl YroNHOMOYEHHbIM deaeparnbHbiM OpraHoOM WCMOMHUTENbHOW BracTu 3MeKTPOHHOTO YBEAOMIIEHWUS O MOMyYeHun
Jepxatenem unv BnagenbueM pPernmcTpauuoHHOro YOOCTOBEPEHWSI EKapCTBEHHOro npenapata (MW YNONMHOMOYEHHbIM WM OpYyrUM
IOPUANYECKMM NNLIOM) MHGOpMauuW, ykasaHHoh B 4Yactu 1.4 HacTtoswen cratbu. [aHHoe TpeboBaHME He pacnpoCTpaHsieTCs Ha criydaum
BHECEHMSI B WHCTPYKUMIO MO MEAMLMHCKOMY MPUMMEHEHUIO NEKAPCTBEHHOrO npenapara WU3MEHEHW B OTHOLUEHWW HOBbIX MOKasaHui Ans
NPUMEHeHNs NeKapCTBEHHOIO npenapaTta Ha OCHOBaHUW Pe3ynbTaToOB COOTBETCTBYHOLLMX UCCNEA0BAHWUIA.

(4acTb 1.5 BBeaeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. PelieHne o npoBedeHUW IKCNepTU3bl KayecTBa feKapCTBEHHbIX CPeACTB WM (Mrn) 3KCMepTU3bl OTHOLUEHUS OXWMAaeMOW MNomb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara Afns MEAMLMHCKOTO NPUMEHEHNS NPUHUMAaETCH B COOTBETCTBUM C YTBEPXAEHHON
YNONMHOMOY€EHHbIM hefepanbHbIM OpPraHoM WCMOMHUTENbHOWM BNAacT knaccudukaumen n3ameHeHnin, BHOCUMbIX B JOKYMEHTbI, coAepXalumecs B
PerucTpaLyMoHHOM AOCbE Ha 3aperncTPMPOBaHHbIN NeKapCTBEHHBIN Npenapar.

(4actb 2 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3asBATENb BNpaBe NPeACTaBUTL MO COGCTBEHHOW WHWLMATMBE BMECTe C 3asiBlIeHMEM O BHECEHUU W3MEHEHUA B [OKYMEHTbI,
cofepalimecs B perMcTpauMoHHOM AOChEe Ha 3aperMcTpupoBaHHbIV NEKAPCTBEHHBIV NpenapaTt AN MEeAMLMHCKOrO NMPUMEHEHUS, PEKBU3UTDI
[OKYMEHTOB, NOATBEPXAAOLLMX YNnaTy rocyfapCTBEHHON MOLLMMHLI 32 BHECEHUE B AOKYMEHTbI, COAEPXKaLLNecs: B perMcTpaLMoHHOM fOCbe Ha
3aperncTpvpoBaHHbIN NIeKapCTBEHHbI MNpenapat Ans MEeAUUMHCKOrO MNPUMEHEHUSI, U3MEHEHWUI, Tpebylolmnx npoBedeHUs 3KCnepTu3bl
1IeKapCTBEHHbIX CPEeACTB B YacCTU 3KCMEPTU3bl KayecTBa NeKapCTBEHHOMO CPeacTBa U (Mrn) IKCMEepTU3bl OTHOLUEHMS 0XKMOaemoln Monb3bl K
BO3MOXHOMY PWCKY NMPUMEHEHUsI NeKkapCTBEHHOro npenapata Afs MeaUUMHCKOro NPUMEHEHUs!, rocyaapCTBEHHOW MOLMWHBI 32 BHECEHWE B
[AOKYMEHTbI, coaepXallmMecs B perncTpaumoHHOM AOCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbLIN Npenapat Afs MeguUMHCKOro NpUMEHEHus,
M3MEHEHUn, He Tpebyllyrx NpoBEAeHMs 3KCMepTU3bl JIeKapCTBEHHOrO CpPeAcTBa, a Takke BblgaBaemble (NpefocTaBnsieMble)
YNONMHOMOYEHHbIMU (hbeaepanbHbBIMU OpraHaMy UCMONMHUTENBHOW BNacTU OOKYMeHThl (CBEAEHWs), ykasaHHble B YacTsax 1.1 u 1.2 HacTosiwen
cTaTbu. B crniyyae ux HenpeacTaeneHns ynosiHOMOYEHHbIV dbeaepanbHblii opraH UCMOMHUTENBHOM BNacTy 3anpallnBaeT ykadaHHble JOKYMEHTbI
(cBepeHwus) B nopsiake MeXBegoMCTBEHHOTO MHGOPMAaLMOHHOTO B3aMOAENCTBUS.

(B pen. ®epepanbHbix 3akoHOB oT 27.12.2019 N 478-d3, ot 30.01.2024 N 1-d3)

4. B TeyeHve naTM paboumx OHEW CO OHSA MOCTYMIMEHUs yKa3aHHOro B 4acTu 1 HacTosWeWn cTaTby 3asBMEHUst U HeobXoouMbIX
[OKYMEHTOB YMONMHOMOYEHHbIN hefeparnbHbIi OpraH UCMOMHUTENBHON BNacTu:
(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

1) NpoBOAMT NPOBEPKY NOJSTHOTbI N AOCTOBEPHOCTU CBefeHVI, coaepXallnxcs B NpeAcTaBneHHbIX 3asBUTeneM matepmanax;

2) npuHUMaeT peleHne O npoeBefeHUN YKadaHHbIX B 4acTu 2 HacTosien cTaTbu COOTBETCTBYHOLLMX IKCNEepTn3 JeKapCTBEHHOro
cpencrtea unu 06 oTkase B ux npoesegeHunn;

3) HanpaBnsieT B NU4YHbIA KabWHET 3asBuTens B €OVMHOW CUCTEMEe MOANMUCAHHOE YCUIEHHOMW KBanuuUUPOBaHHOW 3MEeKTPOHHOW
noanucbio yBeAOMIIEHNE O MPUHSATOM PEeLLUEHUM UMK B CryyYae NPUHATUSA pelueHns ob oTkase B NMPOBeAEeHWU COOTBETCTBYIOLLEN 3KCMEPTU3bI C
yKa3aHWEM MPUYKNH TaKoro oTKasa.

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)



41. B cnyyae BbISBMEHMS HeOOCTOBEPHOCTM CBEAEHWUW, COAEPXalMXCs B NpPeAcTaBlieHHbIX 3asBUTENeM Martepuanax,
YNONMHOMOYEHHbIV (hedepanbHbli OpraH UCMOMHWUTENbHON BNAcTW HanpasnseT B MUYHbIN KabWHET 3asBUTENs B €AMHON cucTeme 3anpoc o6
YTOYHEHUN yKa3aHHbIX CBe4EHWIN, NOANUCAHHbBIA YCUNEHHOW KBannuUUMpOBaHHOW 3MEeKTPOHHOW NOANMUCHIO.

(4actb 4.1 B peq. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 0653aH HanpaBWTb B NUYHBLIA KAGUHET YNONHOMOYEHHOro hefepanbHOro opraHa MCMONMHUTENBHOW BNacT B €AMHON
cMcTeme NoAnMUCaHHbIA YCUMEHHON KBanndMLMPOBAHHOW 3MEKTPOHHOW MOANMUCHIO OTBET Ha 3anpoc YNOIHOMOYEHHOro dheepanbHOro opraHa
UCNOSHNTENBHON BMACTV B CPOK, HE MPeBbILLAOWMIA AeBAHOCTA paboynx AHeW CO AHS NONyYeHUst YNONHOMOYEHHbIM heaepanbHbIM OpraHom
WCMONHUTENBHOW BMACTW 3NEKTPOHHOIO yBEAOMIIEHUA O NorydeHun 3asiButenemMm AaHHoro 3anpoca. Cpok, yKa3aHHbIM B 4acTu 4 Hactosiwen
cTaTby, MNPUOCTAHABMMBAETCA CO [HA HanpaBneHus B NNYHbIN KabuHeT 3asBUTENs B eOuHOM CuCTeMe 3anpoca  YrNoMHOMOYEHHOro
denepanbHOro opraHa MWCMOMHUTENBHOW BRNacTW A0 AHA HanpaBneHus B NWUYHbI KabWHeT YMomHOMOYeHHOro dedeparnbHOro opraHa
UCNOSNHUTENBHON BNacTy B €AMHON CMCTEME OTBETa Ha AaHHbIA 3anpoc U He YYMTbIBAETCA NPU UCYUCIIEHUW CPOKa MPUHSTUS pelleHust o
BHECEHMN U3MEHEHW B [OKYMEHTbI, COAepXaluMecs B PervcTpauvMoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN NEKapCTBEHHbIA nmpenapaT Ans
MeANLIMHCKOrO NMPUMEHEeHUs.

(4actb 4.2 B peq. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHVeM Ansi oTkasa B NPOBEAEHWNMN YKa3aHHbIX B YacTK 2 HacTOALLEN cTaTby IKCNepTU3 ABNSETCA npeAcTaBneHe JOKYMEHTOB,
nepeyncneHHbIX B Yactax 1 u 3 HacTosien cTaTby, B HEMONHOM Oobbeme, HenpeacTaBrieHne 3asiBUTENEM B YCTAHOBIIEHHbI CPOK OTBETa Ha
yKa3aHHbI B 4acTu 4.1 HacTosLwen cTaTby 3anpoc YNONHOMOYEHHOIo deeparnbHOro opraHa VCTOHUTENBHOW BNacTu, a Takke OTCyTCTBUE B
npeacTaBneHHbIX AOKYMEHTax [OCTaTOMHbIX CBeAeHW, MNOATBEpXAalownx HeobXoAMMOCTb BHECEHWS W3MEHEHWI, WM  OTCyTCTBUE
MHOpMauuK, nogTeepXaatoLLen dakT ynnatbl rocygapCTBEHHbIX MOLUMMH, YKa3aHHbIX B YacTW 3 HACTOsILLEN CTaTbu.

(B pen. ®epepanbHbix 3akoHOB oT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4acTM 2 HacTosiwen craTbu 3KCNepTU3bl NPOBOAATCA B MNOpsOKe, YCTaHOBMIEHHOM CTaTben 23 HacTosLlero
denepanbHOro 3akoHa.

7. B cpok, He npeBbllalWMA NATM pabounx OHEW Co OHS HamnpaBreHusi NMocpeacTBOM eAMHOro noptana B YMNONHOMOYEHHbIN
denepanbHbI OpraH UCMOMHUTENBHON BNAacTv UMM NNYHBIA KabWHET ynonHOMOYeHHOro defepanbHOro opraHa WCTMONHMTENbHOW Bractu B
©[MHON CUCTEeMEe MNOAMMUCAHHBLIX YCWUMEHHbIMWU KBanMMUUMPOBAHHLIMU 3NEKTPOHHLIMM MOAMUCAMM  3aKIOYEHUI KOMWCCUIA 3KCMEepTOB MO
pesynbrataMm yka3aHHbIX B YaCTW 2 HACTOSILLEN CTaTbW IKCNEPTU3, YNMONHOMOYEHHbIV defeparnbHbIi OpraH UCNONMHUTENbHON BNacTu:

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

1) NPMHUMAET peLleHne O BHECEHUW M3MEHEHWI B JOKYMEHTbI, COAEPXaLLMECS B PErMCTPALMOHHOM [OCbe Ha 3apervcTpupoBaHHbIN
neKkapcTBeHHbIV npenapar Ans MeaWLUMHCKOTO NPUMEHEHUs!, Mn 06 oTkase BO BHECEHUW TaKUX U3MEHEHUI;

2) BHOCWT B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAHWWU peLleHWst O BHECEHUW W3MEHEHWA B [OKYMEHTHI,
codepxalimecs B PErucTpauMoHHOM [OCbe Ha 3aperucTpypoBaHHbIA NEKapCTBEHHbI MpenapaTr Ans MeAWLMHCKOrO MpUMEHEHUs,
HeobxoanMble N3MEHEHWS;

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

3) Bblg@eT 3asBUTENIO HOBOE PEerMcTpauMoHHOE YOOCTOBEPEHME NeKapCTBEHHOrO MNpenapaTta B Cllydae W3MEHEHWUs CBedeHW,
cofepXalLuxcsl B HeM, NyTeM HanpaeneHust 3asBUTENO NOCPEACTBOM eAMHOro noptana Uin B NNYHbIA KaBUHET 3asBuTeNs B e4UMHON cucteme
BbIMUCKN M3 rOCYJapCTBEHHOTO PEECcTpa JIeKapCTBEHHbIX CPEACTB, NOANMCAHHON YCUITEHHON KBANMULIMPOBaHHON 3/IEKTPOHHON NOAMNMUCHI0.

(n. 3 BBeaeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-$3)

8. OcHoBaHVMeM pAnsi OTka3a BO BHECEHUM W3MEHEeHU B [OKYMEHTbl, COAepXalyecss B PEerucTpauMoHHOM [ocbe Ha
3aperncTpMpoBaHHbIA NIeKapCTBEHHbIN NpenapaTt Afs MEAULIMHCKOrO NMPUMEHEHWs!, SIBMSIETCS 3aKnioYeHue YMnorHOMOYEHHOro deneparnsHOro
opraHa UCMOMHUTENbHOW BMacTM O BO3MOXHOCTU CHIDKeHUs1 6e30MacHOCTH, kadyecTBa, ahEKTUBHOCTU NEKAPCTBEHHOMO CPeAcTBa B criyyae
BHECEHUS TaKNX U3MEHEHUN.

9. [HonyckaeTcs obpalleHue IekapCTBEeHHbIX MpenapaTtoB AMsl MEAUUMHCKOrO MPWMEHEHWS A0 UCTEYEeHWs CpoKa FodHOCTU,
NPOU3BEAEHHBLIX B TeYEHME CTa BOCbMUAECHATW OHEN nocne Aatbl NPUHATUS YNOMHOMOYEHHbIM deaeparnbHbIM OpraHoM WUCMOSTHUTENbHON
BIacTV peLLEHNs] O BHECEHMM W3MEHEHUW B [OKYMEHTbl, CoAep)KallMecs B PerMcTpauyMoHHOM A0Cbe, B COOTBETCTBUM C WMHGOpMauMen,
coaepxalleicst B JOKYMEHTaX PErMCTPaLMOHHOIO JOChE Ha NEKAPCTBEHHbI Npenapar Ao AaTbl MPUHATUS Takoro peLLeHus!.

(4acTb 9 B pep. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

10. NpasuTtenbcTBO Poccuiickon ®egepaumn BnpaBe yCTaHOBUTb OCOBEHHOCTM BHECEHUSI UBMEHEHUI B AOKYMEHTbI, coaepxalynecs B
pPerncTpaumoHHOM [AOCbe Ha 3aperycTpUpPOBAaHHBIN NeKapCTBEHHbIN MpenapaTt Ans MeOWLUMHCKOTO NMPUMEHEHWs, B cnyyae AedekTypbl unm
pucka BO3HWUKHOBEHWA [AedekTypbl NeKkapCTBEHHbIX MpenapaToB B CBA3W C BBedeHWMeM B OTHoweHun Poccuiickon ®epepaumnn
orpaHM4uTenbHbIX Mep 3KOHOMUYECKOTo XapakTepa.

(4acTb 10 BBegeHa deaepanbHbim 3akoHoM oT 08.03.2022 N 46-P3)

KoHcynbraHTlmtoc: npumedaHue.
Monoxenns ct. 31 (B pea. @3 or 30.01.2024 N 1-®3), kacawowwmecs NpegocTaBneHUst roc. ycrnyr MOCPeACcTBOM €AMHOro moprana,
npumeHsitotesi ¢ 01.01.2026.

Crtatbs 31. BHeceHWe M3MeHeHWW B [OKYMEHTbl, CoAepXaliMecss B PerucTpauMoHHOM [O0Cbe Ha 3aperMcTPUpPOBaHHbIN
nekapcTBeHHbIW nNpenapar Ans BeTepMHapHOro NpMMeHeHus

1. B uensix BHeCEHUs1 U3MEHEHWIN B JOKYMEHTbI, coepXallmecs B permcTpaumoHHOM [OCbEe Ha 3aperncTpuMpoBaHHbIA NeKapCTBEHHBbIN
npenapar Ansi BETEPUHAPHOIO NPUMEHEHUS, AepXaTenb Unu Brafernewl, perncTpaumoHHOro yAOCTOBEPEHMS! NIeKapCTBEHHOMO npenaparta unm
YNONTHOMOYEHHOE UM ApYroe lopuanyeckoe nuuo (fanee B HACTOSILLEW CTaTbe - 3asBUTENb) HamnpaensieT NOCPeacTBOM €QUHOro noprana B
YMOMHOMOY€EHHbIN (hbedeparnbHbli OpraH WCMOMHUTENbHOW BRAAacTW NOAMUCAHHOE YCUINEHHOW KBanuUUMPOBAHHOW 3SMEKTPOHHOW MOAMNUCHIO
3asiBrIEHNE O BHECEHUUN TakUX U3MEHEHUI MO (POPME, YCTAHOBIIEHHOW YMONHOMOYEHHLIM (beaepanbHbiM OpraHOM WUCMOSHUTENbHOW BRacTu, u
npunaraemble K Hemy W3MEHEHWsi B yKa3aHHble OOKYMEHTbl, @ Takke [OKYMEHTbl, NMOATBepXAdawlime HeoOXOAMMOCTb BHECEHUs] TaKux



naMeHeHuin. Npn HeobXoaMMOCTN BHECEHUS] M3MEHEHVIN B AOKYMEHTbI, COAepXalimecs B pPermcTpaumMoHHOM [OCbe Ha 3apernctpupoBaHHbIN
neKkapcTBeHHbI mpenapaTt Ans BETEPUHAPHOrO MPUMEHEHWS, B Cryvyasx W3MEeHeHust U (Mnu) OOMONHEeHUs NPOM3BOACTBEHHOW NoLaakv
neKkapcTBEHHOro CPeACcTBa, a Takke U3MEeHeHUs nokasaTernen KayecTBa NekapcTBEHHOro npenaparta Ans BETePUHapHOro NpUMEHeHUs 1 (Unu)
METOAOB KOHTPOMsS KavyecTBa JleKapCTBEHHOrO npernapata Ans BETEPUHAPHOrO MNPUMEHEHWS 3asBWTENb [OMOMHUTENbHO HampasnseT
NOCPEACTBOM €4MHOro nopTana B YNofMHOMOYEHHbIN deaeparbHbIii OpraH UCMONHUTENBLHON BNacTy criedytolwye AOKYMeHTbl (CBeAeHs):

(B pea. ®egepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-$3)

1) cBedeHuss O pAaTe NpedoOCTaBMEHWsS W PErucTpauyvoHHOM HOMepe MULEH3WM Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB,
NpefoCTaBMNEHHON NPOU3BOAMTENIO NIEKAPCTBEHHOTO Npenaparta Afls BETEPUHAPHOrO NPUMEHEHUS, sl POCCUNCKMX NPOU3BoaUTENeil;
(B pen. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHuss O [fAaTe NpefoCTaBMEHWs W PerucTpauyMoHHOM HOMepe FULEH3UMW Ha MPOW3BOACTBO JIeKapCTBEHHBIX CPEACTB,
NpenoCcTaBieHHOW Npou3BoAMTENto dhapMaLeBTUYecKon CcybcTaHummM, BXOASALLEN B COCTaB JIEKapCTBEHHOro mpenaparta Ans BeTepuHapHOro
NpYMEHeHWs1, ANA POCCUNCKNX Npou3BoauTenei;

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

3) Kkonus [OKYMEHTa, BbIAAHHOMO YMOSIHOMOYEHHLIM OpPraHOM CTpaHbl NMPOW3BOAMTENS AN KaXAOW NPOU3BOACTBEHHOW NMOLLaAKM
nekapCTBEHHOrO npenapata Ansi BETEPUHAPHOrO NMPUMEHEHUS U NMOATBEPXKAAOLLETO COOTBETCTBUE NMPON3BOAUTENS NEKAPCTBEHHOIO npenapara
TpeboBaHWsAM NpaBu Hagnexallen NPou3BoACTBEHHOW NPAKTUKW, U €ro NEPEBOA, HA PYCCKUI s3bIK, 3aBEPEHHbIe B YCTAHOBIEHHOM MNOpsiAKe, a
TakxKe KOMusi 3aKroYeHUsl O COOTBETCTBUM NPOU3BOAUTENS NEeKapCTBEHHbIX cpeacTB TpeGoBaHWsSM NpaBwn Haanexalle npousBoACTBEHHOM
MPakTUKW, BbIAAHHOMO YMOMHOMOYEHHbIM (heaeparibHbIM OpraHOM MUCMOMHUTENBHOW BracTW Anst KaXAOoW MPOW3BOACTBEHHOM MMOLLAAKU
neKkapcTBEHHOro npenapata Ans BETEPUHAPHOIrO NPUMEHEHWs, NMMBO KOMUSI pelleHVsi O MPOBeAEeHUM WHCMEKTMPOBaHWUS Mpou3BoauTens
NeKapCTBEHHbIX CPEeACTB, MPUHSTOTO YMOMHOMOYEHHBIM heAaepanbHbIM OpraHoM WCMOMHUTENBHOW BracT Ans KaXAoh NpousBoACTBEHHOM
MMowWaaku ekapCTBEeHHOro npenapaTta Ansi BETEPUHAPHOrO MPUMEHEHWs. YKasaHHble [OOKYMEHTbl MPeACTaBMsSOTCS B Chyyae, ecnu
NPOU3BOACTBO NEKapCTBEHHOTO NpenapaTa Ansi BETepMHapHOro NpUMEHEHNs ocyLLecTBnsieTcs 3a npegenavm Pocecuiickon ®epepauuy;

4) konus [OOKYMEHTa, BbIAAHHOTO YMOMHOMOYEHHBIM OpraHoM CTpaHbl Npov3BoaMTens apmaueBTMYeckon cybcTaHumm u
noATBEPXAAILLEro COOTBETCTBME MNPOM3BOAUTENS hapMaLeBTUYecKon cybcTaHuuu, BXOASALLEeN B COCTaB EKapCTBEHHOro npenapara Ans
BETEPMHAPHOTro NpUMeHeHus, TpeboBaHWAM NpaBun Hagnexaluen NPoM3BOACTBEHHOWN NPaKTWKKM, U ero nepesof Ha PYyCCKUI A3bIK, 3aBePEHHbIe
B YCTaHOBMEHHOM MOpsiAKke, B Clly4yae, ecnv npov3BOACTBO hapmaLleBTUYECKON CyBCTaHUMM ocyluecTBrsieTcs 3a npegenamu Poccuiickoit
Pepnepaumu.

(4acTb 1 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

1.1. B cnyyae v3meHeHust 1 (Unun) OOMOMHEHUS MPOU3BOACTBEHHON MIOLLAAKM FIeKapCTBEHHOrO CPeacTBa [OKYMEHTbI, yKasaHHble B
YyacTu 1 HacTosiLeN cTaTbW, NPEACTaBMSOTCS 3asBUTENEM B OTHOLUEHWM U3MEHSIEMON W (MNn) AOMNOMNHSEMON NPOW3BOACTBEHHOW NMOLLaaKu
nekapcTBeHHOro cpefcTea. PeleHne O BHECEHUM W3MEHEHWA B [OKYMEHTbI, COAEepXaljuecs B perncTpauuoHHOM [ocbe Ha
3apPErMCTPUPOBaHHBIN NEKAPCTBEHHBIV NpenapaTt Ans BETepUHapHOro MPUMEHEHUs, UM 06 OTKase B MX BHECEHUM MPUWHUMAaETCsl B cryyae
HeobXOAMMOCTY MPOBEAEHNS 3KCMEepPTU3bl NIeKapCTBEHHOrO CPeAcTBa B CPOK, HE MpeBbIlLaoWmii AeBAHOCTa pabounx OHeil, a B ocTanbHbIX
cnyyasix B CPOK, He MpeBbllaloWmnii TpuauatM pabounx AHEN CO OHsi HanpaBMneHusi NocpeacTBOM €4MHOMo nopTtana B YNOMHOMOYEHHbIN
heaepanbHbI OpraH UCMOMHUTENBHON BNacTy 3asiBIIeHNs O BHECEHUW TakUX U3MEHEHWIA.
(4acTb 1.1 BBeaeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

1.2. B cnyyae peopraHusaumu pepxartens wnu Bnagenbua pPerncTpaunoHHOro YAOCTOBEPEHWS JeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOTO NPUMeHeHUs, pas3paboTymnka nnm Npon3BOAUTENS NeKapCTBEHHOrO Npenaparta Ans BETEPUHAPHOTo NPUMEHEHUs B 3asiBNEHNN O
BHECEHUN W3MEHEHWA B AOKYMEHTbI, COAepXallyecsi B perncTpaumoHHOM [OCbe Ha 3apervcTpupoBaHHbIA NEKapCTBEHHbIN npenapaT Ans
BETEPUHAPHOIO MPUMEHEHUS, YKa3blBAlOTCA AaHHble [OKyMeHTa, NOATBEpXAaloLlero BHECEHVWE COOTBETCTBYIOLUMX M3MEHeHWn B EavHbIv
rocyAapCTBEHHbIN PeecTp HPUANYECKUX UL, (ANS opraHv3auui, 3apermcTpupoBaHHbIX Ha TeppuTopun Poccuiickon ®epepauumn), Unm UHOro
OOKyMeHTa, NoATBePXAatoLwero peopraH13aumio lpuanyeckoro nuua (4ns opraHusauuin, He 3aperncTpupoBaHHbIX Ha TeppuTopumn Poccumnckon
Pepepaumn). 3asiBNeHMe O BHECEHWM W3MEHEHWA B [AOKYMEHTbl, COAepXaliuecs B PEerncTpauyoHHOM [0Cbe Ha 3apervcTpuMpOBaHHBIN
neKkapcTBeHHbI mpenapaTt Ans BETePUHApPHOrO MNPUMEHEHWs, W MnpunaraeMble K Hemy [OKYMEHTbl HanpaensoTcs MOCpeacTBOM €AWHOro
ropTana B YNonHOMOYEHHbIN heiepanbHblii OpraH UCMONHUTENBHONM BMACTW HE NO34HEE YeM Yepes3 TpuauaTtb paboumx OHeN co AHS BHECEHUs!
COOTBETCTBYIOLIMX W3MEHeHW B EAWHBLI rocyaapCTBEHHbI peecTp opuaMyeckux nuu (AN opraHv3auui, 3apervcTpupoBaHHbIX Ha
Tepputopun Poccuiickoi  Pedepaumn) wnm €O OHA NPUHATAA COOTBETCTBYIOLLErO [OKYMEHTa, MNOATBEPXAAIoWero peopraHusaumto
IOPMANYECKOrO nuua (4ns opraHu3auui, He 3aperncTpupoBaHHbIX Ha Tepputopum Poccunckon degepaumun). B cnyyae peopraHusaumu
Aepxartens unv Brnagernbua perncTpaumoHHOro YAOCTOBEPEHUS NEKapCTBEHHOrO nmpenapaTta Ans BETEPUHapHOro NPUMEHEHWs 3asiBlieHne o
BHECEHUN W3MEHEHWN B AOKYMEHTbl, COAepXallyecs B pervcTpauyoHHOM [OCbe Ha 3apervcTpypoBaHHbIN NeKapCTBEHHbIN npenapaT Ans
BETEPUHAPHOrO MpUMEHEHWsl, NoJaeTcs lpUAMYECKUM FULOM, KOTOPOMY B XOde peopraHusauuv nepefaHo npaBO BrageHWst Takum
PerncTpaumnoHHbIM YAOCTOBEPEHNEM.

(4acTb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93; B peg. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

2. B cnyyae BHECEHUS N3MEHEHWUI B JOKYMEHTbI, COAepKallMecs B PermcTpaumoHHOM OCbe Ha 3apermcTpupOBaHHbIN NEKapCTBEHHbIN
npenapar Ans BeTepMHapHOro NpUMEHeHUsl, B OTHOLLEHUWN CBEAEHUN, YKasaHHbIX B noAnyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactn 3
ctatbn 17 HacTosiwero degepanbHOro 3akoHa, U3MEHEHWUst U (M) AONONHEHUsT NPOU3BOACTBEHHON MAOLLAAKN NeKkapCTBEHHOro cpeacTsa, a
Takke B Criydae M3MeHeHUs1 nokasaTterien KayecTBa NeKkapCTBEHHOro npenaparta AN BETEPUHAPHOTO NPUMEHEHUS U (M) METOAOB KOHTPONs
KayecTBa JleKapCTBEHHOro npenapata [AnNs BeTepUMHapHOro MNPUMEHEHWSI MPOBOAMTCSI JKCNepTU3a NeKapCTBEHHOro CcpeacTBa  Anst
BETEPUHAPHOIO NPUMEHEHUs. B crnyyae HEOBX0AMMOCTN BHECEHUSI UHBIX U3MEHEHUI B [JOKYMEHTbI, COAepXXallMecs B permcTpaLmoHHOM 0oCbe
Ha 3apEernMcTpUpPOBaHHBIN NEKAPCTBEHHbIN MpenapaT ANns BETEPUHAPHOTO MNPUMMEHEHUsl, 3KCrepTM3a JeKapCTBEHHOro cpeacTtBa  Ansi
BETEPUHAPHOIO NPUMEHEHNS HE NPOBOAMUTCS.

(B pea. ®egepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

3. 3asBuTenb BnpaBe MpPeAcTaBUTb MO COBCTBEHHON WHWLUMATMBE BMECTE C 3asiBMIEHNWEM O BHECEHUW W3MEHEHWIA B LOKYMEHTbI,
coaepxallmecs B PerucTpauvoHHOM A0ChE Ha 3aperncTpyupoBaHHbIN NIeKapCTBEHHbIN Npenapat Ansi BETEPUHAPHOMO NPUMEHEHUS!, PEKBU3UTI
[OKYMEHTOB, NOATBEPXAALLMX YNNaTy rocyfapCTBEHHON NOLUNMHbLI 3@ BHECEHUE B JOKYMEHTbI, COAEpXKaLLMeCs B PermcTpaLmMoHHOM A0Che Ha
3aperncTpyMpoBaHHbIN  NIeKapCTBEHHbIN MpenapaTt Aflsl BETEPUHAPHOTO MPUMEHEHUs, W3MEHeHWUN, TpebyloWwmx npoBedeHNs 3KCNepTuU3bl
NEeKapCTBEHHOrO CPEACTBA, UNW U3MEHEHUI, HE TPebyIoLMX NPOBEAEHUS! SKCNEePTU3bl NeKapCTBEHHOro cpeactsa. B cnyyae HeobxogumMocTu
V3MeHeHUs1 CBeAEHWIN, COAEpPXalUMXCH B PETUCTPaLMOHHOM YAOCTOBEPEHUN NEKapCTBEHHOro npenapaTa Ans BETEPUHAPHOTO NMPUMEHEHMS, C



3asBMNeHNEM, yka3aHHbIM B YacTh 1 HacTosILLeN cTaTby, 3asiBUTENb BrpaBe NpeacTaBuTb No COBCTBEHHOM MHULMATMBE PEKBU3UTLI AOKYMEHTA,
noATBepXAaloLLEero ynnaTy rocyaapCTBeHHOM NOLNUHLI 3a Bbl4avy permcTpaLlnoHHOro yaoCTOBEPEHUSI TEKAapCTBEHHOIO Npenapara. 3asBuTenb
BrpaBe NpeacTaBUTb MO COGCTBEHHOW MHULMATVBE CBEAEHUSI O NULEH3MUSIX, YKa3aHHble B MyHkTax 1 1 2 yactu 1 HacTosiwen ctatbk, a Takke
BblJaBaeMble YNONIHOMOYEHHbIMW beeparnbHbIMU OpraHamMu UCMONHUTENBHOWM BNAcTU JOKYMEHTbI, yKa3aHHble B MyHKTe 3 Yactu 1 HacToswen
ctaten. B cnyyae HenpeacTaBneHUsi ykasaHHbIX AOKYMEHTOB (CBEAEHWU) YMONMHOMOYEHHbIN hefepanbHbli opraH UCMONMHUTENbHOW BnacTu
3anpallnBaeT ykasaHHble [JOKYMEeHTbI (CBeAeHMs1) B NOpsiake MeXBegoOMCTBEHHOTO MH(OPMAaLMOHHOIO B3aMMOAENCTBUS.

(B pen. ®enepanbHbix 3akoHOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-$3)

4. B cpok, He NpeBbllaLWMN AecsTU paboumx OHEN CO OHS MOCTYMNEHUst yKa3aHHOro B YacTu 1 HACTOsILLEN CTaTby 3asiBMEHUS U
HeobX0AUMBIX [OKYMEHTOB, YNONIHOMOYEHHbIN hegepanbHbIi OpraH UCMOSTHUTENBHOWM BNacTu:

1) NPOBOAMT NPOBEPKY MOMHOTHI U AOCTOBEPHOCTY CBEAEHWIA, COAEPXKALUMXCS B NPEACTaBMNEHHbIX 3asBUTENIEM JOKYMEHTAX;

2) npuHUMaeT pelleHne o0 NpoBeaeHUN 3KCNepTU3bl NeKapCTBEeHHOro cpeacrtsa AN BETEPUHAPHOro npuMeHeHua mnm 06 oTkase B ee
npoesegeHnun,

3) HanpaensieT NocpeacTBOM €AMHOro nopTana 3asiBUTENt0 MOANMCAHHOE YCUIEHHON KBanugUUMPOBAHHON 3MEKTPOHHON MNOAMUCHIO
yBeJOMNEeHNE O NPUHSATOM PELLUEHUM UMM B Cry4Yae MPUHATUS pelleHust 06 oTkase B MPOBEAEHWUMN IKCNepTU3bl NeKapCTBEHHOMO cpeacTea Ans
BETEPUHAPHOIO NPUMEHEHNS C YKa3aHUEM MPUYMH TaKoro oTkasa.

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. B cny4yae BbISIBMEHWSA HEQOCTOBEPHOCTM U (MnM) HEAOCTaTOYHOCTW CBEAEHWI, CoAepXalluxcsl B MPEeACTaBMeHHbIX 3asBuUTenemM
matepuanax, ynoniHoOMoYeHHbI hegepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW HanpaBsnseT NoCPeACcTBOM €4MHOro nopTana 3asBuTento 3anpoc
06 YTOUYHEHUM YKa3aHHbIX CBEAEHWIN, NOAMNUCAHHBIA YCUNEHHON KBannuULMPOBaHHON 3MEKTPOHHOM NOANUCHIO.

(4actb 4.1 B peq. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 06513aH HanpaBUTb NOCPEACTBOM EAUHOMO NopTana B YNONHOMOYEHHbIW deaeparnbHblii OpraH UCMONTHUTENBHOW BRacTy
NOAMUCaHHBIA  YCUMEHHOW KBannWLMPOBAHHOW 3MEeKTPOHHOW MOAMUCBHI0 OTBET Ha 3anpoc  YMONHOMOYEHHOro denepanbHOro opraHa
UCMOSTHNTENBHON BMACTV B CPOK, HE MPeBbILLAOWMIA AEeBAHOCTA paboynx AHeW CO AHS NONyYeHUst YNONMHOMOYEHHbIM heaepanbHbIM OpraHom
WCMONHUTENBHOW BMACTW 3NEeKTPOHHOIO yBEAOMIIEHMS O NOny4YeHnn 3asButenemM gaHHoro 3anpoca. Cpoku, ykaszaHHble B YacTu 1.1 HacToswen
cTaTby, MPUOCTaHaBNMBAIOTCA CO AHSA HanpaBreHns NOCPEACTBOM €AUHOro rnoprana 3asBUTENo 3anpoca YrNoSIHOMOYeHHoro defepansHoOro
opraHa WCMOMHWTENbHON BNacTM [0 [AHA HanpaeneHus MOCPEACTBOM €4MHOro mnopTana B YMOMHOMOYEHHbI dedepanbHbli  opraH
MCNOSTHNTENBHON BNacTV OTBETA Ha AaHHbIN 3anpoc U He Y4UTLIBAKTCS MPU UCHUCIIEHUM CPOKa NPUHSATUS PELLEHUst O BHECEHUN U3MEHEHWUI B
AOKYMEHTbI, COAepKaLluMecsi B PermcTpaLyoHHOM [OChbe Ha 3aperncTpypoBaHHbIN NIeKapCTBEHHbIV NMpenaparT Ans BEeTePUHapHOro NPUMEHEHUS.
(4acTb 4.2 B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHueM Ans OTKa3a B MPOBEAEHUU 3SKCMepTM3bl NMEeKapCTBEHHOrO CpeAcTBa AnA BETEPUHAPHOTO MPUMEHEHWS SBMsSeTcs
npeacTaBneHne AOKYMEHTOB, YKasaHHbIX B 4acTax 1 u 3 HacToslew cTaTbW, B HEMONMHOM obbeme wnu OTCYTCTBME B MpeAcTaBneHHbIX
AOKYMeHTax [0CTaTOuHbIX CBEAEHWN, MOATBEPXAALMX HeobXOAMMOCTb BHECEHWS M3MeHeHW, Nubo HenpeacTaBneHne 3asBUTENEeM B
YCTaHOBIEHHbIN CPOK OTBETa Ha yKa3aHHbIM B YacTu 4.1 HacTosLel CTaTby 3anpoc YNoSIHOMOYEHHOro chefepanbHOro opraHa UCMONMHUTENbHON
BNacTu.

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

6. OkcnepTusa neKkapcTBEHHOTO CpeAcTBa [AMsi BETEPUHAPHOTO MPUMEHEHUS] B LEMSX BHECEHUS W3MEHEHUA B [OKYMEHTbI,
coaepxaliMecss B PEruMcTpauMOHHOM [OCbe Ha 3apervcTpUpoBaHHbIA NEKapCTBEHHbI npenapaTt Ans BETEPUHAPHOTO MPUMEHEHMS,
OCYLLECTBNSETCA B NOpsaKe, YCTaHOBIIEHHOM cTaTbei 24 HacTosiwero defeparnbHOro 3akoHa.

6.1. B cpok, He npeBblIAOWNA OECATU paboyunx AHEN CO AHS HanpaBreHus NOCpPeacTBOM €4MHOro rnopTtana B YNONHOMOYEHHbIN
denepanbHbIN OpraH UCMOMHUTENBHOWM BNAacTy NOANNCaHHOMO YCUIIEHHOW KBanuULIMPOBaHHON 3NEKTPOHHOW NOAMUCHIO 3aKITIO4YEHNS KOMUCCHN
3KCMepToB MO pe3ynbTataM ykasaHHOM B YacTW 2 HACTOsLeW CTaTbW 3KCMNepTW3bl, YNONMHOMOYEHHbIV dhedepanbHbli OpraH UCMOMHUTENbHON
BNacTu:

(B pen. ®epepanbHbix 3akoHoB oT 02.08.2019 N 297-d3, ot 30.01.2024 N 1-93)

1) NPMHUMAET peLleHne O BHECEHUW U3MEHEHWI B JOKYMEHTbI, COAEPXaLLMECS B PErMCTPALMOHHOM [OCbe Ha 3apervcTpupoBaHHbIN
neKkapcTBeHHbIV npenapar Ans BETePMHAPHOro NpUMEHeHUs, Unu 06 oTkase BO BHECEHWUMN TakUX U3MEHEHWUIA;

2) BHOCWT B rOCYAapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAHWWU PeLleHWst O BHECEHUWM W3MEHEHWA B [OKYMEHTHI,
codepxXalimecs B PErMcTpauMoOHHOM [OCb€ Ha 3aperMcTpupoBaHHbIi JEKapCTBEHHbIV Mpenapar Ans BEeTepUMHapHOro MPUMEHEHUS,
HeobxoanMble N3MEHEHWS;

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

3) BblgaeT 3asBUTENIO HOBOE perucTpaumoHHoe yA0CTOBEPEHUE NEKAPCTBEHHOMO Npenapara Afns BETEPUHaPHOro NPUMEHEHNS B cryyae
HeoBbX0AUMOCTU U3MEHEHUSI CBEAEHUI, COAEPXALUMXCA B HEM, C COXPaHEHWEM HOMepa paHee BbiAaHHOrO PErmcTpaumoHHOro YOOCTOBEPEHHS
rIeKapCTBEHHOIO Npenapata Anst BETePYHApHOTo NPYMEHEHUS.

(n. 3 BBegeH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(4actb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHWS W3MEHeHW B [OKYMEHTbl, COAepXaliMecs B PerMcTpauMOHHOM [OCbe Ha 3aperncTpyvpoBaHHbIN
nekapCcTBEHHbIN npenapaTt Ans BEeTEePUHaApHOro MPUMEHEHWs, B YacTu, Kacalowencs U3MEHeHWs W (Mnu) OOMOfHEeHUS NPOV3BOACTBEHHOMN
NnoLaakn NekapCTBEHHOro npenapara, npu npeacTaBeHnn 3asBUTeNIeM B COOTBETCTBMM C MyHKTOM 3 yacTu 1 HacToslien ctaTbyu Konum
peLleHns yNoNMHOMOYEHHOro heaepanbHOro opraHa UCMOMHUTENBHOW BNAacTV O MPOBEAEHUN MHCNEKTUPOBAHUA NPOV3BOANTENS NEKapCTBEHHbIX
CpeacTB CPOK, YKa3aHHbI B YacTu 6.1 HacTosLen cTaTby, NPUOCTaHABNMBAETCS CO AHSA MOMYYEHUs 3aKMO4YEHNs1 KOMUCCHUM SKCNepToB 0 AHSA
NPUHATUS YNONHOMOYEHHbIM dheeparnbHbIM OpraHOM UCMOMHUTENBHON BNacT pelleHns O Bblaade unm ob oTkase B Bbidaye 3aKioyeHus O
COOTBETCTBUW NMPON3BOAUTENS NIeKapCTBEHHbIX CPpeacTB TpeboBaHUAM NpaBvn Hagnexallen Npon3BoACTBEHHOW NPaKTUKX, HO He Bonee YeM Ha
CTO BOCEMbECHAT paboymx AHEN.

(4actb 6.2 BBegeHa PepeparnbHbiM 3akoHOM OT 04.06.2018 N 140-03)



7. OcHoBaHveM [Ansi OTKasa BO BHECEHUM U3MEHEeHUN B [OKYMEHTbl, CoAepXallMecss B perucTpauMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIN NEeKapCTBEHHbIM MpenapaTt Ans BETEPUHAPHOTO MPUMEHEHWS, B Cryyasix, He Tpebylowmux NpoBeAeHUs 3KCrepTusbl
nekapcTBEHHOro CpeacTBa, ABMSIeTC NpeAcTaBneHne AOKYMEHTOB, yKasaHHbIX B YacTsax 1 U 3 HacToswen crtatbu, B HEMNOMIHOM OGbemMe Uiu
OTCYTCTBME B NPEACTaBIIEHHbIX [OKYMEHTax CBEAEHWIA, KOTOpble AOMKHbI ObiTb B HUX OTpaXeHbl, MO0 HenpeacTaBreHUe 3asiBUTENEM B
YCTaHOBIEHHbI CPOK OTBETA HAa YKa3aHHbI B YacTu 4.1 HacTosILLEN cTaTby 3anpoc YNONHOMOYEHHOIO heaepanbHOro opraHa UCNOSTHUTESNbHOM
BnacTu.

(4actb 7 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7.1. OcHoBaHMeM [Onsi oOTKasa BO BHECEHWM W3MEHEeHW B [AOKYMEHTbl, codepXawmecss B pPerucTpauuMoHHOM [OCbe Ha
3apErMcCTpUPOBAHHBIN  NIEKAPCTBEHHBIN MpenapaTr Afsi BETePMHAPHOTO MPUMEHEHWs, B Criyvasx, Tpebylowmx npoBeaeHUsI 3KCNepTu3bl
1eKapCTBEHHOrO CpeAcTBa, SIBNSETCH 3ak/lo4eHUE YMONHOMOYEHHOro defeparnibHOro opraHa WCMOMHWUTENbHOW BNact O BO3MOXHOCTU
CHWXeHUsi 6e3onacHoCcTH, kayecTBa, 3PEKTUBHOCTA NEKapCTBEHHOIO NpenapaTa BCNeACTBUE BHECEHWUS UBMEHEHUI B YKa3aHHbIE JOKYMEHTHI,
OTKa3 YMOfIHOMOYEHHOro defepanbHOro OpraHa WCMOMHUTENbHOM BNacTM B BblAaye 3akiYeHUs O COOTBETCTBUMM MPOU3BOAUTENS
NeKapCTBEHHbIX CPeAcTB TpeboBaHUSAM NpaBun Hagnexalle Npou3BOACTBEHHOW MpaKTWKA B Criydae W3MEHEHUst U (MnM) OOMNOSHEHUS
NpPOV3BOACTBEHHON MIOLWaKV NeKapCTBEHHOO npenapara, ecnv Npou3BOACTBO NEKAPCTBEHHOIO Npenaparta Al BETEPUHAPHOro NpUMeHeHus!
ocyllecTBnsieTcs 3a npeaenamu Poccuiickon ®efgepaumm, v oTCyTCTBUE 3TOTO 3aKIOYEHNS.

(4acTb 7.1 BBeaeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-$3)

8. [HonyckaeTcsi obpalleHne nekapCTBEHHbIX MpenapaToB [Afs BETEPUHAPHOTO MPUMMEHEHUS A0 WCTEYEHUS CpoKa TrOAHOCTH,
NPOU3BEAEHHbIX B TeYeHMe CTa BOCbMWUAECATW AHeW nocne AaTbl MPUHATUA YNOMHOMOYEHHbIM deaeparnbHbIM OpPraHoM WUCMOSTHUTENbHON
BMNacTu pelleHnss O BHECEHUM MW3MEHEHWI B AOKYMEHTbl, cofepXaliMecs B PerucTpauyMoHHOM [0Cbe Ha IleKapCTBeHHbI npenapat, B
COOTBETCTBMM C MHOPMaLUMen, coaepxallenca B AOKYMEHTax pervcTpauyoHHOro AOCbe Ha JleKapCTBEHHbIM mpenapaTt A0 AaTbl NPUHATUSA
TaKOro peLleHus.

(4acTb 8 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

KoHcynbraHTlntoc: npymeyaHve.
O BO3MOXHOCTM 0bpaLleHns B PP nekapcTBeHHbIX NpenapatoB Mocne NpUHATAA peLleHust 06 OTMEeHe rocperncTpaumm N UCKIMHYEeHHbIX 13
peecTtpa apmaueBTuyeckmx cybctaHumm cm. ct. 4 ®3 ot 30.01.2024 N 1-03.

Crtartbs 32. OTMeHa rocyaapCcTBeHHOWN perucTpaumm fiekapCcTBEHHOro npenapara

PeweHne 06 oTMeHe rocynapCTBEHHOW perucTpauum nekapCTBEHHOMo npenapara M UCKMoYeHWM NeKapcTBeHHOro npenapara w3
rOCYAapCTBEHHOrO PEeecTpa feKapCTBEHHbLIX CPEACTB MPUHUMAETCS YNOTHOMOYEHHbIM (efeparnbHbIM OpraHoM MCMOSHUTENbHON BRacTvi B
cryvae:

1) NpeacTaBneHns COOTBETCTBYIOLLMM YNONMHOMOYEHHBIM dbefeparibHbiM OpPraHoM UCMONMHUTENBHOW BNACTU 3aKIMOYEHUsI O pucke Unm o6
yrpo3e 300pOBbIO, XWU3HW YENOoBEKa UMW XKUBOTHOTO MPU MPUMEHEHUM NEKapCTBEHHOrO npenapara, rnpesbiatowmx ero apdeKTMBHOCTb, MO
pesynsTatam OCyLLECTBIISIEMOrO UM MOHUTOPWHIa 6e30MacHOCTM NEKapCTBEHHOTO Npenapara;

KoHcynbraHTlntoc: npymeyaHve.

MonoxeHus ct. 32 (B peg. ®3 ot 30.01.2024 N 1-93), kacaroLmecs npegocTaBrieHust roc. ycryr npy obpalleHun nekapCTBEHHbIX CPEACTB:
ONsi MeOQMUMHCKOrO MPUMEHEHWUs NOCpeacTBOM €eAMHOW cucTembl WM (unn) eguHoro noptana, npumensiotes ¢ 01.01.2025; gna
BETEPMHAPHOro NpMMeEHEeHNs NocpeacTBOM eguHoro noprana, npumenstoTtcea ¢ 01.01.2026.

2) nopauv fgepxatenem unu BnagenbueM pervcTpauvoHHOro YAOCTOBEPEHUs NekapCTBEHHOMO npenapata Ui ynorHOMOYEHHbIM UM
APYIMM 1OpMANYECKUM NNLIOM 3asiBMNeHns 06 OTMeHe rocydapCTBEHHON perncTpauun nekapcTBEHHOro npenapata, noanucaHHOro YCUNeHHon
KBannuULUMpoOBaHHON 3NEKTPOHHOW NOAMUCHIO, MyTEM ero HamnpasfieHWst NocpedcTBOM edVMHOro noprana B YNONMHOMOYEHHbIN deaeparnbHbii
opraH UCNOSHATENBLHON BNAcTU UKW MUYHBIN KaBWHET YyNoNHOMOYeHHOTo dpeaepansbHOro opraHa UCMONHUTENBHOW BNAacTu B €4UMHON CUCTEME;

(B pen. ®epepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 30.01.2024 N 1-93)

KoHcynbraHTlntoc: npumedaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacnpPOCTPaHAIOTCA Ha MPABOOTHOLLEHWS, BO3HMKAOLME NpWU obpalleHMn NeKapCTBEHHbIX CPEeACcTB ANs
mMepuumHckoro npumeHenns (®3 ot 30.01.2024 N 1-93).

3) HenoaTBepXaeHusa rocyuapCTBeHHon perncTpaummn nekapcTBEHHOro npenapata Mo UCTeYEeHUU cpoka AeVCTBUA PerncTpaumMoHHOro
YOOCTOBEPEHUA, BblAAHHOIO Ha NATb JeT,

4) HenpencTaBneHus 3asiBUTEneM WHdOpMauunM, KoTopasi MOXET MOoBMeYb 3a coboi HeobGXOAMMOCTb BHECEHUS W3MEHEHU B
[OKYMEHTbI, coepXallmecs B PErMcTpaumoHHOM [0CbE Ha 3aperMcTpupoBaHHbIVA 1eKapCTBEHHbIN Npenapart, B Te4YeHue Tpuauatu paboumx
OHEN CO AHA HACTYNMEeHNs 3TUX U3MEHEHWN;

5) ocyLecTBreHNs! rocyaapCTBEHHOW PerncTpaumm nekapcTBEHHOTO npenaparta nog TOProBbiIM HAaMMEHOBaHWEM 3aperncTpypoBaHHOMO
paHee nof, 3TUM TOProBbIM HAMMEHOBaHWEM JIeKapCTBEHHOIO npenapara, OTNINYalLLEerocst Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) ocyLLeCTBNEeHUs! rocyapCTBEHHON perMcTpaumy OQHOMO U TOTO e NEeKapCTBEHHOro npenapara B OTHOLIEHUWM OAHOMO M TOTO Xe
AepxaTens unu BnagenbLa perMcTpaumoHHOro YA0CTOBEPEHNS NeKapcTBEHHOTO Npenapata B Buae AByX U Bonee nekapcTBEHHbIX NpenapaTos
noA pasnuyHbIMU TOProBbIMW HAUMEHOBAHUSIMU;

(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7) BblHECEHUSI CyOOM peLleHnsi O HapyLleHWy npas npaBooGnagartens 06beKkTOB UHTENNEKTyanbHOM COBCTBEHHOCTM Npy obpalleHum
NEeKapCTBEHHbLIX CPEACTB;



KoHcynbraHTlntoc: npymeyaHve.
C 01.01.2026 n. 8 cT. 32 He pacnpoCTpaHseTCsl Ha NPaBOOTHOLLEHMS, BO3HMKAlOLLME MpU 0OpalleHny NekapCTBEHHbIX CPEeAcTB Anis
MeanuuHckoro npumeHeHnst (P3 ot 30.01.2024 N 1-$3).

8) OTCyTCTBMSA NEKApCTBEHHOIO NpenapaTa B obpaweHun B Poccuickon ®eagepauum B TedeHne Tpex 1 bonee ner;
(n. 8 BBeaeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

9) HeBBLIMOMHEHWNs [fepxXaTtenemM WNM BnafenbLeM PerucTpauMoHHOrO  YAOCTOBEPEHWS JleKapCTBEHHOro mnpenaparta mnubo
YNOMTHOMOYEHHLIM UMW APYTMM  IOPUANYECKUM MULOM  MeponpusaThiA no obecnedyeHnto 6e30nacHOCTU NeKapCTBEHHbIX MpenapaTtos,
YCTaHOBMEHHbIX YNOMHOMOYEHHbIM dhegeparnbHbIM OpraHOM UCMOMHUTENBHOM BMacTh B COOTBETCTBUM C YacTamm 3 1 4 ctaTbn 64 HacTosiwero
dPenepanbHOro 3akoHa, B pamkax OCyLLeCTBNeHns hapMakoHaa3opa;

(n. 9 BBeoeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

10) oTkasa AepxaTens W BnagenbLa perucTpauyMoHHOTO YAOCTOBEPEHUS! NEKAPCTBEHHOIO npenapata NMbo ynorIHOMOYEHHOTO MMM
ApYroro opuaMyeckoro nuua OT BHECEHWUSI U3MEHEHU B MHCTPYKUMIO MO MPUMEHEHMUI0 NEeKapCTBEHHOro npenaparta, KacaloLmxcs HOBbIX
NOATBEPXKAEHHbLIX AaHHbIX O TOM, YTO PUCK MPUYMHEHMS Bpeda 300POBbI0 YEroBeKa WM XKMBOTHOMO BCIeACTBME MpUemMa NekapCTBEHHOM
npenapara npesbilaeT 3MEKTUBHOCTb Er0 MPUMEHEHUS.

(n. 10 BBegeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratbs 33. locyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CPeACTB

1. TocynapcTBeHHbIN pEecTp FEKapCTBEHHbIX CPEACTB  COAEPXUT MNepeyvyeHb IEKapCTBEHHbIX MpenapaTos, npoLlewmx
rOCyL,apCTBEHHYIO PErMCTpaLmio, nepedeHb hapmaueBTUYeckux CybCcTaHUMi, BXOAALLMX B COCTAB JIEKAPCTBEHHbIX NpenapaToB, U CreayoLLyo
MHpopmaLmio:

1) B OTHOLLUEHWUMN NEKapPCTBEHHbIX NPENapaToB.:

a) HavMeHoBaHWe NekapCTBEHHOIO Npenapara (MexayHapoaHoe HenaTeHTOBaHHOE, UK TPYNMMPOBOYHOE, UM XMMUYECKOE 1 TOProBoe
HanuMeHOoBaHus);
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas hopma C ykasaHMeM LO3VPOBKY JIEKAPCTBEHHOIO Npenapara 1 ero Korim4ecTsa B NoTpeGuTenbCKOM YNakoBKe;

B) HavMMeHOBaHWe pfepxaTens Wnu Brnagenbua PerncTpauMoHHOTO YAOCTOBEPEHWS NEeKapCTBEHHOro npenapata W CBEAEeHWs O
perucTpauun aepxarens unv eragernblia perncTpaunoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapara AN MeAMLMHCKOrO NpUMEHeHWs B
KayecTBe Hanoronnarenblynka B CTpaHe pernctpauum (A1 pOCCUACKMX IOPUANYECKMX NULL - MAEHTUMMKALMOHHBIA HOMep HanoronnartenbLyka
(MHH), Ana MHOCTpaHHbIX OPUANYECKUX MUL, - CTPaHa perncTpauumn, HauMeHoOBaHNe PErncTPUPYHOLLIEro opraHa, PermcTpaumoHHbIN HOMEP, Kof
HarnoronnaTenbLyMKa B CTpaHe perucrtpauuv (MHKopriopawuum) unv ero aHanor);

(nn. "B" B peg. PenepanbHoro 3akoHa ot 28.12.2017 N 425-d3)

) HaMMEHOBaHVWe 1 afpec NPOU3BOAWTENS NMEeKapCTBEHHOrO npenapata U CBEAEHUS O pPerncTpauuv NpousBOAMTENs NEKapCTBEHHOIO
npenaparta AnA MeAMLMHCKOrO MpYMEHEHUs1 B KayecTBe Hamoronnarenblyyka B CTpaHe perucrpauum (Ons poCCUMACKUX OpUaMYEcKUX nuy -
MOEHTUMUKALNOHHBIN HOMep Hanoronnatenbwmka (MHH), ana MHOCTpaHHbIX OpUANYECKUX MWL, - CTpaHa perucTpauun, HammeHOBaHWe
PerncTpypyoLLIEro opraHa, permcTpauuoHHbI HOMEp, KOA, HanoronnaTesnbLliyka B CTpaHe pernctpauuy (MHKopropauum) unv ero aHanor);

(nn. "r" B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-93)

) dapmakoTepaneBTuyeckas rpynna, KoA IieKapCTBEHHOro npenapata No aHaToMO-TepaneBTUYEeCKO-XMMUYECKOM Kraccudumkaumm,
pekomeHzoBaHHON BceMupHoOm opraHMsaumven 34paBoOXpaHeHus;
(nn. "g" B peqg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHWsA 1 NPOTUBOMOKAa3aHWs K MPUMEHEHMNIO NieKapCTBEHHOrO npenapara;

) NoboYHble AeNCTBUSI NNeKapCTBEHHOTO Npenapara;

3) CPOK roAHOCTW NEeKapCTBEHHOrO Npenapara;

1) yCroBuWsA XpaHeHUs NekapcTBeHHOro npenapara;

K) yCroBuMS OTMycKka nekapCTBEHHOro npenapara;

n) HoMep hapMakonerHoW CTaTby UNN B Criydae ee OTCYTCTBUS HOMEP HOPMAaTUMBHOW AOKYMEHTauumn nmbo HOPpMaTMBHOIrO AOKYMEHTA;

M) JaTta rocyaapCTBEHHON perncTpaumm nekapCcTBEHHOro npenapaTa u ero perucTpaumnoHHbIi HOMep, AaTa 3aMeHbl PermcTpaLmoHHOro
YOOCTOBEPEHUS! NeKapCTBEHHOro npenapata Ha GeccpoyHoe perucTpauvoHHoe yAOCTOBEpEeHWe NekapCTBEHHOro npenaparta, Aata nogauu
3asBrEHNs O MOATBEPXAEHUWM TOCYAapCTBEHHOW perucTpauuy nekapcTBEHHOro npenapara, Aata OTMEHbl rocyAapCTBEHHOW perncrpauum
nekapcTBEeHHOro npenapara;
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) KayeCTBEHHbIi COCTaB W KOMMYECTBEHHbIN COCTaB [AENCTBYIOLMX BELLECTB W Ka4eCTBEHHbIN COCTaB BCMOMOraTerbHbIX BeLlecTB
nekapcTBEHHOro npenapara;

(nn. "H" BBegeH PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

0) nHpopmaumsa 060 BCex pa3peLLeHHbIX Buaax BTOPUYHON (NOTPeObUTEenbCKom) ynakoBKuy;
(nn. "o" BBegeH degeparnbHbiM 3aKOHOM OT 22.12.2014 N 429-93)



n) AaTta NPUHATMSA peLleHns O BO3MOXHOCTW paccMaTpuBaTh NeKapCTBEHHbIV NpenapaTt Npy rocyAapCTBEHHOW perncTpaunmn B Ka4ecTse
opdhaHHOro fekapCTBEHHOTO Npenapara (4N fiekapCTBeHHbIX NpenapaToB AnA MeAULMHCKOTO MPUMEHEHUS);
(nn. "n" BBeaeH PegepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93; B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

p) Hanuume nekapCTBEHHOro npenapaTta B MNepeyHe >XW3HEHHO HeobXOAMMbIX W BaXHEWLUMX NeKapCTBEHHbIX npenapatoB (4ns
nekapcTBEeHHbIX NpenapaToB Ans MeAMLMHCKOTO NPUMEHEeHUs);
(nn. "p" BBepgeH ®PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

C) Hanuyne B NEKapCTBEHHOM NpenapaTte HapKOTUYECKUX CPEACTB, MCMXOTPOMHbLIX BELLECTB U UX MPEKYPCOPOB, NOAMNEXALLUMX KOHTPOMHO
B Poccuiickonn ®epepaumn, B COOTBETCTBUM C 3akoHogaTenbCTBOM Poccuiickon Pemepaummn, MexayHapoaHbIMM goroBopamu Poccuickon
degepaunm, B TOM Yncne EQnHon koHBeHLMEN 0 HapkoTudecknx cpeacteax 1961 roga un KoHBeHUMen 0 NCMXOTPOnHbIX BewecTBax 1971 roga;
(nn. "c" BBegeH PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

T) MHDOPMaLMS O TOM, SIBAISIETCA NN AaHHLIN NeKapCTBEHHbIN NpenapaT pedpepeHTHbIM NeKkapCTBEHHbLIM NpenapaToMm;
(nn. "1" BBeaeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

y) cBedeHus O Mnojade 3asBfIEHUS O BHECEHWM W3MEHEHWA B [OKYMEHTbl, cofepXKaliMecs B PerucTpaLyMoHHOM [0Cbe Ha
nekapCTBEHHbIN Npenapar;
(nn. "y" BBeaeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

&) yrpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblin 3akoH oT 27.12.2019 N 475-93;

X) CPOK BBEA,EHWNSA NeKapCTBEHHOro npenaparta Ans BEeTePUHAPHOrO NPUMEHEHNS B rpaXxaaHCKnin 060poT;
(nn. "x" BBegeH ®egepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peg. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

U) wuHdopmauma o TOM, SBNSETCA NWM  AaHHbIA  NIeKapCTBeHHbI npenapaT opdaHHbIM - NleKapCTBEHHbIM  MpenapaTtoMm,
UMMyHOOMONOrMYyeckuM  nekapcTBEeHHbIM — MpenapaTtoMm, pagnodapMaueBTUHeCKUM  JleKapCTBEHHbIM  NpenapaTtoM, roMeonaTuyeckum
rnieKkapCTBEHHbIM NpenapaTtoM, G1MoNorMyecknM fekapCcTBEHHbIM NpenapaToM, BbICOKOTEXHOMOMMYHBIM NEKApCTBEHHBIM MpenapaTom, BnepBbie
3aperucTpypoBaHHbIM B Poccuiickoi Pefepauym B COOTBETCTBUM C HacToAWwmM PedeparnbHbiM 3aKOHOM UNK akTamu, COCTaBMAOLWMMK NpaBo
Cotosa;

(nn. "u" BBegeH ®enepanbHbIM 3akoHoM oT 30.01.2024 N 1-93)

2) B OTHOLLEHUN (hapMaLEBTUHECKUX CYOCTaHLMIA:

a) HaumeHoBaHMe (hapMaLeBTU4ECKON CyOCTaHUumMM (MexayHapogHOe HenmaTeHTOBaHHOe, MMM IPYNMUMPOBOYHOE, UMN XUMUYECKoe U
TOProBoe HavMeHoBaHus1), hopma Bbinycka (C yka3aHnem J03vMpoBKu (MpW Hanu4nm), acoBKX U YNaKoBKK);
(B pen. ®epepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 30.01.2024 N 1-93)

6) HaumeHoBaHMe W agpec npousBoauTenst apmaueBTMYecKoW cybcTaHumMu  (ONst  POCCUNCKUX  OpUOMYECKMX Nny -
MOEHTUMUKALUMOHHBI HOMep Hanoronnatenswmka (MHH), Ana MHOCTpaHHbIX OPUANYECKUX MWL - CTpaHa perucrtpauuy, HaMmeHoBaHue
PEerncTpupytoLLero opraHa, perMcTpaumoHHbIi HOMep, KOA HanmoronnaTtenbLuyka B CTpaHe pernctpauuy (MHKopropaumm) unm ero aHanor);

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

B) CPOK rofHOCTM hapMaLeBTUYeCKon cybcTaHLmu;
r) yCnoBus XpaHeHus dhapMaLeBTUYECKOM CybCcTaHLmu;
[) HoMep dhapMakonenHon cTaTb UNN B Cry4ae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW AOKYMeHTaLun MMbo HOPMaTUBHOTO JOKYMEHTA;

e) Hanuune chapmaLeBTU4eCcKo CybCcTaHLUMM B NepevyHe HapKOTUYECKMX CPEeACTB, MCUXOTPOMHbLIX BELLECTB M WX MNPEKypCOpoB,
noanexawmx kKoHTpontio B Poccunckon ®Pegepaummn, B COOTBETCTBUMM C 3akoHogaTenbCTBOM Poccuickon ®epepauunn, mexgyHapogHbIMU
poroBopamu Poccuiickon ®Pepepaumm, B ToM uucne EavHOM koHBeHumen O HapkoTudeckux cpepctBax 1961 roga m KoHBeHumen o
NCUXOTPONHbIX BellecTBax 1971 roga.

(nn. "e" BBeaeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. dapmauesTuyeckaa cybcTaHUMSA, NpousBefeHHas ANsS peanusauun, MOXeT ObiTb BKMOYeHa B roCydapCTBEHHbI peecTp
neKkapCTBEHHbIX CPeACTB Ha OCHOBaHWUK 3asiBNeHns paspaboTtunka unm npov3BoauTens nekapcTBEHHOro cpeacTaa NMMBo YrNorHOMOYEHHOTo UMK
IOpUAMYECKOro nuua Mpy  YCNoBUM MNPOBEAEHUST B  OTHOLIEHWM Takon dapmaueBTUYecKonW CybCcTaHuuyM 3KCMepTusbl  KavecTBa
dapmaueBTUHECKON CYOCTaHUMM B nopsgke, YCTaHOBMEHHOM cTatbelt 34 Hactoswero ®egepanbHoro 3akoHa. B oTHoweHuu
dapmaLeBTUHECKMX CyOCTaHUMIA, Npov3BedeHHbIX ANA peanusauuu, B rOCy4AapCTBEHHOM peecTpe IeKapCTBEHHbIX CPefCTB COAEepXUTCS
cneaywowas nHpopmaums:

1) HaumeHoBaHWe dapmaLleBTUYecKko cybcTaHuMn (MexXxayHapogHOe HemnaTeHTOBaHHOE, MNWU FpynnMpOBOYHOE, UMM XUMUYECKOE U
TOProBO€ HaMMeHOBaHws), opma BbiMycka (C yKkasaHnem J03vpoBKY (MpY Hanuymm), acoBKy U yNakoBKK);
(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) HaumeHoBaHve, agpec npoussoavTens apmaueBTUHecKoW CybCTaHUuuM, a Takke B OTHOLUEHWU NeKapCTBEHHbIX CPeAcTB And
MeAMLMHCKOTO MPUMEHEHUs CBedeHUs O perucTpauuv npoussoauTens dapmaueBTU4ecKon CybCcTaHUMKM B KayecTBe Hamoronnartenbliyka B
CcTpaHe peructpaumm (4ns POCCUACKUX HOPUANYECKUX MUY - UAEHTUdUKAUMOHHBLIM HOMep Hanoronnatenswumka (MHH), ons uHoCcTpaHHbIX
IOPUAMYECKMX UL - CTPaHa perucTpaumu, HauMeHOBaHWE PervcTPUPYIOLLEro OpraHa, PerncTpauuoHHbIA HOMep, KOA HanoronnaTenbliyka B
CTpaHe perncTpaumm (MHKoprnopawuumn) Unu ero aHanor);

(n. 2 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTK chapmaLeBTMHECKOW CyOCTaHLuK;
4) ycnoBusi xpaHeHus bapmaLeBTUYECKOWN CybCcTaHumuy;

5) Homep chapmakoneiHon ctatbu NMBOo B Cryvae ee OTCyTCTBUSI HOMEP HOPMATUBHOMN JOKYMEHTaLUW UM HOPMaTUBHOTO AOKYMEHTA;



6) Hanuuue dapmMaueBTMYECKOM CyOCTaHUMM B NEpeYHe HapKOTUYECKMX CPEeAcCTB, MCUMXOTPOMHbIX BELLECTB U MX MNPEKypCOpOB,
nognexawimx koHtponio B Poccuiickoi Pepepaummn, B COOTBETCTBUM C 3akoHopaTenbcTBOM Poccuiickoni Pepepaumu, mMexayHapoaHbIMu
porosopamu Poccuinckon ®Pepgepaumm, B ToOM uucne EauHon koHBeHumen o HapkoTudeckux cpegctBax 1961 roga wm KoHBeHumen o
NCcUXOTPOnNHbIX BelecTBax 1971 roaa;

7) pata BKMYEHUs hapMaLeBTUYECKON cybGCTaHLMM B rOCYAapCTBEHHbIN PeecTp NekapCTBEHHbIX CPEACTB, AaTa BHECEHUS U3MEHEHUI
B [AOKYMEHTbl (hapmaueBTU4eckon cybcTaHumu, pata WCKMYeHus dapmaueBTU4ecKkon CybCcTaHuMM u3 rocyAapCTBEHHOro peecTpa
neKkapCTBEeHHbIX CPeACTB.
(4actb 2 B pea. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

3. MNopsiaok BedeHUst rocydapCTBEHHOTO peecTpa NeKapCTBEHHbIX CPEACTB ANsi MEAWLUMHCKOrO MPUMEHEHWUST U MOPSAOK BeAeHUs
rocyfapCTBEHHOTO peecTpa NeKapCTBEHHbIX CPEACTB Al BETEPUMHAPHOIO MPUMEHEHUST YTBEPXKAAOTCS COOTBETCTBYHOLMM YNOMHOMOYEHHbBIM
hefiepanbHbIM OpraHOM UCMOSTHUTENBHON BNacTU.

KoHcynberaHTlntoc: npymeyaHuve.

Monoxenus cT. 34 (B peg. 3 ot 30.01.2024 N 1-d3), kacatoLimecs NpeaocTaBneHns roc. ycnyr npy obpalleHnn nekapCcTBeHHbIX CPeACTB:
ONsi MeOQMUMHCKOTO MPUMEHEHWUsT MOCpPeACTBOM €AMHOW cucTembl WM (unu) eguHoro noptana, npumensitotcs ¢ 01.01.2025; gna
BETEPMHAPHOIo NPMMEHEHNS NOCPeACTBOM efMHOro noprana, npumenstorca ¢ 01.01.2026.

Crtatba 34. BknioyeHne B rocygapCTBeHHbIN peecTp NieKapCTBEHHbIX CPEACTB U UCKIIOYEHUEe U3 rocygapCTBEHHOro peecrtpa
rieKapcTBEHHbIX cpeAcTB hapmaLeBTUYECKOW CyOCTaHLIMKM, NpoM3BeAeHHON ANsl peanu3aumm
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ansa BkMoYeHns apmaueBTUYeckon CyOcTaHuMM, NpOoM3BeEHHON ONS peanusauun, B rocyAapCTBEHHbIV peecTp NeKapCTBEHHbIX
CpeAcTB, NPOBOAMTCA IKCNEPTN3a ee kayecTsa.
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. JkcnepTusa KayecTBa ykaszaHHOW B YacTu 1 HacTosiLwen ctatbl hapmaLleBTUYeckol cybcTaHLnm, COCTaBNeHne KOMUCCHEN SKCnepToB
3aKIIOYEHUI MO pesynbratam 3TOW  3KCMEepTU3bl, MNOAMUCAHUE WX  YCWUMEHHbIMU  KBaNWUULMPOBaHHBIMU  SMNEKTPOHHLIMW  MOAMUCSMU,
HanpaeneHne OaHHbIX 3aKMHYEHUN B NMUYHbIA KAOWHET YNONMHOMOYEHHOrO hefeparnbHOro opraHa UCNONMHUTENBHON BNacTu B €4UHON cucteme
OCYLLECTBISOTCA B CPOK, HE MPEBbILIALWUA TpUaLaTM paboynx AHEN CO OHSA HaMpPaBneHUst B NUYHbIA KabMHET 3KCMEPTHOrO YYpexaeHUst B
€[VHOWN CUCTEME COOTBETCTBYHOLLErO 3afaHusi YNONHOMOYEHHOro beneparnbHOr0 opraHa UCMOMHUTENBHOW BNAcTW, NOAMUCAHHOIO YCUMEHHOM
KBanMULIMPOBAHHOW 3NEKTPOHHOM NOAMUCHIO, U CreayloLnX AOKYMEHTOB (CBeAEHWN):

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) cBEAEHWS O AaTe NPeAOoCTaBeHUs U PErMCTPaLMOHHOM HOMEepe NMULIEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UMK CBeAeHUs!
0 AaTe NpepocTaBlieHUst U PerncTpaunoHHOM HOMepe 3aKMioYeHUst O COOTBETCTBUM NPOM3BOAMTENS NeKapCTBEHHbIX CPefcTB TpeboBaHUsM
npaBun  Hagnexawiel nNpoM3BOACTBEHHOW MNPaKTUKW, BblAaHHbIX  (NpegoCTaBrieHHbIX)  YNOMHOMOYEHHbIM — defepanbHbiM - OpraHom
MCMOSHUTENBHOW BNacTu, B criydae, ecrnv Npou3BOACTBO NIEKAapCTBEHHOMO cpeacTaa ocylecTensierca B Poccuiickon ®epgepauum;

(B pen. ®epepanbHbix 3akoHoB oT 04.06.2018 N 140-93, ot 27.12.2019 N 478-d3)

2) Konus AOKYMEHTA, BblAAHHOIO YNONHOMOYEHHbIM OpraHoOM CTpaHbl MPOMU3BOAWTENS NEKapCTBEHHOMO CPEACTBa M NOATBEPXAAOLLENO
paspelleH/ie NPOM3BOACTBA JIeKapCTBEHHOIO CPeAcTBa, U ero nepesof Ha PYCCKUN A3blK, 3aBEpPEeHHble B YCTAHOBNEHHOM MOPSAKe, a Takke
KOMWUsI 3aKMiOYEHNs1 O COOTBETCTBUWM NPOM3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHWsIM MpaBui Haanexalien npou3BOACTBEHHOW
NpaKkTUKW, BblAAHHOTO YMOMHOMOYEHHBLIM befeparibHblM  OpraHOM WCTONMHWUTENbHON BRacT, NM6O KOMUSt peLUEHWUsT YNONMHOMOYEHHOIO
defepanbHOro opraHa WUCMOMHUTENBHOW BRAcTW O NpoBeAeHUN dapMaLeBTUYECKON UHCMEKLMM NPOM3BOACTBA NEKapCTBEHHbIX CPeAcTB Afs
MEOVLUMHCKOTO MPUMEHEHUST Ha COOTBeTCTBMEe TpeboBaHWsIM MpaBun  Hagnexaiwlen npou3BOACTBEHHOW npakTuku EBpasuiickoro
9KOHOMMWYECKOTO COK3a. YKa3aHHble JOKYMEHTbI NMPeACTaBnsioTCca B CryyYae, ecnv Npou3BOACTBO NEKAPCTBEHHOMO CPeACTBa OCYLLECTBIAETCS
3a npepenamu Poccuickon depepaunm;

(B pea. ®enepanbHbix 3akoHoB oT 04.06.2018 N 140-®3, ot 30.01.2024 N 1-$3)

3) AOKYMeHT, copepxalunin cneaytolime ceegeHns o hapmaleBTMYeckon cybcTaHuum:

a) HaumeHoBaHve hapmaLeBTUYeCKor cybcTaHLmKW, ee CTPyKTypa, obLimne CBOMCTBa;

6) HanMmeHoBaHWe 1 agpec NPou3BoaAUTenNS;

B) TEXHOMOIMMA NPOM3BOACTBA C ONUCAHWEM CTafui MPOU3BOACTBA M METOAOB KOHTPOMNS Ha BCeX CTaausX MPOU3BOACTBA;

r) onucaHve pa3paboTku npoLecca NPOU3BOACTBA;

[) onucaHne KOHTPONsi KPUTUYECKMX CTaaMiA npoLiecca NPov3BOACTBaA U MPOMEXYTOHHOW NPOAYKLMK;

€) JOKYMeHTanbHoe NoaTBepxaeHue (Banuaauust) NpoLeccoB 1 (M) UX OLEHKa;

X) CBOWMCTBA U CTPYKTypa AEVCTBYIOLLMX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneundukaumns Ha papmaLieBTMHeCcKyto cybcTaHLmMIo U ee 060CHOBaHWE;

K) aHanuTu4eckne MeToaukun, ncnonbdyemMblie Npn OCyLLEeCTBTEHUN KOHTPOS1A Ka4ecTBa d)apMaLleBTl/NeCKOPI CyGCTaHLlI/II/I;

n) OOKYMeHTanbHOe NoaTBepXAeHVe (Banupauusi) aHanMTUYecKMX METOAMK, UCMONb3yeMblX NMPU OCYLLECTBIIEHUM KOHTPOIS KadyecTsa
bapMaueBTMYecKon cybcTaHumu;



M) pe3ynbraThl aHanmsa cepun dapmaLeBTUYecKon cybcTaHumuy;

H) NepeYeHb CTaHAapTHbIX 06pa3sLOB UNK BELLECTB, UCMOMb3YEMbIX NMPU OCYLLUECTBIIEHUN KOHTPOMS KaYecTBa;
0) onMcaHne XxapakTepuCTMK U CBOMCTB YNakoBOYHbIX MaTepuarnoB M YKYNOPOYHbIX CPEeACTB;

n) AaHHbIE O CTabWUNbHOCTU hapMaLEeBTUYECKON CybCTaHLmK;

P) CPOK rogHOCTH;

4) JOKYMEHT, cofepXalluii CBEAEHWA O perucTpauun NpousBOAUTENS NEeKapCTBEHHbIX CPeACTB ANA MEAMLMHCKOTO MPUMEHEHUs B
KayecTBe Hanoronnarenblynka B CTpaHe pernctpauum (Ansi POCCUACKMX IOPUANYECKMX NULL - MOEHTUMKALMOHHBIA HOMep HanoronnartenbLyyka
(MHH), Ana nHoCTpaHHbIX KPUANYECKUX MWL, - CTPaHa perucTpaummn, HanMeHoBaHNe PerMcTPUPYIOLLEro opraHa, PerMcTpauoHHbIN HOMEp, Koa
HanoronnaTenbLyMka B CTpaHe pernctTpaummn (MHKoprnopawymn) Unu ero aHanor).

(n. 4 BBegeH ®enepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B pep. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (peq. 13.07.2015))

3. Ons npoBedeHWUst 3KCMepTU3bl KavyecTBa ykaszaHHOW B 4yacTu 1 HacTosilen cTaTbu chapmMaueBTMYeckon cybcTaHuum 3asiBUTenb
HanpaBnsieT NoCcpeacTBOM eOMHOro nopTana B YMNOSIHOMOYEHHbIW dheaepanbHbii opraH WCMOMHUTENBbHOW BRAacTU WNW JIMYHBIN KabuHeT
YNONMHOMOYEHHOTO dheeparnbHOro opraHa UCMOTHUTENbHON BacTN B ANHON cucTeMe:

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHWe O BKMIOYEHUN B TFOCYAAPCTBEHHbLIN PEeecTp feKapCTBEHHbIX CPeAcTB AaHHOW dapmaueBTMyeckon cybcTaHumm,
NoANNCaHHOE YCUNEHHON KBanMULMPOBAHHOMN 3NEKTPOHHOM NOAMNUCHIO;
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

2) peKkBM3NTbI [OKYMEHTa, MOATBEPXAaloLero ynnaty rocyAapCTBEHHOW MOLUNMHLI 3@ BKIIOYEHWE B FOCYAAPCTBEHHBLIN peecTp
rniekapCTBEHHbIX CPeacTB hapmMaLeBTUHECKOW CyOCTaHLUmMKn, NPpou3BEeAEeHHON ANS peanu3aunm, nbo no Co6CTBEHHOM MHULMATUBE YKa3aHHbIV
AOKYMEHT. YNONMHOMOYEeHHbIN peaepanbHbln OpraH UCNOMHUTENbHON BNacTu NposepseT hakT ynnaTbl rocyAapCTBEHHON NOLLNVHBI 3asBuUTenem
C 1Ccronb3oBaHMEM MHGopMauum o6 ynnaTte rocyqapCTBEHHOW MOLUMUHBI, cogepxalleiica B [ocyaapcTBEHHON MHOPMaLMOHHON cucteme o
rocyAapCTBEHHbIX M MYHUUMManbHbIX Niarexax, Ha OCHOBaHUWM MPeACTaBlIEHHbIX 3asBUTENIEM PEKBU3UTOB AOKYMEHTa, MOATBEPXAAloLLero
ynnarty rocy4apCTBEHHOM MOLUMWHBI;

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

3) AOKYMEHTbI, YKa3aHHble B YacTu 2 HacTosILLe CTaTb;
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asiBneHve o Bblgaye paspelleHns Ha BBO3 B Poccuiickyto ®efepaLmio KOHKPETHOW NapTum He3aaperncTpupoBaHHOTO fleKapCTBEHHOTO
cpefcTBa, NpeAHa3Ha4YeHHoro Ansi NPOBEAEHNS YKa3aHHOW aKcnepTu3bI.
(n. 4 BBeaeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3.1. B cny4yae HenpeacTaBneHus ¢ 3asiBNeHNeM O BKINIOYEHUN B rOCYAapPCTBEHHBIN PEeCTp feKapCTBEHHbIX CpedcTB hapmaLeBTUYECKON
cybcTaHuMn BblAaBaeMbiX (NMPEAOCTaBASEMbIX) YMOMHOMOYEHHbIMU  dedepanbHbIMU - OpraHaMu  UCMOMHWUTENBHON BNacTv  AOKYMEHTOB
(cBegeHwuin), ykaszaHHbIX B MyHKTax 1 M 2 4acTu 2 HacTosien cTaTbW, YMOMHOMOYEHHbIN dedepanbHblli opraH WCMOMHWUTENBHON BracTh
3anpalumBaeT ykadaHHble JOKYMEHTbI (CBEAEHNS) B NOpsiAke MEXBEAOMCTBEHHOMO MHPOPMaLIMOHHOMO B3auMOAENCTBUS.

(4acTb 3.1 BBeaeHa PefepanbHbiM 3akoHOM OT 27.12.2019 N 478-93; B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. B TeyeHue nsATU paboyvx [OHEN CO [AHS MPUHSATUS 3asiBNEHUS O BKIMOYEHUWM YKa3aHHOW B 4YacTM 1 HacTosiwen cratbu
hapMaueBTMHECKON CyOCTaHLMN B rOCYAAPCTBEHHbBIN PEECTp NeKapCTBEHHbLIX CPEACTB U LOKYMEHTOB, NEPEYMCIIEHHbIX B YacTh 1 u nyHkTe 2
YyacTn 3 HacTosILWen CTaTby, YNOTHOMOYEHHbIV dhefeparnbHbIi OpraH UCNOMHUTENbHON BNacTu:

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

1) NPOBOAUT NPOBEPKY MOMHOTHLI 1 AJOCTOBEPHOCTY AaHHbIX, COAEPXaLUMXCA B MPeACTaBNeHHbIX 3asaBUTenem 4OKyMeHTaXx;
(B pea. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHMMAET peLleHne O HanpaBlieHN B JKCMEPTHOE yypexaeHne 3aaaHns Ha NpoBedeHne aKCnepTu3bl KayecTBa yKa3aHHOW B YacTh
1 HacTosiwen cTaTbn hapMaLeBTUYECKOW CyOCTaHLUUM UM 06 oTKase B TaKOM HanpaBneHuw;

3) HanpaBnseT B NUYHbIA KabWHET 3asiBUTENst B €4UHOW CuCTeMe MOAMUCAHHOE YCWUIEHHOW KBanuULMPOBaHHOW 3nEKTPOHHON
noAnuchio YBeAOMIIEHNE O NMPUHATOM PELLEHWUMN UMK B Cly4Yae oTkasa C yKasaHuem NpuYuH Takoro otkasa.
(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

4.1. B cnyyae BbIsiBNEeHUSI HeQOCTOBEPHOCTU U (MnM) HEAOCTATOMHOCTU CBEAEHWUW, COOEepXalUMXCa B NpeacTaBfeHHbIX 3asBuTenem
mMartepuanax, ynonmHOMOYEHHbIN hefeparnbHbIi opraH UCMONHUTENBHOW BMACTV HaNpaBnsieT 3asiBUTEN0 NOCPEeACTBOM eAMHOro noprana unm B
NWYHBIA KaBUHET 3asiBUTENS B €AMHON cMcTeme 3anpoc 06 YyTOYHEHUW yKasaHHbIX CBeAEHWUN, MOANUCaHHBIN YCUIEHHOW KBanuduumpoBaHHOM
ANEKTPOHHOWN NOAMUCHIO.

(4actb 4.1 B peq. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 06513aH HanpaBUTb NOCPEACTBOM EAUHOIO NopTana B YNONHOMOYEHHbIW defeparnbHblii OpraH UCMONTHUTENBHOW BRacTy
WM NIWYHBIA KaBWHET YMONHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHOW BRacTM B €OMHON CUCTEME MOAMUCAHHBIA YCUIIEHHOW
KBanMuULUMpoBaHHOW 3MEKTPOHHON NOANMCHIO OTBET Ha 3anpoc YNOSIHOMOYEHHOTo heaepanbHOro opraHa UCMOMHUTENBHOW BNAacTu B CPOK, He
npesbllLaWNA  AeBsHOcTa paboymx [OHEW CO AHA MOMy4YeHWs YMONIHOMOYEHHbIM deaeparnbHbIM  OpraHoOM  WCMOMHUTENbHOW BnacTu
SMEKTPOHHOIO yBEAOMIIEHUS O TMonyYyeHun 3asBuTenieM fAaHHoro 3anpoca. Cpok, ykasaHHbli B 4YacT 4 HacToswen CcTaTby,
NPVYOCTaHaBNMBAETCA CO AHA HanpaBneHWs 3asBUTENO NOCPeACTBOM €4MHOrOo nopTtana Win B NMIYHbIA KabuHET 3asBUTENsA B €4MHON cucteme
3anpoca ynoriHoMo4YeHHoro degeparnbHOro opraHa UCMOMHMTENBHOW BNacTy A0 AHSA HanpaeneHus 3asiBuTeneM NocpefcTBOM eAMHOro noprtana
B YMOINTHOMOYEHHbIN deaeparnbHbil OpraH MWCMOMHUTENBHON BNAcT UMW JNINYHBLIA  KabWHET yMorHOMOYEHHOro defepanbHOro opraHa
UCMOSHNTENBHON BNAacTU B €4MHON CUCTEMEe OTBETa Ha AaHHbIA 3anpoc WU He YYUTLIBAETCH MPU MCYUCMEHUM CpOKa 3KCNepTu3bl kavecTsa
hapmaLeBTUYECKON cybCcTaHUMW, NPOU3BEAEHHOW ANS peanv3auuu.



(4actb 4.2 B peq. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHMeM Ans OTKasa B HanpaBMeHUW B IKCMepTHOe yypexaeHue 3a[aHusi Ha NPoBEeAEeHVe 3KCMepTUsbl KayecTBa ykasaHHOW B
Yactn 1 HacTosiwen cratbu dapmaleBTUYECKON CyOCTaHUMW SBMNSIETCS HenpeacTaBneHue OOKYMEHTOB, YyKasaHHbIX B 4acTu 2 HaCTOsLLewn
cTaTbi, OTCYTCTBME MWHdOpMauun, noaTeepxgatowen akT ynnaTbl rocyAapCTBEHHON MOWMUHBI 3a BKMOYeHWe dapmaleBTuyeckon
cybcTaHumy, NpousBEAEHHOW ANs peanu3auuu, B rocydapCTBEHHbIA pPeecTp nekapcTBEHHbIX CPeAcTB, HenpefcTaBlieHue 3asiBuTeneM B
YCTaHOBIEHHbIN CPOK OTBETa Ha yKa3aHHbIM B YacTu 4.1 HacTosLel CTaTby 3anpoc YNOoSIHOMOYEHHOro chefepanbHOro opraHa NUCMONMHUTENbHON
BNacTW UNv npeacTaBneHne AOKYMEHTOB, He COAepXaLlMX NCHepnbIBaOLLEro nepeyHs HeobXxoaMMbIX CBEAEHNIA.
(4actb 5 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHue nATHaguaTV pabounx AHEN CO OHSA MOMYYEeHUs peLleHus YNONHOMOYEHHOro dpeaepansHOro opraHa WCMOMHUTENbHOM
BNacTu O HanpaBfieHM B IKCNepTHOe ydpexaeHue 3afaHvst Ha NpoBeAeHVe KCMepTU3bl KayecTBa yKka3aHHOM B YacTu 1 HacTosiwen craTbu
hapmaLeBTUYeckon cybCcTaHuMn 3asBuUTENb MNPEACTaBMseT B IKCMEPTHOE yypexaeHve ANA MNpoBeAeHWs [AaHHOW 3KcnepTusbl obpasupbl
dapmaLeBTUHECKON CyOCTaHLMM B KOMMYECTBE, HEOOXOAMMOM AN BOCNPOM3BEeAEeHUS METOAOB KOHTPONSA KayecTBa. OKCNepTHOe yypexaeHue
npu nonyyeHnnm obpasuoB ykazaHHOW B YacTu 1 HacToswen ctatby dapmMaLeBTMYECKOW CybCTaHUMM B TOT Xe AEeHb HanpaBnsieT B NUYHbIN
KabuHeT 3asBuUTENA B €OMHON cucTeMe yBedOMIIEHWe, MOATBepXAaloliee MoryvyeHne aTmx obpasuoB. OTU CPOKM He BKMHOYAKTCA B CPOK
NpOBEAEHNA [aHHOW JKCNepTH3bI.

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

7. Ytpatun cuny. - ®egepanbHbiin 3akoH oT 30.01.2024 N 1-93.

8. B cpok, He npeBbiwawwWmn nNaATM pabounMx OHENW CO OHSA HanpaBneHWst MOCPEACTBOM €O4MHOro noprana B YNONHOMOYEHHbIN
henepanbHbI OpraH UCMOMHUTENBHON BNAacT¥ UMM NYHBIA KabWHET ynornHOMoYeHHOro degepanbHOro opraHa WCMOMHUTENbHOW Bractu B
€VHON CUCTEME 3aKkIItOYEeHUsI KOMWCCMM 3KCMEepTOB MO pe3ynbraTtaM 3SKCMepTM3bl KadecTBa ykasaHHOM B 4acTu 1 HacTosilen cTaTbu
hapMaueBTMYECKOW CyOCTaHLMK, YNONTHOMOYEHHbIN hegepanbHbI OpraH UCMONHUTENBHOW BNacTu:

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCYyLLeCTBNAET OLEeHKY TaKoro 3akr4yeHnua ana onpenerneHna ero CootBeTCTtBuAa 3agaHuio Ha nposeaeHune OaHHOW 9KCNepTu3bl;

2) NpUHMMAaET peLLeHMe O BKIYEHUN YKa3aHHOW B YacTu 1 HacTosiwen cratbu hapMaueBTUYecKon cybCTaHUMn B rocyaapCTBEHHbI
peecTp nekapCTBEHHbIX CPeACTB UNn peLleHne 06 oTkase B TaKOM BKITIOYEHUN;

3) BHOCWT MpWU MPUHSATUM pELUEHUSI O BKMHOYEHWM YKa3aHHOW B 4YacTu 1 HacTosweln ctatbu dapmaueBTudeckon cybctaHumm B
rocyAapCTBEHHbIN peecTp fekapCTBEHHbIX CPeACTB NMpeayCMOTPEHHY0 YacTbio 2 ctatbun 33 HacTosero PefnepanbHOro 3akoHa MHMOPMaLmio
1 HanpaBnseT 3asaBUTENO NOCPEACTBOM €AMHOIO nopTana Un B NINYHbIA KabMHET 3aaBUTeNs B eAMHOW CUCTEME BbINWUCKY U3 rocyAapCTBEHHOrO
peecTpa nekapCcTBEHHbIX CPEACTB.

(B pen. ®enepanbHbix 3akOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-03, ot 30.01.2024 N 1-93)

9. OcHoBaHMeEM pfnsi OTKkasa BO BKIMOYEHUWM yKaszaHHOW B 4acTu 1 HacTosiwen cTtatbu dapmaueBTuyeckon cybctaHumm B
rOCYyLapCTBEHHbBIN PEecTp NeKapCTBEHHbIX CPEACTB SBMSETCA 3ak/loYeHWe COOTBETCTBYHOLLErO YMNONIHOMOYEHHOrO deaepanbHOro opraHa
MCMOMHUTENBHON BNacTy O TOM, YTO KayecTBO hapmMaLeBTUYECKON CyOCTaHLMM He MOATBEPXKAEHO NONYyYEHHbIMY AaHHBIMU.

(vactb 9 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93; B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

10. He ponyckaeTcsi BKkMiYeHVWEe B roCyAapCTBEHHbI peecTp MeKapCTBEHHbIX CPEACTB OAHOM (hapMaueBTUYeckon cybcTaHumu,
NpOu3BEAEHHON AN peanuaauumn 1 BbinyckaeMon OQHUM 1 TeM >Xe NpPousBoAnTeNeMm, B Buae AByX U bonee peecTpoBbIX 3anucei.
(4acTb 10 BBeaeHa depeparnbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHne u3MeHeHuii B OOKYMEHTbl Ha hapMaueBTUYECKYl CyOCTaHLUI0, NMPOU3BEAEHHYIO AMNs peanu3auun U BKIYEHHYH B
rocyAapCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB, OCYLUECTBSETCS B rMopsake, ycTtaHoBneHHom crtatbamMu 30 u 31 HacTosLiero
PefepanbHOro 3akoHa, ¢ YNnaTol rocyfapCTBEHHOW MOLMUHbLI, NPEAYCMOTPEHHON 3akoHopaTtenbctBoM Poccuiickon depepauum o Hanorax u
cbopax.

(4acTb 11 BBegeHa PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynberaHTlntoc: npymeyaHuve.
O BO3MOXHOCTM 0bpalleHns hapmaLeBTUYeCKON CybCTaHLMM, UCKTIOYEHHOM U3 rocpeecTpa, cM. Takke ®3 ot 30.01.2024 N 1-d3.

12. JonyckaeTcsa obpalleHne cdapmaleBTUHECKOW CyOCTaHUMM OO UCTEYEHMSI cpoka FogHOCTW, MPOM3BEAEHHOM AMs peanu3auumu B
TeYeHVe cTa BOCbMUAECATV AHEN nocre AaTbl NMPUHATUSI YNONHOMOYEHHbIM defeparnibHbIM OpraHoM MWCMOSIHUTENBHOW BRacTU peLleHnst o
BHECEHUUN U3MEHEHWI B AOKYMEHTbI Ha papmaLeBTUYeCKy0 CyGCTaHuMo, B COOTBETCTBMU C MHGOPMaLMen, Coaepallencs B JOKYMeHTax Ha
chapmaueBTHUYECKYO CyBCTaHUMI0 A0 AaTbl NMPUHSITUS TAKOrO pPeLleHus.

(4acTb 12 B pea. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. PeweHne 06 WUCKMIOYEHNUM U3 TOCYQAPCTBEHHONO peecTpa feKapCTBEHHbIX CpeacTB  hapMaueBTMYECKOW cybcTaHumm,
Npou3BEAEHHON AN peanusaumm, NpMHMMaeTcsl YNonHOMOYeHHbIM dhefepanbHbIM OpraHoOM MUCMOMHUTENBHOW BNAacTu B criyvae:

1) npeacTtaBneHna CooTBETCTBYHOLLMM YNONTHOMOYEHHbBbIM d)e,qepaanblM opraHom WCMONHUTENBHON BNACcTX 3aKIOYEHNsI O pucke nnu o6
Yrpo3se Xu3Hu nnu 3q0poBbio YernoBeka nn6o XMBOTHOIO npn ncnonb3oBaHUM fiekapCTBeHHOro cpeacTea;

2) HanpaBneHus paspaboTyMKOM feKapCTBEHHOrO CpeAcTBa UMM NPOu3BoOAWTENEM NIEKapCTBEHHOIO cpefcTBa NMMBO yNoNMHOMOYEHHbIM
UMW APYTMM IOPUANYECKUM NWLIOM NOCPEACTBOM €4MHOro nopTtana B YMNONHOMOYEHHbI dbeaepanbHbll OpraH UCNOMHUTENbHOW BNacTu uUnu
NNYHBIA  KabUHET yMONMHOMOYEHHOro d)edepanbHOro opraHa WCMNOMHWUTENbHOW BracTM B €QMHOW cUCTeMe MNOAMMCAHHOIO  YCUIEHHOMW
KBannuULUMPOBaAHHON 3MEKTPOHHOW MOANUCHIO 3asBreHuss 06 WCKMIYeHUM W3 TOCYAAapCTBEHHOIO peecTpa JleKapCTBEHHbIX CPedcTB
dapmaLeBTN4ECKON CybCTaHLMKN, NPOU3BEAEHHON AN peanusauum;
(n. 2 B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)



KoHcynbranTtlntoc: npymeyaHme.
C 01.01.2026 n. 3 u. 13 cT. 34 He pacnpocTpaHsAETCA Ha NPaBOOTHOLLEHWS!, BO3HMKaOLMe Npu obpalleHn NeKapCTBEHHbIX CPEACTB Ans
mMeguumHckoro npumeHeHus (®3 ot 30.01.2024 N 1-93).

3) oTcyTCcTBUS hapMaLEeBTUHECKOW CyOCTaHLMW, NpoM3BeAEeHHON Ana peanu3auuu, B obpaweHun B Poccuickon ®enepaumm B TedeHne
Tpex n 6onee net.
(4acTb 13 BBEeaeHa depgeparnbHblM 3akoHOM OT 22.12.2014 N 429-93)

Crtarba 35. YTpatuna cuny ¢ 1 uionsa 2015 ropa. - PegepanbHbiv 3aKkoH oT 22.12.2014 N 429-3.

Ctatba 36. OGxanoBaHue pelleHMsi 06 OTKase B Bblgaye paspelleHUss Ha npoBeAeHMe KIIMHUYECKOro uccrenoBaHus
rekapcTBEHHOro npenapara, peleHuss o6 OTKase B rocyAapCTBEHHOM perucTpauumn reKkapcTBeHHOro mnpenapara, 3aKnio4YeHus
KOMMCCUM IKCNEPTOB IKCNEPTHOTO YYPeXAEHUA UMK 3aKITIO4eHUsi coBeTa Mo 3Tuke

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

PelueHne coOTBETCTBYIOLLIErO YNONMHOMOYEHHOro heepanbHOro opraHa UCNOSTHUTENBLHON BnacT 06 oTkase B Bblgave paspelleHus Ha
npoBeAEeHNe KMMHNYECKOro NCCefoBaHnsl NekapcTBEHHOro npenapara, peLleHve ykasaHHoro deaepanbHOro opraHa UCNofHUTENbHON BNacTu
06 oTkase B rocyqapCTBEHHOW perncrpauuv nekapcTBEHHOro npenapara, 3akfoyYeHne KOMUCCUM 3KCMEepPTOB 3KCMEPTHOTo yuYpexaeHus unu
3aKknioyeHne coBeTa Mo 3Tvke MoxeT ObiTb 0OxanoBaHO B Mopsiake, YCTaHOBIIEHHOM 3akoHopaTtenbcTtBoM Poccuiickon Pepepaumn.
3aknoYeHne KOMWUCCUM JKCTIEPTOB 3KCMEPTHOrO YYPEeXAEHUs O B3aMMO3aMeHSIeMOCTM J1eKapCTBEHHbIX MNpenapatoB AN MeaWLMHCKOro
npuMeHeHVs MMBO O TOM, YTO NEeKapCTBEHHbIM NpenapaTt Ans MeAWLUMHCKOTO MPYMEHEHUS He SIBNSAETCA B3aMMO3aMeHSieMbIM, MOXET ObiTb
obxanoBaHo [AepxaTtenem WU BnagenbLem pPerncTpauvoHHOTO  yAOCTOBEPEHWS NeKapCTBEHHOro npenapata B YNOMHOMOYEHHbIV
denepanbHbIi OpraH UCMONHUTENBHOW BNAacTu, KOTOPbIV MPUBIEKaeT K PAaCCMOTPEHUIO YKa3aHHOW anobbl N0ABEAOMCTBEHHbIE eMYy Hay4Hble
opraHusauuv u obpasoBaTefibHble OpraHusauun BbiCLIero 06pa3oBaHWs, OCyLLEeCTBRsAWME [OeATeNbHOCTb B cdepe obpalleHns
neKkapcTBEeHHbIX CpeacTB. 3akmoyeHne KOMUCCHUN IKCMEPTOB AKCMEPTHOTO yupexaeHUsi, opopMIIeHHoe No Utoram nepecmorpa obanoBaHHOTO
3aKrYeHust aKkcnepTa, MoXeT ObITb OCMOPEHO AepXaTenemM unv BnafenbLemM perMcTpaLyMoHHOro YA0CTOBEPEHNS NeKapCTBEHHOO npenapaTa
nMBo yNorHOMOYEHHBIM UMW NMLIOM B MOpPSiAKe, YCTaHOBNEHHOM 3akoHopaTtenscTBoM Poccuiickon ®epepauun. MNpu obxanoBaHnn peLueHus
YNOTHOMOYEHHOTO dhefiepanbHOro opraHa UCMOMHUTENbBHOWM BNACTy, 3aKoYeHNs 9KcnepTa Unv KOMUCCUM 9KCNEPTOB 9KCMEPTHOTO YYpexaeHus,
3aKknoyeHns coBeTa NO 3TWKe [Jepxatenb WNWM  Bhnagenel perncTpauMoHHOro yAOCTOBEpPEeHWs NekapCTBeHHoro npenapaTta nunbo
YMOMMHOMOYEHHOE UMW TMLUO BrpaBe MNpeacTaBUTb pe3ynbraTbl 3KCMEepPTU3bl  NIEKapCTBEHHOrO npenaparta, MNPOTOKOMNbl  MOMYYeHHbIX
aKKpeaWMTOBaHHBIMK UCTIbITaTeNbHBIMW NabopaTopusaMu (LeHTpamu) pe3ynsTaToB MCCNEefoBaHNA, UCTbITaHWIA.

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

Cratbs 37. UHbopmauus, cBsizaHHasi C OCYLUECTBIIEHUEM roCyAapCTBEHHOM perucTpauum uUnu perucrpauum nekapcTBeHHbIX
npenapaToB, UH(OpPMaLMsA O 3aperMcCTPUPOBAHHBLIX NEKapCTBEHHbIX Mpenaparax U JieKapCcTBEHHbIX npenapaTtax, UCKMIOYEHHbIX U3
rocyaapcTBeHHOro peecTpa JiekapCTBEHHbIX CPeAcTB
(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. CoOTBETCTBYIOLUIA YNONMHOMOYEHHbIN heaepanbHbli opraH UCTMONMHUTENBHON BRacTM pasMeLLaeT Ha CBOEM OuuManbHOM cante B
cetn "MIHTepHeT" nHdopmMaLmio, CBA3aHHYO C OCYLLECTBIIEHUEM rOCYAapCTBEHHON perucTpaummn Unm permcTpauum nekapcTBeHHbIX NpenapaTos,
B TOM 4uCNEe MPOBEAEHVMEM IKCNEPTU3bl NEKapCTBEHHbIX CPEACTB (BkMtovas pesynbrathl €€ MpoBefeHusl), WHdopmauuoo o
3apErMcTpUPOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax W JIeKapCTBEHHbIX Mpenapartax, MWCKIIOYEHHbIX W3  rOCy4apCTBEHHOro peecTtpa
1NeKapCcTBEHHbIX CPeACTB, He MNo3gHee YeM yepe3 MsATb paboumx AHEN CO AOHSA MOMyYeHWUst YNONHOMOYEHHbIM degeparnbHbIM OpraHoM
MCMOMNHUTENbLHOW BNACcTW COOTBETCTBYIOLLEN NHOpMaLMK.

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-03, ot 30.01.2024 N 1-93)

2. Cpokn ¥ Mopsgok pasMelleHust yka3aHHOMW B 4actu 1 HacTosiwen cratbn mHdopMauuv yCTaHaBMAMBAKOTCA YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMHUTENbHOW BrnactTu. MHdopmaums, ykasaHHas B 4YacTM 1 HacToswen craTbu, SABNSETCA OTKPbITOM 1
06LLenoCTyNHOM 1 NpefoCcTaBnseTca 3aMHTepecoBaHHbIM ML aM B COOTBETCTBUM C 3akoHOAaTeNbCTBOM Poccuiickon ®epepaumn.

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

Masa 7. KNMMHUWYECKUE NCCNEAOBAHUA NEKAPCTBEHHbIX
MPENAPATOB And MEOAUUMHCKOIo NPUMEHEHUA, 0OTOBOP
OB UX NPOBEAEHUN, NMPABA NALUEHTOB, YYACTBYIOLLUUX
B 3TUX NCCNEONOBAHUAX

Crtartbsa 38. KnuHnueckne nccnegoBanus JNIeKapCTBeHHbLIX NpenapaTtoB Ana meaguUUMHCKOro npuMmeHeHus

1. KnuHunyeckne wccnepoBaHust NeKkapCTBEHHbIX MpenapaTtoB ANs MeOWLUMHCKOTO MpUMEHEHUsl, B TOM 4uCne MexXAyHaponHble
MHOrOLIEHTPOBbIE, MHOTOLIEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, MPOBOAATCSH B OAHON UM HECKOMNBbKMX MEAULIMHCKUX OpraHn3aumsx B CriedyoLwmx
Lensx:

(B pea. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

1) yctaHoBneHne 6e30nacHOCTU NekapcTBEHHbIX MpenapaToB ANS 300poBbiX A0O6pOBONbLEB U (M) NEPEHOCUMOCTU UX 300POBLIMU
[obpoBonbLamMu, 3a WCKIHYEHMEM TakMX WCCNeqoBaHW feKapCTBEHHbIX MpenapaToB, NPOu3BEeAeHHbIX 3a npegenamu Poccuickon
denepauny;

2) nog6op onTUMarnbHbIX AO3MPOBOK NEKAPCTBEHHOIO Mpenapara v Kypca NeYeHust Ans NauneHToB C OnpeaernieHHbIM 3aGoneBaHnemM,
ONTMManbHbIX 03 U CXeM BakUMHALMN MMMYHOBMONOrMYECKUMU NekapcTBEHHbIMU NpenapaTaMu 300poBbiX 40OPOBONbLEB;

3) yctaHoBneHme 6e30MacHOCTM NeKapCTBEHHOro npenapata n ero apeKkTMBHOCTU ANs NauMeHTOB C onpeaerneHHbiM 3aboneBaHnem,
npodunakTnyeckon appeKTMBHOCTM MMMYHOBNONOrMYECKNX NEKAPCTBEHHBIX MPenapaToB AN 340P0BbIX 40OPOBONbLEB;

4) n3yvyeHme BO3MOXHOCTU paclinpeHns nokasaHui ans MeauumMHCKOro NpUMEHEeHNA U BbIABNEHNA paHee HEeU3BEeCTHbIX NoBOYHbIX
OencTenn 3aperncTpupoBaHHbIX NeKapCTBEHHbIX npenapaTos.



1.1. KnuHuuyeckve wuccnenoBaHus NEKapCTBEHHbIX NpenapaTtoB Ansi MEAVMLMHCKOTO MNPUMEHEHWst MPOBOASATCA B COOTBETCTBUM C
npasuamMmn Hagnexatuen KIMHUYECKon NPakTUKN, yTBepXaeHHbIMU EBpa3ninckon 3KOHOMUYECKOW KOMUCCUEN.
(4actb 1.1 BBegeHa PegepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

2. B OTHOWEHWN BOCNPOM3BEAEHHbLIX NEKAPCTBEHHbIX MperapatoB AN MEAULUMHCKOrO MpUMEHEHUS MPOBOASTCS WCClefoBaHus
G1O3KBMBANEHTHOCTM U (UNKN) TEPaNeBTUYECKO 9KBUBANEHTHOCTM B NOPSAKE, YCTAHOBNEHHOM akTaMu, cocTasnsiowmmm npaso Cotosa.
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

3. OpraHv3aumio NPOBEAEHUSI KNWHUYECKUX WCCIENOBaHWI NEKapCTBEHHOTrO npenapata Ansl MeOMLMHCKOTO MPUMEHEHUs BrpaBe
OCYLLECTBNATb:

1) pa3paboTumk nekapcTBEHHOrO Npenapara Unu ynoriHOMOYeHHOE UM NNLO;

2) obpasoBaTenbHble OpraHM3aumn BbICLLEro 06pasoBaHusi, opraHM3aLmm JONONHUTENbHOro NpPodeccnoHanbHoro obpasoBaHus;
(n. 2 B peg. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Hble opraHu3aumu.
(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

4. KnuHnyeckue nccnefoBaHus nekapcTBEHHOrO npenapara Afst MeQULMHCKOro NpUMeHeHNs NPOBOASATCA HAa OCHOBaHUM pa3peLleHus
Ha npoBefdeHVEe KIMHWYECKOro WCCIeaoBaHWs FEKapCTBEHHOTO MpenapaTa, BblAAHHOMO YMOMHOMOYEHHbIM  dbedeparnbHbiM  OpraHoM
WCMOSHUTENBHOW BnacTu. YMNONMHOMOYEHHbIV dedepanbHbii OpraH WCMOMHUTENbHOW BNacTu BeAeT peecTp BblAaHHbIX pa3pelleHuii Ha
npoBeAEeHNE KIMMHUYECKUX UCCIeO0BaHWI NekapCTBEHHOIO npenapara, CoAepXallyil ykazaHue Ha MX uefb Unv uenuv, B YCTaHOBMEHHOM 3TUM
opraHoM Nopsiake.
(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. YTpaTtnn cuny c 1 nonsa 2015 roga. - PegepanbHbinn 3akoH oT 22.12.2014 N 429-93.

6. K opraHusaumm npoBedeHWUs KIMHWYECKUX WCCNefoBaHUi NekapCTBEHHOro npenapata Afls MeAWUMHCKOTO MPUMEHeHUs
pa3paboT4YMKOM NEeKapCTBEHHOrO npenapara MoryT NpuUBMeKaTbCs PUANYECKME Nuua Mioboii opraHM3aunoHHO-NPaBoBOW hOpPMbl MPU YCIIOBUU
obecneyeHns COOTBETCTBUSI STUX UCCMEAOBaHMIA TpeboBaHnaM HacTosiero deaepanbHOro 3akoHa.

7. YTpaTtunn cuny. - PegepanbHbin 3akoH oT 30.01.2024 N 1-d3.

8. MNMepeyeHb MeaMUMHCKUX OpraHv3auui, NPOBOASALUMX KIMHUYECKME UCCIIed0oBaHWs NleKapCTBEHHbIX MpenapaToB Ans MeQULIMHCKOrO
NPUMEHEHWS, 1 PEECTP BblaHHbIX Pa3peLLeHUn Ha NPOBEAEHUNE KITMHUYECKMX UCCIIeQ0BaHWIn NekapCTBEHHbIX NpenapaToB onybnnkoBbiBaOTCSt
1 pa3MeLLalTCst YNOrNHOMOYEHHbIM dbefeparibHbIM OpraHOM MCMOMHUTENBHON BMacTu B YCTAHOBIEHHOM MM NOPsiAKe Ha CBOeM ouumanbHOM
caunTte B cetn "UHTepHeT".

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbraHTlntoc: npymeyaHve.
MonoxeHus ct. 39 (B pea. ®3 ot 30.01.2024 N 1-$3), kacaroLimecs NpegocTaBneHnsl roc. ycnyr NocpeacTBoOM €AMHON cucTeMbl U (Unu)
egunHoro noprtana, npumensitores ¢ 01.01.2025.

Cratbaa 39. PelueHMe O npoBeAeHUM KIMHUYECKOTO WCCreAOoBaHUA NeKapcTBEHHOro npenaparta Ans MeAULMHCKOro
npUMeHeHus
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHnyeckoe nccnenosaHne nekapcTBeHHOro npenapara Ans MeguuMHCKOro NpMMeHeHUst NpoBOANTCA Ha OCHOBaHWM paspeLueHns
Ha npoBeAdeHne KIMHMYEeCKOro wuccrnegoBaHUA JieKkapCTBEHHOro npenaparta, BblAAaHHOMO YNONHOMOYEHHbIM cbep,epaanblM opraHom
MCMOSNHUTENbLHON BNacTu no pe3ynbratam 3KCnepTu3bl JOKYMEHTOB, HeobxooumbIX ansi nony4vyeHua paspellueHna Ha nposegeHne KnnmHn4yeckoro
nccrneaoBaHus iekapcTBEHHOTO nNpenapara U 9TUYECKON aKCnepTusbI.

2. Ons nonyyeHus paspelleHVsi Ha NpoBedeHWe KIUHUYECKOro WCCReaoBaHUsi NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro
NpYMeEHeHNs1 3asiBUTENb HanpaenseT NocpeacTBOM €AMHOro noprtana B YNOMHOMOYEHHbIN defepanbHbId OpraH UCMONMHUTENBHOW BNacTu unm
NNYHBIA KABMHET YNOMTHOMOYEHHOro dheeparnbHOro opraHa UCMONHUTENbHOW BNacTu B €AMHON CUCTEME:

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHue O BblAaye paspeLleHns Ha MPOBEAEHME KIMHUYECKOro MUCCrefoBaHusl NekapcTBEHHOro npenaparta Ans MeavuMHCKOro
NpYMEHEHWS!, MOANUCAHHOE YCUNEHHOW KBANMMULMPOBAHHOW 311IEKTPOHHOW MOAMUCHIO;

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) ytpatun cuny. - ®PefepanbHbivi 3akoH ot 30.01.2024 N 1-93;

3) NpOTOKON KIMUHWMYECKOTo UCCREeA0BaHUs NEKapCTBEHHOTO Npenapara Anst MEAULMHCKOTO NPUMEHEHNS;

KoHcynbraHTlntoc: npymeyaHve.

C 01.09.2024 B n. 4 u. 2 cT. 39 BHocsATCA n3MeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. ByayLiyto pegakumio.
4) 6poLutopy nuccregosatens;
5) nHpopMaLMOHHBI NUCTOK NaUMEHTa;

6) cBepeHus o6 onbiTe paboTbl UccregoBaTerien Mo COOTBETCTBYIOWMM CreumanbHOCTAM WM KMX OnbiTe paboTbl MO NpoBeAeHUto
KIMUHWYECKUX NCCreaoBaHuii;



7) - 8) ytpatunu cuny. - PegepanbHbit 3akoH ot 30.01.2024 N 1-03;

9) KOnuio goroesopa ob6si3aTenbHoro CTpaxoBaHus, 3aKn4eHHOro B COOTBETCTBUM C TUNOBbIMU NpaBuiiamu obsizaTensHoro CTpaxoBaHu4,
C YKasaHunem npe,qeanon YNCNEeHHOCTN nauMeHToB, Yy4YacTByWOWKUX B KIUMHUYECKOM UCCeaoBaHUN T§eKapCTBEHHOro npenapata and
MEeANUMHCKOro NnpuMeHeHuns,;

KoHcynbranTtlntoc: npymeyaHme.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHOCATCA M3meHeHns (®3 ot 30.01.2024 N 1-$3). Cm. ByayLuyto peaakuuio.

10) MH(OpMaLMIo O COCTaBe NeKkapCTBEHHOTO nNpenapara Ans MeAULMHCKOrO NPUMEHEeHUs;

KoHcynbraHTtlntoc: npymeyaHme.
C 01.09.2024 B n. 11 4. 2 cT. 39 BHOCATCS UsmeHeHus (3 ot 30.01.2024 N 1-®3). Cm. ByayLuyto pegakumio.

11) OOKYMEHT, COCTaBIiEHHbI NPOU3BOAMTENEM NEeKapCTBEHHOro npenapara Ans MeaWUMHCKOrO MNPUMEHEHUs U copepXalumn
nokasarenu (XapaKTepI/ICTVIKI/I), a TaKke cBefeHua O reKapCTBeHHOM npenapate AnAa MeOuUMHCKOro npumMeHeHuda, npoussegeHHOM Ons
NpoBeAeHUs KIMHUYECKMX NCCrefoBaHni;

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.09.2024 4. 2 ct. 39 gononHsetca n. 11.1 (®3 o1 30.01.2024 N 1-®3). Cm. GyayLuyto pegakumio.

12) cBepeHVst O JaTe NPefoCTaBMNEHUs U PETVCTPALMOHHOM HOMEpPEe NULEH3UM Ha MPOU3BOACTBO NEKapPCTBEHHbLIX CPEACTB B Crydae,
€Crnv NpoW3BOACTBO JleKapCTBEHHOrO Npenapara ocyLlecTBnsieTcss B Poccuiickoit defepaunu, Unu JOKYMEHT, coaepxalluii CBefeHnsi o aarte
NPenocTaBneHust U PerucTpaLMoHHOM HOMEpe 3aKIoUYeHUst O COOTBETCTBUM MPOU3BOAMTENS NIEKAPCTBEHHOrO npenapara TpeGoBaHusM npasun
Haanexaiien npPou3BOACTBEHHOW NPaKTUKX, MPEAOCTABNEHHOrO YMOMHOMOYEHHBIM OpraHoM CTpaHbl MPOWM3BOAMTENS TEeKapCTBEHHOMO
npenapara.

(B pen. ®enepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-3, ot 30.01.2024 N 1-®3)

2.1. CsepeHus, noaTeepxpatolime akT ynnatbl rocyfapCTBEHHOW MOLWMUHBI 3@ NpoBedeHMe 3TUYECKON IKCNepTM3bl, 3KCMepTu3bl
AOKYMEHTOB Ha NeKapCTBEHHbIN mpenapaTt AnA MOofyyYeHus paspelleHVs Ha NpOBEAeHME KITMHUYECKOro WCCMNEAOBaHUS NeKapCTBEHHOIO
npenapata Ans MEAWLMHCKOrO MNPUMEHEHWs, 3a Bbldayy paspelleHVss Ha NpoBedeHUe KIMMHUMYECKOro WCCeaoBaHWs fekapCTBEHHOro
npenapata AN MeOULMHCKOTO NPUMEHEHWs, 3a MPOBEAEHWEe JKCMEepTU3bl [OKYMEHTOB Ha fekapCTBEHHbIN npenapaTr Ans nonyvyeHus
paspelleHns Ha npoBeAeHVE MeXAYHapOAHOr0 MHOMOLIEHTPOBOMO  KMMHWYECKOTO UCCMedoBaHWsA JleKapCTBEHHOro npenaparta Ans
MeONLIMHCKOTO MPUMEHEHWs, 3a BblAavy paspeLleHns Ha MPOBEAEHWE MEeXAYHapOAHOr0 MHOFOLEHTPOBOrO KIMHUYECKOro UCCNenoBaHus
nekapcTBEHHOro mnpenapata AN MeOUUMHCKOTO MPUMEHEHWUs, 3a MNpoBedeHMe 3TUYECKOW 3KCMepTW3bl, JKCMEepTU3bl [OKYMEHTOB Ha
riekapCTBEHHbIN Npenapar ANs NoyYeHns pa3peLleHns Ha NpoBeAeHne NoCTPErnMcTpaLmoHHOrO KIIMHUYECKOro NCCefoBaHns NiekapCTBEHHOMO
npenaparta Ans MeaWLMHCKOTO NMpYMEHEHWs, 3a BblAadvy paspelleHns Ha npoBedeHue NOCTPErncTPaLMOHHOIO KIIMHWYECKOro UCCReaoBaHus
nekapcTBEHHOro npenaparta Ans MeALMHCKOro NMPUMEHEHWs, a Takke CBEAEHWS O BbigaBaeMblX (MPefoCTaBnsieMblX) YNOMHOMOYEHHbIMM
denepanbHbIMU  OpraHamy WCMOSIHUTENbHOW BMAcTM [OKYMeHTax (CBedeHWsX), yKasaHHbIX B MyHkTe 12 yactu 2 HacToswen craTby,
YNONMHOMOYEHHbIV  heaepanbHbIl  OpraH  WCMOMHWUTENbHOW  BRacTW  3anpaluMBaeT B NOpsAke  MEeXBEAOMCTBEHHOTO  3MEKTPOHHOro
B3aNMOAENCTBUS.

(4acTb 2.1 B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cpok, He npeBblwaoLWmin Tpex pabounx OHEN CO AHst HanpaBneHUs B NNYHbIA kKabMHET ynonHOMOYeHHOro defeparnbHOoro opraHa
WCMONHUTENBHOW BNacTu B €OVMHOW CUCTEME YKa3aHHOro B MyHKTe 1 4acTh 2 HaCTOsILLEN CTaTbu 3asiBNIEHUS U HEOOXOOUMbIX OOKYMEHTOB,
YNONMHOMOYEHHbIV defeparnbHbIi opraH UCNONMHUTENBLHON BNACTU:

(B pea. ®egepansHoro 3akoHa ot 30.01.2024 N 1-93)

1) NpoBOAMT NPOBEPKY NOJSIHOTbI N AOCTOBEPHOCTU CBeAleHNI, coaepXallnxcs B NpeacTaBneHHbIX 3asBuTenem HAOKYMEHTax;

2) NpYHMMaeT peLleHue O NpOBeAEHUM 3KCNepTu3bl AOKYMEHTOB ANt MOMyYEHWs pas3peLleHus Ha npoBedeHue  KIMMHUYECKOro
UccrefoBaHus NekapcTBEHHOTO Npenaparta Afsi MEAWLIMHCKOTO NPUMEHEHUS U 3TUYECKOMN 3KCNepTUsbl U 06 oTkase B NpoBeAEeHUN yKadaHHbIX
3KCnepTus;

3) HanpaBnsieT 3asBUTENO MOCPEACTBOM €AMHOro fopTana WnuM B NMYHbIA KabuHeT 3asBWUTens B €OMHON cuUCTEME MOoAnUcaHHoe
yCUINeHHOW KBarmULMPOBAHHON SMEKTPOHHOMN MOAMUCHI0 YBEAOMIIEHNE O MPUHSITOM pelleHun NMbo B cryyYae NpUHATUS peLueHnst 06 oTkase
TaKxke C ykazaHMeM NpuyMH Takoro oTkasa;

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4) HanpaBnseT B NNYHbIN KabWHET 3KCMEepPTHOro yuYpexaeHVWs B eOQMHON CUCTEME WM NUYHBLIA KabuHEeT coBeTa Mo 3TWKe 3afjaHus Ha
NpoBeAEeHNe COOTBETCTBYIOLLMX KCNEPTN3, MOANNCAHHbIE YCUIEHHbIMW KBAanMMULMPOBAHHLIMU 3NEKTPOHHLIMM NOAMUCAMM.
(n. 4 B peg. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. B cnyyae BbISIBIEHUSI HEMOMHOTbI W (MNKN) HEOOCTOBEPHOCTU MHOpMaumK, coaepxallencss B MNpeAcTaBneHHbIX 3asBuTenem
AOKYMeHTax, YNofIHOMOYEHHbIN dedeparbHblii opraH UCMOMHWUTENbHON BNAcTW HanpaenseT B NUYHbIN KabuHeT 3asBuTensi B eAMHON cucTeme
3anpoc 06 yTOYHEHUN yKka3aHHOW UHGOPMaLuuW, NOANUCAHHBIA YCUNEHHOW KBann@ULMPOBAHHOW 3MEeKTPOHHOW noanuckto. 3assutens obszaH
HanpaBuUTb B NNYHbIA KaOMHET yNONMHOMOYeHHOro heaeparnibHOro opraHa UCMONHUTENBHOW BNACTW B €QVHON cucTeMe NoanvucaHHbIN YCUNEeHHOM
KBanMuULUMpoBaHHOW 3MNEKTPOHHOW NOANMCHIO OTBET Ha 3amnpoc YNOSIHOMOYEHHOTo heaepanbHOro opraHa UCMONMHUTENBHOWM BNacTu B CPOK, He
npeBbIlLALWMA  AeBsAHOCTa paboymx AHEen CO OHA MOMlyYeHWs YMONIHOMOYEHHbIM dhedepanbHbIM  OpraHOM  UCMOMHUTENBHON BRacTu
3NEeKTPOHHOTrO yBeAOMIIEHUS O NoNyyYeHUn 3assuTenem sanpoca. Cpok, ykasaHHbIi B YacTh 3 HACTOSALLEN CTaTbW, NPUOCTAHABNMBAETCHA CO AHS
HanpaBsreHusi B NIMYHbIN KabUHET 3asBUTENs B €4MHON CUCTeMe 3anpoca ynonHOMOYEeHHOro dedepanbHOro opraHa UCMONMHUTENBHOW BNacTn Jo
AHSA HanpaBreHUsi B NINYHbIN KabyHeT ynomHOMOYEeHHOro heepanbHOro opraHa UCTMONMHUTENBHOW BacTu B €AVHON CUCTEME OTBETAa Ha 3anpoc



N HE YYUTbIBAETCS MPW UCHUCIIEHUMU CPOKa MPUHATUS YMONTHOMOYEHHbIM heaepanbHbiM OpPraHoOM MWCMOMHUTENBbHOW BNAacTu peLleHust O
NpoBEeAEHNN IKCNEPTU3bI JOKYMEHTOB AN MOMyYeHNs pa3peLleHnst Ha NpoBedeHNEe KIIMHUYECKOrO UCCNEfoBaHUsi MekapCTBEHHOro npenapara
ANs MeAWLMHCKOrO NPUMEHEHMs.

(4acTtb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHveM [Ans OTkasa B NPOBEAEHUM JKCMEepTU3bl [OKYMEHTOB ANs MONy4YeHWs paspelleHusi Ha MpOBEAEeHVE KITMHUYECKOro
nccneaoBaHVsA NekapcTBEHHOro npenapaTa Ans MEAULMHCKOrO NPUMEHEHNS N 3TUHECKON 3KCMepPTU3bl SABMSETCA NpeAcTaBneHne AOKYMEHTOB,
npeayCMOTPEHHbIX 4acTbio 2 HAcCTOSILLEN CTaTbW, B HEMoriHoM obbeme, HenpeacTaBiieHue 3asiBUTENeM B YCTaHOBIIEHHbI CPOK OTBeTa Ha
YyKa3aHHbI B 4acTu 4 HacTosILLei cTaTbM 3anpoc YMONHOMOYEHHOro deneparnbHOro opraHa WCMONHUTENbHOW BnacTu nvbo oTcyTcTBUME B
NpeAcTaBneHHbIX JOKYMEHTax UCHEpnbIBaOLEro nepeyHs HeobxoanmMon nHgopmMaummn unn nHdopmaumm, Kotopas AoMmkHa ObiTb oTpaxeHa B
HWX, @ Takke OTCYTCTBME CBEAEHWN, KOTOpble B [JanbHelleM MOATBEPXAAloTCA MNOCPEACTBOM MEXBEAOMCTBEHHOIO 3MeKTPOHHOro
B3aMMOAENCTBUS, O dpakTe ynnaTbl rOCyAAPCTBEHHOW MOLWWIMHLI 3@ MPOBEAEHNe ITUYECKOW IKCNepTW3bl, 3KCMepTU3bl [OKYMEHTOB Ha
nekapCTBEHHbIN MpenapaTt Ansd MOoMy4yeHVUs paspelleHVs Ha NpOBEeAEHUE KIMMHUYECKOro WCCRefoBaHus NeKapCTBEHHOro npenapata Ans
MeOVLMHCKOTO MpUMEHEHWS, 3a Bbigady pas3pelleHus Ha MNpoBeAeHWe KIMHWYECKOro MWCCrnefoBaHWsl NekapcTBEHHOro npenaparta Ans
MeOWLMHCKOTO MPUMEHEHUs, 3a MPOBEAEHVEe 3KCMepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIM npenapaT ANs MonyyYeHusl paspelleHvst Ha
npoBeAeHNe MeXAyHapOAHOro MHOTOLLEHTPOBOTO KIMMHWYECKOro MCCNeaoBaHNs NekapCTBEHHOro npenapata ANns MEAULIMHCKOrO MPUMEHEHUS,
3a BblJayy paspelleHVss Ha NpoBeAeHne MeXAyHapO4HOro MHOFOLIEHTPOBOMO KIMHUYECKOro MCCnedoBaHWs NekapcTBeHHOro npenaparta Ans
MeOWLMHCKOTO MPUMEHEHUs!, 3a NpoBedeHe 3TUYECKON 3KCMEepPTU3bl, IKCNEepPTM3bl 4OKYMEHTOB Ha NekapCTBeHHbI npenapat Ans nonyyeHus
paspelleHns Ha MpoBedeHWe MOCTPErncTpaLMoOHHOTO KITMHUYECKOro WCCNEAOoBaHUS IeKapCTBEHHOro mnpenapata And  MeAULMHCKOro
NpYMEHeHWs], 3a Bbigady paspeLleHns Ha NpoBedeHne NOCTPErncTPaLoHHOMO KIIMHUYECKOro UCCMNefoBaHNs NiekapCTBEHHOro npenapara Ans
MeONLMHCKOrO NPUMEHEHUs!.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-3)

6. MpoBeneHne akcnepTU3bl JOKYMEHTOB ANS MOMyYeHUs pa3peLueHnst Ha NpoBefeHne KNMHWYECKOro UCCneaoBaHns NekapcTBEHHOTo
npenapara Ans MeAULMHCKOrO MPUMEHEHNS N 3TUYECKON 3KCMepTM3bl, COCTaBIIEHNE KOMUCCUEN IKCTIEPTOB U COBETOM MO 3TWKE 3aKIMIOYEHUI O
BO3MOXHOCTM WNW  HEBO3MOXHOCTU MNPOBEAEHUS TaKoro  KIIMHWYECKOro  UCCMedoBaHWs, MOAMUcaHue  3aKMYeHW  YCUNeHHbIMU
KBanMULUMpoBaHHLIMU 3MEKTPOHHBIMW NOANUCAMM U HanpaBrieHe AaHHbIX 3aKMIOYEHUIA B NNYHBIA KaBUHET YNONMHOMOYEHHOro dhenepanbHoro
opraHa WCMONHUTENbHOW BNacTy B €4MHOW CUCTEME OCYLLECTBNSIOTCA B CPOK, HE MpeBbILAWMA ABaauaTn Natn pabounx OHewn co AOHA
HanpaBfeHs B IMYHbIN KabBWHET SKCMepTHOrO y4pexaeHWss B eduHOW cucTeme 3afjaHus  YNnorIHOMOYeHHoro dedepanbHOro opraHa
MCMONHUTENBHOW BMAcTW C NPUNOXEHNEM AOKYMEHTOB, yKasaHHbIX B nyHkTax 3, 4, 10, 11 1 11.1 yactu 2 HacTosLLen cTaTbyl, U HanpaeneHnsi B
NWYHBIN KabWHET coBeTa MO 3TUKE B €AMHOW CucTeMe 3adaHus YMNONHOMOYEHHOro defdepanbHOro opraHa MCMOSHUTENBHOW Bnactn C
NpUnoXeHneMm AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6 1 9 Yactu 2 HacTosiLwen cTaTbMm.

(4actb 6 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. B cpok, He nmpeBbilLaOWWA Tpex pabounx AHen COo AHA HanpaBneHWs B NIMYHbLIA KabUHET YyNOMHOMOYEHHOro dheaepansHOro opraHa
WCMONHUTENBHOW BNacTu B €4MHON CUCTEME 3aKIYEHUN, yKa3aHHbIX B YacTW 6 HACTOsILLEN CTaTbM, YNOMHOMOYEHHbIV deaepanbHbil opraH
UCMOMHUTENBbHON BNacTu:

(B pen. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLLeCTBNAET OLUEeHKY NOoCTynuBLLNX 3aKMYeHun ansa onpegeneHna nx CoOoTBeTCTBUA 3agaHNAM Ha npoBeaeHne COOTBETCTBYHLNX
JKCNepTns;

2) NpVHMMaeT pelleHne O BbiJaye paspelleHVs Ha MNpPOBEAEHWE KIIMHUYECKOrOo MWCCNEeAoBaHWs INeKkapCTBEHHOro npenapata Ans
MeONLMHCKOTO MPUMEHEHUs,, BHOCUT B peecTp BblAaHHbIX pa3peLleHni Ha npoBeAeHVe KIMHUYECKUX WCCNedoBaHWN nekapcTBEHHOro
npenaparta COOTBETCTBYIOLLYIO MHPOPMALMIO N HanpaenseT NocpeACcTBOM €AMHOro nopTana 3asBUTENio UMK B NMNYHBLIA KabuHeT 3asButens B
€dVHON CuCTeMe BbIMUCKY M3 peecTpa BblAaHHbIX paspelleHVin Ha NPOBEAEHWE KITMHUYECKUX WCCREAOBaHUMA NMeKapCTBEHHOro npenapara,
NOANMUCAHHYIO YCUINEHHON KBaNUMULIMPOBAHHON AMEKTPOHHON MOAMUCHIO;

(n. 2 B peg. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3) npuHUMaeT pelleHve 06 oTkase B Bbigaye paspelleHuss Ha NpoBedeHWe KMMHUYECKOro UCCNenoBaHusi fliekapCTBEHHOIO npenapara
AN MeguLUMHCKOTO MPUMEHEHUSI U HanpaensieT NocpeacTBOM €AMHOro rnopTana 3asBUTENi0 UMM B NMYHLIA KaGUHET 3asiBuTens B eauHOW
CcUCTeMe faHHOe peLleHve, NoANMCaHHOe YCUITEHHON KBanULMPOBaHHOW 3MIEKTPOHHON NMOAMMUCHIO, C YKa3aHWeM NMpUYuH 0TKasa.
(n. 3 B pea. ®egepanbHoro 3akoHa oT 30.01.2024 N 1-$3)

8. OcHoBaHueM ans OTKas3a B Bbigadve pa3pelieHna Ha nposeneHune KIMHUYeCKoro uccrneaoBaHuA NekapCTBeHHOro npenapara anda
MEeANUMHCKOIo npuMeHeHua ABndaeTca Hanudne 3akrnioyYeHnAa KOMUCCUKM ISKCNepToB UK 3akrnkyeHuda coBeTa No 3TUKe O HeBO3MOXHOCTU
npoesedeHna KrMHUYeCKoro uccrnegoBaHuA nNeKapCTBEHHOro npenaparta Ana MeguuuHCKOro npuMeHeHusa no pesynbrataM npoBefeHHbIX
JKCnepTns, npeagyCMOTPEeHHbIX YaCcTbio 6 HacTosILLen cTaTbu.

9. PeweHne o6 oTkasze B NPOBEAEHUWM IKCMEPTU3bl [AOKYMEHTOB [AfNsi MONYyYEHUsl pas3pelleHus Ha MpoBefdeHune KIMUHWUYECKOro
nccrneaoBaHusi NekapCTBEHHOMO nNpenapara Anst MEOUUMHCKOrO MPUMEHEHMS 1 3TUYECKON 3KCMepTU3bl 1 B BbiAavye pa3peLLeHnsi Ha NpoBeaeHne
KNMHUYECKOrO MCCreaoBaHus JekapCTBEHHOro npenapata Ans MEeQUUMHCKOrO MpUMEHEHWst MoXeT ObiTb obxanoBaHO B nopsake,
yCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuiickon degepaumm.

KoHcynbraHTlntoc: npymeyaHve.
Monoxenusa ct. 39.1 (B peg. ®3 ot 30.01.2024 N 1-®3), kacarwlimecss NpedoCTaBMneHUsI roc. ycrnyr NocpeacTBOM €AUHOW CUCTEMbI,
npumenstotcsa ¢ 01.01.2025.

Crtartbsa 39.1. 3Tnyeckas akcnepTusa
(BBEegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

1. OTnyeckas JKCnepTnsa npoBoanTCA COBETOM MO 3TUKEe, CO34aHHbIM B nopdake, yCtaHOBMEeHHOM YNOJTHOMOYEHHbIM q)euepaanuM
OpraHOM WCMOMHUTENbHON BriacTW, B LEeNsX BblAayy 3aKmoyveHus 06 3aTnyeckolt 060CHOBAHHOCTN BO3MOXHOCTU npoesegeHna KnnMHN4eCcKoro
nccneaoBaHnsa nekapcTBeHHOro npenapara ana MeanunHCKoro npuMeHeHus.



2. OKcnepTamy coBeTa Mo 3TUKE MOryT OblTb NPeACTaBUTENM MEAULMHCKUX OpraHu3aumii, Hay4HbIX opraHu3auui, obpasoBaTtenbHbIX
opraHv3aumii Beicluero obpasoBaHusl, a Takke NpeacTaBUTENn oBLLECTBEHHbIX OpraHn3aLuiA, PENUIMO3HbIX OpraHn3aLumnii U cpeacTB MaccoBow
WHopMaLmuK. [JaHHble 3KcnepTbl He AOIHKHbI HAXOAUTLCS B KaKOM-NMMGO 3aBUCMMOCTU OT pa3paboTUMKOB NEKAPCTBEHHbLIX NpenapaTos W Apyrmx
1L, 3aMHTEPECOBAHHbIX B pe3yrbTaTtax 9TUHECcKOW aKCNepTm3bl.

3. Onnata ycnyr SKCMepTOB COBETa MO 3TUKE OCYLLECTBISIETCS HAa OCHOBaHUM [OrOBOPA, 3aK/HOYEHHOTO MEXZy YMNONHOMOYEHHbLIM
hefiepanbHbIM OpraHOM WCMONMHUTENBHOW BNAacTW, KOTOPbIM CO34aH COBET MO 3TWUKE, W 3KCNEepTOM COBETa MO 3TWKe, 3a CYET OHMKETHbIX
aCcCUrHOBaHWi, NPeayCMOTPEHHBIX YNOITHOMOYEHHOMY dheaepanbHOMy OpraHy WMCMOSHUTENbHON BRAcTW, KOTOPbIM CO34aH COBET MO 3TUKE, B
denepanbHoMm GlogkeTe Ha COOTBETCTBYIOLUMIA of Ha obecreyeHne ero AesTeribHOCTW, B pa3mepax, YCTAaHOBMEHHbIX [MpaBUTENbCTBOM
Poccwuiickon ®enepaumn.

4. JKcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOA4aTeNnbCTBOM Poccuiickon degepaumm.

4.1. MNpu NpPoBEAEHNN STUYECKOW 3KCMNEPTU3bl He [0MycKaeTcs UCTpeboBaHWe SKCMepToM Yy 3asBuTens NGO WHbIX N, MaTepuarnos,
HeoGXoAUMbIX ONs NpoBedeHUst 3TUYECKOW 3KCmepTu3bl. B crniyyae HedocTaToMHOCTW MpeACcTaBnEHHbIX IKCMEpTy maTepuarnoB B NUYHbIA
KabUHET 3asiBUTENs B €4MHON CMUCTEME YMOSIHOMOYEHHBIM SIMLIOM COBETa MO 3TUKe HamnpaBrisieTcsl 3anpoc O MpeAcTaBlieHnUM HeobXoaMMbIX
marepuanoB, NOANUCAHHbIN PyKOBOAUTENEM (YNONMHOMOYEHHBIM NNLOM) COBETa MO 3TUKE C UCMOMb30BAHWEM YCUITEHHOW KBanUMULMPOBaHHOM
3MEKTPOHHON MoANUCK, a Takke HanpaensieTcs yBeaomneHne o6 ykasaHHOM 3anpoce B NUYHbIA KaGUHET YNonHOMOYeHHOro defepansHoro
opraHa VCMNOSTHUTENbLHOM BNacT B €4VMHON cucTeMe.

(4acTb 4.1 BBeaeHa PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

4.2. 3asButenb o06sa3aH HanpaBUTb B JWYHbIM KabWHET coBeTa MO 9TWUKE B EOUMHOW CUCTEME MOAMUCAHHBIN  YCUITEHHOW
KBanuuULUMpoBaHHON 3MEKTPOHHOW MOAMWCHIO OTBET Ha 3anpoc O NpeAcTaBneHMn HeobXoAUMbIX MaTepuanoB COBETY MO 3TUKE B CPOK, He
NpeBbILLAWMA AEBSIHOCTa pabounx OHEN CO AHsi MOMyYeHUsi COBETOM MO 3TMKE SMEKTPOHHOIO YBEAOMIIEHUSI O MONy4YeHun 3asiBUTeriem
yKa3aHHOro 3anpoca. Bpems co gHS HanpaBrneHusi COBETOM MO 3TUKE B NNYHBLIA KaOVMHET 3asBUTENnst B €OMHOM cucTeme 3anpoca o
npeacTaBneHnn HeobxoanMbIX MaTepuanoB 4O AHSA HanpaBneHus 3asiBUTENEM B fIMYHbIA KabUHET coBeTa No 3TUke B €AMHOM cUcTeme oTBeTa
Ha yKa3aHHbIN 3anpoc He YYUTbIBAETCS NPU UCYUCTIEHUM CPOKa NPOBEAEHNST 3TUHECKON SKCMNEPTU3bI.

(4acTb 4.2 BBeaeHa PefepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

5. CocTtaB coBeTa No 3Tvke, NonoxeHne o6 3ToM COBETe, NMOPSAOK ero AesTeNbHOCTH, TPeGOBaHMS K KBanurKkauum 1 onblTy paboTbl no
9KCMEPTHOW OLEHKE Hay4HbIX, MEOMLUMHCKMX W STUYECKUX acrneKToB KIMHWYECKUX WCCNEAOBaHUA NEKapCTBEHHbIX MpenapaTtoB Ans
MeLULMHCKOTO MPUMEHEHUs!, NpeabsBRseMble K dKCrnepTaMm coBeTa Mo 3TUKe, MOPSAOK OpraHWM3auun U NPOBEAEHUSI STUYECKOW 3KCMepTu3bl,
dopma 3aKnoveHUss coBeTa MO 3TUKE YCTaHaBMUBAKOTCS YMOMHOMOYEHHbIM (beaeparnbHbIM OpraHOM WCMOMNHUTENbHOW BRacTu. Ywucro
npeacraBuTeneit MeaMUMHCKMX OpraHn3aumnii He MOXET NpeBbILAaTh NOMOBKHY OT 06LLEro YMcna aKCcnepToB COBETA MO 3TUKE.

6. VMHdopmaLmsi o cocTaBe coBeTa MO 3TUKe, MnaHax ero paboTbl U Tekyllen AesiTENbHOCTU pa3MeLlaeTcs Ha ouumanbHOM canTe
YNONTHOMOYEHHOTO cheepanbHOro opraHa UCNOMHUTENBHON BracTu B ceTn "MIHTepHeT" B yCTAaHOBNEHHOM UM MOPSiAKe.

KoHcynbraHTlntoc: npumedaHue.
Monoxenns ct. 40 (B peg. ®3 ot 30.01.2024 N 1-®3), kacawwmecs npeaoCTaBleHUs roc. YCryr nocpeacTBOM €AMHOW CUCTEMB,
npumeHsitotesi ¢ 01.01.2025.

Cratbs 40. MpoBeaeHWe KNMHUYECKOrO UCCReAOBaHUSA NeKapCTBEHHOro npenapara Ansi MeAULMHCKOro NpUMeHeHus

1. PykoBoguTenb MeOMLMHCKON OpraHu3auuu, KoTopasi NpOBOAMT KIMHWYECKOe MWCCriefoBaHve eKapCTBEHHOro npenaparta Ans
MeOWLMHCKOrO MPUMEHEeHUs, Ha3HavaeT uccnegoBaTens, OTBETCTBEHHOrO 3a NpoBedeHWe Takoro WCCnegoBaHus W MMmetowero nevebHyto
cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAWMOMY KIMUHMYECKOMY WCCNEfoBaHWI0 NeKkapcTBEHHOro npenapaTta, co craxem paboTbl no
nporpaMmMamM KIMHUYECKUX WCCMedOBaHUI NeKapCTBEHHbIX MpenapaTtoB He MeHee YeM Tpu roAa M MO ero MNPearioXeHuo HasHavaet
covccrnegoBaTenei U3 Yvicna Bpayen aTo MeauLMHCKON opraHn3auum.

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

2. NccneposaTtens ocyulecTBnsaeTr Bbl60p nauneHToB, KOTOpble N0 MeAUUWMHCKMM MOKasaHUAM MOryT 6bITb npueneyeHbl K y4actuio B
KINTMHNYECKOM UccrieqosaHuUM NnekapcTBeHHOro npenapara ana MeanunHCKoro npuMeHeHua.

3. Viccneposatenb 1 couccrienoBaTteny fOMmMkHbI BblTb 03HAKOMIIEHbI C pesynbTaTamMmu AOKIMHUYECKOTO UCCIIEA0BaHNS NEKapCTBEHHOO
CpeacTBa, coaepxallumucst B GpoLUope UccnenoBaTensi, MPOEKTOM NPOTOKOMa KMMHUYECKOTO MCCNefoBaHUs NiekapCTBEHHOMO npenapara ans
MeOMLMHCKOro NpUMeHeHus, pas3paboTaHHbiM pa3paboTYMKOM NleKapCTBEHHOIO Npenapata Miu UHbIM PUANYECKUM JIMLIOM, NPUBMEKAeEMbIM K
opraHv3auunm NPOBEAEHUSI KIMHUYECKOrO WCCIIeAOBaHWUs NEeKapCTBEHHOTO rfpenapata  Afs MeOULMHCKOTO TMPUMEHEHUS, W ApYruMu
MaTtepuanamm Takoro UCCeaoBaHuS.

3.1. PykoBoauTenb MeOWUMHCKOW OpraHu3auuyM B CPOK, He MpeBbllialowuin Tpex pabounx AHeid cO AHA Havana npoBedeHust
KIMUHUYECKOro WCCrefoBaHNa NeKapCTBEHHOrO npenapaTta [Ans MeOUUMHCKOTO MNpUMEHEHMsl, coobliaeT o6 3TOM B YMNOTHOMOYEHHbIN
heaeparnbHbI OpraH UCMONMHUTENBHOWM BNacTy, BblAaBLUNIA pa3peLleHre Ha NPOBEAeHNE TaKoro UCCIeoBaHus, Mo YCTaHOBIIEHHON UM dOpMeE.
(4acTb 3.1 BBeaeHa PepepanbHbIM 3akoHoM oT 29.11.2010 N 313-$3)

4. OpraHu3auuuv, OCYLLECTBMSIOLIME OpPraHn3aumio NpPOBEAEHUS KIMHUYECKOro WCCINEeAOBaHWs FeKapCTBEHHOro npenapata Ans
MEQMLMHCKOrO MPUMEHEHUSI U yKa3aHHble B YacTu 3 ctatb 38 HacTosiwero PepepanbHOro 3akoHa, B crnyyae HeobXogMMOCTWM BHECEHMS
M3MEHEHUI B MPOTOKON KIMHWYECKOrO UCCIeOoBaHWs NeKapCTBEHHOrO Mnpenaparta Ans MeauLMHCKOro MpuMMeHeHust coobluaot o6 3Tom B
YMOMHOMOY€EHHbIV deAeparnbHbli OpraH WCMOMHUTENBHON BMacTW, BblAaBLWIMA paspelleHne Ha MNpoBeAeHMe TaKoro MWCCNefoBaHus, Mo
yCTaHOBMEHHON UM dhopme.

(B pea. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4.1. ®opma cOOOLIEHNA O BHECEHUM W3MEHEHWU B MPOTOKON KIMHWYECKOro WCCNEeqoBaHUs eKapCTBEHHOro npenaparta Ans
MeOMLMHCKOTO NMPUMEHeHUs oMmKHa CoaepXKaTb criedytowme CBeaeHNs:

1) HavMeHoBaHue, MAeHTUMUKALMOHHBIN HOMEP 1 AaTa NPOTOKoNa KIMHUYECKOro NCCnefoBaHus;



2) paTta BHECEHMUS U3AMEHEHWI B NPOTOKON KIIMHUYECKOro UCCneaoBaHus;
3) HaMMeHOBaHWe 1 MECTO HaxXOXOeHUs 3asBUTENS;

4) HanMeHOBaHWe opraHn3aLumn, NPUBNEYEHHON Pa3paboTUMKOM NeKapCTBEHHOro npenapaTa K opraHu3auum NpoBeAEHNS KIIMHUYECKOro
ncecnegoBaHus (Mpy Hanuymm);

5) HaMMEHOBaHUS N MecTa HaxoXAeHUss MeaULMHCKUX OpraHn3aLmin, B KOTOPbIX NPOBOANUTCS KMMHUYECKOE UccrneqoBaHue;
6) Aara Bblaadun paspelleHnsa Ha nposegeHne KnnmHn4eckoro nccrnegoBaHna n HOMep 3Toro paspellueHns;

7) N3MEHeHWs, BHOCHMbIE B NMPOTOKO KIMMHUYECKOTO UCCreaoBaHus.
(4acTb 4.1 BBeaeHa PefepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBbllawWui ABaguaTM BOCbMU paboynMx AHEN CO AHS MOMyYEeHUs yKasaHHOTO B 4YacTu 4 HacTosleln cTaTbu
COOOLLEHMS, YNONTHOMOYEHHBIV (hefeparnbHbI OpraH UCMOMHUTENBHON BNacTy paccmMaTpuBaeT 3TO COOBOLLEeHNE B YCTaHOBMEHHOM UM Nopsiake v
NPVHUMAET pelleHne O BHECEHUW WM3MEHEHWN B MPOTOKOM KMMHWYECKOro WMCCNeaoBaHWA NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NpUMeHeHUst unu o6 oTkase BO BHECEHWM TakUX W3MEHEHW, MOANWCAHHOE YCUIEHHOW KBanuULMPOBAHHON 3MEKTPOHHOW MOAMNMUCHIO,
nocpeACcTBOM HanpaBlieHNst COOTBETCTBYHIOLLErNO PELUEHNs B NUYHbIA KabuHeT 3asBuUTeNns B eauHoOW cucteme. Npu paccMOTpeHnn coobLLEeHNS O
HeobX0AMMOCTN BHECEHUS N3MEHEHWIN B MPOTOKON KMMHUYECKOro NCCNeAoBaHNA NekapCcTBEHHOro npenapaTa Anst MEAULIMHCKOrO NMPUMeHeHUs
B Lensx oueHkn oBOCHOBaHHOCTM MpeadnaraembiX W3MEHEHWA W OnpedeneHust CTeneHu pucka Ans nauveHToB, MPUHMMAKLWMX yyacTve B
KMUHWYECKNX UCCNEAoBaHNSAX, YNONMHOMOYEHHbIM dbefeparnibHbIM OpPraHoM MCMOMHUTENBHOW BMacT MOTyT MpUBMEKaTbCst 9KCNepThbl cCoBeTa no
3TWKe 1 (MNK) BKCMEPTbI AKCMEPTHOTO YYPEXAEHUS.

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

6. KnuHuyeckoe wccrnepoBaHWe NeKapCTBEHHOrO npenapata Afls MeAMLMHCKOTO MPUMEHEHWUSI MOXET ObiTb MPUOCTAHOBMEHO WU
NpekpaLleHo, ecrnu B MpOLECcCe €ro MPOBEAEHUsi OOHapyXeHa OMacHOCTb AMNs KM3HW, 300POBbsi MauUMEHTOB. B cnyyae BO3HWMKHOBEHUS
OMacHOCTW AJIS1 XXWU3HW, 300POBbs MaLUMEHTa, Y4acTBYIOLLErO B KMUHUYECKOM WCCIedoBaHWM NeKapCTBEHHOMO npenapaTta Ans MeaULUHCKOro
NpUMeHeHus:, nccrneposaTeny 06s13aHbl NPoMHOPMUPOBaTL 06 STOM PYKOBOAUTENS MEAWLIMHCKON OpraHu3aLmm U opraHusaumio, nony4mBLLyio
paspeLLeHne YNONHOMOYEHHOTO heaepanbHOro opraHa WCMOMHUTENbHOW BMACTWM Ha OpraHW3auuio NpoBedeHUsT KIMHUYECKOrO UCCIefoBaHUs
nekapcTBeHHOro npenapata. PelleHWe O NPUOCTAHOBMEHWM KMUMHUYECKOrO WCCrefoBaHWs JleKapCTBEHHOro npenapara ans MeauuMHCKOro
NPUMEHEHUSI MPUHMMAIOT PYKOBOAMTENb MEAMLMHCKOW OpraHvM3auunm W (Unu) opraHv3aumsi, nonyyvBlUasi paspelleHWe YMOrHOMOYEHHOTO
cdhenepanbHOro opraHa UCMONMHUTENBHOW BMAcTU Ha OpraHW3auuio NPOBEAEHMS KIIMHUYECKOTO UCCNEAOBaHWS NEKapCTBEHHOrO npenapara Ans
MEOWLMHCKOTO MPUMEHEHUs, pelleHne O MNpPeKpalleHUn TaKoro WCCNefOBaHWs MPUHUMAET YMOSNIHOMOYEHHbIN  dbedeparbHbIi  opraH
UCMOMHUTENBHOW BNAacTh Ha OCHOBaHUM COOGLLEHUS! B MUCbMEHHOW (hopMe pyKOBOAMTENS MEAULMHCKOW OpraHvM3aumu Wnv opraHusauus,
nonyyMBLUasi pa3peLleHne YNonHOMOYEHHOTo defeparibHoro opraHa WCMONHUTENbHOW BRAcTU Ha OpraHu3auuio NPOBEAEHUSI KIIMHUYECKOTO
1ccrneaoBaHus NekapcTBEHHOTo Npenapata Anst MeayLMHCKOTo NPUMEHEeHUsI.

7. B cpok, He npeBblalOWMiA NATU paboynx OHEN €O [AHS 3aBepLUEHWs, NPUOCTAHOBMEHWSI UMW MPEKPaLLEHUst KIMUHUYECKOrO
nccrneaoBaHust NeKapCTBEHHOTO Npenapara Anst MeAULMHCKOTO NPUMEHEHWs1, coobLleHne 06 3TOM HanpaBnsieTCs opraHUu3auusaMm, ykasaHHbIMU
B Yactm 3 crtatbum 38 HacTosiwero ®degepanbHOro 3akoHa, B YMOMHOMOYEHHbIM hedepanbHbli OpraH WCMONMHWUTENbHOW BRacTu Mo
yCTaHOBMEHHON UM dopme.

8. dopma coobLLEHNS O 3aBEpPLUEHUM, NMPUOCTAHOBMNEHUN UMK NMPeKpaLLeHUN KIIMHUYECKOTO UCCNeqoBaHNs NekapCTBEHHOro npenapara
AN MeaVLUMHCKOTO NPUMEHEHUs JoMmKHa CoaepXKaTh:

1) MHOPMaLMIO O MEAULIMHCKOWM OpraHM3aLmmn Un MeaULIMHCKMX opraHu3auusix, NPOBOAMBLUKX AaHHOE UCCriedoBaHue;
2) onucaHve 0aHHOro UCCMEeNoBaHus;

3) AaHHble nccnepoBaTens (bamunusa, MMs, OTHECTBO, MecTo paboTbl, 3aHMMaemasi JOMKHOCTb, CreumanbHOCTb, CTax paboTbl Mo
nporpaMmMamM KIMHUYECKNX NCCIefoBaHNi NeKapCTBEHHbIX NMpenapaToB, NepeveHb KIMMHUYECKNX NCCNe[oBaHNin NekapcTBEHHbIX NpenapaTos, B
KOTOPbIX OH MPUHMMan y4YacTue (nepuoabl y4acTus) B ka4ecTse UCCnefoBaTens unm concenenosarens);

(B pea. ®egepansHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT [aHHOrO MCCNefoBaHWs (3aBeplueHue, NPUOCTaHOBMIEHWE WINW NpeKpalleHWe AaHHOro UCCegoBaHus C yKasaHWem ux
MPUYMH U BNUSIHUSE Ha OLIEHKY €ro pesynbsraTtoB, OOLLyt OLEHKY pUcka U OXWAAEMOW Mofb3bl OT NPUMEHEHUS UCCrieyeMOoro NeKapCTBEHHOIO
npenapara, a Takke npegnonaraemMble anbHenmne JEeNCTBUs).

8.1. MNpwn BbiiBNeHUM degepanbHbIM OpraHoM UCMOMHUTENbHOW BRacTh, OCYLLECTBASIOWMM YHKLUMM MO KOHTPOIO U HaA30py B cdepe
30paBOOXPaHeHNs, HapyLeHn NpPaBun Haanexaluen KINMHUYECKOW NpakTUKU Npu NPOBEAEHUN KIIMHUYECKOrO UCCMNeAoBaHNS NeKapCTBEHHOIO
npenaparta, BAMSAIOWMX Ha MOMHOTY W (MNM) AOCTOBEPHOCTb [AAHHOTO KIMHWYECKOro WCCMEAOoBaHUs, yKa3aHHbI dedepanbHbli opraH
MCNOSHNTENBHON BNacTu NpUOCTaHaBnNMBaeT NpPoBedeHUe [aHHOTO KMMHWYECKOro WMCCNeaoBaHWs WM BbIHOCWUT MEAWMLMHCKOW OopraHvu3auvu, B
KOTOPOW MpOBOAWTCS AaHHOE KMMHWYECKOoe WCCrefoBaHue, npeanucaHve o6 yCTpaHeHUM BbISIBMEHHbIX HapylieHun. [Mpu HeycTpaHeHun
MeOVLMHCKON OpraHuM3aumen BbISBMEHHbIX HapyleHW B YCTaHOBMEHHbI B MNpeanncaHuM CPOK YKasaHHbIM  dedeparnbHbli  opraH
UCNOSHUTENBHON BRacTV MPUHUMAeET peLleHue O MNpekpalleHu MPOBEAEHUS KNMHUYECKOro WCCrefoBaHus NlekapCTBEHHOro npenapara u
HanpaBsnseT B defepanbHbil OpraH UCMOMHUTENbHOW BMacTu, OCYLECTBRAWMNA PyHKUMM No BblpaboTke u peanusauum rocyaapCTBEHHOM
MOMUTUKA U HOPMATVMBHO-NPABOBOMY PErynvMpoBaHuio B cdpepe 30paBOOXPaHEHUsi, 3akMlodeHWe O BbISBMEHWM NpU NpOBeAeHUM AaHHOro
KIMWHNYECKOro UCCNEeAoBaHUst HapyLUEHW NpaBun Hagnexallen KNMHUYECKON NPakTUKU ANS NPUHATUS pelleHnst 06 OTMeHe paspeLueHust Ha
OpraHun3aumio NPOBEAEHUST AaHHOTO KMMHUYECKOrO MCCNEA0BAHNS C AaTbl MPUHATUSA PELUEHUS O NPUOCTaHOBMEHUN NPOBEAEHNS KITMHUYECKOro
nccnepgoBaHua NekapcTBeHHOro npenapara.

(vactb 8.1 B peq. ®egepanbHoro 3akoHa ot 13.07.2015 N 241-93)

8.2. Mpun npoBeaeHN KIMHUYECKOrO UCCefoBaHns NekapCTBEHHOro npenapara Ans MeauuMHCKOro npuMeHeHus B crny4yae yToYHeHusA
(VI3MeHeHVIFI) AaHHbIX, coaepXXallnxca B pa3pelieHnn Ha nposegeHne aHHOro KrnnMHUYeCcKoro nccrenosaHud, Ha OCHOBaHMM HanpaBlieHHOro B
NNYHBIV KAaOUHET YNOJIHOMOYEHHOro d)e,qepaanoro OpraHa VCMONMHUTENbHON BNacTV B €4UMHON CUcTeMe O6an.leHI/IFI 3adaBsuUTend, noanncaHHoro
chIJ'IeHHOVI KBanNMMULUMPOBAHHOW 3MNEKTPOHHON NOANUCHIO, C NPUIOXEHNEM MOTUBUPOBAHHOIO o6ocHoBaHuA U AOKYMEHTOB, noATBepKaakoLWwmnx



HeobXOAUMOCTb YTOYHEHWS AaHHBIX, YMOMHOMOYEHHbIM dheAeparnbHbI OpraH WCMOMHUTENbHOW BNacT B CPOK, HE MpeBbILLAWMA ABaaLaTv
BOCbMW paboumx [AHEen co AHA MOCTYMMeHWs Takoro obpalleHus, BHOCUT W3MEHEHWs B paspelleHne Ha npoBedeHue KIMUMHUYECKOro
nccnepoBaHus NiekapcTBeHHOro npenapaTa Ans MeAULMHCKOrO NpUMEHEHWS U PeecTp BbiAaHHbIX paspeLleHnil Ha NPOBEAEHNE KITMHUYECKMX
uccneaoBaHW NeKapCTBEHHbIX MpenapaTtoB, a TakkKe HamnpaBnseT B NWYHbIAN KaOUHET 3asABUTens B €4MHOW CUCTeMe BbIMUCKY U3 peecTpa
BblAAHHbIX pa3peLueHnii Ha MPOBEAEHWe  KIMUHUYECKUX WCCNeaoBaHUA NEeKapCTBEHHbIX MpenapaTtoB, MNOAMMCAHHYI0  YCUNEHHOMN
KBanMuULUMpoBaHHOW 3MEKTPOHHON NOANMCHI0, MMBO NpUHUMaeT pelleHne 06 oTka3e BO BHECEHWUWN U3MEHEHWI B pa3peLleHne Ha nposedeHne
KIMMHWYECKOTO VCCNEefoBaHNS JIeKapCTBEHHOro npenapata Ans MeAVLUMHCKOTO MPUMEHEHMS U HanpasnseT B NWYHbIN KabuHeT 3assuTtens B
€[IMHOW CUCTEeMe 3TO peLleHne, NoANMCcaHHOe YCUNEHHON KBanMMULIMPOBaHHOW 3MNEKTPOHHOM MOAMUCKIO0, C YKadaHNeM NPUYMH oTKasa.

(4actb 8.2 BBegeHa PenepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

9. YnonHoMo4eHHbI dedeparnbHbIl OpraH UCNOMHUTENbHOW BNacTy ony6rnvMKoBbIBAET N pa3MellaeT Ha CBOeM oduumanbHOM canTe B
cetn "MIHTepHeT" coobLueHrne o 3aBepLUeHUN, MPUOCTaHOBMNEHUN UMW NPEeKpaLLEHNN KIMHUYECKOTO UCCneaoBaHUs NIekapCTBEHHOMO npenaparta
ONst MEAWULIMHCKOTO NMPUMEHEHNSI B CPOK, HE NMPEBbILLAIOLLUIA NATU paboyunx AHEN Co AHS ero NnoryyYeHus, B yCTaHOBMEHHOM UM MOpsiaKe.

10. YnonHomouYeHHbINn deaeparnbHbIi OpraH UCMONMHUTENBHON BNacTu OCYLLECTBASIET BedeHne peectpa uccriegosatenem, NpoBoasilLmx
UM NPOBOAMBLUMX KIMHWYECKME WCCIEAOBaHNSA FeKapCTBEHHbIX MpenapatoB Ans MeAWMUMHCKOTO MPUMEHEHWs, B COOTBETCTBUM C
YTBEPXAEHHBIMA UM MpaBUnaMn M pas3MeLlaeT ero Ha cBoem oduuuanbHOM canTe B ceTu "MIHTepHeT" B YCTaHOBMEHHOM WM Mnopsake.
YKasaHHbIN peecTp CoaepXuT nHpopmaLmio, NPeayCMOTPEHHYI0 NyHKTOM 3 YacTu 8 HacTosiLen cTaTbu.

11. OT4eT O pesynbraTax KMMHUYECKOr0 UCCMNefoBaHWs NleKapCTBEHHOro mpenaparta Ans MeAMLMHCKOro NpYMEHEHUst coCTaBnsieTcs
opraHusaumen, ykasaHHon B 4Yactu 3 ctatbu 38 HacTosiwero ®efepanbHOro 3akoHa, U NpeacTaBnsieTcs B YNOMHOMOYEHHbIV degepanbHbli
opraH WCMOMHUTENbHOW BRacTu, BblAaBLUMIA paspelleHue Ha MNpoBedeHWe 3TOro MCCEeAOoBaHWs, B CPOK, He MpeBbIlLAlLMA ABeHaauath
MecsiLeB CO [HSA ero 3aBepLUeHUsi, NPUOCTAHOBMEHUA WM NpekpalleHusl, B nopsake, yCTaHOBMIEHHOM YMOMHOMOYEHHbIM dbeaepanbHbIM
OpraHoM MCMOSHUTENBHOM BNacTu.

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

12. HapyweHve npaBun Hagnexawienh KIMHUYECKOW MpaKTukM, danbcnudukaums pesynsTtaTtoB  KIMHWUYECKOro  UCCreaoBaHust
rleKapCTBEHHOro npenapaTta AN MEAULMHCKOrO NMPUMEHEHUst BIeKyT 3a COOON OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon depepauun.

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

13. MNpy NpoBeAeHNN KIMHUYECKOTO UCCNEAOBaHNS NekapCTBEHHOrO NpenapaTa Ans MEAULIMHCKOrO NpUMeHeHus gonyckaeTcst 3abop y
naumneHToB Gronornyecknx matepuanos (obpasubl 6UONOrMYECKUX XKUAKOCTEN, TKAHEW, CEKPETOB U MPOAYKTOB XU3HEAEATENbHOCTM YerioBeka,
(HV3NONOTNYECKMX W NaTONIOMMYECKMX BblENEHN, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHW3MOoB, GUOMNCUIHBIA MaTepuan) aAns ux usy4yeHus B
Poccwiickon ®epnepaumm n (unn) 3a npegenamu Poccuiickon ®egepauuu.

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

14. TMopsigpok BBo3a B Poccuiickyto Pepepaumio 1M BbiBo3a 3a npegensl Poccuiickon Pepepaummn Guonormyecknx Matepuarnos,
MOMNyYEeHHbIX NPY NPOBEAEHUN KIMUHWYECKOrO UCCreOoBaHWsl NIeKapCTBEHHOMO npenaparta Ans MEQULIMHCKOrO MPUMEHEHUs, YyCTaHaBnmBaeTcs
MpaBuTenbctBoM Poccuiickon ®enepavmm.

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

Cratba 41. ﬂOFOBOp O npoBegeHUN KIIUMHUYECKOro wuccrnenoBaHusa JeKapCcTBeHHOro npenapata AnAa MeguUuMHCKOro
npuMeHeHus

1. KnuHnyeckoe nccnegoBaHune nekapcTBEHHOrO npenapara Afst MeavUMHCKOro NPUMEHeHUst NPOBOAUTCSI B COOTBETCTBUM C JOFOBOPOM
O NpOBEAEHUM KIIMHUYECKOTO MWCCRefoBaHUst NEeKapCTBEHHOro mnpenapata Ans MEeAUUMHCKOrO TMPUMEHEHUS, 3akniovyaeMblM  Mexay
opraHv3auuei, nonyymBLUIei pa3peLlleHne YnoriHOMOYEHHOro heaepanbHOro opraHa MCMOSHUTENBHOW BMACTW Ha OpraHM3auuio NpoBEAeHUs
TaKoro UccrefoBaHus, U MeQULMHCKON opraHu3aumen, ocyLLeCTBSIOLLEN NPOBEAEHNE TaKOro UCCNENOBaHMSI.

2. [oroBop O npoBefeHUM KNUHUYECKOTO WCCMELOBaHWsi NekapCTBEHHOro npenapaTta Ansi MeAULMHCKOTO MPUMEHeHWUsl LOIhKeH
cofepxarb:

1) ycnoBus 1 CPOKv NPOBEAEHMUSI AAHHOTO UCCEeO0BaHus;

2) onpeneneHve obuen crommocTtu nporpamMmmbl gaHHOro UccnegoBaHWA C yKasaHWEM CyMMbl, npegHasHavatowencs Ans sbinnat
ncecnenoearenam, conccrnenoBartenam,

3) onpegerneHve gopmbl npeacTaBneHns pe3ynbratoB [OaHHOro uccnenosaHua B yI'IOJ'IHOMOLIeHHbIVI degepanbHbIn - opraH
MCMONHUTENLHON BNacTu.

Cratba 42. ®PuHaHcOBoe obecneyeHue KIMUHUYECKOrO UccrefoBaHUA NeKapCcTBeHHOro npenapata And MegWUUHCKOro
npumMmeHeHus

PuHaHcoBoe obecneyeHne KMMHUYECKOTrO UCCNe[0BaHNs JleKapCTBEHHOro npenapara anda MeanuymMHCKOro npuMmeHeHna oCcyLecTBnaeTcA
3a c4yert:

1) cpencTB cbeaepanbHoro broaxeta;

2) cpeacrtse 0praHM3auV||7|, nony4ymBWnNX paspelleHne Ha opraHu3auui npoesefeHua OaHHOro uccnenoBaHuda, B COOTBETCTBUUM C
ycnosmaMU goroeopa o ero nposeaeHunn;

3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenbCcTBOM Poccuiickon deaepaumm UCTOYHUKOB.

Crartbs 43. MpaBa naumeHTOB, y4acTBYIOLWMX B KITMHUYECKOM MCCIlef0BaHUM fieKapCTBEHHOro npenapara Ans MeauuUHCKOro
npUMeHeHus



1. YyacTne nauMeHTOB B KIMHUYECKOM WCCIEAOBaHUM JEKAPCTBEHHOTO rMpenaparta Ans MeAWLMHCKOTO MPUMEHEHUsT SIBMsieTcst
006POBOSbHBLIM.

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.01.2025 B a63. 1 4. 2 cT. 43 BHocATCA M3MeHeHus (P3 ot 30.01.2024 N 1-D3).

2. MauneHT nnm ero 3akOHHLIN NpeacTaBuTeNb AOMKeH BbiTb MHOPMUPOBAH B MMCbMEHHONM hopMe:

1) 0 nMeKapcTBEHHOM npenapare ANs MEAMLMHCKOTO MPUMEHEHUSI U CYLLIHOCTU KITMHWYECKOrO WCCNEAOoBaHWsl 3TOr0 NeKapCTBEHHOo
npenapara;

2) 0 6e30MacHOCTU NEeKapcTBEHHOro npenapara Ons MeAMLIMHCKOTO MPUMEHEHUs, ero oxmaaemoi apeKTUBHOCTM U CTENeHU pucka
ANs nauveHTa;

3) 06 yCnoBuAxX y4actua naumeHTa B KIMMHMYEeCKOM 1UccnenoBaHn nekapCcTBeHHOro npenaparta onda MeguumMHCKOro npuMeHeHus;

4) O uenn wunn uenax n NPOAOIMKUTENbHOCTU KIMMHUYECKOro uccnegoBaHuUA nekapCcTBeHHOro npenapara and MeauumHCKoro
NpUMeHeHus,;

5) 0 pencTBUSIX NaUMeHTa B CryyYae HenpeaBUAEHHbIX 3((EKTOB BIIMSIHUSA NEKAPCTBEHHOTO Npenapara Ansi MEAVLMHCKOTO NPUMEHEHNS
Ha COCTOsIHME ero 340pPOBbS;

6) 06 ycnoBusix 06s3aTeNbHOro0 CTpaxoBaHUS XU3HWU, 300POBbS MaLMEHTa;

7) O rapaHTusiXx KOHMUAeHUManbHOCTU ydHactma naumeHta B KIMUMHUYECKOM UccrnenoBaHUM  JNeKapCTBEHHOro npenaparta Ana
MeONUUHCKOro npuMeHeHus.

KoHcynbraHTlntoc: npumedaHue.
C 01.01.2025 u. 3 cT. 43 nsnaraetcsa B HoBou pegakumn (P3 ot 30.01.2024 N 1-D3).

3. D,OGpOBOJ'IbHoe cornacune naumeHta Ha ydactne B KIMHUYEeCKOM uccrnenoBaHUM NeKapCTBEHHOrNo npenaparta ana mMeauunmHCKoro
npuMeHeHna noaTeepXXaaeTca ero noanucbio U NoANMUCbHIO ero 3aKkoOHHOro npeacrtaBuTena Ha I/IHd)OpMaLWIOHHOM NINCTKEe nauneHTa.

4. TlaumeHT unmn ero 3aKoHHbIN npencrtaBuTeNnb UMeeT NpaBO OTKasaTbCA OT y4acTuA B KINMHMYECKOM MccrnenoBaHUM NekapCTBEHHOro
npenaparta ana MmeanunHCKoro npuMeHeHna Ha niobon cragum npoBefeHna Takoro nccnengoBaHua.

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.01.2025 B 4. 5 cT. 43 BHOCATCS U3MeHeHus (P3 ot 30.01.2024 N 1-$3).

5. MNposegeHne KNMUMHNYECKOro UCCNeaoBaHUs MeKapcTBEHHOro npenaparta A MeAULMHCKOrO MpPUMEHEHUsI C y4acTMeM B KayecTBe
nauMeHToB AeTel JOMycKkaeTcs TOMbKO C COrnacus B MUCbMEHHOW copme ux poauTenei, ycbiHoBuTenen. [letn MoryT paccmatpuBaTbCsi B
Ka4yecTBe MoTeHUManbHbIX NauMeHTOB Takoro NccneaoBaHns, TONbKO eCrnu ero npoeeAeHne HeobXoanMo AN YKpenneHns 300poBbs AeTen unm
NPOUNaKTUKN MHEKLMOHHBIX 3aboneBaHuii B 4eTCKOM BO3pacTe MMBOo ecnu Lienbio Takoro MCCMefoBaHus SBMAETCS NOMyvYeHue AaHHbIX O
Haunyyllen JOo3MpOBKe NleKapCTBEHHOro npenaparta Ans fedyeHust geTeil. B aTux cnyyasix TakoMy WCCnefoBaHWI0 OOSMKHO NpeawecTBoBaTb
KMMHWYECKOe WCCrefoBaHNe neKapCTBEHHOro mnpenapaTta Ans  MeOWUMHCKOTO MPUMEHEHUSt Ha COBEPLUEHHOMETHWMX rpaxaaHax, 3a
UCKIIOYEHNEM Crly4YaeB, eCcrn uccredyeMblin NieKapCTBeHHbI npenapaTt AN MeAWLMHCKOTO MPUMEHEeHUs NpeaHasHayYeH UCKMIoYNTENbHO ANns
MCNob30BaHUsi HECOBEPLUEHHONETHUMU rpaxaaHamm.

(B pen. ®epepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoesegeHne KnnMHU4Yeckoro uccrnegoBaHua nNekapcTtBeHHOro npenaparta and MegmunHCKoro npuMmeHeHna ¢ ydactmem B
Ka4yeCcTBe NauneHTOB:

1) oeTen-cMpoT u AeTel, ocTaBLUMXCs 6e3 noneyeHns poautenei;

2) XeHWWH B nepuop GepemMeHHOCTU, XEeHLIMH B Mepuof rpyaHOro BCKapMIMBaHWS, 3a MCKIIOYEHWEM CryvyaeB, eCcnvi NpoBOAMTCS
KNMHUYeCKoe WccrenoBaHWe IeKapCTBEHHOTO MpenapaTa, NpedHa3HaYeHHOro ANs yKasdaHHbIX >KEHLUMH, MpU YCroBUM HEOGXOAMMOCTU
nony4yeHns MHgopMaLmmn ToNbKO BO BPEMS NPOBEAEHUSI COOTBETCTBYHOLLUMX KIMHUYECKUX UCCIeA0BaHU U NPUHSATAS BCEX HEOOXOAUMbIX Mep
MO MCKMIOYEHWIO pUCKa HAaHECEHUs! Bpeda XeHLMHe B nepuof GepeMeHHOCTU, KEHLUMHe B Nepuop rpyaHOro BCKapMIMBaHWA, mnogy unu
pebeHky;

3) BOEHHOCNYXaLUMX, 3a UCKIIOYEHNeM CryyaeB NPOBEAEHNS KNMHWYECKOro UCCNeaoBaHUs NieKapCTBEHHOro npenapara, cneuuansHo
pa3paboTaHHOro ANs NPUMEHEHUs! B YCIOBUSIX BOEHHbIX OEeNCTBUIA, YpesBblHaliHbIX CUTyauui, NpounakTuku u nedeHus 3abonesaHwin n
NMOPa’XKeHWI, NOSyYEHHbIX B pe3yrnbraTe BO3AEVCTBMSA HEONaronpusaTHbIX XMMUYECKMX, BUONOrMyecknx, paanaumoHHbix aktopos. KnuHnyeckoe
uccrnegoBaHue Takoro feKapcTBEHHOrO npenapaTta MOXEeT MPOBOAWTLCS C yvacTMeM B KavyecTBe NaLMEHTOB BOEHHOCMYXaluuX, 3a
UCKIIOYEHNEM BOEHHOCHYXXALLMX, MPOXOASALLMX BOEHHYI0 crnyxOy no npusbiBy, ¢ cobniogeHnem TpeboBaHUiA, YCTaHOBMEHHbLIX HaCTOALLMM
dPenepanbHbIM 3aKOHOM B OTHOLLEHUW FPaXAaHCKUX NNLL;

4) COTPYAHUKOB NPaBOOXPaHWUTENbHbLIX OPraHoB;

5) nnu, oTOLIBAIOLMX HaKa3aHne B MecTax NUeHns CBoBoAbI, a Takke ML, HaxoasLMXCs Noj CTpaxen B CrieACTBEHHbIX N3onsaTopax.

KoHcynbraHTtlntoc: npymeyaHuve.



C 01.01.2025 B 4. 7 cT. 43 BHOCcATCS 3MeHeHus (O3 ot 30.01.2024 N 1-®3).

7. [onyckaetcsa npoBeeHVME KIMHMYECKOrO MCCNeaoBaHUs JeKapCTBEHHOro mnpenapata  Ans  MEeAVMLUHCKOTO  MPUMEHEHMS,
npefHa3HayeHHoro Ans nevYeHusl ncmMxuyeckux 3aboneBaHui, ¢ yyacTMEM B KayecTBe MaUMEHTOB NUL C MCUXMYECKUMK 3abonesaHusmu,
NPU3HaHHbIX HeaeecrnocobHbIMU B MOpsiAke, YCTAHOBIIEHHOM 3akoHogaTenbCTBOM Poccunckon depepaumn. KnuHunyeckoe wuccnegoBaHue
NeKapCTBEHHOrO npenapara B 3TOM Criydae NpoBOAUTCS MPY Hanu4uMmn cormnacus B NMCbMEHHOW (bopMe 3aKOHHbIX NMpeacTaBuTenen ykasaHHbIX
nmu.

Cratba 44. OGsA3aTenbHoe cCTpaxoBaHME XW3HW, 340POBbsS NaLMEHTa, y4yacTBYHLIEro B KIMHUYECKOM WccriefoBaHUU
rekapcTBeHHOro npenapara Ansi MeauLMHCKOro NpMMeHeHus
(B pea. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHmaauMﬂ, nony4yuellaa paspelleHne Ha opraHusauuio npoBeneHUs KNnMHUYeCKoro uccnenoBaHua nekapCTtBeHHOro npenapara
ana MeauumMHCKOro npuMeHeHus, obsizaHa B KavecTBe CTpaxoBaTens CTpaxoBaTb PUCK NPUYUMHEHUA Bpeda XU3HWU, 300POBbK MauueHTa B
pesynbrate npoBeaeHua KIMHUYEeCKOro uccnegoBaHua nekapCTBeHHOro npenapara ana MeguuuHCKOro npumMeHeHua 3a CBOW cuyeT nytem
3aKr4yeHuna goroesopa obszaTensHoro CTpaxoBaHu4.

2. O6bekTOM 0653aTENBHOIO CTpaxoBaHUA ABNAETCA I/IMyLLleCTBeHHbIIZ MHTEepeC nauneHTa, CBSI3aHHbIV C npuynHeHnem Bpena ero Xn3Hu
nnn 300pOBbI0 B pe3yrnbraTte npoBeaeHUA KIMHUYECKOro nccrneaoBaHna nekapCcTBeHHOro npenapara ana MmegmunHCKoro npuMeHeHus.

3. CTanOBbIM cny4yaemM no Oorosopy 06s3aTenbLHOro CTpaxoBaHUA ABNAeTCA CMepTb nNauneHTa Unu yxyaleHue ero 3gopoBbd, B TOM
vyucne Brekylliee 3a cobon yCTaHoBlieHMe NHBaNMaHOCTU, NpU Hanu4dumn NPWYNHHO-CNEACTBEHHON CBA3MN MexXxay HacTtynneHuem 3Toro cobbITuA
N yqactmem naumneHTa B KInMHMYeCKOM uccrnenqoBsaHnUn nekapCTtBeHHOro npenaparta.

4. Tpe6OBaHMﬂ O BO3MelLLeHU Bpeaa, NMPUYUHEHHOrO XU3HU UMW 300POBbLI0 NaUMeHTa, NPeabsBNSATCS B TEYEHWe CPOKOB MCKOBOW
OAaBHOCTHN, YCTAHOBJIEHHbIX rpaXaaHCKUM 3aKOHOOATENIbCTBOM.

5. Pasmep cTpaxoBow BbinnaTel No gorosopy o6si3aTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B Cny4dyae CMepTu nauueHTa gBa MUNJIMOHa py6r|e|7| Ha Kagoro nauuveHTa, y4YacTBOBaBLUEro B KIMHWYECKOM uccrnegoBaHum
NeKapCTBEeHHOro npenaparta,

2) Npy yxyALEHU 300POBbs NaLMeHTa:

a) noenekwem 3a cobol yCcTaHOBNEHME MHBaANMAHOCTW | rpynnbl, OOMH MWUMMWOH MATLCOT ThiCAY pybnen Ha Kaxgoro nauueHTa,
y4acTBOBABLLETO B KIMHUYECKOM NCCMeAoBaHUN NEKapCTBEHHOrO npenapara;

0) noenekwem 3a cobon ycTaHOBMNeHWe MHBanuAHocTu Il rpynnbl, OAMH MWUAMMOH pybner Ha Kaxgoro nauveHTa, y4acTBOBaBLUErO B
KMUHWYECKOM VCCreA0BaHNM NeKapCTBEHHOTO npenapara;

B) nosnekwem 3a cobon yctaHoBneHwe vHeanugHocTu Il rpynnbl, NATbCOT ThicAY pybnen Ha kaxgoro nauueHTa, yyacTBOBaBLUErO B
KIMUHWYECKOM VCCreA0BaHNM NeKapCTBEHHOTO npenapara;

r) He NoBrnekweM 3a cobon yCTaHOBNEHMS MHBAaNUAHOCTK, He Bonee Yem TpucTa ThicaY pybnen Ha KaXaoro naumeHTa, y4acTBOBaBLUEroO
B KIMMHWMYECKOM WCCMefoBaHUM NeKapCTBEHHOro npenaparta, UCXods M3 HOPMaTMBOB, OTPaXallMX XapakTep W CTeneHb MOBpeXAaeHus
3[0pOBbs,, @ Takke (DaKTU4ECKN MOHECEHHbIX MaLMeHTOM PpacxXoAdoB, BbI3BaHHbLIX MOBPEXAEHWEM 3A0POBbS, HAa MEAWMLMHCKYIO MOMOLLb,
npvobpeTeHne nekapcTBEHHbIX NpenapaTos.
(nn. "r" B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

6. Ytpatun cuny ¢ 1 uonsa 2015 roga. - PegepanbHbiv 3akoH oT 22.12.2014 N 429-03.

7. Cpok [oroBopa o06si3aTenbHOMO CTPaxoBaHWsi He MOXeT GbiTb MeHee, YeM CpOK NpOBEAEHUs KIMHUYECKOTO WCCrefoBaHuUs
nekapcTBeHHOro npenapara.

8. Ycnosus goroBopa 06s3aTeflbHOro CTpaxoBaHUsi, B TOM YMCfle CTpaxoBble Tapudbl Mo 0bA3aTenbHOMY CTpaxoBaHWIO, NepeyeHb
HeobXoAUMbIX [OKYMEHTOB Af1l  OCYLUEeCTBMEHWUS CTPaxoBOW BbINMaThl, MNOPSAOK YCTaHOBMEHUsI CTpaxoBaTenem WHOVMBUAYanbHOTO
MOEHTUMUKALMOHHOTO KoAa MauueHTa, nopsaok MHMOPMMPOBAHWS CTpaxoBaTeNneM CTPaxoBLUMKA O MPUBMEYEHHBIX K KIIMHUYECKOMY
1CCnepoBaHuIo fleKapCTBEHHOro npenapaTta Ans MEeAULMHCKOro MpUMEHEHWS naumeHTax, MOpPSAOK ynnaTel CTPaxoBOW Mpemuun, Nopsipok
peanusauun onpegerneHHbIx HacTosiwmum PedepanbHblM 3aKOHOM M Apyrumu dedepanbHbiMY 3akoHaMu npaB 1 06si3aHHOCTEWR CTOPOH Mo
[oroBopy 0bs3aTenbHOro CTpaxoBaHUs, a Takke HOPMaTVBbI, OTpaXalwLne XapakTep U CTeneHb NOBPEXAEHUS 300pOBbs, YCTaHaBNMBalTCA
TUNOBBLIMU NpaBMNamu 0653aTENbHOTO CTPAXOBAHMSA.

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

9. B cnyyae npu4MHEHVs Bpeda XW3HW MauMeHTa, y4acTBOBaBLUErO B KIIMHMYECKOM WCCIEefOBaHWM NEKapCTBEHHOTO npenapara,
BbIrOAONPUOGPETaTENSIMA MO [OrOBOPY 00513aTENBLHOIO CTPAaxoBaHUs SIBMSIIOTCS rpaxaaHe, MMetoLMe NpaBo Ha BO3MELLEHWe Bpeda B Cryyae
CMEpTU KOpMUnbLia B COOTBETCTBUM C FPaXAaHCKMM 3aKOHOAATENbCTBOM, MPY OTCYTCTBUM TakUX rpaxadaH - poavTenu, cynpyr, AETU yMepLlero
nauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM WCCNEAOBaHWM NEKapCTBEHHOrO npenapaTta, B CriyYae CMepTU nauueHTa, y4acTBOBaBLUErO B
KIMUHWUYECKOM UCCIeOBaHNM NIeKapCTBEHHOMO NpenapaTta U He UMEBLLErO CaMOCTOSITENBHOTO [OXO0AA, - FpaxaaHe, Ha WKAMBEHUM KOTOPbIX OH
HaxoamIcs, B OTHOLLEHUM BO3MELLIEHUS pacXodoB Ha norpebeHne naumneHTa, y4acTBOBaBLUErO B KIIMHUYECKOM WCCNed0oBaHUN NIEKapCTBEHHOIO
npenaparta, - Lo, NOHeCLLIee Takue pacxodbl.

10. CTanOBaFl BbifNfata B CHET BO3MeLlleHNA Bpeaa, NpuYnHEeHHOro Xns3Hu naumeHTa, y4actBoBaBLlero B KIMMHUYECKOM nUccnegosaHun
NeKapCTBEeHHOro npenaparta, pacnpeaendaerca mexay BbIFO,EI,OI'IpVIO6peTaTeJ'IHMVI nponopunoHarnibHO UX KONIMYECTBY B paBHbIX J0NAX.

11. ﬂpl/l HacTynneHnn CTpaxoBOro cry4dyaa nauuneHT, yHaCTBOBaBLIJVIPI B KNMHUYECKOM uccrnenoBaHun nekapCTBeHHOro npenaparta,
BblFOﬂ,OﬂpMOﬁpeTaTeﬂb BnpaBe npeabsaBUTb HENOCPEACTBEHHO CTPaxoBLUUKY Tpe6OBaHVIe O BO3MelleHUn npuHYnHeHHOro Bpepa. CTanOBaﬂ



BbiMiata OCYLUECTBNSETCA CTPaxOBLUMKOM B TeYeHWe TpuauaTM OHeW CO [OHS NpeacTaBrneHus HeobXoauMbIX [OOKYMeHTOB. [lauueHT,
y4acTBOBaBLUMIA B KNMMHUYECKOM WCCNEeA0oBaHNM NEKapCTBEHHOMO npenapara, Uiu BbirogonpuobpetaTtenb 065i3aH CooBLLUTL CTPaxXoBLLMKY ANs
OCYLLECTBIEHUS! CTPAXOBOM BbINMaThl UHAMBUAYANbHLIA UAEHTUMUKALMOHHBIN KOZ NauMeHTa, YyCTaHOBMEHHbIA CTpaxoBaTenemM B COOTBETCTBUU
C TUMOBbLIMY NpaBuUnamu 06s3aTeNbHOrO CTPaxoBaHus.

12. [lo nonHoro onpegenexHus pasmepa noanexalliero BO3MELLEHNIO Bpeaa CTPaxoBLUMK MO 3asiBMEHWIO NalMeHTa, y4acTBOBaBLUIENO B
KIMMHWYECKOM UCCIe[OBaHMN JIEKApCTBEHHOIO Npenaparta, WUnv 3asiBNIEHN0 BbirodonpuobpeTaTtensl BrpaBe OCYLIECTBUTb YacTb CTPaxoBOM
BbINnaThl, COOTBETCTBYIOLLYIO (DaKTUYECKWU ONPeAEneHHON YacTh NPUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ Bbinfiata B COOTBETCTBUM C [JOroBOpOM obs3aTenbHoro CTpaxoBaHuA OcCyLleCTBndeTcd He3aBUCUMMO OT BbINnar,
npuynTarLWmMxca no gpyrum emaam CtpaxosaHuA.

14. He [onyckaeTca y4dactue nauueHta B npoBeAeHUU KIMHUYEeCKOro uccnenoBaHua INeKapCTBEeHHOro npenaparta npu OTCyTCTBUU
aoroesopa 06s13aTenbHOro CTpaxoBaHuA.

15. KoHTponb 3a UCMonHeHNeM opraHu3auunen, nonyymnBLIei paspeLleHe Ha OpraHM3aumio NpoBEAEHNS KIMMHUYECKOTO UCCHEeaoBaHuUst
nNeKapcTBEHHOro npenapaTta Ans MeOWLMHCKOTO MNPWMEHEHWsl, YCTaHOBIIEHHOW HacTosilel cTaTbeil 06si3aHHOCTM Mo  06sizaTenbHOMY
CTPaxoBaHWIO KW3HW, 300POBbsS MaUMEHTa, Y4acTBylOLEro (y4acTBOBaBLUErO) B KIMHWUYECKOM WCCIedOBaHWM JlekapCTBEHHOrO npenapara,
OCYLLECTBNSETCS YNONHOMOYEHHBIM dheeparibHbIM OpraHOM WUCTIONHUTENbHON BNAcTyW, BbiAABLUMM paspeLlleHne Ha NpoBedeHne KIMHUYECKUX
UCCIefoBaHNI NeKapCTBEHHbIX NMPenapaToB Ans MEAULMHCKOMO NPUMEHEHUS!.

Masa 8. MPON3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB
Crtatba 45. [pon3BoAcTBO nekapcTBEHHbIX CPeacTB

1. Mpon3BoACTBO NekapCTBEHHbIX CPEACTB AOMMKHO COOTBETCTBOBATL TPEOOBaAHNAM NpaBun Hagnexallen Npon3BoACTBEHHOW NPaKTUKK,
YTBEPXAEHHBIM YMOMHOMOYEHHbIM beaepanbHbIM OpraHoM UcnonHUTensHon Bnactu. OcobeHHOCTU nepexoda MPOU3BOACTBA OTAENbHbIX
rleKapCTBEHHbIX CPeACTB K WX NPOM3BOACTBY B COOTBETCTBMM C TpeboBaHMAMM MpaBun Haanexalle Npou3BOACTBEHHOW MPaKTUKW
ycTaHasnumeatotcs [NpasuTtensctBom Poccuiickon ®enepaumn. Boigada 3akniodeHuii 0 COOTBETCTBUM NPOM3BOAUTENS NIeKapCTBEHHbIX CPeacTB
TpeboBaHVAM npaBun Hapnexallei NpPOW3BOACTBEHHOW MPaKTWMKM OCYLUECTBMSIETCA MO pesynbraTamM WHCMEKTMPOBaHUSI npov3soauTenen
nekapCTBEHHbIX CPeACTB B nopsake, yctaHoeneHHoM [lpaButenbctBoM Poccuiickon ®epepaumn. Pasmep nnatbl 3a Bblgayy 3akiiodeHus o
COOTBETCTBMW MPOMU3BOANTENS NEKapCTBEHHbIX CPeAcTB TPeboBaHWSAM NpaBun Haanexallieh Npou3BOACTBEHHOW MPAaKTWMKM yCTaHaBnmMBaeTcs
MpaButenbctBoM Poccuiickon degepaunun. Nopsgok opraHusauum 1 NpoBeAeHNs MHCMEKTMPOBaHUSA NPOM3BOAMUTENEN NEKapCTBEHHbIX CPeacTB
Ha cooTBeTCTBME TpebOoBaHWMAM MpaBu Hagnexallerd NpPOu3BOACTBEHHON NpaKTUKM ycTaHaenueaeTcsa [lpaButenctBom Poccuiickon
depepaumn.

(B pea. ®enepanbHbIx 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. MNpownssoacTBO NekapcTBeHHbIX cpeAcTB B Poccuiickoii Pepgepauymn ocyLLecTBNSEeTCA NMPOU3BOAUTENAMU NEKapCTBEHHbIX CPEACTs,
UMELMMN NMULIEH3NI0 Ha MPOW3BOACTBO NeKapCTBEeHHbIX cpeacTs. [MoaTBepKaeHWe COOTBETCTBUSI NULEH3WaTa npasunamM Hagnexatlewn
NPOV3BOACTBEHHON MPAKTVMKA OCYLLECTBMASETCA B paMKax JMLEH3MOHHOIO KOHTPONSA B COOTBETCTBMM C 3aKoHodaTenbCTBOM Poccuiickon
Pepnepaumn ¢ y4eToMm 0CobeHHOCTEN, YKa3aHHbIX B YacTh 1 HacTosLel cTaTbu.

(B pea. ®egepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

2.1. Ona uenei nUUEH3NPOBaHMSA NPOM3BOACTBA JEKApPCTBEHHbIX CPEACTB AN MEOULMHCKOTO MPUMEHEHMST U MHCMEKTUPOBaHMS
cybbekToB ObpalleHnsi feKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpPebOBaHMSM MNpaBuil Hafnexallel MNpPOU3BOACTBEHHOW MNPaKTUKK
denepanbHbIi  OpraH WCMOMHUTENbHOM BNAacTW, OCYLUECTBISOWMA FOCYAAPCTBEHHYK PErncTpauuio NeKapCTBEHHbIX NpenapatoB Ans
MEOULMHCKOrO MPUMEHEHUs!, NpefocTaBnsieT deaepanbHOMY oOpraHy WCMOMHWTENBHOW BRacTW, OCyLecTBnsioweMy denepanbHbli
rocyapCTBEHHbIN NULEH3NOHHBIA KOHTPOSb AEATENBHOCTY NO NPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB ANs MeQULMHCKOrO NPUMEHEHUS, MO ero
3anpocy B paMKax MEXBELOMCTBEHHOrO WH(OPMALMOHHOIO B3aUMOLEWCTBUSI B MOPsSiAKE, YCTaHOBNEHHOM defeparbHbiM  OpraHoMm
MCMOMHUTENBHON BNAacTu, OCYLECTBNSAWMUM fMLEH3MPOBaAHNE NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB AN MeAWLUMHCKOTO NpUMEHeHWs, 1
hbenepanbHbIM OPraHOM MUCMOMHUTENBHON BMACTW, OCYLLECTBMSIOWMM TOCYAAapPCTBEHHYID PErMCTpaLMio NEeKapCTBEHHbIX MpenapaToB Ans
MEAVLIMHCKOTO NMPUMEHEHWS, CreayloliMe CBeAEeHUs1 O NeKapCTBEHHbIX CpeacTBax (B TOM YuCe B Criyyae, ecrnv Takme CBeOeHUs1 COCTaBNSAT
KOMMEpPYECKYIO TaliHy):

1) B OTHOWweHUn chapmaueBTUYeckon cybctaHuMm unu apmaueBTUYeckux cybcTaHUuMi, BXOOSLWMX B COCTaB JeKapCTBEHHOrO
npenaparta (3a WCkMo4YeHWeM apMaLeBTUHEeCKUX CYOCTaHUMIA, BKMIOYEHHbIX B FOCYAapCTBEHHbI peecTp neKapCTBEHHbIX CpPeAacTB B
COOTBETCTBUM CO cTaTben 34 HacToswero PegepanbHOro 3akoHa):

a) HauMeHoBaHve hapmaLeBTUYECKON cybCcTaHUMKW, ee CTPyKTypa, obLyune CBOMCTBa;

0) HanMmeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOMNOMMSI NPOM3BOACTBA C ONUCAHWEM CTaWi NPOU3BOACTBA U METOAOB KOHTPOMS Ha BCEX CTaAUsIX NPOU3BOACTBA;

r) onncaHve paspaboTku npouecca NPOn3BOACTBa;

[) onvcaHne KOHTPOMS KpUTUYECKUX CTaui NPOM3BOACTBA U MPOMEXKYTOYHON NPOAYKLMN;

€) AoKymeHTanbHoe noaTBepxaeHue (Banugaums) npoLeccoB v (Mnu) UX OLEHKA;

) CBOWCTBA U CTPYKTypa AeNCTBYHOLLMNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneundurkaums Ha dpapmaLeBTUYECKYHO CyBCcTaHLmMio U ee 060CHOBaHWE;

K) aHanuTnyeckne MeToanku, ncnosfb3dyemble npu OCyLeCcTBNEHNN KOHTPOMA KadecTBa hapmMaueBTU4ecKomn Cy6CTaHLl,VIVI;



n) OOKYMeHTanbHOe NoaTBeEpPXAeHVe (Banuaauusl) aHanuTUYeCcKnx MEeTOAMK, UCMONb3yeMbIX NMPU OCYLLECTBMEHUM KOHTPOMNSA KayecTBa
hapmaueBTUYecKon cybcTaHumm;

M) pe3ynbraThl aHanmsa cepun dapmaLeBTUYecKon CybCcTaHumuy;

H) NepeyeHb CTaHAapTHbIX 06pa3sLOB UMK BELLECTB, UCMOMb3YEMbIX NMPU OCYLLUECTBIIEHUN KOHTPOMS KaYecTBa;
0) onMcaHne XxapakTepuUCTMK U CBOMCTB YNakoBOYHbIX MaTepuaroB M YKYNOPOYHbIX CPEeACTB;

n) AaHHble O CTabWUNbHOCTU hapMaLEeBTUYECKON CybCcTaHLmK;

P) CPOK rogHOCTH;

2) B OTHOLIEHWUN bapMaLLeBTUHECKMX CyBCTaHLMI, BXOAALMX B COCTaB NEKapCTBEHHOrO npenapaTa 1 BKIMIOYEHHbIX B FOCYAAaPCTBEHHbIN
peecTp nekapCTBEHHbIX CPEACTB B COOTBETCTBUU CO cTaTben 34 HacTosiwero degepanbHOro 3akoHa:

a) HauMmeHoBaHve hapmaLeBTUYECKON cybCcTaHUMKM, ee CTPyKTypa, obLne CBOMCTBa;

0) HanMeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) pesynkraThl aHanusa cepuin hapmaLleBTUHECKON CyOGCTaHLmK;

I) CPOK rogHOCTH;

3) B OTHOLLEHUM NEKAPCTBEHHOTO Npenapara As MEAULIMHCKOrO MPUMEHEHUS:

a) onucaHue 1 cocTaB NekapCTBEHHOMO nNpenapaTa Anst MeaULIMHCKOTO NPUMEHEHNS;

6) onucaHve dapmaveBTMyeckoln pa3paboTku (06ocHoBaHMe BbiGopa cocTaBa, NEPBMYHON YNaKOBKK);

B) TEXHOMOMMS NPOM3BOACTBA C ONUCAHNEM CTaauWi NPOU3BOACTBA M METOAOB KOHTPOMS Ha BCEX CTaaUsIX NPON3BOACTBA;
r) onuncaHne KOHTPOMs KPUTUYECKUX CTaauin NpoLecca NPOU3BOACTBA U MPOMEXYTOYHOWM NpoayKLUmMMY;

[) HauMeHoBaHWe W agpec MecTa OCYLLECTBMEHUs! MPOW3BOACTBA NEKapCTBEHHOrO npenapaTta Ans MeaUMUMHCKOTO NpUMeEHeHus (B
Cryyae HanMumnsi HECKOSbKMX YH4aCTHWKOB NpoLecca Npou3BOACTBA YKa3bIBAETCS KaXabl U3 HUX);

e) chapmaueBTUYECKasi COBMECTUMOCTb;

) MUKPOBUOOrMYeckne XapakTepUCTUKK;

3) MaTepuarbHblil GanaHc Ans NpousBoACTBa CEPUM FOTOBOTO NPOAYKTA;

1) onvcaHne xapaKkTepUCTVK 1 CBOWCTB YNakoBOYHbIX MaTepUanoB U YKYNOPOYHbIX CPEACTB;

K) IOKyMeHTarnbHoe NoATBepXAeHWe (Banuaaums) NpoLeccoB Npov3BOACTBa U (MNN) UX OLIEHKA;

n) TpeboBaHMs K Ka4ecTBy BCOMOraTerbHbIX BELLECTB;

M) aHanuTUYecKkne METOAWKMN, UCMOMNb3yeMble NPY OCYLLECTBIEHUM KOHTPOMS Ka4yecTBa BCMOMOraTenbHbIX BELLECTB;

H) AOKyMeHTarnbHoe noareBepXxaeHue (Baﬂl/lﬂ,aLl,I/lﬂ) aHaNMUTUYEeCKNX MEeToAUK, UCNOSNb3yeMbIX NMpU OCyLeCTBIIeHUN KOHTPOJIA KadecTBa
BCrnomMmoraTtesibHbIX BeLeCTB,

0) MHdopmMaLmsi 06 MCONb30BaHUN BCMIOMOTraTeNbHbIX BELLLECTB YENOBEYECKOMO U XXMBOTHOTO NPOUCXOXAEHNS;
M) MHhopMaLmsi 06 UCTMONb3OBaHUN HOBbLIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy ReKapCTBEHHOroO mnpenapata ANl MEeAULUMHCKOro MNpUMEHeHWs (cepTudmkat, cneundukaums Ha
neKapCcTBEHHbIN NpenapaTt 1 nx obocHoBaHue);

C) aHanuTnyeckme MeToukun, ncnonb3yemble Npu OCyLLEeCTBIIeHNUN KOHTPONA KadecTBa NIeKapCTBEHHOro npenaparta Anda meamunHCKoro
NPUMEHEHUSA;

T) OOKyMeHTanbHoe noareepXxaeHue (Banw,u,aum) aHaNUTUYECKNX MEeToOMUK, UCNOJIb3yeMblX NPU OCYLLECTBNEeHNUN KOHTPONA KayecTBa
NeKapCcTBeHHOro npenaparta ana MeauunHCKoro npuMeHeHua,

y) pesynsratbl aHann3oB Cepuin fIekapCTBEHHOro npenaparta Anst MeauUMHCKOro NpUMeHeHUs:;
&) xapakTepucTmka npumecen;

X) NepevyeHb CTaHAapTHbIX 00pa3sLoB, MCMOMb3yEMbIX MPU OCYLLECTBREHWUM KOHTPONS KavyecTBa JIeKapCTBEHHOro npenapata Ans
MeONLMHCKOrO NPUMEHEeHUs;

L}) AaHHbIe O CTaBUINBLHOCTM NEeKapCTBEHHOTO NpenapaTa Anst MeauLUMHCKOro NPUMEHEHNS.
(4actb 2.1 B peq. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. Mpon3BOACTBO NEKAPCTBEHHbIX CPEOCTB OCYLLECTBSETCS C cobnogeHnem TpeGoBaHWU MPOMBILLMEHHOTO PEerflaMeHTa, KOTOpbIi
yTBEPXAAETCS PyKOBOAWUTENEM MNpPOU3BOAUTENSI NEKapCTBEHHbIX CPeACTB M BKNtovaeT B cebsi nepeveHb MUCMonb3yemblx hapmaLeBTUHeckmx
cybCTaHumMiA U BCMOMOraTenbHbIX BELLECTB C yKasaHWeM KONMWYecTBa Kaxdoro U3 HUX, AaHHble 06 ucrnonb3yemom obopyaoBaHuW, onucaHune



TeXHOnorm4yeckoro npouecca n MeTo4oB KOHTPOJ1A Ha BCeX 3Tanax npon3BoACTBa JIeKapCTBEHHbIX CPEeACTB.

4. MNpw npon3BoACTBE NEKapCTBEHHbIX NpenapaToB Afs MEeAWLIMHCKOTO MPUMEHeHUst Ucnonb3yloTca dapMaueBTnyeckne cybctaHumm,
CBe[eHNs O KOTOPbIX COAEpXaTCH B rocyAapCTBEHHOM peecTpe IeKapCTBEHHbIX CPEACTB ANs MeAVLUMHCKOrO MPUMEHEHUs U (Mnu) eavHoM
peecTpe 3aperMcTpuMpoBaHHbIX NEeKapCTBEHHbIX CpeacTB EBPasviickoro 3KOHOMWYECKOTo CO3a, 3a MUCKMYeHneM apMaLleBTUYeCcKuX
cy6cTaHumMiA, NPOU3BOANMBIX AN NPOBeAEHUs] KNMMHUYECKUX UCCnefoBaHuii u (unun) Ans akcnopta. [pu NnponsBoACTBe NekapCTBEHHbIX CPEACTB
ANS BETEPUHAPHOIO MPUMEHEHNS UCMOMb3yloTcs dapmaueBTuyeckne cybcTaHummn, CBEAEHUA O KOTOPbIX COAEpXaTcd B rocyAapCTBEHHOM
peecTpe NeKapCTBEeHHbIX CPeACTB AN BETEPUHAPHOrO MpUMEHEHWs, M (MnM) rocydapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeAcTB Ans
MeOWLMHCKOTO MpUMEHEHUs, U (Unn) eQMHOM peecTpe 3apervcTpUpoBaHHbIX BETEPUHApPHBIX NeKapCcTBEHHbIX NpenapatoB EBpaswiickoro
SKOHOMMWYECKOro COot3a, U (M) eOMHOM peecTpe 3aperMcTpMpoBaHHLIX NeKapCTBEHHbIX CpeacTB EBpasninckoro sKkoHOMMYECKOro cok3a, 3a
UCKMoYeHneM apmMaLeBTUYeCcKuX CybcTaHUmMiA, NPou3BOAWMMBIX ANsi MPOBEAEHWS KIMHUYECKUX WCcCnefoBaHwuin u (vnu) ana akcrnoprta. K
npoueccy npou3BOACTBa hapMaLeBTU4ECKON Cyb6CTaHuMM OTHOCSATCA niobble CTaauu TEXHOMOrMYECcKoro mpolecca, No3Bonsiolmne nomnyymTb
rOTOBbIN MPOAYKT, COOTBETCTBYHOLMI TpeboBaHUSAM dhapMaKkonenHon cTaTbh, B TOM Yncre depMeHTaums, 3KCTpakums, o4ncTka, BblaeneHue,
nepekpucTannu3auns, BbICYLLMBaHWE, UW3MenbdeHne. B crnyyae HeobGXOOMMOCTM MCMONb30BAHWA STUMIOBOMO CMupTa, B TOM 4ucne
(hapmaLeBTUYECKON CyOGCTaHLMM cnvpTa STUNOBOTO (3TaHoMa), NpU NPOU3BOACTBE NEKapCTBEHHbIX CPEACTB B KAa4eCcTBe AEUCTBYHOLLETO U (UnK)
BCMOMOraTenbHOro BELECTBa, a TakKe B MHbIX TEXHOMOMMYECKMX Lensx AofkHa OblTb MCMonb3oBaHa Tonbko dapmaueBTuyeckas cybcrtaHums
cnupTa 3TUNoBoro (3TraHon).

(B pea. ®enepanbHbix 3aKoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-93, ot 27.12.2019 N 481-93, ot 24.07.2023 N 341-93)

4.1. MNMepeyeHb NekapCTBEHHbIX NPenapaToB AN MEeAMLMHCKOTO NPUMEHEHWS, B OTHOLLEHWWU KOTOPLIX yCTaHaBnuBatoTcst TpeboBaHus K
06beMy Tapbl, YNAKOBKE M KOMMIEKTHOCTMW, NEpeYeHb NeKapCTBEeHHbIX NPenapaTtoB Ans BETEPUHAPHOTO MPUMEHEHUSs!, B OTHOLLIEHUN KOTOPbIX
ycTaHaBnvBakTcst TpeboBaHus kK 06beMy Tapbl, a Takke TpeboBaHUs kK 06beMy Tapbl, yNaKOBKE U KOMIMIIEKTHOCTU JIEKAPCTBEHHbIX MpernapaToB
AN MeOULUMHCKOTO NpUMeHeHUs, TpeboBaHNsa k 06beMy Tapbl NeKapcTBEHHbIX NPenapaToB ANsi BETEPUHAPHOTO MPUMEHEHUs onpeaensiioTcs
COOTBETCTBYIOLLMMM YNOSTHOMOYEHHBIMU (heaepanbHbIMU OpraHamy UCMOSTHUTENbHOW BNacTu B Mopsiake, YCTaHOBMEHHOM [MpaBMTENbCTBOM
Poccwuiickon ®enepaumn.

(4acTb 4.1 B pen. ®egepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3sauumm, OCyLLeCTBASIOLWLME NPOU3BOACTBO hapMaLeBTUYECKOW CyOCTaHUuM cnvpTa 3TUIOBOro (3TaHomna) Ans Npon3eoacTea
CNMPTOCOAEPKALLUMX NEeKapCTBEHHbIX NpenapaToB, 065i3aHbl OCYLLECTBNATb YYeT B Nopsigke, YCTaHOBMNEHHOM cTaTbsiMu 8 n 14 ®depgepanbHoro
3akoHa oT 22 Hosi6pst 1995 roga N 171-d3 "O rocyaapcTBeHHOM perynmpoBaHUM NPOM3BOACTBA M 06opoTa STUIOBOIO CNUPTa, arnkoronbHOW 1
cnupTocoaepXallen npoaykumMn u o6 orpaHudeHun notpedneHns (pacnuTus) ankoronbHoW npoaykuuu'. MNpon3BoAcTBO hapmaLeBTUYEeCKON
cybcTaHumMm cnupTa 3TUNOBOrO (3TaHoma) AOMYCKaeTCsl TONMbKO OpraHu3aumeit, OCyLLEeCTBNSAIOWEN NPOU3BOACTBO PEKTUMMNKOBAHHOMO 3TUITOBOIO
cnupTa 13 NULLEBOro Cbipbsi HA OCHOBaHUM NMULIEH3UM Ha MPOU3BOACTBO 3TUIOBOIO CNMpTa Aflsi NPOU3BOACTBA hapMaLeBTUYECKON CybcTaHLmm
cnupTa 3TUIOBOrO (3TaHoma) B COOTBETCTBUM C TpeboBaHuaMn PenepanbHOro 3akoHa oT 22 Hosi6ps 1995 roga N 171-d3 "O rocynapCTBEHHOM
perynMpoBaHMmn NpoM3BOACTBa 1 06opoTa 3TUINOBOrO CNMPTa, ankoronbHOM 1 CrMpTocoAepXKalle npogyKumm 1 o6 orpaHnyeHnn notpebnexus
(pacnuTus) ankoronbHOM MPOAYKUMK", METOAOM pa3BedeHuss BOOOM OYULLEHHOW Takoro 3TWMAOBOro ChnupTa, NPOW3BEAEHHOro AaHHOW
OopraHu3aumen nNo MecTy OCyLLECTBMNEHNSI NPOU3BOACTBA (hapmaLeBTUYECKON CybCTaHLmMM cnupTa STUMOBOrO (3TaHona).

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM ot 03.07.2016 N 261-93; B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 481-93)

4.3. NHovBuayanbHble NpeanpuHUMaTeny U opuanMyeckue nuua, ocyLecTBRsioWmMe 3aKynky M MUCrnonb3oBaHue (hapMaueBTUYEeCcKom
cybcTaHuMM cnupTa STMINOBOrO (3TaHomna), a Takke NPOW3BOACTBO, M3rOTOBMEHWE U (Mnn) obopoT (3a UCKIIOYEHWEM PO3HWUYHOW MPOAaXM)
cnmpTocoAepXaLlyx NiekapCTBEHHbIX npenapaToB, 06si3aHbl OCYLLECTBNATL UX YYeT U AeKnapMpoBaHve B Nopsiake, yCTaHOBIEHHOM CTaTbsiMK 8
n 14 depepanbHOro 3akoHa oT 22 Hosibpst 1995 roma N 171-®3 "O rocynapCTBEHHOM perynupoBaHuM MPov3BoACTBa M obopoTa STUMOBOrO
cnupTa, ankorosibHoN U CNNPTOCoAepXKaLlen NPoAYKLMM N 06 orpaHnyeHnn noTpebnerHns (pacnuTus) ankoronbHON NPoAyKumKn".

(4actb 4.3 BBegeHa PenepanbHbIM 3akoHoM oT 29.07.2017 N 278-93)

4.4. MNpu npon3BoACTBE NEKapCTBEHHbIX NPenapaToB Ans BETEPUHAPHOTO MPUMEHEHUst JOMYCKaeTCs MCMonb3oBaHWe NPov3BedeHHbIX
Ans peanusaumn apMaueBTUYeCKnX CyOCTaHUMI, BKIOYEHHbIX B TrOCYAApPCTBEHHbIM PEecTp NeKapCTBEHHbIX CPeACTB YMNONHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMHUTENBbHOW BRAacTW, OCYLLIECTBSAWMM BeAEHNe rocyAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeAcTB Ans
MeANLIMHCKOrO NMPUMEHEeHUs.
(4actb 4.4 BBegeHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpeluaeTca NpoM3BoOACTEO:

1) nekapCTBEHHbIX CPEACTB, CBEAEHUS O KOTOPbIX He COAepXaTcd B roCyAapCTBEHHOM peecTpe IeKapCTBEHHbIX CPeAcTB Ans
MeANLIMHCKOTO MPUMEHEHUSs, U (Mnn) rocyAapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB AMS BETEPUHAPHOIO NpUMEHEHUs, U (MNn) eauHoM
peecTpe 3apervcTpypoBaHHbIX NleKapCTBEHHbIX CPEACTB EBPa3mniickoro 3KOHOMUYECKOro Col3a, U (M) eANHOM peecTpe 3aperncTpMpoBaHHbIX
BETEPUHAPHBIX NEKAPCTBEHHBIX NpenapaToB EBpasniickoro 3KOHOMUYECKOro COK03a, 3a UCKITIOYEHNEM NTEKapCTBEHHbBIX CPeACTB, NPON3BOANMBIX
AN NPOBEAEHNSA KIIMHUYECKNX NCCNedoBaHni Unn Ans aKkcnopTa;

(n. 1 B peq. PegepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) thanbcnduLMpoBaHHbIX NIeKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6e3 NMUEeH3NN Ha NPOV3BOACTBO NEKAPCTBEHHBIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HAapyLIEHUeM NpaBw OpraHM3aLum NPOU3BOACTBA M KOHTPOIIS KAYeCTBa NEKaPCTBEHHbLIX CPEACTB;

5) yTpatun cuny. - PegepanbHbIi 3akoH oT 27.12.2019 N 481-93;

6) cnupTocoaepXKallyx nekapcTBEHHbIX NpenapaToB MO MECTY OCYLLECTBIIEHUSI NPOM3BOACTBa (hapMaLeBTUYeckon cybcTaHumm cnupTa

3TWMNOBOrO (3TaHona) v (M) Mo MecTy OCYLLECTBNEHNS NPOM3BOACTBA 3TUMOBOrO CNNPTA;
(n. 6 BBegeH ®enepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbraHTlntoc: npymeyaHve.
denepanbHbiM 3akoHOM OT 22.12.2020 N 436-d3 cT. 14.1 ®3 o1 22.11.1995 N 171-d3 nanoxeHa B HOBoOW pefakummn, Hopma n. 1.1 ct. 14.1
ctapon pegakuun 3 cooTBeTCTBYET HOPME M. 2 CT. 14.1 HOBOW pegakumn.



7) dhapmaueBTMyeckon cybCTaHUMM cnupTa ITMIOBOrO (3TaHoma) u (Mnu) cnmpTocodepXaliux feKapCTBEHHbIX NpenapatoB Ha
OCHOBHOM TEXHOMorn4eckoMm obopyaoBaHuM Ans NPoM3BOACTBa 3TUIIOBOrO CNMpTa, yKka3aHHOM B nyHkTe 1.1 ctaten 14.1 ®egepanbHoOro 3akoHa
oT 22 Hosibps 1995 roga N 171-d3 "O rocygapCTBEHHOM perynupoBaHWM NpoM3BoACTBa M 06OpoTa 3TUNOBOIO CRMPTa, ankorofbHOW U
cnupTocoaepKaLlen npoaykumm 1 o6 orpaHnyeHnn notpebneHns (pacnuTus) ankoronbHOW NPoAyKuMn".

(n. 7 BBegeH PepepanbHbiM 3akoHOM oT 27.12.2019 N 481-D3)

6. MNpu BBOAE NeKapCTBEHHbIX CPEACTB B IpaXKAaHCKUii 0BOpOT YMOSIHOMOYEHHOE MU0 MPOV3BOAUTENS NEKApCTBEHHbIX CPEACTB
OCYLLEeCTBMSET NOATBEPXKAEHNE COOTBETCTBUA NEKAPCTBEHHbIX CPeACTB TPeBGOBaHNAM, YCTAHOBMNEHHBIM NPU X FOCYAapCTBEHHOW perucTpaumm,
W rapaHTMpyeT, YTO NleKapCTBEHHblE CPEACcTBa Npov3BefdeHbl B COOTBETCTBMU C TpeGoBaHMSIMM MpaBuil Haanexallei npou3BoACTBEHHON
NPaKTUKK.

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

7. YNOMHOMOYEHHBbIM IULIOM MPOV3BOAUTENS FEKAPCTBEHHbIX CPEACTB SABMNSETCH ero paboTHUK, aTTeCTOBaHHbIA B YCTaHOBIIEHHOM
YNONMHOMOY€EHHbIM hefiepanbHbIM OpraHOM MCMOMHUTENBHOW BNAcTW MOpsAKe M MMEKLWMIA CTax paboTbl He MeHee YeM NsTb neT B obnacTtu
NPOU3BOACTBA M (MNKN) KOHTPONS KavyecTBa JleKapCTBEHHbIX CPeACTB, Bbicllee obpasoBaHMe COOTBETCTBEHHO MO OLHOW U3 cneuuanbHoCTen u
(nn) ogHOMY M3 HanpaBreHuV MoAroToBku: Buonorusi, GuotexHonorusi, BETEPUHApUs, BETEPMHAPHO-CaHUTapHas 3KCNepTusa, KNnHU4yeckas
MeauuMHa, pagnauMoHHas, XuMuyeckas u Guonormyeckas 3awmra, dapmauuns, dyHaameHTanbHas MeduuMHa, XMMUYecKast TeXHOMorus,
XMMUS.

(B pen. ®epepanbHbix 3akoHoB oT 22.10.2014 N 313-d3, ot 02.08.2019 N 297-93)

8. lMpoun3BoguTenu nekapcTBEHHbIX CPEACTB (3@ WUCKIOYEHMEM hapMaLeBTUYECKON CyOGCcTaHLuuKM cnvpTa STUIOBOrO (3TaHona) MoryT
OCYLLECTBMATb MPOAAXY IEeKapCTBEHHbIX CPEeACTB WM nepegaBaTb MX B YCTAHOBMEHHOM 3akoHopaTtenbcTBoM Poccuickon ®egepauum
nopsiake:

(B pea. ®egepanbHoro 3akoHa ot 29.07.2017 N 278-®3)

1) OPpyrmMm nponssoauTenam nekapCTtBeHHbIX CpeacTB And Npou3BOACTBa NEeKapCTBEHHbLIX CPeACTB;
2) opraHunsauunam OnNTOBON TOProBIn NekapcTBeHHbIMU CpeacTBamMu;

3) anTedHbIM opraHusaunam, BeTepuHapHbIM anTedHbIM OopraHu3auuam, nHamsunayanbHbIM npegnpuHuMaTenam, MMerwnm nmueH3sunto
Ha q)apmaueBTquCKy}o AeATENbHOCTb NN NULUEH3NKD Ha MeJULNHCKYO OeATEeNTbHOCTb;

4) Hay4HbIM OpraH13aumam Ans Hay4YHo-UccreaoBaTeNbCKoM paboThbl;
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

5) MeOMUMHCKMM OpraHvM3aumusM 1 BETEPUHAPHBIM OpraHu3aLusim;

6) opraHMsaunaM 1 MHAMBMAYaNbHBIM NPeAnpUHMATENsaM, OCYLLECTBNSAWMNM pasBefeHne, BbipallmBaHe U coaepXXaHne XUBOTHbIX
(3a McknoYeHeM Npoaaxun UM dapmaLeBTUHECKUX CYBCTaHLMIA UNu ux nepegaydn);
(n. 6 B pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

7) ucnblTatenbHbiM naGopaTopusam (LeHTpam), NPOBOASLUMM WUCTbITaHUS B 0DBNacTM KOHTPONS KadyecTBa NEKapCTBEHHbIX CPEACTB,
aKKpeaMTOBaHHbIM B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccuiickoin Pepgepaumm 06 akkpeamMTaumm B HaUMOHamNbHOW CUCTeME akkpeauTaumm.
(n. 7 BBegeH PepepanbHbiM 3akoHoM oT 04.08.2023 N 428-03)

9. NpowusBognTeny apmaueBTUYeckon CybCcTaHUMn cnvupTa STUMOBOIO (3TaHona) oba3aHbl OCYLLECTBMATL peanu3aumio (nepegady B
yCTaHOBMEHHOM 3aKoHofdaTenbcTBoM Poccuiickon ®egepauun nopsigke) capMaueBTUHecKon cybcTaHumu cnvpta 3TUNOBOrO (3TaHona)
NpOV3BOAUTENSIM NEKAPCTBEHHbIX CPeACTB ANs MPOM3BOACTBA NEKapCTBEHHbLIX CPeACTB, MPOM3BOAUTENSM (M3rOTOBUTENSIM) MEAMLMHCKUX
n3genvi Ans npousBoAcTBa U U3rOTOBMNEHNUSI MEOULIMHCKUX U3AENnA B eMKOCTsIX 06bemMoM He 6onee 1 nuTtpa u (nu) He meHee 1000 nuTpos, a
opraHusaumsiM, ykazaHHbIM B MyHKTax 3 - 5 u 7 yactu 8 HacTosiLen ctaTbk, B Tape o6bemoM He Gonee 1 nutpa.

(vactb 9 BBegeHa PegepanbHbiM 3akoHoM oT 29.07.2017 N 278-93; B peg. PeagepanbHbix 3akoHOB oT 27.12.2019 N 481-d3, o1 22.12.2020 N
444-03, ot 04.08.2023 N 428-93)

10. Peanusauus (nepefava B yCTaHOBNEHHOM 3akoHoaaTtenscTBoM Poccuiickon ®egepaumm nopsiake) dbapmMavleBTuieckoi cybctaHumm
cnupTa 3TUMNOBOTO (3TaHOMNa) OpraHN3aLMsM ONTOBOW TOProBIv NEKapCTBEHHLIMU CPeACTBaMM He AOMyCKaeTcs.
(4acTb 10 BBeaeHa depgeparnbHblM 3akoHOM OT 27.12.2019 N 481-93)

11. MNepeBo3kn hapmaLeBTUYECKON CyOCTaHUMKM cnupTa STUMOBOrO (3TaHomMa) OCYLEeCTBNSATCA C cobnogeHvem TpeboBaHui,
yCTaHOBIeHHbIX ab3auem 4eTBepTbiM NyHkTa 3 ctatbu 9 PepepanbHoro 3akoHa oT 22 Hos6pst 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryrnMpoBaH1m Npov3BOACTBa 1 06opoTa STUINOBOIO CNMPTA, ankoronbHON 1 CrvpTocodepXallei NpogyKuum 1 06 orpaHnyeHnn notpebnenus
(pacnuTus) ankorornbHON NpoayKuun'.

(4acTb 11 BBegeHa PegepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapknpoBKa nekapCcTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTtbl, NpOLWeAWMe roCcyAapCTBEHHYIO perncTpauuio B COOTBETCTBMU C TpeboBaHWMSIMU HACTOSILLEro
denepanbHOrO 3akoHa, 3a WCKITIOYEHMEM JIEKAPCTBEHHbIX MpPEnapaToB, W3TOTOBIIEHHbIX anTeYHbIMU OpraHu3auusiMi, BeTepyHapHbIMU
anTeYHbIMM OpraHu3aumaMmn, MHANBMAYaNbHLIMW NPenPUHUMAaTENSMA, UMEILMMI NULEH3UIO HA (hapMaLEBTUYECKYIO AEATENBHOCTb, AOMKHbI
nocTtynaTb B obpalleHue, ecnu:

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

1) Ha Nx NepBUYHON yNaKoBKe (3a UCKIMOYEHNEM NEePBUYHON YNAKOBKU NEKApPCTBEHHbIX pacTUTeNbHbIX NpenapaToB) XOPOLUO YNTAaEMbIM
LIPUATOM Ha PYCCKOM A3blke yKa3aHbl HAaUMEHOBaHWe NeKapCcTBEHHOTO npenaparta (MexayHapoaHoe HenaTeHTOBaHHOE, UMW rPynnMpPOBOYHOE,
UM XMMnYeckoe, M ToproBoe HauMeHoBaHWe), Homep cepuw, AaTta Bbinycka (Ans MMMYHOBMONOrMYeCcKnx NekapCTBEHHbIX NpernaparToB), CPOK
rofHOCTM, AO3MPOBKA UMW KOHLEHTPaumMs, 06beM, akTMBHOCTb B eAMH1LaX AeACTBUS UMK KONUYECTBO A03;

(B pen. ®epepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)



2) Ha uX BTOPWUYHOM (NOTPEOMTENbCKOW) YMakoBKE XOPOLO YMTaeMbiM LIPUADTOM Ha PYCCKOM $3blke YKa3aHbl HauMeHOBaHue
nekapcTBeHHOro npenaparta (MeXayHapogHoe HenaTeHTOBaHHOe, WNM TPYNMUPOBOYHOE, WNW XMMUYECKOe W TOProBoe HaMMEeHOBaHMS),
HavMeHOBaHWe MpPOM3BOAUTENSI NEKapCTBEHHOrO npenapaTa, HOMep cepwuu, data Bbinycka (NS MMMYHOOMOMOrMYECKMX IeKapCTBEHHbIX
npenapartoB), HOMep PerncTpPauMoHHOrO YAOCTOBEPEHWS, CPOK FOAHOCTU, Cnocob MNpUMEHeHWs, [O03MpOBKa WNWN KOHUEHTpauus, obbem,
aKTVBHOCTb B €AMHMLAX AencTBuMs nMbo KOMMYeCTBO [03 B YNakoBKe, NekapcTBeHHas opma, ycrnoBWs OTMycka, YCINOBUSI XpaHeHus,
npegynpeauTenbHble HaAMUCK.

(B pen. ®epepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. dapmaueBTMYeckue cy6CTaHUMU JOMKHbI MOCTyNaTh B 06palleHre, ecnv Ha UX NEPBUYHON YNaKOBKE XOPOLLO YATAeMbIM LUPUGTOM
Ha pYyCCKOM si3blke yKa3aHbl HaMMeHoBaHue hapmMaueBTU4eckon cybeTaHumMm (MexayHapogHoe HenaTeHTOBaHHOE, MW rpynnUPOBOYHOE, N
XMMUYECKoe W TOProBoe HaMMEHOBaHWS), HaMMeHOBaHWe npou3BoauTens apmaleBTUyeckoir cyGecTaHumMmM, Homep cepuu U fata
U3rOTOBMEHWSI, KONIMYECTBO B YNaKOBKE W eAUHWLbI USMEPEHUS KOTNIMYECTBA, CPOK FOAHOCTM U YCIOBUS XpaHeHUs!.
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. NekapcTBeHHble CPEACTBa B Ka4eCTBe CbIBOPOTOK AOIMKHbI MOCTyNaTb B OOpalLEHWe C yKas3aHWEM XXMBOTHOMO, U3 KPOBW, Mna3mbl
KPOBM, OPraHoB ¥ TKaHel KOTOPOro OHW MOMyYeHbI.

4. Ha BTOpUYHYO (NOTPEOUTENBLCKYIO) YNaKoBKY NEKapCTBEHHbIX CPEACTB, MOMYyYEHHbIX U3 KPOBW, Mrias3mbl KPOBM, OPraHOB U TKaHeMn
YyenioBeka, AOMKHa HaHOCWUTbCA Haamuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatnta C 1 NOBEPXHOCTHbIV aHTUIeH Bupyca renatuta B
OTCYTCTBYIOT".

5. Ha nepBuyHyto ynakoBKy M BTOPUYHYIO (MOTPEOMTENbCKYH) YNakoBKy paanodapMaueBTUHECKUX NeKapCTBEHHbIX CPeACTB [OMKeH
HaHOCUTLCS 3HaK PaanaLMoOHHON ONacHOCTY.

6. Ha BTOPUYHYIO (n0Tpe6MTeanKy+o) YyNnakoBKYy romMmeonatnyecknx JnekapCTBeHHbIX npenapatoB AOOJMKHAa HaHOCUTbLCA HaAnuchb:

"lomeonartuyeckmn”.

7. Ha BTOpMYHYyto (MOTPEOUTENBLCKYH0) YNaKOBKY NIEKAPCTBEHHbIX PAcTUTENbHbLIX NpenapaToB A0/MKHA HAHOCUTLCSA Hagnuck: "MNpoaykums
npoLuna pagnaumoHHbIA KOHTPOnb".

8. Ha nepBuuHyto ynakoBKy (ecnv Ansi STOrO CyLUeCTBYeT TeXHUYeckasi BO3MOXHOCTb) M BTOPUYHYIO (MOTPEGUTENbCKY) YNakoBKy
NeKapCcTBEeHHbIX MpenapaTtoB, MpPefHa3HaYeHHbIX ANA KMHWYECKUX WCCedoBaHWi, [OMMKHA HaHOCWUTLCA Hapmucb: "Ans  KAMHUYECKUX
ncenenoBaHun”,

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

9. YnakoBka nEKapCTBEHHbIX CPEACTB, NpPEeOHA3HaYEeHHbIX WCKIOYMTENBHO [Ans 3KCNopTa, MapKUpyeTcsl B COOTBETCTBUM C
TpeboBaHWAMU CTpaHbl-MMNopTepa.

10. Ha TpaHcnopTHyto Tapy, koTopasi He npegHa3HadeHa Ansi noTpebuTenen 1 B KOTOPY NOMELLEHO NeKapCTBEHHOE CPeaCcTBO, AOKHA
HaHOCUTbCS UHOPMaUMA O HaMMEHOBAHWMW, CepuM NEKapCTBEHHOTO CPeAcTBa, AaTe BbiMycka, KONMMYeCTBe BTOPUYHBLIX (MOTPebUTenbCkux)
YyNakoBOK J1eKapCTBEHHOrO CpeAcTBa, NPOW3BOAMTENE IEKapCTBEHHOTO CPEeAcTBa C YKas3aHMeM HauMMeHOBaHWA W MeCTOHaXOoXAeHWs
NpPOU3BOAUTENS NEKAPCTBEHHOro CpeAcTBa (aApec, B TOM yucne cTpaHa v (Unu) Mecto NpOoM3BOACTBA NEKapCTBEHHOrO CPeACTBa), a Takke o
CpoOKe rogHOCTM NeKapCTBEHHOro cpeActBa M 0O YCNOBMAX €ro XpaHeHWs U MepeBO3ku, HeobxoauMmble npepynpeauTenbHble Haanucn u
MaHWUNYNATOPHbIE 3HAaKN.

11. Ha nepBuYHyto ynakoBKy M BTOPUYHYHO (NMOTPEOUTENbLCKYK) YNAKOBKY JIEKAPCTBEHHbIX CPEACTB ANS BETEPUHAPHOIO NMpUMEHEHUst
OOMKHa HaHOCUTbCA HaaNuCh: "[Na BeTEpUHAPHOro NpuMeHeHns".

12. Ha BTOpUYHyto (NOTpebunTenbCKy0) yNakoBKY fIeKapCTBEHHOrO npenapara HaHOCUTCS LUTPUXOBOM Kop,.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYO ®EQEPALIVIO U BbIBO3 JIEKAPCTBEHHbLIX CPEICTB
M3 POCCUNCKON ®EQEPALINU
(B pea. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Crtatbsa 47. MNopsAnok BBo3a NeKapcTBEHHbIX cpeacTB B Poccuiickyio depepaunio U BbiBO3a JfleKapCTBEHHbIX CPeACTB U3
Poccuitickon ®enepauum
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BB03 nekapcTBeHHbIX cpeacTB B Poccuiickylo ®degepauuio OCylLeCcTBRAsSIETCA B Mopsigke, ycTaHOBNEeHHOM [1paBuTenbCTBOM
Poccuickon ®enepaumm, B COOTBETCTBUM C akTamu, cocTasnsowmmm npaso Coto3a, v (Mnum) 3akoHogatenscTtBom Poccuickon depgepauum o
TaMOXEHHOM PErynupoBaHum.

(B pea. ®egepanbHbix 3akoHoB oT 06.12.2011 N 409-93, ot 30.01.2024 N 1-93)

KoHcynbraHTlntoc: npymeyaHuve.

HOo 31.12.2024 poccuickum MNpPOU3BOAUTENSIM paspelleHo B YBEAOMUTENbHOM MOpsiAKe BBO3WTb HE BHECEHHble B peecTp
apmaueBTMyeckne cybcTaHuuM Ans BETEPUHAPHOro MPUMEHEHMS ANS NPOM3BOACTBA 3aperMcTpyMpoBaHHbIX NEKapCTBEHHbIX CpeacTB
(MoctaHoBneHwue lMpaBuTensctea PO ot 12.03.2022 N 353).

2. Beosumble B Poccuiickyio Pepepaunto nekapcTBeHHble CpeacTBa LOMKHbI COAepXaTbCs B FOCYAapCTBEHHOM peecTpe
NeKapCTBEeHHbIX CPeACTB, UMW €AUHOM peecTpe 3apervcTpupoBaHHbIX JIeKapCTBEHHbIX cpeAcTB EBpasuniickoro 9KOHOMMYECKOTO CO3a, Ui
eVIHOM PeecTpe 3aperncTprpoBaHHbIX BETEPUHAPHbLIX JIEKAPCTBEHHBIX NpenapaToB EBpa3ninckoro 3kOHOMMYECKOro Co3a.

(B pen. ®epepanbHbix 3akoHoB oT 06.12.2011 N 409-93, o1 27.12.2019 N 462-93, ot 30.01.2024 N 1-d3)



KoHcynbranTtlntoc: npymeyaHme.
C 01.09.2024 B u. 3 cT. 47 BHOCATCS n3meHenns (®3 ot 30.01.2024 N 1-$3). Cm. ByayLuyo pegakumio.

3. [onyckaetca BBO3 B Poccuiickylo ®Pefepaumio KOHKPETHOW NapTUM 3apervcTpupoBaHHbIX W (MM) He3aperncTpupoBaHHbIX
NeKapCTBEHHbIX CPEACTB, NpPeAHa3HaYeHHbIX AN NPOBEeAEHUs! KIMMHUYECKUX WCCReaoBaHUA NekapCTBEHHbIX NpenapaToB, MpoBEAeHUs
3KCMepTU3bl NeKapCTBEHHbIX CPEACTB AN OCYLLUECTBMEHUS roCyAapCTBEHHOW PerncTpauvun rekapCTBEHHbIX MpenapartoB Mnn AN OKasaHus
MeONLMHCKON MOMOLUM MO KM3HEHHbIM MOKa3aHWAM KOHKPETHOro MauveHTa Ha OCHOBAHWM paspelueHVsl, BblAaHHOTO YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMNHUTENBHOW BNAacTu MO 3asiBMEHWs M §ul, ykadaHHblXx B cTaTbe 48 HacToswero PegepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBNeHWs U NPUHATUE PelleHnst O BblAadve paspelleHnss Ha BBO3 KOHKPETHOW MapTWM 3aperucTpupoBaHHbIX U (Mnu)
He3aperncTpupoBaHHbIX EKapCTBEHHbIX CPeACTB, MNpPeAHasHayeHHbIX AN MNPOBEAEHWUS KIMHUYECKUX WCCNefoBaHWM NekapCTBEHHbIX
npenapaTtoB, MPOBEAEHUS 3KCNEepPTU3bl NEKapCTBEHHbIX CPEACTB ANsl OCYLECTBNEHUst ToCyAapCTBEHHOW perucrpaumm nekapcTBEeHHbIX
npenapatoB Wnu Ans OKa3aHWs MeOVLUMHCKOM MOMOLLM MO XU3HEHHBbIM MOKa3aHUsM KOHKPETHOro nauueHTa nmnbo o6 oTkase B Bbigaye
yKa3aHHOro paspeLlleHns NMPOU3BOASATCA B CPOK, He MpeBbllualowuin natm paboumx AHew. MnaTta 3a BblAayy ykasaHHOrO paspelleHus He
B3VMMaeTcs.

(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3.1. Y1patun cuny ¢ 1 aHBapsi 2024 roga. - ®egepanbHbivi 3akoH oT 27.12.2019 N 475-03.

3.2. o 31 gekabps 2024 roga gonyckatTcs BBO3 Ha Tepputopuio Poccuiickon ®epepauum n obpalieHne B Poccuiickoin depepauum ¢
y4yeToM OCOOeHHOCTeN, ycTaHoBMneHHbIX [NpaButenscTBoMm Poccuiickon degepaumm, 3aperMcTpypoBaHHbIX NEKapCTBEHHbIX NpenapatoB Ans
MEOVLMHCKOTO MPUMEHEHWS B YMakoBKax, MNpeaHa3HaveHHbIX [Ansi obpalleHuMs B WMHOCTPaHHbIX rocygapcTBax, B crnydae AedekTypbl
NeKapCTBEHHbIX NpenapaToB UM pucka ee BO3HUKHOBEHUSI B CBSI3W C BBeAEHMEM B OTHoLeHun Poccuiickon denepaumm orpaHuymTenbHbIX Mep
3KOHOMWYECKOrO XapakTepa Mpy YCMOBUM COOTBETCTBUSI BBO3VMbIX NEKAPCTBEHHbIX MNpenapatoB TpeboBaHUSIM, YCTaHOBMEHHLIM MpU KX
permcTpauum, 3a WCKMoYeHnem TpeboBaHMI K MEepPBUYHON YMaKOBKE, BTOPMYHOM (MOTPeOMTENbCKOWM) yNakoBKe, a Takke NpU Hanmuuum Ha
BTOPWYHOM (NOTpebuTenbCcko) ynakoBKe NeKapCTBEHHbIX NMPenapaToB, HaXoAsLWMXCst B obpalleHnmn, camMoknesiwencs STUKETKN, coaepallen
MHOPMALIMIO O NIEKaPCTBEHHOM MpernapaTe Ha pPyCCKOM Si3blKe.

(4acTb 3.2 BBeaeHa PefepanbHbiM 3akoHOM OT 26.03.2022 N 64-93; B pea. PegepanbHoro 3akoHa ot 19.12.2022 N 519-93)

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 cT. 47 pononHsetcs 4. 3.3 (P3 ot 30.01.2024 N 1-d3). Cm. ByayLuyro pegakumio.

4. B Poccuiickyto Pegepaumio MOXHO BBO3WUTb J1€KAPCTBEHHblE CPEACTBA, KayeCcTBO KOTOPbIX MOATBEPXKAEHO CepTUdUKaTOM
NPOV3BOANTENS NEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSIOLLMM COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHBLIX CPEACTB TPeBOBaHNSIM, YCTAHOBIEHHbBIM
npy UX perncTpaLmmn unm NpoBeaeHUn npoueayp, CBA3aHHbIX C pervcTpaumei.

(B pen. ®epepanbHbix 3akoHoB oT 06.12.2011 N 409-93, ot 30.01.2024 N 1-®3)

5. Banpewaetca BBo3 B Poccuickyio Pegepaumio anbCUPULMPOBaHHBIX NEKapCTBEHHbIX CPeAacTB, HeOdobpoKa4eCTBEHHbIX
1leKapCTBEHHbIX CPEACTB, KOHTPaMaKTHbIX NEKAPCTBEHHbIX CPEACTB.
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. PanbcmpuruMpoBaHHble neKkapCTBEeHHble CpeacTBa, HeaoOpokayecTBEHHble IeKapCTBEHHble CPEeAcTBa nognexar WU3bATUIo U
nocrnenywLwwemMy YHUUTOXEHUIO unu BbiBO3y M3 Poccuiickon Pepepaumun, KOHTpadaKTHble NeKapCTBEHHble CpeAacTBa - U3bATUO U
nocneayrLwwemMy YHUHTOXEHUI0. YHUYTOXeHne unu BbiBO3 M3 Poccuiickon Pepepaummn danbcuduLMpoBaHHbIX NEeKapCTBEHHbIX CPeAcTs,
He06pOKa4YeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTpadaKTHbIX NEKAapCTBEHHbIX CPEACTB OCYLLECTBMSETCS 3a CYeT nuua, oCyLLeCTBUBLLENO
ux BBO3. [10PSAOK YHUHTOXEHUS U3bATbIX hanbCuULMPOBaHHBLIX NEeKapCTBEHHbIX CPeACTB, HeA0OPOKaYECTBEHHbIX NIEKAPCTBEHHbLIX CPEACTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnmBaeTcs NpaButensctBom Poccuiickon degepauuu.

(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Ilvua, ocywlecTenstowme BBo3 B Poccuiickyto Pegepaumio danbcnduLmpoBaHHbIX NEKapCTBEHHbIX CPEACTB, HeAobpoKaYeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB, KOHTpPadaKTHbIX IEeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon degepaumn.

(B pen. ®egepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

8. BbiBO3 nekapcTBeHHbIX CpeacTB u3 Poccuiickoin Pepepaumm ocyLeCTBSETCA B COOTBETCTBMM C akTaMu, COCTaBNSAOLWMMU MPaBo
Coto3a, 1 (unu) 3akoHopartensctsoM Poccuiickon defepaumm o rocyaapCTBEHHOM peryniMpoBaHUn BHELLHETOProBON AeATENbHOCTY.
(4actb 8 B pen. PenepansHoro 3akoHa ot 30.01.2024 N 1-93)

9. Beopa B rpaxgaHckunini 060poT NekapcTBEHHbIX NpenapaToB Ans MeAULIMHCKOro NpUMeHeHus, BBe3eHHbIX B Poccuickyto ®egepauuio,
ocyLlecTBRsieTcs ¢ cobntofeHnem TpeboBaHUi, yCTaHOBMNEHHbIX cTaThen 52.1 HacTosiwero ®eaepanbHOro 3akoHa.
(4acTb 9 BBegeHa PepeparnbHbiM 3akoHOM oT 28.11.2018 N 449-03)

KoHcynbraHTtlntoc: npymeyaHmve.
Y. 10 cT. 47 He pacnpoCTpaHsieTCd Ha Cepuu NnekapcTB AN BETEPUHAPHOrO MPUMMEHEHUS, BBEAEHHblE B paxAaHCKMn obopoT Ao
01.09.2023, koTopble Noanexar NPUMEHeHNIo 0o ncTedeHnst cpoka ux rogHoctn (®3 ot 02.07.2021 N 317-d3).

10. BBog B rpaxgaHCckuin 0BGOpOT NeKapCTBEHHbIX MpenapaToB Ans BETEPUMHaAPHOrO NMPUMEHEHWS, BBE3EHHbIX (MepeMeLLeHHbIX) B
Poccuiickyto ®enepaumio, ocylecTBnsercs ¢ cobnogeHnem TpeboBaHnin, YCTaHOBMEHHbIX cTaTbel 52.2 HacToswwero PefepanbHOro 3akoHa.
(vactb 10 BBegeHa PepepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

CraTtbs 48. lOpunanyeckue nuua, KOTopbiM pa3peLleH BBO3 JleKapCTBEHHbIX cpeacTB B Poccuiickyto Peaepaumio
(B pea. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-93)



NekapcTtBeHHble cpeacTBa B Poccuiickyto ®efepauuio MoryT BBO3UTL:
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) npon3BognTeNnn nekapCTBeHHbIX CpeacTs Ang Lernew cobCcTBEHHOro npon3BoacTBa NekapCTBeHHbIX CPencTs;

KoHcynberaHTlntoc: npymeyaHuve.
C 01.09.2024 B n. 2 cT. 48 BHOCATCS M3meHeHus (®3 ot 30.01.2024 N 1-d3). Cwm. BygyLuyio pegakumio.

2) VHOCTpaHHble pa3paboTuMKkM NEKapCTBEHHbIX CPEACTB W WMHOCTPaHHblE NPOM3BOAMTENWN JIEKapCTBEHHbIX CPEACTB WM apyrue
topuanyecke nuua no nopyyeHuo paspaboTtunka NekapCTBEHHOMO CPEACTBa Afs NPOBEAEHUS KIIMHUYECKUX UCCRenoBaHUiA NieKapCTBEHHOMO
npenapaTta, OCYLUECTBMEHWSI TOCYAApPCTBEHHON perucTpauun neKkapCTBEHHOro npenapaTta, BKIYeHUs hapmaueBTMYecKkol cy6GecTaHumun B
rocyAapCTBEHHbIN pEEeCTp NeKkapCTBEHHbIX CPeCTB, KOHTPOSIS KayecTBa fleKapCTBEHHbIX CPEACTB NpY HanMunM paspeLlleHnst YNonHOMOYEHHOTo
deaepanbHOro opraHa UCMOMHUTENBHOW BNacTy Ha BBO3 KOHKPETHOM NapTUM NEKapCTBEHHbIX CPEACTB;

3) opraHusauuun ONTOBOWA TOProBnun nekapCcTtBeHHbIMU cpeacTesamMmu;

4) HayyHble opraHu3aumu, obpasoBaTerbHble OpraHuM3auMu BbICLLEro OBpasoBaHMsi, NPOV3BOAMTENWU FNEKAapPCTBEHHbIX CPEACTB AMs
pa3paboTkn, uccrnenoBaHWI, KOHTpomns 6esonacHocT, KayecTBa, 3MEMEKTUBHOCTU NEKapCTBEHHbIX CPeACTB NPV HanmuuMm paspelueHvs
YNONTHOMOYEHHOTO dhefiepanbHOro opraHa UCNOMHUTENbHOWM BNacTw;

(B pea. ®enepanbHbix 3akoHoB oT 02.07.2013 N 185-®3, ot 30.01.2024 N 1-$3)

5) MegMumMHCKMe opraHusauum, NHble ykasaHHble B MyHKTax 1 - 4 HacTosLen cTaTby OpraHn3aummn Ans okasaHUa MEAULIMHCKON MOMOLLM
MO XW3HEHHbIM MOKa3aHWSIM KOHKPETHOro NauueHTa NpU Hanuuuy paspelleHust YnorHOMOYEHHOro deaeparnbHOro opraHa WCMONHUTENBHON
BMacTW Ha BBO3 KOHKPETHOW NapTuM NekapcTBEHHOro npenapara, BblAaHHOIO B YCTAHOBIIEHHOM MopsifAke B hOpMe 3MeKTPOHHOro JOKYMEHTa,
NOANMCAHHOIO YCUNEHHON KBaNUMULIMPOBAHHOW 3MEKTPOHHON NOAMUCHIO;
(B pea. ®egepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) yTpatun cuny ¢ 1 sHBaps 2024 roga. - PegepanbHbiil 3akoH oT 27.12.2019 N 475-93.

7) NPOM3BOAUTENUN MEAVLMHCKUX U3OENWA Ans Lenei NpoM3BoacTBa MEAULIMHCKUX U3OENUNA.
(n. 7 BBepeH PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

Ctatbs 49. [loKyMeHTbl, NpeAcTaBrnsieMble B TaMOXeHHble opraHbl Poccuiickon ®Pepepauvm npu BBO3e JIeKaPCTBEHHbIX
cpeacTB B Poccuiickyro ®enepauuio
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Npn BBO3e nekapcTBeHHbIX cpeAcTtB B Poccuinckyto Pefepaumio B TaMOXeHHble opraHbl Poccuiickon ®epepaummn Hapsgy C
OOKyMeHTaMu, npeacTaBneHne KOTOpbIX NpedyCcMOTPEeHO akTamu, cocTaensiowmmu npaBo Coro3a, u (Mnv) 3akoHogatenbcTBoM Poccuiickom
Penepaumm 0 TaMOXXEHHOM PerynmpoBaHun, NMPeACTaBnATCSA CreaytoLmne AOKYMEHThI B ANEKTPOHHOM hopme:

(B pen. ®egepanbHbix 3akoHoB oT 06.12.2011 N 409-93, ot 30.01.2024 N 1-03)

1) cepTudmKaT NpousBoOAMTENS JIEKAPCTBEHHOTO CpPEeACTBa AN BETEPUMHapHOr0 MPUMEHEHUS, YOOCTOBEPSIOWMIA COOTBETCTBME
BBO3UMOIO JIeKapCTBEHHOro cpeacTBa AN BETEPUMHAPHOTO NpUMeEHeHUs1 TpeboBaHWsIM (hapMaKkomnenHon cTatbl NMbo B criydae ee oTCyTCTBUS
HOPMaTMBHOTO [OKYMEHTa;

(B pen. ®epepansHoro 3akoHa ot 30.01.2024 N 1-93)

2) paspelleHue YNONHOMOYEHHOro dedepanbHOro opraHa MCNOMHUTENbHOW BracTM Ha BBO3 KOHKPETHOW NapTuM NeKapCTBEHHOro
CpeAcTBa B Criy4asix, yCTaHOBIEHHbIX YacTbio 3 ctatbu 47 HacToswwero PefnepanbHOro 3akoHa.

2. [JoKyMeHTbl, yKasaHHble B MyHKTax 1 M 2 4actu 1 HacTosien craTbu, NPEeACTaBNsAlTCS B TaMOXEHHble opraHbl Poccuickon
Pepnepaumu npu NpnbbITUM NEKapCTBEHHbIX CpeacTB B Poccuiickyto Penepaumto.
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 50. BBo3 nekapcTBeHHbix npenapatoB B Poccuiickyto ®depepauuio AN JIMYHOTO WCNOMb30BaHUA U MHbIX
HEeKOMMep4eckux Lienen, a Takke AN MCMNONb30BaHMA Ha TEPPUTOPUM MEXAYHAaPOAHOro MeAULIMHCKOro Knacrepa
(B pea. ®enepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 29.06.2015 N 160-$3)

1. IlekapcTBeHHble NpenapaTbl MOryT GbITh BBe3eHbl B Poccuiickyto Peanepaumio 6e3 yyeta TpeboBaHui, NpeyCcMOTpeHHbIX YacTamu 1 -
4 ctatbu 47, ctatbamu 48 n 49 HacToswero ®PegepanbHOro 3akoHa, eCnv OHW NpegHa3HaveHbl Ans:
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) nnyHOro ucnomnb3oBaHusa uandeckummn nuuamu, npubbiBwMMKM B Poccuiickyto ®epepauuto. Mpu atom BBO3 B Poccuickyto
Penepaumio nekapcTBeHHbIX NpenapaToB, COAepXallnX CUINbHOAENCTBYIOLWME U (MNKN) SA0BUTbIE BELECTBa, BKITHOYEHHbIE COOTBETCTBEHHO B
CMMCOK CUNBbHOAENCTBYIOLLIMX BELLECTB ANS Liene YrorloBHOrO 3akoHoaaTenbcTBa Poccuiickon deaepauym v B CNNCOK SA0BUTBIX BELLECTB AN
Lienen yronoBHOro 3akoHogartenbcTBa Poccunckon ®enepaumm, yreepxaeHHble MpaButensctBom Poccuiickon degepauumn, ocyLlecTBAsieTcs
Npy HanmMunM JOKYMEHTOB (3aBEePEHHbIX KOMWUI [OKYMEHTOB UMW 3aBEPEHHbIX BbIMUCOK M3 HUX), MOATBEPXAALWMX HasHa4YeHne hranyeckomy
MUY yKa3aHHbIX NeKapCTBEHHbIX NPenapaTtoB (3a UCKIYeHWEM NekapCTBEHHbIX NMpenapaTos, 3aperncTpupoBaHHbix B Poccuiickon Pepepaumm
nnbo 3aperncTpnpoBaHHbIX B COOTBETCTBUM C akTaMu, cocTaensiowmmmn npaso Coto3a, n otnyckaembix B Poccuiickon ®egepauun 6e3 peuenta
Ha nekapcTBeHHbIN npenapar). MoaTeepxaatone JOKYMEHTbI (MX 3aBePeHHbIE KOMWW UMW 3aBepPeHHble BbIMUCKN U3 HUX) JOSMKHbI cogepxXaTb
CBE[lEeHNs1 O HaVMEHOBaHUM W KOMMYEeCTBE Ha3HAaYeHHOro fekapcTBEHHOro npenapata. B cnyyae, ecnu noaTtsepxaatowwye AOKYMEHTbl (MX
3aBepeHHbIe KOMUU UNK 3aBepeHHbIe BBINUCKU U3 HWX) COCTaBMNEHbl HAa WHOCTPAHHOM si3biKe, K HAM npunaraetcs HoTapuanbHO 3aBepeHHbIi
nepeBof Ha PyCCKui A3bIK;

(B pen. ®epepanbHbix 3akoHoB oT 02.06.2016 N 163-93, ot 30.01.2024 N 1-d3)

2) ncnonb3oBaHUA pa6OTHI/IKaMI/I aunnomMmaTtndeckoro kopnyca unu npeacraButenamMmm MmexayHapoaHbIX opraHMaauw?l, aKKpeanToOBaHHbIX



B Poccuiickon ®enepaumu;

3) nevyeHVs MaccaxupoB W YNEHOB 3KUMAaXEW TPaAHCMOPTHbIX CPEACTB, MOE3AHbIX Opurag U BOAUTENEW TPaHCMOPTHbIX CPEAcCTB,
npubbiBnX B Poccuiickyto ®enepauuio;
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

4) nevyeHna y4aCTHMKOB MeXayHapOoAHbIX KynbTYPHbIX, CNOPTUBHbIX MepOI'IpVIFITI/IVI N YH4aCTHUKOB MeXayHapOoaHbIX AKCNeanuniA;

5) neyeHMs KOHKPETHbIX XWBOTHLIX B 300Mapkax, 300Cajax, Lupkax, okeaHapuymax, AefbdUHapusiX, NEYeHUs OUKUX XKUBOTHbIX,
MOCTOSIHHO WM BPEMEHHO Hacenswowmx TeppuTopuio Poccuiickon Pegepaunn, HaxoOsdWMXCH B COCTOSIHAM €CTECTBEHHOW cBoboabl U
npvHagnexaiumx K Buaam, 3aHeceHHbIM B KpacHyto kHury Poccuiickon ®efepauum u (unu) KpacHble kKHurm cybbekto Poccuiickon ®egepauiuy,
a TaKKe XVBOTHbIX, BBO3MMbIX B Poccuiickyto Peaepaunto Anst y4acTusi B CMOPTUBHBIX U 3pENULLHBIX MEPOMNPUATUAX;

(B pen. ®epepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) Mcnonb3oBaHUs Ha TEPPUTOPUN MEXAYHAPOAHOMO MEeAULIMHCKOTO KrnacTepa.
(n. 6 BBeaeH PepepanbHbiM 3akoHoM oT 29.06.2015 N 160-d3)

2. B cnydasix, npedycMOTPeHHbIX 4YacTbio 1 HacToswen craTtbu, gonyckaetcss BBO3 B Poccuinckyio degepaumio nekapCTBEHHbIX
npenaparoB, He 3aperncTpupoBaHHbIx B Poccuiickon ®egepaunm nnubo He 3apermcTpyupoBaHHbIX B COOTBETCTBUM C akTamu, COCTaBMSOLLMMU
npaeo Coto3a.

(B pea. ®egepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

3. IlekapcTBeHHble npenapaTbl, NpegHa3Ha4yeHHble ANSA FyMaHUTapHOW MOMOLLM (COAENCTBMS) MMM MOMOLUM NPU Ype3BblYalHbIX
cuTyaumsx, BBosaTcs B Poccuinckyto degepaunio B nopsgke, yctaHosneHHom NpasuTtensctBom Poccuiickon ®egepauun. 3anpelyaeTcs BBO3 B
Poccuiickyto ®enepaumio He3apermcTpMpoBaHHbIX NTEKapCTBEHHbIX MpenapaToB, NpegHa3Ha4YeHHbIX AN ryMaHUTapHOW MOMOLLM (COOENCTBMS)
UM MOMOLLM MPY Ype3BblYalHbIX CUTYaLMSIX.

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

Cratbs 51. CoTpyAHU4ecTBO (heaepanbLHOro opraHa UCMONHUTENbHOW BRAacTH, OCYLUEeCTBAAIOWEro (OYHKUMU MO KOHTPOSO U
Hag3opy B 06nacT¥ TaMOXEHHOro Aena, U ApYrux yrnosHOMO4YeHHbIX dhefepanbHbIX OPraHOB UCMOSHUTENBLHOW BriacTu
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

1. YnonHomoueHHble beaeparnbHble OpraHbl WMCMNOMHUTENbHOM BRAAacTy MNPEedoCTaBnsiloT B pacnopshkeHne dedepanbHOro opraHa
UCMOMHUTENBHON BNacTu, OCYLLECTBASIOLWEro yHKLMM MO KOHTPOMIO M HaAs3opy B obnactu TamOXeHHOro Aerna, rocyfapCTBEHHbIN peecTp
NeKkapCTBEeHHbIX CPEACTB, a Takke MHOPMAaLMIO O BblAAHHBIX Pa3peLleHnsX Ha BBO3 KOHKPETHOW NapTUM NeKapCTBEHHbIX CPeACTB B Cryvasix,
YCTaHOBIEHHbIX YacTblo 3 cTaTbu 47 HacTosiwero ®egepanbHOro 3akoHa.

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

2. depneparbHbIii OpraH UCMOMHUTENBHONW BNACTW, OCYLLECTBNSAIOWMIA DYHKLMKM MO KOHTPOIIO 1 HaA30py B 0bnactu TaMoXeHHOro aena,
MHOPMUPYET YyKa3aHHble B 4acTu 1 HacTosWwen craTtbu YMONHOMOYEHHble deaeparnbHble OpraHbl WCMOMHWTENbHOW BnacT O BBO3e
nekapcTBeHHbIX cpeacTs B Poccuiickyto Pefepauumio U BbiBO3e NekapCTBEHHbIX CpeacTs u3 Poccuiickont Pepepaunmn no dopme 1 B nopsgke,
KoTopble ycTaHoBreHb! [NpaButensctBom Poccurickon degepaumm.

(B pen. ®enepanbHbix 3akoHOB oT 06.12.2011 N 409-93, ot 30.01.2024 N 1-3)

Masa 10. PAPMALIEBTUYMECKAA OEATEJIbHOCTb
CtaTbs 52. OcyuwiecTBneHue dapmaLeBTUYECKOW AeATENbHOCTH

1. PapmMaueBTMYeCKasa AEATENbHOCTb OCYLLECTBAETCA OpraHM3auusiMmn OMTOBOW TOProBMY NEKapCTBEHHLIMU CPeACTBaMU, anTe4YHbIMU
OopraHM3auusamy, BETePUHAPHLIMU anTeYHbIMW  OpraHu3auusaMu, WHAMBUAYaANbHLIMU NPEANPUHAMATENAMKY, WMEIWMMN  NULEH3NI0  Ha
dhapmaLeBTUHECKYO AeSTeNbHOCTb, MEAULMHCKUMW OpraHvM3auvsiMi, MMEWVMM NULEH3NI0 Ha (apMaLeBTUYeCKylo AesTeNnbHOCTb, U UX
obocobneHHbIMY nogpasgeneHnsmu (ambynatopusamu, denbalepckuMn 1 enbaLlepcKo-akyLIEePCKUMIN NyHKTaMU, LeHTpaMu (OTAENeHnaMm)
obLiert BpayebHON (CeMeNHON) MPaKTWUKW), PacMOfOXEHHbIMU B CEMbCKUX HaceneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuHble
opraHusauuu, U BeTepuHapHbIMU OpraHn3aunsaIMn, UMEeoLLMMU NULEH3NI0 Ha (hapMaLeBTUYECKYI0 AeATENbHOCTb.

(B pen. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbraHTlntoc: npymeyaHuve.

Y. 2 ct. 52 (B pea. @3 ot 28.04.2023 N 149-93) B yacTu akkpeauTauuMu CneuuanucToB C BbICLUIMM WM CPEeOHUM BETEepPUHAapHbIM
obpasoBaHMeM, OCYLLECTBAAIOWMNX hapmaLeBTUYECKY0 AesATeNbHOCTb, npumeHsieTcs ¢ 01.03.2026. CepTudmkaTtbl Takum nNuLaM BblgaoTcs
no 28.02.2026 v gencTBytoT He Gonee 5 neT.

2. ®dusmuyeckume nuua MOryT OCYLLECTBNSATb papMaLeBTUYECKYID [AESTENbHOCTb MPU  HanmMyMu  BbICLLUETO WU CPEOHEro
apmMaueBTMyeckoro obpa3oBaHusi M cepTudukata crneumanucta nmbo NPoNaEHHOW akKkpeauTauuMu crneuuanucta, BbICLUEro unvM cpegHero
BeTepunHapHoro obpasoBaHust U cepTudmkaTa cneumanucrta nMbo NponaeHHoOW akkpeguTauum crneumanucTa, a Takke BbICLLUEro unm cpegHero
MeauuuHckoro obpasoBaHusl, cepTudmkata cneumanucta nuMbo  NPOWMAEHHOW  akkpeauTauuu cneunanucta W OOMNONHUTENbHOMO
npodeccrMoHanbLHOro 0bpasoBaHMs B 4YacTU PO3HUYHOM TOPrOBMU NEKapCTBEHHbIMW MpenapartamMmyv O MEeAVMLUHCKOrO MPUMEHEHMST Npu
ycnoBun ux pabotbl B 060cobneHHbIX NoApasaeneHnsax MEANLIMHCKUX OpraHu3aumii, ykasaHHbIX B YacTu 1 HacTosiLen cTaTbi.

(4actb 2 B pea. PenepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbraHTlntoc: npymeyaHve.
C 01.09.2024 B HaumeHoBaHue cT. 52.1 BHocATcs nameHeHus (O3 ot 30.01.2024 N 1-d3). Cm. ByayLiyto pegakuumio.

KoHcynbraHTlntoc: npumedaHue.



JlekapcTBeHHble npenaparbl 4N MEAMLUHCKOrO MPUMEHEHUsl, BBEAEHHbIE B rpaxaaHckmn obopot o 29.11.2019, nognexar xpaHeHuto,
nepeBo3Ke, OTMYCKY, peanu3aunu, nepegade, NPUMEHEHUIO 40 UCTeveHns cpoka ux rogHocth (P3 ot 28.11.2018 N 449-03).

Cratbs 52.1. BBoA B rpaxaaHCKuUii 060pOT NeKapCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NPMMEeHeHUs
(BBegeHa depgeparnbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 B 4. 1 cT. 52.1 BHOcsATCSH U3MeHeHust (P3 ot 30.01.2024 N 1-$3). Cm. ByayLuyto pegakumio.

1. lMepen BBOOOM B rpaxaaHCKMi OOOPOT KaxOoW cepuvM WNyM Kaxaom napTum npoussBedeHHoro B Poccunckon ®epepauumn
NeKapCTBEHHOro npenapata Ans MeOWMUMHCKOTO MPUMEHEHMUS, 3a MWCKIIOYEHMEM WMMMYHOOMONMOrnMyecknux IekapcTBEHHbIX MpenapaTos,
Npou3BOAUTENb TaKOro EKapCTBEHHOrO npenapata npefcTaBnsieT B dedepanbHblii opraH WCMOMHUTENbHOW BNacTy, OCYLLECTBSIOWMIA
YHKUMM MO KOHTPOMNIO M Hag3opy B cdepe 30paBoOXpaHEHWs, AOKYMEHT Mpov3BOAWUTENSI NEKapCTBEHHOro CpeacTBa, NOATBEPXKAatoLLni
Ka4yeCTBO JIeKapCTBEHHOrO npenapaTta, W NoATBEPXAEHME YNOMHOMOYEHHOrO Nnnua Mpov3BOAUTENS NEKapCTBEHHbIX CPEACTB COOTBETCTBUS
iekapCcTBEHHOro nNpenapata TpeboBaHNaAM, YCTaHOBMEHHbLIM MPUY €ro rocy4apCTBEHHOW perncTpauum.

KoHcynbraHTtlntoc: npymeyaHme.
C 01.09.2024 cT. 52.1 pononHsetcs Y. 1.1 (®3 ot 30.01.2024 N 1-$3). Cm. GyayLuyto peaakumio.

KoHcynberaHTlntoc: npumeyaHue.
C 01.09.2024 B u. 2 cT. 52.1 BHOCcsATCA U3MeHeHust (P3 ot 30.01.2024 N 1-$3). Cm. ByayLyto pegakumio.

2. MNepen BBOAOM B rpaxaaHCKMn 060pOT Kaxaow cepun Unu kaxkaow naptuv BBo3umoro B Poccuiickyto ®enepauuio nekapcTtBeHHOro
npenapara Ans MEOWUMHCKOTO TMPUMEHEHWs, 3a WCKITIYEHNeM WMMYHOOMOMOrM4eckux IeKkapCTBEHHbIX MNpenapatoB, OpraHusauus,
OCYLLeCTBNSAIOWAs BBO3 NekapCcTBeHHOro npenapata B Poccuiickyio ®efepaumio, npeactasnsieT B dedepasnbHbIi OpraH MCMONHUTENbHON
BNacTyh, OCYLLECTBMAOWMIA (DYHKLUMU MO KOHTPOMO M HaA3opy B cdepe 3OpaBOOXPaHEHWs, cepTuduKaT NpPov3BOAMTENSI NeKapcTBEHHOro
CpeAcTBa, YAOCTOBEPSIOWMUA COOTBETCTBME BBO3MMOTO EeKapCTBEHHOro npenaparta TpeboBaHusM apmakonenHow cratbu, a B crnyyae
OTCyTCTBMSA (hapMakoneiHon cTaTb TpeboBaHMSIM HOPMATMBHOW [OKYMEHTauuu, W MNOATBEPXAEHVWEe nNpefcTaBuTens opraHusauum,
OCyLLEeCTBASAIOWEN BBO3 fleKapCTBEHHOro npenapata B Poccuiickyio ®egepauunio M yNorHOMOYEHHOW WMHOCTPaHHbIM Mpou3BoAuTENneM
neKapCTBEHHbIX CPEACTB, COOTBETCTBMSA BBO3UMOIO EKApPCTBEHHOrO npenapata TpeboBaHWSAM, YCTaHOBMEHHBIM MPWU €ro rocyAapCTBEHHOW
permcTpaumn.

KoHcynbranTtlntoc: npymeyaHuve.
C 01.09.2024 cT. 52.1 gononHsetca 4. 2.1 (®3 ot 30.01.2024 N 1-$3). Cm. GyayLuyto peaakumio.

KoHcynbraHTtlntoc: npymeyaHme.
C 01.09.2024 4. 3 cT. 52.1 n3naraetcs B HoBow pepakumm (®3 ot 30.01.2024 N 1-®3). Cm. ByayLuyto peaakuuio.

3. MNopsigok npeactaBneHWsi B COOTBETCTBUMM C 4YacTsamu 1 M 2 HacTosilel cTaTbM [OKYMEHTOB W CBEAEHUIN O neKapCTBEHHbIX
npenaparax, BBOOUMbIX B rpaxaaHckuin obopoT, yctaHaenmeaeTcs NpaButensctBom Poccuiickon Pegepaumm.

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 B 4. 4 c1. 52.1 BHOCsATCSH U3MeHeHusi (P3 ot 30.01.2024 N 1-$3). Cm. ByayLyto pegakumio.

4. B oTHOLWeEHNM NepBbIX TPEX Cepuin UM NapTuii NekapcTBEHHOro npenaparta, Bnepsble npou3seaeHHoro B Poccuickon Pepepaumm
unu Bnepsble BBO3UMMOro B Poccuiickylo Pepepaunio, B deaepanbHbil OpraH MCMOMHUTENbHOW BNAacTW, OCYLUECTBASIOWMA yHKUMM Mo
KOHTPOMIO 1 HaA30opy B cdepe 30paBOOXPaHEHNs, AONOMHUTENbHO NPeACTaBnsieTCa NPOTOKOM WCMbITaHWA O COOTBETCTBUM Cepun Unu napTum
rfiekapCTBEHHOro npenaparta Ans MeauLMHCKOTrO MPYMEHEHUS MoKasaTensM KavecTBa, NpedyCMOTPEHHbIM HOPMAaTMBHOW AOKyMeHTauuewn
(panee - NpoOTOKOM WCMbITAHWIA), MPOBOAMMBLIX aKKpeaAWTOBaHHLIMW B COOTBETCTBMM C 3akoHodaTenbcTBoMm Poccuiickon Pepepauum 06
akkpeguMTauMM B HauMOHamnbHOW  cUCTeMe  akkpeauTauuu  dbepgepanbHbIMU - FOCYAAPCTBEHHLIMU  BIOMKETHBIMU  YYpeXOeHUAMM,
noABeAOMCTBEHHbIMU  dbeaepanbHOMYy OpraHy WCMOMHUTENbHOW BRacTv, OCyLlecTBnswweMy GYyHKUMM no BblpaboTke w peanusaumun
roCyAapCTBEHHOW MONWTMKM 1 HOPMAaTVMBHO-NPABOBOMY perynupoBaHuio B cdpepe 34paBooxpaHeHus, u  dedeparnibHOMy OpraHy
MCNOSTHUTENBHON BNacTW, ocyluecTBnsioleMy yHKLMM NO KOHTPOSO U Haa3opy B cdepe 3apaBooxpaHeHus. Mopsaok Bbigayn ykasaHHbIMU
denepanbHbIMU rOCYAAPCTBEHHBIMY GIOMKETHBIMU YYPEXAEHUAMU [aHHOTO MPOTOKOMa M pasMep nnaTtbl 3a ero Bbigayy ycTaHaBMBalOTCH
MpaBuTensctBoM Poccuiickon ®egepavmn.

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.09.2024 cT. 52.1 gononHsetcs yy. 4.1 - 4.3 (®3 ot 30.01.2024 N 1-®3). Cm. ByayLuyto pegakumio.

KoHcynbraHTtlntoc: npymeyaHme.
C 01.09.2024 4. 5 cT. 52.1 n3naraetcs B HoBow pepakumm (®3 ot 30.01.2024 N 1-®3). Cm. GyayLuyto peaakumio.

5. ExerogHo He nosgHee 1 deBpans npou3BOAWTENM IEeKapCTBEHHbIX CPeACTB WM OpraHv3auvu, OCyLLecTBMsole BBO3
nekapcTBeHHbIX npenapartoB B Poccuiickyto ®egepaumio, npeactaBnsatoT B hegepanbHbil opraH UCMONHUTENBHOW BNacTh, OCYLLEeCTBASAOLWNN



YHKUMM MO KOHTPOMIO U HaA30py B cdepe 30paBOOXPaHEHMS!, MPOTOKOS UCMbITAHWMIA NOCTYNUBLLETO B TEYEHWE rofa B rpaxaaHckui obopot
riekapCTBEHHOrO NpenapaTa KOHKPETHOrO Npov3BoauTens (Ha ogHY CEPUI0 KaXO0ro TOProBoro HaMMEHOBaHWS C Y4ETOM fiekapCTBEHHON DOpPMbl
M [03VPOBKW), MPOBOAMMBLIX AKKPEAMTOBAHHbIMKW B COOTBETCTBUM C 3akoHopatenbcTBoM Poccuiickon depepaummn o6 akkpegutauum B
HaLMOHAamnbHOW CUCTEME aKKpeauTauum ucnelTatenbHbiMM naboparopusamm (LeHTpamu).

KoHcynbraHTlntoc: npymeyaHuve.
C 01.09.2024 ct. 52.1 pononHsetca Y. 5.1 (®3 ot 30.01.2024 N 1-d3). Cm. ByayLyio pegakuumio.

KoHcynberaHTlntoc: npymeyaHve.
C 01.09.2024 B 4. 6 cT. 52.1 BHOCATCA U3MeHeHus (P3 ot 30.01.2024 N 1-®3). Cm. byayLuyto pegakumio.

6. MNponsBoanTenu nekapcTBEHHbIX CPeACTB MMM OpraHvM3auuv, OCYLLEeCTBAsIOLIME BBO3 NeKapCTBEHHbIX npenapaTtoB B Poccuiickyto
Pepnepaumio, He MeHee 4YeM 3a OAWH rof A0 MNaHMPYeMbIX MPUOCTAHOBIIEHNS UMW MNpeKpaLLeHNs NPOV3BOACTBA NeKapCTBEHHbIX NpenapaTos
unm ux seo3sa B Poccuiickyto ®egepaumio yBegoMnsiotT 06 3Tom deaepanbHbIn OpraH UCNONMHUTENbHOW BNAcTyW, OCYLLECTBASIOWNI pyHKLMM NO
KOHTPOMIO W Hafsopy B cdepe 34paBOOXpaHEHUs U dpefdeparnbHbli OpraH WCMOMHUTENbBHOW BMacTh, OCYLLECTBNSIOWMA YHKLUM No
NMLEH3NPOBaHWIO NPON3BOACTBA IeKapCTBEHHbIX CPEACTB.

7. BBog B rpaxgaHckui OOOPOT KaxAoW Cepuu WNu Kaxaow napTuM MMMYHOOMOMOrMYeckoro nekapCTBEHHOro npenapara,
npousseaeHHoro B Poccuiickon ®epepauun nnu Beo3vmoro B Poccuiickyto Pedepaumio, OCYLLECTBSETCA Ha OCHOBaHWM paspelleHus,
BblJaHHOrO (beeparnbHbiM  OpraHOM MWCMONHUTENbBHOW BNacTW, OCYLECTBNSIOWMM QYHKUMM MO KOHTPOMK W Haasopy B cdepe
3[paBOOXPaHEHNS, Ha OCHOBAHWW BbIAAHHOMO deaepanbHbIMU FOCYAAPCTBEHHBIMU BIOMKETHBIMU YUPEXAEHUAMM, YKasaHHbIMW B YacTn 4
HacTosILLen CTaTbW, 3aKkMYeHUss O COOTBETCTBMM CEpUM UM NapTM MMMYHOGWOMNOrMYECKOro NekapcTBEHHOro npenapaTta TpeboBaHuaMm,
YCTaHOBIEHHBIM NPU €ro rocyaapcTBeHHOW pernctpauuu. Mopsaok Bblidaun paspellueHus Ha BBOA B rpaxaaHCkuii 000opoT cepun unv naptum
MMMYHOBMONOrN4ecKoro NekapCTBEHHOrO Mnpenaparta, a Takke MOPSAOK BblAayy yKa3aHHOrO 3akmioyeHWs U pa3vep nnaTbl 3a ero Bbigady
ycTtaHaenueatotcst MpasutenbctBom Poccuickon ®egepauun.

KoHcynberaHTlntoc: npymeyaHve.
C 01.09.2024 cT. 52.1 pononHsietcs Y. 7.1 (®3 ot 30.01.2024 N 1-93). Cm. GyayLuyo peaakumio.

KoHcynberaHTlntoc: npymeyaHuve.
C 01.09.2024 B 4. 8 cT. 52.1 BHocsATCA M3mMeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. ByayLiyto pegakumio.

8. 3a HenpepncTaBneHne UM HECBOEBPEMEHHOE MPEACTaBEHME JOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX Yactamu 1, 2, 4, 51 6
HacTosien cTaTbu, MNPOM3BOAUTENMU NEKAPCTBEHHbIX CPEACTB M OpraHuM3auuu, OCYLLECTBMSIOWME BBO3 JleKapCTBEHHbIX MpenapaToB B
Poccuinckyto degepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHoAaTenscTBoM Poccuickon ®egepauuu.

9. MpepcTaBneHne JOKYMEHTOB W CBEAEHWI, NPEAYCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLel cTaTbu, 1 NofydYeHne NnpegycMOTPEeHHOTo
YacTblo 7 HacTOsLLEN CTaTby pa3peLLeHns Ha BBOA MMMYHOBMOMOrMYEeCcKoro fiekapcTBeHHOro npenapara B rpaXaaHckuii o6opoT He TpebytoTcs
B OTHOLUEHUWN NEKapCTBEHHbIX MpenapaToB, NpeAHasHaYeHHbIX ANS NPOBeAEHVS KIMHUYECKMX UCCMedOBaHWA NeKapCTBEHHbIX npenaparos,
NPOBEAEHNSA 3KCNepPTU3bl NeKapCTBEHHbIX CPeACTB AN OCYLLECTBNEHNS roCyAapCTBEHHOW perncTpauuy nekapcTBeHHbIX npenapaTos, a Takke
B OTHOLLUEHWUN HEe3aperucTpupoBaHHbIX NeKapCTBEHHbIX MpenapaToB, NpefHa3HavYeHHbIX ANs OKasaHUs MEAULMHCKON MOMOLLM MO XU3HEHHBbIM
NMoKa3aHWsM KOHKPETHOro nauueHTa Wim rpynnel NauvMeHToB, BBO3MMbIX B Poccurickyto Penepaunio B COOTBETCTBMM € yacTamu 3 1 3.1 ctatbun
47 HacTosiwero ®efepanbHOro 3akoHa.

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

KoHcynbraHTlntoc: npymeyaHve.
C 01.09.2024 B 4. 10 cT. 52.1 BHOCATCA n3meHeHus (O3 ot 30.01.2024 N 1-93). Cm. ByayLuyto pegakumio.

10. MNpu BbISBNEHUM B rpaxgaHckoM obopoTe cepuv WNW NapTUK NleKapCTBEHHOro npenapara, AOKYMEHTbl U CBEAEHWUS O KOTOpbIX,
npenycMoTpeHHble Yactamu 1, 2 u 4 HacTosilen cTaTbW, He npeacTaBneHbl B dedeparnbHbli OpraH WCMOMHUTENbHOW BracTty,
OCYLLECTBNSIOWMA (PYHKLUMM MO KOHTPOMO W Haasopy B cdepe 34paBoOXpaHeHus, nnbo cepum wnm napTm MMMYHOBMOMOrMyeckoro
NeKapCTBEHHOro npenapara, He UMEKLLMX pa3peLleHus Ha BBOA B rpaxaaHCcKun 060opoT, NpedyCMOTPEHHOro YacTbio 7 HACTOsILLEW CTaTbM,
denepanbHbIN OpraH UCNOMHUTENBHOW BMacTu, OCYLWECTBNAIOWMNA PyHKLMM MO KOHTPOMIO U Haf30py B cdepe 3ApaBOOXpPaHEHUS, B MOpsSAKe,
ycTaHoeneHHoM [NpaBuTtenbcTtBoM Poccuiickon ®epepauumn, NpuHUMaeT pelleHne O npekpalleHnn rpaxgaHckoro obopoTta Takux cepun unm
napTuu Ao NPeACTaBneHns ykadaHHbIX JOKYMEHTOB M CBeAeHWiA b0 NonyveHns ykasaHHOro paspeLleHust.

KoHcynbraHTlntoc: npymeyaHve.
Ct. 52.2 He pacnpocTpaHsieTcsl Ha cepumn NekapcTB Ansi BETEPMHAPHOIO NpUMEHEHUs, BBEAEHHbIE B rpaxaaHckuin o6opot go 01.09.2023,
KOTOpble nognexar NPUMEHEHUI0 A0 UCTeveHns cpoka mx rogHoctun (P3 ot 02.07.2021 N 317-93).

Cratbs 52.2. BBop B rpaxaaHckuii 060poT nekapcTBEHHbIX NpenapaToB Aff BETePUHAPHOro NPUMeHeHUs
(BBeneHa depepanbHbiM 3akoHom oT 02.07.2021 N 317-93)

1. MNepen BBOAOM B rpaxaaHckuii 060poT Kaxaon cepun npousseneHHoro B Poccuiickoin ®epepauum nekapcTBeHHOro npenapara ans
BETEPMHAPHOTO MPUMEHEHWS, 33 WCKIOYEHNEM WMMYHOBMOMNOrMYeCcKoro fiekapCTBeHHOro npenaparta AN BEeTepUHApHOrO MNpUMEHEHUS,
NPOV3BOAUTENb TaKOro rekapCTBEHHOro npenaparta npefactaenser B yBEAOMUTENbHOM nopsake B deaepanbHbil OpraH UCMOMHUTENbHOW
BracTu, OCyLLEeCTBNALWMIA PYHKLMM MO KOHTPOMIO (Haa3opy) B cdepe obpalleHns nekapcTBEHHbIX CPEACTB AN BETEPUHAPHOTO NPUMEHEHUS:



1) OOKYMEHT npousBoauTend nekapCTtBeHHbIX cpencTts, nOD,TBep)K,E]a}OLLI,VIIZ COOTBETCTBME Ka4yeCTBa JieKapCTBEHHOro npenaparta gnda
BETEPUHAPHOrO NPUMEHEHNS, BBOOUMOTO B rpaXKaaHCKuUn 060pOT, TpeGOBaHVIHM, YCTaHOBJ1EHHbLIM NpU ero I'OC)/,ElapCTBeHHOVI perncrpaumu;

2) noareepXxaeHne ynosiHOMOYEeHHOro nuua npoun3soanTend NekapCTBeHHbIX CpeaCTB COOTBETCTBUA JNIEKAPCTBEHHOIo npenaparta and
BeTEpUHapPHOro npuMeHeHunsa TpeGOBaHVIﬂM, YCTaHOBJIEHHbIM Mpn ero I'OCY,D,apCTBeHHOVI peructpaunun.

2. MNepen BBOOAOM B rpaXkaaHCKuii 0OOpOT Kaxaow cepum BBO3MMOrO (nepemeltaemoro) B Poccuiickyto ®enepaumio nekapcTBEHHOro
npenaparta [Ons BETEPUHAPHOTO NMPUMEHEHWS!, 3a MCKIOYEHWEM WMMMYHOGMOMOIMYECKOTO NEeKapCTBEHHOro npenapata Afsi BeTEpUHapHOro
NPYMEHEHWsI, OpraHM3auusi, OCYLLIECTBNAOWAA BBO3 (MepemelleHne) neKkapcTBeHHOro npenapata [Ans BEeTEPUHAPHOrO MNPUMEHEHUs B
Poccuiickyto depepauuio, npeactaBnseTr B yBEAOMUTENIEHOM Mopsiike B hefeparbHblii OpraH UCMOMHUTENBHOW BRNacTv, OCYLLECTBRSOLMA
hyHKLMM NO KOHTPOStO (Haf3opy) B cdhepe obpalleHusi iekapCTBEHHbLIX CPEACTB A5 BETEPUHAPHOIO NPUMEHEHUs:

1) OOKYMEHT npousBoauTend nekapCTtBeHHbIX Ccpencts, nOD,TBep)K,E]a}OLLI,VIIZ COOTBETCTBME Ka4yeCTBa JieKapCTBEHHOro npenaparta gnda
BETEPUHAPHOTO NPUMEHEHNS, BBOOUMOTO B rpaXKaaHCKuUi 060pOT, TpeGOBaHVIHM, YCTaHOBJ1EHHbLIM NpU ero I'OC)/,ElapCTBeHHOVI perncrpaumu;

2) noaTBepXKAeHWe nuua, YMNONHOMOYEHHOro AepXaTenem unv BrnafenbLeM PerucTpaumoHHOro YAOCTOBEPEHUS! NEeKapCTBEHHOro
npenapata Ans BETEPUHAPHOrO NMPUMEHEHWsl, COOTBETCTBUSI NEKAPCTBEHHOTO Mpenapata Ansi BETepUHapHOro NpuMeHeHust TpeboBaHusM,
YCTaHOBIEHHBIM NPY €r0 roCyAapCTBEHHON perucTpauum.

3. Beog B rpaxgaHckuii oGopoT BBO3MMOro (nepemeluaemoro) B Poccuiickylo defepaunio nekapcTBeHHOro npenapaTta Ans
BETEPVMHAPHOrO MPUMEHEHUS] OCYLLECTBNSAETCA MpY HanuyuMy 3aKIOYeHWst O COOTBETCTBUM MPOW3BOAUTENS FIEeKapCTBEHHbLIX CPEACTB
TpeboBaHVsAM NpaBuUn Haanexallei NpPOoVU3BOACTBEHHON MPaKTUKK, BbILAHHOTO YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHOM WUCTONMHUTENbHON
BflacTvi ANsi NPOM3BOACTBEHHOI MIOLWAAKY NieKapCTBEHHOro Npenapara Ans BeTepUHaPHOTO NPUMEHEHNs!, BBOAMMOTO B rpaxaaHCKuil 0GopoT.

4. INvuo, ynonHoOMOYeHHoe AepxaTenem Wnu BragenbueM PervcTpauroHHOTO YOAOCTOBEPEHWS NEeKapCTBEHHOrO npenapata Ansi
BETEPVMHAPHOrO MPUMEHEHWS!, AOMKHO OblTb aTTecToBaHO B YCTAHOBMEHHOM YMOMHOMOYEHHbIM hefeparibHbIM OpraHoOM WCMOSHUTENBbHON
BrliacTy Nopsiike U UMETb CTax paboTbl He MeHee YeM MsATh NeT B 06nacTi NponsBOACTBA M (MnK) KOHTPOSS Ka4ecTBa NEKapCTBEHHbIX CPEACTB
nmbo B obnactn MoHUTOpUHra apPEKTUBHOCTY 1 GE30NaCHOCTY NEeKapCTBEHHbIX NPenapaTtoB Ans BETEPUHAPHOMO NPUMEHEHUSI, NMPOBOAMMOTO
fAepxaTtenem unu BrafenbueM perMcTpauyoHHOTO YAOCTOBEPEHWS NleKapCTBEHHOro npenapaTta [Ansi BETepUHAapHOro MpUMEHeHust nubo
YMOMHOMOYEHHBIM VMW HOPUONYECKUM NULOM, Bbicllee oGpasoBaHWe COOTBETCTBEHHO MO OAHOM W3 cheumanbHOCTEN U (MNM) OAHOMY U3
HanpaBrneHuin noaroToBkW: Guonorus, BGUOTEXHONOMWSl, BETEPUHAPUsi, BETEPUHAPHO-CAHWTapHas JKCMepTM3a, KIMHWUYeckasl MeauuuHa,
paguauuoHHas, Xumudeckas u buonoruyeckas sawmTa, apmauus, dyHgaMeHTanbHas MeauumHa, XMMUyeckas TEXHOMOMUS!, XUMUS.

5. Mopsagok npeacTaBneHnss B COOTBETCTBUM C YacTamu 1 1M 2 HacTosiel cTaTby [OKYMEHTOB W CBEAEHUA O NeKapCTBEHHbIX
npenapartax Ans BETEPUMHAPHOTO NPUMEHEHWs, BBOOAUMBIX B rpaxKaaHckuii 06opoT, ycTaHasnmeaeTcs [Npasutenscteom Poccuiickoin deaepaumu.

6. B oTHOweHun nepBbIX ABYX CEpWUi JIEKApPCTBEHHOro npenapata Ansi BETEPUHAPHOro MPUMEHEHWs, BMepBble NPOU3BEAEHHOMO B
Poccwuiickon Pepepaumun unu Bnepeble BBO3UMOro (nepemelyaemoro) B Poccuiickyto ®egepauuio, B deaeparnbHbii opraH UCMOMHUTENbHON
BMacTu, OCYLLUECTBASIOLMIA PyHKLMM MO KOHTPOMIO (Haa3opy) B cepe obpalleHust NekapCTBEHHbIX CPEACTB A BETEPUHAPHOIO NPUMEHEHWS,
Hapsay ¢ JOKYMEHTaMM, NpeayCMOTPEHHbIMK YacTsiMu 1 1 2 HacTosILel CTaTby, NPeACTaBNsATCA NPOTOKOSbI UCMbITAHUIA O COOTBETCTBUM 3TUX
Cepui nekapCTBEHHOro npenapaTa Ans BeTEPUHaApPHOIO NPUMEHEHUsT NMoKa3aTensiM KayecTsa, NpedyCMOTPEHHbIM HOPMAaTUBHBLIM JOKYMEHTOM
(manee - npoTokon WucMbITaHWIA), MPOBOAMMbLIX AKKPEQUTOBAHHLIMM B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon depepauum o6
aKKpeauTauum B HaUMOHANbHOW CUCTEME akKpeauTaLmMm ucnbiTaTernlbHbIMU nabopaTopusiMmm (LeHTpamu).

7. ExerogHo He nosgHee 1 peBpans npov3BOAUTENM fleKapCTBEHHbIX CPeACTB WNW opraHu3auun, OCyLLeCTBNSlWMe BBO3
(nepemelLieHne) NeKapCTBEHHbIX MpenapaToB AN BETepUMHApPHOro npumMeHeHust B Poccuiickyio ®enepaumio, NnpeactaBnsaoT B deneparnbHbiv
opraH MCMOMHUTENBHON BMacTu, OCYLUECTBASIOWMA (yHKUMM MO KOHTpOmo (Hag3opy) B cdepe obpalleHusi NekapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOIO MPYMEHEHUS!, NPOTOKOMN WCMbITAHWI NOCTYNMBLLENO B TEYEHME rofa B rpaxaaHckuii obopoT riekapCTBEHHOro npenaparta Aans
BETEPUHAPHOTO MPUMEHEHNSI KOHKPETHOrO MpPOU3BOAUTENS (HA OOHY CEpU0 KaX4oro TOProBOrO HaMMEHOBaHUSI C Y4ETOM JIeKapCTBEHHOMN
opMbl, @ AN fleKapCTBEHHOro npenaparta Ans BETEPMHAPHOTO NMPUMEHEHWS, He SIBMSIOLLErocs MMMYHOOWOMNOTrMYECKMM, Takke C Yy4eToM
[03VPOBKU), MPOBOAMMbLIX aKKpeAWTOBaHHbIMU B COOTBETCTBMM C 3akoHogaTtenbcTBoM Poccuiickorr Pepepaummn o6 akkpeautaumu B
HaLMOHamnbHOW CUCTEME aKKpeauTauum ucneltTatenbHbiMY naboparopusamm (LeHTpamu).

8. BBoag B rpaxgaHckuii 000pPOT MMMYHOOBMOMOrMYECKOro IJleKapCTBEHHOro npenapata Ansi BETepUHapHOro  MpPUMEHeHUs,
npou3seaeHHoro B Poccuiickon Pefepaummn unv BBo3uMoOro (nepemetiaemoro) B Poccuiickyio ®egepaumio, OCyLLECTBSETCA Ha OCHOBaHWM
paspeLleHns, BblAaHHOrO dedepanbHblM OpraHOM WCMOMHWUTENbHOW BRAacTW, OCYLLECTBASIOWMM yHKLMWM MO KOHTponio (Haasopy) B cdepe
obpallieHnst nekapcTBEHHbIX CPeACTB AN BETePUHapPHOro NpUMEHeHus. YkasaHHOe paspelleHVe BbIAAeTcsi Ha OCHOBaHWWM MpoToKona
UCMbITaHWI, MPOBOAUMBIX aKKPEAWTOBAHHbLIMM B COOTBETCTBMM C 3akoHopaTtenbcTBoM Poccuiickonn Pepepaumm o6  akkpegutauum B
HaUMOHanbHOW CUCTeMe  aKkpeauTauunm  OpraHvu3auvsMi, NOABEAOMCTBEHHbIMW  hegepanbHOMY OpraHy WCMOMHWTENbHOM — BRAacTw,
ocyllecTBnsoweMy GyHKkUuMM no  BblpaboTke rocyfapCTBEHHOW MOMUTUKM W HOPMAaTMBHO-MPABOBOMY perynupoBaHuilo B cdepe
arponpoMBbILLIIEHHOrO KOMMMeKca, BKM4as obpalleHne neKapCTBEHHbIX CPeACTB AnS BETepUMHapHOro MpuUMEHeHus, unu denepanbHOMy
opraHy MCMOMHMTENbHOW BNacTW, OCYyLLEeCTBRSAIOLWEMY (PyHKLMM NO KOHTPOMIO (Haasopy) B cdepe obpalleHVs NekapCTBEeHHbIX CPeAcTB Ans
BETePUHaPHOTrO NPUMEHEHNs], a Takke JOKYMEHTOB U CBEAEHWI, NpedyCMOTPEHHbIX YacTbio 1 (4na npenapaTos, Npoun3BedeHHbIX B Poccuinckon
Pepnepaumn) unu YacTelo 2 (ANA Npenapartos, BBO3NMbIX (MepemellaemMbix) B Poccuiickyto Pefepaumio) HacTosLLEen CTaTbu.

9. Cpok Bblgayu paspelleHnsi, ykasaHHOTrO B YacTu 8 HacCToslLel CTaTbW, COCTaBMSIET NsiTb paboumx OHEN Co AHsi NpeacTaBreHus
NPOV3BOAUTENEM NEKapCTBEHHbIX CPEeACTB UMM OpraHu3auuen, OCYLLECTBMSIOLWEe BBO3 (NepemelleHVe) NnekapcTBEHHOro npenapaTta Ans
BETepuHapHoro npumeHeHns B Poccuiickyio Pepepaumio, B dpegepasnbHbii OpraH WCMOMHWUTENbHOW BNAcTW, OCYLLECTBASIOWMA (DYHKUMM NO
KOHTponio (Haa3opy) B cdepe obpalleHus nekapcTBeHHbIX CPEACTB AN BETEPUHAPHOTO NPUMEHEHUs!, JOKYMEHTOB, NpeAyCMOTPEHHbIX 4acTbio
8 HacTosLLen cTaTbi.

10. Pa3pelieHune, ykazaHHoe B 4acTu 8 HacToslen cTaTbW, BbIJAETCA B OTHOLEHUW KaxOoh W3 nepBblX ABYX Cepun
MMMYHOBMOMOrM4ecKoro nekapCTBEHHOro npenaparta Afs BETEPUHAPHOrO NpUMEHeHWs, BnepBble npou3sBeaeHHoro B Poccuiickon degepaunmn
unu Bnepsble BBO3NMOro (nepemeluaemoro) B Poccuiickyto Pepepaunto. Takoe paspelleHue BblAaeTcs Ha BeCb CPOK obpalleHuns cepun
“MMyHOBMONOrnyeckoro nekapcTBeHHOro npenaparta Ans BETEPUHAPHOTO MPUMEHEHWs, B OTHOLLEHUM KOTOPOW OHO BbigaHo. B oTHowweHun
nocneayrLwmx cepuii 0QHOro TOProBOr0 HaMMeHOBaHUS MMMYHOBMOMOrMYECKOro NIeKapCcTBEHHOTO NpenapaTa AN BETEPUHAPHOIO NPUMEHEHNS,
npoussegeHHoro B Poccuiickon ®epepauun unu Beo3uMoro (nepemeltaemoro) B Poccuiickylo ®efepauuio, Takoe paspelleHue Bbigaetcst



CpOKOM Ha Tpu roga. [opsaok BblAayM paspelleHust Ha BBOA B rpaxaaHckuii 060poT MMMYHOBMONOrMYeckoro nekapcTBeHHOro npenapara ans
BETEPUHAPHOTO MNPUMEHEHWS, MOPSAOK BblAAYM MPOTOKONA WCMbITAHWI, yKasaHHbIX B 4acTu 8 HacTosen cTaTby, a Takke MeToaMKa
onpegerneHvs pa3mepoB Nnatbl 3a Bblgayy ykazaHHOro NpoToKora UcnbiTaHun yctaHaenueaetcs Mpasutenscteom Poccuickon ®egepauun.

11. iIMmyHoBMonormyeckne nekapcTBEHHblE Mpenapatbl Afs BETEPUHAPHOrO MPUMEHEHUs, BBEAEHHbIE B rpaxaaHckuii oGopoT B
COOTBETCTBUM C 4aCTblO 8 HACTOSILLEN CTaTbU, NOAMNEXAT XpaHeHUIo, NepeBO3ke, OTMYCKY, peanu3aumnm, nepegade, NPYUMEHEHWIO A0 UCTEYEHUS
CpoKa WX rogHOCTHU.

12. 3a HenpegcTaBneHne WM HeCBOEBPEMEHHOE MNpeAcTaBneHne AOKYMEHTOB U CBedeHWU, NpegyCcMOTpeHHbIX Yactamm 1 -3, 6 n 7
HacTosWen cTaTby, MPOM3BOAUTENWN FEKAPCTBEHHbIX CPEACTB M OpraHu3aumu, OCyLLeCTBMSAWMe BBO3 (NepeMelleHne) neKkapCTBEHHbIX
npenapaTtoB AnNs BeTepuMHapHOro npumeHeHns B Poccuiickylo Pedepaumio, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®egepauun.

13. MNpeacraBneHne JOKYMEHTOB 1 CBEOEHUN, NpedyCMOTPEHHbIX YacTamu 1 - 3, 6 U 7 HacTosLLen cTaTbu, U NONyYeHNe paspeLueHuns,
yKa3aHHOro B 4acTu 8 HacTosilei cTaTbu, He TpebyktTcsi B OTHOLUEHUM NEKapCTBEHHbLIX NpenapaTtoB Al BETEPUHAPHOTO MPUMEHEHMs],
npegHasHavyeHHbIX Ansi BbiBo3a U3 Poccunckon ®depepauun, nNpoBeneHUsT [OOKIMHUYECKMX WCCNEeAOBaHUA INeKapCTBEHHbIX CpeacTs,
KMUHWUYECKNX CCrefoBaHUiA NekapCTBEHHbIX MpenapaToB Ans BETEPYHAPHOro NpUMEHeHWs 1 BBO3a ANS Lenen, ykasaHHbIX B NyHKTe 5 yacTtu 1
ctatb 50 HacTosiwero ®degepanbHOro 3akoHa, a Takke 06pa3uLoB NEKapCTBEHHbIX MpenapaTtoB [Afsi BETEPUHAPHOTO MNPUMEHEHWS,
npegHasHavyeHHbIX Ans NPOBEOEHUS 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB B LENsX OCYLUECTBMEHUS TOCYyOapCTBEHHOW perucrpauum
NeKapCTBEHHbIX MpenapaToB Ansi BETEPUHAPHOMO NMPUMEHEHUS UMW BHECEHUSI M3MEHEHWUI B PEerncTpauMoHHOE AOCbe Ha JeKapCTBEHHbIN
npenapar st BETEPUHAPHOTO NPUMEHEHUS.

Cratbs 53. lMpopaaxa, nepepaya nekapcTBeHHbIX CPEACTB OpraHU3auusasMm onToBOWM TOProBJinN NNeKapCTBeHHbIMU cpeacTBaMu

1. OpraHusaumu OMTOBOW TOPrOBMM FEKAPCTBEHHbIMW CPeACTBaMM MOTYT OCYLUECTBMATb MPOAAXY NEeKapCTBEHHbIX CPEACTB WIu
nepefaeaTb MX B yCTaHOBIIEHHOM 3akoHogaTenbcTBom Poccuiickon ®efepauun nopsiake (3a nckniodeHnem dapMaueBTUyYeckon cybcTaHumm
cnupTa 3TUMNoBOro (3TaHoma) ¢ y4eToM TpeboBaHuUii YacTu 3 HaCTosALLEN CTaTbu:

(B pen. ®epepanbHbix 3akoHOB oT 27.12.2019 N 481-d3, ot 04.08.2023 N 428-93)

1) ApyrMm opraHusauusiMm ONTOBOW TOProBNW NeKapCTBEHHbIMWU CpeacTBaMu;
2) NnpounsBoaNTeNaM NekapcTBEHHbIX CPEACTB ANS Lienein NpoM3BoACTBa NeKapCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aLMsaM 1 BETEPUHaAPHBIM anTe4YHbIM OpraHN3auusm;

4) Hay4HbIM OpraH13auuam Ans Hay4YHo-UccrneaoBaTenbCKon paboThbl;
(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

5) wHOMBMAyanbHbLIM NpeanpUHUMATENSM, WMEWMM JNULEH3NI0 Ha (apMaueBTUYEcKyld [OesATeNlbHOCTb WU NULEH3UI0  Ha
MELVLIMHCKYIO AeSTeNIbHOCTb;

6) MeOVUMHCKMM opraHvM3auusiMm, B TOM YWCNE CO34aHHbIM W 3aperMcTpMpoBaHHbIM B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
MHOCTPaHHOro rocygapctea - uneHa OpraHu3aumMm SKOHOMWYECKOTO COTPYAHWYECTBA M Pa3BUTUS MHOCTPAHHBLIM OPUAMYECKUM NuLaMm,
VHAVBMAYanbHLIM NpeanpyHUMaTEnsaM, SBNSIOWMUMCS y4acTHUKaMM NpoekTa B cooTBeTCTBUM ¢ PedepanbHbiM 3akoHoM OT 29 utoHs 2015 roga
N 160-#3 "O mexayHapogHOM MEOMUMHCKOM KnacTepe W BHECEeHUM W3MEHEHUN B OTAernbHble 3akoHodaTenbHble akTbl Poccuinckon
depepaummn”, U BETEPUHAPHBIM OpraHU3auusaMm;

(B pen. ®epepanbHbix 3akoHOB oT 26.07.2019 N 240-93, ot 04.08.2023 N 428-d3)

7) opraHv3auusm u MHAMBUAYanbHbIM MPeanpUHUMAaTENAM, OCYLLECTBNSAIOWNM pasBefeHne, BbipalluBaHNe U copepXaHne XUBOTHbIX
(3a nckntodeHnem Npoaaxun MM dapmaLeBTUHECKUX CyOCTaHLMI Unn UX nepeaayn).
(n. 7 B peq. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHusauum OnNTOBOW TOProOBMW NEKapCTBEHHLIMU CPEACTBaMM He BrpaBe OCYLLEeCTBMATb Npoaaxy (nepegady B YCTaHOBMEHHOM
3akoHogaTtenbcTBoM Poccuiickon Genepaunm nopsigke) hapmaLeBTUYECKON CyGCTaHLuy cnvpTa STUMOBOro (3TaHona).
(4acTb 2 B pep. PenepanbHoro 3akoHa ot 27.12.2019 N 481-d3)

KoHcynberaHTlntoc: npymeyaHuve.
Y. 3 ct. 53 Ha TeppuTopusx OHP, JIHP, 3anopoxckon obnactu, XepcoHckon obnactu npumensietca ¢ 01.09.2024 (3 ot 04.08.2023 N 428-
®3).

3. OpraHusauum ONTOBOW TOProBMM FEKapCTBEHHbIMW CPeAcTBamMy MOTyT OCYLLECTBNSATb npopaxy (nepedadvy B YCTaHOBMEHHOM
3akoHogaTtenbcTBom Poccunckon ®epepauun nopsigke) NekapcTBEHHOro npenapata Ans MeAUMUMHCKOTO MPUMEHEHWUst C MeXAyHapOoaHbIM
HenaTeHTOBaHHbIM HauMeHoBaHMeM "3TaHon":

1) 1opuanyeckum nuuam, MMEeLUM NULEH3NI0 Ha hapMaLeBTMYECKY0 AeATenbHOCTb B cdepe obpalleHnsi nekapCcTBEeHHbIX CpeacTs
ANS MeOVLMHCKOTO NPUMEHEeHUS;

2) vHOMBuUAyanbHbIM MpeanpuHUMaTEnsaM, KMMEKLWMM NUUEH3NI0 Ha dapmaueBTUYecKylo OesdATenbHOCTb B cdepe obpalleHus
rneKapCTBEHHbIX CPeACTB AN MEAVLMHCKOTO MPUMEHEHUS;

3) nHauBMAayanbHbLIM NpeanpUHUMaTenaM, UMEOLMM NMLEH3NI0 Ha MEAULMHCKYIO0 AEATENbHOCTD;
4) 1opnanYecKnM muam, UMEeLLUM JNIMLEH3NI0 Ha MEAMLIMHCKYI0 AEATENBHOCTD;

5) WHOCTPAHHbIM rOpuanyeCckum nuuam n nHanemayanbHbIM npegnpuHuMaTtenam, co3gaHHbIM 1 3aperncTtpupoBaHHbIM B COOTBETCTBUU C
3aKoHO4aTeNnbCTBOM WHOCTPAHHOINO rocygapcrtea - 4neHa Opl’aHVI3aLI,MVI OKOHOMMYECKOro coTpyaHudecTtsa U pasBUTUA, ABNAKOLWLMMCA



yyacTHMKaMM npoekTa B cOooTBeTCcTBUM ¢ DepepanbHbiM 3akoHOM oT 29 moHsA 2015 roma N 160-9d3 "O mexayHapoaHOM MeOMLMHCKOM
Knactepe u BHECEHUM M3MEHEHWIN B OTAENbHbIE 3akOHOoAaTerNbHble akTbl Poccuiickon deaepaummn’;

6) ucnbiTatenbHbIM Nabopartopusam (LUeHTpam), MPOBOASALMM UCMbITAHUS B 0BnacTu KOHTPOMNSA KavecTBa NeKapCTBEHHbIX CPeAcCTB,
aKKpeaMTOBaHHBLIM B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuiickon Peaepaumm 06 akkpeamtaumm B HaLMOHANbLHON CMCTEME akKpeanTaLuu.
(vactb 3 BBegeHa PegepanbHbiM 3akoHoM oT 04.08.2023 N 428-93)

CtaTbs 54. MpaBuna onToBoOW TOProBnu fieKapCTBEHHbLIMU CpeACTBaMU

KoHcynbraHTtlntoc: npymeyaHme.
C 01.09.2024 4. 1 cT. 54 n3naraercs B HoBou pegakuun (P3 ot 30.01.2024 N 1-d3). Cm. ByayLLyto pegakumio.

1. OnToBas TOProBnsi NEeKapCTBEHHLIMU CPeACTBAMU OCYLLECTBNAETCH NPOM3BOAUTENSMU NEKaPCTBEHHbIX CPEACTB U OpraHu3aumsamMm
OMTOBOW TOProBNMW NIeKapCTBEHHbIMW CPEACTBaMM MO NpaBunaM Haanexailen AucTpmbbioTOPCKON NPaKTUKW, NpaBunaM Haanexaiuen npakTuku
XpaHeHUs U NepeBO3KN JIeKapCTBEHHbIX MpenapaToB Ans MeAWLMHCKOrO NMPUMEHEHUs, MpaBunam XpaHeHWs NekapcTBEHHbIX CPeAcTB Ans
BETEPMHAPHOTO NPUMEHEHNS, YTBEPXXAEHHBIM COOTBETCTBYIOLLMMM YNONHOMOYEHHbIMU dheAepanbHbIMM OpraHaMmn UCMOSNTHUTENBHON BNacTU.

(B pea. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 28.04.2023 N 171-93)

2. OpraHn3aums OnTOBOW TOProBfM fleKapCTBEHHbIMW CpefcTBamy obsidaHa cobnioaaTb NpefenbHble CPOKW OTrpy3kn 3aTpeboBaHHbIX
anTeyHON opraHM3aumen nekapcTBEHHbIX NpenapaTtoB AMsi MEAWLMHCKOrO MPUMEHEHUs U He BrpaBe OTKa3blBaTb anTeqyHol opraHusauuu, c
KOTOPOW Y Hee 3aKmiodeH COOTBETCTBYIOLLMIA JOrOBOP O MOCTaBKax JleKapCTBEHHbIX NpenapaToB Ans MeAVLUMHCKOTO MPUMEHEHUS, B NOCTaBke
neKkapcTBEeHHbIX NpenapaTtoB Ans MeAUUMHCKOTO MpPUMEHEHUsI NMpY Hanuunm 3aTpeboBaHHbIX NeKkapCTBEHHbIX NpenapaToB Ans MeaWLMHCKOro
NPYMEHEHNSI Yy OpraHu3auun OMNTOBOW TOProBMW NEKapCTBEHHbIMM cpeacTBamu. [peaenbHble CPOKWM OTrpy3ku 3aTpeboBaHHbIX anTeqyHow
opraHusauveln reKkapCTBEHHbIX MpenapaToB [Afs MEeAWUMHCKOTO MNPUMEHEHWS B 3aBMCUMOCTWM OT PacrofioKeHUss MecTa OTrpy3Ku
neKkapcTBEeHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHWS YCTaHaBNMBAKOTCA YNOMHOMOYEHHbIM dhedepanbHblM OpraHOM UCMOSTHUTENbHON
BNacTu.

(4acTb 2 BBegeHa PepepanbHbIM 3akoHOM oOT 26.03.2022 N 64-$3)

Crtatba 55. [Nopssaok po3HUYHOW TOProBNu NeKapcTBeHHbIMU NpenapaTtamu

1. Po3HM4YHas TOProens fiekapcTBeHHbIMW NpenapaTtaMu B KONMYecTBax, HEOOXoANMBIX ANS BbINONHEHNS BpavebHbIX (penbaLuepckmx)
Ha3HaYeHWn WNM HasHayeHu cneumanuctoB B 06MNacTM BeTEpUHApWK, OCYLLECTBIISIETCA anTeyYHbIMW OpraHu3auusiMu, BeTepUHapHbIMU
anTeYyHbIMW  OpraHM3auMsaMKn, WHAMBUAOYaNbHBIMW NPeanpuUHMMaTENsSMU, VMMELWMMUA JNULEH3NI0 Ha dapmMaueBTUYecKylo OeATeNbHOCTb,
MeONLMHCKAMW OpraHn3aumsMun, UMEILMMU NULEH3NI0 Ha dapmaueBTUYecKkylo AeATenbHOCTb, U UX 060cobneHHbIMM noapasfeneHnsaMm
(ambynaTtopusimu, denbawepckumMm 1 enbaLlepcKo-akyLLepCkKMMU MNyHKTaMu, ueHTpamu (otgeneHusivm) obuien BpadebHon (cemenHon)
NPaKTWKW), PacMONMOXEHHbIMA B CEMbCKUX HAaCENeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuv, 1 BeTepUHapHbIMU
OpraHM3auusmMy, UMeLMMK NUMLEH3NI0 Ha dapMaLeBTUYeCKylo AeATeNbHOCTb. PaspelleHa po3HMYHas TOProens TOMbKO JNleKapCTBEHHbIMU
npenapartamu, 3apermcTpupoBaHHbeiMu B Poccuiickon Pepepaumm nubo B COOTBETCTBMM C akTamu, cocTaBnsiowmmu npaso Cotosa, unu
M3rOTOBINEHHBIMW  anTeYHbIMM OpraHU3auusiMi, BETEPUHaPHBIMU anTeYHbIMU OpraHu3auvsMu, WHOWBUMAYaNbHBIMU NpeanpyHUMaTensamMu,
UMELMMN NULEH3NI0 Ha (hapMaueBTUYeCKylo AesTeNbHOCTb. PO3HMYHAs TOProens fekapCTBeHHbIMM npenapatamu OCYLLEeCTBMSETCS No
npaBuam Haanexatuen anTeqHon NPakTUKKL, YTBEPXAEHHbIM YNONMHOMOYEHHbIM deaeparnbHbIM OpraHoM UCMONMHUTENBHOW BNacTu.

(B pen. ®enepanbHbix 3akoHOB oT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03, ot 30.01.2024 N 1-$3)

1.1. Po3HMYHasi TOProBnsi nekapcTBEHHbLIMW npenapatamu ANs MEOWLUMHCKOTO MpUMEHEHMSI (3@ WCKIIOYEHUEM NeKapCTBEHHbIX
npenapartoB, OTMyCcKaeMbiX MO peLenTy Ha IeKapCTBEHHbI Mpenapar, HapKOTUYECKUX IeKapCTBEHHbIX NpenapaTtoB W MCUXOTPOMHbIX
neKkapcTBEeHHbIX NpenapaToB, a Takke CNMPTOCOAEepXalluuX NeKapCTBEHHbIX MpenapatoB ¢ 06beMHON [Aofei 3TUOBOro cnupTa cBbille 25
NMPOLEHTOB) MOXET OCYLUECTBMSATbCA anTe4yHbIMU OpraHu3aumusMu AUCTaHUMOHHLIM CNOCOGOM. PO3HMYHYIO TOProBnt0 feKapCTBEHHbIMU
npenaparamu ons MEAULIMHCKOrO MPYMEHEHNS AUCTaHLMOHHBIM CNOCOBOM MOTYT OCYLLECTBATb anTeyHble OpraHu3auum, uMeroLmne NULeH3no
Ha dhapmaLeBTUYECKY0 AeATENbHOCTb M COOTBETCTBYIOLLEE pa3peLleHne denepanbHOro opraHa UCNOMHUTENBLHON BNAcTW, OCYLLECTBAIOLENO
byHKUMM MO KOHTPOMO M Hads3opy B cdepe 3apaBooxpaHeHusi. [MopsaoK BblAaYM paspelleHusi Ha OCYLLEeCTBEeHUe PO3HUYHOW TOprosnui
rieKkapCTBEHHbIMU NpenapaTtamMy AUCTaHLUMOHHBIM criocobom, TpeboBaHMS K anTeyHbIM OpraHu3auvsiM, KOTOpble MOTYT OCYLLECTBMATb TaKyto
TOProBMto, W MNOPSAOK €e OCYLEeCTBeHUs, a Takke npaBuna [OCTaBKM JleKapCTBEHHbIX NpenapaToB rpaxgaHaMm ycTaHaBnvBaloTCH
MpaButenbctBoM Poccuickon ®enepaumu. NHdopmaumusa 06 onnavyeHHbIX (OTNYLLEHHbIX) U MONYyYeHHbIX NIeKapCTBEHHbIX NpenapaTtax BHOCUTCS
B CUCTEMY MOHWUTOPUHIa OBWKEHUS NeKapCTBEHHbIX NpenapaTtoB Ans MeAMLUMHCKOrO NMPYMEHEHUs B Mopsifake, NMpefyCMOTPEHHOM YacTbio 7
cTaTtbu 67 HacTosLero PefepansbHOro 3akoHa.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHom oT 03.04.2020 N 105-93)

2. Buabl anTeyHblX OpraHMsauuMin M npasuna OTMycKa NeKapCTBEHHbIX MNpenapatoB Ans MEAULMHCKOrO NPUMEHEHWS anTeYHbIMU
opraHu3auusimv, UHOMBMAYanbHbIMW NpeanpUHUMaTEns MM, UMELMMU NULEH3NI0 Ha hapMaLeBTUYECKYI0 AesTeNbHOCTb, a Takke npaBuna
OTNycka IleKapCTBEHHbIX NpenapaTtoB AN MEOULMHCKOrO MPUMEHEHUS MEAULMHCKUMU OpraHu3auusMu, UMELWUMM JNULUEH3NI0  Ha
dapmaLeBTUHECKYO [eATenbHOCTb, U UX 060COBMNeHHbIMM noAapasfeneHsaMn  (ambynartopusmuy, denbawepckumm 1 denbaLepcko-
aKyLIepCKUMW MyHKTaMK, LeHTpamu (oTaeneHnsimu) oblien BpavyebHOW (CemMerHOW) NpaKkTUKW), pacnonOXeHHbIMU B CEMbCKUX HaCeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLuv, yTBepXaatTcs YyNONHOMOYEHHbIM dhefeparnbHbiM OpraHOM UCMOMNHUTENbHOW BracTu.
(B pen. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

3. lMpaBuna oTnycka HapKOTUYECKUX CPEACTB M TCUMXOTPOMHbIX BELLECTB, 3aperucTpUpoOBaHHbIX B Ka4YecTBE J1EKapCTBEHHbIX
npenapaTtoB, IeKapCTBEHHbIX MpenapaToB, COAEpXallMX HapKOTUYECKMe CpeacTBa W MNCUMXOTPOMHble BeLlecTBa, YTBEPXKAAlTCs
YNONHOMOYEHHbIM hefiepasibHbiM OpraHOM MCMOMHMTENBHOM BNacTu MO COrMacoBaHUio ¢ drefdeparnbHbIM OpraHoM UCMOSTHUTENbHOW BnacTy,
YMOTHOMOYEHHbIM B ChEPE BHYTPEHHUX OEN.

(B pen. ®epepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapatbl AnNs BETEPUHAPHOrO MPUMEHEHUsI NoanexaT OTMNYyCKY BEeTEepUMHapHbIMK anTeYHbIMW OpraHv3auusimu,
BETEPVHAPHBLIMM OpraHM3auusmMy, WHAMBUAYaNbHBIMU NpeanpuHUMaTensMu, UMELWUMA NIMLEH3NI0 Ha dapMaleBTUYecKylo OesTerlbHOCTb.
OTnyck NekapCTBEHHbIX NPenapaToB Ansi BETEPUHAPHOTO NMPUMEHEHUSI OCYLLECTBIISETCS B COOTBETCTBUM C NpaBUiaMy Haanexallei anTeqyHomn
NpaKkTUKW NEeKapCTBEHHbIX MpenapaToB [Ansi BETEPUHAPHOTO MNPUMEHEHWS!, YTBEPXKAEHHBIMU YMNONHOMOYEHHbIM dbedeparibHbiM  OpraHoM



MCMONHUTENbLHOWN BNacTu.
(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. lNepeyeHb MEOMUMHCKMX OpraHu3auui, WMELWMX JULUEH3NI0 Ha (apMaueBTUYECKYID [AeSATeNbHOCTb, U UX 060COGNEeHHbIX
nogpasgeneHuii (ambynatopuii, penbaliepckux U enbaLLepcKo-aKyLepCcKuX MyHKTOB, LEHTPOB (oTAeneHunin) oben BpadebHol (cemernHom)
NpaKTUKK), PacnofiOKEHHbIX B CENbCKUX HaCEeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3auuu, a Takke MepeveHb
NIeKapCTBEHHbIX MpenapaTtoB, Mpofaka KOTOPbIX MOXET OCYLUEeCTBMSATbCS YyKa3aHHbIMM — OpraHMsauusMu U uUx 060coBneHHbIMK
nogpasgeneHnsiMm, yctaHaBnmnBarTCa opraHaMu UCNoNHMTENbHOW Brnactu cybbekToB Poccuiickon ®egepauum.

(B pea. ®egepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

6. AnTeuyHble oOpraHusauun, WHAMBWAYanbHble MpeanpuHUMaTeNnn, WMeloWwMe NUUEH3NI0 Ha (apMaLeBTUYECKylo LeATenbHOCTb,
0b6s3aHbl  0becneunBaTh yTBEPXAEHHbIM [lpaBuTensctBoM Poccuiickon depepaumm n HOpPMUPYEMBI B YCTAHOBNEHHOM WM MOpsiAKe
MWHUMaIbHbIV aCCOPTUMEHT NEKapCTBEHHbIX NMpenapaToB, HEOOXOAUMBIX ANS OKa3aHWs MeAVLMHCKON NOMOLLM.

(4acTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble opraHu3aumu, VHAMBMAYanbHblE NPEANPUHMMATENY, UMELMNE NMLEH3UI0 Ha hapMaLeBTUYECKYH0 OEATENbHOCTb, Hapsay
C NeKapCTBEHHbIMM NMpenapaTamMmy UMelT NpaBo NpuobpeTaTb U NpofaBaTh, B TOM YMCNe AUCTaHLUMOHHBIM CrocoboM, MeguuMHCKUe Usaenus,
AesvHduumpylowme cpeactBa, nNpeaMeTbl U CPeacTBa JIMYHOWM TUTMEHb, nocyay AN MeAUUMHCKUX Leneil, npeaMeTbl U cpedcTea,
npegHasHayYeHHble Ans yxoda 3a GornbHbIMKU, HOBOPOXKAEHHLIMU U OETbMU, HEe AOCTUTLMMMK BO3pacTa TPeX JET, OYKOBYH OMTUKY U cpeacTBa
yxoda 3a Heil, MUHepanbHble BoAbl, MPOAYKTbl NevyeBGHOro, OEeTCKOro M [AMETUYECKOro NuUTaHusi, GUOMOrMYeckn akTuBHble [06aBKM,
napgloMepHble M KOCMETUYecKue Cpeactsa, MeAMUMHCKME WM CaHUTapHO-NPOCBETUTENbHbIE NevyaTHble W3daHus, npefHasHayeHHble Ans
nponaraHapbl 340POBOro 06pasa XU3HU.
(B pen. ®epepanbHbix 3akoHoB oT 27.07.2010 N 192-93, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-d3)

8. [leATenbHOCTb anTeyvHbIX opraHu3auuii BoopyxeHHbix Cun Poccuiickon ®epepaumv, Opyrnx BOWCK, BOMHCKMX (POPMUPOBAHUA U
OpraHoB, B KOTOPbIX 3akoHoAaTenbCTBOM Poccuiickoi Pepepauym npegycMOTPEHO MPOXOXAEHWe BOEHHOM CrnyxObl unu degepansbHoin
rocyAapCTBEHHOW Cnyx6bl, CBS3aHHOW C NMPaBOOXPaHUTENbHOW AeSTeNbHOCTbI0, pernameHTUpyetcst Hactoswmum ®efgepanbHbIM 3aKOHOM 1
YTBEPXXAEHHbIMWA COOTBETCTBYIOLUMMU dbeAeparnbHbiMi  OpraHaMu UCMOMHUTENBHON BracTu nonoxeHnaMmu. KoHTponb 3a cobniogeHvem
YKa3aHHbIMM ~ anTeYHbIMW  OpraHM3auusiMi  MOMOXeHW HacToswero ®dedepanbHOrO  3akoHa  OCYLLECTBISETCA  COOTBETCTBYOLLMMU
denepanbHbIMU OpraHaMy UCTMIONHUTENBHOW BNacTy.

(B pen. ®epepansHoro 3akoHa ot 13.07.2015 N 262-93)

9. YT1paTtun cuny ¢ 1 aHBaps 2021 roga. - PegepanbHbin 3akoH ot 03.04.2020 N 105-$3.

KoHcynbraHTlntoc: npymeyaHve.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (P3 ot 20.10.2022 N 405-P3).

Ctratba 55.1. lopsAnok ocywecTBNEHUs pPO3HMYHOW TOProBNWU JIEKAPCTBEHHbIMW npenapataMv pAns MeauuMHCKOro
NPUMEHEHUs, OTNYCKaeMbIMU MO peLenTy Ha NleKapCTBEHHbIN Npenapar, ANCTaHLMOHHbIM Cnoco6om
(BBegeHa dPepepanbHbiM 3akoHom oT 20.10.2022 N 405-93)

1. B nepuoga ¢ 1 mapta 2023 roga no 1 mapta 2026 roga B ropoge defepanbHoro 3Hayenms Mockse, B benropogckon u MockoBckomn
obnactax (Oanee B HacTosilei cTatbe - cyObekTol Poccuiickoin ®epepaunn) npedycmaTpuBaeTcsl NpoBedeHUE 3KCNepuMMeHTa Mo
OCYLLECTBIEHMNIO PO3HUYHON TOProOBNM JIeKapCTBEHHbIMM Mpenapatamu Afns MeAMUMHCKOTO MPUMEHEHUs, OTNyckaeMbiMU Mo peuenTy Ha
1IeKapCTBEHHbIN Mpenapart, AUCTAHUMOHHBIM CNOCOGOM (Aarnee - 3KCNEPUMEHT).

2. B pamkax aKCnepuMeHTa ero y4acTHUKM BrnpaBe AWCTaHLMOHHLIM CMOCOBOM OCYLLECTBNATE PO3HUYHYIO TOPrOBIIO NEKapCTBEHHBIMU
npenaparamu Ans MEAULMHCKOro NPUMEHEHWs, OTMycKaeMbiMU MO peLenTy Ha NekapcTBEHHbI npenapar (B TOM 4ucrne chopMnMpoBaHHOMY B
dopme 3neKTPOHHOro AOKYMEHTa B NIMYHOM KabuHeTe rpaxgaHuHa Ha equHoM nopTarne u (Mnu) Ha perroHanbHbIX nopTanax rocyaapCTBEeHHbIX
WU MyHALUMNAnbHbIX YCNyr) U BKMIOYEHHBIMU B MepeyveHb feKapCTBEHHbIX MpenapaTtoB M hapmakoTepaneBTUYECKMX FPynn feKkapCTBEHHbIX
npenapaToB, paspelleHHbIX K peanu3auuM B paMKax JKCNepuvMeEHTa, YTBEPXOEHHbIN YMOMHOMOYEHHbIM dedeparnbHbiM  OpraHoM
UCMOSTHNTENBHON BMAcTX (3a UCKINIOYEHVEM JleKapCTBEHHbIX NpenapaToB, COAepXallyX HapKkoTU4eckne cpeacTsa, NCUXOTPONHbIE BELLecTBa U
WX MPeKypcopbl, NEeKapCTBEHHbIX MpenapaToB, COAepXallux CUIbHOAEWCTBYIOLUME BeLllecTBa, paanodapMaLeBTUHECKUX NeKapCTBEHHbIX
npenaparoB, UMMYHOOMONMOrMYECKNX NEKapCTBEHHbIX MPEenapaTtoB, a TakKe IeKapCTBEHHbIX MpenapaTtoB, Ans KOTOPbIX B COOTBETCTBUM C
WHCTPYKLUMEN NO MPUMEHEHUIO NleKapCTBEHHOro npenapaTta yCTaHOBMEH TemnepaTypHbIl pexuM XpaHeHus Hwke 15 rpagycos Llenbcus,
CNUPTOCOAEpXKaLLUMX NEKapCTBEHHbIX NpenapaToB ¢ 0ObEeMHOM Jonew STUMOBOro CnvpTa CBbille 25 NPOLEHTOB 1 NekapCTBEHHbIX NpenapaTos,
M3rOTOBIEHHBIX anTeYHbIMM opraHu3auusmn). Kputepum BKMIIOYEHWS NEeKapCTBEHHbIX MpenapaToB U dapmakoTepaneBTUYeCcKUX rpynmn
neKkapcTBEHHbIX MpenapaToB B yka3aHHbIN nepeveHb ycTaHasnueatotcsl MNpaeuTensctBom Poccuiickon ®epepauunn. [MonoxeHns HacTosien
CTaTbW He pacrnpoCTPaHSIOTCA Ha NMekapcTBEeHHble npenapartbl, OTrnyckaemble GecrnnaTHO WNWM CO CKUAKOW rpaxaaHam, MMeloLwmuM npaBo Ha
obecnevyeHne nekapCcTBEHHbIMM MpenapaTamy 3a CYET CPeAcTB OIOMKETHbIX acCUrHoOBaHWM dhedepanbHoro GromkeTa n 6ookeToB CyObekToB
Poccuinckon degepaumn.

(B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. YyacTHUKamu aKcnepuMeHTa SIBMSOTCSA YNONIHOMOYEHHBIV dbefeparnbHbIii opraH UCMONHUTENBHOW BNAcT, YNOMHOMOYEHHbIE OpraHbl
MCMNONHUTENbLHOW BnacTn cybbektoB Poccuiickon ®egepaunn, MeAMUMHCKME OpraHu3auum U anTedHble OpraHu3auum, COOTBETCTBYHOLLME
TpeboBaHUsIM, YCTAHOBINEHHBIM B COOTBETCTBUU C YACTbio 4 HACTOSILLEN CTaTb.

4. MNonoxeHne O nopsake NPOBEAEHWS JKCTEpUMEHTa, B TOM 4ucne TpeboBaHUs K MEAMUMHCKUM OpraHvM3auusiM 1 anTeyHbIM
opraHnsaumsaM, SBMSALMMCS Y4aCTHUKaMM SKCNePUMEHTa, NOPSAOoK OCYLLECTBEHNS PO3HUYHON TOProBIU NeKapCTBEHHbIMK Npenaparamu Ans
MeANLIMHCKOTO NMpUMEHEHMUs, OTNyckaeMbIMU MO peLenTy Ha NeKkapcTBeHHbIV npenapar, AUCTaHLMOHHBIM cnocobom, TpeboBaHus K focTaBke
TaKuMX NeKapCTBEHHbIX NpenapaTtoB rpaxaaHam, npaBuna BblAayy paspelleHnsi Ha OCYLLECTBNEHUE PO3HWUYHOW TOProBMNM IeKapCTBEHHbIMU
npenapartamMum Ans MeAULMHCKOrO MpYMEHEHWs, OTMyCKaeMbiMM MO PpeLenTy Ha neKapCTBEHHbIN npenapat, AMCTaHLUMOHHbIM CrMocoboM,
yTBepxaaetca MNpasuTenscTBom Poccuiickon Pepepaumn. TpeboBaHUSA K anTeYHbIM OpraHM3aumsam, ABNAWUMCS Y4aCTHUKaMMN IKCNepUMEHTa,
He MOryT ObiTb Hwke TpeboBaHUI, YCTAaHOBMEHHbIX K anTe4YHblM OpraHvM3auMsM B COOTBETCTBMM C 4acTbto 1.1 crtatbm 55 HacTosiwero
denepanbHOro 3akoHa.



5. YnonHomoueHHbI hefepanbHbIi OpraH UCMOMHUTENBHON BNacTu:

1) OCyWecTBNsieT MEeTOAMYECKOE COMPOBOXAEHWE 3KCNEpUMEHTa, BKMoYas METOAUYECKOEe COMPOBOXAEHWE [AesiTerlbHOCTW
MEOULMHCKUX OpraHv3auui M anTeYHbIX OpraHvM3auuii, y4acTBYKOLUMX B 3KCMEPUMEHTE, MO OMOPMIIEHWIO, WCMOMb3OBaHWUID U XPaHEHWHo
peLenToB Ha NekapcTBEHHbIN Npenapart, B TOM Yncne chopMmMpoBaHHbIX B (DOpMe 3NEKTPOHHBLIX JOKYMEHTOB;

2) npeacrasnseT B NpaBuTenscTBo Poccuiickon ®efepaumn npeasapuTenbHbIi (B Neprod NpoBedeHNs SKCMepUMEHTa, HO He no3sgHee
YeM 3a [ABa Mecslla [0 UCTEYEHUS CpoKa NMPOBEAEHNSA IKCMEPUMEHTA) U UTOrOBbIN (MO OKOHYaHWM 3KCMIEPUMEHTA, HO HE Mo3dHee Yem Yepes
[ABa Mecsila Mocre UCTeYEeHWs Cpoka MPOBEAEHWS JKCNepuMeHTa) Aoknadbl O pesynbraTax NpoBedeHUs] 9KCTIepUMEeHTa U NpeanoXeHus o
BHECEHMWN M3MEHEHWI B 3aKOHOAaTeNbCTBO 06 0OpalLieHn NekapCTBEHHbIX CPEeACTB.

6. YNOnHOMOYEHHbIV OpraH UCMOMHUTENBHON BnacTu cyobekTa Poccuiickoin ®egepavmm:
1) BNpaBe yCTaHOBUTbL OCOBEHHOCTU NPOBEAEHNS SKCMEPUMEHTA;

2) yTBepXxaaeTt nopagok 0T6opa MeONLMHCKUX OpFaHI/ISGLI,I/IVI N anTeYHbIX OpFaHI/I3aL|,I/II7I Ana ydactua B 3KCnepuMeHTe, a Takke nposoanT
Takown 0T60p n yteepxaaetr nepedeHb MegUUUHCKUX OpraHVI3aLl,VIl7I N nepeyeHb anTeYHbIX Opl'aHVISaLlVIVI, COOTBETCTBYHOLLNX Tpe6OBaHVIﬂM,
YCTaHOBIIEHHbIM B COOTBETCTBUU C HaCTbio 4 HacTosLLEN cTaTbl, N SBNSOLLNXCA yHacCcTHUKaMW SKCNEPUMEHTA;

3) OcCyLlecTBnAeT MOHUTOPUHI NpoBeAeHNA 3KCnepumMeHTa 1 npeacrtaBndeTr ero pesynbratbl B yI'IOJ'IHOMO'«IeHHbIVI denepanbHbIA opraH
MCMONHUTENLHON BNacTu;

4) obecneunBaeT MHOPMALMOHHO-TEXHMYECKOE obecnevyeHne MpoBefdeHVst 3KCNeprMeHTa MOCPeACTBOM  WUCMONb30BaHUSA
rocyfapCcTBeHHOW WHOPMaLMOHHON cucTeMbl B cdepe 3apaBooxpaHeHusi cybbekta Poccuiickoin degepaumm u (Mnuv) MeaULMHCKMX
MH(OPMALIMOHHBIX CUCTEM MEAWULIMHCKUX OpraHu3auui, SBRSILWMXCH Y4aCTHMKaMU 3KCNEepMMEeHTa, U WX B3aMOAENCTBUMA C €AUHOW
rocyfapCTBeHHON MHOPMaLMOHHON CUCTEMOW B cdhepe 30paBOOXPaHEHUS.

7. MeamumMHCKMe opraHMsaumm 1 anTtedHble OpraHn3aLmy BrnpaBe OTKasaTbCs OT y4acTUsl B 3KCMEPUMEHTE, NOAaB B YMONHOMOYEHHbIN
opraH ucnonHuTenbHo Bnactu cyGbekta Poccuiickon ®efgepaumm cooTBeTCTBYOLEE 06palleHe B TMCbMeHHOI dhopme.

8. AnTeyHble oOpraHvM3auuM, SBMSAOWMECS Y4YaCTHWKaAMM 3KCnepuMeHTa, o6s3aHbl Npu MpoAaxe AWCTaHUMOHHBIM  CMocobom
nekapcTBEHHOro npenapata AN MEeAULUMHCKOro MPUMEHEHMUs, OTMyckaemMoro no peuenTy Ha NekapcTBEHHbIN npenapat, obecneunTtb npu
OCYLLECTBNEHUN [OCTaBKN MOEHTUMKALMIO NMMYHOCTW rpaXaaHuHa, noryyatowero Takon fekapcTBEHHbIN npenapart, B Lensx yCTaHOBIeHUs
COOTBETCTBMSA €ro NIMYHOCTM W M1ua, YKasaHHOro B peulenTe Ha JleKapCTBEeHHbIM npenapaTt (ero 3aKkoHHOro npepcrasBuTens), nubo nuua,
YNONMHOMOYEHHOTO NWLOM, YKa3aHHbIM B peuenTe Ha neKapCTBEHHbI npenapaTt (ero 3aKoHHbIM MpeAcTaBUTENeM), Ha nonyveHne
nekapCcTBEHHOro npenapaTta (ganee B HacTOsILLEN cTaTbe - NULO, yKa3aHHOe B peLenTe (3aKOHHbIV NpeacTaBuTenb, YNOHOMOYEHHOE fnUO).

9. Nuuo, ocyllecTBRsiioLee AOCTaBKy JIeKapCTBEHHOMO npenapata Afns MEAWLMHCKOrO MPUMEHEHUs!, OTMyCKaeMoro mo peuenty Ha
nekapcTBeHHbIN npenapat, 06si3aHo noTpe6oBaTh y rpaxaaHuHa, Monyvarolero Takoi NEeKapCTBEHHbIA Npenapat, NpeabsBUTb [OKYMEHT,
YOOCTOBEPSIOLLMIA €0 JIMYHOCTb, AN MAEHTUMMKALMM NIUYHOCTM 3TOTO rpaXkaaHWHa WM yCTaHOBIIEHWSI COOTBETCTBUS €ro NUYHOCTM M nuua,
yKa3aHHOro B peuenTe (3aKOHHOrO MPEACTaBUTENS, YNOMHOMOYEHHOro nuua). B cnyyae BbISIBMEHWSI HECOBMNAAEHWUS JNIMYHOCTM rpakhaHWHa,
nonyYatoLLero nekapcTBEHHbIV Npenapat, U nuua, ykasaHHoOro B peLenTe (3aKOHHOTO NpeACTaBWTENs!, YNOMHOMOYEHHOMO NWua), a Takke B
cnyyae oOTKasa rpaxgaHuHa, Monyyalollero nekapCTBEHHbIN Npenapat, NpeabsBUTb AOKYMEHT, YAOCTOBEPSIIOWMIA €ero NUYHOCTb, NWUO,
OCYLLECTBRsIOLLee AOCTaBKY NeKapCTBEHHOro npenapata Anst MeOULMHCKOTO NPUMEHEHMs!, OTMYCKaeMoro Mo peuenTy Ha NekapCTBEeHHbIN
npenapart, 06513aHO BEPHYTb TakOW NEKapCTBEHHbIV Npenapar B anTeyHylo opraHnsaumio.

10. MNoaTtBepxaeHneM hakTa nepeaayy nekapcTBEHHOro npenapata Ans MeaULMHCKOTO NPUMEHEHUs!, OTMyCKaeMoro no peuenTy Ha
NeKapCTBEHHbIN npenapart, nuuy, ykasaHHOMY B peLenTe (3aKOHHOMY MpeACTaBUTENto, YNOMHOMOYEHHOMY NULY), SIBMSIOTCS KacCOBbIA YeK U
noAnucb Nuua, NosyyMBLLErO TakoW NleKapCTBEHHbIM NpenapaTt, Ha AOKYMeHTEe O MoMy4YeHuM Takoro JieKapCTBEHHOro npenapata rno dopwme,
yTBEp>XOaeMol YNOMHOMOYEHHbIM (heaepasibHbIM OpraHoOM WCMOMHUTENbHOW BnacTu. Mocne nepepayun NekapCTBEHHOro npenapata nuy,
yKa3aHHOMY B peuenTe (3aKOHHOMY NpeaACTaBUTENO, YNOMHOMOYEHHOMY NULy), 3TOT AOKYMEHT NepeaaeTcs NIMLOM, OCYLLECTBMBLUMM AOCTaBKY
TaKOro fiekapcTBEHHOro npenaparta, B anTeyHy opraHu3aumio, OCyLLECTBUBLLYIO OTMYCK JlIeKapCTBEHHOTO npenapata. B cnyyae BbisIBNEHNs npu
nepegade nuuy, yKasaHHOMY B peLenTe (3aKOHHOMY NpPEACTaBUTENO, YMONHOMOYEHHOMY nuLUYy), JleKapCTBEHHOro npenapata (hakToB
MEXaHW4ECKOrOo MOBPEXAEHUS €r0 UMW €ero YNakoBKW TakoW IJlekapCTBEHHbIM npenapaTt nWUOM, YKasdaHHblM B peuenTte  (3aKOHHbIM
npeactaBUTENEM, YMOMHOMOYEHHLIM FULOM), He MPUHUMAeETCs W Bo3BpaliaeTcss 6e3 ero onnartbl nwLy, OCYLLECTBUBLUEMY [OCTaBKy
nekapcTBeHHOro npenapara u obecrneynBatoLLeMy ero Bo3BpaT B anTeuHylo opraHusaumio.

11. 3a HapylwleHusa 3akoHogaTenscTea Poccuiickoit deaepauym, CoBEPLIEHHbIE MPU NPOBEAEHUN 3KCNEePUMEHTa, ero y4aCTHUKN HecyT
OTBETCTBEHHOCTb, YCTAHOBIIEHHYIO 3aKoHOAATeNbLCTBOM Poccuiickon ®eaepavium.

12. KoHTponb 3a ncnomnHeHvem TpebGoBaHWi, CBA3AHHbLIX C NPOBEAEHVMEM 3KCMEepPVMMEHTa, OCYLUEeCTBNSeTCs deaepanbHbIM OpraHom
UCMOMHNTENBHON BNACTW, OCYLLECTBAAWMM (DYHKLMU MO KOHTPOMO W Haf3opy B cdepe 34paBOOXPaHEHWs, B MOPsSAKe, YCTaHOBIEHHOM
degepanbHbiM 3akoHoM oT 31 uions 2020 roga N 248-®3 "O rocygapCTBEHHOM KOHTporie (Hag3ope) M MyHUUMNarbHOM KOHTpore B
Poccuiickon ®epepaumn’.

Crtartbsa 56. U3roToBneHue n oTnyck nekapcTBeHHbIX NpenapaToB

KoHcynbraHTlntoc: npymeyaHuve.
C 01.03.2025 B 4. 1 cT. 56 BHOCSITCSt M3MeHeHust (P3 ot 30.12.2021 N 463-93).

1. M3roToBrneHne nekapcTBEHHbIX NMpenapaToB anTeYHbIMU OpraHM3auusiMi, BETEPUHAPHBIMU anTeYHbIMU OpraHM3auusiMin, UMELWMMM
NMUEH3NI0 Ha apMaLeBTUYECKYOD [esiTeNbHOCTb, OCYLLECTBNSIETCH MO pelenTam Ha JekapcTBeHHble npenapatbl, no TpeboBaHusMm
MeLULIMHCKUX OpraHu3aLmii, BeTepMHapHbBIX OpraHu3aLmii B COOTBETCTBUM C MPaBWiamMu U3roTOBREHUS U OTMyCKa NeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHBIMM YNOMHOMOYEHHBIM heieparbHbIM OpraHOM UCTIONHUTENBHON BacTy.

(B pen. ®epepanbHoro 3akoHa ot 05.12.2022 N 502-93)



2. Tpn W3roToBMEHUM nEeKapCTBEHHbIX NpenapaTtoB anTeyYHbIMU OpraHM3auMsMKu, BETEPUHAPHBIMU anTeYHbIMW OpraHVM3auusmu,
UMELMMN NNLEH3NI0 Ha apmaLeBTUYECKYI0 AeATenbHOCTb, WCMONb3YITCS NeKkapcTBeHHble npenapaTtbl M (Mnu) dapmauesBTuyeckne
cybCTaHumMK, BKIOYEHHbIE COOTBETCTBEHHO B [OCYAAPCTBEHHBIN pPEecTp NeKapCTBEHHbIX CPEACTB ANns  MeOWUMHCKOTO NPUMEHEHWs,
rocyAapCTBEHHbIN pPeecTp NleKapCTBEHHbIX CPEACTB AN BETEPUHAPHOMO MPUMEHEHUS, €OUHBIA PEecTp 3aperncTpYpoBaHHbIX NEeKapCTBEHHbIX
cpeacts EBpasviickoro 3aKOHOMMYECKOro COl3a, E€AMHbIi PeecTp 3aperMcTPpUpPOBaHHbIX BETEPUMHAPHbIX NEeKapCTBEHHbIX MpenapaTos
EBpasniickoro 9KOHOMWYECKOTO COlo3a B YCTAHOBMEHHOM nopsigke. He gonyckaeTcsi W3roToBNeHWEe anTeyHbIMW  OpraHu3auusiMu,
BETEPUHAPHBIMW anNTEYHbIMU OpraHWU3aLusaMn, UMELLMMN MULEH3NI0 Ha apMaueBTUYECKYI0 AEATENbHOCTb, NeKapCTBEHHbIX NpenapaTtos,
3aperucTpupoBaHHbIx B Poccuiickoi ®efepauum nmbo B COOTBETCTBUM C akTamm, cocTasnsowmmm npaso Cotosa.

(B pea. ®egepanbHbix 3akoHoB oT 05.12.2022 N 502-®3, ot 30.01.2024 N 1-$3)

3. MapkupoBka neKkapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX anTeYHbIMU  OpraHU3auusiMu, BeTepUHAPHBIMK  anTeYHbIMU
opraHM3aunsmMy, UMeLMMK TNIMLEH3NI0 Ha hapMaLeBTUYECKYo AeATENbHOCTb, U 0hOpMIIEHNe TakMx NpenapaToB AOMKHbI COOTBETCTBOBaTbL
npaeunam, ykasaHHbIM B 4acTu 1 HacTosILLEeN CTaTby.

(B pen. ®epepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuHble opraHv3aumn, BETepMHapHbIe anTeyHble OpraHn3aumumn, MMetoLLe NULEH3NI0 Ha hapMaLeBTUYECKYIO AeSTENIbHOCTb, HECYT
OTBETCTBEHHOCTb 3a HecobniogeHne npaBuil M3rOTOBMEHUS W OTMycKa NeKapCTBEHHbIX MpernapaTtoB B COOTBETCTBUWM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepauun.

(B pen. ®epepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Cratbf 57. 3anpelwieHne npogaxu anbcuULMPOBaHHbIX NeKapCTBeHHbIX CPeAcTB, HefobpoKayeCTBEHHbIX JIeKapCTBEHHbIX
CpeAcTB, KOHTPadaKTHbIX NIEKapCTBEHHbIX CPEACTB

Mpogaxa anbCMULMPOBAHHBIX IEKAPCTBEHHLIX CPEACTB, HeLoBGpPOKAaYECTBEHHBIX FEKAPCTBEHHLIX CPEACTB, KOHTpadaKTHbIX
neKkapCTBEeHHbIX CPEeACTB 3anpeLlaeTcs.

CrtaTtbsa 58. XpaHeHUe nekapCTBEHHbIX CPeAcCTB

1. XpaHeHne nekapCTBEeHHbIX CPEeACTB OCYLLIECTBMAETCA NPOVU3BOAWUTENAMM NEeKapCTBEHHbIX CPeACTB, OpraHu3auusiMu OnTOBOW
TOProBMM NeKapCTBEHHLIMW CPEACTBaMMW, anTeYHbIMW OpraHvM3auvsiMi, BETEPUHAPHBLIMKU anTeYHbIMU OpraHu3auuaMu, UHAVBUAYaNbHbIMM
NpeanpuHUMaTensmMn, MMEKLLUMMN NULEH3NI0 Ha dapMaueBTUYECKyl0 OEeATENbHOCTb WM JIMLEH3NIO Ha MEAWLMHCKYI0 OeATEnbHOCTb,
MeANLMHCKAMW OpraHU3aLmsaMmn, BETEPUHAPHBIMW OPraHn3aumnsamMyi U HbIMW OPraHU3aLmsaMm, OCyLLECTBASIOWMMI obpalleHne nekapcTBEeHHbIX
cpefcTB. XpaHeHWe nekapCTBEHHbIX CPeACTB AN BETEPUHAPHOrO NpYMEHEHUSI OpraHn3aumnsaMn U MHANBMAYyanbHbIMW NpeanpuHUMaTensmm B
criyyasix, €CrnvM OHW WCMOMb3YHTCA UCKMIOYUTENBHO MNpW  pasBedeHUN, BblpalMBaHUM, COOAEPKAHUM W JNIEYEHWU HKMBOTHBIX, MOXET
OCyLLEeCTBNATLCA 6e3 NonyyYeHns NMLEeH3Nn Ha hapMaLeBTUHECKYI0 AeATENbHOCTb.

(B pea. ®egepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. lpaBuna XxpaHeHWs neKapCTBEHHbIX CpeacTB yTBEPXOAKOTCA COOTBETCTBYHOLWMM  YNOTHOMOYEHHbIM deaepanbHbIM - OpraHom
MCMONHUTENLHON BNacTu.

3. XpaHeHue HapKOTUYECKMX JIeKapCTBEHHbLIX CPEACTB, MCUXOTPOMHbIX JeKapCTBEHHbIX CPeacTs, pagnodapMaueBTUYEeCcKnX
nekapCTBEHHbIX CPEACTB OCYLLECTBMASIETCA B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuiickon ®egepaumu.

CraTtbs 58.1. NpeaAMeTHO-KONUYECTBEHHbIN YHET NleKapCTBEHHbIX CPeACTB ANsi MeAULIMHCKOTO NPMMeHeHUsA
(BBegeHa depneparnbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. TlepeyeHb IeKapCTBEHHbIX CPEeACTB ANs MEAULMHCKOrO NPUMEHEHWs, MOANEeXalmMX MPeAMETHO-KONIMYECTBEHHOMY YYeTY,
yTBepXOaeTcs YNoNHOMOYEHHbIM dheeparbHbIM OPraHOM UCTONHUTENbHON BacTu.

2. TMopsanok BKMYEHUS NEKapCTBEHHbIX CPEeACTB AN MeAWMUMHCKOTO MNMPUMEHEHUS B MepeyeHb JeKapCTBEHHbIX CpeacTB Ans
MeONLMHCKOTO MPUMEHEHUs, Noanexalmx npeamMmeTHO-KONIMYeCTBEHHOMY YYETY, yCTaHaBNMBAETCs YNONHOMOYEHHbIM heaepanbHbiM OpraHom
MCMOMHUTENBHON BNacTy NO COracoBaHuto ¢ dhefepasibHbIM OpraHoM UCTONHUTENBHON BacTh, YNOMTHOMOYEHHBIM B CDEpPe BHYTPEHHUX OEr.
(B pen. ®epepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNpeamMeTHO-KONMYECTBEHHbIN YYET NeKapCTBEHHbIX CPEACTB AN MeAVLMHCKOrO NPUMEHEHNS BedyT NPOU3BOAUTENMN NEKAPCTBEHHbIX
CpefcTB, OpraHW3auuMu OMTOBOW TOPrOBMM NEKAPCTBEHHbIMU CPEACTBaMM, anTeuYHble OpraHu3auuu, WUHAMBMAYasrbHble NpeanpuHMMaTen,
nMeloLe NMULEH3Nio Ha apMaueBTUYECKYI0 AeATeNbHOCTb UMK MULEH3NI0 Ha MEAULMHCKYIO AEATENbHOCTb, U MeaMLMHCKME OopraHu3auuu,
OCYyLLECTBISIOLME OOpalleHne NeKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO MPUMMEHEHUs, MyTEM perucTpauum robbiX CBA3AHHBIX C UX
obpalleHrem onepauuii, Mpu KOTOPbIX U3MEHSIETCSt UX KONIMYECTBO U (UNM) COCTOsIHWE, B CneumanbHbIX XKypHanax yyeta onepauui, CBA3aHHbIX
¢ obpalleHeM NiekapCTBEHHbIX CPeACTB ANs MEAULIMHCKOTO NpUMEHeHUs (aanee - cneumanbHble XypHarbl).

4. ﬂpaBMﬂa peructpauunmn OI'IepaLl,VIVI, CBA3aHHbIX C o6pau.|eHV|eM NekapCTBeHHbIX cpeacTtB Anda MeauuMHCKOro npumMeHeHusd,
BKIMKOYEHHbIX B NepeYeHb INeKapCTBEHHbIX CpencTB ANAd MeAUUMHCKOro npumMeHeHud, noanexawmx npeameTHO-KONMM4eCTBeHHOMY Yy4YeTy, B
cneunanbHbIX XypHanax n npasuna seeHna U XpaHeHUa cneunarnbHbIX XYPHaroB yTBepX4akTca YNONMHOMOYEHHbIM (bep,epaanblM opraHom
MNCNOSMHUTENBHOW BRacTu.

5. KOHTpOJ'Ib 3a cobnogeHnem npasun perncTpauummn OI'IepaLlI/IVI, CBA3aHHbIX C 06paLLleHVIeM NneKkapcTBeHHbIX cpeacTs Anda MmeanunHCKoro
NPUMEHEHNA, BKINKOYEHHbIX B NepeYvyeHb JNIeKapCTBEHHbIX CpeacTB Ana MeguumMHCKOro npuMeHeHud, nognexaliumx npeameTHO-Konm4yeCcTtBeHHOMY
yyeTy, B CchneunanbHbIX XypHanax, a TakKke 3a cobnogeHnem npasun BedeHUA U XpaHeHUA cneunanbHbIX XypHanoB BO3naraeTtcAa Ha
YNOJTHOMOY€EHHbIEe q)e/J,epaanble opraHbl WCMOSHUTENBHOW BNactu u opraHbl VCMNONMHUTENbHON BNacTu Cy6'beKTOB Poccuiickon CDe,qepauvu/l,
ocyuwlecTendwwne nuueHsnposaHne npou3BoAcTBa JEeKapCTBEHHbIX CpenacTs, dapmaLeBTUHECKON  OeATEeNbHOCTU W MeOULMHCKON
OeATEeNbHOCTU, U OCYLLECTBIAETCA B paMKax NUMUEH3UOHHOIo KOHTpOnA.

Masa 11. YHUYTOXEHWE NEKAPCTBEHHbIX CPEACTB

Crtartbsa 59. OcHOBaHuA u nopAAOK YHUUTOXeHUA JNIeKapCTBeHHbIX CpencTB



1. HepobpokayecTBeHHble IlekapCTBeHHble CPefcTBa, danbcMduLMpoBaHHble NeKkapcTBEeHHble CpeacTBa noanexar U3bATAIo U3
obpalleHnss U YHUYTOXEHUIO B nopsiake, ycTaHoBrneHHoM [paBuTensctBom Poccuiickon ®epepaunn. OCHOBaHMEM [Afsl YHUYTOXEHUSI
NeKapCTBEHHbIX CPEeACTB SBMNSAETCA pelleHve Brafenbla IeKapCTBEHHbIX CPEeACTB, peLUeHWe COOTBETCTBYHOLLErO YMNOSIHOMOYEHHOro
denepanbHOro opraHa NCNOMHWUTENbHON BRACTV UMK peLLeHre cyaa.

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

2. KoHTpadhakTHble nekapcTBeHHble CpeAcTBa MoanexaTr M3bATUIO M3 OOpalLeHVs U YHUYTOXEHMIO Mo pelueHuto cyda. lopsgok
YHUYTOXEHUS1 KOHTpadhakTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnmBaeTtcs NpasutensctBom Poccuickon ®egepaunu.
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxofpl, cBsi3aHHblE C YHUYTOXEHUEM KOHTPadaKTHbIX NIEKapCTBEHHbIX CPEACTB, Hed0BPOKaYECTBEHHBIX EKAPCTBEHHBIX CPEACTB,
hanbcmMunLMpoBaHHbIX NEKaPCTBEHHbIX CPEACTB, BO3MELLAKTCS UX BnadesbLeM.

4. Brnapgerney nekapCTBEHHbIX CPeaCTB AOMKEH NpeacTaBuTb B YMOMHOMOYEHHbIN defeparibHbli OpraH WCMOMHUTENbHOW BRacTu
AOKYMEHT U 3aBEPEHHYI0 B YCTAaHOBIEHHOM MOPSAKE €ro KOMuio, MOATBEPXAatoWMNe hakT YHUHTOXEHNS NeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLUUIA YNONTHOMOYEHHBIA heepanbHblii OpraH MWCMOMHUTENBHON BMACTW, MPUHSIBLLUMIA pelueHne 06 YHUYTOXEHUU
rieKapCTBEHHbIX CPEACTB, OCYLLECTBIIAET KOHTPOIb 32 X YHUYTOXEHUEM.

6. YHU4YTOXEHME NneKapCTBEeHHbIX CpedCTB NpPoOMU3BOAUTCA OpraHM3auusamMu, UMerLWwmnMn COOTBETCTBYHOLWYIO JNTULUEH3UI0, Ha cneunanbHO
OGOpy,D,OBaHHbIX nnowankax, nonmMroHax n B cneunarnbHO OGOpy,ElOBaHHbIX noMeLLeHnax ¢ cobniogeHnem TpeﬁOBaHVIVI B obnactu OXpaHbl
Opr)Ka}OLLl,eVI cpeabl B COOTBETCTBUN C 3aKOHOAATE IbCTBOM Poccuiickon d)e,qepauwm.

7. HapKOTVNecKI/Ie nekapcTBeHHble cpeacTBa, NCUXOTPOMNHbIE JNeKapCTBeHHble CpeacTBa, pa,qwoq)apmaueBTquCKMe NeKapCTBEeHHbIe
cpeacTBa YHUHYTOXaKTCA B COOTBETCTBUN C 3aKOHOL4ATENIbCTBOM Poccuiickon d>e,qepauvm.

nasa 12. TOCYAAPCTBEHHOE PEIYNIMPOBAHUE LEH
HA NEKAPCTBEHHbIE NPEMAPATbI ANA MEAMUMHCKOIO NPUMEHEHUA

Crartbs 60. Focy.qapCTBeHHoe perynupoBaHue LUeH Ha feKkapCcTBeHHble npenapaTtbl 4nAd MmeguuuMHCKOro npumeHeHus

1. TocymapCTBeHHOE perynuMpoBaHMe LUEeH Ha nekapCTBEHHble npenapaTtbl AN MeAWUMHCKOTO MNPUMEHEHUS] OCYLLEeCTBsSeTCs
rnocpeacTBoOM:
(B pen. ®epgepanbHoro 3akoHa ot 26.03.2020 N 67-$3)

1) yrtBepxaeHusa [lpaButenbctBom Poccuiickon ®Pefgepaumm NEepeyHst XU3HEHHO HEOOXOOAMMbIX W BaKHENMWMX IeKapCTBEHHbIX
npenapaTtoB, KOTOpPbI (hOPMUPYETCH 1 HE pexe OAHOro pasa B rof nepecMaTpuBaeTcs B yCTAHOBNEHHOM UM NMOpsiAKke HAa OCHOBE KOMMMEKCHOW
OLIEHKWN FeKapCTBEHHbIX MNpenapaToB, BKMHOYAas aHanu3 CBeAEeHWA O CPaBHUTEMbHOW KMUMHUYECKoW 3(EKTUBHOCTU U Ge3onacHocTu
1NIeKapCTBEHHOr0 CpeAcTBa, OLEHKY 3KOHOMWYECKMX MOCMNeACTBUMN MPUMEHEHUS NeKapCTBEHHOrO CPeAcTBa M U3y4eHue [OOMONHUTENbHbIX
nocneacTBUi NPUMEHEHNS NeKapCTBEHHOMO CPeaCTBa;

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-93)

2) yTBEpXOEHUS METOAMKU pacyeTa npefernbHbIX OTNYCKHbIX LeH MpOM3BOAUTENEN Ha NeKapCTBEHHble npenapartbl, BKIOYEHHbIE B
nepeyeHb XU3HEHHO HeOBXOAMMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaTtoB, a Takke BHEOPEHUS MEXaHW3MOB (DOPMUPOBAHUSI CUCTEMbI
pedepeHTHbIX LieH;

(B pen. ®epepanbHbix 3akoHOB oT 22.12.2014 N 429-93, ot 06.06.2019 N 134-d3)

3) rocynapCTBeHHOW pernctpauuv npeaenbHbIX OTMYCKHbIX LieH MPOVM3BOAMTENEN Ha NeKapCTBEHHble Mpenapartbl, BKMIOYEHHbIE B
nepeyeHb XN3HEHHO HEOBXOAMMbIX U BaXKHENLLUMX NeKapCTBEHHbIX Npenaparos;
(B pea. ®egepanbHoro 3akoHa ot 06.06.2019 N 134-®3)

4) BeQeHnA rocygapCTtBeHHOro peecrtpa npeaesibHblX OTMYCKHbIX LeH npoussoauTenein Ha nekapcTBeHHbIe npenaparbl, BKOYEHHbIE B
nepevyeHb XN3HEHHO HEOBXOANMBIX Y BaXKHENLLNX JleKapCTBEHHbIX NpenapaTtos,

5) yTBEpxOeHUs MeToAMKM YCTaHOBMEHUSI OpraHamu WCMOMHUTENbHOW BracTu cybbektoB Poccuiickon ®depepauun npenenbHbIX
pasmMepoB ONTOBbIX HaAbaBOK W MpefernbHbIX PasMepPoB PO3HWYHLIX HaAGaBOK K (PaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbLIM
NPOU3BOAUTENSIMM NEKAPCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble Npenapatbl, BKIOYEHHblE B MEPEYEHb XU3HEHHO HeobxoauMbIX |
BaXKHEMLLMX JIeKapCTBEHHbIX Npenaparos;

6) YCTaHOBNEHUA npeaeribHbiX pa3MepoB ONTOBbIX HaabaBoK U npenenbHbiX pa3MepoB PO3HUYHbIX HapbaBoK K d:)aKTVNeCKI/IM
OTNYCKHbIM LUeHaM, YCTaHOBIIEHHbIM MPOU3BOAUNTENAMU NEKAPCTBEHHbIX NpenapaToB, Ha J1eKapCTBEHHbIE npenapaThbl, BKIKOYEeHHbIE B NepevyeHb
YKM3HEHHO HEOBXOAUMbBIX U BaXKHENLLNX NeKapCTBeHHbIX NpenapaTtos,

KoHcynbraHTlntoc: npymeyaHve.
C 01.09.2024 4. 1 cT. 60 gononHsietcs n. 6.1 (®3 ot 30.01.2024 N 1-®3). Cm. OByayLuyto pefakumio.

7) yTBEpXAEeHUs nopsigka Bbl4aduv NnpeanMcaHnii opraHaM UCMONHUTENbLHOWM BnacTu cyobekToB Poccuiickon ®eaepaumm o npyBeaeHumn B
COOTBETCTBME C 3aKkoHopaTenbcTBOM Poccuiickon ®Pepepaummn pelleHui o6 ycTaHOBNEHUWM MpeferbHbIX pasMepoB ONTOBbIX HaabaBoOK M
npefenbHbIX pasMepoB PO3HUYHBIX HafabaBOK K (PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMM NEeKapCTBEHHbIX
npenapaTtoB, Ha NeKapCTBEHHbIE MpenapaTtbl, BKMKYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMbBIX UM BaXKHEWLLMX JIEKAapCTBEHHbIX NpenapaTtos,
€CNN OHU MPUHATBI C HapylleHWeM 3akoHogaTenbctBa Poccuiickon depepauun, B nopsigke, yctaHoBneHHom [paButensctBom Poccuiickon
depepaunu;

8) HanpaBneHus ynonHOMOYEHHbIM heaepanbHbiM OPraHOM MCMOMHUTENBHOW BRACTU OpraHaMm WCMOSHUTENBbHOW BNacTu CyObekToB
Poccuinckon ®depepauumn npegnucaHnii 0 NpuMBEAEHMM B COOTBETCTBME C 3akoHopaTenbcTBoM Poccuiickon ®epepaumm MNPUHATBIX C



HapylleHneM 3akoHopartenbcTBa Poccuiickon Pepepaumm pelleHui 06 yCTaHOBNEHUM MpederbHbIX pasMepoB ONTOBbIX HaAOaBOK U
npeaenbHbIX pasmMepoB PO3HUYHbIX HAAOaBOK K LieHaM Ha nekapcTBeHHble npenaparbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HeobXoanMbIX U
BaXKHEWLLMX FIeKapCTBEHHbIX Npenaparos;

9) ocyuwecTBneHuss degepansHOro rocyfapcTBEHHOTO Hag3opa B cdpepe obpalleHusi NekapCTBEHHbIX CPEACTB M pPermoHanbHoro
rocyapCTBEHHOr0 KOHTPOMs 3a MpUMEHEHVWEM LeH Ha NeKkapCTBEHHble NpernapaTbl COOTBETCTBEHHO YMONHOMOYEHHbIMU eaepanbHbIMU
OopraHaMu UCMOSHUTENbBHOW BNAacTU M opraHamm UCMONMHUTENBbHON BnacTtu cybbekTtoB Poccunckon degepaumm COrmacHO MX KOMMNETEHUUN B
nopsigke, yctaHoeneHHoM [MpasutenbcTBoM Poccuiickon depepaumu;

(n. 9 B peq. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npuMeHeHWs NpPenyCMOTPEeHHbIX 3akoHomdaTenscTBoM Poccuiickoin defepaunn Mep OTBETCTBEHHOCTWM 3a HapylleHue ropsiaka
LleHoOOpasoBaHUs Ha NeKkapCTBEeHHble Mpenaparbl, BKOYEHHbIE B MEpPeYeHb KM3HEHHO HEOOXOAMMBIX W BaXHEWLUMX NeKapCTBEHHbIX
npenaparos.

(B pen. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusax 4pesBblYaliHOW cuUTyauuu u (Mnun) Npu BO3HWKHOBEHUW Yrpo3bl pacnpocTpaHeHus 3aboneBaHus, nNpeacTaBnsioLlero
OMacHOCTb AN OKPYXatoLKX, a Takke B Cryyae, eciv B Te4eHne TpuauaTty KaneHgapHbix AHen nocne npuHaTus MpasutenscTBom Poccuitckon
Penepaumn peLleHnss 0 NPOBEAEHNN MOHUTOPUHIA PO3HWYHBIX LIEH Ha NekapCTBEHHblEe mMpenapatbl, He BKMIOYEHHbIe B MepeyveHb XU3HEHHO
HeobXOAUMBIX U BaXXHEMLUMX NeKapCTBEHHbIX NpenapaTtoB, Ha Tepputopusx cybbekToB Poccuiickon ®enepaumm BbISBNIEH POCT PO3HUYHBIX LiEH
Ha yKasaHHble nekapcTBeHHble mpenapatbl Ha TpuauaTb npoueHToB u 6onee, MNpasutenscteo Poccuiickon Penepaumn BnpaBe ycTaHOBUTL
npegernbHble OTNYCKHblE LieHbl NMPOM3BOAMTENEN Ha yKasaHHble NekapCTBEHHble mpenapartbl, npefenbHble pa3Mepbl ONTOBbIX HanbaBok W
npefenbHble pasmepbl PO3HUYHbIX HaAbaBOK K hakTUYECKMM OTMYCKHbIM LieHaM NMpOV3BOAMTENEN Ha yKa3aHHble NeKapCTBEHHbIe npenaparbl.
MepeyeHb NnekapCTBEHHbIX NPenapaToB, He BKMIOYEHHbIX B NepeyeHb KM3HEHHO HEOOXOAMMBIX M BaXKHEMLMX NeKapCTBEHHbIX NpenapaTtos, U
nopsiAok ero oopmupoBaHust onpegenstorcs MNMpasutenscteom Poccuickon ®egepauun.

(4actb 2 BBeneHa PenepanbHbiM 3akoHOM oT 26.03.2020 N 67-93)

3. B TedeHne geBsiHOCTa KaneHAapHbIX AHeN co AHA yTBepxaeHus MNpasutensctBoMm Poccuiickon ®eaepaummn nepevHs, ykasaHHOro B
yactu 2 HacTosillen cTaTbW, He [OMyCKalTCA peanu3aums M OTNYCK BKIKOYEHHbIX B HEro reKapCTBEHHbIX MpenapaToB MO LEeHaM,
npeBbILLaLWMM NpeaenbHble OTNYCKHbIE LieHbl MPOM3BOAUTENEN Ha YKa3aHHble NeKkapCTBEHHbIE Npenaparthbl, NpefaenbHble pa3Mepbl ONTOBbIX
Hanb6aBoK M NpefernbHble pa3Mepbl PO3HUYHBLIX HAAGaBOK K (DaKTUYECKUM OTMYCKHbIM LieHaM MpOoM3BOAUTENEN Ha yKa3aHHbIe NeKapCTBEHHbIe
npenaparbl C y4eTOM Hanora Ha o6aBMeHHY CTOMMOCTb.

(4acTb 3 BBegeHa PepepanbHbIM 3akoHOM oT 26.03.2020 N 67-93)

KoHcynbranTtlntoc: npymevaHuve.
MonoxeHus ct. 61 (B pea. ®3 ot 30.01.2024 N 1-$3), kacawoLmecs NpegocTaBneHns roc. yCnyr NocpeacTBoOM €AUHON CucTeMbl U (Unu)
efunHoro noptana, npumensatorca ¢ 01.01.2025.

KoHcynbraHTlntoc: npymeyaHuve.
3apervctpupoBaHHble Ao 07.06.2019 npegenbHble OTMYCKHblE LieHbl noanexar obsisatenbHoi nepepervctpaummn B 2019 - 2020 rogax B
cootBeTCcTBUM €O CT. 2 3 ot 06.06.2019 N 134-D3.

Cratba 61. locypnapcTBeHHasi peructpauusi M nepeperucTpaumsi npeaenbHbIX OTMYCKHbIX LiEH Npou3BoauTenerd Ha
nekapcTBeHHble npenaparbl, BKNOYeHHbIe B NepeyeHb XXN3HEHHO HEOOXOAUMbIX U BaXXHEWULLNX NeKapCTBEHHbIX NpenapaToB
(8 pea. ®egepansHoro 3akoHa ot 06.06.2019 N 134-93)

1. MNpepenbHas OTNYCKHas LeHa NPOM3BOAUTENSI Ha NEeKapCTBEHHbIN Mpenapat, BKIOYEHHbIN B NepeyeHb XU3HEHHO HeobXoaMMbIX 1
BaXKHEWLLMX NleKapCTBEHHbIX NpenapaToB, MOANEXMUT rocyAapCTBEHHOW perncTpauuy B nopsiake, yctaHoeneHHoMm [pasutenscteBom Poccuiickon
dPenepaumm, Ha OCHOBaHMN HaNPaBNEHHOrO NOCPeACTBOM €AUHOIO rMopTana B YNormHOMOYEHHbIN dhefepanbHbIi OpraH UCNOMHUTENbHOW BnacTyh
WMU NNYHBIA KabWHET YNorHOMOYeHHOro defepanbHOro opraHa WCMOMHWUTENbHOW BNacTu B €4MHOM CUCTeMe, MOANMCAHHOIO YCUIMEHHON
KBannULUMPOBaAHHON 3MEKTPOHHON MOANWCHLIO 3asiBNeHVs AepxaTtens unv ernagernblia perncTpauyoHHOro YAOCTOBEPEHMS feKapCTBEHHOro
npenapara (ynormHOMOYEHHOro UM nnLa).

(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3apernctpvpoBaHHasi MpedernbHas OTNyCKHas LieHa MpPOV3BOAUTENS Ha JEKAPCTBEHHbIA Mpenapar, BKIOYEHHbI B NepeveHb
XKU3HEHHO HEOGXOAMMbIX W BaXXHEWLUMX NEeKapCTBEHHbIX NpenapaToB, MOXET ObiTb NepeperncTpupoBaHa B CTOPOHY YBENWYEHUS oauH pa3 B
KarneHgapHOM rofly Ha OCHOBaHUM HamnpaBrieHHoOro Ao 1 OKTAOpsi KaXZoro roga nocpedcTBOM eaMHOro noprtana B YNONHOMOYEHHBIN
henepanbHbI OpraH UCMONMHUTENBHON BNacT UMM NUYHLIA KabWHET YNONHOMOYEHHOro hefepanbHOro opraHa WCTMOSHUTENbHOW Bractu B
€[MHOW cucTemMe, NOAMWCAHHOMO YCUIEHHON KBanMUUMPOBAHHOW SNEKTPOHHOW MNOANWUCHIO 3asiBNEeHVs aepxatens wnu Brnagenbua
PEerncTpaumoHHOro yaoCTOBEPEHUS NIEKaPCTBEHHOTO Npenapata (YNosHOMOYEHHOIO UM nuua).

(B pen. ®epepansHoro 3akoHa ot 30.01.2024 N 1-d3)

3. 3apeructpupoBaHHas npegenbHas OTMYCKHas LieHa MPOM3BOAWTENS Ha fleKapCTBEHHbIN Mpenapat, BKIYEHHbI B MNepeveHb
KM3HEHHO HEOBXOAUMBIX U BaXXHEWLLMX JIeKapCTBEHHbIX NMpenapaToB, MOXET ObiTb NepeperncTpupoBaHa B CTOPOHY CHUXEHUS Ha OCHOBaHWUW
HanpaBfieHHOro MOoCPeACTBOM €AMHOro rnopTana B YNONHOMOYEHHbIN dhefepanbHbiii OpraH WUCMOMHUTENBHOW BMAcTWU UMM NUYHBLIA KabuHeT
YNONMHOMOYEHHOT0 (bedepanbHOro opraHa MCNOMHUTENbHOW BMAacTu B €4WMHOW cucTeme, MNOAMWCAHHOrO YCUNEHHOW KBanvguuuMpoBaHHON
9MEKTPOHHOW MOAMUCHIO  3asiBNeHVs AepXaTtens Wnu  Bnagenbua PerncTpaumoHHOro  YAOCTOBEPEHWS IeKapCTBEHHOro npenaparta
(YnonHomMo4eHHoro um nuua).

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

4. [epxatenb unu Bnagenew perncTpauMoHHOrO YAOCTOBEPEHUs NeKapCTBEHHOro npenaparta (yrnonHOMOYeHHoe MM nuuo) o0bsa3aH
HanpasBUTb NOCPEACTBOM €AMHOrO nopTana B YMOMHOMOYEHHbIV dbedepanbHblii OpraH WCMOMHWUTENbHOM BNacTv UMM NUYHBIN KabuHeT
YMOMHOMOYEHHOTO (hbefiepanbHOr0 opraHa WCMOMHWUTENbHOW BNacTy B e4VMHON CUCTeMe MOANWCaHHOE YCWUMEHHOW KBannduuMpoBaHHON
QMEKTPOHHON NOAMUCHIO 3asiBEHNe O MNepeperncTpaummn 3aperucTpypoBaHHOM MpPefenbHOM  OTMYCKHOW  LieHbl Mpou3BoguTens Ha
rniekapCTBEHHbIN Npenapart, BKIOYEHHbIN B NepeyYeHb XN3HEHHO HEOOXOANMbBIX U BaXXHENLLNX NEKapCTBEHHbIX MpenapaTos, B CTOPOHY CHUXKEHWS



B CNeAyHoLMX CriyYasx:
(B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) CHWXeHne LUeHbl B VIHOCTpaHHOIZ BanwTe Ha ﬂeKapCTBeHHbIVI npenapart B CTpaHe npou3soguTena un (I/II'II/I) B CTpaHaXx, B KOTOPbIX
J'IeKapCTBeHHbIVI npenapart 3aperncTpupoBaH 1 (VIJ'IVI) B KOTOPbl€ NOCTaBNAETCA NponssoanTenem,

2) CHWXEeHUE LieH Ha pedbepeHTHbIE JIekapCTBEHHbIE NpenapaTbl B COOTBETCTBUM C MYHKTOM 1 HACTOSALLEN YacTu (4N COOTBETCTBYHOLNX
BOCMpPOM3BeAEHHBIX, GroaHanoroBbix (61onofobHbIX) NekapcTBeHHbIX NpenapaTos);

3) npeBbileHne npedensbHON OTMYCKHOM LEeHbl Ha MepBbi BOCMPOM3BEAEHHbIA, GroaHanorosbii (6MonofobHbIN) nekapcTBEHHbIV
npenapaTt MHOCTPaHHOrO MPOW3BOACTBA Haz NPeAeribHON OTMYCKHOW LieHOW NpoW3BOAWTENSA Ha BTOPOW BOCMPOM3BEAEHHbIN, G1oaHanorosbIin
(6uonogo6HbI) NekapCcTBEHHbIN npenapaTt, pacCYuTaHHONW B COOTBETCTBUM C METOAMKOW, yTBepxaeHHow [paBuTtensctBom Poccuiickoit
depepauny;

4) npesbllleHWe MpenenbHON OTMYCKHOW LieHbl Ha MEPBbIA BOCMPOM3BEAEHHLIN, GuoaHanoroBbii (6MONOAOGHbLIN) NeKapCTBEHHBIN
npenapar Npou3BoAWTENs rocyfapcTsa - YneHa EBpasniickoro aKOHOMUYECKOro cok3a Haf npedernbHON OTMYCKHOW LieHON MpOou3BOAWTeNs Ha
BTOPOW BOCMPOM3BeAeHHbIN, BrnoaHanorosbi (61oNOA06GHbIN) NekapCTBEeHHbIV NpenapaTt Npou3BOANTENS rocyAapcTsa - YneHa EBpasuiickoro
9KOHOMMYECKOTO COK3a, paccyMTaHHOM B COOTBETCTBUN C METOAMUKON, yTBepxaeHHou MpaBuTenscTBoM Poccuickon ®egepaumu.

5. MNopsigok nepepervcTpaummn 3apervcTpupoBaHHbIX NPEeAEnbHBIX OTMYCKHbIX LEeH MpOoM3BOAWTENEN Ha NekapcTBEHHble npenaparbl,
BKITIOYEHHbIE B MEpPEYEHb XM3HEHHO HEOBXOAUMbBIX U BaXKHEWLLMX FeKapCTBEHHbIX NPenapaToB, B cryyasix, NpeayCMOTPEHHbIX YacTamu 2 - 4
HacTosLeln cTaTtbm, ycTaHaBnueaetcs MpaButensctBom Poccuickon ®enepaunn.

6. OKOHOMMYeCKU aHanu3 npegenbHON OTMYCKHOM LEeHbl NPOW3BOAMTENS Ha feKkapCTBEHHbIN npenapar, BKIYEHHbI B nepeveHb
XM3HEHHO HeOoOXOAMMbIX W BaXHEWMWMX IeKapCTBEHHbIX NpenapatoB, Mpu ee ToCyAAapCTBEHHOW perncrtpauuv wnu nepepermcrpaumn
ocylecTenseTca dpeaepansbHbIM OPraHOM UCMOMHUTENbHOW BNAcTU, OCYLLECTBASIOWMM (DYHKLUN NO NPUHATUIO HOPMAaTUBHBLIX MPaBOBbLIX aKTOB
1 KOHTPONIO 32 COGMoAeHEM 3aKOHOAATENBCTBA B CHEPE rOCYAapCTBEHHOMO PEryNpoBaHus LieH (TapudoB) Ha ToBapbl (YCryru).

7. PacyeT npepernbHbIX OTMYCKHbIX LieH, YKasaHHbIX B 4acTax 1 n 2 HacTosLen cTaTbi, NpU UX rocyaapCTBEHHON perucTpauum unm
nepeperncTpaumm ocyLLecTBsSeTCs B COOTBETCTBUM C METOANKON, yTBepxaeHHou MpasuTtenbcTBoM Poccuinckon ®egepaumm 1 ydmTbiBatoLLen B
TOM yucne:

1) cobniogeHne BanaHca UHTEPECOB NOTPEOUTENEN NEKAapPCTBEHHBIX NPenapaToB, BKIMHOYEHHbLIX B NEPEYeHb XU3HEHHO HEOBXOAMMbIX U
BaXXHEWLLNX NleKapCTBEHHbIX NpenapaTtoB, U NPOU3BOAUTENEN NIeKapCTBEHHbIX NPenapaToB, BKIMOYEHHbIX B NEPEYEHb KU3HEHHO HEOBXOANMBIX
U BaXKHEWLLMX JIeKapCTBEHHbIX Npenaparos;

2) chakTMyecKyto OTNYCKHYIO LieHy Ha nekapcTBeHHble npenapartsl B Poccuiickort ®efepauum, LeHy BBO3a JlieKapCTBEHHbIX NpenapaTos B
Poccuiickyto ®epepauuio, a Takke LieHbl Ha aHanorvyHbIe nekapcTBeHHbIE Npenapartkl, Haxoasiumecs B obpatleHun B Poccuiickoin depepaumm;

3) 3aTpaTbl NPOM3BOANTENS NTEKAPCTBEHHOTIO MNpenaparta Ha NPOV3BOACTBO M peanu3aumio fIeKapCTBEHHOro npenapara;

4) UeHy Ha neKapCTBEHHbI Mpenapat, ero LUeHy B CTpaHe NPOM3BOAWTENsS M B CTpaHax, B KOTOPbIX IEKapCTBEHHbLIM npenapat
3aperucTpupoBaH v (Mnn) B KOTOPbIe NOCTaBMSIETCA NPOM3BOAUTENEM.

8. He ponyckawoTcs peanusauusi M OTMYCK FNEKAPCTBEHHLIX MPEnapaToB, BKMHOYEHHBIX B MEPEYEHb KU3HEHHO HEOBXOAMMbIX U
BaXXHEWLUMX NeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MPOM3BOAMTENSIMU JIeKapCTBEHHbIX MpenapaToB He 3apeructpyvpoBaHa npeaerbHas
OTNyCKHasl LeHa, peanusauusi NPOU3BOAMTENSIMU JIeKapCTBEHHbIX MpenapaToB MO LeHaM, MPEeBbILLAWMM  3aperucTpupoBaHHbIe Unm
nepeperucTpupoBaHHble NpeaenbHble OTNYCKHbIE LieHbl Ha NIekapCTBEHHbIE NpenapaTbl C y4ETOM Harnora Ha f06aBreHHy0 CTOUMOCTb.

9. OcobeHHOCTM rocygapCTBEHHOIO PerynvpoBaHvs MpeaernbHbIX OTMYCKHbIX LeH Mpou3BoAMTENeln Ha fieKapCTBeHHble npenaparbl,
BKITIOYEHHbIE B MEPEYEHb XKU3HEHHO HEOOXOAMMBIX M BaXKHEWLLUX NEKApCTBEHHbLIX MpenapaToB, B 3aBUCUMOCTM OT 3KOHOMMUYECKUX U (Unu)
coumanbHbIX KpUTEpUEB (M3MEHEHWEe YCrOoBWW, Mopsiaka U CTOMMOCTWM MPOW3BOACTBA fIEKAPCTBEHHBLIX MPenapaTtoB, UCMOMb30BaHME HOBbLIX
opM, METOAOB M CNOCOGOB rOCYAapCTBEHHOIO PErynvpoBaHus LUEH Ha fekapcTBEHHble npenapaTtbl, B TOM YWCMe Ha OCHOBE MexaHu3Ma
pedepeHTHOro LeHoobpa3oBaHUs, UBMEHEHUIA MOPsiAKa OKa3aHWUs MEAULMHCKOM MOMOLLM, U3MEHEHUE Kypca MHOCTPAHHOW BantoTbl U WHble
n3MeHeHus1) yctaHaBnmBatoTcs [MNpaBuTenscTBoM Poccurickon ®enepavumu.

(B pen. ®epepanbHoro 3akoHa ot 08.03.2022 N 46-$3)

Cratba 62. rocyﬂapCTBeHHblﬁ peecTp npepgenibHbIX OTNYCKHbIX LUeH I1p0VI3BO,E|VITel'Ieﬁ Ha JeKapCTBeHHble npenapaTthbl,
BKIOYeHHble B nepeYvYeHb XXU3HEHHO Heob6XxoAUMbIX U BaXKHEeMLUNX JNleKapCTBEeHHbIX NpenapaTtoB

1. 3aperncTpupoBaHHbIe UMK NepepPerncTpMpPoBaHHbIe NPeaenbHble OTMYCKHbIE LieHbl MPOU3BOAMTENEN Ha NEeKapCTBEHHbIE NpenapaThbl,
BKIMIOUYEHHbIE B NepeyeHb XU3HEHHO HeOoBXOAMMBIX M BaKHEMLIMX NEeKapCTBEHHbIX MpenapaTtoB, Noafiexar BKMOYEHWIO B rOCYAapCTBEHHbLIN
peecTp npeaernbHbIX OTMYCKHbIX LIEH NPOU3BOAUTENEN Ha NeKapCTBeHHble Nnpenapatbl, BKIOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOAMMBIX U
BaXKHEWLLMX JIeKapCTBEHHbIX NpenapaTos.

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. l'ocy,qapCTBeHHbM peecTp npefenbHbIX OTNYCKHbIX UeH ﬂpOVI3BO,ElI/ITeJ'IeIZ Ha neKkapcTBeHHble npenapartbl, BKIMHOYEHHbIe B Nepe4vyeHb
XNU3HEHHO HeOGXO,EI,VIMbIX N BaXXHENLIMX NeKapCTBeHHbIX npenapaTtoB, COAEPXUT B cebe cnegyowyo MHCbOpMaLI,MPO:

1) HavMeHOBaHWE [JepXaTens Wnu Bragerblia PerucTpaLMoHHOIO YAOCTOBEPEHWS JIEKAPCTBEHHOrO MNpenapata, HauMeHOoBaHue
NpPOU3BOAUTENST NEKAPCTBEHHOTO npenaparta, CBedeHWUss O perucTpaunn gepxaTtens WUnu Bnagenbla perncTpauvoHHOro YOooCTOBEPEHMS
nekapcTBeHHOro npenaparta, CBeAeHUst O PerucTpaumn npou3BOAUTENS NEKApCTBEHHOro npenapata Ans MeOUUMHCKOTO MNpUMEHEHWs B
KayecTBe HarnoronnaTesblMKa B CTpaHe perncTpaumm (4ns poCCUNCKUX IPUANYECKUX NULL - AEHTUMMKALNOHHBLIA HOMEP HarnoronnaTernbLmka
(MHH), ans MHOCTPaHHbIX OPUONYECKMX NUL, - CTPaHa perMcTpaummn, HauMeHoBaHWe PErVCTPUPYIOLLETO OpraHa, PErMCTPAaLIMOHHLIA HOMEP, KOA
HanoronnaTenbliMka B CTpaHe perucTpauuu (MHKoprnopauuv) WM ero aHasnor), MeCTO HaxXOXAEHWS MPOM3BOACTBEHHLIX MMOLLAAOK,
y4acTBYHOLLMX B NPOLIECce NPOU3BOACTBA J1EKapCTBEHHOIO Npenapara, C ykasaHnem ctaguu npouecca Npou3BoACTBa;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-$3)



2) HaMMeHOBaHWe NnekapcTBEHHOrO npenapara (MexayHapoAHoe HenaTeHTOBaHHOE, UMK FPYNNMPOBOYHOE, UM XMMUYECKOE N TOProBoe
HavMeHoBaHUs);
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaunoHHOro yqoCctoBepeHna nekapCTBeHHOro npenapara;

4) nekapcTBeHHasi opMa C yka3aHMeM OO03UPOBKWU NIEKAPCTBEHHOMO Mpenapara U ero KonumyectBa BO BTOPUYHOW (NOTPebUTenscKom)
yMakoBKe, a TakKe KOMMIEKTHOCTb;
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) sapernctpupoBaHHas npegenbHas OTNyCKHas LieHa Ha nekapcTBEHHbIN npenapat B pyo6nsix;
(B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) fata U Homep npukasa ynonHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENbHOM BacT O rocyAapCTBEHHON peructpaumu unm
nepeperucTpauum npegesibHol OTMYCKHOW LeHbl Ha NEeKapCTBEHHbI npenapart, BKOYEHHbI B MEpevYeHb >XM3HEHHO HeobXxoauMblX U
BaXKHEWLLMX JIeKapCTBEHHbIX NPenaparos;

(B pen. ®epepanbHbix 3akoHOB oT 22.12.2014 N 429-93, ot 06.06.2019 N 134-d3)

6.1) pata BCTYNneHWs B CuNy MpuKasa YnonmHOMOYEHHOro dedeparibHOro opraHa WCMOMHUTENbHOW BacTu O rocydapCTBEHHOM
perycTpaumu unu nepeperncTpaummn npeaenbHoW OTMYCKHON LieHbl NMPOW3BOAWUTENS Ha NMEeKapCTBEHHbIM npenapat, BKIYEHHbIR B nepeveHb
XU3HEHHO HEOBGXOAMMBIX U BKHENLLNX NIeKapCTBEHHBIX NPenapaTos;

(n. 6.1 BBeaeH PenepanbHbiM 3akoHoM oT 06.06.2019 N 134-93)

7) LWTPUXOBOW KOA, HAHECEHHbIN HA BTOPUYHYHO (NOTPEBUTENbCKYH) YNaKoBKY NEekapCTBEHHOIO Nnpenapara;
(n. 7 BBeaeH PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

8) kod nekapCTBEHHOro mnpenapara Mo aHaToOMO-TepaneBTUYECKO-XMMMYECKOW Kraccudpmkaumm, pekomeHgoBaHHoW BcemupHon
opraHusauven 34paBoOXpaHEHUS.
(n. 8 BBeoeH PepepanbHbIM 3akoHOM oT 22.12.2014 N 429-03)

3. locynapcTBeHHast pervcTpaums Unm nepeperncTpauns npeaerbHbIX OTNYCKHbIX LEeH Ha NeKapCTBEHHbIE Npenapartsl, BKIHOYEHHbIE B
nepeyeHb XM3HEHHO HEOOXOAUMbIX U BaXXHEWLUMX JleKapCTBEHHbIX NpenapaToB, BefeHUe rocyAapCTBEHHOIO peecTpa npeenbHbIX OTMYCKHbIX
LUeH mpousBoauTeneil Ha nekapCcTBEHHble MNpenapatbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBLIX U BaXHEWLMX NeKapCTBEHHbIX
npenapaTtoB, OCYLLECTBISOTCA B NOPsiAKe, ycTaHoBNEHHOM NpaBuTenbcTBom Poccuiickon denepauum.

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Crtatbs 63. YcTaHOBNEHMe opraHamMu UCMOJSTHUTENIbLHOW BnacTu cy6bekToB Poccuiickon ®epepauum npeaenbHbIX pa3MepoB
ONTOBbIX HaAGaBOK M MNpederibHbIX Pa3MepoB PO3HMYHbLIX Haab6aBoOK K pakKTMYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NpPouU3BOAUTENSAMM NleKapCTBEHHbIX NpenapaToB, Ha flIeKapCTBeHHbIe Npenaparbl, BKIMHOYEeHHbIe B NepeYyeHb XXM3HEHHO HeoGXoaAUMbIX
1 BaXXHEWLLUX JIeKapCTBEHHbIX NpenaparoB
(B pen. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl UCMoONHUTENbHOW BnactTn cybbekToB Poccuickon degepauun ycTaHaBNMBalOT NpeaernbHblie pa3Mepbl ONTOBbIX HaabaBoK U
npefenbHble pasMepbl PO3HUYHbIX HagbaBoOK K (haKTUYECKMM OTMYCKHbIM LeHam (6e3 yyera Hamora Ha [J00aBneHHyl CTOMMOCTb),
YCTaHOBMEHHBbIM NPOU3BOAMTENSMU NEKAPCTBEHHbIX MPENapaToB, Ha NeKapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B MEpPeYeHb XU3HEHHO
HEeOOXOOUMBIX U BaXKHEMLLMX JEKapCTBEHHbIX NpenapaTtoB, B COOTBETCTBUU C YTBEPXKOEHHOW B MOpsiAKe, YCTAaHOBMNEHHOM [1paBMTenbCTBOM
Poccuiickon $epepaummn, MeToaMKON YCTaAHOBMEHWUS OpraHaMu MCMOSHUTENbHOW BnacTn cybobektoB Poccuiickon ®epepauuy npegenbHbIX
pa3mMepoB ONTOBbIX HaAbaBOK M MpedernbHbIX Pa3MepoB PO3HUYHBLIX HaAGaBOK K (DaKTUYECKUM OTMYCKHbIM LiEHaM, YCTaHOBMEHHbLIM
NPOU3BOAMTENSAMM JTEKapCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHbIE MpenapaThbl, BKIOYEHHbIE B MNEpPeYEeHb XM3HEHHO HEeOoOXOOUMbIX W
BaXKHEWLUMX NeKapCTBEHHbIX npenapaTtoB. [1poekTbl pelleHui opraHoB WCMOMHWUTENbHOW Bnactn cybbektoB Poccuiickon depepaunm o6
YCTaHOBMEHUMN U (MNWN) UBMEHEHUW NPEAENbHLIX pa3MepoB ONTOBbLIX HAAOaBOK M NpeferbHbIX Pa3MepoB PO3HUYHbIX HaA6aBoK K DaKTUYECKUM
OTMYCKHbIM LileHaM, YCTaHOBIIEHHbIM NPOU3BOANTENSMW NIEKAPCTBEHHBLIX NPENapaToB, Ha JIEKAPCTBEHHbIE Npenaparbl, BKMOYEHHbIE B NepeyeHb
KM3HEHHO HEOBXOAMMBIX U BaXXHEMLIMX NeKapCTBEHHbIX NMpenapaTtoB, MOANEeXaT COrfacoBaHWI0 C YNOTHOMOYEHHbIM defeparibHbIM OpraHoM
UCMOMHUTENBbHON BRacTW, OCYLLECTBASIOWMM (YHKUMU MO MPUHSTUIO HOPMAaTUBHBLIX MPABOBLIX aKTOB W KOHTPOM 3a cobnogeHnem
3aKkoHofatenbCcTBa B cdepe rocyaapCTBEHHOIO PerynupoBaHust LeH (TapudoB) Ha ToBapbl (ycriyru), B MNOpsSiAKE, YCTaHOBIIEHHOM
MpaBuTenbctBoM Poccuiickorn ®egepavmm.

(B pea. ®egepanbHbix 3akoHoB oT 13.07.2015 N 241-93, o1 27.12.2019 N 475-93)

2. OpraHusauuv ONTOBOW TOProBMM FNEKapCTBEHHbIMW CPEACTBaMMW, anTeyHble OpraHusauun, uHAvMBMAyanbHble npeanpuHuMaTenu,
vMeroLlne nNUUEeHsNio Ha dapmaueBTMYecKylo AeATeNbHOCTb, MeAWUMHCKME OpraHvM3auuu, UMelolime NULEH3MI0 Ha apMaueBTU4eCcKyto
AedATenbHOCTb, M ux obocobneHHble noppasgeneHus (ambynatopuwn, denbawepckne u  denbalepcko-akyLepckne MyHKTbl, LEHTPbI
(otaenenus) obLuer BpayebHONM (CeMerHOM) NPaKTUKW), PacronoXeHHbIe B CeNlbCKUX HAaCeNeHHbIX NYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHu3auuv, OCyLLEeCTBRSOT peanu3auuio NeKkapcTBEHHbIX MpenapaTtoB, BKMIOYEHHbIX B MEpeYeHb XU3HEHHO HEeOOXOAMMBIX U BaXHEWLIMX
niekapCTBEHHbIX Mpenaparos, No LeHaM, KOTopble (DOPMUPYIOTCS B COOTBETCTBUM C NMOPSAKOM, YCTaHOBMEHHbIM [MpaButensctBom Poccuinckoi
depnepaumn, N yposeHb KoTopbix (6e3 yyeTa Hamora Ha A06aBeHHY0 CTOMMOCTb) He [OSHKEH NpeBbllaTb CyMMY (PakTUHECKOW OTMYCKHOW
LieHbl, YCTaHOBMNEHHOW Mpou3BoauTeneM fekapCTBeHHOro npenaparta, He MpeBblllaloleit 3aperncTpMpoBaHHON UM NepeperncTpMpoBaHHON
npenenbHOM OTMYCKHOM LieHbl Mpou3BoauTens (Ha AaTy peanusauum nekapcTBEHHOro npenapaTta npousBoauTeneM), U pa3vepa OMNTOBOMW
HagbaBku M (MnM) pasmepa PO3HWYHOM HaAbaBKW, He MPEBbILLAIOLMX COOTBETCTBEHHO pasmepa NpeaenbHOM ONTOBOM Haabasku W (Mnu)
pa3mepa npeaenbHo PO3HNYHOWM HaabaBKK, YCTaHOBNEHHBIX B cybbekTe Poccuiickon denepauum.

(4acTb 2 B pepn. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl ucnonHutenbHoW BnactTn cyobektoB Poccuiickoir ®epepauun pasmewarwtT B cetn "MIHTepHeT" wuHdopMaumio o
3aperncTpupoBaHHbIX NpefenbHbIX OTMYCKHbIX LieHax Npou3BOAMTENEN Ha riekapCTBEeHHble npenaparbl, BKIOYEHHblE B MepeyveHb XWU3HEHHO
HeobXOoAUMbIX W BaXKHEMLIMX NeKapCTBEHHbIX NpenapaTtos, 06 yCTaHOBMEHHbIX B cybbekTe Poccuiickon Peaepaumn npedenbHbIX pasmepax
ONTOBbIX HaAbaBOK U (UNK) NpefernbHbIX pasmepax PO3HWYHbIX HAAOaBOK K YCTAHOBMEHHBbIM MPOU3BOAUTENSIMU NEKapCTBEHHbIX NpenapaToB
haKTUYecknM OTMYCKHbIM LieHaM Ha JeKapCTBEHHble Mpenaparbl, BKMIOYEHHblE B MEpeyYeHb XU3HEHHO HEeOoOXOAMMbIX W BaXKHEWLIMX
NeKkapcTBEeHHbIX NpenapaToB, a TakkKe O CyMMe 3aperMcTpuMpoBaHHbIX NpefenbHbIX OTMYCKHbIX LieH Mpou3BoauTeneit Ha nekapcTBEHHbIe



npenaparbl, BKMIOYEHHbIE B MNEPEYEHb XM3HEHHO HEOOXOOMMBIX U BaXKHEWLUMX NeKapCTBEHHbIX MPenapaToB, YCTAHOBMEHHbIX B CyObekTe
Poccwiickon ®Pefnepaunmn npegenbHbIX pa3MepoB ONTOBbIX HAAGaBOK M NpedenbHbIX pa3MepoB PO3HUYHBLIX HaAGaBOK M Hanora Ha fobaBneHHyo
cToumocTb. MHdopMauums, npegycMoTpeHHas HacTosiIen YacTbio, AOMKHA HaXOOQUTbCS Takke B anTe4HbIX OopraHvM3auusix B OOCTYMHOW Ans
BCEX 3aUHTEPECOBaHHbIX NUL, hopMe U OBHOBNATLCS MO Mepe ee pa3MeLLeHUss opraHamm UCMONHUTENbHOW BnacTn cyobekToB Poccuickon
depepaunm B cetn "UHTepHeT".

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

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - ®egepanbHbiin 3akoH oT 27.12.2019 N 475-03.

FnaBa 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OMACHOCTHU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLUUXCA B OBPALLEHUUA
B POCCUNCKOW ®EOEPALIUK
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Crtarba 64. ®apmakoHansop
(8 pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. NekapcTBeHHbIE NpenapaTthl, Haxoasumecs B obpalleHun B Poccuiickoin degepauun, nognexar MOHUTOPUHTY 3hEKTUBHOCTU U
6e3onacHOCTM B UENsX BbIABMEHUS BO3MOXHbIX HEraTVBHbIX MOCMEACTBAN WX MNPUMEHEHWS, WHAUBUAYaNbHOW HEnepeHOCMMOCTH,
npeaynpexaeHns MeauLMHCKUX paboTHUKOB, cneLyanncToB B 06nacTu BeTepuHapum, NauneHToB Unv BnagenbLeBs XUBOTHBIX U UX 3aLMTbl OT
NpYMEHEHNs TakUX NekapCTBEHHbIX NpenapaTos.

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

2. dapmakoHaf30p OCYLLECTBMAETCS COOTBETCTBYIOLMM YMNONHOMOYEHHbIM dhefepanbHbiM OPraHoM WCMOMHUTENbHOW BRactu B
yCTaHOBIIEHHOM MM MopsiAke ¢ yyeToM TpeboBaHuii HacToswwero PefepanbHOro 3akoHa M akToB, cocTaBnsaowmx npaso Coto3a, nyTeMm aHanusa
npepocTaBnsemMon cybbektamu obpalleHus neKapCTBEHHbIX CPEACTB WMHMOpMauuM O NOOOYHBLIX AENCTBUSIX, HEXenaTernbHbIX peakuusix,
cepbesHbIX HexenaTtenbHbIX peakuusix, HemnpeaBWAEHHbIX HeXenaTenbHbIX peakuMsix Npu MpUMEHeHUM nekapcTBEeHHbIX npenapaTtos, 00
VHAVBWAYANbHOW HEMEPEHOCUMOCTM, OTCYTCTBUM 3D (EKTUBHOCTM NEKAPCTBEHHBIX NMpenapaTos, a Takke 06 MHbIX dakTax n obcToaTenLcTBax,
NpeacTaBnSAOLWMX Yrpo3y XU3HW UMK 300POBbI0 YerioBeka NMbo XMBOTHOMO NPU NPUMEHEHUN NEKapCTBEHHbIX NPenapaTtoB U BbISBEHHbIX Ha
BCex aTanax obpalleHus nekapcTBeHHbIX npenapaTtos B Poccuiickol ®egepauum n Apyrux rocygapcraax.

(B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

3. CybbekTbl 0bpalleHusi nekapCTBEHHbIX CpeAcTB B MNOpsigKe, YCTAHOBMIEHHOM YMONMHOMOYEHHbIM beaeparnbHbIM - OpraHoM
MCMOSHUTENBHOW Bnacth, obs3aHbl coobLlaTtb B YNOMHOMOYEHHbIN deaepanbHbIl OpraH UCMOMHUTENBHOW BNactu O MNOGOYHbIX AENCTBUSX,
HexenaTenbHbIX peakumsX, Cepbe3HbIX HeXenaTenbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix npu  NpuMeHeHun
neKapcTBEHHbIX NpenapaTtoB, 06 MHAVMBMAYaNbHOW HENEPEHOCMMOCTH, OTCYTCTBUMUN 3(OEKTUBHOCTU NEKapCTBEHHbIX NpenapaTtos, a Takke 06
MHbIX (hakTax 1 06CTOATENBCTBAX, MPEACTABMAOLLMX YIPO3Y XKU3HU UMK 300POBbLI0 YerioBeka b0 XKNBOTHOTO NPy NPYMEHEHUN NeKapCTBEHHbIX
npenaparoB 1 BbISIBNIEHHbIX Ha BCeX aTanax obpalleHns nekapcTBeHHbIX npenapatoB B Poccuiickon ®epgepaumn n apyrux rocygapcreax.

4. D,ep)KaTenM nnn enagenblbl PermcTpaunoHHbIX y,qocmBepeHvu?l NeKapCTBeHHbIX npenaparTos, opuanyeckme nuua, Ha MMa KOTopbIX
BblAaHbl paspelleHns Ha npoBedeHue KIUMHUYECKUX uccrnedoBaHunm B Poccuiickomn d)e,qepauwvl, nm6o ynonHoMo4eHHble uMn  gpyrue
ropuandeckme nuua B paMkax obecneveHuss GesonacHocTu NeKapCTBeHHbIX npenapaTtoB B Mnopsgke, YyCTaHOBIEHHOM COOTBETCTBYHOLLMM
YNOJTHOMOY€EHHbIM cbe,qepaanblM opraHom VCMNONMHUTENbHON BNacTtu, obsi3aHbl OCyLeCTBNATbL npuem, y4yerT, 06pa60TKy, aHann3 n XpaHeHue
noctynarwwmnx B UX agpec ot Cy6'beKTOB O6paLLl,eHl/19| NeKapCTBeHHbIX CpeacTB U OpraHoB I'OCY,D,apCTBeHHOVI BMacTn coobLeHnii o NoBoYHbIX
OENCTBUSIX, HexenaTenbHbIX peakunax, Cepbe3HblX HeXenaTtenbHblIX WU HenpeaBWOEHHbIX HexXenaTtenbHblX peakuuax npu npuMeHeHun
NeKapCTBeHHbIX npenapaTtos, 06 0COBEHHOCTSAX WX B3aMMOAENCTBUSA C ApyrmMn  nekapCcTtBeHHbIMU  npenapatamMu, I/IH,D,I/IBVI,D,yaﬂbHOIZ
HenepeHoCUMMOCTHU, a TaKkke 06 MHbIX akTax n obcTosiTensCTBaXx, npeacTaBnALLWMX Yrpody XU3HN Unn 3opoBblo YernoBeka nMB0o KMBOTHOIO
MW BAMSIIOLWNX HA U3MEHEHUE OTHOLLEHNS OXXMOAeMON Nonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHWNA NeKapCTBEHHbIX NpenapaTos.

5. Mpy BbISIBNEHUM WHOPMaLMM O Cepbe3HbIX HEXenaTenbHbIX PeakuMsix U HenpeaBUAEHHbIX HexXenaTeribHbIX peakuusix npu
NMPUMEHEHUM FEKapCTBEHHbIX MpenapatoB, 006 OCOGEHHOCTSX WX B3aWMOZEWCTBUSI C OPYrMM  NEKapCTBEHHbIMW Mpenapatamu,
VHOMBUAYaNbHOWM HENepeHoOCMMOCTH, a Takke 06 UHbIX dhakTax U 06CTOATENBLCTBAX, BANAIOLMX HA UBMEHEHUE OTHOLLEHUS OXMAAEMON NOMb3bl
K BO3MOXHOMY PWUCKY NPUMEHEHUsI NeKapCTBEHHbIX NpenapaTtoB, [AepXaTenu Wnu Bnafgenblbl PEerncTPauvoHHbIX —YOOCTOBEPEHWi
NeKapCTBEHHbIX MPenapaTtoB, PUAMYECKUME NWLA, HA UMS KOTOPbIX BblAaHbl PaspelleHUsi Ha MPOBEAEHUE KMMHWUYECKUX UCCNedoBaHWN B
Poccuiickoin depepaumm, nmbo ynornHOMOYEHHbIE UMW Apyrve lopuanyeckue nuua obs3aHbl NPUHATL Mepbl, HarnpaeBneHHble Ha yCTpaHeHue
HeraTMBHbIX MOCMEACTBUN MPUMEHEHUSI TakUX NEKapCTBEHHbIX NpenapaToB, MPeAynpexaeHWe MPUYMHEHWUS Bpeda >KM3HW UM 300POBbI0
yernoseka nMGO XMBOTHOTO, 3aLMUTY WX OT MPUMEHEHUs] TakuUX FEKapCTBEHHbIX MpPEenapaToB, Ha [OOMOMHWUTENbHBIN COOP AaHHbIX 06
adhheKTMBHOCTM 1 BE30MacHOCTH TakMX NeKkapCTBEHHbIX NpenapaTos.

6. 3a HecooO6LLEHNE UMM COKPbITUE WHOPMAaLMKU, NPEAYCMOTPEHHOW YacTbito 3 HaACTOsLLEN CTaTbM, AepXaTenu unu Bnagenbubl
PErncTpaLmoHHbIX YOOCTOBEPEHMUI NIEKAPCTBEHHBIX NPenapaToB, PUAMYECKUE NULA, HA UMsi KOTOPbIX BblAaHbl pas3pelleHnss Ha npoBedeHne
KNUHU4Yecknx nccrnenosaHuii B Poccuiickont ®egepaumn, nmbo ynorHOMOYEHHbIE UMW ApYyrve opuandeckie nuua, a Takke AOMKHOCTHbIe nuua,
KOTOPbIM 3Ta WHGOPMaLMs cTana M3BECTHA MO pody MX MPOgeccCUoHarnbHON AeSTENbHOCTW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHopartenbcTBoM Poccuiickon ®egepauuu.

7. Tpu nony4eHUM YMOMHOMOYEHHBIM hedepanbHbIM - OPraHOM  UCMOMHUTENBHOW BMacT B paMKax OCYLLECTBIIEHUS UM
chapmakoHa3opa [okasaTenbCTB O HECOOTBETCTBMM IEeKapCTBEHHOrO npenapaTta YCTAHOBMEHHbIM TpebGoBaHMSIM UMM Npy  NonyyYeHun
VH(OPMaLMM O HECOOTBETCTBUM AaHHbIX 06 3dpdekTMBHOCTM M O Ge3onacHOCTU NlekapCTBEHHOro npenapaTa AaHHbIM O NeKapCTBEHHOM
npenapaTte, COAEPXALLUMMCS B MHCTPYKUMM MO €ro MPUMEHEHUo (B TOM YMCRE BbISIBIIEHHbIX B XOAE OCYyLUeCTBNEHWs apmakoHaasopa
KOHTPONbHO-HAA30PHbLIMA  OpraHaMu MHOCTPaHHbLIX [OCYAapCTB), YMONMHOMOYEHHbIN heaepanbHbIi OpraH WUCMOMHUTENBHOW BRactu B
YCTaHOBIIEHHOM WM MOpPsiAKE paccMaTpuBaeT BOMPOC O NPUOCTAHOBIIEHUM NPUMEHEHNS TAKOrO NeKapCTBEHHOrO Npenapara.

KoHcynbranTtlntoc: npymeyaHme.
C 01.01.2026 HammeHoBaHue cT. 65 n3naraetcst B HoBow peaakumm (®3 ot 30.01.2024 N 1-d3).



Cratbs 65. [pnocTaHoBNEeHNe NPMMEHEHUA NIeKapCTBEHHOro npenapara
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbraHTtlntoc: npymeyaHuve.
C 01.01.2026 B Y. 1 cT. 65 BHOCATCA U3MeHeHus (P3 ot 30.01.2024 N 1-$3).

1. Mpy nonyyeHUn MHOPMALMM O HeXenaTenbHbIX peakuusix Npu NpUMEHEHWW NEeKapCTBEHHOro npenapata, He YKasaHHbIX B
WHCTPYKUMM MO MPUMEHEHUIO NEKAPCTBEHHOTO Mpenapara, CepbesHbIX HeXenaTenbHbIX peakumsix, 06 0COGEHHOCTSIX ero B3avMOLEUCTBUSI C
ApYrMMU NEeKapcTBEHHLIMU NpenapaTtaMu, KOTopble MOTyT MpeacTaBnsTh Yrpo3y XU3HW UNK 340POBbLI0 YerioBeka NGO KMBOTHOMO, a Takke O
HECOOTBETCTBUM [aHHbIX 06 3ddpekTBHOCTM U O Ge3onacHOCTU NEeKapCTBEHHOTrO npenapaTta AaHHblM O feKapCTBEHHOM mnpenapare,
coaepXalyMcsl B MHCTPYKUMM MO €ero NPUMEHEHUIO, B TOM YUCIE OT YMOMHOMOYEHHbLIX OPraHOB MHOCTPAHHBLIX FOCYAapcTB, OOMEH KOTOPOU
OCYLLECTBMNSETCA B COOTBETCTBMM C COMMALLEHUSIMA MeXAy YNONMHOMOYEHHbIM hefepanbHbiM  OpraHOM  MCMOSHUTENBHOW BRact 1
YNOMHOMOYEHHBIMU OpraHamy MHOCTPaHHbIX FOCYAAPCTB, YNONMHOMOYEHHbIN defeparnbHblii OpraH MCMOMHUTENBHOW Bnactu paccMmaTpuBaeT
BOMPOC O BO3MOXHOCTU MPUOCTAHOBMEHUSI OGpALLEHMSI TaKOro JIEKapCTBEHHOMO Mpenapata B MOPsiAKEe, YCTAHOBMEHHOM YMOTHOMOYEHHbIM
hefiepanbHbIM OpraHOM UCMOSTHUTENBHON BNacTU.

KoHcynbraHTlntoc: npymeyaHve.
C 01.01.2026 4. 2 cT. 65 nsnaraetcsa B HoBou pegakumn (P3 ot 30.01.2024 N 1-d3).

2. Tpn HEUCMOMHEHUVM WNN HeHapnexalleM WCMONMHEeHUN AepxXaTensamy Wnu Bragenblamu perncTpaumoHHbIX YAOCTOBEPEHUIA
neKkapCcTBEeHHbIX Npenapartos, IOPUANYECKUMU NULEAMKN, Ha UMSI KOTOPbIX BblAaHbl pa3peLleHust Ha NpoBefeHNe KIIMHUYECKUX UCCeaoBaHnin B
Poccwuiickon ®egepauum, nm yrnosiHOMOYEHHbIMW UMW APYTUMW IOPUANYECKUMUN NULaMn 06593aHHOCTEN, YCTaHOBINEHHBIX YacTsammn 3 1 4 ctaTtbu
64 HacTosdwero ®egepanbHOro 3akoHa, NMMOO B cCriyyasx NpeAcTaBlieHWst COOTBETCTBYIOLLMM YMONMHOMOYEHHbIM dedeparnbHbiM OpraHoM
UCNOSHNTENBHON BMNacTh 3aKMioYeHUst O HEeJOCTOBEPHOCTWM PesynbTaToB KIMHWYECKOro WCCReaoBaHUs NekapcTBEHHOro npenapata Ans
MEAULIMHCKOrO MPUMEHEHUS, KOTOPOe OCHOBaHO Ha pesyrbrartax NpoBepkun MeanLUMHCKON opraHu3auun, NPOBOAUBLLEN YKa3aHHOE KIMHUYeckoe
uccnegoBaHve C HapyLleHMeM NpaBu Haanexallenh KIMHUYECKOW MPaKkTUKU, U NPUBENO K MOMyYeHWo HedOoCTOBEPHbIX pe3ynsraTtos, nubo B
Cnyyae HeBbINOMHEHUS NPEANUCaHusi, BblAAHHOTO YMOMIHOMOYEHHbIM heaepanbHbIM - OpraHoM  WCMOMHWUTENbHOW BRactT no  uToram
OCYLLEECTBMEHUSI BbIDOPOYHOTO KOHTPOSS KavecTBa rlekKapCTBEHHOro npenaparta, YNONHOMOYEHHbIN defeparnbHbli OpraH WCMOMHUTENbHON
BMacTu B yCTAHOBMEHHOM MM MOPSAKe paccMaTpyBaeT BONPOC O NPUOCTaHOBEHUM NMPUMEHEHNS TaKoro fiekapCTBEHHOro npenapara.

KoHcynbraHTtlntoc: npymedaHve.
C 01.01.2026 4. 4 cT. 65 yTpaunsaet cuny (P3 ot 30.01.2024 N 1-$3).

3. YnonHomoueHHbI hefepanbHbli OpraH WCMOMHUTENBHOW BNAcTM Mpu NPeACTaBNeHUM €My CBedeHUA O HeCOOTBETCTBUM
npousBoaUTENs NeKapcTBEeHHbIX CPeacTB TpeGoBaHMAM MpaBun  Hagnexalled NpOM3BOACTBEHHOW MPaKTUKM U (UNM) O HapyLleHwuu
NULIEH3NOHHBIX TPeGOBaHWIA, KOTOpble BbINU BhISIBMEHb! B XO4E MPOBEAEHUSI VHCMEKTUPOBaHUS MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB WUin
OCYLLECTBINEHNS] MULIEH3MOHHOMO KOHTPOMs B Chepe NMPOM3BOACTBA NEKaPCTBEHHBIX CPEACTB M MPUBENW UMK MOTYT NPUBECTU K NPOW3BOACTBY
nekapcTBeHHbIX NpenapaToB Ans MEAUUMHCKOrO MPUMEHEHUS, MPUHYUMHMUBLUMX UMW CMOCOGHBIX NPULMMHWATL BPEA XWU3HU MU 300POBbLI0 rpaxaaH,
paccMaTpuBaeT BOMPOC O MPUOCTAHOBIIEHUW NMPUMEHEHUSI NEKapCTBEHHbIX NPEenaparos Al MeAULIMHCKOTO NMPUMEHEHNsI B YCTAaHOBIIEHHOM UM
nopsiake B CNEAYIOLLMX Cryyasix:

1) coctaB u (Unu) TEXHONOrMs NPOM3BOACTBA NEKAPCTBEHHOrO npenaparta ANns MeQULMHCKOro NPUMMEHeHUst (C onucaHuem CcTagun
NPOV3BOACTBA) OTNNYAIOTCS OT 3asiBIIEHHbIX B PErMCTPaLYOHHOM [OChE;

2) nekapCTBEHHbI npenapat AN MeOWLUMHCKOrO MNPUMEHEHWs NMpou3BeeH Ha NPOW3BOACTBEHHOM MMollagke, He YKasaHHOW B
perncTpaLmoHHOM AOCbe;

3) y npousBoguTens nekapCcTBEHHbIX CPeACTB OTCYTCTBYIOT [OKYMEHTbI, NOATBEPXAAOLME COOTBETCTBME KayecTBa NeKapCTBEHHOMO
npenaparta ans MeauuMHCKOrO NPUMEHEHWs, BBOAUMOIO B rpaXKaaHCKMiA 06opoT, TpeboBaHWsIM, YCTaHOBMEHHLIM MPU €ro rocyaapCTBEHHOW
perucTpaumu;

4) npousBoauTENeM IeKapCTBEHHbIX CPEACTB B COMMACOBAHHLIN C COOTBETCTBYIOLLMM YMONHOMOYEHHbIM (hefepanbHbIM OpraHom
UCMOSHNTENBHON BMacTW CPOK He YCTpaHeHbl HapylleHus TpeboBaHui npaBwun Hagnexawlenh npou3BOACTBEHHOW MPaKTUKM W (Mnn)
FIMLEH3NOHHBIX TpeboBaHWi, KOTopble OblNM BbISBMEHbI B XOA€ NMPOBEAEHUS MHCNEKTUPOBaHUS NPOU3BOAMTENS NIeKapCTBEHHbIX CPEACTB Unn
OCYLLECTBNEHNSA NULIEH3NOHHOTO KOHTPONSA B chepe NPOU3BOACTBA NMEKAPCTBEHHbIX CPEACTB M NPUBENW UKW MOTYT NPUBECTN K NPOW3BOACTBY
neKkapcTBEeHHbIX NpenapaToB Anst MeANLMHCKOTO NPUMEHEHNS, NMPUYNMHUBLLMX UMW CMOCOBHBIX NPUYMHWUTL BPEA XU3HU U 300POBbLIO rpaxAaaH.
(4acTb 3 BBeAgeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNonHOMOYeHHbI deaeparnbHbIl opraH UCMOMHUTENBHOW BNACTU MpY HanNU4MM y Hero CBEAEHWI O HECOOTBETCTBMM NMPOU3BOAUTENS
rieKapCTBEHHbIX CPEACTB TPeboBaHMAM MpaBun Haagnexallen NpoM3BOACTBEHHON NPAKTUKW U (MNN) O HApPYLUEHUN NMLEH3NOHHBIX TpeboBaHuii,
KoTopble OblnMM BbiSBMEHbI B XO4e MNPOBEAEHUS WHCMEKTUPOBAaHWS MNPOU3BOAUTENS JleKapCTBEHHbIX CPEACTB MMM OCYLLEeCTBNeHUs
TIMLEH3MOHHOIO KOHTPOMs B cdepe MPOou3BOACTBA NEKapCTBEHHbLIX CPEACTB U NPUBENW UMK MOTYT MPUBECTU K NMPOU3BOACTBY JIeKapCTBEHHbIX
npenapatoB AnA BETEPUHAPHOTO MPUMEHEHUS, MPUYMHMBLLMX WM CMOCOOHBIX MNPUYUHUTL BPEA XKM3HU UMM 300POBbLI0 XKMBOTHBIX,
paccMatpuBaeT BOMPOC O NPUOCTAHOBMEHUM peanu3auvn U NPUMEHEeHUs NeKapCTBEeHHbIX NpenapaTtoB Ans BETEPUHAPHOrO MPUMEHeHUs B
YCTaHOBMEHHOM UM MOPSAKe B CEAYIOLMX Cryyasx:

1) coctaB n (VIJ'IVI) TeXHOoNnorna npou3BoAcTBa JNeKapCTBEHHOro npenapara And BeTepuHapHOro npumMeHeHua (C onucaHnem cragum
FIpOVIBBO,D,CTBa) OTNINYAKTCA OT 3adABMNEHHbIX B PErmcTpauMoHHOM 40Cbe;

2) nekapCTBEHHbIN npenapaTt Ans BETEPUHApPHOro MNpPUMEHeHWs Npou3BedeH Ha MNPOW3BOACTBEHHOW nnowagke, He yKa3aHHOI7I B
permcTpaunMoHHOM O0Cbe;



3) y npousBoguTens nekapCcTBEHHbIX CPeACTB OTCYTCTBYIOT [OKYMEHTbI, NMOATBEPXAAOLME COOTBETCTBME KayecTBa NeKapCTBEHHOMO
npenapaTta Afs BETEPUHAPHOIO MPUMEHEHUs!, BBOAMMOIO B rpaxaaHckuil 06opoT, TpeboBaHUAM, YCTaHOBMEHHLIM MpY €ro rocynapCTBEHHON
perucTpaumu;

4) npousBoauTENeM IeKapCTBEHHbIX CPEACTB B COMMACOBAHHLIN C COOTBETCTBYIOLLMM YMONHOMOYEHHbIM dhefepanbHbIM OpraHom
UCMOMHUTENBbHON BrNacTW CPOK He YCTpaHeHbl HapylieHust TpeboBaHui NpaBun Hagnexawlel MNpoUM3BOACTBEHHOW MNPaKTUKM U (Unu)
FNIMLEH3NOHHBIX TpeboBaHWi, KOTopble OblNM BbISBMEHbI B XOA€ NPOBEAEHUS MHCNEKTUPOBaHUS NPOWU3BOAMTENS NIeKapCTBEHHbIX CPEACTB Unn
OCYLLECTBNEHNSA NULIEH3NOHHOTO KOHTPONSA B chepe NPOU3BOACTBA NMEKAPCTBEHHbIX CPEACTB M NPUBENW UKW MOTYT NPUBECTW K NPOW3BOACTBY
NeKkapCTBEeHHbIX MpenapaToB Ans BETEPUHAPHOTO MPUMEHEHUS, MPUYMHMBLUMX WKW CMOCOBHbLIX MPUYMHUTL BPEA, XU3HW UMW 300POBbLIO
JKUBOTHBIX.

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

7. B nopsioke, nNpeayCMOTPEHHOM 4acTbl0 4 HacCTOsILLEN CTaTbW, YMONHOMOYEHHbIM (hedepanbHbli OpraH MCMOMHUTENbHON BNactn
paccmaTtpvBaeT BOMPOC O NPUMOCTAHOBIEHWMM peanu3auuMn U NpUMEHEeHUsl NieKapCTBEHHOro npenapaTta nfis BEeTepMHApHOro NMpYMEHeHus B
criyyae BbISIBIIEHUSI B rpaXkdaHCKoM o6opoTe cepvm ekapCTBEHHOro npenaparta Ansi BEeTEPUHAPHOrO NPUMEHEHNS, OKYMEHTbI U CBEAEHUS O
KOTOpOW, npeaycMoTpeHHble yacTammu 1 - 3 n 6 ctatbmn 52.2 HacToswero ®enepanbHOro 3akoHa, He MPEeACTaBNeHbl B YKa3aHHbI opraH, nubo
cepun UMMYHOBMOMOrM4eCcKoro NekapCTBEHHOrO npenapara AN BETEPUHAPHOTO NPUMEHEHUS, HE UMEIOLLEN pa3peLLeHus, NPeayCMOTPEHHOro
Yactblo 8 ctatbm 52.2 HacTosiwero degepancHOro 3akoHa. B ykasaHHOM criyvyae ynornHOMOYEHHbIN dedeparnbHbli OpraH MCMNOMHUTENbHON
BMacT¥ MpUHUMAET PELUEHNE O MPUOCTaHOBIIEHUM peanu3aumnm U NPUMEHEHUST TakMX Cepuil OO0 NpPeacTaBleHUsl yKas3aHHbIX OOKYMEHTOB U
cBefdeHui b0 A0 NONy4YeHUs YKasaHHOro paspeLleHust.

(vactb 7 BBegeHa PepgepanbHbiM 3akoHoMm oT 02.07.2021 N 317-93)

Crtatbs 66. UHdopmaLusa o pesynbsTaTtax hapmakoHaasopa
(B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHoMoueHHbIN deaepasbHbI OpraH MCMONMHUTENBLHOW BNACTK, OCYLLECTBASIOLWMIA dhapMakoHaA30op, No ero pesynsratam pasmellaert
Ha cBoeM odumumnansHOM carte B ceTn "VIHTepHeT" nHcpopmaumio o:

1) BbIABIEHUN HOBbIX NOATBEPXAEHHbIX OaHHbIX O NoGOYHbIX AENCTBUSX, HexenaTenbHbIX peakunax, cepbe3HbIX HeXenatenbHbIX
peakuunax, HenpeaBuaeHHbIX HeXenaTernbHbIX peakunax npyu npuMmeHeHnUn nekapCcTtBeHHOro npenapara, B TOM 4Yucre BAnArLwWnX Ha OTHOLWeHne
oXunaaemow norb3bl K BO3MOXXHOMY PUCKY NPpUMEHEeHUA OaHHOIo NeKapCTBEHHOro npenapara,

2) NPUHATBIX PELLEHUSIX O BHECEHUM WU3MEHEHW B MHCTPYKLMIO MO MPUMEHEHMIO NEKapCTBEHHOrO mpenaparta, O NpPUOCTaHOBMEHUU
NpYMEHEHWsI NEeKapCTBEHHOrO npenapaTa, 06 M3bATUM U3 obpalleHus NekapcTBEHHOro npenapata WM O BO30OHOBMEHWU MPUMEHEHUs
nekapCcTBEeHHOro npenapara.

Maea 14. UHOOPMALIUA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHWUTOPUHIA ABWXXEHUA NEKAPCTBEHHbIX MPENAPATOB
anga MEQUUUHCKOIo NPUMEHEHUA
(B pen. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Crtatba 67. UHcopMauma o nekapcTBeHHbIX npenaparax. Cuctema MOHMTOPUHra ABUXEHUA NeKapCcTBEHHbIX npenaparos Ans
MeANLIMHCKOTO NMPUMEHEeHUs
(B pen. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHcbopmaums o nekapCTBEHHbIX Npenaparax, OTnyckaeMblX MO peLenTy Ha NekapCTBEHHbIN npenapart, A0fKHa coaepXaTbCs TONMbKO
B CMeuMannsnpoBaHHbIX W3AaHWAX, NPeAHasHa4YeHHbIX ANS MeAuuMHCKMX, dapmaueBTMyeckux paboTHMKOB, cneuuanuctoB B obnactu
BeTepuHapun. VHopmaums o nekapcTBEHHbIX Mpenapatax Afls chneuuanuctoB B obnactu obpalleHusi nekapcTBEHHbIX CPEACTB MOXET
coepxatbcsi B MOHOrpadmsix, CpaBOYHMKaX, Hay4YHbIX CTaTbsX, B AOKMNaAax Ha KOHrpeccax, KoHepeHUMsX, CMMNo3nymax, Hay4HbIX COBeTaXx,
a TaKKe B MHCTPYKLMAX MO MPUMEHEHMNIO NeKapCTBEHHbIX NpenapaTos.
(B pea. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. VHdopmaumus o nekapcTBeHHbIX Mpenapartax, oTnyckaembix 6e3 peLenTta Ha NeKapCTBEHHbIA MpenapaT, MOXeT cofdepXaTbcsl B
nyonvkauusx 1 oObsIBNEHUsX CPeACTB MacCOBOW WMHGOPMaLuUM, Cheuuarnu3npoBaHHbIX M OBLUMX MeyaTHbIX W3AAHUSIX, MHCTPYKUMSIX MO
NPUMEHEHUIO NEKApCTBEHHbIX MPEnapaToB, WHbIX U34aHWSIX CYOBLEKTOB OGpalleHWsl JleKapCTBEHHbIX CpeacTB. PeknamHble Mmatepuansl o
nekapcTBeHHOM npenapate, oTnyckaeMom 6e3 peLienTa Ha fiekapCTBEHHbIN Npenapar, JOMKHbI COOTBETCTBOBATb MHCTPYKLIMM MO NMPUMEHEHMUIO
nekapcTBEeHHOro npenapara.

3. Jonyckaetca ucnonb3oBaHue Miobbix MaTepuanbHbIX HOCUTENEN, MO3BONSAOLMX XpPaHWUTb, NepeaaBaTh U UCTMONb30BaTh MHGOPMaLMIo
0 NeKapcTBEHHbIX Npenaparax 6e3 ee UCKaXKEHMSs.

4. Ans uenen naeHTMMMKALMN YNakoBOK NEKapCTBEHHbIX NpenapaToB ANA MeAULMHCKOTO MPUMEHEHNSt NPOU3BOANTENMN NleKapCTBEHHbIX
cpeacTtB B nopsigke, ycTaHoBrneHHom [lpaButenbctBoMm Poccunckon ®Pegepaumu, HaAHOCAT Ha MEPBUYHYI0 YNAKoBKY (B OTHOLUEHWUU
NeKapCTBEHHbIX MpenapaToB Ans MEAULMHCKOrO MPUMEHEHWs, ANS KOTOpPbIX He NpedyCMOTpeHa BTOPUYHasA YyMakoBKa) M BTOPUYHYIO
(noTpebunTenbeKyto) ynakoBKY NeKapCTBEHHbIX MpenapatoB Ans MeaWLUMHCKOro NPUMEHEHWs CPefcTBa WAeHTUMMKaLMK, 3a WUCKIMIYEHUEM
NeKkapCcTBEeHHbIX MpenapaToB ANsi MeOWUMHCKOTO MPUMEHEHWS, NMPOU3BOAUMBIX ANS NPOBEAEHUS KIMMHUYECKUX WCCNefoBaHui, 3KcnopTa,
rleKapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO MPUMMEHEHUS, yKa3daHHbIX B 4acTax 5 n 8 ctatem 13 Hactosiwero ®degepanbHOro 3akoHa,
pagnocdapMaLeBTUHECKNX NMEKaPCTBEHHbIX NPenapaToB, BbICOKOTEXHONMOMMYHbIX NleKapCTBEHHbBIX NpenapaToB, KOTOpble NMPOU3BEAEHb! ManbIiMm
CcepusiMK, COCTOSIT M3 OOHOW UIMM HECKOMNbKUX 03 BbICOKOTEXHOMOIMYHOrO NeKkapCTBEHHOro npenapara, npegHasHadeHbl Ans KOHKPETHOro
nauuMeHTa, MMEeT KOPOTKUA CPOK TFOAHOCTM (OO [eBsHOCTa KaneHAapHbiX AHeW) u  (Urn) TeMmnepaTypHbii PEeXUM XpaHeHus un
TpaHCnopTMpoBaHua MUHYC 60 rpagycos Lienbcusi unm Hke, NMMSBOK MEAULIMHCKMUX W ra3oB MeauuMHCKkuX. [ns nekapcTBeHHbIX npenapaTos ¢
MeXayHapoaHbIM HernaTeHTOBaHHbIM HauMeHoBaHueM "OTaHon" cpeAcTBO MAEHTUUKAUMM HAHOCWUTCSH Ha BTOPUYHYK (NOTpebutenbckyio)
yMakoBKy B Cryyae, ecnv Takas ynakoBKa SABMSETCS WHAVMBMAYanbHOW BTOPWMYHOMN (NMOTPEOMTENbCKOW) YNaKoBKOW 3TOrO IEeKapCTBEHHOro
npenaparta, a B cry4yae OTCYTCTBUS BTOPWUYHOWN (MOTPEOWTENbCKOWM) yNakoBKW WMV HamMums ynakoBKW, B KOTOPOW HaxopwuTcs Gonee ogHoM
€[IMHULbI YKa3aHHOrO NeKapCTBEHHOrO npenapara B NepBMYHON yNakoBKe, CPeacTBO MAEHTUUKALMMN HAHOCUTCS Ha NEPBUYHYIO YNAKOBKY.
(4acTb 4 BBegeHa PefepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pen. 27.12.2019); B pen. PenepanbHbix 3akoHoB oT 04.08.2023 N 428-93,



ot 30.01.2024 N 1-03)

5. XapakTepucTuki cpeacTsa MaeHTUUKaLmm, nopsaok ero HaHeceHns u TpeboBaHUst K CTPYKType U dpopmMaTy nHdopmaLlum, KoTopyto
CcoOepXuT cpeacTBo naeHTudmkaumm, onpegensitotcsa MNpasutenscteom Poccuiickon deaepaumm.
(4acTb 5 BBegeHa PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopsgok co3ganns, pasBUTUS, BBOAA B 3KCMIyaTauMio, SKCnyaTaumMm 1 BelBoAa U3 3KCMnyaTauum CUCTEMbI MOHUTOPUHIA ABWKEHUSI
NeKapCTBEHHbIX MpenapaToB Ansi MeOULMHCKOrO MNPUMEHEHUs, MOpPsSAOoK NpeaocTaBneHus MHdopmauun, copepXallencs B cucteme
MOHUTOPUHIa OBWXKEHMUS! NEKAPCTBEHHbIX NpenapaTtoB ANsi MeOWULUHCKOTO MPUMEHEHUs!, U NOPSAOK B3aUMOOENCTBUS yKa3aHHOW CUCTEMbI C
MHbIMU TOCYAapCTBEHHBIMU MHMOPMALMOHHLIMM CUCTEMaMU U MH(OPMALMOHHLIMU CUCTEMaMU OPUANYECKUX NUL U MHAMBUAOYaIbHbIX
npeanpuHUMaTenen, ykasaHHbix B yactax 7 u 10 HacTosiwew crTaTbu, ycTaHaenusawTtcs [lpaButenbctBoMm Poccuiickon ®degepauuu.
OnepaTtopamu cucTeMbl MOHUTOPUHIA ABWXEHWUS NIEKAPCTBEHHBIX NPenapaToB A MeAULMHCKOro NpUMeHeHUsl ABNSTCS dheaepanbHbli opraH
UCMOMHWUTENBHON BNacTy 1 (MUnun) opraHm3auuns, ynornHomodeHHble NpasutensctBom Poccuiickon ®egepauuu.

(4acTb 6 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7. KOpuanyeckne nvua v MHAVBMAYanbHblE NpPeanpuUHMMATENn, OCYLLECTBNSAIOWMEe MPOM3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto
depnepaumio, OTNYCK, peanusauunio, nepegavy, NPUMEHEHNe N YHUYTOXEHWEe NeKapCTBEHHbIX NpenapaTtoB ANns MeAULMHCKOrOo NMPUMEHEHWs,
obecneunBaloT B nopsiike U B cOocTaBe, KOTopble ycTaHoBrneHbl MNpaButensctBom Poccuiickon depepauum ¢ y4eTom BuAa OCYLLECTBRASIEMOW
UMW [OeATENbHOCTU, BHECEeHVWEe WHMOPMauuM O NeKapCTBEHHbIX npenapatax And MEOULMHCKOrO MPUMEHEHWS B CUCTEMY MOHWUTOPWHra
ABWKEHUS NeKapCTBEeHHbIX NpenapaToB AN MeANLMHCKOTO NPUMEHEHNS.

(vactb 7 BBegeHa PepgepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7.1. INlekapcTBeHHble npenapaTtbl AN MEeAULIMHCKOTO NPUMEHEeHUs, NpeaHasHadveHHble ans obecneyeHns nuu, 6onbHbIX remodunmne,
MYKOBUCLMA030M, MMNocm3apHbIM HaHU3MOM, GomnesHbio [ole, 3nokavyecTBEHHbIMU HOBOOGPA30BaHUSIMU NMMMOUAHON, KPOBETBOPHOW W
POACTBEHHbIX UM TKaHeW, paccesiHHbIM CKIepo30M, 1L, NOCe TPaHCMaHTauuy opraHoB 1 (Mnu) TkaHen, npoussedeHHble Ao 31 gekabpsa 2019
roga, a Takke MHble NiekapcTBeHHble Npenaparhbl Ans MeQULMHCKOro MpUMeHeHus:, npomaseaeHHble Ao 1 niona 2020 roga, nognexar XpaHeHuio,
nepeBo3Kke, OTMYCKy, peanu3auuu, nepegadve, npuMmeHeHuto 6e3 HaHeCceHUs CPeACcTB MAEHTMMMKALMU [0 WUCTEYEeHUs cpoka WX FOAHOCTW.
MpaBuTtenscTBo Poccuickon Pegepaunm BnpaBe yCTaHOBUTb OCOBEHHOCTM BBOAA B rPaX[aHCKMI 0OOPOT NekapCTBEHHbIX MpenapaTtoB Ans
MeaNLMHCKOrO NMpUMeHeHus1, NponaeeaeHHbIx B nepuog ¢ 1 uiona 2020 roga no 1 oktabps 2020 roga. B uensx BBoga B rpaxgaHckuii obopot
nekapcTBeHHble npenapaTbl ANs MeOWLMHCKOTO MNPUMEHEHWS, 3a WCKMIYeHWEeM feKapCTBEHHbIX MpenapaTtoB, NpeAHasHayeHHbIX Ans
obecnevennss nuu, GOmMbHbIX remModunIMen, MyKOBUCLUMOO30M, rMNOdU3apHbIM  HaHUM3MOM, 6OonesHblo [ouwe, 31oKaYyecTBEHHbIMM
HOBOODpPa3oBaHVAMU NMMMDONAHON, KPOBETBOPHOW M POACTBEHHBIX UM TKaHeW, pacCesHHbIM CKIepo30M, UL, Nocne TPaHCNIaHTaumMM opraHos
n (Mnu) TkaHew, npousBefeHHble 3a npegenamu Tepputopun Poccuiickonn depepaumm go 1 oktsabps 2020 roga, moryT GbiTb BBE3EHbI B
Poccuickyto ®epepaumio o 1 siHeaps 2021 roga B nopsiake, yctaHoBrneHHoM [lpaButenbctBom Poccuiickon depepaunm, 6e3 HaHeceHus
cpeacTB uaeHTudmKaLmn.

(B pea. ®egepanbHbix 3akoHOB OT 27.12.2019 N 462-93, ot 13.07.2020 N 206-93)

8. OpraHuzaumsi WHGOPMALMOHHOTO B3aMMOAEWCTBUA CUCTEMbI MOHWTOPUHIA [ABWXEHUS NeKapCTBEeHHbIX MpenapatoB Ans
MeONLMHCKOTO MPUMEHEHWS C WHBIMU TFOCYAApPCTBEHHBIMU WMHGOPMALMOHHBIMU cucTemMamy obecneunBaeTcs B TOM 4ucne MocpeacTBoM
UHpacTpykTypbl, obecneunBaioLlen NHPOPMALIMOHHO-TEXHONMOIMYECKOE B3aVMOAENCTBME WMHMOPMALMOHHBIX CUCTEM, WCMONb3yeMblX ANs
NpefoCcTaBNeHns rocydapCTBEHHbIX U MYHULMNAMbHbLIX YCYr U UCMOMHEHWUS FOCYAAPCTBEHHbIX Y MYHUUMNANbHbIX MYHKLUWIA B 3MEKTPOHHON
dopme.

(4acTb 8 BBegeHa PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

9. WHdopmaumsi, cogepxallascs B CUCTEME MOHWUTOPUHIa ABUXEHWUS NleKapCTBEHHbIX NMpenapatoB Ans MeAWLMHCKOTO NpUMEHEHMS,
ABNSETCH MHpopMaLmelnt orpaHM4YeHHOro AOCTyMna B COOTBETCTBUM CO cTatbelt 9 PepgepanbHoro 3akoHa ot 27 uonga 2006 roga N 149-03 "O6
NHOPMaLIMK, MHPOPMALIMOHHBIX TEXHOMOTMAX M O 3awuTe UHdopMaumn’, 3a UCKMYeHMeM MHOPMaLUMKn, HefOoMyCTUMOCTb OrpaHUyeHus
OOCTyna K KOTOpOW ycTaHOBMeHa degepanbHbiMU 3aKkoHaMu, a Takke MHdopmauun, oTHeceHHon MNpasutensctBom Poccuiickon ®egepauum B
COOTBETCTBMM C HacToswmm PefepanbHbiM 3akoHOM K obuiegocTynHon mHdpopmaumn. ObwenoctynHas vHdopmMaums, copepxallascs B
cUCTEME MOHWUTOPWHra [ABWXKEHUS JeKapCTBEHHbIX MpenapatoB ANs MEQWLUMHCKOrO MNPUMEHEHWsl, pasMeLlaeTca B WHMOPMAaLMOHHO-
TenekoMMyHuKaumnoHHon cetn "WHTepHer" (B TOM uucne B opMe OTKPbITbIX AaHHbIX) B MNopsigke, ycTaHoBneHHoM [lpaBuTenscTBOM
Poccuiickon ®enepaumn.

(4acTb 9 B peq. PenepanbHoro 3akoHa ot 04.08.2023 N 474-d3)

9.1. Ooctyn K nHopMaumn, CoAaepXKallencss B CUCTEME MOHUTOPVHIA ABWKEHWS NeKapCTBEHHbIX MpenapaTtoB AN MeAWLMHCKOro
npvMeHeHnsi, obecneynBaeTcs onepaTopom CUCTEMbl MOHUTOPWHIA ABWKEHUS] NMEeKapCTBEHHbIX NpenapaToB AN MeAWLMHCKOro NPUMEHEHNs B
nopsiake, yctaHoBrneHHoMm [paButenbctBom Poccuiickon Pepepaummn, B COOTBETCTBMM C 3akoHoAdaTenbcTBOM Poccuiickon Pepepaummn 06
MHOPMaLMKN, NHPOPMALIMOHHBIX TEXHOMOMUSX M O 3awmTe MHdopmauun, 3akoHodaTenbcTBom Poccuiickon ®depepauum o rocysapCcTBEHHON
TaviHe, 3akoHogaTenbcTBoM Poccuiickort Pegepaumn 0 KOMMEPHECKOW Y MHOWM OXPaHSIEMON 3aKOHOM TaliHe 1 C y4ETOM MONIOKEHWUIA HacTosLWEN
ctatbu. [lpaBuTtenbctBo Poccuiicko Pegepaumm BhpasBe yCTaHaBNMBaTb MNepeyeHb fleKapCTBEHHbIX NpenapaTtoB Ans MeAULUHCKOro
NpUMeHeHVs 1 (Mnn) rpynn NekapcTBEHHbIX NpenapatoB Ans MEAULMHCKOro NMpUMeEHeHWs 1 0COBeHHOCTU AoCTyna K MHopmauum O Takux
neKkapcTBeHHbIX Mpenapartax, coaepXallencss B CUCTEME MOHWUTOPUHIA [ABWXEHWS NeKapCTBEHHbIX npenapaTtoB AnA  MeAMLMHCKOro
NpYMEHEHWS.

(4acTb 9.1 BBeaeHa PefepanbHbiM 3akoHOM oT 04.08.2023 N 474-93)

9.2. MNonb3oBaTenu CMCTEMbl MOHUTOPUHIA ABUXEHWS NeKapCTBEHHbIX NpenapaTtoB Ans MeguLMHCKOro NpUMeHeHns obnaaatot NnpaBom
AocTyna K MHopMaumm, cogepxallenca B CUCTEME MOHUTOPWHIA ABWKEHNS NeKapCTBEHHbIX MpenapaToB ANs MeAVULMHCKOTO MPUMEHEHUS, C
Yy4YeTOM OrpaHUYeHWn JoCTyna K ykasaHHON HdopMauum 1 ee nocneaytoLlei 06paboTke, ycTaHOBMNEHHbIX HacToAWMM PeaepanbHbIM 3aKOHOM
1 MHbIMM HOPMaTMBHbLIMY NPaBoOBbIMU akTaMmu Poccunckon ®egepauun.

(4acTb 9.2 BBeaeHa PefepanbHbiM 3akoHOM oT 04.08.2023 N 474-93)

9.3. ®enepanbHble opraHbl UCMOMHUTENbHOW BMACTU U OpraHbl UCMOMHUTENBHON BnacTu cybobekToB Poccuiickoin ®egepauun B Lensix,
onpepaeneHHbix MpasutensctBoM Poccuiickon ®egepaumn, MMEOT NpaBo AOCTyna K nHopmMaummn o cybbektax obpalleHns nekapCTBEHHbIX
CpeAcTB, O feKapCTBEHHbIX Mpenapatax M o6 obopoTe TakMxX NekapCTBEHHbIX MpenapaTtoB, HeobxoAuMON ANs BbIMOMHEHUs 3agady U
OCYLLECTBNEHNS (DYHKLWIA, BO3NOXEHHBIX Ha heaepanbHble opraHbl UCMOMHUTENBHOW BNacTW U opraHbl UCMOSHUTENBHON BNacTu cyObekToB
Poccuiickon ®epepaumn, cratuctmyeckord MHopMaumMm O nekapcTBEHHbIX npenapatax u o6 ux obopote, a Takke K 0OLieaoCTyrnHON
nHpopmaumn. Coctas aTol MHGOPMaLMK onpegenseTca cornaeHnamMm o6 MHPOPMaLIMOHHOM B3aUMOAENCTBUN, 3aKMIOYEHHBIMU OnepaTopom



CMCTEeMbl MOHUTOPUHIA ABWKEHUS NTEKAPCTBEHHBIX NpenapaToB Ans MeguUMHCKOTO NPpUMEHEHUs ¢ chefeparnbHbIMU OpraHamy UCTMOSTHUTENbHOM
BNacTM WUNM opraHamu WCMONMHWUTENbHOW BracTu cybbekToB Poccuiickoin depepaumn u degeparibHblM OpraHOM MCMONMHUTENBHOW BRACTW,
OCYLLECTBMSIOWMM (DYHKLMM MO BbIpaboTke M peanusauuu rocyaapCTBEHHOW MOMUTUKM U HOPMaTUBHO-NMPaBOBOMY perynupoBaHuio B cdepe
30paBOOXPaHEHNS.

(4acTb 9.3 BBeaeHa PepepanbHbiM 3akoHoM oT 04.08.2023 N 474-93)

9.4. CybbekT obpalleHVs neKkapCTBEHHbIX CPeACTB MMeEEeT MpaBo [OoCTyna K uHdopMaumn o6 onepauusix C neKapCTBEHHbIMU
npenapatamn Ans  MeOULMHCKOrO MPUMEHEHUs, COBEPLUEHHbIX 3TWM CyObekTom obpalleHVss neKkapcTBEeHHbIX CPEeAcTB, a Takke K
obLenocTynHoi uHcopmaumm.

(4acTb 9.4 BBegeHa PefepanbHbiM 3akoHoM oT 04.08.2023 N 474-93)

9.5. OnepaTtop CUCTEMbI MOHWTOPUHrA ABWKEHWUS NEKapCTBEHHbIX MPenapaTtoB Ans MEeAULMHCKOTO MPUMEHeHUs obrnagaet npaBoMm
foctyna K MHopmaumu, copepallencsl B CUCTEME MOHUTOPWHIrA ABWMXKEHUSI NEKapCTBEHHbIX NpenapaToB Ans MEAULIMHCKOrO NPUMEHEHUS,
BKMiOYasi MHGOPMaLMIO OFPaHUYEHHOro JOCTYNa, ¢ BO3MOXHOCTbIO ee o6paGoTku, B TOM Yuche ee NpedoCTaBlieHUst U PacnpoCTpaHeHws,
obecnevyeHust OCTyNa K HEM 1 okasaHWsi ycryr ¢ ee UCnonb3oBaHUeEM (Janee - obpaboTka).

(4actb 9.5 BBegeHa PepeparnbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. OnepaTop CUCTeMbl MOHWUTOPUHIa ABWMXEHUSI NeKapCTBEHHbIX NpenapaToB ANst MEAULIMHCKOrO NPUMEHEHUS MOXET OCYLLEeCTBNAThb
06paboTky MHopMaLMK OrpaHUYEHHOro [OCTyna, CoAepXalleics B CUCTEME MOHWUTOPVHIa ABWXEHWUS! NeKapCTBEHHbIX npenapatoB Ans
MeOWLMHCKOTO MPUMEHeHUs, Npu ycnoBun obsA3aTenbHOro o6e3nnuMBaHMA Takoh WHGOpMauMum B COOTBETCTBMKM C YTBEepXKAaeMblMU
denepanbHbIM OpraHoM UCMOMHUTENBHON BNAcTW, OCYLLECTBSAWMM (OYHKLUMKM MO BbipaboTke U peanvsaumn rocyaapCTBEHHON MOMUTUKA U
HOPMaTMBHO-MPABOBOMY PErynnpoBaHunio B cpepe 30paBOOXpPaHEHNs, MO COMMacoBaHuio ¢ deaepanbHbiM OpraHOM MCMOMHUTENBHOW BracTu,
OCYLLECTBNSIOWMM (DYHKLMU MO KOHTPOMIO W Haasopy B cdepe WHMOPMAaLMOHHBLIX TEXHONMOrMn wn cBA3W, W denepasnbHbIM OpraHoM
ucnonHWTenbHON BrnacTu B obnactn obecneyeHusi GesonacHocTn TpeboBaHWAMU K 06e3nMuMBaHWI0 TakoW WHOpMauMn 1 MeTogamu
obesnuunBanna Takonm uHgopmaummn. ObesnnyeHHas MHOpMaUMS, NONyYeHHas B pesynbrate ykasaHHoW obpaboTkum u copepxaliascs B
cucTeEME MOHUTOPWHra [OBWKEHWUS NeKapCTBEHHbIX MpenapaTtoB ANA MeAMLMHCKOTO MpUMEHeHUs, ABnseTcs MHdopmauuen orpaHNyeHHOro
poctyna. ObesnuueHHas HdopmMaums, AOCTYN K KOTOpon Obin obecneyeH onepaTtopoM CUCTEMbl MOHWUTOPUHIA ABWMXXEHWUSI NeKapCTBEHHbIX
npenapartoB Ans MeAVLMHCKOTO NMPUMEHEHWS B LIensX OKa3aHus yCryr C ee MUCNonb30BaHMEM, MOANEXUT XPaHEHUI0 B CUCTEME MOHMUTOPUHra
ABWKEHUS NeKkapCTBEeHHbIX NpenapaToB AN MeAWLMHCKOTO NPUMEHEHNS He MeHee NATU NeT ¢ AaTbl NpeAocTaBneHns foctyna k obesnuyeHHomn
MHOpMaLMK, 1 Ha Hee He pacnpoCcTpaHsaTC TpeboBaHUs Kk MHOPMaLMK OrPaHNYEHHOTO JOCTYNa, YCTAHOBNEHHbIE HACTOSILLEN CTaTbew.
(4actb 9.6 BBegeHa PepeparnbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.7. OnepaTop CUCTeMbl MOHUTOPUHIa ABWMXKEHUS! NeKapCTBEHHbIX NpenapaToB Ans MEeAULMHCKOrO NPUMEHEHUSI MOXET OCYLLECTBNATL
06paboTky MHopMaLMU OrpaHUYEHHOTO [OCTyna, COoAepXalleicsl B CUCTEME MOHWTOPWHra ABWXEHUSI JIeKapCTBEHHbIX MNpenapaToB Ans
MeOULMHCKOTO NPUMEHEHUs!, NONyYeHHON OT cyObekTa obpalleHnsi NekapCTBEHHbIX CPEACTB, 3aperncTprpoBaHHOMO B CUCTEME MOHUTOPUHra
[ABWKEHUSI NeKapCTBEHHbIX MpenapaToB ANs MeAULMHCKOrO NPUMEHEHWUS M NPeACTaBMBLUETO B HEe CBEAEHWsl, B MHTepecax M Mo nopyyeHuto
Takoro cybbekTa obpalleHns nekapCTBeHHbIX cpeacTB 6e3 06e3nuumBaHns MHGOPMaLMM OrpaHMYeHHOro AOCTyna.

(4acTb 9.7 BBeaeHa PepepanbHbiM 3akoHoM oT 04.08.2023 N 474-93)

9.8. OnepaTop CMCTEMbl MOHUTOPWHIA ABWKEHWUS NeKapCTBEHHbIX NMpenapaToB AN MeAULMHCKOTO NMpYMEHeHWs BnpaBe OoKasbiBaTb Ha
HeAMCKPUMMHALIMOHHON OCHOBE YCIYryi C UCMOMNb30BaHNeM 00e3nn4eHHOW MHPopMaLImMK, coaepX)alleica B CUCTEME MOHUTOPUHIa ABWKEHUS
neKkapCcTBEeHHbIX MpenapaToB ANsi MEAWLMHCKOrO NpUMeHeHWs, cybbekTam obpalleHns NeKkapCTBEeHHbIX CPEeAcTB, MOPSAOK M CTOMMOCTb
OKa3aHusA KOTOPbIX OMPEAEnsTCa OnepaTopoM CUCTEMbI MOHUTOPWHIA ABWKEHWS FEKapCTBEHHbIX MNpenapaTtoB Ans MeAVLUMHCKOro
NPYMEHEHNSs, C y4eTOM OrpaHUYeHui AocTyna K 06e3nMyeHHON MHGOPMaLWK, YCTAHOBMEHHbIX HACTOSILLEN CTaTbel. YKadaHHble Nopsaok v
CTOMMOCTb OKa3aHWsl TakuMx YCIyr pas3MeLlaloTcs ornepaTtopoM CUCTEMbl MOHUTOPUHIA [OBWKEHWS NeKapCTBEeHHbIX npenapaTtoB Ans
MEAULIMHCKOrO MPUMEHEHNS Ha caWTe CUCTEMbl MOHUTOPUHIa OBWKEHWS IeKapCTBEHHbIX NpenapatoB Ans MEeAMLMHCKOTO NMPUMEHEHUs B
VHMOPMAaLIMOHHO-TENEKOMMYHUKALMOHHOW ceTu "VIHTepHeT" 1 noanexar KOHTPOMI0 B COOTBETCTBMM C @HTUMOHOMOMNbHLIM 3aKOHOAATENbCTBOM
Poccuiickoii Pepepaumm. YkasaHHble NOPSAOK M CTOMMOCTb OKa3aHWs Takux yCryr AOMKHbI ObiTe €AUHBIMK ANst BCeX NuL, obpalyatoLmxcs 3a
OKasaHMeMm ycrnyrm B OTHOLIEHMVM OAMHaKOBbIX Buaa, obbema u cocTtaBa mnpedocTaenseMon uHdpopmauum. Cybbektam obpalueHns
nekapcTBeHHbIX CPEeACTB 3anpeLlaeTca NpefocTaBnsATb U pacnpocTpaHATe MHOPMALMIO, NOMYyYEHHYIO B COOTBETCTBUN C HACTOSALLEN 4acTbio.
(vactb 9.8 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

10. lMpousBoauTenb NeKapCTBEHHbIX CPEACTB, Aepxatens NnNubo Bnagenel PerncTpaLMOHHOMO YAOCTOBEPEHWS NeKapCTBEHHOro
npenapata WM nNpeacTaBUTENbCTBO WHOCTPAHHOW OpraHusauuun, siBNsiolencs aepxatenem nvbo BnagenbueMm perncTpaumoHHOro
YOOCTOBEPEHUS] NeKapCTBEHHOro npenaparta, Ha Tepputopun Poccuiickonn ®Pepepaunn, 3apermcTpupoBaHHble B CUCTEME MOHUTOPUHIa
ABWKEHUS! NeKapCTBEHHbIX MNpenapaTtoB AnA MEeAULMHCKOrO NPUMEHEHUs W NpeacTaBMBLUME B HEe CBEAEHWS O HaHeCeHun CcpeacTs
naeHTUdUKaunm Ha ynakoBKM feKapCTBEHHbIX npenapatoB, Hapsigy C MHOopMauuen, ykasaHHON B YacTu 9.4 HacTosiwen cratby, nonyvaet
codepXallylocd B CUCTEME MOHWTOPWHIa [ABWKEHWS FeKapCTBEHHbIX MNpenapaTtoB Ans MEAULUMHCKOro MNpPUMEHeHWUs UHdopMaumio
OrpaHM4eHHOro A0CTyna O CepuUsaX U MapTUAX 3TUX NeKapCTBEHHbIX NpenapaTtoB 6e3BO3Me3AHO M BNpaBe OCYLLECTBSATL CAMOCTOATENbHO Un
nopyyatb 06paboTky Takol MHdOpMaumMn Tonbko B COBCTBEHHbIX MHTEpecax. [pu 3ToM [ocTyn K TakoW uHdopmauun unu pesynsrataMm ee
06paboTkn MmeeT TONbKO AaHHbI CyObekT obpalleHuns nekapcTBEHHbIX CPEACTB MMM NWLO, KOTOPOMY OH nopyuun obpabotky. Coctas
npeaocTaBnsemMon B COOTBETCTBUM C HACTOsLLEN YacTbio nHdopmMaumum onpeaensetcs MpasutenscTBom Poccuiickon ®enepaumu.

(vactb 10 B pen. PegepanbHoro 3akoHa ot 04.08.2023 N 474-93)

11. 3a npou3BOACTBO WNM MNpOAaXKy eKapCTBEHHbIX MpenapatoB AN MEeAULUMHCKOro MNpuMeHeHWs 0e3 HaHeceHus CpeacTs
naeHTUdKKaumMmn, ¢ HapylleHUeM YCTaHOBIEHHOrO nopsidka WX HaHeceHusl, a Takke 3a HecBOEeBPeMeHHOe BHeCEeHWEe [aHHbIX B CUCTEMY
MOHWUTOPUHIa [ABWXKEHWSA FeKapCTBEHHbIX MpenapaToB ANA MEAULMHCKOrO MPUMMEHEHUSs UMW BHECEHUEe B Hee HEeAOCTOBEPHbIX AaHHbIX
lopyandeckne nuua v MHAMBUAyanbHble MpeanpuHUMaTeny, ykasaHHble B 4acTax 4 M 7 HacTosllel CTaTbW, HecyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTenbcTBOM Poccuiickon ®egepaunu.

(4acTb 11 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

12. MpasutenbctBo Poccuiickon Pegepaunm BhnpaBe YCTAHOBUTb OCODEHHOCTU BHEAPEHUSI CUCTEMbl MOHWUTOPUHIA OBUXEHUS
rieKapCTBEHHbIX MpenapaToB AN MeAVLMHCKOTO NMPYMEHEHUS, BKITIOYas CPOKW ee BHEAPEHWs, B OTHOLLEHUW NeKapCTBEHHbIX NMpenapaTtoB ANns
MeANLIMHCKOTO NMPUMEHEHWS], BKMIOYEHHBIX B NepeyveHb XM3HEHHO HeOOXOAMMBIX W BaXXHEWLUMX NeKapCTBEHHbIX NpenapaToB, MeKapCTBEHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX Ansi obecnedeHus nuu, 6onbHbIX reModunmen, MykoBUCLMA030M, rMnodusapHbIM HaHN3MoM, 6onesHbio lMoLwe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHMAMU NMMQONAHON, KPOBETBOPHOM WM POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKIepo3oM, nuvu nocne



TpaHCMnaHTaLuuM opraHoB U (Unun) TKaHeW, UHbIX NTEKAPCTBEHHBIX MPEenapaToB A1 MEAULIMHCKOTO MPUMEHEHUS.
(4acTb 12 BBegeHa depgeparnbHbliM 3akoHOM OT 28.12.2017 N 425-93)

asa 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPFAHU3ALUN, OCYLLECTBNALWWE OEATENbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

CrtatbA 67.1. OrpaHMyYeHUs, HanaraeMble NPy OCyLEeCTBIIEHUUN AeATeNbHOCTU B cdepe o6paLLeHUs NnekapcTBeHHbIX CpeacTB

1. OpraHusauuu, 3aHMmatoLmecs pas3paboTKoi, NPOU3BOACTBOM U (MNK) peanusaumen NekapcTBEHHbIX NpenapaTos AN MeAULMHCKOTo
NPUMEHEHUs!, OpraHusauuu, obnagalolme npaBamMuM Ha WCMOMb30BaHWE TOProBOTO HAWMMEHOBAHWSI FNEKapCTBEHHOTO npenapata Ans
MeONLMHCKOTO NPUMEHEHWSI, OpraHn3aLuyM ONTOBOW TOPFoOBMNM NEKapCTBEHHLIMU CPEACTBaMM, anTevHble opraHusauuu (Mx npeacraBuTenw,
WHble dr3nyeckve W lopuanyeckMe nuua, OCyLLECTBSIOWME CBO AESTENbHOCTb OT UMEHW 3TUX OpraHW3auuii) B OTHOLLUEHWUW MEAMLMHCKMX
pabOTHWKOB U pyKOBOAMTENEH MEAULIMHCKUX OpraHW3auumii He Brpase:

1) Bpy4YyaTb nNoJapkKu, BbiNf1la4ynBaTb [AEHEXHble CcpeacTtBa (38 VCKINOYEHNEM BO3HarpaxgeHui Mo [oroBopaMm npu nNpoBefeHUn
KNMHUYECKMUX UCCreaoBaHnn NeKapcTBeHHbIX npenapaTtoB And MeauunHCKOro npumMeHeHua, BO3Hana)K,EleHVII7I, CBA3aHHbIX C OcyLlecTBneHnem
MeaANUNHCKUM pa6OTHI/IKOM negarornyeckon u (I/II'II/I) Haquon ,D,eﬂTeﬂbHOCTVI), B TOM 4HuUcne onnaymeaTtb pa3BlieydeHunsd, otabix, npoesq K Mecty
OTAblXa, a TakkKe NpueekaTb K y4aCTUIo B pa3BneKkaTellbHbIX MeponpuaTnax, NnpoBOAUMBbIX 3a CHET CBOUX CPELCTB;

2) 3aKrnK4yaTb cormatweHna 0 HasHa4YeHUn nnn pekoMmeHgaunn naugmeHTam nekapCTBeHHbIX npenapaTtoBs And MeanumMHCKOro npuMmeHeHus
(3a UCKIIOYEeHeM AOrOBOPOB O NPOBEAEHUUN KITUHUYECKUX UCCNEA0BaHNI NeKapCTBEHHbIX NpenapaTtos Ans MegULUHCKOro I'IpMMeHeHVIﬂ);

3) npepoctaBnsATb 0Opasubl NleKapCTBEHHbIX NpenapaTtoB Anf MeAVLUMHCKOTO MPUMEHEHVUS B LeNnsx BpyYeHus naumeHtam (3a
UCKIIOYEHNEM CMy4aeB, CBSi3aHHbIX C MPOBEAEHWEM KIMUMHUYECKUX WCCMEAOoBaHUA NeKapCTBEHHbIX MpenapaToB Ans  MEeAULMHCKOro
NPUMEHEHNS);

4) npenocTaBnATb HEAOCTOBEPHYIO U (VIJ'IVI) HEenosiHyr MHdOPMaLMIo O NeKapCTBEHHbIX Npenapartax AN MeauLMHCKOro NpUMEHeHNs;

5) nocewatb MUx B pa60qee BpemMa Ha pa60q|/|x MecCTax, 3a WUCKMW4YeHunemMm cry4yaeB, CBA3aHHbIX C npoBegeHnemM KIMHUYeCKUX
nccnenoBaHumn NeKapCTBeHHbIX npenapatoB ANnA MeOUUMHCKOro rnpuMeHeHuda, C yyYacTtuem B nopsaake, YyCTaHOBIEHHOM pyKoBOAUTENEM
MeOULUNHCKOM opraHusauuun, B coﬁpavax MEeANLUMNHCKNX paGOTHVIKOB N UHbIX MeponpuAaATUAX, HanpasfieHHbIX Ha MoBblleHne ux
ﬂpOd)eCCI/IOHaJ'IbHOFO YPOBHA WNMnU Ha npeaoctaBrneHne VIH(bOpMaLWII/I, CBSI3@HHOW C ocyulecTBneHmemM MOHUTOPUHIa 6esonacHocTn
NeKapCTBEeHHbIX NpenapaTos;

6) I'IOGy)K,D,aTI: K BbINMUCbIBaHUIO J1IeKapCTBEHHbIX npenapaTtoB And MeguUUHCKOro npuMeHeHua Ha OnaHkax, cogepxawinx I/IHq)OpMaLI,I/IIO
PEeKnamMHOro xapakrepa, a TakKe Ha peuenTypHbIX 6naHkax, Ha KOTOpPbIX 3apaHee Hane4YyataHO HauMeHOBaHMe NekapCTBEHHOro npenapara ana
MeONUUHCKOro npuMeHeHus.

2. OpraHusauuu, ykasaHHble B ab3ale nepBoM 4YactTu 1 HacTosien cTaTbi, U MX MPEACTaBUTENN B OTHOLUEHUM hapMaLeBTUYeCcKUX
pabOTHWKOB U PyKOBOAMTENEl anTeyHbIX OpraHM3auuii He Brpase:

1) Bpy4aTb noAdapku, Bbinfla4ynBaTb OeHEeXHble CpeacTBa, B TOM YUCIe onnadvBatb pasBriedeHusd, oTAablX, Npoe3q K MecTy OTAbiXa, U
npuenekartb K y4aCcTuUio B pa3BnekaTefibHbIX MeponpuAaTnuax, NnpoBoANUMbIX 3a CHET CBOMX CPEACTB;

2) npeaocTaBnATb o6pa3u,b| NneKapcTBeHHbIX npenapaTtoB And MeaULMHCKOro NnpuMeHeHna ona Bpy4YeHna HaceneHuto;
3) 3aKnw4aTtb cornawleHunsa o npeanoXxXeHnn HaceneHuto onpeaeneHHbIX NekapCTBeHHbIX npenapaTtoB ANna MeauUumnHCKOro npuMeHeHud;

4) NnpegocTaBnsATb HEOOCTOBEPHYIO U (MNN) HEMOIMHYK MHOPMALMIO O NeKapCTBEHHbIX NpenapaTtax Ans MEAULMHCKOTO NPUMEHeHUs, B
TOM YMCIEe MMEIOLLUX OAMHAKOBOE MEXAYHapOAHOEe HenaTeHTOBaHHOE HavMEHOBaHMeE.

CrtatbA 67.2. TpeGoOBaHMA K OpraHusauMM U NPOBEAEHUI0 Hay4HbIX MepOonpUATUN, UHbIX MepPONpUATUWA, HanpaBNEeHHbIX Ha
noBbllleHne npocdecCMoHaNbLHOTO YPOBHS MEAULMHCKMX PpaboOTHMKOB WNM Ha npedocTaBreHue WHdgopmauuu, CBA3aHHOW C
ocylecTBlieHMEeM MOHMTOPUHIa 6e30MacHOCTU NeKapCTBEHHbIX NpenapaToB

1. Mpu npoBedeHWM Hay4HbIX MEPOMPUATUIA, WHBIX MEPOMPUATUNA, HaMpaBMEHHbIX Ha MOBbILLEHNE MNPOdECCMOHANLHOMO YPOBHS
MeaNLMHCKMX pabOTHUKOB MM Ha NpeaocTaBlieHne CBSI3aHHOW C OCYLLECTBNEeHneM MOHUTOPMHIra 6e30nacHOCTU NekapCTBEHHbIX NpenapaTos
MHGOpMaLUnK, opraHM3dyeMbiX OpraHuM3aumsmMn, ykasaHHbiMKM B ab3aue nepBom yactu 1 ctatbn 67.1 HacTosiwero PegepanbHOro 3akoHa, uUx
npeacTaBuTeNsMmn 1 (Mnu) UHaAHCUPYEMbIX 3a CHET CPEACTB 3TUX OpraHM3aunin U X NpeacTaBuTenei, 3anpeLLaeTcs NpensTcTBoBaTh y4acTuio
B YKasaHHbIX MEpOMNPUATUAX WHbIX OpraHu3aumii, KOTOpble MPOWM3BOAST WM peanu3yloT NekapCTBeHHble npenapatbl AN MeaULMHCKOro
NPYMEHEHNS CO CXOXUM MeXaHW3MOM chapMaKkonormiyeckoro AeicTens, Nbo cospaBaTb AMCKPUMUHALIMOHHbBIE YCNOBUS A5 OOHUX Y4aCTHUKOB
MO CPaBHEHWIO C APYTMMW YYaCTHUKaMW, @ UMEHHO:

1) NpedocTaBnATb PasfiMiHOE KONMWYECTBO BPEMEHW AN BLICTYMIEHUA YYaCTHUKOB, PasfiMyHble MO pasmepy 3aHMMaeMon nrolagu
MecTa ANs AEMOHCTpauuMu oOpasLoB NEKapCTBEHHbIX MpenapatoB AN MEeAULMHCKOTO MPUMEHEHUs WNW  peknaMHblX MaTepuanoB o
neKapcTBEeHHbIX MpenapaTtax Ansi MEAWLMHCKOrO MPUMEHEHUSI Ha SKCMO3WLUMSIX, CTEeHAax, 3a WCKIIIOYEHWEM CryvyaeB, eCcnv Takue YCroBusi
3aKpensieHbl B COMMalleHUsIX 3TUX OpraHusauunii, ux npeacTaBuTeneil 0 (PUHAHCUPOBAHWUM YKa3aHHbIX MEpPONPUATUA U OBYCIOBIEHbI
pasnnYHbIMK 3aTpaTamm YHacTHUKOB Ha UX OpraHn3aumio;

2) ycTaHaBnvBaTb pa3mep B3HOCa ONS YYaCTHWKOB MEPONPUSATUN, ykasdaHHbIX B ab3aue nepBOM HaCTOSILLEN 4acTu, MpeBblllatoLni
CYMMYy 3aTpaT Ha OpraH13auuio ykasaHHbIX MEPONpPUSATUI 1 BeAyLUMIN K HEOOOCHOBAHHOMY OrpaHMYEeHMI0 YNCa UX Y4aCTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepsom 4actm 1 crtatbum 67.1 HacToswero ®PegepanbHOro 3akoHa, WX NpeacTaBUTenu,
OCYLLECTBASAIOLLME OpraHn3aumio n (Mnu) comHaHCMpoBaHWE MEPONPUSTUNA, yka3aHHbIX B YacTh 1 HacTosiwen cratbu, 06s3aHbl 0becneunBaTtb
[OCTyn K uHdopmauun o gaTte, MecTe M BPEMEHW MPOBEAEHUSI yKa3aHHbIX MEPOMNpUSITUIA, NiaHax, NporpamMmmax MpoBedeHWsT yKasaHHbIX



MEpOoNpUATUI U TeMax, MIaHMPyeMbIX ANsi PACCMOTPEHUS, COCTaBE MX YYaCTHUMKOB MyTEM pa3MeLLEeHUs COOTBETCTBYHOLLEN MHOPMaLMM Ha
CBOMX OhuumanbHbIX canTax B ceTu "VIHTepHeT" He No3aHee ABYX MecsaueB A0 Havana npoBefeHUst ykasaHHbIX MeponpuUsaTUi.

3. NHdopmauus o npoBegeHnn MeponpusaTUn, ykadaHHbIX B 4acTu 1 HacTOSILLEN CTaTby, B CPOK, YCTAHOBIEHHbIV YacTbio 2 HACTOSLLEN
cTaTby, AOMKHA OblTb HanpasneHa B dpegepanbHbin OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBASOWMIA (MYHKLMX NO KOHTPOMIO U Haa3opy B
cdepe 3apaBOOXpaHeHUs], AN NocneayoLwero pasmeLLeHs ee Ha opuumnanbHOM canTe 3Toro opraHa B cetu "UHTepHet".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUNCKOW ®EQEPALMMU NPU OBPALLEHUU NEKAPCTBEHHbIX CPELCTB
W BO3MELLEHUE BPEOA, MPUMUHEHHOIO 310POBbLIO NrPAXKOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Crtatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHoaaTenbcTBa Poccuitickon ®Pegepauvy npu obpalieHUU nekapcTBeHHbIX
cpeactB

1. HapyweHne 3akoHopatenbctBa Poccuiickon ®epepaumm npu  obpalleHun nekapCTBEHHbIX CPEACTB BriedeT 3a cobou
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon ®egepaumu.
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBneHWe WU HECBOEBPEMEHHOE npefcTaBneHve WHdopMaumnm u (Unu) [LOKyMeHTOB NnMOBO npeacTasreHue
HeOCTOBEpPHbIX WHGopMauum U (MNM) LOKYMEHTOB, MPedyCMOTPEHHbIX HacTosiwmm deaepanbHbIM - 3aKOHOM, CyObekTbl obpalleHus
IeKapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoZaTenbcTBoM Poccuiickor denepauun.

(4acTb 2 BBegeHa PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-93)

Crtartbs 69. Bo3ameweHue Bpeaa, npudinHeHHOro 340poBbLI0 rpaXxanaH BcrieAcTBue NpuMeHeHUs JfieKapCTBeHHbIX npenaparoB

1. MpousBoguTenb NekapcTBEHHOMO npenaparta 06si3aH BO3MECTUTb Bped, NPUYMHEHHbIN 300POBbLI0 rpaXxdaH BCEACTBUE MPUMEHEHMSI
nekapcTBEHHOro npenapara, ecnu okasaHo, YTo:

1) NekapcTBeHHbIN NpenapaT NPUMEHSINCS MO Ha3HAYEeHUIO B COOTBETCTBUM C UHCTPYKLUMEN MO MPUMEHEHMIO NEKAPCTBEHHOIO npenapara
1 NpUYMHON Bpeaa sBUNCS BBOZ, B rpaXaaHCcKuii 060poT HeJobpokaiyeCTBEHHOIO NeKapCTBEHHOIO Npenapara;

2) Bped 300pOBbI0 MPUYMHEH BCNEACTBME HEOOCTOBEPHOW WHGOpPMauuW, CoaepXallencss B WHCTPYKUMM MO  MPUMEHEHUI0
rlekapCTBEHHOro nNpenapara, U3AaHHON NPOM3BOANTENEM NeKapCTBEHHOIO npenapara.

2. B cnyyae, ecnu Bpen 3[40pPOBbIO TpaxaaH MPUYMHEH BCREACTBME MPUMEHEHWUst NeKkapCTBEHHOro npenapara, npulliefliero B
HEeroAHOCTb B pe3yrnbraTe HapyLUEeHUS NpaBuil XpaHeHVs NeKapCTBEHHbIX CPEACTB, MPaBuIl ONTOBOV TOPrOBMW JIeKapCTBEHHbIMM Npenaparamu,
npaBuin OTNycka feKapCTBEHHbIX MNpenapaTtoB, MNpaBuil W3rOTOBMEHWS W OTMycka JleKapCTBEeHHbIX MpenapaTtoB, BO3MeLLeHWe Bpeaa
OCYLLECTBMNSETCA  COOTBETCTBEHHO OpraHvW3auven OMTOBOW  TOProOBMW  NEKapCTBEHHbIMW  CPEACTBaMW, anTeyHOW  opraHu3aumen,
VHAVBMAYaNbHLIM MPEANPUHUMAaTENEM, UMEWUMU NMLEH3NI0 Ha (apMaueBTUYEeCcKylo OEeATEeNbHOCTb WM MMLEH3NI0 Ha MEeAMUMHCKYI0
OeATeNbHOCTb, MEAULUMHCKOW  OpraHusauvenl, WMeloWed MUUEH3NI0 Ha dapMaueBTU4ecKylo [eaTenbHOcTb (ee  060cobrneHHbIM
nogpasgeneHnem (ambynatopuen, denbawepckum U enbalepcko-akyWepckuM NyHKTamu, UeHTpom (oTaeneHvem) obuielt BpavebHon
(cemenHoON) NpaKTUKK), PacrnorioXXeHHbIM B CENbCKOM HACeNleHHOM MyHKTEe, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3auums), AonyCTUBLLMMU
npoAaxy Un OTNYCcK Takoro ekapcTBEHHOro npenapara.

(B pea. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BoamelleHne Bpeda, NPUYMMHEHHOTO 300POBbLIO FPaXAaH BCNEACTBUE MPUMEHEHUSI NEKaPCTBEHHbIX MPenapaToB UMM COBEPLLEHUS
NPOTUBOMNPAaBHbLIX AENCTBUIA CyObekTamu OOpalLeHUsi NEeKapCTBEHHLIX CPEACTB, OCYLLECTBISIETCS B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®enepaumn.

Fnasa 16. 3AKNIOYUTENBbHBLIE NOJTOXEHNA

Crtatbs 70. O NpU3HaHUX YTPaATUBLLMMWU CUNY OTAENbHbIX 3aKoHoAAaTerNbHbIX aKTOB (MOMOXEHWW 3aKoHopaTeNbHbLIX aKTOB)
Poccuitickon ®enepauum

MpusHatb yTpaTtusLuMun cuny:

1) ®enepanbHbIi 3akoH OT 22 umtoHs 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopaTenbcTBa Poccuickon
Pepnepaumn, 1998, N 26, ct. 3006);

2) ®PepepanbHbii 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeceHWM usmMeHeHust U pornornHeHun B PefepanbHbii 3akoH "O
nekapcTBeHHbIX cpegcTBax” (CobpaHne 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 aHBapsi 2003 roma N 15-®3 "O BHECEHMM WM3MEHEHWA U [OMONHEHUA B HEKOTOpble
3akoHopaTenbHble akTbl Poccuiickonn Pepepaummn B cBA3u ¢ npuHatueM PepepanbHoro 3akoHa "O NWLEH3MPOBaHWM OTAEMbHBIX BUAOB
pesitenbHocTn" (CobpaHue 3akoHopatenscTBa Poccuiickon denepauumm, 2003, N 2, cT. 167);

4) cratbto 31 ®depgepanbHoro 3akoHa ot 30 uoHsa 2003 roga N 86-®3 "O BHeCeHUM W3MEHEHWA W [OOMONIHEHUIA B HEKOTOpble
3aKkoHogaTtenbHble akTbl Poccuiickon ®epgepaumun, NpU3HaHUM YTPATUBLLUMMW CWUAY OTAEMbHbIX 3aKOHoAaTenbHbIX akToB Poccuiickon
depepaunyn, NpenoCTaBEHUN OTAEMbHbIX TAPAHTUMI COTPYOHWKAM OpraHoB BHYTPEHHUX [er, OpraHoB MO KOHTPOM 3a 0060poToMm
HapKOTUYECKNX CPeACTB M MCUXOTPOMHbIX BELLECTB U yrnpasgHsieMblx defeparnbHbIX OpraHoB HanoroBo NONUUUM B CBSI3W C OCYLLECTBIIEHNEM
Mep Mo COBEPLUEHCTBOBaHMIO rocyAapcTBeHHoro ynpasneHus" (CobpaHue 3akoHodaTenbcTBa Poccuiickoin Pepepaumn, 2003, N 27, ct. 2700);

5) cratbio 101 ®epepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHWM W3MEHEHWM B 3aKOHOAATENbHbIE aKTbl
Poccuinckon ®egepaumm 1 NpusHaHWM yTpaTUBLLMMUK CUIY HEKOTOPbLIX 3aKoHoAaTenbHbIX akToB Poccuiickon ®egepaumm B CBSA3N C NPUHATMEM
PepepanbHbix 3akOHOB "O BHECEHUUN U3MEHEHWIA U AononHeHun B ®enepanbHbiv 3akoH "O6 obLmux NpuHLMNax opraHM3aummn 3akoHoaaTernbHbIX
(NpeocTaBUTENbBHBIX) U UCMOMHUTENBHBIX OpPraHOB rocyAapcTBeHHOW Bractu cybbektoB Poccuiickon ®egepauun” n "O6 obLmMX npuHUMNax



opraHu3aumm MecTHoro camoynpaenenus B Poccuiickon ®enepaumn” (CobpaHne 3akoHogatensctea Poccuiickon depepaunm, 2004, N 35, ct.
3607);

6) ctaTtbio 28 PenepanbHOro 3akoHa ot 18 pekabps 2006 roga N 231-03 "O BBeAeHWM B AeWCTBME YacTu YeTBepTon paxkaaHCKoro
kogekca Poccuiickon dPepepaunn” (CobpaHue 3akoHogatenbctea Poccuiickoin ®egepaumn, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTosiwero ®egepanbHOro 3akoHa
1. Hactosiwumin ®egepanbHblil 3akoH BCTynaeT B cuny ¢ 1 ceHTs6ps 2010 roga.

2. JlekapcTBeHHble CpefCTBa, 3aperncTpupoBaHHble OO AHS BCTYMNEHWst B cuily HacTosiwero dedepanbHOro 3akoHa, nognexar
BKIIOYEHMIO B FOCYAAPCTBEHHBIE PEECTPhI NIEKAPCTBEHHBLIX CPELACTB C BHECEHWMEM YKa3aHHbIX B yacTu 1 ctatby 33 HacTosiwero deaeparnbHoro
3aKoHa CBeAEeHW 06 3TUX NeKapCTBEHHbIX cpefAcTBax 6e3 NPOXOXAEHWs BHOBb Npoueaypbl rocyAapCTBEHHOW permcTpaumy nekapcTBeHHbIX
npenapaTos.

3. locypapcTBeHHasi permcTpauusi nekapCTBEHHbIX MpenapaTtoB, 3a WCKITIOYEHUEM NeKapCTBEHHbIX MpenapaTtoB Ans MeauLMHCKOro
NpYMEHEHWs, NPeACTaBMNEHHbIX HA YKa3aHHY perucTpaumio Ao AHA BCTYNNeHUs B cuny HacTosiwero ®efepanbHOro 3akoHa, OCyLecTBRsieTcst
B COOTBETCTBMW C HacToswmum PeneparnbHbiM 3aKOHOM Ha OCHOBAHUW [OKYMEHTOB W AaHHbIX, MPEeACTaBMeHHbIX [0 OHSA BCTYMNEHWs B cuny
HacTosiero ®enepanbHOro 3akoHa.

(B pen. ®epepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

3.1. TocymapcTBeHHass perucTpaums reKkapCTBEHHbIX MpenapaToB AnA  MEOULMHCKOrO MNPUMEHEHUsi, MPeACTaBleHHbIX Ha
roCyAapCTBEHHYIO perucTpaumio Ao [AHA BCTYNneHus B cuny Hactoswero PeaepanbHOro 3akoHa, W roCyAapCTBEHHas perucrpaumst
nekapcTBEeHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHNs, NPeACTaBNeHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPEeACTB A0 AHSA BCTYMNEHWS B
cuny Hactoswero ®PefepanbHOro 3akoHa B LEMAX WX MOCMeaylolwen rocyfapCTBEHHON perucrpaumm, OCYLLECTBSIOTCH Ha OCHOBaHWM
OOKYMEHTOB W [JaHHbIX, NPEeACTaBMneHHbIX [0 AHA BCTyNfeHus B cuny HacTosiwero ®PefepanbHOrO 3akoHa, a Takke 3asiBNeHus o
rocyAapCTBEHHOW perucTpaumMu nekapcTBEHHOro npenaparta, MNpeacTaBNeHHOro MNPOM3BOAMTENEM JleKapCTBEHHbIX npenapaToB  Wnu
YMOMHOMOYEHHLIM VMM  JIMLOM B COOTBETCTBMM C Hactoswmm ®PegepanbHbiM  3aKOHOM B YMONHOMOYEHHBIN  heepanbHbii  opraH
ucnonHuTensHomn Bnactu go 1 mapta 2011 roga, 6e3 TpeGoBaHNa ynnaTbl rocyAapCTBEHHON NOLUMWHbI, MPeAYCMOTPEHHON 3aKoHO4aTeNbCTBOM
Poccuiickon denepaumm o Hanorax u cbopax.

(4acTb 3.1 B pen. ®epepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3.2. MoaTBepxaeHe rocynapCTBEHHOW perncTpaumm nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOTO NPUMEHEHNs, NPeAcTaBneHHbIX
ANS NOATBEPXAEHUSA roCyAapCTBEHHOW perucTpaumm A0 OHS BCTYNNeHus B cuny Hactosuwero defgepanbHOro 3akoHa, M MOATBEPXAeHVe
roCyAapCTBEHHOW perucTpaumn NneKkapCcTBeHHbIX npenapaToB  ANS  MEAMLMHCKOTO MNPUMEHEHWs, MPeACTaBrieHHbIX Ha  JKCMepTuay
NeKkapCTBEeHHbIX CPEeACTB [0 AHS BCTYNMeHust B cuny Hactosiwero PegepanbHOro 3akoHa B LeNsX Mocrenytowero noaTBepXAeHnUs ux
rocyAapCTBEHHOW perncTpauuv, OCyLLECTBMSIOTCA Ha OCHOBaHWM [OKYMEHTOB W [AaHHbIX, NPEACTaBMeHHbIX A0 AHA BCTYNIEHWs B Cuny
HacToswero PeaepanbHOro 3akoHa, a TakkKe 3asBfieHWs O MOATBEPXAEHUWN rOCYAAPCTBEHHOW PerucTpauvmn nekapcTBEHHOro npenapara,
npeacTaBMNEHHOro MPOM3BOAMTENEM JeKapCTBEHHbIX MpenapatoB WM  YNOMHOMOYEHHbIM WM FULOM B COOTBETCTBUM C  HACTOSILLUM
PenepanbHbIM 3aKOHOM B YMOMHOMOYEHHbIN beaeparnbHbI opraH ucnonHutensHon snactu o 1 mapta 2011 roga, 6e3 TpeboBaHusA ynnarbl
rocyAapCTBEHHOW MOLLUMUHBI, NPEeAYCMOTPEHHON 3akoHopaTensctBoM Poccuiickoi ®egepauum o Hanorax u coopax.
(vactb 3.2 B peq. ®egepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. MNpuHsTHE pelleHnsi 0 BHECEHUM U3MEHEHUI B OOKYMEHTbI, COAepXallnecs B perucTpaurMoHHOM A0Cbe Ha 3aperncTpupoBaHHbIN
neKapcTBEHHbIN NpenapaT Ans MeAVLMHCKOTO NPUMEHEHUSI U NpeCTaBleHHbIE A0 AHS BCTYNMNEHWS B cuny HacTosiwero deaepanbHOro 3akoHa,
N MPUHATME pPEeLUEeHNS O BHECEHUU W3MEHEHWA B [OKYMEHTbl, COAepalleecs B pPerucTpauMoHHOM [OCbe Ha 3aperncTpupOBaHHbBIN
niekapCTBEHHbIN NpenapaTt Ans MEAULIMHCKOrO NPUMEHEHWs U NpeacTaBneHHble Ha 3KCNepTU3y NekapcTBEHHbIX CPedCTB A0 AHS BCTYMNEHUs B
cuny Hactosilero PefepanbHOro 3akoHa, OCYLLECTBISOTCSt HA OCHOBaHUU AOKYMEHTOB W aHHbIX, NPEACTABMNEHHbIX A0 AHS BCTYNINEHUS B CuUny
HacTosiwero ®enepanbHOro 3akoHa, a Takke 3asiBNeHUs O BHECEHUN U3MEHEHMWI B JOKYMEHTbI, CoAepXalluecsi B perMcTpaumMoHHOM LOCbe Ha
3apermcTpUpOBaHHLIN  NeKapCTBEHHbIN npenapat Ans MeAWMUMHCKOTO MPUMEHEHWs, NpeacTaBfieHHOro MNpPOU3BOAMTENEM NeKapCTBEHHbIX
npenapaTtoB UMy YNorHOMOYEHHbIM UM MMLIOM B COOTBETCTBUM C HacTosimm PeaepanbHbiM 3aKOHOM B YNONHOMOYEHHbIN dheaeparbHbli opraH
ucnonHuTenbHon Brnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocyAapCTBEHHOW MOLLUMMHBI, NPeayCMOTPEHHOW 3aKOHOAATENbCTBOM
Poccuiickon ®epepauum o Hanorax n cbopax.

(vactb 3.3 B peg. ®egepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bolgaya paspeLleHuii Ha NpPoBeAeHNE KIIMHUYECKNX NCCNefoBaHWi NeKkapCTBEHHbIX NpenapaTtoB A MEAULIMHCKOrO NpUMEHeHNs
no 3asiBNEeHUsM, NoJaHHbIM [0 AHSI BCTYNNEHUs B cuiy Hactosiero ®enepanbHOro 3akoHa, a TaKkke Nno 3asiBNieHUsiM, NodaHHbIM rnocne OHs
BCTYNMeHus B cuny Hactosuero degepanbHOro 3akoHa Ha OCHOBAHWUM 3KCMEPTM3, NMPOBEAEHHbIX A0 AHA BCTYMNEHWS B CUMY HacTOsLero
PefepanbHOro 3akoHa, OCYLLECTBNAETCH B COOTBETCTBMM C HacToAwmM ®PefepanbHbIM 3aKOHOM Ha OCHOBaHWKM [OKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX WU MOMyYeHHbIX OO0 [AHS BCTYNNeHust B cuny Hactosiwero PenepanbHOro 3akoHa, a Takke Ha OCHOBaHWUM Komuu
npeaBapuTeNibHOTO A0roBopa 0053aTeNnbHOr0 CTPaxOBaHUS XXWU3HW, 300POBbS MAaUMEHTOB, YYacTBYHOLMX B KIIMHUYECKOM WCCMedoBaHUN
nekapcTBEHHOro npenapara Ans MEAULMHCKOTO NPUMEHEHWS, NN KOMUW JOroBopa 06A3aTernlbHOro CTpaxoBaHWA XU3HWU, 300POBbSA NaLVEHTOB,
y4acTBYIOLUMX B KMUHUYECKOM MWCCredoBaHWU NeKkapCTBEHHOro npenaparta Ans MeauUMHCKOro MpuMeHeHusl, Nnbo npeacTaBneHHoWn konuu
poroBopa 06s3aTenbHOro CTpaxoBaHWUsi, 3aKIIOYEHHOro B COOTBETCTBMM C TUMOBLIMU MpaBuriamy 0653aTenbHOro CTpaxoBaHUSA, C yKazaHWeM
npefernbHON YMCMEHHOCTU MNaUMEHTOB, Y4YacTBYIOWMX B KIMHUYECKOM WCCNEeAoBaHUM NeKapCTBEHHOro npenapata Ans MeauuMHCKOro
npuMeHeHusi, 6e3 TpeboBaHWs ynnaTbl roCy4apCTBEHHON MOLUMWHBI, NPeayCMOTPEHHOW 3akoHoAaTenbCTBOM Poccuiickon defepaumm o Hanorax
n cbopax.

(4acTb 3.4 B pen. ®epgepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.5. 3apernctpvpoBaHHble B WMHOCTPaHHOW BamnTe A0 AHSA BCTYMNEHUs B cury Hactoswero defepanbHOro 3akoHa npeferbHble
OTMYCKHbIE LieHbl WHOCTPaHHbLIX MPOW3BOAWTENE Ha feKapcTBEeHHble Mnpenapatbl, BKMIOYEHHble B MepeveHb >KU3HEHHO HeobXxoAauMbIX U
BaXKHEWLLMX NEeKapCTBEHHbIX MpenapaTtoB, nogrnexar nepecdety B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon ®epepaumun Ha pary,
yctaHoBneHHyto [paeuTtensctBoMm Poccuiickonn ®Pepepaunun, 6e3 npeacTaBneHns 3asBNeHUs O MepecyeTe LeHbl C  BHeCeHnem
COOTBETCTBYIOLIMX M3MEHEHU B rocyAapCTBEHHbI peecTp npedenbHbIX OTNYCKHbIX LieH Npov3BOAMTENEN Ha NekapCTBeHHble npenaparhbl,
BKIMIOYEHHbIE B NepeYeHb XN3HEHHO HeoBXoANMBIX 1 BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos.

(4acTb 3.5 BBegeHa PefepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)



3.6. 3aperucTpupoBaHHble [0 AHA BCTYNSeHUst B cury HacTtosiero ®efepanbHoro 3akoHa npefernbHble OTMNYCKHblE LieHbl POCCUMCKMX
npou3BoAUTENEe Ha nekapCcTBEHHble Mpenaparbl, BKMOYEHHbIE B MepeyeHb XMU3HEHHO HEOBXOAUMBbIX W BaXKHEWLUMX NeKapCTBEHHbIX
npenaparoB, noanexar uHaekcauum ¢ 1 Hosbps 2010 roga Mcxoas M3 NPOrHO3UPYEMOTO YPOBHST MHpNSLMKM, ycTaHOBNEHHOrO defeparnbHbIM
3akoHoM OT 2 gekabpsi 2009 roga N 308-93 "O denepanbHom Giompkete Ha 2010 roa v Ha nnaHoBbI nepuog 2011 n 2012 rogos” Ha 2011 rog.
(4acTb 3.6 BBegeHa PepepanbHbIM 3akoHoM oT 11.10.2010 N 271-$3)

3.7. Nocne 1 mapta 2011 roga He AomycKalTCA NPOU3BOACTBO M BBO3 B Poccuiickyto degepaunio nekapcTBeHHbIX NpenapaTtoB B
ynakoBKax C MapKUpoBKOW, koTopasi Bblna HaHeceHa [0 AHS BCTYMINEeHUs B cuny HacTosiwero ®efeparnbHoro 3akoHa. 1o uctedeHnmn ykasaHHoro
CpoKka [JaHHble NlekapCTBEeHHbIe Mpenapatbl MOTyT OTMycKaTbCs, Peanu3oBbIBaTbCs, NepefaBaTbCsi U NMPUMEHSTLCA A0 UCTEYEHUSI UX Cpoka
rofHOCTM.

(B pen. ®epgepanbHbix 3akoHoB oT 29.11.2010 N 313-93, o1 06.12.2011 N 409-$3)

4. Co gHsa BCTynneHus B cuny Hactosiero ®eaepansHoro 3akoHa v no 30 anpens 2011 roga BKMHOYUTENBHO A0NYCKAeTCs NpoBeaeHne
3KCMEepTU3bl NIEKapCTBEHHBIX CPEACTB 3KCNepTaMu 3KCMEPTHOTO YUYpexaeHUs A0 MPOXOXOEHUS UMW aTTecTaumu B nopsigke, yCTaHOBIIEHHOM
YMNOMHOMOYEHHBLIM heieparnbHblM OpraHOM UCTONHUTENBHOM BNacTu.

5. Co pHa BCTynneHus B cuny HacTosiwero ®egepanbHoro 3akoHa 1 no 31 aekadbps 2013 roga BKMIOYMTENBHO OCYLLECTBASETCS nepexon
K MPOW3BOACTBY NEKapCTBEHHbIX CPEACTB B COOTBETCTBMW C NMpaBunamy opraHu3auvu Npou3BOACTBA U KOHTPOMS KayecTBa feKapCTBEHHbIX
CPeAcTB, yKa3aHHbiMM B 4YacTu 1 ctatbu 45 Hactoswero PepepanbHOro 3akoHa, B MonHoM obbeme. Cpokv nepexoda npousBoAcTBa
NeKapCTBEHHbIX CPeACTB K MX NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHBIMW TpeboBaHWAMM AaHHbIX MpaBwm, BKMOYas CPOKM atTectauum
YNONMHOMOYEHHbIX NWL, YKasaHHbIX B 4YacTsax 6 u 7 ctatbum 45 HacTosiwero PegepanbHOro 3akoHa, ycTaHaBnusarwTcs [1paBuUTEnbLCTBOM
Poccwuiickon ®enepaumn.

6. IluueH3nm Ha Npomn3BOACTBO NEKAPCTBEHHbIX CPeaCTB, BblaaHHble A0 1 aHBapsa 2014 roga, gencteytoT nocne 1 aHeBapsa 2014 roga Ao
UCTEYEHMA CpoKa WX OENCTBMS MPU YCNOBUW COOTBETCTBUSI NULIEH3MATa NpaBuiaM opraHuM3auuu NpoM3BOACTBA W KOHTPOMS KayecTBa
rniekapCTBEHHbIX CPEACTB, YKka3aHHbIM B YacTu 1 ctatbu 45 HacTosiwero PefnepanbHOro 3akoHa.

7. ®opmupoBaHME TOCYAapCTBEHHOrO 33JaHUs Ha MpoBedeHWe 3KCMepTu3bl eKapCTBEHHbIX CpeacTB  deaepanbHOMY
rocyaapCTBeHHOMY GHOKETHOMY YYPEXAEHUIO MO MNPOBEAEHMIO 3KCMEPTM3bl NEeKapCTBEHHbIX CpeAcTB U (huHaHcoBoe obecneyeHue
BbIMONHEHUS1 3TOrO 3aJaHus OCYLLECTBNAITCA B nopsigke, yctaHoBreHHoMm PepeparnbHbiM 3akoHOM oT 12 aHeapsa 1996 roga N 7-#3 "O
HEKOMMEPYECKNX OpraHn3aunsix”.

(4acTb 7 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon depepavmm
0.MEOBEOEB
Mockea, Kpemrnb

12 anpensa 2010 roga
N 61-3
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